S g“@g Paspemenue na somyck 3anommsiemas popma
CEPHH rOTOBOM NPOTYKIHH COI1-OK-0164-018/05/3®1
FEPO®AP 3
M Ne 253-2022 TR
Toprosoe HanmenoBanue Koprexcun®

Mexnynapogsoe senarenToBanmoe
HAHMEHOBAHHE (rpynmapoBouHoe
HJIH XHMHYECKoe)

HOI[HHCHTPI,ZIBI KOPBI TOJIOBHOI'O MO3Ta CKOTA

Jlekapersennas dgopma

THOGWIM3AT VI  IPHTOTOBTEHHS pacTBopa s
BHYTPUMBIIICHHOI'O BBENCHHSN

Ho3aposka

5 wMr

®opma BeIycKa

aHobmImM3aT s DPUTOTOBICHHS  pacTBOpa s
BHYTPHMBIICYHOTO BBENEHUS, 5 Mr (maxor) 11 mrx 10
(mauxa Kapronnas)

(c yxazanmem cragmit NpPOH3BOICTBA)

Homep cepuu (maprTun) 150322

O0nem cepun (naprun) 18 312 ym,

Jara npoussoacrea 30.03.2022

Togen xo 31.03.2025

HaumenoBaune n aapec | ITpoussoncreo rorosoii JexapcerBenHoii popmer: 000
IPOU3BOJUTEIS «’EPO®APM», Poccusi, Mockosckas o001, r.o.

Cepryxos, p.1i. O6onenck, Tep. «Ksapran Ay, etp. 5
¥nakosano:

IepBuunas ynakoska; 000 «I'EPO®APM», Poccus,
Mockogckas o6, r.o. Cepmyxos, p.n. OSorenck, TeP.
«Ksapran Ay, ctp. 5 _
Bropuunas ynaxoska: 000 «° EPO®APM», Poccns,
MocxkoBckas 06i1., T.0. CepryxoB, p.n. O6oneHck, TEp.
«Ksapran Ay, cp. 5

By ckarompuit KOHTPOJIBL KadecTBa: 000
«'EPODAPM», Poccrs, Mockopekas 0651, ropoxckoit
okpyr CepmyxoB, pafoumii mnocenok O6onenck,
TeppuUTOpHA «KBapran Ay, crp. 4, kopm. 82

Homep n naTa perucrpanuonnoro
YAOCTOBEpeHust

JICP-003190/09 ot 27.04.2009
Hata 3amens1 PV 03.06.2021 r

Homep nopmarusHoil fokymenTanun

JICP-003190/09-240918, u3m. Ne 1, 2

Haumenosanne u agpec AepKaTens
PErHCTPALHOHHOI0 YA0CTOBEPEHHS

000 «I'EPO®APMy, anpec: Poccus, 191119,
r. Canxr-Tlerep6ypr, yn. 3enuroponckas, . 9

Hacrosimum moxrsepxnaro, uto npusenennas poimme HH(OpMaIUs ABIIETCS TOCTOBEPHON U TOTHOI,
HaHHas cepus nmpomykuMM mpousBemeHA U NPOBEpeHa COrNacHo TpeCOBaHHAM ITMIEH3HM Ha

IIPOH3BOACTBO, PETHCTPAIMOHHOTO JI0CH

¢ u IlpaBun Hamnexamed IpOH3BOACTBEHHOMN IPaKTHKH.

