JIMCTOBKA:UH®OPMALIUA 3A IOTPEBUTEJIA

POIMUHUPOJI-YAHNKA®APMA 0,5 mg pUIMHPAHHA TA6IeTKH
POHI/IHI/IPO.JI-‘IAIZIKA(I)APMA 1 mg puamupanu TadjaeTKu
POIIMHUPOJI-HAUKADAPMA 2 mg punimupanu tadjaeTku

ROPINIROLE -TCHAIKAPHARMA 0,5 mg film-coated tablets
ROPINIROLE- TCHAIKAPHARMA 1 mg film-coated tablets
ROPINIROLE- TCHAIKAPHARMA 2 mg film-coated tablets

(PonunopoJi / Ropinorole)

l'[poqueTe Ta3n JIMCTOBKA BHUMATE/IHO, IPEIU A 3aII0OYHETE 1a IpUueMaTe ToBa JEKapCTBO.

- Ilazere Ta3m nmuctoBka! Moske f1a ce HAIOXKH 1A 51 IPOYETETE OTHOBO.

- AKo MMaTe HSKaKBU JAOIBIHUTEHH BBIPOCH, onuTaiTe Bamms nexap uinu hapMarnesr.

- Tosa nekapctBo € mpeanucano JuyHO Ha Bac. He ro mpeorcrrnBaiite Ha apyru xopa. To
MOJKE J]a UM HaBpeIy, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca ChIIUTE KakTo Bammure.

- AKO HSIKOSI OT He)XEJIAaHUTE JICKAPCTBEHHU PEaKIMU CTaHEe CEPUO3HA, WITH 3a0eNIe)KUTE APYTH,
HEOIHMCaHH B Ta3H JIMCTOBKA HEXKEJIaHU PEaklnu, MOJIsl yBeaomere Bamust nexap uinu
(hapmariesr.

B Ta3u aucroBKa:

1. KakBo npezacrasnsBa POITMHUPOJI-YAUKADAPMA u 33 KakBo ce H3I0I3Ba
2. [Ipean na mpuemete POIMTMHUPOJI-YAUKADAPMA

3. Kak na npuemare POITUHUPOJI-YAUKADAPMA

4. Bp3MOXHU HEKEIaHU pPEeaKLnU

5. Cexpanenue Ha POIIUHUPOJI-YAUKA®APMA

6. JomreiHuTeTHA MHPOPMATIHS

1. KAKBO NIPEJICTABJISIBA POIMHUPOJI-YAMKAD®APMA 1 3A KAKBO CE
H3I10JI3BA

Bamrero nekapcetBo ce Hapuua Ponmmaupon-Yaiikadapma u mpeacTaBisiBa GUIMHPAHA Ta0JIETKH C
KpbIia, TBOWHOM3MBbKHANA (hopMma. DuMUpaHuTe TAONETKH ChABPKAT JICKAPCTBEHOTO BEIIECTBO
Ponuuupon nmox ¢popmara Ha POMUHUPOIOB XUAPOXIOPHI.
TabneTkuTe ca pa3mUYHU Ha IBST B 3aBHCUMOCT OT KOHIICHTPAIIUATA Ha JIEKAPCTBEHOTO BEIIECTBO B
TAX:

- xpaTuTe QUIMHUpaHu TableTku chabppxar 0,5 mg Pomuaupon

- 3eneHuTe GUIMUPAHU TaOIeTKH Chabpkat 1,0 mg Pormmanpon

- cBemIopo3oBUTE QUIMUpaHU TabneTku ChIbpkaT 2,0 mg Pormaupon

Ponnuupon-Yaiikadapma npruHaaIeKy KbM IpyIaTa JIEKapcTBa, HAPEUEHU TOIMTAMHUHOBH arOHUCTH.

Pormmnupon-Yaiikadapma ce npuiara 3a JieueHHe Ha JBUTATeIHU paszcTpoiicTa ([lapkuHcOHOBa
6osect). Ponuanposn-Yaiikadapma Moxe aa ce nmpuiara CaMOCTOSTEIHO MM B KOMOMHALUS C APYTO
JIEKapCTBO, M3MOJI3BAaHO 3a JieueHne Ha [lapkuHcoHoBa 6omect — L-Dopa (L-/loma).

