IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CYIIPACTUH®

(SUPRASTIN?)

Cknaod:
0iloua pevosuHa: XJI0POIipaMiH;
1 TabneTka MiCTUTE 25 MT XJIOPOIipaMiHy TiIpOXIOPUAY;

0onoMidCHI peuoBuHU: KUCJIOTa CTeapHHOBA, JXKeJIaTHH, HaTPilo KpOXMabIJIiKOIAT (TUII A), TambK,
KpOXMaJlb KapTOIISTHUY, JTaKTO3U MOHOTIgpaT.

Jlikapcbka ¢popma. TabneTku.
OcHOB8HI (pi3uKo-XiMiuHI 81aCMUBOCMI:

6ini abo cipyBaTo-0ini TabneTKy y BUTTIAAL oucKa 3 packoio, rpaBipyBanHsM « SUPRASTIN» 3 ogHOrO
00Ky i puckoio - 3 iHmoro, 6e3 abo Maiixke 6e3 3amaxy.

dapMakoTepaneBTHYHA Ipyna. AHTUTiCTaMiHHI 3ac00u [IJIs CHCTEMHOTO 3aCTOCYyBaHHS.

XnopomipaMid. Kog ATX RO6A CO03.

dPapmakonoziuHi e1acmusocmi.

XnopomipaMiH, XJIOpPOBaHUi aHaJOT TpUlleleHaMiny (mipubeH3aMiHy) € aHTUTiCTaMiHHUM 3aC060M
IIePIIOTO MMOKOJIIHHS, 110 HAJIeXKUTh [0 IPYIIU eTUIeHAlaMiHIB. Y NOKITIHIYHUX i KITIHIYHUX
MOCTiMKEHHSX - K i IPX 3aCTOCYBaHHI TpumegeHaMiny - 6yia BUsSBIeHa e(eKTUBHICTb
XJIOpOITipaMiHy IIpY JIiKyBaHHi CIHHOI rapsg4Ky Ta iHIINX ajieprivHuX 3aXBOPIOBaHb. MexaHi3M fil
mpernapary mnosnsrae y 6710KyBaHHi rictaMinoBux H,;-pelenTopis.

IyxKe HU3BKI 03U XJIOPOIipaMiHy, IKi IpU3HayvalIucs MOPCHKIUM CBUHKAM, 3aXUIany TBapuH Bif mil
rictaminy, no3a sikoro B 120 pa3siB nepeBulllyBasa jieTaJabHy 103y. [Ipenapar TakoxX A€ Ha ri1aaxi
M’$s134, IIDOHUKHICTH KamiagpiB i Ha [JeHTPaJIbHy HEPBOBY CUCTEMY.

[Ticns mepopanbHOT0 MPUIOMY XJIOPOIipaMiH MBUAKO abCOpOYETHCS 3i MITYHKOBO-KUIITKOBOT'O
TpakTy. TepaneBTu4YHUM e(PeKT PO3BUBAETHCS B MexkKax 15-30 XB micyig 3aCTOCYBaHHS, HOCATAE
MaKCHUMyMy B MeXax IIepIIol TONUHYU MicTiA NIPUUOMY i TpUBA€E IPOTATOM 3-6 TOOUH.
MeTabomi3yeThes y nevinili. BUBOOUTHCS, TOIOBHUM YHHOM, 3 CEYel0 Y BUTIISAOI MeTabomiTiB. Y miTei



npenapaT MOXe BUBOOUTHUCS IIBUALIE, HiXK Y JOPOCJIUX TAlli€HTIB.
[Tpu nopymieHHi QyHKIlil HUPOK BHBEEHHS [1iI040l PEYOBUHU MOXKe 3MEHIITyBaTUCS.

[Tpu medyiHKOBiM HEJOCTATHOCTI YIOBiIIBHIOETECS MeTa00JIi3M XJT0pomipaMiny, 1m0 motpebye
KOPUT'YBaHHS J03U IIpenapary.

KitiniyHi XapaKTepHUCTHKH.

