HNHCTPYKIINA
IO MEOTUITUHCKOMY IITPUMEHEHHIO ITPEITAPATA

CTOIIMUIPEH

OOmast XxapaKTepHUCTHKA:

MedHcOyHapooHoe u xuMu4yeckoe Ha38aHus: sumatriptan; 3-[2-(numeTnnaMuH0)3THI]-N-
METUJIMHI0N-5-MeTaHCyTb(OHAMUIA CYKIIMHAT;

OCHOBHbIe (hu3uKo-xuMuyeckKue ceolicmea: TableTKy KPyrioi GOpPMEL C IBOSIKOBHITYKITON
TIOBEPXHOCTBIO, TOKPHITHIE TIJIEHOYHOM 000JI0YK0M PO30BOT0 IIBETA;

cocmaa: 1 TabneTKa cogepxkUTCyMaTpunrtana 50 mr;

8cnomozameJibHble 8eu,ecmaed: 1aKTo3sl MOHOTUAPAT, MarHus cTeapaTt, HaTpUsl KpOCKapMesno3a,
1eJIJII0JI03a MUKPOKPUCTAJIINYECKast, adPOCUJI, TaJIbK, CMECh IJIs IIJIEHOYHOTro MOoKphITAS Opadry 11
White, kpacutens OBepcun MuxpoMa (IIOPOIIOK Kefe3a OKCHuaa KpacHoro E 172), Tansk;

OCHO@Hble (hu3ukKo-xumMuyeckue ceolicmea: TablIeTKy KPYTrioi GOpMbL C IBOSTKOBBITYKIIOM
TIOBEPXHOCTBIO, TOKPHITHIE TIJIEHOYHOM 000JI0YKO0M OPaHKEBOTO I[BETA;

cocmaae: 1 tabneTka cogepxuTcyMmarpunrtana 100 mr;

8cnomozameibHble seu,ecmad: TaKT03bl MOHOTHUAPAT, MarHKUs cTeapaTt, HaTPHsI KPOCKapMesno3a,
11eJITI0/I03a MUKPOKPUCTAJIINY€eCKasi, TalbK, a9POCHJI, CMECh AJIS MJIeHOYHOTo moKphiTus Opadry II
White, kpacutens Yellow (E 110), Tanbk.

®opma BhINyCKa. TalneTKH, MOKPHITHIE MTJIEHOYHON 000JI0YKOH.

dapmakoTepaneBTHYECKasAa rpynna. CpefacTsa, IpuMeHsieMble IpU MUTPeHU. CeleKTUBHBIE
aronuctel SHT,-peuentopos ceporonnHa. Cymatpuntas. Kog ATC N02C CO1.

®apMaKoJI0oruyeckue CBOMCTBA.

®apmakoduHamuka. [IpoTHBOMUTPEHO3HOE CPeNCTBO. CeneKTUBHEIM arOHUCT SHT,,-CEPOTOHMHOBBIX
PELIeITOPOB COCYHOB I'OJIOBHOTO MO3Ta (TBEPAOM MO3T0oBOM 0007104KH, Oa3uspHoi aprepun). He
BJIASIET Ha Jpyrue MOATUNEL CEPOTOHUHOBEIX perenTopoB (SHT,-5HT,). YraeTaeT akTUBaLUIO
TPUTEMHUHAIbHON CUCTEMEI U YMEHbIIaeT HaKOIJIeHNe CIelu(pHUIeCKOT0 CTUMYIUPYIOLIET0 IPOTENHA
B Apax TPOMHUYHOI'O0 HEPBA, aKTUBUAPYET CEPOTOHMHEPTUYECKNEe aHTUHOLUIIEITUBHEIE MEXaHU3MEI
CTBOJIa MO3Ta, HHTUOUPYET aKTUBHOCTh TPOMHUYHOTO HepBa. BrI3biBaeT u30upaTenbHOe CyKeHNe
pacIIipeHHBIX BO BpEMS IIPUCTYTIa COCYOOB CUCTEMBl COHHOM apTepuy, CHabxkalolel KPOBbio 3KCTpa-
¥ MHTPAKpaHUAJbHbIE TKAaHU, B T.4. ¥ MO3TOBEIE 000JIOYKY, HE BJIUSS IIPH 9TOM Ha MO3TOBOM
KPOBOTOK. [TaTonornyeckoe paciiupeHue 3TUX COCYOOB SIBNISIETCS OCHOBHBIM MeXaHHU3MOM
BO3HMKHOBEHHUS MUTPEHO3HOT0 NIPUCTYIIa Yy YeJloBeKa. YKa3aHHbIEe 3¢ (deKTH IIpenapaTa IpekpalianoT
WU 0CNTabJIgI0T IPUCTYTI MUTPEHU U JIeKaT B OCHOBE TPOTUBOMUTPEHO3HOM aKTHBHOCTHU
cymarpuntasa. CTOIMUTPEH YCTPaHsIeT aCCOLMMUPOBAHHbBIE C MUTPEHO3HOM aTaKOU TOIIHOTY 1
dboTodobuio.

