KPATKA XAPAKTEPUCTHKA HA IIPOXAYKTA

1. UME HA JIEKAPCTBEHHS IIPOJYKT MANLNHUTENHA ATEHUIAS NO NEKAPCTBATA

SpUCMILKE Ha NPOGYKha - npmmmm 1
TOPCHUT SR 10 mg 1a0ReTKH ¢ yIBDEEHO ocnoﬁomana&ﬂg pamia xapam YOLLO QJ‘L@
TORSIT SR 10 mg prolonged-release tablets Kom Pog. Ne ......

R 6/F217 124 'zn’*ou’

Paspauwenue Ne
2. KAYECTBEH H KOJIHYECTBEH ChCTAB | Opofipenus M ] 3,‘ “5,. m

Enna tabnerxka TOPCUT SR 10 mg cpanpxa 10 mg Topasemun (torasemide).
[Tomoumuu semeeTsa: Besxa Tabnerka ot 10 mg chappka NAKTO3a MOHOXMAPAT.
3a TRIHAA CIIHCHK HA HOMOIMIHKTE BEIMECTBA BIOKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnetka ¢ yasmmkeHo 0cBo6oXIaBane.

benn, 1o mouty Genu, KpBImH, ABOKHEOC MANBKHATH TAONCTKH.

4, KJIHHHYHU JAHHHA

4.1 TepanesTH NN NOKA3aHAS

Jleuenue Ha OTOK, TBIDKALY CE HA 3aCTOHHEA CHPACIHA HENOCTATHIHOCT WITH NpUTWHER oT 0u0pedano
HIY 9epHOApOOHO 3afonaBane,

4.2 JIo3HpOBKA B HAYAH HA NPHIOKEHHAS

1103EQOBK8
OT1oK, IBIDKAIN ¢ HA 3ACTONHA ChPACYHA HEIOCTATBYHOCT

OcBeH axo He € DOCOUEHO Hemo APYTo, IeweHHE ¢ TopaeMH] 10 mg BegHBXK AHEBHO € noxaaaﬂo,
cly4ai, 9e e HeoOX0qUMa 1033 TOpaseMu, IO-BHCOKZ OT 5 mg JHEBHO. :

B 3aBHCHMOCT OT TEXECTTa Ha KIHHAYHATA KAPTHHA H CTENICHTA Ha TePaNcBTHYHHA OTTOBOP J1034Ta
MOXe Jia ce yBenHqH M o 20 mg TopaszeMu AHEBHO. B OTASIHE CITyqaH e npuiaras u 40 mg
TOpa3eMHJ] JHEBHO.

OroK, ThIDKANL ce Ha YEPHOAPOOHA INPO3a
Obuuaiinara NbpBOHAYANHA 034 € 10 mg TopazeMua AHeRHO. B 3aBHCHMOCT OT OTI'OBOpa H

TEKECTTA Ha 3a60/IIBaHETO JO3aTa MOXE 1A c¢ yBeImdH H o 40 mg TopaseMul BeAHBAK JHEBHO.

OTok, rpmkar ce 60peIHA HEIOCTATEIHOCT _
ObudaltgaTa MEpBOHAYaTHA 032 € 20 mg TopaseMus JHEBHO. B 3aBHCUMOCT OT O’FI‘OBOEG. "
TEXECTTa Ha 3a00)IBaHETO 103aTa MOXE Ja C€ YBEnHYH H Jio 40 mg TopaseMEZBCHH Q8
Heouampuuna nonyrayus ' {



BezonacHocTTa u e(pHKACHOCTTA Ha TOpa3eME/ ITPH Jella Ha Bh3pAacT A0 12 roJMHM He € YCTAHOBEHa,
Hopad TOBA, H3NMOIIBAHETO MY HE Ce IpeliophuBa B Ta3H BE3pacToRa rpyma.

Hayuenmu 6 cmapuecka ev3pacm
ITpu nanMenTH B cTapuecKa BE3pacT He ¢¢ Hajara [IpOMAHA B NIPENophIaHaTa A03a.

Hauwu #a npunoxenue

Tabnerxute TpsibBa 1a ce mpueMaT 1enH, Ge3 Za ¢e YYIAT WK JHBYAT C AOCTATHYHO KOJIHIECTRO
BoAa. buonoraynara akTHRHOCT Ha Topa3eMH]] He 3aBHUCH OT IPHEMA Ha XpaHa.

