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OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO-HPEHA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
CYMATPUIITAH-AJINYM, 50 mr, TabsIeTKH, MOKPHITHIC INIEHOYHOU 000T0UKOM.
CYMATPUIITAH-AJINYM, 100 Mmr, TabJieTKH, TOKPHITHIC TUICHOYHON 000IOUKOH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JelicTBytolee BENECTBO: CyMaTPUIITaH.

CYMATPUIITAH-AJIUYM, 50 mr, Ta0neTKu, DOKPHITHIE IUIEHOYHOU 000JI0YKOM

Kaxnas Tabnerka cogepxut 50 Mr cymaTpunTasa (B BUJE CYKIIMHATA).
BcenoMoraTenbHble BelECTBa, HAMYME KOTOPBIX HAJ0 YYHUTBHIBATH B COCTABE JIEKAPCTBEHHOIO
npenapara: JJakTo3sl MOHOTHIpaT — 183 Mr (cM. paznenst 4.3., 4.4.).

CYMATPUIITAH-AJIUYM, 100 mr, TabaeTKU, TOKPHITHIE INIEHOYHOU 000JI0YKOM

Kaxnas Tabnerka cogepxut 100 Mr cymarpunrtana (B BUA€ CyKIIMHATA).
BcnoMoraTenbHble BelECTBa, HAMYME KOTOPBIX HAJ0 YYHUTBHIBATH B COCTABE JIEKAPCTBEHHOIO
npenapara: J1akto3sl MoHOTHUIpaT — 206,5 Mr (cM. pazaensl 4.3., 4.4.).

[TonHbIif mepedeHpb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOU 000JTOYKOM.

CYMATPUIITAH-AJIUYM, 50 mr, Ta0neTKH, DOKPHITHIE INIEHOYHOU 000JI0YKOM

Kpyriibie 1BOSIKOBBINYKIIbIE TAOIETKH, TOKPHITHIE MIJICHOYHOM 000JI0UKOi1 pO30BOTO LIBETA.

CYMATPUIITAH-AJIUYM, 100 mr, TabaeTKU, IOKPBITHIE INIEHOYHOU 000JI0YKOM

JIBOSIKOBBIITYKJIBIE TAOJIETKHA MPOAOJITOBAaTOW (POPMBI CO CKPYTJICHHBIMH KOHIIAMH, MOKPBITHIC
MJICHOYHON 000I0YKOH O€JIoro uiu OeJIoro ¢ KpeMOBaThIM OTTEHKOM I[BETa, C PUCKOM.

Jlunus paznoma (pucka) He MpeIHa3HAYeHA /IS pa3IaMbIBaHUs TaOJIETKH.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3zanus K NPUMEHEHUIO

CYMATPUIITAH-AJINYM noka3aH K IpUMEHEHUIO Y B3pOCIbIX B Bo3pacTe oT 18 1o 65 ner.
KynupoBanue npucTyrnoB MUTPEHH ¢ aypod M 0e3 Hee, BKIIoYasi MPUCTYIbl MEHCTPYyalbHO-
aCCOLMMPOBAHHON MUTPEHU.

Hasna4aroT TOJIBKO MY BepUPHUIMPOBAHHOM UArHO3€ «MHUTPEHbBY.

4.2. PexxuM 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!
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[Ipenapar CYMATPUIITAH-AJINYM He no
Henb3s npeBbilIaTh pEKOMEHI0OBAHHYIO 03y CyMaTpHUIITaHA.

Pexomennyercs Hayath npuem npenapata CYMATPUIITAH-AJIMYM cpasy ke, npu NepBbIX
MPOSBICHUSX TMPHUCTYNAa MHUIPEHH, MPH 3TOM CyMaTpUIITaH OJUHAKOBO 3¢ dexkTuBeH mnpu

NPUMEHEHHUHU Ha JI000# cTaJuu NpUCTyIa MUTPEHH.

PexxuM 103upoBaHus

PexomennoBannas no3a npenapara CYMATPUIITAH-AJIMYM cocrasnsier 50 mr. HekoTopsim
MalyeHTaM MOXeT oTpedoBaThes go3a 100 mr.

Ecnu nocne mpuema nepBoil 1036l MPUCTYNT MUTPEHU HE KYMUPYETCs, BTOPYIO 103y MIpernapara
JUIsl KYIIMPOBAHUS 3TOTO K€ MPUCTYINAa MUTPEHU Ha3HAyaTh HE cleAyeT. B Takux ciydasx ais
KYIUPOBaHUS MPUCTYNa MOKHO MPUMEHSThH MapareTamor], aleTHICATHIMIOBYIO KUCIOTY WU
HIIBII. OnHako cymaTpunTaH MOXHO MPUMEHATH 11 KYTUPOBAHUS MOCIEAYIONIUX MPUCTYIIOB
MUTPEHH.

Ecnu nmanueHT mo4yBCTBOBaN YJY4ILIEHHUE MOCTE MEPBOM 03I Mpemnapara, a 3aTeéM CUMITOMBI
BO300HOBUJINChH, TO B TEUEHUE CIAEAYIOMUX 24 4 MOKHO MPUHATH BTOPYIO 03y MPU YCIOBHH, YTO
WHTEPBaJ MEXIY J03aMU COCTABIISIET HE MEHee 2 4acoB M MpuHATO He Oosiee 300 Mr B TeueHue
24-yacoBoro nepuoja. B reuenue nmobdoro 24 4 nepuoja MakCUMalbHas 1032 CyMaTpUIITaHa He
JoJKHa ripeBblmath 300 mr.

