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_—

N3N NHATENNA ATERLMSR N0 NEKAPCTBATA
1. WME HA JEKAPCTBEHUS [TPOIYKT Roamecs “""‘“"""”"”'“‘;p ;,‘ j“”é"”j'“"' Fipuscmerne 1|

kow pos, o 00299 .
Keroponax BuxsH 5 mg/ml kanku 3a o4yn, pa3TBop Pa Ne " - 1
Ketorolac Vision 5 mg/ml eye drops, solution e 06 -10- 2023

pomame- S 5CT

2. KAYECTBEH U KOMIHYECTBEH ChCTAB

1 ml pasTBOp chABPXKA 5 mg KeToponak Tpomeramon (ketorolac trometamol).
[ToMOUIHY BelllecTBa ¢ H3RECTHO AekcTrue: Oerzankonues xtopuA (benzalkonium chloride} 0,1 mg/ml.

3a MBAHUSA CIIMCHK Ha MTOMOLIHUTE BEUICCTBA BUKTE TOYKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Kankmn 3a o4m, pasTeop.

Buctpa TeqnocT, ¢cBobOAHA OT BUAUMY HaCTHLIM.

4. KJINHAUYHU JAHHU

4,1. TepaneBTHUHHM NOKA3AHUA

KeTUpOHaK € JIEKapCTBEHO - BELIECTBO, KOCTO  cnajla KbM rpynara Ha  HECTCPOWIHHWTC
npoTuBOBL3nanutenyu cpencrsa (HCIHBC).

[TokazaH € IpH BE3PACTHH 3a NPOQHIAKTHKA ¥ HAMANABAHE Ha BB3NATCHHETO H CBBP3GHHTC € HETO
CUMNTOMHU cliejl orepalius Ha OUHTE.

4.2, J0o3WpoBKA H HAYHH HA NPHJIOKEHHE
CaMo 32 JIOKATHO O4YHO MPHITOKEHHE.

BL3pacTHY 1 JIMIA B ¢TAPYECKa Bb3pacT (Hag 65 TOAMHE);

Creoonepamusno 8u3NaNeHUE.
| kanka oT pa3TBOpa CC MOCTABA B OKOTO/OUKTE TPU NBTH JHCBHO. HauanoTo Ha JeueHueTo zanousa 24

yaca rnpenau ornepauusTa 4 npoasixkasa 10 TpH CEAMHLH cnen HEA.

[leanaTpuyHa nonyinaLus:
Hsama croTBeTHO npunokenne Ha Keroponak BUKEBH B IeiHaTpUHHATA NOMYAallM 32 MOKA3aHHUETO:.

[TpodunaxTiika ¥ HaMansBaHe HAa BH3MANCHUETO CTIE]] OTepallid Ha KaTapakra.

HauuH Ha [IpuiokeHue:
ITpunara ce 4ype3 HakalmBaHe B KOHIOHKTHBAJIHHS Cak,




3a a ce NpeamassT alvTHKaTop-KalKOMepa W pasTBopa OT 3aMbpcsiBaHe He TpiabBa ja ce JOKOCBaT
KnenayuTe, 3a00MKangmara r'd IOBbPXHOCT MAW JAPYTH 30HH C BbpXa Ha aljiMKaTop-KankoMepa Ha
dnakoHa.

3a ga ce nmpenoTBpar abcopbupadHeTo Ha NEKApCTBOTO MNpe3 HasajHaTa MYK03a, Ha30JaKpHMATHUAT
KaHAT TPAOBa Ja ce IPUTHCHE ¢ MPBCTH CJIE NOCTABSHE HA KANKHTE B NMPOABIDKEHHC HA 2 - 3 MHMHYTH.

ToBa MOXe 1a A0oBene A0 HAMANSBAHE HA CHCTEMHUTE HEXeldaHHW peaknrHd d NMOBHUIIABAHC HAa JIOKaJITHATa
dKTHBHOCT.

B cnyuail, ye ce M3NEA3BA MOBEYE OT €AMH JIEKAPCTBEH NMPOAYKT 33 NPUMTOKEHHE B OKOTO, HHTCPBAINTC
MEKIY OTACTHUTE TIPHITOXKEHHS He TpsAbBa na ObAaT MO-KPaTKH OT 5 MUHYTH.

