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IHCTPYKIIA
AJIS1 MEAUYHOI'0 32CTOCYBAHHSA JIiIKAPCHhKOI0 3ac00y

[MPOHOPAH®
(PRONORAN®)

Cknao:

oiroua peuosuna: nipubemn (piribedil);

1 Tabnetka mictuth: 50 Mr mipudenuiy;

00noMidicHI pewosuHu. MarHil0 CTeapaT, MOBIJIOH, TaJbK, HATPirO0 KapMmenosa, moiicopbar 80,
korreHinb yepBona A (E 124), kpeMHiro HiOKCH KOIOIqHMI O€3BOIHUI, HATPIiO TigpoKapOoHar,
caxapo3a, Tutany miokcua (E 171), Bick Oinuii.

Jlikapcbka ¢opma. TabieTku, BKpUTI 000JIOHKOFO, IPOJIOHTOBAHOT JIii.
Ocnogni ¢hizuxo-ximiuni enacmugocmi. TaOIETKU KPYyriaoi GopMH, YEPBOHOTO KOJIHOPY, BKPHTI
000JIOHKOIO.

dapmakoTepaneBTHYHAa rpyna. [lpoTunapkiHCOHIYHI mpemapatd. ATOHICTH JIOTIAMIHY.
Kon ATX N04B CO08.

Dapmakono2iuni eracmueocmi.

Dapmakoounamika.

Jitoua peuoBMHa MmipuOeAUS € JoNaMiHEepriyHUM aroHicToM. [lipuOeaun mnpoHHUKAaE Kpi3b
remaroeHedanyHuil 6ap’ep 1 3B’A3y€ThCS 3 PELENTOpaMHU JONAMiHy B FOJIOBHOMY MO3KY 13
CHJIBHOIO CIeIM(IUHOI0 CIOPIAHEHICTIO 10 JoNaMiHOBUX perenTopiB miaTumis D2 1 Ds.

Taki BIacTUBOCTI JTO3BOJIAIOTH Kiacu(iKyBaTu mipubeaus sk 3acid Ui JIKyBaHHS XBOpoOu
[TapxincoHa Ha paHHIN Ta Mi3HIN CTaIiAX, 11O Jli€ Ha BCl OCHOBHI MOTOpHI cumnToMu. Kpim Toro,
Ha BIJIMIHY BiJ] IHIIIUX arOHICTIB JIONaMiHy, IIPUOEINUIT TAKOXK JII€ SIK aHTarOHICT TBOX OCHOBHHX
O2-aJAPEHEPTIYHNX PELENTOPiB IEHTPATbHOI HEPBOBOI cUCTEeMU (024 Ta o 2c). CUHepriuyHa Jist
nipuOeauily sK aHTaroHiCTa O2-aJpEHEpPriyHUX pELENTOpIB Ta AaroHicTa JomaMiHy Oyla
JIOBEJIeHa Ha pi3HUX Mojensx xBopoOu IlapkiHcoHa y TBapuH: TpHBalle 3aCTOCYBAaHHS
nipuOeauly CIPUYMHUIO MEHII BUPAXXEHY JHCKIHE3110 MOPIBHIHO 13 3aCTOCYBAaHHSM JIEBOJONHU
IpY OJTHAKOB1H €()EeKTUBHOCTI 3MEHILIEHHSI aKIHETHYHOTO JAe(PIUTy NapKiHCOHI3MY.

VY xoai KIHIYHUX JOCTIIKEHb (papMaKoJUHAMIKY TIpenapary B JIOJUHU OYyJ0 BCTAHOBJIEHO, IO
npenapar CTUMYJIO€ KOPKOBUH  €IEKTPOreHe3 <JIONMaMIHEpriyHoro» THIy $K I 4ac
poOy/KEHHSI, TakK 1 MiJ 4ac CHY, a TAaKOXX aKTUBI3y€ Pi3HI (YHKIIIi, KOHTPOIbOBAHI JIOTIAMIHOM.
Jlana akTuBHICTB OyJia MiATBEpKEHA 32 JOMIOMOTOI0 MTOBEAIHKOBOI 200 ICHXOMETPUYHOT LIKAJTH.
Takox Oys0 TOBEEHO, IO Y 3I0POBUX JTOOPOBOJIBIIIB MIPHOEIHII TIOMIMIITYE YBOKHICTD, @ TAKOXK
BUKOHAHHS KOTHITUBHUX 3aBJ/IaHb, SKi BUMaratoTh MUJIbHOCTI.

