COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 24.10.2023 N2 21230

(NMOCNEOOBATENEHOCTE 0002)

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Muotonuz, 100 Mr + 2,5 Mr, pacTBOp /17151 BHYTPUMBILLIEYHOT'O BBECHUS.

2. KAYECTBEHHBINA U KOJJMYECTBEHHbBII COCTAB

JeiicTBytoiee BemecTBo: Toinmepuson + [JIngokanH]

Kaxnas amnyna (1 M) comepkuT ToamnepusoHa ruapoxiopua — 100 mr um nuaokanHa
TUIPOXIIOPUA — 2,5 M.

BcenomorarenbHble BelleCcTBa, HATMYME KOTOPHIX HA/10 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapaTa; MeTUInaparupoKCuOeH30ar.

[TonHbIii IepeyeHsb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
PactBOp AJ11 BHYTPUMBIIIIEUHOTO BBEICHHUS.
[Ipo3paunslii, OeClBETHBIN UITH CIIETKa JKEJITOBATO-3€JI€HOBATHIA PacTBOP.

4. KNIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

JlekapcTBeHHBIH npenapat MUOTOIN IOKa3aH K IPUMEHEHUIO B3pOCIIbIM MalenTam ¢ 18 et
JUIS  CUMITOMAaTHYECKOrO JIEYEHHsS] CHACTUYHOCTH, OOYCIIOBJIEHHOM HWHCYJIBTOM |
Muo(pacuuanTbHOro 60JIEBOr0 CHUHAPOMA CpeJHEed M TsHKENIOoM cTeneHH (B T.4. MBIIIEYHOTO
cria3ma Mpu JOPCOMaTHsIX ).

4.2. Pe:xuM 103MPOBaHUS M CIIOCO0 MPUMeEHEeHHUs!
Pexum no3upoBanus
Bspocnvim
ExxenneBHo BHyTpuMbIieyHo 1o 1 mi (100 Mr Tonnepu3ona) 2 pasza B CyTKH.
Oco0Oble Tpynbl MaMeHTOB
Ilayuenmol ¢ HapyweHuem yuKyuy novex
OnpIT IPUMEHEHUS TOJIEPU30HA Y MALMEHTOB C MOYEYHOW HEIOCTATOYHOCThIO OTPAHUYEH, Y
JAHHOW KaTeropuM NAIMEHTOB Yallleé BO3HHMKAIM HeEXenaTelbHble peakuuu. [lostomy y
MAalMEHTOB C HapyHIeHUsSMH (PYHKIMM IOYEK CpelHel CTENeHH HEOOXOIMMO MPOBOJIUTH
oJ100P A03bI TOJTEPU30HA C TIATEIBHBIM HAOII0IEHUEM 32 COCTOSTHHEM 37I0POBbs MalleHTa
1 KOHTpoJieM QyHKIHH rouek. [Ipu TshkenoM nmopaxeHUH 1movek Ha3HaueHHe TOJEPU30Ha He
PEKOMEHYETCS.
Ilayuenmol ¢ Hapywenuem Qyukyuu nevenu
OneIT IprMEHEHUs TONNEPU30HA Y NMALMEHTOB C IEYEHOYHOW HEOCTAaTOYHOCTHIO OTPAHUYEH,
y JaHHOW KaTeropuu MalMeHTOB Yallle BO3HMKAJIM HeXenareiabHble peakuuu. [lostomy y
NAIMEHTOB C HapyIICHUSMH (QYHKUUH TMEYEHH CpeIHEH cTeneHH HeoOXOAMMO MPOBOIHMTH
110100p /103bI TOJIIIEPU30HA C THIATEIbHBIM HA0JII0IEHUEM 32 COCTOSIHUEM 3/J0POBbBS MMallMEeHTa
U KOHTposieM GyHKIMU nedeHu. [lpu Tsbkenom nopakeHnu neyeHn Ha3HaueHue TOJMEpU30Ha
HE PEeKOMEHyeTCsl.

eTH
[Ipenmapar MuoTtonua He NpeIHa3HAYEH U1l MPUMEHEHHS Y JETEH U MOJIPOCTKOB B BO3pacTe
1o 18 ner.
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Crioco6 npuMeHeHust
BuyTpumsIiedHo.