B Te3u ciyuaun, Bamms nekap mie HaOnroaBa BHUMATEIHO JieueHHETo Bu.
AKo ce mouyBcTBaTe 37€, JokaTo npuemate Ponmuupon-Yaiikadapma, 00bpHETE ce He3a0aBHO KbM
JeKapsl.



ITo Bpeme Ha nedennero ¢ Ponmmaupon-Yaiikadapma o0bpHETE CIIEITHATHO BHUIMAaHHE TIPH IIodHpaHe
1 paboTa ¢ MamuHU. AKO Ce CITydBa BHE3aITHO J1a 3aCTHTe, O3 IPEIIIeCTBAIIO0 YYBCTBO Ha
CBHJIMBOCT, BeJTHAra ce CBhpikeTe ¢ Bamms jekap.

2. IPEJIA JIA IPUEMETE POIIMHUPOJI-YAKA®APMA

He npuemaiite POIMUHUPOJI-YAUKAPAPMA

- aKo CTe anepruyHu kbM PonmuHupon-YaiikahapMaol Win HIKOM OT OCTAHATUTE ChCTABKH Ha
Ponmanpon-Yaiikadapma;

- aKo cTe OpeMEHHAa, MUCIIHUTE, Y€ MOXKE Ja CTe OpEeMEHHA WJIN aKO KbPMHTE;

- aKO UMaTe CEePUO3HO YEPHOIPOOHO 3a00IsIBaHE

- aKO UMare cepro3Ho ObOpeyUHO 3a00sABaHe

OGbpHeTe CriennaTHO BHHMAaHNUe npH Jedenneto ¢ POMAHUPOJI-YAMKAD®APMA
YBenomere Bamus ekap, npeau Aa 3anovyHeTte npuema Ha Ponunanpon-Yaiikadapma B ciyydaid, ue:
- Bede cre npuemanu Pormaupon-Yaiikadapmaon u cTe ce HOYyBCTBAJIH 3J1e
- HWMaTte ChPICYHOCHIOBH, OLOPEUHU WIIH YSPHOAPOOHH OTIIIaKBAHIS
- CcTpajare WU CTe CTpaJaly OT MCUXUYHM Pa3CTpoicTBa
- HacKoOpoO CTe MpHeMalld WU NpUeMaTe B MOMEHTA IPYTHU JEKapCcTBa, Thil KaTo AEUCTBUETO Ha
Pormmanpon-Yatikadapma Moke 11a ce TIOBIIHsIE OT IPYTUTE JIEKapCTBa.

IIpueM Ha apyru JekapcTBa
Kaxxete Ha Bammst nexap win papmaieBT ako mpuemMare Wid HaCKOpO CTe IpUeMalli IPyTH
JICKapCTBa, BKJIFOYUTEIHO M TAKKMBa, OTIYCKaHU 0€3 perenTa.
YBenomerte nekaps, ye npuemare Pormaupon-Yaiikadapma, B cirydaid 4e BU IPEIIHCBA JICUCHUE C
KOETO U JIa € JIPYTOo JIEKapCTRO.

- mUnpoQIIOKCAIHH — aHTHOUOTHK

- CHOKCAaIlMH — aHTHOUOTHK

- (hayBOKCaMHUH — JIEKapCTBO 3a JICUCHHUE Ha JIENIPecHus

- Teo(WJIMH — JIEKapCTBO 3a JIEYCHHNE Ha acTMa

- XOPMOH-3aMECTHUTEJIHA TepPaIus

- AHTWIICUXOTHYHU JICKAPCTBA U JPYTHU JICKAPCTBA, KOUTO OJIOKUPAT MEIUATOPa JIOTIAMUH B

MO3bKa — CYJIHPHUI, METOKIOTIPAMHU/I.

