KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



1. UME HA JIEKAPCTBEHHUS INTPOAYKT

Mejexcoit 0,1% kanku 3a ouu, pa3TBop
Medexol 0,1% eye drops, solution

¢ KAYECTBEH U KOJIMYECTBEH CHCTAB

Beekn MUIMINTBp pasteop chabpika 1 mg nekcameraszon ocdar (dexamethasone phosphate) kato
JIEKCaMeTa30HOB HaTpueB (ochar (as dexamethasone sodium phosphate).

[ loMOIIIHO BELIECTBO ¢ U3BECTHO JICHCTBUE
Beeku ml ot pasreopa echabpika 0,1 mg GeH3ankoHues XJI0pHL.
3a ITLJIHKS CITUCHK HA MOMOILLHUTE BELIeCTBA BUIKTE TOYka 6.1.
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3. JIEKAPCTBEHA ®OPMA N3NbJIIAWTENHRA ATENUMN (10 HeKAPCTBATA
Kpamka ;Epwwpugmuxa Ha npogyxma - llpusoxeHue 1

KoM Pea. Ne W/y/—%iz

;PaSpewEHue e
4. KJNUHHUYHHU JAHHHU S8G/MA/MP - ........

Kanku 3a ouu, pa3TBop.
[IpeacrasiisBa OucTbp pastBop 63 LUBAT U MUpPU3MA.
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4.1 TepaneBru4ynn noKa3aHUs

JleueHune Ha 1MoJIaT/IMBK Ha CTEPOM/IHA Tepanus, HeMH(DEKIMO3HH U aJIEPrHYHM ChCTOSHUS HA KOHIOHKTHBATA,
POroBHLIATA U IIPEAHUSE CCI'MEHT Ha OKOTO, BKJIIOYMTEJIHO MOCT-OIIEPATHBHO BB3IIAJICHHE.

4.2 Jlo3MpoBKA M HAYMH HA NPHIONKCHHE

Jlo3upoBka

Ynompeoa npu 6v3pacmuu, 6KovUMeNHO U nAyUEHMU 6 CMAPYECKA 6b3PACM

[Tpu TeXKKO MM OCTPO Bb3NaJICHHE, /103aTa € €/1HA MJIM JIBE KAlK{ B KOHIOHKTHBHHS CaK Ha 3aCEerHaTOTO OKO
(oun) Ha Bceku 30 10 60 MuUHYTH, KATO HaYa/IHA TEpAIIHS.

Hecrorara Ha npuiioKeHKE TPAOBa Jla ce HAMAJIK, KOraTo ce 3a0e/1exkH HKeJIaHUs Pe3YJITAT, HA e/(HA WU JIBE
Kalky B KOHIOHKTHBAJIHHs CAaK Ha 3aCErHaTOTO OKO (OYM) Ha BCEKH JIBA JIO YETHUPH Yaca.

Jlo3aTa MOKe JIONbIHUTEIHO J1a ce HaMaJli /10 €/1HA KAllKa, TP WIH YETHPHU ITbTH JIHEBHO, aKO TOBA €
JIOCTAaTBYHO, 32 J1a C€ KOHTPOJIMPA Bb3IaJICHHETO.

AKO XKEJIAaHMAT pe3yJITaT He CE€ MOCTUTHE /IO TPU-YETHPH JIHH, MOKE /1a CE HAJIOKH JOMBJIHMTEIHO CUCTEMHO
WJIH CYOKOHIOHKTHUBHO JICUEHHE. |

[Ip1 XpoHHYHO Bb3NAJIEHME, J103aTa € €/1HA WJIH JIBE KAllKd B KOHIOHKTHBHMS CaK Ha 3aCErHaToTo OKO (O4M), Ha
BCCKH TPH /10 LLIECT Yaca, WM TOJIKOBA Y€CTO, KOJIKOTO € HEOOX0IMMO.

[1pun aneprum uim cnabo Bu3nanenue, obuyakinara j103a € e/1Ha WK JIBE KallKK B KOHIOHKTUBHMS CaK Ha
3aCErHATOTO OKO (04M) HAa BCEKM TPH JI0 YETHPH Haca, JIOKATO Ce MOCTHIHE JKeJIaH|s Pe3y/ITar.

Jleuennero ne TpsOBa na ce npekpatsBa rpexiaeBpeMeHHo (Bxk. Touka 4.4).
[ IpenopbunTeliHo € BbTPEOUHOTO HAJISraHe Jla ce CIIe M PeI0BHO.

