P
‘71_:4/"4/_;

Pa3pemenue Ha BBITYCK
cepuH roTOBOH MPOIYKIHH

op
EPOD®APM

Ne 702-2021

3anonHsiemas Gopma

COII-0K-0164-018/05/3D1

Crp.1uzl

Toprosoe HaMMeHOBAHHE

| Koprexcun®

MeRIyHAPOIHOEe HENATEeHTOBAHHOE
HaHMeHOoBaHHe (IPYNNHPOBOYHOE HIIH
XMMHYECKOE)

[TonunenTAaasl KOPsl TOIOBHOTO MO3ra CKOTa

Jlexapcreenras gopma

nHoMIH3AT 1A TIPHTOTOBIEHHS —pacTBopa  JUld
BHYTPUMBILIEYHOTO BBEICHUS

Jo3upoBka

5wMr

Pdopma BLITYCKA

mmoduIM3aT IS  TPUrOTOBJICHMS  pacTBopa UM
BHYTPHUMBIIIEYHOTO BBEICHH, 5 MI (drrakon) 11 Mr x
10 (mauxa KapTOHHAs)

npousBoaMTEeNs (¢ yKazaHneM craguu
NpOH3BOICTEA)

Homep cepun (mapTuH) 190821

O6bem cepuH (MAPTHH) 18 429 ym.

JlaTa NpoU3BOACTBA 05.08.2021 r.

[oxeH /10 31.07.2024 .

HaumenoBanue U anpec | [Tpousseneno: 000 «TEPO®APM», Poccusi, 142279,

MockoBekas 0611, ropoackoit okpyr Cepryxos, paboumi
nocenok OBonenck, repputopus «Keapraa A», cTp. 3
Vnakosano: 000 «EPODAPM», Poccwus, 142279,
MockoBckast 0611., ropockoit okpyr Cepmyxos, pabouui
nocenok OBoneHck, TeppuTopus «KsapTan Ay, CTp. 5

BalmycKaromui KOHTPOTb KauyecTBa: 000
«TEPODAPMy, Poccusa, 142279, MockoBekas ob.,
roposckoii  okpyr  Cepryxos, paGounii  nocenoK

O6onenck, Tepputopus «Kpapram A», CTp. 5; ctp. 4,
xopn. 82

Homep ¥ 1aTa PerHCTPALHMOHHOT0
Y0CTOBEPEHAS

JICP-003190/09 ot 27.04.2009 r (sara BHECCHMs
mamenennit B PY 03.06.2021 1)

Homep HOpMATHBHOMH JOKYMEHTALHH

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

HauvenoBaHue H aApec aepyRaTelis
perHeTPAHOHHOIO YI0CTOBEPEHHS

000 «EPO®APM», anpec: Poccus, 191119,
r. Canxr-TletepBypr, yi1. 3Benuroposckas, 1. 9

HacToAIMM TOATBEPAAKD, 4TO MPHBEISHHAS BRI HHGopMaLns ABASTCA IOCTOBEpHOH ¥ ToUHON. [laHHas

cepus NPOXYKIMA MPOH3BENEHA H

npoBepeHa COornacHo Tpeﬁonammm JTHIEH3KW Ha TIPOU3BOACTBO, PETHCTPALIHOHHOTO

pocse  [Tpasui HamIeRaleH MPOK3BOACTBEHHOH MPaKTHKH. 3amvcH NIC TIPOM3BOICTBY, YIAKOBKE M KOHTPOJTO KadeCTsa
MPOBEPEHD] H YOTAHOBIEHO HX COOTBETCTBHC rpefosanuam [1paBun HalcKa meit MPOK3BOACTBEHHOM NPaKTHKH. JanHad

Cepws TTPOIYKLHH:
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28.09.2021r
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Kpuanueckuit agpec: 191119, Cankr-Tetepbypr, yn. 38eRuropoackas, 9
NoutoBbii agpec: 191144, Cankr-MerepBypr, ferrapHeii nepeynok, 116, BY «Hesckan Patyway

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

AHAJTUTUYECKUHA ITACIIOPT Ne 97

Poccusn

KOPTEKCHH?®, nuodmauiat Ans NPUToTORIEHHS PACTBOPA I8 BHYTPHMBILICYHOI0 BBEIEHHS, 5 M

CrpaHa-npou3BOIHTENb:
HoMmep perncTpalHoHHOro
YAOCTOBEPEHHA:

JI03MpPOBKA/aKTHBHOCTE:
JlexkapcTeeHHaa dopma:

Pamep H THI YIIAKOBKH!

Poccuiickan Pencpauns

JICP-003190/09 ot 27.04.2009 1.

