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1. HME HA JEKAPCTBEHHA ITPOAYKT . qoeipenue Ne

MAKCHTPOJI 3500 IU/ 6000 TU/1 mg/ml, xanku 3a ouu, CycrneH3us
MAXITROL 3500 IU/ 6000 IU/1 mg/ml, eye drops, suspension

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Beexu mi cycnensus cemppxka 3 500 IU Heomuuun cyndar (reomycin sulfate), 6 000 IU nonmmmuxcas B
cyndat (polymyxin B sulfate) n 1 mg nekcamerason (dexamethasone).

[lomomuu BelecTsa ¢ u3BecTHO AelicTBHE: BeekH ml OT CyCneH3nATa ChABPKA OSH3ANKOHHEB XIOPHA
0,04 mg

3a TBIHHA CIIMCHK Ha MOMOIIHHUTE BEIMIECTBA, BHXXTE TOUKA 6.1,

3. JEKAPCTBEHA ®OPMA

Karikn 3a o4, cycnensus.

bsina no 61ea0 skbnTa HEMPO3paYHA CYCNEH3HA.

4, KJIMHAYHHY JAHHHA

4.1 TepaneBTHUYHH DOKA3AHAS

Boamanurennu outiu 3abonsBaHusA, NOJATIHEA Ha CTEPOHAHA TEpallHA, 3a KOHTO € IpeanucaH
KOPTHKOCTEPOMA H KbJETO NOBPXHOCTHATA (akTepraiHa HH(EKIUA HITH PHCKBT OT OaKTepHanHa o4Ha
MH()EKLUHS CLIIECTBYBA (KaTQ BE3NANMTENHN ChCTOSHEA HA KIENAYHaTa H CKIepaiHa KOHIOHKTHBH,
POroBHLIATA H NPEAHUA OUEH CErMEHT, XPOHRYESH NPE/IeH YBEHT ¥ YBPEXIaHE Ha pOTOBHIIATA OT
XMMHWYHH, PAOHALIMOHHH WIH TEPMUYHH H3rApAHHA, HIH [IPDOHHKBAHE HA YYKJIH TeJa).

4.2 1o38poBKA H HAYHH HA HPHIOKEHAE

Ho3upoBka

Ynorpeba npH IOHOWIK 4 BB3PACTHH, BKIIOYHTEIHO CTAPYECKA BH3PACT

IIpH neku ChCTOSHHUA, 103aTa € eHa A0 ABE KANKH B KOHIOHKTHBAJIHHA CaK HA 3aCETHATOTO OKO (04M) A0
4-6 nbTH AHeBHO. UecToTaTa Ha npuiarade TpaOBa Ja ce HaMalABa [IOCTENIEHHO Ha OCHOBaHHE
nonoOpeHHe B KIIMHHYHATE NokazarenH. Tpabea fa ce BHMMaBa TepanuaTa Aa HE ¢& NPeKhCBa
NpeAKNCBPEMECHHO,

HpH TCXKKH ChCTOSHHA, J03aTa € €Ha A0 ABC KAllKH Ha BCCKH 4ac, ¢ MOCTENCHHO HAMANABAHE [0
0T3BYHABAHCTO Ha BB3NAJTTUTC/IHHA NIpoLeC.

CrneuHanHy NoNyIanuy




Yeprnoodpobro u 6vbpeyroe yepexcoane
MAKCHUTPOJI xanxs 3a 09 He € H3CNEABAH [IPH [IALMEHTH OT TE3H NOMyIal{K. Blpeky ToBa, nopaan

HHCKaTa CHCTeMHA abcopOuysd Ha aKTHBHNTE BeleCTBa Clie] JIOKATHO NMPUIIOKEHHE Ha JeKAPCTBeHUA
NPOAYKT, HE € HeCOXOAHMO cNeHAIHA JO3HPOBKA.

Heduampuyna nonyrayus

besoracHocTTa M edleKTHBHOCTTA NIPH NEAUATPHYHHE ITAIHEHTH He ¢4 YCTAHOBEHH.

Hauus Ha npHaOKEHHE
3a OYHO NPHIOKEHHE.

byrunkara TpabBa na ce pasknatu Aobpe npeau ynorpeda.

Ciea nspROHAYaNHOTO OTBApAHE Ha GYTHAKATA OTCTPaHETe 3alIMTHHA NPBCTEH OT KAMadkaTa. AKO Ciell
OTBapsAHE Ha Kanaukara 3alluTHHAT NPBCTEH € pa3sxiiabeH, MaxHeTe o, IpeiM Ta H3NOI3BaTe MPOLYKTA.

3a 1a ce NpeAoTBpPaTH 3aMbpCABaHEe HA AIUTMHKATOPa-KalkoMep B CycleH3uaTa, TpaOBa 1a ce BHHMaEea Ja
HE C€ JOKOCBAT KICNaYuTe, 3a00HKaNAmaTa rd o0NacT HiIH JPYrH IOBBPXHOCTH C BBPXa HA aILTMKATOpAa-
KanmKkoMep Ha OyTunkara.

IlpenoppbyBa ce npuTHCKaHE Ha Ha30JaKPHMATHHSA KaHAL H BHHUMATEIHO 3aTBapsiHe Ha KIenaya ciej
npunoxenue. Tosa Moxe Aa peAylupa CHCTeMHaTa abcopOLHA Ha TeKapCTBEHH NPOAYKTH 38 OYHO
NPUAOKEHHE W KAaTO PE3YJITAT A4 C€ HAMAIAT CHCTEMHHUTE HEXENAaHH PEaAKI[HH.

[1pu u3noN3BaHE Ha MOBeYe OT eHH OGTANIMONIOIMYEH JIEKAPCTBEH MPOAYKT 32 JIOKANHO TIPHIOKEHHE €
HeOOXOAHM HHTEpBal OT 5 MHHYTH MOMexy uM. Masra 3a ouH TpsaOBa Aa ¢e MOCTaBH MOCIEAHA.

