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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.
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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.
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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”.
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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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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
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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.

Forward 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 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. 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 90 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
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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 ml 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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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 Monaclonal 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 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. 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.

o abswN

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).

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 (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
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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

6
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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®.

BIBLIOGRAPHY

1. Issitt PD. Applied Blood Group Serology, 3rd Edition, Montgomery Scientific,
Miami, 1985, Chapter 1

2. AABB Technical Manual 16th Edition, AABB 2008.

3. Marion E. Reid and Christine Lomas-Francis, Blood Group Antigens and
Antibodies, SBB Books, New York 2007; Page 192.

4. Jones J, Scott ML, Voak D. Monoclonal anti-D specificity and Rh D
structure: criteria for selection of monoclonal anti-D reagents for routine
typing of patients and donors. Transfusion Medicine 1995. 5, 171-184

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
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 _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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MAREA BRITANIE 1434

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.

Numarul de referinta al documentului: CEP1740

Numarul de emitere al documentului: 17/05/2020

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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6.

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)

A.

1.

2.
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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.

0O 90k
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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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Marime Numar de catalog Teste per
flacon flacon
10 ml 740010 200
1000 ml 740000* 20.000
5000 ml 740000x5* 100.000
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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 D 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.

o abswN

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®.

BIBLIOGRAPHY

1. Issitt PD. Applied Blood Group Serology, 3rd Edition, Montgomery Scientific,
Miami, 1985, Chapter 10

. AABB Technical Manual, 16th Edition, AABB 2008.

. Marion E. Reid and Christine Lomas-Francis, Blood Group Antigens and
Antibodies, SBB Books, New York 2007; Page 192.

. Jones J, Scott ML, Voak D. Monoclonal anti-D specificity and Rh D
structure: criteria for selection of monoclonal anti-D reagents for routine
typing of patients and donors. Transfusion Medicine 1995. 5, 171-184

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

[EC] REP]

Advena Ltd, Tower Business Centre, 2nd Floor, Tower Street,
Swatar, BKR 4013, Malta
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Document reference number: CEPI740

Document issue number: 17/05/2020

Page 2 of 2



Poccwus, 630559, Hosocubupckas obn., p.n. Konbuoso, HaydHo-npon3BoacTeeHHas 30Ha, kopnyc 36, k. 211, AO «BekTtop-Eect»

Onsa nucem: 630117, r. HoBocnBupck, a/a 492

MpuemHas: Ten. (383)-227-60-30

www.vector-best.ru
vbobtk@vector-best.ru

NACMOPT Ne

4796-21

XnamubecT C. trachomatis-igA

Habop peazenmoe 0ns uMMYyHO(epPMEeHMHO20 8bisIeNeHUs1 eudocneyughudecKux UMMYHO2/106y1UHO8
wnacca A k Chlamydia trachomatis

D-1968

XpaHuTb Npu TemnepaType 2-8°C

TpaHcnopTupoBsaTb npy TemnepaType 2-8°C. [lonyckaerca
TpaHcnopTuposaHue npu Temnepatype ao 25°C He Gonee 10

Homep cepuun 2061

Oata nsrotoenenuns 2021-12-09

[ata Bbigaun nacnopta 2021-12-09

Cpok rogHocTu Habopos Ao  2022-12-09

CYTOK.
Cocras BHewHui sua Pe3ynbTaTkl KOHTpONA
|MnaHweT pa3bopHLIA ¢ UMMOGMNN30BAHHLIM 96 NyHOYHBIN pa3BopHLIN NONNCTMPONOBLIA NNAaHLWET CooTvBeTcTBYET
pPEKOMBMHaHTHbIM aHTureHom Chlamydia trachomatis € Npo3payHeIMn GecLBETHEIMY NYHKaMN
MonoxutenbHbIR KOHTPONBHLIA 06pa3sey (K+), [Mpo3payHasn KnMaKoCTe KPacHOro userta CooTBeTcTBYET
VNHaKTUBUPOBaHHbIN
OTpuuaTenbHbIvi KOHTponkHeIN 06pasey (K-), IMpo3payHasn XnakocTb CBETNO-XENTOro UuseTa CooTBeTcTBYET
MHaKTUBUPOBAHHbINA
KoHwloraT, KOHUSHTPAT Mpo3payHas X1AKOCTb TEMHO-CUHEro LBeTa CooTeetcrByeT
Pacteop ans pa3segeHus coisopoTok (PC) Mpo3payHas KMGKOCTb XKeNTo-KpacHoro uBeTa CooTteeTcTByET
PacTBop ans passeseHns koHwbloraTa (PK) Mpo3payHan GecupeTHan XMAKOCTb CooTBeTcTBYET
25-KpaTHbIi KOHUEeHTpaT docgaTHo-conesoro bydepHoro [Mpoapaynas unu cnerka onanecumpyowias CooTteeTcTByeT
pacteopa c TevHOM (PCB-Tx25) BecLBeTHasa XUAKOCTb; BO3MOXHO BbiNageHne ocaaka
conen, pacTBOPAOLLIErOCs NpW HarpesaHun 4o
Temnepartypsl o1 30 go 40°C
Pacteop TeTpameTunbeHananHa (pactsop TMB) MpospayHas GecuBeTHAs UK CBETSIO-XENTOro LUBeTa CooTtBeTcTBYET
XKMOKOCTb
Crton-peareHT Mpo3payHas BecuseTHas XNOKOCTL CooTtBeTcTBYET

cTaHaapTHow nanenu npeanpuaTtus CMNN 05-2-300, %

NokasaTenb Hopma PesynbTaTthl KOHTPONA
3Ha4eHVe ONTUHECKON NIIOTHOCTYU B AIYHKE C NMONOXWUTENbHBIM
KOHTpOMbHbIM 06pa3uom, eq. onT. NAOTH., (450 HM - 620 HM) / 0,6 1,858 /1,911
450 HM), He MeHee
CpefHee 3HaveHne ONTUYECKOW NAOTHOCTHU B NYHKaxX C
oTpuLaTENbHBIM KOHTPOMbHLIM 06pa3uoM, eq. onT. NAOTH., 0,20 0,005/0,044
(450 HM - 620 Hm) / 450 HM), He Gonee
YyscteutensHocTk No IgA k Chlamydia trachomatis no
cTaHaapTHoW naHenu npeanpusitust CMM 05-2-300, % 100 100
CneundgmnyrocTs no IgA k Chlamydia trachomatis no 100 100

3aknioyeHue: CooTBeTCTBYET TpeboBaHUAM
TY 9398-091-23548172-2014
no ynakoeke, MapKMpOBKe, KOMMIIEKTHOCTY 1 N0 Noka3aTesnaM

Kayectea

HavanbHuk OBTK B.B. WANPOB

oT,
BUONOr MYECKOro

W TEXHWMYECKOrS
KOHTPONA




Pocceusi, 630559, HosocuBupckas o6n., p.n. Konbuoso, Hay4Ho-nponssoacTBeHHan 3oHa, kopryc 36, k. 211, AO «Bektop-BecT»

