(JTorotun: Pow)

CEPTH®IKAT BL/[IIOBUTHOCTI

Mu, Pom Jliaberec Kea I'm6X
3anarogep Tpace 116 68305 Manraiim
Himeyunna (Sandhofer Strasse 116, 68305
Mannheim, Germany)

[{uM MM MATBEPIKYEMO, 1110

CucreMa 1J11 KOHTPOJIKO PiBHA IVIIOKO3U Y KPOBi AKKY-Uek® IucranT,
MMO0JIb/J1 (mmol/l) / Accu-Chek Instant mmol/L SC Kit (09221786340)

Homep cepii: 33215326

Jara BupoOnunrTsa: 11 rpyans 2025 poxky
[ara 3akinyeHHst cTpoky aii: 04 yepBHs 2027 poky

s nmapTist MicTUTH TaKi CTepHJIbHI KOMIIOHEHTH:
Homep npoaykry: 09770542001
Omnuc npoaykry: Jlanuern Akky-Yek® Codrriike 10 mr. /
Accu-Chek Softclix Lancet 10
Homep naprii: 10525508,10525506
Mertona crepuiizanii: OnpomMiHeHHsI raMMa-NPOMeEHSIMHU
Tepmin npuaaTnocti crepudizanii: Cepnens 2029 poky, cepnens 2029 poxy

Oy:a mepeBipeHa BiANOBIAHO A0 YHHHHUX MPOLIETYP KOHTPOJIIO SKOCTI Ta BiAMOBiIa€e

crienudikarisam.
CTepuIbHICTh BCIX CTEPHIIBHUX KOMIIOHEHTIB B MPOAYKTI FapaHTOBAHA.

Mamnraiim, 22 ciuns 2026 poxy

Pomr [iaberec Kea I'm6X (Roche Diabetes Care GmbH)
Bigain sxocTi mpoyKTiB

/[Tlianuc/
Woaxim ITyneep (Joachim Pulver)




CERTIFICATE OF COMPLIANCE

We, Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

hereby certify that

Accu-Chek Instant mmol/L SC Kit (09221786340)
Batch no: 33215326

Production Date: 11.Dec.2025
Expiry Date: 04.Jun.2027

This lot contains these sterile components:
Product number: 09770542001
Product description: Accu-Chek Softclix Lancet 10
Lot number: 10525508, 10525506
Method of sterilization: Gamma Irradiation
Sterilization expiry date: Aug.2029, Aug.2029

were controlled in accordance with the valid Quality Control procedures and have met

the specifications.
The sterility of all sterile components in the product is guaranteed.

Mannheim, 22 January 2026

Roche Diabetes Care GmbH
Product Quality

/”w[(/’m—'

Joachim Pulver



TOBAPHCTBO 3 OBMEKEHOIO BUANOBLIAJILHICTIO “POLI YKPATHA”

03150, m. Kuis, syn. Beauka Bacuaekisceka, Oya. 139, nopepx 5, Ykpaina

3arannpHa Ha3Ba BAPOOIB:
Common name of medical devices:
IMepenik Bupobis:

List of products:

Bupotnunk:

Manufacturer:

Bupobuuyi niomaiku:
Manufacturing sites:

Bupotunyi aiapuunui
(cybmiapaanuKn):
Manufacturing sites (contractors):

YnoBHOBaKeHHH NPEACTABHHK B
Ykpaini:

Authorized representative in
Ukraine:

Kaacudixauis srizso Joaatky 2
TexHiYHOTO peraamMenTy moao
MeIHYHHX BHpPOOiB A%
AiarHoCcTHKH in vitro,
sarBepaaenoro [Hocranosoio
Kabinery Minicrpis Ykpainn
Ne754 gin 2 xoeTus 2013 p:
Classification according to Annex 2
of Technical regulation on Medical
devices for in vitro diagnostics,
approved by Decree of Cabinet of
Ministers of Ukraine Ne754 on 2
October 2013:

Ipoueaypa owinku
BianoBiaHoCTi:

Conformity Assessment Route:

Pepaxuis: |
Version: 1

Jexnapauia npo Bianosianicrs Ne UA.002.25
(Declaration of conformity Neo.: UA.002.25)

Bupodu s ekcnpec-TecTyBaHHA B rajy3i ximii Ta imynoximii
RAPID TEST CHEMISTRY / IMMUNQCHEMISTRY INSTRUMENTS
Jue, Hozarox 1 ao uiei Jdexnapauii npo BiAMOBIAHICTE
See Annex 1 to this Declaration of conformity
Pow [JiaGerec Kea I'm6X
Sangrodep Hltpacce 116, 68305 Mauraiim, Himeuunna
Roche Diabetes Care GmbH
Sandhofer Strasse 116, 68305 Mannheim, Germany
Pom Jlia6erec Kea Im6X
Banarodep Iltpacce 116, 63305 Manraiim, Himeuunna
Roche Diabetes Care GmbH
Sandhofer Strasse 116, 68305 Mannheim, Germany
1. Pom diaberec Kea Ink. 9115 Xeiir Poyn, Inaiananonic, Inaiana 46250, CLLIA
Roche Diabetes Care, Inc. 9115 Hague Road, Indianapolis, Indiana 46250,
US4
2. Bionocrike Ink. 7 [ixekcon Poya, Jlesenc, MA 01434, CILIA
Bionostics Inc. 7 Jackson Road, Devens, MA 01434, USA
3. Canmina-EcCiAii Ingisn [t Jita, 03-1 CIIKOT XAH-Teu CE3, Oparanam,
[pinepym6yayp Tanyk, Kanuinypam Hictpikr 602 105, Tamin Haay, Inzais
Sanmina-SCI India Pvt Ltd, OZ-1 SIPCOT HI- Tech SEZ, Oragadam,
Sriperumbudur Taluk, Kancheepuram District 602 105, Tamil Nadu, India
4. Aarex Menikan (Kyuman) Jlimiren, 2 @. Byaisna Ne 1, No77, 3 Meiin Crpir,
Kymnan ®pi Tpeiin 3on, Lizancy, 215301 Kuraii
Altek Medical (Kunshan) Limited, 2 F. Building No. 1, No.77, 3rd Main
Street, Kunshan Free Trade Zone, Jiangsu, 215301 China
5. Canmina Kopnopeitma, 13000 Cayc Memopian Ilapkeeii Xanrceimms, AJl
35803 CILIA
Sanmina Corporation, 13000 South Memorial Parkway Huntsville, Al 35803
US4
6. Canmina-EcCiAii (Ienswxens) JIta., Nel, Haunin Poyn, Cinep Kom'toniTi,
Cinngo Crpit, Baoans Jictpikt, [llenswxkens 518125, Kutai
Sanmina-SCI (Shenzhen) Ltd., No. 1, Nanling Road, Xiner Community,
Xingiao Street, Baoan District, Shenzhen 518125, China
TOB “POLI YKPATHA”
03150, m. Kuie, Byn. Benuka Bacunskisceka, 6ya. 139, nosepx 5, Vipaina
Enextposnna nowta: ukraine.accu-chek@roche.com
LLC “ROCHE UKRAINE”
03150, Kyiv, 139 Velyka Vasylkivska str., 5th floor, Ukraine
E-mail: ukraine.accu-cheki@roche.com

IMepenik A Ilepenik B

O List A =y List B

O Jlas caMoKOHTPOIIO 0 JIns OWiHKH XapaKTepHCTHK
Self-testing For performance evaluation

0 Tniue (He BIAHOCHTLCS 10 BHIE3A3HAYCHUX)
Other (do not belong to the above-mentioned)

Jlonarox 4 (3a BHKIIOYEHHAM NYHKTIB 6-9) Texniunoro pernameHty [OA0
MEIMYHHX BHpOOIB s JiarHOCTHKM in vitro, 3arsepaxenoro [locranosoio
Ka6inery Miunictpis Ykpainu Ne 754 Bia 2 xosths 2013 p