Cuiet npuiIoKeHUe Ha JIEKapCTBEHUs IPOLYKT CE IPENopbuBa BHUMATEIHO 3aTBapsAHE HA KJiernava
[IPUTHCKAHE Ha Ha30JaKpUMallHHUA KaHall. ToBa Moxe J1a pejtyuupa cucreMHara abcopOLuMs Ha NpUIaraHiTe B
OKOTO JICKapCTBCHH MPOJIyKTH K KaTO PE3yJITaT /1a HaMali CHCTEMHHUTE HeXeJIaHH JICKAPCTBEHH PeaKITH ~..
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[{eouampuuna nonyaayus
bezonacnoctra U ePeKTHBHOCTTA Ha Meaekcon He ca n3ciieBaHu MNpH 1IeJHaATPHYHH NTALHEHTH.

Hepnuoopobro u 6vbpeuno yepexcoane

He ca nposenenn npoyuBaHus ¢ Megekcon npu NaLMeHTH ¢ 4epHOApoOHHU M 6BOpednn yBpexaanua. [Topaau
HHCKaTa CHCTeMHa abcopOuma Ha jleKcaMeTasoH CIeA JIOKAIHO MPHIIOKEHHE Ha TIEKapCTBEHMA IPOIYKT, HE €
HeoOXOMMO CreUManHo aJanrupale Ha 103ara.

Hauuy Ha npHIOKEHHE

3a OYHO NMPWIOXKEHHE.

byrunkara Tpsa6ea na ce paskiaru no6pe npeay ynorpeba.

Tpsabsa a ce BHHMaBa a He ce JOKOCBAT KIeNnavyuTe, 3a00HKaaLlaTa ru obIacT uin JAPYTrY NOBLPXHOCTH C

anjiMKaTopa-kankomep Ha OyTuikara, 3a Ja ce n3berne eBEHTYaHO 3aMbPCABAHE HA ATUTHKATOPA-KaflKOMEp
WM pasTBopa.

4.3

4.4

IIporrBONOKA3aAHKS

CBpBXYYBCTBHTENHOCT KbM aKTUBHOTO BEILLIECTBO MIIM KBbM HAKOE OT NMOMOLILIHKTE BElLECTBa, H30poeHH
B TOUKAa O.1].

OcTpH, HenekyBaHH 6akTepuaiHid MH(EKUKH.

Xepnec cuminekc kepatut (Herpes simplex keratitis).

Bapuona, Bapuuena u Apyrv BHpycHH 3a00/11BaHHS HAa POFOBHLATa M KOHIOHKTHBATA, BIUTIOUHTEIHO 1
[PH BaKCHHALIMH,

I"bOruHm 3a6019BaHKA HA OYHHUTE CTPYKTYPH WIA HENEKYBAHH NAaPa3sUTHH HHGEKLIMK HA OKOTO,
MukobakTepHaiHi O4HH HHOESKUMH, IPUUHHEHH OT KHCEIMHHO-YCTORYHBH BHIOBE KATO
Mycobacterium tuberculosis, Mycobacterium leprae, Mycobacterium avium w gp.

CunennajaHn upesynpexaeHns 1 npeAna3HH MEPKH NPH ynoTpeba

[Iponnmkutennara ynorpeba Ha KOPTHKOCTEPOUAH 3a IOKATHO OHHO NPHIIOKEHHE MOXKE 1@ JOBE/E 1O
O4HA XUIIEPTOHKA /WM [J1ayKOMa C YBPEXK/IAHE HA 3pUTE/IHKUA HEPB, HAMAJIEHA 3PHTEHA OCTPOTA W
AceKTH B 3PUTENHOTO noJie,  o6pasyBaHe Ha 3a1Ha CyOKancynapHa KaTapakTa. BBTpeodHoTO
Hangrane TpsAdsa Aa 6bae NpoBepABAHO PYTHHHO U TIP3 KPaTKK HHTEPBANH TIPH MALMEHTH, NOUIOKEHH

Ha NPOJLJIKHTENIHA TEPANUA € KOPTUKOCTEPOUIU 3a odTanmosioruuHa ynotpeba. Tosa e ocobeHo
BaXKHO ITPH MEAMATPHYHHU NAUUEHTH, ThbH KaTO PHCKET OT O4HA XHIIEPTOHMS, IPEAU3BMKAHA OT

KOPTUKOCTEPOHIM, MOKE Aa Ob/ie NO-BUCOK NPH [IELIA U € BL3MOXHO A3 HACTBIM N10-PAHO, OTKOJIKOTO
npu Be3pacTHU. Menekcon He ¢ paspelue 3a ynorpefa npy neHaTPUYHU NALMEHTH.

PHCKBT OT NOBHILIEHO BLTPEOYHO HaNAraHe W/HITH 00pasyBaHe Ha KaTapakTa NopajH ynotpeba Ha
KOPTHKOCTEPOHAH € I10-BHCOK MNP NMPEAPA3NON0KEHH KbM TOBa NallMeHTH (Hanp, auabeTnim).

Axo Menekcon ce npuiiara npy nalnesTH ¢ rJaykoma, JJeUeHHeTo TpsOea aa ce OTpaHuy4y JI0 JBE
CEAMMLM, OCBCH aKO MO-ABATOTO JICYCHHE € ONpPaBJaHo; BLTPEOYHOTO HalAraHe TpabBa Aa ce cieau
PEAOBHO.

