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KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA

1. AUME HA JIEKAPCTBEHHS NPOAYKT

[Tpamunexcon 'enepuxon 0,088 mg TabeTKH
IIpamunekcon I'enepukon 0,18 mg TaOJeTKH
IMpamunekcon [enepuxon 0,35 mg TabneTkn
IMpamunexcon ['enepuxon 0,7 mg TabneTky
I[Tpamunekcon 'enepuxon 1,1 mg TabneTkn

Pramipexole Genericon 0,088 mg tablets
Pramipexole Genericon 0,18 mg tablets
Pramipexole Genericon 0,35 mg tablets
Pramipexole Genericon 0,7 mg tablets
Pramipexole Genericon 1,1 mg tablets

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Tlpamunexcon ['enepukod 0,088 mg TabeTKY ChAbPXKa NpaMunekcon (pramipexole) 6aza 0,088 mg (nion
dopmara Ha 0,125 mg NpaMHUICKCOIOB JHXHAPOXIOPHA momoxuapar (pramipexole dihydrochloride
monohydrate)).
TTpamunekcon I'enepukon 0,18 mg raGeTKa ChABPXKA TIpaMunexcon (pramipexole) 6asa 0,18 mg (moa
dopmata Ha 0,25 mg IpaMHNEKCONOB AMXHAPOXNOPHA Mouoxunpat (pramipexole dihydrochloride
monohydrate)).
[Tpamunexcon ['enepuxon 0,35 mg TaONeTKN ChABPXa ChAbPXKaA PaMHUIEKCO (pramipexole) 6a3a (nox
dopmata Ha 0,5 mg NpaMUIEKCONOB AUXUAPOXIOPHA moHoxuapaT (pramipexole dihydrochloride
monohydrate)).
[Tpamunekcon I'enepukoH 0,7 mg raGneTKu ChABDXA Mmpamunexcon (pramipexole) baza 0,7 mg (noA
dopmata Ha 1 mg NpPaMHIEKCONOB JUXHIPOXIOPHA MoHOXHApaT (pramipexole dihydrochloride
monohydrate)).
[Ipamunekcon I'enepuxkoH 1,1 mg raGneTkun ChHIbPXKA MpaMmunekcon (pramipexole) 6asa 1,1 mg (noa
dopmara Ha 1,5 mg of mpaMHNEKCONOB RHUXHAPOXNOPHA monoxuapat (pramipexole dihydrochloride
monohydrate)).

Brumanue.

Jlo3ute TpaMHIieKcol, NyOIHKyBaHH B JIMTEPATypaTa, € OTHACAT 34 Herosara coi. [lopaau ToBa, AO3UTE
e ObJAT U3pa3fsBaH{ I10-JOJY KaTO I[TPAMHIIEKCOIN Gasa M KATO OpaMHNEKcon mox ¢dopmara Ha coi (B
ckobn).

3a I'LIHMA CIIHCHK Ha ITOMOINHHUTE BELIECTBA, BHKTE TOUKA 6.1.

3. JEKAPCTBEHA ®0OPMA

Tabnetka

Kon®uecTBO AaKTHBHO EBeELIeCTBO B J030Ba BbHIIIEH BHI
e/MMHAMLA 33 OIpe/le]cHa Maca (mg basa)

0,088 bend, Kpuriu TaOJIeTKH, O3HAYCHH cf ﬁag WA J
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P9AL 0.088 or egHara c¢TpaHa H TIaJKH OT
JApyrara CTpaxa.

0,18 benu, npoaparoBatH TadIeTKH, O3HAYEHH C
Haarmuc P9AL 0.18 u ¢ TbHKaA aenuTenHa yepra
OT €IHATA CTpaHa M LIHPOKa HEJIMTeJHA YepTa
OT Apyrara CTpana.

Tabnerkure Morat na 6baat paszaesieHd Ha JIBE
PaBHH [TOJOBHHH.

0,35 benu, npoabaroBatd TaONETKH, O3HAYEHH C
Haanuc P9AL 0.35 ¥ ¢ TbHKA AelUTENHA YyepTa
OT €IHaTa CTPAaHA M IIUPOKA ACIHTEIHA YepTa
OT Apyrara CTpaHa.

Tabnerkute Morar aa ObAAT pa3sfe/eHH Ha JABe
paBHH MMOJIOBHHH.

0,7 benn, xpbran TabaeTKH, O3HAYEHH C HAAMHC
P9AL 0.7 u ¢ TbHKa JeNWTEIHA 4epTra oOT
¢llHaTa CTpaHa H IIHUPOKA ACIUTENHA YEPTa OT
ApyraTa CTpaHa.

TabnetkuTe Morart Aa OBJAAT pa3feieHd Ha JBe
PaBHH [TOJIOBHHH.

1,1 Benx, Kperinn TabneTkH, O3HA4YEHH ¢ HAANNC
P9AL 1.1 n ¢ TbHKa AEAUTENHA YepTa OT
elHaTa CTpaHa ¥ IIKpOKa ACIUTENIHA YepTa oT
Jpyrara crpaHa.

