KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



1. UME HA JIEKAPCTBEHUS ITPOAYKT

MEJIETPOM 3 mg/Img/ml karnku 3a o4H, CyCII€H3HA cr/ P4 AN/
MEDETROM 3 mg/1 mg/ml eye drops, suspension |
~ ¥/ K 13-12- 085

2. KAYUECTBEH U KOJIMMECTBEH CbCTAB

| ml ot cycrniensusita chibpka 3 mg Tobpamuuunt (tobramycin) u 1 mg JickCcaMeTasoH
(dexamethasone).

[TOMOILLHO CPEACTBO C U3BECTHO JICHCTBUE

| ml or cycnensusita chabpxka 0,1 mg OeH3aTKOHHEB XJTOPHL.

3ambJIHUS CIIMCHK HA IIOMOLIHUTE BEIECTBA BHIKTE TOUKA 6. ]

3 JJEKAPCTBEHA ®OPMA

Karnku 3a oum, cycnensus: Osuia cycnensus, ¢ pH 6,5-7,5 u ocmonanurer 280-360 m Osmol/kg.

4. KJIUHUYHHU JAHHH
4.1 TepaneBrnunu noxkazanus

[[peunazBate u JICUCHUE HA OKOTO OT Bb3MAJICHUE, KAKTO M NPC/Ia3sBane oT HH(pEKIMHU, CIe]] onepalus
HA KaTapakTa, [Py BL3pacTHH M Jiela Ha/l 2 FOJIMHH.

4.2 Jlo3MpoBKA 1 HAYMHHI HA HPHJIOKEHHE

J1o3npoBKa
Vnompeba npu 1010w, 8b3pacmui, 6KIIOYUMENN0 U Nayuenmu 6 Cmapyeckd 6b3pac

Jlo3aTa e ejiHa WK JIBE Kallki B KOHIOHKTHBAJIHUS CaK Ha 3aCErHaroTo OKO (04M) Ha BCCKH 4 no 6 yaca.
[To Bpeme Ha nmupsuTe 24 710 48 vaca, jlo3ara MOXKE J1a C€ YBEJIMYH Ha €/1Ha WJIK JIBC Kallkk Ha BCCKH JIBa
yaca. Yecrorara Ha rnpuiarane TpsOBa ja ce HaMajisBa I0CTENEHHO HA OCHOBAHMC 1ojiloopeHue B
KJIMHUYHMUTE Mokasareid. Tepanusita He TpsOBa Jia ce NPEeKbCBA MPEXKACBPEMEHHO.

[Tpu TeKKH CLCTOSIHNS, J103aTa € €/1Ha WJIM JIBE KAallKH Ha BCEKH 4ac JIOKATo CC OBJIa/ICe Bh3IaJICHUETO U
NOCTEIEeHHO HaMAJIBAHE Ha J103aTa /10 €/1HA WM JIBE KAIlKKM Ha BCEKH J1BA Yaca 1pe3 CJie/(BaluTe 3 JIHM;
clle]l TOBA, €jHa J10 JIBE KallKyM Ha BCekHW 4 yaca rpes cieasammre 5 /10 8 JIHK, U HaKpas e/iHa J10 J1Be
KarKky JHEBHO Tpe3 nocieaHure 5 10 8 aHu, ako € HeoOXoauMo.

Ciie1 oniepalidsi Ha Karapakra, /103ara ¢ €jHa Karka 4eTHpH I'bTH JIHCBHO , OT JICH: CJIC/L ONCpaluATa 10
24 nuu. JleyeHHeTo MOXKe J1a 3arovuHe JIeHs MNpe/id olepanusaTa ¢ ¢/lHa Karka YCTHPH IIbTH JIHEBHO, /14
[IPOJILJIKM € €/IHA KallKa CJIe/L ONIepalliaTa, U OCTaHaIuTe 10 23 JIHK J1a Ce Kalle YeTHUPH ITbTH AHCBHO.
AKO € HeoOXO0/IMMO, YeCTOoTaTa MOXKE Jla CE€ YBEJIMYHM JI0 €/1Ha Kallka Ha BCCKH /IBa 4aca Ipe3 IbPBHUTC
JIBA JIHU JICUCHHUE.

[IpernopbUMTE/IHO ¢ BLTPEOYHOTO HaJIsIraHe Jla Ce CJIC/IH HecTo.

Creyuainu nonyiayuu

Yeproopobno yspeoicoane

He ca nposesianu npoyusanns ¢ MEJIETPOM nipu naumenty ¢ yepnoapoOun yspexkianus. Iopaan
Huckara cucremia abcopOums Ha TOOpaMMIMH M JIEKCaMeTa3oH CJie/l JIOKAJIHO TIPHJIOKEHHE Ha

JIEKapCTBEHMS TIPOJLYKT, He ¢ HeoOXo1Mma ClielidajiHa JIO3MpOoBKa.

bvbpeuno yspeocoare
He ca nposexaanu rpoyusanus ¢ MEJIETPOM npu naunentu ¢ 6b0peunu yBpe
Huckara cucremia abcopObumsi Ha TOOpaMHMUMH MW JICKCAMETA30H CJIC/l JIOKAJII
JIeKapCTBEHHUs MPOJLYKT, HE € HeoOX0/1MMa CrieliMaiHa JIO3UPOBKa.




Heduampuvuna nonyrayuA
MEJIETPOM kanku 3a o4M, CYCNIEH31s MOXKE /1a C€ H3M0JI382 MPH AcLa Hal 2 FOAAMHM, KATO CE H3M0JI3Ba

CBLIATA JIO3MPOBKA KATO NpH BL3pacTHH. besonacHocTTa 1 cpUKacHOCTTa NpH aAeua Noj 2 NOOAMHY He
¢a yCTaHOBEHH.

Cmapuecka evbapacm (1a u Hao 65 200UHY)
He ce Hajara KOpMrHpaHe Ha 403aTa IIPY NaLMEHTH Ha BB3PACT Ha M Hall 65 FOAHHA.

HaurH Ha npUuAoKeHHe
CaMo 3a OMHO TIPUJIOKCHHE

Criel KaTo Kanadkara Ha OyTH/IKAaTa € CBaJieHa, ako 3aUlMTHUAT npheTen € xnabas, TpsOBa fa ce
OTCTPaHM Npean 11a CC H3IION3BA IIPOAYKTA.

Byrunkara Tps6Ba aa c¢ pasknary gobpe npeau ynorpeda.
3a na uaberte 3amMbLpCsBale, BLPXbT HA AlUTMKATOPa-KANKOMEP He TpAOBa Ja ce J0KOCBA KO HHKAKBH

NOBLPXHOCTH. CHIO TaKa, BLPXLT Ha allIHKaTopa-KarnkoMep He TpAOBa 11a BiM3a B KOHTAKT C OKOTO,
Thi KATO TOBA MOXE /14 [IPUIMHHA HapaHABaHE HA OKOTO.

[IpenopbuBa ce WM HA30JaKpUMallHA OKJTY3Hf, WK BHHMATE/IHO 3aTBApAHe Ha kienaua(Mre) cneg
npunoxkeHue. Topa MOXe 1a HaMalnd cucreMHara abcopOums Ha JIEKApCTBEHH NPOAYKTH 33 OYHO
NPUIOKCHHE M 1 JIOBCIE JIO HAMAJIABAHE HA CHCTEMHHTE HEXENIAlH PCaKLHH.

[Ipu M3non3BaHe Ha 1OBe4e OT €AMH OQTAIMOrHHEH JICKAPCTBEH MPOAYKT 34 JIOKAJIHO NPHIIOKCHHE €
HeOOXOIMM UHTEPBA OT 5 MHHYTH IIOMEXAY WM. Masute 3a o4yH Tpa0Ba Jia ce nMoCcTaBAT NOCHEAHH.

4.3 IIpornBonOKa3zanus

- CB]J'bX‘{)r'BCTBH'I‘EJIHOCT KbM aKTHBHHTE BEUICCTBA WK KBbM HAKCE OT I[NOMOILLIHHUTE BCLUICCTRA,

n30poeHH B ToUka 6.1,

- Xepnec cuMruieke keparut (Herpes simplex keratitis),

- Bakcuuus, Bapuiiena U Apyrd BUpycHH 3a00sBaHNA HaApOroBHLaTa WK KOHIOHKTHBATA,

- [B6nuHK 3a60/19Ba1IHA Ha OUHATE CTPYKTYPH WIH HEeNeKyBaHH apa3UTHH WHPEKLMH Ha OKOTO,

- MukpoSaxrepransHu ouHN UHPEKLHH.

