COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 15.07.2025 N= 175

OBIIASI XAPAKTEPUCTHKA JTEKAPCTBEHITOPO TIPEITAPATA 17

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI' O ITPEITAPATA
MunokanM, 50 mr, TaOJIETKH, MOKPBITHIE MIICHOYHOW 000JI0YKOMA

MupnokanM, 150 Mr, TabIeTKH, TOKPHITHIC TUICHOYHON 000JI0UKOM

2. KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB
JleficTBylolIee BEIECTBO: TOJIIEPU3OH.

Munokanm, 50 Mr, Ta0IEeTKH, HOKPBITHIE [JIEHOYHOM 000JI0YKOMI

Kaxxnas tabnerka comepxut 50 Mr TOINIEpU30HA THIPOXIIOPUIA.
BcmomorarenbHble BelecTBa, HAJIMYHE KOTOPBIX HAJAO YUYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JaKTo3bl MOHOTHIpAT (cM. pa3zaen 4.4.).

Munokanm, 150 Mr, Ta0aeTKH, DOKPBITHIE IJIEHOYHOU 000JI0UYKON

Kaxxnas tabnerka comepxut 150 Mr Tomepru3oHa rTHApOXJIOpPHIA.
BcnomorarenbHbie BelecTBa, HAJIMYHE KOTOPBIX HAJAO0 YUYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JaKTo3bl MOHOTHIpAT (cM. pa3zaen 4.4.).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHONW 000JIOUKOM.

Munokanm, 50 Mr, Ta0IEeTKH, HOKPBITHIE IJIEHOYHOM 000JI0YKOM

TabneTku, MOKPBITHIE IUICHOYHON OO0OJOYKON Oeloro WM Mo4TH Oenoro IBeTa, KPYTJbe,
JTBOSIKOBBIITYKJIBIE, CO CTA0BIM XapaKTEPHBIM 3alaxoM ¢ TpaBUPOBKOM «50» Ha OIHON CTOpPOHE.
TabieTkn Ha M3I0MeE OEJIOT0 MM IIOYTH OEJIOTO IIBETA.

Munokanm, 150 Mr, Ta0aeTKH, DOKPBITHIE IJIEHOYHOU 000JI0YKOI

TabneTku, MOKPBITHIE IUICHOYHON OO0OJOYKON Oeloro WM Mo4TH Oenoro IBeTa, KPYTJbe,
JTBOSIKOBBIITYKJIBIE, CO CJIA0BIM XapaKTEPHBIM 3armaxoM ¢ TpaBUpoBKoOr «150» Ha OHOM CTOpOHE.

TabieTkn Ha M3JI0ME OEJIOTr0 MIIM IIOYTH OEJIOTO IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

Munokanm noka3aH K IpUMEHEHUIO Y B3pOCIIbIX B Bo3pacTe oT 18 jer.

- CUMITOMAaTHYECKOE JICUCHUE CIIACTUYHOCTH Y B3POCIIBIX, 00YCIIOBICHHON HHCYIHTOM.

- MuodacimanbHbIi 00JI€BOM CHHAPOM CpEeIHEH U TAKEIION CTENEHH (B TOM YHCIIe MBIIIECYHBIN

CIa3M MpHU JOPCOMATHUSAX ).
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4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEeHMsI

Jo3a mpemapara moaOupaeTcss HCXOAS €3 WHANBUAYAIBHOH MOTPEOHOCTH MAIMeHTa W
IIEPEHOCUMOCTH IIpenapara.

PexxuM 103upoBaHus

PekoMennoBaHHas cyTouHas 032 B 3aBUCHUMOCTH OT WHAMBHAYaJbHON MOTPEOHOCTH U
NEePEHOCUMOCTH Tpernapata naueHTom cocrasiser 150 — 450 mr, pa3genennas Ha 3 npuema.

