DOLUDHI-
UKRRAINE

T08 "Aendi-¥apaina', Yepaing, 45130, m. Ounpo,
ayn. bapesuscexa, 24-A, Ten/gere: +38 055719 03 77

Hexnapanig npo Bignosinxicts Ne UPTS/ORTS/471-22 AM
Declaration of conformity Ne UPTS/ORTS/471-22 AM
Texninomy peraamenTy mojio MeMuHUX BAPOOIE JUI JIarHOCTUKM in Vilro,
sateepmKkenoro Iloctanosoio KMY Ne 754 gin 02.10.2013 p.
Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupoonnk,
imuoprep B Yipafiri:
(apgpeca, Tea, e-mail)

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

TOBAPHCTEO 3 OGMCKCHOIO BIIIOBIIAILIICTIO «JTonpi-Yrpainan,
(Ykpaina, M. lninpo, Byi. Bepesnncrka, 24-A
Ten./taxe:+38(056) 719 93 77, e-mail: office@dolphi.com.ua)

Limited Liability Company «Dolphi-Ukraine»
(Ukraine, Berezinska sir., 24-A, Dnipro
P +38(056) 719 93 77, e-mail: officet@dolphi.com.ua)

Bupoommua mianoons:
(agpeea)

Manufacturing site:
(address)

Arnacmink (ITexin) Texmonomxi Ko.,JIta.
Homep 811, JKesinr [1naza, Nel66 ®dymwm Poys, Paiion
HTmeummans 100043 1ekin, KJILP.;
Atlaslink (Beijing) Technology Co., Ltd.
Room 811 Zeyang Plaza, No.166 Fushi Road, Shijingshan Dist.,
100043 Beijing, PRC;
Ariaciing Texmouomxi Koo, JIni.

[yan coy¢ Innacrpi 3om, 065500 Jlanrganr Ciri, Xcoei Iposiric,

K.I.P.
Atlaslink Technology Co.,Ltd

Guan south ndustry Zone, 065500 Langfang City, Ilebei Province,

PRC

Yokerasim Opicier ene Biorex Ko, Jlv.
37874 Icr SInrryanr Aserio, Jliny Crpit, Amxu 313300,
Xywxoy, Wikerzsan, Knraii
Zhejiang Orient Gene Biotech Co., Ltd. '
3787#, East Yangguang Avenue, Dipu Street Anji, Huzhou
313300 Zhejiang, China

Iexin JLxinxyk Bionoexikan Texnouomki Ko., T
Odic 402, Byniemnst 3, No2 Keimku Crpit, [ekin Exomomix-
Texmonomxikan Jlesenomvent Apea, 100176, 1lekin, Hapoyna
PecniyGnixa Kuraii
Beijing Jinhuake Biological Technology Co., Ltd.
Room 402, Building 3, No. 2 Xingye Streel, Beijing Economic-
Technological Development Area, 100176, Beijing, People's
Republic of China

I'pyna Bupobis:

Product categories:

Tectn Jurst panHEBOL JUArHOCTHKYA BAriTIIOCTI:
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' DOLPHI-
UKRAINE

TOB “fendi-Yxpaina', ¥epaina, 49130, s Qiinpo,
Byn. bepesuscoka, 24-A, ten/diake; +38 056 719493 77

ITponenypa oninkn
BinoBIixIOCTI:

Conformity Assessment
Procedure:

[Tynxrn 6-8 Jlomarky 3 Texuiunoro persiamenty moso
MCJIMIHUX BUPOOIB JUls A1aTTIOCTHKH in Vilro, 3aTBCpIKCHOro

llocranosoro KMY Ne 754 sin 02.10.2013;

Paragraphs 6-8 Annex 3 to Technical Regulation on Medical
Devices for In Vitro Diagnostics, approved by Resolution of
CMU No754 from 02.10.2013

Homep cepradikary
BUINOBIIHOCTI
Certificate number
Tepmin aii cepradikary
BiaunosinnocTi

