IMPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,088 mg Tabnerku
MIRAPEXIN 0,18 mg tabnetku
MIRAPEXIN 0,35 mg tabnetku
MIRAPEXIN 0,7 mg Tabnerku
MIRAPEXIN 1,1 mg Tabnerku

2. KAYECTBEH U KOJIUMYECTBEH CBCTAB
MIRAPEXIN 0,088 mg Ta0neTku

Bceska tabnetka cpappixa 0,125 mg npamMuIieKcoa TUXUAPOXIOPHI MOHOXHAPAT (pramipexole
dihydrochloride monohydrate), ekBuBanenten Ha 0,088 mg npamunekcon (pramipexole).

MIRAPEXIN 0,18 mg TadneTku
Bceska Tabnerka cpappka 0,25 mg npaMUIeKcol AUXUAPOXIOPUA MOHOXUAPAT (pramipexole
dihydrochloride monohydrate), ekBuBanenten Ha 0,18 mg npamunexcoun (pramipexole).

MIRAPEXIN 0,35 mg Ta0nerku
Bceska Tabnerka cpappka 0,5 mg npaMuUneKcod IUXUAPOXJIOpU] MOHOXUApaT (pramipexole
dihydrochloride monohydrate), ekBuBanenren Ha 0,35 mg npamurnekcon (pramipexole).

MIRAPEXIN 0,7 mg Ta0ineTku
Bcska tabnetka cpappka 1,0 mg npamMuIekcosn TUXuAPOXJIOPHI MOHOXHApAT (pramipexole
dihydrochloride monohydrate), ekBuBanenten Ha 0,7 mg npamurnekcon (pramipexole).

MIRAPEXIN 1.1 mg Ta0bineTku
Bcska tabnetka cpappka 1,5 mg npaMHIiekcos TUXUAPOXIOPHI MOHOXHApAT (pramipexole
dihydrochloride monohydrate), ekBuBanenten Ha 1,1 mg npamumnekcon (pramipexole).

Buumanue:

Jlo3uTte npaMuIieKco, IMyOIMKyBaHH B JIMTEPATypaTa ce OTHACAT 3a HEroBaTa Coll.

[Mopaau ToBa n03uUTeE 1Ie OBJAT MU3pa3sIBAHU MO-10TY KaTO MPAaMUIIEKCOJT 0a3a U KaTo MpaMHIICKCOI
noJ gopmaTa Ha coi (B cKoOn).

3a IIBJIHUSA COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BHKTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka

MIRAPEXIN 0,088 mg Tabnerku
Tabnerkute ca Oenu, IOCKU, KPBIIM U UMaT BIUTBOHAT penedeH KoJ (0T exHaTa cTpaHa koa P6, a ot
JpyraTa cTpaHa cuMBoJIa Ha komnanusita Boehringer Ingelheim).

MIRAPEXIN 0,18 mg TadneTku

TabneTkuTe ca Oenu, ITOCKH, SIUIICOBUIHHU, C ISITUTEIHA YepTa OT JBETE CTPaHU U UMaT BIJIBOHAT
peneden kox (0T eqHara ctpaHa kox P7, a ot apyrara ctpaHa cuMBoJIa Ha KoMraHusta Boehringer
Ingelheim).

TabneTkuTe MOTaT Aa OBAT pa3/IeICHN Ha JIBE PABHH MTOJIOBUHH.




MIRAPEXIN 0.35 mg tabieTku

TabneTkuTe ca Oenu, ITOCKH, SIUIICOBUIHHU, C ISITUTEIHA YepTa OT JBETE CTPaHU ¥ UMaT BIJIHOHAT
peneden kox (oT eqHara ctpaHa koxa P8, a ot apyrara crpaHa cuMBouia Ha koMraHusTa Boehringer
Ingelheim).

TabneTkuTe MOTaT Aa OBJIAT pa3/IeICHN Ha JIBE PABHH MTOJIOBUHH.

MIRAPEXIN 0,7 mg Ta0ineTku

TabneTkuTe ca Oenu, IIOCKH, KPBIIH, C ASTUTEIIHA YepPTa OT JBETE CTPAHHU U UMAT BIUTHOHAT
peneden kox (0T eqHara ctpaHa koxa P9, a ot apyrara ctpaHa cuMBoJia Ha KoMraHusTa Boehringer
Ingelheim).

TabneTkuTe MOTaT Aa OBIAT pa3/IeICHN Ha JIBE PABHH MTOJIOBUHH.

MIRAPEXIN 1.1 mg Ta0bneTku

TabneTkuTe ca Oenu, IIOCKH, KPBIIH, C ASTUTEIIHA YePTa OT JBETE CTPAHHU U UMAT BITbOHAT
peneden kox (0T eqHara ctpana kox P11, a ot npyrara ctpaHa cumBoJia Ha KommnaHusaTa Boehringer
Ingelheim).

TabneTkuTe MOTaT Aa OBIAT pa3/IeICHN Ha JIBE PABHH MTOJIOBUHH.

4. KJIMHUYHU JAHHA

4.1 TepaneBTHYHHU NOKA3AHUS

MIRAPEXIN e noka3aH NnpH Bb3pacTHH 3a JIEYEHUE HA IPU3HALUTE U CUMIITOMUTE HAa UAMONATHYHA
Oonect Ha Parkinson camocrositenno (6e3 JeBogona) Wi B KOMOMHAIMA C JIEBOJOIA, T.€. B X0/1a Ha
3a00JIsIBAHETO NPE3 KbCHUTE CTAANH, KOraTo e(eKTHT Ha JIEBOIONA HaMaJlsIBa WM CTaBa HETIOCTOSIHEH
U ce HaOmogaBat QUIyKTyaluu B TepaneBTHUHUS edekT (QayKTyalun npyu H34eprBaHe Ha 103aTa WK

“on off” pnykryauun).

MIRAPEXIN e noka3zaH npH Bb3pacTHH 3a CHMITOMAaTUYHO JIEYEHNE HA YMEPEH /10 TEKBK
uaronaTrdeH CHHAPOM Ha HECIIOKOIHM Kpaka B f03u 10 0,54 mg 6a3a (0,75 mg com) (Bx. Touka 4.2).

4.2 /lo3upoOBKA M HAYMH HA NMPHJIOKEHHE
Jo3upoBka

Bosect Ha Parkinson

I[HeBHaTa J03a CC pasnpeacis nNOpaBHO Ha TPpU OTACIIHU IpHUEMaA.

Hauanno neuenue:

Jlo3ara TpsiOBa mocTeneHHo Ja ce MoBHIlaBa, karo ce 3amoune ¢ 0,264 mg 6a3a (0,375 mg coun)
JTHEBHO, ClIe]l KOETO C€ yBEIMYaBa Ha BCEKU 5 - 7 THU. AKO MpU NAlMEHTa HE CE YCTAaHOBSIBAT
HEMMOHOCHMHU HEXKEJIaHU JICKapCTBEHU PeaKIUy, 103aTa Ce/iBa 1a C€ TUTPpUpa A0 MOCTUTAHE Ha
MaKCHMAaJICH TEPaIlleBTUYCH e(eKT.

Cxema Ha go3upane Ha MIRAPEXIN uype3 noBuimaBane Ha JO3UTE

Cenmuia Ho3za OO01ma 1HeBHA Ho3za OO01a n1HeBHA
(mg Gaza) Jo3a (mg 6aza) (mg com) Jo3a (mg con)

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




AKO ce Hajnara rno-HaTaTbhlIHO YBEeJIWYaBaHE Ha 103aTa, JHEBHATA 1034 CIeABa Ja ce MMOBUIIABa C
0,54 mg 6a3a (0,75 mg coxn) Ha ceMuUIIa JIO IOCTHTaHE HAa MAaKCUMAJIHA JHEBHA Jj03a 3,3 mg 0aza
(4,5 mg com). Bce mak TpsOBa aa ce oTOENEKH, Ye CIIyYanTe Ha CHHIMBOCT CE YBEIMYABAT MIPH JIO3H
MO0-BHCOKH OT 1,5 mg (cou) Ha aeH (BX. Touka 4.8).

[looowvpoicawo neuerue:

WunuBuayanHarta 103a npaMUTIEKCOI TpsiOBa ja Ob/e B pamkute Ha 0,264 mg 6a3a (0,375 mg coxn) o
MakcuMaiHa f03a 3,3 mg 6a3a (4,5 mg con) qHeBHO. [1o Bpeme Ha OCHOBHH MTPOYYBaHUS C
MOBHINIABAaHE Ha JI03aTa HAYaJIOTO HA MPOsBa Ha e(pUKACHOCTTA € HaOIIoaBaHo pU JHEBHA 71032

1,1 mg 6a3a (1,5 mg con). [lo-HaTraThK jg03aTa cliefBa J1a Ce aJanTHpa B 3aBUCUIMOCT OT KITHHUYHUS
OTTOBOP U TOSIBATa HA HEXKEJIAHU PEAKIMH. B KIMHIUYHYU U3MUTBAHUS OKOJIO 5% OT MAIlMeHTHUTE ca
noiyvasaiu Ao3u nox 1,1 mg 6aza (1,5 mg con). [Ipn Hanpeanana 6osect Ha Parkinson no3u
MIPaMHUIIEKCOJ MO-BUCOKH OT 1,1 mg 6a3a (1,5 mg cox) Ha IeH MOoXe J1a ca MOAXOIAIIH 32 OOJTHU, MTPH
KOUTO I1ie ObJIe HamalsiBaHa Jio3aTa Ha JeBojomna. [IpernopbuBa ce J03UpOBKaTa Ha JIEBOAOIA J1a Ce
MTOHIKABA, KAKTO 0 BpeMe Ha MMOBHUINIABAHE Ha J103aTa, TaKa ¥ [0 BpeMe Ha MOIbPHKAIIOTO JICUCHHE
¢ MIRAPEXIN, B 3aBUCHMOCT OT peakIMUTe Ha OTJCIHUTE MalUeHTH (BXK. ToUKa 4.5).

Ipexpamseane na reuenuemo:

BHrezanmHOTO npekpaTtsBaHe Ha TOMaAMHUHEPTUYHOTO JICUEHHE MOXKE J]a JOBEJE 0 Pa3BUTHETO Ha
HEBPOJICITUYEH MaJIUrHeH cuHpoM. [Ipamunekcon TpsOBa aa ObJe HaMalsIBaH MOCTETIEHHO C
0,54 mg 6a3a (0,75 mg coxn) Ha JieH, TOKaTO JHEBHATa 103a ce pexyuupa 1o 0,54 mg 6a3a (0,75 mg
con). Cnen ToBa fo3ata ce nmoHmkana ¢ 1o 0,264 mg 6a3a (0,375 mg con) Ha el (BK. Touka 4.4).

Bvbpeuno yepesicoane:
EnvMuHupaneTo Ha mMpaMUTIEKCOIT 3aBUCH OT ObOpedyHaTa (QyHKIHS. 3a 3arl0YBaHe Ha JICUCHHETO Ce
MperopbhYBa CIIeHATA CXeMa Ha JI03UpaHe:

HpI/I ManueHTH C KPCAaTUHUHOB KIIMPBHC HAL 50 ml/min He e HCO6XO,Z[I/IMO HaMaJIsIBAaHC Ha JHCBHATa
J03a UJIK Ha YCCTOTAaTa Ha MpujiaraHe.

[Ipu nauyeHTH ¢ KpeaTHHUHOB KIMPBHC Mexy 20 1 50 ml/min, HavyajaHaTa THEBHA /1032
MIRAPEXIN Ttpsi6Ba na ce pa3npeneny B 1Ba OTAEIHU Ipuema, kaTo ce 3ano4ne ¢ 0,088 mg 6aza
(0,125 mg comn) nBa mptu aueBHO (0,176 mg 6a3a/0,25 mg coxn qHeBHO). He TpsiOBa na ce HagBUIIIaBa
MaKCHMaJHa JHeBHa 7o03a oT 1,57 mg npamumnekcon 0aza (2,25 mg con).

[Ipu nauyeHTH ¢ KpeaTHHUHOB KIMPBHC o 20 ml/min gHeBHaTta no3a Ha MIRAPEXIN ce npunara
BEJIHBXK JIHEBHO, ¢ HavyaiHa f1o03a ot 0,088 mg 6a3a (0,125 mg con) naeBHO. He TpsiOBa na ce
Ha/IBUIIIaBa MaKCUMaJTHA JIHEBHA 1032 oT 1,1 mg npamunekcon 6a3a (1,5 mg com).

Axko 0bOpeyHaTa QyHKIM HaMallsiBa 1o BpeMe Ha MOJIbPIKAIIOTO JIeueHHe, JHEBHATA /1032 Ha
MIRAPEXIN Tpsi6Ba ga 07 MOHMKEHA C TOJIKOBA MPOLIEHTA, C KOJIKOTO CE € TOHKHUIT
KpEaTMHHHOBUS KIMPBHC, T.€. IPU CIa/laHe Ha KpeaTUHUHOBUS KIUpbHC ¢ 30%, nHEeBHaATa 103a
MIRAPEXIN TtpsoBa na 0bae normkeHa ¢ 30%. JlHeBHaTa 1032 MOXKe J1a Ce pa3/ielid Ha JIBa OTICITHU
npuemMa npu KpeaTHHUHOB KIMpbHC Mexkay 20 u 50 ml/min u 1a ce npuemMa eIHOKPATHO MPH
KpeaTHHUHOB KJIMpBHC o 20 ml/min.

YeproopobHo yepedcoane:

BeposTHo He € He00X0AMMO alanTHpaHe Ha J103aTa MPH MAIUeHTH ¢ YePHOAPOOHA HEIOCTATHYHOCT,
Thi kKaTo 90% 0T a0COpPOMPAHOTO AaKTUBHO BEIIECTBO C€ EKCKPETHpa Mpe3 ObOpenure.
[ToTeHnmaIHOTO BIUSHUE HA YEPHOPOOHATA HEIOCTATHYHOCT BEPXY (papMaKOKWHETHKATA Ha
MIRAPEXIN obaye He € Mpoy4eHO.

Heouampuuna nonynayus

Bbezonacnocrra n euxacnoctta Ha MIRAPEXIN npu aeua va Bb3pacT o 18 rogunu He ca
yctanoBeHH. Hsma croTBeTHO npunoxenne Ha MIRAPEXIN B neguarpuynaTta nonynamnus 3a
nokaszanueTo Oosnect Ha Parkinson.




CuHApPOM Ha HECIIOKOMHHU Kpaka

[IpenopbuBanara HayanHa 103a MIRAPEXIN e 0,088 mg 6a3a (0,125 mg con), npuemMana eIuH IbT
JTHEBHO 2-3 yaca npeau jsarane. [Ipu nanuenTy, Hy KIaelly ce OT IOMBIHUTEITHO 00JIeKYaBaHe Ha
CHUMIITOMAaTHKaTa, 103aTa MOXe Aa ObJe yBenuueHa Ha Bceku 4-7 geHa 1o MakcumaiHa go3a 0,54 mg
6aza (0,75 mg coi) Ha JeH (KaKTO € MOKa3aHo B Ta0JHIaTa 1MO-10JTy).

Cxema Ha gozupane Ha MIRAPEXIN

CTBIKH Ha Benaubx qHeBHO Benunx qHEBHO

TUTPUPAHE Beuepna no3a Beuepna no3a
(mg 6aza) (mg comn)

1 0,088 0,125

2% 0,18 0,25

3* 0,35 0,50

4* 0,54 0,75

* aKo e He00X0AUMO

CrerneHTa Ha IOBIHUSIBAaHE HA ImanueHTa TpSI6Ba Ja C€ OLCHU CJIC 3 MeEcela JICYCHUEC 1
HCO6XOZ[I/IMOCTT8. OT IMPOABbJIZKaBaHE Ha JICUCHUCTO TpH6Ba Ja ce mpepasrieaa. AXo J1e4eHueTo ¢
MMPEKBCHATO IMMOBCYC OT HAKOJKO JHU, TO TpSI6Ba Ja 3ali04YHC OTHOBO C TUTPHUPAHEC HA A03aTa, KAKTO €
H3JIOKCHO ITO-Irope.

Lpexpamseane na aeyenuemo

TBii KaTo THEBHATA J103a 3a JiedeHHe Ha CUHAPOM Ha HECTIOKOMHM Kpaka HsMma ja Haasumasa 0,54 mg
6aza (0,75 mg cox) MIRAPEXIN moxxe na Obe npekpateH 0e3 J1a ce HaMaisiBa nocteneHHo. [1o
BpeMe Ha 26-ceIMUYHO I11a1e00 KoHTpoaupaHo usnursane, npu 10% (14 ot 135) ot mauuentute e
HaOmronaBad pebayna Ha CHHIpPOMAa Ha HECIIOKOMHUTE Kpaka (BJIOIIaBaHE HA TeXECTTa Ha
CHUMIITOMUTE B CPaBHEHHE C U3XOJHOTO HHUBO),CJIE PA3KO MIPEKpaTSIBaHE HA JICICHUETO. Y CTAHOBEHO

e, 4e TO3H e(eKT € CXOJIeH NIPH BCUUKH J03H.

Bvbpeuno yspescoane

EnvMuHupaneTo Ha mpaMUTIEKCOIT 3aBUCH OT ObOpeuHara ¢yHkiws. [Ipu narueHT ¢ KpeaTHHUHOB
kiupbHC Haxl 20 ml/min He € HEOOXOIMMO TTOHIKABAaHE Ha THEBHATA JI03a.

VYnorpebara Ha MIRAPEXIN He e mpoy4eHa npH NanyeHTH Ha XeMOANAIN3a WIN NPH MALUEHTH C
TEXKKO OBOPEUHO YBpEKIaHE.

YepnoopobHo yepedcoane
He e HeoOxomuMo aganTupaHe Ha [03aTa IpY NAIMeHTH C YePHOAPOOHA HEIOCTATHYHOCT, Thil KATO
90% ot abcopOUpPaHOTO aKTHBHO BEIIIECTBO CE EKCKpPETHpa npe3 ObOpenure.

Hleduampuuna nonyrayus
He ce npenopsusa ynorpedara Ha MIRAPEXIN npu nena v toHomm noft 18 ronuHu nopaay Jmmcara
HAa JIaHHU 3a 0e30macHOCTTa U e(h)UKACHOCTTA.

CunapoM Ha Tourette

Heouampuuna nonynayus

MIRAPEXIN He ce npenopbuBa 3a ynorpeda npu Aena 1 1oHomH 1o 18 ronuHu, T KaTo
epukacHoCcTTa 1 6€30MacHOCTTa NP Ta3u nomnyianus He ca ycraHoBeHH. MIRAPEXIN ne Tpsi6Ba na
ObJie mpuyIaraH Ha Jiela WK I0HOIIM ChC CUHAPOM Ha Tourette, mopaau OTpULIATETHOTO
CHOTHOILIEHHE N0J13a/PUCK TIPH TOBa 3a00JsiBaHe (BXK. Touka 5.1).




Hauun Ha npuiioxkeHue

TaOnerkuTe ce mpueMaT Mpe3 ycrara, KaTo ce I'bITAT C TEYHOCT M MOTaT Jia Ce MPHeMaT KaKTo C
XpaHa, Taka u 06e3 XpaHa.

4.3 IIporuBomokaszaHus

CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MIIM KbM HAKOE OT IOMOII[HHUTE BEIECTBA,
n30poeHH B Touka 6.1.

4.4 ChnenuanaHu mpeaynpe:kaeHHs M Npeana3Hu MepKH NPH ynoTpeda

Korato ce mpennmucsa MIRAPEXIN Ha manuentu ¢ 0b0pedHo yBpexxJaHe 3a JieueHHe Ha 0oJiecT Ha
Parkinson, ce nmpenopbuBa MoHWKaBaHe Ha J03aTa KaTo ce cleBaT yKa3aHUATa B TOuka 4.2.

XaJFOIUHAIINT
W3BecTHO €, 4e mpu JIeYeHue ¢ JOTaMUHOBH arOHUCTH M JIEBOJIOTIA KaTO HEXEJIaHU peakiuu Ouxa

MOIJIM Ja C€ MOABAT XaJIIOIIMHAIIH. HaLII/IeHTI/ITe TpSI6Ba Ja 6’I>,I[aT npeaynpeacHu 3a Bb3MOKHOCTTA
OT I10sBa Ha XaJIFOIIMHaIluH (HpeI[I/IMHO 3pI/IT€J'IHI/I).

EI/ICKI/IHGSI/IH

[Ipu Hanpennana Oonect Ha Parkinson mpu koMOMHMpaHO JieueHHE C JIEBOJONA € Bb3MOXKHA M0sBaTa
Ha JIMCKHMHE3HA 10 BpEMe Ha IbpBOHAaYaIHOTO TUTpUpaHe Ha fo3ara MIRAPEXIN. Ilpu nosBara um
TpsiOBa J1a ce HaMalM J403aTa Ha JIEBOJOIA.

EI/ICTOHI/IH

HpI/I IMalMCHTH C 6onect Ha Parkinson nonsikora ce C’BO6]J_[aBa 3a aKkCHaJIHa JUCTOHMs, BKIIFOYBala
AHTCKOJINC, KaAMIITOKOPMHSA U INICBPOTOTOHYC ( ,,Pisa“ CI/IH}_IpOM) IIpH 3al10YBaHC WX P MOCTCIICHHO
IMMOBUIIIABAHEC HA J03aTa IMPAaMHUIICKCOJI. B’LHpeKI/I Y€ JUCTOHUATA MOXE Ja € CUMIITOM Ha OonecTTa Ha
Parkinson, CUMIITOMUTC IIPU TC3U MAILIUCHTHU Ca CC HO,Z[O6pI/IHI/I CJICA HaMaJIsIBaHC WJIN
MMPpCyCTAaHOBABAHC HA MpUEMaA HA ITPAMUIICKCOJIL. AXO Bb3HUKHE AUCTOHHA, CXEMaTa HAa IpHUJIaraHe Ha
JAONaMUHCPIruYHU CpeACTBA TpSI6Ba Ja ¢ npepasricia u aa ce oomucIu KOpCKI MU Ha f03aTa
IPaMUIICKCOJI.

Enu3ou Ha BHE3AMHO 3aCMBAHE U COMHOJEHTHOCT

[IpaMuniexcon ce cBbp3Ba ChbC COMHOJIEHTHOCT U €MM30AM Ha BHE3AITHO 3aclBaHe, 0COOEHO IpH
nauueHTH ¢ Oonect Ha Parkinson. B peaku ciydau ce cpo011aBa 3a BHE3aHO 3aCIIMBaHE IIPE3 ACHS,
NoHsIKora 0e3 MauueHThT Ja ro OCh3HaBa WK 0e3 npeaynpeaAnTesHd npusHauy. [lanuenture Tpsdsa
Ja ObJaT npeaynpeeHH 3a TOBa U 1a ObAaT MOChBETBAHM Ja Ca BHUMATEIHH NpH modupane uiu
pabora c mammnu o Bpeme Ha tepanust ¢ MIRAPEXIN. [TaunenTute, npu KOUTO Ce MOSABABAT
CHHJIMBOCT W/WJIM €TIM30]1 Ha BHE3AITHO 3aCMMBaHe TPAOBa Jla ce Bb3AbPXKAT Aa MOoPHUpaT Win paboTsT
¢ MammHU. B nombiHeHue TpsaOBa 1a ce nMa mpeaBul HaMalsiBaHe Ha J103aTa WK NpeKpaTsBaHe Ha
TepanusTa. [lopagyn Bb3MOXKEH aIUTUBEH €EeKT MAllMEHTHTE, TPUEMAILX IPYTH CEIaTUBHU
JIEKapCTBEHU MPOIYKTH HJIH aJKOXO0JI B KOMOMHALIMS C IPaMHUIIEKcol, TpsiOBa 1a ObAaT MOCHBETBAHU
na Opaat mpeanasiauBy (BXK. ToukH 4.5, 4.7 u 4.8).

Hapymienus B KOHTpoJia Ha UMITYJICUTE

[anuenTture TpsiOBa Aa ObAAT peAOBHO HAOIIOIABAaHM 3a Pa3BUTHE HA HAPYIIECHHs B KOHTPOJIA Ha
ummyncute. [lannenture n 6onHorepaunTe TpsiOBa 1a ObAAT 3aII03HATH, Y€ MOTAT JIa CE TIOSBAT
MOBEICHYECKH CUMIITOMU Ha HapyLIEHHsI B KOHTPOJIa HAa UMITYJICUTE, BKJIFOUBAIIH NTaTOJOTUYHA
CKJIOHHOCT KBM Xa3apT, MOBUILIEHO JTUOUI0, XUIIEPCEKCYATHOCT, KOMITYJICUBHO Xap4yeHe ’
naszapyBaHe, pesHKJIaHe U KOMITYJICUBHO IIpesKAaHe TPU NAlMEeHTH, JIEKYBAaHU C JJOTAMUHOBH
aronuctH, BkiatountenHo MIRAPEXIN. Tpsa6Ba na ce o0chan HaMassiBaHE HA J03aTa/TIOCTENICHHO
CIIUpaHe, aKo CE€ Pa3BHAT TaKWBa CUMIITOMH.




Manus u ACTTUPUYM

HaLII/IeHTI/ITe TpH6Ba Ja 6’L,IlaT PE€A0OBHO Ha6J'IIO,Z[aBaHI/I 34 PA3BUTHUC Ha MAaHUA U ACITIUPUYM.
HaLII/IeHTI/ITe nu 60J'IHOI‘J'IG,Z[3."II/ITC Tpﬂ6Ba Ja 6T)I[aT 3all03HaTH, Y€ IIpHU MallUCHTH, JICKYBAHU C
MMPAMUIICKCOJI MOKE 1a Bb3HUKHAT MaHUSA U ACIIMPUYM. Tpﬁ6Ba Ja ce 06C’B,Z[I/I HaMaJIsIBAHC Ha
I[OBaTa/HOCTCHGHHO CIIMPAHC, aKO CC€ PA3BUAT TaKMBA CUMIITOMMU.

[anyeHTy ¢ ICMXOTUYHK HAPYIIEHUS

[MarieHTHTEe C MICUXOTHYHU HAPYIICHUS TPsIOBa J1a ce JISKYBAT C IOMaMHHOBH arOHHCTH CaMo B
CIIyYauTe, KOraTo OYaKBaHATA MOJ3a € MO-ToJsiMa OT IOTCHIMATHUS pUCK. EnHOBpeMeHHaTa
yrnoTpeda Ha aHTUTICUXOTUYHH JICKAPCTBCHU TPOYKTH M MTPAMHUIICKCOJ TPsOBaA 1a ce u30srBa (BXK.
ToukKa 4.5).

Od)TaJ'IMOJ'IOFI/I‘lHI/I nperiacau
HpenoquBaT ce O(bTaJ'IMOJ'IOFI/I"IHI/I nperijicean Ha paAO0BHU MHTCPBAJIN WM IIPU ITOABA HA AHOMAJIMU B
3PCHUCTO.

Texxko ChbpACYHO-CHA0BO 3a00JIIBaHe

HpI/I TCKKO ChbpACIHO-CHA0BO 3a00IIsIBaHe JICKaApCTBOTO TpH6Ba Ja Cc€ npujiara BHUMATCJIHO.
HpenoquBa CC MOHUTOPHUPAHC HA KPBbBHOTO HAJIATAHE, 0c00€eHO IIpH 3al10YBAHC HA JICYCHUCTO,
nopaau pucK OT OPpTOCTAaTUYIHA XUIIOTOHUS BbB Bpb3Ka C JICHCHUCTO C JOIIAMUHCPIrUIHU JICKAPCTBA.

HesposenTuyeH MaJIMrHeH CHHAPOM
CuMnTomMH, Ipeanoaray HeBpoJeNTHYEH MaJIUTHEH CUHPOM, Ca ONMCAHU NPU BHE3AITHOTO
CHHpaHe Ha JONMAaMHHEPTrUYHOTO JeueHHe (BXK. Touka 4.2).

CHHIpOM Ha OTHEMaHe Ha JIOMIAMUHOB arOHHUCT

3a mpekparsBaHe Ha JISYSHUETO MIPH NMaIeHTu ¢ Oosect Ha Parkinson mpueMbT Ha TpaMHIIEKCOIT
TpsAOBa Jja ce HaMaJId TIoCcTeneHHO (Bk. Touka 4.2). [Ipu HamansBaHe WM IpeKpaTsBaHe HA MTpreMa Ha
JIOTIAMUHOBH arOHUCTH, BKJIFOUUTEITHO IMPAMUIIEKCOJ, MOXKE J1a Bh3HUKHAT HEMOTOPHHU HEXKEITaHU
peakiuu. CUMITOMHUTE BKIIFOUBAT aratusi, 0e3MOKONCTBO, IeMpecus, yMopa, U3MOTsBaHEe U 00JIKa,
KOUTO MOraT Jia ca Texku. [lanmenTture TpssOBa ga Ob1aT MHPOPMHUPAHH 32 TOBA TIPS HAMAISIBAHETO
Ha TpueMa Ha JOTIAMUHOBHS arOHUCT, CJIe]l KOETO PEJOBHO J1a ObJaT MpociensBanu. B ciydaii Ha
MIEPCUCTUPAIIY CUMIITOMH MOKE JIa C€ HAJIOKU BPEMEHHO JIa CE YBEJINYH J103aTa Ha IPaMHUTIEKCOIT
(Bk. Touka 4.8).

BiiomaBane

Wma cBenenus B muTeparypaTa, KOUTO IIOKa3BaT ue JieueHneTo Ha CHHAPOM Ha HECIIOKOMHHU Kpaka ¢
JONIaMUHEPTUYHH JIEKapCTBEHU POIYKTH MOXKeE Ja JOBEJAE J0 BiolaBaHe. BiomasaneTo ce cBbp3Ba
C MO-PaHHO HAyYaJIo0 HAa CUMIITOMAaTHKAaTa Beuep (Wi JopHU ciienodel), HapacTBaHEe HA CHMITOMUTE
pa3npoCcTUPAaHETO UM JI0 BKJIIOYBAHE Ha JPYrd KpaliHULM. BromiaBaneTo e crenuanHo n3ciaeaBaHo B
KOHTPOJIMPAHO KIMHUYHO M3MHUTBAHE C IPOIBIDKUTENHOCT 26 cenMuny. Bromasane e Ha0o1aBaHo
npu 11,8% oT nmanmenTHuTe B rpynara, jekyBada ¢ npamumekcod (N = 152) u 9,4% ot nanueHTure B
rpymara, jekyBaHa ¢ miane6o (N = 149). Ananuzst no Kaplan-Meier 3a BpeMeTo 10 HacCThIIBaHE Ha
BJIOIIABAHE, HE [TOKa3Ba 3HaYMMa pasjifKa MEXIy TPYIUTE, JIEKyBaHU C MIPaMHUIIEKCOI U mianedo.

4.5 B3amMmopeiicTBHe ¢ APYI'M JIEKAPCTBEHH NMPOAYKTH U APYru (popMH Ha B3auMOJeHCTBHE

CBbp3BaHe C MIa3MEHUs NPOTEUH

[IpaMunexco:n ce cBbp3Ba B MHOTO HUCKa CTEIEH ¢ Ta3Menn nporenHu (< 20%) u mpu xopa
npeTbpIsiBa Masika obnorpanchopmanus. [lopaau ToBa He ce OuakBaT B3aMMOJIEHCTBUS C JPYTH
JIEKapCTBEHU MPOAYKTH, MOBIMSBAIM CBBP3BAHETO € IUIa3MEHH IPOTEVHH WM €TMMHUHUPAHETO UpPE3
ouotpanchopmanysa Thi KaTO aHTUXOTUHEPTUUHUTE JIEKAPCTBA CE€ EIMMUHHUPAT INIABHO TOCPEACTBOM
ounotpanchopmanys, Bb3MOKHOCTTA 3a B3aUMOJCHCTBHUE € TSIX € OrpaHUueHa, HO He ca MPOBEACHU
NpOYYBaHUs B Ta3u Hacoka. Hsama hapMakOKMHETHYHO B3aMOJCHCTBUE ChC CENICKUIINH U JICBOJOIA.




