Ceprudgikar BUNIycKy - YKpaiHa

®opma
Inentudixkatop noxymenra: GOPMA- | Bep.: 02 [Tos'azannii noxyment: WI1-002863, WI-
106629 003193
Ceprudikar BUunycky
Bupoouux JlaidpCxan FOpon I'm6X, IIBelinapis

(LifeScan Europe GmbH, Switzerland)

BupooHmua xinbHuns

JlatipCxan Cxornang Jlimiten, Benuka
Bpuranis
(Lifescan Scotland Limited, United

Kingdom)
IpoaykTr Tect- cmyxku OneTouch Select Plus
Homep naprii roToBoi npoaykuii 5915665
BunyTpimuniii HoMep roToBOro NpoayKTy 02423501 | AB

Koungirypanist ynakoBku i MapKyBaHHst
JUIsl KpaiHU mocTavdanus

OTSP cmyxkn 1x50 UA (LED)

Hara BupoGHuLTBA

30 yepBHs 2025

HpupaTauii xo 2027-02-28
KinbkicTh ynakoBok 3692

Cratyc ynakoBKu T1oBHe nakyBaHHs
Ko kaniopyBanus 98

Indopmania npo KOHTPOILHUI Po3UNH 93-125 mr/on

305-413 mr/on

5,1-7,0 MMons/n
16,9-22,9 mmons/1

PiBeHb rinokosu

B Mekax TouHoCTI KpoBi

Pisunuga cepeaHix 3Hauenn

PiBenn 1 1,34 -4,85
SDB < 3,7 mr/aa Bix -7,9 mo 4,1 mr/pa
He 3acTrocoByeTnest He 3acTocoByeTbest
SDB Bix 3,7 no 4,1 mr/un Bix -7,0 o 3,2 mr/na
He 3acTocoByeThest He 3acrocoByeTbest
SDB gin 4,1 n0 4,5 mr/an Bix -6,0 10 2,2 Mr/na
PiBenn 2 2,38 -1,15
SD%B <3,7 % Bix -2,8 10 9,2 %
He 3acTocoBy€eThCH He 3acTocoByeThest
SDB Bix 3,7 1o 4,3% -1,3 no 7,7%
He 3acTocoByeThest He 3actocoByernhes
SDB Bix 4,3 10 5% 0,2 10 6,2%
PiBenn 3 2,27 3,30
SD%B <3,7 % -0,1 10 11,9 %
He 3acTocoByeThes He 3actocoByeThest
SDB Bix 3,7 10 4,3% 1,2 no 10,6%
He 3acTocoByeThest He 3acTocoByeThes
SDB Bix 4,3 10 5% 2,9 1o 8,9%
PiBenn 4 2,04 4,60
SD%B <3,7 % 0,9 no 12,9 %
He 3acTocoByerhes He 3acTtocoByeThest
SDB Bix 3,7 no 4,3% 2,2 10 11,6%
He 3acTocoByeThest He 3acTocoByeThCst
SDB Bix 4,3 510 5% 3,9 10 9,9%
PiBens 5 2,79
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SD%B <3,7 %

1,7 no 13,7 %

He 3aCTOCOBYETHCHA

He 3aCTOCOBYETHCSL

SDB Bix 3,7 no 4,3% 3,1 mo 12,3%
He 3acTocoBY€eThCH He 3acTocoBY€ETHCS
SDB six 4,3 no 5% 4,7 10 10,7%
PiBenn 6 1,93 4,17

SD%B <2,9 %

Bin -5 no 11 %

He 3acTocoBYy€ThCSI

He 3acTocoByeThes

SDB 2,9 10 4 % -2,4 no 8,4 %
He 3acTo0COBYEThCS He 3acTocoByeThes
SDB 4105 % 0,1 10 5,9 %
B mexkax TouHocTi mapTii (kpim 2,30 He 3acTocoByeThCH
piBus 1) SD%B <5,0 %
3aTBepKeHO ITionuc

(Im'st Ta Ilignuc)

Binin 3a6e3neveHns AKocTi

Busnayera nmaptis Ne/KoHGHUTYpaList yITakoBKH BUTOTOBIIEHA BIAMOBIAHO JI0 BUMOT HBII Ta Bignoigac ycim

KPUTEPISIM BUITYCKY.

TEMPLATE-00311 Rev 02 KordigeHuiiina ta npusatHa indbopmauis

19.06.2025
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Certificate of Release - Ukraine

Form

Document ID: FORM-106629

Rev: 02

Associated Document. WI-002863
WI-003193

Certificate Of Release

Legal Manufacturer

LifeScan Europe GmbH, Switzerland

Manufacturing site

LifeScan Scotland Limited, United Kingdom

305-413 mg/dL

Product Test ~ strips One Touch Select Plus
Finished Product Lot Number 5915665

Finished Product Part Number 02423501 | AB
E?ﬁ;gﬂ'g%sgd Labeling country OTSP Strips 1x50 UA (LED)
Manufacturing Date 30 Jun 25

Expiry Date 2027/02/28

Number of packs 3692

Packaging Status Fully Packaged

Calibration Code 98

Control Solution Information 93-125 mg/dL 5.1-7.0 mmol/L

16.9-22.9 mmol/L

Glucose Level Within Blood Precision Mean Bias
1.34 -4,85
SDB < 3.7 mg/dL -7.9 to 4.1 mg/dL
N/A N/A
Level 1 SDB 3.7 to 4.1 maldL -7.0 to 3.2 mg/dL
N/A N/A
SDB 4.1 to 4.5 mg/dL. -6.0 to 2.2 mg/dL
2.38 -1.15
SDY%B < 3.7% 2.8t09.2%
N/A N/A
Level 2 SDB 3.7 to 4.3% A3t07.7%
N/A N/A
$DB 4.3 to 5% 0.2106.2%
2.27 3.30
SD%B < 3.7% 0.1t011.9%
N/A N/A
Level 3 SDB 3.7 t0 4.3% 1.21010.6 %
N/A N/A
SDB 4.3 to 5% 2.9 t0 8.9%
2.04 4.60
SD%B < 3.7% 09t0129%
N/A N/A
Level 4 SDB 3.7 to 4.3% 220 11.6 %
N/A N/A
SDB 4.3 to 5% 3.9 10 9.9%
2.79 7.54
Level 5 SD%B < 3.7% 1.7t013.7 %

TEMPLATE-00311 Rev 02

Confidential and Proprietary Information.
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Certificate of Release - Ukraine
Form |
‘ Associated Document: W1-002863
Document ID: FORM-106629 Rev: 02 WI-003193
N/A N/A
SDB 3.7 to 4.3% 3110123%
N/A N/A
SDB 4.3 t0 5% 4.7t010.7 %
1.93 417
SD%B < 2.9% 5,0 t0 11.0 %
N/A N/A
Level 6 SDB 2.9 to 4% 241084 %
N/A N/A
SDB 4 to 5% 0.1t05.9%
Within Lot Precision 2.30 N/A
(excluding level 1) SD%B < 5.0 %
1/ Hen>et
Authorised by // 2 G5 <
(Name and Signature): /L d””( (13t
Quality Assurance Date

The designated Lot No./Packaging configuration has been manufactured according to cGMP

requirements and has met all release criteria.