4.3 IIpoTHBODOKA3AHES

® (CBPBXYYBCTBHTEIHOCT KbM AKTHBHHTE BELIECTBA HJIH KbM HAKOE OT MOMOLIHHTE BEIECTBa,
H30poeHH B TOUKa 6.1.

e Xeprec cuMmieke Kkepatlt (Herpes simplex keratitis).
¢ BakcuHus, BapuuUela M APYyrH BUPYCHH 3a00N4BaHHA HA POrOBHLIATA HIIH KOHIOHKTHBATA.
¢ ['wOuuny 3a00nABaHMS HA OUHHTE CTPYKTYPH HIIH HEJIEKYBAHH NIAPa3HTHH HH(QEKIMH Ha OKOTO.
¢ MukobakTepnannn ouHu uHbpEKIHM.
4.4 CnensajeH npegynpexiesns 4 npeanazid MepKH OPH ynoTpeda

¢ IIpu HAKOM NAUMEHTH MOXeE 14 CE MOABH YYBCTBHTEHOCT KEM JIOKAJIHO NIPHJIaraHH
aMHHOITTHKO3HAM, KaTO HEOMHUHMH. CTeneHTa Ha peakMKiTe Ha CBPBXYYBCTBHTEIIHOCT MOXKE Ja
BApHpa OT JIOKATTHU e(eKTH A0 001a peakims KaTo epuTeMa, Chpoek, YpPTHKApHA, KOoXeH oOpHE,
aHapUIIaKCHsA, aHADUNAKTOUIHR peakiiHH HIIH OYIIO3HH peaKiuy. AKO C€ MPOABH PEeaKkHs Ha

" CBPBXYYBCTBHTEIHOCT IO BpEME Ha ynmoTpedara Ha TOBA ASKApPCTRO, JIeYEHHUETO TpadBa na ce

[IPEYCTAHOBH. .

* Karo AOITLiIHEHHE, IOKATHOTO NPHIOKEHHE Ha HEOMHIIHH MOXE J1a IOBE]
9YBCTBUTE/HOCT HA KOXKATA.




e Mosxke 1a ce NOABH KPECTOCAHA CBPBEXYYBCTBUTEIHOCT KBM APYTH AMMHOITHKO3HIAM H 3aTOBA
TpaOBa Ja ¢e HMa NPEABUA BE3MOKHOCTTA, TAUHEHTHTE, YYBCTBHTENHH KbM JIOKAJIHO
NPHAOKEHHS HEOMHLIHMH, Aa OBIAT YYBCTBHTEIHA KbM JPYTH JOKAJIHO H/HIH CHCTEMHO
[IpHUNaraHyd aMHHOTIHKO3HH.

¢ (epHO3HHM HEKECNAHH PEaKLHH, BKHOYHTEIHO HEBPOTOKCHYHOCT, OTOTOKCHYHOCT H
He(PPOTOKCHYHOCT ca HaboAaBaHy NPH NALKHEHTH, NONYYaBAllH CUCTEMHO HEOMULIMH MM MIPH
JIOKATHO MPHI0KEHHE BhpXY OTBOPEHH PaHH HNH HapaHeHa koxa. HepoTOKCHUHHE H
HEBPOTOKCHYHH PCAKIMH ¢a HabmoAaBaHK CHILO H IIPH CHCTEMHO IIPHIIOKEHHEe HA TTOTHMHKCHH
B. HezaBrcHMo 4€ Te3u peakivy He ca HaOa10AaBaHH Cliel] JOKAIHO OYHO MPHIOKEHHE HA TO3H
NpOIYKT, C€ NpenophyuBa NOBHHICHO BHUMAaHKE NpPH eIHOBPEeMEHHATA MY YIIOTpeda CbC CHCTEMHH
AMHHOTTTHKO3UIH UIH Teparus ¢ NOJIMMHKCHH B,

e [Ipoapmxurennara ynorpeba Ha OYHH KOPTHKOCTEPOUIH MOXE 1@ AOBEJE A0 OYHA XUIEePTEH3UA
H/HIH TIAyKOMa, ¢ YBpEXKAHE Ha 3PUTENIHUA HEPB, HAMAICHA 3PUTENHA OCTPOTa i AeekTH B
3PHTEJIHOTO N0Jie, M 0OpasyBaHe Ha 3aaHa cyOkancynapHa katapakra. [Ipy naupeHTH,
NMOTy4aBallH NPOABLKHTENHA OPTAIMOIOTHYHA KOPTHKOCTEPOHAHA TEPAIIHA, BETPEOUHOTO
Halqrane TpsaOBpa Aa ce mpoBepsaBa peAOBHO H 4eCTO. PHCKBT OT MOBHIIABAHE HA BETPEOYMHOTO
HaJIraHe K/HIH o0pasyBaHe Ha KaTapakTa, HHAYLHpPaHH oT ynoTpebaTa Ha KOPTHKOCTEPOUAH, €
IO-T'OJIIM NPH NPEApasnoIoKeHH NaueHTH (Hanp, AUabeTHIH).

IleanaTpAyHa nonyjaanus

ToBa € 0cO0€HO BXHO NPH NEAHATPHHUHY NANHEHTH, Thil KaTO PHCKBT OT KOPTHKOCTEPOHA-HEAYIMPAHA
OYHA XHMOSPTEH3HA MOXe N2 OBJAE MO-TONAM IIPH Jela 1 MOXE [1a CE TIOABH MO-PaHo, OTKOJKOTO MpH
Bb3pacTHHTE. MAKCHTPOJI xanku 3a oy He ce mpenopby4Ba 3a ynoTpeda npu NegHATPHYHE NallHEHTH,

. Cuunpom Ha Cushing u/uny Han6s6peyna HeIOCTAaTLYHOCT, CBBP3aHH ChC CHCTeMHaTa abcopOims
Ha ACKCAMETA30H 3a OYHO [IPHNIOXKEHHE, MOXKe J1a Ce TIOABAT ¢e HHTEH3UBHA WIH MPOABIKHUTEHA
HEMpeKbCHATa TEPAnus Npy NpeApa3noNoXKEHH NAIHEHTH, BKIUHTEIHO Aella H NalHeHTH,
nexyBaHH ¢ HHXuOuTopH Ha CYP3A4 (BRIIOYHTENHO pHTOHABHP U kKoOHLMCTAT). B Takupa caydam,
nedyeHueTo TpadBa 21a ce CIIpe Ype3 NOCTENeHHO HaMallaBaHe Ha Xo3aTa.

o KOpTHKOCTEpOHANTE MOraT Ja HAMANAT PE3HCTEHTHOCTTA KbM H JIa CTIOMOTHAT 33 Ch3/1aBaHEeTO Ha
HEYYBCTBHTENHHN OaKTepHAIHH, IEOHYHE, Napa3HTHH HIH BHPYCHH HHQEKIHH H A4 MacKHpar
KAMHHYHHTE CHMIITOMH Ha HHQEKIHATA.

- ['s6rynKTE HHPEKIMH Ca CYCTIEKTHH MpH IALMEHTH ¢ NEPCHCTHPAINA 93Ba HA porosuuara. [1pn
nosiba Ha reOHYHA HHGEKIMs, TEUEHHETO ¢ KOPTHKOCTEPOUAH TPAOBA /1a Ce MPeyCTAHOBH.

