KPATKA XAPAKTEPUCTUKA HA NPOAYKTA

4. HAMMEHOBAHME HA NEKAPCTBEHUS niPoaykT | MAHHCTEPCTEO0 HA 3TPABEONASBAHETO

ipaomenne Ko
Almirid 20 paspeweie saynorpealte W~4 3~(9‘LQ\ 22050

2. KAYEGTBEH W KOSIMYECTBEH CHCTAB b4 170508 (W

Enna Tabrietka cegbpka 20 mg o-Dihydroergocriptine mesylate

3. IEKAPCTBEHA ©@OPMA
TabneTky

4. KNWHWYHWY BAHHNA
4 1 TepaneBTUYHW MHEMKaNNKM

TpetupaHe Ha CUMNTOMWTE Ha BriolUaBaHe Ha KOTHUTUBHWTE CHOCOBHOCTW W NPOMEHU B
fIOBEEHNETO, CBBP3aHN C NMCUXO-0PraHNYHNs CEHUITEH CUHAPOM, CeHunHaTa JeMeHLua unu
chaoBara pemeHuusi. JledeHwe Ha rnasoBorme M murpeka, Bornecr Ha [lapkuHGOH,
XUMEPNPonakiMHEMMs U MHXMENLMA Ha RakTaumsTa.

4.2 No3upoBKa U HAYUH Ha MpUueMaHe

lMcuxo-opaanudeH ceHuneH cuHOPOM, CeHurHa deMeHUUs1 u chdoga GeMeHyus
1-Ba u 2-pa ceamuua: 10 mg BHEBHO, BEYED, NPEN faraHe.

3-1a n 4-ta cegmuila: 10 mg Asa bTU SGHEBHO, CYTPKH U BeYep.

Mopowpxatia fgosa: 20 mg ABa bTH JHEBHO, GYTPUH U BeYep.

Mnasobonue u MuzpeHa

NekapcTBEeHUAT NPOAYKT € ¢ AokasaHa edeKTUBHOCT camo Mpu TNpohuriakTMyHo feveHne Ha
rnasoBonue, U He ce NperopbYBa 3a NeYeHne Ha ocTpy dopmn.

Havanua posa (2 cegmugnm): 10 mg SHEBHO, BEYep, NPean narade,

Moppbpxalya fosa: 10 mg ABa NLTU JHEBHO, CYTPWH W BEYdep.

[MpodyKTET ce AaBa Ha TepaneBTUHHY LMKMY, He No-ObAr o7 6 Mecela, K310 KOHKpeTHaTa
MM NPOLEMKUTENHOCT TpAOBa fa ce onpeferni ot nekap.

FMapruHcoH .

NosuvposkaTa criegea Aa ce Kopurupa cnopef peakuvsita Ha nauvedta. Tlpegnara ce
sieyeHneTo ga 3anodHe ¢ Almirid 5. FpenopvunTenHata TspBoHavanHa fosa ¢ 5 myg gsa
nuT gHesHo. MNopobpmxaata gosa B ofluua cnyyalh € 60 mg gHeBHO, M MOXE Aa ce
yeenuum o 120 mg pHesHo. Tasu HO3MPOBKA MOME Aa ce MOCTUrHe NocTeneHHo, rnpn
nocnefoBaTeriHo YBenuyasaHe Ha Aozata o7 10 mg AHeBHo, npes ase cegmuun. Axo Almirid
e npegnucaH 3a SieYeHWe 3aefHo ¢ NesBogona, HesaBucuMo fdann ¢ gexapbokcunaseH
WMHXMBUTOP WNK He, M No-HKucka [osa crejsa fa e JoCT a. Hamanenueto Ha fpo3aTa

TepaneeTuqeH ediekT.




Hsama cneumanty n3CcKBaHWS KbM LO3MPOBKATA 38 NaLUWUEeHTU B HalpeaHarna Bh3pact.

