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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HMME HA JEKAPCTBEHMA IPOJYKT

3edaner 100 mg /5 ml npax 3a nepopaiHa cycneHsus
Zefacet 100 mg/5 ml powder for oral suspension

2. KOJHYECTBEH H KAYECTBEH CBHCTAB
5 ml oT pasTROpeHaTa cycneH3us chabpxar 100 mg uedukcum (cefixime) (Gespoaen) (anhydrous),
exBHBanenTeH Ha 111,917 mg nedHkcuM Tpuxuapar.

IMoMOIIHK BEIECTBa ¢ H3BECTHO ACHCTBHE:
Cycnen3uara ceAbpka 2,43 g 3axaposa u 3,13 mg natpuen 6ensoar (E211) na 5 ml.
3a IBNIHEA CNKCHK HA TOMOIHKTE BEMISCTBRA, BK. To4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA
Ilpax 3a nepopanna CycreH3Hs.
Ceetnokpemas 2o 6neqo KBAT HAa UBAT NPax ¢ XApAKTEPEH apOMAT.

4. KJIWHHWYHH JAHHH
4.1. TepauneBrTHIHH NOKA3AAAA

LlepHkcHM e moKa3aH 3a ieYeHHE HA CIEAHHTE HHQEKIHY, IPHYMHEHH OT YyBCTBHTETHH
MHKpPOOpraHu3MH (Bikre Touka 4.4 1 5.1):

— OCTEp OTHT HA CPERHOTO YXO;
—  Octbp OakxTepranieH GapuHrT;
— HeycnoxHeH ocTbp UHCTHT;

— HeycnoxHneHa ocTpa rosopes.

Vnorpebara Ha neduxcum Tpabea aa Gbae npeHA3HAUEHA 33 WH(EKIHH, MPH KOHTO 34 NPHYHHHTENNTE €
H3BECTHO WIIH C€ IPEATNoNara, e ca pe3UCTEHTHH KbM IpyrH 00LIOH3N0N3BaHH aHTHOaKepHATHH
CpeacTBa.

TpabBa na ce uMa TIPEIBH] OQHIHANHOTO PHKOBOJCTBO 3a MOAXOAAILO H3NOI3BAKE HA
aHTHOAKTEpHATHY CPEICTRA.

4.2. Io3HPOBKA B HAYHH HA NPAJIOKEHHE
Bus Hu U joHowu (> 12 200uny);
ObuuaiiHaTa A03a 33 Bb3pacTHH € 400 mg AHEBHO, NPHETA KATO €AMHUYHA HEBHA A03a HIH pa3iefieHa
Ha JBA PaBHH [IepOPATHH NpHEMA.

— 400 mg (na 1 unn Ha Ape A03u) ot 7 A0 10 QHH NpH OCTEP OTHT HA CPEAHOTO YXO H OCTHD

DaxreprancH GapHHTHT;
— 400 mg (na 1 unn Ha 2 nosu) ot 1 A0 3 AHKU NPH HEYCIOKHEH OCTHP LHCTHT NPH K(
— 400 mg (1 no3a), 3a 1 neH NpH HeyclokHEHA roHOpes. /

ITanHeHTH B cTAPYECKA BL3PACT
Ha nauueHTH B cTApPYeCKa BB3PAcT MOXKe Ja Ce flaBa chlata A03a, pelopLkyBaHa op



TpaGra xa ce Hanpasy oueHka na GnOpeyHaTa GynKuns U aa ce KOPHTHpA A03aTa IPH Texko 6u0peuHo
YEpexaHe {BIDKTe [O-TOPe H TOuKa 4.4).

Jena ot 6 Mecena g0 11 roaann
IIpenopryvTenHaTa A03MpOBKA NPH Je0a B Ta3H BL3pacToBa rpyna e § mg/kg/aHeBHO KaTo eMHOKPATHA

A03a AIH pa3licieHa Ha JBe A03H B 3aBHCHMOCT OT TENECHOTO TETNO.

IIpenopvueanume do3upoeku ca dadenu 8 mabauyama no-oony.

Tenecno rerno | /ineBna poza Jnenna no3a (ml), 3a xodaTO
(kg) nepuKcEM € H3N0/3BARA FPANYHPAHA
(mg) CIPHENOBKA (103aTa MOXe
Aga 6Loe DPAMAIAHA KATO
eJHHHHA 1038 RIA
pasgeneHa aa 2 Ko3H)
10,0 80 1x4ml pom
2x2ml
12,5 100 1x 5 ml wau
2x2,5ml
15 120 1x 6 ml yam
2x3ml
17.5 140 1 x 7 ml gnu
2x3,5ml
20,0 160 1 x 8 ml uay
2x 4 ml
22,5 180 1x 9ml pin
2x 4,5 ml
25,0 200 1x 10 ml pax
2x5ml
215 220 1 x 11 ml nan
2x5,5ml
30,0 240 1x12mlunu
2x6ml
37,5 300 1x15mlnmu 2 x 7,5 ml
>37,5(m 400 1x20ml wim 2 x 10 ml
NALHEHTH Haj
12 ropuum)

3a TOYHO A03MpaHa B ONAKOBKATa € MpeaocTaBeHa 10 ml cnpHHLIOBKA 32 IO3HpAHE, rpajyrpaHa Ha MEpKH
0,25 ml.

