IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIIKAPCHKOIo 3ac00y

CYNIPACTHH®
(SUPRASTIN®)

Cknao:

Oftoua peyosuHa. XJIOPOIIPaMiH;

1 TabneTka MICTHTB 25 MT XJIOpoMipamMiHy T1IpOXIOpUIY;

OONOMIDICHI peyosuHuU: KHUCIOTA CTEAPUHOBA, KEJATHH, HATPII0 KPOXMAIBIITIKOIAT (THH A), TaJbK,
KpPOXMallb KapTOILISTHHM, JIAKTO3H MOHOTpaT.

Jlikapcbka ¢opma. TabneTku.

OcHo8HI Pi3uKo-XIMIYHI 81ACMUBOCI:

6111 260 cipyBaTO-OL11 TAONETKH y BUIIISAI AKCKa 3 (hackoro, rpaBipyBaHHAM «SUPRASTINY 3 onHoro
00Ky 1 pUCKOIO — 3 1HIIIOTO, 6e3 a0o Maike 0e3 3amaxy.

dapmakoTepaneBTHYHA IPyna. AHTUTICTaMIHHI 3aCO0U U1l CHCTEMHOTO 3aCTOCYBaHHS.
Xnopomnipamin. Kog ATX RO6A C03.

Dapmakonoiuni enacmueocmi.

XJopomipaMiH, XJOpPOBaHUN aHAJIOT TpHUIleleHaMiHy (MipuOeH3aMiHy) € aHTUTICTaMIHHUM 3aco0oM
MEPIIOro TOKOJIHHS, M0 HAJISKHUTh M0 TPYNH ETWICHIIAMIiHIB. Y JOKIIHIYHUX 1 KIIHIYHUX
JNOCTDKEHHSAX — SK 1 MpH 3acTOCyBaHHI1 TpuleileHaMmiHy — Oyna BuUsiBIeHa e(EeKTUBHICTb
XJIOPOIMIpaMiHy TpH JIIKYBaHHI CIHHOI TapsdyKd Ta IHIIMX aJepridHuX 3axBoproBaHb. MexaHI3M Jii
npenapary noJsirae y 0J10KyBaHH1 ricTamiHoBuUX Hi-penentopis.

Jly’ke HU3BKI 03U XJIOPOIipaMiHy, SKi IPU3HAYAIKCS MOPCHKHUM CBHHKAM, 3aXWINAId TBAPUH Bia Jii
rictaminy, mo3a skoro B 120 pa3iB mepeBuINyBaja JeTalbHY 103y. [Ipemapar Takox i€ Ha Tiaaki
M 5131, IPOHUKHICTh KaNuIsPIB 1 HA IEHTPAIbHY HEPBOBY CUCTEMY.

[Ticns mepopanbHOTO TPHUHOMY XJIOPOMIpaMiH IMBHUAKO abCOpPOYEThCS 31 MIITYHKOBO-KHUITKOBOTO
Tpakty. TepaneBTHuHHMA e(EKT po3BUBAETHCA B Mekax 15-30 XB micis 3acTOCYBaHHsI, JOCSTAE
MakCUMyMy B MeXax [MepuIoi TOAUHM Micias MNpuioMy 1 TpuBae mnpoTsrom 3—6 TOIUH.
MertaboiizyeTbes y nedinii. BUBOAUTHCS, TOJOBHUM YMHOM, 3 CEUCIO Y BUTJIAAI METa00IITIB. Y AiTeit
npenapaT MOK€ BUBOJUTHUCS IIBHU/IIE, HDK Y JIOPOCIIHX MAIli€HTIB.

[Ipu mopymienHi GyHKIIT HUPOK BUBEACHHS 110401 PEYOBUHHM MOXE 3MCHIITYBATHUCSI.

[Ipn mnediHKOBIH HEAOCTATHOCTI YIOBUIBHIOETHCSA METa0O0Ii3M  XJIOpoIipamMiny, Mo HoTpedye
KOPUT'YBaHHS /1034 IIpernapary.

KuiniyHi xapakTepucTukm.

Ilokazanna.