3aIHCH 1O NPOM3BOACTRY, YNAKOBKE H KOHTPOJIO Ka4ecTBa NPOBEPEeHHl M YCTAHOBIEHO HX
COOTBETCTBHE TpeGopanuwsm IlpaBun Hajlexamed IPOMIBOICTBEHHOMN npaktuku. JlaHras cepus
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~ TEPO®APM

KOPTEKCHH*

Crpana-npoussoquTens:
Homep perucrpaumonnoro
YROCTOBREPEHMA'
Jo3HupOBKa/aKTHBHOCTS:
JlexapcTrennas popma:

Pasmep u THN ymakosKu:

Homep cepuu:

Komwaectso ynakosok B CepHH:

Hara nponssoncisa:
lonen no:

lponssoacTso roTorodk NeKapCTBeH-

HOH GopMsl:
IeprudHan ynakoska:

Bropuunas/notpeburenscxas
KOBKa;

[Ipomssotutens (Bomycxaromuii kon-

TPOMb KadecTsa):
Npoussoncteennas mwiomanxa:
ITpouseoacTeenHas NMuMeH3 I

3aKITOYEHHE 0 COOTBETCTBHH IPOM3BO-
RUTEST NEKAPCTBEHHBIX CPEACTB Tpe-
Gosanmsm Ilpasun Hautexamei npo-

H3BOJACTBEHHON NMPAKTHKH;

Kontpons nposenen na cootsercraue:

000 «TEPODAPM»
Opuanyeckuit agpec: 191119, Cankr-
Moyrosblit anpec: 191144, Cankr-
Ten./thakc (812) 703 79 75, e-

Nerepbypr, dertapHbii nepeymnox,
mail: inform@geropharm.ru,

AHAJIUTHYECKUH ITACIOPT Ne 96

y Jl!‘lOQ)HJ'IHElaT OISl IPHrOTOBJIEH K pacTeopa ans BHYTPHMBbILIEYHOIQ BBEJCHHS,

Poceniickas ®egepauus

JICP-003190/09 ot 27.04.2009 r.
Koprexcun 5 mr

JTHODUIM3AT AAS NPHIOTOBICHHN pacTeo
HH3

Nerepbypr, yn. 3BeHuropoackas, 9

118, BU «Hesckas Parywa

www.geropharm.ru

Poccus

Swmr

Pa isl BHYTPHMEIILEYUHOIO BBege-

10 5 (1aKOHOB B KOHTYPHYI0 SYEHKOBYIO YIAKOBKY M3 IVICHKH NONHITHAEH-
TepediTanaTHol M dosbru AJTIOMHHHEBOH, 10 2 ROHTYPHBIE TYeHKOBBIC yna-

KOBKH € HHCTDPYKUMEH no o
150322

18 430 ynak.

30.03.2022 r,

31.03.2025 r,

000 «'EPO®APM», Poccns; Mockosckas obJI.,
JIeHeK, Tep. «Kepapran Ay, erp. §

000 «I'EPO®APM), Pocens; Mockosekas o6
JIEHCK, Tep. «KBapTan A», crp. 5

000 «"EPO®APM>, Pocens; MockoBekas 06u1.,
JIEHEK, Tep. «KBapran A», cTp. 5

000 «CEPO®MAPM)>, Poccusi; Mockosekas obu.,
X0B, paGounii nocesok O6onenck,

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

Ne GMP/EAEU/RU/00056-2021 ot 3 aBrycra 2021 r.
Ne GMP/EAEU/RU/00057

PHMEHEHHI0 B NAYKY H3

yna-

TeJILHBI 10 31 stuBaps 2024 1,
JICP-003190/09-240918, usm. Ne 1 o 22.09.2020 r.,

2021 or 3 aBrycra 2021 r.,
Ne GMP/EAEU/RU/00060-2021 ot 4 aerycra 2021 r.,
CTBOM MPOMBHIIEHHOCTH H TOProBjH Poccuiickoi

KapToua

r.o. Cepnyxos, p.n. O6o-
r.o. Cepnyxog, p.n. O6o-

r.o.

Cepnyxos, p.n. O6o-

ropoackoii okpyr Cepny-
TeppuTopus «KBapran A», crp. 4, Kopir, 82

3

44

BhlnaHHble MuHHCTEp-
Depepaunn, HelicTei-

H3M. Ne 2 o7 03.12.2021 1.

