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1. HME HA JEKAPCTBEHMA ITPOAYKT

MYKOCOJIBAH 30 mg/5 ml cupon

MUCOSOLVAN 30 mg/5 ml syrup

2, KAYECTBEH H KOJIMUECTBEH CHLCTAB

5 ml cupon ceaspxkar 30 mg ambpoxconos xnapoxnopun (ambroxol hydrochloride).

I[NoMomsu BemecTsa ¢ H3BeCTHO NelicTrue: 5,8 mg/ml nporunen rauxon (E1520) u 0,5 mg/m! 6ensoena
KMCETHHA (BHX TOYKA 4.4)

3a MBJIHHA COHCHK HA MOMOMIHHTE BEIIECTBA BIDKTE TOYKAE 6. 1.

3. JEKAPCTBEHA ®OPMA
Cupon

bucTbp no noutn GucTep, Gesuseren no nourn Gesuseren, cnabo BUCKO3EH CHpOI.

4, KIHHHYHH JAHHH
4.1 TepaneBTHYHA NOKA3AHKA

CexpeToNHTHYHA Tepanus NpH OCTPH M XPOHHYHH OpOHXO-MyAMOHANHH 3a6015BaAHHA, CBBP3AHH ¢
abHOpManHa MYKYCHA CEKPELHS H HApYIIeH MYKYCEH TPaHCIIOPT.

4.2 J03HpOBKA H HAYHH HA NPHIOKERAHE
Hozupoexa
BrspacThm v neua san 12 roqunm: 10 ml 2 meH anesHo.

Tasu nosuposka e noaxonsma 3a nevenue Ha OCTPH 3aDONABAHHA HA PECITMPATOPHHA TPAKT H 38 HAYANHA
TCPanAg Ha XPOHUYHH CBCTOAHHA 10 14 muu.

B cayuait Ha ocTpo pecnupaTopro 3a6onsnaxe, TpAOBa 214 ce NOTBLPCH NEKaPeKa NOMOLL, AKO CHMITTOMMTE
He ¢ nonoOPAT cnen 4-5 IHY MIH Ce BIOIIAT B MPONECA HA NEYEHMUE.

Havun na npunowcenue
MYKOCOJIBAH moxe na ce npuema no speme Ha XpaHeHe HiH Oe3 xpana.

4.3 IIpormBonokalanus
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4.4 Criennannn apeaynpekienns H NPEATA3RE MEPKH NPH ynotpeba

HMa cholmenns 3a TEXKH KOXKHH PEAKIIHH XKATO EPHUTEMA MyrTHdOpMe, CHHIPOM Ha Stevens-Johnson
(SJS) n TokcHuna enunepmannta vexpomusa (TEN) u octpa TCHEPATHIHPAHA €K3AHTEMATO3HA MYCTYI038
(AGEP), cBbp3any ¢ npunokeHHETO Ha MYKOMTHLIM KATO aMOpoOKCOMOB XRAPOXNOPHA.

Haii-aecto Te Mmorat na GuaaT 06ACHEHH C TEXECTTa HA OCHOBHOTO 3260/I9BaAHE HA NALMEHTE H/HINH
CBI'BTCTBALIG NeueHHe. B normennenne, no speme Ha panuara dasa Ha curapoMa Ha Stevens-Johnson win
TEN naumenTsT mepBo Moxe aa paisue HecneunbuyHy IPHIONOAOOHH NPOAPOMANTHH CHMITTOMH KATO
Hamnp. Tpecka, 60NKH B TANOTO, PUHHT, KAIJIHLIA U BH3TIANCHO repno. Ilopany tesn wecneuugrann
rPHIONOAOOHH MPOAPOMAJIHM OILIAKBAHHA € Bh3IMOXKHO A3 CC 3aM0YHE CHMIITOMATHIHO JICUEHHE o
JIEKapCTBa 33 KANUIHLA ¥ HACTHHKA.

CnenoBaTtenso, ako ce NOABAT HOBHM KOXHK HITH THrABHYHH ne3uy, Tpabea He3abaBHO Na ce moThpCH
MCAHIIMHCKA TOMOIL M JICYCHHETO ¢ aMOPOKCOn XHapoXI0pHa TpAOBA Aa C& MPEYCTAHOBH KATO npeanasHa

MSPKA.

