W GEP/IVH-®APVIA
4  MEHAPVHU

MACIMOPT Ne 6 — 2020

55

HawnmeroBaHue

Cuodop” 500, TaBneTku, NOKpbLITLIE NNEHOYHOIH 06onoukoi, 500 Mr
(KOHTypHas A4YeikoBanA ynakoBka (6nucrtep)) 10x6 (nauka kapToHHaA)

Homep cepui 0060120 KonuuecTtso noTpeb. ynakoBoK B 14 053
cepuu
fara narotoenenuns | 11.2019 poussoAuTent HepacthacoBaHHON 3A0 bepnux-Papma, Poccus
npoaykuum
logeH po 11.2022 BbinycKawLwui KOHTPOb 3A0 Bepnux-dapma, Poccus
*HAl [lara aHanuaa 27.01.2020 - 05.02.2020
M N013673/01- ’
251217,
AHanua BbINOMHEH NO :
e Mam. Ne1 M
NO13673/01- [lara Beinycka nacnopTa 05.02.2020
010419
Mokasatenu Hopmbl PesynbTarthbi
Onucanve ESS:Q?:{ Kpyrnbie, ABOAKOBLINYKNbIE TabNeTky, NOKpLITEIE NeHouHoA 060- Cooteercrayet
Bpemn YAEDXWBEHUA OCHOBHOrQ NMWKa Ha Xpomarorpamme UCnbLITyemoro
MognuHHOCTL pAacTBOpa AOMKHO COOTBETCTBOBATb BPEMEHW YAEPXKWBEHUA OCHOBHOro | CooTBeTCTBYET
NKa Ha XPOMAaTorpamMmMe CTaHAAPTHOro pacTeopa MeTdopmuHa.
Cpeansna macca: 0,560rx 5% 0,550 r

OAHOPOAHOCTL MACChl

(0,532 - 0,588 ).

OTKNOHEHWE OT PAcCUUTaHHON CpeaHei Macchl:
18/20 tabnetoxk He Bonee £ 5 %;

2/20 TabneTok e Bonee + 10 %.

Or-3%pa0+2%

PacnapaemocTs He Bonee 30 muH 13 MuH
PacTteopeHue He meHee 80 % (Q) yepea 30 MUH OT 3aABNEHHOTO COABPKAHUA, 96 %

Mpumecs A (UnaHoryauuauH) - e Bonee 0,02 %; 0,01 %
PoacTseHHbie npumeci Moban eauHUMHAR HEUAEHTUDMUUPOBAHHAA NpuMech — He Gonee 0,1 %; < 0,05 %

Cymma HeraeHTudMLUMpOBaHHbIX npumecel — He Gonee 0,3 %. < 0,05 %
Mukpobuonorudeckas .
yucToTa Kareropus 3A;

« O6uiee YHCNO 33pOBHLIX MUKPOOPTaHUIMOB — He Gonee 10° KOE s <10

1r(mn);
« OBLEE YACNO APONOKEBBIX U NNECHEBLIX rpubos — He Gonee 10°KOE s | <10
11 (mn);

» Escherichia coli — otcytctene 8 1 1 (Mn). OreyreTeyeT
ONHOPORNOCTS MapameTp npuemnemocTy 4ns 10 eannny aosuposanva < 15,0
203 F:Jaaaun MapameTp npuemnemoct AnA 30 eaunuy aoavposanvs < 150, u wu | 4.3 (ana 10 egunny)

P 0AHa W3 eANHMY Ao3uposanus He meHee 0,75M u we Gonee 1,25M.

KonwyecTeeHHoe Ot 475,0 mr go 525,0 mr meTdopmiuHa ruapoxnopuaa e Tabnerye 486,6 mr (98 %)
onpegenexue (95 % - 105 % OT 3aRBNEHHOTO COAEPKAHNR), ' °

Mo 10 TabneTok B KOHTYPHYIO AYeikoBY0 ynakoeky (Bnuctep) (MBX-
Ynakoska nnexkaltonbra anioMnHueBas). CootseTcTByeT

Mo 6 GNUCTEPOB C UHCTPYKUMER NO NPUMEHEHWIO B KEPTOHKON nauke.
Mapxuposka B cooteetcTeum ¢ HA. CooteetcTByeT
3aknioveHue: COOTBETCTBYET Tp'eﬁo;', yHuam HO M NO13673/01-251217 n WU3m. Ne1 M N013673/01-010419.
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Kartaesa E. M.

