3anonagemas popma

s PaszpemeHHe Ha BLINYCK
@ £ CepHH rOTOBOII ITPOIyKUMH COIT-OK-0164-018/05/3d1
FrEPO®APM Ne 263-2022 i, 1881

Toprosoe HaHMeEHOBAHHE Koprekcun™

MexayHapoanoe  HemaTeHToBaHHoe | [[0MMIENTHIB! KOPBI MOMOBHOTO MO3ra CKOTa

HAMMEHOBAaHHE (rpynnupoBovHOE

HJIH XMMHY9eCcKo0e)

JlekapcTBennas gopma nrouaH3aT s IPHTOTOBIEHMS  pacTBopa  IUIA
BHYTPUMBIIIIEUHOTO BBEIEHHS

Hosuposra 10 mMr

@opma BeITIyCKa mioduImM3aT  JUIs  NPUTOTORIGHMS — pacTBOpa  JUIA
BHYTpUMBIIIEYHOT0 BBefeHHs, 10 Mr (prakon) 22 Mr x 10
(mayka KapTOHHAs)

Homep cepun (mapTuu) 790422

O0bem cepu (NapTHH) 18 275 ym.

JlaTa npoH3BOACTBA 03.04.2022

Tonxen xo 31.03.2025

HaumenoBanue 7] anpec | [Ipou3BoACTBO roToBOl iekapeTBennol gopmer: 000

NPOU3BOAUTENS «TEPO®APM», Poccus, Mockosckas o6m., T.0.

(¢ yKasaHHeM cTaanii IpoH3BOACTBA) Ceprryxos, p.i. O6onerck, tep. «Kpapran A», c1p. 5

Ynaxkosano:

IlepBuunas ynaxkoska: 000 «TEPODOAPM», Poccus,
Mockogckad 061, r.0. Cepnyxos, p.n. ODONeHCK, Tep.
«Kpapram Ay, cTp. S

Bropnunasi ynakoska: 000 «('EPO®APM», Poccus,
Mockosekas o6m., r.o. Cepryxos, p.nm. OG0IeHCK, Tep.
«Ksapran A», cTp. 3

Brinmyckarmuii KOHTPOJIb KayecTna: 000
«"EPO®APMp», Poccus, MockoBekast 061., TOPOACKOM
okpyr Cepmyxos, paboumit mocemok  OfoneHck,
tepputopus «KsapTan Ay, cTp. 4, Koprr. 82

Homep u 1aTa perHcTPanHoOHHOTO P N003862/02 ot 30.06.2009 r
YA0OCTOBEPEHHH ([ara BHecenus u3meHenuit B PY 02.06.2021 1)

Homep HopmaTuBnoii goxymentanuu | P NOO3 862/02-180918, mam No 1,2, 3.

Hanmenosanue u agpec aepxareas | OO0 «TEPO®APM», agpec: Poccus, 191119,
PErHcTPalHOBHOIO Y/0CTOBEPEeHHs r. Canxt-IleTepSypr, yi. 3BeHUropojackas, 1. 9

HacTosImuM TOATBEPKAAI0, UTO TIPHBEIEHHA BBIIIe HHOPMAIHS AB/SETCA JOCTOBEPHOH H TOUHOH.
Jlamnas cepHs TMPOYKIMH TPOW3BEJCHA U MPOBEPEHA COMVACHO TpeOGOBAHHAM JHMIEH3HM Ha
[IPOM3BOACTEO, PETHCTPALMOHHOIO A0Che M IIPABHJ HAaIeKallel MPOM3BOACTBEHHOH MPAKTHKH.
3amEc M0 TPOM3BOACTBY, YHNAKOBKE H KOHTPOJIO KayecTBa IPOBEPEHBl H YCTAHOBJICHO HX
coome'rcmne{_:;fi_aggﬂm TTpapun Hamiekalled IPOH3BOJACTBEHHOH TpakTvki. JlaHHas cepus
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A 000 «TEPO®APM»

@‘ L OpHaMYEeCKHA anpec: 191119, Canxr-NeTepBypr, yn. 3BeHUTOPOACKaA, 9

“TEPOO® APM MouTosbi anpec: 191144, Cauxr-Netep6ypr, [lertapHbIA nepeynok, 11B, BL| «Hesckasn Parywa»
Ten.Idpakc (812) 7037975, e-mail: inform@geropharm.ry, www.geropharm.ru

AHAJUTUUYECKUN MACTIOPT Ne 100 Poccusa

KOPTEKCHH®, nuodnianzat A1s NpPUrOTORJIEHNS PACTBOPA TS BHYTPHMBbIILIEYHOTO BBECHHT, 10 mr

CrpaHa-IpoKH3BOAUTENS. Poccuiickas @enepauus

HoMep perucTpaliosHoro P N003862/02 ot 30.06.2009 r.

