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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHMA ITPOAYKT

AJIJIM3EM 60 mg TabneTkH ¢ yAbIKEHO OCBOGOMXKIABAHE
ALDIZEM 60 mg prolonged-release tablets

AJIJTU3EM 90 mg TabieTky ¢ yABMKEHO 0CBOOOKTaBaHe
ALDIZEM 90 mg prolonged-release tablets

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

AnauzeM 60 mg Tab/IeTKH © YARTKEHO OCBOOOKIaBaHE
Besika Tabnerka cpabpika 60 mg AMITHA3EMOB XHAPOXIOPHA,

Anamsem 90 mg TabNeTKH ¢ YIBDKEHO OCBOOOKIaBaHe
Beaka Tabnetka cxabprka 90 mg AMNTHA3EMOB XHAPOXIOPHA.

3a MbIHUA CNHCHEK HA IOMOLHWTE BELUSCTRA, BHIKTE TCYKA 6.1.

3. JEKAPCTBEHA ©®OPMA

* Tabnetka ¢ yasnxeHo ocsoboKIaBane

AnnuzeM 60 mg TabnerkuTe ¢ yOb/KeHO ocBoboxaaBaHe ca {eu, KPhIyy, ABOHHO H3TIBKHAH
TabneTKH, ¢ AenuTe/IHa YepTa OT e/lHaTa CTpaHa.

Anamzem 90 mg TabneTKuTe ¢ YABDKEHO 0CBOOOXK 1aBaHe ¢a GeNH, KPbIJIH, ABOHHO H3MTbKHAIH
TabJTeTKH, ¢ NeNTUTE/IHA ¥epTa OT €JHATa CTpaHa.
Tabnerkara Moxe na 6B/1¢ pasneneHa Ha ise paBHH J1031.

4. KJAHUYHHA TAHHHA
4.1. TepanesTHYHH NOKA3AHHS

AnauzeM e nokasaH 3a:
1. Jledenue Ha creHoKapIus:
- CcTabHITHA CTEHOKAPAWA NIPH YCHITHE;
- Ba30CMAcTHYHA CTeHOKApIWA (BapHaHTHA aHrvHa Ha Prinzmet)
- HecTaOMITHA CTGHOKAPAHA B TOBA HMCTO clie] MH(APKT Ha MHOKY




2. JleucHHe Ha apTepuanHa XHIEPTOHHA.

42. /lo3BpOBKA H HAYHH HA APUI0KEHEE

EOSHQOBKa

Cmenoxapoua — cpefiHaTa OTITHMAJTHA MepopanHa ao3a 3a JuntuiazeM e 180-360 mg nHerHo, pazaenenu
Ha 2 go 3 npHema.

Xunepmonug — oOu4aiiHaTa ONTHMANHA NIepopasiHa A03a 3a awiTHaseM € 240-360 mg nHeBHo, pazaeneHU
Ha 2 10 3 npuema.

Tabremru ATJTHIEM om 60 mg: oOuuaiinara nHeBHa 1032 33 BB3PACTHH € eaHa Tabnetka ot 60 mg, TpH
ITETH JIHEBHO, ¢ BB3MOXKHOCT 3a yBeH4YaBaHe Ha Ao3aTa Jo 1,5 wnu 2 tabnetku or 60 mg, TpH MbTH
HHEBHO.

Tataemwu AJJH3EM om 90 mg: oGHJaiiHaTa IHEBHA [03a 3a BB3PAacTHH € eana tabnerka or 90 mg, n1Ba
OBTH IHEBHO, C BB3MOXKHOCT 3a yBe/MuaBaHe Ha f03aTa Ao 2 tabnetkn ot 90 mg, Ba NLTH JHEBHO.
Maxcumannara qHeBHa mo3a e 360 mg.

Hozupane npu weprodpobra nedocmamvyHocH — NPH NAIMEHTH ¢ YepHOAPOOHA HEAOCTATHUHOCT MOXKE
Aa e HeoOX0OUMO HAMANABaHe Ha 103aTa, 3a Ja He npesHilara 90 mg aHeBHO.

Hozupane npu nayuenmu & nanpeOnara 8u3pacm — MPENOPHYBA CE HAMANABAHE HA J03aTa HITH YIb/DKEH

JI030B HHTEPBAN.
Heouampuyuna nonynanus

BezonacHocTTa M epMKaCHOCTTA TIPH MEeIHaTPHYHH TIALMEHTH HE € YCTAHOBEHA, MOPall KOETO
IWITHA3EM He Ce MPENopbYRa 33 NPUIOKEHHE I1PH Jelia.

