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1. HWME HA JIEKAPCTBEHUA IMPOAYKT /0 O A0 K,
Azax 500 mg film-coated tablets

Azakc 500 mg pnnmMupanu TabneTku & & y —('}é 1 4 -05- 2025

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bcesika d¢unmupana Tabnetka cbabpka a3sUTpOMMUMH auxuapar (azithromycin  dihydrate)
ekBuBasieHTeH Ha 500 mg a3suTpoMULIMH (azithromycin)

3a ITBJTHUA CITHCHK HA MOMOIIHUTE BEINECTBA, BIHKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

Dunmupana tabnerka

EnuncoBuanu, 6enu, punmMupanm tabneTku, ¢ AeUTE/IHA YepTa OT €HaTa CTpaHa.

4. KJIUHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3ZAHHS

A3akc € mnoka3aH 3a JICYeHWE Ha MNAUMEHTH C
A3UTPOMULMH MHUKPOOPraHHU3MHU:

HH[bEI{U.HH, MPHYHHEHHUH OT 4YYBCTBHUTECIIHH KbM

['pam-nonoxurensn u ['pam-oTpuuarenHd aepoOHM KOKM M

OakTepuH, aHaepoOHN MHUKPOOPraHW3MH, BbTPEKIIEThYHN M KIMHWYHO aTHMHYHU MUKPOOPTAHH3MH.
e HHdekunn Ha TrOpHHUTE [AUXATENIHW MbTHLIA: OaKTepHasieH (apHHIUT/TOH3WIIAT, CHHYHT M

BB3IMNAJICHUE Ha CPEIIHOTO YXO

e HWudexkunn Ha HONHUTE OUXATE/]IHW IThTHIIA: OakTepHaneH OpOHXHT, 000CTpeH XPOHWYEH
OpOHXHWT, MHTEPCTHIIHAITHA U aJTBEOIapHA ITHEBMOHHSA

e MHudexumm Ha KoXaTa M MEKMTE ThKAaHH: €pUTEMa XpPOHHKA MHUrpaHc (ITbpBH CTaauH Ha
JIaiiMcka OostecT), epu3unres, MMIIETHIO U BTOPUYHA MUOAEpMHUsL, acne vulgaris

e [lonoBo mnpenaBaHu OOJIECTH: HEYCIIOXKHEH YpeTpUT/LepBHUMAT, npuuuHeHu oT Chlamidia
trachomatis, Ureaplasma urealyticum w Neisseria gonorrhoeae.

4.2 Jl03HMpOBKAa H HAYHH HA NPH.IOKEHHE

o3upoBka

Bvipacmnu.

Bb3pacTHM M roHOWM Haj 16 roauinHa Be3pacT (¢ rerno Haja 45 kg)

ITokazanus

[TpenopbunTerHa go3a / [Ipoab/HDKUTETHOCT Ha
JIeYeHUETO

Hudhexyuu na copnume u oonHume ouxamentu
NbMUWA U KOAHCAma U MEKuUme muKavu (¢
USKTTIOYEHUE HA epumemMda MUZpAanc u acne

vulgaris)

1 Tabnerka Asakc (500 mg a3uTpOMHIIMH)
(e1HOKpaTHaA [HEBHA [103a) B NPOJIb/DKEHHE HA 3
JTHH

Epumema muepanc

2 TabneTkn A3akc (1 g a3UTpOMHULIMH) HABEIHDBXK
pe3 mbpBHA IeH, nocieasanu ot | tabneTka
A3zakc (500 mg a3uTpOMHUILIMH) OT BTOPHS 10

[CTHA IICH KaTO CAHOKPATCH AHCBCH Tl
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1 Tabnetka A3zakc (500 mg asHTpOMALIAH KaTO
eqHOKpaTHA OHERHA N03a) B NPOTL/DKEHAE Ha 3
OHH
Cnez toBa 500 mg equH mbT ceAMUIHO 10 obma
no3a ot 6 g (3a 9 cenMuIy)

Jlo3zaTa 3a BTOpaTa ceaMuua TpabBa na ce B3eMe 7
IHH cJief ITspBaTa TabeTka, Cneasamure 8
ceqMHALM TpADBa Ja ce npueMa egHa TabnerTka
CeOMHYHO (Ha paBHH 7-IHEBHH HHTEPBAIH ).

Acne vulgaris i}

— = T "

borecmu npedasanu no nonos nvm 2 Tabnetku Azakc (1 g asHTpoMHIINNA)
eIHOKpaTHa QHEBHA 032

{leduampuuna nonynrayus.
IIpn aeua c renecro rerno nox 45kg ce npenopbaBa Ne4eHNE C a3NTPOMRAIHH CYCTICH3HNS,

[Tayuenmu 8 cmapuecka ev3pacm.
He ce Hanara ripoMsAHa Ha 103aTa MPH X0pa B HampeHaNa Bh3pacT,

Hayuenmu c 6vbpewna nedocmamvunocm.

Ilpr nexa cremen Ha OBOpPedHA HEAOCTATHBYHOCT HE CE HM3ACKBA ITPOMAHA B JO3MPOBKATA HA
a3UTPOMHIMHA. HAMa CUI'ypHN KIIMEAYHHE JaRAA OTHOCHO NPHAJIOKEHAETO Ha A3HTPOMHMITHH MpH OONHH
¢ Texka 6ubpeuHa HEAOCTATHUHOCT, MOPAAHN KOETO aHTUOHOTHKLT TpAbra aa ce mpunara ¢ ocofeHo
BHHMAaHHeE.

Iayuenmu c yepnoopobra Hedocmamvyrocm:
[Ipu nauMeRTR ¢ HapylneHa YepHoapoOHa QYAKLMA a3HTPOMHIMH TpsAOBa 18 ce mpunara ¢ ocobeHo
BHUMAaHWE,

HauwH Ha NpRNOXEHWE
A3akc ce mpuara nepopanHe €JROKPATHO JHEBHO NoHE | yac npear wiK 2 yaca clief] XpaHeHe.

