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CERTIFICATE

EC Certificate No. 1434-1IVDD-074/2022
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT, UNITED KINGDOM

i.e. in vitro diagnostic medical devices
List A

The list of medical devices covered by this certificate is provided in the Annex 1

in terms of design documentation, comply with requirements
of Annex IV (Section 4) to Directive 98/79/EC {as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 28.04.2022 to 27.05.2025

The date of issue of the Certificate: 28.04.2022
The date of the first issue of the Certificate: 10.04.2019

€

Issued under the Contract No. MD-004/2022 o ;
Application No: 504/2022 Aleksandra g;s;z‘l;rdsr?ned by
Certificate bears the qualified signature. Kostrzewa Kt
Warsaw, 28/04/2022 .

Module H6/V1 President

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Pulawska Street, tel, +48 22 46 45 200, e-mail:pchc@pcbe.gov.p!



ANNEX 1 TO THE CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-IVDD-074/2022

List of medical devices covered by the certificate:

Anti-A Monoclonal 600010
Anti-B Monoclonal 610010
Anti-A,B Monoclonal 620010
Anti-D Clone 1 Monoclonal 730010
Anti-D Clone 2 Monoclonal 710010
Anti-D Duoclone Monoclonal 740010
Anti-C Monoclonal 690005
Anti-E Monoclonal 691005
Anti-c Monoclonal 692005
Anti-e Monoclonal 693005
Anti-C+D+E Monoclonal 700010
Anti-K Monoclonal 760010

Aleksandra Digitally signed by

C €1434 gty

Issued under the Contract No. MD-004/2022 Kostrzewa Kostrzewa
Application No: 504/2022 President

Certificate bears the qualified signature.

Warsaw, 28/04/2022

POLISH CENTRE FOR TESTING AND CER“F'CATION 02-844 Warsaw, 469 Pulawska Street, tel. +48 22 46 45 200, e-mallipche@pch

c.gov.pl



EC Certificate No. 1434-1VDD-075/2022

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT, UNITED KINGDOM

for the design, manufacture and final inspection of in vitro diagnostic medical device
List A

The list of medical devices covered by this certificate is provided
in the Annex 1 to EC Design-examination Certificate No. 1434-IVDD-074/2022

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 28.04.2022 to 27.05.2025

The date of issue of the Certificate: 28.04.2022
c € 1434

The date of the first issue of the Certificate: 10.04.2019

Issued under the Contract No. MD-004/2022 n .
Application No: 505/2022 Aleksandra /'illgll(ta”ydﬂgned by
Certificate bears the qualified signature. eksandra
Warsaw, 28/04/2022 Kostrzewa  kostrzewa

Module H7 President

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl



EC Certificate No. 1434-IVDD-027/2022

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate, Danelhill,
Lower Earley, Berkshire RG6 4UT, UNITED KINGDOM

for the design, manufacture and final inspection of in vitro diagnostic medical device
List B

The list of medical devices covered by this certificate is provided in the Annex 1

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 23.03.2022 to 27.05.2025
The date of issue of the Certificate: 03.03.2022
The date of the first issue of the Certificate: 10.04.2019

1434 Aleksandra Digitally signed
Issue_d u_nder the Contract No. MD-173/2021 by Aleksandra
Application No: 577/2022 KOStrzewa KOStrzewa

Certificate bears the qualified signature.
Warsaw, 03/03/2022
Module H7 President

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl



CERTIFICATE

EC Certificate No. 1434-1VDD-027/2022

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate, Danehill,
Lower Earley, Berkshire RG6 4UT, UNITED KINGDOM

for the design, manufacture and final inspection of in vitro diagnostic medical device
List B

The list of medical devices covered by this certificate is provided in the Annex 1

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 23.03.2022 to 27.05.2025
The date of issue of the Certificate: 03.03.2022
The date of the first issue of the Certificate: 10.04,2019

1434 Aleksandra Digitally signed

Issued u_nder the Contract No. MD-173/2021 by Al eksa nd ra
Application No: 577/2022 Ko strzewa Ko tirews

Certificate bears the qualified signature.
Warsaw, 03/03/2022
Module 2 President

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



ANNEX 1 TO THE CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-IVDD-027/2022

List of medical devices covered by the certificate:

Anti-Jka Polyclonal 323002
Anti-Jkb Polyclonal 324002
Anti-Fyb Polyclonal 317002
AHG Elite Clear 415010
AHG Elite Green 435010
Anti-Fya Monoclonal 774002
Anti-Human IgG Clear 401010
Anti-Human IgG Green 402010
Anti-Jka Monoclonal 775002
Anti-Jkb Monoclonal 776002

C € Aleksandra Pigitally signed
1434 by Aleksandra
Kostrzewa Kostrzewa

President

Issued under the Contract No. MD-173/2021
Application No: 577/2021

Certificate bears the qualified signature,
Warsaw, 03/03/2022

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Pulawska Street, tel, +48 22 46 45 200, e-mail:pcbc@pche.gov.pl
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EC DECLARATION OF CONFORMITY

LORNE

LABORATORIES

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-A; Lectin 116005

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 04 April 2017.

f

Eddy Velthuis
Technical Director
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Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above, Registered in England No. 04540797. VAT No. 800 3655 66



¢p LORNE

Document Title:

EU Declaration of
Conformity

Date Effective: 02 Oct 2019 Document Number: DoC470

DCN: 999 Revision Number: 01

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Numbers | GMDN Code
LISS Ready for Use 470020 and 470250 52718

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il) and
complies with the essential requirements and provisions of the European
Communities Council Directive 98/79/EC concerning In-Vitro Diagnostic Medical
Devices as amended by Regulation (EC) 596/2009 and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

The Intended Purpose of this product is the potentiation of antibody-antigen
reactions in blood group serology which should be only be carried out by suitably
trained professionals.

The manufacturer of this product is Lorne Laboratories Ltd who is located at:

Address line 1: Unit 1 Cutbush Park Industrial Estate
Address line 2: Danehill

City: Lower Earley

County: Berkshire

Postal code: RG6 4UT

Country: United Kingdom

Telephone number: +44-(0)118 921 2264

Fax number: +44-(0)118 986 4518

Website: www.lornelabs.com

DUNS Number: 732670703
and is in conformity with the national standards transposing harmonised standards:

BS EN ISO 13485:2016
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with Annex IlI
of Directive 98/79/EC.

Lorne’s EU Authorised Representative is “Advena Limited” residing at Tower
Business Centre, 2" Floor, Tower Street, Swatar BKR 4013 Malta.

Printed copies are “uncontrolled”
It is the responsibility of the user to ensure that the correct version is used
Page 1 of 2
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¢p LORNE

EU Declaration of

Document Title: Conformity

Date Effective: 02 Oct 2019

Document Number: DoC470

DCN: 999

Revision Number: 01

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 02 October 2019.

f

Eddy Velthuis
Technical Director

Printed copies are “uncontrolled”

It is the responsibility of the user to ensure that the correct version is used

Page 2 of 2



LORNE LABORATORIES LTD.

q

MAREA BRITANIE 1434

REACTIVI MONOCLONALI PENTRU DETERMINAREA GRUPEI SANGUINE

INSTRUCTIUNI DE UTILIZARE

Anti-A, Anti-B si Anti-A,B monoclonal: Pentru tehnicile cu eprubeta, ID Bio-Rad, Ortho BioVue, cu microplaci si cu

lama.

REZUMAT

n 1900, Landsteiner a descoperit ca serul unor persoane poate aglutina
globulele rosii ale altora. In prezent sunt recunoscute patru fenotipuri obisnuite:
O, A, B si AB. De atunci au fost identificate si subgrupele A si B.

Grup metoda Grup metoda inversa ABO Caucazieni
directa Fenotip %!
A B A,B A, A, B O
+ 0 + 0 0 + 0 A 43
0 + + + + 0 0 B 9
0 0 0 + + + 0 0 44
+ + + 0 0 0 0 AB 4

SCOPUL PROPUS

Reactivii ABO sunt reactivi pentru determinarea grupei sanguine destinati a fi
folositi pentru a determina calitativ prezenta sau absenta antigenelor A si/sau B
pe globulele rosii ale donatorilor de sange sau ale pacientilor care au nevoie de 0
transfuzie sanguina in cazul testarii conform tehnicilor recomandate si prezentate
n aceste instructiuni de utilizare.

PRINCIPIUL

Reactivii contin anticorpi impotriva antigenului A si/sau B corespunzator de pe
globulele rosii umane si vor provoca o aglutinare (aglomerare) directa a
globulelor rosii purtatoare ale antigenului ABO corespunzator. Neaglutinarea
indica in general absenta antigenului ABO corespunzator pe globulele rosii
umane (consultati Limitari).

REACTIVI

Reactivii monoclonali Lorne IgM pentru determinarea grupei sanguine ABO
contin anticorpi monoclonali de soarece diluati intr-un tampon fosfat care contine
clorura de sodiu, EDTA si albumina bovina. Reactivii nu contin sau nu sunt
compusi din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Fiecare reactiv este furnizat la diluarea optima pentru utilizare cu
toate tehnicile recomandate prezentate mai jos, fara sa mai fie necesara diluarea
sau adaugarea suplimentara. Pentru numarul de referinta al lotului si data de
expirare, consultati Eticheta flaconului.

Produs Linie celulara/Clona Culoare Colorant
utilizat
Anti-A 9113D10 Albastru Albastru patent
Anti-B 9621A8 Galben Tartrazina
Anti-A,B 152D12 + 9113D10 + ES15 Incolor Niciunul
DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 2 si 8 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatji reactivilor. Acest reactiv a fost supus
unor studii de stabilitate la transport la 37 °C si —25 °C, conform precizarilor din
documentul BS EN I1SO 23640:2015.

RECOLTAREA $I PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezinta o hemoliza intensa sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezinta semne de liza pot
conduce la rezultate neconcludente. Este de preferat (dar nu esential) sa spalati
toate probele de sange cu PBS sau solutie salina izotona inainte de testare.

PRECAUTII

1. Reactivii sunt destinati exclusiv diagnosticului in vitro.

2. Daca un flacon cu reactiv este crapat sau curge, aruncati continutul
imediat.

3. Nu folositi reactivii dupa data de expirare (consultati Eticheta flaconului).

4. Nu folositi reactivii daca observati ca s-a format un precipitat.

5 Purtati echipament de protectie cand manipulati reactivii, cum ar fi manusi
de unica folosinta si un halat de laborator.

6. Reactivii au fost filtrati printr-o membrana de 0,2 ym pentru a reduce
incarcatura biologica, dar nu sunt livrati sterili. Dupa deschiderea
flaconului, reactivul poate fi folosit pana la data de expirare daca nu se
observa o turbiditate marcata, care ar putea indica deteriorarea sau
contaminarea reactivului.

Numarul de referinta al documentului: CEP1600/610/620

Numarul de emitere al documentului: 16/05/2020

7. Reactivii contin < 0,1% azida de sodiu. Azida de sodiu poate fi toxica daca
este ingerata si poate reactiona cu conductele din plumb sau cupru
formand azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8. Nu se cunosc teste care sa garanteze faptul ca produsele derivate din
surse umane sau animale nu prezinta agenti infectiosi. Fiti atenti cand
utilizati si cand eliminati un flacon si continutul acestuia.

ELIMINAREA REACTIVULUI $I CUM SE ACTIONEAZA iN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a
unui loc in caz de stropire, consultati Fisele cu date de securitate ale
materialului, disponibile la cerere.

1. MARTORI S| RECOMANDARI

1. Se recomanda testarea in paralel a unui martor pozitiv si a unui martor
negativ cu fiecare lot de teste. Testele trebuie considerate nevalide daca
probele martor nu prezinta rezultatele prevazute.

2. Intrucat acesti reactivi nu contin potentiatori macromoleculari, este foarte
putin probabil sa fie cauzate reactii fals pozitive la globulele acoperite cu
19G.

3. Specimenele de sange din subgrupele slabe A sau B (de ex., Ax) pot
genera reactii fals negative sau slabe Tn cazul testarii cu lame, placi de
microtitru sau cartele cu gel. Se recomanda retestarea subgrupelor slabe
cu ajutorul tehnicii cu eprubeta.

4. in cazul pacientilor cu varsta mai mare de sase luni, rezultatele determinarii
grupei ABO trebuie confirmate prin testarea serului sau plasmei acestora in
raport cu globulele din grupa A; si B cunoscuta inainte de a confirma in
cazul lor grupa sanguina ABO.

5. Inainte de utilizare, l3sati reactivul sa ajunga la temperatura camerei.
Imediat dupa utilizare, depozitati reactivul inapoi la o temperatura cuprinsa
intre 2 si 8 °C.

6. inTehnici recomandate, un volum reprezinta aproximativ 50 ul cu pipeta

flaconului furnizata.

7.  Utilizarea reactivilor si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

8. Utilizatorul trebuie sa stabileasca in ce masura se pot utiliza reactivii in alte
tehnici.

REACTIVI S| MATERIALE NECESARE

Pipete volumetrice.

Cartele ID Bio-Rad (NaCl, test enzimatic si aglutinine la rece).
Centrifuga ID Bio-Rad.

ID-CellStab sau ID-Diluent 2 Bio-Rad.

Casete sistem Ortho BioVue (neutre).

Centrifuga sistem Ortho BioVue.

Diluant globule rosii 0,8% Ortho

Lame de sticla pentru microscopie sau placi de cartela albe.
Betisoare aplicatoare.

Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Centrifuga pentru eprubete.

Microplaci cu godeuri in forma de U validate.

Centrifuga pentru microplaci.

Agitator pentru placi.

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).
Globule rosii martor pozitiv si negativ:

Anti-A: grupa A (martor pozitiv) si grupa O (martor negativ).
Anti-B: grupa B (martor pozitiv) si grupa O (martor negativ).
Anti-A,B: grupa A si grupa B (martori pozitivi) si grupa O (martor negativ).

TEHNICI RECOMANDATE

A. Tehnica cu eprubeta

1.  Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

2. Puneti intr-o eprubeta etichetata: 1 volum de reactiv Anti-ABO Lorne si 1
volum de suspensie de globule rosii.

3. Amestecati bine si incubati la temperatura camerei timp de 1 minut.

4, Centrifugati toate eprubetele timp de 10 secunde la 1000 rcf sau la un alt
raport adecvat intre timp si forta.

5. Resuspendati usor butonul de hematii si efectuati citirea macroscopica
pentru aglutinare

6. Eprubetele care prezinta un rezultat negativ sau discutabil trebuie incubate
timp de 15 minute la temperatura camerei.

7. Dupa incubare, repetati pasii 4 si 5.

Pagina 1 din 2




B. Tehnica ID Bio-Rad (cartele NaCl, test enzimatic si aglutinine

larece)

1. Pregatiti o suspensie de 0,8% din globulele rosii in ID-CellStab sau ID-
Diluent 2.

2. Indepartati folia de aluminiu de pe mai multe microeprubete, dupa cum este
necesar.

3. Puneti in microeprubeta corespunzatoare: 50 pl de suspensie de globule
rosii si 25 pl de reactiv Anti-ABO Lorne.

4. Centrifugati cartela(ele) ID n centrifuga pentru cartele cu gel Bio-Rad.

5. Efectuati citirea macroscopica pentru aglutinare.

C. Tehnica Ortho BioVue (Casete neutre)

1. Pregatiti o suspensie de 0,8% din globulele rosii in Diluant de globule rosii
Ortho 0,8%.

2. Indepartati folia de aluminiu de pe mai multe camere de reactie, dupa cum

este necesar.

3. Puneti in camera de reactie corespunzatoare: 50 ul de suspensie de
globule rosii si 40 pl de reactiv Anti-ABO Lorne.

4.  Centrifugati caseta(ele) intr-o centrifuga de sistem Ortho BioVue.

5. Efectuati citirea macroscopica pentru aglutinare.

D. Tehnica cu microplaci, care utilizeaza godeuri in forma de U

1. Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

2. Puneti intr-un godeu corespunzator: 1 volum de reactiv Anti-ABO Lorne si
1 volum de suspensie de globule rosii.

3. Amestecati temeinic, de preferinta cu un agitator pentru microplaci, avand
grija sa evitati contaminarea incrucisata intre godeuri.

4. Incubati la temperatura camerei timp de 15 minute (timpul depinde de
utilizator).

5. Centrifugati microplaca timp de 1 minut la 140 rcf sau la un alt raport
adecvat intre timp si forta.

6. Resuspendati butonul celular cu o agitatie atent controlata intr-un agitator
de microplaci

7. Efectuati citirea macroscopica sau cu un cititor automat validat.

8. Orice reactie slaba trebuie reconfirmata prin tehnica cu eprubeta.

E. Tehnica culama

1. Pregatiti o suspensie de 35-45% din globulele rosii in ser, plasma, PBS sau
solutie salina izotona sau utilizati sdnge integral anti-coagulat (in plasma
proprie).

2. Puneti pe o lama de sticla sau o placa de cartela etichetata: 1 volum de
reactiv Anti-ABO Lorne si 1 volum de suspensie de globule rosii.

3. Folosind un betisor aplicator curat, amestecati reactivul si celulele pe o
suprafata de circa 20 x 40 mm.

4. Inclinati incet lama fnainte si thapoi timp de 30 de secunde, amestecand
ocazional si mai mult in intervalul de 1 minut, pastrand lama la temperatura
camerei.

5. Efectuati citirea macroscopica dupa 1 minut la lumina difuza si nu
confundati firele de fibrina cu aglutinarea.
6. Orice reactie slaba trebuie reconfirmata prin tehnica cu eprubeta.

INTERPRETAREA REZULTATELOR TESTULUI

1. Pozitiv: Aglutinarea globulelor rosii constituie un rezultat pozitiv si, in
limitele acceptate ale procedurii de testare, indica prezenta antigenului
ABO corespunzator pe globulele rosii.

2. Negativ: Neaglutinarea globulelor rosii constituie un rezultat negativ si, in
limitele acceptate ale procedurii de testare, indica absenta antigenului ABO
corespunzator pe globulele rosii.

3. Discrepante: Daca rezultatele obtinute cu grupul cu metoda inversa nu
corespund cu grupul cu metoda directd, sunt necesare investigatii
suplimentare.

STABILITATEA REACTIILOR

1. Efectuati citirea testelor cu eprubeta si microplaca imediat dupa
centrifugare.

2.  Testele cu lama ar trebui interpretate dupd maximum un minut pentru a
garanta specificitatea si a evita riscul de a interpreta incorect un rezultat
negativ ca fiind pozitiv din cauza uscarii reactivului.

3. Aveti grija la interpretarea rezultatelor testelor efectuate la alte temperaturi
decét cele recomandate.

LIMITARI

1. Intrucat antigenele ABO nu sunt pe deplin dezvoltate la nastere, pot aparea
reactii mai slabe la specimenele de la nivelul cordonului ombilical si
neonatale.

2. Atunci cand se utilizeaza Anti-A,B monoclonal, specimenele de sange din
subgrupele slabe A sau B (de ex., Ax) pot genera reactii fals negative sau
slabe in cazul testarii cu lame, placi de microtitru sau cartele cu gel. Se
recomanda retestarea subgrupelor slabe cu ajutorul tehnicii cu eprubeta.

3. Intrucat Anti-A monoclonal si Anti-B monoclonal Lorne nu sunt validati
pentru a depista antigene Ax si A3, respectiv Bx si B3, nu sustinem
reactivitatea reactivului monoclonal Anti-A sau Anti-B Tmpotriva acestor
subgrupe A si B slabe.

4. Sangele stocat poate genera reactii mai slabe decat sangele proaspat.

5. Rezultatele fals pozitive sau fals negative pot fi generate si de:

. Contaminarea materialelor folosite in testare
. Depozitarea, concentratia celulara, timpul sau temperatura de
incubatie necorespunzatoare

Numarul de referinta al documentului: CEP1600/610/620

. Centrifugarea necorespunzatoare sau excesiva

. Abaterea de la tehnicile recomandate

. Probele de la nivelul cordonului ombilical contaminate cu gelatina
Wharton

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Tnainte de a fi pus pe piat4, fiecare lot de reactiv monoclonal ABO Lorne a
fost testat conform metodelor de testare recomandate si enumerate in
aceste instructiuni de utilizare. Testele corespund cerintelor de testare
prezentate in numarul/versiunea curenta a ,Guidelines for the Blood
Transfusion Services in the United Kingdom”® (Orientari pentru Serviciile de
transfuzii sanguine din Regatul Unit) si ,Common Technical Specifications”
(Specificatii tehnice comune).

2. Specificitatea anticorpilor monoclonali este demonstrata cu ajutorul unui
panou de celule cu antigen negativ.

3. Forta reactivilor a fost testata in raport cu standardele de referinta privind
forta minima obtinute de la Institutul National de Standarde Biologice si
Control (NIBSC):

. Standard de referinta Anti-A 03/188 si / sau
. Standard de referinta Anti-B 03/164

4. Anti-B Lorne nu reactioneaza cu globulele rosii ,B dobandit”.

5. Reactivii monoclonali ABO Lorne nu detecteaza criptoantigene, cum ar fi T,
Tn sau Cad.

6.  Controlul calitatii reactivilor a fost efectuat cu globule rosii cu fenotipuri care
au fost verificate de un centru pentru transfuzii sanguine din Regatul Unit si
care au fost spalate cu PBS sau solutie salina izotona inainte de utilizare.

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivilor in cazul
utilizarii altor metode decét cele mentionate in Tehnici recomandate.

2. Orice algatere de la Tehnicile recomandate trebuie validata inainte de
utilizare”.

BIBLIOGRAFIE

1. Marion E.Reid & Christine Lomas-Francis, Blood Group Antigens &
Antibodies, SBB Books, New York 2007; pagina 181.

2. Issitt PD. Applied Blood Group Serology, 3" Edition. Montgomery Scientific,
Miami 1985; capitolul 6.

3. Guidelines for the Blood Transfusion Service in the United Kingdom, 6™
Edition 2002. The Stationary Office.

4. AABB Technical Manual, 16" edition, AABB 2008.

5. British Committee for Standards in Haematology, Blood Transfusion Task
Force. Recommendations for evaluation, validation and implementation of
new techniques for blood grouping, antibody screening and cross
matching. Transfusion Medicine, 1995, 5, 145-150.

DIMENSIUNI REACTIV DISPONIBILE

Marime Numar de catalog Teste per flacon
flacon
. 10 ml 600010 200
Anti-A 1000 m 600000 20.000
monoclonal
5000 ml 600000X5* 100.000
) 10 mi 610010 200
Anti-B 1000 ml 610000 20.000
monoclonal
5000 ml 610000X5* 100.000
. 10 ml 620010 200
Anti-A.B 1000 m 620000* 20.000
monoclonal
5000 ml 620000X5* 100.000

Numarul de emitere al documentului: 16/05/2020

*Aceasta marime este valabila numai pentru utilizare de fabricatie
suplimentara (FFMU) si, prin urmare, nu are marcajul CE.
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MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-A, Anti-B and Anti-A,B Monoclonal:

&b LORNE ce

I LABORATORIES 1434

For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

In 1900, Landsteiner discovered the serum of some people would agglutinate the
red cells of others. Four common phenotypes are now recognised: 0, A, B and AB.
Subgroups of A and B have since been identified.

Farward Group Reverse Group ABO Caucasians
A | A1 A2 B Phenotype %’
+ 0 + 0 0 + A 3
0 + + + + 0 B
0 0 0 + + + 0 4
+ + + 0 0 0 AB 4
INTENDED PURPOSE

The ABO reagents are blood grouping reagents intended to be used to
qualitatively determine the presence or absence of the A and or B antigens on
the red cells of blood donors or patients requiring a blood transfusion when
tested in accordance with the recommended techniques stated in this IFU.

PRINCIPLE

The reagents contain antibodies against the appropriate A and/or B antigen

on human red cells and will cause direct agglutination (clumping) of red cells
that carry the corresponding ABO antigen. No agglutination generally indicates
the absence of the corresponding ABO antigen on human red cells (see
Limitations).

REAGENT

Lorne Monoclonal IgM ABO blood grouping reagents contain mouse monoclonal
antibodies diluted in a phosphate buffer containing sodium chloride, EDTA and
bovine albumin. The reagents do not contain or consist of CMR substances,

or endocrine disrupting substances or that could result in sensitisation or an
allergic reaction by the user. Each reagent is supplied at optimal dilution for use
with all the recommended techniques stated below without the need for further
dilution or addition. For lot reference number and expiry date see Vial Label.

Product Cell Line/Clone Colour Dye Used
Anti-A 9113D10 Blue Patent Blue
Anti-B 9621A8 Yellow Tartrazine

Anti-AB 152D12 + 9113D10 + EST5 Colourless None

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —25°C as described in document BS EN IS0 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as

a clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic saline
before being tested.

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only.

. If areagent vial is cracked or leaking, discard the contents immediately.

. Do not use the reagents past the expiration date (see Vial Label).

. Do not use the reagents if a precipitate is present.

. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

. The reagents have been filtered through a 0.2 um capsule to reduce the
bio-burden, but are not supplied sterile. Once a vial has been opened the
contents should remain viable up until the expiry date as long as there is no
marked turbidity, which can indicate reagent deterioration or contamination.

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if

ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. No known tests can guarantee that products derived from human or animal

sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. ltis recommended a positive control and a negative control be tested in
parallel with each batch of tests. Tests must be considered invalid if controls
do not show expected results.

o abswN

. Since these reagents do not contain macromolecular potentiators, it is very

unlikely that false positive reactions are caused with IgG coated cells.

. Blood specimens of weak A or B subgroups (e.g Ax) may give rise to false

negative or weak reactions when tested using slides, microtitre plates or gel
cards. Itis advisable to re-test weak subgroups using tube technique.

. Individuals older than six months should have their ABO blood-grouping

results confirmed by testing their serum or plasma against known group A,
and B cells before their ABO blood group can be confirmed.

. Before use, let the reagent warm up to room temperature. As soon as the

reagent has been used, put the reagent back in storage at 2-8°C.

. In the Recommended Techniques one volume is approximately 50ul when

using the vial dropper provided.

. The use of the reagents and the interpretation of results must be carried

out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

. The user must determine the suitability of the reagents for use in other

techniques.

REAGENTS AND MATERIALS REQUIRED

Applicator sticks.

Automatic plate reader.