(JaTa BHeceHNA H3MeHeHHil B DErHCTPALHOHHOE YI0CTOBEPEHHE JIeKaPCTBEH-
Horo npenapata 03.06.2021 r.)

Koprekcuna 5 mr

JIMO(HIIN3AT IS MPHIOTOBJIEHHS] PACTBOPA /ISl BHYTPHMbILLEYHOI0 BBe/e-
HUs

no 5 UIaKOHOB B KOHTYPHYK f4eiiKOBYI0 YIAKDBKY M3 IIeHKH NMOJHITHIICH-
TepeTanaTHOH N (ONLTH ANIOMHHHEBOI, 10 2 KOHTYPHbIE AIYelKoBbLIE yra-

Howmep cepuu:

Koauvectso YNMAKOBOK B CCPHH!

Jlata npoussoacTsa:
onen no:

[Tpou3BOANTEND 1EKAPCTBEHHOTO
CPEACTBA (Ha3sanue u Addpec npou3goo-

CMEEeHHOU RIOUAOKN):
[Tpou3BOACTBEHHAS NIIOWAAKA:
[NpousBoacTBEHHAR JTHLICHIUA!

3aKIMOYEHHE O COOTBETCTBHH MPOU3BO-
IHUTCIA JICKAPCTBEHHBIX CPEACTB Tpe-
Gosanram [MpaBu HaxmeKamed mpo-

W3BOACTBEHHON IPAKTHKH:

KoHTpone npoBeneH Ha COOTBETCTBHE!

KOBKH C IIHCTP}'KHHEﬁ Mo NPHMEHCHHKD B NMAaYKY H3 KapTOHA

190821

18 474 ynak.
05.08.2021 r.
31.07.2024 r.

000 «I'EPO®APM», 142279, Mockosekas oba., ropoackoit okpyr Cepny-

000 «'EPO®APM»
Ne 00107-JIC o 04 geppann 2021 rona

x0B, padouuii nocenok Odonenck, Teppuropun «Ksaprana A», cTpoenue 5

Ne GMP/EAEU/RU/00056-2021 ot 3 asrycra 2021 .,
Ne GMP/EAEU/RU/00057-2021 ot 3 aBryera 2021 r.,
Ne GMP/EAEU/RU/00060-2021 ot 4 aBrycra 2021 1., BbuzanHbie MuHucTep-

CTBOM MPOMBIIJIEHHOCTH W Toprosau Poccniickoii ®encpaunu. [eiicTei-

TeJibHbI 10 31 sinBapa 2024 r.
JICP-003190/09-240918, w3m. Ne 1 o1 22.09.2020 1.

HaumenoBanue nokaszaresei

TpeGoBauus HOPMATHBHON JOKYMEHTALHH

PCJ)’H bTAThl HCIBITAHHI

Onucanue

JTnopuamsuposanHelit NMOPOLIOK MM MopucTas macca Genoro unm
6enoro ¢ #enToBaTEIM 0TTeHKOM UBeTa. (BHayanbHblH)

JInodunusuporanueii  nopo-
wok Genoro usera

[ToanuHHOCTB:
A. IMenTuant

b. Apomamqecme AMHHOKHCIOTEL

B. Muups

OxpaluKpaHKe pacTsopa Ipernapara B CHHe-PHONeTORLI LBET B NpH-
CYTCTRHM OMYPETOROIO PeakTHERA.

Y®-crekTp norioweHns pacTBoOpa npenapara 8 o61act JIHH BOJH
o1 250 1o 300 HM DOTKEH HMEThL MakcHMyM npH (275 £ 6) um. (Crnek-
TpodoTOMeTpHYECKHI)

CooTHOLEHHE ONMTHYecKHX TnoTHOCTeR Dz7s/Daso MomiHO GaiTh He
MmeHee 1,0, (CnexrpodoToMeTpHiecKmif)

Ha xpomarorpamme HCIBITYEMOrO Npenaparta JOMKHO MNOSBHTHCS
nsTHO Ha ypoeHe nsTHa pacteopa COBC ranuuHa. (TCX)

IMoatpepxaena

A max = 274,65 um

1,24

CoorgrercTiyer

Bpemsa pacTBopeHns

Conepwumoe rakoHa LOMKHO PACTBOPATHCS MPH BCTPAXHBAHHH B
12 Mn Boasl And unbekuni, 0,9 % pactsopa Harpua xnopuaa, 0,5 %
pacTsopa npokanHa B TedeHue He Gonee | Mun, (BusyansHelid, xpo-
HOMETPHYECKHHA)

Menee | mun.