4.3. TIIpoTHBONMOKA3AHHA

CBpbX4yBCTBHTENHOCT KBM aKTHBHOTO BEHIECTBO HITH KbM HAKOE OT OMOHIHUTE BEIIECTRA, H30poeHH B
TO4YKa 6.1.

CBPBXUYBCTBHTENHOCT KM IPYTH KaNlMEBH AHTATOHHCTH.
XunotoHus (cHCTONMYHO Hansrane 90 mm Hg it no-HHCKO).
CopheyHa AeKOMNEHCAIIHA.

Octop wHDapkT Ha MUOKapaa ¢ GenoapobHa KOHrecTHs.
Kapauorenen wwox.

Bpanukapaua noa 55 yaapa/MuHyTa.

Cunapom Ha GONHHA CHHYCOR BB3e.

[fpoBoaHn cepacuny HapyieHud - 11 u 11l crenen na AV-6s1ok (6e3 QyHKLIHOHHpAL H3KYCTBEH
neiicMeiksp).

BpemeHHOCT W KbpMeEHE,

EHOBpEMEHHO NPHIGKEHHE C ZAHTPOJIEH (MHDY3HA) — PUCK OT KAMEPHO MBXKJICHE (BHK. T. 4.5).
KomGuHauusa ¢ usabpamus (Bx. T. 4.5).

EnnospeMenna ynorpeba ¢ TOMHTan11 (BxK. Touka 4.5).

4.4. Chnennajnu npeqynpexieHHs H NpeiNa3Hy MEPKH NPH ynoTpe




HeoGxomHMO € BHUMATETHO HalIF0IeHHE NpH NALMEHTH ¢ HaMalleHa QYHKIHA Ha JABaTa Kamepa,
Opamukapaus (puck ot exzauepbauus) Han ¢ AV 6ok 1-a crenen uiu yasmkeH PR wxrepsan, orkpur
Ha efleKTpoKapAHorpamara (PHCK OT ek3allepOaLina U paaKo OT MbAEH OIIoK).

Crollenn ca cityyan Ha ocTpa OBOpeyHa HeJOCTaTBL4HOCT BCNIEACTRHE HA HaMalleHa ObOpetHa
repdy3us ApH NALKMEHTH CbC CHIIECTRYBAILO ChpAeYHo 3abonsaBaHe, 0coDEeHO HaMalleHa JIEBOKAaMEPHa
thyHKIMA, TexkKa OpaJMKapaHs WIH TeXKa XHIOTOHHA. [Ipenopbypa ce BHUMATENHO MPOCNEASBAHE Ha
6vOpevunara dyHKUHS.

[MoHMmKaBAHETO HA KPBBHOTO HAISTAHE, CBBP3aHO C TEPAMMATa C AUNTHAZEM MOXKE B IHHHYHH CIIYYaH
Ja A0Bee 10 CUMITOMATHYHA XHMOTOHWA. 34TOBa Ce Halara ClefeHe Ha KPBBHOTO HalAraHe, ocobeHo B
HAualoTo HA JIEHEHUETO C JMITHA3EM.

IIpyu maumeHTH ¢ HapyiueHa YepHOApoOHa QYHKUMS ce Hanara NPHIOKEeHHe Ha MO-HUCKH 103H (He
npeeuiraraild 90 mg). Hamaneuue Ha no3nte ce Hanara H MpH MaUMeHTH B HaMpeaHala Bb3pacT.
JlexapctBoTO A2 ce ynoTpeSABa BHUMATENHO NPH NALMEHTH ¢ HapylleHa Ob0peuna QyHKIHS, BIPEKH
Yye HAMA AaHHH 33 MPONIOHTHPAHO SJIMMHHHPAHE B TAKMBA CIIyYau.

[Tpu ofwa anecTe3us & HEoOXOIUMO AHECTE3UONOIET aa Gnae HHpOpMHUpaH 32 NPUEMAHETO Ha
auntHazeM. Kanuuesure 6IOKepH MOrar ja 3aCHIAT, CBBP3aHOTO C aHECTE3UATA [TOTHCKAHE HA
CBPACUYHHUTE KOHTPAKTHIIHTET, TIPOBOJHMOCT H aBTOMATH3BM.

YNOpPHTH ISPMATONIOrHYMHHA PeaKLMK MOTAT Aa MPEPAcTHAT B epHTEMa MYNTH(HOPME WK eKCHOTHATHBEH
OEPMAaTHT. AKO J€PMaTOIONHYHHUTE PEaKLiy C& MORTAPAT, ICUSHHETO C AMNTTHA3EM TpsAOBa Jie ¢e
NPEeKpaTH.

EdexTHRHOCTTa M €30MacHOCTTA HA NHITHAZEM MIPH ACLIa HE € YCTAHOBREHA.