4.4 CrnenuaJinu upeAynpekicnus H npeanasid MCPKH Ipe/IH ynorpeda

- [Tpy nAkoM (AUMEHTH MOXE Ja Ce INPOABM HYBCTBHTENHOCT KbLK JIOK&JIHO NpHaraiu
AMUIIOMUKO3KIH. CTerenTa Ha peakLia Ha CBPBhXYYBCTBUTCITHOCT MOKE 1a BapHpa OT JIOKANHH €heKTH
1o ofia peakuus na eputema, cbpbexk, YpTHKapus, KoxeH oOpuB, aHapuIakcus, aHaQHUIAKTOHAHH
peakliMd Wi Oyno31M peakuuy. AKO €€ MOABH PeaKiMs Ha CBPbXYYBCTBUTEIIHOCT MO BpeME Ha
ynorpebara na AeKapcTRO, neueHueTo TpsdBa 1a ce MpeyCcTaHoBU.

- Moxe Aa c¢ MOSBY KPBbCTOCAHA CBPBXYYBCTBHTE/IHOCT KbM JAPYrH aMHHOITIMKO3HAM, 3aTOBA
TpabBa Ja ce WMa Npe/IBUJ Bb3MOXKHOCTTA MALUHECHTHTE, Y4YBCTBUTECIHH KbM JIOKUIHO TNPHIOXKCHUA
robpamMuLH, Aa OLAarT 4YyBCTBUTEIHW K KbM APYrM JIOKAJHO HW/MIIM CHUCTEMHO IIpHiIaraHy

dAMHUHOINMTHAKO3HU/H.
- CEPHGSHH HEXKCJ1aHN pCaKLHH, BKMIOYHTCIIHO HCBPOTOKCHHHOCT, OTOTOKCHHHOCT H

HEe()POTOKCHYHOCT ¢€ 1OBABAT fIPH MALMEHTH, W3MNOJ3BAIH aMHUHONTMKO3HHA TEParug 3a CHCTEMHO
npunoskeHue. [1penopnysa ce NOBHILIEHO BHHMAHKE NPU eAHOBpeMeHHara ynorpeba Ha MEJIETPOM

KAlKH 38 O4H ChC CUCTEMHO TpUJIaraHn aMHHOTITKKO3HIH.
- Tps6sa aa ce 06bLpHe BliMManue 11pH npeanucaane Ha MEJIETPOM kanky 3a 04W Ha NaLMeHTH

C W3BECTHM WJIM MO/I03MPAHU HEBPOMYCKYJIHM Pa3TpOHCTBA KaTO MHACTEHHs IpaBu¢ WiK Donect Ha
ITapKkMHCOH. AMMHOITIMKO3HNTE MOTaT 2 3aAbadouar MycKysiHara ¢nabocT nopaau noTeHUHa THHAT
UM e(eKT BLPXY HeBpOMyCKyara QyHKLUNS,

- [Ipoab/mxuresara ynorpeda 1ia KOPTUKOCTEPOHIH 3a JIOKAIHO NPHIOKCHUC B OK
J0BeAE JI0 O4Ha XMUICPTCH3US W/HITH MayKoMa ¢ yBPEX/aHe Ha 3pHUTCITHUA HCPB, HAM
octpota M geeKTH B 3IpUTENHOTO Noje, U obpasysaHe Ha 3aaua cyOkancyaapHa
NauuedTH, MOMIOKCHM OBJIro BPEME Ha TepanHd ¢ KOPTHKOCTEpPOMAM 3a o4l
BBTPEOUHOTO Hansrane Tpabsa Ja ce npobepsBa peaosHo M 4ecro. Tosa e o0cob
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HeAMaTPUYHHA MALKENTH, ThI KaTO PUCKET OT KOPTHKOCTEPOUJ-MHAYLIMpAHA O4HE XHUIICPTCHINA MO3KE
Na € MO-TOJIAM TpH JIeUa U MOXE /la HaCTbLH I10-PaHO OTKOJIKOTO NpH Bb3PACTHUTE, PuckeT OT
NOBMLIEHO BBTPEOUIO HamsraHe Wunu obpasyBaHe Ha KaTapakra, NPEAM3BHKAHH OT M3MOJI3BAHE Ha
KOPTHKOCTEPOHIM, € 10-BUCOK MPH NPEAPAsNoNIOKeHH nalmenTd (Hanp. AnMabeTHLIN).

- Cunzapom iia Cushing wunu naabnOpedHa HELOCTAaTBYHOCT, CBBP3aHH CbC CHCTEMHATA
aGcopbLMa Ha JCKCAMETa30H 32 OUHO TPWIOKEHHE, MOMC 14 €€ NOABAT CNEJl MHTCHIWBHA WIH
NPONBLDKMTENHA HCNPEKbCHATA Teparnus NpY MPEApasNoNOoXKEHH MAUHCHTH, BKITIOYWTEIHO JcLa M
NAlMEHTH, JeKyBaty ¢ HHxHOuTypy Ha CYP3 A4 (BKAIOHUTENHO PUTOHABHUP H KoDULIUCTAT).

- B rakuBa ciiyual, tedenunero Tpsabea aa ce cnpe upes NOCTENeHHO HaMalsaBaHe Ha 103aTa.

- KopTHKOCTCPOMMTE MOTaT 1a HAMAJIAT PE3UCTEHTHOCTTA KbM H J1a CHIOMOTHAT 32 Ch3aBaHCTO
Ha GaKTepHallHHi, BUPYCHH, [HOMYHHM WIH Napa3uTHH HHPEKLUMH K [1a MACKHPAT KNMHWYHUTE NPH3HALIH
Ha HHeKUMATA.

- ['u6uuHHTEe HUHGEKIMM €A CYCMEKTHH TNPH MNAUMEHTH C NOBTApAIH CE pa3BiBaHUA HA
poroeuuaTa. JIeUeHHETO ¢ KOPTHKOCTEpOHAHN TpAbBa na Obae MpeyCcTaHOBEHO MpH nosBa Ha rOUYHA
HH}pEeKLHA.

- [poxbmxurentara ynorpe6a Ha aHTHOMOTHUM, KaTo TOOpaMHUKMH, MOXE fAa AOBEAE [0
CBPBLXPACTEX HA HEHYBCTBUTEIHN OPTraHU3MU, BKITIOYUTETHO MbOH'IKH. AKO Bb3HHKHE CyNepHHPEeKLMA,

TpaGBa na ce 3aroMic NOAXO/ALIO JICHEHHE.
- KOpTHKOCTCPOMIHMTE 3a IOKAJIHO OYHO TIPHIIOKEHHE MoraT /1a 3a0asAT 3a3/paBABAHETO Ha paHH

Ha porosuuara. Maeccrno ¢, ywe HCIIBC 3a nokasHO MPHIOKECHHE CHLIO 3a0aBAT 3a3/paBjABaHETO.
EnnospeMeHHaTa yliorpeba Ha CTEpPOMAM 3a JIOKAJTHO NPHUIIOKCHHC W JIOKAIHH HCIIBC moxe Ha

MOBUILM Bb3MOKHOCTTA 32 NPOONEMU NpU 03PaBUTETHUA NIpoLec. (BXK. ToUKa 4.5).
- WseecTHO ¢, Yc npu ynorpebara Ha JIOKATHH KOPTUKOCTEPOWIH €4 Bb3MOXHH TNepdopatiny,

KOraro ce ripujarar 1npH 3&60JIHB&I'IHH, [IPHYHHABALLHK HU3THHABAHE Ha poropuiiara UM CKICparta.

