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POTVRDA O SLOBODNQOJ PRODAJI
(CERTIFICATE OF FREE SALE)

Agencija za; lijekove i medicinske ;)xoizvodea Republike Hrvatske ovim putem potviduje da
niZe navedeni medicinski proizvod ispunjava zaltjeve Zakona o medicinskim prmzwﬁxma
(-Narodne novine®, br. 76/13.) te Pravilnika o bitnim zahtjevima, razvrstavanju, upisu
proizvodada v odevidnik proizvodada, upisn medicinskih proizvoda u ofevidnik medicinskih
proizvoda te ocjenjivanju sukladnosti medicinskih proizvoda (Narodne novine, br. 84/13.),
kojima se prenose direktive o medicinskim proizvodima Buropske unije.

The Agency for Medicinal Products and Medical Devices of the Republic of Croatia herby
certifies, that medical device listed below, is in the conformity with the Medical Devices Act
A Official Gazette*, No. 76/13.) Ordinance on Essential Requirements, Classification, Entry
into the Register Qf Marfacturers and Medical Devices and Assessment of Conformity of
Medical Devices ("Official Gazette”, No. 84713) transposing the medical devices directives of
the European Union,

Medieinski proizvod:
Medical Device:
Reagensi za histopatologiju
Klasa rizika in vitro dijagnostika - ostale 7 Risk Class — in vitro-diagnostics Others

Proizvodad:

Manufacturer:
Biognost d.o.0.,
Republika Hrvatska,
Zagreb,
Medugorska 59

nalazi se u prometu u Republici Hrvatsko}, te se slobodno izvozi.
is marketed in Republic of Groaz:a , ginfeagl :
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Date: 2019.01:25-14:33:53 EET
Reason: MoldSign Signature
Location: Moldova




Upravna pristojba u iznosu od 40,00 kuna po Tar. br. 1 i Tar. br. 4 Tarife upravaih
pristojbi Zakona o upravnim pristojbama (,Narodne novine®, broj $/96., 77196., 95191.,

131/97., 68/98., 66/99., 145/99., 116/00., 163/03., 17/04., I%Gfﬂﬂ 14104, 15131‘65 153/05.,
129/06., 117/07., 25/08., 60!08 2*3:‘30, 69:’3(}

}26f11 H?fi% 19413., iiﬁa‘¥3_ 4@/14,§
69/14,, 87/14,, 94/14.) je plaéena.

Deostaviti:
I. Naslovu
2. Pismohrana — ovdje.
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Declaration of Conformity Certificate

Izjava o sukladnosti
Certificate No. / broj izjave 0182016-BIOG

BIOGNOST d.o.0.
Medugorska 59
10040 Zagreb, Croatia

ensures and declares with sole responsibility, that following
In Vitro Diagnostic Medical Devices:
jamcimo i izjavljujemo s potpunom odgovornoséu, da nasi
In Vitro dijagnostic¢ki medicinski proizvodi:

Laboratory diagnostics and microscopy supplies and reagents
Pribor i sredstva za laboratorijsku dijagnostiku i mikroskopiju

See attached Product List
Popis proizvoda u prilogu

meet the provisions of Council Directive 98/79/EC (IVDD) which apply to us.
This declaration is based on approval according to Annex Ill
(excluding 111.6) of the Directive.

udovoljavaju svim propisanim zahtjevima Europskog Vijeca - 98/79/EC (IVDD). Ova Izjava temelji se na odobrenju
prema Aneksu Il (iskiju¢ujudi |11.6) direktive.

Signed this day 16 May 2016 A
Potpisano dana 16. svibnja 2016. /

BEOGN ST <

BIGGNOST d.o.0, ognost.hr
Medugarska 53, 10045 7 ;?gr&b C{m L

Ivan Marchi’E:/tti, MD MSc
Director
BIOGNOST LTD.
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Anti-A Anti-B Anti-A,B

MonoGnost®reagents
MONOCLONAL REAGENTS FOR ABO
BLOOD GROUPING

Name Product code Packaging

Anti-A MonoGnost M01101 1x10 ml
Anti-A MonoGnost M01110 10x10 ml
Anti-A MonoGnost M011100 100x10 ml

Anti-B MonoGnost M01201 1x10 ml
Anti-B MonoGnost MO01210 10x10 ml
Anti-B MonoGnost M012100 100x10 ml

