KPATKA XAPAKTEPUCTHUKA HA MMPOAYKTA

i UME HA JIEKAPCTBEHUSA ITPOAYKT

[ N3ITbAHUTENHA ATEHLLMA NO NEKAPCTBATA

Kpamxa x Ha npogyxma - [lpusocxerue 1
CucroHan 5 mg TabseTku R0/ -7 941
Sistonal 5 mg tablets Kbm Pez. Ne XO}O??_/?J//_-—

 Paspewerue Ne _14.
Cucronan 10 mg rabnerku &9~ 15-1 083
Sistonal 10 mg tablets BORRIAIP 5 siiciisass o i sisssare:saloxes sovsnsroxsanmanmrasss ssapss

Ogobperue Me .____'./.,

Cucronan 20 mg tabnerku
Sistonal 20 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Cucronan 5 mg Tabierku

Bcesika Tabnerka ceabpka S mg Topacemun (torasemide).

[ToMoLIHK BELIECTBA C H3BECTHO JIelicTBHUE: BCKa TabneTKa chabpxka 97 mg s1akTo3a (KaTo
MOHOXHAPAT).

10 mg Tabnerku
Bcesika Tabnerka coabpxka 10 mg Topacemun (torasemide).
[ToMOLIHH BELIECTBA C H3BECTHO JielicTBHE: Beska TabneTka chabpka 193 mg nakrosa (kato
MOHOXHIpAT).

Cucronan 20 mg Tabaerku

Besika Tabnerka ceabpika 20 mg Topacemun (torasemide).
[ToMOlIHH BEIIECTBA C U3BECTHO AeicTBHE: Besika TabeTka chabprka 386 mg akro3a (kato
MOHOXH/pAT).

3a MTBJIHUA CITUCHK HA MOMOLIHUTE BEIECTBA BHXKTE TouKa 6.1.

e JIEKAPCTBEHA ®OPMA
Tabnerka

CucrtoHan 5 mg rtabnerku

Bsna no noutu 6sna npoawiarosara tabnerTka, ¢ NpUOIM3MTENTHH pasmepH 9 x 4 mm, ¢ 1e/IMTe/Ha
JIMHUA OT e€/1HaTa CTpaHa.

Tabnerkarta MOKe J1a ce pa3ae/ii Ha paBHH [103H.

Cucronan 10 mg tabnetku
Bana no noutu Gsia kpbria Tabnerka, ¢ NpUOAM3UTENEH AMaMeTbp 9 mm, C rpaBUpaH HaAMKUC e B

cpeaara OT e/1HaTa CTpaHa.

Cucronan 20 mg Tabierku
bana 1o noutu 6s5a npoabarosara tabneTka, ¢ npubaM3MTeHU pasmepu 14 x 7 mm.




4. KJHUHHYHUA JAHHH
4.1 TepaneBTHYHH NOKAZAHRA

Enem mopaH 3acToiiia chpiedHa HeR0CTaTbYHOCT; YepHoAPOoOeH UK OLOpedeH eaeM.
Ocpen Tora CucToHa 5 mg TabneTku ca MOKa3aHHu 3a JcUeHUe Ha eCCHIHANTHA XHUIIEPTOHHA.

CHCTOHaN € MOKa3aH NpH Bb3PACTHH H FOHOIWH HA |2 roauHHu.
4.2 I03HpPOBKA H HAYHH HA NPHJIOKEHHE

Ho3upoBKa

Bwipacmuu u wonowu na gv3pacm Hagd 12 200unu

Copoeuer edem u YepHoOPODHA HedoCmamb4HOC

Munusnayansa ao3a. O6uuaiinata no3a e 5 — 10 mg IHeRHo, 33 OPeANOUYHTAHE CBC 3AKyCKaTa. AKO €
HeoOXOAMMO, 103aTa MOXE Na ce yBeaudu A0 20 mg Ha ned. B peaxu cmyqan ca msnonzsanu 40 mg
TOpaceMHUA Ha AEH.

