DiaClon ABO/D + Reverse Grouping ID-Card

English #46.1.. B001228 06.13
A, B, DVI-, ctl/A;, B
Determination of the ABO/Rh blood groups combined with reverse grouping

Product-ldentification: 50092

INTRODUCTION

ABO blood group typing, using anti-A and anti-B test sera, is known as direct or forward grouping test.

Reverse grouping uses red cell reagents of known ABO antigen specificity to indicate the presence or absence of anti-A and anti-B isoagglutinins, the results
of which determine the reverse group. Discrepancies between forward and reverse grouping require further investigation [1].

Classification of blood groups must be based on both forward and reverse grouping.

The |D-Card DiaClon ABO/D + Reverse Grouping™ allows combined testing of forward and reverse grouping as well as RhD determination.

REAGENTS

IVD

|ID-Card DiaClon ABCYD + Reverse Grouping” contains monoclonal anti-A [cell line A5], anti-B [cell line G¥4] and anti-D [cell lines LHM 59 / 20 (LDM3) + 175-2]
within the gel matrix. The microtube ctl is the negative control. Two microtubes with neutral” gel serve for reverse grouping with A, and B cells.
Preservative: < 0.1% MaM;.

Caution: All reagents should be treated as potentially infectious.

25°C

Do not store near any heat, air conditioning sources or ventilation outlets.

1 3 oc Stability: see expiry date on label.

ADDITIONAL REAGENTS REQUIRED

* |D-Diluent 2: modified LISS for red cell suspensions.
+ Test cell Reagents: ID-DiaCell A; and B in a 0.8% suspension, in 10ml vials, ready-to-use.

(see refated package insert)

FURTHER MATERIALS REQUIRED

* |D-Dispenser

* ID-Fipetor

+ ID-Tips (pipetor tips)

* Tubes for suspensions

* ID-Working table

* |ID-Centrifuge 6, 12 or 24

SAMPLE MATERIAL

For optimal results, the determination should be performed using a freshly drawn sample, or in accordance with local laboratory procedures for sample
acceptance criteria. Preferably, blood samples should be drawn into citrate, EDTA or CPD-A anticoagulant. Samples drawn into plain tubes (no anticoagulant)
may also be used.

When the use of serum instead of plasma is required, the serum must be well cleared, by centrifugation at 1,500 g for 10 minutes, before use avoid fibrin residues,
which may interfere with the reaction pattern.

PREPARATION OF BLOOD SAMPLE
a) Red cell suspension (for ABO/D determination)

Prepare a 5% red cell suspension in ID-Diluent 2 as follows:
Allow the diluent to reach room temperature before use.

1. Dispense 0.5 ml of ID-Diluent 2 into a clean tube.

2. Add 50yl of whole blood or 25 pl of packed cells, mix gently.
The cell suspension may be used immediatefy.

b) Plasma or Serum for reverse grouping

Where samples are not for immediate testing they should be stored at 2-8°C after separation for a maximum of 48 hours, thereafter at -20 °C, or in accordance
with local / national policies / guidelines. 1
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CONTROLS

Known positive and negative samples should be included in accordance with the relevant guidelines of quality assurance.

TEST PROCEDURE

Do not use ID-Cards which show signs of drying, have bubbles, damaged seals, drops of gel or supernatant in the upper part of the microtubes or on the
underside of the aluminium foil.

Allow the test ceil reagent to reach room temperaiure before use.

. Identify the ID-Card with the unigue patient or donor number / details as appropriate.

. Remove the aluminium foil from as many microtubes as required by holding the ID-Card in the upright position.

. Pipette 50 pl of ID-DiaCell A;™ to microtube 5 (A4).

. Pipette 50 pl of ID-DiaCell B to microtube 6 (B).

. Pipette 50 pi of the patient serum or plasma to both microtubes 5 and 6. An incubation for 10 minutes at room temperature is recommended (see remarks,
point 4).

. Pipette 10 or 12.5pl of the patient’s red cell suspension to the microtubes 1-4 (A, B, D, cti).

. Gentrifuge the ID-Card for 10 minutes in the ID-Centrifuge.

. Read and record the reactions.

INTERPRETATION OF THE RESULTS

[ I S LN B

o o~

A) Principle [2]
FPositive: Agglutinated cells forming a rad line on the surface of the gal or agglutinates disparsed in the gel.
Magative: Compact button of cells on the bottom of the microtuba.

B) Reactions for blood groups ABO

Anti-A Anti-B Blood group
[ESRRS s eSS negative A
nagative s IO s B
+++ 10 =+++ +++ 10 ++++ AB
nagativa negative 0

Weaker reactions than +++ may indicata A or B subgroups. For correct intarpratation, a complete grouping test should be performed (anti-A, anti-B, anti-AB].
In the presence of waak or vary weakly exprassad antigens the reaction can be nagative. The anti-B of monoclonal origin does not react with the acguired B
antigan.

Important: The microtube cff must show a negative reaction. If the cif s positive, the ABO deformination is not valid. Repeat the tost as described under Remarks 1.7

C) Reactions for reverse grouping

Ay B Blood group
+ 10 +s4s nagativa B
nagative + 10 ++++ A
+ 10 ++++ + 10 ++++ 0
nagative negative AB

If guastionabls reactions are cbiained, repeat reverse grouping with 4 red cell reagents (A, Ay, B and O).

D) Reactions for RhD

4 10 4+ =10 ++" negative

RhD positive RhD weak positive RhD negative

* +, trace or weaak raactions should ba subjact to further investigations to distinguish batween weak and partial D types as appropriats for the category of
sample being testad.

The anti-D used has been selected 50 as not to react with DVI variants.

Weak D may give a negative reaction. If all weak / partial 0's are requirad to be detected, all O negative rasulis must be retested. Nots that most guidelinas do
not recommeand further testing for weak or partial-D in patients.

Important: The microtubs ctf must show a negative reaction. If the cif is positive, the RhD detsrmination is nof valid. Repsal the fest as described under Femarks 1.7



REMARKS

1. The negative control must always show a negative reaction.
« If the negative control is positive, wash the red cells first in warm isotonic saline solution or ID-Diluent 2, before preparing the red cell suspension.
* Then proceed as under Preparation of blood sample” and Test procedure”,
+ It the negative control subsequently shows a negative result, the reactions can be interpreted as described in sections B, C and D.
« If the negative control remains positive, the results of the ABO/Rh determination should be considered invalid and further investigations following recommended
technigues should be undertaken to ascertain the reason, before valid antigen typing can be assured.

2. Where a discrepancy occurs between the results of ABO typing and reverse grouping, consult the DiaMed ABO discrepancy charf” for appropriate information.

3. Full forward and reverse grouping requires the use of anti-A, -B, -AB, and A,, Az, B and O cells. The ID-Card DiaClon ABO/D + Reverse Grouping does
not contain anti-AB and allows the use of A; and B cells only. It should be used only for confirmation of previously fully tested samples with established
blood group status or in accordance with local or national guidelines / recommendations for blood grouping.

4. For reverse grouping, an incubation of at least 10 minutes at 18-25 °C prior to centrifugation will enhance the reactions and minimise repeat testing due to
weak isoagglutinins.

LIMITATIONS

a) |D-Cards which show air bubbles in the gel or drops in the upper part of the microtubes and / or the seal, must be centrifuged before use.

b) Bacterial or other contamination of materials used can cause false positive or false negative results.

c) Fibrin residues in the serum or the red cell suspension may trap non-agglutinated cells presenting a fine pink line on top of the gel while most of the cells
are on the bottom of the microtube after centrifugation.

d) Strict adherence to the procedures and recommended equipment is essential. The equipment should be checked regularly according to GLP procedures.

&) Use of suspension solutions other than ID-Diluent 2 may modify the reactions.

f) Too heavy or too weak red cell suspensions can cause aberrant results.

BIBLIOGRAPHY

1. Mollison, PL., Engelfriet, C.P. and Contreras, M.: Blood Transfusion in Clinical Medicine, 10" ed. 1997; Blackwell Scientific Publications, Oxford.
2. Lapierre, Y., Rigal, D., Adam, J. et al.: The gel test; A new way to detect red cell antigen-antibody reactions. Transfusion 1990; 30: 109-113.
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DiaClon ABO/D + atvirkstinis grupavimas ID-Card (ID-kortelé)

Vertimas i§ angly kalbos dokumento B001228 06.13
A, B, DVI-, ctl/A1, B

ABO/Rh kraujo grupiy nustatymas kartu su atvirkstiniu grupavimu
Produkto identifikacija: 50092

IVADAS
ABO kraujo grupés tipavimas naudojant anti-A ir anti-B testo serumus Zinomas kaip tiesioginis arba grupavimo j priekj testas.

Atvirkstinis grupavimas naudoja zinomo ABO antigeno specifiskumo eritrocity reagentus, kad nurodyti anti-B ir anti-B
izoagliutininy buvima, gauti rezultatai nustato atvirkstinj grupavimg. Skirtumai tarp tiesioginio ir atvirkstinio grupavimo
reikalauja papildomo istyrimo [1].

Kraujo grupiy klasifikacija turi buiti paremta tiesioginiu ir atvirkstiniu grupavimu.

ID-kortelé ,,DiaClon ABO/D + Reverse Grouping* leidzia kombinuoti tiesioginio ir atvirkstinio grupavimo testa bei nustatyti
RhD.

REAGENTAI

ID-kortelé ,,DiaClon ABO/D + Reverse Grouping™ turi monokloninj anti-A [lasteliy linija A5], anti-B [lasteliy linijja G'2] ir
anti-D [lasteliy linijos LHM 59 / 20 (LDM3) + 175-2] su gelio matrica. Mikromégintuvélis ctl yra neigiama kontrolé. Du
mikromégintuvéliai su ,,neutraliu geliu naudojami atvirkstiniam grupavimui su A; ir B lastelémis.

Konservantas: <0.1 % NaNa.

Atsargiai: visi reagentai turi biiti laikomi potencialiai infekciniais.

25°C
Nesandeéliuokite Salia Silumos, oro kondicionavimo Saltiniy ar ventiliacijos angy.
18°C Stabilumas: zr. galiojimo laikq etiketéje.

PAPILDOMAI REIKALINGI REAGENTAI
e |D-Diluent 2: modifikuotas LISS eritrocity suspensijoms.
e  Lasteliy tyrimo reagentai: ID-DiaCell Az ir B 0.8 % suspensijoje, 10 ml buteliukuose, paruosti naudoti.

(Zr. susijusius pakuotés jdétinius lapus)

PAPILDOMAI REIKALINGOS MEDZIAGOS
ID-Dispenser (ID-dozavimo jtaisas)
ID-Pipetor (ID-pipeté)

ID-Tips (pipetés antgaliai)

Suspensijos mégintuvéliai

ID-Working Table (ID-darbo stalas)
ID-Centrifuge (ID-centrifuga) 6, 12 ar 24

MEGINIO MEDZIAGA

Optimaliems rezultatams, nustatymas turi biiti atlickamas naudojant $vieziai surinktg méginj arba pagal vietos laboratorijos
procediras méginio priimtinumo kriterijams. Rekomenduojame kraujo méginius surinkti j citrato, EDTA ar CPD-A
antikoaguliantg. Méginiai, surinkti j paprastus mégintuvélius (be antikoagulianto), taip pat gali biiti naudojami.

Kai vietoje plazmos reikia naudoti seruma, serumas privalo biiti iSgryninamas centrifuguojant 1,500 g 10 minuciy. Pries
naudojima venkite fibrino likuciy, nes tai gali trukdyti reakcijai.

KRAUJO MEGINIO PARUOSIMAS

a) Eritrocity suspensija (ABO/D nustatymui)

ID-Diluent 2 paruoskite 5 % eritrocity suspensija:

Pries naudojimgq leiskite skiedikliui pasiekti kambario temperatirg.

1. Jlasinkite 0.5 ml ID-Diluent 2 j Svary mégintuvélj.
2. Jlaginkite 50 pl viso kraujo ar 25 pl supakuoty lasteliy, §velniai maiSykite.

Lgsteliy suspensija gali buti naudojama nedelsiant.



b) Plazma arba serumas atvirkstiniam grupavimui
Kai méginiai néra tiriami i$ karto, po atskyrimo iki 48 valandy juos galima laikyti 2-8 °C, po to -20 °C arba pagal vietos /
nacionalines gaires.

KONTROLES
Zinomos teigiamy ar neigiamy méginiy kontrolés turi bati jtraukiamos pagal susijusias kokybés uztikrinimo gaires.

TESTO PROCEDURA
Nenaudokite ID-korteliy, kurios turi dziivimo pozymiy, burbuliuky, pazeisty tarpikliy, gelio arba supernatanto virSutinéje
mikromégintuvéeliy dalyje arba po aliuminio folija pozymiy.

Pries naudojimgq leiskite lgsteliy tyrimy reagentams pasiekti kambario temperatiirg.

1. Identifikuokite ID-kortele su unikaliu paciento arba donoro numeriu / informacija.

2. Nuimkite aliuminio folija nuo mikromeégintuvéliy taip kaip reikalinga laikant ID-kortelg j virSy.

3. Pipete jlasinkite 50 ul ,,ID-DiaCell A;* j mikromégintuvélj 5 (Az).

4. Pipete jlaSinkite 50 pl ,,ID-DiaCell B* j mikromégintuvélj 6 (B).

5. Pipete ilasinkite 50 pl paciento serumo ar plazmos j abu mikromégintuvélius 5 ir 6. Rekomenduojame atlikti 10 minuciy
inkubacija kambario temperatiiroje (Zr, pastaby 4 punkta).

6. Pipete jlasinkite 10 ul ar 12.5 pl pacienty eritrocity suspensijos j mikromégintuvélius 1-4 (A, B, D, ctl).

7. Centrifuguokite ID-kortele 10 minuéiy ID-centrifugoje.

8. Nuskaitykite ir pasizymékite rezultatus.

REZULTATU INTERPRETACIJA

A) Principas [2]

Teigiamas: agliutinuotos Igstelés formuoja raudong linijg gelio pavirSiuje arba agliutinatai pasiskirsto gelyje.
Neigiamas: kompaktiska Igsteliy sankaupa mikromégintuvélio dugne.

B) Reakcijos kraujo grupéms ABO

Anti-A Anti-B Kraujo grupé
+++ iKi ++++ Neigiama A
Neigiama +++ iKi ++++ B
+++ iKi ++++ +++ iKi ++++ AB
Neigiama Neigiama 0]

Silpnesnés reakcijos nei +++ gali rodyti A ar B subgrupes. Tinkamai interpretacijai biitina atlikti pilng grupavimo testg (anti-A,
anti-B, anti-AB). Esant silpnai arba labai silpnai iSreikStiems antigenams, reakcija gali buti neigiama. Monokloninés kilmés
anti-B nereaguoja su gautu B antigenu.

Svarbu: mikromégintuvélis ctl turi rodyti neigiamq reakcijq. Jeigu ctl yra teigiamas, ABO nustatymas néra validus.
Pakartokite testq kaip apibiidinta ,,pastaby 1 punkte“.

C) Atvirkstinio grupavimo reakcijos

A1 B Kraujo grupé
+ iki ++++ Neigiama B
Neigiama + iki ++++ A
+ iki ++++ + iki ++++ 0
Neigiama Neigiama AB

Jeigu gautos reakcijos kelia abejoniy, pakartokite atvirk$tinj grupavimg su 4 eritrocity reagentais (A1, Az, B ir O).

D) RhD reakcijos

+++ iki ++++ + iki ++* neigiamas

RhD teigiamas RhD silpnai teigiamas RhD neigiamas

* + 7zymé arba silpnos reakcijos turi biiti subjektas tolimesniems tyrimams, kad atskirti silpna ir dalinj D tipus kaip tinkama
tirlamo méginio kategorijai.

anti-D testo serumas buvo pasirinktas, kad nereaguoty su DVI variantais.

Silpnas D gali sukurti neigiamg reakcija. Jeigu aptikti visus silpnus / dalinius D, visi D neigiami rezultatai turi bati tiriami
pakartotinai. Prisiminkite, jog dauguma gairiy nerekomenduoja atlikti pacienty silpno ar dalinio D tyrimy.

Svarbu: mikromégintuvélis ctl turi rodyti neigiamq reakcijq. Jeigu ctl yra teigiamas, RhD nustatymas néra validus. Pakartokite
testq kaip apibudinta ,, pastaby 1 punkte .




PASTABOS
1. Neigiama kontrolé visada turi rodyti neigiamg reakcija.

e Jeigu neigiama kontrolé yra teigiama, prie§ paruosdami eritrocity suspensija, pirmiausia eritrocitus praplaukite Siltu
izotoniniu fiziologiniu tirpalu arba ID-Diluent 2.

e Tada teskite kaip nurodyta ,,Kraujo méginio paruosimas ir ,,Testo procediira“.

e Jeigu neigiama kontrolé parodo neigiama rezultata, reakcijos gali biiti interpretuojamos kaip apibudinta B, C ir D
dalyse.

e Jeigu neigiama kontrolé¢ islieka teigiama, ABO/Rh nustatymo rezultatai turi bati laikomi negaliojanciais.
Rekomenduojame atlikti kitus tyrimus pagal rekomenduojamas technikas, kad iSsiaiSkinti priezastj prie§ galint
uztikrinti validy antigeno tipavima.

2. Kai pastebimas skirtumas tarp ABO tipavimo ir atvirks$tinio grupavimo rezultaty, daugiau informacijos rasite ,,DiaMed ABO
skirtumy diagramoje®.

3. Pilnas tiesioginis ir atvirkstinis grupavimas reikalauja anti-A, -B, -AB ir A;, Az, B ir O lasteliy naudojimo. ID kortelé
,DiaClon ABO/D + Reverse Grouping® neturi anti-AB ir leidzia naudoti tik A; ir B lasteles. Jos turi buiti naudojamos tik
ankséiau tirty méginiy su nustatyta kraujo grupe patvirtinimui arba pagal vietos ar nacionalines gaires / rekomendacijas kraujo
grupavimui atlikti.

4. AtvirkStiniam grupavimui prie§ centrifugavimg atlickama maziausiai 10 minuciy 18-25 °C inkubacija pagerina reakcijas ir
sumazina poreikj kartoti testus dél silpny izoagliutininy.

APRIBOJIMAI

a) ID-kortelés, kurios turi oro burbuliukus gelyje arba laselius virSutinése mikromégintuvéliy dalyse ir/arba tarpinése, pries
naudojima turi buti centrifuguojamos

b) Bakterinis arba kitas naudojamy medZziagy uZterSimas gali sukelti klaidingai teigiamus arba klaidingai neigiamus rezultatus.
¢) Fibrino likuéiai raudonyjy lgsteliy suspensijoje gali uzspausti neagliutinuotas lasteles ir rodyti $viesiai rozine linija gelio
virSuje, kai didzioji dalis lasteliy po centrifugavimo yra mikromégintuvélio apacioje.

d) Reikalingas grieztas procedury ir reikalingos jrangos laikymasis. Jranga turi bati reguliariai tikrinama pagal GLP
procediiras.

e) Kity tirpaly suspensijos nei ID-skiediklis 2 gali modifikuoti reakcijas.

f) Pernelyg stiprios arba pernelyg silpnos eritrocity suspensijos gali duoti nejprastus rezultatus.

LITERATURA

1. Mollison, P.L., Engelfriet, C.P. and Contreras, M.: Blood Transfusion in Clinical Medicine, 10" ed. 1997; Blackwell
Scientific Publications, Oxford.

2. Lapierre, Y., Rigal, D., Adam, J. et al.: The gel test; A new way to detect red cell antigen-antibody reactions. Transfusion
1990; 30: 109-113.

PRODUKTAI
ID-Card ,,DiaClon ABO/D + Reverse Grouping* AX 12 REF 001234
24X 12 o REF 001237
B0 X 12 oo REF 001236
T1I2 X 12 e REF 001235

Siy produkty kokybé garantuojama, kai tyrimas atliekamas pagal aprasymq etiketéje ir instrukcijy lape. Gamintojas
neprisiima atsakomybés jei produktas naudojamas ar parduodamas kitais budais ar tikslais, skirtingai negu Sioje instrukcijoje
aprasyta.

07.11 versijos pakeitimai yra paryskinti pilka spalva.
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DiaMed GmbH

Pra Rond 23

1785 Cressier FR / Switzerland
Phone: +41 (0)26 674 51 11
Fax:  +41(0)26 674 54 45

C 6 Declaration of conformity

MANUFACTURER: DiaMed GmbH
ADDRESS: Pra Rond 23

PRODUCT NAME:
ld-n°;
REF:

1785 Cressier FR
Switzerland
Phone: +41(0)26 674 51 11

DiaClon ABO/D + Reverse Grouping
50092
001234 / 001237 / 001236 / 001235

We hereby declare that the above mentioned product meets the provisions of the following

Directives:

APPLICABLE DIRECTIVE:

CLASSIFICATION:
CONFORMITY ROUTE:
GMDN Code:

Generic Device Group Term:

NOTIFIED BODY:

Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in vitro Diagnostic medical
devices

Annex Il List A

Annex IV

45308

ABO/Rh(D) multiple blood grouping IVD, kit, agglutination

TUV Product Service GmbH
Ridlerstrasse 65-80339 Muinchen (Germany)

CE-N° 0123
Name: Function: Issued in: Date: Signature
Galéa Diane Site Quality Management  Cressier FR 11.12.2017
Representative
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DiaMed GmbH

Pra Rond 23

1785 Cressier FR / Sveicarija
Telefonas: +41 (0)26 674 51 11
Faksas: +41 (0)26 674 54 45

C € ATITIKTIES DEKLARACIJA
Gamintojas: DiaMed GmbH
Adresas: Pra Rond 23
1785 Cressier FR
Sveicarija

Telefonas: +41 (0)26 674 51 11

Produkto pavadinimas: DiaClon ABO/D + Reverse Grouping
Identifikacinis numeris: 50092
Produkto Nr. 001234 /001237 / 001236 / 001235

Mes patvirtiname, kad nurodyti produktai atitinka toliau pateikty direktyvy reikalavimus:

Taikomos direktyvos: Europos Parlamento direktyva 98/79/EB ir 1998 spalio 27 d. tarybos
direktyva in vitro diagnostiniams medicinos prietaisams.
Klasifikacija: Priedas II sarasas A
Patvirtinimo kelias: IV Priedas
GMDN kodas: 45308
Bendri prietaiso grupés terminai: ABO/Rh(D) raudonyjy kraujo kiineliy grupés IVD, antikiinas
Patvirtinimo agentiira: TUV Product service GmbH
Ridlerstrasse 65-80339, Miunchenas (Vokietija)
CE-Nr. 0123
Vardas: Funkcijos: ISleista: Data: Parasas:
Galea Diane Kokybés vadybos atstovas Cressier FR 11.12.2017

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra iSverstas
teisingai ir tiksliai bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly

dokumenta.
[ 7

Vaidas Vilmantas
MB ,,Beikeris®. I. k. 304539005
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Page 1/6
BIO RAD Safety data sheet
according to 1907/2006/EC, Article 31
Printing date 21.08.2018 Version number 3 Revision: 21.08.2018

SECTION 1: Identification of the substance/mixture and of the company/
undertaking

- 1.1 Product identifier

- Trade name: DiaMed GmbH IVD MD

*IHD Id-N°
10270 /10291 /10301 /10600 /10610 / 10620 / 10630 / 10640 / 10650 / 11270 /
11280/ 12300/ 12310/ 12320/ 12330/ 12340 / 12350 / 14060 / 14070/ 17030 /
17141 /17230/17323 /17420 /17620 / 17720 / 45470 / 45480 / 46130 / 50012 /
50053 / 50057 / 50071 / 50092 / 50093 / 50110 /50115 /50171 / 50200 / 50212 /
50221 /50242 / 50250 / 50411 / 50481 / 50492 / 50601 / 50682 / 50710 / 50741 /
50742 / 50850 / 50870 / 50961 / 50981 / 51011 /51051 / 51090 / 51160 / 51190 /
51210/51241 /51250 / 60300 / 60400/ 61470/ 61480 / 62380 / 63390 / 64370 /
65570 /08610 / 08620 / 09410 / 52000 / 52010 / 52020 / 52030 / 52040 / 52050

- Bio-Rad MSDS Number: 2704M

* 1.2 Relevant identified uses of the substance or mixture and uses advised against
No further relevant information available.
* Application of the substance / the mixture
In vitro diagnostic medical device or component.

* 1.3 Details of the supplier of the safety data sheet
* Manufacturer/Supplier:
DiaMed GmbH
Pra Rond 23
CH-1785 Cressier FR
(Switzerland/Schweiz/Suisse/Svizzera)
Tel: +41 (0)26 674 51 11
Fax: +41 (0)26 674 51 45

- Further information obtainable from: fds-msds.ch@bio-rad.com
* 1.4 Emergency telephone number: CHEMTREC UK (London) +(44)-870-8200418

SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008
The product is not classified according to the CLP regulation.
: 2.2 Label elements
- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void
- 2.3 Other hazards
* Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

\ SECTION 3: Composition/information on ingredients

* 3.2 Chemical characterisation: Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components: Void

* Additional information:
Caution: All reagents should be treated as potentially infectious.
For the wording of the listed hazard phrases refer to section 16.

GB —
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| SECTION 4: First aid measures

* 4.1 Desctiption of first aid measures
- General information: No special measures required.
- After inhalation: Supply fresh air; consult doctor in case of complaints.
- After skin contact: Generally the product does not irritate the skin.
- After eye contact: Rinse opened eye for several minutes under running water.
- After swallowing: If symptoms persist consult doctor.
* 4.2 Most important symptoms and effects, both acute and delayed
No further relevant information available.
* 4.3 Indication of any immediate medical attention and special treatment needed
No further relevant information available.

SECTION 5: Firefighting measures

- 5.1 Extinguishing media
: Suitable extinguishing agents:
CO2, powder or water spray. Fight larger fires with water spray or alcohol resistant foam.
Use fire extinguishing methods suitable to surrounding conditions.
- 5.2 Special hazards arising from the substance or mixture
No further relevant information available.
- 5.3 Advice for firefighters
- Protective equipment: No special measures required.

\ SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures Not required.
* 6.2 Environmental precautions:

Dilute with plenty of water.

Do not allow product to reach sewage system or any water course.
* 6.3 Methods and material for containment and cleaning up:

Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
- 6.4 Reference to other sections

See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.

See Section 13 for disposal information.

SECTION 7: Handling and storage

- 7.1 Precautions for safe handling No special measures required.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities
- Storage:
- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.
- Further information about storage conditions: see related package insert.
- 7.3 Specific end use(s) No further relevant information available.

\ SECTION 8: Exposure controls/personal protection

- Additional information about design of technical facilities: No further data; see item 7.
(Contd. on page 3)
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- 8.1 Control parameters
* Ingredients with limit values that require monitoring at the workplace:
The product does not contain any relevant quantities of materials with critical values that have
to be monitored at the workplace.
- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls
* Personal protective equipment:
- General protective and hygienic measures:
The usual precautionary measures are to be adhered to when handling chemicals.
- Respiratory protection: Not required.
- Protection of hands:

Protective gloves

The glove material has to be impermeable and resistant to the product/ the substance/
the preparation.
* Material of gloves
The selection of the suitable gloves does not only depend on the material, but
also on further marks of quality and varies from manufacturer to manufacturer.
As the product is a preparation of several substances, the resistance of the
glove material can not be calculated in advance and has therefore to be checked
prior to the application.
- Penetration time of glove material
The exact break through time has to be found out by the manufacturer of the
protective gloves and has to be observed.
* Eye protection:

Safety glasses

- Body protection: Protective work clothing

*

\ SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties
* General Information

* Appearance:
* Form: Fluid
: Colour: Colourless
- Odour: Odourless
* Odour threshold: Not determined.
* pH-value: Not determined.
 Change in condition
* Melting point/freezing point: Undetermined.
- Initial boiling point and boiling range: 100°C
* Flash point: Not applicable.
* Flammability (solid, gas): Not applicable.

(Contd. on page 4)
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- Ignition temperature:

- Decomposition temperature: Not determined.
- Auto-ignition temperature: Product is not selfigniting.
- Explosive properties: Product does not present an explosion hazard.
- Explosion limits:

- Lower: Not determined.

- Upper: Not determined.
* Vapour pressure at 20°C: 23hPa
- Density: Not determined.

- Relative density Not determined.

* Vapour density Not determined.

- Evaporation rate Not determined.
- Solubility in / Miscibility with

- water: Fully miscible.

- Partition coefficient: n-octanol/water: Not determined.

* Viscosity:
- Dynamic: Not determined.
- Kinematic: Not determined.
- Solvent content:
- Water: 50.0%
- Solids content: 0.0%
- 9.2 Other information No further relevant information available.

| SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.
* 10.2 Chemical stability

* Thermal decomposition / conditions to be avoided:

No decomposition if used according to specifications.

- 10.3 Possibility of hazardous reactions No dangerous reactions known.
- 10.4 Conditions to avoid No further relevant information available.
- 10.5 Incompatible materials: No further relevant information available.
- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

SECTION 11: Toxicological information

- 11.1 Information on toxicological effects
- Acute toxicity Based on available data, the classification criteria are not met.
- LD/LC50 values relevant for classification:
Sodium Azid is used as a preservative. (Concentration <0.1%)

26628-22-8 Sodium Azide

Oral LD50 |27 mg/kg (rat)

Dermal |LD50 |20 mg/kg (rabbit)
- Primary irritant effect:

- Skin corrosion/irritation
Based on available data, the classification criteria are not met.

(Contd. on page 5)
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- Serious eye damage/irritation
Based on available data, the classification criteria are not met.
- Respiratory or skin sensitisation
Based on available data, the classification criteria are not met.
- Additional toxicological information: No further relevant information available.
- CMR effects (carcinogenity, mutagenicity and toxicity for reproduction)
- Germ cell mutagenicity
Based on available data, the classification criteria are not met.
- Carcinogenicity Based on available data, the classification criteria are not met.
- Reproductive toxicity
Based on available data, the classification criteria are not met.
- STOT-single exposure Based on available data, the classification criteria are not met.
- STOT-repeated exposure
Based on available data, the classification criteria are not met.
- Aspiration hazard Based on available data, the classification criteria are not met.

\ SECTION 12: Ecological information

* 12.1 Toxicity

- Aquatic toxicity: No further relevant information available.
- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.
* 12.4 Mobility in soil No further relevant information available.

* Additional ecological information:

- General notes: Generally not hazardous for water

* 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPvB: Not applicable.
- 12.6 Other adverse effects No further relevant information available.

SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Smaller quantities can be disposed of with household waste.

* Uncleaned packaging:
- Recommendation: Disposal must be made according to official regulations.
- Recommended cleansing agents:
Water, if necessary together with cleansing agents.

\ SECTION 14: Transport information
- 14.1 UN-Number

- ADR, ADN, IMDG, IATA Void
* 14.2 UN proper shipping hame
- ADR, ADN, IMDG, IATA Void

 14.3 Transport hazard class(es)

- ADR, ADN, IMDG, IATA
- Class Void

(Contd. on page 6)

GB—

13



Page 6/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 21.08.2018 Version number 3 Revision: 21.08.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 5)

- 14.4 Packing group

- ADR, IMDG, IATA Void

- 14.5 Environmental hazards:
- Marine pollutant: No

- 14.6 Special precautions for user Not applicable.

- 14.7 Transport in bulk according to Annex Il

of Marpol and the IBC Code Not applicable.
- Transport/Additional information: Not dangerous according to the above
specifications.

- UN "Model Regulation™: Void

\ SECTION 15: Regulatory information

* 15.1 Safety, health and environmental regulations/legislation specific for the substance or
mixture
- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void

- Directive 2012/18/EU
- Named dangerous substances - ANNEX | None of the ingredients is listed.
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

SECTION 16: Other information

This information is based on our present knowledge. However, this shall not constitute a guarantee
for any specific product features and shall not establish a legally valid contractual relationship.

- Department issuing SDS:
DiaMed GmbH
Pra Rond 23
CH-1785 Cressier FR
(Switzerland/Schweiz/Suisse/Svizzera)

- Abbreviations and acronyms:
ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement
concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

- * Data compared to the previous version altered.

