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LifeScan Europe, GmbH,
Gubelstrasse 34

8300 Zug, Switzerland
Tel +41 {0} 58 231 50 50
Fax +41 {0} 58 231 50 587
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AEKJIAPALIES ITPO BUITIOR LIHICTD Aol
DECLARATION OF CONFORMITY #1

‘Hazsa Memuinoro BHpOSy
Name of medical device

BupoGuu: _
Legal Mamgacturer:

Bupobieno ua sanoui:
Manufactured a1 the plant:

VrosHOBaKEHIYE
npejeTasHuK Bupobunka
8 ¥Kpaiui:

HORO MEIHTHAX BEPOON
Tt JHarHOCTHKY in vitro,
FEBERIIKEHOTO
I'écrasosoio Katidery
Misicrpin Vkpaiuu No754
Bin 02 worrns 2013 p.
Classification according 1o
Technical regulation on
medical devices for in vitro
diagnostics, approved by
Decree of Cabinet of .
Page 1 0f 2
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Cuacrema ans sumipiosanus PIBHS LIHOKO3M B KPOBI, TecT-
CMYXKKE A7 BEMIDIOBAHES DIBHX THIOKO3M R xposi 1a
KOHTPOABHI pO3uHHH (2rinHo Honarky Nel)

Blood glucose maonitoring system, lesi strips for blood glucose
monitoring, coniral solutions {according 1o Addendum #1 )

JaigCran I0pon 'm6X

Anpeca: FyBensmrpacce 34 CH-6300 Llyr, Ilsehgapis.
LifeSean Furope GmbH

Address: Gubelstrasse 34 CH-6300 Zug, Switzerland

DrexcTponixe Inmacrpian {Lienbwrens) Ko., Jirg.
Anpeca: [lozepx 7, Byuinm 1, Tlosepxu 1, 34, 5-7, Bynipas
2 ra Tlosepxu 1-4, Bynmiens 3, Paunosrmeyr Igpacrpian
apx, Nywwiy, Cicas, paiion baoaus, 518126 Henruwens,
Pyaunyn, Kuraifcobxa Haponsa PecnyGaika;

JNafpCrau Crornamy Timiren

Anpeca:  Biusyn MMapx  Hopr, IHgepuece IV 3ED,
Besmxobpuranis;

Biorocrike, Tuk.

Anpeca: 7 Jrexcon Poya, Hevenc, MA, 01434, CHIA.
Flextronics mdustrial {Shenzhen) Co., Lid

Address: 7/F, Building 1, I7E, 3478, 5.7/8, Building 2 and 1-4/F,
Building 3, Rundongsheng Industrial Fark, Longzhu, Xixiang,
Baoan District, 518126 Shenzhen, Guangdong, P.R China:
LifeScan Scotland Limited

Address: Beechwood Park North, Inverness V2 3ED, United
Kingdom,;

Bionostics, Inc.

Address: 7 Jackson Road, Devens, MA 01434, {754

Tosapucreo 3 obMemeHow BinmoBigansHicro
«YHIBEPCAJIBHE AT'EHTCTRO «TIPO-DPAPMAS»,

8y, epesorn, Byn. 9, opie 20, m, Kuis, 83170, Vkpa¥ia
a-CHPIIOY 34414427y

DY YNOBHOBAKEHOTO NPOACTaBHEKA Bin
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APHARM,

Y street, building 9, office 20, Kyiv, 03170,

" Ef(r fie M’z’r miipn number  34414427)  (according  fo
a ; presphigtive dgreement dated 05.01.2021 '}
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List B in Annex.2
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E;’t/z‘im’sa‘ers of Ukr aine af 2
‘October 2013 #754

Kon VKTSEJL 9027 8011 90
;.Nf}menc!arwe code

Homatox 4, puxmoywaroum  oveKTH  6-8, Texniusoro

gﬂpaw-:;zypa ORIHEH PErVIZMEHTY 100 MEHMUHMX BRpOGIB 2a% AIArHOCTHKY in
BUHIOBLIHOCTT - vitro, 3arsepmwenoro [Hocranosowe KaGiwery Misnicrpin
Conformily Assessment Yxpainu Bin 02.10.2013 p. Ne754

