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KPATKA XAPAKTEPHCTHKA HA TIPORYKTAS 669 -7 08 -12- 2075

1. UME HA JIEKAPCTBEHUS TPOAYKT

Xenan 50 mg punmupanu TabNeTKH
Headan 50 mg film-coated tablets

Xenan 100 mg puaMupanu TabneTku
Headan 100 mg film-coated tablets

7 4 KAYECTBEH U KOJIMYECTBEH CbhCTAB

Xenad 50 mg duamupanu TabaeTkH
Besika ¢punmupana tabnerka Xenan 50 mg cpabpka 70 mg cymaTpunTad CyKuUMHAT (sumatriptan
succinate), ekBuBajieHTeH Ha 50 mg cymaTpunTad (sumatriptan).

Xenad 100 mg duamupanu TabieTku
Besika ¢punmupana tabnerka Xenan 100 mg cbabvpxka 140 mg cymaTpunTal CyKUMHAT (sumatriptan

succinate), eksuasieHTeH Ha 100 mg cymarpunras (sumatriptan).

[ToMOLIIHO BELIECTBO € H3BECTHO JIEHCTBUE
Besika ¢punmupana tabnerka Xeaan 50 mg cvabpxka 180,02 mg nakro3a MOHOXHApAT.
Beska ¢punmupana tabnerka Xenan 100 mg cbabpxa 360,04 mg nakto3a MOHOXH/IpaAT.

34 NBJIHUS CITHCHLK HA MOMOILIHHUTE BelllecTBa BHXKTe Touka 6.1.

3 JIJEKAPCTBEHA ®OPMA

dunmupana Tadbnerka

Xenan S0 mg duamMupaHy TabneTkH
Benu, eJIMNCOBU/AHH, JBOHHOU3MbKHAIH, (hUIMUpaHn TaONIeTKH € Je/IHTeNHa YepTa U o3Ha4eHne SN ot

eaHara ctpada v 50 ot aApyrara.

Xeaan 100 mg duamupanu TabaeTku
Benu, eUnNcoBHAHHN, ABOHHOU3MbKHAIH, (UAMHpaHn TabieTKH ¢ o3HayeHue SN OT eiHaTa cTpaHa u

100 ot apyrara.

4. KJUMHUYHHU JAHHH
4.1. TepaneBTHYHH NMOKA3AHHSA

XenaH e nokasaH 3a Jie4eHHe Ha MHIPEHO3EeH NPUCTBIT ¢ NMPOsSBH WK Oe3 aypa.
M3non3BaneTo Ha NpoAyKTa TpsaOBa jla craBa caMo NpH M0CTaBeHa iHardo3a MUrpeHa.
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4.2. Jo3MpoOBKa H HAYHH HA NPHJIOKECHHE

CyMaTpunTaH € NMoKa3aH 3a OCTPO HHTEPMHUTEHTHO JIeHeHHEe Ha MurpeHa. CyMaTpMITaH He € NoKa3aH 3a
npodUiaKTHKa Ha NPUCTBIINTE.

[Ipenopbusa ce XeaaH Aa ce npuiara KoJKoTO ce MOXe [10-paHo ¢JIe] Ha4anoTo Ha MUIPEHO3HHA
npuctbit. [IposBsiBa CBOATA AKTHBHOCT MPH NPHUIIOKEHHE BbB BCEKH €Tan HA NPHCTHAA,

Ho3uposka

Bvipacmuu
[IpenopruBaHata 103a e eAHa Tabnerka ot 50 mg, eAHOKpaTHO, nepopanuo. Ilpu HeobxoaumocT, npu
HAKOH MALMEHTH MOXKE Ja ce npuyiokHu ao3a ot 100 mg.

AXO NAlIMEHTBT OTIOBOPH Ha JICYEHHETO CJIe NpUiaraHe Ha IMbPBAaTa /1033, HO CHMNTOMHTE HEPCHCTHPAT
BTOpA 1032 MOXe Ja ce NMPHIIOKHU B cneasauiute 24 yaca, kato ce cpOnionasa MMHHMAaNEH HHTEpBa OT
2 yaca Mexy ABeTe Ro3u. 3a 24-uacoBMA MEPHOA MOTrar Aa ce npueMar He noseye ot 300 mg.

[Ipu nauyieHTH, KOMTO HE OTrOBAPAT HA NEHEHHETO CAEA MPHNAaraHe Ha MbPBATa 103a CYMaTPHNTAH 34
CBLIHA MPUCTBI He TpsOBa a ce mpunara BTopa a03a. B Te3u cay4yan NpUCTLIIMTE MOFAT Ja Ce KYNHPAT ¢
napaueTaMmo, aleTHICATHLKIOBA KHCENWHA, IPOTHBOBB3NANMUTENHH JEKapeTBa. TabneTkure
CYMATPHIITAH MOTAT Jia c€ MPUEMAT NpPU HACTBIBAHE HA CJICABALI MPUCTBHIL.

XenaH ce Mpenopb4Ba KaTO MOHOTEPAlKSA 3a OCTPO JeUEHHE HA MUIPeHa U He TpsbBa na ce npuaara
eIHOBPEMEHHO ¢ €ProTaMHH M NTPON3BOAHHU HA €ProTaMHHa ( BKIIOUHTENHO METHCEPTHA) (BXK. TOUKa 4.3 ).

[leduampuuna nonyaayus
EdukacHocTTa M 6€30nacHOCTTa OT NPUIOXKEHHETO HA CYMAaTPUNTaH PHIMHpaHH TabAETKH NPH A€LA Ha
pb3pacT noa 10 roauHu He ca ycTaHOBEHH. HAMa HAMHYHH KJIMHWYHH JAaHHH 3a Ta3H BB3pacToBa rpyna.

