INPHJIOXEHHUE I

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




N3NBARNTEMHA AFEHLA NO NEKAPCTBATA
Kpamua xapanmepucinung Ha Npogyxma - [pusowenue 1

1. HME HA JEKAPCTBEHHS ITPOAYKT

TOBPAHEKC 3 mg/1 mg/ml kanku 3a oud, CyCrneH3us

TOBRADEX 3 mg/1 mg/ml eye drops, suspension , /-1 2024

2. KAYECTBEH H KO/TMYECTBEH CHCTAB

1 ml or cycnen3usTa chaAbpKa 3 mg ToOpamuLiMH (tobramycin) ¥ | mg aekcaMeTa3oH
(dexamethasone).

[IoMOLIHO BelllecTBO ¢ H3BECTHO NEUCTBHE
I ml ot cycnensusaTa ceabpka 0,1 mg OeH3aNKOHHEB XJTOpHII.

33 ITLJIHUA CMTMCHK HA MOMOLLHHUTE BEIIECTBA BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a oum, cycneHsus: 6an1a o nouty 6ana cycneHsus.

4. KJIHHHYIHHA JAHHH
4.1 TepaneBTHYHH NOKAIAHHE

[Ipenna3zBaHe B IeYeHHE HA OKOTO OT Bb3MNAJIEHHE, KAKTO H MpeAna3BaHe OT HHPEKILIUA, C/E OniEpaLiis
Ha KaTapakTa, Py BL3PACTHH U Aelia HaJ 2 rOJHHH.

4.2 JI03HpOoBKA H HATHH HA NPHJIOKEHHE

Ho3uponka

Ynompeba npu ronowu, 6b3pacmuuy, SKIOUUMENHO U NAYUEHMU 8 CMAPYecKa 8b3pacm

JTo3aTa € eJHa WM [Be KaNK{H B KOHKOHKTHBATHUA CaK Ha 3aCerHaToTo OKo (04M) Ha BCeKH 4 Ao 6 yaca.
ITo BpeMe Ha MbpBHTe 24 10 48 yaca, f03aTa MOXKE 1A €€ YBEHYH Ha €AHA WIM [ABE KAllKH Ha BCEKH [Ba
yaca. YecroraTra Ha npunaraHe TpAOBa Ja ce HaMANABA [TOCTENEHHO HA OCHOBAHME NMOJ0DpEHHE B
KIHHHYHHTE NoKazaTenu. Tepanuara He TpaOBa Aa ce NPeKbCBa NMPEXKAECBPEMEHHO.

[Ip# TEXKH CHCTOSHHUSA, AO3ATA € €IHA WIH JBE KaIKH HA BCEKH 4ac AOKATO Ce€ OBNA/lee B3NAIEHHETO H
NOCTENEHHO HAMAJIIBAHE HA J03aTa 40 €HA MM JB€ KAllK¥ Ha BCEKH 1Ba Yaca Npe3 clieBailiuTe 3 J1HH;
clie/l TOBA, €[HAa JI0 ABE KaNKH Ha BCEKH 4 yaca npes3 cJieiBallMTe 5 10 8 IHM, M HaKpas e€/1Ha 10 /B
Karlk¥ JHEBHO Npe3 nocneaHure 5 go 8 nHU, ako € HeobxoauUMo.

Cnepn onepaums Ha KaTapakTa, 103aTa € e1Ha Kanka YeTUPH IMbTH JHEBHO, OT ACHA Ciel onepauuara 1o
24 nHu. JleueHueTo MOXKE Aa 3aNoYHeE JieHs Npeay ONnepanqaTa ¢ €AHa Kanka 4eTUpH ITbTH JHEBHO, Na
MPOAB/DKM ¢ €/THA KAIKa clie]] ONepanmaTa, H OCTAHAIMTE A0 23 IHYU Ja C€ Kare Y€THPY MbTH JHEBHO,
AKO e HeoOX0IMMO, YECTOTATa MOXKE [a Ce YBEJIHYM A0 €HA KafKka Ha BCEKH JBa 4aca Ipe3 TbPBUTE
JABa [IHH Ha JICUYEHHE.,

[IpenopbuUnTENHO € BETPEOUHOTO HAJIATAHE Ja CE CIIEAU PErynsapHO.




Cneyuannu nonyiayuu
Heproopobro yepexcoane

He ca nposexaann npoyuBains ¢ TOBPAJAEKC npu naumenm ¢ uepHoapobHu yBpexxaauus. [lopanu
HHCKaTa CHCTeMHa abcopbina Ha TOOpaMHUMH W OEKCAMETA30H CNefl JIOKATHO NPUITOKEHHE HA
JNIEKAPCTBEHUA NPOIYKT, HE € HE0OX0AHMA CelHaIHa [O3NUPOBKA.

bvbpeuro yspesicoane

He ca nposexxnanu npoyusanus ¢ TOBPAREKC npn naunentn ¢ 666peunn yBpexaanus. [Topaau
HUCKaTa CHCTEMHA abcopOLMg Ha TOOpaMHLIMH K AEKCAMETA30H CJIE/] JIOKAJIHO NMPUIOKEHHE Ha
JIEKapCTBEHHA MPOLYKT, HE € HeoOX0auMa CrieuranHa J03HPOBKA.

Ieouampuuna nonynayus
TOBPAJIEKC Kanku 3a 04H, CYCNEeH31s MOXeE Jia C€ U3NOJ3Ba NPH ACLA HaA 2 FOAMHH, KaTto Cce
M3TI0J138a ChillaTa JO3HPOBKa KaTo NpH Bh3pacTHU. besonacHocTTa ¥ epHKaCHOCTTA NpH IEUa oA

2 rOIMHHK HE Ca YCTAHOBEHH.

Cmapuecka ev3pacm (Ha u Hao 65 zoounu)
He ce Hanara kopurupaHe Ha 1o3aTa MpH MALKMEHTH Ha Bb3pacT Ha U Hal 65 roaAuHH.

Ha4un Ha NPHIOKEHUE

CaMo 3a OYHO NPUIOKEHHE,

Cnen kaTo Kanmaukata Ha OyTHJIKATa € CBaJIeHA, aKO 3alllUTHUAT IPLCTEH € XJabap, Tpabea aa ce
OTCTPaHU MpPEaH Aa C& U3NON3BA NPOAYKTA.

Byrunkara Tpatpa aa ce pasknat xodpe npeau ynorpeba.

3a na ce u3derHe 3aMbpcABaHe, BPXBT Ha alUIMKATOpa-KAIIKOMEP He TpAOBa Aa ¢€ JOKOCBA A0
HUKAKBH NOBLPXHOCTH. ChLIO TaKa, BbPXBT HA aIVIMKATOPa-KankoMep He TpAOBa 1a B1H3a B KOHTAKT
C OKOTO, Thii KATO TOBAa MOXKE Aa NMPWYHHH HApaHABAHE Ha OKOTO.

[IpenopbuBa c€ WM HA30JAKPUMANTHA OKITY3UA, WIH BHHMATENHO 3aTBAPAHE Ha Kiienaya(ure) caen
npuiokeHHe. ToBa MOXe [1a HaManH cucTeMHaTa abcopOLus Ha NeKapCTBEHH NPOIYKTH 3@ O4HO
NMPWIOXKEHHE M Ja JOBEAE AO HAMA/IABAHE HA CUCTEMHHTE HEXEIAHH PEaKLIMHK.

[1py n3non3paHe Ha MoBeve OT eAMH OPTATMONOrHYEH JIEKAPCTBEH NPOAYKT 34 JIOKATHO NPUITOKEHHE
e HeoOXOAHM HHTEPBAJ OT 5 MUHYTH NoMexay UM. MazuTe 3a ouu TpaOBa Aa ce MOCTaBAT NOCACAHH.

4.3 IIporaponoxka3zanus

- CBpbX4YYBCTBHUTEHOCT KbM AKTHBHHUTE BELLECTBA WK KBM HAKOE OT MOMOIHHTE BEILECTRA,

u3GpoeHH B Touka 6.1,
- Xepnec cummnekc kepatt (Herpes simplex keratitis).
- Baxcunus, Bapruena ¥ apyrd BUpyCHH 3a00N1BaHU HA POroBHIlaTa MM KOHIOHKTHBATA.

