HBsAg Rapid Test Cassette

(Whole Blood/Serum/Plasma)
Package Insert

[ REFIHBSG-402 | English |
A rapid test for the qualitative detection of Hepatitis B Surface Antigen (HBsAg) in human
whole blood, serum or plasma.
For laboratory professional in vitro diagnostic use only.

[INTENTED USE]
The HBsAg Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative
detection of Hepatitis B Surface Antigen in human whole blood, serum or plasma to aid in the
diagnosis of HBsAg infection.
The product is intended to be used by trained laboratory personnel. For laboratory use only.
The test provides preliminary test results. Negative results will not preclude Hepatitis B virus
infection and they can’t be used as the sole basis for treatment or other management decision.
Not for Self-testing use. Not for near-patient use. Not for blood donor screening.

[SUMMARY]
Viral hepatitis is a systemic disease primarily involving the liver. Most cases of acute viral
hepatitis are caused by Hepatitis A virus, Hepatitis B virus (HBV) or Hepatitis C virus. The
complex antigen found on the surface of HBV is called HBsAg. Previous designations included
the Australia or Au antigen. In a typical Hepatitis B infection, Chronic HBV infection is defined
as either the presence of HBsAg in the serum for at least 6 months or the presence of HBsAg
in a person who tests negative for immunoglobulin M antibodies to hepatitis B core antigen.
Unlike persons who recover from acute HBV infection, persons with chronic HBV infection do
not develop anti-HBs, and HBsAg typically persists for decades.* The presence of HBsAg in
serum indicates that the patient has contracted HBV infection.? HBsAg has four principal
subtypes: adw, ayw, adr and ayr. Because of antigenic heterogeneity of the determinant, there
are 10 major serotypes of Hepatitis B virus.
The HBsAg Rapid Test Cassette is a rapid test to qualitatively detect the presence of HBsAg
in whole blood, serum or plasma specimen. The test utilizes a combination of monoclonal and
monoclonal antibodies to selectively detect elevated levels of HBsAg in whole blood, serum or
plasma.

[PRINCIPLE]
The HBsAg Rapid Test Cassette is a qualitative, solid phase, two-site sandwich immunoassay
for the detection of HBsAg in whole blood, serum or plasma. The membrane is pre-coated with
anti-HBsAg antibodies on the test line region of the test. During testing, the whole blood,
serum or plasma specimen reacts with the particle coated with anti-HBsAg antibodies to form
a complex. The complex migrates upward on the membrane chromatographically by capillary
action to react with anti-HBsAg antibodies on the membrane and generate a colored line. The
presence of this colored line in the test region indicates a positive result, while its absence
indicates a negative result. To serve as a procedural control, a colored line will always appear
in the control line region indicating that proper volume of specimen has been added and
membrane wicking has occurred.

[REAGENTS]
The test contains anti-HBsAg particles and anti-HBsAg coated on the membrane.

[WARNINGS AND PRECAUTIONS]
Please read all the information in this package insert before performing the test.
«For laboratory professional use only. For in vitro diagnostic use only.
+Do not use after expiration date. Do not reuse the test.
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*The test should remain in the sealed pouch until use. Do not use test if the pouch is damaged.

*Do not eat, drink or smoke in the area where the specimens or kits are handled.
*Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard procedures
for proper disposal of specimens.
*Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
*The used test should be discarded according to local regulations.
«Humidity and temperature may adversely affect results.
*Wash hands thoroughly before and after handling.
*Any serious incident that has occurred in relation to the test shall be reported to the
manufacturer and the competent authority.
«Components provided in the kit are approved for use in the HBsAg Rapid Test Cassette. Do
not use any other commercial kit component.
[STORAGE AND STABILITY]
The kit can be stored at room temperature or refrigerated (2-30 C). The test is stable through
the expiration date printed on the sealed pouch. The test must remain in the sealed pouch until
use. DO NOT FREEZE. Do not use beyond the expiration date.
Note: It is suggested to use test within one hour after removing it from the foil pouch.
[SPECIMEN COLLECTION AND PREPARATION]
e The HBsAg Rapid Test Cassette can be performed using whole blood (from venipuncture),
serum or plasma.

® VVenous whole blood:
Collect whole blood specimen into a collection tube (with specified anticoagulant, namely
EDTA K2, heparin sodium, sodium citrate or potassium oxalate) according to standard
venous blood sampling process. Other anticoagulants may lead to incorrect results. Whole
blood specimen can be stored at 2-8°C for up to 2 days if it is not used immediately after
being sampled. Do not freeze whole blood specimen. Before testing, gently shake the blood
tube to obtain a homogeneous specimen.

® Serum:
Collect whole blood specimen into a collection tube without anticoagulant according to
standard venous blood sampling process. Leave to settle for 30 minutes for blood
coagulation, and then spin at 1,000 to 1,200 g for 10 to 15 minutes at room temperature to
obtain the serum supernatant. Don’t leave samples in centrifuge after spinning.

® Plasma:

Collect whole blood specimen into a collection tube (with specified anticoagulant, namely
EDTA K2, heparin sodium, citrate sodium or potassium oxalate) according to standard
venous blood sampling process. Gently invert the collection tube for several times and leave
to settle for 30 minutes for blood coagulation, and then spin at 1,000 to 1,200 g for 10 to 15
minutes at room temperature to obtain the plasma supernatant. Don’t leave samples in
centrifuge after spinning.

Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only
clear, non-hemolyzed specimens.

Testing should be performed immediately after the specimens have been collected. Do not
leave the specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days, for long term storage, specimens
should be kept below -20°C. Whole blood collected by venipuncture should be stored at 2 —
8 °C if the test is to be run within 2 days of collection. Do not freeze whole blood specimens.
Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly.

If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation of etiologic agents.

repeat the test with a new test. If the problem persists, discontinue using the test kit

immediately and contact local distributor.

[QUALITY CONTROL]

A procedural control is included in the test. A colored line appearing in the control line region(C)

is considered an internal procedural control. It confirms sufficient specimen volume, adequate

membrane wicking and correct procedural technique.

[LIMITATIONS]

. The HBsAg Rapid Test Cassette is for professional in vitro diagnostic use only. The test
should be used for the detection of HBsAg in human whole blood, serum or plasma
specimen. Neither the quantitative value nor the rate of HBsAg concentration can be
determined by this qualitative test.

. The HBsAg Rapid Test Cassette will only indicate the presence of HBsAg in the specimen
and should not be used as the sole criteria for the diagnosis of Hepatitis B viral infection.

. Other forms of infection like seronegative infection in window period and occult hepatitis B

infection could be missed by HBsAg assays.

When the test results and clinical symptoms are inconsistent, it should be confirmed by

ELISA, CMIA or NAT.

. The HBsAg Rapid Test Cassette cannot detect less than 1 ng/mL of HBsAg in specimens. If
the test result is negative and clinical symptoms persist, additional follow-up testing using
other clinical methods is suggested. A negative result at any time does not preclude the
possibility of Hepatitis B infection.

6. The hematocrit of the whole blood should be between 25% and 65%.

[PERFORMANCE CHARACTERISTICS]

Sensitivity and Specificity
The HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) was tested serum, plasma and
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[MATERIALS] whole blood clinical specimens and compared with CE marked CMIA test .The results show
Materials provided that the relative sensitivity of the HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) is
Kit size 40T/kits | 25T/kits 99.9% and the relative specificity is 99.9%.
Tests 40 25 For Whole Blood/Serum/Plasma Specimen
c Package insert 1 1 Sample Serum/Plasma Specimen Whole Blood Specimen
omponent ; ;
ponents Droppers 40 25 Sample Status HBsAg Co’\;nparator Specimen HBsAg Rapid Specimen HBsAg Rapid
ethod Test Test
Buffer Status Number — - Number — -
A 2 1 Positive|Negative Positive|Negative
3mL (PBS, 0.02% Proclin 300, <0.02% NaNs) HBsAg positive sample | Positive CMIA 722 721 1 50 50 0
Materials required but not provided Blood Donation Negative|  CMIA 900 2 898 200 0 200
* Specimen collection containers + Centrifuge « Timer Clinical (hospital) sample |Negative| CMIA 1282 2 1280 30 0 30
[DIRECTIONS FOR USE]) Pregnant Woman Negative CMIA 215 0 215 / i /
Interference Substance |Negative] CMIA 140 0 140 / / /

Allow the test, specimen and buffer to reach room temperature (15-30°C) prior to testing.

-

. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it as soon as possible.
. Place the cassette on a clean and level surface.
For Serum or Plasma specimen:
« Hold the dropper vertically and transfer 3 drops of serum or plasma to the specimen
well (S) of test cassette and start the timer. See illustration below.
For Venous Whole Blood specimen:
» Hold the dropper vertically and transfer 3 drops of whole blood to the specimen well (S)
of test cassette, then add 1 drop of buffer, and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read results at 15~30 minutes. Do not interpret the
result after 30 minutes.
Note: It is suggested not to use the buffer beyond 6 months after opening the vial.

3 Drops of Serum 3 Drops of Venipuncture
or Plasma Whole Blood

=~ 1 Drop of Buffer
I
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[INTERPRETATION OF RESULTS]
(Please refer to the illustration above)

POSITIVE:* Two colored lines appear. One colored line should be in the control region (C)
and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of HBsAg present in the specimen. Therefore, any shade of color in the test
region (T) should be considered positive.

NEGATIVE: One colored line appears in the control region (C). No colored line appears in
the test region (T).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and

Relative Sensitivity =99.87%(95%CI*:99.28%->99.99%)
Relative Specificity =99.86% (95%CI*:99. 63%-99.96%)
Overall Accuracy=99.86% (95% CI*: 99.67%-99.95%) *Confidence Intervals

Separately for Serum Specimen

Serum Specimen

Sample Status Sample HBsAg | Comparator Specimen | HBsAg Rapid Test
Status Method — o

Number | Positive | Negative

HBsAg positive sample Positive CMIA 492 492 0

Blood Donation Negative CMIA 800 2 798
Clinical (hospital) sample| Negative CMIA 1062 2 1060
Pregnant Woman Negative CMIA 215 0 215
Interference Substance Negative CMIA 140 0 140

Relative Sensitivity =>99.99%(95%CI*:99.25%->99.99%)
Relative Specificity =99.82% (95%CI*:99.54%-99.95%)
Overall Accuracy=99.85% (95% CI*: 99.62%-99.96%) *Confidence Intervals

Separately for Plasma Specimen

Plasma Specimen
Sample Status Sample HBsAg | Comparator Specimen | HBsAg Rapid Test
Status Method — -
Number | Positive | Negative
HBsAg positive sample Positive CMIA 230 229 1
Blood Donation Negative CMIA 100 0 100
Clinical (hospital) sample] Negative CMIA 220 0 220
Pregnant Woman Negative CMIA / / /
Interference Substance Negative CMIA / / /

Relative Sensitivity =99.57%(95%CI*:97.60%-99.99%)
Relative Specificity =>99.99% (95%CI*:98.85%->99.99%)
Overall Accuracy=99.82% (95% CI*: 98.99%->99.99%) *Confidence Intervals

Separately for Whole Blood Specimen

Sample HBsAg | Comparator Whole Blood Speumen
Sample Status Status Method Specimen | _HBsAg Rapid Test
Number | Positive | Negative
HBsAg positive sample Positive CMIA 50 50 0
Blood Donation Negative CMIA 200 0 200
Clinical (hospital) sample| Negative CMIA 30 0 30
Pregnant Woman Negative CMIA / / /
Interference Substance Negative CMIA / / /

Relative Sensitivity =>99.99%(95%CI*:92.89%->99.99%)
Relative Specificity =>99.99% (95%CI*:98.41%->99.99%)

Overall Accuracy=>99.99% (95% CI*: 98.69%->99.99%) *Confidence Intervals



Serum vs. Plasma

Sensitivity in seropositive paired serum and plasma specimens:
A total of 100 seropositive paired serum and plasma were tested with HBsAg Rapid Test
Cassette, respectively. There was a good correlation of testing results between serum and
plasma with HBsAg seropositive samples.
ISpecimen Type [Number of specimens tested |Agreement for positive results by
HBsAg Rapid Test
ISerum 100 >99.9%(100/100)
Plasma 100 >99.9%(100/100)
Specificity in seropositive paired serum and plasma specimens:
A total of 220 seronegative paired serum and plasma were tested with HBsAg Rapid Test
Cassette, respectively. There was a good correlation of testing results between serum and
plasma with HBsAg seronegative samples.
ISpecimen Type |Number of specimens tested |Agreement for negative results by
HBsAg Rapid Test
ISerum 220 >99.9%(220/220)
Plasma 220 >99.9%(220/220)

Sero-conversion panels
30 sero-conversion panels were studied with HBsAg Rapid Test Cassette (Whole Blood/
Serum/Plasma) and compared to results from CE marked Turklab HBsAg test as reference
assay. HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) has the similar detection
capacity as reference assay.

Hook Effect
There is no dose hook effect with the test, when the HBsAg level is no more than 500 ng/mL.

Intra-Assay
Within-run precision has been determined by using four specimens: Ong/mL, 1ng/mL, 7ng/mL
and 20ng/mL positive specimens. The study was performed 15 replicates per day for 5
consecutive days by one operator using 1 lot of HBsAg Rapid Test, 1 lot of buffer. No
difference was detected in intra lot.

Inter-Assay
Between-run precision has been determined by using four specimens: Ong/mL, 1ng/mL,
7ng/mL and 20ng/mL positive specimens. The study was performed 15 replicates per day for 5
consecutive days in 3 different sites using 3 separate lots of HBsAg Rapid Test (one lot per
site), and three operators per site. No difference was detected between days, sites, lots and
operators.

Cross-reactivity
The HBsAg Rapid Test Cassette has been tested for anti-HCV, anti-HEV, anti-Syphilis, anti-
EBV, CEA, AFP, PSA, CA15-3, CA19-9, CA125, anti-HAV IgM, anti-HIV, anti-RF, anti-H.pylori,
anti-CMV IgG, anti-Rubella IgG, anti-TOXO IgG, anti-HSV 1 IgG, anti-HSV 2 1gG, Dengue
NS1 and Zika NS1 positive specimens. The results showed no cross-reactivity.
Interfering Substances

The following potentially interfering substances were added to HBsAg negative and positive
specimens. None of the substances at the concentration tested interfered in the assay.

Acetaminophen: 20 mg/dL Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL Gentisic Acid: 20 mg/dL
Ascorbic Acid: 1g/dL Albumin: 2 g/dL
Creatin: 200 mg/dL Hemoglobin:2000mg/dL
Bilirubin: 0.5g/dL Oxalic Acid: 60mg/dL
Cocaine: 20mg/dL Methadone: 20mg/dL
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HBsAg greito testo kaseté
(Bendras kraujas / serumas / plazma)

Pakuotés apraSymas

REF IHBSG-402 [Lietuviy k. |
Greitasis testas hepatito B pavirSiaus antigeny (HBsAg) kokybiniam nustatymui Zmogaus
bendrame kraujyje, serume arba plazmoje.
Tik profesionaliam in vitro diagnostiniam naudojimui laboratorijoje.

[PASKIRTIS]
HBsAg greitojo testo kaseté yra greitas chromatografinis imunologinis tyrimas, skirtas
kokybiSkai nustatyti hepatito B pavirSiaus antigeng Zzmogaus bendrame kraujyje, serume arba
plazmoje, siekiant padéti diagnozuoti HBsAg infekcija.
Produktg gali naudoti tik apmokytas laboratorijos personalas. Tik laboratoriniam naudojimui.
Testas pateikia preliminarius rezultatus. Neigiami rezultatai neatmeta hepatito B viruso
infekcijos buvimo galimybés ir jie negali bati vienintelis gydymo ar kitokiy su pacientu susijusiy
sprendimy pagrindas.
Neskirta saves patikrai. Neskirta naudoti Salia paciento. Neskirta kraujo donory skryningui.
[SANTRAUKA]
Virusinis hepatitas yra sisteminé liga, pirmiausia apimanti kepenis. Dauguma Uminio virusinio
hepatito atvejy sukelia hepatito A virusas, hepatito B virusas (HBV) arba hepatito C virusas.
HBV pavirSiuje esantis kompleksinis antigenas vadinamas HBsAg. Ankstesni pavadinimai
buvo Australijos arba Au antigenas. Létiné HBV infekcija apibréZziama kaip HBsAg buvimas
serume bent 6 ménesius arba HBsAg buvimas asmeniui, kurio hepatito B Serdies antigeno
imunoglobulino M antik@iny tyrimas yra neigiamas. Kitaip nei asmenims, pasveikusiems po
amios HBV infekcijos, asmenims, sergantiems létine HBV infekcija, nei$sivysto anti-HBs, o
HBsAg paprastai islieka desimtmegius." HBsAg buvimas serume rodo, kad pacientas yra
uzsikrétes HBV infekcija.2 HBsAg turi keturis pagrindinius potipius: adw, ayw, adr ir ayr. Dél
antigeninio determinanto heterogeniskumo yra 10 pagrindiniy hepatito B viruso serotipy.
HBsAg greitojo testo kaseté yra greitasis testas, kuriuo kokybiSkai nustatomas HBsAg
buvimas bendrame kraujyje, serume arba plazmoje. Tyrime naudojamas monokloniniy ir
monokloniniy antikiny derinys, kuriuo selektyviai nustatomas padidéjes HBsAg kiekis
bendrame kraujyje, serume arba plazmoje.

[PRINCIPAS]
HBsAg greitojo testo kaseté yra kokybinis kietosios fazés, dviejy viety daugiasluoksnis
imunofermentinis testas, skirtas HBsAg aptikti bendrame kraujyje, serume arba plazmoje.
Membrana yra padengta anti-HBsAg antikinais testo linijos srityje. Tyrimo metu bendro kraujo,
serumo ar plazmos méginys reaguoja su anti-HBsAg antikGinais padengtomis dalelémis ir
suformuoja kompleksg. Membranoje miSinys kapiliariniu badu chromatografiSkai migruoja
aukstyn ir reaguoja su anti-HBsAg antikiinais membranoje ir sugeneruoja spalvotg linijg. Sios
spalvotos linijos buvimas testo laukelyje rodo teigiamg rezultatg, o jos nebuvimas - neigiamg
rezultatg. Kontrolinés linijos srityje visada atsiranda spalvota linija, rodanti, kad buvo naudotas
reikiamas méginio kiekis ir méginys tinkamai padengé membrang.

[REAGENTAI]
Tyrime yra anti-HBsAg daleliy ir anti-HBsAg, padengty ant membranos.
|SPEJIMAI IR ATSARGUMO PRIEMONES
Prie$ atlikdami tyrima perskaitykite visa Siame pakuotés lapelyje pateikta informacija.
«Tik profesionaliam naudojimui laboratorijoje. Tik in vitro diagnostiniam naudojimui.
*Nenaudokite pasibaigus galiojimo datai. Testo nenaudokite pakartotinai.
«lki naudojimo testo kaseté turi bati originalioje sandarioje pakuotéje. Nenaudokite, jei pakuoté
pazeista.
*Nevalgykite, negerkite ir nerikykite méginiy ar rinkiniy tvarkymo vietoje.
*Su visais méginiais elkités kaip su potencialiai infekcinémis medziagomis. Visos procediros
metu laikykités nustatyty atsargumo priemoniy dél mikrobiologinio pavojaus ir laikykités
standartiniy tinkamo méginiy utilizavimo procedary.
*Méginiy tyrimo metu dévékite apsauginius drabuzius, pvz., laboratorinius chalatus,
vienkartines pirtines ir akiy apsaugos priemones.
«Atliekos turi bati iSmetamos laikantis vietiniy taisykliy.
*Drégmé ir temperatdra gali turéti neigiamos jtakos rezultatams.
*Po naudojimo gerai nusiplaukite rankas.
*Apie visus su tyrimu susijusius rimtus incidentus batina pranesti gamintojui ir kompetentingai
institucijai.
*Rinkinyje pateikti komponentai yra patvirtinti naudoti HBsAg greitojo testo kasetéje.
Nenaudokite jokio kito komercinio rinkinio komponento.

[LAIKYMAS IR STABILUMAS]
Rinkinj galima laikyti kambario temperatiroje arba Saldytuve (2-30 °C). Testo kaseté iSlieka
stabili iki ant pakuotés nurodytos galiojimo pabaigos datos. Iki naudojimo testo kaseté turi bati
originalioje sandarioje pakuotéje. NEUZSALDYKITE. Nenaudokite pasibaigus galiojimo laikui.
Pastaba. Rekomenduojama testg panaudoti per vieng valandg nuo jo i§émimo i§ folijos
maiselio. [MEGINIY PAEMIMAS IR PARUOSIMAS]
e HBsAg greitojo testo kaseté gali bati naudojama su bendro kraujo (paimto i§ venos),

serumo ar plazmos méginiais.
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® Veninis kraujas:
Surinkite bendro kraujo méginj | mégintuvélj (su nurodytu antikoaguliantu, t. y. EDTA K2,
heparino natrio druska, natrio citratu arba kalio oksalatu) pagal standarting veninio kraujo
paémimo procedurg. Kiti antikoaguliantai gali lemti klaidingus rezultatus. Jei bendro kraujo
méginys nenaudojamas i§ karto po méginio paémimo, laikykite ji iki 2 dieny 2-8 °C
temperatiroje. NeuzSaldykite bendro kraujo méginio. Prie§ tyrimg Svelniai pakratykite
mégintuvélj, kad méginys homogenizuotysi.

©® Serumas:
Surinkite bendro kraujo méginj | mégintuvélj be antikoaguianto pagal standarting veninio
kraujo paémimo procedirg. Palikite nusistovéti 30 minuciy, kad kraujas koaguliuoty, tada
bent 15 minuciy centrifuguokite 1,000-1,200 sokiy per minute greiciu, kad gautuméte
serumo supernatantg. Po centrifugavimo, méginiy nepalikite centrifugoje.

® Plazma:

Surinkite bendro kraujo méginj | mégintuvélj (su nurodytu antikoaguliantu, t. y. EDTA K2,

heparino natrio druska, natrio citratu arba kalio oksalatu) pagal standarting veninio kraujo

paémimo proceddrg. Palikite nusistovéti 30 minuciy, kad kraujas koaguliuoty, tada bent 15

minuéiy centrifuguokite 1,000-1,200 sikiy per minute grei€iu, kad gautuméte serumo

supernatantg. Po centrifugavimo, méginiy nepalikite centrifugoje.

Kad iSvengtuméte hemolizés, kuo greiciau atskirkite seruma ar plazma nuo kraujo. Galima

naudoti tik skaidrius, ne hemolizuotus méginius.

e Tyrimas turéty bati atliekamas i$ karto po méginio paémimo. Nepalikite méginiy kambario

temperatdroje ilgesnj laikg. Serumo ir plazmos méginiai gali bati laikomi 2-8 °C

temperatiroje ne ilgiau kaip 3 dienas, jei méginiai laikomi ilgai, juos reikia laikyti Zemesnéje

nei -20 °C temperatdroje. Venos punkcijos bldu paimtg bendrg krauja reikia laikyti 2-8 °C

temperatiroje, jei tyrimas turi bati atliktas per 2 dienas nuo paémimo. NeuZ$aldykite bendro

kraujo méginio.

Prie§ tyrimg méginiai turi bati kambario temperatdros. UZSaldyti méginiai prie$ tyrimg turi

bati pilnai atSildyti ir gerai iSmaiSyti. Méginiy negalima pakartotinai uzsaldyti ir atSildyti.

e Jei méginiai turi bati transportuojami, jie turi bati supakuoti laikantis vietos taisykliy dél
etiologiniy agenty transportavimo.

[MEDZIAGOS ]

Tiekiamos medziagos

Teste yra integruota vidiné procedariné kontrolé. Kontrolinéje srityje (C) atsirandanti spalvota
linfja yra vidiné proceddriné kontrolé. Ji patvirtina pakankamg méginio tdrj, tinkamg
membranos sudrékinimg ir tinkamg procedaros technika.

[APRIBOJIMAI]

1. HBsAg greito testo kaseté yra skirta tik profesionaliam in vitro diagnostiniam naudojimui.
Testas turi bati naudojamas HBsAg nustatymui Zmogaus bendrame kraujyje, serume arba
plazmoje. Siuo kokybiniu tyrimu negalima nustatyti nei kiekybinés vertés, nei HBsAg
koncentracijos.

. HBsAg greito testo kaseté parodo tik HBsAg antikiiny buvimg méginyje ir neturéty bati
naudojama kaip vienintelis hepatito B virusinés infekcijos diagnozavimo kriterijus.

. Kitos infekcijos formos, pavyzdziui, seroneigiama infekcija ,lango* laikotarpiu ir uzslépta
hepatito B infekcija, gali bati nepastebétos atliekant HBsAg tyrima.
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CMIA arba NAT metodais.
. HBsAg greitojo testo kaseté negali aptikti mazesnio nei 1 ng/ml HBsAg kiekio méginiuose.

o

viruso infekcijos buvimo galimybés.
. Hematokritas bendro kraujo méginyje turi bati nuo 25% iki 65%.

[VEIKSMINGUMO CHARAKTERISTIKOS]

Jautrumas ir specifiSkumas

HBsAg greito testo kasete (bendras kraujas / serumas / plazma) buvo istirti serumo, plazmos ir
bendro kraujo méginiai ir palyginti su CE Zymétu CMIA tyrimu. Gauti rezultatai parodé, kad
santykinis HBsAg greito testo (bendras kraujas / serumas / plazma) kasetés jautrumas yra
99,9%, o santykinis specifiSkumas yra 99,9%.
Bendro kraujo / serumo / plazmos méginiai

o

Rinkinio dydis 40 testy | 25 testai - S madiniar - | Bendro kraujo méginiai
rinkinyje | rinkinyje Méginio i (e Al — —
- Méginio bisena HBsAg PalyginamasisiMégi]| HBsAg greitasis |[Mégi] HBsAg greitasis
Testai 40 25 blisena metodas | niy testas niy testas
Komponentai Pakuotés apraSymas 1 1 Sk reigi o Sk reigi ioi
Lasintuvai 40 25 HBsAg teigiami méginiai_[Teigiamas| __CMIA___[722 | 721 T [50] 50 0
Buferis 2 1 Kraujo donory mégini eigiamas| ___ CMIA 900 898|200 0 200
3ml (PBS, 0,02% Proclin 300, £0,02% NaNs) Klinikiniai (ligoninés) méginiailNeigiamas CMIA 1282 1280 | 30 0 30
Reikalingos netiekiamos medziagos Nésciy motery méginial_ﬁe igiamas CMIA 215 0 215 / / /
« Méginiy paémimo konteineriai « Centrifuga « Laikmatis Interferucjangios substancijosNeigiamas CMIA 140 0 140 / / /

[NAUDOJIMO INSTRUKCIJOS]
Pries$ tyrima, testas, méginys ir buferis turi pasiekti kambario temperatiirg (15-30°C).
. Prie$ atidarant, pakuoté turi bati kambario temperatiros. ISimkite testo kasete i§ pakuotés ir
kuo greiciau jg panaudokite.
2. Padékite kasete ant Svaraus ir lygaus pavirSiaus.
Serumo ar plazmos méginiai:
o LasSintuvg laikydami vertikaliai jlaSinkite 3 serumo ar plazmos lasus | méginio Sulinélj
(S) ir jjunkite laikmatj. Zr. iliustracijg Zemiau.
Veninio kraujo méginiai:
e Lasintuva laikydami vertikaliai jlasinkite 3 bendro kraujo lasus | méginio Sulinélj (S),
jlasinkite 1 laga buferio ir jjunkite laikmatj. Zr. iliustracijg Zemiau.
3. Palaukite, kol atsiras spalvota linija (-os). Rezultatus nuskaitykite po 15~30 minuciy. Po
30 minuciy rezultato neinterpretuokite.
Pastaba. Rekomenduojama buferio nenaudoti ilgiau kaip 6 ménesius po buteliuko atidarymo.

-

Jswumoa Jweiivic bendro ko las

E:}? 1 laEars bnsfewrin

plasemoes [

B0 0

Tebgiarmas

Misigiarmas

[REZULTATY INTERPRETAVIMAS]

(Zr. iliustracijg auks&iau)
TEIGIAMAS: *atsiranda dvi spalvotos linijos. Viena spalvota linija turéty bati kontrolinéje
srityje (C), o kita spalvota linija - tyrimo srityje (T).
*PASTABA. Spalvos intensyvumas tyrimo linijos srityje (T) priklauso nuo HBsAg
koncentracijos méginyje. Todél bet koks spalvos atspalvis tyrimo srityje (T) turéty bati
laikomas teigiamu.
NEIGIAMAS: Kontrolinéje srityje (C) atsiranda viena spalvota linija. Tyrimo srityje (T)
spalvota linija neatsiranda.
NEGALIOJANTIS: Kontroliné linija neatsiranda. Nepakankamas méginio taris arba
netinkami proceddriniai metodai yra labiausiai tikétinos kontrolinés linijos neatsiradimo
priezastys. Perzitrékite procedrg ir pakartokite tyrimg su nauju testu. Jei problema islieka,
nedelsdami nutraukite tyrimo rinkinio naudojima ir kreipkités j vietinj platintojg.
[KOKYBES KONTROLE]

Santykinis jautrumas =99,87% (95%CI*: 99,28%->99,99%)
Santykinis specifiSkumas =99,86% (95%CI*: 99,63%-99,96%)
Bendras tikslumas =99,86% (95% CI*: 99,67%-99,95%) *Pasikliovimo intervalas

Serumo méginiai

Serumo méginiai
P Méginio HBsAg|Palygir iS|,. .. HBsAg greitasis
Méginio bisena biisena metodas Nll‘es_!['_"ll testas

aiéiu —

HBsAg teigiami méginiai Teigiamas CMIA 492 492 0
Kraujo donory méginiai Neigiamas CMIA 800 2 798
Klinikiniai (ligoninés) méginiail Neigiamas CMIA 1062 2 1060
Nés¢iy motery méginiai Neigiamas CMIA 215 0 215
Interferuojancios substancijos| Neigiamas CMIA 140 0 140

Santykinis jautrumas =99,99% (95%CI*: 99,25%->99,99%)
Santykinis specifiSkumas =99,82% (95%CI*: 99,54%-99,95%)
Bendras tikslumas =99,85% (95% CI*: 99,62%-99,96%) *Pasikliovimo intervalas

Plazmos méginiai

[ Plazmos méginiai

A Méginio HBsAg|Palyginamasis|,,. . . HBsAg greitasis
Méginio biisena gbﬁsena 9 r):ngetodas Méginiy tgs%as
kaiciu Py
HBsAg teigiami méginiai Teigiamas CMIA 230 229 1
Kraujo donory méginiai Neigiamas CMIA 100 0 100
Klinikiniai (ligoninés) méginiail Neigiamas CMIA 220 0 220
Nés¢iy motery méginiai Neigiamas CMIA / / /
Interferuojancios substancijos| Neigiamas CMIA / / /

Santykinis jautrumas =99,57% (95%CI*: 97,60%->99,99%)
Santykinis specifiSkumas =>99,99% (95%CI*: 98,85%->99,99%)
Bendras tikslumas =99,82% (95% CI*: 98,99%-99,99%) *Pasikliovimo intervalas

Bendro kraujo méginiai

Bendro kraujo méginiai
Lo Meginio HBsAg|Palyginamasis|,,. . . HBsAg greitasis
Méginio bisena busena metodas I\Ill‘eg_;!r_uq testas
aiéiu ——
HBsAg teigiami méginiai Teigiamas CMIA 50 50 0
Kraujo donory méginiai Neigiamas CMIA 200 0 200
Klinikiniai (ligoninés) méginiail Neigiamas CMIA 30 0 30
Nés¢iy motery méginiai Neigiamas CMIA / / /
Interferuojancios substancijos| Neigiamas CMIA / / /

Santykinis jautrumas =99,99% (95%CI*: 92,89%->99,99%)
Santykinis specifiSkumas =>99,99% (95%CI*: 98,41%->99,99%)



Bendras tikslumas =99,99% (95% CI*: 98,69%-99,99%)
Serumas ir plazma

Serologiskai teigiamy suporuoty serumo ir plazmos méginiy jautrumas:

HBsAg greitojo testo kasete buvo istita 100 serologiSkai teigiamy serumo ir plazmos pory.

Tyrimy rezultaty koreliacija tarp serumo ir plazmos su HBsAg serologiSkai teigiamais

meéginiais buvo gera.

*Pasikliovimo intervalas

Méginio tipas [Tirty méginiy skaicius [Teigi: ) rezultaty atliekant
HBsAg greitajj testg

[Serumas 100 >99,9%(100/100)

Plazma 100 >99,9%(100/100)

Serologiskai teigiamy suporuoty serumo ir plazmos méginiy specifiSkumas:
HBsAg greitojo testo kasete buvo istirta 220 serologi$kai neigiamy serumo ir plazmos pory.
Tyrimy rezultaty koreliacija tarp serumo ir plazmos su HBsAg serologiSkai neigiamais

méginiais buvo gera.

Méginio tipas ITirty méginiy skaicius Neigi ) rezultaty st atliek
HBsAg greitajj testa

[Serumas 220 >99,9%(100/100)

Plazma 220 >99,9%(100/100)

Serokonversiniai paneliai

Naudojant HBsAg greitojo testo kasete (bendras kraujas / serumas / plazma) buvo istirta 30

serokonversiniy paneliy ir palyginta su CE Zenklu pazyméto Turklab testo, kaip etaloninio

tyrimo, rezultatais. HBsAg greito testo kaseté (bendras kraujas / serumas / plazma) aptikimo
pajégumas panasus | etaloninio tyrimo pajéguma.
Didelés dozés uzkabinimo (kablio) efektas

Kai HBsAg kiekis yra ne didesnis kaip 500 ng/ml, didelés dozés uzkabinimo efektas nebuvo

stebétas.

Tyrimo ribose

PreciziSkumas tyrimo ribose buvo nustatomas naudojant keturis méginius: 0 ng/ml, 1 ng/ml, 7

ng/ml ir 20 ng/ml teigiami méginiai. Tyrimas buvo atliekamas 15 pakartojimy per dieng 5

dienas i$ eilés vieno operatoriaus, naudojant 1 partijg HBsAg greitojo testo, 1 partijg buferio.

Skirtumy tarp partijy nenustatyta.

Tarp tyrimy

PreciziSkumas tarp tyrimy buvo nustatomas naudojant keturis méginius: 0 ng/ml, 1 ng/ml, 7

ng/ml ir 20 ng/ml teigiami méginiai. Tyrimas buvo atliekamas 15 pakartojimy per dieng 5

dienas i$ eilés 3 skirtingose vietose, naudojant 3 skirtingas HBsAg greitujy testy partijas

(vienoje vietoje - viena partija), trijy operatoriy kiekvienoje vietoje. Skirtingy dieny, viety, partijy

ir operatoriy skirtumy nenustatyta.

Kryzminis reaktyvumas

HBsAg greito testo kaseté (bendras kraujas / serumas / plazma) buvo tirta su anti-HCV, anti-

HEV, anti-Syphilis, anti-EBV, CEA, AFP, PSA, CA15-3, CA19-9, CA125, anti-HAV IgM, anti-

HIV, anti-RF, anti-H.pylori, anti-CMV IgG, anti-Rubella IgG, anti-TOXO IgG, anti-HSV 1 IgG,

anti-HSV 2 IgG, Dengue NS1 ir Zika NS1 teigiamais méginiais. KryZminis reaktyvumas

nebuvo stebimas.
Interferuojancios substancijos

| HBsAg neigiamus ir teigiamus méginius buvo pridéta Siy galimai interferuojanc¢iy medziagy.

Né viena i$ tirty medziagy nurodytomis koncentracijomis neinterferavo tyrimo.

Acetaminofenas: 20 mg/dI Kofeinas: 20 mg/d|

Acetilsalicilo ragstis: 20 mg/d| Gentiso ragstis: 20 mg/d|

Askorbo ragstis: 1 g/dl Albuminas: 2 g/dI

Kreatinas: 200 mg/d| Hemoglobinas: 2000mg/d|

Bilirubinas: 0,5 g/dl Oksalo ragstis: 60 mg/dl

Kokainas: 20 mg/d| Metadonas: 20 mg/d|
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HCV Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
[ REFIHC-402 | English |

A rapid test for the qualitative detection of antibodies to Hepatitis C Virus in human whole
blood, serum or plasma.

For professional in vitro diagnostic use only.

[INTENDED USE]

The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of antibody to Hepatitis C Virus in human whole
blood, serum or plasma.

The test is intended for professional in vitro diagnostic use only. Not for screening.
[SUMMARY]

Hepatitis C is a liver disease caused by the hepatitis C virus (HCV) that causes acute and
chronic infection'?. Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-
stranded RNA Virus. HCV is now known to be the major cause of parenterally transmitted non-
A, non-B hepatitis. Antibody to HCV is found in over 80% of patients with well-documented
non-A, non-B hepatitis. An estimated 71 million people had chronic hepatitis C infection
worldwide in 2015.°

Conventional methods fail to isolate the virus in cell culture or visualize it by electron
microscope. Cloning the viral genome has made it possible to develop serologic assays that
use recombinant antigens. Compared to the first generation HCV EIAs using single
recombinant antigen, multiple antigens using recombinant protein and/or synthetic peptides
have been added in new serologic tests to avoid nonspecific cross-reactivity and to increase
the sensitivity of the HCV antibody tests.
The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to qualitatively
detect the presence of antibody to HCV in a whole blood, serum or plasma specimen. The test
utilizes colloid gold conjugate and recombinant HCV proteins to selectively detect antibody to
HCV in whole blood, serum or plasma. The recombinant HCV proteins used in the test kit are
encoded by the genes for both structural (nucleocapsid) and non-structural proteins.
[PRINCIPLE]
The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, membrane based
immunoassay for the detection of antibody to HCV in whole blood, serum or plasma. The
membrane is pre-coated with recombinant HCV antigen on the test line region of the test.
During testing, the whole blood, serum or plasma specimen reacts with recombinant HCV
antigen conjugated colloid gold. The mixture migrates upward on the membrane
chromatographically by capillary action to react with recombinant HCV antigen on the
membrane and generate a colored line. Presence of this colored line indicates a positive result,
while its absence indicates a negative result. To serve as a procedural control, a colored line
will always appear at the control line region indicating that proper volume of specimen has
been added and membrane wicking has occurred.

[REAGENTS]
The test cassette contains recombinant HCV antigen conjugated colloid gold and HCV antigen
coated on the membrane.

[PRECAUTIONS]

® For professional in vitro diagnostic use only. Do not use after expiration date.

nLYALL ©
mUTEST

® Do not eat, drink or smoke in the area where the specimens or kits are handled.

® Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout the procedure and follow the standard
procedures for proper disposal of specimens.

® Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are assayed.

©® Humidity and temperature can adversely affect results.

[STORAGE AND STABILITY]
The kit can be stored at room temperature or refrigerated (2-30 °C). The test cassette is stable
through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.

[SPECIMEN COLLECTION AND PREPARATION]

® The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole
blood, serum or plasma.

