COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 09.10.2025 N= 25414

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Hunepromuu Kanon, 5 mr, TablIeTKH, MOKPBITHIE INICHOYHOU 000I0YKOMA
Hunepronun Kanon, 10 Mr, TabineTku, MOKPHITHIC IJICHOYHONH 0007I0YKON

Hunepronun Kanon, 30 Mr, TabineTkH, MOKPHITHIC IIJICHOYHONH 000710YKOH

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelcTByrolee BENIECTBO. HULIEPTOJIUH.

Hunepronua Kanos, 5 mr, TaGJ’IeTKI/I, IMOKPBITHIC TNICHOYHOM 000JI0YKOH

Kaxxnas Tabnerka cCoiepKuT 5 Mr HUIIEPToJIMHa.

Huneproanu Kanon, 10 mr, TabJeTKHU, HOKPBITHIE ITIEHOYHOW 000JI0UYKOM

Kaxxnas Tabnerka conepxut 10 Mr HULIEproiavHa.

Hunepronug Kanod, 30 mr, Ta0JIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKON

Kaxxnas Tabnerka conepxkut 30 MI HUIIEPTOJIMHA.
BcenomorarenbHbie BelecTBa, HAIMUYKME KOTOPHIX HAI0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Kpacutens conneunsiii 3akat xentbiii (E110) (cm. pazgen 4.4).

ITomHpIit MEPCUCHb BCIIOMOI'aTCJIbHBIX BCIICCTB IIPUBEACH B pa3ICiic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, NOKPHITHIE MJIEHOYHOW 000I0UYKOM.

Huneproanua Kanon, 5 mr, TabIeTKH, MOKPBITHIE INIEHOYHOM 000JI0UKOMI

TabneTku KpYIJIBIC ABOAKOBBIITYKIIBIC, ITOKPBITHIC IJICHOYHOH O00O0JIOYKOM OEJIOro WM IOYTH
Oenoro uBeta. Ha TMOINIEPCUIHOM pa3pe3C MOYTU 0CJIOro M KEITOBATO-0CI0r0 OBCTA.

Huneproanua Kanon, 10 mr, Ta0IeTKH, HOKPBITHIE INIEHOYHOU 000JI0UYKON

TabneTku Kpyrible IBOSKOBBITYKIIbIE, TOKPHIThIE INIEHOYHOM 000JI0UKON CBETIIO-XKENITOTO 1IBETA.
Ha nmonepeunom paspese mouT 6e10ro WM KeaToBaTo-0eI0ro IBETA.

Hunepronua Kanon, 30 mr, Ta6HeTKI/I, MOKPBITHIEC INICHOYHOMN 000J1049KOM

TabneTku KpyrJible IBOSKOBBINYKIIbIE, TOKPBITHIE MIIECHOYHONW 000JI0UKONH KOPHUUHEBATO-KEITOTO

nBera. Ha morepedHom paspese mouTH 0eioro HilH jKeNTOBaTo-0eIoro mBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

JlekapcTBennblii mnpenapar Hunepronmn KaHOH mMokazaH K MOPUMEHEHUIO IO CIIEIYIOIIUM
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MOKa3aHUSIM y B3POCJIbIX B BO3pacTe oT 18 ner:

CumnromaTuueckas Tepanus KOTHUTHBHBIX HApyIIEHUH, B TOM YHUCIE JEMEHLUH, IpU
XPOHMYECKHX HEpeOpOBACKYIAPHBIX M OPraHMYECKHMX MOPAKEHHUSAX TOJOBHOTO MO3ra,
CONPOBOXKAAIOUIUXCS CHIDKEHUEM NaMsATH, KOHUEHTPAUMd BHUMAHMS, MBILUIEHUS, aKTUBHOCTH,
MOBBIIIEHHONW YTOMJIIEMOCTBIO, SMOLMOHAIBHBIMH PACCTPOMCTBAMU.

Ilpumeuanue: mepea HAYaJOM JIEYCHUS HHUIEPTOJIMHOM HEOOXOIUMO YIIOCTOBEPUTHCS, HYTO
JAHHbIE CHMIITOMBI HE SIBIIIIOTCS TPOSIBICHHEM JpYroro 3a0ojeBaHus (KaKk Harpumep,
BHYTpEHHUX O0JIe3HEH, MCUXUATPUUECKUX WIIM HEBPOJIOTUYECKUX 3a00JIeBaHM) U HE TPeOyIOT

cnenupuyecKoil Tepanuu.

4.2. PexxuMm 103MpoOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM J103upoBaHus

PexomenmoBanHas CyTO4HHas 14034 COCTaBJIACT 30—-60 Mr HHULICProJiInHa B 3aBHCUMOCTU OT
TSAKECTU CUMIITOMOB U UHAUBUAYAJIBHOI'O OTBETA HA JICHCHUC Y MMALIUCHTA.

Oco0bIe T'PYIHIIBI NAIIMCHTOB

Jluya noowcunoco 6o3pacma (cmapuie 65 nem)
CornacHo pe3ynbraTaMm (papMaKOKHHETUIECKUX HCCIISIOBAHUHN U NCCIIEI0OBAHUI IIEPEHOCUMOCTH,
JUISL ATOM KaTeropuy NMalMeHTOB He TpeOyeTcss KOPPEKTUPOBKA JJO3bI.
Tayuenmsi ¢ noueunoli HeOOCMaMmMoOYHOCMbIO
[TockonbKy BhIBEIEHNE Yepe3 MOUKH SIBIISIETCSI OCHOBHBIM ITyTE€M BBIBEICHMSI HULIEPTOJIMHA U €r0
MeTaboINTOB, MAllMEHTaM C HapyllleHueM (yHKIUU OYEK PEKOMEHyeTCsl IPUMEHSTh IpenapaT
B 00Jiee HU3KUX TEPANEBTUYECKUX J103axX (CM. pazjaen 5.2).

eTH
Hunepronuu KanoH He oka3aH 15 1e4eHus 1eTel U oApocTKoB mutaauie 18 net. bezonacHocTh
u 3¢ dexTrBHOCTD Npenapara Hunepronun Kanou y nereit B Bo3pacre 10 18 neT He yCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Crooco0 rmpuMeHeHus

BnyTps.

