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CEPTU®WKAT CEPUW rOTOBOW NMPOAYKLUA
(nekapcTBeHHLIE NpenapaTk! A MEANLIMHCKOTO npumerenus) Ne 1 158

KMMaKcaH roMeonaTuyeckuii rpaHybl romeonaTuyeckue (nakeT)

10 r x 1 (nayka KapTOHHas)
HazeaHve, nekapcTeeHHas opma, pasmep ynakoski

Crpana HasHavenus: POCCHUA

Homep cepu: 9790921

[laTa npov3BoACTBa: 24.09.2021

CpOK rogHOCTH rofieH A0: 24.09.2024

KonuuecTso ynakosok B cepun: 18 883 Wt

Homep PY: P N001418/02 nara peructpauuu: 01.10.2007

HO: ®CM P N001418/02-011007 ot 01.10.2007 usm.N21,2,3,4,5,6,7,8

HacTosWMM 5 YAOCTOBEPSIO, 4TO BCE CTaAUM NPOUSBOACTBA CEpUN roTOBOW NpoayKuuv
nekapcTeeHHoro npenaparta Ans mMenuUuuHCKoro npUMeHeHUA BbINONHANUCH B NOMHOM
cooTBeTCTBUM ¢ TpeGosaHuamu GMP 1 perucTpaunoHHbIM AO0CHE.

YNnonHoMoO4eHHOE NIWLO: (‘}/ o /BepeMeHKo O.H./

-

[ata nognucaxus: 07.10.2021




n

L

m@DiC

CEPTUQUKAT KAYECTBA Ne 979
: inumaxcan romeonaTudeckuiiy 10T

Crpana — npowagouTens: Poccuickan GeaspaLua

Homep pereTpauMoHHOro YAOCTOBEDGHNA: P N001418/02 o7 0

QrpaHuyeH.

[oauposxa: CocTas (Ha 1 r npenaparta).
AKTUBHbI@ KOMNOHEHTL! (B COOTHOLIBHUH 1:1:1)=-001 1%

Cimicifuga racemosa (Cimicifuga) C200
Lachesis mutus (Lachesis) C50
Apis metlifica (Apie) C200

BonomoratencHbIe BeLecTsa:
nMMoNK ANA TOMBONAaTAYBCKUX npenaparos (rpaHynui) - caxaposa
*HaHOCATCA W@ rpaHynbl B siae BO/{HO-CIMPTOBOMA CMECH rOMEONaTHHBCKHX paapefeHWi

Me

Kaxapii naker smecTe ¢ MHCTPYKLWEi Mo

0
Homeo cepuy: 9790821

: [paHynbl FoMeOnaTUieckue

1.10.2007 (nata 3ameHbi 25.08.2020), cpok A8ACTENA He

ir

aku: no 10 r rPaHYN B NakeTs) U3 MaTepuana KOMOUHUPOBAHHOTO Ha OCHOBS arnioMuHuesoi onbm.

i 18883 wr.

[laTa npouasoactea: 24.08.2021
W : ropeH Ao: 24.00.2024

127473, r. Mocxaa, 3-A CamoTeuHbiii nep, . 9, Tenethon/caxc: +7 (495) 684-43-33
: Poccus, T. YenrBuHeK, yn. ByrypycnaHckas,
Jnuenana: Na 00432-NC ot 02 despans 2021 r., BxiaarHan MuHucTep

nPou3|

Genepaunmn

. 000 «HMNP «MATEPWA MEAVKA XONOWHM», Poccus,

ol N

PeaynbTaThi aHanuaa.

MeOULMHCKOMY MpUMEHEHNI0 NOMELLAIOT B NaYKy 13 KapToHa.