® To collect Fingerstick Whole Blood specimens:
» Wash the patient’'s hand with soap and warm water or clean with an alcohol swab. Allow
to dry.
» Massage the hand without touching the puncture site by rubbing down the hand towards
the fingertip of the middle or ring finger.
» Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
» Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
» Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
» Touch the end of the capillary tube to the blood until filled to approximately 50pL.
Avoid air bubbles.
» Place the bulb onto the top end of the capillary tube, then squeeze the bulb to
dispense the whole blood to the specimen well of the test cassette.

® Venous whole blood:

» Collect whole blood specimen into a collection tube (with specified anticoagulant, namely

EDTA K2, heparin sodium, sodium citrate or potassium oxalate) according to standard
venous blood sampling process. Other anticoagulants may lead to incorrect results. Store
whole blood specimen at 2-8 °C for up to 3 days if it is not used immediately after being
sampled. Do not freeze whole blood specimen. Before testing, gently shake the blood
tube to obtain a homogeneous specimen.
® Serum:
» Collect whole blood specimen into a collection tube without anticoagulant according to
standard venous blood sampling process. Leave to settle for 30 minutes for blood
coagulation, then centrifuge at 3000rpm for at least 5 minutes to obtain the serum
supernatant.

® Plasma:

» Collect whole blood specimen into a collection tube (with specified anticoagulant, namely
EDTA K2, heparin sodium, citrate sodium or potassium oxalate) according to standard
venous blood sampling process. Gently invert the collection tube for several times and
leave to settle for 30 minutes for blood coagulation, then centrifuge at 3000rpm for at
least 5 minutes to obtain the plasma supernatant.

® Separate the serum or plasma from blood as soon as possible to avoid hemolysis. Only
clear, non-hemolyzed specimens can be used.

® Testing should be performed immediately after the specimens have been collected. Do not
leave the specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8 °C for up to 3 days. For long term storage, specimens
should be kept below -20 °C. Whole blood collected by venipuncture should be stored at 2-
8°C if the test is to be run within 3 days of collection. Do not freeze whole blood specimens.
Whole blood collected by fingerstick should be tested immediately.

® Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly.
® |f specimens are to be shipped, they should be packed in compliance with local regulations.
[MATERIALS 1
Materials provided

Kit size 40T/kits
Tests 40
Components Package insert 1
Droppers 40
Buffer 2
3mL (PBS, 0.02% Proclin 300, <0.02% NaNs)

Materials required but not provided
« Specimen collection containers « Centrifuge * Timer
« Lancets (for fingerstick whole blood only)
« Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)
[DIRECTIONS FOR USE]
Allow test cassette, specimen, and/or controls to equilibrate to room temperature (15-
30 °C) prior to testing.
1.Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it as soon as possible. Best results will be obtained if the assay is
performed within one hour.
2. Place the cassette on a clean and level surface.
* For Serum or Plasma specimen: Hold the dropper vertically and transfer 1 drop of serum
or plasma (approximately 25 uL) to the specimen well (S), then add 2 drops of buffer
(approximately 80 pL), and start the timer, see illustration below.
» For Venous Whole Blood specimen: Hold the dropper vertically and transfer 2 drops of
whole blood (approximately 50 pL) to the specimen well (S), then add 2 drops of buffer
(approximately 80puL), and start the timer. See illustration below.
* For Fingerstick Whole Blood specimen: To use a capillary tube: Fill the capillary tube and
transfer approximately 50 pL of fingerstick whole blood specimen to the specimen well
(S) of test cassette, then add 2 drops of buffer (approximately 80 uL) and start the timer. See
illustration below.
3.Wait for the colored line(s) to appear. The test result should be read at 10 minutes. Do not
interpret the result after 20 minutes.
Note: It is suggested not to use the buffer, beyond 6 months after opening the vial.

1 Drop of Serum/Plasma 2 Drops of Venipuncture 50 pl of Fingerstick
Whole Blood Whole Blood

2 Drops of Buffer 2 Drops of Buffer 2 Drops of Buffer
N 3

4 [+ c c
T T T T

Positive Negative Invalid

AH

»

0>
@

[INTERPRETATION OF RESULTS]
(Please refer to the illustration above)

POSITIVE: * Two colored lines appear. One colored line should be in the control region (C)

and another colored line should be in the test region (T). Positive result in the Test region

indicates detection of HCV antibodies in the specimen.

*NOTE: The intensity of the color in the test line region (T) will vary depending on the

concentration of HCV antibodies present in the specimen. Therefore, any shade of color in the

test region should be considered positive.

NEGATIVE: One colored line appears in the control region (C). No colored line appears in

the test region (T). Negative result in the Test region indicates negative results of HCV

antibody in the specimen.

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural

techniques are the most likely reasons for control line failure. Review the procedure and

repeat the test with a new test. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.
[QUALITY CONTROL]

Internal procedural controls are included in the test. A colored line appearing in the control

region (C) is an internal procedural control. It confirms sufficient specimen volume and correct

procedural technique.

Control standards are not supplied with this kit; however, it is recommended that positive and

negative controls be tested as a good laboratory practice to confirm the test procedure and to

verify proper test performance.
[LIMITATIONS]

1.The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) is not screening device for
blood donors.

2.The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use
only. This test should be used for the detection of antibodies to HCV in whole blood, serum
or plasma specimen.

3. The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence
of antibodies to HCV in the specimen and should not be used as the sole criteria for the
diagnosis of Hepatitis C viral infection.

4.As with all diagnostic tests, all results must be considered with other clinical information
available to the physician.

5.1f the test result is negative and clinical symptoms persist, additional follow-up testing using
other clinical methods is recommended. A negative result at any time does not preclude the
possibility of Hepatitis C Virus infection.

6. The hematocrit of the whole blood should be between 25% and 65%.

[PERFORMANCE CHARACTERISTICS]
Sensitivity and Specificity

The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) tested serum, plasma and whole

blood specimens and was compared with CE marked EIA or CMIA test .The results show that

the relative sensitivity of the HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) is 100%

and the relative specificity is 100%.

HCV Rapid Test Cassette
Method (Whole Blood/Serum/Plasma) | Agreement
Result Positive Negative
>99.9%
HCcv 397 0 (397/397)
. Genotypes >99.9%
Positive 123,456 93 0 (93/93)
>99.9%
Total 490 0 (490/490)
Predicated Blood o 1000 >99.9%
Test (EIA or Donation (1000/1000)
CMIA) Clinical >99.9%
Negative 0 209 (209/209)
. Pregnant >99.9%
Negative | \yoman 0 200 (200/200)
Interference >99.9%
Substance 0 135 (135/135)
>99.9%
Total 0 1544 (1544/1544)
>99.9%
Total Result 490 1544 (2034/2034)

Sensitivity: 100% (95%CI*=99.4%-100%)
Specificity: 100% (95%CI*=99.8%-100%)
Accuracy: 100% (95%CI*=99.9%-100%)

Sero-conversion Panels
30 sero-conversion panels were studied with HCV Rapid Test Cassette (Whole Blood/
Serum/Plasma) and compared to results from CE marked test as reference assay. HCV Rapid
Test Cassette (Whole Blood/Serum/Plasma) has the similar detection capacity as reference
assay.

*Confidence Intervals

Precision

Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: a negative,
a HCV low positive, a HCV middle positive and a HCV high positive. The negative, HCV low
positive, HCV middle positive and HCV high positive values were correctly identified 100% of
the time.



Inter-Assay
Between-run precision has been determined by 15 independent assays on the same four
specimens: a negative, a HCV low positive, a middle positive and a HCV high positive. Three
different lots of the HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) have been tested
using these specimens. The specimens were correctly identified 100% of the time.
Cross-reactivity
The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by HBsAg,
HBsAb, HBeAg, HBeAb, HBcADb, anti-Syphilis, anti-EBV, CEA, AFP, PSA, CA15-3, CA19-9,
CA125, anti-HAV IgM, anti-HIV, anti-RF, anti-H.pylori, anti-CMV IgG, anti-Rubella IgG, anti-
TOXO IgG, anti-HSV 1 IgG, anti-HSV 2 IgG positive and hCG positive specimens. The
results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to HCV negative and positive
specimens.

Acetaminophen: 20mg/dL Caffeine: 20mg/dL
Acetylsalicylic Acid: 20mg/dL Gentisic Acid: 20mg/dL
Ascorbic Acid: 2g/dL Albumin: 2g/dL

Creatin: 200mg/dL Hemoglobin: 1000mg/dL
Bilirubin: 1g/dL Oxalic Acid: 60mg/dL

None of the substances at the concentration tested interfered in the assay.
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Pakuotés apraSymas
REF IHC-402 [ Lietuviy k. |

Greitasis testas hepatito C viruso antikiiny kokybiniam nustatymui Zmogaus kraujyje, serume
arba plazmoje.
Tik profesionaliam in vitro diagnostiniam naudojimui.
[PASKIRTIS]
HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) yra greitas chromatografinis
imunologinis tyrimas, skirtas kokybiniam antikiiny prie$ hepatito C virusg nustatymui Zmogaus
bendrame kraujyje, serume arba plazmoje.
Testas yra skirtas tik profesionaliam in vitro diagnostiniam naudojimui. Neskirta skryningo
vykdymui.
[SANTRAUKA]
Hepatitas C yra kepeny liga, kurig sukelia hepatito C virusas (HCV), pasirei§kiantis Gmine ar
létine infekcija'?. Hepatito C virusas (HCV) yra nedidelis, teigiamas, apvalkalg turintis,
viengrandés RNR virusas. Yra Zinoma, kad HCV yra pagrindiné ne A ir ne B hepatity,

perduodamy per tévus, priezastis. Daugiau kaip 80% pacienty, serganciy ne A ir ne B hepatitu,

randama HCV antikdiny. 2015 m. pasaulyje Iétiniu hepatitu C sirgo 71 milijonas Zmoniy.®
|prastiniais metodais viruso nepavyksta iSskirti Igsteliy kultGroje ar vizualizuoti elektroniniu
mikroskopu. Klonavus viruso genomg, atsirado galimybé sukurti serologinius tyrimus, kuriuose
naudojami rekombinantiniai antigenai. Lyginant su pirmos kartos HCV EIA, kuriuose buvo
naudojamas vienas rekombinantinis antigenas, siekiant iSvengti nespecifinio kryZminio
reaktyvumo ir padidinti HCV antikdiny tyrimy jautruma, naujuose serologiniuose tyrimuose yra
naudojami keli rekombinantiniai baltymai ir (arba) sintetiniai peptidai.

HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) yra greitas tyrimas, skirtas

kokybiniam HCV antikdiny nustatymui Zmogaus bendro kraujo, serumo ar plazmos méginiuose.

Tyrime naudojamas koloidinio aukso konjugatas ir rekombinantiniai HCV baltymai suteikia
galimybe selektyviai aptikti antiknus prie§ HCV bendrame kraujyje, serume arba plazmoje.
Tyrimo rinkinyje naudojami rekombinantiniai HCV baltymai yra uzkoduoti struktdriniy
(nukleokapsidés) ir nestruktdriniy baltymy genais.

[PRINCIPAS]

HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) yra kokybinis membraninis
imunofermentinis testas, skirtas nustatyti HCV antiklinus bendrame kraujyje, serume arba
plazmoje. Membrana yra padengta rekombinantiniu HCV antigenu testo linijos srityje. Tyrimo
metu bendras kraujas, serumas arba plazma reaguoja su rekombinantiniu HCV antigenu,
konjuguotu su koloidiniu auksu. Membranoje misinys kapiliariniu bddu chromatografiSkai
migruoja auks$tyn ir reaguoja su rekombinantiniu HCV antigenu membranoje ir sugeneruoja
spalvotg linijg. Sios spalvotos linijos buvimas rodo teigiama rezultata, o jos nebuvimas -
neigiama rezultatg. Kontrolinés linijos srityje visada atsiranda spalvota linija, rodanti, kad buvo
naudotas reikiamas méginio kiekis ir méginys tinkamai padengé membrana.

[REAGENTAI]

Testo kasetéje yra rekombinantinis HCV antigenas, konjuguotas su koloidiniu auksu, ir HCV
antigenas, padengtas ant membranos.

[ATSARGUMO PRIEMONES]

® Tik profesionaliam in vitro diagnostiniam naudojimui. Nenaudokite pasibaigus galiojimo
datai.

® Nevalgykite, negerkite ir nertkykite méginiy ar rinkiniy tvarkymo vietoje.

® Su visais méginiais elkités kaip su potencialiai infekcinémis medziagomis. Visos procediros
metu laikykités nustatyty atsargumo priemoniy dél mikrobiologinio pavojaus ir laikykités
standartiniy tinkamo méginiy utilizavimo procedary.

® Méginiy tyrimo metu dévékite apsauginius drabuzius, pvz., laboratorinius chalatus,
vienkartines pirstines ir akiy apsaugos priemones.

® Drégmeé ir temperatira gali turéti neigiamos jtakos rezultatams.
[LAIKYMAS IR STABILUMAS]
Rinkinj galima laikyti kambario temperattroje arba $aldytuve (2-30 °C). Testo kaseté islieka
stabili iki ant pakuotés nurodytos galiojimo pabaigos datos. Iki naudojimo testo kaseté turi bati
originalioje sandarioje pakuotéje. NEUZSALDYKITE. Nenaudokite pasibaigus galiojimo laikui.
[MEGINIY PAEMIMAS IR PARUOSIMAS]

® HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) gali bati naudojama su
bendro kraujo, serumo ar plazmos méginiais.

® Bendro kraujo méginiy i$ pirSto paémimas:

» Nuplaukite paciento rankg muilu ir $iltu vandeniu arba nuvalykite alkoholyje sudrékintu
tamponu. Leiskite nudziati.

» Pamasazuokite plastakg neliesdami ddrio vietos, braukdami Zemyn ranka link vidurinio
arba bevardzio pirsto galiuko.

> Steriliu lancetu atlikite punkcijg. Nusluostykite pirmajj kraujg.

> Svelniai patrinkite rankg nuo rieSo per delng iki pirsto, kad ant dario vietos susidaryty
apvalus kraujo lasas.

> Kapiliariniu mégintuvéliu paimkite kraujo méginj:
» Kapiliariniu mégintuvéliu lieskite krauja, kol jis prisipildys mazdaug 50pl. Venkite oro

burbuliuky patekimo.

» Bendro kraujo méginj lasintuvu dozuokite j testo kasetés méginio Sulinélj.

® Veninis kraujas:
» Surinkite bendro kraujo méginj j mégintuvélj (su nurodytu antikoaguliantu, t. y. EDTA K2,

heparino natrio druska, natrio citratu arba kalio oksalatu) pagal standarting veninio kraujo
paémimo procedirg. Kiti antikoaguliantai gali lemti klaidingus rezultatus. Jei bendro
kraujo méginys nenaudojamas i$ karto po méginio paémimo, laikykite jj iki 3 dieny 2-8 °C
temperatdroje. NeuzSaldykite bendro kraujo méginio. Prie$ tyrimg Svelniai pakratykite
mégintuvélj, kad méginys homogenizuotysi.

©® Serumas:

» Surinkite bendro kraujo méginj j mégintuvélj (su nurodytu antikoaguliantu, t. y. EDTA K2,
heparino natrio druska, natrio citratu arba kalio oksalatu) pagal standarting veninio kraujo
paémimo procedirg. Palikite nusistovéti 30 minuciy, kad kraujas koaguliuoty, tada bent 5
minutes centrifuguokite 3000 sdkiy per minutg greiciu, kad gautuméte serumo
supernatanta.

® Plazma:

» Surinkite bendro kraujo méginj j mégintuvélj (su nurodytu antikoaguliantu, t. y. EDTA K2,
heparino natrio druska, natrio citratu arba kalio oksalatu) pagal standarting veninio kraujo
paémimo procedirg. Keletg karty atsargiai pavartykite mégintuvélj ir palikite jj nusistovéti
30 minuciy, kad kraujas koaguliuoty, tada bent 5 minutes centrifuguokite 3000 stkiy per
minute greiiu, kad gautuméte plazmos supernatantg.

® Kad iSvengtuméte hemolizés, kuo greiCiau atskirkite serumg ar plazma nuo kraujo. Galima
naudoti tik skaidrius, ne hemolizuotus méginius.

® Tyrimas turéty bati atliekamas i$ karto po méginio paémimo. Nepalikite méginiy kambario
temperattroje ilgesnj laikg. Serumo ir plazmos méginiai gali bati laikomi 2-8 °C
temperatdroje ne ilgiau kaip 3 dienas. llgalaikiam saugojimui méginiai turi bati laikomi
Zemesnéje nei -20 °C temperatdroje. Venos punkcijos badu paimtg bendrg kraujg reikia
laikyti 2-8 °C temperatroje, jei tyrimas bus atliekamas per 3 dienas nuo méginio paémimo.
Neuzsaldykite bendro kraujo méginio. IS pirSto paimti bendro kraujo méginiai turi bati tiriami
nedelsiant.

® Prie$ tyrimg méginiai turi bati kambario temperataros. Uz8aldyti méginiai prie$ tyrimg turi
bati pilnai atSildyti ir gerai iSmaiSyti. Méginiy negalima pakartotinai uzsaldyti ir atSildyti.
©® Jei méginiai turi bati transportuojami, jie turi bati supakuoti laikantis vietos taisykliy.
[MEDZIAGOS ]
Tiekiamos medziagos

Rinkinio dydis 40 testy rinkinyje
Testai 40
Komponentai Pakuotés apraSymas 1
Lasintuvai 40
Buferis 2
3ml (PBS, 0,02% Proclin 300, <0,02% NaN3)

Reikalingos netiekiamos medziagos
* Méginiy paémimo konteineriai « Centrifuga * Laikmatis
« Lancetai (tik bendro kraujo paémimui i$ pir§to)
« Heparinizuoti kapiliariniai mégintuvéliai ir lasintuvas (tik bendro kraujo paémimui i$ pirsto)
[NAUDOJIMO INSTRUKCIJOS]
Prie§ atlikdami tyrima, leiskite testo kasetei, meéginiui ir (arba) kontrolinéms
medziagoms susilti iki kambario temperatiros (15-30 °C).
1.Prie$ atidarant, pakuoté turi bati kambario temperataros. ISimkite testo kasete i§ pakuotés ir
kuo greiciau jg panaudokite. Geriausi rezultatai gaunami, jei tyrimas atliekamas per vieng
valanda.
2. Padékite kasete ant Svaraus ir lygaus pavirSiaus.
e Serumo ar_plazmos méginiai: Lasintuvg laikydami vertikaliai jlaSinkite 1 serumo ar
plazmos lasg (apie 25 pl) j méginio Sulinélj (S), tuomet jlasinkite 2 buferio laSus (apie 80
ul) ir jjunkite laikmatj (Zr. iliustracijg Zemiau).
* Veninio kraujo méginiai: Lasintuvg laikydami vertikaliai jlasinkite 2 bendro kraujo lasus
(apie 50 pl) | méginio Sulinélj (S), tuomet jlasinkite 2 buferio lasus (apie 80 pl) ir jjunkite
laikmatj. Zr. iliustracijg Zemiau.
*Bendro kraujo meéginiai i§ pirSto: Kapiliarinio mégintuvélio naudojimas: UZpildykite
kapiliarinj mégintuvélj ir jlasinkite apie 50 pl bendro kraujo i$ pirSto méginio j méginio
Sulinélj (S), tuomet jlaginkite 2 buferio lagus (apie 80 ul) ir jjunkite laikmatj. Zr. iliustracijg
Zemiau.
3.Palaukite, kol atsiras spalvota linija (-0s). Tyrimo rezultatas turéty bati nuskaitytas po 10
minuéiy. Po 20 minuciy rezultato neinterpretuokite.
Pastaba. Rekomenduojama buferio nenaudoti ilgiau kaip 6 ménesius po buteliuko atidarymo.
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Teigiamas Neigiamas Klaidingas

[REZULTATY INTERPRETAVIMAS]
(Zr. iliustracijg pirmiau)

TEIGIAMAS: *atsiranda dvi spalvotos linijos. Viena spalvota linija turéty bati kontrolingje

srityje (C), o kita spalvota linija - tyrimo srityje (T). Teigiamas tyrimo srities rezultatas rodo, kad

meéginyje aptikti HCV antikanai.

*PASTABA. Spalvos intensyvumas tyrimo linijos srityje (T) priklauso nuo HCV antikiny

koncentracijos meéginyje. Todél bet koks spalvos atspalvis tyrimo srityje turéty bati laikomas

teigiamu.

NEIGIAMAS: Kontrolinéje srityje (C) atsiranda viena spalvota linija. Tyrimo srityje (T)

spalvota linija neatsiranda. Neigiamas rezultatas tyrimo srityje rodo, jog HCV antikiny

meéginyje néra.

NEGALIOJANTIS: Kontroliné linija neatsiranda. Nepakankamas méginio tdris arba

netinkami proceddriniai metodai yra labiausiai tikétinos kontrolinés linijos neatsiradimo

priezastys. Perzitrékite proceddrg ir pakartokite tyrimg su nauju testu. Jei problema islieka,
nedelsdami nutraukite tyrimo rinkinio naudojima ir kreipkités j vietinj platintojg.
[KOKYBES KONTROLE]

Teste yra integruota vidiné procedariné kontrolé. Kontrolinéje srityje (C) atsirandanti spalvota

linija yra vidiné proceddriné kontrolé. Ji patvirtina pakankamg méginio tdrj ir tinkamg

procediros technika.

Kontrolinés standartinés medziagos su $iuo rinkiniu nepateikiamos, tac¢iau rekomenduojama

atlikti teigiamy ir neigiamy kontroliniy méginiy tyrimus, nes tai yra gera laboratoriné praktika,

kad baty patvirtinta tyrimo proceddra ir patikrintas tinkamas tyrimo atlikimas.
[APRIBOJIMAI]

1.HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) néra skirta kraujo donory
skryningo atlikimui.

2.HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) yra skirta tik in vitro
diagnostiniam naudojimui. Sis testas turéty bati naudojamas HCV antikinams nustatyti
bendro kraujo, serumo ar plazmos méginiuose.

3. HCV greitojo testo kaseté (bendras kraujas / serumas / plazma) parodo tik HCV antikiiny
buvimg méginyje ir neturéty bati naudojama kaip vienintelis hepatito C virusinés infekcijos
diagnozavimo kriterijus.

4.Kaip ir atliekant visus diagnostinius tyrimus, visi rezultatai turi bati vertinami kartu su kita
gydytojo turima klinikine informacija.

5.Jei tyrimo rezultatas neigiamas, o klinikiniai simptomai islieka, rekomenduojama atlikti
neatmeta hepatito C viruso infekcijos buvimo galimybés.

6.Hematokritas bendro kraujo méginyje turi bati nuo 25% iki 65%.

[VEIKSMINGUMO CHARAKTERISTIKOS]
Jautrumas ir specifiSkumas

HCV greito testo kasete (bendras kraujas / serumas / plazma) buvo istirti srumo, plazmos ir

bendro kraujo méginiai ir palyginti su CE Zymeétais EIA ar CMIA tyrimais. Gauti rezultatai

parodé, kad santykinis HCV greito testo (bendras kraujas / serumas / plazma) kasetés

jautrumas yra 100% ir santykinis specifiSkumas yra 100%.
HCV greito testo kaseté
Metodas (bendras kraujas / serumas / Aditiki
plazma) itikimas
Rezultatas Teigi Neigi
>99,9%
HCV 397 0 (397/397)
- Genotipai >99,9%
Teigiamas 123456 93 0 (93/93)
< >99,9%
18 viso 490 0 (490/490)
Numatytas Kraujo 0 1000 >99,9%
tyrimas (EIA ar donorysté (1000/1000)
CMIA) Kliniskai 0 209 >99,9%
neigiamas (209/209)
- >99,9%
Neigiamas |Nés¢ios moterys| 0 200 (200/200)
Interferuojancios 0 135 >99,9%
substancijos (135/135)
< >99,9%
18 viso 0 1544 (1544/1544)
>99,9%
Bendras rezultatas 490 1544 (2034/2034)

Jautrumas: 100% (95%CI1*=99,4%-100%)
SpecifiSkumas: 100% (95%CI1*=99,8%-100%)
Tikslumas: 100% (95%CI*=99,9%-100%)

Serokonversiniai paneliai
Naudojant HCV greitojo testo kasete (bendras kraujas / serumas / plazma) buvo istirta 30
serokonversiniy paneliy ir palyginta su CE Zenklu pazyméto testo, kaip etaloninio tyrimo,
rezultatais. HCV greito testo kaseté (bendras krauajs / serumas / plazma) aptikimo pajégumas
panasus j etaloninio tyrimo pajéguma.

*Pasikliovimo intervalas

PreciziSkumas

Tyrimo ribose
PreciziSkumas tyrimo ribose buvo nustatomas naudojant 15 keturiy méginiy kartotiniy:
neigiamg, HCV silpnai teigiamg, HCV vidutiniSkai teigiamg ir HCV stipriai teigiama. 100%
atvejy, neigiamos, HCV silpnai teigiamos, HCV vidutini$kai teigiamos ir HCV stipriai teigiamos
vertés buvo identifikuotos teisingai.



Tarp tyrimy
PreciziSkumas tarp tyrimy buvo nustatomas atliekant 15 nepriklausomy tyrimy su tais paciais
keturiais méginiais: neigiamu, HCV silpnai teigiamu, HCV vidutini§kai teigiamu ir HCV stipriai
teigiamu. Sie méginiai buvo tirti naudojant tris skirtingas HCV greito testo kasetés (bendras
kraujas / serumas / plazma) partijas. 100% atvejy méginiai buvo identifikuoti teisingai.
KryZzminis reaktyvumas
HCV greito testo kaseté (bendras kraujas / serumas / plazma) buvo tirta su HBsAg, HBsAb,
HBeAg, HBeAb, HBcAb, anti-Syphilis, anti-EBV, CEA, AFP, PSA, CA15-3, CA19-9, CA125,
anti-HAV IgM, anti-ZIV, anti-RF, anti-H.pylori, anti-CMV IgG, anti-Rubella 1gG, anti-TOXO IgG,
anti-HSV 1 IgG, anti-HSV 2 IgG teigiamais ir hCG teigiamais méginiais. KryZminio reaktyvumo
rezultatai nebuvo gauti.
Interferuojancios substancijos
| HCV neigiamus ir teigiamus méginius buvo pridéta $iy galimai interferuojanciy medziagy.

Acetaminofenas: 20mg/d| Kofeinas: 20mg/dI
Acetilsalicilo ragstis: 20mg/dI Gentiso ragstis: 20mg/dl
Askorbo ragstis: 2g/d| Albuminas: 2g/d|
Kreatinas: 200mg/d| Hemoglobinas: 1000mg/dI
Bilirubinas: 1g/d| Oksalo ragstis: 60mg/dl

Né viena i$ tirty medziagy nurodytomis koncentracijomis neinterferavo tyrimo.
[LITERATUROS NUORODOS]
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' ALL ™ HIV 1.2 Rapid Test Cassette
A (Whole Blood/Serum/Plasma)
TEST Package Insert

[ REFIHI-402 | English |
A rapid test for the diagnosis of Human Immunodeficiency Virus to detect antibodies to
HIV type 1 and type 2 qualitatively in human whole blood, serum or plasma.
For professional in vitro diagnostic use only.

[INTENDED USE]
The HIV1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of antibodies to Human
Immunodeficiency Virus (HIV) type 1 and type 2 in human whole blood, serum or
plasma to aid in the diagnosis of HIV infection.

[SUMMARY]
Human immunodeficiency virus (HIV) infection is one of the main causes of morbidity
and mortality worldwide, with most of the disease concentrated in sub-Saharan Africa.
As the infection often takes hold in adults who are in the prime of their economic
productivity, HIV infection has dramatically altered the economies of many countries?.
HIV includes a diverse collection of viruses, including HIV type 1 (HIV-1) and HIV-2.
HIV-1 is more prevalent and more pathogenic than HIV-2 and is responsible for the vast
majority of the global pandemic®.The HIV virus is a retrovirus that is able to integrate a
DNA copy of the viral genome into the DNA of the host cells?.
The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to
qualitatively detect the presence of antibody to HIV 1 and/or HIV 2 in whole blood,
serum or plasma specimen. The test utilizes latex conjugate and multiple recombinant
HIV proteins to selectively detect antibodies to the HIV 1.2 in whole blood, serum or
plasma.

[PRINCIPLE]
The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative,
membrane based immunoassay for the detection of antibodies to HIV 1.2 in whole
blood, serum or plasma. The membrane is pre-coated with recombinant HIV antigens.
During testing, the whole blood, serum or plasma specimen reacts with HIV antigen
coated particles in the test. The mixture then migrates upward on the membrane
chromatographically by capillary action and reacts with recombinant HIV antigen on the
membrane in the test line region. If the specimen contains antibodies to HIV 1 and/or
HIV 2, a colored line will appear in the test line region, indicating a positive result. If the
specimen does not contain HIV 1 and/or HIV 2 antibodies, a colored line will not appear
in the test line region, indicating a negative result. To serve as a procedural control, a
colored line will always appear in the control line region, indicating that proper volume of
specimen has been added and membrane wicking has occurred.

[REAGENTS]
The test contains HIV1.2 recombinant antigens coated particles and HIV1.2
recombinant antigens coated on the membrane.
[PRECAUTIONS]

For professional in vitro diagnostic use only. Do not use after expiration date.

Do not eat, drink or smoke in the area where the specimens or tests are handled.

Do not use test if pouch is damaged.

Handle all specimens as if they contain infectious agents. Observe established

precautions against microbiological hazards throughout all procedures and follow the

standard procedures for proper disposal of specimens.

Wear protective clothing such as laboratory coats, disposable gloves and eye

protection when specimens are assayed.

The used test should be discarded according to local regulations.

* Humidity and temperature can adversely affect results.
[STORAGE AND STABILITY]
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-
30°C). The test is stable through the expiration date printed on the sealed pouch. The
test must remain in the sealed pouch until use. DO NOT FREEZE. Do not use after the
expiration date.

[SPECIMEN COLLECTION AND PREPARATION]
e The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed
using Whole Blood (from venipuncture or fingerstick), serum or plasma.
To collect Fingerstick Whole Blood specimens:
Wash the patient’s hand with soap and warm water or clean with an alcohol swab.
Allow to dry.
Massage the hand without touching the puncture site by rubbing down the hand
towards the fingertip of the middle or ring finger.
Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
Gently rub the hand from wrist to palm to finger to form a rounded drop of blood
over the puncture site.
Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
e Touch the end of the capillary tube to the blood until filled to approximately

50uL. Avoid air bubbles.

e Place the bulb onto the top end of the capillary tube, then squeeze the bulb to
dispense the whole blood to the specimen well of the test cassette.

* Add the Fingerstick Whole Blood specimen to the test by using hanging drops:

« Position the patient’s finger so that the drop of blood is just above the specimen
well of the test Cassette.

e Allow 2 hanging drops of fingerstick whole blood to fall into the center of the
specimen well on the test Cassette, or move the patient’s finger so that the
hanging drop touches the center of the specimen well. Avoid touching the finger
directly to the specimen well.

Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use
only clear non-hemolyzed specimens.
Testing should be performed immediately after the specimens have been collected.
Do not leave the specimens at room temperature for prolonged periods. Serum and
plasma specimens may be stored at 2-8°C for up to 3 days, for long term storage,
specimens should be kept below -20°C. Whole blood collected by venipuncture
should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not
freeze whole blood specimens. Whole blood collected by fingerstick should be tested
immediately.
Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen
and thawed repeatedly.
If specimens are to be shipped, they should be packed in compliance with local
regulations covering the transportation of etiologic agents.
EDTA K2, Heparin sodium, Citrate sodium and Potassium Oxalate can be used as
the anticoagulant for collecting the specimen.
Plasma can be obtained by centrifugation for 3 minutes 3000rpm or by static
anticoagulant tube to supermatant.

[MATERIALS]

Materials provided

*Droppers *Buffer *Package insert
Materials required but not provided
*Specimen collection containers *Timer
[DIRECTIONS FOR USE]
Allow the test, specimen, buffer and/or controls to reach room temperature (15-
30°C) prior to testing.
1. Remove the test cassette from the sealed pouch and use it as soon as possible.
2. Place the Cassette on a clean and level surface.

For Serum or Plasma specimen: Hold the dropper vertically and transfer 1 drop of

serum or plasma (approximately 25uL) to the specimen well (S), then add 1 drop

of buffer (approximately 40 uL),and start the timer, see illustration below.

For Venipuncture Whole Blood specimen: Hold the dropper vertically and transfer

2 drops of whole blood (approximately 50uL) to the specimen well (S), then add 2

drops of buffer (approximately 80uL), and start the timer. See illustration below.

For Fingerstick Whole Blood specimen:

e To use a capillary tube: Fill the capillary tube and transfer approximately 50uL of
fingerstick whole blood specimen to the specimen well (S) of test Cassette,
then add 2 drops of buffer (approximately 80 uL) and start the timer. See
illustration below.

To use hanging drops: Allow 2 hanging drops of fingerstick whole blood
specimen (approximately 50uL) to fall into the specimen well (S) of test Cassette,
then add 2 drops of buffer (approximately 80 pL) and start the timer. See
illustration below.

Wait for the colored line(s) to appear. Read results at 10 minutes. Do not interpret
the result after 20 minutes.

*Test Cassettes

*Centrifuge
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[INTERPRETATION OF RESULTS]
(Please refer to the illustration above)
POSITIVE:*Two lines appear. One colored line should be in the control line region (C)
and another colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of HIV antibodies present in the specimen. Therefore, any shade of color

TTAH

TTAH

in the test line region (T) should be considered positive.

NEGATIVE: One colored line appears in the control line region (C). No line appears
in the test line region (T).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue using
the test Cassette immediately and contact your local distributor.

[QUALITY CONTROL]
A procedural control is included in the test. A colored line appearing in the control line
region (C) is considered an internal procedural control. It confirms sufficient specimen
volume, adequate membrane wicking and correct procedural technique.

Control standards are not supplied with this test Cassette; however, it is recommended
that positive and negative controls be tested as a good laboratory practice to confirm
the test procedure and to verify proper test performance.

[LIMITATIONS]
The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro
diagnostic use only. The test should be used for the detection of HIV antibodies in
whole blood, serum or plasma specimens only. Neither the quantitative value nor the
rate of increase in HIV antibodies can be determined by this qualitative test.
The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the
presence of HIV antibodies in the specimen and should not be used as the sole
criteria for the diagnosis of HIV infection.
As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.

If the test result is negative and clinical symptoms persist, additional testing using
other clinical methods is recommended. A negative result does not at any time
preclude the possibility of HIV infection.

[EXPECTED VALUES]

The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared
with a leading commercial EIA or CMIA HIV kit. The correlation between these two
systems is 99.9%.

[PERFORMANCE CHARACTERISTICS]

Sensitivity and Specificity

The HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) has correctly identified
specimens of a seroconversion panel and has been compared to a leading commercial
EIA HIV test, other rapid test or CMIA using clinical specimens. The results show that
the relative sensitivity of the HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma)
is >99.9% and the relative specificity is 99.9%.
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IHI-402 Rapid Test
Method Cassette (Whole Agreement
Blood/Serum/Plasma) greeme
Result Positive Negative
99.8%
HIV-1 403 1 (403/404)
>99.9%
y HIv-2 100 0 (100/100)
Positive >99.9%
Subtype 42 0 (42/42)
Predicated 99.8%
Test (EIA or Total 545 1 (545/546)
CIMA) Blood >99.9%
Donations 0 1000 (1000/1000)
Pregnant >99.9%
Negative | Women 0 200 (200/200)
9 Clinical o o1 >99.9%
Negative (201/201)
>99.9%
Total 0 1401 (1401/1401)
99.9%
Total Result 545 1402 (1946/1947)

Relative sensitivity: 99.8% (95%CI*: 99.0%~>99.9%);
Relative specificity:100% (95%CI*: 99.8%~100%);
Accuracy: 99.9% (95%CI*: 99.7%~>99.9%).

Precision

Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: a
negative, a low positive, a middle positive and a high positive. One Lot of the HIV 1.2
Rapid Test Cassette (Whole Blood/Serum/Plasma) have been tested over a 10-day
period using negative, low positive, middle positive and high positive specimens. The
specimens were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 15 independent assays on the same
four specimens: a negative, a low positive, a middle positive and a high positive. Three
different lots of the HIV 1.2 Rapid Test Cassette (Whole Blood/Serum/Plasma) have

*Confidence Intervals



been tested over a 3-day period using negative, low positive, middle positive and high
positive specimens. The specimens were correctly identified >99% of the time.
Cross-reactivity

The HIV 1.2 Rapid Test Cassette(Whole Blood/Serum/Plasma) has been tested by
HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, anti-Syphilis, anti-EBV, CEA, AFP, PSA,
CA15-3, CA19-9, CA125, anti-HAV IgM, anti-HCV, anti-RF, anti-H.pylori, anti-CMV IgG,
anti-Rubella 1gG, anti-TOXO IgG, anti-HSV 1 IgG and anti-HSV 2 IgG positive
specimens. The results showed no cross-reactivity.

Interfering Substances
The following potentially interfering substances were added to HIV negative and
positive specimens.

Acetaminophen: 20 mg/dL Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL Gentisic Acid: 20 mg/dL
Ascorbic Acid: 2g/dL Albumin: 2 g/dL
Creatin: 200 mg/dL Hemoglobin:1100mg/dL
Bilirubin: 1g/dL Oxalic Acid: 600mg/dL

None of the substances at the concentration tested interfered in the assay.

[BIBLIOGRAPHY]

1. Deeks, S., Overbaugh, J., Phillips, A.et al. HIV infection. Nat Rev Dis
Primers 1, 15035 (2015). https://doi.org/10.1038/nrdp.2015.35

2. Salehi B, Kumar N V A, Sener B, et al. Medicinal plants used in the treatment of
human immunodeficiency virus[J]. International journal of molecular sciences, 2018,
19(5): 1459.

Index of Symbols

Consult instructions arc
re.

ntain
for use or consult V Cc_) ntains
sufficient for

<n> tests

C . Temperature limit
electronic instructions emperature

for use

In vitro diagnostic LOT Catalogue
medical device Batch code number

Authorized
representative in the g Use-by date ® Do not re-use
European Community
Do not use if package M
is damaged and
consult instructions for|
use

Manufacturer A Caution

Hangzhou AllTest Biotech Co.,Ltd.

#550, Yinhai Street c E 2934

Hangzhou Economic & Technological Development Area MedNet EC-REP GmbH

E o 5 =

Hangzhou, 310018 P.R. China Borkstrasse 10,
Web: www.alltests.com.cn  Email: info@alltests.com.cn 48163 Muenster,
Germany

Number: 146250100
Effective date:2022-05-13


https://doi.org/10.1038/nrdp.2015.35

' ALL HIV 1.2 greito testo kaseté
A (Bendras kraujas / serumas / plazma)

A= WTEST Pakuotés aprasymas
[ REFIHI-402 [ Lietuviy k. |
Greitasis Zmogaus imunodeficito viruso diagnostikos testas, skirtas kokybiskai nustatyti
1ir 2 tipo ZIV antikiinus 2mogaus bendrame kraujyje, serume arba plazmoje.
Tik profesionaliam in vitro diagnostiniam naudojimui.

