IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MPAMITNEKC®XR
(PRAMIPEX XR)

Cknap:
Aitoya peyosuHa: pramipexole;
1 TabneTka NPoNOHroBaHol Ait MiCTUTb
0,75 Mr npaminekcony AWrigpoxnopuay MoHorigparty, Wo ekBiBa/IeHTHO npaminekcony 0,52 mr abo 1,5 mMr npaminekcony AUrigpoxnopuay MOHOrigparty, Lo
eKBiBa/leHTHO npaminekcosny 1,05 wmr;
[OMOMI>KHI PeYOBMHU: TiNPOMeNo3a, KasbLito rigpodocdar 6e3B04AHWNIA, MarHito cteapart, KPEMHIO AiOKCUL, KONOTAHWIA.

JlikapcbKa thopma. TabneTky NPoNoHroBaHol Aii.

OcCHOBHI (pi3MKO-XiIMiYHI BNaCTUBOCTI:

TabneTku no 0,75 mr: 6inoro abo mMaixe 6in10ro Konbopy LMAiHAPUYHI a60 ABOONYKI TabNETKM 3 NO3HAYKOK «052%» 3 OAHIET CTOPOHN;
TabneTkn no 1,5 mr: 6inoro abo marixe 6i10ro KoNbLOPY LUMNIHAPUYHI a60 ABOONYKNI TabNeTKMN 3 MO3HAYKOH «105» 3 0fHIET CTOPOHN.

dapmakoTepaneBTUYHa rpyna.
[JonamiHepriyHi 3acoou. AroHictu gonamiHy. Kog ATX NO4B CO5.

dapmakosoriyHi B1acTmBOCTI.
dapmakogHamika.
Mpaminekcosn € aroHicToM foamiHy, LLLO 3 BUCOKOK CENIEKTUBHICTIO | CMELMMIYHICTIO 3B’A3y€ETbCA 3 NiAPOANHOKO AodaMiHOBUX peLenTopis Dy; cepef HUX BiH Mae

nepeBaXkKHy CXOXICTb 3 peenTopamut D3, @ TaKoX NOBHY MpuUTaMaHHy M aKTUBHICTb.

Mpaminekcon Nom’sKLye NopyLUeHHs MOTOPHOT (PYHKLT, BnacTMBI XBOPOO6i MapKiHCOHa, LWAAXOM CTUMYNALIT 40(haMiHOBUX PeLenTopiB y CMyractomy Tifli.

Y xogi focnigkeHb, NPOBEAEHUX 3a YYacTHo 340P0BUX J06POBO/IbLIB, CMIOCTEPIraoCs A0303a/1eXKHE 3HVMXKEHHS PIBHA MPONAKTUHY.

PapmakoKiHe TuKa.

Mpaminekcon NOBHICTHO BCMOKTYETLCA MiC/A NepopasibHOro npuitomy. A6contoTHa 6iofocTynHICTb nepesuilye 90 %. Mig Yac JocnifixeHHs nepLuor asu, B AKii
npamineKkcon y NikapcbKili popMi 3 HeraiHUM BMBISIbHEHHAM | POPMi TabneToK NPONOHIOBaHOT Ail OLiHKOBaNMCA NpyY iX NPUIAOMI HaTLe, MiHIManbHa i MakcManbHa
KoHUeHTpauiT B nnasmi KpoBi (Crnins Cmax), @ TAKOX Aia (noLa nifg KprBok «KoHUeHTpauis-yac» (AUC)) ogHiel 1 Tiei 4o60BOT 03K TabneToK NPOIOHroBaHoi Aii
npaminekcony, Lo npuinmanncsa 1 pa3 Ha goby, i 3BuYaiHMX TabneTok, Wo npuiimanmcs 3 pasv Ha fo6y, 6ynn eKBiBaSIEHTHUMMU.

MpuiioMm TabneToK NPOIOHroBaHoT AiT npenapaty 1 pa3 Ha A00Yy CNPUYMHAE MEHLUI KO/IMBaHHS KOHLEHTpauii npaminekcony y nnasmi KpoBi NpoTArom 24 roguH
MOPIBHAHO 3 MPUNOMOM Tab/IETOK NPamineKkcos 3 HeraiHUM BUBINbHEHHAM 3 pasn Ha [00Y. Cypax Y MJ1a3Mi KPoBi JocAraloTbes NpubansHO vepes 6 rofunH micns

npuiioMy TabneToK NpPOMoHroBaHoi Aii npenapaty lMpaminekc® XR 1pa3 Ha Aoby. CrabinbHa [is [0CAracTbCs LIOHaMGiNnbLe uyepe3 5 AHIB MOCTilHOrO
3aCTOCYBaHHS.

OfHouyacHUIA NPUIAOM pa3oM 3 DKEK0 3arajioM He BM/vBae Ha 6i0J0CTYMHICTL Mpaminekcony. BXXmBaHHA XXi 3 BUCOKUM BMICTOM XXWUPY CMIPUYMHANO NiJBULLEHHS
Cinax Np16an3Ho Ha 24 % nicns 04HOPa30BOro 3aCTOCYBaHHA Npenapary i npubnmsHo Ha 20 % nicns 6araTopasoBoro MOro 3acTOCyBaHHSA, a TaKOX MOA0BXYBasIo Yac



[OCAMHEHHA MaKCMMa/IbHOT KOHLLEeHTpaLil npenapaty y 340poBuX J06p0BO/bLIB NPUBIM3HO Ha 2 rognHW. OLHOYACHWIA NPUIAOM XKi He BMNIMBaB Ha 3arasibHy Aito
npenapaty (AUC). MigsuieHHs Cypax HE BBXKAETLCA KNIHIYHO 3HAYYLLUM.

