KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HMME HA JIEKAPCTBEHUS IPOAYKT LI/ Q2

[Tpodukc 125 mg/Sml npax 3a nepopanHa CyCreH3us 4 ?__{’6_1 — 16 -U

Profix 125 mg/5 ml powder for oral suspension

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bceku 5 ml oT npurorBeHaTa nepopanHa cycnensus cpabpxkar 130,775 mg uednpo3usn MOHOXH/ApAT
(cefprozil monohydrate), ekBuBaneHTeH Ha 125 mg uedbnposun (cefprozil).

[loMolLIHH BelllecTBA C U3BECTHO J€HCTBHUE
Bceku 5 ml oT npurorBeHara nepopaiaHa CyCIeH3Us CbAbpiKar:

AcnaprtaM (Aspartame) - 12,50 mg
3axapo3sa (Sucrose) - 1895,725 mg
MakpornuuepoJioB xuapokcucreapar (Macrogolgliceroli hydroxystearate) — 12,00 mg

3a NbJIHUA CMIMCBK HA NMOMOLIHUTE BelllecTBa, BUXKTe Touka 6.1.

P JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopasiHa CyCrneH3us.
XbiTeHHKaBo-051 npax.

4. KJAHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHA

[Ipodukc e nokazaH 3a 1e4EHHUE HA JIEKH A0 YMEPEHH HH(PEKLHUH, MPUIUHEHH OT YYBCTBUTEJIHH KBM
ednpo3ui uaMoBe Ha MUKPOOPraHU3MHu:

e HHdekuun Ha rOpHUTE AUXATETHH MbTULLA - GAPUHTUT, TOH3UIIMT NIPUYHHEHHU OT Streptococcus

pyogenes;

e C(CpelieH OTUT NPHYHHEH OT Streptococcus pneumoniae, Haemophilus influenzae ( BKIHOYUTEIIHO
[- nakTamMasa npoayuupainu mamoBe) u Moraxella (Branhamella) catarrhalis (BK1OUYMTENHO f-

JJaKkTaMa3sa npoayuuvpallH maMUBE);

e CHHY3UTH NIPUYMHEHH OT Streptococcus pneumoniae, Haemophilus influenzae( BKIIIOYUTENTHO [-
NlaKTaMasa npoAayuupaiiu mamose) u Moraxella (Branhamella) catarrhalis (BkoUUTENIHO f3-

NlaKkTamasa NnpoJyL{pally amMoBe);

e HWudekuuu Ha NONHUTE AUXATENHU MbTHLLA, BKJIKOYBALK BTOPHYHU OaKTepUaIHM HHGPEKUHUH Ha

OpPOHXHTE M XpPOHHYHH OPOHXMTH NNPUUYMHEHHM OT Streptococcus pneumoniae, Haemophilus
influenzae (BKJIIOYMTEJIHO - NaKkTamasa npoayuupaiiy mamone) u Moraxella (Branhamella)
catarrhalis (BKIIFOUUTEJIHO - TaKkTaMasa MpoayLUpallH LaMOBE);

e HeycnoxHeHn HHEKLIUH HA KOXKATa U MEKMTE ThKaHU - abLieCH, A3BH, HHPEKTHPAHH paHH,
LEJIYJIUT, MPUYHHEHH OT Staphylococcus aureus (BKIIHOUUTETHO NMEHULMIUH NTPOAY LIMpaLLH
aMoBe), Streptococcus pyogenes. Abuecute 0OMKHOBEHO M3UCKBAT XUPYPru4eH ApeHax;

e HeycnoxHenn HH(pEKIIMHA HA MHKOYHUTE MbTHUILA, BKIHOYBAILMN OCTHP LIUCTHT.

4.2 Jlo3upoBKAa H HAYHH HA MPHJIOKEHHE
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INonynanua/Mudexuus

Jo3npoBKa I poaABAKHTENHOCT HA
Je4ECHHETO
Bv3pacmnu u deya #ao 12 zo0unu
Hadexunn HA TrOpHETE AHXATEIHH TLTHILS
MapUHrUTH, TOH3UITHTH 500 mg H€a 24 yaca 10 aHu*
CHHY3HT 500 mg Ha 12 yaca unu
250 mg Ha 12 qaca 10 auu
(ITpn yMepeHa 0o Texxa HBPEKLHS 500 mg na 12 yaca
TpAOBa Aa ce H3MOJI3Ba [10-BHCOKa
203a)
Hudexuyun Ha JONHHTE THXATEIHHA MHTHILA
BropuyHu GakrepnanHu HRpekuu Ha 500 mg Ha 12 yaca 10 1uM
OGpoHXxHTe U XPOHHUHH OPOHXHTH
HudeximH HA K0KATa H MEKHTE THKAHH
HeycnoxkHeHn HHQEKUHH Ha KOXKaTa ! 250 mg Ha 12 yaca 10 n1Hu
MEKHTE ThKaHH 500 mg Ha 24 vaca nnu
500 mg Ha 12 yaca
HeycnoxHeHH MH(pEKIHH HA THKOYHHTE 500 mg Ha 24 yaca 10 Aun
b THIA
Heya om 2 do 12 200uwna év3pacm
Hndexnun na ropHHTE ANXATEIHH TBTHIA Y
DAPUHTUTHU, TOHIUIUTH 7,5 mg /kg Ha 12 yaca 10* nau
HHdeKIHH Ha KOXKATA H MEKHTE ThKaHu **
Heycnoxnenn nndeKLUHM Ha koXkaTa U 20 mg/kg Ha 24 Jaca 10 ZHH
MEKHTE THKaHH
bebema u deya (om 6 meceya do 12 200umna ev3pacm)
Hndexnnn HA rOpHATE AUXATENHH MBTHIA**
CpeaeH oTuT 15 mg/kg na 24 yaca 10 gun
Cunysur 7,5 mg /kg Ha 12 vaca 10 gun
(TIpn ymepeHa a0 TeXKa HHPEKLHA