Ecnu He nponucano nnoe, Hunepronun KanoH cienyer npuHUMaTh COBMECTHO C IPUEMOM IHIIIH.
TabneTku cienyer IpUHUMATD, 3allMBasi HEOOJIBIIUM KOJIHMUYECTBOM JKUIKOCTH, HE Pa3KEBbIBAS.
ITpu Ha3HaueHUM JEUYEHUs OJUH pa3 B JIEHb, PEKOMEHYETCSl IPUHUMATh CYTOUHYIO 103y 30 mMr
BO BpEMs 3aBTpaKa.

[Tockonpky TepaneBTHueckas 3QQPEKTUBHOCTh, KaK IMpaBUIo, Habmogaercs nocie 4—6 Henenb

JICYCHUS, IPUMCHCHUC IIpeIIapaTa IMoKa3saHO B TCUCHUEC NJJIUTCIIBHOI'O II€PHUOJa BPEMCHU.
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NPaBUJIBHOTO IPUMEHEHHSI ITperapara, Ipyu 3TOM Bpad J0JDKCH MEPUOINIeCKH (110 KpalHel mepe
KaXKble 6 MECSAIIEB) OLIEHNBATh YP(EKT JCUCHUS U EeTIECO00PA3HOCTH €T0 MPOIOJKEHUS.

4.3. [IpoTuBONOKA3aAHUS

. ['MrepuyBCTBUTENILHOCTS K HUICPTOJIMHY, JPYTHMM TPOHM3BOIHBIM 3pProTaMuHa WIH K

JTr000MY M3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3jaeie 6.1;

. BepemeHHOCTB, TEPHO TPYJTHOTO BCKAPMIIMBAHUS;

. HenaBHo nepenecenHblil nHapKT MUOKap/a;

. OcTpoe KpOBOTEUEHHUE;

. Bripaxkennas Opagukapaus (< 50 ya/mun);

. OpTtoctatuueckasi TMIIOTEH3US;

. CKIJIOHHOCTH K Pa3BUTHUIO KOJUIANITOUTHBIX COCTOSIHHIA;
. Bo3spact g0 18 ner.

4.4. OcoOble yka3aHus U Mepbl IPeI0CTOPOKHOCTH IIPH NPUMEHECHUH

B psie nccrnenoBanuii ObIIO MOKa3aHO, YTO MPH OAHOKPATHOM MJIM MHOTOKPATHOM IMPUMEHEHUN
HULEProJIMHA, MOXKET OTMEYaThCsl CHUKEHUE CUCTOJIMYECKOI0, U B ropa3Jl0 MEHbIIEH CTENEeHU
JUACTOJIMYECKOr0 apTepUaIbHOTO JABJICHUS Y MallMEHTOB C HOPMAJbHBIMHU MOKa3aTEeNAMU U C
MOBBIIICHHBIM apTEPUAIBHBIM JABJIEHUEM. DTH PE3yJIbTaThl MOT'YT BapbUPOBATh, TAK KaK JIPyrue
UCCJIEIOBAHMS HE IMOKa3aJd U3MEHEHHUS B 3HAUEHUSAX CHCTOJIMYECKOTO WM JUACTOIMYECKOTO
apTepHaJIbHOTO J1aBJICHUS.

VY nmanueHToB, NOTyYaoLINX HUIEProJIMH, arOHUCTHI (a1b(a 1 6eTa) rpyIibl CHUMIIATOMUMETHKOB
cllelyeT MPUMEHATh C OCTOPOKHOCTBIO (CM. pasjen 4.5).

brina orMeueHna cBs3b pa3zBuths GuOpo3a (Harpumep, JIErouHoro, CEPICUHOTO, KIIAMaHOB Cep/lia
U PETPONEPUTOHEAIbHOT0) TMpPU TNPUMEHEHUH aJKaJOWUJOB  CIOPbIHBH, O00JaJaroIINX
arOHMCTUYECKOH akTUBHOCTHIO Mo oTHOMEeHHIO K SHT 2B penentopam cepoToHHHa.

CuMnToMBl 3protusma (BKJOYas TOIIHOTY, PBOTY, AHapero, Ooib B 00JacTH KHUBOTA U
nepudeprudeckyro Ba30KOHCTPUKIIMIO) OTMEYAIMCh IPU TMpHUEME HEKOTOPBIX alIKaJlOUJI0B
CIOPBIHBY U UX MPOU3BOJIHBIX. Bpaun 10KHBI KMETh TPECTaBIEHNE O BOZMOXKHBIX CUMIITOMAX
NEpPEe03UPOBKH NpENapaTaMy CIIOPBIHBY JJO HA3HAYEHUs ATOr0 KJlacca IMpernaparos.
Hunepronna MoKHO MPUMEHSATH MALMEHTaM C JIETKO BBIPAXEHHOM OpaguKapuei, Mpu yCIOBHH
0COOBIX Mep MPETOCTOPOKHOCTH.

PaccTpoiicTBa MO3roBOro KpoBooOpaIeHus: Tak’kKe MOT'YT ObITh BTOPUYHBIM MPOSIBICHHUEM TaKUX
OCHOBHBIX 3a00NIeBaHMH, Kak cepAeyHass HEJOCTaTOYHOCTb, ApUTMHM U apTepualbHas
TUIIEPTEH3US; TEPANUIO 10 TIOBOAY 3TUX 3a00J€BaHUN CIIEAYET NMPOBOAUTH J0 Hayala JICUCHUs
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JTAHHBIM ITPETIapaToM.

