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OPIrAH TTO CEPTUOHUKALMHN
Oprax no ceptudmkaumnu npogykunn Obwecrea ¢ OrpaHU4EeHHO OTBETCTBEHHOCTBIO «PErMoHaneHBIA LEHTR OUEHKN
cooTeeTcTRURY. MecTo Haxoxaenus: 123060, ropoa Mockea, ynuua Mapwana Peibanko, AoM 2. kopnyc 9, nomeweHve 638
®akTnueckui agpec: 123060, ropoa Mockea, ynuua Mapwana Peibanko, aom 2, kopnyc 9, nomeLleHve 638. Tenedon:
+7(499)979-00-85, chakc:+7(499)979-00-85, e-mail:regionos@ya.ru. AtrecTaT akkpeguTauuu Ne RA.RU.11PC52 or 11.12.2014,
CPOK 1eUCTBNA - DECCPOUHBIA, BblAHHBLIM PeaepanbHoi cnyxBof no akkpeauTaumn

MPOAYKLIUSA
TecT-nonocku "Akky-Yek Aktue" (Accu-Chek Active). | koA OK
| | CepuiHbii BbiNyCK.
kop OK 034
(OKMnAaz2):
21.2023.110
COOTBETCTBYET TPEBOBAHUWAM HOPMAT WUBHBIX AOKYMEHTOB )
rOCT P 50444-92 (Pa3n. 3, 4), TOCT P 51088-2013, FOCT ISO 15197-2015 koa TH B3A
3822000000

NU3TOTOBUTEAD
«Roche Diabetes Care GmbH» («Pow Onabertc Kea TmMBX»)
MecTo HaxoxaeHus 1 hakTuueckuin agpec: epmanus, Sandhofer Strasse 1186. 68305 Mannheim, Germany.
3aB0OAbI-U3rOTOBUTENM (CM. NpUNOXeHMe Ha 1 nucTe, Bnaxk Ne 0007125).

CEPTUOUKAT BBIAK\H
«Roche Diabetes Care GmbH» («Pow Onabetc Kea 'MGX»)

MecTo HaxoxaeHvs 1 hakTudeckuin agpec: Mepmaruns, Sandhofer Strasse 116, 68305 Mannheim, Germany.

HA OCHOBAHMHA
MpoTokon ucneitanni Ne 07/058-2017 ot 19.07.2017
WcnbiTatensHas nabopaTopus ABTOHOMHaR HEKOMMEpUecKas opraHnsauns "LieHTp kavecTsa, 3hpeKTUBHOCTH U
6e30NacHOCTH MEAMLMHCKMX U3QeNnui”, atTecTar akkpeanutauun RA.RU.21M0O11 ot 07.04.2015, cpok nencrsus -
6eccpoUyHbIi
PerucTpayuoHHoe yaoCTOBEPEHUE Ha MeauLnHekoe usaenue Ne ¢C3 2008/01205 ot 19.09.2016, PepepanvHan

cnyx6a no Haa30py B cepe 34PaB0OXpaHeHNs (POC3APABHAL30OP)

AOINOAHUTEABHAS HHOOPMALIUA
MEETO HAHECEHUA 3HAKA COOTBETCTBURA — B TOBAPOCONPOBOANTENBHOM AOKYMEHTaLMK, rpacuyeckoe n3obpaxeHne

3Haka cooteeTcTerA no MOCT P 50460-92 ¢ Haanuckio «JobposonsHas cepTudukaumns».
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CHCTEMA CEPTU®OURAIIUU TOCT P
OEIEPATTBHOE ATEHTCTBO 110 TEXHUYECKROMY PETYIHPOBAHIIO U METPO/TOTHH

Ne 0007125
ITPUAOIKEHHUE

K ceprudgukary coorsercraus Ne POCC DE.PC52.H00538

INepeyeHb KOHKPETHOM NPOAYKIHH, Ha KOTOPYIO PACHpPOCTPaHAeTCs
AeHiCTBHE CepTH(PHUKATA COOTBETCTBUS

kop OK
HaumenoBaH#ue H 0603HaYeHHE O6o3HauyeHne AOKYMEHTAIHH,

[ MPOAYKLHH, €€ H3ITOTOBUTEAD N0 KOTOPOI BBIMYCKAETCS MPOAYKIIHS
| kop TH B3A

3aBoabi-U3roTOBUTENN:

"Roche Diagnostics GmbH", NepmaHus,
Sandhofer Strasse 116, 68305, Mannheim,
Germany

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

M.B. MBaHbkoB

7 doarvcs \ o WHALMANDL, GAMUNNS
3KCneijT \ = - A.C. NlaroaanHckuit
' \ o :

- e ot .
-qionnuce ™ VHULAAND!, GAMUNUR

PykosoauTear oprana

o |
i

=i

AFABNUMOH:, Mocera, 2017, «Br  neenaion Ni 06-05-09,008 BHC PO, 1en, (485) 726 4742, www 0pcion 1



L — e

CUCTEMA CEPTHOURALIUU TOCT P
OEIEPAIBHOE ATEHTCTBO 110 TEXHUYECROMY PEIYIMPOBAHHMIO H METPOJTOTHH

suge CEPTUOWUKAT COOTBETCTBUA

Ne POCC DE.PC52.H00538

e o
B rupuwa?

Cpok peftcrBust © 19.07.2017 110 18.07.2020
T, =R :
Ne 0036935

OPIrAH ITO CEPTHUOHUKAILIMH
OpraH no ceptudhmkaumn npoaykumn OBWEcTBa C OrpaHiEHHON OTBETCTBEHHOCTbIO « PeruoHansHbIM UEHTD OUEHKW
cooTBeTcTBUA». Mecto Haxoxnerus: 123060, ropog Mocksa, ynuua Mapwana PeiBanko, aom 2. Kopnyc 9, nomelleHue 638
PakTuuecknid agpec: 123060, ropog Mockea, ynuua Mapwana Peibanko, AoM 2, kopnyc 9, nomeluenue 638. Tenedon:
+7(499)979-00-85, thakc:+7(499)979-00-85, e-mail:regionos@ya.ru. ATTectar akkpeautaumn Ne RA RU.11PC52 or 11.12.2014.
CPOK AeACTBUR - BECCPOYHLIA, BblAaHHbIN DeaepanbHo cnyxBoi no akKpeauTaumm

MPOAYKLIMSH
TecT-nonocku "Axkky-Yek Aktve" (Accu-Chek Active). koA OK
CepuitHbli BbINycK.
kog OK 034
(OKNA2):
21.20:23.410
COOTBETCTBYET TPEBOBAHUSAM HOPMATUBHBIX AOKYMEHTOB
FOCT P 50444-92 (Pa3p. 3. 4), TOCT P 51088-2013, FOCT ISO 15197-2015 | xoa TH B3A
3822000000

HU3TOTOBHUTEAB
«Roche Diabetes Care GmbH» («Pow Ounabetc Kea TMBX»)
MecTo Haxoxnenun 1 dakTuueckuit agpec: Nepmarus, Sandhofer Strasse 116, 68305 Mannheim, Germany.
3aBOAbI-M3roToBMTENM (CM. MPUNOXEHUE Ha 1 nucTe, Bnaxk Ne 0007125).

CEPTUODOHIKAT BBIAAH
«Roche Diabetes Care GmbH» («Pow Ouabetc Kea Mb6X»)

MecTo HaxoxaeHus u akTusecknin agpec: lepmanns, Sandhofer Strasse 116, 68305 Mannheim, Germany.

HA OCHOBAHHHA
MpoTtokon ucnbimraHuin Ne 07/058-2017 ot 19.07.2017

WcneiratensHan nabopaTtopus ABTOHOMHAR HEKOMMEPHECKas opraHuaauns "LienTp kavecTBa, achekTUBHOCTH 1
Ge3onacHoCTU MEAWUNHCKMX U3AENWIA", aTTecTaT akkpeawTauun RA.RU.21MO11 ot 07.04.2015, CpOK AencTBUA -
BeccpoyHbii

PerucTpalvoHHoe yA0CTOBEPEHNE Ha MeanunHckoe usaenve Ne ©C3 2008/01205 ot 19.09.2016, ®enepanbHas
cnyx6a no Hagsopy B cpepe 3gpasooxpaHeruns (POC3APABHALIOP)

