KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HME HA JEKAPCTBEEHUA ITPOOYKT

Glepark 0’08838"18 *ﬂbéets WSNLAHUTENHA ATEHUNA NO NEKAPCTBATA
Frenapk 0,088 mg vabaerrn Kpemya Xapaxmepucmuxa Ha npogysma - [RuAokeHue 1
Glepark 0,18 mg tableis KuMm Pea, Ne ﬁz oY /{J vsseae
Taenapk 0,18 mg TabieTkn B '

Paspowesis Mo 0250 4, 89 03 200
Glepark 0,35 mg tablets
Taerapk 0,35 mg Tabmericu Ogobperue Ne o
Glepark 0,7 mg tablets

I'menapx 0,7 mg TadeTkH

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Glepark 0,088 mg Tabnerku cpappxar 0,088 mg npamunekcon (pramipexole) Gasa (nox dopmara Ha
0,125 mg MpamMUneKCON0B NUXUAPOXICPIA MOHOXUAPAT (pramipexole dihydrochloride monohydrate)).

Glepark 0,18 mg tabnetku cpaspxar 0,18 mg npamunexcon (pramipexole) Gaza (noxn dopmara Ha
0,25 mg npamMunerconos JUXUAPOXAOPHI MOHOXHApAT (pramipexole dilydrochloride monohydrate)).

Glepark 0,35 mg Tabmetkn cnippxar 0,35 mg npamunexcon (pramipexole) Gasza (mop ¢opMarta Ha
0,5 mg TpaMHITeKCOTOB AUXUAPOXIOPUN, Mosoxunpar (pramipexole dihydrochloride monohydrate)).

Glepark 0,7 mg Tabnerky cpubpxar 0,7 mg npaMunexcon (pramipexole) 6aza (nox dopmara Ha 1,0 mg
NPaMUTIEKCONOB IMXHIPOXIIOPUI MOHOXUDpaT (pramipexole diliydrochioride monohydrate)).

BunmaHue:

Jo3HTe NpaMUREKCoN, IIyONuKyBaHH B JIHTepaTypaTa ce OTHACAT 33 HeroBara coll.

ITopaau Tora Aosmre e HHAAT H3PA3IBaHH MO-TOY KATO IPaMHIEKCON 0a3a M KaTo NpaMHIIEKCON IO
(ropMaTa Ha col (B CKOOH).

3a MBIHMA CIIMCHK H4 MOMOIIHKTE BEILECTB, BIXKTE TOUKA 6,1,

3. JEKAPCTBEHA @OPMA
TabmeTru

Glepark 0,088 mg: kpsrny, Geny, ANOCKH TabneTk ¢bC CkoceHH prdoBe, rpagupany ¢ ,PX“ oT ennara
crpaHa ¥ bez 0Do3HAYEHH OT Ipyrara CTPaHa,

Glepark 0,18 mg: xpsrny, 6ean, miocky HeoOBHTH TabNeTKH CEC CKOCEHH pEOoBe, rpgpﬂpa&p(, K
a1 ,1% o7 Beska cTpaHa Ha NENUTEHATA depTa OT efHaTa CTpaHa M ¢ JeNUTEIHA Héj\gk&) 2 OF
crpana. Tabrerkara Moxe ja OBE pasacrieHa Ha AR PABHH [IOIOBUHUL, /f/ 3 3

3y
Glepark 0,35 mg: xpsrin, Gemm, TITOCKH HeoGBHTH TabNeTkyt CEC CKOCEHY prioBe, SkaB pg}f {
2% OT BCslka CTpaHa Ha JeauTesHaTa uepTa OT efHaTa CIPana 1 ¢ NeJUTEIHA YepT {é&ﬂﬁ
\\’
N

Tabnerxara Mosxe Ja 6bJe pasiiefieHa Ha (Be PaBHH IOAOBURH.




Glepark 0,7 mg: xperym, 61, INIOCKH HeoOBATH TablleTKy ¢BC ckoceu prOOBe, rpasupand ¢ ,,PX* u
.,3% 0T BCAKA CTpaHa Ha JeJMTENHATA YepTa OT EHaTa CTpaHa H ¢ JelIUTeiHa YepTa OT APYraTa CTpaHa.
Tabnerkara Moxe a ObJe pa3nencHa Ha Be PaBHH MCTOBHHEL.

4,  KJIWHUYHH JAHHHA
4.1 TepaneBTHYHH MOKAIAHASN

Glepark e noxasan 3a JiedeHHe Ha NPH3HALMTE M CHMITOMMTE Ha HAHONATHYHA Golect Ha [JapkuncoH
caMocToATeNHO (063 eBojiona) HIH B KOMOMHALMA C JIGROJONA, T.6. B XOZa Ha 3a0O0NABAHETO mpe3
KBCHHTE CTaIMH, kKoraTo eeKTsT Ha JIeBONOma HaMalliBa MM CTaBa HENOCTOSHEH W ce Habmogapar
(pnykryalMi B TepaneBTUUHHS e(exT ((uiysTyalldu NpH H34YepmBale Ha [03aTa WIH ,on off*

duiyKTyaumn).
42 Jo3upoBKa ¥ MAYHH HA HPHI0KEHHE

Tabmetkure TpAdBa Aa ¢e npueMar [1€pOpaiHe, KATO cg [MONTBHILAT € BoJia H MOTaT Ja Ce [IPHeMaT ChC
i Oe3 xpana. JpesHara 103a ce pa3ipeleNs nopaBHo Ha TpY OTAENHA IpAeMa,

Hauanuo nevernue:

Jo3nTe TpaGea MOCTENSHHO Jla ce MOBUIIIARAT, KaTo ce 3anouHe ¢ 0,264 mg 6a3a (0,375 mg con) Ha JIeH,
CIeM KOETO Na ¢¢ MOBUIIABAT HA BCEKH 5-7 AHH. AKO NALMEHTHTE He TOMYYaT HEMOHOCHMH HekKelanH
JleKapCTBEHH peakiyH, Fo3ara TpA0Ba Ha ce THTPHpA AQ IOCTHTaHe Ha MaKCHMaideH TepaneBTHYSH
edexT.