Huniepronmmu OJIOKMpyeT arperanuio TPOMOOIIMTOB M yMEHBIIAET BSI3KOCTh KpoBH. Cliemyer
PErYISIPHO KOHTPOJIUPOBATH MoKazaTeu KOaryJiorpaMMbl y MalUEeHTOB c
MIPEAPACIIONOKEHHOCTHIO K HAPYLIEHUSIM CO CTOPOHBI CUCTEMBI CBEPThIBaHUsA KpOBH. [lannieHTsl,
OJIHOBPEMEHHO IOJIYYarollle aHTHUKOATYJSIHTHYIO TE€paluio, B Hayalle JICYEHUsI HULIEPrOJIMHOM
JIOJKHBI TI0JIBEpraThCsl aHAJJIOTUYHOMY KOHTPOJIIO (CM. pasjiensl 4.5 u 4.8).

[Ipenmapar Hunepronua KaHOH ciienyeT OPUMEHSTh C OCTOPOKHOCTBIO Yy MAlMEHTOB C
TUIEpYpUKEMUEH, TMOoAarpod B aHaMHE3€ W/WIM BO BpEeMsS COMYTCTBYIOUIEH Tepanuu
npenapaTamMy, KOTOpble MOTYT BJIHMSATh Ha META0OJU3M U HKCKPEIHUI0 MOUYEBON KHCIOTHI (CM.

paznensl 4.5 u 4.8).

BcnomorarennHble BElecTBa

JlexapctBennbiii npenapat Hunepromun Kanon B moszupoBke 30 mr, TaOJIeTKH, MOKPHITHIE
IJICHOYHOH 000s104YKOM, conepkuT Kpacutenb conHewHblld 3akar >xenteiid (E110), koTopsiid

MOJKECT BBI3bIBATh AJTICPIrUICCKUC PCAKIINH.

4.5. B3auMmopeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM IpenaparamMM HW [pyrue BHAbI
B3aNMOJAeHCTBUSA

JlexapcTBennsiii npenapaT Hunepronun KaHoH crieyeT ¢ 0CTOpOKHOCThIO Ha3HAaYaTh BMECTE €
YKaSaHHI)IMI/I HHNXKE npenapaTaMI/I.

AHTHTHIEPTEH3UBHBIE MIPEMAPATEI

Huneproysima MOXeT yCHWIMBaTh UX JeiicTBue. HUIEProiuH MOXeT yCHIIMBATh JeiCcTBHE OeTa-
a/IpeHOOJIOKATOPOB Ha Ceple.

CumnaroMuMeTH4uecKie npenaparsl (aabsda- u 0era-)

HuneprommH MOXET MONABIATH COCYIOCY)KHMBAOMMH d()(HEKT CHMIIaTOMAMETHYECKUX
npenapaToB Oyaroaapsi cBoemy albha-aIpeHoOIOKUPYIOLIEMY IeHCTBHIO (CM. pas3zen 4.4).

JlekapcTBeHHbBIE cpenicTBa, Metabonusupyemsie depmentoM CYP 2D6

[Tockonpky HHIEProiauH MeTabonusupyercs noja aevicreueM uzopepmenta CYP 2D6, nennss
UCKJIIOYUTh BO3MOXXHOCTh €0 B3aMMOJEHCTBHS ¢ MpernaparaMmy, KOTOpble METa00IU3UPYIOTCS
IPU y4acTUH 3TOTO ke (hepMeHTa.

AHTHKOAryIsSHTBI M aHTUATPETaHThl (HAIpUMED, alleTUICATUINIOBAS KI/ICJ'IOTa)

Hunepronua ycunuBaeT BO3IEUCTBHE H3THUX COCIUHEHUW HA TIE€MOCTa3, IMOITOMY MOKET
YBEJIMYHUBATHCS IUTEIIBHOCTh BPEMEHU KPOBOTECUEHHS.

[IpenapaThl, BAUSIOIINE HA MeTa00JIM3M MOYEBOM KHUCIOThI

HI/ILlepI‘OJII/IH MOJKET BBI3BIBATL OECCHUMIITOMHOE IIOBBIIICHHUE YPOBHA MOUYEBON KHCIOTHI B
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CBIBOPOTKE KPOBH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTB

HunepronuHn He BBI3bIBA PENPOIYKTUBHOW TOKCHYHOCTH Y OEpPEMEHHBIX KPBIC U KPOJIHKOB.
HccnenoBanust Ha 6epeMEHHBIX KEHITMHAX HE MTPOBOIUIUCK. [IprHUMast BO BHUMaHUE ITOKa3aHUs
K IPUMEHCHHIO, O€pEMEHHBIMH JKEHIIIMHAM ITPUMEHECHNE HUIEPTOJIMHA MPOTHBOIIOKA3aHO.
JlakTanms

Her naHHBIX 0 BBIICIICHUH HUIIEPTOJIMHA Y YEJIOBEKA C TPYIHBIM MOJIOKOM. [loaToMy mpumeHeHne
HUILIEPTOJMHA TPOTUBOIIOKA3aHO BO BPEMsI TPYTHOT'O BCKaPMIIMBAHUS.

DdepTUabHOCTD

CornacHO JaHHBIM, MOJYYEHHBIM B XOJ€E OJHOIO HCCIIEOBaHMs, HULEPrOJMH HE OKa3bIBall

BIMSIHUSA Ha PENpOAYKTHBHYI (QYHKIMIO caMIoB Kpblc. OHAaKO HMLEProJuH CHUXKAI

PENpOaYKTUBHYIO (DYHKIMIO y CAMOK KpbIC, MOJy4aBIIMX mpenapar B fo3e 50 Mr/kr/cyTtku (B

8 pa3 BbIlIE MaKCUMAJIbHOW PEKOMEHIYeMOW KIMHHYECKOW 103kl 60 MI/CYyTKM B miepecdere
2

Ha MI/M” TUTOIIAIA TIOBEPXHOCTH TeJa) (CM. pasnen 5.3).