15 mg/kg Ha 12 vaca
TpAOBa J]a ce M3M0J3Ba N0-BUCOKA

A03a)




* - neueHHeTO Ha HHEKUMH IPHYHHEHH OT Streptococcus pyogenes ¢ Ilpodukc Tpabsa aa npoabkH
none 10 nHHU

** _ 11a He ce NpEBHULIABA NPENMOPBUUTENHA 1032 IPH Bb3PaCTHH

[Ipu BB3pacTHH W Aeua Hal 12 roauiiHa Bp3pacT € NoAXOAALNO ninon3BaHeTo Ha IIpodukc TabneTku.

[layuenmu ¢ 6vOpeyno yepexcoane
[Tpu nauueHTH ¢ 6B6peuHo YBpexAaHe, Ao3aTa TpabBa Aa ce TUTPUPa B 3aBUCHMOCT OT TEpANeBTHYHNA

OTrOBOP.
ONUTHT NPH NaLMUEHTH C MHOI'O TEXKKAa UITH TEpMHUHATHA ObOpeYHa HENOCTATHEYHOCT € OrpaHH4eH.

[Tpodukc ce enMMUHNPaA YaCTUYHO TPH XEMOJHANN3a, 3aTOBa npueM Ha [poduxc e npenopbuuTeneH
CHEJl 3aBLPLIBAHE HA XEMOHAIU3ATA.

KpeaTHHOB KJNIHPBHC HOo3HpOBKa H030B HHTEpBAJI
(ml/min)
30-120 KaKTO TpH nauueHTy 6e3 KaKTO NMpH nauueHTH 6e3
ObOpeuHo yBpexaaHe 0BOpeyHo yBpexkaaHe
0-29 50% ot oOnyaitHaTa A03a KaKTO NPH naieHTH 6e3
0BLOpedHO yBpeXIaHe

[layuenmu ¢ yepHoOpobMO Yepedoane
IIpyn nauMeHTH ¢ J1eKo YepHOAPOOHO yBpeXaaHe He € HeoOX0AWMO KOpHIHpaHe Ha MpenoprYBaHaTa

AHCBHa [1034.

Hauuvy Ha npUIOXKEHHe

[TepopanHo.

[TIpoduxc He TpabBa Aa ce npueMa 6e3 nekapcko npeanucaHue.
buonannuyHoctTa Ha [IpodHKc He ce noBNHABA OT NpHEeMa Ha XpaHa.

[Ipuzomesne Ha nepopanrsama cycnen3us
» OtBopeTe OyTHIIKaTa

¢ JlobaBetre npepapeHa K oxNnaaeHa BoAa, NpUubIH3UTENHO 40 NOJIOBHHATA HAa OYTHIKaTa
e 3aTtBopeTe OyTHIIKATa M pa3KiIaTere 40 pa3TBApAHE Ha IIpaxa 3a NepopanHa CyCIIeH3Hs
e K3yaxaiiTe HAKONKO MHHYTH, JoDaBeTe BoJa A0 MAPKUPOBKATA U OTHOBO pa3KiaTeTe €HEPrUYHO

4.3 IIpoTHMBONOKA3IAHUA

CBpBXYYBCTBUTETHOCT KbM HeQIPO3ua UK KbM HAKOE OT MOMOLLIHKTE BellecTBa, H30poeHH B ToYkKa 6.1,
CBpBXUYBCTBUTENHOCT KBM aHTHOMOTHLIM OT KJlaca Ha LedanoCnopuHHUTE.

44 ChneunanHu NpeaylnpexIeHAA 4 NpeANazHHd MEPKH IPH ynoTpeda

[Ipean 3anmouysaHe Ha Tepanus ¢ [Ipodukc Tpadpa Ra ¢ HanUYHa HHPOpPMaLKs, 32 TOBA NALMEHTA HMAJ JIH
€ NPEeAXOXKAALLM PeakliHH Ha CBPBXYYBCTBHTENHOCT KbM UehanocnopyuHy, NEHULIMTUHI KW APYTH
NIEKapCTEa,

Jleuenuero c Ilpoduxc, Ha NALKHEHTH C YCTAHOBEHA CRPBLXYYCTBUTENHOCT KbM MEHULIMIMHH, TpAOBA Aa ce
H3BBPLIBA ¢ MOBHIIEHO BHUMaHHEe NOpajH A0Ka3aHa KPhCTOCAHa YYBCTBHTETHOCT MEXY
GeTanakramMHnTe aHTHOMOTHLIM. T ce nposBaBa npu 10 % ot GonHuTe ¢ JaHHH 3a MEHHUMU
aneprua.

