IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CYOOPETA

(SUDOREGA)

Cknao:

Oitoua pevosuHa: pregabalin;

1 kamcyna mictuth 75 Mr abo 150 Mr nperabaniny;

0ONoMIdiICHI peyo8UHU: TaKTO3a, MOHOTiIpaT; KpOXMalb KYKYPYA3SHUMU; TaJIbK;

000JI0HKA KaIlCy/Iu: XKeaTuH, TuTaHy giokcun (E 171), HaTpito maypuncynbdat, 3aiiza OKCHUL
yepBouuu (E 172) - onst go3yBaHHS 75 Mr; XKenaTyH, TUTaHy giokcup (E 171), Hatpio
nmaypuncynbdat - Ang go3yBaHHS 150 Mr.

JIikapcbka ¢opma. Karncynu TBepi.
OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

KaIlCy/u 110 75 MrT: Bif 6inoro mo matizke 6i10T0 KOJILOPY MOPOIIOK Y TBEPAiM HEMpPo30opii
JKeJIaTUHOBIN KaICcysi po3MipoM «4» 3 KpUIIIEYKOI0 YePBOHOT'0 KOJIbOPY Ta KOPIycoM 6isIoro KOILopy
3 HaiMMCOM YOPHOTO Konbopy «RDY» Ha Kpumeuri ta «293» Ha KOPIyci;

karcynu 1o 150 mr: Bifg 6ioro go Matizke 6is1oro KOILOPY MOPOIIOK Y TBEPAil HEITPO30pil
JKeJIaTUHOBIN KaICysi po3MipoM «2» 3 KPHUIIEYKoio 0ilIoro KoJIbopy Ta KOPIycoM 6isoro KOILopy 3
Ha[IucoM 40pHOTro Konbopy «RDY» Ha Kpuieuni Ta «295» Ha KOpIyci.

dapMakoTepaneBTHYHA rpymna. [Ipotueninentuyni 3acobu. [HiIi npoTueninentuyHi 3acoou.
Kom ATX NO3A X16.

®apmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

Iliroua pedyoBuHa - nperadatiH, 10 € aHAJIONOM raMMa-aMiHoMacsTHO1 KucioTu ((S)-3-
(amMiHOMeETHII)-5-MeTUIreKCcaHoBa KUCJIOTA).

Mexani3M mii



[Iperabain 3B’93y€THCS 3 HOMOMIXKHOIO CyOonuHuULEIO (a,-6 6iloK) moTeHIian3anekHuX
KaJbllieBUX KaHAaJliB y IleHTpasbHil HepBoBil cucteMi (LITHC).

Knigiyaa edeKTUBHICTE i 6e3meka

HetiponamuyHutl 6iab

[Tig yac kniHiYHUX HocCimKeHb nmperabaminy 0ys10 MOKa3aHo, I0 Mpenapar € eheKTUBHUM [JIS
nMiKyBaHHS HiabeTMYHOI HelpoImaTil, TOCTrepleTHYHOl HEBPaITii Ta ypakKeHHs CIIMHHOT'O0 MO3KY.
EdekTuBHICTH IpenapaTy IMpH iHIINX BUOAX HENPOIAaTUYHOTO0 000 He BUBYAJIH.

Eninencisa

Y npoueci 3 KOHTPO/IbOBAHUX KITIHIYHUX JOCIIiAXKeHb TPUBAIICTIO 12 TUXKHIB i3 peKMMOM [A03YBaHHSA
2 ab6o 3 pa3u Ha Ho0y mpu JiKyBaHHi eminerncii mperabaniHoM (SK JomaTKOBa Tepallis) 3MeHIIeHHS
YaCTOTU CY[OMHUX HallafliB CIIOCTEPIraJoch BXe Ha IIePIIOMY THUXKHI.

I'eHepanizosaHull MpuBoMCHUU pP0o31ad

Y mpotieci KOHTPOJIbOBAHUX KITIHIYHUX JOCTIIXKEHb (TPUBAICTIO 4-8 THUKHIB) MOBIMOMIISIOCE IIPO
IIOJIETIIIEHHS CUMIITOMIB reHepasli30BaHoro TPUBOXKHOI0 PO3J1afly BIiNMOBINHO [O wWKanu ['aMinpToHa
niis oniHky TpuBoru (HAM-A), sike criocTepiranocs Ha MepIioMy TUXKHI TiKyBaHHS mperabamiHoM.

dibpomianeis

Y mocnimkeHHs mperabaniny 3amydanucs NallieHTH 3 giarHo3oM «pidpoMianris» Ha OCHOBI KpUTEpiiB
AMepUKaHCHKOTO KOJIEeAXKy peBMaToJIorii (momuperuit 6inb npoTaroM 3 MicsIliB B aHaMHe3i Ta 6ifb,
HasiBHUM B 11 4yu Ginbie 3 18 cmenudignamx 607150BUX TOUOK). [lOCTiAKEHHS IPOAEMOHCTPYBaIN
3HMKEHHS 00JTI0 3a Bi3yaJIbHOIO aHAJIOT'0BOIO 1IKasok. [ToKpaleHHs HogaTKoBO OyI0
IIPOEMOHCTPOBAHO 3a 3arajibHOI0 OIIHKOIO IallieHTa Ta 3a OMUTYBaHHSM ILIOA0 BIIUBY Gibpomianrii.

dapmakokiHemuxka.

dapMakOKiHeTUYHI TOKA3HUKY IperabaiiHy y piBHOBaKHOMY CTaHi Oyu MOmiOHUMU Y
300POBUX MOOPOBOJIBINB, MAIIEHTIB 3 €MiJIencielo, SKi 3aCTOCOBYBaIM IPOTHEIIIENITUYHI
IperapaTy, Ta MallieHTiB i3 XpOHiYHUM 6oIeM.

AGcopOitis

[Tperabaid IIBUAKO BCMOKTYETHCS MIPU MIPUKOMI HaTIIE i JOCSTaE MaKCUMalbHOI
KOHIIEHTpallil y m1asmi Kposi (C,,,) IpoTaroM 1 roguxu micis ogHopa3oBoro abo GaraTopasoBoro
3aCTOCyBaHHs. Po3paxoBaHa 6i0OCTyIHICT Mperabainy Ipu mepopaaIbHOMY 3aCTOCYBaHHI
cranoBuTh 90 % i Ginmbirie i He 3aJIeXKUTH Bif mo3u. ITiciist 6araTopa3oBOT0 3aCTOCYBaHHS
PiBHOBaXKHMU CTaH NOCATAETHCS yepe3 24-48 roguH. [IIBUAKiCTh BCMOKTYBaHHS Iperadainy
3HUXKYETHCS IIPU OJHOYACHOMY IIPUKOMI 3 1K€l0, 10 IPU3BOAUTD 00 3MeHIIeHHS C, .
npuGnu3Ho Ha 25-30 % i IOMOBXKEHHS Yacy MOCSITHEHHsI MAKCUMAJIbHOI KOHIIEHTPAII (t,,,,)
npuOnIu3HOo Ha 2,5 roguHu. OmHaK MpUitoM mperabaliHy OmHOYaCHO 3 i3Kel0 He MaB KITiHIiYHO
3HAQYYILIOro BIUIMBY Ha CTYIIiHb UOT0 abcopOirii.

Posnmopin

[TperabartiH mpoHUKae KPi3b remaToennedaniuauit 6ap’ep. [Iperabasid TakoxX IPOHUKAE



KpI3b IIJIALlEHTY TBAPUH i BUOINIETHCS B MOJIOKO y Ilepiof ylakTalii. ¥ moguHu ysiBHUN 06'eM
posmnopiny nperabaiHy Iicis mepopaybHOr0 3aCTOCYBaHHS CTaHOBUTE mpubnusuo 0,56 J/Kr.
[TperabariH He 3B'I3y€ThCA 3 GiTKaMu I1JIa3MU KPOBI.

Mertabomizam

Y miopunHu npera0ariiH 3a3Ha€ He3HAYHOTO MeTabomi3my. [licns BBegeHHS [N03U
PafiioaKTUBHO MiyeHOTro nperabainy npubnusto 98 % pamioaKTUBHOI PEUOBHHU BUBOIUTHLCS 3i
ceuelo y BUTJIsAi He3MiHeHOTo nperabaniny. N-MeTunboBaHuM epuBaT nperabainy - OCHOBHUM
MeTaboIiT Ipemnapary, IKui BU3Ha4aBcs y cedi, - craHoBuB 0,9 % Big BBemeHoi no3u. Ilig gac
MOKITiHIYHUX HOCTimKeHb He BinOyBajocs palieMisalii S-eHaHTioMepa mperabainy B R-eHaHTioMeD.

