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Pazpemchue Ha Boimyck
CePHM roTOBOH NPOAYKUHH

3anonasemas hopma

COIT-OK-0164-018/05/3®1

FEPO®APM Ne 038-2022 AT
Toproeoe HanmeHoBaHKe Koprexcug®
Mexaynapoanoe wenatenroBanmoe | [lomumentazp: KOPBI FOJIOBHOTO MO3Ta CKOTA
HAHMEHOBAHHE (rpynnupoBounoe
HJIH XHMHYeCKoe)
Jlexapereennas gopma TMOGUIN3AT M4 NPHrOTOBJIEHHS — pacTsopa ULl
BHYTPHMBIIICYHOTO BBEACHHS
Josuposka 10 Mr
®opma BeINyCcKa THOQUIA3AT  JUIT  [PUTOTOBIGHMS  pacTBOpa TS

BHYTPHMBIIIETHOTO BBeEH S, 10 Mr (Piakon) 22 mr x 10
(na4ka KapToOHHAas)

(c ykazanuem cTaJHil NpoH3BoACTBA)

Homep cepun (naprumu) 70122

O6bem cepuu (napTun) 18 386 ym.

JaTa npoussoacrsa 10.01.2022

Topen mo 31.12.2024

HanmenoBanue H azipec | IpouseoacTBo roToBoil JekaperBenuoi Gopmer: OO0
NPOM3BOIHTES «EPO®APM», Poccust, MockoBckas obn., r.o.

Cepriyxos, p.i. Ofosenck, Tep. «Kaptan A», cp. 5

Ynakosano:

Hepsuynas ynaxoska: OO0 «'EPODAPM», Poccus,
Mockosckast 061, r.0. Cepryxos, p.n. OGoneHck, TEp.
«Kpapran A», ctp. 5

Bropuunas ynakoska: 000 «'EPO®APM», Poccus,
Mockosekas 0611, 1.0. Cepryxos, p.n. OBoneHck, Tep.
«KBapran Ay, cp. 5

Brimrycxarommii KOHTPOJIL KayecTna: 000
«EPO®APM», Poceus, Mockosckas 061., roponuckoi
okpyr  Cepmyxos, paGounit mnocemox OBoneHck,

Teppurtopust «Ksapran Ay, cp. 4, xopn. 82

Homep u nara perucrpanuonnoro
YI0CTOBEpPEeHHUs!

P N003862/02 ot 30.06.2009
Jara samens PY 02.06.2021 r

Homep nopMaTuBHOii JoKyMeHTAIUH

P N003862/02-180918, u3m, Nel, 2

HanmenoBanne u aapec mepsarens
| PETHCTPAIIHOHHOIO Y/I0CTOBEP eHH S

000 «I"'EPO®APM», anpec: Poccus, 191 119,
r. Cankr-Iletep6ypr, yu. 3BeHuropoackas, 1. 9

Hacrosmum noareep:knaro,
Hannas cepust nmpoayxnu

HTO NPHBENCHHAS BbLIEC HHPOPMAIHS SBIETCS TOCTOREPHOI M TOUHOI,
MPpOU3BEIICHA H TPOBEPEHA COTNACHO TpeGOBAHHSAM IHIEH3MH Ha

[IPOHU3BOACTBO, PETHCTPAIIMOHHOTO JOChE H HpaBHJI Hautexarmed IIPOH3BOJICTREHHON MPAaKTHKH.

3amucy O IPOH3BOICTBY, YN

aKOBKES M KOHTpPO

JIO KadecTBa [IPOBEPEHEI H YCTAHOBIGHO HX

cootseTcTBHE TpeboBaHuAM ITpaBui HamneKamed NPOM3BOACTBEHHON npakTeky. [lanHas cepws

IIPOOYKIITHH:

PA3SPEIIEHA K BBIIIYCKY
YnosHoMoueHHOe T1UN0:

[letyxoBa Onbra Anaronuesna £
[puka3s M3 Ne 359 ot 15.04.2021 9 ¢
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= 000 «(TEPOGAPM»

o gt 1Y

{i.; % Opuaundeckui aapec: 191119, Cankr-TerepBypr, yn. 3seHuropoackas, 9

" TEPO®APM Moutosbiil anpec: 191144, Cankr-

Merepbypr, [errapHbiii nepeynok, 118, BL «Hesckas Parywan

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

AHAIUTUYECKUWI NACOOPT N 21 Poccun

KOPTEKCHH?®, tnoduausar ais npurotosnenns pacTBopa 4151 BHYTPHMbBIIIEYHOTO BBeAeHHs, 10 Mr

CTpana-npoM3BoAHTEND:
Homep peructpaunonsoro
YAOCTOBEPSHHA:

H03MPOBKA/AKTHBHOCTD:!
JlexapcTBeHHan dopma:

Pasmep v TMD yriakoBKH:

Poccuitckan Penepauns

P NG03862/02 ot 30.06.2009 r.

