REFERENCE PACKAGING

1 vial of HEMATEST A1

HEMATEST AL, B 58950 1 vial of HEMATEST B
1 vial of HEMATEST A1
DIAGAST HEMATEST AL A2. B, O 21909 1 vial of HEMATEST A2

1 vial of HEMATEST B
1 vial of HEMATEST O

INTRODUCTION

These reagents are in vitro diagnostic medical devices (IVDMD) of human origin for professional use. They are
designed for analysis of human biological samples.

HEMATEST are used for plasma ABO blood group determination.

Following testing for erythrocytic antigens in the red blood cell testt HEMATEST enables verification of the
presence of the corresponding antibody in the test plasma using the plate or tube method.

PRINCIPLE - OVERVIEW
The manual technique employed, on a plate or in a tube, utilizes the principle of hemagglutination. Red blood cells
bearing an antigen agglutinate in the presence of test plasma containing the corresponding antibody.

ABO group determination is defined both by demonstration of antigens A and/or B on the surface of human red
blood cells and by the presence or absence or anti-A and/or anti-B antibodies in the plasma.

It is thus appropriate to identify the erythrocytic antigens using known anti-A, anti-B and anti-A,B reagents (red
blood cell test), then to confirm the preceding results by checking the presence of the corresponding antibodies in
the plasma from the test blood using HEMATEST A1, B, and, possibly, HEMATEST A2 and O (plasma test).

COMPOSITION

HEMATEST are prepared from a mixture of human red blood cells of known groups A1 RH-1, B RH1, A2 RH1 and
O RH1.

The red blood cells are prepared in 5 % ready-for-use suspension in a storage solution and are packaged in 5-mL
vials fitted with a calibrated dropper.

PRECAUTIONS

HEMATEST are of human origin. The source samples have been tested and shown to be negative for anti-HIV 1
and 2 antibodies, anti-HCV antibody and HBs antigen. In addition, they have been found to be negative in a
serologic test for syphilis. However, none of the currently known methods can absolutely guarantee that these
products contain no transmissible pathogenic agent.

It is advisable to wear gloves and safety spectacles and handle samples of human origin with caution. All
substrates that have come into contact with the samples are to be handled as potentially infectious products.
Special protective measures, conditions for disposal and disinfection should be implemented in accordance with
local regulations.

Do not use damaged or leaking reagents.

STORAGE

The reagent must be stored between 2 and 8°C. Its performance is guaranteed in the method recommended from
first use to the expiry date on the label. It must not be used beyond that date. It is advisable to minimize its time
outside the refrigerator and to avoid leaving it at room temperature between two uses.

Do not freeze.
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REAGENTS AND MATERIAL NECESSARY
Glass test tubes, 10 or 12 x 75 mm, tube rack.
- Stirrer-mixer.
- Opaline plate.
- Precision automatic adjustable pipettes.
- Centrifuge with a relative force of 100-1200 g.
- Blood samples with known phenotypes of group A, B, O, such as HEMA CQI (DIAGAST Ref. : cf. catalogue).

SAMPLES — CONTROLS

BLOOD SAMPLE TO BE TESTED

Blood collected in anticoagulant : EDTA, heparin or citrate, in a stoppered sterile tube stored between 2 and 8°C
must be examined within 48 hours insofar as no sign of hemolysis is visible.

At the time of the test, centrifuge the blood sample at 1200 g for 3 minutes.

BLOOD SAMPLES WITH KNOWN GROUP PHENOTYPES SUCH AS HEMA CQl

The analytical system must be validated using sets of samples with known phenotypes of group A, group B and
group O.

Use of those samples or HEMA CAQIl enables detection of anomalies (handling, reagents, materials and
environment) and implementation of corrective actions.

PROCEDURE

1) PLATE TECHNIQUE AT ROOM TEMPERATURE (+ 18... + 25 °C)

- Gently shake each HEMATEST in order to homogenize the suspension.

- On arigorously clean plate, using a vial dropper, apply 1 drop of each HEMATEST.

- Take 100 pL of test plasma and apply next to each drop of HEMATEST taking care not to create contact
between the drops.

- Mix the plasma and HEMATEST using a spiral movement with the end of a stirrer in order to create a regular
lozenge of diameter 2 to 3 cm.

- Hold the plate and give it a rolling movement for 3 minutes while macroscopically observing the possible
appearance of agglutinates.

- Read the reactions immediately.

2) TUBE TECHNIQUE AT ROOM TEMPERATURE (+ 18... + 25 °C)

- Gently shake each HEMATEST in order to homogenize the suspension.

- Using the vial dropper, transfer 1 drop of each HEMATEST to each tube.

- Add 100 pL of plasma to each tube.

- Shake to homogenize the mixture.

- Centrifuge at 500 g for 1 minute.

- Macroscopically read the tubes while shaking gently to detach the red blood cell pellet.
- Note any appearance of agglutinates.

INTERPRETATION

If agglutination occurs (the red blood cells form one or several clumps), the reaction is positive and the antibody
corresponding to the HEMATEST is present in the test plasma.

If there is no agglutination (the red blood cells remain in homogeneous suspension), the reaction is negative and
the corresponding antibody is not present in the test plasma.

The analytical system may be validated using samples of known phenotypes.

The ABO group of a subject can only be unambiguously determined if there is strict concordance between the
results of the red blood cell test and those of the plasma test.

If there is discordance, do not report a result and pursue identification of the blood group in compliance with current
recommendations and protocols or forward the sample to an expert laboratory.

The 'auto' control, 'allo' control and 'reagent' control, and the clinical context may help elucidate the anomaly.

'Auto’ control : under the same conditions, test the subject's plasma vis-a-vis his own red blood cells.

'Allo’ control : under the same conditions, test the subject's plasma vis-a-vis a panel of test known O red blood cells
(detection of anti-erythrocytic antibodies other than anti-A or anti-B).

'Reagent' control : under the same conditions, test the subject's red blood cells vis-a-vis the negative control.

The use of HEMATEST A2 and O may evidence an anomaly in the plasma determination of ABO group.
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LIMITATIONS OF THE METHOD

Only qualified personnel should use the reagent.

It is imperative to use the calibrated dropper provided in the IVDMD vial to dispense a reagent drop.

The reactions must be read immediately after centrifuging and re-suspension.

It is imperative to work with clean equipment and non-contaminated products (bacterial or other contamination).
The following points must be scrupulously observed :

- storage conditions and expiry date,

- the procedures,

- calibration of recommended equipment.

PERFORMANCE DATA

The red blood cell concentrates used in the preparation of HEMATEST are collected and controlled by the

Etablissement Fancais du Sang (the French Blood Service) in compliance with current regulations for the

qualification of those products for transfusion use and also in compliance with all French applicable texts issued by

French competent authorities, particularly :

- the provisions of the decrees relating to Good Practices for the Preparation of labile blood products relating to
Good Practices for donation qualification, amended by the current decrees ;

- the current decree relating to laboratory tests and screening tests for transmissible diseases effected on blood
samples and their constituents.

