KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
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Hetunaeke 3 mg/ml + 1 mg/ml kanku 3a 04m, pazTeop|’'@amka Xapaxmepucimuia Ha Npogyrms - Mpusoxenue 1 1
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Netildex 3 mg/ml + 1 mg/ml eye drops, solution e "
aspelweHue
27 Z0-11-
 BG/MA/MP - ;L’ i S S TS, M .....
2. KAYECTBEH U KO/IMYECTBEH CBbCTAB COHUE N ..o rrenes

Beeku 1 ml ot pastBopa ceabpika:

HeTuaMuimuos cyndar 4,55 mg, eKBUBAJICHTEH Ha HETWIMHULIMH (netilmicin) 3 mg.
JlekcamerazonoB auHatpueB pocdar 1,32 mg, eKBUBANIEHTEH HA JICKCAMETA30H
(dexamethasone) 1 mg.

[TomomHu BemecTsa ¢ u3BeCTHO AercTBue: bensankonues xnopua 0,05 mg, monoba3os
HatpueB pochar monoxuapar 1,47 mg, nuuarpues ¢ocdar noaekaxuapar 10 mg.

3a IMBJIHUS CITUCHK HA MOMOIIHUTE BEIIECTBA BMKTE TOYKa 6. 1.

3. JEKAPCTBEHA ®OPMA
Kariku 3a oum, pasTsop.
buctep, Oe3useTeH WM O1e10KBIAT Pa3TBOP.

pH: 6,7 -7,7.
Ocmonamurer: 0,270 — 0,330 Osmol/kg

4. K IMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

HerunnexkcHerunaekce e nokasaH 3a ne4eHUe HAa Bb3MATUTEIHHM 3a00JI1BaHUA HA TTPEHUA
OYE€H CEIMEHT, BKJIIOUMTETHO MOCTONEPATUBHHU CITY4YaH, MPH ChIECTBYBAIA OaKkTepHUaHa
MH(EKLMA WK PUCK OT DakTepranHa HHPEKHA C YYBCTBUTEIHM HA HETHJIMHMLIMH

MHUKPOOPraHU3MH.

Koraro ce npeanmucsa Hetunnekc, TpsadBa na ce umar nipeaBu O()MIMAITHUTE HACOKH 34
npasBuiiHaTa ynorpeda Ha aHTHOAKTEPHATHHA CPENCTBA.

4.2 Jlo3MpoOBKA H HAYMUH HA NMPWIOKEHHE

Jlo3upoBKa:

Camo 3a o) TaANMOIOrHYHO TTPUIIOIKEHHE.

Buwspacmuu (6Knoyumenno cmapuecka ev3pacm)

HaxanBaure |1 karka B KOHIOHKTHBAJIHHMA CaK YETHPH ITbTH JHEBHO, BbB BCAKO 3aCErHATO OKO
WJIK CTIOpPEl MEAMLIMHCKOTO MPEAITMCAHME.

Koraro ce u3nonssa Ha30JJaKpUMalTHA OKJTY3HA MITH KJIETAYMTe Ce 3aTBOPAT 34 2
cuctemHara abcopOumsa ce HamanaBa. ToBa Moxke 11a I0BE/IE /10 HAMAIABAHE HA

HCKCJIAHH PCAKIIMH H NOBHIIABAHE HA JIOKAJIHATA AKTHBHOCT.

[Teouampuuna nonyrayusi



be3zonacHocTTa M edukacHocTTa Ha Hetunaeke Herunaekcripu aeua Ha Bb3pact noj
18 roaMHU BCE OLIIE HE ¢a YCTAHOBEHH.
Jluricear naHHwM.

[TpoaykTsbT TpAOBA na ce rnpuiiara rpyu NeAMaTpHUYHHU NMALMEHTH CaMo CJIe] BHUMATETHA
OLIEHKA HAa I10J13aTa U PUCKA M CTPOT MEIULIMHCKH KOHTPOJL.

HauuH Ha npuIOKEeHUE

[Ipenu ynorpebda ce ysepere, ye OyTunkara € HENOKbTHATA.

1. U3muiiTe ppuETE CH M CEAHETE YI00HO.

2. HarucHeTe Hano1y CbC 3aBbpPTAHE Karnaukara, 3a Ja npoouere Bbpxa Ha OyTHiIKaTa.
OTBHiMTE Kanaykara.
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3. Hasenere riiaBa Hasag,

4. C npbCT JIEKO M3ABPIANTE HAZ0JTY NOJTHUA KIIENay Ha 3aCerHaTroTo OKo.

5. O0bpHeTe OyTHiIKara 00paTHO M J100IMIKETE BBPXA M 10 OKOTO, HO 0€3 1a ro JOKOCBare.
He nokocBaiTe OKOTO MIIHM Kiieraya ¢ BbpXa Ha KarkoMepa.

6. CtucHeTe eko OyTUiKaTa, 3a a MOCTaBUTE CaMO €/1HA Karlka, Clie/l KOETO IyCHETe JOTHHS
KJIeray.
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7. 3aTBOPETE OKOTO M MPUTUCHETE C MPBCT OTKBM HOCA BI'bJIYETO HA 3aCErHATOTO OKO.
3a1pbKTE 2 MUHYTH.

8. IlosTOpere ¢ Apyroro OKO Crnopezl MEAULIMHCKOTO TPEANMCaHKE.

9. IlocTaBere 0OpaTHO Kanaykara Ha OyTHIIKaTAa.

PSS e |

[Ipeonasnu mepru, koumo mpso6a oa dGvoam e3emu npeou NPUIOXNCeHue wiu paboma ¢
nekapcmeenusi NPoOyKm

[1o Bpeme Ha NEUYEHMETO C KOPTUKOCTEPOMIHM KAITKM 33 OYM HE TpAOBa /1a C€ HOCAT
KOHTAKTHH JICIIH, NMOPA/H MOBUILEHUA PUCK OT UH(PEKLMUA. AKO C€ HOCAT KOHTAKTHH JICIIH, TE
TpsAOBa Ja e CBAJIAT MPEJIM HAKAMBAHE HA KAIKUTE 3a OYH M MOXKE J1a C€ MOCTaBAT 0OPATHO
ciea 15 munyTH (BK. Touka 4.4). [Ipy noBbPXHOCTHA OYHA WHDEKIMSA WIH Bh3MAJIEHHE,
KaTerOpHU4HO HE CE MPEnopb4Ba U3MOI3BAHETO HA KOHTAKTHH JICILM.

