KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
1. HME HA JEKAPCTBEHHA NPOAYKT
MYKOCOJIBAH MAKC 75 mg kancy/u ¢ yIb/keno ocBoGoxRIaBane, TBHPAH

MUCOSOLVAN MAX 75 mg prolonged release capsules, hard

2. KAYECTBEH U KOJTUYECTBEH ChCTAB

EzHa kancyna chAbpxka 75 mg aMGPOKCONOB XMAPOXIOPHA (ambkwbﬁﬂiiﬂiw& EHLLWA 10 SEKSRC] BATA
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[MpoxsnroBaTH, TBBPRH, XKEMATHHOBH KANCYJIH ¢ 9€PBEHA HEMPO3padHa Kaniayka H OpaHKeBO HENPO3payHo
1ano. Kanaukara e wamnosana ¢ ,MUC 01 8 Gano.

4. KJIMHAYHHA JAHHH

4.1 TepaneBTHYAN DOKA3anus

CeKpeToNHTHYHA Tepanus pH OCTPH H XPOHUYHK OPOHXO-IyIMOHAIHH 3a00NABaHNS, CBBP3AHH C
a6HopMalHa MyKyCHA CEKPELMA B HAPYIIEH MyKyCeH TPaHCIIOpT.

4.2 J03HPOBKA B HAYTHH HA NPHIOKEHEHE

Hoszupoera
Brspacthi: 1 kancyna eaMH T JHEBHO.

Hauun na npunosicenue

Kancynure He Tpa0Ba na ce oTBapaT WM JHBYAT, a Ce PHEMAT LIEJH H ¢ JOCTATEYHO KOJIHYECTBO TEYHOCT.
"TleneTure-HOCHTEN" 0CBODOKIABAT AKTHRHOTO BELESCTBO IPH NPEMHHABAHETO CH IPe3
XPaHOCMMJIATEITHATA CHCTEMA, TaKa Y€, AKO NOHAKOra MPHCHCTBAT B HIMPAKHEHHATA, TOBA HE € OT
3HAYEHHE.

MYKOCQJIBAH MAKC kancynn ¢ YABIDKEHO 0cBOGOKAABAHE HE Ca MOAXOMAINH 32 Aela.

B cny4aii Ha 0cTpo pecniMpaTopHoO 3abonsBaHe, TpAGBa M ce MOTBPCH JIEKAPCKA MOMOLL, aKO CHMITTOMHTE
He ce nogoOpAT cnen 4-5 MHH MK ce BIOLIAT B NPOLIECa Ha NIeYCHHE.

4.3 IIpoTHBONOKAIABEAS

44 Cnennanny npeaynpexaenHa H NpeAna3sHRE MEPKH DPH ynorpeda

Hma cpobilieHns 3a TeXKKH KOJKHH PEaKLIHH KaTo epHTeMa MyJITH(OPME, CHBAPOM Ha
(SJS) n Toxcruna enuaepmanna vekponusa (TEN) 4 ocTpa renepali3HpaHa eX3aHTe



(AGEP), cBbp3aHu ¢ NPHICKEHHETO HA MYKOIMTHUM KaTo amOpokconos xuapoxiopua. Hajfi-uecto Te
Morar ja 6baaT 00ACHEHH ¢ TeKeCTTa Ha OCHOBHOTO 3a60NABaHe Ha NALMEHTA H/HIH ChITBTCTBALLO
neueHne. B nonwnxenue, no Bpeme Ha paHHaTa ¢asa Ha cuHapoma Ha Stevens-Johnson win TEN
OAMEHTHT LPRO MOKE A4 PA3Bue HecnelpuuHK rpunonoAotHM NpoapoManiy CHMITTOMME KaTO Hanp.
Tpecka, GOJIKE B TI0TO, PHHMT, KAUUTHLA B Bh3naneHo repio. [lopaan Tean necnemmpuaHu
rpUNoNONOCHH NPOAPOMATHE OILIAKBAHHA € Bh3MOXKHO Ja ¢€ 3aTI0YHe CHMITTOMATHYHO JIEHEHHE C
JEKAPCTRA 32 KANLIHIEA H HACTHHKA.

