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KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA
1. IME HA JEKAPCTBEHUS IPOAYKT

KCUONOAPOIT 5 mg/ml kanku 3a 049H, pasTBOp
XIFLODROP 5 mg/ml eye drops, solution

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

1 m) ot pa3TeOpa chaBpka 5,45 mg Mokcudaokcaud Xuapoxnopua {moxifloxacin hydrochloride)
eKBHBANICHTHM Ha 5 mg Mokcudnokcawms 6asa (moxifloxacin base). e
Bcska kanka 3a o4u ceaspika 190 MUKporpamMa MOKCHIOKCALUAH { iox ilonaedn ATEHLS N0 REKAPCTBATA
| Kpamxa xapaxmepucmuka Ha npogyxma - [pusoxenue 1

! yout Pee. ... 2OLY 033

3a OBJIHHMS CTIHCHK HA TIOMOILIHHTE BeillecTBa, BHKTE Touka 6.1.

3. IJEKAPCTBEHA ©®POPMA erorcarassatranisararacs
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Kanku 3a oun, pastop Paspewenuo Ne . b6 (A ,HP ool rven J" 6.?.... s
| 2910, 202

[TpospaveH, 3eneHUKABO-KBIT pasTBop.
OcmonandaTtera Ha npoaykTa e 290 mOsmol/kg £ 5% u xucenuunocrra (pH) e Mmexny 6,3 u-7,3.

4. KINHAYHA JTAHHHA

4.1 Tepan¢BTHYHE NOKAZAHAS

JIokanHO yieYeHne Ha THOMHU OaKTEPHANHY KOHFOHKTHBHTH, IIPUYUHEHH OT YYBCTBHTENHH KbM
MOKCH(ITOKCALHH 1aMoBe (BiDkTe ToukH 4.4 1 5.1). TpaOra aa ce B3eMe npeasHa OQHLUHATHOTO
PEKOBOJICTBO 33 IpaBRM/IHA yNoTpeba Ha aHTHOAKTepHATHH areHTH.

4.2 lo3upoBKa H HAYHH HA NPHJIOKEHHE

JlosHpoBka

VYnompeba npu evspacmuu, exmovumenno cmapyecka evpacm (= 65 200uny)
Jlo3aTta e €ana Kanka B 3aCerHaToTo OKO (04H) 3 THTH JHEBHO.
Uudexuuara oOuxHOBEHO ce moao0paBa B paMKMTe Ha 5 IHH W NeueHHeTo Tpabea aa Ovae

NPOALIDKEHO clie/] TOBA 3a ole 2-3 ZHH. AKO 710 5 HH CIIEH 3aN04BaHe HA JCYCHHETO He ce
HaOmogasa nogoOpeHHe, AMarHo3aTa W/HJIM JeUeHHeTo TpabBa qa ce OOMHCIAT HAHOBO.
I1poABLDKHTETHOCTTA HA ACUEHHETO 3aBHCH OT CEPHOZHOCTTA Ha Npod/ieMa H OT KIIHHHYHOTO H
OaKTEPHOIOTHYHOTO pa3BHTHE HA HH(EKIHATA.

Heouampuwyna nonyrayun
He ¢ neobxomumo KopurapaHe Ha 103aTa.

Ynompeba npu nayuenmu ¢ HepHOOPoGHU 4 GBOPSURU YEPENCOAHUN
He e HeoOxonuMo KOopHrupaHe Ha J03ara.

Ha4uH Ha MPpUIOHKESHHE
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Camo 3a oyHO npuwioxenue. He e 3a umkektupane. KCUDJIOPOIT 5 mg/ml kanku 3a oum, pa3srBop
He TpAOBa Na ce HIbkeKTHpa CyOKOHIOHKTHBAJIHO WIH 18 Ce TIpWiara JHpeKTHO B NpeJIHATa KaMepa Ha
OKOTO. |

3a a ce NpeanasiaT alyTHKaTopa-KankoMep M pa3TBOpa OT 3aMbpcABaHe, TpAOBa 1a ce BHUMABA 1a He
ce IOKOCBAT KACTIA4YHTE, 3a00MKaNALIAaTa I'd NOBbPXHOCT WIH APYrH o0NacTH ¢ BLpPXa Ha aIlTdKaTopa-
KankoMep Ha OyTHnkaTa.

3a na ce npenoTspaT aGCOpOMPAHETO Ha KAMKKTE [PE3 HA3AIHATA MYKO03a, 0C00€HO MPH HOBOPOAEHH
KbpmMaueTa (6ebeTa) Wi Aena, Ha3TAKpHMATHHA Kasal TpAGBa Aa ce NPHTHCHE C NPBCTH 34 2 710 3
MHHYTH CJICA TIOCTABSAHE Ha KankHTe. Clex cBansHe Ha Karaykara, ako npenasHUST NPBCTEH €
pa3xnabeH, MaXHeTe ro Npesx Aa H3NOA3BATE NPOAYKTA.

