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IO MEJUITTHCKOMY IITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
I ommaiin®

PerucrpanuoHHbII HOMeEp:
Toprosoe HamMeHOBaHHUe: Tommnaiu®

MexayHapoHoe HelaTeH TOBAHHOe HAMeHoBaHue: cHOyTpaMuH
JlekapcrBeHHas1 popMa: KarcyJibl

CocraB

1 xancviia 10 Mr COOEpIKHUT:

Heticmeyrouee eeryecmso: cubyTpaMuHa ruapoxiopuaa monoruapat — 10,0 mr.
Benomocamenvruvie 6ewyecmea: nakroza — 232,0 Mr, mejunrojioza MUKpPOKpUCTAJUIMUECKAsi, THII
102 — 30,0 mr, kpeMHHST TUOKCHJT KOJUTOWIHBINA — 1,0 MT, Maraus cteapat — 2,0 Mr.

Cocmage 0OONOUKI KANCYRbL:

Kporuweuxa xancynei: kpacutenb asopyomn (E122), wunpurokapmun (E132), Harpus
naypuicynbdaT, TUTAHA TUOKCH/T, KEJIATHH.

Kopnyc kancynvl: KpacuTeslb COJHEUHBIM 3akar dkentbii (E110), kpacuTenb XUHOJIUHOBBIN
skenteiil (E104), Hatpus naypuicyibdart, THTaHA THOKCH/T, JKEJIATHH.

BemomMoraTenbHbIe BENeCTBa, HAIHMYKME KOTOPHIX HAJIO VUMUTHIBATH B COCTaBe JICKAPCTBEHHOTO
mpemnapata: Kaxgas TalbiieTka cojepkut 232,0 Mr JakTosbl, KpacuTenb aszopyoun (E122),
KpacuTesb CoJHEeUHbIN 3akaT kenatbid (E110) (eMm. pasmenbl «IIpoTuBomokazanus», «Ocobbie
YKazaHUusD).

1 xamcyia 15 MT CONepIKUT:

Heticmeyrowee eeujecmso: cubyTpaMUHa THIPOXJIOpHIa MOHOTHIpaT — 15,0 Mr.
Benomocamenvuvie eewgecmea: nakroza — 227,0 Mr, 1eJUTI0I03a MUKPOKPHUCTAIUTHYESCKAS, THII

102 — 30,0 mMr, kpeMHHUS TUOKCH] KOJUTOUAHBIN — 1,0 M, MarHus cteapaT — 2,0 Mr.

Cocmae 0b6ONOUKU KANCYNbL:

Kpviwieuxa xancynet: xpacutenb azopyoun (E122), wumgurokapmun (E132), wHatpus
JIaypuicyiabdat, THTAHA JUOKCU, HKEJTATHH.

Kopnyc xancynuvi: HaTpus Jaypwicyibdat, TATAaHA JUOKCH]T, JKEJIATHH.

BenomMoraTenbHble BeNeCTBA, HAJIMYKME KOTOPBIX HAJIO YUMUTHIBATh B COCTaBe JICKAPCTBEHHOTO
mpemnapata: Kaxmasi Tabierka cofep:kur 227,0 Mr JakToswl, KpacuTesdb asopyoun (E122),
KpacuTelslb coHeuHbIH 3akaT kenthiit (E110) (em. paszmemst «lIpoTuBomokazanusi», «Ocobbie

YKazaHUusD).
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Onucanue

Kancynol 10 me: TBep/IbIe JKEJIATHHOBBIC KATICYJILI pazMepoM No2 ¢ CHHEH KPBIISUKON U JKEJITBIM
KOPILYCOM, COJISpIKaIIie MOPOIIOK OT OeJI0ro 10 MOUTH OeJIoTo I[BeTA.

Kancynor 15 m2: TBeppble jKeTaTHHOBBIE KaICyJIbl pazMepoM Ne2 ¢ cHHeH Kpbllieukol u OelbIM

KOPITyCOM, COJIepKallie MOPONIOK OT OeJIoro A0 MOUTH 6eJIoro IBeTa.
dapmakoTepaneBTHUYeCKas TPYIIIA: IIpeNapaThl I JSUSHUS 0KUPSHUSL, KpOME JIMe TUUSCKUX
IPOAYKTOB; MperapaThl JJIs JIeUSHUS OKUPEHUS LIEHTPAJIbHOTO JeHCTBUS.

