KPATKA XAPAKTEPHCTHUKA HA IIPOAYKTA
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Aitcoke 0,5% karikm 3a oum, pa3TBop
Aysox 0,5% eye drops, solution

2 KAYECTBEH U KOJIMMECTBEH CbCTAB

Eaun MHIHIMTBD OT pasrBopa chibpxa 5,45 mg mokcudiiokcatun xuapoxiopui (moxifloxacin
hydrochloride) exBuBanenruu na 5,00 mg mokcudiokcarmn (moxifloxacin).

3a II'bJIHUS CITUCHK HA TTOMOIIHNATE BEHICCTBA BUKTC TOUKa 6. 1.

3 JIEKAPCTBEHA ®MOPMA

Karnku 3a oum, pasrsop.
bBUCTBLP, 3CIHCHUKABO-XKBJIT PA31IBOP, PAKTUHCCKH CBOOOJICH OT YacTHIIM.

4. KJUHUYHHU JIAHHHU

4.1  TepaneBTU4HN HOKAZAHNSI

ANCOKC € 110Ka3an 3a JIOKaIHOo JicucHue Ha Oakicpualiig KOHIOHKTUBUTH, [IPUYUHEHH OT YYBCTBUTCIIHH
Ha Mokcuduiokcaumn 1amose (Bxk. Toukn 4.4 n 5.1). T'psOsa na ce B3eme npeisuil opUIMAIHOTO
PBLKOBOJICTBO 34 lipasuiina ynorpeda na anrudakepualiiig arcHTH,

4.2  Jlo3MpPOBKAa H HAYMHUH HA HPHJIOKCHHEC

Jlo3uposka

lleouampuuna nonyrayus

He ¢ HeobdxojiMMo kopurupatic Ha jlozara (BMKTC chito Touka 4.8).
Edukacrnocrra n 0c3onacnocrra na ARCOKC Kallku 3a 04H, pazrBop 1pH JICUCHUEC HAa KOHIOHKTUBUT [IPU
HOBOPOJICHHM HE € ycTanoBeHa (BHxKTe Touka 4.4).

1 BL3PACMHU U NAYUeHmMU 6 cmapyuecka eb3pacm (= 635 codunu
Vnompeba npu sv3pacmui u nayue nap 1 > 65 200

Jlozara e ¢juia Karnka B 3aceriaroro oko(0o4u) 3 1reTH JIHEBHO.

Midekimsra oOnKnoBeno ce 110/100psiBa B paMKUTe Ha S JiK 1 JIcHeHUEeTo TpsAOBa j1a O'bJIe MPOJIbIIKEHO
cJIe/L ToBa 3a ome 2-3 Juin. AKO JI0 5 1K Clie)L 3a104Bane Ha Jicuenuero ne ca nabsnojlasa 1nojodpenue,
jartosara u/mim JieHenuero Tpsosa Jla ce oOMuessT Hanoso. llpojabikuresnocrra Ha JICYCHHETO
3ABUCH OT TCAKECTTA HA HPOOJICMA M OT KIMHUYHOTO M OAKTCPHOJIOIHUHOTO pa3zBUTHC HA NMH(CKIMsITA.




Ocobenu nonynayuii:

Ynorpeba 1ipy naiyetTv ¢ 4eptopodio v 6u6peyo yBpeaiane
Hc e neobxoaumo kopurupasc na jlosara.

HauMH Ha 1TpRIIOKCHUE
CaMo 3a 04HO LIPUIIOKCHHC.

J1la He cc viKkeKTHpa.
AVCOKC KaliK{ 3d Oud, pazrBop IIC TpHOBa J1a CC HIKCKLIHpa CyOKOHIOHKTUBAINO WM Jia CE Ipujara
JIUPCKTHO B 1IpC/IHATA KAMCPA HA OKOTO.

3a jla cc LpCIIEssl allIMKaropa-KallkoMCp W pa3TBopa OT 3aMmbpcessalic, TpAOdBa Jla ce BHUMAaBa Ja iC cC
JIOKOCBAT C BbPXd 11a aluIMKaTOpa-KallKoMep Ha OyTwikara Kieliaddre, 3aodukansuiara ru odnact uim
APYrH [IOBLPXHOCTH.

3a j1a cc Lpc/oTBpaTH adcopOupancro Ha KalKUTC 1IpCe3 nasajinara Mykosa, ocodeno npy KspMaucTa
{6chOera) wid Jicu@, HazoNakpUMajilivs Kanal TpAadBa na ¢¢ 3aTHCHE ¢ NPLCTH, CNIE/l NOCTAaBAHC Ha
KanKkuTe, 3a 2 JIo 3 MUHYTH,

AKO CC UIOJI3BA 1IOBCUC OT CJUH JICKAPCTRCH 1IPO/IYKT 38 OHHO LIpUJIOKEHHUE, TpsdBa J1a ¢¢ U3Haka 11onc
5 MHHYTH HPCIH JIa CC HOCTABM JICKAPCTBCIHUAT NPpOJyKT. Masure 3a oun TpsibBa una cc npuiarar
OCJIC/IHHU.

