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- PEAEPAALHAS CAVIKBA 110 HAA3OPY B COEPE 3APABOOXPAHEHMSI
(POC3APABHAAZOP)

PETHCTPALIMOHHOE Y IOCTOBEPEHME
| HA MEAWULIMHCROE U3 /EJIUE
| or 19 centabps 2016 rona Ne ®C3 2008/01205

Ha meauunmnckoe H3Jlenue :
Teer-nonocku "Axxy-Yek Axrus" (Accu-Chek Active)

Hacrosmee perucTpannonnoe YAOCTOBEPEHUE BEIIAHO

. O6mecTso ¢ orpanuyennoil orsercrenitoctsio ' Pom Jnaderec Kea Pye"
(000 "Pom JluaGetec Kea Pyc'"), Poccus,

1 107031, Mocksa, iemans Tpy6uas, n. 2, nomemenue I, comuara 425 :

| IlpousBoauTtens
"Pomr luaberc Kea 'm6X", Fepmanusn,
I Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

MecTo Ipou3BOICTRE METHIMICKOrO H3neHs
CM.OPUJIOKEHHE

Homep perucrpanmontoro socse Ne PJ1-12992/41163 ot 05.09.2016

Bun meaunnuckoro usgenus 248900

| Kiace notenuuansioro prcka NpHMEHCHHS MEIMIHHCKOrO u3jtenus 1

Kon O6uepoccuiickoro xnaccuduxatopa IpoiyKuuy A1s MEJIHIMHCKOTO H3nenus 93 9800

Hacrosiee perneTpaniontoe yrocToBepeHne HMeeT nprjioxen e Ha | nucte
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 OEAEPAABHAA GAVKBA [10 HAASOPY B COEPE 3APABOOXPAHELMAS .
G e (POC3APABHAA3OP) - B

>  TIPH/IOREHME ‘ b

RPEFTUCTPALMOHHOMY YAOCTOBEPEHHIO 3

— HA'ME,&H“HHCROE HU3JEJIUE
ot 19 cenrsbps 2016 roga N DC3 2008/01205

JIner 1

Ha mennuunckoe ussenue ' A | e
- Tecr-monockn "Axky-Yex Axtus" (Accu-Chek Active): : : i
Mecto npoussoacrsa; g ‘ 7 g
i L-Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305, Mannheim, Germany. - E
“#1 2. Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305, Mannheim, Germany. B
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CHCTEMA CEPTUOURAIIMU TOCT P
GEJEPATTBHOE ATEHTCTBO 110 TEXHHYECKOMY PETYIHPOBAHUIO H METPOITOTHU

CEPTU®UKAT COOTBETCTBUS

Ne¢ POCC DE.PC52.H00538

Cpox AeficTtBug ¢ 19.07.2017 no 18.07.2020

Ne 0036835
OPTAH IO CEPTUQUKALIIN

OpraH no ceptudmkaumm npoAykuui OBuuecTea ¢ oOrpaHuUeHHON OTBETCTBEHHOCTbIO «PeroHanbHbIi LEHTP OUBHKMK
COOTBETCTBUA». MecTo Haxomaenus: 123060, ropoa Mocksa, ynuua Mapuwana Psibanko, aom 2, kopnyc 9, nomeluerue 638.
PakTyeckuin agpec: 123060, ropoa Mockea, ynuua Mapwana PuiGanko, gom 2, kopnyc 9, nomeuleHue 638. TenedoH:
+7(499)979-00-85, hakc:+7(499)979-00-85, e-mailregionos@ya.ru. Atrectar akkpeauTauum Ne RA.RU.11PC52 oT 11.12.2014,
CPOK AEUCTBUA - DECCPOYHbIA. BbiAaHHbIN DeaepansHoi cnyxBown no akkpeauTauum

NMPOAVKIIUA
TecT-nonocku "Akky-Hek Aktus" (Accu-Chek Active).

nono | xoa OK
CepuitHbii BbINYCK. !
' xop OK 034
(OKMnAazy:
21.20.23.110
COOTBETCTBYET TPEBOBAHMSIM HOPMATUBHBIX AOKYMEHTOB o
FOCT P 50444-92 (Pa3gn. 3, 4), TOCT P 51088-2013, FOCT I1SO 15197-2015 koA TH BBA
3822000000

H3IrOTOBUTEAD
«Roche Diabetes Care GmbH» («Pow [uabetc Kea Mm6X»)

MecTo HaxoxaeHus u dakTuueckuin agpec: Nepmanus, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3aB0AbI-3roTOBUTENM (CM. NPUNOXKEHUE Ha 1 nucTe, Bnank Ne 0007125).

CEPTUOHUKAT BBIAAH
«Roche Diabetes Care GmbH» («Pow JQuabetc Kea MMEX»)

MecTo Haxoxaenna u akTudeckuin agpec: Mepmanus, Sandhofer Strasse 116, 68305 Mannheim, Germany.