Edexrusnicts npenapaty [IPOHOPAH® nns nikysanus xBopoOu IlapkiHcoHa y MoHoTeparii
abo B KOMOIHaIil 3 JIEBOJOIOI BUBYAJACh y XOJAlI TPHOX MOABIMHO CIIMUX PaHIOMi30BAaHUX
nocmimkenb (y JABOX JOCHTIIKEHHSX IMOPIBHAHO 3 Iiane0o i B 1 JOCHIIKEHHI MOPIBHIHO 3
OPOMOKPHUIITHHOM). 3arajioM y X JociipkeHHsaX Opanu yyacts 1103 nauientn 3 I-111 cragisimu
xBopo6u ITapkincona 3a mkanow Xena i Spa, 543 3 sxux npuitmanu [IPOHOPAH®.



Byno noBeneno edextusHicTh mnpemapary ITPOHOPAH® B nosi 150-300 mMr/moby mans
3MEHIICHHSI BCIX CHMIITOMIB TMOPYIIEHHS MOTOPHOI (PYHKIIIT 3 MOKpalIEeHHsIM 3arajlbHOro Oana
Ha 30 % 3a yHi(pIKOBAaHOI PEUTHHIOBOIO IIKaloo OmiHKK xBopoOu Ilapkincona (UPDRS),
yactuHa III, mpu 3acTocyBaHHI MPOTATOM IIOHAWMEHIIIE 7 MiCAIIB y MOHOTepamii Ta 12 micsIiB
y KOMOIHaIIii 3 JIEBOJOMOW. AHAJIOTTYHUI CTYIMiHb MOKPAIICHHS 3arajlbHOTO Oaiy Bi3HauYaBCS
npu omiHii 3rigHo I yvactuau mkanmu UPDRS («AKTHBHICTD Y TOBCSKICHHOMY KHTTI»).

IIpu 3acrocyBaHHI mipuOenuiay y MOHOTEpamii CTaTUCTUYHO 3HAYHO MEHIIMH BiJICOTOK
nariedTiB (16,6 %) motpedyBaB HOAATKOBOTO JIKyBaHHS JICBOJOIOIO MOPIBHSHO 3 MAIlIEHTAMH,
SKi oTpuMyBain iane6o (40,2 %).

Kpim toro, mipubeaun cTUMyIIO€ 30UIBIIEHHST KPOBOOOITY Y CTETHOBHX CyAMHAaX (HAsBHICTbH
JIOTIAaMIHEPTIYHUX PEIEeNTOPiB Y CyJIMHAX CTErHa IMOSCHIOE Ji0 Mmipudenuny Ha nepudepuyuny
UPKYJIALIIO).

Dapmaxoxinemuka.

VY moauHM mipuOenni MIBHIKO 1 Maike TMOBHICTIO BCMOKTYETHCS 31 IUTYHKOBO-KHIIKOBOTO
TPAKTy Ta EKCTCHCUBHO PO3IOAIISAETHCS.

MaxkcumanbHa KOHIIGHTpALis y IUIa3Mi KPOBiI JOCSTAETbCS 4epe3 3-6 roAuH micis npuiiomy
nipubenmny y ¢opmi TabIeTOK MPOJIOHTOBAaHOI Aii. Y JIOAMHU 3B’SI3yBaHHS mipuOemmly 3
OlTKkamMM TUIa3MH KpoBi € momipHuM (He3B’s3aHa (pakiis craHoBuTh 0,2-0,3), oTke, pU3HMK
BUHUKHEHHS JIIKAPCHKOI B3a€MOJIIT 3aBIISIKU 3B’S3YBaHHIO 3 OLIKAMHU IJIa3MH KPOBI € HU3BKUM.
BuBeneHnHs 3 m1a3Mu KpoBi € ABO(a3HUM 1 CKIATAEThCs 3 MOYATKOBOI (a3 Ta JAPyroi, OLIbII
MOBUIBbHOI, (Pa3u, IO 3yMOBIIOE CTIHKY KOHLIEHTpALil0 MipuOequmly y mia3Mi KpoBi MPOTATOM
24 ronMH TIpU JOCSITHEHHI KOHIEHTpamii cTalbinbHOI piBHOBaru. OO0’e€qHaHWIA aHAI3 JaHHUX
JEKITbKOX JTOCIIHPKEHb MPOJIEMOHCTPYBAB, 110 CEPEIHIM yac HamiBBUBEICHHS HipuOeAuIy mpu
BHYTPIIIHFOBEHHOMY 3aCTOCYBaHHI1 CTAaHOBHTH 12 TOMH HE3aJEKHO BiJl YBEACHOI 103H.
[Tipubenun eKCTeHCUBHO MeTa00Ii3y€eThCs Y TIEUiHIIl Ta BUBOJUTHCS TOJIOBHUM YMHOM 13 CEYEIO:
75 % abcopOoBaHOT PeYOBUHU BUBOJIUTHCS MUIIXOM HUPKOBOTO KIIPEHCY MEPEBaKHO y (opmi
MeTaboiTIB.

