KPATKA XAPAKTEPUCTHUKA HA MMPOAYKTA

1. HME HA JIEKAPCTBEHHS MPOAYKT

(#12RLNHUTENHA ATEHUWS N0 NEKAPCTBATA |

Kpamka xapakmepucmuka Ha npogyxma [puoxeHue 1 !
4 s t/ "

Paspewerue N 1

3G/MA/MP - .. X-\'N 17 .“‘

Beska Tabnetka chabpxka 0,3 mg Mmokconunun (Moxonidine).  Dgoopoie !

Mokcoramma 0,3 mg ¢puiamupanu TabieTku
Moxogamma 0,3 mg film-coated tablets

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

[TomoI1HO BelecTBO ¢ u3BecTHO AeiicTBue: JlakTo3a MOHOXHApAT
3a MbIIHKA CITHCHK Ha MOMOLIHKMTE BELLECTBA BHXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

®unmupana tabnerka

BbHuieH Bua Ha TabneTkute: Becuuku TabneTKu ca KPbIUIH, ¢ AHAMETHP OKoJIo 6 mm.
L{BeTbT Ha punmHupanuTe Tabnerku ot 0,3 mg e po3os.

4. K/IMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHUA

Mokcoramma e nokasas 3a JieyeHHe Ha XHIepTOHHS.

4.2 Jlo3upoBKa M HAYHH HA NPHJIOKEHHE

Ho3u POBKa

Bwspacmuu

Ob6nuaiiHaTa HauajHa 1032 MOKCOHMIMH e (0,2 mg JHEeBHO ¢ MaKCHMaJTHa IHeBHa j103a ot 0.6 mg, npuera,
KaTo JIB€ OTAENHH 1034. MaKkcuManHaTta eTHOKpaTHa J103a, KOATO MOe Aa ce npuema e 0,4 mg.

ﬂHEBHaTa J03a ce onpenens c:'boﬁpamo HHAHWBHOYAITHHA OTTOBOP HA NalKUEHTA.
MokcoHHaHH MOXE 1a ce InpuemMa ¢ HiH Oe3 XpaHa.

JleueHHETO ¢ MOKCOHMIMH TPAOBa /1a ce 3anoyvHe ¢ Hal-HUCKaTa 103MpoBKa. ToBa 03Ha4YaBa e/1Ha JHEBHA
no3a ot 0,2 mg MOKCOHMIMH CYTPHUH. AKO TepaneBTHYHOTO ACHCTBHE € HeJOCTAThYHO, JI03aTa MOXKe J1a
ce yBennuH 10 0,4 mg MOKCOHMIIMH JIHEBHO, C/lel TPH ceaMHMUM. TasM J103a MOXe Jla ce NpHeMa KaTo
€/1Ha €IMHMYHA 1034 (CYTPHH) HJIH Jla C€ Ha3HAYM KATo JBE €IMHUYHH J03H 3a J€Hs (CYTPHH H Bedep).
AKO pesynTaTWTe OT JICYEHHETO Npe3 CIIEABALIMTE TPH CEIMMIM BCe OINE Ca HEe3a]0BOJIMTEHH,
J03MPOBKATa MOKe Jla ¢e MOBUILM 10 MakcumyMma ot 0,6 mg, npu koeto T4 TpsAOGBa a ce pa3aeny Ha JBa
npueMa — CyTPHH H Beuep.

NpeBUILABAaT.
Hayuenmu c 6vOpeuno yepecoane:

ITpy naumeHTH ¢ yMepeHo 10 Texko Ob0pedHo yBpexaaHe (rinomepysiHa (Gpuirpaims
< 60 ml/min) HayanHata no3a € 0,2 mg 1HeBHO. AKO € HeoGX0aMMO M ce noHacs 100




6bae ysenuuena Ao 0,4 mg AHeBHO NMpPH NaLHEHTH ¢ yMepeHo 6b6peuno yspeskaare u 1o 0,3 mg aHeBHO
TIPH TIAUMEHTH C TEXKO GBOpeuHo yBpexaaHe (BHKTe Touka 4.4).