BuBenenusa

[TperabastiH BUBOIUTHLCS 3i CHCTEMHOI0 KPOBOOOIry y He3MiHEHOMY BUTJISIIi TEPEBAXKHO 3a
paxyHOK ekckperii uupkamu. CepenqHiil mepioy HalliBBUBeIeHHS MperadaiHy CTaHOBUTSH 6,3
roguuy. [I1a3MoBUY Ta HUPKOBUY KiIipeHC mperabaltiny IpsiMo IPOIOPIIiliHi KiipeHcy
KpeaTuHiHy (ouB. po3pin «®apMakokiHeTHKa» («HUpKOBa HEJOCTATHICTH»)).

[NamienTaMm i3 mopyueHHSIMU QyHKINI HUPOK abo mallieHTaM Ha reMopianisi HeobxigHo
KOpPUTYBaTH [03U npemnapary (auB. po3min «Crocib 3acTocyBaHHS Ta 0o3u», Tabnuis 1).

JIiHIWHICTE/HETiHIAHICTD

dapmaKoKiHeTHKa nperadariHy € JIiHiMHOIO [AJIs BCbOTO PEKOMEHI0BAHOTO [ianma30Hy H03.
BapiaGenbHicTh (papMaKOKiHeTUKY IperadasiHy cepef HalieHTiB Hu3bKa (MeHIe 20 %).
dapMakoKiHeTKa 0araTopa3oBUX 103 € ependayyBaHO0 Ha IigCTaBi JaHUX, OTPUMaHUX
IIpU BBeJIeHHI 00HOPa30Boil 103U. TaKUM YMHOM, HeMa€ MOTPeOu B IIaHOBOMY KOHTPOJT
KOHIIeHTpallil nperabaniHy B Ij1a3Mi KpOBi.

Crats

Pe3ynbTaTl KIiHIYHUX OOCIIIXKEHD CBIiIYaATh IIPO BIICYTHICTD KIIIHIYHO 3HAYYIIOrO BIIUBY
CTaTi Ha KOHILIEHTPaIlilo mperadainy B My1a3Mi KpOBi.

HupKkoBa HeqoCTaTHICThL

KnipeHc nperabaniny npsiMo MpOMOpPIiiHKN KITipeHCy KpeaTuHiny. Kpim 11010, mperabdarin
e(beKTUBHO BUOAISETHCS 3 IJIa3MU KPOBI 3a JOIIOMOr00 reMofianisy (micis 4 roguH reMofianisy
KOHIIeHTpallisl nperabasiny B m1a3Mi KpoBi 3MeHIIyeThCs npubnusno Ha 50 %). Ockinbky mpemnapar
BHMBOIUTHCS B OCHOBHOMY HHPKAMH, MAI[iEHTaM i3 HUPKOBOIO HEOCTATHICTIO HeOOXiMHO 3MEHIITyBaTH
mo3y Ipenaparty, a Miclis reMofiaii3y - 3aCTOCOBYBaTH JOAATKOBY 03y (AuB. po3min «Cmocid
3aCTOCYBaHHS Ta [I03U», Tabnuus 1).

IleyiHKOBa HEOOCTATHICTD

CnenianpHUX (papMaKOKIHETUYHUX OOCIIIXKEHb Y MAaI[i€HTIB 3 IEYiHKOBOK HEJOCTATHICTIO HE
npoBopunu. OCKinbKy mperadarliH He 3a3Ha€ 3HAYHOTO MeTabo0J1i3My Ta BUBOAUTHCS 3i ceuero
IepeBaxkHO y HE3MiHEHOMY BUTJISITI, TO MaJOWMOBIpHO, 11100 IOPYIIeHHs QYHKIl] IeYiHKHA MOTJIO
3HAYHO BIIJIMBATH Ha KOHIIEHTpaIlilo perabainy B Mjia3Mi KPOBi.



[larienTy JITHEOTO BIiKY

KnipeHc nperabaiiny Ma€ TeHOEHIIiIO 10 3MEHIIIeHHS 3 BikoM. Take 3MeHINeHHS KITipeHCYy
nperabaJtiHy Ipu KOT0 3aCTOCYBaHHI IEPOPAIbHO Y3TOOKYETHCS 31 3MEHIIEHHAM KIIipeHCY
KpeaTuHiHy, OB’ I3aHUM 3i 30inblIeHHSIM BiKy. [1alieHTaMm i3 mopyieHHsIME GYHKIII HUPOK,
TIOB’SI3aHUMHU 3 BiKOM, MOKe OyTH MMOTPiOHe 3MeHIIeHHs N03u mperabdatiny (OuB. po3Mmin
«Crocib 3acTocyBaHHS Ta [A03u», Tabnuus 1).

[lepion rogyBaHHS TPYOIIO

dapMakoKiHeTUKY mperaballiHy mIpu oro 3acTocyBaHHi B 003i 150 Mr KoxHi 12 rogun
(mo6oBa mo3a craHoBuTh 300 Mr) ouiHtoBanu y 10 XKiHOK, SKi romyBanu rpyanio, HOHAKMeHIIe Yyepes
12 tuxHiB micns monoris. ['ogyBaHHS TPyAII0 He BIIMBaI0 abo Majio He3HaUYHUM BIIUB Ha
(dbapmakokiHeTuKy mperabariny. [Iperabaiid moTpamnisiB y TpygHe MOJIOKO, TIPYU IIbOMY HOT0O
Cepe[Hs KOHIIEHTpallis B PIBHOBaXXHOMY CTaHi CTAaHOBHIIA IPUOIU3HO 76 % KOHIEHTpAIil y maa3mi
KpoBi MaTepi. Po3paxoBaHa f03a, IKy OTPUMYE HEMOBJIA 3 TPYOHUM MOJIOKOM (IIPU CepegHbOMY
croxuBaHHI Moyioka 150 Mi/kr/mo0y) Bif XKiHKHM, siKa puiiMae mperabanin y mo3i 300 Mr Ha o0y
abo y MakcuManbHii m03i 600 mr Ha go0y, ctanoButs 0,31 ab6o 0,62 mr/kr/mo6y BigmosigHo. LIi
PO3paxoBaHi MO3U CTAHOBISATH MPUOIM3HO 7 % 3aranabHOI MOOOBOI M03U MaTEpPi B mepepaxyBaHHI Ha
MT/KT.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.
HetiponamuuHutl 6isv.

JIikyBaHHST HEMPONATUYHOTO 0OJII0 ¥ MOPOCTUX IIPU ypaXKeHHi mepudepuyHoi abo eHTparbHOI
HEPBOBOI CUCTEMH.

Enizencis.

4K momaTKoBa Tepallis mapljialbHUX CYAOMHUX HallafliB i3 BTOPUHHOIO TeHepartisailliieio abo 6e3 Takol
y DOPOCTIHX.

I'eHepanizoBaHull mpugoXCHUlU po31ad.
JIikyBaHHS TeHEepasi30BaHOTO TPUBOKHOTO PO3JIAZY Y HOPOCTIHX.

dibpomianais.

IIpomunoka3aHHA.

[TigBUINleHa YYTIUBICTH [0 Mif0490i peYoBUHK ab0 40 OyMIb-sIKOi MOTIOMiXKHOI peUOBHHH JTIKAPCHKOT0
3aco0y.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Ockinbku nperabatiH eKCKPETYEThCS IePEBaXKHO Y He3MiHEHOMY BUTJISAML 3i ceuelo, 3a3Hae
HE3HAYHOT0 MeTabo1i3My B opraniami monunu (MeHIne 2 % 003U BUMINSIETLCS i3 ceyero y BUTTIAMI
MeTabomiTiB), He iHTiOye in vitro MmeTabomi3M iHIIKUX TpenapaTiB i He 3B’93yeThCs 3 OinKaMu maa3Mu
KPOBi, TO MaJIOMMOBIpHO, 110 TIperadajid MoXke CIPUYNHATH (hapMaKOKiHETUUHY B3aeMOfi0 abo OyTu
00’€KTOM TaKOl B3a€Mo/il.

[T0Ci0%CeHHA in vivo md nonyAAuiuHUlU (papMAKOKIHeMUYHUU dHAAi3

Y mocnimKeHHSX in Vivo He CIIOCTepiranu 3Ha4Yyu[ol KIiHigYHOI papMaKOKiHETUYHOI B3a€MOZI1 MixX
nperabasiHoM i peHiTOiHOM, KapOaMa3emiHOM, BaJbIPOEBOIO KHUCIIOTOIO, TAMOTPUIXKHUHOM,
rabarneHTHHOM, JI0pa3enaMoM, OKCUKOIOHOM a0o eTaHonoM. [Tonynsaniiinuil ¢hapMaKOKiHETUUHUN
aHaJli3 1okasas, 10 IepopaibHi npoTufiabeTnyHi 3acobu, giypeTuku, iHCymiH, peHobapbitan,
tiarabiH Ta TomipamMaT He MalOTh K/IiHIYHO 3HQYYIIOT0 BIUIMBY Ha KJIipeHC mperadariny.

