QUALITY CERTIFICATE
CEPTU®IKAT AKOCTI

Essential requirements in accordance with the Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October 2013
OCHOBHI BUMOr#Y Yy BiANOBIAHOCTI 3 TEXHIYHUM PErNameHTOM LWOAO MeANYHNX supobis anA AlarHoCTUKK
in vitro, 3ateepgeroro NKMY Ne 754 sig 02.10.2013 p.

The manufacturer / Bupo6Huk: TaiDoc Technology Corporation / Tait/lok TexHonogku Kopnopeitit
Product / Npoayxuia:
2B Comfort Blood Glucose Meter/ Cuctema KOHTPOAIO PiBHA rNioko3u y kposi 2B Comfort

Nort Ne / Napria: 4270425270000012~427042527004224D

2B Comfort Blood Glucose Test Strip/ TecT-cmy KM A KOHTPOAIO PiBHA rNioko3u y kposi 2B Comfort
Nort Ne / Napria: TD25D212-A0R

Quantity / Kinbkicto : _4224

Manufacture date / lata eupobruurea: 2025-07-04
Service / Tepmin npuaatHocri: Blood Glucose Monitor / MpuGop 10 years / 10 net

Strip expiration date / Tepmin npuaaTHocTi TecT-cmysok: 2027-01-12

The final test for accuracy / 3aKn04HUIA TECT Ha TOUHICTb:

Requirements / Bumoru Result / PeaynbraTt Pass/Not Pass
3aposinbHo./He3anosinbHO.

20~600 mg/dL(1.1~33.3 mmol/L)

Measurement limit 20-600 mr/an (1,1-3,3 mmonb/n)

Mexka BUMIpIoBaHHA

Number of test measurements | 65
Kinbkicte BUMiptoBaHb

Linear deviation 0.8506 Pass / 3ap0BinbHO
NixiltHe BigxuneHHa

Coefficient of variation 2.206 Pass / 3apoBinbHO
KoediujieHT Bapiauji
Correlation coefficient 0.996 Pass / 3apoBinbHO

KoediuieHT Kopenauii

Lot of product was tested and approved in accordance with Quality Control testing performance
criteria/ MpoaykT 6ys NnpoTecToBakuii | cxsanerwit BianoBIAHO A0 KpuTepiis AKOCTI TECTYBaHHA
KOHTPO/IO AKOCTI.

” J]HCJ!-’KDA#,A
« YK P..z_, >
Ph

Signature/Mignuc
stamp/Meyatka

date/para




DOLPHI-
UKRAINE

TOB "Jload
By, bepe nce

12", Yxpaina, 49130, . duinpo,

b 24-A terdiaKe: #38 056 71993 77

HJexnapanis npo Bignosigricts Ne BGTS-01
Declaration of conformity Ne BGTS-01
Texniunomy pernamMenTy IOAO MEAHYHNX RBHPOGIE IS HiarHOCTHKY in vitro,
sareepmkenoro Ilocranosoro KMV Ne 754 Bin 02.10.2013 p.
Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupobunk,
iMnopTep B8 Ykpaini:
(anpeca, Tex, e-mail)

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

TosapucTBo 3 06MeKeH0I0 BiTNOBIXAILHICTIO «dondi-Yxpainay,
(Ypaina, m. Jlninpo, syn. Bepesnnceka, 24-A,
Ten./pakc:+38(056) 719 93 77, e-mail: office(@dolphi.com.ua)

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

Bupotnuya gincanug:
(anpeca)

Manufacturing site:

Taiilox Texnonomxn Kopuopeiimn
B1- 7@, Nel27, Byrour Cexkonn Poan, Byry Jiucr., 24888 Hezo Tajimeii CiTi, TaifBans
1P - 3D, Nel2, JTn 5, Cek.2, Hanman Poan, Jywxy ducr., Taoroans Ciri, 33852
TatiBaHs
TaiDoc Technology Corporation

