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1. HME HA JIEKAPCTBEHHS IIPOJIYKT

Aticoke 0,5% xanku 3a oum, pazrop
Aysox 0,5% cye drops, solution

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

EAMH MHWIHIWTED OT pazrBopa chAbpxa 5,45 mg mokcudnokcauun xnjapoxiopun (moxifloxacin
hydrochloride) exsusanentiu Ha 5,00 mg mokcnduokcanun (moxifloxacin).

3a I'LJIHUS CIIMCBK Ha NOMOIIHHTC BCLICCTRA BUXKTC TOYKA 6.1.

J. JIEKAPCTBEHA ®OPMA

Kanku 3a oun, pasTrop.

bHCTBLP, 3CHEHHKABO-XKBIIT PA3TROP, NPAKTHUYECCKH CROGOACH OT YaCTHIIM.

4. KJIMHUYIHHU TAHHH

4.1 TepaneBTHYHH DOKAZANWHSH

ARCOKC € 10K43aH 32 JIOKAJIHO NEUCHHE HAa OAKTEPHAIHN KOHIOHKTHBHTH, IIPUYHHENHN OT YYBCTBHTEIHH
HAa MOKCH(JIOKCAIMH 1iamoBe (Bxk. Toukd 4.4 w 5.1). TpsiGsa sia ce B3eMe mpejABUA O(GHUHAIHOTO
PBKOBOJICTBO 32 npanuana ynotpeda Ha anTnbaxkrepuani arcHTH,

4.2 Jdo3apoBxa H HAYHH 1A HPHIKCHHE

Jozuponka

Heduampuuna nonynayus

He e HeobxouMmoO kopurupane Ha jlozara (BUXTE ChILO TOuKa 4.8).
Edukacnocrra v 6ezonactocTra Ha AHCOKC KAlIKM 3@ 0YH, PA3TBOP [IPH JICUCHUC HA KOHIOHKTUBHT NpH
HHOBOPOJICHH 1€ € YCTanoBeHa (BHxXTC touka 4.4).

Ynompeba npu ev3pacmuu u nayuenmy 8 cmapuecka evzpacm (> 65 200unw)

Jlosara e ejna Katika B 3acernaroro oxo(oun) 3 rbTH JHEBHO.

HMupeknnsta 0OUKHOBCHO ce 110400ps#B4 B pAMKUTE HA 5 J1M ¥ JiedeHHETo TPAORA Aa OL/e NPOIbIKEHO
CJIeJT TOBd 3a oule 2-3 JHU. AKO )0 5 IHM che/| 3alounBatie Ha JieyeHueTo He ¢a Habmoaea nogodbpenue,
jmarnosaia w/Mim Jicdennero Tpsbsa ja cc oOMHcHsT HaHOBO, [TPOILIKUTENHOCTTa HA JIEUCHUETO
34BHCH OT TCHKCCTTA HaA NTPODICMA M OT KIMHHYHOTO H DAKTCPHMIOrMYHOTO PAIBHTUC Ha MIeKIiMsiTa.




Qcobenu nonynayuu:

Ynorpeba 11pu nauyenTy ¢ YepHoapobno 1 6n6peuno yRpexaaHe
He e HeoOX0AMMO KOpUTHpaHE Ha Jl03aTa.

Ha4yrd Ha [IpUIOKEHHE
{amo 3a O4HO [IPHNOXKCHUE.

Ha ne ce ninkekTupa.
ANCOKC KalKH 33 04M, pasTBOP HE TpsOBa Jla ¢ HIRKEKTHPa CYOKOHIOHKTUBAJHO MM Ja CE npujiara
JIHPCKTHO B NIpe/iHaTa KaMepa Ha OKOTO.

3a J(a ce npcAasaT aluMKaTopa-KalkoMep ¥ pa3rsopa oT 3aMbpesiBatic, TpAORA Jla ce BHIMABa J1a HE cE
JIOKOCBAT C BhpXd Ha anjMkaropa-kankomep Ha Gyruikara kienadure, 3aobukanswara ria obnact uau
JAPYTH MOBLPXHOCTH,

3a jla ce npenoTpaTH abcopbupancto Ha KalKHTE 1Ipe3 Ha3zalHaTa MyKo3a, ocoDeHo NpH KbpMmadera
(Debera) uan jleua, HasostakpuManHus Kanan TpadBa Ja ¢e 3aTHCHE ¢ NPBCTH, CJEj| NOCTaBfAHC Ha
KallKKTE, 3a 2 10 3 MUHYTH.