A false-positive reaction may occur if the subject tested possesses clot agglutinins.

The intensity of the reactions obtained may depend on the anti-A and/or anti-B antibody levels of the test subject.

Weak or even negative reactions inducing a discordance between the red blood cell and plasma tests may be

observed in neonates and immunocompromised subjects.
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NUORODA PAKUOTES

1 buteliuko HEMATEST A1

HEMATEST A1, B 58950 1 buteliuko HEMATEST B

1 buteliuko HEMATEST A1

DIAGAST 1 buteliuko HEMATEST A2
HEMATEST A1, A2, B, O 51999 1 buteliuko HEMATEST B

1 buteliuko HEMATEST O

IVADAS

Sie reagentai yra Zmogaus kilmés in vitro diagnostiniai medicinos prietaisai (IVDMD), skirti profesionaliam
naudojimui. Jie yra skirti Zmogaus biologiniy méginiy analizei.

HEMATEST yra naudojamas plazmos ABO kraujo grupiy nustatymui.

Atliekant eritrocity antigeny raudonosiose kraujo Igstelése tyrimg, HEMATEST suteikia galimybe aptikti atitinkamus
antikdnus tyrimo plazmoje, naudojant Iékstelés arba mégintuvélio metoda.

PRINCIPAS

Naudojant manualine technologijg ant 1€kStelés ar meégintuvélyje, hemagliutinacijos principas yra utilizuojamas.
Raudonosios kraujo Igstelés, turin€ios antigeng, agliutinuoja esant tyrimo plazmai su atitinkamu antiktnu.

ABO grupiy nustatymas yra charakterizuojamas antigeny A ir/ar B demonstravimu Zmogaus raudonujy kraujo
Igsteliy pavirSiuje bei antikny anti-A ir/ar anti-B buvimu arba nebuvimu plazmoje.

Todél identifikuojant eritrocitinius antigenus, reikia naudojant zinomus anti-A, anti-B ir anti-A,B reagentus
(raudonyjy kraujo lIgsteliy tyrimas), tada patvirtinti pirmesnius rezultatus patikrinant atitinkamy antikiiny buvima
tiriamo kraujo plazmoje, naudojant HEMATEST A1, B, ir, jei jmanoma, HEMATEST A2 ir O (plazmos tyrimas).

SUDETIS

HEMATEST yra paruosti i$§ Zinomy A1 RH-1, B RH1, A2 RH1 ir O RH1 grupiy Zmogaus raudonuyjy lgsteliy misinio.
Raudonosios kraujo Igstelés yra ruoSiamos 5% paruoStoje naudoti suspensijoje, saugojimo tirpale ir yra
supakuotos 5mL buteliukuose su kalibruotais laSintuvais.

|ISPEJIMAI

HEMATEST yra Zmogaus kilmés. Buvo tirti pirminiai méginiai ir davé neigiamus rezultatus dél anti-HIV 1 ir 2
antikdiny, anti-HCV antikiino ir HBs antigeno. Be to, gauti rezultatai buvo neigiami atlikus serologinj tyrimag dél
sifilio. Tadiau nei vienas i§ Siandien Zinomy metody negali absoliu€iai garantuoti, kad Sie produktai neturi
uzkre€iamo patogeninio agento.

Patartina dévéti pirstines bei saugos akinius ir dirbant su Zmogaus kilmés méginiais labai atidzZiai. Visi substratai,
kurie kontaktavo su méginiais, turi bdti laikomi potencialiai infekciniais. Bdtina paisyti specialiy apsaugos
priemoniy, utilizavimo ir dezinfekavimo sglygy bei vietiniy reikalavimy.

Nenaudokite pazeisty ar tekanciy reagenty.

LAIKYMAS

Reagentai turi bdti laikomi tarp 2 ir 8 °C. Veikimas yra garantuojamas naudojant rekomenduojamg metodg nuo
pirmo naudojimo iki datos galiojimo pabaigos. Reagentai negali bdti naudojami pasibaigus galiojimo datai.
Patartina reagentus kuo maziau laikyti ne Saldytuve ir nepalikti kambario temperatiroje tarp naudojimy.
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REIKALIGI REAGENTAI IR MEDZIAGOS
Stikliniai tyrimo mégintuvéliai, 10 ar 12 x 75 mm, mégintuvéliy stovas.
- Maisyklé — maiSytuvas.
- Opalino Iékstelé.
- PreciziSskos automatinés pritaikomos pipetés.
- Centrifuga su santykine 100-1200g jéga.
- Kraujo méginiai su zinomais A, B, O grupiy fenotipais, tokiais kaip HEMA CQIl (DIAGAST Kat.Nr.:Zr.katalogg).

MEGINIAI - KONTROLES

Tiriamas kraujo méginys

Kraujas, surinktas su antikoaguliantu: EDTA, heparinas ar citratas, laikomas steriliame mégintuvélyje prie 2 - 8°C,
turi bati tiriamas per 48 valandas kol nebus matoma hemolizé.

Tyrimo metu, centrifuguokite kraujo méginius prie 1200 g, 3 minutes.

Kraujo méginys su zinomos grupés fenotipais, tokiais kaip HEMA CQl

Analitiné sistema turi bati patvirtinta naudojant méginiy komplektus su zinomais grupés A, B ir O fenotipais.

Siy méginiy ar HEMA CQI naudojimas leidZia aptikti anomalijas (darbo, reagenty, medziagy ir aplinkos) ir atlikti
teisingus veiksmus.

PROCEDURA

1) Lékstelés technologija kambario temperatiiroje (+18...+25 °C)

- Svelniai papurtykite kiekvieng HEMATEST, kad suspensija homogenizuotysi,

- Ant grieztai Svarios |ékStelés uZlaSinkite po 1 ladg kiekvieno HEMATEST, naudodami buteliukg su laSintuvu,

- Paéme 100 pL tyrimo plazmos ir uzlasinkite Salia kiekvieno HEMATEST la$o taip, kad lasai nesusiliesty,

- SumaiSykite plazma su HEMATEST atlikdami spiralinj judesj maiSymo lopetéle tam, kad sukurti taisyklingg 2-3
cm diametro apskritima,

- Laikydami IékStele, sukite jg 3 minutes kol makroskopiskai pamatysite galimg agliutinacija,

- Nedelsiant nuskaitykite reakcijas.

