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CEPTUOUKAT CEPUM TOTOBOU NMPOAYKLUMM
(nekapcTBeHHbLIe NpenapaTthbl ANA MeAULMHCKOTro npumeHeHus) Ne 1 623

KnumakcaH romeonatuyeckui TabneTkm romeonatuyeckme

(koHTypHas siuerkoBas ynakoska) 20 x 2 (nayka KapToHHas)
HaseaHue, nekapcreeHHan hopMa, pasmep ynakoBku

Crtpana HasHavenws: POCCUSA

Homep cepun: 13431121

[ata npoussogctea: 23.11.2021

Cpok rogHocTv rogen go:  23.11.2024

Konuuyectso ynakosok B cepuu: 30 860 wT

Homep PY: P N001418/01 Aara peructpauvu: 26.11.2007

HAO: &Cn P N001418/01-261107 ot 26.11.2007 u3M.N21,2,3,4,5,6,7,8

HacToAwmm 8 yaoCcTOBEpAIo, YTO BCe CTagum NPou3BOACTBA CEPMN FOTOBOK NPOAYKUMK
NeKapCTBEeHHOro npenaparta Ans MeauLUHCKOro NnpuMeHeHnst BbiNoNHANUCb B NOSTHOM
cooreeTcTeuu ¢ TpeboBaHuamu GMP 1 perucrpauyoHHbIM AoCkE.

YNonHOMo4YeHHoe nULIo: @? IKpoxrnHa E.B./
moremo \f meDicq
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mareria Yf mebica

CEPTMO®WKAT KAYECTBA Ne 1343

Haapanue npenapata: «KNMMMAKCAH FOMEOTATUYECKMA» Ned0

CrpaHa — Nnpou3scauTens: Poccuitckas deapepauun
sepexus: P N0O1418/01 ot 26.11.2007 (sata nepeccopmnennn 27.08.2020 r.), GeccposHo.

Doauposka: cocras (Ha 1 Tabnetky):

Howme:

Hbl8 KOMNOHEHT! oTHOWEHWeM komnoHerToB 1:1:1):
Cimicifuga racemosa (Cimicifuga) €200
Lachesis mutus (Lachesis) C50
Apis mellifica (Apis) C200

@ BUe FOMEONATWIECKOR TDHTYpaLMK Ha NAKTO3e MoHaTMapaTe — 0,0024 .
BenomoratenbHbie BelecTsa:

Naxroaa monornapar

0,2112

(Ge3 y4eTa roMecnaTH4eckoit TpUTYpaumH)

Liennionose! MWKPOKPUCTANNNYECKOH
Marnus creapar

0,024
0,0024

TeopeTuyeckan macca Tabnetkn 0.24

Nexapcreennas dopma;

Paamep u TUn ynakosku: no 20 T
Mo 2 KOHTYpPHbIX AYERKOBbIX yNnakoskit BMECTE C WHCTPYKUMEN N0 MEARLIMHTKOM!

Tabnerku romeonaTudeckine
aBneToK B KOHTYPHOW AYEHKOBON ynakoake U3 NNEeHKK NONUBMHANXNOPHUAHOA ¥ PONbIKA AnIOMUHUEBON.
y NPUMEHEHNIO NOMELLEHbI B NaYKy W3 KapTOHa.

KonwyecTso ynakoBOoK 8 CepUiA. 30860 wr.

Homep cepuu: 13431121,

Dara npouasoactea: 23.11.2021.

HYaHUA LB

; rofeH go: 23.11.2024.

10puguueckuit agpec. 000 «HM® «MATEPWA MEOWKA XONAWHI», Poccus,
127473, r. Mockea, 3-# CamoteuHbiit nep., A. 9, Tenedonidaxc: +7 (495) 684-43-33

Alpec NDOW3BOACTESHHOR NITOLAAKM: Pocewn, r. Yenabunck, yn. Byrypycnauckan, A. 54
Nuuexang: Ne 00432-N1C or 02 cpespans 2021 r., B5lAaHHAA MUHKCTEPCTEOM NPOMBILLNEHHOCTH W TOProBNM Poccuiickon deaepauuu
PegynbTarbl gHANM3a:
Toxa3atent TpeGoeanun P N001418/01-261107, nam.1 -8 Pe3ynkTaThl HCMbITAHWNA
Onucanune TabneTkn NNOCKOUMNKHAPKUYECKORA POPMEL C thackoi, Benoro | TabneTxu NNOCKOLMNNHAPUHECKOR
wnu noutn Benoro yseta. thopmel ¢ cackoi, Genoro yseta.
NMognuHHOCTE Peakunm Ha Naktosy C MERHO-TApTPaTHLIM PBAKTHEOM CooteeTcTeyerT.

(peakTusoM  Penuxra). BuinagaeT

KPACHOro LBeTa.

0Caf0K  OpaHXeso-

OAHOPOAHOCTL MACChl
TabneTok

WcnbiTaHue NPOBOART B COOTBETCTBUK C TpeGosanvuAmn P
X, 1. I, O®C.1.4.2.0008.15 «OAHOPOAHOCTE MacChl
AO3UPOBAHHBIX NEKAPCTBEHHBIX (POPMY.

