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1.  HME HA JEKAPCTBEHHSA IPOJIYKT
MYKOCOJIBAH MAKC 75 mg xancysm ¢ yasuaeno ocbo0uame
MUCOSOLVAN MAX 75 mg prolonged release capsules, hard

2. KAYECTBEH B KO/THMECTBEH CBCTAB

Emia xancyna cemspxa 75 mg am6poxconos xunpoxnopun (ambroxol hydrochloride).

38 TBIRNA COHMCHK HA MOMOIEHATE BEINECTBA BIDKTE TOuka 6. 1.

J. JIEKAPCTBEHA ®OPMA

Kancymu ¢ ymemxeno ocsoboxaasane, T8spam.

IpomsiropaTd, TELPIN, XCAATHHOBH KANCYIH ¢ JEPBEHA HENPO3PATHA KANAYKA H OPAMKCAO HENPO3PATHO
™ano. Kanauxara ¢ mannosana ¢ ,MUC 01“ B 6ano.

4. K/IHHAYHHA TAHHH

4.1 TepaueBTEYHER NOKAIAHES

Cexperomumaana Tepamis npH OCTPH H XPOHHIHH GPOMXO-NTYIMOHATHY 3a60/12BAHNAS, CHBLP3AHH C
abropMANHA NMYXYCHA CEXPELHS H HAPYIIEH MyKYCCH TPaHCTOPT.

4.2 J03EpOBKSE N HAINE HA OPRJIOKCHRE

Hosupoexa
Bysspacrrn: |1 xancyna eaun meT AHEBHO.

Havuun na npuroocernue
Kancyaure se Tpa63a aa ce OTBAPST HIH XBBYAT, & CC MPHENAT LICIH H C AOCTATHYHO KOMHYCCTBO TEIHOCT.

"Tlenerure-BocHTER"” OCBOGOXAABAT AKTURHOTO BEIECTBO NPH NPCMEHABAHETO CH IIPE3
XPaHOCMHIATC/IHATA CHCTCMA, TAKA Y€, AKO NOHAKOTA NMPHCHECTBAT B HIMPAXHCHUATA, TOBA HE € OT
3HAYICHHE.

MYKOCOJIBAH MAKC xancym ¢ yxsmoxeso ocsofoxnasane He ca DOXXOAAIIM 33 ACHA.

B cyuait Ha ocTpo pecnupaTopHo 3a60onssane, TpafiBa 1a C¢ NOTHPCH JEXAPCKA NOMOM, KO CHMITTOMHTE
HE C¢ nonodpaT cnen 4-5 AN HIH CE BIOmMAT B IIPONECA HA TCICHHE.

4.3 IIporasonoxa’annus

MYKOCOJIBAH MAKC ne 1psa63a na ce npunara npH DADHEHTH C HIBECTHA CBPBXYYBCTBHTEHOCT KbM
aMOpOKCONOB XHAPOXIOPRA HIH KbM HAKOC OT IOMOIIHHTE BEINCCTBA HA MPOAYKTA, H36poenu s Touxa 6. 1.




(AGEP), cRBp3aHH ¢ NMPHIOKERHETO HA MYKOJIHTHIH kaTo aMGpokconos xuapoxnopua. Haf-uecro e
nMOraT 8 6b0aT 00SCHCHH C TEKECTTA HA OCHOBHEOTO 3afonanane Ha NMANMCHTA H/HNK CHITLTCTEAI0
neacHne. B nomnascHEE, O BpeMe Ha paHHATa (a3a Ha cHEAPOMA HA Stevens-Johnson nau TEN
NAIDMCHTST TBPBO MOKE 18 passiae Hecnenudraun rpanonoA0OHA NPOAPOMATIHE CHMIITOMH KATO HAnp.
Tpecxa, OOJIXH B TANOTO, PEHAT, KAIUTHOA B Bh3nancro repio. llopazm Te3n necnenmdpaiay
rpUNIONOAOOHA NPOAPOMANHHE ONIAKBAHAS ¢ Fh3MOKEO 14 CC 3AM0THS CHMITTOMATAIHO JICICHHE ¢
NICXAaPCTBA 33 KANUIHIA U HACTHHKA.