Knuanyeckast 3HaUMMOCTh JAHHBIX, IOJTY4E€HHBIX HA )KUBOTHBIX (IIPUMEHEHHE Npenapara B 103ax,

MMPEBLIMIAOIIUX TepaHeBTI/I‘IeCKI/Ie), JJI1 4CJIOBCKAa HCU3BCCTHA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpeJCTBaMU U padorarh ¢
MeXaHUu3MaMHu

BausiHue HuLeproauHa Ha cOCOOHOCTh YHPABJIATh TPAHCHOPTHBIMU CPEACTBAMH U paboTaTh C
MEXAHU3MaMH CIIEHUAIBHO HE U3y4allOCh.

Crnenyet cobit0/1aTh OCTOPOXKHOCTh MPHU YIIPABICHUU TPAHCIIOPTHBIMU CPEJICTBAMU M padboTe C
MEeXaHM3MaMH, YYMTHIBAs XapakTep OCHOBHOTO 3a00JeBaHUS NAIMEHTOB U Npoduib
HE)KEJIaTEJIbHBIX PEAKIUI JIEKApCTBEHHOIO IIpernapara.

B cBsA31 ¢ BO3MOXXHBIM BO3HUKHOBEHHEM TMIIOTEH3UU MOTYT MOSIBJISTHCS TAKUE CUMIITOMBI, KaK
c1ab0CTh, BEPTUTO, COHJIUBOCTb.

Jleuenue mnpenapatom Hunepronun KanoH B Talnerkax, MOKPHITBIX 000J04YKOHM, TpeOyer
peryJsipHoro BpaueOHOro KOHTpoJisi. CIOCOOHOCTH YNpaBNIATH TPAHCIIOPTHBIMU CPEICTBAMH,
pabotaTh ¢ MexaHuM3MaMH WM paldoTaTh 0e3 MOJCTPAXOBKM MOKET ObITh HapylleHa
WHAVBUAYAIbHBIMH pEAKIUSMH Ha Ipenapar, OCOOEHHO B Hauyaje JIeUeHUs WU MpH

OJIHOBPEMEHHOM YNOTpeOJIeHNH aJIKorofis (cM. paszzaen 4.8).

4.8. He:xennaTesibHbIE peaKIUU
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TabanyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI

B TaGJII/IL[e MMpEACTABJICHBI HCKCIIATCIIBHBIC PCAKIIUU 110 CUCTEMHO-OPraHHbIM KJIAaCCaM U 4aCTOTC

BO3HMKHOBEHHUsI. BHYTpH Ka)XKI0M 4aCTOTHOU I'PYIIIBI HEKEIATEIbHbIE PEAKIIUH PACIIOIArar0TCs

B IIOPAOKE Y6BIBaHI/IH BBIPA’>KCHHOCTH. Yacrora pa3sBUTHA OIPEACTIACTCA KaK: OYCHb 4YacTo

(> 1/10), wacto (> 1/100, o < 1/10), Heuacto (> 1/1 000, Ho < 1/100), peaxo (> 1/10 000, Ho

< 1/1 000), ouens peaxo (< 1/10 000) u gacToTa HeM3BeCcTHA (HA OCHOBAHUH UMEIOIIUXCS TAHHBIX

OIICHUTH HEBO3MOKHO):

CucTeMHO-OpraHHbI Yacrora
Yacro Heuvacro

KJ1ace HEH3BECTHA
Ilcuxuueckue HapyLIEHUs TpeBoxxHOE  BO30YXIEHHE,

CIIyTaHHOCTb CO3HaHMSI,

OeccoHHHIIA
Hapymienust co cTopoHsl CoHnuBoCTb, Omymenne
HEPBHOW CUCTEMBI rOJIOBOKPY)KE€HUE, TOJOBHas | jkapa®

0o
Hapymienust co cTopoHsl ['unorensus, runepemMust
COCYy/IOB
Hapymenus co cropoHbl Henpusrtuele | Jnapes, TomHoOTA, 3a110p
KEITyT0YHO-KUIIEYHOT O OIL[YILIEHUS B
TpakTa JKUBOTE
Hapy1enus co ctopoHbl 3yn Crpimp?
KOXH U MOJAKOKHBIX
TKaHen
OOu1re HapymeHus U ®ubpos?,
peaxkiuu B MecTe 3aJ10’KEHHOCTD
BBEJICHUS HOCa
JIaGopatopHbie U IToBbIlIEHNE YPOBHS
UHCTPYMEHTAJIbHBIE MOYEBOH KHCIIOTBI B KDOBU
TaHHbIE

a, OHCHKa HaCTOTbl HEXKCIATCIBbHBIX peaKHI/Iﬁ BBITIOJIHAJIACh HAa OCHOBE AAaHHBIX, MOJYYCHHBIX B XOJC

HCCHCHOBaHHﬁ, KOTOPBIC OIIMCAHEBI B Kommmrekcaom pE3OME 1O 0e301acHOCTH (He)KeJIaTeJH)HI)Ie pCaKkuuu,

BO3HHMKIIIHE ITOCJIC Havaja JISICHU, TI000H NIPpUINHHON 00YCIOBICHHOCTH). DTOT 00beTHHEHHBIN aHATN3
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JIETKON WM yMepeHHOH aeMeHuuell, 1246 u3 KoTopeIx moiydyanu HuueproiauH. «llpaBmio Tpex» He
NPUMEHSIIOCH, IOCKONIBKY NpuBesieHHbIe B KommuekcHoM pestome 1o 6e3onacuoctu (KPB) nannsie 6b1mn