Azaxc prnmHpaHH TabneTkd TpAOBRa 1a ce NOrThUAT LeNH,

Ilpu nponyckaHe Ha eHA 038 NAUMEHTHT TPAOBa Ja A BieMe, KOraTo CH CIIOMHHE H JIa C€ BhpPHE KbM
Ha3HauY€HATa My N03HpOBKa. B paMkuTe Ha 24 yaca MOxe Ja ce pHEME HE NoBeye OT eaHa Tabnerka.

4.3 IIporEBonoxa3anus

Azakc ¢uiMMpaHH TabJieTKH € [POTHBOIMOKA3€H MMPH NALMEHTH CHC CBPBLXYYBCTBHTEIHOCT KbM
A3RTPOMHLIMH, EPHTPOMHLIMH WIH APYTH MAKPOJIHIHN aHTHOHOTHLN, HITH KbM HIKOE OT NOMOUIHHUTE
BemecTsa, m3bpoeHu B To9ka 6.1.

[lopanu TeopeTMdHATA BE3MOXKHOCT OT NOSBA HA CProTH3BM, a3UTPOMHULMH He OUBA Ja ce NMpHiara
38€/JHO C JICKAPCTBCHHA ITPOAYKTH, CLABPKALIH eproTAMHHOBH NPOH3IBOIHM,

4.4 ChnenualHH HpeAYNPEXACHAS R NPeANAIAE MePKH Npa ynoTpeba

A3SHTPOMHLIMH € [0Ka3aHO 0e3omaceH M e(eKTHMBEH IpH JICHEHHETO Ha MHEBMOHHMA NpHOoOHTa B
obmecTBoTo, npraumHeHa ot Chlamydia pneumoniae, Haemophylus influenzae, Mycoplasma
pneumoniae wiu Streptococcus pneumoniage TPH TaOUEHTH NOIXOOAIA 3a OpalHA TEpalTHA.
A3RTpoMHALIMH He Tpa0Ba #a ce mpunara MpH NMAUMEHTH ¢ MHEBMOHHA, KOHTO Ca IPElCHEHH KaTo
HEMOIXONOAINM 3a TEpanusi Npe3 YCTaTa Nopadu APYro YMEPEHo O0 TExXKo 3a0omaBaHe MM HAKOM OT
ClIEJHATE PACKOBH (paKTOpH - NAamMeHTH ¢ ¢ubpo3a Ha NMAKOYHHA MeXyp, HeOHTHH NMalHeHTH WIH
MAHERTA ChC CHINECTBEHH 3APaBHA NpoONEMH, KORTO MOraT 1a KOMIIPOMETAPAT BB3MOXKHO
13 OTTOBOPAT Ha JICYECHHETO (BIIOYHTEIIHO HMYHOASHHIUMT WK DYHKIIMOHAIIAA aCTUICHHSA).




Cepuosnu anep2uunu peaxyuy (BKMOYWTENTHO aHTHOeAeMA, aHA(WIAKCHUA) W KOXHHM peaKIHH
(BKMIOYHTENHO CUHAPOM Ha Stevens-Johnson M TOXKCHYHA enUacpManHa HEXpoOIM3a) ca HabmonaBaHy
PAJKO NpM HNAUMEHTH Ha Tepanua ¢ Aa3UTpOMMUMH. [IpM HAKOM MNAUHCHTH, BBIPEKH Y€
CHMITTOMaTHYHATAa TepalMd Ha aleprHiHWTE CHMITTOMH IThbPBOHAYATHO MMa YCIIEX, KOTaTo TOBa
JledeHHe ce MPEyCTaHOBH, CHMIITOMHETE CKOpPO Ce MOABABAT OTHOBO W €3 Mo-HATATHITHA CKCITO3HIHA
Ha A3WTPOMEKLMH, 3alI0TO TE3H NAUMEHTH H3HCKBAT MPONWDKHTENEH epHOon HAa HabmoleHHe H
CUMITTOMATHYHO JICYSHHE.

[Tcesdomembparo3en xonum € ONMMACAH INPH TIOUTH BCHYKH AHTHOAKTEPHAIIHM areHTH M MOXE [0
TEXKECT Ja Bapupa OT JIeK A0 XMBOTO3acTpamiaBai]. 1a3d guWartHosa tpaOea Ja ce MMa npeABni NpH
NMAIACHTH ¢ ZAapUA BCISACTRUE MPpHEM Ha aHTAOAKTEPHATHHA ar¢HTH.

A3ATPOMALOHH ce¢ e/IAMHHUPA OCHOBHO Npe3 YepHHA ApoD, 3aToBa € HeoOXoouMoO Oa ce mpuniara
BHUMATEJTHO TIPH NALMEHTH ¢ HAPYIIeHA 9epHOAPOOHA Py HKIMA.

IIpu nexa cmenen na 6vbpeuna HedocmantbyHOCM HE CE W3HCKBA NMPOMSHA B Jo3WpoBkaTta. Hama
CUHTYPHM KIHHHYHM JAHHH OTHOCHO MNPWIOKCHHETO HA A3HTPOMHIMH TpH TNAIMEHTM ¢ TeXKa
0B0peuHa HeJOCTATBYHOCT, NOpaOH KOETO JIEKapCTBEHMAT MPORYKT TpadBa na ce nmpunara ¢ ocobeHo
BHHMAaHUE,

Kaxro mpm BCHYKH BMAOBE aHTHOAKTepHANHO NeUeHHWE, NPEMOPBYHTENHO € NauHeHTHTe na Oboar
W3CNICIBAHA 33 HATHYKE HA BTOPHYHM HHQEKOHN 0T HefaxTepualHO eCcTecTBO, BKMOUYMTEITHO
reOHYKH.

