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Opuaunueckuit agpec: 181119, Cankr-Metepbypr, yn. 3senuroposckas, 9
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Ten.lpakc (812) 703 79 75, e-mail: inform@geropharm.ru, www.geropharm.ru

AHAJTUTUUYECKHA IMACIIOPT Ne 61 Poccus

KOPTEKCHH®, JHo(HIN3AT 415 MPUTOTOBJCHUA PACTBOPA LISl BHYTPHMEILLEYHOro BBeAeHus, 10 mr
P P yTp

CrpaHa-NpoH3BOANTE b
Homep peructpaunoHHoro
YAOCTOBEPEHHS:
Jlo3UpORKA/aKTMBHOCTE!
JlexapcTBeHHas (popma:

Pasmep u THI yIaKkoBKH:

Poccniickan dexepauns
P N003862/02 or 30.06.2009 r,

Koprexcnna 10 mr

JIHOPUITH3AT ANA NPUIOTOBJIEHHS PACTBOPA A5 BHYTPHMBILIEUHOr0 BBEde-
HHA

00 5 (MIAKOHOB B KOHTYPHYIO SIYEHKOBYI YNAKOBKY H3 NJEHKH MOJHITH-
nenTepeTanaTHON H (GOIBrH AMOMHHHEBOH, N0 2 KOHTYPHbLIE SIYCHKOBLIE

Homep cepuH:

KonuuecTBo yNakoBOK B CEPHH:

Jara npou3BOACTBA:
Topex po:

TIpon3BOANTEND JIEKAPCTBEHHOIO
cpeuctsa (Hassanue U adpec npous-

B80OCMBENHON NNoWwaoku):
Bropuunas ynakoBka:

[TpousBoacTBEHHAN NIOIIANKA:
ITpoussoncTBeHHan JTHLUEHIHA:

3akoYeHHe 0 COOTBETCTBHH MPOH3-
CpencTs
tpeGosanuam [lpaBun Hanexaiuedi

BOAUTESJIL  JICKAPCTBEHHBIX

MPOH3IBOACTBEH HOM NpaKkTHKH!

HelcTBUTENbHBI J0:

{OHTpONE NPOBEIEH HA COOTBETCTRUE!

YNAKOBKH ¢ HHCTPYKUHEH 10 NPHMEHEHHI0 B MAYKy H3 KapTOHa

4431120
7037 ynak.
11.11.2020 r.
11.11.2023 r.

000 «'EPO®APM», Poccusn, 196158, r. Canxr-Ilerepbypr, MockoscKoe

wocee, A. 13, siur. BJI

000 «TEPODAPM», Poceus, 142279, Mockosckas 001, rOpoACKo# OKpyr
Cepnyxog, pabounit nocenok Ofonenck, Teppuropusn «Ksapran An, cTp. 5

000 «I'EPO®APM»
Ne 00107-JIC ot 04 ¢espass 2021 roga

ot 28.08,2019,

Ne GMP-0037-000406/19 ot 28 apsrycra 2019 r., mpuxas Ne 3226 or
28.08.2019; Noe GMP-0037-000405/19 oT 28 asrycra 2019 r., npuicas Ne 3220

Ne GMP-0037-000407/19 or 28 asryera 2019 r., mpukas No 3240 or

28.08.2019,

BbINaHHble MHHHCTEPCTEOM MNPOMLINIIEHHOCTH H Topropiu Poceufickoii

Deaepaunu.
14 uionst 2022 roaa
P N003862/02-180918, u3m. Nel o1 21.08.2019

Hanmenopanie noxasaTeseii

TpeGoBanist HOPMATHBIOH JOKYMEHTANHI

Pe3yabTaTh! HCNLITANNIT

Onucauue

JIMoMIHU3HPOBAHHLIA MOPOLLOK HIW MopHETan Macca Benoro uak Genoro
€ WENTOBATLIM OTTCHKOM 1IBETA.

JIvo(umisHpoBatHLiii - mopo-
1ok Genoro ¢ KeNTOBATHIM
OTTEHKOM 11BETa

[MoannuHocTL:
A. Tlentnasl

B. ApoMaTH4eCKHE AaMHHOKUCIIOTEI

B. [nnuwu

Oxpaiipanye pacTBoOpa NpPenapatTa B CHHE-(JMONETOBLIA LIBET B MPHCYT-
CTBHH GHYPETOBOIC peaKTHRa,

Vb-cnexTp norsiolen s pactpopa npenapata B oGnacTH JTHH BOAH OT
250 10 300 HM ZONEH HMETL MAKCHMYM NPH (27526) HM,

CooTHOIIIEHHE ONTHYECKHX TNOTHOCTER A275/A260 TOMKHO OLITL HE MeHee
1,0.

