KPATKA XAPAKTEPUCTHKA HA IIPORYKTA

MAXITROL® eye ointment—3.5 g

(Dexamethasone, Neomycin Sulphate, Polymyxin B Sulphate)

1. ¥me Ha MEKAPCTHEHRT MPOLYKT:

MUHUCTEPCTBO HA 35PASEONASBARETO

MAXITROL*(MAKCHTPOJ) [IpHAOKEHHE KoM

paspeiente 3a ynovpeba e {7} 28 afl0e -

2. KoamdecTBeH H KaYecTBeH CHCTAR:
(1] 30 vy 02 =t

JlekapeTBeHd BemiecTRA:

Dexamethasone 1.0 mg/ml
Neomycin Snlphate 3500 IU/ml
Polymyxin B Sulphate 6000 IU/ml

32 HOMOMIHHTE BEIECTBA, B3, 0.1

3. JlexapcreetHa hopma:
Mazzaoui—35g

4. KianHugHRn gapan

4.1. Hoxazanusg

Maxitrol® xarku 3a ous e NOKA3aH NP BE3IARUTENHH MPOLECH Ha OKOTO, KOTATO Ce PenopEYBa
eAHOBpeMeHHaTa ynorpeba Ha aHTHOAKTepHANEH H CTEPOMCH JIEKAPCTBEH HPOAYKT.

4.2. HaunH HA NPIIOKEHEE H JO3HPOBKA:

HocTaes ce Manko KOJHYECTBO OT Ma3Ta B KOHIOHKTHBHUES CaK Ha 3aCETHATOTO OKO/0uH — 3 /10 4 HETH
JHEBHO.

Maxitrol® mas 3a ous Mo¥e Jia ce H3ION3Ba eHOBpeMeHHo ¢ Maxitrol ® KanKH 32 OuM, CYCTIEHCHA KaTo ce
f10CTaBs B KOHIOHKTHBHFEA CaK CNIS/] KAIIKKHTE Beuep, IPeH IsraHe.

4.3. [porasonoxaszagns

¢  TIpu CBPBXYYBCTBHTEAHOCT KbM HEOMHIIHH Wil [PYra ChCTaBka Ha Npoxykra.(BramosxHo e ia ce
pasBue KPBCTOCAHA PE3UCTEHTHOCT KBM APYTH AMHHOTTIHKO3XHH aHTHOHOTHIH. )

e JlekapcTBEHHAT NPOXYKT € BPOTHBONOKA3AH NIPH ENHTENKANEH Xepnec CUMIIEKC U IPYTH BHPYCHY
3a0ossiBaHMs Ha KOHIOHKTHEATA M POrOBHIIATA, IIPH O4Ha TyOepKy/103a H HeleKYBaHH FHOHHE
HHOEKITHA.

e IlpunaraHero Ba TasH KOMOHHHpaHa jekapcTBeHa (opMa € BHHATH [IPOTHBOMOKA34HO NPH HeMBIHO
OTCTpaHsABaHe Ha YY>KO0 TAIO OT POTOBHLIATA.

4.4, Crenaasioy npefyapexienns U cuelNaiad NPeIIaiHa MepKA 32 yroTpeda

TIpu TesxxHUTe HH(EKIMY JIOKATHOTO Aeyerne TpaOpa Aa 6pje NpUIPYKEHO C IOMXONAIN0 CHCTEMHO
TIeYeHHe.

IIponsiokurenHaTa ynorpeba Tpabsa fa ce n3barsa, ThH KaTo MOXKe J1a OBEE IO Peakiys Ha
CBPBXIYBCTBHTENHOCT (HAMNp. KOJKHA PEAKIA) H HOABa HA Pe3HCTEHTHH MHKPOOPTAHI3MH.

J3BecTHO €, Ue HEOMHIIMH MOKE Ja APHYIHY HeoOparAaMa 9acTHYHA WIH OEIHA FAYX0TA B CIIYyJauTe KOrato
ce M3M0/13RA 33 CHCTEMHO MPHIOKEHHE HITH TJOKATHO BHPXY OTBOPEHH PAHH WK YBPEACHH KOMKHH
yaacThui. To3u eieKT € IPSKO CBBP3aH ¢ NpUAAraHaTa 1033 H C¢ YBHIIHYaBa, BCJIECTBYE Ha O50pednn wik
XeTaTHTHY yBpexaanus. HesaBHcHMO 4e, edeKTsT He € HabMofaran U AOKAAJIBAH KaTO CACACTBHE IPH
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JIOK2AHO NPHIICKEHUE B OKOTO, BEPOSTHOCTTA 32 Takbs TpaOBa fAa OBe OlicHEHa IPH JIOKATHO IeUeHYe Ha