3a newenuemo na cuuruc He TpabBa Na ce pa’duTa Ha a3UTPOMHIMH B Taka I[IperopbYaHaTa
HO3APOBKAa. ARTHMAKPOOHUTE areHTH, MPHIOKEHH BB BHCOKH JO3H 32 KPATHEK MEPHO OT BpEMe IPH
Jie4eHUETO HA HEerOHOKOKOB VPETPHT, MOXKE Ja MACKHAPAT WM A8 OTIIOXKAT H3ABaTa HA CHMITTOMMTE
npe3 HHKyOaumMoHHusA nepuo Ha cudmwikca. Ha BCHYKM MaLMEHTH C NONOBONpENABaH YPETPHT WIH
HEPBHIMT MO BpEME HA MOCTAaBAHE Ha AMATHO3aTa TPAOBA 1a ce HANpABH CEPOJIOTHHCH TECT 32
CEPITHC ¥ I3 Cc€ B3eMAT CHOTBETHH KYJITYpPH 3a ronopes. TpafBa na ce 3anoude mnoaxonsila
aHTHMHXpOOHa TepanHa KW TECTOBE 3a MpociieaABaHe Ha Te3n 3abfonABaHmA, ako HHexkuusra ce
notebpau. [lpend nedenuero TpaOBa Na ce HalpaBM CHOTBCTHA aHTHOHOrpama, 3a a ce ONpehciH
TIPHUMHKTESIA U 9YBCTBHTEIHOCTTA MY KBM 83HTPOMHITHH.

Ipunooicerue ¢ cepuampuama
He ¢ HeobxonrMa MpoMAHAa HA OO3MPOBKATA MPH NMO-BB3pacTHH NMALMEHTH c HopMaiTHa O0n0pevHa u

yepHOAPOOHa GYHKIMA, NPHEMAIIM a3UTPOMHLIMH B NPENOpBIaRNTe JO3HPOBKH.

IIpunooxcenue @ necuampusma
[TpunoxenneTo HA a3HTPOMUIIAH B MEAHATPHATA € HICICABAHO NPH ACLia Ha BB3PACT OT 6 Mecela 10
12 roguen. [1pn nena ¢ TenecHo terno nox 45kg ce rnpemopbuBa JeUeHHE ChC CYCNEHIHA.

JlekapcTBEHHAT MPOMLYKT ChOBPXKAE JakTo3a. [laMeHTH C pedKH HacneICTBEHH mpobieMH Ha
raNakTo3Ha HEMOHOCHMOCT, Lapp maxkTazeH OeHIMT MMM IMOKO30-ranakTosHa MaitabcopOima He
TpAOBa a2 mpUeMaT TOBa JIEKAPCTRO.

4.5 BiaumogelicTaHEe ¢ APYTH JeKAPCTECHN NPOAYKTH H APYTH (pOpMR Ha B3aEMoAcHcTRRE

Anmuayuonu cpeocmea: AUC Ha a3NTPOMHEIIHH OCTaBa HEIPOMEHEHA IPH CHBMECTHO IPWIOKECHUE
Ha AHTHAUMOHW TPOAYKTH, ChIBPXAINM ATYMHHHCE WIH MAlHCIHECR XHAPOKCHI H A3HTPOMHIMH.
Benpeku ToBa C max C€ HamaNaBa ¢ 24%. IipenopruBa ce HMHTEpBAN Hal-MAIKO OT 2 4aca MeXIay
NPIIOXEHHETO Ha a3UTPOMHLMH K HAKAKBO AHTHALHOHO CPEACTBO, ThH KATO C6 HAMAIABA CKOPOCTTA

Ha pe3opOnpA Ha a3HTPOMHUIINH,

LJumemuoun: TlpuembT Ha umMeTHauH (800 mg) 2 gaca npen a3HTPOMHIMH HE 0KA3Ba BIIHAHHE
BBHPXY pe3opOImaTa Ha a3NTPOMHAIIWH.

Teogpunun: B TepaneBTHYHU [03H A3HTPOMHLIMH HMA yMepeH edeKkT BhpXY (papMakokH
TcOOUNHUHA (MPHIOKEH HHTPABEHO3ZHO MJTM Mpe3 YCTATA).




Bapgapun: A3NTPOMHIIMH HE 0Ka3Ba BMAHHE BBPXY NpOMAHAaTa HAa MPOTPOMOHHOBOTO BpEME OT
eONHNYHA 1033 BappapuH. Benpexn Topa, noOpara MEAMUMHCKA NpakTHKa Hanara BHHMATEIHO
MOHHTOPHpaHe Ha IPOTPOMOHHOBOTO BpeME IPpH BCHIKH Ial[HEHTH, HeKyBaHH CBBMECTHO ¢

a3MTPOMNLHMH M Bap(apHH.
Luzokcun: ASHTPOMMIIMH TOBHINABA KOHICHTPALMATA HA JNNOKCHH, KOraToO C¢€ NpHaara CbBMECTHO.

Epzomamun unu ouxudpoepzomamun: ITIpH CBBMECTHO NPHIOKEHME MOXE [Oa Bb3HMKHE OCTpa
€pProTaMMHOBA TOKCHYHOCT, KOSTO C€ XapakTepH3Hpa ¢ TEXDbK neprudepeH Ba30CrazbM H OW3ECTE3HA.
Tpabea na ce oObpHE BHAMAHWE HA NALMEHTHTE, 13 HE MpUEMAT €IHOBPEMEHHO €proTaMMH WJIH

INXAOPOSProTaMUH H a3HTPOMHALH.

