Ceprudukar BbIycKa— Y KpaHHa
®opmMma
HNaenTHdHKAaTOp AOKYMEHTA: Bep.: 01 Ces3aHHBI JoKyMeHT: W1-002863, WI-
Dopma-106629 003193
Ceprudgukar BbIIIyCKaA
BupoéHuk JlaitpCran Cxotnann JliMiTen
(Lifescan Scotland Limited)
IIpoaykT - Tect emykkn OneTouch Ultra
Homep naprii roropoil mpoaykmii 4857555
BHyTpiniHid HOMep IOTOBOI'0 NPOAYKTY 02082808 ‘ A
Kondirypanist ymakoBkH i MapKyBaHHSA JJI5
KpalHH MOCTAYAHHS OTU cmyxkn 2x25 UA (LE)
JaTa BUpoGHNIITBA 14 moToro 2022
IIpuaaTHHH 10 09/2023
KinbkicTh YHakoBok 4870
Craryc yIakoBKH IToBHe naKyBaHHSA
Koa kagiopysanHs 25
Indopmainia npo KOHTPOJIbHHI PO3YHH 110-149 6,1-8,3
MI/ MMOITB/IT
PireHb rinokoin B memxax TounocTi KpoBi PizHnns cepeaHix 3Ha4ueHb
Pigens 1 1,02 -3,84
SDB < 3,5 Mr/aa Big -6,8 10 5,2 Mr/an
He 3acTocoByeThest He 3acTocoByeThest
SDB eia 3,5 710 3,75 mr/aa Big -6,3 no 4,7 Mr/on
He 3acTocoBYEThES He 3acTocoBY€eThes
SDB eia 3,75 g0 4,5 mr/aa Big -4,3 no 2,7 Mr/on
Pigens 2 1,79 -4,07
SD%B <5,5 % Bix -7,5 10 4,5 %
Pigens 3 1,42 -1,24
SD%B <5,5 % Bix -4,2 10 5,8%
Pipenn 4 1,58 -1,24
SD%B <5,5 % -4,2 10 5,8 %
PiBenn 5 1,52 -0,62
SD%B<5,5 % -2,8 10 7,2%
Pigenn 6 1,68 -4,30
SD%B <5,05 % -4,6 10 9,4%
He 3acTocoBY€eThES He 3acTocoByeThes
SD%B 5,05 10 5,5 % -3,6 1o 8,4%
B me:xax TouHocTi mapTii 1,64 He 3acTocoByeThCH
(xpiM piBH#a 1) SD%B <5,05 %
3aTBepPAAKeHO ITionuc Laura Ashcer

(Im'sx Ta Iligmmc)

Binnin satesmeuennd axocti

KPHTEPISIM BHITYCKY.

TEMPLATE-00311 Rev 02 Kondigeruiiina Ta npusatHa iHbopmais

Cropinka 13 1



tifaScan Europe, GmbH,
Gubefstrasse 34

£300 Zug, Switzerland
Tel +41{0) 58231 50 50
a1 {0) 58 231 50 51

lifescarn.com

HEKJIAPALUS ITPO BIITIIOBIIHICTD Nel
DECLARATION OF CONFORMITY #1

Hassa mezuunoro supoby
Name of medical device

BupoGaux:
Legal Mamnfacturer:

Bupolbneno wa 3asoni:
Manufactured at the plant;

Ynoraosakenud
BPCNCTEBHEK BUPOOHUKE
B Yrpaini:

Authorized representative of
the manufacture in Uhraine:

Knacudixauis ariguo
Texniuuoro peraaMenty
1HOMO MENHYHEX Bupobis
LIS ZIaPHOCTHKH in Vitro,
3EIBEPILKEHOTO
[Tocranosow Kadinery
Misictpin Yipainu Ne754
Bia 02 woBTHs 2013 p.
Classification according to
Yechnical regulation on
medical devices for in vitro
diagnostics, approved by
Decree of Cabinet of

Page Lof 2

Cuerema jUis BEMIDHOBAHNS DIBHS FAIOKO3H B KpORL, TecT-
CMYHIRM AN BUMIDIOBAHHA PIBHS [JHOKOIM B KpoBi Ta
KOHTpONb pozunsy (3rimuo Doaarky Nel)