2) Meégintuvélio technologija kambario temperatiiroje (+18...+25 °C)

- Svelniai papurtykite kiekvieng HEMATEST, kad suspensija homogenizuotysi,

- Naudodami buteliukg su lasintuvu, perneskite 1 laSg kiekvieno HEMATEST | kiekvieng mégintuvél;,

- JlaSinkite 100 pL plazmos j kiekvieng mégintuveélj,

- Pakratykite, kad suspensija homogenizuotysi,

- Centrifuguokite prie 500g, 1 minute,

- MakroskopiSkai nuskaitykite mégintuvélius Svelniai papurtant, kad raudonojo kraujo lgstelés atsiskirty,
- Pazilrékite, ar neatsirado agliutinacijos poZymiy.

INTERPRETACIJA

Jei atsiranda agliutinacija (raudonosios kraujo Igstelés suformuoja vieng ar daugiau kresuliy), reakcija yra teigiama,
o antiklinas, atitinkantis HEMATEST, yra aptinkamas plazmoje.

Jei agliutinacijos néra (raudonosios kraujo lastelés iSlieka homogeninéje suspensijoje), reakcija yra neigiama, o
HEMATEST atitinkancio antikiino plazmoje néra.

Analitiné sistema gali bati patvirtinta naudojant Zinomy fenotipy méginius.

Subjekto ABO grupé turi bati nustatyta nedviprasmiskai, jei yra grieztas atitikimas tarp raudonujy kraujo lasteliy
tyrimo rezultaty ir plazmos tyrimo rezultaty.

Jei yra neatitikimas, rezultato nefiksuokite ir atlikite kraujo grupés identifikavima laikydamiesi esamy rekomendacijy
ir protokoly, arba nusiyskite meéginj j eksperty laboratorijg.

»Auto® kontrolé, ,allo“ kontrolé ir ,reagent” kontrolé bei klinikinis kontekstas gali padéti iSaiSkinti anomalija.

LAuto® kontrolé: tomis paciomis salygomis subjekto plazma yra tiriama su nuosavomis raudonosiomis kraujo
Igstelémis.

LAllo“ kontrolé: tomis paciomis saglygomis subjekto plazma yra tiriama su zinomy O raudonyjy kraujo Igsteliy
paneliu (anti-eritrocitiniy antikdiny, kitokiy nei anti-A ar anti-B, aptikimas).

,Reagent* kontrolé: tomis paCiomis sglygomis subjekto plazma yra tiriama su neigiama kontrole.

HEMATEST A2 ir O naudojimas gali pasireikSi anomalija ABO grupes nustatymo metu plazmoje.
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METODO APRIBOJIMAI

Reagentus gali naudoti tik kvalifikuotas personalas.

Yra butina naudoti kalibruotg laSintuva, tiekiamg IVDMD buteliuke, reagenty laSy dozavimui.
Reakcijos turi bati nuskaitomos nedelsiant po centrifugavimo ir pakartotinio praskiedimo.
Bdtina dirbti su Svaria jranga ir neuzterstais produktais (bakterinis ar kitoks uzterStumas).
Batina atsizvelgti j Siuos dalykus:

- laikymo salygos ir galiojimo datos pabaiga,

- procediros,

- rekomenduojamos jrangos kalibravimas.

ATLIKIMO DUOMENYS

Raudonuyjy kraujo Igsteliy koncentratas, naudojamas HEMATEST paruoSime, yra surenkamas ir kontroliuojamas

Prancizijos Kraujo Tarnybos (French Blood Service) ir atitinka esamas Siy produkty perpylimo kvalifikacijos

taisykles bei Prancizijos taikomus jstatymus, leidZiamus Prancizijos valdZios, ypatingai:

- jsakai, susije su Gera Praktika dél patikimy kraujo produkty paruosimo, dél donacijy kvalifikacijos. Siy jsaky
leidimas ir koregavimas;

- esami jsakai dél laboratoriniy tyrimy ir skriningo tyrimy dél uzkre€iamy ligy, perneSamy per kraujo méginius ir
ju sudedamasias dalis.

Klaidingai teigiama reakcija gali atsirasti tada, kai tiriamas subjektas turi kreSuliy agliutinino.

Reakcijos intensyvumas gali priklausyti nuo anti-A ir/ar anti-B antikiiny lygio tiriamame subjekte.

Silpnos ar neigiamos reakcijos, jskaiciuojant ir nesutapima tarp raudonuyjy kraujo Igsteliy ir plazmos tyrimy, gali bdti

pastebétos naujagimiuose ir subjektuose su uZslopintu imuniniu atsaku.

Redagavimo data: 2005 m. sausio mén.
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ANTI-A (ABO1), ANTI-B (ABO2), ANTI-A,B (ABO3)
ANTI-D (RH1) IgM I, ANTI-D (RH1) IgM Il
ANTI-D (RH1) TOTEM, ANTI-D (RH1) IgG,
ANTI-DCE (RH1,2,3), NEG CONTROL, GROUPAKIT DIAGAST

INTRODUCTION

These reagents are in vitro diagnostic medical devices (IVDMD) for professional use.

The ANTI-A (ABO1), ANTI-B (ABO2), ANTI-A,B (ABO3) are used in the red blood cell determination of blood ABO group.
They enable determination of the presence of erythrocytic antigens A and/or B on the surface of human red blood cells.
The ANTI-D (RH1) IgM I, ANTI-D (RH1) IgM II, ANTI-D (RH1) TOTEM and ANTI-D (RH1) IgG are used for blood
grouping. They enable the determination of the presence of antigen D (RH1) on the surface of human red blood cells.
ANTI-DCE (RH1,2,3) enable detection of the presence of at least one of erythrocytic antigens: D (RH1), C (RH2) and E
(RH3).

The NEG CONTROL is used in blood ABO grouping. It is devoid of antibody activity. Tested under the same conditions
as the reagent used, the control enables interpretation of the result obtained.

PRINCIPLE

The manual technique employed, on a plate or in a tube, utilizes the principle of hemagglutination. Test red blood cells

bearing an antigen agglutinate in the presence of the reagent containing the corresponding antibody:

- either in the direct hemagglutination method, when they come into contact with the reagent containing the antibody
(type: IgM) ;

- orin the indirect hemagglutination method: antiglobulin test in the event of use of an IgG antibody. The reaction occurs
in two stages: the test red blood cells are exposed to the IgG antibody. The antibodies bind to the red blood cells
carrying the corresponding antigen. After washing, addition of antiglobulin “AGH MAESTRIA IGG” induces
agglutination of the sensitized red blood cells carrying the corresponding antigen.

ABO group determination is defined by both the demonstration of antigens A and/or B on the surface of human red blood

cells and by the presence or absence or anti-A and/or anti-B antibodies in the plasma. It is therefore appropriate to

identify the erythrocytic antigens using known anti-A, anti-B and anti-A,B reagents (red blood cell test), then to confirm the
preceding results by verifying the presence of the corresponding antibodies in the plasma from the test blood using
known red blood cells A1, B and, possibly, A2 and O (plasma test).