[Ans nucem: 630117, r. Hosocubupcek, a/a 492

MpuwemHas: Ten. (383)-227-60-30

www.vector-best.ry
vbobtk@vector-best.ru

MACTOPT Ne 4839-21
XnamubBecT C. trachomatis-lgG

D-1964

Ha6op peazermos O0nsi uMMyHOghepPMEHMHO20 ebifsrIeHUsT 6udocneyugUYeCKUX UMMYHO2/106YTUHO8

xknacca G k Chlamydia trachomatis

XpaHuTb Npu Temnepatype 2-8°C

TpaHcnopTuposaThk npu Temnepatype 2-8°C. donyckaeTtcs
TpaucnopTupoBaHue npu TemnepaType Ao 25°C He Gonee 10

Homep cepun 2063

Aata narotosneHuns 2021-12-13

faTta Bbigavun nacnopta 2021-12-13

Cpok rogHocTu Habopos oo 2022-12-13

CYTOK.
CocTaB BHewHuit BUO Pe3ynbrtaTthbl KOHTpOns
MNnaHweT pa3topHbIi ¢ UMMOBUINZOBAHHLIM 96 NyHOYHbIN pa3BopHLIA MONMCTUPONOBLIR NNaHLWET CooteetcTyer
| pekomMbuHaHTHLIM anTureHom Chlamydia trachomatis € Npo3payHuimu GecLBETHLIMU NyHKamu
MonoxuTenbHbli KOHTPONbHLIN oGpazel (K+), Mpo3spayHas k1aKoCTb KPacHoro useTa CooTtBetcTBYET
WHAKTMBMPOBAHHbIN
OTpuuaTenbHbIf KOHTPOsbHLIA 06pase (K-), Mpo3payHas KUAKOCTb CBETNO-KENTOIO UBeTa CooTBeTcTBYET
MHaKTMBUPOBAHHbIN
KoHbloraT, koHUeHTpaT Mpo3payqHasn XMAKOCTb TEMHO-CUHEro LiBeTa CooTeeTcTRYET
PacTtsop Ans pa3segeHws ceisopoTok (PC) Mpo3payHas }KUAKOCTb XKeNTo-KPacHoro useta CootBeTcTBYET
PacTtsop ans paseegeHus koHwloraTa (PK) Mpo3payHas GecuBeTHARA KUOKOCTb CooTteeTcTBYET
25-KkpaTHbIi KOHUEHTpaT docthaTHo-conesoro GypepHoro Mpo3payHas unu cnerka onanecumpyoLwas CootBeTcTBYyET

pacTeopa ¢ TBUHOM (PCB-Tx25)

GecuBeTHas XWEKOCTb; BO3MOXHO BbiNageHue ocafka
conew, pacTBOPSAIOLLIErocs NPV HarpeBaHun 40
Temnepatypel oT 30 ao 40°C

'F;acmop TeTpameTunbeHanguHa (pacteop TMBE)

Mpo3spayHan GecuBeTHas UK CBETNO-XENToro useTa CooTeeTcTayeT

CcTaHAapTHOW naHenw npeanpuaTua CMM 05-2-183, %

Cron-peareHT MpospayHas GecuBeTHas XUAKOCTL CootBercTByeT
Mokasarens Hopma PesyneTatbl KOHTRONSA

3HaveHne onTUHECKON NIIOTHOCTU B NYHKE C NMOSIOXNTENbHBIM

KOHTPOSIbHLIM 0DpasuUom, e, onT. MNOTH., (450 HM - 620 Hm) / 0,6 1,606/ 1,641

450 HM), He meHee

CpeaHee 3Ha4YeHNe ONTUYECKOW NIIOTHOCTM B NYHKaX C

oTpuuUaTesbHbIM KOHTPONbHLIM 06pa3LUoM, eq. OnT. NAOTH., 0,20 0,004 /0,043

(450 HM - 620 HM) / 450 HM), He Gonee

YyecTteuTensHocTb no IgG k Chlamydia trachomatis no

CcTaHAapTHoW naHenu npeanpustus CMM 05-2-183, % 100 100

CneundunyrocTs no IgG k Chlamydia trachomatis nio 100 100

3akntoyenve: CooTBeTcTBYeT TpeboBaHUAM
TY 9398-134-23548172-2014
NO ynakosKe, MapkMpoBke, KOMNASKTHOCTM U NO NokasaTensm
KavecTsa

Havanbuuk OBTK /_) B.B. WWAMPOB

S

QTAEN
BMONOrMHECKOro

WM TEXHWYECKOTO
KOHTRPONA
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000 "MeankaoH"
MEONK/IOH

127276 Mockea, botaHuueckas ya 35, T\ +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDPUKAT MNPOU3IBOAUTEAS
Ha «Habop peareHToB AAS ONpeAeAeHUs FPynn KpOBYU YeAOBeKa
cucrem ABO, Pesyc m Kell» no TY-9398-101-51203590-2009

( HOAMKAOH Autu-D Cynep )
PemctpaumonHoe yaoctosepere  Ne ©CP 2009/06043 o 05 Hosbps 2009 r

Hanmenosaune: Llommxion Artu-D Cynep 2o drakoHax mo 10 M1 ¢ 3e1eHBIME
KpPBIIIKaMH .

Cepus: 219706

HzroToenen: 28.06.2021

T'open no: 28.06.2023

Macomopt: Hc219706 ot 28.06.2021

Eaunnna: 100 mn
KosnyecTro eanuun 10

O6nem cepun: 10000 mu.

_m&@

MEZMKNOH

000

“"Meankaon”

127276 Mocksa, botaHMieckas YA, 35, T\ +7495 231-2272 +7499 502-1214

NMACNOPT-CEPTUPUKAT MNPOUIBOAUTEAA
Ha tHabop peareHToB AAS ONpeAEeAeHuUs FPYNN KPOBU YEAOBEKA
_cuctem ABO, Pesyc u Kelln no TY-9398-101-51203590-2009
Eo:_\:n:o: aHTH — A — MoHOKIOHaNbHEIe(IgM) aHTHTENa K aHTHreHY A;
" LI0/MKJIOH aHTH — B — MOHOK/IOHANBHBIE aHTHTENA (IgM) x anTHreHy B;

Honukion anty — AB — MOHOKITOHaIBHEIE anTuTeNa (IgM) K aHTHrenam A u B
PerucrpaumonHoe yaoctosepetne Ne PCP 2009/06043 o1 05 Hos6ps 2009 r

HaunmenoBanue: Ionuxnon Autu-AB

Cepus: 011506

Msrorosnen: 28.06.2021
Toaen no: 28.06.2023

Envanna: 100 mn
KonnuecrBo eqnuun 13

O6nem cepun: 10000 M.

IMacnopt: ABO011506 ot 28.06.2021

HanmeHosaHue PeayaeTars!
Hopma no TY 4 .
nokKasareas MCNBITAHWM

1. BHeluHW! BMA Mpo3payHas XMAKOCTE CBETAC-6@)eBOro LBeTa CoorBetcTRYET

2. Ceponoruyeckue
CBOWCTBA
2.1 CneundpuyHocTs Lloankaor AHTu-D Cynep He AONKeH arrAoTMHUpoBaTs | CooTseTcTeyer

D(-) spurpoumTbi.

2.2 TeMarraoTvHMpYIowas | HeTkas peakLMs arfAITYHALIAM AOAXHQ HACTYTIATb B CooreetcTayer
cnocobHocTb TedeHue 30 cek NocAe cMmelLMBaHUs peareHTa ¢ D(+) 30cex.

