v GEPJINH-®APNMA

MEHAPUHHA

NOATBEPXAEHUE COOTBETCTBUA

Ne 107 - 2020

Toprosoe HauMeHoBaHue

Cuodop® 1000

MexgyHapoaHoe HeNnaTeHToBaHHOe
HauMeHoBaHue

MeTtdopmuH

dopma Bbinycka

Tabnerku, NOKpbITLIe NNEHOYHOW o6onoukoi, 1000 Mr (KOHTYpHas
AvenKkoBan ynakoBka (6nucrep)) 15 x 4 (nauka kaproHHasn)

Homep cepuu 0370320
Konu4ecTteo notpebutensckux 6 993
yNakoBOK B cepuu

Harta usrotosnexun 02.2020
Cpoxk rogHocTK 02.2023

MNpou3soacTeo roToson
nexkapcTeeHHoOW QOpMb!

3A0 «bepnux-®apma», Poccus
248926 r. Kanyra, 2-oit AsTomoBunsHeii npoesa, . 5

MNepeuyHan ynakoska

3A0 «bepnun-®apma», Poccus
248926 r. Kanyra, 2-0it ABToMoBuNLHLIA Npoe3a, A. 5

Bropuunas/notpebutensckas
yNakoska

3A0 «Bbepnux-®apmar, Poccus
248926 r. Kanyra, 2-on AsToMOBunbHLIA Npoeaa, A. 5

MpoussopuTtens (Beinyckarowui
KOHTPONb Ka4YecTea)

3A0 «bepnun-®apman, Poccus
248926 r. Kanyra, 2-oit ABTOMOBMNBHLIA Npoe3a, 4. 5

| Homep v pata perucrpaumnonHoro
YyAOCTOBEpPEHUA

JIC-002180 o1 13.04.2012
Hara nepeogopmnenus 04.09.2019

HaumeHosanve u agpec gepxarens
PErcTPaLMOHHOIO YAOCTOBEPEHUS

Bepnun-Xemu/MeHnapuru ®apma MM6X, Mepmanus
Glienicker Weg 125, 12489 Berlin, Germany

HopmartusHan aokymeHTayus

NC-002180-260618, iam.Ne 1 NC-002180-040819

HACTOALWWM OOKYMEHTOM Mbl MOATBEPXOAEM:

- MNPOW3BOACTBO, XPAHEHWE U KOHTPONb BbILUEYKA3aHHOW CEepuM TOTOBOW NPOAYKUMM OCYLIECTBNEHbI B
cooTeeTcTBuu ¢ TpebosaHuamMu npukasza MunnpomTopra Poccuu ot 14 wmiona 2013 r. N 916 «lMpasunna
Haanexaluew NpoM3BOACTBEHHOM NpakTUkuy (B pea. ot 18.12.2015)

- Cepua  NekapCTBeHHOro npenapara CcoOOTBETCTBYET TpeGOBAHWAM, YCTAHOBNEHHbIM Npu  ero

roCyAapCTBEHHOW perucTpayun e
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' BEP/INH-OAPMA
MEHAPWHU

MACIMOPT Ne 107 - 2020

Cuodop” 1000, Tabnetkwy, NOKPbLITLIe NNeHOYHON oGonoukon, 1000 Mr

ClENok. (xoHTypHas AvelKoBas ynakoBka (6nucrep)) 15 x 4 (nauka kapToHHaRA)
Howmep cepun 0370320 Konuuectso notpeb. ynakosok B 6993
cepun
[Tara waroosnerus | 02.2020 MpoussoauTens Hepacdacosan- | 3A0 Bepnun-dapma,
' HOW NPOAYKLK Poccus
-
logeH oo 02.2023 Beinyckarowmit koHTpons SAQ B thaphie,

Poccus

AHanwa BbINONHeR
no

H[ NC-002180-260618 | fara aHanusa

05.03.2020 - 18.03.2020

M3am.Ne1 [1C-002180-

040919 Hata Bbinycka nacnopra

18.03.2020

Mokasartenu

Hopmbl

Pesynerath

Onucarve

Mpogonrosateie Tabnertku, Genoro useTta NOKPbITLIE NAEHOYHOW 0BONoYKOR
C KnuHoBMAHbIM yrnyGneHnem «snap-tab» Ha ogHol u puckoi Ha Apyroit
CcTopoHe TabneTxku.

