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Pa3pemenne HA BBIMYCK
CCPHH roTOBOH NMPOTYKIHH

Jamonasemas hopma

COII-OK-0164-018/05/3®1

Ne 760-2021
Ctp.1m31
Toprosoe HaHMeHOBAHHE Kop'reKan® |
MexayHapoaHoe HenaTeHToBanHOe | [TOTMIEITAIBI KOPBI TOTOBHOTO MO3ra CKOTa
HAHMEHOBAHHE (rpynnupoBo4HOE

HTM XUMHYeCcKoe)

JlexapcreenHas dopma

MHo(UIM3aT UL [PHTOTOBICHHMA pacTsopa AUl
BHYTPHMBIIIIEYHOTO BBEICHHA

Ho3upoBka

5wMr

Pdopma BBIYCKA

mmodiAzaT IS [PHIOTOBIEHHA pacTsBopa M
BHYTPUMBIIIIETHOTO BBEICHHS, 5 MI (dmaxon) 11 Mr x
10 (mauxa KapTOHHAS)

npon3BoauTeNs (C YKa3aAneM cragui
NpPOH3BOACTBA)

Homep cepuu (napTum) 260821

O6bem cepHH (MAPTHH) 18 010 yn.

JlaTa NpoH3BOACTBA 21.08.2021 r.

Toaen no 31.08.2024 r.

Haumenopanue H aapec | [Ipomsseneno: 000 «I' EPO®APM», Poccus, 142279,

MockoBckas 0611, roposckoii okpyr CepryXos, padounH
nocesnok O6oneHck, Teppuropus «Ksaprail A», €1p. 5

Vnakosano: 000 «EPO®APM», Poccus, 142279,
MockoBckas 0611, ropoackoit okpyr Cepryxos, pabounit
nocenok OGoneHck, Tepputopusi «KBapran Ay, CTp. 3

Brimyckaronuii KOHTPOIIb KayecTBa: 000
«EPO®APM», Poccus, 142279, MockoBckas ob.,
roponckoit  okpyr Cepryxos, paGouu#i  MocenoK

O6onenck, Tepputopus «Ksapran Ay, crp. 5; c1p. 4,
Kopr. 82

Homep H 1aTa PerucTPalHOHHOTO
YA0CTOBEPEHHS

JICP-003190/09 ot 27.04.2009 r (nara BHECEHHS
u3merenuii 8 PY 03.06.2021 r)

Homep HOpMATHBHOM JOKYMCHTaIHU

JICP-003190/09-240918, n3m. Ne 1

HauveHoBaHME W ajpec Aep:RarTest
PErMCTPAIMOHHOI0 YA0CTOBEPEHH

000 «TEPO®APM», aapec: Pocenst, 191119,
r. Canxt-ITetepBypr, yi1. 3senuroposckad, . 9

HacTOSIIIM MOATBEPHIAIO, ITO PHBEASHHAs Bbillle HHQOPMALMA ABIACTCA AOCTOBEPHOMN U TO9HO!. [laHHasA
cepus MPOIYKIIMH MPOM3BE/IEHA H MPOBEPEHA COrMTAcHO TpeGoBaHMAM JHLUCH3HA Ha POA3BOACTBO, PErHCTPALHOHHOTO
pocbe 1 [IpaBun Hanexauwel MPOH3BOICTBEHHON MPAKTHKH. 3amucH 0 NPOU3BOACTBRY, YIAKOBKE H KOHTPOJIO KaqecTBa
POBEPEHDI U YCTAHOBIICHO HX COOTBETCTBHE tpeGoparyam [Ipapun Hautexamei NPOM3BONCTECHHOM MPaKTHKA. JlaHHas

CepHs MPOLYKIHK:

PA3PEILEHA K BBIFTYCKY
Vo HOMOYEHH0E JHI0: &
TNepesanosa IOmin Bacmapenna o2

(TTpukas M3Ne 668_01‘25062021‘); 0,

z;_;

8 |

Jara:
25.10.2021r




000 «FEPO®APM»

