KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. UME HA JIEKAPCTBEHHUA MPOAYKT

-~

B SHUTENF
Mokcoramma 0.4 mg ¢puaMupanmn TabneTku ot E/IHA ATEHUMA NO NEKAPCTBATA

Kpamka A'apaxmepucmuxa Ha npo
Moxogamma 0,4 mg film-coated tablets g
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|
ii Paspeawetie Ne

2. KAYECTBEH H KOJIHYECTBEH ChCTA -
© COCTAR Noomume. . X48OF  27-0- g

Besika Tabnetka ceabpxka 0,4 mg mokcouunuu (Moxonidine).

ITomMoOLIIHO BelecTRO ¢ M3BECTHO AeiicTBHE: JlakTO3a MOHOXHpAT
3a MBJIHUA CITHCHK HA TIOMOLIHUTE BELECTBA BHIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

®dunmupana TabneTka

BbHiueH Bua Ha TabneTkuTe: BCHUKH TabNeTKH ca KPBIJIK, C IMAMETBP OKOJ10 6 mm.
LlgeTbT Ha dpunmupanuTe Tabnetku ot 0,4 mg € TBMHOPO30B.

4. KJIMHHWUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHHA

Mokcoramma e nokasaH 3a JiedeHHe Ha XUTMIEPTOHHA.

4.2  Jlo3MpoOBKA H HAYHH HA NPHIOKEHHE

QOBHQOBKa

Bwspacmuu

ObuuaiinaTa HavyanHa 103a MOKCOHMIMH € 0,2 mg qHEBHO ¢ MaKcHMallHa JHeBHa 103a ot 0,6 mg, npuerta,
KaTo JIBe OT/IE/IHK 1031. MakcHMannarta eIHOKpaTHa 103a, KOATO Moske J1a ce npuema e 0,4 mg.

JlHerHaTa 103a ce onpe/iens cboOpPa3zHO HHAMBHIYAIHHS OTTOBOP Ha MallMeHTa.
MOKCOHHIMH MOKe J1a ce nmpruema ¢ WK Oe3 xpaHa.

JleuenneTo ¢ MOKCOHUAMH TpsaOBa Na ce 3ano4He ¢ Hall-HUCKaTa 1o3HpoBKa. ToBa 03HauaBa eHa AHEBHA
a03a oT 0,2 mg MOKCOHH/IHH CYTPHH. AKO TEPANCBTHYHOTO JEHCTBHE € HEe0CTaThYHO, Jl03aTa MOJKe J1a
ce ypeauun 10 0,4 mg MOKCOHMAMH HEBHO, cjiedl TPH ceAMHMUM. Tasu 103a MOoke 1a ce npuemMa Kato
€/1Ha eIMHUYHA 103a (CYTPHH) WK J1a ce Ha3HAuM KaTo JIBe €IMHUYHH 03U 3a JIeHs (CYTPHH U Beuep).
AKO pe3yiaTaTtuTe OT JICYCHHETO Mpe3 ClIeABAllUTe TPH CEJAMMLH BCE OLUE C€a HE3a/]0BOJMTE/IHHM,
JI03MPOBKATa MOXeE Ja ce MOBHIIH 10 MakcHMyMa ot 0,6 mg, npu koeto T4 TpsadBa /a ce pazaeny Ha JBa
npHema — CyTPHH U Beyep.

Enumnununarta nosa or 0,4 mg MOKCOHMAHH M JHeBHaTta ao3a oT (0,6 mg MOKCOHWAMH
NpeBUILIABAT.

Hayuenwmu ¢ 6wvopeuno yapencoane.
IIpn nauneHTH ¢ ymepeHo 10 Texko Ob0peuHo yBpexkaaHe (ramomepysiHa GuiaTpaim
60 ml/min) HavanHata no3a e 0,2 mg AHeBHO. AKO € HeoOXO0IUMO M ce noHacs 100p



6bae yrennueHa o 0,4 mg GHEBHO MpPH NaUUeHTH ¢ yMepeHo 6uOpeuHo yBpeskaare u no 0,3 mg nHerHO
NpH NaLMeHTH ¢ Texxko 6u0peuHo yBpexaaHe (BIDKTE TouKa 4.4).