[TaumenTure TpaOBa ga ObAAT MOCHBETBAHM, Y€ AKO C€ JICHCTBA HENPABHIIHO C KANKUTE 34
O4YM, T€ MOXKE /14 C€ 3aMBPCAT C DAKTEPHH, KOETO MOKE /14 JIOBE/IE /10 OYHH MH(EKLIMHK.
Cepro3HO yBpeK/1aHe Ha OKOTO M rnocneasaiia 3aryba Ha 3peHue morart aa Obaar mpuYMHeHH
OT 3aMbPCEHM KAITKK 3a OYH.

AKO Ce U3M0JI3Ba MoBeY€e OT €AHO TONMMKATHO O TAIMOIOrHYHO JIEKAPCTBO, TE3M JIEKapCTBa
TpAOBa J1a ce MpUIarar rnpe3 Hau-MaJko aeceT MUHYTH. Ma3ure 3a ouu TpsOBa 1a ce rMmoCTaBAT
MOCJCIHH.

| IpOABIKUTETHOCT HA JICYEHHETO
OOnuaiHaTa NMpOABIDKHTETHOCT Ha JIEHEHHETO MOJKE JIa BapHupa oT 5 10 14 nuwm.




4.3 IlporuBonokazaHHs

CBpPBXYYBCTBUTETHOCT KbM aKTHBHMTE BEIUIECTBA, KbM AMHHOTMKO3WIAHH AHTHOHOTHUIIM WK
KBbM HAKOE OT NOMOIIHUTE BEWECTBA, H30poeHH B TO4HKA 6.1.

[IpoayKThT ChIBP!Ka KOPTUKOCTEPOUIH, 3aT0BA YNIOTPEDara My € NPOTHBOMOKA3aHA MPU
MALMEHTH, 3aCETHATH OT:

1) BpTpEOUHA XHTIEPTOHMA,

2) XEprEeTHYCH KEPATHT WK APYTH O4HH HHPEKIWH, NMPHYHHEHH OT XEPIIEC CUMILIEKC;
3) BMpyCHM 3a00/1BAHKA HA POTOBHLIATA H HA KOHXOHKTHBATA,

4) reOvuHH 3a0019BaAHKA HA OYMTE,;

5) MukObaKTepHATHYA OYHH HHPEKLHH.

4.4 Crielna/IHM npeaynpexAcHHS H NIPEANAZHA MEPKH NpH ynoTtpeda

Herunpexc Hetunaekce camo 3a 0pTATMOIIOrMYHO NPHNOXKEHHE H HE TpabBa na ce npunara
MEPOPATHO, HUTO Ja CE BBBEXK A B MPEAHATA OYHA KaMepa.

BreTpeouHoTO HAMAraHe TpAOBa Aa ce HA0MoAaBa peIOBHO, B ClIy4ai Y€ ICUYESHHETO
MPOXLJIKABA [oBeyYe oT 15 gHu.

[Tpoas/mkuTeaHAaTa yIOoTpeda MOKE Aa N0BEAE A0 OYHA XMITCPTOHME/TNAYKOMa C MOCHEIBAlI0
YBPEKAAHE HA ONTTHYHHA HEPB M ACPEKTH B 3PHUTEIHATA OCTPOTA H 3PHTEIHHTE [MOJIETA.
[IpoanmxKTEIHATA YIOTPEOa HA KOPTHKOCTEPOUIH MOXKE J1a NOBeAe JO:

1) oOpasypatic Ha 3aHa NOAKANCYJIHA KaTapakTa,

2) 6aBHO 3a3apaBABAHC HA PAHH;

3) HAaMAaNABaHE HA OTTrOBOPA HA MPUEMHHMKA M 1O TO3H HAYMH TMOBHILICH PHCK OT BTOPHYHH
OYHH HHQEKLMH, 0COOEHO OT 'rEOMYHO WIH BHPYCHO €CTECTRO.

[Tpn akyTHM MypyAEHTHH UHPEKLIMH HA OKOTO, NMPHIOKEHHUETO HA KOPTHKOCTEPOMIY MOKE 24
3aMackupa HiH 000cTpH uudekimara. IIpH 3abonasaHuATa, MPUIMHABAIINA M3THHABAHE HA
POTOBHLIATA WM CKIIEpATa, MpH yrnoTpeda Ha TONMHKAIHK CTEPOHOY, C€ CHOOMABa 32
nepdopaims.

[Ipu HAKOM NALMEHTH MOXE 1A Bb3HMKHE YYBCTBHTENTHOCT KbM TOTIMKAJHO NMPWIOKEHH
AMHHOTJIMKO3UIH. AKO C€ TIOABH YYBCTBHTEIHOCT, IIPEKPATETE ynioTpedara.
To3u MpOAYKT ChObPAKA AEKCAMETA30H U TPAOBA Aa ce U3MOI3BA NMPEANA3IMBO MPH NALMEHTH

C I1ayKOMa, Ka1o ynotpedara My Tpabea ga ce 0OMHCAM BHUMATETHO NPH MMAlMEHTH C
damMmmHa aHaMHe3a 3a TOBa 3a0oBane.

O4akBsa ce¢ ChITBTCTBAWIOTO JieueHHE ¢ HHXHOUTOPH Ha CYP3A, BKMIOYMTETHO MPOAYKTH,
ChABPKAINH PUTOHABHP M KOOMIIMCTAT, Aa NOBUINM PHCKA OT CHCTEMHH HEXKEIAHH PEaKLHH.
KomOunaipata Tpabsa na ce u304Area, OCBEH aKO NOJI3aTa HE HAABUINIABA PUCKA OT HEXKEJIAHH
pPeakLMH Ha KOPTUKOCTEPOMIMTE 33 CHCTEMHO NMPHIIOKEHHE, B KOMTO Cyvaif NaLMeHTHTE

TpabBa na Obpaar HaOMOAABAHM 33 HEXKETAHH PEAKIIMH Ha KOPTHKOCTEPOMIUTE 33 CUCTEMHO
IPHIOKESHHE.

