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KPATKA XAPAKTEPHCTHKA HAIPOIYKTE 396 ~7 L8 -03- 2028

1. HUME HA JIEKAPCTBEHMUA ITPOAYKT

SEQALIET 200 mg dpuamupanu TabneTku
ZEFACET 200 mg film-coated tablets

SEDALIET 400 mg ¢punmupanu tabsieTku
ZEFACET 400 mg film-coated tablets

2. KOJ/IHNYECTBEH U KAYECTBEH CbCTAB

Beska ¢punmupana tabnetka cpabpka 200 mg ueduxcum (6e3BojeH), ekBuBanieHTeH Ha 223,81 mg
nHeUuKCUM TPUXHUAPAT.

Besika dunmupana tabnerka cpabpxa 400 mg uedukcum (06e3BojeH), ekBuBaieHTeH Ha 447,63 mg
ueuKCUM TPUXHAPAT.

3a MbJIHUS CIMUCHLK HA MOMOILLHUTE BELLUECTBA, BXK. TOYka 6. 1.

3. JIEKAPCTBEHA ®OPMA

3edauer 200 mg puaMupanm TabneTku:
benu, kpbriy ABOHHOM3NbKHAIK (puaMUpanu TabneTku, ¢ peneden Haanuc ,,C” oT eHaTa cTpaHa

rjaajka noBbPXHOCT OT Jpyrara CTpaHa.

3edauer 400 mg dhunmMupanu TabiaeTku
benu 1o Oene3HWKaBH, C K3MEHEHA NpaBObIbJAHA (hpopma PUIMHUpPaAHH TAOJIETKH, C JIEJIUTE/IHA YepTa OT
JaBere ctpaHu. Tabnerkara Moxe J1a Obae pasjeneHa Ha JIB€ PaBHHU MOJIOBUHH.

4. KJIMHUYHHU JAHHH

4.1. TepaneBTHYHH MOKA3AHHUS

lledpukcnm e noka3aH 3a JiedyeHHe HA ClleJHHTe HHPEeKIHH, NIPHYHHEHH OT YYBCTBHTE/IHH
MHKPOOpPraiu3Mu (BHKTe TOUKAa 4.4 1 5.1):

—  OcTbp OTHT Ha CPEAHOTO YXO:

—  OcTbp OakTepuaiieH (papuHIHT;

— HeycnoXHeH OCTbp LUMCTHT:

— HeycnoxxHeHa ocTpa roHopes.
Ynorpebata Ha uepukcum TpsaOBa aa Obje npeaHa3HayeHa 3a HHPEKLHH, MPH KOUTO 3a MPUYUHHUTEITUTE
€ W3BECTHO MJIU Ce MpeJrnofara, 4e ca pe3uCTeHTHH KbM JAPYyrd o0LOU3IM0JI3BaHH aHTHOaKepUall
CpeJICTBaA. ‘Sa\w fo

TpﬂﬁBH Ja C€ UMa I11pcaBr DdJHLIHaﬂH{}TD PBKOBOACTBO 3a MOAXOAALILO H3ITOJI3BAHC HA
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aHTHOAKTEPHAIIHH CPEACTBA.
4.2, 1o3npoBKa H HAYHH HA MPHJIOKEHHe

Ho3upoera
Bw3pacmnu u wonowiu (2 12 200unu);
O6uyaiiHata 103a 3a Bb3pacTHH € 400 mg AHEeBHO, MpUETA KATO IKHUYHA JHEBHA [03a UMK pa3jeNieHa
Ha JBA PAaBHH NepopaniHy NpHeMa.
— 400 mg (va | wam Ha aBe 103M) OT 7 10 10 AHM NMpU OCTHP OTHT HA CPEIHOTO YXO M OCTBP
OakTepHaneH QPapHHIuT;
— 400 mg (Ha 1 unn Ha 2 no3u) OT 1 A0 3 AHM TIPU HEYCAOKHEH OCTHP LIMCTHUT IIPH JKEHH;

— 400 mg (1 no3sa), HeyCNIOKHEHA TOHOPEA.

[IanEeHTH B CTAPYECKA BL3PACT

Ha manuyeHTH B cTapuecka Bb3pacT MOXKE Aa C€ AaBa ChLIATA 1034, PernopbyBana Py Bb3PaCTHH.
TpabGea na ce Hanpasu oUeHka Ha 6bOpeyHara QyHKUHS H a C€ KOPHIrHpa A03aTa MpH TEXKo Obubpeuno
yBpexAaHe (BHKTE No-rope U Touka 4.4).