Maca Tina He Bnnveae Ha AUC, ofHak 6yno BUSAB/EHO Ti BNINB Ha 06°€M po3noginy i, omke Ha Cha. Maca Tina, nigsuieHa Ha 30 Kr, cripuymHsae nigBuLLeHHA Crax
Ha 45 %. MpoTe y xoAi AoCNifpKeHb Yy NaLieHTIB 3 XBOPO6OLO MapKiHCOHa He 6Y/0 BUSBMEHO KIHIYHO 3HAYYLLOro BNAMBY MacK Tifa Ha TepaneBTUYHUIA edDekT i
MepeHOCMMICTb TabMIeTOK NPOMOHroBaHoi Ail npenapaty Mpaminekc® XR. Mpaminekcon AeMOHCTPYE NiHiNHY KiHETUKY | HEBENMKY MiHAMBICTbL PiBHIB Npenapaty y
nnasmi KpPoBi y Pi3HWX NauieHTIB. Y NIOAMHN 30aTHICTb Npaminekcony 38’s3yBatuncs 3 6inkamu nnasmu Kposi gy>xe Husbka (< 20 %), a 06’eM po3noginy BefIMKuUia
(400 n).

Y NogUHM Npaminekcos MeTabonisyeTbCs NnLle He3HaYHOK MIpPOtO.

BuBeeHHs NpaMineKcosny y HeaMiHeHOMY BUFNsAi HAPKaMM € OCHOBHUM LUSIXOM BUBeAeHHs npenapaty. Mpun6amsHo 90 % 14C-miueHoT 031 BUBOAMTLCS HUPKaMMU,
TOAiI K MeHLle 2 % 6yno BUABMEHO Y Kani. 3arasibHWiA KipeHC npamMinekcony cTaHoBUTb Npr6an3Ho 500 mn/xB, a HUPKOBUIA KnipeHC — npu6nmsHo 400 mn/xs.
Mepiog HaniBBuBeAeHHS (t¥2) Bapitoe Bif 8 roavH y MOMOAMX NaLieHTIB 40 12 roAvH Y NauieHTiB NiTHLOMO BiKY.

KniHIYHI XapaKTepPUCTUKWN.

Noka3aHHA.

JlikyBaHHSA CMMNTOMIB ifionaTu4HOT XBOPO6y MNapKiHCOHa, K MOHOTepanis (6e3 neBofonu), Tak i B KOMOIHaLT 3 1eBOA0MNOK, NPOTAroM nepebiry 3axBOpPHOBaHHS.
TakoX An1s NikyBaHHS Mi3HIX CTafiil, Konu etheKT NeBoAoNn NocnabnoeTbes abo CTae HECTIMKUM, a TaKoX CroCTepiraloTbCA KOMMBAHHS TepaneBTUYHOIO e(iekTy
((heHOMEH «BK/HOYEHHSA-BUKITHOUYEHHS»).

lNpoTnnNoKasaHHs.
MigBuLLEHA YYTAMBICTb O KOMMOHEHTIB Npenapary.

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSIA.

3B’s13yBaHHA 3 Gifkamu nnasmm Kposi.

3[aTHICTb Mpaminekcony 3B’A3yBaTuMcs 3 Ginkamy nnasmy KpoBi € Ay>xe HU3bKoK (< 20 %), He3HauyHa GioTpaHcopMallisi CroCTepiraeTbCa y 4Yo/noBiKiB. Tomy
B3aEMOAif 3 IHWMMW NiKapCbKMMK 3acobamu, WO BNAMBaKOTb Ha 3B’Si3yBaHHA npenapaty 3 Giflkamu KpoBi abo Oro BUBEAEHHS LUNAXOM GioTpaHcdopmauii, €
ManioMMOBIpHOK. OCKINbKN aHTUXO/IHEPrivHI 3aC00M BMBOAATHLCA 3 OpraHiaMy ro/loBHMM YMHOM LUSXOM 6ioTpaHcgopMaLii, NoTeHLian B3aEMO/IT € 0OMEXEHUM,
X04a B3aEMO/ist 3 aHTUXONIHePrivYHMMM 3acob6aMm He focnifpKyBanacs. PapMakoKiHETUYHOT B3aeEMOSiT 3 ceneriniHom abo 1eBoA0MNoK HeMaE.

IHri6iTOPU/KOHKYPEHTU MeTab0NiYHOr O LLIAXY aKTUBHOIO BUBEAEHHS MpenapaTy HUpPKamu.

LIMMeTUANMH CKOpPOYYBaB HUPKOBMIA KNipeHC npaminekcony npnbnmnsHo Ha 34 %, MMOBIPHO, LUASXOM MPUIHIYEHHS KaTIOHHOT CEKPETOPHOT TPaHCMOPTHOI CUCTEMM
HVMPKOBUX KaHa/bLiB. TOMY /TIKapCbKi 3aC00U, LU0 € IHriGiTOpamMm Lboro MeTabonivyHOro LWasxXy akTMBHOIO BUBELEHHS Npenaparty HUpKamu abo AKi BUBOAATLCA LM
LUAXOM, Taki fK UMMETUAMH, aMaHTafWH, MEKCUIETUH, 3UA0BYAMH, LUCMNATUH, XiHIH Ta MpokKaiHaMif, MOXYTb B3aEMOZIATA 3 MpPamineKkcosioM, WO CrpUYUHSE
3HUKEHHSA KNipeHCy npaminekcony. MoX/MBICTb 3HWKEHHS [03M npaminekcony MoTpibHO po3rnsHyTW, KoMK Ui NiKapCbKi 3aco6y MpuUiAMaloTbCs OfHOYACHO 3
npenapatom Mpaminekc® XR.

MoeaHaHHS 3 1eBOLAOMNOHD.

Akuo Mpaminekc® XR npuiiMaeTbCs 0HOYACHO 3 IEBOAIONO, PEKOMEH/YETHCS 3HVKYBATM 103y NIEBOAOMNM, a 103y iHLIMX NiKapPCbKUX 3ac06iB, LL|0 3aCTOCOBYHOTHCS
npu xBopo6i MapkiHcoHa, cnif 3anMwaTi He3MiHEHOK NPK MiABULLEHHI [03K npenapary.

Uepe3 MOX/IMBI afIMTUBHI e(heKTU CNij PeKOMEeHAYBaTM NaLieHTam JOTPUMYBATUCA 06ePEXHOCTI NPY MPUIAOMI IHLINX CeaTUBHUX NTIKAPCbKMX 3ac00iB ab0 allkoronto
y MOEAHaHHI 3 NPaMineKco1oM.



