INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOJAYKTA



1. UME HA JIEKAPCTBEHMUS ITPOAYKT
202103 %

Opnukce 0,3% kanku 3a 04H, pa3TBop

10855 , 08 -01- 707

Orpix 0,3% eye drops, solution

7 KAYECTBEH U KOJIMMECTBEH CbCTAB

Beeku MUJIWINTLD OT pasTBopa ¢hjibpxka 3,493 mg uunpodiokcant Xu1poxaopH/l
(ciprofloxacin hydrochloride), eksusanentet Ha 3 mg uunpodiiokcaunt (ciprofloxacin).

[TOMOIIHO BEIIECTBO C M3BECTHO JICHCTBME: BCEKH MHJIMJIMTLDP OT pa3rsopa cbjibpixka 0,1 mg
OCH3aJIKOHHEB XJIOPHUJL.

3a IIBJIHUS CITUCHK HA ITOMOIIIHMTE BELLlEeCTBA BXK To4ka. 6.1,

B JEKAPCTBEHA ®OPMA

Kariku 3a o4u, pasrsop.

[ Ipospauct, Oe31BETECH KK 3CJICHUKABOKDBJIT Pa3TBOP, MPAKTHUCCKH CBOOO/ICH OT YaCTHILIH.

4. KJIMHUYHHU JIAHHHA

4.1 TepanesTH4nyu noKasanus

Buipacruun, nosopojenu (0-27 jun), kbpmauera v majkn jiena (28 anu - 23 mecena),
gaena (2-11 rojmun) u wouomn (12-18 roaunn):

JICYCHUE HA POrOBUYHH 3BH U NOBLPXHOCTHH OaKTepHaiHi MHPEKIMK HA OKOTO U HErOBHTE
[PUIATBIM, TPUYHHEHH OT YyBCTBHTECIHH KbM JACHCTBUETO HA IMUIIPODIIOKCALIMH MATOI'CHU

(B> TOYKa 3.1).
4.2  Jlo3uMpoBKA H HAYHI HA IIPHJIOKCHHE

J103upoBKa

‘y’u(rrpeﬁu IHPH BB3PACTHH, BRJIIOYHUTC/IHO B CTAPYCCKA Bb3pactT

Pozosuunu s36u

Opnuke TpsiOBa Jia ¢e 1npuiiara Ha CJieJIHUTE HHTEPBAJIU, JIOPH U 11PE3 HOLILTA.

[ Ipe3 rupBust JieH, J103aTa € 110 JIBE KallKU B KOHIOHKTUBAJIHUS CaK Ha 3aCerHaToTo OKO/O4YM Ha
BceKM |15 munyTH 3a nbpBUTE 6 Yaca, cjiej TOBa, J0 Kpasi Ha ITbpBHs JICH - 110 JIBC KAIIKK Ha
BCCKH 30 MUHYTH.

Ha BTopus JIcH, J103aTa € Ha BCEKH Y4ac I0 JBC KallKK B KOHIOHKTUBAJIHUS CaK HA 3aCErHATOTO
OKO/O4H.




Or 3-tv 1o 14-TH AeH, J103ata € 110 JiBe KalKH B KOHIOHKTUBAIHNA CaK Ha 3aCerHaTOTO
OK0O/04YM Ha BCcKH 4 yaca.

B13MOXHO € A3BHTE Ha POTOBHIATA 14 M3HUCKBAT JICUEHHE C IIPONBLIKHTENHOCT NoBeye oT 14
JIHH, JO30BUAT PEXKUM M IIPOALIDKUTEIHOCTTA Ha IEUERUETO TpsOBa Aa ObaT ONpeAeacHH OT

ACKYyBALHs JIEKap.

ITosvpxnocmiu unheKyuu Ha OKOMO U RPUOANTOYUME MY
O6uyaitHaTa Jo03a e 1-2 Kallkyd B KOHKOHKTHBaJTHUA CaK Ha 3aCCrHaToOToO oKO/oul 4 NbTH

JTHEBHO.
[Tpu Texxu uHdEKuMHU, JO3KMPOBKATA NPE3 IBPBUTE BA AHU €: €1HA UIIH JIBE KANKH Ha BCCKH

ABa vaca (rnpes JAcH:A).
O61uaiiiaTa NPoALIKUTEIIHOCT Ha JieueHHeTo € 7-14 auu,

[TpenopbUBa cC [IPUTHCKAHE Ha Ha30JaKpUMaJTHUA KaHat Wil BHUMATENHO 3aTBApAHC HA
Kenaua ciefl npunoxenvero. Topa Moxe a HaMau cHcTeMHaTa abcopOuKs Ha JIOKaTHO
[1pUaraHuTe B OKOTO JIGKAPCTBEHH NIPOAYKTH U B PE3YJITAT J1d CE HAMAJIAT CUCTEMHHUTE
HEXKENAaHH JICKAPCTBEHH PEaKLIKH.

Ieduampuuna nonyrayus

OprnyKC MOXE Jia ¢ce M3110/138a Npy HoBopoaeHH (0-27 nHu), KbpMayeTa ¥ Majku feua (28
auM - 23 meceua), aeta (2-11 roaunn) v ronomu (12-18 roguHu) B CbhlllaTa 103a, KAKTO MPH
BBL3PACTHUTE.

JTuya ¢ yeprnoopobno u/wiu 6vbpevno yspesxcoane

OPHHKC HE€ € HU3cJicABall [Ipy TE3u I'pyIH HAallHCHTH.