[a xpoMarorpaMme HCMBITYEMOro Mpenaparta NOMKHO NOABUTLCS TNATHO
Ha YpOBHE MATHA PACTROpA cTanaaprHoro oGpasua raknuua. (TCX)

IMoprsepxacna
L max =274 uM
1,2

Cootpercrayer

Bpems pacToopenns

Conepxumoe {pNakoHa J0MKHO PACTBOPATLEA TIPH BCTPAXHBANKK B 1-2 M
poasl wist uubekwit, 0,9 % pactoopa watpus xmopuna, 0,5 % pactsopa
npokauHa B Tevenue He Gonee | muM. (Busyanuieid, xponomerupuie-
cleuit)

Coorsercrayer

[TpoapasHoCTL pacTBopa

JTomxen 6mth npospaunsiM. (T® Pd, ODC.1.2.1.0007.15)

[1po3spaucH

UserHocTs pacTeopa

Oxpacka HCMBITYEMOTO PACTBOPA HE J10MKHA NPCBLIATh: 3Tanoi Yz,
(I'P PD, ODC.1.2.1.0006.15, MeTon 2)

Memnee stanona Ya

Cuerro-Qortomerpuueckuii, F'® PP, OPC.1.4.2.0006.15

pH pactnopa Or 5,0 10 6,6 (pacTBop, NPMrOTOBACHHLIH MWl HenLITanys Ha «[Ipospay- | 6,0
HOCTLY. (TToTenunomeTpuHecKoe OnpeieneHHe, e PO,
Q®C.1.2.1.0004.15)
Tloreps B Macce npH shicywnsanni | He Gonee 10 %. (@ PP, OPC.1.2.1.0010.15, criocob 1) 2,7%
MexaHnu4ecKkHe BIJTIOeHHA:
- BHAHMBIE Jomken sbiaepkuearh TpeGoBAHUA IS NpenapaTos, NpeluasHauteHHniX | Buiepikusact
Ut BHYTpHMbILIeuHoro speaenus. (I'd Pd, OdC.1.4.2.0005.15)
~ HEBHANMBLE B onnom (naxone:
- epeamee wIENO YacTiu pasmMepoM 10 Mkm 1 Gonee we npesbiwaet 6000; | 76 w./uaw.
- cpeJHee uMENO uacTHL pasmepom 25 Mim M Gonee ne npessuuaer 600. | | w./(hrak,

Crp. 1 u32




Eﬂl\'l'i.‘]')lla.ilhl‘iblc IHIAOTOKCHHbi

He Gonee 35 ED/wmr.
OdC.1.2.4.0006.15)

(Leab-tpomG  Tect (Meron A). ['d Pd

Menee 35 ED/wr

AHOMAILHAS TOKCHUHOCTL

Jomxen Gbito neroxenuunim. (I'd P, OPBC.1.2.4.0004.15)

HeTokcuuen |

Crepunbuoetnb

Jomxen Obith crepuabibiv, {(Meron semOpannoit puisrpamn, ' Pd,
O®C.1.2.4.0003.15)

Crepuien

Buicokosonexyaspunie Gein

Ha XpoMatorpasae HenbITyemoro pacTopa I0KIb! OTCY TCTRORATS KN
NpUMecedi, BPEMs YAEPKHBAHUA KOTOPBIX MEHEE BPEMEHI VCPKHHAHIII
nika Genka-mapkepa - uroxposma C, 410 NOATBEPEAACT OTCYTCIBIE Oel-
KOB ¢ MOICKYJPiOIT Maccolt eeiure 12300 [a. (Dxcrniosnonnas BIKX,
[P PP, OPC.1.2.1.2.0005.15)

Coorsercroyver

OHOpOIHOCTL L0 3HpOBANIHSH B coorsercteun ¢ tpebosaimamn (AV<SIS). (TG Pd, OPC.1.4.2.0008.15. Coorsercrayer
cnecof 2) n=1{)
AV =387%
Conepsranne BOAOPACTBOPHMBIX | COACPIKAHNE  BOLOPACTBODUMBIN (IOHICHTHAOB BO (UIAKOHE OJAIIO | 5,5 M
TOJIHICTITHION Guiry o1 3.0 10 7.0 mr, (CniexrpodiotoMerpuueckiii}
Konuuecrnennoe oupenenenme Coaepranne koprexenna Bo (rakoHe A0KHO OLITL 0T 8.5 10 11.5 Mr. | 10.2 sr

(Crerrpooromerpuyeckuil)

BHONOIHYECKas AKTHBHOCTh

lpenapar cunralor GHOTOHYECKH aKTHBHBIM, ©CIM MICKS TUI0MaIL
TKaRM KOPhI TONOBHOIO MO3ra 10C/1e KYJARTHBHPOBAHMA ¢ Jo0aBiennenm
IKCTPAKTA KOPTEKCHNE B KOHIEHTParmu 20 Hi/M He senee. tenm na 20 %
Gonble ur/leked oA B KouTpose. (Bronoruvecknit)

