KPATKA XAPAKTEPUGTUKA HA NMPOEYIEFA
MRHHCTEPCTBO HA 3TPABEORA3BAHETD

fTpiaouerme kb8
Almirid 5 paspeutenue 32 ynotpebatl y.1 9 ¢ b3 l220%0

2. KAUECTBEH W KOMIWYECTBEH CHCTAB p"g&/{}: 0%.06 DW

Enwa kancyna cuabpia 5 mg a-dihydroergocriptine mesylate

1. HAUMEHOBAHKRUE HA NIEKAPCTBEHWA NMPOLYKT

3. AEKAPCTBEHA ®OPNMA
TBBpAa Kancysna

4, KNKHWYHW DAHHN
4.1 TepaneBTHYHW MHGUKaBUU

TpeTupaHe Ha CUMITOMWUTE Ha BIIOIABAHE Ha KOTHWTUBHUTE CNOCOGHOCTY U NPOMEHW B
MOBEAEHNETO, GBLP3aHK G FICUX0-OPraHnyHUst CEHUINEH CUHAPOM, CeHUIHaTa SeMeHLNs N
chaoeaTa AemeHUMs. JleueHue Ha rniaBoGorme W MurpeHa, GonecT Ha [apKMHCOH,
XUREPpOsakTuHeMUs U UHXUBWLMS Ha faKTaumaATa.

4.2 floznpoBKa 1 HayuH Ha NpuemaHe

[Tcuxo-opaaHuyeH CeHueH CUHOPOM, ceHunmHa demenuyus u ce0osa OemeHUUs
1-8a n 2-pa cegmniia: 10 mg AHEeBHO, BEYEP, Npeayn nsaraHe.

3-1a v 4-ta ceamunua: 10 mg ABa MbTY AHEBHO, CYTPUH 1 BEYEep.

MNoaovpxaiua fosa: 20 mg ABa TbTU SHEBHO, CYTPUH U BeYep.

mascbonue u muzpera

NexapcTBeHUST NPOAYKT @ C fioKasaHa edeKTMBHOCT camo NpU NpoduUNaKimyHo neveHne Ha
rmasoBonue, ¥ He ce NPenopLYRa 3a NeYeHne Ha ocTpy hopmu,

HauanHa gosa (2 cegmuum): 10 mg gHeBHoO, BeéYep, Npegu naraxe.

MNopaspxawa gosa; 10 mg gea NbTv SHEBHO, CYTPYH U BEYEp.

MpopyKTsT ce AaBa Ha TepaneBTUYHIA LMKNY, He Mo-AbMri 0T 6 mecela, KaTo KoHkpeTHaTa
UM RPOZBITKATENHOCT TpsAbBa Aa ce onpefeny ot nexap.

[TapKuHCOH

MosvposkaTa cnefBa Aa ce Kopurvpa cropefi peakumsaTa Ha naumenTa. Tipenopbuntentara
MbpBoHauanta Ao3a e 5 mg ABa nbTv gHeeHo. MNoaabpxaluara fosa s obuinsg crnyyai e 60
Mg AHEBHO, W MOXe fAa ce yeenuun fo 120 mg gHeBHO. Tasn JO3UMPOBKa MOXe [Oa ce
MOCTUFHE MOCTENEeHHO, NPU MocneaoBaTerHo yBenuyaeaHe Ha aosarta ot 10 mg AHeBHO,
npes gse ceaMutin,

Mo-BrCOKMTE [O3M MOFaT [a Ce NOCTMrHAT, KaTo ce Tipuemar no-cunHute Tabnetkn or 20
mg, nssecTHn Kato Almirid 20. Ako Almirid e npeanucan 3a nevsHue 3aefHo ¢ NEBOR0NA,
He3aBUCUMO Janv ¢ gekapbokcunazed MHxubUTOp MNM He, U No-HWCKa [03a Cnefsa fa e
fAocTaTedHa. HavanerueTo Ha fosara fesofona Cnefsa fa ce ssbpluBa NoCTenenHo, [0
MocTUraHe Ha oNTUMAarneH TepanesTudeH edexT.

Hama cneumantn M3MCKBaHUS KbM A03NPOBKaTa 3a NaMeHTH B HanpegHana BL3pacT.

