BEJIEMA
2 Tpeiip,

TOB «BENNIEMA TPEWI»
04073, m. Knis,

Byn. KypeHiBcbka, 18,
sale@belema.com.ua
Ten.: +38 044 394 8183

3araabHa Ha3Ba BHPOOY:
Common name of medical device:

BupoOHuk:
Manufacturer:

Micue BUpoOHHUTBA:
Manufacturing site:

YnoBHOBaKeHHHUI MPeICTABHHK:
Authorized representative:

Cdepa 3acTocyBaHHs:
Intended Use:

BinnosianicTh cTanaapram:
Standarts applied:

CTepuibHICTB:
Sterility:

DyHKUiT BUMIPIOBAHHS:
Measurement functions:

Knacudikauis:
Classification:

Ipouenypa ouiHKH BiANOBiAHOCTI:

Conformity Assesment Route:

JEKJIAPAIISA ITPO BIATITOBIAHICTD NeTP-06
DECLARATION OF CONFORMITY NeTR-06

IpesepBaTuBH JaTekcHi SIR aasa y1bTpazByKoBOro 0¢ilKeHHs
Latex condoms SIR for ultrasound examination

Hynarexe Can. bxa.,

Jlot 1870, 4 Mins, /Ianan Menrkiooa, 86000 Knyawur, /Izxkoxop, Manaiisis
Nulatex Sdn. Bhd.,

Lot 1870, 4™ Mile, Jalan Mengkibol, 86000 Kluang, Johor, Malaysia

Hynarexe-Cau. bxa.,

Jlor 1870, 4 Mias, Ixxanan Menrki6oa, 86000 Kayaur, /{zxoxop, Manaiisis
Nulatex Sdn. Bhd.,

Lot 1870, 4" Mile, Jalan Mengkibol, 86000 Kluang, Johor, Malaysia

TOB «BEJIEMA TPEW Iy, By.1. Kypeniscbka, 18, m. Kuis, 04073, Ykpaina
LLC « BELEMA TRADE», Kurenivska St. 18, Kyiv, 04073, Ukraine

[Ipe3epBaTHBH [UIs1 pEKTOBAriHAIBLHOTO AaTYMKa arapary yJibTpa3ByKkoBoro gociimpkerns (Y3/1).
Latex condoms for rectovaginal probe for ultrasound examination.

ISO 4074:2015, ISO 13485:2016, ISO-10993-1, ISO-10993-5, ISO-10993-10, ISO 14971:2019, ISO
15223-1, ISO 16038, IEC 62366-1, ISO 29941, JSO/TR 80002-2, ISO 29943-1, ISO 2859-1,
Regulation (EU) 2017/745, Recommendation NB-MED/2.7/Rec3. Recommendation NB-
MED/2.12/Recl, Recommendation NB-MED/2.5.1/Rec5. MEDDEV 2 12-1 rev. 8 Vigilance

He 3acrocoByeThbest.
Not applicable.

He 3acrocoByernbes.
Not applicable.

Kuac Ila (m. 13, Jlonatok 2 TeXHIYHOrO periaMeHTy 11010 MeAMYHUX BUPOOIB 3riaHo [loctaHoBu
No753 Bin 02.10.2013 p.)

Class Ila (p. 13, Annex 2 Technical Regulations on medical devices according to the Resolution
Ne753 from 02.10.2013)

3abesneyeHHs: (DyHKILIOHYBaHHS KOMIIIEKCHOT CHCTEMM YIIpaBlliHHs sKicTiO 3riaHo Jloparky 3,
BUK/IIO4Yal0uH 11. 8-11, TexHiYHOro pernamMeHTy 1moja0 Meau4Hux BUpoOiB 3riaHo [TocranoBu Ne753
Bia 02.10.2013 p. (Ceprudikar BianosinHocti Ne UA.TR.098.0498-24 Bix 27.08.2024 p., niiicunii
710 —26.08.2029 p., Bunanuit OOB TOB « YLIMCII» (inentudikauiitnnii Homep NeUA.TR.098)).
Full Quality Assurance System of the design Annex 3, excluding p. 8-11, Technical Regulations on
medical devices according to the Resolution Ne753 from 02.10.2013 (Certificate of Compliance Ne
UA.TR.098.0498-24 from 27.08.2024, valid till — 26.08.2029, issued by CAB LLC «UCMCP»
(identification number NeUA.TR.098)).

Hynarexe Can. bxa., seknapye Ta Hece MOBHY BiANOBIIAIbHICT 32 BUKOHAHHS OCHOBHHX BHUMOT /10 MEIMYHHX BUPOOIB 3rinHo Jloxarky 1
Texniunoro pernamenTy noa0 MeanyHux BupooiB [ocranosu Ne753 gix 02.10.2013 p.

Nulatex Sdn. Bhd., declares and bears full responsibility for the execution the fulfillment of basic requirements for medical products, according to
Annex 1 of Technical Regulations on medical devices according to the Resolution Ne753 from 02.10.2013.

Micue cknaganus aexnapaii: By, Kypenisebka, 18, m. Kuis, 04073, Vkpaina
Place of declaration: Kurenivska St. 18, Kyiv, 04073, Ukraine

[Tianuc ynoBHOBaKEHOTO MPEACTABHUKA:
Signature of Authorized representative:

Jupextop TOB «BEJIEMA TPEMI[p
Director LLC «BELEMA TRADE» /.~ ;‘7 ETras

Jlata Bunaui: 27.08.2024 p. / Date of issue: 27.08. 2024;’

Penaxuisi: 1/ Version: |

fr TeleH ;m 26.08.2029 p. / Validity: 26.08.2029
CTopmka 233/ Page 2 of 3
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