MOJTyYeHB! IPU MPUMEHEHUH HULIEPTOJIMHA B MOMYJISALNY, BKIto4aBmeil Mmenee 3000 manueHToB.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOAO3pEBAEMBbIX HEXKENATeNbHBIX PEAKIMAX II0CIEe PETUCTPaIuU
JIEKapCTBEHHOTO Ipernapara ¢ LeJIbl0 00eCeueHNs HEMPEPbIBHOIO MOHUTOPUHIA COOTHOILICHHS
«I10JIb3a — PUCK» JIEKAPCTBEHHOro Mnpemnapara. MeAUIUMHCKUM pabOTHUKAM pPEKOMEHIYyeTCs
coo0uaTe O JIIOOBIX MOJO3PEBAaEMbIX HEXKEJIATENIbHBIX PEAKLMIX JIEKapCTBEHHOIO Ipernapara
Yyepe3 HAIlMOHAIBHBIE CUCTEMBI COOOIICHHS O HEKETATeIbHBIX PEAKIMIX TOCYAAapCTB - YICHOB
EBpazuiickoro 3K0OHOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus

®denepanbHas cityx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Anpec: 109012, r. MockBa, CnaBstHCKas I10Iab, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru i npr@roszdravnadzor.gov.ru

CaiiT B HH(OpMAILIMOHHO-TEJIEKOMMYHUKALMOHHON ceT «HTepHeT»:

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

B cnyuae mepemo3WpoBKM MOXKET BO3HHMKHYTh MPEXOASIIEe BBIPAKEHHOE CHIKEHUE
aprepuanbHoro gamineHus (AJl). IlposiBieHne CHUMITOMOB, ONHUCAaHHBIX B paszaene 4.8,
pa3IuYaeTcs y pa3HbIX MAIMCHTOB.

Bpau momkeH OleHUTh TSHKeCTh MHTOKCHKAIMK U Heo0XouMoe jiedeHue. OOBIYHO CIieIiaibHOe
JedeHue He TpedyeTcsi, B OONBITMHCTBE CIy4aeB O0IHbHOMY JOCTATOYHO HA HECKOJIBKO MUHYT
MPHUHSITH TOPU3OHTAILHOE MOJIOKEHHUE.

Jleuenue

B HCKITFOUNTENBHBIX CITydasX MPH THKEIOM HApYIICHHH KPOBOCHAOXKEHUS TOJIOBHOTO MO3ra M
cep/Ia peKOMEHIYeTCs BBEACHHE CUMIIATOMUMETHYECKUX CPEJICTB O] ITOCTOSTHHBIM KOHTPOJIEM

A/l. Cnenrdraeckuii aHTUAOT HEM3BECTEH.

5. DPAPMAKOJIOTHYECKUE CBOHMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTeparneBTHUECKas Tpynna: nepudepruueckue Ba3o uIaTaTopbl; aJKalOU bl CIOPBIHBH.
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Mexanusm neiicTBus

Huniepronmu siBIsieTcsl MPOW3BOAHBIM JPTOJIMHA W OKa3biBaeT anbda-1-aapeHoOnoKupyroiee
nevictue. [Tocie mprieMa BHYTpb Mpenapat MoABepracTcs ObICTPOMY U aKTUBHOMY METa00IH3MY
¢ 00pa3oBaHKEM psijia METaOOJIUTOB, KOTOPBIC TAK)KE OKA3bIBAIOT BIMSHUE HA PA3JIMYHBIX YPOBHSIX

LeHTpaiabHO HepBHOU cuctemsl (LIHC).

dapmakoauaamuyeckue d3PHeKTol

[Tocne nepopajibHOrO MpUeMa HULIEPTOJIUH HE TOJIBKO YIIy4dlllaeT 3aXBaT U MOTPEOICHHUE IITFOKO3bI
B T'OJIOBHOM MO3re, OMOCHUHTE3 OEKOB M HYKJIEHHOBBIX KHCIIOT, HO U OKa3bIBaeT BIMSHUE Ha
pa3Iu4Hble HEUPOMEIUATOPHBIE CUCTEMBI.

Hunepronuu ymydmraer nepedpaibHble XOTMHIPrUUYecKue (QYyHKIMUA Y BO3PACTHBIX KUBOTHBIX.
JluTenbsHOE BBEJEHHE HUIIEPTOJIMHA BO3PACTHBIM OCOOSIM KpBIC MPEIYNpPEXkAaao BO3pPACTHOE
CHIDKEHHE YPOBHEW aleTHJIXOJMHA (B KOpe M I0JIOCaTOM Tejle) U BBICBOOOXKIEHHE €ero (B
THIIIIOKaMIIe) in vivo. Taxoke HaOJIr01aI0Ch MOBBIIIEHUE aKTUBHOCTH XOJIUH-alETHIATPaHC(epasbl
U IUIOTHOCTH MYCKapMHOBBIX pELENTOPOB IOCIE JJIUTENbHONM IMEepOpalbHON Tepanuu
HuleproimHoM. Kpome Toro, B 3KcliepuMeHTax in vitro W in vivo HULIEPTrOJUH CIIOCOOCTBOBAJ
CHIDKEHUIO  aKTUBHOCTH  alleTHiIXonumHAacTepasbl (AXD). B aTux  sKcnepuMeHTax
HelipoxuMHuueckue 3(P@eKThl COMPOBOXKIATUCH CTOWKUMH IOBEJACHUYECKUMHU YIIYYILIEHUSMHU,
HanpuMep, B JJAOUPUHTHOM TeCTE JUIUTEIbHOE IPUMEHEHNE HULIEPTOJIMHA Y BO3PACTHBIX 0CO0ei
MHIYLIUPOBAJIO PEAKIINI0, CXOJHYIO C TaKOBOM y Oosiee MonoJbix ocoOeil. Humepronmn takxe
OKa3aJicsl CIIOCOOEH yJydllaTh KOTHUTHUBHBIM Je(UIMT, BHI3BAHHBIA HECKOJIBKUMHU (pakTopamu
(TUNOKCHS, BTIEKTPOCYIOPOKHASL TEPAIHNsl, CKOIIOJAMHUH) Y )KUBOTHBIX.