Ha4uH Ha NpUjIoKEHUC

TpabBa aa ce BiMMAaBa j1a e ce JOKOCBAT KJIETIA4HUTE, 3a00uKansuaTa rv odbhacrt uiu
OKOJIHATE MOBLPXIIOCTH ¢ BhpXa Ha KalnKkeMepa, 3a Aa ce u3derte eBeHTyallHo 3aMbpCABaHC
Ha KalKoMmepa ¥ pa3Taopa.

4.3 IlporHBOlOKA3AHHUS

CBpBbXYYBCTBHUTEIHOCT KbM aKTHBHOTO BEILIECTBO HIIH HAKOE OT IIOMOIIHHUTE BEILECTRA,
H30pOeHH B TOUKa 6.1,

4.4  CucuvaJJH{ NPEAYUPCHICHUST U IIPCANAZHA MEPKH IIpH ynoTpeda
Camo 3a OYHO NPUIIOKEHHE,

HabnoaBaiy ca CCpUO3HH, @ B HAKOW cliyyad U datanHu (anapuiakTH4HU) peaKUuUH Ha
CBPbXYYBCTBUTCIIHIOCT, NOHAKOra cjiej MbpBaTa A03a, NpH NauKueHTH, MOAIOKEHH Ha
CUCTEMHA TepanMa ¢ XWHOJIOHK. HsKoM peakuuu ca Ouny npuipyxasaliu or
KapHIHOBACKYJIapeH KoJiarnce, 3aryfa Ha Cb3HaHUe, WYM B YIINUTE, QapyuHIealiCH WK JIULEB
OTOK, OHCNHEA, yprukapus U cbpbex. Jleueunero ¢ Opnukc TpsibBa Aa ce npeycrat




MaJiko OT Te3H NalMenTH ca 61iM ¢ aHaMHesa 3@ CBPLXUYBCTBUTENIHOCT (BXK. TOUKA 4.8).

o CepHo3HUTC OCTPKM PEaKiiM{ HA CBPBbXUYBCTBHTENHOCT KbM LIH npodiokcauny MOXe a
u3ucKaT Hezabasio cneHo eyenue. Koraro ¢ KIMHWYHO fIoKasaHo, TpA0Ba aa ce
MPUIOKH KUCIIOPOA M A1 CC NOJBPKAT CBODOAHM AUXATEIHNTE IIHTHLIA.

e [lpu nMauMeHTH M3NOXKESHU HA AMPEKTHA CIrbHYEBA CBCT/IMHA, 110 BPEME HHa CHCTEMHO
NeueHe ¢ HAKOH JIEKapCTBa OT IpynaTa Ha XMHOJIOHKTE ¢ HabJo/1aBata yMepeHa 10
TexKa GOTOTOKCHHHOCT, TPOABEHA KATO TEXKA PEaKLMs OT CAbHUEBO u3rapste. Tpsabsa
f1a ce u3bArBa NPOALKUTEIIHOTO H3liaraHe Ha ClIbHYeBa CBETIMHE. JleucHuero Tpsibsa

/1 Ce NPEYCTaHOBH NPY N0sBa Ha (POTOTOKCHUUHOCT.

e KakTo npy BcHUKH aHTHOaKTEPHANHH JIEKAPCTBEHY NPOAYKTH, MPOABLIDKUTEIIHATA
yroTpeba MOXe Za A0BeE 10 CBLPXPACcTEXK Ha HEHYBCTBUTENIHY DaKTepHanHH aMoBe

uav re6uuKky. B cnydait Ha pa3BUTHE Ha Cynep-HHQEKLMA € NPenopbUra NpUIaraHeTo
HA MOAXO/s1lla Tepanys.

e B cieacTsue Ha CHCTEMHO 1IPHIOKEHHE HA PIIYOPOXHHOJIOHH, BKIIIOUATENHO U
LUITPOMIOKCAILMH, NPU NAUKMEHTH B CTAPUYECKA BB3PACT ¥ TAKUBA JICKYBaHH
€/[HOBPEMCHHO K C KOPTHUKOCTEPOUH, MOTAT JIa CE NMOABAT BL3NAICHHUA H CKECBAHUA Ha
cyxoxuausra. Jleueninero ¢ Opnuxe Kanku 3a oun Tpadbsa la ce npeycraHoBH IpH
TLPBHTE NMPU3HALM 33 BL3NANICHHE HA CYXOXHUAMATA (BXK. Touka 4.8).

[Tpy rlauMeHTH ¢ 2382 Ha POrOBHIATA U YECTO NPUIIOKEHKE HA OPITHKC KarKy 33 O4H, Ca
HabmogaBaHK 6¢Ik JIOKATHH NPeuMnUTaTi (OCTAThK OT JICKApPCTBEHUS 1TPOJYKT), KOUTO
M3YE3BAT CJICH NTpeycTaHoBaBaHe Ha yrnorpedara Ha Oprnuke. HpeuunuraTtnre He H3KIIOYBAT
npoab/RKUTENHATA yrioTpeba Ha OpnuKC U He OKa3BaT HeONaronpUsTHO BL3ACHCTBHE BLPXY

BL3CTAHOBHUTCIIHHUA TTPOLLCC,

[Tpu ynorpebara Ha OprMKC Kanky 3a o4 TpsOBa a c¢ B3eME Npe/IBUA pHCKA OT
prHOGdapHHIealo IPCMHUHABAHE, KOETO MOXKE [1a IOBEAE A0 04BaTa U pasiipoCTPaHECHUETO
Ha DaKTepuaiila pe3UuCTeHTIIOCT,

OpIHKC KankK 3a O4M, pa3TBOP ChABPXKA KATO KOHCEPBAHT OCH3AIKOHHEB XJTOPHUJ, KOHTO
MOXeE Jia MPHUMHY Jipa3Heiic U 32 KOHTO € U3BECTHO, Y€ MOXE J1a NPE/IM3BUKA TPOMSHA B
[{BETA HA MECKMTC KOHTAKTHH JICIIH.

