BEPJTNH-DAPMA
MEHAPUHUA

MACIMOPT Ne 1123 - 2019

&

Cuodpop® 500, TabneTku, NOKPLIThIE NAEHONHOK 060N0YKON, 500 Mr

HaumeHoBaHue :
(kOHTYpHan AYehkoBas ynaxkoska (6nuctep)) 10x6 (nayka kKapToHHan)
Homep cepum 0871119 KonuvecTtso noTpeb. ynakoBok B 14 046
cepum
[ara wnarotoenenusa | 112019 MpoussopuTent HepacpacosanHoi 3A0 Bepnun-dapma, Poccus
NpoAYyKLUWK
loaeH po 112022 Boinyckalowwit KOHTPOnb 3A0 Bepnun-®apma, Poccust
o HJ
M NO13673/01- Hara aHanusa 27.11.2019 - 06.12.2018
AHanu3 ebINCNHEH no 251217,
e W3m. Ne1 I
NO13673/01- [ara Bbinycka nacnopra 06.12.2019
010419
Mokasarenu Hopmbl PezyneTaTsl
s T ﬁg::é?‘, Kpyrnele, ABORKOBEINYKNbIE TADNETKH, NOKPLITLIE NASHOYHOW 060- CooteetcTayer
BPQMH YAEPXUBAHWA OCHOBHOrO fMKa Ha xpomarorpamme MCNbITYEMOro
MopanuHHOCTD pacTeopa [ONXHO COOTBETCTBOBATL BPEMEHU yAepKusaHua ocHoBHoro | CooTeeTcTeyeT
NAKa Ha XpOMATOrpaMme CTaHAapTHOro pacTeopa MeThopMUHa.
CpepHnn macca: 0,560r+ 5% 0,550 r

OnHOPOAHOCTL MACChl

(0,532 - 0,588 r).
OTKNOHEHWE OT PACCYMTAHHO! cpejHeR Macchl:
18/20 TabneTok He Gonee £ 5 %;
2/20 tabnetok He Bonee £ 10 %.

Or=1%a0+1%

PacnagaemocTs He Bonee 30 muH 12 MuH
Pacteoperue He menee B0 % (Q) vepe3s 30 mMuH OT 32RBNEHHOrO COABPMAHMA, 97 %

Mpumeck A (uuaHoryannaus) - ve 6onee 0,02 %; 0,01 %
PojacTeeHHbIe npuMecH TNieban epnHUUHan HeuaeHTUgUUMpOBaHHan NpuMecs — He Gonee 0,1 %; <0,05 %

Cymma HenaeHTUudUUMPOBaHHbIX npumecei — He Gonee 0,3 %. <0,05%
Mukpobuonorvdeckan KaTeropus 3A:
yucrtoTa

« OBLee yncno aapobHbIX MUKPOOPraHuaMos — He Gonee 10° KOE B <10

11 (mn);
* ObLiee YWCNO APONOKEBLIX U NNECHEBbIX rpubos ~ He Gonee 10 KOE s | <10
1r(mn),

» Escherichia coli - otcytcTeue B 1 1 (mn). Orcyrcrayer

OBHEDOANTCTS MapameTp npuemnemocTn Ans 10 eauHuL Ao3upoBanuAa < 15,0.
éqm ‘:JBA&IHVIR MapameTp npuemnemoct AnA 30 eauHny poavposanus s 15,0, u kU | 2.4 (ana 10 eauHnw)

AOSKP 0/iHa U3 eAnHIL 403UpOBaHuA He meree 0,75M n ve Gonee 1,25M.
Kon#iecTEeHHOS Ot 475,0 Mr po 525,0 Mr meTchopMKHAa rMAPOXNIOPUAE B TaBneTke 512,0 mr {102 %)
OnpeAeneHve (95 % - 105 % OT 3aABNEHHOTO COAEPKAHUR). ! "

Mo 10 TabneTok B KOHTYPHYIO AYUERKOBYIO ynakoeky (Bnuctep) (MBX-
YnaxoBka nnexka/chonsra anioMuHneBas), CooTtseTcTByeT

Mo 6 6nMcTepos C MHCTPYKUWER NO NPUMEHEHUIO B KAPTOHHOMN Nadqke.
Mapkuposka B cootsetcreun ¢ H. CootseTcTeyer
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BEPJITUH-OAPMA
hd MEHAPUHHA

NOATBEPXAEHWE COOTBETCTBUA
Ne 1123 - 2019

Toprosoe HauMeHoBaHue Cuodop® 500

MexayHapoAHOe HENaTeHTOBaHHOe

HanMeHoBaHue Metchopmni

TabneTku, NOKpPbITLIE NNEHOUYHOW o6ono4kon, 500 Mr

L] a
R PR (KOHTYpHan AYerHKoBan ynakoska (Gnucrtep)) 10x6 (nayka KapToOHHaRA)

Homep cepumn 0871119
KonuuyecTeo noTpebuTensCkux
R 14 046
yNakoBOK B CEpun
[ara waroToBneHus 11.2019
Cpok rogHocTH 11.2022
MpoussoacTso rorosom 3A0 «Bepnuk-dapma», Poccus
nekapcTeeHHON hopmbl 248926 r. Kanyra, 2-oi AsToMoGunbHbIR Npoessa, 4.5

3A0 «bepnur-®apmar, Poccus

MepBuyHan ynakoeka
=P y 248926 r. Kanyra, 2-0i AsToMoGWUNBHBIA npoesg, A.5

BropuuHas/notpebutensckan 3A0 «Bbepnun-dapmar, Poccus
ynakoBka 248926 r. Kanyra, 2-oit AsTomoBunbHbIA npoeas, 4.5
MpoussoanTens (Boinyckatowui 3AO «Bepnun-Gapmas», Poccus
KOHTPONb KayecTsa) 248926 r. Kanyra, 2-oi AsTomobunbHbeIA npoeaa, 4.5

Homep 1 aaTa perucTpaumnoHHoro M N013673/01 0116.04.2012
yAoCTOBEPEeHUA [arta nepeodgpopmnenun 25.12.2017

HaumeHoeaHve n agpec gepxarena | bepnud-Xemu Al, FepMaHus,
perucTpauyMoHHOro YA0CTOBEPEHUA Glienicker Weg 125, 12489, Berlin, Germany

HopmaTusHas AOKYMeHTauUus M NO13673/01-251217, Uam. Ne1 M N013673/01-010419

HACTOALMM OOKYMEHTOM Mbl NOATBEPXOAEM:

- MPOM3BOACTBO, XPaHEHWE W KOHTPONb BbILLEYKA3aHHOW CEepun roTOBOW NPOAYKUMM OCYLLECTBNEeHbl B
cooTeercTenu ¢ TpeboeaHuamu npukaza Munnpomtopra Poccum ot 14 uioHa 2013 r. N 916 «[pasuna
Hagnexawyen npon3BoACTBEHHON NpakTukny (B pea. ot 18.12.2015)

- Cepws  NekapcTBEHHOro  npenapara  COOTBETCTBYeT. Tpe€oBaHnAM, YCTaHOBNEHHbLIM  NpW  ero
rocyAapCTBEHHON perucTpaumvn / B e R
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Mpwkas MuHagpasa Poccuu Ne 89
ot 07.03.2018
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