Kynupyet B 50-70% cnydaeB caMbIi TSKENIBIN IPUCTYT MUTrpeHu dyepe3 20-30 MUHYT (MaKCUMyM
yepe3 1 gac) mocne npuema ot 25 go 100 wmr.



®apmakokuHemuka. [Tocye npueMa BHYTPbh CyMaTPUNITaH OBICTPO BCACHIBAETCS B KEJIyIOYHO-
KUIIEYHOM TPaKTe, 0MOMOCTYIIHOCTh COCTaBNSIET 0KOJIO0 15% BCIeCTBUE TPECUCTEMHOT0
MeTabonu3Ma 1 HemonHou abcopbiuy. CBsi3biBaHKe ¢ GeJIKaMu IJIa3Mbl KpOBH HU3Koe — 14-21%.
MakcuManbHas KOHIIEHTpanus B KpoBu mocie mpuéma 100 Mr gocTUraeTcs B TeueHue 2-2,5 4acoB
(mpu MUTPEHO3HOM IIPUCTYIIE HECKOIBKO OBICTPEE, UeM B MEXKIIPUCTYIIHEIN Iepuon). CpefHuii 06beM
pacupepenenus — 2,4 n/kr. buorpanchopMupyeTcs myTeM OKUCIEHUS IPU y4aCTUU
MOHOaMUHOKCHU[a3H ¢ 00pa3oBaHueM MeTaboIuToB. [lepuof monyBeIBEIEHUS COCTaBIgeT 2-2,5 4,
IIa3MeHHBIY KupeHc — B cpegHeM 1160 mu/muH. BeiBogutces noukamu (60%), IpeuMyIeCTBEHHO B
BHIe HeaKTUBHBIX MeTab0IMTOB, OCTaJIbHAsA YaCTh — KUIIIEYHUKOM.

[Tpu HapymeHuu QyHKIUY eYeHU HabII0aeTcs MOBLIIIEHNE YPOBHS CyMaTpUIiTaHa B IIa3Me B
pe3yJbTaTe CHUXKEHUS IIPECUCTEMHOTO KIIUPEHCa.

IToka3aHus K npuMeHeHH10. KynupoBaHue MPUCTYIla MUTPEHU C aypoil uniu 6e3 ayphl.

Cnoco® npuMeHeHHUsI U TO03kbl. [IpenapaT He IpefHa3HaYeH AJIs MPOQUIaKTUKY ITPUCTYIIOB
MurpeHu. [I[pyHUMAIOT IIpenapaT Kak MOXKHO PaHbIlle II0CJIe BOSHUKHOBEHUS IPUCTYIIa MUTPEHH, HO
OH ofMHaAKOBO 3 PeKTHUBEH Ha M1000M CTagUX TPUCTYIIA.

B3pocielM Ha3Ha4aloT, Kak IpaBuiio, 1o 50 Mr, B HeKOTOPHIX ciydasax — 100 mr. Eciu cuMITOMEL
MUTPEHU He MCYe3al0T UM He YMEeHBIIATCS [I0C/e IpUeMa IIepBOX HO3HI, TO IIpenapar He
PEKOMEHyeTCs IPUHUMATh IOBTOPHO [l KyIMPOBaHUS IIPUCTYIa, KOTOPHIM IIPONOJIXKAETCS.
OpHako ecny CUMITOMEI IIPUCTYIIa YMEHBIIUIACh UMK NIPOIIJIX [T0CTIe [IePBOY HO3b], IIpenapaT
MOXKHO IIPUHATH ITOBTOPHO [JIs1 KyIMPOBAHUS IOCIENYIOIIKX IIPUCTYIIOB B TeYeHUe Ceqyriux 24
4acoB, HO He paHee 4YeM 4epe3 2 Jaca II0cyie IpuéMa epBoy LO3HL.

