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BECLARATI{}N OF CONFORMITY

TEKJIAPATII TIPC BITIOBLIHICTE

No. D-092017-Rev01 of 08.09.2017

Ne D-092017-Rev01 gig 08.09.2017

“We, Helm Medical GmbH, legal and actual address:
Nordkanalstrasse 28, D-20097 Hamburg, Germany,

Mu, Helim Medical GmbH/ Xeav Meaiwcan I'M6X,
RpHAHYHA Ta (aKTHUHA afpeca; Nordkanalstrasse 28,

D-20097 Hamburg, Germany/HopkaHanmTpacce 28,

D-20097 I'amGypr, HiMeuuHHa

declare under our own responsibility that IVD
medical devices: EVITEST HCG Urine pregnancy
test: Strip, 1 pcs. And 2 pes., EVITEST HCG Urine
pregnancy test: Midstream, 1 pes., Set of ovulation
and pregnancy tests EVIPLAN 5+1, 6 pcs.
(EVIPLAN LH ovulation test: Strip,-5 pes.; EVITEST
HCG pregnancy test: Strip, 1pcs.), commodity code
3002109900

AABIREMO i CBOK BAACHY BiJMOBIA ANBHICTS,
0 MeguuHi BUpeSH Aad JiarHoCTHKH in vitro:
TECT-CMYKKH J1JI9 BH3HAYeHHA RariTHoCcTI EVITEST,
| mT. T4 2 WT., TECT CTPYMHHHHH A1 BH3HAUEHHA
paritTHocTi EVITEST, 1 mT., Hadip TECTIR A
RH3HAUHHHSA ORYIALLT Ta BariTHOCTI EVIPLAN 5+1, 6
INT. {TECT-MV/KKA J[JIA BU3HAYEHHS OBRYIIALI
EVIPLAN, 5 [T.; TECT-CMVKKA [ BH3HAYEHHA
raritHocTi EVITEST, 1 mit.), ko YET3E],
3002109900

manufactured by:

‘Helm Medical GmbH

Nordkanalstrasse. 28, D-20097 Hamburg, Germany

at factory.

Guangzhou Wond{o Biotech Co.; Lid.

No.8 Lizhishaii Road, Science City, Luogang District,
510663, Guangzhou, P.R. China

BHpOOIeH]:

Helm Medical GrobH

Nordkanalstrasse 28, D-20097 Hamburg, Germany
HA 3aRO/L:

Guangzhon Wondfo Biotech Co., Ltd.

No.8 Lizhishan Road, Science City, Lusgang District,
510663, Guangzhou, P R. China

Authorized representative in Ukraine:
Limited Liability company “Reckitt Benckiser
Household and Healtlicare Ukraineg™ {("RECKITT

'BENCKISER UKRAINE™ LLC), office 80, leiter G,
building 28-A, Kyiv, 04073

M. KHIB,

YIOBHOBAWEHMH HOPeACTABHHK B YKpaldi:
TopapucTRO 3 OGMEKEHOK  BiATOBIJANBHICTKY
«PekkiTT Benkizep Xaycxony en Xene Kep Yipainay
(TOB «PEKKITT BEHKI3EP YEPAIHA), 04073,
npocn. CrenaHa BaHpepH, Gva. 28-A,
qitepal’, ofic 80

meet the requirements of Technical regulations on
IVD medical devices approved by the Order of the
Cabinet of Ministers of Ukraine dated 02.10.2013

No, 734, annex 3 and stamdards;

DSTU.EN 280:2007, DSTU.EN IS0 13485:2015 (EN
IS0 13485:2012, IDT; ISO 13485:2003, IDT), DSTU
ENISO 14971:2015 (EN IS0 14971:2012, IDT; ISG
14971:20607, IDT), EN ISO 18113-1:2011, EN ISO
18113-4:2013, DSTU EN 13532:2015, DSTU EN
13641:2015, EN 13640:2002, DSTU EN 13612:20153
(EN 13612:2002, IDT), DSTU EN 13532:2015, DSTU
IS8 15223-1:2015

