3arajnbHa Ha3Ba BUPOOY:
Common name of medical
device:

Ilepeaik BupooiB:

List of products:
Bupo6Huk:
Manufacturer:

YnoBHoBaxkeHUI
NpeICTABHUK B YKpAaiHi:
Authorized representative in
Ukraine:

Kaacugikauis

Classification

3rigHo TeXHIYHOro periaMeHTy
00 MEIUYHUX BUPOOIB IS

IarHOCTHKA 1H-BITpO,
3aTBEPKEHOTO ITocTanoBoro
Kabinery MinictpiB VYkpainu

Ne754 Bin 2 xoBtHs 2013 p.
according to Technical
regulation on Medical devices
for in vitro Diagnosis approved
by Decree of Cabinet of
Ministers of Ukraine Ne754 on 2
October 2013

IIpouenypa ouiHku
BigmoBigHoCTI:
Conformity Assessment Route:

Jexnapanis npo BignosignicTs Ne 01
Declaration of conformity No 01

TecT AJ1s1 BU3HAYeHHs BaritHocTi BABYCHECK-1®
hCG Pregnancy Test BABYCHECK-1®

Hus. Nonatox 1 mo miei Jlexmapartii mpo BiAMOBIAHICTH
See Annex 1 to the Declaration of conformity
BEJA.JAB
Pi ne JIs’Excranciion, 3A i Jlonmo,
Cepize — b.I1. 181, 61006 Anenkon Cenexc, ®@paniis
Ten.: (33) 23327 56 25
Enextponna nomrra: veda.lab@wanadoo.fr
VEDA.LAB
Rue de I'Expansion Zat du Londeau-Cerise-
B.P.181-61006 ALENCON CEDEX, France
Tel. : (33) 2332756 25
e-mail: veda.lab@wanadoo.fr

TOB «Cunre3»

VYkpaina, 24321, Binnunpka o01., M. JlanmxkuH, Byl EHeprerukis,
Oyn. 32

Ten. +38 067 610 68 75

e-mail: info@sinteth.com.ua

«Sinteth » LLC

Ukraine, 24321, Vinnytsia region, Ladyzhin, Enerhetykiv street,
build.32

Tel. +38 067 610 68 75

e-mail: info@sinteth.com.ua

O Mepenik A, Jonatky 2

O IMepenik B, Jlogatky 2
The list A, Annex 2

The list B, Annex 2

[ He BiZHOCUTHCS 4O
nepeniky A abo B, He €
BHPOOOM JIs
CaAaMOKOHTPOJIIO, HE JJIS
OILIIHKU XapPaKTEPUCTHK

Not included to the list A or B,
isn’t for self- control, not for
evaluation of characteristics

J171s1 CaMOKOHTPOJTIO
For self-control

O Jlnst oui_HKH XapaKTEPUCTUK
For evaluation of characteristics

Honaroxk 3 TIOPAOK

3MIMCHEHHS BHYTPILITHLOTO KOHTPOJIO BUPOOHHUIITBA METUIHUX
BHPOOIB /I TIarHOCTUKH IN Vitro

3rifHo TeXHIYHOro periaMeHTy 111010 MEeIUYHUX BUPOOIB JJIs
J1arHOCTUKH 1H-BITpO, 3aTBepakeHoro [loctanosoro Kabinery
MinictpiB Ykpainu Ne754 Bin 2 xoBtHs 2013 p.

Hara: 26.12.2022p.
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Ceprudikaru:
Certificates:

IIpusnayeHuii oprau 3 OWiHKH
BigmoBigHOCTI TA HHOTO
inenTudikaniitnmii kox
Conformity assessment body
with its identification number:

Annex 3 PROCEDURE

implementation of internal control of the production of medical
devices for in vitro diagnostics

according to the Technical Regulation on Medical Devices for in
vitro Diagnosis, approved by the Resolution of the Cabinet of
Ministers of Ukraine dated 02.10.2013 No. 754

@ UATR.120

Ceptudikat nepeBipku npoekty Ne PP.456-22

Certificate design examination Ne PP.456-22

Tepmin nii ceptudikara nepeBipku IpoekTy a0: 16 xoBTHS 2027p.
Certificate design examination is valid until: 16™ of October 2027

ToBapuCTBO 3 00MeKEHOI0 BIANOBIIATBHICTIO
«IMITPYB MEJUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

nekiapye BukoHanHs BuMor [lomatky 1 mo TexHIUHOrO periaMeHTy o0 MEIUYHUX BUPOOIB AJis
J1arHOCTUKH 1H-BITpO 3aTBepmkenoro [loctanooro Kabinery Ykpainu Ne 754 Bix 2 sxoBTHs 2013 p.
declares the fulfillment of requirements of Annex 1 to Technical regulations on Medical devices for in
vitro Diagnosis, approved by Decree of Cabinet of Ministers of Ukraine Ne754 on 2 October 2013.

Jlexnapariiro mpo BiIMTOBIIHICTh CKJIaJCHO BiJl IMEHI Ta IiJl IIIKOBUTY BiIOBIAAILHICTh BUPOOHHKA.
The Declaration of Conformity is drawn up on behalf and under the sole responsibility of the

manufacturer.

Hata nmignucy: 26.12.2022p.
Date of signing: 26.12.2022

Tepmin il neknapaiii Bigmosigaocti: 16.10.2027p.
Declaration of conformity is valid until 16.10.2027

C.E.O., Raphael DONATI

[Tigmuc
Signature

Haspa nmocagu, [11b
Position, Full Name

VEDA . LAB
“ue de PExpansion
# Londesu - Cerisé - BP 181
iaeen cedey - France

L7356 25 - & (33)2332770 60
T 382 394 559 00027

Hara: 26.12.2022p.

Date:26/12/2022

Penaxuis: 4 Cropinka 2 i3 3
Version: 4 Page 2 of3




Jexaapauis npo Bignosignicts NeOl
Declaration of conformity No 01
Honarok 1
Annex 1

Ha3zpa megu4Horo Bupody
AUl CHKOI0 MOBOIO
Name of medical device in

Ha3Ba meagu4HOr0 BUpPOOY YKPaiHCHKOIO
MOBOIO
Name of medical device in Ukrainian

English
hCG Pregnancy Test TecT st BU3HAYEHHS BariTHOCTI
BABYCHECK-1® BABYCHECK-1®

TecT g BU3HAYEHHS BAariTHOCTI

hCG Pregnancy Test BABYCHECK-1® Ne

BABYCHECK-1® Ne2

Hata nignucy: 26.12.2022p. Tepmin aii nexnapauii BianosiaHocti: 16.10.2027p.
Date of signing: 26.12.2022 Declaration of conformity is valid until 16.10.2027

C.E.O., Raphael DONATI
[Tigmuc Hassa nocamu, 116
Signature Position, Full Name

 VEDA.LAB
“ue de PExpansion

ideau - Cerisé - BP 181
G e¢gey - France

56 25 - & (33)2332770 60
382 394 559 00027

[
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