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HOpuamyeckuit appec: 191119, Cankr-Terep6ypr, yn. 3seHuropozckas, 9

MoytoBbIi agpec: 191144, Cank-MNerepBypr, [lertapHbIit nepeynok,

118, BU «Hesckas Parywan

Ten.Ipake (812) 703 79 75, e-mail: inform@geropharm.ru, www.geropharm.ru

Crpana-npoussonutens:
Homep peructpaumonnoro
YHAOCTOBEPEHHS:
Jl03HPOBKA/aKTHERHOCTS:
JlekapcTeHBas dopma:

Pasmep u TN ynakosku:

Howmep cepun:

Kommiectso ynaxopok s CepUH:

Hara npoussoacrsa:
T'onen no:

Ipouseoautens nekapcTBeHHOrO
CpencTBa (Wassawue u adpec npous-

600CMEEHHOU MIOWadK):;

[Ipou3ssoncTeHHan miomaxa:
TlpoussoacTeeHHAad THLCH3HA:
3aKI0O4YeHHe © COOTBETCTBHH [poH3-
NEKapCTBEHHBIX
TpebosanuaM [IpaBun  Hamnexauei
MPOH3BOACTBEHHON MPAKTHKH:
Kontpons npoeesen na cootsercraue:

BOOHTENA

 AHAJTHTHYECKHI TACIIOPT Ne 22

PETHHAJIAMUH®, mtnopuausar pas [PHrOTOBJEHHS pacTBopa

A BEYTPEMBIIEYHOT0 H n1apabyanbapuoro seenenus, 5 mr
Poceniickas ®egepauus

JIC-000684 ot 07.07.2010 .

Perunanamun 5 mr
JHOGHAHZAT A1 IPUTOTORAEHHS
GyaebapHoro BBeaenus

pacTeopa niis BHYTPHMBIILIEYHOTO H napa-

10 5 G1aKoHOB B KOHTYPHYIO siueiikoByIo YNAKOBKY H3 IVIEHKH NOJHBHHHJI-
XIIOPUAHOH MK NOAHITHIEHTepedTANATHOI 1 $oIErH aIIOMHHHEBOT, o 2
KOHTYpHBIE A4eHKOBbIE YNAKOBKH ¢ HHCTPYKUHeH 1o NPHMEHEHHI0 B MaYKy

H3 KapToHa
60219

12 314 ynakosoxk
19.02.2019 r.
19.02.2022 r.

JIEHCK, cTp. Ne §

000 «'EPO®APM»

Ne 00107-JIC ot 16 uions 2017 roaa

Ne GMP-0037-000183/17 ot 21 asrycra 2017 r.,
CpencTs

Aepauni. JeiicTenrensnsr a0 06 mions 2020 r.
JIC-000684-091118

000 «I'EPO®APM», Pocens, 142279, Mockosckan obiacrs,
MYHHUHMNANbLHBIH paiion, ropoackoe noceaenne Obosienck,

CepnyxoBckHii
paiion p.n. OGo-

npukas Ne 2840 or 21.08.2017;
Ne GMP-0037-000184/17 oT 21 asrycra 2017 r., npuxas Ne 2833 ot 21.08.2017,
BblIaHHble MuHHCTEpCTBOM NPOMBILIIEHHOCTH M Toproeau Poccuiickoii Me-

Haumenosanue nokasa-

TpeboBaHusi HOpMaTHEHO# DOKYMEHTauHH

PesynbTate! HenbiTa-

Tenei HHH
Onucanue Jlodumu3HpoBanHEIif nopomok win fiopucTad Macea besioro win Genoro | JInoQunusHpoBaHHEI
C JKENTOBATHIM OTTCHKOM lBeTa. (Bu3yansHblif) nopowox Oenoro use-
Ta
[TopnuuHOCTE:
IMentunet Oxpawmsanne pactsopa NpenapaTa B CHHE-(HONETOBBIH LBET B MpHCYT- IMoareepxaena

ApoMaTHYECKHEe aMHHO-
KHCNOTBL

I'nuuma

Bronoruyeckas aktus-
HOCTh

CTBHH BHypeToBOro peakTHsa.

Y®-crexTp nornolueHus PacTBoOpa mpenaparta B 001acTH IIHH BOJNH OT
250 no 300 HM HOMKEH HMETH MakCHMyM NpPH JUTHHE BOMHEI (275 + 6)
M. (CriekTpodoTomeTpuueckuii)

CooTHOLICHHE ONTHYECKUX MIOTHOCTEH A2rs/Aze0 mOmxKHO GRITH He Me-
uee 1,0. (CnextpogoromeTpieckuit) .

