52
~ FEPO®APM

AHAIUTHYeCKHI nacmnopr
Ne 526/2024

3anonusiemas dopma

COIT-KO-0061-317/01/3®1

Crp. 1 m3 4

Jluodunuzar ans npurorosienns p

Crpana-npoussomuTes:
Howmep peructpaimonnoro
YAOCTOBEPEHHUS
Jl03upoBKa/aKTHBHOCT:
JlekapctBennan dopma:

Pasmep u tun ynakosxu:

Homep cepuu:

Konuyectso ynakosok s cepuu:
Mara npoussoncrsa:

lonen no:

Crpana HasHavenus/

Crpana skcriopra:

[ponssomurens rorosoii JieKapCcTBeH-
HOH opmbl (nazeanue u adpec npous-

B800CMBENHOT nAowaoKu):
Bropuunas ynakoska:

000 «T’EPO®APM» IOpuauyeckuii anpec:

Ten.: +7 (812) 703-79-75

HHH 7826043970 191119, Canxr-lletepbypr,  dakr: +7 (812) 703-79-7¢
OI'PH 1027810343417 Y. 3BeHUropoackas, 1. 9 inform@geropharm.ru

KIIIT 783801001
OKIIO 53222545

Koprekenn®

www.geropharm.ru

ACTBOPA VISl BHY TPUMBIMIEYHOT0 BBeJeHus, 10 mr

HOIIKHCI]TH,E[}':I KOpPEI I'OJIOBHOI'0 MO3ra CKOTa

Poceniickan ®enepauus

M-NQ(000636)-(PF -RU) ot 24.03.2022 (naTa BHecenus H3MeHeHHit B PY

01.04.2024)
10 mr

Jlnopuanzar ans NPHroTOBAEHHS pacTBOpa Ais BHYTPHMBILLEYHOr0 BBege-

HHUs

Io 5 ¢uaxonos B KOHTYPHYI0 fiueiikoBylo YNaKOBKY M3 NI€HKH NOJMBH-
HHJIXJIOPHAHOH 1 dosbru AMOMHHHEBOI, N0 2 KOHTYpHbIE sYelKoBble yna-
KOBKH C JIHCTKOM-BK/JIaAbIILIEM B Na4yKy U3 KapToHa.

3070724

3 007 ynaxk.
08.07.2024 .
30.06.2027 .,

Poccniickan ®epepauns

Jienck, Tep. KBapran A, ctp. 5

000 «I EPO®APM», Poceusi; Mockopekas 061, r.o. Cepnyxog, n. O6o-

000 «CEPO®APM», Pocensi; Mockogckas 00J1., r.0. Cepnyxos, n. OGo-

Jenck, Tep. Keapran A, ctp. 5

I[Ipoussoautens (soinyckaiowuii kon- QOO «EPO®APM», Pocensi; Mockosekas 0011., r.o. Cepnyxos, n. Ofo-

mpons kavecmea):
[Ipoussoncteennas nuuensms:

3akmoyeHne o CoOTBETCTBHM npou3-
BOAMTeNS  NIEKAPCTBEHHBIX  CpPeNCTB
TpeGoBaHHAM  mpasua HaJulexanue;

[IPOH3BOACTBEHHOI NPaKTHKH:
HeiicteuTensHO 10

JIeHCK, Tep. KBapran A, k. 82, crp. 4

Ne J1012-00102-77/00010575 ot 22 mapta 2024 ropa

04 mapra 2027 r.

Ne GMP/EAEU/RU/01210-2024 o 27 mapra 2024 .,
Ne GMP/EAEU/RU/01209-2024 oT 28 mapra 2024 r-, BbllaHHble Mmmc‘rep—
CTBOM NPOMBILLIEHHOCTH M Toprosau Poceniickoi Denepauun.

