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BD Vacutainer® SST™ || Plus Tubes:
Evaluation of Freezing on Gel and Tube Integrity
and Selected Chemistry Analytes

ABSTRACT

A study was conducted to evaluate the physical and clinical performance of BD Vacutainer® SST™ I Plus
Tubes when the tubes were subjected to freezing and storage. The study used a two-step freezing method,
which involved cooling the tubes at approximately 4°C for two hours before placing the tubes in a freezer at
-20°C. The physical performance of BD Vacutainer® SST™ I Plus Tubes was assessed by inspecting 500
specimens for tube and barrier integrity and specimen appearance. These inspections were completed prior to
freezing, after three weeks of storage at -20°C, and after an additional week of storage at -20°C. The clinical
performance of BD Vacutainer® SST™ |1 Plus Tubes was assessed by measuring 26 routine chemistry
analytes in sera that were frozen for three weeks in the primary tubes and in sera that were frozen as aliquots in
secondary tubes and comparing these results to those of the initial time specimens before freezing.

Two sets of clinical acceptance limits (CALSs) were used to examine the data in this study: those from the site
and those more commonly used by BD. When BD Vacutainer® SST™ 11 Plus Tubes were processed according
to the two-step freezing method described in this paper, the results of the study indicated the following: 1.1.-1.2.

o The integrity of BD Vacutainer® SST™ Il Plus Tubes, the integrity of the gel barriers, and the specimen
appearance were maintained when specimens were stored in the primary tubes for three to four weeks at
-20°C.

e BD Vacutainer® SST™ [1 Plus Tubes that were frozen at -20°C for three weeks and aliquots that were separated
and then frozen yielded stable results for 18 of the 26 analytes tested when compared to the initial time specimens
before freezing (regardless of which CALSs were used [site or BD]).

=  The stable analytes were alkaline phosphatase, amylase, blood urea nitrogen, calcium, cholesterol, creatine
kinase, creatinine, C-reactive protein, iron, glucose, HDL-cholesterol, potassium, lactate dehydrogenase,
magnesium, total protein, triglycerides, uric acid, and phosphorus.

o Eight of the 26 analytes tested did NOT exhibit stability for the frozen BD Vacutainer® SST™ 11 Plus
Tubes and/or the frozen aliquots:

= Alanine aminotransfeTrMase and total bilirubin were unstable (negative mean biases) for both the frozen
BD Vacutainer® SST" 11 Plus Tubes and the frozen aliquots (regardless of which CALs were used);
therefore, the changes are ascribed to factors other than the tubes.

= Aspartate aminotransferase, direct bilirubin, chloride, gamma glutamyltransferase, and sodium were
not stable in the frozen BD Vacutainer® SST™ 11 Plus Tubes, but stability was maintained in the
frozen aliquots (some observations were dependent upon the CALSs used).

= Albumin was stable in the frozen BD Vacutainer® SST™ II Plus Tubes, but not in the frozen aliquots
(observation was dependent upon the CAL used).

Since the results of this study are specific for the tubes, conditions, and analytes tested, it is recommended that
laboratories perform their own evaluations regarding the suitability of specimens after freezing and thawing.
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INTRODUCTION

BD manufactures a wide array of evacuated blood collection tubes, which have been on the market since the
1940s. In 1975, BD Vacutainer® SST™ Glass Tubes (serum separator tubes) were introduced to the market.
BD Vacutainer® SST™ Tubes contain a gel material, which has a specific gravity that causes it to move
between the red blood cells and the serum when the tubes are centrifuged, physically separating these two
blood components. Over the years, BD has modified the BD Vacutainer® SST™ Tubes to meet the evolving
needs of customers. In the early 1990s, BD Vacutainer® SST™ Tubes were made available in plastic when
BD Vacutainer® Plus Tubes were offered. More recently, in 2000, BD Vacutainer® SST™ 11 Plus Tubes were
introduced. These tubes contain a new gel barrier material that is designed to increase the stability of certain
therapeutic drugs.

Specimens collected in BD Vacutainer® SST™ 11 Plus Tubes are used for a wide array of testing. After
centrifugation, the specimens can be handled in a variety of ways depending on the analytes being tested and
on the standard procedures of the laboratory. Usually, the BD Vacutainer® SST™ II Plus Tube (primary tube),
or an aliquot taken from the primary tube, is used for the appropriate analyses on the day of collection. After
the initial analyses are completed, many laboratories require storage of the specimens for either batch testing of
particular analytes or for subsequent additional testing that may be required. Specimens collected in gel tubes
are often stored in the primary tubes in a refrigerator (2 -8°C), but when prolonged storage is required, freezing
of the specimen may be needed. When freezing is required, the storage procedure that is recommended by BD
is to take an aliquot of the serum from the primary tube, place it into a secondary tube, and freeze the aliquot in
the secondary tube. This method ensures that the highest quality of serum is maintained during freezing.
Customer feedback has indicated, however, that some laboratory professionals would like to have the option to
freeze the specimens in the primary tubes and to store these at -20°C for a period of two to four weeks.
Freezing the specimens in the primary tubes is seen as an effective way to reduce the possibility of
identification errors, decrease the biohazard risk from potentially infectious samples, and avoid the cost and
time involved in removing an aliquot from the primary tube.

In order to determine the effects of freezing specimens in BD Vacutainer® SST™ 11 Plus Tubes, a clinical trial
was conducted at Academsich Ziekenhuis Maastricht (AZM), a hospital in Maastricht, the Netherlands, where
they have been using a two-step method of freezing specimens for many years. The specific method they use
involves cooling the tubes on a refrigerated table (4°C) for two hours before they are placed in a freezer at
-20°C. This method is used by AZM to enable batching of the tubes prior to freezing and to allow for a more
gradual reduction in temperature. The results of that trial are presented in this paper.

OBJECTIVES

The objectives of this study were the following:

o Evaluate the integrity of BD Vacutainer® SST™ II Plus Tubes, the integrity of the gel barriers, and the
appearance of the sera when the specimens are stored in the primary tubes for three to four weeks
at -20°C.

e Evaluate the stability of 26 chemistry analytes in specimens that are stored in BD Vacutainer® SST™ Il
Plus Tubes for three weeks at -20°C.
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MATERIALS AND METHODS

Study Site and Patient Population

The study was conducted at Academisch Ziekenhuis Maastricht (AZM), a hospital in Maastricht, the Netherlands. A
total of 540 subjects were randomly selected to participate in the study, which included the following:

e Blood specimens from 500 subjects were collected for the evaluation of the physical performance (tube
integrity, gel barrier integrity, and specimen appearance) of the BD Vacutainer® SST™ 11 Plus Tubes.

e Blood specimens from 40 subjects were collected for the evaluation of the clinical performance (analyte
stability) of the BD Vacutainer® SST™ [l Plus Tubes. Both normal and pathological specimens were
obtained to cover a wide range of values for the analytes tested.

Blood was collected from each subject into a BD Vacutainer® SST™ I Plus Tube (Table 1) using
venipuncture techniques in accordance with the hospital's standard phlebotomy procedures. After collection,
the specimens were mixed by six inversions; the specimens were then allowed to clot for a minimum of 30
minutes before the tubes were centrifuged at an RCF of 1600 x g for 10 minutes in a swing-head centrifuge at
room temperature.

Table 1. Blood Collection Tubes Evaluated

BD Vacutainer® SST™ 11 Plus Tubes, 13x100 mm, 5 mL draw, BD Hemogard™ Closure

Tube Integrity and Specimen Appearance

After centrifugation, the BD Vacutainer® SST™ II Plus Tubes were inverted six times to ensure that any
components that might have settled on top of the gel were mixed into the serum. The BD Vacutainer®

SST™ 11 Plus Tubes and their contents were then examined for the physical characteristics (with the exception
of RBC [red blood cell] seepage), which are listed in Table 2. The tubes were then left inverted for two hours,
after which they were examined for RBC seepage past the gel barrier. After this inspection, the tubes and
specimens were placed upright on a cooling table at approximately 4°C for two hours and then frozen at -20°C,
where they were stored for three weeks. After three weeks, the specimens were defrosted at room temperature
(First Thaw), inverted six times, and re-examined for the 12 physical characteristics. The tubes from the First
Thaw were then cooled (4°C for two hours), frozen (-20°C) once again, and stored an additional week. After
the additional week of frozen storage, the specimens were defrosted at room temperature (Second Thaw),
inverted six times, and re-examined for the 12 physical characteristics.
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Table 2. Physical Characteristics

Characteristic

Description

Responses

Tube Integrity

The integrity of the tube is maintained (i.e., there are no
cracks or flaws in the tube)

Yes, No

Gel Barrier Integrity

The barrier forms a complete seal between the red cells
and the serum

Complete, Incomplete

Gel Globules Presence of gel globules in the serum Yes, No
Hemolysis Presence of hemolysis in the serum None, Trace, Moderate, Gross
Presence of RBC (red blood cell) seepage past the gel
RBC Seepage barrier after the BD Vacutainer® SST™ I Plus Tube Yes, No
remains in an inverted position for two hours
Lipemia Presence of lipemia in the serum None, Trace, Moderate, Gross
Turbidity Presence of turbidity in the serum None, Trace, Moderate, Gross

RBCs in Serum

Presence of RBCs in the serum

None, Trace, Moderate, Gross

Presence of gel smearing along the inner tube wall above

Gel Smearing . None, Trace, Moderate, Gross
the gel barrier
Cryoprecipitate Presence of cryoprecipitate in the serum None, Trace, Moderate, Gross
RBCs in Gel Presence of RBCs in the gel Yes, No

Serum Appearance

Description of serum in terms of usability
for analysis

Excellent: clear serum without
hemolysis or fibrin

Good: clear serum with some
traces of hemolysis or fibrin
Fair: cloudy serum with
hemolysis or fibrin

Not usable: the serum could not
be used for clinical analysis

Analyte Stability

After centrifugation, serum aliquots were taken from each of the BD Vacutainer® SST™ 11 Plus Tubes
(primary tubes) and placed into appropriately labeled plastic secondary tubes. The serum aliquots were
removed well above the gel barrier to avoid collecting any components that may have settled onto the gel
barrier. The aliquots were tested on a Beckman Coulter SYNCHRON LX® 20 PRO Analyzer for the analytes
listed in Table 3. The initial time specimens were analyzed within approximately eight hours of collection.
After the analyses were completed, the aliquots and the primary tubes were placed on a cooling table at 4°C for
two hours and then frozen at -20°C, where they were stored for three weeks. After three weeks of frozen
storage, the primary tubes (Frozen BD Vacutainer® SST™ Il Plus Tubes) and the frozen aliquots were
defrosted at room temperature, inverted six times, and tested for the analytes listed in Table 3.
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Table 3. Analytes Tested

Albumin (ALB)

C-Reactive Protein (CRP)

Alkaline Phosphatase (ALKP)

Iron (FE)

Alanine Aminotransferase (ALT)

Gamma Glutamyltransferase (GGT)

Amylase (AMY)

Glucose (GLU)

Aspartate Aminotransferase (AST)

HDL-Cholesterol (HDL-C)

Bilirubin, Direct (DBIL)

Potassium (K)

Bilirubin, Total (TBIL)

Lactate Dehydrogenase (LDH)

Blood Urea Nitrogen (BUN)

Magnesium (MG)

Calcium (CA)

Sodium (NA)

Cholesterol (CHOL)

Total Protein (TP)

Creatine Kinase (CK)

Triglycerides (TRIG)

Chloride (CL)

Uric Acid (UA)

Creatinine (CREAT)

Phosphorus (PHOS)

DATA ANALYSIS

Tube Integrity and Specimen Appearance

Data from 500 subjects were obtained for each of the 12 physical characteristics. The number of occurrences
for each of the physical characteristics in the BD Vacutainer® SST™ 11 Plus Tubes prior to freezing (Control)
was determined, and incremental changes in the observations were recorded for the following:

e BD Vacutainer® SST™ II Plus Tubes that were frozen and stored for three weeks, followed by thawing of

the specimens (First Thaw); and

e BD Vacutainer® SST™ [I Plus Tubes from the First Thaw that were re-frozen and stored for an additional
one week, followed by re-thawing of the specimens (Second Thaw).

Analyte Stability

Data from 40 subjects were obtained for each analyte for each of the following storage conditions:

e Initial time aliquots (before freezing) from the BD Vacutainer® SST™ II Plus Tubes (Control);

e Frozen BD Vacutainer® SST™ Il Plus Tubes; and

e Frozen Aliquots.
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The means and standard deviations (which include a between-subject component) were calculated for each of
the analytes at each storage condition. Analysis of variance (ANOVA) was used to test for differences between
storage conditions, with a level of significance set at (=0.05. The residual plot from the ANOVA determined
whether a constant CV or a constant SD was satisfied, and specific calculations were applied to determine
mean biases between the Control and Evaluation Tubes at each storage condition. To determine clinical
equivalence between the Control and Evaluation Tubes, the mean bias, and 95% limits are compared with a
clinical acceptance limit (CAL), which represents an estimate of the maximum allowable difference in test
results between the two tube types. CALS, which are expressed in units or as a percent, are used by BD to help
identify differences that may be considered clinically significant. These values may reflect the opinion of
investigators from BD-sponsored clinical trials and, therefore, may not be constant from one study to another.
The laboratory should evaluate the data presented and make its own determination concerning the acceptability
of results.

CALs for each analyte in this study were determined by the clinical study site and by BD. When a constant CV
was satisfied for the data, 95% equivalence limits for the mean percent biases between the Control and
Evaluation Tubes were calculated from the logged data.* When a constant SD was satisfied and the CAL was
in units, 95% equivalence limits for the mean unit biases between the Control and Evaluation Tubes were
calculated from the data in original units. When a constant SD was satisfied and the CAL was expressed as a
percent, 95% minimum limits of equivalence between the Control and Evaluation Tubes were calculated from
a ratio method.® Depending on the statistical method used, results are shown as either the mean bias with the
95% equivalence limit, or as simply the £ 95% minimum limit of equivalence. For analytes where the CAL is
defined in percent, mean biases and 95% limits are expressed as percents to one decimal place. For analytes
where the CAL is defined in the units of the analyte, mean biases and 95% limits are shown in the analyte
units.

Site CALs and BD CALs

Two sets of data analysis are presented in this paper. The first analysis was done using CALs that were
provided by the study site (Site CALS) to determine equivalence between the Evaluation Tubes and the
Control; the results of this analysis were used for the site's Clinical Study Report and a Technical Brief
(Freezing of Gel Separator Tubes, MC 104, November 2003). The second analysis used CALSs that are more
routinely used by BD (BD CALSs) to determine the equivalence of tube types in clinical trials. The BD CALs
are somewhat more standardized and, in most cases, more conservative. Also, in some cases, the BD CALs
were analyzed in units rather than percentages, as determined by the data. Refer to Table 6 for a listing of the
Site CALs and the BD CALs that were used.
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RESULTS AND DISCUSSION

Tube Integrity and Specimen Appearance

The observations that were recorded for the physical characteristics of 500 BD Vacutainer® SST™ [ Plus
Tubes and their sera are summarized in Tables 4 and 5. Only those characteristics with noteworthy and/or
incremental occurrences are listed in the tables. Prior to the First Thaw, one tube was removed to be used for
hospital patient add-on testing; therefore, it was not included in the analysis. Prior to the Second Thaw, five
additional tubes were removed to be used for add-on testing. This resulted in a total of 494 tubes for this
portion of the study.

Tube and Barrier Integrity

There were no cases of compromised tube integrity throughout the study. As seen in Table 4, there were two
cases of incomplete barriers in the BD Vacutainer® SST™ |1 Plus Tubes and two cases of gel globules present
in the serum; however, since these occurred in the Control, they were not a result of freezing. RBC seepage
(red cell seepage past the gel barrier after the tube remains in an inverted position for two hours), a test of
barrier integrity, occurred a total of four times (two times in the Control, one additional time after the First
Thaw, and one additional time after the Second Thaw). In addition, there were 10 cases of RBCs in the gel
(eight times in the Control and two additional times after the Second Thaw). Again, the small percentage of
cases of RBC seepage and RBCs in the gel did not appear to be related to freezing, and they did not always
contribute to increased hemolysis.

Specimen Appearance

A trace level of hemolysis occurred a total of 32 times (6%): seven times in the Control, nine additional times
after the First Thaw, and 16 additional times after the Second Thaw (Table 4). There were two occurrences of
moderate hemolysis (once in the Control and one additional time after the Second Thaw) and no occurrences

of gross hemolysis. (Refer to Table 4.)

A trace level of lipemia occurred a total of nine times (seven times in the Control and two additional times
after the First Thaw); there were no occurrences of moderate or gross lipemia (Table 4). The incidence of
lipemia, which is not affected by freezing, was low. The fact that there were two additional instances after the
First Thaw could be attributed to the subjectivity of observing a trace amount of lipemia.

Freezing the specimens resulted in an increased number of trace ratings for the following characteristics, but
there were no occurrences of moderate or gross ratings for any of these characteristics (Table 4):

e Trace turbidity (13 times after the Second Thaw);
e Trace RBCs in the serum (nine times after the Second Thaw);
e Trace gel smearing (six times in the Control and five additional times after the Second Thaw); and

e Trace cryoprecipitate (three times after the First Thaw and eight additional times after the Second Thaw).

Overall, the laboratory personnel gave a rating of excellent to 99.8% of the sera from the Control, 99.3% of the
sera from the First Thaw Tubes, and 99.3% of the sera from the Second Thaw Tubes. They rated 100% of the
sera from all the tubes (BD Vacutainer® SST™ 11 Plus Tubes before freezing and after the First and Second
Thaws) as suitable for diagnostic evaluation (Table 5).
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Table 4. Summary of Noteworthy Physical Characteristics*
Control Incremental Incremental Total
Characteristic | Observation | Occu _rrences Af(t?;;cgir rrs,etn'lgﬁsélw Aﬂgcggcrgﬁgcﬁi aw Number of
(n=500) (N=499) (N=494) Occurrences
Barrier Integrity | Incomplete 2 0 0 2
Gel Globules Yes 2 0 0 2
. Trace 7 9 16 32
Hemolysis
Moderate 1 0 1 2
RBC Seepage Yes 2 1 4
Lipemia Trace 7 2 0 9
Turbidity Trace 0 0 13 13
RBCs in Serum Trace 0 0 9 9
Gel Smearing Trace 6 0 5 11
Cryoprecipitate Trace 0 3 8 11
RBCs in gel Yes 8 0 2 10
*The incidence of unchanged specimens and/or non-occurrences is not included.
Table 5. Ratings for Serum Appearance
Observation Pr?;lligeoeg)mg After(rl;l zsgtg';'haw After (Sneizgg)Thaw
Excellent 99.8% 99.3% 99.3%
Suitable for Diagnostic Use 100% 100% 100%

Analyte Stability

The means and standard deviations of the analytes tested from the Control, Frozen BD Vacutainer® SST™ 1|
Plus Tubes, and Frozen Aliquots are summarized in Table A in Appendix A. The mean tube biases and 95%
limits (corresponding to 95% equivalence tests) or minimum limits of equivalence for the between—tube

comparisons (Frozen BD Vacutainer® SST™ 11 Plus and Frozen Aliquot Tubes versus Control) using the Site
CALs are presented in Table B in Appendix B; these same comparisons using BD CALSs are presented in Table

C in Appendix C. The mean bias plots in Appendix D are graphical representations of the data in Table C.

For each comparison (Tables B and C), clinical equivalence was determined by comparing the mean tube
biases (and the 95% limits) or the minimum limits of equivalence for each analyte with the predetermined
CAL. A summary of the clinical equivalence determinations for the Frozen BD Vacutainer® SST™ 11 Plus
Tubes and the Frozen Aliquots versus the Control, using both the Site and BD CALSs, is presented in Table 6.

The following are descriptions for the clinical equivalence determinations seen in Table 6:

o If the mean bias and 95% limits or the minimum limits of equivalence for an analyte are within the CAL,
the values obtained before and after freezing for that analyte are considered clinically equivalent (or
stable) - in Table 6, Clinical Equivalence = Yes.

o If the mean bias is within the CAL, but the 95% limits are not, the values obtained before and after
freezing for that analyte are considered clinically equivalent, but may require closer examination of the
data - in Table 6, Clinical Equivalence = (Yes).
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o If the mean bias and the 95% limits or the minimum limits of equivalence are not within the CAL, the
values obtained before and after freezing for that analyte are considered "not clinically equivalent” (or
unstable) - in Table 6, Clinical Equivalence = No, with gray shading.

Table 6. Clinical Equivalence Using Site CALs versus BD CALs
Clinical Equivalence to Control Clinical Equivalence to Control
Using Site CAL Using BD CAL

Analyte Units Site CAL BFDrnge_lr_lW Fr_ozen BD CAL FrozeTrJ BD Fr_ozen

(6] I Aliquot (&) SST 1 Aliquot
ALB o/L 10% Yes Yes 5% Yes No
ALKP U/L 10% Yes Yes 10% Yes Yes
ALT U/L 10% No No 10% No No
AMY U/L 10% Yes Yes 10% Yes Yes
AST U/L 10% No Yes 10% No Yes
DBIL | umol/L 10% No (Yes) 1 pmol/L Yes Yes
TBIL | pmol/L 10% No No 2 umol/L No No
BUN mmol/L 10% Yes Yes 1 mmol/L Yes Yes
CA mmol/L 0.1 mmol/L Yes Yes 0.1 mmol/L Yes Yes
CHOL | mmol/L 10% Yes Yes 5% (Yes) Yes
CK U/L 12% (Yes) Yes 15% Yes Yes
CL mmol/L 4 mmol/L Yes Yes 3 mmol/L No Yes
CREAT | umol/L 10% Yes Yes 10% Yes Yes
CRP mg/L 10% (Yes) Yes 15% Yes Yes
FE umol/L 10% (Yes) Yes 10% (Yes) Yes
GGT U/L 16% (Yes) Yes 10% No Yes
GLU mmol/L 10% Yes Yes 10% Yes Yes
HDL-C | mmol/L 10% Yes Yes 5% (Yes) Yes
K mmol/L | 0.3 mmol/L Yes Yes 0.3 mmol/L Yes Yes
LDH U/L 20% Yes Yes 20% Yes Yes
MG mmol/L | 0.15 mmol/L Yes Yes 0.15 mmol/L Yes Yes
NA mmol/L 5 mmol/L Yes Yes 3 mmol/L No Yes
TP g/L 5% Yes Yes 5% Yes Yes
TRIG | mmol/L 10% Yes Yes 5% (Yes) Yes
UA mmol/L 10% Yes Yes 10% Yes Yes
PHOS | mmol/L | 0.13 mmol/L Yes Yes 0.15 mmol/L Yes Yes

No with gray shading = mean bias and 95% limit (or minimum limit of equivalence) are not within the CAL.
('Yes) = mean bias is within the CAL, but 95% limits are not.
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Eighteen of the 26 analytes tested exhibited equivalence (stability) for both the Frozen BD Vacutainer®
SST™ |1 Plus Tubes and the Frozen Aliquot Tubes when compared to the Control, regardless of which CALs
were used (Site or BD): alkaline phosphatase, amylase, blood urea nitrogen, calcium, cholesterol, creatine
kinase, creatinine, C-reactive protein, iron, glucose, HDL-cholesterol, potassium, lactate dehydrogenase,
magnesium, total protein, triglycerides, uric acid, and phosphorus.

Eight of the 26 analytes tested did not exhibit stability for the Frozen BD Vacutainer® SST™ I1 Plus Tubes
and/or the Frozen Aliquots; these analytes are discussed in the following sections.

ALT and Total Bilirubin

ALT and total bilirubin were not clinically equivalent (i.e., they were unstable) for either the Frozen

BD Vacutainer® SST™ |1 Plus Tubes or the Frozen Aliquot Tubes versus the Control, regardless of which
CALs were used (Site or BD). ALT had a negative mean bias of approximately 30% for both the Frozen

BD Vacutainer® SST™ |1 Plus Tubes and the Frozen Aliquots, while total bilirubin demonstrated a negative
mean bias of approximately 20% (using the Site CALS) or greater than 2.5 units (using the BD CALS). Since
the magnitude of these changes was similar for both the Frozen BD Vacutainer® SST™ I Plus Tubes
and the Frozen Aliquots, the changes in ALT and total bilirubin can be ascribed to factors other than
the tubes. The loss of enzymatic activity over time and the instability of bilirubin upon exposure to light are
well-known phenomena. Changes in enzyme activity for ALT, when stored at room temperature, 4°C and
-20°C, have been previously documented.*

AST, Direct Bilirubin, Chloride, GGT, and Sodium

AST, direct bilirubin, chloride, GGT, and sodium were not stable in the Frozen BD Vacutainer® SST™ 11 Plus
Tubes, but stability was maintained in the Frozen Aliquots; however, some of these observations were
dependent on which CAL (Site or BD) was used (Table 6). Each of these analytes, except direct bilirubin, had
a negative mean bias or minimum limit of equivalence in the Frozen BD Vacutainer® SST™ II Plus Tubes
(refer to Appendices A, B, and C). In some cases (i.e., sodium and chloride), the instability of the analytes in
the Frozen BD Vacutainer® SST™ 11 Plus Tubes was only apparent after the more conservative BD CALS
were applied. Apparently, there may be some residual cells and/or other materials present in the primary tube
that could adversely affect the concentration of these analytes during freezing and storage.

Albumin

According to the BD CAL, albumin was stable in the Frozen BD Vacutainer® SST™ |1 Plus Tubes, but not in
the Frozen Aliquots, where there was a positive mean bias of 7.4%. The bias was acceptable using the Site
CAL; however, the positive mean bias was an unexpected finding and may warrant further investigation if
freezing procedures are employed.
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CONCLUSIONS

Customer feedback has indicated that some laboratory professionals would like to have the option to freeze
specimens in the primary tubes and to store these at -20°C for a period of two to four weeks. A trial was
conducted to determine the effects of freezing and storing specimens in BD Vacutainer® SST™ II Plus Tubes
by assessing tube integrity, gel barrier integrity, specimen appearance, and analyte stability. Two sets of
clinical acceptance limits (CALSs) were used to examine the data in this study: those from the site and those
more commonly used by BD. When BD Vacutainer® SST™ 11 Plus Tubes were processed according to a
two-step freezing method (cooling for two hours at 4°C, then freezing at -20°C), the results of the study
indicated the following:

e The integrity of BD Vacutainer® SST™ II Plus Tubes, the integrity of the gel barriers, and the specimen
appearance were maintained when specimens were stored in the primary tubes for three to four weeks at
-20°C.

e BD Vacutainer® SST™ II Plus Tubes that were frozen at -20°C for three weeks and aliquots that were
separated and then frozen yielded clinically equivalent or stable results for 18 of the 26 analytes tested
when compared to the initial time specimens before freezing (regardless of which CALs were used
[site or BD]).

= The stable analytes were alkaline phosphatase, amylase, blood urea nitrogen, calcium, cholesterol,
creatine kinase, creatinine, C-reactive protein, iron, glucose, HDL-cholesterol, potassium, lactate
dehydrogenase, magnesium, total protein, triglycerides, uric acid, and phosphorus.

e Eight of the 26 analytes tested did NOT exhibit stability for the Frozen BD Vacutainer® SST™ 11 Plus
Tubes and/or the frozen aliquots:

= Alanine aminotransferase and total bilirubin were unstable (negative mean biases) for both the Frozen
BD Vacutainer® SST™ |1 Plus Tubes and the frozen aliquots (regardless of which CALs were used);
therefore, the changes are ascribed to factors other than the tubes.

= Aspartate aminotransferase, direct bilirubin, chloride, gamma glutamyltransferase, and sodium were
not stable in the Frozen BD Vacutainer® SST™ 11 Plus Tubes, but stability was maintained in the
frozen aliquots (some observations were dependent upon the CALSs used).

= Albumin was stable in the Frozen BD Vacutainer® SST™ 11 Plus Tubes, but not in the frozen aliquots
(observation was dependent upon the CAL used).

Since the results of this study are specific for the tubes, conditions, and analytes tested, it is recommended that
laboratories perform their own evaluations regarding the suitability of specimens after freezing and thawing.

Whenever changing any manufacturer’s blood collection tube type, size, or storage condition for a
particular laboratory assay, the laboratory personnel should review the tube manufacturer’s data and
their own data to establish/verify the reference range for a specific instrument/reagent system. Based on
such information, the laboratory can then decide if a change is appropriate.
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APPENDIX A

Table A. Frozen BD Vacutainer® SST™ |1 Plus Tubes,
Frozen Aliquot Tubes, and Control:
Means and Standard Deviations (n=40)
_ Study Mean + SD

Analyte Units Range Control Frozen Frozen

BD Vacutainer~ SST™ 11 Aliquot
ALB g/L 15-47 26.2+6.5 26.7+6.5 28.2+6.9
ALKP U/L 29-423 117+78 111+73 118+78

ALT U/L 0-387 31+60 20+ 38 21+40
AMY U/L 29-371 132+ 74 128 + 69 134+73

AST U/L 4-64 23+11 21+11 22+11
DBIL umol/L 0.4-15.6 40430 44+27 39+27
TBIL umol/L 3-47 144+78 115+7.0 11.6+6.8
BUN mmol/L 0.4-36 9.7+87 98+84 10.2+85
CA mmol/L | 1.65-2.88 2.17+0.20 2.12+0.20 2.204£0.20
CHOL mmol/L 1.7-6.5 38+1.4 3.7+13 39+1.4)
CK uU/iL 13-406 104 + 103 93+96 98 + 100
CL mmol/L 85-115 104.9+55 101.8+5.8 105.5+45.3
CREAT | pmol/L 44-314 117 + 66 114 + 64 113+ 64
CRP mg/L 5-338 67.7+74.2 62.4+69.7 69.1+77.0
FE umol/L 1.5-35 9.4+8.6 86+78 9.7+84

GGT U/L 6-182 45+ 38 42+ 37 44 + 38
GLU mmol/L 3.6-17.1 6.7+3.0 6.6+3.0 6.4+29
HDL-C | mmol/L | 0.24-2.11 0.79+0.39 0.75+0.36 0.79 +£0.39
K mmol/L 2.8-5.8 4.34+0.62 4.24+£0.60 4.33 +0.62
LDH U/iL 196-922 413+ 150 422 +145 383+ 136
MG mmol/L | 0.56-1.09 0.85+0.13 0.82+0.13 0.87 +0.13
NA mmol/L 121-155 1405+45 136.7+5.1 141.2+4.2
TP g/L 39-74 56.8 +8.2 55.0+7.8 56.9+7.9
TRIG mmol/L | 0.44-3.37 1.46 £ 0.67 1.40+0.62 1.50 £0.67
UA mmol/L 0.1-1.07 0.36+0.19 0.34+0.18 0.36 +0.19
PHOS mmol/L | 0.59-1.69 1.17+0.29 1.15+0.28 1.18+0.28
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APPENDIX B

Table B. Clinical Equivalence of Frozen Tubes versus Control Using Site CALs

Frozen BD Vacutainer® SST™ Il -

Frozen Aliquot — Control:

. a - .
Analyte | Units S|te(_C|_:)AL Control: Mean Bias (95% limit) cé":}ﬁf“ Mean Bias (95% limit) Céllﬂ;i?l
- in % or units quiv. in % or units quiv.
22 74
ALB gL 10% (14.2.9) Yes (6.6,8.2) ves
ALKP | UL 10% 6 3 9 Yes 0 T 0 Yes
-31.2 -33.1
ALT UL 10% (-39.0, -22.5) No (-40.6, -24.6) No
AMY | UL 10% 21 Yes 2.2 Yes
(-3.1,-1.0) (1.2,3.3)
AST U/L 10% +12.5 No +9.7 Yes
DBIL | wmoliL 10% (10%")'??1_9) No (_6.3?"?212) (Yes)
217 -18.8
0,
TBIL | pmolll |  10% (265, 165) No (:238, -135) it
BUN mmol/L 10% 1.7 Yes 6.3 Yes
-0.06 0.03
CA mmol/L | 0.1 mmol/L (:0.07, -0.04) Yes (0.01, 0.04) Yes
4.4 12
CHOL | mmoliL 10% (55,-33) Yes 0, 2.4) ves
-10.1 -5.4
CK UL 12% (-12.1,-7.9) (Ves) (-7.6,-32) e
-3.1 0.6
CL mmol/L | 4 mmol/L (-36,-2.6) Yes 0.1,1.1) Yes
34 -3.8
CREAT | umol/L 10% (4.4, -2.4) Yes (-48,-27) Yes
CRP mg/L 10% (_1172;7_7.8) (Yes) (_2.'3;‘{7) Yes
FE pumol/L 10% (_11jg"5_5_7) (Yes) (3,56,;_9) Yes
-11.7 -4.6
GGT /L 16% (164, 6.7) (Yes) (:9.7,0.8) Yes
GLU | mmolL |  10% A Yes (5 A1) ves
-3.7 0.8
HDL-C | mmol/L 10% (5.2 -22) Yes (0.7, 2.4) Yes
-0.11 -0.01
K mmol/L | 0.3 mmol/L (:0.13,-0.08) Yes (-0.04, 0.01) Yes
LDH UL 20% (02'438) Yes -9 217'.35 1) Yes
0.15 -0.03 0.02
MG mmoliL | g (-0.04, -0.02) ves (0.01, 0.03) e
NA | mmoliL | 5mmol/L 4 ;13'_73 1) Yes © f% 5) Yes
-3.1 0.3
0,
TP gL 5% (38,-23) Yes (-05,1.1) ves
TRIG | mmolL |  10% 5 o 2) Yes 1 ; '(31 1) ves
UA mmol/L 10% 6 '45'?4 ) Yes -0 (2)'71 6) Yes
0.13 -0.02 0.01
PHOS | mmolL | >0 (:003. -0.02) Yes (0.002,0.02) ves
iCAL (Clinical Acceptance Limit). Site-determined limits were used as thresholds to determine clinical equivalence for analytes.
No with gray shading = mean bias and 95% limits (or minimum limits of equivalence) are not within the CAL.
(Yes) = mean bias is within the CAL, but 95% limits are not.
14 VS7165

16



APPENDIX C

Table C. Clinical Equivalence of Frozen Tubes versus Control Using BD CALs

; a | Frozen BD Vacutainer® SST™ I —| .. - Frozen Aliquot — Control: .
Analyte | Units S'te(_%AL Control: Mean Bias (95%b limit) %I"ﬂififll Mean Bias (95% limit) Cé"b';i?'
- in % or units quiv. in % or units quiv.
2.2 7.4
ALB gL 5% (L4, 2.9) es (6.6,8.2) No
48 14
ALKP UL 10% (6.3, -3.4) Yes (-0.1,3.0) Yes
-31.2 -33.1
ALT UL 10% (-39.0, -22.5) No (-40.6, -24.6) No
-2.1 2.2
AMY | UL 10% (-3.1,-1.0) es (1.2,33) e
AST uU/L 10% +125 No +97 Yes
0.44 -0.09
DBIL | umol/L | 1 pmol/L (0.13,0.74) Yes (-0.39, 0.21) ves
-2.78 -2.61
TBIL | wmol/L | 2 pmol/L (-3.42, -2.14) NE (-3.25, -1.97) No
mmol/ 0.05 0.49
BUN L 1 mmol/L (-0.06, 0.15) Yes (0.38, 0.60) Yes
mmol/ -0.06 0.03
CA L 0.1 mmol/L (:0.07, -0.04) Yes (0.01, 0.04) Yes
mmol/ -4.4 12
CHOL L 5% (-5.5, -3.3) (Yes) (0.0, 2.4) Yes
-10.1 -54
0,
CK UL 15% (-12.1,-7.9) es (-7.6,-32) ves
mmol/ -3.1 0.6
cL ol 3 mmoin (36,26) No (01,11) ves
34 -3.8
CREAT | pmol/L 10% (4.4, -2.4) Yes (-48,-2.7) Yes
97 -0.4
CRP | mglL 15% (-116,-7.8) Yes (25,17 ves
FE | umol/L 10% (_11fg;5_5_7) (Yes) (3,56,'2_9) Yes
-11.7 -4.6
0,
GGT UL 10% (-16.4,-6.7) No (-9.7,0.8) ves
mmol/ -2.6 -4.9
GLU L 10% (-35,-1.7) Yes (-5.8, -4.1) Yes
mmol/ -3.7 08
HDL-C L 5% (-5.2,-2.2) (Yes) (0.7, 2.4) ves
mmol/ -0.11 -0.01
K oV | 0.3 mmoliL (-0.13,0.08) es (-0.04, 0.01) ves
23 -1.3
LDH | UL 20% (00.48) Yes (-9.4,5.1) es
mmol/ -0.03 0.02
MG 1oV | 015 mmoliL (:0.04,-0.02) ves (0.01,0.03) ves
mmol/ -3.7 0.8
NA L 3 mmol/L (_4.4, _31) No (01, 15) ves
-3.1 0.3
0,
™ | oL 5% (3.8, -2.3) ves (:05,1.1) ves
mmol/ -4.2 3.0
TRIG L 5% (-5.2,-3.2) (Yes) (1.9, 4.1) Yes
mmol/ 5.5 0.7
UA L 10% (-6.4, -4.6) es (-02,1.6) ves
mmol/ -0.02 0.01
PHOS L 0.15 mmol/L (-0.03,-0.02) Yes (0.002, 0.02) Yes
“CAL (Clinical Acceptance Limit). BD-determined limits were used as thresholds to determine clinical equivalence for analytes.
No with gray shading = mean bias and 95% limits (or minimum limits of equivalence) are not within the CAL.
('YYes) = mean bias is within the CAL, but 95% limits are not.
VS7165 1
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APPENDIX D

Frozen BD Vacutainer® SST™ |1 Plus Tubes and Frozen Aliquots were compared with BD Vacutainer®
SST™ 11 Plus Tubes before freezing (Control) for equivalence. The mean bias plots below are a graphical
representation of the data in Table C (Appendix C). There is one plot for each analyte, and each tube
comparison on the x-axis has a corresponding interval. The center of each interval represents the mean bias for
the comparison listed on the x-axis, and the interval (vertical bar) corresponds to a 95% equivalence test (or
two one-sided tests) for the bias. For those analytes that have only a minimum limit of equivalence (AST), the
interval is centered at 0 and the interval represents +/- the minimum limit of equivalence. The two horizontal
bars at the top and bottom of each plot represent a BD-defined clinical acceptance limit (CAL) for each
analyte. For 95% confidence in equivalence between the two tube types, the 95% limit of the mean bias or the
minimum limit of equivalence must lie within the CAL bars.
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For technical assistance on BD Vacutainer® products:

U.S. customers please call BD Global Technical Services at 1-800-631-0174.
Customers outside the U.S. please contact your local BD sales consultant.

& BD

SYNCHRON LX® 20 is a trademark of Beckman Coulter, Inc. www.bd.com/vacutainer
Unless otherwise noted, BD, BD Logo and all other trademarks
are property of Becton, Dickinson and Company. ©2004 BD.
7/04 VS7165
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BD Vacutainer @ Mégintuvéliai ,,SST ™ Il Plus“:
Gelio ir mégintuvélio vientisumo uzsalimo jvertinimas
ir pasirinktos chemijos analizés
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BD Vacutainer e mégintuveéliai ,,SST ™ Il Plus“:
Gelio ir mégintuvélio vientisumo uzsalimo jvertinimas
ir pasirinktos chemijos analizés

SANTRAUKA

Buvo atliktas tyrimas siekiant jvertinti BD Vacutainer fizineg ir klinikine veikla ® mégintuvéliai,,SST ™ Il Plus*“ uzSaldomi

ir laikomi. Tyrime buvo naudojamas dviejy pakopy uzSaldymo metodas, pagal kurj mégintuvéliai dvi valandas buvo
atvésinami mazdaug 4 ° C temperatiiroje, kol mégintuvéliai buvo dedami j Saldikl;.

- 20°C. Fizinis ,,BD Vacutainer” darbas ® Mégintuvéliai ,,SST ™ Il Plus“ buvo jvertinti tikrinant 500 méginiy mégintuvéliy ir
barjery vientisuma bei jy iSvaizda. Sie patikrinimai buvo baigti prie$ uzsaldyma, po trijy savaiciy laikymo -20 ° C

Plus“ mégintuvéliai buvo jvertinti iSmatuojant 26 jprastus chemijos analitus serumuose, kurie tris savaites buvo
uzsaldyti pirminiuose mégintuvéliuose, ir serumuose, kurie buvo susaldyti kaip alikvotinés dalys antriniuose
meégintuvéliuose, ir palyginus Siuos rezultatus su pradinio laiko méginiy rezultatais pries uzsaldyma.

Sio tyrimo duomenims tirti buvo naudojami du klinikinio priimtinumo riby (KPL) rinkiniai: tie, kurie buvo
i$ vietos, ir tie, kuriuos dazniau naudoja BD. Kai ,,BD Vacutainer” ® ,,SST ™ Il Plus*“ mégintuvéliai buvo
apdoroti pagal Siame darbe aprasyta dviejy pakopy uzSaldymo metoda. Tyrimo rezultatai parodé:

* ,BD Vacutainer ® mégintuveliy ,SST ™ Il Plus® vientisumas, gelio barjery vientisumas ir méginio iSvaizda buvo
iSlaikyti, kai méginiai buvo laikomi pirminiuose mégintuvéliuose tris ar keturias savaites- 20°C temperatiroje.

. BD Vacutainer @ SST ™ Il Plus mégintuvéliai, tris savaites uzsaldyti -20 ° C temperataroje, ir atskirtos bei
uzSaldytos alikvotos davé stabilius 18 i$ 26 istirty anality rezultatus, palyginti su pradiniais méginiais pries
uzSaldyma (neatsizvelgiant j tai, kurios KAL buvo naudojamos [vieta arba BD]).

Stabilas analitai buvo Sarminé fosfatazé, amilazé, sSlapalo azoto kiekis kraujyje, kalcis, cholesterolis,
kreatinkinazé, kreatininas, C reaktyvis baltymai, gelezis, gliukozé, DTL cholesterolis, kalis, laktato
dehidrogenazé, magnis, bendras baltymas, trigliceridai, Slapimo ragstis, ir fosforo.

¢ Astuonios is$ 26 tirty anality NE|Sistaté uzSaldyto BD Vacutainer stabilumo ® ,,SST ™ |l Plus*
mégintuvéliai ir (arba) uzsaldyti alikvotai:

Alanino aminotransferazé ir bendrasis bilirubinas buvo nestabiliis (neigiamas vidutinis SaliSkumas) tiek
uzsaldytam BD Vacutainer @ SST ™ Il Plus*“ mégintuvéliai ir uzSaldyti alikvotai (neatsizvelgiant j tai, kurios KPL
buvo naudojamos); todél poky¢iai siejami su kitais veiksniais, o ne mégintuvéliais.

Aspartato aminotransferazé, tiesioginis bilirubinas, chloridas, gama glutamiltransferazé ir natris nebuvo
stabilis uzsaldytame BD Vacutainer @ ,,SST ™ Il Plus“ mégintuvéliai, taciau stabilumas buvo iSlaikytas
uzsaldytose alikvotinése dalyse (kai kurie stebéjimai priklausé nuo naudojamy CAL).

Albuminas buvo stabilus uzsaldytame BD Vacutainer ® SST ™ Il Plus mégintuvéliai, bet ne uzsaldytose

alikvotinése dalyse (stebéjimas priklausé nuo naudojamos CAL).

Kadangi Sio tyrimo rezultatai yra budingi tabeléms, sglygoms ir tirtoms analizéms, laboratorijoms

rekomenduojama atlikti savo vertinimus dél méginiy tinkamumo juos uzsaldzius ir atSildzius.

VS7165 1
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IVADAS

BD gamina daugybe evakuoty kraujo surinkimo mégintuvéliy, kurie buvo rinkoje nuo 1940-yjy. 1975 m. BD Vacutainer ®
Rinkai buvo pristatyti ,,SST ™“ stiklo mégintuvéliai (serumo separatoriaus mégintuvéliai). BD Vacutainer ® SST
™meégintuvéliuose yra gelio medziagos, kurios savitasis sunkis privercia judéti tarp raudonujy kraujo kianeliy ir
serumo, kai mégintuvéliai centrifuguojami, fiziSkai atskiriant Siuos du kraujo komponentus. Bégant metams BD
modifikavo ,,BD Vacutainer” @ SST ™ mégintuvéliai, skirti patenkinti besikei¢iancius klienty poreikius. DeSimtojo
desSimtmecio pradzioje BD Vacutainer ® ,,BD Vacutainer”“ metu SST ™ mégintuvéliai buvo gaminami i$ plastiko e

Buvo siiilomi ,,Plus Tubes®. Visai neseniai, 2000 m., ,,BD Vacutainer* @ Buvo pristatyti ,,SST ™ Il Plus“ mégintuvéliai.
Siuose vamzdeliuose yra nauja gelio barjeriné medziaga, skirta padidinti tam tikry terapiniy vaisty stabiluma.

Méginiai surinkti ,,BD Vacutainer” ® ,,SST ™ Il Plus“ mégintuvéliai naudojami jvairiems bandymams atlikti. Po
centrifugavimo méginiai gali bati tvarkomi jvairiais buadais, priklausomai nuo tiriamy anality ir standartiniy
laboratorijos procediiry. Paprastai ,,BD Vacutainer“ ® Surinkimo dieng atitinkamoms analizéms naudojama SST
™]] tabelé (pirminis mégintuvélis) arba alikvotiné dalis, paimta i$ pirminio mégintuvélio. Baigus pirmine
analize, daugelyje laboratorijy reikia laikyti méginius, kad biity galima atlikti tam tikry analizuojamy grupiy
tyrimus arba atlikti papildomus papildomus tyrimus, kuriy gali prireikti. Gelio mégintuvéliuose surinkti
meéginiai daznai laikomi pirminiuose mégintuvéliuose saldytuve (2-8%) ° C), tac¢iau kai reikia ilgai laikyti, gali
prireikti bandinj uzsaldyti. Kai reikia uzsaldyti, laikymo procedira, kurig rekomenduoja BD, yra paimti
alikvotine serumo dalj i$ pirminio meégintuvélio, jdéti j antrinj mégintuvélj ir alikvotine dalj uzsaldyti
antriniame mégintuvélyje. Sis metodas uztikrina, kad uzsaldant i$laikoma auk$éiausia serumo kokybé.
Taciau klienty atsiliepimai parodé, kad kai kurie laboratorijos specialistai noréty turéti galimybe uzsaldyti
méginius pirminiuose mégintuvéliuose ir laikyti juos —20 ° C temperatiiroje dvi — keturias savaites. Méginiy
uzsSaldymas pirminiuose mégintuvéliuose yra veiksmingas biudas sumazinti identifikavimo klaidy galimybe,
sumazinti potencialiai infekciniy méginiy keliamg biologinio pavojaus rizika,

Norint nustatyti bandiniy uzSaldymo BD Vacutainer poveikj ® Mégintuvéliai ,,SST ™ Il Plus®, klinikinis
tyrimas buvo atliktas Academsich Ziekenhuis Maastricht (AZM), ligoninéje Mastrichte, Olandijoje, kur
jie daugelj mety taiké dviejy pakopy bandiniy $aldymo metoda. Konkretus jy naudojamas metodas
yra tai, kad mégintuvéliai dvi valandas atvésinami ant Saldyto stalo (4 ° C), kol jie dedami j Saldiklj.

- 20°C. Sj metoda AZM naudoja tam, kad bty galima pakuoti mégintuvélius prie$ uzsaldyma ir

palaipsniui sumazinti temperatiirg. Sio tyrimo rezultatai pateikti Siame dokumente.

TIKSLAI

Sio tyrimo tikslai buvo Sie:

. |vertinkite ,,BD Vacutainer“ vientisuma ® Mégintuvéliai ,,SST ™ Il Plus“, gelio barjery vientisumas ir serumy
iSvaizda, kai méginiai tris ar keturias savaites laikomi pirminiuose mégintuvéliuose -20 ° C temperatiroje.

* Jvertinkite méginiy, saugomy ,,BD Vacutainer®, 26 cheminiy analiziy stabiluma ® Mégintuvéliai ,,SST ™ Il
Plus“ tris savaites -20 ° C temperatiroje.

2 VS7165
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MEDZIAGOS IR METODAI

Tyrimo vieta ir pacienty populiacija

Tyrimas buvo atliktas Mastrichto (Nyderlandai) ligoninéje Academisch Ziekenhuis Maastricht

(AZM). A iS viso atsitiktinai atrinkti 540 tiriamyjy, kurie dalyvavo tyrime, jskaitant:

*  BD Vacutainer fiziniams rodikliams jvertinti (mégintuvélio vientisumas, gelio barjero vientisumas ir
meéginio iSvaizda) buvo surinkti 500 tiriamuyjy kraujo méginiai. @ Mégintuvéliai ,,SST ™ Il Plus“.

« BD Vacutainer klinikinei veiklai (analités stabilumui) jvertinti buvo surinkti 40 tiriamuyjy
kraujo méginiai. ® Mégintuvéliai ,,SST ™ Il Plus“. Buvo gauti tiek normalus, tiek patologiniai
meéginiai, kad apimty platy tiriamy anality verciy diapazona.

IS kiekvieno tiriamojo kraujas buvo renkamas j ,,BD Vacutainer“ e ,,SST ™ Il Plus“ mégintuvélis (1 lentelé),
naudojant venopunktiiros metodika pagal ligoninés standartines flebotomijos procediiras. Po surinkimo
egzemplioriai buvo sumaisSyti SeSiomis inversijomis; méginiams buvo leista kreséti maziausiai 30 minuciy,
kol mégintuvéliai kambario temperatiiroje 10 minuciy centrifuguoti esant 1600 xg RCF.

1 lentelé. Jvertinti kraujo paémimo mégintuvéliai

»BDVacutainer” e Mégintuvéliai ,,SST ™ Il Plus“, 13x100 mm, 5 ml iStraukimo, ,,BD Hemogard ™* uzdarymas

Mégintuvélio vientisumas ir pavyzdzio iSvaizda

Po centrifugavimo BD Vacutainer ® SST ™ Il mégintuvéliai buvo apversti Sesis kartus, siekiant uztikrinti,

kad visi komponentai, kurie galéjo nusésti ant gelio, buty jmaisyti j seruma. ,,BD Vacutainer” e

Po to buvo tiriamos ,,SST ™ II“ meégintuvéliy ir jy turinio fizinés savybés (iSskyrus RBC [raudonuyjy
kraujo kineliy] prasiskverbima), iSvardytos 2 lenteléje. Véliau mégintuvéliai buvo palikti apversti dvi
valandas, po to jie buvo istirtas dél RBC prasiskverbimo pro gelio barjera. Po Sio patikrinimo
meégintuvéliai ir bandiniai dvi valandas buvo pastatyti tiesiai ant ausinimo stalo, esant mazdaug 4 ° C

temperatirai, ir tada uzsaldyti -20 ° C temperataroje, kur jie buvo laikomi tris savaites. Po trijy savaiciy
meéginiai buvo atitirpinti kambario temperatiroje (,,First Thaw*), SesSis kartus apversti ir pakartotinai tirti

12 fiziniy savybiy. Pirmojo atSildymo mégintuvéliai buvo atvésinti (4 ° C dvi valandas), dar karta
uzsaldyti (-20 ° C) ir laikomi dar savaite. Po papildomos savaités Saldyto laikymo
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2 lentelé. Fizinés savybés

Charakteristika apibiidinimas Atsakymai
Meégintuvélio vientisumas iSlaikomas (ty
néra .

Mégintuvélio vientisumas o _ i Talp ne
vamzdelio jtrikimai ar trakumai)

Barjeras sudaro pilng antspauda tarp raudonujy lasteliy

Gelio barjero vientisumas ISsami, neiSsami

ir serumas
Gelio gaubtai Gelio rutuliy buvimas serume Taip ne
Hemolizé Hemolizés buvimas serume Néra, ,Pédsakas®, ,Vidutinis*, ,Bendras*

RBC (raudonujy kraujo kiineliy) prasiskverbimas pro gelio
RBC rinkinys barjera po BDVacutainer o ,,SST ™ Il Plus“ vamzdelis Taip ne

lieka apverstoje padétyje dvi valandas

Lipemija Lipemijos buvimas serume Néra, Pédsakas, Vidutinis, Bendras
Drumstumas Drumstumo buvimas serume RBC Néra, Pédsakas, Vidutinis, Bendras
RBC serume buvimas serume Néra, Pédsakas, Vidutinis, Bendras

Gelio iSsitepimas iSilgai vidinés vamzdelio sienos auksciau

Gelio tepimas . )
P gelio barjeras

Néra, ,,Pédsakas*, ,Vidutinis®, ,,Bendras“

Krioprecipitatas Krioprecipitato buvimas serume Néra, ,Pédsakas®, ,Vidutinis®, ,,Bendras*
RBC gelyje RBC buvimas gelyje Taip ne
Puiku : skaidrus serumas be

hemolizé ar fibrinas

Gerai : skaidrus serumas su tam
.. Serumo aprasymas atsizvelgiant j tinkamuma naudoti tikrais hemolizés ar fibrino pédsakais
Serumas ISvaizda lizei .
analizel $viesus : drumstas serumas su

hemolizé ar fibrinas

Nenaudojamas: serumo negalima

naudoti klinikinei analizei atlikti

Analités stabilumas

Po centrifugavimo serumo alikvotos buvo paimtos i§ kiekvieno BD Vacutainer ® ,,SST ™ Il Plus“ mégintuvéliai (pirminiai
meégintuvéliai) ir dedami j tinkamai pazenklintus plastikinius antrinius vamzdelius. Serumo alikvotos buvo pasalintos gerokai
virs gelio barjero, kad bty iSvengta komponenty, kurie galéjo nusésti ant gelio barjero. Alikvotinés dalys buvo iSbandytos
naudojant ,,Beckman Coulter SYNCHRON LX“ ® 20 PRO analizatorius analizuojamoms medziagoms, nurodytoms 3 lenteléje.
Pradiniai bandiniai buvo analizuojami mazdaug per astuonias valandas nuo surinkimo. Uzbaigus analize, alikvotinés dalys ir
pirminiai mégintuvéliai buvo dedami ant ausinimo stalo 4 ° C temperatiroje ° C dvi valandas ir tada uzSaldoma -20 ° C
temperaturoje ° C, kur jie buvo laikomi tris savaites. Po trijy savaiciy Saldyto laikymo pirminiai mégintuvéliai (Saldyti BD
Vacutainer ®,,SST ™ Il Plus“ mégintuvéliai) ir uzsaldyti alikvotai buvo atitirpinti kambario temperatiiroje, apversti SeSis kartus
ir istirti 3 lenteléje iSvardyty anality.
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3 lentelé. ISbandytos analizés

Albuminas (ALB)

C-reaktyvusis baltymas (CRP)

Sarminé fosfatazé (ALKP)

Gelezis (FE)

Alanino aminotransferazé (ALT)

Gama glutamiltransferazé (GGT)

Amilazé (AMY)

Gliukozé (GLU)

Aspartato aminotransferazé (AST)

DTL cholesterolis (DTL-C)

Tiesioginis bilirubinas (DBIL) Kalis (K)
Bilirubinas, i$ viso (TBIL) Laktato dehidrogenazé (LDH)
Kraujo karbamido azotas (BUN) Magnis (MG)
Kalcis (CA) Natris (NA)

Cholesterolis (CHOL)

Bendras baltymas (TP)

Kreatino kinazé (CK)

Trigliceridai (TRIG)

Chloridas (CL)

Slapimo riigstis (UA)

Kreatininas (CREAT)

Fosforas (PHOS)

DUOMENUY ANALIZE

Mégintuvélio vientisumas ir pavyzdzio iSvaizda

Buvo gauti 500 tiriamyjy duomenys apie kiekvieng i$ 12 fiziniy savybiy. Kiekvienos fizinés savybés
BD Vacutainer pasikartojimy skai€ius ® Nustatyti ,,SST ™ Il Plus*“ mégintuvéliai prieS uzsaldyma
(kontrolé) ir uzfiksuoti papildomi stebéjimy pokyg¢iai:

* BD Vacutainer ® ,,SST ™ Il Plus“ mégintuvéliai, kurie buvo uzsaldyti ir laikomi tris savaites, po to
bandiniai atSildomi (,,First Thaw*); ir

* BD Vacutainer ® ,,SST ™ Il Plus“ mégintuvéliai i$ pirmojo atlydzio buvo pakartotinai uzsaldyti ir laikomi dar
vieng savaite, o po to pakartotinai atitirpinti méginiai (,,Second Thaw*).

Analités stabilumas

Gauti 40 tiriamyjy duomenys apie kiekvieng analite, laikantis Siy salygy:

. Pradiniai laiko alikvotai (pries uzsaldyma) i$ ,,BD Vacutainer” e ,,SST ™ Il Plus*“ mégintuvéliai (valdymas);

* Uzsaldytas BD Vacutainer ® Mégintuvéliai ,,SST ™ Il Plus®; ir

«  Saldyti alikvotai.
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Vidutinés reikSmeés ir standartiniai nuokrypiai (jskaitant komponentg tarp tiriamyjy) buvo apskaiciuoti
kiekvienai analizei kiekvienoje laikymo salygoje. Dispersijos analizé (ANOVA) buvo naudojama norint
patikrinti laikymo salygy skirtumus, nustatant reik§mingumo lygj (= 0,05. Likes ANOVA grafikas nustaté, ar
tenkinamas pastovus CV, ar pastovus SD, ir buvo atlikti konkretiis skai€iavimai, siekiant nustatyti vidutinius
poslinkius tarp valdymo ir vertinimo vamzdeliy kiekvienoje laikymo salygoje. Norint nustatyti klinikinj
kontroliniy ir vertinimo mégintuvéliy lygiavertiSkuma, vidutinis SaliSkumas ir 95% ribos yra lyginami su
klinikinio priimtinumo riba (CAL), o tai rodo didziausio leistino bandymo rezultaty skirtumo tarp dviejy
meégintuvéliy tipy jvertj. KPL, iSreikStus vienetais arba procentais, BD naudoja nustatydama skirtumus, kurie
gali bati laikomi klinikai reik$mingais. Sios vertés gali atspindéti tyréjy i$ BD remiamy klinikiniy tyrimy
nuomong ir todél gali biiti pastovios kiekviename tyrime.

Sio tyrimo kiekvienos analités KPL buvo nustatytos pagal klinikinio tyrimo vieta ir BD. Kai duomeny CV buvo patenkintas
pastovus CV, i$ uzregistruoty duomeny buvo apskaiciuotos 95% ekvivalentiSkumo ribos, skirtos vidutiniam procentiniam
nuokrypiui tarp valdymo ir vertinimo meégintuvéliy. 12 Kai buvo patenkinta pastovi SD ir CAL buvo vienetais, 95%
ekvivalentiSkumo ribos vidutinéms vienety paklaidoms tarp valdymo ir vertinimo mégintuvéliy buvo apskaiciuotos pagal
pradiniy vienety duomenis. Kai pastovus SD buvo patenkintas ir KPL buvo iSreikSta procentais, pagal santykio metoda
buvo apskaiciuotos 95% minimalios kontrolés ir vertinimo mégintuvéliy ekvivalentiSkumo ribos. 3 Priklausomai nuo
naudojamo statistinio metodo, rezultatai rodomi kaip vidutinis SaliSkumas su 95% ekvivalentiSkumo riba arba tiesiog kaip
* 95% minimali ekvivalentiSkumo riba. Analitams, kuriy CAL yra apibrézta procentais, vidutiniai poslinkiai ir 95% ribos
iSreiSkiami procentais iki vieno skai¢iaus po kablelio. Analitams, kuriy CAL yra apibrézta analités vienetais, analités
vienetuose rodomi vidutiniai poslinkiai ir 95% ribos.

Vietos KPL ir BD KPL

Siame straipsnyje pateikiami du duomeny analizés rinkiniai. Pirmoji analizé buvo atlikta naudojant KPL, kurias
pateiké tyrimo vieta (,,Site CALs"), kad biity galima nustatyti vertinimo mégintuvéliy ir kontrolés atitikima; Sios
analizés rezultatai buvo naudojami Sios svetainés klinikiniy tyrimy ataskaitai ir techninei trumpai (gelio
separatoriy mégintuvéliy uzsaldymas, MC 104, 2003 m. lapkri¢io mén.). Antrojoje analizéje buvo naudojami CAL,
kuriuos jprastai naudoja BD (BD CAL), kad nustatyty mégintuvéliy tipy ekvivalentiSkuma klinikiniuose
tyrimuose. BD KPL yra kiek labiau standartizuotos ir daugeliu atvejy konservatyvesnés. Be to, kai kuriais
atvejais BD KPL buvo analizuojami vienetais, o ne procentais, kaip nustatyta duomenimis. Naudoty svetainiy
KPL ir BD KPL sgrasas pateikiamas 6 lenteléje.
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REZULTATAI IR DISKUSIJA

Mégintuvélio vientisumas ir pavyzdzio iSvaizda

Stebéjimai, uzfiksuoti 500 BD Vacutainer fizinéms savybéms @ Mégintuvéliai ,,SST ™ Il Plus“ ir jy serumai yra
apibendrinti 4 ir 5 lentelése. Lentelése yra iSvardytos tik tos charakteristikos, kurios turi démesio ir (arba)
pavieniy jvykiy. Prie$ pirmajj atitirpima vienas mégintuvélis buvo iSimtas, kad biity galima atlikti ligoninés
pacienty papildomy testy atlikima; todél jis nebuvo jtrauktas j analize. PriesS antrajj atSildyma buvo iSimti penki
papildomi mégintuvéliai, kurie buvo naudojami papildomy bandymy metu. Tai i$ viso sudaré 494 mégintuvélius
Siai tyrimo daliai.

Vamzdziy ir barjery vientisumas

Tyrimo metu nebuvo pazeisty vamzdeliy vientisumo atvejy. Kaip matyti 4 lenteléje, BD Vacutainer
buvo du neuzbaigty barjery atvejai @ SST ™ Il Plus mégintuvéliai ir du gelio rutuliy atvejai serume;
taciau kadangi tai jvyko Kontrole, jie nebuvo uzsalimo padariniai. RBC iSsiurbimas (raudonuyjy
Iasteliy prasiskverbimas pro gelio barjera, kai mégintuvélis lieka apverstoje padétyje dvi valandas),
barjero vientisumo bandymas i$ viso jvyko keturis kartus (du kartus kontroliniame, vieng papildoma
kartg po pirmojo atSildymo, ir dar vieng kartg po Antrojo atlydzio). Be to, gelyje buvo 10 RBC atvejy
(aStuonis kartus kontroliniame ir dar du kartus po antrojo atSildymo). Vélgi, neatrodé, kad nedidelé
procentiné dalis RBC prasiskverbimo ir RBC gelyje buvo susijusi su uzsalimu ir jie ne visada
prisidéjo prie padidéjusios hemolizés.

Pavyzdzio iSvaizda

Hemolizés pédsakai i$ viso jvyko 32 kartus (6%): septynis kartus kontroliniame, devynis
papildomus kartus po pirmojo ir 16 papildomy karty po antrojo tirpimo (4 lentelé). Buvo du
vidutinio sunkumo hemolizés atvejai (vieng kartg kontroliniame ir dar vieng kartg po antrojo
atsildymo), o grubios hemolizés nebuvo. (Zr. 4 lentele.)

Lipemijos pédsakai i$ viso jvyko devynis kartus (septynis kartus kontroliniame ir dar du kartus po
pirmojo atSildymo); nebuvo vidutinio sunkumo ar didelés lipemijos atvejy (4 lentelé). Lipemijos,
kurios neveikia uzSalimas, daznis buvo mazas. Tai, kad buvo dar du papildomi atvejai po Pirmojo
atlydzio, galima sieti su subjektyvumu stebint pédsaka lipemijos.

Uzsaldzius méginius, padidéjo Siy charakteristiky pédsaky jvertinimas, taciau né vienai i$
Siy charakteristiky nebuvo vidutinio ar bendro jvertinimo atvejy (4 lentelé):

*  Sekti drumstumg (13 karty po Antrojo atlydzio);
* Atsekti RBC serume (devynis kartus po Antrojo atlydzio);
* Pédsaky gelio tepimas (SesSis kartus kontroliniame ir dar penkis kartus po antrojo atSildymo); ir

* Atsekti krioprecipitatg (tris kartus po Pirmojo AtSildymo ir dar astuonis kartus po Antrojo Atsildymo).

Apskritai laboratorijos darbuotojai jvertino puikiai 99,8% ,,Control“ serumy, 99,3% ,,First Thaw
Tubes* serumy ir 99,3% ,,Second Thumb Tubes* serumuy. Jie jvertino 100% visy mégintuvéliy
serumy (BD Vacutainer @ SST ™ Il mégintuvéliai prieS uzSaldyma ir po pirmojo ir antrojo atlydziy),
tinkami diagnostiniam vertinimui (5 lentelé).
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4 lentelé. Pazymétiny fiziniy charakteristiky santrauka *

Inkrementinis Inkrementinis
Kontrolé Kiai Kiai IS viso
Charakteristika Stebéjimas | Jvykiai Ivykiai Ivykiai Skaiéius
B Po Pirmojo Atlydzio Po antrojo atlydzio Jvykiai
(n =500) (n = 499) (n = 494) y
Klidties vientisumas Nebaigtas 2 0 0 2
Gelio gaubtai Taip 2 0 0 2
.. Pédsakas 7 9 16 32
Hemolizé
Vidutinis 1 0 1 2
RBC rinkinys Taip 2 1 1 4
Lipemija Pédsakas 7 2 0 9
Drumstumas Pédsakas 0 0 13 13
RBC serume Pédsakas 0 0 9 9
Gelio tepimas Pédsakas 6 0 5 11
Krioprecipitatas Pédsakas 0 3 8 11
RBC gelyje Taip 8 0 2 10

* Nepakeisty egzemplioriy ir (arba) neatsitiktiniy atvejy daznis nejtrauktas.

5 lentelé. Serumo iSvaizdos reitingai

Stebéiimas PriesSaldymas Po Pirmojo Atlydzio Po antrojo atlydzio
) (n = 500) (n = 499) (n = 494)
Puiku 99,8% 99,3% 99,3%
Tinka naudoti diagnostikai 100% 100% 100%

Analités stabilumas

Analizuojamy medziagy vidurkis ir standartiniai nuokrypiai i$ ,,Control, Frozen BD Vacutainer* ® ,,SST ™ Il Plus“
meégintuvéliai ir uzSaldyti alikvotai yra apibendrinti A priedo A lenteléje. Vidutiniai mégintuvéliy poslinkiai ir 95%
ribos (atitinka 95% ekvivalentiSkumo bandymus) arba minimalios ekvivalentiSkumo ribos, palyginti su
mégintuvéliais (,,Frozen BD Vacutainer). ® SST ™ Il Plus ir uzsaldyti alikvotiniai mégintuvéliai pries Kontrolé),
naudojant svetainés KPL, pateikiama B priedo B lenteléje; tie patys palyginimai naudojant BD KPL pateikiami C
priedo C lenteléje. D priedélio vidutiniai SaliSkumo bréziniai yra grafiniai C lentelés duomeny vaizdai.

Kiekvienam palyginimui (B ir C lentelés) klinikinis ekvivalentiSkumas buvo nustatytas palyginus vidutinius
meégintuvéliy poslinkius (ir 95% ribas) arba minimalias kiekvienos analités ekvivalentiSkumo ribas su i$ anksto
nustatyta KPL. ,,Frozen BD Vacutainer” klinikinio lygiavertiSkumo nustatymy santrauka ® Mégintuvéliai ,,SST ™ Il
Plus“ ir uzsaldyti alikvotai pries kontrolé, naudojant tiek svetaine, tiek BD KPL, pateikiama 6 lenteléje.

Toliau pateikiami klinikinio ekvivalentiSkumo nustatymy aprasymai, pateikti 6 lenteléje:

¢ Jei vidutinés analizés SaliSkumas ir 95% ribos arba minimalios analités ekvivalentiSkumo ribos nevirsija
CAL, vertés, gautos pries ir uzSaldzius tg analite, laikomos kliniSkai ekvivalentiSkomis (arba stabiliomis) - 6
lenteléje, Klinikinis ekvivalentiSkumas = Taip

¢ Jei vidutinis SaliSkumas nevirsija CAL, taciau 95% ribos néra, tos analités vertés, gautos pries ir po
uzsaldymo, laikomos kliniSkai ekvivalentiSkomis, taciau gali reikeéti atidziau iSnagrinéti duomenis - 6
lenteléje, Klinikinis ekvivalentiSkumas = (Taip ).
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. Jei vidutinis saliSkumas ir 95% ribos arba minimalios ekvivalentiSkumo ribos neatitinka KPL, tos

analités vertés, gautos pries ir po uzSaldymo, laikomos ,kliniSkai ekvivalentiSkomis“ (arba
nestabiliomis) - 6 lenteléje ,,Klinikinis ekvivalentiSkumas“ = Ne, su pilku atspalviu.

6 lentelé. Klinikinis ekvivalentiSkumas naudojant vietines KPL pries BDCAL

Klinikinis lygiavertiSkumas kontrolei

Svetainés KPL naudojimas

Klinikinis kontrolés lygiavertiSkumas

Naudojant BDCAL

Analité Vienetai Svetainés KPL BSDu§SaS|$_ N Susale BDCAL Uzsaldyta BD Susale
(%) 1 Alikvotiné dalis (%) SST I Alikvotiné dalis

ALB g/l 10% Taip Taip 5% Taip Ne
ALKP ursL 10% Taip Taip 10% Taip Taip

ALT usL 10% Ne Ne 10% Ne Ne
AMY u/L 10% Taip Taip 10% Taip Taip
AST u/L 10% Ne Taip 10% Ne Taip
DBIL pumol /| 10% Ne (Taip) 1pmol/l Taip Taip

TBIL pumol /1 10% Ne Ne 2umol /| Ne Ne
BUN mmol /| 10% Taip Taip 1 mmol /1 Taip Taip
CA mmol /| 0,1 mmol /| Taip Taip 0,1 mmol /| Taip Taip
CHOL | mmol /I 10% Taip Taip 5% (Taip) Taip
CK u/L 12% (Taip) Taip 15% Taip Taip
CL mmol /| 4 mmol /| Taip Taip 3mmol /| Ne Taip
KURTI | pmol/l 10% Taip Taip 10% Taip Taip
CRP mg /| 10% (Taip) Taip 15% Taip Taip
FE pmol /1 10% (Taip) Taip 10% (Taip) Taip
GGT u/L 16% (Taip) Taip 10% Ne Taip
GLU mmol /| 10% Taip Taip 10% Taip Taip
DTL-C mmol /| 10% Taip Taip 5% (Taip) Taip
K. mmol /| 0,3 mmol /| Taip Taip 0,3 mmol /| Taip Taip
LDH u/sL 20% Taip Taip 20% Taip Taip
MG mmol /1 | 0,25 mmol /I Taip Taip 0,15 mmol /| Taip Taip
NA mmol /| 5 mmol /1 Taip Taip 3mmol /| Ne Taip
TP g/l 5% Taip Taip 5% Taip Taip
TRIG mmol /| 10% Taip Taip 5% (Taip) Taip
UA mmol /| 10% Taip Taip 10% Taip Taip

PHO

S mmol /I | 0,13 mmol /| Taip Taip 0,15 mmol /| Taip Taip

Ne su pilku atspalviu = vidutinis $aliSkumas ir 95% riba (arba minimali ekvivalentiSkumo riba) nepatenka j KPL.

(Taip) = vidutinis SaliSkumas nevirsija CAL, taciau 95% ribos néra.
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Astuoniolikoje i$ 26 tirty anality buvo lygus (stabilumas) ir ,,Frozen BD Vacutainer* e

»SST ™ |l Plus“ mégintuvéliai ir susaldyti alikvotiniai mégintuvéliai, lyginant su ,,Control“, neatsizvelgiant j tai, kurios
CAL buvo naudojamos (svetainé ar BD): Sarminé fosfatazé, amilazé, kraujo karbamido azotas, kalcis, cholesterolis,
kreatinkinazé, kreatininas, C reaktyvus baltymas , gelezis, gliukozé, DTL-cholesterolis, kalis, laktato dehidrogenazé,
magnis, bendras baltymas, trigliceridai, Slapimo rigstis ir fosforas.

Astuoni i$ 26 tirty anality neparodé ,,Frozen BD Vacutainer” stabilumo ® ,,SST ™ Il Plus“

meégintuvéliai ir (arba) susSaldyti alikvotai; Sios analizés yra aptariamos tolesniuose skyriuose.

ALT ir bendrasis bilirubinas

ALT ir bendrasis bilirubinas nebuvo kliniSkai lygiaver¢iai (ty jie buvo nestabillis) nei uzSaldytam BD Vacutainer @ Mégintuvéliai
»SST ™ |l Plus“ arba ,,UzSaldyti alikvotiniai“ mégintuvéliai pries neatsizvelgiant j tai, kurios KPL buvo naudojamos (svetainé ar
BD). ALT turéjo neigiama vidutinj 30% SaliSkuma tiek ,,Frozen BD Vacutainer” ® Mégintuvéliai ,,SST ™ Il Plus“

ir uzsaldyti alikvotai, tuo tarpu bendro bilirubino vidutinis neigiamas nuokrypis buvo mazdaug 20% (naudojant
svetainés KPL) arba didesnis nei 2,5 vieneto (naudojant BD KPL). Kadangi Siy poky¢€iy dydis buvo panasus tiek
»Frozen BD Vacutainer® ® Mégintuvéliai ,,SST ™ Il Plus“ ir uzSaldyti alikvotai, ALT ir bendro bilirubino poky¢ciai

gali bati siejami su kitais veiksniais, iSskyrus mégintuvélius. Fermentinio aktyvumo praradimas laikui bégant ir
bilirubino nestabilumas veikiant Sviesai yra gerai zinomi reiskiniai. ALT fermenty aktyvumo poky¢iai, kai jie

laikomi kambario temperatiiroje, 4 ° C ir 15 ° C temperatiiroje

- 20°C, buvo dokumentuoti anksciau. 4

AST, tiesioginis bilirubinas, chloridas, GGT ir natris

AST, tiesioginis bilirubinas, chloridas, GGT ir natris nebuvo stabilis ,,Freeze BD Vacutainer” @ ,,SST ™ Il Plus“
mégintuvéliai, taciau uzsaldyty alikvoty dalis buvo iSlaikyta; taiau kai kurie i$ Siy stebéjimy priklausé nuo to, kuri
CAL (svetainé ar BD) buvo naudojama (6 lentelé). Kiekviena i$ Siy anality, iSskyrus tiesioginj bilirubina,
uzSaldytame BD Vacutainer turéjo neigiamga vidutinj SaliSkuma arba minimalig ekvivalentiSkumo riba.  ,,SST ™

Il Plus“ mégintuvéliai (zr. A, B ir C priedus). Kai kuriais atvejais (ty natris ir chloridas), uzsaldyty BD
Vacutainer anality nestabilumas @ Mégintuvéliai ,,SST ™ Il Plus“ buvo pastebimi tik pritaikius
konservatyvesnes BD KPL. Akivaizdu, kad pirminiame mégintuvélyje gali biiti likusiy Iasteliy ir (arba) kity
medziagy, kurios gali neigiamai paveikti Siy anality koncentracijg Saldant ir laikant.

Albuminas

Remiantis BD CAL, uzSaldytame BD Vacutainer albuminas buvo stabilus ® ,,SST ™ Il Plus“ mégintuvéliuose,
bet ne uzsaldytose alikvotose, kur teigiamas vidutinis $aliskumas buvo 7,4%. Saliskumas buvo priimtinas
naudojant svetainés KPL; taciau teigiamas vidutinis SaliSkumas buvo netikétas atradimas ir gali reikalauti
tolesnio tyrimo, jei taikomos jSaldymo procediros.
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Klienty atsiliepimai parodé, kad kai kurie laboratorijos specialistai noréty turéti galimybe uzsaldyti méginius pirminiuose
mégintuvéliuose ir laikyti juos —20 ° C temperatiroje nuo dviejy iki keturiy savaiciy. Buvo atliktas bandymas, siekiant nustatyti
egzemplioriy uzSaldymo ir laikymo BD Vacutainer poveikj @ ,,SST ™ Il Plus* mégintuvéliai jvertinant tibeliy vientisuma, gelio barjero
vientisuma, méginio i$vaizda ir analités stabiluma. Sio tyrimo duomenims tirti buvo naudojami du klinikinio priimtinumo riby (KPL)
rinkiniai: tie, kurie buvo i$ vietos, ir tie, kuriuos dazniau naudoja BD. Kai ,,BD Vacutainer” ,,SST

™I Plus* meégintuvéliai buvo apdorojami taikant dviejy pakopy uzsaldymo metoda (dvi valandas atvésinus 4 °

C temperaturoje, tada uzsaldant —20 ° C temperatiiroje), tyrimo rezultatai parodé:

* ,BD Vacutainer” vientisumas ® Mégintuvéliai ,,SST ™ Il Plus“, gelio barjery vientisumas ir méginio
iSvaizda buvo islaikyti, kai méginiai buvo laikomi pirminiuose mégintuvéliuose tris ar keturias savaites.
-20°C.

. BD Vacutainer ® SST ™ |l Plus mégintuvéliai, tris savaites uzsaldyti -20 ° C temperatiroje, ir atskirtos bei
uzsaldytos alikvotos davé kliniSkai lygiavercius arba stabilius 18 i$ 26 tirty anality rezultatus, palyginti su
pradiniais méginiais pries uzSaldyma (neatsizvelgiant j tai Buvo naudojamos CAL [svetainé arba BD]).

Stabilus analitai buvo Sarminé fosfatazé, amilazé, Slapalo azoto kiekis kraujyje, kalcis, cholesterolis,
kreatinkinazé, kreatininas, C reaktyviis baltymai, gelezis, gliukozé, DTL cholesterolis, kalis, laktato
dehidrogenazé, magnis, bendras baltymas, trigliceridai, Slapimo ragstis, ir fosforo.

»  Astuonios i$ 26 tirty anality NENURODE ,,Frozen BD Vacutainer® stabilumo e ,,SST ™ I

Plus“ mégintuvéliai ir (arba) uzsaldyti alikvotai:

Alanino aminotransferazé ir bendrasis bilirubinas buvo nestabiliis (neigiamas vidutinis SaliSkumas) tiek ,,Freeze
BD Vacutainer” @ ,,SST ™ Il Plus“ mégintuvéliai ir uzSaldyti alikvotai (neatsizvelgiant j tai, kurios KPL buvo
naudojamos); todél pokyciai siejami su kitais veiksniais, o ne mégintuvéliais.
Aspartato aminotransferaze, tiesioginis bilirubinas, chloridas, gama glutamiltransferazé ir natris nebuvo
stabilias ,Freeze BD Vacutainer e ,SST ™ Il Plus“ meégintuvéliai, taiau stabilumas buvo islaikytas
uzsaldytose alikvotinése dalyse (kai kurie stebéjimai priklausé nuo naudojamy CAL).
Albuminas buvo stabilus ,,Frozen BD Vacutainer“ ® SST ™ Il Plus mégintuvéliai, bet ne uzsaldytose

alikvotinése dalyse (stebéjimas priklausé nuo naudojamos CAL).

Kadangi Sio tyrimo rezultatai yra budingi tibeléms, saglygoms ir tirtoms analizéms, laboratorijoms

rekomenduojama atlikti savo vertinimus dél méginiy tinkamumo juos uzsaldzius ir atSildzius.

Keiciant bet kurio gamintojo kraujo surinkimo mégintuvélio tipa, dydj ar laikymo salygas tam tikram laboratoriniam
tyrimui, laboratorijos personalas turéty perzitiréti mégintuvélio gamintojo duomenis ir savo duomenis, kad nustatyty
| patikrinty konkretaus prietaiso / reagento sistemos etaloninj diapazona. Remdamasi tokia informacija, laboratorija
gali nuspresti, ar reikalingi pakeitimai.
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A lentelé. UzSaldytas BDVacutainer  ,,SST ™ Il Plus“ mégintuvéliai,
Saldyti alikvotiniai mégintuvéliai ir kontrolé:
priemonés ir standartiniai nuokrypiai (n = 40)
Vidutinis + SD
Analité Vienetai T_yrimas . Susale Susale
diapazonas Kontrole BDVacutainer* ¢ ,SST ™ [ Alikvotiné dalis
ALB g/l 15-47 26.2 6.5 26.7 £6.5 28.2+6.9
ALKP u/L 29-423 117 £ 78 111+ 73 118+ 78
ALT u/L 0-387 31+ 60 20 + 38 21+40
AMY u/L 29-371 132+ 74 128 + 69 134+73
AST u/L 4-64 23+ 11 21111 2211
DBIL pmol /1 0,4-15,6 4.0+3.0 4427 3.9+27
TBIL umol /1 3-47 144+7.8 11.5+7.0 11.6 6.8
BUN mmol /| 0,4-36 9.7 +8.7 9.8 +8.4 10.2+ 8.5
CA mmol /| 1,65-2,88 2.17 0,20 2.12+0,20 2.20 £ 0,20
CHOL mmol /| 1.7-6.5 3.8+1.4 3.7+13 3.9%1.4)
CK u/L 13-406 104 + 103 93 + 96 98 + 100
CL mmol /| 85-115 104,9 £5.5 101.8 £ 5.8 105.5 + 5.3
KURTI umol /1 44-314 117 + 66 114 + 64 113 + 64
CRP mg /| 5-338 67.7 £ 74.2 62.4 + 69.7 69.1+77,0
FE umol /1 1,5-35 9.4+ 8.6 8.6+7.8 9.7+8.4
GGT u/L 6-182 45 + 38 42 + 37 44 + 38
GLU mmol /| 3.6-17.1 6.7+3.0 6.6 3.0 6.4+29
DTL-C mmol /| 0,24-2,11 0,79 £ 0,39 0,75+ 0,36 0,79 + 0,39
K. mmol /| 2,8-5,8 4.34+0,62 4.24 +0,60 4.33+0,62
LDH u/L 196-922 413 £ 150 422 145 383+ 136
MG mmol /| 0.56-1.09 0,85+ 0,13 0,82+ 0,13 0,87 £0,13
NA mmol /| 121-155 140.5 + 4.5 136.7 £ 5.1 141.2 £ 4.2
TP g/l 39-74 56.8 + 8.2 55.0 +7.8 56.9+7.9
TRIG mmol /| 0,44-3,37 1.46 + 0,67 1.40 + 0,62 1.50 0,67
UA mmol /| 0,1-1,07 0,36+ 0,19 0,34+ 0,18 0,36 £ 0,19
PHOS mmol /| 0,59-1,69 1.17 £ 0,29 1.15%0,28 1.18 £ 0,28
VS7165 13
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B. lentelé. UzSaldyty vamzdeliy klinikinis ekvivalentiSkumas pries Valdymas naudojant svetainés KPL

UzsaldytasBDVacutainer @ ,SST ™ II“ -

Analité | vienew | S Pt | Kontrole: MeanBias (95% riba) Kiinikine| uzsaldyta I ———] I
( i) % arba vienetais Ekv. % arba vienetais Ekv.
22 . 7.4 .
ALB g/l 10% (14, 2.9) Taip (6.6,8.2) Taip
-4.8 . 1.4 .
ALKP UL 10% 6.3, -3.4) Taip (0,1, 3,0) Taip
-31.2 -33.1
0
ALT ursL 10% (-39,0, -22,5) Ne (-40,6; -24,6) Ne
-2.1 . 2.2 .
AMY usL 10% (3.1 -1,0) Taip (1.2,33) Taip
AST u/L 10% +125 Ne +97 Taip
20.5 2.5
DBIL pmol /1 10% (10.0, 31.9) Ne (63, 12.2) (Taip)
-21.7 -18.8
0
TBIL pmol /1 10% (-26,5, -16,5) Ne (-23,8, -13,5) Ne
BUN mmol /| 10% 1.7 Taip +6.3 Taip
-0,06 . 0,03 .
CA mmol /1 | 0,1mmol /I (0,07, 0,04) Taip (0,01, 0,04) Taip
-4, . 1.2 .
CHOL | mmot/1 10% . o 3) Taip 0,24) Taip
-101 -54 :
CK u/L 12% (121, -7.9) (Taip) (7.6,-3.2) Taip
-31 . 0.6 .
CL mmol /1 4mmol /1 (-3,6: -2.6) Taip 0,1,1,1) Taip
-34 : -38 i
KURTI pmol /1 10% (4.4, 2.4) Taip (-4,8,-2,7) Taip
-9.7 -0,4 .
CRP mg /1 10% (-11.6, -7.8) (Taip) (-2.5,1,7) Taip
-85 6.7 .
FE umol /1 10% (11,2, 5,7) (Taip) (3.5,9.9) Taip
-11.7 -4.6 .
GGT UL 16% (164, 67 (Taip) (9,7,0,8) Taip
-2.6 . -4.9 .
GLU | mmol/I 10% (35, -1.7) Taip (-5,8, -4,1) Taip
-3. . 0.8 .
DTL-C mmol /| 10% (5.2; _72 2) Taip (-0,7,2,4) Taip
-0,11 . -0,01 .
K. mmol /1 | 0,3mmol/l (0,13, -0.08) Taip (:0,04, 0,01) Taip
2.3 . -7.3 .
LDH usL 20% ©,48) Taip (9,4, -5,1) Taip
0,15 -0,03 . 0,02 .
MG mmol /1 mmol /1 (-0.04, -0.02) Taip (0,01, 0,03) Taip
-3.7 . 0.8 .
NA mmol /1 5mmol /1 (-4.4,-3.1) Taip (0,1,1,5) Taip
-3.1 . 03 B
P o/l 5% (38 2.3 Taip (05, 1.1) Taip
-4.2 . 3.0 .
TRIG | mmol /I 10% (5.2, -3.2) Taip (1.9, 4.1) Taip
-5, . 0.7 .
UA mmol /1 10% 6 45_54 6) Taip (0.2, 1,6) Taip
0,13 -0,02 . 0,01 .
PHOS | mmol /i mmol /1 (-0,03,-0,02) Taip (0,002, 0,02) Taip
a CAL (klinikinio priémimo riba). Analizés klinikiniam ekvivalentiSkumui nustatyti kaip ribos buvo naudojamos nustatytos vietos ribos. Ne
su pilku atspalviu = vid utinis SaliSkumas ir 95% ribos (arba minimalios ekvivalentiSkumo ribos) nepatenka j KPL. (Taip) = vidutinis
SaliSkumas nevirsija CAL, taciau 95% ribos néra.
14 VS7165
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C. lentelé. Susaldyty vamzdeliy klinikinis ekvivalentiSkumas pries Valdymas naudojant BDCAL
- UzsaldytasBDVacutainer ® ,SST ™ II* - inikini
Analité | vienew | S5kt | T iontrolé: MeanBias (95% riba) Klinikiné | uzsaldyta dalssaisums-kontrolessn g [ ™™
(%) % arba vienetais Ekv. % arba vienetais Ekv.
2.2 . 7.4
ALB g/l 5% (1.4,2.9) Taip (6.6, 8.2) Ne
-438 . 1.4 i
ALKP | uiL 10% 6.3, 3) Taip (0.1,3,0) Taip
-31.2 -33.1
0
ALT u/L 10% (-39,0, -22,5) N2 (-40,6; -24,6) Ne
21 . 22 i
AMY UL 10% (3.1 -1,0) Taip (1.2,3.3) Taip
AST u/L 10% +12,5 Ne +97 Taip
0,44 , -0,09 .
DBIL pmol /1 1pumol /1 (0,13, 0,74) Taip (-0,39, 0,21) Taip
-2,78 -2.61
TBIL [ pmol/1 | 2pmol/l (-3.42, 2.14) Ne (-3,25, -1,97) Ne
mmol / 0,05 . 0,49 i
BUN L 1mmol /1 (-0,06, 0,15) Taip (0,38, 0,60) Taip
mmol / -0,06 ] 0,03 ]
CA L 0,1 mmol /| (:0,07, -0,04) Taip (0,01, 0,04) Taip
mmol / 0 -4.4 . 1.2 .
CHOL L 5% (55.-33) (Taip) 00, 2.4) Taip
o -10.1 . -54 .
cK UL 15% (12,1, 7.) Taip (7.6, -32) Taip
mmol / -3.1 0.6 ]
CL L 3mmol /1 (3.6: -2.6) Ne 0.4, 1.1) Taip
-34 , -38 .
KURT! | wmol /1 10% (44, 2.4) Taip (-4,8,-2,7) Taip
0 -9.7 . -0.4 ;
CRP mg /1 15% (11,6, -7.8) Taip (25,17 Taip
-85 6.7 .
FE pmol /1 10% (11,2, 5,7) (Taip) (3.5,9.9) Taip
-11.7 -4.6 ;
GGT uiL 10% (16.4, -6.7) Ne (-9 74 038) Taip
mmol / 0 -2.6 . -4.9 .
GLU L 10% (-3,5,-1,7) Taip (-5,8, -4,1) Taip
mmol / . .37 _ 0.8 .
DTL-C L 5% (5.2: 2.2) (Taip) (0.7, 2.4) Taip
mmol / -0,11 . -0,01 .
K. L 0,3mmol /1 (-0,13, -0,08) Taip (-0,04, 0,01) Taip
23 ) -73 .
LDH u/L 20% (0,0, 4,8) Taip (-9,4,-5,1) Taip
mmol / -0,03 . 0,02 i
MG L 0,15 mmol /1 (-0.04, -0.02) Taip (0,01, 0,03) Taip
mmol / -3.7 0.8 i
NA L 3mmol /1 (4.4, 3.1) Ne 0,1,1,5) Taip
0 -31 . 0.3 .
TP g/l 5% (-38; -2,3) Taip (-0,5,1,1) Taip
mmol / 0 -4.2 3.0 .
TRIG L 5% (-5,2,-3,2) (Taip) (1.9,4.1) Taip
mmol / 0 -55 . 0.7 ;
UA L 10% (6.4, -4.6) Taip (0.2, 1,6) Taip
mmol / -0,02 0,01
PHOS L | o1smmol/i (-0,03, -0,02) Taip (0,002, 0,02) Taip

aCAL (Klinikinio priémimo riba). BD nustatytos ribos buvo naudojamos Kaip ribos nustatant _anality Klinikinj ekvivalentiSkuma. Ne su

pilku atspalviu = viduti nis SaliSkumas ir 95% ribos (arba minimalios ekvivalentiSkumo ribos) nepatenka j KPL. (Taip) = vidutinis
SaliSkumas nevirsija CAL, taciau 95% ribos néra.
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ALB $aliskumas (%)

D PRIEDAS

Vidutinis SaliSkumas

UzsSaldytas BD Vacutainer @ ,,SST ™ Il Plus“ mégintuvéliai ir uzsaldyti alikvotai buvo lyginami su ,,BD Vacutainer” e

SST ™ Il Plus mégintuvéliai pries uzsaldyma (kontrolé), kad baty lygiavertiSkumas. Zemiau pateikiami
vidutiniai $aliSkumo grafikai yra grafinis duomeny pateikimas C lenteléje (C priedas). Kiekvienai
analitei skiriama po vieng diagrama, o kiekvieno mégintuvélio palyginimas x asyje turi atitinkama
intervalga. Kiekvieno intervalo centras rodo vidutinj ,,x“ aSyje nurodyto palyginimo saliSkuma, o
intervalas (vertikali juosta) atitinka 95% ekvivalentiSkumo testa (arba du vienpusius testus).
Analitéms, turin¢ioms tik minimalig ekvivalentiSkumo riba (AST), intervalas sutelktas ties 0, o
intervalas reiskia +/- maziausig ekvivalentiSkumo riba. Dvi horizontalios juostos kiekvieno apskaitos
barelio virSuje ir apacioje rodo kiekvienos analités BD apibrézta klinikinio priimtinumo ribg (CAL).
Norint uztikrinti 95% abiejy vamzdziy tipy atitikima,
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TBIL SaliSkumas (umol /L)

CHOL $aliskumas (%)
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1 $aliSkumas (mmol /1)

SaliSkumas (mmol /1)
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Dél techninés pagalbos ,,BDVacutainer”  Produktai:
JAV Kklientai praSome skambinti ,,BD Global Technical Services* telefonu 1-800-631-

0174. Klientai uz JAV riby susisiekite su vietiniu BD pardavimy konsultantu.

& BD

SYNCHRON LX e 20 yra ,,Beckman Coulter, Inc.” prekés Zenklas. Jei www.bd.com/vacutainer
nenurodyta kitaip, BD, BD logotipas ir visi kiti prekiy Zenklai yra
»Becton“, ,Dickinson and Company* nuosavybé. © 2004 m. BD. 04/04
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EUROPEAN

TECH NOTES

& BD

These European Tech Notes are created and edited by the BD Preanalytical Systems Clinical Managers. These Clinical Managers
are experts in the Preanalytical Phase, providing scientific support and consulting services to hospitals and laboratories across
Europe. The Clinical Manager for your country can be contacted through your local BD office.