AHTUNCUXOTUYHI NiKAPCLKI 3ac06y.
O[HOYaCHOr 0 NPUIOMY aHTUMCUXOTUYHUX NIKAPCLKMX 3ac06iB i NpaMinekcosny NoTPibHO YHMKATK, OCKINIbKM MOXKHa O4iKyBaTW aHTaroHiCTUYHUX eqieKTiB.

Oc06/1MBOC T 3aCTOCYBaHHS.

Mpn npusHaueHHi npenapaty Mpaminekc® XR naieHTam 3 XBOpo60ok0 MapKiHCOHa Ta HUPKOBOK HEAOCTATHICTIO PEKOMEHAYETLCS 3HKYBATM 403y (AUB. po3ain
«Cnocib 3acToCcyBaHHA Ta J03U»).

antoyuHauii

lantoumHauii Bifomi AK No6iYHWIA edeKT Npu NiKyBaHHI aroHicTammn godamiHy i nesogonoto. MauieHTiB NOTPIGHO MoiHopMyBaTV NMPO Te, WO Y HUX MOXYTb
BUHMKaTW (NepeBaXXHO 30P0BI) rajtoumHadil.

[ncKiHesis

Mpu nporpecytodiii xBopoGi MapKiHCOHA AUCKIHE3is MOXEe BUHMKATY Mifl Yac No4vaTKOBOro TUTPYBaHHs npenapaty Mpaminekc® XR y noeAHaHHi 3 NiKyBaHHAM
NeBOZOMNOI0. Y TakoMy pasi 403y N1eBOLOMM Cif, 3MEHLLUTH.

AncTOoHIA

OcbOBa [UCTOHIA BK/IOYaOYM aHTEKOSIC, KAMMTOKOPMIKO Ta MN/IEBPOTOTOHYC (cvHApOM [Mi3n) iHOAI nosigomnsnack y MauieHTiB 3 XBOPoO6ow MapKiHCOHa mnicns
MoYaTKOBOI 031 ab0 MOCTYNOBOro 36i/bLUEHHS 403K NpaMinekcosny. Xova AUCTOHIS MOXe 6yTh CUMMTOMOM XBOPOOU lMapKiHCOHa, CUMMTOMM Y LMX MauieHTIB
3MEHLUYHTHCA NICA 3MEHLLEHHSA 403K a0 BIAMIHM npaminekcony.

FAKLLO BUHWK/IA AUCTOHIA HEOOXIAHO PO3IrNIAHYTY Mepernag cXxeMu NikyBaHHS fonaMiHeprivyHUMM npenaparamu Ta nigiépatn 4o3y npaminekcosny.

PanToBuii Hanag cHy abo COHMMBICTb

Mpwuitom npaminekcosny noB’A3yeTbCA 3 COHMBICTIO Ta PanToOBMMY HanajaMu CHy, 30Kpema Yy nauieHTiB 3 XBopoboto MapkiHcoHa. Mpo panToBuWin Hanag CHy nif vac
[IeHHOT aKTUBHOCTI, L0 Y AeAKNX BUNagKax BUHUKAE 6e3 YCBIAOMMIEHHS LibOro abo 6e3 nosieu nonepemykyBasibHUX 03HaK, MOBIAOMAANOCA PigKo. MauieHTiB NOTPIGHO
MNoBiAOMUTI NPO Le. IM cnif nopekoMeHayBaTy 6yTV 0GEPEXHUMU MPU KepyBaHHi aBTOTPAHCMOPTOM a60 PO6OTI 3 iHWKMMM MexaHi3mMamy Mif 4Yac NiKyBaHHS
npenapatom Mpaminekc® XR. MalieHTH, y SKUX BUHMKaNa COHNMBICTb Ta/abo panToBWUiA Hamaj CHY, MOBWUHHI YTPUMYBATMCS BijJ KepyBaHHS aBTOMOGineM a6o
poboTK 3 IHWMMK MeXaHisMamu. KpiM Toro, NOTPiGHO PO3rNsSiIHYTU MOXIMBICTb 3HVKEHHS [03M ab0 NPUMUHEHHS NiKyBaHHA. Yepe3 MOXMBI afUTUBHI eqeKTn
PEKOMEH/YETLCA AOTPUMYBATUCH 06EPEXHOCTI, KONN Y NOEAHAHHI 3 NPaMineKcosoM MauieHT! NpuUiAMatoThb iHLWI ceaaTuBHI NiKapcbKi 3aco6u abo ankorosnb (AuB.
po3ainu «B3aemofis 3 iHLMMM NiKapCbKMMIM 3ac06amMu Ta iHLWI BUAM B3aEMO/iiN», «3AaTHICTb BNIMBATU Ha LLIBMKICTb peakLiii Npu KepyBaHHI aBTOTPaHCNOPTOM abo
IHLIMMK MexaHi3mamu» Ta «[Mo6IYHI peakuii).

Po3nagn KOHTPONIO Haj, CNOHYKaHHAM

MauieHTiB cNif peTeNibHO KOHTPO/IOBATU LLOAO PO3BUTKY PO3/1afiB KOHTPOIO Haj, CMOHYKaHHAM. auieHTV Ta 0cobu, AKi 32 HUMW LOrN84ak0Th, MaKOTb 3HATK, WO
Mpyu NiKyBaHHI aroHicTamu AogamiHy, BKouatoun npenapat lMpaminekc® XR, MOXyTb CMOCTEPiraTMcs CUMMTOMM po3nafy KOHTPOK Haf CMOHYKaHHSM,
BK/1KOYAKOUM MATO/MONIYHMIA NOTAr A0 asapTHUX irop, NOCKeHHs Nibigo, rinepcekcyanbHICTb, KOMMY/IbCUBHA po3TpaTa abo KyniBns, nepeigaHHa Ta KOMMY/IbCUBHE
BXMBaHHSA DKi. [pn po3BUTKY TaKMX CUMNTOMIB HEOOXiAHO PO3INIAHYTU MOX/IMBICTb 3MEHLUEHHSA A03W/NPUNMHEHHS NPUIAOMY npenapary.