Xunepmonus
O6uKuaitHaTta A03a € 2,5 mg JHEBHO, 3a NpeANOYHTaHe ChC 3aKyckarta. Jlosara He Tpabsa aa ce
MOBHILABA A0 2 Mecella H MaKCHMMaNHaTa 1034 € 5 mg BeAHBbX AHEBHO.

Edem npu 6vbpeuna nedocmamvyrocm

HupueuayaiHa nosa B 3aBHCHMOCT OT cTeneHTa Ha 6p0peyHOTo YBpeKAaHe. AKO HOpMANHaTa 1032
ot 20 mg Ha ieH He AaBa J0CTAThYeH e(eKT, 103aTa MOXKE 1a ce YBeNHYH o 50 mg RHEBHO H C/ea
TOBA, aK0 € HeoOX0AMMO, TIOCTENEHHO Aa ¢¢ YBenuyH A0 200 mg BeAHDBXK AHESHO, 32 MPEANOYHTAHE
cbe 3akyckara. Jlosara or 200 mg Tpabea fa ce H3MOM3Ba CaMO MPH MALMEHTH ¢ KPEATHHHHOB
knupeHe <30 ml/min. MakcuManHaTa aAHEBHA 11034, U3MOT3BAHA TBIT0 BpeMe, € 200 mg.

Topacemua Moxe Aa ce koMOuEHpa ¢ Oeta-peuentoprn OnokepH wid ACE uHXHOHTOpH, 32 noBeYe
HHpOpMALIUA BHXKTE TOYKA 4.5.

lleduampuyna nonyrayus.:
Hama naduu 3a geua noa 12 rogvHy.

Ha4yHuH HA NPHITOKEHHE
Tabnetxute CHCTOHAN ca 3a MepopanHo npunoxkeHHe, TabneTkure TpaGBa ga Ce NOMTBLUAT € MAJIKO
TEYHOCT, 0€3 Ja ce CAbBKBAT. 33 NPeANnouYMTAHE € TabNeTKHTE Ja ¢¢ MpUeMaT CYTPHH.

4.3 IIpoTHBOMOKazanud

. CBpbXYyBCTBUTE/IHOCT KbM TOpaCeMHl, CYNPOHUTYPEA HIIK KbM HAKOE OT MOMOLUHHTE
BellecTBa, MOCOYERM B T. 6.1.

3acTpawiaBaula Wi MaHUECTHA YepHOAPOOHA KOMA.

AHypua npH 6s0peuHa HeTOCTaTHLUHOCT,

XHUIOBOIEMHA.

XHIOOTOHUSR.

4.4 CreuHalHH OpeaynpeXIeHHa W NPeANA3HH MEPKH NPH ynorpeda

TopaceMua Moxke 1a Josede 10 eKCTeH3WBHA JUYype3a ¢ AepHLHT Ha COJIH H TEHHOCTH KaTo pe3ynTar.
[TanuenTHTe TpAOBRa Oa 6bOAT BHHMATENHO HabonaBaHU, 0CO0EHO B HAYAIOTO Ha JICYCHUETO H NPU
MaleHTH B H&l'lpEﬂHﬂJla B'beﬂCT .

XHITOKATHEMHATA, XMITOHATPHEMHATE M XMIOBOJEMHUATA TpAOBA a OBAAT KOPHTHPAaHH 11
TEYEHHETO.




[TpoGnemuTe ¢ ypUHUpaHeTo (HANP. J06POKAYECTREHA XMITEPILIA3Hs Ha NpocTaraTa) Tpsadsa 1a Obaat
KOPHIHpaHH MNpEAH TEYEHHETO, Tbil KaToO CHUICCTBYEBA MOBHILCH PHCK OT OCTpa 3aJpPE:XKKa Ha YPHHA.

ChpreuHu apuT™iH (Hanp. CHHOATPHAJIEH 610K, aTpHOBEHTpUKYNapeH OJIoK OT BTOpa WIH TpeTa
CTEMECH).