CxeMa Ha J0o3HpaHe HA NPAMANEKCO] Ype3 NOBHINABAHE HA J03HTE
CexMuna Joza O0wa AHeBHA A03a Joza O0ma THeBHA X034
(mg 6aza) (mg 6a3a) (g co) (g cox)
1 3 x 0,088 0,264 3x90,125 0,375
2 3x0,18 0,54 3x0,25 0,75
3 3x0,35 1.1 3x0,5 1,50

Axo ce HaJara mo-HaTaTHIIHO HOBHIIABaHE Ha J03aTa, JHepHATa fo3a TpabBa Aa ce mosumasa ¢ 0,54
mg 6asa (0,75 mg com) Ha ceaMuua D0 JOCTHraHe Ha MakCUMAaliHa JHeBHa fo3a 3,3 mg Gasa (4,5 mg
COX) Ha JIeH.

Tpaba ma ce oTGerneskn obave, Ue CIYYanTe Ha CHHIHBOCT C¢ YBENHUABAT NPH JO3H MO-BHCOKH OT 1,5
mg/ nex (Bk. Toura 4.8).

Hoddvpacano nevenue.

HenuspayanHaTa nosa TpiCea ga OBfe B paMxuTe Ha (0,264 mg 6a3a (0,375 mg com) oo MakcHManHa
mo3a 3,3 mg Gasa (4,5 mg con) wa xed. Ilo BpeMe Ha TpH OCHOBHE IpOy4YBAHUsA ¢ IOBHIIARAHE HA
JI03aTa Hauanoto Ha edexra e Hab/roxaBaHo mpy NeesHa Aoza 1,1 mg Gaza (1,5 mg con). lo-HaraTsk
no3ata TpAGRa Ja ce aNanTHupa B 3aBHCHMOCT OT KIMHUYHMA OTTOBOp 1 N0ABATA Ha HEXENaHH peaklHy.
B KIMHHYHH H3OUTBAHMA NPUONH3MUTEIHO 5% OT MAHEHTHTE Ca ITOJyYaBail JO3K mox 1 BL
con). Ipn Hanpexnana 6onect Ha ITapkHHCOH A03H No-BrcokH OT 1,1 mg (1,5 mg con }{a RO, f12
ca TIONXOATIM 32 GONHM, IIPH KOMTO JO3ara Ha jeBojoma Ie OLje HaMais ’%;I’b,erréﬁ:é‘ﬁ?a\c’é "
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MalHeHT .
Iipexpamasane na neseruemo:

BuezanroTO IpeKpaTaBaHe Ha HOINAMHHEPTHYHOTO JICUSHME MOXE Ia IOOBCOC OO pPa3lBHBaHETO Ha
HeBpONEeNTHUSH MAJNHUTHEH CHHApOM. ITo TasM NIpHdHHA rnpaMumnexcon Tpsadea ma Geie HaMalgBaM
noctenenno ¢ 0,54 mg 6asa (0,75 mg con) ¥a NeH, nokaTo AHEBHATA [J03a ce NoHmkw jo 0,54 mg Gasa
(0,75 mg coi). Crnen ToBa Jo3ara TpsaOBa Ia ce MoHMWXkaBa ¢ 1Mo 0,264 mg Gasa (0,375 mg con) Ha nex
(. Touka 4.4).

Hosupane npu nayuenmu ¢ SoOpeynu yapescoans:

EnuMuHupare1o Ha mpaMuneKkcol 3apHcH oT Onbpeunata yHKUMA. 3a 3amouBaHe HA JIGUSHHETO Ce
TperoppyBa CNEAHAaTa CXeMa Ha Jo3Hpane:

TIpy mauWeHTH ¢ KpeaTHHMHOB KMUpBHC HaX 50 ml/min He e HeoOXOmUMO HOHMKARAHE Ha JHEBHATA
Jo3a.

ITpy mampeHTH ¢ KpeaTHHUHOB KAUpBHC Mexciy 20 u 50 ml/min, HavansaTa JHeBHA K032 NPAMUIIEKCOI
TpsabBa 12 ce pastpeNely B JIBa OTASAHH NpHeMa, KaTo ce santoyHe ¢ 0,088 mg Gasa (0,125 mg conm) ara
neTH Ha Ael (0,176 mg 6a3a/0,25 mg con 2HEBHO).

ITpy maumeHTH ¢ KpeaTHHWHOB KaHpbHC moi 20 ml/min aHeBsaTa mosa mpaMunexcon Tp:sabea ma ce
NpHIara egHOKPATHO, kare ¢é 3anouke ¢ 0,088 mg Gasa (0,125 mg con) HHEBHO.

