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PEAEPAABHAS CAVIKBA 11O HAA3OPY B COEPE 3APABOOXPALEHIS
(POC3APABHAA3OP)

PEFHCTPAHHQHHOE YAOCTOBEPEHME
HA ME/IJMLIMHCKOE U3EJIUE
or 10 anBapsa 2017 roga Ne ®C3 2008/01305

N Ha meanunnckoe nsnesue

 Pacxoauble MaTepnaner u nn HHAUIEKHOCTH I JKCIpecc-aHaAaN3aTopa
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. (raoxomerpa) mopraruBHoro "Axky-Yek Meppopma" (Accu-Chek Performa)
|

Hacrosmee perucrpanuonsoe YAOCTOBEPEHHE BBIIAHO

1 OGwecTBO ¢ OrpaHHYEHHOIT OTBETCTBEHHOCTLIO "Pom [naberec Kea Pyc"
. (00O "Pom qnaGerec Kea Pyc"), Poceus,

107031, Mocksa, Tpy6uasn naomank, A. 2, nomemenne I, komuara 425

& IIpoussomurens
| "Pom InaGerc Kea 'M6X", I'epmanus,
' Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

- Mecto npousBozcTea MemuIHHECKOTO M3NETHS
CM.OPHJIOKEHHE

Homep peructpannonnoro nocse Ne PJI-14932/61904 ot 19.12.2016
BH,Z[ MEIHIHHCKOI'O H3enuy CMLIIpUJIOKEHH €

Knacc HOTCHHH&JILHOT‘b PHCKa NPDHMEHEHH S MEJMIITMHCKOro H3Jenus 2a

npukasom Pocsnpasramsopa ot 10 ausaps 2017 roga Ne 50 P

| J0NyLIeHo K 00palleHuo Ha Tepputopuu Poccuiickoli ®eepartu
3amecTuTesns pykoBoauTeNs DeaepanbHoii cryxibl %3 Gl il i

,' 110 HAA30PY B cepe 3APABOOXPAHEHHS ' / __ 10. Tkasiokos
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PEAEPAABHASL CAYAKEA 110 HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

PUNOY{EHME
R PETMCTPALJMOHHOMY Y IOCTOBEPEHHIO
HA MEAWULUHCROE U3E/UE

or 10 susaps 2017 roaa Ne @©C3 2008/01305
: Jlaer 1

Ha MeauIIMHCKOEe H3eIHE
Pacxo[HbIe MATEPHAJIbI B NPHHANLIEKHOCTH 115 JKCHpecc-aHAIN3ATOPa (roxomeTpa)

nopraTusHoro "Akky-Uex Mepdopma" (Accu-Chek Performa):

1. Tecr-nonocks "Axxy-Uek [Teppopma" Nel0 (Accu-Chek Performa Strips Nel0)
(Bum 248900).

2. Tect-nonocku "Axky-Uexk ITepdopma” Ne50 (Accu-Chek Performa Strips Ne50)
(uy 248900).

3. Tecr-nonock "Axkxy-Uex Teppopma” Nel00 (Accu-Chek Performa Strips Nel 00)
(Buz 248900).

4, KoutpobHuble pactsopsl "AKKy-YHek Teppopma” (Accu-Chek Performa Controls)
(sun 248950).

5. Yexon (Carry Case (20051)

MecTo npon3BOACTBA: :
1. Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305, Mannheim, Germany.

9 Roche Diabetes Care. Inc., 9115 Hague Road, Indianapolis, Indiana 46250, USA.

3. Roche Operations Ltd., 2875 Ponce By Pass, Ponce, 00728 Puerto Rico.

4. Bionostics, Inc., 7 Jackson Road, Devens, MA 01434, USA.

5.3A0 "Paayra ITpopaxug", Pocens, 197229, Cauxt-Tletep6ypr, yn. 3-2 Konnas JlaxTa, 1. 48,

Kopm. 7, IHT. A.
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CHCTEMA AOBPOBOABHO¥ CEPTU®UKALIAN
HAIIMOHAABHBIN PETUCTP KAYECTBA

CEPTUDUKAT COOTBETCTBUS

Ne  HPK DE.PLI01.H.00138
Cpok peficreus ¢ 09.02.2022 mo  08.02.2023

OPTAH I10 CEPTUMHKALIUM - Traf10671s
Opran no ceptudukaumm npoaykuuu OBLWecTsa ¢ orpaHUHeHHOM OTBETCTBEHHOCTLIO «PerMoHanbHbIA LIEHTDP OLEHKM
cooTeeTCTBUA». MecTo HaxoxaeHua: 125167, ropoa Mockea, INenunrpaackui npocnekT, fom 36, cTpoeHue 30, nomeluexne 113.
Daktnyeckui anpec: 125167, ropog Mockea, JleHuHrpagckuin npocnekT, aom 36, ctpoewue 30, nomelenue 113,
TenedoH:+7(499)979-00-85, thakc:+7(499)979-00-85, e-mail.regionos@ya.ru. Atrecrar akkpeauTauum Ne HPK
RU.04MWMHC.21PLI01 oT 18.12.2016 TOAa, BblAaHHbIi LienTpansHeiM oprarom BA00pOBONbHOM cUcTeMBbI CepTrdmMKaLmu
«HauuoHanLHeIiA perucTp kavecTsan, perucTpauuoHHeil Ne POCC RU.A1603.04NMHO

ITPOAVKIIHUA Kaop OKIIA, 2
PacxofHele Matepuansi U NPUHaANEXHOCTU ANS 3KCnpecc-aHanuaaropa (rnkomeTpa)
nopTaTusHoro "Akky-Yek Mepdopma” (Accu-Chek Performa) (cm. npunoxeHue na 1 nucre, 21.20.23.110
Onank Ne 016822).