A 54
CTBOM NPOMBILLNEHHOCTY K TOProBny Poccuickoi

ir

Moka3sarenu Tpebosanua P N001418/02-011007, nam.1-8 PeaynbTaTthl MCNbITAHNA
Onncanne OpHopoaHsie rpaHysibl wiaposuaHon copmel OT Genoro A0 | OAHOpPOAHbIE FPaHyNb! LLIapoBUAHON
noutw Genoro useTa. copmel, Benoro useTa.
MoANMHHOCTL WK-cnekTp npenapara, CHATeI# B AUCKke C xanus 6pomuaom 8 | CooTBeTCTBYET.
obnactv or 4000 Ao 400 cm’, RO TMOnOXeHwlo nonoc
NOrnoLWeHWA AOMKeH CODTBETCTBOBATL WK-cnextpy
craHpapTHoro ofpasua caxaposel, CHATOMY B Tex xe
yCroBusx.
Konwdecrso rpaHyn B | Mcnuitanne NPOBOAAT BECOBLIM METORCM B cooTeeTcTeuM ¢ | 20-20 rpaxyn

TpeGopannaMn oaC 42-0023-04 «["panynbl

CoorsercreyeT TpebosaHuaM ooC

romeonaTvueckve. B 1 r npenapara AOMKHO 6biTb OT 16 A0 20 | 42-0023-04 «panynb!
rpavyn. roMeonaTu4acKmer».
PacnapaemocTe He 6onee 5 MuH. 2 MUHYTbl 33 CBKYHAD!

MCNbITRHUA NPOBOAAT B COOTBETCTEUW ¢ TpeGoBaHWAMKW re

CooteetcTeyeT TpeGoBaHUAM re

BLICYLINBAHWH

X, 1. 2, 0dC.1.4.2.0013.15 «PacnapaemocTb rtaBnertok u| XM, T 2, 0®C.1.4.2.0013.15
Kkancyn». «Pacnapgemocts  TabBnemox “
Kancyn».
"Fiotepn ® macce npu | He Gonee 2.0 % 0.11%

MCnLITaHnA MPOBOAAT B COOTBETCTBMM C TpeGosaHnamu 1P
X, r 1, 00C.1.2.1.0010.15 «MotepR B Macce npun
BLICYLIMBAHUND, cnocob 1.

CoorpetcrayeT TpeGoBaHWAM e
xm, o1, 0¢C.1.2.1.0010.15
«Norepn 8 macce npv
BbICYLWNBAHNNY, cnocob 1.

Macca CORSPXUMOTO
ynakoBKn

VicnbiTaHus MPOBOAAT B COOTBETCTBAM C TpeGosannamu P
X, T. 2, O®C.1.4.2.0007.16 «Macca {o6bem) CORePKUMOTC
yNaKoBKK».

CpepHee 3Ha4eHWe Macchl copepxumoro 10 ynakosok He
AOMKHO ObiTe MeHee yKasaHHoro Ha 3THKeTKe, macca
COAEPHMMOTD K@KOoW OTAENLHOW ynaxosky pomkria GuiTe He
meHea 80% OT YKa3aHHOA Ha ITUKETKE.

CpenHee 3HaueHWe Macchi conepxwmoro 30 ynakoeox [OIMKHO
BbiTh HE MBHEE YKA3aHOro Ha aTHKeTKe, W macca coiepXKUMoro
He Gonee yem oaHoR 13 30 ynakoBoK MOXeT GuiTe meHee 80%
(Ho He meHee 85%) oT YKa3aHHOTO Ha ITUKETKe.

CpeaHsn macca AnA 10 ynaxoBoOK:
10,42
MuHUMANbHARA
10,19
Cootpercreyer TpeGosaHwaM ro
Xm, T 2 O®C.1.4.2.0007.15
«Macca (oObem)  COAEpPXMMOro
YNAaKoBKU®.

macca  YnaKoBku:

]

Cepncpuxat Ne978

or 07.10.2020T.

