NPAJIQXEHHE 1
KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA
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1. IME HA JJEKAPCTBEHHSA NPOAYKT 06-11- 200

MAKCHUTPOJI 3 500 [U/6 000 IU/1 mg/g, ma3 3a oun
MAXITROL 3 500 IU/6 000 IU/1 mg/g, eye ointment

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bcexu rpam Ma3 ceabpxka 3 500 IU neomuuun cyndar (neomycin sulfate), 6 000 IU nonumukcun B
cyndar (polymyxin B sulfate) u 1 mg nekcamerasoH (dexamethasone).

[TomowHK BewecTsa ¢ U3BeCTHO AelicTue: Beeku rpaM Ma3 chabpika MeTHII-NIapaxHapoKcHbeH3oat
(methylparaxydroxybenzoate) 0,5 mg, nponun-napaxuapokcubensoar (propylparahydroxybenzoate)
0,1 mg, 6e3poaen Teyen ganonnH 30,0 mg (Bx. Touka 4.4),

3a MMBJIHKA CNIUCHK HAa NMOMOIIHMTE BEIECTBA, BIKTE TOYKa 6. 1.

3. JEKAPCTBEHA ®OPMA
Mas3 3a ouH.

Masna, nosnynpo3payna 10 Henpo3payHa, 641a 10 CBET/IONBITA Ha LIBIT, XOMOTeHHa Ma3, Ge3 6yuku.

4. KINHAYHH JAHHHA

4.1 TepaneBTHYHH NOKA3AHUS

Bb3nanurennu ounM 3a60/1ABaHKA, MOJATIMBY HA CTEPOM/IHA TEPAMNHS, 3@ KOUTO € MPEeANHUCcaH
KOPTHKOCTEPOHI H KbETO NOBPXHOCTHATA GakTepuana HHGEKLMI WIH PUCKBT OT GakTepHaiHa
04Ha HH(EKUHA ChIECTBYBA (KaTO BB3MAINTEHH ChCTOAHHA Ha K/IeNayHaTa i CKepaiHa
KOHIOHKTHMBH, POTOBHIIATa M NPEJIHHUA OYEH CErMEeHT, XPOHUYEH NPEeeH YBEHT U yBpeKIaHe Ha
POroOBHLATA OT XMMHYHH, PaJMAllMOHHHA WX TEPMHYHH M3TapsHHUs, WIH IPOHMKBAHE HA YYKIH TeNna).

4.2 lo3upoBKa H HAYHH HA MPHI0KEHHE

03MPOBKA
Ynorpeba npH IOHOWM ¥ BH3PACTHH, BKIHOYHTEIHO CTapUecka Bh3pacT

IMocrass ce Manko konuuecTBO (Mpubau3nuTenHe 1,5 cm neHTa) OT Ma3Ta B KOHIOHKTHBAIHHS CaK Ha
3aCErHaToTO OKO (OYH) 0 TPH HJIM YETHPH ITBTH AHEBHO. YecToTaTa Ha npunaraHe Tpabsa na ce
HamaJsBa MOCTENeHHO Ha OCHOBaHWe nofoOpeHne B KIIMHHYHHTE Nnokasarend. Tpadsa 1a ce BHUMaBa
TEpanuATa 1a He Ce NPeKbCBa MpeXkIeBpeMEeHHO.

MAKCHTPOJI ma3 3a oun MOXe a ce H3non3sa eqHospeMeHHo ¢ MAKCHTPOJI kanku 3a o,
CYCNEH3Hs, KaTo Ma3Ta ce NOCTaBA Clie]l KalKuTe, Beuep NpeaH JISraHe.

CrenunaiHy nonyaauuy

Yeprodpobro u 6vbpeyno yepesicoarne e
MAKCHTPOJI Ma3 3a ouH He € H3CJIeABAH NPH NALUMEHTH OT Te3M NomyNauun. Benpexu T

NopaaH HUCKaTa CHCTeMHa abcopOums Ha aKTHBHHTE CBCTaBKHU CJIE] JIOKATHO npunoxcel}
NIPONYKT, He € HeoOXOAUMa CIIeLIaIHA JOZHPORKA.




Heduampuuna nonyaayus
BezonacHoctTa n edextunrocTTa Ha MAKCHTPOJT Ma3 3a oun np# neaMaTpHuHH IalHEHTH HE ¢a
YCTAHOBEHHU,

HaunH Ha npunoXkeHne
32 OUHO NPUICKEHNE,

Tpatea na ce BHMMaBa 1a He Ce JIOKOCBAT KiernaynTe, 3a00HKanswara ru o6act wig Opyru
NOBBPXHOCTH ¢ BbPXA HA aniHKaropa, 3a ga ce u3lerne CEEHTYANHO 3aMBRCABAHE Ha annuxaropa u
MasTa,

IIpenop®apa ce BHHMATENHO 3aTBApAHE Ha Kienaua ced npunokenne. Topa Moxe A8 pemynupa
cucTemnara abcopOunsa Ha IeKapCTBEHH NPOAYKTH, 34 IOKANHO OUHO NPHITOXKEHHE H 12 HaMalH
CHCTEMHHTE HEXECI2ZHH NEK2PCTBCHH PCaKIlHH.

Tpu n3non3pase Ha ODOREYE OT SIMH OPTANMONOrHYSH NEKAPCTBEH NPOAYKT 32 ADKATHO NPHIOKEHHE
€ HeOOXOAHM HHTEPBAT OT 5 MHHYTH NOMeXIy HM. Maira 3a oun TpabBa na Ce oCTABH NOC/ISIHA.

4.3 MpoTnBonoKkA3aHHA

»  CBpBXYYBCTBHTENHOCT KbM KTHBHHTE BEIECTBA HIIH KbM HAKOE OT MOMOMIHHTE BeliecTsa,
n30poeny B Touka 6.1.

= Xepnec cumnnekc kepatnt (Herpes simplex keratitis).
Baxcunns, Bapuiena ¥ JpyTH BHPYCHH 3a60MABaHUA Ha POTOBKIIATA HIH KOHIOHKTHBATA.
I"b6uunu 3a00nABaHKA Ha OYHUTE CTPYKTYPH HIAH HENlEKYBaHH NapasUTHH HH(EKUHH HA
OKOTQ,

*  MukoGakTepHANHY OYHH HHPEKLMH.