EdukacHocTTa M 6€30NaCHOCTTA OT NPUJIOKEHHUETO HA CyMaTpUNTaH (PUIMHpaHH TabIETKH IPH A€La Ha
Bb3pacT oT 10 no 17 roAHHN He ca JeMOHCTPHUPAHH B KIIHHHYHH NPOY4BaHKi, MPOBENEHH B Ta3H
pb3pacToBa rpyna. CineaoBarenHo, ynorpebarta Ha cymaTpunTad GHaMHUpaHd TabneTku npy aeua Ha
Bb3pact o1 10 no 17 roauHH He ce npenopbysa (BXK. Touka 5.1).

Cmapyecka ev3pacm (Ha 65 200unu u nogeve).

OnyUTHLT OT MPUNOKEHUETO Ha CYMaTPUNTaH NpHU NMaUHeHTH Ha 65 roWHN U NoBeye € orpaHruyeH.
QapMaKOKHHETHKATa Ha NPOJYKTa He Ce pa3/inyasa 3Ha4yMMo OT Ta3W nNpu nonynauusta Maaay. Jlo
MOJY4aBAHETO HA AONBIHUTENHH KIHHHYHH JaHHH yrioTpedaTa Ha CyMaTpHIITaH NpU NalUeHTH Ha
65 roMHH 4 NOBEYE HE Ce NPENnopbUBAa.

Ha4uH Ha MpUIOKEHUE
TabnetkuTe TpaOBa pAa ce npy¥emart Lesu ¢ BOJA.

4.3 IlpoTuBonmoxa3aHHSe

. CBpBbXUyBCTBHTEHOCT KbM aKTHBHOTO BELLECTBO HJIH KbBM HAKOE OT NOMOLUHHTE BELIECTBA,
n3bpoeHu B ToUKa 6.1.

. CymarpunTtaH He TpabBa Ja ce npujara npv naudeHTH, KOUTO ca NpeKapaiyd HH(apKT Ha MHOKap]a
unu wMat Hexemuyna bosect Ha cbpueto (MBC), kopoHapeH BazocnasbM (HecTaOUIIEEE ™ oy HUNA g
cTeHOKapaua Tin Prinzmetal), nepudepHa cb0oBa OONECT WY NPH NPH3HALM H CH # e le_%
xapaktepuu 3a UBC. AT
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. CyMaTpunTtaH He TpaOBa Ja ce npujara Nnpy NauyMeHTH ¢ aHaMHE3a 3a MO3bYHOCHAOB HHUMACHT
(Cerebrovascular Accident, CVA) unu Tpau3HMTOpHH HeXeMHYHH npucThid (Transient Ischaemic

Attack, TIA).
CymaTpHunTas He TpadBa Aa ce npuiara npy NauMeHTH C TEXKO YePHOAPOOHO YBpeKAaHeE.

¢ Vnorpe6aTa Ha CYMATPHIITAH [1PH NALKEHTH C YMEPEHa W TeXKa XMIEPTOHHSA U NPH JIeKa, HO
HEKOHTPOJIHPaHa XUIIEPTOHHS € NPOTHBONOKAa3aHa.
. EaHOBpeMEHHHSAT NPHEM Ha €ProTaMHH WK MPOH3BOAHH Ha €proTaMuHa (BKIIIOUHTENHO

MEeTHCEPrH1) WIH ApYyTru TpunTan/5-xuapokcutpuntaMiuH; (5-HT:) peuentopuy aroHuCTH €
NPOTHBONOKA3aH (BXK. TOUKa 4.5).

. EnHOBpEMEHHOTO NPUIMKEHNe Ha HHXHOUTOpU Ha MOHOaMHHOoOKcHAa3aTa (MAQ nuxubuToph) H
CyMATPUNTaH € MpoTHBOMoka3ano. CyMaTpunTaH He TpbBa Ja ce H3n0on3Ba A0 2 CEAMMLIH Clef,
npekparspaHe Ha Tepanuata ¢ MAO uHxnOUTOpH. -

44. CnennaJHH NpeJynpeKIeHHA H NPeANA3ZHH MEPKH NPH yNnoTpeda
CymaTpunTtaH TpsOBa Ja ce npuaara caMo NpH YTOYHEHA AHArHo3a MUrpeHa.

CyMaTpunTaH He € oKa3aH 3a ynorpeda npu neyeHHEeTo Ha XEMHIIErHyHa, 6asunapHa HiH
o TAIMONIEIHYHA MUTPEHA.

[peau 3ano4BaHe Ha JEUYECHUE CbC CYMATPUIITaH, TPAOBa Aa ce H3KTIOUAT NOTEHHHAIHO CEPHO3HH
HEBPONOTAYHH CHCTOSHHS (HApUMep MO3bYHOCHAOB HHUMACHT, TPAH3HTOPHH HCXEMHYHH aTaKH), aKo
nalMEHTHTE UMAT ATHITHYHK CHMMNTOMM HJIH aKO HE MM € NIOCTaBeHa NPpaBHJiHa JHArHO3a 33 ynotpeba Ha

CYMATPHNTaH.

TpsaOpa Aa ce MMa npeABUA, Y€ NPU MALHEHTH C MUIPEHa PHCKBT OT Pa3BUTHE HA MO3BYHOCHIOBH
WHUKAEHTH MOXxe na Obae nosuuwieH (Hanp. CVA, TIA).