AKO ¢e H3NOM3Ba NOBEYE OT €AHH JICKAPCTBEH MPOAYKT 3a 04HO NpWIoxKeHuUe, TpAGBa Aa ce H3vaka
MoHe 5 MUHYTH NIpeaM Ja ¢€ NOCTABH JIEKAPCTBEHHA NPOAYKT. Masure 3a o4n Tpadpa Aa ce mpHiarat
MOCJIEAHM. |

4.3 IlpoTuBomoKazaHus

CBPBXYYBCTBHTENHOCT KBM aKTHBHOTO BEILIECTBO, KbM APYTH XHHOJIOHH, HIH KbM HAKOE OT
MOMOLIHHTE BEIUECTBA, H3DPOEHH B TOUKA 6.1,

4.4 CoenHaaHH NpeaynpexieHus H CIeNHAIHA MEPKH NIPH ynoTpeba

Hma cvolieHus npy NaHeRTH CHCTEMHO NIPHEMAIM XMHONOHM 33 CEPHO3HH H MOHAKOra (paTaTHH
(aHa(pHNAKTHYHK) peaKLMA HA CBPBXYYBCTBHTEIHOCT, MOMYYSHH [TOHAKOra Ollle Clie]] ITbPBAaTa 03a.
Hskou peakuuu ca ChIpOBOACHH ¢ KAPAHOBACKYJIapeH Kojanc, 3aryfa Ha Cb3HAHHE, AHTHOSCM
(BKJIIOYHTENTHO ¥ NapHHTearneH, apHHreaseH WIH (aluHaleH oToK), OOCTPYKIMSA Ha AUXATETHHTE
MBTHILA, JHCTIHEA, YPTHKapHa U cbpdex (BkTe Touka 4.8).

Vnorpebata Ha NekapCTBEeHHA npo,nym TpAOBa J1a C€ npeKpaTH NpPH 0SB4 HA AICPTHYHA peakilHid KbM
KCHDJIOOPOII. Cepuo3auTe OCTPH pPeakiiii Ha CBPBXYYBCTBHTEIHOCT KBM MOKCH(IOKCAIMH WK
HAKOA Apyra OT ¢ChCTABKUTE HA NMPOAYKTA MOTaT Ja H3UCKBAT crieHo jJeuenne. Kucnopoa u xpyru
Ha4YHHH 33 NOAAbPKAHE Ha JHLIAHETO TPAOBA Jia C€ MPWIOKAT, KBAETO € KIHHHIHO TIOKA3aHO.

Kakro e ¥ IpH Apyru aHTH-HHGEKLMO3HH CpeACTBa, NPOAB/DKHTE/IHATa YIoTpeba Moxe Aa AoBefe 10
CBPBXPAcTeX HA HEUYBCTBHTC/IHH OPTraHM3MH, BKIIOYHTEIHO H rOUukH. B ciyyaii na
cynepundexuns, TpabBa Ja ce NpeycTaHOBH ynorpebara 4 Aa ce 3ano4YHe AITePHATHBHA TEPAITHS.

[Ipu cucTeMHa Tepanus ¢ UTyOPOXHHOIOHH, BKTIOUHTENHO H ¢ MOKCH(IOKCALHH, MOXe A2 Ce MOABH
BB3MAJIEHHE H PYNTYpa HA CYXOKITHE, 0cO0EHO MPH MO-BB3PACcTHH NAIHEHTH H TAKUBA, JIEKYBaHH
€JHOBPEMEHHO ¢ KOPTHKOCTEPOHAH. Cnen ouHo npuinoxkenue Ha KCHUOJIOAPOII, miasmeHnure
KOHLIEHTPaLIHH Ha MOKCH(JIOKCAIIMH €4 MHOIO MO-HHCKH OTKOJIKOTO cllel] PHEM Ha TepaneBTHYHH
NICPOPANHH JO3H MOKCH(IOKCALUHH (BHXTe To4KH 4.5 U 5.2), BbpekH TOBa TpAOBa Ja ce NoAXoXKaa ¢
BHHMaHKe H JeueHHeTo ¢ KCUPJIOAPOIT Tpabsa aa ce npekpaTu npu MbpBHTE OpU3HALK Ha
BE3NANICHHE Ha CYXOXKHITHETO (BIKTE TOYKa 4.8).
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JlaHHUTE 32 ycTAHOBABaHE Ha edekTHBHOCTTA M Oe3onacHocTTa HAa KCHOJIOIPOII npu neueHue Ha
KOHIOHKTHMBHTH NMPH HOBOPOJESHH ¢4 MHOTO OrpPaHHUYEHH. 3aTOBa yMOoTpeOaTa Ha TO34 NICKAPCTBEH
NPOAYKT HE CE NPETIOpPbYBa 32 ieYeHHe Ha KOHIOHKTHBHTH MPUH HOBOPOJICHH.