4.4 CneunajHy npeaynpexXieHHs H PEANa3HA MEPKH NpH ynoTpeta

» [Ipu HAKOH [TAHEHTH MOXKE 1A CE NOABH YyBCTBUTENHOCT KbM JIOKATHO IpHIarasdy
AMHHOIITHKO3UAH, KATO HEOMHUMH. CTENEHTa Ha PEAKIIMHTE HAa CBPEXYYRCTBHTENHOCT MOXKE
Aa sapupa OT nokanuu ehexTi 1o ofmwa Peakimi KaTo eputeMa, ChpOek, yPTRKApHi, KOXeH
06pue, anadunakcHs, aHaHIAKTOHAHH Peaktid Uy GyJI03HH peakuui. AKO Ce MpOSBH
peakins Ha CEEXYYBCTBHTE/HOCT N0 BPeMe Ha yIoTpedara Ha TOBA JISKAPCTEO, JICYeHHETO
TpaOBa Oa ce MpeycTaHOBH.

* Karo nonpiHeHHe, NOKATHOTO NPUIOKEHHE Ha HEOMHIIHH MOXKe 1a J0Bee A0 HOBHUIEHA
YYBCTBHTCITHOCT HAa KOXaTa.

* Moxe Aa ce NOABH KPBCTOCAHA CBPBXUYBCTBHTENHOCT KEM APYTH aMHHOTIHKO3HAM H 3aTOBA
TpaGBa Aa ce HMA MPEABK BL3MOKHOCTTA, NALHEHTHTE, Yy BCTBHTE/THH KBM AOKAJIHO
APHIOKEHNA HEOMHLMH, Aa ObJaT YyBCTBHTENHK KbM JAPYTH JIOKAIHO H /HAM CUCTEMHO
TIpHIaraHy aMHHOPIHKO3UIH,

¢ (Cepro3HW HEKENAHH PEAKUHMY, BKITOUNTENHO HEBPOTOKCHYHOCT, OTOTOKCHYHOCT M
He(POTOKCHUHOCT ca HaGmoNABAHY NPH MTALMEHTH, TOMYYaBAlUY CHCTEMHO HEOMUIME HIH
NPH NOKAIHO NPHJIOKEHHE BBPXY OTBOPEHH PaHH MM HapaHeHa xkoxa. Hedporokcuunu u
HEBPOTOKCHYHH PeakUHH ¢a HAGMOAaBaHH CHINO M NMPH CHCTEMHO NPHIOXEHNE Ha
nomuMukcHH B. HezaBHcHMO Ye Tesn peakumy He ca HaGmionaBaHH CNeld IOKATHO OYHO
OPHJICXKEHHE HA TO3M MPOAYKT, C€ Npenopsysa NOBHINEHO BHHMAHKe IIPH eIHOBPEMEHHATA
My ynorpeda ChC CHCTEMHO NPHIIATAHN AMHHOTTTHKO3HIY WAH TEPANHA C IOJIHMUKCHE B.




TIOBUIIABAHE HA BRTPCOTHOTO HANAraHe N/HIH 06pa3yBaHe Ha KATAPAKTa, HHAYUHPAHH OT
ynorpebara Ha KOPTUKOCTEPOHAN, € NO-FOJIAM TIPH NIPEApPazNONoKeHH NAUMEHTH (Hanp.
IuabeTHin).

IlenuaTpuuna gomyars

Tosa e 0co0eHO BaXHO [IPH NEAMATPUYHH MAUMEHTH, ThH KaTO PUCKBT OT KOPTHKOCTEpOH-
HHIYLHPaHa 0YHA XUNEPTEH3HA MOXE 3 GbAe NO-rofisM NpH Jelia 1 MOXe [a Ce IIOABH I0-PaHo,
OTKONKOTO 11pH Bb3pacTHuTe. MAKCHTPOJI Ma3 3a oum He ce npenopsuBa 3a ynorpe6a mpu
HeJHATPHIHH TallNSHTH.

Cunapom na Cushing n/vnu HanObOpeuHa HEJOCTATEYHOCT, CEBP3AHM ChC CUCTEMHATA
abcopbums Ha NekcaMeTA3OH 33 OUHO TIPHIIONKEHHE, MOXE 2 C& TIOSBAT /e HHTEH3HBHA
HITH PO B/DKHTENHA HEMPEKbCHATA TEPAHA NPH NPEApasNooKeHH NALHEHTH,
BKIIIOYHMTE/IHO JeLa H MAlHEeHTH, ieKyBaHH ¢ HHXubutopn na CYP3A4 (rknounTterno
PHTOHABHD M kKOGuuMCcTaT). B Takuea cyuan, nevennero Tpabsa aa ce cripe upes
TIOCTeNEHHO HAMAIABAHE HA N03aTa.

KopTakocTeponuTe MOraT 1a HAMaNsT Pe3sMCTEHTHOCTTA KbM H 4 CIIOMOTHAT 33
CB3IABAHETO HA HEYYBCTBUTENHY GakTepHANHH, rEOHYHM, IAPASHTHH HH BUDYCHH
MHdeKuMY H Ja MACKHPAT KITHHHYHATE CUMOTOMH Ha HHpEKUMATA.

I's6H4HITE HH(EKUMH 2 CYCTIEKTHH MpH TALKEHTH ¢ NEPCUCTHPAIIA 2384 Ha POTOBHLATA.
[1Ipu nossa Ha re6rdna HAGEKINA, NEYEHUETO C KOPTHKOCTEPOHAH TPAGBA 1A ce
peyCTaHOBH,

Kaxro 1 mpu npyrn aHTi-MHPEKUMOIHA AHTHEHOTHLH, NPOIBIKHTEIHATS ynotpeba na

HEOMHUHH H NOANMHKCHA B MOXe na 1oBeIe 10 CBPBXpAcTesk HA HEYYBCTBHTENHH
MHKpOODraHH3MH, BKIIOYHTENTHO FOHYKH. AKO Bh3HHKHE CynepHH(peKuus, npekpaTere
H3MON3BAHETO M HA3HAYETE ANTEPHATHBHO IEYEHHE,

KopTHKocTeporauTe 3a 10KaNHO 09HO NPUSIOKEHHE, KAKTO H MA3HTE 3a OYH, MOTAT A2
3a0aBAT 3a3ApaBABAHETO HA PaHy Ha POrOBHUATa. M3eecTHo e, ye HCIIBC 3a nokanHo
[PUNIOkKEHHe ChILo 3a0aBAT 3a3passsaneTo. EnHospemennara ynorpe6a Ha creponas 3a
noxanHo npunoxerue u jokaniy HCIBC Moxe Na noBHILH Bb3MOKHOCTTA 33 nipoGneMu
NpH 037paRUTEHUSA nponec (BXK. Touka 4.5).