4.3. IIpoTuBONOKA3aAHUS

['unepyyBCTBUTENBHOCTD K TOJIEPU30HY, MIIM K XUMHUYECKH CXOJHOMY SIEPU30HY, MIH K
JMIOKAUHY WU K JIFOOOMY M3 BCIIOMOTATENIbHBIX BEUIECTB, IIEPEUNCIICHHBIX B pa3zaene 6.1.
Mmuactenus gravis.

4.4. OcoOble yka3aHusl M1 Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHEHUH

[Ipenapatr cieayer NPUMEHATh C OCTOPOKHOCTBIO y JKEHILUH, MAI[MEHTOB C IOBBIIIEHHON
YyBCTBUTEIBHOCTBIO K JPYTUM IIpernaparaM WIM C ajuleprueldl B aHaMHE3€, y NAlUEHTOB C
MIOYEUHON U MEYECHOYHOM HEe0CTATOUHOCTBIO.

Haunbonee dYacTeiMuM HEXeNaTeTbHBIMH PEAKIHMAMU TP NPUMEHEHHH TOJIEPHU30HA B
[OCTPETUCTPALIMOHHOM TepHojie ObUIM pPEakUUM IOBBILIEHHOH 4YyBCTBUTENIbHOCTU. MX
BBIPAKEHHOCTh BapbUPYET OT JIETKUX KOXHBIX PEAKIMM 10 TAKEJBIX CUCTEMHBIX pEaKlui,
BKJIFOYasl aHapumakTHueckuil mok. CUMITOMaMH peaklUUii MOBBIIEHHOW 4yBCTBUTEIBHOCTU
MOTYT OBITb 3pUTEMA, ChbIllb, KPAllMBHULIA, 3YyJl, AHTHOHEBPOTHUUYECKUN OTEK, TaxUKapIusi,
apTepuabHas TUIIOTEH3US WU OJBIIIKA.

JKeHImMHbBI U MalUeHTh! ¢ MOBBIILIEHHON 4yBCTBUTEIBHOCTHIO K APYTUM IIpenapaTaM WM C
ajulepruedl B aHaMHE3e MOTYT OBITh IOJIBEP)KEHbI 00Jiee BBHICOKOMY PHUCKY IOBBIILIEHHOMN
YyBCTBUTEIBHOCTHU K TOJIIEPU3OHY.

[TanmenTam ciepyet ObITh BHUMATEIbHBIMUA B OTHOIIEHUH JIFOOBIX CUMIITOMOB MOBBIIIEHHON
YyBCTBUTEIbHOCTU. [IpM BO3HMKHOBEHHMH CHMITOMOB CIEAYyeT HEMEIJIEHHO IpPEKPATUTh
IIpUEM Ipenapara U He3aMeIIUTeIbHO 00paTUThCs K Bpady. He cienyer moBTOpHO Ha3HAa4YaTh
TOJINIEPU30H TOCIIE SMU30/1a MOBBIIIEHHON YyBCTBUTEIBHOCTH K JIEKAPCTBEHHOMY IIpernapary,
coJieprKalleMy TOJIEPU30H WM JTUJI0KANH.

BcnomorarenbHble BemecTsa

[Ipemapar  comepXUT  METUINAparupoKCHOEH30aT, KOTOpPBI  MOXET  BbI3bIBAThH
QIJIEPTUYECKHE peaklMu (BO3MOXHO, OTCPOUYEHHBIE) U, B HCKIIOUUTENBHBIX CIyyasx,
OpoHXOCTa3M.

4.5. B3aumogeiicTBue ¢ JAPYTHMH JIEKAPCTBEHHBIMHM NpenapaTamMM M [pyrue BH/bI
B3aMMO/AEeHCTBUA

HccnenoBanus (papMakOKHHETHYECKOT'O JIEKAPCTBEHHOI'O B3aUMOACWUCTBUS C MapKEpHBIM
cyoctparom u3zopepmenta CYP2D6 nekctpomeTopdaHOM TOKa3aiH, YTO OJHOBPEMEHHOE
IIPUMEHEHHE TOJINIEPU30HA MOXKET MOBBICUTh COJIEP’KaHHE B KPOBH JIGKAPCTBEHHBIX CPEJCTB,
KOTOpbIe MeTabONH3UPYIOTCS TpenMyinecTBeHHO u3opepmerntom CYP2D6 (tmopmumasuH,
TOJTEPOJNH, BEHJIA(PaKCUH, aTOMOKCETHH, IE3UMpPAaMHH, JEKCTpoMeTopdaH, MEeTOINpOJIo,
HeOMBOJIOJ, IepPEeHA3HH).

