KPATKA XAPAKTEPUCTHKA HA IIPOJYKTA

1. HME HA JEKAPCTBEHHA NPOAYKT

glepark 060888 mg tabéets R3NLRHUTENHA ATEHLUA N0 NEKAPCTBATA
aenapk 0,088 mg TabieTn Kipamxa Xapaxmepuciie Ha npogyxme - puaoxenue 1
Glepark 9,18 mg tablets Kom Pez. Mo pz AR W
Tnenapx 0,18 mg rabneri

paspeeis twnd 020Y 1. 89, U3 200
Glepark 0,35 mg tablets
T'nenapk 0,35 mg TabnerKn Ogotperue Ne i
Glepark 0,7 mg tablets

I'nenapk 0,7 mg TabaeTkn

2.  KAYECTBEH 4 KOJIMYECTBEH CHbCTAB

Glepark 0,088 mg Tabuaerku chrubpxar 0,088 mg npamunexcon (pramipexole) Gasa (nox ¢opMaTa Ha
0,125 mg npaMHIIeKCONIOB AMXMAPOXIOPUA MOHOXHIPAT (pramipexole dihydrochioride monohydrate)).

Glepark 0,18 mg Tabnetkn cenbpxar 0,18 mg npamunexcon (pramipexole) Gasa (mon dopmara Ha
0,25 mg mpaMuneKCONOR IUXHAPOXIIOPHN MOHOXUApAT (pramipexole diliydrochloride monohydrate)).

Glepark 0,35 mg Tabnetkn chubpxar 0,35 mg npamanexcoa (pramipexole) Gasa (mox dopmara Ha
0,5 mg nMpaMuIIeKcoIos THXHAPOXIOPHI MOHOXUNDAT (pramipexole difbydrochloride monohydrate)).

Glepark 0,7 mg TabneTkn cpaspikar 0,7 mg npamunexcol (pramipexole) Gaza (nox dhopMara Ha 1,0 mg
MPpaMIIEKCONOR HKIXUIPOXIOPUIN MOHOXUApaT {pranipexole dihydrochloride monohydrate)).

Brumanue:

Ho3uTe npaMANEKCcoN, MyOnuKyRaHR B INTEpATypaTa ¢& OTHACAT 3a HeroBarta Coil

Topamu ToBa no3uTe mie GpAaT M3Pa3IBaHy NIO-NOJY KaTo mpaMunekcon §asza i KaTo NPaMHIEeKCOoT Mo
thopmara Ha coli (B ckoOR).

3a IBNHUA CIHCHK HA ITOMOIIHETE BEIECTRE, BIKTE TOUKA 6.1,

3, JAEKAPCTBEHA ®OPMA
TabNerKu

Glepark 0,088 mg: kpBrimy, Genn, MIOCKH TabHeTKH ChC ckocelu pEOoBe, rpaBupani ¢ ,,PX* ot exnara
crpana ¥ 6e3 0603HAUSHIHSA OT APYTATA CTPaka,

Glepark 0,18 mg: xpsrim, Genn, INIOCKH HeoOBUTH TabNETKH CBC CKOCEHU phOoBE, rpaBﬁp‘a
H ,, ] OT BegKa cTpaHa Ha JISNUTEAHATA WepTa OT efHATA CTpaHa M ¢ J:[enmenﬂa ,xzé'

crpaHa. TabmetkaTta MOke fa OBble pasAeieHa Ha ABE PaBHI NONOBHHHA. ~\‘
Glepark 0,35 mg: xpbriy, Gemu, IICCKH HeoGBUTH TA0NETKH CBC CKOCEHH phboRe, {p
»2°* OT BCAKA CTPAHa Ha HENHTENHATA YepTa OT eAHATA CTPaHa H ¢ JeTHTeNHa T-IepT ﬂ
TabnerkaTa Moxe Ja OB pasfencHa Ha JIpe paBHH NOJOBHHMY.




Glepark 0,7 mg: kppraM, Oeau, IIOCKH HeoOBUTH TabNeTKH CbC CKOCeHN prioBe, rpasupany ¢ ,,PX* n
»3% OT BCAKa CTpaHa Ha JeJMTENHaTa YepTa OT €IHATa CTPaHa H ¢ NeNATeNHa yepTa OT UPYraTa CTpaHa.
Tafnetkara Moxe Ja GbOe pa3fencHa Ha FBe PaBHH IOACEHHM.

4. KJWMHWYHHA TAHHH
4,1 TepaneBTii9HH NOKAZAHHA

Glepark e moxasaH 3a edeHHe HA IPU3HALMTE U CHMITOMUTE Ha MOHONaTH4Ha Gonect Ha [TapkuHCOH
camocToATeNHO (6e3 meBojona) My B xoMOMHAIMA ¢ JEBOLOMNA, T.. B XO4a Ha 3a00JIABAaHETO Mpe3
KBCHUTE CTAIvA, Koraro e(ekrsT Ha NeBOoNONa HaMalliBa WM CTABA HEMOCTOSHEH M ce Habmoaasat
dnykryanun B TepaneBTHUHMA edexT ((QIyKTyaumu [OpH M3UeplBaHe Ha Josara WA ,on off*

(ryxTyarym),
4.2 Ho3upoBxa B HAUHH HA OPNJcKeHHe

Tafnerkure TpabBa Aa ce MpHeMAaT NMepopaiHo, KaTo ¢e MOTNBIIAT ¢ BOJA 1 MOTAT Jia Ce NPHEMAT ChC
min Ge3 xpaHa. JIHeBHATA [03a Ce paslpesens NOpaBHO Ha TPH OTAEAHH IpHEMA.

