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1. HME HA JEKAPCTBEHHA MPOAYKT

3EQALIET 200 mg punMupanu tabaeTku
ZEFACET 200 mg film-coated tablets

3EQALIET 400 mg dpunMHpann tabneTtku
ZEFACET 400 mg film-coated tablets

2. KOJIHYECTBEH H KAYECTBEH ChCTAB

Beaka punmipana tabnetka chabpxa 200 mg neduxcam (OesponeH) , exksupaneHTeH Ha 223,81 mg
nedHKCHM TPHXHIpAT.

Bceaka dunmupana tabnerka chabpxa 400 mg ueduxcum (Gespozen) , exsupanenteH Ha 447,63 mg
teHKCHM TPHXHAPAT.

3a nLIHHA CTIHCBK HA MOMOIMHMTE BEIIECTRA, BAK. ToUKa 6.1,

3. JEKAPCTBEHA ®0PMA

3edanet 200 mg puaMupaHd TabIETKH:
benu, Kpbpriy ABOHHOH3THKHANH QUIMHPaHH TabneTky, ¢ peneden Haanuc ,,C” OT eAHATA CTpaHa H
IIaJKa NOBEPXHOCT OT APYraTa cTpaHa.

3edanet 400 mg puamupany TabneTku
Benu o GenesHuKasy, ¢ H3MeHeHa NPaBobIbaHa dopma PHIMUpaHH TabNETKH, ¢ AeNHTENHA YepTa OT
Apete cTpaHn. TabnerkaTa Moxke Aa Gbie pasaencHa Ha 1Be PaBHH TICTOBHHH.

4. K/IMHUYHH JAHHH
4.1. TepaneBTHYHA HOKA3AHHS

Hedmxenm e HokazaN 33 JiedeHHe HA CIeAHATE HHE(PEKIHA, NPATHHECHA 0T YYBCTBHTENHH
MHKpPOOpPragEn3MH (BHATe Towka 4.4 n 5.1):

— OcTbp OTHT Ha CPEZHOTO YXO;

~ Octop GakTepHaneH (papHHIHT;

— HeycnoxHeH OCTep HACTHT;

— HeycnoxHeHa ocTpa roHOpest.

CPEACTRA.




Tpa6ra na ce uMa npenBus OPHUHATHOTO PEKOBOACTRO 33 MOAXOAAINO H3ON3BAHE HA
aHTHDAaKTEepHAIIHH CPEeICTBA.

4.2. lo3HpoBKa H HAYMHH HA NPAIOKeHHE

ﬂO&‘ uposxa

Buspacmuu u jonowu (> 12 200unu):
ObuuaiinaTa 103a 3a Be3pacTHH € 400 mg AHEBHO, NPHETA KATO EAMHAYHA JIHEBHA 032 WIH pasfeneHa
Ha tBa PaBHH NEPOPAIHH NpPHEMA.
— 400 mg (wa 1 uns Ha ABe ao3u) oT 7 g0 10 AHH NPH OCTHP OTHT HA CPEJHOTO YXO M OCTHD
bakrepHaien bapuHraT;
~ 400 mg (na 1 wm Ha 2 1036) 0T 1 40 3 AHE NPH HEYCIOKHEH OCTHD LKCTHT MPH KEHH;
— 400 mg (1 noza), HeycloXKHEHa MrOHOpes.

Hanmearn B cTapYeCKa BBIPACT

Ha naudeHTH B cTapyecka Bb3pacT MOXe JIa ce JlaBa ChlllaTa 4034, IpenopbYBaHa IpH BE3PACTHH.
Tpabra aa ce Hanpasy oueHKka Ha 650pedHaTa GyHKIHA | Ia Ce KOPHTHpa J03aTa NIPH Texko Ob0peuHo
yBpexkAaHe (BHXKTe No-rope H Touka 4.4).

HepmaTpEYHA nODyNANAA

Jena ot 6 mecena ao 11 roagEn

Hpenmopbuea ce npH Jeua oT 6 Mecena 1o 11 roauHu ja ce Aasa NepHKCHM NepopanHa CyCIeH3us,
3amoto Tabnerkure or 200 mg ne Morat a2 GbIaT A03MPAHH NIPH Ta3H BE3PAcTOBA rpyma,
HpenopbuuTenHaTa NO3HPOBKa MPH A€l B Ta3H Bh3pacTora rpyna e 8 mg/kg/THEBHO KaTo eIHOKpaTHa
1033 WK pa3fieNieHa Ha JBe 03H B 3aBHCHMOCT OT TENIECHOTO TErN0.