4.3 llpomBonokazanuy

CBpLXYYBCTBHTCIIHOCT KbM aKTHBHOTO BCHICCTRO MIIM KbM HAKOC OT IIOMOIHHKTE BCHICCTBA, U30pOEHH B
TOuKa 0.1.

4.4 Cuennajnu HpeIYHPCASICHESH H HPE/ANA3IH MEPKH ipH YHoTpela

Mma cLoOucHMs 11PU 11IA1IMCHTY HA CUCTCMEO [IpUJIaraHyd XMIONOHM 338 CCPHO3HM U nouskora garaiiiu
(aHadHIAKTUYIIM) PCAKIIMK Ha CBPDLXYYBCTBUTCIIHOCT, 11OJIYHCHH [1IOHAKOra OlIC CICH [ILpBAaTa J03a.
Hsakou pcakllMd ca CBLIPOBOJICHM C Kap/IMO-BACKYyJapcH konalic, 3a1ryba 1a cbilatue, alruocieM
(BKJIOYWTCHHO M JlapuHrcalicH, aputicalicl ¥ danpanct 0ToK), oOCTpyKUMS Ha JUXaTeJIHUTE MbTULLIA,
JIMCIIHESR, YPTUKAPHUA U cbpbex (BMX To4ka 4.8).

Ynorpebara Ha JickapcTBeHus 1IPO/IYKT TpAGRa jla CC HPCKpaTd HpY NMOSBRA Ha ANCpPruydia peakius,
crbp3ana ¢ Adicokc. Ccpro3nuTe QCTPU peakiiMM 1a CRPLXYYRCTBUTCINOCT KBM MOKCU(IIOKCAMI HIIH
KBM [IAKOS JIPYIa OT ChCTARKHTC Ha 1POJIYKTa MOIaT jla M3UCKBAT clicniio Jjeuctine. Kuciioposl u apyru
HaYHIK 32 HOUIHLPXKAHC 1A JUINIANCTO TPKORA J1a CC HPHIIOKAT K1/ICTO TOBA C KJIUHHYIIO 110Ka3aHO.

Kakro W 1ipu Jipylv anmtyuripcKiosiM cpejicTaa, IpojLipkurelnara ynotpeba Moxe Ja JoBeace o
CBPBXPACTCX Ha HCHYBCTBHTC/IHN OPIraHN3MH, BKIIOUMTCHNO ¥ 1:014KuU. |Ipy nosiBa HA cylicpuHCKIuA,
ynorpcbara TpsdBa Jia cc LIPCYCTAHORBH K /12 CC 3a11041IC &I'TCPHATHBIA TePalIHA.

[Ipn cucremna repatmst ¢ (PIyopoxXunoioni, BKIOYHUTCIHO ¥ ¢ MOKCHIPJIIOKCAIIMH, MOXC Jla CC TI08BH
BLINANCHNAC U PYITYPE Na CYXOmHIUe, ocobCo npr 1o-3h3paciiiy HAIKCHTY W TAKWBA, JICKYBANH
CJIMOBPCMCHHO € KOPTUKOCTCPOUIM. CIIC/I OHHO NPHUIOKCHHUC 11a ARCOKC, 1U1a3MCHWTE KOHUCHTPALIMK Ha
MOKCHQUIOKCAIIMH €& MHOI'O 1O-HMCKH OTKOJKOTO CIIC/L lIpUEM Ha TCpaHCBTHUHY [IC
MOKCUokcalMH {BHX Touka 4.5 M 5.2), BLUpCKkM Tora TpsdBa J1a ¢C HOUXO




JicyeHueTo ¢ ARCOKC TpHORBA Jia CC HIPEKPATH LIPH LTLPBUTC LIPU3HAIIM HA BB3IAJICHAC HA CYXOXUWIUCTO
(BHxK Touka 4.8).

Jlaunute 3a eduxacuoct M OcionacHoct 1a MOKCHGJIOKCAlMll KANKW 3@ O4M IIpH JICHYCHHE Ha
KOHIOHKTHBHT TIpH [IOBOPOJICHY ca MHOTro orpauvycuud. Ilopajiv Tona, HE ce [penopbyBa ynorpedara Ha
TO3M JICKAPCTBCH MPOAYKT 3a JICUCHHUC HA KOHIOHKTUBKUT IIPH HOBOPOJICHM.

