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ElaitmeHyBOHES My ibTHIAHE b 715 BUABICHHA 5 pujiB HAPKOTUYHHX PEUOBHH ceui
npoAYKLT Y A p Y ¥
TopriseabHa Mapka express test
BupoOHHK TOB «Jlondi-Ykpaina»

(Ykpaina, M. Jlninpo. By 1. bepe3nHCbKa, 24-A)
Bupobnuda JIIBHULLSA Uskersin Opient ['ene Biotek Ko.. JITa.

ajpeca: 3787# let Slarryanr ABEHIO, iy CTpiT, AHKH 313300,

Xyuwkoy, HiKxeussH, Kurait
Homep napTii RMD2404012
Jlata BUpOOHHUTEA 2024-04-15

TepmiH NpUAATHOCTI

2026-04-14

l"epmemquic*rb nakyBaHHA 5 ;
Bianosijae
(hObI'H

BifcyTHICTb BUTOKY

Ceua Ge3 HAPKOTHKIB HerarnsHuil

HeratnsHnil

500 ur/mn D-AMderamin HeraTnsHU HeraTupHuii

1500 Hr/mA D-Amderamin [Mo3uTHBHUI [MozuTnBHHI

Ceua 6e3 HAPKOTHKIB HeraTnBHuUil HerarusHuil

Ananiz Ha Amderamin

250 Hr/ma D-MeTtamdeTamid HeratnsHuii

Ceva Ge3 HapKOTHKIB HeraTusHui HeratusHnii

25 ur/ma 1 1-Hop-A9-TeTpart OKaH . -
P PariAp HeraTtuBHUH Heratupruil

nabinon 9-kapboHOBA KHCII0TA
[Mo3UTHBHUI [TosuTnBHUI

Amanis Ha MertamdeTami

Ananiz Ha MapuxyaHy
75 ur/mn 1 l-HOp-AQ-TETparinpOKaH

~ nabinon 9-kapbOHOBA KHCNIOTA
Ceua Ge3 HAPKOTHKIB Herarusruit m
. . 250 ur/mn DL MeTHneHai0KCnMeT- .
Amnanis Ha Excrasi S HeraTHsH#il HerarnsHuil

750 ur/mn D.L MeTnneHAIOKCHMET- o &
; [1o3uTHBHUH TosnTHBHNN
ameramin
Ceua 6e3 HAPKOTHKIB ‘ HeratusHuii \ HerarneHnil
Amnanis na Oniati 1000 ur/ma Mopdis \ HeraTusHuii l HeraTnsHuii
3000 ur/mn Mopgin \ [To3uTHBHAN \ [To3nTHBHHIT
O BEATL,
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DOLPHI -
UKRAINE

TOB "fAongi-Yrpaina®, Yepaina, 49130, m. Quinpo,
eyn. Gepeanncoka, 24-A, Ten/danc. +38 05671993 77

Jexnapanis npo Bignosigaicts Ne DRUG-01

Declaration of conformity Ne DRUG-01

TexniuroMy pernamenTy moso Mexanux Bupobie 74 IaTHOCTHKH in Vitro,
3aTreppKkenoro Ilocranosorw KMY Ne 754 six 02.10.2013 p.
Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupobaux,
iMmoprep B Yikpaini:
(agpeca, Ten, e-mail)

Manufacturer,
importer in Ukraine:
(address, phone, e-mail)

TosapucTro 3 ofMexeHow BijnoBiEAILHICTIO «Jlondi-Yepaiaay,
(Ykpaina, m. Jlninpo, Byn. Bepeauncoka, 24-A,
Ten./dakc:+38(056) 719 93 77, e-mail: office@dolphi.com.ua)

Limited Liability Company «Dolphi-Ukrainey
(Ukraine, Berezinska str., 24-A, Dnipro
p/f: +38(056) 719 93 77, e-mail: office@dolphi.com.ua)

Bupobunua gincuuwna:
(axpeca)

Manufacturing site:
(address)

Yaxemzsn Opicar Iene Biotex Ko, JITa.
3787# Ict Slurryanr Asemto, liny Crpir, Amsicn 313300, Xyuxoy,
Yoxerzan, Kuraii
Zhejiang Orient Gene Bioteck Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, Huzhou 313300 Zhejiang,
China

Avnacaink (ITexin) Texmoxonxi Ko.,JITin.
Howmep 811, XKesnr ITnaza, Ne166 @ymm Poyn, Paiton [nmausmans
180043 Tlexin, K.H.P.;
Atlaslink (Beijing) Technology Co., L1d.
Room 811 Zeyang Plaza, No.166 Fushi Road, Shijingshan Dist., 100043
Beijing, PRC:
Araacnink Texmonoaxi Ko. JIta.
U'yan coyd Iupactpi 3om, 065500 Jlaardanr Ciri, Xebei [posiac, K.H.P.
Aflaslink Technology Co.,Ltd
Guan south Industry Zone, 065500 Langfang City, Hebei Province, PRC

Hexin Jixinxyx Bionomxkixanx Texnomomxki Ko., JIr,

Odic 402, Bynisns 3, Ne2 Kcimku CrpiT, Tlekin Exomomik-
Texnonomxkikan [egenonment Apea, 100176, Tlexin, Hapoana
Pecniyonixa Kuraii
Beijing Jinhuake Biological Technology Co., Ltd.