1 ml ot cycnensus nebukcuM e exsuBaneHTed Ha 20 Munurpama (mg) nepukcuM. 5 ml ot cycneH3us
HedHKCHM ¢4 ¢KBHBAEHTHH Ha 100 MpnurpaMa (mg) nedukcHM.

5ml or cycnenzna nedukcuM ca ekpHBateHTHH Ha 100 Mummrpama (mg) medHKcHM.

Jena Ba Bb3pact noj 6 mecena
BesomacHocTTa M edHKacHOCTTa HA NEPHKCHM He € YCTAHOBEHA IIPH Jella 0-MaJIKH OT 6 Mecela.

bBn6pedna HeAOCTATHUHOCT
LledHrkcHM MOXe na ce mpriara mpH yppeneHa 0u0pevna ¢ynkmms. HopMannara 103a B cXemg
ce JaBa NPH NallHEHTH ¢ KPeaTHHUHOB KIHPBHC 20 ml/min win no-pucox. pu manuenTu, iy
KPCaTHHUHOB KAMPEAC € NIo-auchk oT 20 ml/min, ce npenoppusa Ao3a ot 200 mg BC,ZIH'B)}(' BA
ce mpepHIaBa. [[ozaTa ¥ pexxHMa 3a NallHEHTH, KOHTO CE NOLTBPXKAT ¢ XPOHHYHA aMOYI




NePHTOHEANHA JHATH3a HITH XeMOAHallHu3a TpﬂBBa Jia CneJBaT ChINUTE NMPEMOPBKH, KAKTO NPH NAalUEHTH C
KpeaTHHUHOB KHpBHC 104 20 mi/min.

HamMa poctaTh9HO ZaHHR 3a ynoTpeba Ha nedukcuM npd nena noj 12 roguuu ¢ 6x6peuna
HEIOCTAThYHOCT: yroTpedaTa Ha LehHKCHM TIPH T3 NAlHEHTH He ce NpenopbYBa.

IpoaLAKATEIROCT HA JIEIEHHETO
O6HuaitHiAT Kypc Ha nedenne e 7 1uu. Toli Moxe na 6uae yobmked 1o 14 1uu ako e HeobxoauMo.
LleuxcHM Mo3ke Ja ce MpHeMa ¢ HAH Oe3 Xpana (BEDKTE TOUKa 5.2).

HHCTpYKUHE 32 DDHTOTBAHE HA CYCHCH3AATA
Buxte TOUKa 6.6.

4.3. IIpoTnBonoxasasHsA
CBpPBXYYBCTBHTEIHOCT KBM UedHKCHM, ApYTH LedalocnopiHOBH aHTHOHOTHLM HAK HAKOE OT
MOMOIIHHTE BEIIECTRA, ONMUCAHK B Touka 6.1,

AnamMHeza 3a NMpeAHIIHA, BHE3AHA H/HIH TexXKa peaknHa Ra CBPbLXYYBCTBHTSIHOCT KbM [ICHHIIHWIKH RIH
Apyr OeTa-naKTaMeH aHTHOHOTHK.

4.4 Coenmsannn npeAyYIpexicHHA H NpeAna3HA MEPKH 33 ynoTpeda

Texxn xoxHH HeKeNaHH peakUMn: TexXKH KOKHH HeXellaHH Peakldy KaTo TOKCHIHA elHAepManHa
HEKpOnH3a, CHHAPOM Ha Stevens-Johnson u nexapcTBes 0OpHB ¢ €03HHOGHIAA H CUCTEMHH CHMITTOMH
(DRESS) ca 6nnn noknafpaHH MpH HAKOH NALKEHTH, npHeMany nedukcuM. TIpH NoABa HA TEKKH KOXHH
peaKlliy, TeueHHeTo ¢ LedHKcHM Tpa6Ba Aa Obae npeycTaHOBEHO, 1a ce 3alloyHe NOAXOAALIA TEpaH
H/HJH J]a ce IpEATpHeMaT HeOOXOAMMHTE MEPKH.

Heobxoaumo crieifHanHo BHHMAHHKE TIPH NPHAKEHHETO Ha HeHKCHM TIpH MAIlHEHTH ChC

CBPBXYYBCTBHTCHHOCT KBM IOPYTH JICKAPCTBA. I.Ied)anocnopnnn're TpﬂSBa Aa ce JaBaT ¢ NOBHIICHO
BHHMAHHE Ha YYBCTBHTEIHH KM NEHULMIIHH HallHEHTH, THHA KaTo HMa JoKa3aTeNCTBO 33 YaCTHYHA

KPBCTOCAHA aNeprHiHa PeaKiia MeXy ICHHIHIHHE B NedanocnopHHH.