Bio-Rad ID-Cards (NaCl, enzyme test and cold agglutinins).
Bio-Rad ID-Centrifuge.

Bio-Rad ID-CellStab or ID-Diluent 2.

Glass microscope slides or white card tiles.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

Microplate centrifuge.

Ortho BioVue System Cassettes (Neutral).

Ortho BioVue System Centrifuge.

Ortho 0.8% Red Cell Diluent.

Plate shaker.

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive and negative control red cells:

Anti-A: group A (positive control) and group O (negative control).
Anti-B: group B (positive control) and group O (negative control).
Anti- A|§3 group A and group B (positive controls) and group O (negative
control

Test tube centrifuge.

Validated “U” well microplates.

Volumetric pipettes.

RECOMMENDED TECHNIQUES

o Ohs W NSO Oh WSO O WS N 901 R NaD

. Tube Technique
. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
. Place in a labelled test tube: 1 volume of Lorne Anti-ABO reagent and 1 volume

of red cell suspension.

. Mix thoroughly and incubate at room temperature for 1 minute.
. Gentrifuge all tubes for 10 seconds at 1000 rcf or for a suitable alternative time

and force.

. Gently resuspend red cell button and read macroscopically for agglutination

Any tubes, which show a negative or questionable result, should be incubated
for 15 minutes at room temperature.

. Following incubation, repeat steps 4 and 5.

. Bio-Rad-ID Technique (NaCl, enzyme test and cold aglutinins cards)
. Prepare a 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.

Remove aluminium foil from as many microtubes as needed.

. Place in appropriate microtube: 50ul of red cell suspension and 25ul of

Lorne Anti-ABO reagent.

. Centrifuge ID-Card(s) in the Bio-Rad gel card centrifuge.
. Read macroscopically for agglutination.

. Ortho BioVue Technique (Neutral cassettes)
. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.

Remove aluminium foil from as many reaction chambers as needed.
Place in appropriate reaction chamber: 50ul of red cell suspension and 40ul
of Lorne Anti-ABO reagent.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

Read macroscopically for agglutination.

. Microplate Technique, using “U” wells
. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
. Place in the appropriate well: 1 volume Lorne Anti-ABO reagent and 1

volume red cell suspension.

. Mix thoroughly, preferably using a microplate shaker, taking care to avoid

cross-well contamination.

. Incubate at room temperature for 15 minutes (time dependant on user).
. Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative

time and force.

. Resuspend the cell buttons using carefully controlled agitation on a

microplate shaker
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7. Read macroscopically or with a validated automatic reader.

8. Any weak reactions should be repeated by the tube technique.
E

1

. Slide Technique
. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or
Isotonic saline or use anti-coagulated whole blood (in its own plasma).
2. Place on a labelled glass slide or card tile: 1 volume of Lorne Anti-ABO
reagent and 1 volume of red cell suspension.
3. Using a clean applicator stick, mix reagent and cells over an area of about
20 x 40 mm.
4. Slowly tilt the slide back and forth for 30 seconds, with occasional further
mixing during the 1-minute period, maintaining slide at room temperature.
5. Read macroscopically after 1 minute over a diffuse light and do not mistake
fibrin strands as agglutination.
6. Any weak reactions should be repeated by the tube technique.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the
appropriate ABO antigen on the red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the appropriate ABO antigen on the red cells.

3. Discrepancies: If the results obtained with reverse group don’t correlate with
forward group, further investigation is required.

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests immediately after centrifugation.

2. Slide tests should be interpreted after a maximum of one minute to ensure
specificity and to avoid the possibility a negative result may be incorrectly
interpreted as positive due to drying of the reagent.

3. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1. ABO antigens are not fully developed at birth and so weaker reactions may
therefore occur with cord or neonatal specimens.

2. When using Monoclonal Anti-A,B, blood specimens of weak A or B
subgroups (e.g Ax) may give rise to false negative or weak reactions when
tested using slides, microtitre plates or gel cards. It is advisable to re-test
weak subgroups using the tube technique.

3. Lorne monoclonal Anti-A and monoclonal Anti-B are not validated to detect
Ax and A3 or Bx and B3 antigens resp and we therefore do not claim
reactivity of the monoclonal Anti-A or Anti-B reagent against these weak A
and B sub-groups.

. Stored blood may give weaker reactions than fresh blood.

. False positive or false negative results may also occur due to:

« Contamination of test materials

« Improper storage, cell concentration, incubation time or temperature
« Improper or excessive centrifugation

« Deviation from the recommended techniques

« Cord samples contaminated with Wharton’s jelly

SPECIFIC PERFORMANCE CHARACTERISTICS
. Prior to release, each lot of Lorne ABO monoclonal reagent was tested using
the recommended test methads listed in this IFU. The tests comphed with
the test requirements as stated in the current version/issue of the ‘Guidelines
for the Blood Transfusion Services in the United Kingdom’ and the ‘Common
Technical Specifications’.

2. Specificity of source monoclonal antibodies is demonstrated using a panel

of antigen-negative cells.

3. The potency of the reagents has been tested against the following minimum
potency reference standards obtained from National Institute of Biological
Standards and Controls (NIBSC): Anti-A reference standard 03/188 And / Or
Anti-B reference standard 03/164

. Lorne Anti-B does not react with “Acquired-B” red cells.

X LoréledMonocIonaI ABO reagents do not detect crypt antigens such as T, Tn
or Cad.

6. The Quality Control of the reagents was performed using red cells with

phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1. The user is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Techniques.

2. Any d%viations from the Recommended Techniques should be validated prior
to use®.

BIBLIOGRAPHY

1. Marion E. Reid and Christine Lomas-Francis, Blood Group Antigens and
Antibodies, SBB Books, New York 2007; Page 181.

2. Issitt PD. Applied Blood Group Serology, 3rd Edition. Montgomery Scientific,
Miami 1985; Chapter 6

3. Guidelines for the Blood Transfusion Service in the United Kingdom 6th

(SIS
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4. AABB Technical Manual, 16th Edition, AABB 2008.

5. British Committee for Standards in Haematology, Blood Transfusion Task
Force. Recommendations for evaluation, validation and implementation of
new techniques for blood grouping, antibody screening and cross matching.
Transfusion Medicine, 1995, 5, 145-150.

AVAILABLE REAGENT SIZES
Vial Size _Catalogue Number Tests Per Vial
Anti-A Monoclonal 10 ml 10 200
1000 ml 600000 20,000
5000 mI 600000X5* 100,000
Anti-B Monoclonal 10 ml 10010 200
1000 ml 610000 20,000
5000 ml 610000X5% 100,000
Anti-A,B Monoclonal 10 ml 620010 200
1000 ml 620000 20,000
5000 ml 620000X5 100,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked
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LORNE LABORATORIES LTD.
MAREA BRITANIE

REACTIVI LECTIN PENTRU DETERMINAREA GRUPEI SANGUINE

INSTRUCTIUNI DE UTILIZARE

Anti-A; Lectin: Pentru tehnica cu eprubeta:

REZUMAT

Antigenul A; este un subgrup al grupului A si a fost descoperit in 1910. De obicei,
Anti-A; nu este reactiv la 37 °C; totusi exemplele reactive la 37 °C si predominant
IgM pot provoca distrugerea globulelor rosii in vivo. Aproximativ 78%° din
persoanele cu grupa A sunt A; si 22%° sunt A,, proportii asemanatoare se aplica
persoanelor cu AB.

SCOPUL PROPUS

Acesta este un reactiv pentru determinarea grupei sanguine, destinat a fi folosit
pentru a determina calitativ prezenta sau absenta antigenului A; (ABO4) pe
globulele rosii ale donatorilor de sange sau ale pacientilor care au nevoie de o
transfuzie sanguina in cazul testarii conform tehnicilor recomandate si prezentate
n aceste instructiuni de utilizare.

PRINCIPIUL

Reactivul contine glicoproteine ce provin din samanta de Dolichos biflorus care
provoaca aglutinarea (aglomerarea) globulelor rosii purtatoare ale antigenului A;
dupa centrifugare. Neaglutinarea (neaglomerarea) indica, in general, absenta
antigenului A; (consultati Limitari).

REACTIV

Reactivul Anti-A; Lectin Lorne pentru determinarea grupei sanguine este
preparat dintr-un extract din seminte de Dolichos biflorus, diluat cu o solutie de
clorura de sodiu ce contine albumina bovina. Reactivul nu contine sau nu este
compus din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Reactivul este furnizat la diluarea optima pentru utilizare cu toate
tehnicile recomandate prezentate mai jos, fara sa mai fie necesara diluarea sau
adaugarea suplimentard. Pentru numarul de referintd al lotului si data de
expirare, consultati Eticheta flaconului.

DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 2 si 8 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatii reactivilor. Acest reactiv a fost supus
unor studii de stabilitate la transport la 37 °C si —25 °C, conform precizérilor din
documentul BS EN I1SO 23640:2015.

RECOLTAREA $I1 PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezintd o hemolizd intensd sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezintda semne de liza pot
conduce la rezultate neconcludente. Este de preferat (dar nu esential) sa spalati
toate probele de sange cu PBS sau solutie salina izotona inainte de testare.

PRECAUTII

1. Reactivul este destinat exclusiv diagnosticului in vitro.

2. Daca un flacon cu reactiv este crapat sau curge, aruncati continutul
imediat.

3. Nu folositi reactivul dupa data de expirare (consultati Eticheta flaconului).

4. Nu folositi reactivul daca observati ca s-a format un precipitat.

5 Purtati echipament de protectie cand manipulati reactivii, cum ar fi manusi
de unica folosinta si un halat de laborator.

6. Reactivul a fost filtrat printr-o membrana de 0,2 ym pentru a reduce
incarcatura biologica, dar nu este livrat steril. Dupa deschiderea flaconului,
reactivul poate fi folosit pana la data de expirare daca nu se observa o
turbiditate marcatd, care ar putea indica deteriorarea sau contaminarea
reactivului.

7. Reactivul contine <0,1% de azida de sodiu. Azida de sodiu poate fi toxica
daca este ingerata si poate reactiona cu conductele din plumb sau cupru
forménd azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8. Nu se cunosc teste care sa garanteze faptul ca produsele derivate din
surse umane sau animale nu prezinta agenti infectiosi. Fiti atenti cand
utilizati si cand eliminati un flacon si continutul acestuia.

ELIMINAREA REACTIVULUI SI CUM SE ACTIONEAZA iIN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a

unui loc in caz de stropire, consultati Figsele cu date de securitate ale
materialului, disponibile la cerere.

Numarul de referinta al documentului: CEP1116

Numarul de emitere al documentului: 8/06/2020

MARTORI S| RECOMANDARI

1. Se recomanda testarea in paralel a unui martor pozitiv (ideal, celule din
grupa A;B) si a unui martor negativ (celule din grupa A;) cu fiecare lot de
teste. Testele trebuie considerate nevalide daca probele martor nu prezinta
rezultatele prevazute.

2. Inainte de utilizare, lasati reactivul sa ajunga la temperatura camerei.
Imediat dupa utilizare, depozitati reactivul inapoi la o temperatura cuprinsa
ntre 2 si 8 °C.

3. In Tehnici recomandate, un volum reprezint& aproximativ 50 pl cu pipeta

flaconului furnizata.

4. Utilizarea reactivului si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivul.

5. Utilizatorul trebuie sa stabileasca in ce masura se poate utiliza reactivul in
alte tehnici.

REACTIVI $| MATERIALE CARE SUNT NECESARE, DAR NU SUNT
FURNIZATE

Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).
Globule rosii martor pozitiv (grupa A;B) si negativ (grupa A,).
Centrifuga pentru eprubete.

Pipete volumetrice.

TEHNICA RECOMANDATA
A. Tehnica cu eprubeta

1.  Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

2. Puneti intr-o eprubeta etichetata: 1 volum de reactiv Anti-A; Lorne si 1
volum de suspensie de globule rosii.

3. Amestecati bine si apoi centrifugati toate eprubetele timp de 20 de secunde
la 1000 rcf sau la un alt raport adecvat intre timp si forta.

4.  Resuspendati usor butonul de hematii si efectuati citirea macroscopica
pentru aglutinare

INTERPRETAREA REZULTATELOR TESTULUI

1. Pozitiv: Aglutinarea globulelor rosii constituie un rezultat pozitiv si, in
limitele acceptate ale procedurii de testare, indica prezenta antigenului A,
pe globulele rosii.

2. Negativ: Neaglutinarea globulelor rosii constituie un rezultat negativ si, in
limitele acceptate ale procedurii de testare, indica absenta antigenului A;
pe globulele rosii.

3. Discrepante: Daca rezultatele obtinute cu grupul cu metoda inversa nu
corespund cu grupul cu metoda directd, sunt necesare investigatii
suplimentare.

STABILITATEA REACTIILOR

1. Citirea testelor cu eprubeta trebuie realizatd imediat dupa centrifugare.
Orice intarziere poate provoca disocierea complexelor antigen-anticorp,
generand reactji fals negative sau slab pozitive.

2. Aveti grija la interpretarea rezultatelor testelor efectuate la alte temperaturi
decat cele recomandate.

LIMITARI

1.  Anti-A; poate reactiona cu eritrocitele Tn-poliaglutinabile sau Cad-pozitive

2. Sangele de la nivelul cordonului ombilical si specimenele de la nou-nascuti
nu pot fi tipizate cu precizie cu Anti-A; Lectin deoarece antigenul A; nu este
pe deplin dezvoltat la globulele rosii pana la varsta de sase luni.

3. In cazul pacientilor cu varsta mai mare de sase luni, rezultatele determinarii
grupei ABO trebuie confirmate prin testarea serului sau plasmei acestora in
raport cu globulele din grupa A; si B cunoscuta inainte de a confirma in
cazul lor grupa sanguina ABO.

4. Sangele stocat poate genera reactii mai slabe decat sangele proaspat.

5.  Reazultatele fals pozitive sau fals negative pot fi generate si de:

. Contaminarea materialelor folosite in testare

. Depozitarea, concentratia celulara, timpul sau temperatura de
incubatie necorespunzatoare

. Centrifugarea necorespunzatoare sau excesiva

. Abaterea de la tehnicile recomandate

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. inainte de a fi pus pe piat3, fiecare lot de reactiv a fost testat conform
metodelor de testare recomandate si enumerate in aceste instructiuni de
utilizare. Testele corespund cerintelor de testare prezentate fin
numarul/versiunea curentd a ,Guidelines for the Blood Transfusion
Services in the United Kingdom” (Orientari pentru Serviciile de transfuzii
sanguine din Regatul Unit).
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2.

Controlul calitatii reactivilor a fost efectuat cu globule rosii cu fenotipuri care
au fost verificate de un centru pentru transfuzii sanguine din Regatul Unit si
care au fost spalate cu PBS sau solutie salina izotona Tnainte de utilizare.

DECLINAREA RESPONSABILITATII

1.

2.

Utilizatorul este singurul responsabil pentru performanta reactivului in cazul

utilizarii altor metode decét cele mentionate in Tehnici recomandate.

Orice abatere de la Tehnicile recomandate trebuie validata nainte de
s 5

utilizare”.
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LORNE LABORATORIES LTD.
GREAT BRITAIN

LECTIN BLOOD GROUPING REAGENTS
DIRECTIONS FOR USE

Anti-A; Lectin: For Tube Technique.

SUMMARY

A1 antigen is a subgroup of A and was discovered in 1910. Anti-A is usually non-
reactive at 37°C, however examples reactive at 37°C and predominately IgM can
cause in vivo red blood cell destruction. About 78%32 of group A people are A:
and 22%?3 are Az, similar proportions apply among AB people.

INTENDED PURPOSE

This reagent is a blood grouping reagent intended to be used to qualitatively
determine the presence or absence of the A: antigen (ABO4) on the red cells of
blood donors or patients requiring a blood transfusion when tested in accordance
with the recommended techniques stated in this IFU.

PRINCIPLE

The reagent contains glycoproteins of Dolichos biflorus seed origin that will
cause agglutination (clumping) of red cells that carry the A1 antigen, after
centrifugation. No agglutination (no clumping) generally indicates the absence of
the A antigen (see Limitations).

REAGENT

Lorne Anti-A; Lectin blood grouping reagent is prepared from an extract of
Dolichos biflorus seeds, diluted with a sodium chloride solution containing bovine
albumin. The reagent does not contain or consist of CMR substances, or
endocrine disrupting substances or that could result in sensitisation or an allergic
reaction by the user. The reagent is supplied at optimal dilution for use with all
recommended techniques stated below without the need for further dilution or
addition. For lot reference number and expiry date see Vial Label.

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C and
—25°C as described in document BS EN ISO 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as a
clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic
saline before being tested.

PRECAUTIONS

The reagent is intended for in vitro diagnostic use only.

If a reagent vial is cracked or leaking, discard the contents immediately.

Do not use the reagent past the expiration date (see Vial Label).

Do not use the reagent if a precipitate is present.

Protective clothing should be worn when handling the reagents, such as

disposable gloves and a laboratory coat.

The reagent has been filtered through a 0.2 pm capsule to reduce the bio-

burden, but is not supplied sterile. Once a vial has been opened the

contents should remain viable up until the expiry date as long as there is no

marked turbidity, which can indicate reagent deterioration or contamination.

7.  The reagent contains < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. No known tests can guarantee that products derived from human or animal

sources are free from infectious agents. Care must be taken in the use and

disposal of each vial and its contents.

arwONE
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DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. It is recommended a positive control (ideally group AiB cells) and a
negative control (group Az cells) be tested in parallel with each batch of
tests. Tests must be considered invalid if controls do not show expected
results.

2. Before use, let the reagent warm up to room temperature. As soon as the
reagent has been used, put the reagent back in storage at 2-8°C.

3. In the Recommended Techniques one volume is approximately 50pl
when using the vial dropper provided.

4. The use of the reagent and the interpretation of results must be carried out
by properly trained and qualified personnel in accordance with the
requirements of the country where the reagent is in use.

5. User must determine suitability of the reagent for use in other techniques.

Document reference number: CEPI116

Document issue number: 8/06/2020

REAGENTS AND MATERIALS REQUIRED BUT NOT PROVIDED

Glass test tubes (10 x 75 mm or 12 x 75 mm).

PBS solution (pH 6.8—7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive (group AiB) and negative (group Az) control red cells.
Test tube centrifuge.

Volumetric pipettes.

RECOMMENDED TECHNIQUES
A. Tube Technique

1. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

2. Place in a labelled test tube: 1 volume Lorne Anti-A: reagent and 1 volume
red cell suspension.

3. Mix thoroughly and then centrifuge all the tubes for 20 seconds at 1000 rcf
or for a suitable alternative time and force.

4. Gently resuspend red cell button and read macroscopically for agglutination

INTERPRETATION OF TEST RESULTS

1.  Positive: Agglutination of red cells constitutes a positive test result and
within the accepted limitations of the test procedure, indicates the presence
of A1 antigen on the red cell.

2. Negative: No agglutination of red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of A1 antigen on the red cells.

3. Discrepancies: If the results obtained with reverse group don'’t correlate
with forward group, further investigation is required.

STABILITY OF THE REACTIONS

1. Tube tests must be read immediately after centrifugation. Delays may
cause dissociation of antigen-antibody complexes leading to false negative,
or weak positive reactions.

2. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1.  Anti-A: may react with Tn-polyagglutinable or Cad-positive cells

2. Cord blood and specimens from infants cannot be accurately typed using
Anti-A; Lectin since the Ax antigen is not fully developed on red blood cells
until the age of six months.

3. Individuals older than six months should have their ABO blood-grouping
results confirmed by testing their serum or plasma against known group A
and B cells before their ABO blood group can be confirmed.

4. Stored blood may give weaker reactions than fresh blood.

5. False positive or false negative results may also occur due to:

. Contamination of test materials

. Improper storage, cell concentration, incubation time or temperature
. Improper or excessive centrifugation

. Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

1. Prior to release, each lot of reagent was tested using the recommended
test methods listed in this IFU. The tests complied with the test
requirements as stated in the current version/issue of the “Guidelines for
the Blood Transfusion Services in the United Kingdom”.

2. The Quality Control of the reagents was performed using red cells with
phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1.  The user is responsible for the performance of the reagent by any method
other than those mentioned in the Recommended Techniques.

2. Any deviations from the Recommended Techniques should be validated
prior to useS.
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AVAILABLE REAGENT SIZES

Vial Size Catalogue Number Tests per vial
5ml 116005 100
1000 ml 116000* 20,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore
not CE marked.
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Tel: +44 (0) 118 921 2264
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REAGENTII DE GROUP MONOCLONAL.

INSTRUCTIUNILE DE UTILIZARE
Anti-D Clone 1 si Clone 2 Monoclonal: pentru tub, DiaMed-1D, Ortho BioVue, tehnici de microplaci si
diapozitive.

REZUMAT
Sistemul Rh de grup sanguin a fost descoperit in 1940. Antigenul D este cel mai mult clinic semnificativ non-ABO de celule rosii de
sange si a fost implicat in provocand reactii hemolitice de transfuzie si boala hemolitica a nou-nascutului.

Anti -D Fenotip Caucasieni % Afro -Americani %
+ Rh D +ve 85 72
0 Rh D -ve 15 28

PRINCIPIU
Reactivii vor cauza aglutinarea directd (clumping) a celulelor rosii test care poarta antigenul D. Nici o aglutinare nu indica in general
absenta antigenului D (vezi Limitari).

REACTIV

Lorne monoclonal IgM Anti-D Clone 1 si Clone 2 reactivi de grupare sanguind sunt reactivi cu proteine scazute care contin un
anticorp IgM monoclonal uman diluat cu clorura de sodiu (0,9 g%), albumina bovina (3 g%) si potentiatori macromoleculati. La
introducerea esantioanelor pacientului, fiecare reactiv va aglutina direct celulele Rh pozitive, inclusiv majoritatea variantelor (dar nu
si DVI) si o proportie mare de fenotipuri D (Du) slabe atunci cand se utilizeaza tehnicile recomandate. Fiecare reactiv este furnizat la
o dilutie optima pentru utilizarea pe esantioanele pacientului cu toate tehnicile recomandate mentionate mai jos, fara a mai fi
necesara o continuare diluare sau adaugare. Pentru numarul de referinta al lotului si data de expirare, consultati Eticheta flaconului.

Produs Linie celulara / clona
Anti —D Clone 1 RUM-1
Anti —D Clone 2 MS-201

EXPUNEREA FATA A ANTIGENULUI RhD

Termenul colectiv Du este utilizat pe scara larga pentru a descrie celulele rosii care au o exprimare mai slaba a antigenului D decét in
mod normal. Termenul D slab indicd indivizii cu un numar redus de situsuri antigenice complete D pe celula rosie. Termenul partial
D denota indivizi cu epitop de antigen D lipsa. Celulele Dvr sunt o categorie D partiald, care nu are cele mai multe epitopi D. Ambii
reactivi ai clonei 1 si clonei 2 vor detecta cele mai multe exemple de celule rosii partiale si slabe D prin aglutinare directa, dar nu vor
detecta celule Dvr.

DEPOZITARE

Flacoanele cu reactiv trebuie pastrate la 2 - 8°C la primire. Depozitare prelungita la temperaturile din afara acestui interval pot duce
la pierderea accelerata a reactivului reactivitate. Acest reactiv a fost supus unor studii de stabilitate la transport la 37 ° C si -25 ° C
conform descrierii din documentul EN13640: 2002.

COLECTAREA SI PREGATIREA DE PROBE

Probele de sange trase cu sau fard anticoagulant pot fi utilizate pentru antigen tastare. Daca testarea este ntarziata, depozitati
specimenele la 2-8 ° C. EDTA si citrat esantioanele ar trebui sa fie tiparite in termen de 7 zile de la colectare. Probele colectate in
ACD, CPD sau CPDA-1 pot fi testate pana la 35 de zile de la data de retragere. Toate probele de sange trebuie spélate cel putin de
doud ori cu PBS sau solutie salina izotonica inainte de a fi testate. Probele care prezinta dovezi de liza pot da rezultate nesigure.



PRECAUTII

1. Reactivii sunt destinati numai pentru diagnosticul in vitro.

2. Daca un flacon de reactiv este crapat sau scurs, aruncati imediat continutul.

3. Nu utilizati reactivii dupa data expirarii (vezi Eticheta flaconului).

4. Nu utilizati reactivii daca existd un precipitat.

5. La manipularea reactivilor, cum ar fi manusi de unica folosinta si un strat de laborator.

6. Reactivii au fost fitieriti printr-o capsuld de 0,2 pm pentru a reduce povara biologica. Odata ce un flacon a fost deschis, continutul
trebuie s ramana viabil pana la data de expirare, atat timp cat nu exista turbiditate marcata, ceea ce poate indica deteriorarea sau
contaminarea reactivilor.

7. Reactivii contin <0,1% azida de sodiu. Azida de sodiu poate fi toxica daca este ingerata si poate reactiona cu plumbul din plumb si
cupru pentru a forma azide metalice explozive. Inlaturati-le cu cantititi mari de apa.

8. Materialele utilizate pentru producerea produselor au fost testate la sursa si s-au dovedit a fi negative pentru anticorpii HIV 1 + 2
si HCV si HBsAg utilizand teste microbiologice aprobate.

9. Niciun teste cunoscut nu poate garanta ca produsele derivate din surse umane sau animale nu contin agenti infectiosi. Trebuie sa se
acorde atentie utilizarii si eliminarii fiecarui flacon si a continutului acestuia

ELIMINAREA REACTIVULUI SI DEZVOLTAREA SPALARILOR
Pentru informatii despre eliminarea reactivului si despre decontaminarea unui loc de scurgere, consultati Fise tehnice de securitate
pentru materiale, disponibile la cerere.

CONTROALE SI RECOMANDARI

1. Se recomanda un control pozitiv (in mod ideal celulele R1r), un control negativ (celule rr ideale) si un control negativ al
reactivilor (cum ar fi Lorne Negative Control, catalogul # 650010) sa fie testate in paralel cu fiecare lot de teste. Testele trebuie
considerate nevalabile daca controalele nu prezinta rezultatele asteptate.

2. Cand tastati eritrocitele de la un pacient este important ca un reactiv sa fie negativ controlul este inclus, deoarece potentiatorii
macromoleculati ai reactivului pot produce reactii false pozitive cu celule acoperite cu IgG, de ex. in cazurile de AIHA sau HDN. Se
recomanda controlul negativ Lorne pentru reactivii monoclonali anti-D (Cat # 650010).