CYIMpuUH chnedobed seyep
1-14 OHu
1-2 cedmuuy Kanicyna 5 mg Karicyrna 5 mg
15-28 dru roniosuH mabriemka nofosuH mabriemka
3-4 cedmunu 20 mg 20 mg
29-42 dru roriosuH mabriemxa | nofioguH mabnemxa | nonosut mabnemxa
5-6 cedmuuu 20 mg 20 mg 20 mg
;?E;iﬁe:gn};zqu ma6nemxa 20 mg ma6nemxa 20 mg
ng-giaelg;uuu mabnemxa 20 mg ggn:,;u” mabnemia mabnemka 20 mg
:;:?; g:gmuuu mabnemxka 20 mg mabnemxa 20 mg mabnemka 20 mg
MpodBmxumenHo
neyerue 2 mabnemku x 20 2 mabriemxku x 20 2 mabnemxu x 20
(marcumanHa mg mg mg
dHeeHa 0o3a)

XurniepriponakmuHemus

Hauanna posa: 5mg gga LT AHEBHO,

IMopoppxata gosa: 10-20 mg, kowTo Tpabea Aa ce NocTUrHaT NOCTENEHHO, 1 A2 ¢e B3eMaT
2 MeTU GHEBHO.

Uuxubuyus Ha nakmauusma
9 mg Asa NLTU OHEBHO, B NpoAbimieHne Ha 5-10 auw, ca goctartsyun, 3a ga ce nuxubupa

nakTrauusiTa.

4.3 lNpoTBONOKazaHus

YcraHoeeHa wuWHAMBUAYaNHa CBPLXYYBCTBUTENHOCT KbM fpodykta. YcraHoBeHa Win
npegnonaraema 0peMeRHOCT W npy geua.
Mpeasug Ha MHXMBULMOHHNS edeKT Mpy NakTauua, NPOTUBONOKA3aHo € W3NO0MN3BaHeTo Ha

FIEKapCTBEHUST NPOZYKT M0 BPEME HA KbLPMEHE.

4.4 CrhenuanHy rpeoyvnpexXnesus U npepiiasHi Mepki ripy ynorpeda

lMpu Gonnu oT TNapkvHCOM MauMeHTW ¢ ranakropes, MPONaKivH 3asBucuMa  ameHopea,
MEHCTPYanHW CMYLUEHUS vy akpomeranyst, rnedeHneto ¢ Almirid moxe ga npemaxHe sedye
celecTsysal] crepurmteT. ChOTBETHO, C OIJIef NpennassaHe OT HexeraHa OpemeHHoCT,

YHa A3Ba € 3a
K2
npe,r_l,noqmaHe npesnuceaHeTo Ha anaTepHaThBHO ne H’a\‘\ wncata Ha

eKCnepUMeHTanHY gasHn Y gaHHy 3a BezonacHocTTa Ha
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lMopagw cTPYKTYPHOTO MY GXOLCTBO C epronpomssonHu ("Mopaeomo pozye”), criefsa ga ce
BHMMaBa npk NpepnicBaHeTo Ha BUCOKM Ho3W Almirid Ha nauveHTy, npu KOUTO MMa cTapk
MCUXOTUYHY Pa3CTPONACTER, TEXKM 3ab0onNsBaHna Ha CbpAeYHO-CBA0RATa CUCTEMA, MENTUYHA
£13Ba UNY KbpBEHE Ha racTPONHTECTUHANHWSE TPaKT.

WsBecTHO €, Y& NNEBPUTHLT W nnesponyiiMoHanHaTa ¢gubposa nognexar Ha ObAro nedeHne
cbe cxoaHu cybctanuun. He e fokasaHa Bpb3KaTa MeXay T3 KNMHUYHW Haxogkm N a-
dihydroergocriptine. TNauveHlT!t, KOUTO MMaT MNEBPONYSIMOHAMHN CUMITOMM, CrieaBa Aa ce
Habnwgaear, ¥ Aa ce NooLpsaBaT Aa ThPCAT MEAMLIMHCKA KOHCYNTaLMs G riekap, ako UM ce
MOoSBK Kalnmua Wik sagyx.