ITepopasavHi KOHMpauenmueu, HopemucmepoH ma/abo emuHisecmpadio

OpHoYacHe 3aCTOCyBaHHS Iperabainy 3 IepopaabHUMK KOHTPAIEITUBAMU HOPETUCTEPOHOM Ta/abo
€THHIIeCTPaiosoM He BIJIMBA€E Ha (hapMaKOKIHETHKY PiBHOBAXKHOTO CTaHy KOMHOTO 3 IIUX
JiKapChKuX 3aco0iB.

JlixapcoKi 3acobu, uLo enjausarms Ha LIHC

[TperabariiH MOXe IOCUJIUTHU [if0 €TaHOJy Ta jopa3enaMy. Y KOHTPOJIbOBAHUX KITiIHIYHUX
IOCIIiIXKEeHHSAX ONHOYaCHe BBe[IeHHS 6araTopa3oBUX IIepopaibHUX 03 perabainy 3 OKCUKOLOHOM,
nopa3enaMoM ab0 eTaHOJIOM He NIPU3BOAUIIO OO KITiHIYHO 3HAUYIIOTO BIUIUBY Ha QYHKIIO0 OUXaHHS. Y
1epiof MOCTMapKEeTUHTOBOT0 HATJISIAY MOBiIOMIIAIOCS IIPO BUNAAKU JUXaIbHOL HEIOCTATHOCTi, KOMU
Ta PO JIeTaJIbHi BUNIAOKU Y MAlli€eHTiB, SKi mpuiiManu nperabatiH pa3oM 3 omioigamu Ta/abo 3
iHmMMY miKapchKuMM 3acobamuy, 110 npurHiuyoTh Gyrknio [THC, 30Kpema y mallieHTis, ki
37I0BXKMBAIOTh TAKUMHU pedyoBHHaMu. [IperabariH, HMOBIpHO, TOCUIIIOE IIOPYIIeHHS KOTHITUBHUX Ta
OCHOBHUX PYXOBHUX (DYHKIIiM, CHPUUYNHEHUX 3aCTOCYBAaHHSAM OKCUKOIOHY.

B3aemo0ii y nauienmis 1imHb020 8iKY

CnenianbHUX OCTiAXKEHb papMaKOmUHaMiuHOI B3a€MOIl 3a y4acTiO HOOPOBOJIIIIB JIiITHHOTO BiKYy He
IpoBOAMIN. [JOCHTiIKeHHs B3aeMOZil TiKapChKUX 3aC00iB MTPOBOOUIIY JIUIIE ¥ HOPOC/IUX Ialli€HTiB.

Oco06.1ueocmi 3acmocye8aHHs1.

ITauienmu 3 uykposum diabemom

BinmoBimHO 0o YMHHOI KIiHIYHOI MPaKTUKY, OesKi MallieHTH 3 IyKPOBUM IiabeToM, Maca Tijla SKuX
30inmbInmIacs Imif Yac 3aCTOCYBaHHS mperabaiiHy, MOXYTh MoTpeOyBaTH KOPEeKIii mo3u
rinormikeMiyHUX JTiKapChKUX 3aC00iB.

Peakuii einepuymausocmi

[Ticns BUXOAy IpellapaTy Ha PUHOK IIOBIIOMIISAIOCS IIPO PO3BUTOK Peakliil rinepyyTIuBOCTI,
30KpeMa aHTiOHeBPOTUYHOTO HabpsKy. [Ip¥ BUHUKHEHHI TaKUX CUMIITOMIB aHTi0HEBPOTUYHOTO
HAOPSKY, IK HAOPsK 0061uyysi, mepiopanbHu HaOpsIK a00 HAOPSK BEPXHiX AUXAIbHUX IJISXIB,



3aCTOCyBaHHS IIperabastiHy i HeraHO IPUIUHUTH.

Tascki WkipHi nobiyHi peakuii

[Tig yac nikyBaHHS nperabaniHOM PigKo MOBIMOMIISANIOCS PO TSIXKKIi MIKipHi MOGiYHI peakiiii,
BKIIOYauu cuHapoM CTiBeHca - [I2)KOHCOHa Ta TOKCUYHUY elifepMalbHUN HEKPOJIi3, IKi MOXKYThb
OyTu HEOE3MEeYHUMH O XKUTTS a00 MaTH JeTalbHUM HACTIOK. Y pa3i mMpu3HauYeHHSs JTiKapChKOT0
3aco0y ImalieHTaM CJIifi TOBiIOMUTH IIPO 03HAKYU Ta CUMIITOMMU IIKiPHUX Peaklliii Ta yBaXKHO CTEXKUTU
3a CTAHOM TIalli€HTIB IIOM0 1X BUHUKHEHHS. AKII0 3'IBASIOTHCS 03HAKU Ta CUMIITOMH, 1110 BKa3yIOTh
Ha IIi peakxtii, citig HeraitHo BigMIiHUTH 3aCTOCYBaHHS mperabaiHy Ta PO3TISHYTH albTePHATUBHE
nikyBaHHS (y pa3i HeoOXigHOCTI).

3anamopovyeHHA, COHAUBICMb, BMpPAmMa ceidomMocmi, cnaAymaHicms cgidoMocmi ma
NOPYWeHHA NCUxiku

3acTocyBaHHS mperadasiHy CyIpOBOAKYBAJIOCS MMOSBOI 3allaMOPOYEHHS Ta COHJIUBOCTI, 110 MOXKe
30iMBIINTY PU3UK BUHUKHEHHS TPaBMaTUYHUX BUMAMKIB (MafgiHHS) Y NaLieHTiB MiTHHOTO BiKy. [licns
BUXO[Y IIpenapaTy Ha PUHOK MOBiAOMIIAIOCS IIPO BUIIaAKU BTPATU CBiIOMOCTI, CIIJTyTaHOCTI
CBiIOMOCTI Ta MmopyiIeHHs Mcuxiku. ToMy mallieHTaM ciifg peKoMeHayBaTu 6yTu 00epekKHUMHU, JOKU
iM He CTaHyTh BifoMi MOXK/IHUBi eeKTH IIHOT0 JTiIKapChKOTO 3ac00y.

Possnadu 3opy

[Tig 4ac KOHTPOJIbOBAHUX OOCIIiAXKEeHb HEUITKICTh 30PY YacCTillle CIIoCTepirajacs y Nali€eHTiB, gKi
npuiiManu nperadajid, HiXK y MallieHTiB, 9Ki oTpuMyBasu mane6o. Y OinblIIoCcTi BUNAKIB Iie SBUILE
3HMKAJIO IIPY IPOMIOBXKEHHI Teparrii. Y mporeci KiHiYHUX OOCHiIXKeHb, B SKUX ITPOBOAUIN
odTanpmMororiyie 00CTeXKEHHS, YaCTOTa BUIMAAKIB IOTipIIeHHS TOCTPOTH 30PY Ta 3MiHHU IOJIST 30PY
OyJa BUILOIO y MAlli€HTIB, SKi 3aCTOCOBYBaIM IperabaiH, IOPiBHAHO 3 MallieHTaMu i3 rpynu
nnane6o0; YacTOTa BUHMKHEHHS 3MiH OYHOTO0 JHa OyJia BUIIOIO Yy MallieHTiB i3 rpynu miame6o.

[Ticns Buxomy mpemnapaTy Ha PUHOK TAKOXK IOBimOMIISIOCS IPo mobivHi peakii 3 60Ky opraHis 30py,
30KpeMa BTpaTy 30py, HeUiTKiCTh 30py abo iHII 3MiHM TOCTPOTH 30DpY, Oarato 3 AKuUx Oynu
TUMYacoBUMHU. [IpUIIMHEHHS 3aCTOCYBaHHS ITperadasiny Moxe CIPUSTH 3MeHIIeHHI0 a60
3HMKHEHHIO IIUX CUMIITOMIB 3 60Ky OpraHiB 30py.

Hupkosa HedocmamHicmb

3adikcoBaHO BUNaKU PO3BUTKY HUPKOBOI HENOCTATHOCTI. IHOMI 11el edekT OyB 060POTHUM Hiciis
IPUIIMHEHHS 3aCTOCYBaHHs Mperabarriny.