YAOCTOBEPEHH: (Jlata BHeCeHHH H3MEHEHHWHA B PErMCTPALMOHHOE YAOCTOBEPEHHE nexap-
crpennoro npenapara 02.06.2021 r.)

J{03upoBKa/aKTHBHOCTE! KoprercHua 10 Mr

JlekapcTBeHHA (opMa: AROGMHIA3AT 715 IPHTOTOBJICHHS pacTBopa sl BHYTPHMBILLIEIHOTO pBefie-
HUA

Pa3mep W THIT yNaKOBRHA 10 5 GIAKOHOB B KOHTYPHYI0 stuelikoBY 0 YNAKOBKY U3 NIEHKH MOJIHITHJIEH

TepedpTanaTHoil H GOILTH ATIOMHHHEBOI, 110 2 KOHTYPHbIE UefKOBbIC YA
KOBKHM ¢ HHCTPYKUHEH 10 IPHMEHeHHIO B MA4KY H3 KapToHa

Homep cepuu: 790422

KonuuecTBO YIaKOBOK B CEpHH: 18 312 ynak.

Jlata npoM3BOACTBA! 03.04.2022 1.

T"oaen no: 31.03.2025 r.

[IpOH3BOACTBO TOTOBOH nekapetsen- 000 «TEPO®APM», Poccusi; MocKOBCKas 061., r.0. Cepnyxos, p.n. Obo-

HOH (popMbI: neHck, Tep. «KBapTan A», CTp. 5

[MeppuyHas yrnakoBKa: 000 «'EPO®APMb», Poccust; MockoBCKast o6a., 1.0, Cepnyxos, p.n. 060~
AeHcK, Tep. «KBsapran A», cTp. 5

BropwdHas/MoTpeOHTENbCKAA 000 «TEPO®APM», Poccnst; MockoBCKast 06.1., r.0. CepryxoB, p.n. 060~

yraKORKa: neHck, Tep. «KeapTan A», cTp. 5

TIpowsBOAHTENR (BhITyCKAIOUHH KOH- 000 «'EPO®APMb», Poccusi; MockoBeKast o6, ropoackoii okpyr Cepny-

TPO/b KAHECTBA): XOB, padoyHii NOCENOK OBoneHck, TeppHTOpHA «KBapTat An, ¢Tp. 4, KOpM.
82

[Ipou3BOACTBEHAAs [IOMA/IKA: 000 «[EPODAPM»

[Ipon3BOACTBE HHAH JIMISHIUA: Ne 00107-JIC ot 04 dpespaasn 2021 roaa

JaKTIoUe HHE 0 COOTBETCTBHH IIPOH3BO- Ne GMP/EAEU/RU/00056-2021 ot 3 arrycra 2021 r.,

UTeNs JEKAPCTBEHHBIX CPEACTB TPe~ Ne GMP/EAEU/RU/00057-2021 oT 3 aBrycTa 2021 r.,

Gopanuam [IpaBui HauTeKamed mpo- No GMP/EAEU/RU/00060-2021 oT 4 aBrycta 2021 r., BLI1aHHBIC MHHHCTEP-

MAROICTBEHHOM MPAKTHKA: CTBOM MPOMBILLIEHHOCTH H TOProBJin Poceuiickoii ®enepaunn. [leicTr-
TenwHbl 10 31 ausaps 2024 .

KoHTpons MPOBE/IeH HA COOTBETCTBHE: P N003862/02-180918, mam. Ne 1 oT 21.08.2019 r., uam. Ne 2 oT 02.06.2021 r.,
wiM. Ne 3 ot 03.12.2021 1.