INpn Hapymena 6u6peuna dyxuns wnn Texko weproapobHo 3a6onasane MYKOCOJIBAH moxe na ce
H3IMOJI3BA CAMO CICA KOHCYMTaUHs ¢ MEOHLMHCKH crieusanucT. Kakro 3a BCAKO MEONKAMEHTO3HO NeYeHHE
¢ MeTabONH3IBM B YepHUA APOD, MOCIEABAH OT ENHMHHHPAHE 9pel 6n6peumTe, MOXe 12 ce ovakea
HATPYNIBAHE Ha aMOPOKCOnoBH MeTAGONHTH B YepHHS APOD, B CITyali Ha TexKa OLOpeuna
HEXOCTaTHYHOCT.

To3u nexapcreen npoxyxr chaspxa 1,75 mg copbuton s $ ml CHpOI.

[NaunenTy ¢ HacnencTeeHa HENMOHOCHMOCT KbM pykTosa (HF I) e Tpabpa na mpuemat TO3M nexapcTBen
NMPOAYKT.

CopbuTomsT MOXE N8 NPHYHHH CTOMANIHO-4PEBEH IHCKOMGopT U nex cnaburtenen edexr.

Tosu nexapcreeH npoaykr ceabpixa 2,5 mg Genszoexa kucenusa 8 5 ml CHPOI, KOETO € EKBHBATCHTHO Ha
0,5 mg/ml.

bensoeHara kucenuHa MOXe 3 38CKIIH XBITCHALIATA NPH HOBOpOAcHH OeOera (Ha BB3pacT no 4 ceaMuLM).
[losnmasane Ha CHIMPYOHHEMMATA, BCICACTBHE H3IMECTBAHETO HA OumipybuH or cBBp3BaHETO MY C
anbyMHH MOXe 1a yPeNIHYM HEOHATANHATA HBIATCHHLIA, KOATO NA OOBEAE AO KEPHHKTED (OTJIATAHMR HA
HEKOHIOTHPaH OHIHPYOHH B MO3BYHATA THKAH).

Tosn nexapcreen mpomykr chavpxa 29 mg nponmaenw ramkon B 5 ml. EAHOBpEMEHOTO NpHNOXEHHE C
APYFH CYDCTpaTH Ha anKoXOJNEXHAPOTEHA3ATA, TAKWBA KATO €TAHON, MOXeE Ia NPENH3BHKA CEPHO3HM
HCXENAHH PEAaKIIHH NPH HOBOPOAEHH M JALlA H 8BB3PACT Noa S rogHHuU.

Heobxomimo e meanmmncko Habnionenue Ha NnauneHTH ¢ Hapymena 6h6euna wnt JepHORpobHA PyHKIDA,
THH KaTO €A ChOOIABAHH PAAIHYHH HEXEMAHH PEAKLMH, ABIKANIM ce Ha IPOITMJICH TITHKOJ, TAKHBA KATO
6b0peunn Hapymenus (ocrpa TyGymapHa Hekposa), ocTpa O0n0peuHa HEZOCTATBYHOCT H YEPHOAPOGHH
HAPYLICHHA.

4.5 BiarmoneiicTene ¢ Apyra nexapcTBEHA NPOAYKTH K ApYTrH GOpMH HR BIARMOACHCTBHE

He ce npenoprusa ynorpebara Ha aM6pokcomor xuapoxnopua ¢ JIEKaPCTBEHH ITPORAYKTH, ITOTHCKAILH
KAITMLIATE.

4.6 Deprannrer, GpemMennocT a KnpMeHe

bpeverrocm




AM6pOKCONIOB XHAPOXTOpKA NpeMEHaBa npes niaueHrapHata Oapuepa. IpeaxmuanunuTe npoyusanus e
NOka3BaT AHPCKTHH HIH HHAMPEKTHH YBPEXAANIH ¢EKTH No OTHOmEHHE Ha GpeMeHOCTTa,
eMOPHOHANHOTO/(ETATHOTO Pa3BHTHE, PAKAAHETO H NOCTHATATHOTO pa3BHTHE.