Hapywenue na 3penuemo

HapyuieHue Ha 3peHHETO MOKE Aa ¢e cpodIiaBa npH ynotpeda Ha CHCTEMHO TIPHEMAHH U
TOINTMKATHH KOPTHKOCTEPOKRAH. AKO JaJCH NALMEHT MMA CHMITTOMH, KaTO 3aMbIJICHO 3PEHUE
WK XPYTH 3PUTEIHH HAPDYTIUCHMA, TPAOBA 4a C€ NOMUCAH 32 HACOUBAHETO MY KbM
odTAIMOJION, 3@ OLICHKA Ha BE3MOXKHUTE MPHUIHHH, KOMTO MOXE A3 BKIIOYBAT KATAPAKTA,
IIayKOMa WM PeAKH 3aD0NABaHMs, KaTO LEHTpaIHa cepo3na xopuopeTuHonaua (LICXP),
KOHTO CE€ ChOOUIABAT CJie[l CHCTEMHO MPHEMAHH U TOTIMKAITHA KOPTHKOCTEPOH/IM.

To3n mpoaykT crabpaxka hocaru, KOHTO MOXKE Aa NOBSAAT 40 ACTIO3UTH B POTOB W ‘V’ 3
NOMBTHABAHE Ha POrOBHMLEATA NPH TONMHKATHO NpriioxeHne. Toi Tpabdsa na ce ynyipess
MPEANA3HBO NPH MTALMEHTH ¢ KOMIIPOMETHPAHA POTOBHIIA H B CTyYaH, KOTaTo (IAIHeHY]
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AKO He ce ¢ch00IaBa 3HAYMMO KIHHUYHO NOACOPEHHE B PAMKUTE HA HAKOJIKO THH HITH aKO
BB3HMKHE HAKAKBO ABJICHME HA Apa3HEeHe WIHM CEHCHROWIM3HpaHe, NMPEKPATEeTe JEHESHUETO H
3ANOYHETE MOAXOAANA TCPAITHA,

Konmaxmnuu newju

Herunaekc Hetvnaekckanky 3a 044 B MHOTOA030Ba ONAKOBKA ChABPKa OCH3AIKOHHUER
XJIOpHI, KOWTO OOMKHOBEHO CE M3MOJI3BA KATO KOHCEPBAHT B O TAIIMOTIOTHYHM MPOAYKTH.
beH3aKOHHEBHAT XJIOPHI MOKeE a ce abcopOHpa OT MEKHTE KOHTAKTHH JICIIH U MOXeE 11a
IMPOMEHM LIBETA HA JICHIXTE, 3aTOBA NaLMeHTUTE TPAOBa Aa 6BbAAT MHCTPYKTHPAHM 13 CBANAT
KOHTAKTHUTE CH JICIIM MPEAM MPHIIOKECHKHE HA KAIIKHUTE 38 OYM M Ja W34YaKaT HAH-MaJIKo

15 MuUHYTH cien HAKAIBaHe, MPEOM Aa I'M MOCTABAT OTHOBO (Bk. Touka 4.2 Jlo3uposka U
HAYHH HA TIPHIOKCHME).

CpobuiaBa ce, ue OEH3AMKOHHMEBHAT XJIOpHA NMPHYHHABA APa3HEHE HA OYHTE, CHMITTOMH Ha
,,CYX0 OKO™ H MOJKE J1a 3acerHe CIIb3HHA (PWIM M NOBBPXHOCTTA HA poroBuuiaTa. HeTtrnianexc
HerwnaekckarkH 3a 04H B MHOrQAO30Ba ONAKOBKa TpA0Ba f1a ¢& H3NO3Ba ¢ NOBMILICHO
BHUMAHHE MPH HALKEHTH CbC ,,CYX0 OKO™ M IMPH NALMEHTH, ITPH KOMTO POrOBHLIATA MOXKE J1a

C€ KOMIIPOMETHUPA.

[Tpw yecTa WK NMPOABIDKMTENHA YNOTPeOa W NpH MaLHEHTH CBC 3a00IABAHHA, [TPH KOHUTO
POrOBHLIATA € KOMITPOMETHPAHA, C¢ M3IMCKBa BHUMATENTHO HabmoaeHue. Karo arrepHaTiBa
MOJKE Ja ce nmpenoprua ynorpebara Ha Hetwnaeke Hernnaekckanks 3a o4 B €JHOJ030BA
ONAKOBKA, KOHTO ca 0e3 KOHCepPBaHT.

ITeouampuuna nonynsayus
Herunaekc HetminexcHe ce npenoppyBa 3a ynorpeda npu Acla 4 J0HOIM (BXK. ToYka 4.2).

4.5 BiarMoAeHCTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrd GopMH HA
B3aMMOAeHCTBHE

He ca npoBexzaHu nmpoyuBaHMA 3a B3auMmoacHcTBuaTa ¢ Hetunaekc.
Hudopmaimsa 3a BCAka OT CLCTABKHMTE € A3JEHA IMOo-A0y.

Hemuamuyun:
He ce cro0maBar 3HaYMMU IEKAPCTBEHK B3aUMOACHCTBHA NPH yNOTpeOaTa Ha HETHIMUIMH
KaIkK# 38 OYH, PasTBOp.

CreIIBTCTBAIOTO NMPHIOKEHHUE HA APYTH NOTEHIMATHO HEQPOTOKCHYHHU H OTOTOKCHYHH
AHTHOHOTHIIH (JOPH TOITMKAMHO, 0COOEHO aKo € HHTPAKABMTAPHO) MOJKE 13 TIOBHMILM PHCKA OT
Te3n edexTn.

Crobmaga ce NOTEHUMATHO NIOBUIICHHE HA HEPPOTOKCHYHOCTTA HA HAKOH aMHHOT/IMKO3HAHY
caen ChbIIBTCTBAILO HIH NOCACABALLO MPHIIOKECHUE HA APYTH NOTCHLHMAITHO HE(PPOTOKCHYHHA
BELIECTBA, KATO UMCIUIATHH, NOTUMHKCHH B, KOMHCTHH, BHOMHIIMH, CTPEITTOMHIIMH,
BaHKOMHIIMH, JPYTH aMHHOTTIHKO3MOHM M HEKOH Hedanocnopuau (nedanopHIHH) WK MOLHH
IHY PETHLH, KATO €TAKPHHOBA KHCEIHHA M Qypo3eMuy, nopaaHu epekTHTe BepXy OBn0permre.
Tpabpa aa ce u364r8a CHITBTCTBAIIO MITH NOCICABAIIO NMPHIOKEHHUE HA TE3H JIEKAPCTBA ©
HETHIIMUIIHH.