[PASKIRTIS]
HIV1.2 greitojo testo kaseté (bendras kraujas/serumas/plazma) yra greitas
chromatografinis imunofermentinis tyrimas, skirtas kokybiskai nustatyti Zmogaus
imunodeficito viruso (ZIV) 1 ir 2 tipo antikiinus Zmogaus bendrame kraujyje, serume
arba plazmoje, siekiant padéti diagnozuoti ZIV infekcijg.

[SANTRAUKA]
Zmogaus imunodeficito viruso (ZIV) infekcija yra viena i§ pagrindiniy sergamumo ir
mirtingumo priezasciy visame pasaulyje, o daugiausia $ios ligos atvejy yra Afrikoje j
pietus nuo Sacharos. Kadangi Sia infekcija daznai uzZsikrecia suaugusieji, kurie yra
ekonominio produktyvumo virdtnéje, ZIV infekcija smarkiai pakeité daugelio $aliy
ekonomikg'.
Egzistuoja 1 tipo ZIV (ZIV-1) ir ZIV-2. ZIV-1 yra labiau paplites ir patogenlskesnls nei
ZIV-2 ir yra atsakingas uz didZigjg dalj pasaulinés pandemijos’. ZIV virusas yra
retrovirusas, galintis integruoti viruso genomo DNR kopijg j Igstelés Seimininkés DNR2
HIV 1.2 greito testo kaseté (bendras kraujas / serumas / plazma) yra greitas tyrimas,
skirtas kokybiniam antikiiny prie$ ZIV 1 ir (ar) ZIV 2 nustatymui Zmogaus bendro kraujo,
serumo ar plazmos méginiuose. Tyrime naudojamas latekso konjugatas ir keli
rekombinantiniai ZIV baltymai, kad baty galima selektyviai aptikti antikinus pries ZIV
1.2 bendrame kraujyje, serume arba plazmoje.

[PRINCIPAS]
HIV 1.2 in greitojo testo kaseté (bendras kraujas / serumas / plazma) yra kokybinis
membraninis imunofermentinis testas, skirtas nustatyti antikinus pries ZIV 1.2
bendrame kraujyje, serume arba plazmoje. Membrana yra padengta rekombinantiniais
ZIV antigenais. Tyrimo metu bendras kraujas, serumas arba plazma reaguoja su ZIV
antigenu  padengtomis  dalelémis. Membranoje = miSinys  kapiliariniu  badu
chromatografi$kai migruoja aukstyn ir reaguoja su rekombinantiniu ZIV antigenu
membranoje ir sugeneruoja spalvotg linijg. Jei méginyje yra ZIV 1 ir (arba) ZIV 2
antikdny, testo linijos srityje atsiras spalvota linija, rodanti teigiamg rezultatg. Jei
méginyje néra ZIV 1 ir (arba) ZIV 2 antik@iny, testo linijos srityje spalvota linija neatsiras,
rezultatas bus neigiamas. Kontrolinés linijos srityje visada atsiranda spalvota linija,
rodanti, kad buvo naudotas reikiamas meéginio kiekis ir méginys tinkamai padengé
membrang.

[REAGENTAI]
Testg sudaro ZIV1.2 rekombinantiniais antigenais padengtos dalelés ir ZIV1.2
rekombinantiniais antigenais padengta membrana.
[ATSARGUMO PRIEMONES]

Tik profesionaliam in vitro diagnostiniam naudojimui. Nenaudokite pasibaigus
galiojimo datai.

Nevalgykite, negerkite ir nerakykite méginiy ar rinkiniy tvarkymo vietoje.

Nenaudokite, jei pakuoté pazeista.

Su visais méginiais elkités kaip su potencialiai infekcinémis medziagomis. Visos
proceddros metu laikykités nustatyty atsargumo priemoniy dél mikrobiologinio
pavojaus ir laikykités standartiniy tinkamo méginiy utilizavimo procedary.

Méginiy tyrimo metu dévékite apsauginius drabuZzius, pvz., laboratorinius chalatus,
vienkartines pirstines ir akiy apsaugos priemones.

Panaudoti testai turi bati iSmetami laikantis vietiniy taisykliy.

e Drégmé ir temperatdra gali turéti neigiamos jtakos rezultatams.
[LAIKYMAS IR STABILUMAS]
Laikykite supakuotg sandariai uzdarytame maiSelyje kambario temperatroje arba
Saldytuve (2-30 °C). Testo kaseté iSlieka stabili iki ant pakuotés nurodytos galiojimo
pabaigos datos. |ki naudojimo testo kaseté turi bati originalioje sandarioje pakuotéje.
NEUZSALDYKITE. Nenaudokite pasibaigus galiojimo datai.

[MEGINIY PAEMIMAS IR PARUOSIMAS]
e HIV 1.2 greitojo testo kaseté (bendras kraujas / serumas / plazma) gali bdati
naudojama su bendro kraujo (paimto i§ venos ar pirs§to), serumo ar plazmos
meéginiais.
Bendro kraujo meéginiy i$ pirSto paémimas:
e Nuplaukite paciento rankga muilu ir Siltu vandeniu arba nuvalykite alkoholyje
sudrékintu tamponu. Leiskite nudziati.
Pamasazuokite plastakg neliesdami dadrio vietos, braukdami Zemyn ranka link
vidurinio arba bevardzio pirsto galiuko.
Steriliu lancetu atlikite punkcijg. Nusluostykite pirmajj krauja.
Svelniai patrinkite rankg nuo rie$o per delng iki pirto, kad ant ddrio vietos
susidaryty apvalus kraujo lasas.
Kapiliariniu mégintuvéliu paimkite kraujo méginj:
« Kapiliariniu mégintuvéliu lieskite krauja, kol jis prisipildys mazdaug 50ul. Venkite

oro burbuliuky patekimo.
o Bendro kraujo méginj lasintuvu dozuokite j testo kasetés méginio Sulinél].
o Kraujo lasus nuo pirsto lasinkite j testo méginio Sulinélj:

o Laikykite paciento pirsta taip, kad kraujo lasas atsidurty tiesiai vir$ testo kasetés
Sulinélio.

o Leiskite 2 kabantiems laSams bendro kraujo i$ pirsto jlaséti | méginio Sulinélio
centrg ant kasetés arba pajudinkite paciento pirtg taip, kad kabantis lasas
paliesty méginio Sulinélio centrg. Neleiskite, kad pirStas tiesiogiai prisiliesty prie
méginio Sulinélio.

Kad iSvengtuméte hemolizés, kuo greiciau atskirkite serumg ar plazmg nuo kraujo.
Galima naudoti tik skaidrius, nehemolizuotus méginius.
Tyrimas turéty bati atliekamas i§ karto po méginio paémimo. Nepalikite méginiy
kambario temperatiroje ilgesnj laikg. Serumo ir plazmos méginiai gali bati laikomi 2-
8°C temperatdroje ne ilgiau kaip 3 dienas, jei méginiai laikomi ilgai, juos reikia laikyti
Zemesnéje nei -20 °C temperatlroje. Venos punkcijos badu paimtg bendrg kraujg
reikia laikyti 2-8 °C temperatiroje, jei tyrimas turi bati atliktas per 2 dienas nuo
paémimo. NeuzSaldykite bendro kraujo meéginio. 1§ pirSto paimti bendro kraujo
meginiai turi bati tiriami nedelsiant.
Prie$ tyrima méginiai turi bati kambario temperatiros. UzSaldyti méginiai pries tyrimg
turi bati pilnai atSildyti ir gerai iSmaisSyti. Méginiy negalima pakartotinai uzSaldyti ir
atSildyti.
Jei méginiai turi bati transportuojami, jie turi bati supakuoti laikantis vietos taisykliy
dél etiologiniy agenty transportavimo.
EDTA K2, natrio heparinas, natrio citratas ir kalio oksalatas gali bati naudojami kaip
antikoaguliantai méginiui paimti.
Plazmag galima centrifuguoti 3 minutes 3000 aps./min. arba naudoti statinj mégintuvélj
su antikoaguliantu, kad baty galima gauti supernatanta.

[MEDZIAGOS ]

Tiekiamos medziagos

*Testo kasetés sLaSintuvai *Buferis *Pakuotés
apraSymas

Reikalingos netiekiamos medziagos
*Méginio surinkimo konteineris sLaikmatis *Centrifuga

[NAUDOJIMO INSTRUKCIJOS]
Pries tyrima testas, meéginys ir buferis turi pasiekti kambario temperatiirg (15-
30°C).
1. ISimkite testo kasete i$ pakuotés ir kuo grei€iau jg panaudokite.
2. Padékite kasete ant Svaraus ir lygaus pavirSiaus.
Serumo ar plazmos méginiai: Lasintuvg laikydami vertikaliai jlasinkite 1 serumo
ar plazmos lasa (apie 25 pl) | méginio Sulinélj (S), tuomet jlasinkite 1 buferio lasa
(apie 40 pl) ir jjunkite laikmatj (Zr. iliustracijg Zemiau).
Veninio bendro kraujo méginiai: LaSintuva laikydami vertikaliai jlasinkite 2 bendro
kraujo lasus (apie 50 pl) | méginio Sulinélj (S), tuomet jlasinkite 2 buferio laSus
(apie 80 pl) ir jjunkite laikmatj. Zr. iliustracijg Zemiau.
Bendro kraujo méginiai i$ pirsto:
Kapiliarinio mégintuvélio naudojimas: UzZpildykite kapiliarinj mégintuvelj ir
ilasinkite apie 50 pl bendro kraujo i$ pirSto méginio j kasetés méginio Sulinélj
(S), tuomet jlasinkite 2 buferio laSus (apie 80 pl) ir jjunkite laikmatj. Zr. iliustracijg
Zemiau.
Naudojant kabancius kraujo lasus: |laSinkite 2 nuo pirSto kabancius bendro
kraujo lasus | kasetés méginio Sulinélj (S), tuomet jlasinkite 2 buferio lasus
(apie 80 pl) ir jjunkite laikmatj. Zr. iliustracijg Zemiau.
. Palaukite, kol atsiras spalvota linija (-0s). Rezultatus nuskaitykite po 10 minuéiy.
Po 20 minugiy rezultato neinterpretuokite.
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[REZULTATY INTERPRETAVIMAS ]

(Zr. iliustracijg auk$ciau)
TEIGIAMAS: *atsiranda dvi spalvotos linijos. Viena spalvota linija turéty bati
kontrolinéje srityje (C), o kita spalvota linija - tyrimo srityje (T).
*PASTABA. Spalvos intensyvumas tyrimo linijos srityje (T) priklauso nuo ZIV antikiiny
koncentracijos méginyje. Todél bet koks spalvos atspalvis tyrimo srityje (T) turéty bati
laikomas teigiamu.

Hegafigants

ram

NEIGIAMAS: Kontrolinéje srityje (C) atsiranda viena spalvota linija. Tyrimo srityje

(T) spalvota linija neatsiranda.

NEGALIOJANTIS: Kontroliné linija neatsiranda. Nepakankamas méginio taris arba

netinkami proceddriniai metodai yra labiausiai tikétinos kontrolinés linijos neatsiradimo

priezastys. PerziGrékite procedirg ir pakartokite tyrimg su nauju testu. Jei problema
iSlieka, nedelsdami nutraukite tyrimo rinkinio naudojima ir kreipkités j vietinj platintoja.

[KOKYBES KONTROLE]

Teste yra integruota vidiné procedariné kontrolé. Kontrolinéje srityje (C) atsirandanti

spalvota linija yra vidiné procedariné kontrolé. Ji patvirtina pakankamg meginio tarj,

tinkama membranos sudrékinimg ir tinkama procediros technika.

Kontrolinés standartinés medziagos su Sia testo kasete nepateikiamos, taciau

rekomenduojama atlikti teigiamy ir neigiamy kontroliniy meginiy tyrimus, nes tai yra

gera laboratoriné praktika, kad baty patvirtinta tyrimo proceddra ir patikrintas tinkamas
tyrimo atlikimas.

[APRIBOJIMAI]

. HIV 1.2 greitojo testo kaseté (bendras kraujas / serumas / plazma) yra skirta tik in
vitro diagnostiniam naudojimui. Testas turi bati naudojamas ZIV antikiiny nustatymui
#mogaus bendrame kraujyje, serume arba plazmoje. Siuo kokybiniu tyrimu negalima
nustatyti nei kiekybinés vertés, nei ZIV antikiiny koncentracijos.

2.HIV 1.2 greito testo kaseté (bendras kraujas / serumas / plazma) parodo tik ZIV

antikiiny buvimg méginyje ir neturéty bati naudojama kaip vienintelis ZIV infekcijos
diagnozavimo kriterijus.

N

3. Kaip ir atliekant visus diagnostinius tyrimus, visi rezultatai turi bati vertinami kartu su
kita gydytojo turima klinikine informacija.
4. Jei tynmo rezultatas naglamas o klinikiniai S|mptoma| ilieka, rekomenduojama atlikti

infekcijos buvimo galimybes.

[TIKETINOS VERTES]

HIV 1.2 greitojo testo kaseté (bendras kraujas/serumas/plazma) buvo palyginta su
rinkoje pirmaujanéiu komerciniu EIA arba CMIA ZIV rinkiniu. Siy dviejy sistemy
koreliacija yra 99,9 %.

[VEIKSMINGUMO CHARAKTERISTIKOS]

Jautrumas ir specifiSkumas

HIV 1.2 greitojo testo kaseté (bendras kraujas/serumas/plazma) teisingai identifikavo
serokonversijos panelio méginius ir buvo palyginta su pirmaujanéiu komerciniu EIA ZIV
testu, kitu greituoju testu arba CMIA, naudojant klinikinius méginius. Gauti rezultatai
parodé, kad santykinis HIV 1.2 greito testo (bendras kraujas / serumas / plazma)
kasetés jautrumas yra >99,9%, o santykinis specifiSkumas yra 99,9%.

IHI-402 greito testo
Metodas kaseté (bendras kraujas Atitikimas
| serumas / plazma)
Rezultatas Teigiamas | Neigiamas
N 99,8%
ZIV-1 403 1 (403/404)
5 >99,9%
Teigiamas vz 1 ° (100/100)
o Potipis 42 0 >99.9%
p (42/42)
. 99,8%
Numatytas I8 viso 545 ! (545/546)
tyrimas (EIA| Kraujo
>99,9%
ar CIMA) d(_)n_or_q_ 0 1000 (1000/1000)
méginiai
Neéséiy .
99,9%
. motery 0 200 B
Neigiamas méginiai (200/200)
Kliniskai >99,9%
neigiami 0 201 (201/201)
<o >99,9%
18 viso 0 1401 (1401/1401)
99,9%
Bendras rezultatas 545 1402 (1946/1947)

Santykinis jautrumas: 99,8% (95%CI*: 99,0%~>99,9%);
Santykinis specifiSkumas: 100% (95%CI*: 99,8%~100%);
Tikslumas: 99,9% (95%CI*: 99,7%~>99,99%) *Pasikliovimo intervalas

PreciziSkumas

Tyrimo ribose
PreciziSkumas tyrimo ribose buvo nustatomas naudojant 15 keturiy méginiy kartotiniy:
neigiamg, silpnai teigiama, vidutiniS$kai teigiama ir stipriai teigiamg. Viena HIV 1.2
greitojo testo kasetés partija (bendras kraujas/serumas/plazma) buvo tiriama 10 dieny,
naudojant neigiamus, silpnai teigiamus, vidutiniSkai teigiamus ir stipriai teigiamus
méginius. >99% atvejy méginiai buvo identifikuoti teisingai.

Tarp tyrimy

PreciziSkumas tarp tyrimy buvo nustatomas atliekant 15 nepriklausomy tyrimy su tais



paciais keturiais méginiais: neigiamais, silpnai teigiamais, vidutiniskai teigiamais ir
stipriai teigiamais. Trys skirtingos HIV 1.2 greituyjy testy kaseéiy partijos (bendras
kraujas/serumas/plazma) buvo tirtos 3 dienas, naudojant neigiamus, silpnai teigiamus,
vidutini§kai teigiamus ir stipriai teigiamus méginius. >99% atvejy méginiai buvo
identifikuoti teisingai.
Kryzminis reaktyvumas
HIV 1.2 greito testo kaseté (bendras kraujas / serumas / plazma) buvo tirta su HBsAg,
HBsAb, HBeAg, HBeAb, HBcAb, anti-Syphilis, anti-EBV, CEA, AFP, PSA, CA15-3,
CA19-9, CA125, anti-HAV IgM, anti-HCV, anti-RF, anti-H.pylori, anti-CMV IgG, anti-
Rubella IgG, anti-TOXO IgG, anti-HSV 1 IgG ir anti-HSV 2 IgG teigiamais méginiais.
Kryzminis reaktyvumas nebuvo stebimas.
Interferuojancios substancijos
| ZIV neigiamus ir teigiamus méginius buvo pridéta $iy galimai interferuojanciy

medziagy.

Acetaminofenas: 20 mg/dl Kofeinas: 20 mg/d|
Acetilsalicilo ragstis: 20 mg/d| Gentiso ragstis: 20 mg/d|
Askorbo ragstis: 2g/dl Albuminas: 2 g/dI
Kreatinas: 200 mg/d| Hemoglobinas: 1100mg/d|
Bilirubinas: 1 g/dl Oksalo ragstis: 600mg/dl

Né viena i$ tirty medziagy nurodytomis koncentracijomis neinterferavo tyrimo.
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Primers 1, 15035 (2015). https://doi.org/10.1038/nrdp.2015.35

2. Salehi B, Kumar N V A, Sener B, et al. Medicinal plants used in the treatment of
human immunodeficiency virus[J]. International journal of molecular sciences, 2018,
19(5): 1459.
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4 AWALL " SARS-CoV-2/influenza A+B/RSV/Adenovirus
MAaUTEST Antigen Combo Rapid Test
(Nasopharyngeal Swab)
Package Insert

[ REFIRT-545 | English | C €
The SARS-CoV-2/influenza  A+B/RSV/Adenovirus  Antigen ~Combo  Rapid  Test
(Nasopharyngeal Swab) is a rapid chromatographic immunoassay for the qualitative detection
of SARS-CoV-2 Nucleocapsid protein, Influenza A, Influenza B, Respiratory Syncytial
Virus(RSV) and Adenovirus antigens present in human nasopharynx.
For professional in vitro diagnostic use only.
[INTENDED USE]
The SARS-CoV-2/Influenza  A+B/RSV/Adenovirus  Antigen Combo Rapid Test
(Nasopharyngeal Swab) is a rapid chromatographic immunoassay for the qualitative detection
of SARS-CoV-2 Nucleocapsid protein, Influenza A, Influenza B, Respiratory Syncytial
Virus(RSV) and Adenovirus antigens in nasopharyngeal swab specimens from individuals with
suspected SARS-CoV-2/Influenza/RSV/Adenovirus infection in conjunction with clinical
presentation and the results of other laboratory tests.
Results are for the detection of SARS-CoV-2, Influenza A+B, RSV and Adenovirus antigens.
An antigen is generally detectable in upper respiratory specimens during the acute phase of
infection. Positive results indicate the presence of viral antigens, but clinical correlation with
patient history and other diagnostic information is necessary to determine infection status.
Positive results do not rule out other bacterial/viral infection. The agent detected may not be
the definite cause of disease.
Negative results do not preclude SARS-CoV-2/Influenza A+B/RSV/Adenovirus infection and
should not be used as the sole basis for treatment or patient management decisions. Negative
results should be treated as presumptive and confirmed with a molecular assay, if necessary
for patient management. Negative results should be considered in the context of a patient's
recent exposures, history and the presence of clinical signs and symptoms consistent with
SARS-CoV-2, Influenza A+B, RSV and Adenovirus.
[SUMMARY]
The novel coronaviruses belong to the B genus. COVID-19 is an acute respiratory infectious
disease. People are generally susceptible. Currently, the patients infected by the novel
coronavirus are the main source of infection; asymptomatic infected people can also be an
infectious source. Based on the current epidemiological investigation, the incubation period is 1
to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry cough.
Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few cases.
Influenza (commonly known as “flu”) is a highly contagious, acute viral infection of the
respiratory tract. It is a communicable disease easily transmitted through the coughing and
sneezing of aerosolized droplets containing live virus. Laboratory identification of human
influenza virus infections is commonly performed using direct antigen detection, virus isolation
in cell culture, or detection of influenza-specific RNA by reverse transcriptase-polymerase
chain reaction (RT-PCR). Rapid tests for influenza A and B virus infections, which can provide
results within 30 minutes. ?
Respiratory Syncytial Virus (RSV), which causes infection of the lungs and breathing passages,
is a major cause of respiratory illness in young children. In adults, it may only produce
symptoms of a common cold, such as a stuffy or runny nose, sore throat, mild headache,
cough, fever, and a general feeling of being ill.Most children with RSV infection, both those
who were hospitalized and those who were treated as outpatients, had no coexisting medical
conditions or characteristics that significantly identified them as being at greater risk for severe
RSV disease, except for being under 2 years of age.*
Human Adenoviruses comprise an important group of etiologic agents that are responsible for
various diseases in adults and children, such as respiratory, ocular, gastroenteric, and urinary
infections. In immunocompromised and organ-transplanted individuals, these agents can
cause generalized infections. 4
[PRINCIPLE]
The SARS-CoV-2 Antigen Rapid Test (Nasopharyngeal Swab) is a qualitative
membrane-based immunoassay for the detection of SARS-CoV-2 Nucleocapsid protein in
human nasopharyngeal swab specimen. SARS-CoV-2 antibody is coated in test line region.
During testing, the specimen reacts with SARS-CoV-2 antibody-coated particles in the test.
The mixture then migrates upward on the membrane by capillary action and reacts with the
SARS-CoV-2 antibody in test line region. If the specimen contains SARS-CoV-2 Nucleocapsid
protein, a colored line will appear in test line region as a result of this. If the specimen does not
contain antigens to SARS-CoV-2, no colored line will appear in the test line region, indicating a
negative result. To serve as a procedural control, a colored line will always appear in the
control line region, indicating that the proper volume of specimen has been added and
membrane wicking has occurred.
The Influenza A+B Rapid Test (Nasopharyngeal Swab) is a qualitative, lateral flow
immunoassay for the detection of Influenza A and Influenza B nucleoproteins in human
nasopharyngeal swab specimen. In this test, antibody specific to the Influenza A and Influenza
B nucleoproteins is separately coated on the test line regions of the test. During testing, the
extracted specimen reacts with the antibody to Influenza A and/or Influenza B that are coated
onto particles. The mixture migrates up the membrane to react with the antibody to Influenza A
and/or Influenza B on the membrane and generate one or two colored lines in the test regions.
The presence of this colored line in either or both of the test regions indicates a positive result.
To serve as a procedural control, a colored line will always appear in the control region if the
test has performed properly.

The RSV Rapid Test (Nasopharyngeal Swab) is a qualitative, lateral flow immunoassay for the

detection of Respiratory Syncytial Virus nucleoproteins in nasopharyngeal swab specimens. In

this test, antibody specific to the Respiratory Syncytial Virus nucleoproteins is coated on the
test line region of the test. During testing, the extracted specimen reacts with the antibody to

Respiratory Syncytial Virus that is coated onto particles. The mixture migrates up the

membrane to react with the antibody to Respiratory Syncytial Virus on the membrane and

generate one colored line in the test region. The presence of this colored line in the test region
indicates a positive result. To serve as a procedural control, a colored line will always appear in
the control region if the test has performed properly.

The Adenovirus Antigen Rapid Test (Nasopharyngeal Swab) is a qualitative membrane-based

immunoassay for the detection of adenovirus antigen in nasopharyngeal swab specimens. In

this test, antibody specific to the adenovirus is separately coated on the test line region of the
test. During testing, the extracted specimen reacts with the antibody to adenovirus that are
coated onto particles. The mixture migrates up the membrane to react with the antibody to
adenovirus on the membrane and generate a color line in the test line region. The presence of

this color line in the test line region indicates a positive result, while its absence indicates a

negative result. To serve as a procedural control, a colored line will always appear in the

control region if the test has performed properly.
[REAGENTS]

The test contains anti-SARS-CoV-2, anti-Influenza A, anti-Influenza B, anti-RSV and

anti-Adenovirus as the capture reagent, anti-SARS-CoV-2, anti-Influenza A, anti-Influenza B,

anti-RSV and anti-Adenovirus as the detection reagent.

[PRECAUTIONS]

1. This package insert must be read completely before performing the test. Failure to follow
directions in package insert may yield inaccurate test results.

. For professional in vitro diagnostic use only. Do not use after the expiration date.

. Do not eat, drink or smoke in the area where the specimens or kits are handled.

. Do not use test if pouch is damaged.

. Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout in the collection, handling, storage, and
disposal of patient samples and used kit contents.

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection

when specimens are assayed.

7. Viral Transport Media (VTM) may affect the test result, do not store specimens in viral

transport media; extracted specimens for PCR tests cannot be used for the test.

8. Wash hands thoroughly after handling.

9. Please ensure that an appropriate amount of samples are used for testing. Too much or too

little sample size may lead to deviation of results.

10.The used test should be discarded according to local regulations.

11.Humidity and temperature can adversely affect results.

[STORAGE AND STABILITY]

Store as packaged in the sealed pouch at room temperature or refrigerated (2-30 °C). The test

is stable through the expiration date printed on the sealed pouch. The test must remain in the

sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
[SPECIMEN COLLECTION, TRANSPORT AND STORAGE]

Specimen Collection

1. Insert a sterile swab into the nostril of the patient, reaching the surface of the posterior

nasopharynx.

2. Swab over the surface of the posterior nasopharynx 5-10 times.

3. Withdraw the sterile swab from the nasal cavity and avoid excess volume and

highly-viscous nasopharyngeal discharge.

a s wN

Specimen Transport and Storage

Specimens should be tested as soon as possible after collection. If swabs are not been
processed immediately, it is highly recommended the swab specimen is placed into a dry,
sterile and tightly sealed plastic tube for storage. The swab specimen in dry and sterile
condition is stable for up to 24 hours at 2-8 °C.

[SPECIMEN PREPARATION]

Only the extraction buffer and tubes provided in the kit is to be used for swab specimen
preparation.

Please refer to the Procedure Card for detailed information of Specimen Extraction.
1. Place the swab specimen in the Extraction Tube with Extraction Buffer. Rotate the swab for

approximately 10 seconds while pressing the head against the inside of the tube to release
the antigen in the swab.

2. Remove the swab while squeezing the swab head against the inside of the Extraction Tube
as you remove it to expel as much liquid as possible from the swab. Discard the swab in
accordance with your biohazard waste disposal protocol.

*NOTE: The storage of the specimen after extraction is stable for 2 hours at room temperature

or 24 hours at 2-8 °C.

[MATERIALS]
Materials provided
*Package Insert «Sterile Swabs
*Extraction Tubes and Tips (Optional) <Workstation

*Test Cassettes
Extraction Buffer
*Procedure Card
Materials required but not provided

« Timer

[DIRECTIONS FOR USE]
Allow the test, extracted specimen and/or controls to equilibrate to room temperature
(15-30 °C) prior to testing.
. Remove the test cassette from the sealed foil pouch and use it within one hour. Best results
will be obtained if the test is performed immediately after opening the foil pouch.

Invert the specimen collection tube and add 3 drops of the extracted specimen to each of
the specimen well(S) respectively and then start the timer.
Wait for the colored line(s) to appear. Read the result at 15 minutes. Do not interpret the
result after 20 minutes.

[

d

c c
3 drops of T A
extracted specimen Positive Positive
c c
: :
Negative Negative
c c
: :
Invalid Invalid
COVID-19, RSV FLUA+B
Adeno

[INTERPRETATION OF RESULTS]

(Please refer to the illustration above)
SARS-CoV-2/RSV/Adenovirus POSITIVE:* Two colored lines appear in the
SARS-CoV-2/RSV/Adenovirus window. One colored line should be in the control region (C)
and another colored line should be in the test region (T). Positive result in the test region
indicates detection of SARS-CoV-2/RSV/Adenovirus antigens in the specimen.

Influenza A POSITIVE:* Two colored lines appear in the FLU window. One colored line

should be in the control region (C) and another colored line should be in the Influenza A region

(A). Positive result in the Influenza A region indicates that Influenza A antigen was detected in

the specimen.

Influenza B POSITIVE:* Two colored lines appear in the FLU window. One colored line

should be in the control region (C) and another colored line should be in the Influenza B region

(B). Positive result in the Influenza B region indicates that Influenza B antigen was detected in

the specimen.

Influenza A and Influenza B POSITIVE:* Three colored lines appear in the FLU window.

One colored line should be in the control region (C) and two colored line should be in the

Influenza A region (A) and Influenza B region (B). Positive result in the Influenza A region and

Influenza B region indicates that Influenza A antigen and Influenza B antigen were detected in

the specimen.

*NOTE: The intensity of the color in the test line region (T) will vary based on the amount of

SARS-CoV-2 antigen, Influenza A and/or B antigen, RSV antigen, Adenovirus antigen present

in the specimen. So any shade of color in the test region (T/B/A) should be considered positive.

NEGATIVE: One colored line appears in the control region (C). No apparent colored line

appears in the test line region (T/B/A).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural

techniques are the most likely reasons for control line failure. Review the procedure and repeat

the test with a new test. If the problem persists, discontinue using the test kit immediately and
contact your local distributor.
[QUALITY CONTROL]
Internal Quality Control
Internal procedural controls are included in the test. A colored line appearing in the control
region (C) is an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
External Quality Control
Controls are not included in this kit. However, in compliance with Good Laboratory Practice
(GLP) positive/negative controls are recommended.
[LIMITATIONS]

1. The Test Procedure and the Interpretation of Test Result must be followed closely when
testing for the presence of SARS-CoV-2/Influenza A/Influenza B/RSV/Adenovirus antigens
in the human nasopharyngeal swab specimens from suspected individuals. For optimal test
performance, proper specimen collection is critical. Failure to follow the procedure may give



inaccurate results.

2. The performance of the SARS-CoV-2/Influenza A+B/RSV/Adenovirus Antigen Combo
Rapid Test (Nasopharyngeal Swab) was evaluated using the procedures provided in this
product insert only. Modifications to these procedures may alter the performance of the
test.

3. The SARS-CoV-2/Influenza A+B/RSV/Adenovirus Antigen Combo Rapid Test
(Nasopharyngeal Swab) is for in vitro diagnostic use only. This test should be used for
detection of SARS-CoV-2/Influenza AlInfluenza B/RSV/Adenovirus Antigens in human
nasopharyngeal swab specimens as an aid in the diagnosis of patients with suspected
SARS-CoV-2, Influenza A, Influenza B, RSV or Adenovirus infection in conjunction with
clinical presentation and the results of other laboratory tests. Neither the quantitative value
nor the rate of increase in the concentration of SARS-CoV-2/Influenza A/Influenza
B/RSV/Adenovirus antigens can be determined by this qualitative test.

4. The SARS-CoV-2/Influenza A+B/RSV/Adenovirus Antigen Combo Rapid Test
(Nasopharyngeal Swab) will only indicate the presence of SARS-CoV-2/Influenza
AllInfluenza B/RSV/Adenovirus Antigens in the specimen and should not be used as the
sole criteria for the diagnosis of SARS-CoV-2/Influenza A/Influenza B/RSV/Adenovirus
infections.

5. The results obtained with the test should be considered with other clinical findings from
other laboratory tests and evaluations.

6. If the test result is negative or non-reactive and clinical symptoms persist. It is
recommended to re-sample the patient a few days later and test again or test with a
molecular diagnostic device to rule out infection in these individuals.

7. The test will show negative results under the following conditions:

a) The concentration of the novel coronavirus, influenza A virus, influenza B virus, RSV or

Relative Sensitivity 94.3%(95%CI*:80.8%-99.3%)

Relative Specificity 96.2%(95%CI*:92.8%-98.2%)

Accuracy 95.9%(95%CI*:92.8%-97.9%)

Adenovirus Test:

SARS-CoV-2/Influenza RT-PCR
A+B/RSV/Adenovirus Antigen Positive Negative Total
Combo Rapid Test
Adenovirus | Positive 31 3 34
Antigen | Negative 1 209 210
Total 32 212 244

Relative Sensitivity 96.9%(95%Cl*:82.9%-99.9%)

Relative Specificity 98.6%(95%CI*:95.7%-99.7%)

Accuracy 98.4%(95%Cl*:95.7%-99.5%)

*Confidence Intervals

Specificity Testing with Various Viral Strains

The SARS-CoV-2/Influenza  A+B/RSV/Adenovirus  Antigen Combo Rapid Test
(Nasopharyngeal Swab) was tested with the following viral strains. No discernible line at either
of the test-line regions was observed at the concentrations listed:

Description Concentration

Human coronavirus OC43 1x10° TCIDso/mL

Human coronavirus 229E 5x10° TCIDso/mL

Human coronavirus NL63 1x10° TCIDso/mL

Human coronavirus HKU1 1x10° TCIDso/mL

Adenovirus antigens in the sample is lower than the minimum detection limit of the test.

b) The optimal sampling time (peak virus concentration) after infection has not been
verified, so collecting samples at different times for the same patient may avoid false
negatives.

c) Incorrect specimen collection and storage.

. Negative results do not rule out SARS-CoV-2 infection, particularly in those who have been

in contact with the virus. Follow-up testing with a molecular diagnostic should be
considered to rule out infection in these individuals.

MERS COV Florida

1.17 x10* TCIDsy/mL

Human Rhinovirus 2

2.81 x 10° TCIDsy/mL.

Human Rhinovirus 14

1.58 x 10° TCIDsy/mL

Human Rhinovirus 16

8.89 x 10° TCIDsy/mL.

Measles

1.58 x 10* TCIDsy/mL

Mumps

1.58 x 10° TCIDso/mL

Parainfluenza virus 2

1.58 x 10" TCIDsy/mL

9. A negative result for Influenza A, Influenza B, RSV, Adenovirus obtained from this kit
should be confirmed by RT-PCR/culture.

10. Positive results of SARS-CoV-2 may be due to infection with non-SARS-CoV-2 coronavirus
strains or other interference factors. A positive result for influenza A and/or B, RSV and
Adenovirus does not preclude an underlying co-infection with another pathogen, therefore
the possibility of an underlying bacterial infection should be considered.

[PERFORMANCE CHARACTERISTICS]
Sensitivity, Specificity and Accuracy

The SARS-CoV-2/Influenza  A+B/RSV/Adenovirus  Antigen Combo Rapid Test

(Nasopharyngeal Swab) has been evaluated with specimens obtained from the patients.

RT-PCR is used as the reference method for the SARS-CoV-2/Influenza A+B/RSV/Adenovirus

Antigen Combo Rapid Test (Nasopharyngeal Swab). Specimens were considered positive if

RT-PCR indicated a positive result. Specimens were considered negative if RT-PCR indicated

a negative result.

SARS-CoV-2 Test:

Parainfluenza virus 3

1.58 x 10° TCIDso/mL

Precision
Intra-Assay&Inter-Assay
Within-run and Between-run precision has been determined by using below standard controls :
Negative, SARS-CoV-2 antigen weak, SARS-CoV-2 antigen strong, Influenza A weak,
Influenza B weak, Influenza A strong, Influenza B strong, RSV weak, RSV strong, Adenovirus
weak and Adenovirus strong. Three different lots of SARS-CoV-2/Influenza
A+B/RSV/Adenovirus Antigen Combo Rapid Test (Nasopharyngeal Swab) have been tested,
ten replicates were tested with each standard control each day, and the test was conducted at
3 consecutive days. The specimens were correctly identified >99% of the time.
Cross-reactivity

The following organisms were tested at 1.0x10° org/mL and all found to be negative when
tested with the SARS-CoV-2/Influenza A+B/RSV/Adenovirus Antigen Combo Rapid Test
(Nasopharyngeal Swab):

Arcanobacterium Pseudomonas aeruginosa
Candida albicans Staphylococcus aureus subspaureus
Corynebacterium Staphylococcus epidermidis

Escherichia coli Streptococcus pneumoniae

SARS-CoV-2/Influenza RT-PCR
A+B/RSV/Adenovirus Antigen Positive Negative Total
Combo Rapid Test 9
SARS-CoV-2 | Positive 80 2 82
Antigen | Negative 3 189 192
Total 83 191 274

Moraxella catarrhalis Streptococcus pyogenes

Relative Sensitivity 96.4% (95%CI*: 89.8%~99.2%)

Neisseria lactamica Streptococcus salivarius

Relative Specificity 99.0% (95%CI*: 96.3%~99.9%)

Neisseria subflava

Streptococcus sp group F

Accuracy 98.2% (95%CI*: 95.8%~99.4%)

Influenza A+B Test :

SARS-CoV-2/Influenza Type A Type B
A+B/RSV/Adenovirus RT-PCR RT-PCR
Antigen (.:r:rsr:bo Rapid Positive | Negative Total Positive | Negative Total
[ Positive 38 2 40 39 2 41
Flu A+B | Negative 2 215 217 3 213 216
Total 40 217 257 42 215 257
Relative Sensitivity 95% (95%CI*: 82.6%-99.5%) 92.9% (95%CI*: 80.3%-98.2%)
Relative Specificity | 99.1% (95%CI*: 96.5%-99.9%) | 99.1% (95%CI*: 96.5%-99.9%)
Accuracy 98.4% (95%CI*: 95.9%-99.5%) | 98.1% (95%CI*: 95.4%-99.3%)
RSV Test:
SARS-CoV-2/Influenza RT-PCR
A+B/RSV/Adenovirus Antigen Positive Negative Total
Combo Rapid Test 9
. [ Positive 33 9 42
RSV Antigen [ Negative 2 225 227
Total 35 234 269

Interfering Substances
The interfering substances below were spiked with negative, SARS-CoV-2 antigen weak
positive, Influenza A weak positive, Influenza B weak positive, RSV weak positive and
Adenovirus weak positive. No substances showed any interference with the
SARS-CoV-2/Influenza A+B/RSV/Adenovirus Antigen Combo Rapid Test (Nasopharyngeal
Swab).