TabnerkuTe Morar aa ObJaT pa3ae/IeHd Ha JBe
PABHH NOJIOBHHH,

4. K INHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

[TpaMunexcon € mNpefHa3HadeH 3a JCYEeHHe Ha M[pU3HALUUTE M CHUMIITOMHTE HA HIMONATHYHA
[Tapkunconosa Gonect caMocTosTenHo (6e3 nesojona) Wiv B KOMOMHAUKA C JNEBOJONA, T.e. B X042 HA
3a00NABAHETO MpeE3 KbCHATE CTakWH, Korato €peKThT Ha JICBOJONa HaMalfBa MIH CTaBa HETIOCTOSAHEH U
ce HabmomaBaT QuUyKTyaluu B TepaneBTHuHHd edext (IpH HIYEpBaHe Ha HO3aTa WIM “On oft”

¢ayKTYalun).
4.2 1o3upoBKa M HAYMH HA NPHIOXKEHHE

Tabnerkute TpsAOBa a ce NpHeMar npe3 ycTara, Karo ce I'bJITAT ¢ T¢HHOCT ¥ MOrar Jia ¢€ NPHEMAT, KaKTo
¢ XpaHa, Taka ¥ 0e3 Xpana. [JHeBHaTa [03a ce pasnpejie/id NOPaBHO HA TPH OTACIHHM IIPHEMA.

HavanHo jeyeHue:.
TlozupoBkaTa TpAOBa MOCTENEHHO 2 CE MOBHUIIABA, KATO ce 3amouse ¢ f03a ot 0,264 mg 6aza (0,375 mg
cos) GHEBHO, Cell KOETO Ce yBENM4aBa Ha BCEKH 5 - 7 AHM. AKO NPH MAIKCHTa HE CE_YCTaHOBABAT

NOCTHUTAHE HAa MaKCUMAJISH TepaneBTHIEH €(EKT.
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CxeMa Ha 103HpaHe Ha IPaMUNEKCO Ypes MOBHIIABAHE Ha JO3NTE

Cenqmuua Jo3uposka O611a nHeBHA Jo3npoBka O0wa nHeBHa
(mg baza) ao3a (mg Gaza) (mg con J03a (mg coxn)

i 3 x 0,088 0,264 3x0,125 0,375

2 3x0,18 0,54 3 x0,25 0,75

3 3 x0,35 1,05 3x0,5 1,50

AKO ce Hajlara no-HaTaThIIHO YBENINYaBaHE HA J03aTa, JHEBHATa J03a cleABa Aa ce nmopumana ¢ 0,54 mg
Oa3a (0,75 mg con) Ha ceaMHLIa 10 AOCTHIAHE HAa MAKCHMaJTHA IHeBHa A03a 3,3 mg 6a3a (4,5 mg con).

HeobxonuMo e aa ce otbenexu, e ClydyanTe Ha ChbHIMBOCT €€ YBEJIWYABAT NPH 03 MO-BHCOKH OT 1,9
mg/neH (Bxk.To4ka 4.8).

Hoaaspxalllo JeYeHHE:

UunuBuayanHara Ao3WpoBka TpaOBa ma Opae B pamkure Ha 0,264 mg Oasa (0,375 mg com) 1o
MakCUMaJlHa Jo3a 3,3 mg 6asa (4,5 mg con) aueBHo. [lo BpeMe Ha TpH OCHOBHH MMPOYYBaHHA C
MOBHIIABAHE Ha 40O3aTa, HAYANOTO HA edeKTa e HabmonaBaHo npu AHeBHa nosa 1,1 mg 6a3a (1,5 mg con).
[To-HaTaThK [03aTa CleABa Ja ¢€ aJanTHpa B 3aBUCUMOCT OT KIMHHYHHS OTIOBOP H IIOHOCHMMOCTTA. B
KIMHHYHH HW3MMTBAHUA OKoNo 5% OT nauHeHTHTe ca nonydvasany npo3u moxn 1,1 mg (1,5 mg con). [Ipn
Hanpeasana Ilapkuncouosa Gomect ao3u mo-BucokH ot 1,1 mg (1,5 mg com) Ha AeH MOXe Ja Ca
NMogXoAfId 3a OonHM, mp¥ Kouto me ObAe HamanABaHa Jo3aTa Ha Jjepojomna. [lpenopsyBa ce
NO3MPOBKATA Ha JIEBOJONA Ja CE NIOHIKABA, KAaKTO 10 BpeMe Ha MOBHIIaBaHe Ha J03aT4, Taka M IO BPEME
Ha TIO/UTbPKALIOTO JIEUEHHE ¢ IIPAMHIIEKCOJ, B 3aBHCHMOCT OT PCAKLHUTE HA OTACTHHTE MMALNCHTH.

[IpexpaTaBaHe Ha JeYSHHETO;

BHe3anHOTO NpekpaTsBaHe Ha JOMaMHHEPrHYHOTO JIEMEHHE MOXE [Aa JAOBEAEC A0 PpPa3BHTHETO Ha
HEBpOJNENTHYEH MAIUTHEH CHHApoM. [lopaay Tasu NpHYHHA, IPAMHIIEKCON CiefBa ja Objie HaMaldBaH
nocrenelHo ¢ 0,54 mg 6aza (0,75 mg con) Ha JieH, JOKATo JHeBHaTa 103a ce pexyuupa a0 0,54 mg baza
(0,75 mg con). Cnen ToBa n03ara ce noHmxkaea ¢ no 0,264 mg 6asa (0,375 mg con) Ha JeH (BK.TO4Ka 4.4).

Jlo3npaHe npy NanueHTH ¢ OpOpeYHH YBPEXKIaHHUA:
ENMMRHMpPAHETO Ha MpaMHUmnexkcon 3aBucH oT Onbpevnara QyHKuUHA. 3a 3ano4yBaHe Ha JICYCHHMETO C€
npenophuBa ClieHATa CXEMa Ha Jo3HpaHe:.