CnenoBaTeNHO, aKO C¢ TIOABAT HOBH KOXKHH HJIH JTMTaBHYHH JIe31H, TpAORa He3abaBHO Aa ce MOTBPCH
MEIHMUHMHCKA [IOMOL H JICYSHHETO ¢ aMOpOKCOIl XMAPOXOpUA TpAbBa a ce NpeyCTAHOBH KATO NpeAnasHa
MApKa.

[Ipy Hapymera 656peyHa dyHKupA Wik TexKo yepHoapoGHO 3abonasane MYKOCOJIBAH MAKC Moxe
Aa Ce M3MOII3BA CAMO CIIEA KOHCYNTALHS ¢ MEIHIUMHCKH crieumanscT, KakTo 3a BCAKO MEIHKAMEHTO3HO
JIeMEeHHe ¢ MeTabonu3BM B YepHH# Opob, OCAeBaH OT eTHMHHHpaHe dYpe3 GEOpelHTe, MOXKe a Ce OYaKBa
HaTpymBaHe Ha aMOpOKCONOBH MeTabOTHTH B MepHUA Apob, B cayvaii Ha Texka 6uOpeuHa
HEeAOCTATPYHOCT.

4.5 BiarmogeiicTBHe ¢ APYTH JIEKAPCTBEHH TPOAYKTH H APYrH GopME HA B3AAMO/EicTBHE

He ce npenoptuea ynotpedara Ha aMOPOKCONIOR XHAPOXAOPHI ¢ ICKAPCTBEHH NPOAYKTH, IIOTHCKALIM
KaIUINIETA.
He ca noxnagsaHy KTHHHIHO 3HAYMME HeKEJAHH B3AMMOICHCTRBHA C APYTH JIEKApCTBEHH NPONYKTH.

4.6 DepTHIHTE, (PEMEHHOCT H KEpMEHe

Bpemennocm

AMOPOKCONOB XMAPOXJIOPHA TPeMUHABA NPe3 TUIaleHTapHaTa Gapuepa. [IpeaxnHHHYHATE POYYBAHHA HE
NOK23BaT JMPEKTHH WK HHIMPEKTHH YBpEKIallH edekTH 10 OTHOIIEHHE Ha OPEMEHHOCTTA,
eMOPHOHATHOTO/(ETATHOTO pa3sBHTHE, PAXAAHETO H IIOCTHATAITHOTO pasBuTHe, [IPOALIKUTEIHIA
KIHHHYHA HaOMOICHHA NPH IIPAIIOKEHHE Ha ITPOAYKTa M0 BpeMe Ha GpeMeHHOCT ciieAl 28-Ta TecTalMOHHa
ceaMuila, He nokaseat 3abonesaemoct. HesasucuMo ot ToBa, Tpabea na Gbaar cnazeany obwvaiinwre
npenasHy MEPKH IO OTHOIIEHHE Ha ynoTpebaTa Ha leKapcTBEHH NPOAYKTH IO BpeMe Ha OpeMEHHOCT.
Vnorpebara Ha MYKOCOJIBAH MAKC, ocobeHo npe3 mepBHTE TPH Meceria oT 6peMeHHOCTTa, He ce
npenops4sa.

Kvpmene

Ilpoy4BanHHs MpH XKUBOTHA NOKA3BAT, 4e aMOPOKCOIOB XHAPOXJIOPH IPEMHHABA B MAHYHHOTO MISKO.
Baiipekn, de He ce ouakBaT HeGnaronpuaTHh eeKTH BEPXY AeTeTo, ynotpebata Ha MYKOCOJIBAH
MAKC He ce npenopbyBa NpH KbpMELH KeHH.