Hauanno nevenue:

Josute TpsOBa IIOCTENEHHO Aa ce IOBRIIARAT, KaTo ce 3amoune ¢ (,264 mg 6asa (0,375 mg con) Ha IeH,
cliell KOeTo Ja ¢¢ TMOBHILABAT Ha BCeKH 5-7 JHH. AKO NAlHeHTHTe He MONY4YaT HEIIOHOCHMM He:KeNaHH
JeKapcrBeHH peakiud, mosara Tpalea Aa ce THTpHpa N0 IIOCTHIaHe Ha MaKCHMaleH TepaleBTHYeH
eexr.

CxeMa Ha FO3HpaHE HA NPAMUENEKCOJ Ype3 MOBHINABAHE HA NO3HTE
Ceavna JHoza O6ma nuerHa 103a Joza O01a AHeBHA 003A
(mg 6a3a) (mg 6a3a) (mg cox) (me cox)
1 3x 0,088 0,264 3x0,125 0,375
2 3x0,18 0,54 3x0,25 0,75
3 3x0,35 1,1 3x0,5 1,50

A¥Ko ce Hanara IMO-HAaTaThIIHO MOBHINABAHE HA A03aTa, HHEBHATA Mo3a TpAGEa Aa ce mosumasa ¢ 0,54
mg 6aza (0,75 mg col) Ha ceAMHIA N0 JOCTHTaHe HA MaKCHMalHa AHEBHA Jo3a 3,3 mg 6asa (4,5 mg
COJT) Ha JeH.

Tpabsa ga ce orfenexu odave, ye CIyyanTe Ha CHHIMBOCT C€ YBENMYaBaT IPH AO3M MO-BHCOKH OT 1,5
mg/ neH (Bx. Touka 4.8).

Toddrepacauo nevernne:

Hunusunyansara nosa Tp:absa ga 6bae B pamkute Ha 0,264 mg 6a3a (0,375 mg coa) A0 MaKCHMAIHa
noza 3,3 mg 6asa (4,5 mg com) Ha zeH., Ilo BpeMe Ha TPH OCHOBHH IIpOY4YBAaHMs ¢ NOBHINaBaHe Ha
[03aTa Hadanoro Ha edexra e HaGmomasaHo npu JHesHa Ao3a 1,1 mg Gasa (1,5 mg com). ITo-HataTeK
nozarta TpAGBa a ce afanTHpa B 3aBHCHMOCT OT KJIMHHYHIA OTFOBOP U II0ABATA HA HEMKEIIAHH PEaKiHL.
B KIHHHMYHE WANUTBAHEA OPRONHMRUTENHO 5% OT MAUMEHTHTE ¢a IOIYUABAIH JO3H IT0J 1 L
con). [lpn wartpensana Gonect Ha ITapkiHCOH fo3H mo-BucokH oT 1,1 mg (1,5 mg con
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TAUKEHTH,
Ipexpamasane na nevenuemo:

BHe3anmHOTO NpekparTABaHe Ha JOTMAaMHHEPIHYHOTO JIeUeHHE MOXKEe [a NOBEHEe N0 pAa3sBHBAHETO Ha
HeBPOJICNTAYeH MalUrHeH cuHapom. ITo Tasy mpudmHa NpaMUIeKcoN TpiGpa na Ghie HAMANSBAK
roctenenHo ¢ 0,54 mg Gasa (0,75 mg con) Ha AeH, AOKAaTO HHEBHATA 1034 C& IOHWKK 20 0,54 mg Gaza
(0,75 mg com). Cnex Tosa jo3ara TpabBa xa ce moHMWXKaBa ¢ o 0,264 mg 6aza (0,375 mg con) Ha xen
(Bx. Touka 4.4).

Hosupane nipu nayuenimu ¢ 6vOpeyny yepescoans.

EN¥MHHHpaHETO Ha IPAMHINEKCON 3aBHCH OT 6n6peuHara QyHKIwa, 3a 3amodBaHe HA JIEYCHWETO CE
NpenophuBa CASARATA CXeMa Ha JO3HpaHe:

ITpu naumeHTH ¢ KPeaTHHMHOB KNMpBHC Hax 50 ml/min He ¢ HeoGXOHMMO MOHMKARAHE Ha JHEBHATA
1033,

Tpy nanuedTy ¢ KpeaTHHUAOB KMUPBHC Meay 20 1 50 ml/min, Havansara [HEBHA 1032 IPAMUIIEKCON
Tpa0Ba Jta Ce pasnpeneny B ABa OTIENHN NpHeMa, KaTo ce 3anouse ¢ 0,088 mg Gaza (0,125 mg cox) npa
meTH Ha AeH (0,176 mg 6a32/0,25 mg con AxeBHo).

IIpy mauwienTs ¢ KPeaTHHHHOB KAMpHHC mox 20 ml/min JHeBHATa /l03a mpaMuIeKcoX TpabBa Aa ce
npHIara eFHOKPATHO, KaTo ¢e 3ancuHe ¢ 0,088 mg 6aza (0,125 mg cox) AueBHO.

Axo OB6peunara (GyHKUMS Ce MOHMKABA IO BpeME HA MOANBPIKAINOTO JieyeHHe, AHEBHATA 103 HA
NpaMHNEKCON TPA0BA 1A C& HAMaJLiBa C TOJNKOBA MPOLEHTA, ¢ KONKOTO C& € MOHIDKUA KPeaTHHMHOBHA
KIHAPBHC, T.6. OPH HAMATABAHE HAa KPEATHHHHOBHA KIHPBHC ¢ 30%, nHEBHATA J103a HA PaMHNEKCON Ce
Hamamiea ¢ 30%. Juepnata mosa Moke la ¢e pasield HA JBa OTAENHM [IPHEMAa NPH KPeaTHHHHOB
knupeHe Mexay 20 and 50 mi/min ¥ Aa ce mpHeMa eNHOKPATHO MPH KPEATHHHHOB KJIMPHHC 1o 20
ml/min.