AKO C€ H3MOJ3Ba MOBEYE O €JHH HEKAPCTBEH NPOJLYKT 3a OUHO 1IPHIOKEHHUE, Tp4OBa 1a ce M34aKa roue
3 MHHYTH [IPEJIM J1a €& NOCTABHM JICKAPCTBCHUAT MPOXYKT. Masute 3a oun Tps#bBa na ce npunarar
[OCJIEJHH.

4.3 IIpornsBonoxazanus

CBPBLXUYBCTBHTENTHOCT K6bM aKTHBIIOTO BCIIECTBO WM KbLM HAKOE OT IOMOLLUIMTE BeliecTsd, u3dpoeuu B
TouKa 6. 1.

4.4 CucnHajdHH NpeayuPeRACHN U IPS/LA3ZHE MEPKH npu yuorpebda

Mma cLoOUICHHA NPH HALMCHTH Ha CHCTCMHO NPHJIACAHN XMHOIOHHW 33 CEPHO3HW H NOHsKOra (atajHu
(aHAUIAKTHYHH) peaKklMi A CBPLXYYBCTBUTEIHOCT, 110JIyY€HH OOHAKOIA OUle Cliel IMhpBaTa J03a.
Hsikon peaklimn ca cLIIpOBOACHM C KapjlHO-BackKyjrapeH Kojalic, 3aryba Ha ChaHaHWE, AHTHOC/ICM
(BKJIEOUMTENIHO M NapuHIeanct, apuineanc v dannanci 0Tox), obCTpyKIIHs Ha AUXare/iHHTe IIHTUIIA,
JMCIHCH, YPTHKAPHS U ChpOexk (BrK Touka 4.8).

Yuorpebara: Ha JIEKaPCTBEHHS IIPOJIYKT TpsOBa [a ¢ NPEeKpaTH HpH [I0SBA HA aleprivHa peakius,
CBbp3aHa ¢ Aicoxc. Cepuo3HMTE OCTpH peaklMH Ha CBPHXUYBCTBHTEHOCT KBM MOKCH(IIOKCAIIMH HIH
KBM HAKOA JIPYTra OT ChCTARBKKMTE HA NPOAYKTA MOTAT A3 U3HCKBAT CRCHINO Jeuehne. KUcnhopon u aApyri
HAYH K 33 NOJUILPKAHC Ha JAHIIAHETO TPsOBA 1A CC MPHIIOKAT KLJIETO TORA ¢ KIMHUHHO 110KA3aHO.

Kakro v npn apyrn anTrupHOEKUHO31M CPCJICTBA, IPOLIDKHTEHATa ynorpeba Moxe na H0Bele o
CBPBXPACTEX HA HCYYBCTBHUTEINH OPralu3MH, BKITOHYHTCIHO U 'sOUUKN. [pu 1osBa Ha cynepuHdexIius,
ynoTpcOara TpsOBa Ja cC peyCcTaloBH K J1a CC 3aIlO4YHE aJITCPHATHBHA TEPAITHSL.

Ilpy cucremna tepanus ¢ IyOpOXMHONOHH, BKHIOMHTEIHO U C MOKCH(IOKCALMH, MOXE Jd CE [MOSBH
BBL3NAICHUE U PyNnTYpa Ha CYXOXuiue, ocOBEHO npu Nno-Bb3paCTHU MAIMCHTH H Ta
€/IHOBPEMEHHO € KOPTHKOCTEPOU K. Clie/l o4HO NTPHIOKCHUE Ha AHCOKC, IJIA3MEHHT
MOKCH(QUIOKCAIIHN €4 MHOI'O II0-HMCKM OTKOJIKOTO Cilej| [IPHEM Ha TepalleBTid
MOKCHQUIOKcaln (Bux Touka 4.5 u 5.2), Bbipekn Ttoa Tp#bBa Ja cc MOJX




neueHreTo ¢ Acoke TpsOBa jia ce¢ MpeKpaTH MpH ITLPBUTE MPU3NALK Ha BL3NAJICHHE HA CYXOXHITUCTO
(Bux TO4Ka 4.8).

Haninute 3a eduracnocr M 6e301TaCHOCT Ha MOKCHMIOKCAIMH KalKM 33 O4YM MNPH JICUCHHE Ha
KOHIOHKTHBUT IIPY HOBOPOJIEHN €a MHOro orpanuucHy. fopagu Tosa, He ce npenopbypa ynorpebara Ha
TO3H JICKAPCTBEH NPOAYKT 32 JICYEHHE HA KOHIOHKTHBHT [IPU HOBOPOJICHHU.