BiomiHa cynymHix npomuenijienmu4Hux Aikapcvkux 3acobis

[loTenep HEZOCTATHLO AAHUX LIOAO0 TOTO, Y MOXKHA BIIMIHATU CYIyTHI IPOTHENIIENITUYHI
IIpenaparTy Iics TOTo, SIK V Pe3ybTaTi fogaBaHHs nperabainy [0 Teparii 0yze mOCSTHYTO
KOHTPOJTIO 32 CyZoMaMHu, 11100 mepeiTy Ha MOHOTepallioo nperabamiHoM.

Cumnmomu 8iOMiHU

V mesiKvX MAIliEHTIB MiC/II IPUIKMHEHHS KOPOTKOCTPOKOBOI ab0 TpuBaoi Teparrii mperabaninoM
CIIOCTEepiranucs CMMIITOMHU BimMiHu mpenapaty. [ToBimoMsinocs mpo Taki sBuilia: 6e3COHHS,
roJIOBHUY 0iNlb, HyOTa, TPUBOXKHICTH, fliapesi, TPUIIONONIOHNIN CHHOPOM, HEPBO3HICTh, fempecis, 0inb,
CyHOOMH, Tilleprigpos3 i 3amaMopodeHHs, SIKi BKa3yioTh Ha (isuyHy 3amexHicTh. Lio indopmariito crin
MIOBITOMUTH MALli€HTY Mepef I04YaTKOM JIiKyBaHHS.



CyzmoMmu, 30KpeMa emienTUYHUN CTaTyC Ta BEJIUKI CyIOMHI Hamagy, MOXYTh BUHUKATH IIif] 4ac
nikyBaHHS nperabaninom a0 HEBIOB3I Mic/s TPUNMHEHHS KOTO 3aCTOCYBAHHS.

IaHi momo BigMiHu mperabainy micis TpUBaIoro 3aCTOCYBaHHST BKa3yIOTh Ha Te, 110 9YacToTa
BUHUKHEHHS Ta CTYIIiHb TSIKKOCTiI CUMIITOMIB BiIMiHM MOXKYTb 3ajexkKaTHu Bif AO3M.

3acmitliHa cepuesa HedocmamHicmbw

[Ticns BUXOMy IpemapaTy Ha PUHOK MOBIIOMIISJIOCS IIPO 3aCTiiHYy CeplieBY HEJOCTATHICTh Y AeIKUX
nalieHTiB, sKi mpuiiManu nperabaid. Taka peakilis 37e6ibIIoro criocTepiranacs Iifg yac JiKyBaHHS
nperabaiHoM HelponaTUYHOro 60JIi0 y Malli€HTiB JIiITHHOTO BiKY 3 yXKe iCHYI0OUMMU CeplieBo-
CYOMHHUMM TOpYyIIeHHSMU. TaKuM IallieHTaM rperabaid il 3aCTOCOByBaTH 3 06epexkHicTi0. [licis
IPUIIMHEHHS 3aCTOCYBaHHS mperabatiHy Iie sSBUIlle MOXe 3HUKHYTH.

JIikysaHHA HeliponamuyHo20 60110 UeHMpPAdabH020 NOXOO0HCEHHS 8HACAIOOK YPAHCEHHS CNUHHO20
MO3KY

[Tig yac nmikyBaHHS HEMPOMIATUYHOTO OOJII0 IIEHTPAIbHOTO NTOXOMKEHH S, BUKIMKAQHOTO YpaXKeHHIM
CIIMHHOTO MO3KY, 30i/bllTyBajacs 4acToTa MoOiYHUX peakKllii 3arajioM, a TaK0X IMOO0IYHUX peaklii 3
6oky LITHC, ocobmuBo connuBocTi. lle Moxe OyTy IOB’SI3aHO 3 afUTUBHOIO Hi€I0 CYIYTHIX JTiKapChKUX
3aco0iB (HampuKIaM, aHTUCIIACTUYHUX MIpelapaTiB), 110 HeoOXimHi [y TiKyBaHHS I[bOTO cTaHy. L0
oOcTaBuHY criifg 6paTu [0 yBaru, npu3Havyaiydu nperadasiH Ipyu TaKOMY CTaHi.

CyiuudasbHe MucieHHAa ma nosediHKa

[ToBimoMIANIOCS PO BUNIaAKY CYIMOaIbHOTO MUCJIEHHS Ta MOBENIHKYU y MAIi€HTIB, IKi OTPUMyBaIu
TiKyBaHHS MIPOTHEMIIENTHYHUMY IIpellapaTaMy 3 IPUBOAY MTEBHUX IIOKa3aHb. 3@ Pe3yjIbTaTaMu
MeTaaHaJli3y JaHUX, OTPUMaHUX Y mpoleci paHaoMi30BaHUX, Taneb60-KOHTPOIbOBAHUX
OOCIIIAKEHb IPOTUEIIENITUYHUX [IperapariB, TaK0XK CIIOCTEPITrasocs HEBeJIUKe IiNBUIIeHHS PU3UKY
IIOSIBU CYIIIMAAIbHOTO MUCJIEHHS Ta IOBEAiHKU. MexXaHi3M BUHUKHEHHS IbOT0 PU3UKY HEBIIOMUH, a
HasIBHI laHi He BUKJIIOYAIOTh MOXKJIMBOCTI iICHYBaHHS MiIBUINIEHOT0 PU3UKY IIPU 3aCTOCYBaHHI
nperabartiny.

Y 3B’s13Ky 3 MM HEOOXigHO pPeTeIbHO CIIOCTepiraTy 3a MallieHTaMu [Jis BUSBIEHHS 03HaK
CyIIMAaTIbHOTO0 MUCJTIEHHS U ITOBEMiHKY Ta PO3TJISHYTH OOUINBbHICTh IpU3HAUYEHHS BiITIOBIIHOTO
JIIKyBaHHS.

Crnip po3TNISIHYTH MOXKJIMBICTh IPUIMHEHHS JTiKyBaHHS IperabaiiHoM y pasi cyiluaaabHUX OYMOK i
IIOBEeMiHKU. Y pasi M0osBY 03HAK CYII[UAaIbHOTO MUCTIEHHS ab0 MOBeiHKY MallieHTH (Ta 0ocobwu, 110
[OTINa0Th 3a HUMU) IIOBUHHI 3BEPHYTUCS 10 MEIUYHY LOIIOMOTY.

I[opyweHHA GYHKUIT HUNXCHIX 8001118 WAYHKOB0-KUWKOB020 MPAKMY

[Ticns Buxomy npenapaTy Ha PUHOK IIOBIJOMIISNIOCS IIPO SBUINA, TIOB’s13aHi 3 MOPYLIIEHHSIMU (PYHKIIi1
HUXKHIX BiIIiliB IITYHKOBO-KUIIIKOBOTO TPAKTY (TaKi SK HEMPOXi[HICTh KUIIIEYHHUKY, ITapaliTuYHa
HETIPOXiAHICTh KUIIEeYHHUKY, 3a1l0p) BHACIIMOK IpuiioMy nperabasiHy pa3oM i3 TiKapChbKUMHU
3aco0aMy, 10 MOXKYTh BUKJIUKATH 3all0p, HAIIPUKIIA 3 OMiOITHUMY aHanbreTukaMu. [Ipu
KOMOiHOBaHOMY 3aCTOCyBaHHi nperabaiHy Ta OIiOIfiB CIIif BXKUTH 3aXO[iB IJIs MPOoQinakKTUKU
3anopis (0co0IMBO y NALi€HTIB IITHHOTO BiKYy Ta XKiHOK MOJIOAIIOTO BiKY).



O0HoYacHe 3acmocysdHHsA 3 onioidamu

PexoMeHOy€eThCS JOTPUMYBaTUCS 00€peKHOCTI TPU IpPU3HadYeHHi nperabdaiHy ogHOYaCHO 3
omioimamu yepe3 pu3uk npurHivenHs Qyukiuii [THC (ogus. po3nin «B3aeMopmist 3 iHIMMMU JTiKapChbKUMU
3acobaMu Ta iHII BUAM B3a€MO[iN»). V mocyifKeHHi BUIagOK-KOHTPOb 0Cib, sKi 3aCTOCOBYIOTh
OTioiM, MiJBUIIEHUH PU3UK CMEPTHOCTI, IIOB’s13aHOI 3 omioigaMu, OyB y MAIiEHTIB, SKi OTPUMYBaJIU
Tepariio mperabasiHoOM OgHOYACHO 3 OIi0iIOM, IIOPiBHSIHO 3 TAKUM IIPU 3aCTOCYBaHHI NuIIe OMioifiB
(ckopuroBase cmiBBigHoIeHHs maHciB [aOR], 1,68 [95 % [II, 1,19-2,36]). Taku# migBuIlleHU PUIUK
CIIOCTepiraBcs IPH 3aCTOCYBaHHI HU3BKKX 03 mperabaminy (< 300 mr, 1,52 aOR [95 % [I],
1,04-2,22]) 3 TeHOeHIIi€I0 10 30iNbIIEHHS PU3UKY IIPX 3aCTOCYBaHHI BUCOKHUX 03
nperabariny (> 300 mr, 2,55 aOR [95 % I 1,24-5,06]).