GB—
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Saugos duomeny lapas

pagal 1907/2006/EB, 31 straipsnis
Spausdinimo data: 2018-08-21 Versijos numeris 3 Perzitira: 2018-08-21

1 SKIRSNIS. Cheminés medziagos ir (arba) miSinio ir bendrovés ir (arba) imonés identifikavimas
1.1 Produkto identifikatorius

Prekybinis pavadinimas: DiaMed GmbH IVD MD

IHD ID nr.:

10270/10291 /10301 /10600 / 10610/ 10620 / 10630 / 10640 / 10650 / 11270 /
11280/12300/ 12310/ 12320/ 12330/ 12340 / 12350 / 14060 / 14070/ 17030 /
17141717230/ 17323/ 17420/ 17620/ 17720 / 45470 / 45480 / 46130 / 50012 /
50053 / 50057 / 50071 / 50092 / 50093 / 50110 / 50115 / 50171 / 50200 / 50212 /
50221 / 50242 / 50250 / 50411 / 50481 / 50492 / 50601 / 50682 / 50710 / 50741 /
50742 / 50850 / 50870 / 50961 / 50981 / 51011 / 51051 / 51090 / 51160 / 51190 /
51210/51241 /51250 / 60300 / 60400 / 61470 / 61480 / 62380 / 63390 / 64370 /
65570/ 08610 / 08620 / 09410 / 52000 / 52010 / 52020 / 52030 / 52040 / 52050
Bio-Rad MSDL numeris: 2704M

1.2 (Cheminés) MedZiagos ar miSinio nustatyti naudojimo buidai ir nerekomenduojami naudojimo buidai
Kitos susijusios informacijos néra.
Medziagos / miSinio naudojimo biidas: in vitro diagnostinis medicinos prietaisas ar komponentas

1.3 ISsami informacija apie saugos duomeny lapo tiekéja:
Gamintojas

DiaMed GmbH

Pra Rond 23

CH-1785 Cressier FR

Sveicarija

Tel.: +41 (0)26 674 51 11

Faks.: +41 (0)26 674 51 45

Tiekéjas

UAB ,Interlux®, Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728, www.interlux.lt.

Uz saugos duomeny lapg atsakingo asmens el. paSto adresas: spirit@interlux.lt

1.4 Pagalbos telefono numeris
Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687 53378. Bendras
pagalbos telefonas — 112.

2 SKIRSNIS. Galimi pavojai

2.1 (Cheminés) Medziagos ar miSinio klasifikavimas
Klasifikavimas pagal (EB) reglamentg nr. 1272/2008:
Produktas néra klasifikuojamas pagal CLP reglamenta.

2.2 Zenklinimo elementai
Zenklinimas pagal (EB) reglamentg nr. 1272/2008: Néra

Pavojaus piktograma: Néra
Signalinis Zodis: Neéra
Pavojingumo frazeés: Néra

2.3 Kiti pavojai

PBT ir vPvB vertinimo rezultatai
PBT: netaikoma

vPVB: netaikoma.

3 SKIRSNIS. Sudétis/informacija apie komponentus
3.2 Cheminé charakterizacija: MiSiniai
Apibiidinimas: medziagy miSiniai su nepavojingais priedais.
15
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| Prekybinis pavadinimas: DiaMed GmbH IVD MD

Pavojingi komponentai: néra

Papildoma informacija:

Isp¢jimas: visi reagentai turi biiti laikomi potencialiai infekciniais.
Pilnas rizikos fraziy tekstas pateiktas 16 skirsnyje.

4 SKIRSNIS. Pirmosios pagalbos priemonés

4.1 Pirmosios pagalbos priemoniy aprasymas

Bendra informacija: specialiy priemoniy néra.

Ikvépus: iSveskite | gryng org; esant nusiskundimams kreipkités | gydytoja.

Ivykus kontaktui su oda: bendru atveju produktas odos nedirgina.

Ivykus kontaktui su akimis: atmerktas akis kelias minutes skalaukite tekanc¢iu vandeniu.
Prarijus: jeigu reikia, kreipkités j gydytoja.

4.2 Svarbiausi simptomai ir poveikis (imus ir uZdelstas)
Kitos susijusios informacijos néra.

4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalinguma
Kitos susijusios informacijos néra.

5 SKIRSNIS. Priesgaisrinés priemonés

5.1 Gesinimo priemonés

Tinkamos gesinimo priemonés: CO2, milteliai ar vandens ¢iurkslé. Didesnius gaisrus gesinkite vandens
¢iurksle ar alkoholiui atspariomis putomis. Naudokite aplinkos sglygoms tinkamas gaisro gesinimo priemones.

5.2 Specialiis medziagos ar miSinio keliami pavojai
Kitos susijusios informacijos néra.

5.3 Patarimai gaisrininkams
Apsauginé jranga: specialiy priemoniy néra.

6 SKIRSNIS. Avarijy likvidavimo priemonés
6.1 Asmens atsargumo priemonés, apsaugos priemonés ir skubios pagalbos procediiros
Nereikalaujama.

6.2 Ekologinés atsargumo priemonés
Skieskite gausiu kiekiu vandens.
Neleiskite produktui patekti j kanalizacijos sistemg ar bet kokius vandens kelius.

6.3 Izoliavimo ir valymo procediiros bei priemonés
Surinkite skysCius riSan¢ia medziaga (sméliu, diatomitu, ragstiniais riSikliais, universaliais riSikliais,
pjuvenomis).

6.4 Nuoroda i kitus skirsnius

Zr. 7 skirsnj informacijai apie saugy naudojima.

7Zr. 8 skirsnj informacijai apie asmens apsaugos jranga.
Zr. 13 skirsnj utilizavimo informacijai.

7 SKIRSNIS. Naudojimas ir sandéliavimas

7.1 Su saugiu tvarkymu susijusios atsargumo priemonés

Specialiy priemoniy néra.

Informacija apie apsauga nuo gaisro ir sprogimo: specialiy priemoniy néra.

7.2 Saugaus sandéliavimo salygos, iskaitant visus nesuderinamumus 16
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Sandéliavimas:

Reikalavimai sandéliams ir talpykloms: specialiy reikalavimy néra.
Informacija apie sandéliavima viename sandélyje: nereikalaujama.

Kita informacija apie sandéliavimo sglygas: Zr. susijusj pakuotés jdétinj lapa.

7.3 Konkretus (-iis) galutinio naudojimo biidas (-ai)
Kitos susijusios informacijos néra.

8 SKIRSNIS. Poveikio prevencija/asmens apsauga
Papildoma informacija apie techniniy patalpy dizaina: kity duomeny néra; zr. 7 skirsnj.

8.1 Kontrolés parametrai

Sudétinés dalis su ribinémis vertémis, kurias reikia stebéti darbo vietoje:

Produktas neturi jokiy susijusiy medziagy su kritinémis vertémis kiekiy, kuriuos reikia stebéti darbo vietoje.
Papildoma informacija: kaip pagrindas sudarymo metu buvo naudojami galiojantys sarasai.

8.2 Poveikio kontrolés

Asmeninés apsaugos jranga

Bendros apsaugos ir higienos priemonés:

Dirbant su chemikalais, reikia laikytis jprasty atsargumo priemoniy.
Kvépavimo taky apsauga: nereikalaujama.

Ranky apsauga:

o
“ Apsauginés pirStinés

Pirstiniy medziaga turi buti nepermerkiama ir atspari produktui / medziagai / ruoSiniui.

PirStiniy medziaga

Tinkamy pirstiniy pasirinkimas priklauso ne tik nuo medziagos, bet ir nuo kity kokybés zenkly. Kadangi
produktas yra keliy medziagy preparatas, pirStiniy medziagos atsparumo negalima i§ anksto apskaiciuoti, todél
pries naudojant jj reikia patikrinti.

Pirstiniy medZiagos jsiskverbimo laikas

Tiksly prasiskverbimo laikg turi suzinoti apsauginiy pirStiniy gamintojas ir jo reikia laikytis.

AKkiy apsauga:

l@ Apsauginiai akiniai

Kiino apsauga: apsauginiai darbo drabuziai.

9 SKIRSNIS. Fizinés ir cheminés savybés
9.1 Bendra informacija apie fizines ir chemines savybes
Bendra informacija

ISvaizda

Forma Skystis
Spalva Nenustatyta
Kvapas Bekvapis
Kvapo atsiradimo riba Nenustatyta
pH Nenustatytas
Bisenos pakitimas

Lydymosi temperatiira / lydymosi intervalas Nenustatomas
Virimo temperatiira / virimo intervalas 100 °C
Pliapsnio temperatira Netaikoma
Degumas (Kkietos, dujinés biisenos) Netaikomas

17
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UZsidegimo temperatiira

Skilimo temperatiira

Savaiminis uZsidegimas

Sprogimo pavojus

Sprogimo ribos

Apatiné

Virsutiné

Gary slégis ties 20 °C

Tankis

Santykinis tankis

Gary tankis

Garavimo greitis

Tirpumas / maiSymasis su vandeniu
Pasiskirstymo koeficientas: n-oktanolis / vanduo
Klampa

Dinaminé

Kinematiné

Tirpiklio sudétis

Vanduo

Kietoji sudétis

9.2 Kita informacija
Kitos susijusios informacijos néra.

Nenustatyta

Produktas savaime neuzsidega
Produktas nekelia sprogimo pavojaus

Nenustatyta
Nenustatyta
23 hPa
Nenustatytas
Nenustatytas
Nenustatytas
Nenustatytas
Pilnai maiSosi
Nenustatytas

Nenustatyta
Nenustatyta

50.0 %
0.0 %

10 SKIRSNIS. Stabilumas ir reaktingumas
10.1 Reaktingumas
Kitos susijusios informacijos néra.

10.2 Cheminis stabilumas
Terminis skilimas / vengtinos salygos:
Skilimo néra, jeigu naudojama pagal specifikacijas.

10.3 Pavojingy reakciju galimybé
Pavojingos reakcijos nezinomos.

10.4 Vengtinos salygos
Kitos susijusios informacijos néra.

10.5 Nesuderinamos medZiagos
Kitos susijusios informacijos néra.

10.6 Pavojingi skilimo produktai
Pavojingi skilimo produktai néra zinomi.

11 SKIRSNIS. Toksikologiné informacija
11.1 Informacija apie toksinj poveikj

Umus toksiSkumas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

LD/LC50 vertés, susijusios su klasifikacija:

Natrio azidas naudojamas kaip konservantas (koncentracija < 0.1 %)

26628-22-8 Natrio azidas

Prarijus LD50 | 27 mg/kg (ziurke)

Per odg LD50 | 20 mg/kg (triusis)

18
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Pirminis dirginamasis poveikis:

Odos ésdinimas / dirginimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Smarkus akiy paZeidimas / dirginimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Kvépavimo taky ar odos jautrinimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Papildoma toksikologiné informacija: Kitos susijusios informacijos néra.

CMR poveikiai (kancerogeniSkumas, mutageni§kumas ir toksinis poveikis reprodukcijai)

Lytiniy lasteliy mutageniSkumas

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Kancerogeniskumas

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Toksinis poveikis reprodukcijai

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Specifinis toksiSkumas konkreciam organui, vienkartinis poveikis
Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Specifinis toksiSkumas konkreciam organui, kartotinis poveikis
Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Aspiracijos pavojus

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

12 SKIRSNIS. Ekologiné informacija
12.1 ToksiS$kumas
Toksinis poveikis vandens aplinkai: Kitos susijusios informacijos néra.

12.2 Patvarumas ir skaidomumas
Kitos susijusios informacijos néra.

12.3 Bioakumuliacijos potencialas
Kitos susijusios informacijos néra.

12.4 Judrumas dirvoZemyje

Kitos susijusios informacijos néra.

Papildoma ekologiné informacija:

Bendros pastabos: bendru atveju vandeniui nepavojingas.

12.5 PBT ir vPvB vertinimo rezultatai
PBT: netaikoma
vPVB: netaikoma

12.6 Kitas nepageidaujamas poveikis
Kitos susijusios informacijos néra.

13 SKIRSNIS. Atlieky tvarkymas

13.1 Atlieky tvarkymo metodai

Rekomendacija

Mazesni kiekiai gali buti utilizuojami su buitinémis atliekomis.

Nevalyta pakuoté
Rekomendacija: utilizuokite pagal oficialius reglamentus.

Rekomenduojamos valymo priemonés: vanduo, jeigu reikia kartu su valymo priemonémis.

14 SKIRSNIS. Informacija apie gabenima
14.1 JT numeris
ADR, ADN, IMDG, IATA Néra
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14.2 Tinkamas JT transportavimo pavadinimas
ADR, ADN, IMDG, IATA Néra

14.3 Transporto pavojaus klasé (-és)
ADR, ADN, IMDG, IATA

Klasé Neéra
14.4 Pakuotés grupé
ADR, IMDG, IATA Neéra

14.5 Pavojus aplinkai
Jiiry terSalas: Ne

14.6 Specialios atsargumo priemonés naudotojams
Netaikomos.

14.7 Nesupakuoty kroviniy gabenimas pagal MARPOL 73/78 1I prieda ir IBC koda
Netaikomas.

Gabenimo / papildoma informacija: Pagal pateiktas specifikacijas, nepavojingas.
JT ,,modelio reglamentas*: -

15 SKIRSNIS. Informacija apie reglamentavimg

15.1 Su konkrecia medZiaga ar miSiniu susije¢ saugos, sveikatos ir aplinkos teisés aktai
Zenklinimas pagal Reglamenta (EB) Nr. 1272/2008 Netaikoma

Pavojaus piktogramos Netaikomos

Signalinis Zodis Netaikomas

Pavojingumo frazés Netaikomos

Direktyva 2012/18/ES

Ivardintos pavojingos medziagos - | PRIEDAS Nei viena sudétiniy daliy j sarasa nejtraukta.

15.2 Cheminés saugos vertinimas
Cheminés saugos vertinimas nebuvo atliktas.

16 SKIRSNIS. Kita informacija
Si informacija yra paremta musy dabartinémis ziniomis. Taciau, tai néra kuriy nors produkto savybiy garantija ir
nereiskia jstatymiskai galiojanciy sutartiniy santykiy.

Saugos duomeny lapa iSduodantis skyrius:
DiaMed GmbH

Pra Rond 23

CH-1785 Cressier FR

Sveicarija

Trumpiniai ir akronimai:

ADR: Europos susitarimas dél pavojingy kroviniy tarptautinio vezimo keliais.
IMDG: Tarptautinés pavojingos jury prekeés.

IATA: Tarptautiné oro transporto asociacija.

GHS: visuotinai suderinta sistema.

EINECS: Europos esamy komerciniy cheminiy medziagy inventorius.
ELINCS: Europos patvirtinty cheminiy medziagy sarasas.

CAS: Cheminiy medziagy santrumpy tarnyba (Amerikos chemijos draugijos padalinys).
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Puslapis 7/6

BIORAD
Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis
Spausdinimo data: 2018-08-21 Versijos numeris 3 Perzitira: 2018-08-21

| Prekybinis pavadinimas: DiaMed GmbH IVD MD

LC50: mirtina koncentracija, 50 procenty
LD50: mirtina dozé, 50 proc

PBT: patvarus, bioakumuliacinis ir toksiskas
VvPVB: labai patvarus ir labai bioakumuliacinis

* Pakeisti duomenys lyginant su ankstesne versija.
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ID-Diluent 2
#46.1.:

English B009290 03.13

Modified LISS for red cell suspensions

Product-ldentification: 05761

INTRODUCTION
Low ionic strength solution (LISS) increases the rate of antibody association and thus enhances antigen/antibody reactions.

“ID-Diluent 27 is a modified low ionic strength solution made for the ID-System, for preparing 5% red cell suspensions for blood grouping as well as
0.8% red cell suspensions for crossmatching, autocontrol, direct anti-human globulin test, blood grouping of newborns and test cells prepared in the
laboratory.

REAGENTS

IVD

“1D-Diluent 2™ modified LISS for Red Cell Suspension, in 100 and 500 ml bottles or racks of 60 x 700 pl for the IH-Analyzers.
Preservatives: the antibiotics trimethoprim and sulfamethoxazole.

Once opened and if handled in accordance with good laboratory practice (GLP) principles and stored correctly, the 100 and 500 mi botties can be used until
the date of expiry or for up to 6 months aftarwards, whichever is the sooner.

8°C
Stability: see expiry date on label.

2°C

FURTHER MATERIALS REQUIRED (FOR 100 AND 500 ML BOTTLES)

* ID-Dispenser

* Pipette 256 and 50 pl
+ ID-Tips (pipetor tips)
* Suspension Tubes

+ ID-Working Table

SAMPLE MATERIAL

For optimal results, the determination should be performed using a freshly drawn sample, or in accordance with local laboratory procedures for sample
acceptance criteria. Preferably, blood samples should be drawn into citrate, EDTA or CPD-A anticoagulant. Samples drawn into plain tubes (no anticoagulant)
may also be used.

PREPARATION OF BLOOD SAMPLE (FOR 100 AND 500 ML BOTTLES)

A) For blood group determinations

Prepare a 5% red cell suspension of the patient’s red cells in TD-Diluent 27 as follows:
Allow the diluent to neach room temperature before use.

1. Dispensa 0.5 ml of 1D-Diluent 27 into a clean tube

2. Add 50 pl of whole blood or 25 pl of packed cells, mix gently.

The cell suspension may be used immediataly.

B) For crossmatching, direct anti-human globulin test, autocontrol in antibody screening and other tests as specified in the relevant box inserts
Prepare a 0.8% red cell suspension in 1D-Diluent 27 as follows:

Allow the diluent to neach room temperafure before use.

1. Dispense 1.0 ml of 1D-Diluent 27 into a clean tube.

2. Add 10 pl of packed red cells, mix gently.

The cell suspension may be used immediately.

C) For preparation of test cell reagents in the laboratory
1. Wash the red cells with isotonic saline solution or with 1D-Diluent 2 three times or more, until the supernatant is clear.
2. Decant the supematant and resuspend the packed cells to a 0.8% suspension with 1D-Diluent 2.
3. Under aseptic conditions place the suspension into sterile glass vials or tubes, close with sterile caps.
Red cell reagents thus prepared and stored at 2-8 °C are stable for one day.
Important: consult the related instruction sheet of the ID-Cards for precise working procedunss.

PREPARATION OF BLOOD SAMPLE (RACKS WITH 60 X 700 pL)

Please refer to the user manual of the IH-Analyzers.
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LIMITATIONS

a) Bacterial or other contamination of materials used can cause false positive or false negative results.

b) Strict adherence to the procedures and recommended equipment is essential. The eguipment should be checked regularly according to GLP procedures.
c) D-Diluent 27 has been formulated in order 1o reduce the incidence of detection of non-significant red cell bound complement components.

d) Some antibodies in the Kell system may react more weakly in LISS technigues.

€) LISS solutions may affect autoantibody activity and therefore may cause problems with certain samples.

BIBLIOGRAPHY

1. Technical Manual; 11" ed. 1993; American Association of Blood Banks.

2. Mollison, PL., Engelfriet, C.P. and Contreras, M.: Blood Transfusion in Clinical Medicine, 9th ed. 1993; Blackwell Scientific Publications, Oxford.
3. Issitt, PD. Applied Blood Group Serology, 3 ed. 1985; p: 222; Montgomery Scientific Publications, Miami, Florida, U.S.A.

4. Lapierre, Y., Rigal, D., Adam, J. et al.: The gel test; A new way to detect red cell antigen-antibody reactions. Transfusion 1990; 30: 109-113.

PRODUCTS

ID-Diluent 2 2x100ml ... ... REF 009260
ID-Diluent 2 1x500ml .. ... ... REF 009280
ID-Diluent 2 Rack for IH-Analyzers 10racks with 60 x 700 pl .. ... ... ... ... REF 008230

These products are guaranteed to perform as described on the label and in the instruction sheet. The manufacturer declines all responsibility arising out of the
use or sale of these products in any way or for any purpose other than those described therein.

Changes to the version 08.12 are shaded grey.

DiaMed GmbH

Pra Rond 23
1785 Cressier FR ( € B’O'RAD

Switzerland
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ID-Diluent 2

Vertimas i§ angly kalbos dokumento B009290 03.13
Modifikuotas LISS eritrocity suspensijoms
Produkto identifikacija: 05761

IVADAS
Zemo joninio stiprumo tirpalas (LISS) didina antikliny susiejimo santykj ir pagerina antigeno / antikiino reakcijas.

,ID-Diluent 2 yra modifikuotas Zemo joninio stiprumo tirpalas, sukurtas ID-System (ID-sistemai), paruosiant 5 % eritrocity
suspensijas kraujo grupavimui bei 0.8 % eritrocity suspensijoms kryZminiai atitikéiai, automatinei kontrolei, tiesioginio anti-zmogaus
globulino testui, naujagimiy kraujo grupavimui ir tiriamosioms lgsteléms, paruoStoms laboratorijoje.

REAGENTAI

,ID-Diluent 2: modifikuotas LISS eritrocity suspensijai, 100 ir 500 ml buteliuose ar stovuose po 60 x 700 ul IH-Analyzer (IH-
analizatoriams).
Konservantai: antibiotikai trimetoprimas ir sulfametoksazolas.

Atidarius ir tvarkant pagal geros laboratorijos praktikos (GLP) principus, ir sandélivojant tinkamai, 100 ir 500 ml buteliai gali biiti
naudojami iki galiojimo laiko pabaigos arba iki 6 ménesiy, priklausomai nuo to, kas jvyks pirmiau.

8°C
Stabilumas: zr. galiojimo laikqg etiketéje.

2°C

PAPILDOMAI REIKALINGOS MEDZIAGOS (100 IR 500 ML BUTELIAMS)
ID-Dispenser (ID-dozavimo jtaisas)

Pipeté 25 ir 50 pl

ID-Tips (pipetés antgaliai)

Suspensijos mégintuvéliai

ID-Working Table (ID-darbo stalas)

MEGINIO MEDZIAGA

Optimaliems rezultatams, nustatymas turi bati atlickamas naudojant $vieZiai surinkta méginj arba pagal vietos laboratorijos
procediiras méginio priimtinumo kriterijams. Rekomenduojame kraujo méginius surinkti j citrato, EDTA ar CPD-A antikoaguliants.
Meéginiai, surinkti j paprastus mégintuvélius (be antikoagulianto), taip pat gali biiti naudojami.

KRAUJO MEGINIO PARUOSIMAS (100 IR 500 ML BUTELIAMS)
A) Kraujo grupés nustatymams

ID-Diluent 2 paruoskite 5 % eritrocity suspensija:

Pries naudojimq leiskite skiedikliui pasiekti kambario temperatiirq.

1. llasinkite 0.5 ml ID-Diluent 2 j §vary mégintuvélj.

2. Jlaginkite 50 pl viso kraujo ar 25 ul supakuoty lasteliy, Svelniai maisykite.
Lgsteliy suspensija gali biiti naudojama nedelsiant.

B) KryZminei atitik¢iai, tiesioginiam anti-Zmogaus globulino testui, automatinei kontrolei antikiino atrankoje ir kitiems
testams, kaip nurodyta susijusiuose jdétiniuose lapuose

ID-Diluent 2 paruoskite 0.8 % eritrocity suspensija:

Pries naudojimq leiskite skiedikliui pasiekti kambario temperatiirg.

1. JlaSinkite 1.0 ml ID-Diluent 2 j §vary mégintuvélj.

2. [lasinkite 10 pl supakuoty lasteliy, Svelniai maisSykite.

Lgsteliy suspensija gali biiti naudojama nedelsiant.

C) Tiriamuyjy lasteliy reagenty paruoSimui laboratorijoje

1. Plaukite eritrocitus izotoniniu fiziologiniu tirpalu arba ,,ID-Diluent 2 tris kartus arba daugiau, kol supernatantas taps skaidrus.

2. Dekantuokite supernatantg ir resuspenduokite supakuotas lasteles j 0.8 % suspensija si ,,ID-Diluent 2.

3. Esant aseptinéms salygoms patalpinkite suspensija | sterilius stiklinius buteliukus ar mégintuvélius, uzdarykite steriliais dangteliais.
Eritrocity reagentai yra paruosti ir gali biiti sandéliuojami 2-8 °C. Paruosti produktai stabiliis vieng diena.

Svarbu: zr. susijusj ID-Cards instrukcijy lapg saugioms darbinéms procediiroms.
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KRAUJO MEGINIO PARUOSIMAS (STOVAI SU 60 X 700 pl)
Zr. IH-Analyzer (IH-analizatoriams) vartotojo vadova.

APRIBOJIMAI

a) Bakterinis arba kitas naudojamy medziagy uzterSimas gali sukelti klaidingai teigiamus arba klaidingai neigiamus rezultatus.

b) Reikalingas grieztas procediiry ir reikalingos jrangos laikymasis. ranga turi buti reguliariai tikrinama pagal GLP procediiras.

¢) ,,ID-Diluent 2 buvo suformuluotas siekiant sumazinti nereikSmingy eritrocity suristy komplemento komponenty aptikimo daznj.
d) Kai kurie antiktinai Kell sistemoje gali reaguoti silpniau LISS technikose.

e) LISS tirpalai gali paveikti autoantikiiny aktyvuma, todél gali sukelti problemy su tam tikrais méginiais.

LITERATURA

1. Technical Manual; 11" ed. 1993; American Association of Blood Banks.

2. Mollison, P.L., Engelfriet, C.P. and Contreras, M.: Blood Transfusion in Clinical Medicine, 10th ed. 1997; Blackwell Scientific
Publications, Oxford.

3. Issitt, P.D. Applied Blood Group Serology, 3" ed. 1985; p: 222; Montgomery Scientific Publications, Miami, Florida, U.S.A.

4. Lapierre, Y., Rigal, D., Adam, J. et al.: The gel test; A new way to detect red cell antigen-antibody reactions. Transfusion 1990; 30:
109-113.

PRODUKTAI

ID-Diluent 2 2X200 Ml e REF 009260
ID-Diluent 2 1X500 Ml s REF 009280
ID-Diluent 2 stovas IH-Analyzer (IH-analizatoriams) 10 stovy su 60 X 700 [l e REF 009290

Siy produkty kokybé garantuojama, kai tyrimas atliekamas pagal aprasymq etiketéje ir instrukcijy lape. Gamintojas neprisiima
atsakomybés jei produktas naudojamas ar parduodamas kitais biidais ar tikslais, skirtingai negu Sioje instrukcijoje aprasyta.

08.12 versijos pakeitimai yra paryskinti pilka spalva.

DiaMed GmbH

Pra Rond 23
u 1785 Cressler FR c € B’O 'Rm
Sveicarija 0123
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BIORAD Sty
Pra Rond 23
1785 Cressier FR / Swilzerland

Phone: +41 (0)26 674 51 11
Fax:  +41(0)26 674 54 45

#46.1..

C 6 Declaration of conformity

MANUFACTURER: DiaMed GmbH
ADDRESS: Pra Rond 23
1785 Cressier FR
Switzerland
Phone: +41(0)26 674 51 11

PRODUCT NAME: ID-Diluent 2
Id-n°®: 05761
REF: 009260 /009280 / 009290

We hereby declare that the above mentioned product meets the provisions of the following
Directives:

APPLICABLE DIRECTIVE: Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in vitro Diagnostic medical

devices
CLASSIFICATION: Others
CONFORMITY ROUTE: Annex Il
GMDN Code: 52718
Generic Device Group Term:  Low ionic strength saline (LISS) immunohaematology reagent
IVD
NOTIFIED BODY: /
Name: Function: Issued in: Date: ngnatyre
Galéa Diane Site Quality Management  Cressier FR 01.02.2017
Representative /
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DiaMed GmbH

Pra Rond 23

1785 Cressier FR / Sveicarija
Telefonas: +41 (0)26 674 51 11
Faksas: +41 (0)26 674 54 45

C € ATITIKTIES DEKLARACIJA
Gamintojas: DiaMed GmbH
Adresas: Pra Rond 23
1785 Cressier FR
Sveicarija

Telefonas: +41 (0)26 674 51 11

Produkto pavadinimas: ID-Diluent 2
Identifikacinis numeris: 05761
Produkto Nr. 009260/ 009280/ 009290

Mes patvirtiname, kad nurodyti produktai atitinka toliau pateikty direktyvy reikalavimus:

Taikomos direktyvos: Europos Parlamento direktyva 98/79/EB ir 1998 spalio 27 d. tarybos
direktyva in vitro diagnostiniams medicinos prietaisams.

Klasifikacija: Kiti

Patvirtinimo kelias: III Priedas

GMDN kodas: 52718

Bendri prietaiso grupés terminai: Mazo joninio stiprumo fiziologinio tirpalo (LISS) imunohematologinis

reagentas [VD

Patvirtinimo agentiira: /
Vardas: Funkcijos: ISleista: Data: Parasas:
Galea Diane Kokybés vadybos atstovas Cressier FR 01.02.2017

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra iSverstas
teisingai ir tiksliai bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly

dokumenta.
,”‘ /e

Vaidas Vilmantas
MB ,,Beikeris®. I. k. 304539005
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#1.2

Page 1/6
BIO RAD Safety data sheet
according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

SECTION 1: Identification of the substance/mixture and of the company/
undertaking

1.1 Product identifier
- Trade name: DiaMed GmbH IVD MD

*IHD Id-N°
12060 / 12140 /20100 / 40230 / 40240 / 40560 / 45270 / 46140 / 50560 / 50620 /
50830 /50900 / 05710 / 05730 / 05740 / 05751 / 05761 / 05780 / 06311 / 06760 /
06940 / 09550

- Bio-Rad MSDS Number: 2702M

* 1.2 Relevant identified uses of the substance or mixture and uses advised against
No further relevant information available.
* Application of the substance / the mixture
In vitro diagnostic medical device or component.

* 1.3 Details of the supplier of the safety data sheet
 Manufacturer/Supplier:
DiaMed GmbH
Pra Rond 23
CH-1785 Cressier FR
(Switzerland/Schweiz/Suisse/Svizzera)
Tel: +41 (0)26 674 51 11
Fax: +41 (0)26 674 51 45

- Further information obtainable from: fds-msds.ch@bio-rad.com
* 1.4 Emergency telephone number: CHEMTREC UK (London) +(44)-870-8200418

SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008
The product is not classified according to the CLP regulation.
: 2.2 Label elements
* Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void
- 2.3 Other hazards
* Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

\ SECTION 3: Composition/information on ingredients

: 3.2 Chemical characterisation: Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components: Void
- Additional information: For the wording of the listed hazard phrases refer to section 16.

SECTION 4: First aid measures

- 4.1 Description of first aid measures
* General information: No special measures required.
- After inhalation: Supply fresh air; consult doctor in case of complaints.
- After skin contact: Generally the product does not irritate the skin.
- After eye contact: Rinse opened eye for several minutes under running water.

(Contd. on page 2)

GB —
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Page 2/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 1)
- After swallowing: If symptoms persist consult doctor.
- 4.2 Most important symptoms and effects, both acute and delayed
No further relevant information available.
- 4.3 Indication of any immediate medical attention and special treatment needed
No further relevant information available.

| SECTION 5: Firefighting measures

* 5.1 Extinguishing media
* Suitable extinguishing agents:
CO2, powder or water spray. Fight larger fires with water spray or alcohol resistant foam.
Use fire extinguishing methods suitable to surrounding conditions.
* 5.2 Special hazards arising from the substance or mixture
No further relevant information available.
* 5.3 Advice for firefighters
- Protective equipment: No special measures required.

SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures Not required.
* 6.2 Environmental precautions:

Dilute with plenty of water.

Do not allow product to reach sewage system or any water course.
- 6.3 Methods and material for containment and cleaning up:

Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
- 6.4 Reference to other sections

See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.

See Section 13 for disposal information.

| SECTION 7: Handling and storage

- 7.1 Precautions for safe handling No special measures required.
- Information about fire - and explosion protection: No special measures required.

: 7.2 Conditions for safe storage, including any incompatibilities
- Storage:
- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.
* Further information about storage conditions: see related package insert.
- 7.3 Specific end use(s) No further relevant information available.

SECTION 8: Exposure controls/personal protection

- Additional information about design of technical facilities: No further data; see item 7.

- 8.1 Control parameters
* Ingredients with limit values that require monitoring at the workplace:
The product does not contain any relevant quantities of materials with critical values that have
to be monitored at the workplace.

- Additional information: The lists valid during the making were used as basis.
(Contd. on page 3)

GB—
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Page 3/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 2)

- 8.2 Exposure controls
* Personal protective equipment:
- General protective and hygienic measures:
The usual precautionary measures are to be adhered to when handling chemicals.
- Respiratory protection: Not required.
- Protection of hands:

Protective gloves

The glove material has to be impermeable and resistant to the product/ the substance/
the preparation.
* Material of gloves
The selection of the suitable gloves does not only depend on the material, but
also on further marks of quality and varies from manufacturer to manufacturer.
As the product is a preparation of several substances, the resistance of the
glove material can not be calculated in advance and has therefore to be checked
prior to the application.
- Penetration time of glove material
The exact break through time has to be found out by the manufacturer of the
protective gloves and has to be observed.
* Eye protection:

Safety glasses

- Body protection: Protective work clothing

\ SECTION 9: Physical and chemical properties

* 9.1 Information on basic physical and chemical properties
* General Information

* Appearance:
- Form: Not determined.
: Colour: Not determined.
- Odour: Odourless
* Odour threshold: Not determined.
* pH-value: Not determined.
 Change in condition
* Melting point/freezing point: Undetermined.
- Initial boiling point and boiling range: Undetermined.
* Flash point: Not applicable.
- Flammability (solid, gas): Not applicable.
* Ignition temperature:
- Decomposition temperature: Not determined.
- Auto-ignition temperature: Product is not selfigniting.
- Explosive properties: Product does not present an explosion hazard.

(Contd. on page 4)
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Page 4/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 3)

- Explosion limits:

 Lower: Not determined.
- Upper: Not determined.
- Vapour pressure: Not determined.
* Density: Not determined.
* Relative density Not determined.
* Vapour density Not determined.
- Evaporation rate Not determined.
- Solubility in / Miscibility with
- water: Fully miscible.

- Partition coefficient: n-octanol/water: Not determined.