TEMPLATE-00311 Rev 02 Confidential and Proprietary Information. Page 2 of 2




LifeScan Europe BmbH,
Damrmistrasse 19

6300 Zug, Switzerland

esosnoom

HEKJIAPAIA 1TPO BIITIOBIAHICTE Nel
DECLARATION OF CONFORMITY #1

Hazpa Meauasoro BUPOBY
Name of medical device

Bupobuuk:
Legal Manufacturer:

Bupobneno wa zaponi:
Manufactured at the plant:

YHOBHOBaXeHMH
IIPeACTaBHAUK BUPODHUKS
B YKpaiHi:

Authorized representative of
the manufacture in Ukraine:

Krnacuixauis srinmo
Texuiunoro pernamenty
LIOA0 MEAHYHIX BUPoGiB
IV MiarHOCTHEY in Vitro,
3ATBEPAKEHOTO
[Mocranosoio Kabinery
Miunictpie Vipaiau No754
iz 02 smortaa 2013 p.
Classification according to
Technical regulation on
medical devices for in vitro
diagnostics, approved by
Decree of Cabinet of
Ministers of Ukraine of 02
October 2013 #754

Page 1 of 2

Cucrem mig  sumi PIOBAHHA PIBHS TIMIOKO3H B KPOBI,
TECT-CMYKOK ISt BAMIPIOBAHHS PIRHS TIOKOZH B KpOBi Ta
KOHTPOIBHUX POYUHIB (3FiAHO Honatxy Nel)

Blood glucose monitoring system; test-strips for blood ghicose
monitoring, control solutions (according to Addendum #1)

JatipCran FOpon M'mbX

Anpeca: lammurrpacce 19 6300 Dyr, Meetinapis,
LifeScan Eurape GmbH

Address: Dammstrasse 19 6300 Zug, Switzeriand

Drrexcrponike Iupacrpian (Ienpuxens) Ko., Jira,
Anpeca: Iosepx 7, Bynigns 1, Iosepxw 1, 34, 5-7, Byaisng
2 1a Ilosepxur 2-4, Byxirma 3, Pamnonrmenr Innacrpian
HMapx, Jlomrrenr, Cican, pafion Baoams, 518176
Mewsaxens, U'yannyn, Karaiicexa Hapoasa PeciryGiixa;
JHaiidpCxan Crornann Himiren

Anpeca: biusyn Tlapk Hopr, Imseprecc IV2 3ED,
Benuxobputagis;

bionocrike, Irk.

Agpeca: 7 hkexcon Poyn, eseuc, MA, 01434, CIIA.
Flextronics Industrial (Shenzhen) Co., Lid

Address: 7/F, Building 1, 1/F, 34/F, 5-7/F, Building 2 and 2-4/F,
Building 3, Rundongsheng Industrial Park, Longteng, Xixiang,
Baoan District, 518126 Shenzhen, Guangdong, P.R. China;
LifeScan Scotland Limired

Address: Beechwood Park North, Inverness JV2 3ED, United
Kingdom;

Bionostics, Inc.

Address: 7 Jackson Road, Devens, M4 01 434, USA

Tosapuctso 3 OOMeEXKEHO BinnosinanericTIO
«YHIBEPCAJIBHE ATEHTCTRO «ITPO-DAPMAY,

By Ilepemoru, 6yn. 9, odic 20, m. Kuis, 03170, Ykpaina
(xon CHAPIIOY 34414427)

Limited Liability Company “UNIVERSAL AGENCY “PRO -
PHARMA”, Peremogy strect, building 9, office 20, Kyiv, 03170,
Ukraine (Identification number 3441442 7)

Hepenix B Honarxy 2
List B in Annex 2

Bepcia Horymenry/Document Version: 4




Honatox 4, muxmowaroun OYHKTH 6-8, Texuiunoro

Upoue{iypa OLIHKH PETIIAMEHTY IIOA0 MEAMYHIX BUPOGIR [ MIATHOCTHK in
anosxgHOCTI vitro, 3arsepmkcHOrO Tocranosomo Kabinery Misnicrpie
Conformity dssessment Yxpaiau Big 02.10.2013 p. Ne754

Procedure

Annex 4, excluding paragraphs 6-8, according 1o the Technical
regulation on medical devices for in vitro diagnostics approved by
Resolution of Cabinet of Ministers of Ukraine on 02 October 2013
#754

Ceprudikar npo

BiATOBIAHICTS BUMOTaM

Texniunoro permamenty

HIORO MEAMIHAX BUPOGIB  Ne UA.MD.354-21, penaxmis 02 pin 26.04.2024 (niitcruit
— AN JUATHOCTHRY in vitro 1o 26.04.2026)
Certificate of compliance # UAMD35421, edition 02 dated 26.04.2024 (valid fll
with the Technical 26.04.2026)
Regulation of medical
devices for in vitro
diagnostics

LifeSean Europe BmbM,
Darnmistrasse 19

5300 Zug. Switzeriand

fifescancom
Tepmin zit Hexnapaii
PO BiANOBiAHICTS
The validity of the
Declaration of conformity

Ho 26.04.2026
Till 26.04.2026

Hpusravenuii opran 3

ONiHKY BinnosigmoCTI T2 . .

fioro inenrudiraniani 1 OB «YKPMEICEPT» (HoMep TipHsHAYEHOrO oprasy
xon UA.TR.099)

Esiiformity nssesshihy "UKRMEDCERT” LLC (authorized body No. UA. TR 099)

body with its identification

number

HatihCran IOpon I'm6X ACKIIAPYE BUKOHAMHS OCHOBHUX BHMOT OO
MeAuYHOTo BUpOOY srigmo Texuigmoro PETrIaMenTy MO0 MEAUYHUX BHPoGIB mis
AlarHocTHKM in vitro, saTRepmxenoro ITocTanosom Kabinery Minictpie Vipaian
Bin 02 xortHs 2013 p. Ne 754, Hexmapaiis cknamena min BIATOBINANBHICTE
BEpoGHIKA,

LifeScan Europe GmbH declares the Julfillment of basic requirements for medical
device according to the Technical Regulations on medical devices Jor in vitro diagnostics
approved by the Cabinet of Ministers of Ukraine Decree of 02 Ociober 2013 # 754. The
declaration is made under the responsibility of the manufacturer.

