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KPATKA XAPAKTEPHUCTHUKA HA MPOAYKTA

1. HanmeHoRanwe Ha NeKapPCTREHHA MPOAYKT

USIILIHRTENRA AL cHuus (U SieKAPCTBATA

Kpamia xapaxmepucmuia Ma npodyxma - Npuncxenys 1

Kata PY, L {'1 AN K0T

Moxogamma 0,2 mg Filmtabletten -
Moxogamma 0,3 mg Filmtabletten . OBobpera: é‘ / O8I L

Moxogamma 0,4 mg Filmtabletten

Moxkcoramma 0,2 mg guamTadaerxku
Moxcoramma 0,3 mg dpuamradaericn
Moxcoramma 0,4 mg puamMTadieTkn

2. KauecTeeH 1 KONMYECTBEH CHCTAB |
Moxogamma 0,2 mg Filmtabletten
1 ¢punmupana Tabnetka cpaspxa 0,2 mg Moxonidine

Moxogamma 0,3 mg Filmtabletten
1 dunmupana tabnerka ceappKa 0,3 mg Moxonidine

Moxogamma 0,4 mg Filmtabletten
1 dunmupana Tabnetka cpabpka 0,4 mg Moxonidine

IToMowHY BentecTra - BIK 6.1,

3. JlexapcTeena dopma
huamupany TabIeTKH

Boawen sua Ha TabneTKuTE:
Benykn Tabaerky ca Kperay, ¢ AUaMeTsp okolo 6 mm. [IeTsT Ha punmupanure Tabnerku ot 0,2
mg e cBETNOP030B, Ha TabnetkuTe oT (1,3 mg ¢ po3os, a Ha Te3n or 0,4 mg - TEBMHOPO3OB.

4. KnHHHYHE JAHEY

4.1. ObnacT Ha HPHACKESHHE
Jlexa 0o cpeaHoOTeKKa eceHLIHANHA XUIIEPTOHMUS.

4.2. Tozuposka, BUA H HPOABILKHTENHOCT HA IPHAOKEHHETO
Buw3pacmnu

Jleuennero ¢ Moxonidine Tpa6ea aa ce sanouse ¢ Hali-Hucka no3upoBKa. ToBa o3HauaBa eqHA JHEBHA
foza ot 0,2 mg Moxonidine cyTpHH. Ax0 TepaneBTHYHOTO ASHCTBHE & HelJOCTATHYHO, HO3aTA MOMKE
Ia ce ypenuyy 1o 0,4 mg, KaTo YBEMUEHHETO Ce MPOREK A TOCTENSHHO 34 IIepHO OT TPH CEIMHILL,
Ta3y mo3a Moxke Ja c¢ MpHEMa KaTO €fHa eIHHHMYHA 1032 (CYTPHH) HIIH Aa ce HasHa4dH KaTo ABe
eNHHIYHHA J03H 38 ASHA (CYTPHH H Bedep). AKO pe3yATaTHTE OT JSYCHHETO NIPe3 CireIBaniuTe TPH
CEAMMITH BCE OLIE Ca He3aLOBONUTENNH, TOZUPOBKATa MOKE Ja C€ TIOBHILH 0 MakcuMyMa ot 0,6 mg,
IpH KoeTo T4 TpA6Ba ja ce pa3fiely Ha Ba IpHeMa — CYTpHH ¥ Bedep. Exunnynara nosa ot 0,4 mg
Moxonidine 1 mreBHaTa xo3a ot 0,6 mg Moxonidine He Tpa6Ba fa ce NPeBHINABAT.

