KPATKA XAPAKTEPUCTUKA HA MNMPOOYKTA
SERMION® film- coated tablets 36 mg
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Beska onnmupata Tabnetka ceabpa 30 mg nicergoline.

3a nomowHnTe BellecTBa BUXK pasfen 6.1.
3. llekapcTBena hopma

O6BUTY TaBrieTKn
4. KINMMHWYHAU BAHHA

4.1 FlokazaHun

Moab4HY MeTaBonUTHO-CLAOBY HapYLLUEHNs ~ OCTPW 1 XPOHWUYHM, B PE3ynTaT Ha
apTepuocknepoaa, Tpombo3a N eMBONUILM Ha MO3BYHUTE ChOOBE, NPEX0AHN HapyLUIeH s
Ha MO3BYHOTO KpbBOOBPaLUEHNe (TPAH3UTOPHY UCXeMIAMHI aTakm).

4.2 fo3upaHe N HEYUH Ha NPUNOXKEHUE

Mepopanko 60 mg GHEBHO, ABYKPETHO Ha paBHWU MHTepBaNn.

4.3 NpoTUBONOKa3anus

CBpbXYyBCTBMTENHOCT KbM nicergoline nnmn HaKoe oT NOMOLLHUTE BELLeCcTBa;

Mpecen MuokapgaeH MHGapKT;

OcTBp KPLROWSNME;,

Texxka Opapukapans,

HapylweHa opToctatudHa peryniaums,

4.4 CreuyanHu NpoTKBOMOKAa3aHUA ¥ CreuvasiHi npeaynpexaeHus 3a ynotpeda

Hai-061w0, Sermion, npYeT B NPENOPBUATERHUTE 034, HE OKa3Ba BIIMSHUE BbPXY
apTepuanHoTo Hangrade. [py xMnepToHVLW MOXe ga e ripudnHa, obave, aa nocTeneHHo

NoHWXxeHWe Ha apTephanHoTo HanAaraHe.

Tolh KATO OCHOBHKAT NBT HAa eKckpeuvst Ha nicergoline 1 HerosuTe meTabonuTu €
OBOPEYHUAT, MpenopbLYMTENHO € HamarisiBaHe Ha fo3aTa fnpu NauveHT ¢ yspeaeHa
6Bb6peyHa dyHkUus. [lekapcTBEHUAT NPOAYKT TpAbBa Aa ce npunara BHUMaTenHo npu
NauneHTU ¢ XUNepypukeMust N aHaMHeCcTUYHN JaHHK 3a nogarpa w/vnm Ha Teparus ¢
nexapcyBa, KOUTo UMaT ediekT Bbpxy MeTabonuama v ekcKkpeuusiTa Ha nuKkoqHaTa

KHcenuHa.
Jia ce nazn or geual

4.5 lekapcTReHy U ApYyru B3auMogencTEMs
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Sermion ce metabonuanpa upes CYP 2D6, He moxe Aa ce MSMPQ{{!“?@@MO_%HQE’IT@S@
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4.6 BpeMeHHOCT U KbEpMeEHe
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KPATKA XAPAKTEPMCTUKA HA NPORYKTA
SERMION® film- coated tablets 30 mg

Bunpeku Yye B TOKCMKOMNOIMMUHY NpoyyBakug nicergoline He e nokasBan TepatoreHex
ewhekT, neKapcTBEHUSAT NPOAYKT Tpsbea Aa ce ynoTpedsBa npu OpemeHHt camo B cryydan
Ha peanHa HeoOXoRMMOCT 1 BUHaM NOA AUPEKTEH MEeAULIMHCKM KOHTPO.