3. Variantele de antigen slabe si partiale D sunt slab detectate de cardul de gel, microtitrare si tehnica de diapozitive. Se recomanda
sa fie slab si partial D sunt testate folosind tehnica de testare a tuburilor.

4. in Tehnicile Recomandate, un volum este de aproximativ 50ul cind se utilizeazi picuratorul de flacon furnizat.

5. Utilizarea reactivilor si interpretarea rezultatelor trebuie sa fie efectuate de personal bine instruit si calificat, in conformitate cu
cerintele tarii in care reactivii sunt utilizati.

6. Utilizatorul trebuie sa determine compatibilitatea reactivilor pentru utilizarea in alte tehnici.

REACTIVI SI MATERIALE NECESARE

* Aplicatori.

« Cititor automat de placa.

¢ Carduri de identitate DiaMed (Neutru).

 DiaMed ID-Centrifuge.

» DiaMed ID-CellStab.

* Diapozitive cu microscop din sticla.

* Tuburi de testare din sticla (10 x 75 mm sau 12 X 75 mm).
* Centrifuga cu microplaci.

* Casete Ortho BioVue System (Neutru).

* Ortho BioVue System Centrifuge.

* Ortho 0,8% Diluant pentru celule rosii.

* Agitator de placa.

* solutie PBS (pH 6,8-7,2) sau solutie salina izotonica (pH 6,5-7,5).
* celule rosii pozitive (in mod ideal R1r) si negative (1r).

* Centrifuga cu tub de testare.

* microplaci cu valori "U" validate.

* Pipete volumetrice.

TEHNICI RECOMANDATE

A. Tehnica tubului

1. Se prepara o suspensie de 2-3% de celule rosii de test spalate in PBS sau solutie salind izotonica.

2. Asezati intr-un tub de etichetare etichetat: 1 volum de reactiv Lorne Anti-D si 1 volum de suspensie de test pentru eritrocite.
3. Se amesteca bine si se centrifugheaza toate tuburile timp de 20 de secunde la 1000 rcf sau pentru un timp si forta alternative
adecvate.



4. Resuspendati usor butonul de celule rosii si cititi macroscopic pentru aglutinare

5. Orice tuburi care prezintd un rezultat negativ sau dubios (cum se poate intdmpla in cazul probelor slabe D) trebuie incubate timp
de 15 minute la temperatura camerei.

6. Dupa incubare, repetati pasii 3 si 4.

B. Tehnica de tipare micro-diaMed-1D

1. Se prepara o suspensie de 0,8% de celule rosii de testare spalate in ID-CellStab.

2. indepirtati folia de aluminiu din cit mai multe microtuburi, dupa cum este necesar.

3. Amplasati in microtubul corespunzator: 50ul suspensie de test de celule rosii si 25ul de Lorne Anti-D.
4. Centrifugati cardul (ID-urile) de identitate intr-o0 centrifuga cu card de gel Diamed.

5. Cititi macroscopic pentru aglutinare.

C. Tehnica de tiparire Ortho BioVue (carduri neutre)

1. Se prepara o suspensie de 0,8% de celule rosii testate spalate in diluant Ortho de celule rosii de 0,9%.

2. Indepirtati folia de aluminiu din cat mai multe camere de reactie, dupa cum este necesar.

3. Amplasati in camera de reactie adecvata: 50 pl de suspensie de celule rosii test si 40 pl de reactiv Lorne Anti-D.
4. Centrifuge caseta (e) intr-o Centrifuga Ortho BioVue System.

5. Cititi macroscopic pentru aglutinare.

D. Tehnica microplacilor, folosind sondele "U"

1. Se prepara o suspensie de 2-3% de celule rosii testate spalate in PBS sau solutie salina izotonica.

. Asezati in godeul corespunzator: 1 volum de reactiv Lorne Anti-D si 1 suspensie de test pentru celule rosii.

. Se amesteca bine, de preferinta folosind un agitator de microplaci, avand grija sa se evite contaminare transversala.
. Incubeaza la temperatura camerei timp de 15 minute (timpul depinde de utilizator).

. Centrifuge microplaciul timp de 1 minut la 140 rcf sau pentru un timp si forta alternative adecvate.

. Resuspendati butoanele celulare utilizand agitatie controlata atent pe a microplaci

. Cititi macroscopic sau cu un cititor automat validat.

. Orice reactie slaba trebuie repetata prin tehnica tubului.
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E. Tehnica diapozitivelor

1. Se prepara o suspensie de eritrocite de 35-45% 1n ser, plasma sau PBS sau solutie salind izotonica.

2. Asezati pe o placa de sticla eticheta: 1 volum de reactiv Lorne Anti-D si 1volumul suspensiei de test pentru eritrocite.

3. Folosind un stick de aplicator curat, amestecati reactivul si celulele pe o suprafatd de aproximativ 20 x 40 mm.

4. nclinati usor glisorul inainte si inapoi timp de 30 de secunde, ocazional in continuare amestecarea in timpul perioadei de 2minute,
mentinand glisarea la temperatura camerei.

5. Cititi macroscopic dupd 2 minute pe o lumina difuza si nu greseala firelor de fir ca aglutinare.

6. Orice reactie slaba trebuie repetata prin tehnica tubului.

INTERPRETAREA REZULTATELOR TESTELOR

1. Pozitive: Aglutinarea celulelor rosii de testare reprezintd un rezultat pozitiv al testului si, in cadrul limitarilor acceptate ale
procedurii de testare, indica prezenta antigenului D pe celulele rosii de test.

2. Negativ: nici o aglutinare a celulelor rosii test nu reprezinta un rezultat negativ si in limitele acceptate ale procedurii de testare,
indica absenta antigenului D pe celulele rosii test.

3. Se vor exclude rezultatele testelor de celule care sunt aglutinate folosind controlul negativ al reactivului, deoarece aglutinarea este
cel mai probabil cauzata de efectul potentatorilor macromoleculari in reactiv asupra celulelor sensibilizate.

STABILITATEA REACTIILOR

1. Cititi toate testele cu tuburi si microplaci imediat dupa centrifugare.

2. Testele diapozitive trebuie interpretate in doud minute pentru a se asigura specificitatea si pentru a evita posibilitatea ca un rezultat
negativ sa poata fi interpretat incorect ca pozitiv datorita uscarii reactivului.

3. Trebuie interpretat cu prudenta interpretarea rezultatelor testelor efectuate la temperaturi diferite de cele recomandate.

LIMITAREA

1. Lorne Anti-D nu este adecvata pentru utilizarea cu celule enzimatice tratate, celule suspendate in LISS sau utilizate in tehnicile
antiglobulinice indirecte (IAT).

2. Sangele stocat poate produce reactii mai slabe decat sangele proaspat.

3. Se poate observa o aglutinare falsa pozitiva din cauza prezentei potentiatori macromoleculare in reactiv atunci cand se testeaza
IgG sensibilizata celule, de ex. AIHA, HDN.

4. De asemenea, pot aparea rezultate fals pozitive sau false, datorita:



» Contaminarea materialelor de testare

* Depozitarea necorespunzatoare, concentratia celulara, timpul de incubare sau temperatura
* Centrifugare necorespunzatoare sau excesiva

* Abaterea de la tehnicile recomandate

CARACTERISTICI SPECIFICE DE PERFORMANTA

1. Reactivii au fost caracterizati prin toate procedurile mentionate in Tehnicile recomandate.

2. Inainte de eliberare, fiecare lot de Lorne Monoclonal Anti-D Clonel si Anti-D Clona 2 este testati prin tehnicile recomandate
impotriva unui grup de celule rosii antigen-pozitive pentru a asigura o reactivitate adecvata.

3. Reactivii de grupare anti-D pentru gruparea D a pacientilor nu trebuie s reactioneze cu celulele DVI utilizind metoda (metodele)
recomandata (e) pentru utilizare.

4. Specificitatea anticorpilor monoclonali sursa este demonstrata utilizdnd un grup de celule antigen-negative.

5. Eficacitatea reactivilor a fost testatd pe baza urmatorului standard de referinta pentru potenta minima obtinut de la Institutul
National de Standarde si Controale Biologice (NIBSC):

* Referinta anti-D 99/836.

6. Controlul calitatii reactivilor a fost efectuat utilizand celule rosii care au avut a fost spalat de doua ori cu PBS sau cu solutie salina
izotonica inainte de utilizare.

7. Reactivii respectd recomandarile cuprinse in ultimul numar al Ghidului pentru serviciile britanice de transfuzie a sangelui.

DECLINAREA RESPONSABILITATII
1. Utilizatorul este responsabil pentru performanta reactivilor prin orice altd metoda decat cea mentionata in Tehnicile recomandate.
2. Orice abatere de la tehnicile recomandate trebuie validata inainte de utilizare9.

DIMENSIUNI DISPONIBILE REACTIVI

Dimensiune flacon Numar Catalog
Anti-D Clone 1 Monoclonal 10ml 730010
1000ml 730000*
Anti- D Clone 2 Monoclonal 10ml 710010
1000ml 710000*

* --- Aceastd dimensiune este numai pentru utilizarea in fabricatie ulterioara (FFMU) si, prin urmare, nu este Marcajul CE.
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Pentru disponibilitatea altror dimensiuni, Va rugam sa contactati:
Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate

Danehill

Lower Earley, Reading,

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com
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MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-D Clone 1 and Clone 2 Monoclonal:

&b LORNE

\J LABORATORIES

For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

The Rh blood group system was discovered in 1940. The D antigen is the most
clinically significant non-ABO red blood cell antigen and has been implicated in
causing Haemolytic Transfusion Reactions and Haemolytic Disease of the Newborn.

Anti-D Phenotype Caucasians %® Afro-Americans %
+ RhD +ve 83 92
0 Rh D -ve 17 8
INTENDED PURPOSE

The Anti-D reagents are blood grouping reagents intended to be used to
qualitatively determine the presence or absence of the Rh D antigen on the red
cells of blood donors or patients requiring a blood transfusion when tested in
accordance with the recommended techniques stated in this IFU.

PRINCIPLE

The reagents contain antibodies against the D antigen on human red cells and
will cause direct agglutination (clumping) of human red cells that carry the D
antigen. No agglutination (no clumping) generally indicates the absence of the D
antigen on human red cells (see Limitations).

REAGENT

Lorne Monoclonal IgM Anti-D Clone 1 and Clone 2 blood grouping reagents
are low protein reagents containing a human monoclonal IgM antibody diluted
with sodium chloride (0.9 g%), bovine albumin (2.0 g%) and macromolecular
potentiators (1.5 g%). When typing patient samples, each reagent will directly
agglutinate Rh D positive cells, including majority of variants (liut not D") and
a high proportion of weak D (DY) phenotypes when using the recommended
techniques. The reagents do not contain or consist of CMR substances, or
endocrine disrupting substances or that could result in sensitisation or an
allergic reaction by the user. Each reagent is supplied at optimal dilution for
use on patient samples with all recommended techniques stated below without
nee({l folr EuLthler dilution or addition. For lot reference number and expiry date
see Vial Label.

Product Cell Line / Clone
Anti-D Clone 1 RUM-1
Anti-D Clone 2 MS-201

WEAKENED EXPRESSION OF THE RhD ANTIGEN

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

with a reduced number of complete D antigen sites per red cell. The term partial D
denotes individuals with missing D antigen epitopes. D cells is a partial D category
which misses most D epitopes. Both Clone 1 and Clone 2 reagents will detect

most examples of partial and weak D red cells by direct agglutination, but will not
detect D" cells.

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —25°C as described in document BS EN 1SO 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as

a clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic saline
before being tested.

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only.

. If areagent vial is cracked or leaking, discard the contents immediately.

. Do not use the reagents past the expiration date (see Vial Label).

. Do not use the reagents if a precipitate is present.

. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

. The reagents have been filtered through a 0.2 um capsule to reduce the
bio-burden, but are not supplied sterile. Once a vial has been opened the
contents should remain viable up until the expiry date as long as there is no
marked turbidity, which can indicate reagent deterioration or contamination.

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if

ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Materials used to produce the products were tested at source and found to

be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbiological tests.
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9. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. Itis recommended a positive control (ideally R,r cells), and a negative control
(ideally rr cells) be tested in parallel with each batch of tests. Tests must be
considered invalid if controls do not show expected results.

2. When typing red cells from a patient who is diagnosed with a disease that
causes the red cells to become coated with antibody or other proteins (such
as HDN, AIHA), it is important to test the patient’s red cells using Lorne’s
Monoclonal D Negative Control (catalogue # 650010). Tests must be
considered invalid if red cells are agglutinated using Lorne’s Monoclonal D
Negative Control (catalogue # 650010).

3. Weak and partial D antigen variants are poorly detected by the gel card,
microtitre plate and slide technique. It is recommended that weak and partial
D variants are tested using the tube test technique.

4. Before use, let the reagent warm up to room temperature. As soon as the
reagent has been used, put the reagent back in storage at 2-8°C.

5. Inthe Recommended Techniques one volume is approximately 50ul when
using the vial dropper provided.

6. The use of the reagents and the interpretation of results must be carried
out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

7. The user must the determine suitability of the reagents for use in other
techniques.

REAGENTS AND MATERIALS REQUIRED

Applicator sticks.

Automatic plate reader.

Bio-Rad ID-Cards (NaCl, enzyme test and cold agglutinins).
Bio-Rad ID-Centrifuge.

Bio-Rad ID-CellStab or ID-Diluent 2.

Glass microscope slides or white card tiles.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

Microplate centrifuge.

Ortho BioVue System Cassettes (Neutral).

QOrtho BioVue System Centrifuge.

Ortho 0.8% Red Cell Diluent.

Plate shaker.

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive (ideally R,r) and negative (rr) control red cells.
Test tube centrifuge.

Validated “U” well microplates.

Volumetric pipettes.

ECOMMENDED TECHNIQUES

. Tube Technique

. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

Place in a labelled test tube: 1 volume of Lorne Anti-D reagent and 1 volume of
red cell suspension.

. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.

. Gently resuspend red cell button and read macroscopically for agglutination
. Any tubes, which show negative or questionable result (as can happen with
weak D samples), should be incubated for 15 minutes at room temperature.
. Following incubation, repeat steps 3 and 4.

. Bio-Rad-ID Technique (NaCl, enzyme test and cold agglutinins cards)
. Prepare a 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.
Remove aluminium foil from as many microtubes as needed.

. Place in appropriate microtube: 50ul of red cell suspension and 25ul of
Lorne Anti-D reagent.

. Centrifuge ID-Card(s) in a Bio-Rad gel card centrifuge.

Read macroscopically for agglutination.

. Ortho BioVue Technique (Neutral cards)

Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.

. Remove aluminium foil from as many reaction chambers as needed.

. Place in appropriate reaction chamber: 50yl of red cell suspension and 40yl
of Lorne Anti-D reagent.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

Read macroscopically for agglutination.

. Microplate Technique, using “U” wells
. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
. Place in the appropriate well: 1 volume Lorne Anti-D reagent and 1 volume

NED O WNEO O WNSm O OR W N—=DX

Document reference number: CEPI710/730

Document issue number: 14/05/2020

Page 1 of 2



red cell suspension.
. Mix thoroughly, preferably using a microplate shaker, taking care to avoid
cross-well contamination.
. Incubate at room temperature for 15 minutes (time dependant on user).
. Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative
time and force.
. Resuspend the cell buttons using carefully controlled agitation on a
microplate shaker
. Read macroscopically or with a validated automatic reader.
. Any weak reactions should be repeated by the tube technique.

Slide Technique

. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or
Isotonic saline or use anti-coagulated whole blood (in its own plasma).

2. Place on a labelled glass slide or card tile: 1 volume of Lorne Anti-D reagent
and 1 volume of red cell suspension.

3. Using a clean applicator stick, mix reagent and cells over an area of about
20 x 40 mm.

4. Slowly tilt the slide back and forth for 30 seconds, with occasional further

5
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mixing during the 1-minute period, maintaining slide at room temperature.

. Read macroscopically after 1 minute over a diffuse light and do not mistake
fibrin strands as agglutination.

. Any weak reactions should be repeated by the tube technique.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the D
antigen on the red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the D antigen on the red cells.

3. Test results of cells that are agglutinated using the reagent negative control
shall be excluded, as the agglutination is most probably caused by the effect
of the macromolecular potentiators in the reagent on sensitised cells.

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests immediately after centrifugation.

2. Slide tests should be interpreted after a maximum of one minute to ensure
specificity and to avoid the possibility a negative result may be incorrectly
interpreted as positive due to drying of the reagent.

3. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1. Lorne Anti-D is not suitable for use with enzyme treated cells, cells
suspended in LISS or for use in indirect antiglobulin (IAT) techniques.

2. Stored blood may give weaker reactions than fresh blood.

3. False positive agglutination may be seen due to the presence of
macromolecular potentiators in the reagent when testing IgG sensitised
cells, e.g. AIHA, HDN.

4. False positive or false negative results may also occur due to:

« Contamination of test materials

« Improper storage, cell concentration, incubation time or temperature
« Improper or excessive centrifugation

« Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS
. Prior to release, each lot of Lorne Anti-D monoclonal reagent was tested
using the recommended test methods listed in this IFU. The tests complied
with the test requirements as stated in the current version/issue of the
‘Guidelines for the Blood Transfusion Services in the United Kingdom’ and
the ‘Common Technical Specifications’.

2. Anti-D grouping reagents for D grouping of patients should not react with D
cells using the method(s) recommended for use.

3. Specificity of source monoclonal antibodies is demonstrated using a panel
of antigen-negative cells.

4. The potency of the reagents has been tested against the following minimum
potency reference standard obtained from National Institute of Biological
Standards and Controls (NIBSC):

» Anti-D reference 99/836.

5. The Quality Control of the reagents was performed using red cells with
phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1. The user is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Techniques.

2. Any d%viations from the Recommended Techniques should be validated prior
to use®.
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AVAILABLE REAGENT SIZES
Vial Size _Catalogue Number _Test per vial
Anti-D Clone 1 10 ml 730010 200
Monoclonal 1000 ml 730000 20,000
5000 ml 730000X5* 100,000
Anti-D Clone 2 10 ml 710010 200
Monoclonal 1000 ml 710000* 20,000
5000 ml 710000X5 100,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked.
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REACTIVI MONOCLONALI PENTRU DETERMINAREA GRUPEI SANGUINE

INSTRUCTIUNI DE UTILIZARE

Anti-D Duoclone Monoclonal: Pentru tehnicile cu eprubeta, ID Rad, Ortho BioVue, cu microplaci si cu lama.

REZUMAT

Sistemul grupelor sanguine Rh a fost descoperit in 1940. Antigenul D este, din
punct de vedere clinic, cel mai semnificativ antigen eritrocitar non-ABO si este
implicat in producerea reactiilor hemolitice la transfuzii si a bolii hemolitice a nou-
nascutului.

Anti-D Fenotip Caucazieni %° Afro-americani %
+ Rh D +ve 83 92
0 Rh D -ve 17 8

SCOPUL PROPUS

Reactivii Anti-D sunt reactivi pentru determinarea grupei sanguine destinati a fi
folositi pentru a determina calitativ prezenta sau absenta antigenului Rh D pe
globulele rosii ale donatorilor de sange sau ale pacientilor care au nevoie de o
transfuzie sanguina in cazul testarii conform tehnicilor recomandate si prezentate
n aceste instructiuni de utilizare.

PRINCIPIUL

Reactivul contine anticorpi impotriva antigenului D de pe globulele rosii umane si
va provoca aglutinarea (aglomerarea) directa a globulelor rosii umane purtatoare
ale antigenului D si aglutinarea indirecta a globulelor rosii umane din categoria
D" in faza testului antiglobulinic. Neaglutinarea (neaglomerarea) indica in
general absenta antigenului D de pe globulele rosii umane (consultati Limitari).

REACTIV

Reactivul Monoclonal Anti-D Duoclone Lorne este un reactiv amestecat, cu
continut scazut de proteine, care contine Anti-D monoclonal uman IgM si IgG,
diluat intr-un tampon fosfat care contine clorura de sodiu (0,9 g%), albumina
bovina (2,0 g%) si potentiatori macromoleculari (1,5 g%). La tipizarea probelor de
la pacient, acest reactiv va aglutina direct globulele rosii Rh D pozitiv, inclusiv
majoritatea variantelor (dar nu DV'), precum si o mare parte a fenotipurilor D (D)
slabe, daca este folosit conform tehnicilor recomandate. Reactivii nu contin sau
nu sunt compusi din substante CMR, substante perturbatoare pentru sistemul
endocrin sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Reactivul este furnizat la diluarea optima pentru utilizare pe probele
de la pacienti cu toate tehnicile recomandate prezentate mai jos fara sa mai fie
necesara diluarea sau adaugarea suplimentara. Pentru numarul de referinta al
lotului si data de expirare, consultati Eticheta flaconului.

IgM / 1gG Linie celulara /
Clona
IgM RUM-1
19G MS-26

EXPRESIA SLABITA A ANTIGENULUI RhD

Termenul colectiv D" este utilizat pe scara larga pentru a descrie globulele rosii
cu o expresie a antigenului D mai slaba decat cea normala. Expresia ,D slab” se
refera la persoanele cu un numar redus de situsuri antigenice D complete per
globula rosie. Expresia ,D partial” se refera la persoanele cu epitopi D lipsa. D'
este o categorie a D partjal in care lipsesc majoritatea epitopilor D. Reactivul
Duoclone va detecta majoritatea exemplelor de globule rosii D partiale si slabe
prin aglutinare directd, dar nu va detecta celulele DY Acest reactiv va detecta
celulele D' si D partial in faza IAT.

DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 2 si 8 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatji. Acest reactiv a fost supus unor studii
de stabilitate la transport la 37 °C si =25 °C, conform precizarilor din documentul
BS EN ISO 23640:2015.

RECOLTAREA $1 PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezinta o hemoliza intensa sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezinta semne de liza pot
conduce la rezultate neconcludente. Este de preferat (dar nu esential) sa spalati
toate probele de sange cu PBS sau solutie salina izotona inainte de testare.

PRECAUTII

1. Reactivul este destinat exclusiv diagnosticului in vitro.

2. Daca un flacon cu reactiv este crapat sau curge, aruncati continutul
imediat.

3. Nu folositi reactivul dupa data de expirare (consultati Eticheta flaconului).

4. Nu folositi reactivul daca observati ca s-a format un precipitat.

5 Purtati echipament de protectie cand manipulati reactivii, cum ar fi manusi
de unica folosinta si un halat de laborator.
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6. Reactivul a fost filtrat printr-o membrana de 0,2 ym pentru a reduce
incarcatura biologica, dar nu este livrat steril. Dupa deschiderea flaconului,
reactivul poate fi folosit pana la data de expirare daca nu se observa o
turbiditate marcata, care ar putea indica deteriorarea sau contaminarea
reactivului.

7. Reactivul contine <0,1% de azida de sodiu. Azida de sodiu poate fi toxica
daca este ingerata si poate reactiona cu conductele din plumb sau cupru
formand azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8. Materialele utilizate pentru producerea reactivului au fost testate la sursa si
au indicat un rezultat negativ pentru anticorpii HIV 1+2 si HCV, si HBsAg in
cadrul unor teste microbiologice aprobate.

9. Nu se cunosc teste care sa garanteze faptul ca produsele derivate din
surse umane sau animale nu prezinta agenti infectiosi. Fiti atenti cand
utilizati si cand eliminati un flacon si continutul acestuia.

ELIMINAREA REACTIVULUI $I CUM SE ACTIONEAZA iN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a
unui loc in caz de stropire, consultati Figele cu date de securitate ale
materialului, disponibile la cerere.

MARTORI $| RECOMANDARI

1.  Serecomanda testarea in paralel a unui martor pozitiv (ideal, celule din
grupa R1r) si a unui martor negativ (ideal, celule rr) cu fiecare lot de teste.
Testele trebuie considerate nevalide daca probele martor nu prezinta
rezultatele prevazute.

2. La tipizarea unor globule rosii de la un pacient diagnosticat cu o boala care
provoaca acoperirea globulelor rosii cu anticorpi sau cu alte proteine (cum
ar fi, HDN, AIHA), este important sa testati globulele rosii ale pacientului
folosind martorul negativ de reactiv Lorne (Monoclonal D Negative Control
(nr. de catalog 650010)). Testele trebuie considerate nevalide daca
globulele rosii sunt aglutinate folosind Monoclonal D Negative Control de la
Lorne (nr. de catalog 650010).

3. Testati probele pentru determinarea categoriei D¥' numai cu tehnicile de
test antiglobulinic indirect, Coombs Bio-Rad, ID Bio-Rad si Coombs
Ortho BioVue.

4. Antigenele slabe si variantele de D sunt detectate foarte greu prin tehnicile
cu cartela cu gel, placa de microtitru si lama. Se recomanda testarea
variantelor slabe si partiale folosind tehnicii de testare cu eprubeta.

5.  Tehnica de testare in eprubetd a antiglobulinei poate fi considerata valida
numai daca toate testele negative reactioneaza pozitiv cu globulele rosii
sensibilizate cu IgG.

6. TInainte de utilizare, l3sati reactivul sa ajunga la temperatura camerei.
Imediat dupa utilizare, depozitati reactivul inapoi la o temperatura cuprinsa
intre 2 si 8 °C.

7. InTehnici recomandate, un volum reprezinta aproximativ 50 pl cu pipeta

flaconului furnizata.

8. Utilizarea reactivului i interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

9. Utilizatorul trebuie sa stabileasca in ce masura se pot utiliza reactivii in alte
tehnici.

REACTIVI S| MATERIALE NECESARE

. Antiglobulind umana, de ex., Lorne AHG Elite (Cat # 435010) sau Anti-IgG
umana, de ex., Anti-Human IgG Lorne (Cat # 402010).

Pipete volumetrice.

Lame de sticla pentru microscopie sau placi de cartela albe.

Betisoare aplicatoare.

Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Baie de apa sau incubator cu caldura uscata echilibrate la 37 °C + 2 °C.
Centrifuga pentru eprubete.

Spalator de celule Coombs.

Microplaci cu godeuri in forma de U validate.

Centrifuga pentru microplaci.

Agitator pentru placi.

Cititor automat pentru placi.

Cartele ID Bio-Rad (LISS/Coombs) si NaCl (test enzimatic si aglutinine la
rece).