- 3pUTENHH CMYILICHHA.
- [Ipy CHCTEMIIM W JIOKAIHO TIPHJIOKEHHE Ha KOPTHKOCTEPOMIM €& Bb3MOXHH cbODIIECHHUA 32

IPUTENTHH CMYIUCHMS. AKO IIPH NalMEHT Ca HAMLUE CHMIITOMH KaTO 3aMbIJICHO 3pEHHE HIH JpyrH
3PUTEITHH CMYLLEHHS, NALMENTHT Tps6Ba Ja Gbie HACOUEH 32 KOHCYNTALMA ¢ OPTATIMOIOT 32 OLEHKA Ha
Bb3MO)KHHTE NPHUMHH, KOMTO MOTAT JIa BKJIKOUBAT KATAPAKTA, [1ayKOMa WIH PEAKH 3a00/I5BaHHA KaTO
LEHTpanHa cepo3na xopuopeTunonardsa (LICX), 3a kourto ce chobuUapa cien CHCTEMHO M JIOKAJTHO

M3MOJI3BaHE HA KOPTHKOCTEPOKHIH.
- HoceHeTo 112 KOHTAKTHHM Jiell¥ He ce TMpenopbyBa [0 BpeME Ha OYHO BB3MAJNCHUE HIIH

MHpEKLUA.

ben3ankOHHEB XJIOPHJL
MEJIETPOM karnky 3a O4H ChAbpika OCH3IKOHUEB XIOPU/I, KOHTO MOXE Aa MIPHYHHH Npa3HCHCHA

OUNTE M € U3RECTHO, 4¢ 00e3LBEeTABA MEKHTE KOHTAKTHH Jielti, Tpabea aa ce n3bArsa KOHTAKT C MEKHU
KOHTAKTHHM Jlewy. BB cilyuail, ye Ha nauuenTyTe e No3BONIeHO J1a HOCAT KOHTAKTHM Jielu, Te TpAbea aa
ObaT WHCTPYKTHPAHH Ja OTCTpalABaT KOHTAKTHUTE JIEUWH NPEAH NPHIOKCHHCTO Ha MEAETPOM
KarKH 3a OMU M J1a M34akar Haf-maliko 15 MUHYTH criell prilaraHeTo Ha ICKapCTBCHUA MPOAYKT, NPeau

71a ¥ [ocTaBiT odparno.

4.5 BaaiimogeiicTBYCE C APy JeKapcTBen ! TIPOAYKTH U APYrH GOPMH Ha B3aUMO/IeCTBHE

ExxoBpeMeHHaTa ynotpefa Ha CTepoMAM 3a noKajHO npuitokeHue u JjiokanHu HCIIBC moxe na
MOBHIUM BL3IMOKHOCTTA 3a MpobiieMH CbC 3a3/ipaBABaHE Ha pOroBUliara.

CYP3A4 unxuburypu (BKJIIOUHTENHO PHUTOHABUP M KOOHWIIWCTAT). MOrar ja HaMansT KJIKWpbHCA Ha
IEKCAMETa30H, KOSTO BOAM JI0 3acH/IBAHE Ha eeKTHTe Ha HaaObOpeyHa HeAoCTaTLYHOCT /CHHAPOM Ha
Cushing. KomOuHauusra TpsaGea aa ce u30Arsa, 0CBEH aKo f0N3aTa HaJAXBLP/A YBENHYCHHS PHUCK OT
CHCTEMHH KOPTHKOCTEPOW/IHH e(eKTH KaTo B TO3Y cilyuad nauneHTuTe TpAGBa fa Obaar I
334 CUCTEMHH KOPTHKOCTEPOUIHU e(PeKTH.

He ca nposexaaHu npoyusaHus 3a 3auMopedctamara Ha MEJIETPOM kam

JICKAPCTRA.




4.6 QepruauTet, OPEMCHHOCT H KbpMene

bpeMeHHOCT
Hsma aneksarHi u no6pe kourposiupanu npoyysanus ¢ MEJIETPOM kanku 3a oud npu OpeMeHHH

JKEHHM, 3a [a ¢e Aaae HHopManys 3a Bb3MOXHHTE PHCKOBE, CBbP3aHH ¢ H3MOA3BAHETO Ha IPORYKTA.
IMpoab/KMTEIHATa WIK MOBTapsALia ce ynorpeda Ha KOPTHKOCTEPOMAM 10 BpEMe Ha OpeMEeHHOCT ce
acouMMpa C yBEJIH4CH PHCK OT M30CTaBAHe MO BPEME HA BBETPEMATOUHHSA pa3TEX. Heuara, poAeHU OT
Maliky, KOMTO ¢a NOJIyHaBany 3HAUMTEIHH JO3H OT KOPTHKOCTEPOMAH [0 BpemMe Ha OpEMEHHOCTTA CH,
TpsGBa Aa 6bRar nabmonasalHn BHUMATENHO 32 MPH3HALIN HAa XMI10a/IpCHATHIEM.

EM6pro-peTaitHa TOKCHHHOCT H TEPATOFEHHOCT ¢a HabniofaBaHy B NPOYYBAHHS C ACKCAMCTAa30H IIpH
SKHBOTHH, KAKTO CJIC/t CHCTCMHO, TaKa U [PH OYHO TPHJIMKCHWE MPpH TEPaneBTHYHO 3HAYHMHKH HHBA HA
po3upare (BxK. Touka 5.3 — JlaHHH NPH XKHUBOTHH).

[lpoyueaHus ¢ ToOpaMuiMH BbpXy pENpOAYKTHBHOCTTa IpY ILTHXOBE M 3aWLM HE MOKa3Bar
J0KA3aTENICTBA 33 YBPEXK/AaHe Ha IUI0/a c/iefl NOAKOXKHO MPpUAOKEHUE Ha 03U, HAABHILIABALIM I10BEYE
oT 45 MLTH MAKCHMAJIHATA [1penopbbana 034 33 yosek ot 0,288 mg/kg anesHo, 6asupaHa Ha MIIOLITA
Ha Tenecsara noswpxHocT (body surface area, BSA) (Bx. Touka 5.3-/IaHHM NpH KHBOTHH).
MEJIETPOM kanku 3a ouy TpsOBa a ce M3Mon3sa 1o Bpeme Ha OpeMEHHOCT CaMO aKo OvaKBaHaTa
10138 HAAXBBLPAK MOTCHLWAIHUA PHCK 3a TUIoAA.

B13 0CHOBa Ha JaHHU OT CBBP3AHO MPOYyUBaHE C/1y4Yai-KOHTPOA € HAlIpaBeHO 3aKIMIOYCHHE, He PHCKBT
OT [IYXOTa IPH JIELla, POleHH OT MaiKu, KOHTO 10 BpeMe Ha OpeMEeHHOCTTA ¢a MOJy4aBajii reHTaMHLMH,
HEOMHLIMH H APYr¥ aMHHOITIMKO3WAHH aHTHOHOTHUM, HE MOXE Aa C€ M3KIIOYM, HO CTEMNEHTA My ©
oLeHeHa KaTo Masika. OTOTOKCHUYHOCT, 3@ KOATO € H3BECTHO Y€ Bh3HMKBA Clie]] TepanHs ¢ TOOpaMHLKH
He e JOKIaaBaHa Karo eeKT NpH BLTPeyTpoGHA eKcno3uLns. Brrpexy ToBa, TOKCHHHHUAT €QEeKT BbpXY
OCMHs HEPENHO-MO3LUEH HEPB € 200pe M3BECTEH CJIE] €KCIIO3ULMSA Ha APYTH aMHHOTIIMKO3HAH, KOCTO

€ Bb3MOXHO €BCHTYAJIHO Ja BL3IHHKHC H 11pH Tﬂﬁpﬂh{liuHH.

Knpmene
He e n3pecTHO aaJiH 10OPaMHULMH H ACKCAMETA30H NPEMHHABAT B MAHYHMHOTO MIISIKO CJIE[] JIOKATTHO O4HO

MPUIIOKEHUE.
HMa orpaHuuery 1yG/IMKYBAlH JJAHHH TIPH KbPMEILIH KEHH, KOUTO [0Ka3BaT, 4e TOOpaMHLIMH Ce OTAEA

B KbpMaTa CNejl MHTPaMYCKY/THO NPHAJIOKEHHE.
MaJiko BEPOATHO ¢ KOJIMYECTBOTO TOOpaMMLKMH M JI€KCAMETa30H Clell JOKAJIHO OYHO NPUNOKEHUE Ha
NPOJLYKTa Jla C€ OTKpHE B KLPMara WK Ja MOXE [ia AOBEAE A0 KIMHMYHH e(eKTH IpH KbPMayeTo.
Bnnpeku TOBa, PUCKBLT 338 KbPMA4ETO He MOXe Ja Obae u3kodeH. Tpabsa a ce NpeleH: Jaim fa ce
IPEKpaTH KbPMEHETO WM ja C€ NpeycTaHoBW/Ja He ce NMpHcThiBa KbM Tepanuara ¢ MEJIETPOM
KANKM 33 O4YM, KATO CE MMa MpejBHJ MoNisara OT KbPMEHETO3a JETETO M Noji3aTa Ha MaHKara oOT

JTCYCHHUCTO.