Depmunumem

He ca Hanu4HK KIMHHYHH JaHHH 3a ¢epTiIHTeT2 Nph yniotpebaTa Ha aMGpoKkcon.
[TpeAKTHAMYHATE NPOYYBAHHA He OKA3BAT JUPEKTHH HIH HHAMPEKTHH YRPEXKIAUH ¢EKTH o
OTHOLIEHHE Ha hepTIHIHTETa

4.7 EdexTn Bnpxy cnocobHocTTa 32 modapane H paboTa ¢ MAITHHA

Hsama JOKa3aTeNcTBO OT NOCTMAPKETHHIOBHTE JaAHHH OTHOCHO €()eKTH BEPXY CNOCOOHOCTTa 3a WO(HpaHe
H paboTa ¢ MamIHAK.

He ca nposexnann npoyusaHus 3a edexTATE BBPXY CHOCOGHOCTTA 32 modHpaHe M paboTa ¢ MaILUHH.

4.8 Hexe1and NeKAPCTBEHA peAKIHR

YecToTa Ha HEXEIAHUTE PEaKiHH criope], koHBeHUHATa Ha MedDRA:




Muorogvectn  21/10;

Yectu =1/100;, <1/10;
Hegectn >1/1 000, <1/100;
Penxiu =1/10 000, <1/1 000;

Muoro peaku  <1/10 000;
C HeM3BECTHA YECTOTa:  HE MOTaT Ja OBAAT OLIEHEHH CIIOPEN HANMMYHUTE JaHHH

Hapyuienua na umynnama cucmema

C Hen3pecTHa yecTOTa: aHAMMIAKTHYHH peakLHH, aHaHIAKTHYEH LIOK, PEAKIHH Ha
CBPBXYYBCTBHTENHOCT;

Hapywenus ua nepsnama cucmema
Yectu: JHCTEY3HA

Pecnupamopnuy, zpbOnu u MeOUACIMUNAIHY HADYUWEHUA
Yectu: thapHHreaiHa XunoecTesHs.

Facmpo-unmecmunannu nopyuwenun

YecTH: rajicHe, OpajiHa XHIIOEeCTe3HS;

Heuects: IMapus, TIORPHIIAHE, HHCTIENICHA, CYXOTa B YCTATa, KopeMHa 6onka;
Peaxu: cyxora B repioTo

Hapyuwenun na xoocama u nookoxcxume nrexanu
Peaku: obpus, ypruxapus
C HeM3BECTHA YeCTOTA: AHTHOENIEM, ChpOexk

Cho0maBane HA HOJO3HPAHH HEXEJNAHH PeAKIHE

CrobinasaneTo Ha NOAOZHPAHH HEXKEIAHM PEaKIHH cllel] pa3pelaBaHe 3a yrnoTpeba Ha IeKapCTBeHH
NPOJYKT € BavkHO. ToBa Mo3BONAEA A3 MPOABIKH HAGMOAEHHETO HA CHOTHOIIEHHETO NOT3a/PHCK 33
JICKAPCTBEHHAA TTPOOYKT. Ot MCIHIHHCKHTE CIICLIHATTHCTH CE€ H3IHCKBA Aa C’I;Oﬁll],aBaT BCAKA NOAO3HpaHa
HEKe/aHa peakuus dpe3 U3mbJIHUTENHA areHUMs N0 JIEKapeTeaTa,ylL. ,,Jaman I'pyes” Ne 8, 1303 Codns,
Ten.: +359 2 8903417, yeGcaiiT: www.bda.bg.

4.9 Hpeaosupane

Ho cera He ca chobmeHH cnenuduyHE CHMITTOMU Ha npeao3upane npu xopa. Habmonasanure cHMITOME
OpH CHOOIIEHHS 32 CITYYaliHO MPEIO3HPAHE HIH HENPABHIIHA YNOTpeGa, ChOTBETCTBAT HA NO3HATHUTE
HEIKENIAHH peakuy npu ynorpedara Ha MYKOCOJ/IBAH MAKC B npenopb4HTeHHTE A03H, KATO MOXKE
Aa € HEOOXOIHMO CHMITTOMATHIHO JICHCHHE.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 PDapMaAKOAHHAMHYHE CBOHCTBA