Procedure Annex 4, excluding paragraphs 6-8, aceording to the Technical

reglation on medical devices for in vifro diagnostics approved by
Resolution of Cakinet of Ministers of Ukraine on §2 Octaber 2013

: #754
‘Ceprudixar npo
BLANOBIHICTS BAMOTaM
- TexsiTHOI0 PCrARMEHTY
LifeScan Furope, GmbH, 100 MenHuHUX BUPOGiB
Gubelstrasse 34 st FIArHOCTHKH 10 Vitre  Ne UAMIL354-21 81 26.10.2021 (usiosui 1o 26.04.2026)
6300 Zug, Switzerdand ‘Certificate of compliance & LA MD.354-21 from 26.10.2021 {valid tiff 26,04.2026)
Yol +41 {0} 58 231 50 50 wal‘f’l the Technical
Fax +41{0) 58 231 50 51 Regulation of medical
ffescan.com Ede"fﬁ‘eé' Jor invi ia
idiagnostics
Tepmin il Jewsapaudi
TIPO RIARORIMHICTE Ho 26.04.2026
The validity of the Till 26.04.2026

Declaration of conformity

Fpusuanenuit opray 3
‘QUiBKH BIENOBIAHOCT] T8

Horo inenrudixaninmi TOB « VKPMEICEPT» (1ioMep HpU3HaUYeHoro Oprany

o _ UA.TR.099)
Conformity assessment “UKRMEDCERT* LLC (authorized body No. UA. TR 099)
body with its identification

‘prmnber

JafidiCxran HOpon 'MOX nexnapye BMKOHAHHA QCHOBHMX BAMOI QRO
MEAHHHOTO Bupoly srixno TexsiuHoro periaMenTy MO0 MEAHYHNX RAPOBIE MWin
aiarrocTrin in vitro, sartrepkenoro flocranosowo Kabinery Minicrpie Yipafum
pin 02 wosras 2013 p. M 754. Jlexnapanis cxsenesa Ni BiZACRINATBHICTE

supoCHNKA. ;
: LifeSean £ mope Cmrb Lgeelaras the fulfillment of basic reguirements for medical
a’e“t ice according lo the JKe7 \-. ey on medical devices for in vitro diagnostics

approved by the € cr[} .

zmw‘ers 0}‘“‘ T ige Decree of 02 October 2013 # 754. The
dec!amz:on is made o a't
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Hazsa nocany, [1ib
Position, Full name

Regulatory Affairs Manager,

Qurania Peristera

LifeScan Europe GmbH
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Phone +41 Bepdgflaygmenty/Document Version: 2