Baumanue TpabBa na ce 00bpHe M NIpH IIALHEHTH, KOMTO ¢4 HMAITH TeXXKH Peakiii (BKIIOYHTETHO
anadurakcna) KeM jBara waca nekapersa. Oco0eHo BHHMAaHKe TpAOBa MpH MALHEHTH, KOHTO ¢a HManH
ANepruvHa peaknHs KbM IEHHIHIHH HIH APYTH OeTa-TakTaMHH aHTHOHOTHIH, THH KaTo MOXKe Jia
HaCTBITH KPBCTOCAHA anepriyHa peakiia (3a NpoTHBOIOKA3aHHA MOPA/IH HIBECTHA CBPLXUYBCTBUTENHOCT
BHXXTe TouKa 4.3).

B ciydaii Ha Texkka peakild Ha CBPbXYyBCTBHTENHOCT HJIH HACTHIIH/IA aHAMHIAKTHYHA PEaKIIHA Cle]
NpHICKEHHE Ha nedukcAM, ynotpebara Ha uedrkcHM TpaOea Aa 661e npexkpareHa He3abasHO M 7ia ce
NPHICKAT NOAXONAIIY CHENIHH MEPKH.

HuBara Ha pe3HCTEHTHOCT Ha Streptococeus pneumoniae (>20%) ca AoknaaBaH# 32 UEQHUKCHM B BAKOH
Esponeiicku crpatu (BrkTe Touxa 5.1). Topa Tpa6Ba 1a ce HMA NIPeABHA, KOTATO CE JEKYBAaT HHPEKIMH,
IIPHYHHEHH OT Streptococcus pneumoniae.

Octpa O60peuna HeFOCTATHUHOCT
Kaxro n apyri nedanocnopiss, edpHKCHM MOXE Aa NPAYKHE ocTpa Gp0pedna HeroCTaTHUHOCT,

BKJIIOUHTENHO TYOYNOHHTEPCTHIHANEH HE(PHT, KaTO CHITETCTRAMIO IATOJIOTHYHO ChCTOAHHE. ITpH nossa
Ha ocTpa Gpbpevna HeNOCTATHYHOCT, IEYEHHETO ¢ NedHKcHM TpAGRa Ja ce NpeycTaHOBH H Jia ce 3 e
IOAXOAAIA TEPANHA H/HJIF Ja ce Ipe/INpueMaT HeoDXOAHMHTE MEPKH.

bubpeuHo yepexaane



LednxcuM TpaGea Aa ce npunara ¢ 0cobeHo BHHMaHHE NIPH BB3PACTHH MALMEHTH ¢ KPeaTHHHHOB
KIHPBHC NO-HACHK 0T 20 ml/min (BuxTe Touka 4.2 1 5.2). Hama pannu 3a ynorpebara Ha HedHKCHM NIPH
Aeua noj 12 rogunu ¢ 630peuHa HEJOCTATHYHOCT: NPH TE3M [IALMEHTH HE CE NpenopbyBa ynorpebara Ha
nehAKCHM,

[IpoxpkuTeNnHa ynoTpeba Ha nedHkCHM MOXe Jia AOBEAE A0 CBPBXPACTEX Ha PE3HCTEHTHH
MHKpPOCPraHH3MH.

JleyeHHeTO ¢ NIHPOKOCNIEKTEPHH aHTHOHOTHITH MPOMEHA HOpManHara uropa Ha JeGeoTo 4epBo H MOXKE
Ia ToBeje A0 CBphxpacTex Ha Kioctpuann, MacneapaHuaTa couar, e TokcuHa, otaenes ot Clostridium
difficile e nepBuyHaTa NpHYHHA 33 Pa3BATHE Ha IHApHS, CBbp3aHa ¢ ynoTpeda Ha aHTHOHOTHIIHK.
[IceBnoMeMOpPaHO3HHAT KONHT € CEBP3aH C ynoTpebara Ha MIMPOKOCTIEKTbPHH aHTHOHOTHITH
(BKITIOYMTENHO MAKPOJH/IH, TIOTYCHHTETHYHH MEHHIIMITHHH, THHKO3aMHIH U 1e(anocnopHHy,
BKJIIOYHTENHO e HKCHM); 3aTOBa € BAKHO Ja Ce MMa NPEBH] AHATHO3aTa IIPH [AHEHTH, KOHTO
pa3BHEBAT JHApHA, CBEP3aHA ¢ yroTpebara Ha aHTHOHOTHIH.

IlanuenTy, KOHTO PA3BUAT TexKA JHAPHA N0 BPEME HA WIH criea yrnotpeda Ha neduxcum, Tpabea na ce
B3EMe MPEABHI PHCKBT OT KHBOTO3ACTPALLIABAN] ICEBAOMEMOPAHO3EH KOJIHT.

VroTpeGara Ha uedukcum Tpabsa Aa 6bae CpaHa H NOAXOAAIH MEPKH ¥ JiedeHHe Na Gpaar
npexnpreTd. Tpa6ea Aa ce H3KIOYAT APYTH NPHYHHH 3a BE3HHKBaHEe Ha KOJMT. [IpoTHBONIOKAa3aHa ©
ynorpebarta Ha ApYyru NeKapcTBa, KOMTO MOATHCKAT YPEBHATA NEPHCTANTHKA.