[_Haumeunaanue nokasateei TpeGoanus HOPMATHBHOM JOKYMEHTALHH | Pesy/ibTaTh! HenBITAHHH J
Pnnsanne TIo(WIM3HPOBAHHBLH  MOPOIIOK  WITH TIopHCTasn JIohUTH3HPOBAHHEIA MOPOLIOK Ge-
macca Benoro Wi Genoro ¢ KenToBaThIM OTTEHKOM JIOTO UBETA
LBSTA.
| TLoITHHHOCTh:
A. TenTHAbE OKpalBaHHe PacTBOpa Hpenapara B cuHe-uone- | [ToarBepiaeHa

TOBbIl IBET B MPHCYTCTBUN GHYPETOBOTO PEAKTHEA.

B. ApoMaTHYeCcKude aMHHOKHC- YD-cneKTp NOMMOMIEHIA pacTBOpa npenapara B 00~ | A max = 275,13 uM
JIOTBI nacTy AMMH BosH ot 250 mo 300 HM OMAKSH HMETh
MaKCHMYM TIPH UTHHE BOJIHBI (275+6) HM.
CoOTHOMIEHHE ONTHISTKHX wnoTHoCTeH  Azrs/Azen 1,27
JomKHO GbiTh He MeHee 1,0. (CnexTpodoToMeTpUE-
CKuit)

B. ['muiH Ha xpoMaTorpaMme HCrbITyeMoro pacTROpa A0JIKHO CooTBETCTBYST
OABHTHCA MATHO Ha ypOBHE MATHA pacTsopa crah-
papTHOTO 0Gpa3sia rIHIHHA. (TCX) :
Bpems PacTBOPEHIL Copepaxnmoe (rakoHa LOTKHO PACTBOPATLCH TPH Meree 1 MHH,
BCTPSIXMBAHWH B 1-2 M7 BOIBI [T MHBEKLNMH, 0,9 %
pacTBOpa HATPYA XJIOPHTA, 0,5 % pacTsOpa IMpOKa-
WHa B TeuenHe He Gonee 1 MHH. (BusyanbHblH, Xpo-
HOMETPHUECKHUIT)

[Tpo3pa4yHoCTs PACTEOPE JlomkeH  ObiTh _ MPO3PAYHbIM. (Cd P, | [po3paden =

Crp. 1u3z3




OdC.1.2.1 .0007.15)
LiBeTHoCTE PacTeopa Oxkpacka ucnsrryemoro PRCTBOPA He NOMKHA TPeBbI- Brigepkupaet
wath 31anon Yy (I'® PP, O0DC.1.2.1.0006.15, Me-
1011 2)
pH pacreopa O715,0 106,6. (pacteop, NPHTOTOBNSHHBIA A8 HCMTEI- 6,03
Tanus Ha «Ilpospaunocts), (Motenuuomerpuyec koe
onpepenchue, '@ PO, OPC.1.2.1 0004.15)
IToteps B macce TIpH BRICYIH- [ He Gonee 10 %. (I'd Pd| ODC. | 2.1.0010.15, cro- 3,79 9 i
BAHUMH cod 1)
Mexannaeckne BrmoueHus:
- BHIHMBIE Honzxen BeLgepKHBATE TpeGoBaiua nits npenaparos, Brroepikiraet
NPEAHASHAYEHHBIX I8 BHYTPHMbULEYHOTO BBEje-
Hus. (I'd Pd, O | 4.2.0005,18)
- HEBHM/IMMEIE B omHom drakone:
~ CPEIHEE HHCIIO YacTHIL PasmepoM 10 MkM i Gonee | 94 u./¢iax.
He npeseliaet 6000;
- CPeIIHEE YHCNO YACTHLL PasmMepoM 25 MKM | Gosnee | 3 u./thnak,

He TpeBkiinaeT 600. (qumo-tporoav{e’rpmecmﬁ, e
PO, ODC.1.4.2.0006.15)
He Gonee 35 E3/mr. (T'ex ~TpoMG TecT (Meton A),
['D PO, ODC.1.2.4.0006.1 §
Honwen BBITh HEIOKCHYHBIM,
OdbC. 1.2.4.0004.15)
Homken 6piTh CTEPMIBHBIM,. (MeTon MeMGpanHoli
(rasTpauuy, I'd PO, O@(C.] 2.4.0003.15)