KuiniuHi xapakTepucTukm.

Ilokazannua.

JlixyBanHs xBopoou IlapkiHcoHa:

e 'y MOHOTEparii;

e a0o B KOMOIHAIIi{ 3 JIEBO/IOMO0, HA ITOYATKY JIIKYBaHHS a00 Mi3HiLIe.

Ilpomunokazanns.

e T'inepuyTnuBICTh A0 JiH0Y0I pe4OBHHHU a00 /10 OyaAb-IKOi TOMOMIXHOI pEUOBUHU Mpernapary.

e KappioreHHuii oK.

e Tocrtpa da3a iHpapKTy MioKap/a.

e (OpHouacHEe 3acTOCYyBaHHS 3 HeHWpoJieNTHKaMu (3a BHUHATKOM KJIO3amiHy) (AMB. PO3.IUI
«B3aeMois 3 IHIIUMHU JTIKAPCHKUMU 3ac00aMHU Ta 1HIII BUH B3a€MOIIN).

B3aemooia 3 inwuumu nikapcoKumu 3acovamu ma inuwii 6u0u 63a€Mo0iil.

OpHoyacHe 3acTOCYBaHHSA 3 HEHpoOJIENTUKaMU (3a BHMHSTKOM KJIO3aliHY) INPOTUIIOKA3aHE,

OCKUIBKM 1CHY€ B3Aa€EMHUN aHTaroHi3M MDK JIOTIaMiHEPTiYHUMH HPOTUNAPKIHCOHIYHUMHU

JTKapChbKMUMH 3aco0amu Ta HerposenTiukaMu (auB. po3ii «[IpoTunokasants»).

e [lamieHTam 3 eKcTpamipaMiTHUM CHHIPOMOM, CIIPUYMHEHUM 3aCTOCYBAHHSM HEHPOJIENTHKIB,
CJIiJ MpHU3HAYaTH aHTUXOJIHEPTiyHi Mpernapard, a He JOMaMiHepriuHi MPOTUIIAPKIHCOHIUHI
JKapCchKi 3ac00M (onamMiHepridHi penenTop OJ0KYIOThCS HEHPOJIENTUKAMH).

e JlomamiHeprivuHi aroHiCTH MOXXYTh CIPUYMHSITH a00 MOCHJIFOBATH TICUXOTHYHI po3ianu (IuB.
po3nin  «OcoOnaMBOCTI  3acTOCyBaHHS»). Y  pa3i  HEOOXIHOCTI TPOBEACHHS Teparmil
HelposenTuKaMH TalieHTaM i3 xBopooOoro IlapkiHcoHa, Kl 3aCTOCOBYIOThH JI0MaMiHEeprivHi
aroHICTH, /103y OCTaHHIX CIiJ{ 3HM)KYBaTH MOCTYIOBO JI0 MTOBHOI BiAMIHU (pamnToBa BiJMiHa



JOTIAaMIHEPTIYHUX  3acO0IB  TPHU3BOAUTH 10  PHU3UKY  PO3BUTKY  «3JIOSKICHOTO
HEHPONENTUYHOTO CUHIPOMY» ).
e Heiiponentuuni npoTnOI0BaIbHI 32CO0M: CIi/1 3aCTOCOBYBATH MPOTHOIIOBAIIBHI 3aCO0H, 110
HE YMHATH eKCTparipaMigHoi Jii.
OnHoyacHe 3acTOCYBaHHS 3 TeTpaOCHA3WHOM HE PEKOMEHJIOBaHE, OCKUIBKM iCHY€ B3a€MHHU
AQHTAroHI3M MDK JIOTIAMIHEPTiYHUMH TMPOTUMAPKIHCOHIYHUMHU JIKApCBKUMHU 3acob0aMu  Ta
TeTpaOCHA3UHOM.
BoxuBaTH ajgKoroib miJ 4ac JKyBaHHS HMipUOEIUIOM HE PEKOMEHAYETHCS. AJIKOTOJIb MOCUIIIOE
ceaTUBHUM edeKT mipudenuiy. 3HIKCHHS MJIBHOCTI MOXE POOUTH KepyBaHHS aBTOMOOLIEM
Y1 BUKOPUCTAHHSA 1HIINX MEXaH13MiB HEOE3EUHHM.
[Tipubeqwn cig mnpu3HA4YaTH 3 OOEPEKHICTIO y KOMOIHAmii 3 1HIIMMHU CEIaTMBHUMU
JiKapcbkUMHU 3acob0amu. Taka KOMOIHAIiS IOCHUIIIOE TNPHUTHIYEHHS IEHTPATbHOI HEPBOBOI
cuctemu. [lopymeHHss mHIBHOCTI Ta peakdii (aJepTHOCTI) MOXe 3pOOUTH KepyBaHHS
aBTOMOO1IEM YM BUKOPUCTAHHS IHIIMX MEXaHI3MIB HEOEC3MEUHUM.

