KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA
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1. UME HA JIEKAPCTBEHHS TPOAYKT I3MBHMTENHA ATERGNR (10 558
Kpamxa Xapakmepucmuxa Ha npogyrma Mairomwes

dﬂawaf&'/&b/

AJIFHM3IEM 60 mg Tabnerku ¢ yEBIKERO 0CBOOOK IaBAHE

ALDIZEM 60 longed-rel bl Kou Pez. Ne ..
mg prolonged-release tablets
2é/ /7/47/7/,_(‘0 Ezz{l'«l’
PaspaweHue Ne . !
AJITHA3IEM 90 mg TabueTku ¢ yABJIKEHD 0CRO00KIaBAHE 12 -05- m ‘
ALDIZEM 90 mg prolonged-release tablets OGOBPBHUE NP «overvvvvnsrcrrmirreese e D i

2. KAYECTBEH ¥ KOJIMYECTBEH ChCTAB

Ananzem 60 mg TabneTkH ¢ yIWDKeHo ocBoboKaaBaHe
Besxa Tabnerka cpabpixka 60 mg QUITHAZEMOB XHAPOXIOPUT,

Anpmzem 90 mg TabaeTkH ¢ yIRLKEHO ocBOOOKIaBaHE
Beaxa tabnetka cbabspxa 90 mg AWITHAZEMOB XHIPOXIOPHAL

3a MbIHEA COIMCBK HA NOMOMIHATE BEMECTRA, BHATE TOUKA 6.1.

3. JEKAPCTBEHA ©®OPMA

* Tabnetka ¢ yabIkeHo ocBoboXIaBaHe

Anpuzem 60 mg TabneTkuTe ¢ YALKEHO 0cBo00XK IaBaHe ca OenH, KpbIvy, ABOHHO H3TLKHANH
TabNeTKH, ¢ AEMATENIHA YepTa OT eHATa CTpaHa.

AmnmzeM 90 mg TableTKUTE ¢ YIBDKeHo ocsoboi1aBaHe ca OeH, KPBITIH, JBGHHO M3ITBKHAIH
TabIeTKH, ¢ NeNWTEeNHa TePTa OT €AHATA CTPaHa.
Tabnerkara Mmoxe aa Gble pazaeiena Ha JE€ PaBHH JO3H.

4. KJIHHHYHH JAHHH
4.1. TepaneBTHYHM NOKAIAHHSA

AJGM3eM € TIoKa3aH 3a;
1. JleueHue HA CTEHOKAPAHA:
- crabuiHa c:TeHoxap,mx TIPH YCHITHE;
- Ba30OCMACTHYHA CTEHOKAP/IHA (RAPHAHTHA AHTHHA Ha Prinzmetal);
- HeCTAOHIIHA CTEHOKAapIHA B TOBA YHCIO clel HHQApPKT HAa MUOKapaa.
2. Jlewenne Ha apTepHaTHa XHIIEPTOHHA.

4.2. lo3npoBKa H HAYHH HA NPUIOKEHHE




Jo3npoBka

Cmenoxapdua — cpeHATa ONTHMANHA NepOpajlHa 1033 3a AHnTHazeM e 180-360 mg nHeBHO, pasneneHn
Ha 2 10 3 npreMa.

Xunepmonus — odrualtnara onTHMATHA NEPOpAHA 4033 32 DIITHa3eM e 240-360 mg nHeRHO, Pa3AeNeHH
Ha 2 10 3 ripHeMa.

Tabremuu AJITH3EM om 60 mg: obruaiiHaTa JHEBHA [1032 32 BB3PACcTHH e enHa Tabiuerka o1 60 mg, TpH
IIETH JHERHO, ¢ BB3MOKHOCT 3a YBElMYaBaHe Ha a03ata go 1,5 mnu 2 Tabnerku ot 60 mg, TpH METH
IOHEBHO,

Tabnemru AJITH3EM om 90 mg: ofuuaiinaTa THEBHA 034 34 BE3PACTHH ¢ ¢IHa TafieTka ot 90 mg, ABa
IBTH IHERHO, C Bh3MOKHOCT 33 YBEAHYABAHE HA 103aTa 10 2 TabneTkH o1 90 mg, 1Ba ITBTH AHEBHO,
MaxcuManuara JHeBHa Ao3a € 360 mg.

Hosupane npu vepnodpobna nedocmamvyHocm — NPH MATMEHTH ¢ YepaoApolHa HeIOCTATEUHOCT MOXE
Aa ¢ HeoOXoTHMO HaMangBaHe Ha 03414, 34 A4 He HpesHmasa M) mg AHeBHO.

Hosupane npu nayuenmu 8 Hanpednana ge3pacm — NPeNOPHIEBA C& HAMANABAHE HA 103378 WIH yABIKEH

A030B HHTEPBAJ,
Heduampuuna nomynayus

BezonacHocTTa 9 eMKACHOCTTA NpH NETHATPHUIHE TANHEHTH He € YCTaHOBEHA, TI0paaH KOeTo
IHATHAZEM HE Ce IPEHOPBHUEA 33 TIPHIOKEHHE IIPH JELA.