FEPO®APM

lopuauseckui agpec: 181119, Cauikr-TetepBypr, yn. 38BeHUTOPOACKaR, 9
NouToBbIit anpec: 191144, Cankr-Merepbypr, [lerTapHbIi nepeynok, 116, B «Hesckas Patywa»

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

AHAJUTUUYECKUHI MACTOPT Ne 109

Poccus

KOPTEKCHHE, nuoduan3ar A5 NPHrOTOBIEHHs pacTBOpa A7 BHYTPHMBIIIEYHOr0 BBEACHHA, 5 MI

CTpaHa-mpoH3BOAHTENE:
Homep perucTpannoHHOTo
yIOCTOBEPEHILT:

JI03MpOBKA/aKTUBHOCTD!
TlexapcTeHHas GopMa:

Pasmep ¥ THIT YITAKOBKH:

Homep cepum:

KonHIecTBO YNAKOBOK B CEPHH.
JlaTa NpoOH3BOJCTBA:

Topex no:

[TpoH3BOLHTENb JEKAPCTBEHHOTO

CcpencTBa (Hazsanue u aopec npousgod-

CMBEHHON WIOUA0KY):
Tpou3BOACTBEHHAA MUIOLLALKA:
TTpo3BOACTBEHHAS JIHIEHIHA!
3aKmoYeHne 0 COOTBETCTBHH PO
mUTeNA JIEKAPCTBEHHBIX CPENCTB
GosaHuaM [IpaBun Haanexaruel
H3BOJICTBEHHOM NMPAKTHKH!

KoHTpoIb MpOBe/IeH Ha COOTBETCTBHE!

Poccuiickas @enepauss

JICP-003190/09 ot 27.04.2009 r.

(daTa BHECeHHS H3MEHEHHH B perHcTpauHoOHHOE YI0CTOBEPEHHE JleKapcTBeH-
noro npenapata 03.06.2021 r.)

KoprekcHHa 5 Mr

AHOPUIM3AT st IPHUTOTOBJICHHS PacTBOpa AT BHYTPHMBbIIIIEYHOTO BBE/le-
HHA

no 5 praKkoHOR B KOHTYPHYHO AuelKOBYH) YNIAKOBKY U3 NISHKH MOJHITHJIEH-
TepedTanaTHOH H hoNLIH ATOMHHHEBOH, M0 2 KOHTYpHBbIE A4CHKOBbLIC yNa-

KOBKH ¢ HHCTPYKIIHeil N0 MTPHMEHEHHIO B NAYKY H3 KapTOHa

260821

18 120 ynak.
21.08.2021 r.
31.08.2024 1.

000 «TEPO®APM», 142279, Mockosekast 061, ropoackoii oxpyr Cepny-

000 «'EPODAPM»
Ne 00107-JIC ot 04 pespans 2021 roaa

xo0B, pabounii nocenox Obonenck, TeppuTOPHA «KBapran A», cTpocHue 5

mso- Ne GMP/EAEU/RU/00056-2021 ot 3 aBrycra 2021 r.,
pe- Ne GMP/EAEU/RU/00057-2021 ot 3 aBrycta 2021 1.,
npo- N GMP/EAEU/RU/00060-2021 ot 4 aBrycra 2021 r., BeiaaHHble MHHHCTEDP-

CTBOM MPOMBIILIEHHOCTH U TOProBJIH Poccuiickoii ®enepaun.

TesbHbI A0 31 sinBaps 2024 1.
JICP-003190/09-240918, n3m. Ne 1 ot 22.09.2020 r.

HeticTBH-

HaumMeHoBaHHe MoKazaTene

TpeSoBanus HOPMATHBHOI JOKYMEHTALHH

Pe3ynbTaThl HCNBITAHHHA

Onucarue

JTHOHUIM3HPOBAHHBIH MOPOLIOK HIM NOPUCTAL Macca Genoro WM
Genoro ¢ xeATOBAThIM OTTSHKOM UBCT4. (Br3yanbHbii)

Jlnogunuzuposantsii - nopo-
wok Genoro useta

TlomNWHHOCTS:
A. TlenTHib

B. ApoMaTryeckHe aMHHOKHCIOTS!

B. Inuuus

OkpauMbaiue PACTBOPA NPenapara B CHHE-(HONETOBBIA LBST B MIPH-
cyTereup GHYpPETOBOIO PRAKTHEA.

