KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
1. UME HA JIEKAPCTBEHMUA ITPOAYKT
Herunzexc 3 mg/ml + 1| mg/ml xanxu 3a o4H, pa3TBOp B ¢AHOA030BA ONAKOBKA

Netildex 3 mg/mi + 1 mg/ml eye drops, solution in single-dose container

2. KAUECTBEH 1 KOJIMYECTBEH ChCTAB

Beexu 1 ml or pastBOopa ChbaBPXKA:

Herunmmmuos cyndar 4,55 mg, cksdBaneHTeH Ha HETHIMHLMH (netilmicin) 3 mg.
TexcaMeTazoHOB AMHATPHEB docdar 1,32 mg, exBUBAIEHTEH HA ACKCAMETA30H
(dexamethasone) 1 mg.

Bceska e1HOA030BA OMAKOBKA ChHABPXKA!
Hetunmummzos cyadar 1,36 mg, ekeuBaneHTeH Ha HETHAMHLKH 0,9 mg
IlexcameTazoHoB auHatpues gocdar 0,4 mg, ekBHBATECHTEH Ha AekcameTasoH 0,3 mg.

[ToMOomEK BEMECTBA ¢ M3BECTHO ACHCTBHE: MOHODA30B HaTpHeB dochar MOHOXUApAT
1,47 mg, nunarpues pocdar gorexaxuapar 10 mg.

3a MbIHUL COUCHK HA MOMOIMHHATE BEIICCTBA BHOKTE TOYKA 6. 1.

— 1
W3NLAHWUTENHA ATEHUWNA 110 RcKAPCTBATS |
KDAMKE XADRKIMEDUOITIUKA HE NPOGYXTNE - [IpuAOKEHue |

3. JEKAPCTBEHA ®OPMA

Kanku 3a ouM, pa3tsop B €AHOA030BA ONAKOBKA.
BucTep, Oc3uBETEH WM O1EA0KBAT PA3TBOP.
pH: 6,7 -17.7.

Ocmonanuret: 0,270 — 0,330 Osmol/kg

.............................................

4. KIMHAYHHU JAHHH

4.1 TepaneBTHYHH NOKAIAHUS

Hetunaekc € nokaiaH 3a JeUSHHE HA BBIMATHTENHH 3a001BAHHA HA MTPEIHNS OUCH CETMEHT,
BIUIIOMHMTETHO MOCTONEPATHBHH ClTyda, MPH ChIIECTBYBama Gaxrepuania HHGCKLMI WK

pHcK oT H6akTepuanHa MHGEKUMA C IYBCTBHTE/IHH HA HETHIIMHIIMH MHKPOOPTaHH3MH.

Koraro ce mpemrmcsa Hetunaekc, TpabBa aa c¢ UMar npeasuj OPULIMATHATE HACOKH 33
npasiIHaTa ynorpeda Ha aHTnOaKTepUaiiHK CPEACTBA.

4.2 lo3upoBKa H HAYHH HA NPHIOKEHHE
O3HPOBKA

Camo 3a 0hTATMOIOTHYHO IMPHIOKCHHE,

Bw3pacmuu (6xniowumenno cmapuecka 6bv3pacm,)

Haxanpaifte | xanka B KOHIOHKTHMBATTHHA CaK YETHUPH ITbTH JHCBHO BEB BCA
HJTH CTIIOPEA MEIALMHCKOTO MPEIHCAHKE.




Koraro ce M3ro/3Ba Ha30JaKPHMATHA OKITy3Hsl WM KJICTIAuUTe CC 3aTBOPAT 3 2 MHHYTH,
cucTeMHaTa abcopOuus ce HamansBa. ToBa MOXE Ja A0BEJE A0 HAMAIABAHE HA CHCTCMHHTC
HEXXEJIAHU PEaKIHH U MOBHUIIABAHE HA JTOKATHATA AKTHBHOCT.

[Teouampuyna nonynrayus

BesonacHocTTa M eukacHocTTa Ha Hetnnaeke npu aena Ha Bb3pact noA 18 roguxu see ome
HE Ca YCTAaHOBEHH.

Jluncear AaHHH.

[IpoaykTsT TpAOBa Aa ce MpHUIara NpH MeIMaTPHYHH MAHEHTH CamMo CIC]| BHUMATCTHA
OLICHKA HA MO0/3aTa MU PUCKA H CTPOT MEAHIIMHCKH KOHTPOJL.

HauyuH Ha NPHIOKECHHC

[Ipeau ynotpeba ce yBepeTe, 4e €AHOA030BaTa ONAKOBKA € HCMOKbTHATA.

1. U3MmuiiTe pBUETE CH M CEAHETE YA00HO.

2. OTBOpETE ATYMHHHMEBOTO CAllEC, ChABPKAIIO €AHOA030BHUTE ONAKOBKH.

3.01aenere eaHa €IHOJ030Ba ONAKOBKA OT JICHTaTa M MOCTaBETe HCOTBOPEHHUTE OMAKOBKH

0OpaTHO B CalIETO HM.

2% '.ff

4. OTBOpETE, KATO 3aBBPTUTE rOpHATA YacT, 6e3 na appnare. He qoxocBanTe BRpXa ClIea
OTBapsHE Ha OMAKOBKATa.

5. Hasegere rnasa Hasan.

6. C npbCT JIEKO H3ABPIIANTE HAZ0TY AOJIHHS KIETaYy Ha 3aCCrHaTo OKO.

7. O6BpHETE €AHOA030BATA ONMAKOBKA 06PATHO M J0OMIDKETE BbpXa M 10 OKOTO, HO Oe3 1a ro
nokocsare. He 10kOCBaMTE OKOTO MM KJI€na4ya ¢ BbpXa Ha ONaKOBKaTa.

8. CTHCHETE €QHOI030BAaTA ONAKOBKA, 3 Aa NOCTABUTE CaMO €/IHA Kanka, CJie] KOETO IyCHETC
NOJIHHMS KJIETay.

9. 3aTBOpPETE OKOTO U MPHUTHCHETE C MPBCT OTKBM HOCA BI'BIMETO HA 3aCErHATOTO OKO.
3aapBKTE 2 MUHYTH.