ToH kaTo eIHOBpeMEHHUAT IPHEM HA XpaHa He [OBNMABA hapMaKOKHHETHKATa Ha Moxonidine, To
TOH MOKe Ia ce IIpHeMa IPeaH, [0 BpeMe Ui ciell xpaHeHe. Tabnerkure Tpabea Ja ce NOrTBILAT C
JOCTATHYHO KOJHYECTBO TEUHOCT, ‘

Hena u ronoumw noj 16 ronuHy xe Tpabea fa npuemaT Moxonidine, Tei KaTo He ca HaTHYHK
JOCTaTHYHO TepalleBTHYHM JAHHH 34 Ta3H BB3PacTOBa IPyIa.

Hayuennmu ¢ nanpednana 6v3pacin’

B cayuaii, ye HAMa oTpaHHYeHMe Ha OLOpeuHaTa QyHKINA, BaKH JOZUPOB
BB3PACTHH.

Catywenus 6 Gobpeunama Qyukyus:

ITpn maupeHTH CBC CPeTHOCTENSHHO OTpaHnIeHHe Ha OB0peuraTa dyHK
> 30 mi/mMuHyTa, HO < 60 ml/MuHyTa) He TPAOBA Ja C& HPEBHIIABA SHHMIL

By
NG

et



SPC Moxogamma 0.2/0.3/0.4 mg Filmtabletten

IHeBHaTa n03a oT 0,4 mg Moxonidine. ITpy malMeHTH CeC CHIHC oTpanudeHa Ob0peuna QyHKuus
(rnomepynHa ¢unrpanms < 30 ml/MuUHYTa) MOKCOHHIHWHBT € [IPOTHBONOKAa3aH. (Bmk 4.3).
Cayujenus Ha YepHOOpoOHUme PyHKyuy:

He ca Hamuue ¢ psciefBaHid IPH NaOHEeHTH © OrpaHuveHa yepHoapobua dynxuus. Tl kaTo
MOKCOHHIMHAT HE II0Ka3Ba H3paseH yepHoapobeH MeTaboNH3BM, He MOXKE 1A C& OYAKBA SHAUHMO
BJIMSHHE BEPXY (hapMaxokuHeTHKaTa. [Ipy manuenTyTe ¢ IeKo 10 CPEAHOTEKKO OrpaHHYESHUE Ha
6B6pedHaTa (YHKIAA BaKH NPEMOPEIHTETHATA OIMPOBKA KATO 1P BE3PACTHH. IIpH NalMEHTHTE ¢
TEHKH YepHOAPoOHE 3a00NABaHNiA MOKCOHUIHHET € NPOTHBOIOKA3aH (BILK 4.3).

Jleyennero ve TpabBa Aa ce NPeKBCBa PA3KO, 2 Ja e MPUKIYM B PAMKHTE Ha TIEPHO OT JBE
CeIMUIM, KaTCe MOCTENIEHH ce HaMallsIBa JO3HPOBKAaTa (BIDK CHILO pasgen 4.4).

4.3. llpoTHBONOKA3aHNS

- CBpBuXUYBCTBHTENHOCT KEM Moxonidine RIK KBM HAKOE OT IMOMOIIHHTE BelieCTBA

- Sick-Sinus-cHHApPOM HIIH CHHYapTpUaneH ONoK

- Bpaguxapnus (nox 50 yaapa/MHHYTa B OKOH)

- Texkn cMymieHus B O60peunara GyHKIMA (ToMepyaHa bunrpauns < 30 ml/MunyTa,
cepyMen kpearurus > 160 pmol/l)

- aHTHOHEBPOTHYEH eJeM B aHAMHe3aTa

- aTpuoBenTpukyiapen 6nok II wnu III crenen

- MANATHEHH apUTMHU

- CBPAEYH HELOCTATEYHOCT (BIDK pasfel 4.4)

- TEKKa KOPOHApHA OoJlecT Ha CHPLETO MNH HecTabHiaHa AHIMHA HeKTOPHC

- TEXKKH YepHOApoOHH 3a0UnaBaHus

4.4, llpenynpexaenus ¥ NpelnasHi MEPKH IpH ynoTpeba
IMopanu nurica Ha TepanepTHueH omut, Moxonidine He TpaOBa na ce DpHIara npu:

- Claudicatio intermittens

- Bonect na Raynaud

- Bonect na Parkinson

- Enusreririyny 3a00ngapasHus

- I'nayxoma

. Henpecun

- Bpemennoct una kppmeHe (Bk cblio 4.6)

- Jella 1 roHo1uy mox 16 roauHeE

[Ipr malAEeRTH ¢hC CPENHOCTEIICHHO OrpaHHdeHHe Ha 650pedHaTa (hyHKIHA (TIoMepyiHa PHATpAIHA
> 30 ml/Munyta, Ho < 60 ml/MuHyTa, cepyMeH KpeaTHHUH > 105 umol/l, Ho < 160 pmol/l)
AHTHXHMIIEPTEH3UBHOTO NelicTBHE Ha MOKCOHHANHA TpAlBa YECTO Nd ce KOHTPONHpa, 0coGeHO B
HayaJ0TO Ha JeyHHeTo, I[Py Te3w ManueHTH e HeoOX0onHMo 0coOeHO BHUMATEIHO HAIIACBAHE Ha
JO3HpPOBKaTa.

Maxap ye 10 cera He ¢ HaONHOI2BAHO 3HAHMHTENHO MOBULIABAHE HAa KPBBHOTO Hasrane (Rebound)
ciejl npekparasaHe nprema Ha Moxonidine, ynorpedaTa Ha My He Tpa0OBa Ja ce MPeKbCBa PA3Ko, a
CTBIIKOBO C [IOHIDKABAHE HA JO3UTE B paAMKUTE Ha B¢ ceaMuu. (Binkre colio paspen 4.2.)

Axo Moxonidine e komGHENpaH ¢ HAKOH GeTa-Di0Kep, M MOpagy HAKAaKBa NPHYHHA TPAOBA Aa ce crpe
TOBA AHTUXHIIEPTEH3HBHO JISYSHUE, IBPBO Jia C& NIPEYCTAHOBH MOCTENEHHO ieyeHueTo ¢ Hera-
GroKepa ¥ clled HAKOJIKOLHEBSH IIEpHOT Ia ¢e 3aloyHe ciupaHeTo Ha Moxonidine, 3a fa ce u3berne
MOBTOPHO NOBHIUABAHE HA apTEPHATHOTO Halarase.

Ilpu malMesTy ¢ TeXKa HepeGpoBackynapHa He[OCTATYHOCT, HENOCPEACTBEHO [IpeKapaH HH(BapKT
Ha MHOKap[a ¥ CMYIUEHHA B IepuepHOTO KpeROcHa0AsBaHe pueMbT Ha Moxonidine TpaOea ma ce
HPOBEXIA MAKCHMAHO IPEeAIIa3nHBo.

Twii KaTo MUrCBaT KITHHHYHE JAaHHHE OTHOCHO 0e3011aCHOCTTA NPH NAIHEHTH, IPH KOUTO
€IHOBPEMEHHO € HAMIE H CPERHOTENKKA ChPASYHA HEMOCTATHYHOCT, TO B TE3H CAy4an
MOKCOHUIHHBT TpAOBa Aa ce npuiiara NpeAnasinBo.

[TateHTH , KOMTO CTPafaT 0T PeAKHTe BpoJeHH 3a00A1BaH A KaTO TallaAKTo3¢

IpHeMAaT TO3H JEKapCTBEH MIPOLYKT.
Bk csmio pazgenu 4.2 u 4.5,

4.5. BaaumoneHcTBUS ¢ APYLH JEKapCTREHH IpoX



SPC Moxogamma 0.2/0.3/0.4 mg Filmtabletten

EnnoBpeMennaTa yrorpefa Ha Ha APYIrH aHTHXHIEPTEH3UBHE CPEACTRA 3aCHIIBa XHIIOTSH3HBHOTO
neiicTere na Moxonidine.