- ['b61unK 3a609BaHMs HA OUHUTE CTPYKTYPH UIH HENEKYBaHU NMapa3uTHU UHQEKUMH Ha OKOTO.
- MukobakTepHanHu O4HH HH(PECKLIMH.

4.4 CoenHaJHH ODpeAYNPeKACHAN H NpeANa3ZHH MEPKH npH ynorpeda

- [Tpy HAKOM MALMEHTH MOKE Aa C€ MPOABH YYBCTBHTEIHOCT KbM JIOKATHO npu.nar g ‘gﬁ‘\w nﬁ@,
aMHHOITHKO3WAK. CTenenTa Ha peaKUMHTE Ha CBPLXYYBCTBUTEIIHOCT MOXKE 1a J 1’ w
¥

noxanHy edext Ao ob1a peakuys KaTo epUTEeMa, ChpOekK, YPTUKAPHSA, KOXKE r 0 %
aHapWIaKCHs, aHaQUIAKTOUIHH peaKUnH Wik Oy103HU peakLiMH. AKO Ce MPOARHEDS %-;h

i ¢ = fn'“ .
CBPBEXYYBCTBHUTENIHOCT M0 BpeMe Ha ynoTpebara Ha TOBa JIEKAPCTBO, ICUEHHETQ\ T R REetcn . / /

NpPeyCTAHORH.




- Moske Aa ce TOABH KPbCTOCaHA CBPBXYYBCTBUTETHOCT KBM JAPYrd aMUHOIITUKO3H/IM, 3aTOBA
TpsAOBa Aa ce UMa MPeABHU BE3IMOXKHOCTTA MALIMEHTHTE, YYBCTBHTEIHH KbM JIOKAIHO
NpHAcKeHH TOOpaMULIMH, Aa ObAAT HYBCTBUTENHH U KBM APYTH JIOKATHO M/HWIH CUCTEMHO
NpHiaraii aMHHOTJIMKO3UWIH.

- CepHO3HM HEXENAHH PeakiiM, BKINHOYHUTETHO HEBPOTOKCHYHOCT, OTOTOKCHYHOCT H
HePOTOKCHYHOCT C€ MPOABABAT MPH NAUMEHTH, U3NON3BAIA AaMUHOITHKO3H/IHA TEpAr1A 3a
cHUCTeMHO NpunoXxeHue. IlpenopbuBa ce MOBUILIEHO BHUMAHHUE MIPH €AHOBpeMEHHaTa ynotpeba
Ha TOBPAJIEKC xanku 3a O4H CbC CUCTEMHO NPUIAraHd aMHHOITTHKO3HUIH.

. Tpabea aa ce 06LpHe BHUMaHue ripy npeanucsaHe Ha TOBPAJIEKC kanku 3a oun Ha nauueHTH
C U3BECTHH WIH NOAO3HPAHH HEBPOMYCKYIIHH Pa3CTPONCTBA KATO MMACTEHHA IpaBUC WIH bonecr
Ha [lapKkHHCOH. AMHHOITIMKO3KIMTE MOTaT Aa 3aAbi004aT MyCcKysHaTa cnaboct nopanu
IOTEHLHAJIHHAT UM €(PEKT BHPXY HEBPOMYCKY/IHATA (PYHKLIMA.

- [TpoabmxuTenHara ynorpeda Ha KOPTHKOCTEPOUIH 32 AOKAIHO MPHUIOKEHHUE B OKOTO MOXKE 112
AOBEae 4O OYHA XHIIEPTEH3HA WIWIH r1ayKoMa C YBpeKAaHe Ha 3pUTeIHHS HEPB, HaMaleHa
3PUTENTHATA OCTPOTA M AEPEKTH B 3PUTEITHOTO 10J1e,  00pa3yBaHe Ha 3a]Ha cyOkarncynapHa
kaTapakTa. [Ipy nauMeHTH, NOANOXKECHH ABJIN0 BPEME Ha Teparms ¢ KOPTHKOCTEPOMAM 332 OUHO
NPUIOKEHHE, BBTPEOMHOTO HajIAraHe TpAOBa Aa ce NpOBEPABa PEOOBHO K YeCTO. ToBa € 0co0eHO
BaYKHO NPHU NEAUATPUUHH MALMEHTU, Th KATO PUCKET OT KOPTHKOCTEPOUA-HHIYIUPAHA OYHA
XUIEPTEH3UA MOe J1a € [O-TO/AM MNPH AeLa H MOXKE [1a HACTBIIM MO-PAHO OTKOJIKOTO IPH
BB3PacTHUTE. PHCKBT OT MOBHILICHO BHTPEOUYHO HAIAraHe W/WIKM 0Dpa3yBaHE Ha KaTapakTa,
NpeAU3BHKAHH OT H3NOJI3BAHE HA KOPTHKOCTEPOUH, € MO-BUCOK NPH NPEAPasnoNoKeHU
nauyeHTH (Hanp. aMabeTHLM).

- Cunapom Ha Cushing n/unu HaaOuOpeuHa HeAOCTATBYHOCT, CBBP3aHHU CHC CUCTEMHATA
abcopOips Ha JeKcaMeTa30H 3a OYHO NPUIICKEHHE, MOXKE [1a Ce MOABAT ciie]]l HHTEH3UBHA WU
NpOAB/DKUTENIHA HETIPEKbCHATA TEpanus MpH NPeApa3noJoKEHH NALMEHTH, BKIIOUHTETHO JeLa
M NMauHeHTH, JeKyBaHH ¢ uHXubuTopy Ha CYP3 A4 (BKIIOYHMTENHO PUTOHABHP M KOOHLIMCTAT).
B TakHBa ¢aydaM, neueHueTo TPAOBA a ce cnpe 4ype3 NOCTENEHHO HAMaJISBaHE Ha [03aTa.

- KopTHKOoCTepOHAUTE MOTAT Ja HAaMANAT PE3UCTEHTHOCTTA KbM H [la CIIOMOIHAT 3a Ch3AaBaHeTo
Ha 6aKkTepHalHH, BAPYCHH WM reOMYHK UK NapasUTHH HHGEKUHUH U 18 MACKUPAT KNIUHUYHATE
NPH3HALIM HA HHPEKLINATA.

- ["0HyHMTE HHPEKIIMY Ca CYCNIEKTHH NMPH MALUMEHTH C NOBTAPALLM C€ Pa3a3BABAHMA HA
poroBuiiaTa. JleueHHeTo ¢ KOpTHKOCTEpOHAH TpAOBA Na Obe NpeyCTaHOBEHO NPH NOABA Ha
reOuuHa HHpEeKum.

- [Ipoab/oxkuTenHaTa ynorpeba Ha aHTUOMOTHLH, KaTO TOOPAMULIMH, MOXKE 14 AOBEAE A0
CBPBXPACTEX HA HEUYBCTBUTENHH OPraHU3MH, BIOUUTETHO MbOUUKH. AKO BE3HHKHE
cynepHHekUus, TpIOBa Aa ¢€ 3aMOUHE NMOAXOAALLO JIEYEHHE,

- KopTHKOCTEpOMAOUTE 32 JIOKATHO OYHO NPHIIOKEHUE MOraT Aa 3a0aBAT 3a3/{paBABaHETO HA paHH
Ha poroBunara. UasectHo e, ye HCIIBC 3a nokanHo npunoxeHue cbuio 3abassT
3a3apaBaBaHeTo. EqHOBpeMeHHaTa ynorpeba Ha CTEpOHAM 3a JIOKATHO NPWIOKEHHE U JIOKATTHH
HCTIBC moe Aa NOBHILK BB3MOKHOCTTA 32 NMpobieMU NpU 03ApaBUTENHHUA NPOLIEC. (BXK.
Touka 4.5).

- H3ssecTHO €, 4e npu ynotpebara Ha JIOKATHH KOPTHKOCTEPOHAH ca Bb3MOXKHH nepdopaum,
KOFATO C€ MPHJAraT npH 3aboJ1BaHUA, MPUUMHABALUM U3THHABAHE HA POrOBULIATA WM CKJIEpATa.