Jena B3 BBIpaCT moad 6 Mecena
Be30macHOCTTa H epHKacHOCTTa Ha leMKCHM HE € YCTAHOBEHA NPH ACHA NO-MAJKH OT 6 Mecera.

BrOpevna meaocTaTLUHOCT

Leduxcum Moxke Aa ce npuiara npu yspenesa on0peuna Gpynxuna. Hopmanuara n03a v cXemMa MOXe Ja
¢e JaBa TIpH NAUHEHTH ¢ KPEaTHHAHOB Kaupeuc 20 ml/min uny no-sucok. [1pu nauuenTy, yniito
KPEaTHHHHOB KNMHPBHC € No-HKCEK 0T 20 ml/min, ce mpenopkuBa Ao3a ot 200 mg BeAHBX JHEBHO A HE
ce mpepHINaBa. J[03aTa H pexHMa 38 NIAHEHTH, KOHTO C€ MOLAABPKAT ¢ XPOHHIHA aMOynaTopHa
NEPHTOHEANHA AHATH3a HIH XeMOAHaNK3a TpaOBa Aa cHeBAT ChITUTE MPENOPBKH, KAKTO IPH NallHEHTH
¢ KpeaTHHHHOB KIHpBHC noa 20 ml/min.

Hsma gocTaTh4Ho AaHHH 3a ynotpeba Ha nedukcHM npu aena nox 12 roaunn ¢ 6u6peyna
HEMOCTAThUHOCT: yIoTpebaTa Ha LepHKCHM NpH Te3H TALHEeHTH He e MpenophYBa.

Haunn #a NpHIOKEHARE
TabnerknTe nedHKCHM ca 3a nepopaiHo Npuickenne camo. TabneTkure uednkcem Tpsbea aa ce

NPHEMAT € JOCTATEYHO KOIMYETCBO BOJA.
Heduxcum Moxe Aa ce npuema c win Gez xpana (BIKTE TOUKA 5.2).

IIpoALEKHTETHOCT HA JEUEeHRETO
Obm4aliHAAT Kype Ha neverie € 7 nau. Toll Moxe f1a Oble yIbkeH 10 14 aau ako e HeoOX0LHUMO.

4.3. IIpoTEBONOKA3aREA




CBpBbXUYBCTBATEHOCT KbM aKTHBHOTO BEINECTBO, APYTH NetaToCHOPHHOBH aHTHOHOTHIIH MM HAKOE OT
NOMOINHATE BEMIECTRA, H30POSHH B TouKa 6.1. AHaMHE3a 3a NpeqHILHA, BHE3aNHa H/HIH peaklys Ha
CBPBXYIYBCTBUTEHOCT KbM NCHHIIWIHH HIIH ApyT OeTa-TaKkTaMeH aHTHOHOTHK.

4.4 Cpoensannm mpeaynpeskAenHs H NPeINa3HE MEPKH 3a ynorpea

TeKKH KOXKHH HEXENaHH peakuuy: TeXKH KOXKHHA HEKENAHH PeaKiHH KaTo TOKCHYHA eTHASpMaTHa
HeKpOJH3a, CHHApoM Ha Stevens-Johnson H nexapcTBed 0OpHE ¢ SO3HHOPHIHA H CHCTEMHH CHMITOMH
(DRESS) ca 6rimd JoOKNaaBaHy NPH HAKOH NAIHEHTH, IpieMany uedukcHM. TTpn nodBa Ha TEXKH
KOXKCHH peakuuy, nedeunero ¢ uedukchaM TpadBea 1a Obae npeycTaHOBEHO, A ce 3ano4He NOIXonM1na
Tepallis M/HIH Aa e TIpeapHeMar HeOOXOAHMHTE MEPKH.

HeolxoAEMO CENaNHO BHUMAHKE NPH TIPUIOKESHHETO Ha LE(HKCHM IPH MAUHEHTH ChC
CEPBXYYBCTBHTE/HOCT KbM ApyTH NekapcTea. Lledanocnopusure Tpabsa na ce JaBaT ¢ NOBHIIEHO
BHMMAHHE Ha TYBCTEHTENHA KbM NEHHIHIHH NAallHEHTH, Thi KaTO HMA AOKA3aTENCTRO 34 4ACTHYHA
KpBCTOCaHa aleprAvHa peakuda MexX1y NEHHIWIHHE i 1e(anocopHHH.