Bascua unghopmayua omnocHo HAKOU om cvcmasKume Ha Andusem

AnauzeM coAbpKa NakTo3a. [IauMeHTH ¢ penKy Hac/ieacTBeHH IPodIeMH Ha raNlaKTo3Ha HEMOHOCHMOCT,
Lapp nakrazeH aepMUuT WITH TIIOKO30-ralakTo3Ha Matadcopbuna He TpabBa Ja npyeMar Tosa
ACKAPCTBO.

4.5, BsauMoneiicTBHe ¢ ApYTH JeKapcTBeHH NPOIYKTH H IPYIH (POPMH HA B3aHMOJEHCTBHE

OrGenszaHy ca KIMHHYHO 3HAYMMH B3aUMOASHCTBUS HA JAHITHA3EM ChC CIIEAHHTE MEIHKAMEHTH:

. BeTa-ajpeHepruuHm BI0KepH — XHIMOTOHHUA, NABOKAMEPHA IEKOMITEHCAIMS H HapylueHue B AV
npoeoauMoctTTa. HabpoeHure cuMnToMH ce MPOARABAT C AO-TONAMA BEPOATHOCT MPH MALHEHTH B
HAMIpEHANA BB3PAcT H NPM TakuBa ¢ AUCQYHKLHA Ha 19Ba KaMepa WK aopTHA CTeHO3a, KaKTO U
MPH NALMEHTH, NPHEMALIH BUCOKH J03H OT MEAHKAMEHTA,;

. AHTHAPUTMHYHHU CPECTBA — CHHYCOS apecT, AV 610K, HaMalieHa KOHTPaKTH/IHA CIIOCOGHOCT Ha
MHOKapAa,

. HBabpanHH- CLIBTCTRAINA YIoTpeba ¢ HRabpaaHH € NPOTHBNOKA3AHA IIOPA/TH JION
MOHHKABALI ChPAEYHATA 4ecTOTa edyekT Ha TUITHA3EM CIIPIMO WBabpaaH

. noMuTanui - auirtHazeM (ymeped CYP3 A4 HHXHOHTOP) MOXKE [a MOBHL

NOKa4yBaHe Ha YepHOAPOOHHTE eH3UMH (BiK. To4Ka 4.3).




. BHTHXMNIEPTEH3MBHY CPEACTEA, BA30OAWIATATOPH, AHYPETHIIH — NOTEHITMPAHE HA XHNOTEH3HBHHS
edeKxT;

. kapOamazenyiH — NOBUINEHN HHBA Ha Kapbamaszenun ao 40-72%, xoeto BOAM 10 NposABa Ha
TOKCHUYHOCT OT CTpaHa Ha kap0aMazenuua (aTakcHs, HUCTArbM, JUINOMH:, NOBPBILAHE, arHes,
bPYOBE, KOMa);

. LHMKNOCTIOPHH — MTOBULISHH CEPYMHH HHRA HA HHKTOCTIOPHH M MOBHLIEH PHCK 38 TOKCHYHOCT OT
CTpaHa Ha LMKNOCNOPHHA (X0NeCcTa3d, NApecTe3nn);

TeodHITHH - NOBUIIEHH HHBA Ha TEO(HITHH;
[MMETHIOHH K apyrd H: — 6iokepn — MORHIIEHA CePYMHA KOHLUEHTPALIMA Ha IMITHA3ZEM H
BL3MOXKHA NPOABA HA KAPJMOBACKYNAPHA TOKCHYHOCT (IPOMSAHA B UepHOAPOOHHA MEeTabO/IM3BM Ha

JUIITHAZEMY,

. NpoTeazHy MHXUOUTOPH (PUTOHABMP, aTa3aHABHP) — NIOBUILICHH TNIA3MEHM HUBa Ha TE3H JICKapcTaa
nopaay uuxuGupate Ha CYP3D4 oT AunTHazeM W PHCK OT HEXENaHH PCaKu|H (Hanp. MYCKY/THH
HapyLIeHH ).

C'blIIeCTBYBaT JaHHH H 38 Bb3MOXKHY JICKAPCTBCHH B3aHMOAeHCTBHA NnpH no-A0ay CrOMCHaTHTE
MCOAHKAMCHTH.