Y®-criekTp NOTAOIEHHS PACTBOPA Npenapata B oBnacTH JTHH BOTH
o1 250 1o 300 1M J107KeH HMETh MaKCHMYM npH (275 = 6) iM. (Cnex-
TpohOTOMETPHYECKHT)

COOTHOTIEHHE OTITHUECKHX MIOTHOCTEH D27s/Dasa AOWKHO BBITE HE
menee 1,0, (CriektpodiotoMeTpudeckii)

Ha XpOMATOTpamMMe HCMEITYEeMOro Mpenapara A0MKHO MOABUTHOS
nsTHO Ha ypoBne nstha pacteopa COBC rimumna, (TCX)

TToarsepxieHa

% max = 274,60 HM

1,22

CooTBeTCTBYET

Bpewms pacTBOperna

Conepxumoe (nakoHa J0MKHO PacTBOPATECH MPH BCTPAXABAHUH
1-2 Mt BOJBI HNs WHBekLKH, 0,9 Yo pacTBOpa HATPHA XJT0pUAA, 0,5 %
pacTBOpa NPOKAHHE B TCHEHHE HE Gonee | mun. (BusyansHslH, Xpo-
HOMETPHYECKHH)

Menee 1 MHH.

HBIX U1l BHYTpHMBiedtoro seeaenus. (IO PO, O®C.1.4.2.0005.15
«BHAMMBIE MeXAHHUCCKHE BRTIOYEHHS B JIEKapcTBEHHBIX dopMax
INS MApeHTEPAILHOTO TPHMEHEHNS H Fa3HEIX nexkapcTaeHHEIX hop-
Max»)

[1po3pavHOCTE PpacTBOpa Tomsen Gurs npospaunsn, (FP PO, O®C.1.2.1 0007.15 «lTpo- | [Tpo3paden
3pAYHOCT M CTEMEHE MYTHOCTH KUJKOCTEHN)

llgeTHOCTS pacTBOpa OKpacka HCTBITYEMOI0 PACTBOPA He N0A%HA MPEBLITIATE yrajon Ya. | BeliepkupacT

' (I'd PO, ODC.1.2.1.0006.15 «CTenens OKpacky XHARKOCTEH», Me-

o4 2)

pH pacteopa Or 5,0 210 6,6 (pacTBOP, MPUIOTOBICHHLIH TSl HCITRITAHUA Ha «Ilpo- | 6,18
spaunocts pactsopa»). (I'd P, O®C.1.2.1.0004.15 «Honomerpua»
MOTEHLHOMETPUHECKOE orpelencHue)

Tloteps B Macce MPH BBHICYIIHBA- He Gonee 10 %. (I® PP, O®C.1.2.1.0010.15 «IloTepa B Macce np 3,80 %

HUH RBICYLIHBAHIMY, criocod 1)

MexanHuecine BRIIOUSHHS

- BHAMMBIE Momken BEIEP#HBATh TPEOOBAHNS 114 TIPETIAPATOB, NPE/HAHATEH- Brlaep#uBaeT

Crp. 1 w33




= HEBUJUMBIE

B onroM daaxone:

- CPCHEE wueno YacTHI pasmepom 10 mxm 1 Gotee - He TNpeBEILIACT
6000;

- CPELHEE MHC/I0 YACTUL PA3MEPOM 25 MKM 1 Gonee - He TNpeBbILagT
600.

(Cuerno-goromerprueckui, 'd PO, ODC. 1.4.2.0006.15 «Hesuau-
MBIE MEXBHHUIECKHE BIIIOUCHHS B JIEKAPCTBEHHBIX tdopmax ana na-
PCHTEPANEHOrO MpHMeHeHUs», MeTox 1)

344 gnar.
1 q.}/(imafc.