CnenosareinHo, ax0 ¢¢ DOABAT HOBH KOXKHHE HIIH JHraBHYIHH JC3AH, TPIOBa Be3abaBHO Aa CC NOTHPCH
MCTHIMHECKA MOMOI H JCICHHETO ¢ aMbpoxcon xunpoxnopun Tpabpa Oa ¢¢ MPeyCTaHOBHE KATO MPEANA3Ha
MSXPKA.

Ilpu mapymena 6n6pewna dyuxuus win rexxo ueproapobuo 3abonasane MYKOCOJIBAH MAKC moxe
Ia C¢ M3MO3BA CAMO CNICH KOHCYITAIMS ¢ MCAMITMHCKM criennamucT. KaxTo 33 BCAX0 MEAMKAMERTOIHO

acacHHE ¢ McTaDOIMIEM B 9epHAN APOD, DOCNEABAH OT CIMMAHHpPaHE Tpe3 onbpemare, Moxe aa ce oqaxBa
HaTpynBRane Ha aMOpoxconosn netabonury B 9epHuR ApoO, B cryuak Ha Texxa 6nOpeTHA

4.5 BaaamonelCTBRE € APYFM JEKAPCTBCHN NPOAYKTH B ApYTE $opMu Ha pi3ammonelicTeme

He ce npenoppusa ynotpebara Ha aMOpOXCON0B XHAPOXIOPHA € ICKAPCTBCHH MPOXYKTH, NOTHCKADIH
KaIINHIATA.
He ca noxnanpaHy KTHHHIHO IHATHNMH HOKCIAHM B3AMNOACHCTRAL C APYIH NCKAPCTBCHH MPOAYKTH.

4.6 Peprannre, 6peMeEROCT B KBPMEHE

bpemenrocm

AMOpPOXCOIOB XHAPOXJIOPHA OPEMHHEABA NPE3 naLeHTaApHATa Gapuepa. IIpe X THEAMENTE NPOYYBAHHSR HE
MOKAIBAT AHPCKTHYU HIIA HEAHPCKTHH YBPOXKAAIIH ¢(QEKTH NO OTHOMICHHC Ha OpeNMEHHOCTTA,
eMOpHOHANHOTO/PETATHOTO PaIBHUTHE, DAKAAHCTO H NOCTHATANHOTO pa3sHTRS. IIpoanTKBTEeIHH
KNIAHHTHY HAOmONeHNHS IPH NPHIOXCHES HA MPOAYKTA MO BpeMe HA OpemennocT cnea 28-Ta recTauuonna
CeAMHIA, He Noxa3paT 3abonenaenoct. HeaasncaMo ot ToBa, TpabBa na Onaatr cnassanu obmsalinmure

NPCABASHH MEPXH 110 OTHONICHHE HA ynoTpebara Ha NICXaPCTREHH NPOAYKTH MO BpeMe Ha OpeMeHHOCT.
Ynorpebara sra MYKOCOJIBAH MAKC, ocobero npe3 mepBHTE TPH MECEIIA OT OPEMECHHOCTTA, HE C¢

MPEeNOpPHYBa.

Kvpuene

IIpoy9uBaHHS NPH KHBOTHH NOKAIBAT, 9¢ AMOPOKCOJI0B XKAPOXIOPH] MPEMHHEABA B MalfIHEOTO MISKO.
Banpexu, de He ce ouakBaT HeOnaronpuaTHR eheKTH BLPXY AeTeTo, ynotpebara na MYKOCOJIBAH

MAKC B¢ ce npenopsaBa IpH KbPMEITH XKCHH.

Deprmrumem

He ca ramuny XIHAMYHE JAHEH 33 (epTiaMTeTa NpH ynorpebara na aMbpoxcon.
IMpeaxMMHEIHEHTE MPOYIBAHHA HE [IOKA3IBAT JUPCKTHH KM HHAWPEXTHH YBpeXAanm edexTH no
OTHOMICHHC HA (epTRIHTETA

4.7 E¢exTH BBLPXY cH0COOHOCTTS 32 modupane H pabora ¢ MAMBHEN

Hama noxa3arencTso OT NOCTMAPKETHHIOBHTE JAHHHA OTHOCHO eexTH BRPXY cnocoOBROCTTa 32 modHpane
# pabora ¢ MmammEH,

He ca nposexaann npoyasamui 3a eQeXTHTE BBPXY cnocobnocrTa 38 modupane n paboTa ¢ MAITHHH.

