KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT KbM
PA3PEILIEHUE 3A TBhPITOBUS C BJIIT Ne 0022-3310

1. HAMMEHOBAHUE HA BETEPUHAPHUS IEKAPCTBEH TIPOAYKT
Vetoryl 120 mg Tabnetku 3a AbBYCHE 32 Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcska TabieTka chabpiKa:

AKTHBHO BellleCTBO:
Trilostane 120 mg

ITomolHM BemecTBa:

KadecTBeH cbcTaB Ha NOMOIHUTE BeleCTBA U
APYTuTE ChCTABKHU

IlapeBuyHO HUIIECTE

JlakTo3a MOHOXUAPAT

Henyno3a, MUKpOKpUCTAIHA

HatpueB Humiecren riwkonar (Tum A)

CunuiueB JUOKCHI, KOJIOUAEH Oe3BOIEH

Marue3ueB creapat

Jpoxmu (M3cymienn)

OBKycuTel ¢ BKyC Ha IHJICLIKO MECO

CgetiokadsiBa ¢ kadsiBu 1eTHa, KpbIjia U U3IIbKHAIA OBKYCeHa TabseTka 3a qpBueHe 15 mm ¢
JeNTUTeNTHA JINHUSI BB JOpMaTa Ha KPBCT OT €HATa CTPaHa.

TabneTkuTe MoTaT 1a ce pa3fensir Ha 2 wiu 4 paBHH 4acTH.

3. KJIMHUYHA UH®OPMAIUSL

3.1 BwunaoBe :KUBOTHH, 32 KOUTO e npeaHa3Hauen BJIII

Kyuera.

3.2 Tloka3aHus 3a ynoTpeda 3a BceKH BHU/I KUBOTHH, 32 KOWTO € MpeIHA3HAYEeH MPOAYKTHT

3a jeyeHne Ha XUNO(U3HO-3aBUCUM U HaZOBOPEUHO-3aBUCUM XHUIIEPAPEHOKOPTHINZHM (O0JIECT U
curapom Ha Kymunr).

3.3 IlporuBomokazanus

Jla He ce M3MoII3Ba NP )KUBOTHH, CTPAJIAIIN OT ITbPBUYHO YepHOAPOOHO 3a0o0isiBaHe W/Win ObOpeyHa
HEJIOCTaThYHOCT.

Ja He ce U3MoII3Ba NpY CBPBbXUYBCTBUTEIIHOCT KbM aKTHBHOTO BELIECTBO MIIM KbM HKOE(H) OT
MTOMOIITHUTE BEIECTBA.

Jla He ce M3IMoJI3Ba MpU Ky4eTa ¢ Terio moxa S Kg.

3.4 ChneuuajiHu mpeaynpes;KaeHus
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IlocTaBsHEeTO Ha TOYHA JAWarHo3a 3a XUurnepaapCHOKOPTULIU3BM € OT CbIICCTBCHO 3HAUCHUC.

KOFaTO HAMa BHO M3pa3CH OTTOBOP Ha JICUCHUCTO, JUarHo3aTa Tpﬂ6Ba aa 6’5}.‘[6 IMpCOLICHCHA. MO)KC
J1a CEC HAJIOXKAT IMOBULICHUA HA J03aTa.

Berepunapuute nexapu TpsOBa 1a ca 3a03HATH, Y€ Ky4deTara ¢ XUIepaapeHOKOPTHIIN3HM ca
H3JI0KCHHU HaA IIOBUIICH PUCK OT ITIAaHKPECATHUT. Tosu PHUCK MOXKE Oa HE HaMaJICE CJIE JICYCHUEC C
trilostane.