Cunapom Ha Cushing n/nnn Haa6bOpeyHa HEAOCTATHLYHOCT, CBBLP3aHH ChC CHCTEMHATA abcopbuus Ha
AEKCAMETA30H 33 OYHO NPHJIOKEHNE, MOXKE 21|a CE MOABAT CIel UHTEH3HBHA HIIH NPOAbIMKHTEIHA
HCTIDCKBCHATA TEPANUA [PH 1IPEAPAINONIOKCHH NAUMEHTH, BKIIOYHTENHO ACLA H NALMEHTH, NCKYBaHHU C
nHxnouTopu Ha CYP3A4 (BiuiousTenHo puToHaBHp  koGuumeTtaT). B Takusa CIIy4dau TEYEHUETO
TpsAGBa J1a ce crpe Ypes NOCTENEeHHO HaMansSBaHe Ha J103aTa.

KopTuKOoCTEpouAnTe MOraT 1a HaMansaT PE3VCTEHTHOCTTA KbM H [ CIIOMOTHAT 33 Ch3dBAHETO Ha
OaxrepuanHy, BApYCHH, IbGHUHH WK TAPA3MTHH OYHH HHDEKIMH 1 13 MACKHPAT KJIMHHYHHTE
CUMIITOMH Ha HHbexuMUATA.

["bOnyHNITE HHPEKLUMH Ca CYCNEKTHH I1PH MAlMEHTH C NOBTAPALLM CE pa3s3BABAHMA HA
JleuenuneTo ¢ kopTUKOCTEpOUAU TpsbBa j1a BB/IE MPEYCTAHOBEHO NpH NosiBa Ha rudu
Jlewennero He TpsGBa na ce NpeycTaHOBABA NPEXAEBPEMEHHO, 3aLLOTO PA3KOTO M




JIOKAJHO JICYEHHE C BUCOKM 1034 Ha OUHH CTCPOHAX HMa BCPOATHOCT Jla NpEeaHU3BHKa IMMOBTOPHO OYHO
BL3I1ATICHHE.

. KopTHkoCTeporanTe 3a IOKAIHO O4HO NPMIIOXKEHHE MOraT Aa 3a0aBAT 3a3ApaBABAHETO HA PAHH HA
porosuuara. M3sectho ¢, ue HCIIBC 3a nokaiHo npunoxeHue ChIe 3a0aBAT 3a3ApaBsABaHETO.

EanospemeHHaTa ynotpe6a Ha CTEpOMAH 3a IOKANHO npraokenue ¥ nokaiiu HCIIBC moxe na
YBEJIMYH BB3MOXKHOCTTA OT NPODBIEMH Cbe 3a3/ipaBABaHETO. (BXK. Touka 4.5)

. H3BecTHO e, ue npH ynorpe6ara Ha JIOKIHU KOPTHKOCTEPOMIM Ca BL3MOXKHH Nepdopaldy, KOTraTo ce
npunarar npu 3abonsBanus, MPHYHHABALLM H3THHABAHE HAa POTOBHLIATA WM CKJIEPATAa.
. 3puTenHH cMmyiueHHA. [Ipyd CHCTEMHO H JIOKATHO PHIIOXKEHHE HAa KOPTHKOCTEPOMIH €A Bb3MOMKHH

CHOOLICHHA 32 3PUTETHH CMYLIEHUS. AKO NPH NAIHEHT Ca HANKLE CUMITTOMM KaTO 3aMbBIJIEHO IpEHHE
WM IpYTd 3pHTETHN CMYILIEHHUA, NALMEHTDT TpadBa Ja 6bje HacoueH 3a KOHCYNTaUu ¢ odTanMonor 3a
OLCHKA Ha Bb3MOXHHTE NPUYMHH, KOWTO MOraT [1a BKIIOYBAT KaTapakTa, [JIayKoMa WiH PeaKH
3a00nABaHUA KaTO UEHTPpaIHA cepo3Ha xopuopeTHHonarus (1ICX), 3a kouTo ce chobiasa cien
CUCTEMHO M JIOKAJTHO H3MONI3BaHE HA KOPTUKOCTEPOUOH.

. ITo Bpeme Ha JiIeueHHE Ha OHHO BL3NAJIEHHe He ce NIPENOPbYBa HOCEHETO Ha KOHTAKTHM NELIH.

