KPATKA XAPAKTEPUCTUKA HA ITPOJIYKTA :
M 009

1. HME HA JEKAPCTBEHHA NPOAYKT

Glepark 0,088 mg tablets
I'nrenapk 0,088 mg Tabrerkn

Glepark 0,18 mg tablets
I'nenapk 0,18 mg TaGnaerkn

Glepark 0,35 mg tablets
I"'nenapk 0,35 mg TabaeTkn

Glepark 0,7 mg tablets
Fnenapk 0,7 mg TabneTkH

2. KAYECTBEH U KOJIHWYECTBEH CHCTAB

Glepark 0,088 mg Tabnetkn cpavpkar 0,088 mg npamunekcon (pramipexole) 6aza (noa dhopmara Ha
0,125 mg npaMuneKcooB JUXHAPOXIOPHA MOHOXUApaT (pramipexole dihydrochloride monohydrate)).

Glepark 0,18 mg Tabnetkn cvabpxat 0,18 mg npamunexkcon (pramipexole) 6aza (noa dopmara Ha
0,25 mg npaMHNeKCcONOB ANXHAPOXJIOPHA MOHOXUARPpAT (pramipexole dihydrochloride monohydrate)).

Glepark 0,35 mg rabnerku cwraspxar 0,35 mg npamunexcon (pramipexole) 6aza (nmoa dopmara Ha
0,5 mg NpaMHUNEKCONIOB AUXUAPOXIJIOPHA MOHOXUApAT (pramipexole dihydrochloride monohydrate)).

Glepark 0,7 mg Tabnetku ceawpakat 0,7 mg npamunekcon (pramipexole) 6asa (nog dopmara va 1,0 mg
NMPaMUINEKCON08 AUXHAPOXJIOPHA MOHOXUAPAT (pramipexcle dihydrochloride monohydrate)).

BHuMauue:
Ho3ure npamunekcos, myONIMKyBaHH B IUTEpaTypaTa C€ OTHACAT 32 HEroBaTa coi.
[Mopanu ToBa AO3UTE Wie OBAAT M3PA3ABAHM MO-J0JTY KATC NpaMHUnekcon 6a3za B kaTo NPaMUIIEKCON (104

¢opmara Ha cou (B ckoOH).

3a TLJIHUA CITUCEK HA NOMOLLUHKTE BELIECTBa, BUKTe Touka 0.].

3. JIEKAPCTBEHA ®OPMA

Tabnerky

Glepark 0,088 mg: kpbrau, 6eau, NIOCKH TabneTKn Che CKOCEHH prOOBE, rpaBupanu ¢ ,,PX" oT enHaTa
cTpana v 0e3 ofo3HaYeHHA OT Apyrara CTpaHa.

Glepark 0,18 mg: xpbriy, 6enu, nnocku HeoOBUTH TaONETKH CbC CKOCEHU pbboBe, rpaBupaHu ¢ ,,PX"
u ,1“ OT BCAKAa cTpaHa Ha AEJWTENHATa yepTa OT €[HaTa CTpPaHa v C JC/INTE/IHA vepTa OT JApyrara

ctpana. Tabnerkara Moxke Aa Obae pasaesneHa Ha ABE paBHU NONOBHHH,

Glepark 0,35 mg: xpbriy, Oenu, miockyd HeoOBUTH TabneTk /c;s«: Clj,ﬂCeHH p'hﬁQBB, rpasupanu ¢ ,,.PX" un

,,2° OT BCAKA CTpaHa Ha ZejuTesHaTa Yyepra OT €4HaTa CT i{a wc ;Lemﬁ*enH% qepTa OT Apyrara CTpaHa.
TabnerkaTta MoXe fa Obae pa3acieHa Ha ABe PpaBHH 110410 HH [ N



Glepark 0,7 mg: kpbrau, 6esn, miocku HeoOBUTH TabneTkn cbe ckoceHW pbOoBe, rpaBupaHu ¢ ,,PX* u
»3"* OT BCAKA CTPAHA Ha ACJIUTE/IHATA 4ePTa OT €AHaTa CTpaHa M C ACMTENHA YepTa OT APYrarta CTpaHa.
Tabaerkara moxe pa Obie paslieneHa Ha JBE paBHH NOJIOBHHH.

4, KJIHAHAYHH JAHHH
4.1 TepaneBTHYRH MOKA3ZAHHUA

Glepark e noxazaH 3a 1€e4eHHUE Ha NMPHU3HALINTE U CUMNITOMHTE Ha HavonaTtuyHa donect Ha [lapkuHcoH
camocTosTenHo (6e3 nesoaona) Wiy B kOMOMHaums ¢ nesonona, T.€. B Xxo4a Ha 3a0onsaBaHeTO npes
KbCHHTE CTaiWH, KOoTaTo €(EKTLT HA JIEBOJAOINA HAMAJISABA WK CTAaBa HENOCTOAHEH KU ce HabmoxaBar
bnykTyauuu B TepaneBTHuHHA edekt (Paykryauuu Mpu u3uepnBaHe Ha Jozata wam ,,on off”

GrykTyauuu).
4.2 Jlo3upoBKa H HAYHH HA NPHIOKEHHE

Tabnetkure TpOBa Jia c€ NMpUEMAT MEPOpPaIHO, KATO CE NOrIbLIAT ¢ BOJA H MOTAT f1a CE MpUemMar Che
unu 6e3 xpana. [IHeBHaTa [03a ce pasnpeleNs NOpasHO Ha TPH OTACTHH NpHUema.

Hauanno nevenue.