4.8 Hexenann NeXApCTRCHEN PEAKTINE

YecToTa Ha HOKEIAHKTE peakuuu cnopen koHbeHIMaTa Ha MedDRA




Mnuoro wect  2>1/10;

Yectn >1/100; <1/10;
Heuecru >1/1 000, <1/100;
Peaxn >1/10 000, <1/1 000;

Muoro peaxu  <1/10 000;
C Hen3secTHa HecTOTa: HE MOTAT I3 OBOAT OLEHERH CNOpPE] HATHUNATE JAHHA

R Ha CUCNEMA

C Hen3secTHa 96CTOTR:  aHAQHNAKTWIHM peakiuy, SRaQUNAKTHYCH MOXK, PCAKIMHE Ha

CBPLXYYBCTBHTCIHOCT,
Hapywenus na nepenama cucmema
Yecn: KHECreY3us
Pecnupamopuu, zpuOnu u Meouacmunaniu Hapyuienus
YecTu: dapHETCANTHA XHIOECTCINA,
Tacmpo-urnmecmunannu wapywenus
Yectn: raficHe, OP&IHA XHIOCCTEIHS,
Heuecrn: AHAPHA, NOBPLINARC, AUCNICHOCHA, CYXOTA B YCTATa, XOpeMHa Oonxa;

Penxu: cyxorta B reproro

Hapywenun na xoxeama u nooxosicxHume moxanu
Penxn: obpus, yprHKapHS
C Hen3BecTHA 9ECTOTA: AHTHOCHEM, CHPOCK

Crofmanase s HOAOIEPAHN HOACISHN PEAKIINN

Crobmasanero Ha NOAO3APAHN HEXCIAHH PEAKLMH C/ICH PA3PETIABAHE 32 YTIOTPeOa Ha JICKAPCTBEHHS
NPORYKT ¢ BAXHO. T0Ba NO3RONABA A8 IPOXBIDKH HAGMIONCHMETO HA CHOTHOMCHAETO MOM38/PHCK 32

NIEKAPCTBEHHUA OPOAYKT. OT MEAMUMHCKHTE CIICIHANKCTH C€ H3IHCKBA JA CHOOABAT BCRKA NONO3HPAHA
HEXENaHa peaxung Ipe3 Hsmuiaurenmsa areamnus no nexapersara,ya. Jamsu Fpyes” Ne 8, 1303 Codns,
Ten.: +359 2 8903417, yebecaiiT: www.bda bg.

4.9 Hpeno3upane

Ho cera He ca chobmeny cnemmdaTER CHMITTOMHE Ha HpeaC3HpaHe npH xopa. Habmonasanmre CHMOTOMH

npx cyobmicHNA 38 CTy1aiiHO NPEIOIHPAHE WIH HETPABMNNS YNOTpeGa, CHLOTRETCTBAT HA MO3HATHTE
HCXCRAHH peakitnn opy ynotpebara ia MYKOCOJIBAH MAKC B npenophasTENHHTE RO3H, KATO MOXKE

A ¢ HeODXOMMMO CHMITTOMATHYHO JICICHHE.

5, G®APMAKOJIOT'AYHHA CRBOHCTBA

5.1 PapmaxoannaMuann caolicTna

QapnaxorepanesTuyuda rpyna: Myxomrramu, ATC xoa: ROSCB06

Mexannapy 58 aelcTRHC
Bnpenmnmnpommmﬁpoxmonxupomopunpcmm seTIaddy?
AXNE3UTE HA PeCHIHpaTOpHuA TpaxT. [loxobpssa npoayxmmsTa ua Genonpoben crpppal
UH/IHAPHATA AKTHBHOCT. B pesynTaT na ToRa ce ypenmuyuana MyKyCHHA MOTOK H TI¥

KIMPBLHC).