4.3, IIpoTHBomoKazaHHsA

CBpPBEXIYBCTBHTETHOCT KEM AKTHBHOTO BELIECTBO MM KbM HAKOE OT IIOMOIIHHTE BENIECTBA, H30pOEHH B
Touka 6.1.

CBpEXYYBCTBHTETHOCT KBM JPYTH KATIHEBH AaHTATOHHCTH. XUIIOTOHUA {CHCTONAYHO Handrade 90 mm
Hg wnu mo-Hucko).

Crprguna NeKOMIEHCAITHA.

OcTpp HHGApKT Ha MUOKapaa ¢ GerronpolHa KOHIeCTHA.

KapamnorexeH mox.

Bpanykapawa nox 55 yzapa/MHHYTA.

CunapoM Ha GONBHA CHHYCOB Bb3€IL

TIposoann cepaeynn Hapywesans - H u 11l crenen Ha AV-6nok (Ge3 dbyHKUHOHHpAI H3KYCTBEH
nefcMelKbp).

BpemeHHOCT H kbpMeHe.

EnnoBpeMEHHO NPHIOKEHHE ¢ AaHTpoNeH (HAdY3HS )} — PHCK OT KAMEPHO MBXKAEHE (BHXK. T. 4.5).
Kombunanus ¢ #BabpaanH (BX. T. 4.5)

4.4. CnennajiHH NPeAYAPERIEHHA H NPLANAZHA MEPKH NPH ynoTpeda

JunTeaseM MOXKe J1a IOATHCHE NPOBEKIAHETO W TRAORA 1 ce ynoTpedapa BHUMATEIHO [PH MALHEHTH ¢
AV-6nox I crener unu OpagukapaMs.

Ilpy natmenTtH ¢ HapyueHa GYHKIHA Ha [7B3 KAMEpa AHIITHASeM TpAORa Ia ce ynoTpedaBa BHUMATENHO,
BBIIPEKH Y€ TOH HAMA ONPENEICH HEraTHBEH ¢(PEKT BhPXY KOHTPAKTHIHTETA.

TloHHXaBAHETO HA KPBBHOTO HANATAHE, CBBHP3AHO ¢ TEPANUATA ¢ THITHAEM MOXKE B CIHHHYHH CIyYaH
Aa AoBele A0 CHMINTOMATHYHA XHIIOTOHHA. JATOBA CE HAJAra cielleHe Ha KPbBHOTC HaAATAHE, 0CO0EHO B
HAYAJIOTO HA JIETEHHETO ¢ NHITHAZEM. e
Tpy nalMenTH ¢ HapylleHa YepHoapo6Ha HYHKIHA ce Halara MPUNOKCHHE Ha TIO-HHCKH
npepumasay 90 mg). HamaneHne Ha no3uTte ce HAnATA W IPH MALMEHTH B HATIPE LHAL




JlexapcTBOTO Ja ce yroTpeGaBa BHHMATENHO TIPH NAMUEHTH ¢ HapymeHa Onr0peuna GyHKIHA, BRIIPEKH
4¢ HAMA J4HHH 34 OPOJIOHTHPAHO ENHMHHHpaHe B TAKHBA CIYHAH.

Ilpk oblia aHecTe3HA € HeOOXOMUMO AHECTE3HONOTHT Ja ObIe HHQOPMHPaAH 33 NPHEMAHETO Ha
aunTraseM. KampepuTe Gokeps MOTaT Aa 3ACHIAT, CBBP3AHOTO ¢ AHSCTE3HATA IOTHCKAHE Ha
ChPACYHHTE KOHTPAKTHIIMTET, NPOBOJHMOCT M aBTOMATHIBM.

VIOPHTH AepMaTOMOTHYHH PeakiHA MOTAT Ja IIPEPACTHAT B epHTEMa MYTTHHOPME KK eXchOTHaTHBEH
ZepMaTHT. AKO JepMaTONOraaHuTe PEAKLIHH ce NOBTAPST, NIEYEHHETO ¢ HITHa3eM TpabRa ji¢ ce
IPEKPaTH.

EdexrusHOCTT2 M 6€30IaCHOCTTA HA JWITHAZEM IIPH ACUA HE € YCTAHOBCHA.

Baverna unpopmayus omuocno waKou om cecmaskume Ha Anduzem

AnanieM ChABPKA N1aKkTo3a. [[ALHEHTH C PpeOKH HACIEACTBEHH NpodaeMH Ha FUIaKTO3HA HEMOHOCHMOCT,
Lapp nakTazeH Ae(pHIMT HWIH [M0KO30-TalakTo3Ha ManabcopOumra #e TpabBa aa mpHeMAT TOBa
JIEKapcTBO.

