KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHA ITPOAYKT
HekcaAxyp 1 mg/ml kanku 3a o4u, pa3TBOp

DexaAjur 1 mg/ml eye drops, solution

2. KAYECTBEH U KOJTUYECTBEH CBHCTAB

1 ml paztBop craspka 1,0 mg nexcameTraszoHoB docdat (dexamethasone phosphate) Kato
AeKcaMeTa3oHOB HaTpueB pocdat (dexamethasone sodium phosphate).

IToMOIIHH BeINECTBA C H3BECTHO ACHCTBHE: IMHATPHER (ocdar auxumapar.
Bcexu ml ot pasteopa ceappika 1,974 mg docdaru, exsusaneHray Ha 3,7 mg auHarpues gocdar

NUXHRPAT.

3a ITBJIHKA CIIACHK HA NOMOIIHUTE BENIECTBA, BHAKTE TOUKA 6.1.

A1 BSHUTENHA ATEHUMS N0 NEXAPCTBATA
MWHW Npuacxevue 1

3. JIEKAPCTBEHA ®OPMA

Kanku 3a o4H, pa3Teop
bezuseTHa, OucTpa TeMHOCT, 6€3 BUOHMH YaCTULIH.

4. KJIMHHYHHU JAHHH

4.1 TepaneBTHYHH NOKa3aHHA

JleueHHe HA MOJATIMBA HA CTEPOUHA Tepanud, HeHHQDEKLIIHO3HU Bb3NATHTENHH H aNeprudHU
CLCTOSHH HAa KOHIOHKTHBATA, pOrOBHALIATA Y NIPEIHHA CETMEHT Ha OKOTO, BKIFOYHUTEITHO NTOCT-
OINIEPATHRHO BH3NANCHHE,

4.2 J03HpoBKa M HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Ynompeba npu eb3pacmuu, ex10YUMeERHO U NAYUESHMY 8 CIMAPYeCcKa 6b3pacm

ITpH TeXXKkO B OCTPO Bh3NANIEHHUE, A03aTa € eIHa WIH ABE KAlKH B KOHIOHKTUBAJIHHAA C3K Ha
3aCerHaToTo OKO (0uM) Ha Bcekd 30 ao 60 MHHYTH, XaTQ Ha4aJIHa TEparus.

Crnen nocTurane Ha 6iarolpUATEH pe3yaTaT, 4€CTOTaTa Ha IPIWI0KEeHNE TPAOBa Oa ce HaMalli Ha
€NHA WIX JBE KaNKY B KOHIOHKTUBAJTHUSA CakK Ha 3aCErHaToTo oko {0YHM) HAa BCEKHM [1BA 0 Y€THPH 4Yaca.
Jo3aTa MOJKe ZOTbIHUTEIHO Ja c€ HAMATH A0 €JHa KalKa, TpPH WA YeTHPUA IbTH THEBHO, aKO TOBA €
JOCTATHYHO 33 1a C€ KOHTPOJIHPA Bh3NANCHHETO.

AKO KelaHuAT pe3yNTAT He ce MOCTHTHE A0 TPU-YETHPH JHM, MOXKE A4 C& HAJIOXKH JOITBIHUTETHO
CHCTEMHO HIH CYOKOHIOHKTHBANHO JICUEHHE.

HpH XPOHHTHO BBE3NIAICHHE, 103dTa € €1HA WIH JBC KAlIKH B KOHIOHKTHEBAITHHA CAK Hd 3aCCTrHATOTO
0OKO (O‘IH), Ha BCCKH TPH A0 IICCT Yacld, HJIH TOJKOBA 9ECTO, KOJIKOTO € He00X0IHMO.

HpH aJIEPIrdi HIIA cnabo BBh3[NAJICHHE, obHJaiiHara 003a € €¢JHa HIH ABC KallKH B KOHHOHKTHBAIIHHA




Hpenop'btui'renﬂo € PEACBHO Ja CC MpocacaABa BbTPCOYHOTO HANATAHC.

Cnen MPHIOKCHHE Ha NCKAPCTBEHHUA NPOAYKT CE€ NMpENOPbhiBa BHHMATEITHO 3ATBapsAHE HA KJICIaya H
[IPATHCKAHC Ha HA30JJaKpHUMAJITHHA KaHaJ 34 2 MHHVYTH. ToBa Moxe na peayuHpa CHCTCMHATAa
aﬁcﬁpﬁuuﬂ Ha [IPWIArdHUTE B OKOTO JICKAPCTBEHH IMPOAYKTH H KaTO PE3YJTAT Jd HaMalld CUCTEMHHUTC
HEXEIJIAHH JICKAPCTBCHH PCAKIIMHA.

ITpu e ZHOBPEMEHRRO MPHJIOKEHHE ¢ APYT o TATMONIOrHUeH MPOAYKT, HHTEPBANHT MEXY NMPHIAraHETO
Ha [IBeTe JleKapcTBa TpAOBa Aa € He Mo-MaTbK 0T 5 MHHYTH. O9HHTe MazK TpaOBa Ia ce nmpuiarar

NOCJNEIHH.

