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000 «TEPO®AFPM»
IOpuanyeckuit agpec: 191119, Caxr-TerepBypr, yn. 3sexuropoackas, 9
Moytoesbid agpec: 191144, Cankr-TerepOypr, flertapHeii nepeynok, 115, Bl «Hesckas Parywan

Ten./dpake {812) 703 79 75, e-mail: inform@geropharm.ru, www.geropharm.ru

AHAJIUTUYECKHHM MACIIOPT M 168 Poccus

KOPTEKCHH®, anoduausar ann NPHTOTOBICHHS PACTBOPA A BHYTPHMBILIEYHOTO BRedeHus, 10 mr

CTpana-fIpoH3BOIHTENS:
Howmep persictpaisionsoro
YIAOCTOBEPEHUS:
Josupoeka/akTieHOCTS:
JlekapcTBernan dopma:

Pasmep u TR ynakosku:

Homep cepun:

Konu4ecTso ymakosox s cepi:

Jarta nponisoacTsa:

Fonen no:

pousBoaKTe: b 1eKapCTREHHOIO
CPeNCTBE (Hazsaniie u Adpec RPOUIG0dD-
CMBEHROU HAOUGOR1)

BropuuHas ynakoska;

[MpoussoncTeentas nnomaaka:
TTpou3roaCTREHHAS JIHUEHIHA:
3ak/noueHNE 0 COOTBETCTRHH NIPOH3IBO-
aurens JACKAPCTBEHHBIX CpelacTs Tpe-
Gosanusm [lMpasri rageskatedt npo-

Poceniickas ®enepauns
P N003862/02 ot 30.06.2009 r.

Koprekcuna 10 mr

JHOQUIN3AT IS NPHTOTOBACHAS pacTBopa s BHYTPHMBIECYHOIO BBEIe-
HHS

110 5 PAAKOHOB B KOHTYpPHYIO AYeiKOBYIO YIIAKOBKY H3 NUIEHKH HOJAHITHACH-
TepedTanaTHol 1 GoabrH ANIOMHHHEROI, O 2 KOHTYPHbIe s4eilKoBbie yna-

KOBKH C HHCTPYKHHEH 10 NPHMEHEHHIO B MAYKY M3 KaPTOHA
570219

3 539 ynak.
09.02.2019 r.
09.02.2022 r.

000 «'EPO®DAPM», Pocens, 196158, r. Cankr-TletepGypr, Mockosckoe
moecee, a. 13, aur. BH, anr. BJ1

000 «'EPODPAPM», Poceusi, 142279, MockoBckas 0dnacTs, CepnyxoBexnii
MYHHUHTAIBHLI paiion, roponckoe mocenenue Obosenck, paiion p.i. O6o-
JIEHCK, cTp. Ne 5

000 «'EPO®APM»

Ne 00107-JIC o1 16 wions 2017 roga

Ne GMP-0037-000182/17 ot 21 aBrycra 2017 r., npukas N 2832 01 21.08.2017;
Ne GMP-0037-000184/17 ot 21 asryera 2017 r., npaxkas Ne 2833 o1 21.08.2017,
BbliaHABIE MUHHCTEPCTBOM NIPOMBINLTEHHOCTH | Toproenu Poceuiickoii Me-

H3BOJACTBEHHON MPAKTHKH:
JeHcTrUTE IbHBI 30;

KoHTpoms BpoBeieH Ha COOTBETCTRHE:

aepatinu,
06 mons 2020 roaa
P N003862/02-180918

Haumenonanue nokasareieii

TpeGosanun HOpMaTHBROH T0KYMeHTALHN

Pe3yaetars: nennrrannii

Onscanue

Jrodumisuposannsii nopouiok wix ropucras macca Oetoro waw Ge-
JI0TO € HKEATOBATHIM OTTEHKOM HBETA.

Tnodmausnposanusil nopomok
Ge/10ro ¢ KETTOBATHIM OTTEHKOM
BeTa

TNommnuocTs:
A [Menmiast

B. ApomatHHeckue aMHHOKHCIOTSI

Oxpanmpanse pactaopa Npenapara & cHse-(hroneToBLIH UBET B npHCyT-
CTBHH OHYPETOBOrO peaKTuaa.

