OEAEPAABHAA CAVAKBA T10 HAA,SOPV B COEPE SAPABOOXPﬁHEHM}I
(POG3APABHAA.30P) ‘

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA ME,IIHHHHCROE U3AEJIUE
ot 19 sinBaps 2021 rona N P3H 2021’13212

Ha MeqununcKoe ns,ume
Cucrema KOHTPOJIS yPOBHS J1I0K03b1 KPOBH "ARKY-‘IBK® anram"
(Accu-Chek® Instant) ¢ Gecnposoanoii nepenagei nam!ux

Hacrosimee perucTpallHOHHOE YA0CTOBEPEHHE BBELIAHO

O6mecTBo ¢ orpanHueHHON 0TBETCTBEHHOCTRIO "' Pom ,Ilnaﬁe'rec Kea Pyc"
(000 "Pom JinaGerec Kea Pyc"), Poccus,

107031, Mockaa, prﬁnan 1., 11. 2, nou. I, koM. 42]3

IIpouseoguTens
"Pom /Imaberc Kea I'm6X", l"‘epusmm, :
Roche Diabetes Care GmbH, Sandhofcr Strasse 116 68305 Mannhe:m, Germany

Mecto uponsao,ac'rna MBI[IIEIHHCKOK‘O M3IEITHS
CM, NPHI0RKEHHE

Homep peructpamuoHHOro noc!.e .N'n PI[—3747118851‘7 or 16.11.2020
Knace noTeHnuanbHoro pucka NpUMeHeHUs ME‘,I[HIIHHCKOI‘O M3NIeTHS 2:

Koa O6uiepoccuiickoro kiaccH)ukaropa NpoAyKUHMH [10 BUAM 3xoaomecxoﬁ
JIeATENBHOCTH 26.60.12.119

Hacrosuiee perscTpauosHOe yAOCTOBEPEHHE HMEET NPHIIOKeHHE Ha | aucTe

L\
npukasom Pocappasnamsopa ot 19 ausaps 202 I"gggq
AOMYIUEHO K o0palleHnio Ha TeppHTOPHH PocChitckd oit D
PyxoBoanTenan ®exepaabnoii cryxlbl 5,
o Hax3opy B cdepe 3APaBOOXpPAHEHHS

m




(DEAEPAABH:UI CAVXKBA T10 HAA3OPY B COEPE BAPABOOXPAHEHVIE
(POC3APABHAA3OP)

K PETHCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAHUHHCKROE U3ZEJIUE
or 19 smpaps 2021 rona N P3H 2021/13212

Ha MepununcKoe H3genme

CucTeMa KOHTPO.IS YPOBHHA IJ1I0K03b1 KPoBH ''Akky-Yex® HucranT"

(Accu-Chek® Instant) ¢ GecnpoBoaHoii nepeadell AAHHBIX, B COCTaBe:

1. Fmoxometp "Axkky-Uek® Uncrant” (Accu-Chek® Instant).

2. Tecr-nonocks "Axkky-Yex® HMucrant” (Accu-Chek® Instant), 10 wr. - 1 ym.

3. YerpoiicTso ans mpokansanus Kosxu "Akky-Uex® Codrrnake” (Accu-Chek® Softelix).
4. JTanuets "Axky-Uek® Coprivmke" (Accu-Chek® Softelix), 10 m.

5. Yexon (Carry case).

6. MacTpykumu u Bioxenus (Manuals and inserts) - He Gonee 10 1oT.

MecTto npou3zBoacTBA:

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

2. Roche Diabetes Care GmbH, 9115 Hague Road, Indianapolis, Indiana 46250, USA.

3. Asahi Polyslider Company, Limited, Okayama-Kuse Plant, 860-2 Misaki, Maniwa-shi,
Okayama, 719-3226, Japan.

4, Roche Operations, Ltd., 2875 Ponce By-Pass, Ponce, 00732, Puerto Rico.

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

6. Altek (Kunshan) Corp., Ltd., No. 77, 3rd Main Street, Kunshan Free Trade Zone, Jiangsu,
China.

7. Balda Medical GmbH, Bergkirchener StraBe 228, 32549 Bad Oeynhausen, Germany.

=

PyxoBomuTens ®enepansnoii caymint :
N0 HaA30pYy B cdepe 3APABOOXPAHCHHA N A.B. CamoiliioBa