MaHis i genipii

MawieHTiB Ccnif PeTenlbHO KOHTPOMOBATY LWOAO PO3BUTKY MaHii Ta aenipito. MauieHTn Ta ocobu, AKi 3a HAMU AOrNSAat0Tb, MakOTb 3HATK, L0 MaHia Ta Aenipin
MOXYTb BUHUKATW Y MaLieHTIB, L0 OTPMMYHOTb Tepanito npaminekconom. Mpu po3BUTKY TakMX CUMMTOMIB HEOOXiLHO PO3MIAHYTU MOX/UBICTL 3MEHLLUEHHS L03U
/NpUNMHEHHSA NpuiioMy Npenapary.

MayieHTn 3 NCUXOTUYHUMK po3nasamm

MauieHTiB 3 NCUXOTUYHMMKM PO3nadaMmn NMOTPIGHO NiKyBaTU NULLE aroHicTamy foaMiHy, SKLWO0 MOTEHLiiHAa KOPUCTb NepeBaXkae Hafg pusnkamu. Chif yHUKaTtu
0[JHOYACHOI0 MPUIAOMY aHTUNCUXOTUYHMX NiKaPCbKUX 3aC06iB | Mpaminekcony.



O TabMONoriyHe CrocTeperKeHHs

OdhTanbMoNorivyHe CrnocTepeXKeHHs peKOMeHAYETbCA 3AiMCHIOBATY Yepe3 OfHAKOBI MPOMIXKKM Yacy abo Npu BUHWKHEHHI NaTo/Orii 30py.

CUWHAPOM BiMiHM aroHiCcTiB fonamiHy

rMoBigOMAANOCA NMPO PO3BUTOK CUHAPOMY BigMIHWM aroHICTIB AogamiHy Npy 3acTOCyBaHHI aroHICTIB fogamiHy, BKIOYakoumn npaminekcon (ame. po3gin «ro6iyHi
peakuii»). LLLo6 NpunnuHUTK NiKyBaHHS naujieHTam 3 XBOp0o60K MapKiHCOHa, A03Yy npaminekcony cnif 3HWXyBaTu 3rifgHo 3 po3adinoM «Cnocib 3acTocyBaHHA Ta
fo3u». ObmeXeHi faHi cBifyatb Npo Te, WO NauieHTW 3 NOPYLUEHHAMMW KOHTPO/IKO IMNY/bCIB Ta MALieHTW, AKI OTPUMYKOTb BUCOKI A000BI J03M Ta/abo BUCOKI
KYMYNATUMBHI 031 aroHICTiB AogamiHy, MOXYTb MaTV NiABULLEHWUI PU3MK PO3BUTKY CUMHAPOMY BigMiHW aroHicTiB gonamiHy. CMMMNTOMM BK/OYalOTb anartito,
TpuBOry, [Aenpecito, BTOMY, MITAMBICTb | 6i/lb Ta MOXYTb OYTU THKKUMW. [lepe 3HMKEHHAM 03K aroHICTiB AonamiHy npo Ui CUMATOMK MOTPIGHO nonepeanTy
nauieHTIB Ta PerynspHO CTEXUTM 3a HAMWU. Y pasi TSHKKMX Ta/abo NOCTIMHUX CUMMTOMIB BiMiHM MOX/MBE TMMYacoBe NOBTOPHE 3aCTOCYBaHHS MpamMinekcony y
HaliMeHLLUi edpeKTUBHIM [03i (AMB. po3ain «obivHi peakuii»).

THA>KKI CepLeBO-CyANHHI 3aXBOPIOBAHHS

Cnig [oTpuMyBaTUCS 00EPEXXHOCTI NPU THXKNUX CepLEBO-CYANHHUX 3aXBOPHOBaHHAX. PeKOMeHAYeTbCA KOHTPONOBATH apTepiasibHUIA TUCK, 0CO6/IMBO Ha NOYaTKy
NiKyBaHH#, Yepe3 iCHyBaHHA 3arajibHOro pM3nKy OpTOCTaTMYHOI apTepiasibHOT rinoTeH3iT, NoB’A3aH0T 3 AohaMiHEPriYHOK Tepanieto.

3N0SAKICHWI HEPONeNnTUYHUIA CUHAPOM

MoBigomnanoca Npo CUMNTOMM, WO HaBOAATb Ha AYMKY MPO HasBHICTb 3/108KICHOTO HEMPONENTUYHOrO CUHAPOMY. Y TakuX BMMafgkax Bifpasy >X MpUNUHAAN
fodamiHepriyHy Tepanito.

3anmLuky B hekaniax

[esiKi naLieHT NoBigoMIAM NPO MNosiBY B (heKanisix 3a/MLLKIB, L0 MOXYTb HarafyBsaTy Lifi TabneTku NponoHroeaHoi il Mpaminekc® XR. Y pasi HagXomKeHHs
TaKoro rnoBifOM/eHHS Bif, naLieHTa, NiKap NOBMHEH NepernsHy TN peakLito nalieHTa Ha Tepanito.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

BariTHicTb. BninB Ha BariTHiCTb a0 NakTaLito y NoauHN He aocnimkysascs. Mpenapat Mpaminekc® XR He cnif 3acToCOBYBaTW Y Nepiog BariTHOCTI, AKLIO Y
LIbOMY HeMae HarasibHoi NoTpe6u, TO6TO KoM NOTEeHLiHA KOPUCTL A1 BariTHOT BUNPaBLOBYE MOTEHLIMHWIA PU3MK NS M104a.