Blood glhicose monitoring system, test strips for blood ghicose
monitoring, control solutions (according to Addendum 41}

JaiCran HOpon 'M6X

Anpeca: Nybeasurrpacce 34 CH-6300 Liyr, Hipeiinapis.
LifeScan Europe Gmbld

Address: Gubelsirasse 34 CH-6300 Zug, Switzeriond

Duexcrpouixe lnpacrpian (lenswxens) Ko., o
Anpeca: Iosepx 7, Byniena 1, Tosepxu 1, 3A, 5-7, Bynigas
2 ra Iloepxu 1-4, Bynmisnsg 3, Pampodrmenr IHracrpian
Hapk, dynoxy, Cioss, paifon baoas, 518126 Hlesrnumens,
Pyanayn, Kurajicoka Haponna Peciyfixa;

JaBdCran Crornann JiMiten

Agpeca: Brusyn Hapx Hopr, Imeepuece I1V2 3ED,
Benukobpuranis;

Bionocrixe, k.

Anpeca: 7 Jixexcon Poya, Henenc, MA, 01434, CIIJA.
Flextronics Industrial (Shenzhen) Co., Lid,

Address: 7/F, Building I, I/F, 34/F, 5-7/F, Building 2 and I-4/F,
Building 3. Rundongsheng Industrial Park, Longshu, Kixtang,
Baoan District, 318126 Sherchen. Guangdong, P.R. China;
LifeScan Scotland Limited

Address: Beechwood Park Novth, Inverncss V2 3ED. United
Kingdom,

Bionostics, nc,

Address: 7 Jockson Road, Devens, M4 01434, USA

Tosapucrso 3 obMekeno BIEMOBIAANBHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «[TIPO-BAPMAY,

Bya. [epemors, Syn. 9, obic 20, M. Kuis, 03170, Ykpaisa
{kox €EAPIIOVY 34414427)

(srimuo  JloroBopy yHOBHOBAKEHOIO TNPEHCTABHMKA Bin
05.01.2021)

Limited Liability Company “UNIVERSAL AGENCY “PRCQ -
PHARMA”, Peremogy sireet, building 9, office 20, Kyiv, 03174,
Uhraine  (Mdentification  number 34414427 faceording  to
Authorised Representative Agreement dated 05.01.2021)

[epenix B Hoaarky 2
List B in Annex 7

Bepcin JokymenTty/Document Version: 1



tifeScan Europe, Gmbk,
Giubelstrasse 34

B3 Fug, Switzarland
Tel.+41 (DY 58 23150 50
Fax +41 {0} 58 23] 50 53

B mm i o,
HYRLOEIO0n

Ministers of Ukraine of 2
October 2013 #754

Koa VKT 3E 9027 8011 90
Nomenclmiure code

Hoparox 4, suxmouaroun yHKEM  6-8,  Texsiunoro

ffpoue;;ypa iR PEINAMeHTY THOMO Mennunux supobis nas rdarmocTriy in
BLIROBIIHOCTI vitro, 3aTeepmkenore Tocranoroo Kabinery Minicrpie
Conformity dssessment Yxpaiun sin 02.10.2013 p, Ne754

Frocedure

Annex 4, excluding paragraphs 6-8, according o the Technical
regulation on medical devices for in vitro diagnostics approved by
Resofution of Cabiner of Ministers of Ukraine on 02 October 2013
#7554

Ceprudixar mpo

BIMNOBIAKICTS BHMOraM

Texsiugoro pernamenty

W00 MEAWHHNK BHPOSIB

i JHATHOCTRER 0 vitro  Ne UAMD.354-21 sin 27.04.2021 {pificuudt 5o 26.04,2026)
Certificate of compliance EUAMD.354-21 from 27.04.202 1 (valid till 26.04.2026})

with the Technical

Regulation of medical

devices for in vitre

diagnostics

Tepuin wii Hewsapanil

11O BIANORIIHICTE Jlo 26.04.2026
The validity of the Till 26.04.2026
Declaration of conformity

Hipusnauenuit opray 2
QHIHKM BiAITORiHHOCTI T4

toro izenrndixanitmuyi 198 «YKPMEICEPT» (HoMep npusuauenoro oprasly

van UA.TR.099)
Conformity assessment "UKRMEDCERT” LLC (authorized body No. UA.TR.099)
body with its identification

number

JaligCran HOport I'm6X Aeknapye BHKOMAHHS OCHOBHMX BIMOL HEOND
MEANTIHOre BUPOOY 3rinHo TeXHIMHOro PeraMenty MO0 MeANYHIX Bupobis aas
RIGrHOCTHRN in vitro, zaTRepiprenoro INoctanoso KaGinery Minictpin Vipaiun
Bin 02 sxomraa 2013 p. Ne 754.

