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IR ik bada raprypEd b nRrnd r il pEbT

1. UME HA JIEKAPCTBEHHSA ITPOAYKT

Mozxotens 0,2mg film coated tablets
MokcoTtenc 0,2mg ouIMUpaHu TaONECTKA

Moxotens 0,3mg film coated tablets
MoxcoTteuc 0,3mg dumvapann TabneTky

Moxotens 0.4mg film coated tablets
MokxkcoTtenc 0,4mg duimMupany TabneTku

2, KOJHYECTBEH H KAYECTBEH CbCTAB

Enna ¢unmupana Tabnerka Moxcotenc 0.2 mg Cbabpika MOKCOHHAHH /moxonidine/
0.2 mg.
Enna dbuimupana Tabnerka Mokcotene 0.3 mg cbIbpxa MOKCOHMAMH /moxonidine/
0.3 mg.
Enxa punmupana tabnerka Mokcotere 0.4 mg chAbpka MOKCOHHUIWH /moxonidine/
0.4 mg.

3. JEKAPCTBEHA ©®OPMA

Moxotens 0,2 mg — CBETJIO PO30BH, KPBIIIH, QUIMHPaHH TalIeTKH 1
Moxotens 0.3 mg - po30BH, KpBI/IH, PUIMUPaHU TaOIETKH
Moxotens 0.4 mg -TbMHO PO30BH, KPBITH, GUIMHUPaHH TabIeTKH

4, KINMHHYHUA TAHHH
4.1. Tloxa3zaHusf

ApTepHraliHa XHIICPTOHUA.

4.2. /lo3HpOBKA M HAYHH HA YIOTpehHa

[To nexapcko mnpeamucanne! [Ipwema ce mepopanHo ¢ AOCTATBIHO KOJINYIECTBO
TEYHOCT, HE3ABMCUMO OT IPUEMa Ha XpaHa.

Jleyenneto TpabGBa 1a 3aMovHe ¢ Hait-mankara jmo3a Moxotens. ToBa o3HauaBa
nHeBHa no3a or 0.2 mg moxonidine, eTHOKPATHO CYTPHH. AKO TepareBTHIHHAT
edheKT € HEe3aXOBONHTENEH, Cle]l TPH CEIMMIH 103aTa an@?ﬁ Y J\ a0 0.4
mg. Ta3u JHEBHA f03a MOXe 1a Ce NPUEMa HABEAHBK W Ad Obae L r..\ B J(Ba
[HEBHM NpHEMa. AKO TEpaIleBTHYHUAT OTTOBOP € BCE GIIE sRH, Clel
ollle Tp¥ CeAMHIN IXHEBHATa 032 MOXE La CC YBE

BT —] =t



JHEBHO, [aBaHa B JBA OTAENHM JHEBHM TpneMa. JldeBHa go3a oT (0.6 mg w
eMHOKpaTHa Ao3a oT 0.4 mg He Tpa6Ba Ja ce NMPEBUITABAT.

[Tpy nalMesTH ¢ YMepeHo yBpencHa ObOpeuHa (pyHKUMA (KPEaTHHUHOB KAMPBHC
Mexxay 30 ml/min m 60 ml/min) MakcumanHaTa emHOKpaTHa Ao3a He OMBA na
HaaBHIDaBsa 0.2 mg, a MAaKCHManHaTa AHeBHA J03a 0.4 mg. |

lleya.
To3d NpoIyKT He ce npenopbuBa 3a Aela U roHowd rmof 18 roaunu. IIpu TaX
Ge3omacHoCcTTa M eDEKTHBHOCTTA HE € JIOKa3aHa.

4.3. [IpoTRBONOKa3aHHAA

Moxotens He Tpa(Ba fa ce U3MNO/N3BA B CIICAHHATE CIyYaH.
¢ CBpPBXYYBCTBUTENIHOCT KBM moxonidine WiIH KbM HAKOE OT TIOMOIUIHHTE
BEICCTRA;

o CunapoM Ha GoNHMA CHHYCOB BB3el (SS-CHHAPOM) WIH CUHYATPHANSH (SA)
OJI0K;

AV-6nok Il-pa u [11-Ta cTenex; .

