OEAEPAABHAA CAVXBA T10 HAASOPV B COEPE 3APABOOXPAHEHUS
(POCS,A.PABHWOP)

PEFHCTPAHHOHHOE Y,LIOCTOBEPEHHE

HA MEAWLUHHCKOE U3 AEJIME
ot 16 sauBapn 2023 ropa Ne P3H 2021/13212

~ Ha Meanumnckoe m3genue
CucTeMa KOHTPOJIS YPOBHS ITI0K03bI KPOBH (r.r:mxome’rp) «Amey- ‘Iele@‘ Hucranm»

(Accu-Chek® Instant)

Hacrosinee perncTpaiidioHHOE yIOCTOBEPEHHE BELIAHO

O6mecTBO ¢ orpanH4eHHol oTBeTcTBeHHOCTHIO ""Pomn [[uaberec Kia Pyc"
(000 '"Pom JuaGerec Kea Pyc"), Poccnn,

107031, Mocksa, Tpy6uas ., 1. 2, nomem. I, kom. 42b

Hﬁouaao.umeﬂn
"Pom [{uaberc Kea I'm6X", I'epmanus,
Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannhvim, Germany

MecTo NpOH3BO/ICTBA MEIMIMHCKOrO H3e/Hs
CM.IIPHJIOKEHHE

'Hqivrep perucrpaiuonHoro nocke Ne PII-53570/93648 ot 13.12.2022
Knacc noTeHIMansHOro pucka NIpUMEHEH s METHLMHCKOTO H3/IEHs 23

Kon Obmepoccuickoro maccmi)mca'ropa NPOAYKLIMH 110 BH/IaM SKOHOMHYECKOH
nesrenbHOCTH 26.60.12.119

Hacrosiee perucTpaliHoHHOE YI0CTOBEpEHHE HMEET NPHIIOKEHHE Ha | jucTe
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®EAEPAABHASL CAVXKBA T10 HAA30PY B COEPE 3APABOOXPAHEHWMS
(POC3APABHAA3OP)

K PETHCTPALIAOHHOMY Y/10CTOBEPEHHIO

HA MEAULHUMHCKOE U3AEJIUE
ot 16 suBaps 2023 roaa Ne P3H 2021/13212

Jucr 1

Ha MeMIIHCKOE H3IeTHe
- CucTeMa KOHTPOJISA YPOBHS [VIIOKO03bI KPOBH (rmoxomerp) «Akky-Yex® Hacranm
(Accu-Chek® Instant),

B COC'_I‘aBC:
1. Tmoxometp "Axky-Yex® Uncrant” (Accu-Chek® Instant).

2. Tecr-nonocku "Axky-Uek® Hucrant" (Accu-Chek® Instant), 10 mrr. - 1 ym.
3. YCTpoHCTBO /1A NPOKAJIBIBAHHA KOXKH "Axky-Uex® Coprrankc" (Accu-Chek® Softclix).
4, Jlanmets! "Axky-Uex® Copriomke” (Accu-Chek® Softelix), 10 m.

5. Yexon (Carry case). :
6. cTpykimu u sioxenus (Manuals and inserts) - He Gonee 10 wr.

MecTo IpOU3BOICTBA:
1. Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany.

2. HTL-Strefa S.A., ul. Adamowek 7, 95-035 Ozorkow, Poland.

3. Roche Diabetes Care, Inc., 9115 Hague Road, Indianapolis, IN 46250, USA.

4. Balda Medical GmbH, Bergkirchener Strafle 228, 32549 Bad Oeynhausen, Germany.

5. Synergy Health Radeberg GmbH, Juri-Gagarin-Strasse 15, Radeberg, 01454, Germany.
6. Altek Medical (Kunshan) Limited, 2F, Building No. 1, No. 77, 3rd Main street, Kunshan

Free Trade Zone, Jiangsu, 215301, China.
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['enepansHOMY TUPEKTOPY
000 «Pour Irabetec Kea Pyc»
Kapryxuny Brnagumupy BanepbeBudy

OBILECTBO C OFPAHHYEHHOI
OTBETCTBEHHOCTGIO

«PETHOHAJIBHBIA LEHTP OLIEHKH COOTBETCTBHSA» 10703 1 POCCH 1 I'OPOJI MOCKBa
Axpec: 123060, ropox Mocksa, yauua Mapmana Puifaaxo, ’ ? ’

