IHCTPYKUIA
AJIS MEIMYHOTI'0 3aCTOCYBAaHHA Npenapary

CYINPACTHUH®
(SUPRASTIN®)

Craaj JikapcbKoro 3acooy:

0iroya pevosuna: XJIOpoIipamiH;

1 TabGneTka MICTUTB 25 MT XJIOpOIipaMiHy TiIPOXJIOPHUIY;

OONOMIDICHI peuosuHy. KUCIOTa CTEapuHOBA, >KEIAaTHUH, HATPII0 KPOXMalb TIMKOIAT (THIN A), TalbK,
KpPOXMaJlb KapTOIUISTHUM, JIAKTO3U MOHOTIpaT.

Jlikapcbka ¢popma. Tabnetku.
bini abo cipyBaTo-06is1i TabIETKN Y BUTIISLIL TUCKY 3 (ackoro, TpaBipyBaHHsIM «SUPRASTINY 3 omHOro 60Ky
1 pUCKOIO — 3 iHIIOTO, 6€3 a00 Maiike Oe3 3amaxy.

Ha3sBa i micue3Haxo:keHHs BUPOOHUKA.

3AT Dapmanestuunuii 3aBoa ET'IC, Yropmuna/EGIS Pharmaceuticals PLC, Hungary.

1165 bynanemr, Byn. bekenndenmi, 118-120, Yropumna/l1165, Budapest, Bokenyfoldi ut. 118-120,
Hungary.

dapmakoTepaneBTHYHA Ipyna. AHTUTICTaMiHHI 3aCO0M JJISi CHCTEMHOTO 3aCTOCYBaHHS.

Xnopomipamia. Kog ATC RO6A CO03.

XJopormipaMmiH, XJOPOBaHHWH aHAJIOT TpPHIIEJICHaMIHY (MipUOCH3aMiHy) € aHTHTICTAMiHHUM 3ac000M
NEPIIOr0 MOKOIIHHS, 10 HAJEKUTH JI0 TPYNH €THICHA1aMiHIB. Y JOKIIHIYHUX 1 KIITHIYHUX TOCIHKEHHSIX —
SIK 1 IPU 3aCTOCYBaHHI TpHUIIEICHaMiHy — OyJia BUsBIICHA €(DEKTUBHICTh XJIOPOITipaMiHy ITPH JTIKyBaHHI CIHHOT
rapsidKy Ta IHIIAX aJeprigHuX 3aXBOpIOBaHb. MexaHi3M il mpemnapary nojsrae y 0JIoOKyBaHHI TiICTaMiHOBHX
Hi-penenropis.

Jyxe HHU3bKI 03U XJIOPOIMipaMiHy, SKi NMPU3HAYAIUCS MOPCHKMM CBUHKAM, 3aXHINald TBapuUH BiJ Jii
rictaminy, mo3a sikoro B 120 pa3ziB mepeBullyBaia jJeTalbHy /103y. [Ipenapar Takox i€ Ha TIaaKi M’s3u,
MIPOHUKHICTH KaMJIsAPiB 1 HA IIEHTPaJIbHY HEPBOBY CHUCTEMY.

[Ticast mepopasbHOTO MPUHOMY XJIOPOIipaMiH MIBUAKO a0COPOYEThCs 31 MUTYHKOBO-KHUIIKOBOTO TPAKTY.
TepaneBTruHUl ePeKT po3BUBAETHCS B MeKax 15-30 XB miciist 3aCTOCYBaHHS, JI0CSITa€ MAKCHMYMY B MEXKax
NEPIIOi TOJAUHY MiCIs IPUHOMY 1 TpUBa€ MPOTIroM 3-6 roauH. MeTabomi3yeThes y nediHili. BuBoauThes,
TOJIOBHUM YHMHOM, 3 CEUCI0 y BUTIIAAI METa0oMiTIB. Y NiTel mpemapaT MOKe BUBOJUTHUCS IIBUALIE, HIX Y
JIOPOCIIUX TAIlIEHTIB.

