DOUPHI -
UKRRAINE

Hexnapanis npo BinoBigHICTE Ne UA 465-22/1
Declaration of conformity Ne 465-22/1
Texuiunomy pernamenty mozo meanammx BHPOGIB JUIsl XiarBOCTHKH in vitro,
3areepioxenoro Mocranosoro KMY Ne 754 gix 02. 10.2013 p.
Technical Regulation on Medical Devices Jor in vitro diagnostics,
approved by Resolution of CMU Ne754 Jrom 2 October 2013
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Cucremn xontpoio PiBHSI I/1I0K03H B KpoBi,

Haiimenysanus TTPoyKNi: srizuo oxarky 1 no wiei Hescnapauii upo sixnosizmicrs
. Blood Glucose Monitoring Systems, in accordance with Annex 1 to
L this Declaration of conformity
Honarox 4 Texniunoro PErIAMEHTY MO0 MEIHYHHX BHPOGIB s
i in vi ITocrasoBoro KMY
Mpouenaypa ouinkn AIaTHOCTHKH in Vitro, 3aTeep/pienoro
sBianosinxnocri: BLx 02.10.2013 p. Ne 754

Conformity Assessment Route:

Annex 4 of Technical Regulation on Medical Devices Jor in vitro
diagnostics, approved by Resolution of CMU No754 from 2 October
2013

Kaacugikanis ariguo Honarxy 2
Texniuroro perinaMesty  mono
MEAHYHUX BUPOGIB Ana miarHocTHKH
in vitro, 3aTBepmKeHOro TIIKMY
Ne754 sin 2 xoeTHS 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,

nepenix B: Bupo6u sy CaAMOKOHTPOITIO, MPH3HAYeH| Jurs
BHMIDIOBaHHSA piBHS UYKPY B KpOBIi

Penaxuin Ne |
Version Ne 1




approved by Resolution of CMU
Ne754 from 2 October 2013

Bumorn rexmianux perjiaMenTis:

Honarox 1 1o Texmiunoro PCTIIAMENTY LONO MEHTHIX BHPOBIB u1s
JAlarHocTHKH in vitro (ocHoBHI BUMOTH), 3aTeep/ukeHoro IMocrarosoro
KMY Bix 02.10.2013 p- Ne 754

Requirements of technical Annex 1 of Technical Regulation on Medical Devices for in vitro

regulations: diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013

Homep ceprugixary piznorinmocri

Cerrg';care number Ne PR.465-22 (vAnarns Nel)

Tepmin il ceprupixary Aata peectpanii 21.10.2022 p.

Binosinnocri Ceprudikosaro 3 21.10.2022 o 26.05.2025

Validity period of Certified from 21.10.2022 until 26.05.2025

Cerﬁir%care of conformity

Tepmin aii nexnapanii

Bignosixmocti 321.10.2022 no 26.05.2025

Validity period of Declaration of since 21.10.2022 until 26.05.2025

conformity

Hpusnavennii opran 3 oninkn
BianmosigAocTi Ta #oro
inenTHpicaniinuii HOMep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Tosapucrsoe 3 obmexenoro BinosizansLmicrio (IMITPYB MEJHKEJI»

Vkpaina, 01042, m.Kuis, 6ynueap M.Ipuitmavenxko, 6yn.1/27,

KiMHaTa 506-4
Ten.: +38(044) 355 50 30, e-mail: info@im rovem
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- in improvemed.com,

UA.TR.120

.COMm.ua

T e s— T

TOB «/loadi-Ykpaina» B 0co6i
BupoGunka, nexmapye sukonamms OCHOBHHX BHMOI IIOJMO MeIHYHMX BHpOGiB,

Texnivuoro PETJIAMEHTY mI0/0

e —

sriguo Jlonatky 1

MEAWYHHX BHPOGIB JIa miarHOCTHKH in vitro, 3aTBepmKeHOro

Mocranosoio KMY Ne 754 Bil 2 x0BTHS 2013 p. Bukonanns BHMOT, SIKi 33CTOCOBYIOTBCS JIO NPOAYKILiT
Ta BU3HAYEH] y BIIOBinHOMY TEXHIYHOMY periaMenTi, 6yno noseneno.

LLC «Dolphi-Ukraine» duly

represented by director Vesnovskiy 1.V., on behalf and under the

responsibility of the Manufacturer, declares the Julfillment of basic requirements for medical devices,

according to Annex 1 of Technical regulations on Medical devices Jor in vitro diagnostics, approved by
Resolution of CMU Ne754 Jrom 2 October 2013. Compliance with the requirements applicable to the
products and specified in the relevant technical regulations has been proved.