Aosupane npy nayuenmy ¢ HeprHoOPOBHY VEDeNCOOHUA

He e neobxommvo ananTHpaHe Ha JO3aTA TIPH MAUMSHTH ¢ YepHOIPOBHA HEAOCTATBYHOCT, Thil KaTo
npubusurenno 90% or abcopOdupaHOTO AKTHBHO BEIECTBO @ eKCKpeTupa npes Gubpemmre.
TloteHnHansoTo  MIMAKHe Ha 4HephonpofHATa HeKOCTATBYHOCT BHPXY (DapMAaKOKHMHETHKATA Ha
npaMuriexcon odade He ¢ NPoyUeHo.

Aozupane npu deya u lonoui.

He ce nperophusa yrioTpedara Ha HPAMHIIEKCON FPH Meua Hoa 18 TONMEA HOPayH HICcata Ha JAKHE 34
fesonacHocTra u eMKAcHOCTTA.

43 llporasonorasasus

CBp’bX‘[}’BGTBHT@IIHOCT KbM SKTHBEHOTO BEIIECTRBO HITH KEM HAKOS OT NOMOTIHATE BEIICCTRE,

m
44  CroeusajHn Hpeaynpe:RNeHHA H EPeMA3HH MePKH IpH ynoTpeda / © g\\ﬁ\{APCTgﬁ N
{ N
Koraro ce npeqmicsa NpaMHOEKeo) Ha maMenTy ¢ OhOpesHE YEPeKIAHES 30 JISeH vé* oige”ﬁi“dg%ﬁ {:‘@
TMaprUHCON ce MPerophuBa IOHIKARANE HA JIOIATA CHOPER YKa3aHHATA B ToHKa 4.2, I W Rty < “-"’E%?'i @t ‘1';
\ 5 S
& Py
3 %} j 3 ,4"
\:’; '),:4‘&" (.f
"53’,5, o ;,.f

Bepevs 4, adyapi 2008 r.

‘UE.M 3 V’: nf.a"‘




H3zpecTHO €, 4e IpH JeyeHHe ¢ MONAaMHHOBH ArOHHCTH H JIEBOAOIA KaTO HEeNaHW peakmud Omxa
MOTYIH Ja ¢€ MOABAT XAMouuHalny. [Tanuentare Tpab6ea na ObAaT MpeAyIpeneHy 3a BE3MOKHOCTTA OT
HOSBA Ha XaMOMEHALNY (IpeIHMEO 3puTend) (Bx. Touka 4.8).

Tlpu manpensana Gonect na ITapkHHCOH, TPH KOMOHHHUPAHO JEUSHNE C JEBOJONA, € Bh3MOKHA OSBATA
Ha JUCKHHE3Hs MO BpeMe Ha IEPBOHAYANHOTO THTPHpaHe Ha J03aTa npaMunexcor. IIpH mossara MM
Tps6Ba Aa ce HaMaad J03aTa Ha JIEBOLONA.

IMpamuriexcon ce CBBP3Ba ChC COMHOJNEGHTHOCT M €NM30AH Ha BHE3alHO 3aCTHBRHE, 0COOeHO NpH
nanveHTH ¢ Gonect Ha IlapkaHCOH, B pexxu ¢nydau ce cho0INapa 3a BHE3AMHO 3aclHBaHe IIpe3 AeHS,
NOHSKOT2 03 MalUeHTET Aa OCH3HABA TOBa WM Oe3 NpeAyNpeNrTenHy Tpu3Han, [TannentyTe TpaGea
Ja 6bar HpemyIpeleHH 3a TOBAa M Ja OBIAaT NOCEBETRAHM Jia ca BHEMATENHH IpH Wodupase MM
pafora ¢ MallMHH IO BpeMe Ha JieUeHHe ¢ NpaMUIeKcoN. [JauyeHTHTS, NpH KOMTO Ce HOSBABA
CBHJIHBOCT M/YJIH eIU30 Ha BHE3AIIHO 3acIiHBaHe TPAOBa Ja ce Bh3abpikaT Or wodupate wid padoTa ¢
manmus. OceH Topa TpAOBa fa ce OOMHCIN HaMansBaHe HA Fo3aTa WIH NpeKpaTaBaHe Ha TepanuiTa.
Iopamu BB3MOKHH AAHMTHBHH e(DeKTH NalMeHTHTE, KOWTO NpHeMaT APYTH CeNATHBHM JICKapCTBEHH
OpPONYKTH WM aJKOXOJ B KOMOWHAUMS ¢ NpaMunekcoln, Tpabea ma Obmar mochBeTBaHH Ja Onzar
npeanaius (Bx. ToUKa 4.7 1 Touka 4.8).

Ipn namMenTy, JeKyBaHM ¢ XONAMHHOBY ATOHHCTH, BKIIOUHTENHO IIPAMHIIEKCON 3a OomecT Ha
ITapkuAcoH, ¢e cH00MABAT MATOJOTMYHA CKAOHHOCT KbM Xa3apT, INOBHINCHO THOHMAO H MOBUIIEHA
cexcyairoct. Io Ta3y NpuduHEa NalHeHTHTe ¥ 00CIy:xBauTe T TpaOBa Na 6p1aT HHQOpPMHpaHH 32
BB3MOXHATa II0ABa H& MAPYTH MOBENEeHIECKH CHMITOMH Ha HapyIUeH HMIYJICHBEH KOHTPON H
HENpEoTHAMMH KeJIaHMI KaTo CKIIOHHOCT KbM IpehxlaHe H KOMITYJICHBHO NasapyeaHe, TpaGea Ja ce
0OMHCIH HaMABaHE/TIOCTENEHHO CIIMpaHe Ha J03aTa.