Cnea npyeM Ha CyMaTpHNTaH € Bb3MOXKHO 13 ce NOABAT MPEXOHH CHMNTOMH, BKJI. CTAraHe U D0JKa B
rbpANTE, KOUTO MOrar Ja ObAaT MHTEH3UBHH, B HAKOHM CIY4aH C 4yBCTBO Ha 3a4yX OT CTpaHa Ha IbpJIOTO
(8. Touxa 4.8). Koraro cumnroMuTe ca nokazarentu 3a UbC He Tpabsa na ce npueMar apyru Ao3u
CYMaTpURTaH H TpaAOBa 1a c€ H3BBLPUIM MOAXOAALIA OLEHKA HA ChCTOSHHUETO. '

CymarpunTaH He TpaOBa fa ce npuaara rnpH NauHeHTH ¢ pPUCKOBH (paKkTOpH 3a UCXeMHUHa GONECT Ha
ChPLETO, BKIKUYHATENHO T€3H NNALUEHTH, KOUTO €a 33KOPABEIH NMyLIAYH KIH H3N0A3BAaT HUKOTHH

3aMECTUTENHA Tepanng He3 npeBapHTeNHa OlleHKa Ha ChbpASYHO-CbAGBOTO ChCTOAHUE (BXK. Touka 4.3).
CneunanHo BHHMaHHe TpAOBa a ce oOpbiia Ha XKeHH clell MeHonay3a i MbxeTe Hall 40 TOXHHH C Te3H
puckoBy dakTopu. [pu Te3n oueHkH obave He MOXKe Aa ce HASHTH(ULHPa BCEKH NALlHEHT, KOHTO HMa
ChpAeYHO 3a00N9BaHE H B MHOIO PEAKH CIy4aH, MpH nauyeHTy 03 aHamHesa 3a ChbpaAeYHO-CbAOBH
3a00onsBaHHA HACTBIIBAT CEPUO3HHU CHpJACUHH ChONTHA.

CymarpunTas TpAOBa Aa ce npunara ¢ NOBULLEHO BHUMAHHE NMPH NalMeHTH ¢ Jieka popma Ha
KOHTPOJHpaHa XHIepTOHHS, Thi KaTo MPH MaJIKA 4YacT OT TAX 110 BPEME Ha JIeHeHHe C MTPOAYKTa Ce
YCTAHOBABA NPEXOAHO MOBHIIABAHE HA APTEPHANHOTO HAJIATAaHE H HaA NepH(epHaTa CbA0Ba PE3HCTEHTOCT
(BXK. TOuka 4.3).

ChiuecTByBaT peikH NOCTMAPKETHHIOBH CHOOLUEHHS, ONHCBALIH MALUKEHTH ChC CEPOTOHHHOB CHHIPOM

(BKN. NPOMEHH B NCHXUYHHA CTATYC, HECTAOMIIHOCT HA BEreTaTHBHATA HEPBHA CHCTEMA H HEBPOMYCKYJIHH
CUMNTOMH) cnel ynoTpeba Ha ceIeKTHBHH HHXHOUTOpU Ha 0OpaTHOTO 3axBaujaHe Ha cepoTOHHH (SSRI) u
cyMaTpuntad. CepoTOHHHOBR CUHJAPOM € HalbnioaBaH cliell €1HOBPEMEHHO JIEYEHHE C -
HHXHOHTOPH Ha 0OpATHOTO 3aXBallaHe Ha CepOTOHMH H HopalgpeHaauH (SNRI).
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AKO eHOBpEMEHHOTO JieueHne cbe cymarpuntad H SSRI/SNRI e knnnnuHo onpasaato, ce npenopbyea
noaxoasulo HabmoaeHHue Ha nalHeHTHTE (BX. Touka 4.5).

- ExnoBpemexHata ynotpeba Ha apyryd Tpuntanu/5-HT, aronucT CBC CYMaTPHITaH He Ce NPENopbyBa.

CymartpunTtas TpabBa Ja ce npuiara ¢ MoBHilIEHO BHUMAHHE MPH NAaLHEHTH CbhC ChCTOAHNA, KOHTO MOrar
Aa OKAXAaT 3HAYMMO BAHAHKE BbpXYy abcopbuuara, MeTaboNH3Ma HITH eKCKPELIRATA Ha JIEKAPCTBEHOTO
BELLECTBO, HAMp. YBpeaeKa yepuoapoOHa (crenen A uan B no Child Pugh; Bx. Touka 5.2) unn 616peuna
byHkuHns (BX. TOUKA 5.2).

Toii kaTo nMpy ynotpeba Ha CYMaTPHIITaH ca JOKNaJBaHH I'bPHOBE, CyMaTpHIITaH TpAOBa Aa ce npunara ¢
NOBHIIEHO BHUMAHKE NPH NaLEeHTH C aHaMHe3a 3a MbPYOBE WIH APYTH PHCKOBH aKTOPH, KOHUTO
NOHMKABAT Ipara 3a [osBa Ha rppuoBe (BxkK. Touka 4.8).

[Nau¥eHTH ¢ YCTAHOBEHA CBPBXYYBCTBUTENHOCT KbM CyN(OHAMHH MOraT [1a pa3sBUAT allE€pruvHa peakins
cres IpyeM Ha cyMmarpunTal. Peakuuute MoraT Ja BappaT OT KOXKHH NPOABH HA CBPbXUMYBCTBUTEIHOCT 0
aHadunakTHyeH oK. JlaHHUTE 3a pa3BUTHE Ha KPbCTOCAHA YYBCTBUTENIHOCT Ca QrpaHHYEHH, BLIIPEKH TOBA
TpaOBa Aa ce BHHMaBa NMPEAH Aa c€ H3MON3BA CYMATPHITAH NIPH T€3H NMALMEHTH,

[IpH enHOBpeMEHHO NPUIOKEHHE HAa TPUIITAHH U PACTHTENHH MTPOAYKTH, CbAbPKALLK XBAT KAHTAPHOH
(Hypericum perforatum), no-4ecTo MOrar a ce HabnionaBaT HEXENAHH PEAKLHH.