. acMUPHH — anuTHBEeH MHXHOuTOpeH edekt cnpamo AJIMD-uHyuMpaHaTa arperaups Ha
TpombouuTuTe;

. JUrATOKCHH, THIOKCHH — MOBHLIEHH 110 50% cepyMHH KOHLEHTPALlUM Ha AMIHTOKCHH H JJMTOKCHH
H BEPOATHOCT 34 TIPOSBA HA TOKCHYHOCT (rajiene, MoBphUIaHe, ChPACUHH apUTMHK),

. HMHNPaMHH — TOKCUYHOCT OT CTP2Ha Ha MMHIPaMHH (CyXOTa B yCTaTa, CeIUPaHE);

. JTUTUI — BIIOLIARAHE HA MAHUAKATHOTO CHCTOAHUE WK PASBUTHE HA HEBPOTOKCHUHOCT,

. nepopaiiy AHTHIHAOCTHH CPeCTBA — YCWICH XHIOTITHKEMHYEH eEKT, aKO KaNlHeBUTE
AHTATOHUCTH Ce MPUNAraT B [0-BHCOKU O3H 0T 00uuaiinuTe;

. J1yOKCeTHH, (pyBOKCAMWH — YBENMUEHH CEPYMHU KOHLUEHTPAIHH Ha OUJITHA3EM,

. KOraTo JuiTHA3EM e NpHEMa C XpaHa MoXe Aa ce Halmonasa nofobpena abeopbims v NoBMilieHA
EuoHanuunoct ¢ 20-30%, KOeTo BOIH 10 NOBHIIEHH TLIA3MEHH KOHLEHTPALMH,

. HE CE NPenophYsa ¢AHOBPEMEHHEH IPHEM C ANKOXON — AAWTUBEH BAa30AMNATATOPEH e(exT.

. Unaykropu va CYP3D4 (pudamnuunH, Gennroun, GpeHodapinTan) — nOHMKABAHE Ha [1A3MEHHTE
HHMBZ Ha AWITHAZEM NPH SJHOBPEMEHHO NIPHIOKEHHE,

. Hab6nionagpar ce ietamHn kKaMepHHA GUOpHNaLHK OPH XKHBOTHH [IPH €IHOBPEMEHHOTO NPHIGKEHHE
Ha Ha KAJTIMERW AHTATOHMCTH H JIauTponeH (MHpy3na). Hopaan noteniManen puck
€HHOBPEMEHHOTO NMPIIOKEHHE € MPOTHROTIOKA3HO.

4.6, Pepruaurter, GPeMEHHOCT H KbPMEHE

BpeMeHHOCT
TlpoBex1ann ca H3CAEIBAHHS HA PENPOAYKTHBHOCTTA MPH MHUIKH, IIbXOBE H 3aiinn. Chobluasa ce 3a

eMﬁpHOHaﬂeH H (beTaﬂeH neranurer. B nepHHaTanydyd U NOCTHATAIHY H3CaeABaHHA € 3abend3an NOBHUIEH

KrpMene
JurrrazeM npeMUHaBa cBOOOIHO B MAHYMHOTO MISKO M KOHLIEHpPaLHATa My B

cepyMHHTe HuBa. He Tpa0OBa 1a ce npennucBa Ha MaiKu-KbPMAaykH.




4.7. EdexTH BLpPXy cnocoGrocyTa 3a modupane u paéora ¢ mamunn

ATNH3eM HE NOBIABAE WIH NIOBTHABA NIpeHe0pekHMO cnocobHOCTTA 3a WwodHpate U paboTa ¢ MalUMHK.
JunTHazem Moxke 1a NpHYHHK 3aMaiiBaHe H CHHIWBOCT, KOETO MOXE Ja HapyLIH crnocoGHOCTTa 38
uropupade 1 paboTa ¢ MALIHHH.

4.8. Hexenauu JeKapcTEeHN peakuuu

BB3MOKHUTE HEKETAHH JISKAPCTBCHH PEakL{HH, 33 KOMTO € choOLIaBaHo, ca KiacHHLMpaHH CbIIacHO
MedDRA cuctemo-opraHHa krmacHpuxaLys.

Hapywienus Ha neparama cucmema
Haif-yecToTo ofyiakBaHe OT CTpaHa Ha LEHTPAIHATA HEPBHA CHCTEMA € IIaBofoNHeTo, CpelliaHo 1tpH 4.5% fo
12% or nauuenTute. I nasobonueto Hali-yecTo e NpexoaHo ABACHUE U OT3BYYABA HE3ABHCHMO OT

NpoaBKaBaHeTo Ha JedeHueTo. [Tpy 3.5% oT nauMeHTHTE ce chOOIIaBa 3a 3aMadHOCT, a npu 2.7% - 3a
OTNanHanocT. Jipyri HeuecTH HEXENAHH peaKLiMH BKITIOUBAT CBHITHBOCT, DE3CBHHUE, ACMPECHPaHOCT,
Be3noKOHCTA0, TPEMOP H eKCTPaNHpPaMH/IHH PEakLMH.