Hengunasup: CremecTHOTO NMpunnokeHue Ha asurpoMuumd (1200 mg) u nendunasup (750 mg tpn
IbTH OHeBHO) MMa Kato pesynrar 100% yesenuuapaHe Ha abGcopbuusara m OHOHANHYHOCTTA HA
asuTpoMALMHE. HaMa 3HadATeNeH epekT BBpPXY CKOpOCTTAa Ha abcoplimyis M ckopocTTa Ha OIHCTBAHE.
KmiAHYHNTE TTOCNEACTBHS OT TOBA B3aMMOJACHACTRBHE Ca HEH3BECTHH, HO ¢ HEOOXOMMMO MOBHINEHO
BHAMaHHUE PHA NPEIHHCBARETO Ha a3UTPOMHLMH NPH NMallHEeHTH, TpHeMal¥ HelduHaBHD.

Tepgenaoun: Tlo Bpeme Ha dapMakOKHHETHYHHU NMPOYUBAHHS HE €A NOMYYEHH AAHHM 33 HACTHITWIM
B3anMOoZeHCTBAA MEXIY a3HTPOMHIIMH K TepdeHaanH. B HAKOH OT ciyqanTe He € 6AI0 BE3MOXKHO Ja
Ce M3KIIOYH HAITEJIHO BEPOATHOCTTA OT B3aMMOIEHCTBHA, HO HAMA KOHKPETHH /IOKA3aTe/ICTBa 3a
TAXHATa npoasa. KakTo U nmpu ZpyruTe MakpoInan, a3sHTPOMHIMH TpsbBa ga ce npuara ¢ NOBHILEHO
BHAMaHWE NIpH KOMOHHHApaHE C Tep{eHa HH.

Pupabymun:. EnnoBpeMeRHOTO NpAnarade Ha pugabyTHH M a3NTPOMHLMH HE NORIIMABA CEPYMHUTE
KOHUEHTPALUMHA Ha HUTO €JHO OT JexapcTbaTa. HabmoaaraHa € HEYTPONEHHUA IPH KOMOHHHPAHOTO HM
npuEnoxeHue. T ce cRLP3Ba ¢ MpHaraHeTo Ha pHdabyTHH H He € YCTAHOBEHA PUIKHHO-CIIEICTBEHA
BpPE3Ka C yrioTpebara Ha a3UTPOMHIIHH.

Hpyeu nexapcmea: VI3BecTHO €, 4e MaKkpONHAHATE aHTHOMOTHIM B3aMMOACHCTBAT ¢ UMKITOCIIOPHH,
ACTEMM30J1, TPAA30JIaM, MH33071aM WH anderTanml. Brnpexn, 9e HAMa JaHHA 3a B3aAMOIEHCTBHE
MeXIy A3akc TaOleTKH H Te3H JEKapCTBEHH MNPONYKTH, NPENIOPBYUTENHO € €JHOBPECMEHHATA MM
ynotrpeba Aa craBa MpH CTPUKTHO MOHUTOPHpPAHE,

AZWTpOMHIIAH HAMAa 3HaYUM e(eKT BBpXY (apMaKOKMHETHKATA HAa METWIIPEIHM3OMNOH,
kapbaMa3enuH, THAaHO3NH, 3UAOBY/THH.

Jlabopamoprume noxazamenu: JloknanBaHu ca KJIMHHMHO 3HAYAMH OTKIIOHEHHSA, MPOABEHN O BpEME
Ha MPOYIBAHMUATA KAKTO CJie/IBa:

- B noeeue oT 1% oT ciydadTe: HaMalleH XeMOrnoOMH, XeMATOKPHT, MHMGQOLHTH, HEYTPOPHIM H
KpbBHA 3axap, MosMIlieHa cepyMHa kpeatnH(pocdokuHaza, kamud, AJIAT, ITTII, ACAT, ypes,
KpeaTHHHH, KpbBHa 3axap, Opoli TpombounTH, THMOLNTH, HEYTPOPHIH K cO3HHOGHIN.

- B no-mManxo ot 1% oT cyvuanTe: JIEBKOTICHHS, HEYTPOleHHd, HHCKH CTOHHOCTH Ha HATpHH, Kamui,
6poit Tpombouwry, MOBHIIEHH MOHOLMTH, Oazodunn, 6HkapboHaTH, cepyMHa ankanmHa gocdarasa,
6nmapy6un, JIIIX u docdharu.

Ilpu npocnensBaHeTo NMpoMeHUTe B naboparopHUTE NOKA3ATENIN ¢a 0OpaTHMM.

4.6 @DepTRAATET, OPEMERANOCT H KhPMEHE

bpeMeHHOCT
bpemenrocT KaTeropus B.

[IpoyaBaHMATA [PH XKHBOTHA Ca HEJOCTATHIHHK IO OTHOINCHHWE HA BIHAHHETO BBPXY OpeMEHHOCTTA,
eMOpPHOHANHOTO/QEeTaANHOTO Pa3BUTHE, PAXKIAAHETO M MTOCTHATATHOTO pa3BUTHE. [IOTEHIMATHUAT PHCK
[IpH XOpa He € H3BECTEH.




Knpmene
ChiiecTByBa orpaHHueHa HHpOpMaL{A 38 eKCKPeTHpAaHETO Ha a3HTPOMULIMH B kbpMaTa. He Moxe na

ObIe H3KMOYEH PHCK 38 KbpMayeTo. PelneHneTo gamu Aa MpoOab/IKY HIIM fia Ce MpeKbCHE KbPMEHETO,
WIM JaJM Ja NMPOOBJDKA WIH 3 Ce NMpeKbCHE TepamuaTa ¢ A3akc TpaOBa Ha OBJe B3ETO KaTo ce
NpeLEHH TI0M3aTa OT KbPMEHETO 32 ICTeTO H MOJ3aTa OT TepanuaTa 3a Malkara.