3.5 CnenmajHu npeqnazHu MepKH MpH ynorpeoda

CrnenmanHy npeanasHu Mepku 3a 6e3omnacHa ynorpeda npu BUAOBETE KUBOTHHU, 3a KOUTO €
npenHazHaded BJIIT:

Tpii KaTo MOBEUETO CIyYan Ha XUIEPAAPECHOKOPTHLIUIBM C€ JTUATHOCTULIUPAT MPH KydeTa Ha Bb3pacT
Mexay 10-15 ronuHu, 4ecTo MPUCHCTBAT U APYTH NATONOTWYHU npouecH. OcobeHo BaxKHO € OOJTHHUTE
JKHUBOTHH JIa C€ TIPOBEPSBAT 32 ITbPBUYHO YEPHOAPOOHO 32001 IBaHe U ObOpedHa HEAOCTATHYHOCT, T
KaTO BETEPUHAPHHUSAT JICKAPCTBEH IPOLYKT € MPOTHUBOIIOKA3aH B TE€3U CIIy4aH.

Tps0Ba na ce M3BBHPIIBA MOCIEABAIIO BHUMATEIHO MpOoCcieIsiBaHe Mo BpeMe Ha JieueHneTo. OcobeHo
BHUMaHHUe Tpsi0Ba 1a ce 00bpHE Ha YePHOAPOOHHUTE SH3UMHU, EIEKTPOJINTHTE, YpesiTa U KpeaTHHUHA.
Hanuunero Ha 3axapeH auadeT 3aeIHO C XUIEPaApEeHOKOPTHLU3BM U3HUCKBA CTICHU(PUIHO
npocliesBane. AKO Ky4eTo € JIeKyBaHO Ipe/id TOBa C MUTOTaH, Han0b0peuHaTa My QyHKIHS 1e Obae
Hamanena. OMUTHT B Ta3W 00JacT Mpearoara, 4e Mex/y CIIMPaHeTO Ha MUTOTaH U BbBEKIAHETO Ha
trilostane TpssOBa 1a ©Ma MHTEPBAJ OT Hail-MaJKo eauH Mecell. [IpemopbryuBa ce BHUMATEITHO
npocieAsBaHe Ha HanObOpeyHaTa GyHKIMs, ThI KaTo KydeTaTa MOXe Jja Ca M0-UYyBCTBUTEIHU KbM
edextuTe Ha trilostane.

BerepuHapHUAT JIeKapCcTBEH MPOAYKT TPsIOBa J1a C€ M3II0JI3BA U3KIIIOUNTETHO BHUMATETHO IIPH Ky4eTa
C Beye ChILECTBYBAIA AaHEMHUS, ThI KaTO MOKE J1a BB3HUKHE JIOMBJIHUTEIHO TIOHMKEHUE HA HUBATa Ha
MaKeTHPaHUs KIeThUeH 00eM (XeMaToKpHT) U xeMorinoouna. KyderaTa TpsioBa na ce npociieasBat
Mpe3 peIOBHM HHTEPBANIH 32 IBPBUYHO YepHOAPOOHO 3a00isiBaHe, ObOpEUHO 3a00NABaHe H 32
3axapeH Auader.

Tabnerkute ca oBKyceHH. 3a J1a ce U30erHe CllyyaifHO MOTIIbIIaHe, ChbXpaHsIBaiTe TaOJETKUTE Ha
HEOOCTBHIIHU 3a )KMBOTHHU MECTaA.

CroenuanHy npeAna3Hy MEPKH 3a JIMIara, Ipujaraly BeTepuHapHUs JCKapCTBEH NPOAYKT Ha
XKHUBOTHHTE:

Trilostane Mo)ke 1a HAMaIM CHHTE3a Ha TECTOCTEPOH M UMa aHTUIIPOTECTEPOHOBU CBOMCTBA. JKeHH,
KOHUTO ca OpeMEHHM WJIM Bb3HaMepsBaT Ja 3a0peMeHesT, TpsiOBa J1a u30sAreat 1a paboTar ¢
BETEpUHAPHUS JIEKAPCTBEH MPOAYKT.