Tips on Freeze-Thaw of BD Vacutainer® Primary Tubes

Key Words

4 N\ )
Summary of Questions Short Answer 1.1-1.42.
e (Can BD SST™ |l Tubes be frozen? Yes BD Vacutainer® primary tubes can
e (Can | freeze BD Vacutainer® tubes (at -20°C, -80°C, in liquid nitrogen)? be frozen (=-20°C) without affecting the
e How will freezing BD Vacutainer® Primary Tubes affect my assay results? gel barrier and tube material integrity
e At what temperature and for how long can | freeze the BD Vacutainer® with many analytes being stable 8,9,10.
primary tubes before my assay results are affected? Or before the quality Frozen storage of serum samples
of the sample is compromised? in primary gel tubes is a practical

¢ How long should | leave the BD Vacutainer® primary tubes on the bench alternative to storing separated sera in
at RT to thaw before analysis? secondary tubes. However, multiple

e What are the steps in thawing the frozen tube? factors can influence the integrity

e Wil the BD label stay on the tube when frozen? of the specimen, the tube material

e  Will the secondary label stay on the tube when frozen? and the gel barrier. Consequently, it

e Will freezing and thawing affect the gel barrier? is recommended that the guidelines

shown below are followed.

S AN J

(" )
Background _

. . . - . Chemical effects:
Freezing a specimen typically eptalls aliquoting the serum/ o Aliquoted samples
plasma from the primary tube into a secondary tube to
ensure the highest quality of serum/plasma is maintained - Most analytes are stable when frozen at <=20° C
during freezing. The development of serum/plasma - Repeat freeze and thaw cycles have little or no effect on
separator tubes has allowed the laboratory to use the many analytes
primary tube not only for initial testing on automated - Debate remains regarding the stability of immunoreactivity
instruments but also for extended storage. There are several and enzymatic activity of some analytes®!
advantages to storing the specimen frozen in the primary e Primary samples
tube. . .
- BD-conducted studies show that the freezing and
Adopting this practice has the advantages of: thawing of the primary tube can result in slight
1. Increased cost savings of labour and material haemolysis®?
2. Increased time savings for laboratory staff - Studies with BD SST™ Tubes and BD SST™ [l Tubes
3. Reducing specimen handling and thus biohazard risk of have shown dlinically significant differences for Na,
aliquoting infectious samples Cl, Ca, total protein, triglyceride, ALT, estradiol and
. o L . testosterone®?
4. Reduced errors in patient identification (labelling and . o
transcription) - Residual cells remaining in the superngtant could
account for the differences observed in electrolytes and
. enzymes'
Changes that occur to the BD Vacutainer® Gel Tubes - The changes in estradiol and testosterone suggest
upon freezing and thawing loss of immunoreactivity since these analytes were
Physical effects- When freezing BD Vacutainer® Gel Tubes, determined by immunoassay'"'2
two mechanisms occur: hers red similar declines i id
1. The supernatant and cellular layer freeze before the gel g;rr?cs)n:svgéfgr?r:iﬁedsgl ;rdigiir:rrfjr:gapsigyzli
2. The supernatant freezes before the cellular layer
J
PTO

Freeze, Freezing, Thaw, Thawing, Temperature, Room Temperature, Stability,

Quality, Analyte, Sample, Specimen, Primary, Original
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Solution

Guidelines for controlled freezing and
thawing of supernatant in primary gel
separator tubes

Freezing of BD Vacutainer® tubes

Only tubes filled to the stated nominal volume, centrifuged
and which have a well-formed gel barrier should be frozen.

1. Use a Stepped freezing process (to reduce thermal stress):
e Before freezing place specimens at 4-8°C for 2 hours
e Freezing at approximately 0.5°C/minute.

2. When freezing ensure sufficient space to allow air to
circulate between the tubes.

e Use open storage trays rather than insulated trays
such as EPS trays.

e Specimens should be frozen in the upright position.

Thawing of BD Vacutainer® tubes

1. Caution: Too rapid thawing by warming the sample may
cause overheating and decomposition.

2. ldeally, samples should be thawed in the refrigerator
overnight.

If time is short, thaw samples at RT.

3.
N\

4. Concentration gradients are produced during the
thawing process since the concentrated solution melts
initially and then runs down the inner wall of the tube.

5. Hence, thawed samples should be mixed thoroughly by
gently inverting the tubes 5-10 times whilst taking care to
avoid the formation of foam/bubbles.

6. Recentrifugation of tubes is not recommended13 .If
the visual aspect of the supernatant is not appropriate
transfer the sample to a labelled secondary tube, and
centrifuge if necessary.

7. Thawed samples should be analysed immediately for best
results.

Repeat freeze-thaw cycles?

Not recommended. Assess the stability of analytes following
freeze/thaw cycles in their own environment

Considerations

For certain analytes, the specimens should not be frozen-
Check with the Instrument company. Consideration of
internal laboratory evaluation of BD Vacutainer® primary
tubes is recommended for different analytes before

introduction of this practice for routine use.

Supporting Materials & References

1. 1. WHO Use of anticoagulants in diagnostic laboratory investigations, Rev. 2.
Geneva, Switzerland: World Health Organisation; 1999.

2. Guerber F. (2000) Demarche de qualification des tubes a prelevement de sang
sous vide exemple des tubes destines a I'obtention de serum. Ann Biol Clin.
58(6):755-756.

3. The Quality of Diagnostic Samples (2010). German Society for Clin Chem and Lab
Med. 3rd edition, p12.

4. Jclin pathol 2004; 57:104-6

5. Ne'phrologie & The'rapeutique (2009) 5, 34—40

6.  Clinical and diagnostic laboratory immunology, jan. 2004, p. 219-221 vol11(1)
7. Clinical Chemistry 49, No. 9, 2003

8. BD white paper VVS7165. BD Vacutainer® SST™ || Plus Tubes: Evaluation of
Freezing on Gel and Tube Integrity and Selected Chemistry Analytes, 2004.

9. BD White paper V/S5394-1. BD Vacutainer® SST™ and PST™ PLUS Plastic Tubes:
Evaluation of Freezing the Samples in the Tubes for Select Chemistry Analytes,
2003.

10.  An Evaluation Of The Integrity of BD Vacutainer® SST™ Il and Analyte Stability
when Subject to Freezing at -20°C. Jaap Bakker, Chris Hackeng, Stephen Church,
Marja van Dieijen-Visser, Otto Bekers, P1.3, EUREGIO Congress of Clinical
Chemistry and Laboratory, Medicine, Aachen, Germany, October 8th - 10th
2003.

11.  Livesey JH, Hodgkinson SC, Roud HR and Donald RA. Effect of time, temperature
and freezing on the stability of immunoreactive LH, FSH, TSH, Growth Hormone,
Prolactin and Insulin in plasma. Clin Biochem. 1980, 13:151-55.

12. BD Technical Brief. Freezing of Gel separator Tubes, 2004

13. CLSI H18-A4, §5.4.3 Recentrifugation
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Andrius.Papartis
Highlight


w BD

vadovai yra preanalitinés fazés ekspertai, teikiantys moksling parama ir konsultavimo paslaugas ligoninéms ir
laboratorijoms visoje Europoje. Su jisy Salies klinikiniu vadovu galima susisiekti per vietinj BD biura.

Klausimy santrauka
*Ar galima uzsaldyti ,,BD SST ™ II“ mégintuvélius?
azote)?

rezultatus?

nepakenkiant méginio kokybei?

kambario temperaturoje, kad jie iStirpty pries analize?
» Kokie yra atSildyto mégintuvélio atSildymo zingsniai?
 Ar uzsalus BD etiketé liks ant mégintuvélio?
* Ar antriné etiketé ant mégintuvélio liks uzsalusi?
\. Ar uzsalimas ir atSildymas paveiks gelio barjerg?

* Ar galiu uzsaldyti BD Vacutainer® mégintuvélius (esant -20 ° C, -80 ° C, skystame
+ Kaip ,,BD Vacutainer®*“ pirminiy mégintuvéliy uzsaldymas paveiks mano tyrimo

» Kokioje temperatiroje ir kiek laiko galiu uzsaldyti BD Vacutainer® pirminius
meégintuvélius, kol bus paveikti mano tyrimo rezultatai? Arba pries

* Kiek laiko turéciau palikti BD Vacutainer® pirminius meégintuvélius ant suolelio

N\ [

Trumpas atsakymas

Taip ,,BD Vacutainer®“ pirminius
meégintuvélius galima uzsaldyti (<-20 ° C),
nepaveikdamas gelio barjero ir
mégintuvélio medziagos vientisumo,
daugelio analiciy kiekis yra stabilus 8,9,10.
Saldytas serumo méginiy laikymas
pirminiuose gelio mégintuvéliuose yra
praktiSka alternatyva atskiry serumy
laikymui antriniuose meégintuvéliuose.
Taciau bandinio, tiibelés medziagos ir
gelio barjero vientisuma gali jtakoti keli
veiksniai. Todél rekomenduojama laikytis
toliau pateikty rekomendacijy.

J

Conac
oS

4

-

Méginio uzSaldymas paprastai apima serumo / plazmos
alikvotine dalj i$ pirminio mégintuvélio j antrinj
meégintuvélj, kad baty uztikrinta auksciausia serumo /
plazmos kokybé Saldant. Sukiirus serumo / plazmos
separatoriy meégintuvélius, laboratorija galéjo naudoti
pirminj mégintuvélj ne tik pradiniams automatiniy prietaisy
bandymams, bet ir ilgesniam laikymui. Laikant uzsaldyta
meéginj pirminiame mégintuvélyje, yra keletas privalumuy.

Sios praktikos taikymas turi pranasumuy:

1. Padidéjes darbo jégos ir medziagy taupymas

2. Padidéjes laiko taupymas laboratorijos darbuotojams

3. Sumazinti méginiy apdorojima ir taip sumazinti biologinés
rizikos infekciniy méginiy alikvotine rizika

4. Sumazintos paciento identifikavimo klaidos (zyméjimas

ir transkripcija)

,»BD Vacutainer” jvyke pokyciaieGelio

meégintuvéliai uzsaldyti ir atSildyti

Fizinis poveikis- Saldant BD VacutainereGelio
meégintuvéliai, atsiranda du mechanizmai:

1. PriesS gelj supernatantas ir korinis sluoksnis uzsala
2. Virsutinis sluoksnis uzsagla pries Igsteliy sluoksnj

%

Cheminis poveikis:
« Alikvotiniai méginiai
- Dauguma anali¢iy yra stabilas, kai uzsaldomi <-20 ° C
- Pakartotiniai uzsaldymo ir atSildymo ciklai mazai arba visai
neveikia daugelio anali¢iy
- Lieka diskusijy dél kai kuriy analiciy
imunoreaktyvumo ir fermentinio aktyvumo
stabilumosu
* Pirminiai méginiai
- BD atlikti tyrimai rodo, kad pirminio
meégintuvélio uzSalimas ir atSildymas gali
sukelti nedidele hemolizegss
- Tyrimai su BD SST ™ mégintuvéliais ir BD SST ™
Il mégintuvéliais parodé kliniSkai reik§mingus Na,
Cl, Ca, bendras baltymas, trigliceridas, ALT,
estradiolis ir testosteronasss

- supernatante likusios Igstelés galéty paaiskinti
pastebétus elektrolity ir fermenty skirtumus:.

- estradiolio ir testosterono poky¢iai rodo imuninés
reakcijos praradima, nes Sios analizés buvo
nustatytos imunologiniu tyrimua.

- Kiti pranesé apie panasy peptidiniy hormony
sumazéjima, nustatytg radioimuniniu tyrimuu., .

~

A

Pagrindiniai zodziai

Uzsaldymas, uzsalimas, atSildymas, atSildymas, temperatira, kambario temperatiira, stabilumas,

Kokybé, analité, méginys, pavyzdys, pagrindinis, originalus
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Sprendimas

Kontroliuojamo supernatanto uzSaldymo ir
atSildymo pirminiuose gelio separatoriaus
meégintuvéliuose gairés
,,BD Vacutainer” uzSaldymassmégintuvéliai
Uzsaldyti reikia tik mégintuvélius, uzpildytus iki nurodyto vardinio
tirio, centrifuguotus ir turinéius gerai suformuota gelio barjera.
1. Naudokite pakopinj Saldymo procesg (kad sumazintuméte Siluminj jtempj):
« Prie$ uzSaldant méginius 2 valandas palaikykite 4-8 ° C temperatiroje
» UzSaldymas mazdaug 0,5 ° C / min.
2. Uzsaldant uztikrinkite pakankamai vietos, kad oras
galéty cirkuliuoti tarp mégintuvéliy.
* Naudokite atvirus déklus, o ne izoliuotus,
pvz., EPS déklus.
» Méginiai turi bati uzSaldyti vertikalioje padétyje.

BD Vacutainer atSildymase mégintuvéliai

1. Démesio: per greitas atSildymas, pasildant méginj,
gali perkaisti ir suirti.

2. Idealiu atveju méginius reikia atsildyti Saldytuve
per naktj.

3. Jei laiko yra nedaug, méginius atSildykite RT.

N

4. Tirpimo metu susidaro koncentracijos gradientai,
nes koncentruotas tirpalas iS pradziy iStirpsta, o
po to eina vidine mégintuvélio sienele.

5. Todél atSildytus méginius reikia kruopsciai sumaisyti, Svelniai
apverciant mégintuvélius 5-10 karty, tuo paciu
stengiantis iSvengti putplascio / burbuliuky susidarymo.

6. Nerekomenduojama mégintuvélius pakartotinai
centrifuguoti13. Jei vizualus supernatanto aspektas néra
tinkamas, méginj perkelkite j pazenklintg antrinj
meégintuvélj ir, jei reikia, centrifuguokite.

7. Atsildytus méginius reikia nedelsiant iSanalizuoti, kad bty pasiekti geriausi

rezultatai.

Pakartoti uzSalimo ir atSildymo ciklus?

Nerekomenduojama. |vertinkite anali€iy stabiluma
po uzsalimo / atSildymo cikly jy paciy aplinkoje

Svarstymai

Tam tikry anali€iy atveju méginiai neturéty bati uzsaldyti.
Susisiekite su ,Instrument” jmone. Skirtingoms
analizuojamoms medziagoms rekomenduojama pries tai
jvertinti vidinius laboratorinius BD Vacutainer®
mégintuvélius

Sios praktikos jvedimas jprastam naudojimui.

p
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1.1.1
1.2.1
1.3.1
14.1

Venous blood sampling
Order of draw and specimen handling

Order of
draw’

Discard tubes

%

Colour

code Tube type

B% . ESTorothersuitable tube”

N2

OR

%

Order of
draw’

Blood culture

Colour

code Tube type

L} JM‘! Anaerobic blood culture bottle

KreSéjimo laikas

N2

Order of Colour Recommended |Clotting
draw’ code Tube type inversions time
Coagulation ﬁ__j Sodium citrate, plastic 3-4 n/a
:e_s Serum with clot activator (silica particles) 5-6 60 min.
¥ Serum thrombin 5-6 5 min.

Serum —

2 BDRST™ (serum thrombin with gel) 5-6 5 min.

;lj_" BD SST™ II Advance (serum with gel) 6 30 min.
BD Barricor™ 8-10 n/a
Heparin | Lithium & sodium heparin 8-10 n/a
i BDPST™II (plasma with gel) 8-10 nia
Haematology e EDTA 8-10 nla
Nucleic acid f_—' ‘ *ﬁ PAXgene® DNA 8-10 n/a
Crossmatch i;_:ﬁ Blood banking 8-10 n/a
PPT & BDPPT™EDTA with gel 8-10 n/a
Glucose =—£ Glucose 8-10 n/a
.ﬁ Sodium citrate, ESR, glass 8-10 n/a

Citrate

1 ACD 8-10 n/a
-3 Trace elements with EDTA 8-10 n/a

Trace
elements -: Trace elements serum with clot activator 5.6 60 min

= (silica particles) ’
- S ) )

PBMC .L ‘ EEPCOI?L Sodium Citrate & Sodium 8-10 nla
peptides i~ B)= BD™ P800 810 nla
Proteins g B&l BD™P100 8-10 nla

Circulating, (1 - - ®
cell-free DNA !i D PAXgene® Blood ccfDNA tube 8 n/a
Nucleic acid ‘I :E PAXgene® Blood RNA tube 8-10 nla

* Discard tube is not required before blood collection for Anaerobic and Aerobic blood culture bottles.

n/a = not applicable

Centrifugation conditions

2000-2500 g (RCF) for 10-15 min. at 18-25 °C?
or 3000 g (RCF) for 5 min. for some tests"

21300 g (RCF) for 10 min. at 18-25°C

or 3000 g (RCF) for 5 min. for some tests"

>1300 g (RCF) for 10 min. at 18-25 °C

4000 g (RCF) for 3 min. or 2000 g (RCF) for 4 min. or
alternative centrifugation conditions are available®*

1300-2000 g (RCF) for 10 min. or
3000 g (RCF) for 5 min. at 18-25 °C

4000 g (RCF) for 3 min or alternative
centrifugation conditions are available®*

>1300 g (RCF) for 10 min. at 18-25 °C
or 3000 g (RCF) for 5 min. for some tests"

1300-2000 g (RCF) for 10 min. or alternative
centrifugation conditions are available*

>1300 g (RCF) for 10 min. at 18-25°C
n/a
>1300 g (RCF) for 10 min. at 18-25 °C

1100 g (RCF) for 10 min. at 18-25 °C

>1300 g (RCF) for 10 min. at 18-25 °C
or 3000 g (RCF) for 5 min. for some tests"

n/a
n/a
>1300 g (RCF) for 10 min. at 18-25°C

>1300 g (RCF) for 10 min. at 18-25 °C
Citrate tube 1500 g (RCF) for 20 min. at 18-25°C
Heparin tube 1500 g (RCF) for 15 min. at 18-25 °C

>1300 g (RCF) for 20 min. at 18-25 °C (8.5mL
tube) or for 10 min. at 18-25 °C (2.0mL tube)

2500 g (RCF) for 20 min. at 18-25 °C (8.5mL tube) or
3000 g (RCF) for 10 min. at 18-25 °C (2.0mL tube)

1900 g (RCF) for 15 min. at 15-25 °C for further
sample purification see IFU

n/a

Centrifugation acceleration and deceleration time is not included, this must be added to the time stated. For fixed angle rotors, a longer centrifugation time may be required for the optimal development of the gel barrier.

1. Sequence for sample taking according to Clinical and Laboratory Standards Institute (CLSI): Collection of Diagnostic Venous Blood Specimens, 7th Edition, CLSI document GP41-Ed7 (ISBN 1-56238-812-6). Clinical
and Laboratory Standards Institute, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898 USA, 2017

owN

Platelet-poor plasma (< 10,000 PIt/uL)
BD White Paper VS7228: Performance of BD Vacutainer® SST™ IT Advance Tubes at Four and Five Minute Centrifugation Times, 2004
BD White Paper VS9387-0OUS: Evaluation of Unified Centrifugation Conditions for a Range of BD Vacutainer® Blood Collection Tubes, 2018
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367896, 368813*, 368814*, 368815, 368863*

Single use, evacuated, sterile blood collection tubes containing a clot activator coating intended for the
primary containment and preservation of specimens for the purposes of in-vitro diagnostic examination.
Used to obtain a serum sample. These products are intended for use by healthcare professionals.

369032, 368492,

Manufacturing Information

Manufacturing Location: BD Diagnostics - Preanalytical Systems,

Belliver Industrial Estate, Plymouth, Devon, PL6 7BP, UK

ISO 9001:2000, FM28628
ISO 14001:2004, EMS37154
ISO 13485:2003, FM79169

Standards & Certificate numbers:

Notified body: BSI (0086)
Sterilisation

Sterilisation Location: UK

Method: Gamma Irradiation, Co-60

SAL: 10°®

Standards applied: EN552:1994 (1SO 11137)

Compliance

European In Vitro Diagnostic Medical Device Directive 98/79/EC
Risk Class — Non Annex I

Relevant Standards and Guidelines

Standards: ISO 6710:1995, EN14820:2003

Directive:

Clinical and Laboratory Standards Institute (CLSI; formerly
NCCLS): Tubes and Additives for Venous Blood Specimen
Collection. Approved Guideline - Fourth Edition. Document H1-
A4. Wayne, PA, USA, 2004

Guidelines:

*These tubes have been designed to enable tube differentiation in laboratories where process automation and product flow through the
laboratory require this. They do not follow the established colour code, described in ISO 6710:1995, and used by BD for the majority of our
tube product portfolio. If ordering these tubes, it is important to ensure that the appropriate staff in your organisation are aware of these
differences. Using the wrong tube for any given test may result in analytical error.

Technical Information Sheet

Product Specifications

Product Number 367896 | 368813 | 368814 |368815 | B69032 [368492 [368863
Tube Material Polyethylene Teraphti\alate (PET)
Tube Size (mm) 16x100[13x75 [13x 100 {13 x100§13x75 | 13x75| 13 x 100
Draw Volume (ml) 10 4 6 6 4 2 6
Fill Line Indicator? No No No No No Yes No
Additives | Spray dried clot activator
) Cap m Polymer (low density polyethylene resin)
Closure Material
Stopper Bromobutyl Elastomer

Closure Colour Red Pink gﬂ'&% Red | Red Téggsmcem fan
Label Type Paper
Shelf-Life (months) 24 |16 |17 |17 [ 16 | e | 17
Does product contain:

- Latex (NRL)? No

- Dry Natural Rubber (DNR)? No

- Phthalates (eg. DEHP)? No

- Material of Animal Origin? No
Global Medical Device
Nomenclature (GMDN) 15183
Material Safety Data Sheet (MSDS) V$8020032

Do not expose to direct sunlight 2%

FrERlEE e Store product between 4° and 25°C ’ JHF
100 Unit Pack Weight (Kg) 0.93 0.67 0.73 0.74 0.61 0.64 0.73
100 Unit Pack Volume (m?) 0.004057 |0.002380 |0.003064 [0.003064| 0.002380| 0.002380|0.003064
1000 Unit Pack Weight (Kg) 9.64 7.04 7.64 7.74 6.44 6.54 7.64
1000 Unit Pack Volume (m?) 0.042742 10.023660 | 0.030538/0.030538/0.023660 | 0.0236600.030538

Packaging Specifications

Product Number 367896 | 368813 [368814 [368815 | 369032 (368492 |368863
100 Unit Packaging Material Expanded Polystyrene (EPS) / Polyolefin film

100 Unit Packaging Weight (Kg) 0.020 | 0.020 0.020 [0.020 |0.020 | 0.020 0.020

0.001040 |0.000680 | 0.000680 | 0.000680/0.000680|0.000680 0.0006795
1000 Unit Packaging Material Cardboard
1000 Unit Packaging Weight (Kg) 0.427 0.298 0.360 | 0.360 [ 0.298 0.298 | 0.360

1000 Unit Packaging Volume (m?3) 0.041671 /0.024645 [0.031809 0.031809’0024645 0.024645 |0.0318088

100 Unit Packaging Volume (m3)
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Labelling Information Sample Storage & Stability

All labelling complies with the requirements of the European In Vitro Diagnostic Medical Device Directive
98/79/EC and includes the CE mark.

Unit Label

Contains lot number, product reference number, sterile symbol, product name and short description, additive
type, draw volume, manufacturer name, single use symbol, expiry date and CE mark.

Shelf Label

Contains lot number, product reference number, sterile symbol, product name and short description, additive
type, draw volume, manufacturer name, single use symbol, expiry date, CE mark, graphical instructions for
use, temperature limitation symbol, quantity, and primary barcode (UCC/EAN 128).

Case Label

Contains lot number, product reference number, sterile symbol, product name and short description, additive
type, draw volume, manufacturer name, single use symbol, expiry date, CE mark, temperature limitation
symbol, quantity, primary barcode (UCC/EAN 128) and secondary barcode (UCC/EAN 128).

Instructions for Use

2 3

2. Assemble needle to

3. Perform venipuncture 4. Insert tube fully into

1. Apply tourniquet,

disinfect venipuncture site. holder and remove the holder
Note: arm should be in a needle shield
downward position
Il
5 6 7/ 8 /

5. Release tourniquet 6. Hold tube in place until 7. Remove tube from holder 8. Hold tube in upright

blood has stopped flowing position
Oh £2300x 0
0 m Th ;‘ 10
"I |¥| [v|x5-6 2h g ha
9 ) 10 11 Q\/ 00:10:00

10. Allow tube to stand for
a minimum of 1 hour,
but no longer than 2 hours.

11. Centrifuge the tube for 10 minutes at
<1300 x g (RCF).

9. Gently invert the tube
180° and back 5-6 times

Whenever changing any manufacturer’s blood collection tube type, size, handling, processing or storage conditions for a particular laboratory assay, the laboratory personnel should review the tube manufacturer’s data and
their own data to establish/verify the reference range for a specific instrument/reagent system. Based on such information, the laboratory can then decide if a change is appropriate.

VI4600039. This document is accurate of April 2007. BD, BD logo and all other trademarks are the property of Becton Dickinson and Company. ©2007 BD.

After an aliquot of serum is separated from the clot '

< 8h: store sample at 22°C

> 8h and = 48h: store sample at +4°C

> 48h: store sample at -20°C

Stability depends on analyte (See Section 5: Samples and Stability of Analytes ? & Specific Analyte 3)
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Barrier Material: Gel

Interior Additive: Sufficient K7EDTA for 5 mL/8.5 mL of blood
Stopper Lubrication: Silicone

INTENDED USE

The BD Vacutainer® PPT™ Plasma Preparation Tube (BD PPT™ Tube) is a plastic
evacuated tube for the collection of venous blood which upon centrifugation separates
undiluted EDTA plasma for use in molecular diagnostic test methods (such as but not
limited to PCR - polymerase chain reaction and/or bDNA - branched DNA amplification
techniques) or other procedures where an undiluted EDTA plasma specimen is required
as determined by the laboratory.

SUMMARY AND EXPLANATION

Preparation of plasma from whole blood is a first step for many in vitro molecular
diagnostic assays. The BD PPT™ Tube provides a means for collection, processing and
transportation of an undiluted EDTA plasma specimen in a closed evacuated system.
The tubes contain 9 mg and 15.8 mg of spray-dried K7EDTA, yielding ratios of

1.8 mg/mL and 1.9 mg/mL of blood when the evacuated tube is filled correctly to
either the 5 mL or 8.5 mL draw volume. The tube also contains a gel material that upon
centrifugation forms a barrier between the plasma and most of the cellular elements,
allowing for transportation of the BD PPT™ Tube without removal of the plasma. The
result is a convenient, safe, single tube system for the collection of whole blood and
the separation of plasma. Samples can be collected, processed and transported in situ,
thereby reducing the possibility of exposure to bloodborne pathogens at the collection
and sample processing sites.

STORAGE

Store unfilled tubes at 4-25 °C. Limited excursion temperatures up to 40 °C, for
a cumulative time not to exceed 10 days, are acceptable.

SPECIMEN COLLECTION AND HANDLING
Required Equipment Not Provided for Specimen Collection

1. Any BD Vacutainer® Needle Holders of the standard size may be used with
13 mm diameter tubes.

2. Alcohol swab for cleansing site.

3. Dry clean gauze.

4. Tourniquet.

5. Needle disposal container for used needle or needle/holder combination.
Required Equipment Not Provided for Specimen Processing

1. Swing-out rotor type centrifuge capable of generating a relative centrifugal
force of 1,100 x g (RCF) at the tube bottom.

2. Gloves and other personal protective equipment as necessary
for protection from exposure to bloodborne pathogens.

Preparation for Specimen Collection

Be sure the following materials are readily accessible before performing venipuncture:
1. See required equipment above.
2. All necessary tubes, identified for size, draw, and additive.
3. Labels for positive patient identification of samples.

INSTRUCTIONS FOR USE

1. Prepare venipuncture site with an appropriate antiseptic. Use your institution's
recommended procedure for standard venipuncture technique and sample
collection.

N

. Remove needle shield.
. Perform venipuncture.

. Place tube in holder and push tube forward until tube stopper has been
penetrated.

. Release tourniquet as soon as blood appears in tube.
. Wait until tube has filled to its stated volume and blood flow ceases.

H w

. Pull tube off needle inside holder.
. Remove tube from holder.

. After collection of whole blood in the BD PPT™ Tube, immediately and gently
invert the BD PPT™ Tube 8-10 times.

10. After mixing, the whole blood specimen may be stored up to six (6) hours at room

temperature until centrifugation.

11. Centrifuge BD PPT™ Tube in a balanced, swing-out rotor type centrifuge at room
temperature at 1,100 RCF for a minimum of 10 minutes.

O 00 N O U

Note: Use of alternate centrifugation conditions may also provide acceptable
performance; this should be evaluated and validated by the laboratory.

12. To obtain an undiluted plasma sample, remove the BD Hemogard™ Closure (See
Instructions for Removal of BD Hemogard™ Closure Section) and decant plasma
into a separate vessel or aliquot plasma into a separate vessel using a transfer
pipette. NOTE: When using a transfer pipette be sure NOT to disturb the gel
barrier with the tip of the pipette.

INSTRUCTIONS FOR REMOVAL OF BD HEMOGARD™ CLOSURE

1. Grasp the BD PPT™ Tube with one hand, placing the thumb under the
BD Hemogard™ Closure. (For added stability, place arm on solid surface.)
With the other hand, twist the BD Hemogard™ Closure while simultaneously
pushing up with the thumb of the other hand ONLY UNTIL THE TUBE STOPPER
IS LOOSENED.

. Move thumb away before lifting closure. DO NOT use thumb to push closure off
tube. Caution: If the tube contains blood, an exposure hazard exists. To help
prevent injury during closure removal, it is important that the thumb used to push
upward on the closure be removed from contact with the tube as soon as the
BD Hemogard™ Closure is loosened.

. Lift closure off tube. In the unlikely event of the plastic shield separating from the
rubber stopper, DO NOT REASSEMBLE CLOSURE. Carefully remove rubber stopper
from tube.

INSTRUCTIONS FOR REINSERTION OF BD HEMOGARD™ CLOSURE
1. Replace closure over tube.

2. Twist and push down firmly until stopper is fully reseated. Complete reinsertion
of the stopper is necessary for the closure to remain securely on the tube during
handling.

N

w

(Continued)
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SPECIMEN STORAGE AND TRANSPORT

1. Whole blood may be stored in the BD PPT™ Tube up to six (6) hours prior to
centrifugation. Centrifugation of a sample at a period greater than six (6) hours
may require validation by your institution or testing laboratory. Consult assay
manufacturer's recommended storage times and temperatures for EDTA
anti-coagulated whole blood.

2. Plasma may be stored and transported in the BD PPT™ Tube at room or
refrigerated temperatures or frozen on dry ice. Consult assay manufacturer's
recommended storage times and temperatures for EDTA plasma.

3. Plasma may be stored frozen in situ in the BD PPT™ Tube. Freeze centrifuged
BD PPT™ Tubes upright in an open wire rack at -20 °C for a minimum of 2 hours.
Frozen PPT Tubes can then either remain at -20 °C, transferred to -70 °C or lower
for further storage or shipped frozen on dry ice. Users should validate their own
freezing and shipping protocol for BD PPT™ Tubes. Note: Freezing plasma

some HIV viral load tests, in which intracellular DNA interferes.

4. Thaw the BD PPT™ Tubes in a wire rack at ambient temperature (18-25 °C).
When considering use of multiple freeze/thaw cycles, users should validate
their own freeze/thaw protocol for BD PPT™ Tubes.

LIMITATIONS OF SYSTEM

The quantity of blood drawn varies with altitude, ambient temperature, barometric
pressure, tube age, venous pressure, and filling technique. Standard centrifugation
conditions to generate plasma for testing do not completely sediment all cells.
Accordingly, cell-based metabolism, as well as natural degradation ex vivo may
affect plasma analyte concentrations/activities beyond acellular changes.

The flow properties of the barrier material are temperature-related. Flow may be
impeded if chilled before or during centrifugation. To optimize flow and prevent
heating during centrifugation, set refrigerated centrifuges to 25 °C (77 °F).

The flow properties of the barrier material are RCF related. Optimum plasma
separation and barrier formation are diminished at conditions below recommended.
Blood samples should be centrifuged within six hours of collection. Red blood cell
contamination of the separated undiluted plasma sample increases with increasing
delay before centrifugation. Sample stability in whole blood beyond six hours should
be validated by your institution or testing laboratory.

CAUTIONS AND WARNINGS

Cautions

1. Do not use tubes if foreign matter is present

2. Do not re-use BD PPT™ Tubes.

3. Only the inside of the tube is sterile.

4. The tube is not pyrogen free.

5. Do not use BD PPT™ Tubes after expiration date printed on the tube label.
6

. Since this BD PPT™ Tube contains a chemical additive (EDTA), precautions should
be taken to prevent possible backflow from the tube during blood collection. To
guard against backflow, observe the following precautions:

a. Place patient's arm in a downward position.
b. Hold tube with the stopper uppermost.
c. Release tourniquet as soon as blood appears in tube.

7. Separation of plasma from cells by centrifugation should take place within
6 hours of collection to prevent erroneous test results.
8. Following centrifugation some lymphocytes will remain at the plasma/gel
interface.
9. Excessive centrifugation speed (over 10,000 RCF) may cause
BD PPT™ Tube breakage, exposure to blood and possible injury.
10. Remove stoppers with a twist and pull motion. Removal by rolling with the thumb
is not recommended.
11. After venipuncture, the top of the stopper may contain residual blood. Take proper
precautions when handling tubes to avoid contact with this blood.
12. Conduct uniform handling throughout the monitoring cycle to ensure consistent
results.

13. Overfilling or underfilling of tubes will result in an incorrect blood-to-additive
i i i erformance.

14. The spray-dried anticoagulant (K2EDTA) has a white color.

15. Always use appropriate carriers or inserts. Use of tubes with cracks or chips or
excessive centrifugation speed may cause tube breakage, with release of sample,
droplets, and an aerosol into the centrifuge bowl. Release of these potentially
hazardous materials can be avoided by using specially designed sealed containers
in which tubes are held during centrifugation. Centrifuge carriers and inserts
should be of the size, specific to the tubes used. Use of carriers too large or too
small for the tube may result in breakage.

16. Note: Special handling conditions may be required for assays, such as some HIV
viral load tests, in which intracellular DNA interferes. Consult assay manufacturer

for recommended handling conditions.

17. Note: The frozen BD PPT™ Tubes are subject to breakage upon impact. To reduce
the risk of breakage during shipment, frozen tubes should be treated in the
same manner as glass tubes.

18. Do not freeze tube upright in a styrofoam tray as this may cause the tubes
to crack.

19. Note: Freezing plasma in situ in BD PPT™ Tubes may be prohibited for assays in
which intracellular DNA interferes. Consult assay manufacturer for recommended
transport instructions and allowable freeze-thaw cycles for EDTA plasma.

20. Whenever changing any manufacturer’s blood collection tube type, size, handling,
processing or storage condition for a particular laboratory assay,
the laboratory personnel should review the tube manufacturer’s data and their
own data to establish/verify the reference range for a specific instrument/reagent
system. Based on such information, the laboratory can then decide if changes are
appropriate.

Warnings

. Practice Universal Precautions. Use gloves, gowns, eye protection, other personal
protective equipment, and engineering controls to protect from blood splatter,
blood leakage, and potential exposure to bloodborne pathogens.

—_

2. Handle all biologic samples and blood collection “sharps” (lancets, needles, luer
adapters, and blood collection sets) according to the policies and procedures of
your facility. Obtain appropriate medical attention in the event of any exposure
to biologic samples (for example, through a puncture injury), since they may
transmit viral hepatitis, HIV or other bloodborne pathogens. Utilize any built-in
needle protector, if the blood collection device provides one. BD does not
recommend reshielding used needles. However, the policies and procedures of
your facility may differ and must always be followed.

3. Discard all blood collection tubes in biohazard containers approved for their
disposal.

4. Do not transfer a sample from a syringe to a tube. Additional manipulation of
sharps increases the potential for needlestick injury. In addition, depressing
the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing a potential blood exposure. Using
a syringe for blood transfer may also cause over or underfilling of tubes, resulting
in an incorrect blood-to-additive ratio and potentially incorrect analytic results.
Tubes, with draw volume smaller than apparent dimensions indicate, may not
fill to their stated volume when filled from a syringe. The laboratory should be
consulted regarding the use of these samples.

. If blood is collected through an intravenous (I.V.) line, ensure that line has been
cleared of V. solution before beginning to fill blood collection tubes. This is
critical to avoid erroneous laboratory data from I.V. fluid contamination.

vl

6. Underfilling of tubes will result in an incorrect blood-to-additive ratio and may
lead to incorrect analytic results or poor product performance.

~

. Ensure that tubes are properly seated in the centrifuge carrier. Incomplete seating
could result in separation of the BD Hemogard™ Closure from the tube or
extension of the tube above the carrier. Tubes extending above the carrier could
catch on the centrifuge head, resulting in breakage.

8. Always allow the centrifuge to come to a complete stop before attempting to
remove tubes. After the centrifuge head has stopped, open the lid and examine
for possible broken tubes. If breakage is indicated, use mechanical device such
as forceps or hemostat to remove tubes. Caution: Do not remove broken tubes
byhand. See centrifuge instruction manual for disinfection instructions.

9. Endotoxin not controlled. Blood and blood components collected and processed
in the tube are not intended for infusion or introduction into the human body.
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TECHNICAL SERVICES

In the U.S. please contact:
Technical Services
BD Life Sciences - Preanalytical Systems

1 Becton Drive
Franklin Lakes, NJ 07417

1.800.631.0174

www.bd.com/vacutainer/referencematerial

Outside the U.S. please contact your local BD representative.
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& BD Vacutainer® PPT™

EnpyBeTka 3a NnoAroToBKa Ha naasma

@

3a NoAroToBKa Ha Hepa3spedeHa njasma 3a yn0Tpe6a C TeCTOBM MeTOAU 3a

MONneKkynapHa AnNarHoCTtuka

CTepunHa BbTpeLIHA YacT
3a ynotpeba npu »H BUTPO ANATHOCTMKA

Matepuan Ha bapuepara: len.

ALNTUB BBLB BbTpeLWHOCTTA: JlocTaTbuHO KonumyecTBo KoEDTA 3a 5 mL/8,5 mL kpbB

Cwma3BaHe Ha Tanata: CUInKOH.

NMPEAHASHAYEHUE

BD Vacutainer® PPT™ enpyBeTkaTa 3a NOArOTOBKA Ha naa3sma

(BD PPT™ enpyBeTKa) € NaacTMacoBa BakyymMHa enpyBeTKa 3a
B3eMaHe Ha BEHO3HA KPbB, KOATO NpU LeHTpodyrnpaHe oTaens
Hepa3pegeHa EDTA nnasma 3a ynotpeba npu TeCTOBU METOAM

3a MosleKynapHa AnarHoctuka (kato, Ho 6e3 orpaHuyeHme Ao

PCR - nonumepa3sHa BepuxHa peakums u/unm bDNA - TexHUKM 3a
amnauduumMpaHe Ha pasknoHeHa AHK) unu 3a apyru npoueaypw,
npu KouTo e Heobxoamma npoba oT HepaspeaeHa EDTA nnasma,
KaKTO e onpeaeneHo oT nabopaTtopuaTa.

ObLLO ONMUCAHUE N OBACHEHUE

MoaroToBkara Ha nMiasmara OT LasaTa KPbB € MbpBaTa CTbNKa nNpu
MHOIO WH BUTPO aHa/sn3u 3a MONEeKyspHa ANarHOCTUKA.

BD PPT™ enpyBeTkaTa npeacTaBfasBa CpeAcTBO 3a B3eMaHe,
obpaboTka 1 TpaHcnopTUpaHe Ha nNpoba OT HepaspeaeHa EDTA
nnasma B 3aTBOpeHa BakyyMHa cuctema. EnpyseTtkute cbabpxkar

9 mg n 15,8 mg mn3cyweHa c ropeuia rasosa ctpya KoEDTA n pasat
cboTHOoweHus ot 1,8 mg/mL u 1,9 mg/mL kpbB, KOrato BakyymHarta
enpyBeTKa e Hanmb/JHeHa NPaBUIHO A0 0beM Ha u3TernaHe 5 mL nnm
8,5 mL. EnpyBeTkaTa cbAbpka U refl, KOMTO Npu LeHTpodyrupaHe
cb3paea bapuepa Mexay niasMarta v MoBevyeTo KIeTbYHU eNleMeHTH,
no3BosissBaku TpaHcnopTupaHe Ha BD PPT™ enpyBseTkaTa be3
OTCTpaHsBaHe Ha nnasmarta. Kato pesynTaT ce nosnyyasa yaobHa

1 6e3onacHa cucTeMa C e4Ha enpyBeTKa 3a B3eMaHe Ha LAna KpbB

1 oTAensHe Ha naasma. MNpobute morat Aa 6vAaT cbbUpaHK,
06paboTBaHN M TPAHCMOPTUPAHU HA MACTO, KAaTO MO TO3U HAYMH
Hamansea Bb3MOXHOCTTA A Bb3HMKHE M3/1araHe Ha naToreHu,
npeHacsHM No KpbBEH MbT, HA MecTaTa Ha B3eMaHe n obpaboTBaHe
Ha npobuTe.

CbXPAHEHUE

CbxpaHsBanTe HeHaNbAHeHUTe enpyBeTky npu 4-25 °C. MNMpuemnunsn
ca orpaHuyeHu TemnepaTtypHu oTknoHeHuns Ao 40 °C, 3a cpok,
KOWTO 0610 He HaaBuwaea 10 AHMU.

B3EMAHE U BOPABEHE C NMPOBU

Heobxoaumo obopyaBaHe, KOETO He € NpeAoCTaBeHo 3a B3eMaHe
Ha npobwu

1. Bcuukm BD Vacutainer® gbpxauu 3a Uriu CbC CTaHAapTeH
pasmep moraTt Aa ce U3Mon3ear C enpyBeTKM C AnameTsp 13 mm.

2. TaMnoH CbC CNMPT 3a NOYNCTBAHE HA MACTOTO.

3. Cyxa, yucta mapns.

4. TypHukerT.

5. KoHTelHep 3a U3XBbLPAAHE HA UMK 32 U3MON3BAHUTE UK UK
KOMbuHauMy urna/abpxad.

Heobxoaumo obopyaBaHe, KOETO He € NpesoCTaBeHO 3a
0bpaboTka Ha npobuTe

1. UeHTpodyra c netaw, poTop, KOATO MOXe Aa reHepupa
OTHOCUTENHA cuna Ha ueHTpodyrmpaHe ot 1 100 x g (RCF) Ha
ABHOTO Ha enpyBeTKaTa.

2. PbkaBuum u gpyro obopyaBaHe 3a MYHA 3alLKTA, KOETO e
HeobX0oAMMO 3a 3alLMTa OT U3naraHe Ha NaToreHu, NpeHacsaHu
Mo KPbBEH MbT.

MNoaroToBka 3a B3eMaHe Ha npobara

YBepeTe ce, ye MaTe HenmoCpeACTBEH AOCTbMN A0 ClegHuTe
Matepuanu, npeau Aa U3BbpLUNTE BEHENYHKLNATA:

1. HanpaBeTe cnpaeka c HeobxoaMMOTO 0bopyaBaHe No-rope.

2. Bcnuku HeobxoauMu enpyBeTKU, NAeHTUdULMPAHU criopes,
CBOs pasmep, U3TEr/sHe U aAUTUB.

3. ETWKeTM 32 NONIOXUTENHO NAeHTUdMULMpaHe Ha NpobuTe Ha
OTAENHUTE NALUEHTH.

MHCTPYKLMU 3A YINNOTPEBA

1. MoaroTBeTe MACTOTO 3a BeHeMNyHKLUUsS C MOAXOASALL AaHTUCENTUK.
M3non3eanTe npenopbynTesHaTa 3a 34PaBHOTO By 3aBeaeHune
npouezypa BbB Bpb3Ka CbC CTaHAAPTHATA TEXHUKA 32 BEHEMYHKL U
1 B3eMaHe Ha npobu.

2. OTtcTpaHeTe npeanasvTens Ha urnarta.
3. WU3BbpluieTe BEHEMYHKLMUA.

4. TlocTaBeTe enpyBeTKaTa B AbpKaya M A TIAaCHeTe Hanpea,
[LOKATO 3anyllaskaTa Ha ernpyBeTkaTta ce npobue.

5. OceobogeTe TypHMUKETA, KOFaTO KPbBTA Ce MOSBU B eNpyBeTKaTa.

6. W3uakanTe, AoKaToO enpyBeTkaTa Ce€ HaNbJHWU A0 YCTAHOBEHMUSA
obeM 1 KpbBTA MpecTaHe Aa Teue.

7. W3pgbpnanTe enpysBeTkaTa OT UriaTta B Abpxauva.
8. W3BajeTe enpyseTkaTa OT AbpkKaya.

9. Cneg kaTo B3eMeTe usAnaTa kKpbB B BD PPT™ enpyBeTkaTa,
He3abaBHO U BHUMaTeNHO 06bpHeTe BD PPT™ enpyBeTkaTa
8 - 10 mbTL.

10. Cnep cmecBaHe npobaTa OT LAna KPbB MOXe A Ce CbXpaHsBa
[0 wecT (6) yaca Ha cTalHa TeMnepaTypa A0 LeHTpodyrupaHe.

11. UeHTpodyrupante BD PPT™ enpyseTkaTa B b6anaHcupaHa
LeHTpodyra C fieTal, poTop Ha CTallHA TeMnepaTypa npu
1 100 RCF B npoab/ikeHMe Ha MUHUMYM 10 MUHYTK.

3abenexka: Ynotpebara Ha NPOMEHINBY YC/IOBUS Ha
LeHTpodyrnpaHe CblLO MOXE Aa OCUTYPU NPUEMSIUBU PABOTHM
XapaKTepUCTUKK; ToBa Tpsbea Aa 6bae OLeHEHO M NOTBbPAEHO OT
nabopatopusTa.

12. 3a aa nonyynte npoba oT HepaspepeHa nnasma, oTCTpaHeTe
BD Hemogard™ 3anywankaTa (HanpageTe cnpaBka C pa3gen
»VIHCTPYKLMK 32 OTCTpaHsABaHe Ha BD Hemogard™ 3anywankara “)
1 npenenTe naasMarta B OTAENEH CbA, WY aIMKBOTUPANTE
nnasmMara B OTAeNleH CbA C U3MONA3BaHe HAa NMuneTa 3a NpexBbpasHe.
3ABEJIEXKA: Korato nsnon3seate nuneTa 3a NpexsbpJisHe, ce
yBepeTe, ye HE nokocBaTe bapueparta, cb3faZeHa oT rena,

C BbpXa Ha nuneTara.

MHCTPYKLUMU 3A OTCTPAHABAHE HA
BD HEMOGARD™ 3AMYLIAJIKATA

1. XsaHeTe BD PPT™ enpyBeTkaTa C eHa pbKa, KaTo NoCTaBUTe
naneua nog BD Hemogard™ 3anywankaTta. (3a no-ronsama
CTabUNHOCT NOoCTaBeTe pbKaTa CY BbPXY TBbPAA MOBbPXHOCT).

C apyraTa pbka 3aBbpTeTe BD Hemogard™ 3anylwankaTa, Kato
e1HOBPEeMEHHO A U3byTBaTe HArope € naneua Ha Apyrarta pbka,
CAMO JOKATO TAMNATA HA EMPYBETKATA CE PA3XJIABU.

2. MaxHeTe naneua, npeaun Aa ussagurte 3anywankara. HE
n3non3eanTe naneua, 3a Aa usbyraTe 3anylankara HaBbH OT
enpyBseTkata. BHMMaHue: Ako enpyBeTKaTa CbAbpKa KPbB,
CblLLEeCTBYBA PUCK OT u3naraHe. 3a aa ce usberHe HapaHsBaHe

npW OTCTPaHABAHE HA 3aMyLlasKaTa, BAKHO e NaleubT, KOWTo

ce 13nosi3Ba 3a U3byTBAHETO 1 Harope, Aa He ce Aonupa Ao
enpyBseTkaTa, cieg kato BD Hemogard™ 3anywankara ce pas3xnabu.

3. W3sapete 3anywankara oT enpyseTkaTta. [1py Manko BepoATHMA
C/lydall Ha OTAeNAHe_Ha MNacTMacoBuA npeanasuTen oT ryMeHara
Tana, HE CITIOBSIBAVTE 3AMYLWAJIKATA OTHOBO. BHuMaTenHo
M3BaAeTe ryMeHarTa Tana oT enpyBeTKara.

MHCTPYKLUUUN 3A MOBTOPHO NMOCTABSAHE HA
BD HEMOGARD™ 3ANMYLWAJIKATA
1. TlocTtaBeTe OTHOBO 3anyllasnkaTa BbPXy enpyBeTKaTa.

2. 3aBbpTeTe ¥ HAaTWCHETEe CUIHO HaZ oy, AOKATO Tanata OTHOBO

3acTaHe Ha MACTOTO CY MBTHO. LIANIOCTHOTO MOBTOPHO BbBEXAAHE
Ha Tanarta e HeobxoAMMo, 3a Aa OCTaHe 3anyllankara 3acTonopeHa
BbPXY enpyBeTKaTa no Bpeme Ha paborta.

(lposavrixeHune)
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TPAHCMOPTUPAHE N CbXPAHEHUE HA NMPOBU

1. Usanata kpbB MOXe Aa ce cbxpaHasa B BD PPT™ enpyseTkarta

0,0 wWwecT (6) yaca npeaun ueHTpodyrnpaHe. 3a LeHTPohyrupaHeTo
Ha npoba 3a nepuoa No-Ababr OT wecT (6) Yaca Moxe Aa ce
M3MCKBA BaNInAnpaHe ot BaweTo 34paBHO 3aBeaeHne Uan oT
nabopaTtopusaTa, KOSTO U3BbPLUIBA U3C/eBaHeTo. HanpaseTte
crpagka c NpenopbyBaHMTE OT MPOU3BOAMTENA HA aHANIM3A Nepnoan
M TemnepaTtypu Ha CbXpaHeHue Ha aHTukoarynupaHarta ¢ EDTA usana
KPbB.

2. lna3maTta MOXe fa ce CbXpaHABa W TpaHCNOpPTMpa B

BD PPT™ enpyBeTkaTa Npu CTalHa TemnepaTypa, ox/iaaeHa unm
3ampaseHa BbpXy Cyx Jied. HanpaseTe cnpaska C npenopbyBaHuUTe
OT NPOV3BOAUTENA HA aHANM3a Nepuoan N TeMnepaTypu Ha
CcbXxpaHeHue Ha EDTA nna3mara.

3. lMna3maTta MOXe Aa Ce CbXpaHABA 3aMpa3eHa Ha MACTO B

BD PPT™ enpyBeTkaTa. 3ampassBanTe LeHTpodyrupaHute

BD PPT™ enpyBeTKWN B U3MPABEHO MOJIOKEHNEe HA OTBOPEHA TeneHa
cToka npu -20 °C B npoAb/keHMe Ha MUHUMYM 2 Yaca. Cnep
ToBa 3aMpa3eHuTe PPT enpyBeTku morat ga octaHat npu -20 °C,
Aa 6baat npexebpaeHn Ha =70 °C nnu no-HUCKa TemnepaTypa 3a
nocneaBalo CbXpaHeHue unu ga ce TpaHCnopTupar 3aMpaseHu
BbpPXY Cyx nen. Motpebutennute Tpabea aa Banuanpar CBOM
cobcTBeH MPOTOKOJ 3a 3aMpassBaHe U TpaHcnopTupaHe 3a BD PPT™
enpyseTkuTe. 3abenexka: 3aMpassaBaHeTo Ha njasmMa Ha MACTO

B BD PPT™ enpyBeTkuTe MOXe Aa e 3abpaHeHOo 3a onpeaeneHu
aHanu3un, KaTo HAKOM U3CNeABaHUA 3a BUPYCHO HaTOBapBaHe Ha
HIV, npn kouTto yyactea BbTpeknerbyHa JHK.

4. Pa3smpaseTte BD PPT™ enpyBeTKuTe BbpPXY TesleHa CTONKA

npu TemMnepaTtypa Ha okonHaTa cpepa (18-25 °C). Korato

obMUcnaT ynotpebata Ha MHOrOBPOMHU LUKIM Ha 3ampa3sBaHe/
pa3mpassBaHe, NoTpebutennTe Tpsbea Aa BanMAMpaT CBOW COBCTBEH
NMPOTOKOJ 32 3aMpa3sBaHe/pa3mpa3ssBaHe 3a BD PPT™ enpyBeTkute.

OrPAHMYEHUA HA CUCTEMATA

KonnyecTBoTo Ha M3TerneHarta KpbB Bapupa cropej HagaMopckara
BMCOYMHA, TemMnepaTypaTa Ha OKoNHaTa cpeja, bapoMeTpUYHOTO
HanAaraHe, Bb3pacTTa Ha ernpyBeTKaTa, BEHO3HOTO HanAraHe

M TeXHMKATa Ha NbfiHeHe. CTaHAAPTHUTE YCNOBUA Ha
ueHTpodyrupaHe 3a reHepupaHe Ha naasma 3a U3cneaBaHus He
ceANMEHTUPAT HAMBSIHO BCUYKN KNETKN. C'bOTBeTHO, MeTa6OJ'II/I3M'bT
Ha KNeTbYyHA OCHOBA, KAKTO M eCTECTBEHUAT pas3naj eKC BUBO,

MOXe [1a OKaxaT BNAHNE BbPXY KOHLLEHTpauumTe /AeNcTBuaTa Ha
naasMeHua aHaauT U3BbH FrPaHULLUTE Ha aulenynapHUTe NpoMeHu.

CBoicTBaTa Ha M3TMYaHe HA MaTepuana Ha bapuepara ca CBbpP3aHu
C Temnepartypara. Mi3TuyaHeTo Moxe fa 6bae 3aTpyAHEHO B Cayyan
Ha oxnaxaaHe npeau WAy No Bpeme Ha LeHTpodyrmpaHe. 3a
ONTMMM3MpPAHE Ha M3TUYAHETO U 3a NpeAoTBPaATABaHE HA 3aTOMNAHe
no BpeMe Ha LLeHTpodyrupaHe, HaCTPoOnTe LEeHTpobyruTe C
oxnaxpaaHe Ha 25 °C (77 °F).

CBoiCTBATA HAa M3TMYAHe HA MaTepuana Ha bapuepara ca CBbpP3aHu
¢ RCF. OnTnmanHoOTO OoTAensHe Ha nyia3mara 1M Cb34aBaHeTo Ha
b6apuepa Hamanseart npu nNpenopbYaHMTe NO-A0Y YCIOBUS.
KpbBHUTE Npobu Tpabea aa 6baaT LeHTpodyrvpaHu B paMKuTe

Ha WecCT Yyaca OT TAXHOTO B3eMaHe. 3aMbpPCABAHETO C YEPBEHMU
KPbBHW KJIETKU Ha npobaTa oT oTAeNeHa HepaspeseHa niasma ce
yBe/ivyaBa C yBesndyasaHe Ha 3abaBsHeTo Npeaun LeHTpodyrmpaHe.
CtabunHocTTa Ha NpobuTe B LsnaTa KPbB C/le WeCT Yyaca Tpabea
Aa 6bae BaAuampaHa oT BaweTo 34paBHO 3aBefeHMe UK OT
nabopaTtopusTa, KOATO M3BbPLUBA U3C/IeABAHETO.

BHUMAHUE U NPEAYNPEXAEHNA

BHuMaHue

1. He u3nonseante €MNpPYyBETKN NPU HaTNvYne Ha Yyxna
MaTtepuan B Tax.

2. He n3non3eanTte nosTopHO BD PPT™ enpyBeTkuTe.
3. Camo BbTpewWHOCTTa Ha enpyBeTKara e CTepusHa.
4. EnpyBeTKaTa He e anuMporeHHa.

5. He u3non3ssante BD PPT™ enpyBeTkuTe cnep u3TuyaHe Ha
CpoOKa Ha roAHOCT, OTneyaTaH BbpXy TeXHUSA eTUKeT.

6. Tbi kato BD PPT™ enpyBeTKaTa CbAbPXKa XMMUYECKHU

aauTtue (EDTA), TpsabBa aa ce B3emaT npeanasHy MepKK 3a
npeaoTBpaTAsBaHe HA eBeHTyasleH 0bpaTeH NOTOK OT enpyBeTKaTa
npu B3eMaHe Ha KpbB. 3a NpeanasBaHe oT obpaTeH NOTOK
cbbnopaBanTe cnegHNTe NpeanasHu MepKu:

a. MocTaBeTe pbKaTa Ha MauMeHTa B MO3ULUA HAZO0NY.
6. XBaHeTe enpyseTKaTa Taka, 4ye Tanarta Aa 6bae Han-oTrope.

B. OcBoboaeTe TYpHUKETa, KOraTo KpbBTa Ce MOABMU B
enpyBseTKaTa.

7. OTpensHeTO Ha nja3MaTa OT KNeTKUTe Ype3 LeHTpodyrupaHe
TpsbBa Aa CTaHe B paMKWTe Ha 6 yaca OT B3eMaHeTo, 3a A4a

ce NpeAoTBPaTH MOJyYaBAHETO HA HEMPABWIIHU PE3ynTaTn oT
u3cneaBaHusATa.

8. Cnep ueHTpodyrnpaHeTo BbPXY NMOBbPXHOCTTA 32 KOHTAKT Ha
niasmara v rena uie octaHaT HAKOU IMMPOLUTH.

9. MpekaneHo BMCOKATa CKOPOCT Ha LleHTpodyrupaHe (Hag,
10 000 RCF) moxe pa poBeae A0 cyyneaHe Ha BD PPT™
enpyBeTKaTa, u3naraHe Ha KPbB U eBEHTYa/IHO HapaHsBaHe.

10.07cTpaHABaNTe TanuTe Ype3 N3BMBAHE U U3AbPMBAHE.
OTCTpaHABAHETO UM Ype3 ThbpKassHe C naseLa He ce Npenopbysa.

11.Cnepn BeHeNyHKLUMATA B FOpHATA 4acT HAa TanaTa MoXe Ja uma
ocTaTbyHa KpbB. B3emeTe nogxoaswm npeanasHn Mepku, Korato
bopaBuTe C enpyBeTKUTE, 3a Aa n3berHeTe KOHTAKT C Ta3u KPbB.

12.PaboTeTe No eAHAKbB HAYMH MO BpemMe Ha Lesina UMUKbJ Ha
HabnoaeHune, 3a ga rapaHTuparte nocnenoBaTe/IHN pPe3ynTaTu.

13.TpenbaBaHEeTO AN HEAOCTAaTbYHOTO HaMb/IBAHE HA enpyBeTKUTE
e AoBeJe A0 HernpaBUHO CbOTHOLIEHME HA KPbBTA KbM aAuTHBA
1 MOXe Aa MPUYMHU HENPABWIHU aHANUTUYHW pe3ynTaTu uin
Hefobpu paboTHM XapaKTEPUCTUKM HA MPOAYKTA.

14.M3cyweHnaT ¢ ropelua rasosa cTpya aHTukoarynaHt (K2EDTA)
uMa 6an uBAT.

15.BuHarv usnonssaiTte NOAXOAAULM FHE34A UM aganTepu.
YnoTtpebaTta Ha HamyKaHu WK HallbpbeHU enpyBeTKU, KaKTo

1 MpeKasieHo BMCOKaTa CKOPOCT Ha LeHTpodyrupaHe, Mmorart

[a NMPUYMHAT CYyrBaHe Ha enpyBeTKaTa, M3TM4yaHe Ha npobara,
nosBa Ha Kanuyuumn n oceoboxaaBaHe Ha aepo3os B bapabaHa Ha
ueHTpodyrata. OcBobOXAaBAHETO HA T€3M MOTEHLMAIHO ONACHM
mMarepuany Moxe Aa ce usberHe C M3Mon3BaHe Ha CreuuansHo
Cb3[afeHN 3aneyaTtaHyl KOHTeMHepPU, B KOUTO enpyBeTKUTe

ce NpUABLPKAT MO BpeMe Ha LeHTpodyrupaHeTo. [He3paTa

M aganTepuTe Ha LeHTpodyraTta Tpabea aa 6bvaaT C pasmep,
KOMTO CLOTBETCTBA Ha M3MOJMI3BAHUTE enpyBeTKU. Ynortpebara Ha
npeKaseHo rojeMun imn npexkaseHo Maskiu rHesza 3a enpyseTkara
MOXe [a A0BeAe A0 CYyNBaHe.

16. 3abenexka: 3a onpeaesieHN aHaIM3U, KaTo HAKOM U3C/ieBaHUA
3a BMPYCHO HaTtoBapBaHe Ha HIV, npu KOMTO yyacTBa BbTPeKIeTbYHa
[HK, Moxe na ca HeobxoAuMK CneLmnanHm ycnoBus Ha

bopaBeHe. KOHCynTupalnTe ce C MPOM3BOAMTENSA HA aHanM3a 3a
npenopbynTeNHUTE YCI0BMSA Ha BopaBeHe.

17.3abenexka: 3ampaseHute BD PPT™ enpyBeTku morar fa ce
CYynaT Npu yaap. 3a Aa Ce HaMav PUCKBT OT CYyMNBaHe Mo Bpeme Ha
TpaHCnopTHUpaHe, 3aMpa3eHnTe enpyBeTKN Tpabea Aa ce TpeTupart
Nno CbLMA HAYUH, KAKTO U CTbKIIEHUTE.

18.He 3aMpa3ﬂBqﬁTe ernpyBeTKUTEe B M3NpaBeHa Nno3nunsa B TaBMYKaA
OT CTMPOMNOP, Thil KATO TOBA MOXe Aa AOBee A0 HaMyKBAHETO UM.

19.3abenexka: 3ampassBaHeTo Ha njasma Ha mscto B BD PPT™
enpyBeTKUTE MOXe Aa e 3abpaHeHo 3a OnpeeneHn aHanms3u,
npu KOUTO yyacTBa BbTpekseTbyHa JHK. KoHcynTupanTte ce ¢
NPOU3BOAUTENA HA aHaIM3a 3a NPenopPbUYBAHUTE UHCTPYKLMUN
3a TpaHCMoOpTUpPaHe 1 A0MNYCTUMU LKW Ha 3ampas3saBaHe u
pasmpassasaHe 3a EDTA nnasmarta.

20.KoraTo 3a onpeaeneH nabopaTopeH aHain3 ce NpaBu HAKaKBa
npomMsiHa BbB BUAA, pa3mepa, bopaseHeTo, obpaboTkaTa unu
YCNOBUATA HA CbXPAHEHWE Ha eMpPYBETKUTE 3a B3€MaHe Ha KPbBHU
npobu Ha Npon3BoAMTENs, NepCcoHaNbT Ha labopaTopusaTa Tpsbea
[a CpaBHU AAHHUTE 3a enpyBeTKUTE Ha NPOM3BOANUTENS CbC CBOUTE
CcobCTBEHW AAHHU, 3a [1a Ce YCTaHOBU/ Bepuduumnpa pedhepeHTHUAT
MHTepBan 3a CreundnUUHNA MHCTPYMEHT/CUCTEMA OT peareHTu.

Bb3 0CcHOBa Ha Ta3u UHdbopMaLms nabopaTopusTa MOXe Aa B3eme
peleHe fanu NPoMeHuUTe ca yaauHu.

(lpoavxerHne)
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MpeaynpexaeHus

B3emaiiTe yHMBepcanHu npeanasHm Mepku. M3nonseanTe
pbkaBuLM, obnekna, CpescTBa 3a 3alMTa Ha ounTe, APYro
obopyABaHe 3a IMYHa 3alMTa M TEXHUYECKU MepKM 3a 3awumTa
OT MPbCKU KPbB, U3TUYAHUS HA KPBB M MOTEHLUANHO M3NaraHe
Ha naToreHu, MPeHaCAHN MO KPbBEH MbT.

PaboTeTe € BCUMUYKM BUONOrUYHU NPOBK U OCTpU U3aenus

3a B3eMaHe Ha KpbB (naHueTu, Urnu, agantepu tun Jlyep“

1N KOMTMJIEKTU 32 B3€MaHe Ha KPbB) CbI1AaCHO MOAMTUKATA U
npoueAypuTe Ha BaweTo 34paBHO 3aBeaeHue. Tpsabea aa
nosiyynTe CbOTBETHATA MeAMLMHCKA NMOMOLL B Clyyai Ha
n3naraHe Ha 6uonoruyHu nNpobu (Hanpumep Npu yboxaaHe),
Tbil KaTo NpobuTe MoraT Aa npeHecaT BUpYceH xenatut, HIV
WAV APYrU NaToOreHu, NpeHacsaHN No KPbBeH MbT. M3non3esanTe
BrpajeHuns npeanasuTen Ha UrIUTe, ako U3LeNneTo 3a
B3eMaHe Ha KPbBHM Npobu nMa TakbB. BD He npenopbysa
BbPXY M3MOA3BAHMTE UMM OTHOBO Aa Ce NOCTaBs npeanasuTesn.
Bbnpeku ToBa, Bue TpsbBa BUHArM Aa cnenBate noauTrkaTa u
npouenypuTe Ha BaweTo 34paBHO 3aBefeHMe, KOUTO MOraT aa
6bAaT pasnNYHu.

M3XB'pr'|ﬂVITe BCUYKKM enpyBETKN 3a B3€éMaHe Ha KPbB B Oﬂ.O6peHVI
3a Ta3n LeNl KOHTEUHEPU 3a 6MONOrMYHO OMacHu mMaTtepuanu.

He npexBbpnsanTe npoba OT CNPMHLLOBKA B €MpyBeTKa.
JonbaHUTEeNHOTO bOpaBeHe C OCTPU U3AENUS yBeAnYaBa
BEPOSATHOCTTA OT yboxaaHe. OCBEH TOBA, HATUCKAHETO Ha
6yTanoTo Ha CMPUHLLOBKATA MO BPeMe Ha MPeXBbPJISHETO MOXe
[a Cb3AaAe MOJIOKUTENHO HaNsAraHe, KOeTO NPUHYAUTENHO Aa
M3MecTy Tanata v npobara, NPUYMHABANKIN €BEHTYa/IHO M3naraHe
Ha KpbB. M3Mon3BaHeTo Ha CNPUHLLOBKA 3a NPEXBbPJIAHE HA
KPbB CbLLO MOXe Aa MPUYUHU MPenbiBaHe UAN HeA0CTaTbYyHO
Hamnb/IBaHE HA enpyBeTKUTe, KOETO Aa A0Beje A0 HeMpaBuIHO
CbOTHOLUEHME HA KPBBTA KbM aAUTMBA U MOTEHLUASIHO
HEeMpaBWIHN aHANUTUYHY pe3ynTaTu. EnpyseTkuTe, YninTo obem
Ha U3TerasHe e NO-Manbk OT NOCOYEHUTE BUAMMU pasmepu,
MOXe [ He Ce HAMbJIHAT A0 NocovyeHns obem, KOraTo ce MbJHSAT
OT CNpUHLLOBKA. 3a ynoTpebaTta Ha Te3n npobu Tpsbea ga ce
KOHCynTuUpaTe ¢ naboparopusTa.

AKO KpbBTa Ce B3eMa upe3 MHTpasBeHo3Ha (I.V.) nuHus, ce
yBepeTe, Yye Ta3u NHNA € U3YNCTeHA OT MHTPaBeHO3€eH pa3TBop,
npeau Aa 3anoyHeTe Aa MbJHUTE enpyBeTKUTE 3a B3eMaHe

Ha KpbB. TOBA € M3K/UYMTENTHO BaXHO 3a NpeaoTBpaTABaHe

Ha Nosy4YaBaHeTo Ha HenpaBWIHU N1abopaTOPHM AAHHU OT
3aMbPCABAHETO HA MHTPABEHO3HATA TEYHOCT.

HepoCTaTbyHOTO Hanb/BaHe HA enpyBeTKUTE LWe AoBeae A0
HeNPaBUIHO CbOTHOLWEHNE HA KPBbBTA KbM aANTUBA N MOXe Aa
NMPUYNUHUN HEMPABUITHU aHANTUTUYHU pPe3ynTaTtn nnu He,ﬂ.06pl/l
pa6OTHVI XapPaKTePUCTUKN Ha NPOAYKTA.

YBepeTe ce, ye enpyBeTKMTE Ca NPABUIHO NO3ULLMOHNPAHU B
rHe3/,0TO Ha LeHTpodyraTa. He3aBbpLIeHOTO NO3ULMOHUPAHe
MOXe Aa aoBeae A0 otaensaHe Ha BD Hemogard™ 3anywankaTa
OT enpyBeTKaTa Wau A0 NojaBaHe Ha erpyseTKaTa Haj,
rHe3goto. EnpyBeTknTe, KOMTO Ce NOAABAT HAA FHe340TO, MoraT
Aa 6baaT 3axBaHaTV BbPXY rnaearta Ha LeHTpodyrata u aa ce
cyynsr.

BuHaru octaBanTe LeHTpodyrata fa Ccnpe Hamb/HO, Npean
[a ce onuTaTe Aa u3BaauTe enpyBeTkute. Cnen KaTo rnaeara
Ha ueHTpodyraTa e cnpsia, OTBOPeTe Kanaka 1 npoeepeTe 3a
€BEHTYaJIHO HAJIMYMeE Ha CYyneHUn enpyBeTku. AKo 3abenexute
cyynBaHe, U3Mo3BaliTe MeXaHUYHO U3aenne KaTo dhopLenc
WAV XeMOCTaT, 3a Aa W3BaAUTe enpyBeTkuUTe. BHUMaHue: He
OTCTpaHsABaNTe CYyneHUTe enpyBeTKN C pbKa. HanpaseTe
CnpaBka C PbKOBOACTBOTO C MHCTPYKLUKN Ha LeHTpodyraTa 3a
WNHCTPYKLMN OTHOCHO Ae3nHdeKTupaHe.

EHAOTOKCMHBT HE Ce KOHTposMpa. B3eTaTa n obpaboTeHa

B €MNpyBeTKaTa KPbB M HEMHUTE KOMMOHEHTM He ca
npegHasHayeHne 3a BIMBAHE WM BbBEXAAHE MO APYr HAYMH B
YOBELWKNA OPraHU3bM.
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& BD Vacutainer® PPT™

Zkumavka pro pfipravu plazmy

CS)

Pro pfipravu nezifedéné plazmy k pouziti s metodami molekularnich diagnostickych vysetreni

Sterilni vnitfni plocha
Pro in vitro diagnostiku

Separacni material: gel.

Pfisada vnitfni ¢asti: dostatec¢ny objem K,EDTA pro 5 mL/8,5 mL krve

Lubrikace zatky: silikon.

POUZITI

Zkumavka pro pfipravu plazmy BD Vacutainer® PPT™ Plasma
Preparation Tube (BD PPT™) je plastova vakuova zkumavka uréena
k odbéru Zilni krve, ktera pfi odstfedéni separuje nezfedénou EDTA
plazmu pro pouziti pfi molekularnich diagnostickych vySetrenich
(napf. mimo jiné PCR — polymerazové retézové reakci a/nebo

bDNA - amplifikaci rozvétvené DNA) nebo dalsich vysetienich, kde
laborator stanovi potfebu pouzit vzorek nezfedéné EDTA plazmy.

SOUHRN A VYSVETLENI

Priprava plazmy z celé krve je prvnim krokem u mnoha in vitro
molekularnich diagnostickych vysetfeni. Zkumavky BD PPT™ poskytuji
moznost odebrani, zpracovani a prepravy vzorku nezfedéné EDTA
plazmy v uzavieném vakuovém systému. Zkumavky obsahuji 9 mg a
15,8 mg rozprasovanim suSené prisady KoEDTA, vysledny pomér krve
1,8 mg/mL a 1,9 mg/mL pfi sprdvném na’:ﬁneni vakuové zkumavky
bud na 5 mL nebo na 8,5 mL odebrané krve. Zkumavka také obsahuje
gel, ktery pfi odstredéni vytvori bariéru mezi plazmou a vétsinou
bunécnych prvkd, ¢imz umozni prepravu zkumavky BD PPT™ bez
vyjmuti plazmy. Vysledkem je prakticky a bezpecny systém z jednou
zkumavkou umoznujici odbér celé krve a separaci plazmy. Vzorky lze
odebirat, zpracovavat a prepravovat in situ, ¢imz se snizuje moznost
expozici krvi pfenosnym patogentm v misté odbéru a zpracovani.

SKLADOVANI

Prazdné zkumavky uchovavejte pfri teploté 4-25 °C. Prijatelné

je kratkodobé vystaveni teplotam az 40 °C, po celkovou dobu
nepresahujici 10 dni.

ODBER VZORKU A MANIPULACE S NiM

Pozadované vybaveni k odbéru vzorku, které neni soucasti baleni

1. Veskeré drzaky jehel BD Vacutainer® standardni velikosti je mozné
pouzit se zkumavkami o prdméru 13 mm.

2. Alkoholova desinfekce pro vycisténi mista odbéru.

3. Suchy disty tyl.

4. Manzeta.

5. Nadobka na odhozeni pouzité jehly nebo soupravy jehly a drzaku
Pozadované vybaveni ke zpracovani vzorku, které neni

soucasti baleni

1. Odstredivka s vykyvnym rotorem schopna vytvofit na dné
zkumavky Relativni odstredivou silu 1 100 x g (RCF).

2. Rukavice a jiné pomucky osobni ochrany podle potreby k
ochrané pred expozici krvi prenosnym patogentim.

Pfiprava na odbér vzorku

Pred provedenim venepunkce se ujistéte, ze mate v dosahu
nasledujici materialy:

1. Viz pozadované vybaveni vyse.

2. V3echny nezbytné zkumavky s oznacenim velikosti, odebraného
vzorku a prisady.

3. Stitky pro identifikaci vzorkd pacienta.

NAVOD K POUZITi

1. Pripravte misto venepunkce vhodnym antiseptickym pripravkem.
Dodrzujte zavedené postupy vaseho zarizeni pro standardni techniku
venepunkce a odbéru vzorku.

2. Sejméte kryt jehly.
3. Provedte venepunkci.

4. Vlozte zkumavku do drzaku a zatlacte ji dopfedu, dokud nedojde
k propichnuti zatky.

5. Jakmile se ve zkumavce objevi krev, uvolnéte manzetu.

6. Pockejte, az se zkumavka naplni na stanoveny objem a krev
prestane proudit.

7. Vdrzdku stdhnéte zkumavku z jehly.
8. Vyjméte zkumavku z drzaku.

9. Po odbéru celé krve zkumavku BD PPT™ okamzité jemné
8-10 krat otocte.

10. Po zamichani je mozné vzorek celé krve pred odstfedénim
skladovat az Sest (6) hodin pfi pokojové teploteé.

11. Zkumavku BD PPT™ odstredujte ve vyvazené odstredivce s
vykyvnym rotorem pfi pokojové teploté a RCF 1 100 alespon po
10 minut.

Poznamka: Pouziti jinych nastaveni odstfedovani maze také prinést
prijatelné vysledky. Zhodnoceni a schvaleni musi provést laborator.
12. Ke ziskani vzorku nezredéné plazmy sejméte uzavér

BD Hemogard™ (viz ¢ast Pokyny k sejmuti uzavéru BD Hemogard™)
a plazmu slijte nebo pomoci pipety pfeneste od oddélené nadobky.
POZNAMKA: PFi pouzivani pipety dbejte na to, abyste hrotem pipety
NEPOSKODILI gelovou bariérou.

POKYNY K SEJMUTI UZAVERU BD HEMOGARD™

1. Uchopte zkumavku BD PPT™ jednou rukou a palec vlozte pod
uzavér BD Hemogard™. (Kvali lepsi stabilité polozte ruku na pevny
povrch). Druhou rukou otocte uzavér BD Hemogard™ a zaroven
tlacte palcem druhé ruky nahoru, DOKUD SE UZAVER ZKUMAVKY
NEUVOLNI.

2. Pred zvednutim uzavéru palec odtahnéte. Palcem NETLACTE
uzavér ze zkumavky. Upozornéni: Pokud zkumavka obsahuje krev,
hrozi riziko expozice. Aby nedoslo k poranéni pfi snimani uzavéru,
je dllezité palec pouzity k zatlaceni uzdvéru nahoru odtdhnout od
kontaktu se zkumavkou, jakmile se uzavér BD Hemogard™ uvolni.
3. Zvednéte uzavér ze zkumavky. Pokud dojde k oddéleni plastového
krytu od gumoyvé zatky, coz neni pravdépodobné, NEPOKOUSEJTE
SE UZAVER OPET SESTAVIT. Opatrné zvednéte gumovou zatku ze
zkumavky.

POKYNY K OPETOVNEMU NASAZENi UZAVERU BD HEMOGARD™
1. Vratte uzavér na zkumavku.

2. Otocte a pevné zatlac¢te dolu, dokud zatka zcela nezapadne na
své misto. Aby uzavér zlstal pfi manipulaci bezpec¢né na zkumavce,
je nutné zatku zcela vratit zpét.

(Pokracovani)
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PRECHOVAVANI A PREPRAVA VZORKU

1. Celou krev je mozné ve zkumavce BD PPT™ pred odstfedénim
prechovavat az Sest (6) hodin. Odstfedéni vzorku po dobé delsi

nez Sest (6) hodin mozna vyzaduje schvaleni vaseho zafizeni nebo
zkousejici laboratore. Dodrzujte dobu a teplotu skladovani EDTA
antikoagulované celé krve doporucenou vyrobcem vysetrovaci sady.

2. Plazmu je mozné skladovat a prepravovat ve zkumavce BD PPT™
pfi pokojové teploté nebo chlazenou ¢i mrazenou suchym ledem.
Dodrzujte dobu a teplotu skladovani EDTA plazmy doporucenou
vyrobcem vysetfovaci sady.

3. Plazmu je mozno ve zkumavce BD PPT™ skladovat in situ
zmrazenou. Odstfedénou zkumavku BD PPT™ mrazte ve vzpfimené
poloze na oteviené draténé podloZce pri teploté -20 °C po alespon

2 hodiny. Zmrazené zkumavky PPT mohou byt pfechovavany bud' pfi
teploté -20 °C, preneseny pro dalsi skladovani do teploty -70 °C ¢i
méné, nebo odeslany mrazené suchym ledem. UZivatelé by méli ovérit,
zda je mistni protokol pro mrazeni a prepravu vhodny pro zkumavky
BD PPT™. Poznamka: Mrazeni plazmy in situ ve zkumavkach BD PPT™
muze byt zakazano u nékterych vysetreni, p¥i kterych interferuje
intracelularni DNA, jako jsou napriklad néktera vysetieni virove
zatéze HIV.

4. Zkumavky BD PPT™ rozmrazujte na draténé podlozce pfi pokojové
teploté (18-25 °C). Pri zvazovani pouziti nékolika cyklt mrazeni/
rozmrazovani by méli uzivatelé zjistit, zda je mozné jejich protokol
pro mrazeni/rozmrazovani pouzit u zkumavek BD PPT™.,

OMEZENi SYSTEMU

Mnozstvi odebrané krve kolisa podle nadmorské vysky, teploty

okoli, atmosférického tlaku, stari zkumavek, zZilniho tlaku a metody
plnéni zkumavek. Standardni podminky odstfedéni k tvorbé plazmy
pro vysetreni nezarucuji Uplnou sedimentaci vSech bunék. Proto
muze bunécny metabolismus, stejné jako prirozeny rozklad ex vivo,
ovliviiovat koncentrace/aktivity plazmového analytu i po nebunécénych
zménach.

Vlastnosti pratoku separa¢nim materidlem zavisi na teploté. Pratok
muze byt pomalejsi, pokud material pfed odstfedénim nebo v jeho
prabéhu vychladite. Optimalniho proudéni a zabranéni nadmérnému
teplu pfi odstfedovani dosahnete nastavenim chlazenych odstredivek
na teplotu 25 °C.

Vlastnosti pritoku separa¢nim materidlem zavisi na RCF. Optimalni
separace plazmy a tvorba bariéry jsou pfi nizsich nez doporucenych
podminkach omezeny.

Odstredéni krevnich vzorkd by mélo byt provedeno do Sesti hodin od
odbéru. Kontaminace vzorku separované neredéné plazmy cervenymi
krvinkami se zvy3uje s delsi prodlevou pred odstfedénim. Stabilitu
vzorku celé krve po vice nez Sesti hodinach by mélo ovéfit vase
zafizeni nebo zkousejici laboratofr.

UPOZORNENI A VAROVANI

Upozornéni

1. Zkumavky nepouzivejte, pokud obsahuji cizoroda télesa.
Zkumavky BD PPT™ nepouzivejte opakované.

Pouze vnitfni ¢ast zkumavky je sterilni.

Zkumavka obsahuje pyrogen.

. Nepouzivejte zkumavky BD PPT™ po vyprseni data exspirace
vytisténého na stitku zkumavky.
6. Protoze zkumavka BD PPT™ obsahuje chemickou prisadu (EDTA),
je vhodné prijmout opatreni zabranujici zpétnému toku krve ze
zkumavky pfi odbéru krve. Zpétnému toku Ize zabranit dodrzovanim
nasledujicich bezpecnostnich opatreni:

a. Sklonte pacientovu pazi smérem dolG.

b. Drzte zkumavku zatkou nahoru.

c. Jakmile se ve zkumavce objevi krev, uvolnéte manzetu.
7. 0Oddéleni plazmy od bunék odstfedénim by mélo byt provedeno
do 6 hodin, aby nedoslo k chybnym vysledktm vysetieni.
8. Po odstfedéni zlstane na rozhrani plazma/gel urcité mnozstvi
lymfocytt.
9. Neprimérena rychlost odstredovani (vice nez 10 000 RCF) mGze
zpUsobit rozbiti zkumavky PPT™, expozici krvi a mozna zranéni.
10. Zatky vytahujte otocenim a zatdhnutim. Otevirani tocenim palce
se nedoporucuje.
11. Po napichnuti zily mohou na horni ¢asti zatky ulpét stopy krve.
PFfi manipulaci se zkumavkami dbejte na nalezitd bezpec¢nostni
opatreni, aby nedoslo ke kontaktu s krvi.

Vs W

12. Béhem celého monitorovaciho cyklu dodrzujte jednotnou
manipulaci, aby byly zajistény konzistentni vysledky.

13. Nadmérné nebo nedostatecné naplnéni zkumavek bude mit za
nasledek nespravny pomér krve a prisad, a mize vést k nespravnym
vysledkam nebo $patné funkci vyrobku.

14. Rozprasovanim sudeny koagulant (KEDTA) ma bilou barvu.

15. Vzdy pouzivejte vhodné kyvety nebo vlozky do odstFedivk?/.
Pouziti popraskanych zkumavek nebo nadmérné odstredivé sily maze
zpUsobit prasknuti zkumavky a uvolnéni vzorku, kapének a aerosolu
do prostoru odstredivky. Uvolnéni tohoto potencidlné nebezpecného
materialu lze predejit pouzitim specialnich hermeticky uzavienych
oball, v nichz jsou zkumavky béhem odstifedovani uzavieny. Kyvety
nebo vlozky do odstfedivky maji velikosti odpovidat pouzitym
zkumavkam. Pouziti pfilis velkych nebo malych kyvet mize mit za
nasledek rozbiti zkumavek.

16. Poznamka: Pro vysetreni, u kterych interferuje intracelularni DNA,
jako jsou nékterd vysetreni virové zatéze HIV, muze byt zapotrebi
zvlastnich podminek manipulace. Postupujte podle podminek
manipulace stanovenych vyrobcem vysetrovaci sady.

17. Poznamka: Zmrazené zkumavky BD PPT™ se pfi narazu rozbiji.
Aby bylo snizeno riziko rozbiti béhem prepravky, je se zmrazenymi
zkumavkami zapotrebi manipulovat stejne jako se zkumavkami
sklenénymi.

18. Zkumavku nezmrazujte pfimo v polystyrénovém tacku, protoze
by se mohla rozbit.

19. Poznamka: Mrazeni plazmy in situ ve zkumavkach BD PPT™ mUze
byt zakazano u vysetieni, kde maze interferovat intracelularni DNA.
Doporucené pokyny k prepravé a vhodné cykly mrazeni-rozmrazovani
plazmy EDTA urcuje vyrobce vysetfovaci soupravy.

20. Pri zménach typu odbérovych zkumavek, jejich velikosti,
manipulace, zpracovani nebo podminek uchovani u konkrétniho
laboratorniho méreni je nutné zkontrolovat Udaje vyrobce zkumavek
a porovnat je s vlastnimi daty a stanovit/ovérit tak referen¢ni rozsah
pro konkrétni pristroj/¢inidlo. Na zakladé takovych informaci pak
laboratof mlze posoudit, zda jsou dané zmény vhodné.

(Pokracovani)
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Varovani

Dodrzujte obecné zasady bezpecnosti. Pouzivejte rukavice, plaste,
ochranu o¢i, dalsi pomucky osobni ochrany a konstrukéni prvky

k ochrané pred vystfiknutou krvi, prosakujici krvi a pripadnou
expozici patogentdim prenasenym krvi.

Se vSemi biologickymi vzorky a ostrymi predméty potrebnymi pri
odbéru krve (skalpely, jehly, luerové adaptéry, sety na odbér krve)
zachdzejte v souladu se zasadami a normami vaseho zafizeni. V
pripadé jakékoli expozice biologickym vzorkdm (napf. pfi poranéni
pokoikyg vyhledejte adekvatni [ékarskou pomoc - vzorky mohou
prenaset virovou hepatitidu, HIV (AIDS), ¢i jiné infek¢ni choroby.
Pouzivejte integrovany chranic jehly, pokud je jim odbérové
zafizeni vybaveno. Spole¢nost BD nedoporucuje zakryvani
pouzitych jehel krytem. Pokud vsak zasady a postupy vaseho
zatizeni ukladaji jinak, dodrzujte je.

Vsechny ostré predméty po pouziti odhod'te do nadoby urcené pro
biologicky nebezpecny odpad.

Prenaseni vzorku ze stfikacky do zkumavky se nedoporucuje. Dalsi
manipulace s ostrymi predmeéty zvysuje riziko pichnuti. Stisknuti
pistu strikacky béKem prenosu muze navic vytvorit pretlak, ktery
muze vytlacit zatku i vzorek a zpuUsobit potencialni kontaminaci
krvi. Pouziti stfikacky k prenaseni krve mlze také zpusobit
nadmérné nebo nedostatecné naplnéni zkumavek, s nasledkem
nespravného poméru krve a prisad a potencialné nespravnych
vysledkd. Zkumavky s mensim odebranym objemem, nez ktery je u
nich uveden, se mohou pfi plnéni ze strikacky naplnit na mensi nez
uvedeny objem. O pouziti takovych vzorka se poradte s laboratofi.

Pokud je krev odebirana z intravendézni linky (IV), ujistéte se, ze
byla IV linka zbavena IV roztokd, nez za¢nete plnit odbérové
zkumavky. Dodrzeni tohoto pokynu je kriticky dalezité k zamezeni
chybnych laboratornich vysledk( zptsobenych kontaminaci IV
roztokem.

Nedostatecné naplnéni zkumavek bude mit za nasledek nespravny
pomeér krve a pfisad, a mGze vést k nespravnym vysledkiim nebo
Spatné funkci vyrobku.

Zkontrolujte, zda jsou zkumavky pevné ulozeny v kyveté
odstredivky. Nedostatecné usazeni muze vést k oddéleni uzavért
BD Hemogard™ od zkumavky nebo posunuti zkumavky nad
kyvetu. Zkumavka, kterd se posune nad kyvetu, se mize zachytit v
hlavici odstredivky a rozbit se.

Pred pokusem vyjmout zkumavky nechte odstredivku vzdy zcela
zastavit. Poté, co se zastavi hlava odstredivky, otevrete viko a
prohlédnéte zkumavky, zda nejsou rozbité. Pokud zjistite rozbiti,
pouzijte k vyjmuti zkumavek mechanické zafizeni, napriklad klesté
nebo hemostat. Upozornéni: Rozbité zkumavky nevyjimejte rukou.
Pokyny k desinfekci najdete v navodu k odstredivce.

Neni kontrolovan obsah endotoxinG. Krev a krevni slozky odebrané a zpracované
ve zkumavce nejsou urceny pro infuzi nebo zavedeni do lidského téla.
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& BD Vacutainer® PPT™
Klargeringsglas til plasma

DA

Til klargering af ufortyndet plasma til brug med molekylaerdiagnostiske testmetoder

Steril inderside
Til in vitro-diagnostik

Barrieremateriale: Gel.

Indvendigt tilsaetningstof: Tilstraekkeligt KoEDTA til 5 mL/8,5 mL blod

Propsmerelse: Silicone.

TILSIGTET BRUG

BD Vacutainer® PPT™ klargeringsglas til plasma (BD PPT™ prgveglas)
er et evakueret proveglas af plast til opsamling af veneblod, som

ved centrifugering separerer ufortyndet EDTA-plasma til brug ved
molekulaerdiagnostiske testmetoder (sdsom, men ikke begraenset

til, PCR (polymerasekaedereaktion) og/eller bDNA (branched DNA)
-amplifikationsteknikker) eller andre procedurer, hvor et ufortyndet
EDTA-plasmapreeparat er pakraevet som bestemt af laboratoriet.

RESUME OG FORKLARING

Klargering af plasma fra fuldblod er forste trin i mange in vitro-
molekulaer-diagnostiske analyser. BD PPT™ prgveglas giver mulighed
for opsamling, behandling og transport af et ufortyndet EDTA-
plasmapreeparat i et lukket, evakueret system. Proveglassene
indeholder 9 mg og 15,8 mg sprayterret K EDTA, der giver
blodforhold pa 1,8 mg/mL og 1,9 mg/mL, nar det evakuerede
proveglas er fyldt korrekt til enten 5 mL eller 8,5 mL tapningsvolumen.
Proveglasset indeholder ogsa et gelmateriale, der ved centrifugering
danner en barriere mellem plasmaet og de fleste celluleere elementer,
hvilket gor det muligt at transportere BD PPT™ prgveglasset uden at
fjerne plasmaet. Resultatet er et bekvemt, sikkert, enkeltglassystem
til tapning af fuldblod og separering af plasma. Prever kan tappes,
behandles og transporteres in situ, hvilket mindsker muligheden

for eksponering for blodbarne patogener pa tapnings- og
provebehandlingssteder.

OPBEVARING

Opbevar ufyldte proveglas ved 4-25 °C. Begreensede rejsetemperaturer
op til 40 °Ci en samlet tid, der ikke overstiger 10 dage, er acceptabelt.
PROVETAGNING OG -HANDTERING

Ngdvendigt udstyr til prevetagning, der ikke medfolger

1. Alle BD Vacutainer® naleholdere af standardsterrelse kan
anvendes med proveglas pa 13 mm diameter.

2. Alkoholveedet serviet til at rense stedet.

3. Tor, ren gaze.

4. Arepresse.

5. Beholder til bortskaffelse af brugt nal eller nal/holder-
kombination.

Ngdvendigt udstyr til pravebehandling, der ikke medfglger

1. En centrifuge med udsvingsrotor, der kan generere en relativ
centrifugalkraft pa 1.100 x g (RCF) i bunden af proveglasset.

2. Handsker og andet personligt beskyttelsesudstyr, der er
neodvendigt til beskyttelse mod eksponering for blodbarne patogener.

Klargering til prevetagning
Sorg for, at de folgende materialer er let tilgeengelige, for
venepunkturen udfgres:

1. Se pakraevet udstyr ovenfor.

2. Alle nedvendig preveglas, bestemt efter storrelse, tapning
og tilseetningstof.

3. Maerkater til positiv patientidentifikation af prover.

BRUGSANVISNING

1. Klarger venepunkturstedet med et passende antiseptisk
middel. Brug hospitalets anbefalede procedure for standard
venepunkturteknik og prevetagning.

2. Fjern naleheetten.
3. Udfer venepunktur.
4. Seet proveglasset i holderen og skub proveglasset fremad,

indtil proveglassets prop er perforeret.
5. Lasn arepressen, sa snart blod vises i proveglasset.

6. Vent, indtil proveglasset er fyldt til dets angivne volumen og
blodstremmen stopper.

7. Treek proveglasset af ndlen inde i holderen.
8. Fjern proveglasset fra holderen.
9. Efter fuldblodstapning i BD PPT™ prgveglasset vendes BD PPT™

proveglasset straks forsigtigt op og ned 8-10 gange.

10. Efter blanding kan fuldblodspraeparatet opbevares i op til seks
(6) timer ved stuetemperatur, indtil det centrifugeres.

11. Centrifuger BD PPT™ proveglasset i en balanceret centrifuge
med udsvingsrotor ved stuetemperatur ved 1.100 RCF i minimum
10 minutter.

Bemaerk: Brugen af alternative centrifugeringsforhold kan ogsa give
acceptabel ydelse. Dette skal evalueres og valideres af laboratoriet.

12. For at fa en ufortyndet plasmaprove fjernes BD Hemogard™
forseglingen (se afsnittet Vejledning til fjernelse af BD Hemogard™
forsegling) og plasmaet omheeldes til en seerskilt beholder eller
afmales til en seerskilt beholder med en overforselspipette.
BEMARK: Ved anvendelse af en overforselspipette skal man serge
for IKKE at forstyrre gelbarrieren med spidsen af pipetten.