IleauaTpH4Ha IOMY.IAIHS

Hena ot 6 Mecena ao 11 roqunn

[Ipenopb4Ba ce npH geua ot 6 meceua g0 11 roaunu aa ce aaBa eUKCHM NepopanHa CYCNeHsns, -
3aitoto Tabnetkute oT 200 mg He Morar na OBAaT 403MPAHHK NIPU TA3K Bbh3pacToBa rpyna.
[IpenopbuKTenHaTa JO3HPOBKA NPH ACLA B Ta3K Bb3pacToBa rpyna ¢ 8 mg/kg/nueBHo kaTo ¢AHOKpaTHa
103a WK pa3ieneHa Ha JBe J03H B 3aBUCUMOCT OT TENIECHOTO TErNO,

Nena Ha BL3pacT noja 6 Mecena
BesonacHocTTa M eprkacHoCTTa HAa HEGHKCHM He € YCTaHOBEHA NpY eua no-MalKH OT 6 Mecewa.

b10peuHa HEXOCTATHLYHOCT

Llednkcnm Moxxe fa ce npunara npu yepeaeHa 6bbpeuna ¢pyHkuua. HopmanHara g03a U cxema MOXE Aa
Ce Jaea MpHu NauUeHTH ¢ KpeaTHHHHOB KNKWpBHC 20 ml/min unu no-Bucok. [Ipu nauueHty, unito
KPEAaTHHHHOB KJMPbBHC € NO-HUCBHK 0T 20 mi/min, ce npenopbysa n03a o1 200 mg BeAHbXK JHEBHO JA HE
ce npesuLlaBa. Jlo3aTta M pexkyHMa 3a NalUeHTH, KOUTO Ce MOAAbPXAT ¢ XpoHHYHa amOynaTopHa
NMEPHTOHEAHA AHaNK3a WK XeMoaHaiu3a TpAOBa fAa CneaBaT ChIUMTE IPENOPbKH, KAKTO NPY NALMEHTH
C KpeaTHHUHOB KJIHpbHC noa 20 ml/min.

Hsawma poctaThuHO AaHHM 3a yniorpeda Ha uedUukcUM npH Jeua noj 12 roaunu ¢ 6p6peyHa
HEAOCTATHLYHOCT: ynoTpedara Ha uedUKCUM MPU TE3W NAUMEHTH HE Ce NPEenopbUBa.

HaunH Ha NpHIoKEeHHE
TabneTknTe UEPUKCHM ca 3a NEPOPATHO NMPUIOKEHUAE camMO. TabneTkute uedrkcum TpadBa na ce

NpHEMAaT ¢ AOCTATHYHO KOAWYETCBO BOJA.
Lledukcum MOXKe 1a ce npueMa ¢ uiiM 6e3 xpaHa (BHXKTE ToUKa J.2).

11 pOABJAKHTEAHOCT HA JICYCHHETO
Ob6uualiHHAT KypC Ha neyeHue € 7 AHHU. Tol Moxe na Obae yabipkeH no 14 JHU ako € HeoDXORUMO.

4.3. IIpoTHBONOKA3AHUSA




CBpBXUYBCTBHTENIHOCT KbM a8KTHBHOTO BELUECTBO, APy Le@alocnOPpHHOBH aHTHOHOTHULIH UJTH HAKOE OT
NOMOLLIHKTE BelllecTBa, H30poeHH B Touka 6.1. AHaMHe3a 3a NpeAHIlHA, BHE3ANHA H/UIIH PeaKuusa Ha
CBPbXYYBCTBHTEIHOCT KbM MEHULHIHH UM APYT OeTa-nakrameH aHTHOUOTHK.,

4.4 CnenHanHH NpeAynpexkIcHAS A NpeaNa3HN MepKH 3a ynorpeda

Texky KOXHHA HeXeNaHu peakumu: TEKKH KOXXHHA HEKENAHH peaKlliK KaTO TOKCHUHA enuaepManHa
HEKpOJK3a, CHHAPOM Ha Stevens-Johnson H JiekapcTBeH 0OpHB C CO3MHOMHUITUSA H CHCTEMHKH CHMITTOMH
(DRESS) ca 6unm goknanBaHy NpH HAKOH MALMEHTH, NpUeMany nedukcuM. [Ipu nogna Ha TexKH
KOXKHH DEAKLMH, ICUEHHETO ¢ LedUukcUM TpaOBa Ja Oble NpeyCTaHOBEHO, A CE 3aOYHE NMOAXOANAILA
Tepanusa WML Ja ce npeanpuemMat HeoOXOAUMHTE MEPKH,

HeobxonuMo cnendaiHo BHUMaHHE NPH NPHIOKEHHETO HA LEPHKCUM TTPH MAUHEHTH CbC
CBPBbXU4YBCTBUTEAHOCT KbM ApPYrH nekapcersa. LledanocnopuHute TpadBa fa ce 1aBaT ¢ MOBULUIEHO
BHHMAaHHE Ha YYBCTBHTENHH KbM NMEHULMIHH MALHCHTH, Thi KaTO HMa AOKA3aTENICTBO 33 YaCTUUHA

KpPbCTOCAHA aJIEPrUyHa peakUHa Mexay MeHULHANHHN U HehaNOCTIOPHHY.