BrumaH#e TpAOBa a ce o0npHe M TIpH NAIHEHTH, KOHTO ¢A HMATH TEXKH peakiuH (BKIIOYHTEIHO
aHagMIaKcHa) KbM JBara knaca nexkapcerea. OcofeHo BHUMaHHe TpAOBA NPH MALHEHTH, KOHTO Ca HMAIH
anepriyHa peakiyua KbM NEHHIMINH WK ApYyru OeTa-aKTaMHH aHTHOHOTHLH, TEH KaTo MOXKE Ja
HacTHITH KPBCTOCAHA anepruyHa peakija (3a NpOTHBOMOKA3AHHS [TOPAJi H3BECTHA
CBPBX1YBCTBHTEHOCT BHXTe TouKa 4.3).

B cnydaif Ha Te)KKa peaKiHs Ha CBPBEXYYBCTBHTENHOCT WiIH BACTENNIA aHA(DHIAKTHYHA PEAKIIAA CIIe
nproAKCHHE Ha HeduKeHM, ynoTpebaTa Ha nedHKcHM TpaOea aa 6pae npexkpareHa He3a0aBHO H Jla ce
ApPHICKAT NOAXONALIM CTICIIHE MEPKH.

HuBaTa Ha pe3HCTERTHOCT Ha Streptococcus preumoniae (>20%) ca [oKIaZBaHH 33 NEPHKCHM B HAKOH
Emponelicku cTpanH (BixTe To4ka 5.1). Tosa Tpsabsa na ce MMa NpeJBAL, KOraTo ce JIeKyBaT HHpeKInHs,
NpHUHHEHH ot Streptococcus pneumoniae,

Octpa 0b0peuna HeocTaTEYHOCT

KaxTo u apyrn nedanocnopuss, nepHkeHM Moxe Ja NPAYHHH ocTpa 6B6pedna He0CTaThYHOCT,
BKJIIOYHTEITHO TyOYNOHHTEpCTHLHANCH HePHT, KAaTO CHITBTCTBAIIO NATOJOTHYHO CheTosHMe. [Ipy nosBa
Ha ocTpa 6B0peuHa HeAOCTATEYHOCT, JledeHueTo ¢ HedHKCHM TpabBa Aa ce MpeyCTaHOBH H /1 Ce 3an0YHe
nogxoaaila Tepanus H/Hnn 14 ce NpeanpHeEMar HCOGXO,I[I/IMHTC MEPKH.

bb6pedaHa HECCTATRUHOCT

Hedukcum Tpabea na ce npunara ¢ ocobeHo BHUMAHHE IIPH BE3PACTHH TTaUHEHTH ¢ KPeaTHHHHOB
KIHPBHC NTO-HHCBK 0T 20 ml/min (BrxTe Touka 4.2 1 5.2). HaMa aaHu# 32 ynoTpebaTa Ha He(pHKCHM
npH aena ned 12 roguHn ¢ 0s0pedHa HeAOCTATEYHOCT: NIPH TE3H MANHEHTH HE Ce MPENophYBa
ynorpebara Ha HepHKCHM.

ITpoasmikTensa ynorpeba Ha ijepHKCHM MOXe Aa A0BeAe 10 CEPBXPAcTex HA PE3SHCTEHTHH
MHKPOCPraHH3IMH,

JleueHHETO ¢ MHPOKOCTIeKTHPHH aHTHOROTHIMA IIPOMEHA HOpPMalHaTa {iopa Ha AebenoTo YepBo H MOXKe
Ia 1oBede IO CBpbXpacTex Ha Kmoctpunuu, HacnennaHuara couart, ue TOKCHHA, otAenen ot Clostridium
difficile e mMbpBHYHATA NpHYKHA 32 PA3BHTHE Ha JTHApHA, CBBP3aHA ¢ ynoTpeba Ha aHTHOHOTHIIH.




BKJIIOYHTCTHO LIB{bHKCHM); 34TOBA € BAXKHO A ¢€ HMa NPSABHA JHArHO3aTa [IpH MalHCHTH, KOHTO
Pa3sBHBAT AHApHA, CBBP3aHA ¢ ymoTpedara Ha aHTHOHOTHIIH.

ITanuenTH, KOMTO Pa3BHAT TEXKA AHAPHA MO BpeMe Ha HITH clefl yioTpeOa Ha uedmkcuM, Tpabsa aa ce
B3eMe [PEeJBH PUCKBT OT XKHBOTO3ACTPAINABAI] NCEBAOMEMOpaHO3eH KOHT.

¥Ynorpebara Ha uedmkcum TpabBa Kia 6bE CIIPAHA H NOIXOAAIM MEPKE H JIgUeHHe Aa Obaar
npennprerd. Tpabea aa ce H3KIIOYAT ZPYTH NPHYKHA 33 Bb3HHKBAaHe Ha KOJNHT. [IpoTHBONIOKA3aHa €
ynorpebaTa Ha APYTH JIEKAPCTBA, KOMTO MOTHCKAT YPEBHATA TIEPHCTAITHKA.