CubyTpaMuH OTHOCHUTCSI K CIHHCKY CHJIBHOJACHCTBYIOMIUX BEIIECTB, YTBEPIKICHHOMY
[ToctanoBnenueM npaputenabeTBa PO o1 29.12.2007 1. Ne964.

Kox ATX: AOBAAIQ

dapMakoornyecKre cBolicTBa

CulyTtpamMuH sBJISIeTCS IPOJICKApCTBOM M MPOSIBIISIET CBOe JEHCTBHE In VIVO 3a CUeT
MeTa0O0IUTOB (NEpBHUYHBIX M BTOPUYHBIX aMHHOB), MHIUOHPYIONMX OOpaTHBIH 3axBaT
MOHOAMHUHOB (CepOTOHMHA, HOpaJpeHAJIMHA U JodaMuHA). YBEJIUUYEHHE COJEpIKAHUA B
CHHAIICaX HEUPOTPAHCMHUTTEPOB IIOBBINIAET aKTHBHOCTH LEHTpaJIbHBIX SHT-cepoTOHMHOBBIX M
a/IpeHePTUYECKUX PpEIeNTOPOB, YTO CIHOCOOCTBYeT YBEJIMUCHHIO YYBCTBA HACBHIMICHHUS H
CHIDKSHHUIO MOTPeOHOCTH B MHINE, a TAKKe YBEJIMYCHMIO TePMOIPOAYKIUH. OnocpenoBaHHO
aKTUBUpYs OeTaz-aJApeHOPELeNTOPbl, CHOYTpaMHUH BO3JSHCTBYeT Ha Oypylo JKMPOBYIO TKaHb.
CHmwkeHHe Macchl Tejla COIPOBOXKIASTCSl YBEJIMUYSHHEM KOHIEHTpAIMM B IUIa3Meé KpOBH
JunonpoTenHoB Bbicoko# tWioTHOocTH (JIIIBII) M moHmwkKeHWMEeM KOJHMYEeCTBA TPUTIIUIICPHUIOB,
ofIero XoJjieCTepuHa, JUNONpPOTeHHOB HU3KoM miotHocTH (JIIIHII) M MoueBoM KHCIOTHL
CubyTpaMuH U ero MeTaboJIUTHI He BJIUSIOT Ha BRICBOOOXK/ICHHE MOHOAMUHOB, HE HHTHOUPYIOT
MoHoamMuHOOKcHAa3y (MAQO); o01aialoT HHU3KHM  CpPOJACTBOM K  OOJIBIIOMY  YHCIY
HEeHUPOMETMATOPHBIX pellenTopoB, BKiIovas ceporoHuHoBsie (5-HT1, 5-HTia, 5-HTis, 5-HT2c),
aapeHepruueckue (6etar, O6etay, Oetas, anbdai, asbdaz), ropamunossie (Di, D2), MyckapuHOBBIE,
ructamuHoBsie (Hi), Genzoquazenunobie U riryramarubie (NMDA) penentopsl.
Dapmaxoxkunemuxa

[Tocne mpuema BHYTpH OBICTPO BCACBIBASTCA M3 JKeNMyqouHO-KHIeuHoro Tpakra (OKKT) He
MeHee uyeM Ha 77 %. Ilpu «mepBHYHOM MPOXOXKASHHUW» 4epe3 II€UeHb I10/IBepraercs
ouotpancopmanuu noj BiausHUeM uzodepmenta CYP3A4 ¢ oOpasoBaHHeM JBYX aKTHBHBIX
MeTabonmuToB (MoHomecMeTwicuOyTpamua (M1) u mumecmetwicubytpamun (M2)). Ilocme
npueMa pa3oBod 703kl 15 Mr MakcuMalibHas KOHI[GHTpalusi B IUiazMe KpoBU (Cnax) M1
coctapisieT 4 Hr/mi (3,2-4,8 Hr/mi), M2 — 6,4 ur/miu (5,6-7,2 Hr/mi). Cmax TOCTHTASTCS Uepes
1,2 u (cubyrpamun), 3-4 u (M1 u M2). OnHOBpeMeHHBIH NpHeM NHUIMH TOHMWKAET Cmax

