BEPJINH-®APMA
MEHAPUHU

MACMOPT Ne 313 - 2020

Cuodop® 1000, TabneTku, NOKpPbITLIE NIeHOYHOU oGonoykon, 1000 mr

e (kOHTypHan s4elikoBan ynakoBka (Gnucrtep)) 15 x 4 (nayka KapToHHas)
Homep cepun 1200520 KonuuecTso notpeb. ynakoBOK B 6 969
cepuu
Nlava usroTosnens | 04.2020 MpoussoanTens Hepacacosax- | SAO Bepnun-Papma,
) HOW NpoAyKUUU Poccus
FoneH no 04.2023 Bbinyckalowwuit KOHTPOMb 3AO Bepnu-Gapua,

Poccusn

AHanws BbiNONHEH
no

HO NC-002180-260618 | Oata aHanuaa

18.05.2020 — 28.05.2020

M3am.Ne1 NC-002180-

040919 [ara Beinycka nacnopra

28.05.2020

Mokazatenu

Hopmbl

Pe3zynbTarbl

Onucanue

MposonrosaTbie Tabnerku, Genoro LBeTa NoKpbITole nneHouHol oBonoukon
C KNUHOBUAHLIM YrnyBnenuem «snap-tab» Ha oAHOW v puUCKOR Ha Apyroi
cropoHe TabneTku.

Coorsercrayer

MoanuHHOCTL

Bpema yaepxUBaHUA OCHOBHOMO MMKa Ha XPOMATOrpamMme WCNbLITYeMoro
pacTsopa AOMKHO COOTBETCTBOBATL BPEMEHU YAEPXKMBAHUA OCHOBHOrO
nKKa Ha XPOMAaTOrpaMMe CTaHAPTHOTO PAcTBOpa MeTHhOopMIHA.

CooteeTcrayeT

OAHOPOJHOCTE MacChl

CpeaHan macea: 1,117r+5%

(1,061 -1,1731).

OTKNOHEHUE OT PACCUUTAHHOK CpeAHeil Macehl:
18/20 rabnetok He Gonee 5 %;

2/20 vabnetok He Gonee £ 10 %.

1,104 r
OrT-1%a0+2%

Motepa B macce npu

BbICYLUMBHHN He Gonee 3 % 0%
PacnagaemocTb He 6onee 30 mun 12 muH
PacTBopenue He meHee 80 % (Q) yepea 30 MuH. 100 %
Mpumecs A (yuanoryanuauH) - He Gonee 0,02 %, 0,01 %
PoacrseHHsie npumec | JioBan efuHnuHas HewgeHTuduLMposaHHas npumecs ~ He Gonee 0,1 %; <0,05%
Cymma HenaeHTUULMPOBAHHLIX NpuMeced ~ He Gonee 0,3 %. <0,05%

MapameTp npuemnemoctyh ana 10 eguHuy fo3uposanua < 15,0.

OpHopoaHOCTS
A03MPOBAHMS MapaMeTp NpUemMNeMocTy Ans 30 BAMHAL A03MpOBaHMA < 15,0, u hu oana | 29 (AnA 10 eauHuw)
W3 eanUHULY A03UpOBaHUA He menee 0,75M u He Gonee 1,25M.
Mukpobuonoruueckas 3
SMCLOTS Kareropus 3A:
» OBwee uncno aspobHbIX MUKPOOPraHamos — He Gonee 10° KOE & <10
1r(mn);
« OBLjee YMCNO APONOKEBLIX 1 NnecHesbIX rpubos — He Gonee 10 KOE & <10
1r(mn);
» Escherichia coli — otcyrcreue 8 1 r (Mn). OrcyTcTeyeT
KonuyecteexHoe Ot 950,0 mr go 1050,0 mr meTdhopmuna rugpoxnopuaa B 1 tabnetke 978.9 wr (98 %)
onpegeneHue (95 % - 105 % OT 3aABNEHHOTO COAEPKAHUA), !
Mo 15 TaBneTok B KOHTYPHYIO AYEKOBYIO ynakoeky (BnucTep)
Ynakoska [NBX-nnetka/donera anoMHresan). CooteeTcTByeT
Mo 4 6aucTepa ¢ WHCTPYKUMEH N0 NPUMEHEHNIO B KAPTOHHOR Nayke.
MapkupoBka B CWBETCTBHH 3 HA. CootBetcrayeT
3aknioueHue: f oowerc-mye'r Tpeﬁosaaunm HA NC-002180-260618; Uam.Ne1 JIC-002180-0409189.
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BEPJIWH-®APMA
MEHAPUHHA