Yb-cnexrp norsomenns pacTsopa npernapara 8 06IACTH LINH BOIK OT
250 10 300 uw aomwxen unmeTs MakeHMyM npH (27526) Hak
Cootnowenne omTHuecinx mIOTHOCTER Asrs/Asen JOMKHO OhiTs He Me-

Noarsepwxaena

homax = 275,00 um

Hee 1.0. 1,20
Ha xpomarorpasye nensityesoro npenapara J0/KHO NOSBHTHCS (MHTHO
B. [y Ha YPOBHC MATHA PACTROPE CT2HAAPTHOrO odpasua ranmuma. (TCX) Coorsererayer

Bpems pacrsopeHus

Conepainoe daaxona Jomkno pactBOpaThCE NP BETpANHBaHHA B 1-2
M1 BOAB Lt munekioil, 0.9 % pacrsopa watpns xiopnaa, 0.5 % pac-
TBOPA NpOKaKKa B Tevenue He Gonee | s (Buavansasil, XpOHOMETH-
pHuecKHit)

Mesee 1 Mun.

Iipospaunocts pactsopa Nomien 6sis npospaunbiv, ([P PO, ODC.1.2.1.0007, 15) [Mpo3pauen
LIeTHoCTs pacTropa Oxpacka ueneTYeMoro pactsopa He JomkHa npesbimiaTh yranoH Y4, | Buizepixupaer
(I'd PP, OPC.1.2.1.0006.15. Meroa 2)
pH pacraopa Or 5,0 210 6,6, (pacTBOp, NPHIOTOBIEH LI /LI% HEMMTARNA Ha «llpospay- | 6.10
HOCTBY, {Moremmomerpieckoe onpeageHie. e P,
ODC.1.2.1.0004.15)
[Moreps B Macce np# Buicymysanun | He Gonee 10 %, (' PO, ODC.1.2.1.0010.15. criocod 1) 3.00%
MeXauuIecKne BIIIOYEHIs:
- BHIHMbIE Jlonaen BbiXepRHBaTS TPEGOBAHIA 118 OPENapaTos. NpeaHasHavennbix | Baidepuusaer
413 BEYTPHMBILEHOTO Beeaeuns. (T Pd, ODC.1.4.2.0005.15)
B oasom aaxone:
- HEBHIHMBIE - Epeance YHeao wacTHi pasmepoym 10 MiM u Goaee we npeswitnaer 6000; | §7 y./thaak.
- CpEAHSe MHCIO HacTHIE pasMepoM 25 Mkv 1 Goace He npesnimact 600, | 5 w./hiak.

(Cuerso-boromerpuneckuii, ['D PO, OOC.1.4.2.0006. 15)

baxrepsaisiLie JI0TOKCHHB

He Gonee 35 E/wr. (I'em-tpom6 Tecr (wmeron A). I'd PO,
ODC.1.2.4.0006.15)

Menee 35 E3/ur

Crp. luz2




(CnekTpodoToMeTpHYUECKIHI }

AHOMLTHHAS TORCHYHOCTD TloTaen Ghits seToxciuubmy, (I PO, OOC.1.2.4.0004.15) Heroxenyen
CrepisHOCTD Tlo:raett GbiTh crepitThibiv. (Metod wemOpasroli giistpatm, 'd PO, CrepuieH
O®C.1.2.4.0003.13)
BoicokomoneRy:apHbie fetgn Ha xpoMatorpaMve HCHBITYEMOro pacTsopa J0.Tkbl orcyrcrsosars | CoorercTayer
1K npuMecelt, BpEMA YACDAIBAHIS KOTOPbIX MEHRE BPEMCHH YICPXKI-
BauKd THKa Oexa-mapkepa - waroxpoMa C. 970 NOATBEPH.IAET OTCYT-
crRue Bellkoa ¢ MoneKyIapHOit Maccoit capime 12300 Ta. (Dxekmiomon-
nag BKX. @ P@. ODC.1.2.1.2.0005.15)
OaHOPOIHOCTE 103MPOBAHHA 1B coomsercrsm ¢ tpefosanmavn  (AVZIS). (I'e PP, | CoormeTcTBYET
OPC.1.4.2.0008.15. errocol 2) AV =4.50 %
Coepiarie BOJOPICTROPHMBIX N0~ | COAEPAANNE BOJOPACTROPHMBIX NONANENTILIOR BO daakone gomkno | 5,30 mr
SHTCHTHAOR Goits o1 3.0 10 7.0 mr. {Cnexrpodoromerpuucciatii)
Ko:muecTBeHHOE ONpeIeieHHe Coaeprkatie KopTeKcHHd BO (h1axoHe JomkHo ObiTh 0T 8.5 10 11.5 Mr. 1010 mr

BronorHueckas aKTHBIOCTh

[penapar cunTAIOT GUOMOTHUCCKH AKTHBHBIM, SCIH MHICKC MIOLLIH
TKaHH KOPbI FOTORHOIO MOITA NOCIE KY.IhTHRHPORAHKS € H00ABIEHHEM
JKCTPAKTA KOPTEKCHHS B KOHUEHTpaWiK 20 HIVMF He MEHEE, HeM Ha 20 %
SonbIIC HILIEKCA NI0MAIN B xoutpoie. (buonorugeckuil)