~ CYmpUH ciiedobed geyep
1-14 GHu =
1-2 cedmuyu Karicyna 5 mg /_\ Lchna 2 mg
15-28 oru nonosud mabnermxa "fj’g)igsw mabnemka
3-4 cedmuuyu 20 mg \zﬁ. g




29-42 OHu fonosuH mabnemka | nonosud mabnemka | nonogud mabnemya

5-6 cedmuiiu 20 mg 20 mg 20 mg
43-56 dHU

7-8 cedmuyu mabnemka 20 mg mabnemxa 20 mg
57-700ru ronosux mabnemka

9-10 cedmuuu mabnemxa 20 mg 20 mg mabnemia 20 mg
71-84 dxu

11-12 cedmuuy mabriermnka 20 mg mabnemka 20 mg mabnemxa 20 mg
flpoduipxumernHo

JigdeHue 2 mabnemxu x 20 2 mabriemku x 20 2 mabrnemku x 20
(makcumanHa mg mg mg

OgHesHa 003a)

Xuneprponakmuremust

Hayanna goza: 5mg ABa MbTh JHEBHO.

[Moopobpxalua posa: 10-20 mg, konTo TpabBa fa ce NOCTUrHaT MOCTEMNeHHO, U fa ce B3emar
2 ITbTY QHEBHO.

Vrxubuyus Ha rnakmayuama

5 mg gBa NbTW AHEBHO, B NpoabukeHue Ha 5-10 anw, ca gocrarkbyHi, 3a [a ce nexnbupa
MaKTaunaTa.

4.3 NpoinBonoKasaHna

YcTaHoBeHa MHOMBMAYaNHa CBPBXYYBCTBUTENHOCT KbM MpoOAyKTa. YcTaHoBeHa wm
npennonaraema GpeMeHHOCT; NPOTUBONOKa3aH Mpu Aeua.

Mpeosva Ha MHXMBWLMOHHKST edheKT MPY MaKTaums, NPOTUBOMOKa3aHO € MpunaraHeTo Ha
NEKapCTBEHUAT MPOAYKT NO BpeME Ha KbpMEHe.

4.4 CrelManHu npenynpexacHnsg U NPeAnasHu Mepku npy ynotpeba

[pu Gonuwn oT [lapkuHCOH nauMeHTu G ranakTopesi, NpOoNakivH 3asucuma ameHopea,
MEeHCTPYAIHN CMYLLEHUS WAK aKkpoMeranus, fnedenneto ¢ Almirid Moxe ga npemaxHe Beue
cbluecTByRal cTepumTeT. CLOTBETHO, C OMNEq npeanassaHe OT HeXenadHa OpeMeHHOCT,
WeHUTe TpsAbBa Aa npuemart HeXopMoHanHy KoHTpaLlenTuen. MNaumeHTu ¢ akpomeranus, npu
KOWTO MMa cTapa NenTWYHa A3Ba WiW HeuanekysaHa MenTtudHa s3Ba e 3a npegnoduraHe
NpeanucEaHeTo Ha aNnTepHaTUBHO fleveHune, NPSABUE Ha MUNcaTa Ha eKCnepuMEHTaHN
AaHHu 1 gaHry 3a 6e30nacHoCcT Ha AexapcTBoTO.
[Mopagn GTPYKTYPHOTO MY CXOACTBO C €PronponssofHun ("Mopasomo posde”), cnefpa fa ce
BHUMAaBa Npy NPeanucBaHeTe Ha BUCokM Ao3y Almirid Ha naumeHTy, npy KOUTO uMa crapy
MCUXOTUMHW pPascTpoicTBa, TEXKM 3abonasaHnus Ha CbpAeqHO-CHLA0BaTa cucTemMa, nenyuHa
A3Ba UMW KbPBEHE Ha raCTPOVHTECTUHANHWA TPaKT.
WM3BecTHO &, Ye MNespuTHLT Y MNeBponyamMoHanHara gubposa nognexar Ha Abnro nevexHne
cbC cxonHn cybetaHuuu, He e AokasaHa Bpb3Kata MEXMAY Tesn KNMHWYHW HaxoAku u a-
dihydroergocriptine. [MaumeHT™ ¢ nresponynvoHanHy cumnTomu, cfieasa  fa  ce
HaBrniogasar, 1 [a ce Hacbp4yaBaT Aa TbPCAT MeAVHMHCKa KOHCYNTauus C nekap npu nosesa
Ha Kalnuua unm 3agyx.
Mpyu nauveHTn ¢ JepHoapobha wim OuBpeqHa HELOCTaTbYHOCT MOXE Aa Ce NPosBu
noBsuMlIeHne Ha cepymHuTe HMea., CriegoBatesiHo TATPUpaHETe Ha jJosaTta Mpu Takuea
naumenTn TpAbBa Aa ce npocneassa BHUMaTenHo.
a- Dihydroergocriptine ce acounupa cbC COMHOMNEHTHOCT, M APYTW AOMamMiH aroHucTy mMorat
oa 6bpar CBbLP3aHM C enM3o4M Ha BHe3arHO HacTbivM CbH, 0cobeHo fpu nauneHTu G
MapxuHcoH. Tlauventute criegsa ga Ownhat MH(bOpMMpam noceBeTsaHn aa
\