[Ipu mopymieHHi GyHKIIT HUPOK BUBEIEHHS J1IF0U01 PEUOBUHHN MOYKE 3MEHIITYBAaTHUCS.

[Ipu meuyiHKOBIf HETOCTATHOCTI YIOBUTLHIOETHCS META0O0I3M XJIOPOTipaMiHy, 10 MOTpedy€e KOPUTYBaHHS
JI03M TIpenapary.

IMoxa3aHH#A 1J1s 32CTOCYBaHHA.

— AJepriyHi 3aXBOPIOBaHHS — CE30HHHI alepriuHUI PUHIT; KOH IOHKTHUBIT; KPOIHB SHKA; IepMorpadizm;
KOHTaKTHHH JCPMATHUT; alIMCHTapHA aJIePTisl; aJlepriuHi peakilii, CIPUINHEH] JTIKapChKUMH 3ac00aMu;
ajyieprisi, CpuYuHEHa YKYCOM KOMax; CBEpOiXK.

— JSIx nomoMmiKHa Teparmis IpH CUCTEMHHX aHa(IaKTUYHUX PEaKIisfX Ta aHT1I0HEBPOTUUYHOMY HAOPSIKY.

IpoTunoxka3anHs.

— IligBumiena 9y TaUBICTh 10 OYy/Ib-IKOTO KOMITOHEHTA TIperapary;
— TOCTpi Hanmaau OPOHXiATBHOT ACTMU;

— 3aKpPHUTOKYTOBa ITayKOMa;

— BHUpa3KoBa XBOpOOa LIITYHKA;

— TocTpuii iHpapKT MioKap/a;

—  apuTMis;



— ojHoO4acHU# npuiioM iHriditopiB MAO;
— 3aTpHUMKa cedl, TinepTpodis mepeaMixypoBoi 3a103H;
— MIJBUIICHA YyTIUBICTH JI0 1HITUX MOXIAHUX CTUJICH/IaMiHY.

Hause:xHi 3axoau 0e3nexy nNpu 3acTOCyBaHHI

Tayienmu nimnb020 8IKY, BUCHAMCEHT XBOPI.

3 0co0nuBOI0 00EPEKHICTIO MIPU3HAYATH Mpernapar UM TpylaM Malli€HTIB, OCKIJIbKA BOHU YYTJIMBIII 10
NEBHUX NMOOIYHUX e(DEeKTIB aHTUTICTAMiHIB (3aIIaMOPOYCHHS, COHJIUBICTh, 3HI)KCHHS apTePiaIbHOTO THCKY ).
THopywenns ¢ynxyii nevinku. [pu nopymenHi GpyHKIii HUPOK HEOOXiTHE KOPUTYBAHHS JO3H  IMpemnapary:
MOKe OyTH HEOOXiJHUM 3MEHIIEHHS JI03U, OCKIJIBKU TPU 3aXBOPIOBAHHAX MEYiHKH METaboJi3M Jit0uoi
PEUOBUHH 3MEHIITYE€ThCSI.

Uepes aHTUXOMIHEPTIYHI Ta CeaTUBHI e()eKTH Mpemnapary Ciijl JOTPUMYBATHCh OCOOIHMBOI  00EPEKHOCTI
IpU 3aCTOCYBaHHI Ipernapary naiieHTaM JiTHbOTO BiKy, Malli€HTaM 3 MOpYLIeHHAM (QYHKLIT neuiHky abo i3
CEepLIEBO-CYIMHHUMH TOPYIICHHSIMHU.

S0 mpenapar 3aCTOCOBYBATH Mi3HO BBEYEPi, MOXKYTh IOCHIUTUCS CHMIITOMU TacTpo-  €30(¢areasbHOro
pedarokcy.

AJKOTOJIb TIOCUJTIOE 3aCMTOKIWTMBUYN BIUTUB XJIOPOMipaMiHy Ha IIEHTPajJbHy HEPBOBY CUCTEMY, OTKE,  IIiJT
yac JIIKyBaHHs NpenapaToM CJIiJl YHUKATH B)XMBAHHS aJIKOTOJIbHUX HAIoOiB.