[Tpy nalMeHTH ¢ KPEaTHHKHOB KIHPBHC Hax 50 ml/min He ¢ HEOOXOANMO MOHMKABAHE Ha IHEBHATA /1033,

[Tpu MALMEHTH ¢ KPEeaTHHHHOB KIMpBHC Mexay 20 u 50 ml/min, HavyanHaTa JHEBHA 103 MPAMHIIEKCOS
TpaGBa [ ce pa3npejiesiu B ABa OTACIHM NpHeMa, kaTo ce 3anoune ¢ 0,088 mg 6asa (0,125 mg con) aBa
mbTH AHEBHO (0,176 mg 6a3a/0,25 mg con IHEBHO).

[TpH MauMeHTH ¢ KpeaTHHWHOB KIKMPEHC noa 20 ml/min, AHeBHATA 034 HA TTPAMHIICKCON TpsAOBa na ce
npuiIara BeJIHbX AHEBHO, ¢ HavyaiHa Ao3a ot 0,088 mg 6asa (0,125 mg con) AHEBHO.

Axo OvOpeynata (YHKUMA HamangBa [0 BpeMe Ha NOAABLPXKAMIOTO JCYCHHWE, IHEBHATa [03a
[IPAMHUIIEKCON TpAOBa [a ce MOHIDKaBa ¢ TOJKOBA MPOLEHTA, ¢ KOJIKOTO CE € MOHHXHWI KPeaTHHHHOBHA
KJIMPBHC, T.€. aKO KPEaTHHHHOBHAT KIMPBHC ce MOHWkKH ¢ 30%, nHeBHATa 1032 NPAMHMEKCON ce
nouwxaBa ¢ 30%. /IHeBHaTa f03a MOXE Aa ¢€ pasiesiH Ha JABa OTACIHHU TNpHEMa NpH KpCaTHHUHOB
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BIUAHUE HA YepHOApOOHATa HEAOCTATBYHOCT BHPXY (papMakoKHHETHKATa Ha NMpaMHIeKcoN obade He e
IIPOYUEHO.

EOBHQ{JBKH npy Acua W IOHOHITH

He ce npenoppuba ynoTpe6ara Ha IpaMHIIEKCON TPH Jela | IOHOWH NMoj 18 roauHM, nopaay JuIcara Ha
naHHy 3a 6e30nacHOCTTa H e(PUKACHOCTTA.

4.3 IIpoTHBONOKA3aHHA

CBp’bX‘-IYBCTBHTBJIHOCT KbM MIPaMHNCKCOJ HJIH KbM HAKOCE OT NOMOIIHHUTE BCLIECTEA.

4.4 CrieupaIHy npeIynpekKACHNs U NpeAna3HH MEPKH NPH ynoTpeda

Koraro ce rpeInucBa IPaMUIEKCOT Ha MAHeHTH ¢ OBOpedHOo yBpeXkaaHe 32 JICHEHHE Ha [TapkHHCOHOBA
GonecT, ce MpenopbyBa MOHHKABAHE HA A03aTa KaTo Ce CICABAT YKa3aHUATA B TOUKA 4.2. i3BecTHO €, 4e
NpH JNeYeHHUE C JAOMAMHHOBH arOHHUCTH H JIEBOJIONA KAaTO HEME/aHH peaklHu 6uxa MOTAU Aa C€ MOABAT
XxamounHauny. Ilanuentute Tpsbea pa OwpAaT npenynpeneHH 3a Bb3IMOXKHOCTTa OT 1104Ba H4
XaJIOLMHAINK (upequMHo 3puTennu). IIpu manpeanana IlapxuncoHOBa fonect, NpH KOMOHMHHPAHO
leyeH e ¢ JICBOLOMNA, € BB3MOXHA MosBaTa Ha JUCKUHE3HA MO BpEME HA IbPBOHAYATHOTO THTPHPAHE Ha
n03ata npamunekcon. [lpy mossaTa UM TpsOBa /a ¢& HAMANH [103aTa HA IE€BOAOIIA.

[IpaMHmeKcon Ce CBBhp3Ba ChC COMHONICHTHOCT M €MH30JM Ha BHE3amHO zacnuBade, oco0eHO TIpH
nauxeHTH ¢ ITapkuHconoBa Gonecr. B pefku ciydan ce cnoblasa 3a BHE3amHO 3aclUBaHe Mpe3 ACHI,
CoHsKOra 6e3 MALMEHTHT Aa TO OCh3HaBa WM Ge3 npeXynpeauTeHy NpusHany. TTauHeHTHTe TpabBa na
6baaT IpeAyNpencHH 3a ToBa M Jia Ob4aT NoCEBETBAHHA a €4 BHUMATEIHU RpH mogupane uax pabora ¢
MAII{HY TI0 BPEME Ha Teparnus ¢ MPaMHUIIEKCOL.

[TaiHEHTHTE, TP KOUTO CE€ ITOABABAT CHHJIHBOCT W/WIH enu30] Ha BHE3alHO 3acruBane, TpidBa jJa ce
BB3IBPKAT 3 WodHpaT UIK paboTAT ¢ MALIHHH, B nontiHeHde TpsOBa fa ce MMa NpeABUI HaMalNABAHC
Ha [03aTa WK IpeKpaTABaHe Ha TepanuaTa. [lopany Bb3MOXCH aHTHBCH edeKT MauueHTHUTE, MPHEMAIH
IPYTH CENATHBHH JEKApPCTBEHN MPOAYKTH HAHN ajlKOXOJ B xoMOuHALUA ¢ IpaMHnekcon, Tpabsa aa Obaar
HochBETBaHM fa 6baaT NpeAnasiuey (Bx. Touka 4.7 u Touka 4.8).