* Viscosity:
- Dynamic: Not determined.
- Kinematic: Not determined.
- Solvent content:
- Water: 1.0%
- Solids content: 0.0%
- 9.2 Other information No further relevant information available.

| SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.
* 10.2 Chemical stability

* Thermal decomposition / conditions to be avoided:

No decomposition if used according to specifications.

- 10.3 Possibility of hazardous reactions No dangerous reactions known.
 10.4 Conditions to avoid No further relevant information available.
- 10.5 Incompatible materials: No further relevant information available.
- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

SECTION 11: Toxicological information

- 11.1 Information on toxicological effects
- Acute toxicity Based on available data, the classification criteria are not met.
- Primary irritant effect:
- Skin corrosion/irritation
Based on available data, the classification criteria are not met.
- Serious eye damage/irritation
Based on available data, the classification criteria are not met.
- Respiratory or skin sensitisation
Based on available data, the classification criteria are not met.
- Additional toxicological information: No further relevant information available.
- CMR effects (carcinogenity, mutagenicity and toxicity for reproduction)
- Germ cell mutagenicity
Based on available data, the classification criteria are not met.
- Carcinogenicity Based on available data, the classification criteria are not met.
- Reproductive toxicity
Based on available data, the classification criteria are not met.

- STOT-single exposure Based on available data, the classification criteria are not met.
(Contd. on page 5)
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Page 5/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 4)
- STOT-repeated exposure
Based on available data, the classification criteria are not met.
- Aspiration hazard Based on available data, the classification criteria are not met.

\ SECTION 12: Ecological information

+ 12.1 Toxicity

- Aquatic toxicity: No further relevant information available.
- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.
* 12.4 Mobility in soil No further relevant information available.

* Additional ecological information:

- General notes: Generally not hazardous for water

 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPvB: Not applicable.
- 12.6 Other adverse effects No further relevant information available.

SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Smaller quantities can be disposed of with household waste.

* Uncleaned packaging:
- Recommendation: Disposal must be made according to official regulations.
- Recommended cleansing agents:
Water, if necessary together with cleansing agents.

\ SECTION 14: Transport information
- 14.1 UN-Number

- ADR, ADN, IMDG, IATA Void
* 14.2 UN proper shipping hame
- ADR, ADN, IMDG, IATA Void

* 14.3 Transport hazard class(es)
- ADR, ADN, IMDG, IATA

: Class Void
* 14.4 Packing group
- ADR, IMDG, IATA Void
* 14.5 Environmental hazards:
* Marine pollutant: No
- 14.6 Special precautions for user Not applicable.
* 14.7 Transport in bulk according to Annex I
of Marpol and the IBC Code Not applicable.
* Transport/Additional information: Not dangerous according to the above

specifications.

(Contd. on page 6)
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Page 6/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 5)
| - UN "Model Regulation": Void |

\ SECTION 15: Regulatory information \

* 15.1 Safety, health and environmental regulations/legislation specific for the substance or
mixture
- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void

- Directive 2012/18/EU
- Named dangerous substances - ANNEX | None of the ingredients is listed.
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

SECTION 16: Other information

This information is based on our present knowledge. However, this shall not constitute a guarantee
for any specific product features and shall not establish a legally valid contractual relationship.

- Department issuing SDS:
DiaMed GmbH
Pra Rond 23
CH-1785 Cressier FR
(Switzerland/Schweiz/Suisse/Svizzera)

- Abbreviations and acronyms:
ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement
concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

- * Data compared to the previous version altered.

GB—
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1 SKIRSNIS. Cheminés medziagos ir (arba) miSinio ir bendrovés ir (arba) imonés identifikavimas

1.1 Produkto identifikatorius

Prekybinis pavadinimas: DiaMed GmbH IVD MD

Produkto numeris: 12060 / 12140 / 20100 / 40230 / 40240 / 40560 / 45270 / 46140 / 50560 / 50620 / 50830 /
50900 / 05710/ 05730/ 05740 / 05751 / 05761 / 05780 / 06311 / 06760 / 06940 / 09550

Bio-Rad MSDL numeris: 2702M

1.2 (Cheminés) Medziagos ar miSinio nustatyti naudojimo biidai ir nerekomenduojami naudojimo buidai
Kitos susijusios informacijos néra.
Medziagos / miSinio naudojimo budas: in vitro diagnostinis medicinos prietaisas ar komponentas

1.3 ISsami informacija apie saugos duomeny lapo tiekéja:
Gamintojas

DiaMed GmbH

Pra Rond 23

CH-1785 Cressier FR

Sveicarija

Tel.: +41 (0)26 674 51 11

Faks.: +41 (0)26 674 51 45

Tiekéjas

UAB , Interlux®, Avieciy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728, www.interlux.It.

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt

1.4 Pagalbos telefono numeris
Apsinuodijimy kontrolés ir informacijos biuras (visg parg): tel. +370 52 362052, mob. +370 687 53378. Bendras pagalbos
telefonas — 112.

2 SKIRSNIS. Galimi pavojai

2.1 (Cheminés) Medziagos ar miSinio klasifikavimas
Klasifikavimas pagal (EB) reglamenta nr. 1272/2008:
Produktas néra klasifikuojamas pagal CLP reglamenta.

2.2 Zenklinimo elementai
Zenklinimas pagal (EB) reglamenta nr. 1272/2008: Néra

Pavojaus piktograma: Néra
Signalinis Zodis: Néra
Pavojingumo frazés: Néra

2.3 Kiti pavojai

PBT ir vPvB vertinimo rezultatai
PBT: netaikoma

vPVvB: netaikoma.

3 SKIRSNIS. Sudétis/informacija apie komponentus

3.2 Cheminé charakterizacija: MiSiniai

Apibudinimas: medZziagy miSiniai su nepavojingais priedais.

Pavojingi komponentai: néra

Papildoma informacija: Pilnas rizikos fraziy tekstas pateiktas 16 skirsnyje.

4 SKIRSNIS. Pirmosios pagalbos priemonés
4.1 Pirmosios pagalbos priemoniy apras§ymas
Bendra informacija: specialiy priemoniy néra.
Ikvépus: iSveskite | gryng org; esant nusiskundimams kreipkités j gydytoja.
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Ivykus kontaktui su oda: bendru atveju produktas odos nedirgina.
Ivykus kontaktui su akimis: atmerktas akis kelias minutes skalaukite tekanc¢iu vandeniu.
Prarijus: jeigu reikia, kreipkités j gydytoja.

4.2 Svarbiausi simptomai ir poveikis (imus ir uZdelstas)
Kitos susijusios informacijos néra.

4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalinguma
Kitos susijusios informacijos néra.

5 SKIRSNIS. Priesgaisrinés priemonés

5.1 Gesinimo priemonés

Tinkamos gesinimo priemonés: CO2, milteliai ar vandens ciurk§lé. Didesnius gaisrus gesinkite vandens ciurksle ar
alkoholiui atspariomis putomis. Naudokite aplinkos sglygoms tinkamas gaisro gesinimo priemones.

5.2 Specialiis medZiagos ar miSinio keliami pavojai
Kitos susijusios informacijos néra.

5.3 Patarimai gaisrininkams
Apsauginé jranga: specialiy priemoniy néra.

6 SKIRSNIS. Avarijy likvidavimo priemonés
6.1 Asmens atsargumo priemonés, apsaugos priemones ir skubios pagalbos procediiros
Nereikalaujama.

6.2 Ekologinés atsargumo priemonés
Skieskite gausiu kiekiu vandens.
Neleiskite produktui patekti | kanalizacijos sistema ar bet kokius vandens kelius.

6.3 Izoliavimo ir valymo procediiros bei priemonés
Surinkite skyscius riSancia medziaga (sméliu, diatomitu, riigstiniais riSikliais, universaliais riSikliais, pjuvenomis).

6.4 Nuoroda j Kitus skirsnius

Zr. 7 skirsnj informacijai apie saugy naudojima.

Zr. 8 skirsnj informacijai apie asmens apsaugos jranga.
Zr. 13 skirsnj utilizavimo informacijai.

7 SKIRSNIS. Naudojimas ir sandéliavimas

7.1 Su saugiu tvarkymu susijusios atsargumo priemonés

Specialiy priemoniy néra.

Informacija apie apsauga nuo gaisro ir Sprogimo: specialiy priemoniy néra.

7.2 Saugaus sandéliavimo salygos, jskaitant visus nesuderinamumus
Sandéliavimas:

Reikalavimai sandéliams ir talpykloms: specialiy reikalavimy néra.
Informacija apie sandéliavimg viename sandélyje: nereikalaujama.

Kita informacija apie sandéliavimo salygas: Zr. susijusj pakuotés jdétinj lapa.

7.3 Konkretus (-as) galutinio naudojimo biidas (-ai)
Kitos susijusios informacijos néra.

8 SKIRSNIS. Poveikio prevencija/asmens apsauga
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Papildoma informacija apie techniniy patalpy dizaina: kity duomeny néra; Zr. 7 skirsnj.

8.1 Kontrolés parametrai

Sudétinés dalis su ribinémis vertémis, kurias reikia stebéti darbo vietoje:
Produktas neturi jokiy susijusiy medziagy su kritinémis vertémis kiekiy, kuriuos reikia stebéti darbo vietoje.
Papildoma informacija: kaip pagrindas sudarymo metu buvo naudojami galiojantys sgrasai.

8.2 Poveikio kontrolés
Asmeninés apsaugos jranga
Bendros apsaugos ir higienos priemonés:

Dirbant su chemikalais, reikia laikytis jprasty atsargumo priemoniy.

Kvépavimo taky apsauga: nereikalaujama.
Ranky apsauga:

{m
“ Apsauginés pirstinés

Pirstiniy medziaga turi biiti nepermerkiama ir atspari produktui / medziagai / ruoSiniui.

PirStiniy medZziaga

Tinkamy pir$tiniy pasirinkimas priklauso ne tik nuo medziagos, bet ir nuo kity kokybés Zenkly. Kadangi produktas yra
keliy medziagy preparatas, pirStiniy medziagos atsparumo negalima i§ anksto apskaiciuoti, todél pries naudojant jj reikia

patikrinti.
Pirstiniy medziagos jsiskverbimo laikas

Tiksly prasiskverbimo laika turi suZinoti apsauginiy pir$tiniy gamintojas ir jo reikia laikytis.

AKkiy apsauga:

@7 Apsauginiai akiniai

Kiino apsauga: apsauginiai darbo drabuziai.

9 SKIRSNIS. Fizinés ir cheminés savybés

9.1 Bendra informacija apie fizines ir chemines savybes

Bendra informacija

ISvaizda

Forma Nenustatyta
Spalva Nenustatyta
Kvapas Bekvapis
Kvapo atsiradimo riba Nenustatyta
pH Nenustatytas
Biisenos pakitimas

Lydymosi temperatiira / lydymosi intervalas Nenustatomas
Virimo temperatiira / virimo intervalas Nenustatomas
Plitipsnio temperatiira Netaikoma
Degumas (kietos, dujinés biisenos) Netaikomas
UZsidegimo temperatiira

Skilimo temperatiira Nenustatyta

Savaiminis uZsidegimas
Sprogimo pavojus
Sprogimo ribos

Produktas savaime neuzsidega
Produktas nekelia sprogimo pavojaus

Apatiné Nenustatyta
VirSutiné Nenustatyta
Garuy slégis Nenustatytas
Tankis Nenustatytas
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Santykinis tankis Nenustatytas
Gary tankis Nenustatytas
Garavimo greitis Nenustatytas
Tirpumas / maiSymasis su vandeniu Pilnai maiSosi
Pasiskirstymo koeficientas: n-oktanolis / vanduo Nenustatytas
Klampa

Dinaminé Nenustatyta
Kinematiné Nenustatyta
Tirpiklio sudétis

Vanduo 1.0 %
Kietyjy tirpikliy sudétis 0.0 %

9.2 Kita informacija
Kitos susijusios informacijos néra.

10 SKIRSNIS. Stabilumas ir reaktingumas
10.1 Reaktingumas
Kitos susijusios informacijos néra.

10.2 Cheminis stabilumas
Terminis skilimas / vengtinos salygos:
Skilimo néra, jeigu naudojama pagal specifikacijas.

10.3 Pavojingu reakcijuy galimybé
Pavojingos reakcijos nezinomos.

10.4 Vengtinos sglygos
Kitos susijusios informacijos néra.

10.5 Nesuderinamos medZiagos
Kitos susijusios informacijos néra.

10.6 Pavojingi skilimo produktai
Pavojingi skilimo produktai néra zinomi.

11 SKIRSNIS. Toksikologiné informacija

11.1 Informacija apie toksinj poveikj

Umus toksiSkumas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Pirminis dirginamasis poveikis:

Odos ésdinimas / dirginimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Smarkus akiy paZeidimas / dirginimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Kvépavimo taky ar odos jautrinimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Papildoma toksikologiné informacija: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
CMR poveikiai (kancerogeniSkumas, mutageniSkumas ir toksinis poveikis reprodukecijai)

Lytiniy lasteliy mutageniSkumas

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

KancerogeniSkumas

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Toksinis poveikis reprodukcijali

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Specifinis toksiSkumas konkreciam organui, vienkartinis poveikis

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Specifinis toksiSkumas konkreciam organui, kartotinis poveikis

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
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Aspiracijos pavojus
Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

12 SKIRSNIS. Ekologiné informacija
12.1 ToksiSkumas
Toksinis poveikis vandens aplinkai: Kitos susijusios informacijos néra.

12.2 Patvarumas ir skaidomumas
Kitos susijusios informacijos néra.

12.3 Bioakumuliacijos potencialas
Kitos susijusios informacijos néra.

12.4 Judrumas dirvoZemyje

Kitos susijusios informacijos néra.

Papildoma ekologiné informacija:

Bendros pastabos: bendru atveju vandeniui nepavojingas.

12.5 PBT ir vPVvB vertinimo rezultatai
PBT: netaikoma
vPVvB: netaikoma

12.6 Kitas nepageidaujamas poveikis
Kitos susijusios informacijos néra.

13 SKIRSNIS. Atlieky tvarkymas

13.1 Atlieky tvarkymo metodai

Rekomendacija

Mazesni kiekiai gali biti utilizuojami su buitinémis atliekomis.

Nevalyta pakuoté
Rekomendacija: utilizuokite pagal oficialius reglamentus.

Rekomenduojamos valymo priemonés: vanduo, jeigu reikia kartu su valymo priemonémis.

14 SKIRSNIS. Informacija apie gabenima
14.1 JT numeris
ADR, ADN, IMDG, IATA Néra

14.2 Tinkamas JT transportavimo pavadinimas
ADR, ADN, IMDG, IATA Néra

14.3 Transporto pavojaus klasé (-és)
ADR, ADN, IMDG, IATA
Klasé Neéra

14.4 Pakuotés grupé
ADR, IMDG, IATA Néra

14.5 Pavojus aplinkai
Jiury terSalas: Ne

14.6 Specialios atsargumo priemonés naudotojams
Netaikomos.
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14.7 Nesupakuoty kroviniy gabenimas pagal MARPOL 73/78 1II prieda ir IBC koda
Netaikomas.

Gabenimo / papildoma informacija: Pagal pateiktas specifikacijas, nepavojingas.
JT ,,modelio reglamentas“: -

15 SKIRSNIS. Informacija apie reglamentavima

15.1 Su konkrecia medZiaga ar miSiniu susije¢ saugos, sveikatos ir aplinkos teisés aktai
Zenklinimas pagal Reglamenta (EB) Nr. 1272/2008 Netaikoma

Pavojaus piktogramos Netaikomos

Signalinis Zodis Netaikomas

Pavojingumo frazés Netaikomos

Direktyva 2012/18/ES

Ivardintos pavojingos medzZiagos - | PRIEDAS Nei viena sudétiniy daliy ] sgrasa nejtraukta.

15.2 Cheminés saugos vertinimas
Cheminés saugos vertinimas nebuvo atliktas.

16 SKIRSNIS. Kita informacija
Si informacija yra paremta miisy dabartinémis Ziniomis. Taciau, tai néra kuriy nors produkto savybiy garantija ir nereiskia
jstatymiskai galiojanéiy sutartiniy santykiy.

Saugos duomeny lapg iSduodantis skyrius:
DiaMed GmbH

Pra Rond 23

CH-1785 Cressier FR

Sveicarija

Trumpiniai ir akronimai:

ADR: Europos susitarimas dél pavojingy kroviniy tarptautinio vezimo keliais.

IMDG: Tarptautinés pavojingos jiiry prekeés.

IATA: Tarptautiné oro transporto asociacija.

GHS: visuotinai suderinta sistema.

EINECS: Europos esamy komerciniy cheminiy medziagy inventorius.

ELINCS: Europos patvirtinty cheminiy medziagy sarasas.

CAS: Cheminiy medZiagy santrumpy tarnyba (Amerikos chemijos draugijos padalinys).
PBT: patvarus, bioakumuliacinis ir toksiskas

VvPVB: labai patvarus ir labai bioakumuliacinis

* Pakeisti duomenys lyginant su ankstesne versija.
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ID-DiaCell ABO

English ~ #46.1. B004351 02.13
Test cells for reverse grouping

INTRODUCTION
Test cell reagents ara routinely used in blood group serology to detect the presence or absance of anti-A and anti-B iscagglutinins (in reverse grouping).
For reverse grouping, test cell reagents of group A and B/ Ay, Ag and B/ Ay, B and O ar A, Az, B and O are used, following various requirements and guidelines.

The test cell reagants are specially designed for the ID-Systam.

REAGENTS

IVD

All test cell reagents are of human origin, in a buffered suspension medium at 0.8% (+ 0.1%).
Preservatives: the antibiotics trimethoprim and sulfamethoxazale.

ID-DiaCell ABO: Ay, Ay, B, O/ Ay, Ay Bi AL B, O/A BfA/AI/B/O
Shipmeant on standing ordar, avery 4 weeks.

Caution: The source materials from which these products were manufactured, were found non-reactive for HBsAg, HCV and HIV (1+2] when tesfed with
licansed reagents. Howewver, no known test method can assure that infections agents are absant. Products from human blood should be considersd pofantially
infactious.

8°C

Stability: see expiry date on label.

2°C

ADDITIONAL REAGENTS REQUIRED

* |D-Card "MaCl, Enzyme Test and Cold Agalutinins” with B microtubes containing neutral gel (Id-n®: 50520).

+ |D-Card "Reverse Grouping with Antibody Screening” with 3 microtubes containing neutral gel and 3 microtubes containing polyspecific anti-human globulin
(AHG) sarum (id-n": 50510).

* |ID-Card "ABOVD + Rewverse Grouping’, A, B, D, ctl / A,, B (Id-n": 50081).

+ |D-Card DiaClon ABO/D + Beverse Grouping’, A, B, OVI-, etl / A,, B {Id-n°: 50092).

(zea related package insert)

FURTHER MATERIALS REQUIRED

* |D-Dispansar

+ ID-Pipetar

*  |ID-Tips (pipetor tips)

+  Suspension Tubes

*  ID-Working table

+  |ID-lncubater 37 °C

+  ID-Centrifuge 6,12 or 24

SAMPLE MATERIAL

For optimal results, the detarmination should be performed using a freshly drawn sample, or in accordance with local laboratory procadures for sample
acceptance criteria. Preferably, blood samples should be drawn into citrate, EDTA or CPD-A anticoagulant. Sampdes drawn into plain tubes (no anticoagulant)
may also be used.

Whan tha use of serum instead of plasma is required, the serum must be well cleared, by centrifugation at 1,500 g for 10 minutes, before usa avaid fibrin
residues, which may intarfera with the reaction pattern.

CONTROLS

Controls should be included in accordanca with the relevant guidelines of quality assurance.
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USE OF THE ID-TEST CELL REAGENTS
+ Al Test call reagents are for use with the ID-Cards of the ID-System onby.
+ Strictly follow the test procedures as described in the specific package inserts of the ID-Cards to be used.

= Always gently resuspend the red calls, by inverting the vial several times before use and also befora placing the vials into a pipetting automat.

= Make sure that the test cells are at room temperature (18-25°C) when in usa.

* During the working procadures, check that the test cell reagents remain in suspansion. If there is settling of the cells, resuspend again.
= For the |ID-System, precise pipetting is of importance. Use the ID-Pipetors for serial pipetting.

*  Avoid contamination of the test call reagents.

= After use, closae the vials and replace them in the refrigarator.

INTERPRETATION OF THE RESULTS
A) Principle
Agglutination indicate the presance of the agglutinins.

Mo agglutination indicate the absence of agglutinins.

B) Reaction with ID-DiaCell ABO

Ay Az B o Iscagglutinins Blood groups
+ = anti-B A
. i . . anti-A B
nanea AB
+ + + - anti-A and anti-B [s]

MNote: The resuits of the reverse grouping must agree with the blood group observed from forward (antigen) fyping. Discrapant resuilts should be subjected o
furtiar invastigation, preferably with a new sampia.

REMARKS

1. The optimal reaction temparature for isoagglutinins is 4 °C. If weak or doubtful reactions are observed, repeat tha test with an incubation at 2-8°C for 15 minutes.
2. Atypical reactions reguira further studias.

3. In general, anti-A and anti-B iso-antibodies are not detectable in newborns and infants. Older people and patients with agammaglobulinaamia may also
lack these iso-antibodies.

LIMITATIONS

a) Bacterial or other contamination of materials used can cause false positive or false negative results.
b) Strict adherance to the procedures and recommended equipment is essential. The equipment should be checked regularly according to GLP proceduras.

BIBLIOGRAPHY

1. Technical Manual of the American Association of Blood Blanks, 13" edition, 1999,
2. Lapierre, Y., Rigal, D., Adam, J. et al.: The gal test; A new way to detect red cell antigen-antibody reaction. Transfusion 1990; 30:109-113.

PRODUCTS

ID-DiaCell ABO AL A, B0 Set of 4 vials AXA0ML Ll AEF 003619
{Id-n": 45022

ID-DiaCell ABO A, Be, B Set of 3 vials A0l il AEF 003617
{ld-n: 45082)

ID-DiaCell ABO AL B O Set of 3 vials AxA0ml . REF 003615
{Id-n": 45352

ID-DiaCell ABO A.B Set of 2 vials BHAOML i REF 003624
{Id-n: 45092)

ID-DiaCell ABO A single vial VR M0ml . REF 003620
{Id-n": DBO1Z)

ID-DiaCell ABO Ay single vial VA0 ML Lo REF 003621
{Id-n": 0BOZ2)

ID-DiaCell ABO B single vial VR0 ML Lo REF 003622
{ld-n®: 0BO32)

ID-DiaCell ABO o single vial VX0 ML oo REF 003623
{Id-n": 0BO42)

These products are guaranteed fo parform as described on the label and in the instruction sheet. The manufacturer declines all responzsibility arising out of the
wse ar sale of these products in any way or for any purpose other than those described thevaim. a1



ID-DiaCell ABO

Lietuviskai B004351 02.13

PRISTATYMAS

Tiriamieji lasteliy reagentai paprastai naudojami kraujo grupiy serologijoje, siekiant nustatyti anti-A ir anti-B izoagliutininy buvima ar nebuvima
(atvirkStiniame grupavime).

Atvirkstiniam grupavimui naudojami A; ir B / Ay, A, ir B/ Ay, B ir O arba A;, Ay, B ir O grupés lasteliy reagentai, laikantis jvairiy reikalavimy ir
rekomendacijy.

Tiriamyjy lasteliy reagentai yra specialiai sukurti ID sistemai.

REAGENTAI

IVD

Visi tiriamieji lasteliy reagentai yra zmogaus kilmés buferizuotos suspensijos terpéje 0.8 % (£0.1 %).
Konservantai: antibiotikai trimetoprimas ir sulfametoksazolas.
ID-DiaCell ABO: A;, Az, B,O /A, A;,B/A,B,O/A,B/A /A, /IB/O.

Siuntimas pagal nuolatinj uzsakymgq, kas 4 savaites.

Démesio: Buvo nustatyta, kad Zaliavos, i§ kuriy buvo gaminami Sie produktai, nereaguoja HBsAg, HCV ir ZIV (1 + 2), kai tiriamos naudojant licencijuotus
reagentus. Taciau né vienas zZinomas tyrimo metodas negali uztikrinti, kad infekciniy medZiagy néra. Produktai is Zmogaus kraujo turéty buti laikomi
potencialiai infekciniais.

8°C
Stabilumas: zr. etiketéje nurodytq galiojimo laikq.

2°C

PAPILDOMAI REIKALINGI REAGENTAI
. ID-kortelé ,,NaCl, fermenty testas ir $altieji agliutininai* su 6 mikromégintuvéliais turinéiais neutraly gelj (ID nr.: 50520).
. ID-kortelé ,,Atvirkstinis grupavimas naudojant antikiiny atranka™ su 3 mikromégintuvéliais, kuriuose yra neutralaus gelio, ir 3 mikromégintuvéliais,
kuriuose yra polispecifinio anti-zmogaus globulino (AHG) serumo (ID nr.: 50510).
. ID-kortelé ,,ABO/D + atvirkstinis grupavimas®“ A, B, D, ctl/ A1, B (ID nr.: 50081).
. ID-kortelé ,,DiaClon ABO/D + atvirkstinis grupavimas“, A, B, DVI-, ctl/ A1, B (1D nr.: 50092).

(Zr. susijusj pakuotés jdétinj lapg)

KITOS REIKALINGOS MEDZIAGOS
ID dozavimo jtaisas

ID pipetés jtaisas

ID antgaliai (pipetés jtaiso antgaliai)
Suspensijos mégintuvéliai

ID darbo stalas

ID inkubatorius 37 °C

ID centrifuga 6, 12 ar 24

MEGINIO MEDZIAGA

Kad rezultatai biity optimaliis, nustatymas turéty bati atlieckamas naudojant kg tik paimta méginj arba laikantis vietiniy laboratoriniy procediiry, pagal kuriuos
nustatomi méginiy priémimo kriterijai. Pageidautina, kad kraujo méginiai blity imami i citrato, EDTA arba CPD-A antikoagulianta. Taip pat gali bati
naudojami méginiai, paimti | paprastus meégintuvélius (be antikoagulianty).

Kai reikia naudoti seruma, o ne plazma, prie§ naudojima reikia gerai i§valyti centrifuguojant 1500 g 10 minuéiy, kad baty iSvengta fibrino liku¢iy, kurie gali
trukdyti reakcijai.

KONTROLES
Kontrolé turéty bati jtraukta pagal atitinkamas kokybés uZztikrinimo gaires.

ID TIRIAMUJU LASTELIU REAGENTU NAUDOJIMAS
e Visi tiriamyjy lasteliy reagentai skirti naudoti tik su ID sistemos ID kortelémis.
. GrieZtai laikykités testo procediiry, kaip aprasyta specialiuose naudotiny ID korteliy pakuoc¢iy jdétiniuose lapuose.
. Visada $velniai pakartotinai suspenduokite eritrocitus, prie§ naudojima kelis kartus apversdami buteliuka ir prie§ jdédami buteliukus j lasinimo pipete
automatg.
. Isitikinkite, kad tiriamosios lastelés naudojimo metu yra kambario temperatiiros (18-25 °C).
. Atliekant darbo procediras, patikrinkite, ar tiriamuyjy lasteliy reagentai liecka suspensijoje. Jei lastelés nuséda, dar karta suspenduokite.
o ID sistemai svarbus tikslus laginimas pipete. Serijiniam lasinimui pipete naudokite ,,ID pipetés jtaisus*.
e Venkite tirlamyjy lasteliy reagenty uzter§imo.
. Po naudojimo buteliukus uzdarykite ir padékite j Saldytuva.
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ID-DiaCell ABO

Lietuviskai

B004351

02.13

REZULTATU INTERPRETAVIMAS
A) Principas

Agliutinacija rodo aglutininy buvima.

Agliutinacija néra. Tai rodo, kad agliutininy néra.

B) Reakcija su ID-DiaCell ABO

AL Az 1zoagliutininai Kraujo grupés
- anti-B A
+ + anti-A B
- Néra AB
+ + anti-A ir anti-B (@)

Pastaba: AtvirkStinio grupavimo rezultatai turi sutapti su kraujo grupe, stebima tipizuojant pirmyn (antigenu). Skirtingi rezultatai turéty bati tiriami toliau,
geriausia naudojant naujqg meginj.

PASTABOS

1. Optimali izoagliutininy reakcijos temperatira yra 4 °C. Jei pastebimos silpnos ar abejotinos reakcijos, pakartokite bandyma inkubuodami 2-8 °C
temperatiiroje 15 minuciy.

2. Netipinéms reakcijoms reikia tolesniy tyrimy.

3. Apskritai naujagimiams ir kadikiams anti-A ir anti-B izoantikiiny negalima aptikti. Vyresniems zmonéms ir pacientams, sergantiems agammaglobulinemija,
taip pat gali trukti §iy izoantikiiny.

APRIBOJIMAI
a) Bakterinis ar kitoks panaudoty medziagy uzterSimas gali sukelti klaidingai teigiamus arba klaidingai neigiamus rezultatus.
b) Butina grieztai laikytis procediiry ir rekomenduojamos jrangos. Jranga turéty bati reguliariai tikrinama pagal GLP procediiras.

LITERATURA
1. Technical Manual of the American Association of Blood Blanks, 13th edition, 1999.
2. Lapierre, Y., Rigal, D., Adam, J. et al.: The gel test; A new way to detect red cell antigen-antibody reaction. Transfusion 1990; 30:109-113.

PRODUKTAI

ID-DiaCell ABO (ID nr.: 45022) A1, Ay B, O 4 buteliuky rinkinys 4x10 mL REF 003619
ID-DiaCell ABO (ID nr.: 45082) A, A, B 3 buteliuky rinkinys 3x10mL REF 003617
ID-DiaCell ABO (ID nr.: 45352) A1, B, 0 3 buteliuky rinkinys 3x10mL REF 003615
ID-DiaCell ABO (ID nr.: 45092) A, B 2 buteliuky rinkinys 2x10 mL REF 003624
ID-DiaCell ABO (ID nr.: 06012) A Vienas buteliukas 1x10mL REF 003620
ID-DiaCell ABO (ID nr.: 06022) A, Vienas buteliukas 1x10mL REF 003621
ID-DiaCell ABO (ID nr.: 06032) B Vienas buteliukas 1x10mL REF 003622
ID-DiaCell ABO (ID nr.: 06042) (0} Vienas buteliukas 1x10mL REF 003623

Garantuojama, kad Sie gaminiai veiks taip, kaip aprasyta etiketéje ir instrukcijy lape. Gamintojas neprisiima jokios atsakomy bés, susijusios su Siy produkty
naudojimu ar pardavimu bet kokiu biidu ar kitais tikslais, nei aprasyta cia.

Pakeitimai 05.10 versijai pazyméti pilka spalva

u DiaMed GmbH C€

Pra Rond 23 0123
1785 Cressier FR
Sveicarija
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#46.1.

DiaMed GmbH

Pra Rond 23

1785 Cressier FR / Switzerland
Phone: +41 (0)26 674 51 11
Fax:  +41(0)26 674 54 45

C e Declaration of conformity

MANUFACTURER: DiaMed GmbH
ADDRESS: Pra Rond 23

PRODUCT NAME:
[d-n®:
REF:

1785 Cressier FR
Switzerland
Phone: +41(0)26 674 51 11

ID-DiaCell ABO Ay, B
45092
003624

We hereby declare that the above mentioned product meets the provisions of the following

Directives:

APPLICABLE DIRECTIVE:

CLASSIFICATION:
CONFORMITY ROUTE:
GMDN Code:

Generic Device Group Term:

NOTIFIED BODY:

Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in vitro Diagnostic medical
devices

Annex Il List A

Annex IV

52691

Reverse ABO grouping reagent red blood cell (A1/A2/B/AB/O)
IVD, kit, agglutination

TOV Product Service GmbH
Ridlerstrasse 65-80339 Miinchen (Germany)
CE-N° 0123

Name: Function:

Issued in: Date: Signature

Representative

Galéa Diane Site Quality Management  Cressier FR 31.01.2017 4/
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DiaMed GmbH

Pra Rond 23

1785 Cressier FR / Sveicarija
Telefonas: +41 (0)26 674 51 11
Faksas: +41 (0)26 674 54 45

C € ATITIKTIES DEKLARACIJA
Gamintojas: DiaMed GmbH
Adresas: Pra Rond 23
1785 Cressier FR
Sveicarija

Telefonas: +41 (0)26 674 51 11

Produkto pavadinimas: ID-DiaCell ABO A1, B
Identifikacinis numeris: 45092
Produkto Nr. 003624

Mes patvirtiname, kad nurodyti produktai atitinka toliau pateikty direktyvy reikalavimus:

Taikomos direktyvos: Europos Parlamento direktyva 98/79/EB ir 1998 spalio 27 d. tarybos
direktyva in vitro diagnostiniams medicinos prietaisams.
Klasifikacija: Priedas II sarasas A
Patvirtinimo kelias: IV Priedas
GMDN kodas: 52691
Bendri prietaiso grupés terminai: Raudonyjy kraujo kiineliy (A1 / A2/ B/ AB/ O) atvirkstinio ABO
grupavimo reagentas VD, rinkinys, agliutinacija
Patvirtinimo agentiira: TUV Product service GmbH
Ridlerstrasse 65-80339, Miunchenas (Vokietija)
CE-Nr. 0123
Vardas: Funkcijos: ISleista: Data: Parasas:
Galea Diane Kokybés vadybos atstovas Cressier FR 31.01.2017

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra iSverstas
teisingai ir tiksliai bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly

dokumenta.
,”‘ /e

Vaidas Vilmantas
MB ,,Beikeris®. I. k. 304539005
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#1.2

Page 1/6
BIO RAD Safety data sheet
according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

SECTION 1: Identification of the substance/mixture and of the company/
undertaking

1.1 Product identifier
- Trade name: DiaMed GmbH IVD MD

*IHD Id-N°
16011 /16021 /16031 /16041 /16070 / 16080 / 45002 / 45012 / 45022 / 45061 /
45070/ 45082 / 45092 / 45101 / 45140 / 45151 / 45161 / 45171 / 45184 / 45194 /
45200 / 45210 / 45220 / 45230 / 45241 / 45330 / 45341 / 45352 / 45422 / 45432 /
45442 / 45452 / 45460 / 45660 / 45670 / 45840 / 45950 / 46000 / 46150 / 04190 /
05980 /06012 / 06022 / 06032 / 06042 / 06060 / 06070 / 06291 / 06660 / 06670 /
06680 / 06690 / 06710 / 08740 / 08750 / 08760 / 08770 / 08780 / 08710 / 08720 /
08730

- Bio-Rad MSDS Number: 2703M

* 1.2 Relevant identified uses of the substance or mixture and uses advised against
No further relevant information available.
* Application of the substance / the mixture
In vitro diagnostic medical device or component.