U3pa3ena Gpaaukapaua (Chpaedda gectota <50 yRapa/MuHyTa);

Texka CppicuHa HEAOCTATEYHOCT,

AHaMHe3a 3a aHTHOHEBPOTHUYCH €IEM;

UspascHa kopoHapHa HEXOCTATHYHOCT UAY HECTa0IIHA CTEHOKApAHI
Texka OB6peTHa HexoCTaTEUHOCT ((KpeaTHHMHOB KHPRHC <30 ml/min);
Texxka ueprOApOOHa XNUCOHYHKINSA; |
bpeMeHHOCT H KEpMEHE;

o [leyanoo 16 co0uutna ev3pacm,

4.4, CneuHalHH NPOTHBONMOKAAHHA W COEeNHAJHH HpeIynpekIeHHS 38
ynotpeda

He tpadra ga ce M3non3sa, Nopaiy JNnca Ka JOCTaThbUCH TEPaneBTHYCH ONMT, ITPH
cnegHuTe 3abonaBaHig M ChCTOSHUA:

bonect #a Raynaud,
Knayapkauuo UHTEpMUTEHC;
Bonect Ha Parkinson;
Enunencus,

['naykoma;

Henpecus,

Axo moxonidine ce H3mon3sa B KoMGHHaLUA ¢ B-Gnokep H JedeHKeTo TpAOBa fa ce
peKpaTH, TEPBO TPAOBa Ia ce crnpe mpHeMa Ha [3-0Jiokepa M CleR HAKONKO THHU C€ -
cTIHpa NMpuiIoKeHHeTo Ha moxonidine.

[Tp} MaLHeHTH ¢ yMepeHa 6u6peuna aucdyHKuus (KpeaTHHHHOB KTHPBHC Mexay 30
ml/min ¥ 60 ml/min ¥ cepymer kpeatmHuH >105 mmoll, Ho <160 mmol/1),

XWMIOTEH3WBHUA edekT TpAGBA Za ce CNeay BHWUMATEIHO, OCOOEHO B HAYAIOTO Ha
e e
IEYEHUETO. o




[Topaay HegoOCTATBRYHO KIMHWYHH JaHHH, T[OAKperAmu Oe3omacHOCTTa Ha
MPHIOKEHWE TIpU TalMEHTH C YMEPEHO H3pa3seHa ChpJcYHA HEAOCTaTHRYHOCT,
moxonidine TpsAOBa Aa ce npuiara ¢ NOBUIICHO BHUMAHUE MPY THAX.

[Topanu muncata Ha TepaneBTHIEH OMMMT, yroTpe6aTa Ha moxonidine B koMOHHALAA
C TPUUMKINYHH aBHTHAETIPECAHTH WM ¢ aJIKoXoJT TpafBa aa ce n304rsa.

Jleyenuero ¢ moxonidine He Tpa®Ba fa ce npekparapa psA3ko, a TpAOBa Ia cTasa
MOCTEIICHHO 3a NepHOA OT JBE CEAMHLIH.

C uSKRIOUUMENHO NOBUUIEHO BHUMAHUE mpsbea Oa ce npunaza moxonidine npu
nayueHmu ¢ mMexNCKa Yepebpo-6ackynapHa Heoocmamuvp4HOCM, CKOPO NPEeKapas
MUOKQPOCH UHPApKm UAU nepudepHU YUPKYIGMODHU HADVUEHUR.

To3n nexapcTBEH NMPOAYKT ChIbPXKA KATO MOMOLIHO BEHMIECTBO JIAKTO3a, KOETO IO
fpaBH HEMOAXOMAIN 33 TIALMEHTH ¢ JaKTa3Ha HEAOCTATBYHOCT, TAIAKTO3EMHS WIH
CIOKO3EH/TaNnaKTO3eH CUHAPOM Ha ManadcopOums.

4.5. JlekapcTBeHH B APYrH B3auMOACHCTBHS

EnHOBpeMEHHOTO TpPHEMaHEe Ha JPYTH XHIOOTCH3NBHH JIEKAPCTBEHH IIPOLYKTH
. 3aCHJIBa XHIOTEH3HUBHUA e(ekT Ha moxonidine,

Moxonidine mooice 0a 3acunu egpexma Ha MpuUyUKIULHUME AHMUOENnpecarwmu.

IIpn egHOBpeMeHeH nmpueM Ha moxonidine ¢ B-00kepH € BB3MOKHO 3aCHIBAHE HA
OpaguKapAHUAT UM €(EKT.