For blood RH1 grouping, the use of ANTI-D reagent (RH1) and NEG CONTROL reagent is necessary.

COMPOSITION

The reagents are prepared from monoclonal antibodies in a storage medium. The monoclonal antibodies produced by
DIAGAST are derived from the supernatants of in vitro cultures of hybridomas of murine or human origin.

These reagents contain sodium azide (< 0.1 %), sodium arsenite (0.02 %) and bovine albumin.

The reagents are packaged in vials fitted with a calibrated dropper and are also included in the GROUPAKIT kit.

The GROUPAKIT kit (Ref. DIAGAST 70888) consists of a vial of ANTI-A (ABO1), a vial of ANTI-B (ABO2), a vial of
ANTI-A,B (ABO3), a vial of ANTI-D (RH1) IgM | and a vial of NEG CONTROL.

The NEG CONTROL produced by DIAGAST is devoid of antibodies.

Refer to the last page for a description of the reagents.

PRECAUTIONS

It is advisable to wear gloves and safety spectacles and handle test samples of human origin with caution. All substrates
that have come into contact with the samples are to be handled as potentially infectious products. Special protective
measures, conditions for disposal and disinfection should be implemented in accordance with local regulations.

Do not use damaged or leaking reagents.

STORAGE

The reagents must be stored between + 2 °C and + 8 °C. Their performance is guaranteed in the method recommended
from first use to the expiry date indicated on the label. It must not be used beyond that date. It is advisable to minimize its
time outside the refrigerator and to avoid leaving it at room temperature between two uses.
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REAGENTS AND MATERIAL NECESSARY
Isotonic saline solution (0.9 % NacCl).
- Incubator or water-bath at 37°C.
- Glass test tubes, 10 or 12 x 75 mm, tube rack.
- Mechanical stirrer.
- Opaline plate.
- Precision automatic adjustable pipettes.
- Centrifuge with a relative force of 100-1200 g.
- Control blood samples of known phenotypes such as HEMA CQI (DIAGAST ref.: see the catalogue).
- 'AGH MAESTRIA IGG' antiglobulins (DIAGAST ref.: see the catalogue).
IgG-sensitized red blood.
Partial D identification kit for research use: D-SCREEN (DIAGAST ref.: see the catalogue).

SAMPLES — CONTROLS

Blood samples to be tested

Blood collected in anticoagulant: EDTA, heparin or citrate in a stoppered sterile tube, stored between 2 and 8°C, must be
examined within 48 hours, insofar as no sign of hemolysis is visible.

At the time of the test, centrifuge the blood sample at 1200 g for 3 minutes.

Blood samples with known phenotypes: HEMA CQI

The analytical system must be validated using samples with known phenotypes:

- asample possessing the antigen corresponding to the antibody in the reagent used,

- asample devoid of the antigen corresponding to the antibody in the reagent used.

The use of those samples or HEMA CQI enables detection of anomalies (handling, reagents, apparatus and
environment) and implementation of corrective actions.

Reagent control

For each sample, in RH1 group determination, a control reagent is tested under the same conditions by replacing
ANTI-D (RH1) by NEG CONTROL.

In the event of an anomaly in blood ABO group determination, a control reagent is tested under the same conditions by
replacing the ABO grouping reagent by NEG CONTROL.

PROCEDURE

a) Plate technique at room temperature (+ 18... + 25 °C) except for ANTI-D (RH1) IgG

- On arigorously clean plate, using the vial dropper, apply 1 drop of reagent.

- Take 25 pL of unwashed cell pellet and apply next to each drop of reagent, taking care not to create contact between
the drops.

- Mix the blood and reagent using a spiral movement with the end of the stirrer so as to create a regular lozenge of
diameter 2 to 3 cm.

- Incubate the plate at room temperature and without stirring for 30 seconds.

- Hold the plate and give it a rolling movement for 3 minutes while macroscopically observing the possible appearance
of agglutinates.

- Read the reaction immediately.

b) Direct method in a tube at room temperature except for ANTI-D (RH1) IgG

- Prepare a 5 % suspension of red blood cells in isotonic saline solution.

- Using the vial dropper, transfer a drop of reagent to a tube.

- Add 50 pL of red blood cell suspension.

- Shake to homogenize the mixture, then centrifuge at 500 g for 1 minute.

- Read macroscopically while gently shaking the tubes so as to detach the red blood cell pellet.
- Note the appearance of any agglutinates.

c) Antiglobulin indirect method for ANTI-D (RH1) TOTEM only
After immediately centrifuging and reading as above, if the reaction is weak or negative, shake the tubes and incubate
at 37 °C for 15 minutes.
- Wash the red blood cells twice with isotonic saline solution and discard the last washing liquid.
- Add 50 pL of “AGH MAESTRIA IGG” antiglobulin to the red blood cell pellet. Mix, then centrifuge at 120 g for 1 minute.
- Conduct reading as indicated in section b).
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d)AntlgIobuIm indirect method for ANTI-D (RH1) IgG only

Prepare a 5 % suspension red blood cells in isotonic saline solution.

Using the vial dropper, transfer 1 drop of reagent to a tube.

Add 50 pL of red blood cell suspension.

Shake the tubes to homogenize the mixture and incubate at 37 °C for 15 minutes.

Wash the red blood cells twice with isotonic saline solution and discard the last washing liquid.

Add 50 pL of “AGH MAESTRIA IGG” antiglobulin to the red blood cell pellet. Mix, then centrifuge at 120 g for 1 minute.
Conduct reading as indicated in section b).

INTERPRETATION

If there is agglutination (the red blood cells form one or several clumps), the reaction is positive and the antigen or at
least one of the antigens corresponding to the reagent used is present on the red blood cells tested. If there is no
agglutination (the red blood cells reform a homogeneous suspension), the reaction is negative and the antigen is not
present on the red blood cells.

The ABO group of a subject can only unambiguously be determined if there is strict concordance between the results
of the red blood cell test and those of the plasma test.

If there is discordance, do not report the result and pursue blood group identification in compliance with current
recommendations and protocols or forward the sample to an expert laboratory.

The “auto” control, “allo” control and “reagent” control, and the clinical context may help elucidate the anomaly.

“Auto” control: under the same conditions, test the subject's plasma vis-a-vis his own red blood cells.

“Allo” control: under the same conditions, test the subject's plasma vis-a-vis a panel of test known O red blood cells
(detection of anti-erythrocytic antibodies other than anti-A or anti-B).

“Reagent” control: under the same conditions, test the subject's red blood cells vis-a-vis the negative control.

With the direct hemagglutination method on a plate or in a tube: if there is agglutination with ANTI-D (RH1) IgM or
TOTEM, antigen D is present. If there is no agglutination, it is possible to use ANTI-D (RH1) TOTEM or
ANTI-D (RH1) IgG in an indirect antiglobulin test if weak and/or partial antigens D are to be detected.