HenpasuibHe 3acmocyB8aHHsl, 3/108X4CUBAHHSA AD0 3dAeHCHICMb

[ToBimOMIIANIOCS PO BUMAAKUA HENPaBUJIBHOTO 3aCTOCYBaHHS, 3I0BXKUBaHHSA Ta 3ajiekHOCTi. Crif 3
00epexkHiCTI0 3aCTOCOBYBATH IIperaparT MallieHTaM 3i 37I0BXKMBaHHSIM Pi3HUMU PeYOBUHAMHU B
aHaMHe3i; HeoOXiIHO crocTepiraTy 3a NallieHTaMu O BUSBIIEHHS CUMIITOMIB HEIIPaBUIILHOTO
3aCTOCyBaHHS, 3710BKMBaHHA ab0 3ayiexKHOCTi Bif nperabamniny (3adikcoBaHO BUMIaIKK PO3BUTKY
3BUKAHHS, IEPEBUIIEHHS MPU3HAYEHOI J03H; ITOBEMiHKH, CIIPSIMOBaHOI Ha OTPHMAaHHS IIpelapary).

EHuegpasonamis

3adikcoBaHO BUIAOKU eHIedasonarii, 110 BUHUKAIN IePeBaXXHO Y Malli€HTiB 3i CyyTHIMU
3aXBOPIOBAHHSIMY, III0 MOXKYTh CIIDOBOKYBAaTHU eHIe(hanonario.

HenepeHocumicmb a1akmo3u

[Ipenapat Cypmopera MiCTUTh JTaKTO34 MOHOTriApaT. [Ipu HassBHOCTI HEIEPEeHOCUMOCTI JesKUX LIYKpPiB
HeOoOXiTHO MPOKOHCY/ILTYBATUCS 3 JTiKapeM, MepIl HiX IpUAMaTH 1el TiKapChKu# 3acio.

Ocobausi 3acmepedceHHs

30epiraté B HEOOCTYIIHOMY IJISI OiTEW MicCIIi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0o0.

2KiHKM penpoOoyKTHBHOTO BiKY/3ac00M KOHTDAIIEMIIi] [/ XKiHOK i YOIOBIKiB

OcCKinbKY OTEHUIWHUY PU3UK [OJI JIF0el HeBiIOMUM, KIHKY PEIPOAYKTHUBHOIO BiKy, IOBUHHI
BUKOPUCTOBYBaTU eeKTHUBHI 3aC00M KOHTPAIEIILIi.

BariTtHicTb
HanexHni maHi mmomo 3acTocyBaHHs nperabainiHy BariTHUMU XiHKaMH BiICyTHi.

Y mportieci gocmimkeHb Ha TBapHuHax Oya IPOJEeMOHCTPOBAaHA PEIIPOAYKTUBHA TOKCUYHICTS.
[ToTeHUIMHWY PU3UK OIS MIOOUHYU HEBITOMUIA.

[Tpemapat Cymopera He CIIiJf 3aCTOCOBYBATH B Ilepiof BariTHOCTI 6e3 HaranbHOI IOTpebu
(3aCTOCOBYBATH TUIBKY TOf1, KOJIU OYiKyBaHa KOPUCTH [JIs1 MaTEPi IBHO MEPEBUIIYE MOKITUBUH
PHU3UK A7 IIJI0fA).



[lepion romyBaHHS TPYOII0

HeBenuka KinbKicTh nperabasiny Oyia BUsIBIIeHa Y MOJIOLI XiHOK, SKi TOAyIOTh rpyanto. Crig
IIOBIIOMUTH XKIiHKaM, IKi TOOYIOTh 'PYAAI0, 1[0 TOAYBaHHS I'PYLAOI0 HE PEKOMEHOYETHCS IIif Yyac
3aCTOCyBaHHS Iperabartiny.

OepTUILHICTL
Kniniyni mani mopo BouBy nperadasiny Ha GepTUNIbHICTh XKiHOK BifCyTHi.

[Tig yac KIiHIYHOTO JOCTiKEeHHS BIIUBY IperabaiiHy Ha PyXJIUBIiCTh CIIepMaTO30ifiB 300POBi
noOpOBOJIBLIL YOIOBiUOI CTATi 3aCcTOCOBYBasu mperabanin y mo3i 600 mMr Ha mo6y. ITicnis 3acTocyBaHHS
IpernapaTry IpoTIroM 3 MiCSIiB JKOQHOTO BIIMBY Ha PYXJIUBICTh CIIEPMATO30IiB He BUSBIIEHO.

Y nporeci mocnimxkeHHs GepTUIBHOCTI Y CaMUIIb IyPiB criocTepiraBcs HeGaxKaHWM BIIUB Ha
PEeNpOnyKTUBHY (PYHKIIIO, & Y caMIIiB ITypiB criocTepiraBcsi HebGaxKaHUM BIIJIUB Ha PEIIPOIYKTUBHY
GyHKII0 Ta po3BUTOK. KiTiHiyHa 3HAYYIIiCTh IUX pe3yIbTaTiB HeBigoMa.

30amuicmb enausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

[Ipemapat Cymopera MoXe MaTH He3HAYHUM a00 MOMipHUY BIIJIUB Ha 3[IaTHICTh KEPyBaTH
TPAHCIOPTHUMU 3aco0aMu Ta IIpaIloBaTH 3 iHIIMMU MeXaHi3MaMu. [Ipemapar Moxke BUK/IHKATH
3aIlaMOPOY€EHH i COHJIUBICTD i, TAKUM YMHOM, BIIJIUBATY Ha 3[aTHICTh KEPYBaTU TPAHCIIOPTHUMU
3acob6aMu Ta MpaIfioBaTH 3 iHIIUMU MeXaHi3MaMu. ToMy mallieHTaM Cllij peKOMeHOyBaTh
YTPUMYBATHUCS Bifl KEPYBaHHS TPAHCIOPTHUMHM 3aco0amu, POOIT 3i CKJIagHOIO0 TEXHIKOIO Ta Bif
iHII101 TOTEHIIHO He6e3MeYHOoI MisTbHOCTI, OKK He CTaHe BimoMo, UM BIIJIMBAE IIeH JTiIKapChbKUMN
3aci0 Ha IXHIO 30ATHICTH [0 TaKOl AistILHOCTI.

Cnocib 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyeaHHs

I[pemapat Cynopera IpUiMalOTh He3aleXKHO Bifl BXXUBAHHS ixki.

[pemapat Cynopera IpU3HauYeHUY BUKIIIOYHO [JI IIEPOPaIbHOT0 3aCTOCYBaHHS.
Lo3u

Hiama3oH mo3 Moxe 3MiHoBaTuCsA B Mexkax 150-600 Mr Ha mo0y. [To60BY 03y PO3MiNAIOTL Ha 2 a0
3 IpUNOMHU.

HeiiponamuyHuii 6iab

JlikyBaHHS$ nperabaniHoM MoxHa po3nodaT# 3 fo3u 150 Mr Ha 700y, po3nineHoi Ha 2 abo 3
mpuiioMu. 3aneXKHO Bif iHOUBigyaIbHOI BidIOBiAi Ta MEPeHOCUMOCTI ITpenapaTy HalieHToOM A03Y
MoxHa 30inpmuTy 1o 300 Mr Ha go0y yepe3 3-7 OHIB, a 3a MoTpebu - 10 MaKCHMaIbHOI fo3u 600 Mr
Ha no0y e yepe3 7 OHIB.