Oco0ble rpyInel NAKMEHTOB

Ilayuenmul ¢ Hapywenuem yHKyuu novex
OnpIT IpUMEHEHUsl TOJIMEPU30HA Y MAlMEHTOB C MOYEUYHON HEJOCTaTOYHOCTHIO OrpaHUYEH, Y
JTAHHOM KaTeropuy NalMeHTOB Yallle BO3HUKAIN HeXelaTeabHble peakiuu. [loaToMy y manneHToB
C HapylIeHUsSMH (QYHKIHH TMOYEK CPEIHEH CTEemeHH HEOOXOAWMO MPOBOJIUTH MOAOOP 03B
TOJIIEPU30HA C TIIATEIbHBIM HAOIIOAEHHEM 3a COCTOSHUEM 370POBbs MAaIllMEHTa U KOHTPOJIEM
byukun novek. [Ipu TspKenoM nopakeHny MoYeKk Ha3HaYeHUE TOJIMEPU30HA HE PEKOMEHIYeTCsl.
Tayuenmoi ¢ HapywieHuem QYHKyuU neveHu
OnbIT NPUMEHEHHUSI TOJINEPU30HA Y MAIIUEHTOB C IEYCHOYHON HEJOCTAaTOYHOCTBIO OTPaHUYEH, Y
JTAaHHOW KaTeropuu MalMeHTOB Yallle BO3HUKAIN HexKenaTeabHble peakiuu. [loaTomMy y naueHToB
C HapyuleHUsIMH (DYHKUUU TEYEHU CpelHEed CTeNneHU HeoOXOIMMO MPOBOAMUTH MOAO0P O3B
TOJIMIEPU30HA C TIIATEIHHBIM HAOIIOACHHEM 3a COCTOSHHEM 3I0POBbs MAIlMEHTa U KOHTPOJIEM
¢byHkuu  nedeHu. [lpu  TsKenoM TOpaKeHWHM TICYCHW HA3HAYCHHWE TOJIEPH30HA HE
pEKOMEHAYETCSl.

eTu
BbezomacHocth 1 3 dekTuBHOCTS Tpenapara Mugokanm y aereid B Bozpacte oT 0 o 18 net He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Croco0 ImpuMeHeHus

BHyTpb nociie enpl, 3anuBasi CTAKaHOM BOJIBI.

buonocTynHoCTh TONMEPU30HA CHUXKAETCS MPU TPUEME HATOILIAK.

4.3. lIlpoTuBONOKA3aHUS

- T'unepuyyBCTBUTENBHOCTH K TOJIEPU30HY WM XUMHYECKH CXOJHOMY OSIEPH30HY WU K
J1000MY M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3zene 6.1.

- Muactenus gravis.

- llepuon makranuu.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

HaubGonee wyacTeiMu HEXeNaTeNbHBIMH pEaKUUSIMU TpPU MPUMEHEHUHM TOJIEPU30HA B

MOCTPETUCTPAIIMOHHOM TIepUO/ie OBLTU PEAKIMH THUIIEPUYBCTBUTEIBHOCTH. VX BBIPaKEHHOCTH

BAPbUPYET OT JIETKUX KOXKHBIX PEAKUUd JI0 TSKEIBIX CHUCTEMHBIX pPEaKUuid, BKIIOYas
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CBIIIb, KpaHI/IBHI/II_[a, 3yI[, aHI‘I/IOHeBpOTI/I‘-IQCKI/Iﬁ OTCK, Taxmcap;[ml, apTepI/IaJIBHaH TUITIOTCH3UA NIIN
OJIBIIIIKA.

JKeHImMHBI ¥ TaIlMeHThl C TOBBIIICHHOW YYBCTBUTEIBLHOCTHIO K JAPYTUM IMperapaTam WM C
ajuileprueii B aHamMHe3¢  MOTyT  OBITh  TOABEPKEHBI  00Jiee  BBICOKOMY  PHCKY
I‘I/IHep‘IYBCTBI/ITe.HBHOCTI/I K TOHHepI/BOHy.

B cnydae u3BECTHOM TMIIEPUYBCTBUTEIBHOCTH K JIMAOKAUHY IIPU IPUMEHEHHUM TOJIEPU3OHA
cilenyeT COOMI0aTh MOBBIIICHHYIO OCTOPOKHOCTh M3-32 BO3MOJMKHBIX IEPEKPECTHBIX PEaKIIHi.
HeobxoaumMo pexoMeH0BaTh MallMEHTaM UMETh HAaCTOPOKEHHOCTh B OTHOIICHHH BO3MOYKHBIX
CUMIITOMOB anneprnn. HaI_II/IeHTBI JOJIP)KHBI GBITB OCBCOOMIJICHBI O TOM, 4YTO HpI/I IIOABJICHUN
CUMIITOMOB annepmn cnez[yeT HperaTI/ITI: HpI/IeM TonnemeHa U HEMCAJICHHO 06paTI/ITI>C$I 3a
MEIUIIMHCKON OMOIIBIO.