4,3. IIporBBOonoxkazanud

CBpPBXUYBCTBUTEIHOCT KbM KETOPOJIAK HIH KbM HAKOE OT IIOMOLIHUTE BEIECTBA, NOCOUCHH B TOMKA 6.1.
ColiecTByBa PHCK OT KPhCTOCAHA UYBCTBUTEIHOCT KBM ALCTHACATULIHIOBA KHCCITHHA H IPYTH HCIIBC.
TIpOTHBOIIOKA3EH € MPU TUTA, KOUTO B MURANOTO €4 UMANH NPOABY HA CBPBXYYBCTBHTEAHOCT KbM
NeKApCTBA OT TA3H Ipyna.

4.4, Creonanny npeaynpexIeHus # IPeANAa3HA MePKH NP ynoTpeda

[Tpenopwusa ce Keroponak BuwkbH Jla ce mpunara ¢ HOBHUICHO BHUMaHWE IPH MALACHTH € H3BCCTHA
CKIOHHOCT KbM KbPBEHE UM MPUEMALIY JEKApCTBa, KOWTO MOraT Aa yb/kaT BpeMETO Ha KbpBCHC.

[MonofHo HAa ApYrH NPOTHBOBL3NAIMTENHH NekapcTsa, Ketoponak BikbH MoXe 1a MacKHpa obpYarHUTE
MpU3HAUM HA HHPEKLHA.

Beuuku HCIIBC morar na 3abasaT 3a3qpaBsBaHeTo Ha paHuTe, EXHOBpeMeHHATa ynotpeba na HCIIBC
MTOKAJTHU CTEPOUIH MOXKE /12 YBENUYH TO3H PUCK.

YnorpeSata Ha Keroponak BikbH 3aefHO ¢ JIOKAJIHH KOPTHKOCTEPOW/M H3MCKBA BHMUMAHUC TpPH
MALMEHTH, IPH KOHTO Ce MOAO3MPAT EHTEIHY YBPEXTaHHS Ha pOroBHLaTa.

HUanomspaHero Ha nokanau HCIIBC Moxke jga D§DpHUHHM  KCPaTUT. [lpy HAKOW [MAUKCHTH
npoxemkuTentata ynorpeba nHa nokansn HCIIBC moxe na Aosepe 0 YBpeXJaHE HA CTHTENd,
M3THHABAHE Ha POrOBHIATA, KOPHEAIHA €pO3HsA, yilepauus HiM nepdopauus Ha poOroBHLATA. Tesn
ChCTOSHHA MOraT Ja GbhjaT OmacHH 3a 3peHuero. IlaumeHTH C J10Ka3aHO HapyIIEHHE HA POTOBHHHHA
enuTen TpabBa HesabaBHO A& mpekparsT yrnoTpebara Ha jokamuu HCIIBC W na ObJaT BHUMATERHO
NpOCNe/ISBAHH.

Hokanuure HCIIBC Tpabsa Aa ce U3M0JI3BAT ¢ NNOBHIIEHO BHUMAHKUE MPY NMALHEHTH € YCIIOXKHEHHA CIIEN
Onepallid HAa O4YHTe, JeHepBalud Ha pOroBHIATA, KOPHEAWIHH CHHTCITHH dedexTu, 3axapeH JHaber,
sabonsBaHus HAa oOuHaTa NOBbpPXHOCT (Hanp. CUHAPOM HA CYXOTO OKO), PCBMATOHICH apTPUT HItH
[OBTOPHH ONEpPalldM Ha OKOTO B KpaThK MEPHOL OT BpeMe, ThH KaTO MU TE3H ChCTOAHHA CC MOBHIIABA
PHCKBT OT HEXENaHHU peakuHy OT CTpana Ha poroBMLATa, KOHTO MOTAT J1a OBIAT ONIACHH 33 3PEHHETO.

[Toctmapkerurrosuat onut ¢ okanuu HCIIBC nipeanonara, e ynorpedara UM roBete oT 24 yaca npenu
orepalud Win Haja 14 qaH cleflonepaTHBHO MOXKCS id YBENHYH PUCKA OT nodea Ha HeXeNaHU PeaKlvH oT
CTpaHa Ha pOrOBHLIATA, KAKTO W TAXHATA TEXECT.




Ketoponax BuxbH chabpxka OeHI2IKOHUER XJIOPU1, KOMTO MOXKe Aa ITPeAH3BUKA IpasHEeHE Ha OUHTE H €
H3BECTHO, ye 00e3lBeTABA MEKUTE KOHTAKTHY Nielii, Jla ce u304rsa KOHTAKT ¢ MEKH KOHTAKTHH NICILH.
IMaiineHTuTe TpsORBa Ja OBbOAT HHCTPYKTUPAHU A OTCTPAHABAT KOHTAKTHHTE JISUIH MPEAN NpUIlaraHeTo Ha
Keroponax BuxbH ¥ fla u3yakBaT Hal-Manko 15 MUHYTH Npegy MOBTOPHOTO KM MOCTABAHE.