WzmuBaiite ppiiere cu cien yrnorpebda. Xopa ¢ yCTaHOBEHA CBPbXUyBCTBUTEITHOCT KbM trilostane uiu
KbM HAKOE(H) OT MOMOIITHHUTE BEIIecTBa TPsOBa j1a M30ATBaT KOHTAKT C BETCPHUHAPHUS JICKAPCTBEH
MPOAYKT.

3a 1a ce u3berHe JOCTHII Ha Aenia 10 TablIeTKUTe, U3MOJI3BaHNTE OJIMCTEPHU OMIAKOBKH TPsIOBa 1a ce
ChbXpaHSIBAT B OPUTHHATIHATA KAPTOHEHA OMAKOBKA Ha HEJIOCTBITHY 32 Jiela MecTa.

IIpu ciyuaiiHo noribinase, He3a0aBHO /1A Ce MOTHPCH MEIMIIMHCKU ChBET, KaTO Ha JIeKaps ce
MPENOCTaBH JINCTOBKATA WM €THKETa Ha MpoaykTa. CIy4aiiHOTO MOTIbIAHE MOXE Aa MPUIUHU
He6HaFOHpI/IHTHI/I e(l)eKTI/I, BKIIIOYHUTCIHO MMOBPBHUIAHE U TUAPUS.

CrienMa Hy peAna3Hu MEpKH 3a 3allliTa Ha OKOJHATA cpefia:

He e npunoxumo.
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3.6 He0aaronpusiTHu peakuuu

Kyuera:
Heuecru Jleraprus®®, anopexcus®®, nospbiane’, muapus™
(1 mo 10 ma 1 000 TpeTupanu
JKHBOTHH):
Penxu XUNoaipeHOKOPTHLIU3BM", XUTIEpCaIMBaLHA', IOLyBaHE HA
(1 mo 10 1Ha 10 000 TpeTupanu Kopema', aTakcHs', MyCKyJIeH TpeMop', HapylLIeHHUs Ha
JKHBOTHH): KoKara’, 6b0peYHa HeJOCTATBLYHOCTY, apTpHUT?, c1abocT®
MHoro penku Han0n0peuna Hekpo3a®, BHe3aTHa CMBPT
(mo-manko ot 1 Ha 10 000 TpeTupanu
YKUBOTHH, BKITFOUUTEITHO U30JIMPaHU
CBHOOIICHN):

BBP3aHU C ATPOTCHEH XUTIOAAPEKOPTHITUCHM, 0COOCHO IPH HEJJOCTATHYHO J00OPO Tpoce/iiBaHe

(BmkTe Touka 3.9); 00MKHOBEHO ca 0OpaTUMH B PaMKUTE Ha IPOMEHIIUB MIEPUOT CIIE]T

MpeKpaTsIBaHe Ha JICYCHUETO.

HaOII0/TaBaHM MPH Ky4eTa, JIEKyBaHU c trilostane, mpwu nrica Ha JaHHA 32

XHII0aPEHOKOPTUIIH3HM.

BKJIFOUUTENIHO OCcTpa AMCOHOBA Kpu3a (Koaric) (BikTe Touka 3.10).

JICKU

A MOJKe JIa ce IeMacKHpar OT JICYEHUETO C TIPOIyKTa TIOpaJu HamMmassiBaHE Ha HUBATa Ha
CHJIOTEHHUTE KOPTUKOCTEPOUIH.

°  MOXe Jia IOBEJE A0 XUTOAAPCHOKOPTHIIU3IBM

CUHIPOMBT Ha OTHEMaHE Ha KOPTHUKOCTEPOUIN HITH XUIMOKOPTH30JIEMUSITA TPSAOBA J1a ce

pasrpaHn4aBat OT XUIIOAIPEHOKOPTUIM3MA Ype3 OL[EHKA HA CEPYMHHUTE EIEKTPOIIUTH.

