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000 «FEPODAPM»
Opupmdeckni agpec: 191119, Cankr-NevepGypr, yn. 3seHuropoackas, 9
TMoyToBwii agpec: 191144, Cankr-Metepbypr, lertapHuin nepeynok, 116, BL| «Heeckas Paryway

Ten./chakc (812) 703 79 75, e-mail; inform@geropharm.ru, www.geropharm.ru

AHAJIMTUYECKUH MACIIOPT N 180 Poccus

KOPTEKCHH®, 110$pnan3aT 1151 IPHrOTOBIEHHS PACTEOPA IS BHYTPHMBILICHUHOr0 BBegeHus, 10 mr

CrpaHa-NpoH3BOHTENb:
Homep peruerpansoHHoro
YIOCTOBEPEHHS:
Jlosuposka/akTHEBHOCTE!
Jlexapcreennas dopma:

Pasmep 1 TUI yrIakoBKU:

Homep cepu:

KonuuecTso ynakoBOK B CEPHU:

Hara npoussoacTea:

[ozex po:

[TpouzrOANTEND IEKAPCTBEHHOTO
CpencTsa (nassauie u adpec NPoOU3Eo)-
CM@eHHOl NACUEaOKY):

Bropuunas ynakoska:

[Tpon3BOACTBEHHAA [IOILAMKA!
[Tpon3BOACTBEHHAN JTHUEHIHS:
3aKMOUEHHE O COOTBETCTRHH IPOH3BO-
AMTENA JTEKAPCTBEHHBIX CPENCTB Tpe-
GosaHuam TIpaBun Hapiexalueit npo-

Poccnitckas ®egepanus
P N003862/02 oT 30.06.2009 r.

Koprewcuna 10 mr

JHO(UIH3AT AN NPUTOTOBNEHUS PACTBOPA s BHYTPHMBIUIEYHOT0 BBE/1e-
HHA

10 5 (UIAKOHOB B KOHTYPHYIO0 SI4YeHKOBYI0 YHAKOBKY H3 INIEHKH MOJMHITHIEH-
TepeTanaTHoii H GOJLTH ANOMUHUEBOI, 10 2 KOHTYPHBIE N4eiilkoBLIe yna-
KOBKH € HHCTPYKILHEH N0 NPHMEHEHHIO B NAYKY H3 KApTOHA

710220

4 284 ynak.,

11.02.2020 r.

11.02.2023 r.

000 «'EPO®APM», Poccna, 196158, r. Canxr-TleTepdypr, Mockosckoe
wocce, A, 13, mur. BJI

000 «I'EPOMAPM», Poceus, 142279, Mockorckas 00.1., ropoacKoit OKpyr
Cepnyxos, pabounii nocesiox O6ostenck, Tepputopns «Ksaprtan A», crp. 5
000 «'EPO®APM»

Ne 00107-JIC o1 25 utons 2019 roga

Ne GMP-0037-000406/19 or 28 aBrycra 2019 r., npuias Ne 3226 ot 28.08.2019;
Ne GMP-0037-000405/19 or 28 asrycra 2019 r., npukas No 3220 ot 28.08.2019,
Ne GMP-0037-000407/19 ot 28 aprycra 2019 r., npuxas Ne 3240 ot 28.08.201 9,
BBIAAHHBIC MHHHCTEPCTROM IPOMBILIIEHHOCTH H TOPros/l Poccuiickoii Me-

H3BOICTBEHHOH NPaKTHKH:

JeHcTBuTensHsl 10!

KonTpons npoBefen Ha cOOTBETCTBME:

Aepauum,
06 nions 2020 roaa
P N003862/02-180918, u3m. Nel ot 21.08.2019

Haumenosanue noxazaresneii

Tpebopauns nopmaTusuoii AoKymenTaIHIm

PesyabTaThI HETBITA NI

Cnucanne

Jlvodunusuposansnii TOPOWIOK WK MOpHCTAN Macea GEIoro HIH Ge-
JIOTO € FKENTOBATEIM OTTCHKOM LIBETA.

JTuohnnuanposannLii NopowoK
BeTOro ¢ KeTOBaAThIM
OTICHKOM UBCTa

IoanuHHOCTE:
A. Terrruunt

B. ApomaTiueckie aMHHOKHCIOTE

Orpawmnanue pacTsopa npenapara B cHie-(JHONETORBIT 1aeT B npHeyT-
CTBMH OMYPETOBOrO PCAKTHRA,

Y®-coeirp mornotesns pacteopa npenapara B oSIACTH [UIHH BOJH OT
250 10 300 1M TOMKEH HMETH MAKSHMYM Npn (27526) 1.
CooTHOLIEHHE ONTHUECKHX IIOTHOCTEH A275/A260 AOMKIO GbITh 1e Me-