Iloka3anns.

- ArnepriyHi 3aXBOPIOBaHHS, TaKi K CE30HHUU aJIepPriuyHUY PUHIT; KOH IOHKTUBIT; KPOIIUB THKA;
mepMmorpadi3M; KOHTaKTHUM IepMaTUT; aJliMeHTapHa ajeprisl; anepriyxdi peakiiil, CHpUYUHEeHi

JiKapCbKUMU 3aco0aMu; ajepris, ClipuYrHeHa YKyCoOM KOMaX; CBepOixK.

- 4K momoMixkHa Teparmis Npu CUCTEeMHUX aHadinTaKTUYHUX pPeakllisiX Ta aHTiOHEBPOTUYHOMY
HaOPSIKY.

IIpomunoka3aHHs.

- [TigBuIieHa YyTIUBICTE 10 OYOb-KOT0 KOMIIOHEHTA JIiIKapChKOTO 3aco0y;
- rocTpi Hamagy OPOHXiaTbHOI ACTMU;

- 3aKPUTOKYTOBA T'JTayKOMa;

- BHpa3KoBa xBopoba IITyHKa;

- rocTpuu iHGapKT MioKapaa;

- apuUTMis;

- OJHOYACHMM IPHUKOM iHTi0iTOpiB MOHOaMiHOKcHma3u (MAO);

- 3aTpUMKa Cedi, rinepTpodis nepeaMixypoBoi 3a103u;

- MifBUIIeHa YYTAUBICTD OO0 iHIIKX IOXITHUX €TUNIEHiaMiHYy.

B3aemodin 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Iari6itropu MAO 36ibIIyIOTE i TOMOBXKYOTL AHTUXONIHepriuaui epekt Cymnpactuny®. Ciin
IOTPUMYBATUCh 0COOIMBOI 00€peKHOCTI IPY IPU3HAaUYeHH]i IpenapaTy OLHOYaCHO 3 CeJaTUBHUMU
3acobamu, 3 6apbiTypaTamu, CHONIMHUMHU, TPAaHKBiTi3aTOpaMH, OMiOIfHUMHU aHaITeTHKaMH,
TPULUK/TIYHUMY aHTUeIpecaHTaMu, aTPOMIiHOM, MyCKapMHOBUMU IIapacUMIIaTOJIiTUKaMU 4epes
MOXKJIMBICTh B3aEMHOTO IIOTEHI[iI0BAHHS e(eKTiB ONUH OTHOTO.

Ankorosnb 30inbIIye fenpecuBHi eeKTH pernapaTy Ha LeHTPallbHy HEPBOBY CUCTEMY, OTXKe, IIif 4ac
NMiKyBaHHS IIpernapaToM CJIifi yHUKaTH BXKUBAaHHS aJTKOTOJIbHUX HATIOIB.



YV nmoenHaHHI 3 0TOTOKCHYHUMH IIpeapaTaMy, IOIepeaKyBalbHi 3HaKH 0TOTOKCHYHOCTI MOXKYTh
OyTu 3aMaCKOBaHi.

AHTHTiCTaMiHHI IpenapaTy 30aTHi 3anoliraTu MIKipHOI peaklii y TeCTyBaHHi Ha ajepriio, TOMy
IPUIOMOM TaKUX JIiKapChKUX 3ac06iB CIIil MPUIMHUTH 3a KiJibKa [HIB 0 3alJIlaHOBAHOTO TECTY Ha
asieprimo Ha IIKipi.

Oco6.1ueocmi 3acmocyeaHHsi.
ITayieHmu AIMHbO20 BIKY, BUCHANMCEHI X80PI

3 0co0MBOI0 00ePeKHICTIO TPU3HAYATH IIperapar UM rpymnaM MalieHTiB, OCKiIbKY BOHU Yy TIUBIII
IO TeBHUX MOOiYHUX eheKTiB aHTUTICTaMiHiB (3alTaMOPOYEHHS, COHTUBICTL, 3HUKEHHS
apTepianbHOTO TUCKY).