J Kakro ¥ 11pH JpyrH aHTR-HHQEKUHO3HA aHTHOMOTHUIIY, IPONBDKUTENHATA YNIOTpeba HA HEOMHIIHH
H NONMMHUKCHH B MoXe Ja JoBese 0 CBPBXPACTEX HA HETYBCTBUTENHH MHKPOOPraHH3IMH,
BKJIIOYMTETHO MBOHYKH. AKO Bh3HUKHE CyNepHH(eKIHa, IPEeKpaTeTe H3NOI3BAHETO H Ha3HAYeTe
aJITEpPHATHBHO JICYEHME, |

. AXKO TO3H JE€KapCTBEH NPOAYKT C€ IIPHJIara [IpH NAaUHMeHTH ¢ IIayKoMa, JIeyeHHETo TpsiOBa na Obie
OrpaHH4YeHO A0 JABE CSAMHLHY, OCBEH aKO MPOAL/DKHTETHOCTTa MY € ONPaBaHa; BbTPEOYHOTO
Hangraxe Tpabea 1a ce e peAOBHO [IPH TE€3H NAllMEHTH.

¢  KOpTHKOCTEpOHIHTE 38 JOKAITHO OYHO IPHJIOXKEHHE MOTaT Z1a 3a0aBAT 3a3paBAiBaHeTO Ha PaHH HA
porosuntata. UssectHo e, ye HCIIBC 3a nokanHo npuaoxkeHHe ChIIO 3a0aBAT 3a3ApaBiBaHETO.
EavospemeHHaTa ynoTpeba Ha CTEpOHIH 3a IOKATHO NpuiokeHne W iokaann HCTIBC




o  HsBecTHO e, ye nIpH yRoTpebaTa Ha IOKAJIHY KOPTHKOCTEPOMAH €A BE3MOXHH nepdopaiuy, KOraro
Ce MpHUIIArar npH 3a0o/s1BaHNs, TPHYMHABAIIA U3THHABAHE HA POTOBHIIATA WITH CKIIEPATA.

. 3PUTENHA CMYILICHHS
[1pu crcTeMHO H JTOKATHO NPHIIOKEHAE Ha KOPTHKOCTEPOUAN Ca BE3MOXKHU ChOOLICHHS 32 3PHTENHHA
CMYIICHHA. AKO TIPH NAITHEHT €4 HAIMIE CHMIITOMH KAaTO 3aMBIJICHO 3pEHHE HITH JIPYTH 3PHTENIHH
CMYILIEHHS, NALHEHTET TpAOBa Aa Obae Haco4eH 3a KOHCYATAUMA ¢ O(TAIMOJIOr 33 OLIEHKA Ha
Bb3MOXXHHUTE IMPHYMHH, KOHTO MOTaT Aa BKJIIOYBAT KaTapakTa, [JIayKOMa HIIH PeAKH 3a00MIBaHnsg
KaTo LEHTpanHa cepo3Ha xopropetuHonatua (LICX), 3a kouto ce cro01aBa c/len CHCTEMHO H
JIOK&JIHO H3MONI3BAHE HA KOPTHKOCTEPOMIH.

» Hocenero Ha KOHTaKTHU JIELM HE ce TIPEnophYBa N0 BPEME Ha JICYEHHE HA OYHO Bh3NajeHHe WAH
WHEKIHA.

. MAKCHTPOII xanku 3a o4 chaAbpika OeH3AIKOHHEB XJIOPH], KOHTO MOXe Na IPEAH3BHKA
Jpa3HeHe H € H3BECTHO, 4Ye 00e3BETABa MEKHTE KOHTAKTHH JeinH. Jla ce H309rea KOHTAaKT ¢ MEeXH
KOHTaKTHH Jielld. B cny4aii, 4ye Ha MauHeHTHTE € MO3BOJIEHO []a HOCAT KOHTAKTHH JISNIH, Te TpabBa
Aa ObJaT HHCTPYKTHPAHH AA OTCTPAHABAT KOHTAKTHHUTE JIELIM IPpeld NPHIOKEHHETO Ha
MAKCHTPOIJ] kanku 3a oun 1 Aa U34akat noHe 15 MEHYTH IpeH Aa I' [IOCTaBAT obpaTHo.

4.5 BsanMofieiicTBHE ¢ IPYTH JeKAPCTBEHH NPOXYKTH M Apyra GopMH HA B3aAMOJElicTBHE

He ca onucaHHd KIHHEHYHO 3HaYUMH B3auMoacicTeud ¢ MAKCHUTPOJI kankH 3a ouu.

¢ Ennospemennara ynorpeba Ha cTepoMIH 3a nokanHo npunoxenne u aokanud HCTIBC moxe aa
NOBHINH Bb3MOXKHOCTTA 3a RpoOAEeMH ChC 3a3/|paBaBaHe Ha POrOBULIATA.

¢ CYP3A4 yunxubutopy (BKIIOYMTENHO PUTOHABHD H KOOHIIHCTAT): MOraT 1a HaManaT KIHPBHCA Ha
ACKCaMETa30H, KOETO BOH A0 3acH/IBaHe Ha edekTHTE H HanOBOpeuHa HegocTaThuHOCT/CHHAPOM Ha
Cushing. KomOuHanuara TpaOBa aa ce H30ArBa, OCBEH aKO NMOM3aTa HAAXBLPAA YBETHYCHHS PHCK OT
CHCTEMHH KOPTHKOCTEPOUIHU eeKTH KaTO B TO3M Cirydail nauneHTATe TpaOBa na Opnar
NPOCHEAABAHH 32 CHCTEMHH KOPTHKOCTEPOHAHH €(PEKTH.

B3anMoaeiicTeis ¢a AOKJIAABAHH C OT ACAHUTSC KOMIIOHCHTH CJICT CHCTEMHO NMPUITOKCHHC, B'bl'[peKH TOBA,
CHCTCMHATA aﬁcopﬁunﬂ Ha aKTHBHHUTC BCIICCTEA € TOJNKOBA HHUCKA, Y€ PHCKBT OT B3aHMOACHCTBHE €
MHHHMAJICH.

4.6 ®epraanTer, GpeMEHHOCT H KEPMEHE

bpemeHHocT
Hama unyu uMa orpaHiuyens AaHHH OT YIIoTpebaTa Ha JeKcaMeTa3OH, HEOMHIIYH WIH MTOJTHMHKCHH B pH