4.5. BsaumojeiicTBHe ¢ APYIH ACKAPCTBEHH NPOTYKTH H APYTH GopMH Ha BE3auMoaeiicTBHE

OrGenA3any ca KITHHUYHO 3HAYHMH B3aUMO/IEHCTBUS HA AMNTHAIEM CBC CICAHHTE MEAHKAMEHTH:

. OeTa-axpenepriuHy OJIOKEPH — XHIIOTORUA, IABOKAMEPHA JEKOMIIEHCAIIHA M HapyIIeHHe B AV
npoeoaRMocTT2. H30poeHuTe CHMIITOMH ¢e NPOABABAT ¢ MO-TONAMA BEPOATHOCT [IPH NALMEHTH B
HANpEeAHANla Bh3PACT ¥ NpH TAKHBA ¢ JHC(YHKIMA HA M2A KaMepa WIH a0pTHa CTeHO3a, KaKTO H
TIpH NANHEHTH, IpYeMalid BUCOKH AO3H OT MEJHKAMEHTA,

. AHTHAPWTMHYHH CPEACTBA — CHHYCOB apecT, AV GIOK, HaManeHa KOHTPaKTHITHA CIIOCOOHOCT Ha
MHOKapAa;

. HBabpandH- eAHOBpeMEHHA yIIoTpeDa ¢ HBalpaaiH ¢ NIPOTHRNIOKAIAHA MOPATH NOTbIHHUTEIHOTO
AeHCTBO HA MOHWKABAHE HA CHPAEYHUA PUTHM Ha THATHA3eM KBM dBalpanun (BIok TOuka 4.3).

] AHTHXHNEPTEHIUBHH CPEACTBa, BA30AMIATATOPH, AHYPETHIH — NOTCHIMPAHe Ha XHIIOTCH3HBHHA
edexr;

. kapOamaseniH — NoBKLIEHH HABA Ha kapbaMazermH Ao 40-72%, k0ero BOIH 10 MpoABa HA

TOKCHYHOCT OT CTpaHa Ha kapGaMasenuHa (aTakcus, HUCTAbM, AHILIONHSE, TOBPEIIaHe, allHed,
TEpUOBE, KOMA),

. UWHKJIOCTIOPHH — MOBHINEHH CEPYMHH HABA Ha IHKIOCTIOPHH H NOBHIICH PHCK 32 TOKCHYHOCT OT
CTpaHa Ha LHKJAOCTIOPHHEA (XONIECTA3, NApeCTE3HN);
. T¢O(QMINH - TOBHIIGHH HHBA Ha TeohHIHH;

HUMETHAHH H ApyTH Hz ~ GioKepH — MOBHINEHA CEpYMHA KOHIIEHTPALHA Ha TUITHAEM H
Bb3IMOHA IPOABA HA KApAHOBACKYIAPHA TOKCHYHOCT (POMSHA B YEPHOAPOOHHA METAbONH3BM Ha

JBITHAZEM),

. NpoTeasHu HHXHOKUTOPH (PUTOHABHD, ATA3AHABHUD) — NOBHIICHH IUIA3MEHH HHBA HA TE3H JIEKapCTBa
nopagm uHxHGHpane Ha CYP3D4 oT AWITHA3EM H PHCK OT HEXKENAHH PEaKniH (Hanp. MyCKyITHH
HapyImeHns).

ChIIeCTBYBaT NAHHN H 33 BE3MOXHH NeKapCTBEHH B3aHMOIEHCTBHS MpH MO-Z0IY CIIOMEHATHTE
MeIKaMeHTH:

. ACTIMPHH — aNNTHBEH HHXHOHTOPeH edekT crpamo AJID-HHAYLHMPAHATA aTpeTali Ha
TPOMGOUMTHTE;

. JHIHTOKCHH, NHTOKCHH — NoBHINEHA 0o 50% cepyMHE KOHIIEHTpaUHH Ha JHTHTOKCHH M JHTOKCHH
Fi BEPOATHOCT 34 NIPOsABA HA TOKCHIHOCT (rajieHe, NOBpPhILAHe, CHPACHHY aADUTMHH);

. HMHTIPAMHH — TOKCHIHOCT OT CTPaHA Ha HMHIIPAMUH (CYXOTa B yCTaTa, CEMHPARE);

. JHTHH — BAOIDABAHE HA MAHHAKAAHOTO ChCTOAHHE HITH PABHTHE HA HEBPOTOKCHYH! ; ;

. EPOPATHH aHTHOIHAOETHH CpeacCTBa — YCHICH XUTIOTTTHKEMHYCH e(l)eKT, aK0 KalIiHoy
AHTErOHHCTH CC MPUIIAraT B Io-BHCOKH JO3H OT oﬁmap"mme;



. ayoxceTHH, GIYBOKCAMHH — YBE/IHYEHH CEPYMHH KOHLCHTPAIMK HA JITHAZEM,

. KOTaTo JHITHA3EM Ce IPHEMA ¢ XpPaHa MOKe fa ce Habmoaaea noxoGpeHa aGcopOIma H NOBMIIICHA
GuonanaHOCT ¢ 20-30%, KOETC BOAM HO NOBHINEHMY IUTA3MEHH KOHISHTPALF;

. He ce IPeropsiBa IHOBPEMEHHEH TIPHEM C IKOXO0N — ATHTHBEH Ba3OARIATATOPEH eekrT.