HoceneTo Ha KOHTAKTIHM JIEIH HE Ce NPENopbyBa N0 BpeMe Ha JieueHHe Ha o4Ha HHPEKLHA,
Cnenosarento, nauuelTute Tpatea ja 664aT NOCHBETBAHM J1a HE HOCAT KOHTAKTHH JICLLH 110
BPEME Ha JeUCHUCTO ¢ (OpITUKC KallKY 32 OUH.

OpITHKC KankKH 3a 04U CbAbpxKa OCH3AJIKOHHEB XJIOPHJI, KOHTO MOXKE /ia MPEAM3BUKA
ipa3HEHE 1A OYHTE U € H3BECTIO, Yc 00e3LBETABA MEKHUTE KOHTAKTHH Jietuu. Jla ce n3bsrea
KOHTAKT C MEKK KOHTAKTHHM Jield. B cnyuail, 4e Ha NALUECHTHTE € NO3BOJICHO Aa HOCAT
KOHTAKTHH Nellu, T¢ TpsOoBa Aa ObaaT MHCTPYKTHPAHH [a OTCTpaHABAT KOHTAKTHUTE JICLIH
npead NpHICKEHHETO Ha OPIHKC KaNKy 33 OYM Y Jla M34aKaT 15 MHHYTH CNI€/l IIPUIIaraHeTo
Ha JIGKApCTBCHKS NPOAYKT, NpeaAM Ja ' MOCTaBAT 00paTHO.

[lepnaTpuyna nomydaius
KIIMHHYHHUAT ONUT TIPH JieLla No-MaJIK¥ OT €4Ha rojivHa, 0COOEHO 1Py HOBOPOACHH € MHOTO

OrpaHKueH.

HM3nonsBaHero Ha OpnUKC KankKe 3a 0¥ NpyU HOBOPOAECHH C HEOHATAJICH KOHI
(ophthalmia neonatorum) or ronOKOKOB WJIH XJJAMHUJHCH [IPOU3X0/L, HE CC I



KaTo HeE € NpaBetia OlIeHKa Npy TakKuBa nanuedTi. Hosopoaenu ¢ HEOHATaICH KOHIOHKTUBUT
(ophthalmia neonatorum), Tpada Jia OIy4aT NOAXO/1L0 JEHEHUC 38 CHCTOAHHETO CH.

4.5 BaaumojciicTBHE ¢ APYrH JIEKAPCTBEHH NPOAYKTH 1 Apyra ¢popmH na
B3aWMOJAeHCTBHC

He ca npoeexcaanu npoyyBaHHs 3a B3aHMOJCHCTBHUATA.

CUCTEMHOTO NPUJIOKCHHE HA HAKOH XHHOJIOHU MOXE J1a NPC/IM3BHKA YBEIIHYCHHE HA
[Ja3MeHaTa KoHlleHTpaluus Ha TcoQuInHa, ia noBnuse metabonuima Ha kodeuna, aa
yBenuuHu edeKra 1a nepopaiHiiTe aHTHKOAryJIaHTH - BapdapiH 1 HETOBUTE IPOU3BOAHH, H
CBILO TaKa € CHBP3BA C BPEMEHHO NMOBUILIEHHE HA CEPYMHMA KPEATHHUH, NPK MAUCHTH C

LMKJIOCTIOPUH KATO CHITBTCTBALLA Tepartng.

[Topaau rnokasanuTe HHCKK CHCTCMHH KOHILEHTPALMH Ha LIMIPOQJIOKCALUH B CICACTBHE Ha
JIOKATHO O4HO NPHIIOKEHHE € MAJIKO BEpOATHO 12 HACTDBIIAT JIEKAPCTBEHH B3aUMOJICHCTBHA.

[leauaTpuuHa nonyJiaius
[TpoyuBanus 3a B3aUMOJACHCTBUsTA Ca IPOBEXKAAHH CaMO I1pH Bb3pacTiH,

[Tpy u3non3sane Ha noBeye OT eAMH 0PTaIMONOrHUEH JICKAPCTBECH NIPOAYKT 3a JIOKAIHO
[PUI0KEHHUE € HEOOXOAUM MHTEPBAI OT IOHE 5 MUHYTH 110 MEXY M. MasTa 3a oun Tpsadsa

l1a ce npuiara rnocieaHa.

4.6 @cpruianTeT, OpeMeniiocT H KbpMekHe

PDepTUIUTET
He ca npoBexaaiy npoy4uBaHus 3a OLeHKa Ha €eKTa Ha JIOKAJIIHO NPHIIOKEH

nunpodioKcaliui BbpXy GepTUiIMTETA.

bpeMEeHHOCT
JlunicBaT MM MMa orpalMyeliy jJiaily 3a yrnorpebara Ha OpnuKce 1pu OpemMenHu KCHH.