LifeSean Europe GmbH declares the Sulftitment of basic requirements for medical
device according 1o the Technical Regulations on medical devices Jor in vitro diagnostics
approved by the Cabinet of Ministers of Ukraine Decree of U2 October 2013 # 754,

Micue sunaui Liyr, Liigeltuapis Hara nignucy 9. g 3 0?4 : Q &) Qi
Place of issue  Zug, Switzerland Date of signing

Hinue yrosnosaxesol ocobu Hassa nrocanm, 116

Signature. of Authorized person Position, Full name

. }g}_{\; ! @F{‘E’_i}{},(, erﬂ ladory Aflou e W\ W%
Lé@ ol Momuledd e~

Page 2 of 2 Bepcia fokymenty/Document Version: 1

LifeScan Europe GmbH
Gubelstrasse 34
8300 Zug, Switzerland
Phone +41 58 231 3411



tifeScan Europe, GmbH,
Gubelstrasae 34

6300 g, Switzertand
Tel, +41 {0} 58 231 50 50
Fax +41{0) 58231 5051

fifescan.cam

HOJATOK Nel JIO JIEKTTAPALY [TPO BIJMIOBIAHICTD Nel
ADDENDUM #1 TO DECLARATION OF CONFORMITY #1
Tepenix nponyxiil

supodu 3 nepeliy A
/ nepenixy B / nas .
N CAMOKOHTDOIO - m Bupobneno na 3asonl (nassa,
Hiy {zaznaunt "A", "B" . ampeca)
" abo "C" siznosigHO) P i ) Manufactured ot the plant (name,
" Devices from fist 4/ Name of medical device address)
List B/ For self-testing
{Specify 4, B, or €)
MNepenix B Cucrema KOETPONEO Packerponive InnacTpian
List B PIBHA ITHOKO3H ¥ {IHenswxens} Ko., Jlza.
xpori OneTouch Ulira | Anpeca: TTosepx 7, Byainns 1,
Plus Flex Flopepxu 1, 3A, 5-7, bynisas 2 ta
Blood ghicose Plogepxu 1-4, byaigna 3,
monitoring system Pannosriresr Innacrpiaa Napx,
OneTouch Ultra Plus Tynuxy, Cicsin, pakton Baoans,
| ez 518126 [Lenpexens, TyanayH,
Kuraiiceka Hapogua Pecniyonixa;
Flextronics Industria (Shenzhen)
Co., Lid
Address: 7/F, Building 1, 1/F, 347F,
3-7/F, Building 2 cnd 1-4/F, Building
3, Rundongsheng Indsirial Park,
Longzhu, Xixiang, Baoan Districi,
318126 Shenzhen, Guangdong, P.R.
China
Tlepenik B TeoT CMYMKH JlaitpCran Cxotnang flimiren
ListB Onetouch Ultra Plus | Anpeca: biupyn Hapx Hopr,
Test —strips OneTouch teepaece V2 3ED,
2 Jitra Plus Benuxobpmrranis
LifeScan Scotland Limited
Address: Beechwood Park North,
Inverness IV 3ED, United Kingdom
{iepeaix B Tect cmymxn JialiCran Croraany Mimiren
List B Onelouch Select Anpeca: Biunys Tapx Hopr,
Test - strips OneTouch Isepaece IV2 3ED,
3 Select BenukobpuTanis
LifeSear Scotland Limited
Address: Beechwood Park Noreh,
frverness IV2 3ED, United Kingdom
Hepenix B Tect cMyKKH TNafthCran Crotnans Niviren
List B OneTouch Ultra Anpeca: biusya [apx Hopr,
Test - strips Onelouch Tsgepuece V2 3ED,
4 Ultra BerukoBpurasnis
LifeScan Scotland Limited
Address: Beechwood Park North,
faverness [V2 3ED, United Kingdom
5 i llepenix B Komrponbuuik possun | Biowocrtixe, THK.
List B OneTouch Ultra Plus
Page 1 0f2 Bepcis pokymenty/Document version Nel