[Ipenmapar CYMATPUIITAH-AJINYM MOXHO NPUMEHATH HE paHbIIE, 4YeM yepe3 24 4 mocie
preMa MpenapaToB, COJEPKAlIMX AProTaMUH WIH €ro MPOU3BOAHbBIE, BKIIOYas METUCEPTUI; U
HA000pOT, TpemapaThl, CoAEepKAIIUE IPTOTAMIH, MOKHO MPUMEHSITH HE paHbIIe, 4eM uepe3 6 4
1ocJie MpueMa cymMaTpUITaHa.

Oco0ble rpyInel NAKUEHTOB

Tayuenmul nosxcunoeo sospacma (cmapue 65 nem)
OnbIT NPUMEHEHHUS CYMAaTpUNITaHA y MAIMEHTOB cTapiie 65 jieT orpaHnyeH. @apMaKOKHHETHKA Y
MAIMEHTOB JAHHOW TMOMYJNSAIMK 3HAYMMO HE OTJIMYAaeTcs OT TaKOBOM y MalHMeHTOB Ooiee
MOJIOJIOTO BO3PAacTa; HO JI0 TEX IOp, MOKa He OYAYT MOJIy4eHBb! JOTOTHUTEIbHbBIC KIMHUYECKHE
JaHHbIE, MPUMEHEHUE CyMaTpUIITaHa y MAI[MEeHTOB cTapiie 65 JeT He peKOMEHI0BaHO.

eTu
D} PexTUBHOCTh CyMaTpUNTaHA B JaHHOW TPYIINE MAIMEHTOB HE ObUIa MPOJEMOHCTPHUPOBAHA.
CYMATPUIITAH-AJINYM npoTtuBonokasaH y aereil B Bozpacte 18 ser.

Croco0 ImpuMeHeHus

[IpenapaTt npuMeHSIOT BHYTPb, IPOTJaThiBasi TaOJETKY LIETUKOM U 3aliBasi BOJIOM.

4.3. llpoTuBONOKA3aHUS
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— T'MIep4yBCTBUTENBHOCTE K CYMATPHUIITAHY HHH—K—FHOBOMY—H3—BCHOMOFATeHLHbIX—BEHHECTS;
IIEPEYUCIICHHBIX B pazzaene 6.1.

— 'emunuiernueckasi, 6azwisspHas u oraabMoIUIerndeckas OpMbl MUTPEHH.

— Nmemuueckas 6one3ns cepana (MbC), B Tom uucie nogo3peHue Ha Hee; nH(papKT Muokapaa (B
TOM YHCJIE B aHAMHE3e), TOCTUH(APKTHBINA KapIUOCKIEPO3, CTEHOKAPAUs (BKIIIOUAsi CTEHOKAP U0
[Ipunnmerana).

— OkKJTI03MOHHBIC 320051eBaHUs TTEPUPEPUICCKUX COCYIOB.

— VHCYABT Uiu TpaH3UTOpPHAS UIIIEeMHYEcKas aTaka (B T. 4. B aHaMHe3e).

— HekoHTponupyemasi apTepuaibHas TUTICPTEH3US.

— IIpuem OgHOBPEMEHHO C IPrOTaAMHUHOM, WIIH €T0 MPOU3BOIHBIMH (BKIIOYAst METUCEPTH), UITH
IpyruMu TpunTaHamu/aronuctamu S-HTi-penentopos.

— OZIHOBpEMEHHBIN NPUEM C ApyruMu aronuctamu S-HT-CepOTOHMHOBBIX PELENTOPOB.

— IlpumeHeHHe OHOBPEMEHHO ¢ MHTHOMTOpaMu MoHoaMuHOKcuaaszel (MAQO) nim paHee, yem
yepe3 2 He/IeNH Mocie OTMEHBI ATHX MpenapaToB.

— Tspxenas crenenpb HapyIeHUs! PYHKIUY NEYEHU W/WJIH TTOYEK.

— Bospact no 18 ner u crapme 65 ner (6e3omacHOCTh U 3PHEKTUBHOCTh CymMaTpUINITaHa HE
YCTAHOBJIEHBI).

— Penxo BcTpeuaromiasicss HacleICTBEHHAS HEMEPEHOCHMMOCTh TallaKTO3bl, Ne(MUIIUT JTaKTa3bl
JoTmapel Uik TIII0K030-TaJaKTO3Has MaTbabcopOIus.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBLIO

— Kontponupyemas aprepuajibHas TUIIEPTEH3US.

— 3a6OJIeBaHI/I$I, IMpU KOTOPBIX MOTYT HU3MCHATBHCA BCACBIBAHUC, MeTa60.HI/I3M HWIJIN BBIBECACHUC
cymaTpunTaHa (HarmpuMep, HapyiieHue ¢ yHKIUH MOYEK WU TICYCHHM ).

— Onuencus (B TOM 4Kcie JI00bIe COCTOSHUS CO CHIXKEHHUEM Topora CyZA0pPOKHOM TOTOBHOCTH).
— Y ManueHToB ¢ MOBBIIICHHOW YyBCTBUTEIBHOCTHIO K Cylb(haHmIaMuaaM (IpHueM cyMaTpHUITaHa
MOJKET BBI3BaTh AJNIEPTHYECKHE PEAKIUM, BBIPAXKEHHOCTH KOTOPBIX BapbUPYETCS OT KOXKHBIX
MIPOSIBJICHUH TTOBBIIIICHHOW YYBCTBUTEIBLHOCTH 110 aHaduiakcuu). JlaHHBIE O TEpEeKpPEeCTHOU
YYBCTBUTEIHLHOCTH OTPaHUYEHBI, OHAKO CJEeAyeT COOJI0IaTh OCTOPOKHOCTh MPU MPUMEHEHUH
CyMaTpHIITaHa Y TaKUX IAllMEHTOB.

— bepeMeHHOCTB, IEpHO IPYAHOT0 BCKAPMIIUBAHMS.