Annex 4 (excluding items 6-9) of Technical regulation on Medical devices for in vitro

Cropinxa | 133
Page 1 of 3



TOBAPHCTBO 3 OBMEKEHOIO BIANOBIIAJIBHICTIO “POLI YKPATHA™

03150, m. Kuis, Byn. Benuka Bacuibkiseska, Oya. 139, nosepx 5, Yipaina

Homep ceprudikara
BianoeinnocTi:

Number of Certificate of
conformity:

Tepmin aii qexaapauii npo
BiamoBiamicTh:

Declaration of conformity is valid
until:

IpusHavenuii opra- 3 OWiHKH
BianoBinHocTi Ta iioro
inenTHdikaniinui Ko

diagnostics, approved by Decree of Cabinet of Ministers of Ukraine Ne754 on 2

October 2013

UATR.116

Ceprudikar sixnosianocri Ne PR.1601-25, pilicuuii no 17.10.2026 p.
Certificate of conformity Ne PR.1601-235, valid until 17.10.2026

17.10.2026

ToBapucTBO 3 06MeAkeHOI0 BIANOBIAANBHICTIO
«Yxkpaincbkuit Hayxopuii Incruryr Ceprudikauii»
Limited Liability Company "Ukrainian Scientific Institute of Certification "

Conformity assessment body with UA.TR.116

its identification number:

Pom [lia6erec Kea I'M6X B ocofi ynosHoBaxkeHoro npeacrasuuka TOB "POILI VKPATHA", wo aie 3a JogipenicTio Bix
11.11.2021 poky, mekIapye BHKOHAHHA OCHOBHHMX BHMOT oA0 TeXHIYHOro perjameHTy WoA0 MeHUHHX BHpOOiB ausa
JIATHOCTHKH in vitro, 3aTBepmkeroro [locranosoro KaGinery Minictpis Yipainu Ne754 Bin 2 sxoptHa 2013 p.

Jexnapauiio npo BIANOBIAHICTH CKJIAJEHO MiA HINKOBHTY BianoBigamsHicth BHpoOHuka komnawii Pomr [liaderec Kea
I'm6X. BianosigansHicTs 3a AOCTOBIPHICTE HagaHol iHopMallii Hece BUPOGHHK.

Roche Diabetes Care GmbH represented by its authorized representative LLC "ROCHE UKRAINE", acting by Power of
Attorney dated 11.11.2021, declares the fulfillment of basic requirements of Technical regulation on Medical devices for in
vitro diagnostics, approved by Decree of Cabinet of Ministers of Ukraine Ne754 on 2 October 201 3.

The Declaration of i onformrty is wm‘ten under the sole respansrbmry of the manufacturer Roche Diabetes Care GmbH.

Hara mianucy: 27.05.2025

Micue Bunadi:
Date of signing

Place of issue: Kyiv, iy

<
-
&

3aCTYNHHK IeHEPANBHOrO AHPEKTOPA 3 MAPKETHHTY 1
npoaax, miaposain diaber

Crpuxapuyk AnToH borjaanosuu

[Tianuc ynoeHoBaxkeHoi ocobu Hasga nocanwu, [115

Signature of Authorized person Position, Full Name
Pepaxuin: | Cropitka 213 3
Version: | Page 2 of 3



TOBAPHCTBO 3 OBMEKEHOK BIANOBILIAJIBHICTIO “POLI YVKPATHA”