Mepiog rogysaHHs rpyaaro. OCKifbKW NiKyBaHHA NPaMinekconoM NPUrHiYye CEeKpeLito NPONakKTUHY Y NIFOAVMHN, OYIKYETLCA MPUTHIYeHHs nakTtauil. NpOHMKHEHHSA
npaminexkcony y rpyaHe MosoKo He Jocnigkysanocs. Yepes BiACYTHICTb BiAMOBiAHMX JaHUX BiJHOCHO NtoanHM npenapat Mpaminekc® XR He cnif 3acTocoByBaTh y
nepiog rogyBaHHI rpyaaro. AKLLO0 3aCTOCYBaHHSA LibOro npenapary He MOXHa YHUKHYTUW, To4yBaHHA FPYLAAH0 CAiL NPUMUHUTN.

@epTUNbHICTb. JoCNifKeHb LWOAO BNANBY Ha (DepTULbHICTb Y NIOANHK HE NPOBOAMIIOCS.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.

Mpenapat Mpaminekc® XR MOXe 3HaYHO BMAMBATM Ha 3[aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo NpauoBaTV 3 iHLIMMW MeXaHi3mMamu. MOoXyTb BUHUKATY
rantoumHaLii abo COHNMBICTD.

MaujieHTiB, AKi NikyoTbca npenapatom Mpaminekc® XR i y AKMX NpU TakoMy JiKyBaHHI 3’ABMSIOTLCA COHMMBICTL Ta/abo panToBi Hanagu CHY, MOTPiIGHO
noiH(opMyBaTV Npo Te, WO 1M CNij YTPUMyBaTMCA Bif, KEPYBaHHS aBTOTPAHCMOPTOM abo Bif AiSNIbHOCTI, Mif Yac SKOi Yepe3 0cnabneHy MubHICTb BOHU MOXYTb
HapaxaTu cebe abo IHLWNX Ha Hebe3neKy OTPUMaHHA CePMO3HOT TpaBMU, Y T. Y. 3 JIeTa/IbHUM HAcNiLKOM (Hanpuknag npy poboTi 3 MalUMHHUM 06NnafHaHHAM), LOTH,
[OKM He nepecTaHyTb BUHUKATW PeLMAVNBHI BUNALKM | COHNMBICTD.

Cnocib 3acTocyBaHHA Ta [03Mu.
TabneTkn NponoHrosaHoi Ail Mpaminekc® XR € nikapcbKoo popMOoto Npaminekcony, NprusHadYeHoo 415 nepopanbHOro npuiiomy 1 pas Ha A06y.



XBopo6a MapkKiHcoHa

MoyaTKoBa Tepanis.

[o3un cnig nigByLLyBaTh NOCTYNOBO, NOYMHatoun 3 0,375 Mr npaminekcosny Avrigpoxnopuay MoHorigparty Ha fo6y, a NoTiM MiABULLEHHSA CNif NPOBOAUTU KOXHI 5-7
AHIB. AKLLO y NaLieHTiB HEMAE HEMEPeHOCUMMX HebaKaHUX peakLiii, TO AN AOCATHEHHS MaKCUMalbHOM0 TepaneBTUYHOIO e(heKTy HeO6XiAHO NPOBECTU TUTPYBaHHS
[03K.

Tabnuuda 1
Cxewma 36i/bLUEHHS 031 NpenapaTy
TwxaeHb [o3a (Mr ocHoBW) 3arasibHa fo6oBa fo3a
(mr coni)
1-n 0,26* 0,375*
2-n 0,52 0,75
3-i 1,05 15

* 3aCTOCOBYHOTLCA TaONETKN Y BifNOBIAHOMY [03YBaHHI.

Mpy HeobXigHOCTI [060BY [03y Chif MiABWLLYBATM 3 TWXKHEBUMMK iHTepBanaMu Ha 0,75 Mr [0 MakCUMa/bHOI 03K, WO CTaHoBUTb 4,5 Mr npaminekcony
AUTriapoXnopuay MOHorigpaTy Ha o6y .

Ane cnif B34TK [0 yBaru, Wo MMOBIPHICTb NOSBM COHNMBOCTI MiABULLYETLCS NPU NPUnoOMi f03 NoHag 1,5 Mr npaminekcosny AWUriapoxnopuay MoHorigpaty Ha aoby.
MaLlieHTiB, sKi BXe NpuiimMaloTb TaGNeTKM Mpaminekcosny, MOXHa NepeBoAnTV Ha MpuiioM TabneToK MPoIoHroBaHoi Aii npenapaty Mpaminekc® XR. Lle kpalie
POBUTU Ha Hiu 3i 36epeXkeHHAM Tiel X camoi Ao060BoT 403u. IMicns nepeBefeHHs Ha TabNeTKW MpPOoOHroBaHo! Aii npenapaty Mpaminekc® XR [03y MoxHa
CKOpUryBaTy 3a/1eXKHO Bij, peakuii nawieHTa Ha NiKyBaHHS.

MigTprYMytoye NiKyBaHHS.

MakcumarnbHa f03a NoBMHHA 6yTK y MexXax Bif 0,375 Mr A0 Makcumym 4,5 Mr npaminekcony Auriapoxnopuay MoHorigpaty Ha ao6y. Mpu 36inblUeHHI 103K B
MINOTHUX AOCAIIKEeHHAX e(eKTUBHICTb Npenaparty croctepiranacd i3 BBeAeHHA [060BOI [03M 1,5 Mr npaminekcony Avrigpoxnopugy moHorigpaty. MNoganbiue
KOpPWUIryBaHHS 403U NOTPIOHO 3AIACHIOBATU 3 ypaxyBaHHAM K/iHIYHOI peakuii Ta nposiBiB NOGIYHMX peakuii. MMig yac KNiHIYHMX AocnimkeHb NpubansHo 5 %
nawuieHTiB NiKyBanucsa fo3amu, WO He nepesullyBany 1,5 Mr npaminekcony aurigpoxnopuay MoHorigpaty. MNpu nporpecytodiii XBopobi MapKiHCOHa MOXYTb 6yTK
KOPUCHMMMN [031, L0 NepeBuLytoTb 1,5 Mr npaminekcony AWrigpoxnopuay MOHorigpaty Ha [o0y, AKWO NiaaHyeTbCs Tepanis 31 3HWKEHHAM 03U NeBOAOMNN.
PeKOMeH/y€ETbCS 3MEHLLYBATU [103y NEBOAONM Mif, Yac 36inbLUeHHS 1031 TabneTok npenapaty Mpaminekc® XR, a TakoX Npy NigTpuMyrodiit Tepanii Lym npenapaTom
3a/1e)KHO Bif, peakLili y OKpeMmx nauieHTiB.