UnXnOUTOPH/KOHKYPEHTH Ha aKTUBHHS BT 32 eIMMHUHHUpaHe mpe3 Ob0penute

HumetnanH noHmwkaBa 0b0pedHNs] KIMPBHC HAa IPAMHIIEKCOIT ¢ MpHOIn3uTenHo 34%, BEpOSITHO
nopajay HHXHONpaHe Ha KaTHOHHATa CEKpEeTOpHa TPAHCIIOPTHA cHcTeMa B ObOpEUHUTE TYOYIIH.
[lopanu ToBa nexkapcTBEHU NPOIYKTH, KOUTO Ca MHXUOUTOPH Ha TO3HM AKTUBEH BT 32 €IMMUHUPAHE
npe3 ObOperuTe UM, KOUTO c€ eMTMMHHUPAT IIOCPEACTBOM HETO, TAKMBA KAaTO [IUMETHIMH,
aMaHTaJInH, MEKCUJIETUH, 3UJJOBYVH, IUCIUIATHH, XMHUH U POKauHAMMJ] MOraT Jia B3auMojieiicTBar
C IPaMUIIEKCOJI, B PE3yJITAaT Ha KOETO Jia € MOHMXH KINPBHCHT Ha IpaMuIiekcoll. [lonnxkaBaHe Ha
J103aTa Ha IPaMUIIEKCOJI CJIE/IBa /1a Ce MMa MPpeJBHU/I IIPY €JHOBPEMEHHA yrnoTpeda Ha Te3H
nexapctBeHu npoayktd ¢ MIRAPEXIN.

Kombunauus ¢ nesogona

Korato MIRAPEXIN ce naBa B koMOHHAIMsI € JIEBOJIOIIA CE IPENOpbhYBa HaMaJsIBaHE Ha Jj03aTa Ha
JIEBOJIONA U 3alla3BaHE Ha JJO3UPOBKATa HAa JPYTHTE aHTUIIAPKUHCOHOBH JIEKAPCTBEHU NIPOAYKTH
nokato ce mosumasa go3ara Ha MIRAPEXIN.

ITopaau Bb3MOXKEH aTUTHBEH e(DEeKT MalUeHTHTE, PUEMAIIX APYTH CEaTUBHU JIEKAPCTBEHH
MPOAYKTH WIJIA AIKOXOJ B KOMOWHAIIWSI C IPAMHUIIEKCOJI, TPOBa J1a ObJIaT MOCHBETBAHH Jja ObaaT
npeanasiauBy (BX. Touku 4.4 , 4.7 u 4.8).

AHTHNICUXOTUYHHI JICKAPCTBCHU NPOAYKTH
E,I[HOBpeMCHHaTa yHOTpe6a Ha aHTUIICUXOTUYHU JICKAPCTBCHU NPOAYKTHU U IIPAMHUIICKCOJI TpH6Ba Ja
ce n30srBa (B)K. TOYKa 44), aKoO Morat ga ¢c€ o4akKBaT aHTarOHMCTUYHH e(i)eKTI/I.

4.6 DeprHauTeT, )PEMEHHOCT H KbPMEHe

bpemennoct
EdexTsT npu xopa no Bpeme Ha OpeMEHHOCT U KbPMEHE He € IpoydeH. [[pamunexcorn He e umai

TepaToreHeH e()eKT NpH IITbXOBE U 3alIH, HO € OMJ1 eMOPHOTOKCHYEH MPHU IUIBXOBE B 103U, TOKCUYHH
3a Maiikara (BX. Touka 5.3).

MIRAPEXIN He Tpsa0Ba fa ce npuiiara o BpeMe Ha OpeMEHHOCT OCBEH B CIydail Ha KaTeropuiHa
HEOOXOIUMOCT, T.€. KOraTo MOTEHIMaIHAaTa [10J13a HaJBUILAaBa OYaKBaHHUS PUCK 110 OTHOILIEHHE Ha

(heryca.

Kopmene
TBif KaTO IEYCHUETO C IPAMUTIEKCOJI MHXUOMPA CEKPEIHUATa Ha MPOJAKTHH MPU X0pa, C& 0YaKBa

criupaHe Ha KbpMaTa. He ca mpoBeaeH Npoy4BaHus MIPH KEHU 110 OTHOLIEHHE Ha EKCKPELUATa Ha
MIPaMHUIIEKCOII B KbpMara. [Ipy mrexoBe KOHIIEHTpalysITa Ha CBbp3aHaTa ¢ aKTHBHOTO BEIIECTBO
PaavoaKTUBHOCT B KbpMara € M0-BUCOKA OT Ta3H B IUIa3Marta.

Toii kato nunceat nanau npu xopa, MIRAPEXIN ne Tpsi0Ba 1a ce npuiara B meproja Ha KbpMEHe.
[Ipu HanoxutenHa yrnorpeba, TpssOBa Ja ce MPeyCTaHOBH KbPMEHETO.

DepTunurer
He ca npoBexxnanu nmpoyuBaHus 3a edekra BbpXy deprunurera npu xopa. [lpu npoyusanus npu

JKUBOTHH MMPAMHUIICKCOJI TOBJIMABA €CTPYC LUKIIMTC U HaMaJldBa (bCpTI/IJ'II/ITCTa IIpU KCHCKUTEC, KAKTO CC
OYaKBa 3a JOIIaMHWHOB arOHMCT. Te3u MMpOy4YBaHUA HC TOKA3BaAT NPCKU UJIM KOCBCHU BPECAHU e(l)CKTI/I
IO OTHOIICHHUE Ha (l)epTI/IJ'II/ITCTa IIPpU MBIKKUTC.

4.7 EdexTn BbpXy cnioco0HOCTTA 32 o¢upaHe u padoTa ¢ MAIIUHA

MIRAPEXIN moke /1a mOBIIMsie B 3HAYUTEIHA CTETICH CITIOCOOHOCTTA 3a modupaHe u pabora ¢
MalIuHU.

Bb3MoxkHa € 1TosIBa Ha ChHIIMBOCT WJIH XaJIIOINHUHaAIIWH.

[Nanuenture, nexyBanu ¢ MIRAPEXIN, npu kouto ce HaOmogaBa ChbHIMBOCT W/UIIM BHE3AITHO
3acluBaHe npe3 AeHs, TpsiOBa 1a ObAaT npenynpeneHu Aa He odupaT u Aa He YIPaKHIBAT
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JIEHHOCTH, ITPY KOUTO HapyIIeHATa OIUTEITHOCT O M3JIOKMIIA TAX UM OKOJIHUTE HA PUCK OT
CEPHO3HO HapaHsSIBaHE WIK CMBPT (HAIIpUMep padoTa C MAITUHK) 0 U3YE3BAHETO HA TE3W MOBTAPSIIH
Ce SIU301 ¥ CHHIMBOCT (BXK. CBINO TOUKH 4.4, 4.5 1 4.8).

4.8 Hexenanu JeKapCcTBEHH PeaKIuH

BB3 ocHOBa Ha aHanmu3u Ha cOOpPHM IIarie00 KOHTPOIMPAHU MIPOYYBAHUS, B KOUTO ca ydacTBaiu 1923
MAIMEeHTH Ha npamMuInekcon u 1354 naruenTta Ha miane0o, HexellaH!U JIEKAPCTBEHH PEaKIUy ca
ChOOIIIaBaHU Y€CTO U B ABETE TPymnH. 63% OT MAIMeHTUTE Ha TPaMHUIIEKCON U 52% OT HMalMeHTUTe Ha
rrane0o chOOIIaBaT MOHE eIHA HeKellaHa JISKAPCTBEHA PEaKIIHsL.

Ilo-ronsiMaTra 4act OT HEXKEJIAHUTE JICKApCTBCHU PCAKIINN OOMKHOBEHO 3aI04YBaT B HAYAJIOTO HA
JICYCHUCTO U MOBCYCTO Ca C TCHACHIUA J1a U3YUEC3BAT AOPHU IPU NPOABIDKABAHC HA JICUHCHUCTO.

B paMkuTe Ha CHCTEMO-OpraHHUTE KIJIACOBE, HEXKENAaHTE JIEKapCTBEHU PEakiy ca n30pOeHH CIIopes
yecroraTa (Oposi MallMEHTH, IPH KOUTO CE OYAKBa J]a Ce MPOSBU PEaKLHsITa), KaTO ca N3IMOI3BaHH
CJIETHUTE KaTeropuu: MHOTO vectu (= 1/10), yectu (> 1/100 mo < 1/10), mewectu (> 1/1 000 no

< 1/100), peaxu (= 1/10 000 mo < 1/1 000), mHOTO peaku (< 1/10 000), c Hen3zBecTHA YecTOTa (OT
HAJIMYHUTE JaHHU HE MOXe Aa ObJiec HalpaBeHa OLIEHKA).

Haii-uecTu Hexenanu peaknuu npu llapkruHCOHOBA OoJecT

Haii-uecto (= 5%) cpoOmiaBannTe HEXEIaH! peakUy Py nauueHTu ¢ 6osxect Ha Parkinson, mo-
YeCcTO MU JICYCHHE C IPAMHIIEKCOJI B CPaBHEHHE ¢ T1anedo, ca rajieHe, TMCKUHE3Ns, XUTIOTOHUS,
3aMasHOCT, CHbHJIMBOCT, O€3ChHHE, 3aleK, XaIIoIUHALNH, I1aBobonue 1 ymopa. CinydanTe Ha
CBHHJIMBOCT HapacTBAaT MPH JI03H MO-BUCOKH OT 1,5 mg mpaMumexcos coi Ha JieH (Bxk. Touka 4.2). Ilo-
yecTa He)ellaHa Peaklus MpH KOMOWHAILKMS C JIeBOAONAa € AUCKUHE3sITa. B HauaaoTo Ha JeYeHHeTo
MOXe J1a ce HaOJIIojaBa MosABa Ha XUIIOTOHMS, OCOOEHO MpH ObP30 TUTPHPAHE Ha J03aTa
MPaMHUIIEKCOJL.




Tabmmna 1: bonect Ha Parkinson

Cucrema B MHuoro Yectn Heuectn Peaxn C
OpraHmsma 4ecTH (=1/100 no <1/10) (=1/1 000 no (>1/10 00 | Heu3BecTHA
(=1/10) <1/100) 0 1o 9ecToTa
<1/1 000)
WNudekunu n ITHEBMOHUS
nH(peCTaINH
Hapymenus na HapyIlIeHa
E€HJOKpUHHATA CeKpelus Ha
cucTeMa AHTUANYPETUYCH
xopMOH1
Ilcuxuuan 0e3chbHHuE MpeKoMepHa MaHUs
HapYIICHUS XaJFOLMHALHT CKJIOHOCT KbM
IIaTOJIOTHYHHU nazapyBaHe
CHHHIIIA MMaTOJOTHYHA
00BpKaHOCT CKJIOHHOCT KBbM
xazapT
IIOBEJICHUYCCKHU 0e3MOKOICTBO
CHMIITOMH Ha XUIEPCEKCYATHOCT
HapylICHUS B HaJyJTHU4aBOCT
KOHTPOJIUPAHETO | HapyIlIeHUE Ha
Ha UMITYJICUTE U THOUI0TO
HATPAITYUBOCTH rapaHost
JIETUPUYM
CKJIOHHOCT KBbM
npesm(naHel
xunepdarus'
Hapymienus Ha | ChHIMBOCT riaBo0Ooire eIMHM30I1 Ha
HEpBHATa 3aMasHOCT BHE3aITHO
cucTeMa JHUCKHHE3HUS 3aCIMBaHE
aMHe3Hs
XUNEPKUHE3US
CHHKOII
Hapymenus na 3pUTETHO
ouuTe HapyllIeHue,
BKJIFOYHTEITHO
JIUTLIONNS,
3aMBIJICHO
3peHue
HaMmajeHa
3pUTEIHA OCTPOTA
Copaeunu ChplieyHa
HapyIICHUS HEJ0CTaTHYHOCT'
CbaoBu XUIOTOHHS
HapyIICHUS
Pecniuparopuu, JIACITHES
TPBIHH U XBIIAHE
MEOUACTUHAIHU
HapyIICHUS
CroMmariHo- rajcHe 3aIeK
YpEBHU MOBPBILAHE
HapyIICHUS
Hapymenus na peaxiuu Ha
KOoJKaTa u CBPBXUYBCTBUTEI-
IOJIKOKHATA HOCT
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ThKaH ChpOexK
o0puB

OO6mu ymopa Cunnpom

HApYIICHUS U nepudepeH 0ToK Ha

e(eKTH Ha OTHEMaHe

MSICTOTO Ha Ha

MPUIOKEHUE JIOTIAMHUHOB
ArOHMCT,
BKITFOUBAII]
arnarusi,
0e3MOKONCT
BO,
nenpecus,
ymopa,
M3MOTSABAHE
u OoJKa.

Uscnenpanus MOHMKaBaHe Ha MOBHIIIABAHE HA

TErJI0TO,
BKJIIOYHTEITHO
IIOHM)KEH allETUT

TETJIOTO

Ta3u Hexxenana peakiys € HabJtojaBaHa 1Mo BpeMe Ha nmoctMapkeTuHroBus onut. C 95%

TOYHOCT KaTeropusTa Mo 4ecToTa € He M0-BUCOKa OT ,,HeUeCTH , HO MOXKe /1a ObJe U 10-
HuCKa. TOYHO M34HCIIBAaHE HAa YECTOTATA HE € BB3MOXKHO, ThH KaTO HEXKeJlaHaTa PEAKIHs He
ce e mosiBsABana B 0azaTa JaHHU OT KIMHUYHH U3NUTBAaHUS Ha 2 762 mauueHTu ¢ 0oJecT Ha
Parkinson, nekyBaHu ¢ mpaMHIIEKCO.

CuHApPOM Ha HECIIOKOMHHU Kpaka, Hal-4eCTH HEXKESIaHU pPCaKIInn

Haii-uecto (= 5%) cpo0maBaHuTe HeXellaHU PEeaKIUy pY NalreHTn ¢b¢ CHHIPOM Ha HECTIOKOWHU
Kpaka, JICKyBaHU C IIPaAMUIIEKCOJ, ca TajieHe, rmaBoboime, 3aMasHoCT u ymMopa. ["anene u ymopa ce
CchOOIIaBaT mo-4ecto mpu xeHu, Jexkypanu ¢ MIRAPEXIN (cworBerHo 20,8% u 10,5%) B cpaBHEeHUE

¢ MBxke (choTBeTHO 6,7% 1 7,3%).
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Tabnuua 2: CHHIPOM Ha HECIOKOMHHTE Kpaka

Cucrema B MHoro YecTn Heuectn C Hen3BecTHa
OpraHu3Ma 4ecTH (=1/100 no (=1/1 000 no 4yecToTa
(=1/10) <1/10) <1/100)
WNudekunu n THEBMOHHST'
uH(peCTanu
Hapymenus na HapyIICHa CEKpenus Ha
eHIOKpUHHATA AHTHIMYPETHIEH XOPMOH'
cucTemMa
Ilcuxuanu Oe3chHHE 0E3MOKONCTBO
HapYIICHUS MaTOJOTHYHU | 0OBPKAHOCT
CHhHHIIA XaITIOIIMHAITIT
HapyIICHUS Ha TUOUI0TO
HAJTYJHUYABOCT'
xunepdarus'
napaHos'
MaHus'
nenupuyM’
MOBEICHYECKH CUMIITOMHU Ha
HapYIICHUS B
KOHTPOJIMPAHETO Ha
MMITYJICHTE M HATPAITYHBOCTH
(xaro:
MIPEeKOMepHa CKIIOHOCT KbM
nasapyBaHe,
MATOJIOTHYHA CKJIOHHOCT KbM
xa3apr,
XUIEPCEKCYaITHOCT,
CKJIOHHOCT KBM TIPEsDKIaHE)
Hapymenus na rJ1aBO0OIHE €MU30/I1 Ha BHE3AITHO
HEpBHATa 3aMastHOCT 3acluBaHe
cucTema CHHIIUBOCT CUHKOII
JIUCKUHE3US
amMHe3ust'
XHUMEPKHHE3HST'
Hapymenus na 3pUTEIHO HApYIICHHE,
ounTe BKITFOUUTEITHO
HaMaJIeHa 3pUTETHa OCTPOTa
JTUTLTOTIHS
3aMBIIICHO 3pEeHUE
Copreynn CBpJICUHA HEJJOCTATHUHOCT
HapyIICHUS
CoaoBu XUTIOTOHHUS
HapyIICHUS
Pecriuparopuu, JTUCTTHESI
IPBIHU U XBIIAHE
MeANaCTUHAITH
Y HapyIIeHUs
CromariHo- rajicHe 3areK
YpEeBHU MOBPBIIIAHE
HapyIICHUS
Hapymenus na peakuuu Ha
KOXara u CBPBXYYBCTBUTEIHOCT,
MOJIKOKHATA CBpOeXK,
ThKaH o0puB
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O06um ymopa nepudepeH 0ToK Cunapom Ha
HapyIICHHS 1 OTHEMaHe Ha
edexTH Ha JONIaMHUHOB
MSICTOTO Ha arOHMCT,
NPUIOKEHHUE BKJTFOYBAII]
araTus,
0Ee3MOKOICTBO,
Jenpecus,
ymopa,
U3IOTSBAHE U
OoJka.
Uzcnensanus MOHW)KaBaHe Ha TErJIoTo,
BKIIIOUHUTEIIHO TOHM)KEH
areTHT
MOBHIIIABaHE HA TETJIOTO

1
Ta3u Hexenana peakiysi € HabJtojaBaHa 1Mo BpeMe Ha nmoctMapkeTuHroBus onut. C 95%

TOYHOCT KaTCropusTa 1o 4€CToTa € HC IMO0-BUCOKaA OT ,,He‘lCCTI/I“, HO MOXKE aa 6’]:,[[6 " I10-
HHCKa. HpeL{I/BHO N3YHUCIIBAHC HAa YECTOTAaTa HE € BB3MOJXKHO, ThI KaTO HEXKEIIaHaTa
peaKkiusa HE CC € IoABUJIA B Oa3ara JaHHU OT KJIMHWYHHU U3IIWTBAHUA HA 1395 NalMCHTH ChC
CUHJAPOM Ha HECITOKOMHUTE Kpaka, JICKyBaHU C MTPaMHUIICKCOJI.

Onucanue Ha I/136DaHI/I HCXCJIaHU pCaKIInn

CBHINBOCT
IIpamMurmekcod € CBbp3aH Y€CTO ChC CHHIMBOCT U HEUECTO CE CBBbP3Ba C MIPEKOMEPHA CHHIMBOCT IPE3
JIeHs ¥ €TTM301 Ha BHE3AITHO 3acIMBaHe (BXK. CBINO Touka 4.4).

Hapyiienus B IMOMIOTO
[Ipamumnexcon Moxe 1a Obie CBBP3aH HEYECTO C HAPYIICHHS B TUOUIO0TO (TTOBHUILIABAHE HITH
MTOHIKABAHE).

Hapymienns B KOHTpoJia Ha UMITYJICUTE

[laTonornyHa CKIOHHOCT KbM Xa3apT, MOBHIICHO JTHUOUI0, XUIIEPCEKCYaTHOCT, KOMITYJICHBHO Xap4eHe
U Ta3apyBaHe, pesbKIaHe U KOMITYJICUBHO IPEsAaHe MOTaT J1a ce MOSIBAT MPH MalUeHTH, JIEKyBaHH
C IoTIaMUHOBH aroHucTH, BKitountenHo MIRAPEXIN.(Bx. Touka 4.4).

B perpocniekTUBEH CKpUHUHT Ha MPEACTABUTEIHA U3BAJKa U IPOYUBAHE CIIy4ail-KOHTpPOIIA,
BrirrouBarm 3090 nanueHTy ¢ mapkoHcoHoBa OonecT 13,6% OT BCUYKY MalMeHTH, TIOJIOKESHH Ha
JIOTIAMUHEPTUYHO JICYCHHUE UK HEe-TONaMUHEPTUYHO JICUCHHE UMAT CUMIITOMU Ha HapyIICHUE B
KOHTPOJIa Ha UMITYJICUTE B IIEPHOJIa HA TIOCIIEIHUTE IIIeCT Mecela. HabnrogaBaHnuTe MposiBU BKITFOYBAT
MAaTOJIOTMYHA CKIIOHHOCT KbM Xa3apT, IPEKOMEPHA CKIIOHHOCT KbM Ia3apyBaHEe, KOMITYJICUBHO
MpespKIaHe U HATPAvYuBO CEKCYaTHO MOBe/ieHHe (TOBHINIEHA CEKCYAITHOCT). Bh3MokHNTE
HE3aBUCUMU PUCKOBU (haKTOPH 32 HAPYIICHHSI B KOHTPOJIA HA HMITYJICUTE BKJIFOYBAT JOMTAMUHEPTHYHO
JICYCHHUE U ITO-BUCOKH JIO3U Ha JIOTIAMUHEPTUYHO JISYSHHE, TI0-MJIajia Bb3pacT (X 65 roaunn),
0e30paure 1 ChOoOIIeHa (paMITHA aHAMHE3a 332 CKIIOHHOCT KBbM Xa3aprT.

CuHpOM Ha OTHEMaHe Ha JIONAMUHOB arOHUCT

[Ipu HamassiBaHE WM MIpEeKpaTsBaHE HAa pUeMa Ha JONMAMHUHOBH arOHUCTH, BKIFOUUTEITHO
NPaMUIIEKCOJI, MOXKE /1a Bb3HUKHAT HEMOTOPHH HeKeJIaHu peakuu. CUMITOMUTE BKIIIOYBAT arlaTusl,
0E3MOKONCTBO, IENpPECcHsl, yMOpa, U3IOTsABaHe U OoJika (BXK. Touka 4.4).

CBDZ{C‘IH& HEAOCTATHYHOCT

Ilo BpPEMC Ha KIIMHUYHU NPOYUYBAHUA U TIOCTMAPKETUHTOBUS OIIUT € C'bO6H_[aBaHa ChpACUHa
HEAOCTATHYHOCT IPU MAIUCHTU C IIPAMHUIICKCOJIL. ITo BpEMC Ha (l)apMaKOCHI/I,I[CMHOHOFI/I‘lHI/ITe
Mpoy4BaHUsl, NPUIIOKCHUCTO HAa IPAMHUIICKCOJI € CBbP3aHO C IOBUIIICH PUCK OT CbpJCYHa
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HEIOCTAThYHOCT B CPAaBHEHHE C HETPUJIATaHETO Ha IPaMUIIEKCOo (HabJIo1aBaHa CTETNeH Ha PHCKa
1.86; 95% CI, 1,21-2,85).

C'[>06H_IaBaHe Ha IMoaA03HupaHn HEXKEJIAHN PCAKIINH

C"I)O6H_[aBaHCTO Ha MOAO3UPAHU HEKCIIAHU PCAKIIUUA CJIC Pa3pClIaBaHC 3a yHOTpe6a Ha JICKaApCTBCHUMA
IMPOAYKT € Ba’KHO. ToBa mo3BoJsBa Ja IpOABIIKU Ha6J'IIO,Z[eHI/ICTO Ha CbOTHOIICHUCTO HOJ'I3a/pI/ICK 3a
JICKaApCTBCHUSA NPOAYKT. Or MCIHUIIMHCKUTC CIICHUAJIUCTH CC U3UCKBa Ja C’BO6]J_[aBaT BCsiKa
[Mog03MpaHa HCXKCJIaHa pCaKIUA YpC3 HAllMOHAJIHA CUCTCMaA 3a C’LO6H.IaBaHC, IIOCOYCHA B

IIpunoxenue V.

4.9 Ilpeno3upane

Hsma xIrHUYEH OIMUT ¢ TeXKKH CJIy4dau Ha Ipeao3upaHe. OuakBaHHUTE HEXKCIaHU pCaKknum ca TC3u,
CbOTBCTCTBAIIIM Ha (bapMaKO,I[I/IHaMI/ILIHI/I}I Hqu)I/IJ'I Ha JOIIaMHMHOB aroHMCT, BKJIFOUBAIIIH IraJICHE,
MOBPBIIAHEC, XUTICPKUHE3W, XaJIOIITUHAIIUU, B’B36y,[[a u xunoTtonus. He e YCTAaHOBCH aHTUAOT IpU
npeao3upane ¢ JONMMaMHUHOB arOHUCT. HpI/I HAJIMYKUC HAa CUMIITOMHU 34 CTUMYJIMPAHC HA LICHTPAJIHATA
HEPBHA CUCTCMA MOKEC a CC MPUJIOKAT HCBPOJICTITULHA. HpI/I npeao3rupaHe MOKE a ca HCO6X0}_II/IMI/I
O6H_II/I nogabpIKamu MEPOIIPUATHUS B KOM6I/IH8.LII/I$I CbC CTOMAIIIHA IPOMHBKA, MTHTPABCHO3HU I/IH(l)y3I/II/I,
npujiarane Ha akKTUBCH BBIJICH U MOHHUTOPHUPAHC HA EKT'.

5. ®APMAKOJOI'MYHU CBOVMCTBA

5.1 ®apmakoguHAMUYHHU CBOMCTBA

dapMakoTepaneBTUYHA IpyTa: aHTUIIAPKUHCOHOBH JIEKAPCTBa, JoMaMUHOBH aroHuctd, ATC kox:
NO04BCO05.

MexaHn3bM Ha JEHCTBUE

[Ipamumnekcos € JoIaMUHOB arOHUCT, KOWTO C€ CBBhP3Ba C BUCOKA CEJIEKTUBHOCT U CIIENU(DUIHOCT C
D2 nomamMuHOBUTE pEleNTOPH, U MO-CIEIHATHO UMa apUHHUTET KbM TeXHUs moatum D3, 1 uMa mbiiHa
BBTPEIIHA aKTUBHOCT.

HpaMI/IHGKCOJ'I oOJleKkuaBa MMPpOABUTEC HA HapKI/IHCOHOBa MOTOpHAa HEAJOCTATBbYHOCT YPE3 CTUMYJIUPAHC
Ha JOIMaMHUHOBUTEC PCLCIITOPU B CTPpUATYMaA. HpOy‘IBaHI/IH IIpU ) XUBOTHHU COYAT, Y€ NPAMUIICKCOJI
I/IHXI/I6I/Ipa CHHTEC34a, OTACIIAHETO 1 MeTaboIr3Ma Ha JOoIIaMKHa.

MexaHu3MbT Ha HeﬁCTBHG Ha NpaMUIICKCOJI KaTO CPCACTBO 34 JICHCHUC Ha CI/IH,I[I)OM Ha HECIIOKOMHH
Kpaka € HCU3BCCTHO. HeBpO(l)apMaKOHOI‘I/I‘-IHI/I AO0Ka3aTCJICTBA IMIPEATIIOIaraT IbpBUYHO BKIIFOUBAHC HA
AOoIMaMUHEpruiHara CUCTeMa.

DapmakoaHaMU4HU eheKTH

[Ipu no6poBouM € HaOMI0IaBaHo /1032-3aBUCMO HaMaJleHHe Ha mposakTuH. [Ipu knuHudHO
M3MUTBaHE ChC 3/1paBu AoOpoBouiy, B koeto MIRAPEXIN Tabnetku ¢ yIbIKEHO 0CBOOOKIaBaHE Ce
TUTPHUPAT 0-0BP30 (Ha BcekH 3 IHM) OT mpenopbuBaHuTe 10 3,15 mg nmpamunekcon 6a3a (4,5 mg
COJI) Ha JIeH, € Ha0JI101aBaHO NIOBUIIIaBaHE HA KPBBHOTO HAJITAHE M YCKOPSBAaHE HA ChPACYHUS
putbM. TakuBa edekTH He ce HaOIr01aBaT MIPHU U3NUTBAHE C NALMEHTH.

Knnanyna edukacHoCT ¥ 0e30macHOCT Ipu Oosaect Ha Parkinson

[Ipamurekcon HaMasiBa MPU3HAIUTE U CUMITTOMHUTE HAa UIMOMaTnYHaTa 6onect Ha Parkinson.
[IpoBenenu ca mrane6o-KOHTPOIUPAHN KIMHUYHY Mpoy4Banus, BKiItouBamy 1 800 manueHTa B cTaauid
Ha 3a0omsBane [-V nmo Hoehn u Yahr, nexyBanu ¢ npamumiexcosn. M3BwH TaX, okono 1 000, kouro ca
OWIIM B HAMpeIHAT CTaNi Ha 3a00IsBAaHETO, Ca MIPUEMAalTH €THOBPEMEHHO JICBOJIONA U ¢a CTPaJalid OT
MOTOPHU YCIIOKHEHHUS.
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EdukacHocTTa Ha MpaMuIIeKcos MPU paHHa U HanpeaHana o6onect Ha Parkinson ce mogabpka B
KOHTPOJIMPAHH KIIMHUYHU MPOYYBAHUS 32 MEPHOJ] OT OKOJIO IIIECT Mecella. B oTBOpeHn NOmbIHUTETHI
MPOYyYBaHUs 32 TIEPUOJT HAJl TPY TOAWHHU He ca 0TOesI3aHy MMPU3HAIM Ha TIOHWKaBaHEe Ha
e(uKacHOCTTA.

ITpu KOHTPONHUPAHO JBOWHO CIIANIO KJIMHUYHO MPOYYBAHE C MPOABIDKUTETHOCT 2 TOJMHH, Havya Ha
Tepanus ¢ MPaMHUIEKCOJ 3HAYUMO OTJIara HACTHIIBAHETO HA MOTOPHH YCIIOXKHEHUS U CPABHEHO C
HavaJHa TePaIus ¢ JIEBOIONA PEAyIUpa TIXHATa MosiBa. ToBa OT/iaraHe Ha MOTOPHUTE YCIOXKHEHUS
NpY TIPAMUIIEKCOJ CIIe/IBA J1a ce OamaHcupa CipsaMo MO-TOISIMOTO TOA00OpEHNE Ha MOTOpHATA
(byHKIUA Tpu JeBojona (M3MepeHo upes cpearara npomsHa mo UPDR-ckana). O6imaTa yectora Ha
XaITIOIMHAIIMY U CHHJIMBOCT MPUHIIMITHO € MO-BUCOKA BHB (ha3aTa Ha yBEJIMYaBaHE HA J103aTa MPU
rpymara ¢ mpamMHeKcos. Berpeku ToBa, He € MMaJlo 3HAYHUTENTHA pa3jivKa mpe3 Mo rbpxaniara ¢asa.
Te3u nanHu TPsIOBA 1a Ce UMAT MPEABH/I MPH 3aIIOYBAHE HA JICUCHUETO C MPAMHUIIEKCOJ TPH MAIUEHTH
¢ Ooxect Ha Parkinson.

lleanaTpuyna monymnanus

EBponeiickaTa areHIus 1o jekapcTBata 0CBOOOXK1aBa OT 3aIbJDKEHUETO 3a MIPEJOCTaBsIHE Ha
pesynratute ot npoyuBanusta ¢ MIRAPEXIN BbB BCHUKH NOATpYNH Ha MeIUAaTPUIHATA TIOITYJIAIUS
npu 6onect Ha Parkinson (Bx. Touka 4.2 3a nHGOpPMAaLUS OTHOCHO YHOTpeOa B IEAUATPHUATA).

Kimanyna edukacHocT u 6e3onacHocT nmpu CHHAPOM Ha HECTIOKOWHH Kpaka

EdukacHocTTa Ha MPaMHITEKCOI € OIIEHEHA B YETHUPH TUTANe00-KOHTPOIMPAHHU KIMHUYHH TPOYYBaHUS
npu npubamsurenHo 1000 manuenTta ¢ yMepeH 10 TeXbK uanonatuieH CUHAPOM Ha HECTIOKOWHU
Kpaxa.

[IspBUYHUTE KpaliHU pE3yNTaTH 3a €PUKACHOCT Ca CpellHaTa pa3jivKa OT HAYaIIHUTE CTOHHOCTH,
u3Mepena rmo OnenbuHata ckaia Ha CuHapoM Ha HecriokoiauTe Kpaka (IRLS) u mo O61mo ki1nHnYHO
BrievyarieHue 3a nmonoopenuero (CGI-1). U 3a qBeTe mbpBUYHU KpaliHU TOYKHU Ca HAOIIOJaBaHU
CTAaTUCTUYECKHU 3HAYUMU PA3JIMKHU B TPyIUTE Ha npamumiekcon ¢ no3u 0,25 mg, 0,5 mg u 0,75 mg
MIPaMHUIIEKCOJI COJI B CpaBHEHUe ¢ ianebo. Crex 12 ceMuny Ha JieYeHNE HAYaTHUTE CTOWHOCTH 110
IRLS pesynrar ca mogo6penu ot 23,5 Ha 14,1 Touku 3a turane6o u ot 23,4 Ha 9,4 TOUKH 3a
npamurexcos (komounupanu no3u). Kopurupanara cpenna pasnuka e -4,3 Touxu (CI 95% -6,4; -2,1
toukn, p<0,0001). Crenrenute Ha otroBop o CGI-I (mogobdpena, mHoro monobpena) ca 51,2% u
72,0% croTBeTHO 3a mmiarebdo u nmpamurekcon (pazmuka 20% CI 95%: 8,1%; 31,8%, p<0,0005).
EdukacHoctTa e HaOmronaBaHa ciiell mppBata ceamuia Ha iedenne ¢ 0,088 mg 6a3a (0,125 mg com)
Ha JIeH.

