QUALITY CERTIFICATE
CEPTUGUKAT KAYECTBA

Essential requirements in accordance with the Directive DIR 98/79/EC
HeoBxoauMble TPEBOBaHIA B COOTBETCTBIAV C AANPEKTUBON 98/79/EC

The manufacturer / Haumenosaue npoussoautens ForaCare Sulsse AG. & TalDoc Technology
Corporation

Product / Npoaykuus:

Gamma MS Blood Glucose Test Strip Lot no./ Tect nonockn C/H

TD22H202-BOR
Quantity / Konnsecrso: 20000
Manufacture date / flaTa usrotoBnenus - 2()2;_-_98—02
Strip expiration date / [laTa rofHoOCTH TELT NOMDCOK A0 2024-08-02

‘The final test for accuracy / 3akmONUTENbHBIN TECT HA TOUHOCTD!

‘Requirements / TpeGosaria Result / Pesynbrar Pass/Not Pass
Yaosnersop./Heyaosnersop.

. e 207600 mg/dL{1.133.3mmol/L)
Measurement limit

penen vsmepenun .
65

Number of test measurements -
Jucno uamepenuit
: : 0.9638 PASS
Linear deviation
NHelHoe OTK/IOHEHWE ; :
e 2.475 | PASS
| Coefficient of variation - :
KoadduumneHT bapraunu

: 0.9926 ' | PASS
Correlation coefficient Hi .

KoaddulimeHT Koppenaumu

Lot of product was tested and approved in accordance with Quality Control testing performance criteria
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DOLPHI-
UKRAINE

Hexnapanis npo signosizmicts Ne BGTS-01
Declaration of conformity Ne BGTS-01
TexmiunoMy pernaMenTy IHOKO MeTWYHNX BUPOGIB A% FATROCTHKY in vitro,
sarsepxenoro [ocranosoro KMY 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

Bupoonuk,
-| iMmoprep B Yipaini:
| (anpeca, e, e-mail)

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

Tosapucrro 3 ¢6Mekenolo signopinanbnicrio «osdi-Yxpainay,
(Vxpaina, M. JIninpo, syn. Bepesuncoka, 244, N
ren./taxc:+38(056) 719 93 77,,-c:-ri'n‘ai.1: officef@dolphicom.ua) -]
Limited Liability Company «Dolphi-Ukrainey
(Ukraine, Berezinska str., 24-4, .Dnipro
Pl +38(056) 719 93 77, e-mail: officetidolphi, conLua)

Bupofinuya pinnumms:
(anpeca)

Manufacturing site:

, Taii[{ox Texnonopan Kopuopeiis
b1~ 70, Ne127, Byronr Cexonn Pouit, Byry Mucr., 24888 Heso Taitneit Ciri, Taitrans
1P - 30, Nel2, .S, Cex.2, Hanmran Poan, Sywky Juer., Taotoans Ciri, 33852
Taiisans
TaiDoc Technology Corporation

(addréss) - BI- 7F, Nel27, Wugong 2nd Road, Wugu Dist., 24888 New Taipei City, Taiwan

- 1F-3F., No.12, Ln. 5, Sec. 2, Naishan Rd., Lujhu Dist,, Taovuan City 33852, Taiwan
_ TecT-cMY:KIH JUIH KOHTPONIO PIBHS TTI0KO3H B KpoBi:

i‘pynm ——  Teer-cmyzxu DM (iM), Tecr-emyxxu MS (MC),ATec'r-cmymkn

Product categories:

2B Comfort (Komdopr)

Blood Glucose Test Strips:
Test Strips DM, Test Strins MS, Test Strips 2B Comfort

Tpouwenypa ouinku Bijnosignocyi

Conformity Assessment Route:

Honatew 4 1o Texuiunoro pernamMenTy HOKO MeIVUHRNIK Bupobis jua
' JiarHoCTHRA in vitro, sateepaxenuit Iocrarosoio KMY :
: rin 02.10.2013 p. Ne 754 '
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October 201 3

