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Jexiaapaiin npo sizoosiggicrs Ne UA001.19
(Declaration of conformity No.: UA.001,19)

JaraanbHa HA3BA BHPOOY: CaeTeMa 108 KOHTPOII0 PIBHS TIIOKO3H B KPoBi

Conunon nante of medical device: | TeCcT-CMY&KKH |

Konrpoiasui posuuny

TTporpamue 3afe3meeHus X in-vitro JarmoCrukn

Tecr-Kacern

Blood Glircose Monitoring Systems

Test Strips

Control Solutions

In-Vitro Diagnosiic Sa:)ﬂwme

Test Cassettes

Hepenix supodis: Jue. Toxatox | ao el Jexmapaii Tpo BITHOBIIHICTS

List of prodiicis: See Annex 1 to this Declaration-of conformity

Bupobnnk: Pom Jiaberec Kea ITmGX

Manufacturer: Jangrodep Hrpacce 116, 68305 Manraiivm, Himeuguna

Roche Diabetes Care GmbH

Sandhofer Strasse 116, 68305 Mannheim, Germaily

Bupoduu«ai jlanauni: Poin Hiaberec Kea ImoX

Manufacturing sites: Sagarodiep Hlrpacce 116, 68305 Marraiiv, Himeuunna

Roche Diabetes Care GmbH

Sandhofer Strasse 116, 68305 Manrnheim, Germany

Bupoduuai giasanni L. Roche Diabetes Care, Inc. 9115 Hague Road, Indianapolis, Indiana 46250,
(CyOrLpsIHUEKH): USA;

Manitfacturing sites (contractors): Roche Operations Lid. 2875 Ponce By Pass Pouce, Puerto Rico 00728;
Bionostics Inc. 7 Jackson Road, Devens, MA 01434, USA

Sanmina — SCI India PVT LTD OZ-1 SIPCOT HI - Tech SEZ;
Oragadam, Sriperurabudur Taluk, Chennai, Tamil Nadu 602105, India
Viosuopamennit npeacrasunx 8 | TOB “POHI YKPATHA”

Yxpaini: 04070, M. Kuis, Byn. Hetpa Caraitnausoro, 33, Ykpaina

Authorized representative in E-mail: ukraine.accu-chek{@roche.com

Ukraine: “ROCHE UK’RAINE” ”LLC

B b

_E-maﬂ.,. _ukra11.1@:3.3_0{:-11-01161;,@1 o_c_lle..com

Kaacudixauin srigua | Hepeaix A, Joxarky 2 ~ Hepeéaix B, Jonarky 2
TexHivHoro peraaMenty Hoxo t List A in Annex 2 ¢ List B in Annex 2
MEAHYHUX BHPOOIB A8
JHATHOCTHKH in vitro, ) JLiis CAMOKORTPOI0 He BiiHoCHTLCH 30 Bepeiiry A abo
sarpepxenoro Hocranonow ' Self-testing B, ne ¢ rupofom pisn

Kadinery Minicrpis Ykpaian CAMOKOHTPONIO, HE /LI OIIAKA
No754 pix 2 xosrua 2013 p: XapAKTePHCTAK

Classification according to —  Notapplicable to list 4 ov B, not a
Technical regulation on. Medical product for self-control, not for
devices for in vitro diagnostics, performance evaluaiion

approved by Decree of Cabinet of
Ministers of Ukraine Ne754 on 2
October 2013:

Hpomeaypa OwinKH }_IO,M ToK 4 (3&. BUKTHOYCHHAM I'IyHKTIB 6- )) Texaianore PCrIaMCHTY MIOA0 MCIHEHEX
BixnosBixHOCTI: BHPOOIB 1T AIATHOCTHKH 1N Vitto, 3aTteepmkeHoro IToctarorowo Kaﬁmew Migictpis
Conformity Assessment Route: Yxpainu Ne 754 Bin 2 wowtmi 2013 p

im?m 4 (a;r( Zzif;mﬂ' items 6-9-) df Te{ hﬁmf rag?ffm‘mﬁ on ﬂﬂﬂsz dé’W{ o8 fl)r i ufm

)IT}I GHIHHK
ixﬁpam‘epm:*mk

-Co'f_fg‘i')fm'i{jﬁ;.' | |
Tepwin il xexaapauii npo
BUITOBLEHICTS!
Declaration of confornity is mfm
until:

Peaarigs: 5 Cropinxa 113 3
Version: 5 Page T of 3



Hpu3sHavyCHul Oprax 3 OMiHKH TorapucTBo 3 0OMEKCHO0 BITOBITAALHICTIO
BUITORUTHOCTL Ta HOTO <<’.§""ﬁp?a'immmﬁHavm}fmﬁ Iacruryr Cepragixanity
VICHTHPIRAMHENE KO Limited Liability Company "Ukrainian Scientific Insiifule of Certification "
Conformity assessmeni body wilh UATR.116

m Idé’i?f.?f »::mmn ﬂ:ffmbw*

_',D,cmapamfo Hpo BLI[HDBIL[HILTB CMM{CHO Hl,] m:moBHW BI,EHOBI,EHHBHICTB BH})OOHHK& KOMTIAHII Pmll ,l[lai)e"rec Red TMGX,
Roche Digbetes Care GmbH declares the fulfillment of basic requirements of Technical regulation on Medical devices for i
vitro dicgnostics, approved by Decree of Cabinet of Ministers of Ukraine Ne754 on 2 Qctober 201 3.

