COOTBETCTEYET 2KCNEPTHOMY OTYETY
or 13.11.2025 N2 2 0
nHCTRYKLp 1 OCNEDOBATENEHOCTE 0004)

MO MEANIIMHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOI'O ITPEITAPATA
Penodpeiin® CM

PerncrpannonHblii HOMep:

Toprosoe HanMeHnoBaHue npenapara: Peno6peiin® CM

I'pynnupoBo4yHoe HaMMeHOBaHHe: IOJUIIENTH/IbI KOPBI FOJIOBHOI'O MO3Ia CKOTa
JlekapcTBenHas ¢opma: nuoduinzar uis NPUTOTOBIECHUS pacTBOpa Ul BHYTPUMBILLIEUHOTO
BBEJICHUS

Cocras

1 ¢nakon npenapara® comepxut:

Heticmgylowee  6ewjecmgo.  KOMIUIEKC — BOJOPACTBOPUMBIX  IOJMIENTUIHBIX  (pakuuit
¢ MOJIeKyJIsspHOii Maccoii He 6omee 10 000 [Ja — 10 mr

Bcnomoecamenvnoe sewgecmso: rmunuH — 12 Mmr.

L s npouseodcmea npenapama ucnonb3yiom cy6Ccmanyuio, NOAYYAEMYIO U3 Colpbs HCUEOMHO20 NPOUCXOHCOCHUS —
KOPbl 2008HO20 MO32a KPYNHO20 pO2Amo20 CKOma.

Onucanue

Jluoghunuzam

JlnopunuszupoBanHas Macca B BuA€ TaONETKH, LeNbHAs, 4YaCTUYHO WIM IOJHOCTHIO
packpoleHHas1, 0e10ro UM 0enoro ¢ KeaToBaThIM OTTEHKOM I[BETA.

Boccmanosnennviii pacmeop

[Tpo3paunblii O€CLBETHBIN UITH JKEATOBATOTO 1IBETA PACTBOP.

dapmakoTepaneBTH4YeCKasd TIPYyNNa: I[CUXOAHAJIENTHUKU; ICUXOCTUMYJISATOPBI, CPENCTBA,
OpUMEHsIeMble TMPH CUHApPOME Je(pUIMTa BHUMAHUS C TUIEPAKTUBHOCTbIO, U HOOTPOIHBIE
IIpenaparsl; Apyrue ICUXOCTUMYIISITOPEI U HOOTPOIIHBIE IPENapaThl

Koa ATX: NO6BX

DapMaKoJIOrHYecKue CBOMCTBA

®apMakoAHHAMHKA

[penapar PenoOpeitn® CM comepKUT KOMILIEKC HHM3KOMOJIEKYIAPHBIX BOAOPACTBOPHMABIX
NOJUNENTUAHbIX  (pakuuii, NPOHUKAIOIIUX Yepe3  remaTosHuedanuueckuii  OGapbep
HEMOCPEJCTBEHHO K HEPBHBIM KieTkaM. Ilpenapar PenoGpeiin® CM oka3blBaeT HOOTPOIHOE,
HEHpONPOTEKTOPHOE, aHTHOKCUIAHTHOE U TKaHecnenuduyeckoe eiicTpue.

Hoomponnoe — ynydmaer Bbiciine (yHKIIMHM TOJIOBHOTO MO3Ta, POIlecChl 00yUYeHHs U MaMATH,

KOHICHTPAIIUO BHUMAHUAA, YCTOI>'I‘II/IBOCTB IIpHU pas3IMYHBIX CTPECCOBBIX BOS}ICfICTBI/IfIX.
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HEHpOTOKCHUECKUMH (hakTopamH (TIyTamar, HOHBI KaJIbIUsl, CBOOOIHBIC PAIUKAIIbI), yMEHBIIIAET
TOKCHYECKHE I(P(PEKThI ICUXOTPOITHBIX BEUIECTB.

Aumuoxcuoanmnoe — MHTUOMPYET NEPEKHCHOE OKUCIICHHE JIMIUAOB B HEHpOHaX, MOBBIIIACT
BBDKMBAEMOCTh HEMPOHOB B YCIOBUSX OKCUIATUBHOIO CTPECCa U TUIIOKCUH.
Trxanecneyuguyeckoe — akTUBUPYET META0OIM3M HEHPOHOB LIEHTPAIBHOW M HepupeprudecKoit
HEPBHOM CHCTEMBI, pENapaTUBHBIC IPOLECCHI, CIOCOOCTBYET YIYYIIEHUIO (DYHKIHA KOpBI
TOJIOBHOT'O MO3ra U 00OIIEro TOHYyCca HEPBHOW CUCTEMBI.