In vitro xoMOMHALIMAT2 OT aMHHOT/IMKO3H C O€Ta-TaKTaMEeH aHTHOMOTHK (TMTEHHLIWIMHHA KTH
nedaToCIoOpUHM) MOKE B3 AOBEAC AOC 3HAYHTENHA B3aHMHA HHAKTHBRALIHS.

Cro011aBa ce 3a HAaMaNeHHE Ha MOy KHBOTA MM NJIa3MEHNTE HUBA HA AMWHOTIMKO3H/A [IPH
MALHMEHTH ¢ OBOpEYHa HEAOCTATHYHOCT H NMPH HAKOH NALMEHTH C HOpMaiHa OBOpey
¢yHKLMA, JOPU KOTATO aMHUHOTJIMKO3MACH aHTHOMOTHK U NOA0OEH NeHUIMIIMH ca BPIach

IO aBd pa3siIHYHHA ITBTH. ‘3"2} %3
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Jlexcamemason: % 1 ‘_‘ LY
MMa no-royisMa BEPOATHOCT PHCKBT OT NOBHILCHO BETPEOUHO HANATAHE, ACOLY n o o iw**i“é‘f*’%’
ITPO/TB/DKMTENHA KOPTHKOCTEPOMIHA TEPAMHKA, /13 Fb3HUKHE TDH CHITETCTBAIMA W B f_/ Q
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AHTHXONMHHEPTHULM, 0COOEHO aTPOITHH H CPOOHH ChEAHHEHMSA, NTPH MALIUEHTH,
NpeapasnofOKEeHA KbM OCTPOBIbIHO 3aTBAPAHE.

Hixuburopure Ha CYP3 A4 (BKITFOUWTETHO pHTOHABMD M KOOHMIIMCTAT) MOXE Aa MOHIDKAT
KITHPBHCA HA ACKCAMETA30H, KOETO J1a JOBEAES A0 NOBHILCHK SPOKTH U aAPEHANHA
cynpecus/cuHapoM Ha KymuHr (Cushing). KomOuHaumaTa Tpabsa aa ce m30arsa, oceeH ako
Nnon3aTra He HAABHINABA PHCKA OT HEXKEHAHH PEAKLMH HA KOPTHKOCTEPOHANTE 32 CHCTEMHO
NMPHUIOKEHHME, B KOHTO C/Ty4yad nanmeHTuTe TpadBa na 6baar HabmogaBaHH 3a HEXKEIaHH
PEaKLMH HA KOPTHKOCTEPOHIMTE 33 CHCTEMHO NMPHIOKCHHE.

HMMa no-ronsiMa BEPOATHOCT PUCKDBT OT ACTIOZHTHA B POTOBHIIATA WU TIOMBTHABAHE HA
POrOBHMLIATA A BE3HMUKHE MPY NALMEHTH ¢ KOMIIPOMETHPAHA POTOBHLE, KOUTO NMOJIY4aBaT
eTHOBPEMEHHO M APYTH Chabpxanm ¢ocdar 0YHM JIeKapcTBa.

4.6 QepTHINTET, OPEMEHHOCT H KbpMeEHe

bEpemennocm

JIMnceaT HAMMHK KIIMHWYHM JaHRU oT ynorpebara Ha HetunaekcHerunnexcnpu opeMeRHH
HKESHH.

[IpoyyBaHKATa IIPH JKUKBOTHM INOKA3BaT TEPATOTeHHA aKTHBHOCT HA ACKCAMETA30H.

3a npeanoyMTaHe € na ce u3barsa ynotpedara Ha HernnnexcHerunaekcno Bpeme Ha
OpeMEeHHOCT.

Kvpmene

Hma HepocTarsiHa nHGOpMALMA 33 SKCKPELMATA Ha ASKCAMETa30H, HETHIMHIMH HITH
TEXHUTE META00IMTH B KBPMATA CIIEH OYHO MPHIOKECHHE.

He MoOxe Aa Ce UM3KIFOYM PHUCK 33 HOBOPOACHHTE/KBPMaYyeTara.

Herwnneke HetunaexcHe Tpabea [a ce nprnara 8 NEpHOLA HA KBPMCHE,
Depmunumem

Hsama HanuuHH JaHHK 3a edexTa Ha Hetunpexe Hernnnexcerbpxy ¢pepriwmrera npu xopa.

4.7 EdexTH BBpXy cniocobHOCTTA 32 modHpaHe H pabora ¢ mammmHn

HernnaekcHeTHINEKCOBIMABA B YMEPEHA CTENEH CrIocoOHOCTTa 33 modHpaHe U paboTa ¢
MAIITHHH.

[locTaBAHETO HA KATKHTE 33 04 MOKE Aa PHYHHU NPEXOIHO 3aMbIIIABAHE HA 3PSHHETO.
JlokaTo TO MpeMUHE, NAUKEHTHTE He TpROBa Aa MOPHPaAT WK Aa pabOTAT C MAIIMHH.

4.8 Hexmenanu JIeKAPCTBCHH PEAKIHH

CH00IeHHTE HeXENIaHHM PEaKLMH Ca NPEACTABEHH CNOPER CHCTEMO-0PraHHATa KIacH(PpHKALUA
no MedDRA. Jluncear AOCTaTh4HO JJaHHH, 33 Aa C€ ONPENEIH YeCTOTaTd HA HHIHBUAY AJTHUTE
M30pOCHH PEaKiMH (C HEM3BECTHA YECTOTA).

Hapywenug na guume:
- TMOBHIICHO BBTPEOYHO HamaraHe {ciaen 15 — 20 nHu TormMKanHo MPWIOKEHHE TTPU
NOJATIMBH WM rNMayKOMATO3HH NaLMECHTH);
- obpasyBaHe Ha 33/IHA NOJKANCYJIHA KATAPAKTa,
- 3aMBIJICHO 3PCHHE;
-  BB3HMKBaHE WM BlowaBaHe Ha Herpes simplex wmm rebuunu uHeximy;
- 3abaBcHO 3a3apaBsBaHE.

Hapyuwenua na umynnama cucmema:

Hapywenist na eHOoKpusama cucmema
- cuHapoM Ha KymuHr (Cushing);
-  @OpeHANHA CympecHA (BX. Touka 4.4).