- 3pUTENHH CMYILIEHHUS
[Tpy CHCTEMHO H JIOK&ITHO NIPUIOKEHHE H& KOPTUKOCTEPOHIH €a Bb3MOXKHH CLOOILEHHA 34
3PHUTENIHH CMYLUEHHA. AKO NPH NalMEHT Ca HAJTMLIC CHMITTOMH KaTO 3aMbIJIEHO 3PEHHE UITH
JPYTH 3PUTENTHN CMYILIEHHUS, TAUUEHTHT TPsaOBa Aa ObJe HacOoUeH 3a KOHCY/ITAlMA ¢ OQTATIMOJIOT
33 OLIEHKA HA Bb3MOXHHTE MPHYHHH, KOMTO MOTAT Ja BKJIIOUBAT KaTapaKkTa, [MayKoMa WIH peaKy
3a00/I9BaHMA KATO LieHTpanHa cepo3Ha xopuoperunonarus (LICX), 3a kouro ce crobluasa cnex
CHCTEMHO H JIOKATHO M3NON3BAHE HA KOPTUKOCTEPOH/IM.

- HoceHeTo Ha KOHTAKTHH JIEllH HE CE NpeNnopb4Ba [10 BpeMe Ha JieHeHHe Ha OYHO B4

HHpeKLHA.

bEeH3aNKOHHEB XJIOPUA
TOBPAJIEKC xanku 3a oud chabpaxa O€H3aIKOHHER XJI0PHI, KOHTO MOJXKe Ja IMpH

OUMTE H € U3BECTHO, Ue obe3lBeriBa MEKMTE KOHTAKTHH Jlelln. Tpabra na ce u3barky




KOHTaKTHH JielH. B cJyyaii, ye Ha nMauHeHTUTE € NMO3BOJIEHO Ja HOCAT KOHTAKTHH ey, T¢ TpaOBa aa
6bAaT HHCTPYKTHPAHH a OTCTPAHABAT KOHTAKTHHUTE ety npeau npunoxeHneTo Ha TObPA IEKC
KarkH 3a O4d M Ja W34aKaT Hai-Manko 15 MHHYTH clie[l IpHUNaraHeTo Ha JIieKapCcTBeHHUA NPOAYKT,
npeay a i MOCTABAT OOpaTHO.

4.5 BsaumozaeiicTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH (JOPMH HA B3aHMOJEHCTBHE

EaxospeMenHarta ynotpeda Ha crepouaH 3a iokanHo npunoxenne u nokantHu HCIIBC moxe na
NOBHIIK Bb3MOXHOCTTA 32 MpOOJIEMH ChC 3a37paBiBaHE Ha porosyuara.

CYP3 A4 vHXHOHTODH (BKIIOUMUTENHO PUTOHABHP M KOOMLIMCTAT): MOTaT Aa HAMAJIAT KIMPBHCA Ha
ICKCAMETA30H, KOEeTO BOAH J0 3acHiBaHe Ha eekTHTe U HaabbsbpeuHa HegocTaThyHOCT/ CHHAPOM Ha
Cushing. KomOuHauusTa TpadBa aa ce u3barea, OCBEH ako noJjsara HaAXBbpiis YBEMHYECHUS PHCK OT
CHCTEMHH KOPTHKOCTEPOHIHH edeKTH KaTo B TO3H Cilyyad nauveHTuTe TpadBa na Obaar
IpOCNeAIBaHU 32 CHCTEMHH KOPTHKOCTEPOHIHH ePEKTH.

He ca nposexaanu npoyusaHus 3a B3aumoneictenata Ha TObPAJIEKC kanku 3a oum ¢ 4pyru
NEKapCTBa.

4.6 DepTHIHTET, OPEMEAHOCT H KbBPMEHeE

bpeMeHHOCT

Hsma agexBaTHH W no6pe konrponupaHu npoyuBaHds ¢ TOBPAJIEKC kanku 3a oud rnpu 6peMeHHH
KEHH, 3a /1a ce Jajie HHPOPMAaLIUA 32 Bb3MOXKHUTE PUCKOBE, CBBLP3AHH C M3MOJ3BAHETO HA NPOIYKTA.
IMpoawmKKTENHATA WIH NOBTapAila e yRoTpeda Ha KOPTHKOCTEPOHH N0 BpeMe Ha OpeMEHHOCT ¢ce
aCOLIMHpA ¢ YBETMUEH PUCK OT H30CTABAHE M0 BPEME Ha BETPEMATOYHMA pacTexk. Jleuara, pOAeHH OT
MaiKH, KOMTO ¢a MOJYYaBald 3HAMMTEHH A03H OT KOPTHKOCTEPOUIM MO BpeME Ha OPEMEHHOCTTA CH,
TpabBa na 6baaT HabMONABAHH BHUMATEIIHO 3a NPH3HALIM HA XHNOaAPEHATHIBM.

EmGpHo-(heTanHa TOKCHYHOCT M TEpaTOr€HHOCT ¢a Hab/10JaBaHK B NPOYUBAHUA C AEKCAMETA30H IpH
YKUBOTHM, KaKTO /i€ CHCTEMHO, TaKa B MPH OUHO NPHIOKEHHUE MPH TEPANEBTHYHO 3HAYMMH HUBA Ha
no3upaHe {BX. Touka 5.3 — JlaHHU NpH XKUBOTHH).

[IpoyuBaHus ¢ TOOpaMHLIKH BBPXY PEIPOAYKTHBHOCTTA NPH IUTbXOBE M 3L HE MOKA3BaT
NI0Ka3aTe/ICTBa 3a YBPEKIAHE Ha IU104a e/l MOAKOKHO MPHIIOKEHHE HA 1031, HAABULLIABALLUH [I0BEYE
ot 45 NbTH MaKCHMAIHATA NpernopbyBaHa 4032 3a yoBek oT 0,288 mg/kg nHesHo, 6a3npana Ha
[UTIOLLTA Ha TeJecHaTa nosspxHocT (body surface area, BSA) (Bx. Touka 5.3 - JIaHHU TIpH XKUBOTHH).
TOBPAJIEKC xankH 3a oud TpsaOBa Ia ce U3MOJi3Ba N0 BpeMe Ha OpEMEHHOCT caMo aKo O4YaKBaHaTa
110/13a HaAXBBPIA NMOTEHLMANHUA PUCK 3a IUT0JA.

B13 OCHOBA Ha JJaHHH OT CBBP3aHO NMPOYYBAHE CITy4aii-KOHTPOIA € HANPaBEHO 3aK/IFOYEHHE, Y€ PHCKBT
OT CIyXOTa NPH JeLa, POAEHH OT MalKH, KOUTO 1O BpeMe Ha OPEMEHHOCTTA Ca MOy YaBaIH
I'eHTAMULMH, HEOMHLIMH W APYTrd aMUHOTTIMKO3MAHH aHTUOMOTHLIM, HE MOXKE 12 C€ U3KITHOUH, HO
CTENEHTA MY € OlieHeHa KaTo Manka. OTOTOKCHYHOCT, 33 KOATO € H3BECTHO He Bb3HHKBA CJie[] TEparnus ¢
TOOpaMHLMH He € AOK/Ia/IBaHa KaTo edeKT Npu BbTPeyTpoOHa eKCno3nLius. Bbripekd ToBa, TOKCHUHHUAT
edeKT BLPXY OCMHA YEPEMHO-MOZbHEH HEPB Ha MJI0AA € N00pe H3BECTEH Clie]l EKCIO3HLIMA Ha ApYTH
aMUHOTTIMKO3HIIH, KOETO € B3MOXKHO €BEHTYAIHO Aa Bh3HHUKHE ¥ NPH TOOPAMHLIMH.

KbpMmeRe
He € u3BecTHO Jany TOOpaMMLMH M AeKCAMETa30H NPEMHUHABAT B MAHYHHOTO MJIAKO CJIEA JIOKAJTHO

OYHO MPHUITOKEHHE.
Mma orpanuueHH my6auKyBaHH JaHHHU NMPH KbPMEILLM KE€HH, KOUTO NOKA3BaT, 4e ToOpaMHLIY

OTAENA B KbpMaTa CJIEA UHTPAMYCKYIIHO IIPHITOXKCHHC.




KAIKH 3a O4YH, KAaTO C€ UMa NpC€ABUA NOJi3aTa OT KbPMCHCTO 3a ACTETO H NOJI3aTa Ha MaHKaTa ot
JEYEHHUCTO.