TpuBasie 3acTOCYBaHHS AHTHUTICTaMIHIB PIIKO MOXE CIOPUYUHUTH TOPYIIEHHS 3 OOKy CHCTEMHU
KPOBOTBOPEHHS (JICHKOIIEHIs, arpaHyJIOIUTO3, TPOMOOIIMTONICHIs, TEMOJIITHYHA aHeMis ). SIKIo mpoTsIrom
JIOBrOTPUBAJIOTO 3aCTOCYBaHHs MpemapaTy CIocTepiraloTbess HeOaxkaHi eexkTH (IpOonmacHUI, JTapUHTIT,
YTBOPEHHS BHPA30K Ha CJIHM30Bi OOOJOHIII POTOBOi IMOPOKHUHH, ONAICTh, KOBTSHHUI, T€MaTOMH,
KpOBOTEU1), HEOOX1THO TPUITMHUTH JTIKYBaHHS 1 KOHTPOJIOBATH ITOKa3HUKH KPOBI.

Onna Tabmerka mictuth 116 Mr jakrosu. IlamieHTaM 31 CHAJKOBOIO HEMEPEHOCHUMICTIO TalaKTO3H,
nedinurom jgaktaszu Jlamma abo MaapabCcopOITi€Ero TIIFOKO30-TaTaKTO3W HE CIT1J] 3aCTOCOBYBATH IIeH Ipemnapar.

Oco0/mBi 3acTepe:keHHs.

3acmocyeannsa y nepioo eazimuocmi abo 200y8anHs 2pyooio.

Hemae »xoHUX JOKITIHIYHUX IaHUX HA TBapUHAX.

3acTocoByBaHHS Ipenapary y nepiof BariTHocTi abo B mepio/] ro{yBaHHs IPyAII0 POTHIIOKa3aHe.
AnekBatHi i 1oOpe KOHTPOJIbOBaHI KJIIHIYHI TOCTIKEHHS y BariTHUX >KIHOK He TPOBOAMIMCS, X04a OyJI0
OIMHCAHO, M0 Yy HOBOHAPO/KEHHX, MaTepi SIKUX OTPUMYBAIM AHTUTICTaMiHHI MpemnapaTh IPOTITOM
OCTaHHIX 2-X THXKHIB BariTHOCTI, PO3BHBAJIacs peTposieHTabHa ¢idporasis (PJID).

30amuicmp énaugamu Ha WIBUOKICMb PeaKuii npu KepyeanHi agmompancnopmom aoo pooomi 3 inwiumu
MexaHizmamu

[Tix gac 3acTocyBaHHS Ipemnapary, OCOOJIMBO y IMEPIIHi Mepioa JIKyBaHHS, MMpenapar MOKe BUKJIHKATH
COHJIMBICTb 1 MOTIPIICHHS ICUXOMOTOPHUX QYHKIIH (1uB. po3ain «Ocobausocmi 3acmocysannsy). Takum
YUHOM, BPaxOBYIOUM MOJKJIMBI MOOIYHI peakiii 3 00Ky HEpBOBOi CHCTEMH, KepyBaTH a0o0 TpaItoBaTH 3
IHITUMU MeXaHi3MaMH 3a00pOHEHO Ha MOYaTKy Teparii MpoTIroM nepioay, BCTAHOBIEHOTO 1HIUBITyaIbHO
y KO)KHOMY KOHKPETHOMY BHIIAJIKY.

Jimu. [Tpenapat 3acTOCOBYBaTH JITAM BIiKOM BiJ] 3 POKIB.

Cnocid 3acTocyBaHHSI Ta J03U.
Tabnetrku ciin mpuiAiMaTH BHYTPIIIHBO MiJ 4Yac iou, HE PO3KOBYIOYHM, 3alHMBATH JOCTATHBOIO KUIBKICTIO
piavHM.
lopocaum.
Jlo6oBa no3a s Jopociux 3a3Buyait ctaHoBHTH 75-100 mr (3-4 TabmeTku Ha 100y ).
Himsm.
Jns giTeit BikoM:
— Bin 3 10 6 pokiB: 1/2 tabnetku 2 pa3u Ha 100Y;
— Big 6 1o 14 pokis: 1/2 Tabnerku 2-3 pa3u Ha 100Yy.