VEJLEDNING TIL FJERNELSE AF BD HEMOGARD™ FORSEGLING

1. Tag fat om BD PPT™ proveglasset med den ene hand, og
placér tommelfingeren under BD Hemogard™ forseglingen (placér
armen pa en solid overflade for at fa ekstra stabilitet). Med den
anden hand vrides BD Hemogard™ forseglingen, mens der samtidig
skubbes op med tommelfingeren pa den anden hand, KUN INDTIL
PROVEGLASPROPPEN ER LOSNET.

2. Fjern tommelfingeren, for forseglingen lgftes. BRUG IKKE
tommelfingeren til at skubbe forseglingen af proveglasset. Forsigtig:
Hvis proveglasset indeholder blod, er der risiko for eksponering. For
at forebygge skader under fjernelse af forseglingen er det vigtigt, at
tommelfingeren, der anvendes til at skubbe opad pa forseglingen,
Tjernes fra proveglasset sa snart BD Hemogard™ forseglingen er
osnet.

3. Loft forseglingen af proveglasset. | det usandsynlige tilfeelde at
plastbeskyttelsen skiller si? fra gummiproppen, MA FORSEGLINGEN
IKKE SAMLES IGEN. Fjern forsigtigt gummiproppen fra proveglasset.
VEJLEDNING TIL GENINDSATTELSE AF BD HEMOGARD™ FORSEGLING
1. Seet forseglingen pa proveglasset igen.

2. Vrid og skub fast ned, indtil proppen er fuldsteendigt sat i
igen. Fuldsteendig iseetning af proppen igen er ngdvendig for, at
forseglingen kan sidde sikkert pa proveglasset under handtering

(fortsat)
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PRZAPARATOPBEVARING OG -TRANSPORT

1. Fuldblod kan opbevares i BD PPT™ proveglasset i op til seks (6)
timer for centrifugering. Centrifugering af en prove, der er opbevaret
i mere end seks (6) timer, kan kraeve validering af hospitalet eller
testlaboratoriet. Se analyseproducentens anbefalede opbevaringstider
og -temperaturer for EDTA-antikoaguleret fuldblod.

2. Plasma kan opbevares og transporteres i BD PPT™ prgveglassene
ved stue- eller kgleskabstemperaturer eller frossent pa teris. Se
analyseproducentens anbefalede opbevaringstider og -temperaturer
for EDTA-plasma.

3. Plasma kan opbevares frossent in situ i BD PPT™ proveglas. Frys
centrifugerede BD PPT™ proveglas lodret i et abent tradstativ ved
-20 °Ci mindst 2 timer. Frosne PPT-proveglas kan dernzest enten
forblive ved -20 °C, overferes til -70 °C eller lavere med henblik pa
yderligere opbevaring, eller forsendes nedfrosne pa teris. Brugere
skal validere deres egen nedfrysnings- og forsendelsesprotokol for
BD PPT™ prgveglas. Bemaerk: Nedfrysning af plasma in situ

i BD PPT™ proveglas kan vaere forbudt for analyser, sasom
HIV-virusmaengdetests, hvor intracellulaert DNA interfererer.

4. Optoe BD PPT™ prgveglassene i et tradstativ ved omgivende
temperatur (18-25 °C). Hvis det overvejes at bruge flere nedfrysnings/
optenings-cyklusser, skal brugere validere deres egen protokol for
nedfrysning/optening for BD PPT™ proveglas.

SYSTEMETS BEGRZANSNINGER

Kvaliteten af det indsamlede blod afheenger af hgjde, omgivende
temperatur, barometertryk, proveglasalder, venetryk og
pafyldningsteknik. Standard centrifugeringsforhold til generering
af plasma til testning udfeelder ikke alle celler fuldsteendigt.
Cellebaseret metabolisme samt naturlig nedbrydning ex vivo kan
derfor pavirke plasma-analytkoncentrationer/aktiviteter ud over
acelluleere aendringer.

Barrierematerialets gennemstremningsegenskaber er
temperaturrelaterede. Gennemstremningen kan blive haemmet,
hvis barrierematerialet nedkgles for eller under centrifugering.
For at optimere gennemstremning og undga opvarmning under
centrifugering skal nedkelede centrifuger indstilles til 25 °C.

Barrierematerialets gennemstremningsegenskaber er RCF-relaterede.
Optimal plasmaseparation og barrieredannelse er mindsket ved
forhold, som er under de anbefalede.

Blodprever skal centrifugeres indenfor seks timer efter tapning.
Erytrocytkontaminering af den separerede, ufortyndede plasmaprove
foreges ved foreget forsinkelse for centrifugering. Provestabilitet

for fuldblod efter seks timer skal valideres af hospitalet eller
testlaboratoriet.

FORBEHOLD OG ADVARSLER

Forbehold

1. Anvend ikke proveglas med fremmedlegemer.
2. Genbrug ikke BD PPT™ prgveglas.

3. Kun indersiden af glasset er steril.

4. Glasset er ikke pyrogenfrit.

5. Anvend ikke BD PPT™ prgveglas efter udlgbsdatoen, som er trykt
pa glassets maerkat.

6. Da dette BD PPT™ progveglas indeholder et kemisk tilseetningsstof
(EDTA), skal der tages foranstaltninger for at forhindre muligt
tilbagelob fra glasset under blodprevetagning. Overhold fglgende
forholdsregler for at forebygge tilbagelgb:

a. Placér patientens arm i en nedadgaende retning.
b. Hold preoveglasset med proppen gverst.
c. Losn arepressen, sa snart blod kommer til syne i proveglasset.

7. Separering af plasma fra celler ved centrifugering skal ske inden
for 6 timer efter tapning for at forhindre fejlagtige testresultater.

8. Efter centrifugering vil nogle lymfocytter forblive ved
plasma/gel-interfacet.

9. Overdreven centrifugeringshastighed (over 10.000 RCF) kan
medfere brud pa BD PPT™ progveglasset, eksponering for blod samt
mulig personskade.

10. Fjern propper med en drej og traeek-beveegelse. Det anbefales
ikke at fjerne propper ved at rulle med tommelfingeren.

11. Efter venepunktur kan toppen af proppen indeholde blodrester.
Brug korrekte forholdsregler, nar proveglassene handteres, for at
undga kontakt med dette blod.

12. Brug ensartet handtering gennem overvagningscyklussen, for
at sikre ensartede resultater.

13. Over- eller underfyldning af proveglas vil resultere i et forkert
forhold mellem blod og tilseetningsstof, og kan fere til forkerte
analyseresultater eller ringe produktydelse.

14. Den sprayterrede antikoagulans (K2EDTA) har en hvid farve.

15. Brug altid egnede holdere eller indsatser. Brug af proveglas

med revner eller skar eller overdreven centrifugeringshastighed

kan forarsage brud pa preveglasset med deraf folgende frigivelse

af prove, draber samt aerosol i centrifugeskalen. Frigivelse af disse
potentielt farlige materialer kan undgas ved at bruge specielt
udviklede forseglede beholdere, hvor preveglassene sidder under
centrifugeringen. Centrifugeholdere og -indsatser skal veere af en
storrelse, der svarer til de anvendte proveglas. Brug af holdere, der er
for store eller for sma til preveglasset, kan forarsage brud pa glasset.

16. Bemaerk: Seerlige handteringsforhold kan veere pakraevet for
analyser, sasom HIV-virusmaengdetests, hvor intracelluleert DNA
interfererer. Se analyseproducentens anbefalede handteringsforhold.

17. Bemaerk: Frosne BD PPT™ prgveglas kan ga itu, hvis de udseettes
for sted. For at reducere risikoen for beskadigelse under forsendelse
sl}(cal frosne proveglas behandles pa samme made som proveglas

af glas.

18. Frys ikke preoveglas lodret i skumplastbakker, da det kan forarsage
at proveglassene revner.

19. Bemeerk: Nedfrysning af plasma in situ i BD PPT™ proveglas
kan veere forbudt for analyser, hvor intracellulaert DNA inter?ererer.
Konsultér analyseproducenten vedregrende anvisninger for anbefalet
trlansport og tilladte nedfrysnings/optenings-cyklusser for EDTA-
plasma.

20. Nar man eendrer type, storrelse, handtering, behandlings-
eller opbevaringsforhold for blodtapningsglas fra en hvilken

som helst producent for en specifik laboratorieanalyse, skal
laboratoriepersonalet gennemse proveglasproducentens data og
deres egne data for at etablere/verificere referenceomradet for et
specifikt instrument/reagenssystem. Baseret pa disse oplysninger
kan laboratoriet bestemme, om andringer er passende.

(fortsat)
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Advarsler

Overhold universelle forholdsregler. Brug handsker,
operationskitler, gjenbeskyttelse, andet personligt
beskyttelsesudstyr og tekniske kontroller for at beskytte mod
blodsteenk, blodlaekage og mulig eksponering for blodbarne
patogener.

2. Alle biologiske prever og blodtapningsudstyr (lancetter,
kanyler, lueradaptere og blodtapningssaet) skal handteres i
overensstemmelse med hospitalets regler og procedurer. Seg
relevant laegehjeelp i tilfeelde af eventuel eksponering for
biologiske prover (for eksempel gennem en stikskade), da
preverne kan overfere viral hepatitis, HIV eller andre blodbarne
patogener. Benyt den indbyggede nalehaette, hvis en sadan
forefindes pa blodtapningsudstyret. BD anbefaler ikke placering
af heetter pa brugte kanyler. Hospitalets regler og procedurer kan
dog afvige fra dette, og skal altid overholdes.

3. Bortskaf alle blodopsamlingsglas i beholdere til biologisk farligt
affald, som er godkendt til bortskaffelse af disse.

Overfor ikke en prove fra en kanyle til et proveglas. Yderligere
manipulering af nale foreger muligheden for nalestikskader. Hvis
der trykkes pa kanylestemplet under overforslen, kan der desuden
dannes et positivt tryk, som fortreenger proppen og preven

og forarsager potentiel blodeksponering. Brug af en kanyle til
blodoverfersel kan ligeledes forarsage over- eller underfyldte
proveglas, hvilket kan resultere i et forkert forhold mellem

blod og tilseetningsstof og potentielt forkerte analyseresultater.
Proveglas med en tapningsvolumen, som er mindre end de
synligt angivne dimensioner, vil muligvis ikke fyldes til den
angivne volumen, nar de fyldes med en kanyle. Laboratoriet skal
konsulteres vedrgrende brugen af disse prover.

5. Hvis blod tappes gennem en intravengs (drop) slange, skal
det sikres, at slangen er blevet temt for dropopla@sning, for
blodopsamlingsglassene begynder at fyldes. Dette er vigtig for at
undga fejlagtige laboratoriedata pa grund af kontaminering med
dropoplgsning.

6. Underfyldning af preveglas vil resultere i et forkert forhold
mellem blod og tilseetningsstof, og kan fere til forkerte
analyseresultater eller ringe produktydelse.

7. Serg for, at preveglassene er korrekt placeret i
centrifugeholderen. Proveglas, der ikke er sat fuldsteendigt
i, kan forarsage adskillelse af BD Hemogard™ forseglingen
fra proveglasset eller at proveglasset stikker ud af
holderen. Prgveglas, der stikker ud af holderen, kan ramme
centrifugehovedet og ga i stykker.

8. Lad altid centrifugen stoppe helt, inden proveglassene fjernes.
Nar centrifugehovedet er stoppet, skal laget abnes og centrifugen
skal efterses for eventuelle knuste prgveglas. Hvis der konstateres
brud, skal man benytte en mekanisk anordning sasom en pincet
eller en arterieklemme til at fjerne proveglassene. Forsigtig:

Fjern ikke knuste preveglas med handen. Se centrifugens
brugervejledning vedrgrende anvisninger i desinficering.

9.  Endotoxin ikke kontrolleret. Blod og blodkomponenter, som indsamles
og behandles i preveglasset, er ikke beregnet til infusion eller indfersel i
menneskekroppen.
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& BD Vacutainer® PPT™

Plasma Preparation Tube

D)

Far die Vorbereitung von unverdinntem Plasma mit molekulardiagnostischen Testverfahren

Steriles Inneres
Zur In-vitro-Diagnostik

Trennmaterial: Gel.

Zusatz, innen: Ausreichendes K;EDTA fur 5 mL/8,5 mL Blut

Stopfenschmiermittel: Silikon.

VERWENDUNGSZWECK

Das BD Vacutainer® PPT™-Plasma Preparation Tube (BD PPT™-
Rohrchen) ist ein Kunststoffvakuumréhrchen fur die Entnahme von
Venenblut, das unverdiinntes EDTA-Plasma nach dem Zentrifugieren
fur die Verwendung mit molekulardiagnostischen Testverfahren (unter
anderem PCR - Polymerasekettenreaktion und/oder bDNA - verzweigte
DNA-Amplifizierungstechnik) oder anderen Verfahren separiert, in
welchen unverdiinnte EDTA-Plasmaproben fur die Untersuchung im
Labor bendétigt werden.

ZUSAMMENFASSUNG UND ERKLARUNG

Die Vorbereitung von Plasma aus Vollblut ist der erste Schritt vieler
molekulardiagnostischer In-vitro-Tests. Das BD PPT™-Réhrchen
ermoglicht die Entnahme, die Verarbeitung und den Transport

von unverdinnten EDTA-Plasmaproben in einem geschlossenen
Vakuumsystem. Die Réhrchen enthalten 9 mg bzw. 15,8 mg
sprihgetrocknetes KoEDTA, das zu einem Verhaltnis von

1,8 mg/mL bzw. 1,9 mg/mL Blut fuhrt, wenn das Vakuumréhrchen
korrekt mit dem Entnahmevolumen von 5 mL bzw. 8,5 mL befullt
wird. Das Réhrchen enthélt auBerdem ein Gel, das nach dem
Zentrifugieren eine Barriere zwischen dem Plasma und den meisten
Zellenelementen bildet, damit das BD PPT™-R&hrchen ohne Entnahme
des Plasmas transportiert werden kann. Das Ergebnis ist ein bequemes,
sicheres System mit einem einzigen Réhrchen flr die Entnahme von
Vollblut und die Separation von Plasma. Die Proben kénnen in-situ
entnommen, verarbeitet und transportiert werden, wodurch sich die
Moglichkeit des Kontakts mit durch Blut Ubertragenen Pathogenen
bei der Entnahme und Probenverarbeitung verringert.

AUFBEWAHRUNG

Leere Rohrchen sind bei 4-25 °C aufzubewahren. Kurzfristig sind
Temperaturabweichungen bis zu 40 °C, fir eine Gesamtzeit von
maximal 10 Tagen, zulassig.

PROBENENTNAHME UND -HANDHABUNG

Bendtigtes, jedoch nicht mitgeliefertes Arbeitsmaterial fiir die
Probenentnahme

1. Alle BD Vacutainer®-Nadelhalter in StandardgréBe kénnen mit
13-mm-Réhrchen verwendet werden.

2. Alkoholtupfer fur die Reinigung der Entnahmestelle.

3. Trockene, saubere Einweg-Gaze.

4. Stauschlauch.

5. Kanulenentsorgungsbehalter fur gebrauchte Kantlen oder
Kanulen-/Halterkombination.

Bendtigtes, jedoch nicht mitgeliefertes Arbeitsmaterial fiir die
Probenverarbeitung

1. Zentrifuge mit Ausschwingrotor, die eine relative
Zentrifugalbeschleunigung von 1.100 x g (RZB) am Réhrchenboden
erzeugen kann.

2. Handschuhe und bei Bedarf andere personliche Schutzausristung
zum Schutz vor durch Blut Ubertragenen Pathogene.

Vorbereitung der Probenentnahme

Vor der Venenpunktion mussen die folgenden Materialien vorhanden
sein:

1. Siehe vorstehendes bendétigtes Arbeitsmaterial.

2. Alle notwendigen Réhrchen, gekennzeichnet nach GroBe,
Entnahme und Zusatz.

3. Etiketten fur die positive Identifizierung des Patienten der Proben.

GEBRAUCHSANWEISUNG

1. Die Venenpunktionsstelle mit einem geeigneten Antiseptikum
behandeln. Es sind die standardmé&Bigen Verfahren der Einrichtung
fur die Venenpunktion und Probenentnahme einzuhalten.

2. Kanulenschutz abnehmen.
3. Venenpunktion vornehmen.

4. Das Rohrchen in den Halter setzen und vorwarts schieben, bis der
Stopfen durchstochen ist.

5. Stauschlauch 16sen, sobald das Blut in das Réhrchen flieBt.

6. Warten, bis das erste Réhrchen bis zum angegebenen Volumen
gefullt ist und der Blutfluss stoppt.

7. Roéhrchen im Halter von der Kandule ziehen.
8. Rohrchen aus dem Halter nehmen.

9. Nach der Entnahme von Vollblut im BD PPT™-Réhrchen ist
das BD PPT™-R6hrchen sofort und vorsichtig acht- bis zehnmal
umzuschwenken.

10. Nach dem Mischen kann die Vollblutprobe bis zum Zentrifugieren
bis zu sechs (6) Stunden bei Raumtemperatur aufbewahrt werden.

11. Das BD PPT™-Rohrchen in einer ausgewuchteten Zentrifuge mit
Ausschwingrotor bei Raumtemperatur mit 1.100 RZB fur mindestens
zehn (10) Minuten. zentrifugieren.

Hinweis: Unter abweichenden Zentrifugenbedingungen kann die
Qualitat ebenfalls akzeptabel sein; dies ist im Labor zu bewerten und
zu Uberprufen.

12. Um eine unverdiinnte Plasmaprobe zu erhalten, den

BD Hemogard™-Verschluss entfernen (siehe den Abschnitt
~Anweisungen fir das Entfernen des BD Hemogard™-Verschlusses”)
und das Plasma in einen separaten Behalter abgieBen bzw. eine
Teilmenge mit einer Transferpipette in einen separaten Behalter
geben. HINWEIS: Bei Verwendung einer Transferpipette darf die
Gelsperre NICHT mit der Pipettenspitze verletzt werden.

ANWEISUNGEN FUR DAS ENTFERNEN DES
BD HEMOGARD™-VERSCHLUSSES

1. Das BD PPT™-ROhrchen mit einer Hand festhalten und den
Daumen unter den BD Hemogard™-Verschluss legen. (Um die
Stabilitat zu erhohen, den Arm auf eine stabile Oberflache legen.)
Mit der anderen Hand den BD Hemogard™-Verschluss drehen und
gleichzeitig den Daumen der anderen Hand nach oben schieben,
NUR SOLANGE, BIS SICH DER ROHRCHENVERSCHLUSS LOST.

2. Den Daumen vor dem Anheben des Verschlusses wegziehen. Den
Verschluss NICHT mit dem Daumen vom Rohrchen schieben.

Vorsicht: Wenn das Rohrchen Blut enthélt, besteht Expositionsgefahr.
Um Verletzungen beim Entfernen des Verschlusses zu vermeiden, ist
es wichtig, dass der Daumen, der den Verschluss nach oben schiebt,
keinen Kontakt mehr mit dem Réhrchen hat, sobald sich der

BD Hemogard™-Verschluss |6st.

3. Den Verschluss vom Rohrchen abnehmen. Sollte sich die
Kunststoffbeschichtung einmal vom Gummistopfen 16sen,
was unwahrscheinlich ist, DEN VERSCHLUSS NICHT WIEDER
ZUSAMMENSETZEN. Den Gummistopfen sehr vorsichtig vom
Rohrchen entfernen.

ANLEITUNGEN FUR DAS WIEDERAUFSETZEN DES
HEMOGARD™-VERSCHLUSSES
1. Den Verschluss wieder auf das Rohrchen setzen.

2. Mit einer Drehbewegung fest nach unten schieben, bis der
Stopfen vollkommen einrastet. Der Stopfen muss vollstandi
eingefuhrt werden, damit der Verschluss wahrend der Hanc?habung
sicher auf dem Rohrchen sitzt.
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AUFBEWAHRUNG UND TRANSPORT VON PROBEN

1. Vollblut kann vor dem Zentrifugieren bis zu sechs (6) Stunden

im BD PPT™-R6hrchen aufbewahrt werden. Das Zentrifugieren von
Proben, deren Aufbewahrungszeit (6) Stunden Uberschreitet, muss
ggf. von der Einrichtung oder dem Testlabor validiert werden. Die
Empfehlungen fur Aufbewahrungsdauer und Temperaturen von EDTA
anti-koaguliertem Vollblut sind den Anweisungen des Testherstellers
zu entnehmen.

2. Plasma kann bei Raum- oder Kuhlschranktemperatur oder
gefroren auf Trockeneis in BD PPT™-Rohrchen aufbewahrt und
transportiert werden. Die Empfehlungen fur Aufbewahrungsdauer
und Temperaturen fur EDTA-Plasma sind den Anweisungen des
Testherstellers zu entnehmen.

3. Plasma kann gefroren in situ im BD PPT™-R6hrchen aufbewahrt
werden. Die zentrifugierten BD PPT™-Réhrchen aufrecht stehend in
einem offenen Drahtgestell fir mindestens zwei Stunden bei

-20 °C einfrieren. Gefrorene PPT-R6hrchen kénnen entweder bei -20 °C
aufbewahrt, bei -70 °C oder niedriger fur die weitere Aufbewahrung
gelagert oder gefroren auf Trockeneis transportiert werden. Die
Anwender sollten ihr eigenes Gefrier- und Versandprotokoll fur die
BD PPT™-R6hrchen validieren. Hinweis: Gefrorenes Plasma in situ in
BD PPT™-R6hrchen kann u. U. fiir bestimmte Tests nicht zulassig sein,
wie etwa fiir einige HIV-Tests zur Viruslastbestimmung, bei denen
intrazellulare DNA interferiert.

4. Die BD PPT™-R6hrchen sind bei Raumtemperatur (18-25 °C) in
einem Drahtgestell aufzutauen. Bei mehreren Gefrier-/Auftauzyklen
sollten die Anwender das eigene Gefrier-/Auftauprotokoll fur die
BD PPT™-R6hrchen validieren.

SYSTEMBESCHRANKUNGEN

Die Menge des entnommenen Blutes variiert je nach Hohenlage,
Umgebungstemperatur, Luftdruck, Alter des Rohrchens, Venendruck
und Fulltechnik. Bei standardmaBigen Zentrifugierungsbedingungen
fur die Erzeugung von Plasma fur Tests werden nicht alle Zellen
vollstandig sedimentiert. Der zellbasierte Stoffwechsel sowie

die natUrliche Zersetzung ex vivo kénnen daher die Serum-/
Plasma-Analytkonzentrationen/-aktivitaten Uber nichtzellulare
Veranderungen hinaus beeinflussen.

Die FlieBeigenschaften des Trennmaterials sind temperaturabhéangig.
Der Fluss kann gehemmt sein, wenn die R6hrchen vor oder wahrend
der Zentrifugation gekthlt werden. Um einen optimalen Fluss zu
gewahrleisten und eine Aufheizung wahrend des Zentrifugierens zu
vermeiden, sollten gekuhlte Zentrifugen auf 25 °C eingestellt werden.

Die FlieBeigenschaften des Trennmaterials hangen von der RZB

ab. Die optimale Separierung des Plasmas und die Barrierebildung
verschlechtern sich bei Werten, die unter den empfohlenen liegen.
Die Blutproben sind innerhalb von sechs Stunden nach der Entnahme
zu zentrifugieren. Die Erythrozytenkontaminierung der separierten
unverdinnten Plasmaprobe erhéht sich bei héherer Zeitspanne bis
zum Zentrifugieren. Die Stabilitat von Proben mit Vollblut nach mehr
als sgchs Stunden sollte in der Einrichtung oder im Testlabor Uberpruft
werden.

VORSICHTSMASSNAHMEN UND WARNHINWEISE
VorsichtsmaBnahmen

1. Keine Réhrchen verwenden, in denen sich Fremdpartikel befinden.
2. BD PPT™-R6hrchen nicht wiederverwenden.

3. Nur die Innenseite des Réhrchens ist steril.

4. Das Rohrchen ist nicht pyrogenfrei.

5. Die BD PPT™-R6hrchen nach dem auf dem Etikett aufgedruckten
Verfallsdatum nicht mehr verwenden.

6. Dieses BD PPT™-Rohrchen enthélt einen chemischen Zusatz
(EDTA). Daher sind MaBnahmen einzuleiten, um einen moéglichen
Ruckfluss aus dem Réhrchen wahrend der Blutentnahme zu
verhindern. Zum Schutz vor Ruckfluss sind die folgenden Hinweise
zu beachten:

a. Den Arm des Patienten nach unten richten.
b. Rohrchen mit dem Stopfen nach oben halten.
c. Stauschlauch l6sen, sobald das Blut in das Rohrchen flieB3t.

7. Das Plasma sollte innerhalb von sechs (6) Stunden nach der
Entnahme mittels Zentrifugieren von den Zellen separiert werden,
um fehlerhafte Testergebnisse zu vermeiden.

8. Nach dem Zentrifugieren verbleiben noch einige Lymphozyten an
der Grenzschicht zwischen Plasma und Gel.

9. Bei hohen Zentrifugiergeschwindigkeiten (Uber 10.000 RZB)
kann das BD PPT™-Rohrchen brechen, Blut freigesetzt werden und
Verletzungsgefahr bestehen.

10. Gummistopfen mit einer Drehbewegung abziehen. Das Entfernen
durch Abrollen mit dem Daumen wird nicht empfohlen.

11. Nach der Venenpunktion kann das Oberteil des Stopfens Restblut
enthalten. Beim Umgang mit R6hrchen Vorsicht walten lassen, um den
Kontakt mit diesem Blut zu vermeiden.

12. Wahrend des Uberwachungszyklus sind einheitliche
Handhabungstechniken anzuwenden, damit einheitliche Ergebnisse
gewabhrleistet sind.

13. Die Unter- oder Uberfullung der Réhrchen fuhrt zu einem falschen
Verhaltnis von Blut und Zusatzstoff und kann die Analyseergebnisse
verzerren bzw. kann die Produktleistung beeintrachtigen.

14. Das spruhgetrocknete Antikoagulans (K2EDTA) ist weil.

15. Es sind immer die entsprechenden Trager oder Einsdtze zu wahlen.
Die Verwendung von Réhrchen mit Rissen oder Spriingen sowie

zu hohe Zentrifugengeschwindigkeit kdnnen zum Zerbrechen der
Réhrchen fuhren, dabei kann Probe freigesetzt werden und es kdnnen
sich Tropfchen und Aerosol in der Zentrifugentrommel sammeln. Die
Freisetzung dieser potenziell gefahrlichen Materialien kann durch

den Einsatz speziell entwickelter, abgedichteter Behélter verhindert
werden, in welchen die Roéhrchen wahrend des Zentrifugierens
platziert werden. Die GroBe der Zentrifugentrager und -einsatze sollte
fur die zu verwendenden Réhrchen ausgelegt sein. Wenn die Trager
zu groB oder zu klein fur das Réhrchen sind, kann es zerbrechen.

16. Hinweis: Fur bestimmte Tests, wie etwa fur einige HIV-Tests zur
Viruslastbestimmung, bei denen intrazellulare DNA interferiert. gelten
moglicherweise spezielle Handhabungsbedingungen. Wenden Sie

sich beztglich der empfohlenen Handhabungsbedingungen an den
Hersteller des Tests.

17. Hinweis: Die gefrorenen BD PPT™-Rohrchen kénnen bei StoBen
zerbrechen. Um das Risiko des Zerbrechens wahrend des Transports zu
verringern, sollten gefrorene R6hrchen ebenso vorsichtig gehandhabt
werden wie Glasréhrchen.

18. Rohrchen nicht aufrecht in einem Styroporstéander einfrieren; die
Rohrchen kénnten platzen.

19. Hinweis: Das Einfrieren von Plasma in situ in BD PPT™-R6hrchen
kann fur bestimmte Tests, bei denen intrazelluldre DNA interferiert,
nicht zulassig sein. Die Transportanleitungen und die zulassigen
Gefrier-/Auftauzyklen fur EDTA-Plasma sind beim Hersteller des Tests
zu erfragen.

20. Wenn Typ, GroBe, Handhabung, Verarbeitung oder
Lagerbedingungen fur Blutentnahmer&hrchen eines Herstellers fur
ein bestimmtes Labortestverfahren verandert werden, muss das
Laborpersonal die Daten des Herstellers sowie die eigenen Daten
heranziehen, um den Referenzbereich fur ein bestimmtes Instrument/
Reagenziensystem zu Uberprufen. Basierend auf diesen Informationen
kann das Labor dann entscheiden, ob Verdnderungen vorgenommen
werden sollten.

(Fortsetzung)
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Warnhinweise

Es sind allgemeingultige VorsichtsmaBnahmen anzuwenden.
Handschu%e, Kittel, Augenschutz und sonstige personliche
Schutzausristungen sowie technische Kontrollen zum Schutz vor
Blutspritzern, auslaufendem Blut und zum Schutz vor durch Blut
Ubertragenen Pathogenen verwenden.
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Krankheitserreger Ubertragen kénnen. Der integrierte . . . -
Kanulenschutz ist zu verwenden, sofern das Blutentnahmesystem Holodniy M, Rainen L, Herman S, Yen-Lieberman B: Stability of plasma
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Vorschriften in lhrer Einrichtung kénnen jedoch davon abweichen
und mussen stets eingehalten werden. TECHNISCHER KUNDENDIENST

3. Alle mit Blut kontaminierten spitzen und scharfen Gegenstdnde in

4.

6.

dafur zugelassenen Behaltern fur biogefahrliche Abfalle entsorgen.

Proben nicht aus einer Spritze in ein Réhrchen Gbertragen. Die
zusatzliche Handhabung von spitzen und scharfen Gegenstanden
erhoht die Verletzungsgefahr durch Nadelstiche. Hinzu kommt,
dass, wenn der Spritzenkolben wéhrend der Ubertragung
hinuntergedrickt wird, ein positiver Druck erzeugt werden kann,
durch den sich der Stopfen 16st, und es durch die austretenden
Spritzer ggf. zu Kontakt mit dem Blut kommt. Die Verwendung
einer Spritze fur die Blutibertragung kann auBerdem zu

einer Unter- oder Uberfullung der Réhrchen fuhren, wodurch
das Verhaltnis von Blut und Zusatzstoff verzerrt wird und die
Analyseergebnisse moglicherweise fehlerhaft sind. Rohrchen,
deren Entnahmevolumen kleiner ist als ihre Abmessungen
anzeigen, konnen mit einer Spritze méglicherweise nicht bis zum
angegebenen Volumen gefullt werden. Bezlglich der Verwendung
dieser Proben ist das Labor heranzuziehen.

Wenn Blut Gber eine intravenose (IV)-Leitung entnommen wird,
muss die IV-Lésung vor dem Befullen der Blutentnahmer&hrchen
aus der Leitung entfernt werden. Dies ist unerlasslich, um
fehlerhafte Laborwerte aufgrund einer Beimengung von IV-
FlUssigkeit zu vermeiden.

Die Unter- oder Uberfullung der Réhrchen fiihrt zu einem falschen

Verhaltnis von Blut und Zusatzstoff und kann die Analyseergebnisse

7.

verzerren bzw. kann die Produktleistung beeintrachtigen.

Die Rohrchen mussen richtig im Zentrifugentrager sitzen. Bei
fehlerhafter Platzierung konnte sich der BD Hemogard™-
Verschluss vom Rohrchen 16sen oder das Réhrchen tuber den Trager
hinausragen. Réhrchen, die Gber den Trager hinausragen, kdnnten
den Zentrifugenkopf berthren und dadurch zerbrechen.

Die Zentrifuge muss vor der Entnahme der R6hrchen stets
vollstandig zum Stehen kommen. Nach dem Anhalten des
Zentrifugenkopfes den Deckel 6ffnen und auf zerbrochene
Roéhrchen untersuchen. Ruckstande zerbrochener Rohrchen

mit mechanischen Instrumenten herausnehmen, z. B. mit einer
Pinzette oder GefaBklemme. Vorsicht: Zerbrochene Réhrchen nicht
mit der Hand herausnehmen. Hinweise zur Desinfektion sind dem
Handbuch der Zentrifuge zu entnehmen.

Keine Endotoxin-Kontrolle. Blut und Blutbestandteile, die im
Réhrchen entnommen und verarbeitet werden, sind nicht zur
Infusion oder Einfihrung in den menschlichen Kérper geeignet.
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& BD Vacutainer® PPT™

(EL)

SWANVAPLO TTPOETOLPXOLXG TIARCHXTOG
MO TNV TIPOETOLUGTIX PN XPAKLWHEVOL TIAKOHUATOC YLK XPHOT UE HOPLAKEC

peBAdOLC DLYVWOTLKAG EEETRONG

STelpo e0WTEPLKO o
M« /in vitro SLayvwoTLKA XpAoN

YALKO paypoU: TENN.

EowTepikd TpOaBeTo: KQEDTA emmapkég yia 5 mL/8,5 mL aipaTog

AUTIRVON TIWHUARTOG: SIALKOVN.

MPOBAEMNOMENH XPHZH

To cwAnv&plo TrpoeTolpaoiag TTAGopaTog BD Vacutainer® PPT™
(cwAnvéplo BD PPT™) elvail éva TIARCTLKO TWANVEPLO KEVOD YLX
TN cUANOYR PAeBLKOD aipaTog To oTTol0 KT TN PUYOKEVTPNON
6L0()gwpt§st uUn apatwpévo TIA&oUx EDTA yLa XPNon HE HOPLAKES
peB0dOLC dLAYVWOTIKAG EEETRANG (OTTWC, GAAK OXL GTTOKAELOTLKE,
TeXVIkég PCR — achuodwTh avTidpaon TroAupep&ong, i/ kot

bDNA - TTOMOTIAXTLXOUOG dLAKAXDILTOpEVOL DNA) i &ANEG
dLadLkooieg OTTOUL GTTALTE(TAL VX PN XPAKLWHEVO DElYHX
TIA&OUaTOC EDTA OTIWG TTpoadLoplTeTaL KTTO TO EPYKOTAPLO.

MEPIAHYH KAI ENEZHIHZH

H mpoeTolpaoaia Tou TTAGOUATOC aTTd TO OALKS axipax elvat To
TIPWTO BAUK TTOAAWY HOPLEKWY dLAYVWOTLKWV XVOADTEWY

in vitro. To cwAnv&plo BD PPT™ Traipéxel €V €GO GUANOYNAC,
ETTELEPYNTIOG KL HETAPOPHC PN axpalwpUEVoL delypaTog
TA&OUOTOG EDTA ¢ KAELOTO 0UOTNUX KEVOD. T CWANVAPLX
TrepLéxouvv 9 mg kat 15,8 mg K2EDTA amrognpapévou e PeKxaHo,
atodldovTag avadoyieg 1,8 mg/mL kot 1,9 mg/mL alparog 6Tav
yepioeL owoTd To cWANVEPLO KeVOD éwg Oyko AAYNG E(TE TWV,

5 mL eite Twv 8,5 mL. To cwAnv&plo TrepLEXeL eTTLONG LALKO YEANG
To omroio kT TN uyoKkévTPNON OXNUATICEL Ppaypd avépeoa
OTO TTAGOHO KXL OTNV TIAELOYN@IX TWV KUTTRPLKUWY GTOLXKELWY,
ETTLTPETTIOVTAC TN METXPOP& TOL CwWAnvaplov BD PPT™ XWpLg
XQEALPETN TOL TTAROURTOG. TO XTTOTEAETUX ELVAL EVX EUXPNOTO,
xg@AAEC oOOTNUX EVOC TWANVAPIOL YL TN GUANOYT) OALKOD
alPoTOG KL TO DLXXWPLOHS TOL TIAKTHATOC. MTTOPEL VX YiveL
OUANOYH, ETIEEEPYOOTO KL HETAPOPE TwV deLyp&Twy in situ,
UELWVOVTAC £TOL THV TTOXVOTNTX £kBeong ot TTaBoyova TTou
UETOO(BOVTHL PE TO Klpex OTa ONUeElx TUANOYAG KOL ETTEEEPY TG
delyparoc.

SOYAA=ZH

dul&ooeTe T kevd owAnvépla o Beppokpaaia 4-25 °C. Elval
OTTOdEKTEG DEPUOKPATIEG TTEPLOPLOUEVWIV DLOBPOUWY Ewg 40 °C,
YL CWPELUEVO XPOVO TTOUL dev LTTEPPaiveL TG 10 nuépec.
ZYAAOIH KAI XEIPIZEMOZ TQN AEIFTMATQN

EEOTIALOHOG TTOU XTTXLTELTOL OAA& eV TTopéxeTONL

YLX OUAAOYH SELYH&TWV

1. OmoleodnmoTe B&oelg BeAdvag BD Vacutainer® TuTriko0
HEYEBOULG UTTOPOUV VO XPNOLUOTIOINB00V P CWANVEPLX
dLapéTpou 13 mm.

2. TapTtrdv oAKOOANG Y& kxBapLopd Touv onpeiov.

3. ZTeyvh, kaboapn Y&Ta.

4. MeoTKOC KLMOOTATLIKOG ETTIOETHOC.

5. Aoxelo amoppLYNG BEAGVWY YLX XPNOLHOTIONUEVEG BENOVEG
N oLVOLAOHOUC BeEAOVAC/B&aNC.

EEOTTALOHOG TIOU XTTOULTELTHL XAAX SEV TIXPEXETAL YLK
emeEEPYNOLX BELYHATWV

1. ®uybkevTpog pe pOTOPa xpBPWTOD TOTTOL LKAV VX TTXP&YEL
OXeTKN PLYOKeVTPpO dOvapun 1.100 x g (RCF) oTov Trubpéva Tou
owAnvaplov.

2. TavTix kot GANOG XTOUIKOG EEOTIALOHOC TTPOOTAOTING KT
T0 dé0V YL TNV TTIpoaTaola aTTé ekBean Ot TTxBoydva TToL
METROLdOVTHL PE TO KIMK.

MposToLpaoia yiox cUAAOYR delyparog

BeBotwBeiTe OTL Tt TTXpOk&TW LALKG Elvat e0koAa TTpoaB&atpa
TIPLV TNV EKTEAEON TNG PAEBOTTHPAKEVTNONG:

1. BA. TOV GXTTGLTOVUEVO EEOTTALOUO TTHPATIRVW.

2. Ol T Tt pa{TNTO CWANVEPLY, 0T oTTolox €XeL yivel
TauToTroinon peyéBoug, avappdPnong koL TTPoaBETOUL.

3. ETkéTEC YL OeTIKA TRLTOTTOINON TOL K’OOEVA TWV dELYPXTWV.

OAHTIEX XPHXZHX

1. EtowukoTe To onpelo @AeBoTrapakévTnong He KaTdAANAO
AVTLONTITLKG. XPNOLUOTIOAOTE TN OUVLOTWHEVN SLABLKXTLX TOU
olkelov LOPOUATOG YL TNV TUTTLKH TEXVLK PAEBOTIXPAKEVTNONG
KL T GUANOYN delypaTOC.

2. AQOLPECTE TO TIPOOTATEVTLKO KXAUHMUG ThG BEAOVEC.
3. EKTEAEOTE TN QAEBOTIRPAKEVTNOT).

4. ToToBeTAOTE TO CWANV&PLO 0TN B&ON KKL WOARCTE TO
TWANVAPLO EUTTPOC HEXPL VX dLaTpNBEl TO TG TOL CWANVApPLOUL.

5. ATTENELBEPWOTE TOV TTLECTIKO KLHOOTATLKG ETT{OEOHO HOALG
gpavLoTel To aipo péoa 0To CWANV&pLO.

6. MepLpéveTe va Yep(oeL TO cwANVEpLO éXPL TO dnAwpévo dyko
KOL VX OTAUATATEL 1 pof &iPATOC.

7. TpaBAETE koL ATTOKOANAOTE TO CWANVpPLO aTtd TN BeAdva T
€0WTEPLKO TG B&anc.

8. A@aLpéoTe TO CWANVEPLO aTTO TN B&ao.

9. MeT& Tn GUANOYR OALKOU G{pXTOG 0TO TWANV&pLo BD PPT™,
AVOOTPEPTE KPETWG KAL KTTOHAG TO CwAnvépLlo BD PPT™

8 - 10 wopsc.

10. MeT& TV av&uLEn, To delypa oAtkold aipaTog ptropel var
aTroBnkevuTel £wg €EL (6) Wpeg ot Bepuokpaoio dwpaTiou péXpL
TN QUYOKEVTPNON.

11. duyokevTprioTe To cwAnvéplo BD PPT™ oe LooppoTinuévn
UYOKEVTPO HE pOTOpa apBpwToV TOTIOL OF BEPHOKPATLX
dwpaTtiov ot 1.100 RCF yix 10 AeTIT& KXT' EAXXLOTOV.

Inpelwon: H XpAon eVOANGKTLKWY CLUVONKWY QLYOKEVTPNONG
EVOEXETUL ETTLONG VX TI’POVOLATEL KTTOBEKTH KTTOBOOT. O TIPETTEL
OHWC VX BXELONOYEITAL KXL VX ETTLKUPWVETKL &XTTO TO EPYXOTAPLO.

12.Twx xmmOKTNON PN XPXLWHEVOL SElYHATOC TIAROUKTOG,
a@alpéoTe TO karrékt BD Hemogard™ (BA. Tnv evétnTa Odnyieg
YL& TV opaipson Tou KaTTaklou BD Hemogard”") KoL pETOYYLOTE
TO TTAGOUQ Ot EeXwPLOTO doxelo 1 XwploTe To TAGOUK OF
KA&OPOTK OF EEXWPLOTO doxElo pE XpNON TILTTETAG UETAPOPAC,
THMEIQZH: KaTa Tn XpARon TILUTETAG HETa@Oop&S, BeBawbelte 6TL
AEN SLOTXPROCETAL O PPAYUOC YEANG UE TO GKPO TNG TILTIETKC.

OAHTFIEZ TIA THN A®AIPEZH TOY KAMAKIOY BD HEMOGARD™

1. M&oTe To cwAnvépLo BD PPT™ pe To éva XépL, TOTTODETWVTAC
TOV GVTIXELPOX KATW &TTO TO KXTT&KL BD Hemogard™. (Mo
Tpdobetn oTaOepdTNTX, TOTTOOETAOTE TO Bpaxxiova oe oTepPen
eTTLPAVELX). Me TO GANO XEPL, TTEPLOTPEPTE TO KATT&KL BD Hemo-
gard™ eviy TaUTOXPOVA WOEITE TTPOC T TIAVW PE TOV XVTIXELPK
TOu &AAOU xeptod MONO MEXPI NA XAAAPQSEI TO KAMNAKI TOY
2QAHNAPIOY.

2. ATIOUGKPUVETE TOV XVTIXELPK TIPLV AVKONKWOETE TO KATTAKL.
MH XpNOLUOTIOLELTE TOV KVTIXELPX YLK VO WONOETE KAl V& By&AeTE
TO KXTT&KL 6116 TOo WANVEPLO. Mpogoxn: AV To CWANVEPLO
TrEPLEXEL XX, LPLOTATHL KIVBUVOG £kBeONC. M V& aTTO@OYETE
TOV TPRUUGKTLOMO KATE TNV KQOGI{PETN TOL KATTAKLOY, (VAL
ONUAVTLKO 0 AVTIXELPKG TTOL XPNTLHOTIOLELTAL YL THY WBnon
TTPOC T& TIAVW TOU KATTAKLOU VX XTTOHOKPOVETAL ot TO
TWANVEPLO HOALG XOAXPWOEL TO KXTTakL BD Hemogard™.

3. AVOONKWOTE TO KATTAKL K&XL XTTOUXKPUVETE TO GTTO TO
TWANV&PLO. ZThV GTTLOVN TTEPLTITWON dLAXWPLOHOV TOL
TIAXOTLKOD TTPOCTHTEVTIKOU GTTO TO EANOTIKO TTWHX, MHN
ENANAZYNAPMOAOTEITE TO KAMNAKI. A@aiLpéoTe TTPOTEKTLKK

TO EAXOTLKO TTWHX KTTO TO CWANVEPLO.

OAHTIEX T'A THN ENMANATOMNOOGETHXH
TOY KAMNAKIOY BD HEMOGARD™
1. ETTavaToTTO0£TAOTE TO KXTTAKL TTAVW XTTO TO CWANVEPLO.
2. MeploTpéPTe KAL WONOTE TIPOC TK KATW OTHOEPK
HEXPL TO TIDHA Vo E3P&TETAL KL TIAAL TTARpwC. H TTAAPNG
ETTAVATOTIO0ETNON TOU TIWHUARTOG E(VAL XTTAPAITATN YLK VO
TIPXUEIVEL TO KATTAKL PE XOPEAELX OTO TWANVEPLO KXT TN
dL&pPKELX TOL XELPLOUOD.

(Cuvvéxeia)
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®YAAZH KAl META®OPA AEITMATQN

1. OAwoé aipa prropel var arroBnkeuTel 0To cwAnvépto BD PPT™
£WG £EL (6) WPEC TIPLV OTTO Tr) (PUYOKEVTPNOT. PUYOKEVTPNON
delypatog o€ TrEPi0d0 pHEYAADTEPN TWV EEL (6) WPV EVOEXETAL
Vo QT TEL ETTLKUPpWON oTTd To OLkelo (Bpupa 1 To EpyaTrPLO
€EETAONG. ZUUPBOVAEVTELTE TOUC TUVIOTWHEVOUG XPOVOUG KL
Bepuokpaoieg TOL KATAOKELKOTA TNG AVAALONG YLX TO ONLKO
GLUX PE QXVTLTTINKTLKO EDTA.

2. To TTAGOMO UTTOPEL VX (QUAKOTOETAL KKL VX HETRPEPETAL OTO
owAnvépto BD PPT™ gt Beppokpacieg dwpatiov i Wuxdueveg A
KXTEYULYHEVO OE ENPO TIRYO. ZUUPBOVAEVTELTE TOUG TUVIOTWHEVOUG
XPOVOUC KOl BEPUOKPROIEC TOL KATROKELKOTH TNG AVAALONG YLK
TIAGopx EDTA.

3. To TA&OUQ PTTOPEL Vo QUAKTOETAL KXTEYUYHEVO in situ

gTO GWAnv&pLo BD PPT™, KO(TO(gUETE TQX (PUYOKEVTPNOEVTX
[cwAnvépLax BD PPT™ ge 6pBlax Béan o€ avolxTh gupuéTivn
B&on oTnptEng oToug -20 °C yia 2 WPeg kAT EAGXLOTOV. T
KOTEYLYUEVX CWANVEPLK PPT ptropolv 0Th OUVEXELX E(TE VX
Trpaxpelvouv aToug -20 °C, va UeTapepBoulv aToug -70 °C

1 XXUNAOTEPX YLK TIEPALTEPW QUAGEN N VO XTTOCTOAOOY
KOTEYUYHEVK OF ENpO TT&yo. OL XPOTEC TIPETTEL VX ETTLKUPUIVOLV
TO OLKO TOUC TTIPWTOKOANO KAXTEWUENG KKL KTTOTTOAAC YLK T
owAnvépio BD PPT™. Inpeiwon: H kxt&PpuEn MARoUXTOG in
situ oe cwAnvépLx BD PPT™ £V8£)(£Tou VO XTTRYOPEVETAL YLX
AVOADCELG OTTWG OPLOHEVEG EEETROELG LLKOU opTiov HIV, oTig
oTroleg TTpeUPEAANETAL EVOOKULTTAPLO DNA.

4. AtTopOETE T cwANV&pLx BD PPT™ ge cupudTivn B&on
OTHPLENG o€ Bepuokpaaia eptp&ANovTog (18-25 °C). Katd Tn
MENETN XPAONG TTOAKTIAWY KOKAWY KATXWYULENC/ATTOYLENG,
OL XPOTEC TIPETTEL VX ETTLKUPWVOUY TO dLKO TOLG TIPWTOKOANO
KOXTXWLENG/ATTOWLENC YLk CwANV&pLa BD PPT™,

MEPIOPIZMOI TOY ZYZTHMATOX

H TT000TNTA TOU AVEPPOPWHEVOL KiPKTOG dLapEpeL aviAoya Ue
TO LYOUETPO, TN Beppokpaoia TTEPLBAANOVTOG, TN BAPOUETPLKN
TI{e0oN, TNV NALKLX TOU CWANVEPLOL, TN EAERLKA TTLEOT KAL TV
TEXVLKA TTARPWANG. Ot TUTTLKEC TLUVONKEC YLYOKEVTPNONG YLK
dnutoupyia TTAKOUATOG YL EEETAON OEV LTNHATOTIOLO0V EVTENDG
SN Tor KOTTopaX. AVTLOTOIX WG, HETXBONLOUOG pE B&ON TO KOTTKPO
OTTWG KL N (PUOLKA KTTOOOUNGT ex ViVo UTTOPEL V& eTTnpe&Touv
TLG OLYKEVTPWOELG/SpAaTNPLOTNTEG TOL AVOADTN TIAKTHATOG
TIEPAV TWV PN KUTTRPLKWYV GANXYWV.

OL 13LOTNTEC POAC TOL LALKOD (PPaYHOD o%(sT(COVTou MET
Bepuokpaaia. H pon prropel va TTopepTrodiCeTat edv YuxOel TrpLy
1 KaT& TN SL&PKELX TNG PULYOKEVTPNONG. Mo BEATLOTOTTOINON
TNG PONG K&L XTTOTPOTIN TNG BEPUaVONG KAXTK Th SL&APKELX TN
(UYOKEVTPNONG, pLOUIOTE TLG YUXOUEVEG YLUYOKEVTPOUC OTOUG
25 °C (77 °F).

OL 13LOTNTEG POAG TOL LALKOV ppaypol oxeTiCovTal pe To RCF.

O BEATLOTOC OLAXWPLOPOC TIAKTHATOG KAL OXNHATIOHOC @payHOoD
VTTORKOUITETOL O TUVOAKEG KATWTEPEG TWV TUVLOTWHEVWIV.

To delypoTa alpoTOG TIPETTEL VO (OUYOKEVTPOUVTAL EVTOG £EL
WPWV ATIO TN GUANOYR. H eTTLHOALYOTN TWV EPUOPOKLTTEPWY TOL
SLOXWPLOHUEVOL PN KPXLWHEVOL DELYURTOC TIAROURTOC XUEKVEL
pE TNV ®’0ENON TG KxBLOTEéPNaNG TIPLV TN uyokévTpnon. H
oTaBepOTNTA TOL SelYHATOG T OALKO aipax THEPAV TWV £EL WPV
TIPETTEL VX ETTLKUPWVETKL KXTTO TO OLKELO (DPUHK N TO EPYRTTHPLO
egéTaoNC.

MPO®YAAZEIZ KAI MPOEIAONOIHZEIX

MpouA&EeLg

1. MnV XpnOLUOTIOLE(TE T CWANVEPLX TE TTEPITITWON TTKPOLTLKG
Eévng LANC.

2. Mnv emravaxpnotpoTrote(Te T cwAnvépLx BD PPT™.

3. MOVo To eowTePLKd TOL CWANVAPLOL ElvaL OTE(PO.

4. To CWANVEPLO dev (VAL PN TTUPETOYOVO.

5. Mnv xpnotgotroteite T cwAnvéploe BD PPT™ peté Tnv
nuepopnvia ANENG oL elva TuTTWUEVN OTNV ETIKETX TOL
owAnvapiov.
6. Emeldn ouTtd To cwAnvéplo BD PPT™ mrepLéxel XnuLko
Tp60BeTO (EDTA), TTPETTEL VO AXMBAVOVTAL TIPOPUAREELG YLX TNV
aTToULYN TIBAVAG AVABPOUNG PONRC &TTO TO CWANVEPLO KXTH TNV
apoAnPla, Mo TpooTaaia EvavTL Tng avédpoung pong, Tnpeite
TLG TIKPAKATW TIPOPUAKEELC:

o. ToTrofeTAOTE TO Bpaxlova Tov xoBevh ot KaTwpepn Béon.

B. KpXTAOTE TO CWANVEPLO PE TO TIWUX TIPOG T TTGVW.

Y. ATTEAEUDEPWOTE TOV TILECTLKO KLUOOTATLKO ETTIOETHUO HOALG
EUPAVLOTEL TO K{PX HETK OTO CWANVEPLO.
7. O dlaXxwpLlopdg TAGOUKTOG OTT6 Tor KOTTOPX UE PUYOKEVTPNAN
TIPETTEL VX AXHUPEVEL XWPK EVTOG 6 WPpWV &TTd TN GUANOYH WOTE

V& XTTOPEDYOVTOL AAVOKOTUEVE KTTOTENECURT ECETROTC.

8. MeTd T (pUYOKEVTPNON, OPLOUEVA AEPPOKOTTAPX TTXPAUEVOLY
OTNV ETTLPAVELX ETTRQOAC TTAKTUATOC/ YEANC.

9. YmepBoiikA TaxOTNTX PLYOKEVTPNONG (TTAVW TT6 )
10.000 RCF) evoéxeTal va TIPOKXAETEL Bpabon Tou cwAnvapiov
BD PPT™, ékBean o€ alpa KL TILIOKVO TPRUUKTLOUO.

10. ApaLpeiTe T TTWUOTO PE PLX TIEPLOTPOWLKNA kivnan XENG.
A@aipeon pe KOAON PE TOV QVTIXELPK dEV OUVIOTETAL.

11. MeTd Tn @AeBoTTapakéVTnan, TO TT&VW PEPOG TOL TTWUKTOG
EVOEXETAL VO TTEPLEXEL KATRAOLTTX O{POTOG. AXPETE TLG dEOLTEG
TIPOPUAKEELG KAXTK TO XELPLOUO TWV CWANVAPLWY WOTE Vi
XTTOPUYETE TNV ETTRPN HE TO KiPXK KUTO.

12. ExTehelTe 0poLOUOPQO XELPLOUG T OAN TN SL&PKELX TOL
KOKAOU TTPpOXKOAOVBNONG WOTE VX dLXTOXALCOVTAL TUVETTH
XTTOTEAEOPATX.

13. H uTtepBOALKA A N GTEAAC TIARPWAON TWV CWANVEPLWY EXEL WG
XTTOTENETUXK ETQUAUEVN AVAAOYIX G{HXTOC TIPOC TTPOTHETO LALKO
KQL UTTOPEL VX 0ONYNTEL O ETPOAUEVH KTTOTEAETUATR GVRALONG
1 K&KA &1Tdd00T TOL TIPOLOVTOC.

14.To aTroENPapéVO HE PekaoUO avTLTINKTLKG (KZEDTA) éxel Aeukd
XPWHX.

15. XpnotpoTrole{te TT&vTa KATEAANAOUG Opeic 1 evBEpaTaL.

H xpnon cwAnvopiwyv pe pwypéc ) BpxOopaTa 1 UTTEPBOALKAG
TAXOTNTHG QLUYOKEVTPNONG EVOEXETHL VX TIPOKAAETEL Bpalan
owAnvapiou pe atreNevBépwan delyparog, oTayovidiwy kot
aEPONDUGTOG OTO ETWTEPLKG TOL K&DOL PLYOKEVTPNONG. H
TTEAELBEPWOT) ALTWY TWV duVNTIKE ETTLKIVOLVWY LALKWV pTTOpEL
VO GTTOQEUXOEL PE XPHON ELOLKE OXEDLXOTUEVWIV TPPARYLTUEVWV
doxelwv ot oTTolor Tt CWANVEPLK TOTTOOETOOVTAL KXT& Th
@LYOKEVTPNON. OL POPElG KAL T EVBEUXTO (PUYOKEVTPNONG
TIPETTEL VX EXOLV GVTIOTOLXO HéYEBOG HE TX TWANVAPLX TTOU
XPNaLHoTIooOVTAL. H XpAan LUTTEPBOALKK HEYGAWY N HLKPUWV
POPEWV YLK TO TWANVAPLO EVOEXETKL VX 00NYNTEL og Opadan.

16.3nuelwon: EVOEXETAL VO ATTRLTOOVTAL ELOLKEG OTLVOKEG
XELPLOHOU YL avOADTELG OTTWG OPLOPEVEC ELETROELG LLKOD
@optiov HIV, oTig oTroleg TTapePBEANETAL EVOOKUTTRPLO DNA.
SUUPBOVAEVTEITE TOV KATKOKELXOTH TG AVEALONG YLK TLG
OUVIOTWHEVEG TUVONKEG XELPLOHOD.

17.3nuelwon: Ta kaTePuypéva cwAnvépla BD PPT™ umrdkelvTal
oe Opadon katd TN kpoLon. N va pelwBel o kivduvog Bpabong
KOT& TNV GTTOOTOAN, T KOXTEYUYHEVX TWANVEPLX TTPETTEL V&
QVTLHETWTTICOVTAL OTTWE KKL TX YUKALVX TWANVEPLX.

18. Mnv kaTaxPOxXeTe To cwANvépLo ot 6pbLax Béon oe dloko
T styrofoam dLOTL QUTO UTTOPEL V& TIPOKOAETEL PLWYHEG TWV
owAnvapiwv.

19. Znpeiwaon: H kaT&YuEn TIAKOUOTOG in situ oe cwAnvépLa
BD PPT™ gVOEXETHL V& KTTYOPEVETAL YLK XVOAVTELC OTLG
otrolec TToxpeUBEANeTAL EVEOKLTTAPLO DNA. ZuuBouAevTE(TE TOV
KATXOKELKOTH TG AVEAUONG YLX TLG CUVLOTWHEVEG 0dNYieg
HETAQOPAEC KKL TOUC ETTLTPETTOUEVOLCG KOKAOUG KATRWLENC-
aTTOYLENC Yo NGO EDTA.

20.KéBe wop& Trou oAN&TeL 0 TOTTOC Kot To péyeBog cwAnvapiou
OUANOYNG KLUXTOG OTTOLOLBNTIOTE KATHOKELKTTH, OL SLadLkaaieg
XELPLOMOU KL ETTEEEPYROTLAG N N KATROTKON KTTOOAKELONG YLK
HLx avdAuon g éVot GUYKEKPLUEVO EPYNTTAPLO, TO TIPOCWTTLKS
TOU £pYXOTNPLOL TIPETTEL VXX ETTOVEEETGTEL Tl deEdOUEVL

TOU KXTXOKELAOTH TOL CWANVapiou kaBug kat Tou {dLov

Tou gpyaaTnpiov, yix v kaBopioel/emainBeboeL To 0pog

TIHWY GVXPOPEE YLK €V TUYKEKPLHEVO TOOTHUX opy&vou/ )
avTIdpaoTnplov. Me B&on aUTEC TLG TTANPOWOPIEC, TO TIPOCWTILKS
Tou epyaoTnpiou uTropel oTN CUVEXELX V& aTTOATToEL AV OL
OANQYEC ElVaL EVOEDELYEVEC.

Cuvéxeaia)
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MposldoTrolnoeLg

. TnpelTe TIC YeVIKEC TIPOPUAKEELG. XpNOLUOTIOLELTE Y&VTLK,
TTOdLEC, TTPOOTAO{A HATLIOV, GANOY OXTOHLKO EEOTTALOUOG
TTPOOTAOIXG KAXBWG KAL UNXAVIKOUG ENEYXOUG YL VX
TIPOOTATENEDTE KTTO SLAXLON K{PATOG, dlappon KIPATOG KaL
mOavN ékBson oe TTROOYOVK TTOL PETHOIDOVTAL PE TO KiPK.

. ZUVLOTETAL O XELPLOUOG OAWYV TWV BLOAOYLKWY SELYHETWY KoL
TWV KLXUNPWY 0pY&VWV atpoAniag (Maxotpidia, BeAove,
TTpogappoyelg luer kat oeT atpoAnPiag) ocOUPWVE e TNV
TIOALTLKN KA&L TLG dladlkaaieg Tou olkelou 1OpLUKTOC, Ze
TrepITITWON OTTOLCdATIOTE €KOETNC OE BLONOYLKK DelypaTa
(YL TTPKOELY UK, HETW TPRUUKTIOMOD UE TTRPXKEVTNON),
A&BeTe TNV KATEAANAN LATPLKH POVTIdX, KXOUWGC Ta BElypHOT
€VEXOULV kivduvo peTddoong Loyevolic nraTiTdag, HIV A
AWV TTaOoYOVWY TTOU HETROLOOVTAL pE TO aipa. E@’ doov n
OULOKELN XLUOANYIKG SLXBETEL EVOWUATWHEVO TTPOOTRTEVTLKO
Yyl Tn BeAdva, XpnotLpoTrotoTe To. H BD dgv ouVLOT& TV
ETTRVATOTTIONETNON TOL TTPOCTATEVTIKOD KAAOUUKTOG O€
xpnowotrownpéveg Behdveg. Qotdoo, ot k&Be TrepTITWON
LTTEPLOXOOLV OL TIOALTLKEG kAL OL dLadLkaaieg Tou oLkeloy
OPOPATOC KOUN KOL EXV TTPORAETTOUV KAXTL DLXPOPETLKO.
ATTopplTITETE OAK TOX CWANVEPLX XLUOANWIKG O€
EYKEKPLUEVOUC TTEPLEKTEG YLK BLOAOYLKG ETTLKIVOUVK LALKK.
Mnv peTa@épeTe delyua atrd alplyya g cwAnvéplo. O
TIPOTHETOC XELPLOPOC KLXUNPWV OPYEVWV XUEXVEL TNV
mMOAVOTNTK TPAVUKTLOHOD aTTd BeNbvVa. ETTLTpooBéTwc,

oV TTATATETE TO €UBOAO TNG TUPLYYNG KXTH TN HETRQOPK
ptropel va TtpokAnBel BeTikn Trieon, KL va peTakLvnOEeL
Braiwg To T KoL TO delyUar TTPOKOAWVTAG EVdeXOUEVN
£kBeon 0TO alp. H xpon o0pLyyag yLx T HETAQOPK TOL
XIPXTOC UTTOPEL, ETTLONG, V& TIPOKXAETEL TV TIAPWON

TWV CWANVEPLWYV pE TTEPLOTOTEPN A ALyOTEPT TTOTOTNT

XTTO TNV EVOELKVUOHEVN, PE KTTOTEAECHNX TNV ECPOOXAHEVN
aVoAOY(x alpaTog TTPOg TIPOTOETO LALKO KOiL EVOEXOUEVWG
E0POAUEVE KTTOTEAECTUATH XVEAVONG. SWANVEPLX pE OYKO
AVAPPOPNONG ULKPOTEPO KTTO TLG PALVOUEVLKEG DLKOTHOELG
TTOU UTTOBELKVUOVTOL EVOEXETAL V& UNV YEU(TOULV £wg TO
dnAwpévo YKo Toug 6Ta YepiCouv aTrd olplyya. O TrpéTel
TTAVTX VX OUHBOVAEVETTE TOUG ELOLKOOC EPYATTNPIOL OXETIKK
HE TN XPNON GUTWV TWV dELYHATWV.

. Av 70 aipa gUNNEyETOL pE EVOOPAEBLO owWANVE, BeBalwBeiTe
6TL 0 TeheuTaiOC £XEL KABPLOTEL &XTTO TO EVOOPAEBLO SLEALpK
TPV apXIOETE TNV TIARPWOTN TWV CWANVAPIWY GLUOANYINC.
AUTO lval KploLPNG ONUOOTAC YLK VO XTTOQUYETE ETQOAAUEVX
£pYNOTNPLAKK DESOHEVA AOYW ETTLUONLUVONG HE EVOOPAEBLO
uypo.

H aTeAAg TTAApwON TwV oWANVAPIiwy éxeL WG KTTOTENETHN
E0POAUEVN avadoyio aipaTog TTPOC TTPOTBETO LALKS KAl
HTTOPEL VO 0BNYNOEL OF ECQOAUEV XTTOTENETUATX av&ALONG 1
Kok a1tddoon Tou TTpoldVTOC.

BeBotwOeiTe OTL T& CLWANVEPLX €dPETOVTHL CWOTK OTO
@opéx uYOKevTpou. H aTeAAC €dpaat) B utropoloe va
0dNYNOEL OF SLOXWPLOUOG TwV kaTraklwy BD Hemogard™ otré
TO CWANVEPLO 1] TV ETTEKTAAN TOU TCWANVApPioL TTAVW OTT6
TO POPEX. H ETTEKTARON TOU CWANVAPLOU TTAVW KTTO TO POPEX
B UTTOPOVCE VO EUTIAGKEL UE TNV KEQXAN TG QUYOKEVTPOUL UE
aTTOTENETUX Opahon.

. ApAvete TAVTH TN QUYOKEVTPO VO OTAXUXTATEL EVTEAWG

TIPLV ETTLXELPNOETE VX NPXLPETETE TK CWANVEPLX. ‘OTAV
OTXUXTACEL 1 KEPOAAR TNG q)ugm(svrpou, aVO{ETE TO KATTXKL
koL eTBewpnoTe v TIBavA Bpadon cwAnvapiwy. Av
LTT&PXEL BpON, XPNOLUOTIOLACTE UNXAVIKH TUTKELH OTIWG
AxBIOEC N KLPOOTATN YLK VX KQPXLPETETE T TWANVEPLA.
Mpogoxn: MNV XQALPE(TE TX OTIROUEVH CWANVEPLX HE TO XEPL.
BAéTTe TO €yXELpidLO OBNYLUWV TNG PLYOKEVTPOL YLl 0dNyieg
XTTOAOPVONC.

EvdoToEivn dev eAéyxOnke. To oo KXL T CUOTATLKK TOU
ToU CUANéyoVTAL KoL LTTOBEANOVTAL OF eTTeEEpYNTia EVTOC
TOL CWAAVX dev TTpooplTovTaL Yia £yXuan R ELOXYWYH OTO
avOpWTTILVO CWHA.
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& BD Vacutainer® PPT™

Tubo de preparacion de plasma

®

Para la preparacion de plasma sin diluir para utilizacién con métodos de pruebas diagndsticas moleculares.

Interior estéril
Para uso diagnéstico in vitro

Material de barrera: gel.

Aditivo interior: suficiente K;EDTA para 5 mL/8,5 mL de sangre

Lubricacion del tapén: silicona.

USO PREVISTO

El tubo BD Vacutainer® PPT™ de preparacion de plasma (tubo

BD PPT™) es un tubo de plastico de extraccién al vacio para la
extraccion de sangre venosa que tras la centrifugacién se separa en
plasma con EDTA para su uso en métodos de pruebas diagnosticas
(como PCR: reaccion en cadena de la polimerasa, o bDNA: técnicas de
amplificacion de ADN ramificado, entre otras) u otros procedimientos
en los que el laboratorio determine que se necesita una muestra de
plasma con EDTA sin diluir.

RESUMEN Y EXPLICACION

La preparacion del plasma a partir de sangre entera es el primer
paso en muchos ensayos de diagndéstico molecular in vitro. Los tubos
BD PPT™ proporcionan un medio de extraccién, procesamiento

y transporte de una muestra de plasma con EDTA sin diluir en un
sistema cerrado de extracciéon al vacio. Los tubos contienen 9 mg y
15,8 mg de K7EDTA vaporizado y seco, que producen rendimientos
de 1,8 mg/mLy 1,9 mg/mL de sangre cuando el tubo de extraccién al
vacio se llena correctamente al volumen de extracciéon de 5 o

8,5 mL respectivamente. El tubo también contiene un material de gel
que al centrifugarse forma una barrera entre el plasma y la mayoria
de los elementos celulares, lo que permite el transporte del tubo

BD PPT™ sin tener que retirar el plasma. El resultado es un sistema
comodo y seguro de un solo tubo para la extracciéon de sangre entera
y la separacién del plasma. Las muestras se pueden extraer, procesar
y transportar in situ, reduciendo de esta manera la posibilidad de
exposicion a patégenos de transmisién hematica en los lugares de
extraccion y procesamiento de muestras.

CONSERVACION

Guarde los tubos sin llenar a una temperatura entre 4 y 25 °C. Se
aceptan variaciones de temperatura de hasta 40 °C, para un periodo
de tiempo acumulado inferior a 10 dias.

RECOGIDA Y MANIPULACION DE LAS MUESTRAS

Equipos necesarios no proporcionados para la extraccion de muestras

1. Todos los soportes de agujas BD Vacutainer® de tamafo estandar
se pueden usar con tubos de 13 mm de diametro.

2. Torunda de algodén para limpiar la zona.

3. Gasa limpiay seca.

4. Torniquete.

5. Contenedor de eliminacién de agujas para agujas o combinaciones
de aguja y soporte usadas.

Equipos necesarios no proporcionados para el procesamiento de
muestras

1. Centrifuga de rotor de tipo oscilante capaz de generar una fuerza
centrifuga relativa de 1.100 x g (RCF) en el fondo del tubo.

2. Guantesy los equipos de proteccion personal que sean necesarios
para la proteccidon contra la exposicién a patdégenos de transmision
hematica.

Preparacion para la extraccion de muestras

Asegurese de tener a mano los siguientes materiales antes de realizar
la venopuncién:

1. Vea los equipos necesarios mas arriba.

2. Todos los tubos necesarios, identificados por tamafio, volumen
de extraccién y aditivo.

3. Etiquetas para la identificacion positiva del paciente en las
muestras.

INSTRUCCIONES DE USO

1. Prepare el lugar de la venopuncion con un antiséptico adecuado.
Utilice el procedimiento recomendado por su institucion para la
técnica de venopuncion y extraccién de la muestra estandar.

2. Retire el protector de la aguja.
3. Realice la venopuncién.

4. Coloque el tubo en el soporte y presione el tubo hacia delante
hasta que el tapon se perfore.

5. Suelte el torniquete en cuanto aparezca sangre en el tubo.

6. Espere a que el tubo se haya llenado al volumen necesario y cese
el flujo de sangre.

7. Retire el tubo de la aguja del interior del soporte.
8. Retire el tubo del soporte.

9. Tras la extraccion de la sangre entera con el tubo BD PPT™,
inviértalo suavemente unas 8-10 veces.

10. Una vez mezclada, la muestra de sangre entera se puede guardar
durante seis (6) horas a temperatura ambiente hasta que
se centrifugue.

11. Centrifugue el tubo BD PPT™ en un centrifuga con rotor de tipo
oscilante a temperatura ambiente a 1.100 RCF durante un minimo
de 10 minutos.

Nota: unas condiciones de centrifugacién alternativas también
pueden proporcionar un rendimiento aceptable; previa valoracion
y validacién del laboratorio.

12. Para obtener una muestra de plasma sin diluir, retire el cierre

BD Hemogard™ (consulte las instrucciones para retirar el cierre

BD Hemogard™ en la seccion correspondiente) y decante el plasma
en un recipiente separado o divida en alicuotas en un recipiente
separado mediante una pipeta de transferencia. NOTA: cuando utilice
una pipeta de transferencia, asegurese de NO alterar la barrera de
gel con la punta de la pipeta.

INSTRUCCIONES PARA RETIRAR EL CIERRE BD HEMOGARD™

1. Sujete el tubo BD PPT™ con una mano y coloque el pulgar debajo
del cierre BD Hemogard™. (Para una mayor estabilidad, coloque el
brazo sobre una superficie sélida). Con la otra mano gire el cierre

BD Hemogard™ mientras lo empuja simultdneamente hacia arriba
con el pulgar de la otra mano SOLAMENTE HASTA QUE EL TAPON DEL
TUBO SE SUELTE.

2. Quite el pulgar antes de levantar el cierre. NO use el pulgar para
empujar el cierre y sacarlo del tubo. Precaucion: si el tubo contiene
sangre existe el peligro de exposicion a la misma. Para evitar las
lesiones mientras se retira el cierre es importante que el pulgar que
se utilice para empujarlo hacia arriba deje de estar en contacto con

el tubo en cuanto el cierre BD Hemogard™ se suelte.

3. Levante el cierre del tubo. En el caso improbable de que el
protector de plastico se separe del tapén de goma, NO VUELVA

A MONTAR EL CIERRE. Retire el tapén de goma con cuidado del tubo.

INSTRUCCIONES PARA VOLVER A INTRODUCIR
EL CIERRE BD HEMOGARD™
1. Vuelva a colocar el cierre sobre el tubo.

2. Girey presione el tapon con firmeza hasta que esté totalmente
introducido. Es necesario volver a introducir completamente el
tapon para que el cierre permanezca fijo en el tubo durante la
manipulacion.

(continuacion)
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CONSERVACION Y TRANSPORTE DE LAS MUESTRAS

1. Lasangre entera se puede guardar en los tubos BD PPT™ hasta
seis (6) horas antes de centrifugarla. La centrifugacion de una muestra
que haya estado guardada mas de seis (6) horas requiere la validacion
de la institucién o el laboratorio de analisis. Consulte los tiempos de
conservacion y las temperaturas recomendados por el fabricante del
ensayo para sangre entera anticoagulada con EDTA.

2. El plasma se puede conservar y transportar en los tubos

BD PPT™ a temperatura ambiente, refrigerados o congelados en

hielo seco. Consulte los tiempos de conservacion y las temperaturas
recomendados por el fabricante del ensayo para plasma anticoagulado
con EDTA.

3. El plasma se puede conservar congelado in situ en los tubos

BD PPT™. Congele los tubos BD PPT™ centrifugados en posicion
vertical en una gradilla de alambre abierta a -20 °C durante un
minimo de 2 horas. Los tubos de PPT congelados se pueden conservar
a -20 °C, transferirlos a -70 °C 0 menos para su conservacion a mas
largo plazo o transportarlos congelados en hielo seco. Los usuarios
deben validar su propio protocolo de congelacion y transporte de los
tubos BD PPT™. Nota: la congelacion de plasma in situ en tubos

BD PPT™ puede estar prohibida en ensayos como algunas pruebas
de carga viral de VIH en los que interfiera el ADN intracelular.

4. Descongele los tubos BD PPT™ en una gradilla de alambre a
temperatura ambiente (18-25 °C). Cuando se esté pensando en
multiples ciclos de congelacion/descongelacién, los usuarios deben
validar su propio protocolo de congelacién/descongelacién para los
tubos BD PPT™.

LIMITACIONES DEL SISTEMA

La cantidad de sangre extraida varia con la altitud, la temperatura
ambiente, la presion barométrica, la edad del tubo, la presién venosa
y la técnica de llenado. Las condiciones estandar de centrifugacién
para generar plasma para analizar no sedimentan totalmente todas
las células. Por ello, el metabolismo basado en las células, asi como

la degradacion natural ex vivo puede afectar a las concentraciones/
actividades de analitos de plasma mas alla de los cambios acelulares.

Las propiedades de flujo del material de la barrera estan relacionadas
con la temperatura. El flujo se puede impedir si se enfria antes

o durante la centrifugacion. Para optimizar el flujo y evitar el
calentamiento durante la centrifugacion, establezca las centrifugas
refrigeradas a 25 °C.

Las propiedades de flujo del material de la barrera estan relacionadas
con la RCF. La separacion del plasma y la formacién de la barrera
optimas se ven perjudicadas en condiciones por debajo de las
recomendadas.

Las muestras de sangre se deben centrifugar en un plazo maximo de
seis horas desde su extraccion. La contaminacion por hematies de la
muestra de plasma separado sin diluir aumenta con el tiempo que
transcurra antes de la centrifugacion. La institucion y el laboratorio
analitico deben validar la estabilidad de la muestra en sangre entera
una vez transcurridas seis horas.

PRECAUCIONES Y ADVERTENCIAS
Precauciones

1. No utilice los tubos si contienen alguna materia extraia.

2. No reutilice los tubos BD PPT™.

3. Solo es estéril el interior del tubo.

4. El tubo no es apirégeno.

5. No utilice los tubos BD PPT™ después de la fecha de caducidad

impresa en la etiqueta.

6. Dado que estos tubos BD PPT™ contienen un aditivo quimico
(EDTA), se deben tomar precauciones para evitar un posible retorno
desde el tubo durante la extraccion. Para evitar el retorno, observe las
siguientes precauciones:

a. Coloque el brazo del paciente en posicion descendente.
b. Sujete el tubo con el tapén hacia arriba.
c. Suelte el torniquete en cuanto aparezca sangre en el tubo.

7. Laseparacion del plasma de las células por centrifugacién se debe
realizar en el plazo maximo de 6 horas desde la recogida para evitar
resultados erréneos en el analisis.

8. Tras la centrifugacion en la interfaz de plasma/gel permaneceran
algunos linfocitos.

9. Una velocidad de centrifugacion excesiva (superior a 10.000 RCF)

puede causar que los tubos BD PPT™ se rompan, con el consiguiente
peligro de exposicion a la sangre y de lesiones.
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10. Retire los tapones girandolos y tirando de ellos. No se recomienda
retirarlos pasando el pulgar sobre ellos.

11. Después de la venopuncién, la parte superior del tapon puede
contener sangre residual. Tome las precauciones necesarias a la hora
de manipular los tubos para evitar el contacto con esta sangre.

12. Realice la manipulacion de forma uniforme durante todo el ciclo
de control para garantizar resultados coherentes.

13. El llenado excesivo o insuficiente de los tubos producira una
proporcién de sangre a aditivo incorrecta que puede causar la
obtencion de resultados analiticos incorrectos o un mal rendimiento
del producto.

14. El anticoagulante vaporizado y seco (K2EDTA) es de color blanco.

15. Utilice siempre soportes o insertos adecuados. El uso de tubos
con grietas o desconchones o la velocidad de centrifugacion excesiva
pueden causar que los tubos se rompan y el cuenco de la centrifuga
se manche con gotas o aerosol de la muestra. La liberaciéon de estos
materiales potencialmente peligrosos se puede evitar mediante el
uso de contenedores sellados especialmente en los que se sujetan los
tubos durante la centrifugacion. Los soportes e insertos de centrifuga
deben ser del tamaio especifico para los tubos empleados. El uso de
soportes demasiado grandes o pequefios para el tubo puede hacer
que se rompan.

16. Nota: en determinados ensayos, como algunas pruebas de
carga viral de VIH en los que interfiera el ADN intracelular, se
pueden necesitar condiciones especiales de manipulacién. Consulte
al fabricante del ensayo si desea conocer las condiciones de
manipulaciéon recomendadas.

17. Nota: los tubos de BD PPT™ congelados se pueden romper con un
impacto. Para reducir el riesgo de fracturas durante el transporte, los
tubos congelados se deben tratar de la misma forma que los de vidrio.

18. No congele los tubos en posicidn vertical en una bandeja de
espuma de poliestireno expandido, ya que esto puede causar que los
tubos se agrieten.

19. Nota: la congelaciéon de plasma in situ en tubos de BD PPT™
puede estar prohibida en los ensayos en los que interfiera el

ADN intracelular. Consulte al fabricante del ensayo si desea
instrucciones recomendadas de transporte y los ciclos de congelacion-
descongelacion permitidos para el plasma con EDTA.

20. Siempre que vaya a cambiar de tipo de tubo de extraccién

de sangre de un fabricante, la manipulacién o las condiciones de
procesamiento o conservacion de un ensayo de laboratorio en
particular, el personal del laboratorio debe revisar los datos del
fabricante del tubo y sus propios datos para establecer/ verificar
el rango de referencia para un instrumento o sistema de reactivos
especifico. Sobre la base de esa informacion, el laboratorio puede
decidir si es apropiado realizar los cambios.

(continuacion)
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Advertencias

1. Siga las practicas universales de precaucion. Utilice guantes, batas,
proteccién para los ojos y otros equipos de proteccion personal, asi
como controles de ingenieria para protegerse de las salpicaduras y
fugas de sangre y la posible exposiciéon a patégenos de transmision
hematica.

Manipule todas las muestras bioldgicas y los objetos punzantes
para extraccion de sangre (lancetas, agujas, adaptadores de
conexién y conjuntos de extracciéon de sangre) de acuerdo con las
politicas y los procedimientos de su centro. Obtenga la atencién
médica adecuada en el caso de que quede expuesto a alguna
muestra bioldgica (por ejemplo tras un pinchazo), ya que pueden
transmitir la hepatitis virica, la infeccién por el VIH (SIDA) u otros
patégenos de transmisiéon hematica. Utilice cualquier protector
de aguja integrado, si el dispositivo de extraccién cuenta con uno.
BD no recomienda volver a cubrir las agujas usadas. No obstante,
puede que las politicas y los procedimientos de su centro sean
diferentes. Asegurese siempre de seguirlos.

Deseche todos los objetos afilados de extraccion de sangre en
recipientes para materiales de riesgo bioldgico que hayan sido
aprobados para su desecho.

No transfiera la muestra desde una jeringa a un tubo. La
manipulacion adicional de objetos punzantes, aumenta las
posibilidades de pinchazos accidentales. Asimismo, al presionar el
émbolo de la jeringa durante la transferencia se puede crear una
presién positiva que desplace a la fuerza el tapon y la muestra,
causando salpicaduras y una exposicién a la sangre. Utilizar una
jeringa para transferir sangre también puede causar un llenado
excesivo o insuficiente de los tubos, que cause una proporcion de
sangre a aditivo incorrecta y la posibilidad de obtener resultados
analiticos incorrectos. Los tubos con un volumen de extracciéon
menor a la dimensién aparente indicada puede que no se llenen
con el volumen adecuado cuando se llenan con una jeringa. Se
debe consultar al laboratorio acerca del uso de estas muestras.

Si la sangre se recoge a través de una via intravenosa (IV),
asegurese de que la via esté limpia de solucién IV antes de
comenzar a llenar los tubos de extraccién de sangre. Esto es
fundamental para evitar datos de laboratorio erréneos debido a
contaminacion con liquido IV.

El llenado insuficiente de los tubos producira una proporcién
de sangre a aditivo incorrecta que puede causar la obtencion
de resultados analiticos incorrectos o un mal rendimiento del
producto.

Asegurese de que los tubos estén adecuadamente asentados en el
soporte de la centrifuga. Un asiento incompleto podria producir
la separacion de los cierres BD Hemogard™ del tubo o que el tubo
sobresalga del soporte. Los tubos que sobresalgan del soporte

se podrian quedar atrapados en el cabezal de la centrifuga y
romperse.

Permita siempre que la centrifuga se detenga por completo antes
de intentar retirar los tubos. Cuando el cabezal de la centrifuga
se detenga, abra la tapa y busque si hay algun tubo roto. Si se
encuentra algun desperfecto, utilice un dispositivo mecanico
como férceps o un hemostato para retirar los tubos. Precaucion:
no retire los tubos rotos con la mano. Consulte en el manual de
instrucciones de la centrifuga las instrucciones de desinfeccién.

Endotoxina no controlada. La sangre y componentes sanguineos recogidos y
procesados en el tubo no estan destinados a la infusion o introduccion en el
cuerpo humano.
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& BD Vacutainer® PPT™

Vereplasma Valmistamise Katsuti

@

Lahjendamata plasma valmistamiseks molekulaarsete diagnostiliste testimeetodite kasutamise eesmargil

Steriilne sisemus
In vitro diagnostiliseks kasutuseks

Barjaari materjal: geel.

Sisemine lisaaine: piisav hulk K;EDTA-d 5 mL / 8,5 mL vere jaoks

Korgi méaare: silikoon

SIHTOTSTARVE

BD Vacutainer® PPT™ vereplasma valmistamise katsuti (BD PPT™
katsuti) on vaakumi abil tihjendatud plastist katsuti veenivere
kogumiseks, mis eraldab parast tsentrifuugimist lahjendamata
EDTA plasma molekulaarsetes diagnostilistes testimeetodites (nt,
aga mitte ainult, polimeraasi ahelreaktsioon (PCR — polymerase
chain reaction) ja/voi hargnenud DNA (bDNA - branched DNA)
amplifikatsioonitehnikad) véi muudes protseduurides, kus on vaja
labori maaratud lahjendamata EDTA plasmaproovi, kasutamise
eesmargil.

KOKKUVOTE JA SELGITUS

La preparacion del plasma a partir de sangre entera es el primer
Plasma valmistamine téisverest on paljude in vitro molekulaarsete
diagnostiliste analttside puhul esimene samm. BD PPT™ katsuti
kujutab endast vahendit lahjendamata EDTA plasmaproovi
kogumiseks, to6tlemiseks ja transportimiseks suletud ja vaakumi
abil tihjendatud ststeemis. Katsutid sisaldavad 9 mg ja 15,8 mg
pihustuskuivatatud K2EDTA-d, mille veremaar on 1,8 mg/mL ja

1,9 mg/mL, kui vaakumi abil tihjendatud katsuti on kas 5 mL voi
8,5 mL suuruse kogusega digesti taidetud. Katsuti sisaldab ka
geelmaterjali, mis moodustab parast tsentrifuugimist plasma ja
enamiku rakuelementide vahele barjaari, véimaldades BD PPT™
katsutit transportida plasmat eemaldamata. Tulemuseks on mugav
ja ohutu Uhe katsuti sisteem taisvere kogumiseks ja plasma
eraldamiseks. Proove saab koguda, t66delda ja transportida in situ,
vahendades nii vere kaudu levivate patogeenidega kokkupuutumise
vdimalust proovi kogumise ja to6tlemise kohtades.

SAILITAMINE

Sailitage taitmata katsuteid temperatuuril 4-25 °C. Lubatud on
temperatuuri piiratud koérvalekalded kuni 40 °C, kui kumulatiivne aeg
ei Uleta 10 paeva.

PROOVIDE KOGUMINE JA KAITLEMINE

Proovide kogumiseks vajalikud seadmed, mis ei sisaldu komplektis

1. 13 mm labim&oduga katsutites voib kasutada mis tahes
standardsuurusega BD Vacutaineri® néelahoidikuid.

2. Alkoholiga immutatud vatipulk proovi vétmise koha
puhastamiseks.

3. Kuiv puhas marlilapp.

4, 7gutt.

5. Kasutatud ndela draviskamiseks moeldud konteiner voi noela/
hoidiku kombinatsioon.

Proovide té6tlemiseks vajalikud seadmed, mis ei sisaldu komplektis

1. Kiikrootori tupi tsentrifuug, mis suudab tekitada katsuti pdhjas
suhtelise tsentrifugaaljou 1100 x g (RCF).

2. Kindad ja muud isikukaitsevahendid, mis kaitsevad vere kaudu
levivate patogeenidega kokkupuutumise eest.
Proovi kogumiseks ettevalmistamine

Veenduge enne veenipunktsiooni, et jargmised materjalid on vabalt
kéttesaadavad.

1. Vaadake eelnimetatud vajalikke vahendeid.

2. Koik vajalikud katsutid, mille suurus, voetava vere hulk ja lisaaine
on kindlaks maaratud.

3. Proovide positiivse patsiendi tuvastamise etiketid.

KASUTUSJUHEND

1. Valmistage veenipunktsiooni koht sobiva antiseptikuga ette.
Kasutage veenipunktsiooni standardtehnika jaoks ja proovi
kogumiseks asutuse soovitatavaid protseduure.

2. Eemaldage noelalt kate.

3. Paigaldage noel veeni.

4. Asetage katsuti hoidikusse ja lukake katsutit, kuni selle korki
tekib ava.

5. Vabastage Zgutt kohe kui veri valgub katsutisse.

6. Oodake, kuni katsuti on maaratud mahu ulatuses taidetud ning
verevool lakkab.

7. Tommake katsuti hoidiku sees noela kuljest ara.
8. Eemaldage katsuti hoidikust.

9. Poorake BD PPT™ katsutit parast taisvere kogumist kohe ja érnalt
8-10 korda Umber.

10.Parast segamist voib taisvereproovi tsentrifuugimiseni kuni kuus
(6) tundi toatemperatuuril hoida.

11.Tsentrifuugige BD PPT™ katsutit tasakaalustatud kiikrootori tuupi
tsentrifuugis toatemperatuuril 1100 RCF-i juures vahemalt 10 minutit.

Markus. Alternatiivsed tsentrifuugimise tingimused voivad samuti
aktsepteeritavaid joudlustulemusi anda. Neid peaks hindama ja
valideerima labor.

12.Lahjendamata plasmaproovi saamiseks eemaldage

BD Hemogardi™ kork (vt jaotis BD Hemogardi™ korgi eemaldamise

juhised) ja valage plasma eraldi anumasse voi viige plasma

alikvoot Ulekandepipeti abil eraldi anumasse. MARKUS. Veenduge

glekandepipeti kasutamisel, et te El kahjusta pipeti otsaga geelist
arjaari.

BD HEMOGARDI™ KORGI EEMALDAMISE JUHISED

1. Hoidke Ghe kdega BD PPT™ katsutit ja asetage poial

BD Hemogardi™ korgi alla. (Téiendava stabiilsuse huvides toetage
kasivars kindlale pinnale.) Keerake vaba kdega BD Hemogardi™
korki, likates samal ajal teise kae poialt tles AINULT KATSUTI KORGI
VABANEMISENI.

2. Votke poial enne korgi tdstmist sellelt ara. ARGE lukake korki
poidla abil katsutilt maha. Ettevaatust! Kui katsuti sisaldab verd,

on teil oht sellega kokku puutuda. Véltimaks korgi eemaldamisel
vigastuste tekkimist tuleb poial, millega korki tles Itkatakse, kindlasti
katsutilt ara votta kohe kui BD Hemogardi™ kork vabaneb.

3. Tostke kork katsutilt dra. Kui plastkate peaks kummist korgi kuljest
ara tulema, mis on kull ebatdenaoline, ARGE KORKI UUESTI KOKKU
PANGE. Eemaldage kummist kork ettevaatlikult katsutilt.

BD HEMOGARDI™ KORGI TAASPAIGALDUSE JUHISED

1. Asetage kork uuesti katsuti kohale.

2. Keerake ja suruge seda kindlalt alla, kuni kork on taielikult paigas.
Kork tuleb taielikult tagasi panna, et see puUsiks kaitlemise ajal kindlalt
katsutil.

(Jatkub)
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PROOVI SAILITAMINE JA TRANSPORT

1. Taisverd v&ib enne tsentrifuugimist kuni kuus (6) tundi BD PPT™
katsutis hoida. Proovi Ule kuue (6) tunni pikkune tsentrifuugimine
v8ib nduda asutuses voi katselaboratooriumis valideerimist.
Vaadake analliUsi tootja soovitatud EDTA mittehtUbinud taisvere
sailitusaegasid ja -temperatuure.

2. Plasmat voib séilitada ja transportida BD PPT™ katsutis toa- voi
ktlmiku temperatuuril voi kuival jaal kilmutatuna. Vaadake analtusi
tootja soovitatud EDTA plasma sailitusaegasid ja -temperatuure.

3. Plasmat voib sailitada in situ BD PPT™ katsutis kilmutatuna.
Kulmutage tsentrifuugitud BD PPT™ katsuteid pUstises asendis
avatud traatstatiivil -20 °C juures vahemalt 2 tundi. Kilmutatud PPT
katsutid voib jatta temperatuurile -20 °C, viia edasiseks sailitamiseks
temperatuurile alla -70 °C voi transportida kuival jaal kilmutatuna.
Kasutajad peaksid valideerima BD PPT™ katsutite jaoks omaenda
ktlmutus- ja transpordiprotokolli. Markus. Plasma in situ BD PPT™
katsutites kiilmutamine voib analiiiiside, nagu moned HIV-i viiruse
koguse maaramise testid, milles sekkub intratsellulaarne DNA, puhul
keelatud olla.

4. Sulatage BD PPT™ katsuteid traatstatiivil Umbritseva temperatuuri
juures (18-25 °C). Kaaludes mitme kulmutus-/sulatuststkli kasutamist,
peaksid kasutajad valideerima BD PPT™ katsutite jaoks omaenda
ktlmutus-/sulatusprotokolli.

SUSTEEMI PIIRANGUD

La cantidad de sangre extraida varia con la altitud, la temperatura
Voetava vere hulk erineb olenevalt korgusest, Umbritsevast
temperatuurist, Shurdhust, katsuti vanusest, veeniréhust ja
taitmistehnikast. Testimise jaoks plasma loomiseks kehtivatel
tsentrifuugimise standardtingimustel ei ladestu koik rakud taielikult.
Rakupdhine ainevahetus nagu ka loomulik lagunemine ex vivo véivad
peale atsellulaarsete muutuste mojutada vastavalt plasma analtutide
kontsentratsioone/toimeid.

Barjaari materjali vooluomadused olenevad temperatuurist. Vool voib
enne voi parast tsentrifuugimist kilmutamisel takistatud olla. Voolu
optimeerimiseks ja tsentrifuugimise ajal kuumutamise valtimiseks
seadke kilmutatud tsentrifuugid temperatuurile 25 °C (77 °F).

Barjaari materjali vooluomadused olenevad suhtelisest
tsentrifugaaljoust. Optimaalne plasma eraldumine ja barjaari
moodustumine vaheneb, kui tingimused jaavad soovitatust allapoole.

Vereproove tuleks tsentrifuugida kuue tunni jooksul kogumisest.
Eraldatud lahjendamata plasmaproovi punaste vereliblede saastumine
suureneb vastavalt tsentrifuugimisele eelnenud viivitusele. Parast
kuue tunni méddumist tuleks taisvereproovi stabiilsust asutuses voi
katselaboratooriumis valideerida.

ETTEVAATUSABINOUD JA HOIATUSED

Ettevaatusabindud

1. Arge kasutage katsuteid, kui neis on vdérkehi.

2. Arge kasutage BD PPT™ katsuteid korduvalt.

3. Ainult katsuti sisemus on steriilne.

4. Katsuti pole purogeenivaba.

5. Arge kasutage BD PPT™ katsuteid parast etiketile trikitud
aegumistahtaja moodumist.

6. Kuna see BD PPT™ katsuti sisaldab keemilist lisaainet (EDTA),
tuleks votta kasutusele ettevaatusabindud valtimaks véimalikku
tagasivoolu katsutist vere kogumise ajal. Kaitseks tagasivoolu vastu
jargige alltoodud ettevaatusabindusid:

a. Asetage patsiendi kasivars langevasse asendisse.
b. Hoidke katsutit nii, et kork jaéb tlespoole.
c. Vabastage zgutt kohe kui veri valgub katsutisse.