MMa noctMapKeTHHroBY chLODIUEHNS 32 PA3BUTHE Ha OPOHXOCIIA3bM HAH 0DOCTpSHE HA ACTMA NPY NALHEHTH,
KOHTO UMAT U3BECTHA CBPBXYYRCTBUTENHOCT KbM acnupus / HCIIBC nnu aHaMHe32a 3a acTMa, CBbp3aHa ¢
ynoTpe6arta Ha keToponak. [Ipenopsusa ce NOBHIIEHO BHUMaHKe Ipu ynoTpebara Ha KeToposiak BikbH NIpH
TE3W NnauuenTH (Bx. Touka 4.8).

HexenaHHTe NeKapcTBEHM PEaKLMN MOTaT Aa 6bJaT MUHHMH3HPAHH, KaTO NPOAYKTHT CE NpHjiara B Hak-

HHMCKATa €EKTHBHA 034 H ¢ Hal-KpaTKa IPOABLIKHUTETHOCT Ha JIEUEHHETO, AOCTAaThUHA 38 KOHTPOJIMpAHE Ha
CUMIITOMMUTE.

4.5. BaauMojelicTBHE ¢ APYIH JEKAPCTBEHH DPOAYKTH H APYTH GOPMH HA B3AHMOJICHCTBHE

He ca npoeexaaHu IPOYYBAHUA 32 B3aUMOJICHCTBHSL.

Ketoponak BuxbH Moxe f1a 6bje ripunarad 6e30MacHo B KOMEHHALHS CBC CUCTEMHH M OQTAIMOTOTHYHH
JIEKAPCTRA KaTo aHTUOHOTHIH, CelaTHBH, GeTa-6oxepH, HEXHOMTOPH Ha KapOoaHXKpa3aTa, MHOTULIH,
MUZIPUATHIH, JIOKATIHH aHSCTETULM H ITMKITOIIEr UK,

Ketoponak moxe Aa 3a0aBy WK YABJDKH 3a3APABHTCIIHATE MPONECH. 32 JIOKATHATE KOPTHKOCTCPOU/IH
CBILIO € H3BECTHO, e 3a0aBaT WiM YALIDKARAT 3a3/paBiBaHeTo. EqHOBpEeMEHHATA yroTpeba Ha JTOKANHU
HCTIBC u noKanHM KOPTHKOCTEPOW/IM MOKe 1A YBENIMYIH PUCKa OT MpobJiemMu ¢ MpOoLeca Ha 3a3/(paBsiBaHe
(B, TOuka 4.4),

4.6, @Pepruanrer, OpeMEHHOCT U KLPMEHE

bpeMeHHOCT

Hsma Z0CTaThYHO AAHHH 3a yroTpefara Ha KETOPOJaK TPOMETaMoJl IIPH OPEMEHHH KEHH. [TpoyuBaHHA
NpM >KMBOTHY MOKa3BaT AAaHHW 3a PENpOAYKTHBHa TokcHuHocT. MHxubupaHeTo Ha nNpocTarjiaHniHHOBHA
CHHTEZ MOXE Na TIOBNKSE OTPUIATENHO BbpXy OpeMeHHOCTTa W/HNW PalBUTHETO Ha emOpHoHa/peTyca
H/UITM NOCTHATAIHOTO pa3BuTHE, Bhnpeky He ce 04aksa MHOIO HHCKa CHCTEMHA CKCNO3HLINA, Keroposak
BHXBH He ce MpenoprsYsa o BpeMe Ha OPeMEeHHOCT.

KnpMeHe
Ketoponak BumxbH He TpsbBa Ja ceé W3NOJN3Ba MO BpeMe Ha kbhpMeHe. KeToponak TpoOMETamol ¢
CKCKPETUPA B HOBEILKOTO MJIAKO ClIell CHCTCMHO NPHIOKEHHE.

DepTUIUTET
Hsama noctaTe4HO WHpOPMAIHA 3a NOBNUABAHE BbpXY (epTHINTETA IPH XOpa.

4.7. EdexTu BbpXy crocobHOCTTA 32 IIodHPaHe 4 padoTa ¢ MAITHHA

Ketoponak BixbH MoXe Ja OBNMAE CIOCOBHOCTTA 32 wodupane H paboTa ¢ MalllMHH. Bh3MOXKHO € 1a
HACTBITH BPEMEHHO 3aMBIUISBAHE HA 3PEHHETO Clej MOCTaBAHE Ha KANKWTE, JIallMeHTHTE He TpsabBa Aa
roupat niu paboTAT ¢ MAIHHK, JOKATO UMAT 3aMBIJIEHO 3pEHHE.