Moxcudiokcanui He TpAOBA /1a €C M3110)13B4 34 1IPOGMIAKTHKA WK CMIIMPHUYHO JICHCIIME HA 'OIIOKOKOB
KOHIOHKTHBUT, BKJIIOUUTCIO M I'OHOKOKOBA OQT@iMMA  Ha HOBOPOACHOTO, 1OpPaJX UIMPOKOTO
pasnpocTpalcHuc ta (UIyopOoXKIOJION-PC3KCTCHTIN laMoBe Na Neisseria gonorrhoeae. 11allueHTuTC €
oulid HHOCKIMK, upuuulcHu ot Neisseria gonorrhoeae tpadua jla ObJ@r OUIOKCIY HA 1HOAXOAAIO
CHCTCMHO JICUEHHC.

JlexkapcTBCHHAT 1POIYKT HE ce upenopwyka 3a sicucune na Chlamydia trachomatis Npu nalMenTH Ha
BH3pacT 110j1 2 I'0jIKHK, Thil Ka10 1 ¢ olcnABan Npy TakMia naimehy. lanuenrrure na sn3pacr 1ay 2
rojilitH ¢ outin uudekuun, npuauncnn ot Chlamydia trachomatis 1psibpa jla OBjAT HOANOXKCHHA 1A
HOJIXOJIHIIO CUCTCMHO JICUCHINC,

Hosopojieuure ¢ ophthalmia nconatorum 1psfra na On1ar noUI0KEHH Ha JICHCHHME, NOAXOMUAILO 33
TAXHOTO CLCTOAIKE, BKIl. H CUCTCMHO JICUCHIUC B Ciryuaure, upuuniicnd ot Chlamydia trachomatis niu
Neisseria gonorrhoeae.

IlatcHTwre TpsibBa @ Objiar MHCTPYKIUPANK )2 HC 1HOCHT KOHTAKTHKA JICUIK B CIIy4Yal Ha HNPU3HAIK W
CHMITTOMM T1a Dakicpuraiita o41a U1IPCKIIHA.

4.5 BaaumojciicrBHe ¢ APYIH JICKAPCTBCHH NPOJIYKTN H/IpYri GOpPMH i B3anMo/ieHCIBHE

He cc nporexiatii CHCIMpUUENA 11IpoyUBaling 33 B3aUMOJICHCTBUATA ¢ AHCOKC KallKy 338 O4d, pasTBop.
Karo cc uMa 1pCcHBHt HUCKATa CHCTEMHA KOHUCHTPANMS HA MOKCH(IJIOKCAIMH CHENl JIOKAIHO 04HO
HIPHIICKCHUC HA JICKAPCTHCHMA LPOJLYKT (BHIK TOMKA 5.2), JICK4PCTBCUM H3AUMOJCHCTBUI C4 MAUIKO
BCPOATHM.

46 @cprranrer, OpeMCHOCT H KLPMENC

bpemciinocT

Hsima Jioctarhbynio JlaHniy 3a ynorpebara Ha sMoxcuduiokcaumn upu dpemernin sken. | lopanu
HC3HAYUTCIIHATE  CHCTCMHA  CKCHO3WIUS  11a  MOKCH(QUIOKCALMH  11IC ¢ O4aKBaT CHCKTH  BbHPXY
Opcemenroctra. JIeKapcTBCHHSIT 1IPOJIYKT MOXKC /1a CC ©3110J138a 110 BpEME Ha BpeMeHOCT.

KnpMene

Hc ¢ usscerio jamm Mokcuduokcalini/win McraboJInTUTe My cc OT/ICIST B KbpMaTa. [1poyusatiusra npu
XUBOTHH 110Ka3Bal OTACHANIC HA HHCKHM HUBA B MIAKOTO CJIC/L TICPCPAIHO IIPUIOKEHHE HA
mokcuduiokcatmi. [lpy rtepatiesTHiaimn 103 Ha AHRCOKC HC ¢C o4aksar CYCKTH BLPXY KbPMAUCTo.
JlckapCTBCIIHAT 1IPOJIYKT MOXKE J1a CC H3I10JI3B4a 110 BPCMC Ha KhpMCIIC.

DeprmiinTer
lic ca nposexjany IPOyHBaHKs 34 OLCIHKA HA C(CKTa OT OUHOTO HPHIIOWKCIIUC HA MOKCH(IOKCAIIMI
BLPXY depruimicra.