MOKCOHHIURBT MOXKE [ 3aCHITH AeHCTBHETO Ha TPUIMKIMUHNUTE aHTHASIPECAHTH (€ MIHOBPEMEHHATA
uM yrnorpeba TpabBa ia ce M30ArBa), TPAHKBHIM3ATOPH, ANKOXOM, CENATHBHH H CbHOTBOPHH
cpencta. CepupallioTo AeicTBHE Ha OeH30IHA3EIMHHTE MOXKE 1A Ce 3ACHIIM IIPH eAHOBpEMEHHA
yrorpeba Ha Moxonidine. MokcoHHARHET cnabo HOHMkasa KOTHUTHBHUTE QYHKIMH IPU NAIMEHTH,
KOHTO JHOBPEMEHHO IPHEMAT HOpa3eaM.

MOKCOHHAMHET CE H3ABYUBA OT OPTaHU3MA Upe3 TyOyNHa cekpelns. He MoraT fa OpAaT H3KITIOYEHH
B3aHMOJEHCTBHA C APYTH JCKAPCTBEHH IPOAYKTH, KOUTO CBILO Ce H3ABYBAT OT OPraHH3Ma upes
TyOy/iHa CeKpelps (IHrHTANNMCOBH IIHKO3HIH, HHCYIIHH, cynhOHITYpeHHU NPONYKTH, HUTPATH,
IIPOTHROPEBMATHIHH CPeACTBa, TMITHIOTIOHMKABALIH TEKApCTBEHH IIPOIYKTH, ATOMyPHHOM,
KOJXHIIMH, TIpobeHenu)y, IPOTHBOAZREHY CPEICTRA, SKCTPAKTH OT IIHTOBK/IHA JKIe3a).

Tona3zonuHET MOKE J1a HaMalld A0302aBucHMO AeiicTBHeTo HAa Moxonidine.

4.6. bpeMeHHOCT M KEPMEHE
bpemeHHOCT

He ca ramiie gocTaTh4HO JaHHH 3a OpHIokeHHeTo Ha Moxonidine mpu Opemennn xenn. B
EKCIISPUMEHTH C JKMBOTHH € JI0Ka3aHa perpoyKTHBHA TOKCHYHOCT (BHXK 5.3). He e u3BecTHO KakeB €
TOTEHLHMAIHHAT PHCK IIPH X0opa. MOKCOHIAMEBT O MO0 Ja ce mpHeMa rpe3 OpeMeHHOCTTa ¢aMo B
ciy4aii , ye e 6esyclIoBHO HeoOXommM.

Kepmene

MOKCOHHAMHBT NpeMHUHABA B MAHYHHOTO MIISKO M 3aTORA He TPAOBA Ja c& MpHeMa Mo BpeMe Ha
KBbpMeHe. AKO MPOBEAAAHETO Ha Tepanus ¢ MOKCOHHIMH € HAOKATEIHO, TO KBPMEHETO IO BPEME Ha
TepanuaTa TpsOBa Aa ce CIipe.

4.7. Br3ne#icrsie BEPXY CIOCOOHOCTTA 32 YUACTHE B VAHYHOTO NBIDKEHHE H 00CHYKBAaHETO Ha

MAIHHI
He e npoBexnano p3caeABaHe OTHOCHO BE3ICHCTBHETO BBPXY CIIOCOOHOCTTA 3a LIO{HpaHe U
obcny)KBane Ha MAIIHHHE. JOKIaBaHH CIyYaH HA 3aMasHOCT U CBETORBPTEK. ETo 3aimo, €
#e00X0MHMO ITOBHUICHO BHUMAHKE [IpY M3BBPIIBAHETO HA TE3M NeHHOCTH.