Cnyuam Ha KAUILMQUKALMA HA POrOoBULIATA Ca CHbOOIABAHH MHOIQ PAJAK(O, BB BPh3Ka C
ynorpebara Ha Chabpkani Gocdar KankH 33 OHH, MPH HAKOH MALMEHTH CBC SHAYMTEIHO

YBpPEKIAAHE HA POTOBMLATA.

Crobiasa ce, Y€ OCHIANMKOHMEBHAT XJIOPHA NMPHYUHABA APA3HEHE HA OUMTE, CHMITTOMH HA
,,CYXO0 OKO™ M MOKE 12 3aCEeTHE CTb3HKA PUIIM H NMOBBPXHOCTTA HA POTOBHLIATA.

CrhobmaBane HA NOAO3HPAHA HEXEIAHH PEAKIIHMN

Cp0o0maBaHeTO Ha NOAOIHPAHHM HEXKENIAHH PEaKLMH CIICA pa3peilaBaHe 3a ynorpeba Ha
JIEKAPCTBEHHA MPOIYKT € BaXHO. T0Ba MO3BONABA A2 NMPOILDKHA HADMOAEeHHETO HA
CBOTHOILEHUETO NMOM3a/PHCK 32 JICKEPCTBEHUA NPOAYKT. OT MEIMIIMHCKHUTE CIICLMANTMCTH CE
M3HCKBa Ja ch0oOIIABaT BCAKA MOA03MPAHa HEIKENaHa peakiua upe3 UampaHHTETHA areHLwHs
no Jekapcrsara yi. . JiamaH pyes” Ne 8, 1303 Cogwua, Ten.: +359 2 8903417, yebceaiir:
www.bda.bg.

4.9 Ilpenoznpane

Hukora He ca cro0dniasaHu Ciiyuau Ha npejo3nupaHe.

Hexenanu peakuy MOTAT Aa BB3HHKHAT, aKO CE MOrbIHE WIOTO ChABPXKAHHE HA €THA
MHOT0A030Ba OHAKOBKA (ChAbpXKaIIa AcKcaMeTa3oH 5 mg). B Takbs ciyya# TpadOsa
He3a0aBHO 22 C€ NOTHPCH MEIHIIMHCKA MTOMOIL,

5§ PAPMAKOJIOTMYHH CBOMCTBA
5.1 ®apmakoaHHAMHYHHA CBOHCTBA

QapmakoTreparneBTHYHa rpyna: [IpoTUBOBE3NAIHTEIHH U AHTHHH(EKLIMO3HH CPEICTBA B

KOMOMHALIMA, KOPTHKOCTCPOHIK ¥ AHTHMHBESKUMHO3IHHK CpeacTRa B KoMOunaima, ATC kon;
SO01C A0l

HBTPUIHEKCC’BII’LP}I{EI ABC AKTHBHH BCIECTBA. ACKCAMETA30H H HCTHIMHIIMH.

Hexcamemason:

e MexaHWIbM Ha NCHUCTBHE

JlexcaMeTaszoH NpeacTaB/Ba KOPTHKOCTEPOHA ChC 3a0eIe:KUTEIHA NMPOTUBOBB3NATHTEIHA
MOILl, 25 ITbTH NO-BHCOKa OT XHAPOKOPTH30HA. KaKkTO BCHUKH KOPTHKOCTEPOMIM, TOMH HeiCTBa
IIaBHO KaT0 HHXMOHPa 0CBOO0XK/IaBAHETO HA APAXKAOHOBA KHUCEJIMHA, KOATO € NMPEKYPCOPBT
Ha Hal-3HAYMHMHTE MCAHATOPH Ha BBE3NMANCHHE, T.€. MPOCTArNAHIMHH M JISBKOTPHEHH.

EduxacHoCTTa Ha NEKCAMETA3OH 34 JICYCHUE HA BB3NATUTENHH 3a00BaHMA HA OKOTO €
nodpe ycraHoBeHa.

¢ (apMakoaHHAMMHYHH e(PEKTH
KOpTHKOCTEPOHIUTE NMOCTHIaT CBOMTE NMPOTUBOBB3MAIHTEIHHN eEKTH 4pe3 CYTIPECHS HA
aIX€3HOHHH MOJICKYJIA Ha BACKYJIZPHH €HAOTENHH KJIETKM H EKCITPECHA HA LIMTOKHHMU. ToBa
Ky IMHHHMPA B NOHHXKEHE SKCIPECHS HA NPOBRLINAJIMTCAHK MEAUATOPH H CYTIPECHA HA
aoxe3uATa Ha LMPKYJIHPAIH JEBKOLHTH KEM BACKYJIAPHHA €HAOTEJ, KATO JI0 TO3H HAYHH CE
NpegOTBpaTABA THXHATA MHUIPALMA BbB BE3NAJICHHTE OUHH THKAHH,
JexcaMeTasoH MMa H3Pa3CHO NMPOTUBOBLINATHTEIIHO ASHCTBHE C NTIOHWKEHA
MHHECPATOKOPTHKOHIHG AKTHBHOCT B CPABHCHME C HAKOH OPYTH CTEPOMIM H € &ITH
MOIIHHTE MPOTHBOBB3NAIUTENHH CPSACTBA.

Hemunmuyun:

* MEXAHMIBM HA JCHCTBUEC {



HeTwIMHUME ¢ MOIIEH, HIMPOKOCIIEKTEPEH, Obp3oaeHcTeam Oak TepHLMIACH
AMHHOTJTHKO3UACH aHTUOHOTHK. TOH oKa3Ba OCHOBHMA CH eeKT BEpXy OakrepuamHuTe
KIIETKH, KaTO HHXHOHPA arperaiMaTa ¥ CHHTE3a Ha NMOJMIICITHAH BEpXY pUOO30MHATA

noaeauHuua 30S. Herwomuigan, B Ta3d KOMOHHALMA, NPSAOCTABA AHTHOAKTEPHANHA 3alLIMTa

¢peIy 4yBCTBUTEIIHH OaKTEPHH.