. Hunyxtopu na CYP3D4 (puthamnuuin, deHHTOHH, penobapOuTan) — HIOHWKABaHe Ha IIA3MEHHTE
HHMBA Ha JHITHATEM [IPH eAHOEPEMEHHO NPII0KEHHE,;

. Habmonapar ce neranny kamepHn Gubpunaliy npy XKHBOTHH OPH ¢THOBPEMEKHOTO NPHIOKEHHE
Ha HA KANI[WEeBY AHTAarOHHCTH U AaHTposieH (MHdy3ua). [lopann noTeHIMAlIeH PHCK
€AHOBPEMERHOTO NPUAMKCHHUE & MPOTHROTIOKA3HO.

4.6. DPepTHAHTET, GPEMERHOCT H KbpMeHe

bpemeHHOCT

TposekIaHH ca H3CAEABAHHA HA PEOPOAYKTHBHOCTTA IPH MHILIKH, FUIbX0Be M 3aliuH. Chobinasa ce 3a
eMOpHOHATEH H deTaneH NeTannTeT, B nepMHaTanAy ¥ NOCTHATAIHA H3cIeaABaHua e 3abea3an moBruleH
PHCK OT MBPTBH paxkpanus. He ca npopexnann 106pe KOHTPOAMPAHH H3CTEIBAHNA IPH OPEMEHHH JKEHH.
JlnnTHA3eM He Ce MpenophyBa B NepHoia Ha GpeMeHHOCT W akTauua. [Ipeau HazHaYaBaHe Ha TANTHA3EM
OPH KEHH B PENPOAYKTEBHA BBE3PAcT TpAOBa Ja ce H3IKIIOTMH BE3MOKHOCTTa OT OpeMEHHOCT.

Kepmene

InnTraszeMm npeMuHaea cBo00IHO B MalUHHOTO MIISKO M KOHLUEHPALHATA My B HETO MOKE Ja JOCTHIHE
cepyMHHTe BuBa. He tpabra na ce npeanucsa HA MAlKH-KbpMAadKH.

4.7. EdexTH Bopxy cnocofHocrTa 32 wrodmpane n padoTa ¢ MallHHA

AngnseM He NOBNHABA MIH MOBIKABA HpeHebpexknamMo criocobHOCTTa 3a woipane u pabora ¢ MalTHHN.
JunrHaseM MOXe A2 OPUIHHH 3aMaiiBaHe H CHHIMBOCT, KOETO MOXE @ HapyNIH CIOCODHOCTTA 34
modrpaHe ¥ paboTa ¢ MANIHEH.

4.8. HexenaHn JexapcTECHH PEAKIHH

BB3MOKHHTE HexeNaHH JIeKapCTBEHH PEakiiH, 33 KOUTO € ch0o0InaBano, ca KnacH(pUUApPaHH CbIIIACHO
MedDRA cacTemo-opranna KracHHKALHA.

Hapywenus na nepenama cucmema

Hali-4ecToTO OILUTaKBAHE OT CTPAHA Ha LEHTPATHATA HEPBHA CHCTEMA € ITaBoboNyeTo, cpemaso opu 4.5% 1o

12% o1 naimenTaTe. IMaroboMneTo Hall-9eCTO € IPEXOAHO ABJICHHE H OT3BYYaBa HE3ABHCHMO OT

MpoXBDKABAHETO Ha TedyeHneTo. [Tpn 3.5% ot nauncHTHTE ceé ChoDIIARA 3a 3aAMASHOCT, 4 pk 2.7% - 38

OTHAAHANOCT. JIpyTH HeWeCTH HekellaHH peakllMH BIIOYBAT ChHIMBOCT, 0E3ChHHE, NETPECHPAHOCT,

6e3N0K0iCTBO, TPEMOP H EKCTPANHPAMHIHM PEaKIHIL

Hapyuwenua na oxomo

Paako ce chobiuasa 3a HapymeHo 3peHue, AMIUIONHA, CYX0Ta B OTHTE HIH NPoGAEMH € aKOMOJALHATA

npu ynorpefa Aa KANIAEBH aHTATOHHCTH.

