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CEPTU®UKAT CEPUU TOTOBOM nPoOOYKUUU
(nekapcTBeHHLIe NpenapaTbl ANS MEAULMHCKOrO npumeHeHua) Ne 717

KnumakcaH romeonaTtuyeckuii rpanybl roMeonaTuuyeckue (naket) 10

r X 1 (nayka kapToHHas)
HaseaHue, nekapcTeeHHan dopma, paamep ynaxkoBku

CrpaHa HasHauenus: POCCUS

Homep cepuu: 6220621

Oara npoussogctea:  09.06.2021

Cpok rogHocT rogeH ao: 09.06.2024

Konuuectso ynakosok B cepun: 18 962 wT

Homep PY: P N001418/02 Aata pernctpauun: 01.10.2007

HO: ®CM P N001418/02-011007 or 01.10.2007 “3M.N91,2,3,4,5,6,7,8

Hacroswum s yaoctosepsio, uto Bee cragum NPOoOV3BOACTBA CEpVM rOTOBOM
NPOAYKUMK NekapcTBeHHOro npenapaTa Ans MeAUUMHCKOTO NPUMEHEHUS BbINONHSNVUCH
B NOTHOM COOTBETCTBUM C TpeboBaHuamu GMP U perucTpaunoHHbIM 4OChE.

YNonHOMoYeHHOoEe NnLO: (])/

Tt

,Elmggg@jﬁf;gm;s: 17.06.2021
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CEPTUDUKAT KAUECTBA Ne 622

Haasauwe npenapara: «Knumakcan romeonarudeckuinn 10 r

CrpaHa — npouasoauTens: Poccuiickan denepavis
Homep perictpaunonHoro yaocTosepenus: P NOO1418/02 ot 01 -10.2007 (aara sameHs! 23.05.2018), cpok aeAcTBUS He

orpaHnyen.

foavposka: Cocras (Ha 11 npenapara);
AKTUBHbI@ KOMNOHEHTBI (B CooTHOWeEHMM 1:1 1)-0,01

Cimicifuga racemosa (Cimicifuga) C200
Lachesis mutus (Lachesis) C50
Apis mellifica (Apis) Cc200

BenomoraTtensHeie sewecTea:
nunionu Ans roMeonaTtu4eckux NpenapaTos (rpaHyns) - caxapoaa
"H2HOCATCA Ha rpanynsi 8 sune BOAHO-CNUPTOBOIR CMECH rOMECNATUYECKNX PRIBEREHNHA
llexapcteenHan thopma: paHynbl romeonaruyeckue
Pasmep v Tun ynakoskn: no 10 r TpaHyn B nakeTsl U3 Matepuana KoMBMHUPOBAHHOIO Ha OCHOBE anNOMUHUEBOH onbru.
Kaxasilh nakeT BMeCTe C UHCTPYKUUeH no MEAULMHCKOMY NPUMEHEHUIO NOMELLAIOT B Nayky U3 KapToHa.
KonuuecTteo ynakosok 8 cepuu: 18962 wr.

Homep cepuu: 6220621
Jara npouseoacrea: 09.06.2021
fara okoH4anua cpoka roaHocTU: rogeH Ao: 09.06.2024

KOpuanueckui agpec: 000 «HM® «Marepua Meawnka Xonauurs, Poccus,

127473, r. Mocksa, 3-4 CamoTeyHblit nep, 4. 9, Tenedbor/chakc: +7 (495) 684-43-33

Anpec npoussoncTBEHHON Nnowaaku: Poccus, r. HensbunHck, yn. Byrypycnaxckan, o 54

Nuuenana: Ne 00432-11C ot 02 chespans 2021 r., suigaHHas MuHucTepCTEOM NPOMBILINEHHOCTH 1 TOProBNK Poccuickon

®enepaumm

PeaynbTartel asanuaa:

MNoxazatenn TpeGosanua P N001418/02-011007, uam.1-8 PeaynbTaTth! MCALITAHWUA
Onucanue OaHopoaHbie rpaMynel WapoBMAHON dopmet oT Benoro fo | OaHopoaHbie rpaHynsl WapoBuaHOW
noytu Benoro usera. thopmei, Benoro ugera.
MoanuHHocTL UK-cnexTp npenapata, GHATLIA B AMCKE C Kanus Gpomuagom B | CooTeetcTayer.
obnactv ot 4000 go 400 cm', no monoxeHwl nonoc
NOrnoWeHun LOMKeH COOTBETCTBOBATL WK-cnextpy
CTaHaapTHoro obpasuya caxapo3dbl, CHATOMy B Tex Xe
YCNOBWAX.