Ha xpomatorpamme HCIIBITYEMOrO PACTEOPA HOMKEBI
OTCYTCTBOBATh [IMKH MPHMe e, BPEMs yliepx HpaHms
KOTOPLIX MeHee BPEMEHH YHSPKUBAHUA MUKA 6&3."1!\21-
Mapkepa - uutoxpoma C, ufo MOATBEPKIaeT OTCYT-
cTBHE GenKos ¢ MONEKYIAPHPE Maccoii cabie 12300
Ha. (OKCKII03uOHHaSs B3XX, reo Pd,
O®C.1.2.1.2.0005.15)
B cooteercrBim ¢ TpeboBaHivu (AVZ1S). (T'd PO,
ODC.1.4.2.0008.18, crioco6 2) ‘

Conepwxanne BOAOPACTBOPUMETX MONMUTIENTHAOB RO
Pnaxone 107KHO GBITH OT 3|0 a0 7,0 Mr. (Crnexrpo-
oTomMeTpHueckuif)
Conepaanue KOPTEKCHHA BO|QMaKOHE JONAHO GbiTs
0T 8,5 50 11,5 mr. (Cnexmoc)ommerpmecmﬁ)
Ipenapar cunrator Guonoruuecky AKTHBHEIM, eCTH
HIT xaum Kopsr romorHoro MO3ra nocne Ky/nbTHBM-
POBAHUA C noGaBneHHeM 3koTpakta KOPTEKCHHA B
KOHUeHTpauuu 20 Hr/Mmr He Me€Hee, uem Ha 20 %
Gonsime MIT B KoHTpone. (Bud.torngecksii)

Baktepnansusie sngoTokc e Menee 35 ED/mr

N

AHOMATbHAS TOKCHYHOCTE (I'®d P, | Herokcuuen

CrepunbHocTs Crepunen

Baxcof\omonexynxpame Gesku CooTsercTBVeT

Onxoponkocts no3uposarms Cooteetcryer

AV =3335
5,22 Mr

Copepanne BOIOPACTBOPH-
MBIX NONMACNTHAOB

Konvuectsennoe OnpeneneHue 9,80 Mr

Buonoruaeckas aktupHOCTE Ha 25 % 6o1bime KOHTpoOIA

VYnakoska Ilo 22 Mr muodunuzata so ¢rarons u3 GecusetHoro | [To 22 Mr THOQHIH3ATA BO (hIAKOHDI
CTERIa BMECTHMOCTRIO S5 M7, YKYNOPeHHBIE MpoB- | u3 GecLBeTHOro crekia BMECTHMO-
KaMM PE3HHOBEIMH H 00KaTaHHEIe KOANaYKamu &I | CTBIO 5 M1, YKYNIOpeHHEIe npodxamu
MHHHEBLIMH C OTDPBIBHOM MIACTHKOBOM HAKMANKOH | Pe3HHOBBIMU 1 0GKa 1aHHBle Kosmay-
OPaHKEeBOro IBeTa. KaMH aTIOMHHMEBBIMH C OTPBIBHOJ
TIACTHKOBOH HAKMAAKOH opamme-
. BOTO LIBETA,

[lo 5 dnaxonos s KOHTYpPHYI0| sueHKoBY10 ynaxosky | [o 5 nakouos B KOHTYDHYIO sueii-
H3 TUICHKH NOMBUHUNXNOPHIHOH WK TOMHITUNCH- | KOBYIO YNAKOBKY M3 IUIEHKH no1u-
TepedranaTHoit u donbru AMOMHHHERO, ITHIeHTepedranaTHoll 1 donsru

| AIIOMUHHEBOH.
[Mo 2 xontypurte sueiikoprie YIIAKOBKM € MHCTpyk- | [To 2 KOHTYPHBI® A49eHK0Bhle yra-
UHeH 0 MpuMeHeHnIo B Na4Ky| U3 KapToHa. KOBKH ¢ MHCTPYKUMeH 1o npumene-

L HHIO B MAYKY M3 KapTOHA.
Mapkuposka ] llepeuunan ynakoska nexs PcTBeHHOro npena- | CooteercTByer

paTa

JHa ITHRe1ke akoHa yKaznl|zalor HaHMeHOBAHHe
AepAaTeNs perHCTPALHOHHOrO YAOCTOBepeHus, Top-
TOBOC HAHMEHOBAHME JeKaPCTBEHHOTO fpenapara,
NPEAYNPEAHTENEHY IO MapkHpoeky ®, nekapcTeen-
HYHO (hOpMy, KONHIECTRBO neficT BYIOILLEro BeLIeCTRA B
Mr, dapmakon, HOMED CePUH M {POK MOZHOCTH,

Cmp.2u33




Ha oTpelBHYK MIACTHKOBYI HAKNaAKy Konmadka
ATFOMHHHUEBOT0 HAHOCAT penbedHyio Haamucs «E-
PO®APM».