7. Plasma eraldamine rakkudest tsentrifuugimise teel peaks toimuma
6 tunni jooksul kogumisest valtimaks valesid testitulemusi.

8. Parast tsentrifuugimist jaavad moned lumfotsuudid plasma/geeli
kokkupuutekohta.

9. Liiga suur tsentrifuugimise kiirus (tle 10 000 RCF-i) vdib pohjustada
BD PPT™ katsuti purunemise, kasutaja kokkupuute verega ja
véimaliku vigastuse.

10.Eemaldage korgid neid keerates ja tommates. Korke pole
soovitatav eemaldada poidla abil rullides.

11.Parast veenipunktsiooni voib korgi pealmisel osal verejaake
leiduda. Valtimaks verega kokkupuutumist votke katsutite kaitlemisel
kasutusele diged ettevaatusabinoud.

12.Kaidelge katsuteid kogu jalgimiststkli jooksul Ghtemoodi, et
tagada jarjekindlad tulemused.

13.Katsutite Ule- voi alatditmise tulemuseks on vale vere ja lisaaine
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suhe ning see voib viia valede analluUsitulemuste voi toote kehva
toimimiseni.

14.Pihustuskuivatatud antikoagulant (K2EDTA) on valget varvi.
15.Kasutage alati 6igeid hoidikuid vdi mahuteid. Pragunenud voi
murdunud katsutite voi liiga suure tsentrifuugimiskiiruse kasutamine
vGib pdhjustada katsuti purunemise ning proovi, piiskade ja aerosooli
sattumise tsentrifuugi anumasse. Nende potentsiaalselt ohtlike
materjalide vabanemist saab ara hoida, kasutades selleks spetsiaalselt
kujundatud tihendatud konteinereid, milles katsuteid tsentrifuugimise
ajal hoitakse. Tsentrifuugi hoidikud ja mahutid peavad olema dige
suurusega ja vastama kasutatavatele katsutitele. Katsutite jaoks liiga
suurte voi vaikeste hoidikute kasutamine voib kaasa tuua nende
purunemise.

16.Markus. Analtusid, nagu méned HIV-i viiruse koguse maaramise
testid, milles sekkub intratsellulaarne DNA, voivad vajada

erilisi kaitlemistingimusi. Vaadake anallusi tootja soovitatud
kaitlemistingimusi.

17.Markus. Kilmunud BD PPT™ katsutid purunevad [66gi korral.
Transpordi kdigus purunemise ohu vahendamiseks tuleks ktlmutatud
katsuteid kohelda samamoodi kui klaasist katsuteid.

18.Arge kilmutage katsutit pustises asendis vahtpolustiroolist alusel,
kuna katsutid voivad nii praguneda.

19.Markus. Plasma in situ BD PPT™ katsutites kilmutamine voib
analtuside, milles sekkub intratsellulaarne DNA, puhul keelatud olla.
Vaadake anallisi tootja soovitatud transpordijuhiseid ning EDTA
plasma jaoks lubatud kilmutamise ja sulatamise tstkleid.

20.Mis tahes tootja vere kogumise katsuti tlbi, suuruse, kaitlemise,
tootlemise voi sailitamise tingimuse muutmisel konkreetse
laborianaltiUsi jaoks peaks laboratooriumi personal katsuti tootja ja
endi andmed Ule vaatama, et maarata/kontrollida kindla instrumendi/
reaktiivi sisteemi viitevahemikku. Laboratoorium saab seejarel antud
teabe pohjal otsustada, kas muudatused on sobivad.

(atkub)
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Hoiatused

VIITED

1. Votke kasutusele Uldkehtivad ettevaatusabindud. Kasutage
kindaid, kitleid, kaitseprille, muid isikukaitsevahendeid ja tehnilist
kontrolli, et kaitsta end verepritsmete, -lekete ja véimaliku vere
kaudu levivate patogeenidega kokkupuutumise eest.

2. Kaidelge koiki bioloogilisi proove ja vere kogumisel kasutatud
teravaid vahendeid (lantsetid, ndelad, luer-adapterid ja
vere kogumise komplektid) vastavalt asutuse toé6korrale ja
protseduuridele. Bioloogiliste proovidega kokkupuutumisel (nt
torkehaava korral) otsige meditsiinilist abi, kuna proovid véivad
edasi kanda viirushepatiiti, HIV-i voi muid vere kaudu levivaid
patogeene. Kasutage mis tahes sisseehitatud ndelakaitset, kui
see vere kogumise seadmel olemas on. BD ei soovita kasutatud
noeltele uuesti katet paigaldada. Samas voivad teie asutuse

tookord ja protseduurid erinevad olla ning neid tuleb alati jargida.

3. Visake kdik vere kogumise katsutid selleks heakskiidu saanud
bioohtlike jadtmete konteineritesse.

4. Arge viige proovi sistlast katsutisse. Taiendav teravate esemete
kasitsemine suurendab ndelatorke saamise véimalust. Lisaks
vGib ststlakolvi allasurumine Gleviimise ajal luua positiivse réhu,
nihutades jouga korki ja proovi ning pohjustades potentsiaalse
kokkupuute verega. Sustla kasutamine vere tlekandmiseks v&ib
kaasa tuua ka katsutite Ule- vdi alataitmise, mille tulemuseks
on vale vere ja lisaaine suhe ning potentsiaalselt valed
analtusitulemused. Katsutid, mille puhul voetava vere maht
on ndhtavatest modtmetest vaiksem, ei pruugi ststlast taitmise
korral maaratud mahu ulatuses taidetud saada. Nende proovide
kasutamisel tuleks laboratooriumiga konsulteerida.

5. Kui verd kogutakse intravenoosse (1.V.) vooliku kaudu, veenduge
enne vere kogumise katsutite taitma hakkamist, et voolik on
I.V. lahusest puhastatud. See on Ulitahtis valtimaks I.V. vedeliku
saastumisest tulenevaid valesid laboriandmeid.

6. Katsutite alataitmise tulemuseks on vale vere ja lisaaine suhe ning

see voib viia valede analtusitulemuste voi toote kehva toimimiseni.

7. Veenduge, et katsutid on digesti tsentrifuugi hoidikusse asetatud.
Mittetaielik asetus voib viia katsutilt BD Hemogardi™ korgi
eraldumiseni voi katsuti ulatumiseni Gle hoidiku. Ule hoidiku
ulatuvad katsutid véivad tsentrifuugi pea kulge kinni jaada ning
puruneda.

8. Laske tsentrifuugil alati taielikult peatuda, enne kui Uritate
katsuteid eemaldada. Parast tsentrifuugi pea peatumist avage
kaas ning kontrollige, kas katsutid on terved. Kui méni neist
on purunenud, kasutage katsutite eemaldamiseks mehaanilist
seadet, nagu tangid voi veretokesti. Ettevaatust! Arge eemaldage
purunenud katsuteid kasitsi. Vaadake desinfitseerimisjuhiseid
tsentrifuugi kasutusjuhendist.

9. Endotoksiin ei ole kontrollitud. Katsutisse vdetud ja seal to6deldud veri ja
vereproduktid ei ole ette nahtud infusiooniks voi inimorganismi viimiseks.
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& BD Vacutainer® PPT™

Plasman valmisteluputki

Fl)

Laimentamattoman plasman valmisteluun kaytettavaksi molekyylidiagnostisten

maaritysmenetelmien kanssa

Steriili sisdosa
Diagnostiseen in vitro -kayttéon

Estemateriaali: geeli.

Sisdosan lisdaine: Riittdva maara K,EDTA:ta 5 mL:n/8,5 mL:n verimaaraa varten

Tulpan voitelu: silikoni.

KAYTTOTARKOITUS

BD Vacutainer® PPT™ vereplasma valmistamise katsuti (BD PPT™

BD Vacutainer® PPT™ -plasman valmisteluputki (BD PPT™ -putki)

on muovinen vakuumiputki laskimoverindytteen ottamiseen.
Sentrifugoitaessa putki erottelee laimentamattoman EDTA-plasman
kaytettavaksi molekyylidiagnostisissa maaritysmenetelmissa

(kuten mm. PCR (polymeraasiketjureaktio) ja/tai bDNA (haarautuneen
DNA:n monistusmenetelmét)) tai muita menetelmia varten, joissa
laboratorion paatdksen mukaisesti tarvitaan laimentamattomia
EDTA-plasmanaytteita.

YHTEENVETO JA KUVAUS

La preparacion del plasma a partir de sangre entera es el primer
Plasman valmistelu kokoveresta on ensimmainen vaihe useissa
diagnostisissa in vitro -maarityksissa. BD PPT™ -putken avulla
laimentamaton EDTA-plasmanayte otetaan, kasitellaan ja kuljetetaan
suljetussa vakuumijarjestelmassa. Putket sisaltavat 9 mg ja 15,8 mg
sumukuivattua KoEDTA:ta, jolloin saantona on 1,8 mg/mL ja

1,9 mg/mL verta, kun vakuumiputki taytetaan oikein joko

5 mL:n tai 8,5 mL:n naytteenottotilavuuteen. Putki sisaltdd myos
geelimateriaalia, joka sentrifugoitaessa muodostaa esteen plasman
ja useimpien soluainesten valille ja jonka ansiosta BD PPT™ -putkea
voidaan kuljettaa ilman plasman poistamista. Tuloksena on kateva,
turvallinen, yhden putken jarjestelma kokoveren ottamiseen

ja plasman erottelemiseen. Naytteet voidaan ottaa, kasitella ja
kuljettaa in situ, mika siten vahentaa altistumista veriteitse leviaville
taudinaiheuttajille naytteenotto- ja kasittelypaikoilla.

SAILYTYS

Sailyta tayttamattomat putket 4-25 °Cissa. Lyhytaikaiset
lampéotilannousut enintaan 40 °C:seen ovat hyvaksyttavia, jos
kumulatiivinen aika ei ylita 10 paivaa.

NAYTTEIDEN OTTAMINEN JA KASITTELY

Néytteenotossa tarvittavat vélineet, joita ei toimiteta pakkauksen
mukana

1. Kaikkia vakiokokoisia BD Vacutainer® -neulanpidikkeita voidaan
kayttaa 13 mm:n lapimittaisten putkien kanssa.

2. Alkoholituppo kohdealueen puhdistamista varten.

3. Kuivaa puhdasta sideharsoa.

4. Puristusside.

5. Neulojen havitysastia kdytetylle neulalle tai neulan/pidikkeen
yhdistelmalle.

Néytteenkésittelyssé tarvittavat vélineet, joita ei toimiteta
pakkauksen mukana

1. Kaantoroottorityyppinen sentrifugi, joka kykenee tuottamaan
1100 x g:n (RCF) suhteellisen sentrifugaatiovoiman putken pohjaan.

2. Kasineitd ja muut henkildsuojaimia on kaytettava veriteitse leviavia
taudinaiheuttajia vastaan.
Néytteenoton valmistelu

Varmista ennen laskimopunktion tekemista, etta seuraavat materiaalit
ovat helposti saatavilla:

1. Katso edelld mainitut tarvittavat valineet.

2. Kaikki tarvittavat putket, jotka on tunnistettu koon,
naytetilavuuden ja lisdaineen suhteen.

3. Tuotetarrat, joiden perusteella potilasnaytteet tunnistetaan.

KAYTTOOHJEET

1. Valmistele pistokohta asianmukaisella antiseptisella aineella.
Kayta laitoksesi suositeltua, tavallista laskimopunktiomenetelmaa ja
nadytteenottoa koskevaa toimenpidetta.

2. Irrota neulansuojus.
3. Tee laskimopunktio.

4. Aseta putki pidikkeeseen ja tyénna putkea eteenpain, kunnes
putken tulppa on lavistetty.

5. Vapauta puristusside heti, kun verta ilmaantuu putkeen.

6. Odota, kunnes putki on tayttynyt merkittyyn tilavuuteen ja
verenvirtaus loppuu.

7. Veda putki irti neulan sisapidikkeesta.
8. Poista putki pidikkeesta.

9. Kun olet ottanut kokoveren BD PPT™ -putkeen, kddnna BD PPT™
-putki heti ja varovasti ylésalaisin 8-10 kertaa.

10.Sekoituksen jalkeen kokoverindytetta voidaan sailyttéda enintaan
kuusi (6) tuntia huoneenlammaossa ennen sentrifugointia.

11.Sentrifugoi BD PPT™ -putki tasapainotetussa,
kaantoroottorityyppisessa sentrifugissa 1100 RCF:n voimalla vahintaan
10 minuuttia.

Huomautus: Vaihtoehtoisten sentrifugointiolosuhteiden kayttaminen
saattaa myos tuottaa hyvaksyttavan suorituskyvyn. Laboratorion tulee
arvioida ja validoida tama.

12.Laimentamattoman plasmanaytteen aikaansaamiseksi

BD Hemogard™ -suljin on poistettava (ohjeet kohdassa

BD Hemogard™ -sulkimen poistaminen) ja plasma siirrrettava
erilliseen astiaan tai jaettava erilliseen astiaan siirtopipetilla.
HUOMAUTUS: Siirtopipettia kaytettdessa on varmistettava, etta
geeliesteeseen El kosketa pipetin karjella.

BD HEMOGARD™ -SULKIMEN POISTAMINEN

1. Tartu toisella kadelld BD PPT™ -putkeen asettamalla peukalo
BD Hemogard™ -sulkimen alle. (Saat lisévakautta asettamalla
kasivartesi tukevalle tasolle.) Kierra toisella kadelld BD Hemogard™
-suljinta ja tyontaen samanaikaisesti toisen kaden peukalolla
yl6spéain VAIN NIIN PITKAAN, ETTA PUTKEN TULPPA LOYSTYY.

2. Siirra peukalo pois ennen sulkimen nostamista. ALA kayta
peukaloa sulkimen tyontamiseen irti putkesta. Muistutus: Jos
putkessa on verta, on olemassa altistumisvaara. Suljinta poistettaessa
tapahtuvan vamman estamiseksi on tarkeaa, etta poistettavan
sulkimen ylospain tyontamiseen kaytettava peukalo irrotetaan
kosketuksesta putken kanssa heti, kun BD Hemogard™ -suljin [6ystyy.

3. Nosta suljin pois putkesta. Siina epatodennakoisessa tapauksessa,
ettd muovisuojus irtoaa kumitulpasta, ALA KOKOA SULJINTA
UUDELLEEN. Poista kumitulppa varovasti putkesta

BD HEMOGARD™ -SULKIMEN ASETTAMINEN TAKAISIN

1. Aseta suljin takaisin putken paalle.

2. Kierra ja tyonna kunnolla alaspain, kunnes tulppa on taysin
asettunut takaisin paikalleen. Tulppa on asetettava kunnolla takaisin
paikalleen, jotta suljin pysyy tiukasti putkessa kasittelyn aikana.

(jatkuu)
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NAYTTEIDEN SAILYTYS JA KULJETUS

1. Kokoverta voidaan sailyttda BD PPT™ -putkessa enintaan kuusi

(6) tuntia ennen sentrifugointia. Naytteen sentrifugointi pitemman
ajanjakson kuin kuuden (6) tunnin jalkeen saattaa vaatia laitoksen

tai maarityslaboratorion validoinnin. Maarityksen valmistajalta saa
suositellut sailytysajat ja -lampdotilat kokoverelle, jonka hyytyminen
on estetty EDTA:lla.

2. Plasmaa voidaan sailyttaa ja kuljettaa BD PPT™ -putkessa
huoneenlammassa tai jaahdytetyissa lampotiloissa tai pakastettuna
kuivajailla. Maarityksen valmistajalta saa suositellut sailytysajat ja
-lampotilat EDTA-plasmalle.

3. Plasmaa voidaan sailyttaa pakastettuna in situ BD PPT™ -putkessa.
Pakasta sentrifugoituja BD PPT™ -putkia pystyasennossa avoimessa
lankatelineessa -20 °C:ssa vahintaan 2 tunnin ajan. Pakastetut PPT-
putket voivat sitten joko jaada -20 °C:seen, niita voidaan kuljettaa
enintaan -70 °C:ssa tai kuljettaa pakastettuina kuivajailla. Kayttajien
tulee validoida pakastus- ja kuljetusprotokollansa BD PPT™ -putkille.
Huomautus: Plasman pakastaminen BD PPT™ -putkissa in situ on
ehka kiellettya sellaisten maaritysten osalta, joissa solunsisdinen DNA
hairitsee maaritysta, kuten joissakin HIV-virustaakkamaarityksissa.

4. Sulata BD PPT™ -putket lankatelineessa huoneenlammassa
(18-25 °C). Kun harkitaan useiden pakastus-/sulatusjaksojen kayttoa,
kayttajien on validoitava oma pakastus-/sulatusprotokollansa

BD PPT™ -putkia varten.

JARJESTELMAN RAJOITUKSET

Otetun ndytteen verimaara vaihtelee merenpinnan korkeuden,
ymparoéivan lampétilan, ilmanpaineen, putken ian, laskimopaineen ja
tayttomenetelman mukaan. Tavanomaiset sentrifugointiolosuhteet
plasman aikaansaamiskesi maaritysta varten eivat kokonaan saosta
kaikkia soluja. Siksi soluperdinen aineenvaihdunta ja luonnollinen
hajoaminen ex vivo voivat vaikuttaa plasman analyyttipitoisuuksiin tai
toimintaan asellulaaristen muutosten lisaksi.

Estemateriaalin virtausominaisuudet maaraytyvat lampoétilan mukaan.
Virtaus saattaa estyd, jos putkia jadhdytetaan ennen sentrifugointia
tai sen aikana. Aseta kylmat sentrifugit 25 °C:seen (77 °F) virtauksen
optimoimiseksi ja sentrifugoinnin aikaisen kuumenemisen estamiseksi.

Estemateriaalin virtausominaisuudet maaraytyvat RCF:n mukaan.
Optimaalinen plasman erottelu ja esteen muodostus vahenevat
suositeltuja olosuhteita heikommissa olosuhteissa.

Verinaytteet on sentrifugoitava kuuden tunnin sisalla niiden
ottamisesta. Erotellun laimentamattoman plasmanaytteen
punasolukontaminaatio lisaantyy sitd mukaa kun sentrifugointi
viivastyy. Yli kuusi tuntia sentrifugointia odottaneen kokoverindytteen
stabiliteetti on validoitava laitoksessa tai maarityslaboratoriossa.

MUISTUTUKSET JA VAROITUKSET

Muistutukset

Ala kayta putkia, jos niissd on vierasmateriaalia.

Al kayta BD PPT™ -putkia uudelleen.

Vain putken sisapuoli on steriili.

Putki ei ole pyrogeeniton.

5. BD PPT™ -putkia ei saa kayttaa putken tuotetarraan merkityn
viimeisen kayttépaivan jalkeen.

6. Koska tama BD PPT™ -putki sisaltaa kemiallista lisdainetta (EDTA),
on ryhdyttava varotoimiin mahdollisen takaisinvirtauksen estamiseksi
putkesta verindytteen ottamisen aikana. Takaisinvirtausta estetaan
noudattamalla seuraavia varotoimia:

a. Aseta potilaan kasivarsi alas suuntautuvaan asentoon.
b. Pida putkesta kiinni siten, etta tulppa osoittaa yl6spain.
¢. Vapauta puristusside heti, kun verta ilmaantuu putkeen.

7. Plasma on eroteltava soluista sentrifugoimalla 6 tunnin sisalla
naytteenotosta virheellisten maaritystulosten estamiseksi.

8. Sentrifugoinnin jalkeen jonkin verran lymfosyytteja jaa plasman/
geelin rajapintaan.

9. Liiallinen sentrifugointivoima (yli 10 000 RCF) saattaa aiheuttaa
BD PPT™ -putken rikkoutumisen, altistumisen verelle ja mahdollisen
vamman.

10. Poista tulpat kiertavalla ja vetavalla liikkeella. Poistamista
peukalolla vierittamalla ei suositella.

11. Laskimopunktion jalkeen tulpan yldosassa saattaa olla jaamaverta.
Noudata asianmukaisia varotoimia ja valta koskettamasta tata verta
putkia kasiteltaessa.

12. Noudata yhtenevaista kasittelya koko seurantajakson ajan
yhdenmukaisten tulosten varmistamiseksi.

AwWwN =
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13.Putkien yli- tai alitaytto johtaa veren ja lisdaineen vaaraan
suhteeseen ja saattaa aiheuttaa virheellisia analyysituloksia tai haitata
tuotteen suorituskykya.

14.Sumukuivattu antikoagulantti (K EDTA) on variltaan valkoista.

15.Kayta aina asianmukaisia kuljettimia tai sisékkeita. Saroja tai
koloja sisaltavien putkien tai sentrifugin liian suuri pyérimisnopeus
saattaa johtaa putken rikkoutumiseen ja naytteen, tippojen ja
aerosolin vapautumiseen sentrifugimaljaan. Naiden mahdollisesti
vaarallisten materiaalien vapautuminen voidaan valttaa kayttamalla
erityisesti suunniteltuja suljettuja saili6ita, joissa putket pidetaan
sentrifugoinnin aikana. Sentrifugin kuljettimien ja sisakkeiden on
vastattava kooltaan kaytettaville putkille maarattya kokoa. Putkeen
nahden liian suurten tai liilan pienten kuljettimien kayttaminen
saattaa johtaa putken rikkoutumiseen.

16.Huomautus: Erityisia kasittelyolosuhteita saatetaan tarvita
sellaisissa maarityksissa, joissa solunsisdinen DNA hairitsee
maaritysta, kuten joissakin HIV-virustaakkamaarityksissa. Maarityksen
valmistajalta saa suositellut kasittelyolosuhteet.

17.Huomautus: Pakastetut BD PPT™ -putket ovat alttiita
rikkoutumiselle iskun sattuessa. Pakastettuja putkia on kasiteltava
samaan tapaan kuin lasiputkia rikkoutumisvaaran véhentamiseksi
kuljetuksen aikana.

18.Putkia ei saa pakastaa pystyasennossa vaahtomuovitarjottimella,
koska tdma saattaa johtaa putkien halkeiluun.

19.Huomautus: Plasman pakastaminen BD PPT™ -putkissa

in situ on ehka kiellettya sellaisten maaritysten kyseessa ollen, joita
solunsisdinen DNA hairitsee. Maarityksen valmistajalta saa EDTA-
plasman suositellut kuljetusohjeet ja sallitut pakastus-/sulatusjaksot.

20.Aina kun minka tahansa valmistajan verindyteputken

tyyppi, koko, kasittely, prosessointi- tai sailytysolosuhde tietylle
laboratoriomaaritykselle muuttuu, laboratorion henkilékunnan on
tarkastettava valmistajan antamat tiedot ja omat tietonsa tietyn
instrumentti-/reagenssijarjestelman viitearvorajojen maarittamiseksi/
todentamiseksi. Laboratorio voi sitten naiden tietojen perusteella
paattaa, ovatko muutokset asianmukaisia.

(jatkuu)
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Varoitukset

. Noudata yleisia varotoimia. Kayta kasineitd, suojapukuja,
silmasuojia, muita henkildsuojaimia ja teknisia torjuntakeinoja
suojautuaksesi veriroiskeilta, verivuodoilta ja mahdolliselta
altistumiselta veriteitse levidville taudinaiheuttajille.

. Kasittele kaikkia biologisia naytteita ja verindytteen ottamisessa
kaytettavia teravia esineita (lansetit, neulat, luer-sovittimet ja
verindytteenottosarjat) laitoksen kaytannon ja menettelytapojen
mukaisesti. Kaanny ladkarin puoleen, jos olet altistunut giologisille
naytteille (esimerkiksi pistohaavan valitykselld), koska naytteista
voi saada virushepatiitti- tai HIV-tartunnan (AIDS) tai ne voivat
sisaltéa muita veren mukana kulkeutuvia taudinaiheuttajia. Kayta
mahdollista kiinteda neulasuojusta, jos verindytteen ottovélineessa
on sellainen. BD ei suosittele suojusten asettamista takaisin
kaytettyihin neuloihin. Laitoksesi kaytanto ja menettelytavat
saattavat kuitenkin poiketa tasta, ja niita taytyy aina noudattaa.

. Havita kaikki verindytteen ottamisessa kaytetyt putket viemalla ne
biovaarallisen jatteen havittamiseen tarkoitettuihin hyvaksyttyihin
sailidihin.

Al4 siirrd naytetta ruiskusta putkeen. Terdvien esineiden
lisakasittely lisda neulanpistovamman mahdollisuutta. Lisaksi
ruiskun manndan painaminen siirtamisen aikana voi aikaansaada
ylipainetta, joka saa tulpan ja ndytetta ponnahtamaan ulos
putkesta, mista aiheutuu mahdollinen altistus verelle. Ruiskun
kaytto veren siirtamiseen saattaa aiheuttaa myos putkien yli- tai
alitdyttdoa. Taman seurauksena veren ja lisdaineen valinen suhde on
vaara ja maaritystulokset mahdollisesti virheellisia. Putket, joiden
naytteenottotilavuus on pienempi kuin annetut mitat osoittavat,
eivat ehka tayty merkittyyn tilavuuteen, jos ne taytetdan ruiskusta.
Liboratoriolta on kysyttava naiden naytteiden kayttoa koskevat
ohjeet.

. Jos verindyte otetaan laskimonsisdisen letkun kautta, varmista,
etta letkussa ei ole jaljella laskimonsisaista liuosta, ennen kuin alat
tayttaa verindyteputkia. Tama on tarkeas, jotta laskimonsisdisen
nesteen kontaminaatiosta johtuvat virheelliset laboratoriotulokset
valtetaan.

. Putkien alitaytt6 johtaa veren ja lisdaineen vaaraan suhteeseen ja
saattaa aiheuttaa virheellisia analyysituloksia tai haitata tuotteen
suorituskykya.

Varmista, ettd putket asettuvat sentrifugin kuljettimeen oikein.
Jos putkia ei ole asetettu kuljettimeen oikein, BD Hemogard™
-suljin voi irrota putkesta tai putki ulottua kuljettimen ylapuolelle.
Kuljettimen yldpuolelle ulottuvat putket voivat juuttua sentrifugin
paahan ja rikkoutua.

Anna aina sentrifugin pysédhtya kokonaan, ennen kuin yritat
poistaa putkia. Kun sentrifugiroottori on pysahtynyt, avaa kansi ja
tarkasta, onko putkia mahdollisesti rikkoutunut. Jos rikkoutumista
nakyy, kayta putkien poistamiseen mekaanista laitetta, kuten
pinsetteja tai hemostaattia. Muistutus: Ald poista rikkoutuneita
putkia kasin. Desinfiointiohjeet ovat sentrifugin kayttboppaassa.

Endotoksiinia ei ole tarkistettu. Putkessa olevaa kerattyé ja kasiteltya verta ja
veren osia ei ole tarkoitettu infusoitaviksi tai muuten vietavaksi ihmiskehoon.
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& BD Vacutainer® PPT™

Tube de préparation du plasma

R

Pour la préparation de plasma non dilué a utiliser avec des méthodes de test de diagnostic moléculaire

Intérieur stérile
A usage diagnostique in vitro

Matériau barriére : gel.

Additif intérieur : KoEDTA en quantité suffisante pour 5 mL/8,5 mL de sang

Lubrification du bouchon : silicone.

APPLICATION

BD Vacutainer® PPT™ vereplasma valmistamise katsuti (BD PPT™

Le tube de préparation du plasma BD Vacutainer® PPT™ (Tube BD
PPT™) est un tube en plastique sous vide pour le prélévement de sang
veineux qui, une fois centrifugé, sépare le plasma EDTA non dilué

en vue de son utilisation dans des méthodes de test de diagnostic
moléculaire (comme par exemple, sans s'y limiter, la PCR - amplification
en chaine par polymérase et/ou bDNA - techniques d’amplification de
I’ADN ramifié) ou d'autres procédures dans lesquelles un échantillon
de plasma EDTA non dilué est requis d'aprés les spécifications du
laboratoire.

RESUME ET EXPLICATION

La préparation du plasma a partir de sang total est une premiére
étape pour de nombreux tests de diagnostic moléculaire in vitro. Le
tube BD PPT™ fournit une méthode de prélevement, de traitement
et de transport d'un échantillon de plasma EDTA non dilué dans un
systéeme sous vide fermé. Les tubes contiennent 9 mg et 15,8 mg de
K2EDTA séché par vaporisation, ce qui permet d’obtenir des ratios de
sang de 1,8 mg/mL et 1,9 mg/mL lorsque le tube sous vide est rempli
correctement avec un volume d’aspiration de 5 mL ou 8,5 mL. Le tube
contient également un matériau gel qui, une fois centrifugé, forme
une barriére entre le plasma et la plupart des éléments cellulaires,

ce qui permet de transporter le tube BD PPT™ sans devoir retirer le
plasma. Le résultat se traduit par un systéme unique de tubes pratique
et sUr pour le prélevement de sang total et la séparation du plasma.
Les échantillons peuvent étre prélevés, traités et transportés in situ,
réduisant par la-méme la possibilité d’exposition aux pathogénes a
diffusion hématogene sur les sites de prélévement et de traitement
des échantillons.

CONSERVATION

Conserver les tubes vides entre 4 et 25 °C. Des augmentations de
température limitées jusqu’a 40 °C, pendant une période cumulée
ne dépassant pas 10 jours, sont acceptables.

PRELEVEMENT ET MANIPULATION DES ECHANTILLONS

Matériel requis non fourni pour le prélévement des échantillons

1. N'importe quel support d'aiguille BD Vacutainer® de taille
standard peut étre utilisé avec des tubes de 13 mm de diamétre.

2. Tampon imbibé d'alcool pour le nettoyage du site.

3. Gaze seche et propre.

4. Garrot.

5. Conteneur d'aiguilles pour aiguilles usagées ou combinaison
aiguille / support.

Matériel requis non fourni pour le traitement des échantillons

1. Une centrifugeuse de type rotor horizontal capable de générer
une force centrifuge relative de 1 100 x g (FCR) sur le fond du tube.

2. Des gants et tout autre équipement de protection individuelle
nécessaire pour se protéger de |I'exposition aux pathogénes a
diffusion hématogene.

Préparation en vue du prélévement des échantillons

Veiller a ce que le matériel suivant soit facilement accessible avant
d’'effectuer la ponction veineuse :

1. Voir le matériel requis ci-dessus.

2. Tous les tubes nécessaires, identifiés en fonction de la taille, du
prélevement et de I'additif.

3. Des étiquettes pour I'identification positive des échantillons
de patient.

MODE D’‘EMPLOI

1. Préparer le site de ponction veineuse avec un antiseptique
approprié. Utiliser le protocole recommandé par |'établissement pour
la technique standard de ponction veineuse et le prélévement des
échantillons.

2. Retirer le protecteur de l'aiguille.
3. Réaliser la ponction veineuse.

4. Placer le tube dans le corps de prélevement et pousser le tube en
avant jusqu'a ce que l'aiguille perce-bouchon péneéetre dans le tube.

5. Retirer le garrot dés |'apparition du sang dans le tube.

6. Attendre que le tube se remplisse jusqu’au volume indiqué et que
I"écoulement sanguin s'arréte.

7. Retirer le tube de I'aiguille a I'intérieur du corps de prélévement.
8. Retirer le tube du corps de prélévement.

9. Aprés le préléevement de sang total dans le tube BD PPT™,
retourner immédiatement et doucement 8 a 10 fois le tube BD PPT™,

10. Aprés I'homogénéisation, I'échantillon de sang total peut étre
conservé pendant six (6) heures maximum a température ambiante
jusqu'a la centrifugation.

11. Centrifuger le tube BD PPT™ a température ambiante, dans une
centrifugeuse de type rotor horizontal équilibré avec une FCR de

1 100 pendant 10 minutes au moins.

Remarque : le recours a des conditions de centrifugation différentes
peut également fournir une performance acceptable ; ceci doit étre
évalué et validé par le laboratoire.

12. Pour obtenir un échantillon de plasma non dilué, 6ter le bouchon
BD Hemogard™ (Voir la section Instructions pour le retrait du
bouchon BD Hemogard™) et décanter le plasma dans un récipient
séparé ou aliquoter le plasma dans un récipient séparé a I'aide d'une
pipette de transfert. REMARQUE : en cas d'utilisation d’une pipette de
transfert, veiller a NE PAS déranger la barriére de gel avec la pointe
de la pipette.

INSTRUCTIONS POUR LE RETRAIT DU BOUCHON BD HEMOGARD™

1. Saisir le tube BD PPT™ d’une main en placant le pouce sous le
bouchon BD Hemogard™. (Pour plus de stabilité, poser le bras sur une
surface solide). De I'autre main, tourner le bouchon BD Hemogard™
tout en remontant simultanément avec le pouce de I'autre main, mais
UNIQUEMENT JUSQU'A CE QUE LE BOUCHON DU TUBE SE DEVISSE.

2. Retirer le pouce avant de soulever le bouchon. NE PAS utiliser

le pouce pour soulever le bouchon du tube. Attention : si le tube
contient du sang, il existe un risque d’exposition. Pour contribuer a
empécher les blessures pendant le retrait du bouchon, il est important
que le pouce utilisé pour remonter le bouchon soit retiré du tube des
que le bouchon BD Hemogard™ est dévissé.

3. Soulever le bouchon du tube. Dans le cas improbable ou la jupe
en plastique se détacherait du bouchon en caoutchouc, NE PAS
REMONTER LE BOUCHON. Retirer délicatement le bouchon

en caoutchouc du tube.

INSTRUCTIONS POUR LA REINTRODUCTION DU
BOUCHON BD HEMOGARD™
1. Remettre le bouchon sur le tube.

2. Tourner et appuyer fermement jusqu’a ce que le bouchon soit
complétement réintroduit. Le bouchon doit étre réintroduit en entier
pour qu'il reste bien en place sur le tube pendant la manipulation.

(Suite)
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CONSERVATION ET TRANSPORT DE L'ECHANTILLON

1. Le sang total peut étre conservé dans le tube BD PPT™ jusqu’a six
(6) heures avant la centrifugation. La centrifugation d'un échantillon
apreés plus de six (6) heures peut nécessiter une validation de la part de
|"établissement ou du laboratoire d’analyse. Consulter les durées et les
températures de conservation recommandées par le fabricant du test
pour le sang total EDTA anticoagulé.

2. Le plasma peut étre conservé et transporté dans le tube BD PPT™ 3
des températures ambiantes ou réfrigérées ou congelé sur de la glace
carbonique. Consulter les durées et les températures de conservation
recommandées par le fabricant du test pour le plasma EDTA.

3. Le plasma peut étre conservé congelé in situ dans le tube

BD PPT™. Congeler les tubes BD PPT™ centrifugés en position
verticale, dans un portoir métallique ouvert a -20 °C, pendant au
moins 2 heures. Les tubes PPT congelés peuvent ensuite soit rester a
-20 °C, soit étre transférés a -70 °C ou a une température inférieure en
vue d'une conservation prolongée, ou étre expédiés congelés sur de la
glace carbonique.Les utilisateurs doivent valider leur propre protocole
de congélation et d'expédition pour les tubes BD PPT™,

Remarque : la congélation du plasma in situ dans les tubes BD PPT™
peut étre interdite pour certains tests, comme les tests de charge
virale du VIH dans lesquels I’ADN intracellulaire intervient.

4. Décongeler les tubes BD PPT™ dans un portoir métallique

a température ambiante (entre 18 et 25 °C). Les utilisateurs qui
envisagent d’utiliser plusieurs cycles de congélation/décongélation
doivent valider leur propre protocole de congélation/décongélation
pour les tubes BD PPT™.,

LIMITATIONS DU SYSTEME

La quantité de sang prélevée varie avec l'altitude, la température
ambiante, la pression barométrique, I’age du tube, la pression
veineuse et la technique de remplissage. Les conditions de
centrifugation standard requises pour produire du plasma destiné
aux tests ne sédiment pas completement I'ensemble des cellules.
Par conséquent, le métabolisme cellulaire, ainsi que la dégradation
naturelle ex vivo, peuvent affecter les concentrations/activités de
I"analyte dans le plasma au-dela des modifications cellulaires.

Les propriétés d'écoulement du matériau barriere sont fonction de la

température. Il peut y avoir un ralentissement de I'écoulement si la

congélation a lieu avant ou pendant la centrifugation. Pour optimiser

I"écoulement et empécher la chauffe pendant la centrifugation, régler

les centrifuges réfrigérées a 25 °C (77 °F).

Les propriétés d'écoulement du matériau barriére sont fonction de

la FCR. Des valeurs inférieures a celles recommandées diminuent les

Boncjitions optimales de séparation du plasma et de formation de la
arriere.

Les échantillons sanguins doivent étre centrifugés dans les six heures
qui suivent le prélevement. La contamination par les hématies

de I"échantillon de plasma séparé non dilué augmente a mesure

que le retard précédant la centrifugation s’accroit. La stabilité de
I"échantillon dans le sang total au-dela de six heures doit étre validée
par I'établissement ou le laboratoire d'analyse.

MISES EN GARDE ET AVERTISSEMENTS

Mises en garde

1. Ne pas utiliser les tubes s'ils contiennent des corps étrangers.

2. Ne pas réutiliser les tubes BD PPT™.

3. Seul I'intérieur du tube est stérile.

4. Le tube n’est pas apyrogene.

5. Ne pas utiliser les tubes BD PPT™ aprés la date de péremption
imprimée sur I'étiquette du tube.

6. Dans la mesure ou ce tube BD PPT™ contient un additif chimique
(EDTA), des précautions doivent étre prises pour prévenir un reflux
possible provenant du tube pendant le prélevement sanguin. Pour
éviter le reflux, prendre les précautions suivantes :

a. Orienter le bras du patient vers le bas.
b. Tenir le tube avec le bouchon a la position la plus élevée.
c. Retirer le garrot dés I'apparition du sang dans le tube.

7. Laséparation du plasma et des cellules par centrifugation doit
avoir lieu dans les 6 heures qui suivent le prélévement pour éviter des
résultats de test erronés.

8. Aprés la centrifugation, des lymphocytes demeureront sur
I'interface plasma/gel.

9. Une force centrifuge excessive (plus de 10 000 FCR) peut provoquer
la rupture du tube BD PPT™, une exposition au sang et des blessures
éventuelles.

10. Retirer les bouchons en tournant et en tirant a la fois. Il est
déconseillé de les retirer en les faisant rouler avec le pouce.
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11. Aprés la ponction veineuse, la partie supérieure du bouchon peut
contenir du sang résiduel. Prendre des précautions adéquates lors de
la manipulation des tubes pour éviter un contact avec ce sang.

12. Veiller a ce que la manipulation soit homogene tout au long du
cycle de contréle afin de garantir des résultats constants.

13. Le remplissage excessif ou insuffisant des tubes aboutira a un ratio
sang/additif incorrect et pourra provoquer des résultats d'analyse
erronés ou une performance peu satisfaisante du produit.

14. 'anticoagulant (KoEDTA) séché par vaporisation a une couleur
blanche.

15. Toujours utiliser des portoirs ou des plots de centrifugeuse
appropriés. L'utilisation de tubes fendus ou ébréchés ou une force
centrifuge excessive peut entrainer la rupture du tube avec la fuite

de I"échantillon, de gouttelettes et d'aérosol dans le carter de la
centrifugeuse. La fuite de ces matiéres potentiellement dangereuses
peut étre évitée en utilisant des récipients scellés, fabriqués a cet effet,
qui maintiennent les tubes en place pendant la centrifugation. La
taille des portoirs et des plots de centrifugeuse doit correspondre a

la taille des tubes utilisés. L'utilisation de portoirs trop grands ou trop
petits peut entrainer la rupture des tubes.

16. Remarque : certains tests, comme les tests de charge virale du VIH
dans lesquels I’ADN intracellulaire intervient, peuvent nécessiter des
conditions de manipulation spéciales. Consulter le fabricant du test
pour les conditions de manipulation recommandées.

17. Remarque : une fois congelés, les tubes BD PPT™ sont susceptibles
de se casser s'ils subissent un choc. Pour réduire le risque de rupture
pendant I'expédition, les tubes congelés doivent étre traités de la
méme maniére que les tubes en verre.

18. Ne pas congeler le tube a la verticale dans un plateau en mousse
de polystyréne, car cela peut fissurer les tubes.

19. Remarque : la congélation du plasma in situ dans les tubes

BD PPT™ peut étre interdite pour certains tests dans lesquels I"ADN
intracellulaire intervient. Consulter le fabricant du test pour les
instructions de transport recommandées et les cycles de congélation/
décongélation admis pour le plasma EDTA.

20. Si I'on change le type de tube de prélevement sanguin, la taille,
la manipulation, les conditions de traitement ou de conservation
pour un test de laboratoire particulier provenant d'un fabricant
quelconque, le personnel de laboratoire doit examiner les données
du fabricant et les propres données du laboratoire pour établir et
vérifier la plage de référence pour un appareil/réactif particulier. En
fonction de ces informations, le laboratoire peut alors décider si les
changements sont appropriés.

(Suite)
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Avertissements

Adopter des précautions universelles. Utiliser des gants, blouses,
lunettes de protection et autre équipement de protection
individuelle ainsi que des moyens mécaniques pour se protéger
des projections de sang, des fuites de sang et de I'exposition
éventuelle aux pathogenes a diffusion hématogene.

Manipuler les échantillons biologiques et les objets tranchants

de prélévement sanguin (lancettes, aiguilles, adaptateurs Luer et
kits de prélévement sanguin) conformément aux protocoles et

aux procédures en vigueur dans |'établissement. S'adresser a un
médecin en cas d'exposition a des échantillons biologiques (par
exemple, une blessure provoquée par une piqure d‘aiguille), étant
donné qu'ils peuvent transmettre une hépatite virale, le SIDA (VIH)
ou d'autres pathogeénes a diffusion hématogeéne. Utiliser n'importe
quel protecteur d’aiguille intégré, si le dispositif de prélevement
sanguin en est pourvu. BD déconseille de remettre les aiguilles
usagées dans leur protecteur. Toutefois, les protocoles et les
procédures de I'établissement peuvent différer et doivent toujours
étre observés.

Jeter tous les tubes de prélévement sanguin dans des collecteurs
pour objets contaminés homologués pour leur mise au rebut.

Ne pas transférer un échantillon d’une seringue dans un tube.
Une manipulation supplémentaire d’objets tranchants augmente
le risque de blessure par piqure d’aiguille. De plus, une pression
sur le piston de la seringue pendant le transfert peut créer

une pression positive, for¢ant le bouchon et I’échantillon a

se déplacer brusquement et créant un risque d’'exposition au
sang. L'utilisation d'une seringue pour le transfert du sang peut
également provoquer un remplissage des tubes excessif ou
insuffisant, ce qui se traduit par un ratio sang/additif incorrect et
des résultats d’analyse potentiellement erronés. Les tubes dont le
volume d'aspiration est plus petit que les dimensions apparentes
indiquées peuvent ne pas se remplir avec le volume indiqué quand
le remplissage est fait a partir d'une seringue. Le laboratoire doit
étre consulté au sujet de I'utilisation de ces échantillons.

Si le sang est prélevé par une tubulure intraveineuse (1.V.), s'assurer
que cette tubulure ne contient plus de solution I.V. avant de
commencer a remplir les tubes de prélevement sanguin. Ceci revét
une importance cruciale pour éviter des données de laboratoire
erronées due a la contamination par du liquide I.V.

Le remplissage insuffisant des tubes aboutira a un ratio sang/
additif erroné et pourra provoquer des résultats d’'analyse
incorrects ou une performance peu satisfaisante du produit.

Veiller a ce que les tubes soient correctement positionnés dans le
portoir de la centrifugeuse. Un positionnement incomplet peut
provoquer le détachement du bouchon du tube BD Hemogard™
ou un dépassement du tube au-dessus du portoir. Les tubes

qui dépassent du portoir peuvent s'agripper dans le rotor de la
centrifugeuse, ce qui se traduit par leur rupture.

Toujours permettre a la centrifugeuse de s'arréter complétement
avant d'essayer de retirer les tubes. Une fois que le rotor de la
centrifugeuse s'est arrété, ouvrir le couvercle et rechercher des
tubes éventuellement cassés. Si une rupture est visible, utiliser un
dispositif mécanique comme un davier ou une pince hémostatique
pour retirer les tubes. Attention : ne pas retirer les tubes cassés a la
main. Consulter le manuel d’instructions de la centrifugeuse pour
les instructions de désinfection.

Endotoxine non réglementée. Le sang et les composants sanguins prélevés et
traités dans le tube ne visent pas la perfusion ou l'introduction dans le corps
humain.
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& BD Vacutainer® PPT™

Epruveta za pripremu plazme

@

Za pripremu nerazrijedene plazme za upotrebu s molekularnim metodama dijagnosti¢kog testiranja

Sterilna unutrasnjost
In vitro dijagnosti¢ka uporaba

Barijerni materijal: gel.

Unutarnji aditiv: dovoljno K;EDTA za 5 mL/8,5 mL krvi

Lubrikant na cepu: silikon.

NAMIJENA

BD Vacutainer® PPT™ epruveta za pripremu plazme (BD PPT™
epruveta) plasti¢na je zatvorena epruveta s podtlakom za prikupljanje
venske krvi koja uslijed centrifugiranja odvaja nerazrijedenu EDTA
plazmu za upotrebu u molekularnim metodama dijagnostickog
testiranja (kao $to su, no ne samo navedene, PCR i/ili dDBA tehnike
amplifikacije) ili ostalim postupcima kod kojih je potreban uzorak
nerazrijedene EDTA plazme, prema naputcima laboratorija.

SAZETAK | OBJASNJENJE

Priprema plazme iz cijele krvi prvi je korak za mnoge in vitro
molekularne dijagnosti¢ke testove. BD PPT™ Tube je sredstvo za
prikupljanje, obradu i prijevoz nerazrijedenog uzorka EDTA plazme

u zatvorenom sustavu s podtlakom. Epruvete sadrze 9 mgi 15,8 mg
sprejem osusene K>EDTA, $to daje omjer od 1,8 mg/mL i

1,9 mg/mL krvi kadza je epruveta s podtlakom u potpunosti ispunjena
do 5 mL, odnosno 8,5 mL volumena punjenja. Epruveta takoder sadrzi
materijal u gelu koji uslijed centrifugiranja formira barijeru izmedu
plazme i vecine stani¢nih elemenata, sto omogucuje prijenos BD PPT™
epruvete bez uklanjanja plazme. Rezultat je prikladan, siguran sustav
za prikupljanje cijele krvi i odvajanje plazme u jednoj epruveti. Uzroci
se mogu prikupljati, obradivati | prenositi in situ, ¢ime se smanjuje
moguca izlozenost patogenima koji se prenose krvlju na mjestu
prikupljanja i obrade uzoraka.

POHRANA

Pohranite nenapunjene epruvete pri 4-25 °C. Ogranicene povremene
promjene temperature zbog razlika u okolini do 40 °C tijekom
ukupnog vremena koje nije dulje od 10 dana prihvatljive su.
PRIKUPLJANJE UZORAKA | RUKOVANJE NJIMA

Potrebna oprema koja nije isporucena u pakiranju za prikupljanje
uzoraka

1. Svi BD Vacutainer® drzaci igala standardne veli¢ine mogu se
upotrebljavati s epruvetama promjera 13 milimetara.

2. Blazinica natopljena alkoholom za ¢iS¢enje mjesta uboda.
3. Cista, suha gaza.
4. Cvrsti podvez.
. Posuda za odlaganje igala koja se koristi za igle ili kombinaciju
igle/drzaca.
Potrebna oprema koja nije isporucena u pakiranju za obradu uzoraka

1. Tip centrifuge sa ,swing-out” rotorom koja moze generirati
relativnu centrifugalnu silu od 1.100 x g (RCF) pri dnu epruvete.

2. Rukavice i ostala osobna zastitna oprema prema potrebi za zastitu
od izloZzenosti patogenima koji se prenose krvlju.

Priprema za prikupljanje uzoraka

Prije punkcije vene obavezno provjerite da su vam dostupni sljededi
materijali:

1. Provjerite obaveznu opremu gore.

2. Sve potrebne epruvete, jasno odredene prema velic¢ini, vrsti
prikupljanja i aditivu.

3. Oznake za pozitivnu identifikaciju uzoraka prema pacijentima.

UPUTE ZA UPOTREBU

1. Pripremite mjesto punkcije vene s odgovaraju¢im antiseptikom.
Primijenite procedure koje preporucuje vasa ustanova koje se odnose
na standardne tehnike punkcije vena i prikupljanja uzoraka.

2. Uklonite stitnik igle.
3. Punktirajte venu.

4. Umetnite epruvetu u drza¢ i pogurnite epruvetu prema naprijed
tako da penetrirate u Cep.

5. Otpustite ¢vrsti podvez ¢im krv pocne istjecati u epruvetu.

6. Pricekajte da prva epruveta bude napunjena do navedenog
volumena i prestane istjecati krv.

7. lzvucite epruvetu iz igle unutar drzaca.
8. Uklonite epruvetu iz drzaca.

9. Nakon prikupljanja pune krvi u BD PPT™ epruveti, odmah i njezno
preokrenite BD PPT™ epruvetu 8 - 10 puta.

10.Nakon mijesanja uzorak pune krvi moze se pohraniti do Sest (6) sati
pri sobnoj temperaturi do centrifugiranja.

11.Centrifugirajte BD PPT™ epruvetu u balansiranoj centrifugi s tipom
rotora ,swing-out” pri sobnoj temperaturi na 1.100 RCF najmanje
10 minuta.

Napomena: Upotreba promjenjivih uvjeta centrifugiranja takoder
moze pruziti prihvatljivu djelotvornost; laboratoriji to treba procijeniti
i provjeriti.

12.Da biste dobili nerazrijedeni uzorak plazme, uklonite

BD Hemogard™ zatvarac (vidi odjeljak Upute za uklanjanje

BD Hemogard™ zatvaraca) i dekantirajte plazmu u zasebnu posudu

ili alikvot plazme u zasebnu posudu pomocu pipete za prijenos.
NAPOMENA: Kada upotrebljavate pipetu za prijenos, obavezno pazite
da NE dodirnete gel barijeru s vrhom pipete.

UPUTE ZA UKLANJANJE BD HEMOGARD™ ZATVARACA

1. Primite BD PPT™ epruvetu jednom rukom, a palac polozite ispod
BD Hemogard™ zatvaraca. (Za dodatnu stabilnost polozite ruku na
¢vrstu povrsinu). Drugom rukom zaokrenite BD Hemogard™ zatvarac
i istovremeno ga gurajte prema gore s palcem druge ruke SVE DOK
NE OLABAVI ZATVARAC EPRUVETE.

2. Prije podizanja zatvaraca odmaknite palac. NEMOJTE
upotrebljavati palac kako biste odgurnuli zatvarac s epruvete.
Upozorenje: Ako u epruveti ima krvi, postoji opasnost od izloZzenosti.
Da biste pomogli sprijeciti ozljedivanje tijekom uklanjanja zatvaraca,
vazno je da palac koji koristite za potiskivanje zatvaraca prema gore
odmaknete s epruvete odmah kada BD Hemogard™ zatvarac postane
opusten.

3. Podignite zatvarac s epruvete. Ako se plasticni stitnik odvoji

od gumenog cepa, 5to je malo vjerojatno, NEMOJTE PONOVNO
POSTAVLIATI ZATVARAC. Pazljivo uklonite gumeni ¢ep s epruvete.

UPUTE ZA PONOVNO UMETANJE BD HEMOGARD™ ZATVARACA
1. Zamijenite zatvarac na epruveti.

2. Zaokrenite i ¢vrsto potisnite prema dolje dok ¢ep u potpunosti ne
sjedne na otvor. Potpuno ponovno umetanje ¢epa nuzno je kako bi
zatvarac ostao pricvrs¢en na epruveti tijekom rukovanja.

(nastavija se)

82



POHRANA | TRANSPORT UZORAKA

1. Puna se krv moze pohraniti u BD PPT™ epruveti do Sest (6) sati
prije centrifugiranja. Za centrifugiranje uzorka u razdoblju ve¢em od
Sest (6) sati moze biti potrebno odobrenje vase ustanove ili testnog
laboratorija. Provjerite koje vrijeme pohrane preporucuje proizvodac,
kao i temperature za EDTA antikoaguliranu punu krv.

2. Plazma se moze pohranjivati i prenositi u BD PPT™ epruveti
pri sobnoj ili rashladenoj temperaturi ili smrznuta na suhom ledu.
Provjerite koje vrijeme pohrane preporucuje proizvodac, kao i
temperature za EDTA plazmu.

3. Plazmu mozete pohraniti zamrznutu in situ u BD PPT™ epruveti.
Zamrznite centrifugirane BD PPT™ epruvete u uspravnom polozaju

u otvorenoj zi¢anoj resetki na -20 °C na najmanje 2 sata. Zamrznute
PPT epruvete mogu ili ostati na -20 °C ili ih mozete prenijeti na -70 °C
ili nizu temperaturu na daljnju pohranu ili ih otpremiti zamrznute na
suhom ledu. Korisnici trebaju provjeriti vlastiti protokol za smrzavanje
i otpremu za BD PPT™ epruvete. Napomena: Zamrzavanje plazme

in situ u BD PPT™ epruvetama moze biti zabranjeno za testove kao
Sto su odredeni testovi na HIV, u kojima dolazi do interferencije
unutarstani¢ne DNK.

4. Otopite BD PPT™ epruvete na zi¢anoj resetki pri sobnoj
temperaturi (18-25 °C). Kada razmatrate primjenu vise ciklusa
zamrzavanja/odmrzavanja, trebate provjeriti vlastiti protokol za
zamrzavanje/odmrzavanje za BD PPT™ epruvete.

OGRANICENJA SUSTAVA

Koli¢ina prikupljene krvi razlikuje se ovisno o nadmorskoj visini,
temperaturi okoline, zracnom tlaku, starosti epruvete, venskom tlaku
i tehnici punjenja. Uz standardne uvjete centrifugiranja za generiranje
plazme za testiranje ne sedimentiraju se u potpunosti sve stanice.

U skladu s time, metabolizam baziran na stanici, kao i prirodna
degradacija ex vivo mogu utjecati na aktivnosti’/koncentracije analita
seruma/plazme nakon centrifugiranja.

Protoc¢na svojstva barijernog materijala povezana su s temperaturom.
Ako se prije ili tijekom hladenja primijeni hladenje, protok ¢e mozda
biti sprijecen. Da biste prilagodili protok i sprijecili grijanje tijekom
centrifugiranja, hladenje centrifuge postavite na 25 °C (77 °F).
Protoc¢na svojstva barijernog materijala povezana su s RCF. Optimalno
odvajanje plazme i formiranje barijere smanjuju se pri uvjetima ispod
preporucenih.

Uzorci krvi trebaju se centrifugirati unutar 3est sati od prikupljanja.
Zagadenje odvojene nerazrijedene plazme crvenim krvnim stanicama
povecava se sto se vise odgada centrifugiranje. Stabilnost uzorka u
punoj krvi vise od Sest sati treba procijeniti vasa ustanova ili testni
laboratorij.

UPOZORENJA | OPOMENE

Upozorenja

Ne koristite epruvete ukoliko sadrze strane Cestice.
BD PPT™ epruvete nemojte ponovno upotrebljavati.
Sterilna je samo unutarnja strana epruvete.
Epruveta nije slobodna od pirogena.

5. Nemojte upotrebljavati BD PPT™ epruvete nakon datuma isteka
valjanosti ispisanog na naljepnici epruvete.

6. Bududi da ova BD PPT™ epruveta sadrzi kemijski aditiv (EDTA),
mjere opreza trema primijeniti da bi se sprije¢io mogudi povrat uzorka
iz epruvete tijekom prikupljanja krvi. Da biste se zastitili od povratka
uzorka, primijenite sljedece mjere opreza:

a. Polozite ruku pacijenta prema dolje.
b. Drzite epruvetu sa zatvara¢em pri vrhu.
c. Otpustite ¢vrsti podvez ¢im krv pocne istjecati u epruvetu.

7. Odvajanje plazme od stanica treba se dogoditi u roku od 6 sati
nakon prikupljanja kako bi se sprijecili netocni rezultati testiranja.

8. Nakon centrifugiranja, odredeni ¢e dio limfocita ostati na sucelju
plazme/gela.

9. Prekomjerna brzina centrifugiranja (vise od 10.000 RCF) moze
uzlr'oléovati pucanje BD PPT™ epruvete, izloZzenost krvi i mogucu
ozljedu.

10.Uklonite ih zaokretom i potiskom. Uklanjanje pomicanjem palca
nije preporuceno.

11.Nakon punkcije vene u vrhu ¢epa moze biti ostataka krvi.
Poduzmite odgovarajuce mjere opreza kada rukujete s epruvetama
da biste izbjegli kontakt s tom krvlju.

12.Kako bi rezultati bili dosljedni, tijekom ciklusa promatranja
primjenjujete ujednacene nacine rukovanja.

13.Prekomjerno ili nedovoljno punjenje epruveta rezultirat ¢e
netoc¢nim omjerom krvi i aditiva te moze dovesti do netocnih rezultata
analize ili slabe djelotvornosti proizvoda.
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14. Antikoagulans osusen sprejem (K2EDTA) bijele je boje.

15. Uvijek upotrebljavajte odgovarajuce nosace i umetke. Upotreba
epruveta s pukotinama ili ostecenjima te prevelika brzina
centrifugiranja mogu uzrokovati pucanje epruvete uz ispustanje
uzorka, kapljica i aerosoli u zdjelu centrifuge. Otpustanje tih
potencijalno opasnih materijaHa moze se izbjeci upotrebom posebno
izradenih zatvorenih spremnika u kojim se tijekom centrifugiranja
drze epruvete. Nosaci i umetci za centrifugu trebaju biti u velicini
specificnoj za upotrijebljene epruvete. Upotreba nosaca koji su
preveliki ili premali za odredenu epruvetu moze uzrokovati lom.

16.Napomena: Za testove, kao $to su odredeni testovi na HIV, u kojima
dolazi do interferencije unutarstani¢ne DNK, bit ¢e mozda potrebno
primijeniti posebne uvjete rukovanja. Savjetujte se sa proizvodacem
testa o preporucenim uvjetima rukovanja.

17.Napomena: Zamrznute BD PPT™ epruvete mogu se polomiti u
slucaju udarca. Da biste smanijili rizik od lomova tijekom otpreme,
zamrznute epruvete trebaju se tretirati na isti nacin kao i staklene.

18.Nemojte zamrzavati epruvetu u uspravnom polozaju u stiropornoj
reSetci, jer to moze uzrokovati pucanje epruvete.

19.Napomena: Zamrzavanje plazme in situ u BD PPT™ epruvetama
moze biti zabranjeno za testove u kojima dolazi do interferencije
unutarstani¢ne DNK. Savjetujte se s proizvodacima testova za upute o
preporu¢enom nacinu prijevoza i dopustenim ciklusima zamrzavanja/
odmrzavanja za ETDA plazmu.

20. Uvijek kada mijenjate vrstu, veli¢inu, nacin rukovanja, obrade

ili uvjete pohrane epruvete za prikupljanje krvi nekog proizvodaca
zbog odredenog laboratorijskog ispitivanja, laboranti uvijek moraju
pregledati podatke na epruveti proizvodaca i svoje vlastite podatke
kako bi utvrdili/provjerili referentni raspon za odredeni sustav
instrumenata/reagensa. Na temelju takvih informacija laboratorij
moze odluciti je li promjena prikladna.

(nastavija se)
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Opomene

. Primjenjujte opceprihvacene mjere opreza. Upotrebljavajte
rukavice, pregace, zastitu za oci, ostalu zastitnu opremu i kontrole
na uredaju koje ce vas zastititi od prskanja krvi, curenja krvi i
potencijalne izlozenosti patogenima koji se prenose krvlju.

2. Sasvim bioloskim uzorcima i “ostrim predmetima” za prikupljanje
krvi (lancetama, iglama, luer adapterima i kompletima za
prikupljanje krvi) postupajte u skladu s pravilima i procedurama
svoje ustanove. U slucaju izlaganja bioloskim uzorcima (primjerice,
ozljede uslijed uboda), potrazite odgovaraju¢u medicinsku pomo¢
bududi da se putem uzorka mogu prenijeti virusni hepatitis, HIV i
druge patogene koji se prenose krvlju. Primijenite svaki ugradeni
zastitnik igle, ako je isporuc¢en uz napravu za prikupljanje krvi. BD
ne preporucuje ponovno stavljanje zastite na iskoristene igle. No
pravila i procedure u vasoj ustanovi mozda su razliciti, pa uvijek
trebate postupati u skladu s njima.

3. Sve epruvete za prikupljanje krvi odlozite u spremnike za bioloski
otpad ¢ija je uporaba odobrena za tu namjenu.

4. Nemojte prenositi uzorak iz Strcaljke u epruvetu. Dodana
manipulacija ostrim predmetima povecava potencijal za ozljedu
ubodom igle. Osim toga, pritisak na klip Strcaljke tijekom prijenosa
moze stvoriti pozitivan tlak koji ¢e silovito pomaknuti ¢ep i uzorak,
sto ¢e uzrokovati prskanje krvi i mozda je izloziti. Upotrebom
Strcaljke za prijenos krvi moze se takoder uzrokovati prekomjerno
ili premalo punjenje epruveta, sto ¢e rezultirati netocnim omjerom
krvi i aditiva te potencijalno neto¢nim rezultatima analize.
Epruvete s volumenom punjenja manjim od navedenih dimenzija
mogu se sporije puniti od epruveta iste velicine ve¢eg volumena
punjﬁnja. Savjetujte se s laboratorijem treba li upotrijebiti takve
uzorke.

5. Ako se krv prikuplja putem intravenske (IV) linije, provjerite je
li linija ocis¢ena od IV otopine prije pocetka punjenja epruveta
za prikupljanje krvi. To je klju¢no kako bi se izbjeglo dobivanje
netocnih laboratorijskih podataka zbog kontaminacije IV
tekucéinom.

6. Nedovoljno punjenje epruveta rezultirat ¢e neto¢nim omjerom
krvi i aditiva te moze dovesti do netoc¢nih rezultata analize ili slabe
djelotvornosti proizvoda.

7. Provijerite jesu li epruvete ¢vrsto smjeStene u nosacu centrifuge.
Nestabilan polozaj moze rezultirati odvajanjem BD Hemogard™
zatvaraca s epruvete ili izlaskom epruvete izvan drzaca. Epruvete
koje izadu izvan nosa¢a mogu zapeti za glavu centrifuge, $to ¢e
rezultirati njihovim lomom.

8. Uvijek pricekajte da se centrifuga u potpunosti zaustavi prije nego
$to pokusate ukloniti epruvete. Kada se zaustavi glava centrifuge,
otvorite poklopac i provjerite ima li slomljenih epruveta. Ako
primijetite lomove, upotrijebite mehanicku napravu kao sto jer
forceps ili hemostat kako biste uklonili epruvete. Upozorenje:
Polomljene epruvete nemojte uklanjati rukom. U uputama za
rukovanje centrifugom potrazite smjernice za dezinfekciju.

9. Endotoksin se ne kontrolira. Krvi i dijelovi krvi koji se prikupljaju i
obrladuju u epruveti nisu namijenjeni infuziji ili uvodenju u ljudsko
tijelo.
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& BD Vacutainer® PPT™

Plazma el6készité kémcso

@

Plazma higitas nélkali el6készitéséhez molekularis diagnosztikai vizsgalati médszerek haszndlata soran

Steril belsé
In vitro diagnosztikai hasznalatra

Gatanyag: gél.
Belsé adalék: elegend6 K;EDTA 5 mL/8,5 mL vérhez
Dugébevonat: szilikon.

FELHASZNALASI TERULET

A BD Vacutainer® PPT™ Plasma Preparation Tube (BD PPT™ kémcsd)
egy mlanyagbdl készilt vakuumos kémcsé vénas vérvételhez, ami
centrifugalas el6tt szétvalasztja a nem higitott EDTA plazmat
molekularis diagnosztikai vizsgalati médszerekhez (mint példaul a

PCR - polimeraz lancreakcid, vagy a bDNA - elagazé DNS amplifikacios
technika), illetve olyan egyéb eljarasokhoz, ahol a laboratérium
meghatarozasa szerint feltétel a nem higitott EDTA plazma.

OSSZEFOGLALAS ES MAGYARAZAT

Szamos in vitro molekularis diagnosztikai assay els6 1épése a plazma
el6allitasa teljesvérbdl. A BD PPT™ kémcsé lehetdvé teszi a nem
higitott EDTA plazmaminta zart vakuumos rendszerben torténé
begydjtését, feldolgozasat és szallitasat. A kémcsévek 9 mg és

15,8 mg spray-jel szaritott KoEDTA-t tartalmaznak; 1,8 mg/mL-es,
illetve 1,9 mg/mL-es vér aranyokat mutatva, amennyiben a vdkuumos
kémcsé megfelel6 modon lett megtoltve 5 mL-es vagy 8,5 mL-es szivasi
térfogatra. A kémcsé tovabba tartalmaz egy gélanyagot, ami
centrifugalas el6tt gatat képez a plazma és a legtobb sejtes elem
kozott, ezaltal lehet6vé téve a BD PPT™ kémcsé szallitasat a plazma
eltavolitasa nélkul. Az eredmény egy megfeleld, biztonsagos és
egyedulallé kémcsérendszer, ami vérvételre és a plazma elvalasztasara
szolgal. A mintakat helyben lehet begydjteni, feldolgozni és szallitani,
ezaltal csokkentve a hematogén kérokozdknak valé kitettséget a
mintavétel és feldolgozas helyén.

TAROLAS

Az Ures kémcsoveket 4-25 °C-on tarolja. A legfeljebb 40 °C-os
hémérséklet-kilengés dsszesen legfeljebb 10 napig engedélyezett.
MINTAK BEGYUJTESE ES KEZELESE

A mintavételhez sziikséges, de nem biztositott felszerelés

1. Barmely standard méretl BD Vacutainer® tltartét 13 mm atmérdéji
kémcsovek esetében hasznalhat.

2. Tisztitasra szolgald alkoholos vatta.

3. Széraz, tiszta géz.

4. Erszorité.

5. T gydGjtékonténer hasznalt tlk és ti-tarto szerelvények tarolasara.

A minta feldolgozasahoz sziikséges, de nem biztositott felszerelés

1. Kihajthaté rotor tipusu centrifuga, amely a kémcsé aljan 1 100 x g
nagysagu relativ centrifugalis eré (RCF) |étrehozasara képes.

2. Keszty(k és egyéb védéfelszerelések a hematogén kérokozokkal
szembeni védelemhez.
A mintavétel el6készitése

A vénapunkcid eréEzése el6tt gy6z6djon meg arrdl, hogy
rendelkezésre dllnak az alabbi anyagok:

1. Lasd fentebb a szlkséges felszerelést.

2. Minden szlUikséges kémcsé az adott méretre, mintavételre és
adalékra vonatkozéan.

3. A mintak pozitiv paciens azonositasara szolgalé cimkék.

HASZNALATI UTASITAS

1. Megfelel6 antiszeptikus kezeléssel készitse el a vénapunkcio
helyét. Standard vénapunkcié és mintavétel soran hasznalja az
intézménye altal ajanlott eljarast.

2. Tavolitsa el a tit véd& boritast.

3. Hajtsa végre a vénapunkciot.

4. Helyezze a kémcsovet a tartdba és nyomja a csoévet elére,
amig a kémcsédugd nem penetralodik.

5. Engedje fel az érszoritot, amint vér jelenik meg a csében.

6. Varjon, amig a kémcsé megtelt a meghatarozott térfogatnak
megfelel6en és a véraramlas is megszint.

7. A tartdn bellul huzza le a csévet a tlirdl.
8. Vegye ki a kémcsovet a tartobol.

9. A BD PPT™ kémcsdvel vald vérvételt kovetéen azonnal forditsa
meg finoman a BD PPT™ kémcsovet 8-10 alkalommal.

10.Keverést kovetéen a centrifugalasig a vérminta legfeljebb hat
(6) 6ran keresztul tarolhaté szobahémérsékleten.

11.Centrifugdlja a BD PPT™ kémcsovet kiegyensulyozott, kihajthaté
rotor tipusu centrifugaval szobahémérsékleten 1 100 érték(i RCF-en
legalabb 10 percig.

Megjegi/1 és: az alternativ centrifugalasi kéralmények szintén
elfogadhato teljesitményt biztosithatnak, amit a laboratériumnak kell
értékelni és érvényesiteni.

12.Nem higitott plazma minta nyeréséhez tavolitsa el a

BD Hemogard™ fedelet (lasd: “A BD Hemogard™ fedél eltavoli-
tasanak menete”), és tOltse at a plazmat egy kilénallé edénybe vagy
cseppentse at a plazmat egy kulonallé edénybe transzfer pipetta
segitségével. MEGJEGYZES: transzfer pipetta hasznalata soran
gy6z46djon meg arrol, hogy a pipetta hegyével NEM sérti fel a gél
altal létrehozott gétat.

A BD HEMOGARD™ FEDEL ELTAVOLITASANAK MENETE

1. Ragadja meg egyik kezével a BD PPT™ kémcsovet hluvelykujjat a
BD Hemogard™ fedél ala helyezve. (A stabilitas névelése érdekében
helyezze a karjat szilard felUletre). A masik kezével csavarja a

BD Hemogard™ fedelét, amig ezzel egy id6ben masik kezének
huvelykujjaval nyomja azt felfelé CSAK'ADDIG AMIG A KEMCSODUGO
MEG NEM LAZUL.

2. A fedél emelése el6tt mozditsa el a huvelykujjat. NE hasznalja
hivelykujjat a fedél eltolasa soran. Figyelem: vért tartalmazé kémcsé
esetében expozicids veszély all fenn. A fedél eltavolitasa soran
jelentkezd sérulés megel6zése érdekében fontos, hogy a fedél felefelé
tolasahoz hasznalt huvelykujjat eltavolitsa a kémcsé felszinérdl, amint
a BD Hemogard™ fedél meglazul.

3. Emelje le a fedelet a kémcs6rél. Amennyiben a miianyag
védéfelszin levalik a gumi dugoérol (ennek kicsi a valdszintisége),
NE HELYEZZE VISSZA A FEDELET A KEMCSORE. Ovatosan tavolitsa
el a kémcs6bdl a gumi dugét.

A BD HEMOGARD™ FEDEL VISSZAHELYEZESENEK MENETE

1. Helyezze a fedelet a kémcsé tetejére.

2. Csavarja és nyomija lefelé a dugét, amig az nem Ul tokéletesen a
kémcsovon. A dugé teljes visszahelyezése sziikséges, hogy hasznalat
kézben biztonsadgosan a kémcsévon maradjon.

(Folytatds)
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MINTA TAROLASA ES SZALLITASA

1. A centrifugdlasig a vérminta legfeljebb hat (6) 6ran keresztul
tarolhatd BD PPT™ kémcsében. Hat (6) 6ranal hosszabb ideig allé
minta centrifugalasa esetén az intézmény vagy vizsgalati laboratérium
jovahagyasara lehet sziikség. Jarjon utana az assay gyartoja altal
ajanlott tarolasi idének és hémérsékletnek EDTA antikoagulalt
teljesvér esetében.

2. A plazma BD PPT™ kémcsSben valo tarolasa és szallitasa
szobah&mérsékleten, fagyasztasi hémérsékleten, valamint szarazjégen
is lehetséges. Jarjon utana az assay gyartéja altal ajanlott tarolasi
idének és hémérsékletnek EDTA plazma esetében.

3. Aplazmat in situ lehet fagyasztani a BD PPT™ kémcs6ben.

A centrifugalt BD PPT™ kémcsoveket fagyassza le figgdleges
helyzetben egy drétallvanyon -20 °C-on legaldbb 2 6ran at. A
lefagyasztott PPT kémcsévek maradhatnak -20 °C-on, valamint
tovabbi tarolas és szallitas céljabol a hémérsékletiket -70 °C-ra
vagy még alacsonyabb értékre lehet csokkenteni szarazjégen.

A felhasznaloknak jova kell hagyniuk egy sajat, a PPT™ csévek
fagyasztasara és szallitasara vonatkozé protokollt. Megjegyzés:
BD PPT™ kémcsovekben torténd in situ fagyasztasa egyes assay-k
esetében tilos, igy példaul HIV viralis terheléses vizsgalatok soran
az intracellularis DNS hatasa miatt.

4. Olvassza fel a BD PPT™ kémcsoveket drétallvanyon kdrnyezeti
hémeérsékleten (18-25 °C). A tobbszoros fagyasztas-felolvasztas
ciklusok figyelembevételével, a felhasznaloknak jova kell hagyniuk
egy sajat, a BD PPT™ csovek fagyasztasara és felolvasztasara
vonatkozo protokollt.

A RENDSZER KORLATOZASAI
A mintavétel soran gy(jtott vér mennyisége a magassagtol, a
kérnyezeti hémérséklettdl, a 1égkéri nyomastdl, a kémesé ko-
ratol, a vénas nyomastol és a toltési technikatol fuggden eltérhet.
A standard centrifugalasi kéralmények a vizsgalathoz szukséges
plazma eléallitdsdhoz nem teljesen szedimentaljak az dsszes sejtet.
Ennek megfelelSen a sejtalapu anyagcsere, valamint a természetes
degradacio az acellularis valtozasokon tul ex vivo befolyasolhatjak a
plazma analit koncentraciét/aktivitast.
A gatot képezd anyag aramlasi tulajdonsagai a hémérséklettél flg-
gnek. Az aramlas megakadalyozhato a centrifugalas elStti vagy alatti
hlitéssel. Az aramlas optimalizalasa és a centrifugdlas alatti felhevilés
megel6zése érdekében allitsa a h(itott centrifugakat 25 °C-ra (77 °F).
A gatot képezd anyag aramlasi tulajdonsagai az RCF-t6l fuggnek.
Az ajanlottdl eltérd kortulmények csokkentik az optimalis plazma
szeparaciot és a gatképzdédést.
A vérmintakat a mintavételt kévet6 6 6ran belll le kell centrifugalni.
A centrifugacié késleltetésével novekszik a szeparalt nem higi-
tott plazma vorosvértest kontamindcidja. A vérminta hat éran tuli
stabilitasat az intézményének vagy vizsgalati laboratériumanak kell
jovahagyni.
OVINTEZKESESEK ES FIGYELMEZTETESEK
Ovintézkedések
1. Ne hasznalja a kémcsoveket, ha idegen anyag van bennuk.
2. Ne hasznélja Gjra a BD PPT™ kémcsoveket.
3. Csak a kémcsé belsé felszine steril.
4. A kémcs6 nem pirogénmentes.
5. Ne hasznaljon lejart szavatossagu (lasd kémcs6 cimkéje) BD PPT™
kémcsoveket.
6. Mivel a BD PPT™ kémcsé vegyi adalékanyagot (EDTA) tartalmaz,
mintavétel soran megfelel6 koraltekintéssel kell eljarni a cs6bél
valé esetleges visszafolyas elkertlése érdekében. A visszafolyas
megakadalyozasa érdekében kovesse az aldbbi 6vintézkedéseket:

a. Paciens karjat helyezze lefelé mutato iranyba.

b. Ugy tartsa a csévet, hogy a dugé legyen legfelul.

c. Engedje fel az érszoritét, amint vér jelenik meg a csében.

7. A hibas vizsgélati eredmények elkertlése érdekében a plazma
sejtektdl valo elvalasztasat centrifugalas Gtjan a mintavételt kovets
6 oran belul végre kell hajtani.

8. Centrifugalast kovetéen egyes lymphocytak a plazma-gél hataron
maradhatnak.

9. Nagy centrifuga-sebesség (10 000 RCF felett) a BD PPT™ kémcsovek
torését okozhatja, ezaltal vérrel valé érintkezésnek és esetleges
sérulésnek kitéve a felhasznalét.

10.A dugokat tekerd és huzé mozdulattal tavolitsa el. A htivelykujjal
valo csavaras utjan térténd eltavolitds nem ajanlott.
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11.Vénapunkciot kévetéen a dugé teteje rezidualis vért
tartalmazhat. A kémcsévek hasznalata kézben tartsa be a megfelel6
ovintézkedéseket a vérrel valo érintkezés megel6zése érdekében.

12.A monitorizalasi ciklus soran egységes kezelést folytasson ezaltal
biztositva az egyenletes eredményeket.

13.A kémcsé tul- vagy alultoltése nem megfeleld vér-adalék aranyhoz,
helytelen analitikai eredményekhez, valamint a termék csékkent
hatékonysadgadhoz vezethet.

14.A spray-jel szaritott antikoagulans (K2EDTA) fehér szind.

15.Mindig a megfelel6 hordozot vagy betétet hasznalja. Megrepedt
és szilankos kémcsovek hasznalata, valamint a tul magas centrifuga-
sebesség a kémcsé toréséhez vezethet, ami a minta elfolyasaval,
cseppek képzédésével és a centrifugaedénybe terjedé aeroszol
képzbdésével jar. Az ilyen potencidlisan veszélyes anyagok
felszabadulasa specialisan tervezett zart edények hasznalataval
elézheté meg, amelyekbe centrifugdlas soran a kémcséveket helyezik.
Centrifuga hordozodk és betétek az adott kémcsének megfelel
mérettel kell, hogy rendelkezzenek. A kémcsé méretéhez képest tul
nagy vagy tul kicsi hordozok hasznalata a kémcsé toréséhez vezethet.

16.Megjegyzés: kuldnleges kezelési kortilmények lehetnek
szikségesek egyes assay-k esetében, igy példaul HIV viralis terheléses
vizsgalatok soran az intracellularis DNS hatasa miatt. Az ajanlott
kezelési kortlményekrdl kérje ki az assay gyartéjanak szakvéleményét.

17.Megjegyzés: a fagyasztott BD PPT™ kémcsovek Utddés
koévetkeztében eltérhetnek. A torés veszélyének csdkkentése
érdekében szallitas soran a fagyasztott kémcsdveket ugyanolyan
banasmodban kell részesiteni, mint az tveg kémcsoéveket.

18.Ne fagyassza le a kémcsovet fliggbleges helyzetben polisztirol
rekeszben, mert ez a csévek repedéséhez vezethet.

19.Megjegyzés a plazma BD PPT™ kémcsévekben torténd in situ
fagyasztasa egyes assay-k esetében tilos az intracellularis DNS hatasa
miatt. Az ajanlott szallitasi utasitasokkal és az EDTA plazma esetében
megengedhet6 fagyasztas-felolvasztas ciklusokkal kapcsolatban kérje
ki az assay gyartojanak szakvéleményét.

20. Amennyiben egy adott laboratériumi assay soran médositja a
gyarto altal ajanlott vérvételi kémcsé tipusat, méretét, kezelését,
feldolgozasat vagy tarolasi feltételeit, a laboratériumi személyzet
feladata a gyarto és a laboratorium adatainak attekintése az adott
mUszer/reagens rendszer referenciatartomanyanak megallapitasa/
hitelesitése érdekében. Ezen informacié birtokaban a laboratérium
feladata megallapitani a médositasok helyénvaldsagat.

(Folytatds)
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Figyelmeztetések

. Alkalmazza az altalanos gyakorlati 6vintézkedéseket. A
vér szétloccsanasatol, szivargasatol, valamint a hematogén
korokozoktdél valo védelem érdekében viseljen kesztydit, kopenyt,
véddszemuveget, egyéb véddsfelszerelést, valamint hasznalja a
muszaki ellendrzés altal nyujtott lehetdségeket.

. Minden egyes biolégiai minta és éles vérvételi eszkdz (sebészkések,
tlk, luer adapterek, vérvételi készlet) hasznalata soran az
intézményében érvényben [évé elSirasoknak és eljarasoknak
megfelelden jarjon el. Kell§ figyelmet forditson barmely biolégiai
expozicioval 3pé|déu| szUrasi sérilés esetén) jaro beavatkozas
kivitelezése soran, mivel ezen sértlések révén terjedhet a hepatitis,
HIV, és egyéb hematogén uton terjedd betegségek. Hasznalja a
beépitett tlvédsét, amennyiben a vérvételi eszk6z rendelkezik
ilyennel. A BD nem javasolja hasznalt t(ik tivédével térténé
Ujboli felhasznalasat. Ugyanakkor az intézményében érvényes
el6irasok és eljarasok kulénbdzhetnek a BD irdnyelveitdl, és azokat
szigoruan be kell tartani.

. A vérvételi kémcsodveket a jovahagyott bioldgiailag veszélyes
hulladéktéaroldkban helyezze el.

Ne juttasson mintat fecskend6bél kémcsébe. Eles eszk6zok

ezen fellli hasznalata noveli a tliszurasos sérulések kockazatat.
Raadasul, az athelyezés folyamata soran a fecskendé
dugattytjanak megnyomasa pozitiv nyomast idézhet el8, ami

a dugo és a minta elmozdulasahoz, és ezaltal potencidlis vér
expoziciohoz vezethet. Fecskendd hasznélata vérathelyezés soran
a kémcsé tul- vagy alultoltését okozhatja, ami nem megfeleld
vér-adalék aranyhoz és helytelen analitikai eredményekhez
vezethet. A méreteik alapjan nagyobb kapacitastunak t(ing, de
kisebb befogadasi térfogatu kémcsovek fecskenddvel vald toltése
a jelzett értékig nem biztos, hogy kivitelezheté. A laboratériumi
eredmények megbeszélése ezen mintak hasznalata alapjan kell,
hogy torténjen.

. Amennyiben a vérvétel intravénas (V) katéterrel torténik,
gy6z6djon meg arrdl, hogy a vérvételi kémcsovek toltése elStt
megtortént az IV oldatos katéter tisztitasa. Ez kulcsfontossagu

az IV folyadék kontaminacioja altal okozott hibas laboratériumi
eredmények elkertlése érdekében.

. A kémcsé alultoltése nem megfeleld vér-adalék aranyhoz,
helytelen analitikai eredményekhez, valamint a termék csokkent
hatékonysdgadhoz vezethet.

. Gy6z6djon meg arrdl, hogy a kémcsévek megfeleléen Ulnek a
centrifuga hordozoén. Tokéletlen Glés a BD Hemogard™ fedél
levalasat okozhatja a kémcs6rdl vagy a kémcs6 hordozo feletti
nyujtott szakaszarodl. A hordozé felett huzoédd kémcesovek
érintkezhetnek a centrifugafejjel, ami a kémcsé torését
eredményezheti.

. Minden esetben varja meg mig a centrifuga teljesen leall, miel6tt
eltadvolitana a kémcséveket. Amikor ledll a centrifuiafej, nyissa
fel a fedelet és vizsgalja meg, nincs-e benne torott kémcsé.
Amennyiben torést észlel, a kémcsévek eltavolitadsdhoz hasznéljon
mechanikus eszkézt (pl. csipeszt vagy vérzéscsillapitéd csipeszt).
Figyelem: az eltort kémcsoveket ne tavolitsa el szabad kézzel!

A fertéStlenitéssel kapcsolatos utasitasokat a centrifuga kezelési
Utmutatdjaban talalja.

. Az endotoxin nem szabalyozott. A csében gydijtott és feldolgozott
vér és vérkomponensek nem alkalmasak az emberi testbe torténé
infuziora vagy bejuttatasra.
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& BD Vacutainer® PPT™

Plasma Preparation Tube

s/

Til forvinnslu 6pynnts bl6dvokva til notkunar med adferdum sameindagreiningarpréfa

Seeft innra byrdi
Til notkunar vid In Vitro greiningar

Talmaefni: Gel.

Innra ibléndunarefni: Neegilegt KoEDTA fyrir 5 mL/8,5 mL af blodi

Smurefni tappa: Silikon.

NOTKUNARSVID

BD Vacutainer® PPT™ Plasma Preparation synaglasid (BD PPT™ syna-
glas) er loftteemt synaglas Ur plasti sem aetlad er til toku blasedablods
sem vid skiljun adskilst i 6pynntan EDTA blédvokva til notkunar vid
sameindagreiningaradferdir (4 bord vid, en ekki takmarkad vid

PCR - polymerase chain reaction og/eda bDNA - branched DNA
mognunaradferdir) eda adrar adferdir par sem dpynntur EDTA
bl6édvokvi er naudsynlegur samkvaemt kréfum fra rannséknarstofu.

SAMANTEKT OG SKYRINGAR

Vinnsla blédvokva ur heilblédi er fyrsta skrefid i mérgum in vitro
sameindagreiningum. BD PPT™ synaglasid gefur méguleika & séfnun,
vinnslu og flutningi & pynntum EDTA blodvokva i lokudu, loftteemdu
kerfi. Synaglésin innihalda 9 mg og 15,8 mg af udapurrkudu KoEDTA,
sem gefur hlutfollin 1,8 mg/mL og 1,9 mg/mL af bl6di pegar loftteemt
synaglas er fyllt & réttan hatt ad annad hvort 5 mL eda 8,5 mL
markinu. Synaglasid inniheldur einnig gel sem vid skiljun myndar
talma milli bl6dvokvans og megnisins af frumuhratinu sem gefur
moguleika a flutningi BD PPT™ synaglassins an pess ad fjarlaegja
blodvokvann. Nidurstadan er peegilegt, 6ruggt kerfi med einu
synaglasi til ad taka heilbl6dssyni og adskilja blodvokvann. Haegt

er ad taka, vinna og flytja syni a in situ og pannig draga Ur heaettu a
snertingu vid smitefni i bl6di & synatoku- og synavinnslustad.

GEYMSLA

Geymid tém synaglos vid 4-25 °C. Takmarkadur fravikshiti allt ad 40 °C,
i samanlag®an tima sem ekki er umfram 10 daga, er dseettanlegur.
SYNATAKA OG MEDHONDLUN

Naudsynlegur bunadur til synatéku sem ekki fylgir med

1. Nota ma allar BD Vacutainer® néalaholdur af stadladri steerd fyrir
synagloés sem eru 13 mm ad pvermali.

2. Alkoholgrisja til ad hreinsa stungustad.
3. burrar, hreinar grisjur.
4. Stasi.

5. flat til férgunar nala til ad setja i notadar nalar eda samfastar nalar
og héldur.

Naudsynlegur bunadur til vinnslu syna sem ekki fylgir med

1. Skilvinda med sveiflurétor sem gefur hlutfallslegt midflottaafl sem
nemur 1.100 x g (RCF) vid botn synaglassins.

2. Hanskar og adrar personuhlifar eins og naudsynlegt er til ad verjast
smitefnum i bl6di.

Undirbaningur fyrir synatoku

Gangid ur skugga um ad eftirfarandi efni og bunadur séu til stadar
adur en blasedastunga er gerd:

1. Sja naudsynlegan bunad hér fyrir ofan.

2. Oll naudsynleg synaglés, af réttri staerd, synarimmali og
iblondunarefni.

3. Merkimidar til ad merkja sjuklingi synin.

NOTKUNARLEIDBEININGAR
1. Undirbuid stungustadinn i blaaed med videigandi sotthreinsiefni.

Notid radlagdar adferdir vinnustadar fyrir stadlada taekni vid
blaaedastungu og blédsynatoku.

2. Takid nalarhlifina af.

3. Stingid a blaaedina.

4. Setjid synaglasid i hdlduna og prystid synaglasinu fram par til farid
er i gegnum tappann & synaglasinu.

5. Losid stasann um leid og bldd sést i synaglasinu.

6. Bidid par til tiltekid magn er komid i synaglasid og bl6did heettir
ad renna.

7. Dragid synaglasid af nalinni inni i héldunni.

8. Takid synaglasid ur holdunni.

9. Eftir ad heilblodi hefur verid safnad i BD PPT™ synaglasid skal
tafarlaust og varlega sntia BD PPT™ synaglasinu a hvolf 8 - 10 sinnum.
10. Eftir bldondun ma geyma heilbl6did i allt ad sex (6) klukkustundir
vid herbergishita fyrir skiljun.

11.5kiljid BD PPT™ synaglos i jafnvaegisstilltri skilvindu med
sveiflurétor vid herbergishita vid 1.100 RCF i ad lagmarki 10 mindtur.
Athugid: Notkun annarra skiljuadstaedna getur einnig gefid

aseettanlegar nidurstdédur; petta skal metid og fullgilt af rannséknar-
stofunni.

12.Til ad na épynntu blédvokvasyni skal fjarleegja BD Hemogard™
lokid (sja kaflann Leidbeiningar um hvernig a a0 fjarleegja

BD Hemogard™ lokid) og hellid blédvékvanum i annad ilat eda
skammtid blédvokva i annad ilat med bubbulinu. ATHUGID: begar
bubbulina er notud skal geeta pess ad hreyfa EKKI vid geltdlmanum
med oddi hennar.

LEIDBEININGAR UM HVERNIG A AP FJARLAGJA
BD HEMOGARD™ LOKID

1. Taki® um BD PPT™ synaglasid med annarri hond og set;jid
pumalinn undir BD Hemogard™ |okid. (Latid handlegginn hvila &
stodugum fleti til ad auka stodugleikann). Notid hina SE\(‘jndina til ad
snta BD Hemogard™ lokinu og prysta pyi samtimis upp med
pumlinum ADEINS PAR TIL TAPPINN A SYNAGLASINU HEFUR

VERID LOSADUR.

2. Feerid pumalinn fra 4dur en lokinu er lyft upp. EKKI nota pumalinn
til ad yta lokinu af synaglasinu. Vidvorun: Ef synaglasid inniheldur
bl6d er haetta a snertingu vid pad. Til ad draga Ur haettu a slysi pegar
lokid er tekid af er mikilveegt ad pumallinn sem notadur er til ad yta
lokinu upp sé feerdur fra um leid og BD Hemogard™ loki® losnar.

3. Lyftid lokinu af synaglasinu. Ef svo ¢liklega vill til ad plasthlifin
losni fra gdmmitappanum MA EKKI SETJA LOKID AFTUR A. Takid
gummitappann varlega ur glasinu.

LEIDBEININGAR UM HVERNIG A AP SETJA BD HEMOGARD™
LOKID AFTUR A

1. Setjid lokid yfir synaglasid.

2. Snuid og ytid nidur par til tappinn er kominn ad fullu aftur a sinn
stad. Ljukid isetningu tappans ef parf til ad lokid sé 6rugglega a
synaglasinu & medan pad er medhondlad.

(Framhald)
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GEYMSLA OG FLUTNINGUR SYNA

1. Geyma ma heilbléd i BD PPT™ synaglasinu i allt ad sex

(6) klukkustundir fyrir skiljun. Skiljun synis eftir meira en sex

(6) klukkustundir kann ad krefjast fullgildingar vinnustadarins eda

préfunarstofu. Leitid upplysinga hja framleidanda greiningarprofs

\éa(?ba}ngi réadlagdan geymslutima og hitastig fyrir EDTA storkuvarid
eilbléd.

2. Blédvokva ma geyma og flytja i BD PPT™ synaglésum vid stofuhita
eda keelingu eda frosinn & purris. Leitid upplysinga hja framleidanda
greiningarpréfs vardandi radlagdan geymslutima og hitastig fyrir
EDTA bl6dvokva.

3. Geyma ma blédvokva frosinn in situ i BD PPT™ synaglasinu. Frystid
BD PPT™ synaglos, sem buid er ad skilja, upprétt i opinni virgrind vid
-20 °Ci a.m.k. 2 klukkustundir. Frosin PPT synaglds ma svo annad hvort
geyma afram vid -20 °C, flytja i -70 °C eda leegra til frekari geymslu
eda flytja frosin & purris. Notendur aettu ad fullgilda eigin vinnureglur
vardandi frystingu og flutning & BD PPT™ synaglésum. Athugid:
Frysting & blédvokva in situ i BD PPT™ synaglésum kann ad vera
6heimil fyrir greiningarprof a bord vid sum HIV veirumagnsprof par
sem DNA innanfrumu hefur ahrif a profio.

4. bydid BD PPT™ synaglésin i virgrind vid umhverfishita (18-25 °C).
Pegar aetlunin er ad nota margar umferdir frystingar/pydingar settu
notendur ad fullgilda eigin adferdalysingu fyrir frystingu/pydingu a
BD PPT™ synaglosum.

TAKMARKANIR BUNADARINS

Magn bl6ds sem synaglasid tekur upp fer eftir haed yfir sjavarmali,
umbhverfishita, loftprystingi, aldri synaglass, prystingi i blaaed og
adferd vid fyllingu. Stadladar skiljuadstaedur til ad einangra blédvokva
til rannsékna fella ekki ad fullu at allar frumur. pvi geta frumubundin
efnaskipti, sem o%nétwrulegt nidurbrot ex vivo haft ahrif & styrk/
virkni greiniefnis bl6dvokva umfram frumulausar breytingar.

Fleedi i gegnum talmaefnid fer eftir hitastigi. Flaedi getur takmarkast
ef pad er keelt fyrir eda vid skiljun. Til ad hamarka fleedi og takmarka
hitnun vid skiljun skal stilla keeldar skilvindur & 25 °C (77 °F).