®apmakorepaneBTHYHa rpyna: Mykomumium, ATC koa: ROSCB06

MexanuIsM Ha feificTere
B npeaxnMHUYHE NPOYUBaHHA AMOPOKCONOB XUAPOXIOPHA NPEAWIBHKBA YBCITHYARS
KNEIUTE HA pecnHpaTopHus TpakT. [logoGpsaea npoaykumsATa Ha GenogpobeH cupda
HHIHApHATA aKTHBHOCT. B pesynTaT Ha TOBa ce yBellM4aBa MyKYCHHSA [IOTOK H TpaH(
KJIHPBHC).

i



JloxanHuat aHecTeTHYEH eeKT Ha aMOPOKCOIOB XHAPOXIOpHA ¢ HabmonasaH BxPXY MOJIEN HA 3aelIKO
OKO, KOETO MOXKe [ia ce 00ACHH ChC CBONCTBOTO Ha aMOPOKCONOB XHAPOXJIOPHA Aa OIOKHpa HATPUEBHTE
kananu. [lokaszano ¢ in vitro, 4e aMOpPOKCONOB XHAPOXIIOpH 6710KHPA KIOHHPAHH HEBPaJIHA HATPHEBH
KaHaJIH, KaTo CBBP3BaHeTo € 00paTHMO H 3aBHCH OT KOHLICHTPaIHATA.

AM6poKcon XHAPOXIOPHI MPOABABA MPOTHBOBB3MATHTEINEH edeKT.

YcTaHOBEHO € in vitro, 4e NPIIOKEHHETO HAa AaMOPOKCOIOB XHAPOXJIOPHA BOAH N0 3HAYHTEIIHO
penylpaHe He caMo Ha OCBOOOKAABAHETO HA [IMTOKHUHH OT KPBBTA, HO H HA MOHOHYKJICAPHH H
HOMHMOPOHYKNECAPHH KIETKH B THKAHHTE.

TMonobpABaHETO HA MYKOLMIHMAPHHA KIMPBHC € I0KA3aHO B KIIMHHYHH H (apMaKoJIOrHYHH IPOYYBaHHA.
3acHNBaHETO Ha CEKpenuaTa Ha GpoHXHANHA TEYHOCT H Ha MYKOIIWIHAPHHS KJIHPEHC YAeCHABAT
EKCIIEKTOPAIMATA H M3KALWIAHETO.

Tlpu nauuentd ¢ XOBE, gsarocpodnoto sedenne (6 Mecena) c MYKOCOJIBAH MAKC
(MYKOCOJIBAH MAKC 75 mg kancyaa ¢ yAb/mkeHo ocBoGoxK1aBaHe) € A0BENO A0 3HAYHTENHO
HaMallaBaHe Ha ex3aueplallHuTe, KOEeTO ¢ 0Ka3ea ciiel 2 MeceLia nedyeHue. JiekypanuTe ¢
MYKOCONBAH MAKC nauuents ca GoneayBaid 3HAYHTETHO NO-MaTEK Opoi JHH, KaKTO H MO-ManbK
Opoi aun ca 6uam ReoGxoaMMH 3a anTHOHOTHYHO NieyeHue. Jleuennero ¢ MYKOCOJIBAH MAKC 75 mg
KaICyJIH ¢ YABIDKEHO 0cBoD0XKAaBaHe, CHILO TAKA € A0BEN0 A0 CTATHCTHYECKH 3HaYHMMO noaobpeHye Ha
CHMITTOMHTE (3aTPYIHEHO H3XpadBane, KAILULA, 3a/TyX, AYCKYITATOPHH HaXO/KH), B CDABHEHHE C
mmnaune6o.

KnuHnYHA 0poyvBaHus IIPH NalHEHTH C BH3NAICHO I'LPIO 10KA3BAT 3HAYHTEHO HaManaBaHe Ha Gonkara
4 3a4epBABaHETO Ha IBPJIOTO.

Te3n apMaKonOrHuHM CBOWCTBS Ca B CHOTBETCTBHE ¢ HOMBIHMTENHHTE HaGmoONeHHs B KIIHHHYHH
OpoyYBaHUA 33 H3CIeBaHe Ha eMKACHOCT HA JieYeHHE ¢ aMOPOKCON0B XUAPOXAOPH] HA CUMITOMH B
TOPHHTE OT/IE/TH HA PECIHPATOPHUA TPAaKT, KOETO € J0BENO AC PA3KO HaMalABaHe Ha Goyikara M CBBp3aHus
¢ Hed aHckoMGopT B 001aCTTa YXO — HOC — TpaXes Ype3 HHXATALMS.