SpYTPOLUTAMA

2.3 Twip Tip  UoamkaoHa AWm-D  Cynep 8 peaxuwm| Cootsercrayer
arrAIOTVHAUMM HA nAockocT © D(+) aputpounramm 1:32
1:32
Turp  LloAmkao LGV _ _umox:ss npsiMoi | CootBeTcTayeT
ArrAICTHHA SPUTPOLTOM) 1:256
HDKe 1 N /6 i N

x- S \ __: Yz

UoAuKAoH cooTBeTcTBYeT TPE6O E._ M .5\1_ w :f

3aseayiowas

OTK OO0 «MeAUKACH» K.B. IOweHko

HavumeHosaHue Hopma no TV _umu<>r6?._
nokasareas UCNbITaHUN
1. BHeWH\A BuA
1.1 LLOAMKAOH QHTK-A [Mpo3paiHas XMAKOCTe KPACHOTO LiBeTa. Coomercreyer
1.2 LOAUKAOH QHTU-B MPO3paYHAR XXMAKOCTE CUHErO LBeTa.
1.3 UoArKAOH QHTU-AB MNpo3payHas GeCLBETHAA AW CAETKA OKPALLIEHHAS
XKUAKOCTb.
2. Cepoaormieckue
CBOMCTBA
2.1 CneundbmnyHoCTL LLOAMKAOH QHTM-A  HE AOAXEH AQBCTL QITAIOTMHALMM C Coomercreyer
aputpoumtamu rpynn B(lll} v O(l)
LLOAMKAOH QHTL-B  HE AOAXEH ACQBATL QITAKOTUHAUMM C Coortsercreyer
sputpoumramm rpynn A(ll) u O(l)
2.2 TemarraioTMHMpyoLLlas | LLOAMKAOR QHTU-AB HE AOAXKEH AQBATL QIFAIRTMHALMM C Coorteercrsyer
CRoCcOBHOCTE sputpountamu rpynnel Ofl)
AITAIOTMHAUMA HQ MAOCKOCTU 3pUTROUMTOB Al 1B ¢ CootseTctayeT
COOTBETCTBYIOLLIMMN LLOAMKAOHGMM AOAKHA MOSBUTLCS
He No3aHee 10 Cek. NOCAEe CMELLMBAHMS
2.3Tup TP LLOAMKAOHQ QHTM-A B peakumm QITAIOTMHAUMM Ha | CooTsercTayer
MAOCKOCTH C 3PITROLAIEMY 6<_.__._v_ Afll) 1:32 - 1:64 1:32-1:64
Tutp Lloavik aovn\uuxﬂnw B pRElus1 armraAloTMHaLMm Ha | CootsercrayeT
NAOCKOCTU mwx U\.U%.qozsﬂ 1:64
Tutp no&ﬁ:@g QHTM-AB 8 UmQan_ IOTHMHOLLMM HO Cooreercreyer
:;onxoniaum:ﬁoc.:a;x _.U_..a_.i\eh :32 - 1:44 i B{lIN) 1:32-1:64

_\

3aseaytoLLas

OTK OO0 «MeanKAOH)

751 203590-2009

K.B. IOLeHko




@ 000 “"MeankaoH’

MEIMKIIOH 127276 Mockso, borammeckan ya. 35, b +7495 2312272 +7299 5021214

AACNOPT-CEPTUPUKAT MNPOU3BOAUTEAA
Ha (HaGop peareHTOB AAS ONpPeAeAeHUs TPYI KPOBU HYeAOBEKA
cuctem ABO, Pesyc u Kelly no TY-9398-101-51203590-2009
Honuwion ant — A — MoHOoKTOHaNEHEIE(IgM) aHTHTENa K aHTHTEHY A;
HonuxmoH auth — B — MoOHOKITOHANBHBIE aHTHTENa (IgM) Kk aHTHTrEeHY B;

HonuwioH auty — AB — MOHOKJIOHALHEIE anTHTeNa (IgM) k aHTHreHam A u B
PemcrpaumonHoe yaocrosepenue Ne PCP 2009/06043 ot 05 HosBpsa 2009 1

E 000 "MeankaoH’

MELMKIIOH 127276 Mockea, Borammeckas ya. 35, \cb +7495 2312272 47499 5021214

NMACNOPT-CEPTUPUKAT MNPOU3IBOAUTEAS
Ha «tHaGop peareHTOB AAS ONPeAEeAEeHUs rpynin KPOBU YeAoBeKd
~cuctem ABO, Pesyc u Kelln no TY-9398-101-51203590-2009
- Hondknon auTi — A — MOHOKIOHaNBHEIE(IgM) aHTHTeNa k aHTHTECHY A;
Llonuision auty — B — MOHOKITOHATEHBIE anTHTena (IgM) k aHTHreHy B;

Lonuxion antu — AB — MoHOKTOHANBHEIEe anTUTena (IgM) k aHTHreHam A u B
PernctpaumonHoe yaoctoseperne Ne PCP 2009/06043 ot 05 Hoabps 2009 r

Haumenosanue: llomiion AnTi-B Bo (rrakoHax no 10 M ¢ CHHMME KphIIIKaMHE
Cepua: 016606

Hsroroenen: 07.06.2021

Togen no: 07.06.2023

ITacnmopt: B016606 ot 07.06.2021

HaumenoBanue: LlomiioH AHTH-A BO ¢nakoBax 1o 10 MII ¢ KpacHEIME

KpBIIIKaMH Enunauna: 100 mn

Cepusi: 216706 Eounmua: 100 mu
MsroroBaen: 21.06.2021
Topen go: 21.06.2023

Macmopt: A216706 o1 21.06.2021

KonuyectBo eaunun 30

Konnyectso ennuun 30 O6bem cepun: 10000 M.

O6bem cepun: 10000 M.