EdexkTrT Ha alkoxon, ceaTMBA M XMIHOTHLUM MOXE Ja C¢¢ IOTeHUHpa npu
eNHOBpEMEHHO TIpwIoxkeHHe ¢ moxonidine. EjpnoBpemennata ymortpeba ¢
OeH30AWA3CTHHA, MOXKE Aa YBEJINYM CEOATUBHUAT UM edekT. I[podyxmvm MQDICE*
JIEKO HA NOHUNCU KOZHUMUBHAMA QYHKYUA NPU eOHOBDEMEHEH NPUEM C NOPAIENAM.

- Moxe aa ce nodABH JOMBJTHUTENIEH CEAATHBEH e(eKT OT e.I[HOBpeMBH'HD MpHeMaHu
MAO wHXHOUTODH.

Moxonidine ce enumumnupa nocpeocmeom mybyanama cexpewyus. He mozam Oa
6v0am uUIKAIOUERU 83aUMOOeticmEUs ¢ Opy2u NPOOYKIMY, eNUMURUDAWU CE RO COUJUR
HAYUH KAmMO OUSUMARUC, UHCYAUH, CYAPOHUNYPEURU NPOOYKMY, HUMPAMHU
depusamu, aHMU-PEGMAMUYHU Q2eHMU, XUNOAUREMUYHYU NPOOYKINU, ARONYPUHOZ,
KOAXUYUH, hpobeHeyuod, aHmu-yayeposHu RpoOYKmu, mMupoOuORU eKCmpaKmu.
Tona3zo0urn moxce 00303a6UCUMO 0Q HAMANYU epeKma Ha NPooyKkma. |

4.6. DbpeMeHHOCT H KBPMENHe

bpemennocm.

[Topamn 1Mnca Ha JOCTaThYHO JaHHM 3a Oe3omacHOCT, moxonidine e
MPOTHBOIMOKA3aH MO BpeMe Ha OpeMEeHHOCTTAa,

Ynompeba no epeme na xepmete

Moxonidine ce¢ H3nmbYBa B KbpMara. Ilopaau TOBa HE C€ NMpenophHYBA HEroBaTa
yriorpefara 1o BpeMe Ha KbpMeHe. AKO IMMPHNOKEHHETO MY € HaJIOKUTENHO, TpadBa
Ia ¢€ NpeyCTaHOBH KBPMEHETO.

4.7. E¢exTH BbpPXY crioco0HOCTTA 32 odHpaHe H paboTa ¢ MSUIHHA




Ha OTITIAAHAJOCT U 3aMagdHOCT. ToBa TpAOBa fla ce UMa NpEIABHN ITPH HU3ITEJIHEHHETO .
Ha TE€3H AeYHOCTH.

4.8.

Heowcenanu nexapcmeenu peaxuuu

Ocobeno € Hauanomo Ha JedeHuemo MHO20 vecmo Mozam Oda ce Habmodasam
cyxoma € ycmama, anasobonue, acmenus u 3amasrocm. llpu no-namamvutHomo
NeYEeHUE me3u CUMNMOMU HAMANIABAM.

| Mnozo wecmu Yeemu Hevecmu Mnozo I
(>1/10) (>1/100, (>1/1000, | peoku
<1/10) <i/100) (<1/10000)
ITewocuynu Browen Henpecus,
HApPYULeRUA MUCNOBEH MpesosCHOCHT
. - — | NRPoyeC I
Hapywenua na | CvHausocm Ff-ﬁrp}weﬁm Ha | Cedupanre
repernama [ nasobonue CHHA
cucniemMa 3amanrocm
3 __ | Comnonenmrocem | )
l'acmpo- I'adene, 3anex
UHMECMUHANHU U opy2au
Hapywenus | HapywieHus |
Obwu Cyxoma 8 | Acmenun Omoyu C
| HapyuteHus yemama pashuuna
MOKARUSAYUS, |
crabocm 8
| Kpaxama,
anauoedem,
CUHKON,
3aovpxcane Ha
meuHoCmuy,
aHopexcus,
bonka 8
| napomuorume
r N 5 l N HenesY I
Hapywenus na 3aopvicka  Ha
Ovbpeyume u YPUKQ Unu |
RUKOYHUMe UNKOHMUHERYUR
nemuwya o ] I L
Hapywenus na Koorcnuy '
KoKama uw ARePIUYHYU
HOOKOJNCHAMQ | peaxyuu
MbKaH
HKnvuno-
4epHOOPOOHU
| HGpyuweHus
Hapywenua na |




ouume UAY hapeHe @
. N o o oyume
Cvoosu sazoounamayus | Xunomorus,
Hapyulerus 8K,
OpMOCMamuta,
napecmesuu  No
| KpauHuyume,
CUHOPOM HG
| Petino,
HODYWERUR  HQ |
nepugheprnama
_ s o o . NAYUs L
Hapywenus na | lunexomacmus,
eHOOKDUHHAMA HAMONEHO
cucmema aubuoo U
B - UMROMENMHOCT

4.9. Illpeao3upane

B noseuero ciyuau, opanHute 0034 10 2.0 mg AHEBHO ¢€ TONEPHUPAT Oe3 NoABATA HA
CEpPUO3HY CTPAHMUHH PEaKLUU.