Knacndixanin srigno Homarxy 2
Texnigmoro  periaMeRty  moxo
MEHIANX BAPOOIB JUIA MarHOCTHKY
in vitro, zarBepmkenoro IIKMY
Ne754 Bin 2 sopras 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

nepenix B: Bapobu jnst caMoxkonTpomo, npusHaveni i
BUMIPIOBAHHA PiBHs UYKPY-B KPOBi

List B: devices for self-testing, designed to
measure blood glucose levels

Pexaxuiz Me 2
Version Ae 2

Hara: 11 sepecus 2023 p.
Diite: Seprember 17, 2023

CAPNIOY -~ 37068787, u/p HA:S,ESGQ@Q@(}GGOM&}QW{H 339168 s AT xeom’
MO0 300528, INY 370687804651, ceinourso nnavauxka NAB No 2000 27




Bumors Texuiuunx pernaMenris:

Requirements of technical
regulations:

Honarow 1 7o Texniynoro persamenTy Moo MERMYHEX BipobiB 1
miarsocTuiw in vitro (ocuosui BumMorn), sateepkenoro Mocranoeoio KMV
Bin 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
firom 2 October 2013

Homep cepradicary sinmoninmoeri
Certificate number

T

Tepmin gii ceprudirary

Bianosiznocri
Va!zdtty period of
Certificate of conformity

Ne PR .470-22

329.11.2022 o 28.11.2027
since 29.11.2022 until 28.11.2027

Tepsin nii Aeriapawii
Bixmoeignocti

Validity period of Declaration 0/'
conformity

Hara odopmienns / eﬂéciive date — 10.07.2023
Tepmin aii / expiry date —28.11.2027

Tipusznavennii opraw 3 ouinkw
Bignosiznocti ra ioro
inenTudixaniiinnit kox y pecerpi
Conformity assessment body with
its identification code in the
registry:

Tosapuerso 3 o6mescenolo Rignorizausnictio «IMIPYB MEJUKEJI»
Yxpaina, 01042, m Knie, Synssap M Hpuiimauenxo,6y. 1/27, kimaara 506-4
Teir.+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, c-mail: info@improvemed.com.ua
UA.TR.120

TOB «llongi-Yxpaiaa» B ocobi mupexropa Becuoseskoro 1. B. , ACKIApY€ BUKOHAMHA BAMOT MO0
MeJIENX BIUPOO6IB, 3rifno Jomatky | TexHiyHOro pernaMenty mojo MeMaHIX BEpoGiB s JHarHOCTHKN
in vitro, satsepikenoro Tlocranosoro KMY Ne754 min 2 xoptus 2013 p. Buxkomanms BuMOr, AKi
38CTOCORYIOTHCH JO rxponymu TR BUIHAYEHI Y mxnomzmomy TEXHITHOMY pcmamenﬂ Oyno gomejeno.
llex.napamm CKNaJIeHo 1ij| HiRKOBUTY anoamam,mcm Bupobnuka.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy 1LV,

declares the fulfillment

requirements for medical devices, according to Annex 1 of Technical regalatzons 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 tec hnical regulations has been proved.
Declaration drawn up under the sole responsibility of the Mmmiac turer.

Micnwe sujawi:
Place of .issue:

m.duinpo, Vipaina
Duipro city, Ukraine

Tixnme yHoBHOBaMKEH 0T 0cobu
Signature of Authorized person

HIB yuoanonax\enm ocolu
Full Name of Authorized person .

Hassa nocapu
_Position

Becrorcsxnii 1, B,
Vesnovskiy I V.

e

Penagnis No 2

Verstan Xe 2

cerop. 232
page Zof 2

Hara: 11 sepecns 2023 p. .
Date: September 11, 2023

6219!'}0.‘.&1 37068787, n/ p Uﬁ433ﬂ€3523€3606626005201 339168 w AT «OTN Bank»
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