Centrifuga ID Bio-Rad.

ID-CellStab sau ID-Diluent 2 Bio-Rad.

Incubator ID Bio-Rad echilibrat la 37 °C + 2 °C.

Casete sistem Ortho BioVue (AHG/Coombs) si neutre.

Centrifuga sistem Ortho BioVue.

Bloc termic sistem Ortho BioVue echilibrat la 37 °C + 2 °C.

Diluant globule rosii 0,8% Ortho.

Globule rosii sensibilizate cu IgG, de ex. Celule de control Coombs Lorne
(Cat # 970010).

. Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).
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Globule rosii martor pozitiv (ideal, Ryr) si negativ (rr).

TEHNICI RECOMANDATE (NU CATEGORIA DY)
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Tehnica cu eprubeta

Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

Puneti intr-o eprubeta etichetata: 1 volum de reactiv Duoclone Lorne si 1
volum de suspensie de globule rosii.

Amestecati temeinic si centrifugati toate eprubetele timp de 20 de secunde
la 1000 rcf sau la un alt raport adecvat intre timp si forta.

Resuspendati usor butonul de hematii si efectuati citirea macroscopica
pentru aglutinare

Orice eprubetad, care prezintd un rezultat negativ sau discutabil (care poate
apérea la probele D" sau D slab), trebuie incubata timp de 15 minute la
temperatura camerei.

Dupa incubare, repetati pasii 3 si 4.

Tehnica ID Bio-Rad (cartele NaCl, test enzimatic si aglutinine
larece)

Pregatiti o suspensie de 0,8% din globulele rosii in ID-CellStab sau ID-
Diluent 2.

Indepartatj folia de aluminiu de pe cat mai multe microeprubete, dupd cum
este necesar.

Puneti in microeprubeta corespunzatoare: 50 pl de suspensie de globule
rosii de testare si 25 pl de reactiv Duoclone Lorne.

Centrifugati cartela(ele) ID intr-o centrifuga pentru cartele cu gel.

Efectuati citirea macroscopica pentru aglutinare.

Tehnica Ortho BioVue (casete neutre)

Pregatiti o suspensie de 0,8% din globulele rosii in diluant de globule rosii
Ortho 0,8%

indepartati folia de aluminiu de pe cat mai multe camere de reactie, dupa
cum este necesar.

Puneti in camera de reactie corespunzatoare: 50 ul de suspensie de
globule rosii de testare si 40 pl de reactiv Duoclone Lorne.

Centrifugati caseta(ele) intr-o centrifuga de sistem Ortho BioVue.
Efectuati citirea macroscopica pentru aglutinare.

Tehnica cu microplaci, care utilizeaza godeuri in forma de U

Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

Puneti intr-un godeu corespunzator: 1 volum de reactiv Duoclone Lorne si
1 volum de suspensie de globule rosii.

Amestecati temeinic, de preferinta cu un agitator pentru microplaci, avand
grija sa evitati contaminarea incrucisata intre godeuri.

Incubati la temperatura camerei timp de 15 minute (timpul depinde de
utilizator).

Centrifugati microplaca timp de 1 minut la 140 rcf sau la un alt raport
adecvat intre timp si forta.

Resuspendati butonul celular cu o agitatie atent controlata intr-un agitator
de microplaci

Efectuati citirea macroscopica sau cu un cititor automat validat.

Orice reactie slaba trebuie reconfirmata prin tehnica cu eprubeta.

Tehnica cu lama

Pregatiti o suspensie de 35-45% din globulele rosii in ser, plasma, sau PBS
sau solutie salina izotona sau utilizati sange integral anti-coagulat (in
plasma proprie).

Puneti pe o lama de sticla sau o placa de cartela etichetata: 1 volum de
reactiv Duoclone Lorne si 1 volum de suspensie de globule rosii de testare.
Folosind un betisor aplicator curat, amestecati reactivul si celulele pe o
suprafata de circa 20 x 40 mm.

Tnclinati incet lama Tnainte si inapoi timp de 30 de secunde, amestecand
ocazional si mai mult in intervalul de 1 minut, pastrand lama la temperatura
camerei.

Efectuati citirea macroscopica dupa 1 minut la lumina difuza si nu
confundati firele de fibrina cu aglutinarea.

Orice reactie slaba trebuie reconfirmata prin tehnica cu eprubeta.

TEHNICI RECOMANDATE (PENTRU A DETECTA CATEGORIA DY)
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Tehnica indirecta cu antiglobulina (IAT)

Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

Puneti intr-o eprubeta etichetata: 1 volum de Duoclone Lorne si 1 volum de
suspensie de globule rosii de testare.

Amestecati bine si incubati la 37 °C timp de 15 minute.

Spalati globulele rosii cel putin o datd cu PBS sau solutie salina izotona,
avand grija sa decantati solutia salina intre spalari si sa resuspendati
fiecare buton de celule dupa fiecare spalare. Decantati complet solutia
salind dupa ultima spalare.

Adaugati 2 picaturi de AHG sau anti-IgG la fiecare buton de celule uscate.
Amestecati temeinic si centrifugati toate eprubetele timp de 20 de secunde
la 1000 rcf sau la un alt raport adecvat intre timp si forta.

Resuspendati fiecare buton de hematii si efectuati citirea macroscopica.
Confirmati validitatea tuturor reactiilor negative cu globulele rosii
sensibilizate cu IgG.

Tehnica ID Bio-Rad (cartele LISS/Coombs)

Pregatiti o suspensie de 0,8% din globulele rosii in ID-CellStab sau ID-
Diluent 2.
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Indepaértati folia de aluminiu de pe cat mai multe microeprubete, dupd cum
este necesar.

Puneti in microeprubeta corespunzatoare: 50 pl de suspensie de globule
rosii si 25 ul de Duoclone Lorne.

Incubati cartela(ele) timp de 15 minute la 37 °C.

Centrifugati cartela(ele) ID intr-o centrifugd pentru cartele cu gel.

Efectuati citirea macroscopica pentru aglutinare.

Tehnica Ortho BioVue (casete AHG/Coombs)

Pregatiti o suspensie de 0,8% din globulele rosii in diluant de globule rosii
Ortho 0,8%.

Indepértati folia de aluminiu de pe cat mai multe camere de reactie, dupa
cum este necesar.

Puneti in camera de reactie corespunzatoare: 50 pl de suspensie de
globule rosii de testare si 40 pl de Duoclone Lorne.

Incubati caseta(ele) timp de 15 minute la 37 °C.

Centrifugati caseta(ele) intr-o centrifuga de sistem Ortho BioVue.
Efectuati citirea macroscopica pentru aglutinare.

INTERPRETAREA REZULTATELOR TESTULUI

1.

Pozitiv: Aglutinarea globulelor rosii constituie un rezultat pozitiv si, in
limitele acceptate ale procedurii de testare, indica prezenta antigenului D
pe globulele rosii.

Negativ: Neaglutinarea globulelor rosii constituie un rezultat negativ si, in
limitele acceptate ale procedurii de testare, indica absenta antigenului D pe
globulele rosii.

Martor: Rezultatele testului unor celule care sunt aglutinate folosind
martorul negativ al reactivului trebuie excluse, deoarece aglutinarea este
cel mai probabil cauzata de efectul potentiatorilor macromoleculari in
reactivul de pe celulele sensibilizate.

STABILITATEA REACTIILOR

1. Efectuati citirea testelor cu eprubeta si microplaca imediat dupa
centrifugare.

2. Finalizati etapele de spalare fara intrerupere si centrifugati si cititi testele
imediat dupa adaugarea antiglobulinei umane deoarece orice intarziere
poate duce la disocierea complexelor antigen-anticorp, generand reactii
fals negative sau slab pozitive.

3.  Testele cu lama ar trebui interpretate dupa maximum 1 minut pentru a
garanta specificitatea si a evita riscul de a interpreta incorect un rezultat
negativ ca fiind pozitiv din cauza uscarii reactivului.

4. Aveti grija la interpretarea rezultatelor testelor efectuate la alte temperaturi
decéat cele recomandate.

LIMITARI

1.  Anti-D Lorne nu este conceput pentru a fi utilizat cu celule tratate enzimatic
sau cu celule suspendate in LISS.

2. Orice alte solutii pentru producerea de suspensii eritrocitare decat cele
descrise in sectiunile ,Tehnici recomandate” din document trebuie validate
Tnainte de utilizare. Unele solutii pot genera reactii fals pozitive sau fals
negative.

3. Sangele stocat poate genera reactii mai slabe decat sangele proaspat

4. Se poate observa o aglutinare fals pozitiva la testarea celulelor
sensibilizate cu IgG.

5. Rezultatele fals pozitive sau fals negative pot fi generate si de:

. Contaminarea materialelor folosite in testare

. Depozitarea, concentratia celulara, timpul sau temperatura de
incubatie necorespunzatoare

. Centrifugarea necorespunzatoare sau excesiva

. Abaterea de la tehnicile recomandate

CARACTERISTICI DE PERFORMANTA SPECIFICE

1.

Tnainte de a fi pus pe piat4, fiecare lot de reactiv Anti-D Duoclone Lorne a
fost testat conform metodelor de testare recomandate si enumerate in
aceste instructiuni de utilizare. Testele corespund cerintelor de testare
prezentate in numarul/versiunea curenta a ,Guidelines for the Blood
Transfusion Services in the United Kingdom” (Orientari pentru Serviciile de
transfuzii sanguine din Regatul Unit) si ,Common Technical Specifications”
(Specificatii tehnice comune).

Specificitatea anticorpilor monoclonali la sursa este demonstrata cu ajutorul
unui panou de celule cu antigen negativ.

Forta reactivului a fost testata in raport cu standardul de referinta privind
forta minima obtinut de la Institutul National de Standarde Biologice si
Control (NIBSC):

. Referinta Anti-D 99/836.

Controlul calitatii reactivilor a fost efectuat cu globule rosii cu fenotipuri care
au fost verificate de un centru pentru transfuzii sanguine din Regatul Unit si
care au fost spalate cu PBS sau solutie salina izotona Tnainte de utilizare.

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivului in cazul
utilizarii altor metode decat cele mentionate in Tehnici recomandate.

2. Orice abatere de la Tehnicile recomandate trebuie validata inainte de
utilizare®.
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1000 ml 740000* 20.000
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suplimentara (FFMU) si, prin urmare, nu are marcajul CE.
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MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-D Duoclone Monoclonal:

&b LORNE

\J LABORATORIES

For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

The Rh blood group system was discovered in 1940. The D antigen is the most
clinically significant non-ABO red blood cell antigen and has been implicated in
causing Haemolytic Transfusion R eactions and Haemolytic Disease of the Newborn.

Anti-D Phenotype Caucasians %® Afro-Americans %
+ RhD +ve 83 92
0 Rh D -ve 17 8
INTENDED PURPOSE

The Anti-D reagents are blood grouping reagents intended to be used to
qualitatively determine the presence or absence of the Rh D antigen on the red
cells of blood donors or patients requiring a blood transfusion when tested in
accordance with the recommended techniques stated in this IFU.

PRINCIPLE

The reagents contain antibodies against the D antigen on human red cells and
will cause direct agglutination (clumping) of human red cells that carry the D
antigen and indirect agglutination of human red cells that are Category D"'in the
antiglobulin phase of testing. No agglutination (no clumping) generally indicates
the absence of the D antigen on human red cells (see Limitations).

REAGENT

Lorne Monoclonal Anti-D Duoclone blood grouping reagent is a low protein,
blended reagent containing a human monoclonal IgM and IgG anti-D, diluted in
a phosphate buffer containing sodium chloride (0.9 g%), bovine albumin (2.0
9%) and macromolecular potentiators (1.5 g%). When typing patient samples,
this reagent will directly agglutinate Rh D positive cells, including majority of
variants (but not D) and a high proportion of weak D (D¥) phenotypes when
using the recommended techniques. The reagents do not contain or consist
of CMR substances, or endocrine disrupting substances or that could result
in sensitisation or an allergic reaction by the user. The reagent is supplied at
optimal dilution for use on patient samples with all recommended techniques
stated below without need for further dilution or addition. For lot reference
number and expiry date see Vial Label.

IgM / 19G Cell Line / Clone
IgM RUM-1
19G MS-26

WEAKENED EXPRESSION OF THE RhD ANTIGEN

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

with a reduced number of complete D antigen sites per red cell. The term partial

D denotes individuals with missing D antigen epitopes. D" is a partial D category
which misses most D epitopes. Duoclone reagent will detect most examples of
partial and weak D red cells by direct agglutination, but will not detect DV cells. This
reagent will detect DV and partial D cells in the IAT phase.

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —-25°C as described in document BS EN 1SO 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulant or as

a clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic saline
before being tested.

PRECAUTIONS

1. The reagent is intended for in vitro diagnostic use only.

. If areagent vial is cracked or leaking, discard the contents immediately.

. Do not use the reagent past the expiration date (see Vial Label).

. Do not use the reagent if a precipitate is present.

. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

. The reagent has been filtered through a 0.2 um capsule to reduce the bio-
burden, but is not supplied sterile. Once a vial has been opened the contents
should remain viable up until the expiry date as long as there is no marked
turbidity, which can indicate reagent deterioration or contamination.

7. The reagent contains <0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Materials used to produce the reagent were tested at source and found to
be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbiological tests.
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9. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. Itis recommended that a positive control (ideally R1r cells) and a negative
control (ideally rr cells) be tested in parallel with each batch of tests. Tests
must be considered invalid if controls do not show expected results.

2. When typing red cells from a patient who is diagnosed with a disease that
causes the red cells to become coated with antibody or other proteins (such
as HDN, AIHA), it is important to test the patient’s red cells using Lorne’s
reagent negative control (Monoclonal D Negative Control, catalogue
# 650010). Tests must be considered invalid if red cells are agglutinated
using Lorne’s Monoclonal D Negative Control (catalogue # 650010).

3. Test samples for category DV determination by the Indirect Antiglobulin Test,
Coombs Bio-Rad-ID and Coombs Ortho BioVue Techniques only.

4. Weak and variant D antigens are poorly detected by gel card, microtitre plate
and slide techniques. It is recommended that weak and partial variants are
tested using the tube test technique.

. The antiglobulin tube technique can only be considered valid if all negative
tests react positively with IgG sensitised red cells.

. Before use, let the reagent warm up to room temperature. As soon as the
reagent has been used, put the reagent back in storage at 2-8°C.

. Inthe Recommended Techniques one volume is approximately 50ul when
using the vial dropper provided.

. The use of the reagent and the interpretation of results must be carried out by
properly trained and qualified personnel in accordance with the requirements
of the country where the reagents are in use.

9. The user must determine suitability of reagents for use in other techniques.

REAGENTS AND MATERIALS REQUIRED

« Anti-human globulin e.g. Lorne AHG Elite (Cat # 435010) or Anti-Human
1gG e.g. Lorne Anti-Human IgG (Cat # 402010).

Applicator sticks.

Automatic plate reader.

Coombs cell washer.

Bio-Rad ID-Cards (LISS/Coombs) and (NaCl, enzyme test and cold
agglutinins).

Bio-Rad ID-Centrifuge.

Bio-Rad ID-CellStab or ID-Diluent 2.

Bio-Rad ID-Incubator equilibrated to 37°C + 2°C.

Glass microscope slides or white card tiles.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

1gG sensitised red cells e.g. Lorne Coombs Control Cells (Cat # 970010).
Microplate centrifuge.

Ortho BioVue System Cassettes (AHG/Coombs) and (Neutral).
Ortho BioVue System Centrifuge.

Ortho BioVue System Heat Block equilibrated to 37°C + 2°C.
Ortho 0.8% Red Cell Diluent.

Plate shaker.

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive (ideally R,r) and negative (rr) control red cells.

Test tube centrlfuge

Validated “U” well microplates.

Volumetric pipettes.

Water bath or dry heat incubator equilibrated to 37°C + 2°C.

ECOMMENDED TECHNIQUES (NOT CATEGORY D)

. Tube Technique

. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

. Place in a labelled test tube: 1 volume of Lorne Duoclone reagent and 1 volume
of red cell suspension.

. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.

. Gently resuspend red cell button and read macroscopically for agglutination
. Any tubes, which show a negative or questionable result (which can happen
with D* or weak D samples), should be incubated for 15 minutes at room

temperature.
6. Following incubation, repeat steps 3 and 4.
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B. Bio-Rad-ID Technique (NaCl, enzyme test and cold agglutinins cards)

1. Prepare a 0.8% suspension of red cells in ID-CellStab or
ID-Diluent 2.

2. Remove aluminium foil from as many microtubes as needed.

3. Place in appropriate microtube: 50yl test red cell suspension and 25ul
Lorne Duoclone reagent.

4. Centrifuge the ID-Card(s) in a Bio-Rad gel card centrifuge.

5. Read macroscopically for agglutination.
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. Ortho BioVue Technique (Neutral cards)

. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent

. Remove aluminium foil from as many reaction chambers as needed.

. Place in appropriate reaction chamber: 50ul of red cell suspension and 40ul
of Lorne Duoclone reagent.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

. Read macroscopically for agglutination.

. Microplate Technique, using “U” wells

. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

. Place in the appropriate well: 1 volume of Lorne Duoclone reagent and 1
volume of red cell suspension.

. Mix thoroughly, preferably using a microplate shaker, taking care to avoid
cross-well contamination.

. Incubate at room temperature for 15 minutes (time dependant on user).

. Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative
time and force.

. Resuspend the cell buttons using carefully controlled agitation on a
microplate shaker

. Read macroscopically or with a validated automatic reader.

. Any weak reactions should be repeated by the tube technique.

Slide Technique

. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or
Isotonic saline or use anti-coagulated whole blood (in it's own plasma).

. Place on a labelled glass slide or card tile: 1 volume of Lorne Duoclone

reagent and 1 volume of red cell suspension.

. Using a clean applicator stick, mix reagent and cells over an area of about

20 x 40 mm.

. Slowly tilt the slide back and forth for 30 seconds, with occasional further

mixing during the 1 minute period, maintaining slide at room temperature.

. Read macroscopically after 1 minute over a diffuse light and do not mistake

fibrin strands as agglutination.

. Any weak reactions should be repeated by the tube technique.

ECOMMENDED TECHNIQUES (TO DETECT CATEGORY D)
Indirect Antiglobulin Technique (IAT)

Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

Place in a labelled test tube: 1 volume of Lorne Duoclone and 1 volume of
red cell suspension.

Mix thoroughly and incubate at 37°C for 15 minutes.

Wash red cells at least once with PBS or Isotonic saline, taking care to
decant saline between washes and resuspend each cell button after each
wash. Completely decant saline after last wash.

Add 2 drops of AHG or anti-IgG to each dry cell button.

Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf for a
suitable alternative time and force.

Resuspend each cell button and read macroscopically.

Confirm validity of all negative reactions with IgG sensitised red cells.

Bio-Rad-ID Technique (LISS/Coombs cards)
Prepare 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.
Remove aluminium foil from as many microtubes as needed.
Place in appropriate microtube: 50ul of red cell suspension and 25ul of
Lorne Duoclone.
Incubate the ID-Card(s) for 15 minutes at 37°C.
Centrifuge the ID-Card(s) in a Bio-Rad gel card centrifuge.
Read macroscopically for agglutination.

Ortho BioVue Technique (AHG/Coombs cards)

. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.

. Remove aluminium foil from as many reaction chambers as needed.

. Place in appropriate reaction chamber: 50ul of red cell suspension and 40ul
of Lorne Duoclone.

. Incubate the cassette(s) for 15 minutes at 37°C.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

. Read macroscopically for agglutination.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the D
antigen on the test red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the D antigen on the test red cells.

3. Test results of cells that are agglutinated using the reagent negative control
shall be excluded, as the agglutination is most probably caused by the effect
of the macromolecular potentiators in the reagent on sensitised cells.

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests immediately after centrifugation.

2. Complete washing steps without interruption and centrifuge and read tests
immediately after addition of anti-human globulin because delays may result
in dissociation of antigen-antibody complexes, leading to false negative or
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weak positive reactions.

3. Slide tests should be interpreted after a maximum of 1 minute to ensure
specificity and to avoid the possibility a negative result may be incorrectly
interpreted as positive due to drying of the reagent.

4. Caution should be exercised in the interpretation of results of tests

performed at temperatures other than those recommended.

LIMITATIONS
1. Lorne Anti-D is not suitable for use with enzyme treated cells or cells
suspended in LISS

2. The use of solutions for making red cell suspensions other than those
described in the “Recommended Techniques” sections in the document
must be validated prior to use. Some solutions may give rise to false
positive or false negative reactions.

. Stored blood may give weaker reactions than fresh blood.

. False positive agglutination may be seen when testing IgG sensitised cells.

. False positive or false negative results may also occur due to:
« Contamination of test materials
« Improper storage, cell concentration, incubation time or temperature
« Improper or excessive centrifugation
« Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS
. Prior to release, each lot of Lorne Anti-D Duoclone monoclonal reagent was

tested using the recommended test methods listed in this IFU. The tests
complied with the test requirements as stated in the current version/issue
of the ‘Guidelines for the Blood Transfusion Services in the United Kingdom’
and the ‘Common Technical Specifications’.

2. Specificity of source monoclonal antibodies is demonstrated using a panel
of antigen-negative cells.

3. The potency of the reagent has been tested against the following minimum
potency reference standard obtained from National Institute of Biological
Standards and Controls (NIBSC): Anti-D reference 99/836.

4. The Quality Control of the reagent was performed using red cells with

phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1. The user is responsible for the performance of the reagent by any method
other than those mentioned in the Recommended Techniques.

2. Any dgviations from the Recommended Techniques should be validated prior
to use®.
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AVAILABLE REAGENT SIZES
Vial Size Catalogue Number Tests Per Vial
10 ml 740010 200
1000 mI 740000* 20,000
5000 mI 740000%X5* 100,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked
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REACTIVI MONOCLONALI SANGVIVI #referinta a documentului CEPI760

INSTRUCTII DE UTILIZARE

| Anti-K Monoclonal: pentru Tehnici in Tub, DiaMed-ID, Ortho BioVue, Microplaci si Slide-uri |
SUMAR

Antigenul K a fost identificat in 1946. Antigenul este complet dezvoltat la nastere si poate fi puternic imunogenic.
Anti-K a fost implicat in Reactiile Hemolitice de Transfuzie si la bolile hemolitice a nou-nascutilor.

Anti-K Anti-k Fenotip Populatia Caucaziana % Populatia Afro-Americana %
+ 0 K+k- 0.2 Rara
+ + K+k+ 8.8 2.0
0 + K-k+ 91.0 98.0
0 0 Ko Foarte rara
PRINCIPII

Reagentul va cauza aglutinarea celulelor, care poarta antigenul K. Lipsa aglutinarii in general nu indica lipsa
antigenului K (a se vedea Limitarile).
REAGENTI
Reactivul grupei sanguine Lorne Monoclonal Anti-K este un reactiv scazut de proteine continand anticorpul
monoclonal IgM, Clone MS-56, diluat intr-un tampon fosfat care contine clorura de sodiu (0,9 g%), albumina
bovina (6 g%) si potentiatori macromoleculari. Reagentul este furnizat in dilutie optimala pentru utilizare cu toate
tehnicile recomandate, mentionate mai jos, fara necesitatea de dilutii ulterioare sau adaosuri. Pentru identificarea
numarului Lotului si a termenului de expirare a se vedea Eticheta Flaconului.
CONDITII DE PASTRARE
Flacoanele cu reagent trebuie sa fie pastrate la 2-8°C |a primire. Pastrarea indelungata la o alta temperature decit
cea mentionata poate duce la pierderea rapida a reactivitatii reagentului. Acest reagent a fost testat la conditii de
transportare +37°C si -25°C, precum este mentionat in documentul EN13640:2002.
COLECTAREA SI TRANSPORTAREA PROBELOR
Probele de singe colectate cu sau fara anticoagulant pot fi utilizate pentru tiparirea antigenului. Daca testarea se
face mai tirziu, atunci pobele se stocheaza la 2-8°C. Probele cu EDTA si citrate trebuie sa fie testate in timp de 7 zile
dupa colectare. Probele colectate ACD, CPD, CPDA-1 poate fi testat timp de pina la 35 zile din data colectarii. Toate
probele de singe trebuie sa fie spalate cel putin de doua ori cu PBS sau solutie izotonica salina inainte de testare.
PRECAUTII

1. Reagentul este destinat doar pentru diagnosticul in vitro.
Daca flaconul cu reagent este stricat, ne ermetic inchis, acesta trebuie sa fie aruncat imediat.
Nu utilizati reagentii cu termen expirat (a se vedea pe Eticheta flaconului).
Nu utilizati reagentul daca este present precipitatul.
Purtati haine de protective in timpul utilizarii reagentului, precum manusi si halat.
Reagentul a fost filtrate prin filter de 0,2, pentru a inlatura pericolul biologic. Astfel, odata ce flaconul a
fost deschis, continutul poate fi utilizat pina la sfirsitul termenului de expirare, daca nu este presenta
careva turbiditate in flacon, care poate indica asupra prezentei deteriorarii sau contaminarii.

7. Reagentul contine <0,1% de azida de sodium. Acesta poate fi toxic la ingerare si poate reactiona cu cupru
si staniu plumbuit si forma azide de metale cu effect exploziv. La expunere, spalati abundent cu apa.

8. Materialele utilizate pentru producerea reagentilor au fost testate pentru a fi negative la anticorpii HIV
1+2, HCV si HBsAg prin metodici microbiologice aprobate.

9. Nici o metoda de testare cunoscuta nu poate garanta lipsa agentilor infectiosi in produsele derivate din
material de origine umana sau biologica. Atentie se ia utilizare si distrugerea fiecarui flacon si a
continutului acestuia.

PROCEDURI DE DISTRUGERE A REAGENTULUI SI DE PROTECTIE IN CAZUL SCURGERII

Pentru informarea referitor la procedure de distrugere si de-contaminare a locului de scurgere, a se vedea
Brosurile cu Date referitor la Siguranta Materialului (Material Safety Data Sheets).

CONTROALE SI SFATURI

oukwnN
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Se recomanda utilizarea in paralel a controalelor positive (ideal celulele heterozigote) si cele negative la
efectuarea testarii fiecarui set de probe. Testele trebuie considerate invalide in cazul in care controalele
nu afiseaza rezultatele asteptate.