HagectHo €, 9e ipu ynotpebata Ha IOKa/IHH KOPTHKOCTEPOUAH € Fb3MOKHH Tep(opaluy,
KOTaTO Ce NPHIATAT HpH 3300/ 1BaHMUS, IPHYHEABALH H3THHARAHE HA POTOBHLATA HITH
CKJIepaTa.

3puTenHH cMYLUEHHA

IIpH CHCTEMHO K NOKANHO NPHIOKEHHE HA KOPTHKOCTEPOMAH ¢a Bh3MWKHH ChOGUIEHHS 3a
3PHUTENHY CMYUIEHHs. AKO MPY NALMEHT Ca HAKLIE CHMITTOMH KAaTO 3aMbIIICHO 3PEeHHe HIH
APYTH 3PHTENHH CMYLteHus, TAUMEHTHT TpAGBa fa Gb/ie HACOYEH 3@ KOHCY/ITALIMA C
OQTAIMOJIOr 33 OLEHKA HA Bb3MOKHHTE NPHYHHM, KOWTO MOraT A BKIIOYBAT KAaTAPAKTA,
IJ1ayKOMa HITH peAkH 3a00/IABaHIA KATO LIEHTPaTHA Ccepo3Ha xopuopeTrHonata (LICX), 3a
KOHTO ¢¢ ChOOIL@aBa CEl CHCTEMHO H JIOKANIHO M3MON3BAHE HA KOPTHKOCTEPOHIH.
Hocenero Ha KOHTaKTHM JEIUH HE ce PEOPRUBA MO BPEME HA JIEYEHHE Ha OUHO BB3NAJCHHE
HITH HHGEKII.

MAKCHTPOJI Ma3 3a 0un ChIbpkKa METHI-IAPAXMAPOKCHOEH30AT ¥ NPONHII-
NapaxuapoKCHOEH30AT, KOHTO MOraT 1a MPHIHMHAT ATEPriTIHH pPeaKLuM (Bb3MOKHO € A2 ce
MPOABAT NO-KbCHO).

MAKCHTPOJI Ma3 3a oun chABpiKa Ge3B0AeH TeUeH JIaRonuH, KOHTO MOsKe 3 IPHYHHH
JIOKAJTHH KOXHH PEaKUHH (HATIpHMEpP KOHTAKTEH AEpMaTHT),

4.5 BaaumoaeiicTBue ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrH dopMH Ha p3anMoneiicTEe

He ca onMcaHn KIHHAYHO 3HAYMMH B3anMomeliicTHg ¢ MAKCHUTPOJI mas 3a ouH. .

Ennospemennata ynorpeGa Ha CTEPOHIH 33 NOKAIHO IIPHNOKEHHE H JIOK
A2 NMOBUIIH BB3MOKHOCTTA 3a MPOONEMH ChC 3a3PaBABAHE Ha POTOBHIL

()



*  CYP3A4 ynxnburopu (BKIKOYHTENHO PHTOHABHP H KOOGHUMCTAT): MOFAT A3 HAMAJIAT
KJIHPBHC Ha ICKCAMETA30H, KOETO BOIH A0 3acHBaHe Ha edexTHTe ¥ HanObOpeusa
HepocTaTe4HOCT/CHHIpom Ha Cushing. KoMGunamaTa Tpalea 1a ce u3Garsa, 0cBeH ako
T1I0/13aTa HAAXEBPAA YRENHUECHUA PHCK OT CHCTEMHH KODTHKOCTEPOHAHH eeKTH KaTo B TO3H
ciyvaif nauuerTuTe TpGBa Ja OLAAT NpoCNeNABaHH 3a CHCTEMHH KOPTHKOCTEPOHIHH
edexTH.

BaaumozelicTeHg ca JOKIAIEAHH C OTOENIHHTE KOMIIOHEHTH Clel CHCTEMHO npunoxkenne. Brnpeku
TOBA, CHCTeMHATa aGcopOuHA Ha aKTHBHHUTE BEILECTEA € TONKOBA HHCKA, Y€ PHCKBT OT
B3aHMOJCHCTBHE € MHHHMAJIEH,

4.6 DepTHAHTET, GpeMEHHOCT H KBpPMeHe

bpemennocT
HsaMa unH HMa QrpaHHYEHH JaHHHK OT ynoTpefaTa Ha JeKCaMeTas0H, HEOMHLIHH HH MONMMHKCHE B

npH GPeMEHHH XKEHH. AMHHOTIIMKO3UIHHTE aHTHOHOTHLYM KAaTo HEOMHUME NPEMHHABAT I1pes
MIALEHTATA B IUIOAA CIEA, BEHO3HO NPHIMKEHHE NpH GpeMertu xeHH, HekIHHHYHO ¥ KMHHHYHO
CHCTEMHO MPUITATAHE Ha aMHHOTTIMKO3HIH NMOKA3BAT HHAYNHPAHEC HA OTOTOKCHYHOCT H
HepOTOKCHHHOCT. IpH aqMHHHCTPHPAHE HA HHCKATa 032 OT IPUNIAraHeTO HA TO3M JIOKaNeH
NPOIYKT, HE ¢ OYaKBA HEOMMUMH A2 IPHYHHHE OTOTOKCHYHOCT MK HE(POTOKCHYHOCT HA MoJA B
ytpobara. [Ipa npoyusane ¢ TbXOBE, KOHTO ca MPHEMAITH NePOPATHO HEOMHLMH B 1031 10 25 mg/kg
TErNO/EH, He ca YCTAHOBEHHM JAHHM 33 TOKCHUHOCT 3a MalkaTa, TOKCHYHOCT 3a IUIOAA WiIK
TepaToreHHOCT. TIpoxbmkUTeIHATA BN MOBTAapAUIa Ce ynoTpeba Ha KOPTHKOCTEPOHIM 10 BpeMe Ha
OpeMeHHOCT Ce aCOLMHPA ¢ YBENIHYEH PHCK OT H30CTABAHE 110 BpeMe Ha BETPEMATOYHHA PAcTeX.
Heuata, pogesy oT Malfki, KOHTO ca NOMy4aBaH 3HAYUTE/HH JA03H OT KOPTHKOCTEPOUIN MO BpeMe
Ha GpeMEHHOCTTa CH, TpAOBa 1a OBAT HAaGMONaBaHH BHHMATENHO 34 IPW3HALM HA
XHMOAAPEHATM3BM (BX. Touka 4.4). [IpoyuBaHHATA TIPH KMBOTHH NOKA3BaT PENPOAYKTHBHA
TOKCHYHOCT CJIe/l CHCTEMHO H QUHO NPHUAOKEHHE Ha feKcameTasoH (Bx.Touka 5.3 Tpeaxnuuuynu
NaHHH 32 Oe3omacHOCT). HamMa naHHM 0THOCHO §e30MacHoCTTa Ha MOAUMHKCEH B npn OpeMeHHH
#1B0oTHU. MAKCHUTPOJI Ma3 3a oyM He ce npenopsuea 1o BpeMe Ha GpPeMEHHOCT.