Substance Concentration
Whole Blood 20 pl/mL
Mucin 50 pg/mL
Budesonide Nasal Spray 200 pl/mL
Dexamethasone 0.8 mg/mL
Flunisolide 6.8 ng/mL
Mupirocin 12 mg/mL
Oxymetazoline 0.6 mg/mL
Phenylephrine 12 mg/mL
Rebetol 4.5 pg/mL
Relenza 282 ng/mL
Tamiflu 1.1 pg/mL
Tobryamycin 2.43 mg/mL
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Strep A Rapid Test Cassette
(Throat Swab)

Package Insert
A rapid test for the qualitative detection of Strep A antigens in throat swab specimens.
For professional in vitro diagnostic use only.
[INTENDED USE]

The Strep A Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative detection

of Strep A antigens from throat swab specimens to aid in the diagnosis of Group A Streptococcal

infection.
[SUMMARY]

Streptococcus pyogenes is non-motile gram-positive cocci, which contains the Lancefield group A
antigens that can cause serious infections such as pharyngitis, respiratory infection, impetigo,
endocarditis, meningitis, puerperal sepsis, and arthritis.* Left untreated, these infections can lead to
serious complications, including rheumatic fever and peritonsillar abscess.? Traditional identification
procedures for Group A Streptococci infection involve the isolation and identification of viable organisms
using techniques that require 24 to 48 hours or longer.>*

The Strep A Rapid Test Cassette is a rapid test to qualitatively detect the presence of Strep A antigens

in throat swab specimens, providing results within 5 minutes. The test utilizes antibodies specific for

whole cell Lancefield Group A Streptococcus to selectively detect Strep A antigens in a throat swab
specimen.
[PRINCIPLE]
The Strep A Rapid Test Cassette a qualitative, lateral flow immunoassay for the detection of Strep A
carbohydrate antigen in a throat swab. In this test, antibody specific to Strep A carbohydrate antigen is
coated on the test line region of the test. During testing, the extracted throat swab specimen reacts with
an antibody to Strep A that is coated onto particles. The mixture migrates up the membrane to react with
the antibody to Strep A on the membrane and generate a color line in the test line region. The presence
of this color line in the test line region indicates a positive result, while its absence indicates a negative
result. To serve as a procedural control, a colored line will always appear in the control line region,
indicating that proper volume of specimen has been added and membrane wicking has occurred.
[REAGENT]
The test contains Strep A antibody coated particles and Strep A antibodies coated on the membrane.
[PRECAUTIONS]

1. For professional in vitro diagnostic use only. Do not use after the expiration date.

2. Do not eat, drink or smoke in the area where the specimens and kits are handled.

3. Handle all specimens as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout the procedure and follow the standard procedures for proper
disposal of specimens.

. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.

. The used test should be discarded according to local regulations.

. Humidity and temperature can adversely affect results.

. Do not use test if pouch is damaged.

. Reagent B contains an acidic solution. If the solution contacts the skin or eye, flush with large
volumes of water.

9. The positive and negative controls contain sodium azide (Proclin300) as a preservative.

10.Do not interchange reagent bottle caps.

11.Do not interchange external control solution bottle caps.

[STORAGE AND STABILITY]

Store as packaged in the sealed pouch at room temperature or refrigerated (2-30°C). The test is stable

through the expiration date printed on the sealed pouch. The test must remain in the sealed pouch until

use. DO NOT FREEZE. Do not use beyond the expiration date.
[SPECIMEN COLLECTION AND PREPARATION]

Collect the throat swab specimen with the sterile swab that is provided in the kit. Transport swabs

containing modified Stuart's or Amies medium can also be used with this product. Swab the posterior

pharyr;x, tonsils and other inflamed areas. Avoid touching the tongue, cheeks and teeth with the
swab.

Testing should be performed immediately after the specimens have been collected. Swab specimens

may be stored in a clean, dry plastic tube for up to 8 hours at room temperature or 72 hours at 2-8°C.

If a culture is desired, lightly roll the swab tip onto a Group A selective (GAS) blood agar plate before

using the swab in the Strep A Rapid Test Cassette

[MATERIALS]
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Materials Provided
Test Cassettes ® Extraction tubes ® Sterile swabs
Workstation o Dropper tips ® Package insert
Extraction reagent 1 (2M NaNO2) ® Extraction reagent 2 (0.027M Citric acid)
Positive control(Non-viable Strep A; 0.01% Proclin300)
Negative control(Non-viable Strep C; 0.01% Proclin300)
Materials Required But Not Provided

® Timer

[DIRECTIONS FOR USE]

Allow the test, reagents, throat swab specimen, and/or controls to reach room temperature
(15-30°C) prior to testing.

1. Remove the test cassette from the sealed foil pouch and use it within one hour. Best results will be
obtained if the test is performed immediately after opening the foil pouch.

Hold the Extraction Reagent 1 bottle vertically and add 4 full drops (approximately 240 pL) of
Extraction Reagent 1 to an extraction tube. Extraction Reagent 1 is red in color. Hold the Extraction
Reagent 2 bottle vertically and add 4 full drops (approximately 160 uL) to the tube. Extraction
Reagent 2 is colorless. Mix the solution by gently swirling the extraction tube. The addition of
Extraction Reagent 2 to Extraction Reagent 1 changes the color of the solution from red to yellow.
See illustration 1.

Immediately add the swab into the extraction tube, agitate the swab vigorously 15 times, Leave the
swab in the extraction test tube for 1 minute. See illustration 2

Press the swab against the side of the tube and squeeze the bottom of the tube while removing the
swab so that most of the liquid stays in the tube. Discard the swab. See illustration 3

Fit the dropper tip on top of the extraction tube. Place the test cassette on a clean and level surface.
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Add three drops of the solution (approx.100ul) to the sample well and then start the timer. Read the
result at 5 minutes. Do not interpret the result after 10 minutes. See illustration 4 and illustration 5

3 Drops of Solution
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[INTERPRETATION OF RESULTS]

(Please refer to the illustration above)

POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another

apparent colored line should be in the test line region (T). A positive result indicates that Strep A was

detected in the specimen.

*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of

Strep A present in the specimen. Therefore, any shade of color in the test line region (T) should be

considered positive.

NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line

region (T). A negative result indicates that Strep A antigen is not present in the specimen, or is present

below the detectable level of the test. The patient’s specimen should be cultured to confirm the absence
of Strep A infection. If clinical symptoms are not consistent with results, obtain another specimen for
culture.

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural

techniques are the most likely reasons for control line failure. Review the procedure and repeat the test

with a new test. If the problem persists, discontinue using the test kit immediately and contact your local
distributor.

[QUALITY CONTROL]

Internal Quality Control

Internal procedural controls are included in the test. A colored line appearing in the control region (C) is

an internal positive procedural control. It confirms sufficient specimen volume, adequate membrane

wicking and correct procedural technique.
External Quality Control

It is recommended that a positive and negative external control be run every 25 tests, and as deemed

necessary by internal laboratory procedures. External positive and negative controls are supplied in the

kit. Alternatively, other Group A and non-Group A Streptococcus reference strains may be used as
external controls. Some commercial controls may contain interfering preservatives; therefore, other
commercial controls are not recommended.

Procedure for External Quality Control Testing

. Add 4 full drops of Extraction Reagent 1 and 4 full drops of Extraction Reagent 2 into an extraction
tube. Tap the bottom of the tube gently to mix the liquid.

. Add 1 full drop of positive or negative control solution into the tube, holding the bottle upright.

. Place a clean swab into this extraction tube and agitate the swab in the solution by rotating it at least

15 times. Leave the swab in the extraction tube for 1 minute. Then express the liquid from the swab

head by rolling the swab against the inside of the extraction tube and squeezing the extraction tube

as the swab is withdrawn. Discard the swab.

Continue with Step 5 of Directions For Use.

If the controls do not yield the expected results, do not use the test results. Repeat the test or contact

your distributor.

[LIMITATIONS]

. The Strep A Rapid Test Cassette is for in vitro diagnostic use only. The test should be used for the
detection of Strep A antigen in throat swab specimens only. Neither the quantitative value nor the
rate of increase in Strep A antigen concentration can be determined by this qualitative test.

. This test will only indicate the presence of Strep A antigen in the specimen from both viable and
non-viable Group A Streptococcus bacteria.

3. A negative result should be confirmed by culture. A negative result may be obtained if the

concentration of the Strep A antigen present in the throat swab is not adequate or is below the

detectable level of the test.

Excess blood or mucus on the swab specimen may interfere with test performance and may yield a

false positive result. Avoid touching the tongue, cheeks, and teeth®and any bleeding areas of the

mouth with the swab when collecting specimens.

. As with all diagnostic tests, all results must be interpreted together with other clinical information
available to the physician.
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[EXPECTED VALUES]
Approximately 15% of pharyngitis in children ages 3 months to 5 years is caused by Group A beta
hemolytic Streptococcus.® In school-aged children and adults, the incidence of Strep throat infection is
about 40%.” This disease usually occurs in the winter and early spring in temperate climates.®

[PERFORMANCE CHARACTERISTICS]

Sensitivity and Specificity

Using three medical centers for evaluation, a total of 526 throat swabs were collected from patients
exhibiting symptoms of pharyngitis. Each swab was rolled onto a sheep blood agar plate, and then
tested by the Strep A Rapid Test Cassette (Throat Swab). The plates were further streaked for isolation,
and then incubated at 37°C with 5-10% CO2 and a Bacitracin disk for 18-24 hours. The negative culture
plates were incubated for an additional 18-24 hours. Possible GAS colonies were subcultured and
confirmed with a commercially available latex agglutination grouping kit. Of the 526 total specimens,
404 were confirmed to be negative and 122 were confirmed to be positive by culture. During this study,
one Strep F specimens yielded positive results with the Test. One of these specimens was re-cultured,
then re-tested and yielded a negative result. Three additional different Strep F strains were cultured and
tested for cross-reactivity and also yielded negative results.

Method Culture
— - Total Results
: Results Positive Negative
Strep A Rapid Test Positive 116 9 125
Cassette -
Negative 6 395 401
Total Results 122 404 526

Relative Sensitivity: 95.1% (95%CI*: 89.6%-98.2%) *Confidence Interval
Relative Specificity: 97.8% (95%CI*: 95.8%-99%)
Accuracy: 97.1% (95%CI*: 95.3%-98.4%)

Positive Culture Classification Strep A Rapid Test/Culture % Agreement
Rare 8/10 80.0%
1+ 18/20 90.0%
2+ 19/20 95.0%
3+ 33/34 97.1%
4+ 38/38 100.0%

Cross Reactivity

The following organisms were tested at 1.0 x 10” organisms per test and were all found to be negative

when tested with the Strep A Rapid Test Cassette. No mucoid-producing strains were tested.

Group B Streptococcus Neisseria meningitidis Serratia marcescens

Group F Streptococcus Neisseria sicca Klebsiella pneumoniae

Streptococcus pneumoniae Branhamella catarrhalis Bordetella pertussis

Streptococcus mutans Group C Streptococcus Neisseria gonorrhea

Staphylococcus aureus Group G Streptococcus Neisseria subflava

Corynebacterium diphtheria Streptococcus sanguis Hemophilus influenza

Candida albicans Staphylococcus epidermidis Pseudomonas aeruginosa

Enterococcus faecalis
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F,WALL ™ Multi-Drug Rapid Test Panel with Adulteration
= WTEST (Urine)

Package Insert

Instruction Sheet for testing of any combination of the following drugs:
ACE/AMP/BAR/BZO/BUP/COC/THC/MTD/MET/MDMA/MOP/MQL/OPI/PCP/PPX/TCA/TML/KET/OX
Y/COT/EDDP/FYL/K2/6-MAM/MDA/ETG/CLO/LSD/MPD/ZOL/MEP/ALC/MDPV/DIA/ZOP/MCAT/7-A
CL/CFYL/CAF/CAT/TRO/ALP/ABP

Including Specimen Validity Tests (S.V.T.) for:
Oxidants/PCC, Specific Gravity, pH, Nitrite, Glutaraldehyde, Creatinine and Bleach
A rapid test for the simultaneous, qualitative detection of multiple drugs and drug metabolites in human
urine. For healthcare professionals including professionals at point of care sites. Immunoassay for in
vitro diagnostic use only.

[INTENDED USE]
The Multi-Drug Rapid Test Panel is a rapid chromatographic immunoassay for the qualitative detection
of multiple drugs and drug metabolites in urine at the following cut-off concentrations:

[Test Calibrator ICut-off (ng/mL)
|JAcetaminophen (ACE 5,000) |Acetaminophen 5,000
IAmphetamine (AMP1,000) [d-Amphetamine 1,000
IJAmphetamine (AMP 500) [d-Amphetamine 500
IAmphetamine (AMP 300) [d-Amphetamine 300
Barbiturates (BAR 300) Secobarbital 300
Barbiturates (BAR 200) Secobarbital 200
Benzodiazepines (BZO 500) |Oxazepam 500
Benzodiazepines (BZO 300) |Oxazepam 300
Benzodiazepines (BZO 200) |Oxazepam 200
Benzodiazepines (BZO 100) |Oxazepam 100
Buprenorphine (BUP 10) Buprenorphine 10
Buprenorphine (BUP 5) Buprenorphine 5
ICocaine (COC 300) Benzoylecgonine 300
ICocaine (COC 200) Benzoylecgonine 200
ICocaine (COC 150) Benzoylecgonine 150
ICocaine (COC 100) Benzoylecgonine 100
Marijuana (THC300) 11-nor-A9-THC-9 COOH 300
Marijuana (THC200) 11-nor-A9-THC-9 COOH 200
Marijuana (THC150) 11-nor-A9-THC-9 COOH 150
Marijuana (THC 50) 11-nor-A9-THC-9 COOH 50
Marijuana (THC 30) 11-nor-A9-THC-9 COOH 0
Marijuana (THC 25) 11-nor-A9-THC-9 COOH 5
Methadone (MTD 300) Methadone 00
Methadone (MTD 200) Methadone 00
Methamphetamine (MET 1,000) [d-Methamphetamine 1,000
Methamphetamine (MET 500) [d-Methamphetamine 500
Methamphetamine (MET 300) [d-Methamphetamine 300
?A’V?E)h"%l:g%%; xymethamphetamine d,I-Methylenedioxymethamphetamine {300
?A’V?E)h"%l:g%%; xymethamphetamine d,I-Methylenedioxymethamphetamine |500
m&%ffg&%ﬁy methamphetamine d,I-Methylenedioxymethamphetamine |1,000
Morphine (MOP 300) Morphine 300
Morphine (MOP 200) Morphine 200
Morphine (MOP 100) Morphine 00
Methaqualone(MQL) Methaqualone 00
Opiate (OPI 2,000) Morphine ,000
Phencyclidine (PCP) Phencyclidine 5
Propoxyphene (PPX) Propoxyphene 00
[Tricyclic Antidepressants (TCA) Nortriptyline 1,000
[Tramadol (TML 100) Cis-Tramadol 100
[Tramadol (TML 200) Cis-Tramadol 200
[Tramadol (TML 300) Cis-Tramadol 300
Ketamine (KET 1,000) Ketamine 1,000
Ketamine (KET 500) Ketamine 500
Ketamine (KET 300) Ketamine 300
Ketamine (KET100) Ketamine 100
|Oxycodone (OXY) |Oxycodone 100
ICotinine(COT200) Cotinine 200
ICotinine(COT100) Cotinine 100
2-ethylidene-1,5-dimethyl- 2-ethylidene-1,5-dimethyl- 300
3,3-diphenylpyrrolidine (EDDP300) 3,3-diphenylpyrrolidine
2-ethylidene-1,5-dimethyl- 2-ethylidene-1,5-dimethyl- 100
3,3-diphenylpyrrolidine (EDDP100) 3,3-diphenylpyrrolidine

Fentanyl(FYL20) Norfentanyl 20
Fentanyl(FYL10) Norfentanyl 10
ISynthetic Marijuana (K2-50) JWH-018. JWH-073 50
ISynthetic Marijuana (K2-30) JWH-018. JWH-073 30
ISynthetic Marijuana (K2-25) JWH-018. JWH-073 25
6-mono-aceto-morphine

(6-MAM10) 6-MAM 10
(+) 3,4-Methylenedioxy- (+) 3,4-Methylenedioxy- 500
JAmphetamine(MDA500) JAmphetamine

Ethyl- B-D-Glucuronide(ETG500) Ethyl- B -D-Glucuronide 500
Ethyl- B-D-Glucuronide(ETG1,000) Ethyl- B -D-Glucuronide 1,000
IClonazepam(CLO 400) Clonazepam 1400
IClonazepam(CLO 150) Clonazepam 150
Lysergic Acid Diethylamide (LSD) Lysergic Acid Diethylamide 20
Lysergic Acid Diethylamide (LSD) Lysergic Acid Diethylamide 50

Methylphenidate (MPD) Methylphenidate 300
Zolpidem(ZOL) IZolpidem 50
Mephedrone Mephedrone 100
?Mg;n\;ef(%lg;edioxypyrovalerone 3, 4-methylenedioxypyrovalerone 1000
?Mgg\ve?oyloinedioxypyrovalerone 3, 4-methylenedioxypyrovalerone 500
Diazepam(DIA 300) Diazepam 1300
Diazepam(DIA 200) Diazepam 200
Zopiclone (ZOP 50) IZopiclone 50
Methcathinone (MCAT 500) S(-)-Methcathinone 1500
7-Aminoclonazepam(7-ACL300) 7-Aminoclonazepam 1300
[7-Aminoclonazepam(7-ACL200) 7-Aminoclonazepam 200
[7-Aminoclonazepam(7-ACL100) 7-Aminoclonazepam 100
ICarfentanyl(CFYL500) Carfentanyl 1500
Caffeine(CAF) Caffeine 1000
ICathine (CAT) (+)-Norpseudoephedrine 150
[Tropicamide(TRO) [Tropicamide 350
|Alprazolam(ALP) |Alprazolam 100
IAB-PINACA(ABP) IAB-PINACA 10
[Test [Calibrator [Cut-off |
|Alcohol(ALC) |Alcohol [0.02%

Configurations of the Multi-Drug Rapid Test Panel come with any combination of the above listed drug
analytes with or without S.V.T. This assay provides only a preliminary analytical test result. A more
specific alternate chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result, particularly
when preliminary positive results are indicated.

[SUMMARY]
The Multi-Drug Rapid Test Panel is a rapid urine screening test that can be performed without the use
of an instrument. The test utilizes monoclonal antibodies to selectively detect elevated levels of specific
drugs in urine.

[WHAT IS ADULTERATION]
Adulteration is the tampering of a urine specimen with the intention of altering the test results. The use
of adulterants can cause false negative results in drug tests by either interfering with the screening test
and/or destroying the drugs present in the urine. Dilution may also be employed in an attempt to
produce false negative drug test results.
One of the best ways to test for adulteration or dilution is to determine certain urinary characteristics
such as pH, specific gravity and creatinine and to detect the presence of oxidants/PCC, nitrites or
glutaraldehyde in urine.
Oxidants/PCC (Pyridiniumchlorochromate)tests for the presence of oxidizing agents such as bleach
and hydrogen peroxide. Pyridiniumchlorochromate (sold under the brand name Urine Luck) is a
commonly used adulterant.8 Normal human urine should not contain oxidants of PCC.
Specific gravity tests for sample dilution. The normal range is from 1.003 to 1.030. Values outside this
range may be the result of specimen dilution or adulteration.

Ph tests for the presence of acidic or alkaline adulterants in urine. Normal pH levels should be in the
range of 4.0 to 9.0. Values outside of this range may indicate the sample has been altered.

Nitrite tests for commonly used commercial adulterants such as Klear and Whizzies. They work by
oxidizing the major cannabinoid metabolite THC-COOH.9 Normal urine should contain no trace of
nitrite. Positive results generally indicate the presence of an adulterant.
Glutaraldehyde tests for the presence of an aldehyde. Adulterants such as Urin Aid and Clear Choice
contain glutaraldehyde which may cause false negative results by disrupting the enzyme used in some
immunoassay tests.9 Glutaraldehyde is not normally found in urine; therefore, detection of
glutaraldehyde in a urine specimen is generally an indicator of adulteration.
Creatinine is a waste product of creatine; an amino-acid contained in muscle tissue and found in urine.?
A person may attempt to foil a test by drinking excessive amounts of water or diuretics such as herbal
teas to “ flush” the system. Creatinine and specific gravity are two ways to check for dilution and
flushing, which are the most common mechanisms used in an attempt to circumvent drug testing. Low
Creatinine and specific gravity levels may indicate dilute urine. The absence of Creatinine (<5 mg/dl) is
indicative of a specimen not consistent with human urine.

Bleach tests for the presence of bleach bleach refers to a number of chemicals which remove color,
whiten or disinfect, often by oxidation, Bleaches are used as household chemicals to whiten clothes and
remove stains and as disinfectants. Normal human urine should not contain bleach.

[PRINCIPLE (FOR DOA TESTS EXCLUDING ALCOHOL)]

During testing, a urine specimen migrates upward by capillary action. A drug, if present in the urine
specimen below its cut-off concentration, will not saturate the binding sites of its specific antibody. The
antibody will then react with the drug-protein conjugate and a visible colored line will show up in the test
region of the specific drug dipstick. The presence of drug above the cut-off concentration will saturate
all the binding sites of the antibody. Therefore, the colored line will not form in the test region.
A drug-positive urine specimen will not generate a colored line in the specific test region of the dipstick
because of drug competition, while a drug-negative urine specimen will generate a line in the test
region because of the absence of drug competition.
To serve as a procedural control, a colored line will always appear at the control region, indicating that
proper volume of specimen has been added and membrane wicking has occurred.

[PRINCIPLE (FOR ALCOHOL)]
The urine Alcohol Rapid Test consists of a plastic strip with a reaction pad attached at the tip. On
contact with alcohol, the reaction pad will change colors depending on the concentration of alcohol
present. This is based on the high specificity of alcohol oxidase for ethyl alcohol in the presence of
peroxidase and enzyme substrate such as TMB.

[REAGENTS(FOR DOA TESTS EXCLUDING ALCOHOL)]1

Each test line contains anti-drug mouse monoclonal antibody and corresponding drug-protein
conjugates. The control line contains goat anti-rabbit IgG polyclonal antibodies and rabbit IgG.

[REAGENTS (FOR ALCOHOL)]
Tetramethylbenzidine,
Alcohol Oxidase

Peroxidase

[S.V.T REAGENTS]
Adulteration Pad Reactive indicator Buffers and non-reactive ingredients
Creatinine 0.04% 99.95%
Nitrite 0.07% 99.94%
Bleach 0.39% 99.77%
Glutaraldehyde 0.02% 99.97%
pH 0.06% 99.94%
Specific Gravity 0.25% 99.78%
Oxidants / PCC 0.36% 99.70%

[PRECAUTIONS]

For healthcare professionals including professionals at point of care sites.
Immunoassay for in vitro diagnostic use only. The test Panel should remain in the sealed pouch until
use.
All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
The used test Panel should be discarded according to federal, state and local regulations.
[STORAGE AND STABILITY]
Store as packaged in the sealed pouch at 2-30°C. The test is stable through the expiration date printed
on the sealed pouch. The test Panels must remain in the sealed pouch until use. DO NOT FREEZE. Do
not use beyond the expiration date.
[SPECIMEN COLLECTION AND PREPARATION]
Urine Assay
The urine specimen should be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or
allowed to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
well before testing. When testing cards with S.V.T. or Alcohol storage of urine specimens should not
exceed 2 hours at room temperature or 4 hours refrigerated prior to testing.
[MATERIALS]
Materials Provided
Test Panels - Package insert
Adulteration Color Chart (when applicable)
Materials Required But Not Provided
- timer
[DIRECTIONS FOR USE]
Allow the test, urine specimen, and/or controls to reach room temperature (15-30°C) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test panel from the sealed
pouch and use it within one hour.
2. Remove the cap.
3. With the arrow pointing toward the urine specimen, immerse the test panel vertically in the urine
specimen for at least 10 to 15 seconds. Immerse the dipstick to at least the level of the wavy
lines, but not above the arrow on the test panel.
Replace the cap and place the test panel on a non-absorbent flat surface.
. Start the timer and wait for the colored line(s) to appear.
Read the adulteration strips and Alcohol strip between 3-5 minutes according to color chart provided
separately/on foil pouch. Refer to your Drug Free Policy for guidelines on adulterated specimens.
We recommend not to interpret the drug test results and either retest the urine or collect another
specimen in case of any positive result for any adulteration test.
. The drug strip result should be read at 5 minutes. Do not interpret the result after 10 minutes.
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(Please refer to the illustration above)
NEGATIVE:* A colored line appears in the Control region (C) and colored lines appear in the Test
region (T). This negative result means that the concentrations in the urine sample are below the
designated cut-off levels for a particular drug tested.
*NOTE: The shade of the colored lines(s) in the Test region (T) may vary. The result should be
considered negative whenever there is even a faint line.
POSITIVE: A colored line appears in the Control region (C) and NO line appears in the Test
region (T). The positive result means that the drug concentration in the urine sample is greater than the
designated cut-off for a specific drug.
INVALID: No line appears in the Control region (C). Insufficient specimen volume or incorrect

2«
200«

1/1



procedural techniques are the most likely reasons for Control line failure. Read the directions again and

repeat the test with a new test card. If the result is still invalid, contact your manufacturer.

[INTERPRETATION OF RESULTS (S.V.T/ ADULTERATION)]

(Please refer to the color chart)

Semi Quantitative results are obtained by visually comparing the reacted color blocks on the strip to the

printed color blocks on the color chart.

No instrumentation is required.

[INTERPRETATION OF RESULTS (ALCOHOL STRIP)]

Negative: Almost no color change by comparing with the background. The negative result indicates that

the urine alcohol level is less than 0.02%.

Positive: A distinct color developed all over the pad. The positive result indicates that the urine alcohol

concentration is 0.02% or higher.

Invalid: The test should be considered invalid If only the edge of the reactive pad turned color that

might be ascribed to insufficient sampling. The subject should be re-tested. Besides, if the color pad has

a blue color before applying urine sample, do not use the test.

[QUALITY CONTROL]

A procedural control is included in the test. A line appearing in the control region (C) is considered an

internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and

correct procedural technique.

Control standards are not supplied with this kit. However, it is recommended that positive and negative

controls be tested as good laboratory practice to confirm the test procedure and to verify proper test

performance.
[LIMITATIONS]

1. The Multi-Drug Rapid Test Panel provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method.**°

2. There is a possibility that technical or procedural errors, as well as interfering substances in the
urine specimen may cause erroneous results.

3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.

. A positive result does not indicate level or intoxication, administration route or concentration in urine.

. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.

. This test does not distinguish between drugs of abuse and certain medications.

. A positive test result may be obtained from certain foods or food supplements. Alcohol in the
atmosphere, such as spray from perfumes, deodorizers, glass cleaners etc. can affect the Alcohol
Rapid Tests. Therefore, adequate measures should be taken to avoid undue interference from such
atmospheric agents in the testing area.

8. The test is only for detection of presence/ absence of alcohol in the urine, which may result from

habitual drinking or medications and does not discriminate the two.
[S.V.T/ ADULTERATION LIMITATIONS]

The adulteration tests included with the product are meant to aid in the determination of abnormal

specimens. While comprehensive, these tests are not meant to be an “all-inclusive” representation of

possible adulterants.

. Oxidants/PCC: Normal human urine should not contain oxidants or PCC. The presence of high levels

of antioxidants in the specimen, such as ascorbic acid, may result in false negative results for the

oxidants/PCC pad.

Specific Gravity: Elevated levels of protein in urine may cause abnormally high specific gravity

values.

Nitrite: Nitrite is not a normal component of human urine. However, nitrite found in urine may indicate

urinary tract infections or bacterial infections. Nitrite levels of > 20 mg/dL may produce false positive

glutaraldehyde results.

Glutaraldehyde: is not normally found in urine. However certain metabolic abnormalities such as

ketoacidosis (fasting, uncontrolled diabetes or high protein diets) may interfere with the test results.

Creatinine: Normal Creatinine levels are between 20 and 350 mg/dL. Under rare conditions, certain

kidney diseases may show dilute urine.

Bleach: Normal human urine should not contain bleach. The presence of high levels of bleach in the

specimen may result in false negative results for the bleach pad.

[EXPECTED VALUES]
The negative result indicates that the drug concentration is below the detectable level. Positive result
means the concentration of drug is above the detectable level.

[PERFORMANCE CHARACTERISTICS]
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Accuracy
A side-by-side comparison was conducted using the Multi-Drug Rapid Test Panel and commercially
available drug rapid tests. Testing was performed on approximately 250 specimens per drug type
previously collected from subjects presenting for Drug Screen Testing. Presumptive positive results
were confirmed by GC/MS.

Method GCIMS .
0
Multi-Drug Rapid Test Panel Positive Negative % agreement with GC/MS
Negative 167 98.2%
Positive 82 2 97.6%
K2-30 Negative 2 T64 98.8%
Positive 82 3 97.6%
K2-25 Negative 2 163 98.2%
Positive 42 2 97.7%
6-MAM10 Negative 1 105 98.1%
Positive 103 3 98.1%
MDAS500 Negative 2 142 97.9%
Positive 83 1 97.6%
ETG500 Negative 2 164 99.4%
Positive 81 1 95.3%
ETG1,000 Negative 4 164 99.4%
CLO Positive 101 1 97.1%
400 Negative 3 145 99.3%
CLO Positive 103 2 99.0%
150 Negative 1 144 98.6%
Positive 33 1 94.3%
Lsb20 Negative 2 64 98.5%
Positive 32 1 94.1%
LSD 50 Negative 2 65 98.5%
Positive 35 1 94.6%
MPD Negative 2 62 98.4%
20L Positive 20 2 90.9%
Negative 2 66 97.1%
Positive 19 2 90.5%
MEP100 Negative 2 o4 97.0%
Positive 28 1 93.3%
MDPV1000  —oative 2 69 98.6%
Positive 27 1 93.1%
MDPV 500 Negative 2 59 98.3%
Positive 121 1 98.4%
DIA 300 Negative 2 126 99.2%
Positive 121 1 98.4%
DiA 200 Negative 2 126 99.2%
Positive 19 2 86.4%
20P50 Negative 3 69 97.2%
Positive 20 4 90.9%
MCAT 500 Negative 2 76 95.0%
Positive 32 1 94.1%
7-ACL 300 Negative 2 43 97.7%
Positive 35 1 94.6%
T-ACL 200 Negative 2 40 97.6%
Positive 36 1 94.7%
7-ACL 100 Negative 2 39 97.5%
Positive 36 1 94.7%
CFYL 500 Negative 2 72 98.6%
Positive 21 3 91.3%
CAF 1000 Negative 2 66 95.7%
Positive 19 2 90.5%
CAT 150 Negative 2 73 97.3%
Positive 23 2 92.0%
TRO 350 Negative 2 64 97.0%
Positive 20 2 90.9%
ALP 100 Negative 2 74 97.4%
Positive 23 2 92.0%
ABP 10 Negative 2 68 97.1%
% Agreement with Commercial Kit
ACE | AMP | AMP | AMP | BAR | BAR | BZO | BZO | BZO | BZO | BUP
5,000 | 1,000 | 500 300 300 200 500 300 200 100 10

zgfgé"meem * [>99.9%[>99.9%(>99.9%(>99.9%[>99.9%>99.9%(>99.9%[>99.9%>99.9%(>99.9%|

Qgge‘"e“rﬁm * [>99.9%[>99.9%(>99.9%>99.9%(>99.99%(>99.9%[>99.9%(>99.9%[>99.9%>99.9%

[Total Results * [>99.9%[>99.9%[>99.9%)>99.9%|>99.9%[>99.9%|>99.9%,>99.9%|>99.9%[>99.9%)

Method GC/MS N
Multi-Drug Rapid Test Panel Positive Negative % agreement with GC/MS

ACE Positive 29 1 93.5%
5,000 Negative 2 68 98.6%
AMP Positive 103 3 98.1%
1,000 Negative 2 142 97.9%
AMP Positive 110 2 99.1%
500 Negative 1 137 98.6%
AMP Positive 116 2 99.1%
300 Negative 1 131 98.5%
BAR Positive 98 2 96.1%
300 Negative 4 146 98.6%
BAR Positive 101 3 95.3%
200 Negative 5 141 97.9%
BZO Positive 112 3 98.2%
500 Negative 133 97.8%
BZO Positive 121 1 98.4%
300 Negative 126 99.2%
BZO Positive 127 2 99.2%
200 Negative 1 120 98.4%
BZO Positive 128 3 99.2%
100 Negative 1 118 97.5%
BUP Positive 105 0 99.1%

Method GC/MS .
Multi-Drug Rapid Test Panel Positive Negative % agreement with GC/MS
10 Negative 1 144 >99.9%
BUP Positive 105 0 99.1%
5 Negative 1 144 >99.9%
coc Positive 111 3 98.2%
300 Negative 2 134 97.8%
coc Positive 40 0 >99.9%
200 Negative 0 60 >99.9%
cocC Positive 116 4 98.3%
150 Negative 2 128 97.0%
coc Positive 117 4 99.2%
100 Negative 1 128 97.0%
THC Positive 85 3 95.5%
300 Negative 4 158 98.1%
THC Positive 85 4 93.4%
200 Negative 6 155 97.5%
THC Positive 86 4 94.5%
150 Negative 5 155 97.5%
THC Positive 92 3 97.9%
50 Negative 2 153 98.1%
THC Positive 94 3 97.9%
30 Negative 2 151 98.1%
THC Positive 95 4 96.9%
25 Negative 3 148 97.4%
MTD Positive 89 2 98.9%
300 Negative 1 158 98.8%
MTD Positive 91 2 98.7%
200 Negative 1 156 98.7%
MET Positive 76 5 96.2%
1,000 Negative 3 166 97.1%
MET Positive 83 5 97.6%
500 Negative 2 160 97.0%
MET Positive 88 4 97.8%
300 Negative 2 156 97.5%
MDMA Positive 99 1 98.0%
1,000 Negative 2 148 99.3%
MDMA Positive 102 1 98.1%
500 Negative 2 145 99.3%
MDMA Positive 103 1 98.1%
300 Negative 2 144 99.3%
MOP Positive 95 7 95.0%
300 Negative 5 143 95.3%
MOP Positive 95 6 95.0%
200 Negative 5 144 96.0%
MOP Positive 98 5 97.0%
100 Negative 3 144 96.6%
MaL Positiye 79 11 89.8%
Negative 9 151 93.2%
opI Positive 117 8 96.7%
Negative 4 121 93.8%
pCP Positive 85 5 92.4%
Negative 7 153 96.8%
PPX Positive 97 9 96.0%
Negative 4 140 94.0%
Positive 91 13 94.8%
TCA Negative 5 141 91.6%
T™ML Positive 82 12 88.2%
100 Negative 11 145 92.4%
T™ML Positive 82 6 88.2%
200 Negative 11 151 96.2%
T™ML Positive 81 6 88.0%
300 Negative 11 152 96.2%
KET Positive 7 3 97.5%
1,000 Negative 2 168 98.2%
KET Positive 81 3 97.6%
500 Negative 2 164 98.2%
KET Positive 89 4 96.7%
300 Negative 3 154 97.5%
KET Positive 97 4 96.0%
100 Negative 4 145 97.3%
OXY Positive 84 1 97.7%
100 Negative 2 163 99.4%
CcoT Positive 88 4 96.7%
200 Negative 3 155 97.5%
coT Positive 93 3 97.9%
100 Negative 2 152 98.1%
EDDP Positive 92 1 97.9%
300 Negative 2 155 99.4%
EDDP Positive 95 5 96.9%
100 Negative 3 147 96.7%
FYL Positive 79 1 98.8%
20 Negative 1 169 99.4%
FYL Positive 80 1 98.8%
10 Negative 1 168 99.4%
K2-50 Positive 78 3 97.5%

BUP | COC | COC | COC | COC | THC | THC | THC | MTD | MTD | MET
5 300 | 200 | 150 | 100 | 150 | 50 25 | 300 | 200 | 1,000
zgfgé"meem *[>99.9%| * * 1>99.9%|>99.9%|>99.9%|>99.9%|>99.9%|>99.9%(>99.9%
xgrg:e‘x‘zm * [>99.9%| * *|>99.9%(>99.9%(>99.9%(>99.9%|>99.9%|>99.9%>99.9%|
EZ‘;”‘J“S * [>99.9% * * >99.9%|>99.9%|>99.9%|>99.9%|>99.9%|>99.9%(>99.9%|
MET | MET |MDMA|MDMA|MDMA| MOP | MOP
500 | 300 | 1,000| 500 | 300 | 300 | 100 | MQL | OPI | PCP | PPX
zgfgé"meem >99.9%|>99.9%|>99.9%(>99.9%|  *  [>99.9%(>99.9%(>99.9%| *  [>99.9%|>99.9%|
Q;ggxznl >99.9%(>99.9%|>99.9%(>99.9%|  *  [>99.9%(>99.9%(>99.9%| *  [>99.9%|>99.9%|
EZ‘;"J“S >09.9%(>99.9%(>99.9%(>99.9%| *  [>99.9%|>99.9%|>99.9%| *  [>99.9%[>99.9%
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TCA TML | TML | TML | KET | KET | KET | KET OXY COT | COoT
100 200 300 | 1,000 | 500 300 100 200 100
Positive R o o o o R R
lAgreement * * * >99.9%]>99.9%[>99.9%>99.9%)| *
Negative * * * * 0 o o o * * *
lAgreement >99.9%(>99.9%/>99.9%|>99.9%)|
Total Results * * * * [>99.9%[>99.9%>99.9%[>99.9% * * *
EDDP|EDDP| FYL | FYL K2 K2 K5 |6-MAM| MDA | ETG | ETG | CLO
300 100 20 10 50 30 25 10 500 | 500 |1,000| 400
Positive * . . . . . . * * . .
IAgreement
Negative * . . . . . . * * . .
IAgreement
Total Results|  * * * * * * * * * * *
THC MEP |MDP | DIA | DIA | ZOP | MCA
GLOILSDILSD mpp | zoL | THC |30/30|MOP| 100 | v | 300 | 200 | 50 | T
0 1000 500
Positive * * * * s [>999] * * * * * * *
IAgreement %
Negative N N * * « 2999 N * N * N N *
IAgreement %
Total * * * * s [>999] * * * * * * *
Results %
7-ACL | 7-ACL | 7-ACL | CFYL | CAF | CAT | TRO | ALP [MDPV| ABP
300 200 100 500 | 1000 | 150 350 500 10
Positive Agreement * * * * * * * * * *
Negative Agreement * * * * * * * * * *
Total Results * * * * * * * * * *

*

Note: Based on GC/MS data instead of Commercial Kit.

Precision

A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical card of coded
specimens, containing drugs at concentrations of + 50% and + 25% cut-off level, was labeled, blinded
and tested at each site. The results are given below:
ACETAMINOPHEN (ACE5,000)

BAR

BAR

Amphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
2,500 10 10 0 10 0 10 0
3,750 10 9 1 9 1 8 2
6,250 10 1 9 1 9 1 9
7,500 10 0 10 0 10 0 10
AMPHETAMINE (AMP 1,000)
Amphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 8 2 9 1
1,250 10 1 9 2 8 2 8
1,500 10 0 10 0 10 0 10
AMPHETAMINE (AMP 500)
Amphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 9 1
625 10 2 8 1 9 2 8
750 10 0 10 0 10 0 10
AMPHETAMINE (AMP 300)
Amphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 8 2 8 2 8 2
375 10 2 8 2 8 2 8
450 10 0 10 0 10 0 10
BITURATES (BAR 300)
Secobarbital n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 8 2 9 1
375 10 2 8 1 9 2 8
450 10 0 10 0 10 0 10
BITURATES (BAR 200)
Secobarbital n per Site A Site B Site C

BEN.

BEN.

BEN.

BEN.