Hapywenua na oxomo

Paaxo ce chobuiapa 3a HAPYNIEHO 3peHHE, AUIVIONHA, CYX0Ta B OYHUTE HH MPOoGIEMH ¢ AKOMOAALMATA
npH yrotpeda Ha KaNLHEBH AHTArOHHCTH.

Cwupoeunu y cbOosy HAPYUWEH U

Karo mMolHK apTepronapHu JHIATATOPH KATIIHCBATE aHTATOHHUCTH MOTaT [ fIPEeAH3BUKAT MPEIHMHO
nepHdepHu edextd (neprdepeH enem y 4.9% npH eaHO OT KITMHWYHHTE H3C/IEABAHHA, 3aTOILISHE H
3auepBABAHE HA KOKATA, peIeKCHA TAXMKAPUS WK MANIHTALMK, CHMIITOMATHYHA XHIIOTOHHA ), KOMTO

ca JI030-3aBMCUMHU U OOHKHOREHO ca NMpeXoaHu. JlunTiaseM B no-Manka CreneH npeusBuKkea WipaseHu
Ba30/IMNATaTOPHH €heKTH B CPABHEHUE C OCTAHAIMTE KAILIHEBH AHTAarOHUCTH.

CHHOATPHATHHTE M ATPHOBEHTPHUKYNAPHHUTE NPOBOAHH (YKLHKM OOMKHOBEHO HE CE HApYILABAT,
HE3aRHCHMO, M€ HMA HEUeCTH ChOGILEeHHS 32 OpajuKapaus, CHHOATPHAIEH W aTPHOBEHTPUKYAapeH 010K,
Jpyr# oniakeaHHs OT CTPaHa HA CbP/IEYHO-CHIOBATA CUCTEMA €A PefIkH U BKITIOUBAT NMepUdepHa
HCXeMHUS, KAMEPHH €KCTPA-CHCTONH, YCHIIBAHE HA CTEHOKapAHATa 60/Ka, CHHKON H KOHT'CCTHBHA
ChpACYHA JeKOMIIEHCAUHA TIPH NMALKMEHTH B CICAHH(APKTHO CHCTOSHHE C PAHHO HAMATABAHE Ha
dpakiMATa Ha UATNIACKBAHE.

Cmomvauo-upesHi HapywieHus

BesanetuTHe, ragene, quckomdopt B obtacTTa Ha eNHracTpHMyMa H 3allek ca Cpej Hai-4eCTo CpelaniTe
HexenaHu peakliuy (no-Manko ot 2%). [No-manko or 1% OT narnMeHTHTe ChODIIABAT 33 JUAPHS, IHCNICHICHS,
CYXOTA B yCTaTa, NOBPbLLUAHE W HALiaBaHe Ha TeTNo. [MHruBanHa XunepnnasiHia € MHOro paika

HexXeTIaHa Peakips, Mo-4eCcTo CE Cpellla MpH NalMeHTH Haa S0-ronmmya su3pact (MpH 21% criopea enHo

M34€3BAHE HA CHMIITOMMTE NIPH BCEKH OT CHODILEHHTE CllyaH.
Xenamo-Guanuapry HOpYuienus




HeuecTu - npexoaHo H KIMHHYHO HE3HAYHTEHO TOBULLABHE Ha cToliHocTuTe Ha CIOT, CTTIT, yI'T,
JAX v cepyMuus 6umupyOus. TIpH naumenTH ¢ YepHOAPOOHA HEAOCTATLYHOCT JIA Ce CIIEAAT
4epPHOAPOOHUTE (yHKIMH,

Hapyuwenus na Kosxcama u ROOKOICHAMA HTbKaH

ITpremanero Ha nMNTHazeM € OHIIO CEBP3aHO ¢ NOARATA HA OOpUBH (TIPH M0-MaakKo ot 1.5%),
(hOTOCEH3UTHRHH peakLuy, npyputyc. 3a epurema MyarHGopMe U ekcONHATHBEN ACPMATHT ¢
crobuara paako. Caydan Ha Tylyc-noaoGeH CHHAPOM ca JOKIaaBaHK Npy yrnoTpeba Ha JUNTHAIEM (C
HEW3BECTHA Y4ECTOTA).

HGQEWE’HM HA MYCKYAHO-CREACINMHAMA CUCIEMA U CheOUHUMERHAMG MbKOH

Penxu - MycKyJTHH G0JIKM HITH KPaMmITH B PANIHYHH JOKATH3AIMM (PBKa, KOAAHO, KPaK, CTHIANO, 6eapo).
Hapvuenua na OvOpeyume u nuxounume nenmunya

3a MHOrO KaNUMERH aHTArOHUCTH ce choDIIaBa, Ye MpeU3BUKBAT NOIHYPHS, UECTO YPHHHPAHE H
HUKTYpHA.