— AJepriuHi 3aXBOPIOBaHHS, TaKi SK CE30HHHMM aJiepriyHUN PHHIT, KOH FOHKTHBIT, KPOIIMB SHKA,
nepmorpadizM; KOHTAKTHUM JCPMATHT, ajiMEHTapHa ayieprisd; allepridyHi peakiiii, CIpUYHMHEHI
JIKapchbKUMU 3ac00aMu; ajiepris, CIpUUYMHEHa YKYCOM KOMax; CBEpOIkK.

— Sk gomoMikHa Tepamis NpPU CUCTEMHUX aHA(pUIAKTUYHHUX PEAKLiAX Ta aHTIOHEBPOTUYHOMY

HaOpsIKYy.

Ilpomunokasanna.
— IligBumieHa 4yTIuBICTh 10 OyIb-IKOTO KOMIIOHEHTA JIKapChbKOTO 3aco0y;
— TOCTpl Hanmaau OpoHXiaTbHOI aCTMH;
— 3aKpUTOKYTOBA IJIayKoMa;
— BHUPa3KOBa XBOPOOa IIITYHKA;
— ToCTpuil iH(papKT MioKap/a;



— apuTMmis;

— OJHOYACHUU MPHIOM 1HTi0ITOpIB MOHOaMiHOKcHAa3u (MAQO);
— 3aTpuMKa cedi, rinepTpodis mepeaMixypoBoi 3a103u;

— TIJBUIICHA YyTJIMBICTH JI0 IHITUX MOXITHUX €TUJICH IIaMIHY.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6UOU 63a€MOOIil.

Inrioitopy MAQO 30inblIyroTh i MOAOBKYIOTH aHTUXONiHepriunumii edexr Cynpactuny®. Crig
JIOTPUMYBATUCh OCOOJIMBOI OOEPEKHOCTI NMPU MpPU3HAYEHHI Mpernapary OJHOYAcHO 3 CelNaTHBHUMHU
3acobamu, 3 OapOiTyparamu, CHOIIMHWMH, TPAaHKBUI3aTOpaMH, OINIOITHUMHU aHAJITCTUKAMH,
TPULMKIIYHUMH aHTHUJCTIPECAHTAMH, AaTPOIIHOM, MYCKaPHHOBHMH MapacHUMIIATOJITUKAMU Yepes3
MO>KJIUBICTh B3aEMHOTO TIOTEHITIFOBaHHS €(DEKTiB OJMH OJHOTO.

AJIKOTOJIb 30UTBIIYE JETIPecuBHI epeKTH mpernapaTy Ha IEHTPaJbHy HEPBOBY CUCTEMY, OTXKE, M Jac
JKYBaHHS TPEnapaToM CIIiI YHUKATH BXKHBAHHS AJIKOTOJIbHUX HAroOiB.

VY moenHaHHI 3 OTOTOKCHYHHMH TIperapaTaMu, IMONEpeHKYBAIbHI 3HAKM OTOTOKCHYHOCTI MOXKYTh
OyTH 3aMacKOBaHI.

AHTHriCTaMIHHI TIpernapaTH 3JaTHI 3amo0iraTW WIKIpHOI peakiii y TECTyBaHHI Ha ajeprito, TOMY
MPUIOMOM TaKUX JIKapChbKUX 3acO0IB CIIJ MPUIMHUTH 32 KUIbKA JHIB JI0 3allJTAHOBAHOIO TECTY Ha
aJIeprito Ha HIKIpi.

Ocobnueocmi 3acmocy8ans.

Tayienmu nimub020 iKYy, 8UCHAICEHT X80P

3 0co0IMBOIO O0EPEkKHICTIO MPU3HAYATH Mpenapar UM T'pylaM Mali€HTIB, OCKUIbKA BOHHM YyTJIUBIIII
710 TIEBHUX MOOIYHUX €(EeKTIB aHTUTICTaMIHIB (3aIlaMOPOYEHHS, COHJIMBICTD, 3HM)KEHHS apTepiaibHOTO
THUCKY).