[lpoasmxutennn kmuanaHu Habnronerus npy NPHAOXKCHKE HA [TPOAYKTA MO BpeMe Ha OpeMeHHOCT cen
28-Ta reCTALIHOHHA CEMMIIA, HE MOKA3BAT 3a60neBaeMocT. He3apueumo OT TOBa, TpAOBa aa OngaT
Cna3BaHy oOHuaiHUTE NpeanasHH MEPKH MO OTHOMMECHHE Ha ynoTpebaTa Ha NCKAPCTBEHH MPOAYKTH MO
BpeMe Ha OpemennocT. Ynorpe6ara na MYKOCOJIBAH, ocobeno Npe3 MbPBHTE TPH MECELA OT
bpemennocTTa, He ce npenopbusa.

Kspuene

[IpoyuBanus npu xuUBOTHA noKa3BaT, Ye aMOpOKCONOB XHAPOXNOPHA MPEMHHABA B MAHYHHOTO MIISKO.
Berpekn, ue Be ce ouakpar HeGnaronpusTHR edexTH BRpXY AeTeTo, ynotpebara Ha MYKOCOJIBAH ne
Ce NMPEnoOpPbYBA NPH KBPMEIIH KEHH.,

Depminumem
He ca sanuyny knueawanu nannu 3a deprunyrera npH ynorpebara Ha amGpokcon.

IIpenxnuHMYHMTE NPOYIBAHMA HE TOKAIBAT RHPCKTHH HIIH HHAHPCKTHH YBPEXAANM e(PeKTH 1o
OTHOLICHHE HA QePTHIHTETA.

Brnpexu ye nponuaeH rauko T He Nokassa PCTIPOAYKTHBHA TOKCHYHOCT ¥ HAPYINCHHA B PA3BHTHETO NpH
WHBOTHH HITH XOpa, TOH MOXE N8 NOCTHTHE ()ETYCa H € YCTAHOBEHO, Ye npeMHRaBa B KspMaTa. Kato
CICACTBHE, IPUIArAHETO HA NPOMYKTH, KOWUTO CHALPKAT IMPOTIHIEH TTHKOA HA GPEMERHM HTH KbpPMEIIH
NALUHCHTKH, TPAOBA 1a CE MPEeLEHBA HHIHBHIYANHO 38 BCEKH Cyuais.

4.7 Edextn 8upxy cnocofuocTTa 38 modEpane # pabora ¢ MAMAHNK

HsMa n0Ka3aTeNACTBO OT MOCTMAPKETHHIOBHTE JAHHU OTHOCHO eeKT BrpXy cnocoGHOCTTA 3a modHpaHe u
pabora ¢ mammunn. He ca nposexaany npoyasanns 3a edexTuTe BLPXY cnoco6rOCTTa 32 modupane u
pabora ¢ MamuHu.

48 Hexenanu nexapcrseHu peaxnuu

YecTora Ha HexenanuTe peaxumn cnopen koueernsTa Ha MedDRA
Muoro uecth  >1/10:;

Yectn >1/100; < 1/10;
Hewectn >1/1 000, < 1/100;
Penxu >1/10 000, < 1/1 000;

Muoro peaxu < 1/10 000:
C Hen3pecTHa yecToTa:  He MOTAaT 4a 6BOAT OLEHEHH CNOpeNn HAMUYHHTE AaHHH

Hapywenun na umynnama cucmevia

C HensmecTHa YecToTa: aHAQHUIAKTHYHM peakHH, aHaQHNaKTHYEH INOK, PEakIHH Ha
CBPBXYYBCTBHTEIHOCT.

Hapywenun na nepenama cucmema
YecTn: JTHCTCY3HS

Pecnupamopnu, 2pvonu u Meduacmunaniu Hapyuerus
Hectn: dbapunreanna xunoecresus.

F'acmpo-urimecmunarnu napyuenus
Yectn: raJieHe, OPaHa XUMOLCTEIHA

=
T Elimy e ﬂ-"'-



Heuecru: AHapHi, NOBPBINAHE, IMCNENCHA, CyX0Ta B YCTaTa, KOpeMHa 60aka;
Penxu: cyxora B repaoro

Hapywenus na xodcama u nodkoxcrume muxamu
Penxu: obpus, yprukapus
C Hen3BecTHa wecToTa: aHrHOEACM, cupbex.