[Tpoy4BaHHMATA 1IPH XKUBOTHH ¢ UMNPOGIIOKCAlLHH HE MOKA3BAT JMPEKTHH BPeJHH CPEKTH MO
OTHOLLEHHE Ha TOKCHUYIIOCTTA Ha PEIpOJAYKTHBHATA cUcTEMA (BUKTE To4ka 5.3). CHCcTeMHaTa

EKCIO3HIUS Ha uunpodaoKkcaurn cie/ okaiHa ynorpeda ce ouaksa aAa 6bie HHCKa, KaTo
npeanasHa MApKa ¢ NPEnopbYATENIHO Ja ce M3bsrea ynorpedbara Ha Opnukc 1o BpemMe Ha
6pEMEHHOCT, OCBEH aKO OYaKBaHaTa TepaneBTHYHA 10134 HE HAAMMHABA NMOTEHIHATHUA PHCK

34 1J10/]14.

KipMmetie

ITpHIIOXKCHHUAT NICPOpAIHO BUNpo¢IOKCallMH ¢ eKCKpeTHpa B KbpmaTa. He e H3BecTHO
rnpoduioKcalluil Aa ce OTAEs B KbpPMaTa B CJIE/ICTBHE Ha JIOKATHO NPHIIOKCHHUE B OKOTO.
PUCKDBT 3a KbPMAUETO HE MOXE J1a OBAE UIKITIOUEH.

Opnuke TpAdBa J1a ce npujiara BHMAMATENHO NMPU KbpMauKu (BXK. TOUKa 5.3).

4.7  EdexTn 8Lpxy cnocoduocrrTa 3a mwopupane H padora ¢ MallIHHH

BpeMeHHO 3aMbIIIsSBaNe WM APYrd CMYILCHHS B 3pEHUETO MOTAT /1a MOBJIMAAT CIIOCOOHOCTTA
3a wodrpane uiy pabora ¢ MalKiig, AKO NPH ITOCTARAHETO HA JICKAPCTBEHUS TIPOAYKT
3PEHMETO CE 3aMbIVIM, NAKUEHTDLT TPAOBaA 1a U3YaKa, A0OKATO 3PEHHETO CE NPOACHM Npeay a

modupa WK Jia paboTn ¢ MaluMHH.




4.8 Hexenanu jekapcTBCHH DCAKIHH

CreHuTe HEXKENAaHN PeakLiuy ca choGLIABAHH 110 BpeMe Ha KIMHHUYHH U3NATBAHKS ¢ OpITUKC
KanKH 3a OYM M ce KilacudHumMpar B 3aBUCHMOCT OT CJIC;(HATA KOHBECHLIHUA: MHOTO 4CCTH
(>1/10), uectn (>1/100 po <1/10), neuectn (>1/1 000 go <1/100), peaxu (>1/10 000 o <l/]

000), unu miioro peaxu (<1/10 000).
[Tpu BCAKO rpyfUpaHe B 3aBUCHCMOCT OT YECTOTATa, HEXEJIAHUTE JIEKAPCTBEHH PCAKIIHHU Ce

HBﬁpOﬂBﬂT B HA3XOAALL pea [16 OTHOILICHUE Ha TAXHATA CCpPHO3HOCT.

TabaHUYHO pe3IoMe 1A HEKEIAHHTE peakKlHH

CneHUTE HEXCJIaHH peakuuu Os1xa JOKNaABaHH KaTo CBbP3aHH MPH MPUIOKEHHETO Ha
OpryKc.

CHcTeMo-opraiiny KjiacoBe [Mpeanountan Tepmun or MedDRA

Hapyuienus 11a MMynHaTa cHereMa |Peoxy. CBpbX4yBCTBUTETHOCT,

Hapyumenus na nepsuara cucrema |Hevecmu: rinasodolme.
PeOku: BUEHE Ha CBAT.

Hapymenus na ouure
Yecmu: oTnaraHus 110 poroBynara, oyell

IIHCKOMGOpPT, O4YHA XUIICPEMHA.

Heuecmu: xepatonaTus, TOYKOBH/ACH KCPATHT,
POroBUYHU HH(UATPATH, POTOPOOUS, HaMalicHa
3pUTENHA OCTPOTA, OTOK Ha KJiernava, 3aMbIJIEHO
BUXJaHe, 60Jika B OKOTO, CYXOTa B OKOTO, NOXYBAHE
Ha OKOTO, OYEH NPYPUTYC, YBEJIHYCHO
CHI3EOTACAARE, OTAC/ISHE Ha OUEH CEXPET, KPYCTH
[10 KJEMa4yHua pbo, eKkcdonualus Ha Kienaya, OToK
Ha KOHIOHKTHBATa, EpUTEM Ha Keraya,

Peodxu: OUHA TOKCHYHOCT, KEPATUT, KOHIOHKTHBHT,
lnedeKT Ha POrOBUYHUS EIUTEN, AUILIONN,
XHITOECTE3UA HA OKOTO, aCTCHOIUA, XOPACONYM,
JApa3HEHE B OKOTO, BL3MAIEHHE HA OKOTO.

Hapymwenus Ha yxoro H

JlabnpuuTa Pedxu. 6oNKa B yxXoTo.
Pecuuparopuu, rpb/JHB 1 Peoxu: napaHa3zajiHa XMNepceKpelus Ha CHHYCHTE,
MCAHACTHHAJIIIH HAPYUICHHUS UHHUT.