Manku mena # Hebera ¢ BHCOKH J03H.

e JlokaTHO IpHIaraHUTe KOPTHKOCTEPOMAH He TpsaOBa Aa ce H3NON3BAT B CIIyYauTe Ha
HEeHATHOCTHIIHPAHO 3a9epBABaHe HA OKOTO, II0pagy NOTEHIHAIIHA ONACHOCT OT OCNIENABAHE HpH
Henoxxofsila yrotpeba,

e ByTpeoyHOTO HansraHe U Po3pavyHOCTTa Ha newara Tpsa6pa Aa ObAaT perynspHoO HabAIOAaBaHH HO
BpeMe Ha SieYeHue C IIPOAYKTa, MOpajiy CBIISCTBYRAIMAT PHCK OT TI0ABa Ha “CTepOMIHA riaykoMa’ H
Pa3BHTHE Ha KaTapakTa.

o Ilps ocTpH THOHHU BE3NAIEHHA Ha OKOTO, CTEPOMANTE 32 JIOKAJTHO TPHIIOKEHHE MOTAT Jia MackMpat KT
SACHIIAT CHIIECTBYBAIATA HE(peKta. B Te3n Cliyyau 3aEIDKHTENTHO Ce Hanara ¥ anTHOHOTHYHA
Tepand.

¢ VhopurtuTe pa3sa3BABAHMA HA POTOBHLIATA, BCICSACTBHE HA NPOXB/DKUTCIHA TEPAIMA C JIOKAICH
KOPTHKOCTEPOHJI € BE3MOXKHO Ja C& JBIDKAT Ha rEOHYHA HHBA3HA.

Jloxannata yriotpeGa Ha KOPTHKOCTEPORAH € HeeEKTHRHA IIPH KEPATOKCHIOHKTHBHTH Ha Sjogren.
TIpoaBIDKHATENHOTO HHFEH3UBHO JIOKATHO NPIIOXKEHHE MOXKE Aa JIOBEJE A0 CHCTEMHH HeXelrank
JEKapCTREHH PeaKIiHH.

Ynorpe6a npe gena: BezonacHoCTTa U edeKTHBHOCTTA IPU YHOTpela NpH Aelia HE € YCTaHOBEHa,

4.5, JlexapcereeHy ¥ ApYTH B3aAMoAeHcTBHS

He ca u3BecTHE B3aHMOZCHCTRI, CBBP3aHH C JIOKANHATA YNIOTpe6a Ha NEKapCTBEHHMI NPOAYKT.

o Tlpu u3non3saHe Ha II0BeYe OT efUH OITaNMONOrHYeH JeKapCTReH FPOAYKT € HeoOX0RUM HHTePBa OT
TIOHE 5 MHHYTH IT0 MEXKIY HM.

4.6. BpemMeHHOCT H KbpPMeEHE

Eez0nacHOCTTa Ha JIeKApCTBeHHA NPOAYKT NPH yroTpeba io BpeMe Ha OpeMEHHOCT K KbPMEHE He €
JoKasaHa.

IpoyupasusTa NpH JIOKATHO NPHIOKEHNE HA KOPTHKOCTEPOHIH Py OpeMEHHM JKHBOTHH, [I0Ka3Bat 4¢ ¢a
BB3MOKHE aHOMAJIHH, CBBP3aH# ¢ HOPMAIHOTO Pa3BHTHE Ha IHOAA (KaTo pasuenBaHe Ha HEOLETO B
3abaBsHe Ha pacTe)ka Ha IDIOfAa). PHCKET MpH XOpaTa, NpH H3I0JI3BaHaTa Konuempaum € MHHHMAIICH.
HeszasucumMo 0T TOBa ¢ TIPENIOpEYBa, IIPH TE3H IPYIIH MTALMEHTH, Maxitrol® ma3 3a owut 1a ce usnonsea
caMo cief H3pHYHA ASKapeKa IPeropbKa K KOraTo pea3yATaTsT OT JeYEeHHETO ONpPABAABa CBEHTYIHES PUCK.