Micue Brnaui Liyr, [pelinapis
Place of issue  Zug, Switzerland

Hinnme ynosroBaseHoi ocobu
Signature of duthorized person

Page 2 of 2

Hara mignuacy 14.03.2025
Date of signing

Hasea nocanu, 1B

Position, Full name

Regulatory  Affairs  Manager,
Qurania Peristera

Menemkep 3 peryisropHux
nuTane, Ypauisa [lepicrepa

Bepcia Jorymenty/Document Version: 4




LifeScan Europe GmbH.,
Daramsirasse 19

4300 Zug, Switzertand

fifescan.com

JOJIATOK Nel IO JAEKJIAPAILI ITPC BIINTOBIZHICTE Nel
ADDENDUM #1 TO DECLARATION OF CONFORMITY #1

Hepenix mpoayxiii
BHPODH 3 mepeniKy A
/ miepentixy B / mns ]
No | CAMOKOHTpOMO Flions MO Bupobneno na sasozi (Ha3sa,
st (zasmaumTy "A", "B" BUOE anpeca)
4 abo "C" BinnoBigHO) P ) v . Manufactured ot the plant {naine,
Devices from list A/ Name of medical device address)
List BY For self-testing
{Specify A, B, or C)
Tepenik B CrcreMa KOHTPONIK OnexcTponike IHHacTpian
List B DIBHI DIOKO3H B {(lenruxens) Ko., Jitn.
kposi OneTouch Ultra | Anxpeca: [Tosepx 7, Byuisns 1,
Plus Flex Hosepxu 1, 3A, 5-7, Bynisna 2 Ta
Blood glucose Tosepxu 2-4, Bynissig 3,
monitoring system Pamgonrmesr [ngacrpian IMapx,
(f”e Touch Ultra Plus Jorrrenr, Cican, paiion bacans,
1 Flex 518126 Mlenpwiens, ['yannys,
Kurabicexa Haponna Pecimybiika;
Flextronics Industrial (Shenzhen)
Co., Lid.
Address: 7/F, Building 1, I/F, 34/F,
5-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Park,
Longteng, Xixiang, Baoan District,
518126 Shenzhen, Guangdong, P.R
China
Tlepenix B TecT-CMY KKH JandCran Crornann Jimiten
List B OneTouch Ultra Plus | Axgpeca: Biusya ITapx Hopr,
Test — strips OneTouch Ingeprece IV2 3ED,
2 Ultra Plus Benuxo6puranis
LifeScan Scotland Limited
Address: Beechwood Park North,
Inverness 1V2 3ED, United Kingdom
Tlepenix B Tecr-eMy KKH JaiipCran Cxornang Jlimiten
List B OneTouch Select Anpeca: Biusyx ITapx Hopr,
Test - strips OneTouch Imseprece IV2 3ED,
3 Select Bemukobpuranis
LifeScan Scotland Limited
Address: Beechwood Park North,
Inverness 1V2 3ED, United Kingdom
Tlepenix B TecT-cMyXKH JlatipCran Cxornann Jlimiten
List B OneTouch Ultra Agtpeca: biusyz Iapk Hopr,
Test - strips OneTouch Iuseprece IV2 3ED,
4 Ultra Beaukobpuranis
LifeScan Scotland Limited
Address: Beechwood Park Novth,
Inverness IV2 3ED, United Kingdom
5 | Ilepenix B KouTponsnmit pozuus | biogocrixe, 1HK,
List B OneTouch Ultra Plus
Page1of3 Bepcia goxymenty/Document version Ne 4




LifeScan Ewrope Gmbi,
Dammstrasse 19

46300 Zug, Switzerdand

fifes¢an.can

BHPOOH 3 mepeniky A
/ mepeniky B/ mus )
Ne CAMOKOHTPOTHO Pl A GID BupoGniero na sasogi (nassa,
o |(3asmamTH "A, "B sk ajpeca)
4 abo "C" sinriorinHO)| N p' Y ) Manufactured at the plant (name,
‘ Devices from list A/ Name of medical device address)
List B/ For self-testing
(Specify 4, B, or CJ
Control solution Anpeca: 7 JaxexcoH Poyaz,
OneTouch Ultra Plus Hererc, MA, 01434, CIIA
Bionostics, Inc.
Address: 7 Jacksor Road, Devens,
MA 01434, USA
6 | Ilepenix B Konrponsruit posaus | Bionoctike, [ak.
List B OneTouch Select Anpeca: 7 Jxexcou Poyn,
Control solution Hesenc, MA, 01434, CIIIA
OneTouch Select Bionostics; Inc.
Address: 7 Jackson Road, Devens,
MA 01434, US4
7 | Hepenix B CHeTeMa KOHTPOIIO Mriexcrpodike Inpacrpian
List B PIBHA TIIOKO3H B (Ilferpwxens) Ko., Jixm.
kposi OneTouch Anpeca: Tlopepx 7, Bynaisna 1,
Select Plus Simple Homepxu 1, 3A, 5-7, byanisist 2 1a
Blood Glucose [Mosepxw 2-4, Bynisns 3,
Monitoring System Pannonrmenr Ingactpian [Mapxk,
OneTouch Select Plus Jlourtenr, Cican, pation baoaus,
Simple 518126 1llenswxens, yannys,
Kuraticexa Haponra PecyGnika;
Flextronics Industrial (Shenzhen)
Co., Ltd
Address: 7/F, Building 1, I/F, 34/F,
5-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Park,
Longteng, Xixiang, Baoan District,
518126 Shenzhen, Guangdong, P.R
China
8 | Hepenix B HaGip «Cucrema Ornexerponike [HnacTpian
List B KOHTPOJHO PiBHSA (Ilenpuwxens) Ko., JiTa.
TIFOKO3H B KPOBI Aupeca: Tosepx 7, Byaisms 1,
OneTouch Select Plus | IMosepxu 1, 3A, 5-7, Byzirna 2 ta
Simple + Tect emyxku | [osepxw 2-4, Bynisng 3,
OneTouch Select Plus | Paunonrmenr [ugacrpian [iapk,
50 wrr» Jourrenr, Cicsn, palios baoaus,
Kit “Blood glicase 518126 1llenswxens, yanunyn,
monitoring system Kuraticeka Haponua PecriyOrika;
OneTouch Select Plus Flextronics Industrial (Shenzhen)
Simple -+ test strips Co., Ltd
OneTouch Select Plus 50 | Address: 7/F, Building 1, 1/F, 34/F,
pe” 5-7/F, Building 2 and 2-4/F, Building
1 3, Rundongsheng Industrial Park,
Longteng, Xixiang, Baoon Districi,
518126 Shenzhen, Guangdong, P.R.
China
Page 20f3 Bepcia goxymenty/Document version Ne 4