Ha xpomarorpamme ucrerryemoro nperaparta AOKHO MOABHTHECH IATHO
Ha ypoBHe nTHa pacteopa CO rauumHa. (TCX)

Ipenapar cuntalor GuomOrHuecky 4KTHBHEIM, €C/IH HHIEKC IIoMmamy
TK2HH CETHaTKH I71a3 N0C/e KYJIbTHBHPOBAHHA C NOGARNCHHEM IKCTpakTa
PeTHHANAMHHA B KOHUCHTpalHK 20 HI/MI, He MeHee YeM Ha 20 % 6o/-
e HIT B koutpone. (Buonoruueckuii)

A max =273,33 uM

1,17
CootsetcTayer

Ha 28 % Gonsie kon-
Tposs

Bpems pacteopemis Conepxumoe Qutaxona nomxno PACTBOPATLCA NPH BCTpAXHBaHMH B 1-2 | Menee | MuH.
MI1 BOIBI 1A HEbeKUnH, 0,9 % pacrsopa HaTpHA Xnopuaa, 0,5 % pactso-
Pa NpokavHa B TeyeHHe He OGosee 1 MMM, (Busyansusiif, xponoMmerpuye-
CKHif)

TpospausocTs pacTsopa | Jomken GbrTh npospaunsiM. (' PO, ODC.1.2.1.0007.15 «lTpospau- | [Tpospauen

HOCTh H CTENEHb MYTHOCTH XUAKOCTE )
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LIBeTHOCTS pacTBOpa OKpacKa MCTEITYEMOrO PAacTBOPa IpenapaTa B BOJE HE JO/UKHA MPeBbl- | BhIIEPRHBACT
mats 51anod Ya. (T PO, ODC.1.2.1.0006.15 «CrerneHb OKPACKH XKUI-
KocTek», Meton 2)
pH pacteopa Ot 5,0 110 6,6 (pacTBOp, IPUrOTORNEHKBIH JUIA HCTbITaHus Ha «Ipospau- | 5,82
HOCTh pactsopa»). (TP PP, OPC.1.2.1.0004.15 «HMoHOMETPHA» MOTEH-
LIHOMETPHYECKOE OTTPE/IeNEHHE)
[Totepa B Macce Npu He Gonee 10 %. (I'd Pd, ODC.1.2.1.0010.15 «IloTeps B Macce MPH Bhb- 1,42 %
BBICYILIHBAHHH CYIIHBARHRY, cnocob 1)
MexaHHyecKue BIITIOYE-
HHUS:
- BHAMMBIE JlonxeH BHUIEPKMUBATS TpeGOBAHHMA AN MPENapaTos, NMpeaHasHadueHHbIX | BoinepkusacT
1A TOa3HBIX NeKapcTBeHHbiX dopm. ([P PO, OPC.1.4.2.0005.15 «Bu-
JHMble MEXAHHIECKHE BIUIIOUEHUS B IEKapCTBEHHBIX (OpMax AN NapeH-
TepanbHOro MPHMEHESHHA H T1a3HbIX JeKapCTBeHHBIX dopmax»)
- HEBHIHMBIE B onHOM (nakoHe: :
- cpenHee 4HMCNO YacTHIL pasvepoM 10 MkM W Gomee - He MpeBBIIACT 46 u./dn.
6000;
- cpemHee YUCIO YacTHI pasMepoM 25 MKM H Gosiee - He MpeBbllacT 600. | 1 4./
(CuetHo-horomerpraeckuii, ['® P®, O®C.1.4.2.0006.15 «Hepunnmele
MeXaHHUIeCKHe BKTIOUEHHA B JIEKAPCTBEHHBIX (GopMax And MapeHTepale- |-
Horo mpHMeReHHs», MeTon 1)
[THpOTreHHOCTh TlomxeH GbITh anuporenusiM. (FP PO, O®C.1.2.4.0005.15) AnuporeHen
AHOMalNbLHAS TOKCH- Homxen 6uTh HeTokcHUHBIM. (T® PO, OdC.1.2.4.0004.15 «AnHomans- | HeTokcuuen
HOCTb HAd TOKCHUHOCTBY)
CTepHIBHOCTD TlomxeH ObITh CTepUIbHEIM. (MeTon MeMGpaHHOA GrIBTPALMY, I'd P®, | Crepunen
OdC.1.2.4.0003.15 «CTepIbHOCTEY)
BLICOKOMONEKYIApHEle | Ha XpOMaTorpaMme HCTIBITYEMOrO PacTBOpa AOMKHEL OTCYTCTBOBATE = CoOTBETCTBYET
fenku K Tipumeceil, BpeMs yAepKHBAHHA KOTOPHIX MeHee BpEMeHH yaepiHba-
HMA nHka Genmka - Mapkepa - uToxpoMa C, 4TO NOATBEP/KAAET OTCYT-
cTBHe GENKOB ¢ MONEKYNAPHO Maccol CBEILIE 12300 [a. (D P@, 3xe-
kmo3nonHag BOXX)
OnHopofHOCTh IO3HpO- | B cqoteeTcTBIH ¢ TpeGoBanuamu (AV<1S). (F@ PO, ODC.1 .4.2.0008.15 | CooTBeTCTBYET
BaHHA «ORHOPOTHOCTS JO3NPOBAHHAY, coco 2) AV=1,939