4.3 lporHBONOKA3AHHS

Topasemun He Tpa0Ba fa ce MpUIara nps:

- CBPBXYYBCTBUTEIHOCT KBM TOpaseMuJ, CYNpasmrypeiiHy NpenapaTd KM KbM HAKOE OT
TIOMOIIHMTE BeMmecTBa, H36poeHN B T. 6.1;

- aHypuA nipu OBOpedHa HENOCTATEYHOCT;

- XUINOTOHHS,

- XHIOBOJIEMHS,;

- XHIIOKATHEMHES, XUTIOHATPHEMHS;

- qepHOAPOOHA KOMa HIIH IPEKOMa;

- 3HAYHTENHH 3aTPYAHEHHS NIPH YPHHAPAHETO (HAIpHMep IIPH XHIICpILIasHg Ha npocTaTaTa),

- OPEMEHHOCT H KEpMEHE.

Tsit xaTo JMICBa JOCTAaTHIHO KIHHWYEH OIIMT, TOpajeMH] He TpAOBa Ja ce Npunara B CIydalf Ha

nozjarpa, apHTMAEH (CHHO-aTPHANEH OIOK, aTpHo-BeHTpHKYAapen 610k [ umd II crener), mpu

€THOBPEMEHHO JIedeHHE ¢ AaMMHOTITHKO3MAH, LedanocIOpHHN WIH PN HapyllcHHe Ha On6pegnara

($YHKLHA TPHIHHEHA OT HePOTOKCHYHH BEIICCTBRA. '

4.4 Crien@anne TpeXyNpeKIeHAs B NPpeAna3H MEPKE Npn ynorpeba

Tlo Bpeme Ha JIeYeHHETO ¢ TOpa3eMU] TpaOBa peaOBHO Ja ce NpociesaBa eNCKTPONIATHHA bamatc,
ocobeHO CTOHHOCTHTE Ha KA, TI0K03aTa, THKOYHATA KUCE/IHHE, KPCATHHHHE, INITHIHTE B KPHBTA
1 Opos Ha KPbBHUTE KineTky. [lanwenTuTe TpsaOBa Aa ce mpocieasbar 3a obemen AehuuT v aa ce
CIIeZIH XeMaTOKpHTa, 0cOOEHO B HAYANOTO Ha JISUEHHETO H IPH NAIHEHTH B CTapdecka Bh3pacT.

IIpu nanAeHTH ¢ 9epHOAPoGHa MHPO3a H aCIHT CE IPENOPBLYBA (HYPETHYHOTO JEYEHHE C BCAKO
JIEKapCTBO Aa 3armoysa B 60MHHIA, TBEpAE 65p30TO NOBHINABAHE HA ZHYPE34Ta [IPH TAKHBA NAITHCHTH
MOZKE 213 TIPEAM3BHKA TEXKN eIEKTPOJMTHE HAapymeHHs H XeNaTallHa KoMa MPENopBYBa ¢
€THOBPEMEHHO JIeYCHHE ¢ aHTarOHHCTH Ha AlTA0CTEPOHA HITH ¢ KAIHE-CHXpaHIBalIN JUYPETHIH.
TOPCHT SR cpanpxa naxkrosa. [TanqaeHTd ¢ peaKs BpOReHH NpodaeMH KaTo rajakro3Ha
HENOHOCHMOCT, Lapp lakrasen AeduiuT WM rimoKo30-ranakTo3Ha Manabcopbnus He Tpabba na
IIppeMaT TO3H JICKaApCTBCH NPOAYKT.

4.5 B3anmozaeiicTBHe ¢ JPYra JeKAPCTBEHH NPOAYKTH 4 APYTH GopMA Ha B3aHMOAelicTEHE,

Korarto Topazemuz ce nprara eJHOBpeMEHHO ¢ IPYTH JieKapcTea Tpa6Ba na
ClIeTHHUTE B3aHMONeHCTBHA !
AHTHXHIICPTEHIUBHA TEpaNus




AIUTHEEH ed)em" MOKE Ma HaCTBIIH, KOTaTO TOpa3eMH C& H3NOI3BA CAHOBPEMCHHO C APYI'H
AHTHXHOCPTCH3IABHH CpEACTRA.

ACE mnxubutopn
IlocnemBaino nedeHAe WK 3aH0YBaHe Ha e[HOBpeMeHHO JieyeHre ¢ ACE HEXHOHTOPH MoXe Ja

HOBEAC A0 NIPEXOMEPHO MMOHHKABAHEe Ha KPRBHOTO HAIATAHE,

Crpaeyns rmMKo3sHan
YecToTaTa MM TEXECTTA HA HEXEIAHATE PEAKLHH HA CHPACYHATE IITAKO3AAN MOXE 1A C& YBETHIH

IIPH HEAOCTHT Ha Kalui, HHAYIHPAH 0T TOPA3CMHE/,

Munepan- ¥ ITIOKOKOPTHKOCTEPOHIH
EnHoBpeMERHO PAIOKEHHE ¢ TOPa3eMH MOXE Ja 38CHIY KaJIHH W3depnBamusd ¢(hekT Ha MEHEPAT-

H I'IOKOKOPTHKOCTEPOHARTE.