La tastarea celule rosii de la un pacient, este important ca un control negativ a reactivului (Mono Rh
control, Lorne numar de catalog 640010) sa fie inclus, deoarece potentiatori macromoleculare in reactiv
poate provoca reactii fals pozitive cu celule IgG acoperite.

Antigenul-K slab poate fi greu detectat prin utilizarea tehnicei de card de gel, placd de microtitrare. Se
recomandad ca antigene slabe K sa fie testate prin folosirea tehnicii de testare in tub.

In Tehnicile Recomandate un volum se considera de cca 50pl la utilizarea flaconului cu pipeta oferit.
Utilizarea reagentilor si interpretarea rezultatelor trebuie sa fie efectuata de personal antrenat si calificat
in corcondanta cu cerintele tarii unde acesti reagent se folosesc.

Utilizatorul trebuie sa determine utilitatea reagentului in alte tehnici decit cele mentionate.

TI SI MATERIALE NECESARE

Stick-uri.

Cititor de placa automat.

Solutia PBS (pH 6.8—7.2 ) sau Solutia salina Izotonica (pH 6.5-7.5).

ID-Carduri DiaMed (Neutre).

ID-Centrifuga DiaMed.

Dia-Med ID-CellStab.

Sliduri din sticla pentru microscop.

Tuburi de testare din sticla (10 x 75 mm or 12 x 75 mm).

Centrifuga microplaca.

. Casete BioVue System (Neutre)

. Centrifuga BioVue System.

. Diluents pentru cellule rosii Ortho 8%.

. Shaker.

. Control de cellule rosii pozitiv (ideal Kk) si negative (kk)
. Tub de testare centrifuga.

. Godeuri “U” validate.

Pipette volumetrice.

RECOMANDATE

TEHNICA IN TUB

Preparati o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie izotonica salina.

Adaugati in tubul marcat pentru testare: 1 volum de reagent Lorne Anti-A1si 1 volum de suspenzie de
cellule rosii de testare.

Amestecati minutios si centrifugati toate tuburile timp de 20 secunde la 1000 rcf sau utilizati alti
parametric corespunzatori de timp si viteza de centrifugare.

Resuspendati atent conglomeratul de cellule rosii si cititi aglutinarea microscopica.

Orice tub care prezinta rezultat negativ trebuie incubat la temperature camerei timp de 15 minute.
Dupa incubare, repetati pasii 3 si 4.

TEHNICA de MICROTIPARE DiaMed-ID

Prepararea suspenziei de 0,8% a celulelor rosii spalate in ID-CellStab.

Inlaturati folia de aluminiu de pe tuburi.

Plasati in tuburile corespunzatoare: 50l de solutie suspenzie cellule rosii de testare si 25ul de reagent
Lorne.

Centrifugati ID-Card(s) in Centrifuga Diamed ID.

Cititi rezultatul aglutinarii macroscopic.

TEHNICA DE TIPARE Ortho Bio Vue

Prepararea suspenziei de 0,8% a celulelor rosii spalate in 0,8% Ortho Red Cell Diluent.

Inlaturati folia de aluminiu de pe cit mai multe camera de reactive, dupa cum este necesar.

Plasati in camera de reactive corespunzatoare: 50ul de solutie suspenzie cellule rosii si 40 pl de reagent
Lorne.

Centrifugati casetele timp de 5 minute in centrifuga Ortho BioVue System.

Cititi rezultatul aglutinarii macroscopic.

TEHNICA Microplaca, utilizind godeuri “U”
Preparati o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie izotonica salina.
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Adaugati in godeurile corespunzatoare: 1 volum de reagent Lornessi 1 volum de suspenzie de cellule rosii
de testare.

Agitati minutios, de preferinta folosind un agitator pentru microplaci, avand grija sa se evite contaminarea
fncrucisata.

Incubati pentru 15 minute la temperature camerei (in functie de utilizator).

Centrifugati microplaca timp de 1 minut la 140 RCF corespunzator.

Resuspendati butoanele de celula utilizind cu atentia agitarea controlata pe un agitator de microplaci.
Cititi macroscopic sau la un cititor automat validat.

Orice reactii slabe trebuie repetate prin Tehnica in tub.

TEHNICA SLIDE

Preparati o suspenzie de cellule rosii de 35-45% in ser, plasma sau PBS sau solutie izotonica salina.
Adaugati in tubul marcat pentru testare: 1 volum de reagent Lorne si 1 volum de suspenzie de cellule rosii
de testare.

Cu ajutorul unui aplicator curat, amestecati reactivul si celulele pe o suprafata de aproximativ 20 x 40
mm.

Inclinati incet slide-ul Thainte si inapoi timp de 30 de secunde, cu amestecare ocazionala timp de 2 minute,
mentinand slide-ul la temperatura camerei.

Cititi macroscopic dupa 2 minute, la o lumina difuza sis a nu gresiti filamentele de fibrina ca si aglutinarea.
Orice reactii slabe trebuie repetate prin Tehnica in tub.

ETAREA REZULTATELOR TESTULUI

Pozitiv: aglutinarea celulelor rosii testate constituie rezultatul pozitiv al testarii in limitele acceptate a
procedurii de testare si indica prezenta antigenului K de pe celulele rosii de testare.

Negative: lipsa aglutinarii celulelor rosii de testare constituie rezultatul negative si in lilmitele acceptate a
procedurii de testare, indicind absenta antigenului K corespunzator de pe celulele rosii de testare.
Rezultatele testelor de celule care sunt aglutinate folosind controlul negativ reactiv se exclud, deoarece
aglutinarea este cel mai probabil cauzata de efectul potentiatori macromoleculare in reactiv pe celulele
sensibilizate.

STABILITATEA REACTIILOR

1. Citirea imediata a rezultatelor dupa centrifugare.

2. Testele Slide trebuie interpretate in douda minute pentru a asigura specificitatea si pentru a evita
posibilitatea unui rezultat negativ poate fi interpretat in mod eronat ca fiind pozitiv datorita uscarii
reactivului.

3. Precautia trebuie luata in interpretarea resultatelor testului realizat la temperaturile altele decit cele
recomandate.

LIMITARILE
1. Single stocat poate da reactii mai slabe decit single proaspat.
2. Reazultatele fals positive si fals negative pot aparea datorita:

e Contaminarea materialului de testare.

e Pastrarea incorecta, concentratia celulara, timpul de incubare sau temperatura.
e Centrifugarea incorecta sau excesiva.

e Abateri de la tehnica recomandata.

CARACTERISTICILE PERFORMANTELOR SPECIFICE

1. Reagentii au fost caracterizati prin procedurile mentionate in Tehnici Recomandate.
2. Inaintea eliberarii, fiecare lot a reagentului Lorne Anti-K este testat prin Tehnicile Recomandate contra
panelului de cellule rosii antigen positive pentru asigurarea reactivitatii corespunzatoare.
3. Specificitatea sursei a anticorpilor monoclonali este demonstrata cu ajutorul unui panou de celule antigen
negative.
4. Controlul Calitatii a reagentilor a fost realizat prin utilizarea celulelor rosii care au fost spalate dublu cu
PBS sau solutie salina izotonica inainte de utilizare.
5. Reactivul este in conformitate cu recomandarile cuprinse in ultimul numar al Ghidului pentru Marea
Britanie a Serviciilor de Transfuzie a Singelui.
DECLARATIE
1. Utilizatorul este responsabil pentru performanta reactivilor obtinuta prin oricare alta metoda, decat cele

mentionate Tn Tehnicile Recomandate.

2. Orice abatere de la Tehnicile Recomandate ar trebui sa fie validate Thainte de utilizare.

BIBLIOGRAFIE

1.Kholer G, Milstein C. Continuous culture of fused cells secreting antibody of predefined specificity. Nature 1975, 256, 495-497.

2. Race RR, Sanger R. Blood Groups in Man 6th Edition, Oxford, Blackwell Scientific Publishers 1975, Chapter 2.
3. Issitt PD. Applied Blood Group Serology, 3rd Edition, Montgomery Scientific, Miami, 1985, Chapter 10.
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DIMENSIUNI DISPONIBILE REACTIVI

Dimensiune flacon Numar Catalog
10ml 760010
1000ml 760000*

* Acest format este doar pentru utilizare in producer si astfel nu este cu marcajul CE.

Pentru disponibilitatea altror dimensiuni, Va rugam sa contactati:
Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate

Danehill

Lower Earley, Reading,

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com
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GREAT BRITAIN 1434

MONOCLONAL BLOOD GROUPING REAGENTS
DIRECTIONS FOR USE

Anti-K Monoclonal: For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

The K antigen was reported in 1946. The antigen is fully developed at birth and
can be strongly immunogenic. Anti-K has been implicated in Haemolytic
Transfusion Reactions and Haemolytic Disease of the Newborn.

Anti-K Anti-k Phenotype Caucasians! Afro-Americans?
+ 0 K+k- 0.2% Rare
+ + K+k+ 8.8% 2%
0 + K-k+ 91% 98%
0 0 Ko Very Rare

INTENDED PURPOSE

The reagent is a blood grouping reagent intended to be used to qualitatively
determine the presence or absence of the Kell antigen (KEL1) on the red cells of
blood donors or patients requiring a blood transfusion when tested in accordance
with the recommended techniques stated in this IFU.

PRINCIPLE

The reagent contains antibodies to the K antigen on human red cells and causes
direct agglutination (clumping) of human red cells that carry the Kell antigen. No
agglutination (no clumping) generally indicates the absence of the Kell antigen
(see Limitations).

REAGENT

Lorne Monoclonal Anti-K blood grouping reagent is a low protein reagent
containing the monoclonal IgM antibody, Clone MS-56, diluted in a phosphate
buffer containing sodium chloride, bovine albumin and macromolecular
potentiators (4.0 g%). The reagent does not contain or consist of CMR
substances, or endocrine disrupting substances or that could result in
sensitisation or an allergic reaction by the user. The reagent is supplied at
optimal dilution for use with all recommended techniques stated below without
need for further dilution or addition. For lot reference number and expiry date see
Vial Label.

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C and
—25°C as described in document BS EN ISO 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as a
clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic
saline before being tested.

PRECAUTIONS

The reagent is intended for in vitro diagnostic use only.

If a reagent vial is cracked or leaking, discard the contents immediately.

Do not use the reagent past the expiration date (see Vial Label).

Do not use the reagent if a precipitate is present.

Protective clothing should be worn when handling the reagents, such as

disposable gloves and a laboratory coat.

The reagent has been filtered through a 0.2 um capsule to reduce the bio-

burden, but is not supplied sterile. Once a vial has been opened the

contents should remain viable up until the expiry date as long as there is no
marked turbidity, which can indicate reagent deterioration or contamination.

7.  The reagent contains < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Materials used to produce the reagent were tested at source and found to
be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbiological tests.

9. No known tests can guarantee that products derived from human or animal

sources are free from infectious agents. Care must be taken in the use and

disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. Itisrecommended a positive control (ideally heterozygous) and a negative
control be tested in parallel with each batch of tests. Tests must be
considered invalid if controls do not show expected results.
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2. When typing red cells from a patient it is important that a reagent negative
control (Mono Rh Control, Lorne catalogue number 640010) is included
since the macromolecular potentiators in the reagent may cause false
positive reactions with IgG coated cells.

3.  Weak K antigens may be poorly detected by the gel card, microtitre plate
and slide technique. It is recommended that weak K antigens are tested
using the tube test technique.

4. Before use, let the reagent warm up to room temperature. As soon as the
reagent has been used, put the reagent back in storage at 2-8°C.

5. In the Recommended Techniques one volume is approximately 50ul
when using the vial dropper provided.

6.  The use of the reagents and the interpretation of results must be carried
out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

7.  The user must determine suitability of reagent for use in other techniques.

REAGENTS AND MATERIALS REQUIRED BUT NOT PROVIDED

Tube Technique

. Glass test tubes (10 X 75 mm or 12 x 75 mm).

. Centrifuge capable of spinning at 1000 g for 20 seconds.

. PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
. Positive (ideally Kk) and negative (kk) control red cells.

Bio-Rad-ID Micro Typing Technique

. Bio-Rad ID-Cards (NaCl, Enzyme tests and Cold Agglutinins).
. Bio-Rad ID-Centrifuge.

. Bio-Rad ID-CellStab or ID-Diluent 2.

Ortho BioVue Typing Technique

. Ortho BioVue System Cassettes (Neutral).
. Ortho BioVue System Centrifuge.

. Ortho 0.8% Red Cell Diluent.

Microtitre plate Technique

. Validated “U” well microtitre plates.
. Microtitre plate centrifuge.

. Microtitre plate shaker.

Slide Technique

. Glass microscope slides or white card tiles.
. Applicator sticks.

. Timer or stopwatch

All Techniques
. Volumetric pipettes.

RECOMMENDED TECHNIQUES
A. Tube Technique

1. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

2. Place in a labelled test tube: 1 volume of Lorne reagent and 1 volume of
red cell suspension.

3. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.

4. Gently resuspend red cell button and read macroscopically for agglutination

5.  Any tubes, which show a negative or questionable result, should be
incubated for 15 minutes at room temperature.

6. Following incubation, repeat steps 3 and 4.

B. Bio-Rad ID Technique (NaCl, Enzyme tests and Cold
Agglutinins cards)

Prepare a 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.
Remove aluminium foil from as many microtubes on a NaCl, Enzyme tests
and Cold Agglutinins ID-Card(s) as needed.

Place in appropriate microtube: 50pl of red cell suspension and 25ul of
Lorne reagent.

Centrifuge ID-Card(s) in a Bio-Rad ID centrifuge.

Read macroscopically for agglutination.

[
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Ortho BioVue Technique (Neutral cassettes)

Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.
Remove aluminium foil from as many reaction chambers on Neutral
cassette(s) as needed.

Place in appropriate reaction chamber: 50pl of red cell suspension and 40l
of Lorne reagent.

Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

Read macroscopically for agglutination.
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D. Microplate Technique, using “U” wells AVAILABLE REAGENT SIZES

0. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
1 Place in the appropriate well: 1 volume Lorne reagent and 1 volume red

Vial Size Catalogue Number Tests per vial

cell suspension. 10 ml 760010 200
2. Mix thoroughly, preferably using a microplate shaker, taking care to avoid 1000 ml 760000* 20,000

cross-well contamination.
3. Incubate at room temperature for 15 minutes (time dependant on user). *This size is For Further Manufacturing Use (FFMU) only and is therefore
4. Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative not CE marked.

time and force.

5. Resuspend the cell buttons using carefully controlled agitation on a
microplate shaker
6. Read macroscopically or with a validated automatic reader.
7.  Any weak reactions should be repeated by the tube technique.
E. Slide Technique Lorne Laboratories Limited
Unit 1 Cutbush Park Industrial Estate
1. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or Danehill
Isotonic saline. If this is not possible, whole anti-coagulated blood may also Lower Earley
be used as the sample. Berkshire, RG6 4UT
2. Place on alabelled glass slide or card tile: 1 volume of Lorne reagent and 1 United Kingdom
volume of red cell suspension. Tel: +44 (0) 118 921 2264
3. Using a clean applicator stick, mix reagent and cells over an area of about Fax: +44 (0) 118 986 4518
20 x 40 mm. E-mail: info@lornelabs.com
4, Slowly tilt the slide back and forth for 1 minute, maintaining slide at room
temperature.
5. Read macroscopically after 1 minute over a diffuse light and do not mistake Advena Ltd. Tower Business Centre, 2" Fir.,
fibrin strands as agglutination. m Tower Street, Swatar, BKR 4013, Malta

6.  Any weak reactions should be repeated by the tube technique.

INTERPRETATION OF TEST RESULTS

1.  Positive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the
K antigen on the red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the K antigen on the red cells.

3. Testresults of cells that are agglutinated using the reagent negative control
shall be excluded, as the agglutination is most probably caused by the
effect of the macromolecular potentiators in the reagent on sensitised cells.

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests straight after centrifugation.

2. Slide tests should be interpreted within one minute to ensure specificity and
to avoid the possibility a negative result may be incorrectly interpreted as
positive due to drying of the reagent.

3. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1.  Stored blood may give weaker reactions than fresh blood
2. False positive or false negative results may also occur due to:

. Contamination of test materials

. Improper storage, cell concentration, incubation time or temperature
. Improper or excessive centrifugation

. Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

1. Prior to release, each lot of this reagent was tested using the
recommended test methods listed in this IFU. The tests complied with the
test requirements as stated in the current version/issue of the “Guidelines
for the Blood Transfusion Services in the United Kingdom” and the
“Common Technical Specifications.

2. Specificity of source monoclonal antibodies is demonstrated using a panel
of antigen-negative cells.

3. The Quality Control of the reagent was performed using red cells with
phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1.  The user is responsible for the performance of the reagent by any method
other than those mentioned in the Recommended Techniques.

2. Any deviations from the Recommended Techniques should be validated
prior to uses.

BIBLIOGRAPHY

1. Marion E.Reid & Christine Lomas-Francis, Blood Group Antigens &
Antibodies, SBB Books, New York 2007; Page 186.

2. Issitt PD. Applied Blood Group Serology, 3 Edition. Montgomery Scientific,
Miami 1985; Chapter 12.

3. AABB Technical Manual, 16™ edition, AABB 2008.

4. Guidelines for the Blood Transfusion Service in the United Kingdom, 6™
Edition 2002. The Stationary Office.

5. British Committee for Standards in Haematology, Blood Transfusion Task
Force. Recommendations for evaluation, validation and implementation of
new techniques for blood grouping, antibody screening and cross
matching. Transfusion Medicine, 1995, 5, 145-150.
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Amestec de ANTI-IgG $I ANTI-C3d POLISPECIFICE AHG (IEPURE)

INSTRUCTIUNI DE UTILIZARE

AHG Elite (Clear sau Green): Pentru tehnici cu antiglobulina.

REZUMAT

Tn 1945, Coombs, Mourant si Race au descris utilizarea serului AHG pentru
detectarea anticorpilor f&ré aglutinare legati de globulele rosii. In 1957, Dacie et
al au demonstrat ca anticorpii prezenti in serul antiglobulinic au fost directionati
impotriva anumitor componente ale complementului. Reactivii AHG detecteaza
moleculele de anticorpi fara aglutinare, precum si moleculele complementului
atasate la globulele rosii dupa reactii antigen-anticorp in vivo sau in vitro.

SCOPUL PROPUS

Acesti reactivi sunt reactivi polispecifici pentru determinarea grupei sanguine
utilizati in scopul detectarii calitative a prezentei sau absentei anticorpilor IgG de
sensibilizare (toate cele 4 subclase) si a factorilor C3d si C3b ai complementului
pe globulele rosii umane in cazul testarii conform tehnicilor recomandate si
prezentate in aceste instructiuni de utilizare.

PRINCIPIUL

Reactivii contin anticorpi Tmpotriva anticorpilor IgG umane si factorilor
complementului C3 (C3d si C3b) de pe globulele rosii umane si vor provoca
aglutinarea (aglomerarea) directa a globulelor rosii sensibilizate cu anticorpi ai
IgG umane si/sau factori ai complementului C3 (C3d si C3b). Neaglutinarea
indica in general absenta anticorpilor IgG umane de sensibilizare si factorilor
complementului C3 (C3d si C3b de pe globulele rosii umane (Consultati
Limitari).

REACTIVI

Reactivii AHG Elite Clear si AHG Elite Green Lorne contin Anti-IgG derivati din
iepuri cu activitate nespecifica eliminata prin absorbtie si IgM Anti-C3d
monoclonal de la soareci, Clone BRIC-8. Anticorpii sunt diluati intr-o solutie
tamponata care contine albumina bovina. Reactivii nu contin sau nu sunt
compusi din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Fiecare reactiv este furnizat la diluarea optima pentru utilizare cu
toate tehnicile recomandate prezentate mai jos fara sa mai fie necesara diluarea
sau adaugarea suplimentara. Pentru numarul de referinta al lotului si data de
expirare, consultati Eticheta flaconului.

Reactiv Linie celulara/Clona Culoare Colorant utilizat
AHG Elite Clear Anti-IgG umana de Incolor Niciunul
iepure
BRIC-8 (Anti-C3d)
AHG Elite Green Anti-IgG umana de Verde Albastru patent si

iepure tartrazina
BRIC-8 (Anti-C3d)

DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 2 si 8 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatii. Acest reactiv a fost supus unor studii
de stabilitate la transport la 37 °C si —25 °C, conform precizérilor din documentul
BS EN ISO 23640:2015.

RECOLTAREA $1 PREGATIREA PROBE!I

Probele trebuie prelevate aseptic in EDTA pentru a preveni legarea
complementului in vitro si trebuie testate cat mai curand posibil. Daca nu este
disponibil EDTA, se prefera probele prelevate in ACD, CPD sau CPDA-1 fata de
cele coagulate. Daca sunt disponibile numai probe coagulate, nu le tineti la
frigider Tnainte de testare.

PRECAUTII

1. Reactivii sunt destinati exclusiv diagnosticului in vitro.

2. Daca un flacon cu reactiv este crapat sau curge, aruncati continutul
imediat.

3. Nu folositi reactivii dupa data de expirare (consultati Eticheta flaconului).

4, Nu folositi reactivii daca observati ca s-a format un precipitat.

5 Purtati echipament de protectie cand manipulati reactivii, cum ar fi manusi
de unica folosinta si un halat de laborator.

6. Reactivii au fost filtrati printr-o membrana de 0,2 ym pentru a reduce
fncarcatura biologica, dar nu sunt livrati sterili. Dupa deschiderea
flaconului, reactivul poate fi folosit pana la data de expirare daca nu se
observa o turbiditate marcatd, care ar putea indica deteriorarea sau
contaminarea reactivului.

7. Reactivii contin <0,1% de azidd de sodiu. Azida de sodiu poate fi toxica
daca este ingerata si poate reactiona cu conductele din plumb sau cupru
formand azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

Numarul de referinta al documentului: CEP1415/435

Numarul de emitere al documentului: 12/05/2020

8. Materialele utilizate pentru fabricarea produselor au fost testate la sursa si
au indicat un rezultat negativ pentru anticorpii HIV 1+2 si HCV, si HBsAg in
cadrul unor teste microbiologice aprobate.

9. Nu se cunosc teste care sa garanteze faptul cé produsele derivate din
surse umane sau animale nu prezinta agenti infectiosi. Fiti atenti cand
utilizati si cand eliminati un flacon si continutul acestuia.

ELIMINAREA REACTIVULUI $I CUM SE ACTIONEAZA iIN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivilor si metodele de decontaminare a
unui loc in caz de stropire, consultati Figele cu date de securitate ale
materialului, disponibile la cerere.

MARTORI S| RECOMANDARI

1. Se recomanda testarea in paralel a unui martor pozitiv (Anti-D slab < 0,1
IU/ml) si a unui martor negativ (un ser inert) cu fiecare lot de teste. Testele
trebuie considerate nevalide daca probele martor nu prezinta rezultatele
prevazute.

2. Tehnicile antiglobulinice pot fi considerate valide numai daca toate testele
negative reactioneaza pozitiv cu globulele rosii sensibilizate cu IgG.

3. Inainte de utilizare, l&sati reactivul s& ajungd la temperatura camerei.
Imediat dupa utilizare, depozitati reactivul inapoi la o temperatura cuprinsa
ntre 2 si 8 °C.

4. 1n Tehnici recomandate, un volum reprezinta aproximativ 50 ul cu pipeta

flaconului furnizata.

5.  Utilizarea reactivilor si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

6. Utilizatorul trebuie sa stabileasca in ce masura se pot utiliza reactivii in alte
tehnici.

REACTIVI §| MATERIALE NECESARE

. Spalator de celule Coombs.

. Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

. Globule rosii sensibilizate cu IgG, de ex. Celule de control Coombs Lorne
(Cat # 970010).

. Anticorp inert, de ex. Inert AB Serum Lorne (Cat # 110010).

Solutie cu putere ionica joasa (LISS): Contine 0,03M NaCl, 0,003M

Na;HPO,: tampon NaH,PO, pH 6,7 la 22 °C + 1 °C si glicina 0,24M.

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).

Pipete volumetrice.

Baie de apa sau incubator cu caldura uscata echilibrate la 37 °C + 2 °C.

Anti-D slab, de ex., Precise Weak Anti-D Lorne (Cat # 209005).

TEHNICI RECOMANDATE
A. Tehnica directa cu antiglobulina (DAT)

1. Spalati 1 volum de globule rosii (suspensie de 2-3% in PBS sau solutie

salind izotonad) de 4 ori cu PBS sau solutie salina izotona, avand grija sa

decantati solutia salina intre spalari si sa resuspendati fiecare buton de

celule dupa fiecare spalare. Decantati complet solutia salind dupa ultima

spalare.

Adaugati 2 volume de AHG Elite Lorne la fiecare buton de celule uscate.

Amestecati temeinic si centrifugati toate eprubetele timp de 20 de secunde

la 1000 rcf sau la un alt raport adecvat intre timp si forta.

4. Resuspendati usor butonul de hematii si efectuati citirea macroscopica
pentru aglutinare

B. Tehnica indirecta cu antiglobulina (NISS IAT)

wnN

1.  Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

2. Puneti intr-o eprubeta etichetata: 2 volume de ser de testare si 1 volum de
suspensie de globule rosii.

3. Amestecati bine si incubati la 37 °C timp de 15 minute.

4. Spalati globulele rosii de 4 ori cu PBS sau solutie salind izotona, avand
grija sa decantati solutia salind intre spaldri si s resuspendati fiecare
buton de globule rosii dupa fiecare spalare. Decantati complet solutia
salind dupa ultima spalare.

5.  Adaugati 2 volume de AHG Elite Lorne la fiecare buton de celule uscate.

6 Amestecati temeinic si centrifugati toate eprubetele timp de 20 de secunde
la 1000 rcf sau la un alt raport adecvat intre timp si forta.

7. Resuspendati usor butonul de hematii si efectuati citirea macroscopica
pentru aglutinare

C. Tehnica indirecta cu antiglobulina LISS (LISS IAT)
1. Pregatiti o suspensie de 1,5-2% din globulele rosii in LISS.
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2. Puneti intr-o eprubeta etichetata: 2 volume de ser de testare si 2 volume de
suspensie de globule rosii.