Kontpons nposenen na cootsercrnue: JIT-Ne(000636)~(PT-RU)-161 023, SxcnepTuelit otuer or 12.10.2023 Ne 20252

(nocnenoBarensnocTn 0006),

JIncTok-Brnaasim JII-Ne(000636)-(PT -RU)-010424, Skcneprusiii otyer oT
12.10.2023 Ne 20252 (nocnenoBatensuocTs 0008),

CIIU-TI'M-0361-002/13

Haumenosanue —’
i Tpebdosaune nopmaTusHoii NOKYMEHTaUMuH PesyanTaTel nenbrranmii
Onucanue Jlnopumusuposansslit NOPOWIOK  MAM  TIOpHCTas Jlnopunusuposanslii TIOPOILOK
Macca Genoro uiH 6e1oro ¢ keaToBaTEIM OTTeHKOM |Gesioro 1Bera
usera (BusyanbHelii)
Unenruduxauns:
- Menrume Oxpammnpanue pacTBopa nmpenapata B cuue- [Toarsepxnena

- ApOMaTHYECKHE aMHHOKHC-
JI0ThI

(GHoneTOBRIN 1BET B NPHCYTCTBHH OHypeToBOrO
peakThBa. (Metonnka dupmsi, kauecTBeHnas peak-
LA ¢ GUYPETOBBIM PeakTHROM P)

Y®-cniektp nornomenns pacTBOpa npenapara B
obnactH anuMH BoNMH oT 250 o 300 uM, momken
HMETb MaKCHMYM IpH (275 + 6) um.

A max = 273,80 um
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- Inuuyn

CooTHomenne onTuuecknx TIOTHOCTEH Ag7s/Ageo
AomiHO GbITh He Menee 1,0 (DPEAIC, 2.1.2.24,
CeKTpoQoToMeTpHYECKHit)

Ha xpomatorpamme HCTILITYEMOIO PacTROpa J0MK-
HO MOABHTLCSA TATHO HA YPOBHE NATHa pacTBOpa
CTanaaptHoro  ofpasua  rauumHa, (DEADC,
2.1.2.26, TCX)

1,2

[MoaTeepsknena

Bpems pacteopenus

Conepxumoe duakona nomkHo PacTBOPATLCA NpH
BCTPAXMBAHMH B 1-2 MJT BoABI 115 HHBEKUMIH, 0,9 %
PacTBOpa Hatpua xuopuza, 0,5 % pacteopa npoka-
HHa B Te4eHue He Gonee | mun (Metoauka (pupmbl,
BH3YaJIbHbIH, XPOHOMETpHYECKHIH)

Menee | MunyThI

ITpospaynocTs pacTtBopa

JlomkeH GbITh NPO3pavHEIM. (PEABC, 2.1.2.1)

[Tpospayen

[setHocTs pactropa

HMurencuHoCTh  OKpacku pacTBopa He AOJDKHA
TPEBRILIATE CTENCHb OKPACKM PAcTBOpa CpaBHEHMs
Ya. (PEADC, 2.1.2.2, meroa I1)

He npessimaer

pH pactsopa

Ot 5,0 g0 6,6. (pacTBop, npuroToBNeHHLIT LIS He-
NbiTanns Ha «lIpospaunocts pacteopan) (PEADC,
2.1.2.3, notenumoMeTpuyeckoe onpejeneHue)

6,11

TMoreps B macce npu BBICYIH-
BAHWH

He Gonee 10 %. (®EADC, 2.1.2.31, cnocob 1)

4,3 %

Mexanuueckue BmIOUCHAS:
- BHAUMBIE YaCTHIIbI

= HEBHAHMBIEC YaCTHLLI

HomxkeH BbigepiuBaTh TpeGoBanus juis npenapa-
TOB, TPEIHAZHAYCHHBIX U  BHYTPHMbILIEYHOTO
BBeIeHUA. (MeTonuKa dupmsi, BU3YaJIbHBII)

B oaxom duiakone:

- CpeiHee 4uc/io YacTul pasmepoM 10 MkMm 1 Gostee
HE I0/KHO nmpesblaTs 6000;

- CPE/IHEE YHCIIO YACTHIL pasMepoM 25 MkM U Gonee
HE nokHO npesbiwate 600. (®EADC, 2.1.9.10.
CUETHO-(hoTOMETPHYECKHIi, MeTOn 1)