03150, m. Kuis, synt. Bennka Baciaskisceka, 6ya. 139, nopepx 5, Yxpaina

Honatok 1 10 Jexnapauii npo Bianosianicrs Ne UA.002.25

Annex 1 to Declaration of conformity No: UA.002.25

Karkinoual Hassa meanunux supobis Ha3spa meanuunx supobis
HOMepH AR AaTHOCTHKY in vitro AAR JiarHocTHKM in vitro
Ne Catalague AHFAHCLKOI0 MOBOKW YKPATHCLKOI0 MOBOIO
s har Name of medical devices @r in vitro diagnaostics Name of medical ¢_iewres ﬁ)r in vitro diagnostics
in English in Ukrainian
Accu-Chek® Active [Model GB] CucTeMma U KOHTPOMIO PIBHA TTIOKO3H Y KPOBI
1. | 07135076227 | blood glucose monitoring system, Axky-Hex® Axtus [Mogens GB], mmons/n
mmol/l (mmol/)
Accu-Chek® Active [Model GB] Cuerema Uit KOHTPOIKO PiBHA IIIIOKO3H Y KPOBI
2. | 07135076015 | blood glucose monitoring system, Akky-Yexk® Axtus [Mogens GB], mmons/n
mmol/] (mmol/l)
3. | 07135122001 Accu-Chek@ Agtive [Model GB] I'miokomerp Axky-Yek® Axtue [Mogens GB],
: glucose monitoring meter, mmol/l MMoue/1 (mmol/l)
4. | 06454011136 | Accu-Chek® Performa (50 tests) Tecr-cmyxku Akky-Yex® Iepdopma 50 mrr.
5. |1 07124287033 | Accu-Chek® Active (2x50 tests) Tecr-cMmyxkn Akky-Yek® Akt 2x50 mr.
6. | 07124112220 | Accu-Chek® Active (50 tests) Tecr-cMmy#kn AKky-Uek® Axtup 50 mT.
7. | 07124112227 | Accu-Chek® Active (50 tests) Tect-camyxkn Akky-Hex® Axrus 50 wr.
8. | 07124210190 | Accu-Chek® Active (10 tests) Tectr-cmyxkn AkKy-Yexk® Axtus 10 mr.
9. | 07819382134 | Accu-Chek® Instant (50 tests) Tecr-cmyxkn Akky-Yek® Incrant 50 m.
10. | 07819366078 | Accu-Chek® Instant (10 tests) Tect-cmysxkku Akky-Uek® Iucrant 10 wr.
11. | 04861736001 | Accu-Chek® Performa Control Kontpons Axky-Hex® Ilepdopma
12. | 03146324243 | Accu-Chek® Active Control Kontpons Akky-Uek® Axtus
13. | 03146324195 | Accu-Chek® Active Control Kourpons Akky-Yexk® AktHs
14. | 07869525171 | Accu-Chek® Instant Control Kontpoms Akxy-Uek® Inctant
15. | 08116113340 Accu-Chek® Guide Link blood CHcTeMa KOHTPOMIO TIIIOKO3H B KpoBi AKKy-Uek®
! glucose monitoring system, mmol/l Taiia Jlink, mMoas/n (mmol/1)
’ CucTeMa I8 KOHTPOJIO PIBHSA IIIOKO3H Bi
16, ] 07135076190 | Accu-Chek® Active [Model GB] blood | ;. & yer@ AK::?[waena GB], MMunZ/l;Po
glucose monitoring system, mmol/l (mmol/l)
17. | 09221786340 Accu-Chek® Instant blood glucose CucTeMa U1 KOHTPOJTIO PIBHA IIIOKO3H Y KPOBI
: monitoring system, mmol/l Axky-Yek® Inctant, Mmoas/n (mmol/l)
18. | 09221808054 Accu-Chek® Instant blood glucose CHeTeMa A KOHTPOIIO PiBHA IIIOKO3H Y KPOBI
) monitoring systezmmol/l Axxy-Uek® [ucrant, Mmons/n (mmol/l)

Micue srgayi: Kuis, Ykpai ;

