KPATKA XAPAKTEPUCTUKA HA IIPOIAYKTA

KABA3EP® 1 mg mat6nemxu / KABA3EP® 2 mg ma6nemicu e
U3NBAHWUTENHA ATEHUWS 1O NEKAPCTBATA
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1. UME HA JEKAPCTBEHWJI ITPOAYKT

KA3ABEP | mg tabnerkn
CABASER 1 mg tablets . _
KABA3EP 2 mg TabneTku L Odobpero: 3L/ LYol OF
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CABASER 2 mg tablets L2 R—

2. KOMIMYMECTBEH H KAYECTBEH CbCTAB

Besika Tabnerka coanpika | mg wnm 2 mg kabepronuH (cabergoline).
3. JEKAPCTBEHA ®OPMA

Tabnerku

4, KJINMHAYHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHAS

CABASER e noxasaH 3a 1e4eHHe Ha NPU3HALMTE W CHMITOMUTE Ha GoniecTTa Ha 11apKHHCOH.
CABASER Tpa6ga 1a ce U3MOJI3Ba NPH MALHEHTH ¢ HEMOHOCHMOCT WIH JIHIICA Ha e(eKT OT
JIEHEHHE ¢ HE-€PrOTAMMHOBO MPOH3BORHO KATO MOHOTEpAIHs WIH KaTo A0MBb/IBALIA TEPAITH KbM
NieBOZONA ¢ AoMna-aeKapOoKCHIa3eH HHXHOHTOP.

4.2 JIo3RpOBKA H HAYYHH HA NIPAJTOKEHNE

CABASER TaGnetky ca 3a nepopaiHO npuirokeHHe. T'bH KaTO MOHOCHMOCTTA KBM
NOTIaMHHEPTrHYHHTE JieKapceTBa e no-A00pa, Koraro ce mpuemar ¢ XpaHa, ¢e npenopnrusa CABASER
J1a ce pHeMa 1o BpeMe Ha XpaHeHe.

Ynorpeba IpH BE3PAcTHU M [IAHNECHTH B Hanpe/iHaia Bh3PAcCT:

KakTo ce 04aKBa 3a AOMAMHHOBHTE arOHUCTH, OTTOBOPEHT Ha J103aTa KAKTO MO OTHOUWICHHE Ha
e(heKTHBHOCTTA, Taka W Ha G6E30MacHOCTTA, M3TJIEKA 3aBHCH IIaBHO OT HHOMBHIYallHATA
qyBCTBATENHOCT. ONTHMaTHaTa J03aTa TpAOBa 1a ce AOCTHTHE YPe3 THTPHPAHE.

[TpH NauMeHTH, KOWTO BEYE Ca Ha JISUEHHE C JIEBOJ0NA, IO3UPOBKATA Ha JIEBOAOMA MOXKE
MOCTENEHHO 1a ¢€ HAMAJIH, KaTO ChIIEBPEMEHHO NOCTENIEHHO C€ YBETUYM 103aTa Ha CABASER, no
MOCTHIaHE Ha ONTHMaleH banaHc.

Jnernara no3a na CABASER Tpsa6sa na ce nosHinaea nocreneHHo ¢ 0,5 1o 1 mg Ha
eTHOCSAMHYHH MM JABYCEAMHYHH HHTEPBA/IH A0 JOCTHraHe HA ONTHMAJICH TEPANCBTHUEH OTrOBOD.

[TpenopbyKTENHATA TepaneBTHYHA 1032 € 2 10 3 mg//IeH 3a MAaUMCHTH C NIPH3HALK X CHMITTOMH Ha
Gonect Ha [MTapkuHcon. CABASER Tpsabsa na ce npuiara xaTo eAHOKpaTHa JHEBHA [1034.

[TalueHTH ¢ TeXKa YepHonpobHa HeaoCTaTLYHOCT.

2 B
Mo-uuickn no3u CABASER Tps6Ba Aa ce H3MONM3BAT TIPH NALHEHTH C TEXKa YepAORPOOHa. "+ =
HEI0CTATHYHOCT. (BXK. TouKa 4.4 Crienna/Inn npexynpeacHus B NPeaNasHi MEPKY IPH:, . " )
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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KAFA3EP® I mg mabnemxu / KABA3EP® 2 mg mabnemxu

Ynorpeba npu aena:

BesonmacnocTTa 1 edpukacHocTTa Ha CABASER He ca npoy4BaHH NpH AeLa, ThH KaTo DosiecTTa Ha
[TapkuHCOH He 3acATa Ta3H MNOITyNALF.

4.3 IlpoTRBONOKA3AHAA

CBP’bX‘IYBCTBHTBHHDGT KbM KaSEPFOJ'IHH, HAKOE OT NMOMOIIHHUTE BelleCTBa HITH KBM €proTaMHHOB
dJTIKAJIOUA.

