OPI'AH 3 OL{IHKM BIAMNOBIAHOCTI ) OCﬂ/Mﬁ ME.HM‘-JHM
TOB «JoCcnaHnM1 MEgUYHUN LEHTP CEPTU®IKALLI» TP CEPTUDIKALII

CEPTU®IKAT HA CUCTEMY YIIPABJIIHHSA AKICTIO
Quality Management System Certificate

Ne UA 126 Q85 22 037 04
Bupoouuk/Manufacturer: CHIRANA T. Injecta, a.s. / XIPAHA T. Inocexma, a.c.
Anpeca/Address: Nam. Dr. A. Schweitzera 194, Stara Tura, 916 01,

Slovak Republic/ Ham./[p. A. Ilsetiyepa 194, Cmapa
Typa, 916 01 Cnosauuuna

Binnosinae Bumoram: JICTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO
13485:2016, IDT) Meauuni BupoOu. Cucrema ynpasiiHHf siKicTio. Bumorm pmo
perynioBanns; 1SO 13485:2016. Medical devices - Quality management systems -
Requirements for regulatory purposes.

Meets the requirements of DSTU EN 1SO 13485:2018 (EN ISO 13485:2016, IDT; 1SO
13485:2016, IDT) — Medical devices — Quality Management Systems — Requirements for
regulatory purposes), 1SO 13485:2016. Medical devices — Quality Management Systems —
Requirements for regulatory purposes.

Cdepa 3acrocyBanns: IlpoexktyBaHHsi, po3po0Ka, BUPOOHUIITBO TA PO3NOBCIOIKEHHS
CTepUJIbHUX OJIHOPA30BUX MeIUYHUX BHPOOIB

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

HonatkoBa iHdopmanis: Ceprudikat Bumanuih Ha 3amiHy Ceprudikary Ha cuUcTeMy
ynpasmiHHs skicTio Ne UA 126 Q85 19 037 01 (nata mepsunHOi ceprudikauii 11.03.2019)/
The certificate was issued to replace the Quality Management System Certificate No UA 126
085 19 037 01 (initial certification date 11.03.2019)

Pimmenns/Decision: Ne 037-H3 Mivicunii 3/Effective date: 11.03.2022
Jara Bumaui/lssue date: 11.03.2022 Hivicuuii no/Expiry date: 10.03.2023

(¥

JdupexTop
Director

Anpapiit YEKAJITH
Andrii CHEKALIN

Ceprudikat YUHHUI 32 YMOBH ITPOBEICHHS OPIYHOTO HATISIIOBOTO ayuTy. YHHHICT
ceptudikaTy MOXKHA ITEPEBIPUTH, 3BEPHYBILICH JI0 OPTaHy 3 OIIHKU BiIIOBIAHOCTI.
Certificate is valid if the annual surveillance audit has been conducted. The validity of
the Certificate can be checked by contacting Certification Body

80113
JCTY EN ISO/IEC 17021-1
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npoBynok Xotkesuya MHata, 2A, micto Knis, 02094, YkpaiHa ¢ email: office@dmcs.in.ua « www.dmcs.in.ua e Ten: (044) 2274061