HaumeHosaHme Pe3yAbtaThl HanmeHosaHMe Pe3syAbtathi
nokalareas Hopmano TV UCMLITAHNA nokQaiareas Hopmano v UCNbITAHWM
1. BHewHWA Bua 1. BHeLwHWA A
1.1 UOAMKAOH GHTU-A MPOo3PAYHAs XXMAKOCTb KPQCHOIO LiBETA. Coortsercrayet 1.1 LOAMKAOH QHTU-A Mpo3payHAs XMAKOCTb KPACHOTO uBera. Coorteercreyer
1.2 UoAnKAOH aHTL-B Npo3paqHAs XMAKOCTb CMHErO LIBETA. 1.2 LloAMKAOH QHTL-B MNpOo3paUYHAas XMAKOCTb CUHETO LBETA.
1.3 LoAMKAaOH aHT-AB MNpoapayHas OeCLreTHAs MAM CAETKA OKpAaLeHHAas 1.3 UoAMKAOH QHTU-AB Npo3payHas GecuBeTHAs MAM CASMKA OKpALLeHHas
KMAKOCTb. KMAKOCTb.
2. CepoAormdeckme 2. Cepoaoruyeckme
cBovcTea CBOMCTBA
2.1 CneumdmnsHOCTs LLOAMKACOH QHTU-A  HE AOAKEH ACBATH ArrAIOTUHALMM C CoortsercreyeT 2.1 CneumnuiHOCTL LOAMKACH QHTU-A  HE AOAKEH AQBATH AIMAKOTMHALMK C Coortsertcrayer
aputpoumtamm rpynn B{lll) n O(l) spurpouutamm rpynn B{lll) n O(l)
LLOAMKAOH GHTU-B  HE AOAXEH AQBATL AITAITMHALMM C Coortsetcrsyer LLOAMKAOH QHTU-B  HE AOAXEH AQBATL QITAIOTUHALMM C CoortsetcTeyer
aputpoumramu rpynn A(ll) v O(l) apurpoumtamu rpynn A(ll) v Ofl)
2.2 FTemarrailoHmpyiowas | LLoAMKAOH QHTU-AB HE AOAXEH AQBQTH AFAITUHALIMM C CoortsetcrayeTr 2.2 femarraloTHMPYOWLAs | LOAMKACH QHTU-AB HEe AOAKEH AGBQTH QrTAIOTUHAUMM C Coortsercrayer
CNocoBHOCTL aputpoumTamu rpynnel Ol) . cnocoBHOCTL sputpoumTamu rpynnet Of!)
AITAIOTUHAUMS HQ MAOCKOCTU 3pUTpOoUMTOB Al MB ¢ Cootsercreyer AITAIOTMHALMA HA NAOCKOCTU 3pUTPOLMTOB A1 M B ¢ Coorsercrsyer
COOTBETCTBYIOLLIMMM LIOAMKAOHAMM AOAKHA FMOKBUTLCS COOTBETCTBYIOLLUMMU LIOAMKAOHRAMM AOAKHA MOABUTLCS
He no3aHee 10 Cek. MOCAS CMELLMBAHKS He no3aHee 10 cek. NOCAE CMELLIMBAHMS
2.3 Tutp TUTP LIOAMKAOHA GHTU-A B peakuMu arraloTHaummn Ha | Cootsertcrsyer 2.3 Tutp Tutp LOAMKACHA QHTW-A B pPeaKkUMM arfAioTiHAuMKk Ha | Cootsetcrsyert
:>onxoﬂﬁ._.\m.m:ﬁop_\:n_3: rpynnel A{ll) 1:32 - 1:64 1:32- 1:64 MAOCKOCTH C 3puTRoLMTMA TRYMMsl A(ll) 1:32 - 1:64 1:32-1:64
AQHG; Dxﬂfw B peaxumm arralTMHaum Ha | CootsercreyeT Tutp LloArkAOHQ arralotmHaua Ha | CootsetcTeyer
_._vawuﬁndxn uo:ﬁmﬁ?ﬁ?ﬁﬁ«i:z B(lll) 1:64 1:64 NAOCKOCTH C wus«voE;EZﬁH«Eé 1},1:64 1:64
AMKAGHE GHTH-ABE] PEEKLLAK ATAIOTUHAUMM HA Cooreercrsyer Tutp _._.o>:§oxm Q.ruf -AB B pEOKUMM G, Coortsercreyer
TY.C mn:ﬁo_..EQSr yrin A(ll) 1:32 - 1:64 1 B{lll} 1:32- 1:64 MAOCKOCTH n‘wﬁm.ﬁbéam%_ rpynn Al ,:\w 1:32-1:64
1 1:64 )
LOAMKAOH oooamqnaﬁwfﬂ Lvmmommz -101-51203590-2009 LLOAMKAOH COOTBETCTBYET dum.mo
3aseaytoLLos 3aseaytoLLLAs
OTK OO0 «MeAMKAOHN K.B. KOweHko OTK OO0 «MeArKAOHY
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

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
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (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.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici 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. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj 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 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

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 ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed 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. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i 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 laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

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
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (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.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici 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. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj 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 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



MunuM<cny

nocmapwuk nabopamopuil

000 “MununMen”, 241520, Poccunckan ®epepauun, BpaHckas obnacTb,
BpaHckuMi panoH, c. CynoHeso, yn. loccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

MHorokaHansHbii Homep - 8-800-100-48-32
®akc (4832) 92-24-54, 92-24-59, 92-24-61

WHH 3234007127 www.minimed.ru

e-mail: info@minimed.ru

Peructpaunonnoe yaocroseperne Ne ©CP 2011/11306 o1 07.12.2015 1.

IMacnopT

Kpacureas Azyp-303ud no Pomanosekomy (MunnMen-P)

TY 9398-003-29508133-2011

Cepus 72

JlaTa H3roToBJIeHHHA

08.2021 .

Hcnons3oBarh A0

08.2022 2.

anﬂHafiﬂa‘lCH AJ1 OKPALLHMBAHHA (]}OpMCHHhIX IJCMCHTOB KPOBH.

1. Haznauenne

2. Texunueckue TpedoBanmns

HauMeHOBAHHE MOKAZATEINA

Hopma no TY

Pe3yJibTarThl HCNBLITAHHH

1. BHewHMi BHA

1.1. Kpacurens

TeMHO-CHHAA CHponeodpasHas KHAKOCTE 03
HEPACTBOPHMBIX MPHUMECEH

coomeemcmeyem

1.2. Bydep ocdhaThrii ITpo3payunas decuseTHas JKHAKOCTh coomeemcmeyem
2. [InoTHOCTE pacTBopa

KPACHTES [PH KOMHATHOI 1,000 - 1,100 1,011
temmeparype 20£2°C, r/em’

3. Bpemst HaCTYIUICHHA OKPACKH

Maska (pH pa3BeACHHH 50 30

kpacutens 1:19), mun, He Oonee

4. Oxpacka ()OpMCHHBIX
3JICMCHTOB KPOBH

3PHTPOLMTEL — PO30BLIC C CEPBIM OTTCHKOM, OEKEBO-

PO30BBIC C CCPBIM

KOPHYHEBBIC OTTEHKOM

sapa NCHKOLUTOB — (PHOTICTOBBIC (uoncrossie
LHTOMNA3Ma THM(OLIMTOB — romyoas, cepo-romyoas; ronyoas
HTOIIA3MA  Heid HIOB — HO-PO30B -

LUTOIIA3Ma HEHTPO(HIO OnenHO-po3oBas, cepo 61 AHO-P030BAs

PO30Bast;

3ePHHCTOCTh HEHTpo(HIOB — (HONeTOBas, KpacHO-
(pronerosas;

KpacHO-(hHONeToBAs

3CPHHCTOCTh 303HHO(DHIIOB — JKCITO-0PAHIKEBAS, PO30BO-
(hpnonerosas;

FKCATO-OPAHKCBAA

3epHHCTOCTH Dazo(unoB — (uonerosas;

(uoneropas

TPOMOOLHTEL — PO30BO-(DHOICTOBEIE, PO30BO-CHHE-
(puoneToBsIc

PO30BO-()HONETOBBIC

3. TpancnopTupoBaHue H XPAHEHHE

TpancnopTHpPOBAHHE KpACHTEMA-(PHKCATOPA AOMKHO MPOBOAHTHCA BCEMH BHIAAMH KPBITOTO TPAHCMOPTA MPH
Temneparype or 0 no 25°C B COOTBETCTBHM C MpPAaBWJIAMH MNMCPCBO3KH IPY30B, NCHCTBYIOIMMH HAa JAHHOM BHIC
Tpancnopra. Kpacutens ciesyer XpaHWTh NMpu TeMmmeparype oT +5° mo +25°C B TeMHOM MeCTe, BAANHM OT KHCIOT H
meno4eii B Te4eHHe BCEr0 CPOKA TOXHOCTH.

