KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA

WU3MLAHUTENHA ATEHLMR IO TIEKAPCTBATA
1. HME HA JIEKAPCTBEHHS IIPORXYKT KDBMKa XapaXmepUCUKa Ha NpOgYNITE - TIpuAGKeNUS 1
Kom Pes. Ne A6000 16

we- J 750
et 20 10

Humurpas 50 mg gunmupanu tabnerku

Imigran 50 mg film-coated tablets P pe BG-OIAA(

Ne
2. KAYECTBEH ¥ KOJIMYECTBEH ChCTAB Ggodema .

QuIMHPaHd Ta0NeTKY, CHALPKAMK 50 mg cyMaTpuITTan (sumatriptan), nox dopmara Ha CyKIMHATHA
con {sumatriptan succinate).

3a OBAHMA CIMCEHK HA TIOMOIIHHKTE BEIIECTRA BHIKTe Touka 6.1,

3. JIEKAPCTBEHA ®0PMA

Ounmupana Tabretxa.

Po30BH, NBOHAOH3MLKHANH GHIMHpAHH TabneTKH, ¢ popmaTa Ha Karicysa M ¢ TpaBHpaH HAJIIHC
»OX ES3” unu ,,50” oT egnaTa cTpaHa ¢ Thaaky OT ApyraTta.

4. KIHHHYHH JAHHH

4.1. TepaneBTAUNH NOKAIAHHS

Hmurpan Tabnerkn e nokasaH 3a JledeHHe HA MHTPEHO3EH NIPHCTHII C IPOABH MM JIMIICA Ha aypa.
Hmurpan TpabBa na ce H3003Ba CAMO [IPU NIOCTABEHA ANATHO3a MHIPEHa.

4.2. J0o3npoBKA B HAMHA HA OPHIOKCHHE

BrnapacTan

Hmurpan € nokazaH 3a 0CTPO HHTCPMMTEHTHO JieYeHHe Ha MHUrpeHa. IMHrpad He e nokasaH 3a
npodunakTuka Ha npHcTsIMTe. [IpenopbusanaTa 1032 CyMAaTpHNTaH He TPAOBA 1a ce HAJBHIIABA.

Ipenoptusa ce HMurpan ga O61¢ Ba3sHAYaBaH KONKOTO Ce MOXe MO-PaHo e/l HAYaJI0TO Ha
MHUIPeHO3HUA NpUCeTHN. TIposiBaBa cBOSTA eeKTHBHOCT NPK NPHNOKEHHE BLB BCEKH €Tan Ha
NPHCTEHIA.

ITpu neveHue Ha BH3PACTHH CE IPENOPHYBA EPOpaieH NpHeM Ha TabneTka Mmurpad ot 50 mg. Ilpu
HeoDXOAUMOCT, TTPH HIKOH NALHEHTH MOXE /12 Ce MPHIoKA Jo3a ot 100 mg.

HpH OBJIAJABAHS HA MPHUCTEIIA H HOBA mpoABa Ha CHMIITOMHTE Cl1€[ IIPHEM Ha ObpBaTa n03a MOKE Aa
¢e NpHEME BTOPA A03a, KaTO MHHAMATTHAAT HHTEpBaJl MEXAY IBeTe No3H TpaGBa aa O6bae npa vaca. He
TpaGBa na ce npueMat noseyde ot 300 mg 3a nepwox ot 24 vaca.

AKO CHMIITOMHTE NIEPCHCTHPAT CJIEN NPHEM Ha HadaiHara Ao3a FIMurpas, He ce npenopb4pa MPHEM
Ha BTOpA A034 32 €AUH IPUCTHI. B Te3u Ciiyuan NPUCTHEILT MOXE Ja e JeKyBa ¢ NapaneTaMon,
aleTHICATHLMI0BA KHCEITHHA WA HECTEPOMIHH POTHBOBB3NAIHTE/IHH JIEKapCTRa.
Jia ce IIpPHEMA MPH HaCTBLIBAHE Ha APYT NPUCTBDIL

Hmurpas ce npenopreysa KATO MOHOTEPAITHA 3a OCTPO JieYcHHe HA MUIPEHa H He OUB
€THOBPEMEHHO C proTaMHH M NPOM3BOAHH HA €ProTaMHHA (BKTIOYHTETHO METHCED
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(Bx.TOuKa 4.3).

TabneTkure Tpabpa na ce npHeMar uens ¢ Boja.

UegHaTPRUNA HONYIANNE

Edukacnoctra u Gesonachoctra na Hmurpan gunmupann Tabnetku npu aelia Ha BB3pacT Moj
10 roauny He ¢ ycTanoseHa. He ca Hanw9Hu KIHHWYHHE JaHHHE [IPH Ta3W BB3PAcToBa IPyma.

EduxacrHoctTa 1 GezonacHocTTa Ha UMurpan ¢unmmupanu taGietky npu aena ot 10 no 17 ronuu He
€ A0Ka3aHa B KIMHUYHU POYYBANKA, NPOBESACHHM B Ta3y Bb3pacTopa rpyna. [lo Tazu mpuuuna
ynorpebara Ha Umurpas ¢unmapany Tabnerka npu nena ot 10 o 17 roAuAN He ce TPerope4Ba {(BK.
Touka 5.1).