4.5 BzaamopeiicTRHE ¢ APYTH JeKAPCTBEHH DPOIYKIH H ApyTH GOPME HA B3aHMOJeHCTBHE

Ledurcam Moxke panueo Aa MO3HTHBH3KPA PeaKiMATA 32 INII0K034 B YPHHATA, HallpaBeHa ¢ pasTBOp Ha
BerenukT KiH QeNHHIOB Pa3TBOP HAH C MeAHO-CyadaTeH TeCT, HO He H TecT, GasHpaH Ha eH3UMHH
TIIOKO30-0KCHIAIHH METOAH.

Iedurcam Moxke hanm#Be Ja MO3HTHBHPA NHPeKTHHEA TecT Ha Coombs, Thil KaTo e chobmaeato 3a
thammuBo MONOKNUTENHA peAKUMS NIPH NALHEHTH, TEKYBAHH C ZPYTH HealoCIOPHHH.

Kakxro u apyru uedanocnopins, noBHIIEHHEe HA TPOTPOMGHHOBOTO BpeMe ce HabmoAaea IIPpH HAKOH
nanuesTd. Tpabsa ocofeHo BHHMaHKe IPH MALMEHTH, MOIOKEHH HA AHTHKOArY/IAHTHA TEPaNus.

4.6 DepraanTeT, GpeMEHHOCT B KEPMEHE

bpemennoct

Hama xIMEAYHE JaHHH 33 eKCIO3HIMA ¢ UeHKCHM 1o BpeMe Ha Opemennoct. ['onsm Gpoii gaHHK 32
yrotpefara Ha nehaNnocnopuHy 1o BpeMe Ha GPEMEHHOCT KaTO L0 HEe NOKA3BAT HHTO Ma(OpMAIHH,
HATO (peTOHATANHA TOKCHYHOCT. [IpoyyBaHus NPH )KHBOTHH HE TIOKA3BAT AHPEKTEH WK HHIHPEKTEH
yBpexaain eexT BppXy 6peMeHHOCTTa, eMOPHOHAMHOTO/PETANHOTO Pa3BHTHE, PaXKAAHETO H
NOCTHATATHOTO Pa3BHTHE (BHXKTe TodKa 5.3).

JleKapCTBEHHAT NPOAYKT HE e Mpenopbiea Ha OpeMeHHH XKeHH, OCBEH aKo MPHICKSHHETO MY HE C&
CHHTa OT JIEKyBalllHA nekap 3a KpaliHo HeoOXoauMo.

Kepmene
lleduxcHM ce eKCKPETUpa B MAIIKH KOJIHYECTBA B KbPMATa.
TpﬂﬁB& Ja ce OLIEHH MON3aTa OT JIeYeHHeTO Ha MalKkaTa CIpAMC BE3MOKHHAT PHCK 2a KbBpMAavETo.

4.7. EdexTH BLPXY cnocob6aocTTa 32 modupane u padora ¢ Mamuey

[edurcuM He nopiuara ciocobHOCTTA 32 modHpane WA paboTaTa ¢ MaurHHH. Hakon Hexenanu
peakuuH obaye (HanpHMep BEPTHTC) MOXE Ja HACTBIIAT (BHXKTE TOUKA 4.8), KOETO MOXKE Ja IOBIIHAS
BEPXY cnocobHocTTa 32 modupane u pafoTa ¢ MAMMHK.

4.8. Hexenann JekapcTBeHH PeaknHH
B 1031 pa3nen e BL3NpHETA CleJHATA YECTOTA HA HEXKENAHHTE JIEKAPCTBEHH peakKIHH:
e yecTH (> 1/100, no <1/10);
He uectH (>1/1,000 mo <1/100);
penku (>1/10,000 go <1/1,000);
MHoro peaku(<1/10,000);
C HEH3BECTHA HMeCTOTA (OT HANMYHUTE AaHHH He MoXe Aa O0bjle HalpaBeHa OLeHKa).