Oco0snle yKazaHus

[Ipenapar CYMATPUIITAH-AJINYM crnengyeTr HazHayaTh TOJIBKO B TOM Cllydae, €CJIU IMarHo3

MUI'PCHU HC BBI3BIBACT COMHCHUA.
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[Ipenapar CYMATPUIITAH-AJINYM Henb3st HpaMeHsiTs-B-HPOPrakTHIe kX HeAiX-
[Ipemapar CYMATPUIITAH-AJIMYM  npoTuBomokasaH  Ajs  NPUMEHEHUS  IIpH
TEMUTIJIETHYECKO, Oa3mIsspHON W odTanbMoruierndeckon (opmax murpeHu. Kak um B ciydae
IPUMEHEHHs APYIMX JIEKAPCTBEHHBIX IMPENapaTroB JUIsl JEUCHHUs] OCTPBIX HMPUCTYNOB MUIPEHH,
nepesa JIeYeHUeM MPHUCTyNa TOJOBHOM OOMM y MAlMeHTOB C paHee HE JAMArHOCTHPOBAHHOM
MHUTPEHbIO WM Y MAlMEHTOB C aTMIUYHON (OPMON MHUIpeHH HEOOXOIUMO UCKIIOUUTH JAPYTrUe
BUJIbI HEBPOJIOIHYECKOM naTojoruu. Cieayer OTMETUTb, YTO y MALMEHTOB C MUTPEHBIO MOBBIIIECH
PHUCK DPa3BUTHS ONPEAETICHHBIX LEpeOpOBACKYIAPHBIX HAPYIIEHUH (HalpUMep, MHCYJIbTA WU
NPEXOAIIMX UIIEMUYECKHX aTak). [[puem cymaTpuntana Mo>KeT ObITh CBsI3aH C BOSHUKHOBEHHEM
TaKUX MPEXOASIINX CHUMIOTOMOB, KaKk OOJIb M CTECHEHHE B TPYIH, PAaCHpOCTPaHSIOIIMECS Ha
00J1aCTh 11€U; CUMIITOMBI MOT'YT HOCUTh HHTEHCUBHBIN XapakTep. Eciiu ecTb OCHOBaHU N0J1arathb,
YTO 3T CUMIITOMBI ABIsIOTCS npossieHrneM MBC, HeoOX0IuMo ImpoOBECTH COOTBETCTBYIOLIEE
nuarHoctuaeckoe oocnenoBanue. He cnenyer npumensts npenapat CYMATPUIITAH-AJINYM
y MaIHMeHToB ¢ ¢akTopamu pucka pazputus MBC, B ToM uncie y 370CTHBIX KYPUJIBIIUKOB WM
NAlMEeHTOB, HAXOASIIMXCS HA HUKOTMHOBOM 3aMECTUTENbHON Tepanuu, 0e3 mpeaBapUTeIbHOTO
00cIIeI0BaHUs CEPIEYHO-COCYAUCTON cucTeMbl. Oco00€ BHUMaHUE CIeyeT YACIUTh KEHIUHAM
B IOCTKJIMMAKTEpUUYECKOM IIepHoJe, MYXYMHaM B Bo3pacTte crapme 40 jer ¢ JaHHBIMH
daxTopamu pucka.

OpnHako o0cie10BaHNE HE BCEr/la M03BOJIET BBIIBUTH 3a00JI€BaHNE Cep/lia y KaX10ro NalueHTa.
B oueHp peakux ciaydasx y HallMEHTOB, HE MMEIOUIMX B aHAMHE3€ CEepJe4YHO-COCYAUCTON
NIATOJIOTUM, MOTYT BO3HUKHYTh CEPbE3HBIE HE)KEIATENIbHBIE PEAKIMH CO CTOPOHBI CEPAECYHO-
COCYAMCTOM CUCTEMBI.

CymaTpunran cienyeT IOpPHUMEHATh C OCTOPOKHOCTBIO y TAllMEHTOB C KOHTPOJIUPYEMOM
apTepuanbHOl TMIIepTEeH3MEeH, Tak Kak y HEeOOJBIIOro KOJIMYEeCTBa MalMEeHTOB HaOJI0JaloCh
TPAH3UTOPHOE IMOBBIIIEHUE AapTEPUATBHOTO JABJICHUA U MNEepU(EpUUEcKOro COCYAUCTOrO
COINPOTUBIICHUS.

NmeroTcst pekue cooOIeH s, TOJyYeHHbIE B pe3ybTaTe MOCTPETUCTPAIIMOHHOTO HaOII01eHuS,
O pa3BUTHUM CEPOTOHMHOBOTO CHHApPOMA (BKJIOYas pacCTpOICTBAa ICUXMKH, BEreTaTHUBHYIO
Ja0MJIBHOCTh M HEPBHO-MBILIEUHbIE HAPYIICHUs) B PE3yJIbTaTe OJHOBPEMEHHOIO NMPUMEHEHMS
CEJIEKTUBHBIX UHTMOUTOPOB oOpaTHOro 3axBara ceporoHnHa (CMO3C) u cymatpunTana. Takxe
coo0IIanoch O Pa3BUTUU CEPOTOHMHOBOTO CHHIpPOMAa Ha ()OHE OJHOBPEMEHHOTO MPUMEHEHHS

TPUNTAHOB C CEIEKTUBHBIMU MHTMOMTOpAMU OOpaTHOTO 3aXBaTa CEPOTOHMWHA M HOpAJpeHaINHA

(CUO3CH).
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Eciii manueHTy MoKa3aHO OJHOBPEMEHHOE MpHMEHEHHe—HperapatoB—rpyrHb-CHUO3C—w/Hmn
CHO3CH, cnenyer TIIATEIbHO KOHTPOIUPOBATH COCTOSIHUE MAlLlMEHTA.