TlanuenTHTe ¥ 0OCIYXBalluTe MH TPAOBA Ja ca 3alO3HATH C daxTa, 4e MoraT Ja c€ MosABiT MPOMEHH B
[OBEICHUETO (HANp. MATOJOTHYHA CKIOHHOCT KbM Xa3apT, MOBHILICHA CEKCYAIHOCT, CKIOHHOCT KBbM
npesokaane). Tpabpa ga ce o0chaAN HaMasBaHe Ha 703aTa/IOCTENEHHO CITHPaHe.

[TaupeHTUTE ¢ ICUXOTHYHH HapyuieHns TpabBa aa ce nexkysaT ¢ JONAaMHHOBH aroHUCTH caMo B
CIIy4auTe, KOraTo OYaKBaHara M10N13a € Mo-rojMa oT MOTSHIHATHU PHCK.

EqnoBpeMeHHaTa ynorpe6a Ha aHTHIICHXOTHYHH JIEKApCTBEHH IPOAYKTH M npaMunexcon Tpabsa ga ce
u36sarea (B, To4UKa 4.5).

[IpenopbuBaT ce O(PTAIMONOTHYHMU NPErNeid Ha peJOBHA HHTEPBAIM HIIH NP MosgBa Ha aHOMAIHH B
3pEHHETO.

Tpy TEXKO ChPAEHHO-CHAOBO 3200IIABAHE, IEKAPCTBOTO TpsA6Ba Aa ce mpuiara BHUMaTeNHo. [IpenopbiBa
ce MOHMTODHMpaHE HA KPHBHOTO HajsraHe, oCOOCHO MpH 3aM0YBARHE HA JEHCHHETO, nopagu PHCK OT
OPTOCTATHYHA XUNOTOHHA BB BPB3Ka C JIEYEHHETO C ROMAMHHEPTHYHH JICKApLTha.

CHMIITOMH, MpeAnoaraly HeBpoJIeNTHYEH MAINTHEH CHHAPOM, ¢a OMHCaHU TpH
Ha JIONaMAHEPTHYHOTO JleueHue (BX. Touka 4.2.).
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4.5 BzanMoaeHcTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYrd GopMH Ha B3anMopaeiicTeae

[Tpamunexcon ce CBbp3Ba B MHOT'O HHCKA CTENEH ¢ M1a3MeHH NpoTeuHH (< 20%) K npu xopa NpeThpnsaBa
Manka OnorpaHcopmauus. Ifopangu TOBa, He ce OYAKBAT B3aUMOJCHCTBUA C JPYTH JICKAPCTBEHH
MPOAYKTH, [IOBIUSABAILM CBBP3BAHETO C MAa3MEHM MPOTEHHH HIH  CIUMMHUPAHETO  Ype3
duoTpaHchopMalua. Tl KaTO aHTUXONUHEPTUYHHTE JICKAPCTBA CE ENHMMHHMPAT IAaBHO TMOCPENCTBOM
OuoTpaHcdopManus, BB3MOXKHOCTTA 33 B3aHMOJACHCTBHE ¢ TAX € OrpaHHYMEHa, BBIPEKH 4Y€ HE ca

NpOBCACHH INIPOYYBAHHA B Ta3iH HaCOKa. Hama (bapMHI{OI{HHB’TH‘-IHO B3aUMOJCHCTBHE CBC CENeKUITHH U
JICBOAOIIA.

HuMeruaud nmoHmxkapa ObOpedyHUs KIUPBHC Ha mpaMunekcon ¢ npudnuznrenno 34%, BeposTHO NopaaH
HHXHOHpaHe Ha KAaTHHOHHATA CEKPETOpHA TPaHCHOpTHa cucTema B OvOpeunnte TyOynu. Ilopanu ToBa
JEKapCTBEHH MPOAYKTH, KOUTO ¢a MHXUOUTOPH Ha TO3M aKTHBEH NbT 33 eIUMUHHpaHe npe3 6n0peunTe
WM, KOHTO C€ E€NMMHHHPAT INOCPEACTBOM HEro, TaKUBa KaTO LMMETHAMH M aMaHTaAdH, Morar jaa
B3aUMOJIECTBAT ¢ MIPAMHIIEKCOJ, B pE3yaTaT Ha KOSTO Ja e NMOHMKH KIHPBbHCHT HA €HHHs WU ABaTa
nexapcTBeHd Mpoaykta, [loHmwkaBaHe Ha J03aTa Ha NPAMHIEKCON CliefBa a ce WMa NpeABHA IpH
eJJHOBpEMEHHA yRHOoTpe0a Ha Te3H JISKAPCTBEHH NPOAYKTH ¢ NPAMHUIIEKCON.

Korato npaMHuneKkcon ce aapa B XOMOHHALMs C JIEBOZAONA, € MPENOphYBa HaMANABaHE HA 103aTa Ha
IEBOJIONA M 3ana3’BaHe HAa MO3HPOBKATa Ha APYFHTe AaHTHIAPKHHCOHOBH JIEKAPCTBEHH NPOAYKTH, AOKATO
¢e [TOBMINABA 03aTa Ha NIPaMUIIEKCOIL.

[opaay BH3MOXEH aANTHBEH edeKT NaluHeHTHTe, NpUeMallld APYrH CEJaTHBHH JICKAPCTBEHH NPOAYKTH
MK a1KOXOJ B KOMOHHAIMA ¢ IPaMHITIEKCO, TpAtBa qa ObAaT nocheeTBaHH Ra OHBAAT NpeANasaHBH.

ExHoBpeMenHaTa yroTpefa Ha AHTHIICHXOTHYHH JTEKAPCTBEHH TIPOAYKTH M IIpamumnexcon Tpadpa jpa ce
u3osArea (Bx. Touka 4.4).