CneuualHy nonyJaaluH

IHeduampuwna nonynayus
besonacHocTTa H epUKaCHOCTTA Ha ACKCAMETA30H KaNKH 3a O9H HE Ca YCTAHOBEHH IPH NEeIHATPHYHH
nal{eHTH.

Cmapuecka sb3pacm
He ca Habmoaasany paziHdua B 6€30MaCHOCTTa HIIH e KTHBHOCTTA MEXKAY BB3PACTHH U NMO-MNaaH

MMAITHCHTH.

Ynompeba npu nayuenmu ¢ 4epHodpobru u brbpeunu yepencoanus
He ca nmporexaaHu NpoyuBaHUA ¢ AeKCAMETA30H KANKH 32 OUH NIPU NaLMEHTH ¢ YepHOAPOOHH H

616peunn yepexxaaHus. [Topann HHUCKkaTa cucTeMHa abcopbuua Ha aekcaMeTasoH Clej TOKATHO 04HO
NpUIO)KEHNE Ha JIEKapCTBEHUA NMPOAYKT, He € HeoBXxoAMMO cneHanHo afanTHpaHe Ha J03aTa.

HauMH Ha NpWIOKEHHE
3a NOK&IHO OTHO NMPHIOKEHHE.

TpaOsa na ce BHMMaBa a HE ce JOKOCBAT KJIeNauuTe, 3a00uKanamara ri o61acT HiH ApyrH
MOBBLPXHOCTH ¢ BhpXa Ha alIMKaTop-KankoMepa, 3a Aa ce u3bertHe eBEHTYaIHO 3aMbpCABaHE Ha
arlJIMKaTop-KanKoMepa M pa3TBopa.

JexcaAKyp KankH 3a O4Hd, PasTBOP € CTEPHIIEH PA3TBOP, KOKTO HE ChAbDXA KOHCEPBAHT.

4.3 IIpoTuBONOKA3aAHHA

. CBpBXYIYBCTBUTERHOCT KbM JEKCAMETA30H HIIH KBM HAKOE OT MNOMOLIHHUTE BEILECTBA, H30pOEeHH
B TO4Ka 6.1.
Xepnec CUMILTEKC KEpaTHT.

. BakcHHauus 3a Bapyosia, BApHLENA U IPYTH BHPYCHH 3a00ngaBanynd Ha pOrOBMLIATA WIH
KOHIOHKXTHBATA.

° OcTpH, HENEKYBaHH DaKTepHATHH HHPEKLHH.
I'bOuaHM 3ab0nsBaHNA HA OUHUTE CTPYKTYPH WIH HENEKYBAHU [1apa3UTHH OYHH HHQEKLIWH.

. Miukobakrepuanii HHPEKIHH Ha OKOTO.

4.4 CrneunanHH npeaynpexIeHHs H Npeana3HH MepKkH npn ynotpeba

o [IpoxvmxurenHara ynorpeda Ha KOPTHKOCTEPOHIM 3a JIOKATHO OYHO NMPUIOKEHHE MOXKE a
NOBUIIM BHTPEOYHOTO HANATaHe (TAayxoMa), KOETO [a MPHINHH YBpPEKIaHEe Ha 3PUTEIIHUA HEDB,
HAaMAIeHA 3PUTEJIHA OCTPOTA H AS(EKTH B IPUTEIIHOTO NONE, KAKTO U Ia JOBeAE 10 oOpasyBaHe
Ha 3aJHa cy0KancyllapHa KaTapakTa.

[IpenopbrYHTENHO € BRTPEOUHOTO HanATaHe Aa c¢ NMPOBEpPABRA 9ECTO NMPH MALMEHTH, MOLJI0XKEHH

Ha NPOABRIKUTENIHA TEPAIlHA ¢ KOPTUKOCTEPOUAH 3a 04Ha ynoTpeba. ToBa e ocobeHo
NeAUaTPHYHH NALMEHTH, Thil KaTO PUCKBT OT CTEPOHAHO-HHAYLIMPaHa OYHa XHIlep
na OpJe Mo-roJIAM NPH Jeua U € Bb3MOXHO 13 C€ HOABH NO-PaHO OT CTEPOHAHUA
BBb3pacTHU. JlekcaAXyp Kalky 3a OuM He e pazpelleH 3a ynotpeba npu neauarp
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¢  PHCKLT OT HHOYLMPAHO OT KOPTHKOCTEPOHIH MOBHIIEHO BTPEOTHO HA/LATaHE WHIH 00palyBaHe
Ha KaTapaKTa ce YBEeAWUaBa NpPH MpeApasnoioKeHH NalueHTy (Hanp. ¢ quaber).

s  Axo JlekcaAxyp Kanku 3a OUM c€ Npujara nNpy NauneHTH ¢ IIayKoMa, JedeHHeTo Tpadea xa ce
OTpaHH4M [0 JIBE€ CEAMHLH, OCBEH AKO MO-ABJINOTO NiedeHHe € onpasano. BrTpeouHoTo
HanAraHe Tpa0Ba Ja ce clnean peryaspHo.