B nabGopaTopHbIX SKCIIEpUMEHTaX Ha MUKPOCOMAX MEUYEHH YelIOBeKa U renaToluTax 4ejJoBeKa
3HAYUTEIBHOTO MHIMOMPOBaHWS WM HMHAyKImMU npyrux uzodepmentor CYP (CYP2B6,
CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4) ne oOHapy KeHO.

B cBsi3u ¢ pazHOOOpa3meM MeTaboNMYEeCKHX IyTeW TONMEPH30HA MOBBIIICHUE SKCITO3UIIHA
TOJIIIEPU30HA MIPU OJHOBPEMEHHOM IpHUMeHeHHH cyOcTpaToB nzodpepmenta CYP2D6 u/unm
JPYTUX MPETapaToB HE OXKHIACTCS.

HecmoTpss Ha TO, YTO TOJNNEPH30H SBISIETCS INpenapaToM IEHTPAJbHOTO JEHCTBHS,
cenaTuBHBIN 3(QQeKT ero odeHb HU3KWH. IIpm OIMHOBPEMEHHOM NPUMEHEHHH C JIPYTUMH
MHOpeIaKCaHTaMU IIEHTPAJIBHOTO ACHCTBHS 03y TOJIINEPHU30HA CIETyEeT YMEHBIIHTb.
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Tonnepuson ycunuBaer aelcTBUEe HUQIYMOBON KHUCIOTHI, [MO3TOMY IpPU OJHOBPEMEHHOM
MPUMEHEHHUU CIIEAYET PACCMOTPETh YMEHBIICHUE 03bI HU(PIYMOBOW KHCIOTHI WU APYTUX
HECTEPOUIHBIX IIPOTHBOBOCHIAINTENIBbHBIX mpemnaparos (HITBIT).

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

B skcniepruMeHTaIbHBIX UCCIEA0OBAHUAX HA )KUBOTHBIX HE BBISIBIICHO TEPATOTC€HHOTO JICHCTBHS
Tonmepu3oHa. [1o mpuvMHe OTCYTCTBHUSI 3HAYMMBIX KIMHUYECKUX JTAHHBIX, TOJIEPU30H HE
clieIyeT MPUMEHSTh IPY OEPEMEHHOCTH, 32 UCKITFOYCHHEM CITydaeB, KOraa OXuaacMast mojib3a
OTIPEICTICHHO OTPAB/ILIBACT MOTCHIIMAIBHBINA PUCK JIJIS TUIO/A.

JlakTamus

[TockonbKy TaHHBIC O BBIICTICHUH TOJIEPU30HA C TPYAHBIM MOJIOKOM OTCYTCTBYIOT, IIpenapar
HE ClIeJlyeT IPUMEHATD B MIEPHOJ] KOPMIICHHSI TPYIbIO.

DepTUIIHLHOCTD

JlanHbIE O BIMSHUU TOJIEPU30HA HA PENPOIYKTUBHYIO (DYHKIMIO MYKYUH M IKCHIIUH
OTCYTCTBYIOT.

4.7. BiusiHue HA CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMM U padoTaTh ¢
MeXaHHu3MaMH

Tonnepr3oH He OKa3bIBAET BIUSHUSA HAa CIIOCOOHOCTD YIIPABIISITh TPAHCIIOPTHBIMU CPEACTBAMHU
1 MexaHusMaMi. IlanpeHTaM, y KOTOPBIX €CTb T'OJOBOKPYXKEHUE, COHIUBOCTb, HAPYILICHUE
BHUMAaHHMS, SIHJICTICHS, HEYETKOCTh 3PEHUS WIIM MBIIIEYHas CIA0OCTh BO BpeMs IPUMEHEHHUS
TOJIIIEPU30HA, CIEAYET IPOKOHCYJIBTUPOBATHCSA C BPAYOM.