IanuenTa B HaNpeARaJa BbL3pacT (Bax 65 roguan)

OnuTsT OT NPHIoKEHHETO Ha UMHIpaH NIPH NaLMEHTH HaJl 65 rONHHK € OTPAHMYEH.
(dapMakoKMHETHKaTA Ha NPOAYKTA € Nofo0Ha Ha Tasd 3a pb3pacTHH. Jlo oyyaBaHeTo Ha MOAPOGHH
KIIHHHYHH AaHHH He c€ NPeropbysa NprIoyKeHHETO MY MPH NalHMeHTH Haja 65 rogMHy.

4.3. IIporaBonokazanng

CBpBHX4yBCTBHTEIHOCT KEM CYMATDHITTAH WIH KbM HAKOE OT MIOMOIZHHTE BELIECTRA, H30POSHH B
Touka 6.1.

CymaTpunTas He TpsOBa Aa ce NpUiiara 1pH NAlMEHTH ¢ aHAMHE3a 332 HCXeMHUYHA 60JIeCT Ha ChPLETO
{UBC) unu Muoxapaes HuapkT, KOPOHAPEH BasocnasbM (HecTabuiHa creHokapaua THN Prinzmetal),
nepHbepHa Cha0Ba GoNecT WITH NPH CUMITOMH, WIH Nposed Ha UBC,

Cyma’rpumaﬂ Jla He ce Npunara 3a JeMeHWe MpH NalHeHTH ¢ aHAMHE34 38 MO3BYHO-ChA0B HHIHACHT
HITH TPAH3HTOPHH HCXEMHYEH aTaKH.

Jla e ce npunara Npy NaIHEHTH ¢ TEKKO YePHOAPOOHO yBpeKaaHe.

Ynorpebara Ha CyMaTPHITTAH NPH NALMEHTH ¢ YMEPEHA M TEXKA XHIIEPTOHHA H ¢ JIEKa
HEKOHTPONHPAHA APTEPHANHA XHTIEPTOHMA € MPOTHRONOKA3AHA.

EnHOBpeMEHHUAT NMpHEM Ha MPOMYKTA ¢ EPIOTAMHH AW HETOBM NPOMIROARHK (BITIOUHTENHO
METHCEPriA), HIIH ¢ TPHITaH/5-XuApokcHTpHIrTamiH; (5-HT:) penenropen aroHHCT €
NpPOTHBONOKa3aH (BXK. Touka 4.5).

[IporHBONOKa3aHOo € ENHOBPEMEHO MPIIOKEeHHe Ha cyMaTpunTas ¢ MAQO uuxuduropy. 3a neprop A0
ABE CEIMHIH cliell cHpane npueMa Ha MAO urxHGHTOpH, He ce NpenopEIBA HAYANO HA JIEYCHHE ChC
CYMaTpHIITaH.

44. CoenHanHB NpexynpexXIcHAN B IPeIA3HH MEPKH HPH ynorpeda

Tabnerkure UMurpan TpAGea Ja ce NPUIaraT caMo NMpH YTOYHEHA AHATHO3a 33 MUTPCHA.

C)TManHﬂTaH HE € TIOKAa3aH 3a NPpHIOKCHHS IpH ManHeHTH ¢ XCMUTUICT HYEa, oqrranuomlerma HITH
GasunapHa MHIpeHa.

IIpenw 3anouBane Ha JieveHHe CBC CyMaTpHITaH, TpabBa Ja 6HAAT HIKIIOUEHH TIOTE
CEPHOZHH HEBPONOTHYHH CheTOAHMA (HaNPHMEP MO3BYHO-CBAOB HHIMIEHT, TPaH3
ATaKW), aKO NAIMEHTHTE HMAT aTHITHYHY CHMITTOMH HITH aKO He MM ¢ N0CTaReHa
3a ynorpeda Ha CyMaTpHITaN.



Cnen npueM Ha CYMaTpPHITTAH MOXKE /14 CE€ NOABST MPEXOAHH CHMITTOMHE, BIJTFOUMTENIHO CTATaHE H
Gonka B repauTe. TesH CHMITOMH MOKe 1a Ca CHITHO NPOSIBEHH, B HAKOH CITy4ay ¢ YyBCTBO 34 3a7yX
OT CTpaHa Ha THpAoTo (BK. Touka 4.8). IIpu comuenue, ue Tesn cumnromu ca Gener Ha UBC, He
TpaDBa Ja ce MPHEMAT APYId AO3H CYMATPHIITAH M TPAOBA ia Ce H3BBPINH CHOTBETEH
npernea/uzcieaBaHus.