e IIpu npeapaznonoxeHy NalMEHTH, BKJIIOYUTENHO Jela U NALMEHTH, IEKYBaHH ¢ MHXHOUTOPH Ha
CYP3A4 (BKMOYHTENHO PHTOHABHD U KOOHLMCTAT), 1€ HRTEH3HBHA HJIH NPOIbIKUTEHA
HENPEKBCHATA TEpaMnus € Bb3MOXHa M0ABAaTa Ha CHHIPOM Ha Ky IMHI Wnin Haa0bn0peyuHa
HEeJIOCTaThYHOCT, CRBP3aHH ChC CHCTEMHATa abcopOLua Ha 0YHO NMPHIOKEHHA JexcaMeTaloH. B
TE3H CITy4Yau, nedeHuero Tpiadna aa ce MPEyCTaHOBH 9pe3 NOCTENEHHO HaMAISBRaHe Ha J03aTa.

o Koprukocrepouiute MOTaT 1a HAMATAT PE3UCTEHTHOCTTA KBM M J1a CIIOMOTHAT 332 Rb3HHKBAHETO
Ha OakTepHalH{, BHPYCHH, FbOMYHH WM NTapasUTHH OYHH HHPEKUNH U 1a MACKUpAT
KJIMHHMHUTE NPA3HAUM Ha HHpeKLHATA.

¢ [lpu naumenTH ¢ NepcHCTHpAIM A3BH Ha poroeyliaTa Tpabpa 1a ce noao3Hpar rkOMYHU
HHeKIIHH. AKO Bb3HHKHE rEOMYHA HH($pEKLMA, ICYSHHETO ¢ KOPTHKOCTEPOUAH TpAOBa na ce
NpeyCTaHOBH.

e JleyeHHeTo He TpAOBRA Ja ce MpeyCTAHOBABA ITPEXAEBPEMEHHO, 3al10TO PAIKOTO IMPEKBCBAHE Ha
JIOKAJIHO JIEYeHHE C BUCOKH J03M Ha OYHHM CTEPOUAM MMa BEPOATHOCT Ja NPEAU3BHKA [TOBTOPHO
OYHO BB3INAICHKE,

e KopTHXocTepoHAHTE 33 JJOKAIHO OYHO NPAIOKEHHE MOrar Aa 3a0aBaAT 3a3ipaBsiBaHETO Ha
HapaHeHa poroexua. M3eectHo e, ye HCIIBC 3a noxanHo MpuUIo:KEHHE CHILO 3a0aBAT
3a3aApaBABaHeTo. EaHoBpeMenHaTa ynorpeda Ha noxanay HCTIBC ¥ ctepouu 3a JIOKANHO
NPUIoKEHNE MOXE J1a YBEJIHYH BB3IMOXKHOCTTA 3a MpolJieMH ¢ nmpoLeca Ha 3a3apaBsBaHe (BK.
TO4YKa 4.5).

s  [Ipu 3abonsBanug, NPpHYUHABANIM U3THHABAHE Ha pOrOBHLIATA WIM CKJlepaTa, yroTpebdara Ha
JIOKAJIHHK CTEPOHIH MOXe Aa AoBeae N0 nepdopalny.

e [Ipu cHCTEMHO H JIOKAIHO IMPUAOKEHHE HA KOPTHKOCTEPOHIH Ca Bb3MOXHH chOOIIEeHHA 3a
3PUTEAHK CMYIIEHHS. AKO ITPH NAlMEHT €a HAUTHLE CHMITTOMHA KaTO 3aMBbIJIEHO 3PEHHE UIIH
APYTH 3PUTENTHH CMYILEHHA, TALUEHTHT Tpa0Ba 1a 6bae HacOYEH 33 KOHCYATAIMA ¢ ofranMonor
3a OLIeHKA Ha BE3MOXHHUTE [IPHYMHH, KOUTO MOTraT Ja BKIKOYBAT KaTapakTa, IMIayKOMa HIIH pelKH
3a00/19BaHKA KaTO LEHTpATHA cepo3na XopHopeTtuHonatna (LICX), 3a kouTo ce crobmana crien
CHCTEMHO M JIOKATHO M3MOJ3BAaHE HA KOPTHKOCTEPOHIH.

o HoceHeTo Ha KOHTAKTHH JICIM HE Ce NPENopbhYBa MO BpeMe Ha jieyeHUe Ha O4Ha HHPEKLUA WIH
Bb3MaJCHKE.

e Bceku ml ot pasteopa ceabpka 1,974 mg pocdary, ekBUBaNCHTHH Ha 3,7 mg AHHATPUEB
docdar auxuapar. MHoro psaako ce cpo011aBa 3a Clydad Ha KanuHPHKauus Ha pOroBuIiaTa,
Hajlaralila X HpypruyHo npHcaxaaHe Ha porosHua 3a BL3CTAHOBABAHE HA 3PEHHETO IIPH
NalLHEHTH, IEKYBAHH ¢ 04 TATMONOTHYHH MMPENapaTH, CbABpXKalM docdaTy, kaTo ACKCAMETa30H
¢ocdar. [Ipu NEpBH NpU3HALY Ha KanM(pUKALHg HAa pOrOBHLATA JIeKapCTBOTO TpsabBa Ja ce
CIIpE ¥ MalMeHTRT A4 NPEMUHE Ha MPOAYKT HeChIbpiKall (ocpaTH.