4.7 Edjexrr sppxy cuocofE0cTTa 32 modupane B paboTa ¢ MAINHHEE

HsiMa narHm Azakc [1a MORTHNBa criocobHocTTa 3a modupaHe H paboTa ¢ MamIWHM.

4.8 Hewxenann lexapcTReHA PEeaAKHAN

Hexxenanute nekapcTBEHH peakilip ¢a Hal-uecTo JIEkH M KpaTKOTpaiHMA M IPEMUHABAT Clel CITHpaHe
Ha eKapCcTBOTO.

H3nomaeana e cnenHaTa knacHdrKalya Ha YeCTOTaTa Ha HEXEJIAHUTE JIEKAPCTREHH PEaKI{HH:

Muoro gectn (=1/10), wecrn (=1/100, <1/10), neuecr (=1/1000, <1/100), peaxn (=1/10 000,
<1/1000), muoro peoku (<1/10 000, ¢ HenusBecTHa YecToTa (OT HAMYHHATE NAHHM He MoXe Aa Obae
HRNpABEHA OMEeHKa)

HUR HA K, u aum@n C
Peoxu: TpombGoruToneHns, NMpexoaHa, JieKa HEYTPOreHus { He € NOTREPAeHa MPUIHHHO-CIIEICTBEHA

BPB3Ka C a3HTPOMKIIMH)

[Tewxyny Hapyuenua
Peoxu: ArpecnBHOCT, 6€3n10K0HCTBO, TPEBOXKHOCT H HEPBHOCT

Hapywenus na vepenama cucmema
Hevuecmu: 3aMasHOCT/CBETORBPTEXK, CHHIIMBOCT, rnapobonue, repuose (YCTAHOBCHH Clea ynoTpeba
B Ha OPYTHA MAKpPOJIHM), TPOMAHA HA BKYCa, CHHKON

Peoxu: Ilapecresnd ¥ acTeHusd, 6€3CHHAE H CBPBXaKTHBHOCT
H, H mo un ma
Peoxu: YcTaHOBCHO €, 9¢ MaKpOoNMIuTe NMPeAN3BHKBAT YBPCKIAHAA Ha ciyxa. [IpH Hakom

NMAOHEHTH ce cho0ImABa 3a HAPYIICHRS Ha CIyXa, TyXO0Ta, ITyM B yIuTe, MHoro oT Te3u cinydaH ca
CBRBP3aHH C MPOYUBAHHA, NMPH KOHTO a3HTPOMHLMH € MPWIAaraH BbB BUCOKH J03H H 38 NPOABIDKHATENICH

1epuog oT BpeMe. MiMa HAJIMYHHM OAHHU, Y€ [O-TONsAMa YacT OT Te3W HapyIeHHA HMaT MPeXOoneH
XapaKTep.

C y H
Peoxu: CopuebueHe M apUTMHA, BKMIOYATEIHO KaMepHa TaxukapAnd (Kakro W NpH Apyru
MaKpOJTAIH)

Cvoo8u HapVueHus
Peoku: XHAOOTEH3NA

CmoMauuso-upesrU Hapywien us

Hecmu: ["anene, nosBphsUIaHE, IHMapHA, CToMallleH guckoMpopT (bonka, crasMu)

Hevecmu: Kamasm manpakHEHM:, razose, HapyUWeHO XpaHOCMMIaHe, aHOPEeKCHA,

Peodxu: 3anek, obe3nBETABAHE HA €3HMKA, IAHKPEATHT, NICEBIOMEMOPAHO3EH KOITHT

Xi HY H eH

Peoxu: XenaTHT H XOJNECTATHYEH MKTEP, BKMOYHTENHO MOBHIIABAHE HA CTOHHOCTHTIE HY. -

qepHOAPOOHNTE €H3NMH, B PSOKH CIIy4aH YepHOApoOHA HEKpo3a B YepHoapoOHA Hedo
(aTasieH U3Xom




Hapywuenws na xoxcama u ROGKOINCHAMA NMbKaH

Hevuecmu: AneprAdHH peakiiHH, BKTIOYHTENHO MIPYPHTYC H 0OpHB

Peoxu. AnepriuHA  peakiHH, BKMOYWTEIHO  AaHTHOHEBPOTHYEH  OTOK,  YPTHKapHi,
¢GOTOTYBCTBHTEITHOCT, CEPHO3HH KOXHH peakivy kato erythema multiforme, crHapoM Ha Stevens-
Johnson ¥ TOKCHIHa eMmuaepMaTHa HEKPOIIN3a

H, HUS H@ MYCKVAHO-CKEREeMHAMA CUCIMEMA U CHeOUNUMENRAMA MYKAH
Hevecmu: Aptpanrusd

Hapyuienus na 6vbpeyume u nuxourume nemua
Peoxu: Hnrepcrimimanen He(ppHT ¥ ocTpa OB0peTHa HEAOCTATHIHOCT

ooumenHam ma
Hevecemu:  BarweaTH

Obwu HapyuieHus U eghexmu Ha MACMOMO HA NDURONCEHUE
Peoxu: AHa(HNaKTHYHH peaKiid, BKMOYHTENHO OTOK (B peakd ciaydan ¢ dartanex

H3XOH),KaHAKOO3H, YMOPa, HEPA3TIONOKEHHE

Crobmapane Ha NMOX03UPAHY HEXEIaH! peaKkiMy
CrobuiapaneTo Ha MNOAO3MpAHH HEXENaHM peakiMH  cleld paspelnasaHe 3a ynorpeda Ha

JICKApCTBEHHA IMPOLYKT € BAXXKHO. ToBa IO3BO/IARA A2 MPOAWDKH HAOMIOAEHNETO HA CHOTHOEHHAETO
MOT3a/PHCK 3a JICKapCTREHHMA MPOAYKT. Hexenanmre peakmd Moxe Az 6b2aT ChoOIMEHN OAPEKTHO