. (JcBeH TOBA, TO3H NPOAYKT ChABbPHKA HEH3A/IKOHHEB XJIOPHL, KOHTO MOXe [a NMPUUMHHU JPa3HEHE U €
M3BECTHO, Y€ 0be3LBeTABa MEKHUTE KOHTaKTHHTE Nelii. Tpabpa na ce W3GATBAa KOHTAKT C MEKH
KOHTAKTHH JIeIH. B ciyyaii, ye Ha malMeHTHTE € NO3BOJIEHO /12 HOCAT KOHTAKTHY JTEINH, Te TpA6Ba fa
ObaarT HHCTPYKTHPAHK Na OTCTPAHABAT KOHTAKTHHTE JIelLM NPeAH NPUAOKEHHETO HAa Meaekcon 1 aa
M34aKaT 15 MUHYTH Clle] NPHIOKEHHETO, NIPEAH Aa M NOCTABAT 06paTHO.

4.5 B3aumopeiicTBHe C IPYrd 1eKapcTBEHn NPOAYKTH H APYrs GopMH Ha B3aHModeiicTBHe

EnnoBpemeHnara ynotpeba Ha cTepouaH 3a NoKanHO npuinoxkeHue W nokandu HCIIBC moxe na yBenuuu
Bb3IMOXKHOCTTA OT NpobiieMH Che 3a3/]paBsiBaHe HA POrOBMIIATA, |

CalliecTBYBa PHCK OT 06pazyBaHe Ha KaJILIMEBH OTIIArAHUSA 110 POTOBHLATA, 0COGEHO MPH MAaLUEHTH ¢ BCYE
CbILECTBYBalH HapylueHud. Te Morar na NpUHHHAT HAPYILIEHHS Ha 3PEHHETO CBbP3aHK C HaMalgBaHE Ha

npo3pa4HocTTa. [laumMeHTy, n3non3ealuu Apyru nekapeTsa, ChaAbpxalM GocaTH, CBILO €a U3NOXKEHH HA TO-
FOJIAM PHUCK.

CYP3A4 unxubnropu (BKITIOMHUTENHO PUTOHABHD ¥ KOGHLIUCTAT): MOTAT J1a HAMAJIAT KIHpPbHCA Ha
ACKCAMETa30H, KOETO BOAM 10 3aCHIBaHe HA edeKTUTe H HanOBOpeuHa HenocTaTeuHOCT/CunapoM Ha Cushing,
Kombunnaumsra Tpsabsa fa ce u364rea, 0CBEH ako 110/13aTa HAAXBHPNIA YBEJIMYEHHN PHCK OT CHCTEMHM

KOPTHKOCTEPOHUAHH €(EKTH, KATO B TO3M cilyyaii nalMeHTHTe TpAOBa Aa 6BbAaT NpocieasBaHH 38 CHCTEMHY
KOPTUKOCTEPOUIHH edeKTH.

B3anmoaeicTBUA ca AOKJIaABaHH Cliell CUCTEMHO NPHIOKEHHE Ha aKTHBHOTO BemiecTBo. CUCTEMHATA

abcopOLMa Ha JeKcaMeTa3oH Clie] JIOKANHO O4YHO NPUIIOXKCHHE € TOJIKOBa HUCKA, 4€ PUCKDBT OT HRKAKBO
B3aUMOJIEUCTRHE € MHHUMAJICH.

4.6 @epruianTer, GPEeMEHNOCT I KbPMeHe

bpemenHocT
HsaMa noaxoasiuy wiu noﬁpe KOHTPOJIHPaHH NPOYYBAHHA 33 OLICHKA Ha KallKM 3a 04H, ChAbpXKaLlH

AICKCaMETa30H 3a IOKAIHO NNPUIIOKEHHE NPpH OpeMeHHH XeHH. [IpoAb/DKUTeIHATa WK NOBTAPALLA Ce
yTOTpeba Ha KOPTHKOCTEPOMAH MO BpeMe Ha OpeEMEHHOCT Ce acOLMHpa C YBeJHYeH PHCK OT U30CTABAHE IO
BpEME Ha BLTPEMATOYHHUA pacTex. [/lenara, poaeHy oT MaiKH, KOUTO ca NOJIy4aBaId 3HAYMTENHH 103K OT
KOPTHKOCTEPOHAHN NO BPEME Ha OpEeMEHHOCTTa CH, TpsabBa Aa 6paaT HabmoAaBaHH BHHMATENHO 3a MIPH3HALIK
Ha XWNoaipeHanu3bLM (BX. Touka 4.4). [IpoyusaHusaTa npM >KMBOTHH NOKa3BaT pPENnpoayKTHBHA TOKCHYHOCT

CIeJl CHCTEMHO NpWIOKeHHMe. JlokanHoTo ouHo nmpunoxeHue Ha 0,1% gexkcaMeTa3oH ChIIO TaKa € JOBEJIO [0
aHOMAJIMM B I0OJA HA 331K (BXK. TOuka 5.3).

Menekcon KarkH 3a 04M He Ce NpenopbYBarT 3a ynotpeba o BpeMe Ha GpeMEHHOCT.