Anti-A,B MonoGnost M01301 1x10 ml
Anti-A,B MonoGnost M01310 10x10 ml
Anti-A,B MonoGnost M013100 100x10 ml

INSTRUCTIONS FOR USE

Summary

Anti-A, -B and -A,B MonoGnost reagents are intended for ABO blood grouping. Anti-A, -B and -A,B MonoGnost reagents contain murine
monoclonal IgM class antibodies. The principle of the test is the agglutination technique, which is based on antigen/antibody reaction. The ABO
blood group system is comprised of four blood groups: A, B, AB and O.

Erythrocyte agglutination caused by Anti-A MonoGnost reagent means that the erythrocytes carry the A antigen, while agglutination caused by
Anti-B MonoGnost reagent means that the erythrocytes carry the B antigen. Agglutination caused by Anti-A,B MonoGnost reagent means that the
erythrocytes carry the A and/or B antigen. Absence of agglutination indicates that the erythrocytes do not carry the antigens reagents are specific
to. These reagents meet the requirements of the concerned standards and guidelines. The reagents can be used in either spin tube, or slide
method. The inclusion of positive and negative controls with each series of blood group determinations is strongly recommended.

Anti-A MonoGnost reagent contains blue dye, Anti-B contains yellow dye, and Anti-A,B MonoGnost reagent is colorless.

Precautions

For in vitro diagnostics use only. Names of clones are printed on the product's label. Expiration date is printed on the product. Reagents should not
be used beyond the expiration date. Reagents should be stored at 2-8°C. Marked turbidity may indicate microbiological contamination. Do not use
such reagents. Do not freeze. Sodium azide is added as preservative (0.1% wi/v). Blood samples should be taken aseptically with or without the
addition of anticoagulants. If testing of the blood samples is delayed, storage should be at 2-8°C.

Test procedures

Spin tube method
Tube requirements: round bottom glass tubes; size 75 x 10/12 mm

1. Prepare a 3-5% cell suspension of red cells to be tested in isotonic saline or in their own plasma or serum.
2. Add to a test tube:
- 1 drop of BioGnost’s Anti-A, Anti-B, or Anti-A,B blood grouping reagent
- 1 drop of the 3-5% cell suspension
and mix well.
3. Incubate at room temperature (~18-25°C) for 60 minutes (sedimentation technique) or centrifuge for 20 seconds at 1000 rcf or for a time
appropriate to the calibration of the centrifuge.
4. Resuspend the cells by gentle agitation and read macroscopically for agglutination.

Slide method

1. Place 1 drop of BioGnost's Anti-A, Anti-B, or Anti-A,B blood grouping reagent on a clean glass slide.

2. Add 1 drop of a 35-45% cell suspension of the red blood cells to be tested in isotonic saline or in their own plasma or serum.
3. Mix well using a clean applicator stick over a circular area approximately 20 mm in diameter.

4. Move the slide slowly and observe for agglutination of the red blood cells for a period not exceeding 2 minutes.

5. Read macroscopically for agglutination.

Interpretation of test results

A positive reaction (i.e. agglutination) indicates the presence of the corresponding antigen. A negative reaction (i.e. no visible agglutination)
indicates the absence of the corresponding antigen. The ABO blood group is determined by the reaction pattern obtained with the various antisera
(see table below).

red cells + blood grouping reagents serum/plasma + reagent red cells
anti-A anti-B anti-A,B Al cells B cells blood group (frequency)
0 0 0 + + O (46.7%)
+ 0 + 0 + A (41.7%)
0 + + + 0 B (8.6%)
+ + + 0 0 AB (3%)

Limitations of the test procedure
Unexpected positive results due to: polyagglutination, pseudoagglutionation autoagglutination, mixed field reaction, and umbilical cord cells.
Unexpected negative or weak results due to: weak antigens, mixed field reaction, decreased activity of the reagent.

References

1. Race R.R. and Sanger R.; Blood groups in Man, 6™ ed. Oxford Blackwell Scientific Publishers 1975.

2. Issitt P.D.; Applied Blood Group Serology, 3" ed. Montgomerx Scientific Publications, Miami, Florida, USA, 1985.
3. Mollison P.L. et al.; Blood Transfusion In Clinical Medicine, 6" ed. Blackwell Science, Oxford, 1979.