Fleedi i gegnum talmaefnid er tengt RCF. Hamarks adskilnadur
blédvokva og myndun talma minnkar vid adsteedur nedan vid pad
sem radlagt er.

Bl6dsyni skal skilja innan sex klukkustunda fré synatéku. Mengun
raudra blédkorna a adskildum, 6pynntum blodvokvasynum eykst med
aukinni tof fram ad skiljun. Stodugleika syna i heilbl6di umfram sex
klukkustundir skal fullgilda & vidkomandi vinnustad eda préfunarstofu.

VIDVARANIR OG VARNADARORD

Vidvoérun:

1. Notid ekki synaglos ef i peim eru adskotaefni.

2. Endurnytid ekki BD PPT™ synaglos.

3. Adeins innra byrdi synaglassins er seeft.

4. Synaglasid er ekki laust vid efni sem valda sotthita.

5. Notid BD PPT™ synagl6sin ekki eftir fyrningardagsetningu sem
prentud er & merkimida peirra.

6. Par sem petta BD PPT™ s gnaglas inniheldur kemiskt iblondunarefni
(EDTA), skal beita vartdarradstofunum til ad koma i veg fyrir
mogulegt bakfleedi Ur synaglasinu & medan a synatoku stendur. Til ad
koma i veg fyrir bakfleedi skal fylgja eftirfarandi vartdarradstofunum:
a. Latido handlegg sjuklings liggja nidur a vid.
b. Haldid synaglasinu pannig ad tappinn sé efst.
¢. Losid stasann um leid og bléd sést i synaglasinu.
7. Skilja skal blodvokva fra frumum med skiljun innan 6 klukkustunda
fra synatoku til ad koma i veg fyrir rangar rannséknarnidurstodur.
8. Eftir skiljun verda einhverjar eitilfrumur eftir vid moérk blédvokva/
gels.
9. Of mikill spunahradi (yfir 10.000 RCF) getur valdid pvi ad BD PPT™
synaglésin brotni, med moégulegri snertingu vid bl6d og hugsanlegum
slysum & folki.
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10.Fjarlaegid tappa med pvi ad snlia og toga. Ekki er maelt med ad
nota pumalinn til ad fjarleegja tappa.

11.Eftir bldaedastungu kunna leifar af bl68i ad vera i efsta hluta
tappans. Gerid videigandi radstafanir vid medferd synaglasa til ad
koma i veg fyrir snertingu vid petta bl6d.

12.Medhondlid synin & samreemdan hatt & medan 4 voktun stendur
til ad tryggja samrymanlegar nidurstodur.

13.Ef synaglos eru of mikid eda of 1itid fyllt getur pad valdid rongu
hlutfalli milli bl68s og iblondunarefna sem getur leitt til rangra
greiningarnidurstadna eda lélegrar virkni vorunnar.

14.Udapurrkada andstorknunarefnid (K2EDTA) er hvitt 4 litinn.

15.Notid avallt videigandi grindur eda ihluti. Notkun synaglasa sem
eru sprungin eda of mikill spunahradi getur valdid pvi ad synaglésin
brotni pannig ad syni, dropar og Udi dreifist i skilvinduskalina. Haegt
er ad koma i veg fyrir dreifingu pessara mégulega haettulegu efna
med pvi ad nota sérstaklega hénnud innsiglud ilat fyrir synaglos &
medan a spuna stendur. Grindur og ihlutir i skilvindu eettu ad vera af
réttri steerd fyrir synagldsin sem eru notud. Ef notadar eru of stérar
eda of litlar grindur getur pad valdid pvi ad synaglésin brotni.

16. Athugid: Hugsanlega er krafist sérstakrar medhéndlunar syna
fyrir greiningar, svo sem fyrir sum HIV veirumagnsprof, par sem DNA
innanfrumu hefur ahrif a préfid. Leitid upplysmga hja framleidanda
greiningarpréfs vardandi radlagda medhondlun.

17.Athugid: Frosin BD PPT™ synagl6s geta brotnad vid hdgg. Til ad
draga Ur haettu a ad pau brotni vid flutning skal medhondla frosin
synaglos & sama hatt og synagloés ur gleri.

18.Ekki ma frysta synaglos upprétt i fraudplastbokkum par sem
synaglosin geta sprungid.

19. Athugid: Frysting & blédvokva in situ i BD PPT™ synaglésum kann
ad vera dheimil fyrir greiningarpréf par sem DNA innanfrumu hefur
ahrif & profid. Leitid upplysinga hja framleidanda greiningarprofs
vardandi leidbeiningar um flutning og leyfilega frystingu/pydingu

4 EDTA blodvokva.

20. Alltaf pegar skipt er um tegund synaglasa fyrir bl6dtéku fra
hvada framleidanda sem er, skipt um steerd, medferd, vinnslu eda
geymsluskilyrdi fyrir tiltekna rannséknargreiningu, eetti starfsfolk
rannséknarstofunnar ad fara yfir goin framleidanda synaglassins og
eigin gogn til ad dkvarda/ganga ur skugga um vidmidunarmorkin fyrir
tiltekinn bunad/hvarfefnakerfi. A grundvelli peirra upplysinga getur
rannsoknarstofan sidan akvedid hvort breytingarnar eiga vio.

(Framhald)
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Varnadarord

. Vidhafid almennar varudarradstafanir. Notid hanska, hlifdarfatnad,
augnhlifar, annan persénulegan hlifdarbinad og verkstjorn til
ad verjast pvi ad blod slettist eda leki og mogulegri snertingu vid
smitefni i blodi.

. Medhondlid oll lifsyni sem og beitt og oddhvoss ahold fyrir
bl6dtokur (bilda, nalar, luer-tengi og blodtdkusett) i samraemi vid
reglur og adferdir & vinnustadnum. Leitid videigandi leeknishjalpar
ef snerting verdur vid lifsyni (til deemis i gegnum stungusar) par
sem syni geta valdid lifrarbolgu af voldum veiru, HIV eda 6drum
smitsjukdomum sem berast med blédi. Notid allar innbyggdar
nalarhlifar fyrir notadar nalar ef paer fylgja blodtokubinadinum.
BD meelir ekki med pvi ad notadar nalar séu settar aftur i slidur.
Hins vegar geta reglur og adferdir 4 stadnum kvedid & um annad
og peim verdur avallt ad fylgja.

. Fargid 6llum beittum og oddhvéssum aholdum i par til gerd
vidurkennd ilat fyrir haettuleg lifsyni.

. Flytjid ekki syni ur sprautu i synaglas. Frekari medferd oddhvassra
ahalda eykur moégulega heettu a stunguaverkum. Auk pess, ef ytt
er & bullu sprautunnar 4 medan a flutningnum stendur getur pad
valdid prystingi sem feerir tappann og synid og valdid med pvi
haettu a snertingu vid blod. Ef sprauta er notud vid blédyfirfeersiu
getur pad einnig valdid pvi ad synagldsin séu of mikid eda of litid
fyllt, sem veldur réngu hlutfalli milli bl63s og ibléndunarefna og
leidir mogulega til rangra greiningarnidurstadna. Synaglés med
synarummal sem er minna en rimmal synaglass gefur til kynna,
fyllast mégulega ekki ad settu marki pegar pau eru fyllt med
sprautu. Hafa skal samrad vid rannséknarstofuna vardandi notkun
pessara syna.

. Ef blod er tekid med sedalegg (I.V.) skal geeta pess ad
leggurinn sé laus vid lausn adur en hafist er handa vid ad fylla
blédsynaglés. petta er afar mikilveegt til ad koma i veg fyrir rangar
rannséknarnidurstédur af véldum mengunar af L.V. lausn.

. Ef synaglos eru of litid fyllt getur pad valdid rongu hlutfalli
milli bléds og ibléndunarefna sem getur leitt til rangra
greiningarnidurstadna eda lélegrar virkni vérunnar.

. Gangid ur skugga um ad synaglosin séu tryggilega sett i
skilv?ndugrind?r?a. Réng isgtni%% geeti valcﬁg%vigé BD Hemogard™
lokid losni af synaglasinu eda ad synaglasid nai upp fyrir grindina.
Synaglds sem na upp fyrir grindina geetu rekist i skilvindurétorinn
og brotnad.

. Latid skilvinduna avallt nema stadar ad fullu adur en reynt er ad
fjarlaegja synaglésin. pegar skilvindurétorinn hefur stodvast skal
opna lokid og kanna hvort synaglds hafi brotnad. Ef synaglos
virdast hafa brotnad skal nota verkfeeri 4 bord vid tdong eda
edaklemmu til ad fjarleegja pau. Vidvorun: Fjarleegid aldrei brotin
synaglés med héndunum. Sja leidbeiningar um sétthreinsun i
handbék med skilvindu.

. Endatoxini ekki stjornad. BI6d og blodhlutar sem teknir hafa verio og unnir i
synaglasinu eru ekki atladir til innrennslis eda isetningar i mannslikamann.
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& BD Vacutainer® PPT™

per la preparazione del plasma

o

Per la preparazione del plasma non diluito da usare con i metodi di test diagnostici molecolari.

Interno sterile
Per uso diagnostico In Vitro

Materiale barriera: Gel.

Additivo interno: Sufficiente EDTA K> per 5 mL/8,5 mL di sangue

Lubrificazione tappo: Silicone.

DESTINAZIONE D'USO

La provetta BD Vacutainer® PPT™ per la preparazione del plasma
(provetta BD PPT™) & una provetta di plastica sottovuoto per il
prelievo di sangue venoso che, durante la centrifugazione, separa il
plasma non diluito con EDTA da usare nei test diagnostici molecolari
(come tra I'altro PCR - reazione a catena della polimerasi e/o bDNA -
tecniche di amplificazione del DNA ramificato) oppure altre procedure
dove un campione di plasma non diluito con EDTA é richiesto come
campione prestabilito dal laboratorio.

SOMMARIO E SPIEGAZIONE

La preparazione del plasma dal sangue intero € la prima fase per molti
test diagnostici molecolari in vitro. La provetta BD PPT™ fornisce uno
strumento per il prelievo, il trattamento e il trasporto di un campione
di plasma non diluito con EDTA in un sistema sottovuoto chiuso. Le
provette contengono 9 mg e 15,8 mg di EDTA K3 in forma liofila
atomizzata, fornendo rapporti di 1,8 mg/mL e 1,9 mg/mL di sangue
quando la provetta é riempita correttamente per un volume prelevato
di 5 mL e di 8,5 mL. La provetta contiene anche un gel che, durante

la centrifugazione, forma una barriera tra il plasma e la maggior
parte degli elementi cellulari, permettendo il trasporto della provetta
BD PPT™ senza rimuovere il plasma. Il risultato € un sistema di
provette singole, pratiche e sicure per il prelievo di sangue intero e la
separazione del plasma. | campioni possono essere prelevati, analizzati
e trasportati in loco, riducendo quindi la possibilita di esposizione ai
patogeni trasmissibili per via ematica nei luoghi di prelievo e di analisi
del campione.

CONSERVAZIONE

Conservare le provette vuote ad una temperatura compresa tra

4 e 25 °C. Sono accettabili limitate escursioni di temperatura, fino a
40 °C, e un tempo cumulativo non superiore a 10 giorni.

PRELIEVO E TRATTAMENTO DEL CAMPIONE

Attrezzature necessarie non fornite per il prelievo del campione

1. Ogni alloggiamento dell’ago BD Vacutainer® di misura standard
puo essere utilizzato con provette del diametro di 13 mm.

2. Tampone di alcool per la disinfezione della sede.
3. Garza pulita e asciutta.
4. Laccio emostatico.

5. Apposito contenitore per aghi o per combinazione ago/camicia
usati.

Attrezzature necessarie non fornite per I'analisi del campione

1. Centrifuga con rotore girevole in grado di generare sul fondo della
provetta una relativa forza centrifuga di 1.100 g (RCF).

2. Guanti ed altri dispositivi di protezione individuale necessari per
proteggersi dal rischio di esposizione ai patogeni trasmissibili per
via ematica.

Preparazione per il prelievo del campione

Prima di eseguire una venipuntura, assicurarsi che i seguenti
materiali siano rapidamente accessibili:

1. Vedere le attrezzature necessarie sopra elencate.

2. Tutte le provette necessarie, identificate per dimensione, prelievo
e additivo.

3. Etichette per I'identificazione di campioni di pazienti positivi.

ISTRUZIONI PER L'USO

1. Preparare la sede per la venipuntura con un disinfettante adatto.
Attenersi alla procedura standard raccomandata dal proprio istituto
per la tecnica di venipuntura e di prelievo del campione.

2. Rimuovere il cappuccio dell’ago.
3. Eseguire la venipuntura.

4. Introdurre la provetta nell’alloggiamento e spingerla a fondo
sino a perforare il tappo della provetta.

5. Allentare il laccio emostatico non appena il sangue comincia a
fluire nella provetta.

6. Attendere fino al raggiungimento del volume indicato e all’arresto
del flusso di sangue.

7. Ritrarre la provetta dall’ago all’interno dell’alloggiamento.
8. Rimuovere la provetta dall’alloggiamento.

9. Dopo il prelievo del sangue intero nella provetta BD PPT™,
capovolgerla immediatamente e delicatamente 8 - 10 volte.

10.Dopo la miscelazione, il sangue intero puo essere conservato fino a
sei (6) ore a temperatura ambiente fino alla centrifugazione.

11.Centrifugare la provetta BD PPT™ in una centrifuga a rotore
oscillante e bilanciato a temperatura ambiente a 1.100 g per un
minimo di 10 minuti.

Nota: Le provette possono essere centrifugate in condizioni diverse,
valutate e validate dal laboratorio.

12.Per ottenere un campione di plasma non diluito, rimuovere la
chiusura di sicurezza BD Hemogard™ (Cfr. le istruzioni nella sezione
Rimozione della chiusura di sicurezza BD Hemogard™) e trasferire

il plasma, o un’aliquota di plasma, in un vaso separato usando una
pipetta di trasferimento. NOTA: Durante I'uso di una pipetta di
trasferimento accertarsi di NON alterare la barriera di gel con la punta
della pipetta.

ISTRUZIONI PER LA RIMOZIONE DELLA CHIUSURA DI
SICUREZZA BD HEMOGARD™

1. Afferrare la provetta BD PPT™ con una mano, tenendo il pollice
sotto la chiusura di sicurezza BD Hemogard™. (Per maggiore stabilita,
appogagiare il braccio su una superficie solida). Con I'altra mano
ruotare la chiusura di sicurezza BD Hemogard™ e simultaneamente
con il pollice dell’altra mano esercitare una spinta verso I'alto SOLO
FINO AD ALLENTARE IL TAPPO DELLA PROVETTA.

2. Allontanare il pollice prima di sollevare la chiusura. NON utilizzare
il pollice per rimuovere la chiusura della provetta. Attenzione: Se la
provetta contiene sangue, sussiste un pericolo di esposizione. Per
non subire ferite durante la procedura di rimozione, &€ importante
che il pollice utilizzato per rimuovere la chiusura della provetta venga
allontanato senza toccare la provetta, non appena la chiusura di
sicurezza BD Hemogard™ viene allentata.

3. Rimuovere la chiusura della provetta. Nell'improbabile eventualita
che il tappo di protezione di plastica si separi dal tappo di gomma,
NON RIASSEMBLARE LA CHIUSURA. Rimuovere con cura il tappo di
gomma della provetta.

ISTRUZIONI PER IL REINSERIMENTO DELLA
CHIUSURA BD HEMOGARD™
1. Porre la chiusura sopra la provetta.

2. Ruotare e premere a fondo fino a riposizionare completamente
il tappo. E necessario reinserire accuratamente il tappo affinché

la chiusura rimanga ben fissa alla provetta durante le successive
manipolazioni.

(Continua)
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CONSERVAZIONE E TRASPORTO DEL CAMPIONE

1. Il sangue intero puo essere conservato nella provetta BD PPT™
fino a sei (6) ore prima della centrifugazione. La centrifugazione di
un campione, dopo un periodo di attesa maggiore di sei (6) ore, puo
richiedere la validazione dal proprio istituto o laboratorio d’ analisi.
Consultare i tempi e le temperature di conservazione raccomandati
dal produttore per il sangue intero anti-coagulato con EDTA.

2. Il plasma puo essere conservato e trasportato nella provetta

BD PPT™ a temperatura ambiente o a temperatura bassa o bassissima
grazie al ghiaccio secco. Consultare i tempi e le temperature di
conservazione raccomandati dal produttore per il plasma con EDTA.

3. Il plasma puo essere congelato in loco nella provetta BD PPT™.
Congelare le provette centrifugate BD PPT™ verticalmente, in una
rastrelliera metallica aperta, a -20 °C per almeno 2 ore. Le provette
PPT congelate possono poi rimanere alla temperatura di -20 °C,
essere trasferite a -70 °C, o a temperatura ancora piu bassa, per
ulteriore conservazione oppure essere trasportate congelate con
ghiaccio secco. Gli utilizzatori devono convalidare il proprio protocollo
di congelamento e di trasporto per le provette BD PPT™. Nota:
Congelare il plasma in loco nelle provette BD PPT™ é sconsigliato per
alcuni test, quali test HIV per la carica virale, nei quali interferisce il
DNA intracellulare.

4. Scongelare le provette BD PPT™ in una rastrelliera metallica a
temperatura ambiente (18-25 °C). Se si considerano cicli multipli di
congelamento/scongelamento, gli utilizzatori devono convalidare il
proprio protocollo di congelamento/scongelamento per le provette
BD PPT™™,

LIMITAZIONI DEL SISTEMA

Magn bl6ds sem synaglasid tekur upp fer eftir haed yfir sjavarmali,
umLa quantita di sangue prelevato varia in relazione all’altitudine,
alla temperatura ambiente, alla pressione barometrica, alla vita della
provetta, alla pressione venosa e alla tecnica di prelievo. Le condizioni
standard di centrifugazione per generare il plasma da analizzare

non depositano completamente tutte le cellule. Di conseguenza, il
metabolismo di base della cellula, nonché la degradazione naturale
ex vivo possono alterare le concentrazioni/attivita degli analiti del
plasma oltre ai cambiamenti acellulari.

Le proprieta del flusso del materiale di barriera sono relative alla
temperatura. Il flusso puo essere ostacolato se viene refrigerato prima
o durante la centrifugazione. Per ottimizzare il flusso e prevenire il
riscaldamento durante la centrifugazione, il gruppo refrigerato viene
centrifugato fino a 25 °C (77°F)

Le proprieta del flusso del materiale di barriera sono relative alla forza
centrifuga. La separazione ottimale del plasma e la formazione della
barriera sono ridotte, alle condizioni raccomandate di seguito.

| campioni di sangue devono essere centrifugati entro sei ore dal
prelievo. La contaminazione degli eritrociti del campione di plasma
separato e non diluito € proporzionale all’'aumento del ritardo della
centrifugazione. La stabilita del campione di sangue intero, oltre
le sei ore, deve essere convalidata dal proprio istituto o laboratorio
d’analisi.
CAUTELE E AVVERTENZE
Cautele
1. Non utilizzare le provette nel caso si noti al loro interno la
presenza di materiale estraneo.
2. Non riutilizzare le provette BD PPT™.
3. Solo I'interno della provetta é sterile.
4. La provetta non € apirogena.
5. Non utilizzare le provette BD PPT™ dopo la data di scadenza
indicata sull’etichetta della provetta.
6. Poiché le provette BD PPT™ contengono un additivo chimico
(EDTA), e importante eseguire il prelievo con le dovute precauzioni
per evitare qualsiasi reflusso dalla provetta. Per evitare il reflusso
osservare le seguenti precauzioni:

a. Il braccio del paziente deve essere rivolto verso il basso.

b. Mantenere la provetta con la chiusura rivolta il piu possibile

verso |'alto.
c. Allentare il laccio emostatico non appena il sangue comincia
a fluire nella provetta.

7. Laseparazione del plasma dalle cellule tramite centrifugazione
deve essere effettuata entro 6 ore dal prelievo per evitare risultati
errati dei test.
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8. Dopo la centrifugazione, rimangono alcuni linfociti nello spazio
tra plasma e gel.

9. Un’eccessiva velocita di centrifugazione (oltre 10.000 g) puo
causare la rottura della provetta BD PPT™, |'esposizione al sangue

e possibili lesioni.

10.Rimuovere le chiusure con un movimento di rotazione della mano.
E sconsigliato rimuovere la chiusura imprimendo una rotazione con

il pollice.

11.Dopo la venipuntura, I'estremita del tappo potrebbe contenere
residui di sangue. Manipolare con cautela le provette per evitare
qualsiasi contatto con tale sangue.

12.Manipolare uniformemente durante il ciclo di monitoraggio per
garantire risultati consistenti.

13.1n caso di riempimento eccessivo o insufficiente delle provette,
il rapporto sangue/additivo risulta falsato e potrebbe determinare
risultati analitici errati o scarsa efficienza del prodotto.

14.L'EDTA K3 € un anticoagulante in forma liofila atomizzata di colore
bianco.

15. Utilizzare sempre supporti o aIIoggiamenti adeguati. L'uso
di provette incrinate o scheggiate o un’eccessiva forza di
centrifugazione possono comportare la rottura delle provette stesse
ed il conseguente spargimento del campione, la formazione di
goccioline ed aerosol all'interno della centrifuga. Il rilascio di questi
materiali potenzialmente dannosi puo essere evitato collocando le
provette in speciali contenitori che trattengano le provette durante
la centrifugazione. | supporti e gli alloggiamenti della centrifuga
devono essere di dimensioni adeguate alle provette utilizzate. L'uso di
supporti troppo grandi o troppo piccoli rispetto alle provette possono
causarne la rottura.

16.Nota: Sono necessarie condizioni di manipolazione speciali per
alcuni test come quelli del HIV per la carica virale nei quali interferisce
il DNA intracellulare. Consultare il saggio del produttore sulle
condizioni di manipolazione raccomandate.

17.Nota: Le provette congelate BD PPT™ sono soggette a rottura in
caso di impatto. Per ridurre il rischio di rottura durante il trasporto,
le provette congelate devono essere trattate allo stesso modo delle
provette di vetro.

18.Non congelare la provetta verticalmente in un contenitore di
polistirolo, poiché cio puo causare l'incrinatura delle provette.

19.Nota: E sconsigliato congelare il plasma in loco nelle provette

BD PPT™ per i test in cui interferisce il DNA intracellulare. Consultare
le istruzioni per il trasporto raccomandate dal produttore e i cicli di
congelamento-scongelamento ammissibili per il plasma con EDTA.

20.Prima di modificare tipo, dimensione, modalita di manipolazione,
trattamento o condizioni di conservazione delle provette di un
qualsiasi produttore per un determinato test di laboratorio, il
personale di laboratorio deve prendere visione sia dei dati del
produttore sia dei propri per stabilire/verificare I'intervallo di
riferimento di uno specifico sistema strumento/reagenti. Sulla

base di tali informazioni, il laboratorio puo quindi decidere circa
|"appropriatezza del cambiamento.

(Continua)
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Avvertenze

. Seguire le precauzioni universali. Usare guanti, camici, occhiali,
altri dispositivi di protezione individuale e di controllo tecnico
per proteggersi da schizzi e perdite di sangue e dal rischio di
esposizione
a patogeni trasmissibili per via ematica.

2. Trattare tutti i campioni biologici ed i “taglienti” per il prelievo
di sangue (lancette, aghi, adattatori luer e set per il prelievo di
sangue) in conformita con le tecniche e le procedure in vigore nel
proprio istituto. Sottoporsi agli opportuni accertamenti diagnostici
in caso di esposizione a campioni biologici (ad es. punture
accidentali), poiché i campioni possono trasmettere epatite virale,
HIV (AIDS) o altre malattie infettive. Attivare sempre il meccanismo
di protezione dell’ago inutilizzato, se il dispositivo di prelievo ne &
provvisto.
BD sconsiglia di reincappucciare gli aghi usati. Comunque,
attenersi sempre alle direttive e procedure del proprio istituto,
anche se diverse.

3. Eliminare tutte le provette di prelievo del sangue negli appositi
contenitori per lo smaltimento dei materiali biologicamente
pericolosi.

4. Non trasferire un campione da una siringa in una provetta.
L'ulteriore manipolazione dei taglienti, come aghi cavi e perforati,
aumenta il rischio di punture accidentali. Inoltre, la pressione
positiva determinata dall’azione dello stantuffo, durante il
trasferimento del sangue, puo causare la forzata fuoriuscita del
tappo e del campione, causando schizzi e rischio di esposizione
al sangue. L'uso di una siringa per il trasferimento del sangue
pud comportare un eccessivo o insufficiente riempimento delle
provette e I'eventuale alterazione del rapporto sangue/additivo
e dei risultati analitici potenzialmente errati. Le provette possono
aspirare un volume minore rispetto a quello indicato, quando
vengono riempite con una siringa. Rivolgersi al laboratorio
sull’eventualita di utilizzo di questi campioni.

5. Se il sangue viene prelevato per via endovenosa (IV), prima di
iniziare a riempire le provette assicurarsi che il condotto non
presenti residui di soluzione infusa. Cio & fondamentale per
evitare alterazioni dei dati di laboratorio da contaminazione della
sostanza infusa.

6. In caso di riempimento insufficiente delle provette, il rapporto
sangue/additivo risulta falsato e potrebbe determinare risultati
analitici errati o scarsa efficienza del prodotto.

7. Assicurarsi che le provette siano inserite correttamente nel
supporto della centrifuga. L'incompleta collocazione puo
comportare la separazione della chiusura BD Hemogard™ dalla
provetta o il rialzo della provetta oltre il supporto. Il rialzo delle
provette oltre il supporto puo colpire la testata della centrifuga
causandone la rottura.

8. Attendere sempre I'arresto completo della centrifuga prima di
prelevare le provette. Dopo I'arresto della centrifuga, aprire il
coperchio ed esaminare l'integrita delle provette. Se si presenta
una rottura, usare un dispositivo meccanico quali forcipi o
emostatici per rimuovere le provette. Attenzione: Non rimuovere
provette rotte con la mano. Cfr. le istruzioni per la disinfezione nel
manuale d'istruzioni della centrifuga.

9. Endotossina non controllata. Il sangue e gli emocomponenti raccolti e trattati nella
provetta non sono destinati all'infusione o all'introduzione nel corpo umano.
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& BD Vacutainer® PPT™

Nnasma pganbiHpay TYTIri

@

MonekynanbiK AMAarHOCTUKA CbIHAFbl TICINIMEH NanaanaHyra apHaaFaH
C¥MbINTbIZIMAFaH Naa3MaHbl JanbiHAay YLWiH

CTepunpeHreH iwki xak,

In Vitro AnarHoCTUKaNbIK KONAaHY YWIiH apHanfFaH

KopFaHbIC maTepuansl: [enb.

Iwki kocna: 5 ma /8,5 M KaH ywiH xeTkinikti K2EDTA

TbIFbIHHbBIH, ManaHybl: CUNUKOH.

KONAAHY MAKCATbDI

BD Vacutainer® PPT™ Plasma Preparation Tube (BD PPT™ TvTiri) —
MOneKynanblK AMarHOCTMKA CbiHaFbl TacinaepiHae (PCR -
nonumepasa Ti3bekTi peakuus xaHe/Hemece bDNA - TapMaKThbl
[OHK ynketo TexHMKaAchl) HeMece nabopaTopus aHbIKTaFaH KaXeTTi
cymbinTbiMaraH EDTA nna3machiHbliH, YAMICIH NanganaHyra apHanFaH
cymbinThiIMaraH EDTA nna3macekiH LueHTpudyranayra 6annaHbiCThl
KYpe TaMblp KaHbIH XXMWHAyFa apHanFaH NaacTUKaNbIK BaKyyMAbIK,
TYTIK.

KbICKA CUTNMATTAMACHI MEH TYCIHIKTEME

AXblpaTbl/IMaFaH KaHHaH nia3Ma AanblHAady — KenTereH in vitro
MoOJieKynanblK AMArHOCTUKA aHANM3AepiHe apHanFaH BipiHWwi kagam.
BD PPT™ TvYTiri cyibinTbinmarad EDTA nna3macbiHblH, CbiHaManapbiH
XabblK BaKyyMZasFaH Xynene xxuHay, eHaey XaHe Tacbimanjayra
apHanFaH kypangapmeH kamTfffamacoi3 etesi. Bakyympansan

TYTiK K€3 KeareH 5 M Hemece 8,5 M1 TyHba KenemiHe A¥pbiC
TONTbIpbIIFAH Ke3ge 1,8 mr/mn xaHe 1,9 Mr/Mn KaH KaTblHACbIH
anaTbiH TYTiKTep 9 Mr xkaHe 15,8 Mr 6YpKy apKbiaibl KenTipinreH
K2EDTA kamTuzbl. TYTiK COHbIMEH bBipre nna3maHbl anmai, BD PPT™
TYTIFiH TackiMangayra MYMKiHAIK 6epin, ueHTpudyranayra KaTbiCThl
nnasMa MeH Kernuwifnik )acywasnbl 31eMeHTTepAiH apacbiHa KOPFaHbIC
MaTepuanblH KanbiNTACTbIPATbIH Fefib MaTepuanblH KAMTUAbI.
HaTuxeci - axblpaTbl/IMaraH KaH XWHayFa XaHe nna3maHbl benyre
apHanFaH bIHFaWbl, Kayincis, gapa TyYTik xyineci. CbiHamanap
XWUHaNbIN, OHAENIN XoHe OpHbIHAA TacbiManAaHa anajbl, ocbinanwa
XWHAy MeH CbiHamanapabl eHAey aMaKTapblHAA KaH/Abl NAaTOreHaik
akTop bIKNAbIHbIH, MYMKIHAITIH a3anTanbl.

CAKTAY

TonTbipblIMaraH TYTikTepai 4-25 °C TemnepaTypacbiHAa CaKTaHbl3.
Kannsl yakeitTa 10 KYHHeH acnay ywid 40 °C peniHri wekTenreH
KO3FasblC TeMnepaTypachl Koianbl.

CbIHAMA XWUHAY MEH KOJIAAHY

CbIHamanapabl XUHay YIWiH bepiiMereH KaxertTi xababiK

1. Kes kenreH ctaHpapTTbl kenemzaeri BD Vacutainer® nHe
¥CTarbllWTapbiH 13 MM AvameTpik TYTIKTepMeH nanpanaHyra
6onaabl.

2. AnMmakTbl TazapTyFa apHasiFaH ajkoroab CYPTiHAICI.

3. Kyprak, Tasa gake.

4. TypHuKeT.

5. MaipanaHbinFaH HeMece MHe/TYTKA apakaTbiHACbiHA apHasFaH
MHEe KaNAblKTap KOHTenHepi.

CblHamanapabl OHAey YIWiH bepiiMereH KaxerTi xababiK

1. Bbypma-wankanmanbl poTop TYpiHAEr ueHTpudyra TYTik
TY%i_Hp.e 1100 x r (RCF) canbiCTbipMasibl LeHTpUdYra KYWiH xacayra
KabineTTi.

2. Konrantap xaHe backa xeke Kopray »(a6,u.b|k,T_apb| KaH TacyLubl
natoreHaik hakTopnapAabiH 9CepPiHEH KOPFany YLWiH KaXeT.
CbhIHama XxuHayra gavibiHgany

YBepeTe ce, 4e UMaTe HeMOCPeACTBEH AOCTbN A0 CIefHUTe
BeHenyHKLMAHbI OpPbIHAAY aNAblHAA Keneci MaTepuangapabiH, Kon
XKeTIMAINIriHe KO3 XeTKi3iHi3:

1. XorFapblaarbl KOKeTTi abAbIKTbl KapaHbl3.

2. ©Onuwewm, TyHba AalbiHAAY XKoHe KOCMa YWiH aHbIKTanFaH 6apnbik
KaXXeTTi TYTiKTep.

3. CblHaManapZbliH, OH eMaenywi naeHTUhUKaALUACbIHA apHanFaH
benrinep.

NANOANAHY HYCKAYJIBIKTAPI

1. BeHenyHKUMs alMaFblH COMKEC aHTUCENTUKMEH AaNbIHAAHbI3.
CTaHpapTTbl BEHEMYHKLUNA TEXHUKACHI MEH CbIHAMA XUHAFbI YLUiH
MeKeMeH,i3/iH, ¥CbIHbIIFAH NpoLeAypacbiH NanaanaHbiHbl3.

2. WHe KankaHblH anbin TacTaHbi3.

3. BeHenyHKUWUAHbI OPbIHAAHbI3.

4. TYTIKTI ¥CTaFblWKA OPHANACTbIPbIHbI3 XJHE TYTIK ThbIFbIHbI
eHri3inreHwe, TYTIKTi anFa Kapan UTepiHis.

5. TyTikTe KaH nanaa 6onFaH Ke3ae TYPHUKETTI 60CaTbiHbI3.

6. TYTik benrineHreH KkenemiHe gemniH TONTbIPbIbIN, KaH aFbiHbI
TOKTaraHLWa KYTIiHi3.

7. ¥YcCTarblW iWiHAEri TYTIKTI MHeAeH asblHbI3.

8. TYTIKTi ¥CTaFbIWTaH anbiHbl3.

9. BD PPT™ TyTiriHe axblpaTblIMaraH KaH XunHaynaH KeniH,

BD PPT™ TYTiriH aepey xaHe abannan 8-10 peT ayaapbiHbi3.

10. ApanacTtblpyfaH KeWiH, axblpaTblsiIMaraH KaHHbIH, YATiCiH
ueHTpudyranayra aenid 6enme TemnepartypacbiHaa anTbl

(6) caraTka aewiH cakTayrFa bonaabl.

11.BD PPT™ TYTiriH TeHecTipinrex, 6¥pMa—VL_LIal71KaJ1Ma_J1bI poTop
Typinaeri ueHTpudyraga 1100 RCF aeHreniHae, kemiHzae

10 MUHYTTan LeHTpUdyraaaHbis.

Hazap aysapbiHpi3; banamansl ueHTpudyranay wapTrapbiH
navganaHy coHaan-ak, KaabinTbl OHIMAINIKTI KAMTaMachl3 eTesi;
6¥n nabopatopusna 6aranaHybl XaHe MaK¥yI4aHybl KaXKeT.

12. C¥MbINTbIIMAFaH naa3mMa CbiHaMachiH any yuwid, BD Hemogard™
KaknarblH (“BD Hemogard™ kaknarblH anyFa apHanFaH H¥ckaynap”
6eniMiH KapaHbl3) ablHbi3 )X3He TacbiManaay TaMbi3FblllbliH
nanzanaHsin, nnasmMaHbl 6enek biAbICKa CY3iHi3 HeEMece niasmaHbl
benek biabiCKa K¥Mbin anbiHbiz. HASAP AYIAPbIHbI3: Tackimanaay
TaMbI3FbIWbIH NAAaNaHFaH Ke34e TaMbI3FbILUTbIH, ¥LWbIMEH KOPFaHbIC
reniH 6ynaipin anmaHbi3.

BD HEMOGARD™ KAKIMAFbIH ANlbilM TACTAYFA
APHAJIFAH H¥CKAYJIAP

1. Bbac 6bapmakTbl BD Hemogard™ kaknasbiHbIH, aCTbiHA KOMbIM,
BD PPT™ TYTiriH 6ip KONMeH ¥CcTaHbi3. (KOCbIMILA TYPAKTHIbIK,
YWiH KONAbIHbI3AbI KaTThl 6eTKe KOMbIHbI3.) Bip KONbIHbI3OEH

BD Hemogard™ kaknarblH alHaNAbIPbIM, CON YaKbITTA eKiHLWi
KOANbIHbI3AbIH 6ac 6apmarbimen TYTIK ThIFbIHbI TEK BOCAFAHFA
JEVIH xoFapbl Kapan utepiHis.

2. KaknakTbl keTepMecTeH 6¥pbiH 6apMarbiHbI34bl afibiHbi3.
Kalg'laK,Tbl TYTiKTEH 6achin any ywiH 6apmMarbiHbI34bl
NANAANAHBAHDI3. Ha3ap ayaapbinbi3: Erep TyTikTe KaH 6osnca,
)KapbuUibic Kayni 6ap 6onaabl. KaknakTel any 6apbicbiHAA XapakaTt
anyasl bonasipmay ywid BD Hemogard™ kaknarbl 6ocaTbliFaHHAH
KeWiH OHbl XXOFapbl Kapan uTepy YWiH nanganaHbiiraH bapmakTbl
TYTIKTEH any MaHbi3abl 601bIN Tabblnagbl.

3. KaknakTbl TYTIKTEH KeTepin anbiHbi3. [1acTUK KanKaHbl peseHke
ThIFbIHHAH TOTEHLWEe aXblpaTbiiFaH xaraanaa KAKMNAKTbl KAUTA
KY¥PACTbIPMAHbI3. Pe3eHke ThIFbIHAbI KAKNAKTaH akbipbiHAAnM
ANbIHbI3.

BD HEMOGARD™ KAKMNAFbIH KANTA EHTI3YTE

APHAJNIFAH HYCKAYIJIAP

1. TYTiKTiH YCTiHAEr KaKNaKTbl ayblCTbIPbIHbI3.

2. TbIFbIH TONbIFbIMEH OPHbIKKaHLWa aI7IHaJ1,CI,prbII'I, MbIKTan
6aCbIH,bI3. ToIFbIHABI TONBIFBIMEH KAUTa €Hri3y KOJIMeH ¥cTay
6aprCbIH,Cl,a KaKMNaKTblIH HbIK T¥PYybl YWiH KaxeT bonazabl.
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CbIHAMAHbI CAKTAY X9HE TACbIMAJIAAY

1. AxblpaTblIMaraH KaHAabl LeHTpudyranayabiH angbiiaa BD PPT™
TYTiriHAe anTbl (6) caFraTka AeniH cakTayrFa bonaabl. AnTbl caraTTaH
(6) apTblK yakbIT 60Mbl CbiHAMAHbI LeHTpUdyranay MekeMeHi3aiH
Hemece CbiHay 1abOpaTOPUACHIHBIH, TapanbiHaH bekiTyai Tanan

eTyi MYMKiH. AHanu3 ganbiHaayuwbiHbiH, EDTA KotonaHbaraH
QXKblpaTbl/IMaFaH KaHFa apHaJiFaH ¥CbIHbIIFAH CaKTay YaKbITbl XX3He
TemnepaTtypacbiHa KapaHbi3.

2. TMna3maxbl BD PPT™ TYTiriHae 6enme Hemece CaKblHAATbUIFAH
TemnepaTypaza, He bosiMaca, K¥prak M¥34a My3aTblIFaH Kyige
cakKTayra Hemece Tacmangayra 6onazbl. AHaNM3 AanbiHAAYLWbIHbIH,
EDTA nna3mMacbiHa apHanfFaH ¥CbIHbIIFAH CaKTay YaKbITbl XKoHe
TeMnepaTypacbiHa KapaHbi3.

3. Tna3maHbl My34aThiIFaH Kyiae 6actanksl opHbiHaa BD PPT™
TYTiriHae caktayra 6onaabl. LleHTpudyranaHran BD PPT™ TyTikTepiH
-20 °C TemnepaTypacbiHAa KeMiHae 2 caFat boilbl aya xenici
CbIMbIHBIH, TiperiHae Tik Kynae M¥34aTbiHbI3. My3aaTbinFand PPT
TYTikTepiH -20 °C TemMnepaTypachkiHAA, KEMHTI Ke3re caKTay Hemece
K¥PFaK M¥34a M¥34aTblUIFaH Kynze TacbiMangay ywiH -70 °C Hemece
TOMeHipek TemnepTypara aybliCThipyFa 6onazbl. Mangananywsinap
BD PPT™ TYTiKTepiHe apHanFaH ©3 My3aTy XaHe TacbiManay
npoTokonaapbiH 6ekiTy kepek. Hasap ayaapbiHbi3: MnasmaHbl

BD PPT™ TyTikTepiHge 6acTtankbl OpblHAA MY34aTy Xacylua
iwinperi AHK kepepri xxacantolH AKTK BUPYCTbI XYKTEY
CblHAKTapbl CeKingi aHanuspeppe TblbIM CasibiHY MYMKIH.

4. BD PPT™ TYTikTepiH CbiM TiperiHae KopLllaraH opTa
TemnepatypacbiHaa (18-25 °C) epiTiHi3. bipHewe My¥3paTty/epity
LMKNAApbIH KapacTelpFaH Ke3ae, nanganaHywsinap BD PPT™
TYTIKTEpPiHe apHanFaH e3 M¥34aTy/epiTy NPOTOKOJbIH BeKiTy Kepek.

XYWE WEKTEYNEPI

ANbIHFaH KaHHbIH, Menwepi bBUiKTiKKe, KoplwaraH opTa
TemnepaTypacbiHa, 6apomMeTpik KbiCbIMFa, TYTIKTIH, nanaanaHy
Mep3iMiHe, KYpe Tamblp KblCbIMbIHA XXJHEe TONTbIPY TEXHMKACbIHA
6annaHbIcTbl 9pTYPi bonaabl. CbiHayFa apHanFaH naa3MaHbl xkacay
YWIH CTaHAAPTTbI LLeHTpUdyranay wapTrapbl 6apabik xacylwanapabl
TONbIKTaM T¥HAbIpManabl. ColkeciHLe, Kacyllara HerisgenreH

3aT asiIMacy, OpraHu3MHeH TbiC TabUFK aerpagauns cekingi
acylacki3 e3repynepaeH TbiC TaNAayAad aHbIKTaNFaH 3aTTapablH,
KOHLeHTpaunanapblHa/apekeTTepiHe acep eTyi MYMKIH.

KOpFaHbIC MaTepuanbiHbiH, aFblH CUMATTapbl TeMNepaTypara
KaTbiCTbl 60naabl. LileHTpudyranay anabiHAa He bapbiCbiHAA
cankpliHAaTbiIFaH bonca, aFbiHFa Keepri Kenyi MYMKiH. AFbIHAbI
OHTaMNAHAbIPY XKHe u,eHTpmd)yranay 6apbICbiHAA KbI3Y bl
6onabipMay YlliH CankblHAAaTbIIFaH LeHTpudyranapabl 25 °C (77 °F)
TemnepaTypacbiHa AeniH OpHATbIHbI3.

KopFaHbIC MaTepuanbiHbiH, aFbiH cunatTapbl RCF KaTbiCThl 6onazasl.
EH, Konanabl nnasMaHbl 6eny )aHe KOPFaHbIC Xacay apekeTTepi
TOMEHZE ¥CbIHbIJIFAH WaPTTapAa KeMITinreH.

KaH cbiHamanapbl XWHayAblH anTbl caFaThl iWiHAE LEHTpUdYranaHybl
Tuic. LienTpudyranayapiH anasiHAass! Kifipic apTkaH caiibiH
6esiHreH CYMbINTLIIMAFAH Miaa3Ma CblHamMachl SPUTPOLIUTTEPIHIH,
iHoeTTenyi apTaabl. AXblpaTblsIMaFraH KaHAAFbl CblHAMAHbIH, aNThl
caraTTaH apTblK YaKblT T¥PaKTbl 60ybl MEKEMEHI3AIH HEMeCe CbiHAy
nabopatopuackl TapansiHaH bekiTinyi Tuic.
CAKTAHAbIPYJIAP MEH ECKEPTYJIEP
CakTbIK Wapanapbl
1. berpe 3aT 6osnca, TYTikTepai nanganaHbaHbi3
2. BD PPT™ TyTikTepiH KanTa KongaHbaHbI3.
3. TYTIKTiH, iWwKi XaFbl FAaHA CTEPUNAEHTEH.
4. TyTik bennuporeHai emec.
5. TYTiK )ancbipMacbiHAa bacbiiFaH asKTany yakbiTbiHaH KeMiH
BD PPT™ TYTikTepiH KoNAaHbaHbI3.
6. by BD PPT™ TYTikTepiHiH XuMuansik Kocrnacsl (EDTA) 6ap
60nFaHAbIKTAH, KaH XMUHay bapbiCbiHAAQ MYMKiIH 60NaTbiH TYTIKTEH
Kepi aFyAblH anAblH any YWiH CaKTbIK LWapanapbl OpbiHAANYbI THIC.
Kepi aFblHHaH KOpFaHy YWiH, Keneci CaKTbIK WapanapbliHa Ha3ap
ayZLapblHbI3:

a. HaykacTblH KOJIbIH TOMEH Xepre opHanacTbiPblHbI3.

b. TYTiKTi TbIFbIHbIH )XOFAPbl KOTEPIM ¥CTaHbI3.

c. TyTikTe KaH nanga 6onFaH Kesae TYPHUKETTi 60CaTbiHbI3.

7. Karte cblHaK HaTUXenepiH bonabipmay YiWiH, LeHTpudyranay
aApKbIIbl M1A3MaHbl XacywanapaaH 6eny spekeTi XUHayAblH,
6 caraTbl iWiHAe opblHAANYbI THIC.
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8. Keneci ueHtpudyranayaa keinbip numbountrep niasma/rensb
nHTepdenciHae kanaabl.

9. TbIM XoFapsbl LeHTpudyranay xongamabiebl (10 000 RCF apThbik)
BD PPT™ TYTiriH 3aKbiMAan, KaHHbIH, TOTiNyiHe XaHe XapakaTka
9Kenyi MYMKiH.

10. ToiFbiHAAPAbI B¥pay XoHe TapTy KO3FanbiCbIMeH anbliHbI3. bac
b6apmMakneH anHanablpy apKbiibl any ¥CbIHbIIMARAbI.

11.BeHenyHKUMAAAH KeWiH, ThIFbIHHbIH, )XOFAPFbl XKaFblHAA KaH
KanablkTapbl 601ybl MYMKiH. OCbl KaHFa TUIOAIH anAblH any YLiH
TYTIKTEPAI KONAAHY Ke3iHAe TUICTi CaKTbIK WapanapbiH ¥CTaHbIHbI3.

12.XKyineni HaTUXEHI KaMTamachi3 eTy YWiH 6YKin 6akblnay LUK
bapbliCbiHAA CTAHAAPTTb backapy apeKeTiH OpbIHAAHbI3.

13. TyTikTepAai wamanaH TbiC TONTbIPY HEMECEe TOATbIPMal K¥io
KaHHbIH, KOCNaFa KaTbICTbl KaTe KaTblHACbIHA, KaTe aHaIMTUKaNbIK,
H3TUXeNnepre Hemece TOMEH OHIM OHIMAINIriHe aKen COFybl MYMKIH.

14. bypKy apKbiibl KenTipinreH aHTukoarynaHTTbiH, (KEDTA) TYCi
ak bonazapbl.

15. 9pKalaH THICTi TacbIFbILITAP He eHAIpMenepai nanganaHbiHbi3.
KecikTepi He CbIHbIKTapbl HeMece WaMaaH ThiC LeHTpudyranay
XKbIAAMAbIFbI 6ap TYTIKTEPAi nanaanaHy TYTIKTIH CbIHYbIHA,
COHbIMEH KaTap YATi, TaMLbl He a3PO30/bAiH LeHTpudyra biabiCbiHa
BocatbinybiHa 9Kenyi MYMKiH. OCbl bIKTUMaN 3UAH MaTepuanaapabliy
BocatbinybiHa TYTiKTEp LeHTpudyranay 6apbiChiHAA CAKTaNATbIH
apHaWbl XacakTanFaH KanTaiFaH KOHTeWHepnepai nanganaHy
apkbinbl xon bepmeyre 6onaabl. LleHTpudyra TacbiFbllUTapbl MeH
eHAaipMenepi nanaanaHblIFAH TYTIKTEPMEH CalKec enwwemMai 6oyl
KepeK. TYTIK YLWiH TbIM YJIKEH HEe TbIM KilllKEHTalN TacbIFbILLUTAPAbI
nanganaHy CbiHyFa aKeNyi MYMKiH.

16. Ha3ap ayaapbiHbl3: ApHaWbl KOAaHY WapTTapbl )kacyla
iwinaeri AHK kepepri xkacanTbiH AKTK BUPYCTbI XKYKTEY CbiHAKTapbl
cekinai aHanuspepre KaxeTt 601ybl MYMKiH. ¥CbIHbIIFAH KONAAHY
wapTTapsbl 6OMbIHILA aHAIN3 AaWbIHAAYLWbIMEH AKbUIAACbIHbI3.

17.Hazap aynapbiHbi3: My3patbinFad BD PPT™ TyTikTepi Kenbip
acepiepAeH ChiHbIM KeTyi MYMKiH. TachiManaay 6apbiCbiHAA ChiHbIN
KeTy KayniH a3anTy YWiH, M¥3AaTbIIFaH TYTIKTEP WbIHbI TYTIKTEP
cekinai kapanysl Tuic.

18. TYTiKTi Tik Kyii4e neHoONMacT TYNKOWMACbiHAA MY34aTrnaHbl3,
cebebi 6¥n TYTIKTI WbITBIHATYbI MYMKIH.

19. Hazap ayzapbiHbi3: Mnasmanel BD PPT™ TyTikTepiHae 6acTanksl
opblHAA M¥3AaTy *acywa iwinaeri HK keaepri xacanTbiH
aHanusgep YLWiH TbINbIM CanblHYbI MYMKiH. ¥CbIHbIIFAH Tacumanp.ay
H¥Cckaynapbl MmeH EDTA nnasmacbiHa apHaiFaH pyKcaT eTiireH
M¥3aTy-epiTy unkngepi 6onblHWa aHann3 AanbiHAAYLWbICbIHA
KapaHbi3.

20.OHAiIpyWiHIH KaH any XXMHAKTAMaChl TYTIFiHIH TYPiH, ©/WeMiH,
KOJNiAaHy, eHey Hemece cakTay LapTTapbiH 6enarini 6ip
nabopaTopuanbiK aHAM3 YILiH ©3repTKkeH Ke3ae, nabopatopus
KbI3MeTKepaepi apHabl K¥pan/peareHt KYMeCi YWiH aHblKTamasnblK,
ayKbIMAbI OPHATY/TEKCEPY YWIiH TYTIK OHAIPYLWICiHiH, M3liMETTepiH
XKDHE O3iHiH M3/IIMeTTEPIH Kaparn LWbIFybl KepeK. MyHpaan aknapar
Heri3iHae, nabopaTopus e3repicTepiHiH, Xapamabl/ibiFbiH aHbIKTAN
anagbl.
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EckepTtynep
annbl CakTbIK, WapanapbiH opblHAay. KaH walbipayblHaH,
afFyblHAH XaHe bIKTUMan KaHAbl NaToreH biKknajbiHa WanabliFygaH
KOPFaHy YLWIiH KOAFanTap, Xanat, Ke3 KOpFaHbICbiH, backa

[a KOpFayblll XabablKTapabl XKaHe TeXHUKa/bIK Wapanapabl

KON AaHbIHbI3.

Bapnblk BMONOrMANbIK CbiIHAMaNapAbl XXaHe KaH XuHay

OTKip K¥panaapabl (naHueTTep, nuHenep, Jiosp agantepnepi
K9HE KaH any XuWHakTamanapbl) MEKEMEHi3AiH caacaThbl

MeH npoueaypanapbiHa cail KonaaHblHbl3. BUONOrusnbik,
CbiHamManapAblH Ke3 KeareH TUIo XaraanbiHaa (Mblicasnsbl,

Tecy apakaTblHaH) TUICTi Aapirepnik KeMeK asbiHbi3,

cebebi cbiHamanap Bupyctsl renatut, AKTK Hemece KaHAabl
naToreHAepAi Tapatybl MYMKiH. KaH )unHakTamacelHaa bipeyi
KamMTaMacol3 eTinreH 6osca, Ke3 KeNreH eHAipinreH nHe
NPOTEKTOPbIH NakAanaHbiHbi3. BD KOMNaHMACH nanganaHbinFaH
NHenepai KanTa KanTtayabl ¥CbiHbanabl. JleMek, MeKeMeH,i3aiH,
cascaTTapbl MeH npoueaypanapbl e3rewe 60aybl MYMKiH XaHe
dpKallaH cakTanyra Tuic.

TacTay YWiH MakyngaHrFaH buonorusanbik KayinTi KanablkTapra
apHanFaH KoHTeHepnepaeri 6apbik KaH XuHay TYTIKTEPiH
TacTaHbl3.

LnpuuTeH TYTiKKe CbiHAMaHbl TacbiMangaMaHbi3. OTKip
3aTTapMeH KOCbIMLLA X¥MbIC iCTey KaAany apaKaTblHbIH, KaymiH
apTTbipaabl. byFaH Koca, TacbiManaay 6apbiCbiHAA WNPHULL
NAyHXepiH 6acy OH KbICbIMAbI TYAbIPbIM, ThiFbIH MeH CbiIHAMaHbl
KYLUMEH XbIJDKbITAZbl X9HE KAH LWbIFY bIKTUManAbliblFblH
Tyablpaasl. LNpuuTi kKaH TackiMangay YiiH nanaanady, coHaan—
aK, TYTIKTePAiH, WaMaaH TbiC He XeTKiNiKCi3 ToNyblHa aKenin,
HITMXKeCiHAe KaTe KaH-KOCMNa KaTblHACbIHA XXdHEe MYMKIH KaTte
Tanpay HaTuxenepiHiH nanaa 6onybiHa anapbin corFagbl. TapTy
KeneMi KepiHeTiH enwemMaep KepceTeTiH K8JIeMHeH Killi TYTiIKTep
WNPULTEH TONTLIPbINIFAH Ke3/e O3iHiH KepCceTiireH kenemiHe
AeniH Tonmaybl MYMKiH. OCbl CbiHaManapbl navaanaHyra
KaTbICTbl labopaTopusaAaH KEHEC any Kepek.

Erep kaH kype Tambip iwingeri (1.V.) xeni apKbiabl XuUHaNCa, KaH
KMHAyY TYTIKTEPiH ToNTbipMac 6¥pbiH xenineH I.V. epiTiHAICIHIH,
Ta3apTbiNyblHA KO3 XeTKi3iHi3. byn L.V, epiTiHAiCiHIH,
flacTaHyblHaH KaTe nabopaTopus MafliMeTTepiHiH nanaa
60nybliHA 0N BepMmey YLWiH aca MaHbI34bl 60sbin Tabbnaabl.

TYTiKTepAi TONTbIPMA K¥I0 KAHHbIH, KOCNara KaTbiCThl KaTe
KaTblHACbIHA, KaTe Tanzay HaTuxesiepiHe HeMece TOMEH 6HIM
OHIMAINIriHe dKen COFYbl MYMKIH.

TYTiKTEepAiH LeHTpUdyra TacbIFbIWbIHAA TUICIHLWE
OpHaTbIIFAHAbIFbIHA KO3 XKeTKi3iHi3. )XeTKinikciz opHaTbiy

BD Hemogard™ kaknafblHbIH, TYTIKTEH HE TaCbIFbILUTAH XXOFAPbI
TYTiK KEHEeNTiMiHEH BeniHyiHe aKkenyi MYMKiH. TacbiFbilTaH
KOFapbl KEHENTINETIH TYTIKTep LeHTpudyra 6acbiHAa KbliCbibIM,
CbIHYbl MYMKIH.

OpKaLaH TYTIKTepAi anbin TacTayFa apekeTTeHYAiH anabiHAA
LeHTpudyrara TONbIFbIMEH TOKTayFa MYMKIHAIK 6epiHi3.
LieHTpudyra 6ackl TOKTan KanrFaHHaH KeWiH, KaKnaKTbl alliblHbi3
)K9HE MYMKIH CblHFaH TYTIKTEPAiH 6ap—KOFbIH TeKCepiHi3.

Erep CbiHy aHbIKTaNCa, TYTIKTEPAi anbin TacTay YLWiH KbiCKaLl

He KbICKbILL CUAKTbI MeXaHUKabIK K¥panabl ManganaHbiHbi3.
Hasap ayaapbiHbi3: CbiHFAH TYTIKTepAi KOIMEH anbin
TacTaMaHbl3. 3anancbi3faHablpy HYCKAynapbiH LeHTpUdyraHbliH,
H¥CKay/NbIFbIHAH KapaH,bl3.

JHAOTOKCUH KaaaranaHbaabl. TyTikke aJiblHFaH XaHe TYTiKTE
6HAe/IreH KaH XXoHe KdH K¥paMaacTtapbl KanTa K¥Kfa HeMece
afaM afF3acCblHa K¥KOFa apHa/MaFaH.
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& BD Vacutainer® PPT™

Plazmos paruosimo mégintuvélis

o

Neskiestai plazmai paruosti naudoti su molekulinés diagnostikos tyrimo metodais

Sterilus vidus
Diagnostikai in vitro

Barjeriné medziaga: gelis.

Vidinis priedas: pakankamas K2EDTA kiekis 5 mL / 8,5 mL kraujo.

Kamsc¢io lubrikantas: silikonas.

PASKIRTIS

,BD Vacutainer® PPT™" plazmos paruosimo mégintuvélis (,BD PPT™"
mégintuvélis) yra plastikinis vakuuminis mégintuvélis veniniam kraujui
paimti, kuriame centrifuguojant atskiriama neskiesta EDTA plazma,
skirta naudoti molekulinés diagnostikos tyrimo metodams (pvz., PGR —
polimerazés grandininei reakcijai ir (arba) bDNR - Sakotos DNR
amplifikavimo metodams ir pan.) arba kitoms procedtroms, kai,
laboratorijos sprendimu, reikia neskiestos EDTA plazmos méginio.

SANTRAUKA IR PAAISKINIMAS

Plazmos paruosimas i$ kraujo yra pirmas punktas daugeliui in vitro
molekulinés diagnostikos tyrimy. ,BD PPT™" mégintuvélis yra
priemoné paimti, apdoroti ir transportuoti neskiestos EDTA plazmos
méginius uzdaroje vakuuminéje sistemoje. Mégintuvéliuose yra 9 mg
ir 15,8 mg uzpurkstos ir isdZziovintos KoEDTA, sudarant 1,8 mg/mL ir
1,9 mg/mL santykj su krauju, kai vakuuminis mégintuvélis tinkamai
pripildomas 5 mL arba 8,5 mL pritraukiamu tariu. Mégintuvélyje taip
pat yra gelinés medziagos, kuri centrifuguojant sudaro barjera tarp
plazmos ir daugelio lasteliniy elementy, o tai leidzia ,,BD PPT™"
mégintuveélj transportuoti nepasalinant plazmos. Rezultatas yra
tinkama ir saugi vieno mégintuvélio sistema kraujui paimti ir plazmai
atskirti. Méginius galima paimti, apdoroti ir transportuoti in situ, taip
sumazinant salycio su kraujo sukéléjais tikimybe émimo ir méginio
apdorojimo vietose.

LAIKYMAS

Neuzpildytus mégintuvélius laikykite 4-25 °C temperatdroje. Priimtini
temperatlros svyravimai yra iki 40 °C, kai suminé trukmé nevirsija

10 dieny.

MEGINIO EMIMAS IR TVARKYMAS

Méginiams imti reikalinga, taciau nepridéta jranga

1. Bet kuriuos standartinio dydzio ,,BD Vacutainer®" adaty laikiklius
galima naudoti su 13 mm skersmens mégintuvéliais.

2. Alkoholio tamponas punkcijos vietai dezinfekuoti.

3. Sausas, Svarus tamponas.

4. Turniketas.

5. Adaty utilizavimo konteineris panaudotai adatai ar adatos bei
laikiklio deriniui.

Méginiams apdoroti reikalinga, taciau nepridéta jranga

1. Nusukamo rotoriaus tipo centrifuga, galinti sukurti 1100 x g
santykine centrifugos jéga (RCF) mégintuvélio dugne.

2. Butinos pirdtinés ir kita asmens apsaugos jranga apsaugai nuo
kraujo patogeny poveikio.

Pasiruosimas méginio paémimui

Pries atlikdami venos punkcija jsitikinkite, kad Sios priemonés lengvai
pasiekiamos:

1. zr. auksciau apie reikiama jranga;

2. visi reikalingi nustatyto dydzio, pritraukimo ir priedo
mégintuvéliai;

3. etiketés paciento méginiams aiskiai identifikuoti.

NAUDOJIMO INSTRUKCIJOS

1. Tinkamu antiseptiku paruoskite venos punkcijos vieta. Standartinj
venos punkcijos metoda ir méginio émima atlikite pagal savo
institucijos rekomenduojama tvarka.

2. Nuimkite adatos apsauga.

3. Atlikite venos punkcija.

4. Meégintuvélj jdékite j laikiklj ir paspauskite mégintuvélj, kol bus
pradurtas kamstis.

5. Kai tik mégintuvélyje pasirodo kraujo, atleiskite turniketa.

6. Palaukite, kol meégintuvélis uzsipildys iki nurodyto tario ir kraujas
nustos tekeéti.

51

7. Meégintuveélj nutraukite nuo adatos laikiklio viduje.

8. I$ laikiklio iSimkite mégintuvél;.

9. Paémus kraujo j ,,BD PPT™" mégintuvélj, ,BD PPT™" mégintuvélj
8-10 kartus nedelsdami Svelniai apverskite.

10. ISmaisius, viso kraujo meéginj galima laikyti iki $esiy (6) valandy
kambario temperataroje iki centrifugavimo.

11.,,BD PPT™" mégintuvélj centrifuguokite subalansuotoje
atver¢iamo rotoriaus tipo centrifugoje kambario temperatdroje

1100 RCF maziausiai 10 minuciy.

Pastaba: naudojant alternatyvias centrifugavimo salygas taip pat
galima gauti priimtinus rezultatus; tai turi jvertinti ir patvirtinti
laboratorija.

12. Norédami gauti neskiestos plazmos méginj, nuimkite

.BD Hemogard™" kamstj (zr. skyriy ,, BD Hemogard™ kamscio
nuémimas”) ir perpilkite plazma j atskira inda arba iSpilstykite plazma
j atskira inda perkélimo pipete. PASTABA: kai naudojate perkélimo
pipete, jokiu badu pipetés galu NESUARDYKITE gelio barjero.

BD HEMOGARD™ DANGTELIO NUEMIMO INSTRUKCIJOS

1. BD PPT™* mégintuvélj suimkite viena ranka, nykstj pakisdami

po ,BD Hemogard™* dangteliu (papildomam stabilumui ranka
padékite ant kieto pavirsiaus.) Kita ranka sukite ,,BD Hemogard™*
dangtelj, tuo paciu metu stumdami kitos rankos nyks¢iu, TIK KOL
MEGINTUVELIO DANGTELIS ATSILAISVINS.

2. Prie$ nuimdami dangtelj, nykstj patraukite. NENAUDOKITE nykscio
mégintuveélio dangteliui nustumti. Perspéjimas. Jeigu mégintuvélyje
yra kraujo, kyla salycio pavojus. Norint iSvengti suzalojimy nuimant
dangtelj, svarbu, kad nykstys, kuriuo aukstyn stumiamas dangtelis,
nesiliesty su mégintuvéliu, kai tik atsilaisvina ,BD Hemogard™*
dangtelis.

3. Nuimkite mégintuvélio dangtelj. Jeigu plastikiné apsauga atsiskirty
nuo guminio kams¢io, DANGTELIO NEARDYKITE. Nuo mégintuvélio
atsargiai nuimkite guminj kamst;.

BD HEMOGARD™ DANGTELIO PAKARTOTINIO
UZDEJIMO INSTRUKCIJOS
1. Veél uzdékite dangtelj ant mégintuvélio.

2. Sukite ir tvirtai spauskite Zemyn, kol kamstelis visisSkai uzsimaus.
Batina visiskai uzmauti kamstelj, kad dangtelis baty tvirtai uzdétas
ant mégintuvélio naudojant.

(tesinys)
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MEGINIO LAIKYMAS IR TRANSPORTAVIMAS

1. Viso kraujo méginj ,BD PPT™" mégintuvélyje galima laikyti

iki sesiy (6) valandy kambario temperataroje .K. centrifugavimo.
Méginio centrifugavima praéjus daugiau nei 3esioms (6) valandoms
turi patVIrtlntl jusy jstaiga arba testuojanti Iaboratorlja Zr. tyrimo
gamintojo rekomenduojamus laikymo laikus ir temperataras,
taikomus EDTA antikoaguliuotam kraujui.

2. Plazma galima laikyti ir transportuoti ,,BD PPT™" mégintuvélyje
kambaryje, saltyje arba uzsaldzius sausame lede. Zr. tyrimo gamintojo
rekomenduojamus laikymo laikus ir temperatiras, taikkomus EDTA
plazmai.

3. Plazma galima laikyti uz3aldyta in situ ,,BD PPT™" mégintuvélyje.
Centrifuguotus ,,BD PPT™"” meégintuveélius saldykite stacius atvirame
vieliniame stove -20 °C laipsniy temperatiroje maziausiai

2 valandas. Uz3aldytus ,PPT” mégintuvélius galima arba palikti

-20 °C temperataroje, perkelti j -70 °C arba zemesne temperatira
toliau laikyti arba siysti uzsaldytus sausame lede. Naudotojai turi
patvirtinti savo ,BD PPT™" megintuvéliy uzsaldymo ir siuntimo
protokola. Pastaba: in situ ,BD PPT™"” mégintuvéliuose uzsaldyta
plazma gali bati draudziama tyrimams, pvz., kai kuriems ZIV viruso
kiekio tyrimams, kuriems kliudo intralgsteliné DNR.

4. ,BD PPT™" mégintuvélius atsildykite vieliniame stove aplinkos
temperatdroje (18-25 °C). Kai numatomi keli uzsaldymo / atsildymo
ciklai, naudotojai turi patvirtinti savo ,,PPT™*" mégintuveéliy uzsaldymo /
atsildymo protokola.

SISTEMOS APRIBOJIMAI

Pritraukto kraujo kiekis skiriasi priklausomai nuo aukscio virs jaros
lygio, aplinkos temperataros, barometrinio slégio, mégintuvélio
amziaus, veninio spaudimo ir uzpildymo metodo. Standartinés
konfiglracijos sglygos tyrimams skirtai plazmai gauti ne visiskai nu-
sodina visas lasteles. Atitinkamai lasteliy metabolizmas bei nataralus
irimas ex vivo gali paveikti plazmos analités koncentracijas ir aktyvuma
virs aceliuliniy pokyciy.

Barjerinés medziagos tékmés savybés priklauso nuo temperataros.
Tekmé gali bati apsunkinta, jeigu atsaldoma pries centrifugavima ar
centrifugavimo metu. Norédami optimizuoti tékme ir iSvengti jSilimo
centrifugavimo metu, atSaldytose centrifugose nustatykite

25 °C (77 °F) temperatira.

Barjerinés medziagos tékmeés savybés priklauso nuo RCF. Optimalus
plazmos atskyrimas ir barjero susidarymas yra atskiriami zemiau
rekomenduojamomis salygomis.

Kraujo méginius reikia centrifuguoti per sesias valandas nuo paémimo.
Atskirtos neskiestos plazmos méginio uzterSimas eritrocitais didéja
labiau delsiant atlikti centrifugavima. Kraujo méginio stabiluma
praéjus daugiau nei $eSioms valandoms turi patvirtinti jasy jstaiga
arba testuojanti laboratorija.

PERSPEJIMAI IR |SPEJIMAI
Perspéjimai

1. Nenaudokite mégintuvéliy, jei juose yra pasaliniy priemaisy
2. ,BD PPT™" mégintuvéliy nenaudokite pakartotinai.

3. Sterilus tik mégintuvéliy vidus.

4. Mégintuvélis yra be pirogeny.

5. Nenaudokite ,,BD PPT™" meégintuvéliy galiojimo terminui,

atspausdintam ant mégintuvélio etiketés, pasibaigus.
6. KadangiSiame ,,BD PPT™" mégintuvélyje yra cheminio priedo
(EDTA), kraujo émimo metu reikia imtis atsargumo priemoniy, kad
bty iSvengta galimos atgalinés sroveés i§ mégintuvélio. Norédami
apsisaugoti nuo istekéjimo, laikykités toliau nurodyty atsargumo
priemoniy.

a. Nuleiskite paciento ranka.

b. Laikykite mégintuveélj su dangteliu kuo auks¢iau.

c. Kai tik mégintuvélyje pasirodo kraujo, atleiskite turniketa.
7. Plazmos atskyrimas nuo lasteliy centrifuguojant turi jvykti per
6 valandas nuo paémimo, kad baty iSvengta klaidingy tyrimo
rezultaty.

8. Po centrifugavimo kai kurie limfocitai liks plazmos-gelio sandaroje.

9. Dél didelio centrifugavimo greicio (didesne nei 10000 RCF)
gali suduzti ,BD PPT™" meégintuvélis, atsirasti salytis su krauju ir
suzalojimy.

10. Kamscius nuimkite sukimo ir traukimo judesiu.
Nerekomenduojama nuimti sukant nyksciu.

11. Po venos punkcijos ant dangtelio virsaus gali likti kraujo.
Tvarkydami mégintuvélius imkités reikiamy atsargumo priemoniy,
kad iSvengtumeéte salycio su Siuo krauju.

12. Kad uztikrintuméte atitinkamus rezultatus, stebéjimo ciklo metu
elkités vienodai.
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13. Perpildzius arba nepakankamai uzpildzius mégintuvélius, galima
gauti netinkama kraujo ir priedy santykj bei klaidingus analités
rezultatus arba gali netinkamai veikti gaminys.

14. Uzpurkstas ir iSdziovintas antikoaguliantas (K2EDTA) yra baltos
spalvos.

15. Visada naudokite atitinkamus laikiklius ir jdéklus. Naudojant
jtrakusius ar suduzusius mégintuvélius arba dél didelio centrifugavimo
greic¢io mégintuvélis gali suduzti, dél to j centrifugos dubenj gali
issilieti méginys, laseliai ir aerozolis. Siy potencialiai pavojinguy
medziagy issiskyrimo galima isvengti naudojant specialiai sukurtus
sandarius konteinerius, kuriuose centrifugavimo metu mégintuvéliai
laikomi. Centrifugos laikikliy ir jdékly dydis turi bati pagal
naudojamus mégintuveélius. Naudojant per didelius arba per mazus
laikiklius, mégintuvélis gali suduzti.

16. Pastapa. Tyrimams, kuriems kliudo intralasteliné DNR, pvz., kai
kuriems ZIV viruso kiekio tyrimams, gali reikéti specialiy naudo;lmo
salygy. Dél rekomenduojamy naudojimo salygy pasitarkite su
gamintoju.

17. Pastaba. Uz3aldyti ,BD PPT™" mégintuvéliai nuo smugio gali
suduzti. Kad sumazéty suduzimo rizika siuntimo metu, su uzsaldytais
mégintuvéliais reikia elgtis kaip su stikliniais mégintuvéliais.

18. Mégintuvéliy neuzsaldykite pastatyty polistirolo padékle, nes taip
mégintuvéliai gali jskilti.

19. Pastaba. Gali bati draudziama in situ ,BD PPT™" mégintuvéliuose
uzsaldyti plazma tyrimams, kuriems kliudo intralasteliné DNR.
Pasitarkite su gamintoju dél rekomenduojamy transportavimo
instrukcijy ir leidziamy EDTA plazmos uzsaldymo ir atsildymo cikly.
20. Kai kei¢iama gamintojo kraujo émimo mégintuvéliy rasis, dydis,
naudojimo, apdorojimo ar laikymo salygos konkrec¢iam laboratoriniam
tyrimui, laboratorijos darbuotojai turi perzitréti mégintuvélio
gamintojo duomenis ir savo duomenis, kad nustatyty ar patikrinty
savo konkretaus instrumento ar reagenty sistemos normos ribas. Pagal
sig informacija laboratorija tada gali nuspresti, ar pakeitimai tinkami.

(tesinys)
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Ispéjimai

1. Laikykités visuotiniy atsargumo priemoniy. Kad apsisaugotuméte
nuo apsitaskymo krauju, issiliejusio kraujo ir galimo salycio su
kraujo patogenais, muvékite pirstines, uzsidékite akiy apsauga ir
kita asmens apsaugos jranga ir naudokite inZinerines kontrolés
priemones.

2. Su visais biologiniais méginiais ir kraujo émimo ,astriomis
priemonémis” (lancetais, adatomis, , Luer” adapteriais ir kraujo
émimo rinkiniais) elkités pagal savo jstaigos taisykles ir tvarka.
Salycio su biologiniais meéginiais (pvz., jsidarus) atveju kreipkités
atitinkamos pagalbos j medikus, nes méginiai gali pernesti HBV
(virusinj hepatita), ZIV (AIDS) ir kitus kraujo sukéléjus. Naudokite

pridétg adatos apsauga, jeigu tiekiama su kraujo émimo priemone.

BD nerekomenduoja pakartotinai uzdengti panaudoty adaty.
Taciau jusy jstaigos taisyklés bei tvarka gali skirtis ir jy batina
visuomet laikytis.

3. Visus kraujo émimo mégintuvélius meskite j biologiskai pavojingy
atlieky talpyklas, patvirtintas naudoti Sioms atliekoms 3alinti.

4. Meéginio neperpilkite i$ Svirksto j mégintuvélj. Papildoma
manipuliacija astriais instrumentais gali padidinti jsidGrimo adata
pavojy. Be to, perpylimo metu nuspaudziant Svirksto stumoklj,
gali susidaryti teigiamas slégis, per jéga iSstumiantis kamstj ir
méginj, dél to gali atsirasti salytis su krauju. Naudojant svirksta
kraujui perpilti, taip pat galima perpilti arba nepilnai pripilti
mégintuveélj, dél to gali buti netinkamas kraujo ir priedo santykis
bei galima gauti klaidingus analités rezultatus. Mégintuvéliai,
kuriy pritraukimo tdris mazesnis, nei numatomas dydis, gali bati
nepripildyti iki nurodyto tario, kai uzpildoma svirkstu. Dél Siy
méginiy reikia pasikonsultuoti su laboratorija.

5. Jeigu kraujas imamas per intravenine (1.V.) sistema, prie$
pradédami uzpildyti kraujo émimo mégintuvélius, jsitikinkite, kad
sistemoje néra intraveninio tirpalo. Tai svarbu, siekiant iSvengti
klaidingy laboratorijos duomeny dél uzters§imo intraveniniu
skysciu.

6. Nepakankamai uzpildzius mégintuvélius, galima gauti netinkama
kraujo ir priedy santykj bei klaidingus analités rezultatus arba gali
netinkamai veikti gaminys.

7. Jsitikinkite, kad centrifugos laikiklyje mégintuvéliai yra tinkamai
jdéti. Netinkamai jdéjus nuo mégintuvélio gali atsiskirti ,,BD
Hemogard™* dangtelis arba mégintuvélis issikis virs laikiklio.
Virs laikiklio i$sikise mégintuvéliai gali uzsikabinti uz centrifugos
galvutés ir suduzti.

8. Prie$ mégindami iSimti mégintuvélius, visada leiskite centrifugai
visiskai sustoti. Kai centrifugos galvuté sustojo, atverkite dangtelj
ir patikrinkite, ar néra suduzusiy mégintuvéliy. Jei%u yra suduzimo
pozymiy, mechaniniu prietaisu, pvz., Znyplémis ar hemostatu,
iSimkite mégintuvélius. Perspéjimas. Suduzusiy mégintuvéliy
neiSimkite ranka. Dezinfekavimo instrukcijas zr. centrifugos
naudojimo vadove.

9. Endotoksinas nekontroliuojamas. Paimtas ir apdorotas kraujas ir kraujo
komponentai mégintuveélyje neskirti suleisti ar jvesti j Zmogaus organizma.
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& BD Vacutainer® PPT™

Plazmas sagatavosanas stobrins

LV

Neatskaiditas plazmas sagatavo3anai lietosanai ar molekularas diagnostikas parbaudes metodém

Sterila iek$puse
Diagnostikai In Vitro

Barjeras materials: géls.

lekSpusé esosa piedeva: pietiekama K2EDTA asins 5 mL/8,5 mL

Aizbazna ieziesana: silikons.

PAREDZETAIS LIETOJUMS

BD Vacutainer® PPT™ plazmas sagatavosanas stobrins (BD PPT™
stobrins) ir plastmasas vakuuméts stobrins venozo asinu nemsanai,
kas centrifugésanas laika atdala neatkaiditu EDTA plazmu lietoganai
molekularas diagnostikas parbaudes metodés (pieméram, bet ne
tikai PCR — polimerazes kédes reakcija un/vai bDNA — sadalttas

DNS vairosanas metodes) vai citas parbaudés, kur nepieciesams
neatskaiditas EDTA plazmas paraugs, ko nosaka laboratorija.

KOPSAVILKUMS UN PASKAIDROJUMS

Plazmas sagatavosana no pilnasinim ir pirma darbiba daudzam in
vitro molekularas diagnostikas analizém. BD PPT™ stobrin$ nodrosina
iespéju ieglt, apstradat un parvietot neatskaidritu EDTA plazmu
slégta vakuumeta sistéma. Stobrini ietver smidzinamas sausas
K>EDTA 9 mg un 15,8 mg, uzradot asins vértibas 1,8 mg/mL un

1,9 mg/mL, kad vakuumeétais stobrins tiek piepildits pareizi ar

5 mL vai 8,5 mL iesuknésanas tilpumu. Stobrinam ir ari géla materials,
kas centrifugésanas laika veido barjeru starp plazmu un lielako dalu
sunu elementu, garant€jot BD PPT™ stobrina parvietosanu bez
plazmas iznemsanas. Rezultats ir érta, drosa un vienkarsa stobrina
sistéma pilnasinu savaksanai un plazmas atdalisanai. Paraugus var
apkopot, apstradat un parvietot uz vietas, tadéjadi samazinot iespéju
savak$anas un paraugu apstrades vietas paklaut patogénu, kas
atrodas asints, iedarbibai.

UZGLABASANA

Neuzpilditus stobrinus glabajiet temperatara 4-25 °C. Pielaujama
ierobezota temperatdras paaugstinasanas I1dz 40 °C kumulativam
laikam, kas neparsniedz 10 dienas.

PARAUGU VAKSANA UN LIETOSANA

Aprikojums, kas nepiecieSams paraugu nemsanai un kas nav
ieklauts komplektacija

1. Ar 13 mm diametra stobriniem var izmantot jebkuru
BD Vacutainer® standarta izméra adatas turétaju.

2. Spirta samitrinats tampons asins nemsanas vietas notirisanai.

3. Sausa un tira marle.

4. 7Znaugs.

5. Adatu izmes$anas konteiners izlietotam adatam vai adatas/turétaja
kombinacijai.

Aprikojums, kas nepiecieSams paraugu apstradei un kas nav

ieklauts komplektacija

1. Grozama rotora tipa centrifiga, kas sp&j radtt relativu centrifigas
spéku 1100 x g (RCF) stobrina pamatné.

2. Cimdi un cits aizsargaprikojums ir nepiecieSsams, lai pasargatu sevi
no patogéniem, kas atrodas asints.

Sagatavosanas paraugu nemsanai

Pirms vénas punkcijas izdarisanas noteikti parbaudiet, vai ir pieejami
talak noradttie materiali.

1. NepiecieSamo aprikojumu skatiet ieprieks.

2. Visi nepiecie$amie stobrini, kas noteikti péc izméra, iesuknésanas
un piedevas.

3. Etiketes drosai asins paraugu pacientu identificésanai.

LIETOSANAS NORADIJUMI

1. Sagatavojiet vénas punkcijas vietu ar piemérotu antiseptiki. Lieto-
jiet iestades ieteicamo proceddru standarta vénas punkcijas tehnikai
un parauga nemsanai.

2. Nonemiet adatas apvalku.
3. Veiciet vénas punkciju.

4. levietojiet stobrinu turétaja un bidiet stobrinu uz priek3u, lidz tiek
caurdurts stobrina aizbaznis.

5. Tiklidz stobrina paradas asinis, nonemiet Znaugu.

6. Pagaidiet, Iidz stobrins$ ir piepildijies lidz paredzétajam tilpumam
un asins plisma beidzas.

7. Nonemiet stobrinu no adatas iek3gja turétaja.

8. lznemiet stobrinu no turétaja.

9. Péc pilnasinu savaksanas BD PPT™ stobrina nekavéjoties un viegli
apgrieziet BD PPT™ stobrinu 8-10 reizes.

10. Péc apmaisisanas pilnasinu paraugu var glabat lidz sesam

(6) stundam istabas temperatira Iidz centrifugésanai.

11. Centrifugéjiet BD PPT™ stobrinu balanséta, grozama rotora tipa
centrifiga istabas temperatdra pie 1100 RCF vismaz 10 minates.

Piezime. Citos centrifugésanas apstaklos darbiba ari var bt
pienemama. Tas janoverté un jaapstiprina laboratorija.

12. Lai iegUtu neatskaiditas plazmas paraugu, nonemiet

BD Hemogard™ noslédzé&ju (skatiet sadalas BD Hemogard™
noslédzéjs noradijumus) un parlejiet plazmu atseviska trauka vai
atdaliet plazmu atseviska trauka, izmantojot parneses pipeti. PIEZIME.
Lietojot parneses pipeti, NOTEIKTI nepieskarieties géla barjerai ar
pipetes galu.

NORADIJUMI PAR BD Hemogard™ NOSLEDZEJA IZNEMSANU

1. Satveriet BD PPT™ stobrinu ar vienu roku, novietojot 1kski zem
BD Hemogard™ noslédzgja. (Lai palielinatu stabilitati, novieto-

jiet roku uz cietas wrsmasi Ar otru roku grieziet BD Hemogard™
noslédzéju, vienlaikus stumjot uz augsu ar otras rokas 1kski TIKAI TIK
ILGI, KAMER AIZBAZNIS IR ATBRIVOTS.

2. Pirms noslédzé&ja pacelSsanas nonemiet 1kski. NELIETOJIET 1kski, lai
nostumtu noslédzéju no stobrina. Uzmanibu! Ja stobrina ir asinis,
pastav paklausanas iedarbibai risks. Lai noslédzéja iznemsanas laika
nerastos traumu gasanas risks, Tkskis, kas tika izmantots stum3anai
augsup uz noslédzeja, tiek nonemts no stobrina, tiklidz

BD Hemogard™ noslédzéjs tiek atlaists.

3. Nonemiet noslédzéju no stobrina. Maz ticama gadijuma, kad
plastmasas aizsargs var atdalities no gumijas aizbazna, NEIZJAUCIET
NOSLEDZEJU. Uzmanigi nonemiet gumijas noslédz&ju no stobrina.
NORADIJUMI PAR BD HEMOGARD™ NOSLEDZEJA IEVIETOSANU

1. Uzlieciet noslédzéju uz stobrina.

2. Pagrieziet un stumiet to stingri, lidz aizbaznis ir pilniba uzlikts.
Aizbaznis jauzliek pilniba, lai nodrosinatu, ka noslédzé&js drosi turas
uz stobrina lietosanas laika.

(turpingjums)
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PARAUGU UZGLABASANA UN PARVIETOSANA

1. Pirms centrifugésanas pilnasinis var glabat BD PPT™ stobrina

ITdz (6) stundam. Ja paraugs tiek centrifugéts vélak neka péc sesam

(6) stundam, iestadei vai parbauzu laboratorijai tas ir jaapstiprina.
Konsultéjieties ar analizu izstradataju par EDTA nesarecéjuso pilnasinu
glabasanas laikiem un temperataru.

2. Plazmu var glabat un parvietot BD PPT™ stobrina istabas vai
saldeétavas temperatira, ka ari sasaldétu sausa leda. Konsultéjieties
ar analizu izstradataju par EDTA plazmas glabasanas laikiem un
temperatuaru.

3. Plazmu var glabat sasaldétu uz vietas BD PPT™ stobrina. Saldéjiet
centrifugétus BD PPT™ stobrinus vertikala stavokIt atvérta stieplu
stativa pie -20 °C vismaz 2 stundas. P&c tam PPT stobrinus var glabat
pie -20 °C, ievietot temperatra -70 °C vai zemaka temperatira
turpmékai glabasanai vai parvietot sasaldétus sausa leda. Lietotajiem
jaapstiprina savs BD PPT™ stobrinu saldésanas un parvietosanas
protokols. Piezime. Plazmas saldéSana uz vietas BD PPT™ stobrinos
var bt aizliegta tadam analiz€ém ka dazam HIV virusu parbaudém,
kuras stinu DNS savstarpéji iedarbojas.

4. Atsald&jiet BD PPT™ stobrinus stieplu stativa pie apkartgjas
temperatdras (18-25 °C). Ja tiek apsvérta doma par vairaku
saldesanas/atsaldésanas ciklu izmantosanu, lietotajam ir jaapstiprina
savs BD PPT™ stobrinu sasaldéSanas/atsaldésanas protokols.

SISTEMAS IEROBEZOJUMI

Panemto asinu daudzums mainas atkariba no augstuma virs jaras
limena, apkartéjas temperatdras, atmosféras spiediena, stobrina
vecuma, venoza spiediena un iepildisanas tehnikas. Standarta
centrifugésanas apstaklos, kad tiek izveidota plazma parbauzu
veiksanai, ne visas $Unas nogulsné&jas. Attiecigi SUnu metabolisms, ka
art dabiska degradacija ex vivo var ietekmét plazmas analize€jamas
vielas koncentracuu/cfarblbu neatkarigi no bezstnu izmainam.

Barjeras materiala plustamiba ir atkariga no temperatdras. Plisma
var bt kavéta, ja viela atdziest pirms centrifugésanas vai tas laika.

Lai optimizétu plismu un novérstu karsanu centrifugésanas laika,
atdzesésanas centriflgas iestatiet uz 25 °C (77 °F).

Barjeras materiala plistamiba ir atkariga no RCF. Apstak|os, kas ir
zem ieteiktajiem, mazinas plazmas optimalas atdalisanas un barjeras
veidosanas iespéjas.

Asins paraugi ir jacentrifugé sesas stundas péc savaksanas. AtdalTtas
neatskaiditas plazmas parauga sarkano asinskermenisu piesarnojums
palielinas, ja tiek kavéta centrifugésana. lestadei vai parbauzu labora-
torijai ir jaapstiprina pilnasinu paraugu stabilitate péc sesam stundam.

PIESARDZIBAS NORADES UN BRIDINAJUMI
Piesardzibas norades
Neizmantot stobrinus, ja tajos ir sveSkermeni.
Nelietojiet BD PPT™ stobrinus atkartoti.
Tikai stobrina iekspuse ir sterila.
Stobrins ir pirogéns.
5. Nelietojiet BD PPT™ stobrinus péc deriguma termina beigam,
kas uzdrukats uz to etiketém.
6. Ta ka saja BD PPT™ stobrina ir kimiska piedeva (EDTA), jarikojas
uzmanigi, lai novérstu iespéjamo pretplismu no stobrina asins
nemsanas laika. Lai pasargatos no pretplismas, ievérojiet talak
noraditos piesardzibas pasakumus.

a. Novietojiet pacienta roku lejup.

b. Turiet stobrinu ar aizbazni uz augsu.

c. Lidzko stobrina paradas asinis, nonemiet Znaugu.
7. Lai novérstu kladainus testa rezultatus, plazmas atdalisana no
sunam ir javeic 6 stundu laika péc parauga nemsanas.
8. Péc centrifugésanas dazi limfociti joprojam bus saskaré ar
plazmu/gélu.
9. Parmeérigs centrifugé$anas atrums (virs 10 000 RCF) var izraisTt
BD PPT™ stobrinu plisanu, saskari ar asinim un iespéjamu traumu.
10. Nonemiet aizbaznus, griezot un velkot tos. Nav ieteicama
nonemsana, spiezot ar 1kski.
11. Péc vénas punkcijas uz aizbazna virspuses var bat asins atliekas.
Stradajot ar stobriniem, esiet piesardzigs, lai izvairitos no saskares ar
$im asinim.
12. Uzraudzibas cikla laika veiciet konstantas darbibas, lai
nodrosinatu konstantus rezultatus.
13. Stobrinu parpildisana vai nepiepildisana rada nepareizu asinu-
piedevu attiecibu, un tas var radit nepareizus analizu rezultatus vai
sliktu izstradajuma veiktspé&ju.
14. Smidzinamam sausam antikoagulantam (K3EDTA) ir balta krasa.
15. Vienmeér lietojiet piemérotus turétajus vai ieliktnus. leplisusu
stobrinu izmantosana vai centrifugésana ar parak lielu atrumu var
izraisit stobrinu plisanu ar parauga izlisanu, pilieniem un aerosola
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veidosanos centrifigas kausa. Potenciali bistamu materialu izk|Gsanu
var novérst, izmantojot speciali veidotus noslégtus konteinerus, kuros
stobrinus ievieto centrifugésanas laika. Centrifugésanas turétaju un
ieliktnu izmériem ir jabut speciali pielagotiem lietojamiem stobriniem.
Ja stobriniem lieto parak lielu vai parak mazu turétaju, var notikt
plisana.

16. Piezime. Ipasi lietoSanas apstakli var bat japieméro tadam
analizém ka dazam HIV virusu parbaudém, kura $inu DNS savstarpéji
iedarbojas. Konsultgjieties ar analizu izstradataju par ieteicamajiem
lietoSanas apstakliem.

17. Piezime. Sasaldétie BD PPT™ stobrini no trieciena saplist. Lai
samazinatu saplisanas risku parvietosanas laika, ar sasaldétajiem
stobriniem jaapietas ka ar stikla stobriniem.

18. Nesasaldéjiet stobrinus stavus putuplasta paplaté, jo tas var izraisit
stobrinu parplisanu.

19. Piezime. Plazmas sasaldéSana uz vietas BD PPT™ stobrinos var bat
aizliegta analizém, kur SGnu DNS savstarpéji iedarbojas. Konsultéjieties
ar analizu izstradataju par ieteicamajiem EDTA plazmas parvietosanas
noradijumiem un pielaujamajiem sasaldésanas/atsaldésanas cikliem.

20. Katru reizi, kad tiek maintts jebkura razotaja asinu savaksanas
stobrina tips, izmérs, lietosana, apstrade vai uzglabasanas apstakli
noteiktai laboratorijas analizei, laboratorijas personalam ir jaizskata
stobrina razotaja dati un pasu dati, lai noteiktu/parbaudrtu atsauces
robezas specifiskai instrumenta/reagenta sistémai. Pamatojoties uz
sadu informaciju, laboratorija var lemt par izmainu piemérotibu.

Bridinajumi

1. levérojiet visparejos piesardzibas pasakumus. Lietojiet cimdus,
halatus, acu aizsargus, citus personigos aizsarglidzek|us un
konstrukcija paredzétos aisarglidzek|us, lai pasargatos no asinu
izSlakstisanas, asinu iztecésanas un potencialas saskares ar
patogéniem, kas atrodas asin’s.

2. Rikojieties ar visiem biologiskajiem paraugiem un asajiem
instrumentiem, kas tiek izmantoti asinu nemsanai (lancetes,
adatas, Luera adapteri un asins nemsanas komplekti), saskana ar
jusu iestades darba noteikumiem un procediram. Ja esat saskaries
ar biologiskajiem paraugiem (piem., saduroties), vérsieties péc
atbilstosas mediciniskas palidzibas, jo ar tiem var parnésat virusu
hepatits, HIV vai citi patogéni, kas atrodas asints. Izmantojiet visus
asinu nemsanas iericé esosos adatas aizsegsanas lidzek|us. BD
neiesaka lietotam adatam uzlikt apvalku. Tomér iestades darba
plani un proceddras var bat atskirigas un tas ir jaievéro vienmér.

3. Izmetiet visus asinu nemsanas stobrinus attiecigos bistamo
biologisko materialu konteineros.

4. Neparnesiet paraugu stobrina no $lirces. Jebkadas citas darbibas
ar asiem priekSmetiem palielina potencialo savainosanas risku,
saduroties ar adatu. Turklat $lirces virzula nospie$ana parnesanas
laika var radrt virsspiedienu, kas ar spéku izspiez aizbazni un
paraugu, radot potencialu saskari ar asinim. Slirces lietosana asins
parnesanai var izraisit ari stobrinu parpildisanu vai nepiepildisanu,
kas rada nepareizu asinu-piedevu attiecibu, un tas var radit
nepareizus analizu rezultatus. Stobrini, kuru iesdknésanas tilpums
ir mazaks neka to apliecina ta izméri, var neuzpildities lidz
noraditajam tilpumam, kad tos uzpilda no $lirces. Par $o paraugu
lietosanu ir jakonsultéjas ar laboratoriju.

5. Ja asinis savac no intravenozas (1.V.) linijas, nodro3iniet linijas
iztirisanu no L.V. ievadama skiduma pirms asinu savaksanas
stobrinu piepildidanas. Tas ir batiski, lai izvairitos no kladainiem
laboratorijas datiem sakara ar I.V. §kidruma piesarnojumu.

6. Stobrinu nepiepildisana rada nepareizu asinu-piedevu attiecibu, un
tas var radit nepareizus analizu rezultatus vai sliktu izstradajuma
veiktspéju.

7. Nodrosiniet, lai stobrini batu pareizi ievietoti centrifigas turétaja.
Ja tie nav pareizi ievietoti, BD Hemogard™ noslédzgjs var atdalities
no stobrina vai stobrina gals var bat arpus turétaja. Stobrini, kura
gali atrodas arpus turétaja, var skart centriftigas galvinu un sapllst.

8. Pirms stobrinu iznem3anas nodrosiniet, lai centrifuga butu pilniba
apstajusies. Kad centrlfugas galvina ir apstajusies, atveriet vacinu
un parbaudiet, vai stobrini nav saplisusi. Ja redzami plisumi,
stobrinu iznemsanai lietojiet mehanisku ierici, pieméram, knaibles
vai hemostatu. Uzmanibu! Neiznemiet saplisusos stobrinus ar
roku. Lai uzzinatu dezinfekcijas noradijumus, skatiet centrifagas
noradijumus.