Tlo3uTe TpsA6Ba NOCTENEHHO /ia ce MOBULIABAT, KaTo ¢¢ 3ano4He ¢ 0,264 mg 6asa (0,375 mg con) Ha AeH,
c/eR KOETO Jla Ce [IOBHILABAT Ha BCEKH 5-7 AHHW. AKO NAUHEHTHUTE HE MOMYYaAT HEMTOHOCHMH HEXENIAHH
NIEKapcTBEHU peakuuy, aosata TpsOBa Aa ce TUTpHpa A0 MOCTHraHE HA MAKCUMa/IeH TEpaneBTHUEH

edekxT.

Cxema Ha J0o3HpaHe HA NPAMHIIEKCO Ype3 MOBHIUABAHE HA JO3HTE
Ceamnuua Ho3a O06ma gneBHa 7034 Ho3a O6ma JHeBHA 1033
(mg 0aza) (mg 0asza) (mg con) (mg cou)
1 3 x 0,088 0,264 3x0,125 0,375
3x0,18 0,54 3x0,25 0,75
! 3 x 0,35 1,1 3x0,5 1,50

AKO ce Hajnara Io-HaTaThUIHO MOBYMIABAHE Ha 103aTa, AHEBRaTa fo3a Tpabea aa ce mosuwasa ¢ 0,54
mg 6a3a (0,75 mg con) Ha ceaMHLA [0 AOCTHIaHE Ha MAKCHMalHa JHCBHA 103a 3,3 mg 6aza (4,5 mg

COJM} Ha ACH.

Tpa6ea na ce otOenexu obave, Ue Cy4auTe Ha ChHIMBOCT C€ YBENWYABAT NPH R034 M10-BHCOKH OT 1,5
mg/ aeH (Bxk. ToUKa 4.8).

Iooowpoicayo nevenue.

WUnausuayannara ao3a Tpabdsa Aa 6vae B pamkute Ha 0,264 mg Gaza (0,375 mg con) A0 MaxcHMalHa
no3a 3,3 mg 6a3a (4,5 mg con) na fgeH. [lo Bpeme Ha TPH OCHOBHW MNPOYHBARWUA C NOBHIIABAHE Ha

n03aTa HauanoTo Ha edekra € HabmoaasaHo npyu AHesHa aosa 1,1 mg Oasa (1,5 mg con), [To-HaTaTbK
fo3aTa Tpa6Ba Aa ce afanTHpa B 3aBUCHMOCT OT KITWHWYHNA OTFOBOP U NOABATA HA HOXE/IAHW PCAKLKRH.

B )/IHHHYHKE U3NUTBAHHUA NPUOAUBHUTENHO 5% OT NAUMEHTUTE Ca MoJTyHaBaiiv 103U NOA 1,1 mg (1,5 mg
con). [Tpy Hanpennana 6onect Ha IJapkMHCOH 03K NO-BUCOKH OT 1,1 mg (1,5 mg con) Ha AeH MOXKe Aa

ca MONXONAILM 3a GONHM, NP KOWTO Ao3ara Ha fesogona we Owae Hamandsana. llpenopbusa ce

" f R T
[03MPOBKATA Ha N1€BOJONA /1a CE MOHKKABA KAaKTO N0 BpeMe bd” HOBHIIABAHE, Ha, 103aTa, TaKa H TIO

BpeMe Ha TOMABPKAUIOTO JIEHEHWE C INPaMHIeKcon, B 3as {CUMOCT ,0*1‘9’-5;_.;;9&'1{;&1”{';3_1»‘7:&3 HA OTHENHUTE

; { E.-'-'-f Do S N ‘11

S A R

2 etd o s e i
L B _‘ : g
A A B |
N I /.
ow L e

3 oL
. .. ]
- . - Y ,i’
- " - .o
- .
', - -

Bepcusa 4, anyapwn 2008 r.



NaLVEeHTH.
IIpexpamsasane Ha 1e4eHUemo:

BHe3anHOTO MpeKpaTABAaHE HAa JAONAMHHEPrHYHOTO JICUCHHE MOXE Aa J0BEAE A0 Pa3BHBAHETO Ha
HEBPOJICNTHYEH MANMIHEH CHHApOM. [lo Ta3sd mpyHy¥UHA NPaMHIIEKCON TpsibBa na Obae HamansaBaH
noctenenno ¢ 0,54 mg 6a3a (0,75 mg con) Ha aeH, ROKATO [IHEBHATA 1032 C€ MOHMXHK 10 0,54 mg baza
(0,75 mg com). Cnea ToBa fo3arta Tpabsa fa ce noxnxasa ¢ no 0,264 mg 6a3za (0,375 mg con) Ha aeH
(BX. TOuKa 4.4).

Hozupane npu nayuenmu ¢ OvOpeyHU yBPENCOAHUA.

EAMMUHHUPAHETO HA TTPAMHIIEKCON 3aBHCH OT O6LOpeuHaTa QyHKUHA. 3a 3aMOYBaHE HA JIEHEHHWETO C¢
fpenopbyBa CICAHATA CXeMa Ha J03HPaHE:.

[Ipn manMeHTH ¢ KpeaTHHUHOB KIIWPBHC Hal S0 ml/min He € HeoDXOOAUMO TMOHHXKABAHE HAa JHEBHATAa
1034,

[Tpy NauMEHTH ¢ KPEaTHHHHOB KAMPBHC Mexay 20 1 50 ml/min, HawanHaTa AHEBHA 1032 NMPAMHITEKCO
Tps6Ba Ja ce pa3npeaeny B ABa OTACTHY NIPUEMA, KATO C€ 3aNOUHE C 0,088 mg 6aza (0,125 mg con) nsa

nbTi Ha qeH (0,176 mg 6a3a/0,25 mg con AHEBHO).

