IlvicToBKa 32 NauneHTa

MIRAPEXIN® 0,25 mg [ _ WA

MUPAMEKCUH 0,25 mg OQLOBPEHOI
Pramipexole OATA ..24.20. 8 %

Mons, npoyememe eHUMamesIHO Hacmosiujama Jucinoeka ripedu Ga 3afnoyHenie
rnpuemMaHenio Ha oea fIeKapcniso.

Banaseme ma3u nucmoska. Moxe da umame Hyx0a Ja A npoyemerme oInmHoso0.

Ako umame JonwJIHUMENHU 6BAPOCU, MOoMs, obwpHeme ce KbM Bawwus nexap uiu
chapmayeam.

Tosa riekapcmeo e npednucaHo cneyuanto 3a Bac u He mpsibea 8a 20 Gaeame Ha Opyau
xopa. Tosa mMoxe da um Haspedu, dopu aKo umam cblUme ofijlakeaHus kamo Bac.

Kakeo cbatpxa Tasyu AMCTOBKA:

Kakeo npencraensea MIRAPEXIN Ta@rietku ot 0,25 mg 1 3a KaKBO ce 13nornssa
Kakso Tpsibea ga anaete ripean aa wsnonssate MIRAPEXIN

Kak aa saumate MIRAPEXIN

Bb3aMoxHN HeXenaHu peakuum

Kak fa cexpaHsasare MIRAPEXIN

Hpyra nHdopmarus
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MIRAPEXIN (pramipexole) 0,25 mg tabneTiu

JlexapcTBeHoTo BeltecTeo B MIRAPEXIN e pramipexole /npamunexcon/ 0,18 mg (fioq
dhopmata Ha Gasa, cboTeeTeTRawWa Ha 0,25 mg pramipexole nog dopmaTta Ha con).
lipyruTe CbCTaBKW Ca MaHWUTOf, UapesuMyHo HuecTe, GesBofieH CUNMULMEB [MOKCMA,
NMOBMAOH U MarHesnes creapar.

[Tonrexaten Ha paspelleHneTo 3a ynotpeba:
Boehringer Ingelheim International GmbH

D-55216 Ingelheim am Rhein
Germany

MpownssonnTen:

Boehringer Ingelheim Pharma GmbH & Co. KG
D-55216 Ingelheim am Rhein

Germany

niu

Pfizer Manufacturing Belgium N.V./S.A.
Rijksweg 12, 2870 Puurs

Belgium

KakBo nrpeactaBnsisA MUPAMEKCWMH TAEBnETKM OT 0,25 MG U 3A KAKBO CE
N3MON3BA

BaweTo nekapcreo ce kassa MIRAPEXIN 0,25 mg. Beska TabrneTka cbabpxa 0,18 mg
pramipexole 6asa (toBa € ekeuBaneHTHO Ha 0,25 mg of conta  pramipexole
dihydrochloride monohydrate kaTo nekapcTeeHO BetlecTBO.

MIRAPEXIN 0,25 mg ce npegnara nog copmarta Ha brnucTepyn, ROCTaBeHn B KapTOHEHa
kyTuA, ceabpkatla 30 vnm 100 TabneTin.

MIRAPEXIN ce oTHacs xem rpyna nekapcTBa, HapevyeHu AonaMuHOBW arOHUCTW, KOWUTO
CTUMYNNPAT AONaMUHOBUTE PELENTOPU B MO3bKa,

MIRAPEXIN Tabnetn ot 0,25 mg ce B3MMaT OT NauMeHTUTe 3a fie4eHne Ha npusHalute
cUMNTOMUTE Ha wanonatuyHa MapkuHcoHosa BoNect, CamocToATENHO Uit B KomMOuHaums
C NeKkapCcTBOTO JIEBORONA. T
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KAKBO TPSIEBA [1A 3HAETE NPEQM [iA M3MON3BATE MIRAPEXIN /7~ RO



He Tpsatea ga npuemate MIRAPEXIN, ako:
¢ UMaTe CBPBXUYBCTBUTENHOCT (aneprusi) KeM  FIEKAPCTBEHOTO  BELUECTBO
pramipexole unn KbM HAKOA OT gpyrTe cbeTaskn Ha MIRAPEXIN.