Ha MamtAnrTeHa areHiMa no aekapcreata (MAJT):

bbJIT' APUA, Codusa 1303, yn. Jlamar I'pyes 8
Ten. +359 2 8903555

en. noma: bda@bda.bg
yeGcaiiT: www.bda.bg

4.9 Ilpenozmpane

HaMa naHHH 3a npego3vpaHe Ha a3UTpOMHLHH. B cnydafi Ha npenosupane ¢ MaKpOJIHiHM
aHTROHOTHIM MOXe Na ce Habmogasa 3aryfa Ha ciyxa, TeXKO H3Pa3zeHO rajeHe, NOBPBINAHE H
avapus. B Takee cnmydal ¢ Heo6XoouMm cToMarueH NaBaXk W He3a(aBHO Ia ce MOTEPCH METHIMHCKA
AOMOILII,

5  ®APMAKOJOI'MYHU CBONCTBA

5.1 @apmaxoaMHAMHEYHE CBOMCTBA
QapMaxoTepaneBTHIHa Ipyna: MakporHaeH antnbnorrk, ATC kox: JOIFA1LQ

Mexanuzwsm na deticmsue

AZATPOMHLHH MNpPHHAIJIEXKH KbM as3anuaHATa Tpyna, KOATO € MOAKNAc Ha MAKpPONHIHHTE
aHTHOROTHIN, JleficTBMETO HA a3HTPOMUIIAH C& OCHINECTBABA 4pe3 CBhp3Bade ¢ 50S pubozomanmnarta
MOACAVHHIIA Ha BH3IMpHEMAalnHad MHKPOOPraHW3bM, KaTO NO TO3H HaudH HHXHOMpZ NPOTCHHEHATA
CHHTE3a B KIeThYHATA cTeHa. CHHTE3a Ha HYKIICHHOBATE KHCE/IAHA HE CE TIORITHABA.

A3MTPOMHIIMH ce HaTpymnBa BLB (arouuTHTe ¥ PubpobnacTute, KAKTO € ASMOHCTPHpAHO C in vitro
HHKYOAHHOHEM TeXHHKH, HM3momssalkul Ta3W MeETOAWKA, CBOTHOINEHWETO HA EKCTpa- KBbM
HHTpalleJTy/lapHaTa KOHIUEHTpaimMA ¢ > 30 cnep egHowacoBa wHKYOamma. IlpoydaeaHms in vivo
npeanojarat, 4Ye KOHHSHTpaLUMATa HA MeIMKaMEHTa BBB (QarolMTHUTe JONpHHAacA 3a

pa3NpOCTPaHEHUETO MY /10 BB3MANCHHUTE ThKAaHH. ASHTPOMHUUMH HMa LIHPOK CNIEKTHP Ha eeKTHBHOCT _ .

“

KaTo NosiaAaBa pa3THaHd I'pam (+) u I'paMm (-) Gaxrepun, aHaepoOH, BHTPEKICTHYHN H
aTHIIHYHA MAKPOOPTraHM3IMH.




Mexanyzmuy 3a eb3HUKEANHE HA pe3UCMERMHOCM
Pe3ncTEeHTHOCTTA KBM a3UTPOMHIMH MOXE [1a € BpolcHa MK npupoduta. OCHOBHHTE MEXaHH3MH 3A

BB3HWKBAHE HA PE3UCTEHTHOCT NpH DakTepHHTe ca TpU: MPOMAHA B MACTOTO HA AeHCTBHE, MPOMAHA B
TPAHCTIOPTHATE MEXaHWIMH Ha aHTHONOTHKA, MOoONdAIpane Ha AHTHOHOTHKA.

[TenHa xpBCTOCAHZ PE3NCTEHTHOCT € YCTAHOBEHA TpH Streplococcus pneumoniqe, B-XeMOMTHIHH
CTPEeNTOKOKH OT rpyna A, Enterococcus faecalis, w Staphylococcus aureus, BKMOYATENHO METHLIINH
pEe3HCTEHTHHTE LaMoBe Ha Staphylococcus aureus (MRSA) xpM epUTPOMHLIMH, a3HTPOMKLNH, OPYIH
MaKpPOJTHIH K THHKO3aMUIH.

I panuyu
['parvmy Ha 9YBCTBHTEITHOCT H2 THIIMYHH MTATOTEHH KBM a3HTPOMHILIMH
NCCLS:

» YyncterTenen <2 mg/l; peancrenren > 8§ mg/l

e Haemophilus spp.. 9yscTeuTeneH < 4 mg/l

s Streptococcus pneumoniae U Streptococcus pyogenes: dyscteuTeneH < 0,5 mg/l; pesucteHTeH
> 2 mg/l

Hyecmeumennocm

Yecrorata Ha npuaoOHTaTa Pe3UCTEHTHOCT MOXE Oa Bapupa B 3aBUCHMOCT OT reorpagCckoro
NONOKEHHE M BbB BpeMeTo 3a onpenenieHH Buaose. [lo Tasy npHumHa € NperoppYdTeTHO HATMYHE Ha
HHopMAaLS OTHOCHO PEIHCTEHTHOCTTa B KOHKPETHATa CTpaHa, 0coOEHO NPH NeveHre HA TEXKHA
nadgekunn. Heobxoaqumo e excriepTHO MHEHME, B ciiydadl ue¢ OCOOEHOCTHTE HAa Pe3HCTEHTHOCTTA
NOCTABAT 1101, BEPOC ePeKTHBHOCTTA OT NPHIArAHETO HA a3UTPOMHIMH.