AHaMmHe3a 3a 6e101po6HH, NEPUKapAHA U PETPONIEPHTOHEATHH (PHOPO3HI HAPYLICHHUA. (BK. TOUKA
4.4 CienHAJIHY NPeIYNPEKACHAS U NPEANA3HA MEPKH NPH ynoTpeda — dubpoza/KnanHo
YBpEXKIAHE)

Ipu 0BA20CPOUHO ReneHue: DOKA3AMENCMEo 3d bonecm HA CopOeuHUME KAanu, Kaxkmo ¢
YCMAHOBEHO C eX0KaPOUZPAPUA NPeOU TeHeHuemo (exoxapanorpadus, noxaspailia 3aaebenaBaHe
Ha KJAMHO MJIaTHO, OTPAHMYEHA KJlanHa MOABIKHOCT, ChY€TaHHC Ha OrpaHHtCHa KilanHa
NOOBMIKHOCT ChC CTCHO3a). (BK. Touka 4,4 Cnenna/IHN NpeAynpexaecnns 0 npeinasid MCpKH
npu ynorpe6a — ©ubpoza/Knanno yspexxaaHe)

4.4 Cuenna iy npeiynpexACHHA H NPeANa3HH MEPKH HPH ynorpeda

QomH:

KakTo W ApyruTe eproraMuHoBu npoussoaHi, CABASER TpsOBa ja ce npuiara ¢ NMOBHUICHO
BHMMAHME MPH MALMEHTH C TEKKO CbpACHHOCHA0BO 3a6onsaBaHe, CHHApoOM Ha PeifHo, mentTu4Ha
4384 WIH FacTPO-MHTECTHHAIHO KBPBEHE, HIH C aHAMHE3a Ha CCPHO3HH MCUXIHTHH, ocobeno
FCUXOTHYHHM, 3a00N9BAHUA.

YepHoapobHa HENQCTATEYHOCT:

INp¥ NaLKEHTH € TEAKKA YSPHOAPOOHA HENOCTATHHHOCT TpaGBa Aa ce 0OCHKAAT NO-HHCKH 03U Ha
CABASER. 3a pa3nuka ot 31paBH A00pOBOJLM H TAKHBA C T10-HHCKA CTETICH HA 4yepHOAPOOHA
HEJIOCTATBYHOCT, TIPH NALMEHTH C TEXKKA Y¢PHOAPOOHA HENOCTATHHHOCT (knac C no Child-Pugh) ¢
HaOno1aBaHO HapacTBaHe Ha TUIOLITA NOJ KpHBaTa (AUC) cnen eQHOKpaTHO NPHIIOKEHHE HA 1032
ot | mg.

[locTypanHa XHIIOTEHIUA.

MMocTypanHa XMNOTEH3HA MOXE 1a HaCTBMH CJICA TPHUEM HA kabeproyiuH, ocoOEHO MNpe3 IMbpPBUTE
nxu Ha npunoxenne Ha CABASER. Tpabsa na ce o6BpHe 0c06EHO BHHMAHHE NP €ITHOBPEMEHHO
npunokenre Ha CABASER ¢ apyru ekapcTBa, 3a KOHTO € H3BECTHO, He MOHMKARAT KPBLBHOTO

HanAraHe.

DOubpo3a/KIaNHO YBPEIKAAHE

Dubpoia u copOesHO KAANHO YBPEICOaHe U 6bIMONCHO CEBPIAHY KAURUHHY pernomeru:

DQubpo3nu u 6b3INATUMERHY HAPYUEHUR HA CEPO3HUME 0DBUBKYU KAMO NAESPUM, NIEBPANEH U3AUG,
nneapanna ubposa, 6esodpobra gubposa, nepuxapOum, NepuKapOer Usius, CoPOCHHO- KAGUHO
yapescoane, 06X6auan0 eOHa Wik Noseve KIany (A0PMHA, MUMPARHQ U MPUKYG Oaqnak Ay
pemponepumMoHeanna Quopo3a ca 8b3HUKHATY caed npOOLANCUMENHA YROMmD d epromaMinio
NPOUIEOOHU C GZOHUCTIUYHO Oeucmeue 6bpXy CEPOMOHUN 5HT ) peyenmopa xamo KQGePsonun. o=
HAKOU CRYHAL, CUMIMOMUME WIY MPORGUME HA CHPOEUHO KIATHO YEPEdCOaNH Ca ée;w@@ﬁpmacyl
npexpamagare npuemMa Ha Kabepzoaur. R e




KPATKA XAPAKTEPUCTHKA HA I[MPOJIYKTA
KABA3EP® I mg mabnemicu / KABA3EP® 2 mg ma6nemxu

Habnodasano e abnopmuo yseauvenue na ckopocmma Ha ymaneane Ha epumpoyumume (CYE),
C8bP3AR0 ¢ naeapaner usaua/pubposa. lTpu neuzacreno yeeauvenue na CVE oo abrnopmuu
CMOUHOCMU € NPENOPLYUMENHO 04 Ce HaNPAsy PEHM2EH060 UICTCOBAHE HA SPBORUR KO,

Knannomo yspeoicoane ce c8bp38a ¢ Kymyaamuehu 003U U ROpaou moea nayuesmume mpabea oa
ce neKyeam ¢ Hau-Huckama echexmuena 003a. Ha ecaxa euzuma mpabea 0a ce npeoyennea
CLOMHOWEHUCIMO MeNCOY PUCKA U NOA3AMA om eyenue ¢ kabep2onun 3a nayuenma, 3a 0q ce
onpeodenu Oanu e YMecmno aeveruemo ¢ kabepzoaun 0a nPpoovLaICU.