Cymatpunral He Tpa6Ba fla c€ IPHIIAra Npy NalMeHTH ¢ PHCKOBH (bakTopH 3a pa3sBHTHE Ha
HCXeMHYHa GOTIECT Ha CHPLIETO, BKIIOYHTENHO MAlIHEHTH, KOKTO MMYLIAT LIHrapy TIOTIOH B FONIEMH
KOJIHYECTBA HWIH €4 HA HHKOTHH 3aMECTMTC/IHH TCPANnHy, [IpeIy Ja € HallpaBeHa NPEeABAPHTE/IHA
OLIEHKA Ha CHPAEYHO-CHIOBHA cTaTyc (BxK. Touka 4.3). OcobeHo BHAMaHHe Aa ce OObPHE HA JKEHH
/el MEHOTIAY34 H Ha MB3KE Ha BB3pacT Hazg 40 rouHM ¢ pUCK 38 pa3BUTHE HA KOpPOHapHa GonecT.
ITpu Tasy oueHKa, HRANHYHMETO HA CHPACYHO 3ab0JIABaHE HE MOXKE 1A CE YCTAHOBH NPH BCEKH
H3CTeBaH NMALHEHT. B MHOro peaku ciiyva, ce OMUCBA PA3BHTHETO HA TEXKH HHUMJCHTH OT CTpaHa
Ha CHLpLETO, NPH NALHUEHTH 6e3 JaHHM 3a ChPAEYHO-CHAORO 3a00NARaHe.

CymaTpHrrad TpA0Ba 1a ce NpHiIara ¢ MOBHIISHO BHAMAHHE MPH NMAIHEHTH ¢ YMEPEHO KOHTPOJIHPaHa
XMMEPTOHHS, Thid KATO TPH MaJIKa YacT OT MAl[HEHTHTE € YCTAHOBEHO NPEXOAHO NOBHINABAHE HA
KPBBHOTO HA/ATAHE H Ha nepH(epHOTO CHAOBO CHIPOTHBIEHHKE (BXK. TOUKA 4.3).

HanuuHu ca peaKH NOCTMApKETHHIOBH CHOOIEHHA 3a IALMEHTH CBC CCPOTOHHHOB CHHIPOM
(BIUTIOUHTENIHO MPOMEHH B IICHXHYHHSA CTATYC; HeCTaGHIHOCT Ha BETeTATHBHATA HEPBHA CHCTEMA H
HEBPOMYCKY/IHH CHMITTOMH) cJieql ynoTpe0a Ha CYMaTpHITTaH H CENIeKTHBHH HHXHOHTOPH Ha
obparuoTo 3axeamane Ha cepoToHHH (SSRI). CepoTonMHOB CHHAPOM € cHOGmMABaH ClEA
EIHOBPEMEHHO MPHJIOKEHHE HA TPUIITAHM M HEXHOMTOPH Ha 00paTHOTO 3aXBalaHE HA CEPOTOHMH H
HopaapeHataH (SNRIs).

AKO eJHOBPEMEHHOTO JIEYCHHE Che cyMaTpunral H SSRI/SNRI e KNHHHYHO OTIpaBARHO, Ce
npenopbyBa HabmoicHHe Ha NauuenTHTe (BXK. T0YKA 4.5).

Ennoepemennara ynotpeba Ha TpanTann/5-HT; aroHscTs ¢be cyMaTpuNTal He ¢e MPEnophyBa.

CyMarpurran Tpa6Ba aa ce MpHilara ¢ NOBHHIEHO BHUMAHKME MPH NALHEHTH Che 3a00NSBAHMS, KOUTO
MOTaT Jia AOBEJAT 10 HapyINeHa pe30opOips, MeTaboNH3bM M eNHMHHMpaHe Ha [IPORYKTa, T.€. NPpH
yBpefena yepHoapobHa (crenexd A wm B no Child Pugh; Bx. Touka 5.2 — CrienmanHy NOMy.IaLHH
nauueHTH) WM 6s6pevHa PyHKimA (k. Touka 5.2).

CyMarpunTan Tpabea Jia ¢ IpHIAra ¢ HOBHIIEHO BHAMAHHE [IPH MALEHTH C aHAMHAE3a 33 MbpP40BE
HIM JPYTH pBCKOBH (haKTOpH, KOHTO TIOHHKABAT Mpara 3a IPOsiBa Ha I'bPUOBE, Thii KaTo ca
JAOKJIAJIBaHH I'’EPYOBE, CBBP3anu ¢ ynorpebata Ha cyMaTpHIrmad (Bxk. Touka 4.8).

TIpy nauMenTH C H3BECTHa CBPLXYYBCTBHTENHOCT KBM CY/IGOHAMEIH, MOXE J1a C¢ PASBHAT aNepruuHy
peakLHH CNe/ IIPHEM Ha CyMaTpunTaH. Peakuumre Morat fa 6baaT npoaBeHH B pazIHYHA CTEMEH, OT
KOKHH NPOSIBH HA CBPEXYYBCTBHUTENHOCT 10 aHadWIakTHYEH wrok. FiMa orpaHHYeHH AaHHH 3a
pasBUTHE BA KPBCTOCAHA YYBCTBHUTEHOCT, 1IO Ta3H NPHYKHA MPH Te3H NALMEHTH CYMATPHITTAH
TpaGBa [1a ce MpHIATa ¢ OBHIIEHO BHHMaHHE.

IIpy eAHOBPEMEHHO MPHIOKEHHE HA TPHITTAHH H PACTHTENHE NPENIApaTH, ChIBPKAITH XKBIT
kaHTapHoH {Hypericum perforatum) Hexenaunure peakipm Moxe Ja ca NO-4eCTH.