Anti-A, Anti-B, Anti-A,B MonoGnost reagents, IFU V6 — 5 December 2014
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ANTI-A; LECTIN REAGENT

(Dolichos biflorus)

REAGENT FOR DETECTING A1 SUBGROUP
OF THE ABO BLOOD GROUP SYSTEM

Name Product code Packaging
Anti A; Lectin reagent | 01401 1x10 ml
Anti A; Lectin reagent | 01410 10x10 ml

INSTRUCTIONS FOR USE

Introduction

Anti-Al Lectin reagent is a stabilized extract prepared from the seeds of Dolichos biflorus. Around 80% of Caucasians with
blood groups A and AB have erythrocytes carrying strong A; antigen, and around 20% have weak A, antigen or one of even
weaker antigens (As, A, Am). It is intended for detecting A; and A;B subgroups of the ABO blood groups system using
hemagglutination technique, which is based on antigen/antibody reaction. The reagent can be used in spin tube and slide
methods. Sodium azide (0.1%) is used as preservative.

Test procedures

Spin tube method
Tube requirements: round bottom glass tubes; size 75 x 10/12 mm

1. Prepare a 3-5% cell suspension of red cells to be tested in isotonic saline or in their own plasma or serum.
2. Add to a test tube:
- 1 drop of Anti-A; Lectin reagent
- 1 drop of the 3-5% cell suspension
and mix well.
3. Centrifuge for 20 seconds at 1000 rcf or for a time appropriate to the calibration of the centrifuge.
4. Resuspend the cells by gentle agitation and read macroscopically for agglutination.

Slide method

1. Place 1 drop of Anti-A; Lectin reagent on a clean glass slide.

2. Add 1 drop of a 35-45% cell suspension of the red blood cells to be tested in isotonic saline or in their own plasma or serum.
3. Mix well using a clean applicator stick over a circular area approximately 20 mm in diameter.

4. Move the slide slowly and observe for agglutination of the red blood cells for a period not exceeding 30 seconds.

5. Resuspend the cells by gentle agitation and read macroscopically for agglutination.

Interpretation of test results

1. Erythrocyte agglutination with Anti-A; Lectin reagent is a positive result and indicates erythrocytes carrying A; antigen.

2. Absence of erythrocyte agglutination with Anti-A; Lectin reagent is a negative result and indicates no erythrocytes carrying A;
antigen.

Marked turbidity or precipitation may indicate microbiological contamination. Do not use such reagent. Do not freeze.

Store at 2-8°C. Expiration date is printed on the product.

References

1. Race R.R. and Sanger R.; Blood groups in Man, 6™ ed. Oxford Blackwell Scientific Publishers 1975.

2. Issitt P.D.; Applied Blood Group Serology, 3" ed. Montgomery Scientific Publications, Miami, Florida, USA, 1985.
3. Mollison P.L. et al.; Blood Transfusion In Clinical Medicine, 9" ed. Blackwell, Oxford, 1993.

Anti-A; Lectin reagent, IFU V2 — 26 September 2014
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Anti-D MonoGnost®e MG
reagent

MONOCLONAL REAGENT FOR D (Rho) BLOOD GROUP TYPING
AND D" IN TUBE OR ON SLIDE TECHNIQUE BY USING DIRECT
OR INDIRECT METHODS

Name Product code Packaging
Anti-D MonoGnost MG MO02101 1x10 ml
Anti-D MonoGnost MG MO02110 10x10 ml
Anti-D MonoGnost MG M021100 100x10 ml

INSTRUCTIONS FOR USE

Summary

The RH, (D) antigen was first recognized in 1939. Most Rh blood group antibodies are immune, produced in response to stimulation by pregnancy
or transfusion. The D (RH1) antigen is highly immunogenic and has been reported to stimulate the production of anti-D in 50-85% of D negative
individuals who are exposed to D positive blood. Anti-D is of considerable importance since this antibody can cause severe Rh hemolytic disease
of the fetus and newborn (HDFN) and hemolytic transfusion reactions. The D (RH1) antigen and its weakened form - weak D (formerly called D")
are therefore important factors in the routine selection of blood for transfusion. Optimal detection of weak D antigen using cells by Anti-D Blood
Grouping Reagent may require the application of an indirect antiglobulin test procedure. The commonly used terms Rh positive and Rh negative
refer specifically to the presence or absence of the D (RH1) antigen. The frequency of Rh positive people in the Caucasian population is ~85%.
The principle of the test is the agglutination technique, which is based on antigen/antibody reaction. The reagent can be used in either spin tube or
slide method. Anti-D MonoGnost MG reagent is a preparation that contains a blend of monoclonal anti-D IgM and IgG antibodies. The inclusion of
positive and negative controls with each series of blood group determinations is strongly recommended. The reagent meets the requirements of
the concerned standards and guidelines.