[Ipn nposiBa Ha anepruvyHu peakumu, sevexuero ¢ [Ipogpuxe Tpadbea aa 6wae npeycr




TeXKH OCTpH peaki{HH Ha CBPBbXUYBCTBHUTEIHOCT H3KCKBAT CIICHIHO JIEYEHHE.

JlegeHueTo ¢ aHTHOAKTEPHATTHY CPeACTBA NIPEAM3BUKBA NPOMSAHA B HOpManHarta ¢iopa Ha gebenoto
YepBO, KOETe BOAH 10 CBpbXpacTex Ha Clostridium difficile (CDAD).

Clostridium difficile npouspexaaTt TOKCHHH (A B B), KOHTO JOTIPUHACAT 3a pa3BUTHETO Ha AHAPHA,
cebp3ada ¢ Clostridium difficile (CDAD).

Huapus cebp3sana ¢ Clostridium difficile (CDAD) e noxnansaHa npy ynotpedara Ha OYTH BCHYKH
aHTHOaKTepHaNnHHU CpEACTBA, BKIIOUKHTENHO H IIpodukce, W MOXe fa BapHpa O CEPHO3HOCT OT JIEKa
Avapus 10 (paTajeH KOJNHUT.

CDAD TtpabBa na ce uMa NIpeABHA NPH BCHYKK NAUNEHTH, KOUTO PA3BUBAT AuapuA cnen ynorpeda Ha
aHTHOHOoTHLM. HeobxoAMMO € BHUMATENIHO CHEMaHe Ha dHAMHe3aTa, ThH KaTo € J0K/1a/IBaHa NoABa Ha
CDAD rniosede oT iBa MECELla Clle]] TPHIOKEHNETO HAa aHTHOAKTEpHATHHA CPeACTRa.

Axo CDAD ce nopo3upa UNH NOTBBPAH, MOXKE Ja C€ HAJIOXKH MpeKpaTABaHe Ha ynoTtpebara Ha
aHTHOMOTHIIM, KOHTO He ca HacoueHH cpemy Clostridium difficile.

[IpoabmxuTenHoTo neveHue ¢ [IpodHkc MoXxe Aa ZoBEAE A0 PA3BUTHETO HA PE3UCTCHTHH OaKTepHaNHH
wamMope. Ocobeno BaxHO € neyeHHeTo Ha OOJIHUA 1A ce H3BbpLUBA NoA HadmoaeHue. AXO 10 BpeMe Ha
JIeYeHUEeTO HACThIlM cynepundekuus, TpabBa na ce BieMar He3abdaBHO CbOTBETHUTE MEPKH.

JloknafnBaH € nonoxureneH AMpekTed rect Ha Coombs M0 BpeMe Ha JiedeHne ¢ nedanocnopuHoBH
AHTUOMOTMLM.

bvbpeyna nedocmamvynocm

[Tpu 6onHu ¢ Texka 6v6peuHa aucdyHKUMA (KpeaTHHOB KIHPBHC < 30 ml/min) obwiaTa nHeBHA A03a
[Tpodukc TpabBa xa ce HaMaH NOPaaN BHCOKHTE W/ HIH NPOABI/LKHTENHHR MJIa3MeHH KOHUEHTPAlWH Ha
uednposzun.

LledanocnopunuTte TpabBa a ce npunarat ¢ 0CO0¢HO BHHMAHHUE NPH NaLHEHTH NpUeMalllH JHYPETHIIH.

Ileduampuuna nonyarayus
be3zonacHocTTa ¥ €(peKTHBHOCTTA NIPH MEeUATPHYHH MALMEHTH Ha Bb3pacT Nojx 6 Mecena He ca

YCTaHOBCHH.

[Mpodukc cuabpxka 3axapo3a. [lanueHTH ¢ peakH HacneACTBEHH NPOOJIEMH Ha HETOHOCHMOCT KbM
PpyKTO3a, MNIHOKO30-ranakTo3Ha Manabcopbunsa uin cykpasa-u3oMalTa3zHa HEJOCTaTbYHOCT He TpabRa aa
NpHEeMaT TOBA JIEKAPCTRO.

4.5 B3auMoaeicTBHE C APYIH JEKAPCTBEHH OPOAYKTH H APYTrH POpPMH Ha B3aHMOAelicTBHE

EQHOBpEMEHHOTO NIPHIOKEHHE HA AMUHONTHKO3HAHH U 1edaloCOpUHOBH AaHTHOMOTHIIY MOXe Aa
ZOBeJe OO ogBa HA HEPPOTOKCHYHOCT.
EAHOBpeMEHHOTO NpHAAraHe Ha npobeHeuua yaBosBa nnolira noa kpusarta (AUC) 3a nednposun,

LedanocnopuHoBUuTE AHTHOHOTHUIIH MOraT ja ca MPHYHHA 3a QaNTLIMBH MONOKHTEIHH peakliny 3a
rMIOKO3a B YPHHATA ¢ MEJIeH PeAYKTAa3€H TECT, HO HE C €H3MMEH TECT 3a IMIOKO3YPHA.