[Tpy NauneHTH ¢ KPeaTHHWHOB K/IIHPDBHC MOA 20 mi/min zHeBHAaTa N03a Npamurekcon Tpadsa na ce
npusiara eJHOKpPaTHO, KaTo C€ 3an0YHE C 0,088 mg 6aza (0,125 mg con) AnesHo.

Axo GbOpeunara QyHKUMS CE NMOHIKABA MO BPEME HA NOAXBPKALIOTO JIEUCHHE, QHEBHATA AO3a Ha
npamurexcon TpsGBa Aa ce HamanABa ¢ TOAKOBA MPOLEHTA, C KOIKOTO €& € NOHWNHI KpeaTWHHHOBHS
KIMPBHC, T.€. (IPY HaMasiABaHe Ha KPEaTUHHHOBHA KIHPBHC C 30%, aAHEeBHATa 4034 HA MPaMHUIEKCo ce
namangea ¢ 30%. JlHeBHaTa J03a MOXKe Ja Ce pa3jle/id Ha ABa OTAE/HW TpHeMa MNpH KpeaTWHHHOB
kaupbHe Mexay 20 and 50 mi/min 1 na ce npremMa eHOKPAaTHO MPH KPEaTHHUHOB KAMPHHC ol 20

ml/min,
Jozupane npu nAyueHmu ¢ 4epHoOpoOHU YBDEHCOAHUS.

He e HeoOxomaumo aganTupaHe Ha Ao3aTa Npy naudceHTH C qepHoApoOHa HENOCTATBYHOCT, ThR KATO
npubnusureano 90% ot abcopOupaHOTO aKTHBHO BCLIECTBO CC exkckpeTHpa mpe3 OnOpeunte,
[loTeHLMATHOTO BAMSHHE Ha uepHOApoOHATa HEAOCTATBYHOCT BbLPXY apMakOKHHETHKATa Ha

npamunekcon obave He € MpOoYy9eHO.

Ho3upane npu oeya u IOHOULU.

He ce npenopbusa ynorpebara Ha IpaMUNeKco NpH Aeua 1noa 18 rogvHy nopanu MNCaTa Ha AaHHK 3a
GesonacHoCcTTa M €HKACHOCTTA.

4,3 IlporHBONOKA3aHHA

CBpBhXHYBCTBUTETHOCT KbM 8KTUBHOTO BELCCTBO HITH KbM RAKOC OT TOMOUIHUTE BEILECTBA.

4.4 CoennajJHH NpeiyRpeKIACHHS H NPEANAZHH MEPKH MpH ynorpeda

Korato ce nMpeAnHCBa NPaMUNEKCON Ha MaUMEHTH ¢ 6BOpeytn yBREsKAARNA 33 JleHeHHe Ha BoMecT Ha

-

[TapKHHCOH ce NpenophUBa MOHKABAHE Ha 103474 CNOPE/ yKas BTy B TQHKA 42,
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H3BecTHO e, ue npH JleyeHHe ¢ JOMAMHHOBH arOHHCTH M JICBOAONA KAaTO HEXE/AaHW peakuuH Ouxa
MOTJIH A2 C€ NOABAT XamourHauuu. [launenture tpabea ga 6baar NpeaynpeacHH 3a Bb3MOXKHOCTTA OT
MOABA Ha XaMOUHHALINY (TIPEAUMHO 3pHTENIHH) (BXk. Touka 4.8).

I1pu Hanpeanana GonecT Ha FlapKHHCOH, NPU KOMOHHHPAHO JTEYEHHE ¢ JI€BOAONA, € Bb3MOXHA NOIBaTa
Ha QHCKMHESHA TIO0 BpEME Ha MbPBOHAYANHOTO THTPUpaHE Ha j03aTa npamunekcon. [Ipu nossata HM
TpAOBa Aa ce HaMAalTK 103aTa Ha JIEBOAONA.

Ilpamunekcon ce cBbp3BA CbC COMHOJNEHTHOCT M €MH30AM HAa BHE3AMHO 3acniuBaHe, oco0eHo mnpH
NaukeHTH ¢ bonecT Ha TlapkuHcoH. B peakH ciyuau ce cho6iwaBa 3a BHE3aNHO 3aCITMBANHE npe3 AeHs,
MOHAKora 0€3 MauHeHTHT A3 0Ch3HABa TOBA UNH Ges MpeAynpeanTe iy npusHaun. [launenTthre Tpabea
Aa ObAaT npemynpeaeHH 3a TOBa W Aa GbAAT NOCHBETBAHW Aa Ca BHHMATEHH NpH WOPUPaHE WK
paboTa ¢ MalWIMHH NO BpeMe Ha JeyeHHe ¢ npamunekcon. IlauMeHTture, NPH KOWTO CE [MOABSARA
CBHITHBOCT M/HITH ©MTH30/1 HA BHE3ATIHO 3aCTIMBaHe TPAGBA Aa C& Bb3AbpKaT OT wodgupare uin paGora ¢
MaiHy. OcBeH ToBa TPAOBa fa ce 0OMHCIM HaMansBaHe HA 403aTa HIH PeKpaTABAHE Ha TEpanusTa.
[Topann BB3MOXHM AAMTHBHH eEKTH MAUKEHTHTE, KOMTO NPHEMAT APYFH ceaaTHBHH NIEKAPCTBEHU
NPOAYKTH MJIM AKOXOJ B KOMOMHAUMs ¢ npamvnekcon, Tpsfea aa 6baaT nochbBeTBaHW na Gbiar
npeanasnuBy (Bx. Touka 4.7 u Touka 4.8).