MponyLeHniA Npuitom TabneTKu.

AKLO NpuiAioM [031 MPOMYLLEHO, HeOBXiAHO MPUIMHATK TaBneTKy MPONoHroBaHoi Aii npenapaTy Mpaminekc® XR  BNpofoBX 12 roguH NiCAs 3BMYHOTO Yacy
npuitomy. AKLLO nicns Nponycky B NpuiioMi npenapaTy Npoiwo 6inbwe 12 roguH, Tabnetky He NPUnMaloTb, @ HAaCTYNHY 403y MNOTPIGHO NPUAHATM HACTYNHOrO
[HA Y 3BMYHMIA Yac Npuinomy.

MPUNUHEHHS NiKyBaHHS.

PanToBe nepepuBaHHA AodamMiHepriyHol Tepanii MOXKe MpPW3BECTU A0 PO3BMTKY 3/10SIKICHOrO HEMpONenTUYHOro CUHAPOMY abo CMHAPOMY BiAMIHW aroHICTIB
AohamiHy. Tomy 03y Npaminekcony c/if 3MeHLyBaTh NoCcTyMnoBo, 3 KpOKOM 0,75 Mr npaminekcony Aurigpoxnopuay MoHorigpaty Ha goby, 4oku Ao6oBa [o3a He
Oyne ctaHoBuTM 0,75 Mr npaminekcony Aurigpoxnopuay MoHorigpaty. IMicns uysoro o3y cnif 3meHwysatn go 0,375 Mr npaminekcony Aurigpoxiopuay
MOHorigpaty Ha fo6y. CUHAPOM BifMiHM aroHiCTiB AoghamiHy MOXe BUHUKHYTW Mif Yyac 3MeHLUEeHHS [03K, TOMY MOXe OYyTU HeoOXiAHUM TMM4YacoBe 36i/bLUEHHS
[03u (auB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).



MopyLUeHHs (hyHKLIT HUPOK.
BurBefieHHA npamineKcosy 3a1eXuTb Bif (YHKLUIT HAPOK. MPONOHYETLCA TaKWil PeXKuM L03yBaHHS:

- NauieHTaMm i3 K/ipeHcoM KpeaTuHiHy noHag 50 M/XB He NOTPIOGHO 3HMXKYBaTU A0O0BY 403y a0 YacTOTY BBeLEeHHS [03;

- NawieHTaM i3 KnipeHcoM KpeaTuHiHy Big 30 Ao 50 M1/XB NiKyBaHHSA NOTPIGHO po3nounHaTy 3 npuiioMy Aosm 0,375 Mr npaminekcony Anriapoxnopuay MoHorigpaty
yepes fAeHb. MNepes NigBULLEHHAM [060BOT 403U, WO 34IACHIOETLCA Yepe3 1 TMdKAeHb NiKyBaHHSA, Cif 4OTPUMYBATUCS 00EPEeXHOCTI | MPOBECTU PeTe/bHY OLHKY
peakuii Ha /liKyBaHHA Ta NepeHOCUMOCTI NiKyBaHHA. IMpu HeoOXiAHOCTI 403y CAif NigBULLYBATU 3 TUDKHEBMMW iHTepBasiamn Ha 0,375 Mr 0 MakCUMa/ibHOT 03U, WO
CTaHOBUTb 2,25 MI npamMineKkcony Aurigpoxaopuay MoHorigpaty Ha fo6y;

- He PeKOMEHAYETLCS MPOBOAMTY NiKyBaHHS TabneTKamMu NposioHroBaHol Aii Mpaminekc® XR nauieHTiB, y AKMX KNipeHC KpeaTUHiHY CTaHoBWUTL MeHLe 30 MA/XB,
OCKi/IbKW faHUX ANs L€l KaTeropii nauieHTiB Hemae. Cnij 06MipKyBaTy MOXNMBICTb 3aCcTOCYyBaHHA npenapaty Mpaminekc® XR.

Mpw noripLeHHi YHKLIT HUPOK Nig Yac NiATPMMYHYOI Tepanii cnif LJOTPUMYBaTUCA HaBEAEHWNX BULLE PEKOMEHALLIA.

MopyLUeHHS OYHKLIT NEYiHKW.

[ns nauieHTiB i3 NopyLleHHAM (YHKLIT NeYiHKU 3MeHLIEHHS 031 He BBaXKAETbCA HEO6XigHWMM, OcKinbkn maixe 90 % abcopboBaHOro npenapary BUBOAUTLCA
HUpKamu. MNpoTe NOTeHLiiHNIA BNIMB NeYiHKOBOT HELOCTATHOCTI Ha (PapMaKOoKiHETUKY npenapary He LOC/iAKyBaBCs.

Cnoci6 3acTOCyBaHHS.

Tabnetku cnif KOBTATYW LMK, 3aNMBatOUN BOLOKO, HE PO3XKOBYBATU, HE PO3LINATY Ha YaCTUHY | He NoapibHIoBaTK. MpuiioM XXi He BNMBaE Ha NPUIAOM Npenapary.
Mpenapat Mpaminekc® XR cnif npuiimaTii KOXXHOTO AHS NMPUGAN3HO B OAWH i TOV Xe yac.

aiTn.
besneka Ta e(heKTUBHICTb 3aCTOCYBaHHSA npamMinekcony AitamM (Bikom 4o 18 pokiB) He BCTaHOB/EHI. Hemae 06rpyHTYBaHHS MOX/IMBOCTI 3aCTOCYBaHHS Npaminekcony
BiTAM npy XxBopobi MapKiHCoHa.

MNepeno3yBaHHA.

