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CERTIFICATE

This cerfifies that the Quality mапаgеmепf sys{ern for medical devices
of соmрапу

(Tech nology-Standard > LTD
'1'I6195, Каliпiп Prospekt, City of Ваrпачl, 6560З7

RUSSlA

has Ьееп assessed Ьу 3ЕС lпtеrпаtiопаl
апd fоuпd to Ье iп сопfоrmапсе with the following standard:

EN lSO 13485:2016

for the following scope:

DEVELoPMENT, PRoDUcTloN AND SALES оF DlлАGNоSтlс KlTs AND
REAGENTS FоR lN vlтRo DlAGNosTlcS оF HAEMoSTASIS SYSTEM

certificate Nо.: м_0379/18 Date of issuance: July 26th, 20t8 О.igiпаl date of approval: Auguýt 5th, 2016

This certificate iý valid f.om July 26th, 2018 to Ачgust 4th, 2019 оп condition that organization Will maintain efieclive
Quality management system fоr medical devices. То чеrifу the validity of this certificate please contact our ofice at: +421 (0)2 58З1 8з43.

This certiticate fulу supersedes previous се|tjfrёаtе No. М-0379/16 issuёd оп August 5th, 2016.

lssuing office: ЗЕС lnternational a_s., Нrапiёпё 18, В21 О5 Bratislava, Slovak Republic

Head oF ceftification Body ЗЕС lлternational a.s,

ceгtifi.ation body ЗЕС lntemational a.s. is accredited Ьу SNAS чпdег геgistrаtiоп пчmЬег 305/Q-054 Wiih accreditation
certificate No, Q,054 for ceгtification of Qua]ity management ýystems fогФеdiсаl devices. '

, katarina тоmiп srdoýova
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