OOwpHeTe clieluManHo BHUMaHnue Ha Bamus rekap:
+ aKo cTe BpemerHa, naaHuparte aa sabpemeHeete Unu KbpMUTE.
+ ako umate HamaneHa OnLOpeqHa cyHkuma. B Tosu criydad sBepositHo e Bu e
Heobxoauma no-Hucka nosa MIRAPEXIN.
+ aKo umaTte cbpaevHo 3abonsieane. B Toan cnyyall e Heobxogumo peoBHO
KOHTpONUpaHe Ha KpbBHOTO BW HansiraHe, ocobeHo npu 3ano4BaHe Ha nevyeHneTo.

BrfieTe ocobeHo BHUMATESHN, KoraTto wodmparte unu paboTute ¢ MawmHn o BpeMe Ha
neuenne ¢ MIRAPEXIN. Bwagbpxaiite ce oT wodnpane U paboTa ¢ Maluwku U ce
cBbpxeTe ¢ Bawms nekap, ako noqysBcTBaTE NpekaneHa CbHNMBOCT Wi JOopu 3acnute
BHE3anHo.

[penopbyBa Ce peAOBHO Aa npasuTe oYHK fipernean u ocobeHo, ako ce NoasaT npobnemu
CHC 3pEHUETO.

XpaHa ¥ HannTKn
MIRAPEXIN moxe ga 6vge npueman ¢ unu 6es xpaxa. Tpsbsa ga npvemare tabnetkure
¢ BOAa.

bpemeHHOCT

TocbBeTBalTe ce ¢ Bawms nekap wnu hapmalesT, ako cTe BpeMeHHa unu risfiaHupate fa
sabpemeneete. Edexture Ha MIRAPEXIN sbpxy GpemeHHOCTTa M HEPOAEHOTO OETE €4
HewzeecTHn, nopapu kKoeto MIRAPEXIN TtpsiGea ma ce usnosisea no Bpeme Ha
GpeMeHHOCT, caMo KOraTo nonsarta HafBULLEBa Bb3MOXHUA PUCK 3a Bawerto HepopeHo
nete.

Ktpmene

MIRAPEXIN ne ce npenopbuBa ripy KbpMEHE, 3allOTO TOA Hail-BEPOATHO LU NOTUCHE
OTAENIAHETO Ha KbpMa N HeroBuTe ehEKT BbPXY HOBOPOAEHOTO HE Ca W3BECTHU. AKO €
Heobxogumo neuenne ¢ MIRAPEXIN, kepmeneto Tpabea aa ce crnipe.

Wodupare u padota c martmBem

MIRAPEXIN mosxe fga npeavssuka xanoumHalunm N CbHAUBOGT.

MIRAPEXIN moxe Aga npefussuKa npekarieHa ChHIMBOCT WY BHE3anHO 3acnusaHe.
flokato Teau MOBTapsluM ce enu3oan W ChHMMBOCT HEe Wn34esHar, Tpabea fpa ce
Bb3GbPXKaTE fAa wodupaTe WM ga MsBbplBaTe Apyra AEWHOCT, PN KOSATO HapylleHaTta
BAUTEnHOCT MoXXe Aa Uanoxu Bac uri OKOSIHUTE Ha PUCK OT CEPMOSHK HapaHseaHus unu
cMBPT (Kato Hanpumep pabota ¢ MallnHu).

Opyrute nekapctea 1 MIRAPEXIN

Mons, ysegomere Baums nexap wnu GapmauesT 33 BCUYKK APYrM NeKapcTsa, KOUTo
Apuemare UnW cTe npremaiit Hackopo- Bopy NekapcTeara, KoUTo camu cTe cu kynuni 6e3
peuenTa.