tLifeSoan Europe GrmbH,
Damnistrasse 19

6300 Zug, Switzertand

lifescan.con

BHpOOH 3 Iepeniky A
/ nepeniky B / ans _
e CAMOKORTPOITIO Hatai Memisoro BupoSreno na 3aBoxi (Hassa,
. (zazmauuTir "A", "B" ] v anpeca)
abo "C" inmoBinHo)| BH}DO. Y . Manufactured at the plant (name,
# Devices from list A/ Name of medical device address)
List B/ For self-testing
(Specify 4, B, or C)
9 | Ilepenix B Habip «Crerema Oriexerponice Innacrpian
List B KORTpoIio piBHs (Llenrpwxens) Ko., JITo.
TIHOKO3H B KPOBI Anpeca; Tlosepx 7, bymirns 1,
OneTouch Select Plus | Tlosepxu 1, 3A, 5-7, Byzisng 2 Ta
Simple + rect cmyxxu | Tlorepxu 2-4, Byninms 3,
OneTouch Select Plus | Pamnorrmenr lunactpian [apx,
100 mry» Jlonrrenr, Cicanx, paiion Baoaus,
Kit “Biood glucose 518126 lllenrumens, | yauayH,
monitoring system Kuraiicexa Haponsa PecriyOrika;
OneTouch Select Plus Flextronics Industrial (Shenzhen)
Simple + test strips Co., Ltd
OneTouch Select Phus Addyess: 7/F. Building 1, 1/F, 34/F,
100 pe” 5-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Park,
Longteng, Xixiang, Baoan Districi,
518126 Shenzhen, Guangdong, P.R.
China
10 | Iepenix B TecT-eMy KK JadhCran Crornann JlimMiten
List B OneTouch Select Plus | Anpeca: Biasyn Tlapx Hopr,
Test - strips OneTouch Inpeprece IV2 3ED,
Select Plus Bemakobpurasis
LifeScan Scotland Limited
Address: Beechwood Park Norih,
Inverness V2 3ED, United Kingdom
11 | IMepenix B Konrponenuit pozaun | Biorocrike, T8k,
List B OneTouch Select Plus | Anpeca: 7 Jxexcon Poya,
Control solution Jerenc, MA, 01434, CIIHA
OneTouch Select Plus Bionostics, Inc.
Address: 7 Jacksonw Road, Devens,
MA 01434, USA

Micie pugani Lyr, [sefiuapis
Place of issue Zug, Switzerland

[ligmic ynoeHoBaxkeHOT 0c0OH
Signature of Authorized person

Page30of3

Hara nignucy
Date of signing

14.03.2025

Hassa nocamu, [1b
Paosition, Full name

Regulatory Affairs Manager, Ourania
Peristera

Meneipkep 3 PEUYRATOPHHX —NHTaHb,
Ypanisg [lepicrepa

Bepcia porymenty/Document version Ne 4




80047

CEPTUDIKAT

npo BiAnoOBIAHICTb BUMOTam
TexHIYHOro pernaMeHTy o0 MeUYHUX BUPOobiB

3apeecvpoBanuit y Peecrpi

«26» KBiTHA 2024 p.

_ N2UA.MD.354-21, pepaxuin 02
 BiitcHmii po «26» KBiTHA 2026 p.

‘  lwm CePTHDIKATOM NOCBIQUYETHES, 110 3ab6e3neueHns hyHKUIOHYBAHHS KOMNNEKCHOT CHCTEMY
. 3abeanevensn ,mmcn Ha eTanax npeeg}ifyaaaus, pozpoﬁneﬁm, Bnpoﬁuuuma i oCTarouHOl nepesipn

‘ ‘ i acame:
» ;’n numpnoaauun plsun rSHOKO3M
: . B l(poal Ta Ko ;~ponbﬂux poatm_v is il
(nepe;tm npogyxu,u 3a3H Reno Ha oauilt cmps.ﬂ us,qo;:,amy O qmm ceprrmbmaw)

Guangdeng, P.R. China
- LifeScan Scotland Limited, 3a agpecow:
- Bionostics, Inc., 3a agpecoio: 7 Jackson Road D

YIOBHOBAKeHWi NPEACTABHUK B YKpaiHi:

ATEHTCTBO «[1PO-MAPMA>, ‘

3a agpecow: syn. lNepemori, 6ya. 9, O¢I620

TOBAPUCTBO 3 OGMEKENOI0 BIANOBIRANbHICTIO «YHIBEPCANBHE

, M. Kuis, Yrpaina, (33170 Kog EQPHOY 34414427

signosigac BuMoram TeXHiNKoro pernamenTy Koo uep,mugﬁx m:poﬁm PR plarsocTuky in vitro,

3areeppKeHoro nocradosol Kabinery Miwicrpis Yrpainw Ne 754 pig 02.10.2013. fpouepypa ouinim signosigHocTi
nposegesa 3righo 2 gogareom 4 «[opapok nposesedHs npousaypyn 3abesnevenys GYRKUIOHYBAHHR KOMINEKCHO!
cucremn sadesneyeHHs sxocT (33 BUKNIDJYeKHa# . 6-8).

KowTpons eignopigrocyi Meguunux pvpobis BMMOraM 333HaYeHOTD TEXHINHOIO PernaMenTy 3RCHIOETHCR WARXOM
narnagy, nepiogyunicTs | npoueaypy SKOTD PErnaMeHTVIOTLCR NPoLeSYPanMy GRIrady 3 ouiHky signogigHocTL.

Opran 3 ouinky signosigroctri TOB «VKPMEACEPT» npwanaqeﬂwm Mmemmmm Yxpamu, 33 :,qenmd)maqmnm
womepom UATR.09Y, agpeca: syn. [iparosssops
https://ukrmedcert.org.ua
Ha nigcrasi Phuenns O0B TOB «sYKPMELQCER D210 ' Big 26.04.2024.

AupexTop “isax BABUKIH

° - s

epesipwTH B Peecrpi Ha canTi
fgxm TE 39 Yo +38-067-585-02-30

Yuunicrs ceprmdikara Bip,ﬁﬁ
https:/fukrmedcent s

4




Nepenixk B flogaTky 2
Ao TexHiNHOTO pernaMeHTy WOAC MepuuHuX Bupobis pns giarHocTukn in vitro

Meafn Ha3Ba MeuuHOro 81 poby anrRiHCEKOI0 MOBOIS Hasea MeMuHoro Bupoby YKDATHCBKOIO MOBOIO
Blood glucose monitoring system OneTouch Litra Plus | CHCTEMA KOHTRORIO DIBHA FAIOKOaH 8 Kposi OneTouch Ultra Plus
L i Flex Flox
2 { Test-strips OneTouch Select ' Tect - vy OneTouch Select
2, Test - strips OneTouch Ulira Tecy ~ casymuen OneTouch Ultra
4, Test - strips OneYouch Ultra Plus ' Tect - cmysac OneTouch Ultra Plus

5, “{ Control solutien énﬁﬁu&:h UltraPlus k@ﬂ‘i‘gﬁﬁﬂbﬂuﬁ poauns OneTouch Ultra Plus

8. Cani?@\sg ttionOneTouch S¢d Kompaﬁsméﬁ;;méwn OneTouch Select

Blood Glucose Monitoring System OneTouch Select Plus CHCTEMa KOHTPORO PIENRFAIOKO34 B Kposi OneTouch Select Plus
7. | Simple Simple: .