4.8. Hexenann XexapcrseHH peaKNHH




Hajt-uecTuTe HexkeNnanu peakiiny, cho0nieHy IpH o4Hara ynorpeda Ha keToponak, ¢a TPaH3HTOPHH NOIBH
Ha NTAPEHE ¥ CMBJEHE MPH HAKATIBAHE,

HexenanuTe nexapcTBeHH peakiii, HaOMOaBaHH B KTMHUYHH H3MUTBAHHA ¢ KETOPOJIaK TPOMETaMOJl ¢a
u3bpoeHu no cucremo-opraHdy knacose (MedDRA) ¥ ca npepcrapeHd no 4ectora. ChOTBETHATA
KATErOpHA ,,4eCTOTa™ 3a BCAKA HEXKenaHa JIEKApCTBEHA peaklusA €€ OCHOBaBa Ha CiieHaTa KOHBCHLIMI:
mMHore uectu (>1/10); uecro cpemanu (>1/100 go <1/10); meuectn (=1/1 000 mo <1/100); peaxw
(>1/10 000 xo <1/1 000); muoro peaku (<1/10 000); ¢ HeusBecTHaA uecToTa (OT HARMYHHTE JAAHHHM HE
Moxe Aa ObJe HanpaBeHa OLEHKA),

CucremMo-opranna YecroTa Hesxe1aHn peakuun
KIacupruKalnsn
Hapyiienus Ha uMyHHaTa cuctema | Yecrn CBpPbXUYBCTBUTEIHOCT, BKAIOYHTENHO JIOKAIHH
aJIEpriYHH peaxHu,
Hapymenus Ha HepBHata cuctema | Yectn ["naBoboane.
Hapywmenus Ha ovute MHoro 4yectu IpasHeHe (BXIKUUTENHO YCCUIaHEe 3a TapeHe);
Gonka (BKIOYHTENHO CMbAECHE).
Yectn [TOBBPXHOCTEH (TOMKOBHJEH ) KepaTHT, OTOK Ha

OYHTE WHIH Ha KIENauuTe, chpdex,
KOHIOHKTHBAITHA XUITEPEMHUs, O4HA WHPEKIIHS,
Bh3NATCHHE, UPHT, POrOBHYHH NPEeLIHNATALINH,
KPBBOMINE B PETHHATA, LIACTOU/ICH €1EM Ha
MaKyfiara, TpaBMa Ha OYHTE, MOBULICHO
BLTPEOUHO HANATAHE, 3aMBIIICHO WX HAMANIEHO

3PEHUE.
HeuecTH KopreanHa a3B8a, KOPHEATHA HHUITPALIHA,
CYXOTa B O4HTe, enudopa.
C Hen3BecTHA VYBpexIaHe Ha poroBHIlaTa (Hamp. N3THHABAHE),
YyecToTa €po3us, YBpeXKaaHe Ha eIUTeNa U nepdopanug™®
PecriupatopHu, rpbaHu U C HeH3BeCTHA BpouxocnasbM MK 060cTpsaHe Ha acTMa* ™

MCIANACTHHANHH HAPYIICHUA yecToTa

*[Tony4aBaHH ca CyyaiiHi NOCTMAPKETHHIOBH CHOOIIEHHMA 3a YBPEXKIaHe Ha pOroBHIATA, BKITFOHHTCIIHO
U3THHABAHE, CPO3HA, YBPEXKAAHE HA enuTea N nepdopanys Ha POTOBHLATA. Te ce NPOABABAT TJIABHO NP

MalMeHTH, H3MIOM3BALH ChIIbTCTBALIH JIOKAJTHH KOPTHKOCTEPOHIH U/HUITH ¢ Mpeapasnonaraia
CBHITRTCTRAIIA 3a00s1eBaeMOCT (BK. Touka 4.4).

**}{Ma HAMYHY [TOCTMAPKETHHIOBH ChOOLIEHHS 33 OPOHXOCIA3BM HIIH 00OCTPAHE HA aCTMa NPH
MAIMEHTH, KOWTO HMAT MM M3BECTHA CBPbXYYBCTBHTETHOCT KBM ACIMPHH/HECTEPOUAHH
NPOTHBOBL3NANHTENHY CPEACTBa, HITH aHAMHE3A 3a aCTMa B MHHAJI0TO, CBbp3aHa ¢ ynorpebara Ha
KETOpOJIAK.