OepTunurer

Hsama nasHn oTHOCHO edekTa oT nokanHo ouHo npunoxkeHue Ha TOBPAJEKC kanku 3a 0uu BBpXY
bepTHAKTETA MIPH MBXKE M KEHU WM NPH KHUBOTHH. IMa HEJOCTaThYHH KIIMHHHYHH JaHHH, 38 1a MOXe
1ia ce OLIEHH e(eKTa OT JEKCaMEeTa30H BbpXy GEepTHIHTETA NPH MEXE K xkeHH. Hama nannunn
CTAHAGPTHH MPOYUYBAHHUSA C J€KCAMETa30H BbpXY (PEPTWIHTETA IPH XKUBOTHH. TOOPaMHLIMH HE BOAH
10 yBpexXaaHe Ha GepTHIMTETa NPH TUTBXOBE (BXK. TOUKA J5.3)

4.7 EdexTn BbpXy cnocobnoctTa 32 modupane H pabora ¢ MAlIAHA

TOBPAJIEKC kank# 3a 04H He NOBJIHABA WiH NOB/IHABA NpeHEOPEKUMO CrTOCOOHOCTTA 2a WIoguUpaHe
¥ pabora ¢ MamKMHH. Bee nak, kakTo rpu ynotpebaTta Ha BCHYKH OQTATMONOTHYHH JIEKAPCTBEHH
[MPOYKTH, MOTAT J1a CE NMOABAT KPaTKOTPAHHO 3aMbI/IABaHE WIH APYTH HApYLIEHHS B 3pEHHETO, KOUTO
1a MOBNUSAAT Ha cnocobHoCTTa 32 modHpaHe unu pabora ¢ MaliMHU. AKO Ce MOABH KpaTKOTpaitHo
3aMbIJIgBaHEe Ha 3pEeHHETO ClieA NpUiIaraHe, NalMEHTHT TPAOBa Aa M34aka 3peHHUETO MY Ja Ce MPOACHH
npeay da wodHupa WM 1a pabotu ¢ MaLiKHH.

4.8 Hexenanau JIEKAPCTBEHH PEAKIIHY

Pe3ioMe Ha npoduna Ha 0e30NacHOCT

[Tpy KIMHHYHHTE MPOYYBaHMA, HAH-1ECTO AOKIAABAHHTE HEXENIAHHU PeaKLMu ca 60/1Ka B OKOTO,
MOBUIIEHO BETPEOYHOTO HANATAHE, APA3HEHE B OKOTO M O4€H NPYPHTYC, CPELLAHH NPH NO-MAIKO OT 1%
OT MalMeHTHTE.

OGobmenne Ha HEXKETAHNATE JCKAPCTBEHH peaKIHR OT KJIHHHYHH H3INHTBAHHA

Hexenanute ieKapcTBEHH peakLMM OT KIIMHWYHH H3NUTBAHUA ca U3bpoeHu corraacHo MedDRA no
CHCTEMO-OPraHHH KJ1acoBe. BB BCAKa rpyna Mo 4eCTOTa, HEXKENAHHTE JICKAPCTBEHH PEaKLIMH Ca
NnpeACTABEHH B HU3XOJALI pe/l [0 OTHOLIEHHE HAa TAXHATA CEPHO3HOCT. B JoMbiAHEHHE, CHOTBETHATA
KATEropys MeCTOTa 33 BCAKA HeXeslaHa JieKapCTBEHa peakuus ce 6asupa Ha cneiHaTa KOHBEHLUS
(CIOMS 11I): MHoro "ectH (=1/10), uectu (=1/100 go <1/10), veuectu (=1/1 000 go <1/100}), penxn
(>1/10 000 xo <1/1 000) 1 muoro peaku (<1/10 000).

CucreMo-0pranEH Kl1acose HexenanH peaknHH

HapyuwieHusa Ha OuHTe Heyecmu: NOBHIIEHO BbTPEOYHO HanAraxe, 6onka s
OKOTO, OYEH MPYPHUTYC, OHEH AUCKOMQOPT, ApazHEHE B
OKOTO, NpPYPHTYC Ha Kjena4a, TOYKOBUACH KEPATHT.
Pedku. xepaTHUT, O4HA aieprug, 3aMbIIICHO 3PEHHE
(BXK. CblIO TOUYKa 4.4), CYXOTa B OKOTQ, O4HA
XUIEpEMHS

CtoMaluHO-4peBHH HapyILEHWs Pedxu. nucreysus

Hexce1aHd JieKAPCTBEHH PEAKIHHA OT CIIOHTAHHH CLOOINEHHS H CJIy4ad, ONHCAHH B
JIRTEPATYPATA (¢ HEH3BECTHA 4€CTOTA)

Cnensalure HeXENAHH JIEKAPCTBCHH PeaKLUH MIPOM3X0XKAAT OT CIIOHTAHHH CBODLUEHHS MO BpEME Ha
noctMapkeTHHroBusa onut ¢ TOBPAJIEKC kanku 3a ouH H cryuay, OnMcaHH B IMTEpaTypaTa. T'vid
KaTO TE€3H peaKLMH ca AOKJIaBaHK AOCOPOBOJIHO OT NOMyNAaLHs C HeonpeaeieHa roleM1uHa, He €
BL3MOXKHO JOCTOBEPHO /1a Ce OLIEHH TAXHATA YECTOTa, OPAAHN KOETO TA C€ KaTErOpH3Hpa KaTo

Hen3BecTHA. Hekenanure peakituy ca u3bpoeHu cbrnacHo MedDRA no cucTeMo-oprassreracss.
B1B BcexkH CHCTEMO-OpPraHeH KJ1ac, HEXKeJIaHWTE peakLiMy ¢a NMpeAcTaBeH! B HU3Xo I i
OTHOIIICHHE HA TAXHATA CEPHO3HOCT. ‘3{5‘
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CHcTeM0-0praiiH Kj1acoBe HexenaHn peakuuu

HapylueHus Ha MMyHHATa CUCTEMA aHa(PUIAKTHYHA PeaKLHs, CBPbXUYBCTBUTEIHOCT

HapyuieHnusa Ha eH1OKpPHHRATAa Cungpom Ha Cushing, Hanb61x0peuHa

CHCTEMA HEJIOCTATHhYHOCT (BX. TOUKa 4.4)

Hapyuienss Ha HEpBHAaTa CHCTEMA BUEHE Ha CBAT, r11aBodbonne

Hapylenus Ha ounte OTOK Ha KJienaya, epuTeMa Ha KJenada, MyapHasa,
YBEJIUYEHO CIB3OOTACIAHE

CTOMalIHO-4YPEBHH HAPYIICHHUS rajeHe, auckomdopr B abnomuHanHara obnacr

HapylueHus Ha KOXaTta M epureMa MynTudopmMe, NoJyBaHe Ha THMLETO, OOpUB,

NOAKOXXHATA ThKaH NpypUTYyC

Onucanue Ha U3bpaHU HeKENaHU PEaKLUH

[IpoasmkuTenHaTa ynorpeba Ha oPTAIMONOrHYHH KOPTHKOCTEPOUAH 3a IOKATHO MPHIIOKEHHE MOXKE
Na NoBeAe 10 MOBHILABAHE HA BbTPEOYHOTO HAATaHe C YBpeXKJaHe Ha 3pUTETHHA HEPB, HaMalleHa
3PUTENIHA OCTPOTA U AedeKkTH B 3pUTETHOTO NoJe, odpasysaHe Ha 3a/Ha CYOKarcyapHa KaTapakra U
na 3abaBu 3apacTBAHETO HA paHHUTE (BX. TOuKa 4.4).

[Topaay HATHYHETO HA KOPTHKOCTEPOMIHA CHCTABKA, NPH 3a00NIBaHNS, IPUYHHABALIM H3THHABAHE Ha
pPOrOBHLIATA WY CKJIEPaTa, ChUIECTBYBA [OBHIIEH pUCK OT nepdopaums, 0cOOEHO Cnel NPOABILKHTEIHO
neveHue (BX. Touka 4.4).