4.7. EdextH BHPXY c0co0HOCTTA 32 modHEpane o padoTa ¢ MAITHNY
He e u3xmoueHo fa ce I04BH BPEMEHHO 3aMBIIIABaHe Ha 3PeHHETO HENOCPECTBEHO ClIex ynoTpeda.
TlaimenTure TpsOBa Aa OBAAT NPEAYTIPEASHH ia H3YAKAT 10 MPOsCHABAHS HA 3pPeHHETO.

4.8. He:xenaHH JIeKApCTBeHH PeakREHA

Hesxenanure AEKapCTBEHH peakiliH, KOMTO ¢ HaONIOAABAT IPH NPIAraHeTo Ha KOMOMHIpaHa JIEKapcTBEeHa
dbopma (MexIy CTEPOHAEH ¥ aHTHMUKPOOEH AEKapcTBEH NPOIYKT) MOFAT JIa Ce ABJDKAT Ha CTCPOHAHATA
KOMIIOHEHTA, Ha aHTHMHKPOOHATA KOMIOHEHT2 HAKM Ha KOMOUHEANUATA OT JBETE.

Peaxyuu, cevpsanu ¢ aumumuxpoOHama KOMROKEHMA:

PeakuuuTte Ha CBPBXYYBCTBHTENHOCT OT 3202aBEH THII ¢a eHH OT YeCTO HOKNAABAHNTE HEXKEHaHM
NEK2pPCTBEHH PEAKLEY, CBEP3aHH C JOKANEOTO NPHIIKEHHE Ha HEOMHLIME. BE3MOXKHO e ia BEIHHKHE H:
ouen nuckoMbopT (ApasHeHe, BuNeHe, CHPOEK) W HEPMATHTH.

Pearyuu, cewp3anii coC CMEPOHOHAMA KOMIOHEHMA:

JIOKanHOTO TIPHIIOKEHHE HA KOPTHKOCTEPOHA MOKE ia JIOBEZIE AO: NOBHINABAHE HA BETPEOYHOTO HAATaHe
H B PEIKH CIIy4YaH RO HOCHeBallo YBPEexKAAHe Ha 3pHTENBNA HEPB; HaMadBaHe Ha 3pHATEIHATA OCTPOTE;
nedekTH B 3pHTENHOTO T0Ne; 3a0apgHe Ha 03APABHTEAHMA Nponec. MHTEH3UBHOTO WIH NPOABILKUTEITHO
JIOK2/THO NPIIIOKEHHE Ha KOPTHKOCTEPOHIH MOXKE f1a A0BeAE A0 PasBUTHE HA 3afHa CyOKancynapHa
karapakta. Habmogasany ca cimyyan Ha niepdopanus Ha oyHaTa A6%JKa, KOraro NpenaparsT Ce puiiara npy
3360/ IABAHIS, IPHIHHABAINH H3TEHABAHE HA POTOBHLATA HIIH CKylepaTta. BupycHHATE B rE0HYHN HE(eKIHn
MO3Ke g ce BRouwaT (3aCHIAT) OT H3MON3BAHETO HA CTEPOMIH.

TIpu feueHNe ¢ KOMOGHHHEpAH NEKapCTBEH IPORYKT & BE3MOKHO H Pa3BHTHE Ha BTOpUYHA OaKTepranta o4Ha
HHpeKIyA, KATO CHEACTBYE HA NORTHCHA 32l[HTHA peaKlid Ha OpraHu3Ma.
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HPH HHTEH3UBHa ynmpeﬁa HE € H3KIMI0YCHA K IOABATa Ha CHCTEMHH HEKCIIAHH ACKapCTBCHH PCAKLIHH.

4.9, penozapane

HpomBDKUTEIHOTO HETEH3HBHO AOKAIHO NPHACKEHHE MOKe Ja JIOBEAE A0 CHCTEMHH HejKeHaHu
JIEKapCTREHH PeaKIMH.

[Ipego3upase Ha npenapara H TOKCHYHOCT NIPH JIOKAJTHOTO My HPHIIOKEHHE Ca H3KIOYEHH, aKO CE CHa3sar
TOYHO MHCTPYKUHEHTE 32 ynoTpeda.

5. MapMaKoJOrEYHH AAHHH

5.1. @apmaxoaﬁnamnqnn cBOHCTBA

Maxitrol® mMa3 3a 04u ChABpKA NEKCAMETA30H, HEOMUIHH, TOAHMAKCHH B KATO AKTHBH BEIIECTEA.