MexaHu3M JIeiicTBUS JIeKapCTBEHHOro ImpenapaTta PenoOpeitn® CM 00ycIoBieH aKTHBaIuei
NEeNTU0B HEHPOHOB U HeWpoTpopuueckux (akTopoB Mo3ra; OnNTUMH3anued Oananca
MeTaboiau3Ma BO30YXKIAIONIMX ©  TOPMO3HBIX aMHHOKHUCIOT, J0(aMuHA, CEpPOTOHHHA;
['AMKepruueckuMm BO3JCHCTBHEM; CHI)KEHHEM YPOBHS MapOKCHU3MAalbHOM CyJIOpOXKHOMN
AKTUBHOCTH MO3ra, CIOCOOHOCTBIO  yIydllaThb €ro OHO3JEKTPUYECKYI0 aKTUBHOCTH;
IpeOTBpalIEHHEM 00pa30BaHUsl CBOOOJHBIX PaJAMKAIOB (IIPOIYKTOB MEPEKHUCHOI'O OKHCIICHUS
JIUTIU]IOB).

DapMaKOKHMHETHKA

Cocras npenapara Peno6peiin® CM, neiicTByoliee BEIECTBO KOTOPOTO ABJIAETCS KOMILIEKCOM
BOJIOPACTBOPUMBIX TOJMIIENTHIHBIX (ppakiuii ¢ MonekyssipHoi Mmaccoit He Oomee 10 000 a,
HE MO3BOJISIET MMPOBECTH OOBIYHBIN (hapMaKOKMHETUYECKUI aHATTU3 OTACIBHBIX KOMIIOHEHTOB.
IToxka3zaHusi K IPUMEHEHU IO

B komIutekcHOM Tepanuy HapyIIeHUH MO3TOBOI0 KpOBOOOpAILlEH!S, YEPETHO-MO3TOBON TPaBMBI
U €€ TOCIeACTBUM, »dHuedamonatuii pa3Iu4yHOro TeHe3a, KOTHUTUBHBIX HapylIeHUH
(paccTpoiicTBa mNaMATH W MBIIUIEHHS), OCTPBIX M XPOHUYECKHX OHHIEPAIUTOB U
3HIIe()aTOMHUETTUTOB, AMUJICTICUU, ACTEHUYECKUX COCTOSHUMN (HaJCerMEeHTapHble BEereTaTUBHBIC
paccTpoiicTBa), CHUKEHHOM CIIOCOOHOCTH K 00yU€HHIO, 3a/1€pP’KKU ICUXOMOTOPHOT'O U PEYEBOTO
pa3BUTHS y JIeTeH, pa3IUUHbIX (HOPM JETCKOTro LepedpanbHOro napainya.

IIpoTruBonokaszanus

NuauBuayanbHas HEEPEHOCUMOCTD IIpernapara.

IIpumenenne npu 0epeMEHHOCTH M B MIEPHO/ TPYIHOI0 BCKAPMJINBAHUS

[Ipenapar nmpoTHUBOMOKAa3aH MpU OEPEeMEHHOCTH (M3-32 OTCYTCTBUS JAHHBIX KIMHUYECKHUX
uccienoanuif). [lpm HE0OOXOAMMOCTH Ha3HA4YeHHs IMpernapaTa B IEPUOJ JIAKTALUU CIIEAYEeT
IPEeKpaTUTh TPYJHOE BCKapMIIMBAaHUE (M3-32 OTCYTCTBUS TaHHBIX KIIMHUUYECKUX UCCIIETOBAHMN).
Cnocod npuMeHeHus U 103bl

[penapat Peno6peitn® CM BBOAAT BHYTPHMBIIIEYHO.



COOTBETCTBYET ZKCNEPTHOMY OTHETY
ot 13.11.2025 N= 28288

Cogepxumoe ¢riakoHa nepe]] UHbEeKIUEH pacTBOPSIOT B 'ﬂ é 1;4'& %% “’/E pa-rcggu:plz_il 1po I/I:Ha '}mmﬂ

s uabekuuid wim 0,9 % pactBopa HaTpus xyopuaa (HampaBiss UITy K CTEHKE (IiakoHa
BO n30exaHue MmeHooOpa3oBaHUs) U BBOAAT OJHOKPATHO €XKETHEBHO: B3POCIBIM B j03¢ 10 mr
JICUCTBYIOIIETO BemecTBa B TeueHue 10 mHelt; getssM npu Macce tena a0 20 kr B g03e
0,5 Mr meicTBYIOIIETO BEIIECTBA/KT, ¢ Maccor Tena Oosee 20 kr B go3e 10 Mr meicTByrOIIero
BelecTBa B TeueHue 10 queit.