Precautions

For in vitro diagnostics use only. Names of clones are printed on the product's label. Expiration date is printed on the product. Reagents should not
be used beyond the expiration date. Reagents should be stored at 2-8°C. Marked turbidity may indicate microbiological contamination. Do not use
such reagents. Do not freeze. Sodium azide is added as preservative (0.1% w/v). Blood samples should be taken aseptically with or without the
addition of anticoagulants. If testing of the blood samples is delayed, storage should be at 2-8°C. Do not dilute — use as supplied.

Test procedures

Slide method

1. Prepare a 35-45% suspension of test red cells. Red cell suspensions may be prepared in saline or autologous/group compatible serum or
plasma (whole blood).

2. Add one drop (~40-50 uL) of Anti-D MonoGnost MG reagent on a slide.

3. Using a transfer pipette, add one or two drops of the prepared 35-45% suspension of red cells to each drop of Anti-D MonoGnost MG reagent.
4. Using clean, separate applicator sticks, thoroughly mix each red cell suspension over an area of approximately 20 x 20 mm.

5. Slowly tilt slide back and forth for up to 2 minutes and examine for macroscopic hemagglutination.

6. At the end of 2 minutes, those tests showing no agglutination may be interpreted as negative. Care should be taken not to mistake peripheral
drying or fibrin strands as agglutination.

7. If the test is negative and a test for weak D is required, test according to the weak D Test Method.

Spin tube method
Tube requirements: round bottom glass tubes; size 75 x 10/12 mm

1. Prepare a 3-5% cell suspension of red cells to be tested in isotonic saline or in their own plasma or serum. The same amount of erythrocytes
may be applied by stick (using a blood sample).
2. Add to a test tube:
- 1-2 drops of Anti-D MonoGnost MG reagent into the tube
- 1 drop of the 3-5% cell suspension
and mix well.
3. Centrifuge for 20 seconds at 1000 rcf or for a time appropriate to the calibration of the centrifuge.
4. Resuspend the cells by gentle agitation and read macroscopically for agglutination.
5. If the test is negative and a test for weak D is required, test according to the weak D Test Method.

Weak D test method - indirect antiglobulin test (IAT)
1. Prepare a 3-5% cell suspension of red cells to be tested in isotonic saline or in their own plasma or serum. The same amount of erythrocytes
may be applied by stick (using a blood sample).
2. Add to a test tube:
- 1-2 drops of Anti-D MonoGnost MG reagent into the tube
- 1 drop of the 3-5% cell suspension
and mix well.
3. Incubate the tubes in a water bath or incubator for 20-30 minutes at 37°C.
4. Rinse the erythrocytes three times in saline after incubation. Decant the saline.
5. Add 1-2 drops of polyspecific Anti-human globulin or Anti-IgG to the erythrocyte sediment, and mix well.
6. Centrifuge for 20 seconds at 1000 rcf or for a time appropriate to the calibration of the centrifuge.
7. Resuspend the cells by gentle agitation and read macroscopically for agglutination.
8. If there is no visible agglutination, add 1 drop Coombs control cells and repeat steps 6 and 7. The reaction should now be positive. If the test
remains negative the result is invalid and the test should be repeated.

Interpretation of test results

1. Erythrocyte agglutination with Anti-D MonoGnost MG reagent is a positive result and indicates erythrocytes carrying D antigen.

2. Absence of erythrocyte agglutination with Anti-D MonoGnost MG reagent is a negative result and indicates no erythrocytes carrying D antigen.
3. Erythrocyte agglutination during indirect detection of the D" antigen following a previous negative result using direct method means that
erythrocytes carry the D" antigen.