[Tpu naumeHTH Ha XeMOAHaIH3a HavaHaTa 2o3a e 0,2 mg aHeBHO. AKO € HeoOX0AMMO U ce MoHacA
nobpe, nozara moxke na 6uae ysennueHa go 0,4 mg nHeBHO.

Heouampuuna nonyaayua
MOKCOHHAHH He ce TpernophbYea 3a ynorpeda nMpH Neua M IOHOWH noA 18- roauiuHa BB3pacT, nopaau
JIMINCa HAa AaHHM 33 e)HKACHOCT H He3onmacHoCT.

4.3 IlpoTHBOmOKA3AHHS

MokcoraMma ¢ MpOTHBOMOKA3aH NMPH MALMEHTH C:

- CBpBX4yBCTBHTENIHOCT KBM aKTHBHOTO BELUECTBO HIH KbM HAKOE OT MOMOILHHTE BEIIECTBa,
W30 pOeHH B TouKa 6.1;

- CunpapoM Ha 60THHA CHHYCOB Bb3el;

- Bpamukapaus (cbpaedyHa dyecToTa B nokoi noa 50 yaapa/MuHyTa);

- AtpuosenTtpukynapeH 6ok II unu I1I crenen;

- ChbppeyiHa HeAOCTATLYHOCT.

4.4 Chneunaanu npeaynpexieHHd H NpeXNa3HH MePKH ApH ynoTpeba

JoxiaasaHu ca NOCTMaPKETHHIOBH C/Ty4aH Ha pasfiHuHH cTeneHd AV ONOK NpH NaLMeHTH NeKyBaHH ¢
MOKCOHHJIHH. Bb3 0CHOBA Ha TE3H NOKIAAM, PONATA HA MOKCOHHAWH B 3a0aBAHE Ha aTpHO-
BEHTPHKYIAPHOTO NPOBEXIAHE HE MOXKeE J1a C& M3KIKYH HamwIHO. ClieJOBaTeNHO ce MpenoprYBa
MOBUILEHO BHUMaHHE NPH JIEYEHHE Ha NAUHEHTH ¢ BB3MOXKHA NIpepa3noiokKeHoCT 3a pasBUTHe Ha AV
6nok. Korato MOKCOHHAMH ce M3MON3Ba NpY NaupeHTH ¢ AV 6ok mepea cTeneH, TpAORa Ja ce moaoxar
CTeLHalIHH TPHXKH, 32 H30ArsaHe Ha 6paaukapaus. MokcoHuaHH He Tpabea a ce H3MON2Ba NPH BHCOKA
cTenel Ha AV 610K (Bxk. Touka 4.3).

Korato MOKCOHHIMH Ce npunara MpH NaLKMEeHTH ¢ TeXKa KOpoHapHa 6oNecT Ha CbpLETO Wid HecTabuiaHa
CTEHOKapaHA € HEOOXOAMMO MOBUIIEHO BHUMAHHE NOpaau $akTa, ue HMa OrpaHHUEH ONKT C Ta3d
NALUEHTCKa MOMyIaLHA.

IpenopbuBa ce NOBHILEHO BHUMAHKE NPH NPHIOXKEHHE Ha MOKCOHHIHH NPH NALMEHTH ¢ OBOpeuHo
yBpekAaHe, Thil KATO MOKCOHHAHMHBT C€ EKCKpPEeTHpa npeaHmHo npe3 6x6peune. [Tpn Te3n naumnenTs ce
NpenopbYBa BHUMaTeNHO THTPHPaHE Ha A03arta, 0coGeHo B Ha4anoTo Ha JIedeHHeTo.

Jlewennero Tpadea na 3anoyHe ¢ 0,2 mg AHEBHO W Ja ce MOBHILA A0 MakcuMyM 0,4 mg AHEBHO NpH
nauueHTH ¢ yMepeHo 6u6peyuno yepexxaade (rnoMepynHa ¢unrpauus >30 ml/ min, Ho < 60 ml/ min) n
Makcumanto 0,3 mg THeBHO NpH NaLMEeHTH ¢ Texkko 6u0peyHo HapylueHue (roMepynHa GuwrTpaums <
30 ml/min), ako e KIWHHMHO TOKA3aH K ce NoHocA Aobpe.