Moxraepixpena

Amax =274 um

Hee 1,0, 1,2
Ha xpomarorpamme KCIIsITYeMOro NpenapaTa AoMIHO NOARHTLCH [ITHO
B. Muunn Ha YPOBHE NATHA PacTBOpa cTanaapTHoro o6pasua riauupuna. (TCX) Coorpercrnyer

Bpems pacrsopenus

Cozepikimoe (praxona nOmKHO pacTropsTLCH NPH BCTPAXHBAHUK B [-2
MI BOAibL At Wirseiciu, 0,9 % pactsopa natpus xmopuaa, 0,5 % pac-
TBOpa MPOkauna B Tedenne ne Gonee | mun. (Busyansumsit, XPOHOMETH-
pHueckuit)

Coorsercrayer

ITpospausocTk pacrsopa

Honxen Gu1tph npospaunsiv, (C'd Ph, ODGC.1.2.1.0007.15 )

ITpospaven

LiBernocTs pacTeopa

Oxpacica HenbITYeMOro pacisopa He JOMKHA MPEBLITIATS dTAT0N Ya,
(T'D PP, OPC.1.2.1.0006.15, Meron 2)

Memnee otasiona Y

pH pacruopa Or5,0 110 6,6. (pacTBOP, NPUrOTOBNEHHLI 1A HCIbITANNA 13 «IIpospay- | 6,1
HOCTHY. (INorenunomeTpHuecKkoe onpexenciue, e P,
0®C.1.2.1,0004.15)

[lotepa 8 Macce npy seicyutsannn | He Gonee 10 %. (T® Pd, OBGC.1.2.1.0010. 15, cnocof 1) 3.2%

Mexamiueckue BrnoYeHNs:
- BHAHMDIC

= HEBHAUMDIC

Homien BoizepikHbaTs TpeGOBaKA A NpenapaTos, HpeAHasHA4EHHBIX
AL BIYTPUMBILEUHOrO BaeaenHs. (ID Pd, ODC.1.4.2.0005.15)

B omiom duakone:

- Cpeanee HHeao racTH pasmepom 10 mim u Gosee e npensiacr 6000;
- CPEAHEe YUC/I0 YaCTHLL pasnepom 25 Mim u Gonce 1e npessiwaer 600,
(Cuerno-otomeTpuyecknii, I'h Pd, OdBC.] 4.2.0006.13)

Bolaepkupact

50 w./pnak.
1 w./nak,

Eamepua.nbnmc JHAOTOKCHHDLI

He Gonee 35 E3/wr. (Tenb-tpoM6 Tecr (meron A), T'd Po,
0dC.1.2.4,0006.15)

Menee 35 ED/r

Crp. luz2




AHOMQTLHAT TOKCHYHOCTh TomxeH bty HetokcHunbiM, (I PO, O9C.1.2.4.0004.15) Herokeimen
CreprutEHOC TS Tomxen Gbits crepumisiv. (Meton vempantoit grstpain, [® PO, | Crepien
O®C.1.2.4.0003.15)
BricokoMosicKynapHsie feaxu Ha XpoMarorpaMme HCNLITYEMOr0 PAcTBOpa IOMKHBI OTCyTeTBOBath | COOTBETCTBYET
TVKH IPIMECelt, BPEMS YICPAHBAHHS KOTOPBIX MEHEE BDEMCHH YACPIKH- |
BAHMS TMKA Oenka-wapkepa - uuToxpoMa C, 4T0 NOATBEPKIACT OTCyT-
crBHe Geikos ¢ Mozexyapuoit maccoit cepiwe 12300 [a. (Dxermosuon-
ras BOKX. [® PP, O9C.1.2.1.2.0005.13)
OAHOPOIHOCTS TO3MPOBAHLA B cooTetctEiit ¢  Tpedomammsmn  (AV<ZI5). (Td  PO. Cootsercrayer
O®DC.1.4.2.0008.15. criocod 2) n=10
AV=352%
Coaepanue Bogopactsopumsix 110- | Cojepkanne BOJOPACTBOPHMBIX THONIENTILIOR BO Qriakone TopkHO | 3,6 Mr
JHTICTTHIOB 6uits o1 3.0 70 7.0 mr. (CnexrpodoToMerpuueckiii)
KoauuecTBeHHOE ONPEIC ICHITe Conepanie koprekcuna ro (u1akose om0 Grits o 8.5 20 11.5 mr. 10,2 mr

(CrexTpoloroMETPHYECKHIT)

Buonornueckas akTHBHOCTh

Tlpenapat cunTaOT GMONOrHYECKH AKTHBHBIM, €C/IM HHICKC MomaI
TKAHI KOPbI FOIOBHONO MO3ra f0C/1¢ KYIbTHBHPORALINA ¢ J00aRICHHEM
JKCTPaKTa KOPTEKeHHa B KoHueuTpainy 20 Hr/MA He Menee, denm Ha 20
%% Gomsme HHtekea rLonam 8 koutpone. (buonornaeckuii)