Limitations of the test procedure

Unexpected positive results due to: polyagglutination, pseudoagglutionation autoagglutination, mixed field reaction, and umbilical cord cells.
Unexpected negative or weak results due to: weak antigens, mixed field reaction, decreased activity of the reagent.

Red cells that have a positive direct antiglobulin test (DAT) produce false positive test results. Use of MonoGnost control reagent is recommended
for detection of such invalid test results.

Ineffective washing of the red cells being tested can result in false negative results due to the neutralization of the polyspecific anti-human serum
by proteins (1gG) still present in the tube.

BioGnost’s monoclonal blood grouping reagents have been optimized for use by the techniques recommended in these instructions for use.

References

1. Race R.R. and Sanger R.; Blood groups in Man, 6" ed. Oxford Blackwell Scientific Publishers 1975.

2. Issitt P.D.; Applied Blood Group Serology, 3% ed. Montgomerx Scientific Publications, Miami, Florida, USA, 1985.
3. Mollison P.L. et al.; Blood Transfusion In Clinical Medicine, 9" ed. Blackwell Science, Oxford, 1993.
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Anli-K MonoGnosti

REAGENTLUL DE GROUP REZULTAT AL SLABELOR MONOCLONALE
PENTRU DETECTAREA ANTIGENELOR K (KELL) PE CELULE RUMANE UMANE

Cenumire Codul produsulul Ambaiane
Anti-F MoneGnost MOS105 145 m)|

INSTRUCTIUNI DE FOLOSIRE

rezumat

Reactivul anti-K MonoGnost este destinat pentiu detectarea antigenului K {Kell KEL1) pe celule rosii in sange prin testul cu tub. Dela
descoperirea primului anticorp Kel, anti-Kell {(numit acum anti-K), de cétre Coombs, Mourant si Race Tn 1946, sistemul a devenit aproape
lafel de complex ca Rh. Antigenul K Tn sine, care este prezent pe celulele rogii din sdngs, de aproximativ 9% dintre albii si 2% dintre afro-
americani, este puternic imunogen. Acest reactiv monoclonal contine anticorpi lgh umani st a fost special selectat si dezvoltat pentru a
oferi'o alternativa sigura la reactivii policlonali, Acest reactiv indeplineste cerintete standardelor gi arientarilor respective.

Principiul testulul este tehnica de aglutinare, care se bazeaza pe reaclia antigen / anticorp.

Reacfivii pot fi ufilizafi th metoda tubului dé centrifugare. Includerea controalelor pozitive si negative cu fiecare serie de determinir ale
grupurilor de sange este recomandata.

Mésuri de precauie - -+ , e ) ‘

Pentru diagnosticarea in vitro numai. Numele clonei este fiparita pe sticheta produsului. Data expiraril este tiparitd pe produs. Reaclivul nu
trebuie ulilizat dup4 data de expirare. Reactivul frebuie pastrat la 2-8 © C. Turbiditatea marcati poate indica contaminarea microbiologica.
Nu vtilizati un astfel de reactlv. Ny ingheta. Azida de sodiu este ad3ugata ca conservant (0,1% g/ v). Probele de $ange trebuie exirase
aseplic cu salt fard ad3ugarea de anticoagulante. Daca testarea probelor de sange este iniarziaty, depozitarea trebuie s fie de 2.8 ° C.

Proceduri de iestare
Metoda fubului spin | E
Cerinte tuburi: tuburi din sticla cu fund rotund; dimensiune 75 x 10412 mm

1. Se prepara o suspensie celulara de 3-5% de celule rosii care urmeaza s3 fie testald in solulie salina izotonica sau in plasma sau ser
propriu. ‘
2. Se adaugé la ¢ eprubela:
~1 picAtura de reactiv Anti-K de |a BioGnost
-1 picéturd de suspensie celulars 3-5%
5i se amestecd bine.
3. Incubeazd a temperatura camerei (~ 18-25 ° C) fimp-cie 5 minute - = bl
4. Se centrifugheaza fimp.de 20 de secunde la 1000 rcf sau-pentru o perioada corespunzatoare calibrarii centrifugii.
5. Resuspendatf celulele prin agitare ugoara si cilifi-macroscopic pentry aglutinare,

Interpretarea rezuliatelor lestelor ‘
O reaclie poziliva (adica aglutinare) indic prezenta antigenului K. O reactie negativa (adica nici o aglutinare vizibil3) indica absenfa
anfigenului K, Sk : '

Limitarile procedurii de testare ,
Rezultate pozitive neasteptate datorate: pseudoaglulare, autoaglutinare, reactie de camp mixt si celule de cordon ombilical.
Rezultatele neasteptate negative sau slabe datorate: antigenelor slabe, reacfiei de camp mixt, scaderii activitatii reactivului.