QanuinBa OTPHLATENHA peakiMa MOXe Ja ¢e Habnoaasa npyu pepuLUHaHUAHUA TECT 3a [NIOKO03a B KPbBTA.
Hanuyuero Ha uenpo3un B KpbBTa HE MOBJIUABA PE3YNTATUTE OT M3C/EABaHE HA KPEaTHHHUH B M71a3Ma U
YPHHA ¢ anKaneH MUKparT.

4.6 @epTHAHTET, 6pEMEHHOCT M KbpMeHe

bpeMeHHOCT
Ynorpebara Ha Ilpodukc no BpeMe Ha BpeMEHHOCT He ce NMpenoprYBa, OCBEH B CIY4YauTe, KOraTo e

HAJIOXKHUTEITHO.
Hama naHHHM 3a yBpexxaaHe Ha ¢eTyca OT Hednpo3ui NIpK IPpOyYBAHHA Ha PEeNpOAYKTHpEE
NIPOBEACHH NpH 3aiiliy, MUILIKH H TUTHXOBE, B 1034 cLOTBETHO (,8; 8,5 u 18,5 mbTH op/Mauddiime
JHEBHH A03u 11py xopa (1000 mg), ocHOBaHY Ha Te/ecHa MOBBPXHOCT (mg/m?).




KspmeHe
[To-manko ot 0,3% oT A03aTa, NpUNOKEHA MTPHU KBpMaUykH, C€ EKCKPEeTHPA B KbpMaTa.
IMpunoxerreTo Ha [Ipoduke no BpeMe Ha KbpMeHe TpAOBa 1a ce H3BBPLUBA ¢ [TOBULLUECHO BHHMAaHHeE,

4.7 EdexTn BBpxy cnocobHocTTa 32 odupane H pabora ¢ MalmHAN

Henpunoxumo.
Tpabsa na ce 3Hae, ye IIpodukce € BE3MOXKHO Aa IIPHYUHH 3aMASHOCT U/MITH OTIAJHANIOCT, KOETO MOXE Ja
nojinde cnocoOHOCTTa 32 WodgHpaHe U paboTa ¢ MallHHH.

4.8 HexeaaHH JeKAPCTBEHH peaKIINH

HexenaHnTe JleKapCcTBEHH PeaKijMu NpH Hednpo3nn ca noA00OHHM Ha Te3H, HadMogaBaHH pH APYTH
1edanoCnoprHH 3a NEpPoOpaliHO NpHIoKeHHe. KOHTPONUpaHHTE KIIHHHYHK H3NTUTBAHMA TOKa3BaT Aodpa
NOHOCUMOCT KbM LieGIpO3HIIL.

[pubnu3utenno 2% OT NALHEHTHTE HPEYCTAHOBABAT IEUCHUETO ¢ UePNpPo3un 3apaay nposea Ha
HEXKE/IAHH NEKAPCTBEHH PEaKLyH.

Hanon3eana e knacHPHKALHA Ha HeXXeNaHUTE JIEKAPCTBEHH PCakLiMH MO YeCTOTa U CHCTEMHO-OpraHHH
knacope 1o MedDRA koHBeHUMATA.

Muoro yect (=1/10), vectn (=1/100 g0 <1/10), neuectu (=1/1000 no <1/100), peaxu (=1/10 000 oo
<1/1000), muoro peaku (<1/10 000), ¢ Heu3BecTHA YeCTOTa (OT HAMHYHHUTE JaHHH HEe MOXKe 1a Obae
HafnpaBeHa OLlCHKa).

CHCTeMO-OpraHHH KAACOBE ﬁ YecToTa MedDRA TepMHEH |
Hudbexuuu u ungpecmaruu Yectn Cynepundekuns

| BaruHanHa HHQeKLHA
Hapywienus Ha xpbema u YecTn EosuHupunnsg
AumMpHama cucmexna Heuectn Hamasien 6poii Ha HenuTe KPBHBHH KJIIETKH

Penku Tpombouuronenus
Y IbJIKEHO TPOTPOMOHHOBO BpEME

Hapywenus na umynnama Penxu AHIHoOEeAEM
cucmema AHadpunakTH4Ha peakius

[ CepyMHa 6onecr
Hapywenus na Hepenama YecTH CBeTOBBLPTEK
cucmema HeuecTn CrcTosHME Ha 0OBpKBaHe, 0e3ChHUE,

COMHOJICHTHOCT, [ICHXOMOTOpHA
XHIICPAKTHBHOCT, HCPBHOCT, rirapobonue

Cmomawno-upesnu napywenus | HectH bonku B Kopema
Jinapus
["anene
| IloBpbIMane
Penku Konut
, | IlceBnomMeMOpaHO3€H KOJIHT
| Henseectua | IIpoMsHa B BeTa Ha 3b0HMTE
Xenamo — bunuapnu napyuerus | YecTH [ToBuilleHa acnapTaT aMHHOTpaHchepasa
_| [loBniueHa anaHWH aMHHOTpaHC(epasa
HeuecTH [ToBuileHa B KpBBTa ankanHa gocdarasa
Peakn T Xonecratuuna xbarenuua

| [loBMiLEH OUNUPYOHH B K




Hapyuenus na xoxcama u YecTHn HepMmatur
ROOKONCHAMA MBKAH HeyecTH r O6puB H ypTHKapHA