4.8. HexkesaTeibHbIe peaKkuM

Pestome npoduist 6ezonacHOCTH

[Ipoduip 6e30macHOCTH TOJNMEPU30HA OLEHHMBAJICS MO JaHHBIM HOCTMapKETHHTOBOTO
npuMenenus 6osaee yeMm y 12 000 manneHToB.

B cooTBeTcTBUU C 3TUMM JaHHBIMM, HanboJIee YaCTHIMH OBLITH HApYILIEHUSI CO CTOPOHBI KOXKU
U MOJKOXHBIX TKaHeH, o0lue paccTpoicTBa, HAPYIIEHUSI CO CTOPOHBI HEPBHOW CUCTEMBI U
ey nouno-kumeynoro tpakra (JKKT).

[Tpu mocTMapKETHHTOBOM IPUMEHEHNUH PEAKIIMHU MTOBBIIIEHHOW YyBCTBUTEIIEHOCTH COCTABUIIN
50-60% Bcex HexenaTeNbHBIX peakuuid. BONBIIMHCTBO HEXeNaTeNbHbIX peakiuil He Obuin
CephE3HBIMU ¥ TMPOXOAMIH CaMOCTOSTENHbHO. JKH3HEYrpoXKaroIue pPEeaKky MOBHIIIEHHON
qyBCTBUTEIBHOCTH PETUCTPUPOBATUCH OUEHB PEIKO.

TabnuyHOe pe3toMe HeXKEeNATENEHBIX PEaKITHiA

HesxenarenbHble peakliu pacipeiesieHbl 10 CUCTEMHO-OPTaHHBIM KJ1accaM B COOTBETCTBUU C
knaccudukanueit MedDRA u gactoToii: ouens gacto (>1/10), gacto (ot >1/100, HO <1/10),
HedacTo (o1 >1/1000, HO <1/100), peako (ot >1/10000, Ho <1/1000), ouenpb peaxo (<1/10000)

qacToTa HEM3BCCTHA (Ha OCHOBAaHUHU UMCHOIIMUXCS JaHHBIX OICHUTH HeBOSMO)KHO).

Kuacce cucrembl opranos | Yacrora HexenareJbHble peakuun
BO3HHKHOBEHHS

Hapymenus co ctopoHsl OueHnb penko Anemusi, TuMQpaaeHOATHS

KPOBHU U TUM(aTHIECKON

CHUCTEMBI

Hapyenust co ctoponsl Penxo Peaxius moBbIIEHHON

MMMYHHOH CHCTEMBI qyBCTBUTEIBHOCTH, aHA(pMIIAKTHYECKas

peakuus

OueHb pesKo AHapUITAKTHICCKHI ITOK
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Yacrora AHTMOHEBPOTUYECKUH OTEK, BKIIIOYAs
HEU3BECTHA OTEK JiuIa, ryo
Hapymenus merabonusma u | Hewacto AHOpeKcus
MATAHUS Ouensb penko [Tonupuncust
IIcuxuyeckue HapylIeHU Heuacto becconnuna, HapyuIeHUs CHa
Penxo CHUKEHUE aKTUBHOCTH, AETPECCHS
OueHb penko CnyTaHHOCTH CO3HAHUS
Hapyienus co cTopoHsl Heuacto l'onoBHas 6071b, TOJIOBOKPYKEHHE,
HEPBHOUN CUCTEMBI COHJIMBOCTh
Penko Hapymenue BHuMaHus1, TpeMop,
SIUJICTICUS, TUIIECTE3H S, MapecTe3us,
JeTaprus
Hapymenus co ctoponbl Penko Heuerkocts 3penus
opraHa 3peHus
Hapymenus co cropoHsl Penko [Ilym B ymiax, BEpTUro
Oprasa ciyxa v JaOupuHTa
Hapyienus co ctTopoHsl Penxo CreHokapaus, TaXUKapIus, OLlyLIEHUE