Crobmasane Ha NOROIMPAHE HEXEIRHH PEAKIIHN

Crobmasanero Ha NORO3UPAHHK HEXENAHH PEAKITHM e pa3pciuaBaHe 3a ynorpeda Ha NeKapcTBEHUS
NMPOAYKT € BaXHO. ToBa no3BonsBa aa MporbmkH HABMIOAEHHETO HA ChOTHOMCHHETO nos3a/puck 3a
NIEKAPCTBEHHA MPOXYKT. OT MEAHLIMHCKHMTE CNEMMATHCTH C€ H3MCKBA 0 ChOOMARAT BesKa NORO3HPaHA
HexkenaHa peakuns ypes Mansnnurenna aresuns no nexapcreata,yn. , Jaman I'pyes” Ne 8, 1303 Codoms,
Ten.: +359 2 8903417 yebeaiir: www.bda. bg.

4.9 IIpeno3npane

Hocera ne ca chobmanany cneuMdUaHN CHMNTOMH Ha npeao3npane mpu xopa. Habmonasanure
CHMNTOMH, IPH CbOOIIEHHs 3a CITy4AlHO PEXO3KpaHE HNH HEMPABUIIHA yniotpeba ChOTBETCTBAT Ha
OINATHTE HOKENARH peakiuyu mpH ynotpebata Ha MYKOCOJIBAH B npenopbunrensuTe 103y, kato
MOXE /18 € HeODXOAUMO CHMITTOMATHYHO JIeHYCHHe.

5. ©APMAKOJOIHYHH CBOHMCTBA
S.1 PapMaAKOAHHAMHYHM CBOHCTRE

PapmakoTepanesTHuHa rpyna: Mykonutuim, ATC koa: ROSCBO6

Mexanuspym Ha gefictaue

B npeaxanunyunu npoyusanns aM6pokconos XHAPOXOPKA MPEAH3BHKBA YBEIHYABAHE CEKPELIMATA HA
ACIEINTE HA pecrnHpaTopHus TpakT. Ilono6pasa npoxykuusra Ha Genoxpoben crpdaxTanT u ce CTHMYNHpA
UHMITHAPHATA AKTHBHOCT. B peaymrar na ToBa ce yBenuuaBa MyxycHus noTok 1 TPAHCNIOPT (MYKOLH/IHADEH

KJIHPBHC).

JlokanHusT anecTeTH4eH eexT Ha aMGpOKCOnOB XHIPOXNOpKA € Ha0moaaBaH BBPXY MOAET HA 3ACINKO
OKO, KOETO MOXE JIa c¢ O0ACHH CBC CBOHCTBOTO Ha aMBpoxconoB XHAPOXIOpHA Aa DIOKHPA HATPHEBHTE
kaHany. [oxasano e in vitro, ye ambpokconos XHAPOXNOPHA DIOKHpPa KNOHHPAHH HEBPATHH HATPHEBH
KAHAJIH, KaTO CBBP3BAHETO € ODPATHMO H 38BHCH OT KOHUCHTPALMATA.

AMOpPOKCON XMAPOXTOPHA POABABA MPOTHRORBINANHTENCH ehexr.
YcraHoBeHO € in vifro, 4e npunoxeHHeTo Ha aMOPOKCOIOB XHIAPOXJIOPHI BOIH A0 3HAYUTEIHO

PEAYLUHPAHE BE CAMO Ha 0CBOOONNABAHETO HA LMTOKHHM OT KPBLBTA, HO M Ha MOHOHYKJICADHM H
NOMHMOPQOHYKNEAPHH KIETKH B THKAHHTE.




ChIIO TAKA € TOBEIO N0 CTATHCTHYECKH 3HAYMMO NONOOGPEHHE HE CHMIITOMMTE (3aTpyaneHo H3xpaueane,
KallUTMLA, 3a0yX, ayCKYNTATOPHH HAXOIKH ), B CPABHEHME ¢ ru1aue6o.

KnuunyHM npoyywsanus npH naUMeHTH ¢ BR3NAIeHO I'bPJIO MOKA3BAT 3HAYATEAHO HAMANSBAHE Ha DOMKaTa
M 3a4€PBABAHETO HA I'LPIOTO.

Te3n apmakonoruuny cBoiCTBA Ca B CHOTBETCTBHE C JOMTBIHHTEIHMTE HabMIOOCHNUA B KITHHHIHY
MPOYHBAHHA 32 H3CIEABAHE HA €QHKACHOCT Ha JIeYeHHe ¢ aMOPOKCOIoB XHAPOXJIOPHA H& CHMITTOMH B
FOPHHTC OTAC/H HA PECTTMPATOPHUA TPAKT, KOETO € AOBENO A0 PAIKO HAMANABAHE Ha GOIKATA H CBBbP3aHHA
¢ Hes TuckOMQOPT B 061ACTTA YXO — HOC — Tpaxes Ype3 MHXANAUNA.