MedDRA CreremnBo- Hexxenana JieKapeTBeHA PeaKOHS YecToTa
OpraHeH Kiac
Hndekuun v undecranuu baktepuanna cynepuHbekmns, reduHa | Peaxw
cynepaH}pEKIHS
Komur, ceepzan ¢ ymorpeba Ha | MHoro peaxu
aHTHOHOTHK
Hapymienus Ha KpeBra H | EosuHoduans Penrn
nuMdHaTa cHcTeMa NEBKONEHN A, arpaHynoumTosa, | MHoro peaku
[IaHIMTONEHHS, TpoMOoIHTONEHN!S,
XEMOJIHTHYHA aHEMHA
Hapymenus wa wAMyHHaTa | CBPBXYYBCTBHTEIHOCT Penxu
CHCTEMA AHadunakrayueH mok, cepyMHa Gonect | Muoro penkn
Hapymenuss na merabonusma | AHOpeKCHS Penxn
H XPAHEHETO
Hapymmenns ua Hepeuara | [masobonme Heyectn
cHCTEMa Bepruro Penxn
IMcHXoMOTOpHA CBPBXaKTHBHOCT MHoro peaku
CromalllHO-4YpeBHH Huaapus Yectn
HapylleHHA Kopemna Gonka, ragere, moBRpeINaHe Heuectn
Merteoprssm Penxu
XenatoOrmHapHH HapylleHHa | XenaTuT, XONECTATHYHA XBATSHHLA Muoro peakn
Hapymenns #Ha xoxara u | Obpue Heuectn
[IO/IKOMXCHATA THKaH AHTHOHEBPOTHYEH eleM, Chphex Penxn
Cungpom Ha CtuBpHc  JIkouceH, | MHOrO peaxn
TOKCHUHA eNiIepMaHa HEKPOIH3a
Jlekapcteen obpuB ¢ eosunopmnug u | C HEW3BECTHa
cuctemun cumnromu { DRESS) 4ecToTa
Hapymenns na 6n6peuure u | HuTepeTHiHaneH HedpuT MHoro pezikv
IHKOYHHTE MBTHINA Octpa 656pevna HegocTaTeyHocT, | C HeH3BecTHa
BIUIIOYHTENHO  TyOYJOHHTEPCTHUMANEH | YECTOTA

He([)pprr KaTo CBENBTCTBAING HATOJOTHYHO

CBCTOAHNE




MedDRA Caeremno- Hexenana IeKapcTBeHA PEAKDHNA YecToTa

OprameH Kiac

Obmu Hapymenns H edexT# | Brananenue Ha THraBHIHTE, MHPEKCHA Penxu

Ha MACTOTO Ha NMPHIOXKCHHES

Hzcnensanus TopuweHnu YepHOApoOHH em3aMu | Heuectu

(TpaHcamuHa3y, ankanHa docdarasa)

I[lopuiIeHKe Ha KpLBHATA Ypes Penxu

TloBHLIEHNE Ha KPEATHHHH B KPBBTa MHoro peaxu

CroGmagane Ha NOJO3APAHA HEXKECAAHH DPEAKIHE
CrobmaBaneTo Ha NOO3MPAHH HEKENIAHH PEaKIiK clel paspelliaBaHe 3a YNoTpeba Ha IeKapCTBEHHA

NIPOAYKT € BaxHO. TOBA NO3BO/ABA 1A NPOABLIKH HaGMIOIEHHETO HA CHOTHOLICHHETO TN0JI3a/PHCK 32
nekapcTBeHuA MpoRykT, OT MeZHUHHCKHTE CHIELKATHCTH C¢ H3INCKBA Ja choOmasat BCAKA [0103HPaHa
HEXE/IaHA peaKkuHs ypes:

H3nbaHuTENHA areHIHA 10 NeKapCeTBaTa

viL. ,,Jlaman I'pyes” Ne§

1303 Codusa

Ten.: +3592 8903417

yebcaitT: www.bda.bg

4.9. Ilpenosnpane
Hama onuT NpH NpefosnpaHe ¢ DeQHKCAM.

5. ®APMAKOJOTIHYHH CBOMCTBA
5.1. ®apmaxkogEHEAMAEYHH cBOticTBA.

®apMakoTepaneBTHYHA rpyna; uedanocnopus, 11l mokonedue
ATC won: JOIDDO8

MexannicMm B3 AelicTBEE
Hedukcum e antubakrepuanto cpeAcTeo OT Kiaca Ha nedanocnopuadte. Kaxro H ApyruTe

nedanocnopunu, uedhHKCHM NPOSBIBA AHTHOAKTEPHANTHA AKTHBHOCT 4pe3 CBbP3BaHEe H HHXUOHpaHe Ha
LelfiCTBHETO Ha NEeHMUAIHH-CBBP3BAINH IPOTEHHY, BKIIOYEHH B CHHTE3aTa Ha OaKTepHAHHTE KIEThUHH
ctenn. ToBa BoZH Jio paspymarane Ha OakTepHaTHaTa KICTHYHA CTEHA H 3arHBaHe Ha KIETKaTa.