IMoMomun BemecTBa

To3m nexapcTBeH MPOAYKT ChabpPika 3axaposa.llaunenty ¢ peaxu HacneacTBeRH npobnemu u ¢
HEMOHOCHMOCT KbM (ppykTo3a, MII0K030-ranakTosHa MatabcopOLua Wik 3aXapa3’o-H30MaTaseH AChUUHT
He TpA0Ba Ja NpHEMAT TO3H JIEKAPCTBEH NPOAYKT.

Ceabpxa 2,43 g 3axaposa B 5 ml. Toa Tpa6Ba Ja ce HMa TIpeABUI ITPH NAKHEHTH CBC 3axapeH Auader.
To3n nexapcTBeH MpoaykT chabpika 3,13 mg Hatpues Gensoar B 5 ml.

Tosu nexapcTBen OPOOYKT ChEbPXka No-Manko or 1 mmol Harpuii (23 mg) Ha 5 ml, T.e. Moxke na ce kaxe,
U¢ NIPAKTHYECKH HE ChAbPXKA HATPHH.

4.5 BaammojeiicTBHe ¢ Ipyrn JeKapcTBeHH IPYIVKTH H JpyTH GopMA m B3aRMoeHCcTBHE

Llednkcrm moxe ¢anunBo na NO3MTHBH3HPA PEAKIHATA 32 [IIOKO3a B YPHHATA, HANPABEHA C PA3TBOP Ha
BeHe KT win MenMHroB pa3TBOp WIIH ¢ MEAHO-CYIdaTeH TecT, HO He H TecT, fa3upaH Ha eH3UMHH
TMIOK030-0KCHAA3HH METOIH.

Lledukcum Moxe GpaninHeo aa MO3HTHBHPA AMPEKTHHEA TecT Ha Coombs, THH kaTo & chobu@arano 3a
dannkBo NoNOXUTENHA peakLUA MPH MALHEHTH, NEKYBaHH ¢ APYTH HedanoCHopHHH.

Kaxto u apyru uedanocnopusn, DOBHIISHHE HA IPOTPOMBHHOBOTO BpeMe ce HabMoAaBa NPH HAKOH
nanpentd. TpaOea ocobeHo BHAMAHHE PH MAHEHTH, TOJI0KEHH Ha aHTHKOArYIaHTHA TEpanHs.

4.6 BpeMeHHOCT H KhpMeHe
bBpeMeBHOCT

HaMa KiIHHHYHE JaHHM 33 eKCTIO3HLMA ¢ HedHkcHM 1o BpeMe Ha GpemeHHOCT. I'onaM Opoii 1annu 32
yrotpebara Ha Hedanocnopusy Mo BpeMe Ha GPEMEHHOCT KATO LA/IO HE MOKA3BAT HATO MandopManuH,
HHTO (pETOHATANHA TOKCHYHOCT. [Ipoy4uBaHus pH XKHABOTHH He NOKA3BAT JHPEKTEH HIH HHIUPEKTEH
yBpexpam edekt Bepxy OpeMenHocTTa, eMOpHOHATHOTO/ GeTanHOTO pa3sBHTHE, PAXAAHETO H
IDOCTHATANHOTO pa3sBHTHE (BHXKTE ToUKa 5.3),

LleduxcHM He ce npenopbvusa HA GPEMEHHH XKEHH, OCBEH aKO IPHIOKEHHETO My HE
HEOOXOAHMO.




Knpmene
HedukcnM ce ekcKpeTHpa B MAIIKH KONHYECTRA B KbpMAarTa.
TpnbBa na ce OLEHH MOM13aTa OT JIEYEHHETO HA MaliKaTa CIIPAMO BE3MOXHHAT PHCK 33 KbPMAUeTo.

4.7. Edextn BLpIy cnocobrocTTa 33 modupane u padoTa ¢ MAIIHHE

Iebuxcum ne noenussa criocoGHOCTTA 3a Modupate uin paboTara ¢ MammuHH. HAKOH HexkenaHH
peaKuMH o0bave (HaIpHMep BEPTHTO) MOXE Ja HACTBIAT (BIKTE TouKa 4.8), KoeTo MOXKe a MOBNHAE
BLPXY crocobHOCTTA 3a mWodupane H paboTa ¢ MAITHHK.

4.8. HexXenaHH JeKapCTBeHH peaKunH
B To3u pasjien e Be3MpPHETA CIEAHATA YECTOTA HA HEXEIAHHUTE IEKaPCTBEHH peakLyH:
e uecTH (> 1/100, no <1/10);
s neqects (>1/1,000 mo <1/100);
*»  pemiu (>1/10,000 go <1/1,000);
s mHOro peaks {<1/10,000);
® ¢ HEH3BECTHA YeCToTa (OT HANMMYHHTE JAHHH He Moxe Aa Obje HalpaBeHa OLEHKA).