BUP

BUP

conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 1 9
300 10 0 10 0 10 0 10
ZODIAZEPINES (BZO 500)
Oxazepam n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 8 2 9 1 8 2
625 10 1 9 2 8 1 9
750 10 0 10 0 10 0 10
ZODIAZEPINES (BZO 300)
Oxazepam n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
ZODIAZEPINES (BZO 200)
Oxazepam n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 8 2 9 1
250 10 1 9 1 9 2 8
300 10 0 10 0 10 0 10
ZODIAZEPINES (BZO 100)
Oxazepam n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 8 2 7 3
125 10 1 9 1 9 2 8
150 10 0 10 0 10 0 10
RENORPHINE (BUP 10)
Buprenorphine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
5 10 10 0 10 0 10 0
7.5 10 9 1 9 1 8 2
12.5 10 1 9 1 9 1 9
15 10 0 10 0 10 0 10
RENORPHINE (BUP 5)
Buprenorphine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
2.5 10 10 0 10 0 10 0
3.75 10 9 1 9 1 8 2
6.25 10 1 9 1 9 1 9
7.5 10 0 10 0 10 0 10
COCAINE (COC 300)
Benzoylecgonine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
COCAINE (COC 200)
Benzoylecgonine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 1 9
300 10 0 10 0 10 0 10
COCAINE (COC 150)
Benzoylecgonine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0

112.5 10 9 1 9 1 9 1
187.5 10 2 8 2 8 2 8
225 10 0 10 0 10 0 10
COCAINE (COC 100)
Benzoylecgonine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 2 8 2 8 2 8
150 10 0 10 0 10 0 10
MARIJUANA (THC300)
11-nor-D9-THC-9 COOH n per Site A Site B Site C
Concentration (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 8 2 9 1 9 1
375 10 2 8 3 7 1 9
450 10 0 10 0 10 0 10
MARIJUANA (THC200)
11-nor-D°-COOH n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 2 8 1 9 1 9
300 10 0 10 0 10 0 10
MARIJUANA (THC150)
11-nor-D°-COOH n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0
112.5 10 9 1 9 1 9 1
187.5 10 2 8 1 9 1 9
225 10 0 10 0 10 0 10
MARIJUANA (THC50)
11-nor-D°-COOH n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
375 10 9 1 8 2 9 1
62.5 10 1 9 1 9 2 8
75 10 0 10 0 10 0 10
MARIJUANA (THC25)
11-nor-D°-COOH n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
125 10 10 0 10 0 10 0
18.75 10 8 2 8 2 8 2
31.25 10 1 9 1 9 2 8
375 10 0 10 0 10 0 10
MARIJUANA (THC30)
11-nor-D*-COOH n per Site A Site B Site C
conc. (ng/mL) site - + - - + -
(0] 10 10 0 10 0 10 (0]
15 10 10 0 10 0 10 (0]
22.5 10 9 1 9 1 9 1
375 10 2 8 2 8 1 9
45 10 0 10 0 10 0 10
METHADONE (MTD300)
Methadone n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
METHADONE (MTD200)
Methadone n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 8 2 8 2 8 2
250 10 1 9 1 9 2 8
300 10 0 10 0 10 0 10
METHAMPHETAMINE (MET1,000)
Methamphetamine | n per Site A Site B Site C |
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conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 9 1 9 1
1,250 10 1 9 2 8 1 9
1,500 10 0 10 0 10 0 10
METHAMPHETAMINE (MET 500)
Methamphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 9 1
625 10 1 9 1 9 1 9
750 10 0 10 0 10 0 10
METHAMPHETAMINE (MET300)
Methamphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
METHYLENEDIOXYMETHAMPHETAMINE (MDMA1, 000) Ecstasy
Methylenedioxymethamphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 9 1 8 2
1,250 10 1 9 1 9 1 9
1,500 10 0 10 0 10 0 10
METHYLENEDIOXYMETHAMPHETAMINE (MDMA 500) Ecstasy
Methylenedioxymethamphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 8 2 9 1 9 1
625 10 1 9 1 9 1 9
750 10 0 10 0 10 0 10
METHYLENEDIOXYMETHAMPHETAMINE (MDMA 300) Ecstasy
Methylenedioxymethamphetamine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 8 2 9 1 7 3
625 10 2 8 1 9 1 9
750 10 0 10 0 10 0 10
MORPHINE (MOP 300)
Morphine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
MORPHINE (MOP 200)
Morphine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 7 3 9 1 9 1
250 10 1 9 2 8 1 9
300 10 0 10 0 10 0 10
MORPHINE (MOP 100)
Morphine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 1 9
150 10 0 10 0 10 0 10
METHAQUALONE (MQL 300)
Methaqualone n per Site A Site B Site C
conc. (ng/mL) site N N N
0 10 10 [ o [10] 0o [10]o0

150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
MORPHINE/OPIATE (OPI 2,000)
Morphine n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
1,000 10 10 0 10 0 10 0
1,500 10 9 1 9 1 9 1
2,500 10 1 9 1 9 1 9
3,000 10 0 10 0 10 0 10
PHENCYCLIDINE (PCP)
Phencyclidine n per Site A Site B Site C
conc. (ng/mL) site - + - + _ +
0 10 10 0 10 0 10 0
125 10 10 0 10 0 10 0
18.75 10 8 2 9 1 9 1
31.25 10 1 9 1 9 1 9
375 10 0 10 0 10 0 10
PROPOXYPHENE (PPX)
Propoxyphene n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 8 2 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
TRICYCLIC ANTIDEPRESSANTS (TCA)
Nortriptyline n per Site A Site B Site C
conc. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 8 2 8 2
1,250 10 1 9 1 9 1 9
1,500 10 0 10 0 10 0 10
TRAMADOL (TML 100)
Tramadol conc. (ng/mL) nsirzgr . Stte A+ . Site B+ »SIIG C+
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 8 2
125 10 1 9 1 9 2 8
150 10 0 10 0 10 0 10
TRAMADOL (TML 200)
n per Site A Site B Site C
Tramadol conc. (ng/mL) si[:e . " . " . "
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 8 2
250 10 1 9 1 9 2 8
300 10 0 10 0 10 0 10
TRAMADOL (TML 300)
n per Site A Site B Site C
Tramadol conc. (ng/mL) siF:e . " . " . "
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 8 2
375 10 1 9 1 9 2 8
450 10 0 10 0 10 0 10
KETAMINE (KET1, 000)
. n per Site A Site B Site C
Ketamine conc. (ng/mL) siF:e . " . " . "
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 8 2 9 1
1,250 10 1 9 1 9 2 8
1,500 10 0 10 0 10 0 10
KETAMINE (KET500)
. n per Site A Site B Site C
Ketamine conc. (ng/mL) si[:e . " . " . "
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 8 2

[ 625 10 1 [ 9 [ 1o 2 [ 8
750 10 o [ 10 o J10] o |10
KETAMINE (KET300)
. n per Site A Site B Site C
Ketamine conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
KETAMINE (KET100)
. n per Site A Site B Site C
Ketamine conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 2 8
150 10 0 10 0 10 0 10
OXYCODONE (OXY100)
n per Site A Site B Site C
Oxycodone conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 1 9
150 10 0 10 0 10 0 10
COTININE (COT 200)
. n per Site A Site B Site C
Cotinine conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 2 8
300 10 0 10 0 10 0 10
COTININE (COT 100)
. n per Site A Site B Site C
Cotinine conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 1 9
150 10 0 10 0 10 0 10
2-ETHYLIDENE-1,5-DIMETHYL-3,3-DIPHENYLPYRROLIDINE (EDDP 300)
n per Site A Site B Site C
EDDP conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 2 8 1 9
450 10 0 10 0 10 0 10
2-ETHYLIDENE-1,5-DIMETHYL-3,3-DIPHENYLPYRROLIDINE (EDDP 100)
n per Site A Site B Site C
EDDP conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 1 9
150 10 0 10 0 10 0 10
FENTANYL (FYL20)
n per Site A Site B Site C
FYL conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
10 10 10 0 10 0 10 0
15 10 9 1 9 1 9 1
25 10 1 9 1 9 1 9
30 10 0 10 0 10 0 10
FENTANYL (FYL10)
n per Site A Site B Site C
FYL conc. (ng/mL) site . " . " . "
0 10 10 0 10 0 10 0
5 10 10 0 10 0 10 0
7.5 10 9 1 9 1 9 1
125 10 1 9 1 9 1 9
15 10 0 10 0 10 0 10

K2 50

a4



n per Site A Site B Site C
K2 conc. (ng/mL) siF:e . " . " . "
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
37.5 10 8 2 8 2 9 1
62.5 10 1 9 2 8 2 8
75 10 0 10 0 10 0 10
K2 30
n per Site A Site B Site C
K2 conc. (ng/mL) siF:e . n . " . "
0 10 10 0 10 0 10 0
15 10 10 0 10 0 10 0
22.5 10 8 2 9 1 9 1
37.5 10 1 9 1 9 1 9
45 10 0 10 0 10 0 10
K2 25
n per Site A Site B Site C
K2 conc. (ng/mL) si[:e . " . " . "
0 10 10 0 10 0 10 0
125 10 10 0 10 0 10 0
18.75 10 7 3 8 2 8 2
31.25 10 1 9 1 9 2 8
37.5 10 0 10 0 10 0 10
6-MAM
n per Site A Site B Site C
6-MAM conc. (ng/mL) si[:e . " . " . "
0 10 10 0 10 0 10 0
5 10 10 0 10 0 10 0
7.5 10 9 1 9 1 9 1
12.5 10 1 9 1 9 1 9
15 10 0 10 0 10 0 10
MDA 500
n per Site A Site B Site C
MDA conc. (ng/mL) si[:e . " . " . "
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 9 1
625 10 1 9 1 9 1 9
750 10 0 10 0 10 0 10
ETG500
Ethyl Glucuronide n per Site A Site B Site C
Concentration (ng/mL) Site R + R + R +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 8 2 8 2 9 1
625 10 1 9 2 8 2 8
750 10 0 10 0 10 0 10
ETG1,000
Ethyl Glucuronide n per Site A Site B Site C
Concentration (ng/mL) Site R + R + R +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 8 2 8 2 9 1
1250 10 1 9 2 8 2 8
1500 10 0 10 0 10 0 10
CLO 400
Clonazepam n per Site A Site B Site C
Concentration (ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
200 10 10 0 10 0 10 0
300 10 9 1 8 2 9 1
500 10 1 9 2 8 1 9
600 10 0 10 0 10 0 10
CLO 150
Clonazepam n per Site A Site B Site C
Concentration (ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0
112 10 9 1 8 2 9 1
187 10 1 9 2 8 1 9
225 10 0 10 0 10 0 10
LSD 20
Clonazepam n per Site A Site B Site C

Concentration (ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
10 10 10 0 10 0 10 0
15 10 9 1 9 1 9 1
25 10 1 9 1 9 1 9
30 10 0 10 0 10 0 10
LSD 50
Clonazepam n per Site A Site B Site C
Concentration (ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
37.5 10 9 1 9 1 9 1
62.5 10 1 9 1 9 1 9
75 10 0 10 0 10 0 10
MPD
Methylphenidate (Ritalin) n per Site A Site B Site C
Concentration (ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 8 2 9 1
375 10 1 9 2 8 1 9
450 10 0 10 0 10 0 10
ZOL
Zolpidem n per Site A Site B Site C
Concentration (ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
25 10 9 1 10 0 10 0
75 10 0 10 1 9 0 10
MEPHEDRONE (MEP 100)
Mephedrone HCI n per Site A Site B Site C
Concentration. (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 8 2 9 1
125 10 2 8 2 8 2 8
150 10 0 10 0 10 0 10
3, 4-METHYLENEDIOXYPYROVALERONE (MDPV1000)
3 n Site A Site B Site C
4-methylenedioxypyrovalerone per
Concentration (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 9 1 8 2
1250 10 1 9 1 9 1 9
1500 10 0 10 0 10 0 10
3, 4-METHYLENEDIOXYPYROVALERONE (MDPV500)
3 n Site A Site B Site C
4-methylenedioxypyrovalerone per
Concentration (ng/mL) site - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 8 2
625 10 8 1 9 1 9
750 10 0 10 0 10 0 10
DIAZEPAM (DIA 300)
. . Site A Site B Site C
Diazepam Concentration (ng/mL) nS‘thzr . " . " . "
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
DIAZEPAM (DIA 200)
Site A Site B Site C
Diazepam Concentration (ng/mL) "Sﬁzr . " . n . n
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 1 9
300 10 0 10 0 10 0 10
ZOPICLONE (ZOP 50)
Zopiclone | n per | Site A Site B Site C

Concentration (ng/mL) Site - + _ + N +
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
37.5 10 9 1 8 2 9 1
62.5 10 2 8 2 8 2 8
75 10 0 10 0 10 0 10
METHCATHINONE (MCAT 500)
Methcathinone n per Site A Site B Site C
Concentration (ng/mL) Site - + - + _ +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 8 2 9 1
625 10 2 8 2 8 2 8
750 10 0 10 0 10 0 10
7-ACL(300)
7-  Aminoclonazepam Concentration| n per Site A Site B Site C
(ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 8 2 9 1 9 1
375 10 2 8 2 8 3 7
450 10 0 10 0 10 0 10
7-ACL(200)
7-  Aminoclonazepam Concentration| n per Site A Site B Site C
(ng/mL) Site - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 8 2 9 1 8 2
250 10 2 8 2 8 2 8
300 10 0 10 0 10 0 10
7-ACL(100)
7- Aminoclonazepam Concentration| n per Site A Site B Site C
(ng/mL) Site B + B + B +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 7 3 7 3 9 1
125 10 2 8 1 9 2 8
150 10 0 10 0 10 0 10
CARFENTANYL(CFYL500)
Carfentanyl n per Site A Site B Site C
Concentration (ng/mL) site - + B T - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 7 3 9 1 8 2
625 10 2 8 1 9 2 8
750 10 0 10 0 10 0 10
CAFFEINE (CAF 1000)
Caffeine n per Site A Site B Site C
Concentration (ng/mL) site - + N + _ +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 8 2 9 1
1250 10 2 8 2 8 2 8
1500 10 0 10 0 10 0 10
CATHINE (CAT 150)
(+)-Norpseudoephedrine HCI n per Site A Site B Site C
Concentration(ng/mL) site B + N + _ +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0
1125 10 9 1 8 2 9 1
187.5 10 2 8 2 8 2 8
225 10 0 10 0 10 0 10
TROPICAMIDE (TRO)
Tropicamide Concentration n per Site A Site B Site C
(ng/ml) site - + N + B +
0 10 10 0 10 0 10 0
175 10 10 0 10 0 10 0
262.5 10 8 2 8 2 8 2
437.5 10 2 8 2 8 2 8
525 10 0 10 0 10 0 10
ALPRAZOLAM (ALP)
Alprazolam Concentration n per Site A Site B Site C
(ng/ml) site - [+ - |+ - [+
0 10 10 [0 10 | 0 10 [0
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50 10 10 0 10 0 10 0

75 10 10 0 10 0 10 0

125 10 9 1 8 2 9 1

150 10 2 8 2 8 2 8

AB-PINACA (ABP10)
AB-PINACA Concentration n Site A Site B Site C

(ng/mL) per Site - + - + - +

0 0 10 0 10 0 10 0

5 0 10 0 10 0 10 0

75 0 8 2 8 2 9 1

125 0 2 8 3 7 1 9

15 0 0 10 0 10 0 10

Analytical Sensitivity
A drug-free urine pool was spiked with drugs at the listed concentrations. The results are summarized

below.
Drug Concentration ?oco% f(l\JAoPo AMP500 |AMP 300|BAR 300|BAR 200 BZO500 | BZ0O300
Cut-off Range T T T e T e R e T e
0% Cut-off 30| 0|30| 0 |30|0|30|0|30|0(|3]|0|3|0]|30]|0
-50% Cut-off 30| 0|30| 0 |30|0|30|0|30|0(|3]|0|3|0/|30]|0
-25% Cut-off 26| 4 |26| 4 |25| 5 |27| 3 |27| 3 |26| 4 |27| 3 |27| 3
Cut-off 14|16 |15|15|15|15|15| 15|16 |14 |15|15| 15| 15| 15| 15
+25% Cut-off 3 |27| 3|27 3 |27| 4 |26| 4 |26| 3 |27|4|26]| 3 |27
+50% Cut-off 0 |30|0|30]|0|30|0|30|0/|30|0|3]|0/|30|0]30
+300% Cut-off 0|30|0|30|0|30|0|30|0(|30|0/|3|0(|30| 030
Drug Concentration | BZ0200 [ BZO100[ BUP 10 | BUP 5 |COC300[COC 200[COC 150] COC100
Cut-off Range -+ - + -+ - + -+ - + -+ - +
0% Cut-off 30| 0 |30| 0 |30|0|30|0(|30|0 (300|300 (3|0
-50% Cut-off 30| 0 |30| 0 |30| 0 |30|0(|30|0 (300|300 (3|0
-25% Cut-off 27| 3 |27 3 |26| 4 |26| 4 |26| 4 |26| 4 |27|3 |27|3
Cut-off 16 |14 |14 |16 |14 |16 |14 |16 |13 |17 |14 |16 |16 | 14 | 16 | 14
+25% Cut-off 3|27 |3 |27 |3 |27|3|27| 3 |27|3|27| 4|26 4|26
+50% Cut-off 0 |30|0|30|0|30|0|30|0|30|0/ 30| 0/ 30| 0]30
+300% Cut-off 0 |30|0|30|0|30|0|30|0|30|0|30|0/|30|0]30
Drug Concentration | THC150 | THC50 | THC25 |MTD300 |MTD200 l""oEOTO MET500 | MET300
Cut-off Range N " N - N + N T N T - : + _ + - +
0% Cut-off 30| 0 |30| 0 |30|0|30|0(|30|0 (300|300 (3|0
-50% Cut-off 30| 0 |30| 0 |30|0|30|0(|30|0 (300|300 (3|0
-25% Cut-off 27| 3 |26| 4 |27| 3 |26| 4 |[25| 5 |27 3 |27 3 |27| 3
Cut-off 15|15 (14 |16 (15| 15|14 |16 | 15| 15|16 | 14 | 16 | 14 | 15| 15
+25% Cut-off 4 126| 3 |27| 4 |26| 3 |27| 4 |26| 3 |27|4|26]| 3|27
+50% Cut-off 0 |30|0|30|0|30|0|30|0|30|0|30|0/|30| 0|30
+300% Cut-off 0 |30|0|30|0|30|0|30|0|30|0|30|0/|30|0]30
Drug Concentration h;'_%’gé MgO’gA ’\ggg ’\;I_gg OPI PCP PPX TCA
Cut-off Range = T T s T+ - s T+ T+ T+ -T=
0% Cut-off 30| 0 |30| 0 |30| 0 |30|0(|30|0 (300|300 (3|0
-50% Cut-off 30| 0 |30| 0 |30|0|30|0(|30|0 (300|300 (3|0
-25% Cut-off 26| 4 |25| 5 |27| 3 |26| 4 |27 3 |25| 5 |26 4 |[25| 5
Cut-off 15(15|14 |16 (15| 15| 15| 15| 14|16 | 15| 15| 15| 15| 15| 15
+25% Cut-off 51|25 4 |26| 5 |25| 3 |27 4 |26| 3 (27| 3 |27 | 4 |26
+50% Cut-off 0|30 0|3|0|3)|0|30|0|30)|0/|30|0(30]| 0|30
+300% Cut-off 0 |30|0|30|0|30|0|30|0|30|0|30|0/|30| 0|30
. TML TML TML KET KET KET KET
Drug Concentration | 100 | 200 | 300 | 1,000 | 500 | 300 | 100 | MR-
Cut-off Range TTa o s T+ Tl T+ -1+ -T+1-T<=
0% Cut-off 30| 0|30]|0|30|0|30]|0|30|0(|30]|0/|30]|0(3]0
-50% Cut-off 30| 0|30]|0|30|0|30]|0|30|0(|30|0/|30]|0(30]0
-25% Cut-off 27| 3 |27| 3 |27| 3 |27| 3 |27 | 3 |26 4 [27| 3 |26| 4
Cut-off 15|15 |15|15|15|15|15|15|15| 15|16 |14 | 15| 15| 15| 15
+25% Cut-off 4 |26 | 4 |126| 3 |27| 3 |27| 4|26 4 |26| 3 |27| 4|26
+50% Cut-off 0|30|0|30|0|30|0/|3|0|3|0|30]|0]|3]| 0|30
+300% Cut-off 0|30|0|30|0|30|0/|3|0|3|0|30]|0]|3]| 0|30
Drug Concentration | OXY (;gg (J:_gg E:?O%P EEJ%P F;g' F]I)L };g
Cut-off Range T r o T+ T+ T+l T+ -1+ -T+1-7T<=
0% Cut-off 30| 0 |30| 0| 30 O] 30/ O] 30 O] 30 0] 30/ 0] 30 0O
-50% Cut-off 30| 0 |30| 0| 30 O] 30/ O] 30 O] 30 0] 30/ 0] 30 0O
-25% Cut-off 27| 3 |27 3| 27 3| 27| 3| 26| 4| 27| 3| 27| 3| 27| 3
Cut-off 15|15| 15| 15| 14| 16| 15| 15| 15| 15| 14| 16| 15| 15| 15| 15
+25% Cut-off 4 126 | 4|26 41 26| 4| 26| 3| 27| 4| 26| 3| 27| 3| 27
+50% Cut-off 0|30 0|30 0| 30/ O| 30| O| 30/ Of 30/ O 30f O 30

+300% Cut-off

[o]30]0[30] o] 30] o[ 30] o] 30] o] 30] o] 30] o] 30|

BARBITURATES (BAR 300)

Drug Concentration | K2 30 6"‘{'@"" MDA 500| ETG500 [ETG1000|CLO 400|CLO 150| LSD20
Cut-off Range N " N - N + N T N T N + - + +
0% Cut-off 30 0|30 0 (3|0 |30|0(|30|0(|30|0 /(30| 0(30|0
-50% Cut-off 30 0|30 0 (3|0 |30|0(|30|0(|30|0/|30|0(30|0
-25% Cut-off 27 3|27 3 (26| 4 |26| 4 |26| 4 |26]| 4 |26 4 (27| 3
Cut-off 16 | 14| 15|15|15 (15|15 |15|15|15 (14 |16 |14 |16 |14 |16
+25% Cut-off 4 26( 4 (26| 3 |27 3 (27| 3 |27| 5 |25|5 |25]| 3 |27
+50% Cut-off 0 30/ 0 [30]| 0 30| 0 |30]|0|30]|0|30]|0|30]|0 |30
+300% Cut-off 0 |30|0|30|0|30|0|30|0|30]|0|30|0/|30]|0 |30
Drug Concentration | LSDS0 | MPD zZoL M?O%A Egg ’\ggg qgg th-I(ZJ)S’SI
Cut-off Range N T+ N P TTE el T - +1T- 1+
0% Cut-off 30 300|300 |30(|30]0 |0 |30|0]|30[0]|30]|0
-50% Cut-off 30 29|11 (30| 0 (30|30 |0 (30|00 |30]|0 (30|60
-25% Cut-off 27 * * |26 |4 |25 (27| 3 5|26 |4 (24| 6 |26]| 4
Cut-off 14 |16 |15 |15 (14 |16 |15 |17 (13 (15|15 |15 |17 (13 |14 | 16
+25% Cut-off 3 |27 | * * 5 25| 3 5 |25 (27 |4 |26| 4 |26 3 |27
+50% Cut-off 0 (301 (29]|0 |30]0 0 (30 (30|0 (300 |30 0 |30
+300% Cut-off 0 (30|0 |30]|0 |30]0 0 |30 (30|0 |30]|0 |30 0 |30
Drug Concentration | DIA 300 | DIA 200 | THC300| THC30 | K225 |zopso | MCAT | MDEV
Cut-off Range N = T el T s T+ T+ - = - =
0% Cut-off 30 30| 0 30| 0| 30/ 0| 30| O| 30| 0| 30| 0|30]| O
-50% Cut-off 30 29 | 1 30| 0| 30/ 0| 30| O| 30| 0| 30| 0|30]| 0O
-25% Cut-off 27 27| 3 27| 3| 26| 4| 25| 5| 27| 3| 28| 2|25|5
Cut-off 15 |15 | 15 | 15 | 14| 16| 14| 16| 14| 16| 17| 13| 17| 13|15 |15
+25% Cut-off 3 |27 |3 |27 4| 26| 4| 26| 3| 27| 4| 26| 3| 27| 3 |27
+50% Cut-off 0 (301 |29 0| 30/ O| 30| Of 30| O| 30| O| 30/ 0 |30
+300% Cut-off 0 (30| 0 [30 0| 30/ O| 30| Of 30| O| 30| O| 30| 0 |30
. 7-ACL | 7-ACL | 7-ACL | CFYL CAF CAT TRO
Drug Concentration| "300 | 200 | 100 | 500 | 1000 | 150 | 350 | ALP
Cut-off Range T+ N + N + N | - + - + R + - +
0% Cut-off 30| 0 (300 (30]|0 30| 0{30| 0 |30|0|30]| 0] 3] O
-50% Cut-off 30| 0 (300 (291 30| 0{30| 0 |30| 0|30 0] 30 O
-25% Cut-off 26| 4 |27 |3 |27 |3 25| 5|27| 3 27| 3 |27| 3 28| 2
Cut-off 14 |16 |14 |16 |13 |17 | 14| 1617 (13 |17 (13| 15| 15| 17| 13
+25% Cut-off 5 (25| 3 |27|4 |26 6| 24/ 5 25| 4 |26| 3 |27 | 3| 27
+50% Cut-off 0 [30| 0 |30 29 0| 30/ 0 (30| 0 |30| 0 |30 O| 30
+300% Cut-off 0 (30| 0 |30|0 |30 Of 30/ 0300 (30| 0]30| 0| 30
Drug Concentration ABP 10
Cut-off Range - +
0% Cut-off 30 0
-50% Cut-off 30 0
-25% Cut-off 25 5
Cut-off 15 15
+25% Cut-off 4 26
+50% Cut-off 0 30
+300% Cut-off 0 30

Analytical Specificity

The following table lists the concentrations of compounds (ng/mL) that are detected as positive in urine
by the Multi-Drug Rapid Test Panel at 5 minutes.

IConcentration| Concentration|
lAnalytes (hg/mL) ‘Analytes (g/mL)
ACETAMINOPHEN (ACE)
[Acetaminophen [5,000 |
AMPHETAMINE (AMP 1,000)
D,L-Amphetamine sulfate 1300 IPhentermine 1,000
L-Amphetamine 25,000 Maprotiline 50,000
(+) 3,4-Methylenedioxy 500 Methoxyphenamine 6,000
lamphetamine ID-Amphetamine 1,000
AMPHETAMINE (AMP 500)
D,L-Amphetamine sulfate 150 IPhentermine 1500
L-Amphetamine 12,500 Maprotiline 25,000
(+) 3,4-Methylenedioxy 50 Methoxyphenamine 3,000
lamphetamine ID-Amphetamine 500
AMPHETAMINE (AMP 300)
D,L-Amphetamine sulfate 175 IPhentermine 1300
L-Amphetamine 10,000 Maprotiline 15,000
(+) 3,4-Methylenedioxy 150 Methoxyphenamine 2,000
]amphetamine ID-Amphetamine 1300

|Amobarbital 5,000 |Alphenol 600
5,5-Diphenylhydantoin 8,000 |Aprobarbital 500
|Allobarbital 600 Butabarbital 200
Barbital 8,000 Butalbital 8,000
[Talbutal 00 Butethal 500
ICyclopentobarbital 0,000 Phenobarbital 300
Pentobarbital 8,000 Secobarbital 300
BARBITURATES (BAR 200)
|Amobarbital 3,000 |Alphenol 400
5,5-Diphenylhydantoin 5,000 |Aprobarbital 300
|Allobarbital 1400 Butabarbital 150
Barbital 5,000 Butalbital 5,000
[Talbutal 150 Butethal 300
ICyclopentobarbital 20,000 Phenobarbital 200
Pentobarbital 5,000 Secobarbital 200
BENZODIAZEPINES (BZO 500)
|Alprazolam 00 Bromazepam 1,500
la-hydroxyalprazolam ,500 Chlordiazepoxide 1,500
IClobazam 00 Nitrazepam 300
IClonazepam 800 Norchlordiazepoxide 200
IClorazepatedipotassium 800 Nordiazepam 1,500
Delorazepam 1,500 Oxazepam 500
Desalkylflurazepam 300 [Temazepam 300
Flunitrazepam 300 Diazepam 500
() Lorazepam 5,000 Estazolam 10,000
RS-Lorazepamglucuronide 300 [Triazolam 5,000
Midazolam 10,000
BENZODIAZEPINES (BZO 300)
|Alprazolam 100 Bromazepam 1900
la-hydroxyalprazolam 1,500 Chlordiazepoxide 1900
IClobazam 200 Nitrazepam 200
IClonazepam 500 Norchlordiazepoxide 100
IClorazepatedipotassium 500 Nordiazepam 1900
Delorazepam 900 Oxazepam 1300
Desalkylflurazepam 200 [Temazepam 100
Flunitrazepam 200 Diazepam 300
() Lorazepam 3,000 Estazolam 6,000
RS-Lorazepamglucuronide 200 [Triazolam 3,000
Midazolam 6,000
BENZODIAZEPINES (BZO 200)
|Alprazolam 70 Bromazepam 600
la-hydroxyalprazolam 1,000 Chlordiazepoxide 600
IClobazam 120 Nitrazepam 120
IClonazepam 300 Norchlordiazepoxide 70
IClorazepatedipotassium 300 Nordiazepam 600
Delorazepam 600 Oxazepam 200
Desalkylflurazepam 120 [Temazepam 70
Flunitrazepam 120 Diazepam 200
() Lorazepam 2,000 Estazolam 4,000
RS-Lorazepamglucuronide 120 [Triazolam 2,000
Midazolam 14,000
BENZODIAZEPINES (BZO 100)
|Alprazolam 140 Bromazepam 300
la-hydroxyalprazolam 500 Chlordiazepoxide 300
IClobazam 60 Nitrazepam 60
IClonazepam 150 Norchlordiazepoxide 40
IClorazepatedipotassium 150 Nordiazepam 300
Delorazepam 300 Oxazepam 100
Desalkylflurazepam 60 [Temazepam 40
Flunitrazepam 60 Diazepam 100
() Lorazepam 1,000 Estazolam 2,000
RS-Lorazepamglucuronide 60 [Triazolam 1,000
Midazolam 2,000
BUPRENORPHINE (BUP 10)
Buprenorphine [10 [Norbuprenorphine [50
Buprenorphine 3-D-Glucuronide 50 [Norbuprenorphine 3-D-Glucuronide  |100
BUPRENORPHINE (BUP 5)
Buprenorphine 5 [Norbuprenorphine [25
Buprenorphine 3-D-Glucuronide [25 [Norbuprenorphine 3-D-Glucuronide |50
COCAINE (COC 300)
Benzoylecgonine [300 [Cocaethylene [20,000
ICocaine HCI [200 [Ecgonine [30,000
COCAINE (COC 200)
Benzoylecgonine [200 [Cocaethylene [13,500
ICocaine HCI [135 |[Ecgonine |20,000
COCAINE (COC 150)
Benzoylecgonine [150 [Cocaethylene [1,0000
ICocaine HCI [120 |[Ecgonine |15,000
COCAINE (COC 100)
Benzoylecgonine [100 [Cocaethylene [7,000
ICocaine HCI [E) [Ecgonine |10,000
MARIJUANA (THC300)
ICannabinol 200,000 A8-THC 100,000
11-nor-a8-THC-9 COOH 200 A9-THC 100,000
11-nor-a9-THC-9 COOH 300
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MARIJUANA (THC200)
Cannabinol 140,000 A8-THC 68,000
11-nor-A8-THC-9 COOH 120 A9-THC 68,000
11-nor-A9-THC-9 COOH 200
MARIJUANA (THC150)
Cannabinol 100,000 A8-THC 150,000
11-nor-a8-THC-9 COOH 100 A9-THC 50,000
11-nor-A9-THC-9 COOH 150
MARIJUANA (THC50)
Cannabinol 35,000 A8-THC 17,000
11-nor-A8-THC-9 COOH 130 A9-THC 17,000
11-nor-A9-THC-9 COOH 50
MARIJUANA (THC30)
ICannabinol 20,000 A8-THC 10,000
11-nor-A8-THC-9 COOH 20 A9-THC 10,000
11-nor-A9-THC-9 COOH 130
MARIJUANA (THC25)
Cannabinol 17,500 A8-THC 18,500
11-nor-A8-THC-9 COOH 15 A9-THC 18,500
11-nor-A9-THC-9 COOH 25
METHADONE (MTD300)
Methadone [Doxylamine [100,000
METHADONE (MTD200)
Methadone [200 [Doxylamine [65,000
METHAMPHETAMINE (MET1, 000)
r -Hydroxymethamphetamine 25,000 I(+)-3,4-Methylenedioxy- 12,500
D-Methamphetamine 1,000 Imethamphetamine
L-Methamphetamine 20,000 Mephentermine 50,000
METHAMPHETAMINE (MET500)
r -Hydroxymethamphetamine 12,500 (+)-3,4-Methylenedioxy- 6,250
ID-Methamphetamine 1500 Imethamphetamine
L-Methamphetamine 10,000 Mephentermine 25,000
METHAMPHETAMINE (MET300)
r -Hydroxymethamphetamine 7,500 (+)-3,4-Methylenedioxy- 3,750
D-Methamphetamine 1300 Imethamphetamine
L-Methamphetamine 6,000 Mephentermine 15,000

METHYLENED

OXYMETHAMPHETAMINE (MDMA1, 000) Ecstasy

(+) 3,4-Methylenedioxy
methamphetamine HCI

1,000 3,4-Methylenedioxyethyl-amphetamine/600

(+)3,4-Methylenedioxy
lamphetamine HCI

6,000

METHYLENEDIOXYMETHAMPHETAMINE (MDMAS500) Ecstasy

(+) 3,4-Methylenedioxy
methamphetamine HCI

500 3,4-Methylenedioxyethyl-amphetaminel300

(+) 3,4-Methylenedioxy
lamphetamine HCI

13,000

METHYLENEDIOXYMETHAMPHETAMINE (MDMA300) Ecstasy

(+) 3,4-Methylenedioxy
methamphetamine HCI

1300 3,4-Methylenedioxyethyl-amphetaminel180

(+) 3,4-Methylenedioxy
lamphetamine HCI

1,800

MORPHINE (MOP 300)

Codeine 200 Norcodeine 6,000
Levorphanol 1,500 Normorphone 50,000
Morphine-3-B-D-Glucuronide 1800 [Oxycodone 130,000
Ethylmorphine 6,000 |Oxymorphone 50,000
Hydrocodone 50,000 Procaine 15,000
Hydromorphone 3,000 [Thebaine 6,000
6-Monoacethylmorphine 300 Morphine 300
MORPHINE (MOP 200)
Codeine 160 Norcodeine 4,000
Levorphanol 1,000 Normorphone 40,000
Morphine-3-f-D-Glucuronide 600 [Oxycodone 20,000
Ethylmorphine 14,000 |Oxymorphone 40,000
Hydrocodone 140,000 Procaine 10,000
Hydromorphone 2,000 [Thebaine 4,000
6-Monoacethylmorphine 200 Morphine 200
MORPHINE (MOP 100)
Codeine 180 Norcodeine 2,000
Levorphanol 500 Normorphone 20,000
Morphine-3-B-D-Glucuronide 1300 [Oxycodone 10,000
Ethylmorphine 2,000 IOxymorphone 20,000
Hydrocodone 20,000 Procaine 5,000
Hydromorphone 1,000 [Thebaine 2,000
6-Monoacethylmorphine 200 Morphine 100
Methaqualone (MQL 300)
Methaqualone [300 |
MORPHINE/OPIATE (OPI 2,000)
Codeine 2,000 Morphine 2,000
Ethylmorphine 13,000 Norcodeine 25,000
Hydrocodone 50,000 Normorphone 50,000
Hydromorphone 15,000 [Oxycodone 25,000
Levorphanol 25,000 |Oxymorphone 25,000
6-Monoacetylmorphine 3,000 Procaine 150,000
Morphine 3-b-D-glucuronide 2,000 [Thebaine 25,000

PHENCYCLIDINE (PCP)

Phencyclidine 25 [4-Hydroxyphencyclidine [12,500
PROPOXYPHENE (PPX)
D-Propoxyphene [300 [D-Norpropoxyphene [300
TRICYCLIC ANTIDEPRESSANTS (TCA)
Nortriptyline 1,000 Imipramine 400
Nordoxepine 500 IClomipramine 50,000
[Trimipramine 13,000 [Doxepine 2,000
JAmitriptyline 1,500 Maprotiline 2,000
Promazine 13,000 IPromethazine 50,000
Desipramine 200 Perphenazine 50,000
Cyclobenzaprine 2,000 Dithiaden 10,000
TRAMADOL (TML 100)
n-Desmethyl-cis-tramadol 200 lo-Desmethyl-cis-tramadol 10,000
Cis-tramadol 100 Phencyclidine 100,000
Procyclidine 100,000 d,I-O-Desmethyl venlafaxine 150,000
TRAMADOL (TML 200)
n-Desmethyl-cis-tramadol 1400 lo-Desmethyl-cis-tramadol 20,000
Cis-tramadol 200 IPhencyclidine 200,000
Procyclidine 200,000 d,I-O-Desmethyl venlafaxine 100,000
TRAMADOL (TML 300)
n-Desmethyl-cis-tramadol 600 lo-Desmethyl-cis-tramadol 130,000
Cis-tramadol 1300 Phencyclidine 1300,000
Procyclidine 300,000 d,I-O-Desmethyl venlafaxine 150,000
KETAMINE (KET1, 000)
Ketamine 1,000 Benzphetamine 25,000
Dextromethorphan 2,000 (+) Chlorpheniramine 25,000
Methoxyphenamine 5,000 Clonidine 100,000
[d-Norpropoxyphene 5,000 [EDDP 50,000
Promazine 5,000 4-Hydroxyphencyclidine 50,000
Promethazine 5,000 lLevorphanol 150,000
Pentazocine 5,000 IMDE 150,000
Phencyclidine 5,000 Meperidine 25,000
[Tetrahydrozoline 500 [d-Methamphetamine 50,000
Mephentermine 25,000 |-Methamphetamine 50,000
(1R, 2S) - (-)-Ephedrine 100,000 13,4-Methylendioxymethamphetamine (100,000
(MDMA)
Disopyramide 25,000 [Thioridazine 50,000
KETAMINE (KET500)
Ketamine 500 Benzphetamine 12,500
Dextromethorphan 1,000 (+) Chlorpheniramine 12,500
Methoxyphenamine 12,500 IClonidine 150,000
[d-Norpropoxyphene 12,500 [EDDP 25,000
Promazine 12,500 l4-Hydroxyphencyclidine 25,000
Promethazine 12,500 lLevorphanol 25,000
Pentazocine 12,500 IMDE 25,000
Phencyclidine 12,500 Meperidine 12,500
[Tetrahydrozoline 250 [d-Methamphetamine 25,000
Mephentermine 12,500 |-Methamphetamine 25,000
(1R, 2S) - (-)-Ephedrine 50,000 13,4-Methylendioxymethamphetamine (50,000
(MDMA)
Disopyramide 12,500 [Thioridazine 25,000
KETAMINE (KET300)
Ketamine 1300 enzphetamine 6,250
Dextromethorphan 600 (+) Chlorpheniramine 6,250
Methoxyphenamine 6,250 IClonidine 30,000
[d-Norpropoxyphene 6,250 [EDDP 15,000
Promazine 6,250 4-Hydroxyphencyclidine 15,000
Promethazine 6,250 lLevorphanol 15,000
Pentazocine 6,250 IMDE 15,000
Phencyclidine 6,250 Meperidine 6,250
[Tetrahydrozoline 150 [d-Methamphetamine 15,000
Mephentermine 6,250 |-Methamphetamine 15,000
(1R, 2S) - (-)-Ephedrine 30,000 13,4-Methylendioxymethamphetamine (30,000
(MDMA)
Disopyramide 6,250 [Thioridazine 15,000
KETAMINE (KET100)
Ketamine 00 enzphetamine 2,000
[Dextromethorphan 00 (+) Chlorpheniramine 2,000
Methoxyphenamine ,000 IClonidine 10,000
[d-Norpropoxyphene ,000 [EDDP 5,000
Promazine ,000 l4-Hydroxyphencyclidine 5,000
Promethazine 2,000 LLevorphanol 5,000
Pentazocine 2,000 IMDE 5,000
Phencyclidine 2,000 Meperidine 2,000
[Tetrahydrozoline 50 [d-Methamphetamine 5,000
Mephentermine 2,000 |-Methamphetamine 5,000
(1R, 2S) - (-)-Ephedrine 10,000 [Thioridazine 5,000
Disopyramide 2,000 3,4-Methylendioxymethamphetamine (10,000
(MDMA)
Oxycodone (OXY100)
Oxycodone 100 Hydromorphone 50,000
lOxymorphone 1300 INaloxone 25,000
Levorphanol 50,000 INaltrexone 25,000
Hydrocodone 25,000
Cotinine (COT 200)
(-)-Cotinine [200 [()-Nicotine [5,000