Jexcamerason (Dexamethasone) e cHHTeTHYCH MNTIOKOKOPTHKOKA C BUCOKA IIPOTHBOBB3NANMTENHA

AKTHBHOCT.

OTHOCHTENHATA NPOTHROBE3NANHTENHA aKTHBHOCT Ha ASKCAMETa30H € 25 IGTH I10-BHCOKA OT Ta3H Ha

XHIpOKOPTH3OHA, OT Apyra CTpaHa AeKCaMeTa30HbT HMA MEHAMANIEH e(eKT IPH 3aABP)KAHe Ha HATPHH U

BOJI2, OTHE/AHETO Ha KAkl M aHOPManHuA 3aXapeH MeTabomI3EM.

Heomunue (Neomycin) e BIHPOKOCTIEKTHPEH 2aHTHOHOTHK, C BHCOKA YYBCTBHTENHOCT KBM IpaM-

OTpULATENIHITE MAKPOOPraHmMH BKIL: E.coli, Enterobacter aerogenes, K.pneumoniae, Pasteurella,

Pr.vulgaris, Salmonella, Shigella, Haemophilus influenzae, Neisseria meningitidis, Vibrio cholerae u

Bordetella pertussis.

Cunra ce, Yye HEOMHUMH € ePHKACEH U [IPH CIENHUTE 'PaM-TIOJIOXKUTe/THE MuKpoopranuamu: Bacillus

anthracis, Corynebacterium diptheriae, St.aureus, Str.faecalis, Listeria monocytogenes, M.tuberculosis.

IlTamorete Pseudomonas aeruginosa ¢a pe3ucTeHTHH KbM HEOMHITHH.

Homamukens B cyadar (Polymyxin B Sulphate) e cic 3pauiTenna akTHBHOCT KbM rpaM-OTpHUATETHATE

GaxTepHH M NpuTeXKapa YacTHIHA aKTUBHOCT KBM Pseudomonas aeruginosa. ipyri YyBCTBHTEIHH
MHKpOOpranusMu ca: Enterobacter, “Escérichia coli, Klebsiella, Salmonella, Pasteurella, Bordetella,

Shigella. Proteus v iosevero wamose Neisseria, Providentia, Serratia ca pe3UCTEHTHH KbM TOJHMHKCHH.

TloBeueTo YYBCTBUTEIHH MEKPOOPTaHH3MH ¢e IIOANTHCKAT NnpH koHueHTpanu 0.1 o 0.2 units/ml.

5.2. (PapMaKOoKHHETHYEH ¢BOHCTBA

Hexcamerasod (Dexamethasone), KakTo U JpyTHTe KOPTAKOCTEPOMTH, ce abcopbupa 6ep3o mpu
NepOpAJTHO NPHIOKeHHe H HMa DHONOrHYeH NoITy-)KUBOT oKosno 190 muHyTH. Kato cneAcTeHE OT HOKANHO
My NpHIOKEHHe BBPXY KOKATa Wik B OKOTO MOXe Aa Ce JOCTHIHE Takapa abcopOups, KoATO a Npeu3BHKa
H CHCTEMHH eeKTH.

Tlpu nocTaTb4HH KONHYeCTBa JEeKCAMETa30H €& OCHIyPABa BhTPEOYHO NPOHHKBaHE H ce MoAnoMara
edexTHRHO HeficTsHe HAa ASKCAMETa30H NPH BE3NaleHHd Ha NPEHHMA CETMEHT Ha OKOTO.

Homavuxcenn B cyadar(Polymyxin B Sulphate) se ce abcopGupa oT racTpOMHTECTHHANHEA TPAKT HITH
mpe3 koxara (¢ HeHapymeHa nsnocT). HesasucnMo 4e, HEMIOKBTHATHAT POTOBHYEH EIIMTEN IIPeAOTBPaTiBa
HpOHKMKBAHETO B CTPOMATA, TEPAIeBTHYRITE KOHIEHTPAIHH IPEMHHABAT IIPe3 CTPOMATa NPH HapaHeH
ermten. JoBpo npoHHKBaHe Ipe3 CTpoMara ce oysaBa IIPH efuTellHa abpasia ClleX JIOKanHO
CyOKOHIOHKTHBHO HIDKEKTHpaHe Wil IPOMHBAHe Ha porosuuata. He3HauHTEeRHO POHHKBAHE Ha
NIOJIEMUKCEH BhB BETPEOYHATa TeYHOCT ce HablIIoAaBa Cliel HapeHTEePATHO MK JIOKANHO NPHIoKeHHe Ha
Ta3H KOMIIOHEHTA,