Cnen npuem xa am6poxconos XHAPOXJIOPHA, CC NOBHINABA KOHLICHTPALMATA HA HAKOH 8HTHOHOTHIIN
(aMOKCHUMNNH, LeYPOKCHM, EPHTPOMHLIMH) B OPOHXO-IMYIMOHATHHR CEKPET M CTIOHKATA.

IlpoTHBOBUpYCHH cBolicTBa Ha aMBpoKkconoB XHAPOXJIODHA B in Vilro NpPOYYBAHHA H B XHBOTHHCKH
MOZEJTH.

B in vitro npoyusanus ¢ 4oBemKH TpaxeanHu eMUTENHY KIeTKH & HaOJIIONaBAHO NMOHMMKECHHE Ha
pennKaumATa Ha puHOBHpYC (RV14) . Habmonasaro e nonmxenne na perymxanusra ua Influenza A
BHPYC BBPXY MOIC/T HA NHXATEIHH ITbTHILA OT MMIIKH,

5.2 DapMIKOKHHE THYHN CBOKCTRA

Abcopbyus
AbcopbunsTa Ha nexapeTsenn GopMH 3a NEPOPATHO NPIAOKEHHE C He3abarHO ocBoboXaaRaKe e 61p3a u
MOYTH MBAHA, MPH THHEHHA 3aBHCHMOCT OT 103aTa, KOraTo MPORAYKTHT € NMPHJIOKEH B TEPATICBTHYHH JO3H.

MakcHMATHHTE MIA3MEHH HHUBA C€ HOCTHTAT OT | 10 2,5 4yaca cnen OpanHO NPHIOKEHHE Ha JICKapCTBEHH
(hopmH ¢ HeaabasHO ocBoGoNAABAHE U CpenHO chen 6,5 4aca 3a popmHTE ¢ yrbiDKEHO 0CBOGOKIABAHE.
YcranoseHo ¢, ue abcomoTHaTa GHOHANHYHOCT Clien mpueM Ha Tabnetka ot 30 mg e 79%. Kancynure ¢
YABIKEHO OCBOOOX 1aBaHe NOKA3BAT OTHOCHTENHA BHOHATHYHOCT OT 95 % (n030-HOpManu3upana) B
CPaBHCHHC C IHCBHA 11032 o1 60 mg (30 mg aBa bTH AHEBHO) non GopmaTa Ha TabneTin ¢ He3a6aBHO
ocsobOXIaBane.

He e ycranoseHo, ye xpaHaTa Buse Ha GHOHATHIHOCTTA Ha AMOPOKCON XMAPOXIOPHA NIPH NEPOPAITHO
MPHIIOKEHHE.

HM3mepBaneTo Ha NIa3MEHOTO HHBO Clien MHOTOKPaATHO NEPOPAaTHO NPIIOKEHHE HE 1aBa HHKAKBH
HHIHKAIHH 33 HATPYTIBAKE [TPH TCPANEBTHYHA NO3HPORKA.

Pasnpeodenenue

Pasnpenenenuero na ambpoxconon XHZPOXNOPHA OT KPBBTA KbM ThKaHHTE € Gbp3o ¥ ACHO M3paseHo, KaTo
HAH-BHCOKA KOHLICHTPAIIMA HAa AKTHBHOTO BEIIECTBO & yCTaHOBeHa B b¢nuTe ApoboBe MpH HHTPaBeHO3HO
npunoxenue. OGeMBT Ha pasnpenenenue cies nepopaneH IpHeM € npubnusurento 552 L. Yeranosexo e,
¢ B TCPANEBTHIHH IPAHHIIH CBBP3BAHETO HA NPOTEHHHUTE B IUIA3MATA € 0KO010 90 %.