Moxke ga e HeoBxoaumo kopurupadHe Ha posata Ha MIRAPEXIN, ako nipuemare unu
HaCKOpO CTe Mpuemasi LpYFU JiekapcTBa 1 Mo-Cneunanto TaknBa, KOUTO BRAUAAT BbpXY
6bbpeuHaTa dyHKUMS UMY ce OTCTpaHsBaT npes 6ubpeunte (Hanp. yumemuduH), apyr
FiekapeTBa 3a fievenne Ha lNapkuHcoxoBa GonecT (Hamp. amaHmadur), nekapcTea, KoUTo
MOFaT £a NPUHMHAT CRHIMBOCT UNKY npy yroTpeba Ha ankoxon.

KAK 0A BEBUMATE BALLETO NEKAPCTBO Lo
3 ,,f:;r' W ~ ‘: 7
Bunaru npuemaiite MIRAPEXIN Touyno Kakto e npenopsyas Bauwms - fnekap.

lNMoceeeTBaiTe ce ¢ Bawma nexap nnu dapmaliesT, ako ce qyacrsa‘t;e HecmrypHm Y
[MorbnHeTe TabneTkUTe G Yallia Boga. }; fr




B Hauanoto Ha neyeHUeTo BEpPOsATHO MWNie 3aMOo4HETE C OKOJI0 MONoBUH TabneTtka
MIRAPEXIN ot 0,25 mg (Tora e npubnusurenHo 0,125 mg pramipexole con) Tpy AbTH
aHesHo. Taka obwara posa 3a jeHs crasa 0,375 mg pramipexole con. Crieq ToBa
AHeBHaTa fio3a wie ObAe yBenmuaBaHa NocTeneHHo Ha Boekun 5-7 HKW, A0KaTo ce fJOCTUIHE
Hal-noaoxoaswara 3a Bac (nogavpxalya) fosa.

O6uyaiHaTa noppbpxama fosa e no gee tabnetkw MIRAPEXIN ot 0,25 mg Tpu mbu
AHeBHo (T.e. oGwa aHeBHa gos3a 1,5 mg pramipexole cor). floagbpxXaitiata fosa obave
Moxe Aa Bapupa ot Tabnetka u nonosuHa MIRAPEXIN ot 0,25 mg (voBa npaeu obila
fHesHa gosa ot 0,375 mg pramipexole con) go 18 ta6netku MIRAPEXIN or 0,25 mg nnn
4 n nonosuHa Tatnetku MIRAPEXIN ot 1 mg (toBa npagu oblya aHeBHa fjo3a oT 4,5 mg
pramipexole cor).

Axo By e npeanvcada no-pasnuuda noaabpXalla fosa, 6posaT Ha TabnetkuTte, KOUTO
npuemaTte Wie e pasnuyeH. [ornegHeTe eTMkeTa Ha NeKapcTBOTO, 3a A ce NofceTuTe
xonxo Tabnetkn TpsiGea Aa B3emeTe. TabneTkute 3a AeHs TpsibBa Aa 6bAaT paspeneHu 3a
TPW ripuUema.

Ako nmate HapyleHa 6bu6pevHa dyHKUWA, Bamat rekap MoXe Ga U3Nonssa No-HUCKa
£03a. B 7031 cnyyvait BEpOATHO LLE B3eMaTe CaMo €AUH UM [Ba MbTY SHEBHO TabneTku.
Ako TpsibBa ga cnpete neKapcTBOTO, fosara e ObAe HamansBaHa MOCTENeHHO B
fpogbIKEHNE Ha HAKONKo avn. KaweTte Ha Bawums nekap wnn gapmadesTt, ako umare
yceiareTo, Ye edextetT Ha MIRAPEXIN Tabnetu ot 0,25 mg e npekaneHo GuneH wnu
npexanexo cnab.