KnpMene

He e M3BECTHO ZaNM IOKAHO MPHAATAHKTE B OKOTO NCKCAMETA30H, HEOMHLUHH H NOTHMHKCHE B ce
OTAEIAT B Mall9HHOTO MASKO, ,

AMHHOITIMKO3MINTE Ce OTAENAT B KbpMaTa cel CHCTEMHO NpuioxkeHne. Hama nauun naam
ASKCAMeTa30H M MOJHMMHKCHH B nipeMEHaBaT B MaliaHHOTO MIIAKO.

BEnpekH TOBa, BEPOATHO € Aa He §BAe OTKPUTO KOMMYECTEO OT JeKCAMETa30H, HEOMUIHH U
MONHMHKCHH B B KBPMATA H 03 HE MOXKe 14 JOBeIe 00 KNIHHHYHH ed}elc'm Nnp® K-pMa4eTo NpH
NPaBUIHOTO H3NOJ3BAHE OT MalikaTa Ha TO3M NPOIYKT 33 JIOKAJIHO OYHO PHIOKEeHRHe, PHCKET 3a
KBpMaveTo He MOxe Aa Obae uskmover. Tpabsa Na ce mpeleHH Aanu 13 ¢¢ NPeKPaTH KbPMEHETO MM
[a ce NPeyCTAHOBK/ A He Ce TIpHUCTLNBA KbM Tepanuara ¢ MAKCHUTPOM Ma3 3a o4m, KaTo ce uMar
npenBH] MOA3aTa 0T KbPMEHETO 3a IeTeTO W NON3aTa Ha MaikaTa oT JIeUeHHeTo.

DepTUnuTeT
Hsma faunu nann N3N0N3BaHeTO HA HEOMHIIHH HItH IOMMUKCHE B ce oTpasssa sppxy deprunmurera

npu MBXke U keHn. MMa HeNocTarpyHM KIMHHYHE JaHHH, 33 Ja MOKE 1a ¢ OleHH edeKTa oT
IEKCAMETA30H BbPXY (hepTHIHTETA NPH Mbxe  xeHu. [IpH H3C/IeNBaHNS Ha TUTBXO0BE, MHKEKTHPAHH
C XOpHOH roxazoTponyuH (YXT), mekcamMerasoH He e MPHYHHHA HeGNaroIpuATHH edeKTH BLPXY
depTHINTETA UM,




TIORAKAAT COCOOHOCTTA 32 wodupaHe HIH paGoTa ¢ MAlIHHK. AKO TIPH MOCTABAHETO HA
NEKAPCTREHHA MPOXYKT 3PEHHETO Ce 3aMBIH, NIAIMEHTDT TpAOBa a H34aKa TOKATO 3PEHHETO Ce
NPOACHH, IPEAH Ja TIOMHPaA HIK O3 paGoTH ¢ MAlAHH.

4.8 HexenanH 1eKapCTBEHH PEAKIIME

CneiuTe HEXXENAHY JIEKAPCTBEHH PEAKUWH CA ChOOWIABAHMN 11O BPEME HA KITHHUYHE NPOYYRAHHS C
MAKCHTPOI Ma3 3a 09N ¥ ca KNaCHGHIMPAHH B CLOTBETCTRHE ChC C/IENHATA KOHBEHLIHS: MHOI'O
qecTH ( > 1/10), wectr (2 1/100 no < 1/10), newectn (> 1/1 000 po < 1/100), peaxu (> 1/10 000 10 <
1/1 000), muoro peaku (< 1/10 000), i ¢ HEM3BECTHA YeCTOT2 (He MOXeE 1A Gbhae oIpeneneHa oT
HAJIMYHKTE JaHHH). B paMKuTe Ha BCAKa YECTOTHA TPYIIa, HEXENAHUTE DEAKUHH C& NPEACTABEHY B
HH3XOASI PeJl IO OTHOWIEHHE HA TAXHATA CEPHO3HOCT.

CReTeMo-OpraHHu Kjiacope IpeanounTan TepmuH oT MedDRA

Hapyenns Ha ounre Hevecmu: KepaTHT, TOBHUICHO BETPEOYHO HANAraHe, Chplex
B QUHTE, 0YSH AHCKOMGOPT, ApasHEeHe HA OUHTE

,[[OTI’BJIHHTBJTHH HEXKEMAHH peakliiy, YCTAHOBEHRH CNEN MMOCT-MAPKETHHIOBO HabmoaeHre, BKIKYBAT
¢NeaHoTe. YecTOTHTE HE MOTAT A3 OBAAT OUEHEHH OT HATHYHHUTE IaHHH. B PaMKHTE Ha BCCKH
CHCTCMO-ORraHeH KIac, HEXEMaHUTE PEaKIIMH Ca NPeacTaBeHH B HU3IXOAALL pea no OTHOLICHHE Ha
TAXHAaTA CEPHOZHOCT,

CHcTeMO-OpraHHH KJacoBe IlpeanoyrTan TepmuH oT MedDRA
HapyuteHna Ha uMyHHaTa CBPbX4YBCTBHTEIHOCT

CHCTEMA

HapymeHus Ha eHIOKpHHHATA CuuzipoM Ha Cushing, HandnGpeyuna
CHCTEMA HENOCTATHYHOCT (B, ToUKa 4.4)
Hapymenud #a HepBHara rasobonue

cHCTEMA

Hapynienus Ha ousTe A3BEH KePaTHT, 3aMBIIICHO 3peHie (BXK. ChIIO

Touka 4.4), poropobus, Muapuaza, NTO3A Ha
Knenaya, Gonka B O4HTE, OTOK Ha OYHTE, YCEIaHe
34 9YXO0 TAIC B QUHTE, OYHA XHIepeMna,
YBENHYEHO CIb300TAENAHE