[IpoabmkHTeNnHaTa ynotpeba Ha BCAKaKbB BUJ O0IKOYCMOKOABALLK CPEACTBA, H3NOA3BAaHHU NpH
rnaBobosiNE, MOXKe 1a BIOWH ChcTOSHHETO. [IpH HannuKre Uiy Noao3peHUe 3a TakaBa cUTyauus Tpadea
Ia ce IOThPCH ChBET OT JIEKap U JieueHHeTo TpsaOBa na ce npeycTaHoBY. [lnarHo3arta rnasobonue,
CBBP3aHO CbC CBpbXYnoTpeda Ha nekapcTsa, TpaOBa aa ce NoA03Hpa NPH MALUEHTH, KOUTO UMAT YECTO
HITH eXeAHEBHO rMlaBobonue, BIpEKH (WiM NopanaH) peRoBHaTa ynorpeba Ha iekapcTea 3a rnasobosnue.

He 1psabBa na ce npeByiaBaT MpenopbYBaHATE 103H HA CyMaTPHIITAH.

[ToOMOLIHH BELIECTBA

Jlaxmo3sa
[TaLHeHTH ¢ pelKH HAcNeICTBEHH NpobieMH Ha HEMMOHOCHMOCT KbM raflakKTO3Ha, bJIEH JIaKTa3eH

AedHUNT WK ITIOK030-TalakTo3Ha Matabcopbuua He TpaOBa na npHeMar TOBA JIEKapCTBO.

- Hampuu
To3u nexapcTBeH NPOAYKT ChAbpXKa Mo-Manko ot 1 mmol Hatpuii (23 mg) va punmupana Tabnerka, T.e.
MOXeE J1a C€ KaKe, Ue NPaKTHYECKH HE ChabpKa HaTpHit.

4.5. BiammonelicTBHE ¢ APYTH JeKAPCTBeHH NPOAYKTH H APYrk GOPMH Ha B3aHMO/J¢HCTBHE

HaMa aokazatencTsa 3a B3aUMOAEHCTBHSA HAa CYMATPHIITaH ¢ ponpaHonon, GryHapu3dH, NTU30THOEH WK
anKoXoJl.

HMa orpaHiueHH AaHHH 33 B3aMMOAEHCTBHE C MPOAYKTH, ChIbPXKALLH €proTaMHH HIIH JAPYTH TPHNTAHH
(5-HT, peuenTopHi aroHUCTH). TeOpeTHHHO € BB3MOXEH MOBHLIEH PHCK OT KOPOHAPEH BA30CIa3bM H
e/IHOBPEMEHHOTO NIPHJIOKEHHE € NPOTHUBOMOKA3AHO (BXK. TOUKA 4.3).

He e u3BeCTHO KaKkbB NEPHOI OT BpeMe TpAOBa 1a HIMHHE MexX 1y ynoTpedaTta Ha CyMaTpUNTaH H
epProTaMHH-ChABPXKALIH NPOAYKTH UK ApYTH TpunTaHk (5-HT) peuenTopHH aroHHCTH).
ChLIO JAO3MTE U BHAA HA H3NONA3BAHUTE NpoAYKTH. EdextrTe Morar fa 6baaT alHTHBHH.
Ha eproTaMHH-ChAbPKAIH NPOAYKTH Ui Apyr TpHnTaH (5-HT; peuentopen aronucr)
ce U34aka Hali-MaJiko 24 yaca npejn Aa ce NpUAoKH cyMaTpunTad. O6partHo, npeno
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He Mo-MaJko OT 6 yaca clea H3NOJ3BaHe Ha CYMaTPUNITAH NPEAH Aa Ce NPUA0KAT €proTaMHH-ChAbpXKaLIH
NPOAYKTH U Hali-Manko 24 yaca npeau npuaaraHero Ha apyr tpuntad (5-HT, peuentopen arouucr).

Morar aa ce HabnoAaBaT B3auMOAeHCTBHA Mex Ay cyMaTtpuntan H MAQO uuxuburtopn, 1
eIHOBPEMEHHOTO UM MPHJIOKEHHUE € IPOTHBONOKA3aHO (BX, Touka 4.3).

ChlilecTBYBAT PeAKH NOCTMAPKETHHIOBH CHOOLIEH U, ONMHCBAWIH NallHeHTH CbC CEPOTOHHUHOB CHHIAPOM
(BKN1. POMEHH B MCHXHYHHA CTATYC, HeCTAOHJIHOCT Ha BEreTaTHBHATA HEPBHA CHCTEMA H HEBPOMYCKYJTHH
CHMINTOMH ) ciell yrnorpeba Ha CyMaTpHITAH H CEJIEKTHBHH HHXHOKWTOPH Ha 00paTHOTO 3axBalllaHe Ha
cepotoHuH (SSRI). 3a cepoToHUHOB CUHAPOM ce chOOIABA Cell eAHOBPEMEHHO NPHIOKEHHE Ha
TPUNTAHH U HHXHOUTOPH Ha 06paTHOTO 3aXBalllaHe Ha CEpOTOHHH H HopaapeHanuH (SNRI) (Bxk.

TO4Ka 4.4).

4.6. PepTuanTeT, 6peMEHHOCT H KhPMEHE

bpeMeHHoCT

ColuecTByBaT AaHHH OT NOCTMAPKETHHIOBHS NEPUO] 3a ynoTpebara Ha CyMaTPUNTaH 1o BpEME Ha
MbPBUS TPUMECTbP Ha OpeMeHHocTTa npu noeeve oT 1000 sxenn. Bonpeky, ye HHPOpMaLMATa OT TE3H
RAaHHKW He e JOCTAaThbYHA, 3a Aa Ce HaNpaBAT OKOHUYATEIHHU 3aKNIOYEHHS, He ce Habnloasa NOBUILEH PUCK
oT BpoAcHH AedekTH. ONUTLT ¢ ynotpebaTa Ha CyMaTpUNTaK Mpe3 BTOPUS H TPETHS TPUMECTBP €
OrpaHHYEH.