Micue supaui:

Place of issue:

Hixmuc ynosnosaxenol ocobn
Signature of Authorized person
IIB ynosuosamenol ocobu Haspa nocagn
Full Name of Authorized person Position
Penaxiis Ne | Aara: 21.10.2022
Version No | Date: 21.10.2022

EAPNOY - 37068787, n/p UA433005280000026005201339168 o AT ¥ N Baprl
M®0 300528, inH 370687804651, crinourso Raarnuxa NAB Ne 2000857225 g




DOULPHI -
UKRAINE

Hexnapauis npo sinmosinaicts Ne 465-22/1
Declaration of conformity Ne 465-22/1

Honarox Nel / Annex ]

Cucremu korTpomo piBns rmoxosn Y xposi / Blood Glucose Monitoring System

Ne Hazsa Bapo6y Komnnexranin
n/u_| Name of medical device Composition
1 2 3
Ilpuiazx uis KOHTPOIMIO IMEOKO3R ¥ KpoBi (rmokomerp) — LT,
JlanueTnwii npuctpiii 3 HaCaKoI0 JUIS aTbTEPHATHBHOTO 3a60py kpogi- | mrT:
Tecr-cmyxxu — 10mr (ommionainsHo);
Cucrema xontpomo | Jlaumers — 10w
pi PO Y Dol Eneun:f:r—n;n;;cm L
1 ‘BI‘?Od .Glucose Blood glucose meter — Ipa;;
Monitoring System Lancing device with one clear cap — 1pcs;
Rightest GM550 Blood glucose test strips — | Opcs(optional);
Lancets — 10pcs;
Protective wallet — Ipcs;
Power supply — 1pcs;
Tpunax nns kouTpomo rmoxosn Y Kposi (rmokometp) — 1m;
CTHHI MPHUCTPIl 3 Hacaukolo i ILTEPHATHBHOTO 3a60py kpoBi-1 mrT;
Tect-cmysixn — 10mT (onmionansuo);
Cucrema xontpomo | Jlanuers — 10mr;
PIBHS IIIIOKO3H Y KPOBi En@m‘“z&‘;p‘:ﬁc“’ ’
= EMCHT HBIICHHA — linT;
2 B f.?oa’ 'Giucose Blood glucose meter — Ipcs:
Monitoring System Lancing device with one clear cap — Ipcs;
Rightest GM700 Blood glucose test strips — 1 Opes(optional);
Lancets — 10pcs:
Protective wallet — Ipcs;
Power supply — Ipcs:Power supply — Ipcs;
Tlpunan nna KOHTPOIIIO TIFOKO3H ¥ KPOBi (rmokomerp) — 1§iiy
JlanueTamil npucTpiii 3 macaakow AL ANBTEPHATUBHOIO 3a60py KpoBi- 1 mT;
s Tecr-emysxin — 10mr (onmionansHo);
CHerema konTpomo . | JManuern — 10u;
PIBHSI I'IIOKO3H Y KpOBi QyTaap ~ lm;
3 Blood Glucose . Jac:;‘-‘ﬂ';‘ BIIEHHST — |
Monitori giucose meter — Ipcs;
R‘;"; f:::l %ﬂ.;tze;t Lancing device with one clear cap — Ipcs;
8 Blood glucose test strips — 10pcs(optional);
Lancets — 10pcs;
Protective wallet — Ipes; Powetm- Ipcs;
D DA
A i = v Rl
&
Pepaxuis Ne | Hara: 21.10.2022
Version Ne 1 Date: 21.10.2022

€APNOY - 37068787, n/

M®O 300528, INH 3
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DOULPHI -
#Q UKRAINE

Ipunan s xorrpomo rmokosu Y KpoBi (rmokoMeTp) — lmr;

Jlanuernuii npucrpiii 3 nacagkoro AU alETEPHATHBHOTO 3a60py kposi-1rT;
=il i :

.Cucreua i5 - J“l]‘:mcr-:m - ’Om-r (omuionansuo)

PIBHS I'TIOKO3H Y KPOBI Py wap — 1o,

4 Blood Glucose - e = 1l 2

Monitoring Syst gesicone meter— lpos;

Rightest é%ﬂ Lancing device with one clear cap — 1pcs;

Blood glucose test strips — 10pcs(optional);
Lancets — 10pcs;
Protective wallet — 1pcs; Power supply — Ipcs;

Ipunax qns KOHTPOIIIO IJIIOKO3H Y KPOBI (rmoxomerp) — lmr;

Jlanuernnii nprcTpiii 3 macaakoio AULA AMETEPHATHBHOrO 3a60py kpoBi-1miT;
-CMYXKH — | iOHANBLHO):

_Cuc-nema KOHTpOMIO }Im:m 25 lomﬂm-r fome °);

PIBHA I'IOKO3H ¥ Kposi Dyrisip — L

5 Blood Glucose =

Monitoring System | Blood glucose meter— Ipes.

