KPATKA XAPAKTEPUCTUKA HA MPOOYKTA
SERMION® coated tablets 10 mg

1. THproBcko HaMMEHOBaHYEe Ha JIeKapCcTBeHNs NPOHYKT

SERMION® HUWEGTERCTRO HA 37PASECMABRAKET
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2. KonuuecTBeH U KavyeCcTBeH ChCTaB th, 4, /4 5. 0% 0% W .

Bcaxa obButa Tabnetka ceabpka 10 mg nicergoline.
3a nomowHnTe BellecTsa Bk paspen 6.1.
3. llekapcTREHA hopma

Ob6BuUTH TRONETKA
4. KNMHWYKBEK OAHHAU

4.1 lNoKkasaHua

Mo3sbyHU MeTabonUTHO-ChA0BK HApPYLUEHWA - OCTPK U XPOHWYHW, B pe3ynTaT Ha
apTepUOCKepo3a, TpoMBo3a u eMO0niM3sM Ha MO3BYHUTE CbLOBE, NMPEXoaHN HapyLUeHUs
Ha MO3b4HOTO KpbBoobpalleHne (TPaH3UTOPHN NCXEMUYHW aTaku).

MepudepHy MeTaboONUTHO-CBAOBY HapyLIEHNs — OCTPM K XPOHWMHK (OprasnyHn 1
hyHKLMOHaNHM apTepuonaTiii Ha kpanHuumTe, bonect Ha Raynaud, gpym cusapomMu,
CBBP3aHu C HapyLieH KPLEBOTOK).

I"'nasoborive.

HobasbyHa Tepanus fipy apTepyanta XUNnepToHns.

4.2 No3vpaHe U HaYMH Ha RPUNoXKeHne

5-10 mg Tp¥ MbTUM AHEBHO Ha paBHWU MHTEPBasny OT BPEME 3a npepnoyuTaHe Mexay
XpaHeHusaTa, 3a NPOALIMKUTENTHO fieYeHune.

[losvpoBKaTta, NPOABMKXUTENHOCTTa Ha IEYEHUETO U HAYNHBT Ha MPUIOKEHNE Ga B
3aBUCUMOCT OT KIMHUYHMS criyyald. [oHsikora e 3a npegnoYnTane NeYeHUETO [ia 3afouHe
NapeHTEPAITHO U Aa NPOALITKM KaTo NepopariHa NnofAbmKalla Tepanus.

4.3 NpoTuBOnOKasaHus

CBpbXUYBCTBUTENHOCT KbM hicergoling Unn HsKoe oT NOMOLWHNTE BeLLecTBa,

MpeceH MmuoxapaeH UHMapKT;

OcThp KPBLBOUSSIUE;

Texua bpaghkapaus;

HapylueHa opTocTaTvyHa perynaums.

4.4 CneuuanHu NpoTUBONOKAa3aHUA U CNelManin npesyrpexgeHus 3a ynotpeda
Halt-001wo, Sermion, nNnpueT B NpenopbYUTENHUTE BO3K, HE OKa3Ba BNNAHNE BbEXY

apTepuanHoTo Hansirase. Npu XMnepToHuUY MoXe Aa € NpuynHa, obave, la,a;me-reneHHo
MIOHWKEHME Ha apTepuanHoTo HansraHe. SRR g
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KPATKA XAPAKTEPUCTKA HA TMTPOOYKTA
SERMION® coated tablets 10 mg

naLMeHTn ¢ XUNEPYPUKEMNSE UM aHaMHECTNYHK SaHHW 3a nogarpa uinu Ha Tepanus ¢
JNieKkapcTBa, KOUTO MMaT ehekT BLpXy MeTabonmamMa 1 eKCKpeLmMsTa Ha NMKOYHaTa
KucenuHa.

[a ce na3u ot geual
4.5 JlekapcTBEHM ¥ BPYrv B3auMogencTema
Nicergoline moxke fa ycurn edekTa Ha aHTUXUNEPTEH3NBHUTE nekacTsaun. Tbil KaTo

Sermion ce meTabonusupa vpes CYP 2D6, He moxe Aa ce M3KITIUM Bb3MOXKHOCTTa 3a
B3aUMOAENCTBYE C NEKapcTBa, KOUTO ce MeTabos3MPaT OT ChLUNS EH3UM.