IMagweHTHTe ¢ MCHXOTHIHH HapyIIeHHA 'l'pilﬁBa Ja c¢ JIEKYBAT ¢ OOTaMHHOBH arOoHHCTH caMO B
CIIyUaHTe, KOrato OyakRaHata Iofsa € Io-romiMa OT HOTCHITHATHEA PHCK.

Tpatea xa ce u3dArea €HHOBPEMEHHOTO TIpHAaraHe Ha AHTHNCHXOTHYHH JIEKAPCTREHH INPOLYKTH H
HpaMHIeKCON (B, TOUKA 4.5).

IpenopbyBat ¢e O(TAIMONOIMYHA TIPErienn Ha PEIOBHY HHTEPBANM MY GDPY TOABA HA AHOMAIIH B
3PEHUETO,

HpH TAKKO CHPICUHO-CRIOBO saBIIIBaAHE HEHEHNETD TpHGBa Ja ce rpunara BHHMareilto, I"Ipenopmaa
C& MOHMMTOPHPaHe HA KPBLRHOTO HANATaHE, ocobero TIpH 3A1I049BAHE HA JICHEHHRTO, TIOPAlH PUCK OT
OPTOCTATHYHA XUIIOTCH3N, CRBP3aHA ¢ JOTIAMHHEDIHYaTa TePaTiis,

Tlpd BHEZANHOTO COMpAHE HA NOTEAMMHEPrHuHA Tepands ca choOIIeHY CHMITTOMM, MpPEIToaramy
HEBPONETNTHYSH MANHTHEH CHENPOM (BXK, ToUKa 4.2).

4.5 BaanmopeicyBHe ¢ APYrH JEKRPCTREHH NPORYKTH H APYrH JOPMH Ha B3aHMoneiicTBe
[Ipamuriexcon ce CEBP3BA B MHOIO HHCKA CTeneH ¢ miasmerure npoTemn (< 20%) m npu xopa
IPeTHpIABRA Malka crerteH Ha GuoTpascdopManma. Ilopamm ToBa He ¢é OUAKBAT BIAMMONEHCTBHA C

OpPyTH  JNEKAPCTBEHH NPOXYKTH, TOBAHABALIM CBGP3BAHETO ¢ IUIAIMEHHTE TIPOTEHHH MM
eMEMEIHAPAHETO Ipes 6HOTpauc(popmaum. Tl XaTO ARTHXOMMHEPIHEATE HPETIAPATH ¢ SMMMIHHpAT
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UpmeTunus nomnkapa ObOpeuHys KIHPBHC Ha IpaMHIeKcol ¢ IpaGmusnrenHo 34%, BeposTHO
nopaun HHXuOKUpaHe Ha KATHOHHATA COKPETOPHA TPAHCIIOPTHA cHeTeMa B OhOpeunuTe TySyu. ITopamn
TOB# NEKAPCTBEHM MPOAYKTH, KOHTO ¢a HHXHOHTOPH HA TOSH AKTHBEH IBY 32 eIHMHHREpDaHe Npes
GpbperuTe WM KOMTO €& ENMHMHHHpPAT IOCPEICTBOM HEIO, TAKHBA KATO UHMMETHIHH H AMaHTamiH,
MOrar na BBRHMO,HeﬁCTBaT C IpaMHISKCON, B pe3yNTaT Ha KOCTO MOXKe & C¢ IIOHHKH KITHPLHECST Ha
S[HHHSA WIH U Ha ABaTa JIEKAPCTBEHH NPOAYKTa. [1pH SNHOBPEMEHHO NpHIATaHe HA TE3H JEKapCTBRSHH
HpOAYKTH ¢ paMunekcon Tpabea Aa ce oGMHCTH HaMa/ABaHe Ha JO3ATA HA HPaMHAIIEKCOIL.

Koraro PaMHIEKCON c& Japa B KOMOHHALIHA ¢ JEROIONA ce OpelioppYba HaMallgBaHC Ha IO33T4 Ha
JICBOOONA H 3Alla3BaHe HA J03aTa HA JPYTHTE aHTHIAPKHHCOHOBH JNEKAPCTBEHH ITPOIYKTH, BOKATO ce
TIOBHIIARE D03ATA HA NPaMHNEKCOI.

ITopasy BB3MOKHH aIUTHBHK e(eKTH NAlHeHTHTe, KOHTO NPUEMAT APYTH CEIATHBHH JEKAPCTBEHH
CPeACcTBa WM ANKOXON B KOMGHHAOMA ¢ HpaMHIekcoN, Tpa0ba Oa OBIAT MOCHBETBEHH Ja ObAAT
TNpeATaIHBH.

Tpsdpa ma ce u30ATBA EAHOBPEMEHHOTO MpHIAraHe HA aHTHICHXOTHYHH NEKapCTBEHH CPeACTBA H
HpaMHIeKcon (B, Touka 4.4), Thif KATO MOraT fa cé OYaKBaT AHTATOHHCTHYHE eeKTH.