[Tocne smrM30/1a THIEPUYYBCTBUTEIIBHOCTH K TOJNEPU3OHY IMTOBTOPHO Ha3HAYATh MpEMapaT HElb3sl.

BcnomorarenbpHbI€ BelllecTBa

IIpenapar MunokaiM COOEPKUT JIAKTO3bI MOHOruipar. [lamuentam ¢ penko BCTpeyarolencs
HACJICICTBEHHON HENEPEHOCUMOCTBIO TajlakTO3bl, 1e(UIIMTOM JIAaKTa3bl JOMapel WIN IIH0K030-
TraJIaKTO3HON MaabaOCcopOIMelt He ClieIyeT MPUHUMATH 3TOT IIpernapar.

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aMMOJEHCTBHUSA

B ¢apmakoknHeTHUECKUX HCCIIEN0BAaHUSIX JIEKAPCTBEHHBIX B3aUMOJCHCTBUN YyCTAaHOBJIEHO, YTO
COBMECTHBIN MpHUeM ToJmepu3oHa ¢ cyocrtpatom mzodepmernta CYP2D6 nekctpameropdhanom
CIOCOOCTBYET YBEIMYEHHUIO KOHIEHTpPAlUM B KPOBU CPEICTB, KOTOPbIE METa0OIM3UPYIOTCS
npeumyniectBeHHO u3opepmentom CYP2D6, wampumep, THOpHUIa3HHA, TOJITEPOJIUHA,
BeHJa(hakCcuHa, aTOMOKCETHHA, JAe3UNpaMuHa, JeKcTpomeTopdana, MeTorposiona, HeOUBOJIOJIA U
nepdeHaznHa.

B wuccrnemoBaHmsx in Vitro Ha MHKpOocOMax II€YEHM 4YEJIOBEKa M TEMaTOIMTaxX 4YeJOBeKa
BBIp@)KEHHOE WHTHOMpOBaHME WM UHAYKIUS Apyrux wuzogpepmentoB (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He mOATBEPKICHBI.

[ToBbIIEHNE HKCHO3MLIMU TONIEPU30HA HE OXKMJACTCA II0CIE OJHOBPEMEHHOIO BBEICHMS
cyocrpatroB uzodpepmenta CYP2D6 w/mnm apyrux mpemapatoB U3-3a  pa3HOOOpas3us
MeTa0O0IMUECKUX MTyTeH TOJMEpU30Ha.

bruonoctynHoCTh TOJNEpU30HA CHUXKAETCS NPU IPUEME HATOLAK, MO03TOMY HpPHUMEHEHHE

npernapaTta peKOMEeHAyeTCsl IOCIIe MprueMa MUIH.
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XOTs TOJIIEPU30H BIMSAET HAa ICHTPATHHYIO HEPBHYIO CH(‘:%MV,EGLH&e&%%lﬁTCéMT;IBHHH

s ekt Hu3Kui. B cmydae coBMECTHOrO mpuema ¢ APYrdMU MUOPETaKCAaHTaMH IEHTPaIbHOTO
I[GﬁCTBHH CJICAYCT OLICHUTD HGOGXOI[I/IMOCTB CHUIKCHU NO3bI TOJIICPU3OHA.

Tonnepus3oH ycunuBaeT AeWcTBUE HU(IYMOBON KHUCIOTHI, MOATOMY CJIEAYEeT YMEHBIIUTh 03y
HupymoBoit kuciaorel uau apyroro HIIBII B ciaydae ogHOBpeMEHHOTO NpPHMEHEHHUS C
TOJIIIEPU3OHOM.

4.6. bepeMeHHOCTD M JIAKTAIUS

bepeMeHHOCTB

B skcneprMeHTanbHBIX UCCIIEOBAHUSIX HA KMUBOTHBIX HE BBISIBICHO TEPATOI€HHOTO JIEHCTBUS
TOJITICPHU30HA. IIo IMPUYIUHEC OTCYTCTBUA 3HAUYUMBbBIX KIIMHUYCCKUX JJaHHBIX TOJICPU3OH HEC CIICAYCT
IMPUMCHATL IIPpU 6€p€MeHHOCTI/I, 3a HCKIIIOYCHUCM CJIydacB, KOraa oOXuaacMas I10J1b3a
OTIpeIeNIEHHO ONPAB/IbIBACT MOTEHIIMATBHBIN PUCK AJIS TUI0JA.