LifeScan Europe, GmbH,
Gubelstrasse 34

GAGG Zug, Switzeriand
Tel. +414C) 52 231 50 50
Fax+4] {438 231 5051

Hiescan.com

BHPOOH 3 Hepermixy A
{ nepestixy B / nas
Na CAMOKOHTPOING
(zasuaygwry "A", "R"
abo "C" signoninno)
Devices fiom list A/
List B/ For self-testing
(Specify A, B, or )

Hazea Menuunoro
sipody

Name of medical device

Bupobreno Ha 2asoni (wassa,
agpeca)
Manufactured at the plant (name,
address)

Controf solution
OneTouch Ulira Plus

Axpeca: 7 fxexcon Povn,
Jesenc, MA, 01434, ClHA
Bionostics, Inc.

Address: 7 Jacksen Road, Devens,
MA 01434 USA

6 | Ilepenik B
List B

Konrpoaeusit posusnn
OneTouch Select
Controd solution
Onefouch Sefect

bionocTixe, Tuk.

Anpeca: 7 hxexcon Poy g,
Hewenc, MA, $1434, CIIIA
Bionostics, inc.

Address: 7 Juckson Road, Devens,
MA (1434, US4

Micue sunayi Lyr, Hlseliuapis

Zug. Switzerland

Place of issue

Lg?Tg)qu L 909 4

Date of signing

ocobu  Hass

EHANHCY

H}% 5 YIOBHOBAKEHOT
gﬁi@ L@t pen.

Signatiire of Amhaﬁi:ed PerSOR

s eaedor, A Epf% £

OCanH,

Moo

Position/Fuil name_J le j @d

L 4
Mang fj Hure, |
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LifeScan Europe GmbM
Gubeistrasse 34
86300 Zug, Switzerland
Phone +41 58 231 3411

Bepcia poxymenty/Document version Nel



Ceprudukar BbIycKa— Y KpaHHa
®opmMma

HnenTtadHEATOp JOKYMEHTA:
Dopma-106629

Bep.: 01 Ces3aHHBI JoKyMeHT: W1-002863, WI-

003193

Ceprudgukar BbIIIyCKaA

BupoéHuk JlaitpCran Cxotnann JliMiTen
(Lifescan Scotland Limited)

IIpoaykT Tect emykkn OneTouch Ultra

Homep naprii roropoil mpoaykmii 5598065

BHyTpiniHid HOMep IOTOBOI'0 NPOAYKTY 02082808 ‘ A

Kondirypanist ymakoBkH i MapKyBaHHSA JJI5

KpalHH MOCTAYAHHS OTU cmyxkn 2x25 UA (LE)

JaTa BUpoGHNIITBA 24 tpaBHs 2022

IIpuaaTHHH 10 12/2023

KinbkicTh YHakoBok 1969

Craryc yIakoBKH IToBHe naKyBaHHSA
Koa kagiopysanHs 25

Indopmainia npo KOHTPOJIbHHI PO3YHH 111-150 6,1-8,3
MI/ 10 MMOJIE/TT
PireHb rinokoin B memxax TounocTi KpoBi PizHnns cepeaHix 3Ha4ueHb
Pigens 1 1,17 -3,19
SDB < 3,5 Mr/aa Big -6,8 10 5,2 Mr/an
He 3acTocoBY€ThCH He 3acTocoByeThCH
SDB eia 3,5 710 3,75 mr/aa Big -6,3 no 4,7 Mr/on
He 3acTocoByE€ThCH He 3acTocoByeThCH
SDB eia 3,75 g0 4,5 mr/aa Big -4,3 no 2,7 Mr/on
Pigens 2 1,53 -2,49
SD%B <5,5 % Bix -7,5 no 4,5 %
Pigens 3 1,50 -0,46
SD%B <3,5 % Big -4,2 10 5,8%
Pipenn 4 1,41 0,03
SD%B <3,5 % 2.8 10 7,2%
PiBenn 5 2,08 0,58
SD%B<5,5 % -1,7 70 10,3%
Pigenn 6 1,54 -3,50
SD%B <5,05 % 4,6 10 9,4%
He 3acTocoByeThCH He 3acTocoByeThCH
SD%B 5,05 10 5,5 % -3.6 no 8,4%
B me:xax TouHocTi mapTii 1,63 He 3acTocoByeThCH
(xpiM piBH#a 1) SD%B <5,05 %