(address) BI- 7F, Nel27, Wugong 2nd Road, Wugu Dist., 24888 New T aipei City, Taiwan
1F-3F,, No.12, Ln. 5, Sec. 2, Nanshan Rd., Lujhu Dist., Taoyuan City 33852, Taiwan
TecT-cMyAKH T KOHTPO.IIO PIBHS TJIIOKO3M B KpOBi:
- Tecr-cmyxka DM (M), Tecr-cmyxkn MS (MC), Tecr-emyxKn
Epyusnapotin: 2B Comfort (Kemdopr)
¥ 1 categories: :
Froduct naegones Blood Glucose Test Strips:

Test Strips DM, Test Strips MS, Test Strips 2B Comfort

IIpouenypa ouinku BignoBigHoCTI:

Conformity Assessment Route:

Hoxatox 4 o TexHIYHOro PernaMenTy MOX0 MEAMUHNK BUpOOIB s
NiarHOCTHKA in vitro, 3aTBepwkernit [TocTanoporo KMY
Bix 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 JSrom 2 October 2013
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Knacudixauis srigpo Jlomatxy 2
Texmiumoro  permamenty  mogo
MEAHIHUX BUPOOIB JIA MiaTHOCTHKH
in  Vvitro, 3aTBepikenoro I[MTKMVY
Ne754 Bin 2 sxosras 2013p.

Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

mepenik B: Bupo6u amst camokouTpomio, NpH3HAYCeH] A
BUMIPIOBAaHHs PiBHS LYKPY B KPOBi

List B: devices for self-testing, designed to
measure blood glucose levels
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Honarox 1 o Texniunoro PCTIAMCHTY MO0 MEANYHUX BHPOOGIR Ui
BaMors TeXHiTHNX peraaMenTiB: | JiarHocTHH in vitro (ocuosui Bumorw), sateepkenoro Moctanoroic KMV
Bix 02.10.2013 p. Ne 754

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

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

Ho ceprrdikarty Binnosiynocti

Ce:‘t;}‘ic; nzmber Ne PR.470-22

o 329.11.2022 o 28.11.2027

Validity period of since 29.11.2022 until 28.11.2027

Certificate of conformity

Tepwin xii pexnapauii

BiimoBiTHOCTI Hara odopmuenns / effective date — 10.07.2023

Validity period of Declaration of Tepmin nii / expiry date — 28.11.2027

conformity

Torapncrro 3 o6Mexenoio rinorizanLuicTio «IMIIPYE MEJHUKEJ»

Hpusnagennii opran 3 oninkn Yxpaina, 01042, M Kuis, 6ymssap M.IIpuiimauenko,bya.1/27, kimuara 506-4

BiNOBiAROCTI T2 fioro Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
inenTadikaniiinmii xox y peectpi UA.TR.120

Conformity assessment body with Limited Liability Company IMPROVE MEDICAL»

its identification code in the Ukraine, 01042, Kyiv, M.Pryimachenko Boulevard, 1/27, room 506-4
registry: phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua

UA.TR.120
S

e —

TOB «[longi-Yxpaina» B ocobi mupextopa Becroscskoro 1. B., Aekmapye BHKOHAHHS BAMOr MO0
MEHYHUX BHPOOIR, 3rifHo Jlonatky | Texniynoro PErNaMenTy MO0 MEHYHUX BHPOOIB JIIA JIarHOCTHKH
in vitro, 3arBepmxkenoro ITocranosoro KMV Ne754 Big 2 xoBTHS 2013 p- Bukonanns Bumor, sxi
3aCTOCOBYIOTHCA 10 TPOAYKIII Ta BH3HAYEHI y BUNIOBI/IHOMY TEXHIYHOMY pETJIAMEHTI, Oyno moseneHo.
Heknapauiio cKnajieHo nij NiNKOBUTY BiXMOBiAAMLHICTS Bupobuuka.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy LV., declares the Sulfillment
requirements for medical devices, according to Annex I 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.
Declaration drawn up under the sole responsibility of the Manufacturer.