9. Endoksinu parbaude nenotiek. Stobrina nemtas un apstradatas asinis un asins
komponentus nedrikst izmantot nedz infizijam, nedz ievadei cilvéka kermen.
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& BD Vacutainer® PPT™

buisje voor plasmabereiding

@

Voor de bereiding van onverdund plasma voor gebruik met testmethoden voor moleculaire diagnostiek

Steriele binnenzijde
Bestemd voor in-vitro diagnostiek

Barriéremateriaal: gel.

Op binnenzijde aangebracht additief: voldoende K;EDTA voor 5 mL/8,5 mL bloed

Smering van dop: siliconen.

BEOOGD GEBRUIK

Het BD Vacutainer® PPT™ buisje voor plasmabereiding (BD PPT™
buisje) is een kunststof vacuimbuisje voor de afname van veneus
bloed dat bij centrifugeren wordt gescheiden in onverdund EDTA-
plasma voor gebruik in testmethoden voor moleculaire diagnostiek
(zoals, maar niet beperkt tot PCR (polymerase chain reaction) en/of
bDNA - (branched DNA-amplificatietechnieken) of andere procedures
waarbij een onverdund EDTA-plasmamonster is vereist zoals bepaald
door het laboratorium.

SAMENVATTING EN UITLEG

Bij veel in vitro moleculaire diagnostische testen is bereiding van plas-
ma uit volbloed een eerste stap. Het BD PPT™ buisje biedt een middel
voor afname, verwerking en transport van een onverdund EDTA-plas-
mamonster in een gesloten vaculimsysteem. De buisjes bevatten

9 mg en 15,8 mg door verstuiving gedroogd K7EDTA, hetgeen een ver-
houding oplevert van 1,8 mg/mL en 1,9 mg/mL met bloed wanneer het
vaculmbuisje op juiste wijze wordt gevuld tot het afnamevolume van
5 mL of 8,5 mL. Het buisje bevat ook een gel die bij centrifugeren een
barriére vormt tussen het plasma en het merendeel van de cellulaire
elementen, waardoor het BD PPT™ buisje kan worden getransport-
eerd verwijdering van het plasma. Het resultaat is een handig, veilig
systeem bestaande uit één buisje voor het afnemen van volbloed

en het scheiden van plasma. Monsters kunnen ter plaatse worden
afgenomen, verwerkt en getransporteerd, waardoor de mogelijkheid
van blootstelling aan bloedoverdraagbare pathogenen op de plaats
van afname en verwerking van het monster worden verminderd.

OPSLAG

Bewaar lege buisjes bij 4-25 °C. Beperkte temperatuurstijgingen tot
40 °C, gedurende een cumulatieve tijd van maximaal 10 dagen, zijn
acceptabel.

AFNAME EN HANTERING VAN MONSTERS

Benodigde, maar niet geleverde uitrusting voor monsterafname

1. Elke standaard maat BD Vacutainer® naaldhouder kan worden
gebruikt bij buisjes met een diameter van 13 mm.

2. Alcoholdoekje voor het reinigen van de punctieplaats.

3. Droog, schoon gaasje.

4. Tourniquet.

5. Naaldencontainer voor gebruikte naalden of naalden met houder.

Benodigde, maar niet geleverde uitrusting voor verwerking

1. Centrifuge met uitzwaairotor die een relatieve centrifugaalkracht
van 1100 x g (RCF) kan produceren op de onderzijde van de buisjes.

2. Handschoenen en andere persoonlijke beschermingsmiddelen die
nodig zijn voor bescherming tegen blootstelling aan bloedoverdraag-
bare pathogenen.

Voorbereiding voor monsterafname

Zorg dat de volgende materialen beschikbaar zijn voordat u een
venapunctie uitvoert:

1. Zie de benodigde uitrusting hierboven.

2. Alle buisjes, waarvan maat, afname en additief zijn vastgesteld,
die nodig zijn.

3. Etiketten voor een positieve patiéntenidentificatie van de
monsters.

GEBRUIKSAANWUZING

1. Bereid de venapunctieplaats voor met een geschikt antisepticum.
Volg de aanbevolen procedure van uw instelling voor de standaard
venapunctietechniek en monsterafname.

2. Verwijder het naaldkapje.
3. Voer de venapunctie uit.

4. Plaats het buisje in de houder en duw het buisje naar voren totdat
de dop van het buisje doorgeprikt is.

5. Maak de tourniquet los zodra er bloed in het buisje komt.

6. Wacht totdat het buisje tot het vermelde volume gevuld is en het
bloed ophoudt met stromen.

7. Trek het buisje van de naald in de houder af.
8. Haal het buisje uit de houder.

9. Na afname van volbloed in het BD PPT™ buisje, het BD PPT™
buisje onmiddellijk en voorzichtig 8 - 10 keer mengen door het om te
keren.

10. Na het mengen kan het volbloedmonster gedurende maximaal
zes (6) uur bij kamertemperatuur worden opgeslagen tot het wordt
gecentrifugeerd.

11. Centrifugeer het BD PPT™ buisje in een gebalanceerde centrifuge
met uitzwaairotor met 1100 RCF bij kamertemperatuur gedurende
minimaal 10 minuten.

NB: Het gebruik van andere centrifugatiecondities kan eveneens
acceptabele prestaties opleveren; dit moet door het laboratorium
worden beoordeeld en gevalideerd.

12. Om een onverdund plasmamonster te verkrijgen verwijdert u de
BD Hemogard™ veiligheidsdop (raadpleeg Instructies voor verwijder-
ing van de BD Hemogard™ veiligheidsdop) en giet u het plasma af in
een apart buisje of brengt u met een transferpipet de plasmafractie
over in een apart buisje. NB: Let er bij gebruik van een transferpipet
op dat u de gelbarriéere NIET verstoort met de tip van de pipet.

INSTRUCTIES VOOR VERWIJDERING VAN DE
BD HEMOGARD™ VEILIGHEIDSDOP

1. Pak het BD PPT™ buisje met één hand vast en plaats uw duim
onder de BD Hemogard™ veiligheidsdop. (Plaats uw arm op een ste-
vig oppervlak voor extra stabiliteit.) Draai met uw andere hand de
BD Hemogard™ veiligheidsdop los en duw tegelijkertijd met de duim
van de ene hand TOT DE DOP VAN HET BUISJE LOSKOMT.

2. Beweeg uw duim van de dop vandaan voordat u de dop eraf tilt.
Gebruik uw duim NIET om de dop van het buisje te duwen. Let op: Als
het buisje bloed bevat, is er blootstellingsgevaar aanwezig. Om letsel
te helpen voorkomen tijdens verwijdering van de veiligheidsdop, is
het belangrijk om de duim waarmee de dop omhoog wordt gedrukt
weg te halen van het buisje zodra de BD Hemogard™ veiligheidsdop
wordt losgemaakt.

3. Til de veiligheidsdop van het buisje. In het onwaarschijnlijke
geval dat de kunststof afscherming losraakt van de rubber dop, DE
VEILIGHEIDSDOP NIET OPNIEUW IN ELKAAR ZETTEN. Verwijder de
rubber dop voorzichtig van het buisje.

INSTRUCTIES VOOR OPNIEUW IN HET BUISJE AANBRENGEN
VAN DE BD HEMOGARD™ VEILIGHEIDSDOP
1. Plaats de dop terug op het buisje.

2. Duw de dop met een draaiende beweging krachtig naar beneden
tot de dop weer volledig op zijn plaats zit. De dop moet volledig in
het buisje worden aangebracht om te garanderen dat deze goed blijft
zitten tijdens het hanteren.

(vervolg)
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OPSLAG EN TRANSPORT VAN MONSTERS

1. Volbloed mag gedurende maximaal zes (6) uur in het BD PPT™
buisje worden opgeslagen voordat het wordt gecentrifugeerd.

Het centrifugeren van een monster na meer dan zes (6) uur vereist
validatie door uw instelling of testlaboratorium. Raadpleeg de door
de fabrikant van de assay aanbevolen opslagtijden en temperaturen
voor EDTA-ontstold volbloed.

2. Plasma kan in het BD PPT™ buisje worden opgeslagen en
getransporteerd bij kamer- of koelkasttemperaturen of in bevroren
toestand op droogijs. Raadpleeg de door de fabrikant van de assay
aanbevolen opslagtijden en temperaturen voor EDTA-plasma.

3. Plasma kan in het BD PPT™ buisje bevroren worden opgeslagen
in situ. Bevries gecentrifugeerde BD PPT™ buisjes rechtop in een
open draadrek gedurende minimaal 2 uur bij -20 °C. Bevroren PPT
buisjes kunnen vervolgens bij -20 °C worden gehouden, worden
overgebracht naar -70 °C of lager voor verdere opslag of bevroren
worden getransporteerd op droogijs. Gebruikers dienen hun eigen
protocol voor bevriezen en transporteren te valideren voor BD PPT™
buisjes. NB: Het in situ bevriezen van plasma in BD PPT™ buisjes kan
verboden zijn voor assays zoals bepaalde testen van de HIV viral
load, waarin intracellulair DNA een storende factor vormt.

4. Ontdooi de BD PPT™ buisjes in een draadrek bij amertemperatuur
(18-25 °C). Wanneer het gebruik van meerdere bevriezings-/
ontdooicycli wordt overwogen, dienen gebruikers hun eigen protocol
voor bevriezen en transporteren te valideren voor BD PPT™ buisjes.

BEPERKINGEN VAN HET SYSTEEM

De hoeveelheid afgenomen bloed varieert met de hoogte, de
omgevingstemperatuur, barometrische druk, de leeftijd van het buisje,
veneuze druk en de vultechniek. Bij standaard gebruikte
centrifugeercondities voor het genereren van plasma voor testen
vindt er geen volledige sedimentering van alle cellen plaats. Daarom
kan het celmetabolisme, evenals natuurlijke afbraak ex vivo een
invloed uitoefenen op de concentratie/activiteit van de analyt in het
plasma die verder gaat dan acellulaire veranderingen.

De floweigenschappen van het barrieremateriaal zijn temperatuuraf-
hankelijk. De flow kan worden belemmerd als het materiaal wordt
gekoeld voor of tijdens het centrifugeren. Stel gekoelde centrifuges
in op 25 °C om de flow te optimaliseren en opwarming te voorkomen.

De floweigenschappen van het barrieremateriaal zijn RCF-afhankelijk.
Bij omstandigheden die niet voldoen aan de aanbevolen condities
vindt een suboptimale scheiding van plasma plaats en wordt ook

een minder goede barriére gevormd.

Bloedmonsters dienen binnen zes uur na afname te worden gecentri-
fugeerd. Verontreiniging met rode bloedcellen van het onverdunde,
gescheiden plasmamonster neemt toe met de tijd die verstrijkt voor
afgaand aan centrifugeren. De stabiliteit van het monster in
volbloed na zes uur moet worden gevalideerd door uw instelling

of testlaboratorium.

AANDACHTSPUNTEN EN WAARSCHUWINGEN
Aandachtspunten:

1. Gebruik de buisjes niet indien er vreemd materiaal aanwezig is.
2. Gebruik BD PPT™ buisjes niet opnieuw.

3. Alleen de binnenzijde van het buisje is steriel.

4. Het buisje is niet pyrogeenvrij.

5. Gebruik BD PPT™ buisjes niet na de uiterste gebruiksdatum die is

afgedrukt op het label van het buisje.
6. Daar dit BD PPT™ buisje een chemisch additief (EDTA) bevat,
moeten voorzorgsmaatregelen worden genomen om terugstroming
uit het buisje te voorkomen tijdens bloedafname. Neem de volgende
voorzorgsmaatregelen in acht om terugstromen te voorkomen:

a. Plaats de arm van de patiént in een neerwaartse positie.

b. Houd het buisje met de dop naar boven.

c. Maak de tourniquet los zodra er bloed in het buisje komt.
7. Scheiding van plasma en cellen door centrifugeren dient binnen
6 uur na afname plaats te vinden om foutieve testresultaten te
voorkomen.

8. Na het centrifugeren blijven enkele lymfocyten achter op het
raakvlak tussen plasma en gel.

9. Bij een te hoge centrifugeersnelheid (meer dan 10.000 RCF) kan
het BD PPT™ buisje breken met mogelijke blootstelling aan bloed
en mogelijk letsel tot gevolg.

10. Trek doppen er in een draaiende beweging af. Verwijdering door
rollen met de duim wordt niet aanbevolen.
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11. Na venapunctie kunnen er bloedresten achterblijven op de
bovenzijde van de dop. Neem de juiste voorzorgmaatregelen wanneer
u buisjes hanteert om contact met dit bloed te voorkomen.

12. Ga op uniforme wijze te werk tijdens de bewakingscyclus om
consistente resultaten te waarborgen.

13. Het te ver vullen of niet ver genoeg vullen van buisjes heeft een
onjuiste bloed-additief verhouding tot gevolg en kan leiden tot
onjuiste analytische resultaten of slechte werking van het product.

14. Het door verstuiving gedroogde antistollingsmiddel (K2EDTA) is
wit van kleur.

15. Gebruik altijd de juiste houders of inzetstukken. Door gebruik

van buisjes die barsten of loszittende stukjes vertonen, of van te

hoge centrifugesnelheden kunnen de buisjes breken en kan er
monster, druppels en een aérosol in de centrifugekom vrijkomen. Het
vrijkomen van deze potentieel gevaarlijke materialen kan worden
voorkomen door gebruik te maken van speciale verzegelde containers
waarin de buisjes zich bevinden tijdens het centrifugeren. Houders

en inzetstukken voor de centrifuge moeten qua afmeting specifiek
zijn afgestemd op de gebruikte buisjes. Bij gebruik van te grote of te
kleine houders voor de buisjes kunnen de buisjes breken.

16. NB: Er kunnen speciale behandelingscondities vereist zijn

voor assays, zoals bepaalde testen van de HIV viral load, waarin
intracellulair DNA een verstorende factor vormt. Raadpleeg de
fabrikant van de assay voor aanbevolen behandelingscondities.

17. NB: De bevroren BD PPT™ buisjes kunnen gemakkelijk breken als
ertegen wordt gestoten. Om het risicio op breken tijdens vervoer te
verminderen dienen bevroren buisjes op dezelfde wijze te worden
behandeld als buisjes van glas.

18. Bevries de buisjes NIET rechtopstaand in een styrofoam bak,
aangezien de buisjes hierdoor kunnen barsten.

19. NB: Het /n situ bevriezen van plasma in BD PPT™ buisjes kan
verboden zijn voor assays waarin intracellulair DNA een storende
factor vormt. Raadpleeg de fabrikant van de assay voor de aanbevolen
transportinstructies en de toelaatbare bevriezings-/ontdooi-cycli voor
EDTA-plasma.

20. Wanneer u voor een bepaald laboratorium-assay een afwijkend
type bloedafnamebuisje van een fabrikant wilt gebruiken of een
buisje van een andere afmeting, of wijzigingen wilt aanbrengen in
het hanteren, de verwerking of opslagconditie van het buisje, dient
het laboratoriumpersoneel de gegevens van de fabrikant van de
buisjes en hun eigen gegevens te bestuderen om het referentiebereik
voor een specifiek instrument-/reagenssysteem vast te stellen/te
verifiéren. Op basis van dergelijke informatie kan het laboratorium
besluiten of wijzigingen juist zijn.

(vervolg)
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Waarschuwingen

1. Neem de gebruikelijke voorzor%smaatregelen. Draag
handschoenen, een schort, oogbescherming en andere
persoonlijke beschermingsmiddelen en gebruik technische
hulpmiddelen ter bescherming tegen bloedspatten, lekkage
van bloed en mogelijke blootstelling aan bloedoverdraagbare
pathogenen.

Hanteer alle biologische monsters en bij de bloedafname
gebruikte scherpe voorwerpen (lancetten, naalden, luer-adapters
en bloedafnamesets) volgens de richtlijnen en procedures

van uw instelling. Roep gepaste medische hulp in indien er
blootstelling plaatsvindt aan biologische monsters (bijvoorbeeld
door punctieletsel), aaangezien deze virale hepatitis, HIV of
andere bloedoverdraagbare pathogenen kunnen overbrengen.
Gebruik een eventueel ingebouwde naaldbescherming als het
bloedafnamehulpmiddel hiermee is uitgerust. BD beveelt niet aan
om kapjes terug te zetten op gebruikte naalden. De richtlijnen en
procedures van uw instelling kunnen echter verschillen en moeten
altijd worden opgevolgd.

Gooi alle bij de bloedafname gebruikte scherpe voorwerpen weg
in een goedgekeurde naaldencontainer geschikt voor biologisch
gevaarlijk materiaal.

Breng geen met een spuit en naald afgenomen monster over naar
een buisje. Extra manipulatie van scherpe voorwerpen vergroot de
kans op een prikletsel. Het indrukken van de spuitzuiger tijdens
het overbrengen kan een positieve druk genereren, waardoor de
dop en het monster met kracht worden verplaatst, wat mogelijk
blootstelling aan bloed tot gevolg heeft. Het gebruik van een spuit
voor overdracht van bloed kan tevens leiden tot te ver of niet

ver genoeg vullen van de buisjes, wat een onjuiste bloed-additief
verhouding en mogelijk onjuiste analytische resultaten tot gevolg
heeft. Buisjes met een afnamevolume dat kleiner is dan op basis
van de afmetingen mag worden verwacht, vullen zich mogelijk
niet tot het aangegeven volume wanneer voor het vullen een spuit
wordt gebruikt. Het laboratorium dient te worden geraadpleegd
over het gebruik van deze monsters.

Indien bloed wordt afgenomen via een intraveneuze lijn, moet

de intraveneuze oplossing uit de lijn worden verwijderd voordat
wordt begonnen met vullen van de bloedafnamebuisjes. Dit is
essentieel om foutieve laboratoriumgegevens door verontreiniging
met intraveneuze vloeistof te voorkomen.

Het te ver vullen van buisjes heeft een onjuiste bloed-additief
verhouding tot gevolg en kan leiden tot onjuiste analytische
resultaten of slechte werking van het product.

Zorg dat de buisjes goed in de centrifugehouder worden geplaatst.
Niet juiste plaatsing kan ertoe leiden dat de BD Hemogard™
veiligheidsdoppen losraken van de buisjes of dat de buisjes boven
de houder uitkomen. Buisjes die boven de houder uitkomen
kunnen blijven haken aan de centrifugerotor en breken.

Laat de centrifuge volledig tot stilstand komen voordat u de
buisjes verwijdert. Wanneer de centrifugerotor is gestopt,

opent u het deksel en controleert u of er gebroken buisjes zijn.
Als u tekenen van breuk ziet, verwijdert u de buisjes met een
mechanisch hulpmiddel zoals een tang of vaatklem. Let op:
Verwijder gebroken buisjes niet met de hand. Raadpleeg de
instructiehandleiding van de centrifuge voor instructies voor het
desinfecteren.

Endotoxine wordt niet gecontroleerd. Bloed dat in het buisje
wordt afgenomen en verwerkt en de hiervan afkomstige
bloedcomponenten zijn niet bedoeld voor infusie of inbrengen in
het menselijk lichaam.
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& BD Vacutainer® PPT™

Plasmaprepareringsrgr

©

For preparering av ufortynnet plasma til bruk i molekyleerdiagnostiske testmetoder

Sterilt interigr
For in vitro diagnostisk bruk

Barrieremateriale: Gel.

Innvendig tilsetningsstoff: Tilstrekkelig K2EDTA for 5 mL /8,5 mL med blod

Smering av kork: Silikon.

BRUKSOMRADE

BD Vacutainer® PPT™ plasmaprepareringsrgr (BD PPT™-rgr) er et
vakuumrer i plast for vengs blodpr@vetaﬁing som etter
sentrifugering separerer ufortynnet EDTA-plasma for bruk i
molekylaerdiagnostiske testmetoder som (men ikke begrenset til)
PCR (polymerase-kjedereaksjon) og/eller bDNA (forgrenet DNA-
forsterkning) eller andre prosedyrer der en ufortynnet EDTA-
plasmaprove kreves slik det fastslas av laboratoriet.

SAMMENDRAG OG FORKLARING

Preparering av plasma fra fullblod er det forste trinnet for mange

in vitro molekyleerdiagnostiske analyser. BD PPT™-rgret gir mulighet
til 8 samle inn, prosessere og transportere en ufortynnet
EDTA-plasmaprove i et lukket vakuumsystem. Rerene inneholder

9 mg og 15,8 mg med sprayterket KoEDTA, som gir forholdet

1,8 mg/mL og 1,9 mg/mL med blod nar vakuumreret fylles korrekt

til enten 5 mL eller 8,5 mL trekkvolum. Reret inneholder ogsa et
gelmateriale som ved sentrifugering danner en barriere mellom
plasma og de fleste celleelementer og som gjor at BD PPT™-rgret kan
transporteres uten at plasma fjernes. Resultatet er et praktisk, sikkert
ettrorssystem for innsamling av fullblod og separering av plasma.
Provene kan tas, prosesseres og transporteres in situ, noe som
reduserer faren for eksponering for blodpatogener ved provetaking
0g preveprosessering.

OPPBEVARING

Ufylte ror skal oppbevares ved 4-25 °C. Begrenset temperaturavvik
opptil 40 °C for en kumulativ tid som ikke overskrider 10 dager, kan
aksepteres.

PROVETAKING OG HANDTERING

Ngdvendig utstyr for provetaking som ikke felger med

1. Alle BD Vacutainer® kanyleholdere av standard storrelse
kan brukes sammen med ror pa 13 mm diameter.

2. Alkoholserviett for a vaske punksjonsstedet.

3. Teorr, ren kompress.

4. Staseband.

5. Kanylebgtte for brukt kanyle eller kombinasjon av kanyle/holder.

Ngdvendig utstyr for provebehandling som ikke folger med

1. Dreibar rotor-type sentrifuge med kapasitet til & generere en rela-
tiv sentrifugalkraft pa 1 100 x g (RCF) pa rerets bunn.

2. Hansker og annet personlig verneutstyr ma brukes for a beskytte
mot eksponering for blodpatogener.
Klargjoring for prevetaking

Serg for at felgende materiell er tilgjengelig for du utferer
venepunksjon:

1. Se nedvendig utstyr ovenfor.

2. Alle ngdvendige ror, identifisert med storrelse, trekk og
tilsetningsstoff.

3. Etiketter for positiv pasientidentifikasjon av prgvene.

BRUKSANVISNING

1. Klargjer venepunksjonsstedet med passende desinfiserende mid-
del. Bruk institusjonens anbefalte prosedyre for standard venepunks-
jonsteknikk og prevetaking.

2. Fjern kanylehylsen.
3. Utfere venepunksjon.

4. Plasser rgret i holderen og skyv reret fremover til rerkorken er
penetrert.

5. Lesne stasebandet sa snart blodet vises i roret.

Vent til raret er fylt opp til oppgitt volum og blodstremmen avtar.
Trekk roret av kanylen i holderen.

Fjern reret fra holderen.

® N o

9. Etter a ha tatt en fullblodpreve i et BD PPT™-rgr, ma du
oyeblikkelig invertere BD PPT™-rgret 8-10 ganger.

10. Etter blanding kan fullblodprgven oppbevares opptil seks
(6) timer ved romtemperatur for sentrifugering.

11. Sentrifuger BD PPT™-rgret i en balansert, dreibar rotor-type
sentrifuge ved romtemperatur og ved 1 100 RCF i minst 10 minutter.

Merk: Bruk av alternative sentrifugeringsvilkar kan ogsa gi akseptable
resultater. Dette ma vurderes og kontrolleres ved laboratoriet.

12. For & oppna en ufortynnet plasmaprove, fjerner du

BD Hemogard™-korken (se avsnittet Instruksjoner for fjerning av

BD Hemogard™-kork) og dekanter plasma i en separat beholder eller
alikvoter plasma i en separat beholder med en overferingspipette.
MERKNAD: Nar du bruker en overferingspipette ma du IKKE forstyrre
gelbarrieren med pipettespissen

INSTRUKSJONER FOR FJERNING AV BD HEMOGARD™-KORK

1. Grip BD PPT™-rgret med én hand og plasser tommelen under

BD Hemogard™-korken. (Du far bedre stabilitet hvis armen plasseres
pa et solid underlag.) Med den andre handen vrir du BD Hemogard™
-korken mens du samtidig skyver opp med tommelen pa den andre
handen TIL RORKORKEN L@SNER.

2. Flytt tommelen vekk for du lefter av korken. IKKE bruk tommelen
til & skyve korken av reret. OBS: Hvis raret inneholder blod, utgjor
dette en eksponeringsfare. For & unnga uhell nar korken fjernes er
det viktig at tommelen som brukes til & skyve korken oppover, fjernes
fra roret sa snart BD Hemogard™-korken lgsner.

3. Loft korken av reret. Dersom plastdekslet skulle lgsne fra
gummikorken, noe som er lite sannsynlig, MA DU IKKE SETTE KORKEN
SAMMEN IGJEN. Fjern gummikorken forsiktig fra roret.

INSTRUKSJONER FOR A SETTE PA PLASS EN BD HEMOGARD™-KORK
1. Sett korken over roret.

2. Vri og skyv bestemt ned til korken sitter helt pa plass. Det er viktig
at korken settes helt pa plass for at den skal sitte trygt pa reret under
handtering.

PROVEOPPBEVARING OG TRANSPORT

1. Fullblod kan oppbevares i BD PPT™-rgret opptil seks (6) timer
for sentrifugering. Sentrifugering av en prove etter mer enn

seks (6) timer kan kreve validering av institusjonen eller et
testlaboratorium. Vi henviser til produsentens anbefalte
oppbevaringstider og temperaturer for EDTA antikoagulert fullblod.

2. Plasma kan oppbevares og transporteres i BD PPT™-rgret ved
romtemperatur, nedkjglt eller pa terris. Vi henviser til produsentens
anbefalte oppbevaringstider og temperaturer for EDTA-plasma.

3. Plasma kan oppbevares frossent in situ i BD PPT™-rgret. Frys
sentrifugerte BD PPT™-rgr staende i et apent tradstativ ved

-20 °C i minst 2 timer. Frosne PPT-rgr kan deretter enten forbli ved

-20 °C, overfores til -70 °C eller lavere for ytterligere oppbevaring eller
sendes frossent pa terris. Brukere ber validere deres egen fryse- og
forsendelsesprotokoll for BD PPT™-rgr. Merk: Frysing av plasma

in situ i BD PPT™-rgr kan vaere forbudt for analyser som enkelte
HIV-tester der intracellulzer DNA er involvert.

4. Tin opp BD PPT™-rgrene i et tradstativ ved omgivelsestemperatur
(18-25 °C). Nar brukere vurderer flere fryse/tine-sykluser, ber de
validere sin egen fryse/tine-protokoll for BD PPT™-rgr.

SYSTEMETS BEGRENSNINGER

Mengden av blod som trekkes varierer med hgyde over havet,
omliggende temperatur, barometrisk trykk, roerets alder, venetryk-

ket og fylleteknikken. Standard sentrifugeringsvilkar for a generere
plasma for testing sedimenterer ikke alle celler fullstendig. Cellebasert
metabolisme og naturlig nedbrytning ex vivo kan derfor fortsette a
pavirke serum-/plasmaanalyttens konsentrasjoner/aktiviteter ut over
acelluleere endringer.

(Fortsatt)
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Stremningsegenskapene til barrierematerialet er temperaturrelatert.
Stremningen kan hindres hvis den nedkjoles for sentrifugering. For &
optimalisere stremning og unnga oppvarming under sentrifugering,
skal kjolte sentrifuger stilles pa 25 °C (77 °F).

Stremningsegenskapene til barrierematerialet er RCF-relatert. Optimal
plasn]laseparasjon og barrieredannelse svekkes ved vilkar under det
anbefalte.

Blodprever skal sentrifugeres innen seks timer etter provetaking. Red
blodcellekontaminering av den separerte, ufortynnede plasmapreven
oker med lengre forsinkelse for sentrifugering. Provestabilitet i
fullblod ut over seks timer ber valideres av din institusjon eller test-
laboratorium.

FORSIKTIGHETSREGLER OG ADVARSLER

Forsiktighetsregler

1. Rerene ma ikke brukes hvis de inneholder fremmedlegemer.
2. lkke bruk BD PPT™-rgr om igjen.

3. Kuninnsiden av rgret er steril.

4. Roret er ikke pyrogenfritt.

5. lkke bruk BD PPT™-rgr etter utlopsdatoen som er trykket pa
roretiketten.

6. Ettersom dette BD PPT™-rgret inneholder et k}jemisk
tilsetningsstoff (EDTA), ma det tas forholdsregler for & hindre
tilbakestremning fra reret under blodprevetaking. For & unnga
tilbakestremning, ma felgende forholdsregler tas:

a. Plasser pasientens arm slik at den heller nedover.
b. Hold reret med korken vendt opp.
c. Losne stasebandet sa snart blodet vises i roret.

7. Seperasjon av plasma fra celler ved sentrifugering ber finne sted
innen 6 timer etter provetaking for & unnga feilaktige testresultater.

8. Etter sentrifu?ering vil det veere noen lymfocytter igjen i
grensesnittet mellom plasma og gel.

9. For stor sentrifugeringshasti?(het (over 10 000 RCF) kan gjore at
BD PPT™-rgr sprekker, noe som kan fere til blodeksponering og
mulige skader.

10. Fjern korker ved a vri og trekke. Det anbefales ikke a rulle dem
av med tommelen.

11. Etter venepunksjon kan toppen av korken inneholde blodrester.
Ta nedvendige forholdsregler nar du handterer ror for 8 unnga
kontakt med dette blodet.

12. Serg for samme handtering under hele overvakingssyklusen for
a sikre konsekvente resultater.

13. Overfylling og underfyllin%fav ror vil fore til et feilaktig forhold
mellom blod og tilsetningsstoff, og kan fore til feilaktige analytiske
resultater eller darlige produktytelse.

14. Sprayterket antikoagulant (K;EDTA) har hvit farge.

15. Bruk alltid egnede holdere eller innsatser. Bruk av rer med
sprekker eller skall, eller for hey sentrifugeringshastighet,

kan fore til at rer knuses og frigir prove, draper o? aerosol i
sentrifugebeholderen. Frigivelse av disse potensielt farlige materialene
kan unngas ved & bruke spesialdesignede, tette beholdere der rorene
sitter under sentrifugering. Sentrifugeholdere og innsatser ma veaere
av en spesifikk storrelse for rerene som brukes. Bruk av holdere som

er for store eller for sma for reret, kan fore til brudd.

16. Merk: Det kan vaere behov for spesialhandtering av analyser, som
f.eks. enkelte HIV-tester der intracelluleer DNA er involvert. Radfer
deg med produsenten av analyseinstrumentet for a fa anbefalinger.

17. Merk: Frosne BD PPT™-rgr kan sprekke hvis de stotes. For
a redusere faren for sprekker under forsendelse, ma frosne ror
behandles pa samme mate som glassror.

18. Ikke frys ror staende pa et isoporbrett, da dette kan gjore at
rogrene sprekker.

19. Merk: Frysing av plasma in situ i BD PPT™-ror kan veere forbudt
for analyser som enkelte HIV-tester der intracelluleer DNA er involvert.
Radfer deg med produsenten av analyseinstrumentet for a fa
instruksjoner om anbefalte fryse/tine-sykluser for EDTA-plasma.

20. Hver gang du skifter en produsents blodprevereorstype,
storrelse, handtering, behandling eller oppbevaringsforhold for en
bestemt laboratorieanalyse, ber laboratoriepersonellet giennomga
rerprodusentens data og deres egne data for a etablere/kontrollere
referanseomradet til et spesifikt instrument/reagenssystem. Basert
pa denne informasLonen kan laboratoriet deretter bestemme om
endringen er hensiktsmessig.
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Advarsler

1. Utvis generell forsiktighet. Bruk hansker, frakker, gyebeskyttelse
og annet personlig verneutstyr og teknisk kontroll til & beskytte
mot blodsprut, blodlekkasje og potensiell eksponering for
patogener i blodet.

2. Handter alle biologiske prgver og skarpe instrumenter (lansetter,
kanyler, lueradaptere og blodprovesett) i samsvar med regler
og prosedyrer ved din institusjon. Hvis det oppstar eksponering
til biologiske prover (for eksempel ved en stikkskade), ma du
kontakte medisinsk personell fordi prover kan overfere HBV (viral
hepatitt), HIV (AIDS) eller andre infeksjonssykdommer. Bruk alle
innet?/ de kanylebeskyttelser hvis blodpreveenheten har dette. BD
anbefaler ikke 3 sette nye hylser pa brukte kanyler. Imidlertid kan
;e ler og prosedyrer ved din institusjon veaere annerledes, og de ma
olges.

3. Allfe Islkarpe produkter skal kastes i beholdere godkjent for slikt
avfall.

4. lkke overfor en prove fra en sproyte til et ror. Ytterligere
handtering av skarpe instrumenter oker faren for stikkskader.
Trykket pa sproytestemplet under overfgringen kan skape et
overtrykk som fortrenger korken og preven og som forarsaker
blodsprut og mulig blodeksponering. Bruk av en sproyte til
blodoverfering kan ogsa forarsake over- eller underfylling av
rorene, noe som resulterer i feilaktig forhold mellom blod og
tilsetningsstoff og mulighet for feilaktige analytiske resultater. Ror
med trekkvolum under det som de tilsynelatende dimensjonene
indikerer, kan kanskje ikke fylles til oppgitt volum nar de fylles fra
en sproyte. Radfer deg med laboratoriet om bruk av slike prover.

5. Hvis blodpraven tas via en intravengs (IV) slange, ma man
serge for at slangen er fri for IV-lesning fer man begynner &
fylle blodprovergor. Dette er sveert viktig for 8 unnga feilaktige
laboratoriedata som skyldes kontaminering med IV-veeske.

6. Underfylling av ror vil fore til et feilaktig forhold mellom blod og
tilsetningsstoff, og kan fere til feilaktige analytiske resultater eller
darlige produktytelse.

7. S@rlg for at rorene sitter godt fast i sentrifugeholderen.
Utilstrekkelig feste kan fore til at BD Hemogard™-korken lgsner
fra roret, eller til at roret stikker opp over holderen. Rgr som
stikker opp over holderen kan hekte seg opp i sentrifugehodet, og
kan dermed knuses.

8. La alltid sentrifugen stanse helt opp fer du forsgker a fjerne
rorene. Nar sentrifugehodet har stanset, apner du lokket og
undersoker rorene for skader. Hvis du finner sprekker, bruker du
en mekanisk anordning som en tang eller hemostat til a fjerne
rorene. OBS: lkke fjern knuste ror for hand. Se sentrifugens
instruksjonshandbok for instruksjoner for desinfisering.

9. lkke kontrollert for endotoksiner. Blod OE blodkomponenter
som er tappet og behandlet i raret, er ikke ment for infusjon
eller innfaring i menneskekroppen.
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& BD Vacutainer® PPT™

Probéwka do izolacji osocza

(PL

Do przygotowywania nierozcienczonego osocza stosowanego w molekularnych testach diagnostycznych

Sterylne wnetrze
Do stosowania w diagnostyce in vitro

Materiat oddzielajacy: zel.

Dodatek wewnetrzny: Odpowiedni K2EDTA na 5 mL/8,5 mL krwi

Smarowanie zatyczki: kauczuk silikonowy.

PRZEZNACZENIE

Probowka do izolacji osocza BD Vacutainer® PPT™ (probéwka

BD PPT™) to plastikowa probéwka prozniowa do pobierania krwi
zylnej, w ktoérej po odwirowaniu oddziela sie nierozciericzone osocze
EDTA przeznaczone do stosowania w molekularnych testach
diagnostycznych (m.in. wykorzystujacych techniki reakcji tancuchowej
polimerazy (PCR) lub amplifikacji DNA prawoskretnej) lub w

innych procedurach, w ktérych wymagane jest zastosowanie probek
nierozcieniczonego osocza EDTA.

STRESZCZENIE | OBJASNIENIE

Izolacja osocza z krwi petnej jest pierwszym etapem wielu oznaczen
diagnostyki molekularnej in vitro. Probéwka BD PPT™ umozliwia
pobieranie, przetwarzanie i przenoszenie probek nierozcienczonego
osocza EDTA w uktfadzie zamknigetym. Probowki zawierajg 9 mg i

15,8 mg napylonego antykoagulantu K2EDTA, w ilosci dajacej pro-
porcje 1,8 mg/mL i 1,9 mg/mL krwi przy prawidtowym napetnieniu
prézniowej probéwki do 5 mL lub 8,5 mL pobrania. Probéwka zawiera
tez zel, ktéry przy odwirowywaniu tworzy przegrode miedzy osoczem
a wiekszoscig czastek komérkowych, co umozliwia przenoszenie
probéwki BD PPT™ bez usuwania osocza. Catos¢ tworzy kompleksowy,
bezpieczny i wygodny system do pobierania krwi petnej i izolacji
osocza. Probki mozna pobiera¢, przetwarzac i przenosic in situ, co
ogranicza ryzyko ekspozycji na patogeny przenoszone we krwi w
miejscach pobierania i przetwarzania probek.

PRZECHOWYWANIE

Puste probéwki nalezy przechowywac w temperaturze 4-25 °C.
Dopuszczalne sg ograniczone skoki temperatury do 40 °C, przez okres
nieprzekraczajacy tacznie 10 dni.

POBIERANIE PROBEK | OBCHODZENIE SIE Z NIMI

Wymagany sprzet do pobierania probek niedostarczany w zestawie

1. W przypadku probéwek o $rednicy 13 mm mozna uzy¢ dowolnych
uchwytoéw igiet BD Vacutainer® o standardowych wymiarach.

2. Gazik nasaczony alkoholem do mycia miejsca pobrania.
Suchy czysty gazik.

Opaska uciskowa.

Pojemnik na zuzyta igte lub zestaw igta/uchwyt.

v AW

Wymagany sprzet do przetwarzania prébek
niedostarczany w zestawie

1. Wiréwka z rotorem uchylnym wytwarzajaca wzgledna site
odsrodkowa 1100 x g (RCF) na dnie probéwki.

2. Rekawiczki oraz inny sprzet ochrony osobistej chroniacy przed
kontaktem z patogenami przenoszonymi we krwi.
Przygotowanie do pobrania probek

Przed przystapieniem do wktucia dozylnego nalezy przygotowac
nastepujace materiaty:

1. Zobacz wymagany sprzet opisany powyzej.
2. Wszystkie potrzebne probéwki z oznaczeniem rozmiaru, wielkosci
pobrania i dodatku.

3. Etykiety do oznaczania prébek nazwiskiem pacjenta.

INSTRUKCJE STOSOWANIA

1. Przygotowac miejsce wktucia dozylnego, stosujac odpowiedni
srodek antyseptyczny. Pobieranie prébek oraz wktucie wykona¢
wedtug standardowych zalecanych procedur stosowanych w placéwce.

2. Zdjac ostonke igty.

3. Wykonac¢ wktucie dozylne.

4. Umiesci¢ probowke w uchwycie i wciska¢ do momentu przektucia
zatyczki.

5. Rozluzni¢ opaske uciskowa, gdy tylko krew pojawi sie

w probowce.

6. Poczekac, az probowka napetni sie do oznaczonej objetosci,
a przeptyw krwi zacznie stabnad.

7. Wyciagnad probdéwke z iglty w uchwycie.
8. Zdjac probdéwke z uchwytu.

9. Po pobraniu petnej krwi do probéwki BD PPT™ natychmiast
delikatnie obréci¢ probéwke BD PPT™ 8-10 razy.

10. Po wymieszaniu probke petnej krwi mozna przechowywac¢ do
czasu wirowania maksymalnie przez szes¢ (6) godzin w temperaturze
pokojowe;j.

11. Odwirowac probéwke BD PPT™ w wywazonej wiréwce z rotorem
uchylnym w temperaturze pokojowej z szybkoscig 1100 RCF przez co
najmniej 10 minut.

Uwaga: Zastosowanie innych parametrow wirowania moze takze dac
satysfakcjonujace wyniki: musi to ocenic i zatwierdzi¢ laboratorium.

12. Aby uzyskac prébke nierozciericzonego osocza, zdja¢ zamkniecie
BD Hemogard™ (zob. rozdziat Instrukcja zdejmowania zamkniecia
BD Hemogard™) i zla¢ nadsacz osocza do osobnego zbiornika lub
przenies¢ porcje osocza do osobnego zbiornika za pomoca pipety
transportowej. UWAGA: Stosujac pipete transportowa nalezy uwazac,
aby NIE naruszy¢ bariery zelowej koncéwka pipety.

INSTRUKCJA ZDEJMOWANIA ZAMKNIECIA BD HEMOGARD™

1. Chwyci¢ probéwke BD PPT™ dtonig, tak aby kciuk znalazt sie

pod zamknieciem BD Hemog?ard”". (Dla lepszej stabilnosci oprzec
przedramie na mocnym podtozu). Druga reka przekreca¢ zamkniecie
BD Hemogard™, jednoczesnie popychajac je do goéry kciukiem DO
MOMENTU ODKRECENIA ZATYCZKI PROBOWKI.

2. Przed podniesieniem zamkniecia odsuna¢ kciuk. NIE zsuwac
zamkniecia z probéwki kciukiem. Przestroga: W przypadku probéwek
z krwig istnieje ryzyko narazenia na kontakt z krwia. Aby zapobiec
zranieniu podczas otwierania, kciuk uzywany do wypchniecia do géry
zamkniecia nalezy cofnaé¢ od probowki natychmiast po odkreceniu
zamkniecia BD Hemogard™.

3. Zdja¢ zamkniecie z probéwki. W mato prawdopodobnym przy-
padku oddzielenia sie plastikowej ostonki od gumowej zatyczki,
NIE WOLNO PONOWNIE MOCOWAC ZAMKNIECIA. Ostroznie zdjaé
gumowa zatyczke z probéwki.

INSTRUKCJA PONOWNEGO NAKEADANIA
ZAMKNIECIA BD HEMOGARD™
1. Ponownie natozy¢ zamkniecie.

2. Przekreci¢ i mocno wcisna¢, aby zatyczka w petni zaskoczyta.
Konieczne jest wktadanie zatyczki do konca, tak aby podczas pracy
z probéwka zamkniecie nie otworzyto sie.

(ciag dalszy)
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PRZECHOWYWANIE | TRANSPORT PROBEK

1. Petna krew mozna przechowywac w probéwce BD PPT™
maksymalnie przez szes¢ (6) godzin przed odwirowaniem.
Odwirowywanie prébki po czasie dtuzszym niz szes¢ (6) godzin moze
wymagac walidacji placéwki lub laboratorium. Nalezy sprawdzi¢
zalecane przez producenta testu czasy i temperatury sktadowania
krwi petnej z antykoagulantem EDTA.

2. Osocze mozna przechowywac i transportowac w proboéwce

BD PPT™ w temperaturze pokojowej lub zmrozone, w lodzie lub
suchym lodzie. Nalezy sprawdzic¢ zalecane przez producenta testu
czasy i temperatury sktadowania osocza z antykoagulantem EDTA.

3. Osocze mozna przechowywac zamrozone in situ w probéwce

BD PPT™. Odwirowane probéwki BD PPT™ nalezy zamraza¢ w pozycji
pionowej na stojaku, w temperaturze -20 °C przez co najmniej

2 godziny. Nastepnie zamrozone probowki PPT mozna dalej
utrzymywac w temp. -20 °C lub przenies$¢ do miejsca sktadowania

w temp. -70 °C lub nizszej, albo przetransportowac w zamrozonym
lub suchym lodzie. Uzytkownicy powinni opracowac wiasne protokoty
zamrazania i wysytki probéwek BD PPT™. Uwaga: Zamrazanie osocza
in situ w probéwkach BD PPT™ moze by¢ zabronione dla oznaczen
takich, jak niektore badania na obecnos¢ wirusa HIV, w ktérych
nastepuje interferencja z DNA wewnatrzkomérkowym.

4. Odmrazac probowki BD PPT™ na stojaku w temperaturze
pokojowej (18-25 °C). Jesli planowane jest wielokrotne zamrazanie/
odmrazanie, uzytkownicy powinni opracowac wtasny protokot
zamrazania/odmrazania probéwek BD PPT™,

OGRANICZENIA SYSTEMU

Ilo$¢ pobranej krwi jest zalezna od wysokosci n.p.m, temperatury
otoczenia, cisnienia atmosferycznego, wieku probowki, cisnienia
zylnego oraz techniki napetniania. W standardowych warunkach
odwirowywania w celu przygotowania osocza do badania nie
wystepuje catkowita sedymentacja wszystkich komorek. Z tego

zgledu metabolizm komérkowy oraz naturalny rozpad ex vivo moga

ptywacd na stezenia/dziatania analityczne osocza poza zmianami
bezkomorkowyml

Witasciwosci przeptywu materiatu oddzielajacego sg zalezne od tem-
peratury. Schtodzenie przed lub w trakcie wirowania moze zaktocac
przeptyw. W celu jego optymalizacji oraz unikniecia koniecznosci
podgrzewania przed wirowaniem nalezy ustawic temperature
schtodzonych wiréwek na 25 °C (77 °F).

Wiasciwosci przeptywu materiatu oddzielajacego sa zalezne od sity
odsrodkowej. W warunkach gorszych od zalecanych optymalne odd-
zielenie osocza i tworzenie bariery sa gorsze.

Probki krwi nalezy odwirowac w ciggu szesciu godzin od pobrania.
Zanieczyszczenie probki wyizolowanego nierozciennczonego osocza
krwinkami czerwonymi jest tym wyzsze, im wiecej czasu uptynie do
momentu wirowania. Stabilnos¢ prébki krwi petnej po okresie szesciu
godzin musi oceni¢ placéwka lub laboratorium analityczne.

PRZESTROGI | OSTRZEZENIA

Przestrogi

1. Nie stosowac proboéwek, jezeli wykazujg obecnos¢ ciat obcych.
2. Nie uzywac ponownie probéwek BD PPT™,

3. Sterylne jest tylko wnetrze probéwki.

4. Proboéwka nie jest apirogenna.

5. Nie stosowac probéwek BD PPT™ po uptywie terminu przydatnosci
podanego na etykiecie probowki.

6. Probdéwka BD PPT™ zawiera dodatek chemiczny (EDTA), nalezy
zatem przedsiewzig¢ odpowiednie srodki ostroznosci, aby nie dopusci¢
do cofniecia zawartosci z probéwki podczas pobierania krwi. W tym
celu nalezy postepowac w nizej opisany sposéb:
a. Umiesci¢ przedramie pacjenta w pozycji skierowanej do dotu.
b. Chwyci¢ probowke tak, aby zatyczka znajdowata sie najwyzej.
c. Rozluzni¢ opaske uciskowa, gdy tylko krew pojawi sie w
probowce.
7. Oddzielenie osocza od komérek w wiréwce powinno nastapic¢ w
ciggu 6 godzin od pobrania, w przeciwnym razie wyniki testu moga
by¢ btedne.
8. Po wirowaniu na granicy osocza i bariery zelowej moga pozostac
krwinki biate.

9. Nadmierna szybkos¢ wirowania (powyzej 10 000 RCF) moze
spowodowac pekniecie probéwki BD PPT™ skutkujace narazeniem na
kontakt z krwia i zranieniem.

10. Zdjac¢ zatyczki przekrecajac je i ciaggnac do gory. Nie zaleca sie
odkrecania ich kciukiem.

11. Po wktuciu dozylnym w gérnej czesci zatyczki moze znalez¢ sie
mata ilos¢ krwi. Nalezy podja¢ odpowiednie srodki ostroznosci, aby
unikna¢ kontaktu z ta krwia.

12. Aby zapewni¢ spojne wyniki, nalezy w catym cyklu monitorowania
zachowac jednolite procedury obchodzenia sie z probowka.

13. Przepetnienie lub niedopetnienie probowki zaburza stosunek
zawartosci krwi do dodatku i moze powodowac nieprawidtowe wyniki
analizy lub gorsze dziatanie produktu.

14. Napylony antykoagulant (K2EDTA) jest koloru biatego.

15. Nalezy stosowa¢ odpowiednie uchwyty lub wktadki. Uzywanie
peknietych lub wyszczerbionych probéwek lub zastosowanie
nadmiernej szybkosci wirowania moze spowodowac pekniecie
probéwki i uwolnienie prébki, ktora rozprysnie sie po wirdwce.
Mozna unikna¢ uwolnienia potencjalnie niebezpiecznych materiatow,
stosujac specjalne uszczelnione pojemniki, w ktc’)rzch proboéwki sa
umieszczane na czas wirowania. Uchwyty i wktadki stosowane w
wiréwkach powinny by¢ dostosowane rozmiarem do probowek.
Uzzcie zbyt duzych lub za matych uchwytéw moze spowodowac
ekniecie probowki.
16. Uwaga: W przypadku oznaczen takich, jak niektére badania
na obecnos¢ wirusa HIV, w ktérych nastepuje interferencja z
DNA wewnatrzkomérkowym wymagane moze by¢ zapewnienie
warunkow szczegdlnych. Informacje na temat zalecanych warunkéw
postepowania z probéwka mozna uzyskac u producenta testu.

17. Uwaga: Zamrozone probéwki BD PPT™ moga pekna¢ pod
wptywem uderzenia. W celu unikniecia rozbicia zamrozonych
probowek podczas transportu, nalezy postepowac z nimi tak samo,
jak z probéwkami szklanymi.

18. Nie zamrazac probowek w pozycji pionowej na tackach
styropianowych, gdyz moga peknac.

19. Uwaga: Zamrazanie osocza in situ w probéwkach BD PPT™ moze
byc¢ zabronione dla oznaczen, w ktérych nastepuje interferencja z
DNA wewnatrzkomérkowym. Informacje na temat zalecanych metod
transportu oraz dopuszczalnych cykli zamrazania/rozmrazania osocza
EDTA mozna uzyskac u producenta testu.

20. W przypadku zmiany zalecanego przez producenta danego testu
laboratoryjnego typu, rozmiaru, warunkéw obroébki, przetwarzania
czy sktadowania probéwek do pobierania krwi, personel laboratorium
powinien poréwnac parametr?/ okreslone przez producenta probowki
z whasnymi danymi, aby okresli¢/zmienic zakres referencyjny dla
konkretnego uktadu przyrzad/odczynnik. Dopiero po poréwnaniu
ty{ch, danych personel moze stwierdzi¢, czy jakiekolwiek zmiany sa
wiasciwe.
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Ostrzezenia

1. Stosowac ogdlnie przyjete srodki ostroznosci. Stosowac rekawice,
odziez i gogle ochronne oraz inne srodki ochrony osobistej, a
takze metody technologiczne zabezpieczajace przed rozpryskiem
lub rozlaniem krwi i potencjalnym narazeniem na czynniki
chorobotworcze przenoszone we krwi.

2. Wszystkie probki biologiczne oraz ostre narzedzia do pobierania
krwi (lancety, igly, koncéwki typu Luer oraz zestawy do pobierania
krwi) nalezy traktowac zgodnie z zasadami i procedurami
obowiagzujacymi w placéwce. W wypadku kontaktu z prébkami
materiatéw biologicznych (np. w wyniku przektucia skoéry) nalezy
skorzystac¢ z odpowiedniej pomocy medycznej, poniewaz probki
moga przenosi¢ wirusy zapalenia watroby, HIV (AIDS) lub inne
czynniki chorobotworcze przenoszone we krwi. Jesli przyrzad
do pobierania krwi posiada wbudowana ostonke igty, nalezy ja
odpowiednio zutylizowac. Firma BD nie zaleca ponownego ich
naktadania na zuzyte igty. Nalezy jednak zawsze stosowac sie do
procedur obowiazujacych w placdéwece, ktére moga zalecac inne
postepowanie.

3. Wszystkie zanieczyszczone krwig probéwki nalezy wyrzucac¢ do
przeznaczonych do tego pojemnikéw.

4. Nie przelewac probki ze strzykawki do probéwki. Dodatkowa
manipulacja ostrymi elementami zwigksza prawdopodobienstwo
zranienia igta. Poza tym wcisniecie ttoka strzykawki podczas
przenoszenia krwi powoduje wytworzenie dodatniego ci$nienia,
ktore sita przepycha zatyczke i probke powodujac potencjalne
ryzyko narazenia na kontakt z krwia. Przenoszenie krwi za
pomoca strzykawki moze takze spowodowac przepetnienie lub
niedopetnienie probéwek, nieprawidtowy stosunek zawartosci
krwi do dodatku i mozliwos¢ uzyskania nieprawidtowych
wynikéw analizy. Probéwki o pojemnosci pobrania mniejszej niz
wskazywatyby na to ich wymiary moga, w przypadku napetniania
strzykawka, nie napetnic sie do oznaczonej pojemnosci. W
przypadku stosowania takich prébek nalezy skonsultowac sie z
laboratorium.

5. W przypadku pobierania krwi poprzez wlew dozylny, przed
przystapieniem do napetniania kroplowek krwig nalezy sprawdzi,
czy przewody zostaty opréznione z roztworu podawanego
dozylnie. Jest to niezbedne dla unikniecia btednych wynikéw z
powodu zanieczyszczenia roztworem podawanym dozylnie.

6. Niedopetnienie probowki zaburza stosunek zawartosci krwi do
dodatku i moze powodowac nieprawidtowe wyniki analizy lub
gorsze dziatanie produktu.

7. Probéwki musza by¢ prawidtowo osadzone w uchwycie wiréwki.
Niepetne osadzenie moze spowodowac oddzielenie sie zamkniecia
BD Hemogard™ od probéwki lub wysuniecie probéwki z uchwytu.
Probowki wysuniete z uchwytu moga zahaczy¢ o gtowice wiréwki i
peknac.

8. Przed wyjeciem probdéwek nalezy zawsze poczeka¢, az wiréwka
do korica zatrzyma sie. Po zatrzymaniu gtowicy wiréwki
nalezy otworzy¢ pokrywe i sprawdzi¢, czy probéwki nie ulegty
uszkodzeniu. Uszkodzone probowki nalezy wyjac¢ za pomoca
szczypiec lub kleszczykow. Przestroga: Nie nalezy wyjmowac
peknietych probéwek recznie. Instrukcje dotyczace dezynfekgji
mozna znalez¢ w instrukcji obstugi wirdweki.

9. Bez kontroli endotoksyn. Krew lub jej sktadniki pobrane

i przetwarzane w probdéwece nie nadaja sie do podawania
dozylnego ani wprowadzania do organizmu ludzkiego innag droga.
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& BD Vacutainer® PPT™

Tubo de preparacao de plasma

@

Para a preparacao de plasma nao diluido para utilizacdo com métodos de teste de diagndstico molecular

Interior estéril
Para uso diagnéstico in vitro

Material de barreira: Gel.

Aditivo interior: K2EDTA suficiente para 5 mL/8,5 mL de sangue

Lubrificacdo da Rolha: Silicone.

FINALIDADE

O Tubo de prepara¢do de plasma BD Vacutainer® PPT™ (Tubo

BD PPT™) é um tubo de plastico com vacuo para a colheita de sangue
venoso depois da centrifugacdo separar plasma EDTA néo diluido
para utilizacdo em métodos de teste de diagndstico molecular (tais
como mas nao limitado a PCR - reac¢do de polimerizacdo em cadeia
e/ou bADN - técnicas de amplificacdo de ADN ramificado) ou outros
procedimentos em que é necessaria uma amostra de plasma EDTA
ndo diluido conforme determinado pelo laboratoério.

RESUMO E EXPLICACAO

A preparacdo de plasma a partir de sangue total constitui um primeiro
passo para muitos ensaios de diagnéstico molecular in vitro. O Tubo
BD PPT™ faculta um meio para colheita, processamento e transporte
de uma amostra de plasma EDTA nao diluida num sistema com

véacuo fechado. Os tubos contém 9 mg e 15,8 mg de KoEDTA seco por
nebulizacdo, produzindo razdes de 1,8 mg/mL e 1,9 mg/mL de sangue
quando o tubo com vacuo é enchido correctamente até ao volume
de colheita de 5 mL ou 8,5 mL. O tubo também contém um material
de gel que, no momento da centrifugacdo, forma uma barreira entre
o plasma e a maior parte dos elementos celulares, permitindo o
transporte do Tubo BD PPT™ sem remogao do plasma. O resultado é
um sistema de tubo comodo, seguro e individual para a colheita de
sangue total e separacdo de plasma. As amostras podem ser colhidas,
processadas e transportadas /n situ, reduzindo assim a possibilidade
de exposicdo a agentes patogénicos transmitidos pelo sangue nos
locais de colheita e processamento da amostra.

CONSERVACAO

Conservar os tubos ndo cheios a 4-25 °C. Sdo aceitaveis temperaturas
de excursao limitada, até 40 °C, durante um periodo de tempo
cumulativo inferior a 10 dias.

RECOLHA E MANUSEAMENTO DAS AMOSTRAS

Equipamento necessario nao fornecido para colheita da amostra

1. Todos os suportes de agulhas BD Vacutainer® de tamanho padrao
podem ser utilizados com tubos de 13 mm de diametro.

2. Cotonete de alcool para limpar o local

3. Compressa seca e limpa.

4. Garrote.

5. Recipiente para elimina¢do de agulhas para agulhas ou
combinag¢do agulha/suporte usados.

Equipamento necessario nao fornecido para
processamento da amostra

1. centrifuga do tipo com rotor oscilante, capaz de gerar uma forga
centrifuga relativa de 1.100 x g (RCF) no fundo do tubo.

2. Luvas e outro equipamento de proteccdo pessoal conforme
necessario para proteccdo contra a exposicdo a agentes patogénicos
transmitidos pelo sangue.

Preparacéo para a colheita da amostra

Certlflque se de que os segumtes materiais estao prontamente
acessiveis antes de efectuar a pun¢ao venosa:

1. Consulte o equipamento necessario, em cima.

2. Todos os tubos necessarios, identificados em termos de tamanho,
colheita e aditivo.

3. Rotulos para identificacdo de doente positivo nas amostras.

INSTRUCOES DE UTILIZACAO

1. Desinfecte o local de pung¢do venosa com um anti-séptico
adequado. Utilize o procedimento recomendado pela sua instituicao
para a técnica de puncdo venosa padrao e colheita da amostra.

2. Retire a proteccdo da agulha.
3. Proceda a puncédo venosa.
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4. Coloque o tubo no suporte e empurre o tubo para a frente até
que a rolha do tubo tenha sido penetrada.

5. Liberte o torniquete assim que aparecer sangue no tubo.

6. Aguarde que o tubo se tenha enchido até ao seu volume nominal
e que o fluxo de sangue cesse.

7. Puxe o tubo para o retirar da agulha dentro do suporte.
8. Retire o tubo do suporte.

9. Depois da colheita de sangue total no Tubo BD PPT™, inverta
imediata e suavemente o Tubo BD PPT™ 8 a 10 vezes.

10. Depois da homogeneizacdo, a amostra de sangue total pode
ser armazenada até seis (6) horas a temperatura ambiente, até

a centrifugacéo.

11. Centrifugue o Tubo BD PPT™ numa centrifuga de tipo rotor
oscilante equilibrada, a temperatura ambiente a 1.100 RCF durante
um periodo minimo de 10 minutos.

Nota: A utiliza¢do de condicdes de centrifugacdo alternativas também
pode facultar um desempenho aceitavel; isto deve ser avaliado e
validado pelo laboratério.

12. Para obter uma amostra de plasma nao diluido, retire a Tampa

BD Hemogard™ (consulte as Seccdo Instru¢des para remogdo da
tampa BD Hemogard™) e decante o plasma para um recipiente
separado ou distribua o plasma em aliquotas num recipiente separado
utilizando uma pipeta de transferéncia. NOTA: Quando utilizar uma
pipeta de transferéncia, certifique-se de que NAO perturba a barreira
de gel com a ponta da pipeta.

INSTRUCOES PARA REMOCAO DA TAMPA BD HEMOGARD™

1. Segure o Tubo BD PPT™ com uma mao, colocando o polegar por
baixo da Tampa BD Hemogard™. Para maior estabilidade, coloque
o braco numa superficie fixa. Com a outra mao, rode a Tampa

BD Hemogard™ utilizando simultaneamente o polegar da outra
ma&o para empurrar para cima APENAS ATE A TAMPA DO TUBO
FICAR SOLTA.

2. Afaste o polegar antes de levantar a tampa. NAO utilize o polegar
para afastar a tampa do tubo. Precaucao: Se o tubo contiver sangue,
verifica-se um perigo de exposicdo. Para ajudar a evitar lesdes
durante a remocao da tampa, é importante que afaste do tubo o
polegar que utilizou para empurrar a tampa para cima assim que a
Tampa BD Hemogard™ ficar solta.

3. Afaste a tampa do tubo. Na improbabilidade de a proteccdo de
plastico se separar da rolha de borracha, NAO VOLTE A MONTAR A
TAMPA. Remova cuidadosamente o batente de borracha do tubo.
INSTRUC()ES PARA A REINTRODUCAO DA TAMPA BD HEMOGARD™
1. Volte a colocar a tampa sobre o tubo.

2. Rode e empurre firmemente até que a rolha fique completamente
assente. A reintroducao total da rolha é necessaria para que a tampa
se mantenha firmemente presa no tubo durante o manuseamento.

(continuagdo)
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CONSERVAGAO E TRANSPORTE DE AMOSTRAS

1. O sangue total pode ser armazenado no Tubo BD PPT™ até seis

(6) horas antes da centrifugacdo. A centrifugacdo de uma amostra
num periodo superior a seis (6) horas pode requerer validacao pela sua
instituicdo ou laboratério responsavel pelo teste. Consulte os periodos
de conservacdo e temperaturas para sangue total anticoagulado com
EDTA recomendados pelo fabricante do ensaio.

2. O plasma pode ser armazenado e transportado no Tubo

BD PPT™ a temperatura ambiente ou a temperaturas de refrigeracdo
ou congelado em gelo seco. Consulte os periodos de conservacao e
temperaturas para plasma EDTA recomendados pelo fabricante

do ensaio.

3. O plasma pode ser armazenado congelado in situ no Tubo

BD PPT™. Congele os Tubos BD PPT™ na vertical numa prateleira

de fio metalico aberta a -20°C durante um periodo minimo de

2 horas. Os Tubos PPT congelados podem depois permanecer a -20 °C,
ser transferidos para -70°C ou temperatura inferior para conservagao
adicional ou transportados congelados em gelo seco. Os utilizadores
devem validar o seu préprio protocolo de congelamento e transporte
para os Tubos BD PPT™. Nota: Congelar plasma in situ em Tubos

BD PPT™ pode ser proibido para alguns ensaios, como sucede com
alguns testes de carga viral do VIH, no qual existe interferéncia por
parte do ADN intracelular.

4. Descongele os Tubos BD PPT™ numa prateleira de fio metalico
a temperatura ambiente (18-25°C). Quando consideram a utilizag¢do
de varios ciclos de congelagdo/descongelacdo, os utilizadores devem
validar o seu préprio protocolo de congelacao/descongelacdo para
os Tubos BD PPT™,

LIMITAGOES DO SISTEMA

A quantidade do sangue colhida varia com a altitude, temperatura
ambiente, pressdo barométrica, antiguidade do tubo, pressdo venosa
e técnica de enchimento. As condi¢des de centrifugacao padrao para
produzir plasma para teste ndo sedimentam completamente todas as
células. Em conformidade, o metabolismo baseado em células, bem
como a degradacao natural ex vivo, podem afectar as concentracdes/
actividades da substancia analisada de plasma para além das
alteracdes acelulares.

As propriedades do fluxo do material de barreira estdo relacionadas
com a temperatura. O fluxo pode ficar impedido se arrefecido
antes ou durante a centrifugacdo. Para optimizar o fluxo e prevenir
o aquecimento durante a centrifugac¢do, defina as centrifugas
refrigeradas para 25 °C.

As propriedades do fluxo do material de barreira estdo relacionadas
com a RCF. A separacdo de plasma e formacdo de barreira ideais
diminuem em condicdes abaixo das recomendadas.

As amostras de sangue devem ser centrifugadas no prazo de seis horas
depois da colheita. A contamina¢do da amostra de plasma néao diluida
e separada por glébulos vermelhos aumenta com o aumento do atraso
antes da centrifugacdo. A estabilidade da amostra em sangue total
para além de seis horas deve ser validada pela sua instituicao

ou laboratério responsavel pelo teste.

PRECAUCOES E ADVERTENCIAS
Precaucoes
1. Nao utilize os tubos caso esteja presente material estranho

2. Nao reutilize os Tubos BD PPT™.

3. O interior do tubo é o Unico que esta estéril.

4. O tubo nao é apirogénico.

5. Nao utilize os Tubos BD PPT™ depois do final do prazo de

validade impresso no rétulo do tubo.

6. Dado que este Tubo BD PPT™ contém um aditivo quimico (EDTA),
devem ser tomadas precaucdes para prevenir o possivel refluxo a
partir do tubo durante a colheita de sangue. Para impedir a ocorréncia
de refluxo, observe as seguintes precaucoes:

a. Coloque o brago do doente numa posi¢cdo descendente.
b. Segure no tubo com a rolha no nivel mais elevado.
c. Liberte o torniquete assim que aparecer sangue no tubo.

7. Aseparacdo entre o plasma e as células mediante centrifugagdo
deve ocorrer no prazo de 6 horas depois da colheita, para prevenir
a obtencao de resultados errados do teste.

8. Depois da centrifugacao, alguns linfécitos irdo permanecer na
interface plasma/gel.

9. Uma velocidade de centrifugacdo excessiva (superior a 10.000 RCF)
pode fazer com que o BD PPT™ se parta, ocorra exposi¢do ao sangue
e possiveis lesoes.

10. Retire as rolhas com um movimento de torcdo e puxando. Ndo se
recomenda a remocao rodando com o polegar.

11. Depois da puncao venosa, o cimo da rolha pode conter sangue
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residual. Tome as precau¢des adequadas quando manipular os tubos,
para evitar o contacto com este sangue.

12. Proceda a uma manipulagdo uniforme durante o ciclo de
monitoriza¢do para garantir a obtencdo de resultados consistentes.

13. Encher demasiado ou pouco os tubos ird originar um racio entre
sangue e aditivo incorrecto e pode conduzir a resultados analiticos
incorrectos ou a um desempenho deficiente do produto.

14. O anticoagulante seco por nebulizacdo (K2EDTA) apresenta uma
cor branca.

15. Utilize sempre transportadores ou insersores adequados. A
utilizagdo de tubos com fissuras ou lascas ou uma velocidade de
centrifugagdo excessiva pode provocar a quebra do tubo, com
libertacdo da amostra, goticulas e um aerossol na taca da centrifuga.
A libertacado deste material potencialmente perigoso pode ser evitada
utilizando recipientes selados e especialmente concebidos, nos quais
se colocam os tubos durante a centrifuga¢do. Os transportadores e
insersores de centrifuga devem ser do tamanho especifico para os
tubos utilizados. A utilizacdo de transportadores demasiado grandes
ou demasiado pequenos para o tubo pode provocar a sua quebra.

16. Nota: Podem ser necessarias condi¢des de manipulagdo especiais
para alguns ensaios, como sucede com alguns testes de carga viral
do VIH, no qual existe interferéncia por parte do ADN intracelular.
Consulte o fabricante do ensaio para as condi¢des de manipulagdo
recomendadas.

17. Nota: Os Tubos BD PPT™ congelados estdo sujeitos a quebra
mediante impacto. Para reduzir o risco de quebra durante o
transporte, os tubos congelados devem ser tratados como se fossem
de vidro.

18. Nao congele o tubo na vertical num tabuleiro de espuma, dado
que tal pode fazer com que os tubos de fissurem.

19. Nota: Congelar plasma in situ em Tubos BD PPT™ pode ser
proibido para alguns ensaios em que existe interferéncia por parte do
ADN intracelular. Consulte o fabricante do ensaio para as instru¢oes
de transporte recomendadas e para o nimero de ciclos de congelacdo/
descongelacdo permitidos para plasma EDTA.

20. Sempre que alterarem o tipo de tubo de colheita de sangue,
tamanho, manipulacdo, processamento ou condicdes de
armazenamento de qualquer fabricante para um ensaio laboratorial
particular, os técnicos de laboratério devem proceder a revisao

dos dados do fabricante do tubo e dos seus proprios dados para
estabelecer/confirmar o intervalo de referéncia para um sistema de
instrumento/reagente especifico. Com base nestas informacdes, o
laboratério podera depois decidir se as alteracdes séo adequadas.

(continuacdo)
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Adverténcias

Seguir as precaugdes universais. Usar luvas, batas, proteccdo ocular,
outro equipamento protector pessoal e controlos de engenharia
para proteger contra salpicos de sangue, fugas de sangue e
potencial exposicdo a agentes patogénicos transmitidos pelo
sangue.

Manipular toda as amostras biolégicas e instrumentos cortantes
para colheita de sangue (lancetas, agulhas, adaptadores luer

e conjuntos de colheita de sangue) de acordo com as politicas

e procedimentos aprovados na sua instituicdo. Procurar
aconselhamento médico adequado no caso exposicao a amostras
biolégicas (por exemplo, através de uma picada), uma vez que
as amostras podem transmitir hepatite viral, HIV (SIDA) ou
outros agentes patogénicos transmitidos pelo sangue. Utilizar
qualquer protector da agulha integrado, quando o dispositivo de
colheita estiver equipado com essa fun¢do. A BD ndo recomenda
que se voltem a tapar agulhas usadas. Todavia, as politicas e
procedimentos da sua instituicdo podem diferir, e devem ser
sempre seguidas.

Descartar todos os tubos de colheita de sangue em recipientes
aprovados para eliminacdo de materiais que apresentem perigo
biolégico.

N&o transferir uma amostra de uma seringa para um tubo. A
manipulacdo adicional de instrumentos agucados aumenta o
potencial para a ocorréncia de lesdes por picada. Para além disso,
pressionando o émbolo da seringa durante a transferéncia pode
criar uma pressao positiva, deslocando vigorosamente a rolha

e amostra e originando uma potencial exposi¢do ao sangue.
Utilizar uma seringa para a transferéncia de sangue podera
também provocar um enchimento demasiado ou pouco dos
tubos, originando um racio entre sangue e aditivo incorrecto e
conduzindo potencialmente a resultados analiticos incorrectos.
Os tubos com volume de colheita menor do que as dimensdes
aparentes indicam podem nao se encher até ao seu volume
nominal quando enchidos a partir de uma seringa. O laboratério
deve ser consultado relativamente a utilizacdo destas amostras.

Se o sangue for colhido através de uma linha intravenosa (l.V.),
certificar-se de que essa linha foi limpa de solucdo I.V. antes de
comecar a encher os tubos de colheita de sangue. Isto é critico

para evitar a obtencdo de dados laboratoriais errados, devido a
contaminagao pelo fluido I.V.

Encher pouco os tubos ird originar um racio entre sangue e aditivo
incorrecto e pode conduzir a resultados analiticos incorrectos ou a
um desempenho deficiente do produto.

Garantir que os tubos estdo correctamente assentes no
transportador da centrifuga. Um assento incompleto podera
dar origem a separacao entre a Tampa BD Hemogard™ e o tubo
ou extensao do tubo por cima do transportador. Tubos que se
estendam por cima do transportador poderao ficar presos na
cabeca da centrifuga, originando a sua quebra.

Deixar sempre que a centrifuga pare completamente antes

de tentar remover os tubos. Depois da cabeca da centrifuga

parar, abra a tampa e examine relativamente a possiveis tubos
quebrados. Se for indicada quebra, utilize um dispositivo mecanico
como uma pinga ou heméstato para remover os tubos. Precaucdo:
Nao retire os tubos quebrados com a mao. Consulte o manual de
instrucdes da centrifuga para as instru¢des de desinfeccao.

Sem controlo do nivel de endotoxinas. O sangue e os componentes
sanguineos colhidos e processados no tubo nao se destinam a
perfusdo nem a introdu¢do no corpo humano.
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& BD Vacutainer® PPT™

Eprubeta pentru prepararea plasmei

@

Pentru prepararea plasmei nediluate in vederea utilizarii cu metodele de diagnosticare moleculara

Interior steril
Pentru diagnosticare in vitro

Material cu rol de bariera: gel.

Aditiv interior: suficient K2EDTA pentru 5 mL/8,5 mL de sange

Lubrifierea dopului: silicon.

DOMENIU DE UTILIZARE

Eprubeta BD Vacutainer® PPT™ pentru prepararea plasmei (eprubeta
BD PPT™) este o eprubeta de plastic vidata pentru colectarea sangelui
venos, care, la centrifugare, separa plasma EDTA nediluata pentru
utilizarea in metodele de diagnosticare moleculara (cum ar fi, de
exemplu, PCR - reactia de po?imerizare in lant si/sau bDNA - tehnici
de amplificare a ADN-ului ramificat) sau in alte procedee care necesita
o proba de plasma EDTA nediluata conform determinarii
laboratorului.

REZUMAT SI EXPLICATII

Prepararea plasmei din sangele integral este un prim pas pentru
numeroase teste de diagnosticare moleculara in vitro. Eprubeta
BD PPT™ asigura o metoda de colectare, prelucrare si transportare
a unei probe de plasma EDTA nediluate intr-un sistem inchis vidat.
Eprubetele contin 9 mg, respectiv 15,8 mg de KoEDTA uscat prin
pulverizare, permitand rapoarte de 1,8 mg/mL si 1,9 mg/mL de sange
cand eprubeta vidata este umpluta corect pana la volumul de
recoltare de 5 mL sau 8,5 mL. De asemenea, eprubeta contine un
material de tip gel care, la centrifugare, formeaza o bariera intre
plasma si majoritatea elementelor celulare, permitand transportul
eprubetei BD PPT™ fara indepartarea plasmei. Rezultatul este un
sistem convenabil si sigur, cu o singura eprubeta, pentru recoltarea
sangelui integral si separarea plasmei. Mostrele se pot recolta,
prelucra si transporta in situ, reducandu-se astfel posibilitatea

de expunere la patogeni sanguini in locurile de recoltare si de
prelucrare a probelor.

PASTRAREA

Pastrati eprubetele goale la 4-25 °C. Sunt acceptabile cresteri
temporare de temperatura pana la 40 °C, cu conditia ca durata
cumulata sa nu depaseasca 10 zile.

RECOLTAREA S| MANIPULAREA PROBELOR

Echipament necesar neinclus pentru recoltarea probelor

1. Orice suporturi de ace BD Vacutainer® de marime standard
se pot folosi cu eprubetele cu diametrul de 13 mm.

2. Tampon cu alcool pentru curatarea locului.

3. Tifon curat uscat.

4. Garou.

5. Recipient pentru eliminarea acelor folosite sau a combinatiei
ac/suport.

Echipamentul necesar neinclus pentru procesarea probelor

1. Centrifuga cu rotor pivotantd capabild de a genera o forta
centrifuga relativa de 1.100 x g (RCF) in partea de jos a eprubetei.

2. Manusi si alte echipamente individuale de protectie, dupa cum
este necesar pentru protejarea impotriva expunerii la patogeni
sanguini.

Pregatirea pentru recoltarea probelor

Aveti grija ca materialele urmatoare sa fie la indemana inainte
de a incepe punctia venoasa:

1. Consultati lista de mai sus cu echipamentul necesar.

2. Toate eprubetele necesare, identificate in functie de marime,
recoltare si aditiv.

3. Etichete pentru identificarea pozitiva a mostrelor in functie
de pacient.

INSTRUCTIUNI DE UTILIZARE

1. Pregatiti locul de punctie venoasa folosind un antiseptic adecvat.
Folositi procedeul recomandat de institutia dumneavoastra pentru
tehnica de punctie venoasa standard si pentru recoltarea probelor.

2. Scoateti protectia acului.

3. Efectuati punctia venoasa.

4. Asezati eprubeta in suport si impingeti eprubeta in fata pana
la penetrarea dopului eprubetei.

5. Eliberati garoul de indata ce apare sange in eprubeta.

6. Asteptati pana cand se umple eprubeta la volumul indicat si
se opreste curgerea sangelui.

7. Trageti eprubeta de pe acul din interiorul suportului.
8. Scoateti eprubeta din suport.

9. Dupa recoltarea sangelui integral in eprubeta BD PPT™, intoarceti
imediat cu grija eprubeta BD PPT™ de 8-10 ori.

10.Dupa amestecare, proba de sange integral poate fi pastrata pana
la sase (6) ore la temperatura camerei, pana la centrifugare.

11.Centrifugati eprubeta BD PPT™ intr-o centrifuga cu rotor
pivotanta la temperatura camerei, la 1.100 RCF, timp de cel putin
10 minute.

Nota: Se pot obtine rezultate acceptabile si in alte conditii de
centrifugare; aceste rezultate trebuie evaluate si validate de laborator.

12.Pentru a obtine o proba de plasma nediluata, scoateti capacul

BD Hemogard™ (consultati sectiunea Instructiuni pentru indepartarea
capacului BD Hemogard™) si decantati plasma intr-un vas separat sau
impartiti plasma in doud parti alicote intr-un vas separat, folosind o
pipeta de transfer. NOTA: Cand folositi o pipeta de transfer, aveti grija
sa NU perturbati bariera de gel cu varful pipetei.

INSTRUCTIUNI PENTRU INDEPARTAREA CAPACULUI BD HEMOGARD™

1. Prindeti eprubeta BD PPT™ cu 0 mana, tinand degetul mare sub
capacul BD Hemogard™. (Pentru mai multa stabilitate, tineti bratul pe
o suprafata solida.) Cu cealalta mana, rasuciti capacul BD Hemogard™
fmpingandu-| in acelasi timp in sus cu degetul mare de la cealalta
mana NUMAI PANA CAND DOPUL EPRUBETEI ESTE SLABIT.

2. Indepartati degetul mare inainte de ridicarea capacului. NU
scoateti capacul de pe eprubeta impingandu-I cu degetul mare.
Atentie: Daca eprubeta contine sange, exista un risc de expunere.
Pentru a preveni accidentarea in timpul scoaterii capacului, este
important ca degetul mare folosit pentru a impinge in sus capacul
sa fie indepartat de la eprubeta de indata ce este slabit capacul
BD Hemogard™.

3. Ridicati capacul de pe eprubeta. in situatia improbabila in
care protectia de plastic se desface de pe dopul de cauciuc, NU
REASAMBLATI CAPACUL. Scoateti cu grija dopul de cauciuc de
pe eprubeta.

INSTRUCTIUNI PENTRU REINTRODUCEREA CAPACULUI
BD HEMOGARD™
1. Asezati la loc capacul pe eprubeta.

2. Rasuciti-l si impingeti-I ferm in jos pana cand dopul este reintrodus
complet. Este necesara reintroducerea completa a dopului pentru a
ramane fixat capacul pe eprubeta in timpul manipularii.

(continuare)
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PASTRAREA Sl TRANSPORTUL PROBELOR

1. Sangele integral se poate pastra in eprubeta BD PPT™ pana la
sase (6) ore inainte de centrifugare. Centrifugarea unei probe dupa
mai mult de sase (6) ore poate necesita validarea de catre institutia
dumneavoastra sau de catre laboratorul de testare. Consultati
documentatia fabricantului testelor pentru a vedea duratele si
temperaturile de pastrare recomandate pentru sangele integral cu
anticoagulant EDTA.

2. Plasma poate fi pastrata si transportata in eprubeta BD PPT™ |a
temperatura camerei, la temperaturi de refrigerare sau congelata
pe gheata uscata. Consultati fabricantul echipamentelor de testare
pentru a vedea duratele si temperaturile de pastrare recomandate
pentru plasma EDTA.

3. Plasma poate fi pastrata congelata in situ in eprubeta BD PPT™,
Congelati eprubetele BD PPT™ centrifugate in pozitie verticala pe un
raft de sarma deschis, la -20 °C, timp de minimum 2 ore. Eprubetele
PPT congelate pot fie sa ramana la -20 °C, transferate la -70 °C sau
la o temperatura mai joasd in vederea pastrarii in continuare, fie

sa fie expediate congelate pe gheata uscata. Utilizatorii trebuie

sa isi valideze propriul protocol de congelare si expediere pentru
eprubetele BD PPT™. Nota: Inghetarea plasmei in situ in eprubete
BD PPT™ poate fi interzisa pentru anumite teste, cum ar fi unele
teste de incarcatura virala HIV, in care apar interferente de la
ADN-ul intracelular.

4. Decongelati eprubetele BD PPT™ pe un raft de sarma la
temperatura camerei (18-25 °C). Cand se ia in calcul utilizarea mai
multor cicluri de congelare/decongelare, utilizatorii trebuie sa

isi valideze protocolul propriu de congelare/decongelare pentru
eprubetele BD PPT™,

LIMITELE SISTEMULUI

Cantitatea de sange extrasa variaza in functie de altitudine, de tem-
peratura ambianta, de presiunea atmosferica, de varsta eprubetei, de
tensiunea venoasa si de tehnica de umplere. Conditiile de centrifugare
standard pentru generarea de plasma in vederea testarii nu duc la
sedimentarea completa a tuturor celulelor. Astfel, metabolismul celu-
lar si degradarea naturald ex vivo pot afecta concentratiile/activitatile
plasmei de analizat dincolo de nivelul modificarilor acelulare.

Proprietatile de curgere ale materialului-bariera sunt legate de
temperatura. Curgerea poate fi impiedicata daca se raceste inainte
sau in timpul centrifugarii. Pentru a optimiza curgerea si a impiedica
incalzirea in timpul centrifugarii, setati centrifugele refrigerate la

25 °C (77 °F).

Proprietatile de curgere ale materialului-bariera sunt legate de RCF.
Separarea optima a plasmei si formarea barierei se diminueaza in
conditiile unor valori mai mici decat cele recomandate.

Probele de sange trebuie centrifugate in decurs de sase ore de la
colectare. Contaminarea cu hematii a probei de plasma separate
nediluate creste pe masura ce se prelungeste perioada dinainte de
centrifugare. Stabilitatea probei in sangele integral dupa trecerea
a sase ore trebuie validata de catre institutia dumneavoastra sau de
catre laboratorul de testare.

ATENTIONARI SI AVERTISMENTE
Atentionari
1. Nu folositi eprubete in care sunt prezente materiale straine.
2. Nu refolositi eprubetele BD PPT™,
3. Numai partea interioara a eprubetei este sterila.
4. Eprubeta nu este fara substante pirogene.
5. Nu utilizati eprubetele BD PPT™ dupa data de expirare tiparita pe
eticheta eprubetelor.
6. Pentru ca aceasta eprubeta BD PPT™ contine un aditiv chimic
(EDTA), sunt necesare masuri de precautie pentru a impiedica posibilul
reflux din eprubeta in timpul recoltarii sangelui. Pentru a preveni
refluxul, respectati urmatoarele precautiuni:

a. Asezati bratul pacientului orientat in jos.

b. Tineti eprubeta cu dopul in partea cea mai de sus.

c. Eliberati garoul de indata ce apare sange in eprubeta.

7. Separarea plasmei din celule prin centrifugare trebuie sa aiba loc
in decurs de 6 ore de la recoltare, pentru a preveni obtinerea unor
rezultate eronate la teste.

8. Dupa centrifugare, anumite limfocite vor ramane la interfata
plasma/gel.

9. Viteza de centrifugare excesiva (peste 10.000 RCF) poate duce
la spargerea eprubetei BD PPT™, |a expunerea la sange si posibila
accidentare.

10.Scoateti dopurile printr-o miscare de rasucire si tragere. Nu se
recomanda scoaterea prin rularea cu degetul mare.
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11.Dupa punctia venoasa, partea de sus a dopului poate contine
sange rezidual. Luati masurile de precautie adecvate cand manipulati
eprubetele, pentru a evita contactul cu acest sange.

12.Efectuati o manipulare uniforma pe tot parcursul ciclului de
monitorizare, pentru a asigura un caracter consecvent al rezultatelor.

13.Umplerea excesiva sau insuficienta a eprubetelor va duce la
un raport sange-aditiv incorect si poate genera rezultate analitice
incorecte sau performante slabe ale produsului.

1flt.)AnticoaguIantuI uscat prin pulverizare (K2EDTA) este de culoare
alba.

15.Folositi intotdeauna suporturi sau stative adecvate. Utilizarea unor
eprubete crapate sau ciobite sau aplicarea unei viteze de centrifugare
excesive poate cauza spargerea eprubetei, imprastierea probei, a unor
stropi si a unui aerosol in cuva de centrifugare. Eliberarea acestor
materiale cu potential de risc poate fi evitata utilizand recipiente
etanse special concepute, in care sa fie tinute eprubetele in timpul
centrifugarii. Suporturile si stativele pentru centrifugare trebuie sa fie
de marimea corespunzatoare eprubetelor utilizate. Utilizarea unor
suporturi prea mari sau prea mici pentru eprubeta poate duce

la spargerea acesteia.

16.Nota: Pot fi necesare conditii de manipulare speciale pentru
teste, cum ar fi la unele teste de incarcatura virala HIV, in care se
produce o interferentd a ADN-ului intracelular. Consultati fabricantul
echipamentului de testare pentru a vedea conditiile de manipulare
recomandate.

17.Nota: Eprubetele BD PPT™ congelate se pot sparge la impact.
Pentru a reduce riscul de spargere in timpul transportului, eprubetele
congelate trebuie tratate in acelasi mod ca eprubetele de sticla.

18.Nu congelati eprubeta in pozitie verticala intr-o tava de polistiren
extrudat, deoarece acest lucru poate duce la craparea eprubetelor.

19.Nota: Poate fi interzisa congelarea plasmei in situ in eprubete

BD PPT™ pentru testele la care se produce o interferenta a ADN-ului
intracelular. Consultati fabricantul echipamentului de testare pentru
instructiunile privind trasportul si ciclurile de congelare-decongelare
permise pentru plasma EDTA.

20.De fiecare data cand schimbati tipul, marimea, manipularea,
prelucrarea sau conditiile de pastrare ale unei eprubete de recoltare
a sangelui, indiferent de fabricantul acesteia, personalul de laborator
trebuie sa studieze datele furnizate de fabricantul eprubetei si
datele proprii pentru a stabili/verifica domeniul de referinta pentru
un anumit instrument/sistem de reactivi. Pe baza acestor informatii,
laboratorul poate decide daca se pot face modificarile.

(continuare)
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REFERINTE

. Primjenjujte opleprihvacene mjere opreza. Upotrebljavajte
rukavice, pregace, zastitu za oci, ostalu zastitnu opremu i kontrole
na uredaju koje ¢e vas zastititi od prskanja krvi, curenja krvi i
potencijalne izlozenosti patogenima koji se prenose krvlju.

. Sa svim bioloskim uzorcima i “ostrim predmetima” za prikupljanje
krvi (lancetama, iglama, luer adapterima i kompletima za
prikupljanje krvi) postupajte u skladu s pravilima i procedurama
svoje ustanove. U slucaju izlaganja bioloskim uzorcima (primjerice,
ozljede uslijed uboda), potraZite odgovaraju¢u medicinsku pomo¢
budud¢i da se putem uzorka mogu prenijeti virusni hepatitis, HIV i
druge patogene koji se prenose krvlju. Primijenite svaki ugradeni
zastitnik igle, ako je isporuc¢en uz napravu za prikupljanje krvi. BD
ne preporucuje ponovno stavljanje zastite na iskoristene igle. No
pravila i procedure u vasoj ustanovi mozda su razliciti, pa uvijek
trebate postupati u skladu s njima.

. Sve epruvete za prikupljanje krvi odlozite u spremnike za bioloski
otpad ¢ija je uporaba odobrena za tu namjenu.

. Nemojte prenositi uzorak iz Strcaljke u epruvetu. Dodana
manipulacija o$trim predmetima povecava potencijal za ozljedu
ubodom igle. Osim toga, pritisak na klip Strcaljke tijekom prijenosa
moze stvoriti pozitivan tlak koji ¢e silovito pomaknuti ¢ep i uzorak,
$to ¢e uzrokovati prskanje krvi i mozda je izloziti. Upotrebom
Strcaljke za prijenos krvi moze se takoder uzrokovati prekomjerno
ili premalo punjenje epruveta, $to ¢e rezultirati netocnim omjerom
krvi i aditiva te potencijalno neto¢nim rezultatima analize.
Epruvete s volumenom punjenja manjim od navedenih dimenzija
mogu se sporije puniti od epruveta iste velicine ve¢eg volumena
punjﬁnja. Savjetujte se s laboratorijem treba li upotrijebiti takve
uzorke

. Ako se krv prikuplja putem intravenske (IV) linije, provjerite je
li linija oCiS¢ena od IV otopine prije pocetka punjenja epruveta
za prikupljanje krvi. To je klju¢no kako bi se izbjeglo dobivanje
netocnih laboratorijskih podataka zbog kontaminacije IV
tekucinom.

. Nedovoljno punjenje epruveta rezultirat ¢e neto¢nim omjerom
krvi i aditiva te moze dovesti do netoc¢nih rezultata analize ili slabe
djelotvornosti proizvoda.

. Provjerite jesu li epruvete ¢vrsto smjestene u nosacu centrifuge.
Nestabilan polozaj moze rezultirati odvajanjem BD Hemogard™
zatvaraca s epruvete ili izlaskom epruvete izvan drzaca. Epruvete
koje izadu izvan nosa¢a mogu zapeti za glavu centrifuge, $to ¢e
rezultirati njihovim lomom.

. Uvijek pri¢ekajte da se centrifuga u potpunosti zaustavi prije nego
sto pokusate ukloniti epruvete. Kada se zaustavi glava centrifuge,
otvorite poklopac i provjerite ima li slomljenih epruveta. Ako
primijetite lomove, upotrijebite mehanicku napravu kao sto jer
forceps ili hemostat kako biste uklonili epruvete. Upozorenje:
Polomljene epruvete nemojte uklanjati rukom. U uputama za
rukovanje centrifugom potrazite smjernice za dezinfekciju.

. Endotoxina nu este controlata. Sangele si componentele sanguine
recoltate si procesate in eprubeta nu sunt destinate transfuziei sau
introducerii in corpul uman.
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& BD Vacutainer® PPT™

Mpobupka ana nonyyeHusa nnasmbl

@

Ana nonyvyeHus Hepa36aBneHH017| nnaasmbl C UeNb NCNOJIb30BAHNA B TEXHONOINAX MONEKYNAPHO—-

ANArHOCTUYECKNUX NUCNbITaH nn

CTepunbHas BHYTPEHHSAS MOBEPXHOCTb
JAnsa ncnonb3oBaHuA B AnarHoctuke /n Vitro

3awmTHOE Bew,ecTBo: enb.

Hanonnutens: K23/ITA B kONnyecTBe, A0CTaTOYHOM Ana 5 Mn/8,5 Mn Kposu

CmasbiBatolLee Bew,ecTBo Npobku: CUANKOH.

HA3HAYEHUE

Mpobupka ans nonyyeHus nnasmsl BD Vacutainer® PPT™ (npobupka
BD PPT™) npeacTaBnsaet cobou M1IACTMKOBYIO BAKYYMUPOBAHHYIO
npobupky ans 3abopa BEHO3HOM KPOBM, C MOMOLLLIO KOTOPOW Npu
LeHTpudyrnpoBaHun oTaensercs Hepa36aBneHHaﬂ nnasma c 94TA
A5 UCNOMb30BAHUA B TEXHONOTUAX MONEKYNAPHO-AMNATHOCTUYECKNX
MCNbITAHUY (BKIOYAsA MOMUMO MPoYnx TexHonoruu MLP,
nonnMepasHyto LenHy peakuuto, n (unun) pAHK, paseeTsieHHyto
amnaundukauuio AHK) nan apyrux npouenypax, rae no peleHunto
nabopatopumn TpebyeTcs obpasel, HepazbarneHHOW nnasmbl ¢ DATA.

KPATKWI OB30P U MOACHAIOWASA MHOOPMALIMA

MonyyeHue nnasmMbl U3 LEeNbHOW KPOBU SBNAETCA NMEPBLIM

3TANOM MHOTMMX MONEKYNAPHO-ANATHOCTUYECKUX UCTIbITAHUI

in vitro. Mpo6bupka BD PPT™ cnyxuT ans 3abopa, 06paboTtku n
nepeHoca obpasua HepasbasneHHoN nna3mbl ¢ IATA B 3aKpbITON
BaKyyMUPOBaHHOW cucTeme. Mpobupku copepxat 9 Mr u

15,8 Mr BbicylweHHoOro pacnbineHvem K23ATA, obecneunsatowero
nonyyernune 1,8 mr/mn n 1,9 mr/mn KpoBu, Koraa BakyyMnMpoBaHHas
npobupka Hagnexawum obpasom 3anosHeHa 40 obbema
BbITArMBAHMA 5 Ma unu 8,5 M. MNMpoburpka Takxe COLEePKUT renesoe
BELLECTBO, KOTOPOE Npu LeHTpudyrnposaHun obpasyet bapbep
MeXAy NAasmMon U 60NbWNHCTBOM KJAETOUYHbIX 3/1IEMEHTOB, NO3BONSAS
nepemewatb Npobupky BD PPT™, He yaanasa nna3my. B pesynbtate
nonydyaetca yaobHas, besonacHasa cucrtema Ans 3abopa LenbHowm
KPOBMW U OTAENEHUA NAa3Mbl, COCTOALLAA U3 OLHOW MPO6UpPKN.
Ob6pa3sLbl MOXHO 3abupatb, 06pabaTbiBaTh U NepemMeLlaTs in situ,
TakMM 06pa3oM yMeHbLUas BO3MOXHOCTb KOHTAaKTa C NEPEHOCHUMbIMU
KPOBbIO MaToreHamu B Mecte 3abopa KpoBu 1 06paboTkM 06pa3LLoB.