Validity period of
Certificate of

conformity

Ne PR.471-22
329.11.2022 1o 28.11.2027
since 29.11.2022 until 28.11.2027

Tepmin aii nexaapaniy
BIALIOBIIOCTI

Validity period of Declaration of
__conformity

3 17.05.2023 no 28.11.2027
since 17.05.2023 until 28.11.2027

Kuacudikamnis
Classification

Meanuani BHpoGu, mpusnadeni s caMoKoITposio
Medical Devices for self testing

Hpusnavenuii opran 3 ominKn
Bi/inoBijHoceTi T2 IHoro
yrenrugikanifinmi ko y
peecrpi

Conformity assessment body
with its identification code in the
registry:

Topapuerno 3 odmexkenoro RinorinanLuicro « MIIPYRB
MEIMKEI»

Vipaina, 01042, m.Kuig, Gynueap M.l Ipuiimauenxo, Gyt 1/27, kimiara S06-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»
Ukraine, 01042, Kyiv, M.Pryimachenko Boulevard, 1/27, room 506-4
phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

TOB «/londi-Ykpaina» 8 0cobi aupexropa Becronenkoro 1. B.,

JCKIIapy < BHKOHAMHIIS BUMOT

10/10 MCJMUHKX BAPOOIB, 3Tio Jlogarky 1 Texsiunoro periiaMenTy o0 Me/IMUIiX BUpPOGis
Juisl JUATHOCTHKA In vitro, 3arsepyukerioro Ilocramosoio KMY No754 min 2 sxosrms 2013 p.
Bukonanmst BIMOT, AKi 3aCTOCOBYIOTECS J10 HPOJYKIUT Ta BU3IAYCH] y BLIIOBIIHOMY TeXIIUIIOMY
pernaveni, 6yno jloBexeno. Jlexnapatito CxIameno mix HUIKOBHTY BLIIOBLAanbHicTs Bupobinka.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy LV., declares the fulfillment
requirements for medical devices, according to Annex I of Technical regulations on Medical devices
for invitro 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 Manufacturer.

Micne Bujiagi:
Place of issue:

M. Jluitpo, Vkpaina
Dnipro, Ukraine

Hiamne ynopnoraskenoi ocodn
Signature of Authorized person

HIb ynosnosaxkenoi ocoon Hassa nocaan Becrionenkuie | AL
Full Name of Authorized person Position Vesnovskiy@ .1 Q \ﬂ’gﬁ
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»’ DOLPHI-
UKRAINE

TOB "Aendi-Yxpaina®, ¥Yepaina, 45130, M. Quinpa,

By, bepeandcera, 24-4, Ten/dako: +238 056719 93 77

I[eKJIapaLﬁﬂ npo sinnosiHicTs Ne UPTS/ORTS/471-22 AM
Declaration of conformity Ne UPTS/ORTS/471-22 AM

Homarok 1/ Annex |

IlepeJik meananux BUpoosiB
List of medical devices

I'pyua sBupo6is

Topriseiabna

Hazga pupoly

Product categories T;’J:dag)::?rr " Name of medical device
O 2 3 4
= Iz _ Tect-emysxka JuTs MiarHOCTUKA
TQCT.H Juts panusoi |1 CCT-CMYIKKH JUL sl G e
JUArHOCTUKH JIarmoCTHKH

BariTHOCTI BariTHOCTI 11O cedi " ;

ANGELMED | e?TTCM}rJ"}:I(Ka JUIs JUArHOCTHKH

HCG Pregnancy | HCG Pregnancy BAIITHOCTI 110 cedi, (0Jil1a TeCT-CMYIKKa)

Rapid Rapid Test strip :

Test (Urine) TecT-cMyxKa Jutst AiarnocTuku

BariTHOCTI 110 cedil, (JIBI TeCT-CMYKKH)

Micne Bujtaui:
Place of issue:

s Juinpo, Ykpaiia
Dnipro, Ukraine

IMignne ynosuopazmenoi ocodn

Signature of Authorized person e O
IIB ynosnonamxenoi ocobu Hazpa nocajin Becrnonen ’T@ﬁpéﬁlﬁp
Full Name of Authorized person Position Ves L) \@ " Direc
S .
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