IIpedu 3anoveane Ha OvI20CPOUHO NeUEHUE:

ITpu ecuuxu nayuenmu mpabea 0a ce npogede CbpOeUHO-Cb008 NPe2neod, GKIOYUMENHO
eXOKapoOuocPaMa, 3a 0a ce YCManoeu ROMEHYUATHO HATUYUE HA ACUMPMOMAMUYHO KIANHO
3abonnsane. Ilpedu 3anouseane Ha mepanus € YMeCmHO CbU0 U NPOGENCOAREMO HA NbPEOHAYAIRY
UICTIEOBAHUA HA CKOPOCMMA HA YMARGAHE HA epumpoyumume Wik Opy2u Mapxepu Ha 6v3nanenue,
Genodpobrama QyHKyu/PeHM2eH080 UICTEOBAHE HA 2PLOHUA Kouw U 6vbpeunama Qynkyua.
Hama dannu danu npu nayuenmu ¢ KIaNHA pezypaumayus revenuemo ¢ kabepzonun mooice 0a
gnowu nodnexcauomo 3aboaseane. Axo ce ycmanosu pubposno xaanno 3abonseane, nayueRmom
He mpabea da ce rexysa ¢ kabepeonun (8dc. mouxka 4.3).

I1o speme na OvAZOCPOUHO NeYeHue.
Dubposnume HaApywenus Moz2am 0a HaCMuvnam He3abenN3ano u nayuermume mpabea nepuooUiHo
0a 6u0am nPocAeORBARY 3a 6bIMOJICHU NPOABY HA npozpecupawa gubposa.

Emo 3au40 no epeme Ha nevenue mpabea enumMamenno 0a ce Cieodu 3a CAeOHUME NPUSHAyYU U

CUMNMOMU HA.

o [Ineepo-nyamonaino 3a6oas6ane Kamo OuCnHes, 3a0bX6aHe, ROCMOAHKA KAUWAUYA wiu 60Ky 6
2PBOHUA KOWU.

*  Buvbpeuna neOocmamvuHOCm uny 06CMpPyKyus Ha ypemepume/kopemMHume cb006e, Koemo
Modice Oa 8b3HUKHE 3aeOH0 ¢ BOAKA 8 CAAbUHUME/XDABOKA U OMOK RO OORHUME KPAUHUYY,
KAKMO U 8B3IMONCHU QBOOMUHANNYU MACY WU DONE3HEHOCM, KOUMO MO2am 0a NoKdA36am
pemponepumoneania gubposa.

»  Copleuna HedocmamvyHoCcm; CAYYaU KA KIGNHA U RepuKapouania Gubposa yecmo ca ce
NpoREAsANU KAmo Copleyna Heoocmamvynocm. Emo 3auo npu nosea Ha maxkuéa CUMRmomu
mpabea 0a ce UKoUY KIAnHA Gubpo3a (1 KOHCMPUKMUBEH Repuxapoum).

Knunuunomo OuazHoCmuuHo Rpocieoasane 3a passuniue Ha (Qubpo3nyu HAPYWERUA RO CbOMGEMeEH
HauuH e om coujecmeeno 3nauenue. Cneo 3anoyeane Ha IEHEHUEMO NbPEama eX0Kapouozpama
mpabea Oa ce Hanpasu ¢ pamkume Ha 3-6 Meceya, cred Koemo HeCmomama Ha npocieoasalume
exoxapouozpamu mpabea 0a ce onpedenu 6 CbOMEEMCmeue ¢ UKOUBUOYANHAMA KIUHUYHA OYEHKA C
0CcobeH aKyenm 6bpxy 20penocoYeHume NPUIHAYYU U CUMRMOoMU, HO mpabea 0a 6voe MUHUMYM HA
gcexu 6 0o 12 meceya.

Kabepzonun mpabea 0a 6v0e npexpamen, QKo Ha eXOKAPOU0ZPAMA Ce OMKPUe HOBA WU 8I0UEHA
KRAnHQ pe2ypeumayus, 02panudena Kiania ROOBUNCHOCI UnY 300e6enisarne Ha KIANHO NAAMHO
(8oic. moyka 4.3).

Heobxooumocmma om OONbAKUMENHY KAURUYHU U3CAe08anuUs (nanp. usuxanex npeaaeo,
EKRIOUEANY AVYCKYIMAYUA HA CopYe, DEHMZEHO2PadUA, KOMRIOMbPHA momaepaqu) mpﬂﬁwﬂaébde
onpeoenina UHOUSUOYARHO. e RS N,
Jlonvanumennu nooxo0s8ugu U3CAEOBAHUA KAMO CKOPOCIM HA YMARABAHE HA epumpouume U bepymen
xpeamunun mpabea 0a ca Hanpaeam, ako € HeobxoouMo, 3a 0a ce nomabpc)u aumuosama

Gubposno napyuwerue.
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KPATKA XAPAKTEPUCTHUKA HA IIPOJIYKTA

KABA3EP® | mg matinemxu / KABA3EP® 2 mg ma6nemiu

CHHIMBOCT/BHE3alTHO 3aCITUBaHE:

Ynorpebara Ha kabeproiuH ce CBbp3Ba CbC ChHJAHBOCT M €MMM30AM HAa BHE3AlTHO 3aClHBaHe NpH
natmeHTH ¢ Oonect Ha IlapkuHcoH. Cro6iaBany ca cilyyad Ha BHE3alTHO 3aCITUBAHE M0 BpEMe Ha
H3BBPLIBAHE HA HOPMAJTHUTE CKEAHEBHH ACHHOCTH, B HAKOH ClTy4yaH 0€3 NaUHEHTHT Ad Ch3HAaBa
WIH a WMa TIpeayNnpeauTeHu npyusHauH. Moxe na ce obmMucau HamanssBaHe Ha A03aTa WiH
npeKucBaHe Ha eueHneto. (Bxk. Touka 4.7 E¢exTn BopXy cnocobrocTTa 3a modupane n pabora
¢ MAIIAHH)