B ciyuaif ye 3anouHeTe Aa MyIIUTe WM OTKaXXeTe [IUrapyure, Kakere Ha Bamms nekap, 3a 1a Moxe 1a
Kkopurupa go3ara Porrmaupon-Yaiikadapma.

Ynorpeda na Ponmunupos-Yaiikadapma ¢ Xxpanu 1 HAMUTKA
[Mpuemanero Ha Porimuauposn-Yatikadapma ¢ xpaHata MoKe Jia HAaMalld 9yBCTBOTO Ha TaJicHe, KOSTO €
XapaKTepHa He)KeJlaHa PeaKIlis MPH HAKOW MaIeHTH.

BpemeHHOCT U KbpMeHe

bpemennocm

ITochBeTBaliTe ce ¢ Bammst mekap mpenn ynorpedara Ha KOSTO U Ja € JIEKapCTBO.

He e npenoppsunrenta ynorpebdara Ha Ponuauposn-Yaiikadapma 1o BpeMe Ha OpeMEHHOCT.
Ponmanpon-Yaiikagapma Moxe J1a ce U3MoN3Ba OT OpEeMEeHHH JKeHHU, CaMO aKo JIeKaps IpeleHH ue
T0JI13aTa IIIe € Mo-ToJisiMa OT Bpeaara BEpXy HepoJeHoTo Aere. Kaxkere BenHara Ha Bamms nexap ako
cTe OpeMeHHa, UMaTe ChMHEHHE Ye CTe WM Bb3HaMmepsBaTe 1a 3abpemeHeere. Bamusa nexap me Bu
MOCHBETBA 1a IpeKbCcHETE Tepanusara ¢ Ponnaupon-Yaiikapapma.

Kvpmene

Kaxere na Bamus nexap ako KbpMHUTE WIM Bb3HaAMepsBaTe Aa kKbpmute. Toi e Bu nockBeTBa na
IpeKbCcHeTe TepanusiTa ¢ Ponmmaupon-Yaiikadapma, Thi KaTo B TE€3U CIIydad yrnoTpedara My He €
MIPEeTophYUTETHA.



Ilodgupane u padora ¢ MAIIUHU

OOWKHOBEHO HE TIOBIUSIBA HOPMAaJTHATA JIEHOCT Ha Xopara. Psaiko e Bb3MOXKHO HIKOHM X0pa J1a 3acIsT
BHE3aITHO 0€3 HUKaKBH MPU3HAIM Ha CHHIMBOCT. AKO IyBCTBATe, Y€ MHOTO BH CE CITH TIpe3 ACHS WITH
3acmuBaTe BHE3aMHO 0€3 J1a BU e CIIH, He TPsAOBa J1a mogupate Wid 1a paboTUTE ¢ MAIlIMHH, 3a J1a He
MomnajaTe B CUTyallul, KOUTO 3acTpalliaBar 3paBeTo U KMBOTA, KAKTO Ha Bac, Taka u Ha OKOJIHHTE.
Cnen npueMm Ha Pormuamnpon-Yaiikadapma moske na Bu ce qocmu. [IpucnuBHO AelicTBUE Morar Ja
OKa3BaT CHIO ATKOXOJIa M HIKOM IPYTH JICKapCcTBa. 3aToBa HHPOPMHUpAKNTE JIEKYBAIIUs JIeKap, ako
MpUeMaTe aIKOXOJI WIH IPYTH JIEKapCTBa.

Baxxkna nndopmanus 3a HIKOM 0T chbeTaBKUTe Ha Ponmmuupon-Yaiikagapma

To3u ekapcTBeH NPOLYKT ChIbpiKa JIAKT03a MOHOXUAPAT. AKO cTe HH)OPMHUpaHH, Y€ HMaTe
HEMOHOCUMOCT KbM HSIKOH 3aXapH, CBbpKETe ce ¢ Bamus ekap, npenu Aa 3aroyHeTe Ja B3uMaTe
(bunmMupaHuTe TaOICTKH.