Konuyecteo rpanyn 8
ir

UcnbiTakne NpoBOAST BECOBLIM METOAOM B COOTBETCTBMM C
TpeGoBaHuaMM o®C 42-0023-04 «panynel
romeonaTtuyeckuer. B 1 r npenapara gonxHo 6biTe oT 16 4o 20
rpasyn.

20-20 rpanyn

CootsercTayer Tpebosanusm O®C
42-0023-04 «panyns!
roMeonaTu4eckuen,

Pacnagaemocts

He Bonee 5 MuH,
Wcnbitadna nposoasT 8 cooteeTcTBuM ¢ TpeGosanusmu D

2 MuHYTBI 39 CexyHa
CooTeercrayer Tpebopanusm [@

BbICYIWBAHMM

MicnbiTalna nNpoBOART B cooTBETCTBUM C TpebosaHuaMu D
Xilll, r. 1, O®C.1.2.1.0010.15 «lloTeps 8 macce npu
BbICYWWBaHUU», crnocob 1.

Xill, . 2, O®C.1.4.2.0013.15 «PacnagaemMocTs Tabnetok u Xl 1. 2, O®C.1.4.2.0013.15
Kancyn». «PacnagaemocTs Tabnerox “
Kancyn».
MNorteps B8 Macce npw | He Gonee 2,0 % 0.2%

CooteetcTayer TpebGosanuam [
XU, 1. 1, 0®©C.1.2.1.0010.15
«Moteps 8 Macce npu
BbiCylWMBaHun», cnocob 1.

Macca cogepxumoro
ynakoexu

WcnbiTakua npoBOAAT B COOTBETCTBUM C TpeboBanvamMuA D
Xl 1. 2, 09C.1.4.2.0007.15 «Macca (06bem) coaepHuMoro
ynaxkosku».

CpenHee 3HaueHue macchl copepwumoro 10 ynakoeok He
A0NMXHO BeITe  MeHee YKa3aHHOro Ha JTUKeTKke, wmacca
COAEPXUMOro Kaxaod OTAenbHOW YNakoBKW LOMKHA GbiTh He
meHee 90% oT yka3aHHOW Ha aTUKeTKe.

CpepHee anaueHue Macchl coaepxumoro 30 ynakoBoK AOMKHO
6bITb HE MeHee YKasaHoro Ha 3TUKeTKe, U Macca coaepXUuMoro
He Gonee yem oaHoW U3 30 ynakosok MoxeT BbiTe Mexee 90%
(HO He MeHee B5%) OT yka3aHHOro Ha 3TUKETKe.

Cpeannn macca gns 10 ynaxosok
10,37
CpeaHrs macca ans 30 ynakosok:
10,37

MuHumanbHan wMacca  ynakosku:
10,22

Cootsetcreyer TpeGosaHuam @
X, 1. 2, 0®C.1.4.2.0007.15
«Macca (o6vem) coaepxumoro
yNaKkoBKku».,

Ceprudukar Ne 622 ot 17.06.2021 r.

CrpaHuuya 1 na 2
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MNokaszarenw

Tpe6osanua P N001418/02-011007, uam.1-8

PesynbTaThl MCNbITAHWA

Mukpobuonornyeckan | McnoiTaHuA
YMCTOTA

NpOBOAAT

B COOTBETCTBMH
tpeGosanuamu M X, 7. 1, 0®C.1.2.3.0002.15
«MukpoBuonorudeckan YucToTan (kareropus 3A).