[ICHXHATPHUYHH;

C1o611aBaHH ca ¢Tydad Ha a0HOPMHA CIJTOHHOCT KBbM HEOINpaBAaH PHCK, YBETHUCHO NHOMIO H
XHNEPCEKCYATHOCT MPH NMALMEHTH, JIEKYBaHH ¢ AOTIAMHHOBH arOHUCTH, BKIIOYHTENHO Kabeproyiuy.
O6uKHOBEHO TOBA ¢ OMJT0 00OpaTHMO IPpH HAMANIABAHE Ha [03aTa WIH NpEeKpaTABaHEe Ha JICUEHHETO.

4.5 BzaumoaeiicTBHS € IPYrH JICKAPCTBEHA NPOAYKTH B APYTH OpMA HA B3aAUMOAEHCTBHE

EnnospemMennara ynotpefa Ha ApyTH JeKapcTBa 3a ieyeHne Ha 6onect Ha I1apkHHCOH, KOMTO HE Ca
JAOTIAMHHOBH aroHUCTH (Hanp. CeNIETWIMH, aMaHTaquH, OUnNepHInH, TPHKEKCHPHHUIUI) € OHna
no3BojieHa B KIHHWYHY nipoyusaHua ¢ CABASER. B npoyusanus, oneHABamy
dhapmakokuHeTHuHHUTE B3aumoneiicTBus Ha CABASER c L-aona 1 cenierniing, He ¢a HabonaBaHy
HUKAKBH B3aUMOJEHCTBUA,

Toii kaTo HaMa HHGOPMALMA 32 B3aUMOACHCTBHA MEXTY xabeproInH U Jpyru €proTaMHHOBH
aNKaIOHIH, HE ¢ TIPEeNophYBa €AHOBPEMEHHATA YTIOTpeba Ha Te3M JICKapCTBa NPH ABJITOCPOHHO
neuenue ¢ CABASER.

Toii kato TepaneBTHYHHUAT edekT Ha CABASER ce ocblecTBABa HUpe3 JUPCKTHA CTUMYJTAUHA Ha
AOMaMHHOBHTE PELIENTOPH, TON He TpadBa Aa ce mpunara €AHOBPEMEHHO C JICKApCTBa, KOUTO Ca
[IONaMHHOBH aHTaroHUCTH (Hanp. GeHoTHa3HHH, 6YTHPO(EHOHH, THOKCAHTEHH, METOK/IOMpPaMH/),
THi1 KATO T€ MOraT Ja HamanaT TepaneBTHYHHA edexT Ha CABASER.

Kakro u apyru eprotamutoBu nponzpogHn, CABASER He TpabBa za ce nsnonssa eAHOBPEMEHHO ¢
MaKPOTHIHH aHTHOHOTHIIM (HANDP. EPHTPOMHLIMH), TIOpaAH yBEIHYEHA CHCTeMHa OMOHATHYHOCT.

4.6 bpemeHHOCT B KbpMeEHEe

INpoy4BanuaTa ¢ xabepronux NpH >KHBOTHH He MOKAa3BaT TCPATOTeHHH €(PEKTH WM e(eKTH Ha
BBPXY penpoaykTHBHata GyHkips. Hama obaue aneksaTHH H 100pe KOHTPOIHPaHH NPOY4BaHHA
npu 6pemennn xkeH. CABASER Tpa6ea fa ce H3no/13Ba no BpeMe Ha OpeMEHHOCT, CaMo NpH ACHa
HeOOXOIUMOCT. AKO HacTENH GpeMeHHocT no Bpeme Ha ieuenne ¢ CABASER, Tpsabea na ce
00CHAM NMpeKpaTABaHe Ha JICYSHHETO CJIefl BHUMATE/IHA OLICHKA HA PHCKOBETE H NOJ3NTE 3a MalKaTa
u nnoaa. Bpemennoct TpabBa aa ce n30ArBa NOHE €IMH MeCeLl Cllel IPEKPaTABAHE Ha JICYCHHETO C
CABASER, nopajy AbIrus nOMy>KHBOT Ha JIEKAPCTBOTO M OrPaHHYCHHUTE AAHHH 32 €KCMO3HLMA MO
BpeMe Ha OPEMEHHOCT.

IMpu ibXoBe kabeproyuH WKWK HeroBUTe MeTabOIUTH Ce EKCKPeTHpaT B KbpmaTa. Hsima naHHH 33
EKCKPELMATA B HOBEIIKATA KbPMA; HO CE OYAKBA IAKTALMATA A C€ WHXHOUPA/IIOTHCKA OT

CABASER nopazyn Heroute kadecTBa Ha JOTIAMHHOB aroHUCT. MafikuTe TpabBa ,ua ﬁq:.;uaf
NOCHBETBAHH [la HE KbPMAT, AOKATO ca Ha NeyeHHe ¢ kabeprosiuH. __; ‘_ A
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4,7 EdexTn BHpXY cHOCOGHOCTTA 32 modHpane H paboTa ¢ MAIIRHHA w , ;




KPATKA XAPAKTEPUCTUKA HA TTPOJIYKTA
KABA3EP® | mg mabnemxu / KABA3EP® 2 mg mabnemxu