IMopyweHHs ¢pyHKUii neuinku. [Ipu nopyuieHHi QyHKIII neyinKy HeoOxigHe KOPUTYBAHHS J03U
npemnapary: Moxe OyTy HeoOXiIHUM 3MeHIIeHHS 003U, OCKIJIbKY IIPU 3aXBOPIOBaHHAX IE€UiHKA
MeTab071i3M [1i040i peYOBUHY 3MEHIIYETHCS.

Yepe3 aHTUXOJIIHEPTiYHI Ta cefaTUBHI e(eKTU NpenapaTy CJIif JOTPUMYBaTUCh 0COOIMBO1
00epeKHOCTI IpU 3aCTOCYBaHHI IpenapaTy MallieHTaM JIiTHOTO BiKY, Ialli€eHTaM 3 MOPYLIEHHIM
byHK1il mevinku abo i3 ceprieBo-CyIMHHUMU IOPYIIeHHSIMHU.

fAK110 mpemnapaT 3aCTOCOBYBATH Ii3HO BBEUEPI, MOXKYTb ITOCUIUTUCS CUMIITOMHU
ractpoe3odareanbHOr0 PeQIIOKCY.

AJIKOTOJIb ITIOCUJIIOE 3aCIOKIUIMBUY BIJIUB XJIOPOIipaMiHy Ha LIeHTpaJIbHy HEPBOBY CUCTEMY,
0TXe, IIif 9ac JIiKyBaHHSA IIpPellapaToM CJIi[l yHUKaT! BXXUBAHHS aIKOTOJIbHUX HAIIOIB.

TpuBase 3aCTOCyBaHHSI @HTUTICTaMiHiB PiIKO MOXe CIIPUYUHUTH IOPYIIEHHS 3 60Ky CUCTEMU
KPOBOTBOPEHHS (JIEMKOIEHis, arpaHyI0NUTO3, TPOMOOIUTOIIEHis, TeMOJIITUYHA aHeMist). AKIIo
IIPOTSATOM OBTOTPUBAJIOr0 3aCTOCYBaHHS IIpelapaTy CIocTepiraloThcs HebaxaHi epekTu
(mpomacHUIIS, TAPUHTIT, yTBOPEHHS BUPa30K Ha CIM30Biil 000JI0HIII POTOBOI IIOPOKHUHMY, OiiCTh,
JKOBTSIHHUIIS, TeMaTOMHU, KPOBOTEeUi), HeOOXiIHO IPUIUHUTHU JIiKyBaHHS i KOHTPOJIIOBATH [TOKa3HUKHU
KPOBI.

Opna Tabnerka mMicTuTh 116 Mr nmakTo3u. [1amieHTaM 3i ClTagKOBOI HEIIEPEHOCUMICTIO TalaKTo3H,
medinuToM nakTasu Jlamnma abo ManbaOCOpOITi€lo TII0K030-TalakKTO3HU He CJIif 3aCTOCOBYBATH e
mpemnapar.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py00H0.
Hemae xxooHuxX OOKJTIHIYHUX OOCIIAXEeHb Ha TBApHUHAX.

3acTOCOBYBaHHS JIiKapChKOTO 3ac0o0y y mepiof BariTHOCTI ab0 B Iepiof rofyBaHHS TPYIAT0
[IPOTHUIIOKA3aHe.

ApnekBaTHi Ta §oOpe KOHTPOJIbOBaHI KJTiHiIYHI HOCigXKEeHHS 3a y4acTIO BaTriTHUX XKiHOK He
IIPOBOMMUIIMCS, X04a OYJI0 OIMMCaHO BUIIAAKH, KO Y HOBOHAPOMXKEHUX, MaTePi AKUX OTPUMYBAIIN



AHTUTICTAMIHHI IpenapaTy IPOTIrOM OCTaHHIX 2 THXKHIB BaTiTHOCTI, pO3BUBaIacs PeTPOJIeHTaIbHa
¢dibpomnnazis (PJID).