3. Y Test- strips OneTau»:h Select Plus fé{:ﬁ* i E:#@Mu Orne’fcié&:%é Seiect Plus

; | §;‘ ution 0"970“‘\“355 KO”ME&@ souuH OneTouch
Kit @é’&aéd Glucese 'Monité‘x;ng'ﬁ”ﬁyﬁtém OneTouchseiect Habip «cw&émé :kg;ﬁmoﬂ_zo pim;ﬁ msa;ée;ﬁ 8 kposi OneTouch
10 ‘Plus Simple +test strips OneTouch Select Plus 50 po» Selact Plus Simple + Tét:?cumku OneTouch Séié;t’f?ius 50w
Kit «Blood Glucose Monitoring Syste&g ﬁé‘?‘xﬁuch Select Hzeégp «Cucrema uoamm iBHS FAIOKO34 ﬁékﬁcaﬁ OneTouch
11 * Plus Simple + tost strips OneTouch Sefect Plus 100 pes Select Plus Simple + Tecr ey OneTouch Select Plus 100 wr»
‘ ' : t%{i&é&é;:ﬁepeniuy |
lcropin ceprndikary
Penakuin fipumuna sMinu - fara
01 Mepwe BuganHs " o ) 27.04.2021
02 o Bﬁina agpecu BUpobHiska - ) ' 76.04.2024
OupexTop Isak BABUKIH
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LifeSean Ewrope CimbH,
Damnistrasss 19

4300 Zug, Switzeriand

HEKJIAPALIIA ITPO BITIOBIIHICTD Nel
DECLARATION OF CONFORMITY #1

Haspa MeanuHoro supoby
Name of medical device

Bupobmuk:
Legal Manufacturer:

BupoGnero Ha 3aRoAi:
Manufactured at the plant:

VroepHORaKEHHHA
NIPEICTaBHHK BHPOOHHKA
B YKpaiHi:

Authorized vepresentative of
the marmfacture in Ukraine:

Kiracadikamis 3rigao
Texniuporo pernaMenry
OO MEIMHHAX BUPOOIB
IS TIaTHOCTHKY in Vitro,
3ATBEPIOKEHOTO
INocranosoro Kabinery
Minicrpie Vkpaiuu Ne754
Bix 02 xowraa 2013 p.
Classification according to
Technical regulation on
medical devices for in vitro
diagnostics, approved by
Decree of Cabinet of
Ministers of Ukraine of 02
October 2013 #754

Page1of 2

Crucrem nns BUMIpIOBaHHS PIBHS IVTIOKO3M B KPOBI, Tect-
CMYXOK U4 BMMIpIOBaHHA PIBHA IVHOKO3M B KPOBi Ta
KOHTPOIBEHUX Po3urHiB (2rinxo lomarky Nel)

Blood ghtcose monitoring sysiem; iesi-sirips for blood glucose
monitoring, control solutions (according 1o Addendum #1)

JlatidCkan I0pon TmGX

Anpeca: lammurrpacce 19 6300 Liyr, [Uselnapis.
LifeScan Europe GmbH

Address: Dammstrasse 19 6300 Zug, Switzerland

Onexcrporire Mgactpian (lennwrens) Ko., T
Anpeca: Tlosepx 7, Byaisns 1, [loepxu 1, 3A, 5-7, Byuisis
2 ta Ilosepxu 2-4, Bynisns 3, Panmourmenr IHmactpian
IMapx, Jlomrrenr, Cicaw, pafios bBaoans, 518126
lenpwkens, I'yanayn, Karaitcska Haponna Peciy6rnixa;
JaiidpCran Crotnana Jlimiten
Anpeca: biusyn [Ilapx Hopr,
Benmkebparanis;

Bioroctike, IHk.

Anpeca: 7 Jixexcod Poyy, Heserc, MA, 01434, CHIA.
Flextronics Industrial (Shenzhen) Co., Ltd

Address: 7/F, Building 1. 1/F, 34/F, 5-7/F, Building 2 and 2-4/F,
Building 3, Rundongsheng Industrial Park, Longileng, Xixiang,
Baoan District, 518126 Shenzhen, Guangdong, P.R. China;
LifeScan Scotland Limited

Address: Beechwood Park North, Inverness 1V2 3ED, Unifed
Kingdom,

Bionostics, Inc.

Address: 7 Jackson Road, Devens, MA 01434, USA

Togapucrso 3 OOMEXEHOIO BIATIOBIAAABHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «I[IPO-©APMAx»,

By Ilepemorn, Gyx. 9, odic 20, M. Kuis, 03170, Vkpaiua
(xon EAPITIOY 34414427)

Limited Liability Company “UNIVERSAL AGENCY “PRO -
PHARMA”, Peremogy street, building 9, office 20, Kyiv, 03170,
Ukraine (ldentification number 34414427)

TuBeprecc I1V2Z 3ED,

[Mepesiik B Jlonatky 2
List B i Annex 2

Bepcin SokymenTy/Document Version: 3




LifeScan Europe GmbH,
Jammstrasss 19

8200 Zug, Switzerlend

Bfescarcam

7
e, .
RS
ks I

Kon YKT 3E]

Nomenclaiure code

Hponenypa ouinkn
BIATIORIAHOCTI
Conformiiy Assessment
Procedure

Ceprndikar mpo
BiNTIOBITHICTS BUMOTAM
Texniunoro pernamenry
OA0 MeAWIHIXK Bupobis
AT QIarHocTHRA in vitro
Certificate of compliance
with the Technical
Regulation of medical
devices for invitro
diagnostics

Tepwmin nii Hexnapauii
TIPO BiMNOBIAHICTE

The validity of the
Declaration of conformity

Ilpussadesnii opras 3
ONIHKH BiIOBIAHOCTI Ta
ftoro izerTudikariiumni
Kon

Conformity assessment
body with its identification
number

9027 8011 90

Homaroxk 4, Bukmowaoud OYHKTH 6-8, TexmiyHOro
PCTRaMEHTyY LHIONC MENWUHKX BEPOOGIB Mg MarHocruky in
vitro, 3areepmxenoro [Toctanosoro KaGiwery Minicrpis
Yxpaiaw ix 02.10.2013 p. Ne754

Annex 4, excluding paragraphs 6-8, according to the Technical
regulation on medical devices for in vitro diagnostics approved by
Resolution of Cabinet of Ministers of Ukraine on 02 October 2013
#754

Ne UAMID.354-21, penaxmis 02 Big 26.04.2024 (miticnaii
10 26.04.2026)

# UAMD354-2], edition 02 dated 26042024 (valid 6l
26.04.2026)

Jlo 26.04.2026
Till 26.04.2026

TOB «YKPMEJICEPT» (HOMEp NpPU3HAYEHOTO OpraHy
UA.TR.099)
“UKRMEDCERT" LLC {authorized body No. UA. TR.099)

JafipCran KOpon I'm6X mexiapye BUKOHAHHA OCHOBHHX BUMOT IIONO
MEIFIHOr0 BHPOOY 3rifHo TeXHIMHOTO perniaMenTy 1HO/O MEIMIHIX BUPOGiB s
JIarHOCTHKE in vitro, 3ateepmikenoro Ioctanosoro KaGinery Minmicrpis Vxpaiau
Bix 02 woerHs 2013 p. Ne 754, Jeidiaparnis ckiuazena mig BiamosimanbaicTs

BUpoGHUKA.