3. KAK JIA IPUEMATE POIIMHUPOJI-YAMKADAPMA

Baxno e Ja CJI€ABaTC HHCTPYKIIUUTEC Ha Bamms JICKap 3a TOBa KaK W Kora Jia npuemare TaOJIETKHUTE.
JlekapsIT 1i1e TperieH! KOIKo TabNeTKH THEBHO TPsiOBa Ja mpreMate U Bue TpssOBa BUHaru na
CJIe/IBAaTE YKa3aHUATa My. AKO UMaTe HIKaKBU BBIIPOCH, CBhpKeTe ce ¢ Bamust nekap uinu
¢dapmareBT. JJo3upoBkaTa, KOsTO MbPBOHAYATHO Bu e mpeamucan, e ce MoBUIIaBa MOCTENEHHO.
OnpenensHeTo Ha 103aTa € UHAWBH/YaTHO U € BE3MOXKHO TSI J]a c€ TpOMeHs (yBellnyaBa UiH
HaMassBa), ¢ 1el 1a e IOCTUTHE Hai-100bp TepaneBThueH edext. OOMKHOBEHO PonmmHMpOII-
Yaiikadapma ce mpreMa Tpu IbTH JHEBHO, a 0J00PEHUE Ha ChCTOSHUETO Ha MAaIllUeHTa Ce MOCTHTa C
no3u Mexay 3 1 9 mg nueBHo. JKenaTenHo e TabJIeTKUTE Ja ce mpueMarT 1o BpeMe Ha XpaHeHe, 3a Ja
MOHMKAT HEXKETAHUTE PEaKIMH, OT CTPaHA Ha CTOMAITHO-YPEBHUS TPAKT.

TabneTkute TpsOBA A2 ce MOTIBINAT ey ¢ Boja. He ru mbBueTe.

He Tpsi6Ba na npekpaTsiBaTe mpreMa Ha TaOJIETKUTE aKo HE MOYyBCTBATE MOJA00pEHHE, Thil KaTo ca
HEOOXOUMH HSIKOJIKO CEIMHIIN 32 OCBIICCTBABAHE HA TEPANCBTUYCH eeKT Ha PormuHUpOI-
Yaitkadapma.

AKO cTe npHeJIH nIoBede oT HeodxoaumaTta 103a POIIMHUPOJI-UAMKAD®APMA

[Ipu npuemanero Ha ronsima no3a Ponmaupon-Yaiikadapma ce Habm0AaBaT CaeIHUTE €PEeKTHU:
rajJicHe, CToMaInrHa 0ojika, HepBHOCT, (pH3MYecKa WM YMCTBEHA yMopa, 3amaiiBane. Ako Bue nimmn
HSIKOM ApYT € B3ex romsaMa no3a Pomuuaupon-Yaiikadapma, kaxxere He3adaBHO Ha Bamus nexap uim
(apmaneBT. B3emere u onakoBkara Ha JekapcTBOTO ¢ Bac.

AKko cTe nponycHaau aa npuemate POIIMHUPOJI-UAVMKAD®APMA

AKo cTe 3a0paBHIIH J1a TIpUEMETE HAKOS /1033, He ce Oe3nokoiite. [IpuemeTe mo3aTta BeqHara clie Kato
CHl CTIOMHHTE ¥ TIPOIBIDKETE MTPHEMaHEeTO Ha CIIEABAIUTE JO3H TOYHO B OMPEIESIEHOTO BpeMe. AKO
obaue e HaOIMKHUIIO BPEMETO 32 CIIEeBAIUS [IPUEM, N3YaKalTe 10 HETOBOTO HACTHIIBAHE U IIPHEMETE
HarpaBo cieaBamiata n1o3a! He npuemaiiTe qBoiina 103a 3a Ja KOMIIeHCHpaTe NPoMycHaTa!

Axo cte cnpean npuema Ha POMMHUPOJI-YAMKA®APMA

He npexncBaiiTe BHe3anHo npuema Ha JiekapcTBoTo. KoHcynTupaiite ce npeau Tosa.

AKO chCTOSIHHETO BH ce BIIomIM ciesi KaTo cTe CHpeny nprueMa Ha TaOlIeTKUTEe, CBBPIKETE Ce
He3abaBHO ¢ Bammms sekap.