[opaan papMakOAMHAMUYMHUTE KauecTBa Ha moxonidine, NpH BR3PACTHH MOTAT A
Cé Ou4aKBaT CICIHUTE CHMIOTOMM: CeOHpaHe, XUMNOTCH3Us, OpPTOCTATHYHHU
HapylIeHHUd, CYXOTa B ycTaTa. B penxu ciyuam MOXe Ja C€ NOABM TangHE H
napajaoKcaiHa XHIepTEH3HA. |
[IpenopruBaT ce MEPKH 3a MOANBPIKAHE CHPASYHO-CHAOBATA LIMPKYJIALIHA.

He e u3BecteHn cnenududeH antunor. Phentolamine (Regitine) e a-ﬁnoxep, Ko#iTo
MOJXKe Ja ITPOTUBOACHCTBA HA 4aCcT OT CUMIITOMUTE,

3. OAPMAKOJOI'HIYHHA TAHHHN

5.1. PapmMakoaARHAMHYHH CBOHCTBA
ATC Koa - C02 A C05

AHTHXHUIIEPTEH3WBEH JIEKAPCTBEH TIPOAYKT C IIEHTPalTHO AelicTeue. M30mpaTenHo
B3alMoAeiCTBA ¢ MMHIA3OIMHOBUTE [ -peuentopyd, pasnoAOKEHUW B MO3IbYHHSA
CTBOJI, KOETO BOJM A0 TMOHMXKABAaHE Ha CHMIATHKycoBaTa aKTHBHOCT. B
HE3HA4YHTE/IHA CTENEH C¢€ CBBpP3BA € IIPECHHANTHYHHTE (-8APEHOPELENTOPH.
[MoHMmkaBaHETO HA CHCTOMHOTO M AMACTOTHO apTEPHATHO HAIATAHE [IPH ¢IHOKPATHO
H NPOALIKHTENHO JICYCHUE € CBBP3aHO ¢ HAMAJIABAHE Ha MPECOPHOTO IeHCTBHE HA
CHUMNIATHKYCOBaTa HEPBHa CHCTEMa BBPXY nepudepHUTE ChAOBE (MOHHKAaBaHE Ha
NepUpepHOTO CHAOBO CHIPOTHUBIIEHHE), KaTO B CHIIOTO BpeMe ChPACYHUAT JEOHT U
CBPAEYHATA YECTOTA HE CE IPOMEHAT ChIECTBEHO.

[Ip npunoXeHHe Ha NOpPOAYKTA €€ CHUXKABA HUBOTQ n" anpeHaNHHa H
aKTUBHOCTT2 Ha IumasMeHus peHuH. [loTuckane - H@w
AKTUBHOCT BOAW 10 CHWKABAHE WMBATA Ha AHfHo! Habi: T




OTAENSAHETO Ha AaJloCTEPOH OT Kopara Ha HagOnOpexa. Ilopagu ToBa
AHTUXHIICPTEH3HBHHAT edexkT Ha moxonidine ce ABIKM W Ha HaMalqaBaHe Ha
IPECOpPHATA AKTHBHOCT Ha peHHH-aHTHMOTEH3NH-anaocTepoHoBaTa cicteMa (PAAC).
[ToHmKaBaHeTO HA HHBOTO Ha TMIA3MEHHTE KaTEXOJaMMHM W HMHXHOHMpAHETO Ha
PAAC Bomu n0 HamajisBaHe Ha JIEBOKAMEpPHATA XUIIEPTPOQHA N BB3MPENATCTBA
33ApBXKKaTa Ha HATPHH M TEeYHOCTH B OPraHu3Ma.