:
Penku CunapoM Ha EpureMa Myntudopme
['eHnTaneH npypuTyc

i A I —

Hameumrua ovoOpeyume u | Heuectn [TopuieHa ypea B KpbBTA
RUKOYHUMe HYMuwa [loBHILIEH KpeaTUHHH B KPBBTA
O6wu napywerun u egpexmu va | Peaxu [Tupexcus

MACMOMO R NDUTONCEHUE

OOpHB H YPTHKApHA, KATO HEXENaHH PeakLyH, NpH neyeHue ¢ ue@uposnn ce HabMoAaBaT No-4yecTo Npw
aena. CuMNTOMHTE OOMKHOBEHO HACTBITBAT HAKONKO JHH CNE] 3aro4yBaKe Ha TepanuaTa H OTIIYMABAT A0
HAKOJIKO JHH CJIC/l NPEKpaTABaHe Ha JIeYEHHETO.

3a HAKOHM OT cleAHHTe CHOHTHA ce chob1aBa, 1o BpeMe Ha NOCT-MapkeTHHroBo HabnioaeHue,
HE3aBHCHMO JIANTH € YCTaHOBEHA NPHYHHHO-C/IEICTBEHA BPB3Ka ¢ UedIpo3nl: aHadHIaKkcaLms,
aHTHOeAeM, KOJTUT, BKJIIOMHUTENHO NCeBAO-MeMOpaHO3€eH KOMUT, epruTeMa MyntudopMe, Tpecka, cepyMRa
6onecr, CHHAPOM Ha Stevens-Jonson # TPOMOOLIUTOIIEHHA.

[To BpeMe Ha NOCT-MAPKETHUHIOBO HAbMOAEHUE € AOKIaABaHO 0De3LBETIBAHE Ha 3hbuUTE.

CrobljaBaHe HA IOAOIUPAHN HEXETAHU pEaKIIMH

Cnob1aBaHeTo HA NOAO3UPAHH HEXENaHH peakilHH el pazpellaBaHe 3a ynotpeda Ha NekapCTBCHUS
NPOAYKT € BakHO. ToBa NO3BONABRA Aa MPOTEIDKH HAOMIOACHHETO HA CHOTHOWICHHETO MON3a/PUCK 32
neKapeTBeHus NPOAYKT. OT MEAMLMHCKHTE CIICLHANIMCTH C€ U3KCKBA Jla ChoOLIaBaT BCsika NOJO3HpaHa
HeXeJlaHa peakius Ype3 H3mbnHuTeNnHa arenuns no sekapcreata (MAJI):

yi. ,.JlamaH ['pyeB™ Ne 8

rp. Codusa 1303,

Tea. +359 2 8903417

en. noia: bda@bda.bg

yebcaliT: www.bda.bg

4.9 Ilpeposnpane

EAMHUYHH A03H, OT nopsagbka Ha 5000 mg/kg , npunaraidi BhpXY KHBOTHH B [IpOYYBAHHATA 32
TOKCHYHOCT, HAMAT CEPHO3HH UITH ACTAIHK [IOCICACTBHA.

EaMHHYHY 034, OT nopaabka Ha 3000 mg/kg, npunaraHy BepXY Makalid, IIpeIU3BUKBAT ANapHs Oe3
NeTalHH NMOoCNeACTBUA.

[Mpu cnyyan Ha npeao3upaHe, ocobeHo NpH NalHEHTH ¢ HapylueHa OpbpeyHa dyHKUMA, XeMOHaNH3aTa
NoAnoMara OTCTpaHsBaHETO Ha UEedGNpo3na OT opraHusmMa.

Liednposun ce enMmuHMpa rnaBHo npes 6uopeuuTe.

5., ®APMAKOJIOTHYHH CBONCTBA
5.1 ®dapmaxkoAHHAMHYHH CBONCTEA
dapmaxoTepaneBTHYHA rpyna: Bropa resepauus uedganocnopunm, ATC xox: JO1DCI10

MeXaHM3EBM Ha JAeicTBHE




Llednposun nuxudupa cHHTE3a Ha NPOTEUHH B OaKTepHanHaTa KIeThbYHATa CTeHa Ype3 CBbP3BaHE C €UH
WJIM MIOBEY€E OT NEHULHIWH-CBbP3BALIUTE NMPOTEUHH, KOETO MOATHCKA MMPOLIECUTE HA CHHTE3 Ha
NENTHAONMIOKAH B aKkTepuanHara KIeTbyHa CTEHa.

Muxpobuonozus
Lednpo3nn uMa WIMPOK CNEKTHP Ha ACHCTBHE, CPELly IpaM-NONIOKHTENHHN U IrpaM-OTPHLIATENTHH

baxTepnu.
Lle¢riposun € akTHBEH CpelLly MOBEYETO IaMOBE Ha CIEAHHTE MHKPOOPraHH3MH in vilro:

Aepobni, rpaM - NOJOXKHTEIHH MEKPOOPraHH3IMH:
- Staphylococcus aureus (BKITIOUUTENHO f- naKkTaMasa NMpoAyuHpaly 1amMoBe),
- Streptococcus pneumoniae,
- Streptococcus pyogenes.