Jlakranus

HOCKOHBKy JAaHHBIC O BBIJCJICHUH TOJIICPU30HA C I'PYAHBIM MOJIOKOM OTCYTCTBYIOT, TO €TO
HNPUMEHEHUE B IIEPUOJ] KOPMIIEHUSA I'PYAbIO IPOTUBOIIOKA3aHO.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHu3MaMH

Tonmepu3oH HE OKa3bIBaeT BIMSHHUA HA CIIOCOOHOCTh K YIPABICHHUIO TPAHCIOPTHBIMU
cpeacTBaMu U MCECXAaHU3MAMU. HaHI/IeHTaM, Y KOTOPBIX C€CTb T'OJIOBOKPYXXCHHUC, COHJIIUBOCTD,
HapylIeHHEe BHUMAaHUS, SMUICTICHS, HEYETKOCTh 3PEHUS WM MbIlIeyHas ci1adocThb BO BpeMms
preMa TOJEPU30HA, CIIEyeT IPOKOHCYIbTUPOBATHCS C BPAUOM.

4.8. HexxennaTesibHbIE peaKIUU

Pesrome npoduiis 0esonacHocT

[Ipodune OGe3omacHOCTH TOJIMEPU30OHA OLIEHUBAJICS IO JAaHHBIM IOCTMAapKETUHIOBOTO
npuMeHeHus 6osee yem y 12000 mamueHToB.

B cooTBeTcTBUU ¢ 3TUMHU TaHHBIMU HauOoJIee YaCTHIMHU OBUIM HApyLICHHS CO CTOPOHBI KOKHU H
NOJKOKHBIX TKaHEH, oOIIMe paccTpoWCTBa, HAPYLIECHHS CO CTOPOHBI HEPBHOW CHCTEMBI H
YKEITYJOYHO-KHUILIEYHOT O TPAKTA.

[Ipn mocTMapKeTHHIOBOM MTPUMEHEHHUH PEAKLUN TMIIEPUYBCTBUTENBHOCTH cocTaBmin 50 — 60%
BCEX HEXKENATENbHBIX peakiuii. BoJbIIMHCTBO HEXeNaTeNbHbIX PeaKLnii He ObUTH Cephe3HBIMU U
OPOXOJWIA  CaMOCTOATENbHO. JKHM3HEYrpokalolue  peakluud  TIUIEepYyBCTBUTEIbLHOCTU
PErUCTPUPOBATIUCH OUYEHD PEIKO.

TabauyHOE pe3roMe HEXKENAaTEIbHBIX PEAKIINT

HexenatenbHble peakiiy MPHBEICHBI HIDKE B COOTBETCTBUM ¢ Kiaccudukanueii MedDRA u
YacTOTOM BO3HUKHOBEHHUs: 04eHb yacTo (>1/10); wacto (ot >1/100 mo <1/10); mewacro (oT >
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1/1000 mo <1/100), peako (ot >1/10000 mo
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HCHU3BCCTHA (HGBO3MO)KHO OLICHUTH HAa OCHOBAHHWH MMCIOIINXCS [[aHHBIX).

CucTeMHO-OpPraHHbI Kjace

YacroTa

He:kenarenbHble peakuuu

WMMYHHOUN CUCTEMBI

Hapymenust co  croponsl | OueHb peako Anemus, TuMdaeHOTIaTUS

KpPOBU U  JTUM(ATUYECKON

CUCTEMBI

Hapymenuss co  cropons! | Penko Peakuus TUIIEPYYBCTBUTEIBLHOCTH,

aHauUIaKTHYECKas peaKus

Ouensb penko

AHapWIaKTHYECKUH IIOK

Yacrota AHTHOHEBPOTHUYECKUI OTEK, BKIIIOYAsi OTEK
HEN3BECTHA nuna, ryo

Hapymenust merabonusma u | Heuacto AHopekcus

MATAHUS Ouens penko | [Momupumncus

[Tcuxuyeckue HapyLIeHUS

Heuacto

becconnuiia, HapyiieHus cHa

Penxo

CHuxeHue AKTUBHOCTH, ACTIPCCCUA

Ouensb penko

CryTaHHOCTbH CO3HAHUSA

OpPraHoB TPYAHON KIIETKU H

CpelOCTeHHUS

Hapymenuss co cropons | Hewacto ['onoBHas 0071b, TOJIOBOKPYKEHUE,
HEPBHOM CHUCTEMBI COHJIUBOCTD