[Ipy nauyeHTH Ha XeMOaHANH3a HavanHaTta Ao3a e 0,2 mg nHeBHO. AKo € HeoOXOAMMO H ce noHacs
Aobpe, no3ara Moxe Aa 6b1e ypenndeHa no 0,4 mg aHeBHo.

Heduampunna nonyaayun
MokcoHHAHH HE ce mpenopbuBa 3a ynorpeba npd Aeua M OHOLM non 18 - ropMiuHa BL3pacT, nopaam
JINCa Ha JaHHH 3a epUKacHOCT H Ge3onacHOCT.

4.3 IIpoTHBONOKAIAHHMA

Mokcoramma € npoTHBONOKAa3aH NPH NALIHEHTH C:

- CBpBXYYBCTBHTENTHOCT KBM aKTHBHOTO BELIECTBO WIH KbM HAKOE OT MOMOLIHHTE BellecTBa,
u30poeHH B Touka 6.1;

- CuHapom Ha BONHHA CHHYCOB BB3eN;

. Bpanukapaus {chbpaedHa yecToTa B nokoil noa 50 ynapa/MuHyTA);

- AtpuopenTpukynapen 6nok II unu III ctenen;

- CopaeuHa He1OCTaTLYHOCT.

4.4 Cpeunaiuu npeiynpesxieHHs K NPEATaIHH MEPKH IPH ynoTpeba

JloknaaeaHu ca NOCTMAPKETHHIOBH Cly4YaH Ha pa3/IHuHH cTeneHH AV 6ok NpH nalyeHTH JIEKyBaHH ©
MOKCOHHIHMH. B3 0cHOBa Ha Te3d JOKIaaH, poigTa Ha MOKCOHUIHH B 3a0aBsaHe Ha aTpHO-
BEHTPHKYJIapPHOTO MPOBEXKAAHE HE MOXKe /12 Ce H3K/IHOYH HambaHO. ClieloBaTeNHO ce npenops4Ba
NOBHIIEHO BHEMaHHe NpY JleueHHe HA NALKEeHTH ¢ BEIMMKHA APeapa3noJoKeHOCT 3a pa3BUTHE Ha AV
6nok. Korato MOKCOHHIHH C€ M3MON3BA IPH NAUHEHTH ¢ AV 610K MbpBa cTeneH, TpAGEa Aa ce MonokKar
CMELHAIHH MPHXH, 32 H3barBaHe Ha Gpagukapaus. MokcoHHIMH He TpaOBa 1a ce W3NON3Ba NPH BHCOKA
cTeneH Ha AV 6nok {(Bxk. Touka 4.3).

KoraTo MOKCOHHRHH Ce Npunara NpH NalHeHTH ¢ TEXKa KOPOHapHa fonecT Ha CHPHETO WiH HecTabunna
CTEHOKAp/HA € HeOOXOAHMO NOBHILICHO BHHMAHHE NOPaaH (pakTa, Ye HMa OrpaHHYEH OIHT C Ta3H
MaLUHEHTCKa MOMyIaLHA.

IlpenoptuBa ce NOBHLIEHO BHHMaHHE NMpH MPWIOKEHHe Ha MOKCOHU/MH TIPH NaldeHTH ¢ 616peyHo
YBpEKAaHe, Thi KaTo MOKCOHWIMHBT €€ eKCKpeTHpa npeauMHo npes 6u0peunte. [Ipy Tesn nauneHTH ce
NpencpbYBa BHUMATETHO THTPHPAHE Ha 103aTa, 0coGEHO B HAYanoTo Ha JIeueHHeTo.

Jleuennero Tps6GBa na 3anoude c 0,2 mg JHEBHO M Aa ce MOBHLIM 10 MakcHMyM 0,4 mg AHEBHO NpH
NaLuMeHTH ¢ yMepeHo Obbpeino yBpexaaHe (rnomepyana ¢untpauna >30 ml/ min, Ho < 60 ml/ min) u
MakcuManHo 0,3 mg THERHO NPH NANMEHTH ¢ TeXKO OB0peyHo HapylieHHe (rnoMepynHa dunTpalua <
30 mi/min), ako € KAMHHYHO NMOKa3aH H ce NoHocs aohpe.