KCH®DJIOJIPOI He Tpabea na ce H3non3sa 3a NpodiakTHKA HIH OMMTHO JICYEHHE Ha TOHOKOKOBH
KOHIOHKTHBHMTH, BKITIOYKHTETHO H gonococcal ophthalmia neonatorum, nopaay ITHPOKO
pa3npoCTpPaHeHaTa QIIYOPXHHOMOHOBA PE3HCTEHTHOCT Ha Neisseria gonorrhoeae. [launeHTH ¢ OUHH
HHpekUHY, NpHYHHEeHH oT Neisseria gonorrhoeae, TpaOBa na 6baaT NOATOXKEHH HA NOAXOAALLO
CHCTEMHO JIEYEHHE. |

Hsama nannu 3a ynotpe6aTa Ha TO3H JIEKapCTBEH NPOAYKT NpH neueHue Ha Chlamydia trachomatis
NpH MalHEHTH N0 2 rogHHK, 3aTOBa HE ce npenopbyBa ynotpebara My Ipu Ta3H rpyna. [faunenrure
Haj 2 FOAWHH ¢ O4HH HHpEKUUN, npHuHHeHu ot Chlamydia trachomatis, TpabBa na 6bJaT NOANOKEHH
Ha 0OAXOJSAII0 CHCTEMHO JICUEHHE.

HosopoaeHnure ¢ HeoHaTaneH KOHIOKTHBHT TPAOBA Aa ObAAT MOAIOKECHH HA JIeUEHHe, NOAXOAILIO 32
TAXHOTO ChCTOAHHE, T.€ CHCTEMHO JieUeHHe B CiTyuanTe, npuduubaeHu or Chlamydia trachomatis wnn
Neisseria gonorrhoeae.

ITarmeHTHTE TPAOBA A2 OBAAT MHCTPYKTHPAHH A HE HOCAT KOHTAKTHH JIELIM B ClTy4ai Ha NPU3HANM K
CHMITTOMH Ha 0aKkrepuanHa oyHa MHpeKIHA.

4.5 BzaamoaelicTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYTH GOpMH Ha B3aBMOAeHcTBHE

He ca npoeexaaHu crieiu¢HYHH NpoyyuBaHHs 3a B3auMoaekcTersTa ¢ KCHOJIOPOII 5 mg/ml
KallKi 3a o4, pasTteop. KaTto ce HMa npeaBu| HUICKaTa CHCTEMHA KOHHEHTPALHA Ha MOKCH(IOKCALIHH
CJIE/] I0KANHO OYHO MPHJIOYKEHHE Ha JICKApPCTBEHHA MPOAYKT (BIXKTE TOYKA J.2), JIEKAPCTBEHH
B3aHMOJCHCTBUA Ca MaNkQ BEPOATHH.

4.6 VepTHIETET, GPEMEHHOCT H KbPMeHe

bpeMEHHOCT
Hama aocrarsuHo nannu 3a ynorpebara Ha KCUPJIOAPOI npu Opemennu xenu. [lopaau

HE3HAYHTEIHATA CHCTEMHA EKCIIO3HIMA Ha MOKCH(IOKCALHH, HE Ce O4aKBaT CPEKTH BbPXY
6pemeHHOCTTa. JlekapcTBeHHAT NPOAYKT MOJKe Za 6bie H3NOI3BaH 10 BpEMe Ha OpeMeHHOCT.

Kxpmene

He e n3BecTHO anmH MoKcH(IOKCAIIHH/MeTa00NIHTHTE CE€ OTAENAT B KbpMara. [IpoyuBanuaTa mpH
XKUBOTHH TTOKA3BaT OTAEJAHE HA BHCOKH HHBA B MJISKOTO CJie]] MEPOPATHO NPHIOXKEHHE Ha
mokcH(nokcauuH. [Ipu tepanepruunu no3n Ha KCUMJIOPOII He ce ouaksaT edekTH BBPXY
KbpMEHETO. JIekapcTBeHUAT NPOAYKT MOKe a ObJe H3MOI3BaH NO BPEME Ha KbPMEHE.

DeprunuTer
He ca npoeexknaHu npoy4BaHHA 32 OLCHKA HA edekTa 0T 04HoTo npHnoxeHHe Ha KCHOJIOJPOII
BBPXY (PepTHIMTETA.