Penko Hapymenue BHUMaHusA, TpEMOD, SUIIETICHS,

TUIIECTE3Hs], TAPECTE3Us, JIETapIUs

Hapymenuss co  croponsl | Penko HeuerkocTs 3peHus
opraHa 3peHus
Hapymenust co croponsl | Penko [IIym B y1iax, BEpTUTO
opraHa ciryxa v JJaOUupuHTa
Hapymwenuss co  cropons! | Penko CreHokapaus, TaxuKapaus, OLIYLICHHUE
cepaua cepaieoneHus

OueHb penko bpanukapaus
Hapymenuss co  cropons | Hewacto ApTepuanibHasi TUTIOTEH3USA
COCYIOB Penxo «IIpunuBb»
Hapymenuss co croponsl | Penko Onpika, HOCOBOE KpPOBOTEUEHHE,
JBIXaTEIbHON CUCTEMBI, YYAIllEHHOE JbIXaHue
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JInckOMop B SRMBOTE, Afapes, CyXocTs Bo

KenynouHo-kuiieyHbie Heuwacro
HapyLICHUs pTY, AUCIIETICHUs, TOLTHOTA

Penxo bons B snmractpanpHOM 00JacTH, 3armop,

METEOpH3M, PBOTA

Hapymenuss co  cropons! | Penko IleyeHouHass  HENOCTATOYHOCTb  JIETKOM
MIEYEHU M JKEITYEBBIBOJSALINX CTENEHU
myTen
Hapymwenuss co  cropons! | Penko Anepruueckuil  1epMaTHUT, [OBBIIICHHAS
KOXH U ITOJAKOKHBIX TKaHEN MOTJINBOCTb, 3y, KPAallUBHUIIA, CHIIIb
Hapymenuss co  cropons | Hewacto Mpeiieunas cinaboctb, Muanrus, OOnb B
MBIIIICUYHON, CKEISTHOM | KOHEYHOCTSX
COEIMHUTENIBHOM TKaHU Penxo JinckoMpOopT B KOHEUHOCTSIX

Ouens penko

Ocreornenus

Hapymenuss co  croponsl | Penko DHype3, IPOTECUHYpHUs
IIOYEK KW  MOYECBBIBOAAIINX
yTei
O6mme HapyIIeHUs u | Heuacro Actenusi, TMCKOM(OPT, YCTATIOCTh
peaxkiuy B MECTE BBEICHUS Penxo UyBCcTBO  ONbSHEHUS, YYBCTBO  XKapa,
Pa3IpakUTENbHOCTD, KAk
OueHb penko JuckoMdopT B TpyAHOM KIIETKE
Jlaboparopubie u | Penko CHuxeHue  apTepuaJbHOrO  JIaBJICHUA,
HHCTPYMEHTAJIbHLIE JaHHBIE runepOnIMpyonHeMus, U3MEHEHHUE
AKTUBHOCTH  TICYCHOYHBIX  (PEPMEHTOB,

TPOMOOIIUTOINEHHUS, JICHKOIIUTO3

OueHb penko

VBenuuenue KOHLOCHTpPAIlMK KpCaTHHHWHA B

I1a3Me KpoBH

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATEeNbHBIX peaKUusiX I[0Clie PETUCTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHnsl HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
co00IaTh O JIFOOBIX MOM03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMbI COOOUIECHHS O HEXENaTEebHBIX peaklusix rocydapcTB — YJICHOB
EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a.