A negative reaction obtained in an indirect antiglobulin test can be validated with 1gG-sensitized red blood cells (cf.
leaflet for the corresponding reagent).

The reaction is only interpretable if:

¢ the reagent control using the NEG CONTROL is negative,

¢ the analytical system is validated using samples with known phenotypes.

Furthermore, the reaction in indirect antiglobulin test is interpretable only if the direct antiglobulin test on the test red
blood cells is negative.

LIMITATIONS OF THE METHOD

- Only qualified personnel should use the reagent.

It is imperative to use the calibrated dropper provided in the IVDMD vial to dispense a reagent drop.

The reactions must be read immediately after centrifuging and resuspending.

It is imperative to work with clean equipment and non-contaminated products (bacterial or other contamination).

The following points must be scrupulously observed:

¢ storage conditions and expiry date,

e procedures,

e calibration of the recommended equipment.

Weak phenotypes A and/or B may not be detected by the plate method since it is less sensitive than the tube method.

In consequence, in the event of discordance between the red blood cell test and plasma test and since a weak

phenotype may be present, the test should be repeated with the more sensitive method.

It is imperative to use AGH MAESTRIA IGG for the indirect antiglobulin test.

It is imperative to use NEG CONTROL as the negative control.

ANTI-D (RH1) must not be used in methods involving enzymatic treatment of the red blood cells.

ANTI-D (RH1) IgM cannot be used in the indirect antiglobulin test.

Certain discordances (negative reaction for the direct hemagglutination method and positive reaction for the indirect

antiglobulin method) may occur with ANTI-D (RH1) TOTEM. A weak and/or partial antigen D may be present.

A false-positive reaction may occur:

e when the reagent is used for the direct hemagglutination method with a subject who has cold agglutinins,

e when the reagent is used in the indirect antiglobulin test with the red blood cells which present a positive reaction in
the direct antiglobulin test.

These possibilities constitute the rationale for concomitant use of NEG CONTROL.
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PERFORMANCE DATA

In the recommended methods, these reagents comply with the Common Technical Specifications of [VDMD.

A performance assessment of ANTI-A (ABO1), ANTI-B (ABO2) and ANTI-A,B (ABO3) was conducted on over
15,000 all-comer samples (blood donors, patients and neonates) drawn on each of the recommended anticoagulants
(EDTA, heparin, citrate). The assessment demonstrated 100 % specificity of each of the reagents versus the expected
results vis-a-vis common known phenotypes Al, A2, A1B, A2B, B and O.

The tests conducted on particular red blood cells of weak phenotype ABO showed good specificity vis-a-vis
phenotypes A3 and B3.

ANTI-A,B (ABO3) recognizes red blood cells Ax.

ANTI-B (ABO2) does not agglutinate the “acquired B” red blood cells tested.

In certain cases (transfusion recipients, certain weak phenotypes A or B (A3, B3...), certain hemopathological
modifications, mosaics or chimeras, etc.), an image of a double population may be observed.

Antibody ANTI-A and, accessorily, antibody ANTI-A,B yield a cross-reaction with antigen Tn which gives rise to an
image of a double population (exceptional phenomenon).

A performance assessment of ANTI-D (RH1) IgM |, IgM I, 1IgG, TOTEM and ANTI-DCE (RH1,2,3) was conducted on a
panel of 1,000 to 200,000 all-comer samples (blood donors, patients and neonates). The samples were collected on
each of the recommended anticoagulants (EDTA, heparin, citrate). The assessment demonstrated 100 % specificity of
each of the reagents versus the expected results vis-a-vis known common Rhesus phenotypes.

The intensity of the reactions obtained with ANTI-D (RH1) IgM may depend on the number of antigen sites present on
the red blood cells.

ANTI-D (RH1) TOTEM and ANTI-D (RH1) IgG enable screening for weak red blood cells D (RH1) in the indirect
hemagglutination method with antiglobulin.

The tests conducted on particular phenotypes, while satisfactory, cannot ensure recognition of all weak or variant
subjects, due to the variability of antigen motifs.

ANTI-D (RH1) IgM | and TOTEM have the special feature of recognizing certain rare antigen motives of type
RH33 (DHar) and may thus yield discordant reactions with polyclonal reagents that recognize them little or not at all.
Only ANTI-D (RH1) TOTEM may enable detection of D partial DVI in the tube direct hemagglutination method.

In addition, the clones of ANTI-D may specifically recognize certain epitopes of antigen D (cf. table on the last page).

In general, for the identification of partial D, the use of the D-SCREEN kit is recommended.
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REAGENT REFERENCE CLONE TYPE ORIGIN
ANTI-A (ABO1) 5x 10 mL 70501 9113D10 IgM Murine
ANTI-B (ABO2) 5x 10 mL 70502 9621A8 IgM Murine

ANTI-A,B (ABO3) 5x 10 mL 70503 9113D10 + 152D12 IgM Murine
ANTI-D (RH1) IgM | | 5x 10 mL 71000 P3X61 IgM Human
ANTI-D (RH1) IgM I | 5x 10 mL 71005 HM10 IgM Human

P3X61 + IgM
ANTI-D (RH1) TOTEM | 5x 10 mL 71010 P3>;231X222930810 * 'Ig'\G/' Human
P3X35 IgG
ANTI-D (RH1) IgG 5 x 10 mL 71020 HM16 I9G Human
P3X61 +
ANTI-DCE (RH1,2,3) | 5x5mL 74111 P3X25513G8 + IgM Human
P3X234
NEG CONTROL 5x 10 mL 00 ¢ @ |

Dllla
Clones Type | DIl | Dlllb | DIva | DIVb | Dva | DVI | DVII | DFR | DBT | DHAR | DHMI
Dlllc
P3X61 IgM + + + + + - + +/- + + +
HM10 IgM + + + + + - + - + — +
HM16 IgG + + + + + - + - + + +
P3X21223B10 IgM - + - — + + + + - - +
P3X290 IgG + + +/- - + +/- + + _ _ n
P3X35 19G + + + + - - + - - _ +

indicates a positive result whose intensity may vary as a function of the number of antigen sites present on the test
red blood cells.

indicates that a positive or negative result may be obtained. The result depends on the antigenicity.

C€

0459
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ANTI-A (ABO1), ANTI-B (ABO2), ANTI-A,B (ABO3)
ANTI-D (RH1) IgM I, ANTI-D (RH1) IgM I,
ANTI-D (RH1) TOTEM, ANTI-D (RH1) IgG,
ANTI-DCE (RH1,2,3), NEG CONTROL, GROUPAKIT DIAGAST

IVADAS

Sie reagentai yra in vitro diagnostinés medicinos priemonés (IVDMD), skirtos profesionaliam naudojimui.