O6lwee yncno aspobHbiX MUKPOOPraHW3MoB — HE
Gonee 10° KOE B 1 r. OBLiee Yncno APOXKEBbIX W
nnecHesbix rpubos - He Gonee 10° KOE 8 1 r.
QtcyTcreve Escherichiacolis 1 1.

Cooteetcrayer TpeGosanusm @ XII, T. 1,
0¢C.1.2.4.0002.15 «Mukpobuonoruyeckas
uucToTan (kateropus 3A):

8 1 r npenapata — mexee 10 KOE a3apoGHbix
mukpoopraHuamor, meHea 10 KOE apoxoxesbix
n nnecHesbix rpuboe (cymmapno). Escherichia
coli OTCYTCTBYHOT. 1

kOMOMHUpOBaHHOrO  Ha

KAPTOHA.

Ynakoska Mo 10 r rpaHyn B nNakeTol

13 martepwana
OCHOBE  aniOMWHWEBO
coneri.  Kawablil NakeT BMEcTe C MHCTPYKUMENA no
MEANLUMHCKOMY MPUMEHEHUIO NOMEeLaT B Nauyky 13

CootseTcrayer. !

Mo 10 r rpadyn 8 naxeTnl W3 Mmarepwana
KOMBGMHMPOBAHHOTO Ha OCHOBE AanioOMWHWEeBOoW
doneru. Kaxaslid naket emecte ¢
VHCTPYKUMEA NO MeauLYHCKOMY NPUMEHEHMIO
[IOMELLeHb! B NaYuKy U3 KapToHa.

Xpanenue Mpun TemMnepaType He Bbile

25°C.

Cootsetcrayer i
Mpw Temnepatype He Bbite 25 °C..

Mapkuposka Ha nakete yKa3biBaioT:

A03bi: CMm,

anpec, renedoH/dakrt
NPOW3BOAUTENS,

yKa3aHUeM ans

NPMMEHEHUA W AO03bL

«FoMeonatH4yeckoe neka

«[puMennaeTca ]

(M3ameHRIWMecs  uvgpsl),

MHOMBUAYaNbHbIA

perucTpaLMOHHLIA  HOMEp,

copme).

TOProgoe

HauMeHoBaHue,
Tenedon/dakT ¥ TOBapHbIA 3HAK NPOW3IBOAUTENS,
TOProBOE HAMMEHOBaHVEe npenaparta co 3Hakom ®,
nexapcTeeHHylo copmy, «Cnocol npuMeHeHWA W
MHCTPYKUMIO N0 MEeAULMHCKOMY
NPUMMEHEHUION, MACCy NpenapaTta B rpammax, Homep
cepuu, Cpok rogHocTy («MoaeH fo....»).
Ha KapTOHHON nauke yKa3biBalT. HaumeHoBaHWe,
M TOBAPHbLIA
HauMeHoBaHWe
npenapara co aHakom ®, nexapcTeeHHyw hopMmy,
©OCTaB NO TEPMWHONOMMK, NPUHATOR B romeonaTtuu (¢
KOMMOHEHTOB
HaWMEeHOBAaHWA, LWKanbl U CTEN8HW rOMEeonaT4ecknx
passefeHuii», maccy npenapara
YCNOBWA XPaHeHWA, YCNOBUA OTnycka,
CM.  MHCTPYKUMIO
MEAULIMHCKOMY NPWMEHEHWIO BHYTPU YNaKoBKW»,

aKTUBHbIX

pcTeeHHoe

«XpBHMTL B HEAOCTYNHOM ANA AeTed mecTen,
Tepanuu
KNAMaKTEPHYECKOro CHHApOMa», TUnorpadCckui koA
Tunorpagckne  MeTKM,
thapm-koa (rpadrueckuid ¥ uncpoBow), Homep Cepun
(«Cepus:...»), cpok roaHocTu («loneH A0:...»), AaTa
npouaeoacTea («[laTa