4.5 BianMmozaeilicTBHe ¢ IPYIH JIEKAPCTBEHH NPOAYKTH M ApYrH fopmMi Ha BlauMonelicTBHe

EnHoBpeMeHHaTa ynoTpeba Ha CTEPOUAHM 3a IOKATHO prunoxeHue H noxanan HCIIC moxe na
MOBHIIM BBE3MOKHOCTTA 3a NpodneMHy che 3a3apaBsiBaHe HA pOrOBHLIATA.

Huxuburopure Ha CYP3A4 (BKIIOYMTENHO PHTOHABHD ¥ KOOHUHKCTAT) MOTAT Aa NOHKDKAT KIHPbHCa
Ha JeKCAMETA30H, KOeTO Ja A0BEeIe A0 3aCHICHH e(ekTH H aJpeHaIHa CYNpecHs/CHHAPOM Ha
Kymuur. Kom6unanuata TpaOea aa ce n30Arsa, OCBEH KO TION3aTa HANBUILABA MOBUIICHHS PUCK OT
CHCTEMHU KOPTHKOCTEPOHIHH HEXEIAHH IEKAPCTBEHM PEAKLHHM, KATO B TAKbB CIy4Yald MallMEHTHTE
Tpa0Ba 1a ce MpocieAABaT 3a N105Ba HA CHCTEMHH KOPTHKOCTEPOHAHH edekTH.

B3auMoaeicTBHA ca A0KNaABaHU CNIEI CHCTEMHO IIPWIOKEHHE HA NCKCAMETA30H. CHucreMHara

MHHHMAJICH.



4.6 @epTHAHTET, OPpeMEHHOCT H KbpMeHe

@EePTIIHUTET

He ca npoeexnaHy NMpoy4YBaHUA 3a OLICHKA Ha eekTa OT JJOKATHO OUHO NPHIOKEHHE Ha
AeKcaMeTa3oH BbpXy QepTrianTeTa. iIMa HeJOCTaThIHH KIIMHHYHH JaHHH, 3a 13 MOXe Ja Ce OLCHH
edekTa Ha TexcaMeTazoH BBPXY QEPTWIHTETA NPH MBXKE WIK XeHH. IIpH uiciensaHms BupXy
IUTbXORBE, HEDKEKTHPAHHU ¢ XOpUOH roranotponu (MXI'), nexcaMeTazoH He € MPHUHHII
HeOnaronpHATHY €PEKTH BEPXY (PEPTIWIHTETA HM.

bpeMeHHOCT

HaMa noaxonsmy WiH 1o0pe KOHTPONHPAaHH MPOYYBAHHA 33 OLIEHKA HAa KAIKH 332 09H, ChAbPXKallH
HEKCAMETA30H Cllell O4YHO NMPHAOKEHHE TpH OpemeHHH xeHH. [IpogbmkUTenHaTa AIM MOBTAPALIA CE
ynorpeda Ha KOPTHKOCTEPOHIH MO BpeMe Ha OpeMeHHOCT ce acCOLMMPa C YBeIHY€H PHCK OT
M30CTaBaHe 10 BpeMe Ha BbTPEMAaTOYHHA pacTex. Jleuara, poeHH OT MaiKy, KOHTO Ca MOJyYaBalH
SHAYHTEHH 0034 KOPTHKOCTEPOMAM 110 BpeMe Ha OpeMeHHoCTTa ¢, TpAbra ga Obaar HabmoaapaHu
BHHMATETHO 3a MPH3HALIM Ha XHUnoaaApeHann3eM (BXK. Touka 4.4). [IpoydBaHHATA IPH XXHUBOTHH
MOKAa3BAT PENPOAYKTHBHA TOKCHYHOCT CJI€J CHCTEMHO NPHIIOKEHHE, JIOKATHOTO OYHO ITPWIOKEHUE
Ha 0,1% InexcaMeTas’OH CBILO TaKd € JOBENOo 00 AaHOMAJIHH B IUIOAA TIpH 3aiiu (BXK. To9kKa 3.3).

JlexcaAJKyp KallKH 3a O49H He ce NMpenopr4Ba 3a ynotpeba no ppeMe Ha 6peMeHHOCT.