HuTo €Ha OT THIIMYHHUTE HEXENaHH peaxnyH, cboOwenn npy cucreManTe HCIIBC (BKIOHATENHO
KETOpOJIaK TPOMETaMOoJ1), He ca HabmoaaBady CiIel NPHIIOKEHUE Ha O3NTE, M3N0I3BaHK 34 JIOKaJiHa O1HA
TEpanus.

Crofijasane Ha NOAO3UPAHN HEKENAHU peakliny
CLo6LIaBAHETO HA NOJO3HPAHH HEXENAHN PeaKIHH CIeJl pa3pelasane 3a ynorpeba
NPOAYKT € BaxHo. Tosa Mo3poJisiea Aa NpoAb/KH HaDIIOAEHHETO HA ChOTHOLIEHHCT,




JeKapcTBEHUA MPOAYKT, OT MEOMITMHCKUTE CIELUUANUCTH ¢ W3HCKBA 1a ChOOIABAT BCAKA MOJI03MpaHa
HeXKeIaHa peaKUuus ypes:

M3mbnHUTENHA aredUns o NeKapcThaTa

ya. ,,JdaMsad ['pyes* Ne §

1303 Codus

TeN.: +35 928903417

yebcaliT: www.bda.bg

4.9. Ilpexo3upane

Hsama cbobuieHus 3a cnyvan Ha mpeaosupade. Hama BeposTHOCT OT INpefo3HpaHe NpH NpenopbyaHus
HayuH Ha npunoxeHue, [Ipu cnyuaiino rorinsliane ce MpelophyBa NMpHEeM Ha rojgMO KOTHYECTBO
TEYHOCTH,

5. @®APMAKOJOI'MYHH CBOUCTBA
5.1, drapmakoaHHaMu4YHH CBOKCTBA

QapMako-TepaneBTiuHa rpyna: OdTaaMOMOrHYHH TOpOAYKTH. IIpOTHBOBBINANWTEAHH CPEACTBA,

HECTEPOUIHH NPOTHBOBB3NAIHTEIHH CPEACTBA.
ATC koa: SO1BCOS

KertopoJsiak TpoMeTaMoOn NPUHAANESKH KbM IPYIaTa Ha HECTEPOHJHHUTE APOTUBOBR3NAINTE/IHH CPEACTEA.
[IpuTexaBa aHAAreTHYHA M NPOTUBOBBINAJTWTENIHA aKTUBHOCT. Muxubupa eH3UMa IHUKIOOKCHTEHA3a,
KOWTO WIpae OCHOBHA pofA B Mpoueca Ha OHOCHHTE3a HA NPOCTArNIaHIMHM, Y CTAHOBEHO €, € KEeTOPO/aK
HaMaJIsiBa HUBATa HAa NpOCTariaHAMHHA BbB BETPEOYHATA TEYHOCT CJICA IOKATHO IIPHITOKCHHE.
Ketoponak TpoMeTamols, NPHIOKEH CHCTEMHO, He MpefU3BHKBA MUApHaza. PesynTaTure OT KAHHUYHY
IPOYYBAHUS NIOKA3BAT, Y€ KETOPOAAK HAMA JHAUNTENEH eeKkT BbPXY BbTPLOYHOTO HANATaHE.

5.2. PapMaAKOKHHETHYHH CBOICTRA

A) O61IM XapaKTEPHCTUKM:

Abcopbuns

BHOHAMHYHOCT BEB BbTPEOYHATA TEYHOCT NPH 3aeK:

CpenHa KOHUCHTpaLMA Ha 0,856 pg-equiv./ml - 0,5 hr
oblaTa paaMoaKTHBHOCT 1,607 ng-equiv./ml - 2 hr
Tnax 3,38 hr

Crnax 1,905 ug-equiv./ml

AUC (0-8 hr) 9,39 pg-equiv. hr/ml

Totat AUC 13,53 pg-equiv. hr/ml
[TonyxuBOT 3,77 hr

ABCon0THA OYHA OMOHAJTHYHOCT 3.7%

Cren NOKaHO MPUIIOXKEHHE TIPH 3aeK, NOJMYKHBOTHT Ha 00IaTa paauoakTHBHOCT BB BETPCOYHATA

TEUHOCT € [O-ABJIBI, OTKOJIKOTO CJIE] MHTPAKAMEPHO HH¥KEeKTHpaHe, ToBa npeanonara, 4e JJOKaTHOTO
NPHIIOKEHUE MOXKE Aa AoBeae a0 edekT Ha "pezeproap” B eNUTENS HA pOroBuL@aTa U rNpoabi
MOTOK HA JICKAPCTBOTO OT pe3epBoapa BbB BETPEOYHATA TEUHOCT.
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Pasnpefenenue