KbpmeHe

CHUCTEMHO NPHIAraHUTe KOPTHKOCTEPOHIM NPEMHHABAT B MAaHUMHOTO MASKO B KOJMYECTRA, KOMTO MOraT aa
BR3/ICHCTBAT Ha KbpMaueTo. He e uzeectno ganu Menekcor ce oTaens B MaliuMHOTO MIsko. HiMa Hanuuum
AdHHH 32 [IPCMHUHABAHETO Ha ACKCAMETa30H B MAHUMHOTO MJISKO., Malko BEpOSTHO € KOJIHYeCTBOTO
ACKCAMETA30H, CIICA JIOKATHO OYHO NPHIICKEHUE Ha MPOJYKTa BbpXY MalikaTa, Aa ce OTKpHE B KbpMAaTa WM Ja
MOE Aa A0BeJEe N0 KIHHHYHH ePeKTH NpH KbpMaueTo.

Puckbr 3a kbpMaueTo He MoXe fa 6bae m3kmoueH. Tpabsa aa ce npeLeHn aaH Ja ce [PEKPATH KbPMEHETO

WK [1a C€ NpeyCTaHOBH TepanugaTa ¢ Meaekcon, KaTo ¢e uMma IIPSABHU] TOJ13aTa OT KbPMEHETO 32 JIETETO U
[10713aTa Ha Ma¥KaTa OT JICYUCHHETO.

DepTraurer

He ca npoBexxaanu npoy4sanws, 3a ia ce OUCHH eeKTa OT JIOKANTHO 04HO NPHIOKEHHE Ha 1EKCAMETa30H
BBPXY depTuanTera. iMa HenoCTaThUNM KIHHHYHK AaHHH, 33 1a MOXE J1a Ce OLIeHH edeKTa oT IeKcaMeTa30H
BBPXY (PEPTHIIMTETA NIPH Mbike U xkeHH. [1pH n3cneaBaHua Ha WILXOBE, HIDKEKTHPAHU ¢ XOPHOH
roHagoTponuH (UXI7), aekcaMeTasoH He e MPHYUHWI HeONAronpUITHH edexTH BbPXY GEepTIIMTETA HM.

4.7 EdexTn BLpPXY cioco6locTTa 33 modupane H pabora ¢ MAmMUHHK

Meaekcon HAMa WIK MMa HE3HAYHTE/THO BIIUSHHME BLPXY CMOCOBHOCTTA 3a modHpaHe U paboTa ¢ MaLIHHH.
BpemeHHO 3aMBINIABAHE Ha 3PCHHETO WIH JIPYTH 3PUTEHH CMYLUEHHA MOTAT /ia NIOBJMAST CIIOCOBHOCTTA 32
wogupaHe vunu paboTta ¢ MalIMHU. AKO Ce [10SBH KPaTKOTPailHO 3aMLINABaHe HA 3pEHUETO, NTALUEHTHT TpOBa
Aa W34aka OKaTo 3pEHUETO Ce NPOACHH, Npeau Aa wiopupa wnu aa paboTu ¢ MalLMHM.

4.8 Hexeanu JeKapcTBEeHH PeaKIUH

Pestome na npoghuna 3a bezonacrocm
B KIHHMYHHTE NPOYUBaHKS, Hali-4eCTO NOK/IAABAHATA HEXENaHA PeaKLUUs € OYeH IUCKOM(OpT.,

Tabnuuno pestome Ha nedicenanume pearyui

CreanuTe HEXeNaHu peakuym ca CboOILEeHH N0 BpeMe Ha KIIMHUYHY NPOY4BaHUA ¢ JEKCAMETa30H KaMKH 3a
O4H U Ca KIaCH(HLIMPaHH B CbOTBETCTBHE ChC ClIEAHATA KOHBEHIMS: MHOro yecta (1/10), wectu (>1/100 ao
<1/10), neuectn (=1/1 000 go <1/100), peaxu (>1/10 000 ao <1/1 000), muoro pexxu (<1/10 000) unu ¢
HCU3BECTHA Y€CTOTA (He MOXe a Obje oLUeHeHa OT HATHYHKTE AaHHK). [Ipy BCAKO rpynupaHe B 3aBUCHMOCT

OT HECTOTATa, HEXENAHUTE JIEKAPCTBEHH PCAKLIMY CE H3OPORBAT B HU3XOAAIL PES 110 OTHOLIECHHE Ha TAXHATA
CEPHO3HOCT.