3. Amestecati bine si incubati la 37 °C timp de 15 minute.

4. Urmati pasii de la 4 la 7 ai NISS IAT de mai sus.

INTERPRETAREA REZULTATELOR TESTULUI

1. Pozitiv: Aglutinarea globulelor rosii constituie un rezultat pozitiv si, in
limitele acceptate ale procedurii de testare, indica prezenta IgG si/sau
complementului (C3d / C3b) pe globulele rosii.

2. Negativ: Neaglutinarea globulelor rosii constituie un rezultat negativ si, in
limitele acceptate ale procedurii de testare, indicad absenta IgG si/sau
complementului (C3d / C3b) pe globulele rosii.

STABILITATEA REACTIILOR

1. Etapele de spalare trebuie finalizate fara intrerupere, iar probele trebuie
centrifugate si citite imediat dupa adaugarea reactivului. Orice intarziere
poate duce la disocierea complexelor antigen-anticorp, generand rezultate
fals negative sau slab pozitive.

2. Aveti grija la interpretarea rezultatelor testelor efectuate la alte temperaturi
decét cele recomandate.

LIMITARI

1. Globulele rosii care au un test antiglobulinic direct (DAT) pozitiv din cauza
acoperirii cu 1gG nu pot fi tipizate prin Tehnicile indirecte cu
antiglobulina.

2. Este posibil ca un DAT pozitiv din cauza sensibilizarii complementului sa
nu reflecte fixarea complementului in vivo daca celulele de testare provin
dintr-un specimen coagulat tinut la rece.

3.  Spalarea necorespunzatoare a globulelor rosii din tehnicile indirecte cu
antiglobulina poate neutraliza reactivul AHG.

4. La finalizarea etapei de spalare, excesul de solutie salina reziduala poate
dilua AHG Elite, reducandu-i forta.

5. Un rezultat negativ la un test antiglobulinic direct nu exclude neaparat
diagnosticarea clinica a bolii hemolitice ABO a nou-nascutului sau anemia
hemolitica autoimuna. De asemenea, nu elimina neaparat HDN, mai ales
daca se suspecteaza incompatibilitatea ABO.

6. Rezultatele fals pozitive sau fals negative pot fi generate si de:

. Contaminarea materialelor folosite in testare

. Depozitarea, concentratia celulara, timpul sau temperatura de
incubatie necorespunzatoare

. Centrifugarea necorespunzatoare sau excesiva

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Tnainte de a fi pus pe piata, fiecare lot de reactivi de acest fel a fost testat
conform metodelor recomandate si enumerate in aceste instructiuni de
utilizare pe globule rosii acoperite cu Anti-D, Anti-K si Anti-Fy? pentru a se
stabili reactivitatea adecvata. Testele corespund cerintelor de testare
prezentate in numarul/versiunea curentd a ,Guidelines for the Blood
Transfusion Services in the United Kingdom” (Orientari pentru Serviciile de
transfuzii sanguine din Regatul Unit).

2. Forta Anti-IgG si Anti-C3d a fost testata in raport cu standardul de referinta
privind forta minima obtinut de la Institutul National de Standarde Biologice
si Control (NIBSC):

. Standard de referinta Anti-AHG 96/666

3.  Forta Anti-C3d este demonstrata in teste care utilizeaza celule acoperite cu
C3d si C3b.

4. Prezenta aglutininelor sau anticorpilor contaminanti la C4d heterospecifici a
fost exclusa in testele care utilizeaza globule rosii de la toate grupele ABO
si celule acoperite cu C4d.

5. Reactivitatea componentelor Anti-IgM, Anti-lgA sau anti-lant usor care ar
putea fi prezente nu a fost stabilita.

6. Controlul calitatii reactivilor a fost efectuat cu globule rosii cu fenotipuri care
au fost verificate de un centru pentru transfuzii sanguine din Regatul Unit si
care au fost spalate cu PBS sau solutie salina izotona Tnainte de utilizare.

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivilor in cazul
utilizarii altor metode decat cele mentionate in Tehnici recomandate.

2. Orice abatere de la Tehnicile recomandate trebuie validata nainte de
utilizare®.

BIBLIOGRAFIE

1. Voak D, Downie DM, Moore BPL, and Engelfreit CP. Anti-Human Globulin
reagent specification. The European and ISBT/ICSH View. Biotest Bulletin
1: 7-22 (1986).

2. The Department of Health and Social Security. Health Services
Management Antiglobulin Test. False negative results, HN (Hazard) (83)
625 Nov 1983.

3. Bruce M, Watt AH, Hare W, Blue A, Mitchell R. A serious source of error in
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DIMENSIUNI REACTIV DISPONIBILE

Marime flacon Numar de catalog Teste per
flacon
AHG Elite 10ml 415010 100
Lorne (Clear) 1000 ml 415000* 10.000
AHG Elite 10ml 435010 100
Lorne (Green) 1000 ml 435000* 10.000

*Aceasta marime este valabila numai pentru utilizare de fabricatie

suplimentara (FFMU) si, prin urmare, nu are marcajul CE.

Lorne Laboratories Limited
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Regatul Unit

Tel.: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

EC Advena Ltd. Tower Business Centre, 2" Flr.,
Tower Street, Swatar, BKR 4013, Malta
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ANTI-HUMAN GLOBULIN (AHG)

DIRECTIONS FOR USE
AHG Elite (Clear or Green): For Antiglobulin Techniques.

&b LORNE

\J LABORATORIES

SUMMARY

In 1945, Coombs, Mourant and Race described the use of anti-human globulin
serum for detecting red cell-bound non-agglutinating antibodies. In 1957, Dacie et al
showed that the antibodies present in antiglobulin sera were directed against certain
components of complement. Anti-human globulin reagents detect non-agglutinating
antibody molecules as well as molecules of complement attached to red cells
following in vivo or in vitro antigen-antibody reactions.

INTENDED PURPOSE

These reagents are polyspecific blood grouping reagents intended to be used
to qualitatively detect the presence or absence of sensitising IgG antibodies (all
4 subclasses) and compliment factors C3d and C3b on human red cells when
tested in accordance with the recommended techniques stated in this IFU.

PRINCIPLE

The reagents contain antibodies against human IgG antibodies and C3
complement factors (C3d and C3b) on human red cells and will cause direct
agglutination (clumping) of red cells that are sensitised with human IgG
antibodies and/or C3 complement factors (C3d and C3b). No agglutination
generally indicates the absence of sensitising human IgG antibodies and C3
complement factors (C3d and C3b) on human red cells (See Limitations).

REAGENT

Lorne AHG Elite Clear and AHG Elite Green reagents contain anti-IgG derived
from rabbits with non-specific activity removed by adsorption and mouse
monoclonal IgM anti-C3d, Clone BRIC-8. The antibodies are diluted in a buffered
solution containing bovine albumin. The reagents do not contain or consist

of CMR substances, or endocrine disrupting substances or that could result
in sensitisation or an allergic reaction by the user. Each reagent is supplied at
optimal dilution, for use with all the recommended techniques stated below
without need for further dilution or addition. For lot reference number and expiry
date see Vial Label.

Reagent Cell Line/Clone Colour Dye Used
AHG Elite Clear ~ Rabbit Anti-Human IgG Colourless None

BRIC-8 (Anti-C3d)

AHG Elite Green  Rabbit Anti-Human IgG Green Patent Blue

BRIC-8 (Anti-C3d) and Tartrazine

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —-25°C as described in document BS EN IS0 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Samples should be drawn aseptically into EDTA to prevent in vitro complement
binding and tested as soon as possible. If EDTA is unavailable, samples drawn into
ACD, CPD or CPDA-1 are preferable to clotted ones. If only clotted samples are
available, do not refrigerate them before testing.

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only.

. If areagent vial is cracked or leaking, discard the contents immediately.

. Do not use the reagents past the expiration date (see Vial Label).

. Do not use the reagents if a precipitate is present.

. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

. The reagents have been filtered through a 0.2 um capsule to reduce the
bio-burden, but are not supplied sterile. Once a vial has been opened the
contents should remain viable up until the expiry date as long as there is no
marked turbidity, which can indicate reagent deterioration or contamination.

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Materials used to produce the products were tested at source and found to
be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbiological tests.

9. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagents and decontamination of a spillage
site see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE
. Itis recommended a positive control (weak Anti-D <0.1 IU/ml) and a negative
control (an inert serum) be tested in parallel with each batch of tests. Tests
must be considered invalid if controls do not show expected results.
2. The antiglobulin techniques can only be considered valid if all negative tests
react positively with IgG sensitised red cells.

o abswN

3. Before use, let the reagent warm up to room temperature. As soon as the
reagent has been used, put the reagent back in storage at 2-8°C.

4. In the Recommended Techniques one volume is approximately 50ul when
using the vial dropper provided.

5. Use of the reagents and the interpretation of results must be carried out by
properly trained and qualified personnel in accordance with requirements of
the country where the reagents are in use. User must determine the suitability
of the reagents for use in other techniques.

REAGENTS AND MATERIALS REQUIRED

« Coombs cell washer.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

lgG sensitised red cells e.g. Lorne Coombs Control Cells (Cat # 970010).
Inert antibody e.g. Lorne Inert AB Serum (Cat # 110010

Low lonic Strength Solution (LISS): Containing 0.03M NaCI 0.003M
Na2HP0O4: NaH2P04 buffer pH 6.7 at 22°C + 1°C and 0. 24M glycine.
PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Volumetric pipettes.

Water bath or dry heat incubator equilibrated to 37°C + 2°C.

Weak anti-D e.g. Lorne Precise Weak Anti-D (Cat # 209005).

RECOMMENDED TECHNIQUES

A. Direct Antiglobulin Technique (DAT)

1. Wash 1 volume of red cells (2-3% suspension in PBS or Isotonic saline) 4 times
with PBS or Isotonic saline, taking care to decant saline between washes and
resur?pend each cell button after each wash. Completely decant saline after last
wash.

. Add 2 volumes of Lorne AHG Elite to each dry cell button.

. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.

. Gently resuspend red cell button and read macroscopically for agglutination

. Indirect Antiglobulin Technique (NISS IAT)

. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

. Place in a labelled test tube: 2 volumes of test serum and 1 volume of red
cell suspension.

. Mix thoroughly and incubate at 37°C for 15 minutes.

. Wash red cells 4 times with PBS or Isotonic saline, taking care to decant
saline between washes and resuspend each red cell button after each wash.
Completely decant saline after last wash.

. Add 2 volumes of Lorne AHG Elite to each dry cell button.

. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.
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. Gently resuspend red cell button and read macroscopically for agglutination

5
6
7
C. LISS Indirect Antiglobulin Technique (LISS IAT)
1. Prepare a 1.5-2% suspension of red cells in LISS.
2. Place in a labelled test tube: 2 volumes of test serum and 2 volumes of red
cell suspension.

3. Mix thoroughly and incubate at 37°C for 15 minutes.

4. Follow steps 4 to 7 of NISS IAT above.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of test red cells constitutes a positive test result and
within the accepted limitations of the test procedure, indicates the presence
of IgG and/or complement (C3d/C3b) on the red cells.

2. Negative: No agglutination of the test red cells constitutes a negative result
and within the accepted limitations of the test procedure, indicates the
absence of IgG and complement (C3d/C3b) on the red cells.

STABILITY OF THE REACTIONS

1. Washing steps should be completed without interruption and tests
centrifuged and read immediately after addition of the reagent. Delays may
result in dissociation of antigen-antibody complexes, causing false negative
or weak positive results.

2. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1. Red cells that have a positive DAT due to a coating of IgG cannot be typed
by the Indirect Antiglobulin Techniques.

. A positive DAT due to complement sensitisation may not reflect in vivo
complement fixation if test cells are from a refrigerated clotted specimen.

. Inadequate washing of red cells in the indirect antiglobulin techniques may
neutralise the AHG reagent.

. Following completion of the wash phase excess residual saline may dilute
the AHG Elite, reducing its potency.

. A negative direct antiglobulin test result does not necessarily preclude
clinical diagnosis of ABO Haemolytic Disease of the Newborn or Auto
Immune Haemolytic Anaemia. It also does not necessarily rule out HDN,
especially if ABO incompatibility is suspected.

6. False positive or false negative results may also occur due to:

o s W N
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» Contamination of test materials o
* Improper storage, cell concentration, incubation time or temperature
* Improper or excessive centrifugation

SPECIFIC PERFORMANCE CHARACTERISTICS

. Prior to release, each lot of the reagents were tested using the
recommended test methods listed in this IFU against red cells coated with
Anti-D, Anti-K and Anti-FyA to check suitable reactivity. The tests complied
with the test requirements as stated in the current version/issue of the
‘Guidelines for the Blood Transfusion Services in the United Kingdom’.

2. The anti-lgG and anti-C3d potencies have been tested against the following
minimum potency reference standard obtained from the National Institute
gg Béglé)gical Standards and Controls (NIBSC): Anti-AHG reference standard

3. Anéi-((})gg potency is demonstrated in tests employing cells coated with C3d
an .

4. The presence of contaminating heterospecific agglutinins or antibodies to
C4d has been excluded in tests employing red cells of all ABO groups and
cells coated with C4d.

5. The reactivity of any Anti-IgM, Anti-IgA or Anti-light chain components that
might be present has not been established.

6. The Quality Control of the reagents was performed using red cells with
phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1. The user is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Techniques.

2. Any de\{izations from the Recommended Techniques should be validated prior
to use'2.

BIBLIOGRAPHY
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Antiglobulin Test. False negative results, HN (Hazard) (83) 625 Nov 1983.

3. Bruce M, Watt AH, Hare W, Blue A, Mitchell R. A serious source of error in
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tests for the detection and correction of errors in anti-human globulin (AHG)
tests: optimum conditions and quality control. Haematologia 1988; 21(1):

5. Guidelines for the Blood Transfusion Service in the United Kingdom. 6th
Edition 2002. The Stationery Office.

6. British Committee for Standards in Haematology, Blood Transfusion Task
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AVAILABLE REAGENT SIZES

Vial Size __Catalogue Number Test Per Vial
Lorne AHG Elite 0mi 415010 100
(Clear) 1000 ml 415000* 10,000
Lorne AHG Elite 10 ml 435010 100
(Clear) 1000 ml 435000 10,000

*These sizes are For Further Manufacturing Use (FFMU) only and are therefore
not CE marked.

Advena Ltd, Tower Business Centre, 2nd Floor, Tower Street,
Swatar, BKR 4013, Malta
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LORNE LABORATORIES LTD.
GREAT BRITAIN

SEROLOGICAL ENHANCEMENT MEDIUM
DIRECTIONS FOR USE

LISS Ready for use: For Potentiating Serological Techniques.

SUMMARY

Reducing the ionic strength of a test system increases the rate of red blood cell
antigen-antibody binding. Low and Messeter in 1974 showed that the use of a
low ionic strength solution enhances the rate of antibody uptake in first stage of
agglutination, allowing incubation times to be shortened.

INTENDED PURPOSE

LISS Ready for use solution is a low ionic strength saline that is intended for use
in blood grouping for cross matching and antibody screening procedures when
used in accordance with the recommended techniques stated in this IFU.

PRINCIPLE

When used by the recommended techniques, the solution will reduce the ionic-
strength of a test system, increase the rate of red blood cell antigen-antibody
binding and permits a substantial reduction in incubation time and an increases
in the test sensitivity with many antibody specificities (see Limitations).

REAGENT

Lorne LISS ready for use is a low ionic strength solution containing glycine,
sodium chloride and phosphate buffer. The reagent does not contain or consist of
CMR substances, or endocrine disrupting substances or that could result in
sensitisation or an allergic reaction by the user. The reagent is supplied at the
optimal dilution, for use with all the recommended techniques stated below
without the need for further dilution or addition. For lot reference number and
expiry date see Vial Label.

STORAGE

Reagent vials should be stored at 10 - 30°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C and
—25°C as described in document BS EN ISO 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as a
clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results.

PRECAUTIONS

The reagent is intended for in vitro diagnostic use only.

If vial is cracked or leaking, discard the contents immediately.

Do not use the reagent past the expiration date (see Vial Label).

Do not use the reagent if a precipitate is present.

Protective clothing should be worn when handling the reagent, such as

disposable gloves and a laboratory coat.

The reagent has been filtered through a 0.2 um capsule to reduce the bio-

burden, but is not supplied sterile. Once a vial has been opened the

contents should remain viable up until the expiry date as long as there is no

marked turbidity, which can indicate reagent deterioration or contamination.

7.  The reagent contains < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Contact with LISS together with bleach causes accelerated corrosion of

base metals such as copper and iron. This should be borne in mind when

considering the use of bleach for decontaminating pluming or apparatus

with metal parts, which have also been in contact with LISS
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DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES

For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. It is recommended Lorne Precise Weak Anti-D and appropriate red cells
(ideally Rir and rr) be tested in parallel with each batch of tests. Tests must
be considered invalid if controls do not show the expected results.

2. The antiglobulin technique can only be considered valid if all negative tests
react positively with IgG sensitised red cells

3. The LISS solution, red cell suspensions and test sera should be at room
temperature prior to use to avoid encountering unwanted positive reactions
due to “cold” antibodies.

4.  In the Recommended Techniques one drop is approximately 50 pl when
using the vial dropper provided
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5.  The use of the reagent and the interpretation of results must be carried out
by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

6. The user must determine the suitability of the reagent for use in other
techniques.

REAGENTS AND MATERIALS REQUIRED BUT NOT PROVIDED

. Anti-human globulin i.e. Lorne AHG Elite (Cat # 435010 or 415010) or anti-
human IgG i.e. Lorne Anti-Human IgG (Cat # 401010 or 402010).

Coombs cells washer.

Glass test tubes (10 X 75 mm or 12 x 75 mm).

1gG sensitised red cells i.e. Lorne Coombs Control Cells (Cat # 970010).
Lorne Precise Weak Anti-D (Cat # 209005).

PBS solution (pH 6.8—7.2) or Isotonic saline solution (pH 6.5-7.5).

Positive (ideally Rir) and negative (rr) control red cells.

Volumetric pipettes.

Water bath or dry heat incubator equilibrated to 37°C + 2°C.

RECOMMENDED TECHNIQUE

1.  Wash red cells at least twice in PBS or Isotonic saline and then wash once
in Lorne LISS “Ready For Use”.

2. Resuspend red cells to 1.5-2.0% in LISS “Ready For Use”.

3. Equal volumes of LISS suspended red cells and serum should be mixed
thoroughly for LISS procedures, e.g. 2 volumes of 1.5-2% cell suspension
and 2 volumes of serum.

LIMITATIONS

1.  The suspension of red cells in LISS is associated with an accelerated
deterioration in the expression of Fy?, Fy®, s and S antigens and therefore
red cells suspended in LISS should be discarded within 24 hours of their
preparation.

2. Adherence to 1:1 volumetric ratio of cell suspension to serum and thorough
mixing is essential to the integrity of the low ionic test system.

3. For optimum sensitivity, LISS IAT should be incubated for a minimum of 15
minutes at 37°C.

4. In order to avoid non-specific uptake of autologous complement red cells
should be washed at least twice in NISS before they are finally washed and
resuspended in LISS.

5. Not all antigen-antibody reactions are enhanced by LISS techniques.

SPECIFIC PERFORMANCE CHARACTERISTICS

1. Prior to release, each lot of Lorne LISS “Ready For Use” has been shown
to enhance many antigen-antibody reactions when used by the
Recommended Techniques.

2. The solution complies with the recommendations contained in the latest
issue of the Guidelines for the UK Blood Transfusion Services.

DISCLAIMER

1.  The user is responsible for the performance of the reagent by any methods
other than those mentioned in the Recommended Techniques.

2. Any deviations from the Recommended Techniques should be validated
prior to use°.
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AVAILABLE REAGENT SIZES

Vial Size Catalogue Number
4x250 ml 470250
20x250 ml 470020
1x2500 ml 470025*

*This size is For Further Manufacturing Use (FFMU) only and are therefore
not CE marked.
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LORNE LABORATORIES LTD.
MAREA BRITANIE

MEDIU DE iIMBUNATATIRE SEROLOGICA
INSTRUCTIUNI DE UTILIZARE

LISS Ready for use: Pentru potentarea tehnicilor serologice.

REZUMAT

Reducerea puterii ionice a unui sistem de testare mareste viteza de legare
antigen-anticorp a globulelor rosii. In 1974, Low si Messeter au demonstrat ca o
solutie cu putere ionica joasa imbunatateste viteza de absorbtie a anticorpilor in
prima etapa de aglutinare, permitand scurtarea timpilor de incubare.

SCOPUL PROPUS

Solutia LISS Ready for use este o solutie salind cu putere ionica joasa utilizata
pentru determinarea grupei sanguine in procedurile de compatibilitate directa si
screening al anticorpilor atunci cand se foloseste conform tehnicilor recomandate
si prezentate Tn aceste instructiuni de utilizare.

PRINCIPIUL

Cand este folosita conform tehnicilor recomandate, solutia va reduce puterea
ionica a unui sistem de testare, va mari viteza de legare antigen-anticorp a
globulelor rosii si va permite o reducere substantiald a timpului de incubare si o
crestere a sensibilitdti de testare cu numeroase specificitati de anticorpi
(consultati Limitari).

REACTIV

LISS Ready for use Lorne este o solutie cu putere ionica joasa care contine
glicocol, clorura de sodiu si tampon fosfat. Reactivul nu contine sau nu este
compus din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Reactivul este furnizat la diluarea optima pentru utilizare cu toate
tehnicile recomandate prezentate mai jos, fara sa mai fie necesara diluarea sau
adaugarea suplimentara. Pentru numarul de referintd al lotului si data de
expirare, consultati Eticheta flaconului.

DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 10 si 30 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatii. Acest reactiv a fost supus unor studii
de stabilitate la transport la 37 °C si —25 °C, conform precizérilor din documentul
BS EN ISO 23640:2015.

RECOLTAREA $1 PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezintd o hemoliza intensa sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezintda semne de liza pot
conduce la rezultate neconcludente.

PRECAUTII

Reactivul este destinat exclusiv diagnosticului in vitro.

Daca un flacon este crapat sau curge, aruncati continutul imediat.

Nu folositi reactivul dupa data de expirare (consultati Eticheta flaconului).

Nu folositi reactivul daca observati ca s-a format un precipitat.

Purtati echipament de protectie cand manipulati reactivul, cum ar fi manusi

de unica folosinta si un halat de laborator.

Reactivul a fost filtrat printr-o membrana de 0,2 ym pentru a reduce

incarcatura biologica, dar nu este livrat steril. Dupa deschiderea flaconului,

reactivul poate fi folosit pana la data de expirare daca nu se observa o

turbiditate marcata, care ar putea indica deteriorarea sau contaminarea

reactivului.

7. Reactivul contine <0,1% de azida de sodiu. Azida de sodiu poate fi toxica
daca este ingerata si poate reactiona cu conductele din plumb sau cupru
forménd azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8.  Contactul cu LISS impreuna cu inalbitorul determina coroziunea accelerata

a metalelor de baza, cum ar fi cuprul si fierul. Tineti cont de acest lucru

atunci cand va ganditi sa utilizati Tnalbitor pentru decontaminarea

conductelor sau aparatelor cu piese metalice, care au venit si ele in contact
cu LISS

arwNE

o

ELIMINAREA REACTIVULUI SI CUM SE ACTIONEAZA IN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a

unui loc in caz de stropire, consultati Figsele cu date de securitate ale
materialului, disponibile la cerere.

MARTORI $| RECOMANDARI

1. Se recomanda testarea a Precise Weak Anti-D Lorne si a globulelor rosii
corespunzatoare (ideal Ryr si rr) in paralel cu fiecare lot de teste. Testele

Numarul de referinta al documentului: CEPI470

Numarul de emitere al documentului: 8/06/2020

trebuie considerate nevalide daca probele martor nu prezinta rezultatele
prevazute.

2. Tehnica antiglobulinica poate fi considerate valida numai daca toate testele
negative reactioneaza pozitiv cu globulele rosii sensibilizate cu IgG

3. Solutia LISS, suspensiile de globule rosii si serurile de testare trebuie sa fie
la temperatura camerei inainte de utilizare pentru a se evita unele reactji
pozitive nedorite din cauza anticorpilor ,la rece”.

4. In Tehnici recomandate, o picaturé reprezintd aproximativ 50 ul cu pipeta
flaconului furnizata

5. Utilizarea reactivului si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

6. Utilizatorul trebuie sa stabileasca in ce masura se poate utiliza reactivul in
alte tehnici.

REACTIVI SI MATERIALE CARE SUNT NECESARE, DAR NU SUNT
FURNIZATE

. Antiglobulina umana, adica Lorne AHG Elite (Cat # 435010 sau 415010)
sau Anti-lgG umana, adica Lorne Anti-Human IgG (Cat # 401010 sau
402010).

. Spalator de celule Coombs.

. Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Globule rosii sensibilizate cu IgG, adica Celule de control Coombs Lorne

(Cat # 970010).

Precise Weak Anti-D Lorne (Cat # 209005).

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).

Globule rosii martor pozitiv (ideal, Rir) si negativ (rr).

Pipete volumetrice.

Baie de apa sau incubator cu caldura uscata echilibrate la 37 °C + 2 °C.

TEHNICA RECOMANDATA

1. Spalati globulele rosii cel putin de doua ori in PBS sau solutie salina
izotona, iar apoi spalati-le o data in LISS ,Ready For Use” Lorne.

2. Resuspendati globulele rosii la 1,5-2,0% in LISS ,Ready For Use”.

3.  Amestecati bine volume egale de globule rosii suspendate LISS si ser
pentru procedurile LISS, de ex., 2 volume de suspensie de celule 1,5-2% si
2 volume de ser.

LIMITARI

1. Suspensia de globule rosii din LISS este asociatd cu o deteriorare
accelerata a expresiei antigenelor Fy?, Fyb, s si S, si, prin urmare, globulele
rosii suspendate in LISS trebuie eliminate in cel mult 24 de ore de la
pregatire.

2. Pentru integritatea sistemului de testare cu putere ionica joasad, este
esential sa respectati raportul volumetric 1:1 dintre suspensia de celule si
ser si sa amestecati bine.

3. Pentru sensibilitate optima, LISS IAT trebuie incubat minimum 15 minute la
37°C.

4. Pentru a evita absorbtia nespecifica a complementului autolog, globulele
rosii trebuie spalate cel putin de doua ori in NISS fnainte de a putea fi
spalate in cele din urma si resuspendate in LISS.