buompancgopvayus u CTUMURUDAHE
Oxono 30 % ot npunoxenara nepopanua no3a ce CTHMMHHHPA upe3 MeTabonu3sM MpH ITHPBO
npeMuHasane. AMOPOKCON0B XHAPOXIOpHL Ce METaboMH3Hpa rNaBHO B YEPHHS APo6 Ypes
FAIOKYPOHHPAHE H pauensaHe 0 AMOPOMAHTPAHINOBA kucenHHa (MpubmuanTenno 10 % ot A03aTa), ¢
HIKTIOYCHHE HA HAKOM BTOpocTeneHHu MetabonuTu. Ilpoyusanus Ha SEPHOAPOOHHTE MHKPO3IOMH IIj
"loBeKa r1oka3saT, 4e¢ CYP3A4 e npeobnanasamara usodopma, otroBopHa 32 Merabomusma na == TR
aMOpOKCOI0B XHAPOXNOPHA A0 AMOPDOMAHTPAHHIOBA KHCECTHHA.

AOKaTo 26 % OT Hest ¢ OTKPHTA B yPUHATA B koHKrupana ¢popma. KpaitHuar nonyxusor
Ha aMOpoxconoBs XHApoxaopHa e npubansuTenno 10 uaca. ToTamHuST KJIHPBHC € OT nopy
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660 ml/min, ¢ orunTane Ha 6B6peyuen KIMpPBHE NpH NEPOPANHO npunoxenue npubausurenno 8% or
TOTA/IHHA KIHPBHC. U3uucneHo e, ue npubnusurennoro KONHYECTBO, EKCKPETHPAHO Ype3 YPHHATA Cllex
5 nuu, npencrasnssa okono 83% or o6marta n03a (YCTaHOBEHO MOCPENCTBOM PAIHOAKTHBHO bensaspane).

Papmaxoxunemuxa npu cneyuaniu 2pynu om nayuenmi

Yepuoapobuo yspexnane

INpu nauneHTH ¢ Hapymena byuxuus Ha 9EpPHHUA OO0 ETHMHHHPAHETO Ha aMBpokcoos XHAPOXJIOPHI &
HaMANCHO, KOETO BOAH N0 NPHOAH3IUTENHO 1,3 20 2 MBbTH NO-BHCOKH ILTA3MERH HMBA. I[lopann mwupokara
TCPanCBTHYHA IPAHHLIA HA AMOPOKCONOB XHAPOXIOPHA, HE C¢ HANAra NPOMAHA Ha 034TA.

Brapacr/Tlon
Bu3pactTa M mona He oka3BaT BAMAHME BEPXY (apMakOKHHETHKATA Ha aMOPOKCO/OB XK APOXJIOPHI B
IJIHHHYHO 3HaYHMa CTCNEH, NOpaaM KOETO He CE HAJMAra NPOMAHA Ha J03aTa.

YCTaHOBEHO €, Ye XpaHaTa He BIIHAE BbPXY GHOHATHYHOCTTA HA aMOpOKCONIOB XHAPOXIOpHA.
53 [Ipenxianuvnn 188K 3a GezonacHocT
AMOPOKCONOB XHAPOXTOPHA HMAa MHOT'0 HHCHK MHAEKC HA OCTPa TOKCHYHOCT.

B npoyyBasHs Ha XPOHHIHA TOKCHYHOCT IpH nepopanHH xo3H o1 150 mg/kg/anesrHo (MuuxH,

4 cenmuun), 50 mg/kg/nuesHo (wrbxose, 52 u 78 ceamum), 40 mg/kg/nueBno (3aitm, 26 CCOMHLM) H

10 mg/kg/nnenno (kyuera, 52 ceamuun), ca ONPEAEICHH ChOTBETHO HHBATA ITPH KOHTO HE ce Habmonarat
HExcnann nekapeTeeHH peakun (NOAEL). He e orxpur cneunanen tapreren OpraH no OTHOUICHHE Ha
TOKCHYHOCTTA.

YeTHpH cenMHuHO NpoyyBaHe Ha TOKCHYHOCTTA HA aMOPOKCOJIOB XHAPOXTIOPHA, PH HHTPABEHO3HO
MpHJIAraHe npu nabxose (4,16 n 64 mg/kg/nHesHO) H NpH xydera (45, 90 1 120 mg/kg/nHeBHo (HHdy3HM
3h/AHEBHO)) He MOKA3BA HANMYHETO HA TEXKKA JIOKATHA M CHCTEMHA TOKCHMYHOCT, BKITIOMHTEIHO H Ha
XHCTONAaTONorus. Benuxky Hexenanu nexapersenu peakmiu ca obpatumu.