KspMeHe
CucreMHO pHIaraHuTe KOPTHKOCTEPOHIN MTPEMHHABAT B MAMMHHOTO MJIAKO B KOJIMYECTBA, KOUTO

MOTr'aT Ja Bb3OeHCTBAT HAa KbpMaueTo. He e M3BECTHO AATM MPWIAraHus JIOKAIHO B OKOTO
JIEKCaMeTa3l0H ce OTIeNd B MAHYHMHOTO MJIAKO. Manko BEpoATHO € KOJIXYeCTBOTO NEKCAMETA30H, cliel
JIOKAIHO O4YHO MPUIOKEHUE Ha NMPOAyKTa pH Malikara, Aa ce OTKpHE B KbpMaTa WM A4 [TPeAN3BHKA
KIHHHYHHU eQeKTH NPy KbPMAadeTo.

PHCKBT 3a KBpMa4eTO He MOXe Aa Orae uzkmoueH. Tpabea ga ce NpeLeHH AaNH Ja ce MpPeKpaTH
KbPMEHETO MJIM Ja C& NPEYCTAaHOBW/a He C€ NPUCTLIBA KbM TE€PANMATA ¢ J[eKCaAKyp KallKH 32 04H,
KaTo ¢ce BieMe MpeABK] M0J13aTa 0T KbPMEHETO 3a JeTETO M NOJ3aTa 32 MalKaTa OT Ie9eHHETO.

4.7 EdexTH B:pXxy cnocobHocTTa 32 opHpaHe H paboTa ¢ MAIHHH

JlekcaMeTa30H KalkH 3a O4H He MOBAHABA HIH NOBIUABA TpeHeOpeKUMO CITOCOOHOCTTA 3a IoUpaHe
u paboTta ¢ MallIUHH.

BpeMeHHO 3aMBIIABAHE HA 3PEHHETO WIH IPYTH HapYMICHHA Ha 3DEHHETO MOraT Ja IIOBJIHSAT
cnocobHOCTTa 33 WwodHpaHe Win pabora ¢ MaIIHHM. AKO Ce NOSBH 3aMBIIIEHO 3pEHHE, ALMEHTHT
Tpa0Ba na H34aka, 1OKATO 3PEHHETO MY C€ MPOACHM NMpEaH Aa modupa WiH Ja paboTH C MALIMHHA.

4.8 HexenaH eKapcTBeHH PpeaAKUHH

Pe3sioMe Ha npoduna 3a 6e300acHOCT
B x1MHUYHK MPOYYBAHUA Hall-4yeCTO JOK/IaNBaHaTa HEXeNlaHa peaklns € 04eH TUCKoM(popT.

TabnyuHo npeacTaBaHe Ha choflilaBaHNTe HexeNaHH PeaKLMH
ClieIHUTE HeXeNaHH NeKapCTBEHH Ca KTaCHHLMPAHH ChIIACHO ClIEIHATa KOHBEHIHA: MHOTO 9€CTH

(>1/10), gectn (=1/100 no < 1/10), neyectu (= 1/1 000 pgo < 1/100),peaxu (=1/10 000 o <1/1 000),
MHOTO peaky (<1/10 000) 1 ¢ HeH3BecTHA YecToTa (OT HUTHYHHTE JaHHH He MOoXe fa Objle HanpaBeHa
onexka). IIpu Bcako rpynupaHe B 3aBUCHMOCT OT YECTOTATa, HEXKEIAHHTE PEAKIKH ca NPEICTABEHH B
HU3XOJAL pel] MO OTHOUICHHE Ha TAXHATa CEpHO3HOCT. Hexenanute peakuun ca HabmogasaHH 1o
BpeME Ha KIHHHYHH H3NUTBAHUA H NOCTMAPKETHHIOBHA ONHT ¢ IE€KCAMETAa30H OMHH KAIIKH,




MedDRA

CHCTeMo-opraHes knac ~ 1€CTOTa Hexenann peakumn
HMudexumu u uapecrauun  Peaxu OvyHa uH$pekuus (BIolIaBaHE WK BTOPHYHA
UH (pekuus)

Hapywenus Ha uMyHHata  C Heu3BecTHAa  CBPBXYYBCTBHUTEJIHOCT

cUcTeMa 4ecToTa
HapyieHus Ha C nenssectHa  CunapoM Ha Cushing, Han6s0pedHa HeJJ0CTaThYHOCT
€HJ0KpHHHATa CHCTEMA 4yecTora (BX. Touka 4.4)
Hapywenus Ha HepsHata  HevectH Hucreysus
cucrema _— - - —
C Hew3BecTHAa  3amasHOCT, riaBobonue
4yecToTa
HapyweHus Ha ouuTe Hecru OueH auckoMdoprt
‘HeuectH KepaTtuTt, KOHFOHKTHUBHT, CYX0OTa B OKOTO, HAJIMYHE HA

BUTATHO OLIBETsABAHE Ha porosuuara, porodoodus,
3aMbIJIEHO 3peHHeE (BXK. ChIIO ToYKa 4.4), oueH
NpYPHUTYC, YCELIAHE 3a YYKJIO0 TAIO0 B OYHUTE,
YBEJIMYEHO CIB300T/AE/ISHE, aHOPMATHO yCelllaHe B
0KOTO, 0Opa3yBaHe Ha KpyCTH 1o pbrba Ha Kienaua,
Apa3HeHe B OKOTO, OYHA XMIEPEMHS.