[1o Bpeme Ha NPOJBIXHTEIHO JIEUEHHE C TOPaceMu ¢ HEOOXOIHUM peIOBEH KOHTPON Ha
€NEKTPONUTHHA DaNaHC B KpBBTA, 0CO0EHO Ha Kanus (0COOEHO NpH [TALUCHTH, JeKYBAHH
€JHOBPEMEHHO C IMIHTATHCOBH TNIHKO3HH, TIIOKOKOPTUKOUAH, MHHECPATKOPTHKOHAH HITH
JTAKCATHBH), TTIOK03aTa, MHKOYHATA KHCE/IHHA, KPeaTHHHUHA WU KPBBHHTE JIHIMKAH.

[Ipu nauueHTH ¢ YepHOAPOOHA IMPO3a K aCUMT Ce Mpenopbusa ARYpeTHIHATA TCPalHs 1a 3aMnoYHe B
6onnuua. [lpekoMepHaTa AMype3a NP Te3U MAUHEHTH MOXKE A2 MPERH3BHKA TEXKH CNCKTPOINTHH
HapylIeHRA H YepHOApoOHa koMa. Tpadea ga ce moaxoxaa ¢ roBHIIIEHO BHUMAHHE, KOFaTo C¢
NpUIara TopaceMu NPy MalHeHTH, KOUTO ca HMaNH YepHOAPOOHa eHUSPATONATHA. ExHoBpemeHHATA
ynotpeba Ha aIOCTEPOHOB AHTATOHUCT WK KaTHH-CHXpaHABALIO JIEKAPCTBO C€ MPENOPbUBa 34
NPeAOTBPATABAHE HA XHIIOKAUIHEMIA H META00NMHTHA aTKAN034.

[TpemopbuBa ce BHUMATENHO HaGAIOAEHHE HA MAUMEHTH CbC CKJIOHHOCT KbM XHNIEPYPHKEMHSA U
npobneMu ¢ noaarpara. BeraexdapaTHHAT MeTaboMH3bM NPH MAUKEHTH C NATEHTEH WK MaHH(ecTeH
3axapeH quadet TpAGBa Aa ce Habmoaasa. OcodeHO B HAYAIOTO HA TEUYCHUETO H MPH IMALIMEHTH B
HaNpeaHaNa BE3PAcT, PH3HALMTE HA EJIEKTPONHTEH H 06eMer nedHIIMT W XeMOKOHIEHTpaLIpATa
TpadB2 BHUMATENHO Aa cc HabmoAasaT.

[lopagu HegocTaTbYEH ONKT ¢ TEPANHUATA ¢ TOpaceMu, TpAOBA A4 ce BHUMaBa Nnpu:

. [TaTonoruyH#A NpOMEHH B KHCETHRHO-AJIKATTHHUS OAJIAHC.

. EnHoBpeMeHHO NedeHue ¢ JINTHI, aMHHOTJIMKO3UAH UIH UehanoCIOpHHH.
J BrOpevHa HepoCTATHYHOCT NOPaIN HEPPOTOKCUIHH BEIIECTBA.

° Jeua noa 12 roanHu.

Jlakto3a

Tabnerkure CHCTOHAN CHIBPKAT JaKTO3a. [JauMeHTH ¢ peaKH HACIEACTBECHH NPOOIEMH Ha
rasakTO3HA HEMIOHOCHMOCT, TOTaNHA NAKTa3Ha HEROCTATHYHOCT HIH NIOKO30-ranakTrosHa
manabcopOus, He TpAOBa 1a MpHEMaT TO3H JIEKAPCTBEH NMPOAYKT.

4.5 BiaumoaeHcTBHE © APYIH ACKAPCTBENN NPOAYKTH H APYrH GOPMH HA B3AHMOJCHCTBHE

E@exT Ha 'Y JIEKAPCTREHH NPOOYKTH BbPXY TOPACEMH
[TpoGenenn Moke aa HaMany edekra Ha TopaceMH upe3 nHxubGnpane Ha TyOyJIHaTa cekperus.