« OapmakogvHAMUHMHU eheKTH

B Tabnuua 1 ca panesu rpaH¥MHHUTE CTOMHOCTH HA MHHHMMAJTHATA HHXKOWTOPHA
KoHLIeHTpamd (minimum inhibitory concentration, MIC), pazaenaniy 4y BCTBUTEIHHATE
MHKPOOPTraHH3MH OT TE3H, ¢ MEKIHHHA Yy BCTBHTCAHOCT H MUKPOOPTaHM3MHTE, C MEXIHHHA
YYBCTBHTETHOCT OT PE3IUCTCHTHUTE MHKPOOPraHM3MH, Bb3 OCHOBA HA AaHHM OT EUCAST.

PasmpocTpaHeHHETO HA PE3UCTEHTHOCTTA MOMXKE Ja BAPUPA B 3aBUCHMOCT OT reorpadckoro
MECTOHAXOXKACHME U BPEMETO, 3a U30paHu BUAOBE H € XKENATEIHO 2 UMa HHOPMALMA HA
MSCTO 33 PE3UCTEHTHOCTTA, 0COOEHO KOraro Ce JIeKyBaT TeKKH HHpekLHH. [Ipu
HEOOXOIHMOCT TPAOBA 14 C& OTHPCH CHBET HA CHCLMANKCT, KOraT0 MECTHOTO
Pa3MpOCTPAHEHHE HA PE3UCTEHTHOCTTA € TAKOBA, Y€ MOCTABA MO BRITPOC IMOJIE3HOCTTA Ha
CPEACTBOTO, HAW-MANKO IMPH HAKOH BHIOBE HHPEKLMH. CleaHaTa MHQOpMAaLMA JABa CaMO
NpUOIM3UTENIHA HACOKA 32 BEPOATHOCTHTE DakTepHUMTe 1a ObAAT 4y BCTBUTEIHH KbM

HEeTHWIMHMLIMH B HeTHaekc.

HeduHM1MMTEe HA TPAHMYHUTE CTOHHOCTH, KnacuQHLMpaNM U30NATHTE KATO Yy BCTBHUTEIHH
MM PE3UCTEHTHH, Ca MOJIC3HU 3a MPOrHO3MpaHe Ha KIIMHMYHATA e HKACHOCT Ha
aHTUOHOTHIIMTE, KOUTO mie C€ nprtarat cucTeMHO. Koraro obade aHTHOMOTUKBT ce npunara
JIOKQJTHO, B MHOI'0 BUCOKH KOHLICHTPALMH, JXPEKTHO HA MACTOTO HA HHPEKLMATA,
NeHHULIMMTE Ha rPaHWYHHATE CTOHHOCTH MOXKeE Aa He ca npuioxuMHi. [Toseuero m3onaty,
KOHUTO OHxa OUTH KnacRPUIMPaHK KATO PE3HCTEHTHH MO CHCTEMHM IPaHHYHH CTOHHOCTH, CE

JIEKYBAT YCIEMIHO C JIOKATHO MPHWIOKCHHE,

B HAKOM €BPONCHCKH CTPaHM Y€CTOTaTa Ha 00IIaTa Pe3UCTEHTHOCT KBM aMHHOTJIMKO3HAH

MOxe Aa goctura A0 50% oT BCHYKH CTa)WIOKOKH.

Tatmaua 1. Cebpiany ¢ BHA2 xIMAAYHH rpapuvaA croiinoctn Ha MIC (EUCAST 2012)

MuKpoOpraHHIbM KiyHHETHH FPAHHYHH CTOHHOCTH
Ha MIC (mg/)
S(5) |R(Z) | ECOFF
Enterobacteriaceae 2 4 2
Pseudomonas 4 4 4
| Acinetobacter 4 { 4 NR
Staphylococcus | 1 1 1
Staphylococcus, xoarynasa OTPHUATETHH 1 ] NR
Enterococcus {E IE NR
Streptococcus A, B, Cu G NR NR NR
| Streptococcus pneumoniae NR NR NR
Viridans Streptococci NR NR [ NR
Haemophilus influenzae iE IE NR
Moraxella catarrhalis IE IE NR
Neisseria gonorrhea NR NR NR
Neisseria meningitidis NR NR NR
g PaM-TIOJIOKHUTEHH aHaepobu 6e3 Clostridium NR NR NR
ifficile
["pamM-OTpHIIATEHH aHacpobu NR NR
I'pasMyHH CTORHOCTH, HECBLP3aHH C BHAA 2 4
benexxa: S = (Sensitive) Hyscreurenan. R = (Resistant) PesucrenTHu.
ECOFF = (epridemiological cut-off) Obma emmaemMuonoruuHa rpaHH4Ha CTONHE
HabmoaeHKe Ha pe3ucTeHTHocTTa. IE = (insufficient evidence) Jluncsar no
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ye BLITPOCHUAT BHJL € A0OBD Taprer 3a Teparms ¢ ToBa Jekapcerso. NR = (Not Reported) He
ce cb00ImIaBa.

In vitro npoyyBaHUATa NOKA3BAT, Y€ HETWIMHKIMH € AKTHBCH CPEILY NMOBEYETO IAMOBE HA
YECTO CPEiaHH OMHM MATOTEHH U YECTO CpEeIiaHH DakxTepuM OoT KOoxkHATa Quiopa. B Tabmuua 2
€ JaAeH CIMCHK HA HMBATA HA YYBCTBHTENHOCT KBM HETWIMHLIMH 3a 00mo 767 OaxrepuaiHu
H30JIaTH OT KJIMHWYHHU O4HHK MpoOu, B3eTH BbB Ppanums (FR), [Nepmarma (DE), Uranua (IT),
[Tormma (PL), Cnosamxara penybmka (SK), Ucnanua (ES) u O6eguuenoro kpanctso (UK),
NOKA3BaIM O0MIOTO HHBO HA YYBCTBHTEIHOCT Ha OOH4aiiHaTa ouHa ¢opa KbM aHTHOMOTHKA.