Mokcudiokcait He Tpsbra na ce n3nonszsa 3a npodUIAKTHKA WKW EMIIPHYHO JICUECHNE Ha TOHOKOKOB
KOHIOHKTHBHUT, BKJIOYMTENHO K rOHOKOKOBA OQTaJMUs Ha HOBOPOAEHOTO, TIOPaaH HIHPOKOTO
pa3npocTpaHeHHe Ha (PIyOPOXHMHONOH-PE3UCTEHTHY 1aMoBe Ha Neisseria gonorrhoeae, llauvenTure ¢
O4HU HH(EKIUH, [IPHUHHEHH OT Neisseria gonorrhoeae tpsiOpa )ia ObJAT NOUIOKEHN HA [1OAXOUALLO
CUCTEMHO JIEYCHHUC.

JlekapcTBEHHUST MPOMYKT HE CE Npenopbysa 3a jeuenne Ha Chlamydia trachomatis npyn 1aNMEHTH Ha
BL3pAcT [10j] 2 I'OJMHH, Thil KaTO HE € OLEHABaN 1IpH Takuba nanueHTtd. [lanperTure Ha Bu3pacT Haa 2
FOANHH € OUHM MHpexuuu, npuuunenu ot Chlamydia trachomatis TpsabBa aa ObAAT MOAJIONKCHH HA
NOJXONSIIO CHCTEMHQ JIEYEHHE,

Hosoponenure ¢ ophthalmia neonatorum Tpatsa na Gbaar 1OjUICKEHH Ha NEYCHHE, [MOAXOAAINO 3a
TSXHOTO ChCTOSIHME, BKJI. H CHCTCMIIO Jicychue B ciiyvanre, npuuaunenu ot Chlamydia trachomatis nin
Neisseria gonorrhoeae,

[lauenrure TpAOBa Ja GBAAT MHCTPYKTHPAHM J(@ HE HOCHT KOHTAKTHH NCHM B Cly4al Ha NpUsHauy H
CHMIITOMH Ha DaKTepHanHa ovHa MH(EKLU,

4.5 B3aumoReHCTBUE C APYTH JICKADCTBCHH IPOJAYKTH U IPYrda ¢OpMH HA B3aUMOUCHCTBHE

He ce nposesann cnenuguyHl npoydsanus 3a B3anMoacicTersTa ¢ AHCOKC Kallky 3d O4YH, Pa3rTBop.
Karo ce nma npciBUp HUCKATa CUCTEMHA KOHIEHTpAIMA HAa MOKCHEWIOKCALMH CIIE){ JIOKANHO 04O
[IDHJIOKCHUE HA JACKAPCTBENHA INPOAYKT (BHX TOUKA 5.2), JICKAPCTBEHM B3aWMOACHCTBHA €4 MAaliko
BEPOATHH,

4.6 Decpruianrer, GpeMEHHOCT H KhpPMEHE

b peMEHHOCT

Hama Jjocramyso pannn 3a ynorpebara Ha MokcHuduokcanuu 1npun GpeMcHHHM xend. flopanu
HE3HAYMTCHHATA CHCTEMHA eKCHO3WIIMA Ha MOKCHQUIOKcAlMH HEe c¢€ o4akBarT edexkTH BLpXy
bpemenHocTTa. JIeKapeTBEHUAT fIPOJYKT MOXKE J(d4 CC U3LI0J(3B4a 110 BPeME Ha OpeMeHHOCT.

Kibpmetie

He e u3secTio nanmm moxcudiokcaunn/vnu Mmerabonuture My ce orTaensT B kbpmara. [Ipoyusanusira npu
KHBOTHH 1I0KA3BAT OTAC/SHC HA HWCKM HMBZ B MIIFKOTO CIEA NEPOpaIHO  MPUIOKCHHE 1A
MOKCHQUIokcauuH. Ilpu Tepamesriunu 2030 na AMCOKC Ne ce o4aksarT edeKTH BLPXY KbpMA4eTo.
JleKapCTREHHAT IIPOJYKT MOXKE M@ € M3IION3Ra M0 BpeMe Ha KbPMCHE.

QepruIuTeT
He ca npomexjann npoyusaluds 3a OlCHKA 1A cekra or QUHOTO HPHIOKCHHE HAd MOKCHGIIOKCALIMH
RBPXY (PePTHIHTCTA.