EZHOBPEMEHHOTO JICYEHKE C XONECTHPAMHH MOXKE 1a HapylId eHKacHOCTTa K OMOHANMYHOCTTA Ha
TOpaceMHA,

HecTepouaHuTe NpoTHBOBL3MANHTEHKW anTHpeBMaTHHK Niekapersa, HCTIBJI (nanp. nHxoMeTauny)
MOTaT 3 HaMaJIAT JHYPETHYHHA H AaHTHXUINEPTECHIHBHIA eeKT Ha TOPACEMHU/L, BEPOATHO Upe3
HHXHOHpaHE HAa CUHTE3a HA NPOCTarIaHAKH.

EdekT Ha TopaceMu BbPXY APYIH NEKAPCTBEHN NPOAYKTH

[MpH MaUMEHTH C BPUEM HA BUCOKU 03U CAMUIMAAT, TOPACEMUA MOXKE Aa NPUUNHKN OTPaBAHE Cbl
CaTMLMNAT yYpe3 HHxHOHpane Ha OpOpeYHaTa eKCKpelHa Ha CaTHUHIAT.

HMa chobieHus 3a citydad Ha NOBHIIEHA eUKAacHOCT Ha BapdapuH U APYTH AaHTHKOAryJIaHTH OT
KYMApWHOB THUI NPH €IHOBPEMEHHO fedeHne ¢ TopaceMK/l. [TallHeHTHTE, TIeKYBaHN €¢AHOBPEMCHHO C
AHTHKOAryJIaHTH H TOpaceMua, TpadBsa Ja 6baaT BHUMATENHO HAOMIOAaBAHH.

EdexkTbT Ha aHTHXHUNEPTEHIHBHUTE JIEKAPCTBa, ocobeHo Ha ACE nHXUOHTOpHTE, MOXKE
MOTEHLUHpPA IpU eIHOBpeMeHHo JiedeHne. [locnensawa win koMOMHHpaHa Tepanus, Ui



HOBa eHOBpeMeHHa Tepanua ¢ ACE uHxuGuTop MOXKe Ja IPHMHHM TeXKKa XMNOTOHMA. Tosa MoXxe 1a
ce CBejie IO MUHUMYM 4pe3 MOHWKaBaHe Ha HadvanHata 0033 Ha ACE uxxubutopa w/und HaMmansgsaqe
WM BPEMEHHO CTIMpaHe Ha 103aTa TopaceMua 2 uimu 3 auu npeau nevenneto ¢ ACE unxuduropa.

EdexTbT Ha aHTHOHAOETHHUTE JieKapcTBa Moke J1a Obie HaManeH.

OTOTOKCHYHUTE H HEPPOTOKCHUHHTE eeKTH Ha AaMHHOMTHKO3UAMTE (HANp. FEHTAMHIUH H
TOOpaMHLKMH), LKHCINATHHA U LedanocnopuHUTe MOraT 1a ObJar NOTEHRUPaHHU OT TepaHi ¢ BUCOKH
IO3H TOPACEMHII.

[Io BpCME Ha CAHOBPEMEHHA TEpania CbhC CePACYHH ITNTHKO3HIH XHMOKAITHEMHATA W HIH
Mal'HC3IHCBHAT JIE(IJH[I,HT MOraT 1a MPpUYHHAT NOBULICHA YYBCTBUTCIHOCT Ha ChPACYHHA MYCKYJl KbM
TE3H JICKAPCTEBA.

EkckpelaTa Ha Kajidii B ypPUHATA MOXE [a Ce YBEIIWYH 110 BpeMe Ha JIeYSHHE C MHHEPAIIKOPTHKOUIH,
TTIOKOKOPTHKOWOH H JIAKCAaTHBH.

CepyMHHTE KOHLUEHTPALMH HA JIKTHI K CbPACYHUTE ¥ HEBPOTOKCHUHHTE e(hEKTH HA IATHA MOKE J1a
ce TIOBHIIIAT.