Copdeuny 3 cvdosu Hapyuenus

KaTo MOIIHH apTepRONAPHA AHAATATOPH KANIMEBHTE aHTArOHHCTH MOTAT Ja MPEIK3BHKAT NpeTHMED

nepudepHH edexTn (meprdeper eneM y 4.9% IpH eIHO OT KIHHHYHHTE H3CTIEIBAHMA, 3aT ﬁ g
QR




€a JO30-3aBHCHMH H OOHKHOBEHO ¢a MpeXoAHH. JHITHa3eM B O-MalKa CTEIICH IPEAA3BEHKBA H3Pa3eHH
BA3OAMIATATOPHH e)eKTH B CPABHEHME C OCTAHATIATE KallLieBY aHTANOHHCTH.

CHHoaTpHalHUTe H ATPHOBEHTPHKYIapHUTE MPOBOAHY (yKLME 0OHKHOBEHO HE C& HapyIIaBar,
HE3aBHCHMO, Y¢ AMA HeUeCTH ChoOnieHns 3a GpalHKapaus, CHHOaTpHANEH H aTPHOBEHTPHKYAapeH GIIOoK.
JIpyrH OnnakBaHAA OT CTPaHA HA ChPIEYHO-CHAOBATA CHCTEMA Ca PeflKH M BEIIOYBAT nepHdepHa
HCXEMHS, KAMEPHH €KCTPa-CHCTONH, YCHWIBAHE HA CTEHOKAPIHATA JONKA, CHHKON W KOHIECTHBHA
ChpJICUHA AEKOMOCHCANMA OPH MAIMEHTH B CIEAHHPAPKTHO ChCTOAHHE C PAHHO HAMATABaHE HA
$paKUKATA HA WITIACKBAHE.

CMOMAUINO-4Dear Y HGPYILEHUR

besaneTutTne, rageHe, ARCKOM(OPT B 0b6JIacTTa Ha emHTACTPHYMa H 3alleK ca cpell Hai-u¢CTO CPemaHnTe
HeXKellaHH peakliuH (no-manko ot 2%). IMo-Manko ot 1% o1 nauueHTHTe chobUIABaT 3a THAPH, JUCTICTICHS,
CYXOTa B yCTaTa, DOEPHINAHS H HAJTABAHE HA TErno. [HHrHBAIHA XHISPIUIA3HuA € MHOTO paaka
HeXellaHa Peakiys, O-4ecTo Ce Cpellla NpH [alMeHTH Haa 50-ropuinna Bespact (npH 21% cnopex enue
H3CNe/iBaHe Ha 115 MBxe B cTap4Yecka BL3pacT). [IpeKbCBaHeTo HA ICUEHHETO € TOBENO OO0 MBJIHO
W34e3BaHe Ha CHMITOMUTE NPH BCEKH 0T CHOOLIEHHTE CTyqaH.

Xenamo-Gunuapru vapyvutenus

HedecTH - NpeXORHO H KITHHAYHO HE3HAYHTE/IHO MOBHINAEHE Ha croiinocrure Ha CI'OT, CT'HT, W'T,
JIIX v cepymuEa 6wnupyOus. [pn naupeHTH ¢ YepHOIpo0Ha HEOCTATEYHOCT Aa C& CedT
qepHOApoOHIUTE (PYHKIIHE.

Hapywenua ua xoxycama u noOkoxcHama moxan

IMpremaneTo Ha ABITHA3EM € GUIO CBBP3AHO ¢ oABaTa o5puBy (npu mo-Mainko ot 1.5%),
($OTOCCHIHTHBHH PEAKLIHH, MPYPHTYC. 32 epHTeMa MyATHQOPME M eKCHONHATUBEH IEPMATHT Ce
cbofIlaBa paaKo.

HaﬂmeHuR HA MYCKVAIHO-CKEREMHIINA CUCMEMAa U Cbedunumenuama MbKAH

Penku - MyckyNHH GONKK WIH KPaMI B PaIMYHH JIOKATH3AlAH (PBKa, KOLHO, KpaK, cThiano, 6enpo).
Hapyuenua na bvbpeyume 4 nuxounume nemuya

3a MHOTO KaJILHEBH AHTATOHHACTH ¢€ ChOGINARE, Y€ MPEAH3BUKBAT MONHYPHA, YECTO YPHHHPAHE H
HHKTYpHA.

HHDWJEHHE HA e'bsnpousgodumenyama cucmemMa u zbgaama
Heuectn - ceob1ana ce 3a ceKcyanHu TMChYHKIMA # IIPH ABATA noaa. H3omupanH ceo0menus —
THHEKOMACTHS.