Jlokamuugr asecreTHICH edhexT HA aMOPOKCONOB XMAPOXAOPHA ¢ HAGIOAABAH BLPXY MOJEN Ha 3ACIUKO
0XO0, KOCTO MOXE A3 ¢¢ 00SCHH CBC CBONCTROTO B2 aMOPOKCONOB XHAPOXAOPAR AR 610KHPa HATPHCBHTE
xanann. [loxasasno e in vitro, ue aMbpoxconos xuapoxnopun GNOKHpa KIORAPAHK HCBPATHH HATPHCBH
KARHAIIH, K&TO CBEPIBAHCTO ¢ 0OPATHMO H 38BHCH OT KOHLICHTPAIMATA.

AnOpoxcon XHAPOXJOPHA MPOIRABA NPOTHBOBL3NAIATENCH CHCKT.

YcraHoBeHO ¢ in vifro, 1€ NpHNOXKEHHETO HA AMOPOKCONOB XHAPOXIOPHA BOAH N0 IHAYHTEIHO

PEAYUHPAHE HE CAMO HAa 0CBODOXKIABAHETO HA MUTOKHHK OT KPBBTA, HO H HA MOHOHYKJICAPHH H
HOIMMOPPORYKICAPHH KICTKH B THKAHHTE.

[lono6psamaneTo Ba MYKOUHIHAPHHS KIHPHHC € HOKASAHO B KAMHHH H (JapMaKOJOTHIHK NPOYIBAHMUA.
3acuNBaHCTO HA CCKPEIMATE HA GPOHXHANHA TCIHOCT H HE MYKOLIMIHAPHUA KIHPBLHEC YICCHIBAT
CKCTICKTOPALIHATA H WIKAMUIABCTO.

[Ipu nausenru ¢ XOBB, anmrocpounoro neuenue (6 mecena) c MYKOCOJIBAH MAKC
(MYKOCOJIBAH MAKC 75 mg xancyna ¢ yasmxeso ocsoboxaasane) ¢ JOBENO 10 3HATHTEIHO
HAMANMBAHE HA cK3anepbamanTe, XOCTO C¢ AOKA3Ba chaeca 2 Mecena aeyeHue. JlexysannTe ¢
MYKOCOJBAH MAKC naunerta ca Gonenysam 3BA9HTENIRO NO-MATBK Opolt IHM, KAKTO M NO-MATBLK
6poii muu ca 6nmm neo6xomimu 3a aHTHOHOTHIHO neacHue. Jleuenuero ¢ MYKOCOJIBAH MAKC 75 mg
KANICYJH ¢ YABDKCHO 0CBODOXKRABAHE, CHOIO TAKA € KOBENO N0 CTATHCTHIECKH 3HAYMMO NoROoOpeHHE Ha

CHMOTOMMTC (38TPYAHEHO H3XPa|uBAHC, KALLTHIIA, 3ayX, 8YCKYITATOPHH HAXOMKH), B CPABHCHHAE C
nnanebo.

Kmumraan npoydsaHHS NpH NaMMEHTH ¢ BB3NANCHO IbPAO NOKASBAT JHAYATEIHO HAMALYBAHE HA 6OJIKATA
H 3A9CPBABAHETO HA I'LPAOTO.

Tean GpapMaxonoruaHu cBOMCTRA Ca B CHOTBETCTBHE C AOITRIHHTEIHATE HAOMONCHHS B KIMEHYHY
OpPOYYBAHHA 38 HICACABAHC HA COUKACHOCT HA TeICHHE ¢ AMOPOKCONIOB XHAPOXJIOPHA HA CUMNTOMH B

F'OpPHHATC OTACHH Ha PECTHPATOPHHEA TPAKT, KOCTO € AOBLNIO A0 PA3X0 HAMANNBAHC HA Oonkara u canpaanus
¢ Hes xuckoMBopT B 00NACTTA YXO ~ HOC — Tpaxes Ipes HHXANALMA,

Cnen npreM Ha anMGpOKCONIOB XHOPOXIOPHA, CC MOBAIIABA KOHIICHTPALTHATA HA HAKOM ANTHOMOTHITH
(amoxcHIIUTHH, nedyPOXCHM, CPATPOMMLIMH) B GPOHXO-ITY/INOHAIHHA CEXPET H CHIOHKATS.