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

[Tig yac 3acToCyBaHHS IMpenapaTy, 0COOIMBO Ha MOYATKY JTiKyBaHHS, MOXKYTh BUHUKATH COHJIUBICTS i
TIOTipIIEHHS IICUXOMOTOPHUX QYHKIIM (quB. po3min «Oco6IMBOCTi 3aCTOCyBaHHS»). TaKUM YMHOM,
BPaxOBYIOUM MOXK/IMBI 00iyHi peaxiiii 3 60Ky IleHTpalIbHOI HEPBOBOI CUCTEMHU, KEPYBaTH
aBTOTPAHCIIOPTOM abo TpaljfoBaTH 3 iHIIMMHU MeXaHi3MaMHy 3a00pOHEHO Ha IoYaTKy Teparril
IIPOTSTOM IIEPioy, BCTAHOBIEHOTO iHAMBIMYaNTbHO Y KOXKHOMY KOHKPETHOMY BUIIAMKY .

Cnoci6 3acmocyeaHHsi ma do3u.

TabmeTKu ciifg mpuiMaT BHYTPIIITHBO ITif Yac igu, He pO3KOBYIOYH, 3alIMBATH JOCTATHHOIO KiJTbKiCTIO
pimuHH.

Hopocaum.

ITo6oBa mo3a mJIst HOPOCIUX 3a3Budai cTaHOBUTEL 75-100 Mr (3-4 TabneTku Ha mo6y).
Himam.

Innsa miTei BiKOM:

- Big 3 mo 6 pokiB: 1/2 TabneTKu 2 pa3u Ha Ho0y;

- Big 6 mo 14 pokis: 1/2 Tabnetku 2-3 pa3u Ha [o0y.

o3y MOXKHa IifBUIIyBaTH 3a/Ie3KHO Bifl peakilil naiieHTa i po3BUTKY Mo0iuHUX ePeKTiB, ogHAK
no6oBa [103a OJ1s JiTei HiKOMM He MOBUHHA IEPEBUIYBaTH 2 MT/KT MacCH Tifa.

MakcumanbHa no6oBa go3a cTaHoBUTh 4 Tabmetku (100 mr).

JIikyBaHHST BBazKAETHCS 3aBEPIIEHUM ITiCIII 3HUKHEHHSI CUMIITOMIB XBOpoOu. [Ipu BUsSBIEHH]
CHUMIITOMIB ITOGIYHUX peakiliii, 3a3HaYeHUX y BiATIOBiTHOMY PO3[ii, TiKyBaHHS HEOOXiIHO
IPUNUHUTH.

Himu.

[IpenapaT 3acTOCOBYBaTHU HAiTSIM BIKOM Bifi 3 POKIiB.

Ilepedo3yeanHsi.

HaBMucHe a60 BUIIaIKOBe ePENO3yBaHHS aHTUTICTAMIHHUX ITpenapaTiB MOXKe MaTH JieTalbHUH
HACJIi0K, 0COOIMBO y miTel. [Ipu mepemo3ysadHi CynpacTuHy”® PO3BHBAIOTLCS CUMIITOMH, IIOMIOHI [0



iHTOKCHKAIlil aTpOIiHOM: Ta/lloIMHallil, HeCIIOKi#, aTaKCis, IOPYIIEHHS KOOPAUHALIil pyXiB, aTeTO3,
cynomu. V miTedt mominye ctaH 30ymxKeHHs. MOXYTh TaK0X CIIOCTEPIraTUCs CYXiCTb Y POTI,
PO3ILIMPEHHS 3iHUID, IPUIIJIUBY, CUHYCOBa TaxXikKapxis, 3aTpUMKa Ceyi, IPONacHULA, HiABUILEHHS
TeMIIepaTypu. Y OOPOCINX IPOMACHHUIIS i TPUIIINBY CIIOCTEPIraloThCsl He 3aBXKAU; epion 30yIKeHHS
CYIIPOBOOXYETHCA CyZOMaMHU Ta IIOCTIKTAJIbHOIO Aenpeciero. KpiM Toro, MOXyTh Biil3Ha4yaTUCA KOMa 1
CepIeBO-JIeTeHeBUY KOJIAlIC, 110 IPOTAroM 2-18 rogua MoxkKe IPU3BECTU [0 JeTaJIbHOI0 HACIIgKY.