4.8. Hesxxenany sexapcTBEHH peakiliy
Onucanu ¢a cyxoTa B yeTara, I1aBoboie, ycemaHe 3a ciabocT 1 CBETOBBPTENK, 0COOSHO YeCTH B

Ha4Yal0oTO Ha JEUEHHETO.
UecToTaTa M HHTEHIMBHOCTTA HA OIIAKBAHMATA N0 [TPABUIO HaMAIABAT B XOJA Ha JeUEeHHETO.

MHoro 4ecTH Yectrt Heuectn Mmuoro penxu
¢ o) & Y100, < Y10) & io00 < 100 (< 100005
e[IMHIYHA
CIydau, 110
H3KAKYEHHE)
IMeuxuanu CMynieHus B Henpecun,
CMYILSHHT MHCJIOBHHTE TPEBOKHOCT
IpoLECH
CMmyiuernus B 3amasHoCT, CMymeHus B ChHA Cenupane
HeBpHATa raaBobonie,
cucTemMa CBETOBBPTEN,
CHHIHBOCT
TMactpo- I'aneHe, 3ameK K1
HHTeCTHHAAHH IpyTH
OTLIAKBAHHUA TacTPOHHTECTHHAIH
H CMYILEHHA
Obwu Cyxora B ycrara | Cnabocr
OMUIaKBaHUS
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MOOYIMHUTE WKIC3H

QVHKIHOHATHH
CMYIIEHHA HA
6s0penuTe 1

3aapLiKKa HIu
WHKOHTHHEHIINA Ha
YpHHA

NHKOYHHUTE
TBTHIIA
DyHKIHOHATIHH ANepTHIHM KOXKHH
CMYILCHHS B pearuuu
KOJKaTa
MOAKOXKHHTE
THKaHH
CmyeHHs Yepronpoduu
3acATaly YepHHU PeAKIHH
IOpo0 H KABYKATA {xenarur,
X071eCTa3a)
Ounn Veelllase 3a cyxoTa H
3aboaABaHu cbplex, WK 3a
IapeHe B OuuTe
DYHKIIHOHAIHH Basomunaramus Xuroronus,
CBIOBH OPTOCTATHYHA
CMYLIEHHSA XHIIOTOHUA,
[apecTe3HH 110
KpaliHUIHTE,
cuafpoM Ha Raynaud,
CMYUIEHHS B
nepH{EepHOTO
KPHBOOOPBILIEHHE
Enpoxpunsn T'unexomacTus,
CMYLIISHHS HMITOTEHTHOCT WK

3aryba Ha AHbuI0

4.9, TIpemosupane

[lpH cneauus caydail Ha HenpeqHaMePeHo Npefo3upaHe MpH 2-FoJHIIHO IeTe ¢ HabnionaBaHo

CIIeIHOTO!

He e w3BecTHO KAKBO KQIAIECTBO MOKCOHHIHH € MOTHAHATO ACTETO. TloreruuansT Ha HpHeTaTa n03a
BBE3NH34 MAKCHMYM Ha 14 mg. ,I[e’re’ro II0Ka3Ba CISOHHTEe CHMIITOMH:
Cenupaﬂe, KOoMa, XHIIOTOHHA, MHO33a | JHCITHES, Cromaruna IIpOMHBKa, HH(byBIfII/I C IIIOKO3a,

KOHTPOIHPAHO THINaHE H MOJOKCHHT Ha MOKOH BOAAT OO HBIHO OT3BYUaBaHE HA CHMIITOMHTE B

TeueHUe Ha 11 yaca,

Bra OCHOBa Ha Q)apmafconommmre CBOMCTBA HA MOKCOHHIHHA MOFAT Aa ¢& OYAKBAT CIICIHHTE
PeaKkLy¥ IIPH BRE3PACTHH: CeIUpAHE, XHITOTOHUA, OPTOCTATHIHA NUCPEryIalid, 6pa,qmcap):[m, CyXoTa
B yCTarTa. B PeOKH CIY9aH MOXKE Ja Ce CPELIHAT TIOBPEINAHE W ITApaJoKCaIHO ITOBHINABAHE Ha

KPBBHOTO HallATaHe.