AKO MOKCOHMIMH ce M3Mon3Ba B KoMOMHaluA ¢ 6eTa-610kep ¥ NopaaH HAKAKBA MPUYHHA NEYEHHETO C
NBaTa MeAMKaMeHTa TpAGBa Ja ce NpeycTaHOBH, MbPBO TpAOBa Na ce cnpe npueMbT Ha Gera-Onokepa, a
clienl HAKOJIKO JHH — W TO3H Ha MOKCOHWIHH.

Hocera He e HabmonasaH pubayHa eeKT BLPXY KPbBHOTO HRNATAHE CIIEA MPeKpaTABAHE HA JIEYEHHETO C
MOKCOHHAMH. Bbnpeku TOBa He ce mpenopbuBa PAIKOTO CNHpaHe Ha Tepanusta. Jo3sara Tpabea na ce
HaManspea NMOCTENEHHO B IPOALIDKEHHE Ha NIEPHOA OT JBE CEAMHLIH.

IMauweHTn ¢ pEAKH HacClICICTBECHH l'lp()ﬁJ'leMH Ha HCMOHOCHMOCT KBM TalakTro3a, NhJACH J1aKTa3CH
lle(bl‘lllHT HJTH NTHOKO30-ralakTo3Ha MaJIaGCOGLIHH, HE T‘pﬂﬁBa Ja npHeMart TOBa JICKapCTBO.

4.5 BsanmogeficTBHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha B3AHMO,

EnHOBpeMEHHOTO MpWIOKEHHE HAa MOKCOHHWAHH € JPYrH aHTHXHIIEPTEH3HBHM
anUTHBEH edexT.



Tbif KaTO TPHLMKIHYHHTE AHTHAETNPECAHTH MOTAT A2 HAMAIAT €EKTHBHOCTTA HA LIEHTPANHO-AEHCTRALIM
AHTHXHMEPTEH3HBHH JIEKAPCTBEHH CPEACTBA, HE ce NPENOpPbUYBA TPHLHIIHYHHTE aHTHIENPECAHTH Ja ce
npHeMar eHOBPEMEHHO C MOKCOHHIHH.

MokcoHuAHH MOXe [ia 3aCHJI CeAaTHBHHUA €(eKT Ha TPHLUMKIMYHHTE aHTHAenpecaHTH (aa ce W3bATBa
€/IHOBPEMEHHOTO NPEANHCBaHE), TPAHKBHWIAHTH, AIKOXOJ1, CENATHBH W XHITHOTHLH.

MOKCOHHMAMH YyMEpeHO YCHIBA HapyLIEHHTE KOTHHTHBEM (YHKUMH TP TaUMeHTH, NpHEeMauM
nopasenaM. MokcoHnaMH OW MoOren JOa 3acHnH cedaTHBHHA edekT Ha OeHzonMazenMHH nDpu
€1HOBPEMEHEH MpPHEM.

MOKCOHHIOHH ce eKCKpeTHpa OT opraHu3Ma upe3 TyOynapHata exkckpeuus. BsaumoneiicTBreTo ¢ npyru
BEILLICCTRA, KOUTO CBLIO C€ EKCKPCTHPAT NO ChLUHA HAYHH HC MOXKE Oa 6’5}1@ HAKITHO4YCHO.

4.6 DepruiuTeT, GPEMEHHOCT H KhPMeHE

BpemenHocT
Hama nmoaxoaduiM AaHHW 3a H3NON3BAHETO HAa MOKCOHHIOWH npH OpeMeHHH xeHH. ManuTBaHMATa NIpH

*MBOTHM noka3paT eMOpHoTokchueH edexT (BHxk T. 5.3). [loTEeHUHANHUAT PHCK NPH XOpa € HEH3IBECTEH.
MokcoHnauH He TpsaOBa na ce mnpuinara no BpeMe Ha OpeMeHHOCT, OCBEH IpH KaTeropudna
HEOOXOIUMOCT.