* 1.3 Details of the supplier of the safety data sheet
* Manufacturer/Supplier:
DiaMed GmbH
Pra Rond 23
CH-1785 Cressier FR
(Switzerland/Schweiz/Suisse/Svizzera)
Tel: +41 (0)26 674 51 11
Fax: +41 (0)26 674 51 45

* Further information obtainable from: fds-msds.ch@bio-rad.com
* 1.4 Emergency telephone number: CHEMTREC Netherlands: +(31)-858880596

SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008
The product is not classified according to the CLP regulation.
: 2.2 Label elements
* Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void
- 2.3 Other hazards
* Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

SECTION 3: Composition/information on ingredients

* 3.2 Chemical characterisation: Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components: Void
- Additional information: For the wording of the listed hazard phrases refer to section 16.

NL—
(Contd. on page 2)
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Page 2/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 1)

| SECTION 4: First aid measures

* 4.1 Desctiption of first aid measures
- General information: No special measures required.
- After inhalation: Supply fresh air; consult doctor in case of complaints.
- After skin contact: Generally the product does not irritate the skin.
- After eye contact: Rinse opened eye for several minutes under running water.
- After swallowing: If symptoms persist consult doctor.
* 4.2 Most important symptoms and effects, both acute and delayed
No further relevant information available.
* 4.3 Indication of any immediate medical attention and special treatment needed
No further relevant information available.

SECTION 5: Firefighting measures

- 5.1 Extinguishing media
: Suitable extinguishing agents:
CO2, powder or water spray. Fight larger fires with water spray or alcohol resistant foam.
Use fire extinguishing methods suitable to surrounding conditions.
- 5.2 Special hazards arising from the substance or mixture
No further relevant information available.
- 5.3 Advice for firefighters
- Protective equipment: No special measures required.

\ SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures Not required.
* 6.2 Environmental precautions:

Dilute with plenty of water.

Do not allow product to reach sewage system or any water course.
* 6.3 Methods and material for containment and cleaning up:

Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
- 6.4 Reference to other sections

See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.

See Section 13 for disposal information.

SECTION 7: Handling and storage

- 7.1 Precautions for safe handling No special measures required.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities
- Storage:
- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.
- Further information about storage conditions: see related package insert.
- 7.3 Specific end use(s) No further relevant information available.

\ SECTION 8: Exposure controls/personal protection

* Additional information about design of technical facilities: No further data; see item 7.
(Contd. on page 3)

NL —
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BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2

Page 3/6

Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

- 8.1 Control parameters

* Ingredients with limit values that require monitoring at the workplace:

(Contd. of page 2)

The product does not contain any relevant quantities of materials with critical values that have

to be monitored at the workplace.

- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls
* Personal protective equipment:

- General protective and hygienic measures:

The usual precautionary measures are to be adhered to when handling chemicals.
- Respiratory protection: Not required.
- Protection of hands:

Protective gloves

The glove material has to be impermeable and resistant to the product/ the substance/
the preparation.
* Material of gloves
The selection of the suitable gloves does not only depend on the material, but
also on further marks of quality and varies from manufacturer to manufacturer.
As the product is a preparation of several substances, the resistance of the
glove material can not be calculated in advance and has therefore to be checked

prior to the application.
- Penetration time of glove material

The exact break through time has to be found out by the manufacturer of the

protective gloves and has to be observed.
* Eye protection:

Safety glasses

- Body protection: Protective work clothing

\ SECTION 9: Physical and chemical properties

* 9.1 Information on basic physical and chemical properties
* General Information

* Appearance:
* Form: Not determined.
: Colour: Not determined.
* Odour: Odourless
* Odour threshold: Not determined.
* pH-value: Not determined.
 Change in condition
* Melting point/freezing point: Undetermined.
- Initial boiling point and boiling range: Undetermined.
* Flash point: Not applicable.
- Flammability (solid, gas): Not applicable.

(Contd. on page 4)
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Page 4/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31

Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 3)

- Ignition temperature:

- Decomposition temperature: Not determined.
- Auto-ignition temperature: Product is not selfigniting.
- Explosive properties: Product does not present an explosion hazard.
- Explosion limits:

- Lower: Not determined.

- Upper: Not determined.
* Vapour pressure: Not determined.
- Density: Not determined.

- Relative density Not determined.

* Vapour density Not determined.

- Evaporation rate Not determined.
- Solubility in / Miscibility with

- water: Fully miscible.

- Partition coefficient: n-octanol/water: Not determined.

* Viscosity:
- Dynamic: Not determined.
- Kinematic: Not determined.
- Solvent content:
- Water: 1.0%
- Solids content: 0.0%
- 9.2 Other information No further relevant information available.

| SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.
* 10.2 Chemical stability

* Thermal decomposition / conditions to be avoided:

No decomposition if used according to specifications.

- 10.3 Possibility of hazardous reactions No dangerous reactions known.
 10.4 Conditions to avoid No further relevant information available.
- 10.5 Incompatible materials: No further relevant information available.
- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

SECTION 11: Toxicological information

- 11.1 Information on toxicological effects
- Acute toxicity Based on available data, the classification criteria are not met.
- Primary irritant effect:
- Skin corrosion/irritation
Based on available data, the classification criteria are not met.
- Serious eye damage/irritation
Based on available data, the classification criteria are not met.
- Respiratory or skin sensitisation
Based on available data, the classification criteria are not met.
- Additional toxicological information: No further relevant information available.

(Contd. on page 5)
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Page 5/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 4)
- CMR effects (carcinogenity, mutagenicity and toxicity for reproduction)
- Germ cell mutagenicity
Based on available data, the classification criteria are not met.
- Carcinogenicity Based on available data, the classification criteria are not met.
- Reproductive toxicity
Based on available data, the classification criteria are not met.
- STOT-single exposure Based on available data, the classification criteria are not met.
- STOT-repeated exposure
Based on available data, the classification criteria are not met.
- Aspiration hazard Based on available data, the classification criteria are not met.

\ SECTION 12: Ecological information

+ 12.1 Toxicity

- Aquatic toxicity: No further relevant information available.
- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.
* 12.4 Mobility in soil No further relevant information available.

* Additional ecological information:

- General notes: Generally not hazardous for water

 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPvB: Not applicable.
- 12.6 Other adverse effects No further relevant information available.

SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Smaller quantities can be disposed of with household waste.

* Uncleaned packaging:
- Recommendation: Disposal must be made according to official regulations.
- Recommended cleansing agents:
Water, if necessary together with cleansing agents.

\ SECTION 14: Transport information
- 14.1 UN-Number

- ADR, ADN, IMDG, IATA Void
* 14.2 UN proper shipping hame
- ADR, ADN, IMDG, IATA Void

* 14.3 Transport hazard class(es)
- ADR, ADN, IMDG, IATA

- Class Void
* 14.4 Packing group
- ADR, IMDG, IATA Void
- 14.5 Environmental hazards:
* Marine pollutant: No

(Contd. on page 6)
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Page 6/6
BIO RAD Safety data sheet

according to 1907/2006/EC, Article 31
Printing date 14.02.2018 Version number 2 Revision: 14.02.2018

Trade name: DiaMed GmbH IVD MD

(Contd. of page 5)

* 14.6 Special precautions for user Not applicable.
- 14.7 Transport in bulk according to Annex I
of Marpol and the IBC Code Not applicable.
- Transport/Additional information: Not dangerous according to the above
specifications.
- UN "Model Regulation": Void

\ SECTION 15: Regulatory information

* 15.1 Safety, health and environmental regulations/legislation specific for the substance or
mixture
- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void

- Directive 2012/18/EU
- Named dangerous substances - ANNEX | None of the ingredients is listed.
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

SECTION 16: Other information

This information is based on our present knowledge. However, this shall not constitute a guarantee
for any specific product features and shall not establish a legally valid contractual relationship.

- Department issuing SDS:
DiaMed GmbH
Pra Rond 23
CH-1785 Cressier FR
(Switzerland/Schweiz/Suisse/Svizzera)

- Abbreviations and acronyms:
ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement
concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

- * Data compared to the previous version altered.
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Puslapis 1/6
Saugos duomeny lapas

pagal 1907/2006/EB, 31 straipsnis
Spausdinimo data: 2018-02-14 Versijos numeris 2 Perzitira: 2018-02-14

1 SKIRSNIS. Cheminés medziagos ir (arba) miSinio ir bendrovés ir (arba) imonés identifikavimas

1.1 Produkto identifikatorius

Prekybinis pavadinimas: DiaMed GmbH IVD MD

Produkto numeris: 16011 / 16021 / 16031 / 16041 / 16070 / 16080 / 45002 / 45012 / 45022 / 45061 / 45070 /
45082 / 45092 / 45101 / 45140 / 45151 / 45161 / 45171 / 45184 | 45194 / 45200 / 45210 /
45220 / 45230 / 45241 | 45330 / 45341 | 45352 / 45422 | 45432 | 45442 | 45452 [ 45460 /
45660 / 45670 / 45840 / 45950 / 46000 / 46150 / 04190 / 05980 / 06012 / 06022 / 06032 /
06042 / 06060 / 06070 / 06291 / 06660 / 06670 / 06680 / 06690 / 06710 / 08740 / 08750 /
08760 /08770 /08780 /08710 /08720 / 08730

Bio-Rad MSDL numeris: 2703M

1.2 (Cheminés) Medziagos ar miSinio nustatyti naudojimo biidai ir nerekomenduojami naudojimo buidai
Kitos susijusios informacijos néra.
Medziagos / miSinio naudojimo buidas: in vitro diagnostinis medicinos prietaisas ar komponentas

1.3 ISsami informacija apie saugos duomeny lapo tiekéja:
Gamintojas

DiaMed GmbH

Pra Rond 23

CH-1785 Cressier FR

Sveicarija

Tel.: +41 (0)26 674 51 11

Faks.: +41 (0)26 674 51 45

Tiekéjas

UAB ,Interlux*, Avie¢iy g. 16, LT-08418 Vilnius, Lietuva

Tel.: +370 5 2786850, faks.: +370 5 2796728, www.interlux.t.

Uz saugos duomeny lapg atsakingo asmens el. pasto adresas: spirit@interlux.lt

1.4 Pagalbos telefono numeris
Apsinuodijimy kontrolés ir informacijos biuras (visg para): tel. +370 52 362052, mob. +370 687 53378. Bendras pagalbos
telefonas — 112.

2 SKIRSNIS. Galimi pavojai

2.1 (Cheminés) Medziagos ar miSinio klasifikavimas
Klasifikavimas pagal (EB) reglamenta nr. 1272/2008:
Produktas néra klasifikuojamas pagal CLP reglamenta.

2.2 Zenklinimo elementai
Zenklinimas pagal (EB) reglamenta nr. 1272/2008: Néra

Pavojaus piktograma: Néra
Signalinis Zodis: Néra
Pavojingumo frazés: Néra

2.3 Kiti pavojai

PBT ir vPvB vertinimo rezultatai
PBT: netaikoma

vPVvB: netaikoma.

3 SKIRSNIS. Sudétis/informacija apie komponentus

3.2 Cheminé charakterizacija: MiSiniai

Apibidinimas: medziagy miSiniai su nepavojingais priedais.

Pavojingi komponentai: néra

Papildoma informacija: Pilnas rizikos fraziy tekstas pateiktas 16 skirsnyje.
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Puslapis 2/6
Saugos duomeny lapas

pagal 1907/2006/EB, 31 straipsnis
Spausdinimo data: 2018-02-14 Versijos numeris 2 Perzitira: 2018-02-14

| Prekybinis pavadinimas: DiaMed GmbH 1VD MD |

4 SKIRSNIS. Pirmosios pagalbos priemonés

4.1 Pirmosios pagalbos priemoniy aprasymas

Bendra informacija: specialiy priemoniy néra.

Ikvépus: iSveskite | gryng org; esant nusiskundimams kreipkités | gydytoja.

Ivykus kontaktui su oda: bendru atveju produktas odos nedirgina.

Ivykus kontaktui su akimis: atmerktas akis kelias minutes skalaukite tekanciu vandeniu.
Prarijus: jeigu reikia, kreipkités j gydytoja.

4.2 Svarbiausi simptomai ir poveikis (imus ir uZdelstas)
Kitos susijusios informacijos néra.

4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalinguma
Kitos susijusios informacijos néra.

5 SKIRSNIS. Priesgaisrinés priemonés

5.1 Gesinimo priemonés

Tinkamos gesinimo priemonés: CO2, milteliai ar vandens ciurk§lé. Didesnius gaisrus gesinkite vandens ciurksle ar
alkoholiui atspariomis putomis. Naudokite aplinkos sglygoms tinkamas gaisro gesinimo priemones.

5.2 Specialiis medZiagos ar miSinio keliami pavojai
Kitos susijusios informacijos néra.

5.3 Patarimai gaisrininkams
Apsauginé jranga: specialiy priemoniy néra.

6 SKIRSNIS. Avarijy likvidavimo priemonés
6.1 Asmens atsargumo priemonés, apsaugos priemones ir skubios pagalbos procediiros
Nereikalaujama.

6.2 Ekologinés atsargumo priemonés
Specialiy priemoniy néra.
Neleiskite produktui patekti j kanalizacijos sistema ar bet kokius vandens kelius.

6.3 lzoliavimo ir valymo procediiros bei priemonés
Surinkite skyscius riSancia medziaga (sméliu, diatomitu, riigstiniais risikliais, universaliais riSikliais, pjuvenomis).

6.4 Nuoroda j Kitus skirsnius

Zr. 7 skirsnj informacijai apie saugy naudojima.

Zr. 8 skirsnj informacijai apie asmens apsaugos jranga.
Zr. 13 skirsnj utilizavimo informacijai.

7 SKIRSNIS. Naudojimas ir sandéliavimas

7.1 Su saugiu tvarkymu susijusios atsargumo priemonés

Specialiy priemoniy néra.

Informacija apie apsauga nuo gaisro ir Sprogimo: specialiy priemoniy néra.

7.2 Saugaus sandéliavimo salygos, jskaitant visus nesuderinamumus
Sandéliavimas:

Reikalavimai sandéliams ir talpykloms: specialiy reikalavimy néra.
Informacija apie sandéliavimg viename sandélyje: nereikalaujama.

Kita informacija apie sandéliavimo salygas: Zr. susijusj pakuotés jdétinj lapa.

7.3 Konkretus (-us) galutinio naudojimo biidas (-ai)
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Kitos susijusios informacijos néra.

8 SKIRSNIS. Poveikio prevencija/asmens apsauga

Papildoma informacija apie techniniy patalpy dizaina: kity duomeny néra; Zr. 7 skirsnj.

8.1 Kontrolés parametrai

Sudétinés dalis su ribinémis vertémis, kurias reikia stebéti darbo vietoje:
Produktas neturi jokiy susijusiy medziagy su kritinémis vertémis kiekiy, kuriuos reikia stebéti darbo vietoje.
Papildoma informacija: kaip pagrindas sudarymo metu buvo naudojami galiojantys sgrasai.

8.2 Poveikio kontrolés
Asmeninés apsaugos jranga
Bendros apsaugos ir higienos priemonés:

Dirbant su chemikalais, reikia laikytis jprasty atsargumo priemoniy.

Kvépavimo taky apsauga: nereikalaujama.
Ranky apsauga:

{m
ﬂ Apsauginés pirstinés

PirStiniy medZziaga turi biiti nepermerkiama ir atspari produktui / medZiagai / ruo$iniui.

Pirstiniy medziaga

Tinkamy pir$tiniy pasirinkimas priklauso ne tik nuo medziagos, bet ir nuo kity kokybés Zenkly. Kadangi produktas yra
keliy medziagy preparatas, pirStiniy medziagos atsparumo negalima i§ anksto apskai¢iuoti, todél prie§ naudojant jj reikia

patikrinti.
Pirstiniy medziagos jsiskverbimo laikas

Tiksly prasiskverbimo laika turi suZinoti apsauginiy pirStiniy gamintojas ir jo reikia laikytis.

Akiy apsauga:

@ Apsauginiai akiniai

Kiino apsauga: apsauginiai darbo drabuziai.

9 SKIRSNIS. Fizinés ir cheminés savybés

9.1 Bendra informacija apie fizines ir chemines savybes

Bendra informacija

ISvaizda

Forma Nenustatyta
Spalva Nenustatyta
Kvapas Bekvapis
Kvapo atsiradimo riba Nenustatyta
pH Nenustatytas
Biasenos pakitimas

Lydymosi temperatiira / lydymosi intervalas Nenustatomas
Virimo temperatiira / virimo intervalas Nenustatomas
Plitipsnio temperatiira Netaikoma
Degumas (kietos, dujinés biisenos) Netaikomas
UZsidegimo temperatiira

Skilimo temperatiira Nenustatyta

Savaiminis uZsidegimas
Sprogimo pavojus
Sprogimo ribos

Produktas savaime neuzsidega
Produktas nekelia sprogimo pavojaus
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Apatiné Nenustatyta
Virsutiné Nenustatyta
Gary slégis Nenustatytas
Tankis Nenustatytas
Santykinis tankis Nenustatytas
Gary tankis Nenustatytas
Garavimo greitis Nenustatytas
Tirpumas / maiSymasis su vandeniu Pilnai maiSosi
Pasiskirstymo koeficientas: n-oktanolis / vanduo Nenustatytas
Klampa

Dinaminé Nenustatyta
Kinematiné Nenustatyta
Tirpiklio sudétis

Vanduo 1.0 %
Kietyjuy tirpikliy sudétis 0.0 %

9.2 Kita informacija
Kitos susijusios informacijos néra.

10 SKIRSNIS. Stabilumas ir reaktingumas
10.1 Reaktingumas
Kitos susijusios informacijos néra.

10.2 Cheminis stabilumas
Terminis skilimas / vengtinos salygos:
Skilimo néra, jeigu naudojama pagal specifikacijas.

10.3 Pavojingu reakcijuy galimybé
Pavojingos reakcijos nezinomos.

10.4 Vengtinos salygos
Kitos susijusios informacijos néra.

10.5 Nesuderinamos medZiagos
Kitos susijusios informacijos néra.

10.6 Pavojingi skilimo produktai
Pavojingi skilimo produktai néra zinomi.

11 SKIRSNIS. Toksikologiné informacija

11.1 Informacija apie toksinj poveiki

Umus toksiskumas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Pirminis dirginamasis poveikis:

Odos ésdinimas / dirginimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Smarkus akiy paZeidimas / dirginimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Kvépavimo taky ar odos jautrinimas: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Papildoma toksikologiné informacija: Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
CMR poveikiai (kancerogeniSkumas, mutageniSkumas ir toksinis poveikis reprodukcijai)

Lytiniy lasteliy mutageniSkumas

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Kancerogeni§kumas

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

Toksinis poveikis reprodukcijali

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy. 55
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Specifinis toksiSkumas konkrefiam organui, vienkartinis poveikis
Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Specifinis toksiSkumas konkreciam organui, kartotinis poveikis
Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.
Aspiracijos pavojus

Remiantis turimais duomenimis, neatitinka klasifikacijos kriterijy.

12 SKIRSNIS. Ekologiné informacija
12.1 ToksiSkumas
Toksinis poveikis vandens aplinkai: Kitos susijusios informacijos néra.

12.2 Patvarumas ir skaidomumas
Kitos susijusios informacijos néra.

12.3 Bioakumuliacijos potencialas
Kitos susijusios informacijos néra.

12.4 Judrumas dirvoZemyje

Kitos susijusios informacijos néra.

Papildoma ekologiné informacija:

Bendros pastabos: bendru atveju vandeniui nepavojingas.

12.5 PBT ir vPvB vertinimo rezultatai
PBT: netaikoma
vPVvB: netaikoma

12.6 Kitas nepageidaujamas poveikis
Kitos susijusios informacijos néra.

13 SKIRSNIS. Atlieky tvarkymas

13.1 Atlieky tvarkymo metodai

Rekomendacija

Mazesni kiekiai gali biiti utilizuojami su buitinémis atliekomis.

Nevalyta pakuoté
Rekomendacija: utilizuokite pagal oficialius reglamentus.

Rekomenduojamos valymo priemonés: vanduo, jeigu reikia kartu su valymo priemonémis.

14 SKIRSNIS. Informacija apie gabenima
14.1 JT numeris
ADR, ADN, IMDG, IATA Néra

14.2 Tinkamas JT transportavimo pavadinimas
ADR, ADN, IMDG, IATA Néra

14.3 Transporto pavojaus klasé (-és)
ADR, ADN, IMDG, IATA
Klasé Neéra

14.4 Pakuotés grupé
ADR, IMDG, IATA Néra

14.5 Pavojus aplinkai
Jiury terSalas: Ne
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14.6 Specialios atsargumo priemonés naudotojams
Netaikomos.

14.7 Nesupakuotuy kroviniy gabenimas pagal MARPOL 73/78 II prieda ir IBC koda
Netaikomas.

Gabenimo / papildoma informacija: Pagal pateiktas specifikacijas, nepavojingas.
JT ,,modelio reglamentas“: -

15 SKIRSNIS. Informacija apie reglamentavima

15.1 Su konkrecia medZiaga ar miSiniu susije¢ saugos, sveikatos ir aplinkos teisés aktai
Zenklinimas pagal Reglamenta (EB) Nr. 1272/2008 Netaikoma

Pavojaus piktogramos Netaikomos

Signalinis Zodis Netaikomas

Pavojingumo frazés Netaikomos

Direktyva 2012/18/ES

Ivardintos pavojingos medzZiagos - | PRIEDAS Nei viena sudétiniy daliy ] sgrasa nejtraukta.

15.2 Cheminés saugos vertinimas
Cheminés saugos vertinimas nebuvo atliktas.

16 SKIRSNIS. Kita informacija
Si informacija yra paremta miisy dabartinémis Ziniomis. Taciau, tai néra kuriy nors produkto savybiy garantija ir nereiskia
jstatymiskai galiojanéiy sutartiniy santykiy.

Saugos duomeny lapg iSduodantis skyrius:
DiaMed GmbH

Pra Rond 23

CH-1785 Cressier FR

Sveicarija

Trumpiniai ir akronimai:

ADR: Europos susitarimas dél pavojingy kroviniy tarptautinio vezimo keliais.
IMDG: Tarptautinés pavojingos jiiry prekeés.

IATA: Tarptautiné oro transporto asociacija.

GHS: visuotinai suderinta sistema.

EINECS: Europos esamy komerciniy cheminiy medziagy inventorius.
ELINCS: Europos patvirtinty cheminiy medziagy sarasas.

CAS: Cheminiy medZiagy santrumpy tarnyba (Amerikos chemijos draugijos padalinys).
LC50: mirtina koncentracija, 50 procenty

LD50: mirtina dozeé, 50 proc

PBT: patvarus, bioakumuliacinis ir toksiskas

VvPVB: labai patvarus ir labai bioakumuliacinis

* Pakeisti duomenys lyginant su ankstesne versija.
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#46.2

Product information c €0123
Anti-D monoclonal, Cell-Line MS 201
Anti-D monoclonal, Cell-Line RUM-1

Reagent for specific detection of D-antigen

Bloodgroup-Testreagent for tube-, slide/plate- and microplate techniques
For in vitro diagnostic use only, store at + 2 - 8 °C when not in use.

Product description:
Anti-D (cell line MS 201 and cell line Rum-1) are monoclonal human IgM blood grouping reagents which detect the D antigen when tested
according to the recommended techniques. It has been obtained from an IgM antibody producing clone.

The Rh Blood Group system:

The observations of Levine and Statson in 1939 and of Landsteiner and Weiner in 1940 provided the basis for current understanding of the
clinical significance and laboratory detection of Anti-D.

Approximately 15 of Caucasians lack the RhD antigen and are easily stimulated by a RhD positive pregnancy of blood transfusion to produce
Anti-D. This may cause haemolytic disease of the newborn or severe haemolytic transfusion reaction.

Weakened Expression of the RhD antigen / Limitations:

The collective term Dy is widely used to describe red cells which have a weaker expression of the D antigen than normal. The term

D weak denotes individuals with a reduced number of entire D antigen sites per red cell. The term D partial denotes individuals with missing D
epitopes. D category VI is the D partial category which lacks most D epitopes. Both cell lines detect most examples of D weak and partial D red
cells by direct agglutination, but it will not detect D category VI. The reagent are recommended as particular suitable for grouping patients. It is
recommended that the tube technique is used for the detection of D weak or variant cells. The slide and microplate techniques are not
recommended for the detection of weak D or variant cells.

Principle of the reagent:

When used by the recommended techniques this reagent will cause agglutination of red cells carrying the specific antigen. (positive test) Lack of
agglutination of the red cells demonstrates the absence of the specific antigen. (negative test)

These reagents have been optimised for use by the recommended techniques without further dilution or additions.

The product is supplied sterile filtered to 0,2 pm.

Materials: 46.2 Talpa10 mL

Anti-D cell line MS 201 as well as Anti-D cell line RUM-1 are composed of monoclonal IgM antibodies in a buffer solution containing
macromolecular chemical potentiators. Each vial (10ml) contains sufficient material for approximately 250 tests. These reagents both contain
0,1 (w/v) sodium azide and Bovine material obtained from a USDA approved source free of TSES.

Precautions:

- All blood products should be treated as potential infectious. The human donor of the cell line used to produce this reagent has been
tested and found to be negative for Anti-HIV, Anti-HCV, Anti-HbsAg, EBV and Mouse Antibody Production (MAP) viruses. No known
regime of testing can completely guarantee that any product derived from human blood is incapable of transmitting infectious agents.
Care should be exercised in the use and disposal of each container and its contents.

- Sodium azide ( 0,1 w/w final concentration) is added as a preservative. Sodium azide can cause high explosive metal azide
combinations with lead and cooper. When pouring rinse with a lot of water.

- This product should be clear. Cloudiness may indicate bacterial contamination. It should not be used if a precipitate, fibrin-gel or
particles are present.

- This reagent is for professional in vitro diagnostic use only.

- False positive or negative results may occur through contamination of test materials or any deviation from the recommended
techniques.

Advice to users:

It is recommended that a positive control and a negative control should be tested in parallel with each batch of tests. Tests must be considered
invalid if controls do not show the expected reactions.

It is not required to use a reagent control in parallel with all tests using this reagent. Only in typing the red cells of patients known to have auto
antibodies or protein abnormalities is the use of a reagent control recommended. This should be tested in parallel with the reagent.

The reagent has been characterised by the procedure recommended in this package insert, its suitability or use in other techniques must be
determined by the user.

In the event of changes in the analytical performance of the device or damage to the packaging please contact the uality Assurance
Department of the producer.

Storage:

Store the opened/unopened product at 2-8°C until the expiry date detailed on the product label.

Failure to store the product at the correct temperature, for example, storage at higher temperatures or repeated freezing and thawing may result
in accelerated loss of reagent activity.

CE-IMMUNDIAGNOSTIKA GmbH
Am Seerain 13, D-74927 Eschelbronn Telefon: +49 6226 42100 Fax: +49 6226 42012
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Specimen Collection:

Blood should be collected by an approved technique. The specimen should be tested as soon as possible following the collection. If a delay in
testing should occur, store at 2-8°C. Specimen displaying gross haemolysis or microbial contamination should not be tested with this reagent.
Failure to store the specimen at the correct temperature, for example, storage at higher temperatures or repeated freezing and thawing may
result in false positive or false negative results.

Samples may be drawn into EDTA, ACD, others or may be drawn without anticoagulant.

Material required but not provided:

Tube technique: Test tube, Centrifuge, Isotonic saline, Timer, 37°C Incubator
Plate technique: Plates, Timer, Isotonic saline
Slide technique: Slides, Timer, Isotonic saline

Microplate technique: Microplates, Microplates shaker, Centrifuge, Isotonic saline, Timer

Recommended techniques:

Tube test:

1. Prepare a 2-3  suspension of red cells in isotonic saline.

2. Add 1 drop of anti-D and one drop of red cells to the appropriately labelled tube and mix.

3. Centrifuge for 1 minute at 1500 UpM, or about 20 seconds at 900 — 1000 xg resp. a time ,appropriate to produce the strongest
reaction.

4. Gently agitate each tube to resuspend the cell buttons and examine macroscopically for agglutination.

5 Record results and reactivity strengths.

Incubate all negative or weakly positive tests at 37°C for 5 minutes and repeat step 3 and 4. This may enhance the reaction
strength in typing red cells of rare phenotypes.

Slide-test / plate test

1.  Slide-tests are performed with whole blood, plate-tests with washed Erythrocytes or whole blood.

2. Place one drop of the reagent (appr. 50 pl) on a clean glass-, plastic slide or plate.

3. Add one drop of whole blood (resp. 35-45 suspension of red cells) to the slides or 10  red-cell suspension in 0,9 saline solution
resp. whole blood to the plates using a tranfer pipette or applicator stick.

4.  Mix blood and reagent. On glass slides, use a separate clean applicator stick to mix each reagent/cell mixture over an area
approximately 20 mm diameter. On plastic slides follow the manufacturer’s insert.

5. Read and record results. This is achieved on glass slides by slow rotation over a period up to 2 minutes and on plates after an
incubation time of 5 — 10 minutes. Incubation time for whole blood testings is limited to 5 min. maximum.
Do not place the slides or plates on a heated illumnated surface.

6. Observe for macroscopic agglutination and record results. Care should be taken not to mistake peripheral drying or fibrin strands as
agglutination.

Microplate technique:

Prepare a 3-5 suspension of test red cells in Isotonic saline.

Add one drop of anti-D reagent to one appropriate test wells of a microplate.

Add an equal volume of the test cell suspension to the appropriate test wells.

Mix the contents of each well using manual means or a microplate shaker.

Incubate the microplate at room-temperatures for 15-20 minutes.

Centrifuge the microplate at 100 rd for 40 seconds.

Resuspend the red cells using microplate shaker (as no.4)

Read tests macroscopically or with an automated reader. The use of an automated plate reader must be validated by the
customer.

ONOOTAWN =

Performance characteristic:

Anti-D reagents both have been tested by each of the recommended techniques with donor, clinical and neonatal specimen. These were
collected in either ESTA, CPDA, Citrate or as clotted sample. The sample population represented all major Rh D phenotypes. Based on the
number of tests the SENSITIVIT and the SPECIFICIT for each techniques was calculated with >99,5 resp. 100 . Definition from the
Common technical Specifications (CTS):

Diagnostic Sensitivity: The probability that the device gives positive results in the presence of the target marker.

Detection of weak D-variants (D weak):
1. Add and mix 1 drop of Anti-D incomplete or Anti-D monoclonal with 1 drop of 3 red cell suspension.
Incubate this mixture for 5 minutes at 37 C.
Washing 3 times with isotonic saline.
Add 2 drops of Anti-Humanglobuline
Centrifuge for 1 minute at 160 rcf or 20 seconds at 1.000rcf.
Gently agitate each tube to resuspend the cell buttons and examine for agglutination.
Record results and reactivity strength. In case of agglutination a weak D-antigen is present. All negative reactions must be checked
with IgG sensibilized red cells for testing the reactivity of Anti-Humanglobulin.

Nookwd

CE-IMMUNDIAGNOSTIKA GmbH
Am Seerain 13, 74927 D-Eschelbronn Telefon: +49 6226 42100 Fax: +49 6226 42012
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46.2 Talpa 10 mL

Informacija apie produkta c € 0123
Anti-D monokloninis, kraujo kaneliy linija MS 201
Anti-D monokloninis, kraujo kaneliy linija RUM-1

Reagentas specifiniam D antigeno aptikimui

Kraujo grupés-testavimo reagentas, skirtas meégintuvéliy, objektiniy stikleliy/ploksteliy ir
mikroploksteliy technikoms

Tik in vitro diagnostiniam naudojimui, kai nenaudojate, laikykite + 2 - 8 °C.