B mnane6o-koHTpOIMpaHo noiucoMHorpadcko npoyusane 3a nepuos ot 3 ceqmuun MIRAPEXIN
3HaYMMO HamassiBa Oposi Ha IEPUOANYHNTE IBMXKEHUS HAa KpalHULIMTE M0 BpeMe Ha MOKOH B JIETJIO.

Jbarocpoynara eukacHOCT € OLIEHEHA B IJ1ane00 KOHTPOJIMPAaHO KIMHUYHO n3nuTBane. Ciexn 26-
CeIMUYEH MEePHO/I Ha JieueHHe, ce HaOro1aBa KOPUTHPaHO CPEIHO HaMaJleHHe Ha OOIINs CKOP I10
IRLS or 13,7 u 11,1 ToukH, CHOTBETHO B IpyIara, JIEKyBaHa ¢ IPAMUIIEKCOJI U Ta3H, JEKyBaHa C
iane6o, cbe craructrdecku 3Haunma (p = 0,008) cpenna pasnuka npu JedeHuero ot -2,6. Crenenra
Ha nosnusiBane 1o CGI-I —(c uzpaszeno nomoOpeHue; cbC CUIIHO U3pazeHo nogodpenue) e 50,3 % (80
oT 159) u 68,5 % (111 ot 162) cbOTBETHO NpH TPYIIUTE, JIEKYBaHHU C IJ1a1ie00 U MPaMHUIIEKCOIT
(p=0,001), xoeto croTBeTCTBa Ha Opoii, Hyx)naewmu ce ot jedenue (NNT) manuentu - 6 (95%CI: 3,5;
13,4).

IlennarpuyHa nomyJanus

EBpomneiickaTta areHIys 1o JiekapcTBara oTiiara 3aJbJKEHHETO 3a NIPEOCTABsIHE HA PE3YIATATUTE OT
npoyuBanusaTa ¢ MIRAPEXIN BBB BcMuky NOArpYyNH Ha euaTpu4HaTa nomyaanus npu CHHApoM
Ha HECTIIOKOMHHUTE Kpaka (BXK. Touka 4.2 3a nH(popManus OTHOCHO ynoTpeda B eIUaTpHsITa).

Kiannnyna eukacHoCT ¥ 0€301aCHOCT IpU cUHApPOM Ha Tourette
Eduxacnocrra Ha npamumiekcon (0,0625-0,5 mg Ha feH) npu neAnaTpUYHH MAUEHTH Ha Bb3pacT oT 6
1o 17 rogunu cbe cunapoM Ha Tourette, € olleHeHa upe3 6-CeAMUYHO, ABOMHO-CIISIIO,
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PaHAOMU3HPAHO, IUIAIe00-KOHTPOIUPAHO U3MUTBAHE C TPOMEHIIMBA 703a. PangoMusupanu ca o010
63 manuenty (43 Ha npamunekcod, 20 Ha riane6o). [IspBruuHaTa kpaiiHa TOYKa € IpOMsIHaTa Ha
Oo6mus Tuk cxop (Total Tic Score (TTS)) mo Ckanara Yale 3a rimo6anmnaTa Texect Ha TukoBete (Yale
Global Tic Severity Scale (YGTSS)), B cpaBHeHHE ¢ M3XOAHOTO HUBO. He € ycTaHOBeHa pasnuka
MEX]Ty TIPaMUIIEKCOJ | T1ane0o0 KakTo M0 OTHOIICHHE Ha ITbPBUYHATA KpaliHa TOYKA, TaKa U 10
OTHOIIIEHNE HAa HUKOS OT BTOPUYHUTE KPAHN TOUKH 3a eUKacHOCT, BKiItounTenHo Oomus YGTSS
ckop, O01oTOo BrieyaTiieHHe Ha nanuenTa 3a nogoopenue (Patient Global Impression of Improvement
(PGI-I)), KiimanunoTo o6mio Brieuarnenue 3a nopoopenue (Clinical Global Impression of
Improvement (CGI-I)), unn Knuanunute o0y BreuaTieHus 3a Texectra Ha 3a0onsBaneto (Clinical
Global Impressions of Severity of [llness (CGI-S)). Hexxenanu chOuTHs, Bh3HUKHAIH TPHU HAH-MaJIKO
5% OT manueHTHTE B TpyIaTa Ha MIPAMHIICKCOI, U MO-YECTH MIPH MAIUEHTUTE JICKYBaHU C
MIPAMHUIIEKCOJI, B CPABHEHHUE C MAlMEHTUTE Ha 1u1aredo, ca: rimaBodomnue (27,9%, nnanebdo - 25%),
ceaIMBOCT (7,0%, mnaredo — 5,0%), ranene (18,6%, mnaredo — 10,0%), mospbmane (11,6%,
wrane6o — 0,0%), Oosika B ropHara abgomuHanHa odnact (7,0%, mranedo — 5,0%), oprocrarnyHa
xunoronus (9,3%, mnanedo — 5,0%), muanrus (9,3%, mnanebo - 5,0%), HapylIeHUs Ha ChHS

(7,0%, mname6o — 0,0%), mucriaes (7,0%, wrane6o — 0,0%), nHEKIUS Ha TOPHUTE AUXATSITHU
neTHma (7,0%, miane6o — 5,0%). JIpyru 3HauMMU HeXellaH!u ChbOUTHSI, BOJACIIH JI0 MPEKhCBAaHE Ha
JICYCHUETO NIPH MAIUSHTUTE, MPUEMAIX TIPAMUTIEKCOJI, Ca ChCTOSTHUE Ha 00 BPKAHOCT, CMYIIICHUS B
rOBOpA U BJIOIIaBaHE HA ChCTOSHUETO (BXK. TOUKa 4.2).

5.2 ®apMaKOKHHETHYHH CBOICTBA

Abcopbuus
[Ipamunexcon ce pezopbupa ObP30 U U3LAIIO Clie/ epopalieH pueM. AGComoTHaTa OMOHATIMYHOCT €

noBeye oT 90% 1 MakCUMaIHU IJIa3MEHHU KOHIIEHTpaluu ce gocTturaT Mexxny 1 u 3 yaca. [Ipuemst ¢
XpaHa He HaMaJlsiBa CTENeHTa Ha abCcopOIUs Ha MPAMHIIEKCOJI, HO TTOHIKABA HEWHATa CKOPOCT.
IIpamurnekcon e ¢ TMHEeHHA KUHETHKA U C MAJIKU Pa3Inyusl B IUIA3MEHUTE KOHUEHTPALUY TIPU
pa3IMYHUTE NAllUEHTH.

Pasnpenenenue
CBBp3BaHETO HA MPAMUTIEKCOJI C POTEUHUTE MIPU X0pa € MHOTO HUCKO (< 20%), a 00eMbT Ha

PasnpeaAcICHUC € roJIsiM (400 1) HpI/I IITBXOBEC Ca Ha6J'IIO):[aBaHI/I BHUCOKH KOHIICHTpAIIUX B MO3bYHATA
ThKaH (OKOJ’IO 8 I'bTH MO-BHUCOKHU OT TE3U B rma3MaTa).

Buorpancdopmanus
[Ipamumnekcon ce MeTaboM3upa B HUCKA CTENICH B YOBEIIKHUS OPTaHU3bM.

Enumunupane
OCHOBHHSAT HAYMH Ha ETUMHUHHPAHE € ObOpeyHaTa eKCKpelus Ha HEITPOMEHEH MPaMHUIIEKCOI.

[pu6nusurento 90% ot Genssanata ¢ *C 103a ce eKCKpeTHpa 4pe3 GbOpewuTe, a mo-Manko ot 2% ce
OTKpHBAT BbB pekanuure. TOTANHUAT KIUPBHHC Ha MpaMunexcosn e okoso 500 ml/min, a 660pednusT
KIUpBHC - npubnusutenno 400 ml/min. Bpemero Ha nonyenumunupane (t2) Bapupa oT 8 yaca npu
MIIagu Xopa a0 12 yaca mpu B3pacTHHU.

5.3 IlpeakJMHUYHU JAHHH 32 0€30MACHOCT

Hpoy‘lBaHI/IHTa 34 TOKCUYHOCT ITPU MHOT'OKPATHO IMpWJIaraHe rnokKa3Bar, 4€ NpaMHUIICKCOJI BJIUAC
TJIaBHO BBHPXY (bYHKLII/II/ITe Ha LIHC " JKCHCKaTa pCIpPOAYKTUBHA CUCTEMA U BEPOATHO CC AbJIKAT Ha
IMMPCKAJICHO CUJICH (papMaKO,I[I/IHaMI/I‘lCH C(I)CKT Ha IpaMHUIICKCOJI.

HpI/I MaJIK1 IpaccHla € Ha6J'IIO,I[aBaHO INOHMXXCHHMEC Ha TUACTOJIHOTO M CUCTOJIHO HAJIsITaHC 1 HAa
ChpACYHaTa 4€CTOTA, 4 TCHACHI M 3a XUIIOTOHUYCH C(i)CKT e 3a0ens3aHa npu MaﬁMYHH

HOTGHL[I/IaJ'IHI/ISIT e(beKT Ha NpaMHUIICKCOJI IO OTHOHICHUEC HA pCIIPOAYKTUBHATA (l)yHK]_[I/ISI € MMPOYYCH
IIpu U3CJICABAaHNUA BbPXY INIBXOBC U 3aﬁun. HpI/I IIBXOBEC U BaﬁHH MMPaMUIICKCOJI HC ITOKa3Ba
TCPATOTCHCH C(I)CKT, HO € eM6pI/IOTOKCI/I‘ICH IIpU IUTBXOBE B 103U, TOKCUYHHU 34 MalKaTta. HOpa,Z[I/I
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nozL6opa Ha BHU/Jla J)KUBOTHU U OTPAHUYCHUTEC U3CJIICABAHN MMAPAMCTPU HCKCIIAHUTE PCAKIINU HaA
MIPAMUIICKCOJI IO OTHOIICHUC Ha 6peMeHHOCTTa " MBbIKKaTa pCIpoOaAYKTUBHA CIIOCOOHOCT HE ca
HAITbJIHO U3JCHCHU.

HpI/I IIIBXOBE €© Ha6J'IIO}:[aBaHO 3a0aBsHE HA MOJIOBOTO pa3BUTUC (T.e. Ppa3aciidHe Ha Mpenynuuyma u
BaruHaJHO OTBapHHe). 3HaYCHUETO IIpHu XOpa HE € U3BECTHO.

[Ipamumnekcon He e reHoToKcHYeH. [Ipu mpoyuBaHus 3a KaPIIMHOTEHEH MOTEHIIHAT MBXKKHU TUThX0BE
pasBHBaT XuIepIuia3us Ha kieTkure Ha Leydig u aneHoMu, KoeTo ce 00sCHSBA C MHXHOUpaus epeKT
Ha MIPaMUNIEKCOJ BbPXY MPOJIAKTHHA. Ta3u HaXxoJKa He € peJieBaHTHAa KbM KIIMHUYHATA yroTpeoa.
ChI10TO MpOyYBaHE TIOKA3Ba, ue B 103U 2 mg/kg (CoIT) U IMO-BUCOKH OT TSIX MPaMHUIIEKCOJI CE CBbP3Ba
C JIeTeHepaIys Ha peTHHATA MPH TUIbX0Be anonHocH. [locneqHaTa Haxo/Ka He ce cpella npu
MUTMEHTUPAHU TUTHXOBE U HE € HaOJIr0AaBaHa Mpy 2-TOJIUIIHO MIPOYYBaHE 332 KaHIIEPOTC€HHOCT MPH
MUIIKH aTOMHOCH, KaKTO U TPU HUTO €JIUH OT JIPYT'UTE U3CJIeIBAaHN BUIOBE.

6. DAPMAIIEBTUYHHA JAHHHA

6.1 Chnucbk Ha NIOMOIIHHUTE BEIIECTBA

ManuTon

HapeBnuHO HUIIECTE

CuunueB TUOKCH, OE3BOIEH

TToBumon K 25

Marsnesues creapar

6.2 HecbBMeCcTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

3 roguHU

6.4 Crnenuananm ycJ0oBHS Ha CbXpaHEHHe

[la e ce cpxpansBar Hax 30°C.
[la ce cpxpaHsBa B OpUrMHaJIHATa ONIAKOBKA, 32 J1a CE MpEAMNa3Ba OT CBETINHA.

6.5 Bwuau cpabpkaHue HA OMIAKOBKATA

OPA/anymunuii/PVC anymunueBu 6mucrepu

Bcska 6nmuctepna nenTa chabpxa 10 Tabnerku.

Kapronenun onakoBku, ceappkamu 3 unu 10 6nuctepan nentr (30 nim 100 Tabnerkn)
He Bcuuku BUIOBE ONAaKOBKH MOTaT Ja ObJaT MyCHATH B IpoJaxoa.

6.6 CrenuajaHu nNpeana3Hu MepKHU NPH U3XBBPJIsHE

Hsama ClicnyaJIHi U3MCKBAHUA
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7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
Binger Strasse 173

D-55216 Ingelheim am Rhein

I'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

MIRAPEXIN 0,088 mg Ta0neTku
EU/1/97/051/001-002

MIRAPEXIN 0,18 mg Ta0bneTku
EU/1/97/051/003-004

MIRAPEXIN 0,35 mg ta0neTku
EU/1/97/051/011-012

MIRAPEXIN 0,7 mg Ta0dineTku
EU/1/97/051/005-006

MIRAPEXIN 1.1 mg Ta0bneTku
EU/1/97/051/009-010

9. JATA HA ITBbPBO PASPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[Hara na mepBo paspemanane: 23 ¢espyapu 1998 r.
Jlara Ha mocnenHo moxHOBsiBaHe: 23 depyapu 2008 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[TonpoOHa nHpOpMaIHs 32 TO3U JIEKAPCTBEH MPOIYKT € NpeJiocTaBeHa Ha yeOcaliTa Ha EBponeiickara
areHnus 1o jekapcraara http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,26 mg TabneTKu ¢ yIBIKEHO 0CBOOOKIaBaHe
MIRAPEXIN 0,52 mg TabneTku ¢ yIbKEHO 0CBOOOXKIaBaHe
MIRAPEXIN 1,05 mg TabneTku ¢ yabKEHO 0CBOOOKIaBaHe
MIRAPEXIN 1,57 mg TabneTku ¢ yabKEHO 0CBOOOKIaBaHe
MIRAPEXIN 2,1 mg TabJeTKu C yABIKEHO OCBOOOXKIaBaHE

MIRAPEXIN 2,62 mg TabneTKu ¢ yABDKEHO 0CBOOOKIaBaHe
MIRAPEXIN 3,15 mg TabneTku ¢ yabIKEHO 0CBOOOKAaBaHe

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

MIRAPEXIN 0,26 mg TabJaeTKH ¢ YIBIDKEHO 0cBOOOKIaBaHe

Bcska tabnerka ¢ yabKeHO ocBoOOXkAaBaHe chabpxa 0,375 mg npaMHUIeKkco IMXUAPOXIOpU
moHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenten Ha 0,26 mg npaMUIIEKCOIT
(pramipexole).

MIRAPEXIN 0,52 mg TabJaeTKH ¢ YIBIDKEHO 0cBOOOKIaBaHe

Bcska tabnerka ¢ yapmkeHO ocBoOOKAaBaHe chabpka 0,75 mg npamMHIIeKCOT TUXUAPOXIOPHT
MoHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenten Ha 0,52 mg npamMuneKcom
(pramipexole).

MIRAPEXIN 1,05 mg TaGeTKu ¢ yaIb/HDKEHO 0CBOOOXKIaBaHe

Bceska TabieTka ¢ yABIKEHO OCBOOOXKAaBaHE ChABPKA 1,5 mg npaMHUIeKco AUXUAPOXIOPU
moHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenten Ha 1,05 mg npamumnexcon
(pramipexole).

MIRAPEXIN 1,57 mg TaGeTKH ¢ YIBHDKEHO 0CBOOOXKIaBaHe

Bcska TtabneTka ¢ yabIKEHO OCBOOOKAaBaHE ChABPKA 2,25 mg MPaMHUIIEKCOT TUXUAPOXIOPHT
MoHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenten Ha 1,57 mg npamMumnexcon
(pramipexole).

MIRAPEXIN 2.1 mg TabJeTKH C YABIKEHO OCBOOOXKIaBaHE

Bcska TabieTka ¢ yAbIKEHO OCBOOOKAaBaHE ChABPKA 3 M MPAMHUIIEKCOIT AUXUAPOXIOPUI
moHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenTen Ha 2,1 mg nmpaMunexcos
(pramipexole).

MIRAPEXIN 2,62 mg TaGJIETKH ¢ YIBIDKEHO 0CBOOOXKIaBaHe

Bcska TtabneTka ¢ yabIKeHO OCBOOOKAaBaHE ChABPKA 3,75 mg NPaMHUIIEKCOT TUXUAPOXIOPHT
MoHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenTen Ha 2,62 mg npaMUIeKCcO
(pramipexole).

MIRAPEXIN 3.15 mg TaGeTKu ¢ yIbHDKEHO 0CBOOOXKIaBaHe

Bcesika Tabnerka ¢ yABIKEHO OCBOOOXKAaBaHE ChABPKA 4,5 mg NpaMHUIIEKCOI IUXUAPOXIOPU
MoHoxuapar (pramipexole dihydrochloride monohydrate), ekBuBanenTen Ha 3,15 mg npamMuneKcon
(pramipexole).

Buumanue:

Jlo3uTte npaMuIieKco, myOIMKyBaHH B JIMTEPATypaTa ce OTHACAT 3a HEroBara Coll.

[Mopaau ToBa n03uUTeE 1Ie OBIAT M3pa3sIBAHU MO-10JTY KaToO MPaMUIIEKCOJT 0a3a U KaTo MPaMHIICKCOIT
noJ gopmaTa Ha coi (B cKoOn).

3a IIBJIHUSA COUCHK Ha IIOMOIIIHUTE BCIICCTBA BHKTC TOYKA 6.1.
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3. JEKAPCTBEHA ®OPMA
TabneTka ¢ yABIKEHO 0CBOOOXK1aBaHE
MIRAPEXIN 0,26 mg TaOJIETKH € YIABJKEHO 0CBOOOXK/1aBaHE

TaOnerkute ca Oenu 10 MouTH Oesu ¢ Kpbriia popma, CbC CKOCEHH PbOOBE M UMAT BJUTLOHAT penedeH
kozx (oT eqnara crpana kox P1, a ot apyrara crpana cumBosna Ha komnanusta Boehringer Ingelheim).

MIRAPEXIN 0,52 mg TabJeTKH ¢ YIBIDKEHO 0cBOOOKIaBaHe
TaOnerkute ca Oenu 10 MouTH Oesu ¢ Kpbriia popma, CbC CKOCEHH PhOOBE M UMAT BJUTLOHAT penedeH
kox (oT eqHara crpaHa kon P2, a ot apyrara crpana cuMBosia Ha kommanusta Boehringer Ingelheim).

MIRAPEXIN 1,05 mg TaGyieTKH ¢ YIBIDKEHO 0cBOOOKIaBaHe
TaOnerkute ca Oenu 10 MOYTH OEU C eNUINCOBUAHA GOpMa U UMaT BIUTEOHAT penedeH Kox (0T
enHata ctpaHa ko P3, a oT ngpyraTa ctpaHa cumBoa Ha komnanusita Boehringer Ingelheim).

MIRAPEXIN 1,57 mg TaGJIeTKH ¢ YIBHDKEHO 0CBOOOXKIaBaHe
TaOnerkute ca 6enu 10 MoUTH Oesn ¢ enuIcoBUAHA GopMa M UMaT BIUTHOHAT penedeH Kox (0T
enHata ctpaHa kox P12, a ot apyrara crpana cuMBoiia Ha komnanusta Boehringer Ingelheim).

MIRAPEXIN 2.1 mg TabJeTKu ¢ YABIKEHO OCBOOOXK/IaBaHe
TaOnerkute ca Oenu 10 MOUYTH OeNU ¢ eNUNCOBUAHA GOopMa U UMaT BIUTEOHAT penedeH kox (oT
enHaTa ctpaHa ko P4, a oT npyraTa ctpaHa cumBoa Ha komnanusita Boehringer Ingelheim).

MIRAPEXIN 2,62 mg TaGJIeTKH ¢ YIBHDKEHO 0CBOOOXKIaBaHe
TaOnerkute ca Oenu 10 MOYTH OENU ¢ eNUINCOBUAHA GOpMa U UMaT BIUTEOHAT penedeH kox (oT
enHata ctpaHa ko P13, a ot apyrara crpana cuMBoiia Ha komnanusta Boehringer Ingelheim).

MIRAPEXIN 3.15 mg TaGyeTKu ¢ yIbHDKEHO 0CBOOOXKIaBaHe
TaOnerkute ca Oenu 10 MOYTH OeU ¢ eNUINCOBUAHA GOpMa U UMaT BIUTEOHAT penedeH Kox (oT
enHata ctpaHa Koz PS5, a oT npyraTa ctpaHa cumBoia Ha komnanusita Boehringer Ingelheim).

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU NOKA3AHUS

MIRAPEXIN e noka3aH NnpH Bb3pacTHH 3a JIEUEHUE HA IPU3HALUTE U CHMIITOMUTE HAa NANONATHYHA
Oonect Ha Parkinson camocrositenHo (6e3 JeBogona) Wi B KOMOMHAIMSA C JIEBOJOIA, T.€. B X0Ja Ha
3a00JIsIBAHETO NPe3 KbCHUTE CTa/ANH, KOraTo e(eKThT Ha JIEBOJIONA HaMaJlsiBa WIIM CTaBa HETIOCTOSIHEH
U ce HaOmogaBat QUIyKTyaluu B TepaneBTHUHUS edekT (QIyKTyaluun mpyu H34eprBaHe Ha 103aTa WIN
“on off” pnykryauun).

4.2 /lo3upoOBKA M HAYWH HA NMPHJIOKEHHE
Jo3upoBka

MIRAPEXIN TabneTku ¢ yIbIKEHO 0CBOOOXKIaBaHe ca epopaiHa GpopMa Ha IpaMHUIIEKCO 3a
€HOKpaTEeH JHEBEH MTPUEM.

Hauanno nevenue:

Jlo3ara TpsiOBa mocTeneHHo Ja ce MOoBHIIaBa, kKato ce 3amoune ¢ 0,26 mg 6a3a (0,375 mg comn) THEBHO,
cJe/l KOETO Ce YBelnYaBa Ha BCEKU 5-7 AHU. AKO NP NAIMEHTa HE C€ YCTAaHOBSIBAT HEMIOHOCUMU
HEXEJIaHU JIEKAPCTBEHU PEaKILIMU, J03aTa ClIe[[Ba ]a Ce TUTPUpPA 10 IOCTUTaHE HA MAaKCUMaJIEH
TepaneBTU4YeH e(eKT.
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Cxema na gozupane Ha MIRAPEXIN tabneTku ¢ yabIKeHO 0CBOOOXKIaBaHe Ype3 OBUILIABAHE
Ha JI03UTE

Cenmuia JlneBHa no3a (mg 6aza) JlneBHa no3a (mg con)
1 0,26 0,375

2 0,52 0,75

3 1,05 1,5

AKO ce Hajara no-HaTaThIIHO YBEIMYaBaHe Ha J03aTa, JHEBHATA J103a CJIEJBA /1a CE MIOBUIIABA C
0,52 mg 6a3a (0,75 mg coxn) Ha cenMuIIa 10 TOCTUTAHE HA MAaKCUMaJTHA JIHEBHA 1032 3,15 mg 6aza
(4,5 mg com).Bce nak tpsiOBa z1a ce 0TOETIEKH, Ye CIIydanuTe Ha CHbHIMBOCT CE€ YBEJINYABAT MPH 03U
no-Bucoku ot 1,05 mg 6a3a (1,5 mg con) Ha aeH (BX. Touka 4.8).

[MamuenTure, npuemamu MIRAPEXIN Tabnerku morar ga npemuHat kbM MIRAPEXIN TabneTku ¢
YABIKEHO OCBOOOXKIaBaHE HA CIIEBAIIVs JIEH CYTPUHTA ChC ChIllaTa THEBHA 103a. Cren
npemuHaBane kbM MIRAPEXIN Ta0nerku ¢ yIbnKeHO 0CBOOOXKIaBaHe 103aTa MOXKe J1a ObJie
KOpPHUTUpPaHa B 3aBUCUMOCT OT TepareBTUYHHUS OTTOBOP Ha MalMeHTa (BkK. To4ka 5.1).

[looowvpoicawo neuerue:

WnanBuayannara go3a npamuiekcos TpsoBa na 6bae B pamkure Ha 0,26 mg 6a3a (0,375 mg con) 1o
MakcuMaiHa jo03a 3,15 mg 6a3a (4,5 mg con) aaeBHO. [1o BpeMe Ha OCHOBHU MPOYYBaHUSI C
NOBHIIIABaHE Ha J103aTa HAYAJIOTO Ha MPOsBa Ha e(hUKACHOCTTa € HAaOJIr01aBaHO NpH THEBHA 1032
1,05 mg 6a3a (1,5 mg con). [lo-HaTaTbk go3aTa cieqBa Ja ce aJanTupa B 3aBUCUMOCT OT KIMHUYHUS
OTrOBOp M M0sIBaTa HA HEXeJaHW peakUuy. B KIMHUYHN U3NUTBAHHUS OKOJIO 5% OT MalueHTuTe ca
noiyvasaiu ao3u noxa 1,05 mg 6a3a (1,5 mg comn). Ilpu nanpenunana 6onect Ha Parkinson go3u
IpaMUIIeKcoll o-BUCcokH oT 1,05 mg 6a3a (1,5 mg coi) Ha IeH MOXKe J1a ca MOAXOIAIIHM 3a OOJTHH,
npu KouTo 11e ObJe HamalsiBaHa Jgo3aTa Ha JeBojona. [IpernoppuBa ce 103upoBKaTa Ha JeBoAoNa aa
ce MOHMKaBa, KaKTo 110 BpEME Ha MOBHIIaBaHE Ha J03aTa, Taka U MO0 BPEME Ha MOIbPKALIOTO
nedenue ¢ MIRAPEXIN, B 3aBHCHMOCT OT peakIMuTe Ha OTACITHUTE MAIUeHTH (BK. Touka 4.5).

Iponycnama 0o3a

Koraro e nponycHar npuembT Ha 1033, MIRAPEXIN Ta0netku ¢ yIbKeHO 0cBOOOXKJaBaHe TPsiOBa
Jla ce mpremMart B paMkuTe 10 12 gaca oT oOnuaitHOTO BpeMme 3a nmpueM. Crnies nosede ot 12 yaca,
NpoITycHaTaTa 032 TpsiOBa Aa ce MPEeCcKOUYr M CieBaliara 103a TpsiOBa 1a ce mpreMe Ha clieIBaIlns
JIeH B O0MYaifHOTO BpeMe 3a pUeM.

Ipexpamseane na reuenuemo:

BHrezanmHOTO npekpaTtsiBaHe Ha TOMaMHUHEPTUYHOTO JICUEHHE MOXKeE J]a JOBEZE 0 Pa3BUTHETO HA
HEBPOJICITUYEH MaJIUrHeH cuHpoM. [Ipamunekcoin TpsOBa aa ObJe HaMalsIBaH MOCTETIEHHO C
0,52 mg 6a3a (0,75 mg comn) Ha JieH, TOKaTO JHEBHATa 103a ce peayuupa 1o 0,52 mg 6a3a (0,75 mg
con). Cnen ToBa fo3ata ce nmoHmwkasa ¢ 1o 0,26 mg 6a3a (0,375 mg coxn) Ha AeH (Bx. Touka 4.4).

Bvbpeuno yepesicoane:
EnuMuHupaneTo Ha MpaMUTIEKCOIT 3aBUCH OT ObOpevyHaTa (QyHKITHS. 3a 3ar0YBaHe Ha JICUCHHETO Ce
MperopbhYBa CIIeHATA CXeMa Ha JI03UpaHe:

HpI/I ManueHTH C KPCAaTUHUHOB KIIMPBHC HAL 50 ml/min He € HCO6XO,Z[I/IMO HaMaJIsIBAHC Ha JHCBHATa
J03a UK Ha YCCTOTAaTa Ha MIPUCMAHC.

[Ipu nauyeHTH ¢ KpeaTHHUHOB KIUPBHC Mexy 30 1 50 ml/min neyenuero TpsaOBa J1a 3amovHe ¢

0,26 mg MIRAPEXIN tabneTku ¢ yAbIKEHO OCBOOOXKAaBaHe mpe3 JeH. HeoOxoauMo e moBUIIeHO
BHUMaHHUE U TPsAOBa Ja ce HAlpaBU BHUMATEJIHA OLIEHKA Ha TEPareBTUUHUS OTTOBOP U MOHOCHMOCTTA,
npeau Aa ce MOBHUILIHM JHEBHATA [103a CIIe] eHa ceaMUIa. AKO € He00X0AUMO NO-HATaTHIIHO
NIOBHUIIIaBaHE Ha /103aTa, T4 TpsAOBa na Obae yBennuaBaHa ¢ 0,26 mg npamunekcon 0asa npes
WHTEPBaJM OT €{Ha CeMUIIa 0 MaKCUMaiHa Jj03a oT 1,57 mg npamurnekcon 6a3a (2,25 mg cou)
JTHEBHO.
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JleueHneTo Ha MAMEHTH ¢ KpeaTHHUHOB KiIupbHC oA 30 ml/min ¢ MIRAPEXIN tabnetku ¢
YABIDKEHO OCBOOOXKIaBaHE HE ce MPENnopbyBa, Thil KATO HAMA JaHHU NPH Ta3! MOIYJIaLus OT
nanueHTH. TpsaodBa na ce uma npeasun ynorpedara Ha MIRAPEXIN Ta6nerku.

Axo 6L6peqHaTa (I)YHKI_II/ISI HaMaJIsiBa 110 BpEME Ha IMOAAbP7KAIIOTO JICUCHUC, Tpﬂ6Ba Ja C€ cJI€aBar
MMPCIOPBKUTE, NaACHU ITO-T'OPEC.

YeproopobHo yepedcoane:

BeposTHo He € He00X0AMMO alanTHpaHe Ha J103aTa MPH MAIUSHTH ¢ YePHOAPOOHA HEIOCTATHYHOCT,
Thi kKaTo 90% 0T a0COpPOMPAHOTO AKTUBHO BEIIECTBO C€ EKCKPETHpa Mpe3 ObOpenure.

[ToTeHnma IHOTO BIUSHUE HA YEPHOPOOHATA HEIOCTATHYHOCT BEPXY (papMaKOKWHETHKATA Ha
MIRAPEXIN obaye He € Mpoy4eHO.

IHleouampuuna nonynayus

Bbezonacnocrra n euxacnoctta Ha MIRAPEXIN nipu aeua Ha Bb3pacT moj 18 rogunu He ca
ycraHoBeHH. Hsima cpoTBeTHO npunoxkeHre Ha MIRAPEXIN Ta0neTku ¢ yabIKeHO OCBOOOXKIaBaHE
B IieMaTpUYHAaTa MOMyJIalus 3a mokazanueTo oonect Ha Parkinson.

Hauun Ha npuiioxkeHue

TabneTkute TpH6Ba Ja C€ nmorjipmar ncjin ¢ BoOga U HE TpH6Ba Ja c€ AbBYAT, pa3aCiiiAT NN
pasTponiaBart. TabaeTkute Morar Ja CC€ IpHUEeMaT KaKTO C XpaHa, TaKa U 0e3 XpaHa u Tpﬂ6Ba Ja ce
npueMat BCCKU JICH HpI/I6J'II/I3I/ITCJ'IHO 10 €IHO U CBHIIO BPpEME.

4.3 IIporuBomokaszaHus

CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WJIM KbM HSIKOE OT MIOMOIIIHUTE BEIIECTRA,
n30poeHH B Touka 6.1.

4.4 Chnenuananu nmpeaynpe:kaeHHMs M Npeana3Hu MepKH NPH ynoTpeda

Korato ce mpeanmucsa MIRAPEXIN Ha manuentu ¢ 0b0pedHo yBpexxJaHe 3a JieueHHe Ha 0oJecT Ha
Parkinson, ce nmpenopbuBa moHMKaBaHe Ha J03aTa KaTo ce clelBaT yKa3aHUATa B Touka 4.2.