[lonycTUMOE OTKNOHEHWE MAcChl OTAENbHEIX rabneTtok QT
cpeaHei maccsl AnA 1B U3 20 TabneTok cocTasnaeT £ 7,5 %;
AONYCTUMOE OTKNOHEHWE MAacCsl OTAENBHbLIX tabnetok or
cpeaHed maccel AnA 2 w3 20 taBnetox coctaanAeT £ 15 %.

CpeaHns macca: 0,240

OtknoHenus: ot - 0,83 % ao + 0.83 %.
CoorsetcrayeT Tpebosanuam @ X, T.
Il, O®C.1.4.2.0009.15 «O/HOPOAHOCTE
Macchi A03MPOBAHHLIX NEeKapCTBEHHBIX
dopm».

PacnapaemocTb He 6onee 15 MUHYT. 4 MUHYTBI.
WcneiTaHne NpoBOART B COOTBETCTBUM C TpeGosanuamn [P | CooTeeTCTEYET TpeGosaHuam P Xl T.
X, 1. i, O9C.1.4.2.0013.15 «PacnagaemocTs tabnertok u|li, O®C.1.4.2.0013.16 «PacnapaemocTe
Kancyn», TabneTox # Kancyn».
MukpoBuonoruueckan Metoa 1. McnuTawue RPOBOAAT B COOTBETCTBAM G| CoOTBETCTBYET TPEGOBaHUAM ro XL T
yucroTa tpeGosarwamn @ Xl T . O®C.1.2.4.0002.16 |1, O$C.1.2.4.0002.15 (xaTeropun 34A).
«MukpoBuronoruyeckas YucToTa» (kaTeropus 3A). O6wee uncno aapobHbix
Mukpooprarunamos — mexee 10 KOE & ir
OBLyee YACNO APONOKEBLIX U NNECHEeakIX
rpubos — Menee 10 KOEB 1 1
OreyrereyioT Escherichia colis 1 1.
YnaxoBka Mo 20 TabneTok B KOHTYPHOW AYERKOBON YNAKOBKE U3 NNEHKKH CooTBeTcTBYET.
NOMUBUHUAXNOPUAHOA U (hONbrY anoMUHKEBOR. Mo 20 TaBneTok B KOHTYpHOR AueitkosoR
Mo 2 KOHTYpHbIX AMERKOBBIX YNAKOBKW BMECTE C MHCTPYKUWER | ynakoaxe u3 NREHKU
NO MEAWUMHCKOMY NDUMEHEHMIO NOMELUSIOT B nauky w3 NONVBUHUAXNOPUAHOR " chonsrua
KapToHa. anoMUHUesod.
Mo 2 KOHTYPHbIX AYEAKOBLIX YNAKOBKH
BMECTE C UHCTPYKUWER N0 MEAWULIMHCKOMY
NPVMMEHEHIIO MOMELLAIOT B NauKy U3
KapToHa.
XpaxeHue B CyxXoM, 3aLUMLLEHHOM OT CBETa MECTe, Npu Temneparype He | CooTBeTcTByer.
euiwe 25 °C. B CyXOM, 33UMLLEHHOM OT CBETE MecTe.
Npy TEMNEpaType He Bbliue 25 °c. B
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Noxazarenu

TpeGopanua P N001418/01-261107, nam,1 -8

Pﬁynbum MCNBITAHWR

MapKnpoBKa

MapkupoBka NePBUYHOR YNAKoBKN,

Ha KkoHTypHOM AvedKoBOR YNaKkoBKe YyKa3wiBalOT: TOprosoe
HaWMeHOBaHWe npenapata co 3xakom ®, nexapcreeHHyl
copmy, HAUMEHOBAHWE NPOKMIBOAMTENA W &ro TOoBapHbLIN
aHaK, HOMBep Cepun, cpok rogHocTH («[o ...»).

MapkupoBsKa BTOPUYHOM YnaKkoBku.