Room 402, Building 3, No. 2 Xingye Street, Beijing Fconomic-T: echnological
Development Area, 100176, Beijing, People's Republic of China

I'pyna Bupobis:

Product categories:

Tecrn pns in vitro giarmocTru, 3riguo Hoaarxyl

in vitro diagnostic tests, according Annex]

IIponenypa oninkn
BigNoBiTHOCTI:

Conformity Assessment Route:

HMonartok 3 no TexHIYHOrO PErnamMenTy WoL0 MeTHIHAX BUPOOIB JI1g
JIarHOCTHKH in Vitro (3a BUKTHOYEHHEAM 11.6-11.8), 3aTBEpIKEHOrO
Iocranosoio KMY Ne 754 Bin 02.10.2013 p.

Annex 3 of Technical Regulation on Medical Devices Jor in vitro
diagnostics(excluding p.6 - p.8), approved by Resolution of CMU
No754 from 2 Oct. 2013

Penaxmia Ne 2
Version A2 2
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DOLPHI -
UKRAINE

T0B "Qongi- Yupaira®, Yepaiva, 43130, s, Quinpo,
eyn. bepeanvcexa, 24-A, ren/daxc: +38 05671993 77

Knacudixanin srigno Joaarky 2
TexniyHoro peruaMesry mONo
MEJIHIHHX BHpPODIB st
IIarHOCTHKH

in vitro, sarsepmkenoro ITKMY

Ne 754 Bix 2 xosTHA 2013p.
Classification according o Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne 754 from 2 October 2013

Mepuuni Bupofu an4 in vitro giarmecTHKy, TIO He BXOAATE KO
Tlepenixy A ta B lonatky 2 Texnidnoro pernamenty mozmo
MCAMYHUX BHPOOIB JUBT iarHOCTHKH in vitro, (3aTBepmaeHoro TIKMY
Ne 754 Bin 02.10.2013 p.), He € BUpoGamMu VT CAMOKOHTPOILIO, He
OPH3HAYCH] 1S OLiHKHA XapaKTCPHCTHK.

in vitro medical devices, neither listed in List A and B of Technical
Regulation on Medical Devices for in vitro diagnostics (approved by
Resolution of CMU Ne754 from 2 October 2013), are not for self-
festing, not intended for performance evaluation

BuaMorg TexaiTHEX periaMentis:

Requirements of technical
regulations:

Honatox 1 o TexnivHOro periaMenTy MO0 MEANYHHX BHPOOIB i
AIarnOCTHKHM In Vilro (OCHOBHI BUMOTH), 3aTBep pkeHoro I10CTaH0BOI0
KMY Bix 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro
diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013

Tepmin aii nexaapanii
BigmoBigHocTi

Validity period of Declaration of
conformity

Hara opopmaenns / effective date — 19.07.2023
Tepmin aii / expiry date — 19.07.2028

TOB «Jlondi-Ykpaina» B ocodi aupexropa BecroBcskoro 1. B., JAeKnapye BHKOHAHHA BHMOI IIOZO
MEAMYHUX BUPOOIB, 3rinso Jonarky 1 TexHiuHOTO pernameHTy M0N0 MEMHIHEX BHpoOIB A4 MiarHocTHKH
in vitro, satBepipkenoro [locranosoro KMV Ne754 ix 2 skosTmsa 2013 p. Buxonanma Bumor, sxi
34CTOCOBYIOTRCS 0 NMPORYKIIl Ta BH3HAYCHI Y BiANIOBIHOMY TEXHIYHOMY pErTIAMEHTI, byno poreneHo.
HJexnmapaniro cxuafieHo A MITKOBATY i AHOBIAANEHICTS BrapoGuuka.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy LV., declares the fulfillment requirements
Jor medical devices, according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable
to the products and specified in the relevant technical regulations has been proved. Declaration drawn up
under the sole responsibility of the Marmufacturer.

Micie pugaygi:
Place of issue:

M. [JHinpo, Vkpaina
Dnipro city, Ukraine
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Hixnac ynornosaxenol ocobn
Signature of Authorized person
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DOULPHI - -
UKRQ!NE TOB “Aondi-Yxpaina®, Yxpaina, 45130, m. [iwinpo,

ayn. bepesnncoxa, 24-A, Ten/gaxc: +38 05671993 77

Hexnapanis npo eignoeigmicts Ne DRUG-01
Declaration of conformity Ne DRUG-01
HMonarox Nel / Annex 1

TI'pyna Bupobis . e Hasea Bupoby
» Product categories e Name of medical device
Trade mark
MynILTHTIaHENS 11 BHSBICHHS
1 5 BHJIB HAPKOTAYHUX PCYOBHH
W . y cedl
Tectr gng in vitre AfarROCTHER S
MynsTunanens s sUSBICHHA
2 10 BazIiB HAPKOTHYHUX PEUOBHH
y ceui
Micue Bagati: | M. Jlainpo, Yipaina
Place of issue: | Dnipro city, Ukraine 7
Hizmac ynorneraxenoi ocobu
Signature of Authorized person
NIE ynesnosamenoi ocobu Hazga wocam Becnoscormiiff B 71 Mygextop
Full Name of Authorized person Position Vesnovskiy , tor
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