INpoasmkuTenHaTa ynorpeba Ha BCAKAKBE BUJ GONKOYCMOKOABANIH 32 rIaBoboIHe, MOXKE A2 BIAOIIH
rnaBobonHeTo. AKO TaKaBa CHTyalHA HACTHIIH HIH Ce OA03upa, TpAOBa Ja ce MOTHPCH TeKapeKkH
CBBET H JIeYeHHeTo Tpatsa fa ce npeycranosn. Jiuarnosa rnarobonue, CBHP3aHO CBE, - m a0
cBphxynotpefaTa Ha JiekapcTBa TpSOBa Ja ce IIOJ03HPA NPH NAUMEHTH, KOUTO YeC
ca ¢ rasobonHe BEAPEKH (FITH NIOPaliv) IIOCTOSHHATA YIOTpeOa Ha JIeKapCTBa Mo AL

IpenopsyBanaTa n03a cyMaTpHITaH He TpaOBa oa ce HaBHILIaBa. !



Haumerrure ¢ peakure nacnencTeeHn 3aboNIBaHNUs HEMOHOCHMOCT KbM rajiakTo3a, Lapp JaKTaseH
AeHUMT HIH DIEOKO30-ralakTo3Ha ManabeopOims He TPAOBA 12 MPHEMAT TOBa JIEKAPCTBO, Thil KaTo
TO CBABPIKA JIAKTO34.

Tosa nexapcTBO CHABPAKA MO-Maiko OoT 1 mmol Harpuii (23 mg) B eana Tabnetka, T.€. MOXE J1a ce
Kaje, 4e MPAKTHYECKH He ChABPIKA HATPHIL.

4.5. BsammopeiicTBHe ¢ APYTH JICKaPCTBEHH IPOXYKTH H ApYrH $opMu Ha B3aAMOJeicTERE

Hsama ycTanOBeHN NekapcTREHH B3aMMONEHCTBHS HA CyMATPHIITAH C TPOIPAHONON, (PIYHAPHIMH,
NU3OTHGEH MM BIIKOXOJL.

Hma orpanpdeHs faHHH 3a B3aMMOASHCTBHE C MPOAYKTH, ChIbPIKALM €PTOTAMHH HIIH APYT
Tpunrar/S-HT) penentoped aronuct. Hammile € TeopeTHyHa BEPOATHOCT 33 MOBHIIEH PHCK OT
KOPOHapeH Ba30cnaseM. EAHOBPEMEHHOTO NPIIOKEHHE HA TE3H JIEKAPCTBa € NPOTHBONOKA3aHO (BK.
Touka 4.3).

WHTepBaAET OT BpeMe MexIy NPHIaraHeTo Ha CYMAaTpHITTaH H eproTaMUH-ChIbPKALIH NPOAYKTH HIH
npyr tpunras/S-HT) penienropeH arouucT He e ycraHoeeH. Toil 3aBHCH CHILO H OT JO3HTE M BHAA Ha
npunaradure npoayktH. Edexrure moxke na 6baaT anurieHi. [Ipenopsusa ce Aa ce H3Yaka
Haii-Manko 24 yaca clien ynoTpebaTa Ha eproTaMHH-ChABPKAIIE HPOAYKTH Hin Apyr Tpurran/5-HT;
PELENTOPEH arQHACT peny Aa ¢e npueme cymatpunran. OfpaTtHo, TIpenopstisa ce Aa ¢¢ #3uaKa
HaH-MaJiko 6 Jaca cie]i IPHEM Ha CYMATPHIITAH peH A Ce NPHIIOKH €ProTaMHH-ChAbPKAIl
TIPOAYKT, H HAK-MaNKo 24 vaca nNpemn npAnaraHle Ha xpyr Tpurran/5-HT1 penermrropeH aroHKCT.

Moxe na uma B3auMogeiicTBHe MeXIy cyMaTpunTah 1 MAO HaxuGuTopH. ExHOBpeMeHHOTO
OPUICKESHUE HA TE3H IEKApPCTRA € MPOTUBONOKAAHO (BXK. Touka 4.3).

Hanuynu ca penxu NocTMapKETHHTOBH ChOGIIEHHs 33 NALHEHTH ChC CEPOTOHHHOB CHHAPOM
{BKJIIOMHTEITHO MMPOMEHH B IICHXHYHMS CTATYC; HECTAGHIHOCT HA BErCTATHBHATA HEPBHA CHCTEMA H
HEBPOMYCKYJIHH CHMITTOMH) cliel ynoTpeba Ha cyMaTpHlITaH M CelleKTHBHH HHXHOMTOPH Ha
obpaTHOTO 3axBalnaHe Ha ceporoHuH (SSRI). CepoToHMHOR CHHAPOM € crolianay cies
€HOBPEMEHHO NPHIIOKEHHE Ha TPHITTAHM H HHXHOHTOPH Ha 06paTHOTO 3aXBalllaHe HA CEPOTOHHH H
HopanpenandH (SNRIs) (sxk. Touka 4.4),

4.6. Pepranarer, GpeMeHHOCT A KbpMeHe

Bpemennoct

Hamwamm ca 00CTMapkeTHHIOBH JaHHH OT NMPHIIOKEHHETO Ha cyMaTpunTad npH 1 000 sxern o ppeme
Ha bPBHA TPHMECTBP 0T OpeMenHocTTa. HezaBucHMo ve Te3n naHHHM ca HEZOCTATHYHH 32 A ce
HANPABAT OKOHYATENHN 3aKII0YCHHA, T¢ HE TIOKA3BAT NOBHINEH PHCK OT BPOACHH MaT(QOpMaLHH.
OMTET OT IPHJIOKEHHETO HAa CYMaTPHIITAH NIPe3 BTOPHA M TPETHA TPHMECTHP OT GPEMEHHOCTTA €
OrpaHHdYeH.