OnnoBpemMeHHOE TpuUMeHeHHe Joboro Tpuntana (5-HTi-aronmcra) ¢ cymarpuntaHoMm He
PEKOMEHAYETCS.

[Ipenapar CYMATPUIITAH-AJIMYM crnenyer npuMeHATh C OCTOPOKHOCTBIO y MALMEHTOB, Y
KOTOPBIX MOTYT CYIIECTBEHHO M3MEHSAThCS BCAaChIBaHUE, METa0OMM3M WM BbIBEJICHHE
cyMaTpunTaHa (HalpuMep, y NalleHTOB ¢ HapylIeHHeM (QYHKIUN OYEK UIIH II€YEHN).
[Tpenapar CYMATPUIITAH-AJINYM HE00X0AMMO IPUMEHSTH C OCTOPOKHOCTBHIO Y TIAIIUEHTOB
C CyIOpOoraMy B aHaMHe3€ WM JPYruMH (aKTOpamMH pUCKA CHIDKEHHS IOpOra CyIOpOXKHOU
TOTOBHOCTH.

VY nauueHTOB C BBIABICHHOH MOBBIIIEHHOM YYBCTBUTEIBHOCTBIO K Cyib(paHUIaMHIAM IMpHEM
CyMaTpUITaHA MOJKET BbI3BaTh AUIEPTUYCCKUE PEAKLUUU, KOTOPBIE BAPBUPYIOT OT KOXKHBIX
NPOSIBICHUI TOBBIIICHHON YyBCTBUTENIBHOCTU /0 aHaduiakcuu. JlaHHBIE O NEpEeKpPecTHOM
YYBCTBUTEILHOCTH OrPaHHUYCHBI, OHAKO CIIEAYeT COOII0IaTh OCTOPOKHOCTD MPH NMPHUMEHEHUH
npenapara CYMATPUIITAH-AJIMYM y Takux nanyeHToB.

3noynoTrpebiieHre JIEKapCTBEHHBIMHM IpenapaTaMu, MpeAHa3HAYeHHbIMU [UIl KYIHPOBAHHUS
IPUCTYIIOB MHIPEHHU, ACCOIMHPOBAHO C YCWICHHWEM TOJIOBHBIX OOJEeH y YyBCTBHTEIBHBIX
NaIMEeHTOB (TOJ0BHAs 00JIb, CBA3aHHAS CO 3JI0YMOTPEOICHUEM JIEKAPCTBEHHBIMHU MpEMapaTaMu).
[Tpu 3TOM CrenyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI IIpeapara.

Henb3s npeBsbimatsh pekoMenayemyro ao3y npenapata CYMATPUIITAH-AJIMYM.
HexenarenbHble peakiMy MOTYT BO3HMKATh 4Yallle BO BpeMsl OJHOBPEMEHHOI'O IPUMEHEHHUS
TPUIITAHOB ¥ PACTUTENIBHBIX MPENapaToB, COAEPKAIINX 3Bep0o00i MpoabIpsaBIeHHbIH (Hypericum
perforatum).

BcnoMorarenbHEIC BEIIECTBA

[TanmeHTaM C peAaKo BCTPEYAIOLIEHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajlaKTO3bl,
NeGUIUTOM JIaKTa3bl JIOMAped WM TIIOKO30-TAJIAKTO3HOW ManbabcopOuuell He cliemyer
npuauMath npenapatr CYMATPUIITAH-AJIMYM, Tak Kak B €ro cOCTaB BXOJUT JAKTO3a.

4.5. B3aumopaeiictTBHMe ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aNMOJAEHCTBUSA

He ormedeHo B3anMoA€HCTBHS CyMaTpUIITaHA C IPONIPAHOIONIOM, (IIyHAPU3UHOM, MU30TH(EHOM
Y STUJIOBBIM CITUPTOM.

[Tpu ogHOBPEMEHHOM MIPUEME C SPrOTAMUHOM OTMeuascs IIUTENbHBIN Cclla3M COCY/I0B.
HmeroTcst orpaHiyeHHbIE JAHHBIE O B3aUMOJICHCTBUH C MpenapaTtaMu, COAEepKaIlUMU d)ProTaMuH

Wi Apyrue Tpunrtanbl/aroHucTsl S5-HTi-peunentopoB. TeopeTnueckn BO3MOMXHO MOBBIIICHHE
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pUCKA BO3HUKHOBEHHMS KOPOHApHOTO Ba3ocCHa3Ma, —H—coBMecTHOe —HpHMeHeHHe —AaHHbIX
IIPENapaToB IPOTUBOIIOKA3aHO.

[lepnon BpeMeHH, KOTOPBIN TOJKEH MPOUTH MEXAY IPUMEHEHHEM CYMATPUIITAHA U 3PrOTaMUH-
coJIepXKalIuX MpernapaToB WK Apyroro Tpunrtana/aronucra S-HT -penentopos, HeusBecteH. OH
Oyzer 3aBUCETb, B TOM YHCIIE, OT 03Bl M TUIA HAa3HAYaeMbIX InpernaparoB. [leiicTBue Moxer
HOCUTh aJJIMTUBHBIA XapakTep. PekoMeHIyeTcsi MOoJ0XJaThb Kak MUHUMYM 24 wyaca moclie
MPUMEHEHHUS TPernaparoB, COJASPKAIMUX DJProTaMHH WX JApyrodl Ttpunrtan/aroHuct S5-HTi-
peLenTopoB Inepes NpuMeHeHueM cymarpunrtana. Y Hao6opoT, pekoMeHIyeTcsl MOA0KAATh Kak
MUHUMYM 6 4YacoB MOcCJ€ NPUMEHEHUS CyMAaTpUIITaHAa TMepe] MPUMEHEHHUEM Ipenaparos,
COJIepKAIMX dProTaMUH, U KaK MUHUMYM 24 yaca 10 NMpUMEHEeHUus apyroro tpunrtana/5-HTi-
aroHHCTA PELENTOPOB.