KbpmMeHe
MOKCOHHAMH ce OTAENA B MAiuHHOTO MIISKO U C/IeAOBATE]HO He TpiAORa Na ce MpWiara no BpeMe Ha

KbPMEHE. AKO JICHEHHETO C MOKCOHHAHH € abconroTHO HeobxonuMo, KepMeHeTo TpAGBa na ce cnpe.
4.7 EdexTn BLpXY cnocobnocTTa 32 modupaHe H paboTa ¢ MAIIHHH

He ca nposeaenn npoyusaHus BupXy cnocoGHOCTTA 3a WwodupaHe | pabora ¢ MawmHu. Crobulasa ce 3a
CHHAMBOCT M 3amasHocT. ToBa TpaGBa Ja ce HMa NpeBH/ NIPH H3NbJAHEHHETO Ha Te3H JeiHOCTH.

4.8 Hexenand NeKAPCTBEHH PeAKIHH

Haii-yecto cbobluaBaHHTE HEXKENaHH pPE€aKlHH NTIpH NMPHEM HAa MOKCOHHIHH BKMIOYBAT CYXOTa B YCTaTa,
3aMasdHoCT, o0la OTMAAHANOCT H CHHINBOCT. Te3K CHMNTOMH YECTO HaAMaNARaT Clien MTBPBHTC HAKONKO
CCAMHIHN OT 3aM0YBaHE HA NEYEHHETO.

YecToTaTa Ha HEKENaHUTE pEaKUMH € TpeicTaBeHa 110-A0dy, NOAPENEHH MO CHCTEMHO-OpPraHHa
knacubukalus (NposBEeHH MO BpeMe Ha IUaleGO-KOHTPONMpaHH KIHHHYHH Npoy4YBaHHA ¢ n=886
NaUuMeHTH, NPHEMATTH MOKCOHMMH CBITIACHO YECTOTATA No- AONY):

Muoro gects (=1/10)

Yectu (=1/100 go <1/10)

Heuectn (21/1 000 po <1/100)

Penku (=1/10 000 po <1/1000)

Muoro peakn (<1/10 000)

C HeH3BecTHa vecToTa (OT HATHUHWTE JAHHM HE Moxe Ja 6blle HanpaBeHa OlieHKa)

MedDRA cucremo- MHoro yectu Yectn Heuectn
‘OpPraHHH K1acoBe {(=1/10) (=1/100 po <1/10) (=1/1 000 mo <1/100)
[TcHXHYHH HapYINeHHA Beichhne HepsHoct
Hapyuienus Ha Inarobonue®,
HEPBHATA CHCTEMa 3aManHOCT/ CBETOBBPTENK

(BepTHTO),

CoMHONIEHTHOCT

(CHHIMBOCT)

HapyumeHnus Ha yxoTo n
nabupHHTa




ChpaeyHH HApYWICHHS Bpanukapaua

CbooBH HapylLIeHHA Xunorouns*
{BKITIOUHTENHO
OpTOCTATHYHA
XMIOTOHHA)

CroMalHo-upeBHM Cyxora B Juapus,

HapYLICHUA ycTara raaeHe/oBphILaHE,

JAHCOENCHA

Hapyienus Ha koxara KoxeH ofpue, npypuTyc | AHrHoeaeM

W MOJAKO0XHATA ThKAH {cppbex)

Hapyuienus na bonku B repba bonku pBB BpaTa

MYCKYJTHO-CKENleTHaTa

CHCTEMA H

CheAHHHTENHATA ThKaH

OO0y HapyuIeHHA B AcTtenus Enem

edeKTH Ha MACTOTO Ha

TIPHJIOAKCHHE

* Hama yBenudeHHe Ha YECTOTATA HA MPOABIEHHE, B CPaBHEHHE C TUlale6o.