Mpu nmaumeHTM c 4depHogpoBHa wunv GuOpevyHa HedOCTaTBYHOCT MOXE A2 Cce [PosBY
yBennyeHne Ha cepymHuTe HuBa. CbLOTBETHO, Npy Takuea naumeHtn Tpsidea pa ce
rpocfegasa BHUMATENHO TUTPUPaHETO Ha 4o3aTa.

a- Dihydroergocriptine ce acounmpa ¢hC COMHOREHTHOCT, M APYr JONaMUH aroHUCT MoraTt
4a ObAar CBEP3aHKM G enM30fM Ha BHE3anHO HacThNWE CbH, 0CcOOEHO MPU MauneHTu ©
MapkuHcoH. MauweHTuTe cnegsa fa 6bAatT MHGOPMUPaHW 3a TOBa WM MOCHLBETBAHN Aa
BHMMaBaT npW wodnparse unm pabota ¢ MalLMHY, KOTrato ca MOAMOXEHW Ha nevehue.
MaumeHTVTEe ¢ RPOSIBYM Ha CBHNUBOCT, TPAOBa Aa Ce Bb3AbPXKaT ga Lodupar wnu ga
pabotst ¢ malwmHu. B gonbnHeHue, npy TAX MOXe ga ce MOMUCHM 3a HamansBaHe Ha
f03a7a UnM npekpaTsiBaHe Ha rneyeHnueTo.

4.5 Bz3aumobeACTBME €  ApyrK _JIeKApCTBEHW NPOBYKTH, W Opyru  dopmu  Ha
B3aUMOSeNCcTBUE

a- dihydroegocriptine Be3npensATcTBa AEACTBUETO Ha aHTULONaMUHEPTMYHY areHTn, oT TIna
Ha HesBponenTULMTE.

He ce vakrniouBa BL3MOXHOTO BaaumogeicTemne mexay a- dihydroegocriptine u nekapcTsesn
NPoAyKTW 32 HamansisaHe Ha KpbBHOTO Hanarade. OcobeHo BHUMaHWe Tpsbea pa ce
obphitia Ha MauMeHTH, KoUTo ca NOAMNOXEeHW Ha feyeHwe ¢ ApYrv eproankanongn unm c
flexapcTBa, Bb3ASUCTBALLN Ha apTepmnanHoTo HansraHe - ¢ ornen Ha Bb3MOXKHOCTTa Ja ce
CTUFHE JO 3acuriBaHe Ha edekTa uM. ToBa & ocodeHo BaXHO NpW nauueHTt B HanpegHana
Bb3pacT.

a- dihydroergocriptine nognexu Ha 6bp3 meTabonnabm Ot cTpaHa Ha usoeHsnm CYP3A4 Ha
Lintoxpom P450. ®apMakoKMHETMHHOTO Mpoy4YBaHe ripu 3fpasn cybexTi foKassa, Ye Mpu
€[HOBPEMEHHO MpUeMaHe Ha epuTPOMULIMH, HUBaTa B cepyma Ha a- dihydroergocriptine n
HeroBUTEe MeTabonuTy ce yeernwuuasaTr 3HauiTenHo. [lopagu To3w dakT ChblecTByBa
yBenuueH noTeHUMarneH PUCK OT HeXenadu nekapcTeeHy peaxkumu. CBOTBETHO, MpU
€A4HOBPEMEHHO NpuemaHe Ha nekapcersa, mHxmbupawm CYP3A4, tpabea fga ce Kopurnpa
po3ata Ha a- dihydroergocriptine. Toea TpsGea ga ce nma npegswg BUHarK, Korato ce
npeanara enHoBPEeMEeHHO  TpeTupaHe. Maxponughnte  antvbuoTvum  (Hanpumep
epuTpoMuLMH) He BuBa pga ce ynotpebssaTr eaHospemMedHo ¢ a- dihydroergocriptine, To1
KaTo TOBa MOXE 3Ha4YUTENHO Aa 3acuny geitcTeneTo Ha a- dihydroergocriptine.