Poccuiickas @eoepayus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBoOXpaHEHUS
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Anpec: 109012 r. MockBa, CnaBsiHCKast 11011a/i

Tenedon: +7 800 550-99-03

DrekTpoHHbIi aapec: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHOM ceTu «HTEpHETY:!
https://roszdravnadzor.gov.ru

Pecnybnuka Apmenus

«leHTp 3KCHepTU3bI JIEKAPCTB U MEAULMHCKUX TexHoaoruii» ['HKO

Anpec: 0051 r. Epesan, nip. Komuraca 49/5

OTtnen MOHUTOpUHTA 0€30MaCHOCTH JIEKAPCTB

Tenedon: +374-10-20-05-05, +374-96-22-05-05

DnexkTpoHHbIi aapec: Vigilance@pharm.am

CaiiT B HH(GOPMAIHOHHO-TEIIEKOMMYHHUKAITHOHHOU ceTn «uTepueT»: http://www.pharm.am
Pecnybnuxa benapyco

PecnyOnukanckoe yHuTapHoe mpeanpusitue «LleHTp dKcmepTHM3 M UCHBITAaHUH B
3/IpaBOOXPAaHEHUN

Anpec: 220037 r. Munck, niep. ToBapunieckuii 2a

Otnen papmakoHaazopa

Tenedon: +375-17-242-00-29

DnexTponHsIii aapec: repl@rceth.by

CaiiT B uH(GOPMAIIHOHHO-TEIIEKOMMYHHUKAITHOHHON ceTn «uTepueT»: https://rceth.by
Pecnyonuxa Kazaxcman

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUAX
m3nenuity KomuTrera MeETUIIMHCKOTO ¥ (apMaleBTUYECKOr0 KOHTpOJisi MUHHUCTEpCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000 r. Acrana, yi. A. manoga, 13 (4 sTax)

JenaprameHT QapMakoHaa30pa U MOHUTOPUHTA 0e30mMacHOCTH, d(PPEKTUBHOCTH U KadecTBa
MEJIULIUHCKUX U3IEITUN

Tenedon: +7 (7172) 235 135

DnexTponnsiii aapec: pdlc@dari.kz

CaiiT B M"HPOPMAIMOHHO-TEJIEKOMMYHHUKaITMOHHOU cetn «uTepHeT»: https://www.ndda.kz
Kuipevizckasa Pecnybauxa

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMIMHCKHX HW3AeIuil mnpu MuHHCTEpCTBE
3IPaBOOXPAHEHUS U COIMANbHOTO pa3BuThs Keipresckoit PecryOmmuku

Anpec: 720044 r. buiukex, yi. 3-s Jlunus, 25

Tenedon: + 996-312-21-92-88



COOTBETCTEYET - ~I-I'
oT 1': '| '| 5
IHIZII."IE;L”'EIHTEJ'II:HCIIT_. 0015)

DnexkTpoHHbIi aapec: Vigilance@pharm.kg

CaiiT B uHQOPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHOU cetn «HTepHeT»: http://www.pharm.kg
4.9. Ilepeno3npoBka

CHMIITOMBI IEPEAO3UPOBKH MOTYT BKJIFOYATh: COHJIMBOCTD, KCITYAOYHO-KHIICYHBIC HAPYIICHUA

(TomHOTa, pPBOTA, 0OJb B BMUrACTPUM), TAXUKAPIHIO, MOBBIIIEHUE apTEPUATIBHOIO AABICHMS,
OpaJIMKMHE3UIO U BEPTUTO0. B TSHKENBIX Cilydasx cy/lOpOrH, YTHETCHHUE IbIXaHUs, alTHO? U KOMa.

JleyeHwue: CHGI_[I/I(bI/I‘-IGCKOI‘O AHTUA0TAa HCT, pCKOMCHA0OBAHA CUMIITOMATHYCCKAA TCPAIIU.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

dapmakoTepaneBTU4ecKas rpymnmna: MuopenakcaHTbl; MUOPEIaKCAHThI IEHTPAIILHOTO ACUCTBUS,
JpYTHe MUOPEIaKCaHThl IEHTPAIBHOIO JEHCTBUS.