Pa3BuTHETO Ha BTOpUYHA MHPEKLUA € BB3MOXKHO Clel IPWIOXKEHHE HA KOMOMHALUH, ChAbpKALLN
CTEPOHIH W RHTUMHKPOOHM cpeactea. ['bOMUHUTE HHPEKLMHU Ha pOrOBHLATA Ca H3KIHOUHTETHO
CKJIOHHM KBM Pa3BHTHE 10 BpeMe Ha NMPOAB/IKHTENHO NpUaaraHe Ha crepouad. TpabBa 1a ce uma
npeaBK BEPOATHOCTTA OT MNEOMYHA MHBA3Us MPU MNOCTOSHHO POrOBHYHO BB3NTAJICHHE, KOrato € Ouino
H3MOJI3BAHO JIUeHHe Cbe cTepouan. Moxke na ce Habmoaara ¥ BTopHyHa OakTepHaiHa 04Ha MH(PEKLMA,
nopajgy NOTHCKAHE UMYHHHTE OTTOBOPH Ha rOCTONPHEMHHKA (BX. Touka 4.4).

CepHo3HN HEXENaHHU PEaKLIMH, BKIIOYUTENHO HEBPOTOKCHYHOCT, OTOTOKCHYHOCT H HEPPOTOKCHYHOCT
ca HaOMio1aBaHH MPH MALMEHTH, NOATIaraHd Ha CHCTEMHA Tepanua ¢ ToOpaMuLMH (BX. Touka 4.4).

[Ipy HAKOM MALKMEHTH MOXKE [a CE MOARH YyBCTBUTETHOCT KbM AMHHOITIHKO3HAH 3a JIOKAJTHO
NpUIoKeHHe (BXK. TOUKa 4.4).

C'bOﬁQ!&BHHC Ha NoA03HpPaAHH HEXKCTTIaHH pCAKLIHH
Cr00111aBaHETO HA [MoAO03HpaHH HEXKCJIAHH PCAKHHH CIE] Pa3pellaBaHe 3a ynmpeﬁa Ha JICKapCTBEHHA

NpOAYKT € BaxHO. TOBa no3BoiABa Aa NPOABLIKY HabHOJEHHETO Ha ChOTHOLIEHHETO MOI3a/PHCK 32
NIEKAPCTBEHUA NPoAYKT. OT MeANLIMHCKUTE CIIELIMAJIMCTH CE M3HCKBA Ja CbhoOIllaBaT BCsSKa
MOJAO3UPAHA HEXETAHA PeaKLMs Ype3 HALMOHATHMA PEryNaTopeH opraH Ha ajpec:

buarapus

HU3nbiaHUTENHA areHUMA 110 JICKAPCTBATa
yn. ,,JlamaH I'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpeno3upane

[Topaay XapaKTepUCTUKHUTE HAa TO3H MPOLYKT, HE C€ OUAKBAT TOKCHYHH €PEKTH N -
NnpeAO3HPaHEe WIH B CTy4Yai Ha HHUHAEHTHO MOr/iblllaHe Ha UANIOTO cumpm:auue <
Jlokanuoto npeaozupadHe Ha TOBPAJIEKC kanku 3a oud, cycrneH3us MOXKE Ja C¢ 0%
(ouuTE) Upe3 NPoOMHUBaHE C TOIIa BOAA.
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KnvuuuHuTe npu3Haum ¥ cuMnToMu Ha npeacsupane ¢ TOBPAJJEKC kankn 3a oun, cycnensus
(TOYKOBH/EH KEPATHT, epUTEeMa, MOBULIECHO CTL300TAEIISHE, OTOK M ChpOex Ha wienaya) Morar aa
HaNoA00ABAT HEXEIAHHTE JIEKAPCTBEHH PEaKLUMK, HabNI01aBaHH T1PH HAKOM MMALUEHTH.

5, @OAPMAKOJJOI'HYHHU CBOUCTBA

5.1 dapMakoaHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: opTaNIMOJOTHUHH, TPOTUBOBB3NMANIHTEIHY H AHTHHHDEKLIHO3HH
cpeacTsa B KOMOMHALMS; KOPTHKOCTEPOUAM M aHTHHH(EKLHO3HH CPEACTBA B KOMOHHALIKS.

ATC xon: S01C A0l

MexaHH3BM HA JEHCTBHE

[ToTHckaT ce BLHIIHKTE NPU3HALM Ha BB3MATMTEHHA NPOLEC KATO OTOK, oTiaraHe Ha GuOpuH,
KanwispHA JWJIATALM, IeBKOLMTHA MUrpaLIMs, KamAWIpHA NpoJikidepaLus, oTnaraiHe Ha KosareH,
oOpasyBaHe Ha prOLIOBa ThKaH M puOpodnacTHa nponngepauHs. KOpTHKOCTEPOMAUTE 3a JIOKATTHO
npujiokeHue ca eQeKTHBHY NIPU OCTPH Bb3NANUTEIHH ChCTOAHMS HA KOHIOHKTHBATA, CKiIepaTa,
pOroBHLIATA, KIE€MAYUTE, HPUCA U MIPEAHMS O4EH CETMEHT, KAKTO H NPH OCTPH AJIEPrU4HH ChCTOAHMA Ha
OKOTO.

JlexcaMeTa30H € eMH OT Hal-MOILIIHHUTE KOPTUKOCTEPOUIH, TOH € 3 A0 14 NBTH NO-MOLLEH OT
npeAHU30IoHa U 25 10 75 MBTH NO-MOLUEH OT KOPTH30HA U XUAPOKOPTH3IOHA. TOUHHAT MEXAHHW3BM Ha
MPOTHBOBL3NAIMTENHOTO JEHCTBUE Ha AE€KCaMeTa30oHa € Heu3BeCcTeH. Tol HHXHOHpa MHOXKECTBO
uH(bAAMATOPHH LIMTOKHHH U NMPOSBABA MHOXKECTBO MNTIOKOKOPTHKOMIHH M MUHEPAJIKOPTHKOHIHK
edexTu.

JekcaMeTa30HBT € MOIEH KOPTHKOCTEPOUI. KOPTHKOCTEPOUIHTE MOTHCKAT BB3NAJIHTENHUSA OTIOBOP
KbM Pa3jIM4HU BELLIECTBA W MOTaT Aa 3a0aBaT WM 3aTpyAHAT 03paBUTeNHHS nipouec. Tbi xarto
KOPTHKOCTEPOHINTE MOraT Ja OTHCHAT 3alMTHUTE MEXaHHW3IMH Ha OpraH1iMa cpely HHexuuy, e
BE3MOXKHO Ja C€ NPUIaraT €AHOBPEMEHHO ¢ AHTUMHKPOOHH JIEKAPCTBEHM NPOAYKTH, KOraTo TORa
[MOTHCKAHE C€ CUHTA 32 KITMHHYHO 3HauumMO. TobpaMHLIMH € aHTHOaKTEpHAIEH JIEKapCTBEH NPOAYKT.
Toit moTHCcKa SaKkTepHATHHUA pacTeX KaTo HHXUOMpPA CHHTe3a Ha NNPOTEHHMTE.

MexaHu3bM Ha PE3HCTEHTHOCT

PesucTeHTHOCTTA KBM TOOPAMHLUMH HACTHIIBA NO HAKONKO PaIHYHH MEXaHWU3MA, BKJIIOYHTENHO (1)
NpoMeHHn B pHOO3OMHHUTE NMOJEAMHHULIM BBTPE B DaKTepHaiHATA KIETKE, (2) HHTEepdepeHLUs Ha
TPaHCNOpTa Ha TOOpaMHLMH BHTPE B KJIETKaTa H (3) MHAKTHBALHA HA TOOPaMHIIMH Ype3 OINpEeaCAEHH
KJIACOBE MOOHUMUIIMPAHU €H3UMH — aZleHWnaTHH, GochOopunaTHn U aueTUnaTHy. ['eHeTH4HaTa
WH(opMaLIMA 3a NPOAYKIIMS Ha MHAKTHBUPAHH €H3MMH MOJke Aa Oble npeHeceHa 110 OaKTepHaIHUTE
XpOMO30MH HIIH I1a3MuauTe. Moxe Aa HACTBHIH KPBLCTOCAHA PE3UCTEHTHOCT KbM APYTH
AMHWHOTTUKO3U M.