4.7 Edbexty BbPXY cnOCOBDHOCTTA 3a WojupaHe U paboTa ¢ MaluHn

He e nosHato BL3AeiicTBME BBPXY CNOCOBHOCTTA 3a WodupaHe unupatoTa ¢ MallHu,

4.8 HexenaHn nekapcTBeHV peakumm

Orincanu ca camo pefku cniydan Ha HeXXenakW fekapcTBerHu peakuii, KOMTO He Ca
KNNHWYHO TeXKNA:

CupldeyHo-cbdoga cucmema: XUnoToHWS,

Facmpo-uHmecmuranda cucmema: CTOMallUHK cMyLLeHus (Aucrencus, rageHe,
NoBpbBLLAHE);

ABIMOHOMHA HepeHa cucmeMa; CBETORBLPTEX, 3aMaliBaHe, TOMNMM BhIHK;
Koxka/koxru ripudambyu: o6pyBY No KoXata;
TeuxuampuyHy: ceHNNBOCT, He3CbHKE.

4.9 [penosuvpaHe

B nutepatyparta He ca onucaHu criyyan Ha ripefioampaHe.

5. DapmakonormuHmn gaHHu
5.1 ©apmaKkofuHaMUHH CBOKMCTBA

dapmaxkoTepaneBtnyHa rpyna: [Nepudephn sasogunartatopu ATC kog: CO4AED2

Sermion UMa HAKOMNKO BEPOATHN MEXaHU3MKW Ha [eCTBUE. XONMHOMUMETUUHU CBONCTBEA,
cTumynupaHe Ha ripeobpasysaHeTo Ha dpochonHoanTnaa, eekT BbpXY MO3bYHUS
mMeTaborninatm 1 edexTn BbpXy andal-agpeHepruqHnTe 1 nogun SHT 14 cepoToHnysosu
peuentopy.

Nicergoline noTucka akTMBHOCTTA HA aLeTUNXonMHecTepasara fno Jo303aBNCAM HavyuH.
Tolt ynecHsiBa TbpHOBbPa Ha AoNaMyH W HopagpeHaniH B MO3bKa 1 nosullaBa
KOHUEHTpaumnTe Ha MeTabonuTa Ha HopagpeHanH 8 KOPTeKca, Har-BeposTHO KaTo
pesynTaT oT 6nokaga Ha afgpeHopelenTopuTe. Briusiiveto Ha nicergoling Bupxy
TpaHcAyKLUMOHHATa cucTeMa Ha BTopWS MecHMKbD ocdonHoanT Moxe fa obacHu
YyacT OT RONOXKUTENHNS edeKT Ha FIEKapCTBOTO NPY CEHUITHOTO MO3B4YHO YBPEXiaHe.
Nicergoline nosuaea cuHTE3a Ha MO3BYHUTE NPOTEUHN N HYKNEUHOBU KNCENNHWY MpU
NiTbX0Be, KOETO € CBbP3aHo C NogobpeHn criocoBbHOCTM 3a 3aydaBaHe. MexaHuameT Ha
ecbekT Ha nicergoline cnep XMnNokcns Mo-BeposiTHO € CBbP3aH C ANPEKTHO Nofobperne Ha
uepebpantata meTabonuTHa yHKLUWS, OTKONKOTO € NOBMILEH MO3bYEH KDBBOTOK, Thid
KaTo ce NposiBABa M NpK XUTNEPKanHUYHK YCNOBUS NPY MakcUmanHo Annatmpadi MoabYHN
cvaoBe. Nicergoline He nokassa cepgupallla, aHTUKOHBYNCAHTHa UMW aHTPE3EpnuHOBa
aKTMBHOCT. HEBPOMPOTEKTUBHUAT MYy edekT ce Megunpa OT aHTUOKCuaaHTHaTa My
axTuBHOCT. Heroeute edeKkTi BbpXY CbPAeYHOCHAOBaTa cUcTeMa ca LUMPOKO NpoyYeHn 1
Harp., HaMansBa KPLBHOTO HanaraHe U CepheYHaTa YecToTa B HYCKW [O3K MPY KydeTa
riogoBHo Ha KAoHuAMH. B excnepumeHTantu yenosusi Sermion nopobpsiea
NOCTXUMNOKCUYHIS U TOCTUCXEMUYHUS MOSBYEH METabOoNU3LM. Yc:-raHoBeHe“’eﬁe noTucka
aaxeansTa Ha YoBELLKW TPoMBOLIMTY, aKTUBNPEHU C aApeHanuH wnpe,uompamsa
oBpasyBaHeTo Ha TPoMBoLNTHI eMBosu, MPeaNSBUKaH0 OT Ne3nn B ap’r’é;—)manuawa\c-rena
Ha KOETO Ce ObiKi Hali-BePOosiTHO HEroBOTO xemopeonormwofﬁemcmme VCTaHOBeHa e
3aBUCKMOCT MEXKRY J03aTa W edexTa Npu apenu ,qoﬁposonum.m.xopa 8 Hanpe.q ana’
BB3pacT No oTHoweHne Ha EEI napameTpute. EdekTst Ha ntcergo\me 10 mg, 30 mg n 60