ANTI-A (ABO1), ANTI-B (ABO2), ANTI-A,B (ABO3) yra naudojami eritrocity nustatymui ABO kraujo grupei. Sie reagentai
leidZia nustatyti eritrocitiniy A ir/ar B antigeny buvimg ant Zmogaus eritrocity pavirSiaus.

ANTI-D (RH1) IgM I, ANTI-D (RH1) IgM II, ANTI-D (RH1) TOTEM ir ANTI-D (RH1) IgG yra naudojami kraujo grupiy
nustatymui. Sie reagentai leidZia nustatyti D (RH1) antigeno buvima ant Zmogaus eritrocity pavirsiaus.

ANTI-DCE (RH1,2,3) leidZia aptikti bent vieno i$ Siy eritrocitiniy antigeny buvima: D (RH1), C (RH2) ir E (RH3).

NEG CONTROL yra naudojama atliekant ABO kraujo grupiy nustatyma. Siame reagente néra antikany aktyvumo. Tiriant
tomis paciomis salygomis kaip ir naudojamas reagentas, kontrolé leidzZia atlikti gauto rezultato interpretacija.

PRINCIPAS

Naudojant manualine technologijg ant IékStelés arba mégintuvélyje, yra naudojamas hemagliutinacijos principas. Tiriami

eritrocitai su antigenais agliutinuoja esant reagentui su atitinkamais antikiinais:

- Tiesioginés hemagliutinacijos metode, susiddrus su reagentu, turin€iu antiktng (tipas: IgM) ;

- Netiesioginés hemagliutinacijos metodas: antiglobulino tyrimas naudojant IgG antikling. Reakcija vyksta dviem etapais:
eritrocitai yra paveikiami 1gG antikdny. AntikGnai susiriSa su eritrocitais, perneSanciais atitinkamg antigeng. Po
praplovimo, jdéjus antiglobulino “AGH MAESTRIA IGG” jvyksta sensitizuoty eritrocity su atitinkamais antigenais
agliutinacija.

ABO grupiy nustatymas remiasi abiem veiksniais: A ir/ar B antigeny buvimu ant Zmogaus eritrocity pavirSiaus bei anti-A

ir/ar anti-B antikiiny buvimu arba nebuvimu plazmoje.  Stai kodél reikia identifikuoti eritrocitinius antigenus naudojant

Zinomus anti-A, anti-B ir anti-A,B reagentus (eritrocity tyrimas), o tada patvirtinti pirminius rezultatus atsiZvelgiant |

atitinkamy_ antikiiny buvimg plazmoje, kurie buvo tirti naudojant zinomus eritrocitus Al, B ir, galblt, A2 ir O (plazmos

tyrimas).

Atliekant RH1 grupés nustatyma, batina naudoti ANTI-D reagentg (RH1) ir NEG CONTROL reagenta.

SUDETIS

Reagentai yra paruosti iS monokloniniy antikdiny laikymo terpéje. DIAGAST pateikiami monokloniniai antik@nai yra gauti i$
pelés ar Zmogaus kilmés hibridomos in vitro kultdry supernatanty.

Siy reagenty sudétyje yra natrio azido (< 0.1 %), natrio arsenito (0.02 %) ir jaugio albumino.

Reagentai yra pateikiami buteliukuose su kalibruotais laSintuvais ir taipogi yra GROUPAKIT rinkinio dalis.

GROUPAKIT rinkinyje (Kat.Nr. DIAGAST 70888) yra ANTI-A (ABO1) buteliukas, ANTI-B (ABO2) buteliukas,
ANTI-A,B (ABO3) buteliukas, ANTI-D (RH1) IgM I buteliukas ir NEG CONTROL buteliukas.

DIAGAST tiekiamo NEG CONTROL sudétyje néra yra antikdny.

Reagenty apraSym g rasite paskutiniame lape.

ATSARGUMO PRIEMONES

Rekomenduojama dévéti apsaugines pirStines bei akinius ir su Zzmogaus kilmés méginiais dirbti laikantis visy atsargumo
priemoniy. Visi substratai, turéje kontaktg su méginiais, turi bdti laikomi potencialiai infekciniais produktais. Pagal vietinius
reikalavimus turi bati laikomasi specialiy saugos priemoniy, iSmetimo ir dezinfekcijos salyguy.

Nenaudokite pazeisty ar tekanciy reagenty.

LAIKYMAS

Reagentai turi bati laikomi prie + 2 € - + 8 T. Tinkami naudoti nu o pirmojo atidarymo iki galiojimo datos pabaigos.
Nenaudokite pasibaigus galiojimo datai. Kiek galima maziau laikykite iSéme iS Saldytuvo ir venkite palikti kambario
temperatdroje kai nenaudojate.
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REIKALINGOS MEDZIAGOS IR REAGENTAI
Izotoninis tirpalas (0.9 % NaCl).
- Inkubatorius arba vandens vonelé su 37<C.
- Stikliniai tyrimo mégintuvéliai, 10 ar 12 x 75 mm, mégintuvéliy stovas.
- Mechaninis maiSytuvas.
- Permatoma lekstelé.
- Tikslds automatiSkai nustatomi dozatoriai.
- Centrifuga su 100-1200 g santykine jéga.
- Kontrolinio kraujo méginiai su zinomais fenotipais, tokiais kaip HEMA CQI (DIAGAST: Zr. kataloga).
- 'AGH MAESTRIA IGG' antiglobulinai (DIAGAST: Zr. kataloga).
- lgG-sensitizuoti eritrocitai.
Dalinés D identifikacijos rinkinys moksliniams tyrimams: D-SCREEN (DIAGAST: Zr. kataloga).

MEGINIAI — KONTROLES

Tiriami kraujo m éginiai

Kraujas surinktas su antikoaguliantu: EDTA, heparinas ar citratas uzkimStame steriliame mégintuvélyje, laikomame prie 2
- 8T, turi b ati tiriamas per 48 valandas, su saglyga, kad nesimato hemolizés Zenklu.

Tyrimo metu centrifuguokite kraujo méginj 3 minutes prie 1200 g.

Kraujo m éginiai su Zzinomais fenotipais: HEMA CQI

Analitiné sistema turi bati patvirtinta naudojant méginius su zinomais fenotipais:

- méginys su antigenu, atitinkan€iu naudojamo reagento antikiing,

- méginys be antigeno, atitinkancio naudojamo reagento antikiing.

Siy méginiy arba HEMA CQI naudojimas leidZia aptikti anomalijas (naudojimo, reagenty, aparato ir aplinkos) ir parinkti
tinkamus korekcinius veiksmus.

Reagenty kontrol &

Kiekvienam méginiui atliekant RH1 grupiy nustatyma, tomis paciomis salygomis yra tiriamas kontrolés reagentas
ANTI-D (RH1) pakei¢iant | NEG CONTROL.