BunMaHue TpsOBa n1a ce 0ObpHE W NPY NAUMEHTH, KOUTO Ca HMAJIM TEXKH PEaKLMH ( BKMIOYUTENHO
aHaduIaKCUsa) KbM ABaTa Kiaca Jekapctea. OcobeHo BHHMaHKe TpsaOBa Npy NalMeHTH, KOUTO ¢a UMAaNu
anepruyHa peakuud KbM MEHUIIUWIHH WaH ApYTrY OeTa-NakTaMHH AaHTUOROTHLY, THH KaTO MOXKE Ja
HACTBIIM KPBCTOCAHA afiepruyHa peakiing (3a npomﬂﬂnmcasaﬂuﬂ nopaju U3BeCcTHa |
CBPbX4YBCTBHTEMHOCT BHXKTE TOUKA 4.3).

B cnyyali Ha Te)xKa peakUHs Ha CBPbXUyBCTBUTEJIHOCT MM HACTBIWAA aHAPHIAKTHYHA PEaKLUs el
NPUIOXKEHUE Ha LedukcuM, ynoTpebata Ha ueduxkcum Tpsadea na 6wae npekpareHa He3adasHO U 1A ce
MPUIIOKAT NOIXOIALLUH CIICLIHH MEPKH.

HuBara Ha pe3ucTeHTHOCT Ha Streptococcus pneumoniae (>20%) ca noxnanBasu 3a ueHKCUM B HAKOH
Esponeiicku cTpanu (BuxTe Todka 5.1). ToBa Tpa6Ba Aa ce HMa NPeaBHA, KOTATO Ce JIeKYBaT WHPEKLHH,
MPUYHHEHH OT Streptococcus pneumoniae.

Octpa 6n6peuHa HeJOCTAaTLYHOCT: -

Kakto 4 Jpyrd uedanocnoputy, uedrKkcUM Moxe Ja npuddHK ocTpa 6p6petHa HeaoCTaThbHHOCT,
BKJIIOYUTENHO TyOYJIOHHTEPCTHUHANEH HE(DPHUT, KATO CHIIBTCTBAILO MATOMOMHYHO CheTosHKE. [Ipu nosBa
Ha ocTpa 6L0peyHa HeAOCTATHYHOCT, IEYCHHETO ¢ Uedukcum TpsadBa aa ce NpeyCTaHOBH M Ja CE 3aMo4He
MOAXOARILA TEpaANKs /UK Aa ce npeanpueMar HeoOXOAUMHTE MEPKH.

brOpeuHa HEROCTATHYHOCT:

Hednkcum TpsadBa aa ce npuiiara ¢ 0Co6€HO BHUMaHHE NPH Bh3PacTHH NAlHEHTH C KpeaTHHHHOB
KTHPBHC no-HUebk oT 20 ml/min (BuxkTe Touka 4.2 ¥ 5.2). HaAMa nadHu 3a ynorpebara Ha uedHKCUM
npyu geua nox 12 roauHu ¢ 60peyHa HEAOCTATBYHOCT: NPH TE3H NALMEHTH He Ce NpenopbyBa
ynorpefara Ha LehUKCHM.

[MpoabkUTENHA YIOTpeOa Ha HePHKCHM MOXKE a AOBEAE A0 CBPBXPACTEXK HA PE3HCTCHTHH
MHKpPOOPraHH3MH. |

JleyeHHETO C LIUPOKOCIEKThPHH aHTHOKOTULIM MPOMEHS HopManHaTa (uiopa Ha aedenoTo YEPBO M MOXKE
Aa aoBene 4o capexpactex Ha Knocrpuauu. U3cnensanusita couart, ye TOKCUHA, otaened ot Clostridium
difficile e mbpBUYHATA NIPHUYNHA 34 Pa3BUTHE HA AHAPHA, CBBP3aHa ¢ ynoTpeda Ha AHTUOUOTHLM.




BKJIIOYHTENTHO LIeDHKCHM); 3aTOBA € BAXKHO J1a C€ HMa NMPEABHA AMArHO3aTa NPH NaUMEHTH, KOUTO
pa3BHBAT JUapHs, CBbP3aHa ¢ ynorpelara Ha aHTHOHOTHLH.

[TaiHeHTH, KOMTO pa3BHAT TEIKKA AHApHA N0 BpeMe Ha UiHM ciel ynoTpeba Ha uedHkcum, Tpadea na ce
B3eMe MpPeABH PHCKBT OT XKHBOTO3aCTpalUasaLl nceBgOMEMOPaHO3EH KOMHT.