4.7 Edexru BLpXy cnocobuocria 3a modupane u pabora ¢ MAIIHIH

ANCOKC HEe nopIusABA WM noBsiusina npeHebpexumo cnocobnocTra 3a mogupane 0 padora ¢ MalIWHY,
oDaye KaKTO MPU BCHYKH KANKW 3a OYH, BPEMEHHO 3aMBLIISBANGC HA 3PEHUCTO WK JPYTH 3PHUTEINH
CMYyUICHHA MOYaT jAa uopausygr cnocobuocira 3a mogpupane win pabora ¢ mammnn. Axo npu
MOCTABAHETO 1A JIEKAPCTBEHHS NPOJIYKT 3PSHHMETO €€ 3aMbliHM, NaUUECHTHT TpADBA Ja H34aka J0KaTo
3PCIHETO C€ TIPOACHH, NpEaH Aa modupa UiK ja paboTH ¢ MaLIHHH,

4.8 Hexenand JIeKapCeTBeHH PeakIIRH

Obobuenue Ha 11poduna Ha HezonacHoCT

3 xIMHHYHK npoyYBaHus BKJIOYBAILH, 2 252 nalueHTH, MOKCHQUIOKCALMH KANKH 32 OHH € [PUIIATEH J10
8 weth aHesHo, karo 1 900 or tesd auMeHTH ca noJiyuaBajid JieucHHe 3 nbTH iMeBHO. Llanara
IONYJIAIMS 32 oleHka Ha De3onacHocITa, KOSTO ¢ nojiy4yanalia JICKApCTBCHUS NIPOAYKT, €€ ChCTON OT |
389 nauuentd ot CAILLl u Kanaua, 586 nauuetrtu ot Snonus ¥ 277 naunentd ot Huaua. [Ipy nuto eqqo
OT KJIHHUYHHTE HPOYHBAHMS HE C4 AOKIAABAHH CCPHUO3ZHH OYHHM WAU CUCTEMHH HEXKCEJAHH PCAKLNMY,
CBBP3aHW C JeKapcTBelins mnpoaykt. Ha#l-decro cwhoOuiaBaHHTE HEXEJaHH PpeaklHH, CBbp3aHud C
JICYCHRETO C NEKAPCTBEHMS HIPOLYKT Ca OHHO Apa3HCeHE K 00Jika B OKOTO, Bb3HUKBAIM ¢ 0011l YECTOTa OT
1% o 2%. Tesu peakllun ca ¢ ymepeHa Texect npu 96% o1 NauMeHTHTE, NpY KOWTO €A C¢ NOABHIIH,
KaTo camo npy | HalMEeHT Ce € HaNOXHJIO NPEeKpaTIBane Ha JICYEHHETO.

Creanure Hexcfialin peakilii ca IpyllMpaHd CLIacHo CIC/HATa KOHBEHIIHsA: MHOIO dectn (=1/10),
uect (21/100 go <1/10), meuectu (>1/1 000 xo <1/100), peaxu (>1/10 000 xo <1/1 000), mHOrO peiku
(<1/10 000), nnu ¢ renspectHa yectora (OT HAJMYHUTE JJAHHH HC MOXe a ObJie HanpaBeHa oueHka). 1lpu
BCAKO TPYNHpaHC B 3aBUCHMOCT OT YECTOTATA, HEXKENaHWTE JICKAPCTBEHH peakliMd ce u30possar B
HHU3X0)I5111L Peit 11O OTHONICHUE HA TAXHATE CEPHO3HOCT.

Crcremo-opranHu KiiacoBe Yeerora HexeaHy peakiiuy
Hapymennsa Ha KpbBTa U Penku HUCHK XeMorIoOHH
sumbHaTa CHETCMA _ e __
Hapyiuerns na uMmyHHara C HeussecrTna 4ecTora CBPLXUYBCTBUTCIHOCT
CHCTEMA
Hapyuenus nHa yepBHara HeyecTH rIaBsoboane
cHCcTEMA - Peaxu napecre3ns
o C neussecTHa HeCToTa ___ | 3aMasiHoCT
Hapywenus na ounre Yecrn Doska B OKOTO, 040 JPA3CHE
Heucern TOMKOBUJIEH KEPATAT, CYXOTA B
OKOTO, KOHIOHKTHBAJIHA
XeMopards, QuHa XulepemMus,
QYCH NPYPUTYC, OTOK Ha
KJIerava, oueH JUCKOMGOopT
Pejnxu nedexr Ha poroBHYHUS EITUTeN,
HAPYLUECHU 1A POI'OBULIATA,