Produkto apraSymas:

Anti-D (kraujo kaneliy linija MS 201 ir kraujo kaneliy linija Rum-1) yra monokloniniai Zmogaus IgM
kraujo grupiy nustatymo reagentai, kurie aptinka D antigeng testuojant pagal rekomenduojamas
technikas. Jis buvo gautas iS IgM antikiing gaminancio klono.

Rh kraujo grupés nustatymo sistema:

Levine ir Statson pastebéjimai 1939 metais bei Landsteiner ir Weiner pastebéjimai 1940 metais
sudaré pagrindg dabartiniam Anti-D klinikinio reikSmingumo supratimui bei laboratoriniam aptikimui.

Mazdaug 15 kaukazieciy neturi RhD antigeno ir néStumo metu ar perpilant kraujg yra nesunkiai
stimuliuojamos teigiamo RhD, dél ko pasigamina Anti-D. Tai gali sukelti naujagimiui hemolizine ligg
arba sunkig hemolizine kraujo perpylimo reakcija.

Susilpnéjusi RhD antigeno iSraiSka / apribojimai:

ApraSant raudonuosius kraujo kanelius, kuriy D antigeno iSraiSka yra silpnesné nei jprastai, placiai
naudojamas kolektyvinis terminas Du. Terminas ,silpnas D reiSkia asmenis, kuriy viso D antigeno
viety raudonajame kraujo kinelyje skai€ius yra sumaZzéjes. Terminas ,dalinis D* reiSkia asmenis,
kuriems triksta D epitopy. D VI kategorija yra dalinio D kategorija, kuriai triksta daugumos D
epitopy. Abi kraujo kineliy linijos aptinka daugumg_ silpno D ir dalinio D raudonyjy kraujo kaneliy
pavyzdziy per tiesiogine agliutinacija, tadiau neaptinka D VI kategorijos. Sis reagentas yra
rekomenduojamas kaip ypaC tinkamas pacienty grupavimui. Silpno D arba kitokiy kraujo kaneliy
aptikimui rekomenduojama naudoti megintuvélio technikg Silpno D arba kitokiy kraujo kaneliy
aptikimui nerekomenduojama naudoti objektinio stiklelio ar mikroplokstelés technika.

Reagento principas:

Naudojant pagal rekomenduojamas technikas, Sis reagentas sukelia raudonyjy kraujo kiineliy su
specifiniu antigenu agliutinacijg (teigiamas testas). Raudonyjy kraujo kdneliy agliutinacijos
nebuvimas rodo specifinio antigeno nebuvimg (neigiamas testas).

Sie reagentai buvo optimizuoti, kad baty galima juos naudoti pagal rekomenduojamas technikas be
tolesnio skiedimo ar priedy.

Produktas yra tiekiamas sterilus ir filtruotas iki 0,2 pm.

Medziagos:

Anti-D kraujo kuneliy linijg MS 201 bei Anti-D kraujo kaneliy linijg RUM-1 sudaro monokloniniai IgM
antikinai buferio tirpale su makromolekuliniais cheminiais potenciatoriais. Kiekviename flakonélyje
(10ml) yra tiek medziagos, kad pakakty mazdaug 250 testy. Siuose reagentuose yra 0,1 natrio
azido ir jau€io medziagos, gautos i§ USDA patvirtinto Saltinio, kuriame néra TSES.

Atsargumo priemonés:
- Su visais kraujo produktais reikia elgtis kaip su potencialiai uzkre¢iamais. Sio reagento
gavimui panaudotas kraujo kineliy linijjos donoras-Zmogus buvo patikrintas ir nustatyta, kad
jis neuzsikrétes Anti-HIV, Anti-HCV, Anti-HbsAg, EBV ir pelés antikino gamybos (MAP)
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12.

virusais. Né vienas Zinomas testavimo blddas negali pilnai uZtikrinti, kad Zmogaus kraujo
kilmés produktas nepernes uzkreCiamy medziagy. Naudojant ir iSmetant indg bei jo turinj
reikia elgtis labai atsargiai.

- Kaip konservanto pripilama natrio azido ( 0,1 galutiné koncentracija). Natrio azidas gali
sudaryti labai sprogius metalo azidy junginius su Svinu ir variu. I1Spyle praskalaukite dideliu
kiekiu vandens.

- Sis produktas turi bati skaidrus. Drumzlés gali rodyti bakterinj uZter§img. o negalima
naudoti, jeigu yra nuoséduy, fibrino gelio ar daleliy.

- Sis reagentas skirtas tik profesionaliam in vitro diagnostiniam naudojimui.

- Jeigu bus uZterStos testo medziagos arba nukrypsite nuo rekomenduojamy techniky, galite
gauti klaidingus teigiamus arba neigiamus rezultatus.

Patarimai vartotojams:

Rekomenduojama su kiekviena testy partija paraleliai pratestuoti teigiamg kontrole ir neigiama
kontrole. Testus reikia laikyti negaliojanciais, jeigu kontrolés neparodo laukty reakcijy.

Naudojant §j reagentg, paraleliai su visais testais nereikia naudoti reagento kontrolés. Reagento
kontrole rekomenduojama naudoti tik nustatingjant ty pacienty, kurie Zinomi kaip turintys
autoantikliny ar proteiny anomaliju, raudonujy kraujo kineliy grupe. Ja reikia testuoti paraleliai su
reagentu.

Reagentas charakterizuojamas pagal Sios pakuotés lapelyje aprasyta procedirg, o vartotojas turi
nustatyti jo tinkamuma ar naudojimg su kitomis technikomis.

Jeigu pasikeisty prietaiso analitinis veikimas ar bdty pazeista pakuoté, prasom susisiekti su
gamintojo Kokybés uztikrinimo skyriumi.

HeHeprras:

Laikykite atidaryta/neatidarytg produktg 2-8°C iki galiojimo datos pabaigos, nurodytos ant produkto
etiketés.

Jeigu nelaikysite produkto reikiamoje temperatiroje, pvz., laikysite auk3tesnéje temperatiroje ar
pakartotinai Saldysite ir atitirpinsite, reagento veiksmingumas gali baigtis greiciau.

CE-IMMUNDIAGNOSTIKA GmbH
Am Seerain 13, 74927 Eschelbronn Telefono nr.: +49 6226 42100, faks.: +49 6226 4201

Méginiy surinkimas:

Kraujg reikia surinkti naudojant patvirtintg technika. Méginj reikia pratestuoti kiek galima greiciau po
surinkimo. Jeigu testavimas bty atidétas, laikykite 2-8°C. Jeigu méginyje pastebétuméte didele
hemolize arba mikrobinj uzZter§img, netestuokite jo su Siuo reagentu. eigu nelaikysite produkto
reikiamoje temperatiroje, pvz., laikysite aukStesnéje temperatiroje ar pakartotinai Saldysite ir
atitirpinsite, galite gauti klaidingus teigiamus ar klaidingus neigiamus rezultatus.

Méginius galima iStraukti su EDTA, ACD, o kitus galima iStraukti be antikoagulianto.

Reikalinga, bet netiekiama medziaga:

Mégintuvélio technika: Mégintuvélis, centrifuga, izotoninis tirpalas, chronometras, 37°C
inkubatorius
Plokstelés technika: Plokstelés, chronometras, izotoninis fiziologinis tirpalas

Objektinio stiklelio technika: Objektiniai stikleliai, chronometras, izotoninis fiziologinis tirpalas

Mikroplokstelés technika:  Mikroplok&telés, mikroploksteliy purtykle, centrifuga, chronometras,

izotoninis fiziologinis tirpalas
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Rekomenduojamos technikos:

Testavimas mégintuvélyje:

1.

2.

3.

Paruoskite 2-3 testuojamy raudonujy kraujo kdneliy suspensijg izotoniniame
fiziologiniame tirpale.

llasinkite 1 lada Anti-D ir vieng lasg raudonujy kraujo kianeliy | atitinkamai pazymétus
mégintuvélius ir iSmaisykite.

Centrifuguokite 1 minute 1500 sukiy/min. arba apie 20 sekundziy 900 — 1000 x g, kad
baty atitinkamas laikas siekiant gauti stipriausig reakcija.

Svelniai paplakite kiekvieng meégintuvélj, kad i§ naujo sudarytuméte kraujo kaneliy
suspensijg, ir makroskopiniu budu patikrinkite, ar néra agliutinacijos.

UZsiraSykite rezultatus ir reagavimo stipruma.

Inkubuokite visus neigiamus ar silpnai teigiamus rezultatus 37°C 5 minutes ir
pakartokite 3 bei 4 veiksmus. Tai gali sustiprinti reakcijg nustatant rety fenotipy
raudonuyjy kraujo kineliy grupe.

Testavimas ant objektinio stiklelio/plokstelés

1.

2.

3.

Testai ant objektinio stiklelio yra atliekami su visu krauju, o ant plokstelés — su plautais
eritrocitais arba visu krauju.

UZlaSinkite vieng reagento lasg (apie 50 ul) ant Svaraus stiklinio ar plastmasinio objektinio
stiklelio arba plokstelés.

UZlaSinkite vieng viso kraujo ladg (atitinkamai 35-45 raudonujy kraujo kaneliy suspensijos)
ant objektiniy stikleliy arba 10 raudonujy kraujo kineliy suspensijos 0,9 fiziologiniame
tirpale, atitinkanciy visg kraujg, ant ploksteliy naudodami perkélimo pipete arba aplikatoriaus
lazdele.

Sumaisykite kraujg ir reagentg. Ant stikliniy objektiniy stikleliy naudokite atskirg Svarig
aplikatoriaus lazdele, kad iSmaiSytuméte kiekvieno reagento/kraujo kuneliy misinj ant
mazdaug 20 mm diametro ploto. Dirbdami su plastmasiniais objektiniais stikleliais, laikykités
gamintojo lapelyje pateikty nuorody.

Perskaitykite ir uZsiraSykite rezultatus. Tai padarysite ant stikliniy objektiniy stikleliy létai
sukdami iki 2 minuciy, o ant ploksteliy — po 5-10 minuciy inkubacijos. Viso kraujo testavimo
laikas apribojamas iki daugiausiai 5 minuciy. Nedékite objektiniy stikleliy ar ploksteliy ant
jkaitusio, apSviesto pavirSiaus.

Stebékite, ar néra makroskopinés agliutinacijos, ir uzsirasykite rezultatus. Blkite atsargus ir
nesumaisykite pakrastinio dziGvimo ar fibrino vijy su agliutinacija.

Mikroplokstelés technika:

1.
2.
3.

4.

Paruoskite 3-5 raudonujy kraujo kiineliy suspensijg izotoniniame fiziologiniame tirpale.
llaSinkite 1 ladg Anti-D reagento | atitinkamus mikroplokstelés testavimo Sulinélius.
llaSinkite tokj patj kiekj testuojamy kraujo kiineliy suspensijos | atitinkamus testavimo
Sulinélius.

ISmaidykite kiekvieno Sulinélio turinj naudodamiesi rankinémis priemonémis arba
mikroploksteliy purtykle.

Inkubuokite mikroplokstele kambario temperatiroje 15-20 minuciy.

Centrifuguokite mikroplokstele 100 sikiy/min. 40 sekundziy.

IS naujo paruodkite raudonujy kraujo kidneliy suspensijg naudodami mikroploksteliy
purtykle (kaip nr. 4).

PerziGrékite testy rezultatus makroskopiniu bddu arba su automatiniu skaitytuvu.
Automatinio ploksteliy skaitytuvo naudojima turi patvirtinti klientas.

Veikimo charakteristika:

Kiekvienas anti-D reagentas buvo testuojamas pagal rekomenduojamas technikas su donoro,
klinikiniu ir naujagimio méginiu. ie buvo surinkti su ESTA, CPDA, citratu arba kaip sukre$éjes
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méginys. Méginio populiacija atspindéjo visus pagrindinius Rh D fenotipus. Remiantis testy
skaigiumi, buvo apskaigiuotas kiekvienos technikos AUTRUMAS ir SPECIFISKUMAS su >99,5 |
atitinkanciais 100  apibtdinima i§ Bendry techniniy specifikacijy (CTS):

Diagnostinis jautrumas: Tikimybé, kad produktas parodys teigiamus rezultatus esant objekto
zymekliui.

Silpny D variantuy (silpnu D) aptikimas:

1. llaSinkite ir iSmaiSykite 1 lasg Anti-D nepilno arba Anti-D monokloninio produkto su 1 lasu
3 raudonuyjy kraujo kiineliy suspensija.
Inkubuokite §j miSinj 5 minutes 37°C.
3 kartus iSplaukite izotoniniu tirpalu.
|la8inkite 2 lasus anti Zmogaus globulino.
Centrifuguokite 1 minute 160 sikiy/min. arba 20 sekundZziy 1.000 stkiy/min.
Svelniai paplakite kiekvieng meégintuvelj kad i§ naujo sudarytuméte kraujo kineliy
suspensija, ir patikrinkite, ar néra agliutinacijos.
UZsiraSykite rezultatus ir reagavimo stiprumag. Esant agliutinacijai, yra silpnas D antigenas.
Visas neigiamas reakcijas reikia patikrinti su IgG jjautrintais raudonaisiais kraujo kdneliais,
kad bty pratestuotas anti Zzmogaus globulino reagavimas.

ok wd

~

CE-IMMUNDIAGNOSTIKA GmbH
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CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-StraRe 6
D-69151 Neckargemiind
Phone: +49 6223 80094 00/ Fax: +49 6223 80094 99
www.ce-immundiagnostika.com

Instruction for use c E
Use by professionals only 0483
Tests/ml: 25: with drop size 40ul when using separate
volumetric pipettes
Revision: 29/07-2019
Product-Name: Product-Code: Product-Name: Product-Code:
A-mono-11H5 B-mono-6F9
Anti-A A-11H5 Anti-B B-6F9
A-mono-BIRMA
Anti-A BIRMA-1 Anti-B LB-2 B-mono-LB2
AB-mono-5E10 (Mouse IgM)
Anti-AB A-5E10-B-2D7

Reagent for specific detection of the corresponding antigen. Bloodgroup testreagent for microplate-, tube-, slide- and plate tests.
All described test methods are only valid for manual applications as recommended in this instruction. The user must determine their suitability for use in other techniques
(automates, semi-automates, gel-cards, others) according to recognized techniques and hints of the machine- or cards manufacturer in individual responsibility.
Only for in-vitro diagnostic laboratory use. Store at + 2 - 8 °C when not in use.

Product description: Anti-A, Anti-B and Anti-AB are monoclonal Mouse IgM reagents which detect the corresponding red cell antigens in a direct
agglutination reaction. Lack of agglutination indicates the absence of the corresponding antigen. The respective monoclonal
antibodies derived from cultured hybridoma cell lines (murine). The antibodies (IgM) are diluted in a buffered isotonic saline solution
containing bovine albumin (without stabilizers), EDTA and ingredients to facilitate the resuspension of red cell buttons following
centrifugation. Sodium azide at a final concentration of < 0,1% w/w is added as a preservative.

Clone: Anti-A: A-11H5 and BIRMA-1, Anti-B: B-6F9 and LB-2, Anti-AB: A-5E10-B-2D7
Reagents Anti-A and Anti-B are coloured (blue respectively yellow) in order to avoid confusion of the reagents and to allow better
control of the preparations.

Note/Caution: Sodium azide can cause high explosive metal azide combinations with lead and cooper. When pouring rinse with a lot of water. All
blood products should be treated as potentially infectious. No known regime of testing can completely guarantee that any product
derived from human blood is incapable of transmitting infectious agents. Care should be exercised in the use and the disposal of the
container and its contents.

Shelf life Test-reagents can be used until the end of the product shelf life indicated on the label if stored correctly between 2 —8° C when not in
use. After the first opening the reagents must be stored properly closed at 2 — 8° C. Bacterial contamination are to be avoided. Clearly
clouded reagents should not be used any longer.

Test methods: Samples may be drawn aseptic into the common anticoagulants (EDTA, ACD,). Testing should be performed as soon as possible after
blood withdrawal to minimise the chance that falsely positive or falsely negative reactions will be encountered due to contamination
or improper storage of a specimen. Samples that cannot be tested immediately should be stored at +2 — 8 °C..

Additional materials required: Isotonic saline, transfer pipettes, glass slides, applicator slicks, slides or plates, test tubes and test tube racks, validated serological
centrifuge, cell panel, timer.

Microplate tests: microplates, microplate shaker (optional), validated serological centrifuge, when used with reading machine or on
automates it is the users responsibility to validate any accessory device for the intended use, NaCl solution, timer, transfer pipette, if
necessary Bovine Albumin.

Microplate test: MTP from different suppliers show different characteristics which might have non specific reaction of the red blood cells
as a consequence. It is recommended to pre-treat new MTP before its first use in order to minimize the fastening of the
red cells. Recommended are MTP with U-profile out of plastic.

1. Add 1 drop (30-50pl) of Bovine Albumin 22% to each well.
2. Through careful movements or on a shaker mix well so that all wells uniformly are coated.
3. Incubate 10-15 min. at RT (18-25°C).
4. Pour off Bovine Albumin and give the contents of the wells in suitable waste containers
5. Rinse MTP at least 10 x with tap water.
6. Rinse MTP subsequently 2 x with distilled water.
7. MTP tip over and dap away in order to remove surplus water.
8. Dry MTP before use at the air.
Alternative methods possible as far as validated by the users.
1. Prepare a 2-4 % suspension of test red cells in isotonic solution. (Recommendation 2% suspension)
2. Add one drop of the respective reagent (30-50ul) to the appropriate test wells of a U well microplate.
3. Add an equal volume of the cell suspension to the appropriate test wells.
4. Mix the contents of each well using manual means or a microplate shaker. (30 sec.)
5. No incubation time necessary except for titrations or to the strengthening of weak Phenotypes.
6. Centrifuge the microplates at 1.500 UpM until 60 sec. or other appropriate time and UpM.
7. Re-suspend the red cells using the microplate shaker. (as in no. 4.)
8. Read tests macroscopically or with an automated plate reader. The use of an automated plate reader must be validated by
the customer. The use of additional visual remedies as mirror or magnifier can ease the reading.
Tube test: In order to improve the test-results it is recommended to wash the cells before re-suspension
at least one time in 0,9% isotonic saline.
1. Prepare a 2 — 3 % suspension of the washed red cells in 0,9% isotonic saline, plasma or serum.
2. Add 1 drop of the respective test serum Anti-A or Anti-B or Anti-AB and one drop of red cells to the appropriately
labelled tubes and mix.
3. Centrifuge for 1 Min. at 400g (1.500 UpM) or with alternative UpM at appropriate time.
4. Control supernatant on absence of Hemolysis which can have its origin on bacteriological contamination.
Gently agitate each tube to re-suspend the cell buttons and examine for agglutination just after centrifugation.
5. Record results and reactivity strengths.
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CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-StraRe 6
D-69151 Neckargemiind
Phone: +49 6223 80094 00/ Fax: +49 6223 80094 99
www.ce-immundiagnostika.com

Tests/ml: 25: with drop size 40ul when using separate

Instruction for use
Use by professionals only

volumetric pipettes

C€.s

Revision: 29/07-2019

Product-Name: Product-Code: Product-Name: Product-Code:
A-mono-11H5 B-mono-6F9

Anti-A A-11H5 Anti-B B-6F9
A-mono-BIRMA

Anti-A BIRMA-1 Anti-B LB-2 B-mono-LB2
AB-mono-5E10 (Mouse IgM)

Anti-AB A-5E10-B-2D7

Reagent for specific detection of the corresponding antigen. Bloodgroup testreagent for microplate-, tube-, slide- and plate tests.

All described test methods are only valid for manual applications as recommended in this instruction. The user must determine their suitability for use in other techniques
(automates, semi-automates, gel-cards, others) according to recognized techniques and hints of the machine- or cards manufacturer in individual responsibility.

Only for in-vitro diagnostic laboratory use. Store at + 2 - 8 °C when not in use.

Slide-test/plate-test:

1. Slide-tests are performed with whole blood, plate-tests with washed Erythrocytes or whole blood.

2. Place one drop of the reagent on a clean glass-, plastic slide or plate.

3. Add one drop of whole blood (respectively 35-45% suspension of red cells) to the slides or one drop of whole blood in
0,9% saline solution (respectively 10% red-cell suspension) to the plate using a transfer pipette or applicator stick.

4. Mix blood and reagent. This is achieved by slow rotation over a period up to 2 minutes (slides) and on plates after an
incubation time of 5 — 10 minutes. Incubation time for whole blood testing is limited to 5 min. maximum.

5. Observe macroscopically for agglutination and record results. Care should be taken not to mistake peripheral drying as

agglutination. Do not place slides on or before a heated illuminated surface.

Interpretation of test results:

There must be agreement between the results of the antigen determination (cell grouping)and the determination of the alloantibodies
(serum grouping) of a blood specimen. The interpretation of reactions obtained when testing infant bloods may be complicated by the
fact that the infant’s serum does not necessarily contain antibody for any antigen absent from the cells, and passive anti-a and/or anti-
B antibodies from the mother’s circulation may yield conflicting results when tests are performed on cord blood specimens. Cord blood
specimens may also give weaker-than-normal reactions in the cell grouping, as the ABH antigens are imperfectly developed at birth.

Advice to users:

- Control: On each test, positive and negative control red cells have to be tested in parallel,

- On plates, blood samples may occasionally react by rouleaux formation, which can be mistaken for a weak agglutination
and may incorrectly be read as a positive result. This phenomenon has non-immunological causes. Rouleaux formation
also occurs in heparin blood, blood from patients treated with plasma expanders (e.g. dextran) as well as in blood from
patients with plasmacytoma (high protein content, changes in protein composition), oncological disease (abnormal blood
count) or coagulation dysfunctions. For testing these patients, use the tube test, which usually avoids this phenomenon.

- The reagent agglutinates weakly expressed antigens with normal or weaker agglutination strength (A3, Bweak) or weaker
to negative reaction (Ax). To determine weakly expressed antigens the tube test should be used because of its higher
sensitivity, if necessary with incubation for 30 minutes.

- Unusually weak reactions until non reactivity may occur from A- and B subgroups. The red cells of people with some
disease states may give falsely positive or falsely negative reactions with Anti-A or Anti-B.

- Cord cells contaminated with Wharton's jelly may give falsely positive reactions.

- Do not use monoclonal reagents with mouse antibodies in indirect Anti-Human-Globulin tests with AHG-reagent.

- Certain subgroups of A and B may produce reactions that are weaker or even no reactions than those obtained with A or B
cells of most random donors. The presence of such antibodies cannot be predicted. When sufficiently strong they can
cause the non-specific agglutination of reagent Al and B cells in serum (reverse) grouping tests. They can also produce
non-specific agglutination in cell (forward) tests with anti-A, and —B and —AB when unwashed, plasma- or cells
respectively in serum suspended cells or plasma samples are determined. Consequently for the determination of blood
groups always ABO and Isoagglutinin determinations are mandatory.

- Discrepancies between forward and reverse results should be investigated thoroughly before an ABO group is assigned,
regardless of the strength of the reactions obtained in any cell or serum test.

Performance data:

The reagent fulfils the common technical specifications’ requirements according to Annex Il, List A der Directive 98/79/EC for in vitro
diagnostics. It has the same or a better performance characteristics as comparable reagents in use. It was tested on more than 1000
samples with sensitivity and specificity of 100%.

Limitations:

Strengths of the test results are depending from the age of the blood. Falsely positive or falsely negative test results can occur from
insufficient cell-concentration, inadequate incubation time or temperature, improper centrifugation, improper storage of materials or
non- consideration of the instructions for the different test methods. They can occur as well from bacterial or chemical contamination
of the anti-serum, cells or the saline solution. When less sensitive test methods than the tube test are used negative results can occur
with Anti-AB and weak Ax cells. Than it is recommended to repeat the test with the tube method. Clone BIRMA-1 has not been tested
by the company with regard to recognizing Ax-cells. The use of the anti-sera in machines or on gel cards may require dilutions. The use
of such manipulated sera asks for re-validation under the responsibility of the user. This is valid for all manipulations as for example the
cold freezing of the sera on microplates.

References:

1. Kohler C. & Milstein C. (1975), Continuous cultures of fused cells secreting antibody of predefined specificity. Nature, 256, 495-
497.

2. Lee H.H., Rouger P., Germain C., Muller A. & Salmon C. (1983). The production and standardisation of monoclonal antibodies as
AB blood group typing reagents. Symposium of International Association of Biological Standardisation on monoclonal antibodies.

3. Human Blood Groups, by Geoff Daniels, 1st Ed., Blackwell Science, Oxford 1995.

4. HMSO, Guidelines for Blood Transfusion Services., 2nd Ed., 1994.
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Naudojimo instrukcijos
Tik profesionaliam naudojimui
0483

Tyrimai/ml: 25: naudojant volumetring pipete laselio taris 40ul

Perzitira: 2019-07-29

Produkto pavadinimas: Produkto kodas: Produkto pavadinimas: Produkto kodas:
Anti-A A-11H5 A-mono-11H5 Anti-B B-6F9 B-mono-6F9
Anti-A BIRMA-1 A-mono-BIRMA Anti-B LB-2 B-mono-LB2
Anti-AB A5E10-B-2D7 AB-mono-5E10 (Pelés IgM)

Reagentai skirti specifiskai nustatyti nurodytus antigenus. Kraujo grupiy nustatymo reagentai skirti mikroploksteléms, mégintuveliams, objektiniams stikleliams,

ploksteléms.

Visi auk$¢iau paminéti metodai galioja tik kai tyrimas yra atliekamas rankiniu badu pagal instrukcijas. Naudojant su kitomis technikomis (automatizuotomis, pusiau

automatizuotomis, geliy kortelémis ir kitomis), naudotojas turi nuspresti, ar $is tyrimas yra tinkamas.
Tik in vitro diagnostiniam laboratoriniam naudojimui. Nenaudojant, laikyti +2-8°C temperatiiroje.

Produkto Anti-A, Anti-B ir Anti-AB yra monokloniniai pelés I[gM reagentai, skirti nustatyti atitinkamus raudonyjy kraujo lgsteliy antigenus tiesioginés

apibudinimas: agliutinacijos reakcijos metu. Agliutinacijos nebuvimas reiskia, kad méginyje néra tiriamy antigeny. Sie monokloniniai antikiinai yra kilg i3
kultivuojamy hibridomos lasteliy linijy (pelés). Antikiinai (IgM) yra atskiesti izotoniniame drusky buferiniame tirpale, kuriame yra galvijo
albumino (be stabilizatoriy), EDTA ir ingredienty, padedan¢iy sumaiSyti raudonuosius kraujo kiinelius po centrifugavimo. Kaip konservantas
yra pridétas natrio azidas, galutiné koncentracija <0,1% w/w.

Klonas: Anti-A: A-11H5 ir BIRMA-1, Anti-B: B-6F9 ir LB-2, Anti-AB: A-5E10-B-2D7
Tam, kad bty iSvengta reagenty sumaiSymo bei tam, kad biity palengvintas kontroliy paruosimo procesas reagentai Anti-A ir Anti-B yra
spalvoti (mélynas ir geltonas).

Pastabos/atsargumo | Natrio azidas reaguodamas su $vinu ir variu gali formuoti labai sprogius metaly azidus. Pilant j kanalizacijg nuskalauti dideliu kiekiu vandens.

priemonés: Visi kraujo produktai turi bati galima uzkre¢iamais. Néra tyrimy galin¢iy pilnai garantuoti, kad zmogaus kilmés kraujo produktuose néra

uzkreCiamy ligy patogeny. Talpos ir jy turinys turi biiti naudojami ir utilizuojami laikantis atsargumo priemoniy.

Galiojimo laikas:

Laikant tinkamai, 2-8°C temperatiiroje, tyrimo reagentai gali buti naudojami iki galiojimo laiko pabaigos nurodytos etiketéje. Po pirmo
atidarymo, reagentai turi buti laikomi 2-8°C temperatiiroje. Turi blti vengiama bakterinio reagenty uZter§Simo. Reagentai su matomomis
nuosédomis netiiréty bati naudojami.

Tyrimo metodai:

Meéginiai turi biiti paimami aseptiniu biidu, naudojant jprastus antikoaguliantus (EDTA, ACD). Tam, kad biity i§vengta klaidingai teigiamy ar
klaidingai neigiamy rezultaty, atsirandan¢iy dél méginio uzterS§imo ar netinkamo laikymo, po kraujo paémimo tyrimas turi bati atliekamas kaip
jmanoma grei¢iau. Méginiai, kuriy nejmanoma istirti nedelsiant, turi biti laikomi 2-8°C temperatiiroje.

Reikalingos Izotoninis drusky tirpalas, pipetés, objektinis stiklelis, lazdelé, stikleliai arba plokstelés, tyrimo mégintuvéliai ir tyrimo mégintuvéliy laikikliai,

papildomos patvirtinta serologiné centrifuga, lasteliy panelé ir laikmatis.

priemonés: Mikroplokstelés tyrimas: mikroplokstelés, mikroploksteliy kratyklé (neprivaloma), patvirtinta serologiné centrifuga, kai naudojama kartu su
nuskaitymo instrumentais ar automatais, naudotojas yra atsakingas uz tinkamy priediniy prietaisy parinkima, NaCl tirpalas, laikmatis, perkélimo
pipeté, jeigu reikalinga, galvijo albuminas.

Mikroplokstelés Skirtingy gamintojy mikrotitravimo plokstelés turi skirtingas charakteristikas, kurios gali lemti nespecifines raudonyjy kraujo kiineliy reakcijas.

tyrimas: Prie§ pirma mikroploksteliy panaudojima, rekomenduojama jas apdoroti, tam, kad biity iSvengta raudonyjy kraujo kiineliy suriSimo.
Rekomenduojamos mikroplokstelés su U formos dugnu.

1. Ikiekvieng Sulinélj pridekite po 1 lasa (30-50 ul) 22% galvijo albumino.

2. Atsargiais judesiais arba naudojant kratykle gerai iSmaisykite, kad Sulinéliai biity tolygiai padengti.

3. Inkubuokite 15 min kambario temperatiiroje (18-25°C).

4.  Pagalinkite galvijo albuming, naudokite tinkamus atlieky konteinerius.

5. Mikroplokstele bent 10 karty nuskalaukite vandentiekio vandeniu.

6.  Po to du kartus nuskalaukite distiliuotu vandeniu.

7. Apverskite plokstele ir lengvai pakratykite, tam, kad paSalintuméte vandens likucius.

8.  Prie§ naudodami leiskite plokstelei iSdziiti.

Naudotojui patikrinus, yra galimi alternatyviis metodai.

1. Paruoskite tiriamyjy raudonyjy kraujo kiineliy 2-4% suspensijg izotoniniame tirpale (rekomenduojama 2% suspensija).

2. Iatitinkamus mikroplokstelés Sulinélius pridékite po lasa (30-50 pl) atitinkamo reagento.

3. ] tyrimo Sulinélius pridékite tokj patj tirj lasteliy suspensijos.

4.  Rankiniu biidu arba naudodami kratykle gerai iSmaisykite kiekvieno Sulinélio turinj (30 s.)

5.  Inkubacija néra reikalinga, nebent atliekate titravima arba jeigu norite sustiprinti silpny fenotipy signala.

6.  Centrifuguokite plokstele 1500 UpM 60 s arba kitu tinkamu grei¢iu/trukme.

7. Naudodami mikroploksteliy kratykle, sumaiSykite raudonuosius kraujo kiinelius. (kaip ir 4 Zingsnyje).

8.  Tyrimo rezultata nuskaitykite makroskopiskai arba naudodami automatinj ploksteliy skaitytuva. Naudotojas turi patikrinti
automatiniy ploksteliy skaitytuvo naudojima. Rezultaty nuskaitymas gali biiti palengvinamas naudojant papildomas priemone kaip
veidrodzius ar padidinimo stiklus.

Mégintuvélio Tam, kad buity pagerinamas tyrimo rezultatas, prie§ sumaiSant, raudonuosius kraujo kiinelius yra rekomenduojama bent karta nuplauti
tyrimas: izotoniniy 0,9% fiziologiniu tirpalu.

1. Paruoskite nuplauty raudonyjy kraujo kiineliy 2-3% suspensija 0,9% izotoniniame tirpale,
plazmoje arba serume.
2. I atitinkamus mégintuvéliu pridékite po viena lasa tyrimo serumo Anti-A, Anti-B arba Anti-AB ir

vieng lasg raudonyjy kraujo Iasteliy.

3. Centrifuguokite 1 min, 400 g (1500 UpM) arba kitu tinkamu greiciu/trukme.

4. Patikrinkite, ar supernantas neturi hemolizés pozymiy — tai gali biiti bakterinio uzter§tumo
indikatoriumi. Svelniai pakratykite kickvieng mégintuvélj, tam, kad sumaisytuméte Iasteles ir is
karto po centrifugavimo stebékite agliutinacija.