OueHkaTta Ha EKCIIepUMEHTAIHUTE NPOYyYBaHMA NIPH XXHUBOTHH HE NOKA3BA IPEKH TEPATONSHHH UNH
yBpeXAallUM eEeKTH MO BpeMe Ha NepH- U NOCTHaTaNHOTO pa3ButHe. EMOpuoderantara
KH3HEecnocoOHOCT npH 3alintu, obaue Moxce na Gbae 3acerHara (Bx. Touka 3.3). [Ipunoxkennero Ha
CYMATPHMIITaH N0 BpeMe Ha HPEMEHHOCT MOXe Aa ¢e OOMHCIA, CaMO aKo OYaKBAHHTE MOJI3H 3a MaiikaTa

HaaBHUIABAT Bb3IMOXHHTC PHCKOBE 3a I1J10]4.

KbpMeHE
- CyMaTpunTaH ce eKCKpeTHpa B KbpMaTa, KaTO CPEeAHAaTa OTHOCHTE/IHA 033 NPH KbpMayeTo € < 4%, cien

MpuiaraHe Ha eAMHUYHA 0033 CyMaTpunTaH. Excrno3nuusTa Ha KbpMa4eTo MoXKe Aa ce cBelie 10 MHHUMYM,
KaTo ce n30ArBa KbpMEHE B poabDKEHHE Ha 12 yaca ciiel NpHEM Ha IeKapCTBOTO, a U3LIEACHATa MTpe3 TOBA
BpeME KbpMa Tpa0Ba Ja ce H3XBBpIU.

UMa cpobiuenus 3a 60ska B MneyHuTe xae3u /uau 6oika B 3bpHATA CIEA NPUEM HAa CYMATPUNITaH NpU
KbpMelLH xkeHH (BK. Touka 4.8). bonkara 06MKHOBERO € TpexoAHa W OTIIyMsABa cnea 3 ro 12 yaca.

4.7. EdexkTH BLPXY cnucoﬁ;locrra 3a wonpane 7 pabora ¢ MALLIHHA

He ca nposexxaaHy npoyyBaHua 3a ediekTa Ha CYMaTpUNTaH BbPXY crnocobHoCTTa 3a wodupaHe U paboTa ¢
MalnKHH. Bb3MOxHO € Ja ce HaGmoaaBa CbHAMBOCT, AbJXKALUA CE HA MUTPEHO3HHA NPHUCTBI HIIN Ha
HEMOBOTO JieUYeHHe ChC CyMaTpHuTaH. ToBa Moxe Ja OKaXke RTUSHUE BbpXY CNOCOOHOCTTA 3a ln0QHUpaHe H

paboTa ¢ MAUIKHH.
[IpenopbuBa ce NOBKHIIEHO BHHMaHKe NpH wodupaHe ¥ paboTa ¢ MaLLIHHH.
4.8. Hexenauu JeKapcTBeHH PeAKIHH

HexxenanwuTe NeKapCcTBEHY peakliHX, KOUTO MOTraT Aa ce HabnoaaBaT npy ynotpeda Ha CyMaTpHIITaH ca
KNacH(PpUUHPAHHU MO CHCTEMO-OPraHHyU KJ1acoBe H N0 YecToTa. HecToTaTa € onpeAcaeHa no ClneaHus
HayuH: MHoTo yYecTH (=1/10), yectn (=1/100, <1/10), Heuectu (=1/1 000, <1/100), peaku ( 8000
<1/1 000), mroro peaku (<1/10 000), ¢ venspecTHa YeCTOTA (OT HANTHYHHTE JAHHHU HE MOKE WoLNe” Ml
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HapyuieHHS HA HMYHHATA CHCTEMA
C HeH3BeCTHa 4eCTOTa Peakiiui Ha CBPBLXYYBCTBHTEIHOCT, BApHUpALH OT KOXHH NPOABH HA
CBPBXYYBCTBHTENIHOCT (KATO YPTHKApHS) A0 aHA(]HUIAKCHS.

HapyiueHns HA HePpBHATA CHCTEMA

YecTH 3aMafsHOCT, CbHIMBOCT, CEH30PHH HapYLIEHHSA, BKJI. NIApECTE3Ns H
XHMMOECTE3HA.
C HeHU3BECTHA YECTOTA ['bpuoBe, BbNPEKH, He HAKOHU ca HabAONaBaHH NPH MaLUMEHTH C aHaMHe3a

33 NbPYOBE UNH CBITBTCTBALM CBCTOSHHA, NpEApa3noaraliy KbM
rbpdoBe. ['bpuOBE €€ ONMUCBAT H TNPH MAaLHUEHTH, NPH KOUTO HAMA
yCTaHOBEHH npeapasnonaramy Gakropu. TpeMop, AHCTOHHSA, HUCTArbM,
CKOTOMA.

Hapyiuienua Ha oUHTE
C Hen3BecTHa 4eCTOTa dotoncuu, gunnonus, otcnadeHo 3penue. 3aryba Ha 3peHueTo,

BKJIIOYHUTENHO CbOOLIEHHS 3a NOCTOSHHY AedekTH. 3pUTENHH HApYLICHHA
oDaue Morar cblllo Ja ce HabnioaaBaT U 1Mo BpEME Ha MUIPEHO3EH
MPHCTBHII.

CopaeuHn HAPYIIeHHS:

C Hen3BeCTHA YyecToTa bpanukapaus, Taxukapams, NajanuTauuy, CbpAeuHH apUTMHR, NPEXOJHH
ucxeMuuyHH EKI' npoMeHH - Ba3ocnassM Ha2 KOPOHAPHH apTepPUM, aHTHHA
MEKTOPHC, MHOKapAeH HHDapKT (BxX. Touku 4.3. U 4.4).