10. ITosTOpETE C APYrOTO OKO, CIOPEA MEAULIMHCKOTO NMPEANHCAHHE.

11. Cnex ynorpeba U3XBBPJIETE €AHOA030BATA OMNAKOBKA.

HeTunaekc eJHOAO30BH KAaIKH 3a O4M TPSAOBa Ja C€ U3MOJI3BAT BEAHAra Cjaca OTBapsHE.
Cie IPWIOKEHHE €AHOA030BaTa ONAKOBKA M LIAJIOTO HEH3NOI3BAaHO ChAbPXKaHHE TPsOBa Aa
CE U3XBBPIIH.

IIpeonasnu mepxu, koumo mpsbea 0a 6vOam 3emu npeou nPunoXHCceHue unu paboma c
nexapcmeerus npooykm [1pu NoBBPXHOCTHA OYHA HHPEKLMA WIH Bb3NAJICHHEC KATCrOPHIHO
HE C€ MPEnopbUYBA U3IOI3BAHETO HA KOHTAKTHH JICIIH.

[MarmenTuTe TpsOBa Aa ObaaT NOCHBETBAHM, Y€ aKO CE ACHCTBA HEMPABHIIHO C KANIKHTE 32
OYH, T€ MOXKE Ja CE 3aMBPCAT ¢ BAKTEPHH, KOETO MOXKE Aa A0BEAEC A0 OYHH HH(CKLIHH.
CepHO3HO YBpEXKAaHE HA OKOTO M MOCIeABaIa 3aryda Ha 3peHHE MOrar aa 4‘{@%‘331@{1
/A i N
OT 3aMBPCCHH KAIlKH 33 OYH. —~~ .




AKO Ce H3MOI3Ba NOBEYE OT €AHO TOMHKAIHO O(TATMOIOrHYHO JEKAPCTBO, TE3H JIEKAPCTBA
TpsOBa A3 ¢ MPHJIAraT Mmpe3 HaA-Manko aeceT MUHYTH. Masure 3a ouu TpaOBa Aa ce noCTasaT
NOCIEAHH.

HpoIbJDKHTENHOCT HA JIEYCHUETO
Obuaitnara mpoIp/DKHTENHOCT HA JICYCHHETO MOJKE Aa BapHpa oT 3 70 14 auu.

4.3 IIporuBonoKazaHHuNA

CBpBXYYBCTBHTETHOCT KbM AKTHBHUTE BCLICCTBA, KbM aMHHOTJIHKO3HIHH AHTHOMOTHLIM HITH
KBbM HAKOE OT MOMOIMHHTS BEMECTBA, H30pOoeHH B TO4KA 6. 1.

IIpoayxrsT ChABPkKA KOPTHKOCTEPOKAH, 3aTOBA ynoTpebara My € MPOTHBONOKA3aHA IIPH
MALIMCHTH, 3aCErHATH OT:

1) BpTpEOuHA XHTIEPTOHUS,

2) XePIEeTHYEH KEPATHT MK APYTH OYHH HHOESKUMH, NPHYMBEHH OT XEPIEC CHMIIIICKC,
3) BAPYCHM 3a00NABAaHHA HA POrOBHLIATA M HA KOHIOHKTHBATA,

4) re6uuny 3a00IBAHKUS HA OUMTE,

5) muxobaxrepHaHi O9HH HHQPEKILIMH.

4.4 CneuHaaHH npeaynpeskacHHA H NpeanasHe MepKH NPH ynoTpeba

Herunaexc ¢ camo 3a oTanMOIOrHYHO MPHIOKEHHE H HE TpabBa ja ce Mpuiiara nepopanHo,
HHATO A4 C€ BBBEXKJA B MIPEIHATA OYHA KAMEPA.

BrTpeounoro Hasirane tpaOBa a ce HabmaaBa peAOBHO, B CIIy4aH Y€ JICYCHHETO
NPOXb/DKABA NIOBEUE OT 15 AHM.

[Ipoxsmxmrennara ynotpeba MOXe Aa AOBEAE O OYHA XHIIEPTOHHA/TJIAYKOMA C IOCIEABAILO
YBPEXKJAHE HA ONTTHMHUA HEPB U AC(PECKTH B 3pHTETHATA OCTPOTA H 3PHTEJIHHTE MONETA.
[Ipoxsixurennara ynorpefa Ha KOPTHKOCTCPOHAH MOXE Aa ZOBCAE JO:

1) obpasysane Ha 3a1HA OAKANICYIHA KATAPAKTA;

2) 6aBHO 3a3xpaBABAHE HA PaHW,

3) HaMaABaHE HA OTTOBOPA HA MPUCMHUKA H MO TO3M HAYHUH MTOBHUIEH PHCK OT BTOPHYIHK
O4HH HMH(peKuHuU, 0COOEHO OT rEOHYHO HITH BHPYCHO €CTECTBO.

Ilpu akyTHH OYyPYJICHTHH HH(EKIUH HA OKOTO ITPHIOKCHHETO HA KOPTHKOCTEPOHAM MOKE Ja
3aMackupa win 0bocTpu udpexkumaTa. [py 3abongsanisTa, NPUUMHABAINN H3THHABAHE HA
pOroBHIIaTa HIM CKIepara, NpH vroTpeda Ha TONMMKATHE CTEPOHAM ¢ ¢choOInaBa 3a
nepdopaLms.

I[lpu Hakon NaMeHTH MOXKE Aa PL3HHKHE YYBCTBHTE/IHOCT KbM TOMMKATHO ITPHIIOKEHH
AMHHOTIMMKO3HAH. AKO CE NOABH YYBCTBHTEIHOCT, IPEKpaTeTe yHoTpebara.