OpeMEHHH KEeHA. AMHHOTJIMKO3HAHHTE aHTHOHOTHIHM KATO HEOMHEIMH IPEMHHABAT NPe3 IUIALICHTATA B
NJI0Ja CJie/l BEHO3HO NPHIoKEHHE npu OpeMeHHH KeHH. HeXTHHUYHO ¥ KIMHHYHO CHCTEMHO IIPHIAraHe
Ha AMMHOTTHKO3HH NIOKa3BaT MHAYLHPaHe Ha OTOTOKCHMMHOCT H HedpoTokcudHocT. [1pu
aIMHHHCTPHpPAHE Ha HHCKAaTa 034 OT PHAATraHeTO Ha TO3H JIOKANESH HPOAYKT, HE C€ OMAaKBA HEOMHIIHH
Aa NPHYMHH OTOTOKCHYHOCT MJIM HEPPOTOKCHUYHOCT HA 1noza B yrpodara. IIpn npoyusane ¢ mrsXoBe,
KOHTO ca NMPHEMAaJIH NEepopalHO HEOMHMIIUH B J03H A0 25 mg/kg Terno/AeH, He ca YCTAaHOBEHM aHHH 323
TOKCHYHOCT 3a MaHKara, TOKCHYHOCT 3a 1044 WIM TepaTOreHHOCT. [IpoabmkuTenHaTa il NOBTapAlna
ce yroTpeba Ha KOPTHKOCTEPOMAH IO BpeMe Ha OPEeMEHHOCT Ce acOLHHpA ¢ YBEIHYEH PHCK OT
H30CTaBaHe 10 BPEME Ha BETPEMATOYHMA pacTex. Jleuarta, poaeHH OT Maiiki, KOMTO ¢a NOAVIaBami ~..
3HAYHTENHH JO3H OT KOPTHKOCTEPOUAM N0 BpeMe Ha OpeMEHHOCTTA CH, Tpa0OBa aa 657 /

BHHMATEC/IHO 32 NPH3HALH Ha XHNOAAPCHANH3BM (BK. TouKka 4.4). IIpoyuBaHHsTa 1P
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PCIPOAYKTHBHA TOKCHYHOCT ClIe/] CHCTEMHO M OUHO NPUIIOKEHHE HA JeKcaMeTa3oH (BxK. TOYka 3.3
[IpenxnuHuyHn naHHM 3a 6e30nacHOCT). HaMa naHHH OTHOCHO 6e30NacHOCTTa Ha MONMMHKCHHE B npu
OpemeHHn xuBoTHH. MAKCHTPOJT kanku 3a ouH He ce NpenopbyBa o BpeMe Ha GpeMEeHHOCT.

Kbpmene
He e u3pecTHO nany nmokanHo NPHJIAraHUTE B OKOTO JeKCaMeTa30H, HEOMHIIME HIH MOJIHMHKCHH B ce

OTACTAT B MAHYUHOTO MITAKO.

AMHHOTIHKO3HANATE Ce OTAC/AT B KbpMara Ciie/l CHCTEMHO npunoxeHne. HaMa nauHu namm
AEKCaMETa30H M IIOJUMHKCHH B npeMHHaBaT B MaHUYHHOTO MIISIKO.

Bbpekn ToBa, BeposTHO € A2 He 6bAe OTKPHTO KOJHYECTBO OT JEKCAMETA30H, HEOMUIMH H MOMHMUKCHH
B B xbpMara K fia He MOXKe Aa JOBee R0 KIHHHYHM eeKTH NPH KbPMAYETO NPH MPaBH/IHOTO H3NON3BaHe
OT MalKaTa Ha TO3HW NPOIYKT 3a JIOKANHO 0YHO NpHokeHKe. PHCKBT 3a kKepMaueTo He Moxe aa Ople
uskmoveH. Tpadbpa fna ce npenenn nanmy Aa ce MpeKpaTH KbpMEHETO KK ia ¢e MPEeYCTaHOBH/Na He Ce
npucTbiiea KeM Tepanuara ¢ MAKCHUTPOJI xanku 3a oun, kaTo ce UMaT NpejBH NOJI3aTa OT KbPMEHETO
3a ACTETO 1 ON3aTa Ha Malikara 0T JIeYEeHHETO.

QEepPTUAHTET
HsaMa mansy anm w3nonsBaHETO HA HEOMHITHH HJIM MOIMMUKCHH B ce OTpa3siBa BbPXY PepTHIMTETA NPH

MBKE H XeHH. MMa HeoCTaThuHM KIHHHYHH JaHHH, 3a 1a MOXKe Aa ce oLeHH e(eKTa OT ACKCAMETa30H
BbpXY eprHMTeTa NPH MBKE H KeHH. [IpH M3CNeABaHMA HA IABXOBE, HEXKEKTHPAHH C XOPHOH
roHagoTponuH (UXI'), nexcameTasoH He € NpHYMHHA HEDNArOMpUATHH edekTH BBPXY PepTHAHTETa UM,

4.7 E¢exrn Bbpxy cnocofHOCTTA 33 modHpade H padoTa ¢ MAIMAH

MAKCHTPOJI xanks 3a o4H HAMA HIH HMa HE3HAYHTENHO BINAHKHE BHPXY CNOCOOHOCTTA 3a IodupaHe
# pabora ¢ MaumHYE. BpeMeHHO 3aMbIIABaHe HA 3PSHHAETO HITH APYTH 3PUTEIHH CMYIIICHHAA MOTAT fa
NOBIHAAT CIOCOOHOCTTA 32 1IodUpane uaH paboTa ¢ MAlMHH, AKO IIPY NOCTABIHETO HA ASKAPCTRCHHS
NPOAYKT 3PCHHETO CE 3aMBIUIH, NAHHEHTHT TPAOBa /la H34aKa AOKATO 3PEeHHETO ce IIPOACHH, IPSHH Aa
wodupa HNKM Aa paboTH ¢ MAlLHHH.

4.8 Hexxeanu JieKapcTBEHH PEAKIHH

CneannTe Hexenanu JIEKAPCTBEHH PEakIliy ¢a CboONIaBaHH 110 BpEME HA KIIHHHYHHA IIPOYUYBAHHA C
MAKCHTPOJI kanks 3a o4H H ca K1acHpHIHPaHH B CHOTBETCTBHE ChC CIEAHATA KOHBEHLMA: MHOTO
yecTi { > 1/10 ), yecn (> 1/100 a0 < 1 /10), Heyectu ( > 1/1 000 xo < 1/100), peaxn (> 1/10 000 go
< 1/1 000), muOTO peaxu (< 1/10 000), uiH ¢ HenszsecTHA 4ecTOTA (HE MOXKE Aa OB onpejeneHa or
HJIMYHHTE JaHHH ). B paMKHTE Ha BCAKA YECTOTHA IPyNa, HEXKENIAHHTE PeakI{Hy ca NpeJCcTaBeHH B
HH3XOJAI Pl 10 OTHOIIEHHE Ha TAXHATA CEPHO3HOCT.

CHCTeMO-OpranmH KAacoBe IIpeanountan TepMEH 0T MedDRA
Hapymenus Ha ounre Hevecmu: kepaTut, MOBUINEHO BETPEOYHO HANIATAHE,
chpOeKk B OYHTE, O4eH QHCKOMPOPT, Apa3HEeHE HAa O4YHTE

JlonbIHUTENHH HEeXXeNaHu PeaklMH, YCTAHOBEHH Ciie] OCT-MaPKETHHIOBO HaOJ0OAeHHE, BKIIOYBAT
ClleIHOTO. YecToTHTE HE MOTaT Ja ObAAT OLCHEHH OT HATHYHUTE JaHHH. B paMKHTe Ha BCEKH CHCTEMO-
OpraHeH Kiiac, HEXXEJAHHTE PeaKLH ca IPEACTABCHH B HH3XO0AALL pell Mo OTHOLICHHE Ha TAXHATa
CEPHO3HOCT.

