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Quality Management System Certificate

Nb uA 126 Q8s 19 037 01

Bupo6nnrclManufacturer: CHIRANA T. Injecta, a.s.

MicqesnaxoA?r(eH nsl Address : Nim. Dr. A. Schweitz era 194.. Stari Tur6,
916 01, Slovak Republic

Bilnoniaae BnMoraM: ICTV EN ISO 13485:2015. Bnpo6n ueAuqui.
Cucrenru ynpan.ninnr qKicrro. Bnproru uloAo peryJrroBanHfl, ISO
L3485:2016. Medical devices Quatity management systems
Requirements for regulatory purposes.

Meets the requirements of DSTU EN ISO 13485:2015 - Medical devices -
Quality Management Systems - Requirements for regulatory purposes), ISO
13485:2016. Medical devices - Quality Management Systems - Requirements

for r e gul atory purp o s e s.

CQepa 3acrocyBaHHrr: IlpoercryBaHrrfl Ta porpo6.nenHfl, nupo6HurlrBo,
po3noBcroArceHnfl creprrJrbHnx oAHopa3oBnx MeArrrrHux nnpo6in

Scope: Design, manufacturing and sales of sterile disposable medical devic:es

,{o4amonain$opuaqix: -

Pftrenns/ De cis i on : llb 037-01/02

A.ara sura'ail I s s ue dat e : I I .03 .2019
[iircuuir z I Effe ctiv e dat e : | 1 .03 .20 19

fiificnuft aol Expiry date : 10.03.2022

Anpe A.B. rlerca.rriH

A. ChekalinDirector

Ceprn$irar vunnu uopivnoro Hauf,s,{oBoro ay iltrry. tluHnict
ceprnr[irary MoxHa nepenipnru, 3Bepr{yBrur.rcb Ao opmr{y g oqiuxl,r siAnosiAHocri.
Certificate is valid if the annual surveillance audit has been conducted. Thevalidity of
the Certificate can be checked by contacting Certification Body
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npoBvnoK Xorreehva l-xara, 2A, Micro KtaTe, 02094, YxpaTxa. email: ofiice@dmcs.in.ua. www.dmcs.in.ua. nn: (044) 559240