Ipn nauueHTH, JEeKyBaHM C JOMAMMHOBU arOHHCTH, BKJIKOYHTENHO TIPAMMIIEKCON 3a OONeCT Ha
[TapkiHCOH, ce chOOWIABAT MATONIOTHYHA CIJIOHHOCT KBbM Xa3apT, NOBHIUEHO JHOMAO M NMOBHLIEHA
cekcyanvoct. Ilo TasW npuunHa naumentute W ofcnyxeawure ru Tpsabpa aa TpaGsa a Obaar
HHPOPMHPAHH 32 BB3MOXKHATR2 MOABA Ha NPOMEHW B noBeaeHHeTo. TpsGea sa ce OBMHCIH

HaMansBaHe/NOCTENEHHO CIIHpaHe Ha 034aTa.

[TauueHTHTe ¢ NMCUXOTHYHHM HAapylieHWs TpAOBa A& ce JIEKYBaT ¢ AONAMUHOBH ArOHUCTH CaMO B
CTy4aurte, KOraTo OYaKkBaHaTa [10J13a € Mo-rojsMa OT NOTEHUMATHHA PUCK.

Tpabsa na ce u3bArBa eAHOBPEMEHHOTO MNpMIaraHe HA AHTUIICHXOTHYHW JIEKAPCTBEHH MPOAYKTH W
NMPaMHUNEKCON (BXK. TOUKa 4.3).

[Ipenopbusar ce 0PTaNMONOTHUYHH NPETNIEAN HA PEAOBHH WHTEPBANW HAH MPW MOSBA HA AHOMAJIMH B
IPEHHUETO.

Ilpu Texko cbpaeuHo-cha0BO 3abonaBaHe neweHneTo Tpabsa na ce Npuiara BHUMarTenHo. [Ipenopbysa
C€ MOHHMTOpHpaHE Ha KPBBHOTO HaNAraHe, 0CODEHO MpH 3amovBaHE Ha JIEYEHHETO, NOPAJH PHUCK OT

OpTOCTAaTHYHA XHUNOTCH3NA, CBbP34aHa C J0NMaMHHEpruyarta TepanH.

[lpr BHE3zanHOTO CnMpaHe Ha AOMAMHHEPrHYHA Tepanus ca CbOGIUCHH CHMMTOMH, Npeanofarauy
HEBPOJIENTHYEH MAJTUTHEH CUHAPOM (BXK. TO4Ka 4.2).

4.5 B3anmoaeHcTBHE ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYrd GOpMH HA B3aNMOAelicTBHE

IlpaMuniexcon ce CBBbP3Ba B MHOIO HHCKa CTeneH ¢ niasMeHuTe nporenHH (< 20%) W npu xopa
MpeThbprnaBa Majka crefieH Ha OuorpaHcdopmMauua. [lopaan ToBa HE Ce OYaKBAT B3aUMOACHCTBHA C
JApyrd JIeKapcTBEHW TNPOAYKTH, MNOBAMABALIK CBBP3BAHETO ¢ TUIA3MEHHMTE TIPOTEUHH WIH
ETHMHHHPAHETO upe3 OnorpaHcdopmanua. T KaTo aHTUXONHHEPTMYHHTE NPENApaTH Ce EUMUHKUPAT
rNaBHO NOCpeacTBoM Onorpancdopmaiis, BB3IMOXHOCTTA 32 B3aMMOAEHCTBHE C TAX € OrpaHWueHa,
BBIIPEKH Y€ HE Ca MPOBEACHK NPOY4YBAHHA HA B3AUMOJACHCTBHETO C AHTUXOJIMHEPTHUYHH NpETnapaTH.

Hama dapMaKOKHHETHYHO B3aUMOACHCTBUE ChC CENTEXKUIINH U nesoggﬂa_.‘f
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LlumernanH noHmkasa O6bOpeuHHs KJIMpPBHC Ha NpaMUNeKCEA (¢ MpubausuTeano  34%, BepoATHO
nopaan HHXHOWpaHe HAa KATHOHHATA CEKPeTOPHA TPAHCNOPTHA JueTéma B 6uOpeunuTe TyGynu. [Topann
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TOBA JICKAPCTBCHH MPOMYKTH, KOUTO ca MHXHOWTOPH Ha TO3W AKTUBEH TILT 3a CTUMHHUPAHE fpe3
ObOpeunte MM KOMTO Ce €MMHHMpPAT AOCPEACTBOM HETO, TAKHBa KATO LIMMETHAWH M aMaHTaiuH,
MOTaT Aa B3aHMOAEHCTBAT C MPAMHIIEKCON, B PE3YATAT Ha KOETO MOKE [a Ce MOHMIKH KJIMPBHCBLT Ha
CAHHUA WY ¥ Ha 1BaTa nekapcTeeHy npoaykra. [pu eanoBpeMenHO npunarane Ha Tesu JIEKAPCTBEHN
MPOXYKTH C npamurnekcon TpsabBa na ce oOMUCTH HaMaNABaKe Ha 403aTa Ha npamurexcon,

Korato npamunexcon ce aasa B koMOUHaUKA ¢ neBogona ce NpenopbyYBa HAMANABAHE Ha J03aTa HA
JICBONIONIA M 3aMna3BaHe Ha N03aTa Ha APYruUTe aHTHNAPKUHCOHOBM NICKaPCTBEHH INPOAYKTH, JOKATO CE
IOBHILIaBa A03aTa Ha MPaMHIICKCON.

[Topagu BBIMOMHM aaMTHBHH eEKTH MALMEHTHTE, KOUTO NpHEMAT ApYTH CEJaTHUBHH NIEKapCTBEHM
CPEACTBA WU ANKOXON B KOMOWHALMS C npaMunekcon, TpaGea na 6BA3T NOCHLBETBAHW Aa Ovaar

fIpeaNa3IuEH.

TpadBa na ce u3bArea efHOBPEMEHHOTO MpuUnaraHe Ha AHTHICHXOTHYHM JIEKAPCTBEHU CPEACTBA W
npamMunekcon (Bx. Touka 4.4), bl KaTO MOTAaT /14 Ce 0YAKBAT dHTArOHUCTHYHU edeKTH.