CacreMo-opranns Kjiacope Ipeanounaran Tepman or MedDRA
Hapyimenus Ha nMyHHaTa CBPBXYYBCTBHTSIHOCT
CHCTEMA




Hapymmenus Ha Cunapom Ha Cushing, Hanbp6peuna HeqOCTaATBYHOCT

CHAOKPHHHATE CHCTEMA (BK. TOuKa 4.4)

Hapyinenns Ha HepBHaATa r1aBodoNHe

CUCTEMA

Hapywenus Ha ounre A3BEH KEPATHT, 3aMBIJICHO 3peHHe (BXK. CBHIIO TOYK:

4.4), dotodoOua, MUIpHA3A, [ITO3A HA KII€Maya,
Oonka B OUHTE, OTOK Ha OYHTE, YCEIaHe 3a YyXKA0
TAJIO B OYMTE, O4YHA XHIIEPEMHS, YBEITHYECHO
CIB30OTAESIIAHE

Hapymenua Ha koxara H Cunapom Ha Stevens-Johnson

MOAKOXHATA ThKAH

JIONBAHHTEHUTE HEKENaHU PEaKIMu, IPEACTABEHH 10-10Y, Ca JOKIaBaHU MpH €AHO OT AKTHBHHTE
BelecTBa Ha MAKCHTPOJI kanku 3a ovul, cycneH3u:

Hexenanu peakiluy npH JeKcaMeTa3oH:

CrenHuTe HEXETaHH peaklny ca ChoOIIaBaHy 110 BpeMe Ha KIHHHYHHA NPOYYBAHHS ¢ AEKCAMETA30H,
JIEKApCTBEHA (POPMA KalIKY 34 OMM, CYCTICH3HS / Ma3 34 OUH U ¢a KIacH(GUIMPaHH B CHOTBETCTBHE ChC
clieHaTa KOHBEHLHA: MHOTO YecTH (>1/10), wectn (>1/100 go <1/10), Hevectn (=1/1 000 go <1/100),
peaku (=1/10 000 g0 <1/1 000) n Muoro peaku (<1/10 000). ITpu Besiko rpylpase B 3aBHCHMOCT OT
YCCTOTATA, HEXENAHHUTE JIEKAPCTBEHH Peakilil ce W30posaBaT B HU3XOAALL pe N0 OTHOLICHHE HA TAXHATA
CEPHO3HOCT.

Hexelann peaknnan
Hpeanouuran TepMun or MedDRA
HapyimeHss Ha HepBHATA CHCTEMa Heyecmu: nucreysus
Hapymesua Ha ouurte Yecmu: o4eH AUCKOMQOPT
Heyecmu: kepaTnT, KOHIOHKTHBHT, CYXOTa B OKOTO,
HATHYHE HA BHTAJHO OLBETSBAHE HA POTOBHIIATA,
doTodobus, 3aMBIICHO 3peHHE (BXK. CBIIO ToqKa 4.4),
OYEH NPYPHTYC, YCEIIaHe 32 YYXKAO TA/I0 B OUYHTE,
YBEJIHYEHO CIIB300TACIISHE, aHOPMAJIHO YCCINAHE B
OKOTO, 00pa3yBaHe Ha KOPHUYKH No prda Ha Kienaya,
Apa3HEeHe B OKOTO, O4HA XHIIEPEMUSA

Cnc'remn-upraﬂun KJIacose

JOITBITHUTENHH HEKENAHH PeaKHH YCTAHOBEHH ¢/ NOCT-MAPKETHHIOBO NPOY4YBaHE, BKIIOYBAT
CIEIHOTO. YecTOTATE He MOraT Ja ObaT OleHEHH OT HATMYHUTE JaHHH. BLB BCEKH CHCTEMO-OpraHEH
KJIAC, HEXKEAHNTE JICKAPCTREHH PEaKLMH ¢a H30poeHU B HU3XOAM1] pell [0 OTHOISHHE Ha TAXHATA
CEPHO3HOCT.

HexcenaHA peakIHA

CHCTEMO-OPraHHHE KIACOBE [Ipeanountan Tepmun ot MedDRA

Hapymmienans Ha HIMyHHATa CHCTEMa C neussecmua yecmoma: CBPBXYYBCTBHTEIHOCT
HapymeHns Ha eHIOKpUHHATA C neuzgecmna wvecmoma.: CuHApoM Ha Cushing,
CHCTEMA HanOBOpeUHa HEOCTATHYHOCT (BX. TOYKA 4.4)
HapyuieHMs Ha HEpBHAaTa CHCTEMa C neusgecmua yecmoma. 3aMagHOCT, MaBofesrie——=

HapyinieHns Ha oumre C neussecmna yecmoma. rnaykoma, a3 B
MOBHINEHO BHTPEOYHO HaNATAHe, HaMé




OCTPOTA, EpO3KA HAa POTOBHUATA, [ITO34 Ha KNenava,
00i1ka B OKOTO, MHIPHA3A

Onucanne Ha A30PaHA HeXeIAUH PEeaKIUH

IIpH HAKOH NALMEHTH € Bb3MOXKHO Jia C& NOABH YYBCTBHUTEAHOCT KbM JIOKAJIHO TPHJIOKEHHTE
AMHHOTTHKO3HAH. OCBEH TOBA, JTOKAUTHOTO [IPHAOKEHHES HA HEOMHIIMH MOXKE Aa JOBEAE A0 KOXHA
YYBCTBHTEIHOCT (BXK. TOUKA 4.4).

[IpoawmxuTenHaTa ynorpeba Ha TOKAIHH KOPTHKOCTEPOHAM 34 OYHO MPHIOKEHHE MOXKe Ja JOBEIe A0
NOBHIIABAHE HA BBTPEOYHOTO HANIAraHe, C YBPEXKAAHE HA 3PHTEIIHHA HEPB, HaMaJieHa 3pHTENHA OCTPOTa H
neeKTH B 3pHTENHOTO N0Je, KAKTO H 00pa3yBaHeTo Ha 33 Ha cyOKancynapHa KaTapakTa (Bx. Touka 4.4).
Pa3BUTHETO HA BTOPHYHH HHPEKHH MOXE Jja ce [IOABH Cliel yrnoTpebara Ha KOMOHHALIHH, ChABPKALIH
KOPTHKOCTEPOHIH HIIH aHTHMHKPOOHH BellecTBa (BX. Touka 4.4). |
ITopanu HaTHYHETO HA KOPTHKOCTEPOMIHA CHCTARKA, IPH 3a0019BaHNS, IPHYHHABAILN H3THHABAHE HA
POTOBHIIATA WIH CKIepaTa, € HaJIMUE NO-BUCOK PUCK OT nepdopains (Bx. Touxa 4.4).

