OPIAH 3 OUIHKM BIANOBIAHOCTI AOCnAHu MEONYHUM
TOB «AoCnAHN MEOUYHUN LIEHTP CEPTU®IKALLIT» FTMCDIIT

CEPTU®IKAT HA CUCTEMY YIIPABJIIHHA AKICTIO
Quality Management System Certificate

Ne UA 126 Q8519 037 01

Bupoouunk/Manufacturer: CHIRANA T. Injecta, a.s.

MicuesnaxomxeHnusi/Address: Nam. Dr. A. Schweitzera 194, Stara Tura,
916 01, Slovak Republic

BinnmoBigae Bumoram: JICTY EN ISO 13485:2015. Bupob6u meanuHi.
Cucremu ynpaBiaiHHs skicTio. Bumorn mogo peryaoBanns, ISO
13485:2016. Medical devices -- Quality management systems --
Requirements for regulatory purposes.

Meets the requirements of DSTU EN ISO 13485:2015 — Medical devices —
Quality Management Systems — Requirements for regulatory purposes), 1SO
13485:2016. Medical devices — Quality Management Systems — Requirements
for regulatory purposes.

Cdepa 3acrocyBannsi: IIpoexTyBaHHs Ta po3po0JieHHs, BHPOOHHLTBO,
PO3NOBCIOI’)KEHHS CTEPHUJIbHUX OHOPAa30BHX MeIHYHHX BUPOOIB

Scope: Design, manufacturing and sales of sterile disposable medical devices

HonatkoBa inpopmaris: -

Pimnenns/Decision: Ne 037-01/02 Hiticuwmii 3/Effective date: 11.03.2019
Hara Bunaui/Issue date: 11.03.2019 Hiticaunii no/Expiry date: 10.03.2022

~

A.B. YekaJiin
A. Chekalin

AupexTop: s/«
Director £

&N O
Ceprudikar YMHHUY S&YMOBRENPOBE ICHHS MIOPiYHOTO HATJISIIOBOTO ayauTy. YUHHICTD
cepTUdikaTy MOXKHA EPEBIPUTH, 3BEPHYBILUCH O OpraHy 3 OLIHKH BiIMOBiIHOCTI.
Certificate is valid if the annual surveillance audit has been conducted. The validity of
the Certificate can be checked by contacting Certification Body

80113
ACTY EN ISO/IEC 17021-1
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npoBynok XotkeBuya MHara, 2A, micto Kuis, 02094, YkpaiHa « email: office@dmcs.in.ua « www.dmcs.in.ua e Ten: (044) 5659240