ITHporeusocTs

JlomxeH BbITh anUporeHHbIM, (' Po, 0C.1.2.4.0005.15)

AIHpOreHen

AHOMATbHAA TOKCHYHOCTD

Homxen 6urrs HeToxcHUYHBIM. (F'd PP, ODC,1.2.4,0004.15 «Amo-
MaJIbHAA TOKCHYHOCThY)

Hetoxcnuen

CrepuntHocts

JotKeH ObITh CTEPHIEHBIM, (Meton memGpansoit (punsTpaLuy, ['d
PO, ODC.1.2.4.0003.15 «CrepHibLHOCTEY)

Crepunen

Beicokomonexynsprsie Genkn

Ha xpomarorpamme HCHEITYEMOIrO pacTBOPa A0IKHEI OTCYTCTBOBATE
NHKH NPHMCCCH, BpEMA yIepKHBaHusg KOTOPBIX MEHEe BpEMEHHM
YAepikusanui nuka Gelka-mapkepa - uuroxpoma C, yro noATBep-
HABET OTCYTCTBHE GENIKOB ¢ MOJEKYNADHOH Maccoll cBbiLe 12300
Ha. (3kckmosuoHHas B3XX, I'd PO, O®C.1,2.1.2.0005.15 «BrIco-
K03QipexTHBHAS MUAKOCTHAS xXpomarorpadusy).

Cootsercrayer

Ocratounste oprauuyeckue pac-

TBOPHTENH

Auctona ke Gonee 0,3 %, (IO PD, O®C.1.2.1.2.0004.15 «Tasosax
xpomarorpaguay, ODC.1.1,0008.15 «Ocrarounse OpraHuyeckHe
PACTBOPHTENHY),

0,03 ;Yo

Onuoponuocts ozuposasug

B cooreerctBMM ¢ TpeGopanuaMu  (AV<135). Td P,
O®DC.1.4.2.0008.15 «OnHOpOAHOCTE AO3HPOBAHKAY, CNOCob 2),

CoorZaerchyer
AV =639

Conepxanne
NOJIMNSNTHIOB

BOIOPACTBOPHMBIX

Conepskatue BOZOPacTBOPHMBIX TIONMIIENTHAOB BO tmakoHe
RomKHO GkITh OT 1,5 10 3,5 Mr (Cnextpodoromerpuyeckuit)

2,57 }fxr

Konuuectsennoe onpeaenenne

Conepxanue kopTekcuna no {(irakone N0MmKHO GwITh 0T 4,25 o 5,75
MT. (Cnczcrpotbo*rome’rpmccxun)

4,74 mr

BHONoruueckas akTHBHOCTL

Ilpenapat cuuraroT GHONOrMYecKNR 8KTHBHBIM, ec/ii MIT Txkauu ro-
JIOBHOIO MO3ra NOC/C Ky/IETHBHPORAHUA ¢ NoGapneHuem IKCTpaKTa
KOPYEKCHHA B KOHUGHTDaWMM 20 HI/MA, He MeHee ueM wa 20 %
Gonbme MIT s xouTpose, (Buonoruueckui)

Ha 26 % Gonswme xontpos

|

Ynakosxa

Tlo 11 mMr nuotbunusara no (IaKoHE! H3 GECLBETHOTO CTEKIA BMECTH-
MOCTEIO 3 M1I, yKynopeHHsie npoGkamu PCIHHOBBIMH H O0KATAHHBIC
KOJUNBYKAMH BIIIOMHHHEBLIMM C OTPLIBHON MIACTHKOBOM HaK/ankoH
OpaIKEBOro UBeTa,

IMo 5 pnakonon s KOHTYPHYIO S4EHKOBYIO YNakoBKY M3 ILIEHKH Mo-
JHBHHHXIOPHAHOH MK nonHITHNeHTEpeTANATHOMN 1 Ponbry amo-
MHHHEBOA,

Io 2 xoutypurie suelkopsie YNIAKOBKH C HHCTPYKLIHMEH 1O MpHMeHe-
HHIO B TAYKY W3 K&PTOHA.

