OPIrAH 3 OLIHKM BIANOBIAHOCTI ) AOCIAHNN ﬂMLlHM
TOB «AOCNIAHUA MEOVYHUA LEHTP CEPTU®IKALLIT» : ,;PTM<DIII

CEPTU®IKAT HA CUCTEMY YIIPABJIIHHA SAKICTIO
Quality Management System Certificate

Ne UA 126 Q85 19 038 01

Bupoo6uux/Manufacturer: CHIRANA T. Injecta, s.r.o.

MicnesnaxomkenHnsi/Address: Komoranska 2148, 14300, Prague 4,
Czech Republic

Binnosinae Bmmoram: JICTY EN ISO 13485:2015. Bupo6u meauuHi.
Cucremn ynpaBiaiHHa sfKicTio. Bumornm mogo perymoBanns, 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), ISO
13485:2016. Medical devices — Quality Management Systems — Requirements
for regulatory purposes.

Cdepa 3acrocyBanmsi: IIpoexkTyBaHHs, po3po6ka, BHPOGHHMITBO Ta
PO3NOBCIOM’)KEHHs] IIOBHOIO MaTepiajly CTePHJIbHOrO, CiTOK XipypriuysHux
CTEPHJILHHX, XipyPriYHHX roJIOK, XipypriYHHX CTaJbHHX APOTiB

Scope: Design, manufacturing and sales of Sterile surgical sutures surgical
meshes, eye needles, surgical steel wire
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Honatkosa iHpopmaris -

Pimenns/Decision: Ne 038-01/02 Hiiicunit 3/Effective date: 11.03.2019
Hara Bunaui/Issue daieink],03. Hiiicauit no/Expiry date:: 10.03.2022

Q

‘ol e
Jdupekrop 5/ <
Director

A.B. YekaJin
A. Chekalin

'9naduD 4
Ceprudikar ynHHM 32 o NPOBENICHHS] [IOPIYHOTO HATJIAAOBOTO ayAuTy. YMHHICTE
cepTr(ikaTy MOXKHA NEPEBIPUTH, 3BEPHYBIUKCH 10 OPraHy 3 OLIHKH BilOBiAHOCTI.
Certificate is valid if the annual surveillance audit has been conducted. The validity of
the Certificate can be checked by contacting Certification Body

80113
JACTY EN ISO/IEC 17021-1

AOCigHnn MEOUYHUW LIEHTP

nposyriok XoTkesuua MHara, 2A, micto Kuis, 02094, YkpaiHa  email: office@dmcs.in.ua « www.dmcs.in.ua e Ten: (044) 559240