AOTIOAHUTEABHASY MHOOPMALMAI
MecTo HaHeceHUs 3HaKa COOTBETCTBURA — B TOBAPOCONPOBOAUTENBHON AOKYMEHTaL MM, rpacbuieckoe n3oBpaxeHne

3Haka cooTteeTcTBrA no FOCT P 50460-92 ¢ Hagnuckko «[1o6poBonbHas cepTudukaumnsy.
Cerj@u@Hnm 3, WHCNEKLUMOHHbIA KOHTPONbL 1 pas B roA.
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CHCTEMA CEPTHOHRAIIUU TOCT P
OETEPAJIBHOE ATEHTCTBO IO TEXHHYECROMY PEIYIHPOBAHHIO 1 METPOJIOTHH

Ne 0007125
INPUAOKEHUE

[Mepeyenns KOHKpPeTHOM MPOAYKLHH, Ha KOTOPYIO PacIpoCTPaHAeTC s
AeHCTBHe CepTH{PHUKaTa COOTBETCTBUA

HaumeHoBaHue H 0603HayeHne O6o3HaueHHe AOKYMeHTalHH,
MPOAYKIHH, €€ H3TOTOBHTEAD IO KOTOPOH BbINYCKAeTCH MPOAYKIHS

Kop TH BOA,

3aBoAbI-U3roTOBUTENN:

"Roche Diagnostics GmbH", lepmanus,
Sandhofer Strasse 116, 68305, Mannheim,
Germany

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

M.B. MBaHbKoB
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 MEAEPAABHAS CAVIKBA 110 HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POQSA,PABH 1s,zl,E’JOP} :

PEI‘HCTPAHHOHRQE YAOCTOBEPEHHE
' HA MEJULIMHCROE H3JEJIHE
oT 19 centsbps 2016 roxza Ne ®C3 2008/01205

Ha Meanmmnckoe nafenue
-=Twr-noaocxu "Axxy-‘lex Axtus" (Accu-Chek Active)

‘Hacrosuee pemc‘rpannonnoe VIOCTOBEPEHHE BHIIAHO

‘OGmecrso ¢ orpanndennoi orsercrsennocrsio "Pom Juaderec Kea Pyc"
(00O "Pom [luaberec Kea Pyc'), Poccns,

107031, Mocxsa, wiomans Tpy6uas, a. 2, nomemenne I, komuara 425

[pon3soaurens

"Pow Juabere Kea I'm6X", I'epmannus,
Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

Mecro npnmnoncm MEIHIHHCKOrO H3ETHA
- CM.NIpHIO/KENHE

: Homcp pemc'rpaunouﬂom Jlocke Nz Pl]:-12992!41163 ot 05.09.2016
_Bm:l Maﬁuum{cxoro u3ztenis 248900
|| Krace NOTeHIHANBHOTO PHCKa IPHMCHEHHS MEIMUMHCKOTO Hajenus 1

Kox Oﬁmepoccnﬁcxoro K7acCH(HKATOpA IPOXYKIHH /IS MeJHUMHCKOTO Hazenus 93 9800

|| Hacrosinee perucTpanioHHoe YIOCTOBEPEHHE UMEET NPHIIOIKEHHE Hal JIHCTE

g npaxaaom Pocaqpannanwpa ot 19 cenrsibps 2016 rona Ne 97647
i Opamennio Ha Tepputopun Poccuiicko# Dencpan
s DenepanbHoi cryRbs! ' ;
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mwpmz,m CAYKEA T10 HAASOPY B COEPE SA,PAEOOXPAHEHMH
e (POCIAPABHAAZOP) .
: HPKII O}KEHHE _ '
K PEI" HCTPAHHOHHOMY YﬁOCTOBEPEHHlO
= HA MEAHHPIHCKOE HBAEJIHE " |

oT 19 cenrnﬁpn 2016 roga  Ne ®C3 2008/01205

Ha ME/IMIIHHCKOE H3JIENHE

- Tecr-nonocku "Axky-Hex Axtus" (Accu-Chek Active):

- Mecto npoussoncTea:

- 1. Roche Diagnostics GmbH, Sandhofcr Strasse 116, 68305 Mannheim, Getmany :
: -2 R{)che Diabetes Care GmbH, Sandhofer Strasse 116, 68305, anhezm, Gelmany :
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