CEpHAHLIA
noTpeGuTensCckoi (BTOpnHON) ynakosku («C.H.:...»),
tnobanbHbid  Homep Tosapa GTIN («GTIN ...»),
WTpux-Koa,
waeHTUukaumn (20 koa B mMaluMHoYuTaeMon

Cooraetcrayer. ,
Ha nakeTe ykaiaHO: HaWMEHOBaHwe, ajapec,
TenedoH/bakT v | ToBapHBIA aHax
npow3soawTens,  TOProBOe  HawuMeHoBaHwe
npenapata c¢o 3Hakom | ®, nexkapCTBEHHaRA
¢dopma, «Cnoco6 npumeHeHwa ¥ [03bi: CM.
MHCTPYKUMIO N0 MBAULIMHEKOMY NPUMEHEHMION,
macca npenapaTa B rpaﬁmax. HOMep cepuy,
cpok rogHocTh («MoaeH fo....»).

Ha KapTOHHOW nauyke yKagaHo. HaumeHosaue,
anpec, TenedoH/dakT (M TOBApHbIA  3HAK
NpoOV3BOAWTENA,  TOProBOe  HANMEHOBaHWe
npenapata co 3HAKOM | ®, NeKapCTREHHY
copMy, COCTAB NO TEPMWHONOrMW, NPUHATOW B
romeonatvk (C yxasaHwem ANA  AKTUBHBIX
KOMMOHEHTOB HAUMEHOBEHWA, WXANLI U CTEneH!
roMeonaTMYeckux pasgefeHUi», maccy
npenapata B rpammax, | YCNOBWA XpaHeHWs,
ycnoBuAa otnycka, «Cnocof npumeHeHus ©
£03bl; CM. MHCTPYKUMIO| NO  MEAULMHCKOMY
NPUMEHEHWIO BHYTPH ynakosKku»,
«omeonaTMyeckoe NeKapcTBeHHOe CPeAcTBoY,
«XpaHnTb B HEAOCTYNHOM AnA AeTed mecTer,
«MpMMEHABTCR B Tepanud  MPORBNEHWA
KMMMaKTepUUeCcKOro CUHAPOMAaY», TunorpadCkui
kop (vamensiowmecn uucbpsl), Tunorpadckue
meTku, hapm-koa (rpacmuecknda U L poBOR),
Homep cepun («Cepwus.,..»), CPOK [OAHOCTH
(«F'opeH Ao:...»), Aarta npowisoacTea («fata
NpOW3B.....n), WHAMBMOYANLHLIA  CEPUAHLIN
HOMep noTpebUTenbCKOR (BTOPWMHOW) YnakoBKu
(«C.H.:...»), rnoBanbHelit Homep Tosapa GTIN
(«GTIN ...»), perncTpaunOHHbIA HOMED, WTPKUX-
koA, cpeacTeo ugeHThdivkauun (2D kop B
MalLMHOMWTEEMONR hopme).

CpoK roqHocTH 3 ropa

CooTtseTtcrayer.

KommenTapui: Yka3aHHan B8 HACTORWEM COPTH(MKATE CePUR NPenapata cooTeeTcTaYeT TpebosaHuAM

P N001418/02-011007, #am.1-8.

i
3amBnenve o cepTUOUKALIMY: ITUM A CBIAABTENLCTBYIO, UTO NPUBEABHHAA Bhille WHOPMALIMA AOCTOBEPHE M TOUHA. 3Ta Cepun

npoayxuuu Geina nponasefeHa (Bknovan ynakoeky/mMa

npasunamu GMP M focbe cheundmkauui AnA MCCreayemoro

paccMoTpeHs! u cootaetcTeue GMP ycraHogneno.
YanbH :
[Oara: 17 wioHn 2021

Cepruchukat Ne 622 or 17.06.2021 r.

PKMPOBKY) 1 KOHTPOMb €8 KEYECTBA BLINO/IHEH B NONHOM COOTBETCTBUM C

/ TPOKS

NC. MpoToKkGNk!. NPOM3BOACTBA, YNAKOBKW W aHanusos Gbinn

ICra |
i H |

CrpaHuua 2 u3 2