Bn‘lﬂl{l ghagmal:oxnne'rmca /QSEMSKOEHSMHKS

Bpemero, 3a K0eTO NJIa3MeHATa KOHUEHTpaHs Ha HeHKCHM HAJBHINABA MUHMMATHATA HHXHOHTODHA
koHledTpanua (MIC) Ha HHEeKTHPaHHY OPraHu3bEM I0Ka3ea Aobpa kopenalHa ¢ epHKACHOCTTA IPH
dapmaxoxkuHe THYHH/ papMaKOAHHAMHYIHH IPOYIBaHHA,

MexaBR3IBM HA Pe3HCTEHTHOCT
bakrepranHaTa pesHCTEHTHOCT KBM LIeQHKCHM MOKE J1a CE JBIDKH HA e[iHH HIH HAKOJNKO MEXaHA3MA!

—  XHOponH3a OT WHPOKOCTIEKTEPHH OeTa-NaKTaMa3H H/HJIM XPOMO3OMHO-KOAMPaHH €

OTpHUATENHH GakTepHaHH BLAOBE
— Hamaner adHHHTeT Ha IEHALIIMH CBBP3BALIMTE IPOTEHHA
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— HamaneHa NponycKIHBOCT Ha BRHUTHATA MeMOpaHa Ha ONpeNe/ieHH rPaM-0TPHLATENHH
OpTaHH3MH, KOSTO OrpaHiYaBa A0CTHIA A0 NeHHIHITAH CEbP3BALIHTE NPOTEHHHE

—  Edumykc noMnH 3a nekapcrBoTo

B egHa DakTepHAalHa KIETKA MOXe [ja HMa [I0BEYE OT eJMH MEXaHHIBM 33 PEIUCTEHTHOCT. B 3aBHCHMMOCT
OT HAJIMYHHTE CHIIECTRYBAIIH MEXaHH3MH, DaKTEpHHTE MOTAT Aa MPOABAT KPBhCTOCAHA PE3HCTEHTHOCT
KbM HAKOJIKO H/IH BCHYKH OCTAaHAIM OeTa-lakTaMH H/HWIH aHTHOAKTepHalHH JIEKapCTRa OT APYTH
KJIacoBe.

I'pannnn
T'paHHIWTE Ha KIHHUYHATA MUHMMANHA HHXHGHTOpHA KoHneHTpauus (MIC), ycrarosens or EUCAST
(Anyapn 2011) 3a neduxcam ca:

s Hinfluenzae: yyscrautenen < 0.125 mg/L, pesucrentes > 0.125 mg/L
M catarrhalis: yyscreutenes < 0.5 mg/L, pesncrentes > 1.0 mg/L
Neisseria gonorrhoeae: wyscreurenen < 0.125 mg/L, peauctenren > 0.125 mg/L
Enterobacteriaceae: uyscteutenen < 1.0 mg/L, pesucrenter > 1.0 mg/L (camo 1npu

HEyCIOXHEHH HH(EKIIHA Ha YPEHAPHUSA TPaKT)

YyBCTBHTEIHOCT

Pa3npocTpaHeHHETO Ha PE3HCTEHTHOCTTA MOXKE J1a BAPHPA reorpa)CkH H ¢ BPEMETO 38 OTASIHHTE
BHIOBE, KaTo 0CO0eHO 32 NleYeHne Ha TexKK HHEKINH ¢ HeoOX0AHMa MecTHa HHGOpMalHs 38
PE3HUCTEHTHOCTTA. AKO MECTHOTO Pa3sNpOCTPAHEHHE Ha Pe3NCTEHTHOCTTA € TAKOBa, 9€ H3MOJI3BaHeTO HA
aHTHOHOTHKA NpH onpezeNenn HHEKIHH € IoJ BRIpoc, TPAOBa Aa ce MOTBHPCH EXCIIEPTEH ChBET.

Haii-9ecTo cpeliaBEl TYBCTBHTEAHA MEAKPOOPraHA3MH

ae nOﬁﬂ, rpaM-noJoKHTCIHN
Streptococcus pyogenes '

Aepofin, I'pam oTPARATEIHH:
Haemophilus influenzae

Moraxella catarrhalis
Neisseria gonorrhoeae
Proteus mirabilis *

BugoBe, NPH KOHTO Pe3HCTEHTHOCTT: € npobiaemMHa

Aepobu, T'paM-NoJOXRHTSARE:
Streptococcus pneumoniqe

AepolH, rpam m*pn;;a-re.lmn:
Citrobacter freundii
Enterobacter cloacae ’
Escherichia coli 3*
Klebsiella oxytoca ®
Klebsiella pneumoniaée’
Morganella morganii’
Serratia marcescens

PesucTeRTHHE BRAOBE

AeMn, rpaM NoJ0KHTEeJaHH

Enterococcus spp.
Staphylococcus spp.