Tlpu TexKKY CHYYAl Ha NPEHO3UpaHe € NPETIOPBYHTENHO HabMoAeHHe NPelH BCHYKO Ha CMYLIEHHITA
B CH3HAHHETO M HA MOATHCKAHETO Ha JuLIaHeTo. JIeyeHneTo ce CheTOH 0T MEPKM 34 HaMansBaHe Ha
pe3opOiuATa, KaTo CTOMAIIHA IPOMEBKA (CaMO aKo HOeMaHeTO Ha MOKCOHUAMHA € CTAHANIO CHRCEM
CKOPO), DOTIBINAHE Ha AKTHREH BBIVIEH H CIAOHTENHU CpefcTBa U APYTH CHMIITOMATHYHHE MEPKU.

He e mosHar ceuudHyeH auTHAOT. PeoM ¢ 0BIHTe IOUTBpKald MEepKH (METPaBEeHO3HO BIHBAHE Ha
TEUHOCTH, KATEXONaMMHH), QEHTONAMHHET (t-GJI0Kep) MOXKE JO303aBHCHMO Ja 0TCIabn YaCTHIHO
CHMIITOMUTE Ha Openosupanero ¢ Moxonidine. IIpi Texxa Opagukap/ius Ce IpernopbyBa aTpoIIrH.

5. DapMaKoIOTHYHH CBOHCTRA

5.1. ®apMaxoIHHAMHYHHE CBOHCTBA
dapmakoTepaleBTHYHA Tpyna: AHTHXHIEPTEH3MBHHE, AHTHAID

AefcTRIE
ATC-xom: CO2ZACH5
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IMpy MHOTO XHUBOTHHCKH MOZSITH MOKCOHOIMHET € TIOKA3aA CHIHO XHIIOTEH3HBHO AciCTBHE.
HanyuHuTe excnepiMeHTAIHH JaHHH cOYaT, 4e MACTOTO Ha AeiicTBre Ha Moxonidine ¢ B
IeHTpanHaTa HepBHa cucTema (IIHC).

MOKCOHHIHHET Ce CBHP3BA CEIEKTHRHO ¢ [1-UMUIA30NUHOBUTE PELIENTOPH B MO3BYUHMSA CTBOM. Tean
YyBCTBUTENIHH KBbM HEMHAA30HH PELENTOPH C€ HAMUPaT oco0eHo BEB BeHTponaTepantara Medulla
oblongata - enma o0NacT, KOATO HIPAe BIKHA POJII B EHTPATHMA KOHTPOJI Ha CHMIIATHKOBATA HEPBHA
cucTeMa. BIHAHHETO HAa TOBA B3aUMONEHCTBYE ¢ [j-MMHIa30AMHOBHUTE PEIIENTOPH OUSBHINO ¢e
u3pa3dBa B HaMansBaHe AKTHBHOCTTA HA CHMIATHKYCOBUTE HepBU. ToBa Oe JoKa3aHo [pH
CHMIIATHKYCOBHTE HEPBH Ha ChPLETO, BETPEIIHATE Oprauu U Gp0penuTe.

MOKCOHHANHET ce pa3aAddaBa OT APYIUTe UeHTPAIHOASHCTRAIIN aNTHXHIICPTEH3UBHH CPEACTBA TIO
TOBA, 4¢ aQUHHTEeTa My KbM HEHTPATHHTE t2-aNIPEeHOPELENTOPH € OCKBACH B CPaBHEHMe & apuHHUTeTa
My KBM I;-HMEIa30nuHOBATE pelientopu. [IpuemMa ce, 9e CeIHpPaHeTo H CYXOTATa B YCTATa, KOUTO ce
cpeuaT Hali-4ecTo KaTo HeKelaHH JeKapCTBEHH peakilui Ha AHTHXUIEPTEH3UBHUTE CTPEACTRA C
HEHTPAIIHO JAeHCTBHE, Ca Pe3yNTaT OT Bh3JeHCTBHE BBPXY (-3 PEHOPEIIENTOPUTE,

CpenHOTO CHCTONTHO H QHACTONHO apTepHATHO HAlATaHe, KaKTo B IIOKOf, TaKa M NIPH YIPAKHABAHE Ha
YCUIHA Ca CHUIKEHI.