Place of issue: Kyiv, Ukraine

IMianuc

OBHOBaKeHOI 0CO0H

Signature of Authorized person

Penakuis: |1
Version: 1

Harta nianucy:
Date of signing

27.05.2025

3acTYNHHK reHepabHOrO AUPEKTOpa 3 MapKETHHIY i
npoaax, niaposain Miaber

Crpuxapuyk AHTOH Boraanosuy

Hasga nocaau, I116

Position, Full Name

Cropinka 3i3 3
Page 3 of 3




OPI'AH 3 OHIHKH BJUTOBIIHOCTI

TOB «YKPATHCBKHII HAVKOBHUH IHCTHTYT CEPTH®IKALUT»
04053, m. Kuip, Kyapasceruii y3si3, 6ya. 7, odic 320

UATR.116

CEPTH®IKAT BIITOBITHOCTI

[Topanoxk nposenennn nponeaypn 3atesnevdenns PyHRKINOHYBAHHA KOMILUIEKCHOI CHCTEMH
sabesnevennst akocri (Jlozarok 4 TeXHIMHOrO periaMeHty HoA0 MeAHYHMUX BupoGiB ais
JUATHOCTHKH in vitro, 3aTRep/uKeHOT0 noctanoroio Kabinety Minictpis ¥Ykpainn sin 02.10.2013
Ne 754 (TP), 3a BHK/IIOUEHHAM MYHKTIB 6-9)

Bupotnuk: Roche Diabetes Care GmbH / Pom /liaberec Kea I'm6X

HOpuanuna Sandhofer Strasse 116, 68305 Mannheim, Germany /
anpeca: 3anarodep [lrpacce 116, 68305 Mawuraiiv, Hiveaunna

Bupobnmnui Roche Diabetes Care GmbH / Pom Jlia6etec Kea IM6X
ITOIMIATKH: Sandhofer Strasse 116, 68305 Mannheim, Germany /
Sauarodep Ulrpacce 116, 68305 Manraiiv, Himeuunna

Yunosuosazennii  TOB «POII YKPATHA» _
NPeACTABHHK: 03150, m. Kuis, By Besuka Bacuaskiseska, 6y, 139, nosepx 5, Ykpaina
' Kon CAPTIOY 36691549

Bupoﬁu: Bupobu ana eRenpec-recTysanns B raaysi ximii ra imynoximii

[pusnavennii opran 3 ouinkn siinosiinocri Topapucrso 3 ofmexenow BimoBizaiLHicTIO
«Yxpainchsnii nayxosuii incruryr ceprudivanii» (ewrudikaniiinuit womep Ne UATR.116)
NMIATBEPDKYC. WO 3a3MA4CHHil  BHPOOHMEK BIPOBAIMB CHCTCMY YOPAmIiNig AKICTIO Ha cranax
po3poG/eHH, BUPOGHHLTBA T2 OCTATOTHOIO KOHTPOMIO CTOCOBHO 3a3HaueHuX BHpoOGiB y BiANoBigHOCTI
40 nyskrie 2-5 Jlogarka 4 TP 1a gka € o06'exrom nepiogyHnx HarjigJoBuX ayauTie 3rijHo nyskris 10-
11 lonatka 4 TP. Jins peanisani npoayxuii, nasenenoi y IMepenixy A Jlonarka 2 TP nonarkoso mae
OyTH HAABHHI cepTHdIKaT NCPCBIPKH NPoeKTy 3a nynktavu 6-9 Jlonarka 4 TP. ' :

Mincrapa 1as Buaavi:
3eiT PR.280R/4-25 rin 26.05.2025;
Pimenis npo suaady ceprudikara PR.2808!5~_;§, B}ﬂ 27.05.2025.

Cepmudixar Ne PR.1601-25 o W
Jiiicnnit 10 «17» xostas 2026 p. g

Bumanna Ne | Bin «27» tpasus 2025 p.
Bnepuie Brnaso 27.05.2025.

Kepisuux oprany 3
OIIHKH BIANOBIIHOCTI
Povan MHXAJIKO

SO0 2 ;
C Auid i '
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