Hapywenua Ha xokKara Cunapom na Stevens-Johnson
TOJKOXKHATA TEKAH

JlonBIHUTENHHTE HEXENAHH PeaKliuy, NPeACTaBeHH [0-10Iy, Ca AOKIAIBAHH MPH €IHO OT
axktusHHTe Bemectsa Ha MAKCHTPOJI ma3 3a oyn:

Hexenasy peakuy Ipy NeKCaMETAI0H:

CrennuTe HeXelTaHH peakiluy ¢a choGIIaBaHH 10 BpeMe HA KTHHHYHH NPOYYBAaHHA C AEKCAMETA3OH,
nexapcTeeHa GOPMA KANKY 32 O4H, CYCIIEH3US / Ma3 3a 04H H ¢a KI2CH(HULMPaHH B CHOT!
C/leHaTa KOHBEHLIA: MHOro YecTH (>1/10), wectn (>21/100 oo <1/10), vewecru (>1/14
peaky (>1/10 000 o <1/1 000) U muoro peaku (<1/10 000). Tpu Besxo Tpynupang
9€CTOTATa, HEKENAHHTE NEKAPCTBEHH peakuuH ce H30POABAT B HH3XOALL pey no,
THAXHATA CEPHOZHOCT.




Hexenann peaxunn
IlpeanouuTaH TepMun ot MedDRA
Hapywenns Ha HepBHATA cHCTEMA Hevecmu: aucreysus

CuceTeMo-0pralHH KiacoBe

Hapymienus Ha ounte Yecmu: oyeH nuckoM$opT

Hevecmu: KepaTHT, KOHIOHKTHBHT, CyXOTa B OKOTO,
HAHYHe Ha BUTAIHO OLBETABAHE HA POTOBHLATA,
dbotodobus, 3ambrieHo 3peHte (B, CbINo TouKa 4.4),
OYeH DPYPHTYC, YCEIIAHE 32 HYXI0 TANO B OUMTE,
YBEJIH4EHO Cb300TAC/AHE, AHOPMATTHO YCelaKe B
OKOTO, 0Opa3zyBane Ha KOpH4Kku no prba Ha Kenaya,
JPA3HEHE B OKOTO, OYHA XHNEpeMHs

FIONMBIHHTENHN HEXENaHH peaKLiH YCTAHOBEHH C/ie] HOCT-MapKETHHTOBO MPOYYBAaHe BKIIOYBAT
CneHOTO. HeCTOTHTE He MoraT 4a OBbAAT OLEHEHH OT HAJIMUHHMTE JaHHH. BB BCeku cucTeMo-
OpraHeH Knac, HeXeIaHUTe JIEKaPCTBeHH PeakLWK ca H3GPOCHY B HHAXOALIL pel N0 OTHOLIEHHE HA
TAXHATA CEPHOZHOCT.

Hexenanu peakumwn

CHCcTeMO-0PraHHH Kaac
Heremo-op one Ilpennouutan Tepmun or MedDRA

Hapyumenua Ha ©MYHHATa cucTeMa C Heuseecmua yecmoma: CBPHXUYBCTBHTENHOCT
Hapylnesus Ha eHaOKpHHHATA C neuseecmua yecmoma: Cutinpom Ha Cushing,
CHCTEME Han6b0peyHa HeAOCTATLYHOCT (BK. TouKa 4.4)
Hapymenns Ha HepBHaTa cHcTeMa C Heuzgecmua wvecmoma: 3aMasHOCT, M1apobonue
Hapymenns Ha oqite C neussecmna wecmoma. rayKoMa, 138€H KEPATHT,

NOBHUIEHO BLTPEOYHO HAJATAHE, HAMAIIEHA IPUTENHA
OCTpOTA, €PO3usA Ha POroBHLIATA, NITO3A HA KNenayqa,
fonka B okoTO, MEIPHA3A

Onncande Ha HIGPaHH HexXeNaHH PEAKIHH

TpH HAKOH NAUUEHTH € BB3MOKHO J1a Ce TIOABH YYBCTBHTENHOCT KbM JIOKATHO [IPHTOKEHUTE
aMHHOTTIHKO3HAN. OCBEH TOBA, IOKATTHOTO [IPH/IOKEHHE HA HEOMHLHH MOXKE Aa f0Bee 10 KOXKHA
YYBCTBHTEMHOCT (B, TOUKa 4.4).

[TponsmkaTennaTa ynorpeta Ha IOKaIHH KOPTHKOCTEPOHH 32 OYHO IPUNOKEHIE MOKE /13 JOBEIE
A0 NOBHLIABAHE Ha BETPEOUHOTO HAIATAHE C YBPEXKAaHe Ha 3pUTENHHA HepB, HAMAJIEHa 3pUTENHA
OCTPOTA M Ae(EKTH B 3PHTENHOTO NOJE, KAKTO # 06pa3yBaHeTo Ha 3aaHa CyBKancy/IapHa KaTapakia
(Bx. Touka 4.4),

Pa3BUTHETO HA BTOPHYHHM HHGEKIIHH MOME 13 Ce NOABH cliel ynoTpedara Ha KoMGuHALMH,
CHABPHKAIA KOPTHKOCTEPOHAN HIIH aHTHMHKPOGHH BelliecTBa (BXK. To4uka 4.4).

Ilopanu HanH4HETO Ha KOPTHKOCTEPOHIHA CHCTABKA, NPH 3a00MBAHNA, IPHYHHABALLH H3THHABAHE
Ha POrOBMLATA HIIH CK/IEpaTa, € HaHUE NO-BHCOK PHCK OT nepdopais (BXk. Touka 4.4),

Crolluasane na NON03NpaHH HeXeTAHH Peakuny
CboliiaBaHeTo Ha NOJO3HPAHH HEXETAHH PeakiHH Cell paspellapaHe 3a ynorpeba Ha JexapcTBeHHA
MPOAYKT € BaXKHO. TOBA M03B0ONABA A3 NPOABIKA HAGMONEHHETO HA CHOTHOIIEHHETO Il
JIeKApCTBEHHA MPOAYKT. OT MEAHUMHCKUTE CIELMATUCTH C& M3HCKBA 1a ChoGINABAT B &g&ﬁ

NOAC3HpaHa HEXXENaHa peak1iig Upe3 HALlHOHAJIHATA CHCTEMA 3a cbo0nIaBate: -y




Brarapna

HM3nbiHHTe N HA areHIMA 10 IEKapCTRATA
yn. ,Jamss I'pye” Ne 8

1303 Codmn

Ten: +359 2 8903417

yeGcaiit: www.bda.bg

4.9 Ilpeaosnpane

[Nopany xapakTepPHCTAKUTE Ha TO3H NPOAYKT, HE C& OYAKBAT NONBIHUTENHA TOKCHYHK edeKTH IpH
QCTPO NMPEAO3HPaHE CIIEA TOKANHO NPHIOKEHHE B OKOTO HIH B CIY4ail Ha HHIIMAEHTHO NOTTbLIAHE
H& IIOTO ChABPAHNE Ha TyGarta.