AMOPOKCOIOB XHAPOXNOPHA HE TOKA3BA cMOPHOTOKCHYCH H TEpaTOreHeH edeKT MPH M3CIEABAHE HA
nepopannu no3u 10 3000 mg/kg/nuesro npu nmrbxose  go 200 mg/kg/aneBHo npu 3aiiun. Peprunutera
HA MEXKKH H XKCHCKH NUTBXOBE HE € MOBMAH NPH A03H A0 500 mg/kg/mesno. Huporo, npu xoero ue ce
HAO0MIONABAT HEXENIAHN JIEKRPCTBEHM PEaKLMH (NOAEL) no Bpeme Ha nepu- H nOCTHATAIHOTO pPa3BHTHE €
50 mg/kg/nnerno. Cpeanara no3a ot 500 mg/kg/nHeBno aMOPOKCOIOB XHIPOXNOPHA € NEKO TOKCHYHA 3a
MalKHTEe H MOKONEHHETO - HabMmoaaBano e 3a6aseno Pa3BHTHC HA TENECHOTO TEIJIO H HAMATIEH pa3Mep Ha
NOTOMCTBOTO.

In vitro noy4saHuATa 38 reHOTOKCHYHOCT (TecT Ha AMeEC U TecT 3a XpoMo3oMHa abepanns B woBemKH
numMboMT!H) ¥ in vivo (MHKDOHYKIICADEH TECT B KOCTEH MOTEK NMPH MHILIKH) HE MOKA3BAT r€HOTOKCUYEH
MOTCHUHAN KA aMOpPOKCOIOB XHAPOXTOpHL.

AMOpOKCONOB XHapPOXTOPHA He TOKa3Ba TYMOPOTCHCH NOTCHUHAN IIPH NPOYYBAHHA 33 KAPUHHOTEHHOCT

mpH Mumikk (50, 200 u 800 mg/kg/nuerno) 1 rexose (65, 250 u 1000 mg/kg/nHeBHO), KOraTO Cca
NICKYBAHH C QHCTHYHA cMecC 3a 105 1 116 ceamumy, choTBETHO.

6. PAPMAIIEBTHYHH JAHHH

6.1 CnEchbK HA NOMOLIRKTE BemiecTRA

Cyxpanoaa
BeH30€Ha Kucenuna

XHApOKCHETHIENY103a




ApoMaTH3aTOp Aroaa (ChbabpXa H NMPOMHIEH TAHKON (E1520))
ApOMaTH3ATOP BaHWIMA (CHIBPXA H MPOTHICH FTHKON (E1520))
[Ipeancrena sona

6.2 HectBMECTEMOCTER

Henpunoxumo,

6.3 Cpox Ha roasocT

3 roauxs.
[IpoaykTsT na He ce mpunara cnea H3THYaKE Ha AATATa, O3HAYCHA BBPXY ONAKOBKATA.
Cpox Ha romHoCT cnen mupBO OTBaPAHE HA ONAKOBKATA — 6 Mecena.

6.4 Cnenuainn ycI0BHSE Ha ChIPAHEHHE

Ha ce cpxpanssa noa 30°C.

Jla ce cpxpaHABA Ha MACTO, HEAOCTBITHO 33 JCLA,
6.5 BHx B ChALpKARAE HA ONAKOBKATA

100 ml 6yTinka ot TEMHO cTBKI0 OT IIF™ XUAPOAHTHIEH KiaC ¢ NOMHNPONMHACHOBA kanayka. OnakoekaTta
ChABPHKA MCPHTCITHA YAIIKA OT MONKNPONMICH, IPANYHPAHA HAa MepkH oT 1,25 ml, 2,5 mlu 5 ml.

6.6 Coeanannn npeanazum Mepku nps H3XBLPISHE

Hsama crieunannu u3uckeanms.

7. NPHTEXATEJ HA PA3SPEHIEHHETO 3A YTIOTPEEA
Opelia Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

QpaxHums

8. HOMEP HA PA3PEIIEHHETO 3A YIIOTPEEA

Per. Ne 9600148

9. AATA HA ITbPBO PA3PENNIABAHE/TIOJHOBSIBAHE HA PASPELIEHHETO 3A
YIIOTPEBA

Hlara na mbpeo paspemasane: 24 Oun 1996
Jlara Ha nocreano noanopssane; 29 Oxromepy 2007
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