OcMONANBHOCTD

205,3 — 684,5 MOcm/xr H20. (Kpmockonmueckuit meron, I'® PO, OQC.
1.2.1.0003.15 «OcMONApHOCTEY)

415 mOcm/xr HoO

ConepxaHie BOIOpPAc-
TBOPMMBIX OTHMNENTHAOB

Conepxanie BOJOPACTBOPHMBIX MOMMIENTHAOB BO (rakoHe IOTKHO
651Th OT 1,5 110 3,5 Mr. (CnexTpodoTOMETPHIECKHAI])

2,86 Mr

KonmyecTreHHOE Orpeie-
NeHUe

Conepianue peTHHAIAMHHA BO (/IAKOHE JOJKHO 6uiTh OT 4,25 1o 5,75
Mr. (CrekTpodoToMeTpHYeCK )

5,02 mMr

Ynakopka

ITo 22 Mr nuodwunu3aTa Bo qUrakoHe! 13 GECHBETHOrO CTEKIA BMECTHMO-
CTBIO 5 MJl, YKYNIOpeHHBIe MPOOKaMH PE3HHOBLIMH 1 oGKaTaHHEIE KO-
NAYKAMH ATFOMHHHEBLIMH C OTPBIBHOMH IUIACTHKOBOH Haknamko# dinone-
TOBOTO LBETA.

Tlo 5 (NAKOHOB B KOHTYPHYIO A4EHKOBYIO YNAKOBKY M3 IICHKH MOJTHBH-
HWIXJIOPHAHON HIH nonwsTANeHTepedTanaTHOH H GONbrH amoMHHHE-
BOiL.

[Mo 2 KOHTYpHBIE AIEHKOBbIE YNAKOBKH C HHCTPYKUHEH N0 MPHMEHEHHIO
B [1aUKy H3 KapTOHa.

CoorBeTcTBYET

Mo 5 ¢ nakoHOB B KOH-
TYpHYH)  A4eHKOBYIO
YTIAKOBKY M3 TUIEHKH
MONHBHHUIXJIOPHAHOH
¥ donbrd amoMuHHe-
BOIt.

CooTHercTByeT

MapKkupoBKa

ITepauynas ynakoseka

Ha stuxeTke (naxoHa yka3slBalOT HAHMEHOBAHME NEpKATENd perHCTpa-
LUMOHHOTO YMOCTOBEpEHHA, TOProBoe HAWMEHOBAHME JICKAPCTBEHHOIO
mpenapata, NpeIynpeauTeNbHy0 MapKHPOBKY ®, nexapcTBeHHYO (op-
My, KOJIHYECTBO JefiCTBYIOIETO BEIECTBA B MT, papMaKolL, HOMEp CepHit
¥ CPOK FOJ{HOCTH.

Ha OTpHIBHYIO [UIACTHKOBYIO HAKTALKY KOJNAdKa aTIOMHHHEBOTO HaHO-
cAT penbedHyI0 HaamHCh «EPODAPMY.

Bmopuunas ynaxoska

Ha (onere amoOMHHHEBOH yKa3blBalOT HAHMEHOBAHHKE JepikarTens peru-
CTPALMOHHOTO YNIOCTOBEPEHHS, TOProBOe HAMMEHOBAHHE JIEKAPCTBEHHO-
ro npenapata, NPeAYMPEAHTENbHYIO MApKHPOBKY ®, neKkapCTBEHHYIO
dopMy, KOTHISCTBO AEHCTBYIOMIErO BEIMECTBA B MT

CooTtBeTcTBYET

CooTBeTCTBYET
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