Crpanuua 1 ma 1

3A0 «Bepnun-dapmas, 248926, T, Kanyra, 2-4 AsTomobunbHbiil npoesg, 4. 5
e-mail: reception_kaluga@berlin-chemie.com

Ten

+7 (4842) 909-500, chaxc: +7 (4842) 909-501

OrPH: 1027730581968
WHH: 7714033558
KO 402901001




BEPJINH-®APMA
M MEHAPHUHHA

NOATBEPXOEHWE COOTBETCTBUA

Ne 6 — 2020
Toprosoe HauMeHoBaHMe Cuodop® 500
M TO
©XAYHAPOAHO? HENaTeHTOBAKKOE |\

HauMeHoBaHue

TabneTku, NOKpbIThIE NNeHo4YHoW obonoykon, 500 mr

BRI (kOHTypHan AveilkoBan ynakoBka (6nucTep)) 10x6 (nauka KapTOHHasA)

Homep cepun 0060120

KonuyecTso noTpeburenbekux 14 053

YyNaKoBOK B CEPUM

[arta uarotosnexHuns 11.2019

Cpok roaHocTK 11.2022

Mpou3BOACTBO rOTOBO 3A0 «BepnuH-dapmar, Poccus
NeKkapcTBeHHoN hopMbl 248926 r. Kanyra, 2-oit ABToMOBWNbHBIA Npoe3g, A.5

3A0 «bepnun-®apmax, Poccus

B
FlapahyHan yreKoak 248926 r. Kanyra, 2-oit AstomoGunsHelid npoess, a.5

BropuuHas/noTpebutensckas 3A0 «BepnuH-dapman, Poceus
ynakoBsKa 248926 r. Kanyra, 2-oi AstomobunbHeld npoess, 4.5
MpoussoauTens (Beinyckatolui 3A0 «Bepnun-dapmar», Poccus
KOHTPONb Ka4ecTsa) 248926 r, Kanyra, 2-on AsToMmoBunbHbii npoess, A.5

Howmep v gata perucTpaLmnoHHoro M N013673/01 0116.04.2012
yAOCTOBEpEHWA [ata nepeodopmnenns 25.12.2017

HaumeHosanue u agpec gepxatena | bepnun-Xemun Al, [epmaHng,
perucTpaumnoHHOro yaocTosepeHus Glienicker Weg 125, 12489, Berlin, Germany

HopmaTtusHas foKyMeHTaLus M N013673/01-251217, Wam. Ne1 I N0O13673/01-010419

HACTOALWMM AOKYMEHTOM Mbl NOATBEPXOAEM:

- NPOW3BOACTBO, XPaHEHWE W KOHTPOMb BbllUEYKasaHHOW Cepun roTOBOW NpOAYKUMM OCYLUEeCTBrEHbl B
cooTBETCTBUMN ¢ TpeboBaHuaMM npukaza MusnpomTopra Poccuw ot 14 uons 2013 r. N 916 «lpasuna
Hagnexialiei npousBoACTBEHHON npakTukuy» (B pea. ot 18.12.2015)

- cepws NeKapcTBEHHOro npenapata cooTeetcTByeT  TpeboBaHusiM,  yCTaHOBMEHHbIM  Npi  €ero
rocyaapcTBEHHON perucTpauynm ;

BT L

YnonHoMmoueHHoe nuuo  Anekceesa C.M. ; ey _
- iz f-;f’ d7 07

Ceeaenna 06 atrecraumumn

Mpwukas Munsgpasa Poccun Ne 99 foANMEL aata
or 07.03.2018
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