ABO grupiy nustatymo anomalijos atveju, kontrolés reagentas yra tiriamas tomis paciomis sglygomis ABO grupiy
nustatymo reagentg pakeiciant | NEG CONTROL.

PROCEDURA

a) Lékstel és technologija kambario temperat  Groje (+ 18... + 25 T) iSskyrus ANTI-D (RH1) IgG

- Naudodamiesi buteliuku su lasintuvu, ant grieZtai Svarios IékStelés uzlaSinkite 1 laSg reagento.

- Paéme 25 pL praplauty Iasteliy suspensijos uZlaSinkite po vieng laSg Salia reagento taip, kad laSai nesusiliesty.

- SumaiSykite kraujg ir reagentg atlikdami spiralinj judesj maiSymo lopetéle tam, kad sukurti taisyklingg 2-3 cm diametro
apskritima,

- Lékstele inkubuokite kambario temperatdroje nemaiSant 30 sekundziy.

- Laikydami lékStele, atlikite sukamuosius judesius 3 minutes kol makroskopiSkai pamatysite galimg agliutinacija.

- Nedelsiant nuskaitykite reakcija.

b) Tiesioginis metodas m égintuv élyje kambario temperat uroje, iSskyrus ANTI-D (RH1) IgG

- Paruoskite 5 % eritrocity suspensijg izotoniniame tirpale.

- Naudodamiesi buteliuku su lasintuvu, perneskite laSg reagento | mégintuvél.

- Pridékite 50 pL eritrocity suspensijos.

- Papurtykite, kad miSinys homogenizuotysi ir centrifuguokite 1 minute prie 500 g.

- Svelniai purtydami mégintuveélj, kad atskirtuméte eritrocity suspensija, makroskopiskai nuskaitykite reakcija.
- Stebékite, ar néra agliutinaty.

¢) Antiglobulino netiesioginis metodas, skirtas tik ANTI-D (RH1) TOTEM

- Jei po auksciau apraSyto centrifugavimo ir nuskaitymo reakcija yra silpna arba neigiama, papurtykite mégintuvélj ir 15
minuciy inkubuokite prie 37 C.

- Du kartus praplaukite Igsteles izotoniniu tirpalu ir iSpilkite paskutinio praplovimo skyst;.

- |dékite 50 pL “AGH MAESTRIA IGG” antiglobulino j eritrocity suspensijg. ISmaisykite ir centrifuguokite 1 minute prie
120 g.

- Nuskaityma atlikite kaip apraSyta skyriuje b).
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d) Antiglobulino netiesioginis metodas, skirtas tik ANTI-D (RH1) IgG

- Paruoskite 5 % eritrocity suspensijg izotoniniame tirpale.

- Naudodamiesi buteliuku su laSintuvu, perneskite 1 laSg reagento | mégintuvelj.

- Pridékite 50 pL eritrocity suspensijos.

- Papurtykite, kad miSinys homogenizuotysi ir inkubuokite 15 minuciy prie 37 C.

- Du kartus praplaukite Igsteles izotoniniu tirpalu ir iSpilkite paskutinio praplovimo skyst;.

- |dékite 50 pL “AGH MAESTRIA IGG” antiglobulino | eritrocity suspensijg. ISmaiSykite ir centrifuguokite 1 minute prie
120 g.

- Nuskaityma atlikite kaip apraSyta skyriuje b).

INTERPRETACIJA
Jei yra agliutinacija (eritrocitai suformuoja vieng ar daugiau kreSuliy), reakcija yra teigiama ir antigenas ar maziausiai
vienas i$ antigeny, atitinkamai reaguojanciy su naudojamu reagentu, yra ant tiriamujy eritrocity. Jei agliutinacijos néra
(eritrocitai suformuoja homogenine suspensijg), reakcija yra neigiama ir antigeno néra ant eritrocity.

- ABO grupiy nustatymas subjektui turi bati nustatomas vienareikSmiskai ir tik tada, kai eritrocity tyrimo rezultatai ir
plazmos tyrimo rezultatai grieztai sutampa.

Jei tarp Siy tyrimy yra neatitikimas, nefiksuokite rezultato, o atlikite kraujo grupés identifikacija pagal esamas
rekomendacijas ir protokolus arba siyskite méginj j eksperty laboratorija.

“Auto” kontrolé, “allo” kontrolé ir “reagent” kontrolé bei klinikinis kontekstas gali padéti aptikti ir paaiskinti anomalijas.
“Auto” kontrolé: esant toms pacioms salygoms, tirkite subjekto plazma vis-a-vis jo paties eritrocitus.

“Allo” kontrolé: esant toms pacioms salygoms, tirkite subjekto plazmg vis-a-vis Zinomo O panelio eritrocitus (anti-
eritrocitiniy antikdny, kity nei anti-A ar anti-B, aptikimas).

“Reagent” kontrolé: esant toms pacioms salygoms, tirkite subjekto eritrocitus vis-a-vis neigiama kontrole.

- Naudojant tiesioginj hemagliutinacijos metodg ant Iékstelés ar mégintuvélyje: jei atsiranda agliutinacija su ANTI-D
(RH1) IgM ar TOTEM, méginyje yra antigenas D. Jei agliutinacijos néra, galima naudoti ANTI-D (RH1) TOTEM ar
ANTI-D (RH1) IgG netiesioginiame antiglobulino tyrime, jei yra tikimasi aptikti silpnus ir/ar dalinius antigenus D.

- Neigiama reakcija, gauta netiesioginiame antiglobulino tyrime, gali bdti patvirtinama su IgG-sensitizuotais eritrocitais (Zr.
Atitinkamo reagento informacinis lapelis).

- Reakcija yra interpretuojama tik tada, jei:
¢ Naudojama reagento kontrolé NEG CONTROL yra neigiama,
¢ Analitiné sistema yra patvirtinta naudojant méginius su Zinomais fenaotipais.

- Be to, reakcija netiesioginiame antiglobulino tyrime yra interpretuojama tik tada, jei tiesioginio antiglobulino tyrimas
eritrocitams yra neigiamas.

METODO APRIBOJIMAI
Reagentus gali naudoti tik kvalifikuotas personalas.

- Privaloma naudoti kalibruotus laSintuvus, tiekiamus IVDMD buteliuke, skirtus reagenty pilstymui.

- Reakcijos turi bdti nuskaitomos nedelsiant po centrifugavimo ir suspendavimo.

- Bdatina naudoti tik Svarig jranga ir neuzterstus produktus (be bakterinio ar kitokio uzterStumo).

- Turi bati skrupulingai laikomasi ir atsizvelgiama |:
¢ laikymo salygas galiojimo data,

e proceddras,
e rekomenduojamos jrangos kalibravima.