KniHiyHOro goceifly 3Ha4yHOro rnepefo3yBaHHa Hemae. O4ikyBaHUMU MOBGIYHUMY peakLUisMu MOXYTb OyTW peakuil, WO NoB’A3aHi 3 apmakogMHaMidHUM npodinem
aroHicra gogamiHy, B TOMy Yncni HyAoTa, 6110BaHHSA, FinepKiHesis, rantouuHaLii, TpuBora Ta apTepiasibHa rinoTeH3is. BCcTaHOBNEHOro aHTUAOTY NpY Nepeao3yBaHHiI
aroHicTa gogamiHy Hemae. 3a HassBHOCTI O3HaK CTUMYNALIT LeHTPasIbHOT HEPBOBOT CUCTEMU MOXKe 6y TV MOKa3aHWil NPUIAOM HEMPONENTUYHOI O 3ac0oby.

JNikyBaHHA npy nepeao3yBaHHi MOXe NOTPebyBaTN BXUTTA 3araibHUX NiATPMMYHOUMX 3aX0AiB Pa3oM i3 NPOMUBAHHAM LUNYHKA, BHYTPILLUHbOBEHHUM BBEAEHHAM
PiAVH, NPUIAOMOM aKTUBOBAHOI O BYTiNNSA | KOHTpOsieM 3a EKT .

Mo6iyHiI peakuil.

BinbLwicTb NO6IYHNX peakLiiii 3a3BMYail CNOCTepPIracTbCs Ha NoYaTKy Tepanii, 3Ha4yHa YacTuHa iX 3HUKaE, HaBiTb AKLLO0 Tepanis NPOA0BXYEThCA.

Y mexax Knacugikauii 3a knacaMmu CMCTeM OpraHiB MobivHi peakuii MoAaHO 3a YacTOTOH X BUHUKHEHHS (KINIbKICTb MAaLiEHTIB, Y AKMX OYIKYETHCA BUHUKHEHHSA
peakwiT) i3 3aCTOCYBaHHAM TakKMX KaTeropii, gk gyxe vacTi (= 1/10); yacTi (= 1/100 — < 1/10); HevacTi (= 1/1000 — < 1/100); noogmHoki (= 1/10000 — < 1/1000);
piaKicHi (< 1/10000); HeBiZOMO (HEMOXX/IMBO MiApaxyBaTy 3a HAABHUMW JaHUMMK).

Mo6ivHMMK peakLismy Ha npenapar y nauieHTiB 3 XBOpo6oto MapKiHCOHa, NPo AKi NoBiZOMAANOCA HainvacTiwe (= 5 %) (YacTiwe npy NiKyBaHHI Npaminekconom,



HDK npy nikyBaHHI nnaue6o), 6ynm Taki peakuil, AK HyfoTa, AUCKiIHe3is, apTepiasibHa rinoTeH3is, 3anamMopOYeHHs, COHUBICTb, 6E3COHHSA, 3anopu, rastoumHaulil,
roNoOBHWIA Ginb | BTOMa. YactoTa MosBM COHNMBOCTI NIABULLYETLCA MPU NpUiAoMi 403 NoHag 1,5 mMr npaminekcony Aurigpoxnopuay MoHorigpaty Ha o6y (ams.
po3gin «Croci6 3acTocyBaHHS Ta [031»). M06IYHOK peakuieto, Sika HaivacTile BMHMKana Npy OgHOYacHOMY Npuitomi nesogonu, 6yna AuckiHesis. ApTepiasbHa
riNOTEH3is MOXe BUHUKATMW Ha MoYaTKy NiKyBaHHS, 0CO6/IMBO SKLLO TUTPYBaHHA Npaminekcony 34iNCHIOETbCA HaATO LUBUAKO.

Knac cuctemun | [ly>ke vacTi YacTi Heuacri MooanHOKI Hesigomo
opraHis (= 1/10) (= /100 - <1/10) (= /1000 - (=1/10000 - (HemMOXIMBO
< 1/100) < 1/1000) BCTaHOBUTU  3a
HasBHUMM
AaHMK)
IHeKLiT Ta MHEBMOHIS
iHBa3ii
3 60Ky MOPYLLEHHS CeKpeLil
€HAOKPUHHOT aHTUAIYPETUYHOIO
CcUCTEMMU ropmoHyl
McuxiyvHi po3nagn 6e3COHHS, NaTonoriyHMin - NOTAr | MaHis
ratoymHauir, Jile) BiABIAYyBaHHSA
MOPYLUEHHS1  CHY, | MarasuHis,
CNNyTaHICTb NaTonoriyHmMin - NoTAr
CBIAOMOCTI, [0 asapTHWUX irop,
CUMNTOMM PO3/1aZy | 3aHEMOKOEHHS,
KOHTPO/IO Hap | rinepcekcyanbHicTb,
CMOHYKaHHAM  Ta | MapeHHs, po3naau
KOMMY/IbCUBHA ni6igo, napaHos,
nosefiHKa Aenipiii, nepeigaHHsl,
rinepdaris?l
3 60Ky HepBOBOI | COH/IMBICTD, rOMI0BHWIA Biflb panToOBMWIA Hanag CHY,
cucTemu 3anamMopOYeH-Hs, amHesis,
ANCKiHE3IA rinepkiHesis,
CUHKOMe
3 06OKy opraHis MOPYLLEHHS  30pY,
30py BK/IHOYaOU
aunsonito,
HeYiTKICTb  30py |
MoripLUeHHs
rocTpoTyY 30py
3 6oKy apTepiasibHa cepuesa
CepLeBO-CYANHHOI rinoTeHsis He0CTaTHICTbL
cucTemu




3 6OKy AuXanbHOT 3a4MLLIKa, TMKaBKa
CUCTEMM, OpraHis
rPYAHOT KNITKN Ta
CepefoCTiH-HS
3 60Ky TpaBHOI | HyAoOTa 3anop, 61t0BaHHS
cucTemm
3 60Ky LWKipK i rinepyyTnBICTb,
NifLKipHOT cBepOIX, BUCUMAHHSA
KNITKOBUHW
3arasibHi po3naam nigsuLeHa CUHAPOM
BTOM/THOBAHICTb, BIAMIHN
nepugepuyHi aroHicTiB
HabpsKm fonamiHy
(BK/IHOYaoum
anarito, Tpueory,
[ernpecito,
BTOMY,
NITANBICTb i
6inb)
LocnimpkeH-Hs 3MEHLUEHHS  Macu | 36i/IbLLUEHHS macu
Tifna,  BKIKOYaKuu | Tina
3HUKEHHS aneTuTy