Cootsercrayer

ITo 5 ¢pnaxomos B xonTypyio
A4eHKOBYIO  ynakoBky M3
TUICHKH MONHITHNEHTepedTa-
natHOR K GONLTH amoOMHHMe-
BOH. |

Coorsercrayer

Mapkuposka

Hepeuunan ynaxosxa nekapemeentozo npenapama

Ha sruketke dnaxona yxasusasor HAUMEHOBAHNE JEPKATENS pern-
CTPALMOHHOIO YNOCTOBEPEHHS, TOPIOBOE HAMMEHOBAHHE nexap-
CTBEHHOTO Npenapara, NpeAypeaHTENBHYIO MapkHpoBky ®, nexap-
CTBEHHYIO (JOPMY, KOIHYECTBO ZeHACTBYIOUIErD BeLIecTRa B Mmr, «Jlna
AcTeity, hapMakos, HOMEp CepHH 1 CPOK MOAHOCTA,

Ha otpemnyo TJIACTHKOBYIO HAKIAAKY KONIIAYKA ANIOMHHUEBOTO
HaHocar peaveduyro Hagmucs «TEPOGAPM,

Bmopuvnas ynaxosra

Ha donsre amomunnenoti Yka3biBAIOT HAMMEHOBAHUE AEPKATEIS Pe-
THCTPALMOHHOTO YAOCTOBEPEHHS, TOProBoe HaHMEHOBAHUE Nekap-
CTBCHHOTO Npenapara, NPCIYNPEeAUTENLEYIO Mapkuposky ®, «[lna
AeTely, JiekapcTBeHHY QOPMY, KOIHYECTRO AeHCTRYIOWErO Bewye-
CTBA B MT.

Ha nauke yxkaseinaior HRHMEHOBAHHE, TOBAPHBI 3HAK, aupec, Telne-
bou n akc aepkarens PETHCTPALIHOHHOIO YAOCTOBEPEHHS, TOPIO~
BOE HaHMEHOBAHME JIeKADCTBEHHOrD Npenapara, NpeayNPeIHTE b=
HY10 Mapkuposky ®, rpynnuposoyHoe HAMMEHOBAHHE, JICKAPCTREH-
HYI0 GOpMY, KOMHYECTBO LEHCTRYIOLIErO BELIECTBA B M, KOMHuC-
180 (1AKOROB B nauke, «Ing netelty, coctag, «CrepunsHOy, yeno-
BUA XPAHEHHA, YCIOBHA 0TMyCka, «XPAHHTS B HEZIOCTYIHOM AN je-
Tei MecTen, Homep PETUCTPALKOHHOrO yA0CTOBEPEHHS, WTPHXOBO#H
Kxox, gapmakos. Lipugrom Bpains Ha nauxy nanocar HudopmaLwmio
“KOPTEKCHH 5 MI». Ha nuuesyio CTOPOHY Na4ykH HAKNEHBAIOT rONIQ-
rpammy,

Ha nauky Hauocsr cpeacrso UREHTHOHKAUME (1BYXMEPHBLH WITpH-
XoBoH xon), u rexer, AyGnupylowmit Huopmanmio, 3aKOAHPOBAH-
HYIO B HEM (HOMEP NIPOH3BOACT BEHHOH CepHH, JaTa HOTeueHHs cpoka
TONHOCTH, HHAMBUAYANEHEIH CepUHHBIH HOMep (npu HanH4uuK)),

Mapkuposka Tpancnopruoi Taphl B COOTBETCIBHH ¢ ['OCT 14192~

Cootsercrayer

CUO‘IBC’FCTB)‘CT

| Crp. 2133




L [96. |

X pauenne B 3a1MWCHIOM 0T CBETa MECTE NPH TEMMEPATYPE He Bhile 25 °C,
CpoK roIHoCTH 3 roma

3AI{JIIO‘{LHHE.'OI{K Ilexapcxpenm,m npenapatr KOPTEKCUH®, nuoduiusar A1s NpHroTOBNEH:s PacTBOPa A BHYT-

PHMBILIEYHOO~ BBEMICHNS, 5 Mr, cepm 260821 coorsemmye‘r TpeboBaHHAM HOpPMaTHEHOTO nokyMeHTta JICP-003190/09-
240918, usm. Ne 1 ot 2? 09, 2020 T, ¢

Hat{anmmm(:_)_‘lﬁK

Tlara noanwcamis: 10.09.2021
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