CootsercreyeT

MoanuHHOETS

BpemA yAepkuBaHUS OCHOBHOTO NUKa Ha XpOMATOrpamme UCNLITYEMOro
PacTeOpa AOMKHO COOTBETCTBOBATh BPEMEHN YAEPKMBAHUA OCHOBHOrO
NKA Ha XPOMATOrPaMMe CTaHAaPTHOMO PAcTBOpa MeTopMInHa.

CooTtseTtcTByeT

ORHOPOAHOCTL Macch

CpepHsis macca: 1,117 r+ 5 %

(1,061 -1,173 ),

OTKNOHEHUE OT pacCUMTaHHOR CPeAHEN Macehi:
18/20 Tabnertok He Bonee +5 %:

2/20 TabneTtok He Bonee + 10 %.

1,099 r
Or-2%ap0+2%

MNoTeps B Macce npu

0, o,
BHICYLUIBAHWA He Gonee 3 % 1%
Pacnapaemocrs He Bonee 30 muH 13 Muk
Pacrecpenue He menee 80 % (Q) yepes 30 Muk. 98 %
o/ 0,01 %

Mpumeck A (unaroryanuaun) - He Gonee 0,02 %, '
PoacTeenHbie npumecy | JlioBas eanHUYHARA HEUABHTUDUUMPOBAHHAN NpUMeEck ~ He Bonee 0,1 %; < 0,05 %

Cymma HenaeHTUDMUNPOBaHHbIX NpUMecei — He Gonee 0,3 %. <0.05%

MNapameTp npuemnemocty ans 10 eAuHULY go3npoBanun < 15,0.

OaHopogHOCTS
Aomp‘:}hawﬁ MapameTp npuemnemoctn ans 30 eaunuy A03MpoBaHuA < 15,0, u v ogra | 1.8 (A8 10 eauHmL)
43 €AMHUL A031poBaHKSA He MeHee 0,75M n He Gonee 1,25M.
MukpoSuonorudeckan :
ity KaTeropus 3A;
¢ Obuiee yncno azpobHbix MUKPOOPraHWaMos — He Bonee 10° KOE 8 <10
11 (mn);
+ ObLee YUCNO APOXOKEBLIX W NNECHeBbLIX rpuBos — ve Gonee 10° KOE B <10
1r(mn);

_ » Escherichia coli - atcyteTtaue 8 11 (mn). OrcyteTRyeTt
Konuvectsennoe O 950,0 Mr g0 1050,0 Mr MeTdhopmuHa ruapoxnopuaa B 1 Tabnetke 996,1 Mr (100 %)
onpeaenexue (95 % — 105 % oT 3anBNeHHOrO Copepxanms). : i

Mo 15 TabneTok B KOHTYpHYIO AveAKoBY10 ynakosky (6nucrep)
Ynakoeka [MBX-nnenxa/consra anomunnesas). CooTteercrayer
o 4. 6nucrepa ¢ MHETPYKUMENR no NPUMEHEHUIO B KAPTOHHOIA nauke,
ANE OBlle o
Mapkuposka /,;,fj}._:.-‘ }e’mrherezm cHA. Coorsercrayet
N LW
| 5y ,=)-4\\
3aknioyeHng: “cooTBeTcTBYeT TPEG BaHuam H[ JIC-002180-260618; M3am.Ne1 J1IC-002180-040919.
{ “BEPTTHH-gA p;’w};
Havanehuk OKK\ .~ 477 ~ Karaesa E.M.
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