JlokanxoTto npenosnpane ha MAKCHUTPOJT Ma3 3a 0UH MOXe J1a Ce W3MUE OT OKOTO (OUHTE) ¢
XJTagka BoJa.

5. PAPMAKOJIOTHYHH CBONMCTBA
5.1 ®apmakoqHHAMHYHH CROCTRBA

DapMakoTepanesTHYHA IPyNa: o(yTAIMONOTHYHH, TPOTHBOBB3MATIHTENHN M AHTHHHPEKIHOIHH
CPeACTBA B KOMOHHALHA; KOPTHKOCTEPOHAH M AHTHHHGEKLMO3HH CPECTBA B KOMOHHALHA.

ATC xon: S01C AQ1

MexaHHIBM Ha JelicTHe
Herxcamemazon

TouHMAT MEXaHHIBM Ha NPOTHBORB3MANKTENHO ASHCTBYHE Ha JEKCAMETA30H He e u3BecTeH. Tok
NOTHCKAa MHOXKECTBO BE3ITAIMTENHH IHTOKHHHE H 00pasyBa MHOKECTBO TIIFOKOKOPTHKONIHH U
MHHEPATOKOPTHKOMAHH edeKTH.

[lonumurcun B

TonuMuKCHH B € WMKNHYEH UITONENTHA, KOHTO MPOHNKBA Tpe3 KAeThYHaTa cTeHa Ha I'pam-
OTpHUATeNHY GakTepHH, 3a fa NecTabunn3npa UUTONIa3mMeHaTa MeMGpaHa, Toi e o-MaTKo aKTHBEH
cpeiy ['paM-noNoKHTEAHH GakTepHu.

Heomuyun
Heomuuus ¢ aMUHOrIHKO3WAEH AaHTHOHOTHK, KOHTO OCHOBHO NPOABABA CBOS €EKT BEPXY
GakTepHaNHK KIETKH Ype3 nuxuOHpaHe Ha IO/TMNENTHAHO CBbP3BaHe M CHHTE3aTa Ha pHGO3OMHTE.

MexaHHIbM Ha PEIMCTEHTHOCT
Pe3CTEHTHOCTTa Ha GaKTepUKMTE KbM MONMMHKCHE B e OT XpoMo3oMeH npousxon u e pajka.
3uaueHne MMa MOAU(HKALMA HA GOCHONHIIHANTE HA HTONNA3MEHaTa MeMbpaHa,

Pe3ucTeHTHOCTTa KbM HEOMHLIMH HACTBIIBA N0 HAKOIKO Pa3THIHH MEXaHH3MM, BKITFOYHTENHO (1)
npoMeHy Ha pHOO3OMHHTE CyGeMHHIM B GaKTepHATIHATA KeTKa; (2) MHTephepeHIHus B
TPAHCNOPTHPAHETO HA HEOMHLIMH B KJETKATA W (3) MHAKTHB2UMKA (IPOMSAHA B pefia) Ha AlEHUNATHHTE,
ocopunaTHy ¥ aUETHNATEYN KNacoBe MOTHQHIMpPAHH ¢H3UMU. [eHeTHYHaTa HEpOpMALHA 33
MpOAYKUNA HA MHAKTHBHPALIH €H3HMH MOXe Ja Ob/e IIpeHeCeHa 110 GakTepHanHuTe Xp
MIA3MHIH. 7




I'pasrgau cToiivocTn
Beekn rpam MAKCHUTPOJI cuappixa 6 000 IU momamukcus B cyadar u 3 500 TU HeoMuuun

cyngar. I'paHUUHHTE CTOMHOCTH H in Vifro CIEKTHPBT, KAKTO € NIOCOYEHO NO-10/1y, Ce OCHOBABAT Ha
ABOHMHATA AKTHBHOCT HA NONMHMUKCHH B WiH Heomuums. ['paHudHuTe CTORHOCTH H36poeHH TYK ca
Ga3upaHH Ha IPHAOGHTA PE3NCTEHTHOCT 3 CrieUM(UYHH [AMOBE, OTKPHTH B OYHH HHEKLMH H
choTHoweHHeTo B IU Ha nonumukciH B KbM Heomuiud 8 MAKCUTPOJT:

Pe3ncTeHTHE rpaHYHI CTORHOCTH: > 5:2,5 10 > 40:20 B 3aBHCHMOCT OT (AKTEPHANHHTE IIAMOBE.

YyBCTBUTENHOCT
Hudopmaunsra, nocoyena no-10my nasa IpubnH3MTeNHa HacOKa 33 BEepOATHOCTTA HA

YYBCTBUTEIHOCT HA MUKPOOPraHH3IMHTE KEM NMOAHMHKCHE B Hin Heomunws 8 MAKCHTPQII mas 33
oun. [IpeacTassHero no-gony uabposara GakTepuanHy WAMOBE, BE3CTAHOBEHH OT BHHIUHH OYHH
HUHEKIUH,

PasnipocTpaHeHHeTO Ha NPHOOOKTATA PE3HCTEHTHOCT MOKE [ BAPHPA B PASIMYHUTE reorpadckn
OGNIACTH ¥ OT BPEMETO 3a ONpE/IENIEHH IAMOBE, 38TOBA € JKENIaTe/IHO 1A CE H3TION3Ba MECTHE
HHQOPMALNA 33 PE3UCTEHTHOCTTA, 0COGEHO NPY JieyeHNe Ha TexkKy uHdexuun, ITpu HeoGXOXHMOCT
Tp#0Ba Aa Ce IOTBPCH CHBET OT CNIEUHATHCTH, KOTATO JIOKAIHO NpeobataBalaTa pesicTeHTHOCT &
TaKapa, Y€ NOCTaBA N0 BRIIPOC IPHAOKHMOCTTA HA KDMﬁlf[HaL[HHT& Ha MONMMHKCHH B nnu
HeOMHLUHH, KakTo B MAKCHTPOIJI, moHe npH HAKOH BUAOBE HHQEKIIHH.