%




KPATKA XAPAKTEPUCTMKA HA TPOAYKTA
SERMION® film- coatad tablets 30 mg

Mg B YCFOBWS Ha KMCMOPOAEH rfafj nokasa ysenuyasaHe Ha JenTa- U TeTa-akTMBHOCTTa B
napueTanHuTe, TEMNOPaINHUTE U LEHTPaNdnWTe perMoln, Hamanseane Ha beta-
aKTMBHOCTTA B NisiBaTa TemnopanHa obrnact 1 HamansBaHe Ha anda-akTBHOCTTa B Mo-
ronsma 4act oT moseka. Nicergoline sHa4KMTENHO HAMaMnABA BIIOLLIABaHETO Ha MO3BYHUTE
chyHKUMK B pE3YITaT Ha XUnokeus. Tol akTuempa buocKHTE3aTa Ha NPoTENHW U Nosullasa
pervoHariHua obpateH 3axBaT Ha HopagpeHanuH ¥ fonamuH B Mo3bKa. EdekTsT My
BBbPXY 40NaMNHOBUS 0BpaTeH 3aXBar € YHUKaNeH 1 MOoXe fa ¢e 06ACHN
aHTaroOHUCTUYHO BelCTBUE Ha A0NMaMUHOBUTE PELIENTOPK.

5.2. DapmaKkOKUHETUYHM CBONCTRA

Crnieg 1V npunoxenne nicergoline ce nognara Ha 6bpaa Xugpornisa Ha ecTepHaTta Bpb3Ka
n ce obpasyea 1,6-dimehtiyl-8b-hydroxymethyl-10a-methoxy ergoline (MMDL).
Nocnepsawara buoTpaxcdopmaumsa oy Ao obpasysaneTo Ha metabonuta 6-mehtyl-8b-
hydroxymethyl-10a-methoxy ergoline (MDL). IMpubnusuTtenHo 51% ot npunoxeHata gosa
ce enuMmMHMpa ¢ ypuHata, a camo 10 % - ¢ cheueca.

Mpn nepopanHo Npusioxenne ce Habrloaasa no4tTy menHa abcopbuns, a abconioTHaTa
BMOHaNMYHOCT Ha NexkapcTBOTO € No-marko oT 5%. W crieq nepopanHo NpuroxeHne ce
obpasyBat Te3W MeTabonuTK, KaTo Hall-BeposiTHO TOBa ce Obipku Ha “first pass” edexT.
CreneHTa 1 ckopocTTa Ha aGeopbumna Ha nicergoline, onvcann upes MMDL v MDL,
n3rnexga He ce HOBMWSBAT ChIeCTBEHO OT npuema Ha xpaHa. ObeMbT Ha
pasnpegerieHne e noeede ot 105 L. MeTabonutHuAT npodun cnef nepopanHo
NPUWIOKEHNE HE Ce pasnu4yaBa ChllecTBeHo oT Toan crieq IV npunoxenve. Cnep
sHaunTenek “first pass” metabonmasm ce obpasysat MMDL 1 MDL.