Kon ATX: M03BX04

Mexanusm neiictBus, dapMakoaunHaMuueckue 3 deKThl

TonnepusoH ABIAETCS MUOPEIAKCAHTOM LEHTPAIBHOIO NEUCTBUSA. TOUYHBIA MEXAHU3M JIEHCTBUS
MOJIHOCTBIO HE BBISICHEH. TosmepuszoH oOnamaeT BbICOKOH ad(@UHHOCTHIO K HEPBHOW TKaHM,
nocturasi HauOONBIIMX KOHIEHTpAaluid B CTBOJE TOJOBHOTO MO3ra, CIMHHOM MO3re H
nepudepuyeckoid  HepBHOM cucteme. OcHOBHOW 3(p(deKkT ToamepuzoHa OIMOCPEeIOBaH
TOPMOXXEHHEM CIUHAIBHBIX PEe(ICKTOPHBIX Iyr. BeposTHO, 3TOT 3¢ (eKT COBMECTHO ¢
yCcTpaHEHHEeM OOJierdyeHusi MPOBEACHUS BO30YXACHHUSI MO HUCXOISAIIUM MYyTAM OOecreurBaeT
TepaneBTUYECKOe BO3/IEHCTBUE TOIIEPU30HA.

XUMHUECKasi CTPYKTypa TOJIEPU30HA CX0XKa CO CTPYKTYpo# nupokanHa. [logobHo nunokanny,
OH o0magaer MeMOPaHOCTAOMIU3UPYIOIIMM  JEHCTBHEM UM  CHUXKAET DBJICKTPUYECKYIO
BO30yIUMOCTb JIBUTaTEIbHBIX HEHMPOHOB M MEPBUYHBIX aPepeHTHBIX BOJIOKOH. Toiamepus3oH
J0303aBUCUMO  TOPMO3UT  AKTUBHOCTh  TOTEHIUAI3aBUCUMBIX  HATPUEBBIX  KAaHAJIOB.
COOTBETCTBEHHO, CHUKAETCS aMIUIMTYa U 4acTOTa MOTEHIMala AEUCTBUSL.

bt nokasan  yrueratommii  3¢¢QeKT Ha TOTEHIMAI3aBUCHMbIC KaJIbLUEBBIC KaHAJbIL.
[Tpenmonaraercs, 4To B IONOJHEHUE K €M0 MEMOPaHOCTAOMITN3UPYIOIIEMY IEHCTBUIO TOINEPU30H
MOXXET Tak)Ke€ TOPMO3UTh BhIOpOC MeauaTopa. Tonmepu3oH 00J1aJaeT HEKOTOPHIMH ClIaOBIMU
CBOWCTBaMH ab(a-aJApeHEPruuecKX aHTarOHUCTOB H aHTUMYCKapUHOBBIM JICHCTBHEM.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AbGcopbuus

[Tocne npuemMa BHYTPH TOJINEPU30H XOPOIIO BCACHIBAETCS B TOHKOM KHILIEYHHKE. MakcuManbHas

MJIa3MEeHHasi KOHIeHTpalus orMeudaercs yepe3 0,5—1,0 1 nocne npuema.
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20%. borarast xupamu NUIIA YBEJIUYUBAECT OMOJOCTYIHOCTh NMPHHITOTO BHYTPH TOJIEPU30HA
npumepHo Ha 100% u yBenMunBaeT MaKCUMAJIbHYIO IIJIa3MEHHYIO KOHIIEHTPALUIO IPUMEPHO Ha
45% 1o CcpaBHEHHMIO C NPUEMOM Ipernapara HaTOLIAK, 3aJep)KUBasi BpPEMs JOCTHIKECHHS
MAaKCHMaJIbHON KOHIIEHTpalMy npuMepHo Ha 30 MUH.

Buorpancdopmarus

Tonmepu3oH WHTEHCHBHO MeETaOONMM3UpyeTCsl B MeueHW u modkax. dapmakonoruueckas
AKTUBHOCTH METa0OJIUTOB HEN3BECTHA.

OJIMMUHALNL

[IpakTudecku momHOCTHIO (Oonee 99%) BhIBomUTCS modykamu B (popme merabonuroB. [lepuon

NI0JIyBBIBEIEHUS T10CIIE IPUEMA BHYTPb — OKOJIO 2,5 .

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
JIMMOHHOM KHCIIOTBI MOHOTHIPAT

Kpemuust 1MOKCH KOJITTOUAHBII
CreapuHOBas KHUCJIOTA

Tanbk

Hemmtono3a Mukpokpucramindeckas tan 102
Kpaxman kykypy3HbIi

JlakT03b1 MOHOTHApPAT

CocraB IUICHOYHOM 000JIOYKH:

Kpemnust auokcua KOJouaHbINA

Turana quokcun (E 171)

JlakT03bI MOHOTHApPAT

Makxkporois 6000

I'mnpomennosa

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U
[Tpu Temneparype He Boime 25 °C.