ExcnepuMeNTaNHHTE IPOYIBaHUS NIPH JKUBOTHH HE MOKA3BAT NPEKH TEPATOTEHHH MITH BPeJHH eeKTH
1O OTHOLUEHHE Ha NIEPH- ¥ MOCTHATAIHOTO pasBuTHe. OBade eMGpuodeTanHaTa iu3HECNOCO6HOCT
np# 32l MoKe Na Obae 3acerHara (Bx. Touka 5.3). IpHnokeHHeTO Ha CyMaTPHIITaH 110 BpeMe Ha
OpeMeHHOCT MOXKe Aa ce OOMMCHI CaMO aKO OYAKBAHUTE MTOM3H 34 MAKATA HANBHIIABAT BE3MOXKHHTE
PHCKOBE 33 IUI0JA.

Kspmene
Crea moaKOXHO MPHWIOKEHHE CYMATPHIITAH CE YCTAHOBABA B MIIAKOTO. H3narasero Ha KbpMaveTo Ha
CYMaTpHITaH MOXE J[a C& HAMAJIH, aK0 JETEeTO He ¢e KhpMH 12 daca cnel IpHEM Ha nexayg;am,‘\

KaTo M3IEICHOTO [IPE3 TORA BPEME MIISKO HE CE MO/ I3B4. g UM
p p P P

4.7. EdexTn BbpXY cioco0ROCTTa 3a miodupane 4 padoTa ¢ MAIIAAH

He ca nposexxaanu npoy4eanns 3a edekTHTe BpXY cnocoOHOCTT2 3a modHpaHe U
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MALUHEH. MOXe 13 Ce MOABH CBHIIABOCT, JH/DKAIIA & HA MHFPEHOZHHA NIPHCTRI HIIH HA JICYEHHETO
¢BC cymatpunTan. Tosa Moxke fa noBAAse CMOCOGHOCTTA 3a WodHpaHe U paboTaTa ¢ MAIIHHH.

[IpenopeyBa ce NOBHINEHO BHHMaHHE Npy modupane unu paboTa ¢ MallHHH.
4.8. HexenaHnH NeKAPCTBEHH PeAKIHH

Hexenanure nexapcTBeHH peakitiy ¢a H3GPOCHH M0-A0My ChITACHO CHCTEMO-OPTaHHHTE KIIacoBe H
yecToTara. YecToTHTE Ce AeUHApAT KAKTO clejBa: MHOTO uecTd (= 1/10), yecta (> 1/100 go < 1/10),
HedectH (= 1/1 000 no < 1/100), peaxu ¢ 1/10 000 go < 1/1 000) u mHoro peaks (< 1/10 000), ¢
HEH3BECTHA YECTOTA (OT HATMYHITE JaHHH He MOXe a Oblle HanpabeHa oueHka). Hako oT
chOOIAaBAHHTE CHMITTOMH KaTO HEXEIaHH PeakidK MOJKE /ia ¢a CHMIITOMH, CBBP3aHH ¢ MHUTpEeHATa.

Hapyumienns HQ HMYHHATA CACTEMA
C neuzgecmua vecrmoma: Peakiiyn Ha CBpbX4yBCTBUTEITHOCT, BapHpaIlld OT KOKHH [IPOSBH Ha
CBPBEXYYBCTBHTENHOCT {KaT0 YPTHKAPH) A0 AHADHIAKCHA.

Hapymenns Ba HepBHATA CHCTEMA

Hecmu. 3amaliBaHe, CHHIMBOCT, CETHBHH HAPYIICHHA, BITIOYHTETHO NIapecTe3Hs B XHICCTE3HA.

C neuzsecmua wecnoma: IIpunianbid. B Haxou ciryyan ce ycTaHOBsABAT TIPH NAlTHEHTH C 2HAMHE3A 3a
NpHNagbUH WIH IPYTH CHCTOAHHA, Npeapasnonarani KsM npanansip. [Ipunaabiy ce OnMCBAT H MPH
nallHeHTH, IIPH KOHTO HE ce YCTaHOBABAT nodo0Hu npeapasnonaramy paxropn.

TpeMop, AECTOHNA, HHCTATEM, CKOTOMH.

Hapymends ga ouHTE

C neussecmua yvecmoma: IpoGnaceane, IBOMHO BUXKAaHE, 0TCIa0eHO 3peHMe. Jaryba Ha 3peHHETO
BIJTIOHHTE]THO ChOOIICHHA 32 MOCTOAHH AedekTr, 3puTenHuTe HapymeHus, obade, MOFAT CHINO [1a ce
NPOABST M NIPH MHTPEHO3EH NMPHCTHIL

CrepieqnH HApYmIeHAR

C neuzgecmna yecmoma: bpagukapaus, TaXHKapIHA, NANIHTALEH, CHPASYHH APHTMHH, TPAH3HTOPDHH
npomenH B EKI'- Hener 3a ncxeMus, BazocnasbM Ha KOPOHAPHH APTEpHH, aHTHHA NIEKTOPHC,
MHOKapAeH HHGapkT (Bx. Touxu 4.3. u 4 4),

CbaoBH HApYIIEHAS

Hecmu: [lpexoqHo NOBRINABAKE HA KPBBHOTO HANATAHE, CKOPO Clief MPHEMa HA JIEKapCTBOTO.
JavepBaBaHe Ha JIHLETO.