CroMamno-upceHH Hapyuicuusi  |Yecmu: gucreysns.
Hevecmu: raacue.
Peoxu.: nyapus, abaomuHanHa 0oJika.

Hapyurenus na xoxara u Peoxu.: nepMmartur.
IHOAKOXKHATA THKAN

JIOI'BJIHUTENIM HEXeTaHW peakKLlHH YCTAHOBEHHU Clel NTOCT-MapKETUHIOBO MPOYUBaHe,
BKJHIOYUBAT CJIeIHOTO. YecToTH Te HEe MOFaT J1a ObaT OLICHEHH OT HAJIMYHHTE JAHHH.

CHCcTeMOo-0praien KJac - [IpeanovuTtan Tepmun or MedDRA
Hapymeinus Ha MyckyJio-

CKEJCTHATA CHCTEMA U YBpexaHe Ha CYXOXKHITUATA.
CLeAMHUTERATA THKAH




Onuncanue Ha n3bpanu Hexeliand peakuuy

Ipu nokanto npuioxeny GpayopoxrHonoHu (06uo) MHoro paiko ce cpeuar 0bpus,
TOKCHUYRA CHJCPMOIIN3a, eKChOIMaTHBEH IEPMaTHT, CHHIPOM Ha Stevens-Johnson u

ypTHKapHs4.

[Tpu 1OKAHO IPUIIOKECHHC B OKOTO LMNPOQIIOKCALINH, B U30JIMPaHH CiTy4aH, Ca
HabMI0AaBaHy 3aMbIIEHO 3peHME, HaMaJleHa 3pUTETHA OCTPOTA H OCTaTLK OT JIEKapCTBOTO.

CepHO3HH ¥ TIOHAKOra (aTajiHi peakiivi Ha CBPbXYyYBCTBUTENHOCT (@Ha(UIIAKTHYHH), HAKOH
OLLE CACA NHPBATA /1034, CA MOKJIA/ABAHH NPYU MALMEHTH, HOMJI0KCHM Ha CUCTEMHO JIEHEHHE C
XKHOJIOHH. HAKOHW OT Te3M peakuny ca NpHAPYKEHH 0T Kap/IMOBacKyJlapeH KoJarnc, 3aryba Ha
Ch3HaHWe, M3TPLIIBaHE, (haprirealiel uau ¢aluane OToK, AUCITHEs, YPTHKapHs U Chpbex.

CKbCBaHMA HA CYXOXKHJIMA HA PAMOTO, pbKaTa, AXHIIECOBOTO WIIH ApYTd, KOUTO H3MCKBAT
XUPYPrU4HO BH3CTAHOBABAHE UJTK BOAAT A0 NPOILKUTEIH MHBANHAMU3ALMA, Ca JOKIIA/(BAHH
[pY NaLUEHTH, MOJy4aBally CHCTEMHO GuiyopoxuHoJoHH. [IpoyuBaHuaTa 1 1ocr-
MapKETHHIOBUS OMUT CLC CHCTEMHO Npuiiaraiy (iyopOXUHONIOHH 110Ka3BaT, 4e¢ PUCKBT OT
nogoGHMA CKLCBAHUS MOXKE Aa HapacHe NMpH MaLMEHTH, NPUEMALIU 1 KOPTHKOCTCPOU/IH,

ocoBeHO NpH NalUERTH B CTAPUECKa Bb3PacCT, M NIPH NaLMEHTH, NOJN0XKEHH Ha CTPECOBY
HATOBAPBAH A 1A CYXOXKNIIMATA, BKIIOYMTENTHO U AXUIIECOBOTO CYXOXKHIKE. KIIMHHYHNTE U

MOCT-MAPKETHIITOBUTE AAHHM IO MOMEHTA HE NOKa3BaT ACHA BPb3Ka MEX/1Y JIOKAJTHUTE
MYCKYJIOCKENETHH HEKE/IaHW PEAKLMU H HEXEJIAHNUTE PeaKIMH, CBhP3aHH ChC
ChIAMHUTENHATA THKAH.

Ilpu nalydeHTH ¢ 5384 Ha pOrOBULIATA K APYI'H ClIyvaH, Hajlaraluld 4¢CTO NPUNoKEHUE Ha
Opnuke, ca HabJio(aBaHy OeH JIOKAIHH MPELHITHTAaTH, KOKTO H34YE3BaAT CIICH
rnpeycranosspatic Ha ynorpedara Ha Opnukce. [IpeuunuTaTuTe HE U3KITIOYBAT
npOALKUTENHATA yrioTpeOa Ha OpnuKe, U HE OKasBar HedaronpUaTHO Bb3ACHCTBUE BbPXY

KJIMHHUYHHA X0 HAa BB3CTAHOBUTC/THHSA TIPOILCC.

IleauaTpryHa nouynatus
[Ipn knMHHAYHO 1Ipoy4Bate, BKIo4Bawe 230 neua ot 0 1o 12 rogduina Bb3pacr, ca
ycraHoBeHHd Oe3onactocTra ¥ edexTuBHocTTa Ha OpIMKC Kanky 3a oud. He ca poxnaasaHu

CCPHO3HH HEXCMAHU NEKAPCTBEHN PCAKLIHH IIPH TC3H NAlIHCHTH.