LifeScan Europe GmbH declares the fulfillment of basic requirements for medical
device according to the Technical Regulations on medical devices for in vitro diagnostics
approved by the Cabinet of Ministers of Ukraine Decree of 02 October 2013 # 754. The

declaration is made under the responsibility of the manufacturer.

Micue pugaui Lyr, llsefinapia
Place of isswe  Zug, Switzerland

Tinnuc ynosnopakenol ocobu
Signature of Authorized person

~,

§ af g o
IR

®

Page 2 0of 2

Hara migmacy 01.05.2024
Date of signing

Hazga mocanu, [1IB
Position, Full name

Regulatory  Affairs  Manager,
Qurania Peristera
Mesemkep 3 peryiaTOpHHX

nutans, Ypayis [epicrepa

Bepcia Jorkymenty/Document Version: 3




JIOJTATOK Nel JIO AEKJIAPALIT [TPO BITTOBIHICTD Nol
ADDENDUM #1 TO DECLARATION OF CONFORMITY #1

Hepemix mpoayxiii
BHPOOY 3 Mepeniky A
/ nepenixy B / qia
N CAMOKOHTPOITEO Ha3pa MEIHIHOTO Bupobseno Ha 3aroxi (Ha3sa,
o/ |(383H2uRTH "A", "B - azpeca)
6o "C" Bignosinko) . poby Manufactured at the plant (name,
y [a00" ANOBINKO)| , . P
Devices from list 4/ Name of medical device address)
List B/ For self-testing
{Specify 4, B, or C)
Itepenix B Cucrema KOHTPOIO Pnexcrponike Iuaacrpian
List B PIBES DITIOKO3M 8 (Ilensuxens) Ko., Jitu.
kposi OneTouch Ultra | Aapeca: TTorepx 7, Byaisms 1,
Plus Flex Hosepxu 1, 3A, 5-7, Byairns 2 ta
Blood ghicose Tosepxu 2-4, Byaisna 3,
moniloring system Pannonrenr tanactpian llapk,
OneTouch Ultra Plus Jlourrenr, Cican, pation Baoans,
, Flex 518126 Hlenpuens, Myannys,
Kuraiicexa Haponua Pecriybrika;
Flextronics Industrial (Shenzhen)
Co., Ltd.
Address: 7/F, Building 1, 1/F, 3A/F,
5-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Park;
Longteng, Xixiang, Baoan District,
518126 Shenzhen, Guangdong, P.R.
China
[epenix B TecT-cMyxKu JlaitpCran Crornany Jlimiten
List B OneTouch Ultra Plus | Axpeca: Biusya Hapx Hopr,
Test —strips Onelouch | Imeepuece IV2 3ED,
2 Ultra Plus BenukoSpuTtania
LifeScan Scotland Limited
Address: Beechwood Park North,
Inverness 1V2 3ED, United Kingdom
ITepenix B Teer-cmysnxu JaitdpCran Crornamy dimiten
List B OneTouch Select Anpeca: biusyn apk Hopr,
Test - strips OneTouch ImBeprece V2 3ED,
3 Select Benuxobpurasis
LifeScan Scotland Limited
Address: Beechwood Park Norih,
Inverness IV2 3ED, United Kingdom
Hepenik B TecT-cMyXKH JaidpCran Crorman Jlimiten
List B OneTouch Ultra Appeca: Biusyx TTapx Hopr,
Test - strips OneTouch ImBeprecc 1V2 3ED,
4 Ultra BenukobpuTania
LifeScan Seotland Limited
Address: Beechwood Park North,
Inverness IV2 3ED, United Kingdom
5 | Hepenik B Keurpomsuuii pozuns | Biowocrtike, [ak.
List B OneTouch Ultra Plus
Pageliof3 Bepcin goxymerty/Document version Ne 3




tifeSean Europe BmbH,
Oammstrasss 9

H300 Zug, Switzerand

fifgsoameam

BpobH 3 nepeniky A
/ nepeniky B / mis

Bupo€rero Ha 3asoxni (Hassa,

No | CAMOKOHIPOHO Hasea menwusioro
sy (zazmayutu "A", "B" 5 agpeca)
W v : BHpO Oy
4 ato "C BI,ELHOBlﬂHQ) Hom dical devi Manufoctured at the plant (name.
Devices from list A7 ame of medical device nddress)
List BY For self-testing
(Specify 4, B, or C)
Control solution Anpeca: 7 [xexcon Poyu,
OneTouch Ulira Plus Jlesenc, MA, 01434, CLIA
Bionostics, fnc.
Address: 7 Jackson Road, Devens,
MA 01434, USA
6 | lepenix B Konrponsauii pozunn | BioHocrike, Tnk.
List B OneTouch Select Appeca: 7 Jlxexcon Poyn,
Control solution Hesene, MA, 01434, CHIA
OneTouch Select Bionostics, Ine.
Address: 7 Jackson Road, Devens,
M4 01434, US4
7 | Hlepenix B CHeTeMa KOHTPONIO OnexcrpoHike InpacTpian
List B PiBHA TITIOKO3Y B (Ulenswxens) Ko., JiTn.
xposi OneTouch Anpeca: Tosepx 7, byaigns 1,
Select Plus Simple Tlorepxu 1, 3A, 5-7, Byaisnsa 2 1a
Blood Glucose INosepxu 2-4, Byxisng 3,
Monitoring System Pauponrmenr unacrpian Tlapk,
O_”ETWCh Select Plus Jlonrrenr, Cicsn, paiion Baoans,
Simple 518126 tlenbuxens, ['yanays,
Kuraiiceka Hapoana PeenyOirika;
Flextronics Industrial (Shenzhen)
Co., Lid
Address: 7/F, Building 1, I/F, 34/F,
3-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Park,
Longteng, Xixiang, Baoan District,
518126 Shenzhen, Guangdong, P.R.
China
8 | Hepenix B Ha6ip «Cucrema Orexcrporike InmacTpial
List B KOHTPOIIO PiBHA

IJIEOKO3H B KPORI
OneTouch Select Plus
Simple + TecT CMyIKKH
OneTouch Select Plus
50 oy

Kit “Blood glucose
monitoring system
OneTouch Select Plus
Simple + test strips
OrneTouch Select Plus 50
pe”

(Wensywxens) Ko., Jita.