Tabmana 2. In vifro napsn 33 OOHYAHBEATA TYBCTBHTE/IHOCT KbM HETHWIMHIHH OT
uionatu ot EC

Mempmnna | MICS | MIC9
YyBCcTBUTEICH | TyBCTBHTEIHO | PeincrenTen 0 0

‘T (ng/ml | (ng/ml
MukpoopranmismM | [n] [%] | [n] (] | [n] (4] |) )
S.aureus 252 160 0 0 0 0 0,25 0,5
S. aureus (koarynasa | 302 96,5 | 10 | 3,2 1 0.3 0,06 4
OTPHLIGTEITHH )
S. epidermidis 216 95,6 9 4 1 0,4 0,05 4
S. pneumoniae 4 8
H. influenzae 0,25 0,5
Ps. Aeruginosa 39 100 0 0 0 0 4 4

JApyra magopmanns:

KpncTocanara pe3HCTEHTHOCT MEXKTY AMUHOTIIMKO3KHAM (HAIND. reHTAMULIMH, TOOpaMHIMH U
HETHIMHIMH) C€ THIDKM Ha CreM(pHIHOCTTA HA EH3HMHHTE MOTH(HKALIHH,
ageHwTpanchepaza (ANT) u auetunrpancdepasza (ACC). Kpucrocanara pe3aucTeHTHOCT
00aue BapHpa MeKIy AMHHOTTTUKO3SHIHHTE AHTHOHOTHLIM MOPAIH Pa3IMYHATA CrieHDHYHOCT
Ha OTACNHHUTE MOIU(PHUIMpaIH ¢H3UMH. Hali-4ecTo cpellaHMAT MeEXaHHIbM Ha TIPUAOOHTA
PE3HCTEHTHOCT KbM AMUHOTJIMKO3UIN € UHAKTUBALIMA HAa aHTMOHMOTHKA Ype3 Iula3sMHI- U

TPAHCMO30H-KOAMPAHH MOTHPHLMPAIIH CH3IUMHK.
5.2 DapMAKOKHHETHYHH CBOHCTBA

Iexcamemazon

» AbcopOuma:

NEeKCAMETA30H JOCTHra BETPEOYHH TePANeBTHYHM KOHLCHTPALIMM CHE] HAKAIIBAHE B
KOHIOHKTHBATHUA CaK. MakCHMANHHMTE KOHLICHTPALMH B POTOBHMIIATA M BOOHHCTATA TEYHOCT
CE MOCTHTAT B paMKUTe Ha 1-2 yaca. [11a3sMEHHAT NONYXKMUBOT HA JEKCAMETA30H €
TIPHOJIUZUTENIHO 3 Yaca.

» PasnpenencHHeE:

CHCTeMHAaTa EKCINO3HLMA € HUCKA CJIe TOMMKAIHO OYHO NPHIOKEHHE HA .
[luxoBHTE ITa3MEHM HHUBa HA REKCAMETA30H CJIE NOCICAHATA TOIMMKANIHA 033 BApHUpaT OT
220 no 888 pg /ml (cpeano 555 + 217 pg/ml) cnen npunoxeHre Ha eQHA Kanka
HerunnexcHeTHIAEeKCBBB BCAKO OKO YETHPH ITBTH JTHEBHO 34 Ba MOCIIEAOBATE

» Merabomm3bM:
(Crnen mpHIoKeHne NeKCAMETa30HOBHAT HATPpHEB docdar e mognoxKeH Ha
PEAKIUA, KATAIM3HPAHA OT CH3UMUTE B CAL3HMA (PHIIM M POTOBHLIATA K O
KOHBEPTHPA B MACTHOPA3TBOPHM JEKCAMETA30HOB ANKOXOIL.
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» Ekckperus.
HexcaMeTas3oH ¢€ ETMMHHMPA MPEIMMHO KaTo METabOIMTH.

Hemuamuyun.

» AbcopOrps:

KakTo mpu BCHYKHM AMHHOTIMKO3HWIH, HETWIMHLUMH HE € 0COOSHO NHIO¢HIEH, 3aTOBA Cliel
TONMKATHO NMPWIOKEHHUE NMPOHUKBA ¢Nabo 8 MpeaHaTa OYHa KaMepa.

* PasnpeneneHue:

[TpoyusaHMATa IPH XOPa NOKA3BAaT, Y€ CNe] 6MAHOKPATHO TOMMKATHO MPIIOKCHHE,
KOHLICHTPAILIMATA HA HETHIMHIMH B ChII3HTE OOMKHOBEHO € 256 ng/mi cnex S min, 182 pg/mi
cnex 10 min, 94 pg/ml cnex 20 min u 27 pug/ml cnen 1 h.

* MeTabom3bM:
Hermmmuius He ce MeTaboaM3upa ClieA TOMMKAUTHO OYHO MPWIOYKEHHE.

* Exckpeuws:
KakTo rpu Apyrd aMHHOTJTMKO3UIHH aHTHOHOTULM, HETWIMHIIMH CE CTMMHHKPA NPEIHMHO
HEITPOMEHEH, Ype3 OndpenmTe.

5.3 lpeaxnuHETHE AAHHME 32 fe3o0nacHoCT
\
HexnmvHuuHUTE AaHHH 3a 0€30MACHOCT Ca NOMYYESHHU MIABHO OT My OJIHKYBaHa HHPOPMALTHA.

Hexcamemason

[Toka3aHo e, ye AeKCaMeTa30H ce NOHACA A00pe oT nabopaTopHu KUBOTHH (3aMIM M TUTEXOBE)
CHeO JTOKAHO NMPHIOKCHHUE B IMPOXBDKCHHE H3 MAKCHMYM LIECT MECELIA.

CHMOTOMMTE HA TOKCHYHOCT HA JCKCAMETa30H, YCTAHOBCHH IMPH Pa3IMYHH BHAOBE KMBOTHH
CIEZ] ITEPOPATTHO MPHWIOKEHUE, €4 CBBP3aHH ¢ SPEXTHTE HA ANPCHOKOPTHKOCTEPOUINTE H
BK/IOYBAT W3MEHEHHE Ha OCTa HaZOBLOpenu-XHrnodH3a M IEKa aBEMuUA,

[Ipu3HalM Ha TOKCHYHOCT Ca OTKPHTH B CTOMaxa, YepHui apo0, HanoLOpeuHHTe HIIe3H U
xunodusara, Oermmre qpobose U ciiezkara Ha NadbopaTOpHH JKHBOTHIL

B npoy4uBaHHUATA, M3BBPILCHH CJICK JIOKANHO NPHIOKEHHE, NOBEYETO OT TE3H ChCTOAHHS
OTCBCTBAT WM €A PEAKH.

B noceraiiHuTe HaX0OAKH HAMA HHKAKBU JAHHH 34 KJIMHMYHO 3HAMHMH r¢HOTOKCHYHH
CBOHCTBA HA MIOKOKOPTUKOUKTE.