HsroToeurens

FApaHTHPYET COOTBETCTBHC

4, FapaHTHN H3rOTOBHTEIA

Kpacutenst Asyp-so3uHa no Pomanoeckomy (MunuMen-P)

Tpebosanusm TY 9398-003-29508133-2011 npu codaroaeHHH NoTpedUTENEM YCIOBHIT TPAHCTIOPTHPOBAHHUS, XPAHEHHUA H
MPHMCHCHHMS B TCUCHHUE BCETO CPOKA TOIHOCTH.

Havaneuuk [ITO

ba6uu B.A.




®EAEPAABHAS CAVJKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETHCTPALIMOHHOE YﬂOCTOBEPEHﬁE

HA MEAWLIMHCROE U34EJIME
or 07 nexabps 2015 rona Ne @CP 2011/11306
Ha mMeu1MHCKOE H3/e/He

Kpacureab Asyp-J034H 10 PoMaHOBCKOMY (MuuuMea-P)
mo TV 9398-003-29508133-2011

HacTosmiee perucTpaiHoOHHOE yA0CTOBEPeHHE BbIIAHO
OfmiecTBO ¢ OrpaHHYennoil orBeTcTBennHocTHI0 "MunnMen"
(000 "MuunuMen'"), Poccus,

241520, Bpsinckas o6a1acTsb, Bpanckuii paiion, ¢. Cynoneso, yi1. Illocceiinas, a. 17A

[TpoussoauTens

OfmecTBO ¢ OrpaHHYeHHOl 0TBETCTBEHHOCTHLIO "MuuuMen"

(000 "MunuMen'), Poccus,

241520, Bpsinckas obaactk, Bpsanckuii paiion, ¢. Cynoueso, yi1. Illocceiinas, A, 17A

MecTo NpoM3BOACTBA MEJHIIMHCKOTO H3/1ETHA
241520, Bpsinckas obaacts. Bpsnckuii paiion, ¢. Cynoneso, nep. Komcomonbckuii,
a. 7, kopm. 2-a

Howmep peructpanuonnoro gocke Ne P/I-9275/51846 ot 18.11.2015
Bua MeauuuHcKoro usaenus 232730
K1ace MOTeHIHATBLHOTO PHCKA TIPUMEHEHHS METHIMHCKOrO H3/enHs 3

Kox O6mepoccHiickoro Kiaccu(puKkaTopa TPOAyKIHH /A MEAULHHCKOTO Hajieus 93 9816/ \

JIONYLIEHO K 0OpallleHHIO Ha TEPPHTO i PoC

Pykosoautens @exepanbHoii 21 1 i d Lol 5
no naxsopy B cepe 3ApaBooxpanenys - S M.A. Mypamko

A S A A A
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DocuSign Envelope ID: E8F445D9-0AEC-4A47-8EC1-8F9310154111

G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 10462 rev. 7

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

DocuSigned by:

Début de validité / Effective date : July 28th, 2020 (included)
Valable jusqu'au / Expiry date :  July 27th, 2023 (included)
Etabli le /lIssued on: July 17th, 2020

cofrac o B gl
o Lionel DREUX
2 Certification Director
I GUEGTON  GMEDN° 104627 \ o o . -
S DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
' DE MANAGEMENT

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 10462-6

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr





CISQ is a member of

THE INTERNATIONAL GERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
: . System Certification in the world.
WWW-“""q-'t IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO N.
CERTIFICATE N, ~ 0967.2019

S| CERTIFICA CHE IL SISTEMA DI GESTIONE AMBIENTALE DI
WE HEREBY CERTIFY THAT THE ENVIRONMENTAL MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
SITI/ SITES

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 14001:2015
PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi tramite processo di stampaggio. Produzione e stampa di etichette e biglietti anche
a lettura/scrittura in radiofrequenza (RFID) tramite processo di stampaggio. Sviluppo e produzione di creme, gel

sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche canto terzi tramite processo di
miscelazione dei vari prodotti chimici ed imbottigliamento. Commercializzazione ed immissione in commercia di
accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e
produzione di elettrodi per ECG tramite processi di accoppiamenti delle materie prime e taglio a misura.
Gestione della produzione ed immissione in commercia di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti

Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on

behalf of third parties by molding process. Manufacture and print of labels and tickets also radio frequency
reading/writing (RFID) by molding process. Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties by mixing various chemical products
and bottling. Trade and placing on the market of accessoties for electromedical and ultrasound diagnostic
devices and for electromedical equipment. Development and manufacture of electrods for ECG through coupled
processes of raw materials and cut to size. Production management and placing on the market of electrods for
ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of videoprinters

Certificazione rilasciata in conformita al Regolamento Tecnico ACCREDIA RT-09

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2019-06-05 2019-06-05 2022-06-04

FEDERAZIONE

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Orago . IMQ C’SQ

ACCREDIA ¢ :
UENTETALIANG DI ACCREDITAMENTO, IAF: 07, 09, 19, 12, 29 www.cisg.com
| processi riconducibili a settori IAF sottolineati risultano non ancora coperti da accreditamento . ; . 5 R . - 0 ol A
SGA N° 006 D Processes related ta undertined IAF sectors are not yet covered by accreditation Organismo i Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.imgq.it Certificazione dei sistemi di gestione aziendale.
Membro degli Accordi di Mutuo La validita de| certificato & subordinata a sorveglianza annuale e riesame completo CISQ is the Italian Fef:llerat'lon of rﬁanagement
Riconoscimento EA, |AF e ILAC del Sistema di Gestione con periodicita triennale g system Certification Bodies.

ngnafvg of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment
Mutual Recognition Agreements of the entire Management System within three years




®

. * B |  m

S :f* *i' ‘ q | = L .

| a ) I | | ,
Yaed B | W -

L **** | Y’ O

e : = DECRAT. ™ i J
THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:
CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

has implemented and maintains a

Environmental Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties by molding process. Manufacture and print of labels and
tickets also radio frequency reading/writing (RFID) by molding process. Development and manufacture
of creams, gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of
third parties by mixing various chemical products and bottling. Trade and placing on the market of
accessories for electromedical and ultrasound diagnostic devices and for electromedical equipment.
Development and manufacture of electrods for ECG through coupled processes of raw materials and
cut to size. Production management and placing on the market of electrods for ECG. Placing on the
market of electrosurgical plates and defibrillation pads. Trade of videoprinters

which fulfills the requirements of the following standard:
ISO 14001:2015

Issued on: 2019 - 06 - 05
Expires on: 2022 - 06 - 04

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

IR Registration Number: IT - 79
“TaNet— 7 4/
Alex Stoichitoiu

Ing. Claudio Provetti
President of IONET | President of CISQO

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE Meéxico PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




Emesso il: 2017-11-18

Data Scadenza: 2022-11-17 IMQ

Questa Dichiarazione di approvazione € soggetta alle condizioni previste dall'lMQ nel "Regolamento per la
certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

CERTIFICATO CE

Certificato n. 1976/MDD

Dichiarazione di approvazione del sistema qualita
(Garanzia di qualita della produzione)

Visto l'esito delle verifiche condotte in conformita all'Allegato V, punto 3 e tenendo conto
dell’Allegato VII, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

CERACARTA SPA
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

mantiene negli stabilimenti di:

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualita che assicura la conformita dei seguenti prodotti:

Carte per registrazione ad uso medico

Modd. come da documento allegato "ELENCO CARTE DIAGRAMMATE CLASSE |
F.M. REV.15 - 16/10/2017"; valido solo se provvisto di timbro IMQ.
Marca Ceracarta

ai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della
fabbricazione) ed & sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.