Huzkue 10361 HULIEPTOIMHA, BBOAUMBIE IEPOPATBHO, YCKOPSIOT 00MEH A0(aMrHa y BO3PAaCTHBIX
KUBOTHBIX, OCOOEHHO B ME30JMMOMYECKON 00JacTH, BEPOATHO MOCPEICTBOM MOJIYJSAILUH
N10(haMUHOBBIX perenTopoB. Huleproaun yiaydmaer MexaHU3Mbl KJIETOYHOHN Mepeayu CUTrHaia
y BO3PACTHBIX >KMBOTHBIX. VI OJHOKpaTHOE, U JUIMTEIbHOE MEepPOpaTbHOE BBEJICHHE YCKOPSIIO
0a3anbHBIA U arOHUCT-3aBUCUMBIA 00MeH ¢ochorHoznTuaa. Huleproinun taxxe yBeIMUHMBaeT
aKTUBHOCTh M TepeMelleHHe B 00JIacTh KIETOYHOH MemOpaHbl Ca-3aBUCHMBIX H30(OpM
npoTtenHkruHaszbl C. OTU (epMeHTHl y4acTBYIOT B MEXaHM3ME CEKPELUH PacTBOPHUMOIo Oenka-
npeuiecTBeHHUKa ammiionaa (amyloid precursor protein, APP), yTo npuBoauT K yBeTHYEHHIO €TI0
BBICBOOOKJICHUSI M COKpAILlEHUIO TMPOAYKIMU aHOMAJIbHOrO Oera-aMuiouja. ITOT 3PQeKT
IPOIEMOHCTPUPOBAH Ha KYJIbTypax 4eloBeYeCKOi HeHpOoOIacTOMBI.

Bnaro;lapﬂ CBOMM aHTHOKCHIAaHTHBIM CBOMCTBAM U AKTUBU3allUU JCTOKCHUKAIITMOHHBIX (bepMeHTOB
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HULIEPTOJIMH 3allUIIAET HEPBHBIE KIETKH OT THOESIH, Bﬁﬂ%ﬁﬁ&]“ 'E;@ghﬂil—;llm]_&pe&':%h a

TAaKKe OT alloITO3a B IKCIEPUMEHTAIBHBIX MOJEIAX i VIVo U N Vitro.
HunepronuH ymensinaer Bo3pactHoe cHukeHue skcnpeccun MPHK HelpoHanbHOM cuHTETa3bl
okcupa azota (Neuronal Nitric Oxide Synthase, nNOS), 4T0 MOXeT CITOCOOCTBOBATH YITYUIICHHIO

KOTHUTHUBHON (DYHKIIHH.

Kinnanueckas 3¢ dpekTUBHOCTL U 0€3011aCHOCTh

HccnenoBanust  (GapMakoIMHAMMKM € y4acTHeM  JIIOAeH W HCHOJIb30BaHUEM
KOMIThIOTEPU3UPOBAHHBIX MeETOAMK (d1ekTposnuedanorpadun  (O317)) mnpoBomwimch mnpu
YYaCTHH MOJIOJIBIX W TIOXKHIIBIX JIOOPOBOJIBIIEB, & TaKXKE IMAIMEHTOB IMOKWIIOTO BO3pacTa ¢
KOTHUTHBHBIMH paccTpoiicTBamMu. HumepronmH okaspiBaJl HOpMaim3ykomiee jaeicTBre Ha DO
MAIMEHTOB TOXHJIOTO BO3PACTa M MOJIOJIBIX B3POCIBIX JIFOJCH B YCIOBUSAX THITOKCHH, TIOBBIIIAS
0~ ¥ - aKTUBHOCTB ¥ CHIDKAs O- U 0- aKTUBHOCTB. Y MAIMEHTOB C JIEMCHIIUEH JICTKOM U CpeTHei
CTEIICHU TSKECTU PA3IMYHOTO MPOUCXOXKICHHS (CEHWIBHOW JEMEHIMEU abIreiiMepOBCKOTO
tuna [senile dementia of the Alzheimer's type, SDAT] u mynbTunHbpapkTHON AeMeHIHeH [multi-
infarct dementia, MID]) mnpu UIMTETHPHOM JICUCHWH HUIEPTOJUHOM (2—6 MecsIeB)
PETUCTPUPOBAINCH TIOJOKUTEIBHBIE W3MEHEHHs 3aBUCSAIIMX OT COOBITUH TOTCHIHAIOB H

BBI3BAHHBIX peaKHHﬁ; 9TH U3MEHEHUS ObLIHM CBS3aHEI C YIYUHICHUCM KIIMHUYCCKUX CUMITTOMOB.

Ncexons u3 BBILIECKAa3aHHOTO, YCTAHOBJIEHO, YTO HULEPTOJIMH JEHCTBYET ITOCPEACTBOM IUPOKOIO
CHGKTpa MO)IYJU[HI/Iﬁ KJICTOYHBIX H MOJ'ICKynSIpHI)IX MCEXAaHHU3MOB, BOBJICUCHHBIX B IIaTOI'CHE3
JCMCHIUN.

B HBOfIHBIX CJICTIBIX HJ'IaII€60-KOHTpOJ'II/Ipy€MI>IX KIIMHUYCECKUX HNCCICIOBAHUAX yqaCTBOBaHO
6onee 1500 mareHToOB ¢ JeMeHIHeH (AbBITreiiMepOBCKOTO TUIIA, COCYTUCTOTO UIIH CMEIIAHHOTO
reHesa), moiay4yaBmux 60 Mr HUIEProlWHA B CYTKU WUJM Tutane6o. B Xoae AnuTenbHOro aedeHus
HI/Hlepl"OJ'II/IHOM Ha6J'IIO}IaJ'IOCI> ITIOCTOSAHHOC yﬂy‘IIHCHI/Ie KOTHHUTUBHBIX WU ITOBCICHUYCCKHUX
PacCTpOMCTB, CB3aHHBIX C IeMeHIHeH. M3MeHeHust MO>KHO ObLTO HaOJI0IaTh YKe Yepes 2 MecsIia

JICUCHUS, 1 OHU COXPAHSAIINCh B TCHCHUEC OJHOI'O IrOJia TCpaItnu.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

[Tpu nepopanbHOM IpHEME HHUIIEPTOJINH BCAChIBACTCS OBICTPO U MPAKTHUECKU MOJTHOCTHIO. Mk
pPaIMOAaKTUBHOCTU CBIBOPOTKM KPOBH IIOCT€ TpUeMa HHU3KUX 103 (4—5 MI) MEYEeHHOro
PaIMOaKTUBHBIM M30TOIIOM HMIIEPTOJIMHA 3/I0POBBIMH JJOOPOBOJIBIIAMU PETHCTPUPOBAJICS Yepe3

1,5 gaca. OnHako, TepaneBTuyeckue nepopaibubie 10361 (30 Mr) H3-MedeHHOro HULEpProyivHa y
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NIEPUO/IE MOITYBBIBEIEHUS OKOJIO 15 yacos.