YCNOBUA XPAHEHUSA

He3anosiHeHHble NPOBUPKK XpaHuUTb Npu 4-25 °C. Mpuemnemsl
3HayeHus TemnepaTypbl OrpaHUYeHHON noasmxHocTn Ao 40 °C npu
obuem BpemeHn XxpaHeHUs He bonee 10 cyToK.

3ABOP OBPA3LIOB U OBPALLEHUE C HUMU

ObopynoBaHune, Heobxoaumoe 414 3abopa obpa3Los,
He BXoaAujee B KOMIT/IEKT OCTaBKU

1. Jliobbie aepxatenu urn BD Vacutainer® ctaHgapTHOro pasmepa
MOXHO MCMONb30BaTh C NPObMpPKaMu AnamMeTpom 13 MM.

2. Ons D,e3I/1H¢)eKLI,I/1I/I clenyet ncnosib3oBaTb CMOUYEHHbIN cnnpTom
TaMNOH.

3. Cyxas yucrtas MapneBas candeTka.

4. XKryt.

5. KoHTelHep 4SS UCNOMb30BAHHbIX UM Uau Habop urna/
LepxaTenb.

Ob6opynoBaHune, Heobxoaumoe A1 06paboTkn obpa3Los,
He BxoAAlee B KOMIMIEKT MOCTaBKM

1. LleHTpudyra c poTOpOM NMOBOPOTHO-OTKUAHOIO TUMA,
cnocobHas BbipabaTtbiBaTh Ha AHE NPOBUPKN OTHOCUTESIbHYIO
ueHTpobexHyto cuny 1100 x g (RCF).

2. TlepuaTku u Apyrue cpeacTsa MHANBUAYASbLHON 3aLLUTI,
HeobxoauMmble A NpeAoTBPaALLEHNA KOHTAKTA C NEPEHOCUMbIMU
KPOBbK MaTOreHamu.

lMoaroroBka k 3abopy obpa3ua
Mepen npoeefeHNEM BEHEMYHKLMU ybeanTeCh B LOCTYMHOCTH
cleayolmMx MaTepranos.

1. Cwm. Tpebyemoe obopynoBaHMe BbiLLE.

2. Bce HeobxoauMmblie NPOBUPKKU onpeaeneHHOro pasmepa, ¢
onpezeneHHbIM 06beMOM BTATMBAHMA U HAMONHUTENEM.

3. SpAblkK ANnsA AOCTOBEPHON UaeHTUdMKaLMM 06pa3LL0B NaLMeHTa.

MHCTPYKLUMA NO MPUMEHEHUIO

1. ObpaboTaliTe MECTO BEHEMYHKLUN NOAXOAALMM aHTUCENTUKOM.
PYKOBOACTBY/ATeCh YCTAHOB/IEHHOM B OpraHM3aLny CTaHAapTHOIA
npoueaypon BeHenyHKuMmM 1 3abopa 06pasLos.

2. CHMMUTE 4eXOn C UrNbl.
3. BbIMONHUTE BEHEMYHKLUIO.

4. YcTaHoBWUTe NPOBUPKY B AepxaTenb U NPOABUHbTE NPOBMPKY
BMepes, NpoKasbiBas npobky.

5. CHUMWUTE XryT, KaK TOJIbKO B MPObUPKY HAYHET MoCcTynaThb
KPOBb.

6. MopoxauTe, noka Npobupka 3anoaHUTCS 40 HOMUHANLHOIO
obbeMa ¥ TeueHUe KPOoBY MPEKPaTUTCS.

7. CTsHWTe NPObUPKY C UrNbl BHYTPU AepkaTens.
8. OTtcoeauHuUTe NPOBUPKY OT UIbI.

9. TMocne 3abopa B npobupky BD PPT™ LenbHON KPpOBU Cpasy
OCTOPOXHO nepeeepHUTe Npobupky BD PPT™ Beepx aHOM 8-10 pas.

10.Mocne nepemewvBaHns NpPobUPKY MOXHO XPaHUTb Npu
KOMHATHOW TemMnepaType B TeyeHue wecTu (6) 4acos A0
LeHTpUYrMpoBaHms.

11. UenTpudyrupyite npobupky BD PPT™ B LeHTpudyre ¢ poTopom
MOBOPOTHO-OTKWAHOrO TuMa n 6anaHCcMpoBKO NPY KOMHATHOW
Temnepatype ¢ cunon 1100 RCF B TeyueHne He MeHee 10 MUHYT.

MpumeyaHue. NMprMeHeHne APYrUX YCIO0BUA LLEHTPUDYrMPOBaHMA
TakKxe MoryT obecneuynTb npuemnemyto 3cdheKTUBHOCTb; AaHHbIe
YCNOBUA LOMKHbI OLLeHUBATLCS U YTBEPXKAATLCA nabopaTopuen.

12. Ans ussneyeHns obpasua Hepa3baBneHHOMN Naa3Mbl CHUMUTE
KpbilwKy BD Hemogard™ (cm. pa3pen «MHCTpYKLWUY MO CHATUIO
Kpbiwky BD Hemogard™») n cnenTe nnasmy B OTAENbHbIN COCYA,
WN aNNKBOTUPYMNTE €€ B OTAEJbHbIA COCYZ, C MOMOLLbIO MUNETKU
Ha nosiHoe BbiTekanune. NMPUMEYAHUE. TMpu nepeHoce ¢ nomolybio
NMUMNEeTKM Ha NosiHoe BbiTekaHne HE kacanTecs renesoro bapbepa
KOHLLOM MUMETKU.

MHCTPYKUMU NO CHATUIO KPbILUKWN BD HEMOGARD™

1. Bo3bmuTe npobupky BD pPT™ OAHOW PyKOW, Pacnonoxus
6onbwon nanew, nop, KprLIJKOI/I BD Hemogard™. (Ans
AOMNONHUTEIbHON YCTONYMBOCTY PACMONOXKMTE PYKY HA TBEPAOW
NOBEePXHOCTN.) [lpyroi pykon nosopauymsanTe Kpbiwky BD
Hemogard™, ogHOBpeMeHHO ToJKas ee 6oMbLWMM NanbLeM PyKu C
npobupkon, TOJIbKO YTOBbI PACLLATATbL KPbILLKY MPOBUPKW.

2. Yb6epuTte 6onbwon nanew, nepes cHATUEM Kpbilwku. HESTb35
MCnonb3oBaTh 6ONbLION Nanel, AR CHATUSA KPbILKKU C Npobupku.
BHuMaHue! Ecnun B npobupke COAepXXUTCA KPOBb, CyLLLEeCTBYeT
yrpo3sa KOHTaKTa C onacHbIMu1 BewecTBaMu. 114 npegoTBpalleHns
TpaBM BO BPeMs CHATUSA KPbIWKM BaXHO, YTOObI bonblwon naned,
KOTOPbIV BbITANKMBAN KPbILWKY, 6bl1 0TBEAEH OT Npobupkmn cpasy
nocse paclwaTbiBaH1s Kpbllwkn BD Hemogard™.

3. BbITAHNTE KpbiWKY M3 NPObMpKK. B ManoBeposTHOM ciydae
OTAENEHWA NIACTUKOBOW 3aLLUTLI OT Pe3NHOBOM Npobku HE
COBUPAWTE KPbILLKY 3AHOBO. OCTOpPOXHO M3BNEKUTE PE3NHOBYIO
npobKy 13 Nnpobupku.

MHCTPYKUWUN MO NOBTOPHOMY BBEAEHUIO KPbILLWKN
BD HEMOGARD™
1. PacnonoxuTe KpbIWKY HaA NpobupKou.

2. ToBopauvBanTe U BAABAMBANTE KPbILWKY A0 MOMHOIO
npuTupaHus npobku. MNMonHoe BBeAeHUe NPobku TpebyeTcs Ans
TOro, YTOObI KPbILIKA HAAEXHO cuAena Ha Npobupke BO BpeMs ee
nepemMeLLeHus.

(lipogosmxeHme)
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XPAHEHUE U TPAHCINOPTUPOBKA OBPA3LIOB

1. LlenbHy0 KpOBb MOXHO XPaHWTb B Mpobupke BD PPT™ po wectu
(6) yacoB A0 Hayana ueHTpuUdyrnupoBaHus. LleHTpudyrmvposaHue
obpasua no ucteyeHuu wectu (6) 4acoB MoxeT NoTpeboBaTh
COrNacoBaHWs C Ballen opraHmn3aLmnen uam UCnbliTaTesbHoOM
nabopatopueit. CM. peKoMeHAaLUUN COCTaBUTENS UCC/IeA0BaHUs

Nno BpeMeHU U TeMnepaType XPaHeHU aHTUKOAryJIMPOBaHHON C
nomouibto DATA LenbHOW KPOoBU.

2. Mna3my MOXHO XpaHWUTb U NepemMeLLaTth B Npobupke BD PPT™
npu KOMHATHOW TeMnepaType, TeMnepatype LeHTpUdyrmpoBaHus
WY 3aMOPOXKEHHON C MOMOLLBIO CyxOoro nbaa. CM. pekoMeHaaLum
CcOoCTaBuTeNs NCCef0BaHMA NO BPEMEHWN 1N TemnepaType XpaHeHus
nnasmel ¢ ATA.

3. TMna3my MOXHO XPaHWUTb B 3amep3LleM COCTOAHMMN B Npobupke
BD PPT™ jn situ. 3amopo3Ka LeHTpUbYyrMpoBaHHON Npobupku

BD PPT™ ponkHa BbIMOJIHATHCA B BEPTUKAJIbHOM COCTOAHUN B
OTKPbITOW MPOBO/IOYHOM paMke npu Temnepatype -20 °C B TeueHue
He MeHee 2 4acoB. 3aMOpPOXKEHHbIE NPOobUpPKM PPT MOXHO OCTaBUTb
npu Temnepatype -20 °C, nepemMecTTb B MECTO C TemnepaTtypowu
-70 °C unun HUxe AN fasbHelWwero XxpaHeHus unm
TPaHCMOPTMPOBATb 3AMOPOXEHHBIMW B CyXOM Nibae. MNonb3oBatenu
[LOMKHBI YTBEPXKAaTb COBCTBEHHbIE MPOTOKOJIbl 3aMOPO3KU

1 TPaHCNOPTUPOBKKU Npobupok BD PPT™. MpumeuaHue.
3amopokeHHas nnasma B npobupkax BD PPT™ in situ

MOXeT 6bITb He,OCTYNHA AN XMMUYECKOro aHanu3a, Takoro
Kak HeKoTopble Harpy3o4Hble TecTbl Ha BUY, B KOTOpbIX
BHyTpuknetouHaa [IHK moxeT nocnyXutb npensaTCTBMEM.

4. Pa3mopaxwuBaTb Npobupku BD PPT™ cneayeT B MPOBOJIOYHOM
pamke npu Temnepartype okpyxatouwen cpeabl (18-25 °C). Mpwu
pPAacCMOTPEHUM HECKONbKMX LLMKIOB 3aMOPO3KMN/Pa3MOpPO3KH
Nnonb30BaTeIN AO0/KHbI YTBEPAUTL COBCTBEHHbIE MPOTOKO/bI
3aMOPO3KU/pa3Mopo3Ku Npobupok BD PPT™,

OrPAHMYEHUA CUCTEMbI

Konunuyectso KpoBu, 3abrvpaemoit B NpobupKy, 3aBUCUT OT
BbICOTbI HA/ZL YPOBHEM MOPA, TEMNEPATYPbl OKPYKAKOLLER Cpesbl,
6apoMeTpPUYECKOro AaBneHns, BpeMeHu, NpoLlesllero C MOMeHTa
M3roTOBMEHMUA NPOBUPKY, BEHO3HOTO AABNEHUS U TEXHUKN
3anosiHeHus. CTaHAapTHble YC/I0BUA LeHTPpUdYrpoBaHus Ans
BbIPAbOTKM MNa3Mbl C LLe/IbI0 MPOBEAEHMA aHAIM3a He ClyXKaT

B KayeCTBe CPeACTBa AJ1s MOJIHOrO OCAKAEHUS BCEX KIIETOK.
CoOTBETCTBEHHO, KNETOUYHbI MeTabon3M, KaK U eCTeCTBEHHOE
paspylueHune ex vivo, MOXKeT OKa3blBaTb BO3AENCTBME Ha
KOHLLEHTPALMIO /aKTUBHOCTbL OMPEAEeNAeMOro BELEeCTBa Maa3mMbl
Moc/ie HEKJIETOYHbIX U3MEHEHMNA.

Peonornyeckne CBOMNCTBA 3aWMTHOMO BeLLeCTBA 3aBUCAT

OT TemnepaTypsbl. ECnn ero oxnaauTtb 40 UK BO BpeMms
LeHTpUhYrmpoBaHuns, NOTOK MOXeT ObITb 3aTpyAHeH. [ns
ONTMMM3ALLMM MOTOKA M MPeaoTBpaALLEHMs HarpeBaHUsa NpoBoaunTe
ueHTpudyrnposaHve npobupok npu temnepatype a0 25 °C (77 °F).
Peonornyeckne CBOMCTBA 3aLWMTHOrO BewecTBa 3aBucat ot RCF.
OnNTMManbHOCTb OTAENEHUs Nna3Mbl U hopMUpOBaHUsS bapbepa
CHMXaeTca Npu 3Ha4eHnax yCﬂOBI/I[;I HW)XXe peKoMeHAYyeMbIX.

Ob6pa3subl KPOBM cneayeT LeHTPUGYrMpoBaTh B TEYEHUE LWECTU
yacos nocne 3abopa. Konnuyecteo aputpounTos B obpasue
OoTAenleHHOW Hepa3baBieHHON Nna3Mbl YBeIMYMBAETCA C
yBeJIYEHUEM NMPOAOIIKUTENBHOCTU 3a4ePXKKU LEeHTPUDYrMpoBaHuUS.
CtabunbHOCTb 06pasLa LenbHOW KPOBU MO UCTEYEHUN LWeCTH

YacoB A0JKHA MPOBePATLCA BAlleN opraHu3aumen uim
nccneposaTenbCckon nabopaTtopuei.

NPEAOCTEPEXEHUA U NPEAYNPEXAEHNA

MpenocrepexeHus

1. He ncnonb3yinTe NpobUpKU NpU HaANMYUKU B HUX MOCTOPOHHMUX
BELLECTB.

2. Henb3a ncnons3osatb Npobupku BD PPT™ noeTopHO.
3. CTepunbHa TONbKO BHYTPEHHSAS NMOBEPXHOCTb MPOBUPKN.
4. B npobupke NpucyTCTBYIOT NMUPOreHHble BeL,eCTBa.

5. Henb3s ncnonb3osaTtb Nnpobupku BD PPT™ no ucreyeHmmn cpoka
rOAHOCTM, YKa3aHHOIro Ha ApJ/blKe NPobupKu.

6. B cBA3M C coaepxaHuemM B npobupke BD PPT™ xumuyeckoro
HanonHutens (3A4TA), Bo Bpems 3abopa kKpoBu HeobxoanMMO
NpYHUMaTh Mepbl MO NPeAoTBPALLEHNIO 0B6PAaTHOrO TOKa KPOBU
13 Npobupku. [ina npenoTepalleHns obpaTHOro Toka KpoBU
cobnopaniTe cneayroume Mepbl NPeA0CTOPOXHOCTH.

a. OnycTuTe pyKy NaumeHTa BHU3.
b. [lepxuTe npobupky npobkoi BBepx.

c. CHUMWTE XKryT, KakK TOJIbKO B NPOBUPKY HauHeT
nocTynaTb KPOBb.

7. Bo n3bexaHune ownbok aHanM3a oTAeneHMe Nnasmbl OT KNETOK
nyTem LeHTpUdyrMpoBaHms HeEO6XOAMMO NPOU3BOAUTL He NO34Hee
6 yacoB nocne B3aTuA obpasua.
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8. Mocne LI,eHTpI/IbeFI/IpOBaHI/Iﬂ HEKOTOpble }'IMM(bOU,MTbI OCTaKTCA
Ha rpaHuvue pasaena naasmbl U rens.

9. YpesmepHas CKOpOCTb LeHTpudyruposarus (6onee 10 000 RCF)
MOXET MPUBECTM K pa3pyllieHunto npobupku BD PPT™, KOHTaKTy
C KPOBbIO U BO3MOXHOW TpaBMe.

10. CHMManTe npobKy BpallaloWwmM U BbITATMBAIOLWLUM ABUXKEHUEM.
He pekoMeHAyeTCs BbITAIKMBATh NPO6KY 60OMbWNM MaNbLEM.

11.TMocne BeHENYHKLUUN HA BEPXHEN CTOPOHE NMPOBKN MOryT
oCTaThCA cneabl kposu. Mpu paboTe ¢ npobupkamu cobnogante
HaZnexatime Mepbl MPeA0CTOPOXKHOCTHU, YTObbI 13bexaTb KOHTAKTa
C 3TOW KPOBbIO.

12. [insa nonyyeHus LOCTOBEPHbIX pe3y/bTaTOB BO BPeMs BCEro
LMK/IA MOHUTOPUHIA obpalLanTech C NPobMpPKOI paBHOMEPHO.

13. /36bITOYHOE NN HEAOCTATOYHOE HAMOSHEHWE NPOBUPKY
HapyLwaeT COOTHOLWEHVE KPOBM U HAMOJHUTENS, YTO MOXKET
NpUBECTU K OlIMBKAM aHanM3a Uiy HeKayeCTBEHHOMY
(YHKUVOHNPOBAHUIO U3AEMNS.

14.BbicylWeHHbIN pacnbuieHreM aHTUkoarynsHT (K234TA) umeer
6enbil LBeT.

15. O6s3aTeNnbHO MCNONb3YyNTe COOTBETCTRYIOULNE AepKaTeNu

UM BKAAAbIWN. MCnonb3oBaHWe TPECHYBLWMX MW CKOMOThIX
Npo6UPOK MK LEeHTPUDYrMpoBaHmne Ha U3bbITOYHbIX 06opoTax
MOXeT MPUBECTU K pa3pyLleHunto npobupku u Beibpocy obpasua,
Kanesb 1 a3po30/A B KOPMyC LeHTpudyru. Ytobsl nibexars
BbI6POCA STUX NOTEHLMAILHO OMACHBIX MAaTEPMAJIOB, MOXHO
MCMOJb30BaTh CMeLMabHble repMeTUYHble KOHTENHEPbI, B KOTOPbIe
noMewaT Npobupku nepes weHTpubyruposaHmem. epxarenm

W BKNAAbIWMW AJ18 LeHTPUMYry AO/HKHbI COOTBETCTBOBATL MO
pa3mepy ucnosnb3yembiM Npobupkam. Mpy MCNonb30BaHUU CITULLKOM
60MbWNX UAN CANLKOM ManeHbKUX Aepxatenen npobupku MoryT
paspyLwmnTLCA.

16.MpumeyaHue. [1ns TaKUX nccnefoBaHNi, Kak HeKOTopsble
Harpy3ouHble TecTbl Ha B/Y, B KOTOPbIX BHYTpMKNETOYHaA
OHK MoXeT nocnyxuTb NpenaTcTBuemM, MOryT notpebosaTbcs
ocobble ycnosus obpaweHns. CM. pekoMeHAaLMUW COCTaBUTeNs
nccnesoBaHuna no ycsioBuaM obpalieHus.

17.MpumeyaHuve. 3aMOpokeHHble NPobupku BD PPT™ noasepikeHbl
PUCKy pa3pylweHuns npu yaape. na CHUXeHUA pyucKa paspyLlueHus
BO BpeMS TPAHCMOPTMPOBKYM C 3aMOPOXKEHHbIMU NMPobupkamu
cnepyet obpalartbCa Tak ke, Kak CO CTEKAAHHbIMU.

18. He 3amopaxuBaiiTe NpobrpKy B NEHONIACTOBOM JI0TKe, TaK Kak
3TO MOXKET MPUBECTN K MOABNEHUIO HA HEN TPELLUH.

19. MpumeyaHue. 3aMopoxkeHHas naasma B npobupke BD PPT™

in situ MOXeT B6bITb HeAO0CTYNHA AN XUMUYECKUX aHANTM30B,

B KOTOPbIX BHYyTpukaeToyHas AHK mMoxeT nocnyxutb
npenstcreuem. CM. pekoMeHAauMUN COCTAaBUTENS UCC/Ie,0BAHMUS MO
TPAHCNOPTUPOBKE U A0MYCTUMOMY KOJIMYECTBY LMKIOB 3aMOPO3KM/
pa3mMopo3ku naasmbl ¢ D4TA.

20.Mpwu ntobom n3meHeHMM Tuna, pasmepa, cnocobos

06paboTKM UM XpaHeHus NPobupok ans 3abopa Kposu

noboro npovseoauTens AN Kakoro-nmbo nabopaTopHoro
aHanmsa coTpyaHukam nabopaTtopuu cnepyeT U3y4ynuTb AaHHbIE
Npou3BOAUTENSA NPOBUPOK U CBOM COBCTBEHHbIE CBEAEHMS, YTOOLI
onpeaennTb/NoATBEPAUTE Pabounin AnanasoH A KOHKPETHOW
cucTembl Nnpubop/peareHT. Ha ocHOBaHMM 3TOM MHOPMaLMK
nabopaTopus MOXEeT OnpeennTb, HEOOXOANUMbI I U3MEHEHUS.

(lpogosmkerHne)
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MpeaynpexaeHus

Cobniopante obume mepbl NPEAOCTOPONKHOCTU. N5 3aWMnThI
OT 6pbI3r U NPONUBLLIENCA KPOBU, BO3MOXHOMO BO34ENCTBUA
COAEPXALLMXCA B KPOBU MNAaTOreHOB UCMOJIb3yNTE NepyaTKu,
XanaThbl, CpeACTBa 3alWThl a3 u Apyrve cpeacrTsa
UHAWBMAYAIbHOMN 3aWLNThI.

ObpawanTech co BceMy bruosnormyecknumy obpasuamm n ocTpbiMu
npeamMeTamu, UCnoab3yeMbiMy Npu 3abope KPoBu (TAHLETHI,
Urbl, aAanTepbl C HAKOHEYHUKOM J1i03pa, KOMMAEKTbI AN
3abopa KpoBM), COrNTACHO YCTAHOBJIEHHbIM B BALUEM YYPEXAEHUN
npasuiam u npoueaypam. HemeaneHHo obpaTtuTech 3a
COOTBETCTBYIOLLEN MEANLMHCKON MOMOLLbIO B C/lyyae noboro
KOHTaKTa ¢ buonornyeckmmm obpasuamu (Hanpumep,

yKO0a), MOCKO/IbKY OHWU MOTYT BbITb MCTOYHUKOM 3apaKeHus
BUPYCHbIM renatutom, BUY v apyrumMun nepeHoCMMbIMU KPOBbIO
naToreHamu. Ecnv ycTponcTBo Ans 3abopa KpoBu umeeT
BCTPOEHHbIe NpUCcnocobneHns ans 3aumnTbl UMbl, UCNONb3YNTE
nx. BD He pekoMeHAyeT HaAeBaThb YeXJsibl Ha UCMOJb30BaHHbIE
urnsl. OfHAKO eCnu Npaeuia Ballero yupexzaeHus TpebyoT
MHOro, X Heobxoanmo cobnoaatb.

BoibpacbisanTe Bce npobupku ans 3abopa Kpoew B
npeAHa3HayeHHble AJ15 3TOr0 KOHTENHepPbl AJ1f OMaCHbIX
brnomarepuranos.

Henb3s nepeHocnTb B NPobMpKy o0bpaseL, B3ATbI C MOMOLLbLIO
wnpuua. JlonosHUTeNbHbIE MAHUMYAALUU C OCTPbIMM
npeaMeTaMy yBeIMYMBAKOT BEPOATHOCTL YKONa urnom. Kpome
TOro, HaXxaTue Ha MOPLUEHb WNPMLA NPY NMepeHoCce MOXeT
NPUBECTU K BO3SHUKHOBEHWIO MOJIOXKUTENLHOIO AaB/eHus,
KOTOpPOEe MOXET Bbl6UTb MPO6KY M CO34aTb Yrpo3y KOHTaKTa C
KpoBbio. Mpy MepeHoCe KPOBM C MOMOLLbIO WMPULLA BO3SMOXHO
M36bITOYHOE UM HEAOCTATOYHOE HaMoJSIHeHMe NPObUPOK, YTO
npuBeaeT K HEBEPHOMY COOTHOLLEHWIO KPOBY M HAMONHUTENS
M NMOTEHLMANbHO K oWwnbKaM B pe3ynbTatax aHanusa. Mpu
3anoIHeHUN U3 Wnpuua Nnpobupky ¢ 06beMOM BbITATMBAHUSA
MeHblUe, YEM BUAMMbIE Pa3Mepbl, MOTYT HE HAMOMHATLCS

[0 yKa3aHHoOro obbema. o NoBoAy UCMONb30BAHUSA TAKUX
06pa3L0B PeKOMEHAYETCA NMPOKOHCYNbTUPOBATLCA CO
cneunanucTamu.

Ecnu kpoBb 3abupaeTcs U3 BEHO3HOro KaTteTepa, NpocneaunTe,
yTObbI Nepen 3anonHeHUeM NpobUpok kaTeTep HbIT MPOMBIT
OT pacTBOpa A5 BHYTPUBEHHOrO BANBAHUA. DTO HEOHXOAUMO,
uTObbI N36exaTh OWMOOK NabopPaTOPHBIX aHAIM30B U3-3a
3arpsa3HeHuns pacTBOPOM A BHYTPUBEHHOIO BAMBAHMUSA.

HepocTtaTouHOe HanonHeHue I'Ip06I/1pKVI HapylwaeT COOTHOLWeHne
KPOBW U HAMOJIHNUTENA, HTO MOXET NPUBECTU K owmnbkamM aHanmsa
NN HeKa4eCTBEHHOMY d)yHKLI,VIOHVIpOBaHVIIO nsgenwus.

YbeaunTtech, 4TO NPOOUPKN HaANexawmm 06pa3oM yCTaHOBEHbI
B paMKy LeHTpudyrn. HenonHas 3arpyska MOXeT NpuBecTn

K OTCOeAMHEHMIO KpbilwKu BD Hemogard™ oT npobupku nnu
BbICTYNAHMIO NPOBUPKM HaZ paMKkon. Mpobupku, BeiCTynawwme
Ha/ZlL PaMKOM, MOTYT 3a/1eTb POTOP LEeHTpudyru, 4To NpuBeaeT K
NoBpeXAEHUIO NPOBUPKU.

Mepen NONbITKOM M3BMeYeHMA NPobUPOK BCeraa AasanTe
LeHTpudyre NOSHOCTLIO OCTAHOBMTbLCA. [loc/e 0CTaHOBKN
LEHTPUDYIM OTKPONTE KPLILLKY ¥ MPOBEPbTE BO3MOXHOE
Hannune pasbuTbix Npobupok. Mpu obHapyxeHn pasbuTbix
Npobupok 13BnekanTe UX NP NOMOLLM MEXAHNYECKOro
YCTPOWCTBA, TAKOTO KaK LWMMLbl MM KDOBOOCTaHAB/IMBAOWLMI
3aXUM. BHMMaHue! He n3enekainTe pasbutble MpobUpPKK PyKoW.
NHCTPYKUMM MO Ae3UHGMEKLUN MOXKHO HANTU B UHCTPYKLUK MO
3KCMNyaTauuu LeHTpudyru.

CopnepxkaHvie 3HA,OTOKCMHOB He KOHTponupyeTtca. KpoBb nau
NPOAYKTbl KPOBU, CObpaHHble N 0bpaboTaHHbIE B Mpobupke, He
noanexar V|chy3vw| WU BBEAEHUIO B OPraHM3M YenoBeka.
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& BD Vacutainer® PPT™

Skamavka na pripravu plazmy

D

Na pripravu nezriedenej plazmy na pouzitie s metédami molekuldrnych diagnostickych testov

Sterilné vnutro
Na diagnostické pouzitie in vitro

Materidl bariéry: Gél.

Vnutorné aditivum: Dostato¢né mnozstvo KoEDTA na 5 mL/8,5 mL krvi

Mazanie zatky: Silikon.

POUZITIE

Skumavka na pripravu plazmy BD Vacutainer® PPT™ (skimavka

BD PPT™) je plastova vakuova skimavka na odber vendznej krvi,
ktord po odstredovani oddeli nezriedenu plazmu EDTA na pouzitie
pri metéde molekuldrneho diagnostického testu (ako napriklad,

nie vSak vyhradne, PCR - reakcie retazca polymerazy - alebo bDNA -
technik zvacSovania rozvetvenej DNA) alebo pri inych postupoch,
kedy sa pozaduje nezriedena vzorka plazmy EDTA podla poziadaviek
laboratoria.

SUHRN A VYSVETLENIE

Priprava plazmy z plnej krvi je prvym krokom pri mnohych
molekularnych diagnostickych rozboroch in vitro. Skimavka BD PPT™
poskytuje prostriedok na odber, spracovanie a prevoz nerozriedenej
vzorky plazmy EDTA v uzatvorenom vakuovom systéme. Skimavky
obsahuju 9 mg a 15,8 mg K2EDTA suSeného sprejom, vysledné pomery
1,8 mg/mL a 1,9 mg/mL krvi, ked'sa vakuova skimavka spravne

naplni na 5 mL alebo 8,5 mL objemu. Tato skimavka obsahuje aj
gélovy material, ktory po odstredeni vytvori bariéru medzi plazmou a
vadsinou bunecnych prvkov, ¢o umozni transport skimavky BD PPT™
bez odstranenia plazmy. Vysledkom je vhodny, bezpecny, jednoduchy
systém skimavky na odber plnej krvi a oddelovanie plazmy. Vzorky
sa daju odobrat, spracovat a prevazat in situ, ¢im sa znizi moznost
vystavenia patogénom obsiahnutym v krvi v mieste odberu a
spracovavania vzoriek.

USKLADNENIE

Nenaplnené skimavky uchovavajte pri teplote 4-25 °C. Obmedzené
odchylky teploty do 40 °C nesmu prekrocit suhrnne 10 dni.

ZBER VZORKY A ZAOBCHADZANIE SO VZORKOU

Zariadenie poZadované na odber vzorky, ktoré sa neposkytuje

1. Vsetky drziaky na ihly BD Vacutainer® so standardnou velkostou
sa mOzu pouzit so skimavkami s 13 mm priemerom.

2. Tampodn navlhéeny alkoholom na cistenie miesta.

3. Sucha dista gaza.

4, Skrtidlo.

5. Odpadovy kontajner na pouzité ihly alebo na ihly a drziaky.
Zariadenie na poZadované na spracovavanie vzorky, ktoré

sa neposkytuje

1. Odstredivka s vykyvnym typom rotora schopnéa generovat
relativnu odstredivu silu 1 100 x g (RCF) v spodnej Casti.

2. Rukavice a iné osobné ochranné prostriedky podla potreby na
ochranu pred vystavenim patogénom v krvi.

Priprava na odber vzorky

Pred napichnutim zily sa uistite sa, Ze su dostupné nasledujuce
materialy:

1. Pozrite si pozadované vybavenie vyssie.

2. Vsetky potrebné skimavky, so stanovenou velkostou, odberom
a aditivom.

3. Znacky na identifikaciu vzoriek pozitivnych pacientov.

POKYNY NA POUZIVANIE

1. Pripravte miesto napichnutia zily s pomocou vhodného
dezinfekéného prostriedku. Na standardné napichnutie zily a odber
vzorky pouzite odporucany postup vasho zariadenia.

2. Vyberte kryt ihly.
3. Napichnite zilu.

4. Vlozte skimavku do drziaka a zatlacte skimavku dopredu, kym
sa uzaver neprepichne.

5. Uvolnite skrtidlo hned, ako sa v skimavke objavi krv.

6. Pockajte, kym sa skimavka naplni na uvedeny objem a prietok
krvi sa zastavi.

7. Vytiahnite skimavku z ihly vo vnutri drziaka.
8. Vyberte skimavku z drziaka.

9. Po odbere plnej krvi v skimavke BD PPT™ ihned' a jemne
skimavku BD PPT™ 8-10 krat obratte.

10. Po zmieSani sa moze vzorka plnej krvi pred odstredovanim
skladovat maximalne Sest (6) hodin pri izbovej teplote.

11. Skimavku BD PPT™ odstredujte vo vyvazenej odstredivke s
vykyvnym rotorom pri izbovej teplote pri 1 100 RCF minimalne po
dobu 10 minut.

Poznamka: Pouzivanie striedavych podmienok odstredovania méze
zabezpecovat aj prijatelny vykon; to by sa malo hodnotit a potvrdit
v laboratériu.

12. Ak chcete ziskat nezriedenu vzorku plazmy, odstrarite uzaver
BD Hemogard™ (Pozrite si pokyny na odstranenie Casti uzaveru

BD Hemogard™) a zlejte plazmu do samostatnej nadoby alebo
rozdelte plazmu do samostatnej nadoby s pomocou pipety.
POZNAMKA Pri pouzivani pipety sa uistite, Ze ste hrotom pipety
NEPORUSILI gélovu bariéru.

POKYNY NA ODSTRANENIE UZAVERU BD HEMOGARD™

1. Uchopte skimavku BD PPT™ jednou rukou a palec dajte pod
uzaver BD Hemogard™. (Pre zabezpedenie stability si polozte ruku
na pevny povrch.) Druhou rukou vytocte uzaver BD Hemogard™

a su¢asne ho palcom prvej ruky tlacte nahor LEN KYM SA ZATKA
SKUMAVKY NEUVOLNI.

2. Kym uzéver vyberiete, dajte palec pre¢. NEPOUZIVAITE palec na
vytlacenie uzaveru zo skimavky. Upozornenie. Ak skiimavka obsahuje
krv, existuje nebezpecenstvo vystavenia. Ak chcete predist poraneniu
pri odstranovani uzaveru, je délezité, aby ste palec, ktorym tlacite
uzaver nahor, ihned' po uvolneni uzaveru BD Hemogard™uvolnili

zo skimavky.

3. Zdvihnite uzaver zo skimavky. V nepravdepodobnom pripade,
kedy sa méze plastovy kryt oddelit od gumeného uzaveru, UZAVER
NEMONTUJTE NASPAT. Opatrne odstrante gumovy uzaver zo
skumavky.

POKYNY NA OPATOVNE VLOZENIE UZAVERU BD HEMOGARD™

1. Vymerite uzaver skimavky.

2. Otocte a pevne zatlac¢te nadol, kym sa uzaver nedostane do svojho
miesta. Je potrebné kompletne vlozit uzaver naspat, aby mohol
uzaver bezpecne zostat na skimavke pocas zaobchadzania.

(Pokracovanie)
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SKLADOVANIE A PREVOZ VZORIEK

1. PIna krv sa moze uchovavat v skimavke BD PPT™ maximalne Sest
(6) hodin pred odstredovanim. Odstredovanie vzorky po dobe dlhsej
ako sest (6) hodin si méze vyzadovat potvrdenie od vasej testovacej
institucie alebo laboratéria. Pozrite si odporucané casy skladovania a
teploty antikoagulovanej plnej krvi EDTA u vyrobcu supravy na rozbor.

2. Plazma sa méze skladovat a prevazat v skimavke BD PPT™ pri
izbovej alebo nizsej teplote alebo zamrznuta v suchom lade. Pozrite
si odporucané casy skladovania a teploty plazmy EDTA u vyrobcu
supravy na rozbor.

3. Plazma sa méze skladovat zamrznuta in situ v skamavke BD PPT™.
Zmrazte odstredované skumavky BD PPT™ vo vzpriamenej polohe

v otvorenom stojane pri teplote -20 °C miniméalne po dobu 2 hodin.
Zmrazené skimavky PPT mozu potom zostat bud' pri teplote

-20 °C, previest sa na teplotu -70 °C alebo nizsiu pre dalsie skladovanie
alebo sa mézu dodavat zmrazené v suchom lade. Pouzivatelia by mali
potvrdit vlastny protokol zmrazenia a dodavky pre skimavky

BD PPT™. Poznamka: Zmrazenie plazmy in situ v skimavkach

BD PPT™ moze byt pri rozboroch zakazané, ako napriklad pri
niektorych testoch na virus HIV, v ktorych sa pouziva

intracelularna DNA.

4. Rozmrazte skimavky BD PPT™ v stojane pri okolitej teplote
(18-25 °C). Ked' zvazujete pouzitie viacerych cyklov zmrazenia/
rozmrazenia, mali by ste vzdy potvrdit svoj vlastny protokol
zmrazenia/rozmrazenia pre skamavky BD PPT™.

OBMEDZENIA SYSTEMU

Mnozstvo odobranej krvi zavisi od nadmorskej vysky, teplote okolia,
barometrického tlaku, veku skimavky, zilného tlaku a techniky
plnenia skimaviek. Pri standardnych podmienkach odstredovania
pre generovanie plazmy na testovanie sa nedosahuje kompletna
sedimentacia vsetkych buniek. Metabolizmus na urovni bunky, ako aj
prirodzenda degradacia ex vivo moze ovplyvnit koncentraciu/Cinnosti
analytu plazmy mimo acelularnych zmien.

Vlastnosti prietoku cez material bariéry st spojené s teplotou. Prietok
sa mbze zastavit, ak sa krv pred alebo pocas odstred'ovania schladi. Pre
optimalizaciu a prevenciu ohrievania pocas odstredovania nastavte
chladenie odstrediviek na 25 °C (77 °F).

Vlastnosti prietoku cez material bariéry st spojené s RCF. Optimalne
oddelovanie plazmy a vznik bariéry sa zmensia pri podmienkach
nizsich ako sa odporuca.

Vzorky krvi by sa mali odstredovat do Siestich hodin po odbere.
Kontaminacia ¢ervenych krviniek oddelenej nezriedenej vzorky plazmy
sa zvysuje so zvysujucim sa omeskanim pred odstredovanim. Stabilitu
vzorky v plnej krvi po Siestich hodinach by mala potvrdit vasa institucia
alebo testovacie laboratorium.

UPOZORNENIA A VAROVANIA
Upozornenia

1. Skumavky nepouzivajte, ak su v nich cudzie telesa.

2. Nepouzivajte skimavky BD PPT™ opakovane.

3. Sterilné je len vnutro skimavky.

4. Skumavka nie je bez obsahu pyrogénu.

5. Nepouzivajte skimavky BD PPT™ po datume exspiracie vytlacenom

na étitku skamavky.
6. KedZe tato skumavka BD PPT™ obsahuje chemické aditivum
(EDTA), mali by sa prijat opatrenia na prevenciu mozného spatného
toku zo skiimavky pocas odberu krvi. Ak chcete predchadzat
spatnému toku, dodrzujte nasledujice opatrenia:

a. Nastavte ruku pacienta v smere nadol.

b. Podrzte skimavku s uzaverom v hornej polohe.

¢. Uvolnite turniket hned, ako sa v skimavke objavi krv.

7. Oddelovanie plazmy od buniek odstredovanim by sa malo
dosiahnut do 6 hodin od odberu pre prevenciu chybnych vysledkov
testu.

8. Po odstredovani zostanu niektoré lymfocyty na rozhrani
plazmy/gélu.

9. Nadmerna rychlost odstredovania (viac ako 10 000 RCF) mbze
sposobit prasknutie skimavky BD PPT™, vystavenie krvi a mozné
poranenie.

10. Odstrante uzavery krativym a tahavym pohybom. Odstranenie
s pomocou palca sa neodporuca.

11. Po napichnuti zily sa méze vo vrchnej casti uzaveru nachadzat
zvyskova krv. Prijmite vhodné opatrenia pri manipulacii so
skumavkami, aby ste sa vyhli kontaktu s touto krvou.

12. Vykonavajte jednotnt manipulaciu pocas cyklu sledovania, aby ste
zabezpecili konzistentné vysledky.
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13. Nadmerné naplnenie alebo slabé naplnenie skimaviek bude mat
za nasledok nespravny pomer krvi a aditiva a méze viest k nespravnym
analytickym vysledkom alebo nizkemu vykonu produktu.

14. Antikoagulacné ¢inidlo susené sprejom (K2EDTA) ma bielu farbu.

15. Vzdy pouzivajte vhodné nosice alebo vlozky. Pouzivanie skimaviek
s prasklinami alebo Ulomkami alebo nadmerna rychlost odstredovania
mozu spbdsobit zlomenie, s uvolnenim vzorky, kvapiek a aerosélu do
odstredovacej misy. Uvolneniu potencidlne nebezpecnych materialov
sa da vyhnut s pomocou Specidlne vyhotovenych utesnenych

nadob, v ktorych sa skimavky pocas odstredovania drzia. Nosice a
vlozky odstredivky by mali mat velkost zodpovedajicu pouzivanym
skimavkam. Pouzivanie prilis velkych alebo prilis malych nosi¢ov méze
mat za nasledok prasknutie skimavky.

16. Poznadmka: Pri rozboroch sa mézu pozadovat Specidlne podmienky
zaobchadzania, ako napriklad pri niektorych testoch na virus HIV, v
ktorych sa pouziva intracelularna DNA. Poradte sa s vyrobcom supravy
na rozbor ohladom odporucanych podmienok zaobchadzania.

17. Pozndmka: Zmrazené skimavky BD PPT™ by sa mohli narazom
prasknut. Ak chcete znizit riziko prasknutia pocas dodavky, so
zmrazenymi skimavkami by ste mali zaobchadzat rovnako ako so
sklenenymi skimavkami.

18. Nezmrazujte skimavku vo vzpriamenej polohe v polystyrénovom
zasobniku, pretoze sa tym mdze skimavka prasknut.

19. Pozndmka: Zmrazenie plazmy in situ v skamavkach BD PPT™
moze byt pri rozboroch, pri ktorych sa pouziva intracelularna DNA,
zakdazané. Pozrite si odporucané pokyny pre prevoz a povolené cykly
zmrt?zenia a rozmrazenia pri plazme EDTA u vyrobcu supravy na
rozbor.

20. Vzdy, ked menite typ trubice na odber krvi, velkost, podmienky
zaobchadzania, spracovavania alebo skladovania pri prislusnom
laboratérnom rozbore, persondl laboratéria by si mal overit Udaje
vyrobcu skiimavky a svoje vlastné udaje, aby sa dal stanovit/overit
referencny rozsah pre Specificky nastroj/systém reagensu. Na zaklade
t?]kyéhto informacii méze laboratérium rozhodnat, ¢i s zmeny
vhodné.

(Pokracovanie)
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schvalenych pre biologicky odpad.
4. Neprevadzajte vzorku zo striekacky do skimavky. Dodatocna

manipuldcia s ostrymi predmetmi zvysuje potenciadlne poranenie TECHNICKE SLUZBY
ihlou. Okrem toho, stlacanie piestu striekacky pocas prevodu moéze
vytvarat pozitivny tlak, ¢im sa vysunie uzaver a vzorka a sposobi V USA kontaktuijte:

to potencidlne vystavenie krvi. Pouzivanie striekacky na prevod L
krvi méze sposobit aj nadmerné alebo slabé plnenie skamaviek, ¢o | Technické sluzby
budle mit' za ?ééllfdo'l(( nesprfvny %omer a pcétgnciélne nespkrévne
analytické vysledky. Skimavky, s objemom odberu nizsim ako . : R -
uvadzaju ich zjavné rozmery, sa nemusia naplnit po uvedeny BD Life SCIe.nces Preanalytical Systems
objem, ked'sa plnia zo strieka¢ky. Ohladom pouzitia tychto vzoriek | 1 Becton Drive

by ste sa mali poradit s laboratériom. Franklin Lakes, NJ 07417

5. Ak sa krv odobera cez intravendzne (I.V.) vedenie, uistite sa, ze 1-800-631-0174
toto vedenie bolo vycistené od roztoku I.V. pred zac¢iatkom plnenia
skimaviek na odber krvi. Toto je dolezité pre zabranenie chybnym | www.bd.com/vacutainer/referencematerial
laboratérnym Gdajom v dosledku 1.V. kontaminacie kvapaliny.

6. Slabé naplnenie skimaviek bude mat za nasledok nespravny
pomer krvi a aditiva a méze viest k nespravnym analytickym
vysledkom alebo nizkemu vykonu produktu.

7. Uistite sa, Zze su skimavky spravne ulozené v nosic¢i odstredivky.
Nevhodné umiestnenie by mohlo mat za nasledok oddelenie
uzaveru BD Hemogard™ zo skiimavky alebo presah skumavky nad
nosic¢. Skumavky, ktoré presahuju nad nosi¢, by sa mohli zachytit na
hlavici odstredivky, co by mohlo mat za nasledok prasknutie.

8. Vzdy nechajte odstredivku aby sa celkom zastavila, kym budete
skumavky vyberat. Po zastaveni hlavice odstredivky otvorte
veko a preskumaijte, ¢i nie st niektoré skimavky prasknuté. Ak
su prasknuté, na odstranenie skimaviek pouzite mechanické
zariadenie ako je pean alebo hemostat. Upozornenie: Prasknuté
skimavky nevyberajte rukou. Pozrite si ndvod na pouzivanie
odstredivky a vyhladajte v nom pokyny pre dezinfekciu

9. Endotoxin nie je kontrolovany. Krvi a jednotlivé zlozky krvi
odobraté a spracované v skimavke nie su ur¢ené na podavanie
formou infuzie, ani na zavadzanie do ludského tela.

Mimo USA kontaktujte svojho miestneho zastupcu BD.
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& BD Vacutainer® PPT™

Epruveta za pripravo plazme

@

Za pripravo nerazredc¢ene plazme za uporabo z molekularnimi metodami diagnosti¢nih preiskav

Sterilna notranjost
Za diagnosti¢no uporabo in vitro

Barierni material: gel.
Notranji aditiv: dovolj KEDTA za 5 mL/8,5 mL krvi
Lubrikant zamaska: silikon.

NAMEN UPORABE

Epruveta za pripravo plazme BD Vacutainer® PPT™ (epruveta

BD PPT™) je plasti¢na vakuumska epruveta za odvzem venozne krvi,
ki po centrifugiranju lo¢i nerazred¢eno plazmo EDTA za uporabo z
molekularnimi metodami diagnosti¢nih preiskav (kot sta na primer
tehnika PCR - polimerazna verizna reakcija in/ali bDNA - tehnika
ojacenja razvejane DNK) ali drugimi postopki, pri katerih je potreben
vzorec nerazred¢ene plazme EDTA, kot doloca laboratorij.

POVZETEK IN RAZLAGA

Priprava plazme iz polne krvi je prvi korak stevilnih molekularnih
diagnosti¢nih preiskav in vitro. Epruveta BD PPT™ predstavlja nacin
za odvzem, obdelavo in transport vzorca nerazredcene plazme

EDTA v zaprtem vakuumskem sistemu. Epruvete vsebujejo 9 mg in
15,8 mg K2EDTA, susene z razprievanjem, ki zagotavlja razmerje

1,8 mg/mLin 1,9 mg/mL krvi, Ce je vakuumska epruveta pravilno
napolnjena bodisi do prostornine 5 mL ali 8,5 mL. Epruveta vsebuje
tudi gel, ki s centrifugiranjem ustvari pregrado med plazmo in vecino
celi¢nih elementov, kar omogoca transport epruvete BD PPT™, ne

da bi odstranili plazmo. Rezultat je prirocen, varen in enojen sistem
epruvete za odvzemanje polne krvi in locevanje plazme. Vzorce je
mogoce odvzeti, obdelati in transportirati in situ, s ¢imer se zmanjsa
moznost izpostavljenosti patogenom, ki se prenasajo s krvjo, na mestu
odvzema in obdelave vzorca.

SHRANJEVANJE

Prazne epruvete hranite pri 4-25 °C. Omejeni odkloni temperature do
40 °C za kumulativni cas, ki ne presega 10 dni, so sprejemljivi.
ODVZEM VZORCA IN RAVNANIJE

Oprema, potrebna za odvzem vzorca, ki ni priloZzena

1. Z epruvetami premera 13 mm se lahko uporabljajo katera koli
drzala za igle BD Vacutainer® standardne velikosti.

2. Vatirane palc¢ke z alkoholom za ¢iscenje mesta.

3. Suha, Cista gaza.

4. Zazemka.

5. Vsebnik za porabljene igle ali sklope igel in drzal.

Oprema, potrebna za obdelavo vzorca, ki ni priloZzena

1. Centrifuga z rotorjem z nagibom navzven, s kapaciteto ustvarjanja
relativne centrifugalne sile 1.100 x g (RCF) na dnu epruvete.

2. Rokavice in druga osebna zas¢itna oprema za zascito pred
izpostavljenostjo patogenom, ki se prenasajo v krvi.
Priprava na odvzem vzorca

Preden zacnete z odvzemom vzorca, se prepricajte, da so naslednji
materiali lahko dostopni:

1. Glejte zgoraj navedeno potrebno opremo.

2. Vse potrebne epruvete z oznako za velikost, vsesano prostornino
in aditiv.

3. Oznake za pozitivno identifikacijo vzorcev bolnikov.

NAVODILA ZA UPORABO

1. Pripravite vbodno mesto z ustreznim antiseptikom. Uporabite
postopek za standardno tehniko venske punkcije in odvzem vzorca,
ki jo priporoca vasa ustanova.

2. Odstranite scitnik igle.
3. Opravite odvzem krvi.

4. Epruveto postavite v drzalo in jo potisnite naprej, tako da se
pokrovcek epruvete predre.

5. Sprostite zazemko takoj, ko se v epruveti pojavi kri.

6. Pocakajte, da se epruveta napolni do dolo¢ene prostornine
in kri preneha teci.

7. Povlecite epruveto z igle v drzalu.
8. Epruveto odstranite z drzala.

9. Takoj po odvzemu polne krvi v epruveto BD PPT™, epruveto
BD PPT™ 8-10-krat nezno obrnite.

10. Po mesanju lahko vzorec polne krvi za do Sest (6) ur shranite
pri sobni temperaturi do centrifugiranja.

11. Epruveto BD PPT™ najmanj 10 minut centrifugirajte v
uravnotezeni centrifugi z rotorjem z nagibom navzven pri sobni
temperaturi na 1.100 RCF.

Opomba: Uporaba drugac¢nih pogojev centrifugiranja lahko prav tako
zagotovi ustrezne rezultate — to mora oceniti in potrditi laboratorij.

12. Za pridobivanje vzorca nerazredcene plazme odstranite pokrovéek
BD Hemogard™ (glejte razdelek Navodila za odstranjevanje
pokrovcka BD Hemogard™) in prelijte plazmo v posebno posodo ali
prenesite plazmo v posebno posodo s pipeto za prenasanje. OPOMBA:
Pri uporabi pipete za prenos pazite, da s konico pipete NE unicite
pregrade iz gela.

NAVODILA ZA ODSTRANJEVANJE POKROVCKA BD HEMOGARD™

1. Z eno roko primite epruveto BD PPT™ in polozite palec pod
pokrovcéek BD Hemogard™. (Za dodatno stabilnost roko naslonite
na trdno povrsino.) Z drugo roko obrnite pokrovéek BD Hemogard™
in hkrati potisnite palec druge roke gor, SAMO TOLIKO, DA SE
POKROVCEK ZRAHLJA.

2. Preden pokrov¢ek dvignete, umaknite palec. Pokrovcka z epruvete
NE potisnite s palcem. Opozorilo: Ce epruveta vsebuje kri, obstaja
tveganje zaradi izpostavljenosti. Za preprecevanje poskodb med
odstranjevanjem pokrovcka je pomembno, da palec, s katerim
pokrovcek potisnete navzgor, odmaknete od epruvete takoj, ko se
pokrovéek BD Hemogard™ zrahlja.

3. Dvignite pokrovéek z epruvete, Ce se plasti¢ni §¢itnik lo¢i od
gumijastega pokrovcka, POKROVCKA NE SESTAVITE PONOVNO.
Previdno odstranite gumijasti pokrovcek z epruvete.

NAVODILA ZA NAMESCANJE POKROVCKA BD HEMOGARD™
1. Namestite pokrovcek na epruveto.

2. Obrnite in ¢vrsto pritisnite, tako da se pokrovéek popolnoma
namesti. Popolna namestitev pokrovcka je potrebna zato, da med
rokovanjem pokrovcek ostane trdno namescen na epruveti.

(nadaljevanje)
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SHRANJEVANIJE IN TRANSPORT VZORCA

1. Polno kri lahko v epruveti BD PPT™ shranite do Sest (6) ur

pred centrifugiranjem. Centrifugiranje vzorca po vec kot Sest (6)
urah od odvzema lahko zahteva preverjanje s strani ustanove ali
preiskovalnega laboratorija. Za priporocene case in temperature za
shranjevanje polne krvi, antikoagulirane z EDTA, glejte priporocila
proizvajalca testa.

2. Plazmo lahko shranite in transportirate v epruveti BD PPT™ na
sobni temperaturi ali ohlajeno ali zamrznjeno na suhem ledu. Za
priporocene Case in temperature za shranjevanje plazme EDTA glejte
priporocila proizvajalca testa.

3. Plazmo lahko zamrznete in situ v epruveti BD PPT™.
Centrifugirane epruvete BD PPT™ zamrzujte v pokon¢nem polozaju
v odprtem zi¢natem stojalu pri -20 °C najmanj 2 uri. Zamrznjene
epruvete PPT lahko nato ostanejo pri -20 °C, lahko jih prenesete na
-70 °C ali na nizjo temperaturo za nadaljnje shranjevanje ali jih
posljete zamrznjene na suhem ledu. Uporabniki morajo potrditi
svoj protokol zamrzovanja in posiljanja epruvet BD PPT™. Opomba:
Zamrzovanje plazme in situ v epruvetah BD PPT™ je lahko
prepovedano za teste, kot so nekateri testi virusnega bremena

HIV, pri katerih intracelularna DNK moti.

4. Epruvete BD PPT™ odtajajte na zi¢cnatem stojalu pri sobni
temperaturi (18-25 °C). Kadar Zelite epruvete veckrat zamrzniti
in odmrzniti, morate potrditi svoj lasten protokol zamrzovanja in
odmrzovanja za epruvete BD PPT™.

OMEJITVE SISTEMA

Koli¢ina odvzete krvi je odvisna od nadmorske visine, temperature
okolice, zra¢nega tlaka, starosti epruvete, venskega tlaka in tehnike
polnjenja. Pri standardnih pogojih centrifugiranja za ustvarjanje
plazme za preiskavo vse celice ne sedimentirajo v celoti. Zato

lahko celi¢ni metabolizem in naravna degradacija ex vivo vplivata
na koncentracije/aktivnost plazemskih analitov nad aceli¢nimi
spremembami.

Pretocne lastnosti pregrade so povezane s temperaturo. Pretok

je lahko oviran, e se ohladi pred ali med centrifugiranjem. Da bi
optimizirali pretok in preprecili segrevanje med centrifugiranjem,
nastavite hlajene centrifuge na 25 °C (77 °F).

Pretocne lastnosti pregrade so povezane z relativno centrifugalno silo.
Optimalno loc¢evanje plazme in ustvarjanje pregrade se zmanjsa pri
pogojih, ki so pod priporocenimi.

Vzorce krvi je treba centrifugirati v $estih urah od odvzema. Ce pred
centrifugiranjem pretece vec ¢asa, je kontaminacija vzorca lo¢ene
nerazredcene plazme z rdecimi krvnickami ve¢ja. Stabilnost vzorca v
polni krvi po Sestih urah mora potrditi vasa ustanova ali preiskovalni
laboratorij.

OPOZORILA IN VARNOSTNI UKREPI
Opozorila

1. Ne uporabljajte epruvet, ¢e so prisotni tujki.

2. Epruvet BD PPT™ ne uporabljajte ponovno.

3. Sterilna je le notranjost epruvete.

4. Epruveta ni brez pirogenov.

5. Epruvet BD PPT™ ne uporabljajte po pretecenem roku uporabe,

ki je natisnjen na nalepki epruvete.

6. Ker ta epruveta BD PPT™ vsebuje kemicni aditiv (EDTA), je treba
upostevati varnostne ukrepe za preprecevanje povratnega toka krvi
med odvzemanjem. Za preprecevanje povratnega toka upostevajte
naslednje varnostne ukrepe:

a. Pacientova roka mora biti usmerjena navzdol.

b. Epruveto drzite tako, da je pokrovcek zgoraj.

c. Sprostite zazemko takoj, ko se v epruveti pojavi kri.

7. Locevanje plazme od celic s centrifugiranjem mora biti opravljeno
v 6-ih urah po odvzemu, da ne pride do napacnih rezultatov preiskave.

8. Po centrifugiranju nekateri limfociti ostanejo med plazmo in
gelom.

9. Prekomerna hitrost centrifugiranja (nad 10.000 RCF) lahko
povzroci, da epruveta BD PPT™ podi, pri ¢emer pride do
izpostavljenosti krvi in morebitnih poskodb.

10. Pokrovcek odstranite tako, da ga zasucete in snamete.
Odstranjevanje s palcem ni priporocljivo.

11. Po odvzemu krvi je lahko na vrhu pokrovcka ostanek krvi.
Upostevajte ustrezne varnostne ukrepe pri rokovanju z epruveto,
da se ne dotaknete te krvi.

12. Enako ravnajte skozi celoten nadzorni cikel, da zagotovite
konsistentne rezultate.
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13. Ce epruvete napolnite preve¢ ali premalo, pride do nepravilnega
razmerja krvi in aditiva, zaradi ¢esar so lahko rezultati analize
nepravilni ali izdelek ne deluje dobro.

14. Antikoagulant (K2EDTA), susen z razprsevanjem, je bele barve.

15. Vedno uporabljajte ustrezne nosilce ali viozke. Ce uporabite
epruvete, ki so pocene ali imajo delce, ali ¢e uporabite previsoko
hitrost centrifugiranja, lahko epruveta poci in v posodo centrifuge
pridejo vzorec, kapljice in aerosol. Izpust teh potencialno nevarnih
materialov lahko preprecite z uporabo posebej zasnovanih zatesnjenih
vsebnikov, v katere vstavite epruvete med centrifugiranjem. Nosilci

in vstavki za centrifugo morajo biti ustreznih velikosti za uporabljene
epruvete. Ce uporabite prevelike ali premajhne nosilce za epruvete,

se lahko epruvete zlomijo.

16. Opomba: Za teste, kot so nekateri testi virusnega bremena HIV, pri
katerih intracelularna DNK moti, so lahko zahtevani posebni pogoji
rokovanja. Za priporocene pogoje rokovanja se obrnite na proizvajalca
testa.

17. Opomba: Zamrznjene epruvete BD PPT™ se lahko ob udarcu
zlomijo. Za zmanjsanje tveganja lomljenja med posiljanjem je treba z
zamrznjenimi epruvetami ravnati enako kot s steklenimi epruvetami.
18. Epruvet ne zamrzujte v pokon¢nem polozaju v pladnju iz stiropora,
saj lahko pocijo.

19. Opomba: Zamrzovanje plazme in situ v epruvetah BD PPT™ je
lahko prepovedano za teste, pri katerih intracelularna DNK moti.

Za priporocila glede transporta in dovoljene cikle zamrzovanja in
odmrzovanja za plazmo EDTA se obrnite na proizvajalca testa.

20. Kadar menjate vrsto ali velikost epruvet za odvzem krvi katerega
koli proizvajalca ali pogoje za ravnanje, obdelovanje in shranjevanje
za dolocen laboratorijski test, mora laboratorijsko osebje pregledati
podatke proizvajalca in svoje podatke, da ugotovi/potrdi referencni
razpon za posamezen instrument/sistem reagenta. Na podlagi teh
informacij se lahko laboratorij nato odlodi, ali so spremembe ustrezne.

(nadaljevanje)
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Opozorila

Upostevajte splosne varnostne ukrepe. Uporabljajte rokavice, halje,

zascito za oci, drugo osebno zasc¢itno opremo in tehni¢no-

tehnoloski nadzor za zas¢ito pred skropljenjem krvi, uhajanjem

Ilzrv] in potencialno izpostavljenostjo patogenom, ki se prenasajo s
rvjo.

Z vsemi bioloskimi vzorci in ostrimi predmeti za odvzem krvi
(lancete, igle, adapter luer in kompleti za odvzem krvi) ravnajte
v skladu s pravilniki in postopki vase ustanove. V primeru
izpostavljenosti bioloskim vzorcem (na primer z vbodom),
poiscite ustrezno zdravnisko pomog, saj lahko vzorci prenasajo
virusni hepatitis, HIV ali druge patogene, ki se prenasajo s krvjo.
Uporabljajte morebitne vdelane zascite za igle, e jih pripomocek
za odvzem krvi ima. BD ne priporo¢a ponovnega namescanja
sc¢itnikov na uporabljene igle. Vendar so lahko pravilniki in
postopki vase ustanove drugacni,

pri ¢emer jih morate vedno upostevati.

Vse epruvete za odvzem krvi odvrzite v vsebnike za nevarne
materiale, ki so odobreni za odstranjevanje teh epruvet.

Ne prenasajte vzorca iz brizge v epruveto. Dodatno rokovanje z
ostrimi predmeti poveca moznosti poskodbe prek vboda z iglo.
Poleg tega se lahko s sprostitvijo bata brizge med prenasanjem
ustvari pozitiven tlak, zaradi ¢esar lahko pokrovcek odleti in vzorec
brizgne, kar predstavlja moznost izpostavljenosti krvi. Zaradi
uporabe brizge za prenos krvi lahko pride tudi do prekomerne
ali nezadostne napolnjenosti epruvete, posledi¢no pa je razmerje
krvi in aditiva neustrezno, pri cemer so lahko rezultati analize
nepravilni. Epruvete

z manjso vsesano prostornino, kot jih na videz kazejo mere, se
morda ne bojo napolnile do navedene prostornine, ¢e jih polnite
iz brizge. Glede uporabe teh vzorcev se je treba posvetovati z
laboratorijem.

Ce se kri odvzema po intravenski (iv.) liniji, zagotovite, da v liniji
ni iv. raztopine, preden zacnete polniti epruvete za odvzem krvi.
To

je nujno potrebno za preprecevanje napacnih laboratorijskih
podatkov zaradi kontaminacije z iv. tekocino.

Ce epruvete napolnite premalo, pride do nepravilnega razmerja
krvi in aditiva, zaradi Cesar so lahko rezultati analize nepravilni ali
izdelek ne deluje dobro.

Prepricajte se, da so vse epruvete pravilno namescene v nosilec

za centrifugo. Nepopolna namestitev lahko povzroci, da pokrovcek
BD Hemogard™ odstopi z epruvete ali da je epruveta visje od
nosilca. Epruvete, ki gledajo nad nosilec, se lahko zataknejo v
glavo centrifuge in se zlomijo.

Preden zacnete odstranjevati epruvete, vedno pocakajte, da

se centrifuga popolnoma ustavi. Ko se glava centrifuge ustavi,
odprite pokrov in preglejte, ali se je katera izmed epruvet morda
zlomila. Ce opazite razbitine, epruvete vzemite iz centrifuge

z mehanskim pripomockom, kot so kles¢e ali hemostatske
prijemalke. Opozorilo: Zlomljenih epruvet ne odstranjujte z
roko. Za navodila glede dezinfekcije glejte navodila za uporabo
centrifuge.

Endotoksin ni nadzorovan. Kri in komponente krvi, odvzete in
obdelave v epruveti, niso namenjene za infuzijo ali uvajanje v
¢lovesko telo.
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& BD Vacutainer® PPT™

Plasmaprepareringsror

D

For preparering av outspadd plasma att anvandas med molekyldra diagnostiska testmetoder

Steril insida
For in vitro-diagnostik

Barriarmaterial: Gel.

Invandig tillsats: Tillrackligt med K2EDTA fér 5 mL/8,5 mL blod.

Proppsmoérjningsmedel: Silikon.

AVSEDD ANVANDNING

BD Vacutainer® PPT™ -plasmaprepareringsrér (BD PPT™ -rér)

ar ettflastvakuumror for provtagning av vendst blod, som vid
centrifugering separerar outspadd EDTA-plasma for anvandnlng i
molekylara diagnostiska testmetoder (sdsom men inte begransat till
PCR - polymeraskedjereaktion och/eller bDNA - férgrenad
DNA-amplifieringsteknik) eller andra férfaranden, dar ett

outspatt EDTA-plasmaprov kravs, som bestams av laboratoriet.

SAMMANFATTNING OCH FORKLARING

Preparering av plasma fran helblod ar ett forsta steg fér manga
molekyléra diagnostiska in vitro-analyser. BD PPT™ -réret ger ett
medel f6r provtagning, bearbetning och transport av ett outspatt
EDTA-plasmaprov i ett slutet vakuumsystem. Réren innehaller

9 mg och 15,8 mg av spraytorkat KoEDTA, vilket ger kvoter pa

1,8 mg/mL och 1,9 mg/mL blod nar vakuumréret fylls korrekt med
antingen 5 mL eller 8,5 mL provvolym. Réret innehaller ocksa ett
gelmaterial, som vid centrifugering bildar en barriar mellan plasman
och de flesta av de celluldra element, som medger transportering av

BD PPT™ -réren utan att avlagsna plasman. Resultatet ar ett bekvamt,

sakert, enkelt rérsystem for provtagning av helblod och separering
v plasma. Prover kan samlas in situ, bearbetas och transporteras pa

plats, vilket minskar risken for exponering for blodburna patogener

pa insamlings- och provbearbetningsplatserna.

FORVARING

Forvara ofylld ror vid 4-25 °C. Begrénsade avvikande temperaturer

upp till 40 °C, som for en sammanlagd tid inte 6verstiger 10 dagar,

ar acceptabla.

PROVTAGNING OCH -HANTERING

Utrustning fér provtagning som krévs men inte medféljer

1. Alla BD Vacutainer® nalhallare av standardstorlek kan anvandas
med 13 mm diameters ror.

2. Alkoholtork fér rengoring av stallet.

3. Torr ren gasvavskompress.

4. Stasslang.

5. Avfallsbehallare for den anvanda nalen eller kombinationen
av nal/hallare.

Utrustning foér provpreparering som krdvs men inte medféljer

1. Centrifug av utsvangningsrotortyp med férmaga att alstra en
relativ centrifugalkraft pa 1 100 x g (RCF) vid rorets botten.

2. Handskar och annan personlig skyddsutrustning som krévs for
skydd mot exponering for blodburna patogener.

Férberedelse fér provtagning

Se till att féljande material finns till hands innan venpunktion utférs:
1. Se ovan utrustning som behovs.

2. Alla nédvandiga rér, identifierade efter storlek, prov och tillsats.
3. Etiketter for positiv patientidentifiering av prover.

BRUKSANVISNING

1. Forbered venpunktionsstallet med ett lampligt antiseptikum.
Anvand din institutions rekommenderade forfarande for
standardvenpunktionsteknik och provtagning.

2. Ta bort nalskyddet.
3. Utfor venpunktion.

4. Placera roret i hallaren och tryck réret framat tills rérproppen
har penetrerats.

5. Slapp stasslangen sa snart blodet syns i roret.

6. Vanta tills réret har fyllts till den angivna volymen och
blodflodet upphor.

7. Dra av roret fran nalen inuti hallaren.
8. Ta bort roret fran hallaren.

9. Efter att helblod har samlats in i BD PPT™ -roret, invertera
omedelbart och forsiktigt BD PPT™ -roret 8 - 10 ganger.

10. Efter blandning kan helblodsprovet forvaras upp till sex
(6) timmar vid rumstemperatur fére centrifugering.

11. Centrifugera BD PPT™ -réret pa en balanserad centrifug av
utsvangningsrotortyp i rumstemperatur vid 1 100 RCF under minst
10 minuter.

Obs! Anvéndning av alternativa centrifugeringsférhallanden kan
ocksa ge acceptabel prestanda, vilket bor utvarderas och valideras
av laboratoriet.

12. For att erhalla ett outspatt plasmaproy, ta bort BD Hemogard™
-forslutningen (Se avsnittet Anvisningar fér borttagning av

BD Hemogard™ -forslutning) och dekantera plasma i ett separat
karl eller en alikvot av plasma i ett separat karl med hjalp av en
overforingspipett. OBS! Nar du anvander en 6verféringspipett,
tank pa att INTE stora gelbarridren med spetsen pa pipetten.

ANVISNINGAR FOR BORTTAGNING AV
BD HEMOGARD™ -FORSLUTNING

1. Greppa BD PPT™ -réret med ena handen, placera tummen under
BD Hemogard™ -forslutningen. (For 6kad stabilitet, placera armen
pa en fast yta.) Vrid med den andra handen BD Hemogard™
-forslutningen och tryck samtidigt uppat med den andra handens
tumme BARA TILLS RORPROPPEN LOSSATS.

2. Ta bort tummen innan férslutningen lyfts. ANVAND INTE tummen
till att trycka av forslutningen fran réret. Var forsiktig! Om roret
innehaller blod, finns en exponeringsrisk. For att forhindra skada
under borttagning av forslutningen, ar det viktigt att tummen, som
anvands for att skjuta uppat pa forslutningen, tas bort fran kontakten
med roret sa snart BD Hemogard™ -férslutningen lossats.

3. Lyft férslutningen av réret. Om det osannolika skulle intraffa
att plasthylsan separeras fran ?ummlproppen MONTERA INTE IHOP
FORSLUTNINGEN PA NYTT. Ta férsiktigt bort gummiproppen fran
réret.

ANVISNINGAR FOR ATERISA'ITNING AV
BD HEMOGARD™ -FORSLUTNING
1. Placera forslutningen over roret.

2. Vrid och tryck ned ordentligt tills proppen ar helt tillbakasatt.
Det ar nodvandigt att proppen satts tillbaka fullstandigt for att
forslutningen ska stanna sakert pa réret under hanteringen.

(Fortséttning)
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FORVARING OCH TRANSPORT AV PROV

1. Helblod kan forvaras i BD PPT™ -réret i upp till sex (6) timmar
fore centrifugering. Centrifugering av ett prov under en period pa
mer an sex (6) timmar kan krava validering av institutionen eller
laboratoriet. Se analystillverkarens rekommenderade férvaringstider
och temperaturer for EDTA-antikoagulerat helblod.

2. Plasma kan férvaras och transporteras i BD PPT™ -roret vid
rumstemperatur, kylskapstemperatur eller fryst pa torris. Se
analystillverkarens rekommenderade férvaringstider och
temperaturer for EDTA-plasma.

3. Plasma kan férvaras fryst in situ i BD PPT™ -roret. Frys
centrifugerade BD PPT™ -ror upprattstaende i ett 6ppet tradstall vid
-20 °C i minst 2 timmar. Frysta PPT-rér kan sedan antingen ligga kvar

i -20 °C, 6verforas till -70 °C eller lagre for ytterligare forvaring eller
fraktas frysta pa torr is. Anvandare bor validera sitt eget frysnings- och
fraktforfarande for BD PPT™ -rér. Obs! Frysning av plasma in situ i

BD PPT™ -r6r kan vara forbjuden for analyser, till exempel vissa virala
HIV-belastningstest, dar intracellular DNA stor.

4. Tina BD PPT™ -ror i ett tradstall i rumstemperatur (18-25 °C).
Nar man 6vervager anvandning av flera frys-/upptiningscykler, bor
anvandarna validera sitt eget frys-/upptiningsférfarande for

BD PPT™ -ror.

SYSTEMETS BEGRANSNINGAR

Méngden draget blod varierar med héjd, omgivande temperatur,
lufttryck, rorets alder, vendst tryck och fyllningsteknik.
Standardcentrifugeringsférhallanden for att generera plasma for
testning sedimenterar inte helt alla celler. Féljaktligen kan den cell-
baserade metabolismen, liksom den naturliga nedbrytningen ex vivo
paverka plasmaanalytkoncentrationer/-aktiviteter utéver acellulara
férandringar.

Barriarmaterialets flodesegenskaper ar temperaturrelaterade. Flodet
kan hammas om det kyls fore eller under centrifugering. For att
optimera flédet och férhindra uppvarmning under centrifugering,
stall kylcentrifuger pa 25 °C (77 °F).

Barriarmaterialets flodesegenskaper ar RCF-relaterade. Optimal
plasmaseparering och barriarbildning minskar vid samre férhallanden
an de rekommenderade.

Blodprov bér centrifugeras inom sex timmar efter provtagning.
Erytrocytkontaminering av det separerade outspadda plasmaprovet
O6kar med 6kande fordréjning innan centrifugering. Provstabiliteten
i helblod utover sex timmar bor valideras av institutionen eller
testlaboratoriet.

FORSIKTIGHETSBEAKTANDEN OCH VARNINGAR
Forsiktighetsbeaktanden

Anvand inte ror om det finns frammande partiklar
Ateranvand inte BD PPT™ ror.

Endast insidan av roret ar steril.

Réret &r inte pyrogenfritt.

5. Anvand inte BD PPT™ -ror efter det utgangsdatum som tryckts
pa rorets etikett.

6. Eftersom detta BD PPT™ -r6r innehaller en kemisk tillsats
(EDTA), bor forsiktighetsatgarder vidtas for att férhindra eventuellt
aterflode fran réret under blodprovtagning. laktta féljande
forsiktighetsatgarder for att skydda mot aterflode:

a. Placera patientens arm i nedatriktat lage.

b. Hall réret med proppen uppat.

c. Slapp stasslangen sa snart blodet syns i roret.
7. Separering av plasma fran cellerna genom centrifugering bor
ske inom 6 timmar efter provtagning for att forhindra felaktiga
testresultat.
8. Efter centrifugeringen kommer en del lymfocyter att stanna kvar
i plasma-/gelgranssnittet.

9. Overdriven centrifugeringshastighet (éver 10 000 RCF) kan orsaka
att BD PPT™ -réret gar sonder, exponering for blod och eventuella
skador.

10. Ta bort propparna genom att vrida och dra. Att ta bort dem
genom att vicka med tummen rekommenderas inte.

11. Efter venpunktionen kan den 6vre delen av proppen innehalla
kvarvarande blod. Vidta lampliga forsiktighetsatgarder vid hantering
av roéren for att undvika kontakt med detta blod.

12. Genomfor en enhetlig hantering genom hela évervakningscykeln
for att sakerstalla jamna resultat.

13. Overfyllning eller underfyllning av rér resulterar i ett felaktigt
forhallande mellan blod och tillsats och kan leda till felaktiga
analysresultat eller bristfallig produktprestanda.

AN =
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14. Den spraytorkade antikoagulanten (K2EDTA) har vit farg.

15. Anvand alltid lampliga hallare eller insatser. Att anvanda rér med
sprickor eller flisor eller 6verdriven centrifugeringshastighet kan
orsaka att réren spricker, med frisattning av prov, droppar och aerosol
i centrifugskalen. Frisattningen av dessa potentiellt farliga material
kan undvikas genom att anvanda speciellt konstruerade forslutna
behallare i vilka réren halls under centrifugering. Centrifughallare
och insatser bor vara av ratt storlek specifikt for de réor som anvands.
Att anvanda hallare, som ar for stora eller for sma for réren, kan
resultera i sprickor.

16. Obs! Speciella hanteringsférhallanden kan kravas for analyser,
sasom vissa virala HIV-belastningstest, dar intracellular DNA

stor. Radfraga analystillverkaren angaende rekommenderade
hanteringsférhallanden.

17. Obs! De frysta BD PPT™ -réren kan spricka vid paverkan. For att
minska risken for sprickor under frakten, bor frysta rér behandlas
pa samma satt som glasror.

18. Frys inte roret uppratt i en frigolithallare, eftersom detta kan
orsaka att ror spricker.

19. Obs! Frysning av plasma in situ i BD PPT™ -r6r kan vara forbjuden
for analyser, dar intracellular DNA stor. Radfraga analystillverkaren
angaende rekommenderade transportanvisningar och tillatna
frys-upptiningscykler for EDTA-plasma.

20. Nar du byter nagon tillverkares blodprovtagningsrortyp, -storlek,
-hanterings-, -bearbetnings- eller -férvaringsférhallanden for en viss
laboratorieanalys, bor laboratoriepersonalen se éver rértillverkarens
uppgifter och sina egna uppgifter for att faststalla/verifiera
referensomradet for ett specifikt instrument-/reagenssystem. Baserat
pa sadan information kan laboratoriet sedan bestdmma om byten
ar lampliga.

(Fortsdttning)
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Varningar

Praktiska generella férsiktighetsbeaktanden. Anvénd handskar,
rockar, 6gonskydd, annan personlig skyddsutrustning, samt
tekniska kontroller for att skydda mot blodstank, blodldckage och
potentiell exponering for blodburna patogener.

Hantera alla biologiska prover och “vassa” provtagningsmaterial
(lancetter, ndlar, lueradaptrar och provtagningssatser) enligt de
foreskrifter och procedurer som galler pa din institution. Kontakta
lakare i handelse av exponering for biologiska prover (till exempel
genom en punkteringsskada), eftersom de kan 6verfora viral
hepatit, HIV eller andra blodburna patogener. Anvand ett inbyggt
nalskydd, om ett sadant tillhandahalls med provtagningssatsen.

BD rekommenderar inte att satta pa hylsan pa anvanda nalar. Dock
kan rutiner och procedurer vara annorlunda pa din institution och
bor alltid foljas.

Kassera alla blodprovtagningsror i behallare godkanda for
biologiskt riskmaterial.

Overfér inte ett prov fran en spruta till ett rér. Ytterligare
manipulering av vassa foremal 6kar potentialen fér nalsticksskada.
Dessutom kan ett tryck pa sprutkolven under 6verféringen skapa
ett positivt tryck, med kraft skjuta ut proppen och provet och
orsaka en risk for blodexponering. Att anvanda en spruta for
blodoverforing kan ocksa orsaka 6ver- eller underfylining av rér,
vilket resulterar i ett felaktigt forhallande mellan blod och tillsats
och risk for felaktiga analysresultat. Ror med mindre provvolym an
den nominella matt indikerar, kan kanske inte fylla den foreskrivna
volymen om det fylls fran en spruta. Laboratoriet bor konsulteras
gallande anvandningen av dessa prover.

Om blod samlas in via en intravenos (IV) linje, se till att linjen har
tomts pa IV-I6sningen innan du bérjar fylla blodprovsrér. Detta ar
avgorande for att undvika felaktiga laboratoriedata pa grund av
IV-vatskekontaminering.

Underfyllning av ror resulterar i ett felaktigt forhallande mellan
blod och tillsats och kan leda till felaktiga analysresultat eller
bristfallig produktprestanda.

Se till att roren ar korrekt placerade i centrifughallaren.
Ofullstandig placering kan resultera i att BD Hemogard™
-foérslutningar separeras fran roret eller férlangning av réret
ovanfor hallaren. Rér som sticker upp 6ver hallaren kan fastna i
centrifughuvudet och brytas sonder.

Vanta alltid tills centrifugen har stannat och star helt stilla innan
du forsoker ta bort réren. Nar centrifughuvudet har stannat,
Oppna locket och undersdk om det finns nagra trasiga rér. Om det
finns trasiga ror, anvand en mekanisk anordning sasom tang eller
hemostat for att ta bort réren. Var forsiktig! Ta inte bort trasiga
rér med handen. Se i centrifugens bruksanvisning angaende
desinficeringsinstruktioner.

Endotoxiner kontrolleras inte. Blod och blodkomponenter som
samlas in och bearbetas i réren ar inte avsedda for infusion eller
injicering.

gaall Becton, Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417-1885 USA

Becton, Dickinson and Company, Belliver Industrial Estate, Belliver Way, Roborough, Plymouth PL6 7BP United Kingdom
BD, BD Logo and all other trademarks are property of Becton, Dickinson and Company. ©2015 BD

US-patent nr 5,906,744 och andra motsvarande utldndska patent.

82

REFERENSER

Fernandes H, Morosyuk S, Abravaya K, Ramanathan M, Rainen L:
Evaluation of effect of specimen handling parameters for plasma
preparation tubes on viral load measurements obtained by using the
Abbott RealTime HIV-1 Load Assay RNA. J Clin Micro 2010,
48(7):2464-2468.

Kran A-MB, Jonassen T@, Sannes M, Jakobsen K, Lind A, Maeland A,
Holberg-Petersen M : Overestimation of HIV-1 viral load caused by
cells in plasma for plasma preparation tubes. J Clin Micro 2009,
47(7): 2170-174.

Wan H, Seth A, Rainen L, Fernandes H: Co-amplification of HIV-1
proviral DNA and viral RNA in assays used for quantification of
HIV-1 RNA. J Clin Micro 2010, 48(6):2186-90.

Holodniy M, Rainen L, Herman S, Yen-Lieberman B: Stability of plasma
HIV viral load in Vacutainer® PPT™ Plasma Preparation Tubes during
overnight shipment. 2001 J Clin Micro 38(1):323-6.

TEKNISK SERVICE

Inom USA kontakta:
Technical Services

BD Life Sciences - Preanalytical Systems
1 Becton Drive

Franklin Lakes, NJ 07417
1-800-631-0174

www.bd.com/vacutainer/referencematerial

Utanfor USA kontakta din lokala BD-representant.

C€

06/2015
VDP40162-WEB-03
Made in USA

133



& BD Vacutainer® PPT™

Plazma Hazirlama Tiipu

TR

Molekuler Diyagnostik Test Yontemleri ile kullanim icin Seyreltilmemis Plazmanin Hazirhigi igin

Steril ic _
In Vitro Diyagnostik Kullanim Icin

Bariyer Malzemesi: Jel.

ic Katki Maddesi: 5 mL/8,5 mL kan icin yeterli K;EDTA

Durdurucu Yaglama: Silikon.

KULLANIM AMACI

BD Vacutainer® PPT™ Plazma Hazirlama TupU (BD PPT™ Tupt)
molekuler diyagnostik test yontemlerinde (PCR - polimeraz zincir
reaksiyon ve/veya bDNA - dallanmis DNA amplifikasyon teknikleri
dahil ancak bunlarla sinirli olmayacak sekilde) veya seyreltilmemis
EDTA plazma 6rneginin laboratuvar tarafindan belirlendigi sekilde
gerekli oldugu diger prosedurlerde kullanim icin santrifdj ile
seyreltilmemis EDTA plazmayi ayiran, vendz kanin toplanmasi icin
plastik bosaltilmis bir taptur.

OZET VE ACIKLAMA

Pek cok in vitro molekuler diyagnostik test icin tam kandan plazma
hazirlanmasi ilk adimdir. BD PPT™ TipU kapali bosaltiimis bir sistemde
seyreltiimemis bir EDTA plazma 6érneginden toplama, isleme ve nakil
icin yollar saglar. Tupler, bosaltiimis tip dogru sekilde 5 mL veya

8,5 mL cekme hacmiyle dolduruldugunda 1,8 mg/mL ve 1,9 mg/mL
oranlarinda kan veren 9 mg ve 15,8 mg spreyle kurutulmus K>EDTA
icerir. Tup, plazma cikariimaksizin BD PPT™ TupUnun nakline izin
veren, santrifljle plazma ve cogu selller eleman arasinda bir bariyer
olusturan bir jel malzemesini de icerir. Sonug, tam kanin toplanmasi ve
plazmanin ayrilmasi icin kullanish, gtvenli, tek tip sistemidir. Ornekler
in situ toplanabilir, islenebilir ve nakledilebilir, boylelikle toplama

ve 6rnek isleme bolgelerinde kanla bulasan patojenlere maruziyet
olasiligini azaltir.

SAKLAMA

Forvara ofylld ror vid 4-25 °C. Begransade avvikande temperaturer
Doldurulmamis tupleri 4-25 °C’'de saklayin. 10 gina asmayan
kumaulatif bir stre igin, 40 °C'ye kadar sinirli ekskursiyon sicakliklari
kabul edilebilirdir.

ORNEK TUPLAMA VE MUAMELE

Ornek Toplanmasi icin Saglanmayan Gerekli Ekipman

1. Herhangi bir standart boyutlu BD Vacutainer® igne Tutucu
13 mm cap tupleri ile kullanilabilir.

2. Temizleme bélgesi icin alkol strtntlsu.

3. Kuru temiz gazli bez.

4. Turnike.

E. bKuIIamIm|§ igne veya igne/tutucu kombinasyonu i¢in igne atma
abi.

Ornek islenmesi igin Saglanmayan Gerekli Ekipman

1. Tup dibinde 1.100 x g (RCF) bagil santrifij kuvveti olusturabilen
disa sallamali rotor tipi santrifUj.

2. Kanla bulasan patojenlere maruziyetten koruma icin gerekli
oldugunda eldivenler ve diger kisisel koruyucu ekipman.
Ornek Toplama igin Hazirlik

Venipunktirl gerceklestirmeden 6nce asagidaki malzemelere kolayca
erisilebildiginden emin olun:

1. Yukaridaki gerekli ekipmana bakin.

2. Tum gerekli tupler, boyut, cekme ve katki maddesi icin
tanimlanmistir.

3. Orneklerin pozitif hasta tanimlamasi icin etiketler.

KULLANIM TALIMATLARI

1. llgili bir antiseptik ile venipunktir bélgesini hazirlayin.
Kurumunuzun standart venipunktir teknigi ve érnek toplama icin
onerilen islemini kullanin.

2. igne kilifini cikarin.

3. Venipunktur gerceklestirin.

4. Tupu tutucuya yerlestirin ve durdurucuya penetre edilene dek
tapu ileri itin.

5. Tupte kan goranar géranmez turnikeyi serbest birakin.

6. Tup belirtilen hacmine doldurulana ve kan akisi durana kadar
bekleyin.

7. Tutucunun icindeki igneden tlpu cekip ¢ikarin.
8. Tupu tutucudan gikarin.

9. BD PPT™ Tupunde tam kani topladiktan sonra, BD PPT™ TUpUnU
8-10 kere derhal ve hafif¢e ters gevirin.

10. Karistirdiktan sonra, tam kan 6rnegi santriflje kadar oda
sicakliginda (6) saate kadar saklanabilir.

11. BD PPT™ Tuplni dengeli, minimum 10 dakika boyunca
1.100 RCF'de oda sicakliginda disa sallamali rotor tipi santrifujde
santrifije sokun.

Not: Alternatif santriftj kosullarinin kullanimi da kabul edilebilir
performans saglayabilir; bu, laboratuvar tarafindan degerlendirilmeli
ve valide edilmelidir.

12. Seyreltilmemis bir plazma 6érnegi elde etmek i¢cin, BD Hemogard™
Klostrunt cikarin (Bkz. BD Hemogard™ KlostrtinG Cikarma Bélumu)
ve bir nakil pipeti kullanarak plazmayi ayri bir kaba veya alikot
plazmayi ayri bir kaba bosaltin. NOT: Bir nakil pipeti kullanirken,
pipetin ucuyla jel bariyerine engel olmadiginizdan EMIN OLUN.

BD HEMOGARD™ KLOSURUNUN CIKARILMASI iCiN TALIMATLAR

1. BD PPT™ Tupd, bas parmaginizi BD Hemogard™ Klostrinun
altina yerlestirerek, bir elinizle kavrayin. (Ilave stabilite icin, kolunuzu
kati bir ylizeye koyun.) YALNIZCA TUP DURDURUCU GEVSEYENE

DEK diger elin bas parmadiyla eszamanli olarak yukari iterken, diger
elinizle, BD Hemogard™ Klosurtnu buakun.

2. Klosurt kaldirmadan 6nce bas parmagi uzaklastirin. Klostra
tapten itmek i¢in bas parmak KULLANMAYIN. Dikkat: Tuip kan
iceriyorsa, bir maruziyet riski mevcuttur. Klostrtin ¢ikarilmasi sirasinda
yaralanmayi engellemeye yardimci olmak icin, BD Hemogard™ Klostir
gevser gevsemez klosuru yukari itmekte kullanilan bas parmagin tiple
temasinin kesilmesi 6nemlidir.

3. Klosura tupten kaldirin. Dustk ihtimalli plastik kilifin lastik
durdurucudan ayrilmasi durumunda, KLOSURU TEKRAR TAKMAYIN.
Lastik durdurucuyu ttpten dikkatlice cikarin.

BD HEMOGARD™ KLOSURUNUN TEKRAR

TAKILMASI iGiN TALIMATLAR

1. Klosurt tupe tekrar yerlestirin.

2. Durdurucu tam olarak tekrar yerlesene dek bukin ve sikica
itin. Klostirin muamele sirasinda tlipte sabit sekilde kalmasi icin
durdurucunun tam olarak tekrar takilmasi gereklidir.

(Devam)
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ORNEK SAKLAMA VE NAKLI

1. Tam kan, santrifij dncesinde alti (6) saate kadar BD PPT™ Tupinde
saklanabilir. Bir 6rnegin alti (6) saatten uzun strede santrifuju
kurumunuzun veya test laboratuvarinizin validasyonunu gerektirebilir.
EDTA anti-koagule edilmis tam kan icin test Ureticinizin énerilen
saklama sureleri ve sicakliklarina danisin.

2. Oda veya sogutulmus sicakliklarda veya kuru buzda dondurulmus
olarak plazma BD PPT™ Tupunde saklanabilir ve nakledilebilir EDTA
plazma icin test Ureticinizin 6nerilen saklama sureleri ve sicaklklarina
danisin.

3. Plazma BD PPT™ Tupunde in situ dondurulmus olarak saklanabilir.
Santriftjlenmis BD PPT™ Tuplerini minimum 2 saat i¢in -20 °C'de

acik tel g)ir rafta dik olarak dondurun. Dondurulmus PPT Tupleri

ya -20 °C'de kalabilir, daha fazla saklama -70 °C veya icin daha

altina nakledilebilir veya kuru buzda dondurularak génderilebilir.
Kullanicilar BD PPT™ Tupleri i¢in kendi dondurma ve gonderme
protokolina valide etmelidir. Not: Plazmayi BD PPT™ Tiiplerinde in
situ dondurmak, intraseliiler DNA'nin miidahale ettigi bazi HIV viral
yiik testleri gibi testler icin yasaklanabilir.

4. BD PPT™ Tuplerini bir tel rafta ortam sicakhiginda (18-25

°C) ¢6zun. Coklu dondurma/c6zme donguleri dasunaldaginde,
kullanicilar BD PPT™ Tupleri icin kendi dondurma/¢ézme protokoltin
valide etmelidir.

SISTEMIN SINIRLAMALARI

Kan ¢ekimi miktari rakim, ortam sicakligi, barometrik basing, tup yasi,
vendz basing ve dolum teknigi ile degisir. Test icin plazma olusturmak
icin standart santrifj kosullari tim hucreleri tam olarak ¢ékeltmez.
Buna gore, hiicre bazli metabolizma ve dogal degradasyon eks vivo
aseluler degisikliklerin 6tesinde plazma analit konsantrasyonlarina/
aktivitelerine etki edebilir.

Bariyer malzemesinin akis 6zellikleri sicaklikla ilgilidir. Santriftijden
Once veya santrifij sirasinda sogursa, akis engellenebilir. Akisi
optimize etmek ve santrifij sirasinda isiy1 dnlemek icin, sogutulmus
santrifjleri 25 °C'ye (77 °F) ayarlayin.

Bariyer malzemesinin akis 6zellikleri RCF ile ilgilidir. Optimum plazma
ayrimi ve bariyer olusumu asagida 6nerilen kosullarda azalir.

Kan érnekleri toplamanin alti saati icinde santrifuje sokulmalidir.
Ayrilmis seyreltilmemis plazma érneginin kirmizi kan hiicresi
kontaminasyonu santrifukden 6nce artan gecikme ile artar. Tam
kandaki alti saatin 6tesindeki 6rnek stabilitesi kurumunuz veya test
laboratuvari tarafindan valide edilmelidir.
iKAZLAR VE UYARILAR
ikazlar
1. Yabanci madde mevcutsa, tupleri kullanmayin
2. BD PPT™ Tuplerini tekrar kullanmayin.
3. Tupln yalnizca igi sterildir.
4. Tup pirojensiz degildir.
5. Tup etiketinde basili olan son kullanma tarihinden sonra BD PPT™
Tuplerini kullanmayin.
6. Bu BD PPT™ Tupu kimyasal katki maddesi (EDTA) icerdiginden,
kan toplama sirasinda tUpten olasi geri akisi dnlemek icin dnlemler
alinmalidir. Geri akisa karsi koruma saglamak icin, asagidaki 6nlemleri
gobzetin:

a. Hastanin kolunu asagi dogru bir konuma yerlestirin.

b. TipQ, durdurucu en Ustte olacak sekilde tutun.

c. Tupte kan goérantr gérinmez turnikeyi serbest birakin.
7. Hatali test sonuglarini 6nlemek igin santriftj ile plazmanin
hiicrelerden ayrilmasi toplamanin 6 saati icinde gerceklesmelidir.
8. Santrifujun ardindan, plazmada/jel arabiriminde bazi lenfositler
kalir.
9. Asiri santriflj hizi (10.000 RCF tzeri) BD PPT™ TUpUnun
kirllmasina, kana maruziyete ve olasi yaralanmaya neden olabilir.
10. Durduruculari bikme ve cekme hareketi ile cikarin. Bas parmakla
dondurerek ¢ikarmak énerilmez.