BHUMaBaT npw WodupaHe unu paboTa ¢ MalLMHKA, KOLg M Ha TedeHune.
MNaumeHTTe € MNPOsSIBM Ha CBbHNMBOCT, TpPAbBa Ha ce




p860TﬂT ¢ Mawwmnryu. B pgonbnHenue, Npy TAX MOXe fHa ce NMoMMchK 3a HamarnsABade Ha
[03aTta Wnu npexparaBaHe Ha ne4vyexHneTo.

4.5 BzaumopeicTBMe C ADYr _MAeKapCTBeHW HPOAYKTHM, ¥ APy dopMu  Ha
B3aUMOLESNCTBUE

a-dihydroergocriptine BL3NpensTcTBA AEWCTBUETO Ha aHTUAONEMUHEPIMHOBU areHtu, oT
TUAa Ha HEBPORENTULMTE.

He ce uskiouBa BL3MOXHOTO BlaumogeficTBue wMexgy a-dihydroegocriptine u
XWMOTEH3MBHK nekapcTeeHn npogykTu. OcoBeHo BHumaHue TpsiGsa Aa ce obpwlia Ha
nauveHTy, TPETUpaHW C ApyrM  eproankanouan whum ¢ NeKapcTBeHW NPOAyKy,
BL3AEHCTBALUM Ha apTEPUANHOTO HansraHe ~ C Orfef Ha Bb3MOXHO NOBULLIABALI0 AedcTBIE.
Tosa e ocobeHo Ba)KHO NPy NauveHT B HanpeaHana BL3pacrT.

a-dihydroergocriptine nognexm Ha 6Lp3 MeTabonusbm OT CTpaHa Ha U30EH3NM CYP3A4 Ha
Lintoxpom P450. dPapmakokMHETUYHC MpoyyBaHe npu 3apasy cybekT nokasa, ye npu
e[HOBPEMEHHO fipMEeMaHe Ha epUTPOMULIMH, CEPYMHWUTE HUBE Ha a-dihydroegocriptine n
Herosute MeTaBonwT ce yBenuuasaT 3HauuTenHo. [lopapn To3n (akT ChbilecTByBa
YBENUUEH MOTEHLUMArNEH PUCK OT HEXEnaHu fiexapcTBeHn peakuuw. CneposarenHo, npu
E[HOBPEMEHHO MpUeMaHe Ha MekapcTEeHW NpoaykTv, nHxubupam CYP3A4, Tpsbea fa ce
kopurupa gosara Ha a-dihydroergocriptine. Tosa TpAbBa fa ce UMa NPeABUA BUHETH, KOFaTo
ce npegnara epHOBpPEMEHHO npunoxenue. Makponughute aHTUGKOTULM (HanpuMep
epUTPOMULIMK) He BuBa Ba ce yrnoTpebaBaT efHOBPEMEHHO C a-dinydroegocriptine, Tl Kat10
TOBa MOXE 3HAUVTENHO Ja 3acunin AeficTeneTo Ha a-dihydroergacriptine.