Bo3Mo0kHO B3auMOIEHCTBHE MEX Ty CyMaTpUnTaHOM U HHTuOuTopamMu MAQ, UX OJHOBPEMEHHOE
IPUMEHEHNUE TPOTUBOIOKA3aHO.

NmeroTcst pekue cooOIIeH s, TOJyYeHHbIE B pe3ybTaTe MOCTPETUCTPAIIMOHHOTO HaOI01eHuS,
O Ppa3BUTHH CEPOTOHMHOBOIO CHHApOMa (BKJIIOYAs PACCTPOMCTBA ICUXHUKH, BEreTaTUBHYIO
7aOUIFHOCTh M HEPBHO-MBIILICYHBIE HAPYILIEHUS) B PE3yJbTaTe OAHOBPEMEHHOIO MPUMEHEHUS
CHO3C u cymarpunTana. Taxke coo0IANOCh O pa3BUTHH CEPOTOHMHOBOTO CHHApPOMA Ha (oHE
OJIHOBpPEMEHHOTr0 npuMeHeHus Tpuntasos ¢ CMO3CH.

HexenarenbHble peaknMy MOTYT BO3HUKAaTh 4Yalle BO BpeMs OJHOBPEMEHHOIO IMPUMEHEHUs
TPUNTAHOB U PACTUTENIbHBIX MPENapaToB, COIEPKALINX 3BepOOOI MPOABIPSIBICHHBII.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepeMeHHOCTD

Crnenyer cobmofaTb OCTOPOXKHOCTh IPH NPUMEHEHMHM CyMaTpUITaHa, IpPUMEHEHHE
CyMaTpHUNTaHa Mpu OEPeMEHHOCTH BO3MOXKHO TOJIBKO B CiIydae, €ciu IpernoiaraeMas mojib3a
JUISL MAaTEPU NMPEBOCXOINUT MTOTEHIMAIBHBIN PUCK IS TIJI0/1A.

JlocTymHBI JaHHBIE TTOCTPETUCTpAaIMOHHOTO HaOmoaeHus 6onee 1000 KeHIIWH, TPUHUMABITUX
cymaTpunTan Bo BpeMmsi | TpumecTpa OepeMeHHOCTH. B CBSI3u ¢ HEOOCTAaTOYHBIM OOBEMOM
uH(pOpMallMi OKOHYATENIbHbIE BBIBOJBI O TOBBIIIEHUH PHUCKAa BPOXKICHHBIX MOPOKOB JENaTh
npexaeBpeMerHo. OnbIT npuMeHennsi cymarpunrtana Bo Il u III Tpumectpax GepeMeHHOCTH
OTpaHUYEH.

Pe3ynbrarbl 3KCIIEPUMEHTANBHBIX HCCIAEAOBAaHUN Ha JKUBOTHBIX HE IMOKAa3ald MPSMOTo
TEPATOT€HHOI'0 JCHCTBUS CyMaTpUINTaHA HA IUJIOA WIM OTPULATEIBHOTO BIMSHHUS HA Ipe- U

IMOCTHATAJIbHOC Pa3BUTHE 3M6pI/IOHa WM IIJIoAa Y KpBIC. O,HHaKO €CTh AAHHBIC O BJIHWAHWH
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CyMaTpHUITaHa Ha )XU3HECTIOCOOHOCTh IMOPHOHE-H-HAOAA- Y KPOFHKOB-HPH-HpHeMe-OOFLHIHX03
cyMmaTpurnTaHa.

JlakTanus

CymaTtpunrtaH NpoHHKaeT B IpyaHOe MOJIOKO. Bo m30exaHune oTpULIaTENbHOIO BO3CHCTBHS Ha
pebeHKa cieayeT MpeKpaTUTh TPYIHOE BCKAPMIIMBAHKUE BO BpeMs IPUMEHEHUS CyMaTPUIITaHA U
B TeUeHUE 24 4 1ocjae OKOHYAHUS €r0 IPUMEHEHHUS.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

Y ManueHToB ¢ MUTPEHBIO MOXKET BO3ZHUKATHh COHJIMBOCTD, CBSI3aHHAS KaK ¢ cCaMUM 3a00JIeBaHUEM,
TaKk U C MPUEMOM CyMATPUNTaHA, MOITOMY OHH JOJKHBI OBITH OCOOEHHO OCTOPOXHBIMU TPH
yIpaBJIeHUN aBTOMOOUIIEM U paboTe ¢ ABUKYIIMMUCST MEXaHU3MAMHU.

4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbBIX peaKIni

Knaccudukanus dYacToTsl NOOOYHBIX APPEKTOB COINIACHO peKOMEeHIanusM BcecemupHoii
opranuzarnuu 3apaBooxpanerus (BO3): ouens yacto (> 1/10), gacto (> 1/100 u < 1/10), Hewacto
(> 1/1000 u < 1/100), peaxo (= 1/10 000 u < 1/1000), ouenp penko (< 1/10 000), gactora
HEHM3BECTHA (YacTOTa HE MOXKET OBbITh OIIEHEHA 110 UMEIOIIUMCS TaHHBIM).

HexkoTtopble U3 CUMIITOMOB, KOTOpbIE OBIIIN OMMCAHbI KaK HeXelaTeIbHbIE SBICHUS, MOT'YT ObITh
CHUMIITOMaMH, aCCOIIMUPOBAHHBIMU C MUTPEHBIO.