Muxpobuonozus

JokasaHo e, 9e a3HTPOMHIMH € e()€KTHBEH Cpelly MOBEYETO IIAMOBE Ha CIICAHATE MHKPOOPTaHH3IMH,
in vitro ¥ MPY KNIMHWYHO H3ABEHH HHGEKIINH:

AepoOHn I'paM-mIONOXUTETHH MHWKPOOpPraHM3MH: Staphylococcus aureus - MeTHIWIHH-
qyBCTBHTENIHH, Streptococcus agalactiae, Streptococcus pneumoniae - NEHHIIUINH-IYBCTBHTEIHH,
Strepitococcus pyogenes (B-XeMONUTAYHH CTPENTOKOKH OT rpyna A), Streptococci (I'pymn C, F, (),
Streptococci ot rpynara Viridans.

3abenexcka: AZATPOMHLMH M0Ka3BA KPBHCTOCAHA PEIUCTEHTHOCT C EPUTPOMKLIMH-pE3NCTEHTHH [ pam-
nonoxurenHy mmamope. Iloseyero mamose Enterococcus faecalis 4 CTAQHUNOKOKH PE3NCTEHTHH Ha
METHITWIHH, Ca PE3HCTECHTHH HA a3UTPOMHIIHH,

Aepobun  I'paMm-oTpullaTenin  MHKpoopraHmsMM: Haemophylus  influenzae,  Haemophilus
parainfluenzae, Moraxella catarrhalis, Bordetella pertussis, Campylobacter jejuni, Legionella
pneumophila, Pasteurella multocida

AHaepoOHr MHKpOOpraHuWsMH. Bacteroides bivius, Clostridium perfrigens, Fusobacterium spp,
Prevotela spp., Porphyriomonas spp., Peptostreptococcus spp., Propionibacterium acnes

Hpyra Muxpooprarmsmu. Chlamidia pneumoniae, Chlamidia trachomatis, Mycoplasma pneumoniae,
Borrelia burgdorferi, Ureaplasma urealyticum

BuJose, npyu KoWTO NpHAOOHTATa pE3UCTEHTHOCT MOXKE 2 € npednem:
AepobHH I'paM-NONIOKHTETHA MHAKPOOpraHmsMu: Streplococcus pneumoniae — (eHHITLIIMH-CPEIHO

JYBCTBHTCIHH, NICHUIWIHH-PE3HCTC HTHH)

MMEMHHBHH C BpOoneHa pCIHCTCHTHOCT

Aepobun I'paM-nonoxxudTeNIHK MEKpoopraHusMH: Enterococcus faecalis, Staphylococci MRSA,
MRSE*

AHaepoOHH MEKpPOOpPraHU3MH
I'pynara Ha Bacteroides fragilis




*MernmwmH-pe3ucTenTHUTE Staphylococei ce oTMYaBaT ¢ MHONO HIMPOKO pa3npocTpaHEHA
nMpuooOKHTa PE3NCTEHTHOCT KBM MAakponuau. IloctaBeHu ca B Ta3d Irpyna, Tei K4TO pALKO NposBABaT
GYBCTBHTETHOCT KbM 23UTPOMHUIIMH.

MHAKpOOpranu3MH, TPHYHHABAINH NIQJI0BO HpeaaBaHy AHOEKIHH:
A3UTpoMHLIHH ¢ ocobeHo edekxruBeH npu Chlamidia trachomatis, Treponema pallidum, Neisseria

gonorrhoeae u Haemophylus ducreyi

INponykuuAra Ha feTa-NakTamasa HiMa e(PexT BhpXY AeHCTBHETO Ha a3UTPOMHLIMH.

5.2 OapMaxoKHHeTHIHH cBofcTRa

Abcopbyus
Cnen nepopaiieH nMpHeM asuTpoMHLMH ce abcopbupa Obp30 B raCTPOMHTECTHHANTHUA TPAaKT.

Pasnpedenenue
KoruerpanmsaTa Ha a3ATPOMHIIMH B THKAHUTE € [T0-BHCOKA B IUIa3MaTa HITH CEPYMa, KOETO CE TBJDKH

Ha 0Bp30TO My pasznpeaenenue. [Ipr nepopanex nmpreMm Ha eaguHHgHA 8032 0T S00 mg, Cnax 0,5 pg/mi
ce noctura 3a 2,2 9aca (=T mex ). JBONHO-KpBCTOCAHO NMPOYYBAHE, B KOETO NMALMEHTUTE €A MONYyYH/IH
500 mg a3ETPOMHUMH ¢ H Oe3 IpHeM Ha XpaHa, AOKa3Ba, u¢ XpaHara yBean4yasa C qax ¢ 23%, HO He
oka3Ba BmstHIE BupXxy AUC.

HstmMa cBIDECTBCHH pa3HYHA B JHUCTO3HIMATA HA A3WTPOMHULMH MEXIY MEXKHTE H KCHCKHTE
MHONBHIH.

[Ipn M3cnenBaHeTO Ha 34paBH MALWEHTH HA BBL3pPacT OT 63 1m0 85 roauHu, GapMAKOKMHETHYHHTE
NMapaMeTPH Ha MBXKETE B HanpeIHaNa Be3pacT ¢a NOJOOHH Ha TE3X MPH NO-MJIATH MBXKE.

[Tpn xeHHTEe B HANIPEAHAIA BH3PACT C& HAOMIONARAT MMO-BACOKH ITHKOBH KOHUEHTPaUHWH (YBEJIMYEHH C
30 mo 50%), HO HATPYNBAHETO HE € ChINECTReHO. PeallHHs crauMoHapeH o0eM Ha pasnpeleNieHUe €
npubnmmrenno 31,1 kg, Cpbp3paneTo ch¢ cepyMHHMTe OeNTBUM HAa a3dTPOMHUHH BapHpa B
KOHRTICHTPAIIMOHHM TPAHHIM, KOUTO c¢ NOO/IIDKaBaT N0 eKCIIO3MIHATA NPH X0paTa, KaTo Hamajidsa oT
51% nipn 0,02 pg/ml no 7% npm 2 pg/ml.