DepThinTeT
Hsama paHuu oTHOCHO edekra OT JIoKanHo ouHo npuimkeHdeHa MEJIETPOM kanku 3a o4u BbpXY

GepTHANTETA MPH MTLIKE M )KEHH HIIW [TPH XKUBOTHH. MiMa HeoCTaTbYHH KIMHUYHH JIaHHH, 32 1a MOXE
na ce oueHu edekra OT JEKCAMeTas’oH BbpXy (PEPTHIIMTETa NPU MBbKE M KEHH. HAMa HanuvHy
CTaHJAPTHH NPOY4BaHMs ¢ JACKCAMETa30H BhpXy depTunutera npu xusoTHU. ToOpaMHLIWH HE BOAH O
yBpex/iaHe Ha GpepriuiuTeTa NpH NIBLXOBE. (BX. TOYKA J5.3).

4.7 Edexrn BLpxy cuocobiocrra 3a wodrpane 1 pabora ¢ MAIIHHA

MEJIETPOM kKariku 3a oud He T0BINSBa Wi Nosausea npeHebpexnmo crnocobHocTTa 3a UodHpaHe
u pabora ¢ mawuny. Bce nak, kakro npu ynorpebara Ha BCHYKH OQTaIMOJOTHYHH JIEKAPCTBCHH

NPOAYKTH, MOTaT }1a CE MOABAT KPaTKOTPaHHO 3aMbIVIABAHE MK APYI'H HAPYLICHHA B 3DCHHETO, KOUTO
13 TIOBMMAAT HA crocobHOCTTa 3a wiodupaHe Wi pabora ¢ MalIMHK., AKO C€ NOSBH _KPATRUTPEINO
3aMBIVIIBAHE HAa 3PCHUETO CleA Npuaarate, NalyeHTsT TpAdBa 1a H34aKa 3peHHeTO W MECEIID
npeay Aa wodupa win ja paboTH ¢ MallIMHH.




4.8 Hesxe1anm JICKAPCTBEIH Peakn A

Pesrome Ha poduia Ha 6€30NacCHOCT
[Mpy KIMHWYHMTE IIPOYYBAHWA, HAH-4CCTO JOKIAABAHHMTE HEXC/AHW peakUMy ca fonka B OKOTO,

MOBHILIEHO BLTPEOYHOTO HAJIAraHe, Apa3HeHe B OKOTO M OUCH NPYPHTYC, CPELUAHU NPH 110-MaJIKO OT 1%
OT MaLHEHTHUTE.

O6o0uieHne Ha HEXKCJIAHHTE NEKAPCTBEHH PEAKIHH OT KJIHHHYIH H3NHTBAHHS
HexenaHn JIEKAPCTBCHU PeakiMH OT KJIMHMYHM W3NKWTBaHHA ca u3bpoenu cvriacHo MedDRA no

CHCTEMO-OpPraHHM Kiacose. BbB BCSka rpyna MO 4eCTOTa, HEXCNAHWTE JICKACTBEHW DPEakitMd ca
NpejAcTaBeHH B HU3XOAAWL pejl N0 OTHOWUICHHE HA TAXHATA CEPUO3HOCT. B nontnHeHue, CHOTBETHATA
KATErOpHs HEeCTOTa 33 BCAKA HEXKENaHa JeKapcTBeHa peakuus ce 0asupa Ha CACAHATA KOHBEHLWMA
(CIOMS III): muoro uectu (>1/10), wecrn (>1/100 no <1/10), HeuecTH (>1/1 000 go <1/100), peaxu
(>1/10 000 o <1/1 000) u mnoro peaxH (<1/10 000).

CucTeMO-OpraiiH Kiacose HexesnaHH peakUuH
HapymeHus Ha o4HTC

Hevecmu; NOBUILIEHO BETPEOYHO Hansrane, 00/1ka B OKOTO,
O4eH NPYpPTYC, O4EH AWCKOMQOPL, Apa3HeHE B ome

NpypTyc Ha Kiernada, TOMKOBHACH KEepaTHuT. Peoku.
KEpaTHT, OYHA aneprys, 3aMbITIEHO 3peHHE (BX. CBl
rouka 4.4), CyX0Ta B OKOTO, OYHA XHIIEPCMUS

ICTOMaIHO-4PEBHH HAPYIICHHUS Pedxu: nucreysus

HesxeJ1g8HN JEKAPCTBEHH PEAKINH OT CHOHTAHHH CLOOLIEHHS H C/Ty4aH, OITHCAHH B IMTEpaTYypaTa
(¢ HeH3BECTHA 4€C10Ta)

CrieBAILMTE HEXENAHH JIEKAPCTBEHH PEAKLUH MPOHIXOKAAT OT CIIOHTAHHH ChOOILEHHMA 110 BpEMe Ha
noctMapkeTrrosus onut ¢ MEJIETPOM karku 3a 04H H CllyyaH, ONMCAHH B IMTepatypara. s xaro
T3 peakiiuy ca AoKNaABaHH J0GpOBaIHO OT NMOMYyMaLMs ¢ HEONPEAS/ieHA NOJIEMHHA, HE € Bh3MOXKHO
JIOCTOBEPHO Ja Ce OLEHH TAXHATZ 4eCTOT4, MOpaAH KOETO T4 CC KATErOpU3Mpa KaTo HEU3BECTHA.
Hexenaunte peakiuu 3a usbpoenu cbriacHo MedDRA no cucTeMo-opraHHu xyacose. BeB BCekH
CHCTEMO-OPTaHEH KJIAC, HEXEJIAHHTE peakUMM Ca Npe/CTaBEHU B HU3XOAALL peA IO OTHONICHHE Ha
TAXHATA CEPHOIHOCT.

ICHeTemMo-oprannn KiacoBe Hexelann peaKIHM

HapyuweHus Ha MMyHHATa CUCTEMA aHa(HUIaAKTHYHA peaKkuus, CBPbXYYBCTBHTEIHOCT
Cunapom Ha Cushing, nHandnbpeuna HeaoCTarbYHOCT]
(B, TO4Ka 4.4)

Hapyuenus 11a el {0KpUHHaTa CHCTCMa

Hapywenus Ha HepBHATA CHCTEMA BHEHE HA CBAT, rnasolbonue
HapylueHys Ha ounte

OTOK Ha Kjernada, epuTeMa Ha Kjienaya, MHJpHa3a,
lYBETHYEHO CIB300TACAAHE

ICTomMallHO-UpEBHY HapYyUICHHS raaexe, auckompopr B abnomuHanyara obnact
Hapyiuenns Ha KOXara M TONKOXKHATalepHTeMa MYITHOpME, MOAYBAHE Ha JIMUETO, OOpHB,
ThKaH MPYPUTYC

Onucanuve Ha N30pany HEXeNaHW peaKiny
[TpoanipkuTeaHata y1ioTpeba Ha OQTANIMOJOrHYHH KOPTUKOCTEPOW/IM 34 JIOKAJTHO 11f

Jla AoBeae N0 NoBMdiudasale Ha BBLTPEOYHOTO HAATAHC C© YBPCHIAHC Ha 3PUTCITHAA H%J, 'Y i}w".
%
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3pUTENHA OCTPOTA M AEKTH B 3PHTENHOTO Nojie, 00pasysaHe Ha 3a/1Ha cybkancynapHa KatapakTa U Jia
3abaBy 3apacTsaiero Ha paHuTe (BK. Touka 4.4).

[Mopa/y HATHYMETO Ha KOPTUKOCTCPOHHA CHCTaBKa, NPH 3a0ossianys, NPHIHHABAILM HITBHABAHE Ha
DOTOBHLIATA HITH CKJIEPATA, ChILECTBY BA OBMILIEH PUCK OT nepopaius, ocobeHo cne NPOLBIKHTENHO
nedeHue (Bx. Touka 4.4).