4.6 bpeMeHHOCT H KbpMeEHE

EdekTsT mpH Xxopa Mo BpeMe Ha GpeMEHHOCT M KbpPMEHE He ¢ mpoydeH. [lpamumexcon He € MMan
TepaToreHeH edeKT npH MUIBX0BE H 3afiH, HO ¢ O eMOPHOTOKCHYEH NPH IIBXOBE B 103U, TOKCUYHH 34
malikata (Bx. Touka 5.3). [Ipamunekcon He TpabBa Ja ce H3IO/3Ba 0 BpeMe HAa OPEMEHHOCT OCBEH B
ciyyali Ha KaTeropayHa HeoOXOAMMOCT, T.€. KOraTo MOTEeHNHANHATa NOJ3a HaJBHINABA O4YaKBaHKs PUCK
o OTHOLIEHHE HA deTyCa.

Trit KaTO JIEUEHHETO ¢ NPaMMIIEKCOJT MHXUOUpa ceKpeLlusaTa Ha NPOJIAKTHH IIPH X0pa, C€ 0YaKBa CIUpaHe
Ha KbpMaTa. He ca npoBeieHH NPOYYBaHUA IIPH )KEHH IO OTHOUIEHHE HA €KCKPELHATa Ha IPAMHIIEKCOI B
kppMaTa. [Ip¥ IUIbXOBE KOHLEHTPaUMATa HA CBBP3aHaTa ¢ aKTHBHOTO BEILECTBO PAAMOAKTHBHOCT B
KbpMaTa e TI0-BICOKA OT TasH B IasMara. Thit kKaTo JIMICBAT JaHHH IIPH XOpa, [PaMHUINeKkcon He OuBa Ja
ce pHeMa B epHoaa Ha KbpMeHe. [IpH HanoxkuTeNHa ynoTpeba, KbpMEHETO TPSOBa Aa e NPEYCTaHOBH.

4.7 EdexTHn BbpXy cnoco0HOCTTA 32 modHpaHe H padoTa ¢ MALIHHH

BBr3MOkHA € [MOABA HA CHHIHBOCT HITH XaATKI{HHALIHH.

[MauueHTHTE, NeKyBaHH ¢ MPAMHUIIEKCOJ, TIPH KOUTO Ceé HaOI0AaBa CHHIIHBOC BHE3AITH(

rpe3 geHa, TpaAOBa na ObJaT NpeaynpeleHH 1a He modupar 1 1a He ymnp g4 ggﬁhocm,s TIPH=]

HapylleHaTa OAUTENHOCT O H3JI0KHMIA TAX WIH OKOJHHTE HA PUCK OT CEPH{BED k{gﬁaﬁgﬁaﬁ{% ¢
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(Hanpumep pabota ¢ MalllHHH) IO H3YE3BAHETO HA TE3H IMOBTAPAILH Ce eMU30JIH H CHHINBOCT (BXK. CHIIO
Toukd 4.4, 4.5 u 4.8).

4.8 Hexxe1aHHU JIEKAPCTBEHH peaKuu

CrnenHdTe HEXENaHH peakUHH Ca OYaKBaHHU Npd ynorpeda Ha NMPAMHIIEKCOJI: NMATONOTMYHO TNOBEACHHE,
NaTOJIOTHYHH CBHHINA, OOBpKBaHE, 3ameK, 3aMasHoCT, camo3abnyna, , JHCKHHE3HWs, YMopa,
XaNOIIHHAIHH, I1aBo00THEe, XNITEPKUHE3NA, XAIIOTOHHSA, NPEKOMEPHO ALCHE (CKJIOHHOCT KBM IIpesXkIaHe,
xuneptharnd), GeachbHHE, HapylleHHs B NHOMAOTO, razeHe, nepudepeH OTOK, MapaHos, MaTOJOrHYHa

CKIIOHHOCT KBM Xa3dpT, IIOBHIICHA CCKCYANHOCT H APYro ﬂﬁHDpMHO [MOBCACHHC, CBbHITHBOCT, MOKAaYB4HC
H4a TCTHOTO.

Bb3 0CHOBA Ha aHANHW3W Ha cOOpHHM Mianebo KOHTPOJIMPAHW NPOYYBaHMA, B KOUTO ca yyacrsand 1923
MaudeHTy Ha npaMunekcon U 1354 nmanuenTta Ha nauebo, HEXENAHH JICKAPCTBEHH PEaKUHH ¢a 4ecTo
chobIaBaHH M B jBETe rpymH. 63% OT MaUKEHTHTE Ha MpaMHUINeKcoN U 52% oT manMeHTHTe Ha Mianedo
cHO0IIABAT MTOHE €HA HeXKeJlaHa JIEKapCTBEHa peaKivs.

Tabnaunu | ¥ 2 DOKAa3BaT YeCTOTATa HA HEXKENIAHH JIEKAPCTBEHH peakUMH OT muauedo-KOHTPOJHpPaHU
KIMHHYHN TpoyuBaHus. HeenanuTe JeKapCTBeHH peakuMH, IMOKa3aHK B Te3H TaDNHUK ca OHE3H
chOMTHA, KOWTO ce mosBgBar npu 1% Wiy noBeuye OT MNAIMEHTHTE, ASKYBaHM C NpPaMHIEKCON M ca
cHOOIIaBaHd 3HAYUTENHO TO-YECTO NPH NANMEHTH, MPHEMALlY NPAMHIEKCO/ B CpaBHCHUE C TE3H OT
nnauebo rpymnara, Wid KbAeTO ChOUTHETO C€ CMATA 33 KIMHHYHO CBBP3AHO. Bce nmak, OOMIDHHCTBOTO OT
qeCTHTE HEXENaHH JIeKapCTBEHH PEaKkluH ca JeKH A0 CPeHO-TEXKKH, KaTo OOMKHOBEHO 3amoYBaT B
Ha4aJJOTO HA TepanuaTa i UMa TeHIEeHLIHA [a H34e3Bar, JOpH KOraTo TepanuATa € Mpoab/IKEeHa.