CroOIaBaHeTo Ha HEONMArOPHUATHY PEAKIUU € BaKHO. ToBa MO3BOJISBA HEMPEKHCHAT MOHUTOPHHT Ha

0e30MMacHOCTTa Ha BeTEpUHAPHUS JICKapCTBEH MPOoayKT. ChoOIICHHUATA TPAOBa J1a Ce M3MpaIliar, 3a

MpearnovrTaHe Ype3 BeTepUHAPEH JeKap, WK Ha IPUTEkKaTeN sl Ha pa3pelIeHUeTo 3a THPTOBHS WK Ha

MCCTHHUA MY NPCACTABUTEII, NJIM HA HAIVMOHAJIHUA KOMIICTCHTCH Oprad 4Ype3 HallMOHAJIHaTa CUCTEMaA 3a

cboOIIaBaHe. 3a ChOTBETHUTE JaHHH 33 BPh3Ka BUKTE JIUCTOBKATA.

3.7 ¥Ymnorpeb6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUSA WIH siiilleHOCeHe

bpeMeHHoOCT U JIaKTaIUs:
Jla He ce n3mo3Ba Mpu OPEMEHHH )KEHCKH Ky4eTa WM 110 BpeMe Ha JIAKTaIusl.

3ana01IeMOCT:
Jla He ce M3M0I3Ba NPHY )KUBOTHH 32 Pa3ILIO/,.

3.8 BzammopaeiicTBHE C APYTH BeTePHHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru ¢opmu Ha
B3auMojeiicTBHe
BB3MoskHOCTTa 32 B3aMMOAEHCTBHUS C PYTH JICKApPCTBEHU MPOJAYKTH HE € CIeIManHo npoydeHa. Karo
ce Ma MpeBUJI, Y€ MMa TCHACHIHUS XUIIEPaIPEHOKOPTUIIU3MBT J1a B3HUKBA [IPU T0-BH3PACTHU
Ky4eTa, MHOTO OT TSIX IIe TI0JTy4aBaT eJHOBPEMEHHO U IPYTH JiekapcTBa. [Ipu KITMHUYHY TPOyYBaHUS
HE ca HaOJII0JaBaH! B3aUMO/ICHCTBHS.
PuckbT 0T pa3BuTHE Ha XUNEpKaTueMus TpsOBa Aa ce MMa MpeaBH IpH ynoTpeda Ha trilostane
3a€JIHO C KaIHH-ChXpaHsBally ANYPETHIIU WA MHXUOUTOPY Ha aHTMOTEH3MH KOHBEPTUPALIHS EH3UM
(ACE). EnnoBpemenHara ynorpeba Ha TakuBa JIKapcTBa TpsAOBa Ja ObJe 00eKT Ha IpeLeHKa
0J13a/PUCK OT OTTOBOPHUS BETEpUHAPEH JIeKap, Thil KaTO MMa ChOOIIEHHUS 3a HACThIIBAHE HA CMBPT
(BKJIFOUMTEIHO BHE3aITHA CMBPT) MPH KydeTa, KoraTo ca JISKyBaH! eTHOBpeMeHHoO c trilostane u ACE
HHXUOUTOP.

3.9 HauwH Ha NPUWIOKEHHE H J03UPOBKA

3a mepopaTHo MPHUIIOKEHHUE.

Hauannata n03a npu neuenue e npubnusutento 2 mg/kg.

[Ipunaraiite BeAHBX THEBHO, C XpaHa.