0079621




CUCTEMA AOBPOBOABHOW CEPTU®UKAIINU
HAIIOHAABHBIV PETUCTP KAYECTBA

CEPTUOUKAT COOTBETCTBUA

Ne HPK DE.PL|01.H.00132
Cpox Ae¥icTBHA C 07.02.2022 o 06.02.2023

) i t{g ES

OPTAH IO CEPTUOHUKALINU Ng 01088
Oprax no cepTudrkauvi Nnpoaykuvwn O6LUecTsa ¢ OrpaHWHEHHOR OTBETCTBEHHOCTBIO «PErMoHanbHbBIA UEHTP OUEHKK
cooreeTcTeuA». Mecto HaxoxaeHus: 125167, ropoa Mocksa, JleHunrpagcknin npocnekT, soM 36, ctpoeHue 30, noMellerue 113.
dakTuyeckuit appec: 125167, ropoa Mockea, JleHuHrpaackuin npocnexT, aom 36, ctpoenue 30, nomewenne 113,
TenedoH: +7(499)979-00-85, daxc:+7(499)979-00-85, e-mail:regionos@ya.ru. AtrectaT akkpeguTauum Ne HPK
RU.04MNMMH0.21PL01 oT 19.12.2016 roga, BeidaHHbii LieHTpanbHbim opraHom AcGpOBOSbHOW CUCTEMbI CEPTUUKaLIUK
«HauuoHanbHLIA perucTp KadecTea», perucTpaunoHHeit Ne POCC RU.A1603.04MUHO

TTPOAYKIIHMS Ko OKTIA 2
CuUCTEME KOHTPONS YPOBHSA rNI0KO3bl KpoBU «Akky-Hek® MHcTanT» (Accu-Chek® Instant) ¢
BecnpoBogHO Nepeaaveil faHHbIX B COCTaBe (CM. npunoxeHue Ha 1 nucre, Bnaxk Ne 26.60.12.119
016817).

CepuiiHblit BbINYCK.

COOTBETCTBYET TPEBOBAHHUAM HOPMATHBHbBIX AOKYMEHTOB Kop THB3A
FOCT P 50444-2020, FTOCT P M3K 60601-1-2010, FOCT P UCO 15197-2015
9027801700

HM3IrOTOBUTEAD

«Pouw [quabetc Kea MibX»
Azpec: l'epmanus, Roche Diabetes Care GmbH Sandhofer Strasse 116, 68305 Mannheim, Germany.
3aBOAbI-M3rOTOBUTENM (CM. NpUnoxeHue Ha 1 nucrte, Gnadk N2 016817).

CEPTU®UKAT BBIAAH

OG6LecTBO ¢ OrpaHu4eHHo| oTBeTCTBEHHOCTLIO «Pow [uabetec Kea Pyc» (OO0 «Pow [AuabeTtec Kea Pyc»)
MecTo HaxoxaeHua: 107031, Poccun, ropoa Mockea, TpyBHaa nnouwjaab, AOM 2, nomelleHue |, komHata 426,
DakTndeckuit agpec: 115114, Poccusa, ropoa Mockea, ynuua JleTHUKoBCKas, nom 2, cTpoerue 3, 6/u «Busanbam
Mnasa», OFPH: 1167746455678, Tenedon: +74952296995.

HA OCHOBAHHH

Mpotokon ucnbitasui Ne 012022CCGD ot 26.01.2022 o
Wcnbiratenshbii uentp «3Anektponpubop» OBWECTsa ¢ OrpaHnyeHHON OTBETCTBEHHOCTLIO «HOBrOPBACKMI

LeHTp», arTectar akkpeauTtauumu Ne HPK RU.04MMHD.21TMOS5 ot 17.08.2020, cpok AeicTens — 6egepoiHbIn,
PerncTpauuoHHoe yAOCTOBEPEHUE HA MeAULMHCKoE u3genue Ne P3H 2021/13212 ot 19.01.2021, Pe }:{epanauaﬂ cnym\63
Hagsopy B cdepe sppasooxpanenns (POC3OAPABHALSOPR)

AOINOAHHUTEABHASI HHOOPMAILIUSA
Cxema cepTuchukayuu 2c.

M.B. MiBaHbkOB

WRuRuAA, FANNANT

A.C. JlarogavHckni

MEHQHAAM, PauMARE




CUCTEMA AOBPOBOABHOU CEPTU®UKALIUU

HAIIMIOHAABHBIW PETUCTP KAYECTBA

NMPUNTOXEHUE

K ceprHdukaTy cooteTcTBus No  HPK DE.PLI01.H.00132

Ne (16817~

Kon OKNA 2
Koa THB3[

HaumeHoBaHue, TUNLI, MAPKK, MOAENH OJHOPOAHOW
NPoAYKUMK, COCTABHBLIC YacTH U3eNnus UK KoMnnekca

HanmeHoBaHuMe u pekBUIuTEI
OOKYMEHTa (QOKYMEHTOR), B
COOTBETCTBUMU C KOTOPhIMK
MU3roToBIieHa NPoAYKUMA

26.60.12.119
9027801700

Cncrema KOHTPONA YPOBHS FIIIOKO3bI KDOBU « AKKY-Yek® MHCTaHT»
(Accu-Chek® Instant) ¢ GecnposoaHoit Nnepeaayeit 4aHHbIX B
cocrase:

1. FniokomeTp «Akky-Yek® MHC“raHT» (Accu-Chek® Instant)

2. Tect-noncckn «Axky-Hek® WHctanT» (Accu-Chek® Instant), 10
wr. - 1yn.

3. YcTpoitcTeo Ans npokanbiBaHus koxu «Axky-Yek® CodTKNMKE»
(Accu-Chek® Softclix)

4. NaHueTbl «Akky-Yex® CodTrnmke» (Accu-Chek® Softclix), 10
LT,

5. Yexon (Carry case)

6. NHcTpykumnmn 1 Bnoxexna (Manuals and inserts) — He Gonee 10
LT,

3aBobl-M3roTOBUTENU:
Altek (Kunshan) Corp., Ltd., Kutait, No. 77, 3rd Main Street,
Kunshan Free Trade Zone, Jiangsu, Ching;

Asahi Polyslider Company, Limited, finonus, Okayama-Kuse
Plant, 860-2 Misaki, Maniwa-shi, Okayama, 719-3226 Japan;
Balda Medical GmbH, lepmanus, Bergkirchener StraBe 228,
32549 Bad Oeynhausen, Germany;

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

Roche Diabetes Care, Inc., Coenunentbie Litatel, 9115 Hague
Road, Indianapolis, Indlana 46250, USA;

Ponce, Puerto Rico 00732; y
Roche Diabetes Care GmbH, Mepmanus, Sandhofer Strags
68305 Mannheim, Germany.

Roche Operations Ltd., MyapTo- Pm(o 2875 Ponce By—Pass _ :

eI PNk
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M.B. Meaubkos

WANURALN, GEAMEARR
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EBPAZHICKHI SKOHOMUYECKHH CO103
NEKJAPAIIAA O COOTBETCTBUU

JassuTeas OGUWECTBO ¢ OrPAHHHCHHOM oTBeTCTBEHHOCTLIO Powt [luaberee Kea Pve, (YHOJHOMOYEHHOE

_ M3rOTOBHTENEM JIMUO HA OCHOBAHWH N0TOBOPA Nefi/w ot 22.01.2018).
Mecro naxampaenna: 10703 1, Poccuitckas Denepauus, ropoa Mocksa, TpyOuas niomwaas, JoM 2, NOMEERHE
1. komuata 42 6. Aapec MecTa ocywecTsienua aesTenntocty: 1151 14, Poccuiickan @ejepauus, ropoj
Mockea, yiuiia JIeTHHKOBCKas, 10M 2, cTpocHue 2, 6/ «Busanbu [nazan, OCHOBHOMR rocy1apCTBeH b
perueTparontbti Homep: 1167746455678, tenedou: +74952296995, anpec 3MEKTPOHHOIM NOUTHL:
Russia.regulatorydc@roche.com
B muue enepasssoro aupektopa Kapuyxuxa Bragumupa Banepsesuua
sanBaseT, 4ro Lokomerp «Axkky-Uek® Hucraut / «Accu-Chek® Instanty, 07819315, 07819358

Harerosureas "Roche Diabetes Care GmbH"

MecTO HaXOMACHHS H AAPEC MECTA OCYUICCTBICHMS JEATEILHOCTH N0 HITOTOBICHHIO MPOAYKIHH: Tepmanus,
Sandhofer Strasse 116, 68305, Mannheim, Germany. Anpec dunuana: Aliek Biotechnology Corporation (Altek
(Kunshan) Corp., Ltd.), No. 77, 3rd Main Street, Kunshan Free Trade Zone, Jiangsu, China.

Koa THB3JLEASC 9027 80 170 0, cepuiHblid BeINYCK
Coorsercrayer Tpedosanuam TP TC 020/2011 "3nekTpoMariuThas COBMECTHMOCTE TEXHHYECKHX cpeacTa”

Jleksiapanss 0 COOTBETCTBHN NPHUATA HA OCHOBAHMK POTOKONA ucnsiraunit Ne2020.D-96.03CP or
27.03.2020 r. OO0 Wcnsiratenshuit naboparopuniit nentp "MeaTectlIpudop”, per. Ne POCC
RU.0001.21MI126 ot 22.07.2015 Cxema JieknapHpoBanus: 31

Honoanurensuasn nudopmanns O003HAYCHHE H HAUMCHOBAHHE CTAHAAPTOR: [OCT P51522.1-2011 (M3K
61326-1:2005) CoBMECTMMOCTB TEXHUHYECKHX CPEACTB MNEKTPOMArHUTHAN. DexkTpudeckoe 000pYROBaAHHE jLUIH
U3Mepenns, YIIPaBieHHs H 1a00paTOPHOTO NPUMEHCHM:. Yacts 1. OGume TpedoBatus 1 METO/bI HCIIbITAaHIKA,
Cpok cyx0bi 3 NET.
Ae%uua 0 COOTBETCTBMH JCHETBATE/ILHA € JaThl PEIHCTPANMH 110 13.05.2025 BrOOYHTENLHO

Y e’ ,\éf‘ enRiaty - L7 ST STt 1 A T Kapnyxun Bnaaumup Banepnesuy
{noanncy) i i 2 V. L Lo (®.14.0, 3ansuTens) N
— }'_‘, A Vol 9

1

¥ R

PerucTpanBoRHbIi BOMED eknapauuu o coorsercraun: EAIC N RU JI-

Jiata perHcTpanHy JeK1apautu o COOTRETCTBHH 14.05.2020