Enumunupane
[TnasMeHHTe KOHUSHTpALMH Ha a3MTPOMHIIMH C/IeA MPHEM Mpe3 YCTATA WIH HHTPABEHO3HA COHHWYHA

go3a ot 500 mg HamanaBat nmosindasHo ChC CpelicH pearnceH IUasMeH KMAPBHC o1 630 ml/min n 68
yaca eMMHHALMOHEH MONYXHUBOT. CUHTA Ce, 3¢ YIB/DKCHAAT eMTHMHHAIMOHEH MIOYXKHBOT €€ TBITDKH
Ha €KCTEH3HBHO H3IBNMYAHE H NOCHCABAINC OTHOCISHE HAa MEAWKaMEHTa OT ThKaHuTe. bmnmnapHara
€KCKpelliss Ha a3NTPOMHUMH, NPEeIHMHO B HENPOMEHEH BHI HA MEIWKAMEHTa, € OCHOBHHAT IThT 33
eTnMuAApade. B pamMkure Ha 1 ceamuua, mpubmmsutenmso 6% oOT npHerata fo3a ce cpema B
HEeNMpOMEeHeH BAA B ypaHara. He e npoydeRa dapMakoKHMHETAKATA Ha a3HTPOMALWH IIPH NMalMEHTH ¢
yBpelesa 4epHoapoOHa w/wm O6n0peura ¢ynxuma. Tlpu nozoB pexcum 500 mg NLpeEH A€H H MO
250 mg nHeBHO 3a 4 AHM, B uepeOpoCNHHANHATA TEYHOCT ca OTKPHTH CaM0 MHOI0 MAaJKH
KOHIUeHTpaiHH (mo-manko ot 0,01 pg/ml) npu HanMaUETO HEBB3NATHTEIEH MEHHHTHT.

3.3 IlpeaxIERAYHA JAHHE 323 fe30nmacHOCT

B micnenpanmaTa Ha 06GOCTpeHa M XpOHWMHATA TOKCHYHOCT IIPH JXKHBOTHM BBR BCHYKH W3NHTBAHH
Oprann, ¢ mnodedne Ha Oemua Apod M MO3BKa, €a YCTAHOBEHH R0303aBHCHMH 0OpaTHMH
NMATOXACTONIOTHYHH TIPOMEHN, HapedeHH (ochommmuao3n, KOUTO TPEACTARIABAT MPOABICHHE HA
HATPYTIBAHETO HA A3UTPOMHLIMH B TbKAHHUTE JIM3030MH.

[TpoyuBanmATa BbPXY ITEXOBE, MPOBEXAaRN C BUCOKH nepopasiny 1034 (100 mg/kg nHeBHO MM no-
BHCOKH) B MPOTBDKEHAE HA | Mecell MMAT KaTo pe3yJITaT HACTRIIBAHE Ha XENaToLeynapHa Hekpo3a.
VcTaHOBEHO €, 9 YepPHAAT Jpod € 0CHOBEH TApreTeH OPraH 33 a3sUTPOMHMIIMHOBATE TOKCHIHOCT.
Krnervyanata Jerenepania ¥ HEKpo3a ca HalMoZaBaHW MpPH Ky4eTa B CIEAHUTE OpraHH: HepeH apob,
6B6pel ¥ AKIThUEH MEXYp. Te3Hd NMPOMEHM HACTBIIBAT Clled ABYMECEYHO MNEPOpANHO npunoxceﬂne Ha
a3sATPOMHLMH BEB BACOKH A03H (100 mg/kg nuerHo).




6. G®APMAIEBTHYHH JAHHH

6.1 Chnracepk HA DOMOMHBATE BeIECTBA

SInpo na Tabnerxara:

[IpexenaTHAH3IKPAHO HHULIECTE, XHAPOKCHITPOITAMUEITY 034, HATPHEB naypuncyngar,
KpOCKapaMenoia HaTpHi, Kanuuep xuaporeHpocdar OUXHAPAT, KONOMAEH Oe3BOAEH CHIHLMEB
THOKCH]I, TaKTo3a De3B0{HA, MarHe3nes creapar

OuIMOBO IOKPHTHE:

XnanpoMeno3a, MUKPOKPHCTANHA LIeNyn03a, TuTaHos auokckz (E171), makporon creapar

6.2 HecnBMECTHMOCTH

Henpusoxumo.

6.3 Cpox na roamocTt

3 roauHM

6.4 Coenuanng YCIOBHYE Ha ChXpaHeHHe

Ha ce cbxpaHaBa Ha MACTO, HEJOCTBHITHO 34 JelLa.
Jla ce ¢rXpaHsBa B OPHI'HHAJIHATA OIIAKOBKA.

6.5 annn 3a onaxoBKaTa

bmucrep or PVC/PE/PVDC/AL donuo
Pa3MepH Ha onakoBKHKTE:

3 Opoa ¢mwmupann TabneTku (eawH OnMcTep)

5 Opoa punmupanu Tabnetku (eauH 6nucTep)

6.6 Crenranan nNpelNasHl MepKH UPH H3XBLpJASHE

Hama crieunanyn H3HCKBAHUA.

7. TIPHTEXATEJA HA PAPEIIEHHMETO 3A YIIOTPEBA
HOBEJI ®PAPMA EOO/

Oyn.”bsnrapas’ Nel09

Codns 1404, brirapus

8. HOMEP HA PAIPEHIEHHUETO 3A YIIOTPEBA
20070007

9. JATA HA IIBPBO PA3IPELLIABAHE/MIOJHOBABAHE HA PA3PELIEHHETO 3A
YIIOTPEBA

Hara Ha mepBo paspewrasade: 01.03.2007
Hara Ha nocnenno nmogHoBasane: (09.05.2012

10. JATA HA AKTYAJIMZIHPAHE HA TEKCTA

0172025