To3u MPORYKT ChbABPIKA ASKCAMETA30H H TPAOBA Aa €& M3MOJI3BA NMPEANAITHEO NMPH NALHEHTH
C rayxkoMa, kato ynorpebara My Tpsabra ga ce oOMHCIH BHHMATETHO MPH MALHEHTH C
¢haMHIIHA AHAMHE3a 34 TOBA 3aD0NABaHE.

Ouaxea ce¢ ChbIBTCTBAIOTO NeucHHe ¢ MHXMOHTOpH Ha CYP3A | BKMOYHTEHO MPOAYKTH,
ChABPKAITH PUTOHABHP H KOOHIMCTAT, 3 [MOBHHIM PHCKA OT CHCTEMHH HEXEJIAHHA PEaKITHH.
KombuHaipisTa Tpabea ga ce n304rea, OCBEH ako 110/13aTa e HAXBHIIABA PHCKA OT HEXE/IAHH
PCAKIIHH H2 KOPTHKOCTEPOHAMTE 3& CHCTEMHO ITPIIIOKSHHUE, B KOUTO CITyYal NaLMECHTHTE
TpabBa Aa O6baaT HabMIOAABAHH 33 HEXKENAHM PEAKLIMH Ha KOPTHKOCTEPOHIAMTE 33 CHCTEMHO
HPHIOXKEHHE.

To3u mpoxayxr chabpxa pocharr, KOHTO MOKE Ja AOBEAAT 0 ACTIO3UTH B POro
NOMBTHABAHE HAa POrOBHLIATA MPH TOIMKATHO NpUnoxecHue. Toit Tpabpa na
NPEANA3MBO NMPHU NAIUCHTH ¢ KOMIIPOMETHPAHA POrOBHLA H B CITYYaH, KO
NOIy9asa ¢ JHOBPEMEHHO N OPYTH Cbabpxkamu Gocdat ouHM eKapeTBa (




AKO HE c¢ ¢cpOOIABA 3HAUMMO KJIMHMYHO NOAOOPEHNE B PAMKHTE HA HAKOJIKO AHH HIIH aKO
BB3HHUKHE HAKAKBO SBJICHHE HA JPAIHEHE HIH CEHCUOUMHINpaHe, MPEKPATETE JICUCHHETO H
3ANOYHETE MOAXOALIA TCPaITHs,

Hapyinenue Ha 3peHHETO

Hapymenue Ha 3peHHETO MOXE Aa ¢ choOmaBa mpH ynorpeba Ha CHCTEMHO MPHEMAHH U
TOIMMKATHH KOPTHKOCTEPOMAH. AKO JAACH NAITMCHT M3 CHMITTOMH KaTO 3aMBIJICHO 3PEHHE
HIH APYTH 3PUTEIHN HApYIICHHUA, TPAOBA 42 C& MOMHCIIH 33 HACOMBAHETO MY KbM
odrTanMonor 3a OLEHKA HA Bh3MOXHHTE NPUIHHH, KOHTO MOXE Ja BKIIOYBAT KATAPaKTa,
I'IAyKOMa MIIH PEAKH 3a009BaHHA KATO LEHTPAIHA Cepo3Ha xopHopeTHHONaua (LICXP),
KOHTO €& ChOOINABAT CeJ CHCTEMHO MPHEMAaHH H TOIMHMKAIHH KOPTHKOCTEPOH,IH

Ileouampuuna nonyrayus
Hernnaexc e ce npenopsuba 3a ynotpeda nmpu Aena H 1oHomHu (Bxk. Touxa 4.2).

4.5 BzaumoaelicTBue ¢ APpYrH JeKApCTBEHH NPOAYKTH M APYTH QOPMH HA
BIAHMOAEHACTBHE

He ca npoBexganu nmpoyusaHus 3a 3auMoacicTeuaTa ¢ Hermnaekc.
Hudopmaiia 3a BCAKA OT ChbCTABKHUTE € JaACHA O-A0MY:

Hemuamuyun:

He ce cpo0masar 3Ha4MHMMH NCKAPCTBEHH B3aUMOJACHCTBHA NPH ynoTpedara HA HETWIMHLMH
KaIK# 32 O9H, Pa3TBOP.

CbIbTCTBAMIOTO MPHIIOKEHHE HA APYTH NOTCHUHATHO HE(PPOTOKCHYHH H OTOTOKCHYHM
aHTHOHOTHIIH (JOPH TONMMKATHO, 0COOEHO aKO € HHTPAaKABHTAPHO) MOXKE Ja ITOBHIOH PHCKA OT
TE3H edeKTH.

Crobmasa c¢ MOTCHILMAIHO NOBHIICHHUE HA HEPPOTOKCHYHOCTTA HA HIKOH aMHHOTTHKO3H !
CIICA CHITBTCTBAINO HIIH IOCNEABAIMIO MPUIIOKEHHE HA APYTH MOTCHIHATHO HE(POTOKCHIRH
BCILICCTBA, KATO LUCILIATHH, MOJIUMHKCHH B, KOMMCTHH, BHOMHMIIMH, CTPENTTOMHIIHMH,
BAHKOMMIMH, JPYr¥ AaMMHOTMKO3MIH K HAkoH uedanocnopunn (uedanopuami) Hin MOLIHE
JUYPETHLIH KATO €TaKPHHOBA KHCE/IMHA H Pypo3emug nopanH edexrure pppxy oubpenmre.
Tpaba na ce u30ATBa CHITETCTBAMO HJIH MOCACABALNO MPHJICKESHHE HA TE3H ICKAPCTBA C
HETHIIMHLMH,

In vitro xoMOHHALHATA OT AMHUHOITIMKO3H ¢ OeTa-1aKTaMeH AHTHOMOTHK (ICHHINIHHE KN
UeATOCIOPHHE) MOXKE A3 AOBEAE A0 IHAYMTEIHA B3AMMHA HHAKTHBALIHAL.