4.6 EpeMeHHOCT U KbpMEHEe
Almirid e MpoTUBONOKa3aH NPy yCTaHoBeHa Uiy npegfonaraema GpeMeHHOCT. Thii kaTo Toi
UHXMBVIpa NakTaumMsiTa, € NPoTUBOMNOKa3aH N0 BpEME Ha KbpMEHE.

4.7 Edbekt BBHXY crocoBHOCTTa 3a Wwodupakte n pabota ¢ MalnHN

B criyyaii Ha XUNoOTEH3VBHA peakLmns, KOATO Ce MposissABa Npu HAKOU NalneHTy, ocobeHo B
paHHWs eTan Ha neuyeHneTo, TPsBBa CrieLumManHo Aa ce BHUMaBa npy wodgupase u paboTa ¢
MaLlnHK.

MNaumerTy, nexkysanm ¢ a-dihydroergocriptine, Npy KouTo ce fpoABABa CbHNUBOCT, TpsibBa Aa
fboaT YBeOMeHM Aa Ce BbagbpXaT oT wodupaHe WM OT AeHOCTW, fipW KOUTO
oTCHabBaHeTo Ha BHUMAaHWETO MOMKE Aa NOANOXM TAX UMK Bpyri nuua Ha pruck oT GepuosHo
HapaHsBaHe Wrm CMbPT (Hanp. paboTa ¢ MalwmHu), [OKaTo nauneHTUTe Mpeofjonest
COMHOMEHLIMSATA (BUXK CBLUO Taka pasfen 4.4).

4 8 Hexenaly nekapcTBEHM peakuiny

a-dihydroergocriptine ce acouwnpa CbC COMHOMNEHLNAA.
Mo BpemMe Ha KIWMHUYHWTE WSAUTBaHMS HSAKOM TalUMeHTW Cceé OfnfiakBaxa oT Ta[eHe,
noBpLIL@He, racTpasnius, napeHe B CTOMaxa, A[MCnencus, 3anek, BueHe Ha CBAT,
XMNOTEH3NS, NOCTYPAIHO HUCKO KPBbBHO HanaraHe, Kornarnc, OTnagHanocT, CbHNMBOCT, obLo
BesnokalicTeo, rnascbonue 1 TaxXvKapaus.

Hexesnaunte rexkapcTBeHn peakuwy oOUKHOBEHC ce MposiBsiBaT B NbpBUTE AHW Ha
NIEYEHNETO, U NpoLbILKaBaT kpaTko. Hsakon OT Tean edekTin ca CBbP3aH ¢ josara, u morat
0a ce enMMUHMpaT Ypes HaMmanasaHeTo i.

B pepkn criyuau mMoxe ga ce Habniogasa koxet oGpue. B Tosu cnyyail crnegea ga ce
MpekpaTy NEYSHMETO Y 4a Ce HanpaBy KOHCYNTaLus ¢ nekap.
B cnyyaih Ha koMOWHMpaHO fnedeHne ¢ nesofona 3a4ecTAB
peakuui, OT TURa Ha racTpanris, nMposa, npunagely n rnas
CIyYau Ha oTOUM 1 XanouHaumn.
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Maxkap v ga JvncsaT sicH) JoKasaTencrsa 3a Bpbaka Mexay npoawbfbkuTenHara ynotpeba
Ha AVXWOPOEProKpUnTMH W finespanta ubposa, KaksaTo Bpb3Ka € cwobileHa ho
OTHOLEHWE Ha OpPYIM EpronpousBOAHM, MauMeHTUTE C TNeBporyNiMoHanti CUMITOMM
TpsiGBa Aa GbpaT BHUMAaTENHOo 3cnefsann 3a BL3MOXKHA fnespanta dhubposa.

4.8 Mpepo3npaHe

CryvaifHOTO NPERO3PaHe MOXE 4a NPEANBIKE XUMOTEH3NS, rafiehe 1 noBpPbLUaHE; B TO3U
criyuaii, KaTo aHTUAOT CreABa Aa Ce UaNONsBa UHTPaMyCkyITHO meToknonpamua. NauueHTsT
TpsBBa i@ 0cTaHe Aa Fiexm, KaTo ce Habfiofasa apTepuantoTo HansraHe.