5. JraSykite rezultatus ir reakcijos stipruma.
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CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-Strafie 6
D-69151 Neckargemiind
Tel. Nr.: +49 6223 80094 00/ Faks.: +49 6223 80094 99
www.ce-immundiagnostika.com

Naudojimo instrukcijos
Tik profesionaliam naudojimui
0483

Tyrimai/ml: 25: naudojant volumetring pipete laselio tiiris 40pl

Perzitira: 2019-07-29

Produkto pavadinimas: Produkto kodas: Produkto pavadinimas: Produkto kodas:
Anti-A A-11H5 A-mono-11H5 Anti-B B-6F9 B-mono-6F9
Anti-A BIRMA-1 A-mono-BIRMA Anti-B LB-2 B-mono-LB2
Anti-AB A5E10-B-2D7 AB-mono-5E10 (Pelés IgM)

Reagentai skirti specifiSkai nustatyti nurodytus antigenus. Kraujo grupiy nustatymo reagentai skirti mikroploksteléems, mégintuvéliams, objektiniams stikleliams,

ploksteléms.

Visi auk$¢iau paminéti metodai galioja tik kai tyrimas yra atliekamas rankiniu baidu pagal instrukcijas. Naudojant su kitomis technikomis (automatizuotomis, pusiau

automatizuotomis, geliy kortelémis ir kitomis), naudotojas turi nuspresti, ar §is tyrimas yra tinkamas.
Tik in vitro diagnostiniam laboratoriniam naudojimui. Nenaudojant, laikyti +2-8°C temperatiiroje.

Objektinio
stiklelio/ploksteles
tyrimas:

1.  Objektinio stiklelio tyrimas gali bati atlickamas naudojant nesukre$¢jusj krauja, plokstelés tyrimas — nuplautus eritrocitus arba
nesukreséjusj krauja.

2. Ant $varaus stiklinio ar plastikinio objektinio stiklelio ar plokstelé uzdekite vieng la$a reagento.

3. Pridékite vieng lasg nesukre$éjusio kraujo (35-45% raudonyjy kraujo kiineliy suspensija) ant stiklelio arba naudojant pipete arba
lazdele viena lasa nesukreséjusio kraujo 0,9% druskos tirpale (10% raudonyjy kraujo lasteliy suspensija) ant plokstelés.

4.  Sumaisykite kraujg su reagentu. Tai galite pasiekti 1étai sukdami stiklelj 2 minutes arba inkubuojant ant plokstelés 5-10 min.
Nesukreséjes kraujg gali biiti inkubuojamas ne ilgiau nei 5 min.

5. Stebékite agliutinacija makroskopiskai ir jrasykite rezultatus. Méginio i§dZiovimas periferijoje neturi bati laikomas agliutinacija.
Nedékite plokstelés ant ar $alia karSy ap§viesty pavir$iy.

Tyrimo rezultaty
interpretavimas:

Tiriant kraujo méginj turi biiti gaunamas suderinamas rezultatas nustatant antigenus (lasteliy grupavimas) ir nustatant aloantikiinus (serumo
grupavimas). Gali buti sudétinga interpretuoti reakcijas gautas naudojant naujagimio krauja, nes naujagimio serume gali nebiiti antiktiny, prie$
nesamus kraujo lasteliy antigenus ir pasyvius anti-a ir/arba anti-b antikiinus atkeliavusius i§ motinos kraujo cirkuliacijos ir dél to gali bati
gaunami nesuderinami rezultatai tiriant virkstelés krauja. Virkstelés kraujo méginiai taip pat gali demonstruoti silpnesnes nei jprastas reakcijas,
atliekant Igsteliy grupavima, nes gimimo metu ABH antigenai néra pilnai issivyste.

Patarimai
naudotojams:

. Kontrolés: kiekvieng kartg atliekant tyrima tuo paciu metu turi buti istiriamos teigiamos ir neigiamos raudonyjy kraujo kaneliy
kontrolés.

e  Atliekant tyrima ant plokstelés, kartais kraujo méginys gali reaguoti formuodamas cilindrus, kurie gali buiti supainiojami su silpna
agliutinacija ir gali biiti neteisingai interpretuojami kaip teigiami rezultatai. Sis fenomenas atsiranda dél neimunologiniy prieZaséiy.
Cilindry formavimas taip pat gali atsirasti naudojant krauja su heparinu, pacienty krauja, kurie buvo apdorotas plazmos priedais
(pvz.: dekstranu), krauja gauta i$ pacienty, serganéiy plazmocitoma (daug baltymy, pasikeitusi baltyminé sudétis), onkologinémis
ligomis (nenormali kraujo morfologija) ar turinéiy koaguliacijos sutrikimy. Jeigu tiriate auk$¢iau i§vardintus pacientus, naudokite
mégintuvélio tyrima, nes dazniausiai yra iSvengiama cilindry susiformavimo fenomeno.

e  Reagentai gali agliutinuoti silpnai pasireiskiancius antigenus normaliai arba silpniau (A3, Bweak) arba gali biiti gaunamos silpnesnés
arba neigiamos (Ax) reakcijos. Norint nustatyti silpnai pasireikian¢ius antigenus, reikia naudoti mégintuvéliy tyrima, nes §is tyrimo
metodas yra jautresnis, esant reikalui galima atlikti 30 min inkubacija.

. Dazniausiai silpnos reakcijos ar reakcijy nebuvimas yra gaunamas su A- ir B pogrupiais. Tam tikromis ligomis serganciy asmeny
raudonieji kraujo kaneliai gali rodyti klaidingai teigiamus arba klaidingai neigiamus rezultatus su anti-A arba anti-B.

e Virkstelés lgstelés, esant uzter§Simui drebutiniu audiniu, gali parodyti klaidingai teigiamus rezultatus.

e  Nenaudokite monokloniniy reagenty su pelés antikiinais atlikdami netiesioginj zmogaus anti-globulino tyrima su AHG reagentais.

. Su kai kuriais A arba B pogrupiais reakcijos gali biti silpnesnés arba nebiiti reakcijy negu gaunama istyrus didziaja dalj atsitiktinai
parinkty donory. Tokiy antikiing buvimas méginyje negali bGiti numatomas. Jeigu §ie antik@inai yra pakankamai stipris gali bati
sukeliama nespecifiné Al regento ir B Iasteliy agliutinacija atliekant serumo grupavimo tyrimus. Jie taip pat gali sukelti nespecifing
agliutinacija lastelése su Anti-A, anti-B ir anti-AB reagentais, kai yra naudojami nenuplauti plazmos ar lgsteliy méginiai. Atliekant
kraujo grupiy nustatymo tyrima yra privaloma atlikti ABO ir isoagliutinino tyrimus.

e  Pries paskiriant ABO grupe, neatitinkamumas tarp lasteliy ir serumo tyrimo turi biti istiriamas, nepriklausomai nuo lasteliy ar
serumo tyrimo metu gauty reakcijy stiprumo.

Veikimo duomenys:

Reagentai atitinka jprasty techniniy specifikacijy reikalavimus, pateiktus in vitro diagnostikos Direktyvos 98/79/EK II priedo A sgraSe. Jie turi
tokias pat arba geresnes veikimo charakteristikas kaip jau naudojami produktai. Sie reagentai buvo istirti naudojant 1000 méginiy ir buvo gautas
100% jautrumas ir specifiSkumas.

Apribojimai:

Tyrimo rezultato stiprumas priklauso nuo kraujo senumo. Klaidingai teigiami arba klaidingai neigiami rezultatai gali bliti gaunami dél
nepakankamos lasteliy koncentracijos, netinkamo inkubacijos laiko arba temperatiiros, netinkamo centrifugavimo, netinkamo priemoniy
laikymo arba instrukcijy nesilaikymo numatytiems tyrimo metodams. Jie taip pat gali buiti gaunami dél bakterinio arba cheminio reagenty,
lasteliy arba fiziologinio tirpalo uzter§tumo. Kai yra naudojami metodai, maZziau jautriis uz mégintuvélio tyrima, su Anti-AB ir silpnomis Ax
lastelémis gali biiti gaunamas neigiamas rezultatas. Tokiu atveju, yra rekomenduojama pakartoti tyrima, naudojant mégintuvélius. BIRMA-1
klonas néra istirtas kaip galintis atpaZinti Ax lasteles. Norint naudoti antiseruma su instrumentais arba geliais gali reikéti jj atskiesti. Tokio
serumo naudojimas turi biiti pakartotinai jvertinas ir uz tai atsakomybe prisiima naudotojas. Tai taip pat galioja kitoms manipuliacijoms, pvz.:
naudojant uzSaldyta seruma su mikroplokstelémis.

Nuorodos:

1. Kohler C. & Milstein C. (1975), Continuous cultures of fused cells secreting antibody of predefined specificity. Nature, 256, 495-497.

2. Lee H.H., Rouger P., Germain C., Muller A. & Salmon C. (1983). The production and standardisation of monoclonal antibodies as AB blood
group typing reagents. Symposium of International Association of Biological Standardisation on monoclonal antibodies.

3. Human Blood Groups, by Geoff Daniels, 1st Ed., Blackwell Science, Oxford 1995.

4. HMSO, Guidelines for Blood Transfusion Services., 2nd Ed., 1994.
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EC Certificate

#46.3.1,46.4,46.5

mdc medical device certification GmbH
Notified Body 0483
herewith grants

CE-Immundiagnostika GmbH
Karl-Landsteiner-Str. 6
69151 Neckargemund

Germany

for the scope

Reagents for blood typing: ABO system
(see attachment)

the

EC Design Examination Certificate

The examination of the design of the product by mdc has proven
that the design meets the requirements according to

Annex IV — Section 4
of the Council Directive 98/79/EC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

This certificate is only valid in connection with a valid mdc certificate

according to Annex IV — excluding section 4 and 6 for the above mentioned products.

Valid from 2021-07-01
Valid until 2024-05-26
Registration no. D1415300017
Report no. P20-01451-184566
Stuttgart 2021-06-18
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medical device certification
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mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

Benannt durch/Designated by
Zentralstelle der Lander §
for Gesundheitsschutz 2
bel Arzneimitteln und 2
Medizinprodukten %

ZLG-BS-247.10.05
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Attachment of the certificate

No. D1415300017 Date 2021-06-18 Page 1 of 1
Product category Product Class
Monoclonal antisera: Anti-A, Klon A-11H5: List A,
ABO-System A-11H5-0010-01/-05/-10/-20/-50 Annex Il

Anti-A, Klon BIRMA-1:
A-BIRMA-0010-01/-05/-10/-20/-50
Anti-B, Klon B-6F9:
B-6F9-0010-01/-05/-10/-20/-50
Anti-B, Klon LB-2:
B-LB2-0010-01/-05/-10/-20/-50
Anti-AB, Klon A-5E10-B-2D7:
AB-5E10-0010-01/-05/-10/-20/-50

A0

He?’ of Certification Body

" medical device certification

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

For electronic publication only




1#46.3.1; 46.3.2; 46.4; 46.5 buteliuky talpa 10 ml|
P.O. Confirmation No. 9152

Thank you for your order received, please find below our order ¢
business accessible at www.ce-immundiagnostika.com

Item | Description

Unfortunately can we only provide one LOT for each of
the ordered reagents.

1 Anti - A monoclonal ,{ 10 ml
REF:A-mono-11H5-10

. LOT: OAM155-1

Titre: A1: 1:512, A2B: 1:128
Clone: A-11H5

Exp. date: 2023-04

IFU: Rev. 29/07-2019

2 | Anti - B monoclonal /{[10ml
REF:B-mono-6F9-10
LOT: OBM161-3
Titre : 1:512

Clone: B-6F9

Exp. date: 2023-02
IFU: Rev. 29/07-2019

3 Anti -D /10 ml
REF: D-mono-RUM-10
LOT. ODM320-1

Titer : 1:128

Clone: RUM1

Exp. date: 2023-09
IFU: Rev. 29/07-2019

4 Anti - Kell {5 ml
REF: Kell-mono-MS856-05

LOT: OKM206-2
Titre : 1:32
Clone: MS-56
Exp. date: 2023-06 .
IFU: Rev. 29/07-2019 '

5 | Control reagent monoclonal/l0 ml ,
REF: KontRea-mono-10
LOT: MK-033-1
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46. 2 — 5 pozicijoms sialomi reagentai yraiSpilstyti j buteliukus su lasintuvais

https://beohem3.rs/programs/ce-immundiagnostika-gmbh/?lang=en
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46.2;46.3.1,46.4,46.5

Safety Data Sheet
According to Regulation (EC) No. 1907 / 2006

Manufacturer / Supplier:

CE-IMMUNDIAGNOSTIKA GmbH
Germany, 74927 Eschelbronn, Am Seerain 13
Phone +49 6226-42100 Fax +49 6226-42012

Revision Date: | 27/06-2016

1) SUBSTANCE/PREPARATION AND COMPANY IDENTIFICATION

Test reagents for use in the identification of the mentioned blood grouping antigens by the recommended techniques in the product inserts.

Product name: Anti-A Anti-A Anti-B Anti-B Anti-AB
A-11H5 BIRMA-1 B-6F9 LB-2 A-5E10-B-2D7
Product code: A-mono-11H5 A-mono-BIRMA B-mono-6F9 B-mono-LB2 AB-mono-5E10
Product name: Anti-D Anti-D Anti-D blend Anti-D blend
MS-201 RUM-1 TH-28/MS-26 175 2-415 1E4
Product code: D-mono-MS201 D-mono-RUM1 D-mono-blend-TH D-mono-blend-175

2) COMPOSITION, INFORMATION ON INGREDIENTS

Chemical characterisation of the product:
Test reagents based on monoclonal antibodies.

Dangerous components: Ingredients CAS Number Concentration

Sodium Azide 26628-22-8 <0,1% (w/w)

Sodium azide at a product concentration below 0,1% by weight is not subject to labeling requirements.

3) HAZARDS IDENTIFICATION

Not a hazardous product according to Regulation (EC) No. 1272 / 2008.

4)  FIRST AID MEASURES

Skin contact: Wipe off affectd area and flush with plenty of soap and water.

Eye contact: Immediately flush eyes with plenty of water the eyelids open.

Inhalation: Not applicable

Ingestion: Rinse mouth and drink plenty of water. In case of indisposition seek medical advice.

5) FIRE FIGHTING MEASURES

Suitable extinguishing Select according to surrounding materials.
media:
Special hazards: None

6) ACCIDENTAL RELEASE MEASURES

Personal precaution: Avoid skin and eye contact. For personal protective equipment see heading 8.
Cleaning methods: Collect spilled product with absorbing material (paper towels, cellulose), remove for disposal. Wipe the area
until clean and dry.

7) HANDLING AND STORAGE

Handling: For In Vitro Diagnostic Use according to the instructions for use, Treatment as potentially infectious.

Storage: Store in tightly closed containers at 2...8°C.

8) EXPOSURE CONTROLS, PERSONAL PROTECTION

General protective and hygiene measures

The usual safety rules and precautionary measures for handling chemical and potentially infectious material must be adhered to. Protective
work clothing should be worn. Do not eat or drink while working with the product. After working with the product, desinfect hands, wash
hands carefully and remove protective work clothing.

Personal protective equipment:

Respiratory protection: Not necessary.
Hand protection: Disposable laboratory gloves.
Eye protection: Not necessary.

page 1 of 2
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Safety Data Sheet

According to Regulation (EC) No. 1907 / 2006

Manufacturer / Supplier:

CE-IMMUNDIAGNOSTIKA GmbH
Germany, 74927 Eschelbronn, Am Seerain 13
Phone +49 6226-42100 Fax +49 6226-42012

Revision Date: | 27/06-2016

Product name: Anti-A Anti-A Anti-B Anti-B Anti-AB
A-11H5 BIRMA-1 B-6F9 LB-2 A-5E10-B-2D7
Product code: A-mono-11H5 A-mono-BIRMA B-mono-6F9 B-mono-LB2 AB-mono-5E10
Product name: Anti-D Anti-D Anti-D blend Anti-D blend
MS-201 RUM-1 TH-28/MS-26 175 2-415 1E4
Product code: D-mono-MS201 D-mono-RUM1 D-mono-blend-TH D-mono-blend-175

9)  PHYSICAL AND CHEMICAL PROPERTIES

Physical state: Liquid

Color: Anti-A: blue, Anti-B: yellow; Anti-AB: yellowish, Anti-D and Anti-D blend: clear
Odeur: Odeurless

pH-value: 6,6 — 7,7 (25°C)

Boiling point: 100°C (212° F) aqueous solution)

Flash point: Not applicable

Flammable limits: Not applicable

Vapour density: Not available

Specific gravity: Not available

10) STABILITY AND REACTIVITY

Conditions to avoid: Store below 2°C and/or above 8°C, fire and excessive heat, freezing and thawing may decompose the product.

Substances to avoid: Lead and copper salt.

Hazardous decomposition
products:

Sodium azide when heated to decomposition liberates nitrogen gas and sodium, which is explosive.

11) TOXICOLOGICAL INFORMATION

ACUTE TOXICITY: Toxicological dates for the products are not available. The product is classified according to the Regulation

(EC) No. 1272 / 2008 as not hazardous product.

CHRONIC EFFECTS. No information found.

LISTED CARCINOGENS. None

Nevertheless the product should be handled with the usual caution whilst handling biological products.

12) ECOLOGICAL INFORMATION

Data regarding ecological effects of this product are not available. If handled and used appropiately, ecological problems are not expected to
occur.

13) DISPOSAL CONSIDERATIONS
Product: In case there are residues to be disposed of (the quantities involved may only be a few
Millilitres), these should be placed in disinfectant solution before disposal.
Packaging: Disposal is to be made in accordance with official local regulations. Uncontaminated
and ompletely emptied packaging may be treated as domestic waste or recycled
14) TRANSPORTATION INFORMATION

Cooled at +2.. 8°C. No other special measures need be taken for transporting the products.

15) REGULATORY INFORMATION

This MSDS meets the requirements of Regulation (EC) Nr. 1907/2006.

16) OTHER INFORMATION

The information supplied here is based on data considered accurate and on our current state of knowledge. No warranty is expressed or
implied regarding the accuracy of this data. Liability is expressly disclaimed for loss or injury arising out of use of this information or the use of
any materials designated. It does not establish any contractual relationship.

H300 Fatal if swallowed.

H400 Very toxic to aquatic life.

H410 Very toxic to aquatic life with long lasting effects.
EUHO032 Contact with acids liberates very toxic gas.
EUH210 Safety data sheet available on request.

page 2 of 2
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CE-IMMUNDIAGNOSTIKA GmbH
Am Seerain 13
74927 Eschelbronn, Germany
Tel: 06226-42100 / Fax: 06226-42012
www.ce-immundiagnostika.com

Product information C €

Control-serum for monoclonal sera

Negative control for blood typing tests with monoclonal sera.
For in vitro diagnostic use. Store at + 2 — 8 °C when not in use.

Product description:

Parallel to blood typing tests it is mandatory to perform control tests to detect unspecific agglutination.
Control-serum with monoclonal testsera is prepared from human serum without blood group specific
antibodies and a supplement that is used for the preparation of monoclonal testsera.

Note/Caution:

Sodium azide as conservative ( 0,1 )can cause high explosive metal azide combinations with lead and
cooper. When pouring rinse with a lot of water. All sera derived from human blood should be treated as
potential infectious. The source of material used to produce this reagent has been tested and found to be
negative. No known regime of testing can completely guarantee that any testsera is incapable of transmitting
infectious agents. Care should be exercised in the use and the disposal of the container and its contents.

Direction for use:

Control-serum for monoclonal sera is applied as the corresponding tests serum.

Test methods:

Samples may be drawn into EDTA, ACD, others or may be drawn without anticoagulants. Testing should be
performed as soon as possible to minimise the chance that falsely positive or falsely negative reactions will
be encountered due to contamination or improper storage of a specimen. Samples that cannot be tested
immediately should be stored at +2 — 8 °C..

Tube test:

In order to improve the test results it is recommended to wash the blood cells at least one time in 0,9 saline

solution.

1. Prepare a2 -3 suspension of the washed red cells in isotonic saline.

2 Add 1 drop of the respective test serum and one drop of red cells to the appropriately
labelled tube and mix.

3. Incubate 10 — 15 minutes at room temperature. Centrifuge for 1 minute at 400g (1.500 UpM)
or alternative UpM with appropriate time.

4. Gently agitate each tube to re-suspend the cell buttons and examine for agglutination.

5 Record results and reactivity strengths. Do not forget a negative and positive control test.

Slide-test/plate-test:

1. It is recommended to wash patients or donors cells.

2. Place one drop of the reagent (appr. 50ul) on a clean glass-, plastic slide or plate.

3. Add one drop of whole blood (resp. 35-45 suspension of red cells) or 10 red
cell suspensionin 0,9 saline solution from the sample using a transfer pipette or
applicator stick.

4. Do not place the slides or plates on a heated illuminated surface.

5. Mix the blood and reagent. On glass slides, use a separate clean applicator stick
to mix each reagent/cell mixture over an area approximately 20mm diameter. On
plastic slides follow the manufacturer’s insert. Read and record results. This is
achieved on glass slides by slow rotation over a period up to 2 minutes and on
plates after an incubation time of 5-10 minutes.

6. Observe fur macroscopic agglutination and record results. Care should be taken
not to mistake peripheral drying or fibrin strands as agglutination.

Results and
interpretation:

In case of a positive result (the recommended method has to be followed carefully)
the test with the specific antiserum cannot be read. Further investigations should
clarify whether the positive reaction is due to rouleaux formation, cold agglutination
or autoantibodies. Then antisera for the saline test should be applied.

Limitations:

Tube tests should be examined directly after the centrifugation, slide tests within 2 minutes
and plate tests after 5 - 15 minutes in order to avoid falsely positive reaction due to
dry up occurrences.

The use of the anti-sera in machines may require dilutions. The use of such manipulated
sera asks for re-validation under the responsibility of the user. This is valid for all manipulations
as for example the cold freezing of the sera for mikroplates.

Falsely positive or falsely negative test results can occur from bacterial or chemical contamination
of test materials, inadequate incubation time or temperature, improper centrifugation, improper
storage of materials or non consideration of the instructions of the different test methods.
Strengths of the results are also depending from the age of the blood-cells.

Do not freeze the testsera and use sera only until the expiry date indicated on the label / package.
Care should be exercised in the use and the disposal of the container and is contents.

Bovine serum albumin and the corresponding raw material were derived from bovine resources
exclusively free of BSE.

Rev. 12/2009
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CE-IMMUNDIAGNOSTIKA GmbH
Am Seerain 13
74927 Eschelbronn, Vokietija
Tel.: 06226-42100 / Faks.: 06226-42012
www.ce-immundiagnostika.com

Produkto informacija

Cce

Kontrolés serumas monokloniniam serumui

Neigiama kontrolé kraujo tipo testams su monokloniniu serumu.

In vitro diagnostiniam naudojimui. Kai nenaudojama, sandéliuokite esant + 2 — 8 °C.

Produkto
apibiidinimas:

Paraleliau kraujo tipo testams batina atlikti kontrolés testus, kad baty aptikta nespecifiné agliutinacija.
Kontrolés serumas su monokloniniu testo serumu yra paruostas i§ Zmogaus serumo be kraujo grupei
specifiniy antikdiny ir priedo, kuris yra naudojamas monokloninio testo serumo paruoSimui.

Pastabaljspéjimas:

Natrio azidas kaip konservantas ( 0,1 ) sukurti labai sprogias metalo azido kombinacijas su Svinu ir variu.
Pildami skalaukite su gausiu kiekiu vandens.

Visi kraujo produktai turi biti laikomi potencialiai infekciniais. Saltinio Zmogaus medziaga, naudojama $io
reagento sukdrimui, buvo istirta ir nustatyta neigiama. Joks Zzinomas testas gali uztikrinti, jog produktas,
sukurtas i§ zmogaus kraujo, negali perduoti infekciniy medziagy. Naudojant bei iSmetant talpyklg ir jos turinj
reikia imtis atsargumo priemoniy.

Naudojimo tikslas:

Kontrolés serumas monokloniniam serumui yra taikomas kaip atitinkamas testy serumas.

Testo metodai:

Meéginiai gali bdti jtraukiami | bendrus antikoaguliantus (EDTA, ACID) arba traukiami be antikoagulianty.
Tyrimai turi bati atliekami kuo jmanoma anksc€iau, kad buty sumazinta klaidingai teigiamy rezultaty arba
klaidingai neigiamy reakcijy galimybé dél uzterS§imo arba netinkamo meginiy sandéliavimo. Méginiai, kurie
negali bati tiriami i§ karto, méginius nedelsdami sandéliuokite esant +2 — 8 °C.

Mégintuvélio testas:

Norint pagerinti testo rezultatus, rekomenduojama plauti kraujo lgsteles maZziausiai vieng kartg 0,9% fiziologiniame
tirpale.

1. Paruoskite 2 -3  plauty raudonujy Iasteliy suspensijg izotoniniame fiziologiniame tirpale.

2. Pridékite 1 lasg atitinkamo testo serumo ir vieng laSg raudonuyjy Iasteliy j atitinkamai pazymeétg
meégintuvélj ir maisykite.

3. Inkubuokite 10 — 15 minuciy kambario temperatiroje. Centrifuguokite 1 minute esant 400 g
(1.500 UpM) ar lygiaverciu UpM su atitinkamu laiku.

4, Svelniai pakratykite kiekvieng meégintuvélj, kad vél suspenduotuméte lgsteles ir tirtuméte
agliutinacija.

5 Pasizymékite rezultatus ir reaktyvumo jégas. Nepamirskite neigiamos ir teigiamos kontrolés testy.

Objektinio stiklelio
testas/plokstelés
testas:

1. Rekomenduojama plauti paciento arba donoro Igsteles.

2.Padékite vieng reagento lasg (mazdaug 50 pl) ant Svaraus stiklinio, plastikinio objektinio stiklelio arba
plokstelés.

3.Pridékite viena viso kraujo lasa (atitinkamai 35-45% raudonujy lasteliy suspensijai) ant objektiniy stikleliy
arba 10 raudonujy lasteliy suspensijos 0,9% fiziologiniame tirpale atitinkamai visam kraujui ant ploksteliy
naudodami perkélimo pipete arba aplikatoriaus lazdele.

4. Nedékite objektiniy stikleliy arba ploksteliy ant Sildanciy apSviesty pavirsiy.

5. SumaiSykite reagenta ir kraujg. Ant stikliniy objektiniy stikleliy naudokite atskirg Svarig aplikatoriaus
lazdele, kad sumaisytuméte kiekvieng reagento/lgstelés misinj mazdaug 20 mm diametre. Ant plastikiniy
objektiniy stikleliy laikykités gamintojo jdétinio lapo instrukcijy. Interpretuokite ir pasizymeékite rezultatus. Ant
stikliniy objektiniy stikleliy tai yra pasiekiama Iétai sukant 2 minutes, o ant ploksteliy po 5-10 minuciy
inkubacijos.

6. Stebékite makroskopine agliutinacija ir pasizymékite rezultatus. Reikia stengtis nesupainioti periferinio
dziuvimo arba fibrino gijy su agliutinacija.

Rezultatai ir
interpretavimas:

Teigiamy rezultaty atveju (turi bati grieztai laikomasi rekomenduojamo metodo), testas su specifinius
antiserumu negali bdti interpretuotas. Tolimesnis tyrimas turi patvirtinti teigiamg reakcijg dél cilindro
susiformavimo, Saltos agliutinacijos arba autoantikiny. Tada turi bati taikomas antiserumas fiziologinio
tirpalo testui.

Apribojimai:

Mégintuvéliy testai turi bati tiriami iSkarto po centrifugavimo, objektiniai stikleliai per 2 minutes, o ploksteliy,
testai po 5-15 minuciy, kad bty iSvengta klaidingai teigiamy reakcijy dél isdziuvimo

Anti-serumo naudojimas prietaisuose gali reikalauti atskiedimy. Tokios manipuliacijos serumo naudojimui
reikia pakartotinio validavimo pagal vartotojo atsakomybe. Tai galioja visoms manipuliacijoms, pavyzdziui,
serumo Saldymas mikroploksteléms.

Klaidingai teigiami arba klaidingai neigiami testo rezultatai gali atsirasti dél bakterinio arba cheminio testo
medziagy uzter§imo, nepakankamo inkubavimo laiko arba temperatiros, netinkamo centrifugavimo,
netinkamo medziagy sandéliavimo arba skirtingy testo metody instrukcijy nesilaikymo.

Rezultaty stiprumas taip pat priklauso nuo kraujo lasteliy amziaus.

NesSaldykite testo serumo ir seruma naudokite tik iki galiojimo laiko pabaigos, nurodytos ant
etiketés/pakuotés.

Naudojant ir iSmetant talpyklg ir jos turinj turi bati imamasi visy atsargumo priemoniy.

Jaucio serumo albuminas ir atitinkama neapdorota medziaga buvo gauta i$ jaucio Saltinio iSskirtini be BSE.

Perz. 12/2009
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DECLARATION OF CONFORMITY

Manufacturer:

CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-StraRRe 6, D-69151 Neckargemuend
Tel. +49 6223-80094 00 Fax +49 6223-80094 99

Revision: | 01/07-2021

Valid until: | 09/05-2024

Product Name: Control reagent

Product-Code: 33110
Clones: monoclonal
EU-Classification:

List A or List B IVD other

(Annex Il Directive 98/79/EC)

As exclusively responsible manufacturer we herewith declare that the above-mentioned products meet the
provisions of the Council Directive Annex | 98/79/EC on in vitro diagnostic Medical Devices. All supporting
documentation is retained under the Premises of the Manufacturer.

Supervising authority : Regierungsprasidium Karlsruhe

mdc medical device certification GmbH
Kriegerstralle 6

70191 Stuttgart

Germany

Notified Body:

|dentification Number: 0483

Conformity Assessment According to:

Annex I11.4 Directive 98/79/EC

Certificate No.:

D1415300015 valid till 2024-05-09

Place, Date of Issue:

Neckargemuend, 10/05.2021

Signature of QMVB:

(Angela Grajek)

CE-IMMUNDIAGNOSTIKA GmbH
Karl-Landsteiner-Str. 6
69151 Neckargemind

Tel. +49 (0)6223 - £0094 00
Fax +49 (0)6223 - 800¢4 89
www.cedmmurdizgnostka.com
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Safety Data Sheet
According to Regulation (EC) No. 1907 / 2006

Manufacturer / Supplier:

CE-IMMUNDIAGNOSTIKA GmbH
Germany, 74927 Eschelbronn, Am Seerain 13
Phone +49 6226-42100 Fax +49 6226-42012

Revision Date: | 27/06-2016

1) SUBSTANCE/PREPARATION AND COMPANY IDENTIFICATION

Test reagents for use in the identification of the mentioned blood grouping antigens by the recommended techniques in the product inserts.

Product name: Control reagent monoclonal

Product code: KontRea-mono

2) COMPOSITION, INFORMATION ON INGREDIENTS

Chemical characterisation of the product:
Test reagents based on human sera containing antibodies of the relevant specificity.

Dangerous components: Ingredients CAS Number Concentration

Sodium Azide 26628-22-8 <0,1% (w/w)

Sodium azide at a product concentration below 0,1% by weight is not subject to labeling requirements.

3) HAZARDS IDENTIFICATION

Not a hazardous product according to Regulation (EC) No. 1272 / 2008.

4)  FIRST AID MEASURES

Skin contact: Wipe off affectd area and flush with plenty of soap and water.

Eye contact: Immediately flush eyes with plenty of water the eyelids open.

Inhalation: Not applicable

Ingestion: Rinse mouth and drink plenty of water. In case of indisposition seek medical advice.

5) FIRE FIGHTING MEASURES

Suitable extinguishing Select according to surrounding materials.
media:
Special hazards: None

6) ACCIDENTAL RELEASE MEASURES

Personal precaution: Avoid skin and eye contact. For personal protective equipment see heading 8.

Cleaning methods: Collect spilled product with absorbing material (paper towels, cellulose), remove for disposal. Wipe the area
until clean and dry.

7) HANDLING AND STORAGE

Handling: For In Vitro Diagnostic Use according to the instructions for use, Treatment as potentially infectious.

Storage: Store in tightly closed containers at 2...8°C.

8) EXPOSURE CONTROLS, PERSONAL PROTECTION

General protective and hygiene measures

The usual safety rules and precautionary measures for handling chemical and potentially infectious material must be adhered to. Protective
work clothing should be worn. Do not eat or drink while working with the product. After working with the product, desinfect hands, wash
hands carefully and remove protective work clothing.

Personal protective equipment:

Respiratory protection: Not necessary.
Hand protection: Disposable laboratory gloves.
Eye protection: Not necessary.

page 1 of 2
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Safety Data Sheet
According to Regulation (EC) No. 1907 / 2006

Manufacturer / Supplier:

CE-IMMUNDIAGNOSTIKA GmbH

Germany, 74927 Eschelbronn, Am Seerain 13
Phone +49 6226-42100 Fax +49 6226-42012

Revision Date: | 27/06-2016

Product name:

Control reagent monoclonal

Product code:

KontRea-mono

9)  PHYSICAL AND CHEMICAL PROPERTIES

Physical state: Liquid

Color: Yellowish

Odeur: Odeurless

pH-value: 7,1+/- 0,3 (25°C)

Boiling point: 100°C (212° F) aqueous solution)
Flash point: Not applicable

Flammable limits: Not applicable

Vapour density: Not available

Specific gravity: Not available

10) STABILITY AND REACTIVITY

Conditions to avoid:

Store below 2°C and/or above 8°C, fire and excessive heat, freezing and thawing may decompose the product.