THopywennsa ¢ynxyii neuinku. Ilpu mnopymeHHi ¢QyHKUIl NeYiHKM HEoOXiIHE KOPHUTYBaHHS 103U
nmpenapary: Moxe OyTH HEOOXiTHUM 3MEHIIEHHS J03H, OCKUIBKM MPH 3aXBOPIOBAHHSX IEUIHKH
MeTaboJIi3M Jit0901 peYOBUHU 3MECHIITYETHCS.

Uepe3 aHTUXOJIHEPriyHI Ta CeJaTUBHI e]exkTu mpenapaTy Ciif JAOTPUMYBATHUCh OCOOJIUBOT
00epeXHOCTI MpHU 3aCTOCYBaHHI Tpemapary Malli€eHTaM JIITHBOTO BIKYy, MaIliEHTaM 3 TOPYIIEHHSIM
(dbyHKIIIT TediHKu a00 13 CeplieBO-CYAMHHUMU MTOPYIICHHSIMH.

Slkmo  mpemapaT = 3acTOCOBYBaTH  IMI3HO  BBeYEpl, MOXKYTh  MOCHJIMTHCS  CHMIOTOMHU
racTpoe3odareabHOTO peIroKCy.

AJNKOTroJIb MOCWJIIOE 3aCHOKIMIIMBHI BIUIMB XJIOPOIIpaMiHy Ha IIEHTPAJbHY HEPBOBY CHUCTEMY, OTKE,
IiJ] Yac JIIKyBaHHS MPENapaToM CIil yHUKATH BXKUBaHHS aJIKOTOJbHUX HATMOiB.

TpuBane 3acTocyBaHHsS aHTUTICTaMIHIB PIIKO MOXKE CIPUYHUHUTH TOPYIIEHHS 3 OOKYy CHCTEMH
KPOBOTBOPECHHS (JICUKOIICHISA, arpaHyJIOIMTO3, TPOMOOIMTOICHISA, TEMOJIITUYHA aHeMmist). SIKiio
MPOTATOM  JOBFOTPUBAJIOIO 3aCTOCYBaHHS IIpemapary CrocTepiralotbcs HebakaHi  edeKkTu
(mpomacHMIIs, JTAPUHTIT, YTBOPEHHS BUPA30K Ha CIU30Biil 00OJIOHIII POTOBOI MOPOKHUHH, ONITICTB,
YKOBTSIHHIIS,, TEMATOMH, KPOBOTeUi), HEOOXIAHO MPUIMHUTH JIKYBaHHS 1 KOHTPOJIOBATU MOKA3HUKU
KpOBI.

Opna tabnerka mictuth 116 Mmr nmakrosu. IlamienTam 31 CaJIkOBOIO HEMEPEHOCHUMICTIO T'allaKTO3H,
nedinurom sakrasu Jlanma abo manbaOCOpOINi€r0 TIFOKO30-TATAKTO3W HE CIiJ 3aCTOCOBYBAaTH Lied
npemnapar.

3acmocysanns y nepioo eacimmocmi abo 200y8anus 2pyooio.

Hemae 0 JHUX TOKJIIHIYHUX JOCTIHDKEHb HA TBApUHAX.

3acTOCOBYBaHHS JIIKapChbKOro 3aco0y y MepioA BariTHOCTI abo B NepioJ TOAyBaHHSA TIPYIIO
MIPOTHUIIOKA3aHe.

AnekBaTHI Ta J00pe KOHTPOJBOBAHI KIIHIYHI JOCHIPKEHHS 3a YYacTI0O BariTHUX >KIHOK He
MPOBOJIMIINACS, X04a OyJ0 OMHMCAHO BUNAJKU, KOJU Y HOBOHAPO/KEHHUX, MaTepi SAKUX OTPUMYBAIU
aHTUTICTAaMIHHI IIpenapaTd MPOTArOM OCTAHHIX 2 THIXKHIB BariTHOCTI, PO3BMBAajacs PETPOJICHTAIbHA
¢i6pomnazis (PJID).



30amnicms  enaueamu Ha WEUOKICMb peaxyii npu Kepy8awHi aA8MOMPAHCNOPMOM abo IHUUMU
Mexanizmamu.