[Tpr HEOOXOIMMOCTH MTPOBOASAT MOBTOPHBIN KypC uepe3 3—6 MecsIeB.

[Tpu nonymapHOM HIIEMUYECKOM HHCYJIBTE B OCTPOM U paHHEM BOCCTAHOBUTEILHOM MEPUOIAX —
B3pociibIM B 03¢ 10 Mr geiicTByrolero BemiecTsa 2 paza B CyTKH (YTPOM U THEM) B TEUEHHUE
10 nHei, ¢ mMOBTOPHBIM KypcoM uepe3 10 gHeid.

Bo3mo:kHbIe HexKelaTeIbHbIe PeakInu

Crnenyrolue HexelaTelbHble PeaklUy MepevyuciIeHbl B COOTBETCTBUU C CHUCTEMHO-OpraHHOU
KJaccuguKanmei, B mopsake yObIBaHUS 4acTOTHI BO3HUKHOBEHUS: OueHb 4yacTo (>1/10), wacto
(>1/100, HO <1/10), HEwacTo (>1/1000, HO <1/100), peaxo (>1/10000, Ho <1/1000), o4eHb peaKO
(<1/10000).

CO CTOPOHBI

HMMYHHOﬁ CHUCTCMbI

CucremnHo-opranHas | OueHb Yacro | Hewactro | Penxo Ouensb penko
KJaccupuKanus 4acTo
Hapymenns AHapuUIaKTUYECKUHN 10K,

runepayBCTBUTCIIBHOCTD

K [Ipernapary

Hapymenns

CO CTOPOHBI KOXHU U

AHTMOHEBPOTHUYECKUN

OTEK, IpUTEMA,

paccTpoicTBa U
HapylIEeHUs B MECTE

BBCACHUA

MOJIKO>KHOM KpanuBHHULIA, CHIMb, 3y,
KJIETYaTKH JIepMaTUT aJlJIepruyecKuii
Ob6mmue ['unepemus B mecte

BBCACHUS, TUIICPTCPMHU,

acTeHus, 03HOO

Hapymenns
CO CTOPOHBI

HepBHOﬁ CUCTCMBI

ITcuxomoTopHOE
BO30YX/ICHUE, HAPYIICHHE
KOOpJMHAIINH JTBUKCHHH,
roJIOBHAst 0OJIb,
TOJIOBOKPYKCHHE,

COHJIIHUBOCTB, THIICCTC3UA
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—FPaxikapiitsr (yhennicne

Hapymenus [TOCT
CO CTOPOHBI cepaLa 9aCTOTHI CEPIICUHBIX
COKpAILEHUI ), apUTMHUS

Hapymenus OurynieHue TpeBory,
TICUXHUKHU OeccoHHUIIA
JIaboparopHbie 1 [ToBbimeHwe
UHCTPYMEHTAJIbHbIE apTepHaIbHOTO J1aBJICHUS
JaHHbIE

Ilepeno3upoBka

CaejieHnit 0 mepeo3upoBKe npenaparoM Perobpeitn® CM Her.

B3aumopneiicTBHe ¢ APYrMMH J1eKaAPCTBEHHbIMH IIpenapaTaMu

[IpMeHeHre MECTHOrO aHEeCTETUKA JIMJOKauHA B Ka4€CTBE PAaCTBOPUTEINS AJIs IPUTOTOBIICHUS
pacTBopa y JE€Tel acCOLMUPOBAHO C YBEJIMYEHHEM TSKECTH IPOSIBICHUN HEXKeIaTelIbHbIX
PEaKIyii, B CBSI3U C YEM €ro MPUMEHEHHUE HEe peKOMeHyeTcs (cM. pa3aen «OcoOble yKa3aHusm ).
Oco0ble yka3anus

Ucnons3yiite npenapar Peno6peiin® CM ToNbKO 10 Ha3HAYEHHIO Bpaya!

[Tpu ucnonwszoBanuu 0,5 % pacTBOopa mpokamHa B KayeCTBE pPACTBOPUTENS s Ipernapara
Peno6peiin® CM cremyeT mpuaepKuBaThcs HH(OOPMAIUH O IIPOTHBOMNOKA3aHMAX, Mepax
MPEIOCTOPOKHOCTU U BO3PACTHBIX OIPAHUYCHHSIX, U3TI0KEHHOM B MHCTPYKIIUHU IO IPUMEHEHHIO
MPOKauHa.