Micue smnagi: | M. [{ninpo, Vkpaina
Place of issue: | Dnipro city, Ukraine
Hianuc ynosnosaxenoi ocobu
Signature of Authorized person
HIB ynosnosaxenoi ocodu Hasea nocaam BecHoBcrkuii I. B,
Full Name of Authorized person Position Vesnovskiy I V. /

Penakuis Ne 2 Hara: 11 pepecnx 2023 p. crop. 232
Version Ne 2 Date: September 11, 2023 page 2of2

E€APNOY - 37068787, n/p UA433005280000026005201339168 & AT «OTN Bauk>>,
M®O 300528, INH 370687804651, cainourso nnatHuka NAB Ne 200081275.
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Ceprudikanin
CHCTEM MEHEKMEHTY

TOB 4MMPYB MEAVKEN>

MicueaHaxomKeHHs

HOPUANYHOI 0CO6MU:

Ykpaina, 01042, m. Kuis,
6Gynbeap M. Mpuitmayenxo, 1/27,
kimnata 506-4

Micueanaxompxenns 00B:
Yxpaika, 04112, m. Kuis,
Byn. Puabka 8-A och. 110

~ IMPROV:=

CEPTU®IKAT
BIAMNOBIAHOCTI

Mopagok npoBefeHHs npoueaypu 3abesneveHHs (YHKUIOHYBAHHA KOMMIEKCHOT
CUCTEMMU ynpaeniHHa AKicTio ([ofgatok 4 TexHiYHOro perfiameHTy WOAO MEANYHUX
Bupo6iB Ana piarHocTUkK in vitro, 3aTBep/KeHoro noctaHoBow KabiHety MiHicTpis
Vipaitu Big 02.10.2013 Ne 754 (TP)

Bupo6HMK: ToBapucTeo 3 06MeXeHOI0 BiANOBIAANbHICTIO
«[10N1®| - YKPAIHA»
49130, Byn. bepeaunHcbka, M. [JHinpo, 24-A, YkpaiHa

pynu BupoGis: CuctemMu KOHTPONIO PiBHA rNIOKO3M B KPOBI:
2B COMFORT (Komdopr)
Gamma Mini (Famma Mini)
Gamma Diamond Prima (Famma [aiimonp Mpima)
TecT-CMYXXKW Ana KOHTPONIO PiBHA rMIOKO3M B KPOBI:
Tect-cmyxku DM (M)
Tect-cmyxku MS (MC)
Tect-cmyxku 2B Comfort (Komdpopr)
LLisuakuit Tect ana giarHocTukm BIT 1/2, (uinbHa
KpoB/cupoBaTka/nnasma), TecT-Kacera;
LLisuakuit TecT gna giarHocTukm Bipycy renaruty C,
(uinbHa KpoB/cMpoBaTKa/Nnasma), TecT-KaceTa;
LLiBMaKuiA TECT Ha NOBEPXHEBMA aHTUreH Bipycy
renatuty B, (uinbHa KpoBs/cupoBaTka/nnasma), TecT-
Kacera

Mpu3Hayenwit oprad 3 ouiHkM BignogigHocTi TOBAapMCTBO 3  06MEXEHOK
signosigansHictio «IMNPYB MEOWKEN» (ineHtuchikauinnuia Homep Ne UA.TR.120)
NIATBEPAXYE, WO 3a3Ha4eHU BUPOGHUK BNPOBAfUB CUCTEMY ynpaBniHHA AKICTIO LOAO
npouecie po3po6neHHs, BUpPOGHUUTBA Ta OCTAaTOYHOI NEPEBIPKW CTOCOBHO BKa3aHWX
BUpOGIB y BiANOBigHOCTI A0 nyHKTiB 2-5 [logatka 4 TP Ta sAka € 06'eKTOM NepioANYHUX
HarnAnoBux ayautie 3rigHo nyHktie 10-11 fopatka 4 TP,

Mipcrasa gns Buaayi:
Piwenna Ne PR.712/1-24 sig 06.12.2024.

Ceptudpikar Ne PR.470-22
LincHuia 3 29 nuctonaga 2022 p.
LifcHnid o 28 nuctonaga 2027 p.
Bupanna Ne 4. [lata peectpauii 06 rpyans 2024%s

MBHUK OpraHy 3
BiAANOBIAHOCTI

Cropitka 131
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