MedDRA Cacremuo- Hexenana JeKapcTBeHa peakmas YeeToTa

Opran¢H Kjiac

Wndexunn 1 wadecrammn bakrepuanHa cynephndexuus, reOHuHa | Penxu

CyTIEpHH(pEKIIHA

Konut, ceep3an ¢ ynotpeGa Ha | MHoro penxy

aHTHOHOTHK
Hapymenus w®a KpbBTa u | EosHBOQHIMA . | Penku
naMdHaTa cCHcTeMa JIeBKOTICHHA, arpaHynoluTo3a, | Muoro peaku
MaHUATONCHHS, TPoMGOLUTONEHHS,

XeMOJIHTHYHA aHEMHA

Hapymrenua Ha HMyHHata | CBPBXYYBCTBHTEIHOCT Penxn

CHCTEMa AnapunakTHYYeH 0K, cepyMHa Gonect | MBoro peaku

Hapymenns Ha metabomnsma | AHOpekcHS Peaxu

H XpaHEHETO

Hapymenns Ha weppHata | ['maBobonue HeuecTn

cHCTeMa Bepruro Penxu
ITcHXOMOTOpPHA CBPBEXAKTHEHOCT MHoro penxn

CroMalllHO-YpEBHH Juapus Yeern

HapyIIeHHs KopemHa 6onka, rafeHe, NoBpolLaHe Hegectn
dOnaTyreHnMs Peaxu

XenarobunHapHH HapyweHus | XenaTHT, XONeCTATHYHA KBITCHHLA

Hapymenus na koxara B | OOpus




MedDRA CacTemuo- Hexkenana JeKapcTBeRa peakmas YeeroTa
opraued Kaac
NOAKOKHATA THKAH AHTHOHEBPOTHYEH eleM, Chpbexk Penku
Cuuapom ©Ha CruBbHC  JPKOHCBH, | MHOro penku
TOKCHYHA CIHACPMANHA HEKPONU3a
JlexapcTteen obpuB ¢ eosuHodpunws u | C HEH3BECTHA
cHCTEMHH cumnTomH (DRESS) 4ecToTa
Hapymenus na 6u0penure u | HHTepeTuunanen Hedpur MHoro peaxn
NHKOYHHTE NHTHINA Octpa Gubpeyuna HegocTaTbyHoCT, | C HEH3BECTHA
BKIIOYHTETHO  TyOYJOHHTEpCTHLMAIEH | 4ecToTa
He(PHT KaTO CHITBTCTBALIO MATONOTHYHO
CBCTOAHHE
O6mu HapymeHns M edekTH | Be3nateHWe HA JIHFABHLMTE, NHPEKCHS Penkn
Ha MACTOTO Ha IIPHIOKEHHE
HscnenpaHus [ToBHwIeHH 4epHOApPOoOHH ensuMH | Heuectn
(TpaHcaMHHasH, ankanHa docdaraza)
ITopHIIEAME HA KPbBHATA YPed Penxn
IoBHIICHNE HA KPEATHHHH B KPBBTA Msoro penku

Crobmapane Ha NOJ0INPAAN HEKEAZHH PEAKIHE

Cro01aBaHeTo Ha NOAO3HPaHH HEXENaHH PeaKLHH Clied paspelliapaHe 3a ynotpeba Ha IeKapcTBeHHs
NPOAYKT € BakHO. ToBa MO3BONABA Ja NPOTBIDKH HAGMIONEHHETO Ha ChOTHOIIEHHETO MOA3a/PHCK 32
TEKapCTBEHHA NPOAYKT. OT MEIUIMHCKHTE CTISIHANNCTY C& W3KCKBa A2 ChoDImasaT Bcgka MOA03HpaHa
HEXeJlaHa peaKiua upes;

H3menHHTEHA areHIHA 110 JeKapcTBaTa

ya. Jdaman I'pyes™ Ne8

1303 Codmua

Tel.: +3592 8903417

yebeaiitT: www.bda.bg

4.9. IIpegozapane
Hama onuT opy npeno3upate ¢ qedHKCuMm.

5. ®APMAKOJOIHYHH CBOMCTBA
5.1. PapmakoIHHAMBYAR cBoiicTRA.

GapmakoTepanepTHyHa rpymna: ueganocnopus, I nokonenue,
ATC xon: JO1DDO08

Mexanu3nm Ha gelicTeae
Ledukcum e antnbakrepranHo cpeACTBO OT Kiaca Ha uedarocnopunnte. Kakro i Apyruz

nehanocnopany, HeHKCHM IposBsiBa aHTHOAKTEPHANHA AKTHEBHOCT UPE3 CBBP3BAHE H ¥



AeHCTBHETO Ha MEHHIHIHH-CBbP3BAIIH NPOTEHHH, BRIIKOYCHH B CHHTC3ATA HA Galcrepnamm're KICTEYHH
crenn. Tosa BOJH Q0 pa3pyliaBaHe Ha GaKTepnanHaTa KJICThYHA CTSHA H 3arHBaHE HA KNIETKATA.

Bpnika dapMakokrHeTHKS / papMakoIHHAMEKA

BpemeTo, 33 K0OeTO NJIa3MEHATa KOHUEHTPALHS HA UeGHKCHM HAABHIIABA MUHHMAITHATA HHXHOHTOPHA
koHuerTpauns (MIC) Ha HRbexTHpaHK OPraHH3BM NoKa3Ba A0Bpa Kopenauus ¢ ePHKACHOCTTa IPH
tapMakoKHHETHYHH/HapMaKOJHHAMHYHH NPOY4YBAHNS.