Axo On0peunara (yyHKIOUA ce NOHIDKABA IO BpEMe HA NOAABPKALIOTO NEYeHHe, AHEBHATa 032 Ha
npamMurexcon TpaOpa fa ce HAMANARA ¢ TOJNKOBA IPOLEHTA, ¢ KOIKOTO ¢ € IIOHIKHI KPeATHHHHOBHSA
KIUPBHC, T.6. IPH HaMaJiqBaHe Ha KPeaTHHMHOBHA KiHphHC ¢ 30%, nHeBHATa J03a HA IPAMHIIEKCOT ce
HaManssa ¢ 30%. J[HepHaTa JO3Q MOXE [a Ce PA3Nend Ha ABa OTAENHH TpHeMa IIPH KpPeaTHHHHOB
xpsHe Mexmy 20 and 50 ml/min B oa ce npueMa eJHOKPATHO NPH KPeaTHHHHOB KAMpPRHC mox 20
ml/min,

Hosupane npu nayuenmu ¢ 4epHoApobiy yepexcdanua:

He e Heofx0mHMO AHANTHPRHE HAa JN03aTA IPH DANMEHTH ¢ JepPHONPOBHA HEAOCTATRYHOCT, TRH Karo
npubnsutento 90% or alcopbHpaHoTO AKTHBHO BEMECTBO 8 eKeKpeTHpa mpes Gnrbpenute,
TloTeHmipanHoTo BIMAHME HA depHOIpoGHATA HENOCTATHYHOCT BEPXY (APMaKOKHHETHKATA Ha
npaMirexcon obaye He e Ipoy4eHo,

Hosupane npit deya u onou!

He ce npenopsusa ynotpebara Ha IpaMHIIercol Ipy Jeta nofl 18 roxsuy nopagy IMncata Ha JaHHH 3a
fesomacHoeTTa 1 eHKACHOCTTA.

43  Ilporasonokasasua

CBP’BX‘IYBG’I‘BH’I‘@J‘IHOCT KEM AKTHRHOTO BIIGCTRO HNK KBM HAKOE OT NMOMOLIHHTE BELISCTEA,

4.4  CrepHanyn Dpexyupe:RIeHNs o NPe)Iaziy MEpR NPy yrorpeta

Bepoust 4, aHyapuy 2008 r,




W3BecTHO e, e NpH JedeHHe C JONaMHHOBH ArOHHUCTH ¥ JIEBOXOIA KATO HEXENaHM peakldu Ouxa
MOIJIH A3 Ce IOSBAT XaJIonuHanuy. [Tanpenrure TpabBa 1a GHuaT NpenyIpeacHH 32 BE3MOMHOCTTA OT
NOABA HA XAMOLUWHAMHA (TIpeMMHO 3pHTENHH) (8. T0uKa 4.8).

T1pyn manpennana Gonect Ha ITapKAHCOH, P KOMOUHUPAHO JIeYeHHE ¢ JIEBOLOHR, ¢ Bb3MOXKHa HOABATA
Ha JUCKWHE3M IO BPEME HAa NLPBOHAYAJHOTO THTPHpAHE Ha J03aTa IpaMuiekcol. IIpH mosBaTa WM
TpAGBA la ce HaMAIX JO3aTa Ha JIEBOONA.

INpaMunexcon ¢ CBbP3BA CHC COMHONEHTHOCT M €IM30AM HA BHE3ANHO 3acIHBaHe, OCOOEHO MpH
nanuenT ¢ Goniect Ha IlapkuHcon. B penx cnyyal ce ¢po0ItlaBa 32 BHE3ANHO 3aCIHBaHE TIpe3 AeHd,
rioHskora Ges MaleHTsT Ja 0Ch3HABA TORA WK Oe3 HpenynpenuTenty npiusHaity. anventute TpaOBa
Ja GBAaT mpedyNpedcHH 3a TOBa W Ja OBAAT NOCHBETBAHM Aa CA BHHUMATENHH UpH IO(GHpaHe HIH
pafoTa ¢ MallliHH IO BpeMe Ha JIeUeHHMe C HNpaMUIeKcoN. IlalMeHTHTe, NpH KOHUTO C& TOSBIRA
CHHJIHBOCT ¥W/H/IM €IM30M HA BHE3AMHO 34cHuBaHe TpAGBa Oa ¢& Bp3nbpKaT 0T odupane win padora ¢
Maimuay. OcBeH TOBa TpAOBa Ha ce 0OMUCTY HAMANABAHE Ha NO3ATA MM NPEKpaTsIBaHe Ha TepaluiIa.
[Topanyt BE3MOXKHH aNUTHBHH e{(eKTH MallMeHTHTe, KOUTO IpHeMaT IpYyTH CeHATUBHH NekapcrBeHy
IpOIYKTH HAH AKOXON B KOMOMHAHMA ¢ IpaMHIEKcoN, TpiabRa na OBAAT [OCHBETEAHH Ia ObIar
Hpennasuen (K. Touxa 4.7 1 rouka 4.8).

IMpy maUMeHTH, NeKYBAHW ¢ HONAMHHOBY AroHWCTH, BKIOUHTENHO NpPAMHUICKCON 3a OonecT Ha
TTapkuHCOH, c¢ ¢HOOIIABAT MATOJIOTAYHA CKIOHHOCT KBM Xa3apT, MOBHINEHO JMOHAO M JIOBHIIEHA
cekcyarsoct. ITo TazH NpHYAHA NalueHTHTe W oOCyKBaltuTe i TpaoBa na 0pmar uadOpMUpaHd 33
BBE3MOMKHATA IIOABA HA JOPYTH IOBEHEHYECKH CHMITTOMH HA HapyllleH HMITYJICHBEH KOHTPON H
HEMPEeoARIIMN KeJlaHu KaTo CKIOHHOCT KbM NpedifaHe M KOMOYACHBHO masapysade. Tpabea na ce
o0MACITH HaMalBaHe/TIOCTENICHHO CITHpaHe Ha J103aTa.