JlagHbIe KIMHUYECKUX VCCIIETOBaHNHT

Hapywenus co cmoponwl nepsHOii cucmeMmbl: 4aCTO — TOJIOBOKPYKEHUE, COHIMBOCTb, HAPYIICHUS
YYBCTBUTCIIbHOCTH, BKJIHOYAad MMAPCCTC3NU U CHUIKCHUC YYBCTBUTCIIbHOCTHU.

Hapywenusa co cmoponsl cocy0o8: 4acTo — Npexosiee MOBBIIICHNE apTepHaIbHOTO JIaBICHUS
(BCKOpe mocie nprema mnpernapara), IpuIrBblL.

Hapywenus co cmopoHnvl 0biXamenbHOU CUCmembl, 0peaHo8 epyOHOU KIemKU U Cpe0OCmeHUs.:
4acTO — OJIBIIIIKA.

Kenyoouno-kuweynvle Hapyuienus: 4acTo — TOIIHOTA, PBOTA (IPUYUHHO-CICICTBECHHAS CBS3b
BO3HMKHOBEHUS HEXKENIATSIFHBIX PEAKIIHiA ¢ PUEMOM Iperapara He JJOKa3aHa).

Hapywenus co cmoponbl MbluieyHOl, CKeNemHOU U COeOUHUMENbHOU MKAHY: 9aCTO — YyBCTBO
TsDKECTH (OOBIYHO MPEXO/SIee, MOXKET ObITh HHTCHCUBHBIM M BO3HUKATH B JIFOOOI 4acTH Tena,
BKJIIOUAs TPYIHYIO KJIETKY U TOPJIO), MUAJITHSL.

Obwue napyuienus u peakyuu 6 Mmecme 68e0eHus:: 9aCTo — OOJIEBBIC ONTYIICHHSI, YyBCTBO XO0JIO/Ia

WIM >Kapa, YyBCTBO JAaBJIEHUS WM CTATUBAaHUS (OOBIYHO MpEeXOAsdllue, MOTYT ObITh
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MHTCHCUBHBIMU U BO3HUKATh B JIIO00H YaCTH Tella; BRAHOYas FPYAHYIO- IO TRy H r\,ym,}, cnabocTh,
YTOMIIIEMOCTH (0OBIUHO €1a00 MIIM YMEPEHHO BBIPAXKEHBI, TPEXOIAIIN ).

Jlabopamophvle u uncmpymenmanvhvie OaHHble: OY€Hb PEIKO — HE3HAUUTENIbHbIE OTKIOHEHUS
HoKa3aresel NeYeHOYHbIX MPoo.

ITocTperucTpaMoHHLIC JaHHBIC

Hapywenus co cmoponvl uMMYHHOU cucmemvl: YacTOTa HEU3BECTHA — PEAKIUHU
TUIEPYYBCTBUTEIBHOCTH, KOTOPbIE BAapbUPYIOT OT KOXHBIX MPOSBICHUN IOBBIILICHHON
YYBCTBUTEIBLHOCTHU 70 aHA(PUIAKCHH.

Ilcuxuueckue napyuienus: 4acTOTa HEU3BECTHA — TPEBOTA.

Hapywenus co cmoponvl nep6Hoti cucmembl: 4aCTOTa HEU3BECTHA — CYAOPOXKHBIE IPUMAJIKU (B
psze ciydaeB HaOMIOAaBIIKECS Y MAIIMEHTOB C CYIOPOKHBIMU MPUCTYIIAMH B aHAMHE3€ WJIH MPU
COIYTCTBYIOIIUX COCTOSIHUSAX, IPEIpacloiaralouuX K BO3HHUKHOBEHHMIO CYIOpPOT; y YacTu
NaIMeHTOB (PAaKTOPOB pUCKa HE ObLIO BHISIBIECHO), TPEMOD, AUCTOHHUS, HUCTarM, CKOTOMa.
Hapywenus co cmoponvl opeana 3penus: 4YacTOTa HEU3BECTHA — MEJbKAHME, TUILIONUS,
CHWDKEHHUE OCTPOTHI 3pEHUS, TOTEPs 3peHHS (0OOBIYHO MPEXO0AINas ); OJJHAKO PACCTPONUCTBA 3pEHUS
MOTYT OBITh 00YCIIOBICHBI COOCTBEHHO MIPUCTYIIOM MUTPEHH.

Hapywenus co cmoponsl cepoya: 4acToTa HEeU3BeCTHA — OpaAuKapAus, TaXUKAPAUs, OLIYIICHUE
cepauedbuenus, aputMmuu, OKI[-pu3HakM TPaH3UTOPHOM HIIEMHM MHOKapJa, KOPOHAPHBIH
Ba30CHa3M, CTEHOKapAusl, UH(PApKT MUOKap/a.

Hapywenus co cmoponsi cocy0og: 4acToTa HEM3BECTHA — CHIDKEHUE apTepHAIbHOTO JIaBJICHMUS,
cuHapoM Peiino.