(data BHeceHHS H3MEHEHHH B PETHCTPALHOHHOE YOOCTOBEpEHHE JeKap-
CTBEHHOro npenapara 02.06.2021 r.)

Koprekcuna 10 mr

JAHOPHIH3AT AT NPHTOTOBIEHH PacTBopa 415 BHYTPHMBILLIEYHOTO BBee-
HHA

10 S pIaKOHOB B KOHTYPHYI0 f4YeiiKoBY 0 YNAKOBKY H3 NVIEHKH NOJTHITH/IEH-
TepeTaaaTHOH W GOALIH ANHMHHHEBOH, 10 2 KOHTYpHbI€ fi4eHKoBble yiia-

Homep cepuu:

Konuuectso ynakosok B cepuu:
Hata npouseoncrea:

[lonen no:

[TponsBoacTeo roToBOM sekapcTBeH-

HOT (hopMBI:

[MepByunas ynakoska;

Bropuunas/notpeGurensckas
YNAKOBKa:

[Tponssonutens (BBIMycKkatOmMi KoH-

TPOJIE KAuecTBa):

[porssoacTBeHHAs TOmMANKA:
IMpou3BoACTBEHHAS THLEH3US:

3aKMmOYEHHE O COOTBETCTBHH NPOH3BO-
OUTENA JICKAPCTBEHHBIX CPEACTB Tpe-
Goranusm [lpaBun Hagnesamedt mpo-

H3BOACTBEHHOH NPAKTHKM:

KOHTponb NpoBelieH Ha COOTBETCTBHE:

KOBKH ¢ HHCTPYKUHEH 110 MPHMEHEHHIO B NAYKY H3 KAPTOHA

70122

18 423 ynaxk.
10.01.2022 r.
31.12.2024 .

JeHCK, Tep. «KBapTan Ay, cTp. 5

000 «I'EPO®APM», Poccust; MockoBekast 061, r.0. Cepnyxos, p.n. O6o-

000 «'EPO®APM», Poccnst; MockoBekas 06/, r.0. Cepnyxos, p.i. O6o-

JIeHCK, Tep. «KBapTan A», crp. 5

000 «I'EPO®APM», Pocensi; MockoBekast o6, r.o. Cepnyxos, p.n. Obo-

JeHeK, Tep. «Ksaprtan A», cTp. 5

000 «I'EPO®APM», Poccnsi; Mockoscicast 061, ropoackoii okpyr Cepny-

X0B, pabouuii nocesok OGonenck, Tepputopus «Ksaptan A», cTp. 4, kopn.

82
000 «T'EPO®APM»
Ne 00107-JIC ot 04 espans 2021 roaa

Ne GMP/EAEU/RU/00056-2021 ot 3 aBryera 2021 r.,
Ne GMP/EAEU/RU/00057-2021 ot 3 asryera 2021 r.,
Ne GMP/EAEU/RU/00060-2021 ot 4 asryera 2021 I., BbllaHHble MuHHCTEp-

CTBOM NPOMBILLNEHHOCTH H TOProsJin Poccuiickoii ®enepaunn. JeiicTBH-

TeabHbI 10 31 sinRaps 2024 r,

P N003862/02-180918, u3am. Ne 1 ot 21.08.2019 r., 1am. Ne 2 ot 02.06.2021 1.

Haumenosanue noxaszareleii

TpeGoBanusi HOPMATHBHOI JOKYMeHTALMK

PesyabsTaTel HenbiTanui

OnucaHue

JIHouAMIHPOBAHHLI  NOPOMWOK  HITH nopHcTas
Macca Genoro unH Georo ¢ KeNTOBAThIM OTTCHKOM
LBETA.

JlnodrnuzupoBanHelit nopomox Ge-
Joro upeTa

[MoanwuHOCTD:
A. TenTHiasl

b. ApoMaTHueckre aMHHOKHC-
JIOTHI

B. I'miuun

OkpaiwnBaHKe pacTBOpa Mpenapara B CHHe-(uoTIe-
TOBBIH L{BET B NPUCYTCTEMH GHYPETOBOTD peaKTHBa.
Y®-cnekTp Nornomexus pacTeopa npenapara B 06-
TacTH WTHH BOJIH OT 250 0o 300 HM NOMKeH HMeTh
MAKCHMYM NPH JUTHHE BOJIHLI (275+6) HM.
COOTHOIWEHHE ONTHYECKHX MNOTHOCTEH Az7s/Axsa
nonwHO ObiTh He Meree 1,0, (CriextpodoToMeTpHye-
CKHit)

Ha xpoMaTorpamMme HCILITYEMOTO PacTBOpa AOTKHO
NOABNTLCA MATHO HA YPOBHE IATHA PACTBOPA CTaH-
aapTHOro obpasua rauuuua. (TCX)

MonteepaneHa

A max = 274,65 uM

1,23

CootBeTcTBY ST

Bpema pacteopenns

ConepiarMoe $rakoHa MOLAHO PACTBOPATLCS npH
BCTPSAXHBAHWH B |-2 MJI1 BOIBI UTs HHBeKIAH, 0,9 %
pacTeopa HatpHa xaopwaa, 0,5 % pacTBopa nmpoka-
HHA B TeueHne He Gonee | MuH. (BusyanbHbll, Xpo-
HOMETPUYECKHIA)

Meimee 1 Mun.