Ha 28 % Oonbine koHTposs

Vnakonka Mo 22 mr amodminisata Bo haakonsl 13 GECLUBETHOrO CTEKTA BMECTHMO- | [1o 22 Mr amoiuisata o
CTBIO 3 MIL YKYTIOPEHHbIe IpulKamMit PesHHOBLIMI 1 OBKATAHHBIE KOJIaY- (hnakoust 103 GecuserHoro
KaMH ATHOMHHHCBBIMYE ¢ OTPBIBHOT IJIACTHKOBOI HAKIAAKON OPAHAEBOrO | CTCKIA BMECTHMOCTLIO 5w,
uBera. | YKynopeHunie 1podkamn  pe-
BHHOBLIMH " (.1GKi1'I‘aHIIhIC
KOJUIQYKaMy  aJirOMITHHERBIMH
¢ OTPBLIBHON  1LI2CTHKOBOH
HAKIQAKOH  OpatKeBoro  use-
Ta.
TTo 5 (haakoHOB B KOHTYPHYIO RUCHKOBYIO YIAKOBKY W3 fACHKI NoAuBH- | TTo 5 fUIAKOHOB B KOHTYPHYIO
HUIXAOPHIHON 111k nonHaTIIeHTepedy TUIaTHOR 1 OALIH WHOMUHIEBOI, AUEHKOBYIO  VITAKOBKY 13
IUICHKH  NOIWITHACHTepeTa-
Jarnofl i (hossrK anoMuHe-
BOIL.
Ilo 2 KOHTYpHbIE AYEIKOBLIE VIIAKOBKH ¢ HHCTPYKIEi! 110 npumerenio B | Tlo 2 koutypiibie aueiikosbic
HAYKY 13 KapTOHa. VIKOBEKN € HI]CI]‘«YKIUK?I"[ 1o
MPHMEHEHHIO B LAYKY 13 Kap-
TOHA,
Mapkunposka Tlepsrunas ynaxonka iekapeTBeniioro nperapara Coorsetctayer

Ha smuketke (uiakona yKasblBaoT HAHMEHOBAHIE ACDIKATES perucrpa-
HHOHHOIO  YAOCTOBEPENHA. TOPIOHOE  HAHMEHOBAHNE IEKAPCTBEHIOND
TpenapaTa, UPeAYNpeTeibHYIO MapKkuposky K, nekaperseniyio gopmy.
KOJIMHECTEO JCHCTBYIOIIETO BewlecTna B MI, (hapMakod, HOMED CepHi i
CPOK I'OIHOCTIL,

Ha oTphisnyto HIACTHKOBYIO HAKIUIKY KOATAUKD 4 BOMUHHEEOTO HANOCHT
peasednyio naanick « EPODAPM»,

BTOpuuHas YIaKOBKY IEKUPCTHEHHOTO HPEapaTa

Ha navke yRanipaior HaMMeHoBakme, Tosapubii snak, aapec, reaedion i
(haxe aepwatens perHCIPALHOHIOTD YAOCTOREPEHIA, TOPTOBOE HAHMENO=
BAHHC JICRAPCTECHHOIO NPENapaty, NPCAyNpesiTensiylo MEpKkHpoRKy &,
FPYNIIPOBOMHOS  HAHMEHOBUHIE, JEKADCTREHHYIO (JOPMY, KOAMYECTBO
JIefiCTBYIOWEr0 BEIIECTBA B MI, KOTHYECTRO IIEKOHOR B [AYKE. COCTIR.
«CTepuiILHOY, YCAOBMA XPAHEHHA, YCIOBHA OTOYCKa, «XPamiim, B Helo-
CTYIIHOM IS A€TeH MCCTE», HOMEP PErHCTPALMOHHOTO YIOCTORCPCHHU,
wrpnxoBoit ko, (papmakon. Upudrrom Bpaiina na HAYKY HAHOCAT WE-
thopatatmio «xoprexenn 10 mry. Ha inneryo CTOPOHY MAYKK HAKICHBAIO]
roIerpaMMy.

Ha nawky nanoeat xowrpoasubiii is,zuuImjnlhauuumu,m 3HAK (JBYXMCp-
HBIT LITpIIXOBOIT K0z}, # Texer. ayGanpyiownii ndopMano, Ko po-
BAUHYIO B HEM (MACHTH(QUKALHOHIBIT HOMEP, HHAHBHAYLILHBIT cephii-
HBII HOMEP BTOPHHHOI YIAKORKIL HOMEP NPOIBOACTBEHIION Copilit, AaTa
HCTEUCHHSA CPOKA I'OAHOCT 1{).