[TauueHTH Ha Tepanus ¢ KaGeproiuH, KOHTO HMAT eMH3044 Ha CHHIMBOCT H/WIM BHE3AIIHH ChHHH
aTakH, TpA6Ba na 6uaaT MHPOpMKUPaHH Ja W3dArBaT WOPHPAHETO WIH NPEANPHEMAHETO HA KAKBHTO
U Aa 6UNo ICHHOCTH, NPH KOMTO JIMICATa Ha BHUMAaHKE OH M3JIOKKHAA TAX WIH APYTH XOpa Ha PHCK
OT CepHOo3HO HapaHABaHe WM CMbPT (Harp. paboTara ¢ MallIWHK), JOKATO TE3H CMH3O0AH H
CHH/IMBOCTTA HE ObaaT npeoaonienH (BX. Touka 4.4 Cnennajgnu npeaynpexieHns 4 NpeAnasHA
MepKH npH ynorpedéa — CbHIMBOCT/BHE3aNHO 3aCTTHBAHE).

4.8 Hexxes1aHH JIEKAPCTBEHH PEAKIHH

[Mauueury ¢ HOBOOTKpHTA GonecT Ha I lapKHHCOH:

Ot okono 200 naunenTa ¢ HoBooTkpHTa 6onect Ha IapkuncoH, npuemaan CABASER B KTHHHYHH
npoyuBaHuA, 79% ca ChOOLIMIAN NOHE eHAa HEXKENaHA PeaKLus, KOATO ¢ Owna rmaBHoO MpexoaHa H
neKa A0 yMEpeHa TI0 TeXKECT.

PeakupuTe ca GHIH CBbP3aHH ¢ HEHTPaTHATA HEPBHA CHCTEMA NP 51% OT MalMEeHTHTE: HaH-
yecTUTE ca DMK CBBP3aHM C HAapyIIeHHd Ha ChHA. JJHCKHHE3HH H XamOIMHANKH CBIIO Ca onm
choBaBaHH uecTo. [acTpo-WHTECTHHANHATA CHCTeMa € Ouna 3acerHara B 53% ot ciry4auTe: Hai-
yecTo CHOOIIABAHUTE HEXENTaHH peakLy ca ONIH rajicHe, NOBPbLIAHE, UCTICTICHA, FaCTPUT H
3aMeK.

CbpaeuHOCHAOBATa CHCTeMA e Guna 3acerdara B 30% OT ClTy4auTe; HaH-4ecTo CHOOLIABAHUTE
HeXe/JaHK peakLyy ca KM 3aMaiiBaHe W/ITH NOCTYpaHa XHUNoTeH3ud. Mrozo yecmu; CHPOEHHO
KIANHO y8pedcoane (6KA. pecypaumayus) u c8bp3anu 3a001A8anUA (nepuxapoum u nepuxapoen
usaue) (BXk. Touka 4.4 CnenHaun NnpexynpexaeHns H NpeAnaIRd MEPKH NpH ynorpebda —

[TocTypanHa XHIOTCH3HA )

Cpea OCTaHAIHTE HEXEaHH peaKLHH, 0YaKBaHH 3a (apMaKkoJOTHYHHA Ki1ac, IepHdepeH OTOK €
HacTLIHA NpU 16% OT MaLKUEeHTUTE.

[MaupenTH Ha CLITPTCTBALIO JIEYCHUE C JIEBONONA

Oxono 1070 nauuenty ¢ 6onect Ha [TapkuncoH ca nomydasann CABASER 1 chIBTCTBALLO
TeYeHMe C JIeBOAONA B KIMHWYHHA npoyusaHus. [Ipu 74% oT TAX ce € MposBH/Ia HAH-Mafko eAHa
HEeXeJIaHa IEKapCTBEHA PeaKLHs, INaBHO ¢ MPEXOAEH XapaKTep H JIcka 10 YMEPCHA TCHKECT. B
MaJTBK TNIPOLIEHT OT CITYYaHTE C€ € HAJIOXKWIIO NNPEKPATABAHE Ha JICHCHHETO C CABASER.

B noseuero cnyvau (51%) HexKenaHHTE JISKAPCTBCHH PEAKLMK Ca 61IH CRBpP3aHH ¢ LEHTpaHaTa
HepBHA CHCTEMa: Hal-4yecTo chobIaBaHMTe ca OHIIM ANCKHHE3UA, XHITICPKHUHE3NA, XATIOLHHALMH 1
o6bpkanoct. B 33% ot ciyuadTe ¢ OWa 3aCeTHaTa raCTpO-HHTCCTHHATHATA CHCTEMA. Hal-4ecTo
cHOBIABAHHNTE HEXKENAHH PEaKLUH ca Ounuraere, NoBpbLIAHE, THCNICNICHA H FaCTPHT. B 27% or
clTywanTe € Guna aHrakupaHa CbpACYHOCHA0BATA CHCTEMA: HAW-HECTHTE HEXEIIAHHN PeaKigiH ¢a
GITH 3aMagHOCT M MOCTYPaIHA XMIIOTeH3HA. MHO020 yecmu; CoPOEUHO KNANHO yepedcoane (6K,
pezypeumayus) u cebp3any 3a001A8aHUA (NepUKAPOUM Y nepuxapOex uznug) (BX. Touka 4.4
Crnenna/ny npesynpexIeHAs H NpeANa3HH MEPKH IpH ynotpeba — [ocTypanHa XMITOTCH3HS).
TuxaTesHaTa cucTeMa e Grita 3acerHara B 13% or ciryqauTe, kaTo NJICBpalHH u3nuBH/OenoapobHa
¢ubposa (Bx. Touka 4.4 Cnennajia npefynpekieHds 0 NpeANaiHa MEPKH NpH ynorpeba —
dubposa/iianto yspexane) ca 6rin CHOOIMEHH ¢ HeCTOTa MNOA 2% OT cay4auTe.