Streptococcus pneumoniae (Penicillin-intermediate and resistent)

Aepobn, I'pam oTpEDATEIHR
Pseudomonas aeruginosa

Apyra MEKpOOPranniMe
Chlamydia spp.
Chiamydophila spp.
Legionella pneumophila
Mycoplasma spp.

! Hamano ¢ Hanuusy AaHHM Npu Ny6iukyBane Ha Tabnunata. Jlomycka ce HATHYHE HA TYBCTBHTEIHOCT
OT IUTEPATYPaTa U OT AeficTBamuTe TEPANeBTHIHH IPENOPBKH

? EcTecTBeHaTa YYBCTBHTENHOCT 34 TIO-TOJIAMA YacT OT MIAMOBETE € MEXKAHHHA.

* [llamoBe, mpoAyIHpamy 6eTa NaKTaMa3a ca BHHATH Pe3HCTEHTHH

*[Ipu u3oNaTH HA NAMHEHTH ¢ HEYCHOKHEH ICTHT HHBOTO Ha pesucTeHTHOCT € <10 %, B APYTH H30JIaTH
e>10%.

5.2, PapMAKOKAHETHINE CBoiicTBa

Abcopbyus
A6GcomoTHaTa nepopanna OuonanuyHocT Ha nedukenm e 22 — 54 %. AGcopbusTa He ce noBIUABa
3HAYMTENIHO OT XpaHa. [lopazau ToRa nedHKCHM MOXe JAa ce NPHeMa HE3aBHCHMO OT XPaHEeHHSATa.

Pasnpedenenue

CBBP3BaHETO CBC CEPYMHM NIPOTEHHH € J00pe ONPEAEEHO B HOBELIKH H JKHBOTHHCKH cepyM. LlepukcHM
€ IIOYTH H3LIAIO0 CBBP3aH ¢ anGyMHHOBaTa (paKuus, cpeaHaTa cBoboaHa Ppaxund e NPHOIHIATENHO
30%. Ceep3BaseTo Ha UedHKCHM ¢ IPOTEHHH ¢ 3aBUCHMO OT KOHIICHTPALHATA B YOBEHIKHA CEPYM NPH
MHOT0 BHCOKH KOHLIICHTPAaLlHH, KOMTO HS CC BHOKAAT ¢S] KIIHHHYHO J03HPaHe.

OT npoy¥BaHHA HH BHTPO, CEPYMHEH KOHLUEHTPAUMK Le(HKCHM WIH KOHLIEHTpallH B ypuHata 1 mg/L
HIIH MO-BHCOKH €A CMATAHH 33 TOAXO/AIIH 33 TIOBEYETO MATOTEHH, MPH KOHTO LeHKCHM € aKTHBEH.

OOHKHOBEHO MHKOBUTE CEPYMHH HHBA CJIS] NPENopbUaHaTa 1032 PH BL3PACTHH HITH ACLa, ca MEXAY
1,5 1 3 mg/L. Cnea MHOroKpatHo Ao3HpaHe ¢ lehHKCHM HMa MalKo KyMYJIHpaHe HIH JIHIICBA TaKOBa.

Memaboauzem u enumunupane
LedurcuM 0OHKHOBEHO Ce eKCKpeTHpa HellpoMeHeH B ypHHaTa. OCHOBEH MEXaHH3bM € TTIyMEpYJIHa
dbunTpanua. MeraboiuTi Ha nedHKCHM He Ca M30IHPAHH OT YOBEIIKH CEPYM HJIH YPHHA.

TpemunasaneTo Ha Henszan ¢ "*C uedukcHM OT KbPMEUIH IUTEXOBE B TAXHOTO IOKOICHHE Ype3 KbpMara
¢ OTHOCHTENHO cnabo (okono 1,5% 0T KORLEHTpPaUHATA B MAiiMHHHA OPraHH3bM Ha TMOKoJeHHeTo). Hama
JAHHH 3a CeKpellna Ha nedukcHM B kbpMarta. [IpeMuHaBaneTo Ha Gend3aH LedHKCHM Npe3 IaleHTaTa
npn OpeMeHHH WTBXOBE € ¢nabo.