KOHIOHKTUBHT, Oiiedapur.
110JlyBaHe HA OKOTO, OTOK Ha
KOHIOHKTHBATA, 3aMbIIIEHO

OCTpOTA, aACTE
KJielada
C HEeM3BECTHA YECTOTA eHAODTANM




CPO3KA 112 poroeuuara, adpasuo |

113 porosullara, yBejJM4eHO
BLTPCOYHO HAJISTaHC,
OMBTHSBAaHE HA poOroBuilara,
POrOBUYHH HHPUIITPATH,
OTJIAraHKsa o PorosylaTa, 04na
aneprus, KEpaTuT, OTOK Ha
POroBuliaTa, porododbusi, 0TOK
Ha KAernaua, yBelM4eHo
CI'L30OTHEHHE, OTCJSHC Ha
CCKPCT OT OKOTD, yCellane 3a
YYyRHO TSJIO B OMHTE

Cbp/IcHHH HAPYILUCHUS ( HEH3BECTHA 4eCTOTa chpuebuene
Pecnuparopny, rpbJHH K Pejkn Hazanen auckomdopt, papuHro-
MEJIMACTHHAITHYA HApYUICHUS JapuHrealna 6oska, ycellane 3a
“ 4YXJI0 THJIO B I'LPJIOTO
- o C HEen3BECTHA HECTOTa JAHUCHHES o |

CroMatuHo-4peBHH napyuieus | Iedectu JINCICY3HS

Pc)iku OBPBLIAHE

C 11eM3BCCTHA UCCTOTA 1'd/(CHC
Xenato-OrJinapHu napyuenns Penku NORUUICHA aJIAHNH-

aMmuHoTpancepasa, nosHIIEHa
raMa-riayTaMrITpancgepasa
Hapyumienus na koxara u (C HCH3BECTHA YE€CTOTd epHTeM, OGpHB, IPYPHTYC,
[10JIKOMHATE ThKaH yDTUKaApHUS

Onucanue Ha u3bpanu Hexceaanu peaxyiu

[Ipy nanuenTd, NoJlyyanaiy CUCTEMIO JIGUECHHE C XUHOJIOHH, UMa ChOBLICHHS 34 CEpUO3HK W TOHsKora
(paTasiHK peakiHK HA CBPBLXUYBCTBHTEIHOCT (aHADWIAKTHYHK ), HAKOM, BH3NUKBAINM CIIC/L ThpBaTa 1034,
Hsixon oT peakuuurTe ca OHIIA CLIOPOBOJICHH C KapiMO-BACKYJIAPEH KOJanc, 3aryba Ha Chb3HAHHE,
aHruoesieM (BKIIOYMTENNO Japudreasied, dapuureaicH wid  (Qaguanct oTok), oOCTpYKIHsS Ha
JUXATS/IHUTE ITHTHING, AUCITHES, YpTUKAPUS W CLpOek (3K, Touka 4.4).

Hpy nmauueHTy, nojydanaim cuereMio dcuenne ¢ quiyopoXHHOJIOHH, ¥Ma CLOOIIEeHNs 3a PYNTYPH Ha
CYXOXKHIIMA Ha paMoTo, pbKara, AXHIECOBOTO HIH JPYIH CYXOXMIHSA, KOUTO H3ACKRAT XUPYPrHYHO
BL3CTAHOBABANE WIIK BOJHT J10 Tpaiiia Husainn,(ioct. llpoyusanusta U 110CTMAPKETHHI'OBHA OIIHT ChC
CHCTEMHHN (IIYOPOXHHOJIOHH 110KA3BAT, Y€ PHCKHT OT TE3H PYNTYPH MOXC Ja C€ HOBULIK TIPU HALKENTH,
1Oy 4asalli KOPTHKOCTEPOKAN, OCOOCHO 1P IEPUATPHYIIHM MALTHCHTH W 1TPH CYXOXKHJIHS, [TOJI0XKEIH Ha
FOISIMO HATIPEXKCHHC, BKITIOYMTENHO AXHIECOBOTO CYXOXUITHE (BRXK TOouka 4.4).

[leanarpuuna nonynanus
[lpu KNHHAYHM H3MHTBAHMS € JIOKA3aHO, Y€ MOKCMBIOKCAlMH K4ANKM 3a oMM € 6e3omaccH Npu
HCANATPUYHY NAIIUCHTH, BKJIIOYUTCAHO M 1pY 1HOBOpojien. lpu 1anguenT na sn3pact oy 18 rojunm,
JIBETE HAH-4ECTH HCXEIAHY PEaKIMK ca OHHO JpasHcHe M §0JIKa B OKOTO, HacThIBaLLM ¢ uectora 0,9%.

Ha 6a3a na lannnre o1 KIMHHYHATE M3TUTBAHYS, 1IPOBE/CHI C IICAUaTPHYHH [IALHEHTH, BIIIOUYHTE/HO W
HOBOPOACHH (BHXX Tovka 5.1), BWILT H TEXKECTTA HA HEKENAHUTE peakuuy MpH Ieuuar
nonynanug ca IIoJA00HH Ha TE3M IPH BL3PACTHM.