MexaHU3MHTE Ha feftcTBHE Ha Kypape ChAbpKalld MHOPENAKCAHTH U Ha TeodUINH Morat Ja OpaaT
NOTEHUHPAHU.

4.6 @epruanTeT, OpeMEHHOCT H KbpMEHe

bpemeHHOCT

Hama Wi uMa orpanrueHy JaHHH 3a ynoTpebara Ha TopaceMui pH GpeMeHHH XeHU. THasuante,
THAZU-CPOAHUTE RHYPETHIIM U OPHMKOBUTE AWYPETHLM MOTAT JIa IPEMUHAT KbM 11044 1 13
PUYHMHAT EEKTPONIHTHH HapyieHHd. CHOOIIEHH ca CiTyuan Ha HeOHATAIHA TPOMOOUMTONEHHA NPH
THA3UWAH M THA3HI-CPOAHH AMYpeTHRH. To3K pUCK MOXKE Ja ChILECTBYBA H ITPH M3MOJI3BAHE Ha
OpWMKOBH AHYpETHIM KaTo Qypo3eMu, TopaceMu ¥ OyMeTaHuA.

[To BpeMe Ha GpeMEHHOCT, 10 HATPY[IBAHE Ha JOMBJIHHTECH ONKT, TOpaceMH/l TpAOBa aa ce NMpHlara
caMo Clel cneluraaHo oOMHCIAHE H B Hali-HMCKATA aJeKBaTHA J03a.

Kbpmene

Hsama wudopMaLpa ganu TopaceMus MpeMHHaBa B KbpMaTa. PUCKBT 32 KbpMEHOTO AETE HC MOXKE Na
0bAE UIKMOUEH. BpUMKOBHUTE IMYPETHLIM MOTAT /I HAMAIAT 1akTanuATa. TopaceMun He TpadBa 1a ce
W3NON3BA B [IEPHOSA HA KBPMEHE.

4.7 EdexkTs BLpXxy cnocobHOcTTa 32 modHpaHe H padoTa ¢ MAIUHHH

MHaMBHIYANHO BApHPALIATE PeaKLHH MOTAT 3 HAPYLOAT CNIOCOOHOCTTA 3a peakuus (Hanp.
criocoBHOCTTa Ha MALHEHTHTE Aa wohupaT 1 paGoTat ¢ MammuH). Tosa ce cIydBa 0COOEHO B
HA4al0TO HA JICYEHHETO WIK NPH IPOMSHA HA JICUCHHETO.

4.8. HexenaHu nexkapcTBeHH peaxkmuH

Pe3rome Ha npoduia Ha 0e301aCHOCT
O611aTa 1eCTOTa Ha HEXKEJIaHHTe peakuyHu € okono 8%. Hali-uecTHTe HeXeIaHH peakliiH ca

FHHBDﬁOJ'[HE, YMOpa H CBECTOBBPTEXK.

TadbnuueH cnHMCHK HA HEXEITAHHTE JIEKAPCTBEHH PEaKLUH
HexenaHute IEKapCTBEHH PEAKUUH €a TOCOYEHH NO-J0MIY CNopel CHCTEMO-OpraHHa

yecToTa. YecTOTHTE MM C OTIPENIENAT KaTo!




yecTH (>1/100 no <1/10), Hevecty (>1/1000 no <1/100), peaxn (>1/10 000 go <1/1000), ¢ HewsvecTHa
yecToTa (OT HANMYHMTE JAHHH HE MOXKe Aa ObJe HAaMpaBeHA OLICHKa).