Kenyoouno-kuuieunvie HapyuieHus: 4acToTa HEU3BECTHA — UILIEMUYECKUI KOJIUT, Uapesl.
Hapywenus co cmoponvl Kodtcu u NOOKOICHbIX MKAHel: 4aCTOTa HEU3BECTHA — TUIIEPTUAPO3.
Hapywenus co cmoponvl MbluieuHol, cKenemHoll u coeOUuHUmenbHoU MKAHU: 4acTOTa HEU3BECTHA
— PUTHAHOCTH ILI€U, apTPAITHSL.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxHo coo01mate 0 mo103peBacMbIX HEeXKENATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIUH Mpernapara ¢
HEeNbl0 OO0ecleyeHus HENpPEepbhIBHOITO MOHUTOPUHIA COOTHOILIEHUS «II0JIb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKUM paOOTHUKAM PEKOMEHYEeTCS COOOIaTh O JIIOOBIX
MOJI03PEBACMBIX HEKENATeTbHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HallMOHAIbHBIC
CHCTEMBl COOOIICHHS O HEXeNaTeNbHBIX peaKIMsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanus

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaip, 1. 4, ctp. 1
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DenepanbHas ciry:x0a 1o HaJa30py B cdepe 3apdBeoxpanenst-(Poe3 "pannamcp}

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnTOMBI

[Ipuem cymarpuntana BHYTpb B go03¢ Oosnee 400 Mr He BBI3BIBA KAaKUX-THOO IMOOOYHBIX
3¢ PEeKTOB, TOMUMO NEPEUNCIICHHBIX B paszene 4.8.

Jleuenue

B cnyuae mepeno3upoBku cieayeT HaOMI01aTh 32 COCTOSHHEM IMallUeHTOB HE MeHee 12 4 u mpu
HEO0OXOIUMOCTH NMPOBOJUTH CUMITOMAaTHYECKYIO Tepanuio. HeT TaHHBIX 0 BIMSHUM TeMOANATN3a

WJIU TICPUTOHCATIBHOI'O JUaJin3a Ha KOHICHTPAIUIO CyMATpUIITaHA B IJIa3ME.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUUYeCKass  IPYINa:  aHAIbMETUKH; MPOTUBOMUTPEHO3HBIE  Ipenaparsl;
CEJIEKTUBHBIE arOHUCTBI CEpOTOHMHOBBIX SHT1-perentopos.

Kox ATX: N02CCO01

MexaHusM aeiictBus U dhapMaxkoaruHaMudeckre YO hEKTHI

Cymarpunral — CeJEKTUBHBIM arOHUCT COCYAMCTBIX S-THAPOKCUTPUIITAMHH-1-perentopoB (5-
HT:D), ne Bnuser na npyrue noaruns! S-HT-peuentopos (5-HT2 — 5-HT7). Penentopsr 5-HT1D
PacIoIoKEeHbl, IITaBHBIM 00pa30M, B KpaHUAIBHBIX KPOBEHOCHBIX COCY/IaX TOJIOBHOT'O MO3Ta U UX
CTUMYJIALIUS IPUBOJUT K CY’KEHHUIO 3TUX COCYJIOB.

VY KUBOTHBIX CyMaTpUINTaH H30UPATEIbHO ACHCTBYET HAa BA30KOHCTPHUKIIMIO BETBEH COHHOM
apTepuu, HE BIIMAS Ha KPOBOTOK B COCyJdax TOJIOBHOrO Mosra. CocyaucThlii 6acceiiH COHHOM
apTepuu KpPOBOCHAOXKAET AKCTpAaKpaHUAIbHbIE W WHTPAaKpaHWAJbHbIE TKaHU (B TOM 4HCIE
MEHHMHI€aJIbHbIE 000JI0YKH), U CUUTAETCS, YTO PACHIMPEHHUE ITUX COCYAOB /UM OTEK UX CTEHOK
ABJISIETCS OCHOBHBIM MEXaHU3MOM BO3HMKHOBEHHSI MUTPEHH Y UEJIOBEKaA.

Kpowme Toro, sxcriepuMeHTa bHbIe JaHHBIE TO3BOJISIOT CYJUTh O TOM, YTO CYMaTPUIITaH CHIKAET
YyBCTBUTEIBHOCTh TPOMHMYHOrOo HepBa. 006a »Tu >ddexTa MOryT JexaTb B OCHOBE
IIPOTUBOMUTPEHO3HOTO JIEHCTBUS CyMaTpUITAHA.

Knuanueckuit apdext ormeuaercs o0braao uepes 30 MuH mocie nepopainbHoro npuema 100 mr

npemnapara.
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XOTsl pEeKOMEHI0BaHHAs /1032 MPU NEPOpATbHOM-HpHeMe-60cTaBisteT S0-MF; HPHETYHbF MHFPeHH
pa3nuyaloTcs Mo CTENEHH TSHKECTH KaK y OJHOTO MallMeHTa, TaK U Y pa3HbIX MalueHToB. Jl03bl OT
25 mr go 100 mr mokazanu 60Jbmryio 3GPEKTUBHOCTD MO CPABHEHHIO C IJIANE00 B KIIMHUYECKHUX
MCCJICIOBAHMAX, HO 71032 25 MI' CTaTUCTHYECKH 3HAYUTEIHHO MeHee 3¢ dekTuBHa, yeM 50 MT u
100 mr.

CymaTpunran mpoaeMOHCTPUPOBal 3(PpPEKTUBHOCTh B JICUCHUHU MPUCTYIIOB MUTPEHU, B TOM
YHClie MEHCTPYallbHO-aCCOIIMMPOBAHHOM MUIPEHH, TO €CTh MHUIpPeHH O0e3 ayphl, KOoTopas
BO3HUKAET B MPOMEXKYTKE 3a TPH JIHA JI0 Havaja U JI0 MATHU JHEH 1ociie Hayaja MEHCTPYaluu.
5.2. apmakoknHeTHYECKHE CBOHCTBA

[Ipuctynsl MHUTpeHM HE OKa3bIBalOT CYIIECTBEHHOTO BIUSHUS Ha (apMaKOKHHETHKY
CyMaTpHUNTaHa, IPUHUMAEMOTO BHYTPb.