CHa0BH HApPYIUEHHS

UecTH | [IpexonHo noBHIlIABAaHE HA ApTEPHAIIHOTO HaNAraHe, HabnoaaBaHo CKOPO
cle/ IEYeHUETO, 3a4ePBABAHE Ha IKLIETO.
C HeH3BECTHA YecToTa XHnoroHus, peroMeH Ha Raynaud.

PecnnpaTOpHH, rPLAHKE H MeTHACTHHAJIHH HAPYINCHHA
YectH HucnHes.

CromalllHO-UpEeBHH HAPYMIEHHS

YecTu [Ipu HIKOH NALUEHTH ¢a AOKIABAHH raieHe H NOBPbLLIAHE, HO He € ACHO
IaJI4 TOBA € CBBP3AHO ¢ MPHEMa Ha CYMATPUIITaH HITH € MOANEXALIOTO
CbCTOAHME.

C HEU3BECTHA 4eCTOTA. HcxeMuueH konur, AMapus, Jucdarus.

HapywieHHs HA MYCKY/JHO-CKEJICTHATA CHCTEMA H CHeAHHHTENHATA THKAH

Hectn VYcellaHe 3a TexecT, OOMKHOBEHO NPEXOAHO, HO MOXe Aa bnae
HHTEH3MBHO U J1a 3aCerHe BCUYKH YAaCTH HA TANOTO, BKIIOUYUTENHO
obnactra Ha rppaMTe ¥ rbpnoTo). Muanrus.

C HeM3BecTHa 4YecToTa CkoBaHOCT Ha Bparta, apTpairus.

HapyiueHns A penpoAYKTHBHATA CHCTEMA H IbpAHTE
Penkn Boska B MIeUHUTE KJIe3H.

O6me HapyueHns 4 ¢PeXTH Ba MACTOTO HA NPHIOKEHHE
YecTH bonka, ycelaHe 3a TOIIMHA UK CTYA, NPHTUCKAHE WIH
rbpAHTe (Te3H peakuuu 0OUKHOBEHO ca NMPEXOAHH, Ka
Ca NO-CHJIHO NPOABEHU H MOraT Ja 3aCerHaT BCHUYKH
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BKJIIOUHTENHO 001aCTTa Ha TEPAUTE H I'BPJIOTO; YYBCTBO 3a C1aboCT,
yMopa (iBaTa CHMNTOMA €A MPEXO/HU U c1abo 10 yMEPEHO MPOABEHH ).

C Heu3BeCTHA YecToTa AKTHBHpaHa TpaBMaTH4Ha OoJka, akTuBHpaHa 60aKa, CBbp3aHa ¢
Bb3NAJIEHHUE.,
H3ciieapanus
MHoro peaku YcTaHoBfABaHH ca c1abn OTKIOHEHHS B CTOHHOCTHTE Ha YepHOAPOoOHHUTE

dYHKLUHOHAIHHA TECTOBE.

IIcHXHYAHR HAPYLICHHA
C HeusBeCcTHa 4ECTOTA TpeBoxkHOCT.

HapyimenHs HA KOXKAaTa B NOAKOXKHATA ThbKaH
C HeusBecTHa 4eCcTOTa Xunepxuaposa.

Chobiasaye Ha NORO3NPAHH HEKEIAHHN PEaKIIUY
CpoOuaBaneTo Ha MOAO3HPAHHK HeXellaHH peakUHH cliell paspelliaBaHe 3a ynorTpeba Ha iekapCTBEHHA

MPOAYKT € BaxcHO. ToBa Mo3BoMABa 2 MPOABINKA HaOMI04eHHETO HAa CbOTHOIIEHHETO NON38/PUCK 34
JieKapcTBeHHs NpoAyKT. OT MEAHLHHCKHUTE CNEUKANNCTH CE U3HCKBA a ChoOIIaBaT BCAKa MOA03HpaHa
HeXenaHa peakuus upes: U3ambaHHTENHA areHs 110 nekapcraata ya. ,JlamsaH ['pyes” Ne 8, 1303 Codus,
Ten.: 02 8903417, yebcaiit: www.bda.bg.

4.9. Tlpenosupaue

[Ipy3HaLK U CUMIITOMY

[Tpu npunoxxenue Ha Ao34 Haa 400 mg nepopanHo v 16 mg MoAKOKHO He ca HabnloAaBaHH HEeXeNaHH
peaKkiMH, pa3HyHYy OT onucaHure. [1pr nauneHTy, npueMany ao 12 mg eAHOKPaTHO NOAKOXKHO He Ca
HaOMoAaBaHH 3HAYHMH HEXETaHH JICKAPCTBEHH PEAKLIMH.

Jleyenue
[Tpn npeno3npaHe NauHeHTHT TPAOBA Ja ce MocTaBH Mo HabmoaeHHe 3a He no-manko ot 10 yaca, kaTo ce

APUNOXHU CTAHAAPTHO NTOAABbPXANO JTEHCHHE. He e n3BecTeH ECI)EKTBT Ha X€MOdHalln3aTa HITH
MEPUTOHEANIHATA AHAIIN3A BbPXY MNA3MECHHTE KOHLEHTPAlLIHK Ha CYMaTpPHIITaH.

5. ®OAPMAKOJOI'HYHHU CBOHCTBA

5.1. dapMakoaHHAMHYHH CBOHCTBA

dapMaKoTepaneBTHYHA rpyna: AHTHMHIPEHO3HH NPOAYKTH, CenekTHBHH cepoTOHHHOBH (SHT))
arouucti, ATC koa: N02CCO1,

MexaHu3bM Ha neACTBHE

CyMaTpunTaH e cnenruueH 1 CeNeKTHBEH CbA0B S-xuapokcuTpuntamul-1 (5-HT D) peuentopen
arouuct. Hama edext Bbpxy Apyrute 5-HT peuentopuy cydotunose (SHT2.). Tesn cbaosu peuentopy ce
HaMHPAaT NPeAHMHO B MO3BYHUTE KPBbBOHOCHH CbAOBE, KaTO TAXHOTO aKTHBHPAHE BOAH RO

Ba30KOHCTPHKLIUA.