4.6 BpeMEeHHOCT U KbpMeHe

Btnpekn 4e B TOKCUKONOIYHKM MpoyyBaHus nicergoline He € nokassan TepaToreHeH
edexT, NekapcTBEHUAT NPodyKT TpAbBea ga ce ynoTpebsasa npy BpemeHHM Camo B crnyyan
Ha peanHa HeoBXoJMMOCT Y BUHArM Nog AUPEKTEH MeAULIMHCKA KOHTPO.

4.7 Echexti BBPXY cnOocoOHOCTTE 22 WojMpaHe U paboTa ¢ MaliuHU

He e no3HaTo Bb3JeNCTBUE BbPXY cnocobHocTTa 3a wodupaxe nnupaboTa ¢ MallnHW.
4.8 HexxesiaHn JieKapCcTBeHM peakuuu

Onucax ca caMo pPegxy criyvyan Ha HEXEaHN NeKapcTBEHN peaKLMK, KoUTO He ¢a
KNMAHNYHO TEXKN.

CupleyHo-chioga cucmema: XUnoToHNs;

Facmpo-yHmecmuHasHa clucmeMa: CTOMaLUHK cMyLeHns (gucnencus, rageqe,
NOBPBLYAHE);

A8mOHOMHa HEPEHA CUCIMEMA; CBETOBBLPTEXK, 3amMalisaHe, TONMM BLIHN,
Koxa/koxnu npudambLu; 0BpuBK NO KoXaTa;

Meuxuampuyry: CeHAMBOCT, De3CLHKE.

4.9 Npeposupake

B nnTepaTypaTa He Ca cnucann cnyyan Ha npeposvpaHe.

5. @apmakosioruyHy gaHHN
5.1 dapmakoanHaMHUyHN CBOMCTBA

dhapmakoTepanesTudHa rpyna: lNepudeprn sazogmnataropu ATC kog: CO4AED2

Sermion UMa HAKOSIKO BEPOSTHN MEXaHN3MMW Ha JeCTBUE. XONMMHOMUMETNYHY CBONCTBA,
CTUMYysiMpaHe Ha npeobpasyBaHeTo Ha hochonHO3NTIAA, eMEKT BBPXY MO3bLYHUSA
metaBonuzbm 1 edekti BbPXY andal-agpeHeprniHnte n nogTun SHT;, CEPOTOHUHOBK
petientopu.

Nicergoline noTrcka akTMBHOCTTa Ha aueTunxXonnHecTepasarta Mo S0303aBBCM HaulH.
Toli ynecHsiBa TbpHOBbPa Ha foNamMyH ¥ HopaapeHarnH B MO3bKa 1 MoBULLIABE
KOHLeHTpauuuTe Ha meTabonuTa Ha HopagpeHanvH B KopTeKca, Halt- BepGHTHO KaTO
pesynTaT oT Brnokaga Ha agpeHopelenTopuTe. BnvsHueTo Ha nlcergohne B“bp_g(yﬁ
TPaHCOYKUMOHHATa CUCTEMA Ha BTOPUSI MECUHIDKLD cbocq:)OMHosmm,q Mc»ﬁé ha 06HCHD1'
UaCT OT MONOXUTENHUS eMEKT Ha NEKaPCTBOTO NMPY CEHUITHOTO Mcgsbqno prexf:,ane Y
Nicergoline noBuwaBa cyHTE3a Ha MO3BYHUTE NPOTENHN U Hymewﬁoam KMCENUHIM NPy~ i
NNbXoBe, KOETO € CBBP3aHo ¢ nogobpeHr cnocobHoCTY 3a aayqasgue MexaHmannb'r Aa; 't
edhekT Ha nicergoline crieq XMNOKcUs NMo-BEPOATHO € CBbP3aH C ,qmpercmo @peme ﬁa




KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA
SERMION® coated tablets 10 mg

uepebpariHarta meTabonntHa hyHKUMA, OTKONKOTO C MOBULLIEH MO3BYEH KPBBOTOK, Thi
KaTo ce NPOosBsBa 1 MpU XUAePKanHuYHY YyCrnoBua Npn MakCumanHo Aunatipabin Mo3byHu
cbaose. Nicergoline He Nokassa ceavpallia, aHTUKOHBYRCaHTHA UMY aHTUPRE3SPNUHOBA
akTMeHoCT. HeBpoNpoTEKTUBHUAT MYy eeKT ce Megumrpa OT aHTHMOKCUAaHTHaTa My
aKTMBHOCT. Herosure eekti BbpXy CbpAEYHOCEAOBaTa CUCTEME Ca LHMPOKO fipoyYeHn ¢
Hanp., HaMansaBa KPbBHOTO HafsraHe 1 cbhpaeyHaTa YecToTa B HUCKW 403K MPU KydeTa
nofobHO Ha KIoHWAMH. B ekcriepumenTanHy yernosua Sermion nogobpsisa
MOCTXUMOKCUYHNA U NIOCTUCXEMUYHNSA MO3BYEeH MeTabonuabM. YCTaHOBEHO €, Ye NOoThCKa
agxesnsita Ha YoBeLUKN TPoMOOLNTK, akTUBMPAHY C agpeHaniH 1 NnpegoTepaTsBa
oBpasyBaHeTo Ha TpomOoLUMTHM emBonK, NpegU3BMKaHo OT Jie3uK B apTepuanHarta cTeHa,
Ha KOETO Ce AbIKK Hal-BEPOATHO HEMORATO XEMOPECHorUHo feiicTeue. YeTaroReHa e
3aBUCMMOCT MEXAY Ao3aTa 1 edekTa fipy 3penu gobposornum u Xopa B HanpegHana
BB3pacT no oTHoweHue Ha EET napametpute. EdexTsT Ha nicergoline 10 mg, 30 mg 1 60
mg B YCIOBUS Ha KUCMOPOAEH rmMayf) rokasa ysenuyasaHe Ha genTta- 1 TeTa-akTuBHoCTTa B
napueTanHuTe, TEMNopanHnTe N LUeHTPanH1TE PErMoH, HamansisaHe Ha beTa-
aKTUBHOCTTA B JisiBaTa TeMrnoparHa obnacT u HamansBaHe Ha anda-aKrMBHocTTa B Ao-
ronsima 4act ot Mosbka. Nicergoline sHaunTenHo Hamansisa BNolaBaHeTo Ha MO3SbYHUTE
hyHKLMIK B PE3YFTAT Ha XuioKkcusi. Tol akTueupa BuocuHTEsaTa Ha NPOTENHY 1 NoBuLLaBa
pervoHansus obpaTeH 3axBat Ha HopagpeHanuH 1 AonaMuH B Mo3bKa. EQekrsT My
BBPXY fonaMuHosus ofpaTteH 3axsar e YHUKaneH 1 Moxe Aa ce obsicHu ¢
SHTaroOHMCTUYHO ASlCTBUE Ha AONaMUHOBUTE PELENTOPU.

5.2. dapMakoOKMHETUYHIN CBOUCTBA

Cneg IV npunoxerue nicergoline ce nognara Ha 6bp3a xugponunsa Ha ecTepHaTa Bpb3aka
1 ce obpasysa 1,6-dimehtyl-8b-hydroxymethyl-10a-methoxy ergoline (MMDL.).
Mocregeatuara GuoTpaHchopmaLivs Boau 2o obpasyBaHeTo Ha Metaborura 6-mehtyl-8b-
hydroxymethyl-10a-methoxy ergoline (MDL). Mpubnuantenyo 51% oT npuroxeHara gosa
ce enumuHnpa ¢ ypuHarta, a camo 10 % - ¢ cheueca.