3aTBepPAAKeHO
(Im'sx Ta Iligmmc)

Hionuc

Binnin satesmeuennd axocti

KPHTEPISIM BHITYCKY.

TEMPLATE-00311 Rev 02

KondigeHuifiva Ta npueatHa indopmauia

Cropinka 13 1



tifaScan Europe, GmbH,
Gubefstrasse 34

£300 Zug, Switzerland
Tel +41{0) 58231 50 50
a1 {0) 58 231 50 51

lifescarn.com

HEKJIAPALUS ITPO BIITIIOBIIHICTD Nel
DECLARATION OF CONFORMITY #1

Hassa mezuunoro supoby
Name of medical device

BupoGaux:
Legal Mamnfacturer:

Bupolbneno wa 3asoni:
Manufactured at the plant;

Ynoraosakenud
BPCNCTEBHEK BUPOOHUKE
B Yrpaini:

Authorized representative of
the manufacture in Uhraine:

Knacudixauis ariguo
Texniuuoro peraaMenty
1HOMO MENHYHEX Bupobis
LIS ZIaPHOCTHKH in Vitro,
3EIBEPILKEHOTO
[Tocranosow Kadinery
Misictpin Yipainu Ne754
Bia 02 woBTHs 2013 p.
Classification according to
Yechnical regulation on
medical devices for in vitro
diagnostics, approved by
Decree of Cabinet of

Page Lof 2

Cuerema jUis BEMIDHOBAHNS DIBHS FAIOKO3H B KpORL, TecT-
CMYHIRM AN BUMIDIOBAHHA PIBHS [JHOKOIM B KpoBi Ta
KOHTpONb pozunsy (3rimuo Doaarky Nel)

Blood glhicose monitoring system, test strips for blood ghicose
monitoring, control solutions (according to Addendum 41}

JaiCran HOpon 'M6X

Anpeca: Nybeasurrpacce 34 CH-6300 Liyr, Hipeiinapis.
LifeScan Europe Gmbld

Address: Gubelsirasse 34 CH-6300 Zug, Switzeriond

Duexcrpouixe lnpacrpian (lenswxens) Ko., o
Anpeca: Iosepx 7, Byniena 1, Tosepxu 1, 3A, 5-7, Bynigas
2 ra Iloepxu 1-4, Bynmisnsg 3, Pampodrmenr IHracrpian
Hapk, dynoxy, Cioss, paifon baoas, 518126 Hlesrnumens,
Pyanayn, Kurajicoka Haponna Peciyfixa;

JaBdCran Crornann JiMiten

Agpeca: Brusyn Hapx Hopr, Imeepuece I1V2 3ED,
Benukobpuranis;

Bionocrixe, k.

Anpeca: 7 Jixexcon Poya, Henenc, MA, 01434, CIIJA.
Flextronics Industrial (Shenzhen) Co., Lid,

Address: 7/F, Building I, I/F, 34/F, 5-7/F, Building 2 and I-4/F,
Building 3. Rundongsheng Industrial Park, Longshu, Kixtang,
Baoan District, 318126 Sherchen. Guangdong, P.R. China;
LifeScan Scotland Limited

Address: Beechwood Park Novth, Inverncss V2 3ED. United
Kingdom,

Bionostics, nc,

Address: 7 Jockson Road, Devens, M4 01434, USA

Tosapucrso 3 obMekeno BIEMOBIAANBHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «[TIPO-BAPMAY,

Bya. [epemors, Syn. 9, obic 20, M. Kuis, 03170, Ykpaisa
{kox €EAPIIOVY 34414427)

(srimuo  JloroBopy yHOBHOBAKEHOIO TNPEHCTABHMKA Bin
05.01.2021)