ITanueHTHTe ¢ NCHXOTHUHE HapyHieHns TpﬁﬁBa lla Ce JIeKyear ¢ JONaMWHOBH arOHHCTH CaM(C B
CiyqanrTe, Koraro odaxKpaHara rmoyisa € o-rojiaMa 0T DOTCHIHANHNS PHCK.

Tpabea ma ce m30ArBa eIHOBPEMEHHOTO NpHIAraHe Ha aHTHIICUXOTHMYHM JIEKAPCTBEHM IPOAYKTH H
HpaMuneKcon (Bx. Touka 4.5).

IIpenoppuBat ce o(TANMOAOTHIHM NPerieAy Ha PeNOBHM MHTEPBANM WM IIPH IOABA HA aHOMANNUA B
3peHHeTo.

Tp Te)XKO CHPASUHO-CHAOBO 3a00JABANE JIEYeHHETO TPAORA Ja ce NpHara BEEMaTe Ho, ITpenopsusa
ce MOHMTOpHpaHe Ha KpHBHOTO HaJlsTaHe, 0COOSHO NpH 3alouyBaHe Ha JeYeHHETO, IIOPajH PHCK OT
OPTOCTATHYHA XUTIOTEH3M, CBhp3aHa G JONAMUHEPIUIaTa Teparsl.

ITpA BHE3AITHOTO CIIHPaHe HA JONAMHUHEPTHYHA TEepanust ca CHOONMIEHM CHMITOMH, IPENIOiarally
HeBpoJeIITHYeH MaNurHeH CHHOpoM (B, Touka 4.2).

4.5 BzammomeiicTBHE ¢ APYIrH JEKAPCTEEHH NMPOAYRTH H APYrH (OPMHE Ha B3anMoieHCcTBHE

[TpaMuIeKCON Ce CBBP3Ba B MHOTO HACKA CTENeH ¢ IUasMeHuTe nporeHHH (< 20%) M mpH xopa
IpeThpIsiBa Majka CTeNeH Ha OHoTpaHcdopMaimad. Ilopany ToBa He Ce OYAKBAT B3aHUMOZEHCTBHA C
LPYrH JIeKapcTBEHM NPOXYKTH, IOBIMABAIM CBBP3BAHETO C IIIA3MEHHTE TPOTEHHH MDA
eMIMHHHPAHETO Upe3 GuoTpancthopmanyd. Thi KaTo aHTHXONIUHEPIHYHHTE [IPENAPaTH Ce eUMHUHUPAT

BBRIIPEKH e He C¢a NPOBEHCHH IIPOY4YBaHMA Ha BGaHMOﬂei'ICTBHeTO c aHTHXOHHHe']?); ﬁt
Hama (bapMaKOKHHBTH‘IHO B3aUMOReliCTBHE ChC CEICHKHAKH K JIEBOXONE. // ‘gxf / ek ]
ST N l:"zi?w
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HumeTiavy nonmkasa 650pedHHs KIMPBHC HA NPaMHTIEKCON ¢ NPUOIH3MTENHO 34%, BepOATHO
ropaiy HHXHOMpane Ha KATHOHHATA CeKpeTOpHa TPAHCHIOPTHA cicteMa B p6peunure Ty6yau. Tlopanu
TOBR JIEKAPCTBEHH HPOXYKTH, KOMTO Ca HHXMOMTOPH Ha TO3H AKTHBEH ITBT 3a eNMMUHHpaHe Ipe3
OLOpenTe WM KOHTO Ce SMUMMHHpAT MOCPE/ICTBOM HEro, TAakHBa KAaro IMETHAHH ¥ aMaHTaguH,
MOTaT Jia B3auMOZAeHCTBaT ¢ MPAMMIIEKCO, B PE3YNTAT Ha KOSTO MOXKEe Jia C& NOHIDKH KIHPBHCET Ha
¢/TMHHS HIIM | Ha 1BaTa JIEKAPCTBeHR Mpoaykra. [TpH eAHOBPEMEHHO MMPUIATAHES HA T3 MeKAPCTBeHY
APONYKTH ¢ IPaMHUIIEKCOoN Tpa6Ba Ja ce 00MMCIM HaMATIBaHe Ha 03aTa Ha MPAMHIIEKCOI.

Koraro TpaMHIIEKCONl Ce JaBa B KoMOMHAOHA C JISBOAOIA Ce OperoppyBa HAMaJIABaHe Ha X03aTd Ha
JICBOAONIA 1 3aIla3BaHE Ha N03aTa Ha NPYTHTS aHTHIAPDKHHCOHOBH JICKAPCTBECHH TIPOOYKTH, HOKATO Ce
IIOBHINIABA 103aTa Ha TPaMHUIICKCOIL.

Hopa;:m BBE3MOXKHH aiUTHBHI GCI)BKTI/I NanuenTHTe, KOHUTO NpHEMAT JPYTH CeNaTHBHH NIEKapCTBEHH
Cpeacrea HIH ANKOXOJI B KOM6HH3.I.[H5[ C HpaMHHGKCOJI, TpﬂﬁBﬂ aa 6’b,I[ElT TIOCHEBETBAHI A 6’1:,[[6.'[‘
TpeAnasIuBL.