ChofimaBane 1a NoM03MPaHH HEeKCIaHN peaKIiHi

ChobuiaBanero Ha NOA03MPaHY HEXENAHW PeaKlHy Cc) paspelranane 3a ynorpedba Ha aexapctrBetus
POAYKT € BAXHO. ['0Ba N03BOJIABA jia HPOARIKY HAbIIIOACHHETO Ha CHOTHOMIEHHETO TION32/pUCK 3a
JNIEKaPCTBEHHS IPOJIYKT, OT MEAMUHMHCKHTE CIENHAMUCTH CE M3WCKBA Ja ChoOW@aBaT BCAKa Mo 031pana
lieXeJlaHa peakiius dpes:

HM3ramurenna arcHIHA 110 JICKapeTBaTa
yi. ,,Jamsin [ 'pyes” No8

1303 Cotus

Ten.: +359 2 8903417

yebcalT: www.bda.bg

4.9 Ilpciaosupane

OrpasyueHust KanaiuTer Ha 3a/bPKate Ha KOHIOBKTUBATHNA CaK 33 OPTAIMONOTHYHHTE NPOLYKTH
NMPaKTHYCCKH H3KIIO4BA NMPpEJo3upaHeTro Ha MmokcuduokcauuH. LisnoTo konuyecTro Ha MGKCH[]JHOKE&U,HH
B €J(HA OIIAKOBKA € TIPEKANCHO MaJIKO, 3a J1a NPUYHMHU HEXCEIIAH JICKAPCTBEHK PEAKIMH Clied Ciydaino
[OrirbHiane, |

5. ®APMAKOJIO'MYHM CBOMCTBA

5.1 dapmMakoIHHAMHYHH CROICTEA

®apmakorepanesruuna rpyna; OQraiMoJiorHdHy ¢pejacTsa; NpoTUBOMHMEKUHO3HH CPeCTBa, JPYTH
MpoTHBOMHPexuno3uy cpescrea, ATC kou: SO1AE07

MexauuzbM Ha JeicTere
Mokcudiokcaimn, 4eTsLpro nokoJeuue duyopoxunonol, unxubupa J{HK rupazata u tonousomepasa
IV, neobxouumu 3a perimkanus, BL3CTanOBsBaHe M pekomMOuHaums Ha Baktepuannara JJHK.

Pezucmenmuocm

PesncreHThocTTa K6M IIyOPOXHHONOHUTE, BKIIIOYHTEIHO U MOKCH(IOKCAIHH, OCHOBHO HACTBLIBA 4pe3
XPOMO3OMHK  MyTat(HH B reuure, koaupann JIHK rupasata n tonoumsumepaza [V. [lpu rpam-
OTPHUATCINNTC DAKTEPUH, PE3NCTCHTHOCTTa KM MOKCHQIOKCAIMH MOXKE J1a Obhae nopagu MyTaluM B
mar (MHOXCCTBCHA aHTUOHOTHYNA PE3UCTENTHOCT) U gar (XHHOJIOHOBA PE3HCTCHTHOCT) FEHHH CHCTEMH.
PesucTenTHOCTT2 € CbINO TaKa CBLP3BaHA M C ekclpecHs Ha Gaxrtepranunre eQiIyke HPOTCHHH M
WIIAKTUBHpaMe Ha CH3UMH. KpberocaHda pe3UCTCHTHOCT ¢ OeTa-JakTaMHTe, MAaKpOJIHJAHTE H
AMHHOYIIMKO3H/IMTE HE C€ O4YaKBa MOpa;li PazNHKNUTE B HAYHHA UM na jJielcTaie.

{ecmeane 3a YYBCMBUMENNHOCH 2paUYNY CINOTHOCY

Hsima hapMakoiornuny JanHn, ChIOCTARAIIH KHHHIYHIS H3X0)( 38 MOKCHOAOKCALIME, TPHIOKEH KATO
loxane areHT. Karo pesynrar Epponciickata KOMHCHS no H3nuTBae Ha anTRMHKPOOHATA aKTHBHOCT
(EUCAST) npejuioxkn ciaepnnre enjiemuosiornuny rpanuany croitnoctd (ECOFF mg/1), nosy4enn ot
KpUBUTE Ha pasnpejeicaue ua MIC, fa noka3saT 4yBCTBHICIIHOCTTE KLbM JIOKAIHHA MOKCUDIOKCALLHN.