4.0 bpemenHocT H KLpmene

EdextsT npn Xopa no speme Ha GpemMeHHOCT H KbpMeHe He e npoyueH. [lpamMunekcon ne e uman
TEPATOTCHEH SPEKT MPH TUTLXOBE M 3aHLIM, HO € BUA eMBPHOTOKCHYEH NP MABXOBE B 103H, TOKCHYHH
3a MalKaTa (BX. To4ka 5.3). Ilpamunexkcon He Tps6ea aa ce u3non3ea no Bpeme Ha OpemMeHHOCT, OCBeH
B ClTy4aH Ha KaTeropuyHa HeOOXOAMMOCT, T.€. KOraTo MOTEHUMATHATA MO3a HALBHLIARA OYAKBAHMS

PHCK MO OTHOLICHHUE Ha deTyca.

TBi KaTO JIEYEHUETO C MPaMHNEKCON HHXUBGMpa cexpeLusTa Ha MPONAKTUH TpPH XOpa, e OYaksa
crupaHe Ha KbpMarta. He ca npoBeaeHu NMpoyuBaHHs NpH KEHH MO OTHOLUEHHE Ha eKCKpeLHAaTa Ha
npamunekcon B kbpmara. [IpH nibxoBe KOHUEHTpaUMATAa HAa CBBP3aHATA ¢ AKTHBHOTO BELIECTBO
PagUOaKTHBHOCT B KbpMaTa € [10-BUCOKA OT Ta3M B I1/1a3MAaTa.

[lopany nunca Ha AaHHK NPH XOpa, NPaMUIEKCON He TpAGBa Aa ce fpunara B [repHoaa Ha KbpMene. B
Clly4aH 4e yriorpebara € HaNOKHTENHA, KbPMEHeTO TPAGBa /1a Ce NpeycTaHOBH.

4.7 Edextn BLpxy cnocoGHOCTTA 3a roupane u paGora ¢ MANIUHH

[lpamuniekcon Moxke Aa MOBIMAC B 3HAYMTENHA CTENEH CMOCOBHOCTTA 3a wogupane W pabora ¢
MalHHK. BB3MOXHa € 110ABa Ha CHbHAHBOCT W XaTIOUHHALIHH.

[auneHTHTE, JIeKYBAHW C MNPAMHMNEKCO., NPU KOWTO C€ HabNIIOAaBa CHHAMBOCT W/WIH BHE3AMHO

3aCNHBaHe, TPAOBa Aa 6baaT npegynpeaeny Oa He WOGHPAT ¥ A HE YIPaXKHABAT ASHHOCTH, NPH KOUTO
HapylIeHaTa OAUTENHOCT 61 H3NOXKKUAA TAX HITH OKONHHUTE HA PHCK OT CEPHO3HO HAPAHABAHE WIH CMBPT
(HanpuMep paboTa ¢ MalMHK) 40 U3YE3BAHETO HA TE3W MOBTAPSIUY CE EMH3OAN H ChHIUBOCT (BXK. ChILO

ToukH 4.4, 4.5 u 4.8).

4.8 Hexenann 1eKapCTBEHH peaKIHK

IIpu ynorpebata Ha NMpaMHNEKCON C€ GYAKBAT CIACAHHTE HEKEJIAHH PEAKUMH: MATONOrHYHK CHHMLIA,

o0bpkBaHe, 3anek, 3abmyQH, 3amMasHOCT, AWCKWHE3Ws, yMOpa, XamoUHHauWW, rnasoboaue,

XHIIEPKUHE3KNA, XHITOTCH3NA, MPEKOMEPHO AaeHE (CKJIOHHOCT KbM NpesiaaHe, xunepdarus), 6e3cbHue,

HapylleHus Ha NTHOWNOTO, rajeHe, nepudepeH eaem, napaHos, na;gj?:ﬁﬁ@ii?mgHHGCT KbM Xa3apr,

XUMEPCEKCYANHOCT ¥ APYFO 2HOPMAJIHO MOBENEHUE, CHH/IMBOCT) NOBHINABAHE HA TENECHOTO TErNo,

€MU30MIM Ha BHE3ANHO 3acTivBaHe, Chpbex, 06pHE U APYTH peax i@?ﬁﬂé"‘_ésp{&ﬁﬁy_B_p.ﬁﬁjrémmct
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Bb3 6asa Ha aHanmu3n Ha c6opHu raue6o KOHTPOJIMPAHH MPOYYBAHKWA, B KOWTO Ca y4acTBafdH 1923
NALMCHTH Ha NpaMHNEKCon MW 1354 paumenta Ha nnauebo, HexenaHm TICKaAPCTBEHH peakiuWd ca
CbOOLIABaHH YECTO M B ABETE rpymnu. 63% OT NauHeHTHTe Ha pamMunekcon H 32% or nauueHTHTe Ha
nuiauedo ca crOOIMIH MOHE eAHA HEXeNaHa NIEKapCTBEHA pPeaKiIHs.