Ha (onbre amoMiHIeBeil yKasbiBalor HaiMenosanie JepAATENs peru-
CTPALHOHHOIO YIOCTOBEPEHHA, TOPIOBOE HAMMEHOBAINE JIEKAPCTBEHIOro
NPENAPATA, HPEAYIPEANTENLHYIO MAPKHPOBRKY B, JiekapeTBeniyio Gopmy,
KOJIHYCCTBO JEfICTRYIONIEr0 BEMIECTBA B MT,

Maprkuposka tpancniopTioii Tapwi B cootserersin ¢ FOCT 14192-96,

Coorsererayet

mm&;ﬁe*

B sauiainiennon o1 cera MecTe npH TeMnepaType He Boite 25 °C.

MSGR muﬂocm ITESY

3 roja

i unq I(J M cepim 443I 120

rlrcmpum:unuu npenapar KOPTEKCHHY. auodumisar s npurotosaeiins pacTBopa J
COOTRETCTRY T TpeBoBaHisM m)p\mnuumm AoKyMenta P NOO3862/02-180918, 3m. Nel
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| . . X 3ano:amsiemas hopma '
| PA3PEUIEHHE HA BBITYCK ) bop |
5 CEPHH T'OTOBOH NPOYKLY |
) : ] i .
. v ] i 1. INg
| FEPO®APM Ne 111-2021 COI-OK-0164-018/05/31
L ) - - Jner 1w | o
| l"op] 0BOE HANMEHOBAHHC I{op?eh'cml“ o o
.Vf{,‘:l\“l} HApO/HOe uenawumnmmoe Homnenusel kophl 10108100 MO3ra ckoTa
HanMeHoBanne  (PYIIIHPOBOYMHOE 1M
XHMHIUCCKOE)
Jerapersennan gopma THOQHIHIAT U TIPHIOTORICHHS pElC'I‘BOp; JUTA
L S BHYTPHMBIHICHHOTO BBE1CHNS
IOIIIpOBkd 10 M1
. (l)op.\u BBLIITYCKA | MO(HAM3AT IS MPHTOTORIENHS  pacTROpa LIS

BHYTpuMBITNCYHOTO BBeAeHHs, 10 M1 (aakon) 22 mr
X 10 (nauka kapronxas)

Homep cehwuu (naprun) 4431120

Odnen cepuH (mapTum) 7000 i1, -
:-,Iu'ra HPOH3BO/ICTBA 11.11.2020

["ozen 10 11.11.2023

Hawumenosanne n aapec npomssonre s Hpousseaeno: OO0  «'EPODAPM»,  Pocens,
(C YKazanmem cranii nponssoacrsa) 1961358, r. Cankt-lletepdypr, Mockopckoe wocce, 1.
13, aut. BJI

Ynakosauo: 000 «I'EPODAPM», Poccus. 142279,
Mockosekas o6a., ropoackoii okpyr Ceprivxos,
padounii nocesok OGoeHCK, Teppirtopis «Kpapra
A», ctp. No 5

Beinyckaomnii  KoHTpoas  wauwectBa: 000
L« 'EPODAPM»,  Pocecust, 196158, r. Cankr-
[Terepbypr. Mockosekoe wocce, /1. 13, aur, BJI

Howep u 1ara pérncrpauuouuoro P N003862/02 o1 30.06.2009
YA0CTOBCPEHHS Jata zamennr PY 21.08.2019

_l!o.\lep HOPMATHBHOMH TOKYMEHTAIIHN " P N0O03862/02-180918, u3m. Nel o1 21.08.2019
Hanmenosanne u  aapee  aepwareas | OO0 «'EPOMAPM», aapec: Pocens, 191119,
PErHCTPAUNOHHOTO Y/10CTOBEpeHs r. Canxr-llerepOypr. va. 3Bennropo;ickas, 1. 9

Hactosumy noaTBEeP:K 1at0, 4TO NPHBCICHHAS BBILIC HHOOPMALHSA ABIACTCA J0CTOBEPHON 1 TOMHOI.
Jlannas  cepust HPOAYKUHH APOM3BEIEHA M MPOBCPCHA COIMIACHO TPeOOBANMAM TMUCH3IMH HA
IIPOU3BO/ICTBO, PErHCTPAIONHOIO Jlocke u [lpasui Haanewaued 1npoH3BO/ICTBCHHON NPAKTHKH.
3anuen 1o IIPOM3BOCTRY, YIAKOBKC W KOHTPOJII) KAuCCTBA 1IPOBEPCHBI M YCTAHOBIACHO HN
COOTBETCTBHE TPeDOBAHHIM Hpamn HaUIeKaneil  npoH3BOICTBCHHON I]pthHhH JlaHHas cepus
HPOAYKIHH: ey

[Hoanncs:
LCBHA « P
.08.2018