4.7 EdexTn BBpXy cuioco0HOCTTA 32 mopHpaHe H paboTa ¢ MATIHHH

 KCH®JIOAPOII He nosnuaea HIH MOBIHABA NPEHEOPEIKHMO CIIOCOOHOCTTA 32 LIQpBHRAE aﬁm C

MaHIHHH, 00aue KaKTO MPH BCHUKH KaNKH 3a OYH, BPEMEHHO 3aMbIIIABaHEe Ha pEteasisty IR M
3PMTEITHA CMYILEHHA, MOTaT Ja OBJIHAAT BbPXY CHOCOOHOCTTA 3a wodupayk’ geh padoTaw 6(-20




i4

MAIIHHK. AKO MPH MOCTABIHETO HA AEKAPCTBEHAA TIPOAYKT 3PEHHETO CE 3aMbIJIH, NalHEHTHLT TpabBa
AA U34aKa JOKATO 3PEHHETO Ce MPOACHH, NMpeau Aa modHpa WiH Ja paboTH ¢ MaLIHHH,

4.8 HexeJ1aHH JIeKAPCTBEHH PeaAKIHH
Obobuenue na npoduna ra Gezonacnocm

B k1MHHYHH pOyUBaHHA, BKTIOUBAIIM 2 252 mauueHTH, MOKCHGTOKCaluH Gelile mpriaarad ao 8
BT JHEBHO, MoBeye 0T 1 900 ot Te3n naumuentTH ca Ownm TpeTupanu 3 mbTH AHEBHO. Llanara
NOIMyNalui, TPETHPaHA € ICKAPCTBEHHA NPOAYKT, ce CCcToH OT | 389 nauuenTa ot CAILl 1 Kanaaa,
586 natmenTa ot fAnonus n 277 nauuenta oT Huaua. IIpH HHTO SAHO OT KNHHHYHHTE NPOYYRAHUA HE
ca KOK/IaABaHH CePHO3HH OYHHU IIH CHCTEMHH HEXENIaHH peaKiiH, CBbP3aHH ¢ JIEKapCTBEHHA
npoAykr. Haii-decto DOKTaIBAHUTE HEXKEAAHH peakiiu, CyUHAHR ce ¢ HecToTa ot 1 A0 2%, cphp3aHH
C JIEYEHHETO C JICKAPCTBEHHA NPOAYKT, ca Bb3najieHHe H 0oJiKa B OKOTO. Te3H peakuMH ca ¢ yMEpeHa
TexecT npu 96% o1 NalKHeHTHTE, TIIPH KOKWTO €a € CAYYHAH, KaTo caMO IpU | IMauMeHT KaTo pe3yirar
ce € HAJIOIKHIIO NPeKpaTIBaHe HA NEYEHHETO.

Tabnuuno pesome na nexcenanume RexapCmeeHu PEAKYUN

Cneannre HeXeNaHH PeakUMH ca IPYNMHUPAHH CBIJIACHO CJICIHATa KOHBSHLMA: MHOTO YecTH (=1/10),
gecTH (>1/100 po <1/10), neuectn (=1/1000 ao <1/100), peakn (=>1/10 000 po <1/1000), MHOrO peakn
(<1/10 000), wmm ¢ Hen3BecTHA YeCTOTa (He Morar Aa 6BIaT OLECHEHH OT HATHYHKTE AaHHK). [Ipu
BCAKO MPYNMpPaHE B 3aBUCHMMOCT OT YeCTOTAaTa, HeXKEIAHHUTE JIEKAPCTBEHH PeakuHH ce H306poasar B
HH3XOAALL pel N0 OTHOLIEHHE HA TAXHATA CEPHO3HOCT.

Cacremo-opragna kiaacnpuxaunn | Yecrora Hexeaann peaknny
Hapyuienus Ha XpbBTa U THMHATa Penxu NOHWXKEeH XeMOTNOOMH
CHACTEMA

Hapymernns Ha uMyHHata cucTemMa | C HeM3BeCTHA | CBPBXYYBCTBHTCIIHOCT

4ecToTa
Hapymenus Ha HepBHaTa cucreMa | Heuectn rnasobonue
Penxn napecTe3us

C "HeH3BeCTHA 3aAMAAHOCT

JecTOoTA
Hapyinennsd Ha ounTe YecTH 0oJIKa B OKOTO, OYHO JIpa3HEHE
Heuectn TOYKOBHIEH KEPATHT, CYXOTa B

OKOTO, KOHIOHKTHBAJIHA
XeMOparus, O4YHa XHIEpeMHus,
O4Y€H OPYPHTYC, OTOK Ha
KiIenada, o9cH JUCKOMpOpT