4.6 BpemennocT H KbpMeHe

EdextbT nps xopa o BpeMe Ha GPeMEHHOCT M KbpMEHe He ¢ npoyyeH. [lpammmexcon He e uMan
TepaToreHeH edexT Ipu MABKoBe K 32y, HO e 61 eMOPHOTOKCHYEH HPH IDTEXO0BE B JO3H, TOKCHYHH
3a MaiikaTa (BX. Touka 5.3). [IpaMumiexcon He TpaOBa fa ce B3H0384 IO BpeMe Ha GpeMeHHOCT, 0CBEeH
B cIyuall Ha KateropmiHa HeoOXOMHMOCT, T.€, KOraTo IOTGHLHANHATA IJON3a HANBRINARA OVaKBAHHI
PHCK [IO OTHOMICHHE Ha {eTycea.

Thit KATO NEYEHWETO ¢ MpPAMUHEKCON MHXMOHMpA CEKpEeNHATA HA MpPOJAKTHH IPH XOpa, ¢8 OYAKBa
clMpade Ha KbpMara. He ca NpOBeIeHH NpOY4BAHHA NPH XEHH IO OTHOWEHHE HA eKCKDELHATA HA
TIpaMHIeKcoNl B kbpMara. [IpM IUTEXOBe KOHLEHTpAilaTa Ha CBLP3aHATA ¢ AKTHBHOTO BEIUECTBO
PanyeaKTHBHOCT B KPMATA € TI0-BHCOKA OT Ta3H B ILTA3MAaTa.

Iopaau numca Ha JaHHY IIPU XOpa, IpaMHIIeKcoN He TpaOBa fa Ce [IpWIara B neproma Ha kbpmene. B
Cityyaif ye yrnotpefara € HaIOXKHTENHA, KbpMEHeTO TpAOBa Ja ¢¢ [IpeyCTaHOBH.

4.7 EdexTH BBpXy cnocofHoCTTA 32 IModupaHe i padoTa ¢ MAIHHK

[fpamuriexkcost MoXe ja [OBIHAe B 3HAYUTENHa cremeH crocofHocTra 3a modupase u padora c
Manmvgd. Br3MoskHa € IToABa Ha ChHANBOCT ¥ XaIIOUHHAIHH,

IlanyiesTHTe, JIEKYBRHM C IpaMHIEKCO], TIPH KOHTO ceé HaGmomaBa CBHNMBOCT MWHIH BHEIANHO
3aCNHBaHe, TpAGBa Na 6bAaT NpeAyNnpeAeHH Ja He ohUpaT U 12 He YIPaXHABAT JeHHOCTH, P KOHTO
HapymeHara GOuTeHOCT 0¥ H3I0KUAA TAX MU OKONHUTE Ha PHCK OT CepUO3HO HAapaHABaHe HITH CMBPT
(HanpuMep padoTa ¢ MANIMEY) IO U3YE3BAHETO HA Te3H MOBTAPANIH C¢ elIH30AM i CHHINBOCT (B, CHIHO
touky 4.4, 4.5 1 4.8).

4.8 Hexenand JieKapcTBEHH PeakuHN

[Tpu ymotpe6aTa Ha IMPaMHITEKCON CE OYAKBAT CISAHHTE HEMKENAHM PeaKI(Wu: NATOMOTHYHM CHEHILY
aMHe3Hsl, IOBENEHIECKH CUMITOMH Ha HapyIeH AMITYIICHBEH KOHTPOJ K HENPEOUILIMH X me‘«?fa’ %
CKJIOHHOCT KbM NpedXaaHe, KOMOYICHBHO Na3apyBaHe, XHIIEPCEKCYaHOCT B naronormﬂafsk *’?
KBM Xxazapr; ofBpkeaHe, 3amek, 3a0iayAy, 3aMasHOCT, JHCKHHE3NS, NHCIHEd, yMOpaj x@}ouqﬂauﬂn‘% * r
rnagpodoide, XUIepKHe3ys, Xurepdarid, XHnoTeHsus, 6e3chHNe, HApYIIEHHA Ha JI é
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napaHos, nepudeper eaeM, THEBMOHHAA, NPYPHUTYC, OOPHR ¥ APYTH NPOABY HA CBPBXYYBCTBUTEHOCT,
0e3MoKOHCTBO, CHHIMBOCT, MM30AK HA BHE3AIHO 3aCIIHBAHE, CHHKOMN, HAPYLICHHMS Ha 3PEHHETO,
BKIIQUHTEIHO HEACHO BIDKANE W HaMajIeHa 3pHTENHa OCTPOTa, IOBPHINAHE, HAMANMBAHE Ha TENECHOTO
TETTI0TO, TOBHIIABAHE Ha TENECHOTO TETTID,

Bp3 ocrosa Ha aHanusy Ba ¢OOpHH mnane(o KOHTPONMUPAHY NPOYUBAHES, B KOHTO CA yyacTRanmm 1923
MAlMEHTH Ha NpaMmunexcoa u 1354 nauuenta Ha mianebo, HEKENaHH JIEKAPCTBEHH PEaKHEH ca
chobINaBaHK 4eCTO H B JBeTe TPy, 63% OT HalieHTHTe Ha NpaMHIEKCcol H 52% oT maudeHTHTe Ha
nnaue6o ca croOIUMNN NOHE efHA HeKellaHa JIEKapCTBEHA PeakIis.