Riferimento pratiche IMQ:
DM17-0017248-01.

Questa Dichiarazione di approvazione é rilasciata dall'IMQ S.p.A. quale organismo
notificato per la direttiva 93/42/CEE e s.m.i.
Il numero identificativo dell'IMQ S.p.A. quale organismo notificato &: 0051.

=

cosign

®@IMQ

ISTITUTO ITALIANO DEL MARCHIO DI QUALITA’

IMQ S.p.A. - [-20138 Milano

Via Quintiliano 43
tel. + 39 0250731
www.img.it




EC CERTIFICATE

Certificate No 1976/MDD

Production Quality Assurance System Approval Certificate

On the basis of our assessment carried out according to Annex V, section 3 and
considering the Annex VI, section 5 of the Directive 93/42/EEC and its revised version,
we hereby certify that:

CERACARTA SPA
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

manages in the factories of:

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Electromedical recording chart paper

Type ref. as to annexed document "ELENCO CARTE DIAGRAMMATE CLASSE |
F.M. REV.15 - 16/10/2017"; valid only if provided with IMQ stamp.
Trade mark Ceracarta

with the relevant metrological requirements of the aforementioned directive (as far as all
the manufacturing stage is concerned) and it is subject to surveillance as specified in
section 4 of Annex V.

Reference to IMQ files Nos:
DM17-0017248-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive
93/42/EEC and its revised version.
Notified Body notified to European Commission under number: 0051.

Date: 2017-11-18

Expiry Date: 2022-11-17 IMQ

cosign

IMQ&E

ISTITUTO ITALIANO DEL MARCHIO DI QUALITA’

IMQ S.p.A. - 1-20138 Milano
Via Quintiliano 43

tel. + 39 0250731
www.img.it

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC
Certification of Medical Devices on the basis of the Directive 93/42/EEC”.



C=®CEROCORTO®s.p.A_

Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Chart Papers for all electrodiagnostic equipment
Materiale di consumo ed accessori elettromedicali. Disposable and electromedical accessories.
Carte per apparecchi registratori industriali. Chart Papers industrial recording instruments.
Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Special rolls and fanfolds for tickets checking sy:
Etichette radiofrequenza e soluzioni integrate. lottery.

Rfid labels and chain solutions.

Sede (Head office and works) :

Via Secondo Casadei, 14 - 47122 FORLI' — ITALY
Tel : 0039 0543 780055 « Fax : 0039 0543 781404
http : // www.ceracarta.it « e-mail : info@ceracarta.it.

Capitale Sociale : € 1.000.000 int. vers.
Registro Imprese FORLI'-CESENA

P.l./ C.F./VAT.N. IT 00136740404

R.E.A. FORLI' N. 72646 — N. MECC. FO 006863

ELENCO CARTE DIAGRAMMATE CLASSE | F.M. REV.15 - 16/10/2017

Codice famiglia
identificativo

Descrizione
famiglia

22.01
21.01
32.01

Pacchi stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)
Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)
Schede e dischi stampati medicali

: 2017-11-18



REPUBLIQUE FRANCAISE
>
@ CCI PARIS ILE-DE-FRANCE

Direction Générale Adjointe - Services aux Entreprises et Développement International
Direction des réseaux et partenariats internationaux
Service CLV

Certificat de Libre Vente pour I’exportation vers les pays non membres de I'Union Européenne
Free sale certificate for exportation to the non-EC Member States

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE
in vitro diagnostic medical devices covered by Directive 98/79/EC

[PARTIE A COMPLETER PAR LE DEMANDEUR|
Section to be completed by the applicant

Catégorie(s) du(des) dispositif(s) : : Réactifs et instruments de laboratoires pour la Biologie Médicale

Device(s) category: Reagents § Instruments for Medical Biology

Nombre de page en annexe : 5
Page in annex : 5

La designation du(des) dispositif(s) apparait sur la déclaration(s) CE de conformité du fabricant ou du
mandataire

The name of the device(s) appears on the EC declaration(s) of conformity of the manufacturer or the authorized
representative

Classification du(des) dispositif(s) :

Classification of the device(s) :

[ dispositif de I’'annexe Il liste A [] dispositif de annexe Il liste B
device of list A annex I device of list B annex I/

[] autotest hors annexe I X] autre dispositif (tous les dispositifs saufdispositifs de
device for self-testing not listed in annex Il I'annexe Il et autotests)

other device (all devices except annex Il and self-testing devices
Nom et adresse du fabricant ou du mandataire :
Name and address of the manufacturer or the authorized representative:
BIOLABO SAS / Mr Jean Frangois CHARPENTIER, Les Hautes Rives 02160 MAIZY

Nom et adresse du site de production (facultatif):

Name and address of Production site (optional):

BIOLABO SAS, Les Hautes Rives 02160 MAIZY

Je soussigné Isabelle, Oget, Directrice Affaires Réglementairescertifie que les informations mentionnées ci-
dessus sont exactes et que les dispositifs médicaux de diagnostic in vitro figurant sur la(les) déclaration(s) CE
de conformité sont marqués CE sous ma responsabilité au titre de la directive n°98/79/CE et répondent aux
exigences essentielles de santé et de sécurité.

I the undersigned Isabelle, Oget, Director of Regulatory Affairs declare that the information above-mentioned is
correct and the in vitro diagnostic medical devices on the EC declaration(s) of conformity are CE marked under my
responsibility within the meaning of the European directive n°98/79/EC and fulfil the essential requirements of health and —
safety. ]

Date :30/08/2018

IPARTIE RESERVEE A LA CCIR PARIS IDF]
Section reserved for the administration \
Les dispositifs médicaux de diagnostic in vitro marqués CE en conformité avec la directive 98/79/CE peuvent etre mis sur Ie
marché en France et dans les autres Etats membres de I'Union Européenne et parties a I'accord sur 'espace économique
européen, et étre exportés vers les pays tiers. Ce certificat de libre vente est valide a concurrence du maintien, par le
fabricant des dispositifs concernés, d’'une déclaration de conformité (autre dispositifs), accompagnée le cas échéant, des
certificats nécessaires délivrés par un organisme notifié (dispositif de 'annexe Il liste A et liste B, autotests-hors annexe ).
Ce certificat de libre vente est utilisable uniquement a des fins d’exportation hors Union européenne.

CCIR Paris IDF / DGA-SEDI
Service des CLV
9, rue Coquilliére
75001 PARIS

market and in the other Member states of the izuropean Uriion and part of the European Free Trade Association;-and be
exported in the non-EC Membe:. States. This. free sale” certificate is valid until the maintenance, by the manufacturer of the
concerned devices, of an CE declaration of conformity (other devices) together with when appropriate, the certificates
delivered by a notified body (devices of list A and B, annex I, devices for self-testing not listed in annex Il). This free sale
certificate can only be used for exportation outside European Union.