Jlpyry HeXXelaHH Peaxiiiy, O4aKBaH! 3a TO3H (papMaKOJIOTHYCH Kilac Nopajin T

Ba30OKOHCTPHKTOPHHTE XapaKTePUCTHKH, BKIIOYBAT CTCHOXApAMA, NIPH 1% ot naume BT
KJIMHAYHNTE NPOYYBAHUA C KaOEeprosiky, U pHTPOMENANIria, nwabmaonasaHa npu 0 /@’é‘r T T NN
. ,.ﬂiﬁgli‘“.:ﬁ_-':_'?: o ";ﬂ R
nauuenTHTe. [T0 CHIIMA HAYHH, OYaKBaHO 3a (GapMaKoNOTHUYHHA KJac, nepHpepe Qﬁ S, L
BBL3HKHKHaAI NpH 6% OT MAlLlHEHTHUTE. T T Xl
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KPATKA XAPAKTEPUCTHUKA HA TIPOOYKTA
KABA3EP® | mg ma6remxu / KABA3EP® 2 mg mabnemxu

KJIMHHMYHO 3HAYHMO HaMarieHHe B CTOMHOCTHTE Ha XeMOoTNIoOMHa, XxeMaToKpHTa M/IIH Opod Ha
epuTpouHTHTE (¢ >15% CrnpaMo H3XOAHOTO HUBO) € HabNIOAABaHO B KIIMHUYHHTE TIPOYYBaHMA NPH

noxe 6,8% OT NayMEHTHTE C HOPMAJIHH CTOMHOCTH B HA4YAJIOTO; NPH €AHA TPETA OT TE3H NMALMECHTH €
HACTBIWIO HOPMAJTU3HPaHE.

[TocTMAPKETHHIOBO HAOMIOIEHHE:

CnenHHTe peakimu ca 6nnm ¢boOinaBaHu BEB Bpb3Ka ¢ KabepronuH: arpecus, anoneLus, acTeHu!,
NOBUIIIABAHE HUBATA Ha KpeaTHHUH docoxknHasa B KpbBTaA, ASMIO3UA, TUCIIHEA, SACMa, YMOPA,
¢ubposa, rnaoGonue, HapyLIEHHE HA YepHOAPOOHaTa PYHKIHA, peaKkLyms Ha
CBPBXYYBCTBUTEIHOCT, XUIIEPCEKCYATHOCT, YBETHYEHO THOMIO, OTKJIIOHEHHA pE3yJITaTHTE OT
TECTOBETE 3a YepHOApoOHATa (PYHKIUHA, 1aTOJIOFHYHO MOBHIIEHA CKJIOHHOCT KbM HEOMPABIaH PHUCK,
[ICHXOTHYHO pascTpoHCTBO, OOPHB, AMXATENHO Pa3CTPOACTBO, IUXATEIHA HENOCTATEUHOCT,
COMHONEHTHOCT, BHE3AMHO 3aCITMBAHe, CHHKOM U KinanHo 3abonasaxe. (Bx. Touka 4.3
NpornBonokaszaHnf, Touka 4.4 CnenHanad npeAynpexieHns H Npeanasii MEPKR NpH
ynorpe6a — ®uGposa/knanyo yepexiane, ChHIMBOCT/BHE3aMHO 3acUBaHe H 1 ICHXMATPUYHK M
Touxa 4.7 EdexTn BbpXy ciocobHocTTA 32 IodHpane H paboTa ¢ MADIKHE).

YecTOTATA HA CHPACHHO KIAMHO YBpexKAaHe (BKIIOYHTEHO PErYPruTaLys) € CATHHQHKAHTHO MO-
BHCOKA OT TA3H ¢ JOTIAMUHOBH arOHMCTH, KOMTO HE Ca MPOM3BOJHM Ha eprotaMmuHa. Hecrorara Ha
cBBP3aHH GHUOPO3HK HAPYLIEHHA (HAIp. IEPUKAPIUT M NEPUKAPAEH H3ITHB) € NMO-BHCOKA OT Ta3H
K JONaMHHOBM aFOHHCTH, KOMTO HE Ca NPOM3BOJHH Ha eprotamuya. (Bix. Touka 4.3
IpoTnBonoxkazanus, Touka 4.4 Cnenuaind npeaynpexieHHs H NPEANa3HH MEPKH NpH
ynorpeba — Oubpo3a/KNanHo yBpeKIaHe).

Karo npoussoaso Ha eprotamita, CABASER Moke na neHCTBa KaTo Ba30KOHCTPHKTOP.
CH061aBaHM ¢a cna3MH1 Ha KPBBOHOCHUTE CBAOBE Ha MPBCTHTE M KpaMIIM Ha KpaKarta.