6.5. Xapakrep u coaepkaHue yNaKOBKH
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OnucTepa BMECTE € JINCTKOM-BKJIA/IBIIIEM B KAPTOHHOM MayKe.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, TNOJYYEHHBIX TMOCjJe TPUMeHEeHHs
JIEKAPCTBEHHOI0 Mpenapara, ¥ Ipyrue MaHUMYJIsIHH C MPenapaToM

Becw ocraBmmiics JIEKapCTBEHHBIN IIpenapaTr ¥ OTXO/bI CIENAYET YHUUYTOKUTH B YCTAHOBICHHOM

MOpsIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
Benrpus

OAO «I'eneon Puxrtep»

1103 bynamnemr, yn. JIémpén, 19-21

7.1. [IpencraBuTeib AepKaTessi PErHCTPALMOHHOIO YA0CTOBEPEHUs

IIperen3un norpedbuTeiell caeayeT HanopaBiIsaTh [0 aJIPECY:

Poccuiickas @eoepayus

[IpencraButensctBO OAO «I'eneon Puxtep» (Benrpust) r. Mocksa
Anpec: 119049 r. MockBsa, 4-i1 JIoOpbIHUHCKHI TIEp., 10M 8
Tenedon: +7 495 987-15-55

Onextponnas noyra: drugsafety@g-richter.ru

Pecnyonuxa Apmernus

[IpencraButensctBO OAO «I'eneon Puxtep» B PecriyOnnke ApmeHus
Anpec: 0010 r. Epesan, yiu. 3aksna, 1. 2

Tenedon: +374-10-53-00-71

Dnexrponnas moura: drugsafety@gedeonrichter.am

Pecnyonuxa benapyco

[IpencraBurensctBo OAO «['eneon Puxtep» B Pecriybnmke benapych
Anpec: 220004 r. Munck, ip. [Tobenureneii, nom 5, opuc 505
Tenedon, daxc: +375-17-272-64-87

Tenedon, daxc: +375-17-215-25-21

Onextponnas noura: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman

[IpencraButensctBOo OAO «I'eneon Puxtep» B PecniyOnuke Kazaxcran
Anpec: 050008 r. Anmatsl, yi. Tose bu 187

Tenedon: +7-(7272)-58-26-23 (nmpeTeH3uu 10 KaueCTBY)
+7-(7272)-58-26-22 (dhapmakonamzop), +7-701-787-47-01 (papmakonanzop)
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Dnekrponnas moura: info@richter.kz; pv@rich rgedeot K /IEAOBATENEHOCTS 0015)

Kuipevizckaa Pecnybauxa

[IpencraBurensctBo OAO «I'eneon Puxrtep» B Koipreizckoit PecriyOnmke
Anpec: 720005 r. bumkek, yia. Urembepauena, 1 "A",

OusHec LeHTp «ABpopan, opuc 703

Tenedon: +996-312-98-81-16

Onextponnas noura: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccutickas ®eneparust - JIIT-Ne(002602)-(PT'-RU)
Pecny6nuka benapycs - JIIT-002602-'TI-BY

Keipreizckas Pecriyomuka - JITT-Ne(002602)-(I'TT-KG)
Pecniyommka Apmenus - JITT-Ne(002602)-I'TI-AM

9. IATA TEPBUYHOM PETUCTPAIIVMHA (ITOATBEPKJIEHUSI PETUCTPALINH,
NEPEPEI'UCTPALIUN)

JlaTa nmepBoii perucTpanuu:

Poccwuiickas ®@enepanus - 23.06.2023

Pecny6nuka benapycs — 25.01.2024

Ksipreizckas Pecyonmka - 09.04.2024

Pecniyommka Apmenus - 08.10.2024

10. JATA IEPECMOTPA TEKCTA
OO1mas XxapakTepHucTHKa JIeKapCTBEHHOT O Mpenapata MugokaiM 10CTyHa Ha HUH(OPMallMOHHOM

noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAITMOHHO-KOMMYHHKAIIHOHHON CETH

«MuTepuet» https://eec.eaeunion.org.
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