Pa3BHTHETO HA BIOPUYHA MH(EKLMA € BL3MOXKHO CJIeJl MPUIOKEHHe HAa KOMOMHALMH, CHABLDNKALIM
CTEpPOMAM M ABHTMMHKpOOHM cpencTha. I'bOHuHMTE HHOEKLUMM Ha pOroBULATA Ca W3IKIHOYHTE/HO
CKJIOHHM KbM Pa3BHTHE MO BpPEME HA MPOAB/DKUTEIHO MNPHNAraHe Ha CTCpOHAM. TpabBa pna ce uma
NpeaBHA BEPOATHOCTTA OT rbOMYHA MHBA3Us NPH MOCTOAHHO POTOBHYHO BL3NAJICHUE, KOTATO € duno
H3TOM3BAHO JIEHEHHE ChC cTepouan. Moxe aa ce Habmonasa ¥ BTopr4lia bakTepyasiHa 0vHa HHbEKLINA,
[Opa/i¥ NOTHCKANC MMYHHHTE OTFOBOPH Ha NOCTONPHEMHHKA (BX. TOHKA 4.4).

CepHo3HH HEXKENaHH PEAKLIMH, BKJIIOUMTEIHO HEBPOTOKCHHHOCT, OTOTOKCHYHOCT H HE(PPOTOKCHYHOCT
ca Ha6TI0AaBaHy [PH NALMEHTH, IOAJ1araHK Ha CHCTEMHa TeparnHs ¢ TOOpaMHLMH (BX. TOUKA 4.4),
[lpy HAKOM NAUMEHTH MOXE [a C€ MOSBM HYYBCTBUTENHOCT KbM AMHUHOMIMKOIMIAHM 33 JIOKAIHO

npunoxeHue (Bx. Touka 4.4},

CpobLiaBaHe Ha OA03UPAHH HEXeaHH peaKilHy
C10o061aBaHeTO Ha MOJ03UPaHU HEKETaHU peaKUMH CJIE] palpellaBaHe 3a yrnorpeda Ha JIeKapcTBEHHA

NPOAYKT € BaXcHO. ToBa mo3so/iABa N2 NMPOAL/IKH HabJIIOeHHETO HAa CHOTHOLLIEHHETO MON3a/PUCK 34
nekapcTBeHHs NpoiyKT. OT MEAMLIMHCKUTE ClIEMATMCTH C€ U3UCKBA 12 CbOOIIABAT BCAKA [10403UpaHa

HEXEJIaHA PeaKLiMs Upes:
HM3nbaHHTEIHA areHIUA 110 JiekapcTBara
yi. ,,JJaman I'pyes” Ne 8

1303 Codus

Tes.:+359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpeaoanpaiic

IMopajy XapakTepHCTUKKUTE Ha TO3W NMPOAYKT, HE C€ OYAKBAT TOKCHYHH €(eKTa Npeio3upaHe WM B
cny4aii Ha HHIMIEHTHO TOMIbLIAHE Ha LIANOTO ChAbpXkanHe. JlokanHoTo Npeao3npate Ha MEAETPOM
KANKW 32 OUH, Cycnen3ns MoXe Ja (o4uHTe) Ype3 NpoMUBaHe ¢ TOIUla BoZa. KyIMHHUHHUTE NpH3HALH H
cumnToMH Ha npegosupatie ¢ MEJJETPOM kanki 3a o4H, CycrieH3HA (TOUKOBHACH KEPATUT, EPUTEMA,
MOBKILEHO CIIb30OTAENAHE, OTOK M chpbex Ha Kiemaua) Morat fa Hanoaobasar HexXenaHUTe
NIEKAPCTBEHX peaKlH, Habl1ofaBaHy NP HAKOH MAaLHeHTH.

5.  ©®APMAKOJIOTHMYHH CBOHCTBA
5.1 @apmakoauHaAMHYII CBOHCTBA

bapmakoTepanesTHyiia  Ipylia;  oQTANIMONOrMYHK, TNPOTHBOBL3NANMTENHH W AHTHUHOEKUKO3HM
CcpeacTBa B KOMBMIIAIMA;, KOPTHKOCTEPOUAH H AHTUHHEKUHO3HM CPE/ICTBA B KOMOHHALIMA.
ATC xon: SO1CAOI

MexaHm3LM Ha IeHCTRHE
[ToTHcKaT ¢€ BBLHIUHMTE NPHU3HALW HA BB3NMAJIUTENHHA TNPOLEC Karto OTOK, OTIAraHe Ha bubpun,

KanWIApHA AMNATAUMA, JICBKOLMTA MMIpallus, KalWispHa npojindepauus, oTiaraHé Ha KOJareH,
obpasyBaHe Ha pLOioBa ThkaH M ¢ubpobnactHa nponudepauys. KOPTHKOCTCPOHANTE 34 JIOKAJIHO
npunokeHue ca eGeKrHBHY NPH OCTPH BL3NANUTE/HM CHCTOAHWA Ha KOHIOHKTHMBATA, CKAcpara,
DOTOBHMLIATA, KJIENAUUTE, HPUCA H IPEAHHA OYEH CErMEHT, KAKTO ¥ NPY OCTPH aJIEpruiHH ChCTOAHKMA Ha
OKOTO.
JlekcaMeTazoH € eJMH OT HaH-MOILIHUTE KOPTHKOCTCPOWUIH, TOR ¢ 5 g0 14 NbTH ZOMQNE
NPEAHH30IOHa U 25 10 75 MBTH NMO-MOLUEH OT KOPTH30HA ¥ XHIAPOKOPTH30HA. TOYHH -/-/ *
[IPOTHBOBBL3NANIMTEIIHOTO JISHCTBHE Ha JEKCAMeTa3oHa € HeusBecTeH. ToH uHXKY

-
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JlexkcamMerasoHBT € MOILEH KOpTHKocTepou. KOpTHKOCTepOM/IMTE TIOTHCKAT BbLIMATUTETHIAA OTrOBOP
KbM pa3lMMH4 BCLICCTBA H Morar Ja 3a0aBiT WK 3aTpyAHHAT O3APABHTENHUA NPOLEC. Toii xaro
KOPTHKOCTEPOMAMTE MOTaT Ja MOTHCHAT 3aLIUTHUTE MEXAHU3MW HA OpraHH3Ma Cpellly uHpeKUUH, €
BL3MOKHO [a CE IPUIIaraT eIHOBPEMEHHO ¢ aHTUMHKpPOOHH JIEKapCTBEHHM MNPONYKTH, KOraro Toba
HOTHCKAHE Ce CYUTA 33 KIMHHYHO 3HauumMo. TobpaMUIMH € aHTNOAaKTepHaeH IEKAPCTBEH NPOAYKT. ToH
MoTHcKa HaKTepHaliting pacTex Karo HHXHOHpa CHHTE3a Ha NPOTCHHHUTE.

MexaHHU3BM Ha PEUCTEHTHOCT
Pe3aucTeHTHOCTTA KbM TOOpPaMHULIMH HAaCTBIIBA 110 HAKOJIKO pa3MiHH MCXaHHW3Ma, BKIIIOMHTCIHO (1)

npoMeHu B PHOO3OMHMTC MOJNCAMHHMLUM BbTpe B DaKTepuanHara KICTKa; (2) uHTepdepeHLMA Ha
TpaHcnopra Ha ToOpaMMLMII BLTPE B KJIETKara M (3) WHAKTHBALIKA Ha TOOpaMHULIMH 4pe3 OfpeeSICHH
KacoBe MOAMHLMPAHH €H3MMM - aAeHWIaTHH, ¢ocpopunaThHd u aueTHnaTHW. leHeTnuHara
HH(pOPMALIMA 33 NPOJIyKUMs HAa MHAKTHBYPAHH €H3MMH MOxe Aa Obie npenecena no OaKkrepHaTHUTE
XPOMO3OMHM WM NiasMHiuTe. Moxe ja HacTbiM KPBbCTOCAHA PE3HCTEHTHOCT KbM  JpyrH

aAMUHOITTHKO3HH.

[‘paHnyHK CTORHOCT
[paHHUHHKTE CTOMHOCT W i Vitro CEKTbpa, CNOMEHAT 10-A01Y, ca 0a3supaHH Ha CUCTEMHATA ynotpeba.