Tabmua 1 nokasBa 4vecToraTa Ha Hexenauww NICKApPCTBEHH peakUHH OT nnauebo-KoHTpoAHpanu
KIMHWYHU Npoy4qBaHus npu OosecT Ha [MapkuHcoHn. Hexenanure NEKAPCTBEHU PEaKLiUH, MOKA3aHH B
Te3n Tabnuua ca crOUTHATA, KOWTO Ca ce NOSBWIH npu 0,1% wnu noseue ot MAUHECHTHTE, NEKYBAHH C
[PaMUNEKCON U ¢a 6N ChOOLIABAHM 3HAYUTENHO MO HECTo IPH NaUHEHTH, NMPUEMALLH NPAMHUTIEKCOJI,
B CpaBHeHHC ¢ mianebo uan CbOHTHA, KOWTO Ce CMATAT 338 KIMHHYHO peneBaHTHHU. [loBedeTo ot
HCCTHTC HEXKCNAHW JICKApPCTBEHH PEakuUMM ca JIEKH [0 CPeOHO-TEXKH, KaTo obuKHOBEHO 3anmoysar B
HAY9AJI0TO Ha TepanuATa H HMa TEHACHUUA 1a H34€E3BaT, IOPH KOraTo TEpAITUATA € NPOABLIKEHA.

B paMkuTe Ha CHCTEMO-OPraHHHMTE KJIACOBE HeXenaHuTe JICKAPCTBEHH peakUnu ca v3bpoeHu criopen
qecToTara (Opos MaUMEHTH, MPH KOMTO CE O4akBa [a ce MPOABH peaKkuUHMATa), KaTO Ca U3INOMA3BAHH
CIICAHUTE KaTeropuu: MHOro 4vecti (= 1/10), wecru (> 1/100, < 1/ 10), HeuecTu (> 1/1 000, < 1/ 100),
peaku (=2 1/10 000, < 1/1 000), muoro peaku (< 1/10 000), ¢ HeusBecTHA HecTOTA (OT HANHYHHTE NaHHK

He MOXe fa ObJle HanpaBeHa OLlEHKaA).

Hait-uecto crobinaBaHuTe HeXenaHu peakuyn (> 5%) npu nauMeHtTin ¢ dosiect Ha [Mapkuucon, no-
HECTO MpH JICUCHHE ¢ NMPaMMNEKCOoN, B CpaBHeHHE ¢ Muauebo, ca rageHe, JUCKHHE3HA, XHITOTEH3UA,
3aMasgHOCT, CBH/IMBOCT, Oe€3cbHME, 3aneK, XaTIOUMHALWM, TINaBOBOIME H ymopa. Cayyaute Ha
CBHIHBOCT CC YBENIMUABAT NpH 03K MO-BUCOKW OT 1,5 mg/ neH (Bx. Touka 4.2). IMo-yecTa Hexenana
peakuus npy KOMOMHALHMA C JIEBONONA € AMCKMHE3MA. B HAYANOTO Ha NEYEHHETO MOsKe na ce
HabofaBa NOABA Ha XHIOTEH3KA, 0¢OGeHO npH 61p30 TATPHPAHE Ha N03aTA MNPaMHITEKCOI.

Tabauna 1

CHCcTeMHO-opraleH Kinac Hexkenanu nekapcTBenn peakuuu

H3ciaensanng

Heuecrn YBCJITHYABAHE HA TENECHOTO TErno

Hapyumienns Ha HepBHATA CHCTEMA

Muoro uectn 3aMasHOCT, AUCKUHE3HA, CHHIIUBOCT
YecTy rnaBobonve
Heuyectn XHNEPKWHE3NA, €NU30H Ha BHE3alTHO 3aCNyuBaHe

CToMalIHO-¥peBHN HAPYIICHHA

MHoro yecTH rafeHe

Yectn 3arnex

. H-ﬁ.p.qymellmn nﬁ Kumﬁ'ra H NOAKOKHATA THKAH

HeuecTn PEaKLHK Ha CBPBLXUYBCTBHTENMHOCT, Chpbex, obpus

CbaoBn napymwenns

MHoro yecTH XHITOTEH3HS e e .
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O0mn HapymIeHHA H ¢PEKTH HA MAUCTOTO KA NPHJIOKCHUE
Yectn yMopa, nepugiepeH eaem

IIcHXHYHY HApYLUCHHS

YecTH NaTONOTUYHU ChHULIA, OOBpKBaAHE, XaMOLUNHALKH, Oe3chHue
Heuectu HAyJHOCT, HAPYLUEHO AUdKAO, NnapaHos
C Heu3BECTHA YECTOTa AHOPMAJIHO MOBEACHHE, XHIIEPCEKCYATHOCT, MPEKOMEPHO AACHE,

NnaToMoOrvyHa CKNOHHOCT KbM XaszapT

[Ipy naumeHTH, SI€KyBaHH C JOMNAMWHOBW ArOHHCTH, BKJIOYHTENHO C TMPaMHUIEKCON, 0Co0eHO BbB
BUCOKM J03M, 3a Dosiect Ha IlapxkuHcoH, ce cbobulaBa 3a NMPOABH Ha MATOMOIHYHA CKAOHHOCT KbM
Xa3apT, MOBHUILEHO JHONIO H XUMEPCEKCYATHOCT, KOMTO OOMKHOBEHO ca 00paTHMH Npy HamasispaHe Ha
N03aTa WK TIPEKPATABAHE Ha JedeHneTo. Bikre ¢bo Tovka 4.4.

4.9 IIpeno3upane

Hama kiuHHUeH OMHT ¢ TEXKH C/Iydyau Ha npefoszupaHe. O4akBaHHTE HEXKENAaHW PEakLUH Ca TeE3H,
CBOTBETCTBAUIM Ha (papMaKOAWHAMHYHUA NpodHUn HAa ROMAMMHOB aroHUCT, BK/IIOYBALIW TajeHe,
MOBPBILAKE, XUMEPKHHE3HA, XATIOLUHHALMY, &XHTALMA H XHNOTeH3ud. HiaMa ycTaHOBEH aHTHAOT NpH

npefo3vupale ¢ JONAMUHOB aroHMCT. [Ipu HanMuve Ha CUMNOTOMH 3a CTHMYJIHpaHE Ha LEHTpalHaTa
HEpPBHA CHCTEMa MOXke [ia Ce MpUIoKaT HerponenTHuM. [IpU npenosupaHe MOXe fa ¢a HeoOXoaHMH

oK noaabpXKAWK METOAH B KOMOMHAUMS C NMPOMHBKA HA CTOMaxa, MHTPABEHO3HH HHOY3uM,
npusarade Ha akTuBeH BbraeH 1 EKD Monutopnpane.