OBHKHOBEHO YYBCTBUTEJHH IIIAMOBE

Aepo6Hu ['paM-NoI0:KHTEIHH MUKPOOPraHH3MH
Bacillus cereus

Bacillus megaterium

Bacillus pumilus

Bacillus simplex

Corynebacterium accolens

Corynebacterium bovis

Corynebacterium macginleyi

Corynebacterium propinguum

Corynebacterium pseudodiphtheriticum
Staphylococcus aureus (methicillin susceptible - MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (methicillin susceptible - MSSE)
Staphylococcus pasteuri

Staphylocaccus warneri

Streptococcus mutans

Aepobun Ipam-oTpHUATETHN OPraHHIMH
Haemophilus influenzage

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella lacunata

Pseudomonas aeruginosa

Serratia species

HIAMOBE, 3A KOUTO NPHAOBHTATA PE3HCTEHTHOCT MOXE AA ===
IPOBJIEM /Qgsg_ﬁ@
Staphylococcus epidermidis (methicillin resistant - MRSE) e
Staphylococcus hominis

Staphylococcus lugdunensis




OPTAHH3MH C HACJIEAEHA PE3UCTEHTHOCT

Aepolun I'paM-noN0KHTeIHM MHKPOOPTAHHIMH
Enterococci faecalis

Staphylococcus aureus (methicillin resistant - MRSA)
Streptococcus mitis

Streptococcus pneumoniae

Anaepoban GakTepun
Propionibacterium acnes

DapmakoTHHAMHYHH edekTH

,I[excame'razon € €IHH OT Hal-MOIHUTE KOPTHKOCTEPOHIH, C OTHOCHTE/IHA NMPOTHBOBB3NMATHTEIHA
NOTCHLHA NO-TOIAMA OT Ta3¥ HA NPeIHH30JI0HA HITH XHAPOKQPTH30HA,

KJIHEHYHHE TpoyYBaHHa

He ca H3BBPIIBAHY HOBH KJIMHHYHH NPOYYBAHNA ¢ KANKH 33 OYH W YIIH, CBIBPXAIIH JeKCAMeTasoH-
HEOMHIHH-IONMHMHKCHHE B,

[eauarpHyHa MoNyaaumus

BesonmacHOCTTa ¥ e)HKACHOCTTA Ha KalKH 33 O4YH M YIIH, ChIbPKAIIH JeKCAMETA30H-HeOMHLIHH-
TIOMMMHUKCHH B He ¢a npoyuBaHH npu Aeua. 3a WHGOPMALMA OTHOCHO HAYHH Ha TIPHTIOXKEHHE,
[IpeanasHi MEPKH M NIPEAYUpeKIeHKA 3a IIeTHAaTPHYHHA MalMEHTH, BHKTE CHOTBETHO TOUKa 4.2
Touxa 4.4.

5.2 rapMaKOKHHETHYHH cBOKCTRA

AGcopbiug

Hexcamemason - Ciell TOKanHO 04HO NIPHUTOKEHHE B KOHIOHKTHBAIHHA Cak, KOPTHKOCTEPOHINTE
KaTo JIEKCaMeTa30H ¢¢ abcopOupaT BeB BETPEOTHATA TEYHOCT H MOXKE /1A C€ TIONY4H CHCTEMHA
abcopOums. Benpekn T0BA, ThH KaTO JOZMPOBKATA NPH JIOKAIIHO DYHO IPUNIOKEHHE € NO-MATKA B
CPABHEHHE IIPY CHCTEMHOTO MpPIUTAraHe, 0OMKHOBEHC HAMA KIMHNYHO JOKA3aTeICTEO 33 CHCTEMHA
abcopbuua. INepopanHata GHOHANMYHOCT Ha IEKCAMETA30H TIPH CYGEKTH H maumeHTy 663
YBpEXKIaHWA € B rpAHALNTe Ha 70-80%.

Heomuyun — Macnensanns npu 3ailin IOKa3Bart, Ye Clef OKANTHO GHHO IPHIOKEHHE, HEOMHLHH CE
abcopGHpa 6aBHO BbB BLTPEOUHATA TEYHOCT. AGCOPOLMATA Ce YBENHUABA, aKO POTOBMUATA € C
HapyIeHa NOBBPXHOCT. [lepopanuara aGcopbiiua HA HEOMHLUMH € HICKA, ChC CPeIHA CTONHOCT OT
2,5%.

Tonumurcun B — INpennonara ce, 4e ONMMUKCHH B He ce aBcop6ipa OT KOHIOHKTHBANHHA CaK.
CucTeMHO NPHIIOXKEH TIONMMHKCHH B He ce pasnpeziens BEB BETPEOYHATA TEYHOCT, JOPH NPH
Ha/IM4ne Ha ph3naneHue. CucreMHa aGeopOLua He ce OTYHTA [P NPHIIOKEHNE B OKOTO.
HomumukcHH B He ce abcopbupa nepopanio # oGHYafHO ce NpHIara NOBhPXHOCTHO HITH
HHTPABEHO3HO,

Pasnpenenenne
Hexcamemazon - Clel HHTPABEHO3HO NMPHIIOKEHHE, 06eMbT, KoHTO ce paInpenens B HENOABHXKHO

cecrosHue ¢ 0,58 I/kg. Mn BuTpo He ce HaGnoIaBa NPOMAHA B CBBDIBAHETO HA YOREILKHTE TIA3MEHH
NpOTEHHH IIPH KOHIEHTPAUMH Ha qekcamerasoH oT 0,04 1o 4 ug/ml cbe cpenua croitHocT Ha
CBBLP3BaHe HA IPOTEHHUTE OT 77,4%.

Heomuyun ~ ObeMbT Ha paznpencneHue 3a Heomuuus e 0,25 kg ¢ aucka CToﬁHocr
TUa3MEHHTE IPOTENHH 0T 20%.

Honumuxcun B - TlonnmukcuH B nma Marek ofiem Ha pasnpenenenue (0,07 — 0,2 l
GomnHn mauueHTH. [TonMMUKCHH B UMa CpefHO CEbp3BaHE KbM ILIA3MEHHTE npmenn

bea yspexaanus (56%), BBINpeKH TOBA, TO3M NPOLISHT ce yBenuuasa 10 90% npu ce‘p hﬁ%ﬁomu L
ANE _\ &




TAIHEHTH, KbIETO MIASMEHHTE [IPOTEHHH, KBM KOHTO MONMMUKCKE B ce cBBpara, al-glycoprotein,
MOke Ja NOCTHIHAT 5-KpaTHO yBENH4eHHe B KPBBHWS CepyM IIOPaly cTpec.

buorpancdopmanng

Hexcamemason - Cllell NepopanHO IPHIIOKEHHE HA 103aTa, 60% OT po3ara ce OTKpHBA nog popMara
Ha 6f-XnapoKcHRekcameTasoH, a 5-10% ce oTkpuBa KaTO JOTbAHMTENEH MeTAGOMHT, 6P-XUPOKCH-
20-guxuapoaEKCAMETA30H,

Heomuyun — MeTaGoMA3MET HA HEOMHLHH € He3HAUNTENEH.