Anpeca: Tlosepx 7, bynisng 1,
Hogepxu 1, 3A, 5-7, Byznigna 2 1a
Tosepxu 2-4, Byisns 3,
Pannonrorenr Ingactpian Ilapk,
Jourrenr, Cicsan, pafion baoaus,
518126 Ulenbwikens, I yamiyu,
Kuraticeka Haponna PeciryGiika;
Flextronics Industrial (Shenzhen)
Co., Ltd

Address: 7/F, Building 1, L'F, 34/F,
5-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Pavk,
Longteng, Xixiang, Baoan District,
518126 Shenzhen, Guangdong, P.R.
China

Page20f3
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BUpOOH 3 TIepeniky A
/ mepenixy B / mus )
Ne CAMOKQHTPOMO Ha483 MSIHIHOLO Bupobieno Ha 3arofi (Hazsa,
- (zazmaumT "A", "B" — anpeca)
4 abo "C" Bianopingo) J Y i Manufactured ot the plant (name,
Devices from list A/ Name of medical device B
List B/ For self-testing
(Specify A, B, or )
9 | Ilepenix B Habip «Crecrema daexctporike [nnacrpian
List B KOHTPOITO PiBHsi (Ilervuxens) Ko., JITa.
IHIIOKO3U B KPOBI Anpeca: ITosepx 7, Bynisns 1,
o OneTouch Select Plus | TTosepxu 1, 3A, 5-7, Bynisns 2 ta
Simple + Tect emyxxn | Tlosepxu 2-4, Byaisna 3,
L A OneTouch Select Plus Pasnonrnuenr Inacrpian Iapk,
6300 2ug, Switzeriand 100’1111“» Jlonrrenr, Cican, patton Bacans,
Kit “Blood glucese 518126 llenswxens, Uyanmy,
ssean o monitoring system Kuraticeka Haponna Pecry6aika;
OneTouch Select Plus Flextronics Industrial (Shenzhen)
Simple + 1est strips Co., Lid
OneTouch Select Plus Address: 7/F, Building 1, 1/F, 34/F,
100 pe” 5-7/F, Building 2 and 2-4/F, Building
3, Rundongsheng Industrial Park,
Longteng, Xixiang, Baoar District,
518126 Shenzhen, Guangdong, P.R.
China
10 | Mepenix B TecT-cMyKKu JlatihCran Crotnamn JTimitex
List B OneTouch Select Plus | Axpeca: Biusyn [apk Hopr,
Test - strips OneTouch Inpeprecc IV2 3ED,
Select Plus Benukobpuranis
LifeScan Scotland Limited
Address: Beechwood Park North,
Inverness fV2 JED, United Kingdom
11 | Tlepenix B Konrponsunii posuunn | Biodocrike, HK.
List B OneTouch Select Plus | Anpeca: 7 xexcon Poyx,
Control solution Jerenc, MA, 01434, CIHA
OneTouch Select Plus Bionostics, Inc.
Address: 7 Jackson Road, Devens,
MA 01434, US4

Micue punaui Llyr, Hiselinapis
Place of issue Zug, Switzerland

Hara nigmmcy

Diate of signing 01.05.2024

[Tigmuc yrnoBRoBaxeHot 0cobH
Signature of Authorized person

Hazea nocany, 116
Position, Full name

Regulatory Affairs Manager, Ourania
Peristera

MeHemxep 3 PEryisTODHEX —ITHTAH.,
VYpasnis [Tepicrepa

Page 30of3
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CHCTEM MEHeJUEKMeHTY

CEPTU®BIKAT

Npo BiANOBIAHICTb BUMOram
TexHiYHOro pernameHTy WoA0 MeaguyHUX BUpobis

3apeecTpoBaHum y Peectpi
«26» KBiTHA 2024 p.
Ne UA.MD.354-21, pepakuis 02
RiAcHniA B0 «26» KBiTHSA 2026 p.
Linm cepTubikatom noceiguyeThes, o 3abesneyeHHs QyHKLIOHYBaHHS KOMNIEKCHOT CUCTEMM
3abe3neueHHs AKOCTI Ha eTanax NpPoeKTyBaHHS, po3pobneHHs, BUPO6HWULTBA | OCTaTOUYHOI NepeBipKK

MeauuHux BUpo6iB ans aiarHOCTMKM in vitro, a came:
Cuctem ana BUMIPIOBaHHA PIBHSA I/1I0KO3M B KPOBi, TECT-CMY)XOK A/1Sl BUMIDIOBaHHSA PiBHA IIIOKO3U

B KPOBi T2 KOHTPOJIbHUX PO34UHIB
(nepenik npoaykuji 3a3Ha4eHO Ha OAHIN CTOPIHLiA0AATKY 0 LbOro cepTudikary)
o Bupobnsiorbesn: LifeScan Europe GmbH
3a agpecoio: Dammstarsse 19 6300 Zug, Switzerland
Ha BUpo6HuuTBaX;
- Flextronics Industrial (Shenzhen) Co., Ltd., 3a agpecoto: 7F, Building 1, 1/F, 3A/F, 5-7 /F, Building 2, and 2-

4/F, Building 3, Rundongsheng Industrial Park, Longteng, Xixiang, Baoan District, 518126 Shenzhen,
Guangdong, P.R. China

- LifeScan Scotland Limited, 3a appecoto: Beechwood Park North, inverness IV2 3ED, United Kingdom;

- Bionostics, Inc., 3a agpecoto: 7 Jackson Road, Devens, MA 01434, USA.

YNOBHOBaXeHU# NpeaCcTaBHUK B YKpaiHi: ToBapucTBo 3 o6MexeHoo BignosiganbHicTio «YHIBEPCA/IbHE
AFEHTCTBO «NPO-®APMA»,
3a agpecoio: Byn. [Nepemoru, 6ya. 9, ogic 20, M. Kuis, YkpaiHa, 03170, kog EIPTIOY 34414427

Bignosigae BuMoram TexHIYHOro pernaMmeHTy WoOAO0 MeguuHUX BUpo6is ann giarHocTuky in vitro,

3aTBepLKeHOro noctaHoBow KabiHeTy MiHicTpiB YkpaiHn Ne 754 Big 02.10.2013. Mpoueaypa OuiHKM BignoBigHOCTI
npoBeaeHa 3rigHo 3 popatkom 4 «Mopsaok npoBefeHHs npouesypu 3abesneyeHHs QYHKUIOHYBaHHS KOMMIEKCHOT
cucTeMu 3abe3neyeHHs SKOCTi» (33 BUKAIoUEeHHSM nin. 6-8).