Eniaencisa

JlikyBaHH$ nperabajiHoM MOXHa po3moydaTy 3 fo3u 150 Mr Ha moby, po3mineHoi Ha 2 a6o

3 npuioMH. 3aiexkHo Bifl iIHIUBiAyaIbHOI BiTIOBiMi Ta IEPEHOCUMOCTI IIpenapaTy NalieHTOM 03y
MoxkHa 30inpmuTu 70 300 Mr Ha goOy micys nepinoro THKHS npuiiomy. llle yepe3 oguH TUXKIEHD
[0o3y MOXKHa 30i/bIIUTH 10 MakKcuMasbHOI - 600 Mr Ha mo0y.

dibpomianeis

PexomeHf0BaHa [i03a Iipenapary A aikyBaHHS piOpomianrii ctaHoBuTh Bif 300 mo 450 Mr Ha mo0y.
JIikyBaHHS CIIijff pO3MOYMHATH i3 3aCTOCYBaHHs 7031 75 Mr 2 pa3u Ha mo0y (150 mMr Ha goby).
3anexHo Bifi e(eKTUBHOCTI Ta TePEHOCUMOCTI, 103y MOxKHa 30inmbinyBaTy 70 150 MT 2 pasu
Ha 700y (300 Mr Ha mo6y) MPOTSATOM OJHOTO THUXKHS. [IJIs TAIlieHTiB, [ SKUX 3aCTOCYBaHHS 03U
300 Mr Ha 700y € HemoCcTaTHLO e(eKTUBHUM, 103y MOXKHa 30imbmuTH [0 225 Mr 2 pa3u Ha 706y (450
Mr Ha go0y). Xo4a iCHye mociifKeHHS 3acTocyBaHHSA 703U 600 Mr Ha 700y, JoKa3iB TOTO, 110
3aCTOCyBaHHS IIi€l mo3u Oyae MaTH HOMATKOBY IlepeBary, HeMae; TaKOXK TaKa [403a MaJjia TipIry
nepeHocuMicTh. bepyuu mo yBaru no3o3anexHi mobiuHi peakiiii, 3acTocyBaHHs 03 Bulle 450 Mr Ha
mo0y He pekoMeHnyeThest. Ockinbku MperabaiH BUBONUTHLCS FOJIOBHUM YMHOM HHPKAMH, CIif
KOPUTYBaTH [0O3y IIpenapaTy MNallieHTaM i3 MOpyIIeHHSIMU (PYHKI1 HUPOK.

['eHepanizo8aHul MpuUBOHCHUU pP034add

Ilo3a, SIKy pO3MiNsiioTh Ha 2 a6o 3 mpuitoMu, MOXKe 3MiHIOBaTHCS B MexkaxX 150-600 mMr Ha mo0y.
[lepioguyHO CIif mepernsgaTy HeoOXiAHICTh MPOAOBKEHHS JTiKyBaHHS.

JlikyBaHHS nperabaniHOM MOXKHa po3mnoyaTy 3 1o3u 150 Mr Ha go0y. 3aiexkHo Bif iHOuUBigyanbHOI
BiATIOBii Ta MePeHOCUMOCTI IIpemapaTy MalieHToM f03y MoxkHa 36inpmuTu 1o 300 Mr Ha go0y micis
IIEePIIOT0 THKHS mpuiiomy. [Ticis 1e OgHOT0 TUXKHS IPUHOMY H03y MOxKHa 30inbmuTy 1o 450 Mr Ha
no0y. Ille yepe3 omuH TUKOEHD 003y MOXKHA 30iMbIINTH 00 MaKcuMalbHOI - 600 MT Ha #o0y.

BiomiHa npezabaniny

BigmoBigHO [0 mito4oi KiHiYHOI IPaKTUKHY, IPANUHATH JTiIKyBaHHS IIperadaiHoM peKOMEeHAYEThCS
IIOCTYIIOBO NIPOTATOM IIIOHAMMEHIIIe OOHOTO TUXKHS He3aJIeXHO Bif IOKa3aHb (OUB. PO3AiIU
«0OcobmuBOCTi 3acTocyBaHHA» Ta «I106iuHi peakiii»).

ITopyweHHA pYHKUII HUPOK

[TperabasniH BUBOOUTHLCS 31 CUCTEMHOT'0 KPOBOTOKY B HE3MiHEHOMY BUTJISIMIi TePeBaxkHO 3a PaXyHOK
ekckpetili HupkaMmu. OCKiNbKY KiipeHC mperabainy npsMo MpOoIopLiiHUM KITipeHCY KpeaTUHiHY
(ouB. po3min «PapMaKOKiHETHKa»), 3MEHIITYBaTH A03Y MAIliEHTaM i3 MOPYyLIIeHHAMU QYHKII HUPOK
crim iHguBigyanbHO, BigmoOBimHO M0 KitipeHcy KpeaTuHiny (CLcr), ik 3a3HadeHo B Tabnuiti 1. KmnipeHnc
KpeaTHHiHy BU3HA4al0Th 3a (HOPMYIIOI0:

[Tperabarnin e¢eKTUBHO BUOAJSIETLCS 3 TIa3MU KPOBi 3a loroMoro remoxianidy (50 % mpemapary
npoTsaroMm 4 ropuH). [I71d nanieHTiB Ha reMopianisi ;o6oBy qo3y nperabariHy Ciif KOpUTyBaTH
BifgmoBigHO [0 QyHKII HUPOK. KpiM mo60B01 1031, ogpa3y Mmicis KoXKHOI 4-TOAWHHOI IPOLleyPH



remMofianily HeoOXiTHO 3aCTOCOBYBATH JOMATKOBY 103y Ipemaparty (auB. Tabmuio 1).
Taonmuns 1
Kopexkirist mo3u nperabastiHy BigmoBigHO [0 GYHKINI HUPOK

Knipenc kpeatuHiny 3aranbHa mo0oBa m03a mperabaminy*

(CL,,) (Mn/xB) ITouaTkoBa Ho3a MakcuMarnbHa fo3a PexXum mo3yBaHHS
(Mr/mo0y) (Mr/mo0y)
=60 150 600 2-3 pa3u Ha fo0y
= 30 - <60 75 300 2-3 pa3u Ha 700y
=15-<30 25-50 150 1-2 pas3u Ha o0y
<15 25 75 1 pa3 Ha moly
IomaTkoBa mo3a Iic/sl reMofiai3y (Mr)
25 100 OpHopa3oBa mo3a

*3aranpHy 7000BY H03y (Mr/mo0y) Clif po3minuTy Ha AeKilbKa MPUUOMIB BilTIOBITHO 10 PEXUMY
Mo3yBaHHS, 111006 OTPUMATH 03y AJISI OMHOPA30BOTO IPUioMy (MT/mo3y).

IomaTkoBa [o3a - Iie JO4ATKOBa OMHOPa30Ba [03a.

ITeyiHK0B8a HedocmamHicmb

II7s nalieHTiB i3 mopyueHHIMU QYHKII neyinky HeoOXimHOCTI B KOPEKIIil 103U HeMa€ (IUB. PO3Mis
«®apMaKOKiHETHKa»).

IMauyienmu AimHb020 BIKY (8iKoM 8i0 65 poKig)

[I71g nmalieHTiB TITHHOTO BiKy Yepe3 MOpYyIIeHHs (YHKIIil HUPOK MOXKe MOTpeOyBaTHCS 3MEeHIIeHHS
no3u nperabaniny (ouB. po3nin «®apMakKoKiHETHKA»).

Himu.

Besneka Ta eeKTUBHICTb 3aCTOCyBaHHS mpemnapaty Cymopera miTsm (BiKoM [0 18 pokiB) e Gynu
BCTaQHOBJIEHi, TOMy He PEKOMEHIYEThCS 3aCTOCOBYBATH IIpenapar IIiil KaTeropii marieHTis.

Ilepedo3yeanHsi.

[Ticns Buxomy npenapaTy Ha PUHOK IIOBIJOMIISAIIOCS, 1[0 HaWYaCTIIMMU MTOOIYHIMY PeakLisiMU y
BUIIQ[IKy ITepefo3yBaHHs nperabaniHoM Oyu COHIMBICTE, CITyTaHICTh CBimOMOCTI, 30yAKEHHS Ta
HecCIoKii. TakoXkK HagXOOUJIK IOBIHOMJIEHHS PO CyAoMU. PiiKO MOBiIOMIISANIOCS PO BUIAAKU KOMHU.

JIikyBaHHS Iepefo3yBaHHs IperabajiHoM MoIsirae v 3arajabHUX MiATPUMYBalIbHUX 3aX0ax Ta 3a
moTpeOu MoxKe BK/TIOUATH reMomiani3 (quB. po3min «Croci6 3acTocyBaHHS Ta Ho3u», TabmuIs 1).

ITobiuni peakuii.