IIpoTemoBHpYCcHE CBOMCTBA HA AMOPOXCONOB XHAPOXNOPHA B in Vilro MPOYIBARMA H B JXHBOTHHCKH
MOJCIH,

B in vifro npoy<uBaHHA ¢ HOBEIIXH TPAXEANHH CIHTEIHH KACTKH ¢ HAGMOARBAHO NOHIKEHAE Ha
perumxanyaTa Ha paaosupyc (RV14) . Habmonasano ¢ nomnxenne Ha pernxammara Ha fufluenza A
BAPYC BBPXY MOAC) HA AMXATETHHA MHTHINA OT MHIIIKH.

5.2 POapMaKOKNECTRIHE caolicTBa

Abcopbyus
AbcopbuusTa Ha nexapcTsenH GOPMH 38 NEPOPATHO NPRAOKEHHE C He3a86aBHO 0cBOGOXKABAKE ¢ GEpaa K
ITOYTH IMTWIRA, NPK JHHCHHA 3aBHCHMOCT OT R03ATA, KOTATO MPOXYKTALT € MPHIOKCH B TCPANIEBTHYHA O3H.

MaKCHMAIHATE TLIA3NCHE HHBA CC NOCTHTAT OT | 10 2,5 9aca cnieq OpaNHO NPHAOKEHHE HA NEKAL
cbopuncaeaaﬁunoocnoﬁommencpcnnomenﬁsmsad)opmcymmeﬂo

Ycranopeno ¢, uc abcomoTHaTa GHOHATAIHOCT ek OpHeM Ha Tabmerxa or 30 mg /
YABIIKCHO 0CBOOOXABAHE MOKA3BAT OTHOCHTEMHA GrOHaMATHOCT OT 95% (H030-BE WPOPN) +
CPABECHHC C [HCBHA 7032 0T 60 mg (30 mg ana muTH mHEERO) NoA DopMaTa Ha THRNETKHSREIGARHO. =, |




He ¢ ycranoseno, 9¢ xpanara srude Ha 6HOBALIHIHOCTTA HA aMOpOKCON XHAPOXIOPHA NPH NEPOPATHO
NPUACKCHHC,

H3MeppaHeTO HA IIA3MEHOTO HMBO CIEA MHOTOKPATHO NEPOPANHO MPHICKCHHE HE 388 HHKAKBH
HHIMKAITHM 32 HARTPYNBAHC NPH TEPANCBTHYHA JO3HPOBKA.

Pasnpedenerue
Pasnpenenennero Ha aMGPOKCONOB XHAPOXIOPHA OT KPHBTA KbM THKAHHTE ¢ H1p30 M SCHO H3PA3EHO, KATO
HAH-BUCOKA KOHICHTPAIHA HA AKTHBHOTO BEIIECTBO € YCTAROBEHA B Genute ApoboBe NpH HHTPAaBCHOIHO

npanoxecane. O6eNLT Ha pasnpenencHne cien nepopancH npueM e npaimmaureano 552 L.
YCTRHOBCHO €, 4¢ B TCPANCBTHYHH MPAHALH CBBP3BABCTO HA NMPOTCHHHTE B ITa3MaTa ¢ okono 90%.

buomparichopmayun u enumunupane

Oxoa0 30% or npunoxenaTa nepopanEa 203a ¢ CANMEHMPA Ype3 METabOMH3 LM IIPH ITHPBO NPEMAHABAHE.
AMOpoxCOsIOB XEAPOXTIOPHA CC METAGOMH3KPA rIABKO B YepHHA AP0l YPe3 rMOKYPOHHPAHE H Pa3lieTIBaHE
no aubpouanTpannnosa xucennnaa (mpabmiaurenno 10% or no3ata), ¢ M3XMOYCHHE HA HAKOH
BTOPOCTCIICHEH MeTabonuTH.