CrobuasaHe Ha NONO3MPAHH HEXENAHH PEAKIIHN
CrobmaBaHeTo Ha NOJO3HPAHH HeXeNaHM peakliM ciel paspellaBaHe 3a ynotrpeba Ha NeKapcTBeHHA

NPOIYKT € BakKHO. TORa Mo3BoNiABa Ja NMPOAB/DKH HAOMIOAEHHETO Ha CHOTHOLIEHHETO TION3a/PHCK 33
NeKapcTBeHUA NpoayKT. OT MEIHUMHCKHTE CMELMATHCTH C¢ H3HCKBA Jia choblIaBaT BCAKa MORO3WpaHa
He)elaHa peakLHa Ype3 HALHOHATHA CHCTEMa 3a ChobLIaBaHe:

Brarapus

H3anenHuTEHAa areHuMA No JleKapcTBaTa
yn. Jlamsas ['pyes” Ne 8

1303 Cogus

Ten.: +35 9 28903417

yeOcaiit: www.bda.bg

4.9 Tlpenosupane

CHMNTOMH NpH 0Ipelo3upaHe

HMa cbobiueHns 3a HAKOM cydal Ha MpeRo3upaHe, NpH NOrbJIHATA A03a oT 19,6 mg Oe3 paraneH usxon.
CboO0leHnTe NpHU3HAOH H CHMITOMM BKJKOYBAT: rnapo0onne, cefalis, COMHONEHTHOCT, XHIMOTOHMA,
3aMafHOCT, acTeHus (061a oTnagnanocr), 6paaukapans, CyxoTta B yCTaTa, TOBpPBIUAHE, YMOpa ¥ GoJika B
TOPHATA 4acT HAa KOpEMa. '

B cnyuan Ha TeXKKO Npeno3HpaHe ce NpenopbyBa BHUMATENHO HaOMIONeHHE 3a HAPYIIEHHA B Ch3HAHHETO
M MOTHCKAHE Ha JULIAHETO.

Kato pomenHeHHe, cniopel JaHHHTE OT HAKOIKO H3NHTBAHHA C BUCOKH JI03H BbPXY *KHBOTHH, MOTaT Ja
CE NOABAT NPEXO/HA XHUIIEPTOHHS, TAXHKAPIHSA H XHNEPTIIHKEMHA.

JleyeHwne Ha npeno3upaHeTo

He e u3BecteH cneunduued anTHAOT. B ciyyan Ha XWNOTOHHA MOke [a ce OOMHCAH NOANBP)KAHE HA
LHPKYyJlauudaTa 4pes3 nppmar aHC Ha TEC4YHOCTH H OonaMHH. Bpa,uuxap,nmm MOXKe Ja 61:,[[6 neKyBaHa C
aTpOTHH.

a-peuenTopHme AHTaAaroHUCTH Guxa MOImMH nOa HaAMalAT MWMHIH [Ja npemaxuar napanokcaﬂﬂm
XHMIIEPTEH3UBEH eEKT OT NPeJO3HPAHETO C MOKCOHHHH.

5.  ®APMAKOJIOI'MYHU CBONCTBA

5.1 PapmMaxkoAHHAMHYHA CBOHCTBA

dapmakoTepaneBTHYHA rpyna: MMHIa30/MHOBH PELIENTOPHA aHTAarOHHCTH, MOKCOHUIHH,
ATC-kon: C02ACO5 N



MexaHuzbM Ha NeHcTBHE
IIpn pasnu4HM XHUBOTHHCKH MOAENH MOKCOHHIHH C€ TIDOABABA KaTo eMKACHO aHTHXHMMEPTEH3IHMBHO

cpenctBo. HamuuHM €KCHEPHMEHTANIHH JAHHH [MOKa3BaT, Y€ MSACTOTO Ha AHTH-XHNEPTEeH3HBHOTO
IOEHCTBHE Ha MOKCOHHIMH € UeHTpannaTta HepBHa cicTeMa (L{THC). B mo3bunHHA CTBON MOKCOHHAHWHBT
CTHMyJIHpa H30HpaTenHo I-MMHAazoNHHOBMTE peuenTopH. Te3W YYBCTBHTENHM KBM HMHIA30JMH
PELENTOPH ¢a CLCPEJOTOYEHH BEB POCTpAiHAaTa BeHTpo-natepanHa menyna (Medulla oblongata), macto
KPHTHYHO 3a LIEHTpPaIHHA KOHTpOJ Ha nepudepHaTa CHMNATHKYCOBA HEpPBHA cHcTeMa. CTHMYIHpPaHeTo
Ha I-MMHJa30NMHHOBHTE peLIENTOpH BOAM AOC HAMaiiBaHe Ha CHMITATHKYCOBATA AKTHBHOCT M NOHHXKARa
KpBbBHOTO HajsraHe.