CrnofmaBane Ha NONO3HPARH HEKETAHH PEAKIHH

CbobmapaneTo Ha ONOIMPAHH HEXENAHH PeakLiK Ce paspeLiaBaHe 3a ynoTpeba Ha NeKapCTBEHHS
MPOAYKT € BaKHO. TOBa 1Mo3Bo/NABa Aa NPOABDKH HabMOAEHHETO HA CHOTHOICHHETO NI0N3a/pHCK 34
JIEKapCTBEHHA NPOAYKT. OT MEIHIMHCKHTE CTIELIHAIHCTH Ce H3UCKBA Ja ChoOIasar BCAKa MOZ03HpaHa
HeXelaHa peaKkiig 4pe3 HaHOHa/IHA CHCTeMa 3a CholIaBaHe:

Brarapas

H3mbenuuTeNHa areHIHs NO JISKApCTBaTa
ya. ,Jlamas ['pyeB” Ne 8

1303 Codus

Ten: +359 2 8903417

yebcaiit: www.bda.bg
4.9 Ilpenoznpane

[Topany XapakTEPUCTUKHTE Ha TO3H TIPOAYKT, HE C& OYAKBAT JOBIHUTENHY TOKCHUHK epeKTH pH 0CTpPO
Npefo3HpaHe CJIeA NOKaNHO NPHIIOKEHNE B OKOTO HIIH B CIy4ai Ha HHIHACHTHO IOTTBHINAHE HA IAJIOTO

ChABpPXKaHHE Ha OyTHIIKaTa.
JlokanHoTo mpenosupane Ha MAKCHTPOJI kanks 3a 04n MOXe Jja ¢& H3MHE OT OKOTO (OUHMTE) C XNajKa

BOJA.

5, PAPMAKOJOIHYHH CBONCTBA

5.1 ®apmakoaRHAMHYHR cBOlicTBA

PDapMakoTepaneBTHYHA Ipyna: 0QTalIMOJIOrHYHH, NPOTHBOBB3IIAIUTEIHH H aHTHHH(EKLHO3HH CpeACTBa
B KOMOHHAaUMA; KOPTHKOCTEPOHAH ¥ aHTHHH(EKIHO3HH CPEACTBa B KOMOHHALHA

ATC xon: SO1C A0l

MexaHH3bM Ha NeiCTBHE

Lexcamemason
To4HHMAT MEXaHU3BM HA NPOTHBOBBL3NANKTENHO AHCTBHE HA NIEKCAMETA30H HE € H




MHOXECTBO Bb3MAIMTEIHH LIMTOKHHH K 00pa3yBa MHOXECTBO MIIOKOKOPTHKOHIHH H
MHHEPAITOKOPTHKOHIHH €(EKTH.

Hoaumurcun B

[TonumMukcHd B e nukM4eH THNoNenTHA, KOUTO MPOHKKBA Npe3 KJIeThYHATa ¢TeHa Ha I'paM-
OTpHLATENHH DaKTepHH, 3a a necTabunu3upa iHTomIasMeHaTa MeMbpana. Tol € No-Manko aKTHBEH
cpewny I'paM-nonoxkuTeniy GaKTepHH.

Heomuyun
HeoMHUMH € aMMHOTTHKO3HIEH AHTHOMOTHK, KOHTO OCHOBHO MPOABABA CBOA €HEKT BHPXY HakTepHamHu
KJIETKH 4pe3 HHXUOMpaHe Ha IONMNENTHAHO CBLP3BAHE U CHHTe3aTa Ha pubosoMuTe,

MexaHu3bM HA PE3HCTEHTHOCT
PesicTeHTHOCTTa HA OaKTEpPHATE KBM MONMMHKCHH B € 0T XpoMO30MEH NPOM3X0H H € pANKa. JHaUCHHe
HMa MoAxdHKalUATa Ha ochonunuante Ha NUTONIa3MeHaTa MeMOpana.

Pe3dCTEHTHOCTTA KbM HEOMHIIHH HACTBIIBA MO HAKOJIKO pa3THYHH MEXaHH3MH, BKTIOYHTENHO (1)
NPOMEHH Ha pHOO3OMHKTE CyGenuHNIM B GakTepHanHara KiueTka; (2) HuTephepeHIys B
TPAHCITOPTHPAHETO HA HEOMHIIHH B KJIETKATa M (3) HHAKTUBaLMA (IpOMSHA B pelia) Ha aCHHIATHHTE,
¢ocdopunarin ¥ aneTHIATHU KNacoBe MogudULHpany eH3uMH. [eHeTHUHATa HHGOPMAaLUL 32
NpOAYKIMA H3 HHAKTHBHpAILH €H3HMH MOXe Aa 6bje NpeHeceHa no OakTepHalHHTE XpOMO3OMHE HITH
IJIa3MHUAH.

['paHH4HH CTOHHOCTH

Bcexu ml MAKCHUTPOIJI ceabpaa 6 000 IU nonumukcun B cyndar u 3 500 IU neomunuu cyndar.
['paHU4YHHTE CTOHHOCTH H iR Vilro CIEKTBPBT, KAKTO € IOCOYEHO NMO-J0JY, CE OCHOBABaT Ha JBoiiHATa
AKTHBHOCT HA NOJTHMHKCHH B MK HeoMULMH. ['paHiuHuTe CTOHHOCTH H30pOocHH TyK ca OasHpaHH Ha
NPHAOCOHTA PE3HCTEHTHOCT 3a CHEH(HYHH IAMOBE, OTKPHTH B O4HI HH(EKUHH H CbOTHOLIEHHETO B U
Ha NOJIMMHKCHH B kbM HeoMuinH B MAKCHTPON:

Pe3uCTEHTHH rpaHu4HU cToMHOCTU: > 5:2,5 10 > 40:20 B 3aBUCHMOCT OT DaKTEPUATTHHTE LaAMOBE.

YyYBCTBUTENTHOCT
WUndopmanuusra, nocoueHa 1no-qouy Jaea NpuOIH3NTEIHA HACOKA 3a BEPOATHOCTTA 32 YYBCTBHTEIHOCT Ha

MHKpPOOpTaHU3MHTE KbM MONUMUKCHHE B uinu Heomuuur B MAKCHUTPOJI xankwu 3a ouu. [Ipeacrasarero
no-aoay H3bpossa HaxTepHalHH [IaMOBE, BE3CTAHOBEHH OT BBHIIHH OYHH HH(EKIIMH.