9, rue coquilliére — 75001 Paris -_http://www.entreprises.cci-paris-idf.fr/web/international
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REF
80351
80001
87601

LP80501
LP80601
80002
99029
99059
80027
80127
80227
80327
LP80507
LP80607
92027
99523
99123
99223
LP99553
80023
80123
80223
99261
80025
80125
80225
80325
LP80505
LP80605
92025
92026
99832
99852
80403
80443
80553
97443
97553
90004
80004
80005
80106
LP80106
87656
88656
99656
87356
90206
90406
90426
86536
86516
90416
90816
82526
97217
97317

DESIGNATION FR

ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ALBUMINE Méthode BCG
ALCOOL Ethanol

ALCOOL Ethanol

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC)

ALT TGP (IFCC)

ALT TGP Méthode Colorimétrique
AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMMONIAC Méthode Enzymatique
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC)

AST TGO (IFCC)

AST TGO Méthode Colorimétrique
Solution Soude 0,4 N
BICARBONATE Méthode Enzymatique
BICARBONATE Méthode Enzymatique

BILIRUBINE TOTALE Méthode Acide Sulfanilique
BILIRUBINE DIRECTE Méthode Acide Sulfanilique
BILIRUBINE TOTALE Méthode DCA
BILIRUBINE DIRECTE Méthode DCA
CALCIUM Méthode Arsenazo llI

CALCIUM Méthode CPC

CHLORURES Méthode Colorimétrique
CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL Non estérifie CHOD-PAP
CHOLESTEROL Non estérifi€ CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-LNL. Méthade Diracte
CHOLESTEROL-L_DL "Méthoce Directe
CHOLINESTERASE Butvryltniocholine
Isoenzyme CK-MB Méthode.d’'immunoinhibition

BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique

DESIGNATION GB

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

ALBUMIN BCG Method

ALCOHOL Ethanol

ALCOHOL Ethanol

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC)

ALT GPT (IFCC)

ALT GPT Colorimetric Method

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMMONIA Enzymatic Method

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC)

AST GOT (IFCC)

AST GOT Colorimetric Method

NaOH Solution 0.4 N

BICARBONATE Enzymatic Method
BICARBONATE Enzymatic Method
TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN Sulfanilic Acid Method
DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN DCA Method

DIRECT BILIRUBIN DCA Method
CALCIUM Arsenazo Ill Method

CALCIUM CPC Method

CHLORIDE Colorimetric Method
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP

Non Esterified CHOLESTEROL CHOD-PAP
Non Esterified CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
CHOLESTEROL-HDL (PTA) Precipitant
CHOLESTEROL-HDL (PTA) Precipitant
LDL-CHOLESTEROL Direct Method
LDL-CHOLESTEROL Direct Method
CHOLINESTERASE Butyrylthiocholine
CK-MB Isoenzyme Immunoinhibition Method
CK-MB Isoenzyme Immunoinhibition Method
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REF
92207
92307
80107
80008
92108
92308
97408
97089
97099
81110
81210
81310
80009
87109
87409
16GL8

LP80209
LP87809
3502200
82250
92011
92111
92511
99881
99891
87212
98212
92214
92314
82560
3300060
99105
99110
80015
80016
LP87016
97016
80019
87319
LP80519
LP80619
80221
80321
92032
92132
99032
99132
LP99532
LP99632

DESIGNATION FR

CK-NAC IFCC Monoréactif

CK-NAC IFCC Monoréactif

CREATININE Méthode cinétique

FER (SFBC) Bathophénanthroline

FER Méthode directe (Féréne)

C.T.F. Capacité Totale de Fixation du Fer
C.L.F. Capacité Latente de Fixation du Fer
G6-PDH Méthode cinétique U.V.

G6-PDH lyophilisée Méthode cinétique U.V.
GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
L.D.H. (LDH-P) Méthode SFBC modifie

L.D.H. (LDH-P) Méthode SFBC modifiée

L.D.H. (LDH-P) Méthode SFBC modifice

LIPASE Méthode cinétique

LIPASE Méthode cinétique

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité
PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ACIDE Méthode Cinétique
PHOSPHATASE ACIDE Méthode Point Final (PNPP)
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHORE Inorganique Méthode U.V.

PROTEINES TOTALES Méthode Biuret

PROTEINES TOTALES Méthode Biuret

PROTEINES U.S. Méthode Rouge de Pyrogallol
TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

UREE Méthode colorimétrique

UREE Méthode colorimétrique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

DESIGNATION GB

CK-NAC IFCC Single Vial

CK-NAC IFCC Single Vial

CREATININE Kinetic method

IRON (SFBC) Bathophenanthrolin

IRON Direct Method (Ferene)

T.1.B.C. Total Iron Binding Capacity

U.1.B.C Unsaturated Iron Binding Capacity
G6-PDH U.V. Kinetic Method

Lyophilised G6-PDH U.V. Kinetic Method
GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

LIPASE Kinetic Method

LIPASE Kinetic Method

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE High Stability — High Linearity
ALKALINE PHOSPHATASE (DEA)

ALKALINE PHOSPHATASE (DEA)

ACID PHOSPHATASE Kinetic Method

ACID PHOSPHATASE End Point Method (PNPP)
PHOSPHOLIPIDS Colorimetric enzymatic Method
PHOSPHOLIPIDS Colorimetric enzymatic Method
Inorganic PHOSPHORUS U.V. Method

TOTAL PROTEIN Biuret Method

TOTAL PROTEIN Biuret Method

U.S. PROTEIN Pyrogallol Red Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method

UREA Colorimetric Method

UREA Colorimetric Method

UREA U.V. Kinetic Method

UREA U.V. Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

92315
92330

KIT CALCULS URINAIRES Méthode qualitative chimique

KIT CALCULS URINAIRES Méthode qualitative chimique

STONE ANALYSIS SET Chemical qualitative method
STONE ANALYSIS SET Chemical qualitative method
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REF

DESIGNATION FR

DESIGNATION GB

95010
95011
95015
95020
95403
95406
95806
95506
95516
95526
95801
95013
95023
95089
95289
95012
95315

BIOLABO EXATROL-N Taux 1

BIOLABO EXATROL-P Taux 2

BIOLABO MULTICALIBRATOR Calibrateur Multiparamétrique
BIOLABO EEQ Evaluation externe de la qualité

BIOLABO CONTROLE PEDIATRIQUE

CALIBRATEUR CHOLESTEROL-HDL

CALIBRATEUR CHOLESTEROL-LDL

CALIBRATEUR HDL LDL CK-MB

Sérum de contréle HDL LDL CK-MB Lipides Taux 1

Sérum de contréle HDL LDL CK-MB Lipides Taux 2

Calibrant LIPASE

Contrdle Normal AMMONIAC ALCOOL BICARBONATE
Contrdle Pathologique AMMONIAC ALCOOL BICARBONATE
G6-PDH Controle normal (hémolysat humain lyophilisé)
G6-PDH Contréle Déficient (hémolysat humain lyophilisé)
Contréle urinaire Taux 1 et Taux 2

KIT CALCULS URINAIRES Controles Positifs et Négatifs

BIOLABO EXATROL-N Level 1

BIOLABO EXATROL-P Level 2

BIOLABO MULTICALIBRATOR Multiparametric calibrator
BIOLABO EQA External Quality Assessment

BIOLABO PAEDIATRIC CONTROL

HDL-CHOLESTEROL CALIBRATOR

LDL-CHOLESTEROL CALIBRATOR

HDL LDL CK-MB CALIBRATOR

Control serum HDL LDL CK-MB Lipids Level 1

Control serum HDL LDL CK-MB Lipids Level 2

LIPASE Calibrator

Normal Control AMMONIA ALCOHOL BICARBONATE
Pathological Control AMMONIA ALCOHOL BICARBONATE
G6-PDH Normal control (Lyophilised human hemolysed blood)
G6-PDH Deficient control (Lyophilised human hemolysed blood)
Urinary Control Level 1 and Level 2