Crobmasa ce 32 HaManeHue Ha MOIYKHBOTA HIH ILIA3MEHHUTE HMBA HA AMMHOTIMKO3HAA ITPH
nanHeHTd ¢ OpOpeuHa HeJOCTATHLYHOCT M MPH HAKOH NAUHSHTH ¢ HOpMATHA 6p0pedHa
GyHKUMA, AOPH KOTaTO AMMHOTTHKO3UACH aHTHOHOTHK M MOAOOESH MEHULHIMH Ca IIPUIOKCHH
1O ABA PA3/IMYHM ITHTH.

Hexcamemason:

HMa no-ronsMa BepOATHOCT PHCKHT OT NOBHIICHO BLTPEOMHO HANAraHe, ACOLMHPAH ¢
MPOAbJ/DKHTEIHA KOPTHKOCTEPOHAHA TEpPAIk, 4a Bb3HUKHE IPH CBITBTCTBAINA YyNoTpeda Ha
AHTHXOJMHEPrULIH, OCOOCRO aTPONHH H CPOAHH ChEAMHCHHS, ITPU MALMEHTH,
NpeApa3noI0KEHH KM OCTPOBIBJIHO 3aTBapsHE.

HMixuburoprre Ha CYP3A4 (BKTIOUMTETHO PHTOHABHP M KOGHIIHCTAT) MOXKE A2 HOHHKAT
KIMPBHCA Ha ACKCAMETA30H, KOSTO Ja AOBCAC A0 NOBHINCHH ¢(PEKTH H aJPCHANHA
cynpecust/cunapoM Ha Kymuar (Cushing). KomOuHaugaTa Tpsa6Ba 1a ce u3baresa, 0CBEH ako
I1013aTa HE HAABHUIIABA PHCKA OT HEXEIIAHH PEAKLMH HA KOPTHKOCTEPOMIHTE 32 CHCTEMHO
PHJIOXKCHHE, B KOHTO CITy4aH NALMEHTHTE TPAOBa 12 Ob4aT HADMIOKABAHM 34 HEKEIAMM
PCAKLHK HA KOPTHKOCTEPOHAHTE 32 CHCTEMHO IPHIOKEHHE. ~\genlidi !?5; o
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4.6 Qepruaurer, OpeMeHHOCT H KhpMEHe

bpemennocm

JIunicBaT HAMMYHN KIMHUYHH JAHHE yrioTpeGata Ha Hetunaeke npu OpeMeHHH KEeHH.
TTpoyusauusTa MPH XHBOTHH IIOKA3BAT TEPATOr¢HHA AKTHBHOCT HA AEKCAMETA30H.

3a npeanoauTaHe € Aa ce u3barsa ynotpebara na Herunaeke no speme Ha OpeMEHHOCT.

Kvpmene

HUMa senocrarputa HHOOPMALIHA 332 CKCKPELIHATA HA ACKCAMETA30H, HETHIIMHULIHH HITH
TEXHHUTE METADOIHTH B KBPMATA ClIEJ OTHO MPUTIOXKCHHUE.

He moxe aa ce H3KII0YH PHCK 33 HOBOPOJCHHTE/KbPMAYETATA.

Herunaexc He TpaOpa ga ce mpuiara B IEPHOAA Ha KbPMEHE.

Depmurumem
Hama Hamanay aasnd 3a edexra Ha Hetunaexke sppxy GEpTHIHTETA PH XOpA.

4.7 EdexTn Bopxy criocofHOCTTS 32 miodpHpane U pabora ¢ MAIUHHH

Hetwizexc nopnyaBa B yMEPEHA CTENEH Cr10cobHOCTTA 3a modupane K paboTa ¢ MALTHHM.
[ToCTABAHETO HA KANKMTE 33 OYH MOXE 42 MPUYHHM IPEXOAHO 3aMbIJIABAHC HA 3PCHHCTO.
JIOKaTo TO MPEMHHE, MALMEHTUTE HE TPAOBa 1a modupar wid Aa paboTaT ¢ MAIIMHH,

4.8 Hesxenan jiIeKapCTBEHH PeaKIHH

CrobeHuTE HEXKENaHH PEAKITHHE €4 MPEACTABEHH CIIOPE CHCTEMO-0PraHHATa KnacH(puKarps
o MedDRA. Jluncear aocTtarbuHO AJaHHY, 33 A3 CE€ ONMPEACH YECTOTATA HA HHAMBHIY ATHHTC
H30pOcHH peakua (C HEM3BECTHA HYECTOTA).

Hapywenus na owume
-  MOBHIIEHO BbTPEOYHO Hamarane (cnea 15-20 JHH TOMHKATHO MPHIOKCHUE [IPH
NOJATIHBH HTH IIAYKOMATO3ZHH NMAIMECHTH);
- oOpasyBaHe Ha 33JHA MOAKAINCY/THA KaTapaKTa,
- 3aMBIJICHO 3PCHME,
-  BB3HHAKBAHE WIH BIomasaxe Ha Herpes simplex unu rebuyany vadexumy,
- 3abaBeHO 3a3ApaBABAHE.

Hapviuenus na umynnama cucmema
- CBPBXYYBCTBHMTC/JHOCT H2 OKOTO: KOHIOHKTHBATHA XMIIEPEMHS, MApEHE, CHPOCK.

Hapyuwienus na enOokpunnama cucmema
- cunapom Ha Kymusr (Cushing);
- aJpeHATHa cynpecus (8X. Touka 4.4).

[Tpx HAXOM NALMEHTH ChC 3HAYKTEIHO YBPEAESHH POrOBHLH ce ChOOImMaBar MHOTO PEAKH

CyYaH Ha KammUKalMg Ha POrOBHILIATA BHB BPb3Ka ¢ ynoTpebara Ha cpappxamu docdar
KAITKH 33 O9H.

Cho0aBane HA MOAOIHPAHH HEREJIAHH PEAKIHH
Cro0maBaHeTo Ha MOZO3HPAHH HEXENAHH PeakiuH clle pa3pelIaBaHe 3a ynoTpeba Ha
NEKApCTBEHHS MPOAYKT € BaxHO. 10Ba NO3BO/ABA A2 NMPOABDKH HAOMIOACHHETO HA

ChOTHOILIEHKETO MMOJ3a/PHCK 3a JICKAPCTBEHUA MPOAYKT. OT MCAHIMHCKHKTE CIIE

www.bda.bg.