Te3u rpaHUuHM CTOHHOCT MOXE 11a HE Ca NPHICKHMH 32 IOKATHO O4HO NPUIOKEHHE HA ICKAPCTBEHHS
[POAYKT, Thil KATO NO~BUCOKHWTE KOHUEHTPALIMH Ca MONYYEHH JIOKAJIHO K N0KANHHTE dUIHYHW/ XMMHUYHH
YC/IOBMS MOTAT /1A NIOBJIMAAT aKTUBHOCTTA Ha MPOAYKTa Ha MACTOTO Ha npunoxenue. Cropea EUCAST
CIIEHUTE MPaHUYHY CTOMHOCTH Ca OnpeaesieHH 3a ToOOpaMULMHK:

° Enterobacteriaceae S <2mg/l, R>4 mg/]
° Pseudomonas spp. S<4mg/l,R>4mg/
. Acinetobacter spp S <4 mg/l,R>4mg/]
. Staphylococcus spp S<1mg/l,R>1mg/l
. I paHUYHH CTOHHOCT, KOHTO HE Ca CBbP3aHH C

BUA S<2mg/l, R>4 mg/l

Jonynsbpoenara wundopmauus pasa camo npubnusurenna Hacoka 3a BEPOATHOCTTA  RaM
MHKpOOpraHu3MuTe e Onbaar dyscTsuTenid kbM Tobpamuuun B MEJIETPOM kanku 3a oum,
cycnen3ua. Tyk ca mnpeacrabeHH OakTepHaHWTE LWIAMOBE, BBL3CTAHOBECHH OT BBHUIHHTEC OYHU
HH(PEKLIMK, TAKMBA KAKBHTO ¢€ HAOMOAABaT H NPH KOHIOHKTHBHT.

PasnpocTpaHeHHEeTo Ha NpHAOGHTATa PE3MCTEHTHOCT MOXE [a Bapupa B pasiM4HHTE reorpadeky
067acTH M OT BpeMeio 3a W36paHy LaMOBe, 3aTOBa € JKENATE/HO Jla C€ W3MON3Ba MECTHA MHpOPMaLIHS

3a PE3UCTEHTHOCTTA, 0COBEHO Tipu JieveHHe Ha TexXkH MHdekuun. [Tpu HeobxoanmMocT TpabBa ja ce
[MOTBPCH CHBET OT CIICIMANHCTH, KOraro JNoKanHo npeobnajasamlara pe3sHCTCHTHOCT € TakaBa, e
[OCTABS IO/ BLIIPOC NNPHIOKUMOCTTA Ha TOGPaMHMLIMH NTOHE NNPH HAKOW BRAOBE HHEKLHA.

OOHKIOBEHO YYBCTBHTE/THH IIAMOBC

Aepobnu I'paM-N0JI0KHTEIHH MHKDOOPraHA3MH!
. Bacillus megaterium

. Bacillus pumilus

. Corynebacterium macginleyi

. Corynebacterium pseudodiphtheriticum

. Kocuria kristinae

. Staphylococcus aurews  (methicillin wyscTerTestH — MSS A)

. Staphylococcus epidermidis (xoarynasa-No3sUTHBHH H -HETATMBHH)

. Staphylococcus haemolyticus (methicillin wyscrerrenty - MSSH)

. Streptococci (BKIOMMTETHO HAKOK OeTa-XeMOTTHTHYHK BUIOBE OT PYNa A, HAKOW HEXEMOJ]

Y HaKoM Streptococcus pneumoniae)




Aepobun [ pam-oTpHNATENIIH MUKPOOPI AHH3MM:

. Acinetobacter calcoaceticus
. Acinetobacter junii

. Acinetobacter ursingii

. Citrobacter koseri

. Enterobacter aerogenes

¢ Escherichia coli
. H aegyptius

¢ Haemophilus influenzae

. Klebsiella oxytoca

. Klebsiella pneurnoniae

. Morganella morganii

. Moraxella caicerhalis

. Moraxella lacunaia

. Morapella oslonensis

. Hsxou audoee Neisseria

. Proteus mirabilis

. [Toseuero Proteus vulgaris wuamone
. Pseudomonas aeruginosa
. Serratia liquifaciens

ANTHOAKTEPRAIHA AKTHBHOCT Cpenly ApYTH aHaJI0rHYiH IIaTOICHH
[[{amoBe, 32 KOHTO MPHIOGHTATA PE3HCTENTHOCT MOKE 4 € npodieMm:

. Acinetobacter baumanii
. Bacillus cereus

. Bacillus thuringiensis

’ Kocwria rhizophila

. Staphylococcus aureus (methicillin pesucrenmin — MRS)

. Staphylococcus haemolyticus (methicillin peauctenrin -MRSH)
. Staphylococcus, other coagulase-negative spp.

Serratia marcescens

Pe3sncreHTHH 10 CBOATA CBIHOCT OPralH3MH
Aepobnn I'paM-nonioskmres e MEKPOOPraHu3MH:

. Enterococcus faecalis

. Streptococcus mitis

. Strepiococcus preumoniae
. Streptococcus sanguis

Aepobnu [pam-orpunare/iHd MUKPOOPralH3MH:

. Chryseobacteriiun indologenes
. Haemophilus influenzae
. Stenotrophonmonas maltophilia

Anaepobun Daxkrepun:

¢ Propionibacterium acnes

[poyupanus 3a GakrepuaiHa HyBCTBMTEJNHOCT IIOKA3BaT, Y€ B HAKOW CllyYad MHKPOOPraHHIMHTE,
PE3HCTEHTHH KbM MEHTAMHIIMH, 3a[1a3BaT 1yBCTBHTE/THOCT KbM TOOpaMHLIHH.

JaHHU OT KIHHUYHY 11poyvBaHHUA
KymynaruBHHTE Jlatiity 32 6e30nacHoCTTa OT KIIHHUYHHTE IPOYYBAHNA C4 NMPCACTABCHU B T,

[leavarpuyHa nonyjauus 2,

PRy PP RN
bezonacHocTTa W epukacHoctTa Ha MEJIETPOM kankH 3a ouM, CYCNEH3Us MpH A2 § YO TN IR PL.% g\-
LIMPOKHS KJIWHWYCH OMNHT, HO CaMO OrpaHu4eH Opoii JaHHK ca HaJlHYHH. B KnHHM At
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MEJIETPOM kanky 3a O4M, CYCIIeH3MA NPH JIeYeHHE Ha OaKTEPHaTHH KOHIOHKTHBHTH, 29 nauMeHTH Ha
sbapacT ot | 10 17 rogunu ca tperrpanu ¢ | uau 2 kankn MEJIETPOM xanky 32 04 - Ha BCCKH 4 unu

6 uaca, 3a S unu 7 anu. Npy ToBa npoyysaHe He ca HabNIOAaBaHK Pa3MKK B Npoduiia Ha 6e30MaCHOCT
MEKOY BB3PacTHH M NeANATPHYHY MALUHCHTH.

3.2 QOapMOKOKHIICTHYHH CBOHCTBA

Abcopbuung
To6pamuukH ce abcopbupa ciiabo rnpes poroBHLIATa H KOHIOHKTHBATA. Cnen nokanHo O4HO NPHITOKEHHE

Ha 0,3% TOGpaMMIIMH NUKOBaTa KOHLEHTpAaLUMA OT 3 MuKporpama/ml BbB BbTpeouHaTa TEHHOCT CE
OCTHra cilel 2 uaca, nocieisaHa ot Obp3o moHwkasane. Hesasucumo ot tosa, MEJETPOM
ocurypsiga 542 + 425 mukporpama/ml ToSpaMHLHH B ChJI3NTE NPH XOpa 2 MHHYTH CJIC]l TIPHUIIOXKEHHUE B
OKOTO, KOHLEHTPALMs, KOATO Kato 1o Haasuiiasa M1C Ha noBe4eTo pe3uCTeHTHH 1aMoBe (MICs >

64 mukporpama/ml).
[TvikoBaTa KOHLEHTpAUMA Ha J[eKcaMeTa3oH BBB BBLTPCOYHATa TEYHOCT C/CA MPWIOKEHHE Ha

MEJETPOM ce noctura npubM3nTenHo Ha 2-us 4ac M e cpeato 32 ng/ml.
Cucremnara abcopbuus Ha ToGpaMuuuH cnea npuaoxende Ha MEJIETPOM e nucka, ¢ IUasMeHa

KOHLIEHTPAIMA MO MPaHULATa HA KOJIHYECTBEHO ONpPEACIIAHE.
Cnen npunoxenne na MEJIETPOM ce Habniopasar nina3sMeH1 KOHIEHTPALMH Ha 1CKCaMETa30H, HO €a
MHOTO HHCKM M BCHUKH CTOHOCTH ca oz | ng/ml.