MeTabonutoB Ha 30% U yBeIHMUMBACT BpeMs ee JocTxkeHus Ha 3 1, He usmensas AUC. Beictpo
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M2). PaBHoBecHas] KOHIICHTpAIIMSI aKTUBHBIX MeTaOOJIMTOB B IUIa3Me KPOBHU JOCTUTASTCS B
TeueHue 4 HeH Mocie Havajla IPUMEHEHHUs] U IPUMEPHO B 2 paza IPEBbIIIAET KOHIICHTPAIUIO B
IUIa3Me KpOBH IOCie MpHeMa pas3opoi 103wl [lepuon mosyewiBegeHus cubyrpamuna — 1,1 |,
M1l — 14 4, M2 — 16 4. AKTHBHbIE METaOOJMTHI TOJBEPralOTCS THAPOKCHIHPOBAHUIO H
KOHBIOTAlMK ¢  0o0pa3oBaHUEM  HEAKTUBHBIX  METAOOJIMTOB, KOTOpbIE  BBIBOJATCS
IIPEUMYIECTBEHHO IMOYKAMH.

HUwmeromuecs: B HacTosIIee BpeMsi OTpaHUYCHHBIC JaHHbIE HE YKAa3bIBalOT Ha CYIIECTBOBAHHUE
KJIMHUYECKH 3HAUUMBIX Pa3Iuui B papMakoKHHETHKE Y MYKUUH H JKSHIHH.

JInIa IMOKHI0ro BO3pacTa

(QapMaKOKMHETHKA Y ITOXKHJIBIX 3JOPOBBIX JIULL (CpelHUH Bo3pacT 70 J1eT) aHaJIOTHYHA TAKOBOH Y
MOJIO/IBIX.

Iloueunas nedocmamournocmo

IToueynasa HeMOCTATOUYHOCTH He oKaspiBaeT Aedicteusa Ha AUC akTuBHBIX MeTaboimTor M1 um
M2, xpome wmerabGomuta M2 y TIAIMEHTOB ¢ TEePMHHAJILHOH CTajguedl MOYCUHOU
HE/I0CTATOYHOCTH, HaXO/SIMXCs Ha THATIN3e.

Ileuenounas HeOOCMamoYHOCb

Y DanueHTOB ¢ YMEpeHHOM IeUeHOUYHOM HEeJOCTATOYHOCTHIO IMOCJe OJHOKPAaTHOTO IpHeMa
cubytpamuta AUC akTupHBIX MeTaGomuToR M1 u M2 Ha 24 % BbIIIe, YeM Y 3JOPOBBIX JIHII.
IloxazaHu s K IPHMMeHEeHHIO

[Ipemapat [Nonnmaiin® mokasaH K MPUMEHEHHIO V B3POCILIX MAIHSHTOB OT 18 mo 65 ser nng
CHWDKEGHHSI MAcChl TeJla IIPH CJIEAYIONUX COCTOSHUAX:

- aJTIMeHTapHOE OKUPEHHe ¢ HHAeKcoM Macchl Tera (MMT) 30 kr/m? u Gonee;

- aIMMEHTApHOE OXKHMPEHHE ¢ MHISKCOM Macchl Tejia 27 Kr/M* 1 Gojiee B COUSTAHHM ¢ CaXapHbIM
auaGeToM 2 THIA U JUCITUIIUIEMHUEH.

IIpoTHBONIOKA3aHUA

- THIIEPUYYBCTBUTENILHOCTE K CHOYTpaMHMHY W/HIM JIIOOOMY M3 BCIIOMOTATeJIbHBIX BEHIECTB B

COCTaBeE IIpeIiapara;

HAJIMYUE OpPTAaHUUECKUX IPUUUH OXKHUPEHUS (HApUMEp, THIIOTHPEO3);

CCPBE3HBIC HAPYIICHUA ITUTAHUA — HCPBHAA aHOPCKCHUS WA HEPBHAsA GYJ'II/IMHSI',

IICUXHYCCKHC 3360J16B21HI’I$I',

cunipom JKuiib fie 151 TyperTa (TreHepaliu30BaHHbIE THKH),

OJTHOBpEMCHHBIM TpueM HHTHOHTOpoB MAO (mampumep, deHTepMuHa, (eHbIypamuna,
nexcdendiypaMuHa, >TuiaMpeTaMuHa, >deIpHHa) WK IPUMEHEHHE B TeUeHHUE 2-X HeJelb J10

npuemMa npenapata 'onmain® u 2-X Heeb MOcJie OKOHYAHUS €T0 IpueMa APYTUX IIpenapaTos,
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CEepOTOHMHA (HAlpUMep, AHTH/SIIPECCAaHTOB, HEHUPOJISNITUKOB); CHOTBOPHBIX IIPENapaTtos,
COJIepKANIUX TPUNTO(AH, a TaKKe JIPYTHX MPeNapaToB HEHTPAIbHOTO ASHCTBUS JJI CHUKCHHUS
Macchl TeJla WM JJIs1 JISUeHUS ICUXUUECKUX PacCTPOUCTB;