[Ipoyusanua Ha yeprOAPOOHAITE MEKPO3OMH NPH 90BeKA nokasnat, u¢ CYP3A4 ¢ otronopha 3a

merabonniva Ha anGpoxconos xuapoxnopaa 20 AMGPOMAHTPAHHNIOBA KHCETHEA.

B pamxure Ba 3 aum ot nepopanuus npueM, nprGausgrenno 6% ot no3ara ocrasa B ceoGonaa dopaa,

ROXATO 26% OT HEN € OTKPHUTA B yPHHATA B kOHIOrEpana dopma. Kpaliuusr noxyxvsoT Ha CTAMHHHPAHE
Ha aMbpokcoop xHapoxopHA ¢ mpubmusurento 10 gaca. ToTaTHHAT KMHPHHC € OT NOPSABKA Ha

660 ml/mm, ¢ oraTane na 6n6pever xnupLEC NpE nepopanHo npunoxenne npubmuanrenso 8% or
TOTANHHR KAKPHEC. M3uncicHo ¢, 9¢ npHOIMIHTENIOTO KONMEIECTBO, EXCKPETHPAHO HPE3 YPHHEATA CIIeA

5 muH, npencrasnssa oxono 83% or obmara no3a (YCTAHOBEHO NOCPEACTBOM PATHOAKTHBHO Gens3sane).

Dapmakoxunemuxa npu cneyuannu 2pynu nayuenmu

Yeprompobuo yepexnane

[Tpu namacrTH ¢ Hapymena GyHxins Ha 9epBRY AP0 CMMMMERpaneTO KA AMOPOKCONOB XHAPOXIOPHA €
HAMAICHO, X0CTO BOAH npHlmn3nTeaso or 1,3 20 2 mu1H no-BHcoOXH muasMern maBa. [lopaau mupoxaTa
TEPANECBTHIHA I'PAHALA Ha aMOPOKCOIOB XUAPOXNOPHA HE CE HANAIA MPOMAHA HA AO3ATA.

Brspacr/Tlon

Br3pacrra n NONBT HE OKA3BAT BIIHAHHAE BHPXY (PAPMAKOKHHETUKATA HA AMGPOKCONIOB XHAPOXIOPHL B
KIHHEYHO 3HAYHMMA CTCTICH, NOPAMK KOCTO HE CC HANATA HPONNHA Ha AOJATA.

YcTanoBeHO ¢, 4 XpaHATa HE BIHAE BEPXY OHOHANHIHOCTTA Ha aMOPOKCONOB XHIPOXJIOPHA.
53 Hpeaxnuaruns AaHRE 38 6ezonacuocT

ANMGpOKCONIOB XBHAPOXIOPHA HMA MHOTO HECHX HHACKC HA OCTPA TOKCHYROCT.

B npoy4umanns Ha XpOBMYHA TOKCHIHOCT NIPH NEPOPANHH 203K o1 |50 mg/kg/mieBHO (MMIIKR,

4 ceanuun), 50 mg/kg/maenno (mrsxose, 52 u 78 cemannn), 40 mg/kg/nHenno (3atimy, 26 cemMmAm) 1

10 mg/kg/mrerno (xyqera, 52 ceanmm), ca onpencaeHy CLOTBETHO HHBATA IPH KOKTO HE c¢ HAGmOAaBaT
Hexenanm nexapcracan peaxuss (NOAEL). He e oTxpHT ciemuancs TapreTes opras no OTHOMEHHE HA
TOKCHYHOCTTA.

HUetxpu cenMuyHO NPOyIBAHE HA TORCHIHOCTTA HAa aNOPOKCONIOB XHAPOXIOPHA, NPH HE
npunarane opx nrsxoee (4,16 1 64 mg/kg/nuesno) n npn xyqera (45, 90 u 120 mg/kg/s

3 b/anesn0)) HE MOXA3BA HANIMYHMETO HA TCAKKA NOKANHA H CHCTCMEA TOKCHYHOCT,
XHCTONATONOrHR. BCHYKH HEXCAAHA NCKapCTBCHA peaxitaH ca o6paTium.

AMOpOKCONOB XHAPOXJIOPAR HE NOKAIBA eMOPHOTOKCHICH H TCPATOrCHEH ShHEXT

nepopanan 1034 10 3000 mg/kg/anerno opu rwrsxose u 1o 200 mg/kg/naenno .‘ .