5. @OAPMAKOJOI'NMYHHA CBOHCTBA

51 ®apmakognHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHa rpyma: AonaMHHOBY arohncTH, ATC kon: NO4BCO5

IIpaMHIIEKCON € AOTAMHHOB arOHHCT, KOHTO C& CBbP3Ba ¢ BUCOKA CEIEKTUBHOCT H CNEUMPUITHOCT C D2
[OTIAMHHOBHTE DELENTOPH H TNO-CTEUHATHO MMa apuHUTET KbM TeXHHUA noatun D3 u uma nbaka

XapaKkTepHa akTHBHOCT.

[pamunexcon ofaekuaBa NposBHTE Ha IlapkiMHCOHOBAa MOTOPHA HENOCTATBUHOCT HPE3 CTUMYJIMPaHe Ha
NONaMUHOBHTE peuenTtopy B crpuatyma. IlpoyusaHWs rnpu >KHBOTHH TOKa3BaT, 4Y€ MPAMHIIEKCO

uHXHOHMpa CHHTE3a, OTAEIAHETO H MeTaboMM3Ma Ha IONaMHH,

[Tpu no6poBosLy € HabMOIaBaHO 1032 3aBUCHMO HAMAIEHHE Ha 1POJIAKTHH.

Knuununn npoyusanua npu 6onect Ha IlapkHHCOH

[TpaMHMEKCON HAMANSBA MPU3HALMTE U CUMITOMHMTE Ha WAWOnaTH4HaTa bonect Ha IlapkuHCoH npy
MaLHEHTH.

[fposesieHH ca KOHTPOJHPAHW KIHHHYHHM NPOY4BaHUA, BKNIOYBALLH- 2100 na.uneHTH B CTaaWH Ha
sabongeane [-IV mo Hoehn n Yahr. Ot Tax npubnnsvrenyo 909 I:lﬂuueHTu KGHT@ ‘ca OUnu B 10O-
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HanpeaAHaan CcTaJud Ha 3abonasaHeTo, ca noayyapanvd CbNBTCTBALIO JICHCHUC C nepoaofia B Ca
¢Tpajganau OT ABHUIaTC/HH YCAOXKHCHHYA,

IIpn pahHa ¥ HanpeaHana Gonect Ha [MapkHHCOH €PUKACHOCTTA HA MPAMMIEKCON B KOHTPONUPAHUTE
KIMHWYHH NIPOYYBaHHs C€ € MOAABPKAA 33 NEPHOA OT OKOJIO0 eCT Mecelia. B OTBOPEHHM NPOAb/IKEHNA
HA TPOY4BAaHHMATA 3a MEPHOA HaJd TpH [OOMHM He ca OTOENA3aHW MpH3HAUM Ha MOHWXKABAHE Ha
epuxactocTTa. [Ipn €AHO KOHTPONUPAHO ABOHHO-CIAMNO KIHHUYHO MPOYYBAHE C MPOXBIKHTEAHOCT 2
FOMHHH, HAYATHOTO JIEYEHWEe C MPaMHIEKCO 3HAYMTENTHO € OTIOXKUIIO HACTBIBAHETO HA JABUTATC/THH
YCIOKHEHHS U B CPABHEHHE ¢ HA4alHOTO JIeHEHWE ¢ JIEBOAONA € PeAYLHpalo TAXHATA NOABA. Tosa
OTAaraHe Ha IBHraTENHHTE YCIOMHEHHA NpW Npamunekcosn TpaGBa ga ce OanaHCHpa CIPAMO [10-
rosMoTo noaobpenue Ha ABurarenHara GyHKuUMA Mpu nesoaona (M3MEPEHO Ype3 CpeaHaTa NpoMaHa B
angexca Ha UPDR). O6laTa 4ecToTa Ha XallOUMHAUMH W CHHIKBOCT N0 MPHHUMI € OHNa 110-BHCOKA
pLB (ba3aTa Ha YBENMYaBaHE Ha [03aTa (IPU rpynara ¢ NpaMmHNeKcon. Bbnpeku ToBa, HE € WMAaNo
JHAUMTENHA pa3iKa Nipe3 nogabpkauiata ¢asa. Tean gaHHM TpabBa na Ce B3eMaT MPEABHA MPH
3aMOYBaHE HA JEYEeHHE C NIpaMHNEKCon NpH naunenTty ¢ fonect Ha [lapkuHCOH.

5.2 @®apMaKOKHHETHYHH CBOHCTBA

[pamunekcon ce pesopbupa 6bp30 M U3LAIO CleA NEPOPANEH NIPHEM. AbcomoTHaTta OMOHANUYHOCT €
Topede oT 90% M MaKCUMATHH MAa3MEHH KOHLEHTpauuu ce aocturat Mexay 1 v 3 vaca. IlpuemsT ©
XpaHa He Hamandea CTENEHTa Ha aGcopfums Ha NPaMHUIIEKCON, HO MOHMXKAaBa HEWHATa CKOPOCT.
[IpaMHrieKcost 1OKa3Ba JMHEHHA KHHETUKZ ¥ MAajkp palaHdus B [1a3MCHUTE KOHLIEHTpaUWH TpH

OTAENHHTE NallHCHTA.