Q@apmakonuHaMuybu edexTu

MOKCOHHAMHBT C€ pa3iH4aBa OT JAPYTHTE CHMIATHKOJIHTHYHH AHTHXHUIEPTEH3HBHH JIeKapCTBEHH
CPEICTBA NO TOBA, Y€ NPOABLIBA MHOTO ¢ab abHHHTET KbM H3BECTHH O2-a[JpEHOPELIENTTOPH, B CPaBHEHHE
¢ li-ummnaazonuHoBHTE petienTopH. Ha To3u cnab® aduHHUTET KbM 0z-aAPEHOPELENTOPHTE CE ABIKHU
HHCKaTa CTETNEH HAa HEXKeNaHH JIEKapCTBeHH PeakilMH Ha Celalus M CYXOTa B YCTara, NMpH JieueHHe C
MOKCOHHJIHH.

Knnnuyna edukacHoct u GesonacHocT

Tlpu xopa, MOKCOHHIMH BOAM IO HaMaldBaHe Ha CHCTEMHATa CbAOBA PE3HCTEHTHOCT K MOCIEABALIO
NIOHHKEHHE Ha APTEPHATTHOTO HaJATaHe. AHTHXHMEPTEH3UBHHAT ¢(PEKT Ha MOXCOHHIMH € JEMOHCTPHUPAH
Npd JBOIHO-CnenM, Ialebo-KOHTPONHPpaHH paHAOMU3upaHH npoyuyeanud. [lyGnmkysanure naHHH
NOKA3BaT, Y€ NpPH XHMNEPTOHHWYHH MAaUMEeHTH C JSBa BeHTpUKynapHa Xuneprpodus (LVH), 3a emHo u
CBUIO HaMalABaHe Ha KPLBHOTO HanArane, mnpH ynortpebata Ha aHrHoTeH3WH II aHTaroHWcT
€IHOBPEMEHHO ¢ MOKCOHH/IMH, CE€ ROCTUra Nno-go0pa perpecus Ha JIABaTa BEHTPHKYJapHa XHneprpodus
CPaBHEHO Cbe ¢BOOOJHATE KOMOHHALIMA OT THA3WI H MHXHOHTOP Ha KANLHEBHTE KaHAIH.

B TepaneBTHYHO nNpoyuyBaHe ¢ IBYMeceYHa NpPOJL/DKMTENHOCT MOKCOHMIMH NOAoOpaRa WHIEKca Ha
YYBCTBHTEMHOCT Ha HHCynMHa ¢ 21% B cpaBHeHMEe ¢ IuviaueGo MpH NalMEHTH CbC 3aTILCTABAHE,
MHCY/MHOBA PE3UCTEHTHOCT H YMEPEHA XHIIEPTOHUS.

TeanaTpHyHa NOMYIALIHA
MoxcHHHI#UH He ce npenopbYBa 3a ynorpeba npH Aeua M 10HOWH NoA 1 §-roanHa BB3pacT, Nopaiu
JIMca Ha iaHHH 3a edukacHocT W He3onacHocT.

52 ®@apMaKoKMHETHMHH CBOHCTBa

AGcopbuns
Cnen nepopalieH NpHEM MOKCOHHIMHBT ce pe3opOupa 6Bp30 (tmex OKONO Hac) W MOYTH HAMBIHO OT

ropHus racTpoHHTeCTHHaneRr Tpakr. AGconroTHata My OnonannuHocT € okono 88 % nokasBawa first-
pass merabonn3eM. [IpHEMBT Ha XpaHa He Oka3Ba BIHSHHE BBPXY (apMaKOKHHETHKATA HA MOKCOHHIIHH.