C neuzgecmra yecmoma: Xunotonus, ¢enomen Ha Peiino.

PecnBpaTopHE, TPLARE H MEHACTHHAIAE HAPYIIEHHAS
Yecmu: ITucnEed.

CTroMamHO-4peBHE HAPYNICHHR

HYecmu: 11pH HAKOM NALMEHTH Ca AOK/IABAHH rajicHe U MOBpPbINAHE, HO € HEACHO JAIM TOBA €
CBBP3aHO CBC CYMATPHITTAH WM Cb¢ ChITBTCTBALIOTO 3abonaBaHe.

C neuzgecmua yecmoma: UcxeMuveH KOnuT, Hapus, Jucdaris.

Hapymenns Ba MyCKyJINO-CKEN€THATA CHCTEMA H CLeTHHHTE/IHATA ThKAR

Hecmu: ¥Ycemane 3a Texect (0OHKHOBEHO MPEXOAHO, MOXKE JIa € CHITHO H JIa 3aCerHe BCAKa 4act OT
TANOTO BKMIOYHTENHO IPBAHAA KOUI H TEPJIOTO). MHaIrHA.

C neussecmna yecmoma: CKOBAHOCT HA BPATA, APTPAITHA,

O0mn papymenas # eeKTH HA MACTOTO HA NPHIOKEHHE .
Hecmu: Bonka, ycelnaHe 3a TOIUIMHA WM CTYH, PHTUCKAHE WIH CTATAHE B IBPANTE)

OOHMKHOBEHO Ca MPEeXOJHH, KATO B HAKOH CITy9aH ¢a HO-CHIIHO TpoABeHH. Morar A
YacT OT TANOTO, BKIIOYHTENTHO IPhAHHA KO H TBPAOTO. ,
YUysctso 3a ci1abocT, ymMopa (ABaTa CHMITOMA Ca MPEXOIHH H cNabo 10 YMepeHO NPCRHCHY
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C nreuzeecmna vecmoma:
AKTHBHpaHa TpaBMaTHuYHa GoJIKa
AxXTHBHpaHa 00lka, CBEp3aHa ¢ Bb3aJieHHe.

Hscnenpanus
Mrnozo peoxu: Tlonaxora ca ycTaHOBABaHH cl1a0H OTKJIOHEHHA B CTOHHOCTHTE, MOXYYEHH OT
4EPHOAPOOHHTE GyHKIHMOHAIIHH TECTOBE.

MenxA9nE HapymieHHs
C neusgecmua vecmoma: TpeBOKHOCT.

Hapyuwenna Ha K0XKATA H NOAKOKHATA THKAH
C neuzgecmua vecmoma: Xunepxuaposa.

Crolimarane Ha I0O3MPAHH HEXKEJIAHH PeakiHH

CrobasaneTo Ha MOAO3HPAHH HeXeNaHK PeakiMH cliell paspeliasaHe 3a ynorpeba Ha 1eKapCTBeHHS
HPOAYKT ¢ BaxkHo. TOBa MO3BOMABA a2 MPOABIDKH HabMOASHHETO HA CHOTHOLICHHETO MON3a/PHCK 3a
JieKapcTBeHUA NpoaykT. OT MEHIHHCKHTE CTICIHAIMCTH €& M3MCKBA J1a ChoOINaBaT BCAKa
NOAO3HPAHA HEXKENAHA PEAKLAS UPE3 HAUHOHAITHA CHCTEMA 3a choblliaBane:

H3nsnHATenHa areHMs o AeKapcTBaTa
vy ,,Jlamau I'pyes” Ne 8

1303 Codima

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9. [IIpeno3npane

CHMITOMHE H OpHIAAOH

ITpy npunoxenne Ha nos3d Hana 400 mg nepopanHo He ca HaGMOJABAHH HEXEIAHH PEAKIHH, PAZTHIHH
OT OITIHCaHHUTe.

Jleuernne

Ilpy npenosupane nanpeHTHT TpAORa fia ce NocTaBH Mo HaGmoacHue 3a He no-Manko ot 10 Jaca,
KaTo Ce NMPHJI0XH CTAHNAPTHO NONTBPKAMQ JIEIEHHE.

He e n3BecTeH ehekTET Ha XeMOAHATH3ATA WIH MEPHTOHEATTHATA IHATTH3A BEPXY IL/1a3MEHHMTE
KOHLIEHTPAIHH Ha CYMATPHITTAH.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1. ®apmakoguHAMHUYHH cBolicTBa

QapMaxoTepanerTduHa rpyna: Cenexruser SHT) penerniropen aronnct, ATC xoa: N02CC01

Mexannarm Ha gelicTBHe

CyMaTpunTaH e crienH(pHYCH H CENEKTHBEH CBAOB S-XxuapokcuTpunTaMii-1-(5-HT,D) penenropen
aroHucT. Hama edekrt Bupxy apyrure 5-HT peunerrropuu cyGrumore (5-HT27). Chooedre 5-HTI\D
PELCIITOPH C& HAMHPAT IPEAHMHO B MOSBHHHTE KPBBOHOCHH Ch0BE, KATO TAXHOTO AKTHBHPAHE BOJM