Beizepxusaer

104 u./dpnaxon

2 u./¢hnakon

BEKTCPHBJH:HNE IHAOTOKCHHBI

He Gonee 35 EQ/mr. (PEADC, 2.1.6.8, kauectsen-
HbI# resb-TpoM6 TecT (MeTon A))

Memnee 35 E3/mr

AHOMaNbHAs TOKCHYHOCTE *

Homken GpiTh HeTOKCH4HBIM. (DEADC, 2.1.6.3,
Guonoruyeckmii)

Beiaepxupaer

CrepuibHOCTS

Jlomxken GoiTh crepuibtbiM. (PEADC, 2.1.6.1, me-
TOA MeMOpaHHOi pubTpaumn)

Crepunen

Beicoxomonekynapubie Genxn

Ha xpomatorpamme ucnbiryemoro pacTeopa nosk-
HBl OTCYTCTBOBATL NMHKH npHMecei, Bpems yaep-
KAHUA KOTOPbIX MCHEE BPEMEHH Y/epKHBAHHA
maka Genka-mapkepa - uuroxpoma C, vro noj-
TBEPIKIACT OTCYTCTBHE OENKOB ¢ MOJIEKY IAPHON
Maccoi cebie 12300 [la. (DPEADC, 2.1.2.29, 3kc-
KTI03HOHHas BOKX)

Orcytersytor

OnHoponHoCTs 103MpOBaHHEX
CAHHHL

B cootsercteun ¢ TpeGosanmsmu (AV < LI
(15,0 %) s n = 10). (PEADC, 2.1.9.14, pacuer-
HO-MaccoBbli crocoB)

Cootsercrayer
AV=21%

Conepxanue Bosopactsopn-
MBIX MONMNENTHAOR

Conepxkanue BOZOPACTBOPHMBIX MOJHNENTH/IOR BO
(uakone 10mKHO GbITH OT 3,0 no 7,0 mr. (PEADC,
2.1.2.24, cnekTpodoToMeTpHYecKHii)

5,17 mr

Kosmuectaennoe onpenenenne

Conepxanne KoprexcHna Bo ¢nakone pomxHO
6eite ot 8,5 10 11,5 Mr (PEADC, 2.1.2.24, cnek-
TpodoToMeTpHyeckHuif)

9,84 mr

buonoruveckas aktuHocTs

Ipenapar cuuraior Guonornueckn AKTHBHBIM, eCJIH
HIT Tkaum koper ronosHoro mosra nocne KyJasTH-
BHPOBaHHA ¢ noGaBlieHHeM sKcTpakTa KOpTeKCHHa
B KOHUEHTpauuu 20 Hr/Mi He MeHee, yem Ha 20 %
Gonbine WIT B koutpone. (Meroanka (GupmeI, Gio-
JIOTHYECKHI)

Ha 26 % Gonsuie kontposs

Vnakopka

IMo 22 mr anopunusara so ¢nakoHs! n3 Gecuser-
HOTO CTekna BMECTHMOCTBIO 5 MJl, yKYNOpeHHbie

CooTtsercteyer
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NpoOKkaM#i Pe3HHOBBIMH W o0KaTaHHble KOJNMauka-
MH  QTOMHHHEBBIMH C OTpBIBHOM TIaCTHKOBO#
HaKNaakoi opawkeBoro mpera.

Mo 5 dimakonos B KOHTYpHYIO s4eiKoBYi0 ynakos-
Ky M3 NICHKH NOJMBHHHUIXIOPHIHON WM noMm-
ITHIEHTEpeTANATHO! U (Gombru AMOMHHHEBOA.

Io 2 xoHTypHBIe sueiikoBbie YIAKOBKH C JIHCTOK-
BKNTA/LIIIEM B NAYKY U3 KapTOHa.