Tabnuma 1 moxa3ea 4ecToTaTa Ha HEXENAHH JISKAPCTBEHH DEakIHM OT Ianefo-KOHTPOIHpaHH
KIMHHYHH Tpoy4BaHud NpH OonecT Ha IlapkuHcon. HexxemaHuTe JIEKapCTREHH PEaKIM, NOKA3AaHU B
Te3H TabNuia ca ¢hbOUTHATA, KOUTO ca ce noABHMM NpH 0,1% nim moBeve OT MallUCHTHTE, JEKYBAHH ¢
npaMUIIeKcoN ¥ ca ORMM ChOOINABAHN 3HAYHTENHO IO YECTO [IPH MALMeHTH, IPHeMAIIH TIPaMUIIEKCOL,
B CpaBHeHHE ¢ IIanedo MM chOMTHA, KOWTO Ce CMATAT 38 IUIMHHYHO peNeBaHTHU. [IoBeyeTo or
YECTHTE HEXMENAHY JSKAPCTBEHM PEeaKUuM ¢a JISKW [0 CPESOHO-TEXKH, KaTe OGHKHOBEHO 3am0uBaT B
HAYaJI0TO Ha TepauiaTa i HMa TEHIESHIMS d H3UE3BaT, JOPH KOTATe TepalliiTa & IPOAEIDKeHa.

B paMkuTe Ha CHCTEMO-OpraHHHTE KIacOBe HeXENaHHTe JIEKApCTBeHH PeakLyH ca M3GpOeHH CHOpEN
gectoTata {Opos IALMEHTH, NPH KOMTO C& OYaKBa N C¢ MPOABH PeaKIHATA), KAaTO Ca H3IOJI3BIHH
CIIeNHUTE KaTeropuy: MHOrC dectd (= 1/10), zectu (= 1/100, < 1/10), gewectn (= 1/1 000, < 1/100),
pemku (> 1/10 000, < 1/1 000), mHoro pegxu (< 1/10 000), ¢ HeH3BeCTHA YeCTOTA (0T HATHYHHTE NAHHH
He MOXe Ja 6bJe HanpaBeHsa OLIEHKA).

Haif-uecto croduraBanmTe HeMeNaH® peakumu (& 5%) mpu manwesTH ¢ Gonect Ha IlapkHHCOH, mMO-
YeCcTO NPH JIeYeHHe ¢ IPaMUIEKCON, B CpaBHeHWe ¢ IUtanebo, ca rafieHe, AUCKHHE3MS, XHIIOTSH3HA,
3aMafHOCT, CHHIHBOCT, Oe3ChbHHe, 3alleK, XaIOLMHALMH, InMapobonwe X ymopa. Ciyyawte Ha
CHIJIMBOCT C€ YBEJIHUaBaT Mpy NO3M MO-BHCOKK oT 1,5 mg/ wen (Bix. Touxa 4.2). Tlo-yecta Hexxenana
peaknpg NpH KOMOHHalMA C JIEBOZONA e JUCKUHEZWA. B HauaaoTo Ha fAeYeHHeTO MOXKE Ja ce
Habmofasa Nogsa Ha XUIoTeHs3Hs, ocofeHo Ipy OBp30 TATpHpaHe Ha N03aTa MpaMInIeKcoiL
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tC Hemaecma uecrora | CKIOHEOCT KBM npes;maﬂe mengaarm I

IpamMunexcon e CBBP3aH ChC COMHONEHTHOCT (8,6%) M HewecTO ¢¢ CBBP3BE ¢ OPEKATSHE CHHIUBOCT
Tpes JSHA ¥ eMH30NH Ha BHe3aIHo 3acmueare {0,1%). Bk cpino Touka 4.4.

Hpamunexcon MOxe fa & CERD3aH H ¢ HapymieHus Ha mubunoro (mosmmeso (0,1%) uan Hamaneno
(0,4%)).

Tlpn mauwenTyl, ASKYBaHH ¢ NONAMHHOBM ATOHMCTH, BIUTHOMHTENHO C DpaMUHeKcoN, 0Co0eHo BLB
BWCOKH Jiosd, 3a Gonect Ha Ilapxubcon, ce cs0DImaBa 3a NPOSBY HA DATOROTHYHA CKIIOHHOCT KBM
XA3apT, HOBHUICHO THOMIO H XMITEPCEKCYANHOCT, KORTO 00UKHOBEHO ca 0DpaTUMH [IPH HAMANSABAHE Ha
J03aTa Wiy MpeKpaTsBaHe Ha ieweHuero, BixTe ¢bIno Touka 4.4

4.9 IIpepocsnpane

HsiMa KIMHAYEH ONMHT ¢ TEXKU CAyYad Ha mpemosupare. OUaKBAFUTE HEKCHAHI PeaKlMM Ca Te3H,
CBOTBETCTBAIIH HAa (l)apMaKOHHHaMH‘-IHHH I@O@Hﬂ Ha HOOAMHHOBR 4UrOHHCT, BRIIOYBANY IafieHe,
NOBPBILAHE, XHIISPKHHE3H, XaMOIMHANY, AXKHTAHA H XHIOTCHIHA, Hama YCTaHOBEH AHTHIOT IIPH
OpeRO3HpaHe ¢ HOHNAMUHOB aronmct. [IpH manmmame Ha CHMOTOMM 32 CTHMYJHpSHE Ha HEHTpanHara
HEPBHA CHCTEMA MOXE Ja ¢© TPHIOKAT HeBponenTHNH. [IpH mpejozmpane Moxe Ha ca HeofXonuMu
oA MOAFLPIKAIE METOMM B KOMOMBalws ¢ NpPOMEBKA HA CTOMAxXa, METPABCHO3HY MH(Y3HH,
npHiarade Ha agTeeeH BbriieH ¥ EKT MoHuTOpRpaHe.