C HeusBecTHa  I'1aykoma, s3BE€H KEpaTHT, NOBHUIIEHO BTPEOYHO

4yecTtoTa Ha/IAraHe, HaMaJieHa 3puTelIHa OCTpOTa, €po3us Ha
pOroBMLIaTa, NTO3a Ha Kjemnaya, 00jKa B OKOTO,
MHApHa3a.

Onucanue Ha W30paHM HEXKENaHH peaklUu
HpOﬂLHH{HTEHHaTa ynm"peﬁa HAa KOPTHKOCTEPOH/IH 3a JIOKATTHO O4YHO NPHUIIOKEHUE MOXKE 11a 10BEC
J0 MOBHUIUABAHE HA BbTPCOYHOTO HAJIAIaHE C YBPC)KIAAaHC Ha 3pUTCIIHHUA HCPB, HAMAJICHA 3PpHUTCIIHA

ocTpoTa M Je(eKTH B 3pUTEITHOTO Nosie U oOpazyBaHe Ha 3aJHa cyOkarncyiapHa KatapakTa (BXK. TOYKa
44).

[Topaan HATHYHMETO HA KOPTHKOCTEPOU/ B ChCTaBa, MpH 3a001BaHHS, MPUYUHABAILM U3TEHABAHE Ha
poOroBMUaTa MM CKiepara, CblLIEeCTBYBa [IOBHIIEH PUCK OT nepdopauus, ocodbeHo ciel
MPOABJIKMTEHO JeYeHue (BXK. Touka 4.4).

KopTukocTepouiuTe MOraT Aa HAMaJIAT PE3UCTEHTHOCTTA KbM M J1a CIIOMOIHAT 3a pa3sBUTHETO Ha
HHpeKnH (BXK. Touka 4.4).

Mma cbo0uieHns 3a MHOTO PeIKH Cllydan Ha KaiuuguKauMs Ha poroByliata BbB Bpb3Ka ¢ ynorpebara
Ha (hocdar-chbaAbpKaALLM KANKH 32 OYH NMPH HAKOHW NMAaLHEHTH ChC 3HAYUTE/IHO YBpEKIaHe Ha
poroBMLaTa.

CpoOuiaBaHe Ha NOJ03UPAHHU HEXKEJIaHU PeaKLUH
Cpo0maBaHeTo Ha MOJ03MPAaHH HEXKEJIaHW peakLMHM clie/l pa3pellaBaHe 3a yrnorpeda Ha J1eKapCTBeHH
MPOAYKT € BakHO. ToBa no3BoJisABa 1a NpoAbKH HA0JIIOAEHUETO Ha CHOTHOLLIEHHETO M0JI3a/PUCK 3a
JIEKAPCTBEHHA TMPOAYKT. Or MEJHIIUMHCKHUTE CNIEUHATIHCTH CE€ U3UCKBA Ja C’bOﬁ].l.l,ElBﬂ.T BCAKaA
[0J03MpaHa He)KeJlaHa peakLus 4pes:
HU3nbaHUTEIHA dl€HL U3 1Mo JICKaApCTBaTa
ya. ,,Jamsu ['pyes* Ne 8
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4.9 IlIpepoznpane

B cimyqait Ha 04HO NpeAo3UpaHe ¢ AEKCAMETA30H Kalky 33 09M, TOi MOXE JIa ceé OTCTPaHH OT OKOTO
(ounTe) Upe3 H3MHMBAHE C XJaJKa BOJA.

[Topaan XxapakTepHCTHKUATE HA TO3M IPOJYKT, HE C€ OYAKBAT TOKCHIHH ed)eKTH ITPU JIOKAIHO OYHO
NpeAo3upaHe WM B cy4alt Ha HHIMACHTHO NOTABILAHE HA IPUJIOTO ChABPXKAHKE Ha OyTHiKara.

5. ®APMAKOJIOTHYMHH CBOHCTBA
3.1 ®apMaKkoIHHAMMYHH CBOHCTBA

dapmakoTepaneBTHIHa Ipyna; OPTaJMOJIOrHYHA CPEACTRA, MPOTHBOBBINAIMTEIHU CPEICTRA,
koprukocTepounu. ATC koxa: SO1BAOI. '

MexXaHH3bM Ha JeHCTRHE

TouHHAT MeXaHU3BM Ha MPOTUBOBE3INATUTEIHO ASHCTBHE HA IEKCAMETa30H He € H3BecTeH. Toi
MOTHCKA MHOXECTBO BB3NAJIUTEHH LIUTOKUHEHU M 00pa3yBa MHOXKECTBO ITIOXOKOPTHKOMIHHU H
MUHEPATKOPTHKOHIHU €(DEeKTH.