5. ®APMAKONIOrMUHM CBOACTBA
5.1 dapMakofuHaMniHn cBOUCTBa

TpemoptT, GpagukMHesnaTa, U CKOBAHOCTTE, KOUTO ce Habmopaear fpu [apKUHCOH, cé
OLMKaT Ha MocTeneHHaTa fereHepauus Ha JonamiHeprydHuTe HespoHn Ha Substantia
Nigra, 1 Ha HUTPOCTPUATANHUTE HULLIKA. Tosa BOAM A0 FANCa Ha [JOCTaTEHHa UHXMOMUNA Ha
XONMHEPrYHWTE HEBPOHW Ha corpus siriatum, u NO TO3U HaYMH [0 eKcTpa-nMpaMugHn
cumntomn. a-dihydroergocriptine ce cBbp3sa CANHO © [OMaMUHOBUTE peuenTopn, B
pesyrniTaT Ha KOeTo ce CTUmMynupat D, ZonamuHepru-HnTe peuenTopy Ha Substantia Nigra n
Corpus Striatum. B gonenHeHune, a-dihydroegocriptine nposissiBa “acTu4HO @roHNGTUHHO
gevicteue BBPxY D¢ peLentopure. CTUMYNMPaHETO Ha LOMaMUHEPrAYHUTE HEBPOHA OT
ctpaHa Ha a-dihydroergocriptine ofcnabea excTpa-nMpaMuEHUTE MOTOPHW CUMITTOMM,
XapaKTepHy 3a bonecTTa Ha [apkuHCOH.

MMpoyusaHusita MpPU KUBOTHYU [@MOHCTpUpaT, e nedenueto ¢ a-dihydroergocriptine
npefoTBpaTsBa CUMNTOMUTE, NopoBHN Ha MapKUHCOH, MPUYVHEHN OT TOKGMHA MPTP, kato
fpepoTBpaTsiBa [ereHepauuaTa Ha HeBPOHHUTE KNeTky, fpeaM3BMKaHa OT OKCMAN3UPaLLn
areHTu.

HegposalwmTHaTa JeiiHOCT NPeAcTasnaBa NpsaKko JelicTBUE Ha OUXMAPOEProKpunTuHa BhPXY
ChOBPKAHNETO Ha pefyuvpaHus [myTatiod B MO3BKE, KOETO MpefcTaensaBa BaxeH
eHporeHeH daxkrop ("avicTay”) cpelly LMTOTOKCUMHOCTTa Ha BIUCOKO-PEAKTUBHUTE paguKany,
ceoB0gHKM OT KMCTIOPOA.

O6pasysaHeTo Ha cBoGOgHM papukans B Mo3bka Ce yBenuyaea ¢ Bb3pacTTa, Nnopagy
YCUMIEHOTO TOKCMMHO CTAMYSiMpaHe, Kakro U mpu HAKOW ferexnepatuBHn DonecT Karo
Mapxurcod 1 AriLxaimep. TlevenneTo ¢ BUXMAPOSProKpUMTMH TIPEAVSBUKBE 3HAYNTEINHO
YBEFMYEHME Ha pefyuuMpaH [iyTaTuoH B MO3bKa, ypes aKkivBMpaHe Ha eH3UMU-
aHTVUOKCUAaHTI.

Upes ropHus MEXaHWUSEM, NeKapcTBOTO Npe/oTeparnBa fereHepaunsta Ha HEBPOHWTE Ha
Substantia Nigra, npeg1sBuKkaHo o1 MPTP npu exkcriepumeHTanya Gonect Ha MapkUHCOH.

5.2 QapMaKkoKMHETUYHN CBOWCTBE

dapmakokmHeTkaTa Ha a-dihydroegocriptine BeposiTHO Ce onucea Hali-gotpe 4pes
fo30BaBaHe Ha MoAer, ChCTosl] ce OT TP KOMNOHEHTA. Bpu3kata mexgy [[03a,
KOHLEHTpauva 1 edexT e sinHelHa.

a-dihydroergacriptine ce abcopbupa 6bp3o cres npuemane npes ycrata. Hai-BucokuTe My
nnasMeHn Huea ce Habnogaeat cneg 30 go 120 MuHYTH. CBLP3BaHeTo My C NPOTEUHUTE &
ripuGnuantendo 50%. MpnbnrsuTenHo 97% ot a-dinydroegocriptine ce meTabonmsupa 4pes
yephust gpob. ABcomoTHata opanHa BUOHANMYHOCT Ha neKapcTBeHWs NPOoSYKT €
npubnusutento 2.4% ot posara. CpefnsvaTt My S1onor4eck Nony;msoT & NpUoRMIUTENHO
12 uyaca. a-dihydroergocripting ce exckpeTVpa B U3npaXHEeHNATa.