cepama

cepaIeOnecHus

Ouens penko bpanukapaus
Hapymenus co ctoponbl Heuacrto ApTeprasibHasi TMIIOTEH3HSI
COCYZIOB Penko «I TpunuBs»
Hapyenust co ctopoHsl Penxo Oppl1ika, HOCOBOE KPOBOTEUEHUE,
JIbIXaTEIbHOU CUCTEMBI, YYaIlleHHOE JbIXaHue
OpPraHOB I'PyJHOU KJIETKU U
CpPEIOCTEHUs
JKenynouHo-Kkuie4HsIe Heuacto JuckomdopT B )KUBOTE, JUapes, CYXOCTh
HapylIeHUs BO PTY, JUCIEICHs, TOIIHOTA
Penko Bonu B sniuractpanbHOi 00nacTH, 3amop,
METEOPU3M, PBOTA
Hapyienus co cTopoHsl Penxo IIeyeHOYHAs HEAOCTATOUHOCTD JIETKOU
MIEYECHU U JKETYEBBIBOASAIINX CTEIIEHU
nyTein
Hapymenus co ctoponsl Penko AJIepruYecKuil 1epMaTHr,
KO>KH U TIOJIKOKHBIX TKaHEH IOBBILICHHAS MTOTJIMBOCTh, KOXKHBIN 3y,
KpamnuBHUIIA, ChITb
Hapyenust co ctopoHsl Heuyacto Mpiiieunas ¢1aboCcTh, MUANTHS, OOJH B
MBIIIICYHOM, CKEJISTHOM B KOHEYHOCTSIX
COCIMHUTEIILHON TKaHU Penko JlnckoMbOopT B KOHEYHOCTSIX

OueHb penKo

OcteorneHus

Hapyenust co ctopoHsl
MTOYEK ¥ MOYEBBIBOJSAIINX
nyTein

Penxo

DHype3, IPOTEUHYpUs

OO01e HapyeHHs U
pEaKIUK B MECTE BBEJCHUS

Yacto OmynieHue Termia B MECTE BBEJCHMUS,
ITOKPAaCHEHHE B MECTE BBEICHUS
rpenapara.

Heuacto AcTenusi, TMCKOM(OPT, YCTaI0CTh

Penxo UyBCTBO ONBSIHEHUS, YYBCTBO XkKapa,

pa3IpaXUTEIBHOCTD, KX

Ouensb penko

JrckoMopT B rpyaHO KIIETKe
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JlaboparopHsie u Penxo CHuxeHHe apTepuaibHOro JIaBIeHUS,
WHCTPYMEHTAJIbHbIC JAHHBIE TUNepOMIINpyOMHEMHUSI, U3MEHEHUE
AKTUBHOCTH I€YEHOYHBIX (DEPMEHTOB,
TPOMOOIIMTOTIEHUS], JTCUKOLIUTO3

OueHb penko YBenuueHue KOHIEHTPAlluu KpeaTnHuHA
B IJIa3M€ KPOBU

Coo0111eH1E 0 T10/103PEBAEMbIX HEKEATEIbHBIX PEaKIHIX

Baxxno coo0marhe O MOJ03pEBAaEMbBIX HEXKENATEIbHBIX PEaKIUsAX I0ClIe PEerucTpanuu
JIEKApCTBEHHOT0  Tpenapara ¢ Lelbl0  00eCleueHHus HEeNpPEepbIBHOIO MOHUTOPUHIA
COOTHOIIEHUS «IOJIb3a — PUCK» JIEKApCTBEHHOIo Mpemnapara. MeaunuHCKUM paOOTHHKAM
PEKOMEHIYEeTCsl  COoOo0ImarTh O JIFOOBIX TOJ03PEBACMBIX  HEXKENATCIbHBIX — PEAKITUIX
JIEKapCTBEHHOT'O Tperapara 4yepe3 HallMOHAIbHBIE CHUCTEMBI COOOIIEHUSI O HEXKeIaTeNbHbIX
peaKuusIX rocy1apCcTB — WICHOB EBPa3HilCKOro 3KOHOMHYECKOTO COK03a.