3a rapanTupaHe Ha MPaBHUJIHA JO3UPOBKA TeJIecHaTa Maca TpsOBa Jia ce ONpe/elld Bh3MOXKHO Haii-
TOYHO.
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Tutpupaiite no3ara criopea UHIUBUILYaTHHUS OTTOBOP, ONIPEEIiCH Ype3 npocieasiBaHe (BIKTE MO-
noiry). [Ipu HeoOXOIUMOCT OT yBeJIMUaBaHEe Ha J03aTa U3MOJI3BANTe Ta0IeTKa C TTOIXO A
KOHIIEHTPALMsI M ChOTBETHA YacT OT TalJeTKaTa, 3a J1a yBeJInyaBaTe OaBHO J103aTa, pujlaraHa
BeAHBX AHEBHO. [1Inpoka ramMa KOHIEHTPAMK Ha JETUMH TaOJIeTKH MO3BOJISIBA ONTUMAITHO J03UpaHe
pu oTAETHOTO Ky4ue. [Ipmnaraiite Hali-HUCKaTa 1033, HEOOX0AMMA 32 KOHTPOJ Ha KIMHHIHUTE
MIPU3HALIH.
B kpaiifna cMeTKa, ak0O CHMIITOMUTE HE ca I0CTaThYHO J0OPE KOHTPOIUPAHH 32 IsUT IIEPHOJ OT
24 gaca Mex 1y 103uTe, OOMHCIIeTe yBeNnJaBaHe Ha o0maTa JHeBHa 103a ¢ 10 50 % u pasgensHero i
MIOPaBHO MEXIy CYTPELIHU U BEUEPHU A03U.
[Tpu ManbK Opoil KUBOTHHM MOXKE Ja Ce HAIOXKAT JJO3M, 3HAYMTENHO HaaBuiIaBanm 10 mg Ha kg
TenecHa Maca Ha JieH. B Te3u cutyauun TpsaOBa 1a ce U3BBPILHU MOAXOASIIO AOITBIHUTEITHO
IIpOCIIeIsIBaHe.
Moxe Ja ce HaloXK1 KOpUTHpaHe Ha Jjo3aTa IPH NPEeMHHABaHe Ha Ky4eTo oT Vetoryl TBBpau Karcyiu
Ha Vetoryl TabneTku 3a IbBUCHE, MM 00paTHO, THil KaTo HE MOXKe /1a Ob/ie rapaHTHpaHa CTPUKTHA
B3aMMO3aMEHIEMOCT MEXKIY [1BaTa MIPOAYKTa OHEKE HAKOU KydeTa MOXKE J1a CE TIOBIIUSAT 110
pa3nuYeH HaYMH OT IPOMSHATa B JIEKapcTBeHaTa (hopma.
IIpocnensiBane:
Tps0Ba na ce B3eMaT npodu 3a OMOXUMUS (BKIFOYUTEIHO EIEKTPOJINTH) B TECT 32 CTUMYJIALUs Ha
aapeHokoptuxoTpornHus xopMoH (ACTH) mpenu nevyenne ciie mbpBOHAYaIHATA AHATHO34, CIIE]] TOBA
Ha 10-tus aeH, 4-tara cenmuiia, 12-tata ceMHUIIA M BIIOCJIEACTBHE HA BCEKH 3 Mecella - 3a
MpociesBaHe Mpe3 pelOBHU MHTEPBAJIH, CJIe] BCAKO KOPUTHpaHe Ha J103aTa WM [P IPpeMUHaBaHe
ot Vetoryl TBepau Karnicynu Ha Vetoryl TabmeTku 3a gpBYeHe, wim o0patHo. HanoxurenHo e
tectoBete 3a ctumynanus Ha ACTH ga ce uzpspmBat 4-6 waca ciieq mpuiarane Ha 103aTa, 3a Jia ce
Jajie Bb3MOXKHOCT 332 TOYHA MHTEPIIpEeTalys Ha pe3yaraTure. Jlo3upaHeTo CyTpHUH € 3a MpellovuTaHe,
THH KaTo TOBA ILE 1a/i€ Bb3MOXKHOCT Ha Bamms BerepuHapeH Jiekap Aa IpaBu U3CICIBAaHUA 32
npocneasBane 4-6 yaca ciies NpUIIOKEHHETO Ha Jo3aTta. TpsOBa Ja ce mpaBu ChIIO U PEJOBHA OLICHKA
Ha KIIMHUYHUSA IPOrpeC Ha 3a6OH)1BaHCTO BBB BCAKaA OT TOPHUTC BPEMEBU TOYKHU.
[Ipu nunca Ha cTUMyNalUs CIIOPE]] pe3yaTaTuTe oT TecTa 3a ctumyianus Ha ACTH no Bpeme Ha
MIPOCIIEASIBAHETO, JICUYCHUETO TPsiOBa 1a ce cpe 3a 7 JHU U cJiell TOBa [a Ce 3all04YHE OTHOBO C I10-
Hucka no3a. [ToBropere Tecra 3a crumynamus Ha ACTH cnen ome 14 qau. AKo pe3yiaTaThT Bee OIlle
[MOKa3Ba JIMICca Ha CTUMYJIAIHS, CIIPETe JICYEHUETO, JOKATO KIMHUYHUTE MPU3HAI Ha
XHUIEepaApEeHOKOPTUIIN3HM HE ce TosABAT OTHOBO. [loBTOpeTe Tecta 3a ctumymnarus Ha ACTH enun
Mecell Cliel TOBTOPHOTO 3aIl04BaHE HA JICUCHHE.
3a rapaHTUpaHe Ha MpaBHIIHA T03UPOBKA TaOJETKUTE MOTAT J1a Ce pa3zessaT Ha 2 Uil 4 paBHU 4acTH.
[locraBere TabneTkaTa BbpXy paBHa HOBBPXHOCT, ChC CTPaHaTa C JIeJINTeNIHA JIMHUS 00bpHATA Harope,
a M3IIbKHAIaTa (3a00J1eHa) cTpaHa - KbM MOBBPXHOCTTA.