MakcuMarbHas CyTOYHas [03a CyMaTPUIITaHa y B3pOCIbIX cocTaBsgeT 300 mr.
IToGouHOe melcTBHE.

Co cmopoHbl cep0eyHo-cocyoucmou cucmeMbl: apTepuanbHasi TUIIOTEH3UsI, TPAH3UTOPHAS
runepTeH3us, OpaguKapaus, TaxuKapaus, OuUlylieHre cepaieOueHusi, B OTIEIbHBIX CITydasx —
HapylleHne CepaevyHoro puTMa (BIaoTh 70 GUOPUIIAINY KeTyI0YKOB), TPAH3UTOPHEIE U3MEHEHUS
9KT uieMu4eCcKoro TUma, Clia3M KOPOHAPHBIX apTEPUH, HHOTTIa — CUHIAPOM PeliHo.

Co cmopoHbl nuwesapumeibHOl cucmembl: TOIIHOTA, PBOTa, PEIKO — HUIIEMUYECKUHN KOJIUT, B
OTJIENIbHBIX CIy4Yasix — He3HAYUTENIbHOE MOBHIIIEHNEe aKTUBHOCTH (DepMEHTOB IleUeHH, fucharus,
olIyIieHune nuckoMdopTa B KUBOTE.

Co cmopoHbl ,eHMpa/ibHOU Hep8HOU cucmeMbl: TOJIOBOKPYXKeHHe, cl1aboCTh, COHIUBOCTH (0OBIYHO
cnabo UM yMepPEeHHO BhIpaXKeHH ¥ KPaTKOBPEMEHHHI), B OTAEIbHEIX ClTydasgX — CyIOPOKHBIE
IPUCTYIIH (OOBIYHO MTPU CYZOPOTaX B aHaMHe3€e UJIK IIPU COCTOSHUSX, TPeApacoiaraiilux K
BO3HHMKHOBEHUIO CYNOPOT); MHOT{la — OUIIJIONHKS, MeJIbKaHue Mepe[ rjia3aMu, HUCTarM, CKOTOMa,
CHUXKeHHe OCTPOTH 3PeHUs, KpalHe PeIKO — YaCTHYHas TPaH3UTOpPHAsA IOTePS 3peHus (MOXKeT
OBITH CBSI3aHa C CAMUM IIPUCTYIIOM MUTPEHHU).

Asnepauyeckue pedkyuu: KOXHBIE DeaKIuu (Chlllb, 3y[, 9PUTEeMa, KpalluBHUIA), OUeHb PEJKO —
aHaduIaKCus.

ITpouue: 601b, OmIyIIeHUE TTOKAIBIBAHUS U 3Kapa, YYBCTBO TSIXKECTH, HaBIeHUS UJIU CKATHUS
(IBMAIOTCS KPAaTKOBPEMEHHBIMM ¥ MOTYT BO3HUKAThH B JII000# YaCTH Tella, BK/II0OYas TPYIHYIO KIIETKY
Y TOPJI0), MUAJITHS, IPUIUBLL KPOBH K JIUILY.



IIporuBOonoOKa3aHusi. [10BHIIIeHHAS HHOUBUOYaIbHAs YYBCTBUTEILHOCTb K KOMIIOHEHTAM
mpernapara, uieMudeckas 60m1e3Hb cepana (B T.4. “HPApKT MUOKap/a, MOCTUH(GAPKTHHIN
KapAMOCKJIepo3, CTeHOKapaus [IprHIIMeTasna) Uil Halluiue CHMIITOMOB, TI03BOISIOIINX
IIPEOIONIOKUTh Halnuyue UllleMru4eckoi 00/1e3HU cepflla, OKKII03M0HHEIe 3a001eBaHUS
nepudepruyeckux COCyI0B, TPAH3UTOPHEIE HAPYIIEHUS MO3TOBOT0 KPOBOOOpaIleHus (B T.4. B
aHaMHe3e), UHCYJBT (B T.4. B aHaMHe3€e), HeKOHTPOJIUpyeMasl apTepuanbHas TUIEePTeH3NS,
BbIpaXKeHHBIE HapYIIeHUs QYHKIUY IeYeHH U/UIHU II04YeK, ODHOBPEMEHHHBIN IPUEM IIpernapaTos,
cofiepKaluX 3proTaMUH UJIA €T0 IPOU3BOAHEIE (B T.U. METUCEPTHUN), OMHOBPEMEHHBIH ITPUEM
MHTUOUTOPOB MOHOAMUHOOKCHAA3kl U Iepuof [0 14 gHel mociie uX OTMEeHH, 0epPEMEHHOCTE,
KOpMJIEHKE I'PYObI0, Bo3pacT 1o 18 net u crapie 65 jerT.