11. Venipunktirden sonra, durdurucunun Ustt kalinti kan icerebilir.
Bu kanla temastan kacinmak icin ttpleri kullanirken gerekli dnlemleri
alin.

12. Tutarh sonuclar saglamak igin izleme déngust boyunca tek tip
muamele yUratun.

13. Tuplerin asirt dolumu veya az dolum hatali kan-katki maddesi
orani ile sonuglanir ve hatali analitik sonuglara veya zayif Grlin
performansina yol acabilir.

14. Spreyle kurutulan antikoagulan (K2EDTA) beyaz bir renge sahiptir.
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15. Daima ilgili tasiyicilari veya ara parcalari kullanin. Catlak

veya centikli taplerin kullanimi veya asiri santriftj hizi, 6rnegin,
damlaciklarin serbest birakilmasi ve santrifij canagina aerosol
girmesi ile tup kirllmasina neden olabilir. Bu potansiyel olarak riskli
malzemelerin serbest birakilmasindan, santriftj sirasinda ttplerin
tutuldugu 6zel olarak tasarlanmis kapali kaplar kullanilarak
kacinilabilir. Santrifaj tasiyicilari ve ara parcalari kullanilan ttplerin
boyutuna 6zel olmalidir. Tup icin cok buyuk veya ¢ok kuguk
tastyicilarin kullanimi kirllmayla sonuglanabilir.

16. Not: intraseltler DNA'nin miidahale ettigi, bazi HIV viral yik
testleri gibi testler icin 6zel muamele kosullari gerekli olabilir. Onerilen
muamele kosullari icin test Ureticisine danisin.

17. Not: Dondurulmus BD PPT™ Tupleri darbe ile kirillmaya tabidir.
Gonderim sirasinda kirilma riskini azaltmak icin, dondurulmus ttplere
cam tuplere yapildigi sekilde muamele edilmelidir.

18. Tuplerin ¢atlamasina neden olabildiginden tupleri dik olarak
straforda dondurmayin.

19. Not: Plazmayi in situ BD PPT™ Tuplerinde dondurmak intraseltler
DNA'nin midahale ettigi testler icin yasaklanabilir. EDTA plazma igin
onerilen nakil talimatlari ve izin verilen dondurma-¢6zme dénguleri
icin test Ureticisine danisin.

20. Herhangi bir Ureticinin kan toplama tup tipi, boyutu, muamelesi,
islemesi veya saklama kosullari belirli bir laboratuvar testi igin
degistirildiginde, laboratuvar personeli, spesifik bir cihaz/reaktif
sistemi icin referans araligini olusturmak/dogrulamak Uzere tup
areticisinin verilerini ve kendi verilerini incelemelidir. Laboratuvar
boyle bilgileri temel alarak degisikliklerin uygun olup olmadigina
karar verebilir.

(Devam)
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Uyarilar

Universal Onlemleri Uygulayin. Kan sicramasi, kan sizintisi ve
kanla bulasan patojenlere potansiyel maruziyetten korumak icin,
eldivenler, dnlukler, g6z korumasi, diger kisisel koruyucu ekipman
ve muhendislik kontrollerini kullanin.

Tum biyolojik érnekleri ve kan toplama “delici-kesicileri” (lansetler,
igneler, luer adaptorleri ve kan toplama setleri) kurumunuzun
ilkeleri ve islemlerine gére kullanin. Viral hepatit, HIV veya baska
kanla bulasan patojenler tasiyabilecekleri icin biyolojik 6rneklere
herhangi bir maruz kalma durumunda (6rnegin, delici bir yara ile)
uygun tibbi yardim isteyin. Kan toplama cihazinda varsa, herhangi
dahili bir igne koruyucudan yararlanin. BD kullaniimis ignelerin
tekrar kiliflanmasini 6nermez. Ancak, kurumunuzun ilkeleri ve
islemleri farklilik gosterebilir ve daima takip edilmelidir.

Tum kan toplama ttplerini atilmalari icin onaylanmis biyolojik
olarak tehlikeli madde kaplarina atin.

Siringadan tupe bir 6rnegi nakletmeyin. Delici-kesicilerin ek
manipulasyonu igne ¢cubugu yaralanmasi acisindan potansiyeli
arttirir. Ek olarak, aktarim sirasinda siringa pistonuna basmak
pozitif bir basing olusturabilir, durdurucuyu ve 6rnegi kuvvetle
yer degistirtir ve potansiyel kan maruziyetine neden olur. Kan
aktarimiicin siringa kullanmak taplerin fazla veya az dolmasina da
neden olabilir, hatal bir kan-katki maddesi oraniyla ve potansiyel
olarak hatali analitik sonuclarla sonuclanir. Gériinen boyutlardan
daha kucuk ¢ekme hacmine sahip tupler bir sirrngadan
dolduruldugunda, belirtilen hacmine kadar dolmayabilir. Bu
orneklerin kullanimina iliskin laboratuvara danisiimalidir.

Kan intravenoz (1.V.) hatti yoluyla toplanirsa, kan toplama
tuplerini doldurmaya baslamadan énce hattin I.V. solisyonundan
temizlendiginden emin olun. Bu, I.V. sivi kontaminasyonundan
gelen hatali laboratuvar verilerinden kacinmak icin kritiktir.

Tuplerin az dolumu hatali kan-katki maddesi orani ile sonuclanir
ve hatali analitik sonuclara veya zayif Urtn performansina yol
acabilir.

Tuplerin santrifaj tastyicisina diizgn sekilde yerlestirildiginden
emin olun. Eksik yerlestirme, BD Hemogard™ Klosurlerintn
tlpten veya tasiyicinin Gzerinde tpUn uzantisindan ayrilmasiyla
sonuclanabilir. Tastyiciyr asan tupler santrifj kafasina yakalanabilir,
kirlma meydana getirir.

Tupleri ¢ikarmaya calismadan 6nce santriftjan bir durusu
tamamlasina daima izin verin. Santriflj kafasi durduktan sonra,
kapagdi acin ve olasi kirik ttpler agisindan inceleyin. Kirilma
belirirse, tupleri ¢cikarmak icin forseps veya hemostat gibi mekanik
cihaz kullanin. Dikkat: Kirik ttpleri elle ¢cikarmayin. Dezenfeksiyon
talimatlari icin santriflj talimat el kitabina bakin.

Endotoksin kontrol edilmedi. Toplanan ve tup icerisinde islemden
gecirilen kan ve kan bilesenlerinin, infizyon i¢in kullanimi veya
insan vicuduna aktarimi amaglanmaz.
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& BD Vacutainer® PPT™

Mpob6ipka Ang NiAroToBKU nsiasmu

@

Ana niaroToBKM Hepo3BeAeHOI Naa3sMun 414 3aCTOCYBAHHA NMpu NpoBeAeHHI aHani3iB MoOeKyAAPHOI AiarHOCTUKN

BHYTpIilLIHA YacTUHA € CTEPUJILHOIO
Ana fiarHOCTUYHOrO 3aCTOCYBaHHA /n Vitro

bap’epHuin maTepian: rens.

BHyTpiwHsa aobaska: EATA-K2 y kinbkocTi, gocTaTHin ans 5 mn/8,5 mn Kposi

3MaLIJ,yBaHHﬂ 3aTUYKN: CUNIKOH.

LLUIbOBE NMPU3HAYEHHA

Mpobipka ans niarotosku nnasmu BD Vacutainer® PPT™ (npobipka
BD PPT™) — e nnacTuKoBa BakyyMHa npobipka, npu3HayeHa ans
B3ATTA BEHO3HOI KPOBIi, WO Nig Yac LeHTpuUdyryBaHHs BiJOKPEMITIOE
Hepo3BejeHy nnasmy, B3aty 3 E[ITA, ans 3acToCyBaHHA npu
NpPOBeAEHHI aHasi3iB MONEKYNAPHOT AiarHOCTUKN (TAaKMX K

MJIP — noniMepa3sHa NaHLlorosa peakuis Ta/abo bDNA — meToamn
amnnidikauii posranyxeroi HK, Ta iH.) un iHWKX npouenyp, ans
AKMX MOTPibHEH 3pa30K Hepo3BeAeHOl naa3mu, B3aToi 3 EATA, ki
BM3HayaloTbCs labopaTopieto.

PE3IOME TA NMOACHEHHA

[MpuMroTyBaHHA Naa3mMu 3 LiJIbHOT KPOBI € NepLlwnM eTanom npu
npoBeAeHHi 6araTbox aHani3iB MONEKYNAPHOT AiarHOCTUKM

in vitro. NMpobipka BD PPT™ 3abe3neuye yMOBM Ans B3ATTA, 06p0oOKM
i TPAHCMOPTYBAHHS 3pa3ka HEPO3BEAEHOI MJ1a3Mu, B3ATOrO

3 EATA, y 3aKpUTin BAaKYyMHi cuctemi. I'Ip06|pKV| MIiCTATb 9 MI

i 15,8 mr BucyweHoro posnuneHHsm EATA-K>, wo 3abe3neuye
CI'IiBBi/J,HOLIJeHHSI 1,8 mr/mn ta 1,9 Mr/mn KpoBi Npu NpaBuibHOMY
HanoBHEeHHi BakyyMHOI Npobipku Ao 5 mn abo 8,5 mn 0b6’emy
HanoBHeHHs. Mpobipka TaKoX MiCTUTb refieBuii MaTepiasn, sKnui

npu LeHTpudyrysaHHi yTBoptoe bap’ep Mix niasmoto i 6inblicTio
KNITUHHUX eNeMEHTIB, WO A03BOJIAE TPAHCNOPTYBATU NPObipKY

BD PPT™, He Bupanatoun nnasmy. Sk pesynbtat — L 3pyyHa i
be3neyHa cucTema, WO CKNAAAETLCA 3 OAHIEI Npobipku, npusHadeHa
AR B3ATTA LiNbHOI KPOBi Ta BifJOKPeM/IEHHA N1a3Mn. 3paskn MOXHA
36upaTn, 06pobaOBaTU | TPAHCMOPTYBATM HAa MiCL,i, WO 3MeHLYE
PU3MK KOHTAKTY 3 MaToreHamu, Wo nepeaarTbCa 3 KPOB’lo, y MicLLAX
B3ATTA Ta 06p0bKM 3pa3kis.

3BEPITAHHA

36epiraTe HeHanoBHeHi NPoObipkU Npu TemnepaTtypi

4 — 25 °C. MNpunycTtuM € obMexeHe BiAXWUNEHHS TeMNepaTypu 4O
40 °C BNpOAOBX CYyMapHOro yacy, o He nepesuiye 10 gHiB.
B3ATTA 3PA3KIB | MOBOAKEHHA 31 3PASKAMU

ObnasnHaHHA A1A B3ATTA 3Pa3KiB, WO He HAAAETHCA

1. byab-saki Tpumaui ronok BD Vacutainer® cTaHAapTHOro po3Mipy
MOXYTb BUKOPUCTOBYBATUCA 3 NpobipkaMu AiameTpom 13 MM.

2. CnupToBi TaMMOHM AN NPOTUPAHHSA MICLLA MPOKONY.
3. Cyxa uyucta mapns.

4. [XryT.

5. KoHTelHep AN BUKOPUCTAHUX FONOK AN yTuisauii
BMKOPUCTAHMX FONI0K abo KOMbiHaLLiT ronka/Tpumau.
ObnagHaHHA Ana 06pobku 3pa3Kis, O HE HAAAETbCA

1. LUeHTpudyra 3 poTOpOM KOAUBANBLHOIO TUMY, 34aTHA A0
CTBOPEHHSA Ha AHi NpobipKu BiAHOCHOI BiALLEHTPOBOT CUAIN Y
1100 x g (BBC).

2. PykaBuukuM Ta iHWi 3aco0bu 0cobUCTOro 3axuncty, HeobxiaHi ans
3aXMCTY Bif, KOHTAKTY 3 NaToreHamu, Wo nepeaarTbCsa 3 KPOoB'o.
lligroToBka A0 B3ATTA 3pa3KiB

Mepen NnpoBeaeHHAM BeHenyHKLil BNeBHITbCA, WO By MaeTe nig
pyKoOlo Taki matepianu:

1. [us. nepenik HeobxigHOro obnagHaHHs, HaBeAEHUN BULLE.

2. Yci HeobxiaHi npobipku, ineHTUdIKOBaHI 3a po3mipom, 06’eMom
HarMoBHEHHSA Ta A406aBKOI0.

3. ETMKeTKM A5 NO3UTUBHOT iaeHTUbIKaLIT 3pa3kiB nawieHTa.

IHCTPYKLUIT 45191 3ACTOCYBAHHS

1. nID.FOTyMTe Mmicue BEHEI'IyHKU,II 3 BMKOpMCTaHHﬂM BI,EI,I'IOBI,D.HOFO
aHTucenTuka. BukoHanTe BEHEI'IyHKLI,II'O i B3ATTA 3pa3KIB BILLFIOBILI,HO
A0 CTaHAAPTHUX METOAUK, I'IpVIVIHiITVIX y Bawowmy 3aknagai.

2. 3HiMiTb KOBMAYOK FOJKK.
3. BuKOHaMTe BeHenyHKLito.

4. TMomicTuTb NpobipKy y TpUMau i NPOLWTOBXHITb yrepea, LOKK
3aTUyKa Npobipkn He NpoKoneTbCA.

5. OcnabTe AXryT, WONHO Y NpobipLi 3’ SBUTHCS KPOB.

6. 3auekalTe AOKU Npobipka He HAMOBHUTLCA 4O BKa3aHOro
06’eMy, | KPOB MPUMUHUTL HAAXOAUTH.

7. 3HiMiTb NPOBIpPKY 3 FONKN BCEPEAUHI TPpMMaya.
8. 3HiMiTb NpobipKy 3 TpMMaua.

9. TMicns B3aTTA WiNbHOI KPOBi Yy Npobipky BD PPT™, HeranHo

i obepexHo nepesepTanTe npobipky BD PPT™ 8 — 10 pasis.
10.Micnsa nepeMiwyBaHHA 3Pa30K LiNbHOT KPOBi MOXe

36epiratucs fo wectu (6) roAnH Npu KiMHATHIN TemnepaTtypi 4o
LeHTpudyryBaHHs.

11. UeHTpudyrynTte npobipky BD PPT™ y 3piBHOBaXeHI LeHTpudysi
3 POTOPOM KONMBANLHOIO TUMY MPW KIMHATHIN TemnepaTtypi 3

BBC 1 100 BnpoaoBx npuHanMHi 10 XBUANH.

MpumiTKa: BAKOPUCTaHHA aNbTEPHATUBHUX YMOB LeHTpUdyryBaHHs
TaKoX Moxe 3abe3neunTy NPUAHATHI pe3ynbTaTh; Taki yMOBM
MOBMHHI MPONTM OLiHKY i Banifauio y na60paTop||

12. lns oTpUMaHHA 3pa3ka HepO3BeAEeHOI NAA3MU 3HIMITb KPULLKY
BD Hemogard™ (aunB. po3ain IHCTPYKLIT AN8 3HATTA KPULLKK

BD Hemogard™) Ta nepenuiite nnasmy B OKpemy NOCYAUHY 4
nepeHeciTb a/likBOTY NJ1a3Mu B OKPEMY NOCYyAVHY 33 LOMOMOrOH0
nineTku ans nepexHeceHHs. NMPUMITKA: lNpyu BUKOPUCTaHHI NineTKu
Ans nepeHeceHHs byabTe obepexHi, Wob He NOWKOANTM reesuil
6ap’ep KiHYMKOM MiNeTKM.

IHCTPYKLLIT A4 BUAMAHHA KPULLKWU BD HEMOGARD™

1. 3aTucHite Nnpobipky BD PPT™ oaHi€l0 pyKoto, MOMICTUBLLIM
BEJIMKMI Naneub nig kpuwky BD Hemogard™. (LLo6 3a6e3neunTu
[,04aTKOBY CTabiNbHICTb, NOCTaBTE PYKY HA TBEPAY MOBEPXHIO).
IHWoO pyKoto BiakpyuynTe Kpuiwky BD Hemogard™ ogHouyacHo
nigWTOBXYOUM 1T LOrOpU BEMKUM NManbLem iHwoi pykn, JOKU

HE BIAYYETE, WO il MOXHA 3HATU BE3 3YCWUJTb.

2. Tepes NigHATTAM KPULLIKK an6ep|Tb BeNMKMI naneub. HE
BUKOPWUCTOBYMTE BEIMKWIA Nalelb A9 3ilUTOBXYBAHHSA KPULWKK 3
npobipku. YBara! flkuio npobipka mMicTUTb KpoOB, icHye 3arposa
KOHTaKTyBaHHA. LLlo6 3anobirtn nowKoAXeHHI0 Mif 4ac BUNHATTS
KPULWKK, BAXINMBO NpubpaTn BEMKUI Naselb, 3a LOMNOMOIol AKOro
KPULLKY MiAWTOBXYBAIN A0MOPU, Bij, np06ipKl/I LLLOMHO KpULLKa

BD Hemogard™ ocnabHe.

3. 3HiMiTb KpULWKY 3 Npobipku. [yke piaKo naactmkosa Mydra
BiZLOKPEMJIOETbCA Bif, rymoBoi 3aTnuku, HE 3BUPAUTE KPULLKY
3HOB. ObepexHo 3HIMiTb FYMOBY 3aTUYKY 3 NPobipKM.

IHCTPYKLLIT 21 MOBTOPHOIO BCTABJIEHHS
KPUWKWN BD HEMOGARD™
1. ToMicTiTb KpULLKY 3HOB Ha NpobipKy.

2. TpokpyuyiTe i MiLLHO NPUTUCKAWTE AOHU3Y, AOKU 3aTUYKa
MOBHICTIO He BBiAe y NpobipKy. [OBHE MOBTOPHE BCTABJIEHHS
3aTUYKM HeobxigHe Ans Toro, Wob Kpuika HaAiIMHO TpuManach
Ha NpobipLi Mig yac NOBOAXKEHHS 3 Helo.

(npogoBKeHHS)
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3BEPITAHHA TA TPAHCNOPTYBAHHA 3PA3KIB

1. UinbHy KpoB MOXHa 36epiratu y npobipui BD PPT™ go wectu
(6) roavH po ueHTpudyryBaHHs. LleHTpudyryBaHHs 3pasky nicns
nepioay, Wo nepesunLLye WicTh (6) roANH, MOXe noTpebyBaTu
npoBeAeHHs Banifauii y Bawomy 3aknagi um aHaniTuuHin
nabopatopii. 3BepHiTbCA A1 OTPUMAHHA PEKOMEHAALLIN BUPOBHMKaA
cMcTeMU AJ1s aHanisy WoAo vyacy i TemnepaTypu 36epiraHHs
aHTukKoarynboBaHoi EITA winbHOI KPOBI.

2. Mna3my MoxHa 36epiratu i TpaHcnopTyBaTu B Npobipui BD PPT™
npu KiMHATHIA TeMnepaTypi Yn Npu TeMnepaTypi OXONOAXKEHHS
XONOAWbHMKA, 260 3aMOPOXKEHOI HA CYXOMY JibOAY. 3BEPHITLCA
O OTPUMAHHSA PEKOMEHAALLIN BUPOBHMKA CUCTEMU ANA aHaNi3y
1040 Yacy i TemnepaTypu 36epiraHHa nnasmu, B3atol 3 EATA.

3. Mna3my mMoxHa 36epiratv 3aMOpOXeHO Ha Micliy npobipui
BD PPT™. 3amopoxynTe Bl,u,ueHTpmcberBaHl npOG[pKM BD PPT™

Y BEPTUKaIIbHOMY MOJIOKEHHI y BIAKPUTI APOTAHIN pewiTui npu
-20 °C BNpoAoBX He MeHLwe 2 roauH. MNicns uboro 3aMopoXxeHi
npobipku PPT MoxHa 3anuwmtu npu Temnepatypi -20 °C,
nepeHecTy ANA NOAaNbLIOro 36epiraHHs B yMOBaX 3 TEMNEPATYPOIO
00 -70 °C 4M HUXKYE YN TPAHCMOPTYBATM 3AMOPOXKEHUMU HA CYXOMY
neony. Kopnctysayi NOBUHHI NPOBOAUTY Banifauito BAACHUX
MPOTOKOJIiB 3aMOPOXYBAHHA Ta TPAHCMOPTyBaHHA NPobipok

BD PPT™. MpuMiTKka: 3aMOpOXyBaHHA Maa3Mu Ha Micui y
npobipkax BD PPT™ Moxe 6yTu 3a60pOoHEHO Nnpu npoBeAeHHi
NeBHUX aHani3iB, HaNpPuUKNaa, TeCTu 3 BipyCHUM HaBaHTAXEHHAM
BU1, Ha pe3ynbTaT AKX BMJIMBAE BHYTPiWHbOKAITUHHA AHK.

4. Po3TaHeHHs npobipok BD PPT™ npoBoasATh y APOTSAHIN rparui
npw KiMHaTHin Teunepatypi (18 — 25 °C). MNpu 3acTocyBaHHi
6araTopasoBMX LMKIIB 3aMOPOXKYBAHHSA /PO3TaHEHHS KOPUCTYBaui
NMOBWHHI NPOBOAUTY BaNiAALi0 CBOrO BJACHOIO MPOTOKONY
3aMOpPOKYBaHHS/po3TaHeHHs npobipok BD PPT™.

OBMEXEHHA CUCTEMU

KinbkicTb KpOBi, W0 HabupaeTbca y NpobipKy, MOXe 3MiHIOBaTUCS

B 3Q/1€XXHOCTI BiZ, BUCOTW HAZL piBHEM MOps, TemnepaTtypu
HABKOJIMLIHBLOIO CcepefoBULLa, 6BAPOMETPUYHOIO TUCKY, BiKy
npobipku, BEHO3HOTO TUCKY Ta METOAMKU HanoBHeHHA. CTaHAAPTHI
YMOBU LLeHTPpUdYryBaHHA, WO 3aCTOCOBYOTHCA ANA OTPUMAHHA
naasMu Ans NPOBEAEHHS aHai3iB, He OCAZLXKYIOTb MOBHICTIO

ycCi KniTuHu. BiAnogiaHo, MeTa60m3M 3YMOBNIEHUI HAABHICTIO
KNiTUH, @ TaKOX NPUMPOAHUA PO3Maj, ex Vivo MOXyTb BNANBATU Ha
KOHLI,eHTpaLI.II/ AKTUBHICTb aHaNiTiB y NaasMi KpiMm 3MiH 6e3KNiTUHHOT
CKNaAoBol.

dinbTpauiniHi BnacTneocTi bap’epHoOro martepiany 3anexartb

BiA TemnepaTtypu. AKLLO0 3pa30K OXONOANTM Nepes, um nig vac
LeHTpudyryBaHHs, NOTiK K i3b 6ap’ep Moxe ycknagHuTuca. na
ONTUMI3auil MOTOKY Kpi3b bap’ep Ta 3anobiraHHA HarpiBaHHA nig,
yac ueHTpudyryBaHHs, BCTAHOBITb TEMMepPaTypPy OXOJIOAXEHUX
ueHTpudyr Ha 25 °C (77 °F).

dinbTpaLinHi BNacTMBOCTI bap’€pHOro mMatepiany 3anexatb Bif
BBC. MNpn HeLOTPUMAHHI PEKOMEHA0BAHMX YMOB BaXK4ye AO0CATHYTHU
ONTMMAJIbHOIO BiZLOKPEMJIEHHS MJIa3MK Ta YTBOPEHHA bap’epy.

3pa3ku KpoBi MOBUHHI BYTK BiALEHTPUGDYrOBaHI NPOTArOM LIeCTH
roAuH 3 MOMEHTY iX B3ATTA. 3i 30iNblUeHHAM BiACTPOYKM A0
npoBefeHHs LeHTPUdYryBaHHA 36inbLYyeTbCA KOHTAMiHaLL s 3pa3ka
BiZOKpeMaeHol niasmm eputpoumtamu. CTabinbHICTb 3paska LinbHOT
KPOBi Yepes 6inbll, HiX WiCTb FOAWH MOBMHHA BYTU BanifoBaHa
BawwmM 3aknaaom abo aHaniTuyHotw nabopaTopieto.

3AMOBIXHI 3AXOAM | NONEPEAXEHHA

Ygara!

1. He BMKOpWCTOBYNTE NPOBGIPKU, AKLWLO BOHU MiCTATb CTOPOHHI
pPEeYOBUHMU.

2. He BukopuctoBy#Te npobipku BD PPT™ nosTopHO.
3. CTepu/bHOIO € NMLLe BHYTPILIHSA YacTMHA Npobipku.
4. Tlpobipka He € aniporeHHoH.

5. He BukopucrtoByiTe npo§ipKM BD PPT™, aKW,0 TEPMIH ix
npuAaTHOCTI, HAAPYKOBAHUIN Ha eTUKETLI NpobipKu, 3aKiHYMBCA.

6. Ockinbku npobipka BD PPT™ micTuth ximiuHy gobasky (EATA),
CiA BXUTW 3aN00iKHUX 3aX0AiB, Wb nonepeanT! MOXINBUN
3BOPOTHIil MOTIK KPOBI 3 npo6|p|<m nia yac B3a7TA Kposi. LLob
nonepeuTI 3BOPOTHIN NOTIK KPOBI, LOTPUMYITECh TaKNUX
3anobikHMX 3axoA4iB:

a. Pyka nauieHTa noBuHHa byTu cnpsamMoBaHa BHU3.
6. TpumaiTe NpobipKy 3aTUYKOK LOropwu.
B. OcnabTe AXryT, WONHO y Npobipui 3’ SBUTLCA KPOB.
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7. BigoKpeMneHHs naasmu Bif KNITUH LeHTpUbYryBaHHAM MNOBUHHE
BUKOHYBATUCS BMPOAOBX 6 rOAMH 3 MOMEHTY B3ATTs 3pa3ka, Lwob
YHUKHYTU OTPUMAHHA MOMUIKOBUX pe3ynbTaTiB aHaNi3iB.

8. MMicna ueHTpudyryBaHHs Aeski NiMbOLUUTY 3aNULWATLCA HA MeXi
noainy nnasmu/rento.

9. HaamipHa WBMAKICTb u,eHTpmbybyBaHHﬂ (6inbw Hixx 10 000 BBC)
MOXXe CMPUYNHUTU Po3buBaHHSA Npobipky BD PPT™, KOHTaKTyBaHHS
3 KPOB't0 T2 MOX/IMBE MOLWKOAXKEHHS.

10. BupansiTe 3aTMUKK, MPOBEPTAOYM Ta BUTATYIOUM iX. He
pPEeKOMEHAYETbCA BUAANATN 3aTUUKKN, NPOBEPTAOYN iX BEJIUKUM
nanbLem pyku.

11.Micna npoBeAeHHsA BEHeMNYHKLiT Ha BepXiBLi 3aTUYKN MOXe
MiCTUTUCS 3a/IMILKOBA KPOB. [Npn NOBOAXKEHHI 3 npobipkamu
NOTPUMYWTECH BiAMOBIAHMX 3an0biXKHMX 3aX0/4iB, W06 3anobirtu
KOHTaKTY 3 Li€l0 KPOB’t0.

12. Anq 3abe3neyeHHs NOCNiAOBHUX pe3yNbTaTiB MOBOAXKEHHS 3i
3pa3kamMy NoBMHHE BTV OAHOMAHITHVMM BNPOAOBX YCbOTO LMKIY
MOHITOPUHTY.

13.HaaMipHe abo HefOCTAaTHE HAMOBHEHHA MPObipoOK CcTaHe
NPUYMHOIK HENpPaBUIbHOIO CMiBBIAHOLWEHHA MiX KPOB’tO Ta
[,06aBKOI | MOXeE MPU3BECTU A0 OTPUMAHHSA MOMUIKOBUX
pe3ynbTaTiB aHaNi3iB YM MOripLIEeHHs eKcnayaTauinHnx
XapaKTepuCTuk Bupoby.

14. BucylweHnii po3nuieHHaM aHTukoarynaHt (EATA-KD) mae
6inun konip.

15.3aBXAN BUKOPUCTOBYMTE BiANOBIAHI HOCIi abo BCTaBKM.
BukopucTaHHs Npobipok 3 TpiwmHaMu abo ckonamu Yn HagMipHoi
WBMAKOCTI LEeHTPUDYryBaHHS MOXe MPU3BECTU A0 PO3OMBAHHS
npobipKky 3 NOTPANIsAHHAM 3pa3Kka, Kpanesib Ta aepo30J10 Yy yally
ueHTpudyry. MoTpanaAHHIO LMX NOTEHUINHO Hebe3neuHmnx
MaTepiasiB MOXHa 3amobirTi WAAXOM BUKOPUCTaHHA CheLianbHnX
repMeTUYHUX KOHTENHEPIB, Y AKUX YTPUMYIOTbCA NPobipku nig,
yac ueHTpudyrysaHHsa. Hocii Ta BCTaBKM, LLLO BUKOPUCTOBYHOTHCA

y LeHTpudy3i, NOBUHHI 32 po3Mipom ni,u,xop,MTM 0,0 Npobipok,

AKi LeHTpUdyryoTbca. BUKOPpUCTAHHA HOCITB, 3aHAATO BEJIMKUX
abo 3aHaATO ManuX ANns AaHOT Npobipku, MoXe Npu3BecTu Ao ii
po36uBaHHs.

16. Mpumitka: na neBHUX aHanisiB, HaNnpuKnaa, TecTiB 3
BIpYCHMUM HaBaHTaxeHHAM BIJ1, Ha pe3ynbTaTu AKUX BMAUBAE
BHYTPiWHbOKNITUHHA JHK, MoXyTb 6yTV noTpibHi 0ocobnusi ymosu
NMOBOAXEHHSA. 3BePHITbCA A0 peKoMeHAaLil BUpoBHMKA cucTeMU
ONA aHanisy WoA0 YMOB NOBOAXEHHA.

17.Mpumitka: 3amopoxeHi npobipku BD PPT™ npu yaapi

MOXYTb PO36UTHCA. [LNA 3HMXKEHHS PU3NKY PO3bMBaHHA Mig, yac
TPAHCMNOPTYBaHHA 3 3aMOPOXeHUMU Npobipkamu Tpeba noBoAUTUCS
Tak camo, fiK 3i CKISHUMMK Npobipkamu.

18. He 3aMopoxyinTe NpobipKy y BepTUKAIbHOMY MOOXKEHHI Y
MiHONONICTUPONOBOMY MiAAOHI, OCKINIbKYK LLe MOXe Mpu3BecTu 40
YTBOPEHHSA TPiluH y npobipui.

19. MpumiTka: 3aMOpPOXKyBaHHSA MIa3MU Ha MicLi y npobipkax

BD PPT™ moe byTu 3abopoHeHo npu npoBeAeHHi NeBHNX
aHanisiB, Ha pe3yNbTaTu AKX BMIMBAE BHYTPIWHbOKAITUHHA AHK.
3BepHinC$| AN OTPUMAHHSA PEKOMEHAALLIN A0 BUPOBHUKA CUCTEMU
OS aHani3y iHCTPYKLUiM 3 TPAHCNOPTYBAHHSA | A03BONIEHUX LMKAAX
3aMOPOXYBAHHA/pPO3TaHeHHA nna3smu, B3atoi 3 EATA.

20. kw0 BMPOBHUK 3MIHIOE TN, PO3Mip, NPaBUIa NOBOAKEHHS,
06pobkK abo 36epiraHHs NPobipKK Ans B3SATTA KPOBi, NPU3HAYEHOT
AN15 MeBHOro nabopaTtopHOro aHanisy, nepcoHan nabopartopii
NMOBUHEH MepernaHyTh iHhbopMaLio BUpobHUKa Npobipku i cBol
BNACHI AlaHHI 4718 BCTAHOB/EHHs /NepeBipky pecdepeHTHOro
AianasoHy 4718 KOHKPEeTHOT cucTeMu npuiag/peareHTy. Ha ocHoBI
ui€i iHbopmauii nabopaTopis 3ro4omM MoXe NPUAHATY PilleHHS
04,0 HeObXiAHOCTI BMPOBAAXKEHHS BiANOBIAHUX 3MiH.

(TpoAO0BKEHHSA)
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MonepeakeHHA

1. JoTpumyinTech yHiBepCcanbHUX 3anobiXHUX 3aX0AiB.
BMKOpPUCTOBYIMTE pyKaBMYKM, XanaTu, 3acobu gnsa 3axucty
ouen, iHwWi 3acobn 0COBUCTOro 3aXUCTY | CUCTEMU iHXKEHEPHOTO
KOHTPOJIIO A8 3aXUCTY Big, po36pr3KyBaHHS KPOBIi, MPOTiKAHHA
KPOBi Ta MOTEHLIMHOIrO KOHTAKTY 3 MaToreHamu, Lo
nepenarTbCa 3 KPOB'io.

2. Tpuv NoBOAXEHHI 3 ycima bioNnoriyHUMK 3pa3kamMu i rocTpuMn
npeaMeTamu, WO BUKOPUCTOBYIOTLCA NMPU B3ATTI KPOBI
(ckapudikaTopu, ronku, agantepu Tuny Jloep i Habopwu ans
B3ATTA KPOBI) AOTPUMYMATECh NPABWA Ta NPOLEAYP, NPUAHATUX
y Bawomy 3aknazi. Y pasi KoHTakTy 3 6ioforiyHUMK 3paskamu
(Hanp., Npu oAepXaHHi NMOLWKOAXEHHS MNig, Yac NPOKOOBAHHSA)
HeobXigHO 3BEPHYTMCA A0 NiKaps, OCKIJIbKMN Yepes 3pa3ku
MOXYTb NnepeaaBaTucs BipyCHi renaTuTu, BIJT um iHWi natoreHu,
WO nepenarTbCs 3 KPoB'o. BI/IKOpI/ICTOByMTe 6yab-SKuNI
BOYZ0BAHUI NPOTEKTOP FOJIKM, AKLLO BiH WAe Y KOMMNEKTI 3
NPUCTPOEM AN B3ATTA KPOBI. KomnaHis BD He peKoMeHAY€E 3HOB
oAsAraTu KOBMAaYyoK Ha BUKOPUCTAHY ronky. OaHak npasuna Ta
npoueaypu, NpuUUHATI y Bawomy 3aknagi, MoOXyTb BiApi3HATUCA i
IX Cnip, 3aBXAn A0TPUMYBATUCA.

3. YTunisynte yci npobipku ans B3ATTA KPOBi B KOHTENHEPU AnA
6ionoriyHo Hebe3neyHMX BiAXOAIB, CXBaNeHi Ans yTunizauii
Takux npeameTiB.

4. He nepeHoCbTe 3pa3okK i3 Wnpuua A0 npobipku. JoaaTKoBi
MaHinynaLWii 3 rocTpumMun npeameTaMmn nifBuULLYIOTL PU3KK
OTPMMaHHA MOLWKOAXEHHSA WAAXOM YKONY roskoto. Kpim Toro,
OMYCKAHHA NOPLIHA WNPULY NiA Yac NnepeHeceHHs Moxe
CTBOPUTU MO3UTUBHUMN TUCK, LLO NPUMYCOBO 3CYBAE 3aTUUKY
Ta 3pa3okK, CNPUYMHAIYM NOTEHLIMHUA KOHTAKT 3 KPOB’i0.
3aCTOCYBaHHA WNPULY ANA NepeHeCeHHA KPOBi TAKOX MOXe
CMPUYNHUTU HAAMIPHE YN HEAOCTATHE HAMOBHEHHS NPObipoK,
L0 CTaHe NMPUYMHOIO HeMpPaBMUIbHOTO | CrMiBBiLHOLWEHHA
MiX KPOB’lo Ta 4,06aBKOI0 Ta NOTEHLINHOIO OTPUMaHH#
NMOMWNKOBUX pe3ynbTaTiB aHanisis. Mpobipku 3 06’eMom
HarMoOBHEHHSA, MEHLIMM 32 YMOBHO BKa3aHi po3Mipu, MOXyTb He
HaMoBHIOBATUCS O CBOrO BKA3aHOro 06’eMy Npu HamoBHEHHi
ix 3i wnpwuuy. JTabopaTopis NOBUMHHA OTPUMATM KOHCYbTaLLit0
0,0 3aCTOCYBAHHA TaKNX 3pa3Kis.

5. SIKWoO KpOB OTPUMYETLCA Yepes BHyTpILIJHbOBEHHVIVI (B/B)
KaTeTep, NepeKoHanTecs, WO KaTeTep He MICTUTb PO3YUNHY
ana B/B BBeAeHHA nepen TUM, AK MNOYMNHATU HAMOBHIOBATU
npobipKu Ans B3ATTS KPOBI. Ll,e AyXe BaXIMBO A/ 3anobiraHHs
OTPMMAHHIO MOMUIKOBUX pe3ynbTaTiB 1abopaTopHUX
[0CAiIAXeHb BHACNIAOK A0AABAHHA PiAVHM AN1A B/B BBeAEHHS.

6. HepocTaTHE HaNOBHEHHA NPOBIPOK CTaHE NMPUYMHOID
HenpaBubHOMO CMiBBIAHOLWEHHS MiX KPOB't0 Ta A06aBKO
i MOXe MPU3BeCTU A0 OTPUMAHHSA MOMUIKOBMX pe3ynbTaTiB
aHani3iB uM MOripLWeHHs eKCnayaTaliiHUX XapakTepucTmk
BUpPOOY.

7. TllepeKkoHanTecs, WO NPobipKy HANIEXHUM YAHOM PO3MilLLEeHi
y HOCiT ueHTpudyru. HewinbHe po3MilLleHHs MOXe NPU3BECTU
[0 BigoKpeMsieHHs Kpulku BD Hemogard™ Big npobipku un
NigHATTA Npobipku Haa HocieM. Mpobipku, Wo NigHAAMUCA Hag,
HOCIEM, MOXYTb 3a4€MUTN FONIOBKY LLeHTPUdyYru i po3butucs.

8. 3aBxAau faBanTe LeHTPUdy3i NOBHICTIO 3yNUHUTUCA nepes,
3HATTAM Npobipok. Konu ronoeka LeHTpudyrm 3ynnHUTbHCS,
BiAKPUNTE KPULLKY i NepeBipTe, un yci Npobipku wini. Akuwo
noMiTuTe po36buTy Npobipky, ANns ii BUAANEHHS BUKOPUCTOBYNTE
MeXaHiYHi NPUCTPOT, TaKi AK MiHLET Y4 KPOBO3YNMUHHUI
3aTuckay. Yeara! He BuimainTe po36uti npobipku pykamu. Ans
OTPMMaHHA iHdopmaLii woao Ae3nHdeKLil ANB. IHCTPYKLiIO
KOpuCTyBaya UeHTpudyru.

9. BMIiCT eHAOTOKCUHIB He KOHTPONMETLCA. KPOB Ta KOMMOHEHTH
KpOBi, 3ibpaHi Ta nepepobnieHi B npobipkax, He Npu3HayeHi ansa
BBEJ,EHHSA B OPraHi3M JIIOANHN.

gaall Becton, Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417-1885 USA
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A new standard for venous b

Improving clinical outcomes

The BD Vacutainer® UltraTouch™ Push Button Blood Collection
Set with a larger inner diameter cannula enables faster flow
and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button
wingset needles.”

e Downsize with confidence to 25G BD Vacutainer® UltraTouch™
for easier access of difficult veins and experience better fill
times compared to a 23G Push Button wingset.’

Advancing the quality of care

e Reduce insertion pain with PentaPoint™ comfort bevel:
penetration force is reduced by up to 32% compared to
3-bevel cannula.’

e The 25G BD Vacutainer® UltraTouch™ Push Button
Blood Collection Set can improve the rate of successful
venipunctures with complex patient populations while
statistically significantly reducing insertion force and
overall pain during blood collection, without compromising
efficiency and sample quality.”?

ood collection

Ultra-thinwall - Thin wall

A
v

0.533* 0.370
A
25G <> < > i 0.500
v
0.406" 0.292

*These are nominal ID values 1 20 3
All Measurements are in mm

Standard
3-bevel tip

PentaPoint
needle tip

25G Ultra-thin wall Standartiné

adata

23G Traditional Thin wall

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21 G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23 G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305 mm [ ] 50/200

BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019

bd.com/vacutainer/ultratouch

References

1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel

25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.

2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula

3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis

BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland

bd.com

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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TECHNICAL INFORMATION SHEET ™,
BD Vacutainer® Safety-Lok™ Blood Collection Set \ 74

Product Catalogue Number: 367284

Product Description

Single use, sterile winged set used in combination with a blood collection tube holder or syringe to perform venepuncture for the
purpose of collecting single or multiple venous blood samples derived from the human body for the purposes of in-vitro diagnostic
examination, or in combination with an IV infusion line for short term intravenous administration of fluids for up to 2 hours. The
device includes a safety shield which locks over the needle when activated by the user to reduce the risk of an accidental needle
stick injury. These products are intended for use by healthcare professionals.

Manufacturing Information Sterilisation

(Legal) Manufacturer: Becton, Dickinson and Company 1 Becton Drive, Method: Ethylene Oxide (EtO)
Franklin Lakes, NJ 07417, USA .

Standards & Certificate 1SO 13485:2003, MD19.2137 SAL: 10

Numbers: Standards applied: EN ISO 11135

Country of origin: USA or Japan

Certification body: NSAI (0050)

Notified Body: NSAI (0050)

EU Authorised Representative: BD Switzerland Sarl, Terre Bonne Park - A4, Route a .
de Crassier 17, 1262 Eysins, Switzerland Product Standards & Guidelines

Standards: ENI1SO 11135

Compliance

Directive: European Medical Devices Directive 93/42/EEC

Classification: Class lla

Product Specification

Product Storage: Do not expose to direct sunlight
Shelf-life: 2 years 9 ® 7) 6)
Global medical device nomenclature (GMDN): 58490 7 —
Material Safety Data Sheet (MSDS): Not applicable
External Dimensions (gauge x inch): 23 Gx 3/4
Internal Diameter (mm): 0.6 x 19 i
Tubing Length: 178mm - 7 inches o
Tubing Volume: 0.225mL
Wing Colour: Light Blue
1. IV Cannula Stainless Steel (304 Grade)
Latex (NRL): No R
2. IV Shield Polyethylene (PE)
Dry Natural Rubber (DNRY): No 3. Wing Polyvinyl chioride (PVC)
Phthalates: No 4. safety Shield Polypropylene (PP)
Material of animal origin: No 5.  Tubing Polyvinyl Chloride (PVC) Memory-Free
6. Luer Connection Acrylonitrile butadiene styrene (ABS)
7. Luer Adaptor Hub Polypropylene (PP)
8. NP Sleeve Synthetic Isoprene
9. NP Cannula Stainless Steel (304 Grade)
Packaging Specifications
50 unit pack weight (kg): 0.450 50 unit packaging material: Polyvinyl chloride (PVC) and
paper
50 unit pack volume (m?): 0.002550 50 unit packaging weight (kg): 0.005
50 unit pack dimensions LxHXW (mm): 250 x 85 x 120 200 unit pack weight (kg): 1.650
200 unit packaging material: Cardboard 200 unit pack volume (m3): 0.016600
200 unit packaging weight (kg): 0.065 200 unit pack dimensions LxHXW (mm): 410 x 150 x 270
Page 1 of 1 BD Life Sciences — Integrated Diagnostic Solutions

V14600108 BD.com



BD Vacutainer® Safety-Lok™ Blood Collection Set

Labelling Information

Product Catalogue Number: 367284

All labelling complies with the requirements of the European Medical Devices Directive 93/42/EEC and includes CE marking.

Company name
Manufacturer address

Product Catalogue Number (PCN)

Sterile symbol showing method of sterilisation

Colour Coding

CE marking

Single use symbols

Lot number

Expiry date

Instructions for Use (pictorials)
Cannula dimensions

Storage instructions

Quantity in package

Secondary barcode (GS1-128) quantity, expiry, lot number
Product name & short description

Authorised Representative

Instructions For Use

For Blood Collection :
o N
\Y !
2 8 N &
1. 3 5. 6. 7.
For Blood Collection Using a Syringe :
~
l
N
5. 8 s.
[}
\
5.

Sample Storage & Stability

Not applicable

References

Not applicable

© 2020 BD, BD logo and all other trademarks are the property of
Becton, Dickinson and Company. VI4600108

Last updated 27/08/2020
Page 2 of 2

Unit Pack Shelf Pack Case Pack
L] L] .
L]
L] L] L]

Further Reading

1.Stabilis 4.0. Available at: www.Stabilis.org

2.Health Protection Agency. "Eye of the Needle: United Kingdom Surveillance of
Significant Occupational Exposures to Bloodborne Viruses in Healthcare Workers".
Health Protection Agency, London. Nov 2008.

3.Hernandez Navarrete MJ et al. "Occupational Exposures to Blood and Biological
Material in Healthcare Workers. EPINETAC Project 1996-2000." Medicina Clinica
(Barcelona). 2004;122:81-86.

4.De Carli G et al. "Needlestick-Prevention Devices: We Should Already Be There."
Journal of Hospital Infection. 2008, doi:10.1016/j.jhin.2008.10.017

5.Lamontagne F et al. "Role of Safety-Engineered Devices in Preventing Needlestick
Injuries in 32 French Hospitals". Infection Control and Hospital Epidemiology. 2007;
28(1): 18-23.

6. Stabilis 4.0. Available at: www.Stabilis.org

7.Console G, Giudice G, Fabbri P, Gremo F, Meliga F, Miniero M, Nelli M. Esperienza
Multicentrica sull’introduzione dei dispositivi medici per la prevenzione della puntura
accidentale, Giornale Italiano delle Infezioni Ospedaliere 2003; 10(3):120-125.

8.Rogues A-M, Verdun-Esquer C, Buisson-Valles I, Laville M-F, Agne's Lasheras A, Sarrat
A, Helene Beaudelle H, Brochard P and Gachie J-P. "Impact of Safety Devices for
Preventing Percutaneous Injuries related to Phlebotomy Procedures in Health Care
Workers." American Journal of Infection Control. 2004; 32: 441-4.

9.Glenngard AH & Persson U. Costs associated with sharps injuries in the Swedish health
care setting and potential cost savings from needle-stick prevention devices with
needle and syringe. Scand | Infect Dis 2009:Feb 19:1-7.
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TECHNINES INFORMACIJOS LAPAS

BD VacutainereSafety-Lok™ kraujo paémimo rinkinys

Produkto katalogo numeris: 36 7284
Prekés apraSymas

Vienkartinis, sterilus ,,peteliSkés* rinkinys, naudojamas kartu su kraujo paémimo meégintuvélio laikikliu arba Svirkstu, atliekant dirj j vena, siekiant
paimti vieng ar kelis iS Zmogaus kino veninio kraujo meéginius in vitro diagnostiniam tyrimui, arba kartu su 1V infuzijos linija, skirta trumpalaikiam
skysc€iy suleidimui j veng iki 2 valanduy. Jrenginyje yra apsauginis skydas, kuris uzsifiksuoja vir§ adatos, kai jj jjungia vartotojas, kad buty
sumazinta atsitiktinio susizeidimo adata rizika. Sie produktai skirti naudoti sveikatos prieziiiros specialistams.

Gamintojo informacija Sterilizavimas

(Teisinis) Gamintojas: Becton, Dickinson and Company 1 Becton Drive, Metodas: Etileno oksidas (EtO)
Franklin Lakes, NJ 07417, JAV

Standartai ir sertifikaty 1SO 13485:2003, MD19.2137 SAL: 105

numeriai: Taikomi standartai: EN ISO 11135

Kilmés salis: JAV ar Japonija

Sertifikavimo jstaiga: NSAI (0050)

Notifikuotoji jstaiga: NSAI (0050)

ES jgaliotasis atstovas: BD Switzerland Sarl, Terre Bonne Park - A4, Route de

Crassier 17, 1262 Eysins, Sveicarija

Produkto standartai ir gairés

Standartai: EN ISO 11135

Atitiktis
Direktyva: Europos medicinos prietaisy direktyva 93/42/EEB
Klasifikacija: lla klasé

Produkto Aprasymas

Produkto saugojimas: ikykite tiesiogini saulés

Galiojimo laikas: 2 metai @ CB) 7) 6
Pasauliné medicinos prietaisy dra (GMDN): 58490 .g.._.‘_:l\\ll.ll —r—

Medziagos saugos duomeny lapas (MSDS): Netaikoma
ISoriniai matmenys (dydis x colis): 23G x 3/4
Vidinis skersmuo (mm): 0,6 x 19

Vamzdzio ilgis:
Vamzdzio taris:

Sparno spalva:

178 mm - 7 coliai
0,225 ml

Sviesiai meélynas

IV kaniuléNeradijantis plienas (304 klasés)
Lateksas (NRL): Nr

IV skydasPolietilenas (PE)
Sausas natiralus kauciukas (DNR): Nr SparnasPolivinilchloridas (PVC)
Ftalatai: Nr Saugos skydasPolipropilenas (PP)
Gyvininés kilmés medziaga: Nr VamzdisPolivinilchlorido (PVC) be atminties

Pakuotés specifikacijos

Luer rysysAkrilnitrilo butadieno stirenas (ABS)
Luer Adapter HubPolipropilenas (PP)

NP rankovéSintetinis izoprenas

© ® N o g s 0N R

NP kaniuléNeradijantis plienas (304 klasés)

50 vienety pakuotés svoris (kg): 0,450 50 vienety pakavimo medziaga: Polivinilchloridas (PVC) ir
popierius

50 vienety pakuotés taris (ma): 0,002550 50 vienety pakuotés svoris (kg): 0,005

50 vienety pakuotés matmenys PxHxW (mm): 250 x 85 x 120 200 vienety pakuotés svoris (kg): 1.650

200 vienety pakavimo medziaga: Kartonas 200 vienety pakuotés taris (ms): 0,016600

200 vienety pakuotés svoris (kg): 0,065 200 vienety pakuotés matmenys PxHxW (mm): 410 x 150 x 270

1 puslapis i$ 1
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BD VacutainereSafety-Lok™ kraujo paémimo rinkinys
Produkty katalogo numeris:367284

Zenklinimo informacija

Visas zenklinimas atitinka Europos medicinos prietaisy direktyvos 93/42/EEB reikalavimus ir apima CE Zenklinima.

Vieneto pakuoté Lentyny pakuoté Déklo paketas
Imonés pavadinimas . . ]
Gamintojo adresas . . .
Produkty katalogo numeris (PCN) . . .
Sterilus simbolis, rodantis sterilizavimo biida . . .
Spalvy kodavimas . . .
CE Zenklinimas . . .
Vienkartiniai simboliai . . .
Partijos numeris L4 . .
Galiojimo laikas O o .
Naudojimo instrukcijos (paveiksléliai) .
Kaniulés matmenys . . .
Laikymo instrukcijos . . .
Kiekis pakuotéje . .
Antrinio brik$ninio kodo (GS1-128) kiekis, galiojimo laikas, partijos numeris O
Prekés pavadinimas ir trumpas aprasymas ] . ]
lgaliotasis atstovas . . .
Naudojimo instrukcijos Papildoma literatira
For Blood Collection : 1. Stabilis 4.0. Galima rasti adresu www.Stabilis.org
y 2. Sveikatos apsaugos agentiira. ,,Eye of the Needle: Jungtinés Karalystés sveikatos prieziliros
darbuotojy rei i profesinio poveikio krauju pli ¢iy virusy i
\¥ gentiira, L 2008 m. lapkritis.
A b, 3 P 5. 3. Hernandez N MJ ir kt. "P inis kraujo ir biologiniy medziagy p
- s 3 - N i priezitros dar j EPINETAC proji 1996-2000." Medicina Clinica
For Blood Colletion Usig a Syringe : (Barselona). 2004;122:81-86.
4. De Carli G ir kt. ,,Adaty dirio prevencijos prietaisai: mes jau turétume bati ten“. Ligoninés
‘ infekcijos Zurnalas. 2008 m., doi: 10.1016/j.jhin.2008.10.017
\ 5. Lamontagne F ir kt. ,,Saugiai sukurty prietaisy vaidmuo uzkertant kelig adaty dariams 32
5, 9, P azijos li iné . iju trolé ir li ini i i ija. 2007 m.; 28(1): 18-23.
6. Stabilis 4.0. Galima rasti adresu www.Stabilis.org
7. Console G, Giudice G, Fabbri P, Gremo F, Meliga F, Miniero M, Nelli M. Esperienza
Multicentrica sull'introduzione dei dispositivi medici per la prevenzione della punturale,
Giornale Italiano delle Infezioni Ospedaliere 2003; 10(3):120-125.
S,
8. Rogues AM, Verdun-Esquer C, Buisson-Valles |, Laville MF, Agne’s Lasheras A, Sarrat
A, Helene Beaudelle H, Brochard P ir Gachie JP. ,,Saugos priemoniy, skirty perkutaniniy
S iiusiy su fleb ljos p P N priezidros dar y
Meglnll,! saugojimas ir stabilumas prevencijai, poveikis“. Amerikos infekcijy kontrolés Zurnalas. 2004 m.; 32: 441-4.
9. Glenngard AH & Persson U. ISlaidos, ijusios su suzeidimais astri ktais Svedijos sveikatos
Netaikoma priezit jstaigoje ir galil iSlaidy j adaty jsidarimo prevencijos prietaisus su

adata ir Svirk$tu. Scand J Infect Dis 2009: vasario 19:1-7.

Nuorodos

Netaikoma

© 2020 BD, BD logotipas ir visi kiti prekiy Zenklai yra Becton, Dickinson
and Company nuosavybé. VI4600108
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall - Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.’ 25G <> <>} 1 0500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 Y
for easier access of difficult veins and experience better fill “These are nominal ID values 133.

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”?

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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TECHNICAL INFORMATION SHEET ™,
BD Vacutainer® Safety-Lok™ Blood Collection Set \ 74

Product Catalogue Number: 367282

Product Description

Single use, sterile winged set used in combination with a blood collection tube holder or syringe to perform venepuncture for the
purpose of collecting single or multiple venous blood samples derived from the human body for the purposes of in-vitro diagnostic
examination, or in combination with an IV infusion line for short term intravenous administration of fluids for up to 2 hours. The
device includes a safety shield which locks over the needle when activated by the user to reduce the risk of an accidental needle
stick injury. These products are intended for use by healthcare professionals.

Manufacturing Information Sterilisation

(Legal) Manufacturer: Becton, Dickinson and Company 1 Becton Drive, Method: Ethylene Oxide (EtO)
Franklin Lakes, NJ 07417, USA .

Standards & Certificate 1SO 13485:2003, MD19.2137 SAL: 10

Numbers: Standards applied: EN ISO 11135

Country of origin: USA or Japan

Certification body: NSAI (0050)

Notified Body: NSAI (0050)

EU Authorised Representative: BD Switzerland Sarl, Terre Bonne Park - A4, Route a .
de Crassier 17, 1262 Eysins, Switzerland Product Standards & Guidelines

Standards: ENI1SO 11135

Compliance

Directive: European Medical Devices Directive 93/42/EEC

Classification: Class lla

Product Specification

Product Storage: Do not expose to direct sunlight
Shelf-life: 2 years 9 ® 7) 6)
Global medical device nomenclature (GMDN): 58490 7 —
Material Safety Data Sheet (MSDS): Not applicable
External Dimensions (gauge x inch): 21 Gx 3/4
Internal Diameter (mm): 0.547 i
Tubing Length: 178mm - 7 inches o
Tubing Volume: 0.225mL
Wing Colour: Green
1. IV Cannula Stainless Steel (304 Grade)
Latex (NRL): No R
2. IV Shield Polyethylene (PE)
Dry Natural Rubber (DNRY): No 3. Wing Polyvinyl chioride (PVC)
Phthalates: No 4. safety Shield Polypropylene (PP)
Material of animal origin: No 5.  Tubing Polyvinyl Chloride (PVC) Memory-Free
6. Luer Connection Acrylonitrile butadiene styrene (ABS)
7. Luer Adaptor Hub Polypropylene (PP)
8. NP Sleeve Synthetic Isoprene
9. NP Cannula Stainless Steel (304 Grade)
Packaging Specifications
50 unit pack weight (kg): 0.450 50 unit packaging material: Polyvinyl chloride (PVC) and
paper
50 unit pack volume (m?): 0.002550 50 unit packaging weight (kg): 0.005
50 unit pack dimensions LxHXW (mm): 250 x 85 x 120 200 unit pack weight (kg): 1.650
200 unit packaging material: Cardboard 200 unit pack volume (m3): 0.016600
200 unit packaging weight (kg): 0.065 200 unit pack dimensions LxHXW (mm): 410 x 150 x 270
Page 1 of 1 BD Life Sciences — Integrated Diagnostic Solutions

V14600108 BD.com



BD Vacutainer® Safety-Lok™ Blood Collection Set

Labelling Information

Product Catalogue Number: 367282

All labelling complies with the requirements of the European Medical Devices Directive 93/42/EEC and includes CE marking.

Company name
Manufacturer address

Product Catalogue Number (PCN)

Sterile symbol showing method of sterilisation

Colour Coding

CE marking

Single use symbols

Lot number

Expiry date

Instructions for Use (pictorials)
Cannula dimensions

Storage instructions

Quantity in package

Secondary barcode (GS1-128) quantity, expiry, lot number
Product name & short description

Authorised Representative

Instructions For Use

For Blood Collection :
o N
\Y !
2 8 N &
1. 3 5. 6. 7.
For Blood Collection Using a Syringe :
~
l
N
5. 8 s.
[}
\
5.

Sample Storage & Stability

Not applicable

References

Not applicable

© 2021 BD, BD logo and all other trademarks are the property of
Becton, Dickinson and Company. VI4600108

Last updated 28/01/2021
Page 2 of 2

Unit Pack Shelf Pack Case Pack
L] L) .
L]
L] L] .

Further Reading

1.Stabilis 4.0. Available at: www.Stabilis.org

2.Health Protection Agency. "Eye of the Needle: United Kingdom Surveillance of
Significant Occupational Exposures to Bloodborne Viruses in Healthcare Workers".
Health Protection Agency, London. Nov 2008.

3.Hernandez Navarrete MJ et al. "Occupational Exposures to Blood and Biological
Material in Healthcare Workers. EPINETAC Project 1996-2000." Medicina Clinica
(Barcelona). 2004;122:81-86.

4.De Carli G et al. "Needlestick-Prevention Devices: We Should Already Be There."
Journal of Hospital Infection. 2008, doi:10.1016/j.jhin.2008.10.017

5.Lamontagne F et al. "Role of Safety-Engineered Devices in Preventing Needlestick
Injuries in 32 French Hospitals". Infection Control and Hospital Epidemiology. 2007;
28(1): 18-23.

6. Stabilis 4.0. Available at: www.Stabilis.org

7.Console G, Giudice G, Fabbri P, Gremo F, Meliga F, Miniero M, Nelli M. Esperienza
Multicentrica sull’introduzione dei dispositivi medici per la prevenzione della puntura
accidentale, Giornale Italiano delle Infezioni Ospedaliere 2003; 10(3):120-125.

8.Rogues A-M, Verdun-Esquer C, Buisson-Valles I, Laville M-F, Agne's Lasheras A, Sarrat
A, Helene Beaudelle H, Brochard P and Gachie J-P. "Impact of Safety Devices for
Preventing Percutaneous Injuries related to Phlebotomy Procedures in Health Care
Workers." American Journal of Infection Control. 2004; 32: 441-4.

9.Glenngard AH & Persson U. Costs associated with sharps injuries in the Swedish health
care setting and potential cost savings from needle-stick prevention devices with
needle and syringe. Scand | Infect Dis 2009:Feb 19:1-7.
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TECHNINES INFORMACIJOS LAPAS

BD Vacutainer® Safety-Lok™ kraujo surinkimo rinkinys

Produkto katalogo numeris: 367282

Produkto apibiidinimas

& BD

Vienkartinis, sterilus ,,peteliskés™ tipo rinkinys, naudojamas kartu su kraujo paémimo mégintuvélio laikikliu arba §virkstu, atliekant diirj i vena, siekiant paimti
vieng ar kelis Zmogaus kiino veninio kraujo méginius in vitro diagnostiniam tyrimui, arba kartu su IV infuzijos linija, skirta trumpalaikiam skyséiy suleidimui
i veng iki 2 valandy. Jrenginyje yra apsauginis skydas, kuris uZsifiksuoja adata, kai jj jjungia vartotojas, kad sumazinty atsitiktinio susizeidimo adata rizika. Sie
produktai skirti naudoti sveikatos prieZitiros specialistams.

Gamintojo informacija
(Teisétas) gamintojas:

Standartai ir sertifikato numeris:
Kilmés salis:

Sertifikavimo jstaiga:
Notifikuotoji jstaiga:

ES jgaliotas atstovas:

Atitiktis
Direktyva:
Klasifikacija:
Produkto specifikacija

Produkto sandéliavimas:

Galiojimo laikas:

Globali  medicinos  prietaisy
nomenklatira (GMDN):
Medziagos saugos duomeny lapas
(MSDL):

ISoriniai matmenys (dydis x
coliais):

Vidiniai matmenys (mm):

Vamzdelio ilgis:

Vamzdelio tiris:

,,Peteliskés* spalva:

Lateksas (NRL):

Sausa nattirali guma (DNR):

Ftalatai:

Gyvininés kilmés medziaga:
Pakuotés specifikacija

50 vienety pakuotés svoris (kg):

50 vienety pakuotés tiiris (m®):

50 vienety pakuotés matmenys I x

A X P (mm):

200 vienety pakuotés medziaga:

200 vienety pakuotés svoris (kg):

Puslapis 1 i§ 2
V14600108

Becton, Dickinson and Company
1 Becton Drive, Franklin Lakes,
NJ 07417, JAV

1SO 13485:2003, MD19.2137
JAV arba Japonija

NSAI (0050)

NSAI (0050)

BD Switzerland Sarl, Terre Bonne
Park - A4, Route de Crassier 17,
1262 Eysins, Sveicarija

Europos  medicinos
direktyva 93/42/EEB
Ila klase

prietaisy

Apsaugoti nuo tiesioginiy saulés
spinduliy

2 metai

58490

Netaikomas
21Gx %

0.547

178 mm — 7 coliai
0.225 mL

Zalia

Ne

Ne

Ne

Ne

0.450
0.002550
250 x 85 x 120

Kartonas
0.065

Sterilizavimas

Metodas:
SAL:
Taikomi standartai:

Produkto standartai ir gairés

Standartai:

©O® @ ® ®

\ [Dﬂ 1JE -

//

1V apsauga Polietilenas (PE)

NP mova Sintetinis izoprenas

COoNOR~WNE

50 vienety pakuotés medziaga:

50 vienety pakuotés svoris (kg):
200 vienety pakuotés svoris (kg):
200 vienety pakuotés tiiris (m®):
200 vienety pakuotés matmenys I x
A X P (mm):

BD Life Sciences

BD Vacutainer® Safety-Lok™ kraujo surinkimo rinkinys

N

Etileno oksidas (EtO)
10°
EN ISO 11135

EN 1SO 11135

@ o

[T=

/

IV kaniulé Nerudijantis plienas (304 klasés)

,Peteliské* Polivinilchloridas (PVC)

Apsauginis skydelis Polipropilenas (PP)

Vamzdelis Polivinilchloridas (PVC), be atminties

Luer adapterio jungtis Akrilnitrilo butadieno stirenas (ABS)
Luer adapterio asis Polipropilenas (PP)

NP kaniulé Nertidijantis plienas (304 klasés)

Polivinilchloridas
popierius

0.005

1.650

0.016600

410 x 150 x 270

(PVC) i

Integruoti diagnostikos sprendimai
BD.com
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Produkto katalogo numeris: 367282

Zenklinimo informacija
Visas zenklinimas atitinka Europos medicinos prietaisy direktyvos 93/42/EEB reikalavimus ir turi CE Zyméjima.
Vieneto pakuoté Sandéliavimo pakuoté Déklo pakuoté

Kompanijos pavadinimas . °

Gamintojo adresas

Produkto katalogo numeris (PCN)

Sterilumo simbolis, rodantis sterilizavimo metoda

Spalvinis kodavimas

CE zyméjimas

Vienkartinio naudojimo simbolis

Partijos numeris

Galiojimo laikas

Naudojimo instrukcijos (iliustracijomis)

Kaniulés matmenys

Sandéliavimo instrukcijos °

Kiekis pakuotéje

Antrinis braksninis kodas (GS1-128) kiekiui, galiojimo laikui, partijos numeriui

Produkto pavadinimas ir trumpas apibtdinimas °

Igaliotas atstovas ° .

Naudojimo instrukcijos Kita informacija

Kraujo surinkimui: 1. Stabilis 4.0. Available at: www.Stabilis.org

2. Health Protection Agency. "Eye of the Needle: United Kingdom Surveillance
of Significant Occupational Exposures to Bloodborne Viruses in Healthcare
Workers". Health Protection Agency, London. Nov 2008.

3. Hernandez Navarrete MJ et al. "Occupational Exposures to Blood and
Biological Material in Healthcare Workers. EPINETAC Project 1996-2000."
Medicina Clinica (Barcelona). 2004;122:81-86.

4. De Carli G et al. "Needlestick-Prevention Devices: We Should Already Be
There." Journal of Hospital Infection. 2008, doi:10.1016/j.jhin.2008.10.017

5. Lamontagne F et al. "Role of Safety-Engineered Devices in Preventing
Needlestick Injuries in 32 French Hospitals". Infection Control and Hospital
Epidemiology. 2007; 28(1): 18-23.

6. Stabilis 4.0. Available at: www.Stabilis.org

7. Console G, Giudice G, Fabbri P, Gremo F, Meliga F, Miniero M, Nelli M.
Esperienza Multicentrica sull’introduzione dei dispositivi medici per la
prevenzione della puntura accidentale, Giornale Italiano delle Infezioni
Ospedaliere 2003; 10(3):120-125.

8. Rogues A-M, Verdun-Esquer C, Buisson-Valles I, Laville M-F, Agne’s
Lasheras A, Sarrat A, Helene Beaudelle H, Brochard P and Gachie J-P. "Impact
of Safety Devices for Preventing Percutaneous Injuries related to Phlebotomy
Procedures in Health Care Workers." American Journal of Infection Control.
2004; 32: 441-4.

9. Glenngard AH & Persson U. Costs associated with sharps injuries in the
Swedish health care setting and potential cost savings from needle-stick
prevention devices with needle and syringe. Scand J Infect Dis 2009:Feb 19:1-
7.

Méginio sandéliavimas ir stabilumas
Netaikoma

Literattira

Netaikoma
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Introducing

BD Vacutainer™
Plus Plastic 3
Citrate Tube b

Flus Plastie

e Innovative tube geometry

that minimizes tube headspace and
associated platelet activation to
optimize APTT monitoring of
unfractionated heparin patients. You
always get a full draw with standard
outside tube dimensions, for 1.8mL and
2.7mL draw volumes.

Clinically equivalent
performance

to the recognized global “Gold
Standard” the 4.5mL BD Vacutainer™
Glass Citrate Tube.

Clinically Proven

with multicenter clinical trials
evaluating all routine coagulation
tests on major patient populations,
and utilizing widely used coagulation
analytical systems.



BD Vacutainer™ Plus Plastic Citrate Tubes...
Clinically equivalent performance to
the BD Vacutainer™ “Gold Standard”

APTT results in patients treated with unfractionated heparin

The 1.8mL and 2.7mL 0.109M BD Vacutainer™ Plus Plastic Citrate Tubes yielded
clinically equivalent mean APTT clotting times when compared to the “Gold Standard”
BD Vacutainer™ 0.105M Glass Sodium Citrate Tube for patients treated with

unfractionated heparin, using two APTT reagents.

1.8mL Clinical Study

Hemoliance® Dade®
60 Thrombosil | 60 Actin FSL
50 50
& = 4o} = 40
e —_— —
" = =
j A 5 30} 5 30
b A < <
i 20} 20
|| 4.5mL Glass
10} 10
~ I:I 1.8mL Plastic
0 0
2.7mL Clinical Study
6 Hemoliance® 6 Dade®
i Thrombosil | Actin FSL
50 50
...!ﬂ = 40F = 40
i — —
E 30l E 30
< <
£l 20+ 20
|, 4.5mL Glass
10} 10
- |:I 2.7mL Plastic
0 0

Number of patients are indicated for each tube/reagent combination. These data
represent a subset of the total patient population of over 1000 tested during the

product development process.

PT results and INR results in patients treated with Warfarin

The 1.8mL and 2.7mL 0.109M BD Vacutainer™ Plus Plastic Citrate Tubes yield
clinically equivalent mean PT clotting times and INR values when compared to
the “Gold Standard” BD Vacutainer™ 0.105M Glass Sodium Citrate Tube for
Warfarin donors with two tested PT reagents (Hemoliance® Brain Thromboplastin

and Dade® Innovin®).

PT results and APTT results in normal patients

The same tubes also yielded clinically equivalent mean PT and APTT clotting times when
compared to the “Gold Standard” BD Vacutainer™ 0.105M Glass Sodium Citrate Tube
in normal patients with both PT reagents as well as APTT reagents.

Reference: VS5936 Evaluation of 0.109M 2.7mL and 1.8mL BD Vacutainer™ Plus Plastic Sodium

Citrate Tubes using the Electra 1400C™ Analyzer.
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Clinical Documentation®

Anti-Heparin Xa Coulter® STKS™

APTT Dade Behring BCS™
Fibrinogen Diagnostica Stago STA®
Platelet Counts IL Electra 1400C™

PT IL Futura™

Sysmex® 1500C
Sysmex® K1000

* As of March 2002

Dade® Actin® (FS, FSL)

Dade® Innovin®

Dade® Thromboplastin C Plus
Hemoliance® Brain Thromboplastin
Hemoliance Thrombosil™ |

IL Test™ APTT-SP

IL Test™ PT-Fibrinogen HS Plus
Stachrom® Heparin Xa reagent
STA® Fibrinogen
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The BD Vacutainer™ Plus Plastic Citrate Tubes
were designed to meet the needs and demands
of today’s market.

Outer Tube

* Consists of PET (Polyethylene Terephthalate), the virtually
unbreakable material used for all BD Plastic Tubes.

External Tube

~«—— 13x75mm PET
e VVacuum retention
e Consistent outer dimension

* Retains vacuum, maintaining proper blood to additive ratio.

» Consistent 13x75mm plastic tube external dimensions
in both draw volumes.

e Standard light blue BD Hemogard™ closure for 2.7mL tubes. E.n.26

 Clear BD Hemogard™ closure for 1.8mL tubes.

Inner Tube
* Consists of Polypropylene, a specialized non-activating surface.

* Retains liquid additive, maintaining the proper blood to additive
ratio and citrate concentration.

Internal Tube

Smaller Polypropylene
e Minimal platelet activation
e Good liquid barrier

* Varying inside diameter maintains the same minimized
headspace across all draw volumes.

e Full draw specimen in both 1.8mL and 2.7mL volume tubes.

BD Vacutainer™ Plus Plastic Citrate Tube

Tube ™ Draw Citrate Label .
CHEE Dimension e e Volume Concentration Type T
363083  13x75mm >hield: Solid Lt. Blue 27mL  0109Molar/3.2%  Paper 100/box
[ | Rubber Stopper: Lt. Blue 1000/case
363080  13x75mm  Snield:TranslucentClear =4 g g100Molar/3.2% ~ Paper  100/box
Rubber Stopper: Lt. Blue 1000/case
Other BD Vacutainer™ Safety Products:
= o v
L2 .
W
BD Eclipse™ Blood BD Safety-Lok™ Blood BD Vacutainer™ BD™ Single Use BD™ Blood Transfer BD Quikheel™ BD Genie™ BD™ Urine Analysis
Collection Needle Collection Set Plus Plastic Tubes Holder Device Lancet Lancet Preservative Tubes
Technical Service: 800.631.0174 NICY B 'D
Customer Service: 888.237.2762 v

BD Vacutainer Systems
Preanalytical Solutions

1 Becton Drive
Franklin Lakes, NJ 07417

) : : ) www.bd.com/vacutainer
BD, BD Logo, Vacutainer, Eclipse, Safety-Lok, Hemogard, Quikheel and Genie are the trademarks of
Becton, Dickinson and Company. All other brands are the trademarks of their respective holders. ©2002 BD.
Printed in USA  3/02 V55945 159
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BD specimen collection portfolio

The BD portfolio offeres a comprehensive range of products that enhances patient and
healthcare worker safety through better specimen collection in the preanalvtical phase

BD Arterial Blood
Collection System:

BD Vacutainer®
Closed Urine
Collection System:
Reduces mixed growth
and contaminated
samples saving costs,
time and diagnostic
and treatment delays.

BD Vacutainer® Venous
Blood Collection
System:

Full range of tubes
and venous access
devices to meet any
laboratory and patient
population needs.

and safe solutions to
standardise collection
of arterial samples

Panel testing.

BD Microtainer®
Capillary Collection
Provide clinically superior

A complete solution
designed and developed

for your most fragile
dedicated to Critical Care

BD Innovative
Solutions:
Specifically designed
to meet emerging clinical
and diagnostic needs.

System:

patients.

BD Vacutainer® Evacuated Blood Collection System

The BD Vacutainer® blood collection system is a closed evacuated system, which consists of BD
Vacutainer® Tubes, Needles and Holders being used together as a system for the collection of venous

blood .

BD Vacutainer®

One-Use Holder
1.16

/7 73 750, 1 Gecton vive rankin akes,
Fo O Wi 4 8iori7

Sterile evacuated
BD Vacutainer®
Barricor™ tube

Safety valve for
multiple sampling

e CE marked to reflect compliance to the applicable directives N

e Reproducible blood draw volume with each tube having a predetermined
vacuum

o Comprehensive range of additives to stabilise most blood components

e BD Hemogard™ safety closure provides optimal protection for users from
blood exposure

e Sterile tube and needle ensure no microbiological contamination of
samples

e Arange of labels to ensure traceability of collected patient samples

Please refer to page 65 for full list of references

BD Vacutainer® Eclipse™ Signal™
Blood Collection Needle - a safety

needle for venous blood sampling

BD Vacutainer® UltraTouch™ Push
Button Blood Collection Set - a
safety needle with in-vein activation

11
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall  Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.” 256 (<> <> 1 0.500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 v
for easier access of difficult veins and experience better fill “These are nominal ID values

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall  Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.” 256 (<> <> 1 0.500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 v
for easier access of difficult veins and experience better fill “These are nominal ID values

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall  Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.” 256 (<> <> 1 0.500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 v
for easier access of difficult veins and experience better fill “These are nominal ID values

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall  Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.” 256 (<> <> 1 0.500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 v
for easier access of difficult veins and experience better fill “These are nominal ID values

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall  Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.” 256 (<> <> 1 0.500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 v
for easier access of difficult veins and experience better fill “These are nominal ID values

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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TECHNICAL INFORMATION SHEET «»

BD Vacutainer®

With Integrated Holder
Product Catalogue Number: 368835

Product Description

Single use blood collection needle with an integrated holder and
for the collection of human venous blood for the purpose of in vi

venous access.

Manufacturing Information

(Legal) Manufacturer:

Standards & Certificate
Numbers:

Country of origin:

Certification body:

Notified Body:

EU Authorised Representative:

Compliance

Directive:

Classification:

Becton, Dickinson and Company Belliver Industrial

Estate Belliver Way Roborough, Plymouth, PL6 7BP,

UK
EN ISO 13485

UK
BSI UK (0086)
BSI NL (2797)

BD Switzerland Sarl, Terre Bonne Park - A4, Route
de Crassier 17, 1262 Eysins, Switzerland

European Medical Devices Directive 93/42/EEC

Class lla

Product Specification

Product Storage:
Shelf-life:

Do not expose to direct sunlight

3 years

Global medical device nomenclature (GMDN): 35209

Material Safety Data Sheet (MSDS): Not applicable
External Dimensions (gauge x inch): 21Gx1
External Dimensions (mm): 0.8 x 25.4

IV / Shield Colour: Green

Latex (NRL): No

Dry Natural Rubber (DNR): No

Phthalates: No

Material of animal origin: No
Packaging Specifications

50 unit pack weight (kg): 0.37

50 unit pack volume (m?3): 0.0026623
50 unit pack dimensions LxHXW (mm): 160 x 129 x 129
400 unit packaging material: Cardboard
400 unit packaging weight (kg): 0.302

Page 1 of 1

Eclipse™ Signal™ Blood Collection Needle

sterile fluid path, intended to be used by healthcare professionals

ro diagnostic testing examination. The device includes a user
activated safety shield to reduce the risk of an accidental needlestick injury and a flash chamber to inform the user of successful

1.20 Sterili

Sterilisation

Method: Gamma Radiation
SAL: 10

Standards applied: EN ISO 11137

Product Standards & Guidelines

Standards: EN ISO 11137

\
©—
1
1. Holder Polypropylene (PP)
2. NP Sleeve Synthetic Isoprene
3. NP Cannula Stainless Steel (304 Grade)
4. Hub Polystyrene (PS)
5. Blood Droplet Reduction System Polyethelene (PE) and Stainless Steel (304
Grade)
6. Flash Chamber Polystyrene (PS)
7. Safety Shield Polypropylene (PP)
8. IV Cannula Stainless Steel (304 Grade)
9. IV Shield Polypropylene (PP)
10. Peel Tab Contains paper, polyethelene (PE), high density polyethelene (HDPE)
and adhesive
50 unit packaging material: Cardboard
50 unit packaging weight (kg): 0.063
400 unit pack weight (kg): 3.33
400 unit pack volume (m?): 0.0257507
400 unit pack dimensions LxHXW (mm): 539 x 273 x 175

BD Life Sciences — Integrated Diagnostic Solutions
BD.com
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BD Vacutainer® Eclipse™ Signal™ Blood Collection Needle With Integrated

Holder
Labelling Information

Product Catalogue Number: 368835

All labelling complies with the requirements of the European Medical Devices Directive 93/42/EEC and includes CE marking.

Company name

Manufacturer address

Product Catalogue Number (PCN)

Sterile symbol showing method of sterilisation
Colour Coding

CE marking

Single use symbols

Lot number

Expiry date

Instructions for Use (pictorials)

Cannula dimensions

Storage instructions

Quantity in package

Primary barcode (GS1-128) product identification

Secondary barcode (GS1-128) quantity, expiry, lot number

Product name & short description

Instructions For Use

[

N

w

(S

Sample Storage & Stability

Not applicable

References

Not applicable

© 2020 BD, BD logo and all other trademarks are the property of
Becton, Dickinson and Company.

Last updated 15/05/2020
Page 2 of 2
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Unit Pack Shelf Pack Case Pack
. .

Further Reading

.BD White Paper V59221, Evaluation of the BD Vacutainer® Eclipse™ Signal™ Blood

Collection Needle for Blood Flow Rate, 2015

.BD White Paper V59222, User Assessment of the BD Vacutainer® Eclipse™ Signal™

Blood Collection Needle for Safety Shield Activation and Flash Visibility, 2015

.BD White Paper VS9237, Evaluation of the BD Vacutainer® Eclipse™ Signal™ Blood

Collection Needle for Hemolysis as Measured by Visual Observations and Potassium
and Lactate Dehydrogenase, 2015

.Stabilis 4.0. Available at: www.Stabilis.org
.Stabilis 4.0. Available at: www.Stabilis.org

.Glenngdrd AH & Persson U. Costs associated with sharps injuries in the Swedish health

care setting and potential cost savings from needle-stick prevention devices with
needle and syringe. Scand | Infect Dis 2009:Feb 19:1-7.

.Frost and Sullivan. "Safety & Economy: a Survey On the Use of BD Vacutainer®

Eclipse™ Blood Collection Needles in UK Hospitals". 2008. Reference available from
BD on request.

.De Carli G et al. "Needlestick-Prevention Devices: We Should Already Be There."

Journal of Hospital Infection. 2008, doi:10.1016/j.jhin.2008.10.017

.Health Protection Agency. "Eye of the Needle: United Kingdom Surveillance of

Significant Occupational Exposures to Bloodborne Viruses in Healthcare Workers".
Health Protection Agency, London. Nov 2008.

.Lamontagne F et al. "Role of Safety-Engineered Devices in Preventing Needlestick

Injuries in 32 French Hospitals". Infection Control and Hospital Epidemiology. 2007;
28(1): 18-23.

.Hernandez Navarrete MJ et al. "Occupational Exposures to Blood and Biological

Material in Healthcare Workers. EPINETAC Project 1996-2000." Medicina Clinica
(Barcelona). 2004;122:81-86.

.Chen LBY, Bailey E, Kogan G, Finkelstein LE and Mendelson MH. "Prevention of NSI in

Healthcare Workers: 27-Month Experience with a Resheathable Safety Winged Steel
Needle Using CDC Nash database." 4th Decennial International Conference on
Nosocomial and Healthcare Associated Infections. Atlanta, Georgia; 5-9 March, 2000.

.Posters from 14th Journée GERES - Marseille - 23 Mai 2003 a. N. Jobit-Laudette.

Incidents involving accidental exposure to blood b. E. Houdain, D. Descamps, A.
Wdoviak, C. Ducrond. Notre Démarche de prévention des ABE c. F. Bermon.
Prévention des ABE & choix du matériel d. P. Guillain Réduction des ABE : Objectif
atteint

14.)Jagger J, De Carli G, Perry J, Puro V, Ippolito G. "Occupational Exposure to Bloodborne

Pathogens: Epidemiology and Prevention". In Wenzel RP, Prevention and Control of
Nosocomial Infections (4th Edition). Baltimore, MD: Lippincott Williams & Wilkins,
2003: 430-66.

.BD White Paper VS5940. "Incident of Blood Splatter During Activation of Safety-

Engineered Blood Collection Devices." 2001.

I
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BD Diagnostics - Preanalytical Systems

Pre-attached BD Safety-Lok™
Blood Collection Sets 1.21, 1.22 Sterilios

368652, 368653, 368654, 368655

for short-term 1V administration.

Single use, [sterilg| blood collection winged set with needle-based protective
shield, pre-assembled with a luer adapter and a single-use holder. Suitable

General characteristics

Material

Manufacturing
Site

Sterilization

CE Compliance

IV cannula Stainless Steel

IV shield Polyethylene

Yellow safety shield Polypropylene

Wings PVC Polyvinyl Contains 14% DEHP
Tubing PVC Medical Grade Contains 40% DEHP
Hub Polypropylene

Luer adapter ABS

NP cannula Stainless steel

Sleeve Synthetic Isoprene Rubber Latex free

Holder Polypropylene

BD Nogales - BSI EN 1SO 13485 certification (No FM 71665).
BD Sumter — ISO 9002 / EN 46002 certification (NSAI No MD 1317)

10 SAL (Sterility Assurance Level)

By ETO in accordance with the European Standards EN550 and 1SO 11135

Class lla Medical Device - European Directive 93/42/EEC.

CE certificate delivered by NSAI (National Standards Authority of Ireland)

No 0050.

Storage Avoid direct sunlight

[Packaging Unit pack: blister | 1.21, 1.22 Supakuotos atskirali
Shelf pack: 25 units box
Shipping case: 200 units

Shelf-life 2 years unpacked

Material Data
Sheet

Not Applicable

Specific characteristics

BSI

<

368652 368653 368654 368655
IV cannula dimensions 19 x 8/10 19 x 8/10 19 x 6/10 19 x 6/10
¢ (mm, inch) x & (mm, G) 21G % 21G % 23G ¥ 23G Y%
Tubing length 300 mm - 12~ 178 mm - 7" 300 mm - 12~ 178 mm—-7"
(mm, inch)
Dead space +0,5 ml +0,3ml +0,5ml +0,3ml
Colour coding Green Green Light Blue Light Blue

Holder + luer adapter

Not bonded to the winged needle

Product Technical Data Sheet

CB/ Apr. 05
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BD Diagnostics - Preanalytical Systems

Labelling

1.21, 1.22 Pakuote sterili Unit pack Shelf pack Case pack

Company name and manufacturer address

BD trademark °

Reference number Y

“STERILE” and mode of sterilization (symbol)

Colour coding

CE marking, single use product symbols

Lot number and expiration date

Illustrated instructions for use

Device dimensions

Storage conditions (symbol) °

Quantity in the packaging

Primary bar code (UCC/EAN 128) — product identification ™

Secondary barcode (UCC/EAN 128) — quantity, expiry date, ®
place of manufacturing, lot number

Green dot (recycling)

Instructions for use

Pre-attached Safety-Lok blood collection set is ready-to-use straight out of the package.
The patient’s arm must be in a downward position

The venipuncture site must be disinfected and dried

Release tourniquet as soon as blood flows into the tube

Respect tubes order of draw. Caution, winged sets have dead space volume in tubing.
Remove last full tube from holder before needle removal from the vein.

Collection

AN NN AN

holder) as a single unit into a sharps container. Do not reuse.
Illustrated instructions for use available upon request.

Order of draw  In case of blood collection for blood culture

Aerobic bottle,

Anaerobic bottle

Tubes without additive

Tubes for coagulation studies (Citrate, CTAD)

Gel separator tubes and tubes with coagulation activator
Other additive tubes (Heparin, EDTA...)

o~ E

Injection /
Short term IV
Administration

Remove Luer adapter with holder
Attach IV line or syringe to the female luer

ANANEN

longer than 2 hours
Withdraw the needle from the patient vein. Activate safety shield and dispose all used
materials in appropriate container.

{\

Venous blood collection for blood culture

Venous blood collection on fragile, trauma veins (with 13 & tubes)
Venous blood collection on top of the hand

Venous blood collection with restless patients (ie: children)
Injection and short-term infusion

Intended use

Product Technical Data Sheet
CB/ Apr. 05 BD

When sampling is complete, activate safety shield and dispose the entire device (wing set +

Administer medication in accordance with your facility’s procedure and should not be used
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A new standard for venous blood collection

Improving clinical outcomes
Ultra-thinwall  Thin wall

The BD Vacutainer® UltraTouch™ Push Button Blood Collection A
Set with a larger inner diameter cannula enables faster flow 23G 0600
3 3 v

and shorter fill times without compromising on sample quality:

e 50% reduction of tube fill times: improve efficiency with 0.533* 0370
23G BD Vacutainer® UltraTouch™ vs. 23G Push Button A
wingset needles.” 256 (<> <> 1 0.500
e Downsize with confidence to 25G BD Vacutainer® UltraTouch™ 0.406* 0292 v
for easier access of difficult veins and experience better fill “These are nominal ID values

times compared to a 23G Push Button wingset.? All Measurements are in mm

Standard

Advancing the quality of care 3-bevel tip

e Reduce insertion pain with PentaPoint™ comfort bevel:

penetration force is reduced by up to 32% compared to PentaPoint 9
3-bevel cannula.’ needle tip

e The 25G BD Vacutainer® UltraTouch™ Push Button 25G Ultra-thin wall Standartiné
Blood Collection Set can improve the rate of successful E tribriauné
venipunctures with complex patient populations while adata
statistically significantly reducing insertion force and 23G Traditional Thin wall

overall pain during blood collection, without compromising
efficiency and sample quality.”

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets with Pre-Attached Holder®

Cat. no. Size Length of tubing Colour code Box/Case
368686 21 G (0.8 mm) 178 mm | 20/100
368689 21 G (0.8 mm) 305 mm | 20/100
368685 23 G (0.6 mm) 178 mm 20/100
368688 23 G (0.6 mm) 305 mm 20/100
368684 25 G (0.5mm) 178 mm ] 20/100
368687 25G (0.5mm) 305 mm | 20/100

BD Vacutainer® UltraTouch™ Push Button Blood Collection Sets non-Pre-Attached

Cat. no. Size Length of tubing Colour code Box/Case
367393 21G (0.8 mm) 178 mm I 50/200
367365 21G (0.8 mm) 305mm I 50/200
367392 23 G (0.6 mm) 178 mm 50/200
367364 23G (0.6 mm) 305 mm 50/200
367391 25G (0.5mm) 178 mm | 50/200
367363 25G (0.5mm) 305mm ] 50/200
BD recommends for all needles without a pre-attached holder that a BD Vacutainer® One Use Holder be used: Cat. No. 364815
* Available July 2019
bd.com/vacutainer/ultratouch
References
1 Mouser A, Uettwiller-Geiger D, Plokhoy E, Berube J, Ahuja AJ, Stankovic AK. Evaluation of pain and specimen quality by use of a novel
25-gauge blood collection set with ultra-thin wall cannula and 5-bevel tip design. J Appl Lab Med. 2017;2(2):201-210.
2 BD White Paper VS9249: Evaluation of Tube Fill Time of the BD Vacutainer® UltraTouch™ Push Button Blood Collection Set with
PentaPoint™ Comfort Bevel and RightGauge™ Cannula as Compared with the Current BD Vacutainer® Push Button Blood Collection Set
with Thin Wall 3-Bevel Cannula
3 BD White Paper VS9250: Performance Evaluation of BD Vacutainer UltraTouch Push Button Blood Collection Set and Comparison with
the Current BD Vacutainer Push Button Blood Collection Set for Visual and Analytical Inidcators of Hemolysis
BD - Europe, Terre Bonne Park — A4, Route de Crassier 17, 1262 Eysins, Switzerland SE

bd.com w

BD, the BD Logo, BD Vacutainer and BD Vacutainer UltraTouch are trademarks of Becton, Dickinson and Company.
© 2018-2019 BD and its subsidiaries. All rights reserved. XEUR-0007-19-B WEU310.1
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TECHNICAL INFORMATION SHEET

BD Vacutainer® Multiple Sample Luer Adaptor

™

Product Catalogue Number: 367300

Product Description _ o o .
Skirtaskraujoemimui i kateterioj mégintuvelj uzdarojesistemoje

Single use, sterile device designed to provide safe and secure connection to a catheter port, to enable blood or urine sampling
using an evacuated collection tube. These products are intended for use by healthcare professionals.

Manufacturing Information Sterilisation

(Legal) Manufacturer: Becton, Dickinson and Company 1 Becton Drive, Method: Gamma Radiation
Franklin Lakes, NJ 07417, USA .

Standards & Certificate EN ISO 13485:2012, MD19.2137, CE 252.191 SAL: 10

Numbers: Standards applied: EN ISO 11137

Country of origin: USA

Notified body: NSAI (0050)

Notified Body: NSAI (0050)

EU Authorised Representative: ~BD Switzerland Sarl, Terre Bonne Park - A4, Route

de Crassier 17, 1262 Eysins, Switzerland

Product Standards & Guidelines

Standards: ENI1SO 11137
Compliance
Directive: European Medical Devices Directive 93/42/EEC
Classification: Class |
Product Specification
Product Storage: Do not expose to direct sunlight
Shelf-life: 3 years @
Global medical device nomenclature (GMDN): Not Applicable
Latex (NRL): No
Dry Natural Rubber (DNR): No — —
Phthalates: No ‘13_;‘ T —
Material of animal origin: No —y

1. NP Cannula Stainless Steel (304 Grade) 2
2. Hub Polystyrene (PS) _./
3. Sleeve Synthetic Isoprene

Packaging Specifications

100 unit pack weight (kg): 0.186 100 unit packaging material: Cardboard

100 unit pack volume (m?3): 0.000721 100 unit packaging weight (kg): 0.22

100 unit pack dimensions LxHxW (mm): 79 x74 x 124 1000 unit pack weight (kg): 1.860

1000 unit packaging material: Cardboard 1000 unit pack volume (m?): 0.009500

1000 unit packaging weight (kg): Not Available 1000 unit pack dimensions LxHxW (mm): 403 x 162 x 146

BD Life Sciences — Integrated Diagnostic Solutions
BD.com

Page 1 of 1
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BD Vacutainer® Multiple Sample Luer Adaptor

Labelling Information

Product Catalogue Number: 367300

All labelling complies with the requirements of the European Medical Devices Directive 93/42/EEC and includes CE marking.

Company name

Manufacturer address

Product Catalogue Number (PCN)

Sterile symbol showing method of sterilisation
CE marking

Single use symbols

Lot number

Expiry date

Instructions for Use (pictorials)

Storage instructions

Quantity in package

Secondary barcode (GS1-128) quantity, expiry, lot number
Product name & short description

Authorised Representative

Instructions For Use

a. —_—
2 qg—jﬂ@ 4, H@ SbHE:'FE?f\

Sample Storage & Stability

Not applicable

References

Not applicable

© 2020 BD, BD logo and all other trademarks are the property of
Becton, Dickinson and Company. Luer3

Last updated 16/04/2020
Page 2 of 2

Unit Pack Shelf Pack

Further Reading
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EN

Case Pack

.Clinical and Laboratory Standards Institute: Procedures for the Collection of

Diagnostics Blood Specimens by Venipuncture (7th Edition). Wayne, PA, USA, 2007:

Document GP41-A7.

(Fourth Edition). Upper Saddle River, N.J: Prentice Hall, 2001.

USA: Lippincott Williams and Wilkins, 2007.

.Stabilis 4.0. Available at: www.Stabilis.org

I

.Garza D and Becan-McBride K. Phlebotomy Handbook: Blood Collection Essentials

.McCall RE and Tankersley CM. Phlebotomy Essentials (Fourth Edition). Philadelphia,

BD
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