CHCTEMO-OpPranHu Kacose IlpeanounTan Tepmun ot MedDRA
HapyuieHna Ha HepBHara cucTema Heyecmu: nucreysug
Hapyiuenus Ha o4yHTe Yecmu: oueH nUCKOMbopT

Hevecmu: xepaTUT, KOHIOHKTHBHT, CYXOTa B OKOTO, HAIMYHE
Ha BMTAIHO OLIBETABaHE HA poroBHLaTa, GoTodobus,
3aMbFIEHO 3peHue (BXK. ChLIO TOYKa 4.4), OueH pypHTYC,
ycellaHe 3a 4yxA0 TAJIO B OUUTE, YBEIHUYEHO CITb300TAENSHE,
aHOPMAJIHO yCeIlaHe B OKOTO, O0pa3yBaHe Ha KOPHUYKH 1O
pbOa Ha Kjienava, npa3HeHe B OKOTO, OYHA XHNEPEMHUS

HOMBIHATENHN HEXENAHN PEAKLIMH, YCTAlOBEHH CJIEj] MOCT-MapKETHHIOBO MPOYyUYBaHE, BKJIIOYBAT CIIERHOTO.
HecroTuTe He MoraT fa GBAAT OLIEHEHH OT HATHYHUTE AaHHH. BBB BCekH CHCTEMO-OPIraHeH KNac, HeXkeNnaHuTe
JICK2PCTBEHN PeakUK €a H30POEHH B HU3XOAMIL Peji 110 OTHOLIEHHE Ha TAXHATA CEPHO3IHOCT.




CHcTeMo-0praHuu Kjaacose Hpeanountan repmun or MedDRA

Hapywienns Ha UMyHHaTa cucteMa C Heuszsecmna wecmoma. CBPbXUYBCTBUTEIHOCT

Hapylienus Ha eHIOKpUHHATA cHCcreMa C neuzeecmna wvecmoma: cunapom Ha Cushing, Han6b6peuHa
HEeNOCTAaTBYHOCT (BXK. TOYKa 4.4)

Hapyuienus Ha HepBHaTa cucTeMa C neuzeecmna vecrmoma: samasHocT, rinaBo6onye

HapyweHus Ha ounte C neussecmna yecmoma. rnaykoMma, i3BeH KEpaTHT,
HaMalieHa 3pUTEeJTHa OCTPOTA, €PO3UA HAa POrOBMIIATA, ITTO3a
Ha Kiemnada, 60sKa B OKOTO, MUApHA3a

[IpoabmiuTentara ynorpeba Ha KOPTHKOCTEPOMIHM 32 IOKATTHO O4HO IPUIIOKEHHE MOXKE /12 JOBEE 10
MOBHIIABAHE HA BLTPEOHOTO HAJIATaHE ¢ YBpexiaHe Ha OYHUA HEPB, HaMaJIcHa 3PHTENIHA OCTPOTA U JieheKkTH
B 3pMTE/IHOTO 10Je M 0DpasypaHe Ha 3aaHa cyOkaIncynapHa kaTapaxTa (BK. Touka 4.4).

[Topaan HaNTMYKETO HA NIEKAPCTBEHO BEIIECTBO - KOPTHKOCTEPOU, NPH 3a60.159BaHIS, IPHYMHABAILH
U3THHABAHE HA POrOBHLIATA WU CKJIEpaTa ChIECTBYBA MO-FONSM PUCK OT nepdopaims, ocobeHo ciien
POABJKHTENHO Je4eHue (BK. Touka 4.4),

Kupmmmepouﬂme MOraT /1a HAMANAT PE3UCTEHTHOCTTA KbM H JIa CIIOMOTHAT 33 Ch3AaBaHETO Ha HHEKLIMH
(BxK. TOuKka 4.4).

Fima cn001ieHns 3a MHOTO peakH ciiyvad Ha KauMdHUKaIusa Ha pOrOBHLIATA BLE BpB3Ka ¢ ynorpedara Ha
(hochaT-ChABPAKALIM KAIKY 32 OUM TIPH HAKOU MALMEHTH ChC 3HAYUTETHO YBpEXaHe Ha pOroBULIATA.

CpobulaBaHe Ha MOAO3IMPAHH HEXKEAAHU peAKIUH

CbobiltaBaHeTO Ha NOAO3NPAHH HEXENaHH PeakLMu CIIe/l paspeiliaBaHe 3a yrnorpeba Ha JECKapCTBEHUA
NPOAYKT € BaXKHO. T'0Ba NO3BOJIsABA 12 IPOAKIKK HaGIIIOJEHHETO HA CHOTHOILIEHHETO NONI3a/PHCK 38
JICKaPCTBEHUA MPOoAYKT. OT MEANLMHCKHUTE CNELUATHCTH Ce M3UCKBA Aa ChOOILABA BCAKA NO03HpaHA
HEXenaHa peaKlMa upes:

HM3nbaHuTenHa areHuus 1o JIeKapcTBaTa

yl. ,,Jdamau I'pyes* Ne8

1303 Codus

Tea: +359 2 8903417

yebcaitT: www.bda.bg

4.9 IIpenosupane
B ciyyait Ha 04HO npefo3upade Ha Meaekcosl, Tol MOXe J1a e H3MHE OT OKOTO (ouuTe) ¢ xy1aAKa BOJA.

Karo ce uMaT npensup XapakTEPUCTUKKTE Ha TO3H MPOAYKT, HE CE OYAKBAT AOMbIHHTENHN TOKCHYHM edeKTH

[PH JIOKATTHO [TPEAO3UPAHE CIICA MPHITIOKCHHE B OKOTO Ha TO3H NPOAYKT WM B CJIy4ail Ha HHUMAEHTHO
[NOTNBLIAHE HA ChABPIKAHUETO HA OYTHIIKAaTA.