4.7 Edexrn BLpxy criocobnocrra 3a modupanc H pabora ¢ MalIMIIK

ACOKC HC NOBAMABA MM HORIMABA npeHcbpexumo criocobrocrtra 3a modupanc ¥ padbora ¢ MalllUHK,
o0aue K4AKTO NPY BCHUKKY KailKW 3d O4M, BPCMCHHO 3aMBIUIABAIC HA 3PCHUCTO WK JPYTH 3pPUTCIHH
CMYILCHMR MOrarT Ja NoeinussT cuocobnocrra 3a modupane vinn pabora ¢ maunHd. AKo TNpH
1I0CTABAHCTO 1A JICKAPCTBCHUA [IPOJIYKT 3PCHUCTO CC 3aMbLiIW, NALMEHTLT 1psdBa ga W3daka J10Kato
3PEHUCTO CC LIPOACLIM, 1PC/IK /1A hodupa niy Jia paboTu ¢ MAlLUIIN,

4.8 Hexenans JicKapeTReNnn peaKilHi

O6obuIecnne na npoguiia 11a bezonacHocT

B KJIMHUYHYU 1IpOYUBAIIAA BKIIOYBAIYM, 2 252 HaUMCHTH, MOKCUQUIOKCALIMH KAIIKKA 33 04U C lIpHilaraH 1o
& mpTy jaueBho, karo 1 900 or Te3w nauMCHTH €A 1oJydaBalM JICUCHUC 3 1ITH JHCBEHO, Llsiata
1OIyJIanMs 3a OlCHKa Ha 6CcI01acHoCTTa, KOATO ¢ 110/lyiaBalia JICKapCTRCHUS TIPONIYKT, CC ChCTOH OT |
389 narmenty ot CAIL| u Kanaya, 586 nauycimv ot Sluonus u 277 nanmenty ot Mnaus. [1pu Huto eano
OT KINVUHHUMHWTC 1IPOYYRAHUA HC ca JIOKIQIBAaHU CEPHO3NH OYHH WIM CHCTCMIW HCXCIAHW peakluHy,
CBBp3alK € JicKapcreclng posiykr. llak-uccro chobiaranure Hexenanu peakiuu, CBbLP3aHW C
JICUEHMCTO € JICKAPCTBCHMS 1IPOJYKT ca OMHO Jipastictic ¥ 60j1ka B OKOTO, Bh3HHKBalIK ¢ 001na wecToTa oT
1% 50 2%. Tc3u peakimMy ca ¢ yMmepena TexKeeT 1pn 96% o1 uatneruTe, 1Ipy KOMTO ca CC LIOABKIN,
Kato ¢aMo 1pH | HAHKMENHT ¢¢ ¢ HAIOKUIIO LIPCKPATABAIIC 113 JICHCHWCTO.

CHCHHMTE HOKCEIAHW PCaKIIMH Ca I'PYHMpald CLIYIACHO ¢jIc/iHata KonBeHImMA: Mioro yccru (=>1/10),
yeet (>1/100 j10 <1/10), neuccrn (>1/1 000 no <1/100), penku (=1/10 000 no <1/1 000), muoro pe)iku
(<1/10 000). nnu ¢ HeusseeTa Hectord (01 HAIMYIATE JLaitiy 116 MOXE 21 OnIIC Hanpasena onenka). [pu
BCAKO I'PYNHPAIC B 3dBHCHMOCT O HCCTOTATa. HCOKCIAHWTC HCKAPCTBCHW PCakUMM cC H3DposBaT &
HH3XO0J(AII PC LG OTHOIICHUC HA TAXHATA CCPUOSHOCT.

- -

CHcTemo-opraiiy KJacoBe Hecrora Hemxesiauu peaxkinu

Hapyticenns na KpuBs1a M Pcjiku IIUCHK XCMOornodun

nuMmdHaTa cucrema

Hapyiicnns na pmyluitiara C HeuszBecTa 4eerord CBPBXYYBCTBUTENIOCT

cUcCTCMa

Hapyuicuns na neprnara lcuecrn rjiagodbonue

CUCTCMA Pejiku HAPCCTIC IS
C ner3BecTa 4ecTonra 3AMAAHOCT

Hlapyincnms ta ouMie Yeeru 00JIKa B OKOTO, 04110 JIPasicIIC
Heueeru TOYKOBHICH KCpATHT, CYXO0Ta B

OKOTO, KOHIOHKTHBRAJIHA
XeMopards, O9Ha XHUICpeMus,
QYCH LIPYPUTYC, OTOK 1Ha
KJiciiava, oucH Juckomopr

Pesiku HCDCKT 11a POCOBHUNHA CHUATCII,
HAPYIHICHHA 1A pOLOBNILATA,
KOHIOHK THBUL, Oiichapur.