Crpasnya 1 va 2




flokasarenn

Tpebopauun P N001418/02-011007, uam.1-8

Pe3ynbTathi HCALITAHWA

MukpoBuonornyeckan
YUCTOTA

WeneitaHMA  NpoBOART B COOTBETCTBMM C
tpeGopanusmn e Xill, 1. 1, 09C.1.2.3.0002.15

«MukpoGHONOrMMEcKan YuCToTa» (KaTeropun 3A).
Obiies 4ucno a3pobHLIX MUKDOOPraHWIMOB — HO
Gones 10° KOE & 1 r. O6luee YMCN0, APONCKEBbIX U
nnecxessix rpubos - He Gonee 10° KOE 8 1 .
Otcyrcteune Escherichia colip 1.

CootBeTcTByeT TpeGoBaHuam P XIlI, 1. 1,
09C.1.24.0002.15 | «MuxpoSuonormueckan

uncToTar (kareropus JA):

8 1 r npenapara - mexea 10 KOE aapoSHuix
MHKpoopranuamos, meHee 10 KOE apoxokesbix
¥ nnecHesbix rpuos (cyuuapno) Escherichia
Goli OTGYTGTBYIOT. -

YnaxkoBka

flo 10 r rpaHyn B nakersl U3 marepuana
KOMOWHMPOBAHHOTO HA OCHOBE  ANOMWUHWeBOW
cdoneru.  Kaxabiil nakeT BMecTe ¢ HCTPYKUMeR no
MEAUUMHGKOMY NPYMEHeHWMIO NOMBLIAIT B naqky vl
KapToHa.

CoorsetcTayer. |

Mo 10 r rpaHyn B naket™ W3 maTepuana
KOMOMHKPOBAHHOMO HA| OCHOB® ANOMUHMEROH
thonem. KaxabliA naker Bmecte ¢

WHCTPYKLMEA MO MeAULMHCKOMY NpHUMEHEHUI0
NOMetLeHB! B NaJKy U3 KEPTOHA.

XpaHeHwve

pu Temnepatype He Buile 25 'C.

CooteetcreyeT ‘
Mpy Temnepatype He suiwe 25 °C..

MapxupoBka

Ha nakete yKasbiBaioT. HawMeHOBaHWe, anpec,
TenegoH/PakT ¥ TOBAPHLIA 3HAK NPOM3IBOAWTENA,
TOproBoe® HaMMeHoBaHWe npenapara co sHakom ®,
nekapcTeeHHyl0 chopMy, «Cnocof npuMeHeHUA #
AO3L. €M,  MHCTPYKUMIO MO  MBAULIMHCKOMY
NPUMBHBHRUIO®, Maccy Npenapara 8 rpaMmax, Homep
cepum, cpok roaHocTH (¢« oaeH Bo....»).

Ha xapTOHHOA nauyke yKkasbLiBaOT: HaWMEHOBAHWS,
agpec, TenecdoM/hakT M TOBAPHLIA  3HaK
npou3soAMTENs, TOprosoe HauMeHoBaHWe
npenapara co 3Hakom ®, NEKAPCTEEHHYIO (OpMY,
COCTAB NO TEPMUHONOTWM, NPUHATOI B roMeonaTum (¢
yKazaHuem ans 8KTHBHBIX KOMMOMEHTOB
HaWMBHOBAHMA, LUKANL! U CTENeHW roMeonaTHIBCKUX
passegeHwii», mMaccy npenapata B8 rpammax,
YCROBUA XpaHeHWA, ycnosus otnycka, <«Cnocol
MPUMEHEHMA W  [03B CM.  MHCTPYKLMIO No
MEAULMHCKOMY TMPUMBHEHWIO BHYTPU YNakoBKWU»,
«FomeonaTuveckoe nexapCTBOHHOE  CPeACcTEOY,
«XpaHuTs B HEOOCTYNHOM ANA A[6Tel MecTes,
«MpumenneTcs B Tepanun nponeneHnit
KNUMAKTEPUIECKOro cuHapomMar, Tunorpathckui Kop
(wameHnoOwmecn Ludpbl), THNOrpadcxMe MeTKM,
trapm-kon (rpacpuveckuit U uupoBoit), Homep cepuu
(«Cepusn....»), CpoK rogHocTh («l"opeH A4o....»), Agara
npoussogcTea («[aTa nponas.....»),
MHAMBUAYANbHBIW CepUAHBIA HoMep
notpeGurennckoii (BTopuiHoi) ynakosu («C.H.:...»),
rnoGanbHuid Homep Toeapa GTIN («GTIN ...»),
POUCTPAUMOHHLIA HOMBP, LWTPUX-KOA, CPeRcTso
naeHTHdMkaumn (2D koA B MAWMHOYATAEMOW
thopme).