4.9 IIpepo3zupane



Huxora He ¢a ¢hobmasaHM clrydad Ha IPCAO3HPAHE.

5 ®DAPMAKOJOI'MYHH CBOUCTBA
5.1 @®apmaxoaHHAMHYHHE CBOHCTBA

dapmaxorepanesTudHa rpyna; [poTHBOBB3NAINTENHH H AaHTHMHPEKIHOIHA CPEACTBA B
KOMOHHALMA, KOPTHKOCTEPOHAH B AHTUMH(CKITHOIHY CPEACTBA B KOMOHHALIMS, ATC xox:
SO01C A0l

Hetunaexc cbabpka ABE AKTHBHM BEINECTBA. ACKCAMETA30H M HCTHIIMULIMH,

llexcamemason:

e MexaHu3pM HAa ACHCTBHE

JlexcaMeTa3oH MpeACTABIABA KOPTHKOCTEPOH Cb¢ 3aDCNECKHTENHA NPOTHBOBB3NAHMTCTHA
Mo, 25 IThTH NO-BHCOKA OT XHAPOKOPTH30HA. KaKTO BCHYKH KOPTHKOCTEPOHIH, TOH JCHCTBA
rIABHO KaTO HHXMOHpa 0cB0oDOXKAABAHETO HA APAXHUAOHOBA KHCEIMHA, KOATO € NPEKypCOPBT
Ha Hal-3HAYMMUTE MCAHATOPH HA BBAIATCHHE, T.€. MPOCTArIaHAWHH H ICBKOTPHCHH.
EdukacHOCTTa HA JEKCAMETA30H 32 JIEUCHHE Ha BhH3MNATHTCTHH 3a00IIBaHUA HA OKOTO €
no0bpe ycraHOBEHA.

o dapmaxkoguHaAMIYHHU €DEKTH

KopTHKOCTEpOHANTE NOCTHTAT CBOMTE IPOTHBOBB3NAIHTETHH ¢(EKTH Ipe3 Cynpecus Ha
aAXE3MOHHH MOJIEKYIH HA BaCKYJIApHH €HAOTEITHH KICTKH H €KCITPCCHA HA HHTOKHHH. Tosa
KyJIMHHHPA B MOHMKEHA EKCIIPECHA HA MPOBB3NATHTEIHH MCIMATOPH H CYNIPCCHA HA
aaXC3UATA HA OUPKYIMpAIOH JEBKOLMTH KbM BACKyJIapHHUA €HAOTEN, KaTo N0 TOIN HAHH CC
MPEAOTBPATABA TAXHATA MHIPALIMA BbB BB3NANCHATC OUHH THKAHM.

JlexcaMeTa30H MMA H3PA3CHO MPOTHBOBB3NAIHTEIHO JCHCTBHE C NOHKIKCHA
MHHEPATOKOPTHKOK/IHA AKTHBHOCT B CPABHEHHE C HAKOH APYTH CTEPOHIH H € €HO OT HaH-
MOIIHHTE NPOTHBOBB3NAIHUTEIHE CPCACTBA.

Hemwunmuyun:

* MEXaHH3bM Ha ACHCTBHE

HeTwIMHIMH € MOIGEH, ITHPOKOCTIEKTbPER, OBp30eHcTRaL] OaKTePpHIHACH
aMpHONMKOMACH anTubuoTHK. Toit 0Ka3Ba OCHOBHHS CH €(eKT BrpXy DaKTepHanHHTe
KIETKHM, KaT0 HHXUOHpa arperaliaTa ¥ CHHTE3a Ha IOMHNEeTHAN BhpXy prbosoMHaTa
nogeauunna 30S. HeTunmumys B Tash koMOHHALMA NPEAOCTaBS aHTHOAKTEpUAITHA 3aIIMTA
Cpelly YyBCTBHTCIIHH OaKTEpHH.

o  (PapmaxkoIHHAMUYIHH ePEeKTH

B Ta6numa | ca xaaeHy rpaHMHMHUTE CTOMHOCTH HA MMHHMANTHATA MHXHOUTOPHA
xouuenTpamua (Minimum Inhibitory Concentration, MIC), pasaensiy 9yBCTBHTCTHUTC
MHKPOOPraHH3MH OT T€3U ¢ MEHAMHHA TYBCTBHTEIHOCT M MHKPOOPTAHH3MHTE ¢ MEXKAHHHA
yBCTBUTEHOCT OT PE3UCTEHTHUTE MUKPOOPTAHH3MK, Bb3 ocHoBa Ha aannu oT EUCAST.

PasnpocTpaHeHHETO Ha PE3HCTEHTHOCTTa MOXKE A3 BapHPa B 3aBHCHMOCT OT reorpag)ckoTo
MECTOHAXOMCICHHUE H BPEMETO 32 H30paHu BUIOBE M € XKEIATeIHO A3 uMa HHGopMaLIHI Ha
MSICTO 32 PE3HCTEHTHOCTTA, 0COOEHO KOraTo ce IeKyBaT Texxu HHbexuuu. Ilpu
HeobxoauMocT TpaOBa Aa ce NOTHPCH CHBET HA CMNECLHATMCT, KOraTro MECTHOTQ,
pa3NpOCTpaHEeHHe HA PE3HCTEHTHOCTTA € TAKOBA, |E MOCTaBs NOA BIPOC I
CPEACTBOTO Hal-MAJIKO IPH HAKOW BHAoBe nHpexmu. Cneanara nHdop
npuOIH3NTEIHA HACOKA 33 BEPOATHOCTHTE HaxTepunTe Aa ObAaT 4yBCTB
HETHIMMITMH B HeTunaexc.
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NedHHMIMUTE Ha TPAHHYHUTE CTOHHOCTH, KIacHpULMpaNmH H30JIATHTE KATO TyBCTBHTC/THA
WM PE3UCTEHTHH, €A MOJIE3HM 34 MPOrHOIWPAHE HA KIHMHUYHATA e(PHKACHOCT HA
AHTHOMOTHIINTE, KOMTO 1€ c€ mpuarar cuctemHo, Koraro o6age aHTuOHOTHKET C¢ npHiara
IOKATHO B MHOTO BHCOKH KOHICGHTPAILMH JMPEKTHO HA MACTOTO HA HHPCKUHATA,
AcGHHHLIHKTE HAa IPAHHYHHUTE CTOHHOCTH MOXE Jia HE A MPHIOKHMH. [NoseweTo U30NaTH,
KOMTO Ouxa 6umu KnacuULPaHy KATO PE3UCTEHTHH N0 CHCTEMHH IPAHHYHH CTOHHOCTH, C&
JIEKYBAT YCTCITHO C JOKATHO MPHIOKCHHE.