AKO MOKCOHMJIMH c€ H3MoNn3Ba B koMOHHalms ¢ GeTa-Gnokep M nopaay HAKAKBA NMPHYHHA JIEYEHHETO C
JBaTa MEeAHKaMeHTa TpaGBa Ja ce ApeycTaHOBH, MbpBO TpaOBa Aa ce cnipe npHeMbT Ha Gerta-Ookepa, a
cliell HAKOJIKO JIHU — W TO3H Ha MOKCOHHIHH.

Hocera He e HaGmoaaean pubayHa eeKT BEPXY KPLBHOTO HANAraHe clie] NpeKpaTaBaHe Ha JIeYEHHETO C
MOKCOHHIHH. BbrpekH ToBa He ce MpenopbuBa p23KOTO CNHpaHe Ha TepanuATa. Jlosata TpabGBa na ce
HAMATABA NOCTENEHHO B NPOALIKEHHE Ha NEPHOJ OT JBE CEIMMLIM.

IMaumentn c PEAKH HacJICOACTBEHH I'IPOGJ'ICMH Ha HCMOHOCHMOCT KbM ranakro3a, IIbJICEH NaKTa3CH
Jle(i)HLIHT HH INKKO30-TalakTO3Ha Maﬂ36006l.lﬂﬂ, HE TpﬂﬁBa Oa MpHEMAT TOoBa JICKapCTBO.

4.5 BiaumopelicTBHe ¢ ApyTH JIeKaPCTBEHH NPOAYKTH H APYTH HOpMH HA B3aAMO

EnHOBpeMeHHOTO MpPHIIOKEHHE HA MOKCOHHIAMH C APYTH aHTHXHIIEPTEH3HBHU
aauTHBeH edexT.



Tri KaTO TPHUHKIHYHHTE aHTHAENPECAHTH MOTaT Aa HAMAIAT e(PEKTHBHOCTTA Ha LEHTPATHO-AeHCTBALLM
AHTHXHIEPTEH3UBHH JICKAPCTBEHH CPEJCTBA, HE CE€ NMPENOPbYBa TPHLMKIMYHHTE aHTHASTIPECAHTH Ja Ce
NpHEMAT €HOBPEMEHHO ¢ MOKCOHHIHH.

MOKCOHHAMH MOXE Aa 3aCHIIH CeNaTHBHMA e(eKT Ha TPMLMKIMYHHTE aHTHAenpecaHTH {aa ce uzbarsa
€IHOBPEMEHHOTO NMpPEANHCBAHE), TPAHKBWIAHTH, AJIKOXOJ, CEAATUBH H XHUITHOTHLIM.

MOKCOHHANH YMEpeHO YCHIBA HapylIeHMTe KOTHMTHBHH (YHKUMH TNpH TaUMeHTH, NpHeMallH
nopaszenaM. MokcoHMAMH ©H MOrRI Ja 3acHIA  CeNaTHBHHA edekT Ha OeH3ooWasenHHH npH
eHOBPEMEHEH MPHEM.

MokcoHHAHH ce eKCcKpeTHpa OT opradn3Ma 4pes TyOynapHata ekckpeuus. Biaumoneiicteuero ¢ apyru
BELLECTBA, KOUTO CHLIO C& eKCKPETHPAT MO ChIKA HAYMH He MOXe Ja ObAe HIKIOUYEHO.

4.6 @epruauTeT, GPEMEHHOCT H KbpMeHe

bpemennoct
Hsama moaxoasinid AaHHHM 3a H3NON3BAHETO HA MOKCOHMAWH NpH OpemeHHM >keHH. M3nuTBanmsaTa mpu

*HBOTHH NOKa3BaT eMOPHOTOKCHYEH edekT (BHK T. 5.3). [ToTeHLUBANHHIT PUCK NMPU XOpa € HeH3IBECTEH.
MokconnnuH He TpabBa na ce mnpwiara nMo BpeMe Ha OpPeMEHHOCT, OCBEH NpPH KaTeropH4YHA
HeoOXOIOUMOCT.