Substances to avoid:

Lead and copper salt.

Hazardous decomposition
products:

Sodium azide when heated to decomposition liberates nitrogen gas and sodium, which is explosive.

11) TOXICOLOGICAL INFORMATION

ACUTE TOXICITY:

Toxicological dates for the products are not available. The product is classified according to Regulation (EC)
No. 1272 / 2008 as not hazardous product.

CHRONIC EFFECTS.

No information found.

LISTED CARCINOGENS.

None

Nevertheless the product should be handled with the usual caution whilst handling biological products.

12) ECOLOGICAL INFORMATION

Data regarding ecological effects of this product are not available. If handled and used appropiately, ecological problems are not expected to

occur.

13) DISPOSAL CONSIDERATIONS

Product: In case there are residues to be disposed of (the quantities involved may only be a few
Millilitres), these should be placed in disinfectant solution before disposal.
Packaging: Disposal is to be made in accordance with official local regulations. Uncontaminated

and ompletely emptied packaging may be treated as domestic waste or recycled

14) TRANSPORTATION INFORMATION

Cooled at +2 .. 8°C. No other special measures need be taken for transporting the products.

15) REGULATORY INFORMATION

This MSDS meets the requirements of Regulation (EC) Nr. 1907/2006.

16) OTHER INFORMATION

The information supplied here is based on data considered accurate and on our current state of knowledge. No warranty is expressed or
implied regarding the accuracy of this data. Liability is expressly disclaimed for loss or injury arising out of use of this information or the use of
any materials designated. It does not establish any contractual relationship.

H300
H400
H410
EUHO032
EUH210

Fatal if swallowed.

Very toxic to aquatic life.

Very toxic to aquatic life with long lasting effects.
Contact with acids liberates very toxic gas.
Safety data sheet available on request.
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Biotestcell-A4, -A,, -B, -0

Reagent red blood cells for reverse typing and
control of ABO- and Rh-blood grouping reagents

816 009 | 46.6 pirkimo pozicijai siilomi reagentai
ax10mi] yrapakuotéje 4x10 ml (A1, A2, B, O).

PRES| Preservatjve: 0.01 % Neomycin sulfate, 0.033 % Chloramphenicol,

5 ppm Amphotericin B

Diagnostic reagent for in vitro use only
To be used by trained laboratory personnel only. <«

Test purpose

1. For the determination of serum characteristics in blood typing on slide, tile
or tube test. According to the national guidelines the determination of ABO
blood types also requires the determination of serum markers (Anti-A
and/or Anti-B). A blood type determination is regarded safe if the serum
characteristics correspond to the red cell characteristics.

As control red blood cells for ABO blood typing reagents

As control red blood cells for anti-A;-and anti-H-reagents

As control red blood cells for Rhesus typing reagents

For the detection of irregular anti-A; and cold antibodies

arwnN

Test principle

The test principle is a hemagglutination test. The antigens of the reagent red
cells react with the respective antibodies in the serum or plasma to be tested.
The existence or lack of Anti-A and/or Anti-B antibodies must correspond with
the lack or existence of A and/or B antigens on the reagent red cells.

Reagent

The reagent red cells are available ready for use suspended approx. 4 % in
modified Alsevers solution and can be used immediately following careful
resuspension.

Biotestcell-A4, -A;, -B, -0 have the following antigen combinations:

Biotestcell-A; A; Rh positive (D positive) (CcD.Ee)
Biotestcell-A, A; Rh negative (D negative) (ccddee)
Biotestcell-B B Rh negative (D negative) (ccddee)
Biotestcell-0 0 Rh positive (D positive) (CcD.Ee)

Materials required but not supplied

slides, tiles, Bioplate

glass tubes

pipettes (drop volume 40-50pl)

laboratory centrifuge

isotonic saline

Antihumanglobulin (e.g. Anti-Human-Globulin 804 020 or Anti-
Human-Globulin Color 804 120/ 804 115 / 804130)

e  Control Set QC (|[REF| 816034)

Sample material

The specimen should be tested as soon as possible after collection. If testing is
delayed, EDTA or citrate anticoagulated and clotted whole blood specimens
should be stored at 2...8°C. Use of samples older than 14 days should be
avoided unless there is no other alternative since antibody reactivity has been
shown to decrease in older samples. «

For the determination of serum characteristics the sera to be tested do not
need to be inactivated, because the stabilizer inhibits hemolysins. For reverse
typing and as control red blood cells Biotestcell-A;, -Az, -B, -0 is used without
pretreatment. For demonstration of hemolysins Biotestcell-A;, -A,, -B, -0 must
be washed once with isotonic saline prior to use. Blood samples should be
taken following general blood sampling guidelines.

Test procedure
Resuspend reagent red cells prior to use and bring up to room temperature.

Tile / slide Test

1. Place 2 drops of serum to be tested on tile or Bioplate in the respective
position.

2. Add 1 drop of Biotestcell-A;, -A,, -B, -0 to the corresponding positions and
mix well.

3. Incubate for 15-30 minutes at room temperature.
Slightly rock the tile back and forth and observe for agglutination.

Tube Test

1. Place 2 drops of sample material to be tested into properly marked tubes.
2. Add to each tube 1 drop of Biotestcell-A, -A, -B, -0 and mix. «

3. Centrifuge for 2 minutes at 150-200 x g or 20 seconds at 800-1000 x g.
4. Gently dislodge the cell button and observe for agglutination.

Detection of immune anti-A and anti-B

Anti-A and anti-B antibodies of the IgG class may cause immune hemolytic
anemia, in newborns mhn. For the detection of such antibodies,
Biotestcell-A;, -A,, -B, -0 must be washed once with isotonic saline solution
prior to use. It is then used in an indirect antiglobulin test. Hemolysis of A or B
cells indicates the presence of immune anti-A or anti-B antibodies.

Interpretation of results

Reaction
test sera + Reagent red cells + blood-
patient red cells serum/plasma group
Anti-A_ Anti-B___ Anti-AB Ay Ar B 0]
+ - + - - + - A
- + + + + - - B
- - - + + + - 0
+ + + - - - AB

+ = agglutination - =no agglutination

Evaluation of the reaction strength is carried out according to the Technical
Manual (1):

Reaction strength | Agglutination
4+ One single agglutinate
3+ Several large agglutinates
2+ Medium-size agglutinates, clear background
1+ Small agglutinates, turbid background
+/- Barely visible agglutination, turbid background
- No agglutination

Performance characteristics and limitations of the method

e In very rare cases weak reactions (reaction strength under 3+) or
hemolysis may occur.

e Isoantibodies may be absent in newbornes, infants, elderly patients and
patients with agammaglobulinemia.

e Since serum characteristics may react at difference strengths, incubation
for 15 to 30 minutes at room temperature may be performed.

e  The reactivity of the product may decrease during the dating period.

e The rate of decrease in reactivity is partially dependent on individual donor
characteristics that are neither controlled nor predicted by the
manufacturer.

In case of questionable results with unknown causes, our Bio-Rad Service (Tel.

+49-6103-3130-611) will assist you.

Shelf life

After opening the vial the product can be stored under proper storage
conditions (2...8°C) until the expiry date. Since antigenicity may decrease, the
reagent red cells should not be used after the expiry date. Do not use damaged
vials.

Warning and precautions

e The reagent cells should not be used if the cells are darkly discolored,
spontaneously agglutinated or show considerable hemolysis or turbidity.

e Manual techniques are to be performed according to the manufacturer's
instructions. Each deviation from these instructions is the sole
responsibility of the user. Biotestcell-A;, -A,, -B, -0 is suited for use in
automated systems. The use in automated systems is to be validated by
the user.

e Used test material must be discarded as hazardous material. Waste
management information can be found in the safety data sheet.

e All materials of human origin used for this product were tested for HbsAg,
Anti-HCV, and Anti-HIV-1/-2 and proved to be non-reactive. Nevertheless,
all products of human origin must be regarded as potential transmitters of
hepatitis, HIV, or other infectious diseases. Appropriate safety precautions
are recommended.

e This product contains natural rubber latex which may cause allergic
reactions.

e Internal quality controls according to national guidelines are recommended
at regular intervals.

Biotestcell-Ay, -A,, -B, -0 is produced every 4 weeks.

References
(1) Technical Manual, 17" edition, Section 1, American Association of Blood
Banks

Key: Underline = Addition or significant change «= Deletion of text

Biotestcell-A4, -A,, -B, -0

Testerythrozyten fur die Serumgegenprobe und zur Kontrolle
von ABO- und Rh-Blutgruppenreagenzien

816 009
4x10ml

PRES| Konserviert mit: 0,01 % Neomycinsulfat, 0,033 % Chloramphenicol,

5 ppm Amphotericin B

Reagenz zur In-vitro-Diagnostik
Der Test darf nur von geschultem Fachpersonal durchgefiihrt werden. «

Verwendungszweck

1. Zur Bestimmung der Serumeigenschaften bei der Blutgruppenbestimmung
im Objekttrager-, Tupfelplatten- oder Rohrchentest. Entsprechend den
nationalen  Richtlinien umfasst die Bestimmung der ABO-
Blutgruppenmerkmale auch den Nachweis der Serumeigenschaften (Anti-
A und/oder Anti-B). Eine Blutgruppenbestimmung gilt dann als
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abgesichert, wenn die Serumeigenschaften den Erythrozytenmerkmalen
entsprechen.

2. Als Kontrollblut fir ABO-Blutgruppenreagenzien.

3. Als Kontrollblut fiir Anti-A;- und Anti-H-Reagenzien

4. Als Kontrollblut fur Rh-Blutgruppenreagenzien

5. Zum Nachweis von irregularen Anti-A; und Kalteantikdrpern.
Testprinzip

Das Testprinzip ist ein H&magglutinationstest. Die Antigene der Test-
erythrozyten reagieren mit den korrespondierenden Antikérpern im zu
untersuchenden Serum, Plasma oder Blutgruppenreagenz.

Das Vorhandensein oder das Fehlen von Anti-A- und/oder Anti-B-Antikérpern
muss mit dem Fehlen oder Vorhandensein der A- und/oder B-Antigene auf den
Testerythrozyten tbereinstimmen.

Reagenz

Die gebrauchsfertigen Testerythrozyten sind ca. 4 %ig in modifizierter
Alseverslosung suspendiert und kénnen nach vorsichtigem Resuspendieren
sofort verwendet werden.

Biotestcell-A;, -Ay, -B, -0 wird mit folgenden Antigen-Mustern geliefert:

Biotestcell-A; A Rh positiv (D positiv) (CcD.Ee)
Biotestcell-A; A; Rh negativ (D negativ) (ccddee)
Biotestcell-B B Rh negativ (D negativ) (ccddee)
Biotestcell-0 0 Rh positiv (D positiv) (CcD.Ee)

Zusatzlich bendtigte Reagenzien und Materialien

e Glasobjekttrager, Tupfelplatte oder Bioplate

Glasréhrchen

Pipetten (Tropfenvolumen 40-50ul)

Laborzentrifuge

Isotone Kochsalzlésung

Anti-Human-Globulin (z. B. Anti-Human-Globulin 804 020 oder Anti-
Human-Globulin Color 804 120 / 804 115 / 804 130)

e Control Set QC ([REF] 816 034)

Probenmaterial

Die Probe sollte so bald wie mdéglich nach der Entnahme getestet werden.
Wenn_sich der Test verzogert, sollten EDTA- oder Citratproben sowie
Vollblutproben bei 2...8° C gelagert werden. Die Verwendung von Proben, lter
als 14 Tage, sollte vermieden werden, es sei denn, es gibt keine andere
Alternative. Es hat sich gezeigt, dass die Antikérperreaktivitét in alteren Proben
abnimmt. «

Die zu untersuchenden Seren brauchen nicht inaktiviert zu werden, da der
Stabilisator die Hamolysine hemmt.

Zur Bestimmung der Serumeigenschaften und bei Verwendung als Kontrollblut
wird Biotestcell-Ay, -A,, -B, -0 ohne Vorbehandlung verwendet. Zum Nachweis
von Hamolysinen muss Biotestcell-A4, -A,, -B, -0 vor Verwendung einmal mit
isotoner Kochsalzlésung gewaschen werden.

Blutproben werden nach allgemein gultigen Entnahmeverfahren gewonnen.

Testdurchfihrung
Testerythrozyten vor dem Gebrauch resuspendieren und auf Raumtemperatur
bringen.

Tupfelplatten-/Objekttrégertest

1. Auf einem Objekttrager oder einer Tupfelplatte je 2 Tropfen Probenmaterial
wie oben beschrieben, in die entsprechenden Positionen vorlegen.

2. Je 1 Tropfen Biotestcell-Ay, -A,, -B, -0 zu den entsprechenden Positionen
geben und gut mischen.

3. 15-30 Minuten bei Raumtemperatur inkubieren.

4 Unter leichtem Rotieren auf Agglutination priifen.

Réhrchentest

1. In entsprechend beschriftete Rohrchen je 2 Tropfen Probenmaterial, wie
oben beschrieben, vorlegen.

2. In die Rohrchen je 1 Tropfen Biotestcell-A;, -A,, -B, -0 zugeben und
mischen. «

3. 2 Minuten bei 150-200 x g oder 20 Sekunden bei 800-1000 x g
zentrifugieren.

4. Unter leichtem Aufschutteln auf Agglutination priifen.

Nachweis von Immunen Anti-A und Anti-B

Anti-A und Anti-B Antikorper der 1gG-Klasse konnen immunhamolytische
Anamien hervorrufen, bei Neugeborenen Mhn. Zum Nachweis wird
Biotestcell-A4, -A;, -B, -0 vor Verwendung einmal mit isotoner Kochsalzlésung
gewaschen und dann im indirekten Antihumanglobulin-Test eingesetzt.
Hamolyse der A- oder B-Zellen weist auf das Vorhandensein von Immunen
Anti-A oder Anti-B-Antik6érpern hin.

Interpretation der Ergebnisse
Reaktionsmuster Erythrozytenmerkmale und Isoagglutinine

Testseren + Testerythrozyten + Blut-
Patientenerythrozyten Serum/Plasma gruppe
Anti-A_ Anti-B___ Anti-AB Ay Ar B 0
+ - + - - + - A
- + + + + - - B
- - - + + + - 0
+ + + - - - - AB

+ = Agglutination - = keine Agglutination

Die Bewertung der Reaktionsstarken erfolgt analog den Vorgaben des
Technical Manual (1):

Reaktionsstérke | Agglutinationsbild
4+ Ein einziges Agglutinat
3+ Mehrere grof3e Agglutinate
2+ MittelgroRe Agglutinate, klarer Hintergrund
1+ Kleine Agglutinate, triber Hintergrund
+/- Gerade noch sichtbare Agglutinate, trilber Hintergrund
- Keine Agglutinate

Leistungsmerkmale und Grenzen der Methode

e In &uBerst seltenen Fallen koénnen abgeschwéachte
(Reaktionsstarke unter 3+) oder Hamolysen auftreten.

e Isoantikdrper kdnnten bei Sauglingen / Neugeborenen, alteren Menschen
und Patienten mit Agammaglobulindmie nicht nachweisbar sein.

e Da die Serumeigenschaften in unterschiedlichen Reaktionsstérken
reagieren konnen, kann eine Inkubation von 15 bis 30 Minuten bei
Raumtemperatur erforderlich sein.

e Die Reaktivitat des Produktes kann wéhrend der Laufzeit abnehmen. Die
Abnahme der Reaktivitait ist zum Teil von individuellen
Spendereigenschaften abhéngig. Diese kénnen vom Hersteller weder
beeinflusst noch vorhergesehen werden.

Bei zweifelhaften Ergebnissen unklarer Ursache steht der Bio-Rad-Service fir

Rickfragen (Tel. 06103-3130-611) zur Verfugung.

Reaktionen

Haltbarkeit

Nach Offnen des Flaschchens ist das Produkt bei sachgeméaRer Lagerung
(2...8°C) bis zum Ende der angegebenen Laufzeit haltbar. Die Laufzeit ist dem
Reagenzienetikett zu entnehmen. Da die Antigenitat der Zellen abnehmen
kann, sollten die Zellen nicht tber die Laufzeit hinaus verwendet werden. Bei
beschéadigten Flaschchen darf das Produkt nicht mehr verwendet werden.

Warnhinweise und Vorsichtsmafregeln

e Die Testerythrozyten sollten nicht mehr benutzt werden, wenn die Zellen
dunkel verfarbt, erheblich hdmolysiert oder spontan agglutiniert sind, oder
der Uberstand eine Triibung zeigt.

e Manuelle Techniken sind nach den Vorgaben des Herstellers
anzuwenden. Jede Abweichung von den Vorgaben des Herstellers liegt in
der Verantwortung des Anwenders. Biotestcell-A;, -A, —B ,-0 sind fur den
Einsatz im Automaten geeignet. Die Anwendung im Automaten ist vom
Anwender und in Verantwortung des Anwenders zu validieren.

e Gebrauchtes Testmaterial muss als Gefahrgut betrachtet werden.
Hinweise zur Entsorgung sind dem Sicherheitsdatenblatt zu entnehmen.

e Alle fur dieses Produkt verwendeten Materialien humanen Ursprungs
werden auf HbsAg, Anti-HCV und Anti-HIV-1/-2 gepruft und missen sich
als nicht reaktiv erweisen. Dennoch sollten alle Produkte humanen
Ursprungs als potentielle Ubertrager von Hepatitis, HIV oder anderen
infektivsen  Krankheitserregern  betrachtet werden. Angemessene
Sicherheitsvorkehrungen werden empfohlen.

e Dieses Produkt enthdlt Latex, der allergische Reaktionen verursachen
kann.

e Der Anwender muss eine regelmaRige interne Qualitatskontrolle
durchfiihren. Es gelten die jeweiligen nationalen Richtlinien.

Biotestcell-Ay, -A,, -B, -0 wird alle 4 Wochen frisch abgefillt.

Literatur
(1) Technical Manual, 17" edition, Section 1, American Association of Blood
Banks

Schliissel: Unterstrichen = Zusatz oder wichtige Anderung <= Entfernter Text

Biotestcell-A4, -A,, -B, -0

Erythrocytes de test pour la contre-épreuve sérique
et contrble pour les réactifs des groupes sanguins ABO et Rh

816 009
4x10ml

PRES| Conservé avec: 0,01 % de Néomycinsulfat, 0,033 % Chloramphenicol,
5 ppm Amphotericin B

Réactif pour diagnostic in vitro

Le test ne doit étre utilisé que par le personnel de laboratoire formé a cet effet.
<

Application

1. Pour la détermination des propriétés sériques en vue du groupage sanguin
dans des tests sur plaque ou en éprouvette. Conformément aux directives
nationales , la détermination des caractéristiques des groupes sanguins
ABO comprend également la détermination des propriétés sériques (anti-A
et/ou anti-B). Le groupage sanguin est considéré comme établi lorsque les
propriétés sériques correspondent aux caractéristiques des érythrocytes.

2. Comme échantillon sanguin de contr6le pour les réactifs des groupes

sanguins ABO.

Comme échantillon sanguin de contréle pour les réactifs anti-A; et anti-H

Comme échantillon de contréle pour les réactifs des groupes sanguins Rh

Pour la recherche des anticorps irréguliers A; er des anticorps froids

o s w
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Principe du test

Le test est basé sur le principe de I'hémagglutination. Les antigénes des
érythrocytes de test réagissent avec les anticorps correspondants contenus
dans le sérum ou le plasma a analyser. La présence ou I'absence d'anticorps
anti-A et/ou anti-B doivent coincider avec I'absence ou la présence d'antigénes
A et/ou B sur les érythrocytes de test.

Réactif

Les érythrocytes de test préts a I'emploi sont en suspension a environ 4 %
dans une solution d'Alsever modifiée et peuvent étre utilisés immédiatement
aprés avoir été remises en suspension avec précaution.

Biotestcell-Ay,-A,-B,-0 est livré avec les combinaisons antigéniques suivantes:

Biotestcell-A; A; Rh positif (D positif) (CcD.Ee)
Biotestcell-A, A; Rh négatif (D négatif) (ccddee)
Biotestcell-B B Rh négatif (D négatif) (ccddee)
Biotestcell-0 0 Rh positif (D positif) (CcD.Ee)

Réactifs supplémentaires et ustensiles nécessaires

e Lame de verre porte-objets, plaque ou Bioplate

Tubes de verre

Pipettes (volume par goutte 40-50ul)

Centrifugeuse de laboratoire

Solution saline isotonique

Anti-Human-Globulin (par ex. Anti-Human-Globulin 804 020 ou Anti-
Human-Globulin Color 804 120/ 804 115 / 804 130)

e Control Set QC ([REF] 816 034)

Echantillons

L’échantillon doit étre testé dés que possible aprés son prélevement. Si le test
est reporté, les échantillons prélevés sur anticoagulant EDTA ou Citrate ainsi
gue sur tube sec doivent étre conservés entre 2...8°C. L'utilisation
d’échantillons de plus de 14 jours doit étre évitée autant que possible car la
réactivité des anticorps est susceptible de diminuer dans ce type d'échantillon.
<« |l n'est pas nécessaire d'inactiver les sérums a analyser avant de déterminer
les propriétés sériques car le stabilisateur inhibe les hémolysines. Lorsqu’ils
sont utilisés pour déterminer les propriétés sériques et comme controle
sanguin, Biotestcell-A;, -A;, -B, -0 sont employés sans prétraitement. Pour la
détection d"hémolysines, Biotestcell-A;, -A,, -B, -0 doivent étre lavés une fois
avec une solution saline isotonique. Les échantillons sanguins sont prélevés
selon des méthodes généralement reconnues.

Mode opératoire
Remettre les érythrocytes de test en suspension avant l'usage et porter a
température ambiante.

Test sur plaque ou sur lame porte objets

1. Déposer sur une lame porte objets ou sur une plaque respectivement 2
gouttes d"échantillon, comme décrit ci-dessus, aux endroits déter-minés.

2. Déposer respectivement 1 goutte de Biotestcell-A;, -A,, -B, -0 aux
endroits déterminés et bien mélanger.

3. Incuber pendant 15-30 minutes a température ambiante.

4. Lire la force de réaction de ‘agglutination tout en imprimant une légere
rotation.

Test en tube

1. Déposer, comme décrit ci-dessus, respectivement 2 gouttes d'échantillon
dans des tubes marqués a cet effet.

2. Ajouter dans les tubes respectivement 1
Biotestcell-A;, -Ay, -B, -0 et mélanger. «

3. Centrifuger pendant 2 minutes & 150-200 x g ou pendant 20 sec & 800-
1000 x g.

4. Lire l'intensité de réaction de I'agglutination en agitant doucement.

goutte de

Détermination d"immunes anti-A et anti-B

Les anticorps anti-A et anti-B de la classe IgG peuvent provoquer des anémies
immunohémolytiques chez les nouveaux-nés Mhn. Pour la détermination,
Biotestcell-A4, -A;, -B, -0 est, préalablement a son utilisation, lavé une fois avec
une solution saline isotonique et est utilisé ensuite dans un test indirect a
I"antiglobuline. L"hémolyse des cellules A ou B indique la présence d anticorps
immunes anti-A ou anti-B.

Interprétation des résultats
Tableau des types de réaction des caractéristiques des érythrocytes et
des isoagglutinines

Sérums de tests + Erythrocytes de tests + Groupe
érythrocytes des patients sérum/plasma sanguin
anti-A__ anti-B anti-AB Ay Ax B o)
+ - + - - + - A
- + + + + - - B
- - - + + + - 0
+ + + - - - - AB

+ =Agglutination - = Aucune agglutination

L évaluation de l'intensité de réaction s’opere conformément aux dispositions
du Technical Manual (1):

Force de réaction | Agglutination
4+ Un agglutination unique
3+ Quelques agglutinations grandes
2+ Agglutination moyenne, fond lucide
1+ Petite agglutination, fond turbide
+/- Moins visible agglutination, fond turbide
- Aucune agglutination

Performances et limites de méthodes

e Dans des cas extrémement rares, des réactions faibles (intensité de
réaction inférieures a 3+) ou bien des hémolyses peuvent se manifester.

e Des Isoanticorps peuvent faire défaut chez les nourissons et les
nouveaux-nés, chez les personnes agées et les patients présentant une
agammaglobulinémie.

e Comme les caractéristiques de sérum peuvent donner des réactivités
différentes, une incubation de 15 & 30 minutes a température ambiante
peut étre réalisée.

e Laréactivité du produit peut décroitre durant la période de validité.

e Le taux de diminution de la réactivité est partiellement dépendant des
caractéristiques individuelles du donneur qui ne sont ni contrélées ni
prévisibles par le fabricant.

En cas de résultats douteux dont la cause ne serait pas évidente, veuillez

consulter le Bio-Rad-Service (Tél. +49-06103—-3130-611) qui se tient a votre

disposition.

Stabilité

Une fois le flacon ouvert et stocké adéquatement (2...8°C), le produit est stable
jusqu'a la date de péremption. La date de péremption figure sur I'étiquette du
réactif. Vu que I'effet antigénique des cellules peut diminuer, il convient de ne
pas utiliser celles-ci au dela de la date de péremption. Si le flacon est
endommagé, le produit ne doit plus étre utilisé.

Avertissements et précautions

e Ne plus utiliser les érythrocytes de test si les cellules prennent une
coloration sombre, s"agglutinent spontanément ou bien présentent une
forte hémolyse ou un aspect turbide. Dans ce cas, ne pas utiliser le
produit, car le fabricant est dans |"obligation d"éclaircir la cause de la
turbidité de celui-ci.

e Toutes les techniques manuelles doivent étre appliquées conformément
aux dispositions du fabricant. Toute dérogation aux dispositions du
fabricant releve de la responsabilité de I'utilisateur.
Biotestcell-A;, -A,, -B, -0 est adaptable a [I'utilisation en automate.
L'application a lI'automate doit étre validée par I'utilisateur lui-méme et sous
son entiére responsabilité.

e Tous les réactifs des essais doivent étre considerés comme étant
potentiellement infectieux. Les informations sur le traitement des réactifs
utilisés peuvent étre consultées sur la fiche technique de sécurité.

e Tous les matériaux d'origine humaine utilisés pour la fabrication de ce
produit sont soumis a un controle de HbsAg, anti-HCV et anti-HIV-1/-2, et
doivent s'avérer non réactifs. Cependant, il est recommandé de considérer
tous les produits d'origine humaine comme étant potentiellement porteurs
de germes pathogénes infectieux. Il est conseillé de prendre les mesures
de sécurité appropriées.

e Ce produit contient du Latex natural (caoutchou) qui peut causer des
réactions allergiques.

e L'utilisateur est tenu d’effectuer en interne un contrdle de qualité régulier.
Les directives nationales respectives sont applicables.

Biotestcell-A;, -A,, -B, -0 est fraichement conditionné toutes les 4

semaines.

Bibliographie
(1) Technical Manual, 17" ed., Sect. 1, American Assoc. of Blood Banks

Clé : Souligner = Addition ou modification significative €= Effacement du texte

Biotestcell-A4, -A,, -B, -0

Eritrocitos de ensayo para el grupaje inverso y
control para reactivos de grupo ABO y Rh

816 009
4x10ml

PRES| Conservacién: Neomycinsulfat al 0,01%, Chloramphenicol al 0,033 %,

Amphotericin B al 5ppm

Reactivo para uso diagnostico in vitro
Las pruebas se realizardn exclusivamente por personal cualificado de
laboratorio. «

Finalidad prevista

1. Para determinar la tipologia del suero en la determinaciéon del grupo
sanguineo en el ensayo en placa de reaccién a la gota o en tubito. De
acuerdo con la normativa nacional, el reconocimiento de las
caracteristicas del grupo sanguineo ABO incluye también el ensayo de la
tipologia del suero (anti-A y/o anti-B). La determinacion del grupo
sanguineo se considerara verificada cuando la tipologia del suero
corresponda a las caracteristicas de los glébulos rojos.

2. Como sangre de control para reactivos de grupo ABO.

3. Como sangre de control para reactivos anti-A; y anti-H.

4. Como sangre de control para reactivos de grupo Rh.

5. Paralaidentificaton de anticuerpos irregulares como A, y frios.

Principio del test

El test se basa en el principio del test de hemaglutinacion. Los antigenos de
los eritrocitos de ensayo reaccionan con los correspondientes anticuerpos
presentes en el suero o plasma a analizar.
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La presencia o ausencia de anticuerpos anti-A y/o anti-B debe coincidir con la
ausencia o presencia de antigenos A y/o B sobre los eritrocitos de ensayo.

Reactivo

Los eritrocitos de ensayo listos para su uso estan suspendidos al cerca 4 % en
una solucion Alsever modificada y pueden ser utilizados inmediatamente tras
una resuspension cuidadosa.

Biotestcell-A4,-A,-B,-0 se suministra con el siguiente esquema antigénico:

Biotestcell-A; A1 Rh positivo (D positivo) (CcD.Ee)
Biotestcell-A, A, Rh negativo (D negativo) (ccddee)
Biotestcell-B B Rh negativo (D negativo) (ccddee)
Biotestcell-0 0 Rh positivo (D positivo) (CcD.Ee)

Reactivos y materiales necesarios que no se suministran

Portaobjetos de vidrio, placa de pocillos o "Bioplate”

Tubos de ensayo de vidrio

Pipetas (volumen de dispensacion 40-50ul)

Centrifugadora de laboratorio

Solucién salina isoténica

Antiglobulina humana (p.ej. Anti-Human-Globulin 804 020 o Anti-
Human-Globulin Color 804 120 / 804 115 / 804 130)

e  Control Set QC (|REF] 816034)

Muestras

La muestra debe analizarse lo antes posible después de la recoleccién. Si se
demora la prueba, las muestras con anticoagulante EDTA o citrato y de sangre
completa coagulada deben almacenarse a 2...8° C. Se debe evitar el uso de
muestras de mas de 14 dias, a menos que no haya otra alternativa, ya que se
ha demostrado que la reactividad de los anticuerpos disminuye en las
muestras de mayor tiempo de almacenamiento. «

Para la determinacion de las propiedades del suero no es necesario inactivar
los sueros a analizar, ya que el estabilizador inhibe las hemolisinas. Los
Biotestcell-A;, -A;, -B, -0 se emplearan sin tratamiento previo para determinar
la tipologia del suero o también como sangre de control. Al contrario, antes de
determinar las hemolisinas hay que lavar una vez los Biotestcell-A;, -A;, -B, -0
con solucidn fisiolégica de NaCl. Las muestras de sangre se obtendran seguin
los métodos generalmente validos.

Procedimiento
Resuspender los eritrocitos de ensayo antes de su empleo y llevarlos a
temperatura ambiente.

Test en placa/portaobjetos

1. Dispensar sobre un portaobjetos o una placa de pocillos 2 gotas de la
muestra en las correspondientes posiciones, tal como se describe arriba.

2. Afadir 1 gota de Biotestcell-A;, -A;, -B, -0 en las posiciones corres-
pondientes y mezclar bien.

3. Incubar durante 15-30 minutos a temperatura ambiente.

4. Verificar la aglutinacion, girando suavemente el portaobjetos/placa.

Test en tubo

1. En cada uno de los tubos adecuadamente rotulados verter 2 gotas de la
muestra, tal como se describe arriba.

2. Afadir en cada uno de los tubos 1 gota de Biotestcell-A;, -A,, -B, -0 y
mezclar. <

3. Centrifugar 2 minutos a 150-200 x g 6 20 segundos a 800-1000 x g.

4. Verificar la aglutinacién agitando suavemente.

Determinacion de anticuerpos anti-A y anti-B

Los anticuerpos anti-A y anti-B de la clase IgG pueden causar anemias
hemoliticas como en los casos de enfermedad hemolitica neonatal. Para la
determinacion se lava la Biotestcell-A;, -A,, -B, -0 con solucién fisiolégica de
NaCl, para luego efectuar un test indirecto de antiglobulina. Una hemdlisis de
las células A o B revela la presencia de anticuerpos anti-A o anti-B.

Interpretacion de los resultados
Esquema de reacciones de las propiedades eritrocitarias y de las
aglutininas

Sueros de ensayo + Eritrocitos de ensayo + Grupo
Eritrocitos del paciente Suero/Plasma sanguineo
Anti-A_ Anti-B___ Anti-AB Ay Ar B o)
+ - + - - + - A
- + + + + - - B
- - - + + + - 0
+ + + - - - - AB

+ = Aglutinacién - = ninguna aglutinacion

La intensidad de reaccidon se evaluara de acuerdo a lo dispuesto en el
Technical Manual (1):

e Dadas las caracteristicas del suero podria reaccionar a diferentes
intensidades, por lo cual se recomienda dejar durante 15 a 30 minutos a
temperatura ambiente.

e La reactividad del producto puede disminuir a lo largo de su periodo de
vigencia.

e La tasa de disminucién de la reactividad depende parcialmente de las
caracteristicas individuales de los donantes, las cuales nunca pueden ser
controladas o previstas por el fabricante.