5. Nu toate reactiile antigen-anticorp sunt imbunatatite prin tehnicile LISS.

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Tnainte de a fi pus pe piat, s-a dovedit ca fiecare lot de LISS ,Ready For
Use” Lorne a imbunatatit numeroase reactii antigen-anticorp in cazul
utilizarii conform Tehnicilor recomandate.

2. Solutia corespunde recomandarilor cuprinse in cea mai recenta editie a
Guidelines for the UK Blood Transfusion Services (Orientari pentru
Serviciile de transfuzii sanguine din Regatul Unit).

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivului in cazul
utilizarii altor metode decat cele mentionate in Tehnici recomandate.

2. Orice abatere de la Tehnicile recomandate trebuie validata nainte de
utilizare™®.
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DIMENSIUNI REACTIV DISPONIBILE

Marime Numar de catalog
flacon
4x250 ml 470250
20x250 ml 470020
1x2500 ml 470025*

*Aceasta marime este valabila numai pentru utilizare de fabricatie
suplimentara (FFMU) si, prin urmare, nu are marcajul CE.

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

Regatul Unit

Tel.: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

EC Advena Ltd. Tower Business Centre, 2nd Fir.,
Tower Street, Swatar, BKR 4013, Malta

Numarul de referinta al documentului: CEPI1470

Numarul de emitere al documentului: 8/06/2020

Pagina 2 din 2



GHLORNE

Blood Reagents and Diagnostic Kits

Quality blood reagents and diagnostic kits delivered worldwide




LORNE

LABORATORIES

Lorne Laboratories provides high quality blood-grouping reagents and diagnostic kits. We

do so at affordable prices and back this up with excellent customer service.

For over forty four years, Lorne has seen that philosophy transform the company from a
small UK operation to one that spans the globe. The Lorne name is known and respected
in over 110 countries around the world and it has come to mean ‘quality’ to the many
blood transfusion professionals who use the products, both in the UK and across the five

continents in which we operate.

Lorne has achieved ISO 13485 and MDSAP accreditation and our reagents and diagnostic kits

are all CE marked. Asignificant number of our blood-grouping reagents are also registered with
Health Canada.
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ABO SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM ABO blood grouping reagents contain mouse monoclonal antibodies diluted in a phosphate buffer
containing sodium chloride, EDTA and bovine albumin. Each reagent is supplied at optimal dilution for use by slide, tube,
gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-A Monoclonal 600010 10ml 36 Months
Anti-B Monoclonal 610010 10ml 36 Months
Anti-A,B Monoclonal 620010 10ml 36 Months

Lorne Anti-A, Lectin blood grouping reagent is prepared from an extract of Dolichos biflorus seeds, diluted with a sodium
chloride solution containing bovine albumin. The reagent is supplied at optimal dilution for use by tube technique.
Lorne Anti-H Lectin blood grouping reagent is prepared from an extract of Ulex europaeus seeds, diluted with a sodium
chloride solution containing bovine albumin. The reagent is supplied at optimal dilution for use by tube technique.

Anti-A; Lectin 116005 5ml 24 Months
Anti-H Lectin 115002 2ml 24 Months

RHESUS SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM Anti-D Clone 1 and Clone 2 blood grouping reagents are low protein reagents containing a human
monoclonal IgM antibody diluted with sodium chloride, bovine albumin and macromolecular potentiators. When typing
patient samples, each reagent will directly agglutinate Rh D positive cells, including the majority of variants (but not D) and
a high proportion of weak D (DY) phenotypes when using the slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-D Clone 1 Monoclonal 730010 10ml 30 Months
Anti-D Clone 2 Monoclonal 710010 10ml 30 Months

Lorne Monoclonal Anti-D Duoclone blood grouping reagent is a low protein, blended reagent containing human
monoclonal IgM and 1gG Anti-D, diluted in a phosphate buffer containing sodium chloride, bovine albumin and
macromolecular potentiators. When typing patient samples, this reagent will directly agglutinate Rh D positive cells,
including the majority of variants (but not D¥) and a high proportion of weak D (D") phenotypes when using the slide, tube,
gel card and microplate techniques. It will agglutinate D" cells in the IAT phase of testing.

Anti-D Duoclone Monoclonal 740010 10ml 30 Months

Lorne Monoclonal IgM Anti-Rh blood grouping reagents are low protein reagents containing human monoclonal antibodies
diluted with sodium chloride, bovine albumin and macromolecular potentiators. Each reagent is supplied at optimal
dilution for use by slide, tube, gel card and microplate techniques.

Anti-C Monoclonal 690005 5ml 24 Months
Anti-C" Monoclonal 750002 2ml 24 Months
Anti-E Monoclonal 691005 5ml 24 Months
Anti-c Monoclonal 692005 5ml 24 Months
Anti-e Monoclonal 693005 5ml 24 Months
Anti-C+D+E Monoclonal 700010 10ml 24 Months

All pack inserts are available on www.lornelabs.com
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GROUPING REAGENTS FOR M, N AND S BLOOD GROUP SYSTEMS

Lorne Human Anti-M blood grouping reagent is prepared from human serum diluted in a sodium chloride solution
containing bovine albumin. The reagent is supplied at optimal dilution for use by tube and gel card techniques.

ltem Product Code Size Maximum Shelf Life
Anti-M Polyclonal 311002 2ml 24 Months

Lorne Anti-N Lectin blood grouping reagent is prepared from an extract of Vicia, diluted with a sodium chloride solution
containing bovine albumin. The reagent is supplied at optimal dilution for use by tube and gel card techniques.

Anti-N Lectin 312002 2ml 24 Months

Lorne Monoclonal Anti-S and Anti-s blood grouping reagents contain human monoclonal antibodies diluted in a phosphate
buffer containing sodium chloride and bovine albumin. They are supplied at optimal dilution for use by indirect Coombs
tube test and gel card techniques.

Anti-S Monoclonal 770002 2ml 24 Months
Anti-s Monoclonal 771002 2ml 24 Months

GROUPING REAGENTS FOR KELL BLOOD GROUP SYSTEM

Lorne Monoclonal Anti-K blood grouping reagent is a low protein reagent containing the monoclonal IgM antibody, diluted
in a phosphate buffer containing sodium chloride, bovine albumin and macromolecular potentiators. The reagent is
supplied at optimal dilution for use by slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-K Monoclonal 760010 10ml 24 Months

Lorne Monoclonal Anti-k (Cellano) blood grouping reagent contains monoclonal 1gG antibody diluted in sodium chloride
containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use by
indirect Coombs tube and gel card techniques without the need for further dilution or addition.

Anti-k (Cellano) Monoclonal 325002 2ml 24 Months

Lorne Human Anti-Kp® and Anti-Kp® blood grouping reagents are prepared from human serum diluted in sodium chloride
containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use by
indirect Coombs tube and gel card techniques without the need for further dilution or addition.

Anti-Kp? Polyclonal 321002 2ml 24 Months
Anti-Kp® Polyclonal 322002 2ml 24 Months

All products available in bulk quantites
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GROUPING REAGENTS FOR RARE BLOOD GROUPS

Lorne Monoclonal Fy? blood grouping reagent contains human monoclonal antibodies diluted in a phosphate buffer
containing sodium chloride and bovine albumin.

Lorne Human Anti-Fy" blood grouping reagent is prepared from human serum diluted in a sodium chloride solution
containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use by
indirect Coombs tube test and gel card techniques.

Item Product Code Size Maximum Shelf Life
Anti-Fy? Monoclonal 774002 2ml 24 Months
Anti-Fy® Polyclonal 317002 2ml 24 Months

Lorne Anti-Jk® and Anti-Jk® Monoclonal reagents contain human monoclonal IgM antibodies, sodium chloride, phosphate
buffer and bovine albumin. When typing red cells in accordance with the instructions for use, the reagents will directly
agglutinate either Jk® positive cells or JkP positive cells. Both reagents are supplied at optimal dilution for use by the test
tube technique.

Anti-Jk? Monoclonal 775002 2ml 24 Months
Anti-Jk® Monoclonal 776002 2ml 24 Months

Lorne Human Anti-Lu® and Anti-Lu® blood grouping reagents are prepared from human serum diluted in a sodium chloride
solution containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use
by indirect Coombs tube test and gel card techniques.

Anti-Lu? Polyclonal 330002 2ml 24 Months
Anti-Lu® Polyclonal 331002 2ml 24 Months

Lorne Monoclonal IgM Anti-P, blood grouping reagent contains mouse monoclonal IgM antibodies, diluted in a solution
containing sodium chloride and bovine albumin. The reagent is supplied at optimal dilution for use by tube and gel
card techniques.

Anti-P, Monoclonal 315002 2ml 24 Months

Lorne Monoclonal Anti-Le? contains human monoclonal IgM and Anti-Le® contains mouse monoclonal IgM antibodies, diluted
in a phosphate buffer containing sodium chloride, EDTA, bovine albumin and macromolecular potentiators. Each reagent is
supplied at optimal dilution for use by the tube technique. The Anti-Le? reagent can also be used for gel card techniques.

Anti-Le* Monoclonal 632002 2ml 24 Months
Anti-Le® Monoclonal 631002 2ml 24 Months

Lorne Human Anti-Di® blood grouping reagent is prepared from human serum diluted in a sodium chloride solution

containing macromolecular potentiators and bovine albumin. The reagent is supplied at optimal dilution for use by indirect
Coombs tube test and gel card techniques.

Anti-Di® Polyclonal 328002 2ml 24 Months

All pack inserts are available on www.lornelabs.com
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CONTROL REAGENTS

Lorne Monoclonal Rh Control is formulated with the same levels of potentiators and protein as Lorne Monoclonal Rh
Grouping Reagents with the blood group antibodies omitted. The reagent is supplied at optimal dilution for use by slide,
tube, gel card and microplate techniques.

ltem Product Code Size Maximum Shelf Life
Monoclonal Rh Control 640010 10ml 24 Months

Lorne Monoclonal D Negative Control is for the control of Monoclonal Anti-D reagents and is formulated with the same
concentrations of phosphate buffer, sodium chloride, bovine albumin and macromolecular potentiators as Lorne
Monoclonal Anti-D reagents with the antibodies omitted. The reagent is supplied at optimal dilution for use by slide, tube,
gel card and microplate techniques.

Monoclonal D Negative Control 650010 10ml 30 Months

Lorne Inert AB Serum is prepared from pooled human serum. No potentiators or any other chemicals have been added
to the reagent. This reagent is supplied at optimal dilution for use by the techniques recommended for the reagent to be
controlled.

Inert AB Serum 110010 10ml 24 Months

Lorne Precise Weak Anti-D Control Reagent is prepared from pools of human serum containing low activity Anti-D. The pool
is diluted in inert serum to give a final concentration of 0.09 IU/ml Anti-D. ABO antibodies are not absorbed. This polyclonal
reagentis supplied at the optimal dilution, for use by the techniques recommended for the reagent to be controlled.

Precise Weak Anti-D 209005 5ml 24 Months

ANTI-HUMAN IgG REAGENT

Lorne Monospecific Anti-Human IgG Clear and Anti-Human IgG Green reagents contain anti-human IgG derived from
rabbits. All non-specific activity is removed by absorption. These monospecific reagents are supplied at optimal dilution, for
use by spin tube technique.

Item Product Code Size Maximum Shelf Life
Anti-Human IgG (Clear) 401010 10ml 24 Months
Anti-Human IgG (Green) 402010 10ml 24 Months

ANTI-HUMAN GLOBULIN REAGENT

Lorne Polyspecific Anti-Human Globulin Elite Clear and Anti-Human Globulin Elite Green reagents contain anti-human IgG
derived from rabbits with non-specific activity removed by absorption and mouse monoclonal IgM Anti-C3d, Clone BRIC-8.
The antibodies are diluted in a buffered solution containing bovine albumin. These polyspecific reagents are supplied at
optimal dilution, for use by spin tube technique.

Item Product Code Size Maximum Shelf Life
A.H.G Elite (Clear) 415010 10ml 24 Months
AH.G Elite (Green) 435010 10ml 24 Months

MONOCLONAL ANTI-C3d REAGENT

Lorne Monoclonal IgM Anti-C3d blood grouping reagent contains mouse monoclonal Anti-C3d, Clone BRIC-8. The reagent is
supplied at optimal dilution, for use by direct tube technique.

Item Product Code Size Maximum Shelf Life
Anti-C3d Monoclonal 427002 2ml 24 Months
All products available in bulk quantites
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ENZYMES AND POTENTIATORS

Lorne Phosphate Buffered Saline Tablets provide a safe, standardised saline solution for transfusion serology. Each tablet
makes 1 litre of solution.

Item Product Code Size Maximum Shelf Life
Buffered Saline Tablets 490025 25 24 Months
490250 250 24 Months

Lorne Papenzyme-plus reagent is a ready to use liquid preparation of stabilised papain. The reagent is standardised by
serological methods for use in blood group antibody investigations. The reagent is supplied at optimal dilution for use by
tube technique.

Papenzyme-plus 441010 10ml 12 Months

Lorne Bromelite reagent is a ready to use liquid preparation of stabilised bromelin. The reagent is standardised by
serological methods for use in blood group antibody investigations. The reagent is supplied at optimal dilution for use by
tube technique.

Bromelite 443010 10ml 12 Months

Lorne LISS Concentrate is a solution of glycine, phosphate buffer and 0.3 M sodium chloride. The solution is supplied at a
stronger concentration than needed for serological use. It must be diluted 10 times in de-ionised water before being used
by all recommended techniques in the pack insert.

LISS Concentrate 460500 500ml 24 Months
460025 2500ml 24 Months

Lorne LISS ready for use is a low ionic strength solution containing glycine, sodium chloride and phosphate buffer. The
reagent is supplied at the optimal dilution ready for use by all recommended techniques in the pack insert.

LISS Ready for use 470020 20 x 250ml 12 Months
470250 4 x250ml 12 Months
470025 2500ml 12 Months

Lorne LISS-ADD is a low ionic strength solution containing glycine, sodium chloride, phosphate buffer and bovine albumin.
The reagent is supplied at the optimal dilution, for use by all the recommended techniques in the pack insert.

LISS-ADD 480010 10ml 24 Months

Lorne PEG-ADD is a low ionic strength solution contains glycine, a phosphate buffer and polyethylene glycol. The reagent
is supplied at optimal dilution for use by all the recommended techniques stated in the pack insert without the need for
further dilution or addition.

PEG-ADD 485010 10ml 24 Months

Lorne 22% and 30% Serological Albumin is prepared from a mixture of bovine serum albumin and buffered saline. No
artificial avidity enhancers or high molecular weight agglutination potentiators are added to any BSA preparation. None of
the BSA reagents contain sodium caprylate. Each BSA reagent is supplied at optimal dilution for use by all recommended
techniques in the pack insert.

Serological Albumin 22% 451010 10ml 24 Months
Serological Albumin 30% 452010 10ml 24 Months

All products available in bulk quantites
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Iltem

Product Code Size

The Essex Blockfile is a sturdy box for the storage of up to 200 cassette type histology
blocks in each box. Delivered flat in packs of 25, they are easily assembled when
needed and provide convenient and economical long-term storage for tissue
samples. Dimensions - (L) 390mm x (D) 200mm x (H) 45mm

882025 25 Boxes

The Brighton Slidestak is a sturdy box for the storage of over 1000 microscope slides
upright in each box. Delivered flat in packs of 25, they are easily assembled and
provide convenient and economical long-term storage.

Dimensions - (L) 310mm x (D) 170mm x (H) 80mm

The ‘Brighton’ Slidestak

881025 25 Boxes

The Cardtiles are suitable for a wide range of haemagglutination tests. Each card has
twenty 30mm square white test sites.

Cardtiles

880100 100 Cards

The Mini-Cardtiles are specially laminated cards suitable for VDRL and similar
agglutination tests requiring a white background. Each card has ten 20mm diameter
white test sites that are slightly compressed to form shallow wells.

880120 25 Cards

The Latex Cardtiles are suitable for all latex agglutination tests. Each card has six
30mm diameter black reaction sites.

880130 25 Cards

The mini pipettes are 11.5cm in length with one sealed end. The diameter of the
tubeis 4mm.

\
Mini Pipettes — 044000 500
We use these products in our own production. The 5ml vials are glass and the
10ml vials are plastic. Each vial is supplied with its own dropper. The 10ml vials
are supplied in a sterile format in multiples of 1224 while all the other products are
supplied individually and require autoclaving.
oL

Vials and Droppe

LAB00002 5ml

Vials and Droppers

LAB00036 10ml

X

. 4

We use these products in our own production. They are not branded. We supply
flatpacks that hold 5 or 10 vials

Flatpacks et

LABOOO27 5 Vial

Flatpacks

LABOOOO7 10 Vial

All pack inserts are available on www.lornelabs.com
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RED CELLS - REVERSE GROUPING CELLS

These Grouping Cells are made from red cells that have been washed to remove all traces of blood group antibodies and
then resuspended in a preservative solution of buffered saline containing adenine, inosine, chloramphenicol and neomycin
sulphate. The preservative solution does not interfere with complement-mediated haemolysis. Each group A, A, and B

vial contains a 2.5-3.0% red cell suspension derived from the blood of a single donor, whereas the group O vial contains a
2.5-3.0% suspension of pooled group O red cells from two donors in equal proportions. Antigens for which the O cells have

been typed are noted on the antigen profile accompanying each lot. NB: Some antigens are present on only 50% of the cells
in each lot.

Item Product Code Size Minimum Shelf Life
Reverse Grouping A, + B Cells 910020 2 x 10ml 30 Days
Reverse Grouping A, + A, + B Cells 910030 3x10ml 30 Days
Reverse Grouping A +A, + B+ 0 Cells 910040 4 X 10ml 30 Days
Reverse Grouping A, Cells 920002 1x10ml 30 Days

RED CELLS - ANTIBODY SCREENING CELLS

Maxi-Screen 3 red cells are for antibody screening. Each reagent vial contains a 2.5-3.0% suspension of red cells derived
from the blood of a single group O donor. The donor red cells have been washed to remove blood group antibodies and

then resuspended in a preservative solution containing adenine and inosine to help preserve carbohydrate metabolism
and chloramphenicol and neomycin sulphate as preservatives.

Item Product Code Size Minimum Shelf Life
Maxi-Screen 3 950030 3x10ml 30 Days

RED CELLS - IDENTICELLS

Identicells are made up of 10 vials which each contain a 2.5-3.0% suspension of red cells derived from the blood of a
single group O donor. The donor cells have been washed to remove blood group antibodies and then resuspended in a
preservative solution containing adenine, inosine, chloramphenicol and neomycin sulphate as preservatives.

Iltem Product Code Size Minimum Shelf Life
Identicells 960050 10 x 5ml 30 Days

RED CELLS - COOMBS CONTROL CELLS

Coombs Control Cells are made up of a 3.8-4.2% suspension of single donor group O red cells washed to remove all blood
group antibodies and then resuspended in a preservative solution. The preservative solution contains neomycin sulphate
and chloramphenicol as preservatives. The cells are then sensitised with IgG.

Item Product Code Size Minimum Shelf Life
Coombs Control Cells 970010 10ml 30 Days

Deliveries take place every 28 days.

As well as the standard Red Cell products above, we can also supply other products for special standing orders only. These

include 0.8% panels and screening cells for use with column agglutination systems and Papainised red cell panels. Contact
us with full details of your requirements for a quotation.

All the above Red Cell products are CE marked and comply with the Red Book.

All pack inserts are available on www.lornelabs.com



They are not Lorne labelled products.

RED CELLS PRESERVATIVE - PRESERVACELL

Lorne Preservacell is a phosphate buffered solution containing glucose, calcium chloride and purine bases, with
chloramphenicol, gentamycin sulphate and neomycin sulphate as antibiotics. The reagent is supplied at optimal dilution.

Item Product Code Size Maximum Shelf Life
Preservacell 980500 500ml 12 Months

RED CELLS PRESERVATIVE - ABO PRESERVACELL

Lorne ABO Preservacell is a phosphate buffered solution containing glucose, calcium chloride and purine bases, with
chloramphenicol, gentamycin sulphate and neomycin sulphate as antibiotics. EDTA is added to stop complement binding
so that potent ABO haemolysins act as simple agglutinins. The reagent is supplied at optimal dilution.

ltem Product Code Size Maximum Shelf Life
ABO Preservacell 981500 500ml 12 Months

ALSEVERS SOLUTION

Alsevers Solution is an isotonic, balanced salt solution that is routinely used as an anticoagulant/blood preservative,
which permits the storage of whole blood at refrigerator temperatures for approximately 10 weeks. The solution contains
antibiotics and other chemicals that ensure maximum viability of stored red cells.

Item Product Code Size Maximum Shelf Life
Alsevers Solution 983000 1000ml 12 Months
RED CELL ELUTE

Lorne Red Cell Elute is an acid elution kit. The kit consists of Concentrated Wash Solution, which is used to minimise
antibody dissociation during washing, Acid Eluting Solution, which is a low pH glycine buffer containing a colouring agent
and a Base Buffering Solution, Tris solution containing bovine albumin. The Concentrated Wash Solution requires dilution
and all the other solutions are supplied at optimal dilution for use by all recommended techniques in the pack insert.

Item Product Code Size Maximum Shelf Life
Red Cell Elute 930110 Kit 30 Months
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All products available in bulk quantites




SYPHILIS KITS

Lorne TPHA Kit detects antibodies to T. pallidum. Test Cells are preserved avian erythrocytes coated with antigenic
components of pathogenic T. pallidum (Nichol’s strain). Any non-specific reactions are detected using the Control Cells;
avian erythrocytes not coated with T. pallidum antigens. Non-specific reactions can also be absorbed out using Control
Cells. Antibodies to non-pathogenic treponemes are absorbed by an extract of Reiter’s treponemes in the cell suspension.
Reagents are supplied at optimal dilution for use by the recommended techniques in the pack insert.
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Iltem Product Code Size Maximum Shelf Life
TPHA Microtitre Plate Kit 043100A 100 Tests 18 Months

The VDRL test is a non-treponemal slide agglutination test for the qualitative and semi-quantitative detection of plasma
reagins. The antigen suspension, a lipid complex, is agglutinated when mixed with samples containing reagins of patients
affected by syphilis. The reagent is supplied ready to use.

VDRL Stabilised Reagent Kit 046511A 250 Tests 30 Months

RPR Carbon Antigen contains micro particulate carbon, which aids in the microscopic reading of results. Lorne provides

reagents, controls and kits. All the reagents are supplied at optimum dilution for use by all recommended techniques
without the need for further dilution or addition.

RPR Carbon Antigen 045005A 100 Tests 30 Months
RPR Carbon Positive Control 047001A 1ml 30 Months
RPR Carbon Kit 044150A 150 Tests 30 Months

044500A 500 Tests 30 Months

RPR Carbon Kit TPHA Microtitre Plate Kit

Strep Test Kit

All pack inserts are available on www.lornelabs.com




Lorne ASO Latex Kit is a serologic test for the detection of ASO antibodies. All the reagents are supplied at optimal dilution
for use by all recommended techniques in the pack insert.

Item Product Code Size Maximum Shelf Life
ASO Latex Kit 031100A 100 Tests 30 Months

Lorne RF Latex Kit is for the detection of Rheumatoid Factor. The latex reagent is a suspension of latex particles coated
with human gamma globulins, which agglutinate in the presence of Rheumatoid Factor. All latex reagents are supplied at
optimal dilution for use by all recommended techniques in the pack insert.

RF Latex Kit 830100A 100 Tests 30 Months

Lorne CRP Latex Test Kit is for the detection of CRP. The test reagent consists of latex particles coated with either goat or
rabbit Anti-CRP (IgG). All the latex reagents are supplied at optimal dilution for use by all recommended techniques in the
packinsert.

CRP Latex Kit 850100A 100 Tests 30 Months

Lorne IM Latex Test Kit is for detection of the heterophile antibody associated with Infectious Mononucleosis. The test
reagent consists of latex particles coated with partially purified glycoprotein from bovine red cells. All reagents are supplied
at optimal dilution for use by all recommended techniques in the pack insert.

IM Latex Kit 041050A 50 Tests 30 Months

Lorne LE Latex Kit is for the detection of nuclear proteins in Systemic Lupus Erythematosus (SLE or LE). The test reagent
consists of DNP coated latex particles. All the reagents are supplied at optimal dilution for use by recommended techniques
in the pack insert.

LE Latex Test Kit 840050 50 Tests 24 Months

Lorne Strep Kit is a Latex agglutination grouping kit for the identification of Streptococci of Lancefield groups A, B, C, D, F
and G by agglutination of specific antibody coated latex particles in the presence of enzymatically-extracted antigen. All the
reagents are supplied at optimal dilution for use by all recommended techniques in the pack insert.

Strep Test Kit 860050 6 x 50 Tests 18 Months

Lorne Staph Kit is a Latex aggulation kit for the identification of Staph. aureus. Includes latex reagent, control reagent and
agglutination slides. All the reagents are supplied at optimal dilution for use by all recommended techniques in the pack
insert.

Staph Test Kit 870050 50 Tests 18 Months
870100 100 Tests 18 Months

ASO Latex Kit

All products available in bulk quantites
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FEBRILE ANTIGENS

Lorne Stained Febrile Antigens are for the detection of certain Salmonellae, Richettsiae and Brucellae pathogens. The
antigens are suspensions of killed bacteria, stained to enhance the reading of agglutination tests. The blue stained antigens
are specific to the somatic “O” antigens and the red stained antigens are specific to the flagellar “H” antigens. Suspensions
of Proteus OX2, OX19 and OXK are used to detect rickettsial antibodies.

Rose Bengal is a slide agglutination test for the qualitative and semi-quantitative detection of anti-Brucella antibodies in
human and animal serum. The stained bacterial suspension agglutinates when mixed with samples containing specific IgG
orIgM antibodies present in the patient sample.