XaJIFOIUHAIINHT
W3BecTHO €, 4e mpu JIeYeHue ¢ JOTaMUHOBH arOHUCTH M JIEBOJIOTIA KaTO HEXEJIaHU peakiuu Ouxa

MOIJIM Ja C€ MOABAT XaJIIOIMHAIIWH. HaLII/IeHTI/ITC TpH6Ba Ja 6’B,Z[aT npeaAynpeaAcH! 3a Bb3MOKHOCTTA
OT I10sBa Ha XaJIFOIIWMHaIluH (HpeI[I/IMHO 3pI/IT€J'IHI/I).

EI/ICKI/IHGSI/IH

[Ipu Hanpennana 6onect Ha Parkinson mpu koMOMHMpaHO JieueHHE C JIEBOJONA € Bb3MOXKHA HOsABaTa
Ha JIUCKHWHE3HA [0 BpeMe Ha IbpBOHaUaNHOTO TUTpUpane Ha fo3ara MIRAPEXIN. Ilpu nossara um
TpsiOBa J1a ce HaMalM 403aTa Ha JIEBOJOIA.

EI/ICTOHI/IH

[Ipu naumenTu ¢ 6onect Ha Parkinson nonsikora ce cpob1IaBa 3a akcHaiHa AUCTOHUS, BKIIOYBAIA
AHTEKOJINC, KAMITOKOPMHUS U TUIEBPOTOTOHYC (,,Pisa™ CHHApOM) IpH 3armouBaHe WK P MOCTEIIEHHO
MOBHIIIABAaHE HA /103aTa MPAaMUIIEKCOJI. BbIipekn ye AUCTOHUATa MOXKe J]a € CUMIITOM Ha 0oJiecTTa Ha
Parkinson, cumMnTtoMuTe py TE3U NALMEHTH €a Ce MOAOOPHIIH cie]] HaMaJIIBaHEe UIIH
npeycTaHOBSBaHE Ha MPHEMa Ha MPAMHIIEKCO. AKO Bb3HUKHE IMCTOHHSA, CXEMaTa Ha IpUlaraHe Ha
JONIAMHHEPTUYHH CpPeJICTBa TPsOBa Ja ce mpepasriena 1 Ja ce 0OMUCIN KOPEKIHs Ha 103aTa
MIPAMHUITIEKCOJL.
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Enu3o i Ha BHE3AMHO 3aCMBAHE U COMHOJEHTHOCT

[IpaMuniekcon ce cBbp3Ba ChbC COMHOJIEHTHOCT U €MM30AM Ha BHE3AITHO 3aclBaHe, 0COOEHO IpU
nauueHTH ¢ Oonect Ha Parkinson. B peaku ciydau ce cpo011aBa 3a BHE3amHO 3aCIMBaHE TIPE3 ACHS,
NoHsIKora 0e3 MauueHThT Ja ro OCh3HaBa WK 0e3 npeaynpeaAnTesHd npusHany. [lanuenture Tpsodsa
Ja ObJaT npeaynpeeHu 3a TOBa U 1a ObAaT MOChBETBAHM Ja Ca BHUMATEIHH NpH modupane uiu
pabora c mammaK 1o Bpeme Ha Tepanus ¢ MIRAPEXIN. ITauuentute, npu KOUTO Ce MOSBABAT
CHHJIMBOCT W/WJIM €TIM30/1 Ha BHE3AITHO 3aCMMBaHe TPAOBa J1a ce Bb3AbpPXKAT Aa MOoQHUpaT Win paboTsT
¢ MamnHU. B nombinHeHue TpsaOBa 1a ce nMa MpeaBul HaMalsiBaHe Ha J103aTa WK IpeKpaTsiBaHe Ha
TepanusTa. [lopaan Bb3MOXKEH aIUTUBEH €EeKT MAMEeHTHTE, IPHEMAIU IPYTH CelaTUBHU
JIEKapCTBEHU MPOIYKTH HJIH aJKOXO0JI B KOMOMHALIMS C IPaMHUIIEKcol, TpsiOBa 1a ObAaT MOCHhBETBAHU
na Obaat mpeanasiauBH (BXK. ToukH 4.5, 4.7 u 4.8).

Hapymienns B KOHTpoJia Ha UMITYJICUTE

[NanuenTture TpsiOBa Aa ObAAT peAOBHO HAOIIONABAaHH 32 Pa3BUTHE HA HAPYILEHHS B KOHTPOJIA HA
ummyncute. [lanuenture n 6onHorepaunTe TpsiOBa 1a ObAAT 3aII03HATH, Y€ MOTAT JIa CE TIOSBAT
MOBEICHYECKH CUMIITOMU Ha HapyLIEHHsI B KOHTPOJIa Ha UMITYJICUTE, BKJIFOUBAIIHN NTaTOJOTUYHA
CKJIOHHOCT KBbM Xa3apT, MOBUILIEHO JTUOUI0, XUIIEPCEKCYATHOCT, KOMITYJICUBHO Xap4eHe ’
nazapyBaHe, pesHKJIaHe U KOMITYJICUBHO MpesbKAaHe MPH MAlUEeHTH, JIEKYBAaHU C JOTAMUHOBH
aronuctH, BkiarountenHo MIRAPEXIN. Tpsa6Ba na ce o0chamn HamMassiBaHE HA J03aTa/TIOCTENICHHO
CIIUpaHe, aKo CE€ Pa3BHAT TaKWBa CUMIITOMU.

Manus u ACTINPUYM

HaLII/IeHTI/ITC Tpr6Ba Ja 6’L,IlaT PEA0OBHO Ha6J'IIO,I[aBaHI/I 3a PAa3BUTHUC Ha MAHUA U ACITIUPUYM.
HaLII/IeHTI/ITC nu 60J'IHOI‘J'IG,Z[3."II/ITC Tpﬂ6Ba Ja 6T)I[aT 3all03HaTH, Y€ IIpU MallUCHTH, JICKYBAHU C
IMPAMUIICKCOJI MOKE 1a Bb3HUKHAT MAaHUA U ACIIUPUYM. TpH6Ba Ja ce O6C’L,HI/I HaMaJIsIBaHC Ha
I[OBaTa/HOCTeHCHHO CIIUpAaHEC, aKO CC PA3BUAT TaKMBa CUMIITOMHU.

IalyeHTy ¢ ICMXOTUYHM HAPYIIIEHUS

[MarieHTHTEe C MICUXOTHYHU HAPYIICHUS TPsIOBa Jia ce JISKYBAT C IOMAaMHHOBH arOHHCTH CaMo B
CJIydauTe, KOraTo OYaKkBaHaTa MoJ3a € MO-ToJsiMa OT IOTEHIMATHUS pUCK. EMHOBpeMeHHaTa
yrnoTpeda Ha aHTUTICUXOTUYHU JICKAPCTBEHU TIPOYKTH U MTPAMHUIICKCOJ TPsOBaA 1a ce u30srBa (BXK.
ToukKa 4.5).

OdTaaIMoJIO0rHYHU HIpETIENN
[IpenopbuBaT ce OPTATMOIOTUYHA TIPETIICTU HA PEIOBHI HHTEPBAN WU TP TI0SBa HA aHOMAJIUU B
3PEHUETO.

Texko ChbpACYHO-CHA0BO 3a00JIIBaHE

HpI/I TCKKO ChbpACUYHO-CHA0BO 3a00IIsIBaHe JICKaApCTBOTO TpH6Ba Ja Cc€ npujiara BHUMATCJIHO.
HpenoquBa CC MOHUTOPHUPAHC HA KPBbBHOTO HAJIATAHE, 0c00€eHO IIpH 3al10YBAaHC HaA JICYCHUCTO,
nopaau pucK OT OpTOCTAaTUYIHA XUIIOTOHUS BbB Bpb3Ka C JICUCHUCTO C JOITIAMUHCPIrUIHHA JICKAPCTBA.

HesposenTuyeH MaJIMrHEeH CUHAPOM
CuMnTomMH, Ipeanoaray HeBpoJIeNTHYEH MAJIUTHEH CHHIPOM, Ca ONIMCAHU MPU BHE3AITHOTO
CHHpaHe Ha JOMaMHHEPTrUYHOTO JeueHHe (BXK. Touka 4.2).

CuHpOM Ha OTHEMaHe Ha JIONAMUHOB arOHUCT

3a npekparsiBaHe Ha JISYEHUETO MPH NanueHTn ¢ Oonect Ha Parkinson nmpueMbT Ha paMHUIIEKCOIT
TpsiOBa ce HamMaJu MMOCTeTNIeHHO (BXK. Touka 4.2). [Ipun HamansBaHe wiu MpekpaTsBaHe Ha IpreMa Ha
JIOTIAMHHOBH arOHHCTH, BKIFOYHTEIIHO IPAMHUIIEKCOJI, MOXKE JIa Bh3HHKHAT HEMOTOPHH HEXKEITaH!
peaknuu. CHMIITOMUTE BKJIFOUBAT araThs, O€3MOKONUCTBO, JIETIPECcHs, yMOpa, U3NOTsIBaHe U 0oJKa,
KOHMTO MOTaT Jia ca Texku. [larmenTure TpsOBa ga 6baaT MHGOpMUpPaHH 3a TOBA TIPEI HAMaISIBAHETO
Ha J103aTa Ha JOIaMUHOBHUS arOHUCT, CJIE] KOETO PelOBHO Ja ObaaT npocnesBanu. B ciaydaii Ha
MIEPCUCTUPAIITN CUMIITOMH MOJKE Ja C€ HaJIO’KM BPEMEHHO J1a CE€ YBEJIWYH J103aTa Ha TIPaMHUTIEKCOIT
(Bk. Touka 4.8).
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OcTaThlM B M3NPAKHESHUATA

Hsxou narpieHTH ch0o0IaBaT 3a 1mosiBa B U3MPAKHEHHUITA HA OCTAThIIM, KOUTO MOTAT Ja HAIIOMHSAT 32
HENPOMEHEHH TabJIETKH ¢ yabmkeHo ocBoOoknaBaHe MIRAPEXIN. Ako manueHTH cho0nIsT 3a
noto0Ha HaXOo/IKa, JIeKapAT TPAOBa Jia MPEOIeHH OTrOBOpa HA MAI[UEHTa KbM TepanusTa.

4.5 B3amMmopeiicTBHe ¢ APYIM JIEKAPCTBEHH NMPOAYKTH M APYrd (popMH Ha B3auMoOJeHCTBHE

CBbp3BaHe C MIa3MEHUs NIPOTENH

[IpamMunexco:n ce cBbp3Ba B MHOTO HUCKa CTEMEH ¢ m1a3Menn nporenau (< 20%) u npu xopa
npeTbprsiBa Masika buorpanchopmanus. [lopaan ToBa He ce ouakBaT B3aMMOJIEHCTBUS C JPYTH
JIEKapCTBEHU MPOAYKTH, MOBIMSBAILM CBBP3BAHETO € IUIA3MEHH IPOTEVHH WM €TMMHUHUPAHETO UpPE3
ouotpanchopmanysa Thi KaTO aHTUXOTMHEPTUIHUTE JIEKAPCTBA C€ €IMMUHHUPAT INIABHO OCPEACTBOM
ouotpanchopmalys, Bb3MOKHOCTTA 3a B3aUMOJCHCTBHUE C TSIX € OrpaHUueHa, HO He ca MPOBEACHU
NpOYYBaHUs B Ta3u Hacoka. Hsama hapMakOKMHETHYHO B3aUMOJCHCTBUE ChC CEJICKUIINH U JICBOJOIA.

WnxnbUTOpH/KOHKYPEHTH Ha aKTUBHMA BT 32 eIMMUHUpaHe pe3 Ob0penurte

HumetnanH noHmwkaBa 0b0peyHHs KIUPHHC Ha IPAMHUIIEKCOII ¢ MpHOIn3nuTeHo 34%, BEpOSITHO
nopajay HHXHOMpaHe Ha KaTHOHHATa CEKpEeTOpHa TPAHCIIOPTHA CHcTeMa B ObOpEUHUTE TYOYIIH.
[lopanu ToBa nexkapcTBEHU NPOIYKTH, KOUTO Ca MHXUOUTOPH Ha TO3HM AKTUBEH BT 32 EIMMHUHUPAHE
npe3 ObOpenuTe Wik, KOUTO C€ eTUMUHUPAT MOCPEICTBOM HETO, TAKMBA KAaTO [IUMETHIMH,
aMaHTaJInH, MEKCUJIETUH, 3UJJOBYVH, UCIUIATHH, XMHUH U IPOKauHAMMJ] MOraT Jja B3auMojieiicTBar
C TIPaMUIIEKCOJI, B PE3YJITAT Ha KOETO Jia € MOHWXKH KIUPBHCHT Ha IpaMuIieKcol.. [lonnxaBane Ha
J103aTa Ha IPaMUIIEKCOJI CJIE/IBa /1a CE MMa MPeaBHU L IIPH €JHOBPEMEHHA yrnoTpeda Ha Te3H
nexapctBeHu npoayktd ¢ MIRAPEXIN.

Kombunanus c nesogona

Korato MIRAPEXIN ce naBa B koMOHHAIMsI € JIEBOJIOIIA CE IPENOpbhYBa HaMaJsIBaHE Ha Jj03aTa Ha
JIEBOJIONA U 3alla3BaHE Ha JO3UPOBKATA HA JPYTHTE aHTUIIAPKUHCOHOBH JIEKAPCTBEHU POAYKTH
nokato ce nmosumasa go3ara Ha MIRAPEXIN.

ITopaau Bb3MOXKEH aTUTHBEH e(PEeKT MalUEHTHTE, PUEMAIIX APYTH CEaTUBHU JIEKAPCTBEHH
MPOAYKTH WIIA AIKOXOJ B KOMOWHAIIWSI C TPAMHUIIEKCOJI, TPOBa J1a ObJIaT MOCHhBETBAHH Ja ObaaT
npeanasiauBy (BXK. Touku 4.4 , 4.7 u 4.8).

AHTHINICUXOTUYHH JICKAPCTBCHU NPOAYKTH
E,I[HOBpeMCHHaTa yHOTpe6a Ha aHTUIICUXOTUYHU JICKAPCTBCHU NPOAYKTHU U IIPAMHUIICKCOJI TpH6Ba Ja
ce n30srBa (B)K. TOYKa 44), aKoO Morat ga C€ o4akKBaT aHTarOHMCTUYHH e(i)eKTI/I.

4.6 DepruauTeT, )PEMEHHOCT H KbPMEHe

bpemennoct
EdexTsT npu xopa no Bpeme Ha OpeMEHHOCT U KbPMEHE He € IpoydeH. [[pamunexcon He € umail

TepaToreHeH e()eKT NpH IITbXOBE U 3alIH, HO € OMJ1 eMOPHOTOKCHYEH MPHU IUIBXOBE B 103U, TOKCUYHH
3a Maiikara (BX. Touka 5.3).

MIRAPEXIN He Tpsa0Ba fa ce npuiiara o Bpeme Ha OpeMEHHOCT OCBEH B CIydail Ha KaTeropuiHa
HEOOXOIUMOCT, T.€. KOraTo MOTEHIMaIHAaTa [10J13a HaJBUILAaBa OYaKBaHHUS PUCK 110 OTHOILIEHHE Ha

(heryca.

Kopmene
TBif KaTo IEYCHUETO C IPAMUTIEKCOJI MHXUOUPA CEKPENHATa Ha MPOJAKTHH MPHU X0pa, C& 0UaKBa

cripaHe Ha KbpMmaTa. He ca mpoBeneHu npoy4dBaHus IpH KEHH IO OTHOIIEHHE Ha eKCKPELrsATa Ha
MIPaMHUIIEKCOII B KbpMara. [Ipy murexoBe KOHIIEHTpalysITa Ha CBbp3aHaTa ¢ aKTHBHOTO BEIIECTBO
PaavoaKTUBHOCT B KbpMara € M0-BUCOKA OT Ta3H B IUIa3Marta.

Toii kaTo nuncsat nanau npu xopa, MIRAPEXIN He Tps0Ba na ce npuiiara B Ieproaa Ha KbpMEHe.
[Ipu HanoxutenHa yrnorpeba, TpssOBa Ja ce MPeyCTaHOBH KbPMEHETO.
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DepTUnuTer
He ca npoBexxnanu nmpoyuBaHus 3a edekra BbpXy deprunurera npu xopa. [Ipu npoyusanus npu

JKUBOTHH MMPAMHUIICKCOJI TOBJIMABA €CCTPYC LHUKIIMTC U HAMAJIsIBa (bepTI/IJ'II/ITeTa IIPpU JKCHCKUTC, KAKTO CC
OYaKBa 3a JOIIaMHWHOB arOHMCT. Te3u MMpOy4YBaHUA HC TOKA3BaT NPCKU UJIM KOCBCHU BPECAHU e(l)CKTI/I
1O OTHOIICHHUE Ha (l)epTI/IJ'II/ITCTa IIPpU MBIKKUTC.

4.7 EdexTn BbpXy cnioco0HOCTTA 32 oupaHe u padoTa ¢ MAIIHHA

MIRAPEXIN moke 1a mOBIIMsie B 3HAYUTEIHA CTETICH CITOCOOHOCTTA 3a modupaHe u pabora ¢
MalIuHU.

Bb3MoxkHa € 1TosiBa Ha ChHIIMBOCT MJIH XaJIIIOHUHaAIIWH.

[Nanuenture, nexyBanu ¢ MIRAPEXIN, npu kouto ce HaOmogaBa ChbHIMBOCT W/UIIM BHE3AITHO
3acnuBaHe Ipe3 AeHs, TpsOBa 1a ObaaT npeaynpeaeHn Aa He moupaT U Aa He yIpaKHIBAT
JEeHHOCTH, IIPH KOUTO HapylleHaTa OJUTETHOCT OU M3JI0KMIIA TSIX MM OKOJTHUTE Ha PUCK OT
CEpHO3HO HapaHsBaHE WK CMBPT (Hampumep padoTa ¢ MalllMHHU) 0 U34€3BaHETO HA TE3H MOBTAPSLIH
Ce eMHU30/IU U CHHIIMBOCT (BXK. CBINO TOUKHU 4.4, 4.5 u 4.8).

4.8 Hexenanu JeKapCcTBEHH PeaKIuH

BB3 ocHOBa Ha aHanmu3u Ha cOOPHM IIaIle00 KOHTPOIMPAHH MPOYYBAHUS, B KOUTO ca ydacTBaimu 1778
naruenTy ¢ 6osect Ha Parkinson Ha mpamunexcon u 1297 nanuenTr Ha iane0o, HexellaHu
JIEKapPCTBEHU PEAKIIMH Ca ChOOIaBaHU YECTO U B JIBETE TPYIU. 67% OT MallMeHTUTE Ha IPaMHUTIEKCOIT
1 54% OT nanueHTuTe Ha TIanebo ChoOIIaBaT OHE e/IHA HeXKelaHa JICKapPCTBEHA PEeaKIIHs.

Ilo-ronxsimara 4act OT HEXKEJIAHUTE JICKApCTBCHU PCAKIINN OOMKHOBEHO 3all04YBaT B HAYAJIOTO HA
JICYCHUCTO U MOBCYCTO Ca C TCHACHIUA J1a U31UEC3BaT, JJOPU IIPU IIPOABIKAaBAHE HA JICUCHHUCTO.

B pamkuTe Ha CHCTEMO-OpraHHUTE KJIACOBE, HEXKENAaHTE JIEKapCTBEHU PEakiiy ca n30pOeH! CIIopes
yecroraTa (Oposi HallMEHTH, IPH KOUTO CE OYaKBa Jja Ce MPOSBU PeaKkLHsITa), KaTo ca N3M0I3BaHH
CJIETHUTE KaTeropuu: MHOTO vectu (= 1/10), yectu (> 1/100 mo < 1/10), mewectu (> 1/1 000 mo

< 1/100), peaxu (= 1/10 000 mo < 1/1 000), mHOTO peaku (< 1/10 000), c Hen3BecTHA YecTOTa (OT
HAJIMYHUTE JaHHU HE MOXe Aa ObJiec HalpaBeHa OLIEHKA).

Haii-uecto (= 5%) cpobOmiaBannTe HeXeIaHU peakiy Ipy nanueHTu ¢ 6osaect Ha Parkinson, mo-
YeCcTO MU JICYCHHE C IPAMHIIEKCOJI B CPaBHEHHE ¢ T1anedo, ca rajieHe, TMCKUHE3Ns, XUTIOTOHUS,
3aMasHOCT, CHbHIIMBOCT, O€3ChHHE, 3aleK, XaIIoIUHALMH, II1aBoboiue u ymopa. CiydanTe Ha
CHHJIMBOCT HapacTBaT MPH JI03H MO-BUCOKH OT 1,5 mg mpaMumeKcos coi Ha JieH (Bxk. Touka 4.2). Ilo-
yecTa HeXellaHa PeakUusl MPH KOMOWHALKS C JIeBOAONAa € IUCKUHE3UsITa. B HauaaoTo Ha Je4eHneTo
MOXe J]a ce HaOJItoJaBa MosABa Ha XUIIOTOHMS, OCOOEHO MpH ObP30 TUTPHPaAHE Ha J03aTa
MPaMHUIIEKCOJL.
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Cucrema B MHoro YectHn Heuectn Penxu C
OpPraHu3Ma 4ecTH (=1/100 oo <1/10) (=1/1 000 no (>1/10 000 | HeusBecTHA
(=1/10) <1/100) mo <1/1 000) 4ecToTa
WNudekunn n ITHEBMOHUS
uH(peCTauu
Hapymenus na HapyIIeHa
EHIOKpUHHATA CeKpelus Ha
cucrtema AHTUJINYpETHYCH
XOPMOH'
Icnxuaau Oe3cpHUE MpeKoMepHa MaHHs
HapYIICHUS XaTIOIUHAIIAN CKIIOHOCT KbM
MaTOJIOTHYHHU naszapyBaHe
CBhHUIIA MaTOJIOTMYHA
00BpKaHOCT CKIIOHHOCT KBbM
xazapt
MOBEICHYECKH 0E3IMOKONCTBO
CHUMIITOMH Ha XUIMEPCEKCYATHOCT
HapYIICHUS B HATYAHHYaBOCT
KOHTPOJIMPAHETO | HapyIICHUE Ha
HA VMITYJICUTE H JUOUIOTO
HATPAITYUBOCTH napaHost
JIENAPUYM
CKIIOHHOCT KBM
npemmaﬂe1
xunepdarus'
Hapymenns Ha | CHHIMBOCT | ri1aBoOoOJHE eMu301H Ha
HEpBHATa 3aMasHOCT BHE3AITHO
cucrema JIMCKUHE3US 3aCIIUBaHe
aMHE3Hs
XUTEPKUHE3US
CHHKOII
Hapymenus na 3PUTEITHO
o4uTe HapyIlICHHE,
BKJIFOUMTEITHO
JIATLIOTIHS,
3aMBIJICHO
3peHue
HaMaJjcHa
3pUTENTHA OCTPOTA
Copaeunu ChpJIcYHA
HapyIICHUS HEJOCTATHYHOCT
Cob10BH XUTIOTOHUS
HapyIICHUS
Pecriuparopuu, JIACITHEST
TPBIHH U XBJIIIAHE
MEIUACTHHAH
Y HapyIIeHUs
Cromarnrno- rajieHe 3areK
YPEBHH MOBPBIIIAHE
HapyIICHUS
Hapymenus na peakuuu Ha
KOJKaTa U CBPBXYYBCTBUTEITH
MOIKO)KHATA OCT,
THKaH CBpOeXK,
0o0puB
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OO6mu yMmopa Cunapom
HAPYIICHUS U nepudepeH 0ToK Ha

edeKTH Ha OTHEMaHe
MSCTOTO Ha Ha
MPUIOKEHUE JIOTIAMHHOB
aroOHMCT,
BKJIFOYBAII]
ararus,
Oe3mnoKoiicT
BO,
nenpecus,
yMmopa,
M3IOTSBaHE
u OOJIKa.

I/I3CJ'IC,Z[BaHI/I$I IIOHMKaBaHC Ha IIOBHUIIIaBaHC Ha
TETJIOTO, TETJIOTO
BKJIHOYUTCIIHO
ITOHMKCH aIllCTUT

U Tasu nexenana peakuus € HaOJro1aBaHa 1o BpeMe Ha moctmapketuHrosust onut. C 95%

TOYHOCT KaTeropusTa Mo 4ecToTa € He M0-BUCOKa OT ,,HeUeCTH , HO MOXKe /1a ObJe U 10-
HucKa. TOYHO M34HCIIsIBAaHE HAa YECTOTATA HE € BB3MOXKHO, ThH KaTO HEXKeJlaHaTa PEAKIHs He
ce e mosiBsABana B 0azaTa JaHHU OT KIMHUYHM U3NUTBaHUS Ha 2 762 mauueHTu ¢ 0oJecT Ha
Parkinson, iekyBaHH ¢ IpaMHIIEKCOI.

Onucanue Ha I/136DaHI/I HCXCJIaHU pCAKIINN

CBHINBOCT
IIpamurmekcos e CBbp3aH 4€CTO ChC ChHIMBOCT U HEUECTO CE€ CBBP3BA C MPEKOMEPHA CHHIMBOCT IPE3
JIeHs ¥ €TTM301 Ha BHE3AITHO 3acIMBaHe (BXK. CBINO Touka 4.4).

Hapyiienus B IMOMIOTO
[Ipamumnekcon moxe a ObA€ CBHP3aH HEUECTO C HAPYIIICHHS B TUOUOTO (TTOBHUILIABAHE HITH
MTOHIKABAHE).

Hapymienus B KOHTpoJia Ha UMITYJICUTE

[laTonornyHa CKIOHHOCT KbM Xa3apT, MOBHIICHO JTMOUI0, XUIIEPCEKCYaTHOCT, KOMITYJICHBHO Xap4eHe
U Ta3apyBaHe, pesbKIaHe U KOMITYJICUBHO IPEsAaHe MOTaT J1a ce MOSIBAT MPH MMALUEHTH, JIEKYyBaHH
C IoIaMUHOBH aroHucTH, BkitountenHo MIRAPEXIN (Bx. Touka 4.4).

B perpocniekTUBEH CKpUHUHT Ha MPEACTaBUTEIHA U3BaJKa U IPOYyUBAHE CIIy4ail-KOHTpPOIIa,
BrurrouBarm 3090 nanueHTy ¢ mapkoHcoHoBa OonecT 13,6% OT BCUYKY MaIlEHTH, TIOJIOKESHH Ha
JIOTIAMUHEPTUYHO JICUCHUE UK HE-TOMaMUHEPTUYHO JICUCHHE UMAT CUMIITOMU Ha HapyIICHUE B
KOHTPOJIa Ha UMITYJICUTE B IEPHOJIa Ha TIOCIIEHUTE IIECT Mecelia. HabnrogaBaHnuTe MposiBU BKITFOYBAT
MAaTOJIOTMYHA CKIIOHHOCT KbM Xa3apT, IPEKOMEPHA CKIIOHHOCT KbM Ia3apyBaHE, KOMITYJICUBHO
MpespKIaHe U HATPAYuBO CEKCYaTHO ToBe/ieHHe (MOBUIIIEHA CEKCYATHOCT). Bh3MokHNTE
HE3aBUCUMU PUCKOBU (haKTOPH 32 HAPYIICHHsS B KOHTPOJIA HA HMITYJICUTE BKJIFOYBAT JOMTAMUHEPTHYHO
JICYCHUE U ITO-BUCOKH JIO3U Ha JIOMIAMUHEPTUYHO JICYSHHE, TI0-MJIajia Bb3pacT (X 65 roaunn),
0e30paurie U ChOOIIEHA (paMITHA aHAMHE3a 332 CKIIOHHOCT KBbM Xa3apr.

CuHpOM Ha OTHEMaHe Ha JIONAMUHOB arOHUCT

[Ipu HamamsiBaHE WM MIpEKpaTsIBaHE HAa PUEMa Ha JONIAMHUHOBH arOHUCTH, BKIFOUUTEITHO
NPaMUIIEKCOJI, MOXKE /1a Bb3HUKHAT HEMOTOPHH HeKeJIaHu peakuu. CUMITOMUTE BKIIIOYBAT arlaTusl,
0E3MOKOICTBO, IENpPECcHsl, yMOpa, U3IOTsABaHe U OoJika (BXK. Touka 4.4).
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CBDZ[CLIHa HEAOCTATHYHOCT

Ilo BpPEMC Ha KIIMHUYHU MPOYUBAHUA U IIOCTMAPKECTUHIOBHA OIIUT € C’LO6H.[aBaHa CbpJACYHa
HEAOCTATHYHOCT IPU MAIUCHTU C IIPAMHUIICKCOJI. ITo BpEMC Ha (l)apMaKOCHI/I,I[CMI/IOIIOFI/I‘lHI/ITC
Ipoy4BaHHusd, MPUITIOXKCHHUETO HAa MPAMUIICKCOJI € CBbP3aHO C IOBUIICH PUCK OT CbpJCYHA
HEAOCTATHYHOCT B CPABHCHHUEC C HCTIPUJIATaHCTO HA MMPAMUIICKCOJI (Ha6J’IIO,I[aBaHa CTCIICH Ha pHUCKa
1.86; 95% CI, 1,21-2,85).

C"[>06H_IaBaHe Ha IMoaA03HUpaHH HEKEJIAHW PCAKIINH

C"[>06H_[aBaHCTO Ha IOAO3UPAHU HCKCIIAHU PCAKIIUU CJIC pa3pClIaBaHC 3a yHOTpe6a Ha JICKApCTBCHUA
IMPOAYKT € BaKHO. ToBa 1o3BoJsBa Ja IpOABIIKU Ha6J'IIO,Z[eHI/ICTO Ha CbOTHOIICHUCTO HOJ'IBa/pI/ICK 3a
JICKaApCTBCHUSA TPOAYKT. Or MCIHUIIMHCKUTC CIICHHUAJIHUCTH CC U3UCKBa Ja C’BO6IJ_[aBaT BCsiKa
MoJ03MpaHa HCXKCJIaHa PCaKIIUA YpC3 HAllTMOHAJIHA CUCTCMaA 3a C’LO6H.IaBaHC, IIOCOYCHA B

IIpunoxenue V.

4.9 Ilpeno3upane

Hsma xIrHUYEH OIUT ¢ TeXKKU CJIydau Ha Mpeao3upaHe. OuakBaHHTE HEXKEJIaHU pcaKknuu ca TC3u,
CbOTBCTCTBAIIIM Ha (bapMaKO,I[I/IHaMI/ILIHI/IH Hqu)I/IJ'I Ha JOIIaMHMHOB aroHMCT, BKJIFOUBAIIIX IraJICHE,
MOBPBIIAHC, XUTICPKUHEC3H1 A, XaJTFOIITMHAIIUH, B1,36y;(a n xunotoHus. He e YCTAaHOBCH aHTUAOT IpU
npeao3upaHe ¢ JONMMaM1UHOB arOHUCT. HpH HaJIMYIKUC HA CUMIITOMHU 34 CTUMYJIMPAHC HA LICHTPAJIHATA
HEPBHA CUCTCMA MOKEC a CC MPUJIOKAT HCBPOJICTITULH. HpI/I npeao3rupaHe MOXKE a ca HCO6X0}_II/IMI/I
O6H_[I/I noaabpIKamy MEPOIIPUATHUS B KOM6I/IHaLII/I$[ CbC CTOMAIIHA MPOMUBKA, MHTPABCHO3HU I/IH(l)y3I/II/I,
npujiarane Ha akKTUBCH BBIJICH U MOHHUTOPHUPAHEC HA EKT'.

5. ®APMAKOJIOTMYHU CBOVMCTBA

5.1 ®apmakoguHAMUYHHU CBOMCTBA

dapMakoTepaneBTUYHA IpyTa: aHTUIIAPKUHCOHOBH JIEKapCTBa, JOMaMUHOBH aroHucty, ATC kox:
NO04BCO05.

MexaHn3bM Ha JEHCTBUE

[Ipamumnekcos e JoIaMUHOB arOHUCT, KOWTO C€ CBhP3Ba C BUCOKA CEJICKTUBHOCT U CIIENU(DUIHOCT C
D2 nomamMuHOBUTE PElENTOPH, U MO-CIEIHATHO UMa apUHHUTET KbM TeXHUs moatun D3, 1 uMa mbiiHa
BBTPEIIHA aKTUBHOCT.

HpaMI/IHCKCOH oOJleKkuaBa MMPpOABUTEC HA HapKI/IHCOHOBa MOTOpHAa HEAJOCTATBYHOCT YPE3 CTUMYJIUPAHC
Ha JOIMaMHUHOBHUTEC PCUCIITOPU B CTpUATYMaA. Hpoy‘lBaHI/IH IpH KUBOTHHU COYAT, Y€ IMPAMUIICKCOJI
I/IHXI/I6I/Ipa CHHTEC34a, OTACIIAHETO 1 MeTaboIrM3Ma Ha JOoIIaMKHa.