TTpo3padHOCTh PACTROPE

Homwen 6brte npospaunsm. (FP PO, OBC.1.2.1.0007.15 «[lpo-
3pavHOCTD H CTEMEHb MYTHOCTH KHUIKOCTEN)

[po3pasien

L{BeTHOCTE pacTBOpa

Okpacka HCMBITYEMOrD PACTBOPA He J0MKHA MPeBRILATE 3Tan0H Ya.
(TO PO, ODC.1.2.1.0006.15 «Creneus OKpackn ®UIAKOCTeH», Me-
TO1 2)

Belaepikupaer

pH pactBopa

Or 5,0 no 6,6 (pacTBOp, MPHIOTOBNEHHBIA ANA HembITasus Ha «IIpo-
3pavHocTh pacTBopayr). (I'd Pd, ODC.1.2.1.0004.15 «Houomerpus»
NOTCHUNOMETPHYECKOE OTIpeaeneHue)

6,26

IMToTeps B Macce MPH BHICYILNBA-
HHH

He 6onee 10 %. (T® P, ODC.1.2.1.0010.15 «TToteps B Macce npu
REICYIUHRAHMH Y, criocod 1)

5,39 %

MexaHHUCCKHE BKITIOUEHHS
- BHIHMBIC

JlonAcH BRICP#HBATE TPEGOBAHHA ANA MPENAPATOB, NMPEHAIRAYCH-
HBIX [ULE BHYTpUMBILEedHOT0 RReAeHus, ('O PO, OOC.1.4.2.0005.15
«BHIAMBIE MeXaHHYECKHE BKIHQYEHHS B JISKAPCTBEHHLIX (hopMax
IS TAPEHTEPATBHOTO NMPHMEHEHHA 1 MIA3HEIX TeKapCTREHHRIX (op-
Max»)

Brinepkupact

Ctp. t u33




- HeBHIHMBIC |

B onnom dnaxone:

* CPEAHEE THCNO YacTuL pasmepom 10 mim u Gonee - e NpeBeILAeT
6000;

= CPEAHEE YMCIO YacTHL PasMepoM 25 MkM 1 Gonee - pe NpeBhlmaet
600.

(ch'mo-qaommcrpﬂqecmﬂ, T'd PO, ODC.1.4.2.0006.15 «HeByau-
MbI& MCXaHHYECKHE BRMIOYEHHS B EKAPCTBEHHEIX (opMax ans na-
PEHTepaNLHOro NpHMEHEHUR Y, MeToa 1)

@

Muporenuocts |

Hosmxen Ghirs altiporentsiM, (I'd Pd, OBC, | -2.4,0005,15)

AHOMankHas TOKCHYHOCTE

Homken Grrry HETOKCHUHEM, (I'D P, 00C.1.2.4.0004.15 «Ano-
MaJIBHAT TOKCHYHOCTS»)

CTOKCHYEH

Crepunsnocts |
i

Homxen 6y CTEPHIbHEIM. (Metos MemBpanmoR dunsrpausy, ['d
P®, O®C.1.2.4.0003.15 ((CTCpHJIBHOC’I‘B»)

(9] jasd oS

TepHICH

Bmcoxomonc:cympwe Genn

Ha xpomarorpamme HCHLITYEMOTO PacTBOpa KoK HEL OTCYTCTBOBATS
MHKH TIpUMeced, Bpems yuepsusanms KOTOPBIX MEHee BpeMenu
YREPRKUBAHHUA NHKa Benka-mapkepa -

k03t dexTHBHAY HHIOKOCTHAS Xpomarorpadiusy).

Coorsercrayer

Ocraroynsie OpraHMycckue pac- | AueTona He Honee 0,3 %. (I'd P, O®C.1.2,1.2.0004.15 «T, asosas | 0,06 %
TBOPHTENH Xpomatorpagusy, ODC.1.1.0008.15 «Octarounsie opranmyeckye

: PAacTBOPHTE MM ).
OnHoponHocts JO3HPOBAHKS B cootsercremm o TpeboBaHnsIMu (AV<15). (To Pa, Coﬁmcrcrnycr

O®C.1.4.2.0008.15 «OnHOpOaHOCTL AO3HPOBAHHAY, criocal 2 AV =8 404

Counepxanne BOL0PACTBOPHMBbIX Conepxanue BOLOPACTBOPHMBIX  monunenTiiop BO  (aakoue 2,70 mr
MOJHNENTHAOR AONKHO ObrTs OT 1,5 10 3,5 mr. (Cnempod:o'rwerpu-aecnuﬂ) |
Konnyecrsennoe onpeneneque Coxnepxanne KOPTeKCHHA Bo duiakoHe 0o 6uiTe 01 4,25 1o 5,75(4,9] mr