1101y BalIC HA OKOTO, OTOK Ha
KOHIORKTHRATA, 3aMblJICHO
3PCHUC, HAMAJICHA 3pHTCIiia
OCTPOTa, acTCIIONK, CpUTEM Ha
KJiciiava ‘<
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Cpo3us Ha porosyuara, adpasuo
1ia pOI'OBMLATA, YBEIHMYCHO
BLTPCOYHO HAArane,
IIOMLTHABAIIC Ha POrOBULIATA,
POrOBUYIIM MIHUIITPATH,
OTaaraius 110 porosMilara, ouHa
WICPI'Ust, KCPATUT, OTOK Ha
porosuIaa, Goroodus, 0ToK
Ha KJICHa4d, YBCIIMUCHO
CIib300TICIAHC, OTIUCIAHE HA
CCKPCT OT OKO'T0, YCCUIaHE 32
YYHIO THIO B OYUTC

CoupjIcuHy HapyuicHusl C nicu3eccTia yecrota ChpHCOHCHE
Pecrinparopiiu. 1'ph)HE H Peiku Hazancu auckoMmaopr, gapuinro-
MCIHACTHHAIHHW HAPYILICHHUS JlapuHIcaina 00Jika, yeeaine 3a
YYHLO THIIO B ['LPIOTO
C necuasectia vecroia JIUCIIHCH
CroMalHO-4PCBHU HAPYINCHUS Heueetu JLMCICY3 U
Penku 1HOBpLULALC
C neu3BecTiia Hecrora rajichc
Xeraro-Ouiinapi Hapyuicnus Penku 1IOBHINICHA aJIANWH-

amunorpatcdepasa, 1osumcHa
rama-1JiyraMuiirpancdcepasa

Hapyuiciins Ha Koxara u C HeussecTHa YecToa cpurem, o0pus, 11pyputyc,
110/IKOWHATA TBKAIl YPruKapus

Onucarie na u3opany neCceaant peaxyuu

l1py nauuenTyi, NoJy4aBalily CUCTCMHO JICHCHHUC ¢ XMHOJIOHH, MMA ChODIIICIIMA 32 CCPHO3ILM M LIOHSKOTd
(raTaliitn pCakilMK Ha CBPLXYYBCTRUTEIHOCT (aHaiUIaKTHYIN), HAKOH, BL3HHKBALIK CJICH IIbpBaTa J103a.
Hakon orT peakuuure ca OWiM CLIPOBOJICHKM © Kap/lMo-BacKyjiapell koualic, 3aryba Ha cb3lanue,
aHrnoc/iIcM  (BKJHOUWTICNIHO  Jlapuuicaich, dapuircaic wWiv  ganuaicn  or1oK), oO0CTpyKIINS Ha
JIUXATCIHUATE IThTHILA, JACHHCH, YPTHKAPHUA W ChLpOek (B, Touka 4.4).

Ilpu panueirTy, noJiyyasali CUCICMIO JICHEHUE C (UIYOPOXUHOJIOHH, MMA CLOOUICIIMA 34 pyUTYPU Ha
CYXOWMIMA HA PAMOTO, PhKald, AXHUICCOBOTO WIH JPYI'M CYXOKWIUA, KOWIO HIHCKBAT XHPYDPIUHHO
BB3CTABOBABAHC MM BOJAAT JI0 Tpaiiia mnsBaiMinocr. llpoyysanudtd n IOCTMAPKCIHITOBUYE OLIMT CBC
CUCTCMHH QIIYOPOXHHOIIONH 1I0KA3BAT, YC PUCKDT OT TC3U PYITYPU MOMC jid CC LIOBHIUH [IPH TIALHCHTH,
LIOJIyHABAlllK KOPTHKOCTEPOU/IM, 0COOCHO 1IPU ICPHATPUYIIN [IALMCIHTY U HIPH CYXOXMUIIUA, HIOJUIOKCHH Ha
IOJIAMO HAHNPEAKCHUC, BKIIOMHTCIIHO AXHWICCOBOTO CYXOKMIME (BUXK TOUKa 4.4),

[ leMarpuuiia noirysialms
[lpy KNUMHMYNK HIUMTBANKMR € jI0KA3aHO, HC MOKCHIIIOKCAIMH KAallkM 34 OuM ¢ Oc3olaccH 11pu
HELHATPUUIIM HATKCIITH, BKIHOUUTCHNO W LUPK HoBOpoAcHN. 1pK vatmelitn na snipact nojt 18 rojmnu,
JIBCTC HAM-YCCTH HCKCIIAHN PCAKIIMK ¢a 0MII0 Jipa3licie H DoJika B OKOTO, HAcThIBaNM ¢ Yyccrora 0,9%.