Kspmene
MoOKCORHIHH ce oTIend B MaHuyMHOTO MIIFAKO M cleoBaTenHo He Tpabea ma ce npunara no BpeMe Ha

KbpPMEHE. AKO JIe4EHHETO C MOKCOHHAHH € abcomoTHO HeobxoAHMO, KEpMEHETO TpAGBa Aa ce cnpe.
4.7 EdexTn BLpXy cnocobfHocTTa 38 modHpane H paboTa ¢ MalIuuu

He ca nposenenn npoyueanus pbpXy cnoco0HoOCTTa 3a modupaHe H padora ¢ mawnau. Crobliaea ce 3a
CBHJIMBOCT H 3aMasHocT. ToBa TpaOBa Ja ce HMa NpeABHA NPH H3TBJIHEHHETO HA TE3H AEHHOCTH.

4.8 HexelanH JeKAPCTBEHH PEAKIHA

Haii-uecTo cbhofitaBaHuTe HexeNlaHW peakLWH NPH NpHeM Ha MOKCOHHMJMH BKIIOYBAT CyXOTa B YCTaTa,
3aMafsHoCT, 00Ila OTNAAHATOCT H CHHIMBOCT. T€3H CHMIITOMH 4eCTO HAMANABAT el MbPBUTE HAKOIKO
CE[MMLM OT 3aMOYBaHE HA JIEUCHHETO.

YecToTaTa Ha HEXKENAHWTE pEaKUMH € TNpeicTaBeHa Mo-1071y, NOAPENEHH MO0 CHCTEMHO-OpraHHa
wiacHbHKauus (NposBEHH MO BpeMe Ha MIauebo-KOHTPOIHMPaHH KIMHMYHH NpoyuBaHHA ¢ n=886
NailMeHTH, IPHEMATH MOKCOHU/IHH CBTIaCHO YECTOTATA N0~ J0NY):

MmHoro uectn (21/10)

Yectn (=1/100 no <1/10)

HeuecTn (21/1 000 o <1/100)

Peaxu (=1/10 000 go <1/1000)

Mmuore penku (<1/10 000)

C HewnsBecTHa yecToTa (OT HATHYHHTE JAHHH He MOXe Aa Ob/ie HanpaBeHa OLEHKA)

MedDRA cuctemo- MHoro yecTu YecT HeuecTu
OpraHHM KJIACOBE (=1/10) (=1/100 mo <1/10) (1/1 000 po <1/100)
TlcHXHYHN HapyeHHa bescrHue Hepehoct

Hapywenus Ha I'naBobGonue*,

HEPBHATA CUCTEMA 3aMasHOCT/ CBETOBLPTEK
(BepTHro),
COMHONEHTHOCT
(cbHAHBOCT)

Hapymennsa na yxoro u
NalbHpUHTa




CbpevHH HapyLieHHs bpanukapaus

Cba0oBH HapyLIEHHA Xunoronus™*
{BKITFOUHTEJHO
OpTOCTATHYHA
XHMTOTOHHSA)

CToMalHo-upeBHA Cyxota e Juapus,

HapylleHHs ycrara rajaeHe/mospboliaHe,

JMCTIENICHA

HapylueHnus Ha koxkara Koxen oOpus, npypuryc | AHrnoenem

H NOJIKOXKHATa ThKaH (cBpbex)

Hapyuienns Ha Bbonku B repba bonkH BLB BpaTa

MYCKYJIHO-CKENeTHaTa

cCHCTeMa H

CBEIHHHTEJIHATA ThKaH

O6LH HapyIlleHUA U Acrenns Eaem

e(eKTH Ha MACTOTO Ha

NpHIOKEHUE

* Hama yBenHueHHe HAa YECTOTaTa Ha NPOABJICHHE, B CPABHEHHE ¢ TUTanelo.