Llednpo3nn He € aKTHBEH Cpelily METHLIMIHH-PEIUCTEHTHH LAMOBE CTAa(HIOKOKH.

Aepobuu, rpaM - OTPHUATEIHH MUKPOOPraHH3MH!
- Haemophilus influenzae (BkmouuTenHo §- naKkTaMasa NpoayLMpally HamMoBe),
- Moraxella (Branhamella) catarrhalis (BKIIOUATENHO f- nakTaMala npoayLupaili aMoBe).

BesonacHocTTa H epeKTHBHOCTTA Ha 11edrIpO3H NIPH JIeYeHHE Ha KTMHHYHA UH(PEKUHH, NPUYHHEHH OT
Te3H MHUKPOOPTaHH3MH, HE €3 YCTAHOBEHH MpH aieKBaTHH U Aobpe KOHTpONMpaHH KIHHHYHH
MpOYy4YBaHUs.

AepobHH, rpaM - NOJOKHTEIHH MHKPOOPTraHH3IMM:
- Enterococcus durans,

- Enterococcus faecalis,

- Listeria monocytogenes,

- Staphylococcus epidermidis,

- Staphylococcus saprophyticus,

- Staphylococcus warneri,

- Streptococcus agalactiae,

- Streptococci (Groups C, D, F, and G),
- Streptococci om epyna Viridans.

[ledbnpo3un He e akTUBEH cpely Enterococcus faecium.

AepolHHu, rPaM - OTPHLATESIHE MHKPOOPraHH3MH:
- Citrobacter diversus,
- Escherichia coli,
- Klebsiella pneumoniae,
- Neisseria gonorrhoeae (BKIIOYUTENHO - NakTamMasa MpOAYLHPALLHM I1aMOBE),
- Proteus mirabilis,
- Salmonella spp.,
- Shigella spp.,
- Vibrio spp.

Llednposun He € akTHBEH cpelly Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris,
Providencia, Pseudomonas u Serratia.

AHaepoOHH MHKDPOOPIraHH3IMH:
- Prevotella (Bacteroides) melaninogenicus,
- Clostridium difficile,




- Clostridium perfringens,
- Fusobacterium spp.,

- Peptostreptococcus spp.,
- Propionibacterium acnes.

[losedero maMoBe Ha Bacteroides fragilis ca pe3NCTEHTHH KbM Lednpo3ns.

52 @apMakoOKHHETHYHH CBOWCTBA

A6copbuus

[Mpodukc ce pezopbupa xobpe cnen nepopaneH NpHeM.
buoOHaNWYHOCTTA Ha UePNPOo3NNI He Ce NMOB/IHARA OT NpHEMa Ha XpaHa.
[Nepopannara 6MOHANKYHOCT Ha Lednpo3un € okono 90%.

Paznpeaencnue

Cebp3BaHeTo Ha UehIpo3ul ¢ NnasMeHUTe NpoTeuHH e 0kono 36 % U He ce MOBNMABA OT HErOBaTA
KOHLCHTpaluaTa (B AHanasoH ot 2pug/ml ao 20 pg/ml). Cpensust nnasMeH nosnyXKMBoT Ha 1ednpo3un
IpY HOPMAalHU UHAUBUAK € npubnusurentHo 1,3 yaca.

Hama naHHy 3a KyMyHpaHe Ha nedrnpo3ui B asMara, pyu MHAWBUAM ¢ HopManiHa 6b0peuna QyHkums,
cNel MHOTOKPATHO TIPHIIOKEHHE Ha 403K JocTurawun oo 1g/ 8 yaca B npojbikerne Ha 10 guu.

ENHMUHHpaHe
IHednposni ce enTHMHHHpPA OCHOBHO Hpe3 YpHHaTa (npubmusurento 60% ot npuerara j03a).

ToranHUAT NNa3MeH KNIHpBHC Ha LHedrposun e okono 3 ml/min/kg, npu 666peveH KnupeHC 0KONO 2,3
ml/min/kg.

Cpenuute nnasMeHHd KOHUeHTpauum 1,5 yaca cnea npunoxenue Ha Hepnposui Ha rmaaHo, B J03M ot 250
mg, 500 mg u 1000 mg ca pecniexturHo 6,1 pg/ml, 10,5 pg/ml u 18,3 pg/ml.

CpeanuTe KOHLUEHTPALMH B YpPHHATAa 1O BPEME HA ITbPBHA 4-4acoB MEpHO Cle] TPHEM Ha Lednpo3|n B
no3n ot 250 mg , 500 mg u 1000 mg ca pecnektusHo 170 pg/ml , 450 pg/ml u 600 ug/ml.

Cnex npunoxxeHHeTo Ha eaHa Jo3a ot 15 mg/kg nnu 20 mg/kg npu nauMeHTH ¢ XpOHUYEH CpelieH OTHT,
KOHUESHTpaUKHTE Ha HePMpO3NI B TEHHOCTTA B CpeAHOTO yX0 Bapupa ot 0,06 ng/ml no 8,7 pug/ml.
KoHueHTpaluuTe Ha Henpo3Hi B TEYHOCTTa B CPAHOTO YXO OCTABAT HAJ| MUHUMAJIHATA HHXHOHTOPHA
koHUeHTpauusa (MIC) 3a noseyero IIHPOKO pasnpocTpaHeHH OakTepUH (CBBLP3aHH CBC CPEAEH OTHT), 33
NoBede OT 6 vaca ciej npuiarasHe Ha uegrposui.