Penxu Ae¢eKT Ha pOTOBHYHHASA CIMTE,
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C Hen3BecTHA
yecToTa

3pCHHE, HaMaJIcHa 3pHTETHA
OCTPOTA, ACTEHOMHA, EPUTEM HA
KJIeIaya

eHA0(TAIMHAT, A3BEH KEPaTHT,
€pO3HA Ha pOroBAUara, abpasuo
HA POrOBHIIATA, YBEIIMYCHO
BBTPEOYHO HAIATAHE,
[IOMBTHABAHE HA POrOBHLIATA,
POTOBHYHH KHQHIATpATH,
OTJIaraHMs 10 POrOBHIlATA, OYHA
aneprus, KEpaTuT, OTOK Ha
poroBrunara, porododbus, oToK
HA KJIe[Ia4a, yBeTHUCHO
CITB300TAENANE, OTAEIAHE HA
CEKPET OT OKOTO, YCEIIAHe 3a
9yKIO TAAO B OYHTE

MCAHACTHHA/IHH HAPDYLHICHHA

Cohpaednu HapyIOCHHS C HeW3BeCTHA | HANMHTAIHH
4eCcTOTa
PecnapaTopHH, rphAHH H Penxu Ha3aleH quckoMpopt, papuHro-

JapuHreanHa Oonka, ycemane 3a

YyKI0 TAI0 (I'BPIo)
C Hen3BeCTHA | AHCIIHES
4eCTOTA
CroMmalnHo-4peBHH HapylneHHS Heuectn JHCTEY 1A
Penxu MOBPBILAHE
C HeH3BecTHA | rajicHe
qeCTOTa
XenaToOHnnapHi HapyHICHHS Penxu [IOBUIIICHA ATAHKH-

aMHHOTpaHc(epasa, HOBHIIEHA
raMa-rimyTaMHAaTpancgepasa

Hapymenus Ha Ko)KaTa H
IIOOKOKHATA ThKaH

C HeH3BeCTHA
YyecTOTA

€pHuTEM, OOpHB, IPYPHTYC,
YPTHKapHs

OnAcanne HA HIOPAHH HEXKEIAHH DEAKIHH

IIpu nanueHTH, HOMy4aBal(H CHCTEMHO JIeHeHHE ¢ XHHOMOHH, HMa CBOGLIEeHHS 38 CEPHO3HH U
MOHAKOTa (paTajHU peakLHH Ha CBPBXUYBCTBHTCIHOCT (aHa(PHIAKTHURH), HAKOH, BB3HHKBALIH Cle]|
repBata A03a. Hakon ot peakumuTe ca 6uny chOPoBOIEHH ¢ KApAHOBACKYJIAPEH Kofarnc, 3aryba Ha
CBH3HRHHE, AaHFHOEAEM (BKIIOYUTEIHO JIADHHIeaNeH, (DapHHIeaICH HitH (auHalneH OToK), 00CTpyKIm

Ha QUXATENHHUTE ITBTULLA, JUCTIHEA, YPTHKAPHA H ChpOexk (BIKTE Touka 4.4).

Ipu naiHeHTH, NOTyYaBalllH CHCTEMHO JICYCHHE ¢ UTYOPOXMHONOHH, UMa CHOMIS

CYXOXHIHA HA PAMOTO, PBKaTa, AXHISCOBOTO WIH APYTH CYXOKHIHA, KOHTJ MBI i Vi1 g i

8H3CTAHOBABAHC WIH BOJAT A0 MPOABJDKHTC/IHA HHBAJIMAHOCT. Hpﬂ}/‘IBaH AT
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OTTMT CbC CHCTEMHH (JIYOPOXHHONIOHH MOKA3BAT, Ye PUCKBT OT T€3H PYNTYPH MOXKE JIa Ce MOBHLIH
PH MALMEeHTH, ITOTYYaBallH KOPTHKOCTEPOUAH, 0COOEHO NpPH repHaTpUYHH NaLUeHTH U [IPH
CYXOXKHITHA, MOATIOKEHH Ha rOJIAMO HANPEIKCHHUE, BIUTFOUHTEITHO AXHIIECOBOTO CYXOKHIHE (BIXKTE
TOuKa 4.4).

[leanaTpHuHa NoMynauus

[Ipu KIHHHYHH H3MHTBAHUA € AOKA3aHO, Y€ MOKCH(IIOKCalHH € Oe30naceH MpH NeUATPHYHA
NaLIHEHTH, BKIIOYHTENHO H ITPH HOBOpoAeHH. [Ipu naiuenTu Ha Bbh3pacTt noa 18 roauHH, ABeTe Hak-
YESCTH HEXKEJIAHH PeaKlMH Ca OYHO Apa3HeHe 1 00JKa B OKOTO, HacThnBatilM ¢ Yecrora 0.9%.