ITonumuxcun B — He e uaBectHo.

EnumuHnpane
Hexcamemaszon - Crieal NHTPaBEHO3HO NPHIIOKEHHE, CHCTEMHUST KMUpBHC e 0,125 Vhr/kg. Bpemero

Ha NOJIYKHBOT € NOKNANBAHO KaTO 3-4 Yaca, HO € YCTaHOBEHO, Y€ € MANKO MO-ABJIr0 IPH MbKeTe.
Tasu nabnrofasana pasnika He ce CBLP3BA KbM NPOMEHHTE HA CHCTEMHMA KJTHPBHC, 4 KbM Pa3NHKNTe
B 00eMa Ha AUCTPUGY UM M 90BEILKOTO Terno. Ciel HHTPaBeHO3HO Goyc npunoxkenne, 2,6% ot
HEeMPOMEHEHOTO JEKAPCTBO CE OTKPHBA B YPUHATA.

Heomuyun — Cacremto aGoopGHpPaHUAT HEOMHLIMH IPUHLIMITHO C€ M3XBHPIL He[lPOMEHEH B
nanpaxHeHHATa (37%) U B yprHata (1%).

Honumuxcun B — OBIMAT KIMPBHE Ha nOAMMEKCHH B e 0,27-0,81 ml/min/kg npu CEPHO3HO G0MHH
NALHEHTH (HaNPHMED CeNcHE), Kato < 1% OT HHTPaBEHO3HATA 1032 CE OTKPHBA KATO HENPOMEHEHO
JIekapcTBO B YPHHATA, KOETO NPEATIONAra, Ye NBTAT HA eNMMHHHPARe He € npe3 GspenuTe | Boau Ao
ABTBF NOMY-KHBOT B ILNa3Mara. [lonmumukcil B He ce nposBaBa karo cyGeTpat MK HHXHOHTOP Ha
OCHOBHHS LHTOXpoM P450s.

Bpwaka(u) dapMakoxndeTHRa-PapMakoIHHAMHKA
Bpsiakara apMakokiHeTHKA-GapMakoqMHAMHAKA CIIeT IOKAIHO OYHO NpUIIOKEHHE HE € YCTaHOBEHA,

5.3 IlpeaxTHHAYHM AaHHH 33 GezonacHoCT

HexnuHUYHATE JaHHH MOKA3IBAT, Ye HAMA COELHATHA OTIACHOCT 34 XOpaTa pH JIOKAJIHO O4HO
NPHIOKEHHE HA TeKCAMETa30H, HEOMHLUMH MK NONHMHKCHHE B, Ha Gasara Ha KOHBEHLHOHATHITE
TIIpOYYBaHHA 32 TOKCHYHOCT l]pH MHO]‘OKpaTHO NpHNaraHe, reHOTOKCHYHOCT UNH I'IpO)/‘-IBaHHH 3a
KapHHHOFGHEH OOTCHLHAN. an HEKJIHHHYHH MNpOoy4BaHHA Ha B'BBHpOHSBC?K}laHeTO H paBBHTHeTO ca
Haﬁmonasaﬂu e(tlEl{TH OT JSKCaMeTa30H caMO I]pPI AO3H, CUHTAHH 34 3HAYHTENHO HAJBHILIABALH
MaKCHMANHATA YOBCUIKA 1034 [IPH NOKATHO OYHO NPHACKEHHE, KOETO [IOKA3EA 96 HiAMa HOYTH
HHKaKBA BPB3Ka KbM KIHHHYHATA YrioTpe6a npH KpaTkoCcpoUeH KYPC Ha TEPAIHA ¢ HUCKH A03H.
I’I.Ma MAaJIKO HIIH HAMA HAJITHWYHH JaHHH OTHOCHO Oe3onacHocTTa Ha HEOMHUHWH H TIOJTMMHKCHH Be
HEKMHHYHH TIPOYYBAHNHA Ha BB3NPOM3BEXAAHETO H PA3BHTHETO,

6. PAPMANEBTHYHU JAHHH

6.1 CnucnLK HA NOMOLHKTE BEINECTBA
Merun-napaxunpokcuGenszoar (E218)
IMponun-napaxunpokcubersoar (E216)
Besponed TeueH NaHOTHH

Ban sazenun

6.2 HecLBMeCTHMOCTH

He e npunoxumo.




6.3 Cpok na roaHoct

3 roguus.

Ha ce H3XBBPNH 4 CeaMUUH Clex MbPROTC OTBAPAHE.
6.4 Cnenna/iHn YC/I0BHA HA CHXPAHEHNE

Jla ne ce chxpanara Hag 25°C.

Jla He ce CpXpaHABa B XJIATHITHHK.

CroxpansBalire KoHTel{Hepa UIBTHO 3aTBOPEH.

6.5 Bna H ¢uABLPKaHHE HA ONIRAKOBKATA

ANyMHHHEBA TY(2 ¢ eNOKCH-PEHONHO NOKPHTHE, C NOTHETHICHOB HAKPAHHHK U [I0IMETUICHOBA
Kana4dka.

CreanuaT su/ ONakoBka € B npoaaxGa: kaproHeHa KyTHs, cbaspxawa | ty6a ot 3,5 g.
6.6 CrienaHK NPeANa3HH MEPKH MPH HIXBLPAAHE

Hama cneuMaiyy H3HCKBaHKA.

7. IPHTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
Novartis Pharma GmbH

Roonstrasse 25

90429 Nuernberg

[epmanus

8. HOMEP HA PAZPEHIEHHAETO 3A YIIOTPEBA
11-0454/20.08.2007

Per. Ne 9600055

9. AATA HA ITBPBO PA3PEHIABAHE/ MOAHOBSBAHE HA PAPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha TBpBO pa3pemasane 3a ynotpeGa: 10 ampun 1996 r.

Jlata na nocneano nogHosaeade: 20 asrycr 2007 .

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

23 cemrremepn 2019,