Caorynebacierium ND
Staphylococcus aureus 0,25 mg/!
Staphylococcus, coag-neg. 0,25 mg/l
Streptococcus pneumoniae 0,5 mg/l
Streptococcus pyogenes 0,5 mg/l
Streptococcus viridans group 0,5 mg/l

| Enterobacter spp. 0,25 mg/l

| Haemophilus influenzae N ~ 0,125 mg/m]
Klebsiela spp. 0,25 mg/!
Moraxella catarrhalis 0,25 mg/l
Morganella morganii 0,25 mg/l
Neisseria gonorrhoeae 0,032 mg/I
Pseudomonas aeruginosa 4 mg/l
Serratia marcescens | mg/l

Pasiipocrpadenrero na npnaobGurara pesMCTCHTIOCT 3a ONPEICNENH BUIOBE MOXKE Ja Bapupa
reorpaCkn U BuB BPEMETO, U € KCJIATENHO 13 MMa MecTHA MHQOPMALIHS 33 PESHCTEHTHOCTTA, 0COBEH0
npy JICHCHHE HA Tewkd uidexknuu, Moxe ja cc foTbPeH CKCICPTHO MHEHME, KOraTo JIOKQIHO
npeobajiaBalaTta  pe3UCTEHTHOCT € TaKaBa, Y€ NOoN24Ta 0T MOKCHMAOKCAUMH NPH HIKOH BHIOBC
HHMEKUHH ¢ CbMHHTEJIHA. |

OBMKHOBEHO YYBCTBHTEJHHW LIAMOBE

Aepobnu I'paM-1I0JI0XKMTCIIHH MHKPOOPIaNH3MH:
Corynebacterium specics monountenno Corynebacterium diphtheriae
Staphylococcus aureus (HyBCTRUTEINN KbM METHITHIIMI)
Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus viridans Group

Aepodnw I'pam-orpruaTEIHH MAKPOOPTranU3MH
Interobacter cloacae

{laemophilus influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Serratia marcescens

Anaepobnu MHKpoopravusmu:
Proprionibacterium acnes
JApyru MHKpoOpranusMu:
Chlamydia trachomatis

BUJOBE, 3A KOUTO IPHJIOBUTATA PESUCTEHTHOCT MOKE JIA E IIPOBJEM

Aepolau I'pamM-110J10KM TEAHH MUKDPOODTAHH3MH:
Koarynazo-orpunarenuu Staphylococcus species (METHIIIMH Pe3HCTEHTHH)
Staphylococcus aureus (MeTHUMIIUH Pe3UCTEHTHN )

Aepobnn I'pam-orpHIIATENHH MHKPOOPTAHH3MMU

Neisseria gonorrhoeae

JAPYra MAKpOOPranusmu:. -
 Hima
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OPTAHU3IMHU C HACJIEJIEHA PESUCTEHTHOCT

Aepobuu I'paM-0TPHIATEIINA MUKDPOOPLANNIMA
Pseudomonas aeruginosa

JApyru MukpoopranuiMu
Hsima

Hpu xivuuvinTe npoyusatuns, scuuxure 1452 nauuenrd or CepepHa Amepuka, Slnonus 1 Mujms Gsxa
TPETUpaHd ¢ AHCOKC TPU ITBTH JIHCBHO B NIPOJL/DKCHHE HA YeTWPH JHM. bgxa Bkmouenn 100
1noBopojieHH (0 - 27 nuu), 57 xepmauera (28 auu - 3 Mecena), 214 neua (2 - 11 roaunu), 62 ronowu (12 -
7 rojunu) n 1019 Be3pacriu (18 rojuuu U no-pL3pacTHi).

3.2 ®dapMaKOKHHECTHMYHH CRONCTBA

Clie)t NOKayHO OMHO IIPHIIOKEHHC, mMokcHpokcanus ce abecopbupa B cHCTEeMHOTO KpLBOODpalleHuc.
Mamepenn ca NA3MEHHTE KOHUEHTpalMK¥ HA MokcH(JIokcauui TpH 21 MLXe M XEeHH, NoJyuasaid
JIOKAJIHO OYHO NPHIIOKCHHE HE MOKCH(pIIOKCAIIMH B JIBETE OMM 3 ITHTY JIHEBHO B IIPOABIDKCHUE HA 4 JHH.
Cpennnre Crax v AUC B craudoHapHo cheToRHHE ca choTBeTHO 2,7 ng/ml 1 41,9 ng hr/ml.