Cnep npremaHe Ha NeKapcTBOTO ABa A0 TPy TTETY AHEBHO, 6‘bp3%
cheTosnue. [ipy MauMeHTV ¢ XpoHuuHK 3abonsBaHns M Ch g@%ﬁ
YCTEHOBEHM KyMymnaTvBHU MPOsiBY Ha NekapCTBeHUs NPOAYKT. &




5.3 Mpegknunnyby Aannln 3a 6e3onacHoCT

Mpy Myl 1 nNibxose opantata LDg e cbotBeTHO 4384.6 1 >5000mg/kg. Mpu cwrlyuTe
Bupose uHTpaseHosHata LDs, e 192.3 n 50.7mg/kg. lNpy AbNrocpoyH TECTOBE 3a opanta
TOKCUYHOCT, M3BBPLLEHY NpY TITEX0BE U MaiimyHy, a-dihydroegocriptine ce Tonepuipa nobpe,
0coBeHo npy MaiiMyHuTe, Y [opy [pM LO3W, MHOTOKpaTHO MO-BUCOKM OT AHEBHUTE
TepanesTWuHW 103K, npunaraHn npu  xopaTa. JlekapcTBeHWAT APOAYKT Hamanssa
chepTUnUTETa MpY NNBbXOBETE, KaTo PenpofykTMBHaTa MY TOKCWYHOCT ce 3abenssga npu
Hali-Hmcky pgosu ot 18mglkg aHeBHo. ToBa ce siBsBa CNGACTBUME OT AEWCTBUETO MY,
HamansBallo MponakTiHa. PenpoiykTvBHa TOKCUYHOCT € 3abenssaHa CblO Taka npu
3aiiun, npu aoay ot 18mg/kg AxesHo. HesaBmcumo OT Ka3aHOTO, Takasa fio3a e jocra Mo-
BUCOKA OT MakcUManHWTE LHEBHW [034, KOMTO Ce npunaraTt npu xopaTa. TecroBete 3a
MyTareHHOCT ca C oTpuLiaTeneH pesynTar.

6. DAPMALUEBTUYH DAHHA

6.1 CAnc:K Ha NOMOLUHUTE BEMlecTBa
Culpprarnue Ha Karicynama

Maize starch

Lactose monohydrate

Microcrystalline cellulose

Magnesium stearate

QObsugka Ha Karicyrnama
Erythroseine (E127)
Indigotine (E132)

Red derric oxide (E172)
Titanium dioxide
Sodium lauryl sulohate
Gelatin

6.2 HecBMECTUMOCT

HsiMa [aHHi 33 HECLBMECTUMOGT, HO HE Ce fipenopbyBa egHoBpeMerHaTa yriotpeda ¢
LDPYIN NEKapCTBEHN MPOAYKTH.

6.3 CpoK Ha rORHOCT

4 roamHu

6.4 Crenmanyam yecnioBys Ba cLXpaHeHne

[ia ce chXpaHsea npu Temneparypa rnog, 25°C.

6.5 Bue U cobpKanne Ha onakoBKkaTta

BrivcTepy oT anymuHuil n HenpospauHo 6sno PVC, ceiibpkaliy 15 kancysi Ha onncTep.
Kyrulikata ceRbpxa Asa bnucTepa.

6.6 MHcTpyKUMK 3a yrioTpeba
Hama

7. UME U AGPEC HA NMPUTEXATEINS HA PA3PELIEHVETO 3
Poli Industria Chimica
Rozanno (Milan) - taly




8. HOMEP HA PA3PELUEHUVETO 3A YIIOTPEBA
20000165

9. OATA HA MBPBOTO PA3PELUEHUE/HA NMOAHOBABAHETO HA PA3PELMEHUETO

10. AATA HA PEBU3MNA HA TEKCTA