Tpabea ma ce H30sATBa €IHOBPEMEHHOTO NpPIIATaHEe HA AHTHICHXOTHYHY JIGKAPCTREHM CPEACTBA H
NpaMHIEKCOI (B, Touka 4.4), ThH KaTo MOraT Jia ce OUaKBaT 2HTATOHHCTHIHY eeKTH,

4.6 BpemMeHHOCT H KbpMeHe

EQexTsT IpH Xopa Mo BpeMe Ha OpeMEHHOCT H KbpMeHe He € IpoydyeH. IIpaMumexcon He e HMMal
TEpaToreHeH eeKT NPH ITEXOBE M 3aiffil, HO € OHJI eMOPHOTOKCHYEH NPH IUIBXOBE B 103K, TOKCHMHH
3a MadikaTa (B:x. Touka 5.3). IIpamMunexcon He TpAGBa Aa ce H3MON3BA I10 BpeMe Ha OpEMEHHOCT, OCBEH
B Cilyyalf Ha KaTeropudHa HeoOXONMMOCT, T.¢. KOTaTo NMOTCHHHAaNHATA 033 HaABHIIABA OYAKBAHHS
PHCK ITC OTHOIIEHME Ha deTyca.

Teil KaTO JIEYEHHETO C NPAMHIIEKCON MHXHOHpa CEKpeljusTa Ha NPONAKTHH MpH XOpa, ¢& OYaKBa
crHpase Ha kbpMara. He ca mpoBemeHH MPOYYBAHHS YIPH JKEHH ITO OTHOWIEHHE HAa SKCKDELHSITA Ha
NpaMHUNeKcon B KbpMaTa. IIpH IUTBXOBe KOHIEHTPAIATA HA CBBP3aHATA ¢ AKTHBHOTO BEINECTBO
PaIHOAKTHBHOCT B KbPMATa € [10-BHCOKa OT TA3H B INA3MAaTa.

TMopamu JMIICa Ha JaHHHA [IPH X0pa, NpaMUIIeKCo) He TpabBa Ja ce fipuiara B repuota Ha kbpMmene. B
cify4ait ue yrmorpedara e HaAoKuTelHa, KbpMeHero Tpabba Aa ce npeycTaHoBH.

4,7 Edextn 8bpxy cnocoGHOCTTA 3a INohupane H padoTa ¢ MAIIHHA

Tlpamumekcon MOXe Aa I[OBIMAe B 3HAYHTENHa CTENEH CHOCOOHOCTIA 3a wWodHpane H pafoTa ¢
MAIVHY, Bp3MOKHa € NOAB2 Ha CHHIMBOCT H XAMOLUHAIMHY,

TamyenraTe, JeKyRaHH ¢ IPaMHIIEKCON, NpH KOWTO ce HabmiojaBa CHLHIHBOCT W/HIH BHE3allHO
sacmuBaye, Tpabba fa Gbaar npenynpeAeHH Aa He IodHPaT X Aa He yNpaXHABaT AeHHOCTH, [IPU KOHUTO
HapyImeHaTa GAUTENHOCT G1 M3JI0MKHUIA TAX WM OKONHNUTE Ha PUCK OT CEPHO3HO HaPaHABAHES HIIH CMBPT
(zanpumep pafoTa ¢ MALIHHH) 0 H3YE3BAHETO HA TE3H NOBTAPAIIH C SIU30MH 1 CBHAMBOCT (BXK. CHIIO
ToukH 4.4, 4.5 u 4.8).

4.8 Hexenaru JeK2PCTBENH peaKHA

Tlpy ynotpebata Ha MPaMANIGKCON C& OHAKBAT CICHHUTE HOENAHH PEakIuu: MATONOTHYHY CHIMIL
AMAE3HS, TOREGISHUESCKH CHMITOMH HA HapylIeH HMITY/ICUBEH KOHTPOJ M HElIPEOTHAUMK 3;;6}1‘51{11{1&;1@3%4)‘
CKJIOHHOCT KBM MpesmKAaHe, KOMITYJICHBHO Na3apyBaHE, XUIEPCEKCYATHOCT H na'ronommm .IIOHHUB &4 \
Kb6M XazapT; oObpKkBaHe, 3arek, 3a0myay, 3aMadHoCcT, DUCKHHE3Hs, JHCTHEd, yMOop ‘xaﬂ;ougmauﬁg; N
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raagoGoire, XHIepKUHEesA, XUIep(aris, XUnoTensusd, 0e3CbRIe, HapyIIeHHs Ha A E,uqirg,:;f;a,geux;b,';@ { "‘_ b
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napaHod, IepuQepeH efeM, NHEeBMOHHUA, IIPYPHUTYC, O0PHB M APYTH NPOSBH HA CBPBXUYBCTBHTENHOCT,
Ge3anoxoficTBO, CHHMMBOCT, €NH3ONM Ha BHE3ANHO 3ACNMBAHE, CHHKOI, HAPYINEHHS HA 3pEHKETO,
BKTFOYHTENHO HEACHO BIDKAAHE H HaMmaseHa 3pUTeiHa OCTPOTa, MORPhIIaHe, HaMaIARAHE Ha TEECHOTO
TErJIOTO, IOBUILIABAHE HA TENECHOTO TEIIO.

Be3 ocHOBa Ha aHAAK3A Ha cOGOpPHK NAALEOO KOHTPOJIHPAHW IIPOYYBAHHA, B KOUTO ¢4 ydacTBamu 1923
NalMeHTH HA NpaMUNeKcoNl H 1354 mandeHnra Ha mianebo, HeXeNaHW JEKAPCTBEHH PEaKiu ca
cHOOLIABAHM UECTO M B ABETE IPymH. 63% OT NalMeHTHTEe Ha NPAMUTIGKCON H 52% OT NalUeHTHTE Ha
Iwiane0o ca ChOOIIKIIA 1I0HE €IHA HeKellaHa JIEKapCTESHA PEAKIHL,