Teau croiinocTy Ha ekcnosunus ca npuGamsutenno 1 600 u 1 200 nbTH Mo-HACKK OT cPeHATE Cray H
AUC, NOKIaiBaHH CNICH TepalleBTHYHM TIepopainy o34 of 400 mg Moxcuduokcauuu. Ilnasmenust
[TOJYXKHBOT Ha MOKCH(pJIOKCAIiHN ¢ H3uuciien Ha 13 yaca.

3.3 Hpepximpanvun jannd 3a 6¢30MaCHOCT

IIpn HEKJIMHHUHUTE 11IPOYYBAHUS CAMO 1IPH EKCIIO3UIIHHU, 32 KOUTO CE CUUTA, Y€ ¢a B AOCTATBUNA CTErICH
I10-I'OJIEMH OT MAKCHMAaJIHATA CKCIO3HIMS NIPH X0pa, Clieil NPHIMKEHHE B OKOTO, ce Habloaaear edekTy,
KOHTO ITOKa3BaT MAJIKO 3HAYCHHE 3a KJIHHHYHATA ynoTpeba.

KakTo W npu jIpyraTe XMHOJIOHH, MOKCH(IIOKCALIMHA CHIO TAKa ¢ FEHOTOKCHYEH in vitro pu axrepnd u
Knerkw Ha Oozaliuutm. Toil xaro Tesw edekrn Morar ja ce npocliedsT MO B3aHMOJCHCTBHATA C
DakrepyanHaTta rapasa M 3HAUMTENHO [O-BHCOKMTE KOHUEHTPAIMM IOpagd B3aHMOACHCTBHETO
ronousomMepasa Il B kierkure na GosaliuMiM, MOXKC ja €€ JIONYCHE, 4e CBIECTBYBa npar Ha
I'CHOTOKCHYHOCTTA. BhIpeku BUcOKUTE j1031 MOKCH(IOKCALIMN, NPH in Vivo U3MHTBAHKS HE MOMKE Ja ce
OTKpHC JIOKa3aTeRCTBO 38 rEHOTOKCHYHOCT. TepaneBTHUHUTE J03HM NPH XOpa H3MOJN3BAT CJICAOBATCIIHO
4ACKBaTHA TrpanHlla Ha OeszouacHoct. He e nabmonasana MIJIMKAlHA 338 KapUMHOFEHEH e(eKT npu
Ha4aJICH MOJCII Ha ITPOUIBEK/IAHE IPH [LILXOBC.

3a paznuMka OT JPYIHTe XUHOJOHK, MOKCHIIIOKCALMH HE noKa3sa (pOTOTOKCHYHK H POTOrEHOTOKCHYHH
CBOWCTBA 1IpH CKCTEH3NBHA in Vifro U in vivo 1IpOyYBaNusL

6. DPAPMAINEBTUYHHY TAHHU
6.1 Cnnchbk Ha NOMOIHUTE BEHICCTRA

bopua kucenuna

Hatpuen xnopuj
XIIOPOBOJIOPOJHA KUCCIIHHA
Harpues xuspokcu

Boja 3a nixekiuu




6.2 HecsBMCCTHMOCTH
Henpunoxumo,
6.3 Cpox Ha rognocr

[Ipenu orBapsHe: 4 rojMHH.
Jla ce u3nonssa B paMKiTe Ha 4 CEAMHLH Clie)l TPBOTO OTBAPANE 1A ONMAKOBKATA.

6.4 CuHenHajHH yCIOBHY 32 CLXpalCHHE

Jla ce chxpatsiBa npu Temiieparypa e no-sucoka ot 25°C B OpHrHHANHATA ONAKORKA.

6.5 Bujin chABpKanue HA ONIAKOBKATA

AHCOKC KarkH 3a ouu, pa3Tsop e onakosad B Osina venpospauda LDPE Oytuika ot 5 ml, ¢ 6sno LDPE
arMKarop-kankomep, zarsopena ¢ 6a1a LDPE/HDPE xanauka Ha BUHT. ByTHJIKaTa € 10CTaBeHa B
KapTOHEHA OMAKOBKA 3a€/IHO C JIMCTORKA 33 nariienTa,

6.6 Cuenyany HUPCANAINA MCPKY IPH H3XBHPJINIC

HsiMa cneliMAJIHH H3HCKBAHMSL.

7. HPHATEKATEJ HA PASPEUIEHHETO 3A YIIOTPEBA

Bopir Meaucrue Espona EOO)

gy . Cumeonorcko moee 130, ev. 3

1700 Codus

brimapus

8.  HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Per, No

9. HJATA HA ITBPBO PAIPEIIABAHE/TIOAHOBABAHE HA PASPEHIEHUHETO 3A
YIIOTPEBA

Jlara Ha nMLpBO pa3peianatic:

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA
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