CnofiapaHe Ha NOA03UPaHK HEeXellaHW peaKLiiu

Cbo611aBaHeTO Ha NMOR03MPAHH HEXENIAHH PEaKLUH Clie/ paspellaBaHe 3a ynoTpeda Ha
NeKapcTBEHHS NPOJYKT € BaXKHO. T'oBa Mo3BOJIABA Ad NPO/ILJIKHU HAOMOACHUETO Ha
CLOTHOLIEHHUETO 110/138/PUCK 32 TEKApPCTBEHUS NPOAYKT. OT MCAMUWHCKHTE CIICLIHAIIUCTH CC
M3MCKBa Ja ChoOLaBaT BCiKa MOJ[03KWPaHa HeXeNaHa peakuus ypes: M3nmbinuTenta areHnd
no nexapcreara yJi. ,,Jlamsint [pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yeGeaiir:

www.bda.bg/

4.9 Ilpeaosupane

[Topaaun xapakTepHCTUKKTE HA TOBA JIEKAPCTBO, HE CC O4AaKBAT HMKAKBH CEPHO3HU TOKCUYHH
epexTH, NPU Npelo3upaHe cael o4ila ynorpeda WM B Ciryyal Ha CllyqyaiHo NorjibiaHe Ha

ChIAbPXKAHHETO Ha eaHa OyTunka.

[Tpu nokanuo npeno3upane ¢ Opnukc, 0KOTO (OYKUTE) MOTaT [a C& NPOMUSAT




JleueHHETO Ha BCAKA SKCIIO3UUU ¢ CHMIITOMATHYHO H [IOABLP2KALL0.

5 OAPMAKOJOI'MYHN CBOUCTBA

5.1 (dapmMakojIuHAMHRYHH CBOHCTBA

dapMaKoTepaneBTHYHA rpyna: 0GTaIMOJOIHYHH CPEACTBA; aHTHUH(EKIHMO3HHY,
dnyopoxunononu. ATC kon: SOTAEO3, |

MexaHH3bLM Ha ICACTBUE

OpIIMKC ChABPIKA NPEACTABATES HA XHHOJIOHUTE - UMTIPOMIIOKCALIHH.

CujlanHaTa ¥ niixuburoplara akTHBHOCT Cpellly OaKTEpHUTE € pe3yNTaT OT
saaumoaciicTeneto ¢ JIHK-rupasza, eH3um OT Ko#HTO ce HyXIasaT OaKTCpHHIE 3a CHHTE3a Ha
JTHK. Taxa Buraiinara uindopMaliis ot GakTepUaIHIUTE XPOMO30OMH HE MOXe J1a Objle
TpaHCKpHOHpaHa, KOEeTo NPUYHHABA PEeKbCBaHE Ha OaKkTepHalHus MeTaboJIM3BM. [n vitro
nunpodnoKcaLnui HMa aKTHBHOCT CPely LIMPOK CNEKTHP [ paM-1nonoxuTeHy U ['pam-

OTpUUATENIHK DAKTCPHH,

MexaHu3bLM Ha pE3UCTEHTHOCT

Pe3ucTeHTHOCTTA KbM (BhJ1YOPOXMHOOHH, 0COBEHO KBbM LMIPOQIIOKCALMH, H3NUCKBA
3HAYUTENIHH FEHETHUUHHU IIPOMEHH B €/IMH HJIK [TOBEYE OT NETTE OCHOBHH DaKTEpHANIHH
MexaHu3ma: a) ensuMH 3a JIHK-cunTe3a, 6) 3alliUTHH IPOTEHHH, B) KICTbYHA
MPOMYCKJIMBOCT, I') eIyKC Ha JIEKAPCTBOTO HIIH €) MIa3sMHI-MEJMMPaH aMHHOMIMKO3H 6~

N-auetuitpancgepasza, AAC(6°)-1b.

(DI1yOpOXHHOJNIOHKTE, BKIIOUKTCI/IHO LHIPOQJIOKCALlMH, CC pa3jii4aBaT B XHMHYHATa
CTPYKTYpPa K HauKWHa Ha ACHCTBHE OT aMUHOTTIMKO3UAMTE, 6eTa-NakTaMHUTE aHTUOHOTHIIM,

MAKPOIU/AUTE, TCTPALMKIIMHUATE, CYI(POHAMUIKTE, TPUMETONDUM U XJIOpaM(PEHHUKOJ1. 3aTOBa,
OpPraHU3MHUTE PCIUCTEHTHH KbM TE3M JICKAPCTBA MOXKE Ja Ca UYBCTBHTENIHA KbM
LM NpogJIOKCaIlHLL.

['panH4iy CrofuocTu
Hsama oduimaniiv O4HM rpaHM4HHA CTOHMHOCTH 3a LMIIPO(IIOKCALIMH H BBIIPEKH, Y€
CHUCTEMHUTE rpalliyly CTOMHOCTH ce€ U3NOJI3BAT, TAXHATA [TPUIOKUMOCT KbM O4YHATa Tepanus

€ CbMHHUTECJIHA.