BHOHANMYHOCTTA Ha MEPOPAJIHO MPUIIOKEHHS JeKcaMeTasod Bapupa Mexay 70 mo 80% mpw 3ApaBH

UHIAHUBHU AW M ITALIHCHTH.

PasnipeneneHune
CuctemHus obem 1a pasnpeaencHde na Tobpamuuuu e 0,26 1/kg npu xopa.Cpbp3BaHETO Ha

TOGPaMULIMH ¢ YOBCUIKUTE [JTA3MEHN MPOTEHMHH € HUCKO noj 10%.
O6emMbT Ha PA3Npe/IC/ICHUE Ha IEKCAMETA30H B CTALMOHAPHO cheTostline € 0,58 1/kg ciell HHTEpBEHO3HO

npunoxenue. CBLP3RAHETO C MIa3MEHHTE NPOTEHHHU Ha AekcameTasoH e 77 %.

burorpanchopmMallus
ToGpaMuliMH He ce MeTabosn3Npa, JOKATO AEKCaMmeTasoH ce Merabonu3upa OCHOBHO 1O 6 bera-
XUJAPOKCHAEKCAMETA30H H J10 MUHMMAITHY KOMMYECTBA 6- Oeta-xuapokcu-20-THXHUAPONEKCAMETA30H.

EnnMUHApaHe

To6paMHLHH CE EKCKPETHPa 6BP30 ¥ CKCTEH3HBHO € YDHHATA Upe3 IJIOMEpYIHa (HITpaLHs, OCHOBHO
KaTO HENPOMEHEHO JiekapcTBo. CUCTEMHHAT KIMPBHC Ha TobpamuuH € 1,43 £ 0,34 mli/minvkg npu
MalMeHTH ¢ HOPMAJIHO TEJECHO TErIO ciel WHTPAaBEHO3HO MPHUIMKEHWE U CHCTCMHMAT KIHPBHC
HamansBa NPONOPLMOHAIHO Ha 6p6peyHaTa dyHKLHA, [TonyKMBOTHT Ha TOO paMHLIMH € NPHOTU3HTEIHO

2 yaca. .
CHCTeMHHMAT KIIUPBHC HA AEKCAMETA30H ClIeA MHTpaBeHo3Ho npunokenne € 0,125 1/hr/kg karo 2,6% ot

[IPUIIOKEHATA /10324 CC OTKPUBA KATO HEMPOMEHEHO JIEKApCTBO, a 70% OT MpuioxeHara 103a e OTKpHBa
kato MeTabonnTH. IonyxuBoTHT ce cro01IaBa, ue € 3 10 4 yaca, HO € YCTAHOBECHO, He € MAJIKO M0-AbJIbl
npu mMbxkeTe. Tasn nabnmionaBaHa pasnMKa HE Ce NPHMUCBA Ha NPOMEHH B CHCTEMHHA KJIMPBHC Ha
JEKCAMETA30H, a 114 pa3iiikuTe B obemMa Ha pasnpeie/€HHEe U TENECHOTO TeIIO.

JInHeHOCT/HENUHEHHOCT
He e H3ciieiBaHa ouHaTa WM CHCTEMHATA €KCITO3HIIMA Ha TOOpaMHLIMH CJIe/1 JIOKANTHO OYHO NIPUAOKEHHE

NpU HApacTBaLlM KOHUEHTPALMK Ha TpunoxeHara posa. Ilopanu Tasw npudnHa JTMHEHHOCTTa Ha
eKCTIOZULMATA MpY JIOKAJHO O4HO MpUIOXEHHe He Moxe Jla ce ycranosu. Cpejnara Cmax Ha

[TOHUAKEHHUE HE € INMPOITOPLHUOHAIHO Ha 1034Ta.
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Bpb3ka(u) dhapMakoKMHETHKA-papMaKoAHHAMHKA
He e ycraHoBeHa clicuibuuHA Bpb3Ka (apMakOKHHETHKA-(PapMaKkoAHHAMHKaA TpH MEJETPOM. B

ny6NMKyBaHWTE TIPOYy4BaHWA TPH JKHBOTHH JISKCAMETa3OH JEMOHCTPHpa  J030HE3ABMCHMA
(apMakOKHHETHKA.

[Ty6nukyBaHuTe Ipoy4BauMs in Vilro W in vivo NOKa3par, 4e toOpaMHUMH MPOABABA YABJIXKEH
nocTauTubuoTHYEH edeKT, KOHTO edeKTHBHO MOTHCKA OaxkrepHalHMA PpacTexk BBLIPEKH HHCKaTa
cepyMHa KoHUEHTpalus. [IpoyuBaHuaTa NpH CUCTEMHO NPHIOKCHHC HA To6paMHLUMH cboOIABAT 33 MO-
BUCOKA MAKCHMAaJIHA KXOHLEHTpauus [pH €AHOKpATHO J[HEBHO NPHIOKECHHE B CpaBHEHHE C
TepaneBTHUHHTE CXEMH € MHOIOKDAaTHO JHEBHO NpwioxeHue. CbIIECTBYBALUMTE KbM MOMCHTA
[I0KA3aTeNICTBA [pejiIoNAarat, Y€ CHCTEMHOTO NPHJIOKEHHE BEAHBXK IHEBHO € CHIIO TOJKOBA e(PMKacHO,
KOJIKOTO M MHOPOKpAaTHOTO JHEBHO npunoxeHue. ToOpamMuUMH [pHTEXKasa 3aBHCHMA OT
KOHUEHTDPALMATA alITHMHKPOGHA AKTMBHOCT M MO-rojisiMa e(pHKacHOCT C HapacTBaHe Ha HHBATA Ha
antubuoTrka Hag MIC unu Munnmannara GakrepuumaHa koHuenTpauus (MBC).

Cneuuaniy nonynanvu

Heouampuuna nonynaiius
AMMHOIITHKO3UAMTC, BKIIIQYMTEIHO TOOpaMHLIMH 32 JIOKAJHO OYHO [IPHIIOKEHHE, C€ H3NMOA3BaT 4eCTo

npu aeua, 6eGeTa ¥ HOBOPOJIEHH 3a JIEUCHHE Ha CepHo3HH [ pam-oTpuLAaTETHH nHpekurH. KitMHHyHara
hapMaKoaOrus Ha TOOpaMULUH NPH eUa € OTHCaHa CIEA CHCTCMHO NPHIOKEHHC. QapMakOKMHETHKATA
Ha JEKCAMETAa30H INpU MEeJAHaTPU4MHH NAUMEHTH HE C€ pa3id4aBa OT Ta3d IPH BB3PACTHH CIICA

MHTPaBEHO3HO NPUIIOKEHHE.

Hayuenmu 8 cmapuecka év3pacm (ha u nad 63 200utiu)
Hama npomsaHa BbB (PapMaKOKMHETHKATa Ha TOOPAMHUMH IpH NAaLMEHTH B CTapuecka BL3pacT B
CpaBHGHME C MO-M/agy¥ Bb3pacTHW MalyeHTH. Cobilo Taka He ce HabMonaBa KOpenauus Mexay

BR3pacTra Y Il1a3CcHara KOHLICHTpallnd Ha JAEeKCaMeTa3s0OH Chaell nepopanHO IIPpHIIOKCHHC Ha
ACKCAMCTA30H.

Bvbpeuno yepexcoaite
He ca npoyuBaiu (apMaKOKMHCTHKNTE Ha TODpPaMHIMH MM NEKCAMETA30H CJICA NPHIIOXKECHHC Ha

MEJIETPOM B Ta3zu nauMeHTCKa NONMynauus.