MexanHILM HA PE3HCTEHTHOCT
bakTepranHaTa pe3NCTEHTHOCT KbM LeGHKCHM MOXE Ja e ABL/DKH Ha €XHH HIH HAKOJIKO MeXaHH3Ma:

— Xuaponusa oT LIMPOKOCTIEKTHPHH DeTa-nakTaMasu H/HIH XpOMO30OMHO-KOJHPAHH eH3UMH
(ATpC), xouTo MOXKe fa 6bAaT HHAYLHPAHH HIH JAEpEeNPECHPaHy OT onpeleieHH acpodHU rpaMm-
oTpularennd GakTepuanHy BHAOBES

— Hamanen apunaTeT Ha IEHKUMNHH CEBP3BALIKTE IPOTEHHH

— Hamanena nponycKId80CT Ha BRHIIHATA MeMOpaHa Ha OnpeAeneds rpaM-OTPHLATEIHY
OPrafnuiIMy, KOCTD OTpaniMdaBa OCThIIA A0 NEHUOHITHH CHBP3BAIRHTE HpOTeHHH

— Edmykc nomnu 3a aekapcTBoTO

B enHa GakTepuanna kieTka Moxe Ja MMa MOBEYE OT SIHH MEXaHH3bM 33 PE3UCTEHTHOCT. B 3aBHCHMOCT
OT HAJIHYHHTE CEIIEeCTBYBAINH MeXaHH3MH, HaKTepuuTe MOTaT A4 MPOIBAT KPHCTOCAHA PESHCTEHTHOCT
KBM HEKOJIKO HJIH BCHYKY OCTaHalH OeTa-NaKkTaMi H/HAM aHTHOAKTEepHaNHH NIeKapCTBa OT APYTH
KIIACOBE.

I'pannnn
I'panuiMTe HA KITHHHYHATA MMHUMAJTHA HHXHOHTOpHA KoHueHTpauua (MIC), ycranosenn ot EUCAST

(nyapn 2011) 3a nedurcum ca:
e Hinfluenzae. ayncteuTeneH < 0.125 mg/L, pesnctented > 0.125 mg/L
o M. catarrhalis: aycTBRTeNeH < (0.5 mg/L, pesuctenten > 1.0 mg/L
*  Neisseria gonorrhoeae: uyscteutenen < 0.125 mg/L, pesucrenten > 0.125 mg/L.
e Enterobacteriaceae: dyctBUTeNnen< 1.0 mg/L, peaucrenten >1.0 mg/L {camo npH HEYCIOKHEHH
HHQeKLMH Ha YPHHAPHHSA TPAKT)

YyBRCTBHTENHOCT

PasnpocTpaneHHeTo Ha PE3NCTEHTHOCTTA MOXKe Ja BapHpa reorpadcky H ¢ BpeMeTo 3a OTAENHHATE
BHJ0BE, KATO 0CODEHO 32 JIeUCHHE Ha TeXKH HHPEKLHH ¢ HeoOxoJuMa MecTHa HHJopMaLus 3a
PE3HCTEHTHOCTTA. AKO MECTHOTO PAMIPOCTPAHCHHE HA PE3HCTEHTHOCTTA € TAKOBA, Y€ H3MMOI3BAHETO Ha
aHTHOHOTHKA IIPH ONpeleneHH HH(PEKIHH & noa Bepoc, TpAOBa Aa Ce MOTHPCH €KCIIEPTEH ChBET.

Haii-wecTo ¢peliinA YYBCTBHTLIHE MEKPOOPTaHH3ME

aepobH, rpaM-N0I0KHTEAHA?
Streptococcus pyogenes ’

Aepobn, I'pam oTpROATENHN:
Haemophilus influenzae

Moraxella catarrhalis
Neisseria gonorrhoeae
Proteus mirabilis °

Buaone, npH KOBTO pe3HECTEHTHOCTTA € OpoGiemua

Aepobn, I paM-noaoKeTe1HH;
Streptococcus pneumoniae

AepoOH, rpam oTpANaTEeINHE:




Citrobacter freundii *
Enterobacter cloacae’
Escherichia coli **
Klebsiella oxytoca ®
Klebsiella pneumoniaé®
Morganella morganii’
Serratia marcescens

Pe3sucrenTHn BEOOBe

Aepo0H, rpaM DOJ0KATENHH ;

Enterococcus spp.

Staphylococcus spp.

Streptococcus pneumoniae {Penicillin-intermediate and resistent)

Aepobn, I'pam oTpanareann
Pseudomonas aeruginosa
JpYru MAKpOOPTraHN3ME
Chlamydia spp.
Chlamydophila spp.
Legionella pneumophila
Mycoplasma spp.

" Hamano e RanuuHM naHHK IpH My6nuKyBane Ha TabGnuuarta. Jonycka ce HATHYHE Ha YyBCTBHTENHOCT
OT NTMTEpaTypaTa ¥ oT AelicTBAINUTE TEPaNeBTHYHH NPEOPBHKH

? EcTecTREHATA YyBCTBHTENHOCT 32 MO-TOMAMA YaCT OT MAMOBETE & MEKAHHHA.