AOGcopOuus

[Tocne mepopanpHOro MpHeMa cymarpumnTaH ObicTpo BcackiBaetcs, 70 % oT MakcHManbHOU
IUIa3MEHHOW KOHLEHTpauuu focruraercsa yepe3 45 muH. Ilocne npuema no3sl 100 mr cpennee
3HAYCHHE MAaKCUMaJIbHOW KOHIICHTPAIIMM B IJIa3Me€ KpoBH cocTamisieT 54 Hr/mu. CpemnHss
BEJTMYMHA a0COIFOTHOM OMOJOCTYITHOCTH cOCTaBisieT 14 % yacTUYHO BCIEACTBUE MPECUCTEMHOTO
MeTabomn3Ma, YaCTHYHO HU3-3a HETIOTHON abcopOIuu.

Pacnpenenenue

CymaTtpurtaH cBsI3bIBaeTCs ¢ OeIKaMu IU1a3Mbl B He3HauUnTeNbHOM cTenenu (14-21 %), cpennuit
o0muii 00beM pactipeaeneHus cocrasiser 170 .

Buorpancdopmarnus

['maBHBII MeTaOOIUT, UHAOITYKCYCHBIA aHAJIOT CYMaTPUIITaHa, BBIBOAUTCS MIPEUMYIIIECTBEHHO C
MOYOH, B BHJE CBOOOJHOW KHUCIOTHI M TJIIOKYPOHUJHOTO KOHBIOraTta. JTOT METa0ONUT He
obnamaeT akTUBHOCTHIO 1O oTHomeHuto K 5-HTi u 5-HT2-cepoTOHMHOBBIM perentopam.
BropocTenennbie MeTaboIUTHI CyMaTpunTaHa He OOHAPYKEHBI.

DJIMMUHAIMS

[lepuon momyBBIBEZCHUS COCTaBIseT NpuOIM3uTeNnbHO 2 4. CpenHuil oOmMK TMIa3MEHHBIH
KJIIUPEHC cocTaBiseT npuMmepHo 1160 Mi/MUH, CpemHHMI TOYEYHBIM KIMPEHC COCTaBIISCT
npuMmepHo 260 MI/MHH, BHENMOYeYHBIH KiupeHc — okoido 80 % oT obmero KiupeHca.
Cymarpunrtad MeTaboIu3upyeTcs Mo JeCTBUEM MOHOAMUHOKCUIA3HI A.

IleyeHouyHas HEJOCTATOYHOCTh

BcnencrBue cHUXKEHUS! MPECUCTEMHOTO KIMPEHCAa CyMaTpUIITaHa Yy MAlMEHTOB C HapyllIeHHEM
(GYHKIIMY EeYeHH MOBBIIIAETCS COJEPKaHUE CYMaTPUIITaHa B IJIa3Me KPOBH.

JInna mosKuJioro Bo3pacra
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q)apMaKOKI/IHGTI/IKa Y NanMCHTOB CTAapIIC 65 JICT 3HAYMO-HC-OTNYACTCH-OT- TAaKOBOHU Y-HIHHSHTOB

6oJiee MOJIOAOr0 BO3pacTa.

6. PAPMALIEBTHYECKUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

CYMATPUIITAH-AJIUYM, 50 mr, Ta0neTKH, DOKPHITHIE IUNIEHOYHOU 000JI0YKOM

JlakT03b1 MOHOTHApPAT

Harpus kpockapmeriosa

Kaneuus runpodocdara nuruapar

[ToBunon K90

Maruus creapat

Cocmas nieHouHol 000104KU:

l'unpomenosa (THAPOKCUITPOITMIMETHIIIEILITION03a)
KomnoBuion (KonoJMBUa0H)

Makporoa 6000 (mommatunenrimkosb 6000)

Tanbk

Tutana nuokcug

Kpacurens nynnossiii [[lonco 4R].
CYMATPUNITAH-AJINYM, 100 mr, TabJIeTKH, HOKPBIThIE IIIEHOYHON 000JI0YKON

JlakT03b1 MOHOTHApPAT

Harpus kpockapmeiiosa

Kaneuus runpodocdara nuruapar
[ToBunon K90

Maruus creapat

Cocmag nieHouHol 060104KU:
l'unpomenosa (THAPOKCUITPOITMIMETHIIIEILITION03a)
KomnoBuion (KonoJivBua0H)

Makporoa 6000 (mommatunenrimkosb 6000)
Tanbk

Turana TMOKCHU]T

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )

3 rona.
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6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NP XpaHeHHH

XpaHUTb B 3aIIMIIEHHOM OT CBETA MECTE TP TeMIieparype He Boie 25 °C.

6.5. XapakTep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

I[lo 2, 4, 6, 7 wm 10 TabmeTok B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY U3 IUICHKH
HNOJMBUHUIIXJIOPUIHON M (DOJIBIH aTFOMHUHUEBOM MEYaTHOMN JIAKUPOBAHHOM.

[To 1 unu 2 KOHTYpHBIE AYEHKOBBIE YIAKOBKH BMECTE C MHCTPYKIMEHN 110 IPUMEHEHUIO TOMEIAIOT
B IIa4Ky U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCHOJb30BAHHOIO
JIEKapCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYECHHBIX IOCjde TNPHMEHEeHHus:
JICKapPCTBEHHOI'0 Mpenapara u Apyrue MaHUIYyJISIUH C IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS
Poccniickas @enepanus

AO «AJINYM»

142279, MockoBckas 00u1., T. CepmyxoB, . O6oneHck, Tep. Kpapran A, 1. 2
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. [IpencraBuTeib AepKaTesl PErHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanys

AO «AJINYM»

MockogBckas 0011, r.0. Cepryxos, . O6oneHck, tep. Kpapran A, 1. 2
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
INEPEPETUCTPALINN)

JlaTa niepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA



OOmast xapakTepHCTUKA JIEKapCTBEHHOTO IpeI

uHpOpMalMOHHOM TopTaie EBpasuiickoro
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