JIMHeHHOCT
3aBHCHMOCTTa MEXIY INJIa3MEHaTa KOHLIEHTpALUA Ha Lednpo3ua U NpHeTara J03a € JIMHEAHA B pAMKHTE
Ha TepalleBTHYHUA HHTEPBA.

Hayuenmu c 6sbpeuno yepexcoane

[Tpu naunenTy ¢ HaManeHa 6p0peuna ¢pyHkuUa ce Habmoasa yabDKkaBaHe Ha NAasMeHHUA MONYKHBOT Ha
Hednpo3uIL.

[Ipi menna numnca Ha 6uO6pevHa GyHKINS, TNA3MEHUAT NOJYXKUBOT Ha LedIPO3nIT MOXKE 3 JOCTHTHE A0
3,9 yaca. Upes xeMoanannia TO3H napaMeTsp Moxe fa Objae peayuupas no 2,1 vaca.

[Ipu MaLMEeHTH cbe 3HAYUTENHO yBpeaeHa Ob0peuHa PyHKIMA He ca YCTAHOBEHH MBTHLIA HA eKCKpeLud
(BXK. TO4YKa 4.2).

Hayuenmu ¢ ueproopobHo yepedcoarie
[Ipu naumeHTH ¢ yBpeaeHa YepHoapoOHa PyHKLUHA He ce HadMmoJaBaT CTAaTHCTHYECKH 3HAYHMH PasIIHKH
BbB (papMaxoAWHAMHUYHUTE MTaApaMEeTPH.

Iepuampuvunu nayuenmu




[Ipu oLeHKa Ha (papMaKOKHHETHYHMTE MNOKA3aTeNH, MPH NAUMEHTH Ha Bb3pacT Haj 65 roauuy, e Hanuue
yBeNHYaBaHe Ha CpeHaTa MoLl noJ Kpueara ,,koHueHTpaug-speMe” (AUC) ¢ okono 35% - 60 %. Tesu
BapHaluM BbB (papMakOKHHETHKATA Ha Hednpo3na He ca JOCTAThUHH, 33 Ja HANAraT KOpEeKIHS B 1030BHS
PEXHM.

Heduampuuna nonyrayun

Cnen npunoxeHue eJHOKpaTHH 1034 Ledrnposun ot 7,5 mg/kg unu 20 mg/kg Ha neuarpudHN NaLlHeHTH,
KOHIEHTpaLMUTE Ha uednpo3un sapupar ot 0,5 ug/g no 4,3 pg/g B roHzunute u or 0,4 ug/g no 4,9 ug/g
B alcHOMHAaTa ThbKaH. M3cneBaHe KOHLIEHTpalUATa HA LePIPO3KA B TOH3UNKMTE K AlCHONAHATA ThKaH,
noseye oT 3,2 yaca ciel NepopaieH NpHeEM Ha LUeQnpo3unil, YCTaHOBIABA MM0-BUCOKa KOHUEHTpALMA OT
MHUHUMaHITe HHXUONTOPHHU KoHUeHTpauuH (MIC) 3a mMpoxo pa3npocTpaHeHH NMaTOreHH,
NMPUUUHUTEIIH HA TOH3UIHT U hapUHIHT.

®apMakKOKUHETHYHHTE NOKa3aTeNd Ha Uednpo3ui MpHU Jella Ha BB3pacT oT 6 Mecena A0 12 roJMHH U NpH
BhL3PaCTHH ca CPaBHHMH,

[InasMeHHTe KOHLEHTpALMY OpH Acla, npuemaluy uednposun B ao3u ot 7,5 a0 30 mg/kg ca cpapHuMH ¢
TE3X NPM BB3PACTHH, nNpueMainy uednpo3un B 1034 ot 250-1000 mg.

MakcuMalka nmasMeHa KOHUEHTpallMa ce JocTura ot 14ac 0 2 yaca cnep npHeM Ha uednpos3un u
MOJYXHBOTA Ha enuMuUHupaHe e 1,5 yaca.

IHon
Cpeanara oLl nojx KpHBara ,,konueHTpauus — speme” (AUC) npn xeHn e ¢ 15-20 % no-BucOKa OT TasH
pH MBbke. Teszd BapHalHy Ca HE3HAYUTEIHN H HE HANAraT KOPeKIMs B A03aTa ¢rOOpasHo nona.

5.3 [IpeaAkIHHHYHH JAHHH 32 6e30MACHOCT

[lpeaxnuHAaYHUTE AAaHHH 33 6€30NAacHOCT HE MOKA3BaT CHIUIECTBEHH PUCKOBE OT yrnoTpebara Ha
neGnpo3un Npu xopa.

Ilp1 KNHHHUYHO IPUACKHMH J03HM HAMA JaHHH 32 CUCTEMHA TOKCHUYHOCT HIIM TOKCHYHOCT HAa TAPTeHTHHTE
OpraHM OpH Xopa.

