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AEKJIAPAIA ITPO BIINMOBITHICTD Ne T®-03VVU/2016
DECLARATION OF CONFORMITYN: TF-03VVU/2016

?;:::;l:lanlz;:i;;gzg; ! .l'[peaepBaTuBu garexcai VIVA, VIZIT ans  yasTpa3sByKoOBOro
, JOCT/KeHH

devtce:. . Latex condoms VIVA, VIZIT for ultrasound

Iepenik BupooGiB:

List of products:

Bupo6nuxk: KAREX INDUSTRIES SDN. BHD., PTD 7906&7907, Taman Pontian Jaya,

Manufacturer: Batu 34, Jalan Johor, 82000 Pontian, Johor, Malaysia

BupoOuuui ginbunmi:

Manufacturing sites: Lot 2244, Batu 39 1/2, Pontian Besar, 82000, Pontian, Johor, Malaysia

YnosHoBakeHHHIi TOB «YKPMEJIKA», Bya. Kypenisebka, 18, 04073, m. KuiB, ¥Ykpaina

NMpPeACTABHUK: UKRMEDIKA, LLC, 18, Kurenivska Sr., Kyiv, Ukraine, 04073,

Authorized representative: www.ukrmedika.com

Cdepa 3acTocyBaHHS: [IpezepBaTvBU Jisi PEKTO-BAariHAJIBHOTO JIaTYMKA arapaTy yJabTpa3ByKOBOroO
nocmimkenas (Y3/1).

Intended Use: Latex condoms for recto-vaginal probe for ultrasound

Binnosignicte cranpapram: | EN ISO 4074/ 1S0O 13485:2003/ EN ISO 13485:2012/1SO 9001 :2008

Standarts applied:

CrepunbHicts / Sterility: He 3acrocoByetbest / Not applicable.

@yunrnii BUMipIOBAHHS: He sactocoByetbes / Not applicable.,

Measurement functions:

Kaacudikanis: Knac 2a (n. 22, Jlonarok 2 TexHiyHOro perjiiaMenTy o0 MeIUYHHX BUPOOIB

3rigao [Toctanosu Ne753 Bin 02.10.2013p.)
Classification: Class 2a (p. 22, Annex 2 Technical Regulations on medical devices according to
the Resolution Ne753 from 02.10.2013)

IIpouenypa oninku Honatox 3 TexHIYHOro pernaMeHTy oA0 MeaudHuX BUpoOiB 3rigHo [TocraHosu

BigmoBiaHOCTI: Ne753 Bin 02.10.2013p (Ceprtudikar NeUA.TR.039.201-16 Big 05.09.2016p.,
aificHuit 1o — 04.09.2021p., umanmii JI1 «YMLC» (inentndikauiiinumii Homep
OOB NeUA.TR.039)).

Conformity Assesment Route: | Annex 3 Technical Regulations on medical devices according to the Resolution
Ne753 from 02.10.2013 (Certificate Ne UA.TR.039.201-16 from 05.09.2016, valid
until — 04.09.2021, issued by « UMCC» (identification number NeUA.TR.039)).

KAREX INDUSTRIES SDN. BHD., neiiapye Ta Hece MOBHY BiANOBiAATbHICTh 38 BUKOHAHHS OCHOBHHX BHMOT
10 MeauyHUX BUpoOiB 3rigHo Hoaatky 1 TexHiuHoro pernameHTty 1oao MeAnuHHX BHpoGiB IMocTanorn Ne753 Bin
02.10.2013p.

KAREX INDUSTRIES SDN. BHD., declares and bes
requirements for medical products, according to
the Resolution Ne753 from 02.10.201 3. /
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[Tinmuc ynoBHOBaXKe€HOT 0OCOOH:
Jdupexrop TOB « YKPMEIIKA

Hara Bumaqi; 06.09.2016p.

- TexHiuHuY Pepaxuist: 3 | Cropinka 131
Alara nepesujati: 14.11.2017p, Technical fil ___'_r;_flff,-:{} yus2016 Version: 3 Page 1 of 1

Tepmin aii: mo 04.09.2021p.
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Kog €PIMOY 39225005, p\p 26004000024669 KOpuandHa i dhakTuyHa agpeca:
dinia AT «Ykpekcimbark» B M. Kuesi 04073, Kuis, Byn. KypeHiBcbka,18
MadO 322313; IMNH 392250026544 Ten.. +38 044 531 39 46