[Tig gac 3acTocyBaHHS Tperapary, 0COOJIMBO HA TIOYATKY JIIKYBaHHS, MOXYTh BUHUKATH COHJIUBICTS 1
MOTIPIIEHHST TICUXOMOTOPHUX (DyHKIiH (muB. po3ain «OcoOIMBOCTI 3aCTOCYBaHHS»). TakKuM YHHOM,
BpPaxoBYIOUM MOXJIMBI MMOOIYHI peakuii 3 OOKy IEHTpaJbHOI HEPBOBOi CHUCTEMH, KepyBaTH
aBTOTPAHCIOPTOM a0o0 MpaloBaTy 3 IHIIUMHU MEeXaHi3MaMH 3a00pOHEHO Ha MOYATKY Teparlii IpoTsIroM
nepioy, BCTAHOBJICHOTO iHAMBIIYaJbHO y KOXKHOMY KOHKPETHOMY BUTIAJIKY.

Cnoci6 3acmocysannsa ma 0o3u.
Tabmerkn cmig npuidMaTH BHYTPINIHBO IiJ Yac igM, HE pPO3KOBYIOUHM, 3alMBaTH JOCTAaTHBHOIO
KUTBKICTIO PiAWHHU.
Iopocaum.
JlobGoBa 03a it JOPOCNX 3a3BU4ail cTaHOBUTH 75—100 mr (3—4 TabneTku Ha 100Y).
imsim.
Jlns miTedt BIKOM:

— Bia 3 g0 6 pokiB: 1/2 TabneTku 2 pa3u Ha 100Y;

— Bia 6 1o 14 pokis: 1/2 Tabnerku 2—3 pa3u Ha 100Yy.
Jlo3y MO’KHa MIIBMIYBaTH 3alie)KHO BIJ peakuii MamieHTa 1 pO3BUTKY MOOIYHUX e(eKTiB, OJHAK
n000Ba /103a /IS TITEH HIKOJIW HE TTOBUHHA TIEPEBUIIYBATH 2 MT/KI MacH TiJa.
MakcumanbHa 1000Ba f03a cTaHOBUTH 4 Tabnetku (100 mr).
JlikyBaHHSI BBaXKa€TbCS 3aBEPIICHUM MICIAS 3HUKHEHHS CUMNOTOMIB XBopoOu. [Ipu BusiBieHHI
CUMIITOMIB TIOOIYHMX peakIliii, 3a3HAUYCHWX Yy BIAMOBITHOMY pO3UTI, JIKYBaHHS HEOOXITHO
MIPUITHHHTH.

Himu.

[Ipenapat 3acToCOBYBaTH AITSAM BIKOM Bix 3 POKIB.

Ilepeoo3ysanns.

HaBmuchne abo BuMankoBe Mepeo3yBaHHS AHTUTICTAMIHHUX TMpenapaTiB MOXE MaTH JeTalbHHUI
HacIIiIoK, oco6uBo y miteit. ITpu mepeno3ysanni Cynpactuay® po3BHBAIOTHCS CHMIITOMH, TOJOHI
JI0 IHTOKCHUKAIIIT aTpOIiHOM: TaIIOIMHAIII], HECTIOKiH, aTaKCisd, MOPYIISHHsS KOOpIMHAIlll pyXiB, aTeTO3,
cynoMu. Y fitei AoMiHye cTaH 30y/KeHHs. MOXKYTh TaKOXX CIIOCTEpIraTHCS CYXIiCThb Y POTI,
PO3IIMPEHHST 31HUIb, MPUIUIMBH, CUHYCOBa TaXiKapiis, 3aTpUMKa ceyl, MPOMACHUIIS, MiIBUIIECHHS
TeMIieparypu. Y JOPOCIHX MPOIMACHUIIS 1 MPUILIMBU CIIOCTEPIratoThCs HE 3aBXK/AU; epios 30yIKeHHS
CYIIPOBOJIKYETHCSI CyJOMaMH Ta MOCTIKTAIbHOIO Aenpecieto. KpiM Toro, Mo>kyTh Bii3Ha4aTuCs Koma i
CepLEeBO-JIereHeBUIl KOJIAIC, 10 MPOTAroM 2—18 roJIuH MOKe MPU3BECTH JI0 JETAIBHOTO HACTIIKY.
Uepes aHTUXOTIHEPTiuHY Jil0 JIKAPCHKOrO 3ac00y BUIIOPOKHEHHS LITYHKAa MOXKE YMOBLIBHIOBATHUCH,
TOMY B Mexax 12 roauH micis mepeno3yBaHHs HEoOXiJHE MPOMHBAHHA LUTYHKA Ta 3aCTOCYBaHHS
AKTUBOBAHOTO BYTLILJIS.