Y k7iHiyHiN porpaMi 3 mocifKeHHS nperabaniny #oro orpuMmyBanu noxHan 8900 maifieHTiB, 3 HUX
5600 - yYaCHUKHU TTOABIMHUX CIIIMUX, T11a1eb0-KOHTPONILOBAHUX JOCTiAXKeHb. HaltyacTimmumu
no0iYHUMHU peakIlisiMu Oy/K 3allaMOPOYeHHSs i COHNMUBICTh. [To0iyHi peakiii 3a3Buyai OyIu
JIETKOT0 a0 MOMipHOTO CTYIIEHS TAXKKOCTI. B yCiX KOHTPO/IbOBAHUX JOCTIIXKEHHIX IOKa3HUK
BigMiHU mpemaparty yepe3 mobiuHi peakirii cranoBuB 12 % cepeq mallieHTiB, sKi
3acTocoByBaH nmperabarid, Ta 5 % cepeq MallieHTiB, SIKi OTpUMYyBaIH Iareoo.
HadyacTimumy moOiYHUMHY PeakIlissMH, 1110 MPU3BOIUIIN [0 BUKIIOYEHHS 3 TPYNH 3aCTOCYBAHHS
nperabariny, Oy/nu 3allaMOPOYEeHHS Ta COHIUBICTS.

Y Tabnuni 2 HaBeneHi Bci moOiuHi peakiril, SIKi BUHUKAIM YacCTillle, HiXK MMPU 3aCTOCYBaHHi 11aiebo, Ta
OinbIe HiK B OMHOTO TAIliEHTa; I1i MOOiuHi peakilil mepesnideHi 3a KlacaMy Ta YaCTOTOIO: IyKe 4acTo
(=1/10); gacro (Big =1/100 mo <1/10); meuacTo (Big =1/1000 mo <1/100); pigko (Big =1/10000 mo
<1/1000); myxe pigko (<1/10000); yacTtoTa HeBimoMa (He MoxKe OyTH OlliHEHa Ha OCHOBi HasIBHUX
OaHUX).

V KOXHi# TPyIIi 32 YaCTOTOI0 BUHMKHEHHS MM06iuHi PeaKIlil IpeacTaBIeHo B MOPSAKY 3HUKEHHS
CTYTIeHS IXHBOI CEpPHO3HOCTI.

3a3HaueHi nobiyHi peakilii TaK0K MOXKYTh OyTH IIOB’si3aHi 3 mepebdiroM 0CHOBHOI'O 3aXBOPIOBAHHS
Ta/ab0 CyNyTHIM 3aCTOCYBaHHSIM iHIIKX JTiIKapChKUX 3aco0iB.

[Tig yac nmiKyBaHHS HEMPOMATUYHOTO OOJIIO IIEHTPAIBHOTO TTOXOZKEHH S, BUKIMKAHOTO YPaxKeHHSIM
CIIMHHOT'0 MO3KY, 30ibIIyBaiacs 4acToTa MobiuHuX peakiliil y 1iloMy, YacToTa Mo0iYHUX peakliii 3
6oky LITHC, oco6mBO COHNMUBICTD (IUB. po3ain «OcobIMBOCTI 3aCTOCYBAHHS»).

HomaTkoBi mo6iyHi peakiiii, mpo sKi MOBiMOMIISIOCS Mic/s BUXOAY IIpenapaTy Ha PUHOK, HaBeleHi
HUXKYe U TT03HaYeHi KypCUBOM.

Tabnuis 2
Kiac cucremu opraHis [To6iuHi peaxiiil Ha Ipenapar
[adexkril Ta iHBa3il
Yacto Hazodapunrit
3 00Ky KpoBi Ta nmiMpaTUYHOI CUCTEMHU
Heuacto HeiiTponeHis
3 00Ky iMyHHOI CUCTEMU
HeuacTo TI'inepuymaugicmo
Pigko AHzioHeapomuy4Hull HAOPsK, asep2iuHi peakuyii, aHadimakToigHI peaxiii
[Mopyienus 06MiHy pe4oBUH, MeTab0ITi3My
YacTto [TigBUIlEHHS alleTUTY
HeuacTto BTparta aneTury, rinoriikemis
3 OOKY IICUXiKU
Yacto EliopruHmil HACTPill, CIUIyTaHICTh CBiOMOCTI, APATiBIUBICTH,
me3opieHTatiss, 6e3COHHS, 3HUKEHHS J1i0im0
HeuacTto [amonuHalii, ma”iuyHi aTaku, HECIOKIil, 30yIKeHHS, Henpecis,

IPUTHIYeHN HACTPiH, MigHECEHUU HACTPIl, agpecis, 3MiHA HACTPOIO,
melepcoHai3allis, yTpyaHeHu# no0ip CIiB, MaToNOTiYHi CHOBUOIHHS,
nocusieHHs nibigo, aHopra3mis, anaTis

Pigxo Po3ranbMoByBaHHS, CyillianbHa MOBEOiHKA, CyIlUAaIbHiI IyMKU

3 60Ky HEPBOBOI CUCTEMHU

Ilyxe 4acTo 3armaMoOpOYeHHs, COHIUBICTh, TOJIOBHUM OiNb



YacTo ATaxcisi, mopyleHHs KOOpAUHALIil, TPDEMOD, AU3apPTPis, aMHe3is,
MOTipIIEHHS MTaM’sTi, TOPYIIeHHS yBaru, mapecTeaii, rinecresis,
cefaTHBHUY e(deKT, IOPYIIEHHS PiBHOBAry, JeTapris

HeuacTto CuHKoIIe, CTYNIOP, MIOKJIOHISI, Bmpama ¢gidoMocmi, ICUXOMOTOPHA
rinepakTUBHICTh, JUCKIHE3is, IOCTypabHe 3alaMOpPOY€eHHs, IHTEeHIINHNY
TPEMOp, HiCTarM, NOpyuUIeHHS KOTHITUBHUX (QYHKIIIN, NOPYWEeHHA NCUXiKU,
po3Nlafiu MOBJIeHHS, Trinopediekcis, rimepecTesis, BiTUyTTs MeYiHHS,
aresais, 3a2asvbHe He30YHCaAHHA, anaTisi, HAaBKOJIOPOTOBa ITapecTesis,
MiOKJIOHYC

Pigko Cydomu, mapocMisg, TinmokiHe3is, gucdaris, rimanresis, 3aJIeKHICTB,
MO30YKOBHUY CHHIPOM, CHHAPOM 3y0YacToro Kojeca, KoMa, JellipiH,
eHnedamonarisi, eKcTpamipaMigHuit CHHIpPOM, cuHapoM ['ifieHa-bappe,
iHTpakpaHianbHa TriepTeH3is, MaHiaKaabHi peakiiii, mapaHoIimHi peakiii,
po3agu CHY, IapKiHCOHI3M

3 60Ky OpraHiB 30py

Yacto HeuiTKiCTb 30py, OUIUIONISA, KOH IOHKTUBIT

HeuacTto Brpata nepudepuyHOro 30py, IOPYIIeHHS 30py, HaOpsSK o4yeil, nedheKkTu
IOJIS1 30PY, 3HUKEHHS FOCTPOTHU 30pPY, Oi/ib B 04Yax, acTeHoIis1, HOTOICis,
CyXiCTh B OYaX, MifiBUIlIEHE CIbO30BUAINIEHHS, IIOAPa3HEeHH 04el,
Ornedaput, MOPYyLUIEHHS aKOMOJAIlil, KPOBOBUIUB B 0KO, CBiTJI000513Hb,
HaOPSIK CiTKiBKU

Pigko Bmpama 30py, kepamum, 0CLUJIONCIsI, 3MiHA 30POBOI0 CIIPUUHATTS
rnubuHy, Migpia3, cTpabi3M, SCKpaBiCTh 30py, aHi30KOpis, BUPa3Ku
POTiBKH, eK30(TanmbM, apaidy 0YHOTr0 M’s13a, ipUT, KEPATOKOH IOHKTHBIT,
Mio3, Hi4uHa cJ1iroTa, oG TaNIbMOIIJIETis, aTpodis 30p0BOro HEPBa, HAOPSK
O¥MCKa 30POBOT0 HEPBA, IITO3, YBEIT

3 6OKy opraHiB CIyXy Ta piBHOBaru

YacTto Bepturo

HeuacTto lmepaky3isa

3 00Ky cepIs

Heuacto Taxikapmisi, aTpioBeHTpUKYJIIpHa O70Kaja MePIIOro CTYIeHs, CHHYCOBa
Opamukapmisi, 3acmitiHa cepu,esa HeO0OCMamHicmb