Jo TO3K MOMEHT He ¢a HAJTMYHH JaHHU OTHOCHO BB3OECTBHETO HA MOKCOHHAMHA BBPXY
CMBPTHOCTTA W CLPACYHOCHAOBATA 3a60iieBaeMoCT.

5.2. ®apMaKOKIHETHIHY CBOHCTBA

Abcopbyus

MOKCOHHIHMHBT ¢e pe3zopOupa OBp30 clied OpadHo IIPHIIoXKEHUE. TIpH xopaTa ce pesopbupar oxono 90
% ot nepopaiHaTa no3a. [[pHeMBbT Ha XpaHa HiMa BIHAHRHE BEPXY (apMaKOKMHETHKATA Ha
Moxonidine, Hsma edekT Ha IBpBO NIpeMHHABAHE NPE3 YepHUS Apob U OHOSKBHBANEHTHOCTTA
BE3H3a HA 88 Y.

Pasnpedenenue

Camo oxono 7 % 0T MOKCOHUIIEHA CE& CEEP3BAT C YOBCIUKUTE TUIa3MeHH IpoTernn (Vd, = 1.8 £

0,4 /kg). MakcuManauTe MIa3MEHH CTHITHOCTH/HUBA HA MOKCOHIAHH ce noctarar 3a 30-180 MunyTH
clled npHeMa Hz hHAMUpaHaTa TadIeTka.

Memabonuzom ’

Jlo 10-20 % oT MOKCOHHAMHA ce MeTaboNMH3KHpa: OCHOBHO N0 4,5-NeXHAPOMOKCOHMIHH, KAKTO H HUPE3
OTBapsHE HA MMHIA30IHHOBHA [IPBCTEH ¢ o0pasyBaHe HAa aMHHOMETaHAMHIUHOB AEPUBAT.
ABTHXHIEPTEH3UBHOTO AeiiCTBHE Ha 4,5-NeXHIPOMOKCOHHAHHE BB3IH3a camo Ha 1/10, a neficTBHETO
Ha aMHHOMETaHAMMAWHOBHSA NEPHBAT € 1o-Maliko oT 1/100 or edexTa Ha MOKCOHHAMHA.

Hznvusane om opeanusma

MOKCOHHAMHET U HETOBHTE META0ONMHTH IIOUTH HAIFBIHO ¢ H3IBUBAT upes 6pOpenuTe. [loBeue 0T
90 % oT Zo3aTa ce eUMHHHNPA PSHATHO Tpe3 IBPBUTE 24 yaca, JOKATO 0KOJ0 1 % ce H3XBLPILIT 4pe3
usnpakueruara. O6o UTHUBAHETO Ha MOKCOHOAUH B HEAPOMEHEH BHJ BB3IIH3a Ha oKono 50-75 %.
CpenmHuTe CTOMHOCTH HA MIa3MEHHSA eMMHHAIIMOHEH IOMYKHBOT ca 2,2-2,3 yaca, a Ha peHalrs
eMUMUHALHOHEH OIYKUBOT - 2,6-2,8 yaca.

[Ipy JalIMeHTH ChC CPENHOOTPanKYeHa 6p0pedna GyHKIM

(rnomepynua dunrpawus 30—-60 mi/MunyTa) nnowra nox kpusata (AUC) e yseauuenac 85 %, a
EKJHPBLHCHT € Hamanel ¢ 52 %. TIpH Te3n nanueHTH € HeoGX0MUMO HAIACBAHE Ha J03aTa, KaTo
MaKCHMaJHaTa JHEBHA A03a He TpAdBa Ja e mo-Bucoka or 0,4 mg, a MakcHMalHaTa efUHIYHA 1033 —
He I0-Blcoka oT 0,2 mg.