HA MbXKH H XCHCKH ILTLXOBC HE € ORNHNH HpH A03M 10 500 mg/kg/naesno. Humoto, opu xoeto 1e ce
EAbmionasar nexenann nexapcraeHH peaxie (NOAEL) no speme na nepu- H NOCTEATANEOTO PA3BHTHE €
50 mg/kg/auesno. Cpennara n03a ot 500 mg/kg/anenno aMGpokcONOB XHAPOXIOPHA € TEXO TOKCHYIHE 34
MAHXHTC H NoxoNeHHETO - Habmonanano ¢ 3a6ancHO pasBUTHE B TENECHOTO TETHO ¥ HAMANICH Pa3Mep HA
NIOTONICTBOTO.

In vitro noyusannsTa 38 reHOTOKCHIHOCT (TECT B2 AMEC H TECT 32 XPOMOIOMHA aGCPATHA B YOBEIIKH
naMQpOmHTH) H in Vivo (MEKDOHYKICADCHE TECT B KOCTCH MO3BK NP MHIIXH) HE IOKAIBAT NCHOTOKCHYUCH
NOTCHIMAN HA AMOPOXCOIOR XHAPOXIOPHA,.

AMOpOKXCONOB XHAPOXIOPAA HE NOKA3SA TYMOPOTCHEH NOTCHIMRAN IPH OPOYIBAHUA 32 KAPLHHOTCHHOCT
npu MeEmxH (50, 200 u 800 mg/kg/nnesno) 1 wrsxose (65, 250 1 1000 mg/kg/areBEO), KOraTO Ca
NICKYBaHH ¢ AUeTHIHA cMec 3a 105 u 116 ceavmn, cuoTBETHO.

6. PAPMANEBTHYHH JAHHH

6.1 CoBchk HA NOMOAANTE BEIICCTRA

Creaprnop anxoxon
Margmesnes creapar

Kancynna ofpunxa

Xenatur

IIpeancrena sona

Tutanos muoxcun (E171)
Yepnen xeneszer oxcun (E172)
X et xenesen oxcun (E172)

Bajo peuaTapCcko MACTHIO

[llennax

bymanos anxoxon

Turanos muoxcua [E171)
6.2 HecnamecTEMOCTH
He nprnoxumo.

6.3 Cpok Ha roasocT

3 rogMun
IlpoayxTsT 2a HE Ce mpHiAra ciea H3ITHYAHE HA AATATA, 03HAUCHS BLPXY ONAKOBRKATA.

6.4 Cnennanam yc108HA Ha CLIDAHEHNE

Ha ce chxpanssa npu TeMnepatypa non 30 °C.
Jla ce cpxpaHspa HA MACTO, HEAOCTBNHO 34 JClA.

6.5 B N CBALPXSHEE HA ONAKOBKATA

PVC/ PVDC/ amymurmenn 6ucTepHu ONAXOBKH, TOCTABEHH B KAPTOHEHH KYTHA.




MYKOCOJIBAH MAKC xancymu ¢ yasnxeHo ocsoboxnanane, Tsspar 75 mg: onaxoskn ot 10, 20, 50 u
100 xancym.

He BcHYIKH ONAaKOBKH MOXE 73 C3 ITyCHATH B mpoaaxta.

6.6 ChoenEanEm ODpeANA3HN MEPKH OPH N3XBLPJISHE

HaMa coenmannn mHCKBAHNAL

7. NPHTEXATEJ HA PAIPEIIEHHETO 3A YIIOTPEEA
Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

Opanuns

8. HOMEP HA PAIPENNIEHHETO 3A YIIOTPEBA

Per. No 20060844

9. JAATA HA TBPBO PA3SPEITABAHE/TIONHOBABAHE HA PASPEHIEHHWETO 3A
YIIOTPEBA

Hara ra mepeo paspemanane: 29 Nexemspr 2006
Hata na nocneano noguosasane: 11 Anyapu 2012

10. JIATA HA AKTYAJIMIAPAHE HA TEKCTA
07/2023