I1a 6a3a Ha JaHHWTC OT KIIMIUYHTKTC U3LIXTBAHNS, 1IPOBC/ICHK C [ICAHATPHYHEN HAIUCHTH, BKIIOQUYHTCIIHO U
HOBOpOHEHH (BMX TOuKAa 5.1). BWILI M TCXKCCITa HA HCXKCHAHMTE peaKiMd NpU [eAuaTpUyHaTa
[notryJiars ca nojo01y Ba TC3IK NP BH3PACTHH,




Chobianrane ta 11o/103Mpany HCHEHaNH_peaki My

ChobuaBanero 11a 1(o/103Upaiiy HeKelaliy peakiluu Clic/L paspaiiasaiic 3a yiorpeba 11a A¢KapeTBeus
NPOJIYKT ¢ BaX1:0. 1'0Ba 1103805184 /12 11POILIBKK 1a0AI0ICHHUETO 13 CHLOTHONICHHUETO [10138/PHCK 3a
JICKAPCTBCHAA LIPOJIYKT. Or MCJIHIIHHCKHW1C CIICIHIUAUIHCTH CC M3NCKBA /1d C'I:DGIIIHH&'I‘ BCAKA IMTOLO3HUPaHa
HeXCJ1atla peaKlMs Ypes:

MarpiiiuTeNHA arcHIMA 110 JICKapeTBaTa
ya. ,,Jamsir [ pyes™ Ne8

1303 Codus

Tei.: k359 2 8903417

yeOcaiir: www.bda.bg

4.9 Ilpenosmpane

OrpanndcHus KalalMICT Ha 3a/IbPXalIC Ha KONIOHKTHRAJIHKS CaK 32 O TajIMOJIOIHYHHTC 1IPOYKTH
HPAKTHUCCKY U3KJHOUBA 11PE0o3upatero Ha Mokcudiokcalki, [su10To KomM4YecTBo HAa MOKCHBIOKCAMH
B ¢/IHA OIIAKOBKA C HIPCKAICHO MAUIKO, 34 JIa IPUUAHM HCKCIANUW JICKAPCTBCHU PCAKLIMH CJIC/ CIYYaiHo
HOLIIbIIANC,

5. MAPMAKOJOIHYHU CBOUCTBA

5.1 (Mapmako/iHIIAMHYHH CROIICTRA

(Mapmakorcpalientuuna rpyna: OdrraimMoiorduim CpeiiCTBd; 1POTHRBOMHACKIIMOZHN CPCIICTRA, JIPYTH
1poTUBOUE(CKIIMOZNY cpelicTBa, ATC ko SOIALO7

Mexaluinm Ha JICHCTRHE
Moxkcuduiokcalldii, YCTRBPTO nokoncHue duryopoxunoion, nuxuéupa JIHK rupasara w tonousomepasza
[V, HCoOX0/IMMM 32 pCluMKaIiiA, BL3CTanoBsBaNnce n pckomOutarima na daxrepuaimara J[HK.

Pesucmenmiocm

Pe3dcteiriioctta KbM QUiyopoXUHOJIOHUTC, BKIKYHTCHNO0 H MOKCHGIOKCalIMH, OCHOBHO HACcThIIBA 4PC3
XpPOMO3OMHU MyTallin B rendre, kojupatid JIHK rupazara m tonowsmmepaza [V. Ilpy rpam-
oTpULATCHINATE BaKTCPUH, PCIUCTCHTHOCTTAa KhbM MOKCUQJIOKCAIIMH MOXKC J1a Oblie Mopajin MyTaluK B
mar (MHOXCCTBCHA aNTUONOTHYHA PCIUCTCHTHOCT) N ghr (XUHOJIOHOBA PCIUCTCHTHOCT) I'CHIK CUCTCMH,
Peancreiriocra ¢ Chllo 1aka CRbP3IBAHA W € CKCHpecHs Ha Odakrepuannuie cdulyke NPOTCHHU U
MHAKTHBHpane Ha ciuMu. Kpberocana pesucrentiocr ¢ 0cra-JiakraMiTe, MakpoJIIUMTE W
aMHHOIIIMKO3ZH/IMTC FIC CC OUaKBa 110paj/IM pa3iIMKHTC B [IaYHHA UM HA ACHCTBHC,

Tecmsaiie 3a ¥y8CHMBUMENOC SPANUNHI CHIONUNOCMY

I [ssma GapMakoJor HUIIK JIallHH, ChITOCTABATIE KIMHKYHUA K3X0J1 38 MOKCH(DJIOKCALLMH, LIPHIIOKCH KATO
noxanen arcur, Karo pesyirar Lisponciickara KOMUCHs 110 u3ndrBale Ha alilTiMUKpo0HATA AKTUBIIOCT
(LUCAST) 1nipe/utomud CleHHIC CHUACMUAOI0THYHK 1'pattnuniy cronnocty (LZCOIF1 mg/l), nosnyucnu ot
KpUBMTC 11a paztipciciciuc a MIC, ja nokassar YyBCTBHTCHHOCTTA KBM JIOKaJINNE MOKCHQIIOKCAIIMH.