Ha 6a3a Ha JaHHHTE OT KIHHHYHHTE [POYYBAHUA, MPOBEACHH C TIEAUATPHYHH NALMEHTH,
BKJIIOYHTETHO H HOBOPOAECHH (BHXKTE TOUKA 5.1), BUIXBT M TEKECTTa HA HEXKETIAHUTE PEaKLHH MPH
Acna ca noiobHH Ha Te3W NpH BB3PACTHHTE.

CrolmaBane Ha NOA03MpPaHH HEXENaHW PeaKIldiH
CrollasaHeTo Ha IMONO3HPaHK HEXKENIAHH PEAKLIHH CJIC/ paspemasane 3a ynorpeba Ha JIEKapCTBEHHA

NPOAYKT € BayKHO. TOBa NO3BOJIARA A3 NPOABIKH HAOIOACHHETO HA CHOTHOLISHHETO MOM3a/PUCK 34
NeKapcTBeHHA MPOXYKT. OT MEAHIMHCKHTE CIISLIHATHCTH C€ H3HCKBA Aa CHOOILIABAT BCAKA
MOAO3HPAHA HEXEAHA PeaKlMA Ype3 HAIMOHANHA CHCTEMa 33 ChOOInaBaHe:

H3nmenauTenHa areHLus no JeKapcTeara
yiL ,,Jlaman I'pyeB* Ne 8

1303 Codusn

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 IIpenozmpane

Hama cpobmienns 3a ciaydaun Ha npenosupane ¢ KCUDJIOAPOIL. OrpaEuyeHHAT KanalHTEeT Ha
3aJbpaKaHe Ha KOHIOHKTHBHHS CaK 3a OQTaIMOJIOTHUYHMTE NPOAYKTH MPAKTHUECKH H3KMIOYBA

pe03HPAHETO Ha JIEKAPCTBCHUS TIPOAVKT.

HanoTo konuaecTBO MOKCHGUIOKCALMH B eiHa OYTHIIKA € MPEKAIEHO MAJKO, 33 Ja NPpHYHHA
HEXKETaHH JIEKAPCTBCHH PEaKLMH Cile]l CyYaiHO NMOrThLIAHE.

5. PAPMAKOJIOTHYHH CBOHCTBA
5.1 GapMaKoAHHAMHYEH CBOHCTBA

DdapmakoTepaneBTHYHA rpyna: OQTanMoTOrduRe CpeACcTBa; aHTU-UHPEKIHO3HH, IpYFrH aHTH-
nHpexumosnu, ATC kox: SO1AEQ7

MexanuisM Ha JeACTBHE:
MoxcupnokcalvH, 4eTBLPTA reHepalus payopoxuHonoH, notucka JIHK rupasa u TononsoMepasa
IV, neobxoaumu 3a HaxrepuanHata JJHK pennukanss, Bb3CTAHOBABAHE H peKOMOHHALHA.

Pe3HCTEHTHOCT:

Pe3ucTeHTHOCTTA KBM (PITYOPOXHHONIOHHUTE, BKIIOYHTENHO H MOKCH(IOKCALMH, HAGTS :.:._;.
ype3 XpOMO30OMHH MYTalUMH B reHuTe, koaupai# JJHK rupazaTa v TonoH3zoMepgas Jiv By *-
OTpHUATENHHUTS GAKTEPHH PE3UCTEHTHOCTTA KbM MOKCHGIOKCALMH MOXKeE [1a bt Dopalr B

mar (MHOXECTBEHA AHTUOHOTHYHA PE3HCTEHTHOCT) H gnr (XMHOMOHOBA Pe3dCHes
CHCTEMH. Pe3MCTEHTHOCTTA € ChLI0 Taka CBBP3BAHA U C €KCIpecHs Ha OakTepHs



MNPpOTEUMHH H HHAKTHBHAPAHE Ha GHBﬁMH. Kp’BCTOCﬂHﬂ PEIUCTCHTHOCT C 6e*ra—.rla:cramme, MaKpOJIHOUTE
H AMHHOITIHKO3HHTC HC C€ O4YaKkBa, NMOpaaHn pa3sIMKUTE B HAYMHA UM Ha RCHUCTBME,

TecTBaHe 3a UYBCTBHTENHOCT I'PAHUYHH CTOHHOCTH

Hama damakosiorudHu JaHHH, CHIOCTABALIM KIIMHHUHHA H3X0/[ 38 MOKCH(JIOKCALIHH, MPHIOKEH KaTO
JoKasneH aredt. Kato pesyatar EBponeiickata KoMHCHA nO H3NMTBaHE HA aHTHMHKpPOOHAaTa
akTHBHOCT (EUCAST) npeanoxu cneauure enuaeMuonoruuiu rpaHnuni croiiHoctH (ECOFF mg/l),
NOJIyYeHH OT KpHBHTE Ha pasnpeaeneHre Ha MIC, na moka3sear 4yyBCTBHTENHOCTTA KBM JIOKAUTHHA