DapmakoaHaMU4HU eheKTH

[Ipu no6poBoiM € HaOMI01aBaHo /1032-3aBUCMO HaMaJleHHe Ha MposiakTyH. [Ipn knuHIYHO
M3MUTBaHE ChC 3/paBu AoOpoBouiy, B koeto MIRAPEXIN Tabnetku ¢ yIbkeHO 0CBOOOXKIaBaHE Ce
TUTPHUpAT 0-0bP30 (Ha BCEKH 3 THH) OT MpenopbuBaHuTe A0 3,15 mg npamunekcon 6a3za (4,5 mg
COJI) Ha JieH, € Ha0JI01aBaHO NIOBUIIIaBaHE HA KPBBHOTO HAJISITAaHE M YCKOPABAaHE HA ChPACYHUS
putbM. TakuBa edekTy He ce HaOII01aBaT IPU U3NUTBAHUS C TALMEHTH.

Knnanuna eduracHocT U 6e30macHOCT mpu Oonect Ha Parkinson

[Ipamurekcon HaMasiBa MPU3HAIUTE U CUMITTOMHUTE HAa UIMOMaTnYHaTa 6onect Ha Parkinson.
[IpoBenenu ca miane0o-KOHTPOIUPAHN KIMHHYHN H3NUTBaHUs, BKiItouBamy 1 800 manueHTa B cTaauid
Ha 3a0omsBane [-V nmo Hoehn u Yahr, nexyBanu ¢ npamumiexcosn. M3BwH TsX, okono 1 000, kouro ca
OWIIM B HAMpeIHAT CTaNi Ha 3a00IsBAaHETO, Ca MIPUEMAalTH €THOBPEMEHHO JICBOJIONA U ¢a CTPaJalid OT
JIBUTATEJIHU YCIOXKHEHUSI.
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EdukacHocTTa Ha MpaMHIIeKcos MPU paHHa U HanpeaHana oonect Ha Parkinson ce mogabpka B
KOHTPOJIMPAHH KIIMHUYHU MPOYYBAHUS 32 MEPHOJ] OT OKOJIO IIIECT Mecella. B oTBOpeHn NOmbIHUTETHI
MPOYYBaHUs 3a TIEPUOJT Ha/l TPU TOJAVHH He ca OTOeNsI3aHu MPU3HAIM HAa TOHMKaBaHe Ha
e(uKacHOCTTA.

ITpu KOHTPONHUPAHO JBOWHO CIIANIO KJIMHUYHO MPOYYBAHE C MPOABIDKUTEIHOCT 2 TOAMHH, HavyaTHa
Tepanus ¢ MPaMHUIEKCOJ 3HAYUMO OTJIara HACTHIIBAHETO HA MOTOPHH YCIIOXKHEHUS U CPABHEHO C
HavaJHa TePAITus C JIBOJIONA PeAyIHpa TIXHATa MosiBa. ToBa oT/iaraHe Ha MOTOPHUTE YCIOXKHEHUS
NpY TIPAMUIIEKCOJ CIIe/IBA J1a ce OamaHcupa CIpsaMo MO-TOIIMOTO TIOA00pEHNE Ha MOTOpHATA
(byHKIUA Tpu JeBojona (M3MepeHo upes cpearara npomsHa mo UPDR-ckana). O6imaTa yectora Ha
XaITIOIMHAIIMY U CHHJIMBOCT MPUHIIMITHO € MO-BUCOKA BHB (hazaTa Ha yBEIIMYABaHE HA J103aTa MPU
rpymara ¢ mpamuneKcos. Berpeku ToBa, He € HMalio 3HAUMTENTHA pa3sinKa Mpe3 NoAabpxaiiara ¢asa.
Te3u nanHu TPsIOBA 1a Ce UMAT MPEABH/I MPH 3aIIOYBAHE HA JICUCHUETO C MPAMHUIIEKCOJ TPH MAIUEHTH
¢ Ooxect Ha Parkinson.

Eduxacnocrra u 6e3onacHoctra Ha MIRAPEXIN TabieTku ¢ yabIKeHO 0CBOOOXKIaBaHE 32 JICUEHHUE
Ha Oosect Ha Parkinson e onjeHeHa B MynTHHAIIMOHATHA [TpOTrpaMa 3a JieKapcTBeHa pa3paboTka,
BKJIFOYBAIIIA TPHU PaHIOMHU3UPAHU KOHTPOJIMPAHU U3NUTBaHUA. J[BETe U3NNTBAHUS Ca IPOBEIACHH MIPH
NalnKueHTH ¢ panHa Oosiect Ha Parkinson 1 efHO M3MUTBaHE € MPOBEAEHO NPH MALUEHTH C HalpeaIHaia
6onect Ha Parkinson.

[IpeBw3xoactBo Ha MIRAPEXIN TabneTku ¢ yABIKEHO OCBOOOXKIaBaHEe CHpsMO Tuianedo ce
HaOmoaBa ciex 18 ceamuny Ha nevyeHne no otHomeHue u Ha mepBuuHUTe (UPDR-CKana, ckop mo
yacrt [I+III) u Ha ocHOBHUTE BTOpH4HH (onieHkH Ha pecrionaepute 3a CGI-I1 u PGI-I) kpaiinu Touku 3a
e(h)MKaCHOCT B JIBOWHO CIISITIO, TUTAIE00-KOHTPOIUPAHO U3IMUTBAHE, BKITFOYBAIO 00110 539 manueHTH ¢
panHa 6onect Ha Parkinson. [Togabepxane Ha epukacHOCT ce HaOIIOaBa MPU MAIUEHTUTE, JICKYBaHU
33 cenmuin. MIRAPEXIN ta0nerku ¢ yIbpKeHO 0CBOOOXKIaBaHE ca HE TIO-MaIIKO €(pUKACHHU OT
MIPaMHUIIEKCOJT TabJIETKH C He3a0aBHO 0cBOOOXKIaBaHe, orleHeHo Ha ceamuna 33 mo UPDR-ckana, ckop
o vact II+I11.

[Ipu aBO#HO cismo, MIaned0-KOHTPOIMPAHO U3NMHUTBAHE, BKIIOYBAIIO 00110 517 mauueHTu ¢
HanpenHaia 6onect Ha Parkinson, KOMTO ca Ha CHITBTCTBAILIO JICYEHHUE C JIEBOJOIIA, IPEBB3X0CTBO HA
MIRAPEXIN TabiieTku ¢ yIbKEHO 0CBOOOXK1aBaHe CIIpsMO Iaredo ce Habmoaasa cuen 18
CeIIMHUIIM Ha JieueHHe U 110 oTHowmeHue 1 Ha mbpBuyHATe (UPDR-cKana, ckop no gact [I+111) n
OCHOBHHUTE BTOPHUYHH (BpeMe Ha U3KJIIOUBaHE) KPaiiH! TOUKH 33 €(PUKACHOCT.

EduxacHocrra n monocumoctra Ha npemuHaBanero or MIRAPEXIN ra6netkn Ha MIRAPEXIN
TabJIETKH C YABIKEHO OCBOOOXK/1aBaHe Ha CIIe/IBaIlMs A€H CyTPUHTA IPH ChllaTa JTHEBHA /1032 ca
OLICHEHH B JIBOMHO CIIAINO KIMHUYHO MPOYyYBaHE NP MalMEeHTH ¢ paHHa Ooject Ha Parkinson.
Eduxacnoct ce nogabpxa npu 87 ot 103 nanmentn, npemunanu Ha MIRAPEXIN Ta0nerku ¢
YABIKEHO ocBOOOXKIaBaHe. M3BbH Te3u 87 nmanueHTy, 82,8% He mpoMeHsT no3ata cu, 13,8%
yBenuuasaT H 3,4% HamansaBaT 103aTa CH.

IIpu nonoBuHaTa oT 16-Te MAMEHTH, KOUTO HE OTTOBApAT HAa KPUTEPUUTE 3a MOJAbPIKaHE Ha
e¢ukacHoct mo UPDR-ckana, ckop mo wact II+11I, mpomsiHaTa OT HAYATHUTE CTOMHOCTH HE CE CUHTA
3a KIIMHUYHO 3HaYMMa.

Camo enuH manueHT, koiTo ¢ npemMuHan Ha MIRAPEXIN Tabnetku ¢ yIbKEHO 0CBOOOXK/IaBaHe €
MOJTY4MJI JIEKAPCTBEHO CBBP3aHO HEXKEIaHO ChOUTHE, TOBEJO A0 MPEKpaTsIBaHe Ha JICUSHHUETO.

lleanaTpuyna monymnanus

EBpomnelickaTa areHIus 1o JeKapcTBaTa 0CBOOOXK1aBa OT 3aIbJUKEHUETO 3a [IPEJOCTaBsIHE Ha
pesynratute ot npoyuBanusta ¢ MIRAPEXIN BBB BCHUKH NOATpYNH Ha MeIUaTPUIHATA TOITYJIAIUSL
npu 6onect Ha Parkinson (Bx. Touka 4.2 3a nHGOpPMAaLUI OTHOCHO YyHOTpeOa B IEAUATPHUATA).
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5.2 ®apMaKOKHHETHYHH CBOICTBA

Abcopbuus
[Ipamunexcon ce pezopbupa Obp30 U U3LAIIO Clie/ epopalieH pueM. AGCOMoTHaTa OMOHATTMYHOCT €

noseue oT 90%.

[Ipu u3nutBane ¢aza I, mpu KoeTO MpaMHUIIEKCOII ¢ He3a0aBHO 0CBOOOXK1aBaHE M TAOJIETKU C
YABIKEHO 0CBOOOXKIaBaHE CE OIICHSBAT B ChCTOSHHUE O€3 MpHUeM Ha XpaHa, MUHMMaTHaTa U ITHKOBaTa
razMera KOHIEHTPAUS (Cyin, Ciax) ¥ ekcriosuniusita (AUC) npu eTHaKBY THEBHU JI03U Ha
MIRAPEXIN TabneTku ¢ yABIKEHO OCBOOOKIaBaHe, MprUeT BeAHB X qHeBHO 1 MIRAPEXIN
TaOJIETKH, TIPUET TPH ITTH HA JICH Ca €KBUBAJICHTHU.

IIpuembT Ha MIRAPEXIN Tabietku ¢ yIbpIKeHO 0CBOOOKIaBaHE BEJIHBXK THEBHO HAMAISIBa
YyecToTaTa Ha (UIYKTOAIMY Ha IIa3MEHUTE KOHIIEHTPAIIUN Ha IPAMHUIIEKCOIT 32 TIepuoa oT 24 Jyaca, B
CpaBHEHHE C MPUEM TPH ITHTU HA JIEH Ha TIPAMUIIEKCOJI ¢ He3a0aBHO 0CBOOOXK1aBaHe.

MakcumanHuTe I1a3MeHN KOHIIEHTPALUU ¢€ JOCTUTAT Clie]] OKOoJIo 6 yaca clie]] IpueM Ha
MIRAPEXIN TabneTku ¢ yIbIHKEHO 0OCBOOOKIaBaHE BEIHBXK JHEBHO. CTAaIMOHAPHO ChCTOSIHUE HA
€KCIO3UIIMS Ce TOCTUTa Hall-MaJIKO ClIe] 5 THU Ha HEMPEKbCHAT MPUEM.

EnHOBpeMeHHUAT NpUeM Ha XpaHa He TIOBJIMsABa OMOHATMYHOCTTA Ha pamurekcol. [IpuembT Ha
MECO C BUCOKO ChIbPKaHUE Ha Ma3HUHU NPEAN3BUKBA MTOBUILIABAHE HA MJa3MEHAaTa KOHIEHTPALUs
(Chax) € okoI0 24% cnen npuiaraHe Ha eJHOKpaTHa J103a u ¢ okoJio 20% ciex MHOTOKPaTHO
npuiIaraHe ¥ BoAu /10 3a0aBsiHe € OKOJIO 2 yaca Ha BPEMETO 3a IOCTUTaHe Ha IIMKOBA KOHLEHTPALIUS
npu 3apaBu Jooposonuu. O6mara excrozuius (AUC) He ce moBnMsBa OT €THOBPEMEHHHS IPUEM Ha
xpana. [loBummaBanero Ha C,,, HE ce cMsATa 3a KIMHUYHO 3HaunMo. [Ipu npoyuBanusra ¢asza I,
KOHMTO ycTaHOBABAT Oe3zomacHocTTa U epukacHocTTa Ha MIRAPEXIN TabneTku ¢ yabpbKkeHO
0cBOOOKIaBaHe, MAMEHTUTE Ca MHCTPYKTUPAHH Ja IpUeMaT U3CJIeIBaHNs JIEKapCTBEH MPOIYKT
HE3aBHCUMO OT IIpHEMa Ha XpaHa.

Joxkaro tenecHoTo Terio He Biuse Ha AUC, ycTaHOBEHO €, ue TIOBITUsBA 00eMa Ha pa3mnpe/ielieHUue u
CJIEJIOBATEITHO U MUKOBHTE TUTa3MeHH KOHIeHTpaluu C,,x. [lo-HHCKO TemecHo Termo ¢ 30 kg Boau o0
nopumaBaHe Ha Cy, ¢ 45%. Borpeku ToBa, B u3cieasanus ¢asa 1l mpu nanuenty ¢ OonecT Ha
Parkinson He ce ycTaHOBSIBa KJIMHHYHO 3HAYMMO BIIMSIHHE Ha TEJIECCHOTO TETJI0 BhPXY TePareBTUYHUS
edext u monocumoctra Ha MIRAPEXIN Tabierku ¢ yIbpKeHO 0CBOOOKIaBaHE.

HpaMI/IHCKCOH € ¢ INHEHHA KMHETHKA M C MaJIKH pasiiniuvsd B IMJIa3SMCHUTC KOHLICHTPAIIUU IIPU
PA3TMYHUTC TAIIUCHTH.

Pasnpenenenue
CBBp3BaHETO HA MPAMUTIEKCOJI C POTEUHUTE MIPH X0pa € MHOTO HUCKO (< 20%), a 00eMbT Ha

pPasnpeaAcICHUC € roJisiM (400 1) HpI/I IIITBXOBEC Ca Ha6J'IIO):[aBaHI/I BHUCOKH KOHIICHTpAIIUX B MO3bYHATA
ThKaH (OKOJ'IO 8 IbTU IMO-BUCOKHU OT TE3HU B nna3MaTa).

Buorpancdopmanus
[Ipamumnekcon ce MeTaboM3upa B HUCKA CTENIEH B YOBEIIKHUS OPTaHU3bM.

Enumunupane
OCHOBHHSAT HAYMH Ha ETUMHUHHUpaHE € ObOpeuHaTa eKCKpelrs Ha HeITPOMEHEH MPaMHUIIEKCOI.

[pu6nusurento 90% ot Genssanata ¢ *C 103a ce eKCKpeTHpa 4pe3 GbOpewuTe, a mo-Manko ot 2% ce
OTKpHBAT BbB pexanuure. TOTATHUAT KIUPBHC Ha IpaMumexcon e okoso 500 ml/min, a

O0BOpeuHusT KIUpHHC - mpudimsutenHo 400 ml/min. Bpemero Ha nonyenuMuHupane (t%2) Bapupa ot
8 gaca mpu Miaau xopa 10 12 Jaca npu Bb3paCcTHHU.
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5.3 IlpeakJMHHUYHU JAHHH 32 6€30MACHOCT

[IpoyuBaHusATa 32 TOKCHYHOCT IPU MHOTOKpPATHO IpUJIaraHe Mokas3par, 4e MPaMHIIEKCOJI BIUsE
riaBHO BbpXy QyHkuuute Ha LIHC 1 s)keHCcKaTa penpoayKTHBHA CHCTEMA U BEPOATHO CE AbJKAT Ha
NpEeKaJeHo CUIIeH papMakoJUHaMUueH e(peKT Ha MPaMHUIIEKCOJL.

HpI/I MaJIK1 IpaccHla € Ha6J'IIO,I[aBaHO INOHMXXCHHMEC Ha TUACTOJIHOTO M CUCTOJIHO HAJIsITaHC 1 HAa
ChpJACYHAaTa 4Y€CTOTA, 4 TCHACHI NS 3a XUIIOTOHUYCH e(l)eKT ¢ 3a0ensI3aHa npu MaﬁMYHPI

HOTCHL[I/IaJ'IHI/ISIT e(i)eKT Ha IPaMUIICKCOJI IO OTHOMICHUEC HA pCIPOAYKTUBHATA (bYHKI_[I/IH € MMPOYYCH
IIpu U3CJICABAHNUA BbPXY INIBXOBC U 3aﬁun. HpI/I IIBXOBEC U BaﬁHH MMPaMUIICKCOJI HC ITOKa3Ba
TCPATOTCHCH C(I)CKT, HO € eM6pI/IOTOKCI/I‘ICH IIpU IUTbXOBE B 103U, TOKCUYHHU 34 MaKKaTta. Hopam/l
nozL60pa Ha BH/la J)KUBOTHU U OTPAHUYCHUTEC U3CJICABAHUN MMAPaMCTPU HCKCIIAHUTE PCAKIIUU HaA
MMPAMUIICKCOJI [0 OTHOIICHUC Ha 6peMeHHOCTTa 1 MBbIKKaTa pCpoOayYKTUBHA CIIOCOOHOCT HE ca
HAITbJIHO U3JCHCHU.

HpI/I IIIBXOBE €© Ha6J'H-O,Z[aBaHO 3a0aBsHE Ha IOJIOBOTO Pa3BUTUC (T.e. pa3aciisiHe Ha Mpeiynuuyma u
BaruHaJHO OTBapHHe). 3HaYCHUETO IIpHU XOpa HE € U3BECTHO.

HpaMI/IHCKCOH HC € TCHOTOKCHYCH. HpI/I MMpOy4YBaHUA 34 KAPUUHOTCHCH MOTCHIIUAT MBbXKKH ITINIITBXOBC
Pa3BUBAT XUIICPIJIA3UA HA KIICTKUTC HA Leydlg 1 aICHOMH, KOE€TO CC 00sICHSIBA C I/IHXI/I6I/IpaH_II/I$I e(beKT
Ha IPpaMUIICKCOJI BbPXY MPOJJIaKTUHA. Tazmu HaxoAKa HE € pCJICBAHTHA KbM KIIMHUYHATa yHOTp€6a.
CT)H.[OTO IMpOy4YBaHC MOKAa3Ba, 4€¢ B 103U 2 mg/kg (COJ'I) 1 MTO-BHUCOKHU OT TAX IIPAMUIICKCOJI CE€ CBbP3Ba
C A€TCHCpalrd Ha pCTUHATA IIPU IIIIBXOBE anOuHOCH. HOCJ’IG,Z[HaTa HaxoaKa HE CC Cpellla IIpu
IMUTMCHTHUPAHU INIBXOBC U HC € Ha6J'IIO,Z[aBaHa npu Z—FOI[I/I].HHO MMPOYy4YBAHC 3a KAHICPOTCHHOCT IIpU
MUIIIKHA aJ'I6I/IHOCI/I, KaKTO U IIPpU HUTO €AUH OT APYIrUTC U3CIICABAHU BUIOBEC.

6. DAPMAIIEBTUYHHA JAHHHA
6.1 Choucbhbk HA MOMOIIHUTE BelleCTBA
Xumnpomenosa 2208

HapeBnuHO HUIIECTE

Kapbomep 941

CuuiueB TUOKCHI, OE3BOIEH

Marsesues creapar

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT
3 roguH"
6.4 CrnenuananHu ycJ0BHS Ha CbXpaHEHHe

I[a CC CbXpaHsiABa B OpUI'MHAJIHATA OIMIAKOBKaA, 3a J1a CC peaIa3Ba OT BJiara.
To3u JICKApPCTBCH HNPOAYKT HEC U3UCKBA CIICHUAJIHU YCJIOBHUA HAa CbXPAaHCHUC.

6.5 Bwuau cpabpkaHue HA OMIAKOBKATA

OPA/anymunuii/PVC anymunueBu 6mucrepu
Bceska 6nucrepna neHTa cbabpxka 10 TabNeTKH ¢ yIBIDKEHO 0CBOOOXKIaBaHe.
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Kapronenun onakoBku, ceappxamu 1, 3 wim 10 6nucrepan nentu (10, 30 nuiam 100 Tabnerku c
YABIDKEHO OCBOOOXKIaBaHE)

He Bcuuku BUIOBE OMAaKOBKH MOTaT Jja ObJaT MyCHATH B IpoJaxoa.
6.6 CrenuajaHu NpeaNna3Hu MepPKHU NPH U3XBBPJIsHE

Hsama cricnyaJiHi U3MCKBAHU .

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
Binger Strasse 173

D-55216 Ingelheim am Rhein

I'epmanus

8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

MIRAPEXIN 0,26 mg TaOJIETKH C YABJKEHO 0CBOO0XK/1aBaHE
EU/1/97/051/013-015

MIRAPEXIN 0,52 mg TaOJIETKH ¢ YIBJKEHO 0CBOOOXK/1aBaAHE
EU/1/97/051/016-018

MIRAPEXIN 1,05 mg Ta0JIETKH C YABIKEHO 0CBOOOXK/1aBaHeE
EU/1/97/051/019-021

MIRAPEXIN 1,57 mg Ta0JIETKU C YABIKEHO 0CBOOOXK/1aBaHe
EU/1/97/051/028-030

MIRAPEXIN 2.1 mg Ta0bJIETKH C YABIKEHO 0CBOOOK/1aBaHE
EU/1/97/051/022-024

MIRAPEXIN 2.62 mg Ta0JIETKH C YABIKEHO 0CBOOOXK/1aBaHe
EU/1/97/051/031-033

MIRAPEXIN 3.15 mg Ta0JIETKHU C YABIHKEHO 0CBOOOXK/1aBaHE
EU/1/97/051/025-027

9. JATA HA ITbPBO PASPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[Hara na mepBo paspemanane: 23 ¢espyapu 1998 r.
Jlara Ha mocnenHo moxHOBsiBaHe: 23 depyapu 2008 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[TonpoOHa nHOpMaIHs 32 TO3U JIEKAPCTBEH MPOIYKT € IpeJjocTaBeHa Ha yeOcalita Ha EBponeiickara
areHnus 1o jekapcraara http://www.ema.europa.eu.
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IMPUJIOKEHMUE 11

MHNPOU3BOJIUTEJ (M), OTTOBOPEH(HHN) 3A
OCBOBOXKIABAHE HA ITAPTUIU

YCJIOBUA UWJIN OI'PAHUYEHMUSA 3A TOCTABKA "
YIHOTPEBA

APYI'N YCJIOBUA U UBUCKBAHUSA HA
PABPEHIEHUETO 3A YIIOTPEBA

YCJIOBUSA NN OI'PAHUYEHMUSA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOJMTEJI(N), OTTOBOPEH(HH) 3A OCBOBO/KJABAHE HA ITAPTUIU

Hme n aapeC Ha NPOU3BOJAMTECIIA, OTTOBOPCH 34 OCBO60)KI[aBaH€ Ha NapTUuauTe

Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Strasse 173

D-55216 Ingelheim am Rhein

I'epmanus

b. YCJIOBUs NJIK OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA

.HCKapCTBeHI/IHT MMPOAYKT C€ OTITYCKa I10 JICKApCKO MPCATINCAHUC.

B. JAPYI'M YCJIOBUA N UBUCKBAHUS HA PASPEIHIEHUETO 3A YIIOTPEBA
. Ilepnoanynu akTyaIu3MpaHu AOKJIATU 32 6€301aCHOCT

WsnckBanusTa 32 Mo1aBaHe Ha MEPUOANYHU aKTyaJIM3UPaHH JOKIIaAu 3a 0€30MacHOCT 3a TO3U
JIEKapCTBEH MPOJYKT ca MOCOYEHH B CHHCHKA ¢ pedepenTHuTe natu Ha EBponeiickus cpro3 (EURD
CIUCHK), ipeBuicH B wi. 1078, an. 7 ot JupektuBa 2001/83/EO, u BbB BCHYKH ClIABAIIN
aKTyalnu3aluy, MyOJIMKyBaHU Ha eBPONEHCKuUs yeOropTa 3a JeKapcTBa.

I'.  YCJI0BUA NN O'PAHUYEHUA 3A BE3SOITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITIPOAYKT

. IInan 3a ynpaBiaenue Ha pucka (IIVP)

[IPY tpsiOBa 1a M3BBPILBA H3UCKBAHUTE JCHHOCTH U ACHCTBHA, CBBP3aHHU C MPOCIIEsIBAHE HA
JeKapcTBeHaTa Oe30macHoCT, mocoueHu B ogoopenus I1YP, npencrasen B Monyn 1.8.2 Ha
pa3peleHneTo 3a ynoTpeda, KakTo 1 Py BCUYKH CIIe/IBAIlIX ChIVIaCyBaHH akTyaiu3auuu Ha [TYP.

Axryanusupan [IYP tpsiOBa na ce mogasa

e 110 UcKaHe Ha EBpornelickaTa areHIys 1o JIeKkapcTBara;

e BHHArd, KOraTo ce M3MEHS CHCTeMara 3a yIpaBJIeHHE Ha PHCKa, OCOOCHO B pe3yJiTaT Ha
MoJly4aBaHe Ha HOBa MH(OpMAaIHKs, KOATO MOXKe Ja JOBEE 0 3HAUMMH [TPOMEHHU B
CHOTHOILEHUETO MOJ3a/PUCK, UIIH CIIe]] IOCTUTaHe Ha BasKeH eTal (BbB BPb3Ka C
npociieisBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT UM MUHUMHU3UPAHE Ha PUCKA).
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IMPUJIOKEHMUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. IAHHU BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. NME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,088 mg Tabnerku
[Ipamunexcon

2. OBSBSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceska Tabnerka cpappika 0,125 mg npaMuniekcon AUXUAPOXIOPHI MOHOXHIPAT, EKBUBAIEHTEH Ha
0,088 mg npamunexco.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 TabneTku
100 TabneTkn

5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEUAJIHO NPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA U TIOCET'A HA TELIA

I[a CC CbXpaHsiABa Ha MACTO, HECAOCTHIIHO 34 [ACIaA.

‘ 7. JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la e ce cpxpansBar Hax 30°C.
[la ce cpxpaHsBa B OpUrMHaJIHATa ONIAKOBKA, 32 J1a CE MpeANa3Ba OT CBETINHA.
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10.

CIHEIUAJIHA TPEAITASHU MEPKU IIPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME U AIPEC HA ITIPUTE/KATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/001 [30 TabneTku]
EU/1/97/051/002 [100 TabneTku]

13.

IHAPTUJAEH HOMEP

ITapT. Ne

| 14.

HAYMH HA OTITYCKAHE

| 15.

YKA3AHMUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA
MIRAPEXIN 0,088 mg
‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYUSMEPEH BAPKO/]

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {HOMep} [HaI[MOHAIIEH HOMEP 3a peuMOypCHpaHe WK IPYT HAIMOHAJICH HOMEp, C KOHTO ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHU, KOUTO TPABBA JIA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

bancrep

| 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

MIRAPEXIN 0,088 mg TabmeTku
IIpamunekcon

| 2. HNME HA ITIPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3STUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4.  TAPTWJEH HOMEP

ITapt. Ne

5.  JPYIO
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JAHHH, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. NME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,18 mg tabnetku
[Ipamunexcon

2. OBABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bceska Tabnerka cpappika 0,25 mg npaMHUIEKcol AUXUAPOXIOPU MOHOXUAPAT, eKBUBAJICHTEH Ha
0,18 mg npamunexcoJ.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 TabneTku
100 TabneTkn

5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA U TIOCET'A HA TELIA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7. JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la e ce cpxpansBar Hax 30°C.
[la ce cpxpaHsBa B OpUrMHAJIHATa ONIAKOBKA, 32 J1a CE MpEAINa3Ba OT CBETINHA.
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10.

CIHEIUAJIHA TPEAITASHU MEPKU IIPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

NME U AIPEC HA ITIPUTE/KATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/003 [30 TabneTku]
EU/1/97/051/004 [100 TabneTku]

13.

IHAPTUJAEH HOMEP

ITapT. Ne

| 14.

HAYMH HA OTITYCKAHE

| 15.

YKA3AHMUA 3A YIIOTPEBA

| 16.

HUH®OPMAIIAA HA BPAIMJIOBA A3BYKA

MIRAPEXIN 0,18 mg

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYpPCUPAHE WX APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]

4




MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT BJIMCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 0,18 mg tabnetku
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. NME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,35 mg tabnetku
[Ipamunexcon

2. OBABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska Tabnerka cpappika 0,5 mg npaMUNeKco JUXUAPOXIOPH MOHOXHPAT, EKBUBAICHTEH Ha
0,35 mg npaMunexcos.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 TabneTku
100 TabneTkn

5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEUAJIHO NPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA U TIOCET'A HA TELIA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7.  JAPYI'M CIHEHUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la e ce cpxpansBar Hax 30°C.
[la ce cpxpaHsBa B OpUrMHAJIHATa ONIAKOBKA, 32 J1a CE MpEAINa3Ba OT CBETINHA.
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10.

CIHEOUAJIHA TPEAITASHA MEPKU ITPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME U AIPEC HA ITIPUTE/KATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/011 [30 TabneTku]
EU/1/97/051/012 [100 TabneTku]

13.

IHAPTUJAEH HOMEP

ITapT. Ne

| 14.

HAYMH HA OTITYCKAHE

| 15.

YKA3AHMUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA
MIRAPEXIN 0,35 mg
‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYUSMEPEH BAPKO/]

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammoHAaJIEH HOMEp 3a PEUMOYpPCUPAHE WK APYT HAIIMOHAICH HOMEP, C KOWTO Cce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 0,35 mg tabneTku
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

|5.  JIPYTO

45



JAHHH, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. NME HA JIEKAPCTBEHUS TPOAYKT

MIRAPEXIN 0,7 mg Tabnerku
[Ipamunexcon

2. OBABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska Tabnerka cpappika 1,0 mg npaMunexcosn JUXUAPOXIOPH MOHOXHPAT, EKBUBAIEHTEH Ha
0,7 mg npamumnexco.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 TabneTku
100 TabneTkn

5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEUAJIHO NPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IOI'JIEJA U TOCET'A HA TELNA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7. JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[a e ce cpxpanasar Hax 30°C.
[la ce cpxpaHsBa B OpUrMHAJIHATa ONIAKOBKA, 32 J1a CE MpEAINa3Ba OT CBETINHA.

46



10.

CIHEIUAJIHA TPEAITASHU MEPKU IIPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME U AJIPEC HA ITIPUTE/KATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/005 [30 TabneTku]
EU/1/97/051/006 [100 TabneTku]

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA
MIRAPEXIN 0,7 mg
‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/]

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYPCUPAHE WIIH APYT HAIIMOHAICH HOMEP, C KOWTO Cce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 0,7 mg Tabnerku
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. NME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 1,1 mg Tabnerku
[Ipamunexcon

2. OBABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska Tabnerka cpappika 1,5 mg npaMunexcoi JUXUAPOXIOPH MOHOXHIPAT, EKBUBAIEHTEH Ha
1,1 mg npamunexco.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 TabneTku
100 TabneTkn

5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[IepopanHo npuoxeHue.
[Ipenu ynotpeba npouerere TUCTOBKATA.

6. CIHEUAJIHO NPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA U TIOCET'A HA TELIA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7. JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la e ce cpxpansBar Hax 30°C.
[la ce cpxpaHsBa B OpUrMHAJIHATa ONIAKOBKA, 32 J1a CE MpEAINa3Ba OT CBETINHA.
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10.

CIHEIUAJIHA TPEAITASHU MEPKU IIPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UJIN OTHAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME U AIPEC HA ITIPUTE/KATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/009 [30 TabneTku]
EU/1/97/051/010 [100 TabneTku]

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 1,1 mg

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYPCUPAHE WIIH APYT HAIIMOHAICH HOMEP, C KOWTO Cce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 1,1 mg Tabnerku
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,26 mg TabneTKu ¢ yIbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska Tabnerka ¢ yabmkeHo ocBoOOk1aBaHe cbabpxa 0,375 mg npamMuIieKco TUXUAPOXIOPHUL
MOHOXH/JIpAT, eKBUBajJeHTeH Ha 0,26 mg MpaMHIIEKCOJI.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TabyeTKH ¢ yabIHKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIDKEHO 0CBOOOXKIaBaHEe
100 TabyieTkH ¢ YIBIKEHO OCBOOOXK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.

Benusx qHeBHO.