JlakcaTHBHH cpecTBa
EnmmoBpeMeHHO NpHIIOKEHHE ¢ JAKCATHBY MOXKE fa 3aCKIIH MPeAH3BIKAHOTO OT TOPAIEMHIN

HaMa/IMBaHE Ha KaJIHA.

Hecreponnnu THBORB3M elIHH cpencTha (HAIp. HHAOMETAIHH, HOynpoder) u mpoben;
Ilpu eqnoBpeMenHa yriorpeba ¢ TopazeMu eeKTHTE My MOTAT Aa ce HaMaJIAT.

Camununara
[Ipn ennOBpeMeHHO TpUNAraHe HA BHCOKH JO3H CATHMIIHIATH MOXE J1a C& 3aCHIIH TAXHATa -

TOKCHYIHOCT,

AnTnymabeTny nexapcTaa

I[eﬁcmne’r 0 Ha aHTHAHA0CTHHTE JICKapCcTBa MOXKE na CC HaMallH.

AnTrGuoTHINM
Topasemua, ocobeHo BEB BHCOKH J03H MOXE Ja MOTCHHUPA OTOTOKCHIHHTE H HE(DPOTOKCHYHATE

e(exTH HA AMHHOIIIHKO3H(HATE AHTHOHOTHIM B He(POTOKCHUHOCTTA Ha HE(ATOCTIOPHHUTE,

KarexonamMunn
Topazemua Moxe Ba HAMATH OTTOBOPA KBM aAPEHAIMH U HOPAIPCHATHH.

IIpouzBoHY Ha NIATHHATA
TopazeMHa MOXeE 12 YBEIHIH TAXHATA TOKCHYHOCT,

Hepeuo-Myckynnu 6J10KkepH
Topazemu i MoXe J1a 3aCHIIN MEOPENAKCHpAINUs eeKT Ha Kypape-IoNoOHATE mpenapary.

JIaTHit .
Topazemu Moke na HaMaTH eKCKpELATA Ha MUTHE B IO TO3H HAYMH Jia 3aCHIIH edexTa H
HEXENAHUTE Peakiud Ha IATHS.

Teodunun
Topazemun Moxe JJa 3acHim edexTa Ha TEODHIHH.




XonecTHpaMEH
Ipu ennoBpeMenHEa ynoTpeba ¢ X0JIeCTHPAMHH MOXKE A Ce HaMaIH OHOHAIMYHOCTTA Ha TOpa3seMHuL.

4.6 @epTHNRTET, 6peMEHHOCT H KbpMeHE

bpeMennocr
Topasemna He TpAGBa Ja ce Ipuiara 1o BpeMe Ha GPeMEHHOCT, Thil KaTO HAMA JAOCTaTHYHO
KJIHHHYEH ONHT IPH XOpa.

Kspmene
He e u3BecTHO manu TopaseMHA NMpeMuHaBa B MalygHOTO MsaKko. ETo 3amio npHiokeHneTo Ha

TOpa3eMHJ 110 BpeMe Ha KbPMeHe € IPOTHBONOKa3aHo. AKO ce Hanara Jie9eHue ¢ TopaseMuJ 1o
BpEME Ha KEPMEHE, KEPMEHETO TPsOBa fia C& IPEyCTAHOBH.

Geprumnrer
Hsima npexiMHUYHE JAHHY 32 BIHAHHE HA TOPa3eMHA BPXY hepTHRHTETA.

4.7 EjdexTn BbpXy cnocofHocTTa 3a modupane H pabora ¢ MAmMAHA

Topasemun Moxe Aa 3afaBH BpeMeTO 3a peaklus U JIa HapyIlIH ciocofHOCTTa 3a modHpaHe | 32
paboTa ¢ Mammiay. Tosa Moxe a ce CIryus Hali-Bede B HA4aIOTO Ha JEIEHHETO, IPH YBEIHIABAHE
Ha 703aTa MM IIPH BKIIIOUBaHe HAa APYTO JIEKapCcTBO, KAKTO U NP ynorpebaTa Ha ATKOXOI.