CHCTEeMHO-OpraHen KJaac YecToTa Hexenanu NeKapcTBeHH
peaKmuH
HapyumeHnnus Ha KpbeTa H Penxu JIeBKONEHHA,
nuMQHaTa cucTema TPOMOOLMTONEHHA
HapyuweHua Ha UMyHHaTa C HemsBecTHa YECTOTA Texkn KOKHH peakuyH (Hamp.
CHCTEMA cueApoM Ha CTHBBHC-
JIOHCHH, TOKCHYHA
eNMUACPMATHA HEKPOJIH3a)
Hapywenus na metabonusMa i | HeuecTn XunepriiaKeMns,
XpaHEeHETO X MIIOKAJIHEMUA, TOBHIIEH
XOJECTEPON, MOBHIICHH
TPHIMIIEPUIH B KPBBTA
Penku | XHIoHaTpuEMHsA
HapyieHus Ha HepBHATA HectH 3amaiipaHe
cHCTEMA Penxn ITapecTe3us Ha KPAHHHUHKTE
C Hen3BeCTHA UECTOTA LlepeGpaiina HCXEMHA,
00OBPKAHOCT
HapyuieHHd Ha yxoTo U Penku 3ary6a Ha ciryxa, THHHTYC
J1abHpHHTA
CrpaeyHu HapylUeHus Penxu Hudapkr Ha MyUOKapaa,
XHTIOBOJIEMHA, ChpaeuHa
apUTMHA, aHTHHA MEKTOPHC
CenoBH HapylIeHHUS C HEeH3BECTHA YECTOTA Em6o1H3BM
CroMaliHo-YpeBHH HeuecTu 3aryba Ha aneTHT, KOPEMHA
Hapy LISHHS fonka, moBpbUIAHE, AHAPHA,
3amek, rajcHe
Xenarobunuapru Hapyumenua | Hedectu [TopHiIeHH CTOHHOCTH HA
ramarTyTammui Tpancgepasa
HapyuweHus Ha koxkata H Peaku | Ex3aHTeMa,
MOIOKOMXHATA ThKaH (pOTOUYBCTBHTEJIHOCT, CLpOEK,
yPTHKapHA
HapyweHus Ha MyCKyTHO- Heuectu MycKynHH ca3MH, MYCKYHA
CKEJIETHATA CHCTEMA H Gonka
CheJHHHUTENIHATA ThKaH
Hapywenusa Ha OubpenuTe U Heuectu 3aApbiKKa HA YPHHA,
MUKOYHHTE MBTHIA AMTATAIHA HA TAKOYHHSA
MEXYp, XHIICPYPHKEMHA
Peaku ITosuuieHa ypes B KpBbBTa,
NOBHUICH CEPYMEH KPEAaTHHHH
OO0 HapyLIeHRS H epeKTH YectH ["masoOonMe, ymMopa
Ha MACTOTO Ha [IPHAOKEHHE Hedectn AcCTcHusA
Penxy CyxoT1a B ycTara

B 3aBHCHUMOCT OT Ao3aTa H NPOOBKHTEMHOCTTA HA JICHEHHETO MOXKE 1a Bb3HHKHC BOIAHO-
CIICKTPOIITHTCH ,IlHCﬁEUIEHC.

MetabonvTHAaTa ankano3a MOXe [1a ce U30CTPH.

Morar 1a Bb3HHMKHAT M30JIHPAaHH CITy4ad Ha YCNOXKHEHHA ¢ TpoMbO03a M HapyLUEHHA Ha
KpbBooOpalieHneTo B ChPLUETO M LICHTPANHaTa HepBHA CHCTEMA, ABIDKAINK €€ HA XEMOKOHLICH

MHOKapAeH HHDAPKT KWIH CHHKOIL.
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Cro0LIaBaHH Ca M30TMPAHH CITY4ad Ha MAHKPEAaTHT, EPUTPOREHHA H 3pHUTENMHH Hapy LIEHHA.