AGcomoTHasT OMOAOCTYMHOCTh HHUIEPrOJMHA TIOCIE MEPOpaTbHOrO TpPUEMa COCTABISET
npuOIM3UTENBHO 5 % B CBSA3M C €r0 BBICOKUM IE€YEHOYHBIM KIMPEHCOM M IMPECUCTEMHBIM
MeTabO0IU3MOM.

VY kpeic uepe3 | wac moclne nepopanbHOTro BBeAeHHs '*C-MeueHHOro HuLEpronuHa (5 Mr/kr) B
TKaHSX TOJIOBHOTO MO3ra OOHapyXWBaJIM HUIEProJMH M €ro TIJIaBHBIA METa0oIuT
(10-meroxcuauruaponuzepron (MMDL), 50 % ot oOwmeit pamuoaktuBHocTH). Ilocne
NEePOPaATLHOrO MpHEeMa TepaneBTUYECKUX 103 HUIEProjnHa y 30POBBIX T0OPOBOIbIIEB 3HAUCHUS
TJIOIIAIU T10]] KPUBOM 3aBUCUMOCTH KOHIIEHTPAIIMU JICKAPCTBEHHOTO BEIECTBA B IIa3Me KPOBHU
ot BpeMenu (AUC) paanoakTUBHOCTH B CHIBOPOTKE KpoBH cocTaBuiu 81 % u 6 % mnsa aByx
IJIABHBIX METa0OJIMTOB HUlleproiauHa: auruaposmseprona (MDL) 1 MMDL, cooTBeTCTBEHHO.
[TuxoBwie koHIIeHTparuu MMDL u MDL B nmia3me KpoBH JTOCTUTAIUCH TPUOJIU3UTEIBHO Yepe3
1 u 4 yaca nocne npuema mpemnapara, a MEepHOJ IONyBbIBeleHUs cocTaBui 13 u 14 yacos

COOTBETCTBCHHO.

Pacupenenenue

Pacnpenenenue npemnapara B TKaHsIX IPOUCXOAUT OBICTPO U B OONBIIOM 00BEME, YTO BUIHO IO
KOPOTKOM (haze pacmpenesieHus paJloaKTUBHOCTH B CHIBOPOTKE KpoBH. OOBEM pacmpeneneHus
HULIEPTOJIMHA JOBOJILHO BEJIUK, ¥ COCTABIsIET > 105 11, 4TO, BO3MOXKHO, OTPaKaeT €ro MeTadoIn3M
B KPOBH U paclipe/iejieHHe B KIETKaX KPOBU W/MIU TKaHsIX. HUIeproianH B 3HAYUTENBHON Mepe
CBSI3BIBAETCS C OENKaMHU IJIa3Mbl KPOBH U €TI0 CPOJCTBO K a-KUCIOMY TIMKOTPOTEUHY BBIPAKEHO

0oJbIIe, 4YeM K aJlb,OYMUHY CHIBOPOTKH KPOBH.

buorpancdopmarms

[Tepen BhIBEZIEHHEM HULEPTONIMH B 3HAUUTENIBHON cTeneHH MeTabonnsupyeTrcs. OCHOBHOHN MyTh
MeTaboau3Ma — 3TO TUAPOIN3 3(UPHBIX CBs3ell ¢ oOpazoBanueMm Mmerabonura MMDL, a
cienyiomas OuoTpaHchopmanus NOPUBOAUT K oOpazoBanuio Metabomuta MDL myrem
nemerunupoBanus. I[lponecc nemermnupoBanust karanusupyercs uzopepmentrom CYP 2D6. Y
YeJoBeKa o0pasyeTcsi mpeumyiiecTBeHHO MeTtabomut MDL, Ha 1070 KOTOPOTO MPUXOIUTCS
50 % obmreit 70361 ¥ 74 % paauoaKTUBHOCTH, ONIPEACIIEMON B MOYE. Y MAIMEHTOB C TSHKEITBIM
HapyleHreM (pyHKIUHU oYeK Ha0Jt0alI0Ch 3HAUUTENIbHOE CHUXKEeHHE dKckperint MDL ¢ Mo4oii.
Bropocrenennsiit IyTh MeTaboau3Ma: IyTeEM JNEMETUIIUPOBAHUSA obpazyercs
1-mumerunuunepronus (1-demethyl-nicergoline, 1-DN), a 3aTtem myteM ruaponnza 3(QpUpPHBIX

cBs3eit OH mpeoOpaszyercst B MDL.
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OIMMUHALNS

DKCKpenusi ¢ MOYOH SIBJISIETCS OCHOBHBIM ITyTEM BBIBEJICHUS Y UEIOBEKA U JKUBOTHBIX, TOCKOIBKY
80 % oO1melt 7036l HUIIEPTOJIMHA, MEYCHHOTO PATMOAKTUBHBIM U30TOIIOM, OMIPEIEISUIOCH B MOYE,

u umb 10-20 % - B Kaie.