Cnen nprem Ha aMOPOKCONOR XHAPOXJIOPHA, CE MOBHINABA KOHIEHTPALIMATA HA HAKOW aHTHOHOTHLIM
(aMoxcHIMTHH, 11€]YPOKCHM, EPHTPOMHLIMH) B GPOHXO-ITYIMOHANTHUA CEKPET M CIIIOHKATA.

IlpoTuBoBHpyCHH cBoOkicTBa Ha aMOPOKCONOB XHAPOXIIOPHA B in Vilro NPOYYBAHHA H B XHBOTHHCKH
Moaenw.

B in vitro npoy4saHHa ¢ YOBEINKK TPAXEAIHH €NHTEIHH KIETKH e HabMmoaaBaHo IOHWKEHHE Ha
pemHkanusTa Ha pusosupyc (RV14) . HabmoaasaHo € nommkeHHe Ha perumkanmara Ha Iufluenza A
BHPYC BbPXY MOZEJ Ha JUXATeHH NBTHINA OT MHIIKH.

5.2 PapMAKOKEHETHYRE CBOHCTBA
Abcopbyus

AbcopbumsTa Ha nekapeTBen GopME 3a nepopaiiHO NPHIOKEHHE ¢ HesabasHO ocBoGoXKIaBake € Obp3a H
TI0YTH ITBJIHA, NPH NHHEHHA 3aBUCUMOCT OT J03aTa, KOraTo NPOAYKTHT € NMPHIOKEH B TEpaneBTHYHH N03H.

cpaBHeHHMe ¢ aHeBHa no3a ot 60 mg (30 mg npa nbTH AHeBHO) Nox GopMara Ha Tab
ocBoboXIaBaHe.



He ¢ ycranobeno, ue xpanara Bause Ha GHOHATMYHOCTTa Ha AMOPOKCON XHAPOXIOPHIL TIPH NEPOpanHo
NPHIOKCHHE.

HsMepsaneTo Ha IIa3MEHOTO HHBO ClIe] MHOTOKDPATHO NEPOPAJIHO NPHIIOKEHHE HE [1aBa HUKAKBH
HHIMKAUHH 34 HaTPYTIBaHE [IPH TEPATIEBTHYHA JO3HPOBKA.

Pasnpedenenue

Pasnpenenenero Ha aMOPOKCONIOB XMAPOXIIOPHA OT KPHBTA KbM ThKAHHTE € OBP30 H ACHO H3PA3€HO, Karo
Hali-BHCOKA KOHIIEHTPALMs Ha aKTHBHOTO BEelleCTBO € YCTaHoBeHa B GeldTe Apofose NPy HHTPABEHO3HO
nprnokenue. O6eMBT Ha pasnpenereHue Cliel NEPOPAIEH npyeM ¢ npubnmsurenHo 552 L.

VCTaHOBEHO €, Mie B TEPANCBTHYHH IPaHMIIA CBHPIBAHETO Ha MPOTEHHHUTE B I1a3MaTa € okono 90%.

buompancopmayus u emmunupane

Oxono 30% oT npuioxkeHaTa nepopanHa 103a ¢e eMMMHHUPa upe3 MeTabo/H3bM NPH IThPBO NPEMHHABAHE.
AMGpOKCcOI0B XHAPOXTOPHA c€ METaBONH3Npa TIABHO B HEPHHA P06 4pe3 MIOKYPOHHpPaHe M PasLIEnBaHe
10 AMbpoMaHTpaHHIOBA KKceliHa (npubiusnrento 10% or mo3aTa), ¢ HAKNOUCHHE HA HAKOH
BTOPOCTETIEHHH MeTaboJIMTH.

[lpoyuranus Ha YepHOAPOGHHTE MHKPO3OMH ITpH Y0OBeKa nokasbart, ue CYP3A4 e orrosopHa 3a
MeTabonu3Ma Ha aMOPOKCONOB XHAPOXIOPHA A0 THOPOMAHTPAHHIIOBA KMCEIHHA.