Pigko ITodoeoceHHa inmepsany QT, cuHycoBa TaxiKaphisi, CHHYyCOBa apuTMis

3 6oKy cynuH

HeuacTo ApTepianbHa TinoTeH3is, apTepianbHa TinepTeH3is, IPUIINBY, TillepeMis,

BiIUyTTA XOJIOAY B KiHIIiBKax
3 00Ky OMXaIbHOI CUCTEMM, OPTaHiB IPYAHOI KITiITKH Ta CEPEIOCTIHHS

Yacto dapuHronapuHreanbHui Oib

HeuacTto 3apguinka, HOCOBa KpOBOTeYa, Kalllesib, 3aKJIafeHiCTh HOCa, PUHIT,
XPOIIiHHS, CyXiCTh CJTM30BO1 060I0HKY HOCA

Pinko Habpsk nezeHb, CTUCHEHHS B TOPJIi, TapUHTOCIIa3M, allHOe, aTejleKTas,

OpoHxioJiT, ruKaBKa, Gi0po3 NereHis, molixaHHs
3 00Ky LITYHKOBO-KUIIIKOBOT'O TPAKTY

Yacto BrmoBaHHs, Hydoma, 3anop, diapes, MeTeOpu3M, 3AyTTd KUBOTA, CYXiCTh y
POTi, TaCTPOEHTEPUT
HeuacTto l'actpoe3odareansHa pedokcHa XxBopoba, rinepcekpelis CIuHY,

rinmecresisg pOTOBOI IOPOXKHUHMY, XOIEIUCTUT, XOJeJIiTia3, KOMIiT, IUTyHKOBO-
KHIIIKOBa KPOBOTEYA, MeJieHa, HaOpsK s31Ka, peKTalbHa KpoBoTeda

Pigko AcuuT, TaHKPEaTUT, HAbpAK A3uka, gucdarisi, apTo3HUM CTOMATHUT,
BUpa3Ka CTPaBOXOAY, IepiogoHTaNnbHUI abciiec

l'emaTobiniapHi nopyueHHS

HeuacTo [TigBulleHUY piBeHb MeYiHKOBUX hepMeHTiB*
Pinko KoBTaHUIA
Lyxe pigko [TeuiHnKoBa HEOOCTATHICTh, T€IIaTUT

3 OOKy IIKipu Ta MiAMKipHOI TKAaHUHU
Yacto [TponexHi



HeuacTto [Tamynmb03He BUCHIIAHHS, KPOMIUB'THKA, Timeprigpo3s, caepbisc, anomettis,
CYXiCTh WIKipH, eK3eMa, T'ipCyTH3M, BUPa3KH IIKipH, Be3UKYI0-0yIb03HI
BUCUIIaHHS

Pigxo CuHOpom CmiseHca-[Ix#COHCOHA, XOMOMHUY TIiT, MOKCUYHUU
enidepmanvHull HeKpoai3, eKCPOoIiaTUBHUY TePMaTUT, JIiXeHOITHUN
IepMaTHUT, MeJIaH03, po3Jiafu 3 60Ky HIrTiB, meTexialbHi BUCUTIAHHS,
IypIypa, MyCTyNSpHi BUCUIIaHHS, aTpodis MKipy, HEeKpO3 MIKipH, MKipHi
Ta MiJWKipHi BY3/IUKU

3 60Ky OITIOPHO-PYXOBOi CHCTEMH Ta CIIONTyYHOI TKAHUHU

Yacto M’s130Bi cynoMu, apTpairis, 6inb y cnuHi, 6inb y KiHIliBKaX, cia3Mu M’ g3iB
mui

HeuacTto Habpsxk cyrno6is, mianrist, mocimyBauHs M’s13iB, 6i7b ¥ mui, CKYTiCTh M’513iB

Pigko Pabnmomioris

3 60Ky HUPOK Ta CEYOBUBITHUX IUISIXIB

HeuacTto HerpumaHnHs ceui, iu3ypis, ans0yMiHypisi, reMaTypisi, yTBOPeHHS KaMeHiB
y HUPKaX, HeppuUT
Pigko HupkoBa HeIOCTaTHICTE, OJITypid, 3ampuMKa ceyi, TOCTpa HUPKOBa

HeOCTaTHICTh, TJIOMePYIOHEPPUT, MieNTOHEDPUT
3 60Ky penpogyKTUBHOI CUCTEMHU Ta MOJIOYHHUX 3aJI03

Yacto EpekTunbHa guchyHKILisA, IMIIOTEHIIIS

HeuacTto CraTeBa gucyHKIIiS, 3aTPUMKa eAKYIISIi, gucMeHopest, 0i/ib y MOJIOYHUX
3a/103aX, JIeMKopes, MeHoparis, MeTpoparisa

Pigko AMeHopesi, BUIiIEHHS 3 MOJIOUHUX 3aJ103, 30ibIIIEHHST MOJIOYHUX 3aJ103,

2iHeKomacmis, 11epBilluT, OamaHiT, emiguauMiT
3aranbHi po3nagy Ta peakilil B MiCIli BBeIeHHS

Yacto [Tepudepnynuit HaOpPSK, HaOPSK, MOPYIIEHHS XOOH, NagiHHS, BiTUyTTS
CII'sIHIHHS, He3BMYalHi BiIUyTTS, MiABUIIeHa BTOMJIIOBAHICTh
Heuacto ['enepanizoBanui HAOPSK, HAOPSAK 001u4Ys, CKYTICTh Y TPyasx, 6inb, xap,

crpara, 03H00, 3aranbHa cl1abKicTh, He3nyKaHHs, a0cliec, 3anajleHHs
JKUPOBOi TKAaHUHU, Peakilil poTouyTIUBOCTI

Pigko ['paHynbOMa, YMUCHE 3alOfisSHHS IIKOAU, 3a04epeBUHHMM PiOPO3, MoK
IocnigxeHHs

Yacto 30inbIIeHHS MacH Tina

Heuacto [TinBuiieHHs piBHSA KpeaTHHPOCHOKiHA3M V¥ KPOBi, MiABUILEHHS PiBHS

TJTIFOKO3H Y KPOBIi, 3MEHIIIEHHS KiTbKOCTi TPOMOOIIUTIB, MiABUIIIEHHS PiBHS
KpeaTVHIHY B KPOBi, 3MEeHIIEHHS PiBHSA KaJIif0 B KPOBi, 3MEHIIIEeHHS MacCu
Tina

Pigko 3MeHIIEeHHS PiBHA JIEUKOLUTIB Y KPOBI

* 36inmbIIeHHS PiBHS anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnapraraminoTpancdepasu (ACT).

V mesiK¥X MAIliEHTIB MTiCI IPUIMHEHHS KOPOTKOCTPOKOBOI ab0 TpuBaoi Teparrii mperabaninoM
CIIOCTEpiranucs CMHMIITOMHU BimMiHu mpenapaty. [ToBimomisiiocst mpo Taki peakiiii: 6€3COHHS,
roJIoBHUY 0iNlb, Hy[IOTa, TPUBOXKHICTH, fiapesi, TPUIIONONIOHNN CUHAPOM, Cy[IOMH, HEPBO3HICTB,
mempecis, 6inb, rineprigpo3 i 3amaMopoYeHHs, IKi BKa3yl0Th Ha (i3nyHy 3aexkHiCTh. L0
indopMarrito ciig MOBIHOMUTH IAIliEHTY IIepe[ T0YaTKOM Tepairil.

Hani mopo BigMiHu nperabarniHy micis TpHBaJoro 3aCTOCYBaHHS BKa3ylOTh Ha Te, III0 YacToTa
BUHUKHEHHS Ta CTYIiHb TSKKOCTi CUMIITOMIB BiIMiHM MOXKYTb OYTH H0303aI€KHUMHU.



Tepmin npudamHocmi. 3 POKU.

YmoBu 30epiranns. 30epiratu B OpuriHaabHiN YIIAKOBIN Mpu TeMmepaTypi He Buiie 25 °C

YnakoBka. I[To 14 kamcyn y 6mictepi, mo 2 6icTepu B KOpPoOIIi.

Kareropis Bignmycky. 3a pelenToM.

Bupoo6nuxk. [I-p Penmi’c JTabopatopic Jita, ®TO - II

Micie3HaxoIKeHHsI BUPOOHHKA Ta afipeca Miclisi IPOBaIXKeHHS HOTr0 Iis/IbHOCTI.

Hinsaung Ne 42p, 43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, bauynani Manpan, okpyr Megyan
Marnkatripi - 500090, mtat Tenanrana, IHais

[ToBimoMuTH mpo MoOiYHy peakxiio abo BigCyTHiICTh e()eKTUBHOCTI IPU 3aCTOCYBaHHi
nmiKapchKOTro 3aco0y MOXKHa 3a TenedhoHaMu:

380 44 207 51 97 a6o 380 50 414 39 39, a TaKOXK 3a eJIEKTPOHHOIO afipecoIlo:
DrugSafetyUa@drreddys.com (11imomo60B0).
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