CroburapaHe Ha MOJ03MpaHH HEXENAHW peakivg
C1bo01aBaHeTo Ha NOA03MPAaHH peaKlyit clel pa3pellapane 3a yrnorpeba Ha iekapcTBeHUA MPOAYKT €

BaxxHO. TOBa MO3BO/IABA 13 IPOIBIDKH HAOMIOAEHUETO HAa CHOTHOIEHHETO MOI132/PHCK 32
NEKapCTBEHUA NPOAYKT. OT MEIHUMHCKUTE CTIELIMATMCTH C& W3NCKBA Ja ChoOIaBsar BCAKa
TIOA03HpaHa HEXE/laHa peakus 4pes:

HM3IBJIHHATEIHE areHIMs 10 JICKapCTRAaTa

yi. , Jaman [pyes™ No 8

1303 Codmnsa

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

49 Ilpenozmpane
OnUTHT C NPEa03HpPaHe C TOpaceMHl € OrPaHUuYEH.

CuMnroMu

Boaxe-eneKTPoSIHTHH HapYLISHHS, JKaXa, IeXHAparaunsi, MetabonuTHa ankanosa. [IsppoHadarHa
MOJIMYpHsL, TIPH TOJsIMA 3ary0a Ha TEYHOCTH ONUrYpHA, arypHs. BTOpHYHH, BCJICICTBHAE HA BOJHO-
eNMEKTPONKTHA 3ary0a ca r1apobosre, 00BPKAHOCT, 3aMasHOCT, TTapecTe3UH, MYCKYJIHa cnabocT,
Bb3MOXKHH I'bPUOBE U KOMA, OPTOCTATHYHA XUIOTOHKA, cuHkor, EKI” npomenu, aputvun. ['anexe,
MOBpEILIaHEe, KOpeMHa DonKa.

Mepku
AKo ¢ 000CHOBAHO CTOMAIlHA MPOMHMBKA, AKTUBEH BBIVICH. PexuapaTtaiid, KOPSKUHA Ha

ENEKTPOJINTHHA U KucenunHua 6anadc. HenpekrcHato EKI HabmoneHue B CTydad Ha TEXKKA
AEXUAPATALIMR/ CICKTPONUTHH Hapywenua. Jla ce IpHIoXHK Apyro CHMITOMATHYHO JEUYCHHE.

5. ©APMAKOJIOT'HYHU CBOHCTBA
5.1 @apMakOAHHAMHYHH CBOHCTEA

(DapMakoTepaneBTHYHA IPyna:; JUYPETHUH; CyI(poHaMUAH, OOHKHOBEHH.
ATC kon: CO3CAD4

MexXxaHH3BM HA QEHCTBHE

Topacemun, TPOU3BOAHO Ha CyNdaHUTypes, AeicTBa Ype3 HHXUOHpane Ha abcopOuuATa Ha HATPUH U
XJIOpHUI BBB BB3X0A11ATa YacT Ha OpumMkaTta Ha Henle. [Ipu auypesa ce yBe/iMyaBa CKCKpeLMATA HA
KaTuit B MarHesuit, JIuypeTHunpsT eekT HAaCThNBA B PAMKHTE Ha | Yac ¢ MakcHMalleH edekT cnel 2
— 3 yaca ¥ npoabmKaga o 12 yaca. MakcHManeH eekT Ha MOHMAKABAHE HA KPHBHOTO HANAraHe ipu
NMPOoABJIKUTENHO NIpHaraHe Ha Ao3u ce Habnronaea crea ao 10 — 12 ceamuun.

Topacemun ¢ GPHMKOB DHYPETHK H B I03aT4, MOAXOAALIA 3a €YESHHE HA XHIEPTOHUA, MM CJ1ad
AHYpeTHYeH H camypetuieH edekT. AHTHXHNEPTEH3HBHHAT eleKT HE € CBbP3aH ¢ Aype3aTa Hild
eNMEeKTPOSIMTHATA CEKPELHA.

Huype3aTta HapacTBa AHHEHHO C A03aTa.