KoHTponb BignosigHOCTi MeguuHux BUpo6iB BUMOram 3a3HA4Y4€HOro TEXHIYHOrO perfaMeHTy 3gIACHIOETBCS LWISAXOM
Harnsgy, nepioguyHICTb | Npoueaypw AKOro pernaMmeHTyIoThbCa NpouefypaMm OpraHy 3 OLiHKKW BignosigHOCTI.

OpraH 3 ouixkku signosigHocTi TOB «YKPMEACEPT» npu3HaueHuit MiHekoHOMiKKM YKpaiHw, 3a igeHTudikauiiHnm
Homepom UA.TR.099, apgpeca: syn. [paromaHim o, 2, m. Kui, 02059, YxpaiHa, Ten.: +38-067-595-02-30,
https://ukrmedcert.org.ua RN

AwnpexTtop “Isan BABUKIH

YunHicTb cepTudikara Bigny pesipuTy B PeecTpi Ha caifTi
https://ukrmedcert.org.ua va 33 ves. +38-067-595-02-30
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Ceprudikat Ne UA.MD.354-21
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Nepenik B flopaTky 2
A0 TexXHIYHOro pernaMmeHTy WoAoC MeguYHUX BUPOGIB Ans piarHocTuku in vitro
Ne3/n Ha3Ba MeMuHOrO BUPOGY aHT NiCLKOI0 MOBOIO Ha3sa meguuHoOro supoﬁy ykm?HCbkom MOBOIO
Biood glucose monitoring system OneTouch Ultra Plus § Cucrema xoHTpPOAIO piBHs rAI0K03Y 8 Kposi OneTouch Ultra Plus
L Flex Flex
2. Test - strips OneTouch Select Tect —mcmyxcxu OneTouch Select
3 Test - strips OneTouch Ultra Tect - cmymwx OneTouch Ultra
4 Test - strips OneTouch Uitra Plus Tect - eyt OneTouch Ultra Plus
5, Control solution OneTouch Ultra Plus Koutponssuii po3uns OneTouch Ultra Plus
6. ControlsolutionOneTouch Select KontponbHuii posunns OneTouch Select
Blood Glucose Monitoring System OneTouch Select Plus | Cucrema xouTponio pisHa rioxo3u B kposi OneTouch Select Plus
I8 Simple Simple
8. Test - strips OneTouch Select Plus Tecr - cmymu OneTouch Select Plus
g, Control solution OneTouch Select Plus Kontponstuid poaunt OneTouch Select Plus
Kit «Blood Glucose Monitoring System OneTouch Select | Habip «CucteMa xoHTPOAK piBHA rAOKO3KM B Kposl OneTouch
10. Plus Simple + test strips OneTouch Select Plus 50 pes Select Plus Simple + Tect cMyxin OneTouch Select Plus 50 wrs
Kit «Blood Glucose Monitoring System OneTouch Select | Habip «Cucrema xonvponio pisds FaioKo3u 8 Kposi OneTouch
il " Plus Simple + test strips OneTouch Select Plus 100 pe» Select Plus Simple + vecy cmyku OneTouch Select Plus 100 wr»
Kivels nepeniky
IcTopis cepTudikary
Pegakuin MpuynHa 3miHK [Jarta
01 Mepwe BugaHHsa 27.04.2021
02 3mina agpecu Bupobumka 26.04.2024
AupexTop Iean BABUKIH
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HAEKIAPALIS (PO BY BIIOBIIHICTS Moy
DECLARATION OF CONFORMT Y #1

Cxerema o BAMIHOBIHAS PIBHS PUsOKON B KPOBI, Te¢t-
HHHOTO mip@ CMYWKE s mmx;&mparﬂm PIBHA ISHOKOSM 8 Kposi 1g
of ROHTROREE po3twung {svisa Haoxarxy Ne 1)
Bleud ghvcease mOnlring Systen fes strips SJor Blood gluense
mopitoving uiiil?')[ solutfons focee g 1o dddendwn $1,

&

Jiaﬁdﬁ“mﬂ?@paﬂ “MEX
Axpeca: UyBeavmrrpacee 34 CH-6300 Wyy, Ipetinapis,
LifeScan Furope Gmbit

Addvess: Gubelvirasse 34 CH-6300 Zug, Swi

Bapodume
Leged Samdacturer.

Drexerponie Iraerpias {UWearorens) Ko, Jiv A
Anpeca: Hosepx 7, Byniaag 1, }"Tumpm 1, 3A, $-7, Byaisas
2 Ta ﬂoxsepxsi 14, byxisus 3, Pasmonrmenr Tugs ik
Hapr, Ny oy, Cloan, paion ham%\ 5 18126 Ienswens,
hauﬂyu Krraftonxg Hapcuwa? cerniniKag
HatipCran Cror :
Aapeea: Biusyn Thapk Hop1 lwseprece IV2 3ED,
BomkeSpuranis

Bupobaesno wa sasoni: Biowoevixe, [nx.

Manufucrred at shepdary. Anpecar 7
Flextron

M4, 01434, CHIA.

. L Shelding 2 ot

Hng fzaz’us{; il Park, Lome
REET e =\zmz:!zen, Gurngdang, P& China:

S; < Se ul/dhci Linsitad

dddress: Beechwood Pork Nowth, Invernsgs 773

&mfgf:mm

Lipited

! : & QI3 US4
Toraprorgo 3 ofivereHo BRSO g aioro
<YHIBEPCANLHE ATEHTCTRO «TIPQ-BAPMA Y,
Yoosuerawenui sy, Mepemors, m'f{ 3, ofic 20, M. Kads, (5170, Vipaima
APCACTARNAK BupoGHIKa {xox €1
B Yipainh: {aris n{mm;opy },n\nmssa.x\wom APICraBuky  Big
Authorized represexicgive of 05.01.2021
.x'.?;f;e manufacture v Ukeadne: Limied Tiabitioy © vimpany ERSSL AGENCY PR -
‘ PHARMA” B SSPRHIOEY Street, :‘m!ﬁe,mfﬁ-‘ fitce 20, Ky, 83§ 1
Ulrtdne  cldeniifoation mumber 441 $825 freeording  do
Sutharised Representaiive A graement deded G5 63,3021

Kracmbleands wig
Texniumoro pe
W00 MeAHIRIK Bupobin

XA ArBOCTRRY f Vitro,

SRTBEPIDKEHOTD o
HQV‘*CI‘SHDBO 10 Kad ii-l{‘.T}-’ lk’QCJIK 53 ,z‘i(}‘,‘.’-;ﬁi‘lfl'\‘;}"i 2
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