Crofiapane Ha NOAO3HUPAHHU HEXETAHW peaklMH

CpobiuaBaHeTO Ha NMOAO3HPAHH HEXENaHH PeaklMH CJie]l pa3pellaBaHe 3a ynotpeba Ha JeKAPCTBEHHMA
TIPOAYKT € BakHO. TOBa MO3BONABA A3 MPOABLKH HabNIONEHHETO HA CEOTHOLIEHMETO TOJI3a/PHCK 3a
NeKapcTBeHUs MPOAYKT. OT MEOHLHHCKHTE CMELHMATHCTH Ce H3HCKBa Ja chofllapaT BCAKa MONO3HpaHa
He)keNaHa peakius upes HalMOHANHA CHCTeMA 3a ChoDLIaBaHe:

buarapus

H3mpanHTENHA areHIHd 1o JleKapeTBaTa
yn. . Jamau ['pyer” Ne 8

1303 Codnua

Ten.: +35 9 28903417

yebcaiiT: www.bda.bg

4.9 Ilpenozupane

CUMNTOMH NpY Npeno3upaHe

Hma cpobiueHns 3a HAKOH CITy4YaH Ha Npeao3upaHe, NpH NOTBJIHaTa qo3a oT 19,6 mg 6e3 daTaned uaxon.
CrobuwennTe npu3Haly M CHMOTOMH BKIIOYBAT: riapobonne, cenaums, COMHONEHTHOCT, XHNOTOHMS,
3aManHOCT, acTeHuA (061ma oTnanHaiocT), Opanukapaus, CyxoTa B ycTaTa, NOBpPbIlaHe, yMopa H 6onka B
ropHaTa 4acT Ha Kopema.

B cny4yau Ha TexXKO Npeno3upaHe ce NpenopbyBa BHHMATENHO HabnloAeHKe 3a HapylIeHHs B Chb3HAHHETO
H MOTHCKAHE Ha JHIIAHETO.

Karo nombixeHHe, cnopel AaHHHTE OT HAKOAKO H3MHTBAaHHUA ¢ BHCOKH JO3H BBPXY JKMBOTHH, MOrar ja
ce TIOABAT NMPEXOAHA XHMEPTOHHA, TAXUKAPAMA H XHTIEPIITHKEMHEA.

JleueHnue Ha NpenO3UPAHETO

He e u3Becten cneumnduuen aHTHAOT. B cimyyad Ha XHIOTOHHA Moxe Na ce OOMHCIH NOATEPXKAHE HA
UHMPKYJalMATa Ype3 NMpHIaraHe Ha TEYHOCTH H JonaMHH. bpaaukapauara mMoxe ga Obhe NekyBaHa ¢
aTPOTHH.

@-pELIENTOPHATE AHTaroHWCTH OHMXa MOMIM Aa HaMalAT WiM Aa M[PEMaxHAT MNapaRoKCalHuA
XHIEPTEH3HBEH eBEKT OT NPeA03HPAHETO ¢ MOKCOHHIMH.

5.  ®APMAKOJOIHYHY CBOHCTBA
5.1 <dapmakoaHHAMHYHH CBOHcTBA

dapmakotepanesTiHuHa rpyna; UMHaa3onHHOBH pELENTOPHH aHTArOHHACTH, MOKCOH
ATC-xon: CO2ACO05




Mexanussm Ha neiicTEHE

ITpy paznMyHH XMBOTMHCKH MOZENH MOKCOHHIHH C€ NpOABABA KAaTO ©(PHKacCHO AaHTHXHIEPTEH3IMBHO
cpeacTeo. HanuuHuW eKkcnepHMEHTanHM JAaHHW TI0Ka3BaT, Y€ MACTOTO Ha aHTH-XMNEPTeH3RBHOTO
AcHCTBHE Ha MOKCOHHIHH € LeHTpanHaTta HepeHa cHcteMa (LIHC). B MO3BUHMS CTBOJI MOKCOHHAHUHKET
CTHMyJHpa H30OMparenHo [-MMHOaszonuHOBHTe peulenTopy. Te3n 4YyBCTBHTENIHH KBM HMHIA30MHH
PELENTOPH €A ChCPEACTOUEHH BB POCTpajiHaTa BEHTpO-JaTepanHa Megyna (Medulla oblongata), Macto
KPHUTHYHO 33 LEHTPaAHHA KOHTPON Ha mepHepHaTa CHMNAaTHKYCOBA HEpBHA cucTeMa. CTHMYNHPaHETO
Ha [)-HMHIa30THHOBHTE peLeNTOPH BOAM 10 HaMaNABaHe HAa CHMMATHKYCOBaTa aKTHBHOCT K MOHIXKABa
KPBBHOTO HaNAraHe,