STONE ANALYSIS SET Positive and Negative Controls

13880
13885
13881
13702
13704
13712
13883
13560
13570
13660
13670
13565

13450
13451
13980

13965
13970
13961
13962
13963
13210
13211
13212
13302
13305
13307

BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
TAMPON OWREN KOLLER

BIO-CK TCA Kaolin

BIO-CK TCA Kaolin

BIO-SIL TCA Silice

BIO-SIL TCA Silice

CHLORURE DE CALCIUM 0,025M

BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-TT Temps de Thrombine

TP-CALSET Set de Plasmas de Référence

BIO-CAL Plasma de référence
PLASMA CONTROLE Taux 1
PLASMA CONTROLE Taux 2
PLASMA CONTROLE Taux 3
D-DIMER Test Immunoturbidimétrique
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Plasma Déficient
FACTOR V Plasma Déficient
FACTOR VII Plasma Déficient

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
OWREN KOLLER BUFFER

BIO-CK APTT Kaolin

BIO-CK APTT Kaolin

BIO-SIL APTT Silica

BIO-SIL APTT Silica

CALCIUM CHLORIDE 0.025M

BIO-FIBRI Chronometric determination of Fibrinogen
BIO-FIBRI Chronometric determination of Fibrinogen

BIO-TT Thrombin Time

TP-CALSET Standard Set
BIO-CAL Reference Plasma
CONTROL PLASMA Level 1
CONTROL PLASMA Level 2
CONTROL PLASMA Level 3

D-DIMER Turbidimetric Immunoassay
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Deficient plasma
FACTOR V Deficient plasma
FACTOR VIl Deficient plasma
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REF DESIGNATION FR DESIGNATION GB
13308 FACTOR VIl Plasma Déficient FACTOR VI Deficient plasma
13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma
13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma
13311 FACTOR XI Plasma Déficient FACTOR XI Deficient plasma
13312 FACTOR XII Plasma Déficient FACTOR Xl Deficient plasma
13971 COATROL 1 Taux 1 COATROL 1 Level 1
13972 COATROL 2 Taux 2 COATROL 2 Level 2

9905TH S. Typhi H (d.H) S. Typhi H (d.H)
9905TO S. Typhi O (9,12-0) S. Typhi O (9,12-0)
9905AH S. Paratyphi AH (a-H) S. Paratyphi AH (a-H)
9905A0 S. Paratyphi AO (1,2,12-0O) S. Paratyphi AO (1,2,12-0)
9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)
9905BO S. Paratyphi BO (1,4,5-0O) S. Paratyphi BO (1,4,5-0)
9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)
9905CO S. Paratyphi CO (6,7-O) S. Paratyphi CO (6,7-O)
9905BA Brucella abortus Brucella Abortus
9905PK Proteus OXK Proteus OXK
9905P19 Proteus OX19 Proteus OX19
9905P2 Proteus OX2 Proteus OX2
9905BM Brucella Melitensis Brucella Melitensis
9905RB Rose Bengal (B. Abortus) Rose Bengal (B. Abortus)
9901PC Contréle Positif Polyvalent Positive Polyvalent Control
9901NC Controle Négatif Polyvalent Negative Polyvalent Control
99054 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99056 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99058 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
081050 ASLO-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHARBON RPR-CHARBON
3800150 RPR-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TPHA
085100 HCG-LATEX HCG-LATEX
RFO50E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF520E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF CALSET51 |BIOLABO FR Kit de Calibration BIOLABO RF Standard Set
RF CALSH1 BIOLABO FR Calibrant Super Haut BIOLABO RF Standard Super High
RF CONT1 BIOLABO FR Controle BIOLABO RF Control
RF CONT5 BIOLABO FR Controle BIOLABO RF Control
CRPO50E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP CALSET51 |BIOLABO CRP Kit de Calibration BIOLABO CRP Standard Set
CRP CALSH1 |BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High
CRP CONTL1 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTL5 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTH1 |BIOLABO CRP Contréle Haut BIOLABO CRP Control High
CRP CONTH5 |BIOLABO CRP Contrdle Haut BIOLABO CRP Control High
ASLOO050E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO620E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO CALH1 |BIOLABO ASLO Calibrant Haut BIOLABO ASLO Standard High
ASLO CALSH1 |BIOLABO ASLO Calibrant Super Haut BIOLABO ASLO Standard Super High
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REF DESIGNATION FR DESIGNATION GB
ASLO CALSET41 |BIOLABO ASLO Kit de Calibration BIOLABO ASLO Standard Set
ASLO CONT1 |BIOLABO ASLO Contréle BIOLABO ASLO Control
ASLO CONT5 |BIOLABO ASLO Controle BIOLABO ASLO Control
APOA1620E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOB620E  |APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Imnmunoassay
APOA1050E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOBO050E APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Inmunoassay
A1B CALH1 BIOLABO A1B Calibrant Haut BIOLABO A1B Standard High
A1B CONT1 |BIOLABO A1B Controle BIOLABO A1B Control
23010 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23011 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23012 MICROALBUMINE Calibrant Super Haut MICROALBUMIN Standard Super High
23013 MICROALBUMINE Kit de calibration MICROALBUMIN Standard Set
23014 MICROALBUMINE Controle MICROALBUMIN Control
22050 HbA1c ENZYM HbA1c ENZYM
22052 HbA1c ENZYM Kit de calibration HbA1c ENZYM Standard Set
22010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
22011 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Inmunoassay
22012 HbA1c Kit de calibration HbA1c Standard Set
22013 HbA1c Kit de contrble HbA1c Control Set
KENZA MAX KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER
KENZA 120TX |KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240TX |KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE |avec module ISE with ISE Module
KENZA 450TX |KENZA 450TX KENZA 450TX
KENZA 450ISE |KENZA 450ISE KENZA 450ISE
BIOSOLEA 2 |[BIO SOLEA 2 - COAGULOMETRE 2 CANAUX BIO SOLEA 2 - COAGULOMETER 2 CHANNELS
BIOSOLEA 4 |BIO SOLEA 4 - COAGULOMETRE 4 CANAUX BIO SOLEA 4 - COAGULOMETER 4 CHANNELS
SOLEA 100 |SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER
SCUP120|Serum Cup K120TX Serum Cup K120TX
COO0080|SERUM CUPS SERUM CUPS
CO04015|Extra Cleaning Extra Cleaning
C04020|Ipo Cleaning Ipo Cleaning
COO0058|SERUM CUPS K450 SERUM CUPS K450
K450CS|Cleaning Solution K450 Cleaning Solution K450
RP240ISE|Pack Réactifs - ISE Reagent Pack - ISE
G2058/A|Cleaning Solution - ISE Cleaning Solution - ISE
5202|Electrode K - ISE Electrode K - ISE
5205|Electrode Li - ISE Electrode Li - ISE

5207 |Electrode Cl - ISE Electrode Cl - ISE
5201|Electrode Na - ISE Electrode Na - ISE

5204 |Electrode de référence Reference Electrode
S100CS|CLEANING SOLUTION SOLEA 100 CLEANING SOLUTION SOLEA 100
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