Limited Liability Company “UNIVERSAL AGENCY “PRCQ -
PHARMA”, Peremogy sireet, building 9, office 20, Kyiv, 03174,
Uhraine  (Mdentification  number 34414427 faceording  to
Authorised Representative Agreement dated 05.01.2021)

[epenix B Hoaarky 2
List B in Annex 7

Bepcin JokymenTty/Document Version: 1



tifeScan Europe, Gmbk,
Giubelstrasse 34

B3 Fug, Switzarland
Tel.+41 (DY 58 23150 50
Fax +41 {0} 58 23] 50 53

B mm i o,
HYRLOEIO0n

Ministers of Ukraine of 2
October 2013 #754

Koa VKT 3E 9027 8011 90
Nomenclmiure code

Hoparox 4, suxmouaroun yHKEM  6-8,  Texsiunoro

ffpoue;;ypa iR PEINAMeHTY THOMO Mennunux supobis nas rdarmocTriy in
BLIROBIIHOCTI vitro, 3aTeepmkenore Tocranoroo Kabinery Minicrpie
Conformity dssessment Yxpaiun sin 02.10.2013 p, Ne754

Frocedure

Annex 4, excluding paragraphs 6-8, according o the Technical
regulation on medical devices for in vitro diagnostics approved by
Resofution of Cabiner of Ministers of Ukraine on 02 October 2013
#7554

Ceprudixar mpo

BIMNOBIAKICTS BHMOraM

Texsiugoro pernamenty

W00 MEAWHHNK BHPOSIB

i JHATHOCTRER 0 vitro  Ne UAMD.354-21 sin 27.04.2021 {pificuudt 5o 26.04,2026)
Certificate of compliance EUAMD.354-21 from 27.04.202 1 (valid till 26.04.2026})

with the Technical

Regulation of medical

devices for in vitre

diagnostics

Tepuin wii Hewsapanil

11O BIANORIIHICTE Jlo 26.04.2026
The validity of the Till 26.04.2026
Declaration of conformity

Hipusnauenuit opray 2
QHIHKM BiAITORiHHOCTI T4

toro izenrndixanitmuyi 198 «YKPMEICEPT» (HoMep npusuauenoro oprasly

van UA.TR.099)
Conformity assessment "UKRMEDCERT” LLC (authorized body No. UA.TR.099)
body with its identification

number

JaligCran HOport I'm6X Aeknapye BHKOMAHHS OCHOBHMX BIMOL HEOND
MEANTIHOre BUPOOY 3rinHo TeXHIMHOro PeraMenty MO0 MeANYHIX Bupobis aas
RIGrHOCTHRN in vitro, zaTRepiprenoro INoctanoso KaGinery Minictpin Vipaiun
Bin 02 sxomraa 2013 p. Ne 754.

LifeSean Europe GmbH declares the Sulftitment of basic requirements for medical
device according 1o the Technical Regulations on medical devices Jor in vitro diagnostics
approved by the Cabinet of Ministers of Ukraine Decree of U2 October 2013 # 754,

Micue sunaui Liyr, Liigeltuapis Hara nignucy 9. g 3 0?4 : Q &) Qi
Place of issue  Zug, Switzerland Date of signing

Hinue yrosnosaxesol ocobu Hassa nrocanm, 116

Signature. of Authorized person Position, Full name

. }g}_{\; ! @F{‘E’_i}{},(, erﬂ ladory Aflou e W\ W%
Lé@ ol Momuledd e~

Page 2 of 2 Bepcia fokymenty/Document Version: 1

LifeScan Europe GmbH
Gubelstrasse 34
8300 Zug, Switzerland
Phone +41 58 231 3411



tifeScan Europe, GmbH,
Gubelstrasae 34

6300 g, Switzertand
Tel, +41 {0} 58 231 50 50
Fax +41{0) 58231 5051

fifescan.cam

HOJATOK Nel JIO JIEKTTAPALY [TPO BIJMIOBIAHICTD Nel
ADDENDUM #1 TO DECLARATION OF CONFORMITY #1
Tepenix nponyxiil