MOKCH(IOKCALIHH:
Corynebacterium ND
Staphylococcus aureus 0,25 mg/1
Staphylococcus, coag-neg. 0,25 mg/l
Streptococcus pneumoniae 0,5 mg/l
Streptococcus pyogenes 0,5 mg/l
Streptococciis, viridans group 0,5 mg/l
Enterobacter spp. 0,25 mg/l
Haemophilus influenzae 0,125 mg/l
Klebsiella spp. 0,25 mg/l
Moraxella catarrhalis 0,25 mg/l
Morganella morganii 0,25 mg/l
Neisseria gonorrhoeae 0,032 mg/]
Pseudomonas aeruginosa 4 mg/1
Serratia marcescens 1 mg/l

IIpeobnagaeanero Ha NpuAOOHTaTA PE3UCTEHTHOCT Ha H30paHKUTE HIAMOBE MOXKE Ja BapHpa
reorpad)CkM H OT BPEMETO, H OT XKEJIAHATA JIOKATTHA HH(QOpMALIHA 38 PE3HCTEHTHOCT, 0COOEHO KOraTo
ce OTHACA J0 TeXKH HHpeKIuu. Moxe aa ce NOThPCH €KCIEPTHO MHEHME, KOraTO JIOKATHO
npeodnafaBamara pe3MCTCHTHOCT € TakaBa, Y€ Mo3aTa OT MOKCHQUIOKCALIHH MpH HAKOH BHZIOBE
MH(EKIHMH € CEMHHTEJHA.

OBHKHOBEHO HYBCTBUTEJHHU IMAMOBE

AepolHH rpaM-IoeJIOKHTE/IHE MEKPOOPTrAHA3MH:
Corynebacterium species BKIKOYHTENHO
Corynebacterium diphtheriae

Staphylococcus aureus (MyBCTBHTEIHH KbM METHLIWIHH)
Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus viridans Group

AepoOHE rpaM-0OTpHIATEIHHE MEKPOOPraHH3MA;?
Enterobacter cloacae

Haemophilus influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Serratia marcescens

AHaepoOHA MHKPOOPraBnH3MN:
Proprionibacterium acnes

APYra MEKPOOPIraHA3MH:

Chlamydia trachomatis




BHAOBE, 3A KOUTO INPUAOBUTATA PEZUCTEHTHOCT MOXE JA E IIPOBJIEM
Aepofun rpaM-noioKETEIHH MHKPOOPTAHHIMHA:

Staphylococcus aureus (PE3HCTEHTHA KbM METHLIHJIAH )

Staphylococcus, k0arynaso-OTpHUATEIHH (PE3HCTEHTHH KbM METHLIHTHH)

AepoOnu rpaM-OTPHIATE/IHA MEAKPOOPTaHEIMH!

Neisseria gonorrhoeae

JApyrs MEKpOOPTAHH3MH:
Hama

OPTAHH3MH C HACJIEAEHA PEZUCTEHTHOCT
AepoOHH rpaM-OTPHUATEIHH MEAXPOOPTAHH3MA.
Pseudomonas aeruginosa

Jpyra MEKpOOPranH3MA:
Hama

5.2 ®apMaKoOKHHETHYHH CBOlcTBA

MoxcuhpnokcallMHBT, CJIE/] JIOKATTHO MPWIOKEHUE B OKOTO ce abcopOupa no nocoKa Ha JIBHKEHHE Ha
CHCTEMHATa UHpKynauus. HaMepeHH ca rasMeHHTe KOHLUEHTpaUUKH Ha MOKCHIoKcalMH npH 21
MB3KE ¥ JKCHH, TIOMYYHIH JIOKAITHH OYHH JO3H B JBETE O4H OT JICKAPCTBEHHA NMPOAYKT 3 ITETH JHEBHO
B poabJikenne Ha 4 auu. Cpeanure yeroiuneH steady-state Cmax u AUC ca cbotBeTHO 2,7 ng/mi u
41,9 ng-hr/ml. CroiiHocTHTE Ha HATaranuaTa ca npubamsarenso 1 600 1 1 200 bTH NO-HUCKH OT
cpeannre Cmax u AUC, noknaiBaHu clie]l TepaneBTHYHH Nepopanin o3 or 400 mg
MOKcH{nokcaliH. [L1asMeHHAT MOy KHUBOT Ha MOKCH(PIIOKCAIMH € H3unciIcH Ha 13 yaca.