Jla ce mormpmatT menw, a He ce IbBYAT, J1a He CE JSJIAT Ha YaCTH WM pa3TpoIlaBar.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSBA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiBa HAa MACTO, HEAOCTHIIHO 34 [AClaA.

‘ 7.  JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsABa B OpUI'MHAJIHATA OIMNAKOBKA, 3a J1a CC peaIa3Ba OT BJiara.
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10. CIENUAJIHMU ITPEJAITAZHU MEPKH ITPU U3XBBPJIAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/97/051/013 [10 TabneTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/014 [30 TabieTku ¢ yIbJIKEHO 0CBOOOX/1aBaHe |
EU/1/97/051/015 [100 TabneTku ¢ yIbIKEHO OCBOOOXKIaBaHe |

13. HNAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 0,26 mg TabneTku ¢ yIbIKEHO 0CBOOOKIaBaHe

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOD

| 18.

YHUKAJIEH HAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYpPCUPAHE WIIH APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 0,26 mg TabneTKu ¢ yAbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 0,52 mg TabneTku ¢ yIbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bceska Tabnerka ¢ yapmkeHO ocBOOOk1aBaHe chabpxa 0,75 mg mpaMuIeKcon AUXUIPOXIOPH
MOHOXH/IpAT, €eKBUBajJeHTeH Ha 0,52 mg mpaMHIIEKCOJI.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 TabyeTKH ¢ yabIHKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIDKEHO 0CBOOOXKIaBaHEe
100 TabyieTkH ¢ YIBIKEHO OCBOOOXK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.

Benusx qHeBHO.

Jla ce mormpmIaT meiu, 1a He ce IbBYAT, Ja He Ce JIEJSIT Ha YaCTH WU pa3TpOIIaBar.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSBA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiABa HAa MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7. JAPYI'M CHEHUAJIHU NNPEAYIHPEXJIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsABa B OpUI'MHAJIHATA OIMNAKOBKA, 3a J1a CC peaIa3Ba OT BJiara.
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10. CIIENUAJIHMU HNPEAINNAZHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/016 [10 TabneTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/017 [30 TabieTku ¢ yIbJIKEHO 0CBOOOX/1aBaHe |
EU/1/97/051/018 [100 TabneTku ¢ yIbIKEHO 0CBOOOXKIaBaHE |

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 0,52 mg TabneTku ¢ yIbKEHO 0CBOOOKIaBaHe

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYpPCUPAHE WX APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUS TPOAYKT

MIRAPEXIN 0,52 mg TabneTku ¢ yIbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 1,05 mg TabneTku ¢ yabKEHO 0CBOOOKIaBaHe
[Ipamunexcon

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcesika Tabnerka ¢ yabIDKEHO OCBOOOXKIaBaHE ChIbPKa 1,5 mg NpaMHUIIeKco TUXUAPOXIOPU
MOHOXH/JIpAT, eKBUBaJeHTEH Ha 1,05 mg nmpaMHIIeKcoul.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TabyeTKH ¢ yabIHKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIHDKEHO 0CBOOOKIaBaHe
100 TabyieTkH ¢ YIBIKEHO OCBOOOXK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

IlepopanHo npunoxeHue.

Benusx qHeBHO.

Ja ce mormpluaT 1enu, 1a He ce IbBYAaT, 1a HE Ce AT Ha YacTH WU Pa3TpoLIaBar.
[Ipenu ynoTtpeba mpoyerere JINCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSBA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiABa HAa MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7.  JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsABa B OpUI'MHAJIHATA OIMNAKOBKA, 3a J1a CC peaIa3Ba OT BJiara.
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10. CIENUWAJIHU IPEAINA3ZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIHN OTHHAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/019 [10 TabneTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/020 [30 TabneTku ¢ yabHKEHO 0CBOOOKIaBaHe |
EU/1/97/051/021 [100 TabneTku ¢ yIbIKEHO OCBOOOXKIaBaHE |

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 1,05 mg TabneTku ¢ yabKEHO 0CBOOOKIaBaHe

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepueH HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYpPCUPAHE WX APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 1,05 mg TabneTku ¢ yabIKEHO 0CBOOOKIaBaHe
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 1,57 mg TabneTku ¢ yAbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska Tabierka ¢ yabmKeHO OCBOOOKIaBAaHE ChIBpXKA 2,25 Mg MPaMHIIEKCON TUXUAIPOXIOPHUL
MOHOXUJPAT, EKBUBAJIEHTEH HA 1,57 mg mpaMUIEKCOIL.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TabyeTKH ¢ yabIHKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIDKEHO 0CBOOOXKIaBaHEe
100 TabyeTkH ¢ YIBIKEHO OCBOO0XK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.

Benusx qHeBHO.

Jla ce mormbpIiar nenw, a He ce IbBYAT, J1a He CE JSNIAT Ha YaCTH WM Pa3TpOoIaBar.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, YE TEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiABa HAa MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7.  JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsABa B OpUI'MHAJIHATA OIMNAKOBKA, 3a J1a CC peaIa3Ba OT BJiara.

61



10. CIENUWAJIHU IPEAINA3ZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/028 [10 TabaeTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/029 [30 TabieTku ¢ yaIbJIKEHO 0CBOOOX/TaBaHe |
EU/1/97/051/030 [100 TabneTKu ¢ yaBIKEHO OCBOOOKIaBaHE |

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 1,57 mg TabneTku ¢ yIbKEHO 0CBOOOXKIaBaHe

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HarmmOHaJIEH HOMEDP 32 PEUMOYpPCUPAHE WX APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 1,57 mg TabneTku ¢ yAbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 2,1 mg TabJeTKu ¢ yABIKEHO OCBOOOXKIaBaHE
[Ipamunexcon

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska TabneTka ¢ YABILKCHO OCBO60)K,Z[aBaHC CbAbpiKa 3 mg MpaMuIeKCOJI TUXUAPOXJIIOpHU]
MOHOXHUJAPAT, CKBUBAJICHTCH Ha 2,1 mg MnMpaMuIiCKCoJI.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TabyeTKH ¢ yabIHKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIDKEHO 0CBOOOXKIaBaHEe
100 TabyieTkH ¢ YIBIKEHO OCBOOOXK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.

Benusx qHeBHO.

Jla ce mormbpIiar nenw, a He ce IbBYAT, J1a He CE JSNIAT Ha YaCTH WM Pa3TpOoIaBar.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT IIOI'JIEJA U TIOCET'A HA TELIA

I[a CC CbXpaHsiABa HAa MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7.  JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC ChbXpaHsiBa B OpUI'MHAJIHATA OIIAKOBKA, 3a JIa CC Ipc€ana3Ba OT BJiara.
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10. CIENUWAJIHU IPEAINA3ZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/022 [10 TabaeTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/023 [30 TabieTku ¢ yIbJIKEHO 0CBOOOX/1aBaHe |
EU/1/97/051/024 [100 TabneTku ¢ yIBbIKEHO OCBOOOXKIaBaHE |

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 2,1 mg TabieTKku ¢ yABIKEHO OCBOOOXKIaBaHE

|17

YHUKAJIEH HWAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYpPCUPAHE WX APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT BJUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 2,1 mg TabieTku ¢ yABIKEHO OCBOOOXKIaBaHE
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. NME HA JIEKAPCTBEHUS TPOAYKT

MIRAPEXIN 2,62 mg TabneTKH ¢ yABHKEHO 0CBOOOKIaBaHe
[Ipamunexcon

2. OBABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska tabneTka ¢ yabIKeHO OCBOOOKAaBaHE ChABPKA 3,75 mg MPaMHUIIEKCOT TUXUAPOXIOPHT
MOHOXM/JIpAT, EKBUBAJIEHTEH Ha 2,62 mg MpaMHIIEKCOJI.

‘ 3. CIIMCBK HA ITIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TabyeTKH ¢ yabIDKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIHDKEHO 0CBOOOXKIaBaHEe
100 TabyieTkH ¢ YIBIKEHO OCBOOOXK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuIoKEHUE.

Benunx qHeBHO.

Jla ce mormbpIiar nenw, a He ce IbBYAT, J1a He CE JSNIAT Ha YaCTH WM Pa3TpOoIaBar.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEUAJIHO NPEAYHPEX/JIEHUE, UE JIEKAPCTBEHUAT NNPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOT'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiABa Ha MACTO, HEAOCTHIIHO 34 [ClaA.

‘ 7. JAPYI'M CHEOUAJIHU NNPEAYHPEXJIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:
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‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUI'MHAJIHATA OIMIAKOBKA, 3a JIa CC NpeaIa3Ba OT BJiara.

10. CIENUAJIHU IPEAINAZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UJIHN OTHHAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HMME U AJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/031 [10 TabaeTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/032 [30 TabieTku ¢ yIbJIKEHO 0CBOOOX/IaBaHe |
EU/1/97/051/033 [100 TabneTKu ¢ yaBIKEHO OCBOOOKIaBaHE |

13. TIAPTUJAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 2,62 mg TabneTKu ¢ yABHKEHO 0CBOOOKIaBaHe

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYUSMEPEH BAPKO/]

JBynsmepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH(UKATOP

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC: {momep} [kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEpP 32 PEUMOYPCUPAHE WIIH APYT HAIIMOHAICH HOMEP, C KOWTO Cce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHU, KOUTO TPABBA JA CBABPXAT BJIUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 2,62 mg TabneTKu ¢ yABDKEHO 0CBOOOKIaBaHe
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA T3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA "
II'bPBUYHATA OITAKOBKA

KapTonena onakoBka

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

MIRAPEXIN 3,15 mg TabneTku ¢ yIbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bceska Tabierka ¢ yabIDKEeHO 0OCBOOOXKAaBaHE ChAbpka 4,5 mg NpaMHUIIEKCOJ AUXUAPOXIOPUL
MOHOXM/IpAT, EKBUBAJIEHTEH Ha 3,15 mg mpaMHIIEKCOJI.

‘ 3. CIIMCBK HA TIOMOIINHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

10 TabyeTKH ¢ yabIHKEHO 0CBOOOXKIaBaHe
30 TabyeTKH ¢ yIBIDKEHO 0CBOOOXKIaBaHEe
100 TabyieTkH ¢ YIBIKEHO OCBOOOXK/1aBaHE

‘ 5. HAYUH HA ITPUJIO)KEHUE U ITBT(MIIA) HA BBBEX/IAHE

[TepopaiHo mpuOKEHUE.

Benusx qHeBHO.

Jla ce morpmIaT ey, a He ce IbBYAT, Ja HE Ce JIENAT Ha YaCTH WU pa3TpoIlaBar.
[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE JIEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSBA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HEAOCTHIIHO 34 ACA.

‘ 7.  JAPYI'M CHHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsABa B OpUI'MHAJIHATA OIMNAKOBKA, 3a J1a CC peaIa3Ba OT BJiara.
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10. CIEINUWAJIHU NPEAINAZHU MEPKU ITPU U3XBBPJISHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU UWJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/97/051/025 [10 TabneTku ¢ yABIKEHO OCBOOOKAaBaHE |
EU/1/97/051/026 [30 TabneTku ¢ yabDKEHO 0CBOOOKIaBaHe |
EU/1/97/051/027 [100 TabneTKH ¢ yABIKEHO OCBOOOKIaBaHE |

13. NAPTHUJAEH HOMEP
ITapT. Ne
‘ 14. HAYHH HA OTIITYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIMA HA BPAHJIOBA A3BYKA

MIRAPEXIN 3,15 mg TabneTku ¢ yAbIKEHO 0CBOOOKIaBaHe

|17

YHUKAJIEH HWAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apkoa ¢ BKIIOYEH YHUKAJICH UASHTH()UKATOP

| 18.

YHUKAJIEH HWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {momep} [Kox Ha mpoayKTa]

SN: {HOMep} [cepuen HoMep ]

NN: {Homep} [HammOHaJIEH HOMEp 32 PEUMOYpPCUPAHE WX APYT HAIIMOHAICH HOMEP, C KOWTO Ce
UACHTU(UIINPA JTEKAPCTBEHUAT MPOTYKT]
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MUHHUMYM JAHHHU, KOUTO TPABBA A CBbABPXAT BJIUCTEPUTE U JIEHTUTE

Baucrep

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

MIRAPEXIN 3,15 mg TabneTku ¢ yIbKEHO 0CBOOOKIaBaHe
[Ipamunexcon

| 2. NME HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Boehringer Ingelheim (JIoro)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

ITapT. Ne

5.  JIPYIO
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B. IUCTOBKA
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JIncroBka: nuHpopManus 3a norpeduTeNst

MIRAPEXIN 0,088 mg TadaeTku
MIRAPEXIN 0,18 mg Tadnerkn
MIRAPEXIN 0,35 mg Tadnerkn
MIRAPEXIN 0,7 mg TadjieTkn
MIRAPEXIN 1,1 mg TadjieTkn

Pramipexole (IIpamunexcon)

IIpoyeTreTe BHMMATEIHO SIJIATA JTUCTOBKA, IPEIH A 3all09HeTe /1a IpUeMaTe TOBa JIEKapCTBO,

ThH KaTo TS ChABPKA BakHa 32 Bac unpopmanus.

- 3amasere Ta3u JIMCTOBKA. MOXKe Jja c€ HAJIOKH Ja g IPOYETETE OTHOBO.

- AKO UMaTe HIKAKBHU JOIBIHUTENHN BRIPOCH, MonuTaiite Bammus nexap win ¢papmanesT.

- ToBa nexapcTBo € npeanucaHo JMuHO Ha Bac. He ro npeotcrrenBaiite Ha apyru xopa. To Moxke
Jla M HaBpeIly, HE3aBUCHMO Y€ MPU3HALMTE Ha TSIXHOTO 3a00JIsBaHE ca CHUIUTE KAaKTO
Bamwure.

- AKO TIOJTyuHnTe HIKaKBU HEXEJaH! peakuy, yBeaomere Bammus nekap wim gpapmanest. ToBa
BKJIFOUBA M BCHUKH BB3MO>KHU HEXKETIAHW PEAKIMY, HEOTIMCAHU B Ta3H JUCTOBKA. BuxkTe
ToukKa 4.

KakBo cbabp:ka Ta3H JINCTOBKA:

Kaxkso nmpeacrasnsasa MIRAPEXIN u 3a kakBo ce U3Moa3Ba
Kakso Tpsi6Ba na 3naere, npenu na npuemere MIRAPEXIN
Kax na npuemate MIRAPEXIN

BBb3MoXkHM HeXelaHu peakluu

Kax na cexpanssare MIRAPEXIN

ChbabpkaHue Ha OTIAKOBKATa U JIOMBIHUTENHA HHPOPMALUS

I

1. Kakso npeacrasasasa MIRAPEXIN n 3a kakBo ce n3noJizaBa

MIRAPEXIN cbabpka akTUBHOTO BEUIECTBO MPAMUIIEKCOJ M CE OTHACS KbM IpyIia JEKapCTBa,
HapeuYeHH JOMAMUHOBH arOHUCTH, KOUTO CTUMYJIUpPAT TONaMUHOBUTE PELIEITOPU B MO3bKa.
CTUMyIUpPaHETO Ha JONAMUHOBUTE PELIENITOPU MPEIU3BUKBA HEPBHU UMITYJICH B MO3bKa, KOETO
crioMara 3a KOHTPOJIMpaHe Ha ABMKEHUSITA Ha TSUIOTO.

MIRAPEXIN ce u3noJ3Ba 3a:

- JeYeHUe Ha CUMIITOMUTE Ha MbpBHYHA [lapkrHCOHOBA OoJiecT py Bh3pacTHU. Moske 1a ce
U3II0JI3Ba CAMOCTOSTEIIHO WIT B KOMOMHALIUS C JICBOOIA (JPYTO JISKAPCTBO 32 JICUCHNE Ha
[NapkunconoBa 6onect).

- JIeYeHUEe Ha YMEPEH 10 TeXbK MbpBHUeH CUHIPOM Ha HECIIOKOWHH KpaKa IPH Bb3PacTHH.

2. Kakso Tpsa0Ba na 3naere, npean 1a npuemere MIRAPEXIN

He npuemaiite MIRAPEXIN
- aKo CTe aJepTUYHU KbM MPAMHUIIEKCOJI MIIM KbM HIKOS OT OCTaHAJIHUTE ChbCTABKH HA TOBA
JIeKapcTBO (M30pOEHHU B TOUKA 6).

IIpenynpeskaeHus: M npeanasHu MepKH

T'oBopere ¢ Bamms nekap, npeau na npuemere MIRAPEXIN. Undopmupaiite Bamms nekap , ako

uMare (MMaJld CTe€) WIK Pa3BHETE HAKAKBH MEIUIMHCKN ChCTOSHUS WM CUMIITOMH, OCOOEHO

CIIETHUTE:

- 0B0peuHo 3a00IsIBaHe

- XaIIOLMHALUY (BIKIaHe, YyBaHe WJIH ycelllaHe Ha Hellla, KOUTo He ca Tam). [loBeyero
XaJIIOLIMHAILIMY Ca 3pUTEINTHH.
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- JIUCKWHE3MUS (HaIpruMep HeoOnUYaiiHu, HEBOJIEBU JBIKCHUS Ha KPAaHHUIIUTE)

Axo umare HanpenHana [lapkiuHCOHOBA OONIECT M IpUEMATE ChIIO JIEBOJOIA € Bb3MOXKHA
MosiBaTa Ha AMCKUHE3Us 110 BpeMe Ha noBuiaBane Ha qo3ata Ha MIRAPEXIN.

- JIUCTOHUS (HECTTIOCOOHOCT J1a IbPKUTE TSUTOTO U IIUATA CH B U3IPABEHO MOJI0XKEHHE (aKCHaTHA
muctoHus)). [lo-ciennaaHo, MOXe J1a YCETUTE CI'bBaHEe Ha IJ1aBara U IusTa Harnpea (HapuyaHo
OIlle aHTEKOJIIC), IperbBaHe HANpe] Ha J0JHATa YacT Ha rbpOa (HapriaHOo OIle
KaMITTOKOPMHUSI) HJIM CTPAHUYHO MIPerbBaHe Ha I'bp0a (HapedeHo Ollle TUIEBPOTOTOHYC WU
[ 1n3a* cuHIpOM).

- CBHHJIMBOCT M €MU301 Ha BHE3aITHO 3aCIIMBaHE

- TICUXO03U (HAIPUMEp CPAaBHUMU ChC CUMIITOMHUTE MIPH MIH30(PPEHU)

- 3pUTENHU HapymieHus. Tps0Ba peloBHO Ja MpaBUTe OYHU NPETJICIN B IEPHO/ia Ha JICUSHHUE C
MIRAPEXIN.

- TEXKO ChPJIEYHO MM CHIIOBO 3a0oisBaHe. HeoOXxommMo e peToBHO KOHTPOJIMpPaHe Ha
KPBBHOTO CH HaJIATaHE, 0COOCHO MY 3all0YBaHe Ha JieueHneTo. ToBa e HeoOX0aUMO 3a Jia ce
n30€rHe OpTOCTaTUYHA XUIMTOTOHUS (CajJ B KPBBHOTO HaJISATaHE MPU U3IPABSIHE HA KPakKa).

- BJIOILIaBaHE HA ChCTOSTHUETO. MOJKe J1a OYyBCTBATE, Y€ CUMIITOMUTE 3all04BAT IMO-PaHO OT
0OWMKHOBEHO, J1a Ca IO-MHTCH3UBHH U JIa CE MPOSBIT U B APYTU KPAWHUIH.

Undopmupaiite Bamus nexap, ako Bue nnu cemelictsotro Bu/6onnornenaust Bu, 3abenexure, e
pa3BuBaTe CKIOHHOCT WJIM HETIPEOI0JIMMO JKEJIaHue JIa ce AbPKHUTE 10 HeoOnvaeH 3a Bac HauuH u He
MOJKETE J1a CE YCTOUTE Ha UMITyJICa, MOATHUKA WIX U3KYILIEHHETO J1a U3BBPLIBATE ONPEIEIICHU
JeHCTBUS, C KOETO MOXeE J]a HaBpeauTe Ha ceOe cu WM Ha Apyrure. Te ce HapuyaT HapyIICHHUS B
KOHTpOJIa Ha UMITYJICUTE M MOKE Jia BKJIFOUBAT MIOBEJIEHUE KaTO IMPUCTPACTEHOCT KBbM Xa3apT,
NPEKOMEPHO sIIeHe WK XapueHe, HeoONYaliHO CHITHO CEKCYaJTHO XKeJlaHWe MM 00ceOBaHe OT
CEKCyaJIHU MHCIIM U 9yBCTBa. MOXe J1a ce Haloku BammsaT Jiekap 1a KOpUrupa 103ata Wid Ja ciupe
JICYECHUETO.

WNudopmupaiire Bamus nekap, ako Bue wim Bammero cemelictBoto /6onHOTIE1a4bT B
3a0enexuTe/3a0enexar, ye pa3BuBaTe MaHus (TPEBOKHOCT, €y(POPUIHO HACTPOCHHE WITH
npeBb30y1a) Wi aenupuyM (oTciabBaHe HA HHCTUHKTA 33 CAMOChXPaHeHre, OObpKBaHEe WK 3ary0a
Ha yCelllaHe 3a peaTHocT). Moke Jia ce Hasloyku BamwusT jgexap Ja KOpUrupa /1o3aTa Win J1a crpe
JICYCHHUETO.

Undopmupaiite Bamms nexap, ako moyryduTe CUMITOMHU KaTo JEHpecHsl, anaTusi, 0e3MoKO1CTBO,
yMoOpa, U3MOTSIBaHEe WM 00JIKa cje]] ciupaHe Wik HamassBane Ha npuema Ha MIRAPEXIN. Ako
npoOJIeMuTe MPOABIKAT MOBEYE OT HAKOJIKO CEAMUIM, MOXeE Jla ce HaJ0Xu Bammst nexap aa
MIPOMEHM JIeueHneTo Bu.

Wndopmupaiite Bamms nexap, ako pa3BueTe HECIIOCOOHOCT Aa ABPKUTE TSUIOTO U IIUSTA CH B
M3IPaBEHO MOJI0KEeHUE (aKCHallHa JUCTOHUS ). AKO TOBa Cce Cilyuu, Bamusar iekap Moske J1a peleHu
Jla KOpUTHpa J103aTa UiM J1a IPOMEHH JIeueHHeTo Bu.

Jleua u roHomu
He ce npenoppusa ynorpedara Ha MIRAPEXIN npu nena u rorommm nof 18 ronuHu.

HApyrn aexapecrea 1 MIRAPEXIN

Undopmupaiite Bamus nexap unu gpapmanesT, ako mpueMaTe, HaCKOpo CTe MpUeMalli HiTh €
BB3MOKHO J1a IPUEMETE IPYTH JieKapcTBa. ToBa BKIIIOUBA JIEKAPCTBEHH MTPOAYKTH, OMIKOBU
JIeKapCTBa, JICYeOHH XpaHH WK 100aBKH, KOUTO CTE MOIYyYMIN Oe3 peLenTa.

Tpsa6Ba na nzosreate npuema Ha MIRAPEXIN eqHOBpeMEHHO ¢ aHTUTICUXOTHYHH JIEKapCTBA.
bbrere BHMMAaTENHH, aKO IpUEMATE CIETHUTE JIEKApCTBA:

- OUMETUINH (3a JICYCHHUEC HA ITIOBHIIICHA CTOMAallHAa KUCCIIMHHOCT U CTOMAaIlllH1 H3BI/I)
- aMaHTaauH (KOGTO MOXE ga 6’[,,[[6 M3II0JI3BAHO 34 JICUCHHEC Ha HapKI/IHCOHOBa 6OJ'ICCT)
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- MEKCHJIETHH (3a JIeYeHHEe Ha HapyIleH ChbPACUCH PUTHM, ChbCTOSHIE U3BECTHO KAaTO
BEHTPHUKYJIapHa apUTMHUSI)

- 3UJOBYAMH (KOETO MOKe /1a Ob/ie M3MOI3BAHO 3a JICUCHUE Ha CHHIIPOM Ha MpuaoOuTara
umyHHa HepoctaTbuHocT (CIIMH), 3a6onsBane Ha MMyHHaTa cUCTEMa Ha YOBEKA)

- LUCIIJIATHH (32 JICYEHUE Ha Pa3IMYHH BUAOBE PaK)

- XUHUH (KOETO MOXKe a ObJe M3M0I3BaHO 32 MPel0TBpaTsBaHe Ha 00JE3HEHN, HOIHU KpaMITH
Ha KpakaTa U 3a JIeUeHHe 3a ONpeeieH BU Manapus, H3BECTHA KaTo Manapus danuunapym
(3moKkauecTBeHa Manapus)

- NpoKanHaMUJ (3a JieueHHe Ha ChbpACYHA apUTMHUS)

AKo mpueMare JIeBoI01a, MPEIOPbUYUTENHO € 1a Ce HaMallu J103aTa Ha JIEBOOIA, KOTaTo 3alo4BaTe
neuenune ¢ MIRAPEXIN.

bpaere BHMMaTETHH, aKO IpUEMaTe KaKBUTO U Jia € JIEKapcTBa, KOUTO Bu neiicTBaT ycrnokosBaiio
(umaTt cegatuBeH eeKkT) WK ako nuere aakoxoi. B Te3u cimyuan MIRAPEXIN moxke na nmosnusie
Bammure ciocodHocTH 32 modupane u padoTa ¢ MalluHH.

MIRAPEXIN ¢ xpaHa, HAMIUTKH H AJTKOXO0J
TpsbBa na ObaeTe NpeAna3IuBY, KOraTo MUeTe IKOXO0J 1o BpeMme Ha jieueHneto ¢ MIRAPEXIN.
MIRAPEXIN moxe na 0b1e mpuemMan cbe Win 06e3 XpaHa.

BpemeHHOCT M KbpMeHe
AKo cTe OpeMeHHa WK KbpPMHUTE, CMATaTe, Y€ MOXKE 1a CTe OpeMeHHa WM TUIaHupaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap nim ¢papmanest, npeau ynorpebdara Ha ToBa JiekapcTBo. Bammst

nekap e oochau ¢ Bac nanm Tpsa6Ba na npoawskure aa npuemare MIRAPEXIN.

EdexrsT Ha MIRAPEXIN BBpxXy HEpoAeHOTO JieTe He € u3BecteH. [lopanu ToBa, He npuemaiite
MIRAPEXIN, ako cre OpeMeHHa, OCBEH Korato Bammst nekap Bu € Ka3ajl 1a ro paBuTe.

MIRAPEXIN He Tps6Ba n1a ce npuema B nepuosa Ha kbpmeHe. MIRAPEXIN moxxe na Hamanu
KOJIMYECTBOTO HA OTJeNeHaTa KbpMa. ChILO Taka MOXKeE J]a IPEeMHUHE B KbpPMAaTa U J1a TOBJIHSIE HA
Bamero gere. Axo e Heooxoaumo siederne ¢ MIRAPEXIN, kbpMmeHeTo TpsiOBa a ce cripe.
IToceBetBaiite ce ¢ Bammus nekap wiu gpapManeBT npeau ynorpedara Ha KOSTo U J1a € JISKapCTBO.
lo¢upane u padora ¢ MalIUHU

MIRAPEXIN moxe J1a mpean3BUKa XaTrOIMHAINY (BYDKIaHe, YyBaHE WM ycellaHe Ha Hellla, KOUTO
He ca TaM). AKO TOBa Ce CIIy4H, He odupaiiTe Win He paboTeTe ¢ MaIlliHY.

MIRAPEXIN ce cBbp3Ba ChC CHHIMBOCT ¥ €MTM301H HA BHE3AITHO 3aCITUBaHE, 0COOCHO NPY MAIlHeHTH
¢ IlapkuHacoHOBa Oosect. Axo rpu Bac ce mosBsiBaT Te3u HeKeNaHU PEaKIuy, He TpAOBa J1a
modupaiite wim ga padborere ¢ mammHu. TpsadBa na nHGopmupaTe Bamus iekap, ako ToBa ce CIIy4H.

3. Kak na npuemate MIRAPEXIN

Bunaru HpHCMaﬁTC TOBa JICKAPCTBO TOYHO KAaKTO Bu e xazan Bammsr JICKap. Axo He cTe CUTYPHHU B
HEIIO, nonuraiTe Bamms JICKap. Bammsar JICKap me Bu nmoceBerBa 3a MOPpaBUIIHOTO AJO3UPAHC.

MIRAPEXIN moxe na 0b11e npreMad cbe win 6e3 xpana. [lornbiaiite TabieTkure ¢ Boaa.

ITapkuHcoHoBa OoJiecT
JueBHaTa 103a ce pa3npenens o PpaBHO Ha TPH OTAEITHH IpreMa.

OOwnyaiinaTa gHEBHaA 03a npe3 mbpBara cenmuna e 1 rabnerka MIRAPEXIN 0,088 mg Tpu mbTH
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IHEBHO (exkBuBasieHTHA Ha 0,264 mg THEBHO):

1™ ceqmuna

Bpoii Tabnetkn

II'bTU JTHEBHO

1 Tabnerka MIRAPEXIN 0,088 mg tpu

O06ma nHeBHa J103a (mg)

0,264

Jlo3ara nie Ob/ie yBeM4aBaHa Ha BCEKU 5-7 JHU, KaKTO € MpernopbyaHo oT Bammus nekap, qokato
cumnToMu Bu Ob1at oBnaasHu (MOAIbpKAINA 1033).

2P cepmuna

3™ cepmuua

Bpoii Tabnetkn

1 Tabnerka MIRAPEXIN
0,18 mg Tpu IBbTH THEBHO
W

2 tabnerka MIRAPEXIN
0,088 mg Tpu IBTH JHEBHO

1 Tabnerka MIRAPEXIN 0,35 mg tpu bt
JTHEBHO

W

2 tabnerka MIRAPEXIN 0,18 mg tpu b1
JTHEBHO

OO011a 1HEBHA 103a
(mg)

0,54

1,1

ObuyaiinaTta nogabspxkama 1o3a € 1,1 mg Ha geH. Benpeku ToBa, MOXe J1a ce Hajlara mo-HaTaThITHO
yBenuuaBaHe Ha Bamara 1o3a. Ako e HeoOxoauMo, Bammsr exkap Moxe Ja yBelTu4Hd 103aTa
TabJeTKu 10 MakcuMyM 3,3 mg npamuIiekcoi Ha jaeH. ChIIo € Bb3MOXKHa MO IbprKalla J103a Mo-
Hucka ot Tpu Tabnetkn MIRAPEXIN 0,088 mg Ha neH.

Haii-nucka nogabpxaiia 103a

Haii-Bucoka nogabpxaria
J103a

Bpoii Tabnetkn

II'bTH JTHEBHO

1 Tabnerka MIRAPEXIN 0,088 mg Tpu

1 Tabnerka MIRAPEXIN
1,1 mg Tpu IbTH JTHEBHO

OO6ma nHeBHa 1032 (mg)

0,264

33

Tlayuenmu ¢ 6v0peuno yspesxcoane
AKO UMaTe yMEPEHO WIH TeKKO ObOpedHo yBpexaaHe, Bammsar nekap me Bu npennume no-Hucka
no3a. B To3u ciyyaii me TpsOBa 1a npueMare TabJeTKUTE CaMO €MH WM J1Ba ITbTH JTHEBHO. AKO
uMare yMmepeHo Ob0peuHo yBpexaaHne, oonyaliHara HayanHa fo3a € 1 rabnetka MIRAPEXIN
0,088 mg nBa mpTH gHEBHO. [Ipu Texko ObOpeuHo yBpexkIaHe oOMuaiiHaTa HayajHa 703a € camo 1

tabnetka MIRAPEXIN 0,

CHHAPOM Ha HECIIOKOWH

088 mg eauH IBTH JHEBHO.

" Kpaka

I[osaTa CC IMpucma OOMKHOBEHO CIUH BT JHCBHO, BEYCD, 2-3 gaca Mpeau JisiraHe.

OObunyaiinaTa AHEBHA J103a npe3 mbpBata cenqmuna e 1 rabnerka MIRAPEXIN 0,088 mg equn optT
nHeBHO (exBuBasieHTHA Ha 0,088 mg 1HEBHO):

1™ ceqmuna

Bpoii Tabnetkn

1 Tabnerka MIRAPEXIN 0,088 mg nbTH

OO6ma nHeBHa /1032 (mg)

0,088

Jlo3ara e Ob/ie yBenM4aBaHa Ha BCEKU 4-7 JHU, KaKTO € MpernopbyaHo oT Bammus nekap, qokato
cumnToMu Bu Ob1at oBnaasHu (MOAIbpKAIIA 1033).
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2™ cenqmuia 3™ cenmuna 4™ ceamuna
Bpotii Tabnerkn | 1 rabnerka MIRAPEXIN | 1 tabnerka MIRAPEXIN 1 Tabnerka
0,18 mg 0,35 mg MIRAPEXIN 0,35 mg
NI nin u 1 rabneTtka
2 tabnerku MIRAPEXIN | 2 tabnetku MIRAPEXIN MIRAPEXIN 0,18 mg
0,088 mg 0,18 mg nim
nin 3 tabnetku
4 tabnetkn MIRAPEXIN MIRAPEXIN 0,18 mg
0,088 mg Wi
6 TabneTku
MIRAPEXIN
0,088 mg
OO0mia qHeBHA 0,18 0,35 0,54
no3a (mg)

JueBHaTa 103a He TpsiOBa na HaaBuiasa 6 Tabnetku MIRAPEXIN 0,088 mg unu no3a ot 0,54 mg
(0,75 mg npamunekcon noxa ¢popmara Ha coi).

