)
pe
—
=
o
—
O
=
e
—
e
<
2
b
—
o
Ll
N

CERTIFICATO CERTIFICADO

CERTIFICATE

atighs a% Inspections

CERTIFICATE OF COMPLIANCE

It is confirmed that its management system

Mediclone LLC

127276, 35, Botanicheskaya, Moscow, Russian Federation

It has been evaluated and complies with the requirements of the standard

ISO 13485:2016

Medical Devices Quality Management System

This certificate is valid for the following activities

Production and sale of medical devices: reagents and reagent kits for determining
human blood groups of the ABO Rhesus and Kell systems, as well as antigens and
antibodies of the Rhesus system

Digitally signed by Ceaicovschi Tudor

Certificate Number: SISTE MA»RUS?@ZQEQ%RM@Z&S@ET

Issue date: 04.02.2023 Location: Moldova
Expiry date: 03.02.2024

Date of First Surveillance: 04.01.2024

Date of second surveillance: 04.01.2025
Recertification date: 04.01.2026
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Verify the certificate:- www.sistemacerts.com

The Organization's documentation and Implementation has been reviewed and found to comply with the relevant standard rules.
This certificate of Registration is based on the evaluation of the mentioned scope and also responsible for maintaining the
responsibilities of the relevant stendard rules. If any changes in the Activities of the Company, this certificate invalid.
\#  The validity of certificate is subject to Successfully Completion of surveillance audit on before due dates and its only valid after
¥  successful surveillance with continuation letter issued by us. QUALITY SISTEMA Certifications and Inspections Pt Ltd,,
Head-quarters: Ff, 55-1914, Sector =H , LDA Colony, Kanpur Road, Lucknow-226012.
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BEAEPANBHAR CAYIKEA 110 HAAZOPY B COEPE 3APABOOXPAHEHWMA
(POCIAPABHAAIOT)

PETHCTPALIHOHHOE YAOCTOBEPEHHE
HA MEAHLUHHCKOE H34EJIHE

Ne @CP 2009/06043
o1 05 noubpa 2009 roga

Hactosmes perscTPalHOHEOE YADCTOBEPCHHE BhLTAHD

(MimeeTeo € orpaHuSeHHol 0TEETCTECHEOC TR oA ToE:,

(Y «Menmeaoms),

Pocena, 127276, Mockna, Boranmacckan vanus, .35, kopoye 1

H OMITSEPREISBCT, 4T MEHITEACKDE HIEIHE

HabGop pearenTon LI cHpeleIenns FPymn Kponx seaoneks cucresm ABO,
Peaye m Kell (Hoamscaoms surs-A, =B, anmm-AR, sore-Al, ammm-Aen,
apre-1I cynep, anma-D (1gG), anme-C cynep, anri-¢ cynep, anmu-E cynep,
mETa=¢ cynep, anTa=Kell cynep) no TV 9398-101-51203590- 289
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Focenn, 127276, Mocksa, Boranmweckna yanna, 2.35, kopye 1

MECTO IPOHIR0ICTRA:

Pocenm, 127276, Mockea, boranmseckan vanna, 135, Kapmye 1

KRACT NOTSHUHANLHGTO pHcka 2a

BH METHITRHCKOID H1eTHs

COUTRETCTRYICMIESE PErHCTPaLBONHOMY Jocke No 6TETS or 22.09.2009
nprkazom Pociapasnamopa ot 05 noxGpa 2009 roga Me BE61-TTp09

m mpakazos o 17 moam 2003 roga Ne 3237-[Tp'13 © sasiene
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05 wombpa 2009 rona

Mpagasom ot 17 meoas 2013 roga Ne 3237-1Tp
TepprTopai Pocerlickodl @eacpanin, :
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PEAEPAABHAA CAVABA ITO HAA3OPY B COEPE 3APABOOXPAHEHMA

(POCIAPABHAAID M
NPHIOKEHHE
KPETHCTPALHOHHOMY YAOCTOBEPEHHIO
HAMEAMLMHCROE U3AENHE
No DCP 200906043 g

- HOMHKNOH BHTA-A - MOHGKTORRThLE anTaTena (IgM) k anTHreHy A:

= HOMHKACH aHTH-B - Motoknosanhine armamens ([gM) & arrureny B:

- M0AHEROH aHTH-AB - MonokaosankRMe asTaTena (IgM) x asrirenas A s B-
-mmm-h]—mmmuxmmym; ;

= WTHENOH ZATH-ACT - MOHOKAoRATERRE arrirena (TgM) k arrarenam Al B Ad:
= IMIHEAOH 8HTH-D) cynep - MOROKIOHATLEE ANTRTENA (IgM) & asrmaresy Dy

- nonuknon ati-D (IgG) - monoxionansrse armrena (IgG) & auTHreny D;
- WOAHKTOH S8HTH-C' CYNep - MOHOKIOHLTHERE &1THTEE (IgM) & anTareny C;

- HOMTHEOH GHTH-C CYTICP - MOHOKNONAARHES an e (1gh) K DHETHIEHY &;
- UONMHEAOH aHTH-E cynep - Moo omaimiLe astiress (IgM) k aurureny E;

- UDIHEROH QTH-C CYTIEP - MOHOKIGHATLHLIE AHTHTENA (1gM) K antareny e
= toamKmoH anta-kell cynep - MOHOKAOHLIBE AHTHTEA (IgM) & anTrrery K:
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