Si los resultados son inciertos y no hay una explicacion evidente, se puede

consultar la asistencia de Bio-Rad (Tel. +49-06103-3130-611)

Estabilidad

Una vez abierto el vial, el producto puede ser conservado en las condiciones
adecuadas (2...8°C) hasta la fecha que se indica. La fecha de caducidad viene
indicada en la etiqueta del reactivo. Dado que la antigenicidad de las células
puede disminuir, el producto no debera ser empleado después de la fecha de
caducidad. No utilizar el producto si el vial esta deteriorado.

Advertencias y precauciones

e No se deberian usar los glébulos rojos del test si las células han adquirido
una coloracion obscura o se han aglutinado espontdneamente o bien
muestran una hemolisis significativa o enturbiamiento. En este caso no se
debera emplear el producto, ya que la causa debe ser esclarecida por el
fabricante.

e lLas técnicas manuales se han de realizar de acuerdo con las
instrucciones del fabricante. El usuario es responsable de cualquier
divergencia con respecto a tales instrucciones. Biotestcell-A;, -A;, -B, -0
esta indicado para el uso de sistemas automatizados. La utilizacién en
sistemas automatizados debe ser validado por el usuario bajo su entera
responsabilidad.

e Todos los reactivos destinados al ensayo se deberan manejar como si
fueran potencialmente infecciosos. Se puede encontrar la informacion del
manejo de desechos en la ficha de datos de seguridad.

e Todos los materiales de origen humano empleados para la elaboracion de
este producto han sido testados para la deteccion de HbsAg, anti-HCV y
anti-HIV-1/-2 y han resultado no reactivos. No obstante, todas las
sustancias de origen humano deberan ser consideradas como potenciales
portadores de hepatitis, HIV u otros agentes infecciosos. Se recomienda
adoptar las precauciones adecuadas.

e Este producto contiene Latex, que puede causar reacciones alérgicas.

e El usuario deberd efectuar controles internos de calidad en intervalos
regulares conforme a la normativa nacional vigente.

Biotestcell-Ay, -A,, -B, -0 se fabrica y envasa cada 4 semanas.

Referencias
(1) Technical Manual, 17" ed., Sect. 1, American Association of Blood Banks

Clave: Subrayado = Adicién o cambio significativo €= Texto borrado

Intensidad de reaccion | Aglutinacién
4+ Un solo aglutinado
3+ Varias grandes aglutinados
2+ Aglutinados medianos, fondo claro
1+ Aglutinados pequefios, fondo turbido
+/- Aglutinados apenas visible, fondo turbido
- Ningunos aglutinados

Caracteristicas de funcionamiento y limitaciones del método

e En casos extremadamente raros, pueden verificarse reacciones débiles
(intensidad de reaccién < 3+) o hemdlisis.

e Se puede dar que falten los isoanticuerpos en lactantes y recién nacidos,
en ancianos o en pacientes con agamaglobulinemia.

Biotestcell-A4, -A,, -B, -0

Eritrociti test per il controtest del siero e
controllo per i reagenti del gruppo sanguigno ABO e Rh

816 009
4x10ml

PRES| Conservato con: Neomicina solfato allo 0,01 %, Cloramfenicolo allo
0,033 %, Anfotericina B 5 ppm

Reagente per uso diagnostico in vitro
Il test deve essere eseguito unicamente da personale di laboratorio esperto ed
addestrato. «

Finalita d'uso

1. Per la determinazione delle proprieta sierologiche nella determinazione del
gruppo sanguigno con test in provetta o su piastra. In conformita alle
direttive nazionali, la determinazione delle proprieta del gruppo sanguigno
ABO comprende anche la rilevazione delle caratteristiche sierologiche
(anti-A e/o anti-B). La determinazione del gruppo sanguigno viene
considerata certa quando le proprieta sierologiche corrispondono alle
caratteristiche eritrocitarie.

Come sangue di controllo per i reagenti del gruppo sanguigno ABO.

Come sangue di controllo per i reagenti anti-A; e anti-H

Come sangue di controllo per i reagenti del gruppo sanguigno Rh

Per la ricerca dei anticorpi irregolari anti-A; e agglutinine a freddo.

arwn

Principio del test

Il test si basa sul principio del test di emoagglutinazione. Gli antigeni degli
eritrociti del test reagiscono con gli anticorpi corrispondenti presenti nel siero o
nel plasma da analizzare.

La presenza o assenza di anticorpi anti-A e/o anti-B deve coincidere con la
assenza o presenza degli antigeni A e/o B sugli eritrociti del test.

Reagente

Gli eritrociti del test pronti all'uso sono sospesi al approx. 4 % in soluzione
Alsevers modificata e possono essere utilizzati immediatamente dopo
un‘accurata risospensione.
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Biotestcell-A4, -A;, -B, -0 viene fornito con i seguenti schemi antigenici:

Biotestcell-A; A1 Rh positivo (D positivo) (CcD.Ee)
Biotestcell-A, A, Rh negativo (D negativo) (ccddee)
Biotestcell-B B Rh negativo (D negativo) (ccddee)
Biotestcell-0 0 Rh positivo (D positivo) (CcD.Ee)

Reagenti supplementari e materiali necessari

Vetrini, piastra, bioplate

Provette in vetro

Pipette (volume di dispensazione: 40-50pl)

Centrifuga da laboratorio

Soluzione salina isotonica

Antiglobuline umane (ad es. Anti-Human-Globulin 804 020 o
Anti-Human-Globulin Color 804 120 / 804 115 / 804 130)

e  Control Set QC ([REF] 816034)

Materiale in esame

Il campione dovrebbe essere analizzato il prima possibile dopo il prelievo. Se
I'analisi é ritardata, i campioni di sangue intero in EDTA o citrato e coagulati
devono essere conservati a 2...8°C. L'uso di campioni piu vecchi di 14 giorni
dovrebbe essere evitato, salvo non ci siano alternative, dato che e stata
dimostrata una diminuizione della reattivita degli anticorpi in campioni vecchi. <
Per la determinazione delle caratteristiche del siero non & necessario inattivare
i sieri in esame poiché lo stabilizzatore inibisce le emolisine. Per la
determinazione delle caratteristiche sierologiche e per I'impiego come sangue
di controllo viene utilizzato Biotestcell-A;, -A,, -B, -0 senza pretrattamento. Per
rilevare I'eventuale presenza di emolisine, Biotestcell-A;, -A;, -B, -0 deve
essere lavato una volta con soluzione salina isotonica. | campioni di sangue
vanno prelevati secondo le procedure generalmente valide.

Esecuzione del test
Risospendere gli eritrociti del test prima delluso e portarli a temperatura
ambiente.

Test su piastra/vetrino

1. Dispensare su di una piastra o di un vetrino 2 gocce di campione nelle
relative posizioni, come descritto sopra.

2. Aggiungere 1 goccia di Biotestcell-A;, -A, -B, -0 nelle relative posizioni e
miscelare accuratamente.

3. Incubare per 15-30 minuti ad una temperatura di temperatura ambiente.

4. Verificare I'agglutinazione ruotando leggermente.

Test in provetta

1. Dispensare 2 gocce di campione nelle provette opportunamente
contrassegnate, come descritto in precedenza.

2. Aggiungere nelle provette 1 goccia di Biotestcell-A;, -A;, -B, -0 e
miscelare. <

3. Centrifugare per 2 minuti a 150-200 x g o per 20 secondi a 800-1000 x g.

4. Verificare I'agglutinazione scuotendo leggermente.

Determinazione degli anticorpi immuni anti-A e anti-B

Gli anticorpi anti-A e anti-B di classe IgG possono provocare anemie
immunoemolitiche e la malattia emolitica del neonato (MEN). Per la
determinazione, Biotestcell-A, -A,, -B, -0 viene lavato una volta con soluzione
salina isotonica prima dell'uso e quindi utlizzato per il test dell’antiglobulina
indiretto. L’emolisi delle emazie A o B indica la presenza di anticorpi immuni
anti-A o anti-B.

Interpretazione dei risultati

Schema di reazione delle caratteristiche eritrocitarie e delle isoagglutinine
Sieri test + Eritrociti test + Gruppo
eritrociti paziente siero/plasma sanguigno
Anti-A_ Anti-B___ Anti-AB Ay A B 0]
+ - + - - + - A
- + + + + - - B
- - - + + + - 0
+ + + - - - - AB

+ = agglutinazione - = nessuna agglutinazione

La valutazione della forza di reazione viene eseguita secondo le istruzioni
riportate nel Technical Manual (1):

Forza di reazione | Agglutinazione
4+ Un unico agglutinato
3+ Vari agglutinati grandi
2+ Agglutinati di medie dimensioni, in uno sfondo chiaro
1+ Piccoli agglutinati, in uno sfondo torbido
+/- Agglutinazione appena visibile, in uno sfondo torbido
- Nessuna agglutinazione

Caratteristiche delle prestazioni e limiti del metodo

e In casi estremamente rari si possono verificare reazioni deboli (forza di
reazione inferiore a 3+) o emolisi.

e Gli isoanticorpi possono mancare nei lattanti e nei neonati, negli anziani e
in pazienti affetti da agammaglobulinemia.

e Dato che gli anticorpi nel siero possono reagire con intensita differenti, puo
essere esequita un'incubazione a temperatura ambiente da 15 a 30 minuti.

e Lareattivita del prodotto pud diminuire durante il periodo di validita.

e La percentuale di diminuzione della reattivita dipende parzialmente dalle
caratteristiche del singolo donatore che non sono né controllabili né
prevedibili dal produttore.

In caso di risultati dubbi di origine incerta, il servizio di assistenza clienti

Bio-Rad (Tel. +49-6103-3130-611) per chiarimenti.

Stabilita

Una volta aperto il flacone, il prodotto pud essere conservato in condizioni
appropriate (2...8°C) fino alla data di scadenza indicata. La data di scadenza e
riportata sull'etichetta del reagente. Poiché l'antigenicita delle emazie puo
diminuire, il prodotto non deve essere impiegato oltre la data di scadenza.

Se i flaconi dovessero risultare danneggiati, il prodotto non va piu utilizzato.

Avvertenze e precauzioni

e Le emazie test non devono essere pil utilizzate se assumono una
colorazione scura, hanno dato luogo ad agglutinazione spontanea o se
presentano segni evidenti di emolisi o torbidita.

e Le tecniche manuali vanno impiegate secondo le istruzioni del produttore.
L'utente e responsabile di qualsiasi deviazione da tali istruzioni.
Biotestcell-A4, -A;, -B, -0 & indicato per I'uso con apparecchi automatizzati.
L'utilizzo con sistemi automatizzati va validato dall'utente sotto la sua
completa responsabilita.

e Tutti i reagenti devono essere considerati come potenzialmente infettivi.
Per questo motivo, si dovrebbero prendere le misure di sicurezza
necessarie. Informazioni sulla gestione dei rifiuti si possono trovare nelle
schede di sicurezza.

e  Tutti i materiali di origine umana impiegati per questo prodotto sono stati
sottoposti ad analisi per la ricerca di HbsAg, anti-HCV ed anti-HIV-1/-2 e
sono risultati non reattivi. Tuttavia, tutti i prodotti di origine umana devono
essere considerati come potenziali portatori di epatite, HIV o altri agenti
patogeni infettivi. Si consigliano adeguate misure precauzionali.

e Questo prodotto contiene lattice che potrebbe causare reazioni allergiche.

e L'utente deve eseguire un regolare controllo di qualita interno. Valgono le
rispettive direttive nazionali vigenti.

Biotestcell-Ay, -A,, -B, -0 viene preparato ogni 4 settimane.

Bibliografia
(1) Technical Manual, 17" ed., Sect. 1, American Association of Blood Banks

Chiave: Sottolineatura = Aggiunta o cambiamento significativo €= Cancellazione di testo
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#46.6

Biotestcell-A4, -A,, -B, -0
Eritrocity reagentas atvirkStiniam tipavimui ir ABO- bei
Rh- kraujo grupés nustatymo reagenty kontrolei

e16 000 | 46-6 pirkimo pozicijai siilomi reagentai
4x10ml

yrapakuotéje 4x10 ml (A1, A2, B, O).
Konservantas:

0,01% neomicino sulfatas,
0,033% chloramfenikolis,
5 ppm amfotericinas B

Diagnostinis reagentas skirtas tik in vitro naudojimui
Jj turi naudoti tik apmokytas laboratorinis personalas. <«

Testo paskirtis

1. Serumo savybiy nustatymui atliekant kraujo tipavimg ant objektinio
stiklelio, plokstelés ar mégintuvélyje. Pagal nacionalines gaires, norint
nustatyti ABO kraujo tipa, taip pat reikia nustatyti serumo Zymenis (anti-A
irar anti-B). Kraujo tipo nustatymas yra laikomas saugiu, jeigu serumo
savybés atitinka eritrocity savybes.

Kaip kontroliniai eritrocitai ABO kraujo tipavimo reagentams.

Kaip kontroliniai eritrocitai Anti-A; ir anti-H reagentams.

Kaip kontroliniai eritrocitai rezus faktoriaus tipavimo reagentams.
Netaisyklingy anti-A, ir Salty antikdny aptikimui.

arwN

Testo principas

Testo principas yra hemagliutinacijos testas. Reagenty eritrocity antigenai
reaguoja su atitinkamais antiklinais testuojamame serume ar plazmoje.

Anti-A ir / ar anti-B antikiiny buvimas ar nebuvimas gali atitikti A ir/ar B antigeny
buvima ar nebuvimg reagenty eritrocituose.

Reagentas

Reagento eritrocitai bina paruosti naudojimui suspenduoti mazdaug 4 %
modifikuotame Alsevers tirpale ir gali bati naudojami i$§ karto po atsargaus
pakartotinio suspensijos paruosimo.

Biotestcell-A;, -A,, -B, -0 turi Sias antigeny kombinacijas:

Biotestcell-A; A; Rh teigiamas (D teigiamas) (CcD.Ee)
Biotestcell-A; A; Rh neigiamas (D neigiamas) (ccddee)
Biotestcell-B B Rh neigiamas (D neigiamas) (ccddee)
Biotestcell-0 0 Rh teigiamas (D teigiamas) (CcD.Ee)

Reikalingos, bet netiekiamos medZiagos

e objektiniai stikleliai, plokStelés, bioplokstelé

e stikliniai mégintuvéliai

e pipetés (laso tiris 40-50 pl)

laboratoriné centrifuga

izotoninis fiziologinis tirpalas

e globulinas prie$ zmogy (pvz., Anti-Human-Globulin 804 020 arba
Anti-Human-Globulin Color 804 120 / 804 115 / 804 130)

e Control Set QC ([REF] 816 034)

Méginio medziaga

Méginys turi bati iStirtas kaip jmanoma grei€iau po paémimo. Jeigu iStyrimas
atidétas, kraujo méginys su EDTA arba citratu turi bdti laikomas 2...8°C.
Reikéty vengti senesniy nei 14 dieny meéginiy iStyrimo, nebent néra kitos
alternatyvos, nes antikiiny reaktyvumas senesniems méginiams sumazéja. <«
Norint nustatyti serumo savybes, serumas turi bati testuojamas ir jo nereikia
inaktyvuoti, nes stabilizatorius slopina hemolizinus. AtvirkStiniam tipavimui ir
eritrocity kontrolei Biotestcell-A;, -A,, -B, -0 yra naudojamas be iSankstinio
apdorojimo. Hemoliziny demonstravimui Biotestcell-A;, -A;, -B, -0 prie$
naudojimg reikia vieng kartg iSplauti su izotoniniu fiziologiniu tirpalu. Kraujo
méginius reikia paimti pagal bendruosius kraujo méginiy émimo reikalavimus.

Testavimo procediira
Prie§ naudojimg paruoskite pakartotine reagenty eritrocity suspensijg ir
atneskite j kambario temperatira.

Plokstelés / objektinio stiklelio testas

1. UzlaSinkite 2 laSus testuojamo serumo atitinkamoje padétyje ant plokstelés
arba bioplokstelés.

2. Uzlasinkite 1 ladg Biotestcell-A;, -A,, -B, -0 atitinkamoje padétyje ir gerai
iSmaisykite.

3. 15-30 minugiy inkubuokite kambario temperatiroje.

4. Truputj pastpuokite plokstele pirmyn ir atgal ir stebékite agliutinacija.

Mégintuvélio testas

1. JlaSinkite 2 laSus testuojamo méginio medziagos | tinkamai pazymétus
mégintuvélius.

2. JlaSinkite | kiekvieng mégintuvélj po 1 lasa Biotestcell-A;, -A;, -B, -0 ir
iSmaiSykite. <«

3. 2 minutes centrifuguokite 150-200 x g arba 20 sekundziy 800-1000 x g
greiciu.

4. Svelniai nustumkite Igsteliy sankaupg ir stebékite agliutinacija.

Imuninio anti-A ir anti-B aptikimas

IgG klasés anti-A ir anti-B antikGnai gali sukelti naujagimiams imunine
hemolizing anemijg. Norint aptikti tokius antikQnus, prie§ naudojimg Biotestcell-
A1,-Az,-B, -0 reikia vieng kartg iSplauti su izotoniniu fiziologiniu tirpalu. Tada jis
naudojamas per netiesioginj antiglobuliny testg. A ar B Igsteliy hemolizé rodo,
kad esama imuniniy anti-A ar anti-B antikdny.

Rezultaty interpretavimas

Testo serumai + Reagento eritrocitai + Kraujo
Paciento eritrocitai Serumas / plazma grupé
Anti-A__ Anti-B__ Anti-AB | A, A, B o]
+ - + - - + - A
- + + + + - - B
- - - + + + - 0
+ + + - - - - AB
+ =agliutinacija - = agliutinacijos néra

Reakcijos stiprumas vertinamas pagal Technical Manual (Techninj vadova) (1):

Reakcijos stiprumas | Agliutinacija
4+ Tik vienas agliutinatas
3+ Keli dideli agliutinatai
2+ Vidutinio dydZio agliutinatai, skaidrus fonas
1+ Mazi agliutinatai, drumstas fonas
+/- Vos matoma agliutinacija, drumstas fonas
- Agliutinacijos néra

Veikimo charakteristikos ir metodo apribojimai

e Labai retais atvejais galimos silpnos reakcijos (reakcijos stiprumas
nesiekia 3+) arba hemolizeé.

e l|zoantikliny gali nebdti pas naujagimius, kddikius, pagyvenusius pacientus
ir nuo agamaglobulinemijos kenciandgius pacientus.

e Priklausomai nuo serumo charakteristikos reakcijos stiprumas gali bdati
skirtingas, todél inkubacija gali bati atliekama 15-30 minuciy kambario
temperatiroje.

e  Produkto reaktyvumas gali mazéti einant j pabaigg galiojimo laikui.

e Reaktyvumo mazéjimo greitis ypa¢ priklauso nuo individualiy donoro
savybiy, kuriy gamintojas negali kontroliuoti ar prognozuoti.

Jeigu rezultatai neaiskds, o priezastys nezinomos, Jums padés misy Bio-Rad

aptarnavimo skyrius (tel. +49-6103-3130-611).

Galiojimo laikas

Atidarius buteliuka, produktg galima laikyti tinkamomis laikymo sglygomis iki
galiojimo datos pabaigos (2...8°C). Kadangi antigeniSkumas gali sumazéti,
reagento Igsteliy negalima naudoti pasibaigus galiojimo laikui. Nenaudokite
pazeisty buteliuky.

Perspéjimai ir atsargumo priemonés

e Reagento Igsteliy negalima naudoti, jeigu Igstelés tamsiai iSbluko, atsirado
spontaniné agliutinacija arba matosi akivaizdi hemolizé ar drumstumas.

e Rankinés technikos turi bati taikomos pagal gamintojo instrukcijas. Tik
vartotojas atsakingas uz kiekvieng nukrypimg nuo Siy instrukcijy.
Biotestcell-A;, -A,, -B, -0 tinka naudojimui su automatinémis sistemomis.
Vartotojas turi patvirtinti naudojimag su automatinémis sistemomis.

e Naudotg testo medziagg reikia iSmesti kaip pavojingg medziagg. Atlieky
tvarkymo informacijg rasite saugos duomeny lape.

e Visos Zmogaus kilmés medzZiagos, naudotos S$iam produktui, buvo
testuojamos, ar jose néra HbsAg, anti-HCV ir anti-ZIV-1/-2, ir jrodyta, kad
jos nereaguoja. Vis délto visus Zmogaus kilmés produktus reikia laikyti
potencialiais  hepatito, ZIV ar kity infekcijy ligy pernedéjais.
Rekomenduojama imtis atitinkamy atsargumo priemoniy.

e Siame produkte yra natdiralaus gumos latekso, kuris gali sukelti alergines
reakcijas.

e Rekomenduojama reguliariais intervalais vykdyti vidines kokybés kontroles
pagal nacionalines gaires.

Biotestcell-Ay, -A,, -B, -0 yra gaminamas kas 4 savaites.

Literatura
(1) Technical Manual, 17" edition, Section 1, American Association of Blood
Banks

Legenda: pabraukta = papildomas arba reikSmingas pakeitimas « = tekstas istrintas.
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Product
Identification:

Manufacturer:

Expiry Date: 2023-11-24

Effective Date: 2018-11-25

Date: 2018-11-22

. ®
TUVRheinland

EC Design-Examination Certificate
Directive 98/79/EC Annex IV, Section 4
In Vitro Diagnostic Medical Devices

Registration No.: IL 60134485 0001

Report No.: 21200608 007

Bio-Rad Medical Diagnostics GmbH
Industriestr. 1

63303 Dreieich

Deutschland

Reagent red blood cells for determination of serum
characteristics of the ABO system; control reagents
for ABO, Rh and Kell reagents

(see attachment for products included)
Replaces Certificate, Registration No.: IL 60091479 0001

The Notified Body hereby declares that an examination of the design dossier relating to the listed
products has been performed according to Annex 1V, section 4 of the directive 98/79/EC and that
the design of the devices conforms to the requirements of the abovementioned directive.

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.
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LGA

Attachment to

- Erytypecell Al, A2, B, O
- Erxytypecell Al

- Erytypecell A2

- Erytypecell B

- Erytypecell O

- Biotestcell Al, 22, B, O
- Control Set E

Date: 2018-11-22

10/020 b 0408 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

TUV Rheinland poc-

Products GmbH

TillystraBe 2, 90431 Nirnberg

Certificate

Registration No.: IL 60134485 0001

Report No.: 21200608 007

Manufacturer: Bio-Rad Medical Diagnostics GmbH
Industriestr. 1
63303 Dreieich
Deutschland

Products

3o CH

. ®
TUVRheinland

1/1, Rev. 0

-fmfgm“' . H. Lidemann
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SAFETY DATA SHEET Soision date: 3512017

according to Regulation (EC) No. 1907/2006 (REACH) and Regulation (EU) No.  |anguage: en-GB,|E
Blo m 2015/830 Date of print: 13/12/2017

Erytypecell

Material number 186018 Page: 10f7

SECTION 1: Identification of the substance/mixture and of the
company/undertaking

1.1 Product identifier

Trade name: Erytypecell
This safety data sheet pertains to the following products:
816006 Erytypecell-A1, -A2, -B, -O, 4x10 mL
816009 Biotestcell-A1, -A2, -B, -O, 4x10 mL
816041 Erytypecell-A1, 10 mL
816042 Erytypecell-A2, 10 mL
816043 Erytypecell-B, 10 mL
816044 Erytypecell-0, 10 mL

1.2 Relevant identified uses of the substance or mixture and uses advised against

General use: Use as laboratory reagent.
Only for industrial users.

1.3 Details of the supplier of the safety data sheet

Company name: Bio-Rad Medical Diagnostics GmbH
Street/POB-No.: Industriestr. 1
Postal Code, city: 63303 Dreieich
Germany
WWW: www.medizinische-diagnostik-dreieich.de
E-mail: contact.omd@bio-rad.com
Telephone: +49 (0)6103-3130-0
Telefax: +49 (0)6103-3130-646

Dept. responsible for information:
Produktmanagement Transfusion
Telephone: 06103 3130-611
Telefax: 06103 3130-724

1.4 Emergency telephone number

GIZ-Nord, Goéttingen, Germany,
Telephone: +49 551-19240

SECTION 2: Hazards identification

2.1 Classification of the substance or mixture

Classification according to EC regulation 1272/2008 (CLP)
This mixture is classified as not hazardous.

2.2 Label elements
Labelling (CLP)
Hazard statements: not applicable

Precautionary statements: not applicable

© Bio-Rad V3, 31/5/2017 Erytypecell
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SAF ETY DATA SH EET Revision date: 31/5/201;

Version:

according to Regulation (EC) No. 1907/2006 (REACH) and Regulation (EU) No.  |anguage: en-GB,|E
Blo m 2015/830 Date of print: 13/12/2017

Erytypecell

Material number 186018 Page: 20of 7

2.3 Other hazards

No risks worthy of mention.
Results of PBT and vPvB assessment:

No data available

SECTION 3: Composition / information on ingredients
3.1 Substances: not applicable
3.2 Mixtures

Chemical characterisation: Aqueous solution of anorganic salts and organic compounds.
Contains human source proteins.

SECTION 4: First aid measures

4.1 Description of first aid measures

In case of inhalation: Provide fresh air. Seek medical treatment in case of troubles.

Following skin contact: ~ Remove residues with water. Change contaminated clothing. In case of skin reactions,
consult a physician.

After eye contact: Immediately flush eyes with plenty of flowing water for 10 to 15 minutes holding eyelids
apart. Remove contact lenses, if present and easy to do. Continue rinsing. In case of eye
irritation consult an ophthalmologist.

After swallowing: Rinse mouth and drink large quantities of water.
Induce vomiting when the affected person is not unconscious. Observe risk of aspiration if
vomiting occurs.
Seek medical attention. Never give anything by mouth to an unconscious person.

4.2 Most important symptoms and effects, both acute and delayed
No data available
4.3 Indication of any immediate medical attention and special treatment needed

Treat symptomatically.

SECTION 5: Firefighting measures
5.1 Extinguishing media

Suitable extinguishing media:
Product is non-combustible. Extinguishing materials should therefore be selected
according to surroundings.

5.2 Special hazards arising from the substance or mixture

Fires in the immediate vicinity may cause the development of dangerous vapours. In the
event of a fire, the following may be produced when the water evaporates: Carbon
monoxide and carbon dioxide.

5.3 Advice for firefighters

Special protective equipment for firefighters:
Wear self-contained breathing apparatus. Wear appropriate protective equipment.

© Bio-Rad V3, 31/5/2017 Erytypecell
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SAF ETY DATA SH EET Revision date: 31/5/201;

Version:

according to Regulation (EC) No. 1907/2006 (REACH) and Regulation (EU) No.  |anguage: en-GB,|E
Blo RAD 2015/830 Date of print:  13/12/2017

Erytypecell

Material number 186018 Page: 3of7

Additional information: Hazchem-Code: -
Do not allow fire water to penetrate into surface or ground water.

SECTION 6: Accidental release measures

6.1 Personal precautions, protective equipment and emergency procedures

Avoid contact with the substance. Provide adequate ventilation. Wear personal protection
equipment. Do not breathe vapour/aerosol.

6.2 Environmental precautions
Do not allow to penetrate into soil, waterbodies or drains.
6.3 Methods and material for containment and cleaning up

Soak up with absorbent materials such as sand, siliceus earth, acid- or universal binder.
Store in special closed containers and dispose of according to ordinance. Final cleaning.

6.4 Reference to other sections

Refer additionally to section 8 and 13.

SECTION 7: Handling and storage

7.1 Precautions for safe handling

Advices on safe handling: Avoid contact with skin and eyes. Do not breathe vapours. Wear appropriate protective
equipment.
Keep all containers, equipment and working place clean.

7.2 Conditions for safe storage, including any incompatibilities

Requirements for storerooms and containers:
Keep containers tightly closed and at a temperature between 2 °C and 8 °C.

Hints on joint storage: Do not store together with acids/alkalies and oxidation agents.
7.3 Specific end use(s)

No information available.

SECTION 8: Exposure controls/personal protection

8.1 Control parameters

Additional information:  Contains no substances with occupational exposure limit values.

8.2 Exposure controls
Provide good ventilation and/or an exhaust system in the work area.

Personal protection equipment

Occupational exposure controls

Respiratory protection:  |f vapours form, use respiratory protection. The filter class must be suitable for the
maximum contaminant concentration (gas/vapour/aerosol/particulates) that may arise
when handling the product.
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Hand protection: Protective gloves according to EN 374.

Glove material: Nitrile rubber - Breakthrough time: > 480 min.
Observe glove manufacturer's instructions concerning penetrability and breakthrough time.

Eye protection: Tightly sealed goggles according to EN 166.
Body protection: Wear suitable protective clothing.
General protection and hygiene measures:

Avoid contact with skin and eyes. Change contaminated clothing. After work, wash hands
and face.

SECTION 9: Physical and chemical properties

9.1 Information on bas

Appearance:

Odour:
Odour threshold:

pH value:

Melting point/freezing point:

Initial boiling point and boiling range:
Flash point/flash point range:
Evaporation rate:

Flammability:
Explosion limits:

Vapour pressure:
Vapour density:
Density:

Solubility:
Partition coefficient: n-octanol/water:

Auto-ignition temperature:
Decomposition temperature:

Viscosity, kinematic:

Explosive properties:
Oxidizing characteristics:

9.2 Other information

Additional information:

ic physical and chemical properties
Form: liquid
Colour: reddish

odourless
No data available

No data available

No data available
approx. 100 °C

No data available
No data available

not applicable
LEL (Lower Explosion Limit): not applicable
UEL (Upper Explosive Limit): not applicable

No data available
No data available
No data available

No data available
No data available

not applicable
No data available

No data available

not applicable
No data available

No data available

SECTION 10: Stability and reactivity

10.1 Reactivity
refer to

10.2 Chemical stability

10.3

Stable under recommended storage conditions.
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10.3 Possibility of hazardous reactions

No hazardous reactions known.

10.4 Conditions to avoid

Protect against heat /sun rays.

10.5 Incompatible materials

Strong oxidizing agents, strong acids and alkalis.

10.6 Hazardous decomposition products

Thermal decomposition:  No data available

SECTION 11: Toxicological information

11.1 Information on toxicological effects

Toxicological effects:  Acute toxicity (oral): Lack of data.
Acute toxicity (dermal): Lack of data.
Acute toxicity (inhalative): Lack of data.
Skin corrosion/irritation: Lack of data.
Serious eye damage/irritation: Lack of data.
Sensitisation to the respiratory tract: Lack of data.
Skin sensitisation: Lack of data.
Germ cell mutagenicity/Genotoxicity: Lack of data.
Carcinogenicity: Lack of data.
Reproductive toxicity: Lack of data.
Effects on or via lactation: Lack of data.
Specific target organ toxicity (single exposure): Lack of data.
Specific target organ toxicity (repeated exposure): Lack of data.
Aspiration hazard: Lack of data.

SECTION 12: Ecological information

12.1 Toxicity

Further details: No data available

12.2 Persistence and degradability

Further details: No data available

12.3 Bioaccumulative potential

Partition coefficient: n-octanol/water:
No data available

12.4 Mobility in soil

No data available
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12.5 Results of PBT and vPvB assessment

No data available

12.6 Other adverse effects

General information: Do not allow to penetrate into soil, waterbodies or drains.

SECTION 13: Disposal considerations

13.1 Waste treatment methods

Product
Waste key number: 16 10 02 = aqueous liquid wastes other than those mentioned in 16 10 01
Recommendation: Small quantities can be disposed of with the domestic waste or burnt, with due

observance of regulations of local authorities. Large quantities are hazardous waste and
must be disposed of accordingly.

Contaminated packaging

Recommendation: Dispose of waste according to applicable legislation.
Handle contaminated packages in the same way as the substance itself.
Non-contaminated packages may be recycled.

SECTION 14: Transport information

14.1 UN number

ADR/RID, IMDG, IATA-DGR:
not applicable

14.2 UN proper shipping name

ADR/RID, IMDG, IATA-DGR:
Not restricted

14.3 Transport hazard class(es)

ADR/RID, IMDG, IATA-DGR:
not applicable

14.4 Packing group

ADR/RID, IMDG, IATA-DGR:
not applicable

14.5 Environmental hazards

Marine pollutant: no

14.6 Special precautions for user
No dangerous good in sense of these transport regulations.

14.7 Transport in bulk according to Annex Il of Marpol and the IBC Code

No data available
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SECTION 15: Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the substance
or mixture

National regulations - Great Britain
Hazchem-Code: -
No data available

15.2 Chemical Safety Assessment

For this mixture a chemical safety assessment is not required.

SECTION 16: Other information

Further information

Reason of change: General revision
Date of first version: 8/9/2014

Department issuing data sheet
Contact person: see section 1: Dept. responsible for information

For abbreviations and acronyms, see: ECHA Guidance on information requirements and chemical safety
assessment, chapter R.20 (Table of terms and abbreviations).

The information in this data sheet has been established to our best knowledge and was up-to-date at time of
revision. It does not represent a guarantee for the properties of the product described in terms of the legal
warranty regulations.
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