LifeScan Europe GivkH,
Gubelsirasse 34
B300 Zug, Switzerland

O Tel 41 [0)SE 7315050
. Fax+41{0] 58 231 50 51

JIOZATOK Net 71O AEKJAPALL F1PO BITIOBIIHICTS Yo
ADDENDUM #1 TO DECLARATION OF 'CQNFORMITY #1

- Hepenix npomyruii
supobu 3 mepenixy A
{nepenicy B / o - L m w
Ne | CAMOKOHTROMO | gy, versnore | DHPOGHORC Hasasoni (uasws,
oy |(GldHaYYTR "AY, VB — _ agpeca)
4 abo "C" simrosizney] ﬁp{’ ¥ tsin. - | -ManHfactured at the plant (name, _
' Devices from liss 47 | Vome of medical device | address)
List B For selfetesiing _ _
| Bpeciv 4, B, or ¢} o SR LT R T T
Hepenix B CrereMa KOUTPOI0 Driexcrponike nacrpian
List B pisay pnokos (Henpameis} Ko., Jirn.
tposi OneTouch Ultrd | Anpeca: Tlopepx 7, Bynismg 1,
Plus Flex Tlosepxw 1,34, 5-7, Bynisnz 2 1a
Blood glucose Tiosepxn 1:4, Byminna 3,
monitoring system Pawpoprmenr Tanacrpian aps,
OneTouch Ultra Plus Hy}{q;ﬁ(y, Cican, pation baocams,
q Flex 518126 Hlenpuxens, Tyargyy,
Kuraficexa Haposnua PecnyBiixa;
Flextronics Industrial (Shenzhen)
Ca., Lid,
| Addvess: 7/F, Building 1, 1/, 34/F,
S-F/F, Building 2 and 1-4/F. Building
3. Runidongsheng Industrigl Purk,
Longzhu, Xixiang, Baoun District,
518126 Shenzhen, Guangdong, PR |
s uetl Ching }
Hepenin B Teer cmyxin HaipCran Crornany JTimiren
List B OneTouch Ulira Plus | Aspeca: Biusya Tlapx Hopr,
) Test — strips OneTouch | Tumepuece IV 3ED,
2 Ultra Plus Bemkobpuranis &
| LifeScan Scottand Limited -
e B s
Tepenix B Teer oMymEn H&é‘%ﬁgigq%? ;
ListB OneTouch Selegfr/ L }ﬁzfpeca:'ﬁi : “35 api Hopr,
Test - stvips Onefoschn =6 Wi’@%ﬁ D,
3 Belect c % DIRTAHE
| LifeScan ScanlpdfLimited
,g’dgrgs{:\:ﬂ eaood Pavk Nordh,
T T, NS dpinversiess IV ED, United Kingdom.
Tfeperix B Teer omyxku NHEaRRCraE Cromnang Jiiren
List B OneTouch Ultra - | Aapeca: Biusyy Hapx Hopr,
Test - strips OneTouch | Insepwece IV2 3ED,
4 Ul | Bemkobpurania -
| LifeScan Scotland Limited
Address: Beechwood Park Novik,
il U e . T Anverness JV2 3ED, Lnited Kingdons -
5 | Ilepenix B Konrponsunii posusn | Biowocrixe, (5,
List B OneTouch Ultra Plug :

- pagelof3d
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LHfE5EaN FUrope GreeH,
Gubelstiasse 34
£300 Zug, Switzeriand

el +41 0} 58 231 5050
Fax +41 {0 58 23150 51

Bnpaﬁﬁ 3 nepemxy A
| / nepenixy B/ ang .
No | CAMOKOMIPONKS | pyoon senuimions ngcﬁnmb:'ﬂaaamm (e,
s |G A, 7B | S o anpeca)
£ abo "C" mignoningo)] . TS Monyfactured of the plant {name,
: Devices from list A/ Name of medieal device address)
List B For sélf-testing
ASpecify 4, B, or ¢} o =T N
Control solution Anpeca: T Iixexcon Poya,
Onelouch Ultre Plus Hesene, MA, 01434, CHIA
Bionostics, Ine.
Address: 7 Jackson Road Devens,
T . e | MAOI434, U84
6 | Tlepenix B Korrposmamit porna | Biosocrixe, Tuk..
List B OneTouch Select Anppeca: T Jixexcon Pova,
' Control solution Hdewenc, MA, 01434, CHIA.
UmeTouch Select Bionostics, Inc.
- Address: 7 Jackson Road, Devens,
. 1 MA 01434, USA _ .
7 | Hepenix B CueTema KouTPOmO Dexerponike IH,Z{&C’I’piﬁJI
Lise B PiBEA THORO3IM B (lensorkens) Ko., Jn,
kponi OneTouch | Anpeca: Hozepx? Byaisng 1,
Select Plus Simple. Tlosepxw 1, 3A, 5-7, Byiisng 2 ra
Blood Glucase | Hosepxu 144, Byninm 3,
Monitoring System. Panxonrmenr ;‘mcr_lpfaﬁ_ TTap,
QﬁeTaucﬁ Seleet Bliis ﬂﬁ{%ﬁyg Cion, pation Bacams,
Simple 518126 lewswmxens, Tyaunys,
Kwraltesxa Haponua PecnySaia:
Flexironics Industrial (Sherzhen)
Co., Ltd,
Address: 7/F, Building I, 1/F. 34/,
3-7/F, Building 2 and 1-4/F, Building
3, Rundongsheng Industrial Payk,
Longehy, Xixiang, Baoan District,
518126 Shenzhen; Guangdong, P.R.
snitedund e o e China.,
8 | llepemix B Habip «Cucrema ___tb:zexc’rpcﬁmc Imxacrpmﬂ
List B KONTpOMO pisny k) Ko, Ji,
UHOKOIM B Kpo) LS toBEpR. 7 by 1,
OneTouch S¢ _g VPl 13,84, 57, EymmZ*ra
Simple + ;- ATy ' .- bynisisg 3,
OneTouch § Bspacrpian Tapk,
50wy ; o, pation Bacaws,
Kit “Blood g '51’812, Alegbaxenn, [yaunys, -
monitoring sysi . s—x@m“' kgy/Haponua Pecnybiira;
OneTouch Selech el 'Ig _/}}’3 g,;‘fg;ag {'g;m;g%;
Simple + test smps__ : __i;;f,« T17d
OneTouch Select Plus: 50 | 4ddress: 7/F, Building 1, 1/F, 34/F.
B 3-7/F, Building 2 and 1-4/F, Buildivg
| 3. Rundongsheng Indusitricl Fark,
Longzhu, Xixiong, Baoan District,
5181268 Shenzhen, G’szfgdoﬁg, PR
_ A Ching
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LifeScan Europe Gb,
Gubelstrasse 34
B3 Zug, Switzerland