A0m 2, kopnyc 9, nomemenue 638 TPY6HHSI o aak, 10M 2, MMOMEIICHHE

Ten: +7 (499) 979-00-85
E-mail: regionos@ya.ru I, komHara 42F

http://regionos.ru/
OKIIO 34577662, OTPH 1147746865243
MHH/ KIIT1 7716781260 / 773401001 Ten. +74952256995

_31mMan2021 = Ne 21-166
Ha Ne

[ UHOOPMAIIMOHHOE [TMCHMO |

B CBA3M C 3anpocoM OTHOCHTENBHO OO0A3aTE/BHOIO ITOJIBEPXKACHUS COOTBETCTBHA
TIPOAYKIIMHK, COIJIACHO PErucTpanuoHHoMy yaocroBepenuto Ne P3H 2021/13212 ot 19.01.2021,
BeyganHoro  PenepanpHoit  cayxOoii  mo  Hamsopy B «depe  30paBOOXpaHCHHA
(POC3IPABHAI30P):

CucTeMa KOHTpOJIA YpPOBHS TIUIIOKO3BI KpoBH «AKKy-Uek® MHucrant» (Accu-Chek®
Instant) ¢ GecripoBoAHO# nepesaydeil JaHHBIX:

B COCTaBe:

1. I'mokomMeTp «Akky-Yek® Mucrant» (Accu-Chek® Instant)

2. Tect-nonocku «Axkky-Uek® Mucrant (Accu-Chek® Instant), 10 wr. — 1 ym.

3. VcrpoiicTBo mis NpokansiBaHHsA KokH «AKKy-Uek® Codrrianke» (Accu-Chek®
Softclix)

4. Jlanuets «AKKy-Yek® Codrrinkcey (Accu-Chek® Softclix), 10 mr.

5. Yexou (Carry case)

6. Muctpykuuu u BnoxxeHus (Manuals and inserts) — 1o 10 .,

npousBoacTsa pupmsl Roche Diabetes Care GmbH (Pow /Ina6etc Kea I'M6X), 'epmanus,
Sandhofer Strasse 116, 68305 Mannheim, Germany; 3aBogsi-usroroButenu: Altek (Kunshan)
Corp., Ltd., No. 77, 3rd Main Street, Kunshan Free Trade Zone, Jiangsu, China; Asahi Polyslider
Company, Limited, Okayama-Kuse Plant, 860-2 Misaki, Maniwa-shi, Okayama, 719-3226 Japan;
Balda Medical GmbH, Bergkirchener Strafe 228, 32549 Bad Oeynhausen, Germany; HTL-Strefa
S.A., ul. Adamowek 7, 95-035 Ozorkow, Poland; Roche Diabetes Czare, Inc., 9115 Hague E.oad,
Indianapolis, Indiana 46250, USA; Roche Operations Ltd., 2875 Ponce By-Pass, Ponce, Puerto
Rico 00732; Roche Diabetes Care GmbH, Sandhofer Strasse 116, 63305 Mannheim, Germany,
coobIaemM cleayoee.

BrimeykazaHHasg IpoAyKUMs HE BKIOUeHa B «EJMHBII 1iepeyeHb TPOAYKIHH,
nojnexaiieit oba3arensHON cepTu@uKann» U « EAMHBIN 1IepedeHs 11)04YKLUHH, IIOATBEPXKICHHE
COOTBETCTBHS KOTOpOil oOcCylecTBIsieTcs B (GopMe NPHHATHA [EKsapalM¥d O COOTBETCTEMMY,
YTBEPXK/ICHHEIE IOCTAHOBICHHEM [IpaBurenscrBa Poccuiickoit ®enepauuu ot 01.12.09 1. N’u 982
(c HBMCHGHMMH),,H—\
1o Bmmenepeqncng BIMIEPEYHSAM Ha JAHHYIO MPOLY KLIMIO He Tpe6‘ 'eTCH.

Haérq’amgtf; paspsc 1€ B AU RPCCEHUs  W3MCHEHHH B JIOKYMEHTHL,
ycmmnn@azﬁoﬁ;ﬁ ebbko i 175 00 TG ‘.‘-,,_o ' IO/ TBEPHK/ICHHS COOTBETCTBUA
JIAHHBIX TQBapoﬁ ‘rfpg 33@03 .‘rt ; : : ]

M.B. UBaHBKOB