PekoMeHyeThCSI  MOHITOPHHT  ceplieBo-jereHeBoi  QyHkuii.  JlikyBaHHS  cHMOTOMAaTUYHE.
Crenr9HIN aHTUAOT HEBITOMUM.

Il06iuni peakuii.

3 o6oxy wyenmpanvHoi Hep6o6oi cucmemu: CEAATUBHUN eQeKT, MiJABHUIIEHa BTOMIIIOBAHICTD,
3almaMOpOYEHHsI, aTaKCisl, HEPBO3HICTh, TPEMTIHHS, CY/IOMH, TOJOBHUH Oillb, eiidopis, eHiedanonarisi,
HEUITKICTh 30pY, COHJIMBICTb, MOTIPIIEHHS ICUXOMOTOPHUX (DYHKIIIH.

3 6oky cepyego-cyounnoi cucmemu: aprepiajibHa TIIOTEH31s, TaXiKaplis, apUTMis.

3 6oxy mpasnozo mpakmy: Oulb Ta TUCKOM(OPT B emiracTpajibHiil AUIAHII HUTYHKA, CYXICThb Y pOTI,
HyJ0Ta, OJIOBaHHS, Iiapes, 3amop, aHOPEKCis, MiJABMIIEHHS aleTUTy, NOCHUJIIOBAaHHA CHUMIITOMIB
ractpo-e3odareaabHOro peIroKcy.



3 60Ky cucmemu Kposi: NEHKOTEHIsI, arpaHyJIOIHUTO3, TPOMOOIMTOTICHISI, TEMOIITUYHA aHEMis, 1HIII
MATOJIOTT4H1 3MIHU KPOBI.

3 60Ky opeanis 30py: MIBUIIEHHS BHYTPIIIHBOOYHOTO THCKY, II1ayKOMA.

3 60Ky HUpOK i ceuosudiIbHOT cucmemu. TA3YPIsl, 3aTPUMKa CeYi.

3 6oxy wKipu ma niOwKipHoi K1imKO8UHU: CBITIOYYTIUBICT, aJepridyHi peaKilii.

3 60Ky onopHo-pyxo6020 anapamy ma CROAYYHOI MKAHUHU: MIOTIATIs.

3 6oky imyHHOI cucmemu: alePTidHI peaxilii, BKIIOUAIOYHN TilepeMil0 IIKipHU, BUCUIIAHHS, CBEPOIK,
KpOTIMB SIHKY, aHTIOHEBPOTUYHUN HAOPSK.

Tepmin npuaaTHocTi. 5 poOKiB.

YmoBu 30epiranus.
30epiratu npu Temmeparypi He Buie 25 °C y HEJOCTYITHOMY ISl TITEH MiCIIi.

YnakoBka.
ITo 10 rabnerok y OiicTepi; mo 2 OicTepw y KapTOHHIN KOPOOITi.

Kareropis Bigmycky.
bes penenra.

BupooOHuk.
3AT ®apmanesrnynnii 3aBox EI'TC/ EGIS Pharmaceuticals PLC.

Micue3HaxoakeHHs1 BHUPOOHUKA Ta ii0ro aapeca Micusi NpoBaJIKeHHsI AiAIbHOCTI.
1165, m. Bynanemr, Byn. bekenbdenni, 118-120, Yropmuna/ 1165, Budapest, Bokenyfoldi ut. 118-
120, Hungary.