Cneyuannu se3pacmoen zpynu

CpaeneHa e dapMakoxkHHeTHKaTa Ba LleGHKCHM NPH 3IpaBd NAIMEHTH B CTapuecka Bb3pacT (Hax 64
TOJHHH) ¥ MiaaaH xobposomm (11-35 rogunu), npu 1034 ot 400 mg BeAHbK AHEBHO 33 5 IHH.
CroffHOCTHTE Ha CpelHATa MAKCHMAIHA KOHIEHTpamHs Cumax ¥ rtomra noj kpusata AUC ca cnabo
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5.3. IIpeaxIHAAYHEA JAHNH 33 GesonacHoCT

Hama OTKpHTHA OT H3C/IeABAHHA 33 XPOHHYHA TOKCHYHOCT, OT KOHTO Aa ¢ IIPEATONokKH Bb3HHKBAHE HA
HEH3BECTHA AOCETa HEXeNaHa peakuus npy Xopa. OcBeH TOEa, NpOy4BAHHA HH BUBO H HH BHTPO HE
NIOKa3BaT AOTEHIHAN 3a MyTareHHocT. [TpoALIKNTENHN IPOYYBAHHA 33 KAHLIEPOreHHOCT HE Ca
TPOBEKAAHH,

TTpH npoy4YBaskATa 3a PENPOAYKTHBHOCT, NPOBEKIAHH [IPH MHIIKH H ILTbX0Be ¢ J03H 400 mbTH mo-
BHCOKH OT T€3H, NPHJIAraHy [IPH XOpa H HAMa JOKa3aTelICTBO 3a yBpek/IaHe Ha GepTHIHTeTa UIH deTyca,
BBIDKAIND Ce HA HehHKCHM.

ITpu 3aiinm, npH 2034 4 TETH NO-BHCOKH OT Te3H, MPHNAraHd NPH XOpa, € HAMAIC JA0KA3aTeICTBO 32
TepaToreHeH edekT; HMaNO € BHCOKA 4ecToTa Ha abopTH H cMBLPT Ha MalikaTa, KOETO € 0YaKBaHO
TIOCIIEZICTBHE OT H3BECTHATA YyBCTBHTENHOCT Ha 3afilliTe KbM aHTHOHOTHK-HHAYLHPAHHTE IPOMEHH B
MHKpO(IIOpaTa Ha YepBaTa B NONYNALHAATA.

6 GAPMAIEBTHYHY JAHHH

6L CnnchbK B DOMOIHHETE BeMecTBA

Kanunes xuaporen docdar, 6e3sogen

Huulecre, npexkenaTHAM3HPAHO

Hemynosa, MEKPOKpHCTANHA

Cunuumes JHOKCHI, KONTOHAEH Oe3BoneH

Marnesner creapar (Ph.Eur.) (oT pacTHTENEH NpOH3X01)

DunMHpaIIo MOKPHTHE

Onappaii 6an Y-1-7000 ceappxa;
Xumpomenosa (E 464)

Makporon 400 (E 1520)

TuTtanos auokcua (E171)

6.2 HecnBMecTEMOCTH
Henpunoxumo.

6.3. Cpox ma ropaOCT
2 ToAHHH

6.4. CoeiHaIHH YCI0BHA 33 CLXPAHEHHE
Ja ce cuxpaHsBa nox 25 ° C.

6.5. [laHAH 33 ONAKOBKATA

3edaner 200 mg e Hanuyen g Anymunmii/[IBX — I[IBJIX 6nucrepu
OnakoBky ot 6,10, 20 Tabnetku.

3edauer 400 mg e Hammven B Anymunai/[1BX — [IBIX 6nucrepu u JIIBX/Axrap/Anymunueeu baucmepu
Onaxosky ot 5,7, 10 Tabnerku. =

o
He BcHukH BHAOBE ONAKOBKH MOTaT fia OBLJAT MyCHATH B poAakOa. 6 -

6.6 CroennanEd DpeAna3EH MEPKH NPH H3XBLPJIAHE




Hama cnenpannn H3HCKBaHHA.

Hensnon3saHusT NPOLYKT HIIH OTHAXBYHHTE MATEPHAIH OT Hero TpAOBa JIa ce H3XBHPIAT B
CHOTBETCTBHE C MECTHHTE H3MCKBAHHA.

TIIPATEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Stada Arzneimitte]l AG

Stadastrasse 2-18, 61118 Bad Vilbel
I'epmanus

S HOMEP HA PASPELHIEHHETO 3A YIHOTPEBA

3edaner 200 mg: Peructpanmonen Ne: 20110556
3edauer 400 mg: PeracTpanionen Ne: 20110557

9. JATA HA ITBPBO PASPEHMIABAHE/MOJHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jlata Ha TBpBO paspemarane : 26.09.2011
Jata Ha mocnenso nogHoBgRane: 05.12.2016

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

Jexemepn 2020
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