Yeproopobro yepeosicoane
He ca mpoyuBaHd (papMakOKMHETHKMTE Ha TOOpaMHLMH HWIIM JICKCAMETa30H CJI€] NPUJIOKCHHE Ha

MEJIETPOM B Ta3u nallHeHTCKa NOITYIaLu.

5.3 IlpenkAHHAYHH 1aHNH 32 De30naCHOCT
HeknMMHUMHWTE Jlallid He Tokasgar ocobeH pMCK 3a Xopa OT M3naraHe Ha ToOpaMMUMH WM

JEKCAMETa30H 4pe3 JIOKAJHO O4HO MNpHIOKEHWE Ha 0Oasara Ha npoy4uBaHMA 38 TOKCHYHOCT MpH
MHOTOKpATHO TpHiaraHeé M TEHOTOKCHYHOCT. HAMa HaqnuHM fpoyuBaHus € JCKCAMETA30H 3a
KaHUEporeHeH moTeHuWal. B eaHo 2- roAHIIHO [pOYyYBaHE HA MHXATaTOPHO MNPHIOKEHHE Ha
TOBpaMHLIMH 1IpH [UTbXOBE, He ca HabloAaBaHK KAHLEPOTEHHH €EKTH 10 HAH-BHCOKATa [103a OT 25,7
mg/Kg JHEBHO, CLOTBETCTBALIA HA 10 14 MbTH MAaKCHMAJIHATA NPENOPBbYBaHa 1034 NPH YOBCK, baszupaHa
na BSA. 32 undopMals OTHOCHO NPOYYBaHUATA 38 TOKCHHHOCT BbPXY Pa3BUTHETO BHXTE T. 4.6.

B craHoapTHH NMPOY4YBaHMA Ha (EpriIMTeTa, NOAKOKHOTO npwioxenue Ha ao 100 mg/kg axesHo
TOOpaMHLIMH, HE € YBPEAUIIO (PEeprujIiTETa NPH IUTbXOBE, KOETO ChOTBETCTBA Ha 56 mbTH MakcUMaHaTa
npernopbLYBaHa 103a NpH Honek Bb3 ocHOBa Ha BSA. He ca nposexxianu CTaHIapTHU Npoy4BaHHA Ha
dbeprunuTeTa ¢ JICKCaMeTa3zoH. B eaAHO HECTaHAapTHO npoy4BaHe, ACKCAMETa30H € 3aCuiIil
GeprrINTeTa NP KIDKEKTUPall ¢ FTOHaJOTPOIKH HE3PAI MOAE] Ha MJIbX.
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Harnu npu sicusomnu

JlexcameTasoH
B npoyusanus Ha eMBpHO-(QETATHOTO Pa3BHTHE, JICKCAMETA30H € GHn TepaTOreHeH rpy MULIKH U 38k 1K

c/lel NOKATHO O4HO l1punokenue. Peranin MandopMalry, 3adaBeH pacTexk Ha MNojla H yBEIHHCHHE
Ha CMbPTHOCTTA ca 11a6II0RaBaHM NIPH MHMILKH, [UTbXOBE H 3aH1LIA TIPH TOKCH4HH 34 MaltkaTa JO3H CJIe)]
CHCTEMHO MpUJIOXKCHHE (Nepopanio, MOAKOKHO M HHTPaMyCKy/iHO) B NEPHOAA Ha OPraHOreHesa.
O610T0 HKMBO, NPH KoeTo He ce HaBmonasa edexr (no-observed-effect level, NOEL) Ha TOKCHYMHOCT
BbPXY PA3BUTHETO, € 110JTy4eHO OT IPoy4BaHe ¢ NEpPOPAHO NPHJIOKECHHE NPH MILXOBE U CC Oa3upa Ha
embpurorokcnytoct (0,01 mg/kg auesHo). Topa CHOTBETCTBA Ha MO-MAJIKO OT ] mbT MakcUMaJIHaTa

rpenopbuBaHa 103a Npy HoBek, Gasupana Ha BSA.

TobpamuiuH
B npoyupaHus Ha cMOpHo-(eTaHOTO pasBUTHE MpH IUTHXOBE W 3aHIM, HA 6peMEHHHUTE XUBOTHH €

Np1aaraH NoaKoXkKHO TOOPaMHUIIMH Ipe3 NepHoJia HA OPraHorcHe3ara B 1034 210 100 1 cvoTBETHO 110 40
mg/kg nnesHo. EmGpHo-deranHa TOKCHYHOCT He € BB3HWKHAIA NMpPH HHWTO €aHH OT BHIOBETC A0
MAKCHMaJIHATa TecTBaHa /033, CLOTBETCTBalla Ha 56 W cboTBeTHO 45 MIBTH MAaKCHMalHaTa
npernopbuBaHa j103a [P YoBeK, OasupaHa Ha BSA.

B nipoyuBaHMs Ha NCpH~ K NOCTHATATHOTO Pa3sBUTHE NPH IUTBEXOBE, TOAKOKHOTO IPHITOKCHHE Ha 10 100
mg/kg nHeBHO TOOpaMHLMH Npe3 paHHa OpeMEHHOCT M B NCPHOAR HA KBPMEHE, HE CE € OTpasuilo
HeraTHBHO Ha MHAEKCA 33 (hepTHIHTET, HHJIEKCA 3 FeCTaLMOHHA NPEXHBAEMOCT, OpOs Ha XHBOTHUTE B
KOTIJIOTO, paslpeic/iclineTo Mexly IMOJOBETe, MHACKCA 3a OlE/IfBANE HAa NMOTOMCTBOTO MOCTNAPTYM
WK Ha Tenioro Ha noroMeTsoro. CLOTHOLIEHHWETO HAa Hai-BUCOKATa TECTBaHa /1033 KbM MaKCHMaJTHaTa

NperopbuBaHa 4033 UPH HOBCK € 56 Bb3 ocHOBa Ha BSA.

6. DPAPMAIIEBTUUHU JAHHHA

6.1 CuuchbK Ha IIOMOIIHHTE BelecTRA

bDeH3anKOHHER XJIOPH/I
JluHaTpues eaerar

Harpues xnopuj

Harpues cyndar, 6essoaeH (E514)
Tunoxcanon
XHApOKCHETHIILIENYII03]

CapHa KHCETMHA W/WIW HATPHEB XHUAPOKCHA (3a Kopekuus Ha pH)
Bopna 3a HHxeKkUuu

6.2 HecnbBMCCTHMOCTH

Henpuinoxumo.

6.3 Cpok ua rojinocrt

3 rOANHHU.
Jla He ce W3Mom3Ba NoBeYe OT 4 CEAMMUN cliefl ITbPBOTO OTBApANC HA OyTHIIKaTa.

6.4 CroennajnH ycJIOBHH 1A CHXPANEHHE

Jla ce cbxpansasa nojy 25°C.,

6.5 Bngmu chappkative na 011aKOBKaTa

MeeTpoM Kanku 3a ouu e Teunoct (6sana cycneHsud) W ce nocTaea B Genu --#-,._ﬁ:;_,-,-"-_}-"'.
Gyrunky, ¢ obem 5 ml, cHabaenn ¢ 6an LDPE anymkarop-kankomep v 6sia LD ? Y34

)’
BUHT ChC 3AILUTEH NPLCTEH. AL s
5 \A
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KaproreHna KyTus, chibpokaina 1 Syruwika ot 5 ml.

6.6 Coenuaany HpeAa3HH MEPKH IpH H3XBLJIsHE W paboTa

Hama crnieliMaliHY U3HUCKBA¥IU.
Henanon3saHuAT JICKAPCTBEH NPOAYKT HWIH OTNAABYHHTE MATEPHAIH OT HEro TpsAOBa 1a ce U3XBLPIAT

B CBOTBETCTBHE C MCCTHHTC HAHCKBAHHA.

7.  NMPHATEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

Bopna Meaucune Erpona EQOJ]
yn. ,,Bopuc Pymenos™ 16
1407 Codust, buirapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne: 20250021

9. JATA HA IThPBOTO PA3BPEUIABAHE/MIOAHOBSIBAHE HA PASPEIUEHHETO 3A
YIIOTPEEA

Jata na nepBo pazpewapane: 23.01 2025
Jlara Ha noc¢JieAHO NOIHOBABAHE:!

10. JIATA HA AKTYAJU3MPAHE HA TEKCT

11/2025
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