Ilo 5 ¢nakonos s KOHTYPHYIO
AIEHKOBYIO YNAaKOBKY M3 INEHKH
NOTHBHHUIDXIIOPHIHOH H oy
ATOMHHUEBOIA.
Cooteercrpyer

Mapxuposka

Mepenunasn ynakosia

Ha stukerke ¢nakona YKa3pIBalOT HaWMEHOBaHHe
ACpKATENA  PEerucTpPanMOHHOrO YIAOCTOBEpEHHS,
TOproBoe HaUMEHOBaHHe JIeKAapCTBEHHOIO npemna-
para, npexynpeauTennuyio Mapkupoeky ®, nekap-
CTBEHHYIO (OpPMY, KoJHdecTBO JeHcTBYIOIErO
BellecTBa B MT, thapmakoz, HOMEp cepuM u naty
HCTEYEHHsA CPOKA NOAHOCTH,

Ha otpeisnyio MIACTHKOBYIO HAaKIAAKY KOJMayka
ATOMHHHEBOTO  HAHOCAT penveduyio  Haamucs
«EPO®APMy.

IpomexyTounas ynakoska

Bapuant Ne|

Ha ¢onbre amomunuesoii YKa3bIBAIOT HAUMEHOBA-
HUE JepikaTens pPerucTpalHOHHOrO yaocTosepe-
HHA, TOProBOoe HaHMeHOBaHHe JIeKapcTBeHHOTO
npenaparta, npeaynpenuTensHyio MapKHpPOBKY ®,
JICKapCTBEHHYI0 GOpPMy, KOMHYeCcTRO IeHCTBYIOIE-
IO BEILeCTBa B MT.

Bapuant No2

Ha ¢onbre ykassisaerces norotun W HaHMEHOBaHHe
ACpIKaTe.Is PErHCTPALMOHHOrO YIOCTOBEPEHHUA.
Bapuaut Ne3

®obra Ges MapkupoBky.

B nmauky Bknammaercs Tomsko OJIMH BapHaHT
donbru amomuHreRoil.

Bropuunas ynakoska

Ha nauke ykasmsaior HAUMEHOBAHHE, TOBAapHLIi
3HaK, anpec, TeneoH u (ake nepxkarens perucTpa-
UMOHHOTO yIOCTOBEPEHHS, HAMMEHOBAHUE U aznpec
MPOH3BOAMTENA JIEKAPCTBEHHOIO npenapara, npe-
AYNPEAUTENLHYIO MapKHPOBKY ®), IPYNNHPOBOYHOE
HaHMCHOBAHHE, JIEKAPCTBEHHYIO dbopmy, Kommue-
CTBO JeHCTRylOIEro BewecTa B M, KOJIHYECTBO
(raxoHoB B nauxe, HHdopMaLmo o coctaBe, «Cre-
PHJILHOY, YCNOBHS XpaHeHHS, YCIOBUS OTIyCKa,
«XpaHuTb B HeZOCTYIHOM s neTel mecrten, Ho-
MEp PeriCTPalHOHHOIO YNOCTOBEpeHHUs, IITPHUXO-
BOH Kox, (apmakon. Llipudrom Bpaiins Ha nawky
HAHOCAT MHOOPMAUMIO «KopTekcHH 10 Mry. Ha
JIHLEBYI0 CTOPOHY TAYkM HAKIEHBAIOT rojorpam-
MY.

Ha mauky nanocurcs HOMEp cepun, nata npous-
BOJCTBA, JaTa HCTEYEHHS CpOKa romHocTH: «T OJieH
0%, CPEACTBO MACHTH(UKALMH B Bue IBYXMEPHO-
Fo mrTpuxoeoro koma Data Matrix, rao6ansmmiii
HACHTHOUKATMOHHEIIH HOMEP TOProBOH enMHMIbI
(GTIN) 1 uHAHBMAYaNbHBI CepHiiHbIi HOMEp TOp-
roBo#H eauunuel (SN) B BUIe unTacMoro neYaTHoro
TeKca.

Ecan npoussonntenem JIEKapCTBEHHOrO NpenapaTta
asnsercs 000 Pupma «OEPMEHT (Poccus), Ha
favke ykaseBaioT: «[Ipomsseneno mo 3akasy M nojn

CoorserctByer

Cootserctayer

Ha ¢onbere amomunnesoii YKaza-
HO HAMMEHOBaHHE JepxaTens
PETHCTPALHOHHOTO  ynocToBepe-
HHA,  TOProBoe HaHMeHOBaHHe
JICKapCTBEHHOTO Mpenapata, mpe-
AYNPENHTENbHAA MapKHpPOBKa ®,
JIekapcTBeHHas (opma, Kkonmye-
CTBO IEHCTBYIOMIEro BemecTsa
B MT.