M. (Cacngo@orouerpuqecmﬁ)

BHUJIOI'I'I‘{CCKHH ‘AKIHBHOCTEL

[penapar cyntaor Gronoruyecky aKTHUBHBIM, ecit MIT Tkany ro-
JIOBHOrO MO3ra nocre KYNLTHBHPOBAHHA ¢ noGasenyen AKCTpakTa
KOpTEeKCHHA B KoHUeNTpauuu 20 HI/MR, He Menee wem pa 20 %
Gonsie U] » KOHTpone, (Buonom‘{ecxnﬁ)

Ha 27 % Gonzwe KOHTpong
|

Ynaxoska

Tlo 11 mr Ho(unuzara so thnaxoHs! 43 Gecuserrorg CTCiNa BMECTH-
MOCTBIO 3 M1, ykynopennpie NPOOKAMH PE3HHOBRIMY 1 obkaranHble
KO/NaYKkaMK amoMHHHEBbIMY ¢ OTPLIBHOH MnactukoBol Haknankoit
OpaH}kKeBoro Lpera,

Ilo 5 dnakouos s KOHTYpHYIO A4eKkopyio YIIBKOBKY H3 nAeHKH mo-

NHBHHHIXNOPUAHOH My nonuaTHNEenTepedTanaTHOM 1 (onsru ano-
MHHHEBOM.

[To 2 KOHTYDHbIE f4cHKOBLIE ynakopky ¢ HHCTPYKUHEH no npumene-
HHIO B Na4Ky U3 kapToua,

Coorsercrayer

|
o § dnakouos n KOHTYpHY10
aueikoryio YNAKOBKY 3
NAeHkH NONHaTHAEHTepediTa-
1aTHOH u domnry aMoOMMHKHE-
BOH, |
Cootsercrayer

Mapkupopka

Hepsuunan ynaxosra NeRapensentozo npenapama
Ha stukerxe dnaxoma YKALIBUOT HAHMeHOBaHHE Aepwatens peru-
CTPALMOHHOr0  ynocToBepeys, TOProBoe HauMeHoBakue lexap-
CTBEHHOro0 npenapara, npeRynpenuTentHyo MapKkHpoBky ®, nexap-
CTBeRHyI0 hopmy, konnuecTso AeHersyiowero senecrpa g mr, «llng
Aereity, hapmaxoy, HOMEp CepuH 1 cpok roanocTH,

Ha orprmuyio TIACTHKOBYIO HAKAALKY Kommayia 2JTIOMUHHEROTO
HAHOCAT penbedHylo Hanmucy «IEPO®APM),

Bmopuunas ynaxoena

Ha donsre amomunueson YKA3LIBAIOT HAHMEHOBAHHE AepxaTens pe-
THCTPALMOHHOTO ynocTosepenus, TOProBOe HaUMEHOBaHMe nekap-
CTBEHHOIO Npenapara, NpeRynpeAUTENbHYIO Mapkuposky ®, «/ns
Aeteit, nexapcraennyio dopmy, konuyecrso AcHeTBYIOMErD Belye-
CTBa B Mr,

HYK MapKuporky ®, IPYnnuposoyHoe Ha¥MCHOBaHHe, JIeKapCTBeH-
KO/4ecTso aedictyiomero BellecTsa B Mr, Konuye-
CTBO (pnakoHos B natke, «[lns nerefty, coctas, «CrepunsHon, ycino-
BHS XpaHeHns, ycnonus oTmycka, «XpauuTs s HeRoCTynHOM ana ge-

rpammy,

Ha nauxy wanocsr CPEACTBO HACHTHDHKALMH (aByxMepHBbI LITpH-
X0BOH xon), u Teker, AyGnupyroumi HHOOpMaLuzo, 38KOHPOBAH-~
HY10 B HEM (HOMB}) ﬂpOHSBO,lICTBEHHOH ccpuu, JATa HCTCYEHHS Cpoka
TONHOCTH, HHAMBUAYANLHbIH CepHEHBIA Homep (npu HATHYHH)),
Mapkuponka TPaHCNOPTHOH Tapk & cooTsercTsnM ¢ FOCT 14]92-

Coorsercrayer

Cootsererayer

Crp.2u33



1 | 96, [

XpaHeHHE B 3amnuienHoM 0T cBeTa MecTe pH TeMneparype He sbiwe 25 °C,
CpoK rofiHocTH 3 rona

3AKJIFOUEHHUE OKK: JlekapcTeennmiii npenapar KOPTEKCHH?, JTHODHIH3AT JUTA IPUTOTOBIIEHNS PACTBOPA [UIS BHYT-

pUMbILLIEYHOTO BB&HGHH"JtMmﬁggf 190821 coorsercTyer TpeGoBaHMAM HOpMaTHBHOrO mokymeHta JICP-003190/09-
240918, m3m. Ne | 029%3&9 - BT 0
&
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Havaneauk OKK

4 LY

30,

o
[
1

Jara nognucanu