q)aQMaKOgﬂHaMl/l'-lHH egb_emu

MoOKCOHHANHBT ce pa3nWyaBa OT JPYTHTe CHMINATHKOMMTHYHH AaHTHXHIEPTEH3MBHH JleKapCTBEHH
CpeICTBa [0 TOBA, Y€ NPOABABA MHOIO cnab ahUHHTET KbM H3BECTHH O2-aAPEHOPELENTOPH, B CPABHEHHE
¢ Li-umMnaazonunoeute peuentopd. Ha To3u cnab aduHHTET KBM 02-aipEHOPELIENTOPHTE C& ABIDKH
HHUCKATa CTENEH Ha HeXeNaHH JIeKapCTBeHH PeaklMM Ha cejaliMi M CyXOTa B YCTara, NPH JeueHHe ¢
MOKCOHHIHH.

Knusnuna edpukacHocT H 6esonacHocT

{Ipn xopa, MOKCOHHAHMH BOAH EO HAMaJiiBaHE HA CHCTEMHATa CH/IOBA PE3HCTEHTHOCT W TOCJIEABALIO
MOHKKEHHE Ha apPTEPHANHOTO HANAraHe., AHTHXMNIEPTEH3UBHHAT €eKT Ha MOKCOHHIHH € JEMOHCTPHpaH
npH ABOKHO-CNIENH, IUIaueGo-KOHTPONHpaHH paHAOMHM3HPaHH npoy4BaHHsA. [lyGnukyBaHHTe AaHHH
MOKa3BaT, Y€ MPH XHMNEePTOHHYHH MalMeHTH C JIfBa BEHTpHKyJnapHa xuneptpodusa (LVH), 3a eano u
CBIO HaMaNsBaHe Ha KPBBHOTO HansraHe, npH ynoTpebata Ha aHrHoTeHsudn [I aHTAroHucT
€IHOBPEMEHHO ¢ MOKCOHHIHH, €& AOCTHra no-aobpa perpecus Ha n4BaTa BEHTPHKYJapHa Xuneprpodus
CpaBHEHO Che cBOOOAHATa KOMOHHALIMA OT THAa3HI H HHXHOHTOD Ha KalLMEeBUTE KAaHAMH.

B TepaneBTHUHO MpoyuBaHe ¢ JBYMeceYHa NPOABILKHTENHOCT MOKCOHMAMH Roio0psBa MHAeKca Ha
YYBCTBMTETHOCT Ha MHCYNHHA ¢ 21% B cpaBHeHMe ¢ TUiauebo NMpPH MALMEHTH CBC 3aTIBCTABAHE,
HHCY/NHHOBA PE3HCTEHTHOCT H YMEPEHA XHIIEPTOHUA.

[lennaTpHiHa nomynaus
MoOKCHHHIOMH He ce MpenopbyBa 3a ynotpeba NpH Aela H I0HOLIH nof 18-roauimHa pbapact, nopaau

JMMca Ha AaHHM 33 e(PUKACHOCT K 6e30MacHOCT.

5.2 @DapMaKkoKHHETHYHH CBoOicTBA

Abcopbuua
Cnea nepopaneH npHeM MOKCOHMIHHBT ce pe3opOupa OBp30 (tmsx OKONO Yac) M NOYTH HAMBIHO OT

FOPHHA FacTPOHHTECTHHANEH TpakT. AGconioTHaTa My GuoHanuuHocT e okono 88 % nokaspama first-
pass MeTaGonu3eM. [IpHeMBT Ha XpaHa He OKa3Ba BIMAHHE BEPXY (hapMaKOKHHETHKATa Ha MOKCOHHIHH.