PasnpocTpaneHueTo Ha npuAoOHTaTa PE3HCTEHTHOCT MOXKE Jia BApDHPA B Pa3IHYHATE reorpadcku obaacty
H OT BPEMETO 3a OIpPelieNieH! IIaMOBE, 3aTOBA € XKeNaTe/HO Aa ¢ U3MON3Ba MECTHA HHGOpMALHA 3a
PE3UCTEHTHOCTTA, 0COOEHO NpH IeyeHue Ha Texku nHdexuun. [Ipu veoOxoauMocT TpaOBa Aa ¢e MOTHPCH
ChBET OT CIICLHAIHNCTH, KOraTo JIOKIHO npeobaaaasanara pe3ucTeHTHOCT € TaKapa, Ye MOCTaBs Mo
BBIIPOC NMPUIIOKHAMOCTTA Ha KOMOHHAUATA Ha MOAMMHUKCHH B Hay HeoMHumMn, xakto B MAKCHUTPOII,
IIOHE MMPH HAKOH BUI0BE HHPEKITHH.

OBHUKHOBEHO YYBCTBHUTEJHH IIIAMOBE
AepolHE I'pamM-noN0KATEIHE MEKPOOPTANA3ZMH
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

Staphylococcus warneri

Streptococcus mutans

AepoOau I'paM-0oTpEIATEHE OPrand3MHE
Haemophilus influenzae

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella lacunata

Pseudomonas aeruginosa

Serratia species

IIIAMOBE, 3A KOUTO ITPUAOBHTATA PE3UCTEHTHOCT MOXE JA E
INPOBJIEM

Staphylococcus epidermidis (methicillin resistant - MRSE)

Staphylococcus hominis

Stapnylococcus lugdunensis

OPTAHHU3MH C HACJIEJAEHA PEZUCTEHTHOCT
AepobaH I'paM-NON0KETEANE MEKPOOPraHHIMH
Enterococci faecalis

Staphylococcus aureus (methicillin resistant - MRSA)
Streptococcus mitis

Streptococcus pneumoniae

Anaepofnu 6akrepan

Propionibacterium acnes

(DapMakoAUHAMHAYHE ¢DEKTH
JexcameTa3zoH € €HH OT Hali-MOLIHATE KOPTUKOCTEPOUIH, ¢ OTHOCHTENHA MIPOTHBOBB3MATHTENHA
NOTEHIIUA MO-TONAMA OT Ta3H Ha NPEHH30N0HA WIH XHAPOKOPTH3OHA.

KiMHWYHH DpOYYBAHHA
He ca n3BbpiuBaHE HOBH KJIHHHYHH MPOYYBAHHA C KAMKH 34 OYH H YIIH, ChABKAILN ACKCAMETA30H-
HEOMHLHH-TTONBMHKCHH B.

[lenuaTpuyHa NoMyaanus

beszonacHocTTa ¥ €(pUKACHOCTTA HA KAIKH 34 OMH H VIIH, ChIbPXAIIH ASKCAMETAa30H-HCOMHIHH-
MOJIHMHKCHH B He ca mpoy4ysaHu npu jAeua. 3a padopManid OTHOCHO HAYHH HA [IPHAOKEHHE, | Na3HH




5.2 PapMaKOKHHETHIHH CBOHCTBA

Abcopbirua

Hexcamemazon - Ciel NOKAIHO OYHO NPHIIOKEHHE B KOHIOHKTHBAJIHUA CAK, KOPTHKOCTEPOHIUTE KATO
iekcaMeTasoH ce alcopOHpar BhR BETPEOYHATA TEUHOCT H MOKE 112 C& TIOJy4H CHCTEMHA abcopOuma.
BbrpexH ToBa, Thil KaTO AO3MPOBKATA IPH JIOKATHO OYHO MPHIIOKEHHE € [T0-MaJIKa B CPABHEHHE MPH
CHCTCMHOTO IpHJIaraHe, O0MKHOBEHO HAMA KIMHHYHO JOKA3aTeCTBO 3a CHCTEMHa abcopOLus.
[lepopannaTa OHOHATHYHOCT HA AEKCAMETA30H MPH CYOEKTH H NALHEHTH Ge3 yBpExIaHHA ¢ B IPaHHITHTe
Ha 70-80%.

Heomuyun — V3cneipaHus Py 3aiiu OKA3BAT, Y€ ¢/ JOKATHO OYHO NPHJIOKEHHE, HEOMHIIHH CE
abcopbupa 6asHo BEB BETPeOUHATa TEUHOCT. AGcopbuMATa ce yBeNHYaBa, aKO POTOBHIIATa € C Hapyillesa
moBbpXHOCT. Ilepopannara abcopOiks Ha HEOMHIMH € HUCKA, ChC CPENHA CTOMHOCT OT 2.5%.
ITonumuxcun B — Ilpeanonara ce, 4e nonMMukcHH B He ce abcop6upa oT KOHIOHKTHBA/IHHS CaK.
CHCTEMHO NpUMOKEH MOJTHMHKCHH B He ce pasnpeziens BbB BETPEOUHATA TEUHOCT, JOPH NPH HAIMYHE HA
Bb3naneHue. CucreMHa abcoOpiks He ce OTUMTA NIPH IPHIOKEHHE B 0KoTO, [TonnMukcHH B He ce
abcopbupa nepopanso u obu4aliHo ce npuIara NOBLPXHOCTHO HIH MHTPABEHO3HO.

Pasnpenenenue

Hekcamemazon - Cnea MHTpaBeHO3HO NPHIIOXKEHHE, 0DEMBT, KOHTO Ce pasnpeneis B HENOABHKHO
cecTosHKe € (0,58 Lkg. In vitro He ce HabmoaaBa NpoMAHa B CBBP3BAHETO Ha YOBEIIKHTE MIIa3MEHH
NPOTEHHH IIPH KOHLUEHTPAUHH Ha fnexcaMera3on ot 0,04 1o 4 pg/ml cbe cpeHa CTOMHOCT HA CBBP3BaHE
Ha NpOTeHHATE OT 77,4%.

Heomuyun — ObeMbT Ha pasnpenenenue 3a HeoMuuuH e 0,25 1/kg ¢ HHCKa CTOHHOCT 32 CBLP3BAHE Ha
nna3MeHnTe nporenHy ot 20%.

TTonumuxcun B — llonumukcuH B uma mamsk o6em Ha paznpenenenue (0,07 — 0,2 1/kg) npH cepuo3no
Gonnu nauuentr. [lonnmuxcud B uma cpeano cpbp3pade KoM [1a3MEHHTE POTEHHH NIPH ManMeHTH Oe3
yBpexJaaHus (56%), BRIIPEKH TOBA, TO3H IIPOLEHT ce yBenuyasa no 90% npu cepHosuo GONAM NALHEHTH,
KBJAETO [1Na3MEeHUTe MPOTENHH, KbM KOHUTO NOJIKMHKCHH B ce cBBp3Ba, al-glycoprotein, Moxe na
JOCTHIHAT 5-KPATHO YBEIMYEHUE B KPBBHHS CEPYM IOpaig# CTpec.