CooTBeTcTRYET.

Ha nakete yxasaHo: HaMMEHOBAHME, aapec,
TenatoH/cdaxr n TOBAPHbINA 3HAK
NPOU3BOAMTENA,  TOProsoe  HauMeHoBaHue
npenapata ¢o sHakom ®, nexkapcTBeHHas
¢topma, «Cnocof npUMEHSHMA W [O3bI: CM.
WHCTPYKLIMIO NO MBAWLMHCKOMY NPUMEHEBHUION,
macca npenaparta @ rpammax, HOMep cepuw,
cpok rogHocTH («"'oaeH 40....n).

Ha xapToHHO navyke yKasaHo: HauMeHoBaHWa,
aapec, TenedoH/haKT K TORApHLIA  aMaK
NPOMIBOAUTENA,  TOProsoe  HauMeHOoBaHWe
npenapara ¢o0 JHakoM &, nNOKAPCTREHHYIO
copMy, cocTaB No TEPMUHOMOIMK, NPUHATON B
romeonaTi (C YKB3BHMEM ANsS  aKTUBHbIX
KOMMOHBHTOB HAUMEHOBAHMWA, WKAMbLI ¥ CTENeHN
romMeonaTuieckux paasefeHun», maccy
npenapata B rPAMMAX, YCNOBUS XPAHEHWA,
ycnosua ornycka, <«Cnocob npumeHeHHA wu
AO3LIl CM. HHCTPYKUMIO N0 MeguLUHCKOMY
NPUMBHSHUIO BHYTPM YNaKoBKku»,
«omeonat4eckoe NeKapcTBEHHOE CPeacTeo»,
«XpaHWTb B HEHOCTYNHOM ANA AeTeR MecTex,
«flpnmeHsieTcRA B Tepanun  NPORBNBHWUA
KNUMAKTePKYOCKOro CuHApoma», TUNOrpadcKui
koA (wameHsioWmecs wMppel), TUnorpacdckue
meTkd, chapm-kof (rpacmueciain 1 Lndposoii),
Homep cepun («CepwuAai..»), CPOK rogHOCTH
(«Fogen pmo:...»), pnara npoussoactea («fata
NPOKIB.....»), WHAMBUAYANbHLIA  CepPUAHBIA
Homep noTpebuTensCKoR (BTOPUYHONM) YTIBKOBKK
(«C.H.:...»), mobBaneHbiit HoMep ToBapa GTIN
(«GTIN ...»), pervcTpaUMOHHLIA HOMED, LUTHUX-
kog, cpepctso wpentuukaumm (2D koa B
MalunHouuTaeMoi opme).

Cpok rogHocT™

3 ropa

CooraercrayerT.

KommexTapuy: YxazanHan B HacToAWEM CepTH(UKATE CEPUA NPeNnapaTa COOTBETCTRYET TpeBoBaHUAM
P N001418/02-011007, uam.1-8.
3anBnexne o cepTUdMKAUMY: STUM A CBUABTENLCTBYIO, HTO NPUBEAGHHAN Bbille MHGOPMALUMA AOCTOBEPHA W TOYKE. 3Ta CepuR
npopykuuu 6uina npousseaeHa (numcmn ynaxonylmapmpoaxy) ¥ KOHTPONb €6 Ka4ecTea BLINONHEH B NONHOM COOTBETCTRUM C

pacCMOTPEHb U m?sue GMP
Hauanetmx OKK:

Dara: 07 oxrrbpAk021
Cepucukar Ns3T9 or 07.10.2020r.

: Crpannua 2 43 2