Paanpenenceuue
CBbp3BaHETO C NAa3MEHHTE TIPOTEHHM, ONPEAeneHo in vitro, € okono 7,2 % .

buotpanchopmanus

B npobn or wudoselika TIuasMa ce MIAEHTHOHUMpa caMO  JASXHAPOTCHHPaH MOKCOHWIMH.
dapMakoJHHAMWYHATA AKTHBHOCT Ha JEXHIpPOTeHHpaH MOKCOHMAMH € okono 1/10 B cpaBHeHHe ¢
MOKCOHHMH.

Enumnaupane
3a 24 yacoB NepHOX ceAeMieceT W OceM MPOLEHTa OT ofuiara 1032 ce €KCKPETHpPa B YPHHATa Karo

MOKCOHHIMH U 13 % - kaTo AeXHApOreHHpaH MOKCOHUIHH. JIpyru HesHauHuTenHu MeTabo
HamHpart B YpHHara ca 8% ot nozarta. [log 1 % ce enuMHHHPA upe3 HINPAXKHEHHUATA.
CpenHuTe NoNyKHBOTH H& MOKCOHM/IHE M HETOBHTE MeTabOJIMTH ¢a 0koIo 2,5 H Sy IPRNEAY
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{apMakOkHHETHKA NPH NAUHEHTH ¢ XHIIEPTOHHA
[pn rtasu rpyma nauueHTd He ca HabmonaBaHH (apMaKOKHHETHYHHM MpPOM
¢apMaKoKHHeTHKATa NPH 3ApaBH A0GPOBOILIH.

[




DapMaKOKMHETHKA NPH NTAIMEHTH B CTAPYECKa Bb3pacT

Habmonaesany ca npoMeHH BB (apMaKOKHHETHKATA, CBBP3aHH C BBIPACTTa K Te Haii-BeposTHO ca
nopanx HaManeHa MeTaboMTHA aKTHBHOCT H/HITH JIEKO MO-BHCOKA GHOHANMMHOCT NMPH NALHEHTH B
cTapyecka BB3pacT. Burpekn TOBa Te3u pa3iiMKH He ca NPHETH 33 KITHHHYHO 3HAYHMH.

DapMakoKHHETHKA NPH Aera
TeH Kato MOKCOHMAMH He Ce MpenopLYBa NpPH Jeld, He ca NpPOBEXIAaHH NpPOYYBAaHUA B Ta3H
cyOnomynauna.

DapMakokuHeTHka npu 6H0peuny yBpexaaHus
ENHMHHApAHETO HA MOKCOHHIOWH € 3HaYHMO CBBP3aHO C KPEaTHHHHOBHA KAHpPBHC. IIpH nauMeNnTH

yMepeno yBpeneHa 6b6peuna gyrHkuma (GFR 30—-60 ml/min), paBHOBECHHTE NIa3MEHH KOHLEHTPALHH H
KpalHHAT NOJMY>KHBOT €a OKOMO 2 MbTH M 1,5 MbTH MO- BHCOKH, CHOTBETHO, B CPABHEHHE C MALHEHTH ¢
HopMasHa 6s0peuHa ¢yHkina (GFR>%90 ml/min). [Ipu nanuenTu ¢ Texxko 6u6peuHo yepexnane (GFR
< 30 ml/min) paBHOBECHHTE KOHLEHTPALHH H KpaliHHAT NONYKHBOT ca 0kono 3 meTH mo- Bucoku. He e
HabmonapaHO HEOYaKBaHO HATPYNBAHE Ha NMpPOOYKTa Clel] MHOTOKpaTHo ao3upade. [1pu naumestH c
KpaeH ctagWu Ha yepexzaaHe (GFR>10ml/min) Ha xemommanwza, AUC u KpalflHHAT NONYXKHBOT ca
CbOTBETHO 6 MBTH M 4 MBTH NMO-BUCOKH, CHOTBETHO, CPABHEHO C XHIIEPTOHHIM ¢ HOpManHa OnGpeuna
¢yHkuua. [pn nauueHTH ¢ yMepeHo OEOpEURO yBpexKaaHe MAKCHMATHHTE FUIA3MEHH KOHUEHTPALHH Ha
MOKCOHHAHH ca camo 1,5-2 muTH No-BHCOKH.