Cotinine (COT 100)

[()-Cotinine [100 [()-Nicotine [2,500
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP300)
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP) [300
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP100)
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP) [100
Fentanyl (FYL20)
|Alfentany! 600,000 Buspirone 15,000
Fenfluramine 50,000 Fentanyl 100
Norfentany! 20 Sufentanyl 50,000
Fentanyl (FYL10)
|Alfentanyl 300,000 Buspirone 8,000
Fenfluramine 25,000 Fentanyl 50
Norfentany! 10 Sufentanyl 25,000
Synthetic Marijuana (K2-50)
JWH-018 5-Pentanoic acid 50 JWH-073 4-butanoic acid 50
JWH-018 4-Hydroxypentyl 1400 JWH-018 5-Hydroxypentyl 500
JWH-073 4-Hydroxybuty 500
Synthetic Marijuana (K2-30)
JWH-018 5-Pentanoic acid 30 JWH-073 4-butanoic acid 30
JWH-018 4-Hydroxypentyl 250 WJWH-018 5-Hydroxypentyl 300
MWH-073 4-Hydroxybuty 300
Synthetic Marijuana (K2-25)
IJWH-018 5-Pentanoic acid 25 [JWH-073 4-butanoic acid 25
MWH-018 4-Hydroxypentyl 200 JWH-018 5-Hydroxypenty! 250
MWH-073 4-Hydroxybuty 250
6-mono-aceto-morphine (6-MAM)
6-Monoacethylmorphine [Morphine [100,000
(%) 3, 4-Methylenedioxyamphetamine (MDA 500)
(+) 3,4-Methylenedioxy 500 Methoxyphenamine 5,000
lamphetamine ID-Amphetamine 2,000
D,L-Amphetamine sulfate 1400 Phentermine 2,000
L-Amphetamine 30,000 Maprotiline 100,000
Ethyl- B-D-Glucuronide(ETG500)
Ethyl- B -D-Glucuronide 500 Propyl B-D-glucuronide 50,000
Morphine 3p-glucuronide 100,000 Morphine 6B-glucuronide 100,000
IGlucuronic Acid 100,000 Ethanol >100,000
Methanol >100,000
Ethyl- B-D-Glucuronide(ETG1,000)
Ethyl- B -D-Glucuronide 1,000 Propyl B-D-glucuronide 100,000
Morphine 3B-glucuronide >100,000 Morphine 6B3-glucuronide >100,000
IGlucuronic Acid >100,000 Ethanol >100,000
Methanol >100,000
CLONAZEPAM(CLO 400)
IClonazepam 1400 Flunitrazepam 300
|Alprazolam 200 (+) Lorazepam 1,250
la-hydroxyalprazolam 2,000 RS-Lorazepamglucuronide 250
Bromazepam 1,000 Midazolam 5,000
IChlordiazepoxide 1,000 Nitrazepam 200
IClobazam 250 Norchlordiazepoxide 200
IClorazepatedipotassium 600 Nordiazepam 1,000
Delorazepam ,000 Oxazepam 350
Desalkylflurazepam 50 [Temazepam 150
Diazepam 00 [Triazolam 5,000
Estazolam 1,250
CLONAZEPAM(CLO 150)
IClonazepam 150 Flunitrazepam 120
|Alprazolam 75 (+) Lorazepam 500
la-hydroxyalprazolam 750 RS-Lorazepamglucuronide 100
Bromazepam 1400 Midazolam 2,000
IChlordiazepoxide 1400 Nitrazepam 75
IClobazam 100 Norchlordiazepoxide 75
IClorazepatedipotassium 250 Nordiazepam 400
Delorazepam 1400 Oxazepam 130
Desalkylflurazepam 100 [Temazepam 60
Diazepam 120 [Triazolam 2,000
Estazolam
LYSERGIC ACID DIETHYLAMIDE (LSD 20)
Lysergic Acid Diethylamide [20 | [
LYSERGIC ACID DIETHYLAMIDE (LSD 50)
Lysergic Acid Diethylamide [50 | [
METHYLPHENIDATE (RITALIN)
Methylphenidate (Ritalin) [300 [Ritalinic Acid [1,000
ZOLPIDEM
Zolpidem [50 [ |
Mephedrone(MEP100)
Mephedrone HCI 100 R(+)-Methcathinone HCI 1500
IS(-)-Methcathinone HCI 500 3-Fluoromethcathinone HCI 1500
l4-Fluoromethcathinone HCI 300 Methoxyphenamine 100,000
3, 4-methylenedioxypyrovalerone (MDPV1000)
3, 4-methylenedioxypyrovalerone [1000 [ |
3, 4-methylenedioxypyrovalerone (MDPV500)
3, 4-methylenedioxypyrovalerone [500 |
Diazepam (DIA 300)
Diazepam 1300 Midazolam 6,000
IClobazam 200 Nitrazepam 200
IClonazepam 500 Norchlordiazepoxide 100

717



and spiked with drugs at 50% below and 50% above cut-off levels. The spiked, pH-adjusted urine was
tested with the Multi-Drug Rapid Test Panel. The results demonstrate that varying ranges of pH do not
interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or drug positive urine containing, Amphetamine, Barbiturates, Benzodiazepines, Buprenorphine,
Cocaine, Marijuana, Methadone, Methamphetamine, Methylenedioxymethamphetamine, Morphine,
Tramadol ,Ketamine ,Phencyclidine, Propoxyphene or Tricyclic Antidepressants, Oxycodone, Cotinine,
EDDP, Fentanyl, Synthetic Marijuana,6-mono-aceto-morphine, 3, 4-Methylenedioxyamphetamine,
Ethyl- B-D-Glucuronide, Clonazepam, Lysergic Acid Diethylamide, Methylphenidate, Zolpidem,
7-Aminoclonazepam,Carfentanyl Caffeine, Cathine, Tropicamide and AB-Pinaca. The following
compounds show no cross-reactivity when tested with the Multi-Drug Rapid Test Panel at a
concentration of 100 pg/mL.
Non Cross-Reacting Compounds

Clorazepate dipotassium 500 Nordiazepam 900
|Alprazolam 100 Flunitrazepam 200
la-hydroxyalprazolam 1,500 () Lorazepam 3,000
Bromazepam 1900 RS-Lorazepam glucuronide 200
IChlordiazepoxide 1900 [Triazolam 13,000
Estazolam 6,000 [Temazepam 100
Delorazepam 1900 [Oxazepam 1300
Desalkylflurazepam 200
Diazepam (DIA 200)
Diazepam 200 Midazolam 4000
IClobazam 20 Nitrazepam 120
IClonazepam 00 Norchlordiazepoxide 70
Clorazepate dipotassium 00 Nordiazepam 600
|Alprazolam 70 Flunitrazepam 120
la-hydroxyalprazolam 1000 () Lorazepam 2000
Bromazepam 600 RS-Lorazepam glucuronide 120
IChlordiazepoxide 600 [Triazolam 2000
Estazolam 14000 [Temazepam 70
Delorazepam 600 [Oxazepam 200
Desalkylflurazepam 120
Zopiclone (ZOP 50)
Zopiclone-x-oxide [50 [zopiclone [50
Methcathinone (MCAT 500)
S(-)-Methcathinone HCI [500 [R(+)-Methcathinone HCI [1500
Methoxyphenamine |100000 [3-Fluoromethcathinone HCI |1500
7-AMINOCLONAZEPAM(7-ACL300)
la-hydroxyalprazolam 6,000 Flunitrazepam 3,000
Bromazepam 6,000 RS-Lorazepam glucuronide 2,700
IChlordiazepoxide 6,000 Norchlordiazepoxide 4,500
IClobazam 19,000 Nordiazepam 15,000
IClonazepam 2,400 [Temazepam 19,000
Delorazepam 6,000 [7-Aminoclonazepam 1300
Desalkylflurazepam 6,000
7-AMINOCLONAZEPAM(7-ACL200)
la-hydroxyalprazolam 4,000 Flunitrazepam 2,000
Bromazepam 4,000 RS-Lorazepam glucuronide 1,800
IChlordiazepoxide 4,000 Norchlordiazepoxide 3,000
Clobazam 6,000 Nordiazepam 10,000
IClonazepam 1,600 [Temazepam 6,000
Delorazepam 4,000 [7-Aminoclonazepam 200
Desalkylflurazepam 4,000
7-AMINOCLONAZEPAM(7-ACL100)
la-hydroxyalprazolam 2,000 Flunitrazepam 1,000
Bromazepam 2,000 RS-Lorazepam glucuronide 1900
IChlordiazepoxide ,000 Norchlordiazepoxide 1,500
Clobazam ,000 Nordiazepam 5,000
IClonazepam 00 [Temazepam 3,000
Delorazepam ,000 [7-Aminoclonazepam 100
Desalkylflurazepam ,000
CARFENTANYL(CFYL500)
Carfentanyl [500 [Fentanyl [100
Caffeine (CAF 1000)
Caffeine [1000 [
Cathine (CAT 150)
(+)-Norpseudoephedrine HCI 150 (+)3,4-Methylenedioxyamphetamine 100
(Cathine) (MDA)
d/I-Amphetamine 100 -Hydroxyamphetamine 100
[Tryptamine 12,500 Methoxyphenamine 12,500
Tropicamide (TRO 350)
[Tropicamide [350 [
Alprazolam(ALP 100)
Benzodiazepines 300 Flunitrazepam 00
la-hydroxyalprazolam 1,500 +) Lorazepam ,000
Bromazepam 900 RS-Lorazepamglucuronide 00
IChlordiazepoxide 900 flidazolam 6,000
IClobazam 200 itrazepam 200
IClonazepam 500 orchlordiazepoxide 100
Clorazepatedipotassium 500 ordiazepam 1900
Delorazepam 900 Oxazepam 00
Desalkylflurazepam 00 [Temazepam 00
Diazepam 00 [Triazolam ,000
Estazolam 6000
AB-PINACA (ABP 10)
IAB-PINACA 10 UR-144 4-hydroxypentyl 10,000
IAB-PINACA 5-Pentanoic 10 IAPINACA 5-hydroxypentyl 10,000
IAB-PINACA 5-hydroxypentyl |10 IADB-PINACA N-(5-hydroxypentyl) 30
IAB-FUBINACA 10 IADB-PINACA Pentanoic Acid 10
IAB-PINACA 4-hydroxypentyl  [10,000 ,?‘_f('zf’ggd’fx%’:ﬁt% 30
UR-144 5-Pentanoic 5,000 5-fluoro AB-PINACA 25
UR-144 5-hydroxypentyl 10,000

Effect of Urinary Specific Gravity

Acetophenetidin Cortisone Zomepirac d-Pseudoephedrine
N-Acetylprocainamide  Creatinine Ketoprofen Quinidine
Acetylsalicylic acid Deoxycorticosterone Labetalol Quinine
Aminopyrine Dextromethorphan Loperamide Salicylic acid
Amoxicillin Diclofenac Meprobamate Serotonin

Ampicillin Diflunisal Isoxsuprine Sulfamethazine
|-Ascorbic acid Digoxin d,I-Propanolol Sulindac
Apomorphine Diphenhydramine Nalidixic acid Tetracycline
Aspartame Ethyl-p-aminobenzoate Naproxen Tetrahydrocortisone,
Atropine b-Estradiol Niacinamide 3-acetate

Benzilic acid Estrone-3-sulfate Nifedipine Tetrahydrocortisone
Benzoic acid Erythromycin Norethindrone Tetrahydrozoline
Bilirubin Fenoprofen Noscapine Thiamine
d,I-Brompheniramine Furosemide d,I-Octopamine Thioridazine
Caffeine Gentisic acid Oxalic acid d,|-Tyrosine
Cannabidiol Hemoglobin Oxolinic acid Tolbutamide
Chloral hydrate Hydralazine Oxymetazoline Triamterene
Chloramphenicol Hydrochlorothiazide Papaverine Trifluoperazine
Chlorothiazide Hydrocortisone Penicillin-G Trimethoprim

d,I-Chlorpheniramine

o-Hydroxyhippuric acid  Perphenazine d,-Tryptophan

Chlorpromazine 3-Hydroxytyramine Phenelzine Uric acid
Cholesterol d,l-Isoproterenol Prednisone Verapamil
Clonidine

[ALCOHOL PERFORMANCE CHARACTERISTICS]
The detection limit on the Urine Alcohol Rapid Test is from 0.02% to 0.30% for approximate relative
blood alcohol level. The cutoff level of the Urine Alcohol Rapid Test can vary based on local
regulations and laws. Test results can be compared to reference levels with color chart on the foil
package.

[ALCOHOL ASSAY SPECIFICITY]
The Urine Alcohol Rapid Test will react with methyl, ethyl and allyl alcohols.

[ALCOHOL INTERFERING SUBSTANCES]
The following substances may interfere with the Urine Alcohol Rapid Test when using samples other
than urine. The named substances do not normally appear in sufficient quantity in urine to interfere with
the test.
A. Agents which enhance color development

Peroxidases Strong oxidizers

B. Agents which inhibit color development

Reducing agents: Ascorbic acid, Tannic acid, Pyrogallol, Mercaptans and tosylates, Oxalic
acid, Uric Acid

Bilirubin . L-dopa

L-methyldopa Methampyrone
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Multi-Drug greito testo panelis su méginio
klastojimo testu (iS Slapimo)

Pakuotés aprasymas

Instrukcija, skirta bet kurios $iy narkotiniy medziagy kombinacijos tyrimui:
ACE/AMP/BAR/BZO/BUP/COC/THC/MTD/MET/MDMA/MOP/MQL/OPI/PCP/PPX/TCA/TML/KET/OX
Y/COT/EDDP/FYL/K2/6-MAM/MDA/ETG/CLO/LSD/MPD/ZOL/MEP/ALC/MDPV/DIA/ZOP/MCAT/7-
ACL/CFYL/CAF/CAT/TRO/ALP/ABP
Iskaitant méginio tinkamumo tyrima (angl.k. S.V.T.) dél:
Oksidanty/PCC, specifinio tankio, pH, nitrito, glutaraldehido, kreatinino ir baliklio

Greitas tyrimas, skirtas vienalaikiam kokybiniam jvairiy narkotiniy medziagy ir jy metabolity aptikimui
Zmogaus Slapime. Skirta sveikatos prieZitros specialistams, jskaitant $alia paciento tyrimus atliekancius
profesionalus. Imunologinis tyrimas yra skirtas tik in vitro diagnostikai.

[PASKIRTIS]
Multi-Drug greito testo panelis yra greitas chromatografinis imunologinis tyrimas, skirtas kokybiniam jvairiy
narkotiniy medZiagy ir jy metabolity aptikimui Slapime, esant Sioms slenkstinéms koncentracijoms:

r\gaLL
= UTEST

Testas Kalibratorius rier;‘ék(sr:;nﬁnl_)
IAcetaminophen (ACE 5,000) IAcetaminophen 5,000
IAmphetamine (AMP1,000) [d-Amphetamine 1,000
IAmphetamine (AMP 500) [d-Amphetamine 500
Amphetamine (AMP 300) [d-Amphetamine 300
Barbiturates (BAR 300) Secobarbital 300
Barbiturates (BAR 200) Secobarbital 200
Benzodiazepines (BZO 500) (Oxazepam 500
Benzodiazepines (BZO 300) Oxazepam 300
Benzodiazepines (BZO 200) Oxazepam 200
Benzodiazepines (BZO 100) Oxazepam 100
Buprenorphine (BUP 10) Buprenorphine 10
Buprenorphine (BUP 5) Buprenorphine 5
ICocaine (COC 300) Benzoylecgonine 300
ICocaine (COC 200) Benzoylecgonine 200
ICocaine (COC 150) Benzoylecgonine 50
Cocaine (COC 100) Benzoylecgonine 00
arijuana (THC300) -nor-A9-THC-9 COOH 00
arijuana (THC200) -nor-A9-THC-9 COOH 200
arijuana (THC150) -nor-A9-THC-9 COOH 50
arijuana (THC 50) -nor-A9-THC-9 COOH 50
Marijuana (THC 30) 11-nor-A9-THC-9 COOH 30
Marijuana (THC 25) 11-nor-A9-THC-9 COOH 25
Methadone (MTD 300) Methadone 300
Methadone (MTD 200) Methadone 200
Methamphetamine (MET 1,000) [d-Methamphetamine 1,000
Methamphetamine (MET 500) [d-Methamphetamine 500
Methamphetamine (MET 300) [d-Methamphetamine 300
(\;\/Icls;\%:-ga(g;mymethamphetamme ld,-Methylenedioxymethamphetamine 300
I(V’\I/ielsh’\%l:r%%(g;)xymethamphetamlne d,I-Methylenedioxymethamphetamine (500

Methylenedioxymethamphetamine

(MDMA 1.000) d,I-Methylenedioxymethamphetamine (1,000

Morphine (MOP 300) Morphine 300
Morphine (MOP 200) Morphine 200
Morphine (MOP 100) Morphine 100
Methaqualone(MQL) Methaqualone 300
Opiate (OPI 2,000) Morphine 2,000
Phencyclidine (PCP) Phencyclidine 25
Propoxyphene (PPX) Propoxyphene 300
[Tricyclic Antidepressants (TCA) Nortriptylin ,000
[Tramadol (TML 100) Cis-Tramado 00
[Tramadol (TML 200) Cis-Tramado 200
[Tramadol (TML 300) Cis-Tramado 300
Ketamine (KET 1,000) Ketamine 1,000
Ketamine (KET 500) Ketamine 500
Ketamine (KET 300) Ketamine 300
Ketamine (KET100) Ketamine 100
(Oxycodone (OXY) (Oxycodone 100
Cotinine(COT200) Cotinine 200
Cotinine(COT100) Cotinine 100
2-ethylidene-1,5-dimethyl- 2-ethylidene-1,5-dimethyl- 300
3,3-diphenylpyrrolidine (EDDP300) 3,3-diphenylpyrrolidine
12-ethylidene-1,5-dimethyl- 2-ethylidene-1,5-dimethyl- 100
3,3-diphenylpyrrolidine (EDDP100) 13,3-diphenylpyrrolidine

Fentanyl(FYL20) Norfentanyl 20
Fentanyl(FYL10) Norfentanyl 10
ISynthetic Marijuana (K2-50) WWH-018. JWH-073 50
ISynthetic Marijuana (K2-30) WWH-018. JWH-073 30
ISynthetic Marijuana (K2-25) WWH-018. JWH-073 25
6-mono-aceto-morphine

(6-MAM10) P 6-MAM 0
(+) 3,4-Methylenedioxy- (+) 3,4-Methylenedioxy- 500
IAmphetamine(MDA500) IAmphetamine

[Ethyl- B-D-Glucuronide(ETG500) Ethyl- B -D-Glucuronide 500
[Ethyl- B-D-Glucuronide(ETG1,000) Ethyl- B -D-Glucuronide 1,000
Clonazepam(CLO 400) Clonazepam 1400
Clonazepam(CLO 150) Clonazepam 150
Lysergic Acid Diethylamide (LSD) Lysergic Acid Diethylamide 20

Lysergic Acid Diethylamide (LSD) Lysergic Acid Diethylamide 50
Methylphenidate (MPD) Methylphenidate 300
IZolpidem(ZOL) [Zolpidem 50
Mephedrone Mephedrone 100
?letj-;nve%)(/)lg;\edioxypyrovalerone 3, 4-methylenedioxypyrovalerone 1000
(BM%-ernvegoy(I)e;nedioxypyrovaIerone 3, 4-methylenedioxypyrovalerone 1500
Diazepam(DIA 300) Diazepam 300
Diazepam(DIA 200) Diazepam 1200
IZopiclone (ZOP 50) [Zopiclone 150
Methcathinone (MCAT 500) IS(-)-Methcathinone 1500
[7-Aminoclonazepam(7-ACL300) [7-Aminoclonazepam 300
[7-Aminoclonazepam(7-ACL200) [7-Aminoclonazepam 1200
[7-Aminoclonazepam(7-ACL100) [7-Aminoclonazepam 100
Carfentanyl(CFYL500) ICarfentanyl 1500
Caffeine(CAF) (Caffeine 1000
ICathine (CAT) \(+)-Norpseudoephedrine 150
[Tropicamide(TRO) [Tropicamide 1350
IAlprazolam(ALP) IAlprazolam 100
IAB-PINACA(ABP) IAB-PINACA 10
[Testas Kalibratorius iné verté
Alcohol(ALC) JAlcohol 0.02%
ulti-Drug greito testo panelio konfigiracija gali bati su bet kuria aukSciau iSvardintos narkotinés

medziagos analite, su arba be S.V.T. Sis testas suteikia tik preliminary analitinio tyrimo rezultatg. Norint
gauti patvirtintg analitinj rezultatg, reikia atlikti specifinj pakaitinj cheminj metodg. Rekomenduojamas
patvirtinimo metodas yra dujy chromatografija/masés spektometrija (GC/MS). KliniSkai ir profesionaliai
sprendimas turi bati priimtas vertinant bet kokius narkotiky piktnaudziavimo testus, ypa¢ vertinant
preliminary teigiama rezultata.

[SANTRAUKA]

Multi-Drug greito testo panelis yra greitas $lapimo skryningo tyrimas, kuris gali bati atliekamas
nenaudojant instrumento. Tyrime yra naudojami monokloniniai antikinai selektyviam padidéjusio
specifinés narkotinés medziagos kiekio aptikimui $lapime.

[KAS YRA KLASTOJIMAS]

Klastojimas — tai $lapimo méginio suklastojimas, siekiant pakeisti tyrimo rezultatus. Pasalinés medziagos
gali sukelti klaidingai neigiamus tyrimo rezultatus interferuojant skryningo tyrima ir/ar sunaikinant Slapime
esancias narkotines medZiagas. Siekiant klaidingai neigiamo rezultato, gali bati atliekamas méginio
skiedimas.

Geriausias klastojimo nustatymo testas yra tam tikros $lapimo charakteristikos tikrinimas, pvz., pH,
specifinio tankio ir kreatinino tyrimas bei oksidanty/PCC nitrity ar glutaraldehido $lapime tyrimas.
Oksidantai/PCC (Piridinio chlorochromatas) — nustatomas oksiduojanciy agentuy, tokiy kaip baliklis ir
vandenilio peroksidas, buvimas. Piridinio chlorochromatas (parduodamas prekiniu pavadinimu “Urine
Luck”) yra plaéiai naudojamas kaip klastojimo priemoné.® Normaliame Zmogaus $lapime neturi bati
oksidanty ar PCC.

Specifinis tankis — tiriamas méginio skiedimas. Normalios ribos yra nuo 1.003 iki 1.030. Reik§més uz
Sio diapazono gali bati skiedimo ar klastojimo pasekmé.

Ph — tiriamas rtgs&ciy ar $army buvimas Slapime. Normalus pH kiekis turi bati nuo 4.0 iki 9.0. Reik3més
uz $io diapazono gali bati skiedimo ar klastojimo pasekmé.

Nitritai — tiriamas dazZnai naudojamy komerciskai jsigyjamy klastojimo medziagy, tokiy kaip “Klear” ir
“Whizzies” buvimas. Sios medziagos oksiduoja kanabinoidinj metabolite THC-COOH.® Normaliame
Slapime neturi bati nitrito pédsaky. Teigiamas rezultatas reiskia méginio klastojima.

Glutaraldehidas - tiriamas aldehido buvimas. Medziagose, tokiose kaip “Urin Aid” ir “Clear Choice” yra
glutaraldehido, kuris gali sukelti klaidingai neigiamus rezultatus, suardant fermentg, naudojama kai
kuriuose imunologiniuose tyrimuose.® Glutaraldehidas paprastai néra aptinkamas $lapime, todél jo
aptikimas méginyje yra méginio klastojimo indikatorius.

Kreatininas yra Salutinis kreatino produktas; amino ragstis, esanti raumeny audinyje ir aptinkama
$lapime.? Asmuo gali gerti didelj kiekj vandens ar vartoti diuretikus, pvz., Zoleliy arbatas, taip
“praplaunant” organizmg. Kreatinino ir specifinio tankio tyrimas — du badai patikrinti skiedimg ar
praplovimg — daZniausiai pasitaikancius méginio klastojimo bldus. MaZas kreatinino ir specifinio tankio
lygis gali indikuoti apie méginio skiedimg. Kreatinino nebuvimas (<5 mg/dl) indikuoja, jog méginys
neatitinka Zmogaus $lapimo méginio.

Baliklis — tiriamas baliklio buvimas méginyje. Baliklyje yra daug chemikaly, kurie panaikina spalva,
balina ar dezinfekuoja oksiduojant. Baliklis yra buitiné priemoné rby balinimui ar démiy naikinimui bei
yra naudojamas kaip dezinfekciné priemoné. Normaliame Zmogaus $lapime baliklio néra.
[PRINCIPAS (DOA TYRIMAMS, ISSKYRUS ALKOHOL|)]
Tyrimo metu, $lapimo méginys migruoja aukstyn kapiliariniu badu. Narkotiné medzZiaga, esanti $lapime
Zemesne nei slenkstiné koncentracija, neprisotins specifinio antikiino susiri§imo viety. Tada antikiinas
reaguos su narkotiky-baltymo konjugatu ir suformuos matomg spalvotg linijg specifinés narkotinés
medziagos tyrimo laukelyje. Jei narkotinés medzZiagos koncentracija $lapime yra aukStesné nei
slenkstiné verté, visos antikiiny susiri§imo vietos bus prisotintos. Todél, tyrimo laukelyje spalvota linija
nesusiformuos.

Narkotinéms medziagoms teigiamas $lapimo méginys nesugeneruoja spalvotos linijos specifinio testo
laukelyje dél narkotiniy medziagy konkurencijos faktoriaus, o narkotinéms medZiagoms neigiamas
Slapimo méginys sugeneruos linijg testo laukelyje dél narkotiniy medziagy konkurencijos faktoriaus
nebuvimo.

Kaip procedariné kontrolé, kontrolés laukelyje visada atsiranda spalvota linija, reiSkianti, jog buvo
naudojamas tinkamas méginio kiekis bei membrana veikia tinkamai.

[PRINCIPAS (ALKOHOLIUI)]1

Greito alkoholio tyrimas yra plastikiné juostelé, kurios gale yra reakcijos laukelis. Jvykus kontaktui su
alkoholiu, reakcijos laukelis pakeis spalvg, priklausomai nuo méginyje esancios alkoholio
koncentracijos. Tyrimas yra paremtas dideliu alkoholio oksidazés specifiSkumu etilo alkoholiui, esant
peroksidazei ir fermento substratui (TMB).

[REAGENTAI (DOA TYRIMAMS, ISSKYRUS ALKOHOL]) 1

Kiekvienoje testo linijoje yra anti-narkotiniy medziagy pelés monokloniniy antikdny ir atitinkamy
narkotiniy medZiagy-baltymy konjugato. Kontrolés linijoje yra oZkos anti-triusio IgG polikloniniy antikiiny
ir triusio IgG.

[REAGENTAI (ALKOHOLIUI)]
Tetrametilbenzidinas
Alkoholio oksidazé

Peroksidaze

[S.V.T REAGENTAI]
gﬁs:ljijémo nustatymo Eziak':{gﬁgo Buferiai ir nereaktyvas ingredientai
Kreatininas 0.04% 99.95%
Nitritas 0.07% 99.94%
Baliklis 0.39% 99.77%
Glutaraldehidas 0.02% 99.97%
pH 0.06% 99.94%
Specifinis tankis 0.25% 99.78%
Oksidantai / PCC 0.36% 99.70%

ATSARGUMO PRIEMONES]
e Skirta sveikatos priezilros specialistams, jskaitant $alia paciento tyrimus atliekancius profesionalus.
« Imunologinis tyrimas yra skirtas tik in vitro diagnostiniam naudojimui. Tyrimo panelis iki naudojimo
turi bati laikomas sandarioje originalioje pakuotéje.
« Visi méginiai turi bati laikomi potencialiai pavojingais ir su jais turi bati dirbama kaip su infekciskais
agentais.
« Panaudotas tyrimo panelis turi biti iSmetamas laikantis federaliniy, valstybiniy ir vietiniy taisykliy.
[LAIKYMAS IR STABILUMAS]
Laikykite originalioje pakuotéje prie 2-30°C. Tyrimas yra stabilus iki galiojimo datos pabaigos, nurodytos
ant pakuotés. Tyrimo panelis turi biiti laikomas sandarioje pakuotéje iki jo naudojimo. NEUZSALDYKITE.
Nenaudokite pasibaigus galiojimo datai.
[MEGINIY SURINKIMAS IR PARUOSIMAS ]
Slapimo tyrimas
Slapimo méginys turi biiti surenkamas j $vary ir sausg konteinerj. Galima naudoti bet kuriuo paros metu
surinktg $lapimo méginj. Slapimo méginiai su matomomis nuosédomis turi bati centrifuguojami,
filtruojami arba juos reikia palaikyti, kol nuosédos nusés ir méginys taps skaidrus.
Méginiy laikymas
Prie$ tyrimg méginiai iki 48 valandy gali bati laikomi prie 2-8°C. Jei méginius reikia sandéliuoti ilgiau,
juos galima uzSaldyti prie Zemesnés nei -20°C. Prie§ tyrimg uz$aldyti méginiai turi bati atitirpinami ir
gerai iSmaiSom. Naudojant tyrimg su S.V.T. ar tiriant alkoholj, $lapimo méginiai iki tyrimo negali bati
laikomi ilgiau kaip 2 valandas kambario temperattroje ir 4 valandas Saldytuve.
[MEDZIAGOS]
Tiekiamos medziagos
e Tyrimo paneliai e Pakuotés apraSymas
* Klastojimo testo spalviné lentelé (jei taikoma)
Reikalingos, ta¢iau netiekiamos medziagos
e Laikmatis
[NAUDOJIMO INSTRUKCIJOS1
Prie$ tyrima, Slapimo meéginiams ir/ar kontroléms leiskite pasiekti kambario temperatiirg (15-
30°C).

1. Prie§ atidarant, pakuoté turi susilti iki kambario temperataros. I$ sandarios pakuotés iSimkite tyrimo
panelj ir sunaudokite per vieng valanda.

2. Nuimkite dangtelj.

3. Vadovaudamiesi rodykle, nukreipta j Slapimo méginj, jimerkite tyrimo panelj j Slapimo méginj

ir palaikykite maziausiai 10 — 15 sekundziy. Jmerkite méginio paémimo galiukus bent iki

banguoty linijy, tac¢iau ne auksciau tyrimo panelio rodyklés.

UZzdékite dangtelj ir padékite tyrimo panelj ant nesugeriancio lygaus pavirSiaus.

. liunkite laikmatj ir palaukite, kol atsiras spalvota linija (-os).

Klastojimo testo ir alkoholio testo juosteles nuskaitykite po 3-5 minuciy pagal spalvine lentelg,

pateikiamg atskirai ar ant folijos pakuotés. Dél suklastoty méginiy vadovaukités savo jstaigos politika

dél narkotiky. Gavus teigiamg rezultatg dél méginio klastojimo, nerekomenduojame interpretuoti

tyrimo rezultaty ir pakartotinai atlikti tyrimg arba paimti kitg méginj.

. Narkotiky testo juostelé turi bati nuskaitoma po 5 minuciy. Po 10 min. interpretuoti nebegalima.

ERLES

~

( . . \ Interpret adulteration strips and alcohol
1% £ 3 strip between 3-5 minutes. See enclosed
e E color chart for interpretation.

CB HD OX NIT SG.
T a§

GLUT pH CRE BLE

alcohol strip

o= JOE N
. - 0.02% 0.04% 0.08% 0.30%
1 U sausLE sHoULDNOT J
TOUCHTHE PLASTIC DEVICE
v

vy v v v v

DATE

ox NIT

Read the drug strips at 5 minutes.

88 <0 sl

Negative Positive Invalid

Klastojimo testo iralkoholio testo juosteliy rezultatus interpretuokite po 3-5 min. Vadovaukités pridedama
spalvy lentele. Narkotiky tyrimo juosteles nuskaitykite po 5 minuciy.

Urine - liet.k. $lapimas; Positive — liet.k. teigiamas; Negative — liet.k. neigiamas; Invalid - liet.k. klaidingas;
Alcohol strip — liet.k. alkoholio juostelé

[REZULTATY INTERPRETAVIMAS]
(zr. auk$ciau pateikiamg iliustracijg)
NEIGIAMAS:* kontrolés laukelyje (C) atsiranda spalvota linija (C) ir tyrimo laukelyje (T) atsiranda
spalvota linija. Sis neigiamas rezultatas reiskia, specifinés tiriamosios narkotinés medziagos
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koncentracija $lapimo méginyje yra Zemiau numatytos slenkstinés reik§meés.

*PASTABA: spalvotos linijos (-y) tyrimo laukelyje (T) intensyvumas gali skirtis. Net jei atsiranda blanki

linija, rezultatas turi bati interpretuojamas kaip neigiamas.

TEIGIAMAS: kontrolés laukelyje (C) atsiranda spalvota linija, o tyrimo laukelyje (T) linija

NEATSIRANDA. Teigiamas rezultatas reiSkia, jog specifinés tiriamosios narkotinés medziagos

koncentracija $lapimo méginyje yra didesné nei numatyta slenkstiné verté.

NEGALIOJANTIS: kontrolés laukelyje (C) linija neatsiranda. Kontrolinés linijos nebuvimg gali jtakoti

netinkamai atlikta proceddriné technika. Dar kartg perskaitykite instrukcijas ir tyrimg pakartokite

naudodami naujg tyrimo kortele. Jei tyrimo rezultatas vis tiek i$lieka klaidingas, susisiekite su gamintoju.

[REZULTATY INTERPRETAVIMAS (S.V.T/ KLASTOJIMO) 1

(vadovaukites spalvy lentele)

Pusiau kiekybiniai rezultatai yra gaunami vizualiai lyginant reagavusius juostelés laukelius su

atspausdintomis spalvomis spalvy lenteléje.

Instrumentai néra naudojami. .

[REZULTATY INTERPRETAVIMAS (ALKOHOLIO JUOSTELE)]

Neigiamas: lyginant su fonu, spalva nepasikeité. Neigiamas rezultatas reiskia, jog alkoholio kiekis

Slapime yra mazesnis nei 0.02%.

Teigiamas: laukelio spalva aiSkiai pasikeitia. Teigiamas rezultatas reikia, jog alkoholio koncentracija

Slapime yra 0.02% ar didesné.

Negaliojantis: tyrimas turi bati laikomas negaliojanciu, jei pasikeité tik reakcijos laukelio kampas, tai

gali reiksti nepakankamg meginio kiekj. Tirkite i$ naujo. Jei, prie$ jmerkiant | Slapimo méginj laukelio

spalva yra melyna, tyrimo priemonés nenaudokite.

[KOKYBES KONTROLE]

Tyrimo priemonéje yra vidiné procedriné kontrolé. Kontrolés laukelyje (C) atsirandanti linija yra vidiné

proceddriné kontrolé. Ji patvirtina, jog buvo naudotas pakankamas méginio kiekis, membrana tinkamai

pasidengé bei buvo atlikta teisinga proceduriné technologija.

Kontrolés standartai néra tiekiami su rinkiniu. Taciau, laikantis geros laboratorijos praktikos, tyrimo

veiksmingumo patvirtinimui rekomenduojama atlikti neigiama ir teigiama kontroles.

[APRIBOJIMAI]

1. greito testo panelis suteikia tik kokybinius preliminarius analitinius rezultatus. Norint gauti patvirtintg
rezultatg, batina atlikti antrinj analitinio metodo tyrima. Rekomenduolamas patvirtinimo metodas gali
bati dujy chromatografl]os/mamq spektroskopijos (GC/MC) metodas."

2. Jmanoma, jog tyrimg gali interferuoti techniné ar proceduriné klaida bei kiti nei$vardinti faktoriai, ir
sukelti klaidingus rezultatus.

3. Tam tikros medziagos $lapime (baliklis ir/ar aliuminis) gali sukelti klaidingq rezultaty atsiradima,
nepriklausomai nuo naudojamo analitinio metodo. Jei jtariate apie $iy medziagy buvima, tyrimg
pakartokite su nauju $lapimo méginiu.

4. Teigiamas rezultatas nenurodo kiekio ar intoksikacijos lygio, patekimo kelio ar koncentracijos
Slapime.

5. Neigiamas rezultatas nebatinai reikia, jog Slapime néra narkotiniy medziagy. Neigiamas rezultatas
gali bati gaunamas, jei narkotinés medziagos $lapime yra, taciau jos koncentracija yra Zemiau
slenkstinés tyrimo vertés.

6. Sis tyrimas nenurodo skirtumo tarp piktnaudziavimo narkotinémis medziagomis ir tam tikry
medikamenty vartojimo.

7. Teigiamas rezultatas gali bati gaunamas dél tam tikry maisto produkty ar maisto papildy vartojimo.
Alkoholis aplinkoje, pvz., kvepaluose, dezodorantuose, langy valiklyje, gali turéti jtakos atliekant
alkoholio testg. Todél batina imtis priemoniy ir uzkirsti kelig aplinkos agenty interferencijai tyrimo
vietoje.

8. Tyrimas yra skirtas tik alkoholio buvimo ar nebuvimo $lapime nustatymui. Tyrimas neparodo skirtumo
tarp alkoholio vartojimo ir alkoholio pasisavinimo vartojant vaistus.

[S.V.T/ KLASTOJIMO TESTO APRIBOJIMAI]

1. Klastojimo nustatymo testas yra pagalbiné priemoné nenormaliy méginiy nustatyme. Sie tyrimai

negali nustayti visy jmanomy klastojimo atvejy.