Hanmenoranue nokasare-

Tpebosanus HopMaTHBROT JMOKyMeHTaluHn

Pesynbrars! nensrranmi

B. Apomaruaeckne ammunoxumc-
JOTEI

B. Fnuuun

Jei

Onucaiue Jhiodunmsuporan e NOROIIGK WITH TIOPHCTAR Macca Georo Wi 6e- Jvodunuanposanmni nopo-
100 € MEATOBATEIM OTTEHKOM LpeTa, (Bus yalIbHEL) ok Genoro ugera

TonnuuHocTs:

A. Terrrsnm OxpaurHsanye. Pacrsopa npenapara B CHHE-QHONETORMH UBeT B npu- | [Toarsepxiena

CYTCTBHU GHYDETOBOrO peakTHya.

Y®-crekTp nornomenyus Pacrsopa npenapara B 00GNA¢TH IHE BONY OT
250 20 300 HM DOnKEH HMETH MaKCAMYM npH (275 % 6) um. (Crexrpo-
horomerpuaeckuit)

CootHOWICHAE ONTHYECKUX MG THOC teit Dz275/Daso B0MKHO GBITS He Me-
Hee 1,0, {Cncwrpo@mnmetpwiecmﬁ)

Ha xpomarorpamme HCOBITYCMOIO MPenapata AoiwHO MOSBHTECH
(%140 Ha ypoBHe natha pacrsopa COBC rmumma, (TCX)

Amax = 274,65 um

1,23

Coorsercisyer

Bpema pacisopenus

Conepaumoe hmakora aonwo PACIBOPATECH TIPH BCTPSXMRAHWY B -
2 M1 BOIBL ANA MHBeK Ui, 0,9 % pacrsopa HATpra xmopnza, 0,5 % pac-
TBOPA NPOKEUHA B TedeHue He Gonee | My, (Busyanssuit, xponomer-
pHYeCKuit)

Mesnee 1 mun;

Tpo3paunocts pacisopa

Hosxen Goirs npospayssm, (I'D PP, ODC.1.2.1.0007.
HOCIB M CTENEHE MYTHOCTH KHIKOCTEH»)

15 «flpospag-

Tpospaven

Heerwocrs pacteopa

Oxpacka HenmeTyemoro PaciBopa He IONAKHA TIPEBRILATE ITANOH Ya,
(T'd P, O®C.1.2.1.0006.15 «Crenens OKPacky WHIKOCTEHY, METOZ
2)

Brutepanracr

pH pacrsopa

Or 5,0 no 6,6 (pacisop, OPHIOTOBACHHBIH Ui 1
3pauHOCTE pacisopan), (Id PO, OGC.1.2.1.000
NOTCHLHOMETPHYECKOE Onpelienenye)

CheraHng Ha «Ipo-
4.15 «HoHoMeTpmy

6,22

TloTeps B Macce npu BricywmEa-
HHH

He Gonee 10 %. (TD PO, ODC.1.2.1.0010.15 «ITo
BRICYUIHBAHUEY, CliocoG 1)

lepd B Macce npu

3,92%

Crp. I n33



Mexanuueckue BRTIOYCHHS
- BHIWMBIE

- HeBHIIUMEIE

Homien BaepmuUBaTE TpeGosanus g TPENAPATOB, NPeAHAsHA4EH-
HBIX 478 BHYTPHMBIICYHOTO BBefeHus. (TP P, OBC.1.4.2.0005.18
«BuIMMBIe MEXaHUYCCKUE RKIIIOYEHHS B NISRAPCTBEHHBIX dopmax 1
MIAPERIEPANLHOIO NPHMEHEHUA H IM&3HEIX TeKAPCTBEHHBIX (HOPMAxH)
B onnom drakone:

- CPEMIHCE MHCNO HacTUL
6000;

- CPeJHEE HMCNO HacTHL
600.
(Cuerno-goromerpuyecknii, D PO, O®C.1.4.2.0006.15 «Hesuu-
MBIE MEXAHHHCCKHE RKITIOYEHHS B NEKAPCTBEHHBIX (JOPMAX JU1s napeH-
TEPANLHOTO IPHMEHEHNS», MeTo 1)

pasmepom 10 MM 1 Gontee - He npesrIngeT

paiMepoM 25 MrM u Gonee - He TpeBRILACT

Brizepwusact

118 u./prak.