4.8 Hexenanu peaxnun

Hewenannre peaxiuy ca w3bpoesn csriacHo MedDRA — no cucTemo-oprasam xiacose H 10
yecroTa. Kareropuure yecroTn ce onpenensT ChrIIacHO CICAHATE KPUTEPHH:

Mpmuoro uectu — noBede oT 1 Ha 10 sexkyBanH nmamHeHTH;

Yectn — mo-pagxo ot 1 a 10, Ho noBege or 1 Ha 100 nexyraHy NANHEHTH;

Heuectn — mo-paako ot 1 Ha 100, Ho noeede ot 1 ma 1000 nexyBanu nalHeHTH;

Penxu — no-psaaxo ot 1 ga 1000, Ho noseye ot 1 Ha 10000 nexyBaHu nanueHTH;

Mnoro peaxu — no-paaxo ot | va 10000 nexypaHy naneHTH, BKMOYHTENHO H30MHPAHH CITydaH.

Hapyinenns sa MerabonHaMa o XpaHeHeTo
YecTH: BnomaBaHe Ha MeTabomuTHA ankanosa. MyckylHH Kpamme (ocobeHO B HAaYAloOTO Ha

NCYEHHETO), Y BelldeHa KOHIEHTPAIMA Ha MHKOYHATA KHUCEIMHA, III0K03aTa i THIHAUTE B KPBEBTA.
XunmokanneMns, B chUeTaHHe ¢ AHETa GeNHa Ha Kajuii, Opu NOBphINaHe, JHApus, CJIe] H3NOI3BaHe
Ha BHCOKH J03H JIAKCATHBH, KAKTO H [IPH NANAEHTH ¢ XPOHHNIHA YEPHOAPOOHA AHCHYHKIHA,

B zaacaMoCT OT A03aT4 ¥ NPOALDKATENHOCTTA HA JIEISHRETO MOTAT fa C¢ NOABAT HapyllncHAA BBB
BOAHO-eNIEKTPOIMTHHA Hajlatc, 0c00eHo XHITOBONEMHS, XUIIOKaTHeMus H/ATH XHIIOHATPHEMHI.

Crpaeqnn Hapymenus MHOro peAikd: B 3aBHCHMOCT OT XeMOKOHIEHTPAMATA MOTAT [Ia C€ MPOABAT
TpoMOOEeMOOIMIHN YCIOKHEHAA, CHCTOAHHS HA OOBpPKBAaHE, KAKTO M CBHPAEYHH M NEHTPAIHH
HapyUIeHAA, BKMIOYHTENHO ChpACYHA M MO3BUHA HCXEMHA. ToBa MOXKE Ja AOBEAE A0 ApHTMHH,
AHTHHA TIEKTOPHC, OCTHP MUOKApASH HH(APKT WK CHHKOIL.

ChIOoBH HapyIeHHS
Heuectn: 3ayepnsBane Ha JHIETO.




Hapvinenus Ha HepBHATA CHCTEMA
Yecru: rnaBobonume (0cobeHo B HATANOTO HA IEUYEHHETO).

CroMamHoO-upeEHH HapymeEns YecTd: oco0eHO B HAYANOTO HA JICYEHMETO - JIMICA HA ANETHT,
raneHe, NOBPHIIAHE, 3aMEK, AWaphs, cToManiHa Oolka;
MHoro penky: NaHKpeaTHT.

Hapymienus na 656pelnTe ¥ IUKOYHATE TETAINA
HeuecTn: ysemmiuenn HHBa Ha KpeaTHHHEH U ypes B KPBBTA,

Ilpy manMeHTH ¢ HapylleHa MUMKOMA (Hanmp, NpH XHOEPIUIasHs HA IPOCTATa), MOBHINEHOTO
ofpasyBaHe Ha ypHHA MOXKe Jia JIOBEAE JI0 PETEHIHA HA YPHHAA H [IPEepasTArane HAa MHKOYHES MEXYP.

XemarobmmapHy HapYIICHUS
Yectu: [lopainenne Ha HAKOH YepHOAPOOHH en3umu Hanp. Y-GT B KpBBTa.

Hapyinenns Ha Ko%aTa M MOJAKCXHATA THKaH
MHoro pegku: ¢upbex, GOTOYYBCTBHTEMHOCT.

Hapyimenus va xpssTa ¥ THM(HATA CHCTEMA
MHoro penkh: HamaneH 6poif TpoMOOIMTH, EPHTPONATY W/HIH JIEBKOIHTH.

Hapyinenus va ounrte
MHoro peku; HapyIICHAS B 3PSHAETO.