4.9 Ilpexo3npane

CHMNTOMHTE Ha MPEAO3MPAHE € Bb3MOXKHO Ja €€ ABJDKAT Ha XUIICPCTHMYIalKs Ha JOTIAMHHOBHTE
PELICTITOPH, KAaTO Harnp. rajicHe, MOBpbLUaHe, CTOMAIIHa 60IKa, MOCTYpaTHA XHIIOTOHH,
00bpKaHOCT,/ICHX03a HITH XaNIOLWHAUKM,

Heo6xomumu ca 00LIH MOUIbPKAINY MEPKH 32 OTCTpaHABaHEe Ha HeabcopOUPaHOTO JICKAPCTBO H 32
MOAKXBPKAHE HA aPTEPHATHOTO Hamsraxe. B JombIHEHHE MOXKE 12 CC NPENopHHa IPHIIOKEHHE Ha
NONaMHHOB aHTarOHMCT.

5. DAPMAKOJOI'MYHA CBOUCTBA

5.1 ®apmMakoIHRAMHTHE CBOHCTBA

CABASER e nonaMMHepry4HO €projMHOBO MPON3BOAHO ¢ MOHICH M NIPOAB/DKHTENICH arOHHCTHYCH
edexT BbpXY AonamuHoBute D; -peuenTtopH. [Ipu mibxose ANPEKTHOTO CTHMY/THPAHE Ha
flonaMmMHepridHATe D, _pelienTopr Ha NaKTOTpodHUTE KIETKHM Ha XMnodH3aTa HaMasliBa
CEeKpeLMATa Ha FIPONAKTHH MPH NepOPaIHH 103K OT 3-25 meg/kgh in vitro - NpH KOHUCHTPaLHA 435
pg/ml. Kato gonbiHenue koM ToBa, CABASER 0Ka3Ba UCHTPaNCH A0NAMHHEPrHYCH eexT ype3
cTUMYJiaitis Ha D,-penientopa NpH nepopasHy KOHHEHTPALMH, NO-BHCOKH OT Te3H, KOHTO ca
edeKTHBHY 3a HAMAIABAHE HA CEPYMHHTE NPOJIAKTHHOBH HNBA. I1pH JKHBOTHHCKH MORCIM H-—-. .

6onectra Ha ITapkuHCcOH ¢ HabnoaaBaHo MOAOOPEHHe HAa MOTOPHUA aebHLMT TIpH SRATHH . 1

nuesHW no3u ot 1 mg/kg Ao 2,5 mg/kg npu rwrbxose K aosu ot 0,5 mg/kg 1o 1 m g:jﬁﬁ'pﬂﬂﬁil{eﬂw RN
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IIpu 3apaBu nobposonuy npuiaraneto Ha CABASER B eaHokpaTHu niepopantu ao3u ot 0,3-2,5 mg e
J0BENO [0 3HAYUMO NOHKEHUE HA CEPYMHHTE NpOJIaKTHHOBH HUBA. To3u edekr e 6Bp3 (B pamkuTe

Ha 3 Yaca CJie/l MPHIaraHeTo) U npoabkuTeneH (1o 7-28 auu). CreneHra U NPOALIKUTETHOCTTA HA
HaMaJICHUE Ha NPOJIAKTHHA Ca J0303aBUCUMH.

QapmakoanHaMuunu aeiicTeus Ha CABASER, kouTO He ca CBbp3aHu ¢ TepaneBTH4YHHS EKT, ce
H3passaBaT camMO B NOHMKEHHE Ha apTePHAIHOTO HaliAraHe. MakCHMaTHHAT XHTIOTEH3MBEH e(eKT Ha
CABASER npu easokparHa 103a 06MXHOBEHO C€ MpoABABa Tpe3 MbPBHUTE 6 Yaca clie/| mMpHeMaHe Ha
JIEKapCTBOTO H € AO303aBHCHM MO OTHOLLUEGHUE HA MAKCUMAJTHO NTIOHMKABaHe H YeCTOTA.

5.2. DapMAKOKHHETHYHH CBOHCTBA

DapMaKOKHHETHYHHUAT U MeTabonureH npodwin Ha CABASER ca npoyuBaHH npu 3apasH
A0OpOBOILM OT ABATA MOJIA, ITPH NALIMEHTH C XUNEPIIPOIAKTHHEMHA U [IPH NALMEHTH ¢ Gonecr Ha
[TapxuucoH. Crieql mepopanHo MpHIaraHe Ha MApKHPaHOTO aKTUBHO BEIUECTBO, H3MEPBAHETO HA
panHOKATHBHOCTTA € nokasano Ovp3a abcopOuud B racTpoH-HTECTHHAIHUSA TPAKT, KATO TIHKBT Ha
pPaanoaKTMBHOCTTA B IJ1asmarta € 6un mexay 0,5 u 4 vaca cnej npunoxkeHuero. Jlecer AHH clien
npunosxenne okono 18-20% u 55-72% or paauoakTusHaTa fno3a ("H-kaGeproaus/ 14C-I{ﬂ63pI‘OHHH) ca
OWIH yCTAaHOBEHU CHOTBETHO B YPHHATA U M3NpakHeHHATa. B ypuHaTa KOJIHYECTBOTO HEMPOMEHEH
POAYKT ¢heTaBnaBa 2%-3% ot gosara.