10 Ba30KOHCTPHKLHS. A
i K . 0 .

HHTPAKPaHHATHHTE TBKAHH, BKIIIOYMTEIHO MEKHMTE MO3BbYHH 06BuBKH. CMATA Cé, |
1AM 06pa3yBaHETO HA OTOK B TE3H CHAOBE € B OCHOBATA HA MUIPEHO3HHA IIPH
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Oceen T08a, ©KCNISPHMEHTATHH AaHHH NPH XMBOTHH [10KA3BaT, 4e CYMATPHIITAH BOJM IO NOATHCKAHE
AKTHBHOCTTA Ha n. trigeminus. OnMucaHuTe ABe peakumny (KpaHHaiHaTa Ba3OKOHCTPHKIHA H
HHXHOMPaHeTO Ha AKTHBHOCTTA Ha 1. trigeminus) onpeae/aT aHTHMRI PEHOZHUA edeKT Ha
CYMaTpUNTaH NpH Xopara.

QapMakofRHaMUIHY edherTH

Knunnunusar edext HacTenBa okono 30 MUHYTH cnen nepopaien npueM Ha 100 mg.

IMpenopbuanata ao3a 3a nepopancH npueM Ha Vimurpan ¢ 50 mg. MUrpeHo3HHTe IPHCTHIM €&
NPOSBEHH B PA3/IHUHA CTENEH U Ca PAsNHYHH NIPH OTACAHITE NallieHTH. B knnnninn w3nHTBaHRS
no-rojiAiMa epHKACHOCT B CpaBHEHHeE ¢ r1aieto, e yCTaHOBEeHa NpH npHeM Ha Jo34 oT 25 mg fo
100 mg. CraTHCTHYECKH 3HAYHMO No-cnaba epHKACHOCT € YCTAHOBEHA 3a H03H oT 25 mg, B
cpaBHeHHe ¢ A03H oT 50 mg u 100 mg.

CyMatpunraH ¢ eMKaCeH NpH NeYeHue HA MUTPEHO3EH NPUCTLIL, BITIOYUTENHO U HA CBBP3aHa C
MEHCTpYaIHHS LIHKE] MHIPeHa.

Kaminniba efpuracnocT M Oe30n0acHoCT

Heduampuuna nonynayus

B niko/1ko Iutalie60 XOHTPOHpaHH KIHHHYHH M3MHTBAHUS € IPOYYBaHa epHKacCHOCTTa H
fe30MacHOCTTa Ha IEPOPATHO NPHIICKEH CYMATPHITTaH pH Hax 650 zena H moxpacTBally ¢ MATPEHa,
Ha Bu3pact ot 10 no 17 ropunn. B TesH M3NUTBaHNY He € YCTAHOBEHA CTATHCTHYCCKH 3HATHMA
pa3nHka B 06JIeK4aBaHETO Ha MapoboaMeTo Ha 2-pud yac, Mexay 1ianeto 1 KakeaTo U Jia ¢ Jo3a
cymarpunTad. [IpoguasT Ha HeXeTaHATE peakuHK HA NEPOPATHO NPWICHKECHHS CYMaTPHITTaH MPH
Jielia H nogpacTBaumiy Ha BE3pacT ot 10 go 17 rogvnu e mogoleH HA TO3M NIPH BE3PACTHH NALIHEHTH.

5.2. @apmMakoKHECTEIHH CROECTEA

PapMakOKHHETHYHHTE CBOMCTBA HAa CYMATPHITT2H HE Ce NPOMEHST 3HAYHTEITHO TI0 BPEME Ha
NPHCTHIIHTE.

AGcopOnan

CymarpurrraH ce pesopbrpa 6bp30 cnen nepopaned npueM. 70 % oT BEPXOBHTE [UIA3MEHH
KOHLICHTPALHH ¢€ JOCTHraT 3a 45 MuHyTH. Ceq npreM Ha Ao3a o1 100 mg, pppxoBaTa INa3sMeHA
KOBHEHTpaui € 54 ng/mi.

Cpeanara abcomorHa nepopanHa 6HoHamHIHOCT € 14 %, KOSTO Ce ABIDKY OT ¢/IHA CTPaHA Ha
npexenaTajeH MeTaGoIHIbM U 0T Jipyra Ha HEMBLITHATA pe30poLMA,

Paznpenciaeane
JlexapcTBOTO c€ CBBP3BA B MAJIKA CTEMEH ¢ IuiasMennTe npoteusH (14-21 %), xaro cpeapust ob
obem Ha pasnpezenenue e okono 170 murpa.

buorpanchopmannn

ImapHBAT METAOOINAT HA CYMaTpPUITTaH, HHIONALETATEH AHANOT, CC SKCKPETHPA MIPSAHMHO C YPHHAT],
KBJETO € OTKPHBa KaTo cB000AHA KHCENHHA HIIH KaTo IMIOKypOHHpaH Kostorat, Hama ycTaHoBeHa
SHT: wmm SHT; akrussoct. Jlpyrin MeTabonuTH HE C€ YCTAHOBABAT.