? [llamMoBe, mponyuupaly GeTa TakTaMasa ca BHAATH PE3HCTEHTHH

“IIpn H30NATH HA TALMEHTH C HEeYCNOXHEH IIMCTUT HUBOTO Ha pe3ucTeHTHOCT € <10 %, B ApyTH u3onaTu
e>10%.

5.2. DapMaxOKHHeTHIHH CBolicTBa

Abcopbyun
AbcomoTHaTa nepopaiHa GHOHATHIHOCT Ha ueduxcnm e 22 — 54 %. AGcopbuuaTa He ¢ NoBANABa
3HAYNTENHO oT xpaHa. [Topaau ToBa nedpHKCHM MOXe A3 Ce MPHeMa He3ABHCHMO OT XpaHEHUATA,

Pasnpedenenue

CBEP3BaHETO CBC CEPYMHH NPOTEHHH & J00pe ONpeAcicHo B MOBEINKH H XHBOTHHCKH cepyM. IledHkcHm
€ TIOYTH H3L110 cBbp3aH ¢ anbymuHoBaTa ¢paxiumsa, cpeanara cBoGoana ppaxums e mpudnuznTenno 30%.
Cebp3paneTo Ha [e)HKCHM C TIPOTEHHH € 3aBHCHMO OT KOHIEHTpAlMATa B YOBEINKHS CEPYM IIPH MHOTO
BHCOKH KOHLIEHTPALlHH, KOHTO HE C& BHKHAT Clie]l KTMHUYHO JO3HpaHe.

Ot npoy4YpaHHA MH BHTPO, CEPYMHH KOHUEHTPAUHH LedHKCHM WX KOHLEHTpallii B ypuHata 1 mg/L
HJIM [TO0-BMCOKH Ca CMATAHH 33 [I0AXOAAUIH 34 IOBEYETO MATOreHH, IIPH KOATO LE(PHKCHM € aKTHBEH.
O6HKHOBEHO NHKOBHTE CEPYMHH HHBA Clie]] IPENOphYaHaTa 4038 PH Bb3PAcTHH WY Jiela, ca Mexay 1,5
u 3 mg/L. Cnex MHOTOKpaTHO J03HpaHe ¢ e HKCHM HMa MaJIko KyMyJAHpaHe HiIH JTHIICBA TaKoBa.

Memabonuzvm u enumunupane
LledHkcHM OOHKHOBEHO Ce KCKPETHPa HEMPOMEHEH B YPHHATA. OCHOBEH MEXAHH3EBM € T,
¢untpauus. MerabonuTn Ha uedHKCHM He ca H30JMHPARH OT YOBEMIKH CEpPYM HJIH YPHHA.




IpemAnapaneTo Ha Genman ¢ C nedHKCHM OT KBPMEIH IThXOBE B TAXHOTO HOKOJIEHHE Ype3 KbpMaTa
€ OTHOCHTeNHO ci1abo (oxono 1,5% oT KOHUEHTpaUMATA B MalfYMRUA OpraHi3bM Ha NokoacHuero). Hama
JaHHH 32 ceKpelus Ha HedHKCHM B KbpMara. [IpeMHHaBaHeTO Ha Oend3aH HedHKCHM Npes IUTALCHTATa
npH OpeMeHHY MTBXOEE & ¢1abo.

ChengajHH BL3pacTOBH rpynsa

CpaeneHa ¢ ¢apMakOKHHETHKATa HA LeMKCHM NpH 3paBH MALKEHTH B CTApUeCKa Bb3pacT {Han 64
TOIHHH} H MIaau 106posonuy (11-35 rogunn), opu 1o3u ot 400 mg BeAHEX AHEBHO 34 5 AHM.
CroliHOCTHTE Ha cpeaHaTa MaKCHMATHA KOHUeHTpalua Comax ¥ [I0INTa 0A KpuBaTa AUC ca cnabo
NIOBHIIEHH NPH NaUHEHTH B cTapiecka Bb3pacT. Ha Tean nanuenTn TpadBa na 6bAAT IpHAAraHy
obnualiHiTe JO3H, KAKTO MpH OCHOBHATA NOMyNaLuA (BHxkTe pasnen 4.2).

5.3. IpenxHAAIHH JARHA 33 Ge30macHOCT

HsMa OTKpHTHS OT H3CIeBanKs 32 XPOHHYHA TOKCHYHOCT, OT KOHTO Ja ce NIPelNnoiokH Bb3HHKBaHE Ha
HEM3BECTHA AOCETa HesKenlaHa peakiyua Iph xopa. OcBeH TOBa, NPOYYBaHAA HH BHBO H HH BHTPO HE
MOKA3BAT TTOTSHUHAN 34 MyTareHHoCT. I pOABIDKHTENHE Npoy3YBaHNA 34 KAHUEPOTEHHOCT HE ca
OpOBeXIaHH.