AKo0 UMaTe ApYTrd BBIPOCH OTHOCHO mpreMaHeTo Ha Ponunupoin-Yaiikadapma, ceppixere ce ¢ Bamms
JeKap Win ¢papMaleBT.

4. Bb3MOXHU HE)KEJIAHU PEAKIINUU



Kaxro Bcuuku npyru jgexapcTBa, Porrmanpoin-Yatikadapma MoXxe 1a IpeIn3BUKa HeXKETaH! PEaKITiH,
BBIPEKU Y€ He BCEKH T'M noiy4aBa. Kaxkere Ha Bammms nexap ako 3abeexuTe HIKaKbB CTpaHHUEH
edekt u Toit Bu npurecHsaBa. Haii-4ecTo Te ce mposBsIBaT B HAYAJIOTO HA JICUSHUETO W/UIIN KOTaTo Ce
[OBULIABA A03aTa.
Haii-yectute HexxenaHu CTpaHHYHH €EKTH ca:

- TrajicHe Wid NOBpPBIIaHE

- CBHJMBOCT

- OTUYaHE Ha KpakaTa

- cToMarnrHa 0oJjka

- JIOIIO XpaHOCMUIIaHe (ITOIyBaHe; KUCEITUHH )

- XaJroUUHAUUU

Axo npuemare Ponmaupon-Yaiikadapma ¢ L-Jloma ca Bb3MOXKHH:
- HE)KEJIaHW HEPBHH JBYKCHUS
- TrajicHe
- XaJruuHaIuu
- YyBCTBO Ha OOBPKAaHOCT

B penxu ciayyau € Bb3MOXKHO BHE3AIMHO 3acTiiBaHe 0e3 MpeaBapuTeIHN IPU3HAIM (IOCTTUBaHe). AKO
C€ YyBCTBATe U3KIIOYNTEITHO YMOPEHH Tpe3 JIeHsI WK 3acliTe BHE3AITHO 0€3 /1a BU ce € JIOCIIao,
HelpeMeHHOo nH(popMupaiite Bamms mekap.

ToBa mekapcTBO MOXKe J]a MPUYNHU CTalaHe Ha KPHBHOTO BH HAJISTAHE U J]a CE MOYYBCTBATE 3aMasHU
WJIU Ope]] TPUIaTbK.

AKO ce TTOSIBAT HSIKOW OT TE3W CHMIITOMH HJIH ITIOY9yBCTBaTe HeoOn4aeH AUCKOM(pOpPT, TpsiOBa
He3a0aBHO Ja yBeqoMmuTe Bamms nekap, Thi KaTo ako T OTMHHETE, 0€3 1a UM 00bpHETE BHUMAHHUE,
TOBa MOKE J]a IOBEJIE 10 MHOTO TO-CEPUO3HU MPOOIEMHU.

CroOmiere Ha Bamus niekap, ako 3a0enekuTe HIKAKBH JPYTH HEXKEIaH!U PEaKIMH, KOUTO HE ca
CIIOMEHATH TYK.

5. KAK JIA CbXPAHSIBATE POIIMHUPOJI-YAUKADAPMA

I[a HE C€ IpreMa CJIea N3TUYaHE CPOKa Ha 'OJHOCT, IIOCOYCH BBPXY OIMAKOBKATa. CpOK’LT Ha rogHOCT
OTroBaps Ha MOCJICAHHNA ACH OT ITOCOYCHUA MCCCII.

Jla ce cbxpaHsBa Ha MACTO HEIOCTBITHO 32 Aela
[a ce cpxpansiBa npu temmeparypa ao 25 °C.
Ja ce chxpaHsiBa B OpUTMHAIHA ONAKOBKA.

JlekapcTBaTa He TpIOBa J1a ce M3XBBHPIIAT B KAHAIM3ALMATA WU B KOHTEHHEPH 32 JIOMAIIIHU OTHaIbIH.
[TormuraiiTe Bamms gapmaineBT Kak Ja YHAITOKATE HeHY)KHUTE Bu nekapcTa. Te3n Mepku 1m1e
CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa cpela.