B HsaxOH €BPOMEHCKH CTPAHH YECTOTaTa Ha 00IATa Pe3HCTEHTHOCT KbM AMHHOTIHKO3WAH
mMoxe 1a aoctura 10 50% ot BcHuku cTapHIOKOKH.

Ta6auna 1. CBLP3aHH ¢ BHAA KIUMHHYHA rpaHHYHH cToiiHocT Ha MIC (EUCAST 2012)

Mmcpoo—[;raunabu KauKEHYHH rPAHHMHE CTOHHOCTH
na MIC (mg/i)
! B _ _ . 1S(<) _R() | ECOFFK
Enterobacteriaceae _ _ _ 2 14 12 _
| Pseudomonas . B _ _ 14 (4 4
r_z_i_gg:_etobac_@f _ _ . 3 4 |4 |INR .
Staphylococcus _ i _ ) 1l [ 1 1 _
r&:phyloco_gcus, KOAryna3a OTPHUATEIHH 11 1 [NR ]
Enterococcus ___ L _ | IE I IE NR
Streptococcus A, B, Cu G . . | NR NR NR _ ]
Streptococcus pneumoniae _ _ ~|NR ___[NR NR B
Viridans Streptococci _ _ . NR | NR NR
Haemophilus influenzae ___ _ IE IIE j_ NR
Moraxella catarrhalis _ . . _ [E IE NR
Neisseria gonorrhea _ _ NR NR NR _
Neisseria meningitidis _ . ~INR _[INR_|NR _
&fﬁﬂg}r;onomnﬂu anaepobu 6e3 Clostridium NR NR NR
['pamM-OTpHUATETHH aHAEPOOH _ _ _}_*_JR :NR NR ]
| I'pasudEE CTOAHOCTH, HECBBP3AHH C BUAA 12 4 TNR ]
Benexxa: S = (Sensitive) Uyscreurennu. R = (Resistant) PesucteHTHN.
| ECOFF = (epidemiological cut-off) O6ma emiaemuonorsHa rpaHHa CTORHOCT 32
HabmoacHue Ha pesucreHTHOCTTA. IE = (insufficient evidence) JIunceaT ZoCTaThYHO JAHHH,
ye BBITPOCHHUAT BHJ € Ro6Bp TapreT 3a Tepamms ¢ Tosa nekapcrso. NR = (Not Reported) He
| ce cbobmasa. _ _ _ . _ . . ]

In vitro npoy4BaHHATA TOKA3BAT, Y€ HETHIMHLHMH ¢ AKTHBEH Cpelly NOBEYCTO MAMOBC Ha
4eCTO CPEIAHM OYHH TIATOTCHH M 4ECTO cpeinanu GakTepuu ot koxHara ¢uopa. B Tabmuna 2
e JANCH CIIMCHK HA HMBATA HA YYBCTBUTEIHOCT KbM HETHIMMIIMH 32 060 767 OakTrepHaiHu
M30N3TH OT KIHHIYHH OUHH 1TpobH, B3eTH BbB ®panims (FR), Fepmanns (DE), Wramaa (IT),
ITomma (PL), Cnosamxara permy6muka (SK), Ucnanus (ES) 1 Q0eapHeHOTO KpancTeo (UK),
MoKa3Bany 0GIOTO HUBO HA TyBCTBHTEHOCT Ha 00n4aiiHaTa ogHa Haopa KeM aHTHOHOTHKA.

Tabauua 2. In vitro pavinu 3a 00HuaHHATA YYBCTBHTEIHOCT KBM HEeTHIAMHIUHH OT
HaonatH or EC

- o ) ‘Memannna | | MICS | MIC9

YyscTBHTENEH | YyBCcTBHTENHO | PesncTenTen | 0 0
CT
 Muxpooprasissm | [n} {%l] [n] [%6]
S.aureus 252 100 0 0

' S.aureus (CoagT,llasc 302 96,5 10 3,2 -
negative)

—— - - —




S-.-epfc:-fermicﬁs

S. pneumoniae

H. influenzae
Bkabihad st

Ps. Aeruginosa

Hpyra undopmanns:
KprcTocaHara pe3suCTEHTHOCT MEXKIY aMHHOTTMKOSHIH (Hamp. reHTaMULKH, TOOPAMMIIHH H

HETHJIMALMH) CE ABJDKH HA CNELUPHIHOCTTA HA CH3HMHHMTC Mo aupHKAIHH,
aneHnTpanchepasza (ANT) v aneturrpaHcdepasza (ACC). Kpberocanara pe3HCTCHTHOCT
obaue BapUpa MEXTy AMUHOTTHKOSHIHUTE AHTHOHOTHLIM NOPAIH PAsTHIHATA crierMpHIHOCT
Ha oTaeHuTe Mozudmpamu eH3umi. Hali-uecTo CpemMAHUAT MCXAHHIbM Ha npuaobura
PE3HCTEHTHOCT KbM aMHHOTIMKO3H/H € HHAKTHBAIRL] Ha aHTHOHOTHKA 1Upe3 IUIA3MHA- H

TPAHCIO30H-KOAUPAHH MOAHGHIMPAIIM CHIHMH.