| paHWYHU CTOWHOCTH
[ paHUuHUTE CTOMHOCTH U in Vilro CIIEKTbpa, CNOMEHAT No-100y, ca Oa3upaHy HA CUCTEMHATa

yroTpeta. Te3n rpaHuUHY CTOHHOCTH MOXe J1a He ca NPUIIOXKHMH 3a JJOKAIHO OYHO NMPUIOKEHHUE Ha
JIEKAPCTBEHHUA MPOAYKT, ThH KATO MO-BUCOKHTE KOHIEHTPALIMH €A NMONYUYEHH JIOKATTHO ¥ JIOKATHHUTE
GH3HUHW/ XMMHUHY YCAOBUA MOraT Ja MOBJIHAAT AKTHUBHOCTTA Ha [TPOAYKTA Ha MACTOTO Ha
npunoxenue. Cnopen EUCAST cneannre rpaHHYHH CTOMHOCTH Ca ONPEAENEHH 3a TOOpaMULIMH:

. Enterobacteriaceae S <2 mg/l, R>4 mg/l
o Pseudomonas spp. S <4 mg/l, R >4 mg/l
o Acinetobacter spp. S <4 mg/l, R >4 mg/l
. Staphylococcus spp. S<1mg/l, R>1mg/l
. [ ' paHH4YHH CTOMHOCTH,

KOMTO He ca cBbp3aHM ¢ BHIa S <2 mg/l, R > 4 mg/l




KnnnuyHa epHKacHOCT cpelty CrnelHUYHH NaToreHHu

Honyuidpoenara uudopMalus AaBa camo NpUOIUIHTENHA HACOKA 32 BEPOATHOCTTA Jajiu
MHKPOOpraHu3MuTe me Obaar gyyBcTBUTENHU KbM TOOpamMuvH B TOBPAJIEKC kank# 3a oum,
cycneH3us. Tyk ca NpeACTaBeHH 0aKTepUATHUTE LIIAMOBE, Bh3CTAHOBEHH OT BHHIUHHUTE OYHH
MH(PEKLIMH, TAKHBA KAKBUTO C€ HAO/II0AaBaT U NIPH KOHKOHKTHBHT.

PasnpocTpaHeHHETO HA NpUAOOUTATA PEIUCTEHTHOCT MOKE [1a BAPUPA B Pa3/IHYHUTE reorpadcku
00J1aCTH M OT BpeMeETO 3a W3bpaHH LaMOBE, 3aTOBA € XKEJIaTEJIHO J1a C€ H3MO/I3Ba MECTHA MHGOpMaLIUs
3a PE3UCTEHTHOCTTA, OCOOEHO MPH JICYCHHE HA TEXKKH HHPEKUHH. [1pn HeoOXxoauMocCT TpabBa na ce
MOThPCH CBBET OT CIIEUHANIMCTH, KOraTo JOKaJIHO npeobnagasallara pe3uCTEHTHOCT € TaKaBa, 4e
NOCTaBA Mo/ BEIPOC MPHUIOKUMOCTTA Ha TOOpaMHLIMH MTOHE ITPU HAKOH BHAOBE HHGEKLIMH.

O6HKHOBEHO YYBCTBHTE/IHH IIAMOBE

AepoOnn I'paM-noI0KHTETHA MUKPOOPraHHIMH !

Bacillus megaterium

Bacillus pumilus

Corynebacterium macginleyi

Corynebacterium pseudodiphtheriticum

Kocuria kristinae

Staphylococcus aureus (methicillin yyecmeumennu — MSSA)
Staphylococcus epidermidis (xoazynaza-nozumugnu u -necamuenu)
Staphylococcus haemolyticus (methicillin yyecmeumennu - MSSH)
Streptococci (sxmovumenno HAKOu bema-xemonumudnu guooge om zpyna A, Hakou
HeXeMONUMUYHU 8UO0Be U HAKOU Streptococcus pneumoniae)

Aepoinn I'paM-oTpALATE/IHH MEKPOOPraHH3MH:
Acinetobacter calcoaceticus
Acinetobacter junii

Acinetobacter ursingii

Citrobacter koseri

Enterobacter aerogenes
Escherichia coli

H. aegyptius

Haemophilus influenzae

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Moraxella catarrhalis

Moraxella lacunata

Moraxella oslonensis

Haxou euooese Neisseria

Proteus mirabilis

ITosewemo Proteus vulgaris wamose
Pseudomonas aeruginosa

Serratia liquifaciens

AHTHOAKTEpPHATHA AKTHBHOCT Cpelly APYTH AHAJIOTHYHH NATOr€HH

[Hamose, 32 KOHTO NPHIOOHTATA PE3HCTEHTHOCT MOXKe Aa € npodJiem:
Acinetobacter baumanii

Bacillus cereus

Bacillus thuringiensis

Kocuria rhizophila

Staphylococcus aureus (methicillin peaucmenmnu — MRSA)
Staphylococcus haemolyticus (methicillin pesucmenmnu —MRSH)
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. Staphylococcus, other coagulase-negative spp.
Serratia marcescens

Pe3HCTEHTHH MO CBOSTA ChIMHOCT OPrasHIMH

AepoGun I'paM-noONOXKATEIAA MHKPOOPraBiH3MH:

. Enterococcus faecalis

. Streptococcus mitis

. Streptococcus preumoniae
* Streptococcus sanguis

AepoOau I'pam-0TpHUATEIHH MEKPOOPTraHH3IMH:

. Chryseobacterium indologenes
. Haemophilus influenzae
. Stenotrophomonas maltophilia

AHaepobnn OakTepun:
. Propionibacterium acnes

[Ipoyusanus 3a OaKkTepHaiHA UyBCTBUTETHOCT [TOKA3BAT, Y€ B HAKOH C/Iy4ad MHKPOOPTaHH3MHTE,
PE3UCTEHTHH KbM FEHTAMHLIMH, 3alia3BaT Yy BCTBUTENHOCT KbM TOOpaMULMH.

JIaHHH OT KITMHHYHH NPOYYBaHUA
KyMynaTiBHHTE AaHHH 3a O€30MaCHOCTTA OT KIMHHYHHUTE NPOYUBaHHA Ca NPEeACTABEHH B TOUKa 4.8,

[leauarpyuyHa nonyaarus

BezonacHoctTa M epukacHocTTa HAa TOBPAJIEKC kanku 3a oum, CycrieH3us MpH fela € yCTaHOBeHa OT
LIMPOKMA KITHHHYEH OITHUT, HO CaMO OrpaHH4eH OpoH JaHHH ca HATMYHH. B KNHHHYHO Npoy4BaHe ¢
TOBPAJIEKC kanku 3a oum, CycrieH3Hs NpH jieueHHe Ha OaKTepHaHA KOHIOHKTUBHTH, 29 NalMeHTH Ha
sb3pacT oT | po 17 roauny ca Tpetupany ¢ 1 win 2 kankd TObBPAJIEKC kanku 3a ouu — Ha Bceku 4 Wiu
6 yaca, 3a 5 wid 7 auu. [Ipu ToBa npoyuBaHe He ca HabmoOgaBaHK Pa3iMKH B npodunia Ha 6€30MaCHOCT

MEXXIY Bb3PACTHH H NEAHATPHYHY MAIHEHTH,

52 DapMAKOKHHETHYHH CBOHCTBA

Ab6copbuns
Tobpamuunt ce abcopbupa cnabo npez porosuuaTa H KOHIOHKTHBaTa. Cejll TOKaTHO O4HO
mpuioxeHue Ha 0,3% ToOpaMHLMH NMUKOBATA KOHLIEHTpaLUMs OT 3 MHKporpama/ml BbB BETpeouHaTa
TEYHOCT € AOCTHUra cjieq 2 vaca, nocneasana ot 6wp3 cnaa. Heszasucumo ot Toa, TOBPATEKC
ocurypssa 542 + 425 mukporpama/ml TobpaMULIHH B CBIIBUTE NPH XOpa 2 MUHYTH Clle IPUIOKEHHE
B OKOTO, KOHLEHTpALMA, KOATO KaTo ugno Haasumaea MIC Ha noeedeTo pe3ucredTHH WwamoBe (MICs
> 64 mukporpama/ml).

[TuxoBaTa KOHLIEHTPALIMA Ha AEKCAMETA30H BbB BbTPEOYHATA TEYHOCT ClIE NMPHUNIOKEHHE Ha
TOBPAJIEKC ce pocTira npuOauzdTenHO Ha 2-14 Hac U € cpeaHo 32 ng/ml.