Cnen nOKaJIHO NPUIOKEHHE NpH 3ailM, MHKOBUTE KOHUEHTPAUHH HA paAMOaKTHBHOCT Ca MOCTHTHATH B
PAMKHTE Ha | 9ac B OYHHTE TBKAHM M ca Haif-BHCOKH B porosunara (6,06 mcg-eq/ml). Cnen 1 vac no-
rofigIMaTa YacT oT paAuoakTaBHocTTa (0,9% OT NpUIoKEHaTa 103a) c€ BE3CTaHOoBABA OT cknepata (0,58%)
n porosHuara (0,24%) ¥ Mo-Mank¥ KOTHYECTBA CE& Bh3CTAHOBABAT OT BBTpecuHara Teunoct (0,026%),
petuna-xopouaes (0,018%), upuc-mnuapuo o (0,007%) u nema (0,002%).

[nasmenute ctoiinocty Ha AUC npw 3aiinu ca 6unu no-sucoxy B porogunara (104 nutH), ckiaepata (27
N'BTH), HPHUC-LUTHAPHOTO TANo (5,8 TBTH), peTHHO-Xopouaa (5,6 MbTH), BFTPEOHHATa TEYHOCT (3,3 TBTH)
¥ TIQUIOBHHATA OT CTHKJOBHAHOTO TAIO M Jewara. (nejl O4YHO NPWIOKCHHE, KOHLEHTPALMHTC Ha
pajH0aKTHBHOCT, CEbP3aHa C JIEKAPCTBOTO, ¢4 NO-BHCOKH B OYHHTE TLKAHH H IIO-HHCKU B I1a3Mara B
CpaBHEHHE € TE3H CNEJ HHTPABSHO3HO NPUIOKCHHE.

CuctemHa abcopbuus

Crea NpUIokeHHe Ha KeTOpOJaK B OKOTO Ha 3ack Toii ce abcopbupa Obp30 B CHCTEMHATA LUPKY/IAliHA
(Tmaxs 15 min). [TnasMeHuAT NOTYRHBOT Cliel] OYHO MpHAoKeHHe (6,6-6,9 Haca) € 110-ABABL OT TO3H ClIeA
MHTPAaBEHO3HO TIpwioxkeHue (1,1 Jaca), koeTo npejnonara, 4¢ NpeMruHaBaHETO HA AEKAPCTBOTO OT OKOTO
BLB BEHO3HATA UMPKYJauus MoxXe A2 OpJe CKopocT jJuMutHpaHo. llpw cpaBHABaHE HHBAT4 Ha
SIEKAPCTBOTO BBHB BETPEOYHATA TEYHOCT CNCJ MHTPAKAMEPHO HIDKEKTHPAHE CIPAMO TUIAIMCHWTE HUBA
c1e/l HHTPABEHO3HO MPUIIOKEHHE, KETOPONAK C€ M3UMCTRA 110-0hp30 oT naaMara (6 ml/min), OTKOJIKOTO
oT npeanara kamepa (11 mel/min).

Mpwu geiroonaimata MafiMyHa MUKOBH MNa3MEHH HMBA Ha KETOPOJak ce nposegsar cied 1,1 daca cnen
O TAIMONOTHUHO NTpHIokeHHe, FIa3sMEHNAT NOMY>KUBOT HA KETOPOJAK € CXOJEH Clie/l OUHO NPHIIOKEHNE
(1,8 uaca) u cien unTpaBeH3Ho (1,6 waca).

IMo-ronfMaTta 4acT OT OYHO NPHJIOKEHATA J03a CE eKCKpeTHpa B ypuHaTa (66% mpH 3aek u 75% mpH
MafiMyHa) 1 Manko KojauuyecTeo BHB dexanuute (11% npu zaexk u 2% npu madimynu). CteneHra Ha
cucTeMHa abcopbuusa cnen oyHo NpUIoKeHHe e cpeauo 73% npu 3aek W 76% npu ARIToonallaTa
MaliMyHa.

MeTabonu3LM

Cnen o4HO NPHIOXKEHUE NMPY 3alld, KETOPOJIAK MMPEeACTARIABA OCHOBHUAT KOMIIOHEHT (nmoseue oT 90%)
Ha paJMOAKTUBHOCTTA BBB BBLTPEOYHATA TEYHOCT M [M1asMara, a MOJHXHAPOKCH MeTabOHTHT
npefcTaBasBa 5% OT pafgHoaKTHBHOCTTA B mulasmara, KeTOpoNak e OCHOBHMST KOMIIOHCHT (96%) OT
Mna3sMeHaTa pPafHOAKTUBHOCT CIe/l TOKATHO NPHUIIOKEHHE MMPH MaHMYHH.