CrobuiapaHe HA MOJOZHPAHA HEXENAHH PEAKIIMH
CrobinapaHeTe Ha HOLO3MPAHH HEXKEIAHA PeakLHH Clell paspemapate 3a ynorpeba Ha NeKapCTBEHHA

NPOAYKT € BaxkHo. TOBa NO3B0NABA Aa IPOOBIKH HAOMIOAEHHETO HA CHOTHOLIEHHETO MON3a/PHCK 33
JleKapcTBEHHA TpolykT. OT MEAMIHMHCKHTE CIIEIHAIMCTH Ce H3MCKBA A3 ChoOIIagaT BeaKa IOJ03Mpaia
HeeNaHa peakiua Ipe3 HallMOHAIHA CHCTEMA 3a Chob1aBaHe:

HsnmbJiHMTenHa areHIMa No JeKapcTBaTa
ya. , Jlaman Ipyes” M §

1303 Codmn

Ten.: +359 2 8903417

yeOcaifT: www.bda.bg

4.9. TIpenoinpane

He ¢ n3BecTHa ToxcHdHaTa go3a 3a xopa. [lopaaws 61p3na MeTaboIM3bM CEpyMHNTE HUBA
Z03a AUIITHA3EM MOTAT [a BAPHPAT A0 NeceTOKPATHH PA3THKH, OTPaHHYABAHKH IO TO3H



HA CEPYMHOTO HHBO KaTO KPHTEPHIA 34 onpenensHe Ha nperosupadero. [1pn npenosHpaHe Ha ANNTHA3EM CE
rabmoAaRaT GpaTdKapiHg, XAMTOTOHHUS, ChpAeueH ONOK U CHPAeYHA AekoMmraeHcalHi. B ciywail Ha
OTpaBsiHe Ce MPENopbYBa CTOMAIIHA NPOMHBKA ¢ AKTHBEH BBINIEH, KAKTO K cnelidHYHa Tepanua. B
cnydait va Opanukapansa uid AV-6iox I-111 crenen ce Hasnayasa 0.6-1.0 mg arponHH cyndar
HHTpaBeHo3HO. IIpH HIca Ha afeKBaTeH OTTOBOD ¥ NMALHENTA MHOTO BHUMATEIHO TPAORa Aa ce
TIPHIOKH H3ONPOTEPSHON XHAPOXJNOpAI. B cnyuait Ha XHNOTEH3HA Ce NPENopbUBAT BIHBAHASL HA
TEHHCCTH W Basonpecopd. B ciydaii Ha chpaedsa fexoMIleHcalya ce Npenops4Bar
CHMNATHKOMEMETHIE, ANYPETHIIH AIH HHOTPOIMHH MeTHKAMEHTH.

5. ®APMAKOJIOTMMYHH CBOMCTBA
5.1. ®apmMakoaHHAMHYIHH cBOficTBa

(DapmaIcOTepanenmtma rpyna: Cbpnelmo-cw[ona CHCTEMA, KanupeBH aHTarQHACTH, CeneKkTHBHH
KaNIHCBH aHTAaroHncTH € NpAKO HeiicTBue BBPXY CBPLCTO, BeHzoTHA3ETTHHOBH MPOH3BOAHH; NHITHAICM

ATC ron: COSDBO1

Mexanuzpm Ha AclicTBHE
JunTHazeM e Kali[WeB aHTArOHHCT, OeH30THA3ENMHOBO Mpou3BoaHO. Toit NMoATHCKA IMPOHMKBAHETO HA

eKCTpalENyIapHl KAILMEBH HOHM Mpe3 “GaBHMTE” KaHalH, Pa3NOIOKESHE B KNeThIHATa MeMOpana Ha
IIAJKOMYCKYTHUTE KIETKHM (MHOKAapH, KPBBOHOCHH Cbi0oBe). JlinTHaseM YCKOpABA B H3IMH3AHETO HA
KanuuesH HoHKM OT KJIeTKaTa Karo cTHMyHEpA ATd-3aBHCHAMATE XaNIHEBY H KAIMEBO-HATPHUCBH MOMITH.

dapMakoIHHAM P HY edeKTH

BazoaunaraTEBHHAT ePEKT Ha AHITHA3EM CE IpOABABA OPEIAMHO B KOPOHAPHHTE ChIOBE.
XemoIWHAMHYHHTE eeKTH Ha AWITHA3EM BIJIIOUBAT J030-3aBHCHMA PEyKIHA HA KHCIOpOAHata
KOHCYMAallUA Ha MAOKApAa, Ha ckpldeyHara pafora, Ha KphBHOTO HAJIATAHE K HA CBPOCUHHA PHTEM.
Kinunnana edrkacHOCT H 6e30HaCHOCT

JiUITHa3eM BOMH | A0 NepHbepHa Ba3sONHIATAINA, NOHIDKABA KPEBEHOTO HANATAHE M HAMAABA
npeAHaToBapBaneTo. TOM BOTH 0 3a0aBAHE HA ATPHOBCHTPHKYIAPHOTO IPOBEKAAHE H MMa c1ab
HHXHMOHTOpeH edeKT cnpAMO KOHTPaKTAJIHATa cIiocofHOCT Ha MUOKapaa.