Cnenobatensio, nNpH nauHeHTH ¢ ObOpevyHO yBpexknane nosara TpaGBa Ja ce THTpHpa cropen
HHAWBHIYAJIHHTE H3HCKBAHHA.

MOKCOHHAHH Ce eTHMHHEHPA B MaJTKa CTETIeH NPH XeMOIHANN3A.
5.3 Ilpeaxannu4su RaHHH 3a GezonacHocT

HewiMHH4HUTE DaHHH He noka3BaT ocobeH pHCk 3a Xopa, 0asuMpaiikn ce Ha KOHBEHLHOHATHH
npoydBaHHd 3a 0e30MacHOCTTa, TOKCHYHOCT MpPH MHOTOKPATEH MPHEM, KAPUMHOrEHEH NOTEHLMAN M
PenpoayKTHBHA TOKCHYHOCT.

HMscneasaHus NpH )HBOTHH Ca MOKa3aad eMOpHO-TOKCHUHH e(eXTH NPH TOKCHMYHH A03H 3a Maiikata.

Hacneasanna BLpXy DPENpoOAYKTHBHATA TOKCHYHOCT HE ca Mokasaid edexT BbpXy (pepTHIHOCTTA M
TepaToreHeH noTeHUMan.

Em6puo-Tokcukonornunm edexru ca HabnonaBanK NpH IWIBXOBE NPH AO3M OT W HaJ 0T 9
mg/kg/nHeBHO M Nipu 3aiiim npy ao3u Han 0,7 mg/kg/anesro. [Ipy nepu- ¥ nocT-HaranHo npoy4saHe
NpH ILTEXOBE € HAOMIOAABAHO BIHAHHUE BHPXY Pa3BHTHETO H XKH3HEHOCTTA H MOKOJIEHHETO MPH J03H
OT H Haa 3 mg/kg/nHeBHO.

6. ©APMAIIEBTHMHH JJAHHH
6.1 Coucnbk HAa NIOMOIHHTE BEIECTEA

Hopo na mabremrxama
J1aKTO3a MOHOXHAPAT
KPOCTIOBHIOH
noBuaoH K 25
MarHe3HeB cTeapaT

Durmupaujo noxpumue
XMIIpoOMeno3a

TutaHoB auoxcua (E 171)
Makporon 400

yepBeH keneseH avokcun (E 172).




6.2 HecbBMeCTHMOCTH
He ¢ npunoxumo.
6.3 Cpox Ba rognoct

Mokcoramma 0,4 mg ¢purMHpaHH TabneTkH onakosanu B nenpospaynu PVC/PVDC/Al-6aucrepH - 3
rOJHHH.

3a Mokcoramma 0,4 mg ¢pwiMHpanu TableTkn, npoussexaany or npouseoauren Cenexi, Oparuus u
onakosaHu B npozpaudu PVC/PVDC/Al-GnuctepH — 3 roguHu.

6.4 Cnennajing ycJI0BHSA HA ChbXpaHeHHe

Ja ce cbvxpansea nog 30 °C,

6.5 Bua H cbAbpkaHHE HA ONAKOBKATA

PVC/PVDC/Al-b6nuctepu B onakoBkd no 340, 50 u 100 ¢prunmMupany tabneTku.
He BcHuky BHIOBE ONMaKoBKH Morar a 6baar ImycHatk B npogax6a.

6.6 Cnennaiine NnpeANa3HH MepKH NPH H3XBbLPJISHE H padoTa

HsamMa cnenanHn H3HCKBAHMA.

7. TIPHTEXATEJ! HA PAZPEHNIEHUETO 3A YIIOTPEBA

Wirwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

I'epmaHus

8. HOMEP HA PAIPELIEHHETO 3A YIIOTPEBA

20060147

9. JATA HATIBPBO PA3PEIIABAHE / IOJHOBSAABAHE HA PASPELHIEHHETO 3A
YIIOTPEBA

Jara Ha mspBo paspewiBade: 03 Anpun 2006

Jarta Ha mocneaHo noaxHoeasaxe: 29 Oxromepu 2010

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

07/2025