ITepeno3upoBKa. [Ipy npeBHIIEHNY PEKOMEHTOBAHHLIX 103 BO3MOXKHBEI CUMIITOMEI, OIICAHHEIE B
pasmene «I[TobouHoe Oelicmsue». J/IeveHue: HaOMoOOeHe 3a MMAIlHEHTOM B TeYeHue He MeHee, ueM 10
4acoB, B ClTydyae He00XOJMMOCTHA — CUMIITOMaTH4YecKas Tepanusi. [l[aHHbIX 0 BO3MOXKHOCTH
IIpUMEHEeHHUS TeMOoqrar3a UK IepUuTOHeaIbHOTO qUar3a OJ1s CHUXKEHUS KOHIEHTpaluu
CyMaTpuIITaHa B Ija3Me HeT. Crenu@uueckoro aHTUAOTa HET.

OcobeHHOCTH MPpUMeHeHHus1. [IpemaparT ciiemyeT Ha3HayaTh TOBKO B CIy4Yae, eCjif JUarHo3
MHUTPEHH He BBI3EIBAET COMHEHHS.

[Tpenapar He mpegHa3HaueH [AJIs NPOPUIAaKTUKY ITPUCTYIIOB MUTPEHMU.
[Tpu oTcyTcTBUU 3 (deKTa OT IEePBOYU NO3HI CIIEAYET YTOUHUTH JUATHO3.

HpI/I Ha3HAYEeHUM CYMaATPHUIITaHA IIalMEHTaM C PaHEee He JII/Ial"HOCTI/IpOBaHHOfI MUT'PEHBIO UJIN
IIalMeHTaM C aTUIINYHOU MUT'DEHBIO HGOGXOI[I/IMO HCKIIIOYUTH OPyIrue IIOTeHIOINAJIbHO CEPhE3HBIE
HEBPOJIOTHYECKHE COCTOAHNUA.

[Tpu Hanmuuuu GaKTOPOB PUCKA CO CTOPOHBI CEPAEeYHO-COCYIUCTON CHUCTEMEI (Y KEHIITMH B
IOCTKIMMaKTEePUYECKOM IIepuofe, y MyK4uH cTapire 40 jieT u manueHToB ¢ (aKTOpaMu pucKa
Pa3BUTHS HIIEMUYECKOHN 00JIe3HU cepaIia) HeoOX0muMO IPeaBapuTeIbHOe 00CIeqoBaHKE C LEJIbI0
UCKITIOYEHUS CEPAEYHO-COCYOUCTON aTOIOTHHU.

C 0CTOPOXKHOCTHIO Ha3HAYAIOT IMallieHTaM C KOHTPOJIUPYEeMOU apTepraibHOU TUIlepTeH3uen (T.K. B
OTHEBHBIX CIIy4asx IperapaT MOXKET BLI3bIBATh TPAH3UTOPHOE MOBHIIIEHNE TIEPUPEPUIECKOTO
COCYOMCTOTO COTIPOTUBIIEHNS U apTEpPHalbHOTO JaBlieHNus), a TaKXKe MalueHTaM ¢ 3a0601eBaHUAMY,
IIPU KOTOPHIX BO3MOXKHO CYLeCTBEHHOE U3MeHeHue abcopbuuu, MeTaboIu3Ma Ul SKCKPELuu
CyMaTpuIiTaHa, HaIpUMeED, IPU HapyIeHUsX GYHKINY IT0YeK UK ITeYeHHU.

YV mauueHTOB C IMOBHIIEHHONW YyBCTBUTEIBHOCTHIO K CyNib(haHUIAMUIaM IIPU IIpHeMe CyMaTPUIITaHa
BO3MOKHO Pa3BUTHE aJJIEPTUUYECKUX PeaKIni (0T KOXKHBIX IIPOSIBIEHUH 0 aHa(UIaKTUUYECKOT0
1110Ka). [JaHHBIE O TIEPEKPECTHOM YYBCTBUTEILHOCTH OTPAHUYEHH, OMHAKO Heo0XoauMa
OCTOPOXKHOCTH IIPY Ha3HaYeHUM CyMaTpUIITaHa TaKKUM IallieHTaM.