supodu 3 nepeliy A
/ nepenixy B / nas .
N CAMOKOHTDOIO - m Bupobneno na 3asonl (nassa,
Hiy {zaznaunt "A", "B" . ampeca)
" abo "C" siznosigHO) P i ) Manufactured ot the plant (name,
" Devices from fist 4/ Name of medical device address)
List B/ For self-testing
{Specify 4, B, or €)
MNepenix B Cucrema KOETPONEO Packerponive InnacTpian
List B PIBHA ITHOKO3H ¥ {IHenswxens} Ko., Jlza.
xpori OneTouch Ulira | Anpeca: TTosepx 7, Byainns 1,
Plus Flex Flopepxu 1, 3A, 5-7, bynisas 2 ta
Blood ghicose Plogepxu 1-4, byaigna 3,
monitoring system Pannosriresr Innacrpiaa Napx,
OneTouch Ultra Plus Tynuxy, Cicsin, pakton Baoans,
| ez 518126 [Lenpexens, TyanayH,
Kuraiiceka Hapogua Pecniyonixa;
Flextronics Industria (Shenzhen)
Co., Lid
Address: 7/F, Building 1, 1/F, 347F,
3-7/F, Building 2 cnd 1-4/F, Building
3, Rundongsheng Indsirial Park,
Longzhu, Xixiang, Baoan Districi,
318126 Shenzhen, Guangdong, P.R.
China
Tlepenik B TeoT CMYMKH JlaitpCran Cxotnang flimiren
ListB Onetouch Ultra Plus | Anpeca: biupyn Hapx Hopr,
Test —strips OneTouch teepaece V2 3ED,
2 Jitra Plus Benuxobpmrranis
LifeScan Scotland Limited
Address: Beechwood Park North,
Inverness IV 3ED, United Kingdom
{iepeaix B Tect cmymxn JialiCran Croraany Mimiren
List B Onelouch Select Anpeca: Biunys Tapx Hopr,
Test - strips OneTouch Isepaece IV2 3ED,
3 Select BenukobpuTanis
LifeSear Scotland Limited
Address: Beechwood Park Noreh,
frverness IV2 3ED, United Kingdom
Hepenix B Tect cMyKKH TNafthCran Crotnans Niviren
List B OneTouch Ultra Anpeca: biusya [apx Hopr,
Test - strips Onelouch Tsgepuece V2 3ED,
4 Ultra BerukoBpurasnis
LifeScan Scotland Limited
Address: Beechwood Park North,
faverness [V2 3ED, United Kingdom
5 i llepenix B Komrponbuuik possun | Biowocrtixe, THK.
List B OneTouch Ultra Plus
Page 1 0f2 Bepcis pokymenty/Document version Nel




LifeScan Europe, GmbH,
Gubelstrasse 34

GAGG Zug, Switzeriand
Tel. +414C) 52 231 50 50
Fax+4] {438 231 5051

Hiescan.com

BHPOOH 3 Hepermixy A
{ nepestixy B / nas
Na CAMOKOHTPOING
(zasuaygwry "A", "R"
abo "C" signoninno)
Devices fiom list A/
List B/ For self-testing
(Specify A, B, or )

Hazea Menuunoro
sipody

Name of medical device

Bupobreno Ha 2asoni (wassa,
agpeca)
Manufactured at the plant (name,
address)

Controf solution
OneTouch Ulira Plus

Axpeca: 7 fxexcon Povn,
Jesenc, MA, 01434, ClHA
Bionostics, Inc.

Address: 7 Jacksen Road, Devens,
MA 01434 USA

6 | Ilepenik B
List B

Konrpoaeusit posusnn
OneTouch Select
Controd solution
Onefouch Sefect

bionocTixe, Tuk.

Anpeca: 7 hxexcon Poy g,
Hewenc, MA, $1434, CIIIA
Bionostics, inc.

Address: 7 Juckson Road, Devens,
MA (1434, US4
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Zug. Switzerland

Place of issue

Lg?Tg)qu L 909 4

Date of signing

ocobu  Hass

EHANHCY

H}% 5 YIOBHOBAKEHOT
gﬁi@ L@t pen.

Signatiire of Amhaﬁi:ed PerSOR

s eaedor, A Epf% £

OCanH,

Moo

Position/Fuil name_J le j @d

L 4
Mang fj Hure, |

Page 2 of 2

LifeScan Europe GmbM
Gubeistrasse 34
86300 Zug, Switzerland
Phone +41 58 231 3411
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