Hapywenua ng evznpouseodumenama cucmema u zvpoama

Heuectn - crobuiapa ce 3a cekcyantu aucgyHKLHM M 1ipy ABaTa noia. Hionupany cwobeHus —
rHHEKOMACTHA.

Crobiiasane Ha TOJO3HPAHN HEKENAHH PEAKIIUH

C10o0lIaBaHETO Ha NOJO3MPAHH HEXKeNAHH PCaKLHH Cli¢/l paspeluaBaHe 3a ynorpeba Ha JieKapcTBeH s
NpPOAYKT € BaXKHO. ToBa NO3BONIABA A2 MPOIBDKY HaO0ACHUETO HA CHOTHOLLEHHETO NOJI3a/PHCK 3a
nexapcreeHus NpoaykT, OT MEIULMHCKHTE CIELMATTHCTH ¢€ M3HCKBA /1a ChoOLIABAT BCAKA NOAO3MPAHA

HEKEJIaHa peaKLMs ypes:

H3nbinuTe1Ha areHLHs o nekapeTeara
ya. . Jdamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

4.9. Ilpeaoupane

He e u3sectra TokeuuHaTa n03a 3a xopa. Hopaay Obpasis MeTaGonnseM CepyMHUTE HUBA ClIEN CTAHAZPTHA
No3a HITHA3EM MOFAT 1a BApHPAT 40 AeCETOKPATHH Pa3fiuKH, OrpaHH4aBaHKH [0 TO3H HAYKH 3HAYEHHETO Ha
CepYMHOTO HHMBO KaTo KpUTEPHH 3a onhpeneNiaHe Ha npego3upadeto. KnuauubuTe edekTH OT OCTpoTO
Npel03UpaHe MOTaT [1a BKIIOYBAT H3Pa3eHa XHITOTOHH, BOACILA JI0 KOJANc W ocTpo Ob0pedHo yBpexKaate,
cmycoﬁa Bpaaukapaus ¢bc WM 6€3 H3OPHTMHYHA JIMCOLMALIIS, CHHYCOB apecT, HapylleHus Ha
ATPUOBEHTPHKY/IAPHATA IPOBCAHMOCT H ChPAEYEH apect. B cnydvaii va oTpaBsHe CC npenopLyBea CTOMAIIHZ
NMPOMHEBKA ¢ aKTHBEH BBIJIEH, KAKTO M cHieuudHYHa Tepanus. B cayuyait na 6panuka -6nok I1-




5. ®APMAKOJIOI'AYHU CBOMCTBA
5.1. ®PapmaxoiHHAMHYHH CBOiicTBA

dapmaxoTepanesTuiHa rpyna: CepaeuHo-cbaoea cucrema; Kanuuess aHTaroHHeTH; CeleKTUBHH
KaJIUMEBH AHTArOHHCTH C NPAKO JAeHCTBHE BEPXY ChPLETO; beH30THAICMHHORH MMPOH3BOAHH; AWITHA3ZEM

ATC xoz: COSDBO1

Mexanu3nM Ha ghcTBHE
JlunTHazeM e kanilHeB aHTATOHHMCT, DEH30THA3CMHMHOBO npoW3BoAHo. Tol moATHcka MPOHMKBAHETO Ha

eKCTPAUENYNIApHH KalLUWeBH HOH mpe3 “OaBHMTE” KaHallH, PasNOJOKEHH B KINEThUHATa MeMmOpaHa Ha
FIaIKOMYCKYJIHHTE KIeTKd (MHOKapd, KPbBOHOCHM cnbaose). JIMNTHa3eM YCKOpsABa M H3NW3aHETO Ha
KANUHEBH HOHH OT KNETKaTa Kato cTHMysupa AT@O-3aBHCHMHTE KalUMEBH W KaTHEBO-HATPHEBH TTOMITH.

PapMakoIHHAMWYHH edekTH

BazonunataTMBHUAT edeKT Ha AMNTHA3EM Ce NPOABARA NPEIUMHO B KOPOHAPHHTE Ch/I0BC.
XeMOoAHHAMHYHHTE e(eKTH Ha JUNTHA3EM BKITIOYBAT XO30-3aBHCHMA PEAYKUMA HA KHC/IOPOJHATE
KOHCYMALMS HAa MHOKApa, Ha cupaeyHaTa paboTra, Ha KpbBHOTO HAlAraHe H H& CHPACUHHA PHTHM.
KnuunyHa edukacHOCT 1 GesonacHocT

JunruaszeM Boau M 10 nepudepHa BazoAHIATAlHS, TOHHKABA KPBHOTO HANAraHe H HaMasea
npeaHatoBapsanero. Toif BoaH 0 3a0aBsHe Ha ATPHOBEHTPUKYIAPHOTO APOBEXKAAHE H HMa cnad
UHXHOUTOpeH edeKT CpsAMO KOHTPAaKTHIHATA CIIOCOOHOCT Ha MHOKapAa.

