3ATBEP/I’KEHO
Haxa3 MinicrepcTBa 0X0poHH
310pPOB’sl YKpaiHu
31.10.2018 Ne 1979
PeecTpaniiine mocBigueHHst

Ne UA/9162/01/01
IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y
CYIIPLJIEKC®
(SUPRELAX®)

Cknao:

diroya peuosuna: isoxsuprine hydrochloride;

1 TabneTka MICTUTB 130KCYNpHUHY Tigpoxiaopuny 10 mr;

OONOMIICHI pevosuHuy. TIEIION03a MIKPOKPHUCTAIIYHA, HATPII0 KPOCKApMeEno3a, MarHiro creapar,
KPEMHIIO T10KCHU]T KOJIOiJHUI O€3BOHUH.

Jlikapcbka gopma. TabneTku.
OcHosHi ¢hi3uxo-Ximiuni eracmusocmi: KPYrii TUIOCKI TaOJETKH OUIOro KOJhOPY, 3 PHUCKOKO 3
OJTHOTO OOKY.

dapMaKoTepaneBTHYHA rpyna.
[Tepudepuuni Bazoaunatatopu. [loxinni 2-amino-1-denineranony. Kog ATX C04A AO1.

DapmakKono2iuni eracmueocmi.

Dapmaxoounamixa.

[3okcynpun — mepudepuyHuil BazoaMIATATOP, AaroHICT OeTa-aapeHOpENenTopiB. 3aBasSKU
CTUMYJIIOBaJbHOMY BIUIMBY Ha OeTa-aJpeHOPEenTOpH 130KCYNPUH 3HUXKYE TOHYC TJIaJKHX
M’5131B KDOBOHOCHHUX CY/IMH, YCYBAa€ iX CIas3m, MoKpalrye rnepudepuuHuii i MO3KOBUN KPOBOOOIT
1, BIMOBIJHO, KPOBOIIOCTaYaHHS TKaHWH. BUSBIIsSL€ MO3WTUBHHUM 1HOTPOITHHM 1 XPOHOTPOITHUMN
KapaiaabHUK €deKT, a TaKoXXK TOKOMTHYHUUA edeKkT. Y MOCHDKeHHSX in Vitro Ta in Vvivo
130KCYNPUH TPHUTHIYYBAB CIIOHTAaHHY Ta 1HJIYKOBaHY OKCHUTOIIMHOM aKTHBHICTh MAaTKH IIiJl Yac
TMOJIOT1B.

[30KCYNpUH YMHUTH TAKOK HE3HAYHY OPOHXOJITHYHY [i10. Y BEIMKHX 033X iHTi0ye arperarito
TPOMOOIIMTIB 1 3HUKYE B’A3KICTh KPOBI.

Dapmakoxinemuxa.

[3oKCynpuH MBUIKO a0COPOYETHCS 31 IUTYHKOBO-KUIIKOBOTO TPAkTy. MeTaboi3yeThes IIIXOM
yacTKOBOi KoH’torauii y meuinmi. Ilpu mepopanbHOMY 3acTOCYBaHHI MaKCHMalbHa IJIa3MOBa
KOHIICHTpALlisl AOCATAETHCA MPOTAToM npubansHo 1 rogunu. Ilepion HamiBBUBEICHHS CTAHOBUTh
npuOsm3HO 1,25 roauuu. BUBOIUTHCS MEPEBAXKHO 13 ceUueto, HE3HAYHOIO MIPOIO — 3 KaJIOM.

KuiniuHi XapakTepucTHKH.

Iloxazanns.

[opymenns mnepupepuyHoro KpoBooOiry, B TOMY 4YHCIi OOJITEpYIOUM EHIApTepliT,
00JIITepyIOUnid aTepoCKIIepO3 apTepidl KIHIIBOK, AiadeTHyHa aHriomaTis, XBopoOa 1 CHHIPOM
Peitno.

XpoHiuHa niepedpaibHa CyAUHHA HEIOCTATHICTh TIPH IIepeOpaTbHOMY aTepOCKIIEPO3i.



ATepockiepo3 apTepiid CITKIBKH.

Ilpomunoxazanns.

— IligBuieHa 4YyTJIMBICTH O MAiFOY0i PEUOBHMHH ab0 10 OYIb-SIKOTO 1HIIOrO KOMITOHEHTa
npernapary.

— KpoBoreui Ta remoparii, B TOMy 4HCJIi B aHAaMHE31.

— CreHoxkapmisi.

— AprepiaiipHa TiOTEH31s.

— IIporumnokaszaHo 3acToCcyBaHHS MperapaTy Biipasy MicCIsl MOJIOTiB.

B3aemodia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0iil.

Hemae manux momo HeraTuBHOI B3aeMOJIi 130KCYHPHUHY 3 IHIIMMHU JIIKAPCHBKUMH 3aCO0aMH.
MoxuBe TNOCWIEHHS CyIMHOPO3IIUPIOBAIBHOI Al MpU OJHOYAaCHOMY 3acCTOCYBAaHHI 3
BA30/IMJIaTaTOPaMH, 1110 3aCTOCOBYIOTHCS y Kap1i0JIOTii.

Ocobaueocmi 3acmocy8anns.

He cning mepeBumyBaTi 103y Ta TPUBATICTh KYpCY JIIKYBaHHS, BCTAHOBIICHI JIIKapeM. Y BHITAJIKy
BUHUKHEHHS Oylb-SKMX HE3BHYHUX pEaKIiii MPOTATOM 3acCTOCYBaHHS Tpenapary CIij
000B’3KOBO 3BEPHYTHUCS JI0 JIIKaps.