Yepe3 aHTUXOJIIHEPTiYHY [Iif0 JTiKapChKOT0 3aC00y BUIIOPOKHEHHS IITYHKA MOXKe YIIOBiTbHIOBATHUCS,
TOMY B MeXkax 12 rofguH IicJig nepefo3yBaHHsg HeoOXifHe TPOMUBaHHS IIJTyHKA Ta 3aCTOCYBaHHS
aKTUBOBAHOT'O BYTIJIA.

PexoMeHOy€eThCS MOHITOPUHT CEPIIEBO-IereHeBO0l PyHKIIi1. JIiKkyBaHHS CUMITOMATUYHE.
CroernudiyHui aHTAOOT HEBiIOMMUM.

ITo6iuni peakuii.

3 60Ky ueHmpasavHoi Hep8os8oi cucmemu: cemaTHBHUM e(eKT, MigBUIIEHa BTOMIIIOBAHICTD,
3alaMOpPOYEHHS, aTaKCisg, HEPBO3HICTh, TPEMTIHHS, Cy[IOMH, TOJIOBHUY 6ifnb, eiidopis,
eHIledasnonaris, He4iTKiCTh 30Py, COHJIUBICTD, MOTIPIIEHHS IICUXOMOTOPHUX (QYHKIIiM.

3 60Ky cepueso-cyOuHHOI cucmeMu: apTepianbHa TiIOTeH3is, TaXikap/is, apuTMis.
3 60Ky mpasHo20 mpakmy: 6i5ib Ta AUCKOMGOPT B emiracTpaibHil HigHIN MITYHKA, CYXiCTh Y POTi,
HyfoTa, 6710BaHHS, [liapes, 3all0p, aHOPEKCis, MigBUIIEHHS alleTUTY, IOCHUITIOBaHHS CUMIITOMIB

racTpo-e30¢areaabHOT0 PeQIoKCy.

3 boky cucmemu Kposi: TEUKOIIEeHis, arpaHyIOIKUTO3, TPOMOOLUTONEHisT, TEMOJIITUYHA aHEMis, iHIIT
[IaTOJIOTIYHI 3MIHU KPOBI.

3 60Ky opeaHie 30py: MiABUIIEHHS BHYTPILIHHOOYHOI'O THCKY, ITIayKOMa.

3 60Ky HUPOK i ceuosudinbHOI cucmemu: QU3ypisi, 3aTpUMKa Ceyi.

3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU: CBITIOYYTIUBICTh, alepriyHi peaxiiii.
3 60Ky onopHO-pyx08020 anapamy ma cnoay4YHOi MKaAHUHU: MiOTIaTis.

3 6oky iMyHHOI cucmemu: anepriyxi peaxiiii, BKIIOYaOYHX TiepeMilo MKipy, BUCHIIaHHS, CBepPOixXK,
KPOITMB’SIHKY, aHTi0HEBPOTUYHUM HaOPSIK.

TepMin mpumaTHOCTI. 5 POKiB.

YmMmoBH 30epiranssi.

36epiraTu npu TemnepaTypi He Buile 25 °C y HeIOCTYITHOMY /ISt DiTEH MicCIi.



VYnaxoBka.

[To 10 TabneTtoxk y 6iicTepi; mo 2 6yicTepu y KapTOHHI#H KOPOOIIi.

Kareropis Bigmycky.

bes pernernra.

BupoOHUK.

3AT ®apmarertuunuii 3aBox EI'IC/ EGIS Pharmaceuticals PLC.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

1165, m. Bymanemr, Byn. bekennsdenni, 118-120, Yropmuna/ 1165, Budapest, Bokenyfoldi ut.
118-120, Hungary.