Ocobueocmi 3acmocyeanns.

Jlnckinesis

VY mami€eHTiB i3 Mi3HBOIO cTaAic€r0 XBopoOu [lapkiHCOHA Ha MOYATKY JIKYyBaHHS HMIpUOECTUIOM y
KOMOIHAI] 3 JIEBOJOMOK MOXE BHHHKHYTH JUCKiHE3isd. Y TakoMy BHIAJKy 03y MipHOCIHITY
CJILJI 3MEHILIUTH.

OprocTaTHyHa rinoTeH3is

Binomo, 1110 aro”icTu 10naMiHy BIUIMBAIOTh HA CUCTEMHY PETYJISALII0 apTepialibHOrO TUCKY, 1110,
y CBOIO 4epry, MOKe MPU3BECTH JI0 BUHUKHEHHS TIOCTYPAIBHOI OPTOCTATUYHOI T1ITOTEH3II.
PexoMeHly€eThCsI KOHTPOJIIOBATH apTepialbHUN THUCK, OCOOJIMBO Ha MOYATKY JIIKYBaHH:I, yepes
PU3UK BUHUKHEHHS OPTOCTATHYHOI TilOTEH3ii, MOB’sA3aHOI 3 TEpari€lo JOomaMiHepriYHUMHU
3aco0aMH.

AHoMaibHa TOBEJiHKA

[ToBitoMisIIOCST PO BUHUKHEHHSI aHOMAJIbHOI HOBEIHKH, SIKa MOXKE MPOSBIATHCS y BUITISAAL
CILUTyTaHOCTI CBiZIOMOCTI, @KUTAIlii, arpeCUBHOCTI. Y pa3i BUHHUKHEHHS TaKUX CHMITOMIB CIIiJl
PO3MIISIHYTH HEOOX1JHICTh 3MEHILIEHHS 1031 UM [TOCTYIIOBOr0 MIPUIIMHEHHS IPUHOMY Mpenapary.
Poznanu cHy

IcHyIOTh JaHl 11010 BUHUKHEHHSI COHJMBOCTI Ta €Mi30/iB PalTOBOrO 3aCMHAHHSA IMijJ 4ac
3aCTOCYBaHHsI MipuOeIniTy, 0COOIMBO Y Malli€HTIB 13 XBOpoOoro [TapkiHcoHa.

ITpo emizoan panToBOro 3aCMHAHHA Yy J€HHMH yac, 1HOJI 0e3 ycBifioMJIeHHS ab0 CHUMOTOMIB-
IIPOBICHUKIB, MOBLAOMIsUIOCS Oyke piako. Ilamientn maroTh OyTH momepepkeHi mpo e 1
npoiHGOpPMOBaHi MpPO HEOOXIAHICTH JOTPUMaHHS OOEPeXKHOCTI MiJg dYac KepyBaHHS
ABTOTPAHCIIOPTOM YU BUKOPHMCTAHHS IHIIMX MEXaHI3MIB BIPOAOBXK JIKyBaHHS HIpUOEAUIIOM.
[MTamienTaM, y SKUX BiJI3HAUalMCs BHUMAJKU COHJIMBOCTI Ta/ab0 pamTOBOTO 3aCHHAHHS, CIiJ
YTPUMYBATUCS Bl KEPYBaHHsS aBTOTPAHCIOPTOM YW BUKOPHUCTAHHS IHIIMX MeXaHI3MiB. bibin
TOT'0, MOXHA PO3MJIIHYTH HEOOX1HICTh 3HMKEHHS 103U a00 BiIMIHM Teparii.

3Ba)kalouu Ha BIK MAIIEHTIB, K1 3aCTOCOBYIOTH MipuOenn, ciijl OpaTu A0 yBaru pu3uK NajdiHb
yepes3 rinoTeH3110, parToBe 3aCMHAHHA a00 CITYTaHICTh CBIOMOCTI.