Ha 28 % 6oabiie KOBTPONA

Ynakopka

Tlo 22 mr muodirinsata BO (IaKoHbl H3 GeCUBETHOTO CTEKIA BMECTHMO-
CTHIO 5 M, VKYOPEHHBIE TIPOOKaMi Pe3nHOBBIMHI M OBKATAHHBIE KO-
NauKaMi ATOMITHHEBBIMH € OTPBIBHOI MIACTIKOROM HAKLLIKON OpaH-
JKEBOTO UBETA,

Tlo 5 1aKOHOB B KOHTYDHYIO AYCHKOBYH YUAKOBKY U3 TLICHKH MOAHEN-
HICTXUIOPHANON MM NOAHOTHIEHTEpediTanaTHoil 1 (omery anoMuame-
BOI.

T1o 2 KOHTYPHBIE A4CHKOBBIE YIAKOBKIL C HECTPYKIMEH N0 NPHMEREHHIO
B Ma4Ky K3 KapTona.

ITo 22 wmr auoduunsara Bo Quia-
KOHBI #3 OeCLBETHOrO CTeKIa
BMECTHMOCTBIO 5 M, YKYMOpPEH-
HBIC npoﬁxa:\-m PE3HHOBRIMH H
OOKATAHHBIC KOIMAYKAMI &llo-
MHHHEBBIMH € OTPBIBHOM 1aCTH-
KOBOH HAKTAIKON  OpaHmeBEoro
1BETA.

Ilo 5 (aKOHOB B KOHTYPHYK
ﬂ‘!eﬁKOB}HO VIIAKOBKY H3 FLICHKH
noanoTHiAenTepedTanatHoit 1
donasrn  amomnunesoit. [lo 2
KOHTYPHbIE  SMCHKOBbIC — yTla-
KOBKH C HHCTPYKIHEIT 110 1puMe-
HEHMIO B TIAYKY 113 KAPTOHA,

Mapkuporka

TlepBuyniasn yIaKoBKa JEKapCTBEHHOTO Mpeliapala

Ha yrukerxe 1aKoHa YKA3BIBAKOT HAUMCHOBAHHCE JEPKATCIA PerneTpa-
LHOMHOTO YI0CTOREPEHHS. TOPIOBOS HAMMCHORAHHE JCKApPCTBEHHOO
npenapara. NpeIyNpeInTensHYIo  MapKIpOBKY ®, NeKapCTBEHHYIO
(opMy. KOIHYECTBO ASTCTBYIOMCTO BEIECTHA B MI tapmaxoa. HOMED
CCPHH 11 CPOK TOAHOCTH,

Ha oTpHIBHYIO 1CTHKOBYFO HAKTAIKY KOIAYKa &1IOMHHICRONO HAHO-
car peaveduyto naanuck «EPODAPM».

Bropnunas yriakoBKa JEKapeTBeHHOro npenapara

Ha nauxe yKa3biBaioT HAHMEHOBAHIE. TOBAPHLLE 3HAK. ATIpec. Tenedor u
(hake Aepxarens perHeTPALNORHONO YAQCTOBCPCHHA, TOPrOBOC HAUME-
HOBAHIE eKaPCTREHHOTO [TPEIIAPATa, NPEYTIPEINTENBHYIO MAPKIPORKY
®. rpynnapoROYHOC HAMMEHOBAHHE, JICKAPCTRCHHYIO dopMy. KOIHYEe-
CTBO JCHCTBYIOWIETO BEIICCTBA B M. KOMIMECTBO (MIaKOHOS B HAYKE, €O~
eran, «CTepHILHOY, YCIOBUA XpaleHN, YCI0BHA OTIYCKa, «XpaHuTh B
HENOCTYMHOM LISl ACTEIT MECTE», HOMEP PEriCTPALHOHHOTD Y10CTOBEPE-
HEA, WTPHNOBOI KO, (apmakos. [pugrom bpaiing na naduxy HaHOCAT
undopmaiio «koprexcis 10 mry. Ha Muiesyio cTOpOHy naukit Hakmen-
BAIOT FOJ0IPAMMY.

Ha nauky HaHOCAT KOHTPOIBHBIN IeHTHQMKALHOHEEI 382K (IBYXMEp-
Hblit LITPHXOBOI KOIL). H TEKCT, AyOnspyrountii HuGopMaliIo, 3aK011po-
RAHEYIO B HEM (HASHTU(HKALIOHHEEIT HOMEP, HILIMBILIYATbHLIH cepitii-
HBI HOMEp BTOPIMHON YNAKOBKH, HOMEP TPOI3BOACTBEHHOM Cepi.
7aTa HCTeUeHHs CPOKA TOAHOCTH).