Heomuuun (Neomycin) ce abcopbupa JioHIo OT racTpoONHTECTHHANANS TpakT. CIek TOKanHO NPHIOKEHHE &
B KOJIMYUECTBA HEIOCTATEYHY, 34 A2 TPEU3BHKA CHCTEMHH eekTH npu abcopbuusiTa. YcTaHoBeHa e
abcopbuus Hpes paHu U CHITHO BEananeHa koxka. Chex abcopOuus BeoMALIMH 6BP30 ce 0TI Ype3
650pelmTe B akTHBHA (JopMa.

5.3. IlpenxknEHBYHA JAHHA 32 (€300aCHOCT

He cBINECTBYBAT APYTH JAHHH, OCBSH BEUe OITMCAHUTE B NIPEIXOAHKTE TOUKH Ha KPaTKaTa XapaKTepHCTHKa
HAa [IPOIYKTA.

IIpoy4YBaHMATA NP JIOKAITHO IPLIOKEHHEe Ha KOPTHKOCTEPOIAH Npk GpeMeHH# JKHBOTHH, TIOKa3BAT 4E Ca
BE3MOXKHH aHOMAITHH, CEBP3aHH ¢ HOPMAJIHOTO Pa3sBUTHE Ha IUTOAa (KaTo paslienBaHe Ha HEOLETO #
330aBJHE HA PAcTe)X4d Ha TUIONA). PHCKET IpH X0Opara, IPH H3MO0JI3BaHATA KOHIEHTPAIHA, € MHHHMAIICH.
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6. ®apmaneBTHIHE AAHHH

6.1. Cnperk Ha DOMOOIHETE BemecTea (3a 1g):
Methyl Paraxydroxybenzoate  0.5mg (Ph.Eur.)
Propyl Paraxydroxybenzoate 0.1 mg (Ph.Eur)
Anhydrous Liquid Lanolin 300mg (dmpm.crer)
White Petrolatum to lg (DAB)

6.2. PAIAKO-XHMHAYHH HECHBMECTHMOCTH
He ca H3BeCcTHH.

6.3. Cpok 02 rogHoCT:
e Ha neoTBopeHATA ONAKOBKa: 48 Mecena (4 TOAMHH) OT JaTaTa Ha NPOH3BOACTBO.
Bk narara Ha 00sBeHa Ha ONIAKOBKATa cief 3HaKa “Exp”(month/ year).

6.4, CuennaJEn YCJIOBES 32 CEXPaHeHAC
e Jla ce ceXpapsBa npH craiiia TeMuepatypa, non 25 °C.
e Jla ce CBXpaHsiBa Ha MECTa HEAOCTHIIHK 34 Jelia.

6.5. JIanHH 32 OHAKOBKATA
Anymunnera Ty6uuka ¢ sakpaitaux ot IIEBIT win IIEBIVIIEHIT xanauka Ha sunT ot HEBIL

6.6. CnenyaTny HHCTPYKIHH 32 YHOTpeda

e He tpsbBa fa ce ROKOCBAT KIeMayHTe, 3a00uKaIAILaTa M IUIONE C BRPXA HAa OTKaMBalOTO YCTPOHCTRO,
3a J1a ¢ce H30erHe eBeHTYIHO 3aMBPCABAHE.

7. lIpaTexaTen HA pa3peleHHeTo 3a ynoTpeda:
ALCON PHARMACEUTICALS Ltd.
Bosch 69, PO Box 62, CH-6331 Hunenberg, Switzerland

7.1. Hme 6 agpec Ha HPOH3BORBTEIS:
s.a. Alcon - Couvrenr n.v.
Rijksweg 14
B-2870 Puurs / Belginm
W/anm
Alcon Laboratories, Inc.

6201 South Freeway
Fort Worth, Texas 76134/ USA

8. PerncTpannoHes HoMep B perscrbpa no wi.28 3JAXM - No 9600055

9. lata Ha ILPBOTO pa3pelnenne 3a ynorpe6a B Bearapas: 10 Aapni, 1996r.

11. Iocaenua (YacTAYEA) AKTYAJIH3ANNA H2 KPAaTKATA XAPAKTEPHCTHRA:
Hoemspn, 2000 r.