Cnopeg EUCAST wmnuunure MIC rpaHiuHU CTORHOCTH, H3ITOJI3BAHH 38 OUHO [IPUNIOKECHNAE
ca KakTo Clie/Ba:

Staphylococcus species S <I mg/l, R =21 mg/l
Streptococcus pneumoniae S <0,125 mg/l, R >2 mg/I
Haemophilus influenzae S <0,5 mg/l, R 20,5 mg/I
Moraxella catarrhalis S £0,5 mg/l, R >0,5 mg/I
Pseudomonas aeruginosa S 0,5 mg/l, R>1 mg/l

Cnopen EUCAST xnunuunnte MIC rpasnyin CTORHOCTH, H3MOI3BaHH 32 OHHQ
ca KaKTO CIeABE:




Staphylococcus species S <1 mg/l, R>1 mg/i
Pseudomonas aeruginosa S <0,5 mg/l, R>1 mg/]

YyBcTBHTSIHOCT KbM NHUPOodUIoKcaHI
[lpeobnanaBaneTo Ha NpuAOOUTaTa Ppe3UCTEHTHOCT Ha M30PAaHUTE 1IaMOBE MOXE Aa BapHpa

reorpadicKi M OT BPEMETO, H OT XeJaHaTa JIOKaTHa MH(GOPMALKs 338 PE3UCTEHTHOCT, 0COOEHO

KOraTo ce OTHAcs /10 TeXKH KHdexLund. Moxe Aa ce OTbPCH EKCIIEPTHO MHCHUE, KOraTo
JIOKAHO TIpeobiiafiapalliaTa Pe3HCTEHTHOCT € TakaBa, Yye 110A3aTa OT UHNpPOGIIOKCALMH IPH

HAKOHU BHAOBE HH(PCKLHUHM € CHMHUTEIHA,

[IpeACTaBEHUST T10-10J1y CIIUCHK ¢ GAKTEPHANTHH IAMOBE ¢ IIPHIIOKHM 32 BLHUIHA HHPEKLUH

HAa OKOTO.

OGHKHOBEHO YYBCTBUTEAHH ILIAMOBE

Aepobun I'paM-noJIoxKA TSI MUKPOOPTraHH3MH
Corynebacterium accolens

Corynebacterium auris

Corynebacterium propinquum

Corynebacterium pseudodiphtheriticum

Corynebacterium striatum

Staphylococcus aureus (dyBcrsuTeaHu kbM methicillin - MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (dyscrBuTennn kbM methicillin - MSSE)
Staphylococcus hominis

Staphylococcus saprophyticus

Staphylococcus wameri

Streptococcus pneumoniae

Streptococcus viridans Group

Aepobun I'pam-0TpHuaTeIHH MUKPOOPraHH3IME
Acinetobacter species

Haemophilus influenzae

Moraxella catarrhalis

Pseudomonas aeruginosa

Serratia marcescens

lamose, 3a KOUTO 1IpHAOBHTATE PCIUCTEHTHOCT MOXE 218 € Npob/eM

Aepobuu I'pam-no/roxurej iy MUKpPOOPraHH3IMH:
Staphylococcus aureus (peauctenTHH KbM methicillin - MRSA)
Staphylococcus epidermidis (pe3ncrentHr KM methicillin - MRSE)

Staphylococcus lugdunensis

Aepobuu ['pam-orpHHATEINH MHKPOOPTAHN3IMH:
Hama

JApyrn MHKpOOpPranH3MH:
Hsma
OpraHu3Mi ¢ HACJICACTBENA PE3UCTCHTHOCT




AepoOuu I'pam-noJ103kHTEJIHH MHKPOOPTraHH3IMH:
Corynebacterium jeikium

Aepobun I'pam-oTpHuaTe/inn MHKPOOPFaHIMH:
Hama

Jpyrs MHKPOOpPranu3ImMu:
Hama

52 @DapMaKOKHHETHYNH CBOHCTBA

AbBcopbuns
Llunpodokcallii KMa OTJAMHYHO NPOHHUKBAKE CJICHK JIOKAIIHO MTPHJIOKEHHE B OKOTO I1PH XOpa.

KoHueHTpauuaTa 1a uunpodIoKCalrH, MOCTHKHMA B CIIb3HUA (QUIIM, pOroBHIIaTA H
fIpe/iHaTa KaMepa € AeceT 10 HAKOJIKO CTOTHLM MTBTH Nno-BHCoKa 0T MICqo 33 uyBCTBUTENHHUTE

QUYHH TNIATOrCHH.

CucremHaTa abcopOuus Ha uUNpodIOKCALUH ClIe]l JJOKATHO NMPHIOKCHHE B OKOTO € HUCKA.,
[InazsMeHUTe HUBA Ha LUNPoGIOKCalHH ciie]] 7 JHEBHO JTOKAJIHO NPUIOKEHUE 10Ka3BaT
BapypaHe oT HeanauntTendu (<1,25 ng/ml) ao 4,7 ng/mi. CpeHUAT MUK Ha N1a3MEHOTO HUBO
Ha LUNPOMAOKCALIMH, IIONYYEH ClIe] TOKATHO OYHO NPUJIOKEHHE, € NpUOan3nTentHo 450 MbTH
Mo-HUCBLK OT TO3M, HabnoaBal clel eAHHHYHA nepopaita no3a or 250 mg

HunpodIoKcai M.

Hsma Hanuulid papMakoKMHETHYHE JaHHY BBB Bpb3Ka ¢ oyHaTa ynorpeba 11pH acua.