B TepaneBTHYHH KOHIEHTpAalMHM M IIpU OpOAB/DKUTENEH MpHeM, moxomdine HE
BJIHSA€ Ha XEMATONMOIHMYHATE TOKA3aTENH, BOJHO-CNIEKTPOIHWTHHA H KHCCIHHCEH
GaslaHC W Ha THTHAHUA O6MeH. |
MakcumaieH aHTHXMOEPTCH3MBEH €(EKT HacTblBa 2-4 yaca CACA AOCTUrAHE Ha
MaKCHMallHa na3MeHa KOHIeHTpauua Ha moxonidine. IIpoABJDKUTERHOCTTA HA
OeNCTBHETO MY € NoBede OT 24 yaca.

5.2, ®apmMakOKHHETHYHH cBOACTBa

[Tepopanno mpueTHAT moxonidine ce abcopOupa okono 90% mpu xopa B He ¢
HpeaMeT Ha “first pass”™ MeTaboIu3bM, a GHOTOrHYHATA My AKTHBHOCT € 0Koi0 88%.
[TpHEeMBT Ha XpaHa He BIHAE BBPXY dapMakOKHHETHIHHTE CBOMCTBA Ha moxonidine.
Toit ce merabonmmsupa B 10-20%, rnasHo a0 4,5-dehydromoxonidine u o
rYaHMOMHOB [EPHBAaT 4pe3l OTBApAHE HA  HMMMAA30NMHOBMA  NPBCTEH.
XunorensuBHuaT edext Ha 4,5-dehydromoxonidine e¢ camo 1/10, a To3u Ha
ryaHuIuHoBus AepmBat e noal/100 ot Tosu Ha moxonidine. MakcHMaJIHWTE
nnasMedn HwBa Ha moxonidine ce gocturar 30-180 MUHYTH citell TTONTHIAHETO HA
¢buIMHpaHaTa TabNeTKA.

Camo oxono 7% or moxonidine c¢¢ CBBhp3BaT ¢ [IA3MCHHA TIPOTCHH
(Vd,, = 1.8+04 1/kg). Moxonidine ® Herosure MeTafonWTH C€ OTACNAT MOYTH
u3nAno upes 6pOpeunte. [Toseye o 90% oT mo3aTa ce oTAcna upe3 ObpOpeuuTe Mpe3
NBEPBUTE 24 yaca clel IpHeMa, AOKAaTo caMo oKoslo 1% ce oTaens ¢ H3MPpaXKHCHHATA.
KyMmynaTHBHaTa peHalTHa eKCKpelns Ha HempoMeHeH moxonidine € okono 50-75%.

CpenHOTO BpeMe Ha NOJTYKHBOT € 2.2-2.3 yaca.

Cneud(H4YHH rPYNH DallHEHTH
Dapmaxoxuremuxa Npu RAYUeHMY 6 Hanpeorara 6b3pacm.

dapMaKOKHHETHYHHTE CBOKMCTBa Ha moxonidine y 34paBH BB3pacTHH ca NOA0OHH Ha
TE3H NPH NMO-MIaJAUTe HHIUBUIK.

Dapmaxkokuremuka npu oeya.

He ce npenopryBa W3NOI3BaHETO HA moxonidine Mpy Aela, ThH KaTO HE Ca TTPABCHH
¢apMaKOKWHETHYHH TIpOYyYBaHNA [IPH Ta3u BB3pactoBa rpyrna.

Dapmaxorunemura npu 6vOpeury HapYUuieHUR.:
IIpu ymepero HapylIeHa 61u6peuHa pyHKUUA (KpEATHHUHOB mup'bﬂglﬂaﬁQ ml/min)




KaTO XHITOTEH3WBHUAT e(eKT Ha moxonidine Tpa6Ba Aa ce npocaeaiBa BHIMATENHO,
0CcOoOEHO B HAYAJIOTO HA JICUEHHETO.

5.3. IIpeaxiHHH4YHM JaHHH 34 0e3onacHoCT

Ocmpa mokcusHocm

OcTpa nepopaliHa TOKCHYHOCT HAa moxonidine:
- Kyueta - LDsp>10 mg/kg;
- mapxose - LDsg~130 mg/kg;
- Mux# - LDsy-320 mg/kg.

APOHUYHA MOKCUMHOCT

XpOHMYROTO NEPOPASTHO JleueHue 3a 52 ceamuim Tpu misxose (¢ no3u ot 0.12 no 4
mg/kg) u npu xydvera (¢ gosu oT 0.04 mo 0.4 mg/kg) mokassa CHTHUQUKAHTHH
epexTH Ha moxonidine caMo IIpH MaAKCUMAaJIHO BUCOKH JO3H.