4.6 BEpeMeHHOCT U KbpMeHe




4.7 Bnusinne BLbXY cnocobHocTTa 3a moathupase 1 paborata ¢ Maliihn

B cnyyaii Ha XUNoTeH3anBHa peakuus , KOATO CE MPOSIBSBA MPY HAKOW NaumeHTn, ocobeHo B
paHHus eTan Ha nevenueTo, Tpsabsa ocobeHo Aa ce BHMMaBa npu Wodmpane n paboTa ¢
MaLyHy.

Mauventute, TpetMpaHn ¢ a- dihydroergocriptine, npu KoWTo ce NPOSBABa CbHIMBOCT,
TpsibBa oa ObvAaT yseaoMEHN Aa ce BL3AbPKaT 0T WodvpaHe unm oT AeHOCTY, NPW KOUTO
oTcrnadBaHeTo Ha BHUMaHNETO MoXe Aa MOANOKA TAX UMM JPYFX NiLa Ha PUCK OT CEPMO3HO
HapaHsiBaHe UM cMmbpT (Hanp. patota ¢ MalmHW), J0KaTo NauveHTUTe He npeoaonesT
YCelllaHETO 3a ChHMMBOCT (BUX ChLo Taka pasgen 4.4).

4.8 HexersniaHy riekapcTBeHy peakiiny

a- dihydroergocriptine ce acouuupa ¢bC COMHOMEHTHOCT.

Mo BpeMe Ha KIVMHUYHWTE UBNWTBAHUS HSKOW TNALMEHT Ce Oorsiaksaxa oT rajeHe,
noBpulliane, racTpanrng, napeHe B CTOMaxa, JAucriencus, sanek, BUeHe Ha GBHAT,
XWUMOTEH3UA, MOCTYPArnHO HUCKO KPBLBHO HamsraHe, Konanc, OTNafHarnocT, ChHAMBOCT, 0610
BesnokoncTBOo, rnascbonue 1 Taxukapans.

Hexenannte nexkapcTBeHW peakuuy oBMKHOBEHO ce NposiBABaT B NLPBUTE AHWU Ha
NevYeHneTo, W NpoAbIKaBaT Kparko. Hakon oT Tesn ethekTy ca CBbp3aHu ¢ [03aTa, U MoraTt
4a ce eNnUMUHVPAaT Ypes HamanseaHeTo i,

B pegxm cnydaw moxe fga ce Habmiogasa koweH obpus. B To3u criyyait criefgsa ga ce
fpeKpaT NEYEeHNETO U [a Ce Hanpasy KOHCYNTaLUMSA ¢ fiekap.

B cnyyail Ha neyeHue, KoMOWHMPaHO € sieBoAONA, ce Habnioaasa YBenmueHa 4yectoTa Ha
HEXENAHNUTE IeKapCTBeHW peakuuW, OT TUMma Ha racTpanrus, nuposa, npunagbum w
rnasobonune. CrobLUeHn ca criydan Ha OTOLM 1 XaIMoLMHaLIMu.

Makap u ga nunceaT [OKasaTericTBa 3a Bpb3ka MeXay MpogbivkuTenHara yrnotpeba Ha
dihydroegocriptine, 1 nnespantata dubposa, KakBaTo Bpb3Ka e cboblleHa Mo oTHoLeHue
Ha OPYrM epronponssofHy, nauneHTuTe ¢ ANeBponynMoHantn cumntoMmm Tpabea aa Gbaar
BHUMATESTHO U3CreABaHn 3a Bb3MOXHa rrerpanHa ¢pubposa.

4.9 NMpepo3npaHe

CrnyyaiiHoTO NpegoavpaHe MOXE [ja NPeausBMKa XMMOTeHaNUs, rafeHe 1 NoBpbllaHe; B TO3u
crnyyail, KaTo aHTUROT CreaRa Aa Ce U3NOoN3Ba UHTPaMYCKYIHO MeToronpamu. MaueHTsT
TpsibBa Aa ocTaHe fa Nexu, kaTo ce HabniaaBa apTepuarnHoTo My HarisraHe.