Ha dosbre arnoMumnenoil yKasbiBaioT HAHMCHOBAHHE JCDKATE1A peri-
CTPALBONHONO YAOCTOBEPEHHS, TOPrOBOE HAalMCHOBAHHE ACKAPCTRCH-
HOrO Npenapata, NPeaylpeuTeIhHyI0 MapKHPOBKY ®), TEKAPCTBEHHYIO
(hopMy. KOIHYCCTBO ASHICTBYIOIErO BEIECTRA B MI.

MapkupOBKa TPAHCIIOPTHOH TaApht B COOTBETCTRENL € rOCT 14192-96.

CooTseTcTBYET

CoorBeTcTBYET

Xpauetiue

B 3anUIIeHHOM OT CBETA MECTE [PH TeMilepatype He uiute 25 o

Cpox roanocty

3 rona

JAKJIIOYEHHE
uusA, 10 Mr cel
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skzollexapersenuntit npenapat KOPTEKCHHE, snoduAn3aT LTS NPHIOTOR/ICHIA PAcTROPA 1A BHYTPHMBILLIRUIOrO BBE/E-

\102‘21}"@60};@&?0@11;}?&1' TPeBOBAHMAM HOPMATHBHOTD A0KYMeHTa P NO003862/02-180918, s3n. Nel o1 21.08.2019
o 5

Topaeesa ALIO.

Crp.2u32




3anonHseMast hopma

I PA3PEHIEHHE HA BBIITYCK
B B CEPUH IT'OTOBOM 1IPOJAYKLIUU
3 FrEPODAPM Ne 306-2020 AYKIL COIT-OK-0164-018./03/3d1

Jncr 1 us 1

HaunMcHOBAHHE POAYKTA
(HazBaHHe, 103HPOBKA, Gpopma BeIIYCKA)

Koprexkcun®, nuodumusar juis  NPHTOTOBJIEHHS

pacTBOpa /UId BHYTPHMEIIICUHOTO BReAeHusA, 10 Mr
(pmaxon) 22 Mr x 10 (nayka xapToHHaq)

Ynakoska (nepBHYHAH, BTOPHYHASN)

DaxoHs (5), YIaKOBKH sSIeHKOBLIE KOHTYpHBIE (2),
Na4YKH KapTOHHBIE

Homep cepun 710220
Pazmep cepun 4247 yu.
Jlara npon3BoacTBa 11.02.2020 r.
I'oxen no 11.02.2023 r.

Baajesen perucTpannoHHoro

000 «I'EPODAPM», anpec: Poccus, 191119,

YAOCTOBEPCHUS r. Canxr-IleTepbypr, yi. 3senuropoackast, i1. 9

IIpounszeeaeno 000 «I'EPO®APM», Poccus, 196158, r. CaHkr-
[Terepbypr, Mockosckoe mocee, ji. 13, nur, BJI

Ynakosano 000 «'’EPODPAPM», Pocens, 142279, Mockosekas 061.,

ropojickoit okpyr Ceprniyxos, pabounii nocenok OGoneHek,
TeppHTOpHs «KBapras A», ctp. Ne 5

Beinyckaromuii KOHTPOJIb Ka4ecTBA

000 «TEPODAPM», Poccus, 196158, r.
[lerepGypr, Mockosckoe mocce, 4. 13, aur. BJI

Caukr-

Hacrosimum noarsepikaaio, 4To MPUBEACHHAS BhIlle HHGOPMALHI SBISETCA JIOCTOBEPHOH U
TouHo#. JlanHas cepus NPOAYKUHMH TPOH3BEACHA (BKIIOYAs YNAKOBKY/MAPKHPOBKY M KOHTPOIE

KauecTBa) Ha BBILICYKA3AHHOH [POH3BOJACTBEHHOH TIJIOIIAJKE B
MIPOM3BOACTBEHHOMN
COOTBETCTBUH CcO

tpeboBanusivu  IlpaBun  Hapnexamei
TpeOORAHMSMHU, a TaKKe B

PCTHCTPALTHOHHOM  TOCKBE.

[I0JIHOM COOTBETCTBHH C
HNPaKTHKH,  JIHIEH3HOHHLIMA
creuudUKALUIME, COACPNKAILIMMUCH B

3amucH 1o NpOM3BOJCTBY, VIIAKOBKE H aHaJIHM3y [OPOBCPEHBI H

YCTAHOBJICHO WX coOTBeTCTBHE TpeboBanusm [Tpasun Haaiexkameil MpoU3BOACTBEHHON TPAKTHKH.

JlaHHas cepus MpOIYKIIHH:
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