Fipn nepopanyHo fipunoxeHne ce Habnrogasa novT MenHa abcopbuvs, a abconwoTHaTa
DuoHaNMYHOCT Ha NEeKapcTBOTO € fHo-Manko oT 5%. W cnep nepoparnHo npurnoXexne ce
obpasysaT Te3un MmeTabonuTi, KaTo Hal-BepOATHO ToBA ce AbMKK Ha “first pass” edexT.
CTteneHTa 1 ckopocTTa Ha abcopbums Ha riicergoline, onucanmn ypes MMDL »n MDL,
M3rnexaa He ce NOBNUSIBAT CbLUECTBEHO OT Npuema Ha xpaHa. O6eMbT Ha
pasnpegeneHue e noeeve oT 105 L. MetabonuthuaT npodun cneg nepopanHo
NPUAOXEHWE HE ce pasnnyaea CbLUeCcTBEHO OT To3u crned IV npunoxenne. Cnen
sHauuTeneH “first pass” metabonumasm ce obpasyear MMDL 1 MDL.

OCHOBHWAT BT Ha ENUMUHMPAHE U NPY NepopanHata dopma octasa 6u0peynns. Toi ce
enuMuHvpa cniabo BB (heleca ypes dunnapHa exckpeuns. [Nopaaw Tasuw NpudnHa Tpabdea
Oa ce uma Npessua HamanseaHe Ha [osata nNpy NauuMeHTy ¢ TEXKO yepexaaHe Ha
OvbpevuHaTta dyHKumsA. Miva aadHwn, nokassaliy, Ye npouechT Ha gemeTunupare Ha MMDL
CE OCLLUECTBABA Ypes KatanuTu4HoTo aeicTene Ha CYP 2D86. 3atosa Tpsbea ga ce uma
npegeng BE3MOXKHOCTTa, Makap 1 Marika, 3a B3auMoAeicTBre ¢ NeKapcTsBa, KOUTO ChLLO
ce meTtabonvsupaT OT TO3W eH3nM.

Nicergoline nma nvHeHa hapMakoKMHETUKE KaKTo NPy Mitann, Taka 1 npu Bb3pacTHU
nauuneHTy.

Tobit KaTo (hapMaKkoKMHETUKATA NPK NaUKWEHTU B HanpegHana Bb3PacT € ¢X04Ha ¢ Tasu rpu

Miagu, He € Heobxogumo Kopurrpade Ha Qoaute. Toea e 0cobeHo BaXHO, UMaKu

fnpeasu dakTa, Ye NexacTBOTO Ce U3Nosi3sa M Npw TaKMea nauneHTy. .
peasus & P U e

5.3 lMNpenkrvMHUYHY BaHHKY 3a Oe30nacHoCT ,,f‘ /rﬂf T

TOKCUKOFNIOrMYHUTE TECTOBE BBPXY Pa3Nu4HM XKUBOTWUHCKA BUOCEES ;{oxaasa'r Ye ;_' g \\\n
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KPATKA XAPAKTEPUCTHMKA HA MPOOYKTA
SERMION® coated tablets 10 mg

mg/kg opu MuLukk, 2872 malkg npy niibxoee). Olle noeeve nicergoline He noxkasea
emBpuocheTarnda TOKCUYHOCT UM TePaTOreHHN edexTu.

6. @apmaueBTUYHY SaHHU
6.1 CnnckLK Ha NMOMONIHUTE BellecTBa
Microcrystalline cellulose, Dibasic calcium phosphate dihydrate, Magnesium Stearate,

Croscarmellose sodium.

O6suBKa: Acacia, Sandarac gum, Colophony, Talc, Magensium carbonate, Carnauba wax,
Titanium dioxide (E171), Sucrose.

6.2 DU3NKO-XMMMYHN HECEEMECTUMOCTH

Hama.
6.3 Cpox Ha FrogHOCT

3 roguHu.
6.4 Cneynarnky YCroBUA Ha cbXpasebue

[pu Temneparypa riog 25°C.
6.5 By va onakoBKata U ChObpiKaHue

Sermion ot 10 mg ce npeanara B onakosky no 50 obBuTY TabBreTky B GrncTepu.

6.6 Mpenopbku npu ynorpeba

He ca Heobxogumn cnelMarHn UHCTRYKUMN.
7. MpuTtexaten Ha paspelieHUETO 3a yroTpeda

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

8. PerncrtpauvioHeHn Homep

9. [laTa Ha nBEPBO paspeluaBaHe 3a yrnotpeda

10. BaTta Ha (4acTUyHa) akTyanu3auns Ha TeKcTa