DapMakoIMHAMUYIHH eGEeKTH

JexcaMeTa3oH € CHHTETHYEH NIHOKOKOPTHKOH ChC CHITHO IIPOTHBOBBL3NANUTENHO AekcTRHE. Toif e
¢fuH OT Hat-MOLTHUTE KOPTHKOCTEPOUIN, C OTHOCHTENHA [IPOTHBOBBINANNTEIHA AKTHBHOCT I10-
rojiiMa OT Ta3H Ha NPeIHU30I0H U XHAPOKOPTH3IOH.

KnuHH9IHa eUKacHOCT ¥ He30nacHOCT

Be3onacHOCTTa M e(pHKACHOCTTA Ha JEKCaMeTa30H KarkW/Mas 3a OUH ¢a YCTaHOBEHH B KIIMHMYHH
H3MHTBAHKA NPH Bb3PACTHH, MyONHUKYBaHa IMTEPAaTYPa U NOCT-MaPKETHHIOBO HAOIIOAEHHE,

IleanaTpyvHAa MOITYJIAIHA
be3zonmacHOCTTa M eHKacHOCTTA Ha IEKCAMETa30H KAlKK/Ma3 3a 049M He ca IPOY9YBaHM NIPH Jeua,
BBIIPEKH TOBA, KAaTO LAJO, JeKCAMETA30H ce A0KIaaBa 3a fesomaceH 3a ynotpebda npu Aena.

3.2 @DapMaKkoKHHEeTHYHH cBOlicTBA

Abcopbumsa

Cliien NOXaMHO OYHO MPHIOKEHHE AeKCaMeTa30H MOXKeE Ja ce€ OTKpHe ¢iea 30 MUHYTH BbB
BBTPEOUHATA TEYHOCT H JOCTUTA BBPXOBH CTORHOCTH MexAy 90-ta u 120-ta MUHYTa ChC cpeqHa
KoHueHTpaums oT 31 ng/ml. Hucki kOHUEHTpaLKK, HO BCE OIe OTKPUBAEMHU, Ca HAOMOJaBaHN BEHB
BBTpEOUHATAa TEIHOCT cnel, 12 daca. IlepopanHata OMOHATHIHOCT Ha IEKCAMETa30H IIPH CYOEKTH U
nauyeRTH 6€3 yBpexaanud e B rpaHunure Ha 70-80%.

PasnpeaenceHue

Cnea HHTPABEHO3HO NMPHIMKEeHUE, 00EMEBT, KOUTO C€ pa3npeaes B HENOABHXKHO cacToAHue € 0,58
I/kg. HH BuTpO HE ce HabmoaaBa NpOMSIHA B CBLP3BAHETO Ha YOBSIIKUTE IUIa3MEHH [TPOTEHHH IIPH
KOHUEHTpalMM Ha gekcaMeTa3oH o1 0,04 1o 4 ng/ml cxe cpenHa cTOMHOCT Ha CBBHP3BAHE Ha
npoteHHuTe oT 77,4%.

Buotpancfopmauns

[Ipubamsurtenno 60% ot g03ara ce OTKpHBA B YPHHATa KaTo 6-B-XHapOKcHAeKCaMeTaso
OTKpPHBa KaTo 6-P-xuapokcn-20-1uxnapoaeKcaMeTasoH.




EnnMunupane
Cnen MHTpaBeHO3HO ITPWIOXKEHHE, CHCTEMHUAT KuphHe € 0,125 I/h/kg. Cnen nepopanHo

npunoxeHue, 2,6% ot HEMPOMEHEHOTO JIEKAPCTRO Ce OTKPHBA B YpHHATa, nokato A0 70% ot mozata
ce OTKpPUBA KaTO MASHTHPHIIHpaHH MeTabomuTh. Cniel CHCTEMHO NPIIOXKEHHE, IIA3MEHOTO BpeMe Ha
MOJY)KMBOT € JOKJIagBAaHO KaTo 3-4 yaca, HO € YCTAHOBEHO, 4e € MAJIKO NO-ABJIro NpH MbxKeTe. Tazu
HabmonaBaHa pa’imuka He Ce CBbP3Ba C MPOMEHUTE Ha CHCTEMHHSA KITMPBHC, 2 ¢ pa3juKuTe B 06eMa Ha
AUCTpHUOYLIMA ¥ YOBELIKOTO TETJIO.

JInHefiHOCT/HenHHeHHOCT

HenuHelina papMakokHHETHKa ce HabM0AaBa criejl MepopaHo NprIGKeHHe Ha 2o3u Mexay 0,5 u 1,5
mg, kbaero AUC e no-Manka ot mponopLyOHaATHATA Ha MepopanHara A03a.

Bpb3ka(u MaKOKHHeTHKa-bapMaKkoAHHAMHKA
Bpbikara ¢papMakokMHeTHKa-(papMakoAMHAMHUKA CNEA NOKANHO OYHO MPHIOXKEHHE HE € YCTaHOREHA.

dapmMakoKHHETHKA PY CHEUNATHH NOMYIallHH
PapMaKOKHHETHKATA HA CHCTEMHMA JEKCAMETa30H NP nanueHTH ¢ Op0pedHo yBpexJaHe He ce

pa3iu¥aBa 3HA4YMTE/IHO NPHU CPaBHEHHUE ¢ namMeHTH 6e3 yRpexnanua. [lenuarpuuHara
papMakOKHHETHKA BapHpa MeXXY BhL3PAaCTOBHTE IPYIM, HO HE Ce Ha0MOAaBaT pa3IMKA B ITUPOKH
IPaHMLIK.