Cnen o4HO NpHIOKEHWE NpH 3aeK, 72%, 17% u 6% ot odulaTta paJuOakTHBHOCT B YpHHATa C€ CBCTOU OT
MHTAKTEH KETOPOJaK, p-XHAPOKCH KETOponaK M JApyrd mnoiaspHu mMetabonutd. Clefl MHTPABEHO3HO
[IPUNIOKEHHE, OTHOCHTE/HHTE MpPOMOpPLHMH Ha o6lNaTa pajHoOaKTHBHOCT B ypUHaTa ca cpefHo 6% xaTo
MHTAKTEH KETOponak, 68% KaTo p-XHAPOKCH KeToponak H 22% kaTo MoNAPHH MeTa0OMUTH.

[pu MaitMyHa HHTAKTHUAT KETOPOJAK M HErOBHAT MOJIApeH METa0O0MUT TPEACTABAARAT CHOTBETHO 32% M
65% oT 0BImATa PaIHOAKTHRHOCT B YPHMHATA CleA O4HO TpHIokenHe H cboTBeTHO 50% 1 49% ot
PajOaKTUBHOCTTA B YPMHATa Cle]l MHTPABEHO3HO npwioxkeHue. [lo TO3H Hauwn, MeTaOOMH3MBT Ha
KETOpOIaK € Ka4eCTBEHO CXOeH/nofo0eH cllel O4HC U HHTPaBEHO3HO NPHIIOKECHHE IPH ManMyHa 1 3aCK.

b) XapaxTepHCTHKH [IPH DANUEHTH:

PasTBopu Ha keroponak TpometamHH (0,1% Hnn 0,5%) wnp BeXMKYJIyM Ca Haka
nayrentHTe npubmuavrento 12 uvaca u 1 ygac upemu onepauus. KOHUCHTPAUWUT




BbTPEOYHATA TEYHOCT, B3ETH [0 BPEME HA OMEPAIIMATA, Ca B MONHATA rpaHuLa Ha oTkpusaHe (40 ng/ml)
nmpy | MaurMeHT W TOJ rpaHuUaTa Ha KOJAWYeCTBEHO onpefelisHe MpH 7 nmauieHTa, Ha KOUTO € Npujarau
0,1% xetoponak TpoMeTamuH. CpelHOTO HUBO BBB BHTpEOHHATA TEYHOCT HA KETOPOJIaK TMPH MalHeHTH,
nexysanu ¢ 0,5% keroponak TpoMmeTamus, € 95 ng / ml. Konuentpauunre Ha PGE2 BeB BRTpEOYHATA
TeurocT ca 80 pg / ml, 40 pg / ml u 28 pg / ml npyu NauMeHTH, JEKYBaHH CHOTBETHO C BeXMKYIyM, 0,1%
keToponak TpoMeTaMuH H 0,5% keToponak TPOMETAMHH.

B 21-mHeBHO U3NUTBaHE 3a [TOHOCHMOCT cjéjl MHOrokpaTHO AozupaHe (T1D) npu 3apaBH 106pOoBOIIH
camo 1 oT 13 IauMeHTH MMa AOTOBHMO ITpe-103080 muasmeno Hupo (0,021 ug/ ml). [1pu apyra rpyna ot
13 nanMeHTH caMo 4 NauueHTH ¢a NMOoKa3aJid MHOrO HUCKH T1a3MEHH HHUBa Ha KETOPOIaK (0,011 mo 0,023
g / ml) 15 MUHYTH Clies] O4HO MIPHITOXKEHHUE.

CnemoBaTeqHO IMO-BHCOKM HHBZ Ha KETOpPOJaKk BLB BHTPEOUHATA TEYHOCT H MHOTO HHCKW HIIH
HEeJOMOBHMY MJIA3MEHH HUBA CJeJ OYHO TNPWIOKEHUE NpPEeArnonarar, 4ye HM3MoN3BaHETO Ha KETOpoJiak
TPOMETAMHH MO O(TAIMONOTHYEH BT MPH JIeUeHHe Ha npobneMu ¢he 3pEHHETO BOAM A0 J10CTA HHCKA
cucTeMHa abcopbuus npu nauueHTy.