2 4./thnak,

Iuporensocts

Honaes GbiTh amuporensnm, (e PO, OBC.1 .2.4.0005,15)

AnHporentsi

AHOMANRHAT TOKCHYHOCTD

JlosmeH OBITE HETOKCUUHRM, (' PP, OB C.1.2.4.0004.15 «Aromans.
HAK TOKCHYHOCTE))

Heroxcauen

Crepunsuocis

Honwen Gbits crepunnnnim, (Meton memBpannoi bunerpanuu, I'd
Pd, ODC.1.2.4.0003.15 «CTEPUIBHOCTEY)

Crepunen

Bricokomonexynapusie Genxn

Ha xpomatorpasme ucisryemoro PacIBOpa NOMKHEL OTCYTCTROBATS
THMKH TIDUMECEH, BPEMS YLePAHBAHHA KOTOPEIX MeHee BPEMEHH Yaep-
IRURAHHA IMHika Genika-Mapkepa - uproxpoma C, wro mont BEDOK,TACT OT=
CyTCIBHe BeNkoB ¢ MONCKYTAPHOM Maccoil ceriute 12300 Ja. (Dxckmo-
snonHas BOXX, 'O P, ODC.1.2.1.2.0005.15 «Bricokoad dexTus-
HAS MUAKOCTHAS XpoMaTorpaduay),

Coorsercisyer

Octarounbie opranuteckue pac-
TBODPHTENH

Anerona He Gonee 0,3 %, (I'® PO, ODC.1.2.1.2.0004.15 «I'az0saa
xpomarorpaduay, OBC.1.1,0008.15 «Ocraroumse OpraHu4ecKue pac-
TBOPHICINY).

0,04 %

Onxoponuocrs aosuposanms

B coorserciemm ¢ TpeGoranuaMu (AV<135). (T'd PO,
0®C.1.4.2.0008.18 «OIHOPOTHOCTE ACIHPOBAHMAY, CLI0CO0 2),

Cootsercrayer
AV = 6,283

Conepxatue BONOPACTBOPHMEIX
NOIHBCIHTHIOB

Cozepianie BONOPACTBOPHMETY TOTHNEITHROB BO (BAlakoHe 10K
Gbrrs o1 1,5 10 3,5 M, (Cncscrpocbmomrpmecxuﬁ)

2,49 mr

Komrecrsennoe OlipeseieHHe

Conepanne koprescuna so {iakone TomkHo BsITs ot 4.25 1o 5,75
MI, (Cncmmb_ommerpmecxuﬁ)

4,88 mr

Buonorugeckas akTHsHOCTE

Ipenapar cuuraior Gronormtecks GKTHBHBIM, ecni MIT tkanu ronos-
HOro MO3ra Noene KyTbTHBHPORAHNA ¢ KoGARTSIHEM IKCTPAKTA Kop-
TEKCHHA B KOHLEHTpatmu 20 HI/MN, He Mence tem na 20 % Goneme HIT
B kouTposie. (Buonoraueckuif)