Jl0o3y MOYHa TiABUIITYBATH 3aJICKHO BiJ] peaKIlii marieHTa i po3BUTKY MOOIYHUX e(EeKTiB,

OJIHaK A000Ba 703a JUIs AITeH HE MOBUHHA MEPEBUIIYBaTH 2 MI/KI MacH TiJa.

MakcumaibHa 1000Ba J03a cTaHOBUTH 4 TabneTku (100 mr).

JlikyBaHHSI BBaXKA€THCS 3aBEPIICHUM ITiCIsl 3HUKHEHHS CUMITOMIB XBOpoOH. [Ipu BUSBICHHI CHMITOMIB
NOOIYHUX peakiiii, 3a3HaueHUX Yy BIANOBIAHOMY PO3JILi, JIIKyBaHHSA HEOOX1AHO MPUITUHUTH.

Ilepeno3yBanHsi.

HapwmucHe abo BUMankoBe Tepeo3yBaHHsl aHTUTICTAMIHHUX TPEIapaTiB MOXKe MaTH JICTATBHUN HACIIIOK,
ocobmmBo y miteid. [Ipu mepeno3yBaHHI mpenapaTy pO3BHUBAIOTHCS CHMITOMH, TOJIOHI 1O IHTOKCHKAIIT
aTPOMIHOM: TATIOIMHALII, HECIIOKIH, aTakCisd, MOPYIIEHHsS KOOPAMHAIII pyXiB, areTto3, CyAoMH. Y IiTei
JIOMIHYE€ CTaH 30y PKeHHA. MOXYTh TaKOXK CIIOCTEPIraTUCS CYXICTh Y POTi, PO3IIMPEHHS 31HUIIb, IPUILTUBH,
CHHYCOBa Taxikapisi, 3aTpUMKa Cedi, POMACHUIIA. Y JOPOCIUX MPOMACHUIIS 1 IPUTUIMBH CIIOCTEPITatOThCs
HE 3aBXIH; Mepio 30yIHKEHHS CYNPOBOKYETHCA CyJIOMaMHU Ta TOCTIKTAJIbHOIO jAenpeciero. Kpim toro,
MOJKYTb BIJI3HAUATHUCS KOMA 1 CEPIIEBO-JICTEHEBUN  KOJIAIIC, III0 MOKE MMPU3BECTH JI0 JICTATBHOTO HACIIIIKY
B Mexkax 2-18 roauH.

Uepes aHTUXOIIHEPTIYHY 10 Mperapary BUMOPOKHEHHS IIITYHKA MOXKE YITOBUIBHIOBATHUCS, TOMY B MEXax
12 roauH miciis nepeao3yBaHHs HEOOX1JHE TPOMHUBAHHSI IUTyHKA Ta 3aCTOCYBAaHHS aKTUBOBAHOTO BYTLILIIS.
PexkomenayeTbess MOHITOpPHHT ceplieBo-nereHeBoi (ynkuii. JlikyBanHs cumnromatmuHe. Crnenudiunuit
AHTUIOT HEBIOMUH.

o0iuHi peaxuii.

3 60oky yenmpanvHoi Hep8osoi cucmemuy: CeIaTUBHUN e€EKT, MiIBUIIIEHAa BTOMIIIOBAaHICTh, 3a1IaAMOPOUYCHHS,
aTakcis, HEPBO3HICTh, TPEMTIHHS, CYJIOMH, TOJOBHHI Ou1b, eiidopisd, eHiedanonatis, HEUITKICTh 30Dy,
COHJIUBICTb, MOTIPIIEHHS IICUXOMOTOPHHUX (DYHKIIIi.

3 6oky cepyeso-cyounnoi cucmemu: aprepialibHa TiMOTEH31s, TaXiKapIis, apUTMisl.