5.3 IlpeaxaMHuyuHH NaHHH 32 GezonacHocT

ITpoyuBaHus 3a nokanHa ouHa 6€30NMaCHOCT NPH MPHIGMKEHNE Ha MHOTOKPATHH A03M JA€KCaMETa3oH
npy 3afflii ¢a noka3and CHCTEMHH KOpTHKOCTepouaHH edexTh. TakuBa edekTHTE Ce cUMTAT 33 MATKO
BEPOATHH, KOTATO JICKAPCTBEHHA MTPOLYKT CE M3MOJI3BA CHIOPE NPENOPBLKHUTE.

HexcamerasoH e 6UN KNIACTOTEHEH B in vitro AHATU3 HA YOBEIIKY JHM(OLKTH U B in vivo aHali3 Ha
MHUKpOAIpA Ha MULIKH, B 1034 HAJ Te3H, MOJYYEHU cle] JOKaTHO npunoxeHue. KOHBEHUHOHATHH
NMPOYYBAHHA 33 KAHLUEPOTEHHOCT ¢ AE€KCAMETA30H KalKH 3a OYH He ca MPOBEXIaHH.

YCTaHOBEHO €, Y€ AEKCAMETa30H € TEPaTOrecHeH MpH XHUBOTHHCKH Mozen. JlekcaMeTa3oH €
TpeAN3BHKAT AHOMAIIMH B Pa3sBHTHETO HA IUIOAA, BKAIOYHTEIHO BPOAEHA LieNKa Ha HebLeTo,
BBTPEeMaTouHO 3a6aBsgHe Ha pacTeXka M BAMAHHE BbPXY PacTeka M pa3BUTHETO Ha MO3BKa.

OuyHoto npunoxeHue Ha 0,1% aexcaMeTa3oH Boau A0 QeTalHN aHOMANMH NpH 3adiu. JlekcameTasoH
HAMa HeGnaronpuaTeH edeKT BHPXY XKEHCKHA $ePTWIHTET MPH MOJE) Ha IUThXOBE ¢ XOPHOH
rOHAZOTPOIHH.

Hama apyru npeAKIHHHYHH JaHHU OT 3Ha4YeHUe 33 MpeArnHcBamius, KOUTO ¢a AOIMbJIHUTENHH KbM
Te3H, BKIIOYEHH B ApyTrHTe pasaeau Ha KXII

6. GOAPMALUEBTHYHHA JAHHH
6.1 Cnucenk Ha NOMOUHKHTE BelllecTBA

JAMHaTpueR exerar

Hunatpuen pocdat AMXUOpaT

Hatpues xiopua

Conuxa xucenuHa (3a kopurupane Ha pH)
Hatpues xuapokcua (3a kopurupane Ha pH)
Bojaa 3a HHKEeKLHY

6.2 HechBMeCTHMOCTH

HenpunoxmuMo




6.3 Cpok Ha rogHocT

3 (TpM) roauHHU.
90 (oeBerneceT) AHU Clen TBPBO OTBApPAHE HAa OyTHIIKATA.

6.4, CrneunannM ycnoBHSA Ha ChXpPaHeHHe

[Ipu Temnepatypa non 25°C.
ByTunkarta ga ce cbXpaHiaBa ILTBTHO 3aTBOPEHA.

6.5 BuaH cbALpXAHHE HA ONAKOBKATS

beny, mnactMacoen OyTHIKH ¢ 06eM 5 ml Tun Novelia, cHabaenu ¢ Henn, nnacTMacoBy KanadkKH Ha
BHHT C BIPaJEHH allTHKaTOp-KarnkoMepH TUn Novelia.

| (eana) 6yTunka ot S ml, 3aexHO c TMCTOBKA 3a NALIMEHTA B KAPTOHEHA KYTHA.
6.6 CrneunaJHH Mpeana3nnd MepKH NpH U3XBLPJsiHE U paboTa

HaMa cnieliManHH N3HCKBAHNA.

7. INMPUTEXATEJ HA PAZPELLLIEHHETO 3A YIIOTPEBA
AHTHOHOTHK-Pasrpan A/l

Oyn. “Anpwicko prcranue” 68, oguc 201

7200 Pasrpan, bsnrapus

8. HOMEP HA PAPELLIEHHUETO 3A YIIOTPEBA

Per. Ne:

9. JATA HA ITBPBO PAZPELLUABAHEMOIAHOBABAHE HA PAJPELHIEHHETO 3A
YIIOTPEGA

,[[a'ra Ha ITHPBO pa3pellaBaHC.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

Matt 2025