JInHelHoCTh (HEINMHEHHOCTS)

B uccnenoBanusix ¢ yuactueM 310pOBbIX JOOPOBOJIBLIEB MPU NEPOPATILHOM IpUEMeE Iperapara B

no3ax 30—60 Mr ycTaHOBIICHO, YTO (hapMaKOKMHETHKA HUIIEPTOJIMHA UMEET JTMHEHHBIN XapaKTep.

6. DPAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. IlepeueHb BcIOMOraTe/ibHbIX BelIECTB

Huueproauu Kanon, 5 mr, TabJIETKH, TOKPLITHIE INIEHOYHOU 000JIOYKON

AHopo mabremku

Kpaxman kykypy3Hblit

Kpaxman kyKkypy3HbIU pexKeTaTUHU3UPOBAHHBIN
Maruus creapat

IHoBunmou K-30

[emtrono3a Mukpokpuctauindeckas (tum 101)
T'omosas nnenounas obonouxa

['unposno3a (ruAPOKCUIPONIIILIEIITION03A)
['unpomennosa (THAPOKCUITPOITMIIMETHIILIEIUTION03a)
Tanpk

Tutana auokcun (E171)

Huneproanua Kanon, 10 mr, Ta0JIeTKH, HOKPBITHIE INIEHOYHOU 000JI0UYKON

Aopo mabnemxu

Kpaxman kykypy3HbIi

Kpaxman kykypy3HbIU pexeTaTUHU3UPOBAHHBIN
Marnus creapat

[ToBunon K-30

[enmrono3a Mukpokpuctanueckas (tun 101)
T'omoeas nnenounas 0b6onouka

['unponosza (ruApOKCUIIPOIMIILIEIUTION03a)
['unpomernosa (TUAPOKCUTTPONTMIIMETHIIIIEIUTION03a)

Tanpk

11
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Turtana guokcun (E171)

Kpacurens xene3a okcup xxentoiit (E172)
Kpacurens xunonuHoBbI sxentoiil (E104)

Hunepronng Kanod, 30 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKON

Aopo mabremku

Kpaxman kykypy3HbIi

Kpaxman kyKypy3HbIH MpexKeTaTUHU3UPOBAHHBIN
Maruus creapat

[ToBumon K-30

[enmrono3a Mukpokpuctanueckas (tun 101)
T'omosas nnenounas obonouka

['unpono3a (TUAPOKCUTPONIIILIEIITION03a)
['unpomeniosa (ruIpOKCUTIPONUIMETHIILIEIIIIOI03a)
Tanpk

Turtana auokcun (E171)

Kpacurens xene3a okcup sxentoiii (E172)

Kpacutens conneunslit 3akart sxentsiii (E110)

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHHs1)

2 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh NpH Temrneparype He Boiie 25°C B OpUrHHAIBHON yHakoBKe (Mauke) Ui 3allUThl OT
CBeTa.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

[To 10 unu 30 TabneTok B KOHTYpHYIO siueikoByro ynakoBky u3 mieHku [IBX/TID/TIB/IX
(MOMMBUHWIXJIOPUI/TTOTUATHIIEH/TTOJTMBUH MU IEHXJIOPU ) NI [IBX/TIXT®D
(MTOJTMBUHWIXJIOPUI/TIONUXJIOPTPUPTOPITIIIEH) U (ONbrM  aTIOMMHHUEBOM  TIEeYaTHOMH
JTAKUPOBAHHOM.

[To 50 nmm 100 TabneTok B 0aHKY MOJMMEPHYIO AJIs JIEKAPCTBEHHBIX CPEJICTB U3 MOJUAITHIIEHA
HU3KOTO JaBJICHMS WM MOJUATUIIeHTepedTanara, yKYNOPEHHYI KPBIIIKONH W3 MOJUATHIIEHA

(25 % IIOH + 75 % OB/ i HU3KOTO JABIEHUS) WIH MOJUIPOIUIICHA.
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ITo 3, 5, 10 KOHTYpHBIX SYEUKOBBIX yNakoBOK 10 10 TabyeTok win no 1 KOHTypHOU STUEWKOBOM
ymakoBke 1o 30 TabieTok, wiu mo 1 GaHKe MOJMMEPHOH sl TIEKapCTBEHHBIX CPEACTB BMECTE C
JMCTKOM-BKJIAJIBIIIIEM TIOMEUIAIOT B MaYKy U3 KapTOHA JJIsi HOTPEOUTETHCKOM Taphl.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Mpenapara MJIUM  OTXO0J0B, MOJYYEHHbIX IoOCJe NpPUMeHeHUs

JIEKAPCTBCHHOI'0 Ipenmapara, 1 Apyrue MaHUIyJJAIUHU C npernaparomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
Bech ocraBrmiicst JeKapCTBEHHBIH TpenapaT ¥ OTXOAbI CICAYET YHUYTOKUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. AEP/KATEJIb PETUCTPAIIMOHHOTI'O YOCTOBEPEHU S
Poccniickas @enepanys

3A0 «Kanondapma mpogaKIIH»

141100, MockoBckast 0011., r.0. lI[&1xoBo, T. Ll[énkoBo, yi. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54

7.1. IIpeacTaBUTE/NDb AEPKATE/SI PETHCTPALMOHHOIO YI0CTOBEPEeHHUs

[Iperen3un norpedUTENe HAIPABIATE 110 aIPECY:

Poccniickas @enepanns
3A0 «KaHnoHpapma MpoAaKIIH»
141100, MockoBckast 0611., r.0. lI{&nxoBo, r. ll{énkoBo, yu. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHS PETHUCTPAIIUH,
HEPEPEI'NCTPALINN)

[lata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmass xapakTepucTHKa JeKapcTBeHHoro mpemnapata Hunepronun KaHoH pocTynmHa Ha

UHPOPMAIIMOHHOM TIOpTanie EBpa3uiickoro HSKOHOMHYECKOTO COK3a B HH(POPMAIMOHHO-

13



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 03.10.2025 N= 25414
cacunidn DRAEOOBATENEHOCTE 0004)

KOMMYHUKaIMoHHOU cetn «uTepHeT» http://e
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