JHATHAIEM HAMANABA NO JO30-3aBUCHM HAUMH ArperanuATa Ha TpomGoumtite. HuxubunuaTa Ha
TpoMOOIMTHATA arperailia ¥ CIeARAMOTE OT TOBA moAo0pABaHS HAa PEONOTHYHHTE CBOHCTBA HA KDBBTA
ACTIPHHACAT 33 KApIHOMPOTEKTHBHHA edekT Ha TANTHA3EM.

5.2, @PapMaKkoKHHeTHYHH CBOHCTB2

Abcoptyus

AbcopOumaTa e nouT UBIHA (95%) cned mepopaneH MpHeM Ha AKITHA3EM, MakCHMAaIHHTE Aa3MEHH
KOHUEHTPALHHA 33 Pa3HYHHTE HEPOpanHn GopMHE ce JocTHTat 3-11 daca cen npueMa. TepaneBTHZHUTE
KOHUEHTpALWH Ha MeAHKaMenTa ¢a naj 50 ng/ml. Crinecteypat 10-KkpaTHn Bapuanii B IIA3MEHHTE
HMBA B CECTOAHHE HA PABHOBECHE OPH PAUTHYHHTE HHIUBMAH. J{unTHasem ce MeTaboNH3Hpa oiue NpH
IBPBOTO NPSMHHABAHE DPes Yepaxs apol (first pass effect), KoeTo BoaH o alcomoTHA GHOHATHIHOCT
okoj10 40% ¢ roneMH BapHALIMHA Ha MTA3MEHNTE HHBA NPH PA3IHYHATE TalHCHTH.

Pasnpedenenue




Hzcrnenpanus un eumpo NOKA3BaT, 4e JHNTHAIEM Ce CBBP3Ba 77% 1o 93% ¢ nnasmenuTe GenThLM.
BenTe4HOTO CEBP3BAHE € HE3ABHCHMO OT CEPYMHATA KOHIEHTpAlHA Ha MwiTHaseM. M3ciensane Ha
KOMIETHTHBHOTO JHIAHAHO CEBP3BAHE CHINO [0KA3BA, Y€ CBLPIBAHETO HA THATHA3EM HE CE BIIUAEC OT
TepanesTHUHKTE KoHUeHTpauuu. ObeMsT Ha pasnpenencHue e 5.3 L/kg.

Buompancpopmayua Juntazem ce nognara va 6op3 depHoapoGen MeTabonu3bM IPeTHMHO Ypes
aesaneTunapane, OCHOBHHAT MeTAlOINT € Je3aleTHIAIITHAeM, IIPHCHCTRANL B Ia3Mara Ha wina 10%
Ao 45% 0T WIXOTHOTO CheIUHEHME H IPHTEKABAI AKTHBHOCT KATO KOPOHAapeH Basofrmararop 25% o
50% cnpaMo auntHaseM. Iletr MeTaGo1HTa HAa JANTHA3EM CE OTKPHBAT B HOBELIKATa ypHHA. 35% o1
MmeTabonuTHTE ce eKcKpeTHpar npe3 ypHHata H 65% upes ¢eneca.

Enumunupane Ipes 6u0pennte ce exckperupar 35% xaro camo 1% a0 3% ca kaTo HENIPOMEHEH
JHITHA3EM, OCTaHAOTO ¢a MeTabonuTa. IINazMeHHAT eNTHMEHANMOHEH TIONYXHBOT CIEJ eAHOKDATeH
HJIH MHOTOKPaTEH NpyeM Bapupa MexkAy 2 Ao 11 gaca, kakTo npH 3apaBH A0GPOBONLIH, TaKa W IPH
PasMIHH rpymi GonHH. [TomyKHBOTHT HA MWITHA3EM MOXeE 13 ce YABIKH HPH NPOIBLIIKRTENHA
TepanHd, a OIIE NOBEYE Ce Y/IB/KABA MPH MAUHCSHTH B HANPEAHRANA Bh3PACT H NAHHEHTH C XPOHAYHO
yepHonpobHo 3aGomaeane. ExckpennsTa upes deneca e 60% no 65%.

JInnTHA3EM ce H3TLYRA B MalfUHHOTO MISKO B HUBA, OTHIKH A0 T3 B cepyMa. 3aToBa IHITHAIEM HE Ce
OpENCcpEaRa B IEPHO/IA HA TAKTALIMATA.

5.3, IIpenk/IMHHYHH jann# 33 §e3012CHOCT

{IpH HEKTMHHYHUTE POYUBAHHA CAMO NIPH EKCMO3HIIHY, 33 KOHTO ¢€ CHHTA, Y€ Ca B JOCTATHUHA CTETIEH
HO-TONEMH OT MaKCHMAIIHATA eKCMO3HIHA TIPH X0pa, ce HalmoaasaT edeKTH, KOHTO MOKA3BAT MATKO
3HaYeHHE 33 KIHHAYHATA YHOTpeda.