1 IcHyI0Tb fiaHHi, WO LS No6iuHa peakLiis cnocTepiranack Y NOCTMAPKETUHIOBUIA nepiog. 13 95 % AOCTOBIPHICTHO KAaTeropis YacToTX BU3HAYANACA SIK HEUACTO, ane MOXe BYTU HIKYe. BCTaHOBNEHHSA
TOYHOT YaCTOTN HEMOXX/MNBE, OCKIfIbKM 3a ICHYOUMMM JaHUMKU NO6iYHA peakLis He cnocTepiranach Nif vac KNiHIYHUX AOCNIMKEHb cepef 2762 nauieHTiB i3 XBOPoOot IMapKiHCOHa, SKi NiKyBanch
npamineKcosom.

Onuc oKpPemMmx NOOIYHUX PEeaKLLIi:

CoHAmBICTb. Mpuiiom NpamMinekcosny YacTo NOB’S3YETbCA 3 COHMBICTHO | HEYACTO — 3 HAAMIPHOKO COH/IMBICTIO Y AIGHHWIA Yac Ta BMNafKamu panToBOro Hanagy CHy
(ams. po3gin «OcobNMBOCTI 3aCTOCYBAHHS).

Posnaay ni6igo. Mpuiiom npaminekcony MoXe HeYacTo NoB’s3yBaTuCs 3 po3nagamm nidigo (NiaBULWEHHS ab0 3HUKEHHS).

Po3nazn KOHTPON Ha CNOHYKaHHAM. [pwy NiKyBaHHI aroHicTamu gogamiHy, BKIH0YatoUum npamineKkcos, MoXyTb CNOCTepiraTucs CUMNTOMY po3/iafly KOHTPOSIHO Haf
CMOHYKaHHSAM, BK/IKOYaKUM NaToNOMYHMIA NOTAr 40 a3apTHUX irop, NOCUIeHHs Nibifgo, rinepcekcyanbHICTb, KOMMNY/bCMBHA po3TpaTa abo Kynisns, nepeigaHHs Ta
KOMMY/IbCUBHE BXMBaHHA DKI (4UB. po34in «OCcobNMBOCTI 3aCTOCYBAHHA).

ICHYIOTb AaHi, WO Nif 4ac MepexpecHOro PeTpocrnekTUBHOIO CKPUHIHTY |1 JOCNIMKEHHA METOAOM «BMNALOK-KOHTPO/Ib», Y AKOMY 6panv yyacTb MauieHTu i3
XBOpo6oKo MapkiHcoHa, 13,6 % BCiX MauieHTiB, AKi npoxoannu aoamiHepriyHy abo HegodamiHepriyHy Tepanito, Maan CUMMNTOMW po3/nagy KOHTPO Haj
CMOHYKaHHAM MPOTArOM OCTaHHIX LecTn Micsuis. MposBuM, WO CrnocTepiranncs, BKIOYaIM NaTonoriyHUiA NoTar A0 asapTHUX irop, Henepe6opHWUiA noTar o
3AiICHEHHS MOKYMOK, HenmomipHy MoTpeby B Ki, a TaKoXX KOMMYNbCUBHY CeKCyasbHY MOBEAiHKY (rinepcekcyasnbHIiCTb). MOXNMBI He3aneXxHi akTopn pusunky
BUHWKHEHHS PO3M1afliB KOHTPOKO Haf CNOHYKAHHAM BK/OYany goaMiHepriyHy Tepanito i 6ifibLl BUCOKI A03u Npu gothaMiHeprivHiin Tepanii, MONoALWwmni BiK (£ 65




POKiB), HenepebyBaHHA Y LWNKO6I Ta HAABHICTb Y CIM’T BUMAAKIB MaToMOrNYHOro NOTAry A0 a3apTHUX irop, Npo AKi NMOBILOMAB NaLlieHT.

CUHAPOM BigMIHM aroHICTIB fonamiHy. Y pasi 3HWKEHHS 403K abo NPUMMHEHHS 3aCTOCYBaHHS arOHICTIB gonamiHy (BK/oUatoum npaminekcon) MoXyTb BUHUKATY
HEMOTOPHI NOGIYHI peakyii. CUMNTOMY BK/IKOYatOTL anartito, TpUBOrY, Aenpecito, BTOMY, NITAMBICTb i 6ib (41B. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

CepueBa HefocTaTHICTb. Bigomo, WO y KNIHIYHUX AOCNIKEHHSAX Ta B MOCTMapKeTUHIOBOMY Mepiogy cepueBa HeOCTaTHICTb CnocTepiranach y nauieHTiB, AKi
3aCTOCOBYBa/IM Mpaminekcon. Y xogi apmakoenigeMionoriyHoro fOCNigpKeHHA 3aCcTOCyBaHHS npaminekcony 6yno nos’s3aHe 3 NiABWLLEHHAM PU3NKY CepLeBol
HeA0CTaTHOCTI MOPIBHAHO i3 BIACYTHICTIO 3aCTOCYBaHHSA (CniBBigHOLWEHHSA pusnky 1,86; 95 % ClI, 1,21-2,85).

TepmiH NpMAaTHOCTI. 3 POKMU.
YMoBW 36epiraHHs.
36epiraTti B opuriHasbHiin ynakoBLi npu TemnepaTypi He Buwe 25 °C.

36epirat B HeAOCTYNMHOMY AN1st AiTel micLi.

YnakoBKa.
Mo 10 Tabnetok y 6nicTepi. Mo 3 6aicTepn y KAPTOHHIA NavLi.

Karteropis Bignycky. 3a peLenTom.

Bupo6HMK.
NabopaTopioc HopmoH, C.A.

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.
PoHpa fie Banbfekappico, 6, Tpec KaHToc, 28760 Magpua, IcnaHis