- CepAeUYHO-COCYTUCThIe 3a0osieBaHMsl (B aHAMHe3e WIM B HACTOSIIEE BpeMs): HIIeMHYEcKas
OGone3ns cepana (uHpapkr wmuokapga (MM), creHokapaus), XpoHHUECKasl cepAcuHast
HEJIOCTATOYHOCTh B CTAUH JCKOMIICHCAIIMH, OKKJIIO3HOHHBIE 3a00sIeBaHUs NepUpepHuScKUX
apTepuH, TaXWKapAus, apuUTMUsL, IepeOpoBacKyJisApHbIe 3a001eBaHUs (MHCYJIBT, TPAH3UTOPHBIS
HapyIIeHUsI MO3TOBOTO KpOBOOOpaIeHUs),

- HEKOHTpOJMpyeMas apTepHaJlbHas THIEpTeH3HA (apTepHaibHOe JapiieHue (AJl) Beime
145/90 MM pT. cT.);

- 3aKpBITOYTOJIbHAS JIAYKOMA;

- THPEOTOKCHKO3;

- TsDKeJIbIe HapyIIeHusl GYHKIUH MeUeHU W/ WIN TI0YeK;

- ToOpokadecTBeHHAsI TUIIEPILIA3Us IPECTaTeIbHOM JKeJIeshl;

- (peoxpomonuTOMa;

- yCTaHOBJICHHAsI (hapMaKoJIOTHYecKast, HApKOTUUYECKAs HIIH AJIKOTOJIbHASI 3aBUCHMOCTD;

- HENEpEeHOCHMOCTh TaJaKTO3bl, Je(QUIMT JaKTasbl Jomaped WIH TJI0KO30-rajakTo3Has
MaThabcopOIus;

- OepeMEeHHOCTh U MIEPUO/ IPY/IHOTO BCKapMIIUBAHUS,

- BozpacT 10 18 jet u crapme 65 Jer.

C 0CTOPOKHOCTBIO CJe[yeT Ha3zHauaTh Hpemapar [omiiaiH® IpH CleAYIOMUX COCTOSHHSAX:
ApUTMHUU B aHAMHe3e, XPOHMUYSCKOM HEJTOCTATOUHOCTH KpoBooOpaleHus, 3a00JeBaHMIX
KOPOHApHBIX apTepuid (B T.U4. B aHaMHe3e), KpoMe HIIeMuueckou Oosesnu cepamna (UM,
CTEHOKApJUH), IJIayKoMe, KpPOME 3aKpBITOYTOJIbHOM TIJIAYKOMBI, XOJIEJMTHA3E, apTepHabHOU
THIEPTeH3UU (KOHTPOJUPYEeMOW M B aHAMHE3e), HEBPOJIOTMUECKMX HApYIICHMSX, BKIIIOYAs
3a/1epKKY YMCTBEHHOTO Pa3BUTHS M CYJOPOTH (B T.U. B aHaAMHe3e), SIHJICIICUH, HApyIIeHUH
(YHKIIMHU TIeUeHHU W/HIIK MOYeK JISTKOW U cpe/lHeH CTeNeHHU TsDKECTH, MOTOPHBIX M BepOaIbHBIX
THKAaX B aHAMHe3€e, CKJIOHHOCTH K KPOBOTEUYEHHIO, HApYIISHHIO CBEPTHIBAEMOCTH KPOBH, IIpHEMe
IpenapaToB, BIMSIONIUX Ha TeMOCTa3 WIH (PYHKIMIO TPOMOOIIUTOB.

IIpyMeHeHMe B Iepuoj GepeMeHHOCTH U I'PY/JHOT 0 BCKAPMJIMBAHUA

bepeMeHHOCTD

ITockoMbKy [0 HACTOANIETO BpPEeMEHH HE HMeeTCs JOCTaTOYHO OOJIBIIOTO KOJIMYeCTBA
UCCJICTOBAHUHM B OTHOIICHHUH O€30IACHOCTH BO3JCHCTBUA CHUOyTpaMHMHA Ha IUIOJ, JAaHHBIN

mperapat MNpoTHBOIIOKa3aH B IICPHUO] 6epeMeHHOCTI/I.