Pasnpenenenue
CBBp3BaHeTO ¢ IWIa3MEHHTE NPOTEHHH, ONPEAENeHo in vitro, € okono 7,2 % .

Buotpancdopmaing

B npobu or wuoBemwka myasmMa c¢¢ HACHTH(QHUMpa caMO JAeXHAPOreHHpaH MOKCOHHIMH.
QapMaKOAHHAMMYHATA AKTHBHOCT HA JEXHAPOreHHpaH MOKCOHHAHMH € okono 1/10 B cpaBHeHMe ¢
MOKCOHHJIUH.

EnnmuHHpane
3a 24 yacor nepHOn ceAEMIECET H OCEM NMpOLEHTa oT oblwara n03a ce eKCKPEeTHpa B YpHHATA KaTo

MOKCOHWJWH W 13 % - KaTo QeXMAPOTeHHPaH MOKCOHHAHH. JIpyry HesHauuTeHH MeTabonuTy
HamHpart B ypHHaTa ca 8% ot nosara. [loa 1 % ce eHMHHApa Ype3 HANPa)KHEHHATA.
CpenHuTe Nomy*HBOTH HAa MOKCOHHAHH M Herosute mMeTalonuTy ca okono 2,5 H S yaca.

DapMakOKHHeTHKA ITPH NANHEHTH ¢ XHIIEPTOHNA
[p Ta3u rpyna naumeHTH He ca HabmogaBaHH (apMaKOKHHETHYHH MPOMEHH
(dapMaKOKHHETHKATA NP 3ApaBH J0OPOBONLIN.




®apMakoKMHETHKa NPH NAUNEHTH B CTApYECKa Bh3pacT

Habmognapanu ca npoMeH# BBB (papMakOKHHETHKATA, CBEBP3aHH ¢ Bb3pacTTa H Te Hali-BepOATHO ca
nopajH HamaneHa MeTaboNIHTHa AKTHBHOCT H/H/IH JIEKO MO-BHCOKA GHOHATHYHOCT NPH NALHEHTH B
cTapuecka Bb3pacT. Brnpeky T0Ba T€3M pasnMKy HE ¢a NPHETH 33 KIHHNYHO IHAYHMH.

@apmMakOoKHHETHKA NIPYU Jeua
Teit kaTo MOKCOHHIMH He ce MNpenopbyBa NpH JeLa, HE Cad TPOBEXKIAAHH MPOYYBAHMA B TalH

cybnomymanus.

PapMakoKHHETHKA MpH OBOpeUHH YBpexIaHHs

EnuMMuHpaHeTo Ha MOKCOHHIHH € 3HaUMMO CBBP3aHO C KPEATHHHHOBHA KAHpbHC. TIpH mammueHTH ¢
ymepeHo yBpeaeHa 6xOpeuna gynking (GFR 30-60 ml/min), paBHoBeCHUTE MIAIMEHH KOBLIEHTPALHH H
KpaiHHAT NOMY)KHBOT €a OKONO 2 MbTH M 1,5 MBTH NO- BUCOKH, CHOTBETHO, B CPABHEHHE C NAUMEHTH ¢
HopManHa 6u6peuna dyukuus (GFR>90 ml/min). Ipu naumenTH ¢ Texko 6u6peuno yspexnane (GFR
< 30 ml/min) paBHOBECHHTE KOHLIEHTPAIlWH H KpaliHMAT MOMYKHBOT ¢a 0kOoNo 3 nurH no- Bucoku. He ¢
HabmoaapaHO HEOYaKBaHO HATPYNBAHE Ha NMPOIYKTa cjle]l MHOTOKpaTHO Ao3upaHe. [IpH nauHeHTH ¢
KpaeH craguu Ha yepexagane (GFR>10 ml/min) #a xemonuanuza, AUC u xpaliHUST TOJYXHBOT ca
CBOTBETHO 6 IMBTH M 4 MBTH MO-BUCOKH, CHOTBETHO, CPABHEHO ¢ XHNEPTOHMUM ¢ HOpManHa O6bn0Opeuna
¢yHkuma. [Ipu maumentu ¢ ymepeso 6p0peyHO yBpeXKIaHe MAKCHMAIHHTE TUIA3MEHH KOHLIEHTPAlLHY Ha
MOKCOHHAMH ¢a camMo 1,5-2 mbTH no-BHCOKH.