5.3 IlpeaAxTAARTHHE AaHHH 32 0e300aCHOCT

IIpy HEKNHHHYHHTE W3NHTBAHHA CAMO [IpH H3JIaraHuA, 3a KOUTO CE CYMTA, 4¢ Ca B JOCTaThYHa CTEINCH
MO-roJieMH OT MAKCHMAITHOTO M3JlaraHe MpH Xopa, ciel NpWIoKeHHe B OKOTO, ce Habsoaapar
eeKTH, KOMTO MIOKA3BaT MAIKO 3HAYCHHE 33 KIIMHHYHATA YNoTpeda.

Kakro e ¥ npH Apyrure XMHOMOHU, MOKCH(IOKCAIMH CBHLIO TaKa € NeHOTOKCHYEH in vitro npH
bakTepun ¥ KTeTkH Ha 6ozaliHHUN. Thil KaTo Te3H eeKTH MOrarT Jia ce MpOCHEIAT No
B3aMMOICHCTBHATA ¢ DaKTepHUanHaTa rHpa3a M 3HAYUTENHO BUCOKHTE KOHLEHTPALHU, NIOPaaH
B3aMMOJAEHCTBHETO ¢ Torou3oMepasa II B knetkurte Ha 603aliHHLH, MOXKe 13 ce ROMYCHE, Y€
CHUIECTBYBA NMpar Ha FreHOTOKCHYHOCTTA. BBIPEKH BRCOKHATS AO3W MOKCHGIOKCALTHH, TIPH in vivo
H3NHTBAHHA HE MOXKE Ja C€ OTKPHE AOKA3ATEACTRO 34 FTEHOTOKCHYHOCT. TepaneBTHYHHTE NO3H MpH
X0pa H3MON3BaT afleKBaTHA rpanKLia Ha Oe3omnacHoct. He e HabmogasaHa uHaHKaLmg 3a
KApUHHOTEHEH ¢EKT NpH HAYANEH MOAECI Ha ITPOH3BEXKAAHE MPH ITHXORE,

3a pa3iMKa OT RPYIH XMHOAOHH, MOKCU(IOKCALHHBT He MoKa3Ba POTOTOKCHYHH H
(OTOreHOTOKCHUHH CBOMCTBA NPH €KCTEH3UBHH in Vitro U in vivo H3CIeBaHHA.

6. PAPMAINEBTUYHHA JAHHHA
6.1 Cnuchk HA NOMOITHHTE BEIHECTRA

Hatpuer xnopua
bopxa kucenuna
Hatpues xuapokcun
Bozaa 3a mHxkekumH




6.2 HeCHhBMECTRMOCTR
Hempuioxumo.
6.3 Cpok na rogmnocr

3 roguHK
Jla ce u3xXBBppiH 4 ceAMHLM cNel MbPBOTO OTBApPSAHE.

6.4 Cnenquajing yC/I0BHA HA ChXPaHeHHe

To3u nexapcTBeH NPOAYKT HE H3UCKBA CIICLINATHH YC/IOBHA HA ChXpaHEHHe.

6.5 Bua B chABpKAHEE HA OHNAKOBKATA

ITpozpaqna crepwmsnpana LDPE 6ytwika ¢ obem 10 ml ¢ LDPE annuxafop—xanmmep u HDPE
Kanavka Ha BHHT, ckeToAma ce oT LDPE ogranMonorydeH JHCIICHCHP CBC 3aM164aTaH Ha BbPXa

KankoMep u apymiactosa 6a1a HDPE 3areapsima kanadka, CeappAkama 5 ml odpranmonornyes
pa3TBOP.

Pa3Mep Ha OITaKOBKATa: KyTHd chIbpkama 1 6yrTunka
6.6 Cnenuanng npenna3ng MepKH OPH HIXBLPJISHE H paﬁm |

HeusnonspaHUAT NEKAPCTBEH MPOAYKT HIH OTHAJBYHATE MATEPHATIH OT HETO TPAORA Jia ce U3XBBPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHMI.

7. MIPUTEXATEJ HA PASPEINIEHUETO 3A YIIOTPEBA

BAUSCH + LOMB IRELAND LIMITED
3013 Lake Drive

Citywest Business Campus

Dublin 24, D24PPT3

Hpmanaus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
20140139

9. JATA HA ITHPBO PAZPEINABAHE/IMTIOJHOBSABAHE HA PAZPEHIEHHETO 3A
YIIOTPEGA

Jlata Ha mepeo pazpemasane: 25 anpun 2014
Jara Ha nocneAHO MOAHOBJABAHE:

10. JATA HA AKTYAJIM3UPAME HA TEKCTA