[Tpy KHBOTHU CYMATPHNTAH NPeAU3BHKBA CEJIEKTHBHA KOHCTPHKIHS Ha ApTEPHHUTE OT KapOTHAHATa
cucTeMa, Oe3 Aa npoMeHs MO3LYHHA KpBBOTOK. Ta3su CHCTeMa KphBOCHa0AsSBa EKCTpa- H
MHTPAKPAHHAIHHTE ThKAHH, BKJIIOYHTETHO MEKHTE MO3b4HHH 00BUBKH. CMATa Ce, e A
o6pa3yBaHETO Ha OTOK B T€3H CLAOBE € B OCHOBATA HA MHIPEHO3HHA MTPUCTHLN NPH X0
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OcseH TOBa, EKCNEePUMEHTAIIHN JaHHH NPH XHUBOTHH MOKA3BaT, Y€ CYMATPHITAH MOTHCKA AKTHBHOCTTA Ha
n. trigeminus. ONHCAHUTE [Be peaKUKH (KpaHHATHATA BAa3OKOHCTPHKLNA U HHXHOHPAHETO HAa AKTHBHOCTTA
HA n. trigeminus) onpeaenat aHTHMHIPEHO3HUS eeKT Ha CYMaTPHIITaH NpHU Xopa.

dapmakoAHaAMAYMHH €PeKTH

KnuHHYHHAT epekT HacTbnBa 0kono 30 MHHYTH chel nepopajied npHem Ha no3a ot 100 mg.

Btnpeky ue npenopbUMTENHATa 1034 32 NepopaleH NpUeM Ha CyMaTtpunTal € 50 mg, MHIPeHO3HHTE
IPHUCTBIIK Ce MPOABABAT B pa3/iyuHa CTENEH NPH OTAENHHTE NallHEHTH. B KIMHHYHH W3MHTBAHHUA 10-
ronsMa epuKacCHOCT B CPaBHEHMe ¢ N1auedo, € ycTaROBEeHa NpHU NpueM Ha ao3u oT 25 mg xo 100 mg, Ho
CTAaTHCTUYECKH 3HAUUMO Mo-cnaba ePpukacHOCT € YCTAHOBEHA 3a 03H OT 25 mg, B cpaBHEeHHe ¢ 50 mg H

100 mg.

‘Cymarpunran € epuKaceH Npy JieyeHHe Ha MUTPEHO3EH NMPUCTBM, BKNIOYHTEIHO U Ha CBbP3aHa ¢
MEHCTPYaJHHA LIHKbA MHIPEHA.

KnnHnyHa edpukacHocT U 6e30nacHoCT

HHeouampuuna nonyrayus
[TpoBeneHu ca peaulia muanebo-KoHTpoJMpaHi KIHHUYHK NPOYYBaHHUA, OLEHABALLHY 0€30MacHOCTTa U

edHKaCHOCTTa Ha CYMAaTPUITaH MPUIIOkKEH nepopanHo npy Haa 650 neua M roHouy Ha BB3pacT ot 10 ao
17 roauHu, cTpagaly oT MurpeHa. Te3u H3cneaBaHUsA HE NOKA3BAT 3HAUYMMU Pa3MKH B ocONneKYaBaHe Ha
rnasobonuero 2 yaca cneji npunaraHe Ha naauebo M Bcaka ot aos3ute cymartpunrtad. ITpopuast Ha
HEXEJIAHHTE JIEKAPCTBEHHU PeaKLiMK Ha NEPOPanto NPUIOKEH CyMaTPUITaH NMpH IOHOLLH Ha Bb3pacT
10-17 roauuu e nonobeH Ha TO3H, CHOOWIABAH OT NPOYUYBAHHUATA NMPH MONYJAUHATA Ha Bb3PaCTHH.

5.2. PapMaKOKHHETHYHH CBOKCTBA

®apMakOKHHETHYHHTE CBOHCTBA CYMaATPHUIITAH HE C€ MPOMEHAT 3HAYHTENHO M0 BPEME Ha NPHCTBNATE,

Abcopbuus

CymaTtpunTtan ce pe3opOupa 6bp30 cnen nepopasieH npueM. 70% OT MAKCHMANHHUTE IIa3MEHH
KOHLEHTPALIWK ce AOCTHraT 3a 45 MHHyTH. Cnea npueM Ha ao3a oT 100 mg cpeaHaTa MakcHMatHa
jasMeHa koHueHTpauns € 54 ng/ml. Cpeanata nepopanna dbuoHanuyHocT € 14%, K0eTo ce IbIXKH OT
ellHa CTpaHa Ha npexenaraneH MeTaboau3IBbM H OT ApYTra Ha HeMbJIHATaA Pe30pOLnA.

Pasnpenenenue
JlekapcTBOTO Ce CBbP3Ba B MaIKa CTENEH C IasMeHuTe npoterHH (14-21%), kato cpeaHuaT obem Ha

pasnpeaenesue e okoao 17 nurpa.

buoTtpaHchopmaung

["naBHUAT MeTaOONHT HA CYMATPHIITaH, HHAOMAUETATEH KMCEN AHAJIOT HAa CYMAaTPHIITaH, C€ EKCKpPETHPa
MpeAMMHO € YPHHATA, KbAETO CE€ OTKPUBA KaTO CBOOOAHA KUCEINHA HJIH KATO [IIOKYPOHNpPAaH KOHIOrar.
Hama yctaHoBeHa akTHBHOCT Ha MeTabonutuTe KbM SHT, unn SHT; peuenropute. Jipyrn Metabonuru

HE CC YCTAHOBABAT.