Tabmaua [ rOKasea YeCTOTATA HA HENENAHM JNEK2PCTBEHHM PEAKIUM OT ILIaueb0-KOHTPOTHpaH:
KIHHAYHA HpoyuBaHus ppu Gonect Ha Ilapkuncon. Hexenauure MeKapCTBEHU pPeaKUHUH, NOKa3aHM B
Te3w Tabnula ca CeOUTHMATA, KOHTO ¢a & NOABHIH rmpH 0,1% i oBede OT MauueHTHTe, JIEKYBAHH ¢
NPaMHIEKCO M Ca GriH CHOOIIABAHY 3HATUTENHO 110 YECTO NPH MAIMEeHTH, IPHeMAIY IPaMHIIEKCOL,
B CpaBHEHNe C TUanebo Wi ChOMTHS, KOHTO Ce CMATAT 33 KIMHWYHO peneBaHTHU. IoBeueTo OT
YECTHTE HEXKENAHY JIEKapCTBEHH DEaKnMH €a JIeKH JO CPEAHO-TEKKH, KaTo OCUKHOBEHO 3aIouBat B
HAYaIOTO Ha TepamuATa H HMa TEHISHIUA Ja H3Ye3RaT, JOPH KOTaTo TepallusaTa e npoXbiDKeHa.

B pamknaTe Ha CHCTEMO-OPPaHHUTE KJIAaCOBE HEXEJaHWUTE JISKAPCTBEHH peaktHH ca M30poeHu cropen
yecToTaTa {Opof NMaUMeHTH, MPH KOMTO c¢ OYakBa [a Ce IIPOSBM PEAKINHTa), KaTo C2 H3MON3BAHH
CNERHATE KaTeropHu: MHoro dectH (= 1/10), wectn (= 1/100, < 1/10), Heweeru (= 1/1 000, < 1/100),
penxu (= 1/10 000, < 1/1 000), muoro peaxu (< 1/10 000), ¢ Hem3BecTHa FecTOTA (OT HAMYHHTE NAHHH
He Moxxe o2 ObJ(e HATIPaEeHa OLIGHKA).

Hati-gecTo ch00MaBaHuTe HEXENAHH peaknuM (> 5%) mpu manwentH ¢ Oonect Ha IlapxwuucoH, rio-
YecTO IpH JIeYeHHe ¢ NpaMHIeKcoN, B CpaBHeHWe ¢ IaneGo, ca rajeHe, JUCKHHE3Hs, XHIIOTEH3HS,
3aMasHOCT, CBHIMBOCT, OC3CBHME, 3ameK, XaNONMHALMM, INaBoboiHe W yMopa. Crydaure Ha
CHHJIHBOCT C€ YBEJHYARAT IIPH JO3M MO-BHCOKH oT 1,5 mg/ nen (mx. Touka 4.2). Tlo-uecTa Heskenana
PeaKIps NMpu KOMOHMHAIIMA ¢ NEBONONA ¢ IMCKHHE3Wd. B HavyakoTo Ha JieyeHHETO Moxe Ja ce
Habmomasa FOABA HA XUMTOTEH3HA, 0codeHo IpH Ghp30 THTPHPAHS HA 03aTa MPAMHTICKCO,

Tabauna 1 ,
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IMpamumekcon € cBhP3aH OhC SoMHONEHTHOCT {8,6%) 1 HeyecTo ce CBBP3IRA C NpexalleHa CHHIMBOCT
mpe3 IeHd i eMH30KH Ha BHesamso 3acmurane (0,1%). Bk csmo rouka 4.4

TIpaMBIOEKCON MOXe Na e CBBDPIaH W ¢ HapynmieHus Ha nubumoto {mosmmero {0,1%) mwm RaManeHo
(0,4%a)).

[pr mauHeHTH, TeKYBAHH ¢ AOTAMWHOBH STOHWCTH, BKHIOUATENHO € HPAMEIEKCON, OCOGSHO BBB
BHCOKH ZI03H, 3a Gonect Ha ITapxmHCoH, ce choflIaBa 3a HpOABH HA [GTOACTHYHAE CKACHHOCT KBM
XazapT, MOBHINEHO THOHNO H XHIIEPCEKCYARHOCT, KOUTO O0HKHOBEHO ca OBParHMI NIPH HaMaJiiBaHe Ha
J03aTa HAH NpeKpaTsBaHe Ha negekneto. Binire camo Touxa 4.4,

4.9 Ilpegosupane

Hama kIHHHYEH OIAT ¢ TEXKM Ciyyan Ha npenosupase. UUakBaHHTS HOWEAAHH peakilud ca TEe3H,
CHOTBETCTBAIK Ha (hapMakoMUHAMMIREA npo(ul Ha JONEMHHOB arOHMCT, BKIIOYRAIH TIafgeHe,
MOBpBINAHE, XHIIEPKHHE3Ms, XAMIOLURANNE, AXUTAHS ¥ NANOTeHsMA, HaMa yCTaHOBEH aNTHIOT IIPH
IpeJOo3MpaHe ¢ NOMAMHHOB arORMCT. IIpW Bamiuue B CAMITTOMH 33 CTHMYMpPaHe Ha LIHTpajlHata
HEPBHA CHCTEMA MOKe Ha ce MPHAcKaT Hepponenruim. Ilpu mpenosmpane mMoxe A8 ca HeoGxonumu
OB TONTBLPIKAIM METORZH B KOMOWHAUMS ¢ [pOMIBKA HA CTOMANA, HHIPABEHOSHH HH(Y3UH,
NpHnara”de Ha akTHBeH BerieH ¥ EKI" MognTOopupane.