Ynorpebara Ha uedukcum tpsbsa aa Opac cnpAHa U MOAXOAAILH MEPKH M JICUEHHE fa Opaar
npeanpuerd. Tpabea a ce H3KMOYAT PYrd NPUYMHH 34 BB3HMKBAHE Ha KONHUT. [IpoTHBONOKAa3aHa €
ynoTpebara Ha ApyrH NEKapCTBa, KOUTO MOTHCKAT YUPEBHATA NEPHCTANTHKA.,

Enuedanonarua: Crobuasa ce 3a eHileganonatus npy ynorpebara Ha beta-nakraMiy aHTHOROTHLIY,
BK/IOUYUTENHO LehUKCHM (BXK. TOUYKH 4.8 v 4.9), 0c0oOEHO NMpU NALUEHTH B CTapyecKa BB3pacT U MpPH
MalHEHTH ¢ TEXKKO 6B0peUHO yBpexkaaHe WIIH HApPYLICHHA Ha LCHTPAMHATA HEPBHA CHCTEMA. AKO ce
noao3upa eHuedanonartys, cBbp3ana ¢ LeGUKCHM, TpAGBa Ja ce OOMHCIIH [peKpaTaBaHe Ha IEYEHHETO.

4.5 B3aumopeiicTBHe ¢ APYTH JIEKAPCTBECHH IPIRYKTH ¥, pyH GOpMH Ha B3aUMOJeHCTBHE

[ledukcum Moxe GanllIdBO 1a NO3UTUBH3HPA pPeaKLMATa 3a IHOK03a B YPHHATA, HaNpaBeHa ¢ pa3TBOp Ha
BeHeaukT v DeNMUHIOB pa3TBOp UK ¢ MEAHO-CYJ(aTeH TEeCT, HO He U TecT, 6a3upaH Ha eH3UMHH
[IFOKO30-0OKCHIA3HH METO/IH.

[ledukcuM Moxe PanUKBO Ja NO3UTHBUPA AHPEeKTHHHUA TecT HA Coombs, ThH KaTo € chroblaBaHo 3a
(aNiuBO NOJOKHUTENHA PEAKLUA NPH MALMEHTH, IEKYBaHH C ApYrH LEPaTOCTIOPHHH.

KaxTo u Apyry LedanocnopiHu, NOBHILECHHE HA MPOTPOMOHHOBOTO BpeMe ce HabioaaBa NPH HAKOH
nauneHTd. Tpadsa 0codeHO BHUMaHUE NPH NMALMEHTH, MOAJIOKEHH HA aHTHKOAryJJAaHTHA TepanHs.

4.6 dDepTHAMTET, OPpeMEHHOCT H KEpMEHe

bpeMeHHOCT

HsaMa KIHHUYHH GaHHH 32 €KCMO3NLKUA ¢ LePHKCHM o BpeMe Ha OpeMmeHHocT, ['onam Opo#i nanuu 3a
ynotpebara Ha LedalocnopHHH 10 BpeMe Ha OpEMEHHOCT KaTo LSO HE NTOKAa3BaT HUTO Man(popMaLuH,
HUTO feToHATATHA TOKCHYHOCT. [IpoyuBaHus NpH XHBOTHH HE NOKA3BAT AUPEKTEH KK UHAUPEKTEH
yBpexaal edext supxy GpeMeHHOCTTa, eMOPUOHANTHOTO/QETANTHOTO pa3sBUTHE, PAXIAHETO H
MOCTHATAAHOTO PAa3BUTHE (BHIKTE TOUKA J.3).

JlekapCTBEHHAT MPOAYKT HE € MPEnopbyBa Ha OPEMEHHH KEHH, OCBEH aKO MPHIOKECHUETO MY HE Ce
CUHTA OT JICKYBALHA JCKAp 3a KpaiHO HeoOXoAUMO.

KbpmeHe

LledukcuM ce EKCKpeTHpa B MAJIKM KOJIHYECTBA B KbPMarTa.

Tpsabpa na ce OUEHU NOJ3aTa OT JIEUCHHETO Ha MakikaTa CAPAMO Bb3MOXHHAT PUCK 338 KbpMayeTo.
4.7. E¢dexTH BLpXY ¢cnocobHOCTTA 32 IHodHpaHe H padoTa ¢ MALIHHH

LlepukcuM He MOBNUABA CIOCOOHOCTTA 3a wWodupane uau paborara ¢ MalllMHUA. HakoU HexenaHu
peakUrH obaue (HANMPUMEP BEPTUIO) MOXKE Ja HACTHNAT (BHXTE TOUYKA 4.8), KOSTO MOXKE Aa [OBNIHAE

BBPXY CNOcoOHOCTTA 3a iodupaHe U paboTa ¢ MallKHH,

4.8. HexxelaHH JIEKAPCTBEHH peaKiHH

B To31 pa3nci € Be3npueTa CleaHaTa HeCToTa Ha HEXKCIIAHUTE JICKApPpCTBEHH PCAKLIHA.