Poccutickas ®@edepayus

®enepanbHas Ciryx0a 1o Haa30py B chepe 3ApaBOOXPaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKast TUTOIIAb, 1. 4. cTp. 1

Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHHUKALMOHHON ceTu «HTepHeT:
https://www.roszdravnadzor.gov.ru/

Pecnybnuxa Apmenus

«HAYYHBIN LIEHTP DKCITEPTU3bI JIEKAPCTB U MEJULIMHCKUX TEXHOJIOI' M1
M. AKAZIEMUKA 3. TABPUEJISIHA» AO3T

OTtnen MOHUTOpPUHTAa 6€30MaCHOCTH JIEKAPCTB

Anpec: 0051, r. EpeBan, np. Komuraca 49/4

Tenedon: (+374 10) 20-05-05. (+374 96) 22-05-05

DnektponHas mouta: Vigilance@pharm.am

Caiit B mH()OPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn « MHTepHeT»: Www.pharm.am.

Pecnybnuxa benapyco

PVII «lleHTp 3KCIIEPTU3 U UCIIBITAHUH B 31paBOOXPAHEHUN

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

Tenedon/pakc: +375 17 242 00 29

Dnexkrponnas moura: repl@rceth.by, rceth@rceth.by

Caiit B mH(OpMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn « MHTepHeT»: www.rceth.by.

Pecnybnuxa Kaszaxcman

PT'II Ha IIXB «HaunoHaneHbIN HEHTP HKCIIEPTU3HI JEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX
m3nenuit Komurera KOHTpOsE KayecTBa M 0€30MAaCHOCTH TOBAapOB M ycIyr MUHHUCTEpCTBa
3npaBooxpanenus Pecnyonmku Kazaxcrany

Anpec: r. Acrana, paiion baiikonsip, yi. A. Imanosa, 13 (BL{ «Hypcayner 2»)

Temedon: +7 (7172) 235 135

OnekrponHas nouta: farm@dari.kz

CaiiT B nH(bOpMAIIMOHHO-TEJIEKOMMYHHUKAMOHHOM ceTr «HTepHeT: Www.ndda.kz.

Kuipevizckan Pecnyonuka
JlemapTaMeHT JIEKapCTBEHHOTO 00eCcneueHus] 1 MEIUIIMHCKONW TEXHUKU Mpu MUHHCTEpCTBE
3npaBooxpanenust Keipresckoi PecryOnuku
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Anpec: 720044, r. buikek, yi. 3-4 auHus, 25

Tenedon: + 996 312 21 92 78

Dnexrponnas moura: dlomt@pharm.kg

CaiiT B nH(GOPMAIIMOHHO-TEIICKOMMYHHUKAIMOHHOM cetn «HTepHeT»: WwWw.pharm.kg.

4.9. llepeno3upoBka

CuMOTOMBI

CuMOTOMBI TIEPEIO3UPOBKU Yalle BCETO BKIIOYAIOT: COHJIMBOCTB, JKEIIYIOYHO-KHILICYHBIC
HapylleHus (TOLIHOTA, pBOTa, 00Jb B SMUTAaCTPUH), TAXUKAPIUS, TOBBIIIEHUE apTEePUAIBEHOTO
naBiieHus], OpaTuKUHE3Us] U BEPTUTO. B TSHKENBIX Clydyasx CylOpOTH, YTHETEHHUE JIbIXaHHS,
arHo? U KOMa.

Jleuenue

Crnenuduueckoro aHTHI0Ta HET, PEKOMEH/I0OBaHA CUMIITOMaTHYECKas Teparusl.

5. ®APMAKOJIOTHUYECKUE CBOMCTBA
5.1. @apmakoauHaMHYecKHe CBOIiCTBA
q)apMaKOTepaHGBTI/I‘IGCKaFI prHHaI MI/IOpeHaKcaHTI)I; MHOpeHaKcaHTbI HeHTpaJII)HOFO