5.2 @apMaKOKHHETHIHH CBOHCTBA

Pezopbums
buoHanuyuoctra e 80 — 90%. MakcuManiHa cepyMHa KOHUEHTPALHA ¢¢ JIOCTHUTa CIIe

PaznpeaeneHue




OO0emMbT Ha pa3npeneneHue e 0koJio 16 L.

buotpancdopmauus
Topacemus ce MeTabonusupa 10 TpH MeTabosIuTa, OT KOWTO ABaTa XMAPOKCHMeTa0o MTa ca

JIMYPETHYHO aKTUBHH Npu Xopa. CaMusAT TopaceMu/ e npuyrHa 3a okoso 80% ot auypeTHHNA
eexT.

EnumuHupane
OBMAT KIUPBHE € 0ko10 40 ml/min, oT KoiiTO GBOPEYHHAT KIHPBHC € 0KoJ0 25%. Topacemun ce

CBBp3Ba NpUOIH3HTENHO 99% C na3sMeHuTe npoTenHU. [1oy)KHBOTHT € 0K0JI0 3 yaca npH
NepopaHO NPHIIOKEHHE.

Oxoso 80% oT 103aTa ce eKCKpeTHpa KaTo TopaceMua U MeTabouTH oT 6bOpeunTe Ype3 TyOy iHa
cekpeums. [Ip1 naumMeHT! CbC ChpAEYHA HEAOCTATBYHOCT HIIH YEPHOIPOOHO yBpekKaaHe ca
HaOIOIaBaHH MOBMILEHH MIIa3MEHH KOHLEHTPALIMK, BEPOATHO MOPaan HaMaJieH MeTaboTH3bM B
yepHusa 1pod. Bernpeku ToBa HE Bb3HUKBA HATPYIBaHE.

5.3 Ilpeak/HHHYHH JaHHH 32 Oe30MaCHOCT

JIunceart J1aHHH.

6. GOAPMALEBTUYHHU JAHHH
6.1 CnucbkK HAa NOMOUIHHTE BellecTBA
JlakT03a MOHOXHIOpAT

Xunpomenosa (E464)

HaTtpueB HMwecTeH rinukonaar (tum A)
CunuuueB NTHOKCH, KOJIOMAEH 0e3BOAEH
Hatpues creapundymapar

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocTt

5mg. 10 mg. 20 mg
2 TOAMHHU

6.4 CneuHaJHH yCJI0BHA HA CbXpPaHeHHe

To3u nexkapcTBeH MPOIYKT HE H3UCKBA CMELHAIIHH YC/IOBHA Ha CbXPaHEHHE.
6.5 Bua W cbabpKAHHE HA ONAKOBKATA

bauctepu ot PVC/anymunueBo ¢osno

Pa3Mep Ha onakoBKara

Cucmonan 10 mg mabremxu
14, 30 Tabnerku

Cucmonan 5 mg, 20 mg mabremxu
14, 28, 30, 56, 60, 84, 90, 98, 112, 120, 150, 168, 180 TabneTkn
He BcH4KM BHAOBE OMAaKOBKH MOrart aa ObaarT MycHaTH B npoaaxoa.
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6.6 CneunanHu npeana3HH MepPKH NMPH H3XBLPJAHE

Hewusnon3sanusat JIEKAPCTBEH MPOAYKT HJIH OTNAaAbYHUTE MATEPHAIH OT HEro TpﬂﬁBa a C€ U3XBDBPJIAT
B CbOTBETCTBHE C MECTHHUTE H3HMCKBAHHA.

7. MPUTEXATEJ HA PAZPEILEHUETO 3A YIIOTPEBA

Zentiva k:s.

U Kabelovny 130, Dolni Mécholupy
102 37 Prague 10

Yewka pemyOiuka

8. HOMEP(A) HA PABPELLEHUETO 3A YIIOTPEBA
Cucronan 5 mg tadnerku — Per. Ne:

Cucronan 10 mg tabnerku — Per. Ne;
Cucrtonan 20 mg tabnerku — Per. Ne:

9. JIATA HA NbPBO PA3PELIABAHE/IOJAHOBSIBAHE HA PASPELLEHHETO 3A
YINIOTPEBA

Jlata Ha NbpPBO pa3pelIaBaHe:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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