Ha 27 % Gonbwe kontpong

Ynakoska ITo 11 Mr mrodnnmsara ro hraxonst w3 GecuperHoro crena BvecTi- Coorsercinyer
MOCTEIO 3 M7, yKyniopenHnie NPOOKAMH PEIMHOBRIMH H ofKaTaHHLe
EONIGYKAMY QTKOMUHHCBRIMH C OTPHIBHOH NNACIMKOBOM Haknankoi
OPaHAKEBOIO LBETa.
Tlo 5 (makonos B KOHTYPHYIO THCHKOBYIO YIIAKOBKY H3 MIeHXH MM~ o 5 ¢nakonos s KOHTYDHYIO
BUHHIXIOPHIHOH My NONMITHNCHTEPeGTanaTHON U BoNErY amoMu- AICHKOBYIO  YIIAROBKY  u3
HHEBOIA, THICHKH NONHITHICHTepe(rra-
NaTHOH H onerH amomuuue-
BOH.
o 2 kuHTYpHEIE s4eiikonkre YHAKOBKH € HHCIPYKIIHEH 110 npumMene- Coorserciuyer
HHIO B I44KY U3 KApTOHa,
Mapxuporka {lepsuunan ynaxosia RerupemaenHozo npenapama Cootsererayer
Ha sruxerke drakona YKUSRTBAKIT HAWMEHOBAHHE Aepmarena peru-
C1PALHOHHOID YAOCTOBEPEHNRS, TOProBoe HAMMEHORAHNE NeKapCraeH-
HOTO TIPenapata, NMpeAynpeAHTEIbHYIO MapKUpoBKy ®), nexapcreeH-
HYIO GOpMY, KonHYeCTBO ACHCTBYIOMEro BelecTsa B Mr, «JTna nereity,
dapmakon, Homep CEPHU U CPOK FOMHOCTH.
Ha orpsmuyio IIACTHKOBYIO HEKTALKY KOMTa4ka AMOMHHHSBOTO
HAHOCAT penbedryto magmucs «TEPODAPMy.
Bmopuunaa ynaxoswa Coorsercisyer

Ha donsre amomunmesoit YIAIEIMAIOT HAUMEHOBAHHE AEPRATENA Pe-
FHCIPAITHOHHOIO  YIOCTOREPEHMS, TOPrUBOS HAWMEHOBAHMC Nexap-
CTBEHHOTO npenapara, NPEAYAPEMTCIBHYI0 MAPKUPORKY ®), «Jlns ne-
T, Hekapersennylo dopmy, konmuecrao IeRCTBYIOWEro BeecTBa B
MI.

Ha nauke yxassinawor HAUMCHOBAHNE, TOBAPHRI 3H4K, anpec, Tenedon
H take gepwarens PECHCIPAIMOHHOIO  YIOCTOBEpeHMUY, TOPropoe
HAHMEHOBAHWE  JTEKAPCTBSHHOTO Npenapara, NpeaynmpeauTeILayIo
MapkHposky ®, rpynmuposounoe HAHMCHOBAHHE,  NICKAPCIBCHHYIO
Gopmy, xonugecrso ACHCTBYIOIEIO BEUECTEA B MT, KOMHYCCTBO (ina-
KOHOB B nauke, «Jlns nercity, coctaB, «CTePHABHOY, YCIoBUY XpaHe-
HHA, Yenosua ormycka, «Xpauurs s HELOCTYIHOM NS NeTel MecTen,
HOMEDP PerHCTpaHORHOIO YAOCTOBEPEHHY, WTPUXOBOH K01, (apma-
ko Ilpadrom Bpaiing ma TE4KY HAHOCAT HH(OPMANNIO KKOPTCKCHE
5 mry. Ha nuuesyio CTOPOHY NAYKH HAKNEHRAIOT roNorpaMmy.

Ctp.2 m33




Ha nauky HaHECCHO cpencrag
HUERTHDHKar iy (mByxmeprmis

WTpHXOBO#H ko),

TPOH3BOACT BeHHOj
AATA HCTCUeHNs cpoka TOnHO-

CIH, MHIUBYAYATE R Cepuii-
HbI HOMep),

Mapxuporsa TPAHCUOPTHOH TapE B coot BETCTRIE ¢ TOCT 14192-96, Coorsercrayer
M B sautuwenton or coera meare PH TeMeparype ne ahime 25 °C,
Do _

PHMBIIETHOrO BRefeny, § MI, Cepus 150322 COOTBETCTRYET TpeGoBammmy HOPMATHBHOTO Nokymenta JICP-003190/09-
240918, w3m. Ne 1 0722.09.2020 L., m3m. Ne 2 o1 03.12.2021 r.

Hasambmme OKK T Kucengsa M 1.
HAata noxumcams: 18.04.2027 1.

Crp. 33