5.  ®APMAKOMOIAMYHY CBOMCTBA

51 dapmaxoxHHAMHYNH CBOHCTEA
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DapMakoTepaneBTHYAA TPyna: Aonamunosy aronucty, ATC xom: N04BCO5

IMpamumexcon e JONaMUHOB arOHHCT, KOHTO ce CBBP3Ba ¢ BHCOKA CENEKTHBHOCT U crenrduunoct ¢ D2
JONaMHMHOBHTE PENENTOPH M MO-CIENHaTH0 HMa aMHuTeT KbM TexHHS nomTHn D3 H uMa IIbiHa
XapaKTepHa aKTHBHOCT.

[Ipamunexcon obaexyasa npossrTe Ha ITapKHUHCOROBA MOTODHA HEAOCTATHYBOCT Upe3 CTHMYJIHPAHS Ha
ZON2aMUHOBUTE DPEUENTOpH B cTpHaryma. IlpoyusaHHsi IIPHM SKHBOTHU HOKa3BaT, 4e NPaMHIEKCON
HHXHOHPA CHHTE38, OTISIAHETO U MeTaboIni3Ma Ha IOIaMKH.

HPH IlOGpOBOIILU/I ¢ HaOMFOMABaAHO 034 3aBHCHMO HAMAJICHHE Ha NPOMaxTHH.

Knyunuay npoyueanus opy Gonect Ha ITapkHHCOH

HpaMI/IHGKCOJ'[ HaMagBa NPU3HAUKUTE B CUMIITOMHTE Ha HIHONATHYHATA Gomect Ha HapRHHCOH HpA
TTANKEHTH.

flpozenieHn ca KOHIPONMPAHH KIHHWYHMA NpoyuBaHus, Brmroupamy 2100 manmentu B craguil ma
sabongpane -1V mo Hoehn m Yahr. Or rax npubmusnrenno 900 nanueHTH, XOMTC ¢a GWIM B II0-
HanpenHany craguy Ha 3a0oJBaHero, ca ONYy$aBANM CHIBTCTBALLIO JIEYEHHE ¢ JIEBOZONA M ca
CTPALAIH OT NBUMATENHE YOIOKHEHY,

Ipu panna w Hanpexnana Gonect Ha [lapruHcol eduKacHOCTTa Ha MPAMUNEKCON B KOHTPONYpPAHHTE
RIAHAYHE NMPOYYBHI ce e NOMABPIKANIa 32 IIEPHCK OT OKOJIO [IeCT Mecella. B 0TBOpeR: NponLIKeHu]
Ha OpOYYBAHMATA 32 IEPWON HaJ TP FOAWHH He ca OTGEeNT3aHy [pPU3HAIM HA TNOHIDKABAHE Ha
edukacHocTTa. IIpH eAHO KOHTPOIHPAHO ABOHHO-CNANO KIMHHYHO NIPOYUBAHE ¢ MPONLIDKHTENHOCT 2
TOZMHHM, HayalHOTO JIeYeHUe ¢ MPAMHANEKCON 3HAYHTENHO € OTJIONIIO HACTBIIBAHETO Ha JBHMIaTelHH
YCIOXKHEHHA U B CPABHEHHe ¢ HAYANHOTO JIeYeHHe ¢ NEROJONA € PEAyLHpaso TAXHATA NOsSBa. TOBa
OTNaraHe Ha NBUTATENHUTE YCIOXKHEHMS npu Itpamuriekcon Tpsbsa jJa ce Gamakcmpa CHOpsMo Fo-
rommoto nogobpenie Ha ABUrAaTENHATA (PYHKIMS [IpK NEBORONA (M3MEPEHD UPE3 CPEAHATA IPOMIHA B
uugerca Ha UPDR). Ofmara wecToTa Ha XaNIONUHALEE H CHHIHBOCT IO IIPHHIMN € G4 M0-BHCOKA
BbB (ha3aTa HA YBEJIYABAHE HA JIO3ATA NP IPYNaTa ¢ NPAMHNEKCON. BhUpexw TOBa, HE € MMaio
SHAYUTENHA pasnyKke npes nojuepkamara aza, Tesw namaw tpabpa g2 ¢e B3eMaT NpPepBui IpH
3AMOYBAHES HA JICUSHHE ¢ NPAMHTIEKCON NpH NalenTH ¢ Gonect Ha ITapxuHCOH.

52 dapMakOKHHETHUHH CBOHCTBA

[pamurexcon ce pesopGrpa Grp3o @ ¥30Am0 enen nepopaned updeM. ASconorHara SHOHANIMHEOCT @
nosede o1 0% M MAKCHMAIEN INASMENH KOHIEHTPAIME ce JocTHraT Mexay 1 1 3 vaca. ITpueMsT ¢
Xpaa He HaMangea crenenra Ha alfcopOuus HA IpaMHIEKCON, HO IOHMMABA HejiHara CKOpOCT.
IMpaMunekcon NOKasea NHHelNa KUHeTHRA M MAIKH PAsIHYMd B NAA3MEHWTS KOHUGHTPAUWH npy
OTHETHHTE TALHeHTH,

CBBP3BRHETO Ha IPaMHIEKCOI ¢ NPOTCHHWTE HPU Xopa ¢ MHOro Hucko (< 20%), a obeMBT Ha
paznpenerente e roaaM (400 1). ITpr mrsxose ca HASMIOTABAHH BHCOKH KORIEHTPALME B MOYbUHATA
TEKAH (0kON0 & [IBTH MO-BHCOKY OT TE3H B [NIa3MATa),

i
IMpamunercos ce MeraGOIA3NPa B HUCKA CTENeH B YOBSIIKHA OPraHHIBM. /5,/(& QRRA
/ A ™ .
& s
QCHOBHHAT IBT HA EHMUHMDAHE Ha HenpoMeHeHns npaMmimexcon ¢ Onlpey fexo L
it h
TiprGmznTento 90% or Gemsmanara ¢ *C zosa ce exckpetnpa upes Gx6penure, a 1 KA OR ?
i1