B pamxuTe Ha 3 1HM OT Nepopainus npueM, npubiauzuTenHo 6% or no3ata ocraea B cBoboaHa Gopma,
AOKaTo 26% OT HeA € OTKpHTA B YPHHATA B KOHIOTHpaHa (popMa. KpalfHusaT Nory)xHMBOT Ha eIMMHHHpaHe
Ha aMOpOKCOnoB XHApOoxnopHA € npubnusurento 10 uaca. ToTaNHHAT KNHPHHC € OT MOPAABKA HA

660 ml/min, ¢ oTyHTaHe Ha GEOpeYEH KIMPBHEC NIPH NEPOPANHO NPHIOKEHHe NpUOIH3NHTENHO 8% OT
TOTaTHKA KnHpbHC. M3uncieHo e, ye npuONHIMTENOTO KONMMYECTBO, EKCKPETHPAHO Ype3 ypHHATa Cleq

5 M, nipencTarnsea okono 83% ot ofinara no3a (YCTAHOBEHO NIOCPEACTROM PAJHOAKTHBHO GeNa3Bane).

DapMaKOKUREMUKA NPU CREYUATHU 2DYNU NAYUERMU

Yepuonpobho yspexnase

Ipu nawkesTy ¢ HapynieHa GyHKUHA Ha 4SPHHA Apo6 eIMMHUHEHAPAHETO HA aMOPOKCOJIOB XHAPOXJIOPH €
HaManeno, KoeTo BOAH NpuOAR3HTERHO OT 1,3 K0 2 ObTH MO-BHCOKH 1a3Meln HuBa. [lopaay mHpokata
TepaneBTHYHA rpaHHLIA Ha aMOPOKCONIOR XHAPOXJIOPH HE Ce Halara npoMsHa Ha J03aTa.

Brapacr/Tlon

Bb3pacTTa H NoxeT He OKa3BaT BIHAHME BBPXY $apMaKOKHHETHKATA Ha aMOpPOKCONIOB XHAPOXJIOPHA B
KJIMHHYHO 3HAYAMA CTETeH, NopaJiH KOeTo He ce Halara npoMsHa Ha J103aTa.

YCTAaHOBEHO €, Ye XpaHaTa He BIHAE BbPXY OHOHAIMMHOCTTA Ha aMOPOKCOJIOB XHAPOXIOPHA.

53 IIpeaknenMuBR AannH 32 Ge3onacnoct

AMOPOKCONOB XHAPOXJIOPHL MMa MHOTO HECHK HHAEKC HAa OCTPa TOKCHIHOCT.

B npoy4saHHi Ha XpOHMYHA TOKCHYHOCT [PH Nepopaitu 034 oT 150 mg/kg/nHeBHO (MHLIKH,

4 ceamuum), 50 mg/kg/muesno (nibxose, 52 u 78 cenmuum), 40 mg/kg/nAcBHO (3aiium, 26 ceAMHLIH) H

10 mg/kg/nnesno (kydera, 52 ceAMHIINA), ¢4 Onpec/eHH CHOTBETHO HHBATA NPH KOKTO He ce Habmoaasar
Hexkenanu nekapcTBerHd peakudH (NOAEL). He e oTkpHT cnenaneH TapreTeH OpraH o OTHOLUSHHE HA

TOKCHYHOCTTA.

YeTnpu cenMUMHO NpoyyBaHe HAa TOKCHYHOCTTAa HA aMOPOKCOMOB XMAPOXIOPK/, IPH HHTPABEHO3HO

XHCTONATONOrHA. BCHUKH HexenaH# NexapcTBeHH peakLin ca o0paTHMH.