5. GMAPMAKOJOI'MYHH CBOHCTBA

51 <dapMaKGIHMHAMIYHN CBOHCTRA
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DapmaxoTepalleBTHIHA Fpyna: JoIaMunoBy aroHucry, ATC xon: NO4BCOS

HpaM[/I[[eKCOII € 10naMHHOB aroHHCT, KOUTO ce CEB[}3BA C BHCOKA CENEKTHBHOCT H CI'ICL[I’I(PI/I‘IHOCT cD2
JONMaMHHOBHTES PELENTOPH H MOO-CIICUHATHO HMa a(I)HHHTCT KBM TexHud nonteno D3 # ¥Ma OepHA
XapakTepHa aKTHBHOCT,

TIpamuarexcon ofnexyaga nposBuTe Ha FJapKHHCOHOBZ MOTOPHA HEXOCTATHUHOCT Upes CTHMYJIHpae Ha
JOTIAMHHOBATE pelienTopy B crpuatyma. IIpoyvBaHusa NpH SKHBOTHM IIOKA3BAT, 4 IPaMHIEKCOI
HMHXUOHPa CHHTE3, OTHENAHeT0 U MeTafoNn3Ma Ha JONaMuH.

Ipyt noGpoBONLE € HabIoAaBaHo 103a 3aBHCHMO HaMajIeHHe Ha IIPONaKkTHH.

Kminpaan npoyusanmg npH Gonect Ha [1apKUHCOH

HpaMPlHeKCOJI HaMalldBa OPH3HAOWTE H CHMITOMHTE HAa HIHONATHYHATa Gonect Ha HapKHHCOH pr
NAUHESHTH.

TlpoBenenn ca KOHTPOJMMpPAHH KIHHWYHH OpoyuBaHud, Bkmousamm 2100 manmedTH B cramumii Ha
sabommane I-IV mo Hoehn u Yahr. Ot tax mpubmmsurento 900 mampienty, kouro ca OWIH B I1O-
HalpenHant craqui Ha EaSOHHBaHeTO, ¢a noydaBaji CHOBTCTBAINO JISHUCHHE C JIEBOXONA I Ca
CTpagainy OT OBATATENHH YCI0KHEHHAT.

TIpu panna ¥ HanpenHana OonecT Ha ITapKMHCOH edHKACHOCTTA HA TIPAMHIIEKCON B KOHTPOIHPaHHTe
KIMHAYHE NPOYUIBaHUA Ce € MOANbPIKaa 3a NEPHON OT OKOJIO IIECT Mecella, B 0TBOpeHH NpOABILKEHHA
Ha NPOyYBAHMSATA 32 ITepHON Hal TpW TORHHM He ca OTOeNdsaHM NpH3HALW Ha NORWKABaHE HA
ebukacyocTTa. IIpH SIHO KOHTPOJIMPAHO ABOMHO-CIIAIIO KIHHMYHO NMPOYYBAHe ¢ OPOABMKHTEIHOCT 2
TONHHY, HAYATTHOTO JICUeHHEe ¢ NPaMHIEKCOJ 3HAYATENHO € OTIOXKMIO HACTHIBAHETO HA ABHTATCHHE
VCIOKHEHHSA ¥ B CpaBHEHYe ¢ HAYaJHOTO JIEYeHHe C JIEBOJONA € peflylMpano TAXHATA Nossa. Toma
OT/Iarale Ha JBHTaTeHHTE YCHOXHEHMA NPy IpaMunexconl Tpibba jJa ce GanaHcHpa CnpaMo TO-
roiaMoTo nonoGpenye Ha ABUraTenHaTa GyHKIM Ipy JEBOAONA (H3MEPEHO Upe3 CpefiHaTa HpoMsHa B
AHgekca #a UPDR), Ofmara gecToTa Ha XaMOLMHALMH ¥ CHHIMBOCT 10 NPHHLMI e §Hia I10-BHCoKa
BBB (pasara Ha yBeJIHUABAHE Ha Jozara NPH IPymara ¢ NpaMHIEKcosl, BBIpekd TOBa, HE € HMAlo
3HAYHTENHA PasnuKa Ipe3 nojpfppikamara dasa. Tesd AaHHH TpAdBa Ha ce B3EMAT IPeNBHE LpH
3a7I0YUBaHe Ha JeYeHNe ¢ MPAMUIIEKCoN NpH nanpenty ¢ 6onect Ha IlapkuHCOH.

5.2 @apMaKOKHHCTHYHH CBOICTBa

[Ipamunekcol ce pesopGupa BP0 ¥ H3LANO CIIeX NepopaieH npHeM. AGcomoTHaTa OHMOHATHYHOCT €
noseue or 90% H MakCHMAJHHA ITa3MEHH KOHICHTPAIME ce JocTHraT Mexay ! u 3 gaca. IlpuemsT ©
XpaHa He HaMaliBa cTencHT2 Ha abcopbUps Ha NpaMHNEKCO], HO NOHHKaBa HeHATa CKOPOCT.
TIpamuriekcoll TIOKasBa jMHEHHA KUHETHKAa M MasKH PasliMyud B IUIa3MEHHTe KOMUEHTDANHMK MpH
OTAENHUTE HAHEHTH.