5. ®APMAKOJIOI'MYHH CBONCTBA
3.1 dapmaxoansHaMHYHK CBOMHCTBA

(QapMakoTepanesTHYHa rpyna: oQTAIMOOMMYHHE CPeICTBA, IPOTHBOBBINMAJINTENIHH CPe
KOPTHKOCTEPOHIH.

ATC xox: SOIBAOI




MexaHH3BbM Ha JeiicTBUE
TouyHuaT MEXaHU3BM Ha NMPOTHBOBL3MANMTENHO ACHCTBHE HA JEKCAMETA30H He € uaBecTen. Toi [MOTHCKA

MHOMXECTBO BB3NAIHTENHN LIMTOKUHH H 00pa3yBa MHOXECTBO INTIOKOKOPTUKOMIHH H MHHEPATOKOPTHKOMIHH
edexTH.

dapMakoIMHAMHYHM eEeKTH

I[EKC&MBT&BGH’LT € €1HH OT HAH-MOUIHHUTC KOPTHKOCTCPOHIHK, C OTHOCHUTE/THA NPOTHBOBLIMNANHTE/IHA
I[IOTCHUHA IMO-I'OJIAMA OT Ta3H Ha MpCAHHM30JIOHA WIIH XHAPOKOPTH30HA.

KnuHHYHA edHKacHOCT K §e3011aCHOCT

besonacHoCTTa ¥ €(hHKACHOCTTA Ha IEKCAMETA30H KallKH/Ma3 ca YCTAHOBEHHM OT KIMHHYHH W3HTBAHMA NPH
BB3PACTHH, ITyOIHKYBaHa JIMTEPATypa H NOCT-MapKETHHIOBO HabIIOEHHE.

IlenuaTpuyHa nonynanus
be3onacHOCTTa # €PUKACHOCTTA Ha AEKCAMCTA30H Karnku/Ma3 He ¢a Npoy4BaH4 PN ASLa, BLIIPEKHU TOBA, KATO

LAI0, ACKCAMETA30H Ce A0KNaRBa 3a Ge3onaceH 3a ynorpeba npu aeua.
3.2 (OapMakoKHHETHYHH CBOHCTBA

Abcopbuus

CJie1 IOKanHO 04YHO NPHIIOKEHHE, AEKCAMETA30H MOXe J1a e OTKpHe e/l 30 MHHYTH BhB BBTPEOYHATA
TEYHOCT ¥ AOCTHrA BLPXOBH CTOHHOCTH Mexay 90-Ta U 120-Ta MHHYTA ChC CpeiHA KOHLEHTpaLWs OT 31
ng/ml. Huckn koHUEHTpaLWMK, HO BCE OLLE OTKPHUBAEMH, ¢a HablI0/1aBaHH BbB BHTPEOYHATA TEUHOCT ciel 12

yaca. [lepopannara GMOHANKMUHOCT Ha AeKCaMETAa30H NMPH CYOEKTH W NAalMEHTH €3 YBPEKIAHHA € B
rpaHuuTe Ha 70-80%.

Pasnipenenenue

Criea HHTPaBeHO3HO NPUNOXKEHHE, 06EMBT, KOHTO ce pasnpesieNs B HENOABIKHO cheTosHUE ¢ 0,58 I/kg. In
vitro He ce HaOMIOaBa NPOMAHA B CBbP3BAHETO HA YOBELIKHTE IU1a3MEHH NIPOTERHH NPH KOHLEHTPALIHHU Ha
AexcamertasoH ot 0,04 no 4 ug/ml cwe cpesiHa CTOMHOCT Ha cBBP3BaHE Ha MPOTEHHUTE 0T 77,4%.
buoTtpaHchopmains

Ilpubnnsurento 60% ot no3ata ce oTKpHBa B ypHHaTa KaTo 6-P-XHApoKCHAEKCcaMeTa30H K 1o 10% ce
OTKpHBa Kato 6-P-XHIpokcu-20-InXuapoaeKkcaMeTasoH

EnumuHupaHe

Cnex MHTPaBEHO3HO NPUIIOKEHHE, CHCTEMHUAT KWiMpbHe ¢ 0,125 L/hr/kg. Cnen nepopanHo npruioxetine,
2,6% OT HENPOMEHEHOTO JIEKAPCTBO C€ OTKPUBA B yPUHATA, 10KATO A0 70% OT 103aTa CE OTKPHBA KATO
naeHTIQUuMpand Metabonutu. Cnel cHCTeMHO NPUIOKEHHE, [L1a3MEHOTO BPEME Ha NONY)KHUBOT €
AOKNIA/IBAHO KaTo 3-4 4aca, HO € YCTaHOBEHO, Y€ € MAJIKO MO-ABLIro Npu Mbxkere. Tasu HabmonasaHa pasnuka