XEMOJIHTH4YHA dHCMHA

o yectu (> 1/100, no <1/10);
e He uyecTd (>1/1,000 mo <1/100);
e penku (>1/10,000 o <1/1,000);
e MHOro peaku(<1/10,000);
¢ ¢ HeH3BecTHa 4yecToTa (OT HAJIMMHUTE JaHHU He MOoxe J1a Obe HallpaBeHa OLCHKA).
MedDRA Cucremno- Hexenana JeKapcTBEHA PEAKOHSA YecroTa
OpraHeH KJjac
Undexuuu v uadecrauuu bakrepuanHa cynepuHgpekuus, ruOuyHa | Peaku
CYyNEepHHPEKLUSA
Konutr, <cBbp3an ¢ ynorpeba Ha | MHOro peaku
AHTUOHOTHK
Hapywienus Ha kpbBTa U | Eo3nBOQHAUS Penku
NUM@PHaTa CHCTEMA JIEBKOTICHUA, arpaHyJouuTo3a, | MHoro penku
NaHLUTOMEHHS, TpOMOOLIUTONCHH A,

HapymeH HA Ha HMVYHHATA

CHCTCMa

CBpBbX4yBCTBUTEIHOCT

Penxu

AHadHUIaKTHYUYEH WOK, cepyMHa Oosect

MHoro pepku

Hapywenus Ha meradbonuiMa | AHOPEKCHS Peaku
U XpaHEHETO

Hapywenus ©Ha  dHepsHara | ['nasobonue ' Heuectu
cHCTeMa Bepturo Penku

[NcHXOMOTOpPHA CBPBXAKTHBHOCT

MHoro peaxu

Exnnedanonarus C HEKW3BECTHA
4eCTOTA
CroMalliHO-4YpeBHH Hnapus YectH
HApYLUCHUs Kopemna bonka, rajeHe, noBpbLiaHe Heuectu
MeTeopussM Penkn

XenatoOMNMMapHH HApYILICHUS

Xe [NTATHT, XOJECTATHYHA XKDPNTCHHLA

MHoro peaxt

HapyweHus Ha koxara W

MOJKOMKHATA ThKaH

Ob6pus Heuectu
AHTHOHEBPOTHYEH €lleM, ChpOex Penkn
CuagpoM Ha  CtuebHe  JIXOHCBH, | MHOro peaxu

TOKCHYHA CIIHACDMAJIHA HEKPOJIH34

JlekapcTBeH - 0OpUB ¢ €O3MHODHUINS H




MedDRA CHcTeMHO- Hexke1aHA JIEKAPCTBEHA PeaKIHA " [Uecroma

OpraHeH KJac

cicreMHH cumiitoMd (DRESS) 4ecTOTa
Hapyumienus Ha Ou0peuure u | MHTEpcTHUMANEH HEPPHT 1 MHoOro peaku
NMHUKOYHHTE MBTHLLA Octpa  6nOpeyHa  HepaocTaThuHOCT, | C HEH3BECTHA

BKNIKOYUTENHO  TYOYJIOMHTEPCTHUHAJIEH | YECTOTA

He(PUT KATO CHITBTCTBALIO MATONOIMYHO

CbCTOAHHE

O6wm HapywieHHa W edekry | BbananeHue Ha TUTaBULIKTE, TUPEKCHSA Peaku
HA MACTOTO Ha MPUNOKEHHE

HicnenBanus [MoBuieHH YyepHOApOOHU ed3umu | HeuecTu

(TpaHCaMHHA3M, alKaaHa gocdarasza)

[ToBuilleHHe HA KpbBHATA Ypes Penku

[ToBHLIICHHE HA KPCATUHHH B KPBBTA MHOro peaxu

CrobaBaHe HA NOJAO3APAHH HEXKEJIAHH DEaKIHHA
CnobinaBaHeTo Ha MOJO3MPAHH HEXENAHH PeaKLMU cliel paspellaBaHe 3a ynotpeba Ha NeKapcTBEHUA

MPOAYKT € BaXKHO. ToBa MO3BOMABA Aa MPOABIKH HaOMIOAEHUETO Ha ChOTHOLIEHHETO NOJI3a/pPUCK 34
neKapcTBeHUA NpoAyKT. OT MEAMUMHCKHTE CNELMATIMCTH C€ H3HCKBA Aa cboOLaBaT BCsiKa NOAO3HpaHa
HexXeNaHa peakiusa upes:

HM3nbJIHHTENHA areHLUA [0 IeKapeTBaTa

ya. ,,JamsaH ['pyeB” No8

1303 Codus

tes.: +3592 8903417

yebcaiiT: www.bda.bg

4.9. IIpeaosupane

CoblecTBYBa PUCK OT €HLIE(AONATH, CBbP3aHa ¢ 0eTa-TaKTaMHH aHTHOWOTHIIM, KaTO LiePUKCHM,
ocobeHOo B chy4yall Ha Npeao3HpaHe.