JunTHazeM HaManaBa no o30-3aBHCMM HauuH arperaimsgTa Ha TpoMGousture. HExubnumata Ha
TPOMGOLIMTHATA arperaiis 1 ceABailoTO OT TOBAa NOA0GPABAHE HA PEOJIOTHYHHTE CBOHCTBA Ha KPBETA
JTONPHHACAT 33 KAPAHOTIPOTEKTHBHUSA eeKT Ha THATHA3EM.

5.2, DapMakoxKHHETHYHH CBoiicTBA

Abecopbyus

Abcopbuuara e mouTH mbana (95%) ciea nepopancH npueM Ha AWnTHazeM. MakCHMATHHTE MA3MeHH
KOHUEHTPALIMH 3a Pa3/IiaH|TE Nepopatnd GopMH ce goctdrar 3-11 4aca cnen npuema. TepancBTHUHUTE
KOHLIEHTPALIMH Ha MeAHKaMeHTa ¢a Hal 50 ng/ml. CrinecTByBat 10-KpaTHH BApHailliM B MIA3MCHHTE
HHB& B ChCTOAHHE HA PABHOBECHE NPH PA3TH4HUTE HHOMBHAW. [lunTuazem ce metabonusHpa owe npu
ITbPBOTO MPEMMHABAHE TIpes uephus apob (first pass effect), koeto BoAH 10 aBCoOMOTHA GHOHATMYHOCT
okoJ10 40% ¢ roneMH BapHallii Ha ILIA3MEHUTE HUBA NIPH PA3IMYHATE NALUEHTH.

Paznpeoenenue




Buomparcgopmayusn Juntuazem ce nognara na 6up3 ueprnoapoSen MeTaloNuIbM NpeaMHO upes
aesaueTunupane. OCHOBHHAT MeTaboMT € Ne3aLeTHNIMITHAZEM, MPUCHCTRANI B MTasMaTa HA HEBA 10%
A0 45% OT U3XOHOTO CheJUHEHHE H [IPHUTEXKABALI AKTUBHOCT KATO KOPOHApeH Bazomisiaratop 25% nio
50% cnpamo auntHasem. [et merabonnuTa Ha AUITHA3EM Ce OTKPHBAT B YOBELUKATA YPHHA, 35% OT
MeTaboIMTHTE ¢e eKCKPETHPAT TIpe3 ypHHaTa u 65% upes deweca.

Frumunupane Tpes 6p6pennte ce exckpetupar 35% kato camo 1% 10 3% ca Karo HernpoMeHeH
AUNTHA3EM, OCTAHAIOTO ca MeTabouTH. [11a3sMeRuaT enHMHHALMOHSH NOMYKHBOT Cled eXHOKPaTeH
MITH MHOFOKpaTeH NPHEM Bapyupa Mexay 2 1o 1] uaca, KakTo NpH 3paBu A00POBOIH, TAKA M NPH
pasnuunH rpyny 6osHH. IloayKHBOTBT Ha AHATHA3EM MOJXKE A2 C€ YABJDKH NPH NPOIH/DKHTENHA
TEPanMA, a Oule NOBEYE Ce yAbIKaBa NPH NALKWEHTH B HallpeAHaNa Bh3PAcT M MALHEHTH ¢ XPOHHYHO
ueproApobHO 3abonaeane. ExckpetisTa upes deneca e 60% ao 65%.

JAunruazeM ce u3nb4Ba B MAHYHHOTO MITAKO B HHBA, OJIM3KH JO Te3d B CepyMa. 3aToBa THITHA3EM HE ce
TIPENOpLYBA B NIEPHOA Ha NAKTALIMATA.

5.3. TlpeaxnuHu4Hu JaHHH 32 GezonacAocT

[Ipu HEKIHHHYHMTE NPOYHBAHUA CAMO MPH EKCIIO3UIIMM, 3@ KOMTO CE CYHTa, Y€ Ca B IOCTATHYHA CTENeH
IO-roNeMH OT MaKCHMAJIHATA €KCITO3HLMSA MpH Xopa, ce Habmonaeat eekTH, KOMTO NOKA3BAT MAIKO
3Ha4YeHHe 3a KJIMHHYHATA YAOTpeda.