CucremHata abcopOuus Ha ToOpamuntuH chea npuwioxeHHe Ha TOBPAJIEKC e nucka, ¢ nnasmena
KOHLIEHTPaLUA NMOA rPAHULIATA HA KOJWYECTBEHO ONpeAcitHE.,

Cnen npunoxenune Ha TOBPAJIEKC ce nabmiogasaT miasMeHH KOHLUIEHTPaUMH Ha JIEKCAMETa30H, HO
¢4 MHOTO HHCKH H BCHYKH CTOHHOCTH ca o | ng/mi.

BHOHATHYHOCTTA Ha MEpOPATHO NPHUIIOKEHHS feKcaMeTa3oH Baprupa Mexay 70 no 80% npwu 3apasu
KWHAHUBMAM K MALMHEHTH.

PasnpeneneHue
CucreMHunar o6em Ha pasnpeaeneHue Ha ToOpamuuut € 0,26 1/kg npu xopa. Cs

TOOpaMMIIMH ¢ YOBELUKHUTE TIa3MEHUTE NPOTEUHH € HUCKO nof 10%.
O6eMBT Ha pasnpeaeneHre Ha JeKcaMeTa30H B CTalMOHApHO ChCTOAHUE € (0,58
MHTPABEHO3HO NprioxkeHHe. CBHP3BAHETO ¢ IUIA3MEHHTE MTPOTEHHH Ha JCKCAME
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bBroTpaHcdopMaius

ToGpaMHLIKMH He ce MeTaboNH3Hpa, AOKATO AEKCAMETA30H Ce METabOIM3NpPpa OCHOBHO J10
6 6eTa-XUAPOKCHIEKCAMETA30H U JJO MMHMMAJTHHU KOJIH4YecTBa 6-

OeTa-XxuaApoKkCcH-2(-AMXHIPOACKCAMETA30H.

EnuMHHHpaHe
TobpaMHLIMH ce eKckpeTupa 6bP30 H EKCTEH3HBHO ¢ YpHHAaTa 4pes3 roMepyJiHa ¢WITpauusa, OCHOBHO

KaTO HEMPOMEHEHO NIEKapcTBO, CHCTEeMHHAT KIHPBHC Ha ToOpamuuH ¢ 1,43 + 0,34 mi/min/kg npu
MaLHEeHTH C HOPMATHO TEJIECHO TEIIO CNIEA HHTPABEHO3HO NPHIIOKEHUE H CHCTEMHUAT KIIUPBHC
HaMaJIsABa MPOTOPUHOHATHO Ha Or0peunaTa PyHkuMa. [TonyXKHBOTHT Ha TOOpaAMHLMH €
NpHOAM3HTENHO 2 Yaca.

CHUCTEMHHAT KNHPBHC Ha JIEKCAMETa30H ciiell HHTpaBeHo3Ho npunoxenue e 0,125 lhr/kg karo 2,6%
OT NPHIOXKEHATa 103a ce OTKPUBA KaTO HENIPOMEHEHO NEKApPCTBO, a /0% oT npuoxkeHara a03a ce
orkpuBa kato Metabonutu. [lonyxuBoThT ce chobliiaBa, ye € 3 10 4 yaca, HO € YCTAHOBEHO, Y€ €
MAJIKO NO-ZbJTBT NpU MbxkeTe. Ta3zu HabnmoaaBaHa pa3finKa He C€ NMPHITHCRA HA MPOMEHH B CHCTEMHUA
KJIMPBLHC HA /IeKCAMETa30H, a Ha pa3/IMKuTe B 00eMa Ha pasfpefeeHHe U TENECHOTO TErNo.

JIHHEeHHOCT/HENHHEHHOCT

He e uscneasana ouHaTa WIH CUCTEMHATA €KCMO3ULIMA Ha TOOpaMHLIMH Cnejl J0KATHO OYHO
NpUWIOXKEHHe NMPH HAPACTBAIM KOHLEHTPallMy Ha MprhoxkeHata no3a. [fopaau Tasu npyunHa
JIMHEHHOCTTA HAa eKCMO3MLUATA MPH NOKATHO OYHO NPUAOKEHUE He MOXKe 11a ce ycTaHOBU. CpetHaTta
Cmax Ha JEKCAMETA3I0H TIPH JIOKAJITHO OUHO NPUI0KEHHE Ha N03a ¢ KoHueHTpalua 0,033% ¢ 0,3%
ToOpaMuLIMH € no-Hucka oT Tazu npu TOBPA IEKC, kato croitHocTTa € npubausurento 25 ng/ml, Ho
TOBa MOHHXXEHHE HE € NPONOPIMOHANIHO HA J03aTa.

Bpb3ka(K) dapmMakokHHeTHKA-(papMaKkoAHHAMHKa

He e ycraHoBeHa cnieudduyna Bpb3ka dapmaxoxuHeTHka-papmakoauHamuka npy TObPAJIEKC. B
MyOJHKYBAHHTE MPOYYBaHUA NPH )XHBOTHH JICKCAMETa30H JEMOHCTPHPA NO30HE3aBUCHMA
(hapMaKOKUHETHKA.

[TyGnukyBaHHTE NPOYMBAHUA in Vilro U in vivo NOKa3sar, 4e TOOpaMHUUMH NMPOABABA YIb/IKEH
NOCTAaHTHOHOTHYEH €(EKT, KOHTO eheKTMBHO NOTHCKA DAKTEPHATHUS PacTeX BBINPEKH HUCKATA
cepyMHa KoHueHTpauus. [TpoyuBaHMsaTa MPU CUCTEMHO MPHIOKEHUE HA TOOpaMHLIMH CHODIIABAT 34 1O-
BHCOKa MaKCHMa/IHA KOHLEHTPALMA NPH €AHOKPATHO JHEBHO NMPHIOXKEHHUE B CPaBHEHHE C
TEpATIEBTHUHHUTE CXEMH C MHOTOKPATHO AHEBHO NPHIOKEHHE. ChLIECTBYBALIIUTE KbM MOMEHTA
[IOKA3aTeNICTBA NPEANONarar, Yé CHCTEMHOTO MPWIOKEHHE BEHbX NHEBHO € ChILO TONKOBA e(HKACHO,
KOJIKOTO U MHOTOKPATHOTO JHEBHO NpuioxkeHue. ToOpaMHLIMH npUTeXaBa 3aBUCHUMA OT
KOHIIEHTpALMATAa AHTUMUKPOOHA aKTUBHOCT M NO-rojIsiMa ePHKACHOCT ¢ HapacTBaHE HAa HMBATA HA
aHTHOHOoTHKA Haa MIC niu MuHMManHara baxreprumana xoHueHtpauus (MBC).

CrneuuanHy nomyjauuu

Ileouampuyna nonyrayus
AMMHOTTTHKO3HIANTE, BKIIOYHTENHO TOOpaMHLIMH 32 JJOKANHO OYHO NPUIOKEHUE, CE M3NION3BAT YECTO

npy Aeua, 6ebera H HOBOPOJIEHH 3a JICYEHHE Ha CEPHO3HH | paM-OTPUIIATETHH HHEKLUH.
KnuHuuHata apmakonorus Ha ToOpaMHyLIMH NpH A€la € OITHCaHa CIER CHCTEMHO NPUITOMKEHHE.
(dapMakOKHHETHKATA Ha A€KCAMETa30H MIpH NEAHATPHUYHH NALHEHTH HE CE pa3/inyaBa OT Ta3H Npu
Bb3PACTHH CJICH WHTPABEHO3HO [IPHUII0KEHHE.

ITayuenmu 8 cmapuecka év3pacm (ra u Hao 65 codunu)
Hsama npomsiHa BB papMakOKHMHETHKATa Ha TOOpaMHLMH NPH NALHEHTH B CTapuec
CpaBHEHHME C MO-MNaau Bb3pacTHH nauueHTH. Chllo Taka He ce Habmoaasa kopena
Bb3PaCcTTa U MJIa3MEHATa KOHLIEHTpALMA Ha JEKCAMETA30H CJie] NEpOpPaHO MPUNo
NEKCAMETA30H.
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bvbpeuno yepexcoane
He ca npoyuBanu papmMakoKHHETHKHTE HA TOOpaMHLIMH WK JEKCAMETa30H C/Ied NPUNOKEHHE Ha

TOBPAJIEKC B Ta3u mauMeHTCKa MOITYJalus.