Buorpanchopmanus

Hexcamemaszon - Ciiex nepopaliHo npunoxeHne Ha 1o3ata, 60% ot gosara ce otkpura noj dopMara Ha
6f-xuapoxcHaeKcamMeTasoH, a 5-10% ce OTKpHBa KaTo ZOMBJIHHTENEH MeTaboanT, 6f-xuapoxcu-20-
JHXHAPOJeKCAMETA30H.

Heomuyun — MeTalOnH3IMBT Ha HEOMULHH € HE3HAUNTEJICH.

Honumurxcun B — He e n3BecTHO.

EnuMHHHpaHe
Hexcamemason - Cnea HATPABEHO3HO NPHJIOKEHHE, CHCTeMHHAT KHpbHC € 0,125 I/hr/kg. Bpemero na

NONY)KMBOT € AOKJIAABAHO KATO 3-4 yaca, HO € YCTaHOBEHO, Y€ € MalTKO IO-ABIro IpH MB:KeTe, Tasu
Ha0MmIoAaBana Pa3HKa He Ce CBBP3Ba KbM NPOMEHHTE HA CHCTEMHHSA KIAPLHC, 4 KbM PA3sNHKATE B 06eMa
Ha JHCTPHOYIMA H JoBewkoTo Terno. Cea uuTpaBeHo3Ho Ho1yc npuioxenue, 2,6% 0T HEIPOMEHEHOTD
JICKApCTBO C€ OTKPHBA B YPHHATA.

Heomuyun — CucteMno abcopbHpaHHAT HEOMHLIUH NIPHHIHITHO CE H3XBHPJIA HENPOMEHEH B
H3npaxnaeHusta (97%) u B ypunara (1%).

Hopumuxcun B — OOMUAT KNHPHHC Ha nonaMukchl B e 0,27-0,81 ml/min/kg npu ceprosHo GonHu
MaUHEHTH (HalpHMeP CEncHC), Kato < 1% oT HHTpaBeHO3HATa 1033 C& OTKPHBA KATO HENPOMEHEHO
NeKapCTBO B ypHHATA, KOETO NpeAnonara, 4¢ ITbTAT Ha €TIMUHHPAHE He e npe3 6p0pennTe u OIH 10
ABJNBI IO1Y-XXHBOT B IUTa3Marta. [lonMHKCHH B He ce nmposBaBa KaTo cyGeTpar wilk |
OCHOBHMA 1TUTOXpOM P450s.

-"'"__-._“_- -



Bprika(n) papmakoknHeTHKa-PapMakoIHHAMHKA

Bpb3kara ¢papmakoxuHeTHKa-PapMakoaHaMHKa Cell IOKAJIHO OYHO NPHIOKEHHE He € YCTAHOBEHA.

5.3 IIpenxTHHAYHE JaHHH 32 GesonacHocT

HexHHHYHHTE JaHHK TIOKA3BaT, Y€ HAMA CIelHalHa ONAaCHOCT 3a X0opaTa NPH JOKAIHO OYRO
IPUIOKEHHE HA NEKCAMETA30H, HEOMUIIMH WM TIOTHMUKCHH B, Ha 6a3aTa Ha KOHBEHLIHOHATHUTE
NPOYYBAHHSA 32 TOKCHYHOCT MPH MHOT'OKPATHO NMpHJIaraHe, FeHOTOKCHYHOCT MIIM MTPOYUBaHHK4 3a
KapUHHOTeHeH noTeHnan. [Ipy HekIHHHYHHA NpoyYBaHHA Ha BB3IIPOH3BSKARHETO H PA3BHTHETO Ca
Ha0monasaHy eeKTH OT AEKCAMETA30H CaMO MPH J03H, CYMTAHM 33 3HAYMTETHO HAJIBHINABALIH
MAKCHMAJTHATa YOBEIIKA J03a NPH JIOKAIHO OYHO IPUIIOKEHHE, KOSTO MOKA3Ba Ye HIMA [TOYTH HHKAKBA
BPB3Ka KbM KJTHHHYHATA YIIOTpeda npy KPaTKOCPOYEH KYPC Ha TEpPANUA ¢ HUCKH JIO3H.

HNMa Manko Wi HAMa HalM4YHH JaHHH OTHOCHO 0€3011aCHOCTTa HA HEOMHIMH H MOTHMEKCHH B B
HEKJIMHHYHH [IPOYYBAHYS HA BB3IPOH3BEXKIAHETO U PA3BHTHETO.

6. PAPMANIEBTHYHHU JAHHHA

6.1 CnachK B2 HOMOIHHATE BEIIECTBI

HaTtpues xnopun

[Monucopbar 20 (E432)

beH3ankoHHEB XJIOpH]

XHnpoMeno3a (X\IpoKCHIPONMIMETHIL Y1032, E464)
KoHueHnTpapaHa CoONMHa KHCEIHHA H/HIH HATPUEB XHAPOKCHA (32 Kopexuus Ha pH)
ITpeuncrena Boaa

6.2 HecLBMECTHEMOCTH

He e npanoxumo.

6.3 Cpox ma rognocTt

2 TOHHHA.

Ja ce H3XBLPIH 4 CEIMHIM Clie]l IEPBOTC OTBAPAHE.
6.4 Cnenuanay yCAOBHA HA ChbXpAHEHHE

Jla He ce cpXpaHsABa NpH TeMnepaTtypa Haza 25°C.

Ha ne ce 3aMpasgsa.

Crxpanasafire Syrunkara B H3paBeHO MONOKEHHE.
CoxpanaBaiite KOHTEeHHEPA ILTBTHO 3aTBOPEH.

6.5 Baa B chAbpKanHe HA ONAKOBKATA

[InacTMacoBa 6yTiika ¢ amnHkarop-kankoMep (ot [TEHIT) u nonunponuneHoBa kana
3aMINTEH IPBCTEH.




ClIeAHHST BHJ ONAKOBKA € B Tpofaxda: KapToHeHa KYTHS, ChABbPHKALIA 1 6yTrnxa ot 5 ml.
6.6 Cnenpanny NpeanasHd MEPKH NPH H3XBBLPJIAHE

HaMa cnenHajsHy H3INCKBAHHA.

7 IIPUTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuernberg
I'epMaHus

8. HOMEP HA PA3PEIIIEHUETO 3A YIIOTPEBA

11-0453/20.08.2007
Per. Ne 9600036

9, TATA HA ITBPBO PASPEILIABAHE/ MMOJHOBSIBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha IBPBO pa3spelliaBane 3a ynotpebda: 1() anpun 1996 r.
Jlata na nocneaHo noaxoeaBane: 20 asryct 2007 .

10. TATA HA AKTYAJIN3RPAHE HA TEKCTA

21 auyapu 2018