Axo cte CIipeJii mprucMa Ha TaOJIETKH 3a IMOBEYE OT HIKOIKO JHHU U UCKaTEC aa BB30OHOBUTE
JICYCHUCTO, TpSI6Ba Ja 3ali04YHETC OTHOBO C Hali-HHCKaTa J03a. CJ'IC,Z[ TOBAa OTHOBO MOXKETEC Oa
YBCIUYHUTEC 103aTa, KAKTO CTC I'O HAIIPpAaBUJIU ITbPBUA ITBT. KOHcyHTHpaﬁTe ce ¢ Bamms JICKap.

Bammsar JICKAp Hic npepasrieaia JCYCHUCTO Bu CIICQ 3 MCECClia U IS pCHIN JaJIN 1a HPOABIIKU
JICYCHUECTO HUJIN HE.

Tlayuenmu ¢ 6v0peuno yspesxcoane
Axko nmaTte Texxko 0b0peuHo yBpexaane, Jeuenneto ¢ MIRAPEXIN moxke na He Obie TOAXOIAIIO 32
Bac.

AKo cTe npuesu nopeve ot Heodxoaumara no3a MIRAPEXIN

AKO CIly4aliHO NIPUEMETEe TBBPJIE MHOTO Ta0JIEeTKH

- TpsOBa He3a0aBHO J]a ce CBbpKETe ¢ Bamus iekap wiu 1a oTuaeTe 0 Hal-ONMHM3Kus IISHTHP 3a
CIICLIHA TTOMOII, 32 J1a IOThPCUTE CHBET.

- MOTaT J1a Ce MOSBAT TajieHe, 0E3MOKONCTBO UM HAKOS OT HEXEIAaHUTE PEaKIINK, KOUTO ca
omnucaHu B ToYKa 4 (BB3MOXKHU HEXETaHH PEAKITHH).

AKko cte nponycHaau na npuemere MIRAPEXIN
He ce tpeBokete. CaMo npomycHETe Ta3u 4032 HATBJIHO U IIPUEMETE CIIe/IBaIaTa CH 103a B
oOuuaitHoTo BpeMe. He ce onuTBaiiTe 1a KOMIEHCUpaTe MpoIycHaTaTa J03a.

Ako cte cipesu npuema Ha MIRAPEXIN

He cniupaiite npuema nHa MIRAPEXIN, 6e3 mbpBo 1a ce koHCyATHparte ¢ Bamms nekap. Axo TpsOBa
Jla cTIpeTe MpHeMa Ha TOBa JIEKapcTBO, BamusaT nekap me Hamanu 103aTa MOCTENeHHo. ToBa
MOHMKaBa PUCKa OT BIIOLIABaHE Ha CUMIITOMUTE.

Axo nmate IlapkuHcoHoBa Oosiect, He TpsAOBa BHe3anmHo ja crnimpare jJedeHrnero ¢ MIRAPEXIN.
BresanHoTO criupaHe MoKe /1a € IPUYHHA 13 Pa3BUETE ChCTOSHNE, HAPEUEHO HEBPOJIENTHUEH
MaJINTHEH CHHAPOM, KOETO MOKE J1a IIPEJICTaBIIABA 3HAUYUTENIEH PUCK 32 3/IpaBeTo. CUMITOMUTE
BKJIIOYBAT:

- akuHe3us (3aryba Ha MyCKyJTHa MOJBHXKHOCT)

- CKOBAaHU MYCKYJIH

- Tpecka

- HECTaOMIIHO KPBBHO HaJsiTaHe

- Taxukapaus (yCKopeHa chbpJeyHa YecToTa)
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- CbCTOSAHHEC Ha oﬁprBaHe
- IIOHM>XKCHO HMBO HA Cb3HAHHUC (KOMa)

AKO UMaTe HSIKAKBHU JOMBIHUTENHH BBIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBa JIEKapCTBO, MONUTaiTe
Bammus nekap niam papmMaresr.

4. Bb3MOKHN HexkeTaH! peaKnuu

KaxTo Bcnuku JiekapcTBa, TOBa JIEKAPCTBO MOXKE J1a IIPEN3BHUKA HEXEJAaHU PEakLiy, BHIIPEKH Y€ HE

BCCKH I' I10JTy4aBa.
O].[eHKaTa Ha TE3KU HCXKCJIAHU PCAKIUU € 6a3HpaHa Ha CJIICAHUTC YCCTOTHU KAaTCTOPUU:

Mpmuoro uectu: MoOTart Ja 3acerHar moseue ot 1 Ha 10 gymm

Yectu: Morar fa 3acersat a0 1 va 10 qymm

Heuecru: morart na 3acersar a0 1 Ha 1 00 gymm

Penxu: morart n1a 3acersar 10 1 #a 1 000 qymm

MHOro peaKu: morart n1a 3acersar a0 1 Ha 10 000 gymm

C HensBecTHa OT HAJIMYHUTE JaHHU HE MOXKe Jia Objie HalpaBeHa OlleHKa
YEeCTOTa!

Axo cmpadame om [lapxunconoga 6orecm, npu Bac mooice da ce nosissam cieonume nesiceranu
peaxkyuu:

MHoro 4yecTH:

- MUCKUHE3Ws (HeoOWJyaitHu, HEBOJIEBH IBIDKEHUS HA KPAHHUITUTE)
- CHHJIMBOCT

- 3aMasHOCT

- rajieHe

Yecru:

- MOPUB 332 HEOOMYANHHO MTOBEIEHNE

- XaITIOIIMHAINY (BIDKAAaHEe, 9yBaHE WM yCEIlaHe Ha Hella, KOUTO HE ca TaM)
- CBHCTOSTHUE Ha 00BPKBaHE

- ymopa

- Oe3chHHE (MHCOMHUS)

- 3aJ[phKKa HAa TEYHOCTH, OOMKHOBEHO B JIOJIHUTE KpaitHUIM (TIepudepeH 0TOK)
- ri1aBo0osme

- XUIOTOHUA (HICKO KPHBHO HAJIATAHE)

- MAaTOJIOTHYHU CHhHHUIIA

- 3arex

- 3pUTEIHO HapyIIeHNE

- MOBPBIIIaHE

- 3ary0a Ha TerJio, BKIFOUUTEITHO MIOHMKEH alleTUT

Heuecrtn:

- napaHos (Harp. MpeKoMepeH CTpax 3a COOCTBEHOTO 3paBe)

- HATYAHOCT

- MpeKalieHa ChHIMBOCT TIpe3 JACHS U €MU30/1M Ha BHE3AITHO 3aCTIBaHE

- aMHe3us (HapyIIeHne Ha TTaMeTTa)

- XUIMEPKUHE3Us (YIECTEHHU JIBUKEHUS M HECTTOCOOHOCT 32 YCTaHOBSBAHE B MTOKOH )
- MOKa4BaHEe Ha TETJIOTO

- QJIEPTUYHU peaKiuy (Hanp. 0OpHUB, ChbpOEK, peakIni Ha CBPHUYBCTBUTEITHOCT)
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- MPHUJIONIABAHE
- ChpJICYHA HEIOCTATHYHOCT (CHPJCYHU MPOOIEMHU, KOUTO MOXKE Ja IIPEIU3BUKAT YIECTEHO
JIUIIIaHEe WM TI0J{yBaHe Ha Tie3eHuTe)™
- HapyIIeHa CEKPelrs Ha aHTUANYPETUICH XOPMOH *
- 0E3MOKONCTBO
- JUcCTIHes (3aTPyIHEHO IUIIAHE)
- XBIIAHE
- nHeBMOHHA (MH(peKLus Ha Oenure IpoOoBe)
- HECHOCOOHOCT 32 yCTOSIBAaHE HAa UMITYJICA, MTOJITUKA WA U3KYIICHUETO J]a C€ U3BHPIIBAT
oTpezeNieHH JISHCTBHS, KOUTO MOXKE J1a HaBpeIsAT Ha Bac uiau Ha ApyruTe U MOXe Ja BKIIFOYBAT:
— CHJICH UMITYJIC 32 IPEKOMEPEH Xa3apT, HE3aBUCUMO OT 3aHAYUTEITHUTE ITOCIICACTBHS 3a
Bac unu cemetictsoto Bu.
— TPOMEHEH WY TIOBUIICH CEKCYyaJIeH MHTEPEC U MOBEJICHUE, KOETO € OT ChIECTBEHO
3HaueHue 3a Bac wim qpyrure, HarpuMep MOBUIIEHO CEKCYaTHO KeJlaHHe.
— HEKOHTPOJIMPYEMO ITPEKOMEPHO Na3apyBaHe WU XapueHe
— TmpesbkaaHe (M3sDKIaHe Ha TOJIEMHU KOJIMYEeCTBa XpaHa 3a KPaThK MEPHOJ OT BpeMe) UITH
KOMITYJICUBHO TIpespKIaHe (M3sDKIaHe Ha MOBEYe XpaHa OT OOMKHOBEHO HIIM TIOBEYE
OTKOJIKOTO € He0OX0IMMO, 32 Ja 3aI0BOJIUTE Iiaja cu)™*
- genupuyM (oTcraOBaHe HA MHCTUHKTA 32 CaMOChXpaHeHHe, 00bPKaHOCT, 3ary0a Ha ycelnaHe 3a
peasHoCT)

Penkmn:
- MaHUs (TPEBOXKHOCT, YyBCTBO Ha BHOAYIIICBICHHUE WIH ITPEBH30y1a)

C Hen3BeCTHA 4eCTOTA:

— Crnen cnupane unu HamansBane Ha npuema Ha MIRAPEXIN: Moxe 1a Bb3HUKHAT JenpecHs,
anaTwusi, 0€31MOKOKCTBO, yMOpPa, U3IOTSIBaHE WK 00JKa (HaApEUYeHO CUHIPOM Ha OTHEMaHe Ha
JIOTIaMUHOB aroHucT i DAWS).

HNndopmupaiite Bamms ngexkap, ako yceTHTe HAKOe OT Te3H ChCTOSIHUSA; TOH e 00CHAN HAYUHHA
3a oBJajJsiBaHe WM HAMAJSIBAHE HA CHMIITOMMTE

3a HEeXKCIaHUTE pCaKkuun, O3HAUYCHU C * MNPCHU3HO OMPEACTIAHEC Ha YE€CTOTAaTa € HCBB3MOXKHO, Thi KaTo
TC3U HCIKCJIAHU PCAKIINU HE Ca Ha6J'IIOZ[aBaHI/I 10 BPpEMC Ha KIIMHUYHUTC MIPOYIBAHUA HA 2762
MalCHTU JICKYBAHU C IPAMHUIICKCOJI. prnaTa Ha 4€CTOTAaTa BEPOATHO HC € MMOBCYUC OT ,,HC‘ICCTI/I”.

Axo cmpaodame om CuHOpoM Ha HECHOKOUHU KPAKA, MOdice 0a NOAYYume CleOHUme Helceaanu
peaxyuu:

MHoro 4ecTn:
- rajicHe (TIOBUraHe)

Yectn:

- NPOMEHH B CBhHsI, KaTo Oe3chHHE (MHCOMHUS) U CHHIIMBOCT
- yMopseMocT (yMopa)

- riaBo0osme

- SAPKU CHHHILA

- 3areK

- 3aMasHOCT

- NOBpBIIaHE
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Heuecrn:
- MIOPHB 32 HEOOMYAHO MoBeAeHNnE™®
- CBp/ICYHA HEIOCTAThYHOCT (ChPACUHH MPOOIEMH, KOUTO MOXKE J1a IPEIU3BUKAT YUECTEHO
JUILIAHE WIK [T0yBaHe Ha riie3eHure)™
- HapylleHa CeKpelys Ha aHTHINYPETHUYEH XOPMOH *
- JUCKHHE3Us (HalpuMep HeeCTECTBEHH, HEBOJICBU JIBUKCHUS Ha KPaHHULIUTE)
- XHUIMEPKUHE3Us (YUECTCHHU IBUKEHHUS U HECTIOCOOHOCT 32 YCTaHOBSBAHE B ITOKOMN )™
- napaHosi (HapuMep NPEKOMEpEH CTpax 3a COOCTBEHOTO 3apase)™
- HaJTy THUYaBOCT*
- amMHe3us (HapylIeHHe Ha mamerTa)™
- XaIIOLMHALUY (BIDKIAaHe, YyBaHEe WM yCellaHe Ha Hellla, KOUTO PEaHO HE ChLIECTBYBAT)
- 00BpKaHOCT
- npeKajeHa ChHIIMBOCT Mpe3 JIeHs 1 eNU3041 Ha BHE3AIHO 3aCTIMBaHE
- MOKaYyBaHe Ha TErJ0TO
- XHUIOTOHHA (HUCKO KPBBHO HAJISITaHE)
- 3aapBHKKa HAa TEYHOCTH, OOMKHOBEHO B JIOJHUTE KpaiiHUIM (epudepeH 0TOK)
- JIEPTUYHU peaKkuuu (Hanpumep oOpHUB, ChbpOEK, PEaKIIMK Ha CBPbUYBCTBUTEITHOCT)
- NpUJIOIIABAHE
- 0E3MOKOHCTBO
- 3pUTEIHO HapyILECHHE
- 3ary0a Ha Tersyo, BKIIOUUTEIHO MOHMKEH alleTUT
- JUcCTIHes (3aTPyIHEHO IUIIAHE)
- XbJIIIaHe
- mHeBMOHUS (MH(EKIus Ha OenuTe npodose)™
- HECTIOCOOHOCT 3a YCTOsIBaHE Ha UMITyJIca, MOATHKA WM W3KYIIEHHETO Jia C€ U3BbPIIBAT
OTIpeJIesIeHH JeHCTBUS, KOUTO MOJKE J1a HaBpeIsAT Ha Bac nim Ha qpyruTe U MOXKe /1a BKJIFOUBAT:
— CHWJIEH UMIYJIC 332 IPEKOMEPEH Xa3apT, HE3aBUCUMO OT 3aHaYMTEIHUTE MOCIECTBUS 32
Bac unu cemeiictBoro Bu.*
— TPOMEHEH WJIM MOBHIICH CEKCyalleH HHTEPEC U TIOBEICHUE, KOETO € OT ChIIECTBEHO
3HavYeHue 3a Bac unm qpyrute, HalpuMep NOBUIIEHO CEKCYAIHO XKelaHue.*
— HEKOHTPOJHUPYEMO IIPEKOMEPHO Ma3apyBaHe UM XapueHe™
— mpesbknaHe (M3shKJaHe Ha FOJeMHU KOJMUYECTBa XpaHa 3a KPaThbK MEPHOJ OT BPEME) WK
KOMITYJICUBHO TIpesDKIaHe (M3sDKAaHe Ha TIOBeYe XpaHa OT OOMKHOBEHO MJIHM [TOBEYE
OTKOJIKOTO € He0OX0IUMO 32 Jia 33/I0BOJIUTE T1ajia cu)™
- MaHHUs (TPEBOXKHOCT, YyBCTBO Ha BHOJIyLIEBICHHE WU NIPEeBb30yaa)™
- nenupuyM (oTcnabBaHe Ha HHCTHHKTA 332 CAMOChXpaHeHUe, 00bPKAHOCT, 3ary0a Ha ycelaHe 3a
peanHoCT)*

C Heu3BeCTHA 4eCTOTA:

- Crnen cniupane win HamainsBaHe Ha mpruemMa Ha MIRAPEXIN: moxe 1a Bb3HUKHAT Jienpecus,
amnatusi, 0e310KOICTBO, yMOpa, U3IOTsABaHE WK O0JIKa (HapeueHO CHHAPOM Ha OTHEMaHe Ha
JIOTIaMUHOB aroHucT i DAWS).

HNndopmupaiite Bamms jgexkap, ako yceTHuTe HAKOE OT Te3W ChCTOSIHUSA; TOH 1ie 00CHAN HAYNHHA
3a oBJajJsiBaHe WM HAMAJSIBAHE HA CHMIITOMMTE

3a HEeXKCIaHUTE pCaKkuun, O3HAUYCHU C * MPEHU3HO OMPEACIAHEC Ha YE€CTOTaTa € HCBB3MOKHO, TBU KaTo

TC3U HCKCJIAHU PCAKIINU HE Ca Ha6J'IIOZ[aBaHI/I 10 BPpEMC Ha KIIMHUYHUTC MPOYIBAHUA HA 1395
MalCHTU JICKYBAHU C IPAMHUIICKCOJI. prnaTa Ha 4€CTOTAaTa BEPOATHO HC € MMOBCYUC OT ,,HC‘ICCTI/I”.
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Cpo01aBaHe Ha HE:KeJIAHHU PeaKkuuu

AKO TIONTyunTe HAKaKBU HEXKETAHU JICKAPCTBEHHU pEakiluy, yBeroMeTe Bamms nekap wim dapmanesT.
ToBa BKJIIOUBAa BCUUKHU Bb3MOXHU, HEOMUCAHU B Ta3H JIMCTOBKA HEXKEJIAHU peakuu. MoxeTe ChIo
Jla ChOOIIUTE HEeXEIIaH! PEeaKlMU JUPEKTHO Ype3 HAIMOHAIHATA CUCTEMa 33 ChOOIaBaHe, IIOCOYeHA B
[punoxkenue V. Karo cho0maBaTe HexelnaHu peakiuy, MOXKETe Jla 1aJIeTe CBOS IPUHOC 32
MoJTyJaBaHe Ha MOBede MHPOpMaIHsi OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cexpansisate MIRAPEXIN
[la ce cpxpaHsBa Ha MACTO, HEIOCTBITHO 3a Jela.

He u3non3Baiite ToBa JICKApCTBO CJIe] CpOKa Ha TOJHOCT, oTOes13aH BBPXY KapTOHCHATA OIIAKOBKaA
CJICa ,,FO,Z[CH ,Z[OI”. CpOK’LT Ha TOJAHOCT OTTOBaps Ha MOCICAHUSA ACH OT IOCOYCHUS MCCCII.

[la He ce cpxpanssar Hax 30°C.
Ja ce cpxpansBa B OpUTHHAJIHATa OMAKOBKa, 32 JIa C€ IPEAINAa3sT Ta0JETKUTE OT CBETIMHA.

He H3XBLpHHﬁTe JICKaApCTBAaTa B KaHAJIUW3aluATa WA B KOHTCﬁHepa 3a JOMAIllHM OTIIadbIIN.
Ilonuraiite Bamms (bapMaueBT KaK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEUYC HEC U3IIOJI3BATC. Te3n
MCPKH 1€ CIIOMOTrHAT 3a OIla3BaHC HA OKOJIHATA Cpeaa.

6. Chbabp:kaHne HA ONIAKOBKATa U AONBbJHATEHA HHpOPMAIHA
Kakso cpabp:xka MIRAPEXIN
AKTHBHOTO BEIIECTBO € IPaAMUIIEKCOI.

Bcesxka Tabnerka cappxka 0,088 mg, 0,18 mg, 0,35 mg, 0,7 mg unu 1,1 mg npamMuIexcos mou
¢dopmara na 0,125 mg, 0,25 mg, 0,5 mg, | mg unu 1,5 mg npamMuneKcoa TUXuAPOXIOPHUL
MOHOXUJPAT, ChOTBETHO.

Jpyrure cbCcTaBKH ca: MAaHUTOJ, TAPEBUYHO HUIIIECTE, KOJIOUCH, OE3BOJICH CHIIUITUEB TUOKCHUI,
noBuaoH K 25 u marnesues creapar.

Kak nm3rae:xxna MIRAPEXIN 1 kakBo chbABpIKa ONAKOBKATA
MIRAPEXIN 0,088 mg Tabnerku ca 6enu, ¢ Kpbria Gopma, INIOCKH U 06€3 AeTUTEIHa YepTa.

MIRAPEXIN 0,18 mg tabnetkn 1 MIRAPEXIN 0,35 mg Tabnerku ca 6enu, ¢ enuncoBuaHa Gopma,
U miocku. TabneTkure UMaT JIeIMTeNTHa YepTa OT ABETE CTPAHU M MOrat Aa ObJaT pa3aeiiiHu Ha JIBE
paBHH MIOJIOBUHH.

MIRAPEXIN 0,7 mg tabnetkn u MIRAPEXIN 1,1 mg tabnetku ca Genu, ¢ Kpbriia popMa 1 MIIaIKH.
TaOneTkuTe UMAT AETUTEIHA YepTa OT ABETE CTPAHU U MOrar Aa ObAaT pa3fesisiHu Ha IBE paBHU
TIOJIOBUHH.

Benuku TabneTku uMat rpaBupan cUMBOIJ Ha komnanusta Boehringer Ingelheim ot ennara crpana u
kox P6, P7, P8, P9, unu P11 ot apyrara crpana, npAcTaBisBal] KOJIUYECTBOTO Ha aKTUBHOTO
BelIecTBO B Tabnetkure, cboTBeTHO 0.088 mg, 0.18 mg, 0.35 mg, 0.7 mg u 1.1 mg.

Benukn konuentpanuu Ha MIRAPEXIN ce npeanaraT B aryMHUHUEBH OJIMCTEPHU JIEHTH OT 10
TabJIETKH B JICHTA, TIOCTABEHU B KAPTOHEHU KYTHH, ChIbpikamia 3 nnn 10 Gnuctepuu inentH (30 nim
100 TabnmeTkw).

He Bcuuku BHIOBE ONAaKOBKM MOTAT Jia ObJIaT ITyCHATH B POJaX0a.
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IIpuTexaTtes Ha pa3pelIeHHETO 32 ynoTpeda

Boehringer Ingelheim International GmbH
D-55216 Ingelheim am Rhein
I'epmanus

IIpousBoaures

Boehringer Ingelheim Pharma GmbH & Co. KG
D-55216 Ingelheim am Rhein
I'epmanus
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3a JOII'BJIHUTCIIHA I/IH(I)OpMaLII/IH OTHOCHO TOBa JICKAPCTBO, MOJISA CBBPIKETC CC C JIOKAITHUA
NpEeACTABUTCII Ha IPUTECKATCIIA HA pa3pCHICHUCTO 3a yHOTp€6aI

Belgié/Belgique/Belgien
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Bwarapus

Bropunrep Unrenxaiim PLIB I'm6X u Ko KT -
KJI0H bbnrapus

Ten: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Danmark A/S
TIf: +45 39 15 88 88

Deutschland

BIOTHERAX biochemisch-pharmazeutische
Gesellschaft mbH

Tel: +49 (0) 800 77 90 900

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

EAlLada
Boehringer Ingelheim Ellas A.E.
TnA: +30 2 10 89 06 300

Espaiia
Boehringer Ingelheim Espana, S.A.
Tel: +34 93 404 51 00

France
Boehringer Ingelheim France S.A.S.
Tél: +33 3 26 50 45 33

Hrvatska
Boehringer Ingelheim Zagreb d.o.o.
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Tel.: +370 37 473922

Luxembourg/Luxemburg
SCS Boehringer Ingelheim Comm.V
Tel/Tel: 4322773 33 11

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelepe

Tel.: +36 1 299 8900

Malta
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620

Nederland
Boehringer Ingelheim b.v.
Tel: +31 (0) 800 22 55 889

Norge
Boehringer Ingelheim Norway KS
TIf: +47 66 76 13 00

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80 105-0

Polska
Boehringer Ingelheim Sp.zo.o.
Tel.: +48 22 699 0 699

Portugal
Boehringer Ingelheim, Unipessoal Lda.
Tel: +351 21 313 53 00

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 2800

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG,
Podruznica Ljubljana

Tel: +386 1 586 40 00



Island
Vistor hf.
Simi: +354 535 7000

Italia
Boehringer Ingelheim Italia S.p.A.
Tel: +39 02 5355 1

Kvnpog
Boehringer Ingelheim Ellas A.E.
TnA: +30 2 10 89 06 300

Latvija
Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filialeTel: +371 67 240 011

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG,
organizacna zlozka

Tel: +421 2 5810 1211

Suomi/Finland
Boehringer Ingelheim Finland Ky
Puh/Tel: +358 10 3102 800

Sverige
Boehringer Ingelheim AB
Tel: +46 8 721 21 00

United Kingdom
Boehringer Ingelheim Ltd.
Tel: +44 1344 424 600

I[aTa Ha MOCJECIHO NMpepasriiekaane Ha JUCTOBKaTa

Ho;[p06Ha I/IH(i)OpMaL[I/Iﬂ 3a TOBa JICKAPCTBO € NPEAOCTAaBCHA Ha ye6caﬁTa Ha EBpOHCﬁCKaTa arcHuus

1o JIeKapcTBara http://www.ema.europa.eu.
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JIncroBka: mHpopManms 3a morpeduTesst

MIRAPEXIN 0,26 mg Ta0d1eTKH ¢ YAbJKEHO 0CBO00KIaBaHe
MIRAPEXIN 0,52 mg Ta01eTKH ¢ YAbJIKEHO 0CB000KIaBaHe
MIRAPEXIN 1,05 mg Ta0dieTKu ¢ yAbJIKEHO 0CBO00KIaBaHe
MIRAPEXIN 1,57 mg Ta0i1eTKH ¢ yAbJIKEeHO 0CBO00KIaBaHe
MIRAPEXIN 2,1 mg Ta6JIeTKH ¢ yIBJIKeHO 0CBO0OKIaBaHe
MIRAPEXIN 2,62 mg Ta0JeTKH ¢ YAbJKEHO 0CBO00KIaBaHe
MIRAPEXIN 3,15 mg Ta01eTKH ¢ yAbJIKEHO 0CB000KIaBaHe
Pramipexole (IIpamunexconr)

IIpoyeTreTe BHMMATEIHO ISIJIATA JTUCTOBKA, IPEIH 1A 3all09HeTe /1a IpUeMaTe TOBa JIEKapCTBO,

ThH KaTo TS ChABPKA BakHa 32 Bac undopmanus.

- 3amasere Ta3u JIUCTOBKA. MOXKe Jja ce HAJIOKH Jia s IPOYETETE OTHOBO.

- AKO UMaTe HIKAKBHU JOIBIHUTEHN BBIPOCH, MonuTaiite Bammus nexap win ¢papmanesT.

- ToBa nexapcTBo € npeanucaHo 1MuHOo Ha Bac. He ro npeotcrrenBaiite Ha apyru xopa. To Moxke
Jla M HaBpeIly, HE3aBUCHMO Y€ MPU3HALMTE Ha TSAXHOTO 3a00IsBaHe ca CHUIUTE KAaKTO
Bamwure.

- AKO TOJTyunTe HIKaKBU HEXEJaH!U peakluy, yBegomere Bamms nexap wim gapmanest. ToBa
BKJIFOUBA M BCHUKH BB3MOKHU HEKETIAaHW PEAKIMY, HEOTIMCAHU B Ta3M JUCTOBKA. BuxkTe
TouKa 4.

KakBo cbabp:xa Ta3H JINCTOBKA:

Kaxkso nmpeacrasnsasa MIRAPEXIN u 3a kakBo ce n3nomna3Ba
Kakso Tpsi6Ba na 3naere, npenu na npuemere MIRAPEXIN
Kax na npuemate MIRAPEXIN

BBb3M0XkHM HeXeNnaHu peakluu

Kax na cexpanssare MIRAPEXIN

ChbabpkaHue Ha OTIAKOBKATa U JIOMBIHUTENHA HHPOPMALUS

I

1. Kakso npeacrasasasa MIRAPEXIN n 3a kakBo ce n3noJisasa

MIRAPEXIN cbabpka akTUBHOTO BELIECTBO MPAMHUIIEKCOJI U CE OTHACS KbM IpyIla JEKapCTBa,
HapeuYeHH JOMAMUHOBH arOHUCTH, KOUTO CTUMYJIUPAT TONaMUHOBUTE PELIEITOPU B MO3bKa.
CTUMyIUpPaHETO Ha TONMAMUHOBUTE PELENITOPU NPEAU3BUKBA HEPBHU UMITYJICU B MO3bKa, KOETO
criomMara 3a KOHTPOJIMpaHe Ha ABMKEHUSITA Ha TSUIOTO.

MIRAPEXIN ce u3non3sa 3a JeueHHEe Ha CAMITOMUTE Ha mbpBUYHA [lapkuHCOHOBa OoJecT mpu
BB3pacTHU. MOJKe /1a ce U3I10J13Ba CAMOCTOATEIIHO WM B KOMOMHAIMS € JIEBOJIOMA (IPYTO JEKapCTBO
3a eyenue Ha [lapkuHcoHOBa OostecT).

2.  Kakso TpsadBa na 3naere, npean 1a npuemere MIRAPEXIN

He npuemaiite MIRAPEXIN
- aKo CTe aJepTUYHU KbM MPAMHUIIEKCOJI MIIM KbM HIKOS OT OCTaHAJIHUTE ChbCTABKH HA TOBA
JIeKapcTBO (M30pOEHHU B TOUKA 6).

IIpenynpeskaeHus: M npeanasHu MepKH

T'oBopere ¢ Bammst nekap, npeau na npuemere MIRAPEXIN. Mudopmupaiite Bamus nekap, ako

uMare (MMaJld CT€) WIK Pa3BHETe HAKAKBH MEIUIMHCKU ChCTOSHUS WM CUMIITOMH, OCOOEHO

CIIETHUTE:

- 0B0peuHo 3a00IsIBaHe

- XaIIOLMHALUY (BIKIAaHe, YyBaHe WJIH ycelllaHe Ha Hellla, KOUTo He ca Tam). [loBeuero
XaJIIOLIMHAILIMY Ca 3pUTEITHH.
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- JIUCKWHE3MUS (HaIpruMep HeoOnUYaiiHu, HEBOJIEBU JBIKCHUS Ha KPAaHHUIIUTE)
Axo umare HanpenHana [lapkiuHCOHOBA OONIECT M IpUEMATE ChIIO JIEBOJOIA € Bb3MOXKHA
MosiBaTa Ha AUCKUHE3Us 110 BpeMe Ha noBuiaBane Ha qo3ata Ha MIRAPEXIN.

- JIUCTOHUS (HECTTIOCOOHOCT J1a ILPKUTE TSUTOTO Y IIUATA CH B U3IPABEHO MOJI0XKEHHE (aKCHaTHA
muctoHus)). [lo-ciennaaHo, MOXe J1a YCETUTE CI'bBaHEe Ha IJ1aBara U IusTa Harnpea (HapuyaHo
OIlle aHTEKOJIIC), IperbBaHe HANpe] Ha J0JHATa YacT Ha rbpOa (HapriaHOo OIle
KaMITTOKOPMUSI) WJIM CTPAHUYHO NperbBaHe Ha I'bp0a (HapedeHo Ollle TUIEBPOTOTOHYC UITH
[ 1n3a* cuHIpOM).

- CBHHJIMBOCT M €MU301 Ha BHE3aITHO 3aCIIMBaHE

- TICUXO03U (HAIPUMEp CPAaBHUMU ChC CUMIITOMHUTE MIPH MIH30(PPEHU)
3pUTENHU HapymieHus Tps0Ba peloBHO Ja MpaBUTe OYHU NPETJICH B IEPHO/ia HA JICUSHHUE C
MIRAPEXIN.

- TEXKO CHPJIEYHO MM CHIIOBO 3a0oisBaHe. HeoOXxommMo e peToBHO KOHTPOJIMpPaHe Ha
KPBBHOTO CH HaJIATaHE, 0COOCHO MY 3all0YBaHe Ha JieueHneTo. ToBa e HeoOX0aUMO 3a Jia ce
n30€rHe OpTOCTaTUYHA XUITOTOHUS (CIaj B KPbBHOTO HAJISITAHE NIPU U3IIPABSHE HA KPaka).