- Silpni A ir/ar B fenotipai gali bdti neaptinkami IékStelés metodu, kadangi Sis metodas yra maziau jautrus nei
mégintuvélio metodas. Rezultaty tarp eritrocity ir plazmos tyrimy neatitikimo atveju, tyrimas turi bati kartojamas
naudojant jautresnj metoda.

- Privaloma naudoti AGH MAESTRIA IGG netiesioginiame antiglobulino tyrime.

- Privaloma naudoti NEG CONTROL kaip neigiamg kontrole.

- ANTI-D (RH1) negali bdti naudojamas metoduose, kuriuose yra atliekamas fermentinis eritrocity apdorojimas.

- ANTI-D (RH1) IgM negali bati naudojamas netiesioginiame antiglobulino tyrime.

- Tam tikri neatitikimai (neigiama reakcija tiesioginiame hemagliutinacijos metode ir teigiama reakcija netiesioginiame
antiglobulino tyrime) gali atsirasti su ANTI-D (RH1) TOTEM. Méginyje gali bati silpnas ir/ar dalinis antigenas D.

- Klaidingai teigiama reakcija gali atsirasti kai:

e reagentas yra naudojamas tiesioginiame hemagliutinacijos tyrime subjektui, kuris turi silpnus agliutininus,

e reagentas yra naudojamas netiesioginiame antiglobulino tyrime su eritrocitais, kurie sukelia teigiamg reakcijg
tiesioginio antiglobulino tyrime.

Sie atvejai yra priezastys, dél kuriy batina naudoti NEG CONTROL.
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CHARAKTERISTIKA

- Rekomenduojamuose metoduose Sie reagentai atitinka IVDMD bendrasias technines specifikacijas.

ANTI-A (ABO1), ANTI-B (ABO2) ir ANTI-A,B (ABO3) atlikimo jvertinimas buvo atliekamas su daugiau nei 15,000
méginiy (kraujo donorai, pacientai ir naujagimiai), kurie buvo surinkti su rekomenduojamais antikoaguliantais (EDTA,
heparinas, citratas). Vertinimas parodé 100 % reagenty specifiSkumg prie$ tikétinus rezultatus vis-a-vis bendrai
Zinomus fenotipus A1, A2, A1B, A2B, Bir O.

Tyrimai, atlikti su silpno fenotipo ABO eritrocitais, parodé gerg specifiSkuma vis-a-vis fenotipus A3 ir B3.

ANTI-A,B (ABO3) atpaZjsta eritrocitus Ax.

ANTI-B (ABO2) neagliutinuoja tiriamy “jgyty B” eritrocity.

Tam tikrais atvejais (transfuzijos recipientai, tam tikri silpni fenotipai A ar B (A3, B3...), tam tikros hemopatologinés
modifikacijos, mosaics ar chimeras, ir t.t.), gali bGti pastebimas dvigubos populiacijos vaizdas.

Antikinas ANTI-A ir, papildomai, antikinas ANTI-A,B sukelia kryzmine reakcija su antigenu Tn, kuris sustiprina dvigubo
populiacijos vaizdg (iSskirtinis fenomenas).

ANTI-D (RH1) IgM I, IgM Il, IgG, TOTEM ir ANTI-DCE (RH1,2,3) atlikimo vertinimas buvo atliekamas naudojant 1,000 -
200,000 meginiy panelj (kraujo donorai, pacientai ir naujagimiai). Méginiai buvo surinkti su rekomenduojamais
antikoaguliantais (EDTA, heparinas, citratas). Vertinimas parodé 100 % reagenty specifiSkuma pries vis-a-vis Zzinomus
Rhesus fenotipus.

Reakciju, gauty su ANTI-D (RH1) IgM, intensyvumas gali priklausyti nuo esamy antigeny viety skai€iaus ant eritrocity.
ANTI-D (RH1) TOTEM ir ANTI-D (RH1) IgG leidZia atlikti silpny eritrocity D (RH1) skryningg netiesioginiame
hemagliutinacijos metode su antiglobulinu.

Tyrimai, atlikti su tam tikrais fenotipais, negali uztikrinti visy silpny ar kintanciy fenotipy atpazinimo dél antigeny motyvy
variabiliSkumo.

ANTI-D (RH1) IgM | ir TOTEM turi ypatingg savybe atpaZzinti tam tikrus retus RH33 (DHar) tipo antigeny motyvus ir
todél gali sukelti prieStaringas reakcijas su polikloniniais reagentais, kurie jy neatpaZzjsta.

Tik ANTI-D (RH1) TOTEM gali aptikti D dalinji DVI mégintuvélio tiesioginiame hemagliutinacijos metode.

Be to, ANTI-D klonai gali specifiSkai atpazinti tam tikrus antigeno D epitopus (Zr. lentele paskutiniame lape).

Dalinio D identifikavimui yra rekomenduojama naudoti D-SCREEN rinkinj.
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REAGENTAS KAT.NR. KLONAS TIPAS KILM E
ANTI-A (ABO1) 5 x 10 mL 70501 9113D10 igM Pele
ANTI-B (ABO2) 5 x 10 mL 70502 9621A8 igM Pele
ANTI-AB (ABO3) | 5x10mL 70503 9113D10 + 152D12 igM Pele
ANTI-D (RHL) IgM | 5x 10 mL 71000 P3X61 igM Zmogus
ANTI-D (RHD) IgM Il | 5x 10 mL 71005 HM10 igM Zmogus
P3X61 + IgM
ANTI-D (RH1) TOTEM | 5x 10 mL 71010 P3)|<323];(222930810 * :gg Zmogus
P3X35 IgG
ANTI-D (RH1)IgG__ | 5x10mL 71020 HM16 IgG Zmogus
P3X61 +
ANTI-DCE (RH1,2,3) | 5x5mL 74111 P3X25513G8 + IgM Zmogus
P3X234
NEG CONTROL 5x 10 mL 79000 Al)hhnMliiiiiiDhHinhihhnihihbnns,,,o

Dllla
Klonai Tipai | DIl Dlllb | DIva | DIVb | Dva | DVI | DVIl | DFR | DBT | DHAR |DHMI
Dllic
P3X61 IgM + + + + + - + +/- + + ¥
HM10 IgM + + + + + - + - + — +
HM16 IgG + + + + + — + - + + +
P3X21223B10 IgM - + - - + + + + - - +
P3X290 IgG + + +/- - + +/- + + _ _ T
P3X35 IgG + + + + - - + — _ _ ¥

+ Teigiamas rezultatas, kurio intensyvumas gali kisti priklausomai nuo antigeny viety skai¢iaus ant eritrocity.

+/- Gali biti gaunamas teigiamas arba neigiamas rezultatas. Rezultatas priklauso nuo antigeniskumo.

u DIAGAST BP9 - 59374 LOOS CEDEX- PRANCUZIJA

Perzidros data: 2009 sausio mén.
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