™
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2 eTHAKBHW YaCTH: HATUCHETE HAJOJY C MaJIKUTE CH BbPXY JIBETE CTPAHM Ha Ta0JeTKaTa.
4 emHAKBY YacTH: HATHCHETE C MaJIela CH B cpejiaTa Ha TabJeTkara.

[T

3.10 Cumnromu Ha mpeqo3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA lelicTBHE NPH
CHELIHHU CIy4Yan ¥ AaHTHI0TH)

[Ipeno3upanero MoXKe Aa TOBEE 10 MPU3HAIN Ha XUTIOAIPECHOKOPTUIIN3EM (JIETapTHsl, aHOPEKCHS,
MIOBPBINAaHe, AUAPHUS, ChPIACIHO-CHIOBH MMPU3HAIHN, Kojarc). HaMa cMBpTHH ciiydau ciien XpOHUIHO
MpuIIoKeHue mpu 1o3a 32 mg/kg, mpunarana Ha 3paBHu Ky4deTa, HO MOXE JIa CE 09aKBaT CMbPTHHU
CJIy4yau IpU MpUIaraHe Ha Mo-BUCOKHU JO3U Ha KydeTa C XUMEePaAPEHOKOPTULIUIBM.
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Hsama cnenmduuen anTuaoT 3a trilostane. Jleuenunero TpsaOBa na Objie IPEKPATEHO U MOXKE J1a ©
MoKa3aHa Mo IbprKallla Teparnusi, BKIFOYUTEITHO KOPTUKOCTEPOU I, KOPEKITHSI Ha €JICKTPOITHTHHSI
mucOananc U QUIyHIHA Tepanusl B 3aBUCHMOCT OT KIIMHUYHUTE TIPU3HAIY.

B ciyyau Ha ocTpo npefo3upaHe UHAYIUPAHETO HA TOBPBIAHE, OCICABAHO OT MPUIOKECHUE HA
aKTHBCH BBIVICH, MOXE JIa € OT T0JI3a.

Bcesika sTporeHHa aJijpeHOKOPTHKAIHA HEAOCTATHYHOCT OOMKHOBEHO CE BB3BPHIIA OBP30 Clie
MPEKpaTsSBaHE Ha JICUCHUETO. BBIpekn TOBa Mpy MAIBK MPOIEHT OT KydeTara epeKThTe MoXKe Jia ca
o-ipoAbInKUTEHA. Cliel] €MTHOCEAMUYHO IPEeKpaTsIBaHe Ha JICICHUETO C trilostane jJedeHneTo TpssOBa
Jla ce Bb30OHOBH NPU HaMalleHa J103a.