C 0CTOPOXKHOCTHI0 Ha3HAYAIOT IMAIlHeHTaM C SMUJIENICHEeN WIM OPraHUuYEeCKUMHU IOPaXKEHUSIMH MO3Ta,
CHUXKAIOIIUMU IIOPOT CYOOPOXKHOM FOTOBHOCTH (B T.4. B aHAMHe3e).

B cnyyae ogHOBpEeMEHHOT0 Ha3HAYEHUS CyMaTpHUIITaHa C UHTUOMTOpaMu 06paTHOTO 3aXBaTa
CEPOTOHUHA CIEAYeT TIIATEIbHO KOHTPOJIUPOBATh COCTOSIHUE MAlleHTa.

CnenyeT yYuTHBATD MTOBLIIIEHHBIN PUCK Pa3BUTHS 11epeOpPOBaCKYISIPHLEIX HapyIIeHu (MHCYIbTa NN
IPEXOASANINX HapyIIeHu MO3TOBOT0 KPOBOOOPAIIEeH ) V IallieHTOB C MUTPEHBIO.



o 1 Bo BpeMsi JleueHusT He0OX0MUMO COOMIOATh AUETY, UCKITIOYATOIIyi0 THPAMUHCOIepXKallne
IPOOYKTH (IIIOKOJIAl, OPeXH, ChIP, KaKao, IIUTPYCOBLIe, 600HI, Cebaepel, IOMUIOPHI), a TAKXKe
WCKJTIOUUTH aJIKOTOJIb.

C OCTOPO2KHOCTBIO HAa3HAYAIOT BOOUTEJISIM TPAHCIIOPTHRIX CPEOCTB U JIMIIAM, pa60Ta KOTOPEBIX
Tpe6yeT IIOBBEIINIEHHOI'0 BHUMaHHUA U CKOPOCTH PeaKIInuu.

B3auMomelCTBHE C IPYTHMH JIeKapCTBEHHBIMH cpeacTBaMu. OIHOBPEMEHHEIN IIPUEM C
9PTrOTaMHUHOM MITH €T0 MPOU3BOMHBIMY MOXKET BHI3BATh JTUTEILHBIN CIIa3M COCYIOB, B CBSI3U C YEM
CyMaTpHUIITaH MOXHO Ha3HayaTh He paHee YyeM yepes 24 yaca I0cJie IpUEéMa 3ProTaMuHa, a
CPefCTBa, cofepaKalie 3proTaMUH WU ero IPOXM3BOJHbIE, MOXKHO Ha3HayaTh He paHee 4eM yepes 6
YacoB II0CJIe IPUEMA IIpenapaToB CyMaTPUIITaHa.

HpOTI/IBOHOKa3aH OJIHOBpeMeHHHﬁ IIpueM CYMaTPHUIITaHa C I/IHFI/I6I/ITOpaMI/I MOHOAMHWHOKCHIA3bI
(HI/IpEIBI/IJIOJ'I, MeJIuIIpaMiH U le) BCJIE€CTBHE X BO3MOXKHOTO B3aUMOOECTBHS.

ViMeroTcst oTHenbHEIe COOOIIEHUS 0 Pa3BUTUHU CJTaboCTH, runeppedIeKCuu U HapyIIleHuu
KOOPAMHAIINY Y MallMeHTOB II0CJIe OMHOBPEMEHHOT0 IIPUEMA CyMaTPHUIITaHa U CEJIEKTUBHBIX
MHTUOUTOPOB 00PATHOTO 3axBaTa CEPOTOHMHA ((PIIyOKCEeTHH U [p.).

He oTMeueHO B3aMMOMIENCTBUS CyMaTPUIITaHa C IIPOIIPAHOI0NIOM, GIyHAapU3UHOM, MU30TH(HEHOM U
3THUJIOBBHIM CIIHPTOM.

YcoBus U CPOK XpaHEeHHs. B opurnHanbHOM yIaKoBKe P TeMIepaTtype He Bhie 25 °C.
XpaHumb 8 HedocmynHom 0151 demetl mecme! CpPoK TONHOCTH — 3 rofa.

YcnoBus ornycka. Ilo peuenrty.
YnakoBka. [To 6 Ta6rmeTok B 6iuctepe; mo 1 61ucTepe B mavdke.

ITo 3 Tabnetku B O6mucTepe; mo 1 6mucTepe B mavke.