(PapMakoJHHAMHYHHTE eeKTH HA JUITHA3EM ca H3CeIBaHH B MHOTOODOHHH EKCIEPHMERTH UM 88mMpo
H uit 6ueo BBPXY H30JIHPAHK OPraHy, JKHBOTHH U Xopa. BcHukd ekcneprMeHTH ¢a POBEIEHK cnopen
CBBPEMEHHATA METOAONOrHA. TOKCHKOIOTHIHUTE H3CAEABAHHA ca IPOBEASHH BBPXY PalIHIHH
KMBOTHHCKM MOZENH H BKIIOYBAT H3CNENBAHE HA OCTPA, CyOGXpOHHTHA B XPOHHYHA TOKCHYHOCT, KAKTO H
H3CNIEBAHE 34 TepaToTeHeH H eMOPHOTOKCHIEH, KAHLIEPOTEeHEH H MyTareHeH edext,

[Tepopanmaara LDsp3a MAIIKH H IUTEXO0BE € CHOTRETHO 415-740 mg/kg u 560-810 mg/kg.
Hurpaserosnara LDso € choreerno 60 mg/kg 1 38 mg/kg. Cunra ce, ue nepopanHara LDsp 3a kydeTa e
Han 50 mg/kg, a 3a MafiMynu — 360 mg/kg,

Ilpn wscienpankATa 3a CyOXpOHHYHA H XPOHHYHE TOKCHUHOCT [IPH Ky4eTa i ILTbX0BE BHCOKHTE JO3H Ha
JHITHA3EM ce CBBP3BAT ¢ YBpeaa Ha HYepHHA Apo6. [IpH cneuiandn cyOXpoHHIHK
XeNnaToTOKCHKOIOTHYHH H3CJISABAHUA Ha IUTHXOBE MIEPOPATHA JO3H 0T 125 mg/kg Wik No-BHCOKH BORAT
[0 XMCTOIOTHYHH NMPOMEHH B MEPHIA Ao, KOUTO ca 00paTHMu ciie)| IpeKbeBaHe Ha mpueMHuTe. [losu ot 20
mg/kg IpH Ky4eTa CbOIo BOIAT A0 05paTHMH YEpPHOAPOOHH M3MEHEHNA.

6. DAPMALIEBETHYHHA JAHHHA
6.1. CnHCLK HA TOMOIIHHTE BelCCTBA

Marneznes creapar;
JlaxTo3a MoHOXMIpAaT;




Maxkporomn 6000;
PHIIMHOBO MAciIo, XHIPOTeHAPAHO.

6.2. HecsBMecTHMOCTH

Henpunoxnmo.

6.3. Cpok Ha reaHocT

3 (Tpu) roguHu.

6.4. Cneunanny yeJoBHA HA ChXpaHeHHne

To3n nekapcTBEH NPOAYKT He H3UCKBA CIIEIHANIHH YCIOBHA 3@ ChXPAHCHHE.
6.5. BHA » chALEEANHE HA ONAKOBKATA

AJITU3EM 60 mg tabnerxu ¢ yABILKER0 0CBOO0KIABAHE
30 Tabnerku B PVC/Al bnucrep onakoska /3 Gnucrepa no 10 tabneTkn/, NOCTABEHH B KAPTOHEHE Ky THA.

AJITU3EM 90 mg tabneTkH ¢ yABITKEHO 0CBOODKIaBaHE
30 Tabnerxu B PVC/A] OnmcTep onakorka /3 GnacTepa no 10 TaGreTkn/, OCTaBeHE B KAPTOHEHA KYTHA.

6.6. CnenmajHu NpeJNAIHH MEPKH NPH HIXBhPIASAHE

Hama cnennamHH H3HCKBaHKA.
Hemsmomeanuar MPOAYKT HIH OTNAABYHHTE MATEPHAIH OT HETO maﬁna a CC M3XBBPIAT B
CBOTBETCTBHE ¢ MECTHHTE H3UCKBAHHA.

7. MNPHTENKATEJI HA PAPEILIEHHETO 3A YIIOTPEBA

"Ankanoun" EQOOJ

6yn. “Hukona i. Bannapos” Ne 51-A , er. 4,
rp. Cotus 1407, Bbiarapus

Ten. +359 2 80 81 081

e-mail: office(@alkaloid.bg

8. HOMEP(A) HA PAIPEHIEHUETG 3A YIIOTPEBA

AJITH3EM 60 mg TaGaerky ¢ yixbixKeHO 0CBOOOKIABAHE Ne 20040180
AJITA3EM 90 mg TabieTku ¢ yIbIDKEHO OCBOOOKAABAHE Ne 200401381

9. JATA HA ITbPBO PAIPEIIABAHE/MIONHOBSIBAHE HA PASPEIIEHHE
YMOTPEBA | 2




Jara Ha IrepBO pazpemasane: 26.04.2004
Jlata Ha nocneano nogHosasaue: 15.10.2009

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2020