HA OCHOBAHHMU
MpoTokon ueneitaHuid Ne 07/058-2017 or 19.07.2017

WenbiTatenbHas nabopaTtopusi ABTOHOMHAs HEKOMMEPHECKAs OpraHu3aLns “"LIeHTp KayecTBa, adeKTUBHOCTY 1
$e30NacHoCTV MeAWLMHCKNX u3aenuid”, atrecrar akkpeautaumn RA.RU.21MA11 ot 07.04.2015, cpok aefcTaus -
©eccpoyHbIf

PervcTpauvonHoe yaocToBepeHue Ha MeguuuHckoe nagenve Ne ®C3 2008/01205 ot 19.09.2016, PesiepansHas
cnyxBa no Haasopy B chepe 3apasooxpaHerus (POC3APABHAN3OP)

AOTIOAHHUTEABHAA HHOOPMALIMA )
MecCTo HaHeceHUs 3Haka COOTBETCTBUS — B TOBAPOCONPOBOANTENBHON AOKYMEHTaUNM, rpacpuyeckoe n3obpaxeHve

Qb T

3Haka coorteeTcTeua no FOCT P 50460-92 ¢ HagaWtsio «[J06posonbHan cepTudukaumns».
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CUCTEMA CEPTUQOUKAIIUU TOCT P

OEJIEPATTBHOE ATEHTCTBO I10 TEXHUYECKOMY PEIYIMPOBAHUIO N METPOTOT I

Ne J007125
IMMPUAOXEHUE

K ceprugukary coorsercreus Ne POCC DE.PC52.H00538

Ilepeuens KOHKPETHOM MPOAYKLMH, Ha KOTOPYIO pacnpocTpaHsiercs
AeiiCTENEe CcepTH(NKaTa COOTBETCTBHS

N I
1 !
Kop OK ; |
i HauMeHoranue 1 0603naveHue { OGo3HauYeHHe AOKYMeHTaIi,

i MPOAYKIIHH, €6 HArOTOBHTEAL | [0 KOTOPOH BBIMYCKAETCS MPOAYKIUHSA

|
S

KoA TH B3A

3aBoasi-usrorosuTenu:

“Roche Diagnostics GmbH", MepmaHus,
Sandhofer Strasse 116, 68305, Mannheim,
Germany

“Roche Diabetes Care GmbH", Mepmanus,
Sandhofer Strasse 116, 68305, Mannheim,
Germany

M.B. MeaHbkoB

" uHuLmane, Gaminua

“HAUMan.!, GamMunna

A.C. NarogauHcknia
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OEAEPAABHAS CAVIKBA MO HAA3OPY B COEPE 3APABOOXPAHEHWMA
{(POC3APABHAA3OP)

PETUCTPALIHOHHOE YAOCTOBEPEHHE
HA MEAWLIMHCROE U34EJIME
or 10 suBaps 2017 rona Ne ®C3 2008/01305

~ Ha MeZMUMHCKOE H3JeTHe .

- Pacxoamble MAaTEPHAJbl H NPHHAIEKHOCTH JJIs JKCIpecc-aHA/IH3aTOpa

11 p ¢

. (rmoxomerpa) nopratuBHoro "Axky-Yex Ileppopma’ (Accu-Chek Performa)

& Hacrosimee perucTpalliOHHOE YAOCTOBEPEHHE BbIAAHO :

| OGuecTBo ¢ orpanu4ennoii orBercrennocThio 'Pom Jnaberec Kea Pyc"
' (00O "Pom JIua6erec Kea Pyc'"), Pocens,

' 107031, Mocksa, Tpybuas nuiemas, A. 2, nomemenne I, komunara 425

. TIpoussoaurens
"Pom JAuabere Kea I'mM0X", epmanns,
Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany
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7|l MecTo NPOH3BOACTBA MEJMIIMHCKOTO H3ACANS
| cM.pHJIOKeHIe

Howmep peructpanuonnoro gocse Ne PJI-14932/61904 ot 19.12.2016

Bua MeIHUHHCKOTO U3JeiHusA CM.IIPHJIoKEeHHEe

Kiace notTeHH#albHOIO PHCKa NPHMEHEHHA MEIHITMHCKOT0 H3/ICITHA 2a

~ Kox Obuiepoceniickoro knaccHuKaTopa NpOayKIHH U MEIHIIWHCKOrO H3ACHHs 93 9800

Hacrosiee pericTpalHoOHHOE YIOCTOBEpeHNE HMEET NPHIIOKEHHe Ha | jiucTe

| npukasom PocsapaeHazzopa1
. JIONYIIEeHo K 0OpaleHHIO HaTe
 3amecrHTelb pyKoBoAuTERDE
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OEAEPAABHAS CAVIKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHUA w
(POC3APABHAA3OP)

MPUJIOYKEHME

R PETHCTPALIMOHHOMY YAOCTOBEPEHHIO
HA MEAULUHAHCROE U3AEJIHE

ot 10 suBaps 2017 roga Ne ®C3 2008/01305
Jiner 1

Ha MeIHIIHHCKOE H3/IeiHe

PacxomHbie MATEPHAIBI ¥ IPHHALTEKHOCTH /LIS IKCIIPECC-aHAIN3ATOPa (TIII0KOMeTPa)
nopratusnoro " Axky-YUek Iepdopma' (Accu-Chek Performa):

1. Tect-nonocku "Axky-Yek INeppopma" NelO (Accu-Chek Performa Strips Nel0)

(Bun 248900).

2. Tect-nonockn "Axky-Yex [Tepdopma” Ne50 (Accu-Chek Performa Strips Ne50)

(Buz 248900).

3. Tecr-nonockr "Axky-Uek ITepdopma” Ne100 (Accu-Chek Performa Strips Ne100)

(Bua 248900). '

4. KouTposbHsie pacTBoph! "Axky-Uek [Tepdopma” (Accu-Chek Performa Controls)

(Bua 248950).

5. Yexon (Carry Case (2005i)

MecTto npon3BoacTBA:

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

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

3. Roche Operations Ltd., 2873 Ponce By Pass, Ponce, 00728 Puerto Rico.

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

5. 3A0 "Panyra INpomakmn", Poccust, 197229, Canxr-Iletepbypr, yi. 3-s Konnas JlaxTa, 1. 48,
Kopm. 7, IUT. A.
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