OTKpBRAT BhHE (beKaJIHPITe OGIEAT KIHPBHC HA NPaMHEOCKCON & HpHﬁJIHSm@JTH 559 ﬂﬂhpq 153{ X
oy 'r_.‘w‘;‘{ nj Ry 3
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OBOpedHHAT KIHPBHC - TpHbamu3uTenHe 400 ml/min. Bpemero Ha nomyxueor (tY%) Bapupa o1 8 uaca
Ipy MAATY Xopa A0 12 yaca OpH BE3PacTHH,

53 [IpenkaHHHYHHR JAHHH 3a Ge30mMacHOCT

TIpoyuBanruATA 32 TOKCHYHOCT IIPH MHOTOKPATHH JO3H IIOKA3BaT, Ue MIPAMUTISKCON BIMsE TIABHO BEPRY
tynxmaute Ha [{HC 1 seHCcKaTa penponyKTHBHA CHCTEMA B BEPOSTHO C& NB/IKAT Ha IPEKaNeHo CUNeH
dapMakoIHHAMITIEH e(EKT Ha IPaMUITEKCOL.

HpPI MaJIKH [paceHna € HaOMOAaBaHO TOHIKABAHS Ha IOWACTOMHOTO H CHCTOJHO HalisIraHe H Ha
ChpAcHHaTa YeCTOTa, a TCHACHII KbM XHITOTEH3HA € oTGensazana opu MaﬁMyHH.

Torenuganauar edekT 5a IPaMHIIEKCON BEPXY PENpPOAYKTHBHATA (YHKIHA ¢ NPOYYeH B H3C/IeABAHNA
Ha IsX0Be H 3aiion, TTpaMmIexcon He e HMaJ TepaToreHeH eQexT ImpH IuIbXoBe H 3alily, Ho € Gu
eMGpUOTOKCHYEH TIPH IIBXOBE B JO3M, TOKCHYHK 32 Maiikata. ITopagu nonGopa Ha BHAA AKHBOTHH H
OTpaHHYEHATe H3CASIBAHM ITapaMeTpH, HeXellaHHTe PeaKliiy Ha IPaMUIIEeKCON BLPXY GPEMEHHOCTITa 1
MBKKATa PENPOAYKTHBHE CIOCOGHOCT He Ca HABIIHO H3ACHEHHU.

IMpamMunexcos He € FeHOTOKCHYEH. B efHo poyuraHe 32 KaplMHOTeHeH [IOTeHIHA MBKKH ITBXOBE Ca
pasBuiIn XHIIEpIUiasys Ha Kiuetkare Ha Leydig u ameHomn, xoero ce obacHABa ¢ MHXUGHpaua edekr
Ha NpaMHIEKCO] BBPXY NpOoNaxTHHA, Te3d HaHHH He ca KIMHHIHO pEeBaHTHH 3a Xopa. CeIIOTo
Hpoy4Baie MNOKa3Ba, 4e NpH Jo3H oT 2 mg/kg (com) M MO-BHCOKM NpPaMHIIEKCON CE€ CBBP3BA C
HereHepauys Ha peTHHata NpH rurexope anbuHocy. Tlocneanara npossa He e Guiaa HaGNIOAABAHA IPH

NUACMeHTHPAHY NJIBXO0BE U HE € HabmOMaBaHa B 2-[OUIIHO MPOYYBEHE 34 KaHUEPOreHHOCT Py MHINKH
an6m-mcu, KaKTO W IPH HHUTO €AHH OT APYTHTE H3CH¢ABAHN BHAOBES.

6. ©OAPMAIIEBTIHYHH JAHHHI

6.1 CpHcbK HA MOMOUIHNHTE BEL(ECTBA
Manmro (E421)

IapeBHYHO HUIIECTE

IMosumon K30 (E 1201)

CHIIMIEB JHOKCHI, KOJOUARH Oe3R0ACH
Marnesues cteapar (E470b)

6.2 HecbBMecTHMOCTH

HenpanoxumMo

6.3 Cpoxk ma roaHoct

2 TOMIHR

6.4 CrenHaaHH YCI0BHS HA CHXPAHCHHE

I{a ce ChXpaHdBa B OPHIHHAIHATA OITAKOBKA, 3a 1A ¢¢ [IPEANasy OT CBETNIHAHA,

6.5 JIaHHI 33 0NIAKOBKATA
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AyMHHI/2ITyMAHHEBH OIMHUCTEPH

Pasmep ma onakorkata: 30 pm 100 TabneTiy

He Bepuxy BHNOBE OMAKOBKY MoraT Ja G61aT IyCHATH B Mpodakba.
6.6 CrnenuaJHd NpelNasHH MepPKH NPH HIXBLPJIAHe

Hama criennaisy H3HCKBaHNAS.

7.  HPHUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEGA
Glenmark Pharmaceuticals s.r.o.

City Tower, Hvézdova 1716/2b

140 78 Praha 4

Yemka PerryOmika

8. HOMEP(A) HA PAZPEINEHHETO 3A YIIOTPEBA
Glepark 0,088 mg - 20090115

Glepark 0,18 mg - 20090118

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

9. JATA HA UBPBO PASFEIIABAHE/MIONHOBABAHE HA PA3SPEIIEHHETO 3A
YIOOTPEBA

18.03.2009

10.  JATA HA AKTYAJTM3UPAHE HA TEKCTA

Hoemppit 2009

10
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