Undopmupaiite Bamms nexap, ako Bue nnu cemeiictBoto Bu/6onnornenaust Bu, 3abenexure, e
pa3BuBaTe CKJIOHHOCT WJIM HETIPEOA0JIMMO JKeJIaHue JIa ce AbPKHUTE 10 HeoOnvaeH 3a Bac HauuH u He
MOJKETE J1a CE YCTOUTE Ha UMITyJICa, MOATUKA WIX U3KYIIEHHETO J1a U3BBPLIBATE ONPEECIICHU
JeHCTBUS, C KOETO MOXeE Jla HaBpeauTe Ha ce0e cH WM Ha Apyrure. Te ce HapuyaT HapyIIeHHUS B
KOHTpOJIa Ha UMITYJICUTE M MOKE Jia BKJIFOUBAT MIOBEJIEHUE KaTO IMPUCTPACTEHOCT KbM Xa3apT,
NPEKOMEPHO sIIeHE WK XapueHe, HeOONYaliHO CHITHO CEKCYaITHO XKeJlaHWe MM 00ceOBaHe OT
CEKCyaJlH MHCIIU M 9YyBCcTBa. MOXe J1a ce Haloku BammsaT Jiekap 1a KOpUrupa 103ata Wid Ja ciupe
JICYECHUETO.

Undopmupaiite Bamus nexap, ako Bue nnn Bamero cemeiictBoTo /60oHorIenaysT By ,
3a0enexure/3a0emeskar, 4e pa3BuBaTe MaHHUS (TPEBOXKHOCT, €y(OPHYHO HACTPOSHUE HIIH MTPEeBB30Yaa)
WIN IeTUpUyM (0TCIa0BaHe Ha MHCTHHKTA 34 CAMOChXpaHeHHE, 0ObPKBaHEe WK 3ary0a Ha ycelaHe
3a peayHocT). Moxe J1a ce Hajoxu Bamusar Jiekap Ja KOpurupa ao03ata Wid Ja cupe JICYeHUETO.

Undopmupaiite Bamus nexap, ako moryduTe CUMIITOMHU KaTO IENPECcHsl, anaTusi, 0e3M0KOMCTBO,
yMOpa, U3MOTSIBaHE MU 0OJIKa cje]l ciupaHe Wik HamassiBane Ha npuema Ha MIRAPEXIN. Ako
npoOJIeMuTe MPOABIKAT OBEYE OT HAKOJIKO CEAMUIM, MOXeE Jla ce HaJ0Xu Bammst nexap aa
MIPOMEHM JieueHneTo Bu.

Wndopmupaiite Bamus nexap, ako pa3BueTe HECIIOCOOHOCT Aa ABPKUTE TSIIOTO U IIUSTA CH B
M3IPaBEHO MOJI0KEeHUE (aKCHallHa JUCTOHUS ). AKO TOBa ce CIIydH, Bammsr nekap Moxe /1a pereHu
Jla KOpUTHpa J103aTa UiM J1a IPOMEHH JIeueHHeTo Bu.

MIRAPEXIN Ta0neTku ¢ yIbIKEHO 0CBOOOXKIaBaHEe TPEACTAaBIISBAT CIICLUAIHO pa3padoTeHa
TabJeTKa, OT KOATO aKTUBHOTO BEILIECTBO CE OCBOOOKIaBa MOCTEIIEHHO CJIE/ MOTIbIAaHe Ha
tabnerkara. Yactu ot TabneTkaTta € Bb3MOKHO HHIMIEHTHO Ja ObJIaT U3XOACHHU U J]a C€ BUIAT BbB
(dexanuuTe (M3NPXKHEHUSITA) U MOTAT J1a U3TJISKAAT KaTo ueiu tabierku. Mudopmupaiire Bamms
JIeKap aKo B M3NPAKHEHUSTA CH 3a0€JIeKUTE YacTH OT TabJICTKH.

Jleua u roHomu
He ce npenopsusa ynorpedara Ha MIRAPEXIN npu nena u ronommm nof 18 ronuHu.

HApyrn aexapcrea 1 MIRAPEXIN
Undopmupaiite Bamus nexap unu gpapmaiesT, ako mpueMaTe, HaCKOpo CTe MpUeMalli HITH €
BB3MOXKHO J1a IPUEMETE IPYTH JieKapcTBa. ToBa BKIIIOUBA JIEKAPCTBEHH MTPOAYKTH, OMIKOBU

JICKAapCTBa, JeueOHU XpaHu Uiin ,[[06aBKI/I, KOHMTO CTC IMOJIYIWIN 0e3 peneira.

Tpsa6Ba na nzosraate npuema Ha MIRAPEXIN eqHOBpeMEHHO ¢ aHTUIICUXOTHYHH JIEKapCTBa.
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bbaere BHMMaTeNnHH, aKo IPUEMATE CIETHUTE JEKapCTBa:

- IUMETH/IMH (32 JISYCHHE Ha MOBHUILIEHA CTOMAIIIHA KUCEIMHHOCT U CTOMAILHHU 53BN )

- aMaHTaJIrH (KOETO MOXKe 1a ObAe M3MO0I3BaHO 3a JieueHue Ha [lapkuHcoHOBa OoJiecT)

- MEKCHJIETHH (3a JIeYeHHEe Ha HapyLIeH ChbPACYECH PUTHM, ChCTOSHIE U3BECTHO KaTO
BEHTPHUKYJIapHa apUTMHUSI)

- 3UJOBYAMH (KOETO MOKe /1a Ob/ie M3MOI3BAHO 3a JICUCHUE Ha CHHIIPOM Ha MpuaoOuTara
umyHHa HepoctaTbuHocT (CIIMH), 3a6onsBane Ha MMyHHaTa cUCTEMa Ha YOBEKA)

- LUCIIJIATHH (32 JICYEHUE HA Pa3IMYHH BUAOBE PaK)

- XHHUH (KOETO MO>Ke /1a Objie U3MO0I3BaHO 32 MPEeI0TBpaTsABaHe HA 00JIE3HEHN, HOIIHU KpaMITH
Ha KpakaTa U 3a JIeUeHHe 3a ONpeeieH BU Malapus, H3BECTHA KaTo Manapus danuunapym
(3moKkauecTBeHa Manapus)

- NpoKanHaMUJ (3a JieueHHe Ha ChbpACYHA apUTMHUS)

AKo npueMare JIeBo101a, MPEMOPbUYUTENHO € 1a C€ HaMalli J103aTa Ha JIEBOJOIA, KOTaTo 3alo4BaTe
neuenue ¢ MIRAPEXIN.

bpaere BHMMaTETHH, aKO IpUEMAaTe KaKBUTO U Ja € JIEKapcTBa, KOUTO Bu neiicTBaT ycnokosBamio
(umaTt cegatuBeH e(eKkT) WM ako nuere aakoxoi. B Te3u cimyuan MIRAPEXIN moxke na nmosnusie
Bammre ciocodHoCTH 32 modupane u padoTa ¢ MalluHH.

MIRAPEXIN ¢ xpaHa, HAIUTKH H AJTKOXO0J
Tps0Ba na ObaeTe NpeAna3IuBy, KOraTo MUeTe aIKOXOoJ o BpeMme Ha jieueHneto ¢ MIRAPEXIN.
MIRAPEXIN moxe na 0bae mpuemMan cbe Win 06e3 XpaHa.

BpemeHHOCT M KbpMeHe

AKo cTe OpeMeHHa WK KbPMHTE, CMATaTe, Y€ MOXKE /1a CTe OpeMeHHa WM TUIaHUpaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap nim ¢papmanest, npeau ynorpebdara Ha ToBa JiekapcTBo. Bammst
nekap e oochau ¢ Bac ganm Tpsa6Ba na npoawswkure aa npuemare MIRAPEXIN.

EdexrsT Ha MIRAPEXIN BBpXy HepoaeHOTO neTe He e u3BecteH. [lopanu ToBa, He npuemaiite
MIRAPEXIN, ako cre OpeMeHHa, OCBEH KoraTto Bammsr nekap Bu € Ka3ajl 1a ro paBuTe.

MIRAPEXIN He Tps6Ba na ce npuema B nepuona Ha kbpmeHe. MIRAPEXIN mozke na Hamanu
KOJIMYECTBOTO Ha OTJesIeHaTa KbpMa. ChIIl0 Taka MOXKE Ja IPEMHUHE B KbpPMaTa U J1a TIOBJIUSE HA
Bamero gere. Axo e Heooxoaumo siederne ¢ MIRAPEXIN, kbpmeHeTo TpsiOBa a ce cripe.

[TocwBeTBaiite ce ¢ Bamms jgexkap uin papManeBT peau ynotpedara Ha KOETO U J1a € JIEKapCTBO.
lo¢upane u padora ¢ MalIUHU

MIRAPEXIN moxe &1a mpean3BUKa XaTrolUHAINY (BYDKIaHe, YyBaHE WM ycellaHe Ha Hella, KOUTO
He ca TaM). AKO TOBa ce CIIy4H, He Iodupaiite Ui He paboTeTe ¢ MalluHH.

MIRAPEXIN ce cBbp3Ba CbC CHbHIMBOCT M €MU30/I1 Ha BHE3AITHO 3aCHHBAaHE, OCOOCHO NPH MaUEHTH
¢ IlapkunconoBa Oomect. Ako mpu Bac ce mosBsiBar Te3n HeXelaHW peakuuu, He TpsOBa na
modupaiite wim na padorere ¢ mamuHy. TpsaOBa xa unPopmupare Bamms nexap, ako ToBa ce CIy4H.

3.  Kak na npuemare MIRAPEXIN

Bunaru HpHCMaﬁTC TOBa JICKAPCTBO TOYHO KAaKTO Bu e xazan Bammsr JICKap. Axo He cTe CUTYPHHU B
HEIIO, nonuraiTe Bamms JICKap. Bammsar JICKap mie Bu nmoceBerBa 3a MIPpaBUIIHOTO JO3UPAHC.

ITpuemaiite MIRAPEXIN Tabierku ¢ yIbJIKEHO 0CBOOOX/IaBaHE CaMO BEHBK JJTHEBHO M BCEKH JIEH
MPHUOIM3UTEITHO MO €THO U CHIIO BPEME.

MIRAPEXIN moxe na 0b11e mpreMan cbe win 06e3 xpaHa. [lornbiaiite TabieTkuTe ey ¢ BoJa.
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TabaeTkure ¢ YABILKECHO OCB060)K,Z[aBaHe HC

TpsI0Ba J1a ce IbBYAT, ST HA YaCTH HIIH Q @
pasrpoiaBar. AKo ro HanpaBure, Bue moxe 1a

HpUeMeTe MO-ToJIsiMa 103a, Thi KaTo

JIEKapCcTBOTO MOJXKE J1a ce 0cBoOO0 I BB Barero @
TSJIO TBBPAE OBP30.

OobwnyaiinaTa AHEBHA J103a Ipe3 bpBaTa cenmuia e 0,26 mg npamunekcod. [lozara e 0bae
yBeJIUYaBaHa Ha BCEKU 5-7 IHU, KaKTO € Ipenopbyano ot Bamms nekap, gokato cuMmntoMu Bu 6paar
OBIIA/IIHU (MTOJABPIKAILA 103).

Cxema Ha no3upane Ha MIRAPEXIN tabneTku ¢ yabkeHO 0cBOOOK/IaBaHe Ype3 NOBUIIaBaHE Ha
JO3HTE

CenMura JlHeBHa mo3a Bpoii Tabnetn
(mg)
1 0,26 Enna tabnetka ¢ ynsmkeHo ocBoboxkaaBane MIRAPEXIN 0,26 mg
0,52 Enna tabnetka ¢ ynbmkeHo ocBoboxkaaBane MIRAPEXIN 0,52 mg
N
JBe Tabnetku ¢ yapmkeno ocsoboxnaBane MIRAPEXIN 0,26 mg.
3 1,05 Enna tabnetka ¢ ynpmkeHo ocBoboxkaaBane MIRAPEXIN 1,05 mg
N
[Be Tabnetku ¢ yapmkeno ocBodoxnaBane MIRAPEXIN 0,52 mg
N
Yertnpu TabneTku ¢ yabmkeHo ocBoboxkaaBane MIRAPEXIN 0,26 mg..

Oo6wuuaiinata moaabpxaina go3a e 1,05 mg va nen. Benpeku ToBa, MOXKe Jla ce Hajlara rmo-HaTaThITHO
yBennuaBaHe Ha Bamara no3a. Ako € Heo0xoquMo, Bammar nekap Moxke J1a yBeJIn4H J103aTa
TabIeTKu A0 MakcuMyM 3,15 mg mpamuriekco Ha jeH. ChIo € Bb3MOXKHA MOIIbpIKAIIa /1032 T0-
HUCKa OT e/IHa TabJleTKa ¢ yabmkeHo ocBoboxaaBane MIRAPEXIN 0,26 mg Ha neH.

Tayuenmu ¢ 6v0peuno yspesxcoane

AKko nMaTte yBpexJaaHe Ha 0b0penuTe, BamusaT nekap moxe na Bu npenoprua ga npuemare
oOunuaiiHata HadaimHa 703a oT 0,26 mg TabJIeTKHU ¢ yIBDKEHO 0CBOOOKIaBaHe Mpe3 JIeH Mpe3 IIbpBaTa
cenmuna. Cien ToBa Bammsar iekap Moske J1a yBEJIMUM 4eCTOTaTa Ha MPUEM Ha J103aTa 0 eJHa
TabJeTKa ¢ yAbIKeHO ocBoOoxkAaBaHe oT 0,26 mg Bceku 1eH. AKO € HEOOXOMMO JTOITbJIHUTETHO
NOBHIIIaBaHE Ha J103aTa, BammsaT nekap Moxe aa s kopurupa ¢ 0,26 mg npaMUIeKCoIL.

AKo nMaTe cepruo3HH OBOpedHH npodiemMu, Moxe Aa € HeoOxoaumo Bammsar nexap na Bu npenacoun
KBM JIPYTO JIEKApCTBO, ChABPKAILO MPaMHUIIEKCONI. AKO TI0 BpeMe Ha JieueHueto, Bammre On0peuHu
npobiemu ce Biomat, Bue TpsOBa aa ce cBbpxeTe ¢ Bamms nekap, KOJIKOTO € Bb3MOKHO HO-CKOPO.

Axo npemunasame om aeuerue ¢ MIRAPEXIN (c ne3abasno oceobodicoasane) mabiemku
Bamust nekap me onpenenu nozara MIRAPEXIN TabneTku ¢ yabkeHO 0CBOOOXKIaBaHe Ha Oa3aTa
Ha no3ata MIRAPEXIN (c He3a0aBHO 0cBOOOX/1aBaHE) TAOJIETKH, KOSTO IIpUEMaTe.

[Tpuemere MIRAPEXIN (c He3abaBHO 0CBOOOXKAaBaHe) Ta0IETKH, KAKTO OOMKHOBEHO, TIPEAN JICHS
Ha rpoMsiHata Ha JiedueHueto. Cien roBa npuemere MIRAPEXIN tabneTku ¢ yabmKeHO
0cBOOOKIaBaHe Ha clieBallaTa cyTpuH 1 He npuemaiite mosedye MIRAPEXIN (c HezabaBHO
0cBoOOXKJaBaHe) TAOIETKH.

AKo cTe puesau nopeve ot Heodxoaumara n103a MIRAPEXIN
AKO CIy4aliHO IPUEMETEe TBBPJIE MHOTO Ta0JIEeTKH
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- TpsiOBa He3a0aBHO J1a ce CBbpKeTe ¢ Bamus iekap wim 1a oTuaeTe 10 Hai-OJdu3KUs LEHTHP 32
CIEIIHa TOMOILI, 33 a NOTHPCUTE CHBET.

- MoOrar Ja ce MOSIBST rajieHe, 0e3MOKONCTBO MIIH HAKOS OT HEXKEIaHUTE PEaKLnH, KOUTO ca
OMUCaHU B TOUKA 4 (Bwv3MOdCHU Hedcenanu peakyuu).

AKko cte nponycHaau na npuemere MIRAPEXIN

Ako cte nporrycHanu j1a npuemere 1o3a MIRAPEXIN, Ho cu cnioMHuTe B pamkuTe 10 12 yaca ot
00MUYalfHOTO BpeMe 3a IpHUeM, B3eMeTe TabjeTkara ci He3a0aBHO M IpUEMETe ClieABaliara B
o0nuaitHOTO BpeMe. AKO cTe 3a0paBWiIK U ca M3MHHAIHN TIOBeYe OT 24 yaca, caMo pueMeTe
cleBaliara eIMHIYHA 71032 B 00MYaifHOTO BpeMe.

He B3emaliTe n1BoiiHa 103a, 32 Ja KOMIIEHCUpATE MPOIycHAaTaTa 103a.

Ako cte cipesin mpuema Ha MIRAPEXIN

He cniupaiite npuema nHa MIRAPEXIN, 6e3 mbpBo fa ce koHCyATHparte ¢ Bamms nekap. Axo TpssOBa
Jla cIIpeTe MpHeMa Ha TOBa JIEKapcTBO, BamuaT nekap 1ie Hamanu 103aTa MOCTENeHHo. ToBa
MOHWKaBa PUCKa OT BIIOIIABaHE Ha CUMIITOMHUTE.

Axo nmate IlapkuHcoHnoBa OonecT, He TpsaOBa BHe3aHO aa cnupare jeueHnero ¢ MIRAPEXIN.
BresanHoTO cnimpaHe MoKe /1a € IPUYHHA 13 Pa3BUETE ChCTOSHNE, HAPEUEHO HEBPOJIENTHUEH
MaJINTHEH CHHAPOM, KOETO MOKE /1a IIPEJICTaBIIABA 3HAUYUTENIEH PUCK 32 3/IpaBeTo. CUMITOMUTE
BKJIIOYBAT:

- akuHe3us (3aryba Ha MyCKyJTHa MOJBHXKHOCT)

- CKOBAaHU MYCKYJIH

- Tpecka

- HECTaOMIIHO KPBBHO HaJsiTaHe

- Taxukapaus (yCKopeHa chbpJeyHa YecToTa)

- CBCTOSIHUE Ha OOBPKBaHE

- MOHM)KEHO HUBO Ha Ch3HaHUE (KoMa)

AKO MMaTe HSKAKBHU JOIBIHUTENHN BBIPOCH, CBEP3aHHU C YIOTpedaTa Ha TOBa JIEKapCTBO, MONHTalTe
Bamms nekap niu papMarnesr.

4.  Bb3MOKHM HexKeJTAHU PeaKIHH

KaxTo Bcuuku JiekapcTBa, TOBa JIEKAPCTBO MOXKE J1a IIPEN3BHKA HEXEAaHU PEakLiH, BHIIPEKH Y€ HE

BCCKM I' [10JTy4aBa.
O].[eHKaTa Ha TE3U HCXKCIJIAaHU PCAKIUU € 6a3HpaHa Ha CJIICAHUTC YCCTOTHU KAaTCTrOPUH:

Mpmuoro uectu: Morar fia 3acersat nosede ot 1 Ha 10 gyrmm

Yectu: Morar na 3acersat a0 1 va 10 mymm

Heuecru: morar naa 3acersar a0 1 Ha 100 gymm

Penxu: morar jaa 3acerrar o 1 va 1 000 xymm

MHOro0 peaKu: morar jaa 3acersar g0 1 #a 10 000 gymm

C HensBecTHa OT HAJIMYHUTE JIaHHU HE MOJKe Jia O'bJIe HalpaBeHa OleHKa
YEeCTOTa!

IIpu Bac Moxe Jia ce oSBT CIEAHUTE HEXKENaHU PEeaKIUu:

MHoro 4yecTH:

- MUCKUHE3Ws (HeoOnJyaitHu, HEBOJIEBH IBIDKEHUS HA KPAHHUITNTE)
- CHHJIBOCT

- 3aMassHOCT

- rajieHe
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Yectn:

MOPYB 32 HEOOMYAWHO MOBECHUE

XaITIOIMHAIMY (BIDKIAHE, YyBaHE WM yCelllaHe Ha Hellla, KOUTO He ¢a TaM)
ChCTOSIHHE Ha OOBPKBaHE

yMopa

Oe3chHHE (MHCOMHUS)

3apHKKa HAa TEYHOCTH, OOMKHOBEHO B JIOJHUTE KpaitHUIM (iepudepeH 0ToK)
rJ1aBO0OJIHE

XUIMOTOHMS (HUCKO KPHBHO HAJISITAHE)

MAaTOJIOTUYHU CHHUIIA

3areK

3PUTEITHO HAPYIIICHHUE

MOBpPBIAHE

3ary0a Ha TErJio, BKIFOUUTEITHO MOHMKCH alleTUT

HeuecTn:

napaHosi (Hamp. MPeKOMEpPEeH CTpax 3a COOCTBEHOTO 3/IpaBe)
HaJTy THUYaBOCT
NpeKajeHa ChHIIMBOCT Mpe3 JIEHs 1 eMU3041 Ha BHE3AITHO 3aCTIMBaHE
amMHe3us (HapylIeHHe Ha TaMeTTa)
XHUIMEPKUHE3Us (YIECTEHHU IBMKEHUS M HECITIOCOOHOCT 3a YyCTAaHOBSIBAHE B MOKOIA)
MOKaYyBaHe Ha TErJ0TO
AJIEPTUYHU peakuuu (Hamp. oOpHuB, CbpOEXk, peaklui Ha CBPBbUYBCTBUTEITHOCT)
NpUIOIIABAHE
CBbp/ICYHA HEIOCTAThYHOCT (ChPACUHH MPOOIEMH, KOUTO MOXKE Ja IPEIU3BUKAT YUECTEHO
JUILIAHE WIK [T0yBaHe Ha riie3eHure)™
HapylleHa CEeKpelys Ha aHTHIUYPETHIEH XOPMOH*
0E3M0KOHCTBO
JUcTiHes (3aTPyIHEHO IUIIAHE)
XbJIIIaHe
nHeBMOHHA (MH(eKLus Ha OenuTe IpoOoBe)
HECTIOCOOHOCT 3a YCTOsIBaHE Ha MMITyJIca, MOATHKA WM W3KYIIEHHETO Jia C€ U3BbPIIBAT
OTIpeJIeJIeHH JeHCTBUS, KOUTO MOXKE /1a HaBpeasT Ha Bac nim Ha ApyruTe U MOXKe 1a BKIIIOUBAT:
— CHWJIEH UMIYJIC 332 IPEKOMEPEH Xa3apT, HE3aBUCUMO OT 3aHAYMTEIHUTE MOCIEACTBUS 32
Bac nnu cemeiictBoro Bu.
— TPOMEHEH WJIM MOBUIICH CEKCyalleH HHTEPEC U TIOBEICHUE, KOETO € OT ChIIECTBEHO
3HaveHue 3a Bac uinu qpyrute, HanprMep HOBUIIEHO CEKCYAIHO KEJIaHHe.
— HEKOHTPOJHUPYEMO MIPEKOMEPHO Ma3apyBaHe WM XapueHe
— mpesbknaHe (M3sHKJaHe Ha FOJIeMHU KOJMUYECTBa XpaHa 3a KpaThK MEPHOJ OT BPEME) WIIH
KOMITYJICUBHO TIpesDKIaHe (M3sDKAaHe Ha TIOBeYe XpaHa OT OOMKHOBEHO MJIM MTOBEYE
OTKOJIKOTO € He0OX0IUMO 32 Jia 3a/I0BOJIUTE Tiaja cu)™*

— JACJIIMPpUyM (0TCJ'Ia6BaHC Ha MHCTHUHKTA 3a CaMOCBHXPaHCHUC, 06’praHOCT, 3ary6a Ha yCCIIlaHC 3a

peasHoCT)

Penkmn:

MaHHUs (TPEBOKHOCT, YyBCTBO Ha BHOIYIIEBIICHHE WM MPEBH30y1a)

C Heu3BeCTHA YeCcTOoTAa:

Crnen cnupane unu HamansiBane Ha npuema Ha MIRAPEXIN: Moxe 1a Bb3HUKHAT JEIpecHs,
anaTwsi, 0€3MOKOKNCTBO, yMOPa, U3IOTSIBaHE WK 00JKa (HApEUYeHO CUHIPOM Ha OTHEMaHe Ha
JIOTIaMUHOB aroHucT i DAWS).
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HNndopmupaiite Bamms jgexkap, ako yceTHuTe HAKOE OT Te3H ChCTOSIHUSA; TOH 1ie 00CHAN HAYNHHA
3a oBJajJsiBaHe WM HAMAJSIBAHE HA CHMIITOMHTE

3a HEeXKCIaHUTE pCaKkuun, O3HAUYCHU C * MNPCHU3HO OMPEACTIAHEC Ha YE€CTOTAaTa € HEBB3MOXKHO, Thi KaTo
TC3U HCIKCJIAHU PCAKIINU HE Ca Ha6J'IIOZ[aBaHI/I 10 BPpEMC Ha KIIMHUYHUTC MIPOYIBAHUA HA 2762
MalCHTU JICKYBAaHU C IPAMHUIICKCOJI. prnaTa Ha 4€CTOTAaTa BEPOATHO HC € MMOBCYUC OT ,,He‘IeCTI/I”.

Cpo01aBaHe Ha HE:KeJIAHHU PeaKkuuu

AKO TIOJTyunTe HAKaKBU HE)KETAHU JICKAPCTBEHU peakiluy, yBeroMeTe Bamms nekap wim dapmanesT.
ToBa BKJIIOUBA BCUUKHU BH3MOXHU, HEOIUCAHU B Ta3H JIMCTOBKA HEKEJIAHU peakuu. MoxeTe ChIo
Jla ChOOIIUTE HEeXEllaHU PEeaKliy JUPEKTHO Ype3 HAIMOHAIHATA CUCTeMa 33 ChOOIaBaHe, IIOCOYeHA B
[punoxkenue V. Karo cho0maBaTe HexelnaH! peakiuy, MOXKETe J1a 1aJIeTe CBOS IIPUHOC 32
MoJTyYaBaHe Ha MOoBeYe MHPOPMAIIHs OTHOCHO O€30MMacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cexpansiBate MIRAPEXIN
[la ce cpxpaHsBa Ha MACTO, HEIOCTBITHO 3a Jela.

He u3non3Baiite ToBa JICKApCTBO CJie] CpOKa Ha TOJHOCT, oTOens13aH BBPXY KapTOHCHATA OIIAKOBKaA
CJICa ,,FO,Z[CH ,Z[OI”. CpOK’BT Ha rOJAHOCT OTroBaps Ha MOCICAHUSA ACH OT IOCOYCHUS MCCCII.

I[a CC CbXpaHsABAa B OpUI'MHAJIHATA OIIAKOBKaA, 3a 1a CC MpCAIa3u OT Bjara.
ToBa JICKApCTBO HC M3MCKBA CIICHHUAIIHU YCJIOBUS HAa CbXPAHCHUC.

He H3XBLpHHﬁTe JICKApCTBAaTa B KaHAJIU3alUuATa WA B KOHTefIHepa 3a JOMalllH! OTIIaJbIIH.
Ilonuraiite Bamms (bapMaueBT KakK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEUC HC U3IIOJI3BATC. Te3n
MCPKH 1€ CIIOMOTrHAT 3a OIla3BaHC HA OKOJIHATA Cpeaa.

6. Chabp:kaHne HA ONIAKOBKATa U AONBbJHATEHA HH(pOPMAIHA
Kakso cpabp:xa MIRAPEXIN
AKTHBHOTO BEIIECTBO €: IPaMUIIEKCOI.

Bceska Tabnerka cpappxa 0,26 mg, 0,52 mg, 1,05 mg, 1, 57 mg, 2,1 mg, 2, 62 mg niu 3,15 mg
npamuriekcon mox ¢popmara va 0,375 mg, 0,75 mg, 1,5 mg, 2, 25 mg, 3 mg, 3, 75 mg wiu 4,5 mg
MPaMUIIEKCOI TUXUAPOXIOPUT MOHOXUAPAT, CHOTBETHO.

Hpyrurte cberaBku ca: xunpomenosa 2208, napeBuuHo HuIecte, kapoomep 941, konouzaeH, 6e3BoeH
CWJINLIMEB AUOKCH]], MarHE3NUeB cTeapar.

Kak m3rne:xna MIRAPEXIN u kakBo chbABpIKa ONMAKOBKATA

MIRAPEXIN 0,26 mg u 0,52 mg TabiaeTku ¢ yABIKEHO OCBOOOXK1aBaHe ca Oesn 10 MoUuTH Oenu ¢
KpbIiia popMa, CbC CKOCEHH PHOOBE.

MIRAPEXIN 1,05 mg, 1,57 mg, 2,1 mg 2,62 mg u 3,15 mg TableTKu ¢ yABIHKEHO 0CBOOOXKIaBaHEe ca
0enu 10 moutu Oenu ¢ enuncoBugHa hopma.

Benuku tabnetku umart BAab0HAT, penedeH Ko Ha cuMBoiia Ha koMmnaHusita Boehringer Ingelheim n
kogosete P1, P2, P3, P12, P4, P13, unu P5 ot npyrata cTpaHa, moka3Ballli KOHIIEHTpalUsATa Ha
aKTHUBHOTO BeulecTBO cboTBeTHO 0,26 mg, 0,52 mg, 1,05 mg, 1,57 mg, 2,1 mg, 2,62 mg u 3,15.

Benuku konuentpanun Ha MIRAPEXIN ce npeanaraT B amyMHUHUEBH OJIMCTEPHM JIEHTH OT 10
TabJIETKH B JICHTA, TIOCTABEHU B KAPTOHEHU KyTUH, chabpxama 1, 3 unn 10 6nuctepau ientu (10, 30
wim 100 TabieTku ¢ yIbIKEHO 0CBOOOX/1aBaHe).
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He Bcuuku BHIOBE ONAKOBKM MOTAT Jia ObJIaT ITyCHATH B POJaxoa.
IIpuTe:xaTes Ha pa3pelleHUETO 32 yOTpeda

Boehringer Ingelheim International GmbH

D-55216 Ingelheim am Rhein

I'epmanus

IIpounsBoauTen

Boehringer Ingelheim Pharma GmbH & Co. KG

D-55216 Ingelheim am Rhein
I'epmanus
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3a JOIIBJIHUTCIIHA I/IH(bOpMaLII/ISI OTHOCHO TOBa JICKAPCTBO, MOJISA CBBPIKETC CC C JIOKAJIIHUA
NpEACTABUTCII HAa NPUTECKATCIIA HA pa3pCHICHUCTO 3a yHOTp€6aI

Belgié/Belgique/Belgien
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Bwarapus

Bropunrep Unrenxaiim PLIB I'm6X u Ko KI' -
KJI0H bpnrapus

Ten: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Danmark A/S
TIf: +45 39 15 88 88

Deutschland

BIOTHERAX biochemisch-pharmazeutische
Gesellschaft mbH

Tel: +49 (0) 800 77 90 900

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

EAlLada
Boehringer Ingelheim Ellas A.E.
TnA: +30 2 10 89 06 300

Espaiia
Boehringer Ingelheim Espana, S.A.
Tel: +34 93 404 51 00

France
Boehringer Ingelheim France S.A.S.
Tél: +33 3 26 50 45 33

Hrvatska
Boehringer Ingelheim Zagreb d.o.o.
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Tel.: +370 37 473922

Luxembourg/Luxemburg
SCS Boehringer Ingelheim Comm.V
Tel/Tel: 4322773 33 11

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelepe

Tel.: +36 1 299 8900

Malta
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620

Nederland
Boehringer Ingelheim b.v.
Tel: +31 (0) 800 22 55 889

Norge
Boehringer Ingelheim Norway KS
TIf: +47 66 76 13 00

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80 105-0

Polska
Boehringer Ingelheim Sp.zo.o.
Tel.: +48 22 699 0 699

Portugal
Boehringer Ingelheim, Unipessoal, Lda.
Tel: +351 21 313 53 00

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 2800

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG,
Podruznica Ljubljana

Tel: +386 1 586 40 00



Island
Vistor hf.
Simi: +354 535 7000

Italia
Boehringer Ingelheim Italia S.p.A.
Tel: +39 02 5355 1

Kvnpog
Boehringer Ingelheim Ellas A.E.
TnA: +30 2 10 89 06 300

Latvija
Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filialeTel: +371 67 240 011

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG,
organizacna zlozka

Tel: +421 2 5810 1211

Suomi/Finland
Boehringer Ingelheim Finland Ky
Puh/Tel: +358 10 3102 800

Sverige
Boehringer Ingelheim AB
Tel: +46 8 721 21 00

United Kingdom
Boehringer Ingelheim Ltd.
Tel: +44 1344 424 600

I[aTa Ha MOCJECIHO NMpepasriiekaane Ha JUCTOBKaTa

Ho;[p06Ha I/IH(l)OpMaLII/IH 34 TOBa JICKAPCTBO € IPEAOCTAaBCHA Ha ye6caﬁTa Ha EBpOHCﬁCKaTa arcHuus

1o JIeKapcTBara http://www.ema.europa.eu.
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