YeproOpobuo yspescoane
He ca npoyuBany papMakoKMHETUKUTE Ha TOOpaMHMLIMH HITH TEKCaMETA30H CJIE/ NPUI0KEHHE Ha

TOBPAIEKC B Ta3u NnaLMEHTCKA MOMyJIaiiHA.
5.3 IIpeaknnHH4YAH JaHHH 32 6e30MACHOCT

HeknMHUUHUTE AaHHH He Noka3BaT 0cobeH pHCK 3a Xopa OT U3naraHe Ha TOOpaMULIMH WK ASKCAMETA30H
upe3 JOKAITHO OYHO MpUIoKeHWe Ha 0alaTa Ha NPOYUBAHHA 3@ TOKCHYHOCT NIPH MHOTOKPATHO NpUiiaraHe
¥ NEHOTOKCHYHOCT. HAMa HaTMuHH Npoy4BaHUA C AEKCAMETA30H 328 KaHLIepOreHeH noreHuuan. B eaHo 2-
FOJULIHO NMPOYYBaHE Ha HHXANATOPHO NMPHIOKEHHE HA TOOPAMHULIMH MPH ILTHXOBE, HE ca HabmoaaBaHu
KaHLeporeHHH €eKTH 10 Hal-BUcoKaTa 103a ot 25,7 mg/Kg NHEBHO, ChOTBETCTRALIA Ha 10 14 mbTH
MAaKCHMAaIHaTa [IpenopruBaHa N03a Npu 4OBeK, 6asupaHa Ha BSA. 3a vH@opMaLMsa OTHOCHO
[MPOYYBAHHATA 32 TOKCHYHOCT BbPXY Pa3BHTHETO BHXKTE T, 4.6.

B cTanapTHH NpoyuBaHua Ha gepTHINTETa, MOAKOKHOTO NpUioKeHHe Ha 10 100 mg/kg nHeBHO
TOGpaMHULIMH, HE € YBPEAWSIO (PepTUNUTETA MPH IUTBXOBE, KOETO CHOTBETCTBA Ha 36 MbTH
MaKCHMAa/HaTa NnpenopbyBaHa 403a NpH 4YOBEK Bb3 0CHOBAa HaA BSA. He ca nposexaanu ctaH1apTHH
NpoyYBaHHS Ha GepTunuTera ¢ AeKcaMeTasoH. B eJHO HeCTaHAapTHO NMPOY4BaHE, 1EKCAMETA30H €
32CHIIIT QEPTHIMTETA NPH UHKEKTHPAH ¢ FTOHAAOTPONHH HE3PAJI MOJEN Ha TUTHX.

Lannu npu sxcueomuu

JlexcameTasoH

B npoyusaHHs Ha eMOpHO-(eTanHOTO pa3sBUTHE, ACKCAMETA30H € O TepaTOreHeH NPH MHULLKY H
3aliliK ceA JIOKATHO OuHO npunoxerue. Peranuu mandopmauny, 3adaseH pacTexk Ha 1U104a U
yBEJIHYEHHE HA CMBbPTHOCTTA ca HabmoAaBaHU NPU MHUILIKH, TUTBXOBE M 3aHLM MPH TOXCHYHH 32
MaiKaTa 03H ches CHCTEMHO MPHIOKEHHE (NepopalTHO, MOAKOKHO M UHTPAMYCKYNHO) B NEpHOAa Ha
opraHorenesa. O610T0 HHBO, NPH KOETO He ce Habnmoaasa epexr (no-observed-eftect level, NOEL)
Ha TOKCHYHOCT BbPXY Pa3BHTHETO, € NOMYYECHO OT MPOYUYBAHE C MNEPOPATIHO NPHIIOKECHHE NPH TUTHXOBE
u ce 6a3upa Ha embpuotoxcuyHocT (0,01 mg/kg nHeBHo). ToBa CLOTBETCTBA HA NMO-MAAKO OT | MBT
MaKCHMAalHaTa NpenopbyBaHa 103a NpH Y0BeK, OazupaHa Ha BSA.

TobpamMHUHH

B npoyusauus Ha eMOpuo-eTanHoTO pa3BUTHE fIpH [UTLXOBE M 3aiilid, HA OPEMEHHMUTE XKHBOTHHM €
MpuJarad NOAKOXKHO TOOPaMHILIMH NMpe3 NepUoja Ha opraHorexesara s xo3u 1o 100 u cvorBeTHO 110
40 mg/kg nnepro. EMOpHo-eTanHa TOKCHYHOCT HE € Bb3HUKHANA NP HUTO €IHH OT BUIOBETE J0
MAaKCUMANIHATA TECTBaHA 033, CbOTBETCTBaILA HA 56 U CHOTBETHO 45 MBTH MaKCHMAJIHATA
npenopbYBaHa 103a NPH 4YoBeK, Oazupana Ha BSA.

B npoyusaHHA Ha nepU- ¥ OCTHATAMIHOTO PA3BHUTHE NPH IUTBXOBE, MOAKOKHOTO MPUIIOKEHHUE Ha 10
100 mg/kg nHeBHO TOOpaMULIMH npe3 paHHa OPEMEHHOCT W B MEPHO/A HA KbPMEHE, HE C€ € OTPA3MUIIO
HETAaTHBHO HA HHJEKCA 3a (pepTHIMTET, HHAEKCA 33 FeCTALIMOHHA NPEXUBAEMOCT, OpPOA Ha XKHBOTHUTE
B KOTHJIOTO, PasNpeAeNeHHETO MeX 1Y MOJIOBETE, HHAEKCA 3a OLie/IABaHe Ha MOTOMCTBOTO NMOCTNIAPTYM
MJIM Ha TErJ0TO Ha MOTOMCTBOTO, ChOTHOLIEHHETO HA Hall-BHCOKATa TECTBAaHa /1034 KbM
MaKCHMaJIHATAa NPENOoPbhYBaHA A03a NPU HOBEK € 56 Bb3 OCHOBA Ha BSA.

6. OAPMAIIEBTHYHUA JAHHH
6.1 CnuchbK HA NOMOUIHHTE BelNecTRa

beHzankoHHER XJ0pya

HunaTpues enerar

Hatpuer xnopua

Hatpues cyadar, 6esoaen (E514)
Tunoxcanon
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XUIPOKCHETHIILIENTY 103

CsapHa KACeNMHA W/ UK HATPUEB XHAPOKCHA (3a KopeKius Ha pH)
[Ipeuncrena sona

6.2 HechbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ba rognoct

2 rOOMHM.

ITa He ce U3NOJ3BA MOBeUe OT 4 CEAMMLUM CNEN ITbPBOTO OTBapsAHeE.

6.4 ChoenHa Hd yCJIOBHS HA CBXpPAHECHHE

Jla ce ¢cuxpanaBa non 25°C.

Jla He ce 3aMpa3nBa.

Jla ce cpXpaHARa B H3NPABEHO NONAKEHHE.

Ja ce cpXpaHsapa B IUTETHO 3aTBOPEHA OMAKOBKA.
6.5 BnaHcCLAbLPKAHHE HA ONAKOBKATA

[Tnactmacosa 6yTHaKa ¢ amnukaTop-kankomep (ot LDPE) v nonuniponuienoBa kanavyka Ha BUHT CbC
3alIUTEH MPBCTEH.,

KaproHena kyTus, cbabpkawa | 6ymunka or 5 ml.
6.6 ChnenHaJHA NpeANA3HH MEPKH NPH H3XBLP/IAHE H paboTa
Hsama cneyuaniHy U3UCKBaHHA.

Heu3non3saHUAT JEKApCTBEH NPOIYKT WK OTHAAbYHNTE MAaTEPHAIIM OT Hero TpadBa Ja ce U3XBbpIIsIT
B ChOTBETCTBHE C MECTHUTE M3UCKBAHKA.

7. NMMIPHTEXATEJ HA PAZPEINEHHETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnanous

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEEA

[1-17804/09.05.2012
Per. Ne 9600064
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9. JATA HA IIBPBOTO PAZPEIIABAHETIOAHOBABAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

Hara Ha mppRo pazpeluaBane: 10 anpun 1996 r.
JlaTa Ha nociaeaHo noaHoBsapaHe: 09 mait 2012 r.

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA
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