®apmakoAMHAMUUHHTE €eKTH HAa QUITHA3EM Ca M3CNeBAHH B MHOTOOPOITHH €KCTIEPUMEHTH UH GUMPO
W UK 6U60 BBPXY H3OIHPAHH OPraHu, XMHUBOTHH ¥ X0pa. BCHUKH eKCIIEPUMEHTH €A NPOBEASHH CIOPE]
ChBPEMEHHATA METOAONOTHS. TOKCHKOIOTHYHHUTE H3CIEABAHNS CA TIPOBEJEHH BEPXY Pa3fIuHHH
KHBOTHHCKH MOIEITH H BKJIIQYBAT U3C/ICABAHE HA OCTPA, cyOXPOHWUYHA M XPOHUHHA TOKCHUHOCT, KAKTO 1
H3C/IeBAHE 32 TEPATOTeHEH H eMOPHOTOKCHYCH, KAHLIEPOTeHEH 1 MyTareHeH edekr.

[TepopanHara LDso 3a MUIIKHE M nTbX0Be € choTBETHO 415-740 mg/kg u 560-810 mg/kg.
Hutpaesenosnarta LDs; ¢ chorserro 60 mg/kg v 38 mg/kg. Cunra ce, e nepopannara LDso 3a kyueta e
Han 50 mg/kg, a 3a Malimynn — 360 mg/kg.

TpH wicnepaHuaTa 33 CyOXpOHMYHA U XPOHHYHA TOKCHMYHOCT TIPH KYUETA W [LTBXOBE BUCOKUTE 103H Ha
AMITHA3EM Ce CBBP3BAT C yBpeaa Ha uepHus Apod. Tpu cneumamin cyOxponuyHu
XenaToTOKCHKOIOTAYHH H3C/IEBAHMA HA IUTBXOBE Mepopantu 103M ot 125 mg/kg unu no-sucoku BOAsT
710 XMCTONOFHYHH NPOMEHH B YePHHUs Apob, KOUTO ca o0paTHMH Cllell NpeKbeBaHe Ha nipuemure. dosH ot 20
mg/kg npu KyueTa ¢hILO BOAAT 10 00PATHMH YePHOIPOOHH H3MEHEHHUS.

6. DAPMAIIEBTHYHH JAHHHU
6.1. Cnuchk HA MOMOIIHUTE BeHecTRA
Marnesues cTeapar;

JlakT03a MOHOXHAPAT;
Makporon 6000;




PrnpHoBO Macno, XHEpOreHHpaHo.

6.2. HechbBMECTHMOCTH

Henpunoskumo,

6.3. Cpox pga rogaocT

3 (Tpu) roamHu.

6.4. Cnenuainu yeI0BHSA HA CHXpAHEHHE

Tosu JexapcTBeH NpoayKT HE U3UCKBA CMELHATHH YCIOBHA 34 CbXPaHEeHHE.
6.5. Bua u chAbpXaHHEe HA ONAKOBKATA

AJIIMU3EM 60 mg TabneTky ¢ yabIKeHO oCBOGOMKIaBaHE
30 tabnetku B PVC/A] Gnuctep onakoexa /3 Gucrepa o 10 TabneTky/, NOCTABEHH B KAPTOHEHA KyTHA.

AJITHU3EM 90 mg TabneTku ¢ yABIKEHO ocBOOOK1aBaHe
30 raGnetkn B PVC/Al 6nucrep onakoBka /3 6micTepa ro 10 TabiieTkW/, NocTaBeHd B KAPTOHEHA Ky THS.

6.6. CroenHalHH Npeana3Hy MEpKH NPH H3XBLPASHE

Hsma cneluaisy H3ncKBaHKA.
Heu3nomzeanuaT NpoayKT Wi OTNa bUHUTE MaTepPHaTy OT Hero TpadBa Aa ce WIXBLPIIAT B
CBLOTBETCTBHE C MECTHHTE H3HCKBaHHS.

7. HPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

"Ankanoua" EOQ]]

Oyn. “Hukona H. Banuapor™ Ne 51-A | et 4,
rp. Codun 1407, Bunrapus

Tea. +359 2 80 81 081

umedin: office@alkaloid.bg

8. HOMEP(A) HA PAZPEHIEHMETO 3A ¥TIOTPEBA

AJITHU3EM 60 mg TabnetxH ¢ yabmxeHO ocBOOOKAaBAHE Ne 200401
ANTJTM3IEM 90 mg Tabnetsu ¢ yabpkeHo ocBoboKaarare Ne 200401




9. JATA HA ITBPBO PA3ZPEIIABAHE/TIOJHOBABAHE HA PASPEIHEHHUETO 3A
YIIOTPEBA

Jara Ha MbpRO paszpelnaBane: 26.04.2004
JaTa Ha nocneguo nogHosasane:; [15.10.2009

10. JATA HA AKTYAJIMINPAHE HA TEKCTA

04/2023