Ta6nuna 1: MHOro 4ecTH HexXelauu peakuu (2 1/10)

CHCTEMO-OpPraHHH Hexenaxnu [Tpamunexcon
KJ1acoBe peakuuu N= 1923

(%)
Hapymenss Ha HepBHaTa | 3aMasHOCT 15.5
CHCTEMA JIMcKuHE3us 12.9
CToMallHO-YPEeBHU aneHe 17.2
HapYyIUEHHS
CbL0BH HApYIICHHS XHIIOTOHUA 12.6

Tabnuua 2: Yectu Hexkenann peakund (>1/100 no < 1/10)

CucreMo-OpraiHu Hexenanu [Tpamunekcon
KJ1aCOBE peaKknmH N= 1923
(%)
ITcHXHUYHHN HApYILIEHUS [TaTonoru4yHmM CHHHINIA 3.5
CocrosHue Ha 00bpKBaHe 3.0
XamoluuHaIuH 6.6
be3cnHue 8.2
Hapymenus na HepBHata | ChHIHBOCT 8.6
cHcTEMa ['naBobonue 6.5
CroMalHO-4pEeBHH KoHcTunauus 3.5
HapyLIEHHA
OO6mM HapyilleHHs M edexTH | YMopa 6.1
U epekTM Ha MACTOTO HaA <%
[MPHIOKECHHE [TepudupeH oTox 1.9 E‘;i:ﬁ/f |
=| %
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IlpaMunekcos e CBbp3aH ChC CHHIUBOCT (8,6%) M He4ecToO ¢¢ CBBP3Ba ¢ NMPEKOMEpPHAa CHHIMBOCT Mpes3
ACHA M €nu30aM Ha BHe3anHo 3acnuBaHe ((0,1%). Bmxre cbino To4ka 4.4,

[Ipamunexcon Moxke na Ople CBBp3aH CbC HapywieRus B nubugoro (nosumasane (0,1%) wunm
nonvxkasane (0,4%)).

KakTo e onucaHo B JHTEPATYpaTa 3a JONAMHHOBH ArOHHCTH, U3M0OJI3BaHHU 3a Je4dyeHue Ha [lapkuHcoHoBa
Oonect, NPy NMaLMEHTHTE, IEKYBAHU C IPAMHIIEKCON, OCOOECHO BBB BUCOKH JI03H, CE€ Ch0oOIaBa 3a nposBH
Ha MaTOJIOrMYHAa CKIOHHOCT KBbM Xa3apT, MOBHINCHO IHMOMAO Y MNOBUIIEHA CEKCYATHOCT, KOHTO
o6HKHOBEHO ca 0OpaTUMH NPX HaMAJIABaHe Ha A03aTa HIIH NIPEKPATABaHE HA JICUESHHUETO.,

Hati-yecTo (> 5%) cpoblllaBpaHuTe HEXENIaHH peaKUMy npd nauveHTH ¢ [lapkuHcoHOBa 601€CT, MO-YECTO
[P JieUeHUEe C IPAMHUIIEKCONl B CPaBHEHHE C muanedo, ca: rageHe, AUCKUHESU, XUIIOTOHUA, 3aMasdHOCT,
CBHIMBOCT, Oe3ChbHME, 3aleK, 3pHTENHH XaTIOUWHALUM, raaBobonane u ymopa. ClydanTe Ha ChHIMBOCT
HApacTBaT NpH JO3H MO-BUCOKM 0T 1,5 mg/nen (Bx. T1odka 4.2). Ilo-uyecta HexxenaHa peaxkUUs MpH
KOMOHHALIHA C JIEBOMONA € AMCKHHE3HATA. B Ha4ajoTO Ha IEYEHHETO MOKE Jla ce HabmojaBa mossa Ha
XUIIOTOHHA, 0c0OeHO NMpU OBP30 THTPHPAaHE HAa J03aTa IPAMHUNEKCOL.

4.9 IIpeno3upane

HsMa KIMHUYEeH OMUT C TEXKHM ClIy4yad Ha npeposupade. OYaKBaHNTE HEXENaHM peaxklMH ca TE3H,
CHOTBETCTBAIIM Ha (apMakoJMHAMHUYMHUA Npoduil HAa IOMAMWHOB AaroHMCT, BKIIIOHBAIIM TaJcHE,
MOBpBILAHE, XMMEPKUHE3UA, XANOLHHAUKH, BH30yna M XHIOTOHHMA. He e ycTaHOBEH aHTHAOT MNpH
npefo3MpaHe ¢ JOMAaMHHOB aroHMCT. [Ipx Haju4yue Ha CHMNTOMH 33 CTHMyNUpaHe Ha LEHTpajlHAaTa
HEpBHA CHCTEMA MOXE Ja Ce MpUIoXKaT Hepponentuud. Ilpu npenosupaHe Moxe ja ca HeoOX0aUMH
oOlM noAgbpXAallH MeEpKW, B KOMOHMHAUMf CBC CTOMAllHa NPOMHMBKA, HHTPABEHO3HU HH(Y3UY,
MpUNaraHe Ha akTHBEH BbIiieH U MOHUTOpUpaHe Ha EXI.