Ha 26 % Goabille KOHTPOII

Vrakoska

Mo 22 mr asodmamsara so rrakonbi 13 GECHBETHOID CTEKI2 BMECTHMO-
CTBIO 5 MIL VKYTOpeHHEIC NpofkaMi pelHOBLIM 1 0OKATAHHBIE KO-
HAYKAMH LHOMHHHEBBIMI C OTPLIBHON MIACTHKOBOH HAKINIKON Opan-
AKEBOI'D IBCTA.

1o 5 draKoHos B ROHTYPHYIO SHCHKOBYIO yNAKOBKY W3 [UICHKI NOIHBH-
MIETI0pHAN0I 1K nom T eHTepedranatholl 1 Goabry AmOMIHIe-
BOIL.

[Mo 2 koHTYpHBIE AYEiikOBbIE VIIAKOBKH ¢ HHCTPYKUHEH (0 NPHMEHCHIRO
B HBYKY H3 KAPTOHIL

Tlo 22 mr anodiansata 8o (ua-
KOHB W3 BecuserHoro Ccrexkia
BMCCTHMOCTBIO 3 M. YKYUIOpeH~
Hpic npofkaMi PENHOBRIMH U
OOKATAHHBIE KOATIAYKAMH A0
MUHUEBBIMHU C OTPHIBHOI N1acTn-
KOBOH HAKTAIKOH OpaHKeBora
1BeTa.

Mo 5 duakotioB B KOHTYPHYIO
AYEAKOBYIQ YNAKOBKY M3 NACHKH
nomsyTHaeHTepedraraTholt. #
donsrn  amomummesoi. [lo 2
KOHTYPHBIC ~ SYCHKOBLIE  YIIO-
KOBKH ¢ HHCTRYKuHE no npumMe-
HEHINO B MAMKY M3 KapToHa.

Mapruposka

[Tepsuunag YIaKOBKA JEKAPCTBEHHOTO Nipenapara

Ha THKeTKe (hIakoHa YKAIRIBAIOT HANMEHOBAHIIC JEPHATENA PerucTpa-
IHOHHOTO YJI0CTOBEPEHHA, TOProBOE HAHMEHOBLHIC TEKAPCTBEHHOMO
NpenapaTi. BPCAYIPEINTEIBHYI0 MBPKRpOBKY ®. JCKapCTBCHHYIO
GopMy. KOAHHECTBO IeHCTRYIOIMErD REHIECTBA B MT. apMaKod, HoMep
CEpHH H CPOK FOIHOCTH.

Ha OTpLIBHYIO FUIACTHKOBYHO HAKIRIKY KOIMAYKA ATHOMHHHEBOIO HAHO-
caT pennedimyio saannces «TEPOPAPM».

BropiuHas YIIaKoBKa TCKAPCTBCHHOLO fIpenapaTa

Ha nause yRQIGBAOT HAMMEHOBAHHE. TOBAPHLIH 3HAK. a1pec. TeehoH B
dake ZepxaTes PErHCTPALMOHHOTC YAOCTOBEPEHHI, TOProBoe HauMe-
HOBAHME 1EKAPCTBEHHONO MPENAPATa, [PE/Ly PeIHTEALHYIO MapKIPOBKY
®, rPYNAHPOBOMHOE HAMMEHOBAHNE, IEKAPCTBEHAHYIO QopMy. Komie-
CTBO JEHCTEYIOWIErO BELIECTBA B MI, KOAHYECTBO (IIAKOHOB B NA4KC. CO-
cran. «CTePHILHOY, YUIOBUA XPAHSHIS. YCI08H OTHYCKA, «XPaHiTh B
HEJOCTYIIHOM 18 J¢Tell MecTen, HOMEP PErHCTPALHOHHOTD YI10CTOBEPE-
fiHd. 1WTpHXoBol k0. (apmaxol. Hipudrmom Bpaitia na nauxy HanocaT
wndhopmanio «xoprexcis 10 mr». Ha nuesyio cTopoHy navkn Hakien-
BAKOT TOIOTRAMMY.