5.2 ®apMAKOKHHETHUHH CBOACTBA

llexcamema3son:

» AGcopOrms:

EKCAMETA30H JOCTHIa BPbTPEOYHH TCPANEBTHYHH KOHUICHTPAUMH CICA HAKAIIBAHC B
KOHIOHKTMBAIHMS cak. MaKCHMAIHHTE KOHLIEHTPAIMH B POTOBHIIATA ¥ BOAHHCTATA TOHHOCT
ce MOCTHTAT B paMKHTE Ha 1-2 gaca. IlnasMeHHAT NOTYKHBOT HAa ICKCAMCTAIOH €
npuOmM3uTEHO 3 Jaca.

« PaznpeaeiicHUE:

CHCTEMHATA EKCIO3HIHA € HHCKA CE TOMMKAIHO OYHO MpHIOXKeHHMe Ha HeTHnaekc.
MyuKOBKTE [LIA3MEHH HHBA HA ACKCAMETA30H CIE] NOCISAHATa TOMHKAIHA 1032 BapHpaT OT
220 no 888 pg/ml (cpeano 555 + 217 pg/ml) ciaea MpUIOKEHHE HA €HA Karlka HeTHIAEKC BBB
BCAKO OKO YETHUPM ITbTH JHEBHO 33 JBA [I0CICAOBATCTHH JHH.

« MeTabonmnasMm:

Cren HPHIOKEHHUE JEKCAMETASOHOBHAT HATPHEB docdar ¢ MOANOKEH HA XUAPOJH3HA
peaKius, KATATHIHPaHA OT CH3UMHTC B CTb3HUA ¢¥IM B pOroBHIATa, H OTIACTH CE
KOHBEPTHDPA B MACTHOPA3TBOPHM JEKCAMETA30HOB AJIKOXO!I.

» Exckpenus:
JlexcaMeTAa30H CE ETMMMHUPA NPEAHMHO KATO METADOIHTH.

Hemuamuyun:

» AOcopObums:
Kaxro npH BCHYKH aMHHOTJIHKO3HIH, HCTHIMHLIMH HE € ocobeno THIIOPHICH, 38TOBA CICH
TOMMKATHO MPHJIOKEHHE MPOHUKBA C1abo B MPEAHATA OYHA KaMepa.

» PaznpeiencHue:

[poyusanusTa IPX XOPa IIOKA3BAT, Y€ CIEA €AHOKPATHO TOIHMKATHO MPUIIOKEHHC
KOHLICHTPALMATA HA HETH/IMHIMH B ChJI3HTE OOHKHOBEHO € 256 pg/ml caea 5 min, 182 pg/ml
cren 10 min, 94 wml cnex 20 min u 27 p/ml cnea 1 h.

* MeTabonu3eM:
HeTHIMMLIMH HE ¢¢ METADOMH3HPA CIE] TOMMKAIHO OYHO ITPHJICKCHHC.

« EKCKpeLHA:
KaxTo np APYTrH AMUHOTTHKO3HAHK AHTHOHOTHLIH, HETHIIMHIIMH CE €
HEITPOMEHEH upe3 OrOpenHTe.

T
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HexmuumuHuTe ZaHHK 33 6€30MaCHOCT ¢a MOAYYEHH [VIABHO OT MyOnHKyBana HHGOpMalKa.

Ilexcamema3son

[MoxazaHo €, 4e ASKCAMETA30H Ce NOoHAcA A06pe OT 1abOPaTOPHH HHUBOTHH (3aHIM H ILTHXOBE)
CNIC OKAJIHO ITPHNOKEHHE B NMPOIbIKCHHE HA MAKCHMYM LIECT MECELIA.

CuMOTOMHTE HA TOKCHYHOCT Ha ASKCAMETA30H, YCTAHOBCHH IIPH Pa3IMYHH BHAOBE XXHBOTHH
CJIEA EPOPATHO TIPUIIONKEHUS, Ca CBBP3AHH ¢ €PEKTHTE HA AAPCHOKOPTHKOCTEPOHAUTE H
BKIIOYBAT H3MEHEHHE Ha OCTa HAnObOpeum-xunodun3a 1 I€Ka aHeMud.,

[Mpr3Haim HA TOKCHYHOCT €A OTKPHTH B CTOMAxa, YepHHs Apod, HaadnOpeuHuTe Xiesy
xunopusara, Genure apoboBe U cne3kaTa Ha N1abOPaTOPHHM KHUBOTHH.

B npoyuBaEMATa, U3BBPIICHH CIEA TOKANHO IIPHIICKEHHE, MOBEYETO OT T€3H ChCTOAHNA
OTCBHCTBAT HJIH €A PEAKH.

B noceralmHUTEe HAXOAKH HAMA HHKAKBH JAHHH 33 KTHHHYHO 3HAYHMMH I'¢HOTOKCHYHH
CBOHCTBA HA INIOKOKOPTHKOHAHTE.

B exCHEepUMEHTHTE IPH XKKUBOTHH € MOKA3aHO, Y€ KOPTHKOCTEPOHAMTE BOJAT A0 deTanHu
pe3opOLHH U pasuenpaHe HA HeOLeTo. [Tpu 3aliiM KOPTHKOCTEPOHAMTE AOBEXKAAT A0 (PETATHH
pe30pOLHN ¥ MHOKECTBO AHOMAIHM, BKIIIOYHTETHO Ha IIaBara, YIIHTE, KpAHHUIHTE H
nebnero. OcBeH TOBa ¢e ¢hoOmaBa HHXHOMpaHe Ha BLTPEYTPOOHHA PacTeX H MPOMECHH BEB
bYHKIHOHATHOTO Pa3BMTHE HA LIEHTPATHATA HEPBHA CUCTEMA.