B excnepHMEHTHTE IIPH JKMBOTHH € NMOKA3aHO, Y€ KOPTHKOCTEPOHAXTE BOAAT A0 (PETATHH
pesopbLMH U pasuenBane Ha HeOueto. [1pu 3aiim KOPTHKOCTEPOMIMTE OOBEXKAAT JO QeTanHy
pe3opOLMK 1 MHOKECTBO AHOMATHM, BKMIOYHTEHO HA I'IABaTa, YIUHTE, KPANHHIIUTE U
HebLeTo.

(OCBeH TOB2 ce ChOOIABA HHXUOWpaHe Ha BETPEY TPOOHMA pacTeX W NPOMEHHU BB
QYHKIMOHATTHOTO Pa3sBHTHE HA LICHTPAIHATA HEPBHA CHCTEMA.

Hemuamuyun
W3BecTHO €, 4¢ aMUHOTTMKO3HIMTE KaTO KJIAC AaHTHOMOTHIIM NPHYHHABAT 3HAYHTEIHH
HePOTOKCHYHH H OTOTOKCHYHH €()EKTH, HAKOM OT KOHTO MOTraT Aa Onaar HeoOpaTHmy.
[Ipoyusatinara 3a QEPTUNHTET, TEPATOrEHHOCT H IMOCTHATATHHTE IMPOYYBAHKA HA
HETWIMHLIMH MIPH ILTEXOBC H 3aWLM HE JaBaT 3HAYHMH NOKA3aTeACTBA 338 TOKCHYHOCT Ha
HETHJIMHLIHH, 0CODEHO Cea OMHO MPUIOKEHUE. B €/1HO MPOYYBaHE HA OYHATA NNOHOCHMOCT
TIpH 3aHLIM He ce Hab/moAaBaT JIe3HM HA HHBOTO HAa KOHIOHKTHBATA H POrOBHLIATA
OYHHTE ObHA, KATO OUHHTE pedIeKCH HE Ca 3aCerHaTH.

Durxcupana xombunayus
[TonoOuu peaynrary, Karo 0600HIeHUTE NO-rope, 3a BCAKA aKTHBHA CHCTABK

KOHCTATHPAHH B [IPOYYBAHMA ¢ PUKCHUpPaHaTa KOMOMHALMA, IIPOBEACHH [IPH




OneHxa HA PHCKA 32 OKOJTHATA cpela

M3umciieHHeTo Ha IpOrHO3HATA KOHLICHTPAaIMA B okonHAaTa cpeaa (Predicted Environmental
Concentration, PEC) nopspxr0cTHa BOAA H 33 ASKCAMETA30H, H 34 HETH/IMHIIMH C€ OCHOBaBA
HA MAKCHUMAITHA 11034 32 X0Pa OT OCEM KAIIKH OT JIEKAPCTBCHUSE NPOAYXT B 24-4acos nepuon,
Bceska xanka ceaspaxa (0,05 mg aexcamerasod # 0,15 mg nerwimuuui. U3uncnenure
cTOHHOCTH 3a PEC noBbpXHOCTHA BOAA, MPOH3THUAILM OT MPWICKEHHETO HA KANKHUTE 33 OYH,
33 NEKCAMETA30H H HeTHIMHMIMH choTBeTHO ca 0,002 ug/l 1 0,006 pg/l. Te3zu crokHocTH ca
Nno-HUCKH OT 5%-Hara rpanvua 33 acAcrsua (0,01 pg/l) u cnepopareHo HAMa BEPOATHOCT
KOJHYECTBOTO JACKCaMETa30H ¥ HETWIMHLIMH, ITyCHATO B HOPMATHA yriorpeda, aa
NpeACTaBIgBa PUCK 338 BOAHATA Cpeaa.

6. PAPMAILIEBTHYHH JAHHH

6.1 CnHchbK HA DOMOHIHNTE BeHIeCTBA

Harpues uurpar;
MoH00a30B HatpueB (pochaT MOHOXHIPAT;

ouHaTpueB pocdar noaeKaxuapar;
OCH3AKOHMEB XJIOPHA;
NPEeIUCTEHA BOA.

6.2 HechBMECTHMOCTH
HenpunoxumMo.

6.3 Cpox na roguoct

HeoTBopeH: 2 roxuim.
Cne IMbpBOHAYAIHO OTBAPAHE Ja CE M3MNOM3BA B PAMKUTE HA 28 IHH.

6.4 Cnenmaam yC/10BHS HA ChbXPaHEeHHE
Ha ce cbxpanasa non 30°C.

3a yCIOBUATA HA CHXPAHEHHE CNICA ITHPBOHAYAHO OTBAPAHE HA IEKAPCTBEHHA TPOAYKT BIDKTE
TO4YKa 6.3,

6.5 Bua u chbabpxaHHe HA ONAKOBKATA

Kyrus ¢ 1 LDPE 6yTwixa ¢ kanauka Ha BHHT, ChbABPXANIa 5 ml KankH 3a o4m.

6.6 CnenmaiHM npeana3HH MEPKH OPH WIXBhPJIgHe B padoTa

Heu3roN3saHHaT JEKAPCTBEH NPOAYKT MM OTHATBYHWTE MaTEPHAIH OT Hero TpabBa aa ce
H3XBBPJIST B CHOTBETCTBHE C MECTHHMTE H3HCKBAHMA.

7. IPUTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA
SIFI S.p.A.

Via Ercole Patti 36

95025 Aci Sant'Antonio (CT)
HUramma
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8. HOMEP(A) HA PA3PELIIEHHUETO 3A YIIOTPEBA

Perucrparmonen Ne: 20210338
9. IATA HA IIBPBO PA3ZPEIIABAHE/TIONHOBABAHE HA PAZPEHNIEHUETO 3A
YIIOTPEBA

Hara Ha mrepBO paspemasane: 30/11/2021
Jara Ha nocneHO HOAHOBABAHE:

10. IATA HA AKTYAJIM3UPAHE HA TEKCTA
01/2023

Iloapobra HHpOpManma 33 TO3M TEKAPCTBEH MPOAYKT € MPEACCTABEHA Ha yebcaitTa Ha
M3ITBJIHUTEJIHA AT'EHLIMA ITO JIEKAPCTBATA (https.//www.bda bg).
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