CBbpP3BAHETO HA MPAMMIIEKCO/I C MPOTEHHMTE MPH XOpa € MHOI0 HHCKO (< 20%), a obeMbT Ha
pasnpeaesieHne € rojam (400 1). TTpu nabxose ca Hab/OAaBaHH BUCOKH KOHUECHTpPalUHH B MO3LYHATA
TbKaH (OK0JIO 8 MHTH NO-BUCOKH OT TE3HU B nja3mara).

[Tpamuriekcon ce MeTaboNM3Mpa B HUCKa CTENEH B HOBCLIKUA OPraHu3bM.

OCHOBHHMAT THT HA EJIMMHHUPaHE Ha HEMPOMEHEHHA TNPaMHIMEKCON ¢ ObOpeunaTa ekcKpeums.
Tpubnuzurento 90% ot OenasaHara ¢ MC no3a ce ekckperupa upe3 GhOpeLnTe, @ No-Majlko oT 2% ce
oTkpMBaT BBB (pekanuuTe. OOMIMAT KIMPBHC Ha npaMunekcon e npubnusurendo 500 ml/min, a
OBOPEUHUAT KIHUPBHC - NIPHOTUIHTEIHO 400 mi/min. Bpemero Ha noayxuBoT (t2) sapupa ot 8§ vaca

MpW MAadau xopa A0 12 yaca npHy BE3pacTHH.
53 IIpeaxauBHYHA AAHHH 323 0e30nacHOCT

[TpoyuBaHMATa 33 TOKCHYHOCT TPH MHOTOKPATHH 1031 NOKa3BaT, H¢ (IPAMHUIIEKCOJ! BJINAE TNIABHO BBPXY
byrkunute Ha ITHC 1 xkeHckaTa penpolyKTHBHA CHCTeMa BEPOATHO C€ JBJIKAT HA MPEeKaNeHo CHAICH

hapMakOAWHAMHYEH e(eKT Ha NPaMHUNEKCOIL.

Ilpy Manky# npaceHua € HaONiORaBaHO MOHWKABAHC HAa JMACTOMHOTO W CHUCTOJIHO HanAraHe v Ha
Chp/JEHHATA YECTOTA, & TeHACHUMA KbM XUITOTCHINA € orfend3aHa npyu ManMyHH.,

[oTeHUMATHHAT ePEKT Ha NMPaMHIIEKCON BRPXY PENpOoRyKTHBHATA QyHKUMA € ITPOYYEH B H3CICABAHNS
Ha TUILX0Be M 3aiuy, Tlpamurnexkcon HE € uMan TEpaTOreHCH eheKT NpHU MILXOBE W 3aHllK, HO € oun
eMOPHOTOKCHUEH TIPH MABXOBE B AO3H, TOKCHHHH 34 maiikata. [Topany noabopa Ha BHAA XXHBOTHH H
OrpaHHYEHHTE U3C/ICABAHH NapaMeTpH, HEXENAHUTE peakini Ha NpamMUIIeKCoN BbpXY OpEMEHHOCTTA H
MBXKKaTa penpoXyKTUBHA criocoOHOCT HE Ca HAMBIAHO W3ACHEHHU. "
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Ha TMPaMHIEKCON BBLPXY MPOJIAKTHHA. [e3n JaHHW HE ca KIMHUYHO peNeBaHTHHU 3a xopa. ChLIOTO
MpoyuBaHe Noka3Ba, 4e NpK 034 oT 2 mg/kg (coi) M MO-BUCOKH TNPaMUTIEKCON CE CBbP3Ba C
AereHepaliMi Ha peTHHATa npv nabvxose andbuHocu. [Tocneanara npossa He ¢ Huna Habnrogarana npu
MACMEHTHPAHU TUTBXOBE M He € HaO/monaBaHa 8 2-roAHLLIHO NPOYYBaHE 3a KAHLEPOreHHOCT NPH MHLIKH
aTOWHOCH, KaKTO ¥ MPHW HUTO €QHUH OT APYIUTE HM3CIEABAHH BUAOBE.

6. OAPMALEBTHYHHA JAHHHA
6.1 Cnucbk Ha TOMOIIHHTE BeliecTBA

Manuron (E421)
[{apeBruHO HULIECTE
[Torunon K30 (E 1201)

Cunnuues THOKCHA, kostonaeH Oe3soaeH
Marnesues creapar (E470b)

6.2 HecbBMeCTHMOCTH
Henpunoxumo

6.3 Cpox Ha rognocrt

2 FOAHHH

6.4 CronenuaJHH YCIOBHA HA CHXPaHEHHE

Hﬂ e CbXpaHsdBa B OpHIrHHa/IHATa CINIAKOBKa, 3a Jia CC nTpeAnasmn oT CBCTI/INHA.

To3u AeKapCTBEH MPOMYKT HE W3HCKBA CMIEUHANHY TEMIIEPaTYPHH YCIOBHS 33 CbXPaHEHHE.

6.5 JlanBH 32 ONAKOBKATA
AnymyHWIA/aTyMHHHeBH BiMcTepH
Pasmep Ha onaxoekara: 30 uin 100 Tabnetku

He BcH4KM BHAOBE OMAKOBKK MOrar aa 6baat mycHaTH B nipoaaxbda.

6.6 Crnenuaadad NpeANa3ZHN MEPKH IPH H3XBbLPJIAHE

Hama cnetdajiHi H3HUCKBaHHA.

7,  TIIPUTEXATEJ HA PAPEHIEHWETO 3A YHOTPEBA

Medicamenta a.s.
Belohorska 36, Prague 6
Yemrka Perrybnvka

8. HOMEP(A) HA PASPENIEHMETO 3A YIIOTPEBA /|, o .}
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9. JATA HA IIBPBO PA3PEINABAHE/TIOTHOBSBAHE HA
TTIOTYRE | PASPEIIEHUETO 3A

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10
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