CnepoBarenso, npx nammeHtH ¢ OvOpeuHo yBpexxmane nozara TpaGpa na ce THTpHpa cropen
HHAHBHAYATHUTE H3IHCKBAHHS.

MOKCOHHIHH ce eNTMMHHAPa B MaJlKa CTelleH NIPH XeMOOHANH3a.
5.3 Ilpeaknanu4HHE AanHH 32 BezonacHoCT

Hexnuuuunure nanHM He nokassat ocobeH pHCK 3a Xopa, Gasupaiikl ce Ha KOHBEHLHOHAJIHH
Npoy4BaHHA 3a 0€30MaCHOCTTAa, TOKCHYHOCT NPH MHOTOKpATeH IPHEM, KapLUMHOTeHEH MOTEHUMAN H
PENpPOAYKTHBHA TOKCHYHOCT.

H3cnensanna NpH *HBOTHH €3 NOKa3alH eMOPHO-TOKCHYHH edeKTH IIPH TOKCHUHH 03H 3a MaifkaTa.

H3cnenpanug BupXy penpolyKTHBHATA TOKCHYHOCT He ca ToKasanu edekT Bupxy (EepTHIHOCTTA H
TepaToreHeH NOTEHLMAN.

Em6puo-TokcHKonorn4HH edexTH ca HabnionaBaHH NMPH NUTbXOBE NPH N02H OT M HaA 0T 9
mg/Kg/nHEeBHO 1 NpH 3akiuy npy ao3d Han 0,7 mg/kg/nHeBro. TIpu nepu- M NOCT-HATaNHO NPOyYBaHe
NPH MUTbXOBe € Hab/IoAaBaHo BIUAHKE BbPXY PA3BHTHETO M KH3HEHOCTTA APH AO3M OT U Hax

3 mg/kg/nHeBHO.

6. OAPMALIEBTHYIHH JAHHH
6.1 CnHCLK Ha NOMOIIHHTE BelllecTBa

Hopo na mabnemxama
NaKTO3a MOHOXHApAT
KPOCNOBHAOH
noBuaocH K 25
MarHe3HeB cTeapat

Durmupawo noxpumue
XHIIPOMENO3a

THTaHoB auokcHa (E 171)
makporon 400

uepBeH xeeseH aAuokcu (E 172).

6.2 HechbBMECTHMOCTH




He e npunoxumo.
6.3 Cpox na rogaoct

Mokcoramma 0,3 mg ¢punmupanu TableTku onakoBaHH B Henpospauku PVC/PVDC/Al-Onuctepw - 3
TOJTMHH.

3a Mokcoramma 0,3 mg ¢unmupanu TaGnetku, nponsBexaanu ot nponzsoasten Cenexi, Opanuus u
onaxoBaHM B npospauku PVC/PVDC/Al-6nucTepy — 3 roguty.

6.4 CrnenuaaHH yc/ioBHA HA CHXpPaHeHHe

Ha ce cbxpanssa mog 30 °C.

6.5 BHa ¥ cLabpKanHe HA ONAKOBKATA

PVC/PVDC/Al-6nucrepn B onakoeku no 30, 50 i 100 punMupanu Tabnerku.
He BcHYKkH BUAOBE ONIAKOBKHM MOraT ja 6bAaT MycHaTH B npogaxGa.

6.6 CneunanHH npeANA3NE MEPKH NPH H3IXBbLPJAARE H paboTa

Hama crenmanty H3UCKBaHMA.

7. TNPUTEXATEJ] HA PASPEHMIEHHUETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Bablingen

I'epmanus

8. HOMEP HA PABPEHIEHHETO 3A YIIOTPEBA

20060146

9. JIATA HA ITBPBO PASPEIIABAHE / IIONHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

Jarta Ha mbpeo pazpewsane: 03 Anpun 2006

Jara Ha nocnenHo noaHoeasane: 29 Oxromepu 2010

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

07/2025