5. PAPMAKONOIMYHY CBONCTBA
5.1 ©apmakoaMBaMUyH CEBOUCTES

TpemopbT, BpafMKMHE3NUsTa, U CKOBaHOCTTA, KOMTO ce HabmwaasatT npu TTapKuUHCOH, ce
ABMKaT Ha MOocTeneHHaTa pereHepauuns Ha JonaMuHepruydHuUTE HeBpoHW Ha Substantia
Nigra, v Ha HUrpocTpUaTanHuTe HULWKA. TOBa BOAM KO NWMNca Ha A0CTaThYHa UHXMBKUMS Ha
XOIMMHEPTMYHNTE HeBpoHW Ha corpus striatum, v no TosW HayMH A0 eKcTpa-NupamMugHu

Corpus Siriatum. B  pgonbiHeHWE,




aroHMcTUYHO Aeictene BupXY D; peuentopute. CTUMynupaHeTo Ha JoMaMUHEprudHvTE
HEBpPOHW OT cTpaHa Ha a- dihydroergocriptine otcnabea exkcTpa-nMpammaHUTe MOTOPHM
CUMNTOMM, XapakrepHu 3a Bonectra Ha [MapkHCOH.

MpoyysanusATa npW KMBOTHU [EMOHCTPUPAT, 4Ye IedyeHweTo ¢ a- dihydroergocriptine
npefoTBpaTaBa CUMATOMUTE, NogobHM Ha MapkuHCOH, NpuuKMHEHK oT TokcuHa MPTP, kaTo
npepoTepaTssa fercHepaunsaTa Ha HeBPOHHWTE KMETKW, NpeansBuKaHa o7 OKCUAW3MpaLLn
areHTu.

HeBpozsallutHaTa BeliHOCT npepcTasnsasa npsiko gelicteue Ha dihydroergocriptine supxy
CbABLMKAHUETO Ha peayuMpaHnsa TNYTATMOH B MO3bKa, KOEBTO MPeAcTaBrsisa BaXeH
eHforeHeH aktop (“4mcTay”) cpelly LMTOTOKCUYHOCTTA Ha BUCOKO-PEaKTUBHUTE PajiuKany,
ceobofHu oT Kucnopop. OBpasyBaHeTo Ha CBOGOSHW PaauMKanyi B MO3bKa Ce YBeHu4asa C
BBb3pacTia, Nopagy YCUNeHOTO TOKCUYMHO CTUMYAMPaHe, KakTo W MpU HAKOW OEreHEepaTnBHU
Gonectu kato [apkmHcod v Anuxaitmep. JleHeHUETO ¢ AMXMAPOEPTroKPUITIH NPean3BIKBa
3Ha4UTENHO YyBENWYeHWe Ha pegyumMpaHis rmyTaTMoH B MO3bKa, Ypes akTuBupaHe Ha
EH3UMM-aHTUOKCUOaHTIA.

Upea rophua MeXaHusbm, NeKapcTBeHust MPOSYKT NPERoTBpaTsABa AereHepaunsta Ha
HeBpoHuTe Ha Substantia Nigra, npegussukaHo ot MPTP npu ekcriepumenTanHa 6onecT Ha
MapkuHcoR.

5.2 QapMaKoKMHETHYHW CBONCTEA

dapmakokMHeTUKaTa Ha a- dihydroergocriptine BeposTHO ce onmcsa Hait-goBpe dpes
MosoBaBaHe Ha MOLEsl, CbCTosi Ce OT TPM KOMMNOHEHTa. Bpbakata Mexay [o3a,
KOHUEHTpauus 1 edekT e NuHeliHa,

a- dihydroergocriptine ce aGcopbupa 6kp3o cnep npuemaqe npes ycrara. Hali-Bucoknte My
HMBa B Nnasmata ce Habniogasat crneg 30 go 120 muHyTu. CBLP3BaHETO My C NMPOTEUHUTE &
npuGnuautenHo 50%. Mpubnunsutento 97% ot a- dihydroergocriptine ce metaBonuasupa
upes vephHusi Apo6. AGconoTHata opanHa GUOHaNMMUHOCT Ha IeKapCTBEHUST MPOAYKT &
npnbnnantenHto 2.4% ot fosata. CpepHusaT My GUonoryeH NonyKUBOT e NpUBRnaUTEnHo
12 yaca. o- dihydroergocriptine ce ekckpeTupa Ypes U3npaXHEHUATa.

Crieps npremaHe Ha NeKapcTBeHUAT NPORYKT 4Ba 4O TPU IMbTN SHEBHO, H1bP30 Ce AOCTUra S0
cTabunHo cecTosiHue. Tpy naumMeHT ¢ XPOHWUHHN 3abonsiBaHnst M CbOTBETHO JieUeHVe, He
ca 3abensizaHn KyMynaTuBHU NPOsIBU Ha NEKapcTBOTO.

5.3 [IpegknvBvyHY HaHHK 338 Oe30HaCHOCT

flpn muwkn 1 nnexoee opanHaTta LDs; e cvotBeTHO 4384.6 1 >5000mg/kg. Mpy chlyure
BUAoOBE UHTpaBeHosHaTta LDs e 192.3 u 50.7mg/kg. Mpu gbNrocpouHy TECTOBE 3a oparHa
TOKCM4HOCT, W3BBLPLUEHW Apu nnbxose M mavimyHM, o- dihydroergocriptine ce Tonepupa
AoBpe, ocobeHo npu mMakmyHiATe, 1 AOPKU NPU SO3M, MHOMOKPATHO MO-BUCOKWA OT AHEBHUTE
TEPaneBTUHHK  [O3W, npunaraHy npu  Xopata. JIekapcTBEHWAT nNpPOAYKT Hamarsiea
hepTUnuTeTa NpKU MTLXOBETE, KaTo PENPOAYKTMBHATE MY TOKCUYHOCT ce 3abersssa npu
Hali-Hucky gosu ot 18mglkg AHeBHo. ToBa Ce fABsBa CNEACTBUE. O ACTBUETO MY,
NG




BYCOKA OT MakKcumanHute BHEeBHW 003K, KOUTO ce npusaraT npyM xopata. Tecroseve 3a
MYTareHHOCT ¢a ¢ OTpuUaTerneH pesynyar.

6. DAPMALIEBTUYHW BAHHK

6.1 CnychK Ha NOMOIHKTE BelleCTBa
Lactose monohydrate

Microcrystalline cellulose
Croscarmellose sodium

Magnesium stearate

Povidone

6.2 HectBMecTUMOCT

Hsama jaHkK 3a HeCLBMECTUMOGT, HO HE Ce NPenopbYBa eaHoOBPeMeHHaTa ynotpeba ¢
ZPYIvt IEKapCTBEHN MPOLYKTY.

6.3 CpoK Ha rogHOCT

4 roauHN

6.4 Cnietiyanyy YCNORBMS Ha ChXpaHeHue

Ha ce chxpausga npn TemnepaTypa nog 25°C.

6.5 Bua 1 cuobpxaHue Ha ONaKOBKaTA

Brmctepn ot anymurum 1 Henpospayuho 6siro PVC, cogbpxalym 10 TabneTky B Brinctep.
Kymuitkata ceabpxa ABa 6nmcrepa.

6.6 MucTpykuym 3a vrioTpeba
Hawva

7. UME W AOPEC HA NMPUTEXATENSA HA PA3PELIEHVETO 3A YIIOTPEBA
Poli Industria Chimica
Rozanno (Milan) - ltaly

8. HOMEP HA PA3PELIEHUETO 3A YIIOTPEBA
20000166

9. BATA HA MbPBOTO PA3PELUEHUE/HA NOOHOBRABAHETO HA PA3PELUEHUETO
5 10HM 2000

10. IATA HA PEBU3KA HA TEKCTA