Poznaau 3BUYOK 1 cXUIIbHOCTEN

HeoOxigHO perynsipHO 3A1MCHIOBATH HArjis] 3a MallleHTaMH 3 METOI0 BHSBIIEHHS PO3BUTKY
po3yaniB 3BUYOK 1 cxwibHOCTeH. [lamienTn Ta ocobu, skl MIKIYIOTbCA NPO HHUX, MAIOTh OyTH
npoiH(GOPMOBaHi, L0 NpPU 3aCTOCYBaHHI AaroHICTIB JONaMiHy, Yy TOMY 4YHCIi Hpenapary
[TPOHOPAH®, MOXXYTh BHHHKATH TOBEAIHKOBI CHMIITOMH PO3JIaJiB 3BUYOK 1 CXUIIBHOCTEH,
BKJIFOUAIOYM TATOJIOTIYHY CXWJIBHICTH /IO a3apTHHX irop (irpoMaHilo), TillepCeKCyalbHICTB,
MIBUIECHHS J1101710, HETIEpeOOPHUH TOTAT 0 BUTpAT abo 3MIMCHEHHS TOKYTIOK, MepeifaHHs Ta
HEKOHTPOJIbOBAHUM TOTAT J0 CIOXHMBaHHA TKi. Y pa3i BUHUKHEHHS TaKUX CHUMITOMIB CIij
PO3TJISSHYTH HEOOXIJHICTh 3MEHIIEHHS J03u abo MOCTYyHNOBOrO MPUIUHEHHS MpUiioMy
npemnapary.




[IcuxoTU4HI po3naau

JlonmamiHepriyHi aroHiCTH MOXXYTh CIPUYMHATH a00 MOCHIIIOBATH IMICUXOTHYHI PO3JIaAH, TaKi SIK
MapeHHs, JeJipii Ta ramonuHanii (auB. po3ain «B3aemoist 3 IHIIMMU JIKapCHKUMHU 3aCO0aMH Ta
HIIN BUM B3a€MOJIiH»). Y pa3i BUHHUKHEHHS TaKUX CHMIITOMIB CIiJl PO3TJISIHYTH HEOOXITHICTh
3MEHIIEHHS 1031 200 MOCTYMOBOI0 MPUIMHEHHS TPUIOMY Ipenapary.

[Mepudepuanuii HAOPSIK

[Ipu 3acToCcyBaHHI aroHiCTIB JOTaMiHy CIIOCTEPIraiiocsi BHHUKHEHHS NepUPEPUIHNX HAOPSKIB.
Lle cix Takox OpaTu A0 yBaru npu Npu3HadeHHI MipuOe Iy .

3110sKiCHUN HEUPOJIENTUYHUN CHHAPOM

[ToBimOMIISUTOCST TIPO BUHUKHEHHS XapPaKTEPHUX CHUMIITOMIB 3JIOSKICHOTO HEHPOJEITHYHOTO
CHHIPOMY IIPH PAaNTOBOMY MPUIIMHEHHI Teparlii JomaMiHepPriYHMMH 3aco0aMu (IMB. PO3ALI
«Crnocib 3acTocyBaHHSA Ta JJO3HW»).

Jlonomidicui pewosuru

Uepe3 MPHCYTHICTh C€axapo3W Tali€HTaM 13 HENEpEeHOCUMICTIO (PYKTO3H, CHHIPOMOM
MajabaOCopOIlii TIIFOKO3HM-TATaKTO3W a00 HEIOCTaTHICTIO caxapa3u-i30MalbTa3u (piakicHi
CIIa/IKOB1 3aXBOPIOBAHHS) HE CIIiJl MPUHAMATH LIeH Tperapar.

Yepes mpucyTHICTh KomeH111 uepBoHoi A (E 124) icHye pu3uK BUHMKHEHHS aJIepriyHUX peaKiini
(muB. po3ain «IToOivHI peakIii»).

Lle#t nikapcekuii 3aci® MicTUTh MeHiIe 1| MMmonb Hatpito (23 Mr) Ha TabneTKy, TOOTO Maiixe
BUTBHUH BiJ HATPIFO.

3acmocyeanns y nepioo eazimuocmi abo 200y8anus zpyooio.

BaritHicTh

VY pocnipKeHHSX Ha TBapuHAX OyJio JOBENECHO, IO MipHUOEIU MPOHHUKAE KPi3h IJIalleHTapHUHA
Oap’ep 1 pO3MOIIAETLCSA B OpraHax Iioja.