5. ®APMAKOJOTUYHH CBOUCTBA

5.1. ©®apMakoAHHAMHYHH CBOHCTBA.

dapMakoTepaneBTH4YHa rpyna: AHTHOAKTEpUAIHH CPEACTBA 33 CHCTEMHO MPUNIOKEHKE, NEPATOCTIOPUHH,
[Il noxonenue
ATC kon: JO1DDOR

MexaHH3IBEM HA JeHCTBHE
[ledukcum ¢ aHTHOAKTEPHATHO CPEACTBO OT KJlaca Ha uedanocnopudute. KakTo v gpyrute
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Bpb3ka hapMakoknHeTHka / dapMaKOAHHAMHKA

Bpemero, 3a k0eT0 nMiasMeHaTa KOHUEHTPaLMs Ha HeHKCHM HaABHIIABA MHHHMAa/IHATa HHXHOKMTOpHA
kouientpauusa (MIC) Ha nHexkTHpaHHA OpraHU3bM [10Ka3Ba A00pa Kopenauns ¢ €QPHKaCHOCTTa NpH
(papMaKOKHHETHYHHW/ (PAPMAKONUHAMHYHH MPOYYBaHHA.

MexaHH3bLM HA PE3HCTEHTHOCT
BakTepHaiHaTa pe3sHCTEHTHOCT KbM UEPUKCHM MOXKE J1a C€ IbKH HA €HH HIIH HAKOJIKO MEXaHH3MA!

—  XHJpOJIH3a OT LHHPOKOCIEKTEPHH BeTa-nakramasy U/Miiy XpoOMO3OMHO-KOIHUPAHH CHIUMH
(ATpC), KOHTO MOXE Ja ObAAT HHAYLUHPAHU WK ASPENpeCHpaHU OT onpeaencHu acpoSHu [ pam-
oTpuLaTeNHy OakTepHanHy BUIOBE

— HaMaJieH aUHATET Ha NEHULMJIUH CBBP3BALUTE NPOTEHHHU

— HamaneHa npomycCKJIHBOCT HA BbHLIHATa MeMOpaHa Ha onpejelieRt ['paM-oTpHLaTEHH
OpraH13MU, KOeTo orpaHuyaBa JOCThIA 0 NEHHLUAHH CBBP3BALIMTE NPOTEUHH

~  e(NYKC NOMIU 3a JIEKapCTBOTO

B enua GakTepHanHa KIeTKa MOXE Aa MMA NOBEYe OT elUH MEXaHU3bM 3a PE3HCTEHTHOCT. B 3aBHCHMOCT
OT HATHYHUTE ChIlLleCTBYBAILIM MEXaHH3MH, BakTepuuTe MOraT Aa MposBAT KPbCTOCAHA PE3UCTEHTHOCT
KbM HAKOJIKO HITH BCHYKH OCTaHaln 6eTa-1aKTaMH W/ WK aHTHOAKTEpHATHH JIEKAPCTBA OT APYTH
KJIACOBE.

I’ paEKUH
['paHMLIMTE HA KTHHHYHATA MUHUMaNHa UHXHOUTOpHA KoHUeHTpauusa (MIC), ycranosenn or EUCAST

(Auyapu 2011) 3a uedukcum ca:
e Hinfluenzae: yyscreuteneH < 0.125 mg/l, peaucrenten > 0.125 mg/i
e M.catarrhalis: uyysctButenen < 0.5 mg/l, pesucrenten > 1.0 mg/l
e Neisseria gonorrhoeae: yycteuTeNeH < 0.125 mg/l, pesnucrenter > 0.125 mg/l
>

Enterobacteriaceae: uysctBuTeneH < 1.0 mg/l, pesucrenten > 1.0 mg/l (camo NpH HEYCIIOKHEHN
HHDEKUMH HA YPUHAPHUR TPaKT)

YyBCTBHTEJHOCT

PasnpocTpaHeHHETO Ha PE3UCTEHTHOCTTA MOXKe Ja Bapupa reorpad)cki U ¢ BpeMeTo 3a OTACTHHUTE
BHJI0BE, KaTO 0COOEHO 3a IeYeHHe Ha TeXKH HHPEKLHH e HeoOXxoauMa MecTHa HHpOpMauud 3a
PE3UCTEHTHOCTTA. AKO MECTHOTO pasnpOCTPAHEHHE Ha PE3UCTEHTHOCTTA € TAKOBA, Y€ H3NON3BAHETO HA
aHTUOHOTHKA NPH onpesiesieHd HHPEKUHH € NOJ BeIpPOC, TpAOBA a C& NOTHPCH EKCNEPTEH ChBET.

Hali-yecT0 CpelliaHH YYBCTBHTEJIHH MHKPOOPraHH3IMH

aepoOn, I paM-NoJOKHTEIHH:
Streptococcus pyogenes !