Oksidantai/PCC: normaliame Zmogaus $lapime néra oksidanty ar PCC. Didelis antioksidanty, tokiy

kaip askorbo rugstis, kiekis Slapime gali sukelti klaidingai neigiamus rezultatus oksidanty/PCC

laukelio rezultatus.

Specifinis tankis: didelis baltymy lygis $lapime gali sukelti nejprastai aukstos specifinio tankio vertés

nustatyma.

Nitritas: nitritas néra jprastas Zmogaus $lapimo komponentas. Taciau, $lapime aptinkamas nitritas

gali indikuoti apie $lapimo taky infekcijas ar bakterines infekcijas. > 20 mg/dL nitrito kiekis gali jtakoti

klaidingai teigiamo glutaraldehido rezultato atsiradima.

Glutaraldehidas paprastai néra aptinkamas $lapime. Taciau tam tikri metaboliniai sutrikimai, pvz.,

ketoacidozé (badavimas, negydomas diabetas, baltyminé dieta) gali interferuoti tyrimo rezultatus.

Kreatininas: normalus kreatinino lygis yra nuo 20 iki 350 mg/dL. Retais atvejais, tam tikros inksty ligos

gali sukelti teigiamo élapimo skiedimo rezultato atsiradima.

Baliklis: normaliame zmogaus $lapime baliklis néra aptinkamas. Didelis baliklio kiekis méginyje gali

sukelti klaidingai neigiama baliklio testo laukelio rezultata.

[TIKETINOS REIKSMES]

Neigiamas rezultatas reiSkia, jog narkotiniy medziagy koncentracija yra Zemiau aptinkamo lygio.

Teigiamas rezultatas reiskia, jog narkotiniy medziagy koncentracija yra auk$tesné nei aptinkamas kiekis.

[VEIKSMINGUMO CHARAKTERISTIKA]

Tikslumas

Buvo atliekama lyginamoji studija, naudojant Multi-Drug greito testo panelj ir komerci$kai jsigytus greitus

narkotiniy medziagy testus. Tyrimas buvo atliekamas naudojant apie 250 méginiy narkotiniy medziagy

tipui su $lapimu, surinktu i§ asmeny, dalyvavusiy narkotiniy medziagy skryningo tyrime. Numanomai
teigiami méginiai buvo patvirtinti atliekant GC/MS.
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Metodas GC/MS Ot
Multi-Drug greito testo panelis Teigiamas Neigiamas * atitikimas su GC/MS
ACE Teigiamas 29 1 93.5%
5,000 Neigiamas 2 68 98.6%
AMP Teigiamas 103 3 98.1%
1,000 Neigiamas 2 142 97.9%
AMP Teigiamas 110 2 99.1%
500 Neigiamas 137 98.6%
AMP Teigiamas 116 2 99.1%
300 Neigiamas 1 131 98.5%
BAR Teigiamas 98 2 96.1%
300 Neigiamas 4 146 98.6%
BAR Teigiamas 101 3 95.3%
200 Neigiamas 5 141 97.9%
BZO Teigiamas 112 3 98.2%

Metodas GC/MS S
Multi-Drug greito testo panelis Teigiamas Neigiamas % atitikimas su GC/MS
300 Neigiamas 155 99.4%
EDDP Teigiamas 95 5 96.9%
100 Neigiamas 3 147 96.7%
FYL Teigiamas 79 98.8%
20 Neigiamas 1 169 99.4%
FYL Teigiamas 80 1 98.8%
10 Neigiamas 1 168 99.4%
Teigiamas 78 3 97.5%
K2-50 Neigiamas 2 167 98.2%
Teigiamas 82 2 97.6%
K2-30 Neigiamas 2 164 98.8%
Teigiamas 82 3 97.6%
K2-25 Neigiamas 2 163 98.29
Teigiamas 42 2 97.79
6-MAM10 Neigiamas 1 105 98.19
Teigiamas 103 3 98.1%
MDAS500 Neigiamas 2 142 97.9%
Teigiamas 83 97.6%
ETG500 Neigiamas 2 164 99.4%
Teigiamas 81 1 95.3%
ETG1.000  —Ngigiamas 2 164 99.4%
CLO Teigiamas 101 1 97.1%
400 Neigiamas 3 145 99.3%
CLO Teigiamas 103 2 99.0%
150 Neigiamas 1 144 98.6%
Teigiamas 33 1 94.39
LSD 20 Neigiamas 2 64 98.59
Teigiamas 32 1 94.19
LSD 50 Neigiamas 2 &5 98.5
Teigiamas 35 1 94.6%
MPD Neigiamas 2 62 98.4%
Z0L Teigiamas 20 2 90.9%
Neigiamas 2 66 97.1%
Teigiamas 19 2 90.5%
MEP100 Neigiamas 2 o4 97.0%
Teigiamas 28 1 93.3%
MDPV1000 Neigiamas 2 69 98.6%
Teigiamas 27 1 93.19
MDPV 500 Neigiamas 2 59 98.39
Teigiamas 121 1 98.4%
DlA 300 Neigiamas 2 126 99.2%
Teigiamas 121 1 98.4%
DIA 200 Neigiamas 2 126 99.2%
Teigiamas 1 2 86.4%
Z0P 50 Neigiamas 3 59 97.2%
Teigiamas 20 4 90.9%
MCAT 500  Reigiamas 2 76 95.0%
Teigiamas 32 1 94.1%
TACL300 ™ Neigiamas 2 23 97.7%
_ Teigiamas 35 1 94.6%
TACL200  gidiamas 2 20 97.6%
_ Teigiamas 36 1 94.7%
TACL100  gigiamas 2 39 97.5%
Teigiamas 36 1 94.7%
CFYLS00  —Nigiamas 2 72 98.6%
Teigiamas 21 3 91.3%
CAF 1000 —qgigiamas 2 56 95.7%
Teigiamas 19 2 90.5%
CAT 150 Neigiamas 2 73 97.3%
Teigiamas 23 2 92.0%
TRO 350 Neigiamas 2 64 97.0%
Teigiamas 20 2 90.9%
ALP 100 Neigiamas 2 74 97.4%
Teigiamas 23 2 92.0%
ABP 10 Neigiamas 2 68 97.1%
% Atitikimas su komerciskai jsigytu rinkiniu
ACE | AMP | AMP | AMP | BAR | BAR | BZO | BZO | BZO | BZO | BUP
5,000 | 1,000 [ 500 300 300 200 500 300 200 100 10
;z'(?k'ﬁn";a: * [>99.9%]>99.9%(>99.9%>99.9%[>99.9%>99.9%(>99.9%>99.9%(>99.9%>99.9%)
ffn'ﬁglfnrga: * [>99.9%]>99.9%(>99.9%>99.9%[>99.9%>99.9%(>99.9%>99.9%(>99.9%>99.9%)
?eezl;l.lcl’tgtai * [»99.9%[>99.9%[>99.9%(>99.9%|>99.9%|>99.9%[>99.9%(>99.9%|>99.9%]|>99.9%)
BUP | COC | COC [ COC | COC | THC | THC | THC | MTD | MTD | MET
5 300 200 150 100 150 50 25 300 200 [ 1,000
Xﬁ"ﬁ:ﬁn"is * [>99.9% * * [>99.9%>99.9%>99.9%|>99.9%)|>99.9%|>99.9%|>99.9%
Neigiamas |+ l>g9.9%| * * |>99.9%|>99.9%|>99.9%|>99.9%|>99.9%|>99.9%|>99.9%
Bondi o | * pooswu| * |>99.9%|>99.9%|>99.9%|>99.9%|>99.9%|>99.9%|>99.9%

Metodas GC/MS o
Multi-Drug greito testo panelis Teigiamas Neigiamas % atitikimas su GC/MS
500 Neigiamas 2 133 97.8%
BZO Teigiamas 121 1 98.4%
300 Neigiamas 2 126 99.2%
BZO Teigiamas 127 2 99.2%
200 Neigiamas 120 98.4%
BZO Teigiamas 128 3 99.2%
100 Neigiamas 1 118 97.5%
BUP Teigiamas 105 0 99.1%
10 Neigiamas 1 144 >99.9%
BUP Teigiamas 105 0 99.1%
5 Neigiamas 1 144 >99.9%
coc Teigiamas 111 3 98.2%
300 Neigiamas 2 134 97.8%
CcOoC Teigiamas 40 0 >99.9%
200 Neigiamas 0 60 >99.9%
CcOoC Teigiamas 116 4 98.3%
150 Neigiamas 2 128 97.0%
CcOoC Teigiamas 117 4 99.2%
100 Neigiamas 1 128 97.0%
THC Teigiamas 85 3 95.5%
300 Neigiamas 4 158 98.1%
THC Teigiamas 85 4 93.4%
200 Neigiamas 6 155 97.5%
THC Teigiamas 86 4 94.5%
150 Neigiamas 5 155 97.5%
THC Teigiamas 92 3 97.9%
50 Neigiamas 2 153 98.1%
THC Teigiamas 94 3 97.9%
30 Neigiamas 2 151 98.1%
THC Teigiamas 95 4 96.9%
25 Neigiamas 3 148 97.4%
MTD Teigiamas 89 2 98.9%
300 Neigiamas 1 158 98.8%
MTD Teigiamas 91 2 98.7%
200 Neigiamas 1 156 98.7%
MET Teigiamas 76 5 96.2%
1,000 Neigiamas 3 166 97.1%
MET Teigiamas 83 5 97.6%
500 Neigiamas 2 160 97.0%
MET Teigiamas 88 4 97.8%
300 Neigiamas 2 156 97.5%
MDMA Teigiamas 99 1 98.0%
1,000 Neigiamas 2 148 99.3%
MDMA Teigiamas 102 1 98.1%
500 Neigiamas 2 145 99.3%
MDMA Teigiamas 103 1 98.1%
300 Neigiamas 2 144 99.3%
MOP Teigiamas 95 7 95.0%
300 Neigiamas 5 143 95.3%
MOP Teigiamas 95 6 95.0%
200 Neigiamas 5 144 96.0%
MOP Teigiamas 98 5 97.0%
100 Neigiamas 3 144 96.6%
maL Teigiamas 79 11 89.8%
Neigiamas 9 151 93.2%
oPI Teigiamas 117 8 96.7%
Neigiamas 4 121 93.8%
PCP Teigiamas 85 5 92.4%
Neigiamas 7 153 96.8%
PPX Teigiamas 97 9 96.0%
Neigiamas 4 140 94.0%
Teigiamas 91 13 94.8%
TCA Neigiamas 5 141 91.6%
TML Teigiamas 82 12 88.2%
100 Neigiamas 11 145 92.4%
TML Teigiamas 82 6 88.2%
200 Neigiamas 11 151 96.2%
TML Teigiamas 81 6 88.0%
300 Neigiamas 11 152 96.2%
KET Teigiamas 77 3 97.5%
1,000 Neigiamas 2 168 98.2%
KET Teigiamas 81 3 97.6%
500 Neigiamas 2 164 98.2%
KET Teigiamas 89 4 96.7%
300 Neigiamas 3 154 97.5%
KET Teigiamas 97 4 96.0%
100 Neigiamas 4 145 97.3%
OXY Teigiamas 84 1 97.7%
100 Neigiamas 2 163 99.4%
CcoT Teigiamas 88 4 96.7%
200 Neigiamas 3 155 97.5%
CoT Teigiamas 93 3 97.9%
100 Neigiamas 2 152 98.1%
EDDP Teigiamas 92 1 97.9%
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MET | MET |MDMA |MDMA [MDMA | MOP | MOP
500 | 300 | 1,000 | 500 | 300 | 300 | 100 | MQL | OPI | PCP | PPX
;ﬁ"?k'f’mmais >99.9%|>99.9%(>99.9%>99.9%| *  [>99.9%[>99.9%[>99.9%| *  [>99.9%/>99.9%)
;{ﬁﬂfﬂ";is >99.9%|>99.9%|>99.9%(>99.9%| *  [>99.9%[>99.9%|>99.9%| *  [>99.9%|>99.9%
?ei?;?t:tai >09.9%|>99.9%(>99.9%(>99.9%| *  [>99.9%[>99.9%[>99.9%| * [>99.9%|>99.9%)
TML | TML | TML | KET | KET | KET | KET COT | coT
TCA | 400 | 200 | 300 |1,000| 500 | 300 | 100 | XY | 200 | 100
[Teigiamas * * * * * *
A >99.9%(>99.9%(>99.9%[>99.9%|
Neigiamas * * * * * *
e 1>99.9%(>99.9%(>99.9%>99.9%|
Bendri * " " * * *
o e 1>99.9%(>99.9%(>99.9%(>99.9%|
EDDP|EDDP| FYL | FYL | K2 | K2 | K5 [6-MAM| MDA | ETG | ETG | CLO
300 [ 100 | 20 | 10 | 50 | 30 | 25 | 10 | 500 | 500 |1,000| 400
[Teigiamas N B B B N B B N B N B
Atitikimas
Neigiamas N N B B N B B N B N B
Atitikimas
Bendri N N B B B B B N B N B
rezultatai
THC MEP [MDP | DIA | DIA | ZOP |MCA
CLOILSDILSD yipp | zow | THE 1s0r30| MOF Moo | v | 300 | 200 |50 | T
0 1000 500
ITeigiamas . * * « [®99.9| . * * * * * * *
Atitikimas %
Neigiamas . * * « [?99.9| . * * * * * * *
Atitikimas %
Bendri * * * « [?99.9| . * * * * * * *
rezultatai %
7-ACL|7-ACL | 7-ACL| CFYL | CAF | CAT | TRO | ALP |MDPV| ABP
300 100 | 500 | 1000 | 150 | 350 500 | 10

ITeigiamas Atitikimas

* * * * * *

Neigiamas Atitikimas

* * * * * *

Bendri rezultatai

* * * * * *

* Pastaba: remiantis GC/MS duomenimis vietoje komerciskai jsigyto rinkinio.

Preciziskumas

Studija buvo atliekama trijose ligoninése, naudojant tris skirtingas produkto partijas dél preciziSkumo
tyrimo ribose, tarp tyrimy ir tarp operatoriy nustatymo. Identiska koduoty méginiy kortelé su narkotinémis
medZziagomis ties slenkstiniy verciy koncentracijomis + 50% ir £25%, buvo pazymétos, uzkoduotos ir
tirtos kiekvienoje vietoje. Rezultatai pateikiami Zemiau:

ACETAMINOPHEN (ACES5,000)

Amphetamine n Vieta A Vieta B Vieta C
konc. (ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
2,500 10 10 0 10 0 10 0
3,750 10 9 1 9 1 8 2
6,250 10 1 9 1 9 1 9
7,500 10 0 10 0 10 0 10
AMPHETAMINE (AMP 1,000)
Amphetamine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 8 2 9 1
1,250 10 1 9 2 8 2 8
1,500 10 0 10 0 10 0 10
AMPHETAMINE (AMP 500)
Amphetamine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 9 1
625 10 2 8 1 9 2 8
750 10 0 10 0 10 0 10
AMPHETAMINE (AMP 300)
Amphetamine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + _ +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 8 2 8 2 8 2
375 10 2 8 2 8 2 8
450 10 0 10 0 10 0 10

BARBITURATES (BAR 300)

Secobarbital n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 8 2 9 1
375 10 2 8 1 9 2 8
450 10 0 10 0 10 0 10
BARBITURATES (BAR 200)
Secobarbital n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 1 9
300 10 0 10 0 10 0 10
BENZODIAZEPINES (BZO 500)
Oxazepam n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 8 2 9 1 8 2
625 10 1 9 2 8 1 9
750 10 0 10 0 10 0 10
BENZODIAZEPINES (BZO 300)
Oxazepam n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
BENZODIAZEPINES (BZO 200)
Oxazepam n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 8 2 9 1
250 10 1 9 1 9 2 8
300 10 0 10 0 10 0 10
BENZODIAZEPINES (BZO 100)
Oxazepam n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 8 2 7 3
125 10 1 9 1 9 2 8
10 0 10 0 10 0 10
BUPRENORPHINE (BUP 10)
Buprenorphine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
5 10 10 0 10 0 10 0
7.5 10 9 1 9 1 8 2
12.5 10 1 9 1 9 1 9
15 10 0 10 0 10 0 10
BUPRENORPHINE (BUP 5)
Buprenorphine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
2.5 10 10 0 10 0 10 0
3.75 10 9 1 9 1 8 2
6.25 10 1 9 1 9 1 9
7.5 10 0 10 0 10 0 10
COCAINE (COC 300)
Benzoylecgonine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
COCAINE (COC 200)
Benzoylecgonine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - [+ R - [+
0 10 10 ] 0 10 ] 0 10 [ o

100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 1 9
300 10 0 10 0 10 0 10
COCAINE (COC 150)
Benzoylecgonine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0
112.5 10 9 1 9 1 9 1
187.5 10 2 8 2 8 2 8
225 10 0 10 0 10 0 10
COCAINE (COC 100)
Benzoylecgonine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 9 1 9 1
125 10 2 8 2 8 2 8
150 10 0 10 0 10 0 10
MARIJUANA (THC300)
11-nor-A9-THC-9 COOH n Vieta A Vieta B Vieta C
Concentration (ng/mL) vietoje - + - + - +
0 0 10 0 10 0 10 0
150 0 10 0 10 0 10 0
225 0 8 2 9 1 9 1
375 0 2 8 3 7 1 9
0 0 10 0 10 0 10
MARIJUANA (THC200)
11-nor-A°%-COOH n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 2 8 1 9 1 9
300 10 0 10 0 10 0 10
MARIJUANA (THC150)
11-nor-A%-COOH n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0
1125 10 9 1 9 1 9 1
187.5 10 2 8 1 9 1 9
225 10 0 10 0 10 0 10
MARIJUANA (THC50)
11-nor-A°%-COOH n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
37.5 10 9 1 8 2 9 1
62.5 10 1 9 1 9 2 8
75 10 0 10 0 10 0 10
MARIJUANA (THC25)
11-nor-A°%-COOH n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
125 10 10 0 10 0 10 0
18.75 10 8 2 8 2 8 2
31.25 10 1 9 1 9 2 8
37.5 10 0 10 0 10 0 10
MARIJUANA (THC30)
11-nor-A°-COOH n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - - + -
0 0 10 0 10 0 10 0
15 0 10 0 10 0 10 0
22.5 0 9 1 9 1 9 1
37.5 0 2 8 2 8 1 9
45 0 0 10 0 10 0 10
METHADONE (MTD300)
Methadone n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
METHADONE (MTD200)
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Methadone n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0 750 10 9 1 8 2 9 1
konc.(ng/mL) vietoje - + - + - + 50 10 10 0 10 0 10 0 1,250 10 1 9 1 9 2 8
0 10 10 0 10 0 10 0 75 10 9 1 9 1 9 1 1,500 10 0 10 0 10 0 10
100 10 10 0 10 0 10 0 125 10 1 9 1 9 1 9 KETAMINE (KET500)
150 10 8 2 8 2 8 2 150 10 0 10 0 10 0 10 Ketamine konc. (ng/mL) . T . Vieta A Vieta B Vieta C
250 10 1 9 1 9 2 8 METHAQUALONE (MQL 300) vietoje - + - + - +
300 10 0 10 0 10 0 10 Methaqualone n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0
METHAMPHETAMINE (MET1,000) konc.(ng/mL) vietoje | - + B ¥ B T 250 10 10 | 0 [10 ] 0 |10 0
Methamphetamine n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0 375 10 9 1 9 1 8 2
konc.(ng/mL) vietoje [ - - - + - + 150 10 70 | 0 [10 [0 [10] 0 625 10 T 19 | 19|28
0 10 10 0 10 0 10 0 225 10 9 1 9 1 9 1 750 10 0 10 0 10 0 10
500 10 10 0 10 0 10 0 375 10 1 9 1 9 1 9 KETAMINE (KET300)
750 10 9 1 9 1 9 1 450 10 0 10 0 10 0 10 Ketamine konc.(ng/mL) n Vieta A Vieta B Vieta C
1,250 10 1 9 2 8 1 9 MORPHINE/OPIATE (OPI 2,000) vietoje - + - + - +
1,500 10 0 10 0 10 0 10 Morphine on Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0
METHAMPHETAMINE (MET 500) konc.(ng/mL) vietoje - + - + - + 150 10 10 0 10 0 10 0
Methamphetamine n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0 225 10 9 1 9 1 9 1
konc.(ng/mL) vietoje [ - ¥ N + - + 1,000 10 0] 0 |10 ] 0100 375 10 1 9 1 9 1 9
0 10 10 0 10 0 10 0 1,500 10 9 1 9 1 9 1 450 10 0 10 0 10 0 10
250 10 10 0 10 0 10 0 2,500 10 1 9 1 9 1 9 KETAMINE (KET100)
375 10 9 1 9 1 9 1 3,000 10 0 10 0 10 0 10 Ketamine konc.(ng/mL) n Vieta A Vieta B Vieta C
625 10 1 9 1 9 1 9 PHENCYCLIDINE (PCP) . vietoje - + - + - +
750 10 0 10 0 10 0 10 Phencyclidine n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0
METHAMPHETAMINE (MET300) konc.(ng/mL) vietoje - + - + - + 50 10 10 0 10 0 10 0
Methamphetamine n Vieta A Vieta B Vieta C 0 0 o T o Tl ol w0l 75 10 9 | 1 [ 9 [ 1 [ 9 |1
konc.(ng/mL) vietoje - + - + - + 125 10 10 0 10 0 10 0 125 10 1 9 1 9 2 8
0 10 10 0 10 0 10 0 - 150 10 0 10 0 10 0 10
18.75 10 2 9 1 9 1
150 10 10 0 10 0 10 0 OXYCODONE (0XY100)
225 10 9 1 9 1 9 1 31.25 10 S I T O ) Oxycadone kone.(ng/mL) n Vieta A Vieta B Vieta C
375 10 1 9 1 9 1 9 375 10 0 10 0 10 0 10 vietoje - + - + - +
450 10 0 10 0 10 0 10 PROPOXYPHENE (PPX) 0 10 10 0 10 0 10 0
METHYLENEDIOXYMETHAMPHETAMINE (MDMA1, 000) Ecstasy Propoxyphene n Vieta A Vieta B Vieta C 50 10 10 [ 0o [10] 0o 10]o
" " : - - konc.(ng/mL) vietoje - + - + - + 75 10 9 1 9 1 9 1
Methylenedioxymethamphetamine n Vieta A Vieta B Vieta C 0 10 10 0 0 0 10 0 125 10 1 9 1 9 1 9
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0 150 10 10 0 10 0 10 0 150 10 0 10 0 10 0 10
500 0 o T o T T o T o 225 10 8 | 2 | 9 | 1 9 1 COTININE (COT 200)
750 0 s 1 9 11 & 2 375 10 1 9 | 1 9 1 9 Cotinine konc.(rghmL) n Vieta A Vieta B Vieta C
450 10 0 10 0 10 0 10 vietoje - + - + - +
1,250 10 1 9 1 9 1 9 L
1.500 10 0 10 0 10 0 10 TRICYCLIC ANTIDEPRESSANTS (TCA) i i i 0 10 10 0 10 0 10 0
METHYLENEDIOXYMETHAMPHETAMINE (MDMA 500) Ecstasy Nortriptyline n Vieta A Vieta B Vieta C 100 10 0] o[]o]1w][]oO
oo ] - - - konc.(ng/mL) vietoje - + - + N + 150 10 9 1 9 ] ) ]
Methylenedioxymethamphetamine n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0 250 10 1 9 1 9 2 8
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0 500 10 10 0 10 0 10 0 300 10 0 10 0 10 0 10
250 0 o T o T T o T o 750 10 9 | 1 8 | 2 | 8 | 2 COTININE (COT 100)
375 0 s T2 T 9 11 19 1 1,250 10 1 9 | 1 9 1 9 Cotinine konc.(rghmL) n Vieta A Vieta B Vieta C
1,500 10 0 10 0 10 0 10 vietoje - + - + - +
625 10 1 9 1 9 1 9 >
750 10 0 0 o 01 0 10 TRAMADOL (TML 100) 0 10 10 0 10 0 10 0
n Vieta A Vieta B Vieta C 50 10 10 0 10 0 10 0
METHYLENEDIOXYMETHAMPHETAMINE (MDMA 300) Ecstasy Tramadol konc.(ng/mL) L
VT - - - vietoje B + - + . ¥ 75 10 9 1 9 1 9 1
Methylenedioxymethamphetamine n Vieta A Vieta B Vieta C 0 10 10 0 10 0 10 0 125 10 ] 9 1 9 1 9
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0 50 10 10 0 10 0 10 0 150 10 0 10 0 10 0 10
250 10 10 0 10 0 10 0 75 10 9 1 9 1 8 2 2-ETHYLIDENE-1,5-DIMETHYL-3,3-DIPHENYLPYRROLIDINE (EDDP 300
375 10 8 2 9 1 7 3 125 10 1 9 1 9 2 8 EDDP konc.(ng/mL) Vie?o_e Vieta /3; Vieta B+ Vieta C+
625 10 2 8 1 9 1 9 150 10 0 10 0 10 0 10 j - - _
750 10 0 10| 0 | 10| 0 | 10 TRAMADOL (TML 200) 0 10 0] of 10 of 10] o
MORPHINE (MOP 300) Tramadol konc.(ng/mL) viert]o'e V|etaA+ Vieta B+ Vieta C+ 150 10 10 0 10 0 10 0
Morphine n Vieta A Vieta B Vieta C 5 101 1-0 . 1-0 . 1-0 . ;52 18 ? g 2 ; ? ;
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0 100 10 10 0 10 0 10 0 450 10 0 10 0 10 0 10
150 10 10 0 10 0 10 0 150 10 9 1 9 1 8 2 2-ETHYLIDENE-1,5-DIMETHYL-3,3-DIPHENYLPYRROLIDINE (EDDP 100
225 10 9 1 9 1 9 1 250 10 1 9 1 9 2 8 EDDP konc.(ng/mL) Vie?o_e Vieta /3; Vieta B+ Vieta C+
375 10 1 9 1 9 1 9 300 10 0 10 0 10 0 10 ) - - -
450 10 0 |10 ] 0 | 10| 0o |10 TRAMADOL (TML 300) 0 10 [ 10 of 0] of 10[ o
MORPHINE (MOP 200) Tramadol konc.(ng/mL) viert]o'e V|etaA+ Vieta B+ Vieta C+ 50 10 10 0 10 0 10 0
Morphine n Vieta A Vieta B Vieta C s 101 1-0 . 1-0 L 1-0 0 17255 18 ? ; ? ; ? ;
konc.(ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0 150 10 10 0 10 0 10 0 150 10 0 10 0 10 0 10
100 0 0 T o T o 70 o 225 10 9 | 1 9 | 1 8 | 2 FENTANYL (FYL20)
150 10 7 3 9 1 9 1 375 10 1 9 1 9 2 8 FYL konc.(ng/mL) VieToje Vieta A+ Vieta B+ Vieta C+
250 0 T o T2 T8 1 9 450 10 0 |10 ] 0 [ 10] 0|10 - - -
300 10 0 10 0 10 0 10 KETAMINE (KET1, 000) i i ‘ 0 10 10 0 10 0 10 0
MORPHINE (MOP 100) Ketamine konc.(ng/mL) R A | ViewB | VielC 10 10 [ o] of 10 of 10[ o
Morphine n | VietaA [ VietaB [ VietaC | d - - - 15 10 9 1 9 1 9 1
konc.(ng/mL) vietoje |- [+ | - [ + | - ] + | 0 10 10 0 10 0 10 0 25 10 1 9 1 9 1 9
500 10 10 0 10 0 10 0 30 10 0 10 0 10 0 10
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FENTANYL (FYL10)

FYL konc.(ng/mL) viert]oje _V'eta A+ _Vleta B+ _\/leta C+
0 10 0] 0| 10| 0] 10| o
5 10 0] 0 0] 0 0] 0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 1 9
15 10 0 10 0 10 0 10
K2 50
K2 konc.(ng/mL) viert]oje _Vleta A+ _Vleta B+ _\/|eta c+
0 10 0] 0| 10] 0| 10| o
25 10 0] 0| 10| o] 10| o
375 10 8 2 8 2 9 T
62.5 10 1 9 2 8 > 3
75 10 0 10| 0 10| o 10
K2 30
K2 konc.(ng/mL) vie?oje _VletaA+ _Vleta B+ -V|eta c+
0 10 10 0 10 0 10 0
15 10 0] 0| 10| 0| 10| o
225 10 8 2 9 1 9 1
375 10 1 9 1 9 1 3
45 10 0| 10] 0| 10] o] 10
K2 25
K2 konc.(ng/mL) vie?oje _VletaA+ _Vleta B+ -V|eta c+
0 10 10 0 10 0 10 0
125 10 0] o 10 o 10| o
18.75 10 7 3 8 2 8 >
31.25 10 1 9 1 9 2 8
375 10 o[ 10 o[ 10 o] 10
6-MAM
6-MAM konc.(ng/mL) vie?oje _V'eta A+ _Vleta B+ _\/leta C+
0 10 0] 0 0] 0 0] 0
5 10 10| 0| 10| 0| 10| o0
75 10 9 1 9 1 9 1
125 10 1 9 1 9 1 3
15 10 0 10 0 10 0 10
MDA 500
MDA konc.(ng/mL) viert]oje _Vleta A+ _Vleta B+ _\/|eta c+
0 10 10 0 10 0 10 0
250 10 10 o| 10| o 10| o
375 10 9 1 9 1 9 1
625 10 1 9 1 9 1 9
750 10 0o 10 o[ 10 o] 10
ETG500
i L Vieta A Vieta B Vieta C
EhyGuoroide | e VoA | Vems | Ve
0 10 0] o] 10 of 10| o
250 10 0] of 0] of 10 o
375 10 8 2 8 2 9 1
625 10 1 9 2 8 2 8
750 10 0 0] o 10] o 10
ETG1,000
Ethyl Glucuronide  vieto Vieta A Vieta B Vieta C
konc.( (ng/mL) d B ; N " - S
0 10 0] of 10 of 10] o
500 10 0] of 0] of 10 o
750 10 8 2 8 2 9 1
1250 10 1 9 2 3 > A
1500 10 0 0] o 10] o 10
CLO 400
o Vieta A Vieta B Vieta C
Shrazepar, vt _VeEA | Ve | VewG
0 10 10 0 10 0 10 0
200 10 0] of 10 of 10 o
300 10 9 1 8 2 9 1
500 10 1 9 2 3 1 3
600 10 0 10| 0| 10] o 10
CLO 150

Clonazepam . Vieta A Vieta B Vieta C
konc.( (ng/mL) n vietoje - + - + _ +
0 10 10 0 10 0 10 0
75 10 10 0 10 0 10 0
112 10 9 1 8 2 9 1
187 10 1 9 2 8 1 9
225 10 0 10 0 10 0 10
LsSD 20
Clonazepam . Vieta A Vieta B Vieta C
konc.( (ng/mL) n vietoje - + - + N +
0 10 10 0 10 0 10 0
10 10 10 0 10 0 10 0
15 10 9 1 9 1 9 1
25 10 1 9 1 9 1 9
30 10 0 10 0 10 0 10
LSD 50
Clonazepam A Vieta A Vieta B Vieta C
konc.( (ng/mL) n vietoje - + - + - +
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
37.5 10 9 1 9 1 9 1
62.5 10 1 9 1 9 1 9
75 10 0 10 0 10 0 10
MP
Methylphenidate (Ritalin) L Vieta A Vieta B Vieta C
konc.( (ng/mL) n vietoje - + - + - +
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 8 2 9 1
375 10 1 9 2 8 1 9
450 10 0 10 0 10 0 10
ZoL
Zolpidem L Vieta A Vieta B Vieta C
konc.( (ng/mL) n vietoje - + - + _ +
0 10 10 0 10 0 10 0
25 10 9 1 10 0 10 0
75 10 0 10 1 9 0 10
MEPHEDRONE (MEP 100)
Mephedrone HCI n Vieta A Vieta B Vieta C
konc.( (ng/mL) vietoje - + - + - +
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 9 1 8 2 9 1
125 10 2 8 2 8 2 8
150 10 0 10 0 10 0 10
3, 4-METHYLENEDIOXYPYROVALERONE (MDPV1000)
hylened , 4= | n Vieta A Vieta B Vieta C
methylenedioxypyrovalerone L
konc.( (ng/mL) vietoje - + - + -
0 10 10 0 10 0 10 0
500 10 10 0 10 0 10 0
750 10 9 1 9 1 8 2
1250 10 1 9 1 9 1 9
1500 10 0 10 0 10 0 10
3, 4-METHYLENEDIOXYPYROVALERONE (MDPV500)
.y d3~ 4- | n Vieta A Vieta B Vieta C
methylenedioxypyrovalerone L
konc.( (ng/mL) vietoje - - - +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 9 1 8 2
625 10 2 8 1 9 1 9
750 10 0 10 0 10 0 10
DIAZEPAM (DIA 300)
. n Vieta A Vieta B Vieta C
Diazepam konc.( (ng/mL) vietoje . " - " - "
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 9 1 9 1 9 1
375 10 1 9 1 9 1 9
450 10 0 10 0 10 0 10
DIAZEPAM (DIA 200)

Vieta A Vieta B Vieta C
Diazepam konc.( (ng/mL) vie?oje . " . " . "
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 9 1 9 1 9 1
250 10 1 9 1 9 1 9
300 10 0 10 0 10 0 10
ZOPICLONE (ZOP 50)
Zopiclone n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje [ _ + - + - +
0 10 10 0 10 0 10 0
25 10 10 0 10 0 10 0
37.5 10 9 1 8 2 9 1
62.5 10 2 8 2 8 2 8
75 10 0 10 0 10 0 10
METHCATHINONE (MCAT 500)
Methcathinone n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje B + B + N +
0 10 10 0 10 0 10 0
250 10 10 0 10 0 10 0
375 10 9 1 8 2 9 1
625 10 2 8 2 8 2 8
750 10 0 10 0 10 0 10
7-ACL(300)
7. Ami n Vieta A Vieta B Vieta C
- Aminoclonazepam konc. (ng/mL) vietoje " " " " - "
0 10 10 0 10 0 10 0
150 10 10 0 10 0 10 0
225 10 8 2 9 1 9 1
375 10 2 8 2 8 3 7
450 10 0 10 0 10 0 10
7-ACL(200)
. Vieta A Vieta B Vieta C
7- Aminoclonazepam konc.(ng/mL) vie?oje " " " - "
0 10 10 0 10 0 10 0
100 10 10 0 10 0 10 0
150 10 8 2 9 1 8 2
250 10 2 8 2 8 2 8
300 10 0 10 0 10 0 10
7-ACL(100)
) Vieta A Vieta B Vieta C
7- Aminoclonazepam konc.(ng/mL) vie?oje N n N " N "
0 10 10 0 10 0 10 0
50 10 10 0 10 0 10 0
75 10 7 3 7 3 9 1
125 10 2 8 1 9 2 8
150 10 0 10 0 10 0 10
CARFENTANYL(CFYL500)
Carfentany! n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + B +
0 0 10 0 10 0 10 0
250 0 10 0 10 0 10 0
375 0 7 3 9 1 8 2
625 0 2 8 1 9 2 8
750 0 0 10 0 10 0 10
CAFFEINE (CAF 1000)
Caffeine n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + _ +
0 0 10 0 10 0 10 0
500 0 10 0 10 0 10 0
750 0 9 1 8 2 9 1
1250 0 2 8 2 8 2 8
1500 0 0 10 0 10 0 10
CATHINE (CAT 150)
(+)-Norpseudoephedrine HCI n Vieta A Vieta B Vieta C
konc.(ng/mL) vietoje - + - + - +
0 0 10 0 10 0 10 0
75 0 10 0 10 0 10 0
112.5 0 9 1 8 2 9 1
187.5 0 2 8 2 8 2 8
225 0 0 10 0 10 0 10
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TROPICAMIDE (TRO)

+300% Slenkstv. [ 0 [30] 0 [30] 0 [30] 0 [30]

0J30]0J30]o0J30]o0T[30]

Tropi . n Vieta A Vieta B Vieta C
ropicamide konc. (ng/ml) vietoje " " " " " "
0 0 10 0 10 0 10 0
175 0 10 0 10 0 10 0
262.5 0 8 2 8 2 8 2
437.5 0 2 8 2 8 2 8
525 0 0 10 0 10 0 10
ALPRAZOLAM (ALP)
Alprazolam konc. (ng/ml) viert‘oje _Vleta A+ _\/le a B+ _\/le a C+
0 0 0 0 0 0 0 0
50 0 0 0 0 0 0 0
75 0 0 0 0 0 0 0
25 0 9 1 8 2 9 1
50 0 2 8 2 8 2 8
AB-PINACA (ABP10)
AB-PINACA konc. (ng/mL) vie?oje _Vleta A+ _Vleta B+ _Vleta C+
0 0 10 0 10 0 10 0
5 0 10 0 10 0 10 0
7.5 0 8 2 8 2 9 1
12.5 0 2 8 3 7 1 9
15 0 0 10 0 10 0 10
Analitinis jautrumas
| puluotg S$lapimg be narkotiky buvo pridéta narkotiniy medziagy nurodytomis koncentracijomis.
Rezultatai yra pateikiami lentelése Zemiau
Nark.medzkoncen- | ACE 1 AMP 1 s\p500 |AMP 300|BAR 300|BAR 200 BZ0500 | BZ0300
tracija 5000 1,000
Slenkstinés ribos B O e + | -+ -]+]-1+
0% Slenkst.v. 30| 0 (30| 0|30 0(30|0 0|30 0(3]0]|30]0
-50% Slenkst.v. 30| 0 (300|300 (30|0 0|30 0(3]0]|30]0
-25% Slenkst.v. 26| 4 (26| 4 |25(5|27] 3 31264 (27| 3|27 3
Slenkst.v. 1411615 | 15[ 15[ 15| 15| 15 14115 | 15[ 15[ 15|15 15
+25% Slenkst.v. 31273 |27 3|27 4 |26 26| 3 |27| 4 [26] 3 |27
+50% Slenkst.v. 0 [30] 0 |30f0([30] 0|30 300 [30] 0300 |30
+300% Slenkst.v. 0 [30]0|30f0([30] 0|30 300 [30] 0300 |30
Nark.rr}edz_._koncen- BZ0200 | BZO100 | BUP 10 | BUP 5 [COC300|COC 200|COC 150{COC100
racija
Slenkstinéjzs ribos M M + M M M + M
0% Slenkst.v. 30[0|30[0|30(0(|30(0 0300 |30|0([3]0
-50% Slenkst.v. 30[0|30[0|30f0(|30(0 0300 |30 0([3]0
-25% Slenkst.v. 27| 3 |27 3 |26 4 |26 4 4 (26| 4 |27|3 |27 3
Slenkst.v. 16 (14|14 |16 [ 14|16 | 14| 16 17 114 (16|16 | 14 [ 16 | 14
+25% Slenkst.v. 3|27 3 |27]|3|27| 3 |27 27| 3 |27 4 |26 4 |26
+50% Slenkst.v. 0 |30[0|30[0]|30|0]30 30| 0 [30]0]|30[0]30
+300% Slenkst.v. 0 |30]0|30[0]|30|O0]30 30| 0 [30]0]|30[0]30
Nark.medzkoncen- | Thc150 | THC50 | THC25 |MTD300 [MTD200| MET | METS00 | MET300
tracija 1,000
Slenkstinés ribos N N N N N + -+ -]+ -]+
0% Slenkst.v. 30[ 0300 |30[0|30[0 0300 |30 0(30]0
-50% Slenkst.v. 30[0|30[0|30(0(|30(0 0300 |30 0([3]0
-25% Slenkst.v. 27| 3 |26 4 |27 3 |26 4 51273 |27|3([27] 3
Slenkst.v. 1515|114 |16 [ 15| 15| 14| 16 15116 (14|16 |14 [ 15| 15
+25% Slenkst.v. 4 |26| 3 |27 4|26 3|27 26| 3 27| 4 |26 3 |27
+50% Slenkst.v. 0 [30]0|30[0|30|0]30 300|300 |30]| 0 (30
+300% Slenkst.v. 0 |30|0|30[0|30|0]30 300|300 |30]| 0|30
> - | MDMA | MDMA MOP MOP
Narkmedzkoncen- | M.o0o | 500 | 300 | 100 PI | PCP | PPX | TCA
Slenkstinés ribos RN N NN N + -+ -+ -]+
0% Slenkst.v. 30[0|30[0|30[0|30[0 0300 |30 0(30]0
-50% Slenkst.v. 300|300 |30[0|30]0 0300 [30]|0(30]0
-25% Slenkst.v. 26| 4 |25 5 |27 3 |26]| 4 3 |25(5 (26| 4([25] 5
Slenkst.v. 15|15[14 |16 [ 15|15 (15| 15 16|15 [15|15| 15[ 15| 15
+25% Slenkst.v. 5125|426 5 ([25| 3 |27 26| 3 [27| 3 |27 4 |26
+50% Slenkst.v. 0 [30]0|30[0|30|0]30 300|300 |30]| 0 (30
+300% Slenkst.v. 0 [30]0|30[0|30|0]30 300|300 |30]| 0 (30
Nark.medz.koncen- | TML TML T™ML KET KET KET KET maL
tracija 100 200 300 1,000 500 300 100
Slenkstinés ribos -+ - + -+ ] -]+ + | -]+ - + | - |+
0% Slenkst.v. 30/ 0|30 0[30[0]|30]0 0300 |30 0(3]0
-50% Slenkst.v. 30/ 0|30 0[30[0]|30]0 0300 |30 0(30]0
-25% Slenkst.v. 27| 3 |27 3 |27 3|27 3 31264 (27| 3([26] 4
Slenkst.v. 15|15|15| 15[ 15| 15[ 15|15 15116 [ 14| 15| 15[ 15| 15
+25% Slenkst.v. 4 |26| 4 |26 3 |27 3 |27 26| 4 |26| 3 |27 4 |26
+50% Slenkst.v. 0(30]0|30[0]|30|0]30 300|300 |30]| 0 (30