Referinte

1. Race R. R, i Sanger R .; Grupurile de sange in om, ed. Oxford Blackwell Scientific Publishers 1875,

2, Issilt P.D-.; Applied Blood Group Seralcgy, ed. Montgomery Scientific Publications, Miami, Florida, SUA, 1985.
3. Mollison P.L. i colab .; Transfuzia de sange Tn Clinical Medicine, ed. Blackwell Science, Oxford, 1979.

Reactivul anti-K MonoGnost, IFU V2 - 25 noiembrie 2015
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Anti-K MonoGnost: reagent

MONOCLONAL BLOOD GROUFING REAGENT
FOR DETECTION OF THE K (Kell}) ANTIGEN ON HUMAN RED CELLS

Mame Product code Packaging
Anti-K MonoGnost MOB105 b ml

INSTRUCTIONS FOR USE

Summary

Anti-K MonoGnost resgent is intended for the detection of the K (Kall KEL1) antigen on red blood calls by lube test. Since the discovery of the first
¥ell system antibody, anti-Kall (now cailled antl-K), by Coombs, Mourant and Race in 1948, (he system has grown 1o become almost 85 comples
24 Rh. The K anlbigen itsedf, witich Ia present on e red blood cells of spproximately 9% of whiles and 2% African Americans, ts strongy
immunggenic. This monaclenal resgent containg human lgh antibodiss and has been specially safectad and developad to peovide a redialzie
ailernative to polycionel reagents, This reagent mests the raquirements of the concermad standards and auidelines,

The princigle of the'test Is the agglutination technlque, which is based on anfigen/antibody reactan

The reaganis can be used In3pin Wbe mattiod. The inclusion of positive and negalive cantrols with sach series'of Bood group determinalions is
strongly recommendead

Precautions

For in vitro diagnostics use only. Name of clone is prinfed on the product label. Expiralion date is printed on the product. Reagent should not be
used beyond the expiration date. Reagent should be stored at 2-8°C. Marked turbidity may indicate microbislogical contamination. Do not use
such reagent. Do not freeze, Sodium azide is added as preservative {0.1% wiv). Blood samples should be withdrawn aseptically with or without
the addition of anticoagulants. If testing of the blood samples is delayed, storage should be at 2-8°C.

Tast procedures

Spin tube methed
Tube requirements: round bottom glass tubes, size 75 x 10/12 mm

1. Prepare a 3-5% cell suspension of red cells to be tested in isolonic saline or in their own plasma or serum
2, Add 1o a test tube:
- 1 drop of BicGnost's Anti-K reagent
- 1 drop of the 3-5% cell suspension
and mix well
3. Incubate &t rocm temperature {(~18-25°C) for 5 minutes
4. Cenfrifuge for 20 seconds at 1000 ref or for a time appropriate to the calibration of thie centrifuge
5. Resuspend the cells by pentle agitation and read macrescepically for agglutination.

Interpretation of test results
A posltive reaction {i.e. agglutination) indicates the presence of the K antigen. A negative reaction {i.e. no visible agglutination} indicales the
absence of the K antigen. - ) ' '

Limitations of the test procedure ) ‘ : .
Unexpected positive results due to: pseudodgglutionation , autoagglutination, mixed field reaction, and umbilical cord cells
Unexpected negative or weak results due to: weak antigens, mixed field reaction, decreased activity of the reagent.

References o

1. Race R.R. and Sanger R.; Blocd groups-in Man, 6" ed. Oxford Blackwell Scientific Publishers 1975.

2. Issitt P.Dv.; Applied Blood Group Serclogy, 3 ed. Montgomery Scientific Publications, Miami, Florida, USA, 1985.
3. Mollison P.L. et al.; Blood Transfusion In Clinical Medicine, 6" ed. Blackwell Sgience, Oxford, 1979
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