Item Product Code Size Maximum Shelf Life
Salmonella TyphiH 502005A 100 Tests 30 Months
Salmonella Paratyphi AH 504005A 100 Tests 30 Months
Salmonella Paratyphi BH 506005A 100 Tests 30 Months
Salmonella Paratyphi CH 508005A 100 Tests 30 Months
Salmonella Typhi O 510005A 100 Tests 30 Months
Salmonella Paratyphi AO 512005A 100 Tests 30 Months
Salmonella Paratyphi BO 514005A 100 Tests 30 Months
Salmonella Paratyphi CO 516005A 100 Tests 30 Months
Brucella Abortus 518005A 100 Tests 30 Months
Brucella Melitensis 520005A 100 Tests 30 Months
Proteus OX2 522005A 100 Tests 30 Months
Proteus OX19 524005A 100 Tests 30 Months
Proteus OXK 526005A 100 Tests 30 Months
Febrile Antigen Kit + Controls 532042A 8x100 Tests and 2xIml 30 Months
Febrile Positive Control 536001A 1ml 30 Months
Febrile Negative Control 537001A 1ml 30 Months
Rose Bengal 155050A 50 Tests 30 Months

ROSE WAALER

Rose Waaler is a technique of passive haemagglutination for qualitative and semi-quantitative detection of human serum
Rheumatoid Factor. Sheep red blood cells are coated with a concentration of antiserum to sheep red blood cells that is too
low to cause agglutination. The addition of serum from a patient with Rheumatoid Factor will cause agglutination.

Iltem Product Code Size Maximum Shelf Life
Rose Waaler 156050A 50 Tests 30 Months

Febrile Antigen Kit + Controls




ABO SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM ABO Standard Grade blood grouping reagents contain mouse monoclonal antibodies diluted in a
phosphate buffer containing sodium chloride, EDTA and bovine albumin. Each reagent is supplied at optimal dilution for
use by slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-A Monoclonal - Standard Grade 600010E 10ml 36 Months
Anti-B Monoclonal - Standard Grade 610010E 10ml 36 Months
Anti-A,B Monoclonal - Standard Grade 620010E 10ml 36 Months

RHESUS SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM Anti-D Clone 1 Standard Grade blood grouping reagent is a low protein reagent containing a human
monoclonal IgM antibody diluted with sodium chloride, bovine albumin and macromolecular potentiators. When typing
patient samples, the reagent will directly agglutinate Rh D positive cells, including the majority of variants (but not D") and
a high proportion of weak D (DY) phenotypes when using the slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-D IgM Monoclonal - Standard Grade 730010E 10ml 30 Months

Lorne Monoclonal Anti-D Duoclone Standard Grade blood grouping reagent is a low protein, blended reagent containing
human monoclonal IgM and IgG Anti-D, diluted in a phosphate buffer containing sodium chloride, bovine albumin and
macromolecular potentiators. When typing patient samples, this reagent will directly agglutinate Rh D positive cells,

including the majority of variants (but not D¥) and a high proportion of weak D (DY) phenotypes when using the slide, tube,
gel card and microplate techniques. It will agglutinate DV cells in the IAT phase of testing.

Anti-D Duoclone Monoclonal - Standard Grade 740010E 10ml 30 Months
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All products available in bulk quantites




LABORATORIES

cgg LORNE

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Email: info@lornelabs.com www.lornelabs.com
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CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

Si certifica che il

this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da

implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di

Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in-compliance with the standard

UNI EN SO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
coricerning the following kinds of Processes
Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field
Design and manufacturing of diagnostic medical devices for taboratories of analysis and.non-sterile class t medical devices.
Marketing of invasive.and non-invasive medical devices of class lla, Is, | and in vitro diagnostics. Marketing of laboratory items
Il presente Certificato & soggetlo al rispetto delle condizioni stabilite dai Regolamenu per la certlhcazmne in v1gore applicabili.

T'his Certificate shall satisfy the requirements established in the Rules for the certification in force appl
In caso di drscordanza tra le lingue utilizzate nella traduzione del contenuto del presente cemflcato fare ri enmento alla lingua italiana
s of discrepancy between the languoges used in the transiation of the content of this certificate, please refer to the ltation lar nghgae
L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR
Dr. Ing. Roberto Cusolito
Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2023-10-24 2026-10-29
Settore IAF 14 - 29 ACCREDIA <

SGQ N* 0234

Membro degll Accordi di Mutuo Riconosciments EA, IAF & ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail.it
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CERTIFICATO N° 505DM09

CERTIFICATE N° 505DM09

Si certifica che il

this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da

implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di

Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme alla norma

is in compliance with the standard

UNI CEI EN I1SO 13485-2021 (ISO 13485-2016)

per i seguenti Processi
concerning the following kinds of Processes
Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe lla, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis-and non-sterile class | medical devices
Marketing of invasive and non-invasive medical devices of class lla, Is, | and invitro diagnostics.

Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate

all satisfy the require

established in the Rules for the certificatiory in force gpplicable
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana

In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the italian langisage

L'’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(LZL.9v=

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA N

SGQ N* 023A

Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail.it




CERTIFIED COMPANY UNI ISO 9001 & UNI CEI EN ISO 13485

DICHIARAZIONE DI CONFORMITA’ C€
CEDECLARATION OF CONFORMITY
DECLARACAO C&€ CONFORMIDADE

Nuova Aptaca s.r.l.
DICHIARA | DECLARES / DECLARA

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:
Que os dispositivos medicos de diagnostico in vitro a sequir descriminados como:

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS
TUBOS PARA COLHEITA DE SANGUE COM ADITIVO

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)
(cujas referencias estdo descritos no anexo 1)

Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE del 27 ottobre 1998 recepita
con il D.Lgs 332 del 08/09/2000 e s.m.i.

Are manufactured in compliance with essential requirements of Annex 1 of the 98/79/CE Directive dated 27" October
1998 put into force by D.Lgs. 332 dated 08/09/2000.

Sé&o fabricados de acordo com os requesitos essenciais da Directiva 98/79/CE anexo I, datada de 27 Outubro 1998
posta em vigor pelo Decreto 332 datado de 08/09/2000

I Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the Directive 98/79/EC.
Os dispositivos mencionados no anexo | ndo se enquadram na lista A e/ ou B da Directiva 98/79/CE

Classificazione EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.)
EDMA code: 1302808000 Coated tubes (Citrate, Heparin etc.)
Codigo EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.)

La presente dichiarazione é stata redatta in conformita all’Allegato Ill (escluso punto 6) della Direttiva
98/79/CE.

The present Declaration was drafted in accordance with annex Il (with the exception of point 6) to Directive 98/79/EC.
A presente Declaragdo esta redigida de acordo com o anexo Ill (com excegdo do ponto 6) da Directiva 98/79/CE

Rilasciato / Released

. Duilio BUONO
Canelli, 23.02.2017 Quglity Assurance nager
|
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APTACA::

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION

Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-

10110/16 " "
RATE”. RATE” system.
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-

10110/PR , "
RATE”. RATE” system.

2000 Provette fondo piatto PP @12x56 mm., con K2EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with K2EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.

2000/1 Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K.EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.

2000/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K.EDTA for 1 ml of blood, light with cap, for
uso pediatrico. paediatric use.

2001 Provette fondo piatto PP @16x60 mm., con K2EDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with K2EDTA for 2,5 mi of blood, light
tappo verde chiaro. green cap.

2002 Provette fondo piatto PP @16x60 mm., con K:EDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with K2EDTA for 5 ml of blood, light
verde chiaro. green cap.

2003 Frovelte PP (12x86 mm., con (GEDTA per 2,5 mi di sangue, t@ppo verde | pp st tupes @/12x86 mm., with K:EDTA for 2,5 ml of blood, light green cap.

2004 Z:?a"ri“e PP §/12x86 mm., con K:EDTA per 5 ml di sangue, tappo verde PP fest tubes ©12x86 mm., with K.EDTA for 5 ml of blood, light green cap.

2005 Frovelte PP 1375 mm., con (GEDTA per 2,5 ml di sangue, @ppoerde | pp st tupes /13x75 mm., with K:EDTA for 2,5 ml of blood, light reen cp.

2007 Frovelte PP 16x100 mm. con KEDTA per 10 midi sangue, 18ppo Verde. | pp e tupes 16100 mm, with KLEDTA for 10 miof blood, light green cap.

2008 N 2 7S M- con KEDTA perlridiegnauggiappo varde PP fest tubes ©@13x75 mm., with K.EDTA for 4 ml of blood, light green cap.

2100 Provette fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.

2100/1 Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark green cap, for
scuro, per uso pediatrico. paediatric use.

2100/1/V Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo viola, per PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark violet cap, for
uso pediatrico. paediatric use.

2100/TM t';r;‘)’g“e fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, con | pp gt pottorm tast tubes @12x56 mm., with KEDTA for 2,5 mi of blood, with cap

2101 Provette fondo piatto PP @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.

2102 Provette fondo piatto PP @16x60 mm., con KsEDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with KsEDTA for 5 ml of blood, dark
verde scuro. green cap.

2103 SPCrS‘r’s“e PP @12x86 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp 1ot 1 hs @112x86 mm., with KEDTA for 2,5 ml of blood, dark green cap.

2104 T 7o verde PP fest tubes ©12x86 mm., with K-sEDTA for 5 ml of blood, dark green cap.

2105 Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, dark green cap.
SCuro. Quantity for box 1,000 pieces

2105/TM Provetta PP @13x75 mm, con KsEDTA per 2,5ml di sangue, tappo viola. PP test tubes @13x75 mm, with KsEDTA for 2,5ml of blood, violet cap.

2105/VIOLA Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo viola PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, violet cap.

2107 Provelte PP 16100 mm. con KEDTA per 10 mldi sangue, tappo Verde. | pp st tuhes 16100 mm, with KSEDTA for 10 mi of blood, dark green cap.

2108 sPch\rfﬂe RIGISXTS mm., con KERTApertiTIGisanguehiappo veles PP test tubes ©13x75 mm., with K:sEDTA for 4 ml of blood, dark green cap.

2108/5 e S e SESTRPSES ELUAMNG RO IS PP test tubes @13x75 mm., with K-EDTA for 5 ml of blood, dark green cap.

2108/TM Provette PP @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

2108/VIOLA Provette PP @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

2200 Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Na, EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.

2200/G Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Na, EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2201 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na, EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.

2201/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na, EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2202 Provette fondo piatto PP @16x60 mm., con KF+Na; EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,
tappo arancione. orange cap.

2202/G Provette fondo piatto PP @16x60 mm., con KF+Na; EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 5 ml of blood,
tappo giallo. yellow cap.
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Cob. DESCRIZIONE DESCRIPTION
2203 Provetto PP (1286 mm., con KF+Naz EDTA per 2,5 i di sangue, 10P0 | pp s tuhes 0312x86 mm., with KF-Nez EDTA for 25 m of bood, orange cap.
2204 :rr;’r‘]’cegi:P LI RR il TA por 5 mi di sangue, tappo PP test tubes ©12x86 mm., with KF-Naz EDTA for 5 ml of blood, orange cap.
2205 Provette PP @13x75 mm., con KF+Naz2 EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Na2 EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces
2205/TG grri‘;‘i’(f“a PP @13x75 mm, con KF+NAz EDTA per 2,5ml di sangue, tappo | pp ot hes @113x75 mm, with KF+NA EDTA for 2,5ml of blood, grey cap.
2207 Proveto PP 16100 mm. con KF+Naz EDTA per 10 midisangue, 8PP0 | pp st tuhes 16100 mm, with KF-Naz EDTA for 10 ml of blood, orange cap.
2208 R R ¥ 1oz EDTA per 4 mi i sangue, tzppo PP test tubes ©13x75 mm., with KF-Naz EDTA for 4 ml of blood, orange cap.
2300 Provette fondo piatto PP @12x56 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @12x56 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2301 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2302 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 5 ml of blood,
tappo viola. violet cap.
2303 Provette PP 91286 mm., con Sodio Eparina per 2,5 ml di sangue, 8PP0 | pp testtubes 312486 mm., with Sodium Heparin or 2,5 mi of biood, violet cap.
2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.
2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2307 Provette PP @16x100 . con Sodio Eparina per 10 m!di sangue, 1abP- | pp testtubes 916100 mm., with Sodium Heparin for 10 mi of bood, viet cap.
2308 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 4 ml di sangue, | PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 4 ml of blood,
tappo viola. violet cap.
2400 Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2400/1 Provette PP @12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per | PP test tubes @12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for
uso pediatrico. paediatric use.
2400/TV Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo verde. green cap.
2401 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2402 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 5 ml of blood,
tappo blu. blue cap.
2403 Provette PP @12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2404 Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap.
2404/TV Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
scuro. cap.
2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.
- . . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. Quantity for box 1,000 pieces
2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu, | - [eSt tubes @13x75 mm., with Lithium Heparin for 4 m of blood, blue cap.
Quantity for box 1,000 pieces
2500 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500/N Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/N* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes @13x75 mm., with KsEDTA, without cap, for 3 ml of blood.
Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
2500/SE/V s .
sangue, senza etichetta. blood, without label
2500/V Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
sangue. blood.
2500/V* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
sangue. blood.
Mod DC- Provette con anticoagulante e separatori di siero
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2500/V/2 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 2 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
sangue. blood.

2500/V/SG Provette in PP con K3 EDTA steril,tappo perfviola ZI; otzsts ;glr)i;zs @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
Provette con K3 EDTA per 1,5 ml di sangue, per ematologia, tappo in gomma | PP test tubes with K3 EDTA for 1.5ml of blood, with pierceable violet cap, @13 x

2500/1 . .
viola perforabile, & 13 x 75 mm 75 mm

2501 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 mi, yellow cap for
per coagulazione. coagulation.

2502 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation

2503 Provette in PP @16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes @16x100 mm., with Sodium Citrate 0,4 ml, yellow cap

2505 Provette PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap

2505/1 Provette PP @12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per PP test tubes @12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for
coagulazione uso pediatrico. coagulation, for paediatric use.

2508 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation

2508/BLU cpg‘;‘éiﬁfzzze‘mm mm, con Sodio Citrato 0,4ml, tappo blu per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation

2511 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 mi, yellow cap for
per coagulazione. coagulation.

2512 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.

2512/TB Provette PP @12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml for coagulation.

2513 Provette PP @16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.

2515/BLU Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap

2515/TB/IF Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap

2520 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.

2520/TB Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo blu per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, blue cap for
coagulazione. coagulation.

2520/TR Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml per PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml for
coagulazione. coagulation.

2521 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.

2522 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.

2522/R Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for
coagulazione. coagulation.

2525 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.

2525/2 Provetta PP @13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow
tappo giallo cap.

2525/32/BLU Provette in PP tappo blu con 0,25m di Sodio Citrato 3,2%, CP; test tubes @13x75 mm, with 0,25ml of Sodium Citrate for coagulation, blue

2600 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,1 ml, pink cap for

2600/1 VES ESR
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo nero PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, black cap

2600/TN per VES for ESR

2601 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.

2602 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.

2603 Provette PP @16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes @16x100 mm., with Sodium Citrate 0,25 ml, pink cap

2605 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.

2610 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 mi, yellow cap for

2610/G per VES ESR

2611 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.

2612 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.

Mod DC- Provette con anticoagulante e separatori di siero
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2615 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
2615/TN Provetta PP @13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes @13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap.
2620 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.
2621 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.
2622 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2625 Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2632 Provette @12¢56 mm in PP, con 0,25mi di Sodio Citato x 1 mi disangue | ; fosttubes @12x56 mm., with Sodum Citrate 0,25 ml, pierceable black ubber
2635 Provette @13x75 mm in PP, con 04m di Sodio Citrato x 1 6mi disangue | ; fosttubes @13x75 mm., with Sodium Citrate 0,4 ml, pierceable black nubber
Provette con sodio citrato 0,4 ml per 1,6 ml di sangue, per VES, tappo nero, | PP test tubes with sodium citrate 0.4 ml, for 1.6 ml of blood, for ESR, black cap,
2642
@13 x 75 mm @13x75 mm
2661/E/TB Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
2662/E Provette @16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @16 x 100 mm
2662/E/TB bpgz\éiﬂe S in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap
Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2662/TB . .
basso, senza etichetta without label
2662/TM in prov.16x100 in metacr. x 10 ml di sangue timarrone PAMA tosl ibas with separeting gal + lot 2ot R
2663/E/TB bpgz\éiﬂe {75 mm. in PP, con granuli separalori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap
2664/E/TB bpgz\éiﬂe il 6 mmNin PP, con gracliiseparalorggacesleglore, tappo PP test tubes with separating granules + clot accelerator, @12x86 mm, low cap
2665/E Provette @13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @13 x 75 mm
2665/E/TB bpgz\éiﬂe £i3 x 75 mm. in EhMASiconigeliseparaloreiyageeterators, tappo PP test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
Provette @16 x 100 mm, in PP, con gel separatore + acceleratore, con PP test tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2666/E/TB :
etichetta, tappo basso low cap.
2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue va f;;t) tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2668/E Provette @12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @12 x 86 mm
2668/E/TB bpgz\éiﬂe lexSmint el o lEsperaiaeky acelerators, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap
Provette @12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap,
2668/TB ) .
basso, senza etichetta without label
2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D
2700 Provette @13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light
tappo azzurro in gomma perforabile blue cap in pierceable cap.
2700/2 Provette in PP tappo azzurro perforabile con 0,2 ml di PP test tqbeg @13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light
blue cap in pierceable cap.
2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato E/ﬁ efecs; ;ubes @13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with
Provette @12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2710 S : ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2711 . : )
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2712 R : ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2715 R : ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
3553/E Provette @16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @16x100 mm
3554/E Provette @12 x 86 mm in PP, con acceleratore PP test tubes with clot accelerator, @12 x 86 mm
3555/E Provette @13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @13 x 75 mm
3556/E Provette @16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, @16 x 100 mm
3558/E Provette @12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @12 x 86 mm
3771/E/TB Provette @16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @16 x 100 mm, with low red cap
3772/E/TB Provette @13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @13x75 mm, red low cap
3773/E Provette @16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, @16 x 100 mm
3773/E/TB Provette @16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @16 x 100 mm, low cap
Mod DC- Provette con anticoagulante e separatori di siero
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, @16 x 100 mm, low cap
3774/E/TB Provette @12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, @12x86 mm, low cap
3775/E Provette @13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, @13 x 75 mm
3775/E/TB Provetta @13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, @13 x 75 mm, low cap
3776/E/TB Provetta @16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel @ 16 x 100 mm, brown low cap.
3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel @ 16 x 100 mm, low cap.
3778/E Provette @12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, @12 x 86 mm
3778/E/TB Provette @12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @12 x 86 mm, low cap
4875/E Provette @13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @13 x 75 mm
4876/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm
4876/E/TB Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm
4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, @13 x 75 mm
4876/TR/IE Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm
4878/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light
azzurro blue cap
4878/ TRIE Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap
4883/E Provette @13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 100 mm
4883/E/TN Provette @13 x 100 mm in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13 x 100 mm, black
nero cap
4884/E Provette @16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @16 x 100 mm
4885 Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm
4885/E Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm
4885/R Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo PS test tubes with separating granules + clot accelerator, @16 x 100 mm, red
rosso cap
4886/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
4886/TR/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
4888/E Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm
4888/EB Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo | PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm,
bianco white cap
5975/E Provette @13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @13 x 75 mm
5976/E Provette @13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, @13 x 75 mm
5978/E Provette @12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, @12 x 86 mm
5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS
5993/E Provette @13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, @13 x 100 mm
5995/E Provette @16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @16 x 100 mm
5995/ER Provette con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, @16 x 100 mm
5996/E Provette @16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, @16 x 100 mm
5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm
|
MK/(O %o
Mod DC- Provette con ant.icoagulante e separatori di siero
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Regione Monforte, 3 - 14053 Canelli (Asti) Italy
Tel. +39 0141/83.50.75 — Fax +39 0141/83.52.92
E-Mail info@aptaca.com— Web http//www.aptaca.com

CERTIFIED COMPANY UNI EN ISO 9001:2000 & UNI EN ISO 13485:2004

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

CODICE ARTICOLO:
- 2107
ITEM CODE:

DESCRIZIONE / DESCRIPTION

PROVETTE CON ANTICOAGULANTE K3 EDTA

PROVETTE @16 X 100 coN K3z EDTA PER 10,0 ML DI
SANGUE.

CON ETICHETTA.

CON INDICAZIONE DI LIVELLO DI RIEMPIMENTO A 10,0
ML

BLOOD COLLECTING TUBES K3z EDTA

BLOOD COLLECTING TUBES @16 x 100 wiTH K3EDTA
FOR 10,0 ML OF BLOOD.

WITH LABEL.

WITH FILLING LINE AT 10,0 ML

Prodotto con marchio  C€ - conforme alla Direttiva 98/79/CE e al D.Igs 332 del ~ 08/09/2000
C€ Marked product - manufactured in compliance with 98/79/CE Directive and D.lgs 332 dtd 08/09/2000

CARATTERISTICHE PRINCIPALI TECHNICAL FEATURES

Stato microbiologico NON STERILE / NOT STERILE Microbilogical status
Materiale impiegato provetta PPOOLb'zESELLLEENNEE Raw material — Test tube
Materiale impiegato tappo PCP)E’YL'EETT*EL:EE Raw material - cap
Colore tappo: VERDE SCURO / DARK GREEN Color - cap:
Temperature tollerate: MINOT MAX +40C Temperature range
Dimensioni provetta (mm) @16 x 100 Dimensions - test tube (mm)
Volume provetta: 10 ML Test tube volume
Freccia livello riempimento: 10,0 ML Filling arrow:
Anticoagulante: K3 EDTA Anticoagulant
Validita del prodotto 2 ANNI/ YEARS Shelf life
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DESTINAZIONE D'USO / INTENDED PURPOSE

La destinazione & quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” adatto a contenere sangue per effettuare le
analisi di laboratorio.
Il dispositivo in oggetto & destinato esclusivament e ad uso professionale in laboratori di analisi.

Intended purpose is “IN VITRO MEDICAL DEVICE” to contain blood to perform laboratory tests.
For use in professional test laboratory only.

AVVERTENZE PER L'USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device

Non variare la destinazione d’uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, Temperatura min -0C max +40C
Store in dry place, Temperature range: min -0C max +40C

Smaltimento: utilizzare gli appositi D.P.l e smaltire secondo le normative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell’'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substance check the resistance / compatibility chart on our catalogue

L'uso in centrifuga non deve superare la velocita massima di 5.000 r.p.m. per un massimo di 20 min.
For a maximum centrifuge speed of 5,000 r.p.m to be kept for 20" max

IMBALLO /PACKING

Quantita (pz):

Confezione interna (pz): QUANTITA MINIMA VENDIBILE

Quantity (pcs): 1.000 Internal packing (pcs): 50pcs in rack MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (KQ): Volume (m®):
External box dimensions (cm): 56.5x43,5x23,5 Weight (Kg): 8,30 Volume (m3): 0,058

SIMBOLI UTILIZZATI SULL'IMBALLO / PACKING SYMBOLS

Data di fabbricazione Data di scadenza A Consultare i documenti accompagnatori

Manufacturing date Expiry date Please consult accompanying documents
or | Numero di lotto Monouso

Lot number Disposable
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EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Glass Test Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex Il
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 2022.01.01

Ort, Datum / Place, date /
Lieu, date / Luogo, data

on
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0
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Glass Test Tube

Glass Test Tube

Test tube, glass test tube, glass culture tube made of borosilicate glass. The tubes provide excellent
chemical resistance and durability.

Made of superior quality 3.3 borosilicate glass tubes, suitable for all usual laboratory applications, can
withstand high temperature.

Material: 3.3 borosilicate glass or borosilicate glass.

Mouth: plain mouth

Bottom: round bottom

Size: 10x50mm, 10x75mm, 11x70mm, 12x75mm, 12x100mm, 13x100mm, 12x110mm, 12x120mm,
15x100mm, 15x125mm, 16x125mm, 16x100mm, 16x160mm, 20x150mm, 18x150mm, 20x200mm
or customized.

Cat No. Size Wall thick(mm) Qty/Case (PCS)
Glass test tube, borosilicate glass, plain, round bottom

670701 @10x50mm,2.5ml 0.8-1.0mm 2000

670702 @10x75mm,3.0ml 0.8-1.0mm 2000

670703 @11x70mm,3.0ml 0.8-1.0mm 2000

670704 @12x75mm,5.0ml 0.8-1.0mm 2000

670705 @12x100mm,7.0ml 0.8-1.0mm 2000

670706 @?13x100mm,7.0ml 0.8-1.0mm 2000

670707 @12x110mm,8.0ml 0.8-1.0mm 1000

670708 @?12x120mm,8.0ml 0.8-1.0mm 1000

670709 @15x100mm,10ml 0.8-1.0mm 1000



BOENMCED"

BOEN HEALTHCARE CO., LTD.

670710
670711
670718
670719
670720
670721
670722
670723
670724
670725
670726
670727
670728
670712
670713
670714
670715
670716
670717

Glass test tube, 3.3 borosilicate glass, plain, round

670801
670802
670803
670804
670805
670806
670807
670808
670809
670810
670811
670812
670813
670814
670815
670816
670817

@15x125mm,12ml
@?16x125mm,14ml
@10x50mm,2.5ml
@10x75mm,3.0ml
@11x70mm,3.0ml
@12x75mm,5.0ml
@?12x100mm,7.0ml
@?13x100mm,7.0ml
?12x110mm,8.0ml
?12x120mm,8.0ml
@?15x100mm,10ml
?15x125mm,12ml
@16x125mm,14ml
?16x100mm,10ml
@?16x150mm,16ml
@?16x160mm,17ml
©20x150mm,20ml
©18x200mm,25ml
©?20x200mm,25ml

@10x50mm,2.5ml
@10x75mm,3.0ml
@11x70mm,3.0ml
@12x75mm,5.0ml
?#12x100mm,7.0ml
?13x100mm,7.0ml
@?12x110mm,8.0ml
@?12x120mm,8.0ml
@?15x100mm,10ml
?#15x125mm,12ml
@16x125mm,14ml
?16x100mm,10ml
?16x150mm,16ml
?16x160mm,17ml
©?20x150mm,20ml
@?18x200mm,25ml
©?20x200mm,25ml

0.8-1.0mm
0.8-1.0mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
0.6mm
1.0mm
1.0mm
1.0mm
1.0-1.2mm
1.0-1.2mm
1.0-1.2mm
bottom
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
0.8-1.0mm
1.0mm
1.0mm
1.0mm
1.0-1.2mm
1.0-1.2mm
1.0-1.2mm

1000
1000
2000
2000
2000
2000
2000
2000
1000
1000
1000
1000
1000
1000
1000
1000
600

600

600

2000
2000
2000
2000
2000
2000
1000
1000
1000
1000
1000
1000
1000
1000
600

600

600
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