JIIaTHOCTHKH In Vitro,

Ne754 Bix 2 xoBTHA 2013 p:

Medical devices for in vitro
Decree of Cabinet of Ministers

2013:

TOB «CUHEPI}KINIAB»
Koa €APINOY: 42797310

01030, m.Kuis, syn.NMuporosa, 2/37, Ten/dakc: +38 095 169 2270
NAT «Anbda-baHK», Bya. lecATUHHA, 4/6, Ku1is, YKpaiHa

UA 64 300346 0000026000027067101 , MPO 300346

Jlexnapanist mpo Bixnosixmicts No24
Declaration of conformity Ne24

Ha3Ba Bupo0y: | [IIBuakuii TecT Ha anTUreH SARS-COV-2 (Habop).

Name of medical device: (SARS-COV-2 Rapid Antigen Test Kits)

BupooHuK: Hosareu T1001 I{1xa3 Ypynnepi Canai Be Tikapet A.ILIL.

Manufacturer: O6umacte Opraunis Canai, Bymung Haci Cani Konyxorimy 83228 Nel7, paiion IllexiTkamins,

M. ['azianTen, TypedunHa
Novatech Tibbi Cihaz Uriinleri Sanayi ve Ticaret A.S.
Sanayi bolgesi Hact Sani Konukoglu Bulvar: 83228 Nolu Cadde no:17 Sehitkamil/Gaziantep, Turkey

YnoBHOBaKEHH I TOB «Cunepaxkinacy»

npeIcTABHUK B YKpaiHi: 01030, Ykpaiua, M. Kuis, Byi. [Tuporosa, 2/37

Authorized representative in Ten. +380951692270 IITH: 42797310

Ukraine: «SYNERGYLAB» LLC
2/37 Pirogova str., Kyiv, 01030, Ukraine,
Tel: +380951692270 ID: 42797310

Knacudikanis 3rigno [] Iepeaik A, JloxaTky 2 Tepeaix B, logaTky 2
TexHIYHOrO pErIaMeHTy 1040 List A in Annex 2 List B in Annex 2
MEIAYHUX BUPOOIB I

JIs1 CAMOKOHTPOJIIO He BiTHOCHTHCH 10 MEPEIiKY

Self-testing A ab6o B, He € BHpoOOM /111
CAMOKOHTPOJIIO, He IS

Jlist oiHKH X oliHKH XapaKTEepUCTHK

| XapaKTePHCTHK Not applicable to list A or B,

For performance not a product for self-control,

evaluation not for performance evaluation

3aTBeppxeHoro lloctanoBoro
Kabinety MiHicTpiB Ykpainu

Classification according to
Technical regulation on

diagnostics, approved by
of Ukraine Ne754 on 2 October

IIpouenypa omiHKH JToxaTok 3, TeXHiYHOro PErnamMenTy MOA0 MEIUYHUX BUPOOIB IS JIarHOCTUKH in Vitro,
BIAMOBIIHOCTI: 3aTBepxenoro IToctanosoro Kabinery MinictpiB Ykpainu Ne754 Bixg 2 xostas 2013 p. (xpim
Conformity Assessment Route: | myHKTIB 6-8)

Annex 3, of Technical regulation of Medical devices for invitro diagnostics approved by Decree
of Cabinet of Ministers of Ukraine Ne754 on 2 October 2013(except paragraphs 6-8)
Tepmin aii nexaapanii npo 311.11.2021 x0 10.11.2026 poky ‘
BiIIIOBITHICTD: until 10 November 2026

Validity term of declaration of
conformity:

TOB «Cunepmxiiaby, 1o € YIIOBHOBaAXEHUM IIPEICTaBHUKOM B YKpaiHl, Ta Jl1€ 3a Topy4eHHsIM BupoOHrka Hosareu T1001 Iixa3

VYpyunepi Canai Be Tikaper A.Ill. aeknapye. mo BuIllie€3a3Ha4€H1 BUPOOH BIIIOBIIAI0OTE OCHOBHUM BHMOTaM, BUKJIaJaeHUM y Jlogarky 1

TexHIYHOTO pErIaMeHTy 010 MEIUYHUX BUPOOIB /I JIATHOCTUKM 1n Vitro, 3aTBeppkeHOr0 IlocTanororo Kabinery MinictpiB Ykpainu

No754 Bixg 2 xoBTHsS 2013 p., 3acTOCOBHA IIpOIEAypa OMIHKK BIAIOBIIHOCTI Jlo/maTok 3 (kpiM IyHKTIB 6-8).

«SYNERGYLAB» LLC which is an Authorized Representative in Ukraine and acts on behalf of the manufacturer Novatech Tibbi Cihaz
Uriinleri Sanayi ve Ticaret A.S. declares that the above products meet the essential requirements set out in Annex 1 of the Technical

Regulation for in vitro diagnostic medical devices, approved by the Decree of the Cabinet of Ministers of Ukraine No. 754 of October 2,
2013, the applicable conformzly assessment procedure Annex 3 (except paragraphs 6-8).

Jleknmapariro CKJIaJCHO ITiJ] IUIKOBUTY BiIIOBiAanbHICTh BupoOHUKa HoBareu Ti6061 I_[l ,_

Tixapet A.ILI. (Novatech Tibbi Cihaz Umnlen Sanayz ve Ticaret A.S.).

Jlara migmucy:

Micriie Bugaui; M. Kuis 5
Date of signing: 11 nacrto

Place of issue:

Posmon Full Name Directo

[Tigmic ynoBHOBaXKEHOT oco(iu
Signature of Authorized per,iciy
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