Crin 3 o0epexHICTIO MpU3HAYaTH MpenapaT Ipy HAsSBHOCTI TaxXiKapAii, MPUILIUBIB, MOPYIICHb
3rOpTaHHS KPOBI1, MPHU TJIAYKOMI, Y TOCTPii ¢a3i iHpapKTy MioKap/aa Ta IHCYIbTY.

[lin dac JiKyBaHHS TMpernapaToM Mali€eHTaM JITHHOTO BIKYy NOTPIOHO 3 00EpekKHICTIO
MiJBOIUTUCS 3 JIDKKA, YHUKATH PANTOBOi 3MIHU TIOJOKEHHS Tijla 3 METOI0 3armoOiraHHs
OpPTOCTATUYHOI TMOTEH3i.

EdexT npemapaty Moxe 3HM)KYBATHUCS Y TAIIEHTIB, K1 MAJIATh.

He BHUBaTH aKOroJIbHI HAMOT i1 Yac JikyBaHHs npenaparoM Cymnpinekc®.

3adikcoBaHO PO3BUTOK HAOPSKY JIET€Hb Y MaTepl Ta TaxXikapAil y mioja Mpu 3acTOCyBaHHI
130KCYNPUHY BHYTPIIIHBOBEHHO ITi]1 9aC NMEePEeIIaCHUX TOJIOTIB.

3acmocysanns y nepioo eazimuocmi abo 200y8anHs 2py0oio.

Bazimuicme.

[Tpu3HaueHHS 130KCYNPHUHY BariTHUM XiHKaM IIPOTUIIOKA3aHE.

Ilepioo 200yearnns epyooro.

Hemae nanux mnpo 0e3neKy 3acTOCyBaHHS 130KCYNPHUHY Y TepioJl TOAyBaHHS TPYIII0, TOMY CIij
YHUKATHU 3aCTOCYBaHHS Mpenapary y el nepios.

30amuicms eniugamu Ha WBUOKICMb peakyii npu Kepy8aHHi a8MOMmMpPaHCnoOpmom abo iHuuUmMu
Mexarnizmamu.

[Ipenapar Moxe CIPUYUHATH COHIMBICTH a00 3aIaMOpOUeHHs. Y TaKOMY BUIAJKY CIIiJ] YHUKATH
KEepyBaHHS TPAHCIIOPTHUMH 3ac00aMu Ta pOoOOTH 31 CKIQIHUMH MEXaHI3MaMH.

Cnocio 3acmocysannusa ma 003u.
[Ipenapar ciix 3acrocoByBatu nepopaibHo 1o 10-20 mr 3-4 pasu Ha 100y micna inu. Kypce
JIKYBaHHS CTAHOBHUTH 2-3 MiCSAII.

Jimu.
Hemae nanmx miomo Oe3mekH 3acTOCYBAaHHS 130KCYNPHHY [IiTSAM, TOMY IIpernapar He Clif
3aCTOCOBYBATH JIITSIM BIKOM /10 18 pokiB.



Ilepeoo3ysanns.

Cumnmomu: Taxikap[is, IOCHJICHE CepLeOUTTs, OUIb 3a TPYAHUHOIO, 3HI)KEHHS apTepiabHOTO
TUCKY (KOJIarC), 3a11iaMOPOYEHHS, CIT1a0KiCTh, BTpaTa CBIJOMOCTI, Hy/10Ta, OJTFOBaHHSI.

Jlixysanns: CAMIITOMaTUYHE.

Il06iuni peaxuii.

3 6oky cepyego-cyounHoi cucmemu. Taxikapiis, MOCWICHE CEpLEOUTTs, apTepialbHa TIMOTEH31s,
OpPTOCTaTUYHA TIMOTEH31s, O1lIb 32 TPYAUHOIO.

3 6oxy Hep60soi cucmemu: 3aIaMOPOYCHHS, BTpaTa CBIJJOMOCTI.

3 60ky mpagnoi cucmemu: TACHETICUYHI PO3JIaiv, HY10Ta, OJIOBAaHHS.

3 60Ky wiKipu ma niOWKIpHOi MKAHUHU: TIKIPHI BUCUTIAHHS.

3acanvhuli cman ma nOpyweHHs, N08 A3aHi 3i CHOCOOOM 3aCmMOCy8anHs npenapamy: clabKiCThb,
BITYYTTS TIPUTLIUBIB.

3 6oky imynnoi cucmemu: peakuii miIBUIIEHOI Yy TIUBOCTI.

3 60Ky JuxanvHoi cucmemu: 3aIAIIKA.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranns.
36epiraTu pu Temneparypi e putie 25 °C.
30epiraTé y HEIOCTYITHOMY JIJIS IITeH MiCIIi.

Ynakoska.
ITo 10 Tabnerok y 6micrepax; mo 1 a6o 3 6micTepn y KapTOHHIN YIaKOBIII.

Kareropis Binnmycky.
3a penenTom.

Bupoonuk.
KYCYM XEJITXKEP IIBT JITH/
KUSUM HEALTHCARE PVT LTD.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHSA HOro XislJIbHOCTI.
CII-289 (A), PIIKO Inpacrtpian apea, Yonanki, bxisazi, [ict. AnBap (Pamxacran), [umis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa ocTaHHBLOTO Meperysmy.
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