3.11 CneumnajiHu orpaHu4eHus 32 yNoTpeda U CieHATHH YCJIOBHS 32 YNIOTpPeda, BKJIAIYUTETHO
OrpaHUYEHHUS 32 YIIOTPedaTa Ha AHTUMMKPOOHHU ¥ IPOTHBONAPA3MTHU BeTePUHAPHH
JIeKapCTBeHH! NMPOAYKTH, C e 1a ce OTPAHMYH PUCKBT OT Pa3BUTHE HA Pe3NCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

He e mpunoxxumo.

4, OAPMAKOJIO'MYHA UHOOPMALIUA

4.1 BerepuHapeH JekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code):
QHO02CAO01

4.2 @apmakoamHAMHMKA

Trilostane cenekTHBHO M 00paTUMO MHXHOUpPaA eH3UMHATa chucTemMa 3 0eTa XUAPOKCUCTEPOUT
n30Mepasa, KaTo 10 TO3M HA4KH OJOKHpa NPOU3BOACTBOTO Ha KOPTU30JI, KOPTUKOCTEPOH U
aJJI0OCTEPOH.

Koraro ce uznosnssa 3a nedeHue Ha XUIEPaIpeHOKOPTUIIU3BM, TOM HaMalIsgBa IPOU3BOACTBOTO Ha
[TIIOKOKOPTUKOUIHU 1 MUHEPAJIOKOPTHUKOUAHU CTEPOHIHN B KopaTa Ha HanObOpeyHara xiie3a. [1o To3u
HA4MH c€ HaMaJIBaT UMPKYIMPALIUTE KOHIEHTPALUH Ha Te3U crepounu. Trilostane chino Taka
anTaronmn3upa aktuBHocTTa HAa ACTH. Toii HAMa npsik eeKT HUTO BbPXY IICHTpaJIHATa HEPBHA
cucTeMa, HUTO BbPXY ChPIEYHO-CHJI0BATA CUCTEMA.

4.3 dapmMakoKHHETHKA

dapMaKkOKMHETHYHUTE JaHHH MTPH KydeTa IoKa3BaT rojisiMa HHTEPHHIUBUAyaTHA BapuadmiHocT. [pu
MPOYYBAHU MPU HAXpaHEHH KydeTa OT Mopojara OUre, ciiell IPUIIOKEHHE Ha e/IHa TBhpJia KarcyJia
Vetoryl 60 mg cpennata Cmax e 2 820 ng/ml (muamazon 300 g0 9 340 ng/ml), cpennara AUC e 169
(mmnamazon 79 no 630 Mukporpama-MuHyTa/ml), a XapMOHHYHUST CpeJIeH TOJIYKHUBOT € 2,8 Jaca
(mmnamnazon 1,2 o 8,7 yaca); ciies MpUIIOKEeHUE HA eHa TableTKa 3a 1bBUYeHe Vetoryl 60 mg,
cpeanara Cmax e 6 360 ng/ml (quanazon 962 no 8 300 ng/ml), cpennata AUC e

218 mukporpama-MuHyTa/ml (quana3on 84 no 666 Mukporpama MuHyTa/ml), a XapMOHUYHUST CPEICH
TIOJTY>KUBOT € 2,5 vaca (auamasoH 1,1 mo 17,3 gaca).