Cootserctayer

CootsercrByer
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kontponem OOO «IEPODAPM» 000 DOupma
«®EPMEHT». Mockosckas 06n., r.o. Kpacho-
ropek, n. Meunnkoso, iz 11, cTp. I»

Xpaunenue B 3aumuwentom ot ceera mecre, Npu Temmneparype | CooTBeTcTRYET
He Bblle 25 °C
Cpok roanoctu 3 roma Cootsercrayer

*IMocne Beinycka 10 KOMMEpUeckHX cepuii JiekapcTBeHHOrO npenapara, YAOBIIETBOPSIOMIEro TPeGOBAHKAM CrieUUdHKALMH,
{upma nposoauT BEIGOpOUHEI KOHTpOIL K&k 0¥ NATON Cepun M rapaHTHPYeT kauecTBo npenapara 1o 5ToMy Mokasareio.

3AKVIIOYEHUE OKK: JlexapctsenHbiit npenapar Koprexcuu® nuodmnmsar pna TIPHTOTOBJICHHA PACTBOPA JUISl BHYTpH-
MBIIIEUHOTO BBeAeHUA, 10 Mr cepusn 3070724 COOTBETCTBYET TpeboBaHHAM JITT-Ne(000636)-(PT" -RU)-161023, Dxkcneprisiii
oT4er ot 12.10.2023 Ne 20252 (nocieoBaTeNLHOCTS 0006), JTncTok-BKnagbiw HH-N9(000636)-(P1"-RU)-010424, Okenepr-
HbIH oTueT 0T 12.10.2023 Ne 20252 (nocnez;OBafr'eJ'I_ﬁachig‘OOOB), CIIL-T'TI-0361-002/13.

Havansuuk OKK "l (1 ( .

O.B. HeBunckas

Hara noanucanus: 12.08.2024 r.




AABHAR CAVXCEA 110 HAA3OPY fPenapata, No cocTosHMI0o Ha 21.08.2024 12:32»
OEPE 3APABOOXPAHEHMS

Jlata Buecenns s Opranusatus, Homep Homep, nata
i Mpomssoanrens . . BLIUTYCTHRIIAA B
AHC Toprosoe nanvenosanme (Rbiiny coanotmdt XE) Crpana Crenenns o craanax NPOHIBOACTBA Hopmatugnan NOKyMeHTAUHA - ik cepun, paspewmienus na
Pocsnpasnamopa A e e vw_.E-va_, napram HJIIT

ec Thi0 "TE M" (C
x%:.znx.zau MopumsaT gns Obwectso ¢ orpanmuennon OTBETCTBCHHOCTBIO "TEPO®APM” (000

OBmecTso ¢ orpasmucnnoi "TEPO®APM"), Poccus (Mpoussopmtens (rotosofi Jidb)): Obmectso ¢
[IPHFOTORICINA PACTEOpA Ang OTBETCTBCHHOCTHIO OFPAHHYCHHOI OTBETCTBEHHOCTHIO "[EPOMAPM" (000 "TEPODAPM")
13.08.2024 BHYTPHMBIICHHOTO BBeAcHHA 10 Mr | e . Poccus P ; iy SR o h:.z.ﬂcccmumz_uﬂ.ws._28.‘ 000 "TEPODAPM" 3070724 -
T, (22 mr), chaaxomst (10), nauks TEPO®APM" (000 Pocensa (¥ nakosusix/dacosmux (s NCPBHUHYI0 ynakoeky)); OBmectro ¢
sh a5 i "TEPO®APM") OTPAHKNCHHON OTBeTCTREHHOCTHO "TEPODAPM” (OO0 "TEPO®APM"),

KapTOHHbie/ ~
F Tt Poceua (¥ naxosumx/dacosmmk (BTOPH'HAV/ TPETHUHAR YNaKOBKa))