Aepobn, I'paM-OTpHIATEIHH:

Haemophilus influenzae *
Moraxella catarrhalis

Neisseria gonorrhoeae

Proteus mirabilis *

BunoBe, NpH KOUTO Pe3HCTEHTHOCTTA € MpodjieMHa
Aepobu, I pamM-nogoxHTEIHHA:

Streptococcus pneumoniae

AepofH, I'paM-0TpHIIATEIHA:

Citrobacter freundii *

Enterobacter cloacae °




Escherichia coli **
Klebsiella oxytoca ?
Klebsiella pneumoniae’
Morganella morganii’
Serratia marcescens "

Pe3HCcTEHTHH BHAOBE

Aepobu, I'paM-N0J0KHTEIHH :
Enterococcus spp.
Staphylococcus spp.

Streptococcus pneumoniae (penicillin-intermediate and resistent)

Aepobu, I pamM-oTpHLATEIHH
Pseudomonas aeruginosa

JIpyrs MEKpOOpPraHH3IMH
Chlamydia spp.

Chlamydophila spp.
Legionella pneumophila
Mycoplasma spp.

' Hamano € Hanu4Hp ZanHu npy nybaukysaHe Ha Tabnuuara. Jfonycka ce HalHune Ha YyBCTBHTEIHOCT
OT SIMTEpaTYpaTa U OT ACHCTBALLHTE TEPANEBTHUHH MPENOPBKH

2 EcTecTBeHaTa UYBCTBUTEMHOCT 3a NO-TOJAMA 4aCT OT WAMOBETE € MEXHHHA.

3 Il{laMoBe, mpoayuupailin OeTa JaKTamasa ca BAHard pe3uCTeHTHH

‘TIpW M301aTH HA NALKHEHTH ¢ HEYCOKHEH LIMCTHT HHBOTO Ha pe3ucTeHTHOCT € <10 %, B Apyru U3onaTtu

e> 10 %.
5.2. PapMaAKOKAHETHYHH CBOHCTBA

Abcopbuun
AbcomoTHaTa nepopanHa OHOHANTMYHOCT Ha LePuxcHM e 22 — 54 %. Abcopbuuara He ce NoBNUsBA
3HAYMTEHO OT XpaHa. [Topaan ToBa LedHUKCHM MOXE Aa €€ NPUEMA HE3ABUCMMO OT XPAHEHHATA.

Paznpeoenenue

CBBP3BAHETO CBC CEPYMHH NPOTEHHH € 00pe OnpelesieHO B HOBELWKH U KUBOTHHCKY cepyM. Lleduxcum
€ MOYTH M3UAJIO CBbp3aH ¢ anbyMHHOBATA (ppakuus, cpeaHata cBoboaHa ppakuus € npubIu3uTeNHO
30%. CBbp3BaHeTo Ha USPUKCHM C TTPOTEUHH € 3aBUCHMO OT KOHLCHTPALUMATA B YOBELWIKHA CEPYM NPH
MHOI'0 BUCOKH KOHLICHTpALHH, KOKTO HE C€ BUIXKAAT Clie] KIMHUYHO AO3HpaHe. |

OT npoy4BaHysa HH BHTPO, CEPYMHH KOHLEHTPALIMH LIEPHKCHM WM KOHLEHTpalud B ypuHata 1 mg/l
HJIA [TO-BUCOKH Ca CMATAHM 34 MOAXOASLLH 32 MOBEUETO MAaTOrEHH, NMPH KOWTO LEePUKCUM € aKTUBEH.

O6HKHOBEHO [TUKOBUTE CEpYMHH HUBA CJIC MPENnopbyaHara n03a pyU Bb3PACTHHU HIIH ACNA, Ca MEXKIY
1,5 u 3 mg/l. Cnen MHOrOKpaTHO A03HpaHe ¢ LePUKCHM HMa MAJIKO KyMYJIHPaHE WK JIUNICBA TAKOBA.

Memabonuzvm u eruMunupane |
Iledukcum 06HKHOBEHO C& EKCKPETHPA HeMPOMEHeH B ypHHaTa. OCHOBEH MEXaHH3bM € IIyMepyJiHa

puntpanua. MetaGonutr Ha LHePHKCHM He ca H30IUPAHH OT YOBELIKH CEPYM MM YPHHA.

[Tpemunuasanero Ha Genssan ¢ *C uedukcyM OT KbpMeELLH NILXOBE B TAXHOTO MOKONEHHE Ype3 KbpMarTa
e OTHOCHTENHO cabo (okono 1,5% or KOHUEHTpaLu[Ta B MAHYHHNASA OPraHu3bLM Ha MOKOJCHHETO). Hama

npu OpeMeHHHU IbXoBe e cnabo.




Cneyuannu ev3pacmosu zpynu

CpaBHeHa ¢ $hapMaKOKMHETHKATA Ha UEDHKCHUM IIPH 3/ipasH MALIHEHTH B CTapyecka Bb3pacT (Han 64
roauHn) u maamaa aobposonuu (11-35 roguuu), npu go3m ot 400 mg BEAHBXK AHEBHO 3a 5 JHH.
CroftHOCTHTE Ha CpeIHaTa MaKCHMMaNHa kKoHUeHTpauusa Crex ¥ yomra noa kpusata AUC ca cnabo
MOBHILEHH NIPH NMALMEHTH B cTapuecka Bb3pact. Ha Te3u mauneHTH TpsOBa Ja O6baT npuiaraHy
obuvaiiHKTe 103K, KAKTO NPH OCHOBHATA NMOMyAaUus (BHXTE pasaen 4.2).