OOukHOBeHO trilostane ce oTcTpaHsiBa OBP30 OT IJIa3MaTa, KATO MAaKCUMAJIHU TUIa3MEHU
KOHIIEHTpauu ce gocturat Mexxay 0,5 1o 2,5 yaca u ce BpbIIAT MOYTH J0 U3XOTHO HUBO LIECT JI0
JIBaHAJIeCET yaca cyie/ npuiokennero. OCHOBHUAT akTHBEH MeTaboauT Ha trilostane - Ketotrilostane,
ciensa nojooeH mozaen. OCBeH TOBa HsAMa JIOKA3aTeNICTBA, e trilostane Wiiv HEroBUTe METa0OIUTH Ce
HaTpymBaT ¢ BpeMeTo. [IpoyduBaHe 3a OMOHATMYHOCT MPH MEPOPAITHO MPUIIOKEHHUE TIPU KydeTa
MoKa3Ba, e trilostane ce abcopOupa 1Mo-eKCTeH3UBHO, KOTaTo Ce Mpriiara ¢ XpaHa.

5. DOAPMAIEBTUYHUN JTAHHUAU

5.1 OcHOBHHM HECHBBMECTHMOCTH
He e npuioxxumo.
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5.2 Cpok Ha rogHocT
Cpoxk Ha rOZIHOCT Ha KpalHUsS BeTepHHAPEH JEKapCTBEH MPOAYKT: 3 TOANHH.

5.3 CnenmajiHu yc/10BHs 3a ChbXpaHeHHe

Yactu ot TabnerkaTta TpsaOBa a ce ChbXpaHABaT B OPUTHHAIHUS OJIMCTEp U BHHIIHATA KAPTOHEHA
OTIAKOBKA M JIa CE U3IMO3BAT MPHU CIIEABANIOTO MPUIIOKCHHE.

Ja He ce cpxpansBa npu Temmeparypa Haxg 30 °C.

54 Buau cbCTaB HA TBPBUYHATA OMAKOBKA

Brucrep ot anymunmii — nonuamua/anymMmunuit/PVC.
Bceku 6aucrep cpabpka 10 Tabnerku. Kapronena kytus ¢ 1, 3, 5, 6 unu 10 Grucrepa.
He Bcuuku pasmepn Ha omakoBKaTa MOraT Aia ObJaT npeajaraHy Ha masapa.

5.5 CrhenuajaHu MepKH 32 YHHIIOKABAHE HA HEM3MOJ3BAHN MPOIYKTH HJIH OCTATHIM OT TAX
BerepunapHuTte jgekapCcTBEHH MPOIYKTH HE TPAOBa J1a ObAAT U3XBBPIISHU Ype3 OTIIATHU BOIU UITH
OUTOBH OTIIAIBIIH.

W3znon3Baiite mporpamu 3a BpbIllaHe IPU YHUIIIO)KABAHETO Ha HEU3IOJI3BaHU BETCPUHAPHU
JIEKApCTBEHU TPOJYKTH WIIM OCTATBIU OT TAX B CHOTBETCTBHE C M3UCKBAHUSTA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUUKH HAITMOHATHU CUCTEMHU 3a ChOUpaHEe, IPUIIOKUMHU 332 ChbOTBETHHSI
BETEPUHAPCH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITIPUTEXATEJISA HA PASPELLIEHUE 3A THhbPI'OBUSL

Dechra Regulatory B.V.

7. HOMEP HA PABPEHIEHUETO 3A ThbPI'OBUSL

Ne 0022-3310

8. JATA HA IbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS
Jlata Ha TBPBOTO HM3/[aBaHe Ha pa3pelieHueTo 3a Thprous: 25/06/2025.

9. JATA HA NIOCJIEAHATA PEJAKLIUS HA KPATKATA XAPAKTEPUCTHUKA HA
MHNPOAYKTA

10. KJIIACU®UKALIUSA HA BETEPUHAPHUTE JJEKAPCTBEHHU NPOAYKTH
Jla ce oTIrycka caMo 10 JIEKapCcKO MpeIIUCaHHE.

[MonpoOHa nH(MOpMans 3a TO3U BETEPUHAPEH JIEKApCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nanauu Ha Cero3a otHocHO npoavkrute (https://medicines.health.europa.eu/veterinary
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