5. DPAPMAKOQJIOTHYHHA CBOUCTBA

5.1 ®apMakoIHHAMH4YHH CBOACTBA

(dapmakoTepaneBTHYHA rpyrna; JONMaMUHOBH arOHHCTH
ATC xon: NO4B C

[TpaMHIEKcon € JONaMHUHOB arOHHCT, KOHTO BHMCOKO CE/ICKTHBHO H cnerHudryHo ¢e cBbp3Ba ¢ D2
ONAMHUHOBHTE PELETTOPH, M [O-CIELMATHO HMa aQHHMTET KbM TeXHHA noATtHn D3, ¥ uMa IeiHa
BLTpELIHA AKTHBHOCT. [IpamMuniekcon ofnekyaBa mposBuUTe Ha 11apkHHCOHOBa MOTOPHA HEAOCTATBYHOCT
ypes CTUMYNHMpaHe Ha NONAMHHOBHTE PelenTopH B cTpHaryMa. Ilpoydusanns npH XHBOTHH COMAT, He
IpaMHIEKcoN HHXUOKpa CUHTE3a, OTAEASHETO H MeTaboIn3Ma Ha IOTIaMHHA.

[Ipu no6pososnu € HabNOAaBaHO 1032-3aBUCHMO HaMaleHNE Ha NPOJIAKTHH.

Knunuyuay npoyusanus opu [1apkKHHCOHOBA OOJECT

[IpaMuneKcon HamansiBa NpU3HALNTE ¥ CHMIOTOMHTE Ha uWaWomaTHyHata IlapkMHCOHOBA Gonecr.
[IpoBefieHH €a KOMTPOAMpAaHH KIMHHYHK MNpoy4BaHHs, BrmoyBamu 2100 nanwenta it Ha
zabonsisare I-IV mo Hoehn n Yahr. U3BeH TaAX, okoao 900, kouto ca O4nu B no-Han
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KOHTPOJHPaHH KIMHHYHH [POYYBaHHA 3a NMEPHOA OT OKONO LIECT Mecela. B OTBOpeHHM AOITBIHHTEIHH
MpOYy4BaHUsA, TPOABILKEHUA HAa TE3W 3a MEPHOA Haj TPH FOAMHH He ca OoTOeNd3aHW TPU3HALH Ha
MOHW)XXaBaHe Ha edukacHocTTa, [IpH KOHTPOJHMPAHO JABOWHO CIANO KIHHUYHO [pOYy4YBaHe C
MPOABIDKATETHOCT 2 TOAMHHM, HAYaJIHA Tepanus ¢ MNPaMHMISKCON 3HAYHMO OTIAra HACTBHIIBAHETO HA
MOTOPHHY YCJOXXHEHHS M CpPaBHEHO C HayallHa Tepamus C JIEBOJAONA, peaynHpa TAXHaTta nossa. Tosa
OT/IaraHe Ha MOTOPHHTE YCJIOXKHEHHS MPH MPaMHUIEKCON cleaBa Aa ce OamaHcupa CrnpsaMo NO-roNIsMOTO
noaoOpeHe Ha MOTOpHaTa GYHKUHA MpH JieBoaona (M3MepeHo upe3 cpeaHarta npomMsHa no UPDR-
ckana). Obmiata 4eCcToTa HAa XAMOUMHALMH W CHHIMBOCT IHPHHUHMIHO € TIO-BHCOKA BBB (asata Ha
yBEJIM4YaBaHe Ha 103aTa IPH Ipynara ¢ npamMHIeKkcol. BeOpekd ToBa, HE € UMaNo 3HAYHUTENIHA pa3ivka

npe3 mojabpxkainara ¢aza. Tesu paHHm TpsibBa ga ce UMar NpEABHA NPH 3an0ybBaHe Ha JIEUEHHETO C
[MPaMHIIEKCO/ NpH nauueHTH ¢ [lapkuHCOHOBa HoJtecT.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Mpamunexcon ce pe3opbupa Obp30 U M3LWIO cleA mepopaneH npueM, AbcomorHaTta OHOHATHYHOCT €
moeeve oT 90% W MakCHMaJHH MIa3sMEHH KOHUEHTpauuu ce aocturar Mexay 1 v 3 vaca. IlpueMsT ¢
XpaHa HE€ HamanaBa cCTermeHTa Ha abcopbiuMs Ha MPaMMIEKCOJN, HO TOHMXAaBa HEHHATa CKODOCT.
[TpamMHIIEKCON € ¢ TNHEIHA KHHETUKA M C MAJIKH PasliH4HA B NIA3MEHUTE KOHUCHTPAIMH NIPH PA3IHYHUTE
MalHeHTH.

Cesp3BaHETO Ha NPAMHIEKCON ¢ [POTEHHHTE IPH Xopa € MHoro Hucko (< 20%), a o0eMBT Ha
pasnpenencuue ¢ roasm (400 1). Tlpu napxose ca Habnl0NABAHH BHCOKH KOHIEHTPAlMd B MO3BHHATA
ThKaH (OKONIO 8 MBTH NO-BHCOKM OT TE3Y B /1a3MaTa),

[Tpamunexcon ce MeraboMU3Npa B HACKA CTENICH B HOBELUKHSA OPraHHUIBM.

OCHOBHHAT Ha4yMH Ha CNHMHHMpAHE HAa HENPOMEHEH mnpamunekcon € OnbpedHaTta eKCKpeuus,
[Tpubnusurenso 90% oT Genasanata ¢ '*C 103a ce exckpeTupa yupes GuGpeuute, a mo-mainko ot 2% ce
OTKpUBAT BBB dpekanuute. TOTAIHUAT KIMPBHC HA Mpamunekcon € okono 500 ml/min, a OnOpeuHudar
KIHpBHC - npHGnusuTenHo 400 ml/min. Bpemero Ha momyenuMuHHpate (tz) BapHpa OT 8 4yaca npH
maand xopa Ao 12 vaca npH BB3pacTHA.