HapynireHus Ha yXoTo H 1a0HpHHTA
MHoro penx#: mym B YIIHTe, 3aTy0a Ha CIIYX.

O6Inn Hapymenns M edbekTH Ha MACTOTO Ha mpanoxeHHe Yecru: riasofonme, ymopa, cmabocr

(ocobeHO B HAYA/IOTO Ha JICYCHHETO);
Hedectn: KcepocTOMHES, MApECTEINH.

CrpobmaBane Ha TOJO3HPAHN HEKEIAHH PEAKIIHH
CrobmaBaeTo Ha TNONO3MPaHH HEXENAHH peaKuWH CleJl paspemwaBaHe 3a ymorpefa Ha

NEKapCTREHHS NPOAYKT € BakHO. ToBa MO3BONABA Aa NPOXBIDKA HAOMOACHAETO HA CHOTHOMEHHETO -
MON32/PHCK 3a JIEKAPCTBEHHA MPpoayKT. OT MEIMIEHCKHUTE CHELMATHCTH C¢ H3HCKBA Ja ¢HOOINaBaT
BCAKA [OJO3HpaHa HEKeENaHa peakKOus 4Ype3 HAHOHATHA CHCTeMa 3a cho0maBaHE KBM
MsnbiuuTeNHAaTa areHIus No Jexapereara, ya. Jamsu I'pyer Ne 8, 1303 Codns, Ten. 02 890 34 17,
yebeaiiT: www.bda.bg. '

4.9 MIpenozupane

Cumnmomu na unmoxcuxayusma _
Hsama HaTpynan nmpakTH4eCKH omdT npH xopa. [lpexsan mexanmsma Ha AefcTBHE HAa TOpA3EMHN
MOXE Ja C€ OjYaKBa ACXHIApPATAIAA, XMIOBOJIEMHS, XHIOTOHHS, XHNOKAIUEMHS, XUIIOHATPHEMHUS,
XEeMOKOHIICHTPAIHS.

Jleuenue Ha unmoxcuxayusma
He ¢ m3BecteH crmennduier anTHxoT. CEMITTOMHTE OOHMKHOBEHO H3UC3Hé
Ao3ara MMH NPCKpardBaHe Ha JICYCHHETO H AHOBPEMEHHO NPOBEXK/IaHE H
TEYHOCTH H eJIEKTPOJINTH.




[Ipr xeMoMmH3a ETMMHHANYMATA HA TOPA3EMHJ HE CE YBEIUYABA,
5. ®APMAKOJIOTHYHHA CBOMCTBA
5.1 ®apmakogHRAMAYHN cBOlicTBa

dapmaKo-TepaneRTHIHA I'pyna: AMYPETULHM, OPUMKOBH JHYPETHIIA
ATC xon: CO3C A04

MexanH3bM Ha AeicTBHE
Topaszemuy meitctsa upes unxubupaHe Ha peabcopOUEATA HA HATPUI H XJOPHIH BLB Bh3XOAINATA

gacT Ha OpuMKara Ha Henle.

DapMakonHHAMITHH eheKTH

Cnex ynorpeba Ha TabnerTkH ¢ ymsDKeHO OCBOGOXKHaBaHe CHIBPKAINM TOPAZEMH, IUYpPE3ara
3ano4Ba ¢jrell oxoso 1 9ac, nocTHra CBOS MakCHMYM cjieq 3-6 yaca H ce 3axbspka Jo 8-10 uac.

ITpn 3ppasm moGpoBoNIK DpPHIOKEHAETO HA €QMHHYHA A03a2 oT 2,5 mo 20 mg pomu a0 JmHEHHO
YBETHYABAHE HAa CKCKPEIMATa HA YpHUHA, CHOTBETCTBAIIO HA JIOTApUTEMA Ha Ao03aTa. HapacTeaneto
Ha EKCKpeLnATa Ha Kanui mpy Jo3a oT 10 mg e HesnauwTenHo u c¢nabo (5 - 15 mEq) cuex nosza or 20
mg.

IIpunoxennero Ha TopazeMn BOAM JO NOCTENEHHO OT3BYy4aBaHe HA OTOHHTE u ocobeno 10
nojodpenne Ha paboTHOTO CHCTOAHHE Ha CHPLETO IPH ChPAEYHA HEAOCTATHIHOCT Ipe3 HAMaIgBaHe
Ha TIpe/I- H CIeTHATOBApBAHETO Ha ChplieTo. ToBa BO/M JIO YBENHIABAHE HA CEPACYHHA PE3epB.