JCHCTBHS;, IPYyTrUe MUOPEIAKCAHTHI LIEHTPAILHOTO JICHCTBHS.
Kon ATX: M03BX04

MexaHusM nerctus U dapMakoauHamMuueckue 3O deKThI

Tonnepuzona 2udpoxnopud — MHUOPENAKCAaHT LEHTpalbHOTO aAekcTBUsA. Oxa3bpiBaeT
MEeMOpPaHOCTaOMIM3UPYIOIIee, MECTHOAHECTE3UPYIOIee JEHCTBUE, TOPMO3UT IPOBEICHUE
HEPBHBIX UMITYJIbCOB B MIEPBUYHBIX ap(hepeHTHBIX BOJIOKHAX M JBUTATEILHBIX HEHPOHAX, YTO
IPUBOANUT K OJIOKUPOBAHMIO CIHMHHOMO3IOBBIX MOHO- M TOJMCHHANTUYECKUX PeQIEKCOB.
[IpenmnonoxuTenbHO, TOIMMEPH30H OTIOCPEIYET OJIOKUPOBAHHE BHIACTICHUS METUATOPOB ITyTEM
TOPMOKEHHSI MOCTYIJICHHUsI HIOHOB KaJlbLisl B CUHAIICHL. TOPMO3UT NMpOBeeHNE BO30YKICHHS
M0 PETUKYJIOCTIMHAIBHOMY ITyTH B CTBOJIE TOJIOBHOTO MO3Ta.

He3zaBucumo oT BIMSHMS Ha LIEHTPAIbHYI0 HEPBHYIO CUCTEMY YCHJIMBAeT nepudepuueckoe
KpoBooOpamieHne. JTo JeiCTBHE HE CBSA3aHO C BO3JEHCTBHEM Iperapara Ha IEeHTPATbHYIO
HEpBHYIO CHCTEMY U MOXeT ObITh OOYCIOBJIEHO cJa0bIM CHa3MOJUTHYECKHUM U
aHTHAJPEHEPTHYECKIM JIEHCTBUEM TOJIIEPU30HA.

Jluooxauna 2uopoxnopuo obnagaeT MECTHOAHECTE3UPYIOLIUM JAEHCTBUEM U IIPU TO3UPOBAHUHU
COTJIACHO MHCTPYKIMU CHCTEMHOTO JICHCTBHS HE OKa3bIBACT.

5.2. apmakoKHHEeTHYECKHE CBOWCTBA

Tonnepuszon moJBepraeTcss UHTEHCUBHOMY METa0OIM3My B II€UEHH M IMOYKax. BuIBomuTCS
MMOYKaMH, MPAKTHYECKHU MOTHOCTHIO (0omee 99%) B Buae MeTab0IMTOB, (hapMaKOIOTHIeCKast
aKTUBHOCTH KOTOPBIX Hen3BecTHA. [Ipu BHYTPUBEHHOM BBEJIEHUU MEPHUO/] MTOTYBBIBEACHHUS ~
1,5 gaca.

Jluooxaun: abcopOuus — mosnHas (CKOpoCTh a0COPOIIUH 3aBUCUT OT MECTa BBEACHUS U JI03bI).
TCmax ipu BHyTpUMBIIIEYHOM BBeeHUU — 30—45 MunyT. CBs3pIBaHNe ¢ OeIKaMU IMIa3Mbl —
50-80%.

BbeicTpo pacrpenensercss B TKaHsAX W opraHax. IIpoHukaer yepe3 remarosHuehannyecKuii
6aprep (I'DB) u mianeHTapHbIii 6apbep, CEKPETHPYETCS ¢ MAaTEPUHCKUM MOJIOKOM (40% oT
KOHIIEHTPAIIUU B TUIa3ME MaTepH).

Mertabonusupyercs B nedyeru (Ha 90-95%) ¢ yuactueM MHUKpOCOMAIIbHBIX (PEPMEHTOB ITyTEM
Ne3aIKUIMPOBAHUS aMUHOTPYIIBI U pa3pblBa aMUIHOW CBSI3U C OOpa30BaHMEM AKTHBHBIX
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MeTa0oJIMTOB. BBIBOIUTCS C kemdbio (4acTh 1036l mojBepraercs peadbcopoumu B JKKT) m
noukamu (10 10% B HEM3MEHEHHOM BHJIE).

6. ®APMALEBTUUECKUE CBOMCTBA
6.1. [lepeyeHb BCIOMOTaTEJIBLHBIX BelleCTB
MOHO3THIIOBBIN YU TUITUICHTIUKOIIS
MetunnaparuapokcuOeH3oar

Bonma aist uHBeKIMA.

6.2. HecoBMecTHMOCTH
B cBA3U ¢ 0OTCYyTCTBHEM UCCIIEIOBAHUNA COBMECTUMOCTH, JAHHBIN JICKAPCTBEHHBIN IIpenapar He
ClIeyeT CMEIINBATh C APYTUMH JIEKapCTBEHHBIMU IIpenapaTaMu.