UYepe3 BiICYTHICTh BIiONOBITHUX JAaHUX 3aCTOCYBaHHsS MipuOenuiIy y Tepiox BariTHOCTI Ta
JKIHKaM PENpOAyKTUBHOTO BIKy, SIKI HE BHKOPHUCTOBYIOTH 3acO0M KOHTpalemilii, He
PEKOMEHIOBaHE.

I'onyBaHHA rpyuiro

UYepes BIACYTHICTH BiIIOBITHUX JaHWX 3aCTOCYBaHHS I[bOTO MpENapary y MepioJ TOayBaHHS
IPyJUII0 HE PEKOMEHI0BaHe.

DepTHIIbHICTh

JocnimxeHHs Ha TBapuHAX HE BUSBWIM MPSMOTO YH HEMPSMOrO MIKIATUBOTO BIUIMBY Ha
eMOpioHaTbHMI/(heTanbHIN PO3BUTOK, MEPEOIT MOJOTIB 400 MOCTHATAIBHUI PO3BUTOK.

30amuicmb ennueamu Ha WEUOKICMb peaxyii npu KepyeamHi AsMOmMPAHCHOPMOM abO
IHWUMU MeXaHIZMAMU.

[TamienTH, SIKI OPOXOIATH JIKyBaHHS MHipHUOEIWIOM 1 y SIKMUX BHUHUKAJIM COHJIMBICTH Ta/abo
€Mi30/11 ParTOBOr0 3aCHHAHHSA, MalOTh OyTH NMPOiH(OPMOBAHI PO HEOOXITHICTh YTPUMaHHS Bij
KEepyBaHHsI aBTOTPAHCIIOPTOM a00 1HIIKMX BUAIB JISJIBHOCTI, /i€ MOPYLIEHHS yBard Ta peaxiii
MOXKE€ HapakaTH TMarieHTa abo I1HIMX oci0 Ha PHU3UK OTPUMAHHSA CEpHO3HHUX TpaBM abo
JeTaIbHOTO HACHiAKy (Hampukiag mpud poOOTI 3 MexaHi3MaMM), MOKH TaKi CHMIITOMH HE
3HUKHYTH (AUB. po3aisl «OcoOIUBOCTI 3aCTOCYBaHHS).



Cnocio 3acmocysanus ma 003u.

Crioci6 3acTocyBaHHS

J1J1s1 IepopalibHOTO 3aCTOCYBaHHS.

TabneTku mpUiiMaTH HANPUKIHII 1M — KOBTATH HE PO3KOBYIOYHM, 3alMBAIOYH IIBCKISIHKOIO

BOJIH.

Jlo3yBaHHS

JlikyBanns xBopoou [lapkincona:

e gk MoHoTtepamis: Big 150 mr go 250 mr, To6TO Bim 3 g0 5 TabneTok Ha 00y, SAKI CIIf
posnoninuTu Ha 3 a60 5 mpuitoMiB Ha 100Y;

e y koMOiHarii 3 ieBojomnoro: Big 100 mr abo 150 mr, To6To Bix 2 10 3 TabneTok Ha A00Y, AKi
CJ pO3MOAIIUTH Ha 2 a00 3 mpuiioMH Ha 100y .

Buinesza3sHaueHux 103 CiJ] JIOCATATH IOCTYMOBO: 3OUTBIICHHS O3 CIiJ 3IIMCHIOBATH TIO

1 TaGmertii 3a pa3 3 IHTEPBAIOM MK ITiABUILEHHAMH JI03H, SIKUH MOYKE CTAHOBHUTH BiJl TPHOX JTHIB 10

2 TWXHIB, 3JISKHO BiJl CTaHy HAIllEHTa Ta IIEPEHOCUMOCTI Tpernapary. [HTepBai MiX IMiABUIIECHHAMH

JI03H HE TMIOBUHEH OYTH MEHIIIE 3 JHiB.

Tpununenns niKy8anms

PantoBe mpuIMHEHHs Tepartii I0onaMiHepTriYHUMU JTIKApChKUMHU 3ac00aMy TIPU3BOAUTD IO PUBUKY

BUHHUKHEHHSI 3JIOSIKICHOTO HEHPOJENTHYHOrO CHHApPOMY. JlJisi 3amo0iraHHs bOTO PU3HKY J03Y

nipubeauty ciiiJ] 3MEHIIyBaTH MOCTYIOBO JI0 TIOBHOI BIIMiHU Mpemnapary.