Ipu npoyuBannsaTa 3a penpoAyYKTHBHOCT, IPOBEKAAHK IIPH MUIIKH H IUTbX08e ¢ 103H 400 0bTH No-
BHCOKH OT T€34, IpUNaraHH [pH XOpa H HAMA JOKA3aTelICTRO 32 YBpeXAane Ha (epTHIHTeTa HAHK deTyca,
IbIDKAMO ce Ha HedHKCHM.

I1pn sakium, npu 4031 4 HTH NO-BHCOKH OT T€3H, MPHJIATAHH NTPH X0pa, € HAMAIO JOKa3aTe/ICTBO 34
TepaToreHeH eekT; HMaNo ¢ BUCOKA 9eCTOTA Ha abOpTH H CMBPT Ha MaiikaTa, KOETO € OYaKBaHO
NOCNENCTBHE OT M3BECTHATA TYBCTBHTENHOCT Ha 3aliiHTe KbM aHTHOHOTHK-HHAYIHPAHHTE NPOMEHH B
MHKpo(IOpaTa Ha YepBaTa B MONYIALHATA.

6 DAPMANEBTHYHH JAHHH

6.1. CoHCEK HA IOMOILIHATE BEIICCTBA
Kcantosa ryma, Hatpues GeH30aT, CHIIHIHEB JHOKCHA, KOJMOHAEH G€3BOACH, 3aXapo3a H BKYC Ha Arofa.

6.2 HechpBMecTHMOCTH
Henpunoauamo,

6.3. Cpoxk Ha rogmoct
Cyx npax: 2 TOJHHH
Cuien pasteapsite: PasTeopenata cycneH3ns Moxe fia ce chxpanaBa Ao 14 asm noa 25° C.

6.4. CoennaJHu yCJIOBHA 33 ChXpaHeHHE

Cyx npax: Jla ce cpxpansaea mog 25 ° C.

3a cbxpaHeHHe Ha Pa3TBOPEHATa CYCIeH3Msl, BIKTE TouKa 6.3.
Ja He ce chbXpaHiBa B XJIAJHITHHK HITH 3aMpasiBa.

Pa3zTeOpEHaTa cycnieH3ns Ja He ce 3aMpa3aBa. JlpekTe GyTHNKATA MTBTHO 3aTBOPEHA H pasknamatite
Iob6pe npean ynorpeba. Cnen 14 OHY MIXBLPAETE OCTANHANIOTO HEH3NON3BAHO KOIHYECTBO.

6.5. lagnn 33 onakoBKAaTA

3edauner 100 mg/5 ml npax 3a nepopanta CYCHeH3HA € HallMYeH B CTEKIEHa O



HMa cnprHIoBKa ot 10 mi 3a fo3upane, rpagyHpana va Mepku ot 0,25 ml.
Hannunu onakosku ot 50 ml u 100 ml.

He Bcuuku BHJOBE OTIAKOBKH Morat jga ObAaT nycHaTH B nmponax6a.
6.6 Cnenpanum Npeana3sHH MepKH IPH H3IXBLP/ASHE H paboTa

HucTpyKnAMY 32 PASTBAPSHE HA NEPOPAJIHATA CYCHCHIHA

3edaner npax za ObeM Ha
[IEpopanHa CYCIeH3HA OyTHnkara HMncTpyramH 3a | pAne
JobaBete 34 ml Boja Ha ABe MOPUHH
50 ml KBEM cyxara cMec B Oyruaxara.

Pazknarere gmobpe cilel  BCAKO
: nobapane.

100 mg/5 ml

00 mg/ HoGasere 68 ml Boga Ha ABe MOpOHH

KM cyXxara cMec B OyTHIKaTa.

Pasknarere goOpe cieg  BcAKo

gobapsne,

100 ml

HEcTpYKNHE 34 IPHTOTBAHE HA CYCNEH3HATA

Jlobasete BOAA A0 MapkaTa, 0003HaueHa BbpXY GyTHIKaTA.

Cnen nobapsine Ha Boza, paskiaTete JoOpe AOKATO NpaXa HAITBIHO C& PA3TBOPH.

Cnen pasteapane ¢ Boaa, 3edaner 100 mg/5 ml crapa BucKo3Ha CYCIIEH3HA ¢ KpeMmaB Io0 OJeI0KBIT
LBAT.

Crnien HAKONKO MHHYTH, aKO HUBOTO Ha CYCIICH3HATA € NI0-HHCKO OT NI0COYeHaTa Mapka, jo0apeTe Bozia 10
Mapkata. OTHOBO pasKiaTeTe CHIIHO,

[IpHroTBeHa NO TO3H HAYKHH CycNieH3HA Moxe Ja OB/l ChXpaHABaHa A0 14 AHH, KaTo [pe3 TOBA BpEMe
e(pHKACHOCTTA H OCTaBa HEMPOMEHEHa.

Pasknamaiite GyTHikaTa cbe cycnensud npeau ynorpea.

7. IPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
Stada Arzneimittel AG
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9. JATA HA IIBPBO PAZPEIIABAHE/MTIOAHOBABAHE HA PAIPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha ITepRO paszpelmapaue ; 26.09.2011
Jara Ha mocneano noauosapance; 05.12.2016
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