Ha madky HIHOCAT KOHTPO/bHbI HACHTH(HMKBUMOHHEI 3HaK (1BYXMep-
Fiblil HITPHXOBOM KOA), ¥ TEKET. AYGIHPYIOUE1H HRPOPMALIO. 3AKOIHPO=
BAHHYIO B HeM (HICHTH(HKALIOHHBT HOMED. HHINBHIY L1hHbIA CepHii-
1Bt HOMED BTOPHYHOI YNAKOBKH, HOMEP NPONIBOJICTBEHHON Cepui.
@13 MCTCHCHHA CPOKa MOAHOCTH).

Ha §oibre ATOMHHNEBO YKAIHIBAOT RANMEROBAHNE ACPARATEIN Pery-
CTPALMORHONG YIOCTOBEPEHNA, TOPIOBOE HAMMEHOBAHHE JEKAPCTBCH-

(opuy. KOTHHCCTRO RefiCTBYIOMIEro BEMCCTRA B M
MapkHpoBka TpakcnopTHoi Tapst 8 cootreTeTaim ¢ TOCT 14192-96.

HOFD TPEnapaTa, MPEIYNPEIATCIBHYIO MAPKUPOBKY . IeKapCTRCHHYIO

CooteercTayer

CooTBeTCTBYET

Xpauenue

B sampmueHHoM OT CBETa MeCTe [IpK Temreparype He Beime 25 °C.

(Cpox roaHoCTH

3 roga

4 lexapersennsiit npenapar KOPTEKCHH®, auodwrsar 418 NPHIOTOBICHIA PACTROPA 144 BHYTPHMBILICHHOIO BRCIC-
Qﬂgrmcrc"myc'r TpeBOBaRMAM HOpMATHBHOTO JokyMenTa P N03862/02-180918.

"opaeesa A.IO.

Crp.2m2




JAEKJTAPAIIUS O COOTBETCTBUHU

Haunienosanue opeanusayui, Apunasiets 0ekiapayuio o coomeememau:

QOUECMBo ¢ QepUiUderHon omeememeennocmsio "I"EPODAPM" (OO0 "TEPODAPM")
3apeaucmpuposcno - Mexcpaiionnas uncnexyis Deoepaionolt HUN020600 crymncovl Nel3 no
Canrm-Ilemeptypzy OFPH 1027810343417 om 27.12.2002

Aodpec mecma naxoocoenus: 191119, 2 Canxm-ITemepdypa, ya. Jeenucopodcras, 9. Teaegon.
8(812)703-79-735.

dosepennoe muyo. beasesu O/, dosepennocmp: No 425 om 035.04.2019

SASIBJISIET, 4UTO

WERAPCIMBEHNOE CPEOCNGU: Kopmekcim, 1uogieiusam o npueomosenus PUCTIBOPC QS GBHVIPUMBILUEYNO20
seedenus 10 e, ghaakount 22 vie (3, ynaxkoeru sieiikosoie Konmypiwie (2, navku kapmonnwie, cepust 570219,
Koauuecnico 3339 ynakosox, 2oden ao 09.02.2022, npouseodcmea OO0 "TEPODAPM”. 19111 9 e
Cankin-llemeptype, 3eenucopodckas yi. 0.9, Poceus. koo OKILT 2 OK 034-2014 (KITEC 2008) 21.20.10.236,

araimuyeckus nacnopm No 168 om 24.04.2019 OKK OOQ "TEPO®OAPM”

COOTBETCTBYET TPEBOBAHUSIM

P NOO3862/02-180918

AEKJIAPALIMSI TIPUHATA HA OCHOBAHUHHU

pecucmpaipionnoe  yoocmosepenne P NOO3S62:02 om  30.06.2009 (duma  avenm  18.09.201 8} ewidaro
Munzdpasos Poccuu, cepmudiuxant coomeemenisus Ne POCC RU.GK38.K00087 om 171 0.2015, 00 17.10.2021,
Opean  no  cepmuhuseapnr  cucmen  venedxevenna A0 "biopo  Bepumac  Cepmughuxeinun  Pyep”
(RARULIPCKSS), anarwmuseckuly nacnopmn Xe 168 ont 24.04.2019 OKK QOO "TEPOG A PM"
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CBEJEHHS O PETUCTPALIUU

OPIAH HO CEPTHOHKAIIMHW, 3APEIHCTPHPOBABUINI AERKJIAPALIHIO

Pecuempayuonnsi noviep POCC RU.QO01. 1 1 PMO3 Opean no cepmuchurayuu npodyxyun OO0
«Orpyvacnon yenwmp cepmudurayin Cegepo-3anads, aopec : 194156, Paccus, eopoo Canrm-Ilemepaype,
Ceemaanosexuii np., 0.2, ochuc 413, ogpuc 503 ohue 303, mewhare: (812) 380-06-34.

é‘ Porauera E.I",

NOUTHCh PykosoanTtens oprana