Posnaou 3euuox i cxunbnocmeti

PekoMenayeTbcsi MpU3HAYEHHS MiHIMAIbHOT €(QEeKTUBHOI 03U s 3ano0iraHHs PU3HKY

po3NamiB 3BUYOK 1 CXHJIBHOCTEH. Y pa3i BUHUKHEHHS CHMOTOMIB pO3JIaJiB 3BHYOK Ta

CXMUJIBHOCTEH CIIijI 3MEHIIIUTH JI03Y YU MMOCTYIIOBO MPUITMHUTH MPUIOM mpernapary (IuB. pO3/ii

«OCOOIUBOCTI 3aCTOCYBAHHS»).

Tayiecumu 3 nopywennam @yukyii nedinku abo HUpPoOK

3acTocyBaHHSA MipHOeAMIy HE MOCTKYBanu y Wil rpymi mamieHTiB. Ciig 3 00€pexHICTIO

MpU3HAYaTH Iperapar namieHTam i3 TopyIeHHIM QYHKIIIT meuiHKu ab0 HUPOK.

Himu.

3actocoByBatu I[IPOHOPAH® nns nikyBaHHS JiTel He peKOMEHIYEThCA, OCKUIBKU Ge3leka Ta
e(eKTUBHICTh 3aCTOCYBAaHHS JAaHOTO IpenapaTy He OyiM BCTaHOBJIEHI B LM TpyIi MAalli€HTIB.
Jani BiacyTHI.

Ilepeoosysanns.

Cumnromu

BpaxoBytouu Te, 1mo Iyke BUCOKI J03HM MipUOETUTy BUKJIMKAIOTH OJIOBAHHS, MEpPEI03yBaHHS
npenapaToM y ¢popmi TabIeTOK MaJOHMOBIpHE.

JlikyBaHHS

OpHak y pa3i BUIIaIKOBOTO NMPHUIOMY BUIIOI 32 TEPANeBTUYHY 703U MOXKYTh CIIOCTEpIraTUCs Taki
O3HAK{ Ta CUMIITOMH:

e HecTaOUIbHUI apTepialbHUN TUCK (apTepiajibHa TinepTeHsis abo TinoTeHsis);

® CHUMIITOMH 3 OOKY IITYHKOBO-KHUIIKOBOT'O TPAKTY (Hy10Ta, OJIFOBAHHS).

Ili cumnTOMHM 3HUKAIOTh NpPU MPUIIMHEHHI 3aCTOCYBaHHsS Mpenapary Ta CHMITOMATUYHOMY
JTKyBaHHI.

Iloo6iuni peakuii.

[Tix vac jikyBaHHS MipUOEIUIIOM CIIOCTEpiraiucs 3a3HauyeHi HUK4Ye MOOIYHI peakuii, sKi 3a
YacTOTOI PO3MOJIIICHI TaKUM YHHOM: ayxe dacto (> 1/10); gacto (Bim >1/100 mo < 1/10);
HevacTo (Big > 1/1000 mo < 1/100); pigko (Bix > 1/10000 mo < 1/1000); myxe pinko (< 1/10000);

4acToTa HeBioMa (He MoKe OyTH BU3HAUCHA 32 HASABHUMU JIAHHMHU ).



3 OOKY IIITYHKOBO-KHIIIKOBOTO TPAKTY

YacTo: cnabko BHpaXeHI HMUTYHKOBO-KHILIKOBI PO371aau (HyZOTa, OIIOBaHHS, METEOPHU3M), fKi
MOXXYTbh 3HUKATH, 30KpeMa MPH 1HIUBIAyaIbHINA KOPEKIIii 1031. BupaxeHicTh CHMIITOMIB MOKHA
3HAYHO 3MEHIIUTH 32 JOMOMOTOK) MMOETATHOTO THTPYBaHHS 03 (30UnbIIeHHs J03u Ha 50 Mr
yepe3 KOXKHI 2 THXKHI).

3 OOKY NCUXIKH

YacTto: ncuxivyHi po3iaau, Taki sIK CIUTYTaHICTh CBI1JIOMOCTI, a)KMUTAaIlisl, TaTIOIKHAII] (Bi3yallbHi,
CITyXOBI, 3MillIaHi), IKi 3HUKAIOTh NPHU MPUITUHCHHI JIIKyBaHHSI.

YacToTa HEBiJOMa: arpeCUBHICTh, ICUXOTHYHI po3iaan (MapeHHs, Aeipiii).