Ha «apToHHOR nauke ykalbiBawT: HavuMeHoBaHWe, agpec,
TenecoH/dbakc npoMIBOAMTENA W €ro TOBAPHLIA  3HaK,
TOProBO8  HaWMmeHOBaHWe npenapara co  aHakom ®,
nexapcTeeHHylo (hopMy, COCTaB N0 TEPMUHONOMMU, NPUHATOR
B rOMEOnaTHn (C ykadaHMueMm ANA aKTUBHLIX KOMMOHeHTOS
HaumeHOoBaKWA, LUKANbl KU CTENneHU roMeonaTHYeCcKUX
passejeHuin; HaUMEHOBAHWA n copepaiua
BCNOMOraTeNbHbix BewecTa, xonudectso Tabnetok e
ynakoske, «Cnocol NPUMEHBHUA W A03bI: CM. MHCTPYKUMIO NO
MEAULMHCKOMY NPUMBHEHWIO BHYTPU YNakoBKW», YCNOBWA
OTNyCKa, YCNOBUA XpaHeHuR, «XpaHuTe B HBADCTYMHOM ANA
aetell  Mmacte»,  «[OMeOnaTHUECKOE  NeKapCTBEHHOE
cpeactao», «[IpUMEHAETCA B  TepanMMn  NPOABNSHWA
KNMMaKkTepu4eckore cuHapomas, capm-koa (rpacbuueckulilt u
unppoBoit), TeMaTHYECKHe pUCYHKN, HOMep cepun («Cepun:
...»), CPOK roagHoot (xlogem po: ...»), AaTa NpPoOU3BOACTEA
(«[laTa npowas.. ...»), WHAWBUAYanNbHLIA CepuiiHbIR HOmep
notpebutensckoil  (BTopuuHol) ynaxosku («C.H.. ..»),
rnobaneHwiA  Homep Tomapa GTIN  («GTIN  ...»),
PerucTpaUMOHHbIA HOMEp, LUITPWX-KOA, cpeaAcTeO
waeHTHGMKaUnK (2D xop 8 MawKHouuTaemod opme).

MapxupoBKa NepeERYHON YNaKoskM,

Ha KoHTYpHOR nAdvedkoBod  ynakomke
ykasaHo: | TOprosoe  HauMeHoBaHue
npenapaTa co 3HaxoM ®, nexapcTEeHHan
chopMa, HBWMEHOBAHME NPOMIBOAWTENR
W 8ro TORAPHIN JHAK, HOMBD C&PUM, CPOK
roaHocTH («40 ...»),

MapxnpoBxa BTORWHHOR YNAKOBKY,

Ha  xapTroHHOR  nauke  ykasawo
HBUMEHOBAHWE, B8ApeC, TenedoH/dake
NPOMABOAMTENA ¥ Br0 TOBApHbIA 3HaK,
TOProBO& [HAUMBHOBAHWA Npenapata co
3hakom @, nexapcreeHHan tbopma,
COCTaB NO TEPMWHOMOIUM, NpPUHsTOR B
rOMeonaTyu (C yKasaHMem ANR aKTWBHbIX
KOMROHEHTOB HANMBHOBAHWW, LWKanbl W
CTENeHU rOMEONATHYBCKUX PaIBOASHWN;
HBUMEHOBAHMA n COAEpPXaHNA
BCNOMOrATRNMBHLIX BELIECTR, KONWYECTBO
TabneTox | B  ynaKkoske, «Cnoco6
NPUMEHEHWA W 403b1: CM. MHCTPYKLUIO NO
MBANLMHCKOMY  NPUMEHEHKID  BHYTPM
YNakoBKM», YCNOBUA OTNYCKA, YCNOBUA
XpaHeHus, «XpaHiTb B HBAOCTYNHOM ANA
Aetell  wmecre»,  «loMeonatuueckos
nexapereenHoe CpeacTBOX,
«MpumMeHsn B Tepanuu npoABneHu
KNHMaKTEPUYECKOrO CHHAPOMa®, thapM-
koA  (rpadiueckudl  w  uucbposod),
TeMaTUYecKHe PUCYHKM, HOMEp cepum
(«Cepun: .,.»), CPOK FOAHOCTH («lopeH
Ao ..»), |aaTa nponsmoactea («[Jarta
NPOMAR.: | ..»),  VMAMBMAYanbHWA
cepuilHuik | HoMmep  notpebuTensckoi
(aTcpchﬂé ynakoekn («C.H.. ..»),
rnoSansubit Homep Toeapa GTIN («GTIN
...B), PEMMGTPALMOHHBIK HOMEP, LUTpUX-
KOA, CPEACTBO aenTutbukaumuy (2D koa B
MawmrHouuTaemoi chopme).

Cpok rogHocTH |

3ropa

Cooreercrayer.

KommeHTapuy: YikasaHHan B HacTOAUWeM CepTUdMKaTe CepvA npenapara cooTReTcTAayeT TpeSoBanuam P N001418/01-261107,

TETTRIEE:

Sasenenve o cepTWUKIUMA: ITHM A CBUAETENLCTBYID, YTO NPUBEAGHHAA Bbile MHGOPMAUMA AOCTOBEPHa M TO4YHA, 3Ta cepuA
npoaykuum Obina npoussegeHa (BKMIOMAR YNAKOBKY/MAapKUpOBKY) W KOHTPONb @€ KAaYyecTBA BLINONHEH B NONMOM COOTBETCTBMM C
npasunamu GMP u pgocee cneuwdbukauuit ans wuccnepyemoro JIC, MpoTOKONLI NPOM3BOACTEA, YNSKOBKM W aHanvaon Beinu
paccMoTpeHsl 1 cooTaercTepe GMP ycraHosneHo.

HavanbHuk QKK:
Dara: 03 gexabpn 2021

SIPMA : §lGf

2 <MATEPHA MEHKA] - {E

XOJA1HH

Coprwdwiar xavectea Na1343  or 03.12.2021
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