Corynebacierium ND
Staphylococcus aureus 0,25 mg/l
Staphylococcus, coag-ncg. 0,25 mg/l
Streptococcus pneumoniae 0,5 mg/l
Streptococcus pyogenes 0,5 mp/l
Streplococcus viridans group 0,5 mg/i
Enterobacter spp. 0,25 mg/l
Haemophilus influenzae L 0,125 mg/ml
Klebsiela spp. 0,25 mg/l
Moraxella catarrhalis 0,25 mg/Il
Morganellamorganii ] 0,25 mg/l__
Neisseria gonorrhoeue 0,032 mg/l
Pseudomonas aeruginosa 4 mp/I
Serratia marcescens | mg/l

Pasnpocrpanctnero na npwioOurara pe3UCTCHTHOCT 3d  OLPEedC/ICHM BUUOBE MOXKE JAa Bapupa
reorpa)Cky M BLB BPCMCTO, W € KCIIATCIIHO J(a KMa MeCTHA HHpOopMalXa 33 pC3UCTESHTHOCTTA, 0CODeHO
MPY JICHMCHHUC NHa TOKKY Hudexkitun. Moxe Jia ¢¢ HOTHLPCU CKCNCPTHO MHCHUCE, KOFaTo JIOKATHO
peobnasasaliara pPe3UCTCHTIIOCT € TakaRa, 4ue 1oi3ara o MOKCHQJIOKCAIMH TIPH HAKOW BHJIOBE
HHGPEKIIMK ¢ ChMHWTCITIA.

OBUKHOBEHO YYBCTBUTEJIHU HIAMOBE

Acpobun I'paM-110JI0KMTCANH MHKPOOPI'AIIHIMMU:
Corynebacterium specics sisnounrteino Corynebacterium diphtheriae
Staphylococcus aureus (MYBCTBATCIHN KM MCTUIIMIIWH)
Streptococcus preumaoniae

Streptococcus pyogenes

Streptococcus viridans Group

Acpodnu IpaM-orpuuaTe/ i MEKPoOOpt aHuiMu
Enterobacter clvoacue

Haemophilus influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Serratia marcescens

AHAcpoOliN MUKPOOPIaliHIMH:
Proprionibacterium acnes
JAPYI'H MHKPOO AHHIMH:
Chlamydia trachomatis

BUJOBE, 3A KOUTO INPUAOBHTATA PEJUCTEHNTHOCT MOXE /JIA E ITPOBJEM

Acpobin ['pamM-u010HTeIHE MHKPOOPI 21IH3IMHK:
Koaryiiazo-orpuiarciiim Staphylococcus species (METHIMIINI PCIUCTCHTHH)
Staphylococcus aureus (MCTHIMIIMH PCIUCTCITTIN)

Acpobs I'DaM-01pHuaATC I MEHEDOODI'aAHWIMH
Neisseria gonorrhoeae

JApYI'n MHKpOOPIalH3mu:
HsiMa




OPTAHU3MHU C HACJAEJEUA PESUCTEHTHOCT

Acpofnu CpamM-oTpULATENNH MUKDPOODPTAIIHIMH
Pseudomonas aeruginosa

g![!!l'l‘l MHUKDPOOPTAHHIMHA

Hama

[lpu xnvimannTe npoyusaius, scuakure 1452 nawuerrrn or Cesepna Amepuka, Sinonua v Muans 6saxa
TperUpaid ¢ AWCOKC TPW 1I6TH JIHCBIIO B 1IPOABIBKEHMC 1a 4CTUpH JHM. bsaxa skilouend 100
nosopojctu (0 - 27 jun), 57 kopmaucra (28 uuu - 3 mecenia), 214 jeua (2 - 11 ronunn), 62 1oHomu (12 -
| 7 ronuuun) u 1019 sw3pacrun (18 roamnn u no-shipacriiu).

52 @apMaKOKHUHCTHUYHU CBOHCTBA

Caci JIOKaAo 049HO HPHIIOKCHKE, MOKcHdokcalmy ce abcopbupa B cucreMuoro KpbaoobpauicHuc.
Mimepenin ca 1B1a3MCIMTC KOLILICHTPAIMK HA MOKCU(IOKCAUMIL HpU 2] MbBXKE M KCHY, LIOJIYyYABAIM
JNOKAINO 04110 HPHIOKCIIUC Ha MOKCHU(PJIOKCAIIMH B IBCTC 04U 3 IILTH JIHCBHO B HIPOILIDKCHUMC HE 4 .
Cpente Cumax 1 AUC B craunondpio cnerosiine ca crorserio 2,7 ng/ml u 41,9 ng hr/mi,

T'e3n croiitocTy na ckcuosunus ca npudimsurenno | 600 u 1 200 msTr no-nucku or cpeAHUTE Chax K
AUC, joxiaasany cliclt repancsruuiy nepopaiiin 1034 or 400 mg mokcuduioxcaumil. [lnasmennsr
ITOJIYIKMBOT Ha MOKCH(JIOKCaIMN ¢ u3uuciicl ua 13 gaca.