ITpy NalMeHTH Che CHAHQ OrPaHKYenH Gp0peunn GyHKIE (TIoMepyiIHa

dunTpamus < 30 ml/MuByTa) KIHPEHCHT € HaMaileH ¢ 68% K BpeMeTO Ha MOIYXKHUBOT € Y/ABIKEHO 10
7 gaca. [TpH 1e34 MAIHeHTH MOKCOHUIUHBT © NIPOTHBONOKA3aH (BixK 4.3).

Daprarokunemura npu oeya

He ca npopexnany hapMakOKHHETHYHH H3CIESIBAHHA NIPH AElIa.

5.3. [IpenKIUHIYHY TaHHH 33 0€3004CHOCT
Basupaiixit ce BppXy KOHBCHIHOHAIHUTE H3CISABAHNS 38 XPOHHIHA TOKCH

H 32 KaHLEPOTEHEH MOTeHIHAN, IPSAKITHHIYHATE JAHHH He paskpuBaT H
TOBEKA.

VisciiesiBauusTa BEPXY PENPONYKTHBHATA TOKCHIHOCT HE MOKA3BAT HYTOZE
depTUAHTeTa, HUTO TEPATOTEHEH HOTEHIIHAL =
EmbpuoTokcuynn edekti ca 6uaK HaOII0gaBaHH [IPH ITBXOBE 'ﬁé
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mg/kg/nxeBHO ¥ NpH 3akiy py gosu Haj 0,7 mg/ke/nreso. [lpy nepunaTanHo
IIOCTHATAJIHO H3CEIBaHE MPH ILUIEXORE, C MPLIIOKEHU 1031 0T KAk 1 mg/ke/nuenHo, ¢ Oumno
IIOBJIHSHO pa3BUINETO U KU3HEHOCTTa Ha MOKOIeHUETO, Bk coio 4.6,

6. PapMaleBTHYHH HAHEH

6.1. TToMOINHY BeIIECTRA
HAdpo na mabremrama
Lactose-Monohydrate
Crospovidone

Povidone K. 25
Magnesium stearate

Dunrupawo noxpumiie
Hydroxypropylmethylcellulose
Titanium dioxide (E 171)
Macrogol 400

Red iron oxide (E 172).

6.2. HechBMeCcTUMOCTH
He ca onHcany TakHBa

6.3. CpoOK Ha IOOHOCT
2 roguHH

6.4. OcoGeHOCTH Ha ChXpaHEeHHe
Ha ce cexpansBa mog 30°C.

6.5. BHA H CBABKAHKNE HA ONAKOBKHTE
PVC/PVDC/Al-Gaucrepn B onakoskd no 30, 50 u 100 punMupany Tabnerku.

6.6. Ykazanme 3a vriorpeda
Hsama crienuansy yKasaHus.

7. HMe 1 afpec HA NIpUTEXATEI Ha paspellleHHETo 34 VIotpeda
Worwag Pharma GmbH & Co. KG

Calwer Str. 7

D-71034 Boblingen

Deutschland

8. PerncTpannosHH HoMepa

Moxogamma 0,2 mg Filmtabletten: 20060145
Moxogamma 0,3 mg Filmtabletten: 20060146
Moxogamma 0,4 mg Filmtabletten: 200601 4 7

9. JlaTa Ha perucrpains )
03.04.2006

10. AkrvanHoct ga utdopManusgTa
Hexemepu 2006

Craryc Ha npenmicBane / 3a pa3npocTpaHeHue Yypes alTeKHuTe
1o nexapcko mpeAnHcaHie