KmunnyHa eduxacHocT B 6ezonacHoct

Konrpompanu npoydsadus NOKa3BaT, 9€ HpH NANHECHTH C SCEHIMANHA XHUIIEPTOHHS TOPAIEMH] B
nosH oT 5 go 10 mg BeAH®XK ZHEBHO HAMAISBA KPHBHOTO HANATAHE, AHTHXHNEPTEHIHBHHA edeKT
NOCTHTA CBOA MakCHMYM cliex 4-6 ceamuIla, HO B HAKOH CITy4aH MOXE Ja MPONBIDKH Ja HAPacTBa Jio
12 cegmuna. CHCTONMMYHOTO H JHACTOJMYHOTO HANATAHE B JIETHANO M H3NPABEHO NONOXEHHE
HamangBaT Oe3 1a ce Habmoaasa opTocTaTHICH edexT. .
IIpoyusanero 3a cemoctaBuMocT BbB (asa Il mexny peiicTBHero Ha TopaseMup Tabuerkum ¢
YABIDKCHO OCBOOOXIaBaHe H TopaseMua TabneTkd ¢ HesabaBHO ocBoOOXIaBaEe IIOKa3Ba, Ye
PESAYKIIHATA Ha CHCTONHYHOTO M JHACTONMYHOTO HamraHe ca cxoaHH. Jlekapctsemara dopma ¢
YABDKEHO OCBOOOXK/aBaHE IOKa3Ba MPOLIGHTHO MO-BHCOKA e(eKTHBHOCT B Gpod Ha NaiueHTHTE C
KOHTpO/MpaHo aprepuainHo Hamsrane (SAP<140, DAP <90) crex tpumeceuno negenne (64% ot
rpymata OpHeMandd TopaszeMun TabneTkd ¢ yABIDKEHO ocBoGoxIaBane cpemy 51% or rpynara
IpHeMalTH TabIeTkH TopazeMu] ¢ He3abasHO ocBoboxIaBane, p=0,013).

IIpy 3ano4BaHe Ha JI€YEHHE C TOPA3EMHJ| AHEBHATA EKCKpeluy HA HATPHI HApacTRA Mpe3 ITKPBAaTa
CeAMHLIA, HO NpPH HPOABL/DKMTCIHO JNeuCHHE JHCBHATE 3ary0H Ha HaTpHil ce KOMIIEHCHPAT ¢
XPaHUTEITHUSA IPUEM.

Ilpy BHE3amHO CHApaHe Ha JIETEHHETO APTEPHAIHOTO KPHBHO HANATAHE CH BPHINA CTOHHOCTHTE
IIpe/iH 3all0YBaHe HA JICYEHHETO 3a HAKONIKO JAHH (€3 J1a T'H HaJBHINARA.

B xmpH4yHMTE npoyuBanHa npopexaasd B CAII[f m Esponma He ca HaOmomaBaHA pasiuxu B
edexTHTe HA TOpa3eMHAJ IPH NAHEHTH B CTAPYECKA BB3PACT.

INemuarpugda nonynanag
Jluncear gannu,




5.2 dapmaxoxkHHEeTEYIRN cBONCTBA

JlexapctBenara ¢opma Ha Topert SR e Talnerku ¢ yasmkeHo ocBoGoxknasane, Tasn nexapcTeeHa
(opma ocerypssa mocTeneHHO 0cBOGOXK/ABaHE HA AKTHBHOTO BEIIECTBO H HAMAJABA KONECOAHHATA
Ha KOHIEHTPRUMATA HAa TOPaleMHJ B KPHETA B CpPaBHEHHE C ApYrH Tabietkm ¢ Heaaﬁam{o
ocRoDOXJaBaHe ChABPKAIY Topasemmx

A6copbims
Crnen npHeM Ha MHOTOKpDATHH JO3H TOpaleMA[ Tabierkd ¢ yaBIDKEHO ocBOGOKaBane

OuoHATMYHOCTIa MY CpaBHEHa ¢ TasH Ha CHOTBETHAaTa JIEKAPCTBEHa GopMa ¢ HesabaBHO
ocBoboxAaBaHe ¢ okono 102%. EdexTsT Ha MEpBO NPEMHHABAHE ¢ OTpaHAYEH H MAKCHMANHATA
xoxnentpanus (C__) ce 10cTHra B MPOXLDKEHAE HA €THH 9aC M TIOJIOBHHA CIIE]l IEPOPATICH IIPHEM.

