Narucitelj/ Contracting Authority: BioGnost d.o.o0., Medugorska 59, Zagreb, Republika Hrvatska /
Croatia

Predmet nabave /Subject of procurement: Usluga certificiranja medicinskih proizvoda / The certification
service of medical devices

PRILOG 2/ANNEX 2 — TEHNICKE SPECIFIKACIJE/ TECHNICAL
SPECIFICATIONS

Naziv proizvoda koji su predmet certificiranja / Name of medical device subject to testing:
LIST A)

1) Anti-A MonoGnost Anti-B MonoGnost Anti AB MonoGnost

2) Anti-D MonoGnost MG Anti-D MonoGnost M Anti-C MonoGnost Anti-c MonoGnost
Anti-E MonoGnost Anti-e MonoGnost

3) Anti-K MonoGnost

4) MonoGnost Control Reagent

Tip/Type: 1-3, 2-6, 3-1, 4-1

EC Direktiva/EC Directive: 98/79/EC

Dodatak EC Direktive/ Annex to the EC Directive: IV p.4, IV ex. p. 4,6 (Full quality assurance system)
Klasifikacija (kvalifikacija) / Classification (qualification): List A

GMDN: 17013

GMDN pojam/GMDN term: Reagensi za odredivanje krvnih grupa / Blood grouping - serum typing

LIST B)
Naziv proizvoda koji su predmet certificiranja / Name of medical device subject to testing:
1) Anti humani serum / Anti human serum

EC Direktiva/EC Directive: 98/79/EC

Dodatak EC Direktive/ Annex to the EC Directive: 1V ex. p. 4,6 (Full quality assurance system)
Klasifikacija (kvalifikacija) / Classification(qualification): List B

GMDN: 30602

GMDN pojam/GMDN term: Polispecifi¢ni anti-humani serum / Polyspecific anti human serum kit

Opseg poslova:

. Analiza i procjena dokumentacije medicinskih proizvoda (kom 12)
. Revizija prije izdavanja CE certifikata (1 kom)

. Izdavanje CE certifikata na engleskom jeziku (kom 12)

. Revizija dokumentacije prije izdavanja CE certifikata (kom 12)

. Revizija nadzora (1 kom)

. Nenajavljena revizija (1 kom)
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Scope of work:

1. Analysis and assessment of medical device documentation (12 pcs)
2. Audit prior to issuing the EC certificate (1 pc)

3. Issuing the EC certificate in English (12 pcs)

4. Documentation audit prior to issuing the EC certificate (12 pcs)

5. Surveillance audit (1 pc)

6. Unannounced audit (1 pc)



Narucitelj/ Contracting Authority: BioGnost d.o.o0., Medugorska 59, Zagreb, Republika Hrvatska /

Croatia

Predmet nabave /Subject of procurement: Usluga certificiranja medicinskih proizvoda / The certification

service of medical devices

Datum:

M.P.

2017. g./ Date:

2017

ZA PONUDITELJA / ON BEHALF OF THE TENDERER

(ime, prezime i potpis ovlastene osobe
za zastupanje gospodarskog subjekta)
/ (Name, surname and signature of the
authorised representative)