OcHOBHHAT MeTabonut, HaMepeH B ypHHara e 6-anui-8b-kapbokcu eprosul, cheTapasasaiy 4-6% ot
po3ara. B ypruHara ca yCTaHOBEHH TPH NOTIBJIHHTEIIHA MeTab0TuTa, KOMTO ca O0HIO ChCTaBNABAT IMO-
Manko otr 3% ot no3ara. YCTaHOBEHO € in vitro, ue MeTa0oJIMTHTE HMAT MHOIO no-cjiaba aKTHBHOCT
KaTO aroHHCTH Ha Ds-peuenropure B cpaBHeHne ¢ CABASER .

Huckara ekckpeuus ¢ ypuHara Ha HenpoMeHeH CABASER e noTBbpeHa ChILO H B MPOYYBAHHA C
HeOenA3aHo ¢ paguou30ToI JeKkapcTeo. Bpemero Ha nonyenumunupane Ha CABASER, u3uncieHo
criopell APOLEHTHOTO ChABPIKAHHUE B YPHHATA, € IBIro (63-68 yaca npu 3apasu aodporoniu, 79-115
4aca Mpy NAUEHTH ¢ XUMECPIPOTAKTHHEMHA).

GapmakokuHeTkata Ha CABASER He 3aBuch 0T A03aTa, KakTO NpH 3apaBH gobpoeoauu (no03a 0,5-
1,5 mg), Taka 1 npy naumeHTy ¢ 0onect Ha [lapkWHCOH (CTaLlMOHAPHH KQHLEHTPALIUHA NTPH THEBHH
0O3H 10 7 mg QHEBHO).

Ha 6a3ara Ha BpeMeTO Ha IOY)KUBOT ChCTOSHHE HA CTALMOHAPHH KOHLISHTpaUWH TpAOBa 1a ce
NOCTUTHE cieql 4 CeAMULIM, KAKTO Ce MOTBBPKAABA OT CPEOHUA MUK Ha IJIa3MEeHUTE HURA Ha
CABASER, nonyuyenu crnea npunarasHe Ha e qHOKpaTHa n03a (37 +/- 8 pg/ml) u cneq 4 cemmMuu npH
MHoroxpatHo npunoxkeHne (101 + 43 pg/ml). ExciepuMeHTH in vitro nokasBar, 4e JIEKapCTBOTO B
xoHueHTpauus 0,1-10 ng/ml ce cevpp3Ba ¢ IasMeHATe MPOTEHWHH B paMKuTe Ha 41-42%.

Hzrnexna, ye xpaHata He nosinasa abcopbuuara n pasnpeaeneHuero Ha CABASER.
Hokato 0bpOpevHaTa HeIOCTATBYHOCT € YCTAHOBEHO, Y€ HE NOBAMABA KHHETUKATA HA Kabeprous,

TexKaTa yepHoapodbHa neaoctaTbr4HOCT (Kac C no Child-Pugh, Mmakcumanso 12) e cBbp3ana ¢
yBenu4yenue Ha AUC.

5.3 Ilpeakmpuvunn 3aHHH 32 0e30MACHOCT

[TouTy BCUUKK AaHHM, YCTAHOBEHHU B MPeAKAMHUUHKTE MPOYUBAHUA 33 6€30NacHOCT, ¢e ABKAT Ha




KPATKA XAPAKTEPUCTHUKA HA TTPOOYKTA
KABA3EP® | mg ma6nemxu / KABA3EP® 2 mg mabnemxu

[IpeaAKIHHHYHHTE NPOYYBaHUA MOKa3BaT WHPOKHTE rpaHULM Ha 6esonacHocT CABASER npn
rpH3a4v U MaMMyHH, KaKTO H JIUIICaTa Ha TEPATOTCHEH, MyTareHeH M KaHLEpOreHeH NMOTEHLHA.

6. DAPMAIIEBTUYHHA JAHHU

6.1 CnHebK HA IOMONHNTE Bel(eCcTBA
be3sBoHa nakTo3a, 1eBLIUH

6.2 He¢cLBMECTHMOCTH

Hsama

6.3 Cpok ra rognoct

2 TOJUHH

6.4 CnienHaJIHH YC/IOBRA HA ChXPAHEHHE

Jla ce cpXxpaHsBa Npu Temneparypa nog 25°C.

6.5 /lannH 3a onakoBKAara

Tabnerkure ca nMocTaseHH B MalKH, KadapW, cThiIeHM (Knac ) OyTwiku ¢ kanayka Ha BWHT,
CHABPKALLA KOJMOUACH XHAPATHPAH CHIIHLIHEB JHOKCH] KaTO CYLIUTE].

Bcesika 6yTnka ceaspika 20 Tabnetku ot 1 mg wim 2 mg.

6.6 Cnenuajnn npeana3na MepKH NPH H3XBLPJsiAE U paboTa

Byrunkute CABASER ce nocTaBaT ¢bC CYLINTEN, KOHTO C€ HAMHMpA B Kanaikara.
Tosu cymmten He TpaAOBa Aa ce OTCTpaHABA.

7. MIPUTEXATEJI HA PASPEIIEHMETO 3A YIIOTPEBA

Pfizer Enterprises SARL,
Rond-point du Kirchberg, 51, Avenue J.F. Kennedy,

L-1855 Luxembourg, JltokcemOypr
8. HOMEPA HA PA3PEIIEHHUETO 3A YIIOTPEBA

CABASER 1 mg: 20040185
CABASER 2 mg: 20040186

9, TATA HA N5HPBO PA3PEIIABAHE 3A YIIOTPEBA/HOOHOBABAHE HA
PA3ZPEIHIEHHETO 3A YIIOTPEBA
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