HE C€ CBbP3Ba KbM IPOMEHUTE Ha CHCTEMHHUS KITHPBHC, 8 KbM pa3iiMkuTe B o6eMa Ha JUCTpUOyuMa 1
YOBEILKOTO TErJO. -

JIMHEeHHOCT/HEeTUHe MHOCT

HenunHeiina papmakokuHeTHKa ce HaGnI0AaBa Ci1e/ Mpeopasino MpIoKEHHe Ha 03K Mexay 0,5 no 1,5 m g,
kbaero AUC e no-manka ot nponopuuoHanHaTa Ha nepopanHara Jo3a.

Bpnika(u) dpapmakokuHeTHka-papMakoJHHaM KA

Bpbakara papMakoknHeTHKa-hapMakoAMHAMHUKA Cel JOKATHO OYHO NPWIOKCHHE HE € YCTaHOBEHA.

(bapMakOKHMHETHKA DU CHEIMATTHHTE [IOMY ALK
(DapMaKoOKHMRETHKATA Ha CUCTEMHMS AEKCAMETA30H [pH nauueHTH ¢ 6s0pedHo yBpeKaaHe He ce palindapa

SHAYHTEITHO MpPH CPaBHCHHE C NALMEHTH Oe3 yepexanus. Ileanatpuynara $apMakOKMHETHKA BAPHPA MEXY
BH3PACTOBHUTE IPYTIH, HO HE Ce HaBMIOaBaT PasiNKM B HPOKH MPaHUUH. | T




3.3 Ilpeaknuunyny xannu 3a Gezonacmoct

HewIMHUYHHTE AaHHU MOKA3BAT, He HAMA CNICLMAIHA ONACHOCT 3a XOpaTa IPM [IPHIAaraHe Ha
[IPCMOpBLYNTEIHATA KIMHHYHA 1034, HA 6a3aTa Ha KOHBEHIIHOHAIHHTE NPOYUYBaHuUs 32 TOKCHYHOCT NPH

MHOI'OKPATHO IIpHIAraHe, NreHOTOKCHYHOCT, KapHHHOI'CHCH IMOTCHUHAT U1 TOKCHYHOCT IIpH
Bb3IIPOHU3BCKIAHETO H Pa3BUTHETO.

6. ©®APMAIEBTHYHH JAHHHU

6.1 Cuoucbk Ha DOMOIHHTE BEMIECTBA
osupon K25

Hunarpues docdar aoaekaxuspar
Harpues xyiopun

Jvuarpues enerar

beHzankoHHeB xnopun
IIpeurcTeHa sBona

6.2 HecLbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox na rognocr

4 I"DJ.I,HrHH
Cpok cnéa nupBo OTRBapsiHe Ha OyTHIIKaTa: 4 CeAMMLM.

6.4 Coennanum yC.IOBHN HA ChXpaMeElHe

Jla ce cbxpansBa npu Temnepartypa noxn 25°C.
Ha ce CbXpaHsaBa B OPUrMHAIIHATA ONAKOBKA, 3a 14 CE NPEeANna3su OT CBETIKHA.

6.5 Buan chanpxanune Ha onakoBKarTa

Menekcon 0,1% ce ¢babpaa B 6sna Henpospauna LDPE 6ytunka ot 5 ml, ¢ 6s10 LDPE orkansaio
YCTPOHCTBO, 3aTBopeHa ¢ Oana HDPE kanauka Ha BHHT ChC 3alIKTeH NpbeTeH. ByTunkaTa e nocraBseHa B
KapToHeHA OMNAaKoBKa 3aeHO C JIMCTOBKA 34 [TALIMEHTA.

6.6 ° Chnenuaanu npeanasuy MCPKH OPH N3XBBPJAHE H pabora

Hersnonzsanusr nekapeTBeH MPOAYKT WM OTNANABYHMTE MaTEPUAIH OT Hero TpAOBa /1a ce H3XBbLPIIAT B
CLOTBSTCTBHE C MECTHUTE H3UCKBAHHS,

7. IIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Bopaa Mencude Esponia- EOQO/]

yi1. ,,bopuc PymeHos* 16
1407 Codwisi, Buarapus

8. HOMEP(A) HA PASPEINEHHETO 3A YIIOTPEBA

Per, Ne: 20210172




9.  JTATA HA ITBPBOTO PASPELHIABAHEMIOJHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha mbpRo paspemasate: 24 oHu 2021 .
Hara Ha nocaenHoO NOAHOBsABANIE!

10. JATA HA AKTYAJIM3NPAHE HA TEKCTA

05/2026