AMOPOKCONOB XHAPOXJIOPK He NOKa3Ba eMOPHOTOKCHYEH H TepaToreHeH etekT
nepopannu 1034 Ao 3000 mg/kg/nHesHo npu wisxose | go 200 mg/kg/aneBHO mpH §



HA MEXKH H )KEHCKH ILTLXOBE HE € NOBIMAH rpH 1038 Ao 500 mg/kg/nuesno. Hupoto, npH xoero He ce
HalaonasaT Hexenany nekapcTeedn peakun (NOAEL) no Bpeme Ha nepH- H MOCTHATATHOTO PA3BHTHE €
50 mg/kg/nuerHo. Cpennara foza ot 500 mg/kg/nHesHo aMOpOKCOIOR XAAPOXIIOPHA € JIEKO TOKCHYHA 34
MAHKHTE H HOKONECHHUETO - HAOMONABAHO & 3a0aBEHO PABUTHE HA TENECHOTO TEIIO ¥ HAMAICH pa3Mep Ha
OTOMCTBOTO.

In vitro noy4BaHHATa 32 FeHOTOKCHYHOCT (TECT Ha AMEC M TECT 3a XPOMO30MHa abepalia B HOBELIKH
JHMGOIHTH) | in vive (MUKPOHYK/ICAPEH TECT B KOCTEH MO3BK ITPH MHANIKH) He NIOKA3BAT NEHOTOKCHYCH
HOTEHLHA)l Ha AMOPOKCONOB XHAPOXJIOPHA,.

AMOPOKCONIOB XMAPOXIIOPHA HE TIOKa3Ba TYMOPOTEHEH MOTEHLMAN NIPH POYYBAHHA 32 KAPIMHOIEHHOCT
npu MuLIKH (50, 200 u 800 mg/kg/nHesHo) H wibxose (65, 250 u 1000 mg/kg/nHesHo), korato ca
NEKYBAHH ¢ JHETHYHA cMec 3a 1035 u 116 cepmuiy, CLOTRETHO.

6. PAPMALIEBTHYHH JAHHH

6.1 CnoRcnbK HA HOMOIIHHATE BeHIeCcTRA

Crabpaanie Ha Kancyaara
Kpocnoesunon

KaprayGcka BocEK
CTeapitoB ankoxo
MarHesHeB cTeapar

Kancyixa o0BHBKa
Kenatua

IIpeusncTeHa Boaa

Twranor anoxcha (E171)
YepeeH xeneser okcun (E172)
Henr wenezen okemn (E172)

bano nevaTapcKo MACTHIIO
IHennax

Bytunoe ankoxon

Twuranos auoxcHn [E171]
6.2 HechbBMECTEMOCTH
He npunoxumo.

6.3 Cpok Ha ropgaocr

3 rogunan
IpoAyKTHT Za HE ce NPHIAra cles H3THYAHE Ha JATaTa, 03HaYeHa BHPXY ONAKOBKATA.

6.4 Cnennanns yc/JI0BHA HAa ChbXpaHeHHE

Ha ce coxpansra npu Temneparypa nog 30 °C.
Jla ce chxpaniBa HA MACTO, HEZOCTHIIHO 34 AcLa.

6.5 BHA H ebALpAanHEe HA ONAKOBKATA

PVC/ PVDC/ anymunseBn GlIHCTEPHH ONAKOBKH, IIOCTABEHH B KAPTOHEHH KYTHH.




MVYKOCOJIBAH MAKC kancyni ¢ yasnkeHO ocBoboXkaasade, TBpaM 75 mg: onakoskH ot 10, 20, 50 u
100 xancymu.

He BCHYKH ONaKOBKH MOXKE /1A Ca I[yCHaTH B [POAak(a.

6.6 CrennBaiHH npesnasHH MEPKH OPH H3XBLpJsHe

Hsma cneraniy H3HCKBAHHA.

7. ITPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Opella Healthcare France SAS,

82 Avenue Raspail,

94250 Gentilly,

Opanups

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20060844

9. JAATA HA ITBPBO PAZPEHIABAHE/IOJHOBABAHE HA PAIPEIIEHUETO 3A
YOOTPEBA

Jlata Ha wepeo pazpemapane: 29 JexeMepr 2006

Jata Ha nocneano noauosapade: 11 Axyapn 2012

10. JATA HA AKTYAJIU3HAPAHE HA TEKCTA

01.11.2021