[Mpospaunocts pacTeopa

Jomxen 6BITE TIPO3PAYHEIM, (e P,
O®C.1.2.1.0007.15)

[Mpospauen

Crp. 1133




Ha otpeisnyio niacrukosyio HAKIaZKy KONTaqka
ATHOMHHHEBOT0 HAHOCAT pembedHyo Haanuck «[E-
PODGAPM».

Broprunas ynakoska

Ha onsre amoMuHUeBOH YKa3MEAIOT HaMMeHOBa-
HHC ACPAATeNA PErHCTPALMOHHOIO YA0CTOBEPEHHUS,
TOProBO¢ HAHMEHOBAHHE JIEKAPCTBEHHOIO Mpera-
pata, NpenyNpeNHTenbHYI0 MapKUPOBKY ®, nekap-
CTBEHHYI0 (BOPMY, KOIMMYECTBO JeHCTBYIOmEro Be-
LIECTBa B MT,

Ha nauke ykasmipaioT HAUMEHOBAHHE, TOBAPHBIM
3HAK, anpec, TeneGoH U GaKc Aepiarens perncrpa-
UHOHHOTO YAOCTOBEPEHUS, TOPrOBOE HAMMEHORAHHE
JICKAPCTBCHHOTO  Npenapata, NpefynpeauTebHyio
MAapKHPOBKY ®), rpynmupoBoyHoe HAHMEHORAHME,
TCKAPCTBEHHYIO (POPMY, KOTHYECTEO AeHCTBYOMEro
BEINCCTBA B MT, KONHYSCTBO ()IaKOHOB B Mavke, Co-
CTaB, «CTEPUIRHO», YCTOBHS XPAHEHHS, YCTI0BHS OT-
Mycka, «XpaHHTb B HELOCTYTTHOM /18 NeTei MECTE R,
HOMED PErHCTPALMOHHOTO YAOCTOBEPEHNS, IITPHXO-
BOH Ko, ¢apmaxon. [lpudrom Bpaiins ua nauKy
HAHOCAT HHQOPMALMIO «kopTekcun 10 mry». Ha iu-
LEBYHO CTOPOHY MavykH HaKJICHBAKOT ronorpaMmy.
Ha nmauxy nasocsT cpemcTso naen: npurauuu (IByX-
MEpPHBIH IITPHXOBOH KOM), M TEKCT, DyGnupylouii
HH(pOPMALMIO, 3aKOXMPOBAHHYIO B HeM (roMep Tpo-
H3BOACTBEHHOH CepHy, XaTa HCTEYSHHMA CPOKA FOIHO-
CTH, HHAMBHLYANbHLIH CepHIHBIH HOMep (npH Hanu-
HHK)).

MapkypoBka TPAHCIIOPTHOM TAPHI B COOTBETCTBHH ¢
"OCT 14192-96.

| CootBeTCTRYRT

Ha rauky naneceno cpesctso uaen-
THOUKALHH (IBYXMEPHBIH mTpiXxo-
BOM KoZ), M TexcT, AYGRHpyOmmii
HHOPMALHIO, 3AKOAMPORAHHYIO B
HEM (HOMEP NpPOM3BOACTBEHHON Ce-
PHH, Iara MCTEUEHHA CPOKa TOJHO-
CTH, HWHOMBHIYaJIbHBIN cepHiHBIH
HOMep.,

XpaHeHne

B 3almimeHHOM OT cBera Mecte IPH TeMINepaType He Brite 25 °C,

Cpox ronHocTH

3 roma

3AK/TFOYEHHE OKK: JlekapeTreHubiti npenapat KOPTEKCHH®,
PHMEBIIIETHOTO BBECHHS, 10 Mr ceprg 70122 COOTBETCTR
M. N 101 21.082019 1., msm. Ne 2 ot 02.06:2034 1

HauaneHuk QKK

Hata noanucanns: 31.01.2022 r.

W.H. Kucenésa
cpO®APM |E AR

MHODUAM3AT JUIs ITPUTOTORIEHHA pacTBOpa AN BHYT-
YT TpeOOBaHNAM HOPMAaTHBHOIO HokyMenTa P N003862/02-1809 8,

Crp.3u33