Lancing device with one clear cap — Ipcs;
Rightest ELSA Blood glucose ket aivt — 10pcs(optional):
Lancets - 10pcs;
Protective wallet — Ipcs: Power supply — 1pcs;
Micue Bunaui: v Jaiy 07 iHa
Place of issue: ipro’eit .
Ilinnuc ynosroBaxenoi ocobn ) '-2 %
Signature of Authorized person 2 _—
IITB ynosuosauenol ocoom | Haspa mocann s — Jlupextop
Full Name of Authorized Position . Director
person e A
=t
r Pepaxuis No 1 Hara: 21.10.2022 (( iTen 4
Version Ne 1 Date: 21.10.2022 AT

CAPNOY - 37068787, n/p UA433005280000026005201 339168 & AT OO F
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BO104
ACTY EN ISOAEC 170211

10304
ACTY EN ISONEC 17068

TOB JMMPYB MELVKEN

MicuesHaxomKeHHs

IOPUANYHOT 0CO6K:

Yxpaina, 01042, m. Kuis,
6Gynbeap M. Mpuitmayenxo, 1/27,
kimnara 506-4

Micueaxaxomxentss O0B:
Ykpaina, 04112, m. Kuie,
BYN. Pi3bka 8-A, oth. 110

CEPTU®IKAT
BIAMOBIAHOCTI

Mopagox npoeegeHus NPOUGAYPH 3a6B3NEYEHHS (DYHKUIOHYBAHHA KOMNNGKCHO]
cucTemu ynpaeninusa akicrio (Jogatok 4 Texwivkoro PernamMeHTy LWOAC MEAUYHUX
BUPOGiB Ans piarHocTMkwy in vitro, 3aTBepAxeHoro nocraHosoko Kabiwery MiwicTpis
Ykpaitu 8ig 02.10.2013 Ne 754 (TP)

BupoGHuk: Bionime Corporation
Bionaitm Kopnopeiwh
No. 100, Sec. 2, Daging St., South Dist., Taichung City
40242, Taiwan (R.0.C.)
Ne 100, Cex. 2, flexinr Cr., Cayc Ricr., Taruyu Ciri
40242, Taiteanb (P.0.K.)

YnosHosaxeHui TOBapuCTBO 3 06GMEXEHHOIO BianosigansHicrio

NPeAcTaBHUK: «[0N®| - YKPAIHA»
BYN. Bepeaunceka, 24-A, M. [luinpo, 49130, Ykpaiua
lpyna Bupo6is: Cuctemu KoHTpONIo piBHA rnioKo3an 8 KpoBi (Tecr-

CMYXKH ANt KOHTPONIO PIBHA rNIOKO3U B Kposi)
Blood Glucose Monitoring System (including blood
glucose test strip)

MpusHavenudt opran 3  ouinkk Bignosignocti  Tosapucteo 3 o6MexeHoi
Bignosiganshictio «IMNPYB MELUKEN» (inexTucbikauiinui Homep Ne UA.TR.120)
NIATBEPAXYE, WO 3a3HaYeHUR BUPOGHUK BNPOBAAUB CUCTEMY YNpaeniHHA akicTio Wwopo
Npouecis po3pobneHHs, BUPOGHUUTBA Ta OCTaTOMHOI NepesipKu CTOCOBHO BKA3aHuX
BUpObis y BignosigHocTi ao nywkTis 2-5 Honatka 4 TP 1a AKa ¢ 06'ekTOM nepioanYHuX
HarnANoBMX ayauTie srigo nywkTis 10-11 floparka 4 TP.

Nigcrasa ana sugayi:
38iT Ne PR.715/6-22 8ip 21.10.2022:
Piwenna Ne PR.715/7-22 gig 21.10.2022.

Ceprudpikar Ne PR.465-22
Aiichuii 3 21 xo8THA 2022 p.
AificHuit go 26 TpasHa 2025 p.
Bunanns No 1. flata peectpauii 21 Xo8THA 2022 p.
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