5.3. IlpeaxkNHHHYHH JaHHU 32 OesonacHOCT

HexkITHHHYHHTE AAHHM HE TNoKasBaT ocoBeH pHCK 3a XopaTa Bh3 OCHOBA HAa KOHBCHLHMOHATHHTC
GapMaKoIOTHYHHE H3MUTBAHMA 3a OE30MACHOCT, TOKCHYHOCT TIpH MHOTOKpAaTHO [IPHJIOKEHMUE,
reHOTOKCHYHOCT, KAPLHHOIEHEH MOTEHLUHal, TOKCHYHOCT Ha DPEenpoAyKUMATa M pa3BHTHETO. OcTtpu,
MOAOCTPN W XPOHWUHW NPOYYBAHWA HA KETOPONaK NPy eKCIICPUMEHTANHW KHBOTHU YCTAHOBABAL
6e30macHOCTTa Ha NEKApCTBOTO. B JlombiHeHHe, okTokcHHOM 40 ¢ oleHABaH OTACNHO 34 O4HATa CH
6e3onacHocT. KeToponak e nokasan, ye He € JpasHell, HE MOKa3Ba NOKAJICH aHEeCTETHUCH epekT, He
OKa3Ba BAHAHHE BbPXY H3JEKYBAHETO HA CKCNEPHMEHTAIHM PaHM Ha POroBHIaTa [pH 3alH, He
no06psABa PA3NPOCTPAHEHHETO HA ONMTHY OUHH WHGekunu Ha Candida albicans, Herpes simplex BUpYC
THI eaHo, UM Pseudomonas aeruginosa npw 3aiiiid ¥ He YBEJNMYABA OYHOTO HAnAraHc MpH 3aHLU €
HOpMAJTHO 3pEHHE.

6. DAPMAHEBTHUYHHA JAHHH

6.1. Cnucobk HA TOMOIBNUTE BCIIECTRA

beH3ankoHNEB XIIOpHA

JIMHATpHEB eAeTaT

OxTtokcuuon 40

Hatpues xnopua

Hatpuer xumpokcHa w/uny X10poBoaopoiHa KHCENHHA (3a Kopekuus Ha pH)
Boaa 3a HHKEKITHH

6.2. HecbBMECTHMOCTH
He e npunoxumo.
6.3. Cpox Ha rogHOCT

2 (ABE) rOIVHH.
28 (BajeceT ¥ 0CeM) JHU CJIel ITbPBO OTBapsSHE Ha DyTHIKaTA.




6.4. Cnennaiavu ycJI0BHSA Ha CbXPaHEHUE
Mpu Temneparypa nog 25 °C.

Jla ce chxpaHfBa B KApTOHEHATA OMAKOBKa,
Byrunkata 1a ce chXpaHABA MIBTHO 3aTBOPEHA.

Criex MbPBO OTBapAHe Ha DYTHIKaTa: Ja Ce CbXpaHsiBa NpH Temmeparypa noa 25°C B opurdHanHara
OTIAKOBKA

6.5. Buja n chaABpxKaAHHUE HA ONIAKOBKATA

Bana Oytunka ot noaueruneH Hucka rurbTHocT (LDPE) ¢ annkkaTop-xkankomep, 3aTBOPEHA C Xafladka Ha
BHHT CbC 3ALMTEH NMPBLCTEH, TUN “tamper-proot”.

| (eana) 6ytunka or 3 ml, 5 ml wiu 10 ml 3aegHo ¢ AMCTOBKA 33 MAllMEHTA CE OMAKOBA B KAPTOHEHA
KYTHS.

6.6. CnenuaJjHy NpeaNa3Hu MEPKH MPH H3XBLPJAAHE 4 paboTa
HsiMa cnenuaidi H3HCKBAHMA.

Hen3non3BaH#AT JEKapCTBEH MPOAYKT HIH OTNIAABYHHTE MAaTEPHATIK OT HETO TpAOBa /1@ c€ U3XBBPIAT B
CLOTBETCTBHE C MECTHUTE U3UCKBAHUS.

7. [IPUTEXATEJ HA PASPEIHEHUETO 3A YIHOTPEBA

AnTnonoTuk-Pazrpag Al

6yn. “Anpuncko pberanue” Ne 68, ogme 201
7200 Pazrpazn

bwhrapus

8. HOMEP HA PA3SPEIHIEHUETO 3A YIIOTPEDA

Per. Ne: 20180333

9, JATA HA UTbHPBO PA3PEINIABAHEMIOJAHOBSBAHE HA PAZPEINIEHHUETO 3A
YIIOTPEBA

Jlata Ha mbpBO paspelasare: 27.11.2018

JlaTa Ha mocnegHO NOAHOBABAHE!

10, JATA HA AKTYAJIMN3IUPAHE HA TEKCTA

08/2023