5.3 TpeakiasiHyiig (aHHH 3a 6clonaciocr

“pld HCKJIMHUYHHUTC LIPOYUBAHKUA CadMO LIpU CKCIIO3UIIMHK, 34 KOWTO CC CHHWTA, HC Ca B LOCTAThYHA CTCIICH
HO-roJICMH O MAKCHMaJ1liaTa CKCIIO3HLIMA LipHA X0pa, CJIC 1TPUIOKECHHE B OKOTO, CC HabJlo1aBar ﬂ{bCKTH,
KOHUTO [MOKA3BaAT MAUIKO IHAYUCHHUC 3a KIIHHHUYHATA yll{)Tp063.

Kaxro ¥ 11py JpyIure XH1H0JIOHW, MOKCH(IIOKCAIIMNA ChIIO TaKa ¢ ICHOTOKCHUCH in Vitro Tipy OaKTepHu W
KJCTKM Ha Oozainvim. Thid karo 1e3u cCkrn Morar jla cc UPOCHCHST 110 B3aUMOJCHCTRUATA C
GaxrcpyaliHara 1'mpaiza ¥ 3HAYMUTCIHO 11I0-BUCOKHUTE KONICHITPAIIMK TI0pajn  B3aUMOJICHCTBUETO C
ronouzomepaza Il B kicikure na DozadumMiK, MOXC Ja CC Jlolycle, Uc CbUICCTBYBA [(Ipal Ha
'CHOTOKCHYIOCTTA. BHLIIPCKU BUCOKUTC /103U MOKCHAUIOKCALIMIL, 1IPH i1 vivo M31IMTBANHA 1HC MOXC Jia CC
OTKPHE JIOK23aTCIICIBO 38 I'CHOTOKCHUNIOCT. TCPatiCRTUHIIMTE JIO3M NPU XOpa W3II0Ji3BaT CJIC/IORATCITHO
ajickBaria rpanvia 1a Oczonacnocr. lic ¢ nabmojnarana viaMKalmMs 3a KapiudHorcien cOekT npu
HavaJieH MOJ(CJ1 HA 1IPOUIRCKIIAIC 1TPH 11IBXORC,

3a paziMKa OT JPYIHTC XHHOHIONK, MOKCH]IIOKcaIMIT Be 110Ka3ka QOTOTOKCHYNIN U QOTOICHOTOKCUYHN
CBOUCTBA LIPU CKCTCHIUBINA iR VIIro W i vivo LIPOYYBAHINS.

6. OAPMAIIEBTHYHH JIAHIHA
6.1 CuHHCBK Ha HOMOIHNHHTC BCHICCIBA

bopna Kucelmna

Harpues xnopuil
XJIOPOROJIOPO/IHA KHCCIINTIA
Harpues xmipokcui

Boj1a 3a MIKCEKIIMH




6.2 HecnrBmMecramocTH
Henpuiioxumo.
6.3 Cpok na rojmocr

Ilpenn orsapsic: 4 1oj(MHM,
Jla cc W3110M3Ba B pAMKHIC Ha 4 CCIIMUILM CHCH IILPROTO OTBAPAHC HA O1IlAKOBKATA.

6.4 Cucumainim ycJioBHs 32 CbXpanciHe

Jla ce cLXxpansna [pH TCMIICPATYpa 1IC 110-BUCcoKa 0T 25°C B OpurdHalHaTa ONnakoBKa.

6.5 Buan cuabpKanme HA OIIAKOBKATA

AJCOKC KalIKH 32 OYH, pa3THOp ¢ onakosal B Osana uetpospayna LDPE 6ytuiika ot 5 ml, ¢ 6sno LDPE
aluIMKaTOp-Katikomep, sarsopena ¢ Gsna LDPIE/HDPE kaniaquka na suiT. byrnnkara e nocrascHa 8
KAPTOHEHA OITAKOBKA 34C/IHO ¢ MUCTOBKA 32 lallMenTa.

6.6 CucngaJiyiy Npe/Inasznyu MCpKU 1IPH HIXBhPJISIHE

Flsima clCIMaM W3HCKBAINA,

7. HPUTEKATEJ HA PASPEHIEIIMETO 3A YIIOTPEDLA

Bop:yt Mescuiie Lisponia EOO) ]

yi1. ,bopuc Pymciios™ 16

1407 Codusi, bunrapust

8. HOMEP HA PASPEIHIEHHETO 3A YIIOTPEBA

Per.Ne 20230113

9. JIATA HA ITBIPBO PA3PEHIABAHE/MO/JHOBSIBAHE HA PA3PEINEHHUETO 3A
YIHOTPEDBA

Jlata a 1rspso pazpcmasanc: 49.06.2025
10. JIATA LA AKTYAJIUZUPAHE HA TEKCTA

1072025
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