3 boky mpasnoeo mpaxmy: Oi1b Ta AUCKOM(OPT B emiracTpaibHii AIISMHII HUTYHKA, CYXiCTh y POTi, HyA0Ta,
ONMOBaHHS, Jiapes, 3amop, AaHOPEKCis, MIJIBUIICHHA AaleTUTy, MOCWIIOBAHHSI CHMOTOMIB TacTpo-
e3odareanbHOTr0O pedIroKcy.

3 6oky cucmemu Kposi. JEUKOIIEHis, arpaHyJOIHUTO3, TPOMOOLMTOIEHIS, TeMOJITHYHA aHeMis, IHIII
MaTOJIOTIYHI 3MiHH KPOBI.

3 6oky opeanie 30py: MIBUNICHHS BHYTPIIIHLOOYHOTO THCKY, IIIAyKOMA.

3 60Ky HUpOK i ceuo6udinbHoi cucmemuy: TU3ypis, 3aTPUMKa Cei.

3 60Ky wikipu ma niOWKIpHOi KIIMKOGUHU. CBITIOYYTIUBICTD, AJIEPTIUHI peaKIIii.

3 60Ky 0nopHO-pyx08020 anapamy ma cnoiy4yHOi MKAHUHU: MiOTIaTis.

3 60ky imynHOI cucmemu: anepriyHi peakiii, BKIOYAIOYU TiMEepeMil0 IIKIpWU, BUCHIIAHHA, CBEPOIK,
KPOIIUB’ THKY, aHT10HEBPOTUYHUN HAOPSIK.

B3aemogis 3 iHmuuMu JikapcbKUMH 3ac00aMu Ta iHIIi BUAH B3a€EMO/Iiii.

[ari6iTop MAQO 301IbIIYIOTH 1 TOAOBXKYIOTh aHTUXOJIIHEPTIUHUN eekT mpenapaTy. Ciill JOTPUMYBaTUCh
ocoOnmBOoi 00EpEeXHOCTI TMpU TPU3HAYCHHI TpernapaTy OJIHOYACHO 3 CeJaTMBHUMH 3aco0aMu, 3
OapOiTyparamMu, CHOMIMHMMH, TpPaHKBUIi3aTOpaMH, OMIOIMHUMHU aHANTETUKAMH, TPHUIMKIIYHUMHU
AHTHJICTIPECAaHTAMH, aTPOIMIHOM, MYCKApMHOBUMH MAapPACHUMITATOJIITUKAMU Yepe3 MOXKIUBICTh B3a€EMHOTO
HOTEHIII0OBaHHS €()eKTiB OJMH OJTHOTO.

Anxorons 301bIIIy€E JEMPEcHBHI €PEeKTH Tpenapary Ha IEHTpalbHYy HEPBOBY CHUCTEMY, OTXKE, MijJ dac
JKyBaHHS IPEMapaToM CJIiJi YHUKAaTH B)XHUBAHHS AJIKOTOJLHUX HAIOiB.

VY mnoeaHaHHI 3 OTOTOKCHYHUMHM IpernapaTaMmu, MOMEpeKYBalbHI 3HAKU OTOTOKCHYHOCTI MOXYThb OyTH
3aMacKOBaHI.

AHTHTICTAMIHHI TIpeTIapaTy 3/1aTHI 3amo0iraTy MKipHOT peakIlii y TeCTyBaHHI Ha aJeprito, TOMY IPUHOMOM
TaKMX JIIKapChKUX 3aCO01B CJIIJI MPUITMHUTH 32 KiJIbKa JHIB 70 3aIJIAHOBAHOTO TECTY Ha aJIePTir0 Ha MIKipi.

Tepmin npuaaTHoOCTI. 5 pOKIB.



YmoBu 30epiranus.
30epiratu npu Temieparypi He Buine 25 ° C y HeJJOCTYITHOMY ISl AITeH MicCIli.

Ynakoska.
[To 10 TabneTok y Grmictepi; mo 2 GiicTepu y KapTOHHINA KOPOOIIi.

Kareropis Bigmycky. be3 peuenra.