BropuuHas ynakoBka

‘Ha donsre amoMuHUeBOH YKA3BIBAKOT HAWMEHOBA-

HHE [ep#aTeNna PerHcTPalHOHHOM0 YIOCTOBEPEHHS,
TOProgoe HAUMEHOBAHME JIEKAPCTBEHHOIO Mpera-
para, npeaynpeadTeNsHYIo MapKUpoBky ®) nekap-
CTBEHHYIO (POPMY, KOTHYECTBO HEHCTBYIOILErO Be-
IHECTBA B MT.

Ha nauke ykaselRaloT HAHMEHOBAHHE, TOBAPHBIH
3HaK, anpec, TeneoH 1 (ake ASpHaTens perucTpa-
LHOHHOTO yAOCTOBEPEHHA, TOPTOBOE HAMMEHORAHHE
NEKapPCTBEHHOTO Npenapara, MPeIyIPeINTeNbHYIO
MapKHpoBKY ), IPYNNUpoBOYHOE HAMMEHOBAHHE,
JIEKAPCTBEHHYIO GOPMY, KOMHYECTRBO ACHCTBYIOIIETO
BELIECTBA B MT, KONHYECTBO GIIAKOHOB B Nayke, Co-
cTaB, «CTepPUABHOY, YCTOBHS XPAHEHHS, YCIIOBHS OT-
MycKa, «XpaHHTh B HEAOCTYITHOM INA IeTel MecTen,
HOMEp PerucTpalMoOHHOr0 YIOCTOBEPEHHS, ITPHXO-
BoH kon, dapmakon. Ilpudrom Bpaiing Ha nauky
HaHOCAT HHpopManmio «kopTekcun 10 mr». Ha nn-
HEBYIO CTOPOHY MauKK HAKNeHBAIOT roaorpaMmy.,
Ha nauky HaHOCAT ¢pencTBO HASHTH(HKALMH (IBYX-
MEPHBIH WITPHXOROIT KOM), M TEKCT, TyGnupyrommii
v opMaLHIo, 3aK0JUPOBAHHYIO B HEM (HOMEp Mpo-
W3BOJICTBEHHOM CEPHH, Jara UCTCYCHHSA CPOKa TOIHO-
CTH, HHOWBUAYANBHBIH CepHHHBIN HOMEp (NpH HanM-
YHH)).

MapkupoBKka TPaHCIOPTHOH Tapbl B COOTBETCTBHM ©
I'OCT 14192-96.

CooTeeTeTBYET

Ha nauky HaHeceHo cpencTso HIeH-
THOHKALME (ABYXMEPHBIH IITPHXO-
BOH KOA), H TekcT, AyGnupyrourwi
HHQOPMALMIO, 3aKOAHPOBAHHYIO B
HeM (HOMEp MPOM3BOILCTBEHHOH ce-
PHH, JaTa HCTEYSHMA CPOKa TOIHO-
CTH, HWHIMBHIYANbHBIH CepHHHBIN
HOMED).

XpaHeHHe

B 3aIIMIEHHOM OT CBETa MECTE [IpH TeMiepatype He Bhiwe 25 °C.

CpoK rofHoCcTH

3 roma

3AKJIFOYEHHE OKK: Jlexkapcrsenstii npenapar KOPTEKCHH®, nHodWIH3AT 1St MIPATOTOBNEHUS pacTBOPA NS BHYT-
PHMBIILEYHOTO BBEACHHA, 10 mr cepus 790422 cooTeercTBYeT TpeGOBAHHSM HOPMATHRHOTO HOKYMeHTa P NO03862/02-
180918, u3m. Ne 1 o1 21.08.2019 ., w3m. Ne 2 ot 02.06.2021 r., mam. Ne 3 ot 03.12.2021 r.

Hauanesnuk OKK

JlaTa noanHcaHua; 21.04.?.022 T.

23008 © Cowypy

f"“ﬁO“ OTGEJ-C? 2
AT\ 1027810 8105 6 s

Oenaprament
no yn [‘ BNeHO

Cmp.3m 3