CepuiiHbift BbINYCK.

COOTBETCTBYET TPEBOBAHUAM HOPMATHMBHBIX AOKYMEHTOB Koa THBOA
FOCT P 51088-2013, FOCT P 51352-2013

3822000000

HU3IrOTOBUTEAB
«Pouw [lnabetc Kea MM6X»
Anpec: lepmanus, Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3aBoabl-u3roToBUTENN (CM. npunoxexne Ha 1 nucre, GnaHk Ne 016822).

CEPTA®UKAT BbIAAH

O6LLecTBO ¢ OrpaHUyeHHOM OTBETCTBEHHOCTbIO «PoLy HuaGetec Kea Pyc» (000 «Pow [Iuabetec Kea Pyc»)
Mecro Haxoxaexus: 107031, Poccus, ropog Mockea, Tpy6Has nnowaab, JoM 2, rnomMeuyeHue |, kKomHaTa 426,
®akTudeckuit agpec: 115114, Poccus, ropoa Mocksa, ynuua JleTHukoBckas, 4om 2, cTpoeHue 3, €/u «BuBanban
Mnaza», OFPH: 1167746455678, TenedoH: +74952296995.

HA OCHOBAHHU
MpoTokon ucneitakni Ne 012022CCFC ot 31.01.2022
WcnbitatensHbiin ueHTp «3nektponpubop» ObwecTea ¢ OrPaHU4EHHOM OTBETCTBEHHOCTLIO «Hosropo“ A
HEHTP», atrectar akkpeauTaumn Ne HPK RU.04MMH0.21TMOS ot 17.08.2020, CPOK AeiAcTBUA — Gecapou
PerucrpauuorHoe YAOCTOBEpEHWE Ha MeAWUMHCKoe uaaenuve Ne OC3 2008/01305 ot 10.01.2017,
Hagsopy B cihepe 3apasBooxpaHeHus (POC34PABHAL3OP) o

AOTTIOAHHUTEABHAS HHOOPMALIUA

Cxema ceptudmrauum 2c.

M.B. UBaHbkos

FuBGHasM, GaMEARY
A.C. NaroaauHckuin

WHRAHOAM, fOMRARE




CUCTEMA AOBPOBOABHOU CEPTUDUKAIINN
HAILIMOHAABHBIN PETUCTP KAYECTBA

Ne 016822«

NPUJIOXKEHUE

K cepTuduKary cootBercTBHsS Ne HPK RU.PL|01.H.00138

HaumeHOBaHWe U PEKBHUINTHI
Kon OKNA 2 HaumeHOBaHuWe, TUNBI, MAPKK, MOAENY OAHOPOAHOM [OKyMeHTa (AOKYMeHTOoB), B
Kon THB3A npoAayKunM, COCTaBHbIE YaCTH M3AENHUA WK KOMNTeKca COOTBETCTBMMU C KOTOPLIMMA

M3roToBNEeHa NpoayKuus

21.20.23.110 |PacxogHble marepvans! ¥ NPUHAANEXHOCTN AMA KCnpect-
3822000000 |ananuaaTopa (rniokomeTpa) noprarusHoro "Axkky-Yexk MNepdopma”
(Accu-Chek Performa).

1. Tect-nonocku "Akky-Yek Mepcopma® Ne10  (Accu-Chek
Performa Strips Ne10)

2. Tect-nonocku "Akky-Yek Mepgopma” Ne50  (Accu-Chek
Performa Strips Ne50)

3. TecT-nonocku "Axkky-Yek Mepcopma” Ne100 (Accu-Chek
Performa Strips N2100)

4. KoHTponbHble pactsopbl "Akky-Yek Mepdopma” (Accu-Chek
Performa Controls)

5. Yexon (Carry Case (2005i)

3aBoAbl-N3roToBUTENN: *

Roche Diagnostics GmbH, Fepmanus, Sandhofer Strasse 116,
68305, Mannheim, Germany;

Roche Diabetes Care, Inc., CoeanHennbie LUTaThl, 8115 Hague
Road, Indianapolis, Indiana 46250, USA;

Roche Operations Ltd., MyapTo-Puko, 2875 Ponce By-Pass,
Ponce, Puerto Rico 00728;

Bionostics, Inc., CoeautenHbie LWTaTel, 7 Jackson Road, Deven
MA 01434, USA; g
3A0 «Papyra MpopakwH», Poceus, 197229, CankT — Metepd
yn. 3-n KonHas Naxra, A.48, kopn. 7, vT. A.
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OBOAHTEAL OpraHa i M.B. WBaHbkoB

THRAHALM, fauaAnd

KCIiepT A etert A.C. llaron !
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CepTH(hHKAT He NPUMeHAETCH MpH oGa3aTeALHOM cepTHdhUKaLMH