Hemuamuyun

H3pecTHO €, 4e aMHHOTTHKO3HIUTE KATO KJIAC AHTHOHOTHLIM NPUYHHABAT 3HAYHTETHH
HePOTOKCHYHM H OTOTOKCHYHM EKTH, HAKOH OT KOMTO Morar Aa bpaar neobparumu.
[TpoyusaHKATA 32 PEPTHIMTET, TEPATOrEHHOCT H NOCTHATAIHHTE MMPOYYBAHHA HA
HCTH/IMHLHMH ITPH IUTEXOBE H 3aHIIM HE AaBaT 3HAYHMH JOKA3ATC/ICTBA 338 TOKCHYHOCT HA
HETUIMHLHH, OCODEHO ¢ies OMHO npuaocxkeHue. B eaHO Mpoy4YBaHe Ha OUHATA MOHOCHMOCT
NPH 341K He ce HaDMIoaaBar JIe3WH Ha HHBOTO Ha KOHIOHKTHBATA H POrOBHIATa HIIH Ha
OMHHMTE XbHA, KATO OMHUTE Pe(ICKCH HE €A 3aCCTHATH.

Puxcupana kombunayus

IMoaobuu pesynrary, kato 0606INEHUTE NO-rOpe, 32 BCAKA AKTHBHA ChCTaBKA, CA
KOHCTATHPAaHH B nMpoyqBaHus ¢ GUKCHpaHaTa komMOuHauma, MPOBEACHH NPH 3aHIIHK. C
duxcupanara xOMOHHALHA.

Ouenka HA pHCKA 32 OKOJIHATA Cpeaa

H3uncnennero Ha IporHo3HATA KOHIIEHTpaLus B okoHata cpeda (Predicted Environmental
Concentration, PEC) noBnpxHOCTHA BOA2 H 32 AEKCAMETA30H, H 34 HETHJIMHITHH C€ OCHOBABA
Ha MAKCHMATHA 034 3a XOpa OT OCEM KAIKH OT JICKAPCTBEHUS MPOAYKT B 24-9aCOB IIEPHOA.
Bcaka xanxa cpabpxka 0,05 mg aexcamerazos u 0,15 mg HetHnmuups. M3ancnenure
croitHocTH 3a PEC nogwpxnocmua 6ooq, MpoOU3THUAIIM OT IPHUIOKECHHETO HA KATTKHUTE 33 OYH,
33 JEKCAaMeTAa30H H HeTUIMMITEH ¢hoTBeTHO ca 0,002 ug/l u 0,006 pug/l. Tean croiiHoCTH Ca
no-HHUCKH OT 5%-Hara rpaHHLa 3a aciicteud (0,01 ug/l) u cacaoBaTeIHO HAMA BEPOSTHOCT
KOJHYECTBOTO JEKCAMETa30H M HETH/IMHLIMH, ITyCHATO B HOpMalnHa ynorpeba, aa
IIPCACTABIIABA PHUCK 32 BOJHATA Cpeaa.

6. PAPMAILIEBTUYHH JAHHH

6.1 CoucbKk Ha NOMOLHKTE BellecTRa

HATPHEB LXTPAT,
mMor06a30B HatpueB dochar MOHOXHIPAT;

AUHATpUEB PochaT aoacxkaxuapar,
IMPEYHMCTCHA BOAA.

6.2 HecbBMecTHMOCTH




Henpuinoxumo.

6.3 Cpok Ha rognocr

2 TOAHHH.
[IpoAyKTHT HE CHABPXKA KOHCCPBAHTH.
Cpox Ha rOJHOCT CleA ITbPBOHA4AHO OTBapsaHe: Cnex NPHIOKCHHE €MHOA030BATa OMAKOBKA

TpabBa a ce H3XBBPIH, JOPH H JA € M3IOI3BaHA CAMO JaCTHHHO.
6.4 Cneunajany yCI0BHSA HA ChbXPaAHEHUE

Jia ce cexpanasa nox 30°C.

ChpXpaHABaiTE €AHOAOIOBHMTE OMIAKOBKM B CAIIETO, 32 Ja CC MPEANA3AT OT CBET/IMHA H BlIara.
3a ycnoBHATA Ha ChXpaHEHHE CJICH ITbPBOHAYAIHO OTBAPAHE HA JICKAPCTBCHMS IPOAYKT BIDKTC
TOuKa 6.3.

6.5 Bua u chaAbpXAHHE HA ONAKOBKATA

Easonozosu onaxosku 0,3 ml or nometuncH ¢ Hucka mrpTHOCT (LDPE), onakosanu B
aTyMHHHEBO €aIne, ChABPIKALNO 5 SAHOAO30BH OMAKOBKH.

Omnaxosku o7 15 mm 20 eqHOA030BH ONAKOBKH.

He BcH4KH BHAOBE OMAKOBKHM MOTaT Aa ObAAT IyCHATH HA Ia3apa.

6.6 Cnennannp npeana3HE MEPKH NPH HIXBBLPJsHE H paboTa

Heuanon3sasuaT 1eKapCTBEH NMPOAYKT KM OTHANbIHHTE MATEPHAIIH OT HEro Tpabsa aa ce
H3XBBPIAT B CbOTBETCTBHE C MECTHHTE H3HCKBAHHAL

7. MIPUTEXATEJ HA PAJPEHIEHUETO 3A YIIOTPEDBA

SIFI Sp A.

Via Ercole Patt1 36

95025 Aci Sant'Antonio (CT)

HUramis

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEDBA

Perucrparmonen Ne:20210339

9, TATA HA ITHPBO PASPEIIABAHE/TIOJHOBABAHE HA PA3ZPELIIEHHUETO 3A
YIIOTPEBA

Hata Ha mepBo paspemanane: 30/11/2021
Nlata Ha oCneAHO NOAHOBABAHE .

10. TATA HA AKTYAJTUIUPAHE HA TEKCTA

01/2023

[MoapobHa urtopMalHs 3a TO3U TEKAPCTBEH MPOAYKT € NMPEAOCTABCHA
M3ITHJIHUTE/THA ATEHIMA ITO JIEKAPCTBATA (https://www.
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