5.3 IIpeAKTHHHYHH JaHHH 32 6€30MaCHOCT

[Tpoy4BaHHATA 32 TOKCHYHOCT MPH MHONOKpPATHO NMPHJIOXEHHE N0OKa3BaT, Y€ MPaMHIEKCOJI BIHAC MNIABHO
pepxy OGyukuuure Ha LJHC W Xenckara penpoiyKTHBHA CHCTEMA, KOETO BEpOATHO c€ ABIDKH Ha
MpeKaneHo cHieH dapMakoaMHaMHYeH eeKT Ha MPaMHIIeKCOIL.

[Tpu manku npaceHna e HabmoJaBaHO MNOHMXKEHHE HA [AHACTONHOTO M CHCTOJIHO HajldAraHe ¥ Ha
ChbpAEYHATA YECTOTA, A TCHASHLUA 34 XHIIOTOHAYEH edeKT e 3abena3aHa MpyH ManMyHH.

[MoTenuuamTHaaT eheKT HA IPaMUNEKCON MO OTHOLIEHHE Ha PEMPOAYKTHBHATA (YHKUMA € MPOYYEeH TIpH
H3CIEABAHMS BHPXY TUIbXOBe W 3aiuu. [Ipu mibxoBe W 3alllyd, NPaMHIIEKCON HE MOKa3Ba TEPATOTCHEH
edeKT, HO € eMOpPHOTOKCHYEH NpH TUIBXOBE B 03H, TOKCHYHH 34 Mmatikara. [Topanu noabopa Ha BHAA
’KUBOTHH M OrpaHHUYEHHTE W3CICABaHM IapaMeTpH, HEXeNaHWTe peaknHn Ha TpaMHUIIeKCOT II0
OTHOIIEHHE Ha 6PEMEHHOCTTA H MbXKaTa PENPOAYKTHBHA CMIOCOOHOCT HE ca HalThJIHO U3ACHCHM,

[TpaMunekcon He e reHotokcuveH. [IpH mpoyuBaHus 3a KapUMHOTEHEH MOTCHUHAN, Mb)
pa3BMBaT XHIepriasua Ha Knerkurte Ha Leydig u aneHoMu, koeTo ce 00ACcHABa C WHXUO
MPAaMMIEKCON BEPXY NPONaKTHHA. Ta3sW HaXOAKa HE € PEJICBAHTHA KbM KINHUYHATA
Mpoy4YBaHe Mokas3eBa, 4e B no3¥ 2 mg/kg (con) ¥ NO-BHCOKH OT TAX, MPAMMII
mereHepanMs Ha peTHHaTa npM mrbXope anbuHocu. Ilocneznara Haxonka
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IUTMEHTHPAHH ILUTBXOBE M He e HabmojaapaHa NpU 2-TOAMIIHO TPOYYBAHE 3a KAHLEPOTCHHOCT NpPH
MHIIKH anOUHOCH, KAKTO W TIPH HUTO €IMH OT APYTUTE U3C/IeABaHH BUOBE,

6. PAPMAIHEBTHNYHHA JAHHH

6.1 CnnuchLK HA NIOMOINHHUTE BeluecTRa

MAaHHTOJ

LIAPEBHYHO HHULIECTE, NPEKENATHHHIHPAHO
CHIHLIAEB AHOKCH, De3BOEH,

nmonusuaoH K 29/32

Marge3neB cTeapar

6.2 HechbBMECTHMOCTH

Henpunoxxumo.

6.3 Cpok Ha rogHoOCT

oPA/Al/PVC:Al bmucrepH: 2 rOANHH
PVC/PE/PVDC/AIl 6nucrepu: 18 meceua

6.4 CnenHaJHA YCIOBHA HA ChHXPaHEeHHE
oPA/AI/PVC:Al 6nuctepu: Jla ce ¢hXxpaHABa B OPHIHHAIHATA OMAKOBKA, 3a Ja C€ Npeanasba oT CBETIHHA.

PVC-PE-PVDC/Al 6muctepu: Mla ce cexpansasa noj 30°C. Jla ce cbhbXpaHsiBa B OPHIHHANHATA OTAKOBKa,
33 Jia C€ Ipe/ANa3Ba oT CBCTIHHA,

6.5 JlaHHH 32 ONaKOBKAaTa

oPA/AI/PVC:Al /unu PVC-PE-PVDC/Al Gnuctepy, cbAbpXKaly 10, 20, 28, 30, 50, 90, 98 wnu 100
Ta0lIeTKU.

He BCHYKH BHAOBM OMAKOBKH MOTaT Aa ObJaT NycHaTH B mpoaaxoa.

6.6 CnienyatHy Npeana3sHl MEePKH NPH H3XBbPJIAHE

HsaMa cneqaiHyi U3HUCKBAHUA.

7. IPUTEXKXATEJ HA PASPENIEHUETO 3A YIIOTPEBA

Genericon Pharma Gesellschaft m.b.H.
Hafherstrasse 211, 8054 Graz

ABCTpHA
text: 0043 316 9003
dake: 0043 316 9003 101

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA
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9. JATA HA IIBPBO PA3PEINABAHE/MIOAHOBSIBAHE HA PA3PEIMIEHHETO 3A
VIIOTPEBA

{(MM/TTTT}

10. IATA HA AKTYAJIN3UPAHE HA TEKCTA

Mapt 2009 r.
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