6. JOITBJIHUTEJIHA THOOPMALIUA

Kaxso chabp:xa POIIMHUPOJI-UAMKA®APMA

- akTHBHaTa cyOcTaHIUs ¢ PormHMpOoI (kaTo PonmuHMPOIIOB XHUAPOXIIOPH)

- JIpyruTe MOMOIIHH BEIIECTBA, KOWTO BJIM3aT B ChCTaBa Ha TabJeTKaTa ca: MUKPOKPHCTATHA
LeJTyJ103a, JIAKT03a MOHOXHIPAT, KPOCKapMeno3a HaTpUH, XUIIPOMEN03a, MUKPOKPUCTAIHA
IeNTy103a, MarHe3ueB CTeapaT, THTAHOB JUOKCH, Makporon 400, jxee3eH OKCHT
yepBeH(E172), xene3en okeup xbat (E172), cnekTpako: 3eneHo

Kaxk m3riesxaa POIIMHUPOJI-UAHMKA®APMA 1 KaKBO ChIbP7Ka ONAKOBKATA



0,5 mg:
To3u nexkapcTBeH NPOLYKT NPEACTABIABA XKBJITH, OBAJIHH (HMIMHPAHH TaOJIETKHU C IMIaAKH
MIOBBPXHOCTH.
B enna xapronena xytus ce cpappxa HDPE xonreitnep ¢ 20 ¢punmupanu TabneTku u
JMCTOBKA 32 MalMeHTa.
B enna xapronena kytus ce ceabpika HDPE konTeitnep ¢ 84 dunmupanu tadbietkn u
JMCTOBKA 32 TALMEHTA.

1,0 mg:
To3u JiekapCcTBEH MPOAYKT MPEACTABIISIBA 3€JICHN, OBATHH (PHIMUpaHU TaOIETKHU C TIAIKU
MTOBBPXHOCTH.
B enna xapronena kytus ce chabpxka HDPE xonteitaep ¢ 20 dhunmmupann TablneTKu U
JIMCTOBKA 32 MAaLMEHTA.
B enna xaptonena kytus ce cbabppka HDPE konTeiinep ¢ 84 ¢punmupanu tabneTky u
JUCTOBKA 32 MalMEHTA.

2,0 mg:
To3u nexapcTBeH IPOLYKT MIPEACTABIABA CBETIOPO30BH, OBATHU (QUIMHPAHU TaOJIETKH C
[JIaJIKU IOBBPXHOCTH.
B enna xaptonena kytus ce cbabppka HDPE konTeiinep ¢ 20 ¢punmupanu tabneTky u
JTHCTOBKA 3a MalUeHTa.
B enna xaptonena xytus ce cpappxa HDPE konreitnep ¢ 84 ¢punmupanu tabnetku u
JMCTOBKA 32 MalMeHTa.

IIpuTexaTes Ha pa3pelIeHHETO 32 ynoTpeda
“Yaitkadapma BucokokauectBenure Jlekapctsa” A/]
rp. Codms 1172 , “T. M. Iumutpos” Ne 1, bearapus

IIpousBoauTes Ha JIeKAPCTBEHUS MPOAYKT
“Yaitkadapma BucokokauectBenure Jlekapctra” AJ]
byn. “Canxkr Ilerepoypr” 53, rp. IlnoBaus, bearapus

“Yaiikadapma BucokokadectBenute Jlekapera” A/]
yin. “H.W.Banmapos™ 1, rp. Bapna, benarapus

3a momeIHATETHA HHGOPMAIHSI OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISI CBBPIKETE C€ C
IIpUTEXATENS Ha Pa3peIIeHrneTo 3a ynoTpeoda:

»dalikatdapma Bucokokadectenure Jlexkapcrsa” Al
byn. ,,I'.M. Jumutpos” Ne 1
rp. Codust 1172, benrapus

Ten.: +359 2 9625454
e-mail: info@tchaikapharma.com
®axc:02 9603 703

JlaTa Ha nmocJieIHO 0100peHNe HA JIMCTOBKATA
Maprt 2008 T.