OCHOBHUAT IMBT Ha ENMMMHKPaHE U NPy NiepopanHata dhopma ocrasa 6rx6pevnus. Tol ce
enumunHanpa cnabo BeB heleca upes BunuapHa exckpeuws. Mopaau Tasm npudnHa Tpsbea
da ce Ma npeasug HamarisisaHe Ha [o3arta npy NaumeHT © TeXKo yepexaaHe Ha
GwrbpeyHata oyHKUMA. Vima faHHy, nokassaly, Ye npouechT Ha gemetunnpane Ha MMDL
CE OCLLUECTRSABA Ype3 katanutudHoTo geiictere Ha CYP 2D6. 3atoea tpsabea ga ce uma
npessng Bb3MOXHOCTTa, Makap 1 Marka, 3a B3auMogeNcTBIe C nekapcTsa, KOMTO ChLLO
ce MeTabonunanpart oT TOo3k EH3UM.

Nicergoline nma nuHeHa rapMakoKMHETUKA KaKTo Npn MIagn, Taka 1 Npu Bb3pacTHu
nauveHTu.

Tol KaTO hapMaKoKMHETMKATA fipy NauMeHTV B HarnpeaHana Bb3pacT € CX04Ha C Taau npu
Mnagu, He e HeobXo[MMO Kopurupake Ha gosute. ToBa € 0cobeHo BaXHo, UMaiky
npegsuy hakTa, Ye NekacTBoTO Ce 13MNOoi3Ba W fpY TakmBa NauneHTy.

5.3 NpepkxnUMHUYHN O&GHHKU 32 6e30nacHoCT

TOKCHMKONOrMYHUTE TECTOBE BBPXY PasnuIHIK XMBOTUHCKU BUAOBE [OKa3Bar, ye
nicergoline nputexaea oTiM4Ha norocumocT (LDse mipy nepopanyo npunoxexue: 726
ma/kg npy muywkn, 2872 mg/kg npu rtbxoee). Olle noseve nicergoline He rokassa
emBpuocbeTanta TOKCUUHOCT Uk TepaToresHn epeKTn.

6. DapMaLeBTUYHU HaHHU
6.1 CnMcHK Ha NoMOoWHNTE BellecTBa

Microcrystalline cellulose, Dibasic calcium phosphate dihydrate, Magnhesium Stearate,

Sodium carboxymethyi celiulose.
M‘m"‘--.

®drriMoBo nokpuTue: Silicone, Opadry yellow, Polyethylene Glycol, /'?::g:‘
Hydroxypropylmehtylcelluclose, Titanium dioxide (E171), Yellow iron* omde—(E'ﬁZ) \”\X\\

6.2 PUINKO-XNMIUYHN HECHLBMECTHMOCTH
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KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA
SERMION® film- coated tablats 30 mg

Hsima.
6.3 Cpok Ha rogHoCT

3 roguHN,
6.4 CrieunarnHi ycsoBUA Ha CbXpaHeHue

Mpn Temnepartypa niop 25°C.
6.5 Bug Ha onakoBKatTa U ChibpKaHue

Sermion ot 30 myg ce npeanara B onakoeku no 30 dounmnpanin TabneTkn B BivcTepu.

6.6 MNpenopsku npu yrnorpeba

He ca HeoDxogumy crielnanH UHCTPYKLUMA.
7. MpuTexaTen Ha paspelleHNeTOo 3a ynorpeba

Pharmacia Enterprises S.A.
Circuit de la Foire Internationale
Luxembourg

8. PeructpaumoHeH HoMep

9. lata Ha MbPBO paspellaBaHe 2a yrnoTpeba

10. Oara Ha (yacTuyHa) akTyanusaLns Ha Tekcra