EnnoBpeMeHHAAT NpHeM ¢ XpaHa HaMaiABa MaKCHMAIHATA KOHIIEHTpanus ¢ 21%, Ho REOPEKH ToBa
obmara abcopOumsa Ha Topa3eMHJ He ce NOBIMsABA OT NpHeMa Ha xpaHa. AlcopSpHATa HE ce
npoMeHs 1 npy 6x0pedna MM 9epHOAPOOHA HEAOCTATHIHOCT.

Pasnpenenenne
TloBeye oT 99% 0T TOpa3eMuA ce CBBP3BAT C IUIA3MEHHTE IPOTEHHH.

O6masT obem Ha pastpesiesieHHE TIPH 3/IpaBH BE3PACTHH, NAIACHTH C JIGKA 10 cpe,zma 656peqna
HEJIOCTATHIHOCT M ChP/IcYHa HEOCTATHYHOCT ¢ okoJio 12-15 nutpa. Ilpr nanuenTn ¢ yeprOApOGHa
HPo3a TO3H obeM MOXe J1a ce YABOH.

Merabomisrm :
Ilpr "oBexa Topasemun ce Merabonusupa Ao Opa akTHBHH Merabonura (M1 m M3) 1 1o equn
HeaKTHBEH Metabomut (M5).

EnpMuBHpane
BpemeTo Ha moayeqMMHHHpAHE HA TOpA3EMHI NpH 3/ApaBH HHAHBHAM € okofo 4 gaca, O0musT

KIMPBHC Ha TopaseMuf € 40 ml/min, a 650peunnst xEpBHC e oxono10ml/min .

Topazemun ce envMuANpa 4pe3 MeTa0omizupane B HepHAA Apod u gpe3 GHOpeTHA eKCKPEnHA Ha
JIEKapCTBOTO H MeTabOJIATHTE B HENPOMEHEH BHA.

Oxono 80% ot npmioxkerara J03a2 ce eKCKpeTHpa nmoj (opMara Ha TopaseMH)| H MeTaboNHTH B
On0pedHuTe TyOynu CBC CIIEJHHTE CPEeAHA IPONSHTH Ha pasnpefciicHHe: TOpaseMHJ OKoIo 24%,
Merabomt M1 - okono 12%, MeraGonut M3 ~ okono 3%, metabommr M35 ~ okoo 41%.

OcHopHuEAT MeTabonur M5 mHaMa mumyperuuna axraBHocT. [Ipubmmsuremno 10% ot Aeficterero
MOXe J1a ce 0TAane Ha JeHcrBHeTo Ha MeTabomutn M1 u M3 .

Ilpu manpeHTH CBHC 3acTOffHA CHpJiEYHA HEJOCTATHYHOCT M HapymeHHA Ha GhOpeunara ¢yHKIus
BpEMETO Ha NONyelTHMHHHApaHe Ha TOpaleMHX M Ha Merabomut M35 e camo jeko ysenwdeHo B
CpaBHEHHME CBC TOBAa Ha 3apaBATe AoOpoBonnu. KonAdecTBOTO Ha TopazeMuja M MetaboimTuTe,
eKCKPETHPAHH ¢ YPHHATA, My € II0I00HC Ha TOBA NpH 3ApaBH HHAHBHIH. Ilopamy ToBa HE C€ 0YAKBA
KyMYJIHpaHe.

Baipekn HaManeRoTo O6pedHO eMMMAHUpaHe, 00IMAT KIMPHHC H BPEMETO Ha MONyeIMMHHHEPAHE
Ha TOpaseMHJ He c¢ IIpoMeHAT NpH 616peuna HejocTaTEIHOCT. Bpemero Ha MonyeAMHUHMpPAHE Ha
M3 u M3 e yopmxeno, noxaro Tosa Ha M1 octaBa HEIIPOMEHEHO, Hpo,m,mfrennocna HAa JelicTBHe
He ce NIOBJIHABA OT TEeXecTTa Ha 6E0peunaTa HeOCTATHIHOCT. 3
Ilpy marmerTd ¢ gepHOApoOHA Huposa of0eMa Ha pasnpeleseHHE, Bpe
OLOpEYHMST KIMPBHHC C2 YREIMUEHH, HO ODIIHAT KIHPBHC OCTaBa HEPOMeE




5.3 HpeaxknaHAYHA AaHAA 34 Ge30mMacHOCT

KanneporeHHocT B MYTareHHOCT
PesymrariTe oT TecToBeTE 33 MyTareHHOCT in v1tro H in vivo MOKa3BaT, 4¢ NbPBHYEH TYMOPOTCHEH