Enumugupane
EnuMEHALMOHHMAT NOTYXHBOT € NpuOIM3nTenno ABa yaca. Cpexumre o6mu CTORHOCTH HE AN
Ha APOJIYKTa OT IUia3MaTa ca npubausurento 1160 ml/min, karo crolinocTiTe Ha 61-6pg

ca oxono 260 ml/min. ;

ExcTpaperanauaT knuphHe € okono 80 % or ofmus. CyMaTpHITaH e eNMMHMHHpa
OKHCJICHHE, ¢ YJACTHETO Ha MOHOGMHHOKCHIA3a A.
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CoennasHa NOUyJANHHE HANHEHTH

Heprodpobro yepescdare

Cnep nepopantio NPWIoHKEHHE, IPe-CHCTEMHHAT KIHPHHC € HAMATIEH NPH NAHeHTH ¢ YepHOApobHO
YBpEXKIaHe, KOETO BOIH J0 TIOBHINCHH [UTa3MEeHH HUBA Ha cyMarpanTad {Bx. Touxa 4.4).

5.3. Tpepxaunnunn gaunn 3a Gesonacnoct

KarneporeHgocr, MyTareHHOCT
IMpw H3cnenBaHUA Ha CYMATPAIIYaH fIPH YCNOBAS 7 Vilre H TIPH XHBOTHH HE C€ YCTAHOBSABR
KaHLIEPOTEHHOCT H T¢HOTOKCHYHOCT.

PenpoayKTHEHA TOKCHYHOCT

Tpw eano w3cneiRane Ha RIHSHHETO BHPXY QePTHIHTETA IPH IUTEXOBE, CE YCTAHOBABA MOHHAABAHE
Ha OILTOAHTEJIHUTE CIOCOOHOCTH, KATO TOBA CE€ OIHCEA MIPH NEPOPaAHO MPIIOKEHHE HAa CYyMaTPHITTAH
B A03H, DU KOWTO ¢ JOCTUTA TUla3Mena konnenTpaipa 200 0bTH mo-BHCOKA, OT Ta3H MPH Y0BeKa
cries nepopanet npueM Ha 100 mg.

Tesm edekTH He ce YCTAHORABAT NPH NOJKOKHO NPIWIOKESHHUE HA AO3H, KOHTO BOAST A0 MAKCHMANHH
nrasMeHd konnenTpaimn 150 meTH No-BHCOKH OT YCTAHOBEHHTE NPH YOBEKA CAEA NEPOPAJICH TIPHEM.

BpeMeaHOCT H KBpMeRe
He ca naGmonasanu TepatoreHnHs eeKTH 1IPH IIBXO0BE M 3aiLY, H CyMATPHITTAH He & AMas edeKT
BBPXY MOCTHATATHOTO Pa3BHTHE NMPH NBX0Re. IIpH nprnokenxe NpH OPEMEHHH 3AHIH Pe3 HEMHA

HEPHOJ HAa OPTaHOTEHE3a, CYMATPHIITAH [IOHAKOTE € BOAWN A0 eMOPHOHAIEH NETANIHTET B NO3H, KOHTO
¢a Gk IOCTATHYHO BUCOKH, 32 Aa TIPEIM3BUKAT TOKCHIHOCT 32 Maikara.

6. PAPMANEBTHYOW JAHHA
6.1. CpHCBHK HA DOMOIIHATE BEMIECTBA
JlaxTo3a MOHOXHApAT

Jakroza, fezpogna

MukpoxpHCTATHA LIETY 1032
KpockapMenosa HaTpui

MarnesHes creapar

IIpeuncrena Boaa

Omnappaii YS-1-1441-G

6.2. HechbBMeCTHMOCTH

Hsama ommcann.

6.3. Cpok ma rogaoct

3 rogHHH.

6.4. CrenuasAan YOIOBHA 32 ChXpaHEnRe

Tabnerkn HMHrpaH Aa ce ChXpaHABAT py Temueparypa nog 30°C.

6.5. BEA H cLALPKAHHE HA OHAKOBKATA

BTopudHa oflakoBKa: KapToHeHa KyTH.
ITeperuna onakoska: 6mpcrep oT AROHHO AMYMHHEEBO GOTHO HIH 3aIMHTEH OT Aena 6}
KonmiriecTso B €1Ha onakoBka: 2 hUIMHpaHu TafneTku
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6.6, Cuenmannd npeAna3HH MePKH IPH H3XBL[IsHE H PaoTa

HeH3non3sauusT N€XapeTBeH MPOAYKT HIH OTHATBUHKUTE MATEPHANM OT Hero Tpatea Aa ¢e U3XBLPAAT

B CBOTBETCTBHE C MECTHHTE M3HCKBAHH.

7.  NPHTEXATEI HA PASPEINEHHMETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited

12 Riverwalk,

Citywest Business Campus,

Dublin 24,

Hpnanaus

8. HOMEP HA PASPEINIEHHETO 3A YIIOTPEBA

Ne 9600076

9. JATA HA ITBPBO PASPEIIABAHE/IOAHOBSABAHE HA PASPEMMEHAETO 3A
YIIOTPEEBA

Jara #a mepeo paspemagane: 11 mait 1992 r,

Jata Ha nocstento noanoeasare: 04 romm 2012 .

10. JATA HA AKTYAIMIHPAHE HA TEKCTA