Jlext HapylieHUA B enexTponwTHHA OanaHc (HaMansdBaHe Ha HATPUA B KPHBTA H
yBeJIMUaBaHE HA KaJWA, ypedTa W KPEaTHHWHA) €& YCTAaHOBEHW NpPH MaKCAMANHM
JO3H TIPH TITEXOBETE, a rajieHe W CIMOHOOTACNAHE CaMO IIPH MaKCHMAIHH R03W MpPH
Kyuerata. OcBeH TOBA MpY MAKCHMATHHUTE N03M U B IBaTa BUIA ONMTHH JKHBOTHM €
HabMo1aBaHO JIEKO YBENTHIEHAE Ha TETIOTO Ha YePHHA apoD.

Penpodyxmuerna moxcuyHocm, eMOpUOmMoKCUYHOCM U mepamo2esHocn
WscenpaHUATA 38 PEOPONYKTHBHA TOKCHYHOCT He NMOKA3BaT edekTdH Ha moxonidine
(mpy opanku J03d A0 6.4 mg/kg) BbpXy OepTUNMTETa Y IUTbXOBE N BBPXY
pa3BUTHETO Ha EMOPHOHA U deTyca.

Hama aaHHd HHTO 32 eMOPHOTOKCHYHOCT W TEpaTOTCHHH CBOHCTBA MPH TLUTBXOBETE
npy opanuu po3u no 27 mg/kg U npu satum po 4.9 mg/kg, HATO € YCTaHOBEHO
BIIUAHHE BBPXY NEPH- H NOCT- HATATHOTO Pa3BATHE MPH TTHX0BE CNCA OPATHA XO3H

10 9 mg/kg.

Mymazennocm, xapyuno2ennocm

He ca HaGmozaBaHM HOpHM3HAUM 33 MYTAareHHH WIM T€HOTOKCHYHH €QeKTH Ha
moxonidine, [IpoyyBaHHa BppXy KapUMHOTEHE3aTa Y ITbXOBE H MHINKH JIDH OPATHH
npo3u oT 0.1 10 7.0 mg/kg He YCTAHOBABAT JaHHH 38 KapLIWHOTEHEH MOTCHLIHAI.

6. PAPMAIIEBTNYHH JAHHHN
6.1. Charchk HA NOMOMIHHATE BEIHECTBA
JlakT03a MOHOXHUAPAT

[ToBnaon K235

Kpocnosuaon

Marnesues creapar

Cheran Ha GUIMOBOTO MOKPHUTHE:
Omnapnpait Y-1-7000 (Turasos AHOKCHUA, XUAPOKCHIIPOTHIMETRIILIETYITO3,
Makporon 400)

YepBeH KeJe3¢H OKCHI

6.2. DOHINKO-XEMHUUYHH HECHBMECTHMOCTH
He ca H3BeCcTHH.




6.3. Cpok Ha rogHocT
2 (IB€) rOAVIHK OT AaTaTa Ha IMPOM3BOJACTEO.

6.4. CpennajHu yoJIOBHS HA ChXpaHeHHe

[Tpu TeMneparypa nox 30°0C.,
Jla ce chXpaHfBa HA MACTO, HEAOCTHITHO 3a Aeua!

6.5. JIaHHH 32 OIIAKOBKATA
[To10 ¢punmupanu Tabnerxu B 6aucrep or PVC/PVDC/AL donuo, no 3 baucrepa B

KApPTOHEHA KYTHS

6.6. TlpenopbkH npu ynorpeda
JlekapCTBEHHAT TIPONYKT Aa HE €€ W3MNON3Ba CNEA M3THYAHE CpOKa Ha TOAHOCT,
yKa3aH Ha OTlaKOBKaTa.

7. UME U AJPEC HA MPUTEXATEJS HA PA3PEHIEHUETO 3A
YIIOTPEBA |

"AxkraBuc" EA/L

yi. "ATanac JlykoB" Ne 29

1407 Codwusa, benrapus

8. PETUCTPAIIHOHEH HOMEP B PETHCTBHPA IO YJL28 OoT
3JIAXM |
Moxotens 0,2mg film coated tablets Ne20070010/01.03.07

Moxotens 0,3mg film coated tablets Ne20070011/01.03.07

Moxotens 0,4mg film coated tablets Ne20070012/01.03.07

9. JATA HA IIbPBO PA3PENIABAHE 3A YHOOTPEBA HA

JJEKAPCTBEHUA ITPOAYKT
01.03.2007

10. JATA HA (MACTHYHA) AKTYAJIM3ALIUA HA TEKCTA
Maii 2008 .