The Declaration of Conformity is written under the sole respounsibility of the manufacturer Roche Diabetes Care GmbH.

‘Miche puaadi: Marraig Jara migmacy: 01.11.2021 p.
Placeof issite: Manvhain X BDate of signing 01.11,2021
WY o .:: f
2 ..\\ R “‘Qmﬁ: w14 Head of QUS Submission DL Birgit Goebel
£ § 'y NG R _.,ﬁ
.\1:““ N k\_ﬁ:\i \ \':- Q\:\ _g'\:“-;;_*-.‘ ‘i
[Hamic yroBHOBAXEHOT 0CO0H s Hassa nocanu, [11b
__'Szon ature r}j Autharized persan R et '.g TR {'i-g Q\g@“ﬁ Mﬂ: _' Fositien, Full Name

B a *s»r?&:-» Qtrpaae 18
gR3IOCE Mannheaim

{anfrnany
Peraris: 5 Cropinxa 213 3
Version: D Page 20f 3
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Honarex 1 no dexnapaunii npo signosixuicrs Ne UA001.19
Annex I to Declaraiion of conformity No: UA.001.19

No Karaaomni

| HOMEpH

Catalogue
nimber

- Ha3pa 2urailicEK010 MOBOIO
Name of medical device in English

Hasga yKpalHCEROI0 MOBOKO
Nawme of medical device in Ukrainian

06987796227

| Accu-Chek® Performa blood glucose
{ momitoring svstem, mmol/!

CHCTeMA A% KOHTPOJIO PIBHS THOKO3H Y KPOBI
Axky-Hex® Hepdopma, Myoas/n

(6454348136

| Accu-Chek® Performa Nano bleod glucose
| monitoring svstem, mmol/l

| Axxy-Her® Iepdopma Hano, mvons/a

CHCTEMA A KOHTPOIO PMBHA DIHOKO3H ¥ KPOBI

07135076227

_‘ Accu-Chek® Acme [Model GB1 biood
{ glucose monitoring system, mmol/l

CHCTEMA A KOHTPOMIO PIBHA IIIHOKOSH V ﬁ:pom

| Arky-Uex® AxTus {Mozle.:lb GBY, smmoap/n

07135076015

1 Accu-Chek® Active [Model GB] blmd
| glucose monitoring system, mmol/]

CHeTeMa A KOHTPOMIO PIBHA TTOKO3H ¥y Kpom
Amxy-qekv AKTHB {\*Io,leﬂh GBJ MMOHB/ I

L)‘i :

07819315345

| Accu-Chek® Instant blood glucose
1 moniforing sysicm, mmol/i

...Aia_h} -‘Ica»& _IHCI‘IHT.-.,_ MMOTIB/T

5 07135122001

{ Acon-Chek® Active [Model GB] glucose
| monitoring meter, minol/1

| I'moxomeTtp Arky-Uex® Axtus {Monens GBJ,

MMOIE/ T

05899311001

{ Accu-Chek® Performa Combo, mmol/i
{ Replacement Kit

3minnni #a0ip ArKy-Uek® Hepdopma Kombo.

8. | 06453996136

i Accu-Chek® Performa (10 tests)

MMOIE/ T

Tect-cmyxiy Axky-Uex® TMepdopma 10 mr.

9. | 06454011136

| Accu-Chek® Performa (50 tests)

Tect-emyxen Axky-UYer® Hepdopma 50 wr,

07124287033

| Accu-Chek® Active (2x50 tesis)

TecT-cmyxxu Axky-Uexk® Axtae 2X50 mr.

07124112220

p.:-.-.k

Accu-Chek® Active (350 tests)

| TecT-cmyzxxn Axky-Uex® Axrus 50 mir.

b2

07124112227

{ Accu-Chek® Active (50 tests)

Tecr-cmymrru Axky-HYex® Axtus 50 7.

07124210190

| Accu-Chek® Active (10 tests)

Tect-cmyuxxu Axky-Uer® Axtus 10 wr.

07810382134 | Accu-Chek® Instant (50 tests)

Tecr-cmyxen Arxy-Uex® Iucrant 30 miT.

07819366078

~Accu-Chek® Instant (10 tests)

Tecr-omyxxn Akky-Uek® [uctanr 10 mrr,

04561736001

| Accu-Chek® Performa Control

| Kourpoas Axky-ex® IMTephopma

B e R AW R SN RS

03146324243

“Accu-Chek® Active Control

Koutpoms Akky-Yex® AxTH

(03146324195

Accu-Chek® Active Control

Kortpoms Axky-Yex® AxTHE

C|

078695325171

Accu~-Chek® Instant Control

KOH’I}JOHB L‘nu'icy-—'qewﬁ‘*- IHCTRHT

L
=

08116113340

| Accu-Chek® Guide Link blood ghicose
{ monitoring sysiem, mimol/}

{ 'qe}qu Hm,:[ HlHK \fiMO.TILfH

21| 07453736056

~Aceu-Chek® Guide (50 tests)
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