5.3. IIpexkiMHAYHY AAHHA 32 0€30NACHOCT

HsamMa OTKpHTHA OT H3CJIEABAHNA 338 XPOHHUYHA TOKCHYHOCT, OT KOUTO Jd CE MPEATIONONKH Bb3HUKBAHE HA
HEM3BECTHA AOCETa HEXEaHa peakiud npy xopa. OCBEH TOBa, NPOYUBAHUSA MH BUBO U HH BUTPO He
NMOKAa3BaT MOTEHIKHAI 32 MyTareHHOCT. [IpOABIDKHMTENHH TPOYUYBAaHHUA 32 KAHLUEPOreHHOCT He Ca
NPOBEMAAHH.

[Tpy npoy4BaHHUATA 32 PEMPOAYKTUBHOCT, MPOBEKIAHU MPU MULLIKH K NIbXoBe ¢ o3k 400 nbTH Mo-
BUCOKH OT T€3W, MPHAAaraHy Npu Xxopa H HAMa J0Ka3aTeJICTBO 3a yBpexXaAaHe Ha (epTunuTeTa UNU deTyca,
IBIDKAILO e Ha He@HKCHM. .

I[Mpu 3aiiuu, opH 1034 4 NBTH NO-BUCOKH OT TE3M, IPHUIIATAHH NPU XOPAa, € HEMAJIO J0KA3aTeNCTRO 3a
‘TepaToreHeH edexT; MMANO € BUCOKa YeCTOTa Ha a0OpTH M CMBPT HA MalkaTa, KOETO € OYAKBAHO
[1ocNeACTBHE OT H3BECTHATA YyBCTBUTENHOCT Ha 3aHLHTE KbM aHTUOHOTHK-HHIYLHPAHUTE TIPOMEHH B
MHKpodopaTa Ha YEpBaTa B NOIYyaLUATa.

6 PGAPMANEBTHYHH JAHHH

6l CnuchbK I NOMOINIHMTE BELIECTBA

Kamiues xuppored ¢pocdart, 6e3B0oacH
Huuiecte, npexenaTHHU3UPAHO
[lenyno3a, MUKPOKPUCTAIHA

CunuuueB IUOKCHA, KONOWAeH 6€3BOACH
MarHe3ueB cTeapar

OunMupallo NOKPHTHE

Onagpaii 6sn Y-1-7000 coaspxa:
Xunpomenosa (E 464)

- Makporon 400 (E 1520)

Turtanos anoxcua (E171)

6.2 HecbBMecTHMOCTH
Henpunoxumo.

6.3. Cpok Ha rogaocT

2 TOAUHHU

6.4. CnennaiHu YCJIOBHA 32 ChXpPaAHEHHE

ITa ce cbxpaHssa noy 25 ° C.




6.5. JIaHHH 33 ONAKOBKATA

3edanet 200 mg e HannyeH B AnyMuHuit/TIIBX - TIBIAX Onucrepu
OnaxkoBki oT 6,10, 20 TabneTky.

3edauer 400 mg e Hannuen B Amymuauit/TIBX — IIBJIX 6nucrepu u IIBX/Ainap/Anymunuesu 6ﬂucmepu
OnakoBkH oT 3,7, 10 TabneTku.

He BcHYKH BUAOBE ONMaKOBKM Morar Aa ObaaT nycHaTy B npoaaxoda.
6.6 CpennajHH npeAnasHH MEpPKH NPH H3XBhpJISHE
Hsama cneuHanHi U3UCKBaHHA.

HewnznoniBauuar NPORYKT HIIH OTIIAABYHUTC MATCPHAIIH OT HETO TpHﬁB& Aa CC U3XBBPJIAT B
CHOTBCTCTBHC C MCCTHHTC U3HCKBAHHAL.

TIIPUTEXATEJ HA PASPEIHIEHHUETO 3A YHOTPEBA
Stada Arzneimittel AG

Stadastrasse 2-18, 61118 Bad Vilbel
['epmaHud

8 HOMEP HA PA3ZPELHIEHHETO 3A YIIOTPEBA

3edauet 200 mg: Peructpauuonen No: 20110556
3edauer 400 mg: Perucrpauronen Ne; 20110557

9. JATAHA l'['bPBO PA3PEHLIABAHE/TIOAHOBABAHE HA PA3ZPELIEHHUETO 3A
YIIOTPEDBA

Hata Ha mbpeO paspeluaBane : 26.09.2011
Nata Ha nocneaso noaHossBaHe: 05.12.2016

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

Anpun 2026
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