[IOTEHIMAN MOXKE /1A C& H3KIIHOTH.
Wscnenpannsata 3a KaHIEPOreHHOCT NPH MEXKKHM IUTHXOBE M MBXKH H JXEHCKH MHINKH HE ca
TIOKa3aJId KaHIEPOreHeH MOTEeHLHAaN Ha TopaseMuy, [Ipu xkenckuTe mrnxoBe € HaGmongeaHa 1030~
3aBHCHMA TI05Ba HA OBLOPEYHH TYMOpH CJIEA IEpOpanHO MPHICKEHNe HA BHCOKH AO3H TOPA3EMHI
(moBeue oT 6 mg/kg) 3a MPOALIDKUTENEH TIEPHOL OT BpeMe, Haif-BEPOATHO KaTo OTTOBOP HA CHIHOTO -
IOAYpeTHIHO JelicTBHE,

IIpu xopa nossara Ha GLOpedHH TYMOPH € MANKO BEPOSTHA, THE KaTO AMYPETHUHOTO neﬁc'mue B
TEpaNleBTHYHATE JO3M NPENCPHYBAHN NIPHA JOBEKA € 3HAYHTEIHO N0-clIabo, B CpaBHEHME C BHCOKHTE
JIO3H HM3II0JI3BaHH B H3CIEABAHETO 33 KAHIISPOTEHHOCT IIPH KEHCKM ILUTEXOBE. ‘

PenpoayKTHBHA TOKCHYHOCT
Cnen npunokeHHe HAa MBXKKH H XEHCKH INTEXOBe Ha TopaseMHX B noza 25 mg/kg/nen (75 mwra

Hajgsumasama 20 mg AHEBHA A03a TOpaseMHJ NPH XOpa, H3YHCICHA COPAMO TErnoTo H 13 mbTH
HANBHINABAllA Ta3d 0332 H3YHCICHA CNPSMO MOBEPXHOCTTA HA TANOTO), HE ca HaOmojaBaHW
NpoMeHH BBB QlepTrimTeTa.

He e HabmonaBana TepaTOreHHOCT IIPH IUTBXOBE TPETHPAHH ¢ 1032 5 mg/l_(g/nen TOPa3EMH, KaKTO U
Ipu 3aiiiy Tperupan® ¢ 1,6 mg/kg/nen. Habmonasann ca ToxkcHuHH eekTH 3a miofa H Malfkara
(HamanABaHe Ha CPSOHOTO TETJIO, 3a0aBAHe Ha KOCTHOTO pasBUTHE, pe3opOuna Ha mIoAa).

He e u3pectno JaH TopaseMHd NpeEMHHAaBa B KbpMAaTa.

6. OAPMAIIEBTHYHH JAHHH

6.1 CinchbK HA IOMODHATE BEIIECTBA

['yap ryma

Hapepnuno HAmecTe (6e3 riryreH)
Kononnen cununpen JHOKCHA

Maruesnes creapar

JlakTo3a MOKOXHAPAT

6.2 HecLBMeCTHMOCTH

He ca n3gecTHH.

6.3. Cpok Ha roagaocr

3 roguuu

6.4 Cniennajinm yc/10BHS H2 CHXpAHEHHAE

Hsma cnemaanHu yclnoBusa Ha chXpaHeHHe.

6.5 Bra H chabpKAHHE HA ONAKOBKATA




ﬁﬁpnnqna onaxoska: bimcrep ot PVC/PVDC/AL
Bropwyna onakoska: Kaprosera xyTus
OpHrHHaTHATE ONAKOBKH CHABPXKAT 30 TabnerkH (nBa GnrcTepa 110 15 Tabnerkm),

6.6 CnenMa/ HH NpeANa3IHA MEPKH NPl H3IXBLpjisHE

HewsnomspaHusT (pOAYKT WIM OTNATLURHTE MATEPUANH OT HEro TpAbBa Ja ce HIXBBPNAT B
CBOTBETCTBHE C MECTHHTE HIUCKBAHHATA. :

7. TIPUTEXATEJ HA PASPENIEHHETO 3A YIIOTPEBA
Ferrer Internacional, S.A.
Gran Via Carlos 111, 94

08028 Barcelona
Henanus

8. HOMEP HA PAPEIHIEHUETO 3A YHOTPEEBA
Pemcmaunonén Ne 20120246

9. JATA HA IIBPBO PA3PENMABAHE/MOJAHOBSIBAHE HA PASPEHIEHHETO 3A
YIHOTPEBA

Jlara Ha ITEpBO paspemarane: 14 Maii 2012 r.
Jlata Ha nocnegHo nogHOBABaHe: 15 despyapm 2017 1,

10. JATA HA AKTYAJIUPAHE HA TEKCTA

01/2019




