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NOATBEPXAEHUE COOTBETCTBUA

Ne 40 - 2020
Toprosoe HauMeHoBaHve Cwuodop® 850
M oe He
eXayHapoaH HenaTteHToBaHHoOe | MeTCbOpMHH

HauMeHoBaHue

TabneTkun, NOKPLITLIE NNeHouHon oBonoykoit, 850 mr

®opma Boinycka
i i (KOHTypHan AuenkoBasn ynaxkoeka (6nuctep)) 15x4 (navyka kapToHHas)

Homep cepuu 0250220

KonuyecTso noTpebutensckmnx 8 260

ynakoBokK B cepuu

[ara usrotoBnenus 01.2020

CpoK rogHoCTH 01.2023

MponssoacTso roTosoH 3A0 «Bepnun-dapmar, Poccus
nexapcTeeHHo! hopmsl 248926 r. Kanyra, 2-oi AsTomoBunbHbin npoesa, 4. 5

3A0 «bepnun-®apmar, Poccus

MepeusiHan ynakoek
P Bty o 248926 r. Kanyra, 2-oi AsToMoBunbHbifi npoesa, . 5

Bropuunas/norpeburensckan 3A0 «Bepnun-®apmay, Poccus
ynaxkoska 248926 r. Kanyra, 2-on ABToMoBuneHei npoeaa, A. 5
Mpoussogurens (Boinyckarouwmi 3A0 «Bepnun-®apmanr, Poccus
KOHTPOMNb KavecTea) 248926 r. Kanyra, 2-oi AsToMobunbHbIi npoesa, a. 5

Homep v faTta pervcTpauuoHHOro M NO13674/01 or 13.04.2012
yOOCTOBEPEHUA Harta nepeocopmnenns 30.07.2019

HauwmeHosaHue u agpec nepxarens Bepnun-Xemu AT, Mepmanus,
PEerucTpauuoHHOro yaoCcToBepenus Glienicker Weg 125, 12489, Berlin, Germany

M NO13674/01-030718,

H o]
i b Wam. Ne 1 (M NO13674/01-300719)

HACTOALWMM JOKYMEHTOM Mbl NOATBEPXOAEM:

= NPOU3BOACTBO, XpaHEHWe U KOHTPONb BbILEYKA3aHHOW Cepun roToBOA NPOAYKUMM OCYLLECTBNEHbl B
cootsetcTBuM ¢ TpeBosaHuaMu npukasza MunnpomTopra Poccuu oT 14 wions 2013 r. N 916 «[pasuna
Haanexailen Npon3BOLACTBEHHON NpakTukKuy (B ped. ot 18.12.2015)

- CEpWUA  NeKapCTBeHHOro  npenapata  COOFBETCTRYRT. TpefoBaHuAM,  YCTAHOBNEHHBIM  Npu  ero
rOCyAapCTBeHHOM perucTpayum e 36
ynonHomoueHHoe nuuo  Anekceesa CM:. ., Xe\ )L A
Ceegenps 06 arrecraymv 1 S "‘c”g . y—(’y &
Npvkas Munaapaea Poccun Ne 99 | A P o £ - aara
ot 07.03.2018 % “Crae
oy d
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¥ GEP/INH-®APMA
1 MEHAPUHHA

MACTOPT Ne 40 — 2020

Cuodop® 850, TabneTku, NOKpPbITLIE NNEHOYHON 060NOYKONn, 850 Mr

HaumeHoBaHue N
- (xoHTYpHas AvelkoBan ynakoska (6nuctep)) 15x4 (navka KapTOHHas)
Konuyecteo norpeb. yna-
Homep cepuu 0250220 KOBOK B Cepui 8 260
Hara usrotoenenns | 01.2020 ﬂpomao‘?‘”m”b Hepactpe- BAO BepnuH-®apma, Poccus
COBaHHOW NpoAYKLMU
lopeH go 01.2023 Boinyckatowmi KoHTporb 3AO Bepnuh-®dapma, Poccus