Po3naau 3BUYOK i CXMIIBHOCTEH

IIpu 3acTocyBaHHI aroHIiCTiB I0NaMiHy MOXYTh BUHUKATH MATOJOTIYHA CXWJIBHICTh JI0 a3apTHUX
irop (irpoMaHisi), TiepCeKCyanbHICTh, MIABUIICHHS J110110, HENepeOOPHUI MOTAT 0 BUTpPAT ab0
3IIHCHEHHS TOKYIOK, MEpPEiIaHHs Ta HEKOHTPOJILOBAHMW IOTIr 10 CHOXHBAHHSA DKi (JUB.
po3nimm «Crocid 3actocyBaHHs Ta 103u» Ta «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

3 OOKy HEpBOBOI CHCTEMHU

Yacro: 3ar1aMOpOYeHHs, SIKE 3HUKA€E MTPU MPUITUHEHH1 JTIKYBaHHS.

Yacrora HeBigoMa: JUCKIHE3I.

3acTtocyBaHHA MipUOEIIITy TOB’S3YIOTh 13 BHHUKHEHHSM COHJIMBOCTI 1 Yy JyXe PpiIKuX
BUIAJKaX — HAJMIPHOIO COHJIMBICTIO y JIEHHHMI Yac Ta €Mi30JaMH PalToOBOrO 3aCHHAHHS (IUB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

3 OOKY CepIIeBO-CYJAMHHOT CUCTEMHU

Heuacro: aprepianmpHa TiMOTEH3is, OPTOCTATHYHA TINOTEH3is, SIKA MOXE CYNPOBOJKYBATHUCS
HEMPUTOMHICTIO, HE3/1y’KaHHAM a00 HEeCTaOUTFHUM apTepiallbHUM THCKOM.

3arajipHi po3JIaay Ta Peakxilii y MicIli BBEJICHHS

Yacrora HeBiioMa: nepudepruyHi HaOPSIKI.

3 OOKY iIMYHHOi CHCTEMU

YacroTa HeBioMa: peakiii rinmepyyTiIuBocTi (y TOMY 4YuCHIi KponuB’sHka). [Ipemapat MicTuTh
OapBHUK KomeHUTb uepBoHa A (E 124), sixuii MOXXe CIPUYMHUTH aleprivyHi peaxiii.
[ToBimoMiIeHHS IO Mi03pIoBaHi mo0iuHi peakiii. [loBimomieHHs npo moOivyHI peakiii micis
peecTparii JiKapchKoro 3aco0y Mae BakJIuMBe 3HaueHHs. Lle mae 3Mory mnpoBOAHMTH
MOHITOPUHT CHiBBiHOIIEHHS KOPUCTH/PU3HK MPH 3aCTOCYBAaHHI LIOT'O JIKAPCHKOTO 3ac00y.
Mennynum Ta ¢dapManeBTUYHUM TpalliBHUKAM, a TAaKOX MalieHTaM a0o iXHIM 3aKOHHUM
MnpeJCcTaBHUKAM CIiJ] MOBIAOMIISTH MPO YCi BUIMAAKHU MiJO3PIOBAHUX MOOIYHUX pEakKIlid Ta
BIICYTHOCTI €(QEeKTHUBHOCTI JIKapChKOTro 3aco0y uepe3 ABTOMAaTH30BaHY iH(opMaliiiny
cucremy 3 (papmakoHarmsaay 3a nmocuianasam: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poKu.

YmoBu 30epiranns.
36epiratu pu Temneparypi He Buie 25°C. 30epiraTtu y HEIOCTYITHOMY JUTSI IIT€H MiCIIi.

YnakoBka.
ITo 15 TabneTok, BKpUTHX O00IOHKOIO, Y OnicTepi 3 amoMiHieBoi (onbru Ta ITBX-mmiBku.
[To 2 GuicTepu B KOpOOIIi 3 KAPTOHY MaKyBaJILHOTO.

Kareropis Binmycky. 3a peuentom.

BupoOnuk.
JlaGopatopii Ceps’e Innactpi/Les Laboratoires Servier Industrie.

Micue3HaxonxeHHs BHPOOHUKA TA ajpeca Miclsl IPOBAKeHHs HOro AislJIbHOCTI.
905 pyt ne Capan, 45520 Xini, ®pantist/905 route de Saran, 45520 Gidy, France.


https://aisf.dec.gov.ua/

3asiBHUK.
JIE IABOPATVYAP CEPB’E/LES LABORATOIRES SERVIER.

Micue3Haxo:KeHHsI 3asIBHUKA.
50, pro Kapno, 92284 Cropen Cenekc, @pannisn/50, rue Carnot, 92284 Suresnes Cedex, France.

V pasi BUHMKHEHHS 3allUTaHb 3BepTaiTech 3a Teir. (044) 490 3441.

JlaTa octannboro neperJsiay. 09.07.2024.