18113-4:2013, JICTH

BigHOBIZAKTE BHMOrAM TexHivHGIo pPeriaMeHTy
o0 MeJuYBHX BUpOGiB Aas iarHoCTHRM in vitro,

3aTBepIAkeHore mocyanosoe KaGipery Minicrpis

Yipaiuu Big 02.10.2013 Ne734, poparor 3 Ta

CTapAApTiB: o —

_’;,. ?p;iﬁﬁ'- ¥
TCTY EN 980:2007, ,I[;éf ik ; (EN
ISO 13485:2012, IDT; @O 48 " w\l
EN ISO 14971:2015 § t; BINAO 149? FRAAEN: 150
14971:2007, IDT), ﬂ{-.::-f v .__f. =54 150

13641:2015, EN 13640858 1o
(EN 13612:2002, IDT), NI
ISO 15223-1:2015 ‘“ﬂw

Certificate of project examination:
No, UA.TR.O98. TI15.0012-17 dated 27.03.2017

CeprrdikaT NepeBipKH DPoeKTY:

Ne UA. TR.O98.T115.0019-17 Bix 27.03.2017 p.

Name, address and identification number of the

autherized body on conformity assessment:

Limited liability company “Ukrainian center for
1nedical certification and prognostication™ ("‘UE‘MC‘P

Haz3ga, agpeca Ta igedrmadikamiiinil  HoMep
YIIOBHOBAKEHOTO OPrasy 3 oUiHKH BignoBigHocTi:
Topapuctee 3 OOMEKEHOK  BIANORIAANBHICTIO
"VKpaiHCBKHH LEHTp MeIHUHO cepTHPIKALND Ta

qnporuasyeadua” (TOB « YIMCIDy), 03028, M. Kuis,




.. UCL office 1, 13;5&11'3?1"1{%"3%9131&5{“1 Street, K W,
03028,  tel.+38 (044) 393 7192 |
Identification number: UATR.098

':ay;:. Caﬂepﬁ:i{-uﬂm;}ﬁizzchm; 6};31.']_{},,. m}m I, Tem, 38 |
{0443 593 71 92
| Erenvubiadimuii noviep: UATRA98

Signed:
Date 08.069.2017
_ 'Tiiﬁ.’Deqiara‘t'im;-/i:ﬁ'vﬂ]ifi 126032022
5 g-"“ jgw | ,ﬁ *-i Fin o, %‘2
Safety Officer Medical Devices

IHignucano:

JEara 68.99.2017 )
HMesrapania ghijena 10 26.03.2022

T gﬂw""“":"fm#_ - - -!‘ q}
N :\\3 - 'f*:«;“};};_- %"wi} Pl Fn Wy

Baxisens 3 GeImern MEINTHEX BHHOOIE




TOB ,, YepalucsKuil HEHTD
MEARYHOI CepTHgIKART TA IPOTHO3YBAHHSA

Lk

13213
ISOMEIEC L7065

80070
ISOMLEC 17021

UA.TR.098

 [iifennii 5o 26.03.2022 p.

'!J,eﬁ cepm@maﬁ* mcamqyc, Hm n;m«ea‘r{u) Ha MEI[H'LIHHH(I} Bﬂpgﬁ(ﬁu) JifE$ ﬂld[‘lm{fTHhH m wim Tec*r-mw:ﬂ{hn a8

Jordkanalstrasse 28, D’E U{)QTH amburg; Germany
‘Road, Science City, Luogang. District, 510663,

‘Ha 3aBOAI: Guan'“’""
Guangzhou; P.R, Chma

| YuoosdomameHul DpeIcTaBHHK B Ywpaini: TﬂBﬂpHc
' Xaycxoan e Xenc Kep Yipaivan (TOB «PFKI{ITT

Bangepwu; n:w,i?S-}\ nitepa I, odic 80 i
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