Pasznpejaelienuc

CHcTeMHHUTE (PapMaKOKKHHETHYHHK CBOHCTBA HA LIMNPOQJIOKCALMH ca 106pe H3yueHH.
Lunpodnokcaiiutl ce pasnpe/cns LUPOKO B ThKAHUTC Ha TRJIOTO, IPH ThHKaHHH HHUBA
OOMKHOBEHO M0-BUCOKH OT Nia3sMcHUTE. 3abeniexxkuMuAT 00eM Ha JUCTpHOyLNs B YCTOHUHBO
ceerosHue ¢ 1,7-2,7 I/kg. Cabp3anuar cepymen npoterH € 16-43%. Bpemero Ha 1onyKUBOT

ta uunpoduiokcaln B cepyma e 3-5 yaca.

EjIUMHUHHpaHE

Clien nepopaliio NpUIoKeHHEe Ha eAHHKYHA 4034, Bapupauta oT 250 ao 750 mg npu
Bb3pacTHU ¢ HopMmayiHa 6L6peuHa dyHkums, 15-50% ot fo3ara ce H3XBBLPAA ¢ ypHHaTa 1o 24
yaca KaTo Herpomeneno siekaperso ¥ 10-15% xato merabonutu. Hunpodnokcauus v
HEIOBUTE YETUPH OCHOBHH METabOJIMTH CE U3XBLPIIAT ¢ YPUHATA H U3TNIPaAXKHEHUATA.
BuEpedHusT KnMpbHe Ha uuipodiokcaunt e obuxHoseHo 300-479 ml/min. Hpubamaurento
20-40% oT po3ara ce U3XBLPJIA ¢ UIIPAKHEHUATA KATO HEIIPOMEHEHO JIEKapCTBO K

MeTaboJIUTH IO 5 JHA.

5.3 [Ipeaxkanununyg gannM 3a 0e30HaCHOCT

JloKaTo CTaBUTC Ha MIIQJINTE XHBOTHH NP HAKOMW BHUAOBE Ca HYBCTBHTEIHH KbM
jiereHepatuBHuTe ¢hekTH 1Ha PJIyOPOXHMHOHUTE (OCHOBHO KYUY€TO), MIIaJAHTE MOPCKH

CBMHUETA TPETUPAHH B CPCAHOTO YXO ¢ LHNPOPIOKCaNUH B NIPOABLIKEHUE HA AR RO ;'i—.}?é‘ --..
II0Ka3BaT CBLP3alH ¢ NEKApCTBEHUA NPOAYKT CTPYKTYPHU UIIM (DYHKLIMOHANHH ( : 3;>\
KoXJeapHu Baaculiku (cochlear hair cells) 1 TOpaXXeHHs B KOCTHLIHTE.
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YcraHoBeno ¢, ue uunpoduiokcanui, B o3 30 u 100 mg/kg, nepopaiio, He nprynHiBa
TepaToreHHy eeKTH NpU 3aiiii, HE3aBUCHMO OT TEXKATa TOKCHYHOCT OT MaH4HMHa CTpaHa.

He ca yabmioiaBaiy TOKCH4IIOCT OT MaifukHa crpaHa ¥ eMOPHOTOKCHYHOCT UM
TEPaTOTEHHOCT CJI¢JL HIITpaBeo3ty fo3u ao 20 mg/kg.

6. OPAPMAINEBTHUYHHA JAHHHU
6.1 CrnHchLK 12 NOMOLIHHTE BELUIECTBA

Harpues auerar tpuxuapar (E262)
hen3aKOHHEB XJIOpHA

Jnnarpues eacrar

Manuton (E421)

Jlenena oueriia kucenuua (£260)

Boja 3a HIDKEKUWH

6.2 HechbBMCCTHMOCTH
Henpuinoxumo.

6.3 Cpok na roamocr

3 roguHU
UeTHpH CeMHULN ClIC] ITLPBOTO OTBapAHE.

6.4 Cnennannm ycJIOBHS HAa cbXpPaHeHHe

Jla ce chbxpangpa Ha MACTO, HEAOCTBLITHO 34 Jelia.
Jla ce chxpaiissa npu Temiepartypa noj 25°C.
Jla He ce 3aMpa3ssiBa.

CuxpaHsaBaitTe B 1JILTHO 32TBOPEHA ONAKOBKA.

6.5 Baau cuabpxanne 112 0NIAKOBKATA

Bana Henpospauna LDPE 6yTtunka ot 5§ ml ¢ 6an LDPE kankomep, nokpura ¢ 6s51a HDPE

Karnayka ¢ BUHT U 34lIIMTCH [MTPLCTCH.
B}’THJIK&T& C 110CTaBCHa B KApTOHCHA KYTHA.

6.6  Cuenuajig npeanasHu MEPKH NPH W3XBLPJIsSHE U paboTa

Hewnznon3BaHusT JICKApCTBEH NPOAYKT HJIM OTNAAbUYHUTE MaTepHaliv OoT Hero TpAdBa /a ce
H3XBLPJIST B CLOTBCTCTBUE ¢ MECTHUTE H3HCKBAHHA.

7, [IPUTEXATEJ HA PABPEIIEHHUETO 3A YIIOTPEBA

3opna Menvcune Espona EQO/L
yil. ,,bopuc Pymenos™ 16
1407 Codus, buirapus
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8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20210324

9. TATA HA IThPBO PA3PEITABAHE/IIOJHOBSIBAHE HA
PASPEINIEHUETO 3A YIIOTPEDBA

Jlata na nbpBO pazpetapane: 15 noemspu 2021.

JlaTa Ha nocae/ o nNoAHOBABALIC:

10, JATA HA AKTYAJIU3UPAHE HA TEKCTA

11/2025
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