JIaHHMTE OT in vitro Y in vivo IPOYMBAHMATA 33 MYyTarcHHOCT NOKa3BaT, Y€ B YCIOBUATA HA KNIHHUYHOTO
MY MpPUAOXKEHHue, Hednpo3ul HIMa MyTareHHa UM KI1aCTONeHHA aKTHBHOCT.

He ca npoBexaaHd ABATOCTPOUHU MPOYYBAHMA in Vivo 3a OLICHABaHE Ha KapLHHOMeHHUA MOTEHIHAT Ha
Hepnposun.

[IpoyuyBaHMATa 3a PEMPOAYKTHBHOCT He MOKA3BaT YBpeXkaaHe Ha GEPTHNHTETA NPYU XKHUBOTHH.

Hsama naHHM 332 KapLUUHOMEHHCT,

6. PAPMAIIEBTHYHHU JAHHHA
6.1 ChnHuchLk HA NIOMOILIHHTE BellleCTRA

MHKPOKPHCTAIHA LIENYJI03a ¥ KapMeno3a HaTpui
KpocnosuaoHn

MakporoarnuueponoB XUApOoKCUCTEAPAT
3axapo3a

['munuuH

AcnapraM

JIuMoHeHa KHcelHHa, 0e3BoHA
CHnniideB AMOKCHI, KoJouaeH 6e3BoaeH
Hartpues 6eH3oar

Harpuer xnopua

Apomar 6anan

[TonobpuTen Ha Bkyca




6.2 HecsrBMeCTHMOCTH
Henpuioxumo.
6.3 Cpox Ha rogHocT

3 roavHH
CpoK Ha rogHOCT cnej pasTBapaHe - 4 THH B Xnaaunuuk (2°- 8°C).

6.4 ChnennaJHH YCIOBHH HA ChXpPaHEHHE

Ha ce cexpaHsiBa Ha MACTO, HEAOCTHITHO 32 Jiela.
Jla ce cuXpaHsBa nNpu TeMiepartypa noa 25°C.

3a YCIIOBUATA Ha ChbXPAHEHHUE HA pa3TBOPEHHUA IEKAPCTBEH MPOAYKT, BUXKTE To4Ka 6.3.
Ha ce chxpaHsaBa B OpMIMHANHATA ONaKOBKa.

He u3nonsealiTe T031 1€KapCcTBEH NPOAYKT CJiell CPOKa Ha MOJHOCT, OTOE/IA3aH BbPXy KApTOHEHATA
onakoBka. CpOKBT Ha MOJHOCT OTrOBaps Ha MOCAEAHUA AeH OT MOCOYEHHA Mecell.

6.5 Buau cLALPKAHHE HA ONNAKOBKATA

[Tpodmukc 125 mg/5Sml npax 3a nepopaiHa CycHeH3UsA C¢ 10CTaBA B CTbKIICHa OyTHAKA, ¢ kexnubapeH
LBAT, ¢ KafaykKa Ha BHHT.

[TOMOUIHO CPeICTBO - I1aCTMACOBA MEPUTE/HA IBXHYKA C BMECTHMOCT 5 ml.

ByTHnkaTa, 3aeIHO ¢ MEPHUTEJIHATA THKHYKA M JIMCTORKATA 32 NallHeHTa ca NOCTABEHH B KapTOHEHA

KYTHA.

Buaose onakoBku:

Bytunka ¢ sMectuMocT 75 ml cuaspxkaina 30 g npax 3a nepopanHa cycneHzus ( 60 ml cycnensus).
byTunka ¢ BMecTaMocT 125 ml coanpxaina 50 g npax 3a nepopanHa cycnensus (100 ml cycneHsus).

He BcHuxy BHOBE ONaKOBKHM Marar jJa ObaaT NyCHATH Ha Iasapa.

6.6 Chneunanun npeanasHH MEPKH NpPH H3XBLPASHE H paboTa

He w3xpLpngiiTe nekapcTBaTa B KAHAJIM3AUMATA WM B KOHTEHHEpa 3a JOMALUHH OTHABLH.

[Tonuralite Bamus ¢apMaleBT Kak a U3XBLPIATE JIEKAPCTBATa, KOUTO Beve He ulmnonssare. Te3n Mepku

11[€ CIIOMOTHAT 3a OIIa3BaHC Ha OKOIHaTa Cpela.

Heunsnon3gaHuaT NeKapCTBEH NPOAYKT WM OTHAAbYHUTE MaTEPHAIHN OT Hero TpAOBa Ja ce H3XBbPNAT B
CBHOTBETCTBHE ¢ MECTHHTE H3HCKBAHMA.

7. HNPHTEXATEJ HA PABPEHIEHHETO 3A YIIOTPEBA
HOBEJTI PAPMA EOO/

Oyn. ,.buarapua” Nel(9
Codus 1404, benrapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA




Per. Ne 20170202

9. JATA HA ITBPBO PASPEIIABAHE/MTIONHOBJBAHE HA PAZPEIHIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepso paspeluasase: 14 onu 2017 r.
JlaTa Ha nocieano noaHorasade: 18 mak 2022 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2025 r.