Envumununpane _
EnnMHBHALHOHHNAT MONYXHBOT € NpUOANIHTENHO 2 Yaca, BBIIPEKH Y€ €A HAJTHUE JaHHK 33 NO-AbAra

TepMHHaRHa (asa. CpeaHuaT o6l nnasMeH KIMpLHC € npubnusntendo 1 160 ml/min, karo crofiHoCTHTE
Ha 6bOpeudHns NaasMeH KIHpBbHC ca okono 260 ml/min.

ExkcrpapeHanHuaT KiupbHC € 0k010 80% oT obns knupsHe. CyMaTpUnTaH ce eNHMHHA
OKHCJIEHHE, C YYACTUETO Ha MOHOAMHHOOKCHIa3a A.
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CneuranHy nonyjnauuu

Yeprodpobro yapedcoare

Caen nepopanHO NPUIOKEHHE, TIPECHCTEMHHUAT KIMPBHC € HaMANIEH NPH NAUHEHTH ¢ YePHOAPOOHO
yBpeXJaHe, KoeTo BOJH A0 MOBHUICHH Na3MEHH HHBA HA CYMATPHNTaH (BX. Touka 4.4).

5.3. IlpeaxknunHuvHH NaHHH 32 Ge30NACHOCT

KaplHHOreHHOCT, MyTAreHHOCT
[Ipn u3cnenBaHHs Ha CYMATPUNTAaH MPY YCAOBUSA in vifro M IPH XXUBOTHH HE C€ YCTAHOBABA KAPLIMHOTCHHOCT

H TOKCHYEH 3a FeHOMa e(eKT.

PenpoyKTHBHA TOKCHYHOCT
[Ipu n3cnenBaHe HA BAMAHHETO BbPXY PEPTHIHTETA NPH TLTHXOBE € YCTAHOBEHO NOHHKABAHE Ha

OTUIOAUTENIHUTE CIIOCOOHOCTH, KaTO TOBA CE€ OMUCBA MPH NMEPOPATTHO NMPHIIOKEHHE HA CYMATPHUNITAH B
11034, TIPY KOMUTO Ce QocTUra nnasmena koHuentpauus 200 mbTH no BHCOKa, OT Ta3H NPH YOBEKA Cliel
nepopajeH npueM Ha 100 mg.

Te3n edhekTH He ce YCTAHOBABAT NPH NOAKOXKHO NPHUIOKEHHUE HA 103H, KOUTO BOJAAT 10 MAKCUMAJIHH
nna3MeHH KOHUeHTpauuH 150 mbTa NO-BUCOKH OT YCTAHOBEHHTE NPH YOBEKA Ce] NEPOPANICH MPHEM.,

BpeMEHHOCT H KbpMEHE
[1pu 3aliuu ¢ Habnoaasan eMOPHOHANIEH NeTaNUTET, KOTATO CYMATPHIITaH € MPUiaraH npes3 LeNua Nepuon

Ha OpraHoreHe3a H B TOKCHUYHH 3a Malikata f03u, Oe3 Ja ca HabmoaaBany TepaTOreHu JeQexTH.
3HayeHHeTO Ha TE3W HAXOJKHM 3a XOpaTa He € U3SACHEHO.

6. PAPMAULEBTHYHH JAHHH
6.1. CnHcbK HA NOMOINHHTE BElECTBA

Hopo na mabaemxama
JlakTo3a MOHOXHApPAT
KpockapMenosa HaTpui
JlakTo3a

MuKpOKpHCTaIHA LeNyno3a
Marne3ues cTeapar

Puimoso noxpumue
JlakTo3a MOHOXHApAT

- MaHHuTON

THTAHOB JHOKCH]

Tank

I"nuueponos Tpuauerar
6.2. HecnLBMEeCTHMOCTH
Henpunoxumo

6.3. Cpok Ha roanocT

3 FOAHHH
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6.4. CneunanaHH yCJI0BHS HA ChbXpaHEHHE

Ha ce cbxpaHsaBa noa 25°C.

6.5. BHAa H cBALPXKAHHE HA ONIAKOBKATA

OnakoekH 1o 3, 6 u 18 Tabnerkw.

[lo 3 tabneTtkn B 6auctep or PVC/Al u PVC-PVDC/AI ¢onno. Mo 1, 2 u 6 Gaucrepa B kyTHs.
He BcHukH BHAOBE ONaKOBKH MOrat Aa ObaaT nycHaTy Ha nasapa.

6.6. ChnenHanHH NpeANa3HH MEPKH NPH HIXBLPJISHE

HaMma cnennanHy K3IHCKBaHKA.

Hen3non3BaHUAT JEKAPCTBEH MPOLYKT MM OTNAXBbYHUTE MATEPHAIIK OT Hero TpsOBa 1a ce H3XBBLPIAT B
ChOTBETCTRHE C MECTHHTE W3UCKBAHHA. '

7. NMPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Tepa ®apma EAJ|

vn. ,,Jlioba Beanukosa™ Ne 9, 1407 Codpus
brarapus

8. HOMEPA HA PAIZPELIEHHETO 3A YIIOTPEBA

Xenan 50 mg — Per. Ne 20090286
Xenan 100 mg — Per. Ne 20090285

9. JATA HA INBPBO PAZPELIABAHE/TTIOAHOBABAHE HA PAZSPEHIEHHETO 3A
YIIOTPEBA

Hata Ha mppBo paspewaBade: 10 centemspu 2009 .
JlaTa Ha nocneaHo nogHosapaHe: 02 nekemepu 2014 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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