Tel +41 {0} 58 7315080
- Fay +41 (05582315051

pupotE 3 meperity A
/ mepenixy B/ aig - )
Ne caMGKOmPOﬁw. 1 Hasea merpasors _Bﬁpaﬁﬂeﬂﬁ.#é 3330;& (tisha,
iy |(2asnasmT "A”, "B St anpeca) 3
' P abo "C" sigronizno)] | y b Muormfactured ut the plajit fnome,
 Devices from list 4/ | Yame of medical device AR
List B For self-tesiing
e | Cprcifv A Bor ) | -
9 | Tlepenic B Habip «Cuorenma Guiexerporike Teactpian
ListB KOHTPORIG piBEy (Hemswrems) Ko, Jom,
TIHOKO2H B Kponi Appeca: Tlosepx 7, Byaisns 1,
OneTouch Select Plus | Iosepxu 1, 34, 5-7, bypisns 2 1a
Simple + rect emymrxu | Topepxu i-«'fl Bymism 3,
OneTouch Select Plus ?aazwﬂrmem‘ Trnacipian Hapk
100 1oy Jysnky, Closn, palfon Baoans,
Kit "Blood glicose. 518126 HMlenpwmens, Tvannys,
monitoring system - | Kuraitonica Hapogna PecnySnika;
OneTouch Select Plus | Frowworios Industrial {(Shenzhen)
Simple + test strips o, ltd
OneTouch Seleot Plus - | 4idress: /5 Building 1, 1/E. 34/F, -
106 pe* 5-7/F, Building 2 and 1-4/F, Building
' 3, Rundongsheng Industriol Park,
Longehy, Xixiang, Baoan District,
318126 Shenzhen, Guangdong, P.R.
s e e : Chivg . .
10 | Tlepenic B Tfm cmym JhaddCxan {Zxama;mﬂmzmx
List B OneTouch Select Plus Anpeca: Biusyx Iapx Hopr,
Test- stripy Onefouih Tusepuecc IVZ 3ED,
Select Plus BemxoGpuranty
| LifeSean Scotland Limited
Address: Beechwood Park Novik,
R L Inverness V2 3ED, Lnited Kingdom
i1 | Tlepenix B Kﬁﬁfpﬁ%imﬁ pOB’-IHH hionocrixe, Ik,
List B OneToiich Select Plug Axnpeca: 7 Jaxexcon Poyn,
Control solution Hesenc, MA, 01434, CIIA
OweToiuch Selec Plus ﬁgfmaga;;s Tre.
r‘.’ idrass; Plackson Road, Devens,
MO
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