[IpMeHeHre MEeCTHOr0 aHeCTEeTUKA JIMJOKauHAa B Ka4eCTBE PAacTBOPUTEINS AJIs MPUTOTOBIICHUS
pacTtBopa npenapara Peno6peitn® CM He peKkoMeHTyeTcs.

daKkoH ¢ PacTBOPEHHBIM TpenapaToM Penobpeiin® CM Hesb3s XpaHUTh U UCMONb30BaTh T10CTIE
XpaHEeHHUS.

PactBop npenapata PenoOpeitn® CM He peKoMeHIyeTcsl CMEIHBATh C APYTHMHU PACTBOPAMH.
OcobenHocty feiicTBus npenapara Peno6peiin® CM 1py nepBoM IpHEMe UM TIPH €ro OTMEHE
OTCYTCTBYIOT.

B cmydae mponycka HMHBEKIMM HE PEKOMEHIYETCs BBOAWUTH JIBOMHYIO 103y, a IIPOBECTH
CJIETYIOIIYIO0 HHBEKIUIO KaK OOBIYHO B HAMEUEHHBIH J1€Hb.

CrneunanbHble MEpbl MPEAOCTOPOKHOCTH TMPU YHUUTOKEHHHM HEHCIIOJIb30BAaHHOIO Ipemnapara
Peno6peitn® CM He TpebyroTcs.

BinsiHue HA cOCOOHOCTH YNPABJSITH TPAHCIIOPTHBIMH CPEACTBAMH, MeXaHU3MaMH

B ciygae BO3HMKHOBEHHS CHMITOMOB BO30YKTarOIIETo AeHCTBUA (cM. pazaen «Bo3moxHbie

HEXeNaTeNIbHBIE PEaKlUW») TpernaparT MOXET OKa3blBaTh BIMSHHE Ha CIOCOOHOCTh K

4
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KOHIICHTPALlMM BHUMAHUS M OBICTPOTHI ICHXOMOTOPHBIX peakluii (yIpaBieHne TPAaHCTIOPTHBIMU
CpelCTBaMu, padoTa ¢ IBUKYIIMMUCSA MEXaHU3MaMHU, padoTa JUCIIETUEpa, OepaTopa).

®opma BBINLYCKA

JInodunuzar A1 NPUrOTOBJIEHUS pacTBOPA AJIsl BHYTPUMBIILIEYHOT0 BBeAeHMsI, 10 Mr.

[Io 10 mr peiicTByromero BemecTBa BO (DIIAKOHBI CTEKJISIHHBIC, YKYIOPEHHBIE IMPOOKaMH
PE3MHOBBIMH MEAMLIMHCKUMH, OOKaTaHHBbIC KOJIMAYKaMU AJTIOMUHUEBBIMH WM 0OXarble
KOJIIIauKaMl KOMOMHUPOBAaHHBIMU U3 ATFOMHHUS C I1JIJACTMACCOBOM KPBILIKOM.

[To 5 ¢pnakoHOB B KOHTYpHYIO SYEHKOBYIO YNAKOBKY M3 IJICHKH ITOJMBUHWIXJIOPUIHON WIIH
HOJMATUIICHTepeTaTaTHOM.

[To 1 man 2 KOHTypHBIE SYEHKOBBIE YNAKOBKM BMECTE C MHCTPYKIHUEH MO MEAUIIMHCKOMY
IPUMEHEHHUIO IIperapara B ayKky U3 KapTOHA.

YciaoBus xpanenust

ITpu Tremneparype He Boie 25 °C.

XpaHUTb B HEJOCTYITHOM IS IETEH MecTe.

Cpoxk rognocru

3 rona.

He npumeHATh 110 HCTEYEHUH CPOKa FOJTHOCTH.

YcaoBust ornycka

OTmycKaroT 1o peLenty.

IIpousBoauTenn

000 «Camcou-Meny, Poccus,

r. CankT-IletepOypr, MockoBckoe mocce, A. 13, mutep BA;

r. Cankr-IlerepOypr, MockoBckoe mocce, a. 13, nurep BU;

r. Cankr-IlerepOypr, MockoBckoe mocce, a. 13, nurep BJL

Jlep:kaTeib periCTPAHOHHOTO Y10CTOBEPeHHUsl / OpraHu3anusi, IPpUHUMAOIIAS IPEeTEeH3HH
norpeduTes

000 «Camcon-Men», Poccus,

196158, r. Cankt-IletepOypr, MockoBckoe mocce, a. 13,

tex. 8 800 1000 554, daxc 8 812 7024 592.