CBLp3BaHETO Ha TPAMMIEKCON C NPOTEHHMTE NPH XOpa € MHOro HHcko (< 20%), a ofempT Ha
pasnpegenedne e romam (400 1). Tpu murbXose ca HaOMIOZABAHH BHCOKHM KOHLEHTPALMH B MO3bUHATA
TBHKaH (OKONMO 8 IBTH MO-BUCOKH OT TE3U B IUIA3MaTa).

by
HpaMHHBKCOJI ce Me’raﬁomsﬂpa B HUCKA CTEICH B YORCIIKHA OPraHu3bM. /;',"" o

OCHOBHMIT IBT HA eJUMHMHUpAHe Ha HENPOMeHeHHT NpaMuIekcol ¢ Onbpeuga H /e
0, 14 - 8 oy 01 'é%‘
Tlpu6nusurenso 90% or Geiszanara ¢ *C o3a ce eKckpeT#pa upes GEOpeLTe, a HOMMANKO-G172% £oy
- L AR
OTKpHBaT BBB (ekamuure. OOWMAT KAHPHHC HA NPAMUNCKCON € NPHUOIH3HTENH

8
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OB6peuHHAT KIHPBHC - npubmusurenHo 400 ml/min. BpeMero Ha momy:xuBoT (t'4) BapHpa oT 8 uyaca
Ipy Mitany Xopa 1o 12 gaca IIpH BB3PACTHH.

53 IlpesxnmuuuHd JaHHH 33 GezomacHoCT

IMpoyuranyaTa 32 TOKCHYHOCT IPR MHOIOKPaTHH JO3H [OKA3BAT, Ue NPAMHIIEKCON BIHIE IIABHO BBPXY
tynxmante Ha HHC 1 xeHckaTa penpofyKTHBHA CHCTEMA H BEPOATHO Ce ABIIKAT HA NpeKaNeHo CHICH
thapMaroMHAMHI e e(eKT Ha IIpaMUIIeKCOJL,

HpI/I MankH{ IIpaceHOa € HaOMI0IaBago IIOHMKEBAHE Ha NHMACTOJIHOTO M CHCTONHO HANAraHe ¥ Ha
CHpACYHATA HECTOTA, a TCHUCHIIHA KPM XHIIOTCHINA € or0Oengsana py MaﬁMYHI/I.

ToTenimanHRAT e)eKT Ha OPaMHNEKCON BEPXY PENpONyKTHBHATA PYHKIHAA € IPOYIeH B H3CHEIBAHHES
Ha IIBXOBe H 3aiinp. IIpaMuneKcos He € MMall TepaToreHeH edeKT npu IUTbXoBe H 3alily, HO e GHI
eMOpPHOTOKCHYEH TIPH IUTBX0BE B JI03M, TOKCHTHHM 3a Malikata. Tlopaau monbopa Ha BuAA XKHBOTHA U
OrpaHHMEHIATE HACTSHBAHH NapaMeTpy, HeXellaHuTe Peakiiy Ha IPpaMAIIeKCON BBPXY GpeMEeHHOCTTa B
MBIKKATa PernpoLyKTHBHA CIIOCOOHOCT He €24 HAIlBIHO H3SICHEHH.

Mpamumexcon He € FTeHOTOKCHYeH, B eHC NpoydBaHe 33 KapllMHOTeHeH NOTSHIMAN MBXKH ITBXOBE Ca
DasBHIM XMIlepIasis Ha Knetkure Ha Leydig ¥ amenoMu, koero ce o0gcHIBa ¢ HHXUGHpamys edekr
HA TPaMUIEKCON BRPXY NMpoNiakTHa. TesH JaHHy He ¢a KIMHHYHO PeJieBaHTHH 3a Xopa. ChIHoTO
npoyyBaHe [OKa3Ba, e Npd Ho3u or 2 mgkg (Com) ¥ MO-BHCOKH MpPaMMIIEKCON C& CBBP3Ba ¢
Jerenepalud Ha peTHHATa NpH musxoe anbunocy. Ilocnennara npossa He € Guna nadmonapata npy

NHrMEHTHPaHy ITBX0Be U He € HaGmonapana B 2-TOIANIHO NIPpOyYBaHe 3a KaHIEPOreHHOCT IIPH MHIIKH
IGHHOCH, KaKTO M [IPH HUTO SIHH OT IpYyruTe H3CNEIBaRy BHIOBE,

6. @OAPMAIEBTHUYHH JTAHHA
6.1 CouenLk HA NOMOIIHHTE BeXIeCTRA
Maszrron (E421)

IapesHyHO HUIECTE

TIosgmgon K30 (E 1201)

CHuumMeB JUOKCHY, XoJomneH OesroIen
Marnesuer creapar (E470b)

6.2  HecppMecTHMOCTH
Henpuioxumo

6.3  Cpor Ba roggocy

2 TOMHEN

6.4  Cnenpaien yeAoBHE HA ChXPanenue

Jll;a Ce ChXPAMIBA B OPHIHHAIHATA ONAR0BKa, 34 1A & IPSIIA3H 0T CReTIHHA.

6.5 Jlanuu 3a onaKoBKaTy
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AnmyMyHHI/ATyMUBUEBH GHHCTEpH

Pazmep Ha onaxoskata: 30 mmm 100 Tabietiu

He Bcukn BHIOBE OMAKOBKH Morat Ad GpHarT MyCHaTH B Hpofaxoa.
6.6 CrneudaJHH APeIRA3HH MEPKH NPH H3XBLPJsSHE

Hama crienmanyy H3HCKBAHMA.

7. HPHTEXATEJ HA PAPEIHEHHETO 3A YIIOTPEBA
Glenmark Pharmaceuticals s.r.0.

City Tower, Hvizdova 1716/2b

140 78 Praha 4

Yemka Pernybmika

8. HOMEP(A) HA PASPEINEHHETO 3A YIHOTPEBA
Glepark 0,088 mg - 20090115

Glepark 0,18 mg - 20090118

Glepark 0,35 mg -20090117
Glepark 0,7mg  -20090116

9, JATA HA HOBPBO PA3PEIIABAHEIIOJHOBABAHE HA PA3SPEINEHHETO 3A
YIIOTPEBA

18.03.2009

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

Hoemepu 2009

10

Bepews 4, axyapu 2008 r.