6.3. Cpok roaHocTu (CpOK XpaHeHus)
2 roza.

6.4. Oco0Oble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpauuts npu temmeparype ot 2 °C go 8 °C, B OpUrHHAIBHOM yIaKoBKe (B MaYKe KapTOHHOI),
JUISL 3aILUTHI OT CBETA.

6.5. XapakTep u cojep:KaHue NEPBUYHONH YIAKOBKH

ITo 1 mu npenapara B aMI1yJibl U3 TEMHOTO CTEKJIA THIPOIMTUYECKOTO Ki1acca THI | ¢ KosbLioM
JUTSL U3JI0Ma.

Ha xaxnayro ammyily HaKJIEUBaIOT S3TUKETKY.

ITo 5 ammyn B KOHTYpHOM s14eiKOBOM yrnakoBke u3 IIBX.

[TIo 1 KOHTYpHOM STYEUKOBOW YITAKOBKE BMECTE C JTMCTKOM-BKJIA/IBIIIEM B KAPTOHHOM ITaUYKe.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUUYTOKEHUHM HCHOJIH30BAHHOIO
JIEKAPCTBEHHOr0 TMpenapara WJIH OTXO0/A0B, MOJYYeHHBIX IOcJIe NPUMEHEeHHUs!
JIEKAapCTBEHHOI0 NMpenapara, i Apyrue MAaHUMYJISIUH € PenapaTomM

Het oco6b1x TpeboBaHMiA.

7. JEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Pymbiaus

K.O. Pomdpapm Komnanu C.P.JL.

yi. Epounop Ne 1A, r. Oroniens, 075100, yezn Unbdos

Tenedon: + 4021 3504640

daxkc: + 4021 3504641

Anpec anekrponHo# mouTsl: Office@rompharm.ro.

7.1. lIpeacTaBUTEb A€PKATEIsI PETHCTPAIMOHHOTO YI0OCTOBEPEHHUSI HA TEPPUTOPHHU
Coro3a

IIpeTeH3nu nOTpeOUTENCH HANPABJIATE 110 aJpECY.

Poccuiickas ®@edepayus

000 «Pombapmay

121596, r. Mockga, yn. ['opbyHoBa, 1. 2, ctpoenue 3, atax 6, mom. I, kom. 20-20A
Tenedon /dakc: (495) 787-78-44

Anpec snekTpoHHO# mouThl: info@rompharm.ru.
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Pecnybnuxa benapyco

[IpencraButensctBo K.O. Pompapm Kommanu C.P.JI. B Pecniy6nuke benapych
220035, r. MuHck, ya. Tumupsszesa 72, nomenienue 23, 8 atax, oduc 8002
Tenedon /daxc: (017) 336-50-09

Afpec 3IeKTpoHHOM mouThl: Fompharm_by@mail.ru.

Pecnyonuxa Kazaxcman, Koipevizckas Pecnyonauka

[IpencraButensctBo K.O. Pompapm Kommanu C.P.JI. B Pecny6nnke Kazaxcran
050013, r. Anmatsl, ByasBap byxap XKeipay, a. 33, BLI «Kenicy, opuc 41
Tenedon: 8 (727) 247-07-85

daxkc: 8 (727) 376-35-88

Anpec 3neKTpOHHOM mouThl: amangul-62@.mail.ru.

Pecnybonuxa Apmenus

K.O. Pomdpapm Komnanu C.P.JL.

075100, Pymbraus ye3g Unbdos r. Otonens, yi. Epommop Nel A
Tenedon: + 4021 3504640

@akc: + 4021 3504641

Anpec snekrponnoii moutsl: office@rompharm.ro.

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. IATA NEPBUYHOM PETUCTPALIMU (MOATBEPKJIEHUS PETUCTPAIIUU,
HEPEPETUCTPALINN)
JlaTa niepBOW perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmiast ~ XapakTepHCTHKa JIEKapCTBEHHOTO  Iperapara MUWOTONWA  JOCTyIHa  Ha
nH(OpMallMOHHOM TopTasie EBpa3suiickoro 3KOHOMHYECKOTO Cor03a B HH(GOPMAIMOHHO-
KOMMYHHUKaIMoHHOM cetu «uTepHeT» http://eec.eaeunion.org/.
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