IAcetaminophen

5,000

AMPHETAMINE (AMP 1,000)

Nark.medz.koncen- | oxy CcoT CcoT EDDP | EDDP FYL FYL K2
tracija 200 100 300 100 20 10 50
Slenkstinés ribos - + - + - + - + - + - + | - + | - +
0% Slenkstv. |30 0 | 30| 0 | 30| 0] 30] 0] 30| 0] 30| 0] 30] 0| 30| ©
50% Slenkst.v. | 30| 0 | 30| 0 | 30| 0] 30] 0| 30| 0] 30| 0] 30] 0| 30| ©
25% Slenkstv. |27 | 3 |27 | 3 | 27| 3| 27| 3| 26| 4| 27| 3] 27| 3| 27| 3
Slenkst.v. 15 | 15 | 15 | 15 | 14| 16| 15| 15| 15| 15| 14| 16| 15| 15| 15| 15
+25% Slenkstv. | 4 | 26| 4 |26 | 4| 26| 4| 26| 3| 27| 4| 26| 3] 27| 3| 27
+50% Slenkstv. | 0 |30 0 | 30| 0] 30| 0] 30] o] 30] o] 30| o] 30] o] 30
+300% Slenkstv. | 0 |30 0 | 30| 0] 30| o] 30] 0] 30] o] 30 o 30] o] 30
Nafk-mtf:cz'ijg"”ce”' k230 | SMAM lvpa 500| ETG500 [ETG1000/CLO 400|CLO 150| LSD20
Slenkstinés ribos -+ -+ -+ - + | - + | - + | - + +
0% Slenkstv. |30 | 0]30] 0 [30] 0 |30 0 [30] 0 [30] 0 [30] 0 |30 0
50% Slenkstv. |30 | 0|30| 0 30| 0 |30 0 |30] 0 [30| 0 [30] 0 |30 | O
25% Slenkstv. |27 | 3|27 | 3 |26| 4 |26 | 4 |26 | 4 |26| 4 | 26| 4 |27 | 3
Slenkst.v. 16 | 14| 15 | 15 | 15| 15 | 15 | 15 | 15 | 15 | 14 | 16 | 14 | 16 | 14 | 16
+25% Slenkstv. | 4 | 26| 4 |26 | 3 |27 | 3 |27 3 |27 | 5 | 25| 5 | 25| 3 |27
+50% Slenkstv. | 0 | 30| 0 | 30| 0 |30| 0 |30 0 [30| 0 |30| 0 |30] 0 |30
+300% Slenkstv. | 0 |30 0 |30| 0 |30 0 |30 0 |30| 0 |30 0 | 30| 0 |30
> " MDMA | THC | MOP | MEP | MDPV
Nerkmedzionoen™ | Lspso | MPD | ZoL | Y500™ | 505 | 200 | 100 | 1000
Slenkstinés ribos - + - |+ -+ - e
0% Slenkstv. |30 | 0 |30 |0 |30 |0 [30 ]300 [0 [30 |0 [30]0 [30]0
50% Slenkst.v. |30 | 0 |29 |1 |30 |0 [30 30| 0 [0 [30 |0 [30]0 [30]0
25% Slenkstv. |27 | 3 | * | * |26 | 4 |25 |27 |3 |5 |26 |4 |24 |6 |26] 4
Slenkst.v. 14 |16 |15 |15 |14 |16 |15 |17 |13 |15 |15 |15 |17 |13 | 14 | 16
+25% Slenkstv. | 3 |27 | * | * | 5 |25 |3 |5 |25 |27 |4 |26 | 4 |26 3 |27
+50% Slenkstv. | 0 |30 | 1 |29 |0 |30 |0 |0 |30 |30 |0 |30 | 0 |30 ] 0 |30
+300% Slenkstv. | 0 |30 | 0 |30 | 0 |30 | 0 | 0 |30 |30 |0 |30 0 |30 0 |30
MCAT | MDPV
500 500
Nafk-"‘tfgciij;;"”cen' DIA 300 | DIA 200 | THC300 | THC30 | K225 | ZOP 50
Slenkstinés ribos
- + - + - + - + - + - + - + - +
0% Slenkstv. |30 | 0 |30 | 0 | 30| 0] 30] 0| 30| O] 30| 0| 30] 030 0
50% Slenkstv. |30 | 0 |29 | 1 | 30| 0] 30] 0| 30| O] 30| 0| 30] 030 0
25% Slenkstv. |27 | 3 |27 | 3 | 27| 3| 26| 4| 25| 5] 27| 3| 28] 2|25 5
Slenkst.v. 15 [15 |15 |15 | 14| 16| 14| 16| 14| 16| 17| 13 17| 13[15 |15
+25% Slenkstv. | 3 |27 | 3 |27 | 4| 26| 4| 26] 3| 27| 4| 26| 3| 27| 3 |27
+50% Slenkst.v. 0 [30]|1 [29] Of 30[ 0] 30f 0| 30| 0| 30| Of 30| 0 [30
+300% Slenkstv. | 0 |30 | 0 |30 | O] 30| 0] 30] 0 30| 0] 30[ 0] 30] 0 [30
Nark medz koncen-| 7-ACL | 7-ACL | 7-ACL | CFYL | CAF [ CAT | TRO | b
tracija 300 | 200 100 | 500 | 1000 | 150 350
Slenkstinés ribos | - | + | - | + I o e R I I I (U S (R
0% Slenkst.v. |30 | 0 |30 |0 |30 |0 | 30| 0|30| 0 |30 0 30| 0 | 30] O
50% Slenkst.v. |30 | 0 |30 | 0 |29 |1 | 30| 0|30| 0 |30 0 |30| 0 | 30| ©
25% Slenkst.v. |26 | 4 |27 | 3 |27 | 3 | 25| 5|27 | 3 |27| 3 |27| 3 | 28] 2
Slenkst.v. 14 [16 |14 |16 |13 |17 | 14| 1617 [13 |17 |13 |15 [ 15| 17| 13
+25% Slenkstv. | 5 |25 | 3 |27 | 4 |26 | 6| 24| 5 | 25| 4 |26 | 3 |27 | 3] 27
+50% Slenkstv. | 0 |30 | 0 |30 | 1 |29 0] 30[ 0 30| 0 |[30| 0 |[30| 0] 30
+300% Slenkst.v. | 0 |30 | 0 |30 | 0 |30 | 0] 30 0 30| 0 |[30| 0 |[30| 0] 30
Nark.medz.koncen- ABP 10
tracija
Slenkstinés ribos - +
0% Slenkst.v. 30 0
-50% Slenkst.v. 30 0
-25% Slenkst.v. 25 5
Slenkst.v. 15 15
+25% Slenkst.v. 4 26
+50% Slenkst.v. 0 30
+300% Slenkst.v. 0 30

Analitinis specifiSkumas

Zemiau esancioje lenteléje yra pateikiamos junginiy koncentracijos (ng/mL), Multi-Drug greito testo
panelio Slapime aptinkamos kaip teigiamos per 5 minutes.

lAnalités

Koncentrac.
(ng/mL)

nalités

Koncentrac.
(ng/mL)

ACETAMINOPHEN (ACE)

D,L-Amphetamine sulfate 1300 Phentermine 1,000
L-Amphetamine 125,000 laprotiline 150,000
I(+) 3,4-Methylenedioxy 500 lethoxyphenamine 6.000
lamphetamine D-Amphetamine 1,000
AMPHETAMINE (AMP 500)
D,L-Amphetamine sulfate 150 Phentermine 1500
L-Amphetamine 12,500 Maprotiline 125,000
() 3,4-Methylenedioxy bs0 Methoxyphenamine 13,000
lamphetamine D-Amphetamine 500
AMPHETAMINE (AMP 300)
D,L-Amphetamine sulfate 175 Phentermine 1300
L-Amphetamine 10,000 Maprotiline 15,000
(+) 3,4-Methylenedioxy 150 Methoxyphenamine 2,000
lamphetamine D-Amphetamine 1300
BARBITURATES (BAR 300)
IAmobarbital 5,000 IAlphenol 600
5,5-Diphenylhydantoin 8,000 Aprobarbital 1500
IAllobarbital 600 Butabarbital 200
Barbital 8,000 Butalbital 8,000
[Talbutal 200 Butethal [500
ICyclopentobarbital 130,000 Phenobarbital [300
Pentobarbital 18,000 ISecobarbital [300
BARBITURATES (BAR 200)
IAmobarbital 13,000 IAlphenol 400
5,5-Diphenylhydantoin 5,000 IAprobarbital 1300
IAllobarbital 400 Butabarbital 150
Barbital 5,000 Butalbital 5,000
[Talbutal 50 Butethal 300
ICyclopentobarbital 120,000 Phenobarbital 1200
Pentobarbital 5,000 Secobarbital 200
BENZODIAZEPINES (BZO 500)
|Alprazolam 200 Bromazepam 1,500
la-hydroxyalprazolam 2,500 IChlordiazepoxide 1,500
IClobazam 1300 Nitrazepam 1300
IClonazepam 1800 Norchlordiazepoxide 200
IClorazepatedipotassium 1800 Nordiazepam 1,500
Delorazepam 1,500 [Oxazepam 500
Desalkylflurazepam 300 [Temazepam 1300
Flunitrazepam 300 Diazepam 1500
+) Lorazepam 5,000 Estazolam 10,000
RS-Lorazepamglucuronide 300 riazolam 15,000
Vidazolam 10,000
BENZODIAZEPINES (BZO 300)
IAlprazolam 100 Bromazepam 1900
la-hydroxyalprazolam 1,500 IChlordiazepoxide 1900
IClobazam 200 Nitrazepam 200
IClonazepam 500 Norchlordiazepoxide 100
IClorazepatedipotassium 1500 Nordiazepam 1900
Delorazepam 1900 [Oxazepam 1300
Desalkylflurazepam 1200 [Temazepam 100
Flunitrazepam 1200 Diazepam 300
+) Lorazepam 13,000 Estazolam 6,000
RS-Lorazepamglucuronide 1200 riazolam 3,000
Vidazolam 6,000
BENZODIAZEPINES (BZO 200)
|Alprazolam 70 Bromazepam 600
la-hydroxyalprazolam 1,000 IChlordiazepoxide 600
IClobazam 120 Nitrazepam 120
IClonazepam 1300 Norchlordiazepoxide 70
IClorazepatedipotassium 1300 Nordiazepam 600
Delorazepam 600 [Oxazepam 200
Desalkylflurazepam 20 [Temazepam 70
Flunitrazepam 20 Diazepam 1200
+) Lorazepam 12,000 Estazolam 4,000
RS-Lorazepamglucuronide 20 riazolam 12,000
Vidazolam 4,000
BENZODIAZEPINES (BZO 100)
|Alprazolam 40 Bromazepam 1300
la-hydroxyalprazolam 500 IChlordiazepoxide 1300
IClobazam 60 Nitrazepam 60
IClonazepam 150 Norchlordiazepoxide 40
IClorazepatedipotassium 150 Nordiazepam 1300
Delorazepam 1300 [Oxazepam 100
Desalkylflurazepam 60 [Temazepam 40
Flunitrazepam 60 Diazepam 00
+) Lorazepam 1,000 Estazolam 12,000
RS-Lorazepamglucuronide 60 [Triazolam ,000
Vidazolam 2,000
BUPRENORPHINE (BUP 10)
Buprenorphine [10 Norbuprenorphine EO
Buprenorphine 3-D-Glucuronide [50 Norbuprenorphine 3-D-Glucuronide  [100
BUPRENORPHINE (BUP 5)
Buprenorphine B [Norbuprenorphine 5
Buprenorphine 3-D-Glucuronide [25 [Norbuprenorphine 3-D-Glucuronide 50
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COCAINE (COC 300)

Benzoylecgonine [300 [Cocaethylene [20,000
Cocaine HCI [200 [Ecgonine [30,000
COCAINE (COC 200)
Benzoylecgonine 200 [Cocaethylene [13,500
Cocaine HCI [135 [Ecgonine [20,000
COCAINE (COC 150)
Benzoylecgonine [150 Cocaethylene [1,0000
Cocaine HCI [120 Ecgonine [15,000
COCAINE (COC 100)
Benzoylecgonine [100 [Cocaethylene [7,000
Cocaine HCI |80 Ecgonine [10,000
MARIJUANA (THC300)
Cannabinol 200,000 IA8-THC 100,000
11-nor-A8-THC-9 COOH 200 [A9-THC 100,000
11-nor-A9-THC-9 COOH 300
MARIJUANA (THC200)
Cannabinol 40,000 IA8-THC 68,000
11-nor-A8-THC-9 COOH 20 IA9-THC 68,000
11-nor-A9-THC-9 COOH 200
MARIJUANA (THC150)
Cannabinol 100,000 A8-THC 50,000
11-nor-A8-THC-9 COOH 100 IA9-THC 50,000
11-nor-A9-THC-9 COOH 150
MARIJUANA (THC50)
Cannabinol 35,000 IA8-THC 17,000
11-nor-A8-THC-9 COOH 30 IA9-THC 17,000
11-nor-A9-THC-9 COOH 50
MARIJUANA (THC30)
Cannabinol 20,000 A8-THC 10,000
11-nor-A8-THC-9 COOH 20 IA9-THC 10,000
11-nor-A9-THC-9 COOH 30
MARIJUANA (THC25)
Cannabinol 17,500 A8-THC 8,500
11-nor-A8-THC-9 COOH 15 IA9-THC 8,500
11-nor-A9-THC-9 COOH 25
METHADONE (MTD300)
Methadone [Doxylamine [100,000
METHADONE (MTD200)
Methadone 200 [Doxylamine [65,000
METHAMPHETAMINE (MET1, 000)
-Hydroxymethamphetamine 25,000 (+)-3,4-Methylenedioxy- 12,500
ID-Methamphetamine ,000 methamphetamine
L-Methamphetamine 20,000 Mephentermine 50,000
METHAMPHETAMINE (MET500)
-Hydroxymethamphetamine 12,500 (+)-3,4-Methylenedioxy- 6,250
ID-Methamphetamine 500 methamphetamine
L-Methamphetamine 10,000 Mephentermine 25,000
METHAMPHETAMINE (MET300)
-Hydroxymethamphetamine 7,500 (+)-3,4-Methylenedioxy- 3,750
ID-Methamphetamine 300 methamphetamine
L-Methamphetamine 6,000 IMephentermine 15,000
METHYLENEDIOXYMETHAMPHETAMINE (MDMA1, 000) Ecstasy
() 3,4-Methylenedioxy 1 000 ,4-Methylenedioxyethyl- 500
imethamphetamine HCI ! mphetamine
(+)3,4-Methylenedioxy
lamphetamine HCI 6,000
METHYLENEDIOXYMETHAMPHETAMINE (MDMA500) Ecstasy
() 3,4-Methylenedioxy 500 ,4-Methylenedioxyethyl- 300
imethamphetamine HCI mphetamine
+) 3,4-Methylenediox
(an)1phetamin)ele HCI Y j3.000
METHYLENEDIOXYMETHAMPHETAMINE (MDMA300) Ecstasy
(+) 3,4-Methylenedioxy 300 3,4-Methylenedioxyethyl- 180
imethamphetamine HCI lamphetamine
(+) 3,4-Methylenedioxy 1 800
lamphetamine HCI i
MORPHINE (MOP 300)
ICodeine 200 INorcodeine 6,000
Levorphanol 1,500 INormorphone 150,000
Jorphine-3-B-D-Glucuronide 800 (Oxycodone 130,000
Ethylmorphine 6,000 IOxymorphone 50,000
Hydrocodone 50,000 Procaine 15,000
Hydromorphone 13,000 [Thebaine 6,000
6-Monoacethylmorphine 1300 Morphine 1300
MORPHINE (MOP 200)
Codeine 160 Norcodeine 4,000
Levorphanol 1,000 INormorphone 40,000
Morphine-3-B-D-Glucuronide 600 IOxycodone 20,000
[Ethylmorphine 14,000 IOxymorphone 40,000
Hydrocodone 140,000 IProcaine 10,000
Hydromorphone 2,000 [Thebaine 4,000
I6-Monoacethylmorphine 200 Morphine 200
MORPHINE (MOP 100)
Codeine 80 Norcodeine 2,000
Levorphanol [500 [Normorphone [20,000

Morphine-3-B-D-Glucuronide 300 lOxycodone 10,000
[Ethylmorphine 2,000 lOxymorphone 20,000
Hydrocodone 20,000 Procaine 5,000
Hydromorphone 1,000 [Thebaine 2,000
6-Monoacethylmorphine 200 Morphine 100
Methaqualone (MQL 300)
Methaqualone [300 [
MORPHINE/OPIATE (OPI 2,000)
ICodeine 2,000 Morphine 2,000
IrEthyImorphine 13,000 INorcodeine 25,000
Hydrocodone 50,000 Normorphone 50,000
Hydromorphone 15,000 lOxycodone 25,000
Levorphanol 25,000 lOxymorphone 25,000
I6-Monoacetylmorphine 13,000 Procaine 50,000
Morphine 3-B-D-glucuronide 2,000 [Thebaine 25,000
PHENCYCLIDINE (PCP)
Phencyclidine 25 [4-Hydroxyphencyclidine [12,500
PROPOXYPHENE (PPX)
D-Propoxyphene 1300 D-Norpropoxyphene [300
TRICYCLIC ANTIDEPRESSANTS (TCA)
Nortriptyline 1,000 Imipramine 400
Nordoxepine 500 IClomipramine 50,000
[Trimipramine 13,000 Doxepine 2,000
IAmitriptyline 1,500 Maprotiline 2,000
Promazine 13,000 Promethazine 50,000
Desipramine 200 Perphenazine 50,000
Cyclobenzaprine 2,000 Dithiaden 10,000
TRAMADOL (TML 100)
n-Desmethyl-cis-tramadol 200 lo-Desmethyl-cis-tramadol 10,000
Cis-tramadol 100 Phencyclidine 100,000
Procyclidine 100,000 d,I-O-Desmethyl venlafaxine 50,000
TRAMADOL (TML 200)
n-Desmethyl-cis-tramadol 400 lo-Desmethyl-cis-tramadol 20,000
Cis-tramadol 200 Phencyclidine 200,000
Procyclidine 200,000 |d,I-O-Desmethyl venlafaxine 100,000
TRAMADOL (TML 300)
n-Desmethyl-cis-tramadol 600 lo-Desmethyl-cis-tramadol 30,000
Cis-tramadol 1300 Phencyclidine 1300,000
Procyclidine 300,000 d,I-O-Desmethyl venlafaxine 150,000
KETAMINE (KET1, 000)
Ketamine 1,000 Benzphetamine 25,000
Dextromethorphan 2,000 +) Chlorpheniramine 25,000
ethoxyphenamine 25,000 Clonidine 100,000
d-Norpropoxyphene 25,000 [EDDP 50,000
Promazine 25,000 4-Hydroxyphencyclidine 50,000
Promethazine 25,000 Levorphanol 50,000
Pentazocine 25,000 IMDE 50,000
Phencyclidine 25,000 Meperidine 25,000
[Tetrahydrozoline 500 [d-Methamphetamine 50,000
Mephentermine 25,000 I-Methamphetamine 50,000
(1R, 2S) - (-)-Ephedrine 100,000 13,4-Methylendioxymethamphetamine 100,000
(MDMA)
Disopyramide 25,000 [Thioridazine 50,000
KETAMINE (KET500)
Ketamine 500 Benzphetamine 12,500
Dextromethorphan ,000 (+) Chlorpheniramine 12,500
ethoxyphenamine 2,500 Clonidine 50,000
[d-Norpropoxyphene 2,500 [EDDP 25,000
Promazine 12,500 4-Hydroxyphencyclidine 25,000
Promethazine 12,500 Levorphanol 25,000
Pentazocine 12,500 IMDE 25,000
Phencyclidine 12,500 Meperidine 12,500
[Tetrahydrozoline 250 [d-Methamphetamine 25,000
Mephentermine 12,500 I-Methamphetamine 25,000
(1R, 2S) - (-)-Ephedrine 50,000 13,4-Methylendioxymethamphetamine [50,000
(MDMA)
Disopyramide 12,500 [Thioridazine 25,000
KETAMINE (KET300)
Ketamine 1300 Benzphetamine 6,250
Dextromethorphan 600 (+) Chlorpheniramine 6,250
ethoxyphenamine 6,250 Clonidine 130,000
[d-Norpropoxyphene 6,250 [EDDP 15,000
Promazine 6,250 4-Hydroxyphencyclidine 15,000
Promethazine 6,250 Levorphanol 15,000
Pentazocine 6,250 IMDE 15,000
Phencyclidine 6,250 Meperidine 6,250
[Tetrahydrozoline 150 [d-Methamphetamine 15,000
Mephentermine 6,250 I-Methamphetamine 15,000
(1R, 2S) - (-)-Ephedrine 130,000 13,4-Methylendioxymethamphetamine (30,000
MA)
Disopyramide 6,250 [Thioridazine 15,000
KETAMINE (KET100)
Ketamine 100 Benzphetamine 2,000
Dextromethorphan 200 (+) Chlorpheniramine 2,000
Methoxyphenamine 2,000 Clonidine 10,000
[d-Norpropoxyphene 2,000 [EDDP 5,000

Promazine 2,000 4-Hydroxyphencyclidine 5,000
Promethazine 12,000 Levorphanol 15,000
Pentazocine 2,000 MDE 5,000
Phencyclidine 'gooo Meperidine 2,000
[Tetrahydrozoline 50 [d-Methamphetamine 5,000
Aephentermine 12,000 I-Methamphetamine 5,000
1R, 28S) - (-)-Ephedrine 0,000 [Thioridazine 5,000
Disopyramide 2,000 3,4-Methylendioxymethamphetamine (10,000
(MDMA)
Oxycodone (OXY100)
[Oxycodone 100 Hydromorphone 50,000
IOxymorphone 1300 Naloxone 25,000
Levorphanol 150,000 Naltrexone 125,000
Hydrocodone 125,000
Cotinine (COT 200)
(-)-Cotinine 200 [(-)-Nicotine [5,000
Cotinine (COT 100)
(-)-Cotinine [100 [(-)-Nicotine 2,500
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP300)
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP) [300
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP100)
[2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP) [100
Fentanyl (FYL20)
|Alfentany! 600,000 Buspirone 15,000
Fenfluramine 150,000 Fentanyl 100
Norfentanyl 20 [Sufentanyl 50,000
Fentanyl (FYL10)

IAlfentanyl 1300,000 Buspirone 8,000
Fenfluramine 125,000 Fentanyl 150
Norfentanyl 10 Sufentanyl 125,000

Synthetic Marijuana (K2-50)
WWH-018 5-Pentanoic acid 0 WWH-073 4-butanoic acid 50
WJWH-018 4-Hydroxypentyl 00 JWH-018 5-Hydroxypentyl 1500
WWH-073 4-Hydroxybuty 00

Synthetic Marijuana (K2-30)
WWH-018 5-Pentanoic acid WWH-073 4-butanoic acid 30
WJWH-018 4-Hydroxypentyl 250 WWH-018 5-Hydroxypentyl 1300
WWH-073 4-Hydroxybuty 1300

Synthetic Marijuana (K2-25)
WWH-018 5-Pentanoic acid 5 WWH-073 4-butanoic acid 25
WWH-018 4-Hydroxypentyl 00 JWH-018 5-Hydroxypentyl 250
WJWH-073 4-Hydroxybuty 50

6-mono-aceto-morphine (6-MAM)
6-Monoacethylmorphine [10 [Morphine [100,000
(%) 3, 4-Methylenedioxyamphetamine (MDA 500)
() 3,4-Methylenedioxy 500 Methoxyphenamine 5,000
lamphetamine D-Amphetamine 2,000
D,L-Amphetamine sulfate 400 Phentermine 12,000
L-Amphetamine 130,000 Maprotiline 100,000
Ethyl- B-D-Glucuronide(ETG500)
[Ethyl- B -D-Glucuronide 1500 Propyl B-D-glucuronide 50,000
Morphine 3B-glucuronide 100,000 Morphine 6B-glucuronide 100,000
IGlucuronic Acid 100,000 Ethanol >100,000
Methanol >100,000
Ethyl- 8-D-Glucuronide(ETG1,000)
Ethyl- B -D-Glucuronide 1,000 [Propyl B-D-glucuronide 100,000
Morphine 3B-glucuronide >100,000 }ﬂ)rphine 6B-glucuronide >100,000
IGlucuronic Acid >100,000 Ethanol >100,000
Methanol >100,000
CLONAZEPAM(CLO 400)
IClonazepam 400 Flunitrazepam 1300
IAlprazolam 200 (+) Lorazepam 1,250
la-hydroxyalprazolam 2,000 RS-Lorazepamglucuronide 250
Bromazepam ,000 Vlidazolam 5,000
IChlordiazepoxide ,000 itrazepam 1200
IClobazam 250 orchlordiazepoxide 200
IClorazepatedipotassium 1600 ordiazepam ,000
Delorazepam ,000 Oxazepam 1350
Desalkylflurazepam 1250 [Temazepam 150
Diazepam 1300 [Triazolam 15,000
[Estazolam 1,250
CLONAZEPAM(CLO 150)

IClonazepam 150 Flunitrazepam 120
IAlprazolam 75 () Lorazepam 500
la-hydroxyalprazolam 750 RS-Lorazepamglucuronide 100
Bromazepam 400 Vlidazolam %OOO
IChlordiazepoxide 400 itrazepam 5
IClobazam 00 orchlordiazepoxide 75
IClorazepatedipotassium 1250 ordiazepam 400
Delorazepam 400 Oxazepam 130
Desalkylflurazepam 00 [Temazepam 60
Diazepam 20 [Triazolam 12,000
[Estazolam 500

LYSERGIC ACID DIETHYLAMIDE (LSD 20)

Lysergic Acid Diethylamide
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Lysergic Acid Diethylamide

o
METHYLPHENIDATE (RITALIN)

Methylphenidate (Ritalin) [300 [Ritalinic Acid [1,000
ZOLPIDEM
Zolpidem [50 [ [
Mephedrone(MEP100)
Mephedrone HCI 100 R(+)-Methcathinone HCI 500
[S()-Methcathinone HCI 500 3-Fluoromethcathinone HCI 500
4-Fluoromethcathinone HCI 300 Methoxyphenamine 00,000
3, 4-methylenedioxypyrovalerone (MDPV1000)
3, 4-methylenedioxypyrovalerone [1000 [ [
3, 4-methylenedioxypyrovalerone (MDPV500)
3, 4-methylenedioxypyrovalerone [500 | [
Diazey DIA 300)
Diazepam 300 flidazolam 6,000
Clobazam 1200 itrazepam 200
Clonazepam 500 orchlordiazepoxide 100
Clorazepate dipotassium 500 ordiazepam 900
IAlprazolam 100 Flunitrazepam 200
la-hydroxyalprazolam 1,500 +) Lorazepam 3,000
Bromazepam 1900 RS-Lorazepam glucuronide 200
Chlordiazepoxide 1900 [Triazolam 13,000
[Estazolam 6,000 [Temazepam 100
Delorazepam 1900 [Oxazepam 300
Desalkylflurazepam 200
Diazey DIA 200)
Diazepam 1200 flidazolam 4000
Clobazam 120 itrazepam 120
Clonazepam 300 orchlordiazepoxide 70
Clorazepate dipotassium 300 ordiazepam 600
IAlprazolam 70 Flunitrazepam 20
la-hydroxyalprazolam 1000 +) Lorazepam 2000
Bromazepam 600 RS-Lorazepam glucuronide 20
Chlordiazepoxide 600 [Triazolam 2000
[Estazolam 4000 [Temazepam 70
Delorazepam 600 [Oxazepam 200
Desalkylflurazepam 120
Zopicl (ZOP 50)
Zopiclone-x-oxide 50 [Zopiclone [50
M hinone (MCAT 500)
@(-)-Methcathinone HCI 500 R(+)-Methcathinone HCI [1500
Methoxyphenamine 100000 [3-Fluoromethcathinone HCI [1500
7-AMINOCLONAZEPAM(7-ACL300)
la-hydroxyalprazolam 6,000 Flunitrazepam 3,000
Bromazepam 6,000 RS-Lorazepam glucuronide 2,700
Chlordiazepoxide 6,000 Norchlordiazepoxide 14,500
IClobazam 19,000 Nordiazepam 15,000
Clonazepam 12,400 [Temazepam 9,000
Delorazepam 6,000 [7-Aminoclonazepam 300
Desalkylflurazepam 6,000
7-AMINOCLONAZEPAM(7-ACL200)
la-hydroxyalprazolam 4,000 Flunitrazepam 2,000
[Bromazepam 4,000 RS-Lorazepam glucuronide 1,800
Chlordiazepoxide 4,000 lorchlordiazepoxide 3,000
IClobazam 6,000 lordiazepam 10,000
Clonazepam 1,600 Temazepam 6,000
Delorazepam 4,000 [7-Aminoclonazepam 200
Desalkylflurazepam 4,000
7-AMINOCLONAZEPAM(7-ACL100)
la-hydroxyalprazolam 2,000 Flunitrazepam 1,000
Bromazepam 2,000 RS-Lorazepam glucuronide 900
Chlordiazepoxide 12,000 Norchlordiazepoxide 1,500
IClobazam 3,000 Nordiazepam 5,000
Clonazepam 1800 [Temazepam 3,000
Delorazepam 12,000 [7-Aminoclonazepam 100
Desalkylflurazepam 2,000
CARFENTANYL(CFYL500)
Carfentanyl 500 [Fentanyl [100
Caffeine (CAF 1000)
Caffeine [1000 [ [
Cathine (CAT 150)
(+)-Norpseudoephedrine HCI 150 (+)3,4-Methylenedioxyamphetamine 100
(Cathine) (MDA)
d/l-Amphetamine 100 -Hydroxyamphetamine 100
[Tryptamine 12,500 Methoxyphenamine 12,500
Trop (TRO 350)
[Tropicamide [350 [ [
Alprazolam(ALP 100)
Benzodiazepines 300 Flunitrazepam 200
a-hydroxyalprazolam 1,500 +) Lorazepam 13,000
Bromazepam 900 S-Lorazepamglucuronide 200
Chlordiazepoxide 1900 idazolam 6,000
Clobazam 200 Nitrazepam 200
Clonazepam 500 Norchlordiazepoxide 100
Clorazepatedipotassium 500 Nordiazepam 900
Delorazepam 900 Oxazepam 1300
Desalkylflurazepam 200 emazepam 100

Diazepam 300 [Triazolam 13,000
Estazolam 16000 |
AB-PINACA (ABP 10)
IAB-PINACA [0 UR-144 4-hydroxypentyl [10,000
IAB-PINACA 5-Pentanoic 10 IAPINACA 5-hydroxypentyl 10,000
IAB-PINACA 5-hydroxypentyl |10 [ADB-PINACA N-(5-hydroxypentyl) __[30
IAB-FUBINACA 10 IADB-PINACA Pentanoic Acid 10
IAB-PINACA 4-hydroxypentyl (10,000 ﬁ;('j”rg;"y :gfy’l')"‘ACA N-(4 30
lUR-144 5-Pentanoic 5,000 5-fluoro AB-PINACA 25
UR-144 5-hydroxypentyl 10,000

Specifinio $lapimo tankio poveikis
| penkiolika (15) Slapimo méginiy su normaliu, aukstu ir Zemu specifiniu tankiu (1.005-1.045) buvo pridéta
narkotiniy medziagy ties koncentracijomis 50% auks$ciau ir 50% Zemiau slenkstiniy riby. Multi-Drug
greito testo panelis buvo tiriamas dvigubu pakartojimu, naudojant penkiolika méginiy be narkotiniy
medziagy ir su pridétomis narkotinémis medziagomis. Rezultatai parodé, jog skirtingas specifinio tankio
spektras nejtakoja tyrimo rezultaty. N
Slapimo pH poveikis
Alikvotomis iSpilstyto puluoto Slapimo pH buvo nustatytas ties 5 - 9 riba, 1 pH vieneto intervalais ir j jj
buvo pridéta narkotiniy medziaguy, ties koncentracijomis 50% vir$ ir 50% Zemiau slenkstiniy riby. Sis
Slapimas buvo tirtas su Multi-Drug greito testo paneliu. Rezultatai parodé, jog skirtingos pH ribos
neinterferuoja tyrimo veiksmingumo.
KryZminis reaktyvumas
Studijos metu buvo nustatomas kryZminis reaktyvumas tarp tyrimo ir junginiy, esanciy $lapime be
narkotiniy medziagy ir su jomis, jskaitant amfetaming, barbittratus, benzodiazepinus, buprenorfing,
kokaing, marihuana, metadong, metamfetaming, metilendioksimetamfetaming, morfing, tramadolj,
ketaming, fencikliding, propoksifeng bei triciklinius antidepresantus, oksikodong, kotining, EDDP,
fentanilj, sinteting marihuana, 6-mono-aceto-morfing, 3, 4-Metilendioksiamfetaming, etil-B-D-
Gliukuronida, klonazepama, lizerginés rugsties dietilamida, metilfenidatg ir zolpidema. Zemiau pateikti
junginiai neparodé jokio kryZminio reaktyvumo, kai buvo tiriami su Multi-Drug greito testo paneliu ties
100 pg/mL koncentracija.
Kryzmiskai nereaguojantys junginiai

Acetophenetidin Cortisone Zomepirac d-Pseudoephedrine
N-Acetylprocainamide  Creatinine Ketoprofen Quinidine
Acetylsalicylic acid Deoxycorticosterone Labetalol Quinine
Aminopyrine Dextromethorphan Loperamide Salicylic acid
Amoxicillin Diclofenac Meprobamate Serotonin

Ampicillin Diflunisal Isoxsuprine Sulfamethazine
I-Ascorbic acid Digoxin d,I-Propanolol Sulindac
Apomorphine Diphenhydramine Nalidixic acid Tetracycline
Aspartame Ethyl-p-aminobenzoate Naproxen Tetrahydrocortisone,
Atropine B-Estradiol Niacinamide 3-acetate

Benzilic acid Estrone-3-sulfate Nifedipine Tetrahydrocortisone
Benzoic acid Erythromycin Norethindrone Tetrahydrozoline
Bilirubin Fenoprofen Noscapine Thiamine
d,I-Brompheniramine Furosemide d,I-Octopamine Thioridazine
Caffeine Gentisic acid Oxalic acid d,I-Tyrosine
Cannabidiol Hemoglobin Oxolinic acid Tolbutamide
Chloral hydrate Hydralazine Oxymetazoline Triamterene
Chloramphenicol Hydrochlorothiazide Papaverine Trifluoperazine
Chlorothiazide Hydrocortisone Penicillin-G Trimethoprim
d,I-Chlorpheniramine o-Hydroxyhippuric acid  Perphenazine d,I-Tryptophan
Chlorpromazine 3-Hydroxytyramine Phenelzine Uric acid
Cholesterol d,l-Isoproterenol Prednisone Verapamil
Clonidine

[ALKOHOLIO TESTO VEIKSMINGUMO CHARAKTERISTIKA]
Greito alkoholio $lapime testo aptikimo ribos yra nuo 0.02% iki 0.30% apytikslio santykinio alkoholio
kiekio kraujyje. Slenkstinis tyrimo lygis gali skirtis priklausomai nuo vietiniy taisykliy ir jstatymy. Tyrimo
rezultatai gali bati lyginami su referentinémis vertémis, pateikiamomis spalvy lenteléje, esancioje ant
folijos pakuotés. N
[ALKOHOLIO TESTO SPECIFISKUMAS]
Greito alkoholio Slapime tyrimas reaguoja su metilo, etilo ir alilo alkoholiu.
[ALKOHOLIO TESTA INTERFERUOJANCIOS SUBSTANCIJOS]
Zemiau pateiktos substancijos gali interferuoti greitg alkoholio $lapime testa, jei bus naudojami ne
Slapimo méginiai. Pateikty medZiagy paprastai nebina tokio kiekio, kuris interferuoty tyrima.
A. Agentai, kurie skatina spalvos kitimg
e Peroksidazés e Stipris oksidatoriai
B. Agentai, kurie inhibuoja spalvos kitimg
« Slopinantys agentai: askorbo rigstis, tanino ragstis, pirogalolis, merkaptanai ir tozilatai, oksalio
ragstis, Slapimo ragstis
e Bilirubinas . L-dopa
e L-metildopa . Metampironas
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