HA M N013674/01-030718,

AHANNM3 BLINOMKEH MO | 1ou) 111 NO13674/01-300719

[ara aHanuaa

05.02.2020 - 12.02.2020

faTta Bbinycka nacropTa 12.02.2020
Mokasatenu Hopwmbi PesynbraThbi
Mpoaonrosatele Tabnetkn Benoro uBeTa, NoKPbITLIE NNEeHOYHOW 0Bonoy-
Onwucaxpe KOih C ABYCTOPOHHEM PUCKOR. CootseTcTeyeT
Bpems yaepxvsaHus OCHOBHOTD NWKa Ha XpOMaTorpamme UCNbITYEMOrO
MoanuHHOCTE PacTeopa AOMKHO COOTBETCTBOBATL BPEMEHU YAEPKUBAHUA OCHOBHOrO | COOTBETCTBYET
NUKa Ha XpOMaTOrPaMMe CTaHAapPTHOTO PACcTBOPA MET(hOPMIHE.
Cpeansia macca: 0,950 r + 5 % 0928r

OaHopoaHoCTs Maces!

(0,903 - 0,998 ).

OTKNOHEHUE OT PACCUUTAHHON CpeaHeR Macssl:
18/20 TabneTtox He Bonee + 5 %:

2/20 Tabnertok He Bonee + 10 %

OT-1%p0+2%

Pacnagaemocts He Bonee 30 muH 13 MuH

PacteopeHue He menee 80 % (Q) yepes 30 MuH OT 3aRBNEHHOMO COABPXKAHUA 98 %
Mpumecs A (unaHoryanmaus) - He Sonee 0,02 %, 0,01 %

PoacTeeHHsie npumech ThoBan equnuinan HeugeHTUdHUMpoBaHHas npumMecs — He Bonee 0,1 %; < 0,05%
Cymma HeugeHTUUUMPOBaHHLIX NpUMeceil — He Gonee 0,3 %. <0,05%

lNapameTtp npuemnemoctv ans 10 egunuy A03upoBaHus < 150.

2,4 (ana 10 egunHny)

fg;oi‘;i:?d?b MapameTp npuemnemoctu ans 30 epunuy Ao3upoBanua £ 150, U Hu
P OAHa U3 equHIY fo3vpoBanua He meHee 0,75M v He Gonee 1,25M.

MukpoBuonoruieckas )
wHETOTS KaTeropus 3A:

* OBLee umcno aapoBHeIX MUKPOOPraHuamos ~ He Gonee 10° KOE s <10

11 (mn),
¢ OGuee Y1Cno 4pPOXKEBLIX 1 NNecHessIX rpuGos — He Gonee 102 KOE g <10
1 r{mn);
* Escherichia coli — otcytcTaue B 1 1 (Mn). Orcyrerayer
0,

Konuyecrsennoe Ot 807,5 mr o 892,5 mr meTdhopmuna ruapoxnopuga B 1 Tabnerke 836,4 mr (99 %)
onpegenexve {95 % ~ 105 % oT 3aRBNEHHOr0 CoAEPHAHMS).

Mo 15 TabneTok B kOHTYPHYIO AYENKOBYI0 ynakosky (Gnuctep) wa MBX- | CooTsercrayer

nnedxi no MOCTy 25250-88 wnu chupmbl «Bilcare Research GmbHa»,
VriGiKos Fepmanns n anoMuHueBsoi donbru no FOCTy 745-2014 wunu dupmsl

i «SCHULZ FLEXGROUP GmbH», Mepmanus;
Mo 4 Bnuctepa ¢ UHCTPYKkUMEH NO NMPUMEHEHWIO B KapTOHHOW navke no
FOCTy 33781-2016,
CooTeeTcTayeT

Mapkuposka

BeotTeeTCTBMY © HI.
o EV LB 5
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Kataesa E. M.

ﬁ'éf@@anum HA N NO13674/01-030718; Wam. Ne1 I NO13674/01-300719.
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