NOATBEPXAEHWE COOTBETCTBUA

Ne 313 — 2020
Toprosoe HauMeHoBaHue Cwodop® 1000
MexayHapoaHoe HenareHToBaHHoe
EEYSEPOARES H MeTdhopmuH

HavuMeHoBaHue

dopma BbiNyCcKa

TabneTkn, NOKPLITLIE NNEHOYHOM oBonoukoi, 1000 Mr (KOHTYpHasn
siveiKoBan ynakoska (6nucrep)) 15 x 4 (nayka KapTOHHanA)

Homep cepuu 1200520
Konuyectso noTpebutensekmx 6 969
yNakoBOK B CEpUK

[lata usrotosnenus 04.2020
Cpok ropHoCTH 04.2023

Mpou3BOACTBO roTOBOW
nekapcTBeHHON hopMbl

3A0 «Bepnux-Gapmar, Poccua
248926 r. Kanyra, 2-0# ABToMObUNbLHLIA NPOE3A, A. 5

MepBu4Han ynakoska

3A0 «Bepnur-dapmar, Poccus
248926 r. Kanyra, 2-0i ABTOMOGUNbHBIN Npoe3a, A. S

BropudHaa/noTpebuTensekan
ynakoska

3A0 «Bepnux-dapmar, Poccus
248926 r. Kanyra, 2-on AsTomMoBunsHBIM Npoeaa, A. 5

MpoussoauTent (Bobinyckaowuit
KOHTPOMb KayecTsa)

3A0 «Bepnun-dapmar, Poccus
248926 r. Kanyra, 2-oi AstomoBuneHein Npoeaa, A. 5

Homep n farta perucTpaunoHHOro
yAOCTOBEPEHUA

NC-002180 o1 13.04.2012
[ata nepeocbopmnenus 04.09.2019

HavMeHoBaHue U agpec Aepxarens
PErucTPaLMOHHOro YAOCTOBEPEHHUS

Bepnun-Xemu/MeHapuHu dapma 'vMoX, epmaHua
Glienicker Weg 125, 12489 Berlin, Germany

HopmaTtueHaa AOKYMEeHTauuA

NC-002180-260618, Uam.Ne 1 1C-002180-040919

HACTOALWUM AOKYMEHTOM Mbl NOATBEPXXAAEM:

- NpPOW3BOACTBO, XPaHEHWE W KOHTPONb BbileYKa3aHHO! Cepuu rOTOBOM NPOAyKUMM OCYLLECTBNEHbI B
cooteeTcTBMM ¢ TpeGoBaHuAMM npukasa MuxnpomTopra Poccuu oF 14 wions 2013 r. N 916 «[pasuna
Hagnexalled NpoM3BOACTBEHHO NpaKTuk1» (B ped. oT 18.12.2015)

- cepus NEKapCTBEHHOro npenapara  COOTBETCIBYET TpefoBaHWAM,  YCTEHOBNEHHbIM  Npu  ero

rocyAapCTBEHHOR perucTpaunu

VronHoMoueHHoe nuo  Anexceesa C.M/.

Coepenun 006 ar1ecrauvmm

Mpukaa Muxaapasa Poccun Ne 99
ot 07.03.2018

29 05 00

Aara
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