AKo npueMeTe noseye TabReTKHU, OTKOINKOTO TPsibBa

AKko cny4yaliHo mpuemeTe TBbPAE MHoro TabnieTku, TpAbGBa Aa NOTbpcuTe HesabasHo
MEeAMLVHCKA nomoLl, kaTo ce obaauTe Ha Bawua nekap unv bepaa MNMowmowy (tesnedon 150)
unu KaTo oTuaete o Hal-6nuskaTa GonHuia (He wodupaite). BuHarn HoceTe cbe cebe
Cl1 ONaKOBKaTa, HE3aBUCUMO SafK BTPE UMa TabneTkn niin He.

AKo 3abpaeuTe fa Baemete Bawnte Tabnetku MIRAPEXIN
Axo 3abpaBuTe fa B3eMeTe f03a, B3eMeTe g BefHara LWoM ce CETUTE, HO He npuemainte
HaBeRHBbX NOBEYEe OT €OHa 4033,

Edextit npu crinpane ua neuenueto ¢ MIRAPEXIN
BbaMoOXHa € nosiBa Ha BIPMCaHE, PUrMOHOCT, YCKOpeHa CbpAeuHa JefHocT wuhnw
HapyLUeHVe Ha Cb3HaHUETO TiPY BHE3AmNHO cnvpaxe Ha neveHueto ¢ MUPANEKCUH.

BB:3MOXHU HEXENARW PEAKLIMK

Kato Bcako nekapcteo MIRAPEXIN moxe fna mma HexenaHu peakuun. BbamoxHu ca
CIMIEAHATE HEXENaHy peaKkuun: rageHe, 3anek, NPoMeHN B CbHs Unu 6escehne, 3agpbxKa
Ha TE4HOCTW Hafnp. B pbUETEe M KpakaTa (nepuchepeH O0ToK), CLHIMBOCT, BHE3anHO
sacnineaHe Ge3 npegBapwTEsTHO YCellaHe 3a CbHIMBOCT, XanounHaluu (HeHopmarnHu
3pUTENHN (eHoMeHu), NpeKaneHo OoObpKBaHe, AWCKMHESUM (HEHOPManHW HEeBOMeBn
LABWKEHUS), BUEHE Ha CBAT, HapyweHus 6 nubudomo (MosuliagaHe UiU NOHUWKasaHe).
Hpu rnayuenmu, npuemawiu MIRAPEXIN, oco6eHo ene eUcoku dosu, ce crobiiasa
3a [posiea Ha Namofio2uyHa CKIIOHHOCI KM Xasapm.

AKO ce MOABK HAKOS OT Te3W HEXEeNaHW peakumm U T He M34esBa Wi Bu TpeBoXu,
KOHCYrTUpanTe ce ¢ Bawma fiekap.

Mons, yBegomete Balwma nekap vunv drapmauesT, ako sabenexure HexenaHn peakuun,
pasnuuyHK OT CNOMEHaTUTE B Tasy NUCTOBKa.

Kak oA cbxPAHABATE MIRAPEXIN

Ha ce cexpaHaBa Ha MecTa, HELOCTRAHK 32 jela.

He Tps0Ba na nanonseare NpoAyKTa crnel W3TNYaHeTo Ha cpokKa My Ha rop,Hoc:'r Komo e
oTHensA3aH Bbpxy ClakoBKata. - .

Na ce cexpannasa npy Temnepartypa nog 30°C. ia ce cbxpanssa B opmeranHms 6nucrep
W B OpUIMHanNHaTa KapToHeHa anakoska, 3a Aa ce npegnasu ot cae]rnm-la L
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BPYrA MHQOPMALINA

3a BcsKa JonbnHWTENHa UWHopmaums 3a To3W NPOAYKT, morssi, obbpHeTe ce KbM
ToKanHusl NpeacTaBuTEN Ha NpuTexXarens Ha paspelleHneTo 3a ynotpeba.

Jlama Ha nocnedra pedakyus Ha nucmoskama:




