KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HMME HA JEKAPCTBEHHA IPOJYKT A9 /FoLo/

[Tpodukc 500 mg dbunmupann TadblIeTKH | |
Profix 500 mg film-coated tablets 6 ¥78 F 10 -Uk- 2075

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsaka dunMupana Tabnetka cbabpxka 523,13 mg uednposzun MoHoxuapar (cefprozil monohydrate),
exBuBaJieHTeH Ha 500 mg uednposun (cefprozil)
3a MBJIHUSA CITHCBK HA NOMOLIHUTE BelllecTBa, BUXKTe Touka 6.1.

3, JIEKAPCTBEHA ®OPMA

PunmupaHa tabnerka.
Benu oBannu punmupanu TabneTku ¢ AeNUTENIHA YepTa OT eJiHaTa CTpaHa.
Tabnetkara Moxke aa ObJe pa3elieHa Ha JIB€ paBHH J103H.

4. KJIMHHUYHHUA JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

[Ipodukc e nokaszaH 3a jeyeHHe Ha JIEKH 10 YMEPEeHH HH(PEKLUH, IPUYUHEHH OT YYBCTBHTEJIHH KbM
uegnpo3u laMmoBe Ha MUKPOOPraHU3MHU:

e Hudexkuuu Ha ropHUTE JUXATETHN NBTHILA - (PAPUHIUT, TOH3UJIUT NPUYUHEHH OT Streptococcus
pyogenes,

e CpeneH OTUT NPUYUHEH OT Streptococcus pneumoniae, Haemophilus influenzae (BKIIOYUTENHO f-
JlaKkTamasa npoayLuupainy wamose) u Moraxella (Branhamella) catarrhalis (BK1IOYHTENHO f-
JlaKTaMasa npoAyLUMpallH aMoBe);

o CHHY3UTH TIpUYHHEHH OT Streptococcus pneumoniae, Haemophilus influenzae (BKIIOYHTEITHO f-
JlaKkTaMasa npoayuupainm wamoe) u Moraxella (Branhamella) catarrhalis (BKNIOYUTENHO f-
JlaKkTaMasa NpoAyLHpallH 111aMOBe);

e MHudexuuu Ha AOJIHUTE AUXATEIHM ITHbTHILA, BKIHOYBALLMA BTOPUYHH DakTepuaaiHd UH(PEKLMH Ha
OpPOHXHTE W XPOHHWYHM OPOHXUTH NPUYHUHEHU OT Streptococcus pneumoniae, Haemophilus
influenzae (BKJIFOUMTENHO f- NakTamasa npoAyuupaily mwamose) U Moraxella (Branhamella)
catarrhalis (BKJIIOUHTETHO - 1aKkTamasa MpoAyLpally aMOBe);

e HeycnoxHeHnn HH(EKLHUH HA KOXATa U MEKMTE TbKaHH - abLlecH, A3BH, HH(PEKTUPaHH pPaHH,
LIeTYJINT, IPUYMHEHH OT Staphylococcus aureus (BKIIOYUTETHO NEHULUIHH NPOAY LM PALIH
lamMoBe), Streptococcus pyogenes. AbLieCUTE OOMKHOBEHO U3UCKBAT XUPYPruueH APEHAK;

e HeycnoxHenn HHOEKUMH HA MUKOYHUTE ITBTHUILA, BKJIFOYBALIHU OCTHP LIUCTHT.

4.2 J103MpoOBKa H HAYHH HA MPHJIOKEHHE

I o3upoBKa
Honyaauusa/Mudpexuus J03upoBKa IIpoaLIKHTETHOCT Ha
JIEYEeHHETO
Bw3pacmnu u deya nao 12 200unu
HudekunH Ha rOpHHUTE JHXATEJIHH IbTHIA B 1
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DapHHTHUTH, TOHIUWINTH 500 mg Ha 24 vaca 10 auu*

CuHy3uT 500 mg Ha 12 yaca unH
250 mg Ha 12 yaca 10 aum
(ITpn ymMepeHa 10 TexKa HHGpEKLHS 500 mg Ha 12 yaca
TpAOBa Aa ce M3I013Ba IO-BHCOKA
103a)

Hndexuu Ha JONHHTE JUXATEJAHH ITHINA

BropuuHn 6akrepuanny HHPEKIHUH Ha 500 mg Ha 12 yaca 10 quu
OpOHXHTE H XPOHHIHM OPOHXHTH

Hndexuu Ha KOKATA H MEKHTE THKAHH

HeycnoxneHd uHPEKIMHK HA KOXKATA H 250 mg Ha 12 4aca 10 nuH
MEKHTE ThKaHH 500 mg na 24 yaca niu

500 mg Ha 12 yaca
HeycnoxHeHH HHPEeKUHH HA THKOYHHTE 500 mg Ha 24 yaca 10 auu
b THINA

Heya om 2 0o 12 200uwina ev3pacm
Hudgexnuu Ha ropHHTe IHXATEAHH NHTHIIA**

QapUHrMTH, TOH3WINTH 7,5 mg /kg Ha 12 4yaca 10* auu
Hudekunn Ha KOKATA H MEKHTE THKaHH **

HeycnoxHeny HHPEKLIMH HA KOXKATa U 20 mg/kg Ha 24 yaca 10 guu
MCKHTE ThKaHH

bebema u oeya (om 6 meceua 0o 12 zodwuna 8v3pacm)

Hudexnuy HA rOpHHTE JUXATEJHH NETHIA*Y

CpeneH oTHT 15 mg/kg Ha 24 yaca 10 gum
CHHY3UT 7,5 mg /kg Ha 12 yaca 10 aHu
(I1Ipu ymepeHa 10 TeXKa HHPEKIHA 15 mg/kg Ha 12 uaca

TpAGRa Ja c€ MINON3BA MO-BHCOKA

J03a)

* - neyeHHeTO HA HHDELNH NMPUIHHEHH OT Streplococcus pyogenes ¢ [pohukc Tpabea aa npoabiXH
noHe 10 auu

** - na He ce NpeBULIABA NPEMOPBLYMUTEIHA A03a [IPH BbIPACcTHH

[Tpn BB3pacTHU U Aela Hax 12 roguliiHa BBb3pacT € noAxoafino uinonssadero Ha [Ipoduke Tabnerku.

Tayuenmu ¢ 6v6pevro yapedcoare

e



an nalHtcHTH C 6’bﬁpe'iH0 YBpPCXKIAHC A03aTa mﬂﬁna Aad C€ THTpPHpa B 3aBHCHMOCT OT TEPpanCBTHYHHA

OTTOBOD.
OnuTLT IMTpH NALHEHTH ¢ MHOI'QO TCXKa HJIIH TEpMHHAITHA 6'56])&‘[1—1& HCOQOCTATBYHOCLT € OI'paHHYCH.

[Tpodnkc ce enMMHAHAPa 9aCTHYHO NTPH XEMOJHANH3a, 3aToRa npHeM Ha [podukc e npenopryuTeNeH
Clie]] 3aBbPIIBaHE Ha XeMOHAIN3ATA.

KpeaTHHOB KIHPHLHC J03HpoBKa A 030B HHTEpBAaJ
(ml/min) _
30-120 KaKkTo MpH NManueHTy 6e3 KaKToO NpH NauneHTH He3
OBpOpeuHo yBpexaane _ 6b0peyHo yBpexaaHe
0-29 50% ot obuvaiiHara no3a KAKTO MpH nalueHTH 6e3
6b6peuHo yBpexaane

Hayuenmu ¢ weprodpobuo yepecoane
[Ipu naumeHTH ¢ eKo YePHOAPOOHO yBpeXKaaHe He € HeoOXOAUMO KOPArMpaHe HA penopbyYBaHaTta

JHEBHA /1034,

Hayuy Ha npUnoxeHue

ITepopanHo.

[Tpoduke He Tpabea Aa ce npueMa He3 nekapcko npeanUcaHHe.
buonanuyHocTTa Ha [Ipodukc He ce NOBINABA OT MpHEMA HA XpaHa.

4.3 IlpoTUBONOKA3ZAHHA

CBpBhXYyBCTBHTETHOCT KbM LEPNPO3HIT HIH KBM HAKOE OT MOMOLLHHUTE BeleCcTBa, n3bpoenH B Touka 6.1.
CBpBXYyBCTBUTEIHOCT KbM aHTHOMOTHLIM OT KJ1aca Ha UedaNoCOpuHHTE,

4.4 ChonenHajaHu npeAynpexXIeHHA H NpeAna3HH MepKH npu ynorpelba

ITpeau 3anouBane Ha Tepanys ¢ [Ipoduxc Tpabra na e HanuuHa nHGoOpMaLIUg 32 TOBA 1AM TALMEHTA €
HMaJT MpeaX0XAallld PeakHH Ha CBPbXYYBCTBHTENHOCT KbM LCPaATOCTIOPHHH, NEHHITHIHHYA MU APYTH
JIeKapCTRa.

JleyenneTo ¢ IIpodHKC Ha MALHEHTH ¢ YCTAHOBEHA CBPBXYYCTBHTEINHOCT KbM NEHHUHIMHOBUTE
NPOU3BOAHH TpsAOBa Ja ce H3BLPILURA ¢ MOBHILNEHO BHHMaHHE NOPAaH A0Ka3aHa KPhCTocaHa
YYBCTBUTEIHOCT MEXIY OetanaktamMHuTe aHTHOHOTHIM. T3 ce nposeasa npH 10 % ot 6onHHTE ¢ JaHHH
3a MEHULWIHHOBA AIEPTHA.

[Ipu nposBa Ha anepruyHu peakuuu, neueHueto ¢ [lpodikc Tpabpa aa 6bae npeycraHoBeHO.

TeXKH OCTpH peaklHd Ha CBPbXUYYBCTBUTENHOCT U3HCKBAT CIELIHO JIEYEHHE.

JleueHueTo ¢ aHTHOAKTEPHAITHH CPEACTBA NPEeAN3BHKBA TPOMAHA B HOpMaliHaTa ¢iopa Ha Jebenoro
YepRBO, KOETO BOJAM 10 cBpbXpacTexx Ha Clostridium difficile (CDAD).

Clostridium difficile npon3pexxaar TOKCHHH A 1 B, KORTO fonpHHACAT 3a pa3BHTHETO Ha JHApHH,
cebp3ana ¢ Clostridium difficile (CDAD).

Huapus ceppaaHa ¢ Clostridium difficile (CDAD) e noxnaasana npH ynotpedata Ha NIOYTH BCHUYKH
AHTHOAKTEpHAITHH CPEACTBA, BKIIOUNTENHO H [IpoduKke, n MOXKe 1a BapHpa 10 CEPHO3HOCT OT JieKa
auapua a0 daTtaneH KOJIMT.

CDAD 1pabpa aa ce uMa nNpeaBUA NPH BCHYKHK NAIMEHTH, KOUTO pa3BUBAT AHapui ciel ynorpeda Ha
auTubnoTuuu. Heobxonumo e BHHMATENHO CHEMaHe Ha aHAMHe3aTa, Thil KaTo € JOK/IaJiBaHa nossa Ha
CDAD noseue oT Ba Mecena ¢/l IpHA0KEHHETO Ha aHTHOAKTepHANTHH Cpe/ICTBA.

Axo CDAD ce noao3upa UM NOTBBPAM, MOXKE A C€ HANOXKH NpeKpaTABaHe Ha ynorpebara Ha
aHTUOMOTHIIH, KOUTO He ca HacoueHH cpelny Clostridium difficile.




[TpoabmxuTenHoTo nevenue c [pogukc Moxe Aa JOBEAE A0 pa3BUTHETO HA PE3UCTEHTHH DaKTepHAITHH
mamoBe. OcobeHo BAKHO € eueHNeTo Ha SonHuA a ¢e H3BbpIuBa o/ HabmoaeHue. AKo 1o BpeMe Ha
Ne4eHHEeTO HACTHIH cynepuHdekiiua, TpadBa na ce B3eMaT He3a0aBHO CHOTBETHHUTE MEPKH.

JloxknagBaH e NONOXHTENEH AUpeKTeH TecT Ha Coombs 1o BpeMe Ha nedeHHe ¢ HedalocnOpHHOBH

AHTHOHOTHIIM.

bvbpeuna nedocmamvynocm

ITpu Gonnu ¢ Texxka 6p0peyna pucyHkuus (KpeaTHHOB KIMPBHCE < 30 ml/min) obmara AneBHa f03a
[poduxkc TpabBa aa ce HaMaJlH NOPAAM BUCOKKTE H/WIH NMPOABILKHTENHY MNa3MEHH KOHUEHTPALWH Ha
uednposun.

LledanocniopunuTe TpabBa ga ¢e npunarat ¢ 0co0eHo BHUMaHHE NIPH NAHEHTH NPHEMALIY AHY PETHILH.

Ileouampuuna nonyaayus
Be3zonacHocTTa H epeKTMBHROCTTA NPH NIeAMATPHUYHH MallMeHTH Ha Bb3pacT nojg 6 Mecella He ca
YCTAHOBEHH.

4.5 BiaHMoaeHiCTBHE ¢ APYTH JEKAPCTBEHH NPOIYKTH H APYrH POopMH Ha B3aHMoJeHcTBHE

EaHOBpeMEHHOTO NPpHNOMKEHHE HA AMMHOIIMKO3UIHK M UedanocriopuHOBH aHTHOHOTHLIM MOXeE Aa
NI0BEE 10 NMOABA HAa HE(PPOTOKCHUHOCT.
EaHoBpeMEHHOTO NMpHuiaraHe Ha npobeHeuua yasoaBa nuowra nog kpupara (AUC) 3a uednposun.

LiedanocnopuHoBuTe AHTUOMOTHLIM MOTAT 12 Ca NTPHYHHA 3a (PaNILUABU MOJOXUTENHH pPeakLMHU 3a
[JI0K03a B yPHHaTa ¢ MEJEH PEAYKTA3€H TECT, HO HEe ¢ €H3UMEH TECT 3a TMIOKO3YPHA.

QanrBa OTPHLATEAHA peakLiUg MOXe Aa ce HabmoaBa IpU peprLIMaHUAHAS TECT 34 INI0KO3a B KPBBTA.
HanuuneTo Ha nednpo3ui B KPbBTA HE NOBJIUABA PE3IYATATUTE OT H3CAEABAHE HA KPEaTUHHH B M1a3Ma U
YpHHA C aNKaJicH NUKparT.

4.6 ®epTHAHTET, OPEeMEHHOCT H KbpPMeEHe

BpeMEHHOCT
Yno'rpeﬁa'm Ha I]pocbmcc 110 BpeMe Ha OpeMEeHHOCT He Ce MpenopbnyiuBa, OCBEH B CMYYaHTe, KOrato €

HAJIOXHUTENHO.
HsaMa nanHH 3a yBpexxjaHe Ha ¢eryca oT nednpo3un npyu NpoyuBaHus Ha penpoayKTHBHOCTTA,
NpoBeAeHH NpH 3altii, MELIKH H [TbX08€ B A034 CHOTBETHO (,8; 8,5 1 18,5 mbTH MAKCHUMATHUTE AHEBHH
no3a npu xopa (1000 mg), OCHOBAHM Ha TeNecHa NOBHPXHOCT {mg/m? ).

Knpmehe
[To-manko ot 0,3% oT A03aTa, NPUIOKEHA MIPH KbPMaUuKH, C€ EKCKpPETHPA B KbpMAaTa.

[Tpunoxenuero Ha [Ipoduxc no Bpeme Ha KbpMeHe TpiAOBa Aa ce U3BbplIBa ¢ NOBHILEHO BHUMAaHHE.

4.7 EdexTn BbpXy cnocobHocTTa 32 IogpHpane u pabora ¢ MaIIHHH

Henpunoxumo.

Tpab6Ba na ce 3Hae, ue [poduke € BEIMOKHO Ja NPHUMHU 3aMasHOCT U/UITH OTITAAHANIOCT, KOETO MOXKe a
noenudge cnocobHocTTa 3a wodupaHe U pabora ¢ MalKHHY.

4.8 HexenaHH JeKaApCTBEHH peaKUHH

Hexenanure neKkapcTBeHH peakUMy IpH uednposnn ca noaocdHU Ha Te3M, HabMoAaBaHH MpU Apyru

nedanocnOpUHH 3a NEPOPANHO MpUloKeHUe. KOHTpONIHpaHUTE KIMHKUIHM U3NHTBAHUA NOKA3BaT nodpa
TOHOCHMOCT KbM Lie(pnpo3uL.




[MpubauautenHo 2% OT NALMEHTUTE PEYCTAHOBABAT JIEYEHUETO ¢ LedNpO3Ina 3apaay NPoABa Ha

HeXXellaHH JIEKapCTBEHHU pPeakiiuH.

Hanon3paHa € KIaCH(PHKALUA HA HEXETAHUTE JIEKAPCTBEHHU peakliNg 10 YeCTOTa U CHCTEMHO-OPraHHH
itacore no MedDRA KoHBEeHIIMATA.

Mtuoro yecth (>1/10), vecta (>1/100 no <1/10), Hedectu Z1/1000 ao <1/100), peaxu (=1/10 000 no
<1/1000), mHoro peakn (<1/10 000), ¢ Her3BecTHA YecTOTA (OT HANHYHUTE JAHHHU HE MOXe Aa Obae

HanpaBeHa OLeHKa).
CucTeMOo-0praHHH KJIACOBE _ YecToTa MedDRA TrepmuH
Hudbexyuu u unpecmanuu YecT CynepuHdekuus
BarvHayiHa HHQEKIHA
Hapywenus na xpvrema u YectH Eosunudmnns
AuMOHAMA CUCMEd HeuecTn | HamaneH 6poii Ha 6enuTe KpbBHH KIETKH
Penku Tpombouuronenus
_ _ Y ABKEHO NPOTPOMOMHOBO BpeMe
Hapvwenus na umynnama Pezku AHrvoeaeM
cucmema AHapMIakTHYHA peaKuus
CepyMHa bonect
Hapywenus na nepenama HecTH ) | CeeTOBBLPTEX ]
cucmema HedecTH CrcTogHUE Ha 0OBpKBaHE, O6¢3CHHUE,
COMHOJIEHTHOCT, ICMXOMOTOPHA
XMNIepaKTHBHOCT, HEPBHOCT, rMaBobonHe
Cmomawno-upeeHu napywernus | Yectu bonkH B kopeMa
Huapus
["apene
| [ToBprInaHe
Peaxu Konur
[IcesaoMeMOpaHO3€H KOJIHUT
HenspecTHa _| IIpoMsiHa B LiBeTa Ha 3bOHTE
Xenamo — bunuapuu napyuienus | Yectn [ToBuieHa aciapTaT aMMHOTpaHcepasa
_| IToBHIWIEHa anaHH aMHUHOTpaHchepa3a
HeuecTH [loBHIIEHa B KPbETa aJIKaIHa (pocdarasa
Penku XonectaTHvHa XBATEHAULA
[ToBuwicH OunupybUH B KpBHBTA
Hapywenus na xoxcama u YecTH HdepMaTur
ROOKOICHAMA MbKAH HeuyecTH ] OG_EIE M YPTHKapHi
Penku CuHgpoMm Ha EpureMa myntudopme
['eHHTaANICH NPYPUTYC
Hag;@ gHus Ha OvOpeyume u Heuectn [ToBHLIEHA ypea B KPBRTA
nuxovHume NvmMuyQ [ToBnuieH KpeaTHHHH B KPbBTA
QObwu HHQ}’WJ enus u epexmu na | Peaku [Mapexcus

MACMOMO HA NPUROHNCEHUE

OOpHUB M YpPTHKApHA KaTO HEXENAHH PEeakLMH NIpH NevyeHue ¢ Hednposn ce HabnoaaBaT no-4yecTo nNpu
Aeua. CyMnToMuTe 0OKKHOBEHO HACTBIIBAT HAKOMAKO JIHH CNejl 3ano4BaHe Ha TepanMATa ¥ OTLIYMABAT A0

HAKOJIKO OHH CJICA MPCKPAaTABAHEC Ha TCpallHATA.
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3a HAKOH OT ClIEAHHUTE CHONTHA ce ChobInAaBa NO BpeMe Ha MOCT-MapKeTHHIOBO HabnoaeHue, He3aBUCHUMO
JaJY € YCTAHOBEHA MPHYHHHO-CNEICTBEHA Bph3ka ¢ uednpo3nn: aHapuiakcallHs, AHTHOEAEM, KOJIHT,
BKTIOYHTENHO NCEBAO-MeMOpaHo3€eH KONKT, epuTeMa MyNITHHOPME, Tpecka, cepyMHa Boliect, CHHAPOM Ha
Stevens-Jonson u TPOMOOUMTOIIEHA.

[lo BpeMe Ha NOCT-MapKETHHIoOBO Ha0MOACHHE € NOKNANBaHO 00¢c3iBeTABaHE Ha 3H0HUTe.

4.9 IIpepozupane

EanHudHK 1034, oT nopaabka Ha 5000 mg/ke , npunaradu BepXy XXHBOTHH B NPOYYBAHHATA 34
TOKCHYHOCT, HAMAT CEPHO3HU MJIH NICTAITHHA NOCNEACTBUA.

EnuHuYHE 103M, oT nopaabka Ha 3000 mg/'kg, mpunaraHy BePXY Maxalld NMpeAH3BHKBAT gAapus Oes
JICTANHHU MOCAEACTBHA.

[pu ciydau Ha [Ipego3npaHe, 0coOeHO NPH NMAUMCHTH ¢ HapymeHa 6n0pedHa QyHKUHA, XeMOoANANH3aTa
noAroMara OTCTpaHABaHETO Ha KeMpO3na OT OpraHH3IMA.

Llednposun ce eTMMHHHApa I1aBRO npe3 6uOpenure.

CrofuaBane Ha 10403MPAHY HEWENAHH DEAKLIHH
CrobinaBaHeTo Ha NOAO3HPAHH HEXEJIaHH pPeakUMH CcA paspeliaBane 3a ynorpeda Ha TeKapCTBEHHA

NPOAYKT € Ba:xkHO. TOBa N03BOMABA A4 NMPOTBLDKH HAOGMIOAEHHETO Ha CHOTHOIIEHUETO I10138/pHCK 3a
NleKapCTBEHHS NMPOAYKT. OT MEHIHHCKHTE CNELHATKCTH ¢ H3HCKBa Ja ChoOIIaBaT BcAKa NOAO3NpaHa
HeXXeJlaHa peakliMs upes:

HMansanurenna areHuua no aekapcraata (HAJI):
yi. ,.JlamaH I'pyes* Ne 8

rp. Codua 1303,

Ten. +359 2 8903417

en. noma: bda@bda.bg

yebcaiT: www.bda.bg

5. @®APMAKOJOI'HYHH CBOUCTBA

3.1 OapMakoAHHAMHYHH CBOHCTBA

PapMakoTepaunesTHuHA rpyna: Bropa renepauus uedanocnopunu, ATC xon: JO1DC10

Mexanu3bsM Ha JieHCcTBHE

Lledbnpo3un HHXHOHpa CHHTE3a Ha MIPOTEHHH B DaKTepuaTHaTa KIEThYHATA CTCHA Ype3 CRbP3BaHe ¢ eJHH

HIIHK NOBEYE OT NCHHININIHH-CBBP3BALIMTE NNPOTCHHH, KOETO NNOATHCKA TPOLCCHTE HAa CHHTC3 Ha
INCNITHACI'TIOKAH B GEKTE]JHRJ'IHaTa KJEThYHA CTCHA.

Mukpobuonorus

Llednpo3un HMa IIHPOK CIIEKTHP Ha AeHCTBHE, Cpellly rpaM- NOJIOKHUTENHY H MpaM-0TPHIATETHH
GakTepuu.

Llednposun ¢ akTHBEH CpelLy NOBEYPTO IIAMOBE Ha CEAHHTE MUKPOOPTaHH3MH in vitro:

Aepobun, rpaM - NOMOXKHTEAHH MHKPOOPTaHH3IMHU!
- Staphylococcus aureus (BKIFOUKTENHO - NaKkTaMasa NpoayLHpalii LaMOBe),
- Streptococcus preumoniae,
- Streptococcus pyogene.

ednpo3nn He ¢ aKTUBEH Cpellly METHLILTHH-PE3UCTEHTHH LIIAMOBE CTAPHIOKOKH.

AepobHH, rpaM - OTPHIATEIHH MHKPOOPIraHH3IMH:



- Haemophilus influenzae (BxMo4YuTENHO f- NaKTaMasa NpoayuHpally IAMOBE),
- Moraxella (Branhamella) catarrhalis (BK1IOYHTENHO - NakTaMasa MpoAyUMpallH LIaMORBE).

besonacHOCTTA U Btl]BKTHBHOCTTa Ha HE(I)I'!]}O’JHII MMpH N1CYCHHUE Ha KTHHHNYHH HHq}eKHHH, NMPHYHHCHHA OT
T€3H MHKPOOPraHu3MH, HC Ca YCTAaHOBCHH NPH aACKBATHHN H .uoﬁpe KOHTPOJIHPaHH KJIHHHYHH

NpoyYBaHHA.

AepobuH, rpaM - NOJTOKHTEAHRH MHKPOOPraHHIMH:
- 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.

Llebnpo3un He € akTHREH cpewy Enterococcus faecium,

AepobHH, rpaM - OTPHUATEIHH MHKPOOPraHHIMH:
- Citrobacter diversus,
- Escherichia coli,
- Klebsiella pneumoniae,
- Neisseria gonorrhoeae (BKNOYHTENHO f- NaKTaMa3a NpoayLUKpally LaMoBe),
- Proteus mirabilis,
- Salmonella spp.,
- Shigella spp.,
- Vibrio spp.

Lledpnpo3un He e akTUBEH cpelly Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris,
Providencia, Pseudomonas u Serratia.

AHaepobuu MHKPOOPTraHU3IMH:
- Prevotella (Bacteroides) melaninogenicus,
- Clostridium difficile,
- Clostridium perfringens,
- Fusobacterium spp.,
- Peptostreptococcus spp.,
- Propionibacterium acnes.

[ToBeueTo 1taMoBe Ha Bacteroides fragilis ca pe3NCTEHTHH KM LeDIIPO3HUIL.

5.2 DapMaKOKHHEeTHYHH CBOHCTBA

Abcopbuus
[TIpodukc ce pesopbupa nobpe cnen nepopaneH npHeM.

buoHanHyHOCTTA Ha LePIpO3UN He ce MORMUARA OT NpHEMa Ha XpaHa.
[TepopannaTta 6noHanuuHOCT Ha Hednpos3un ¢ okono 90%.

Pasnpenenenue




Cebp3BaHeTo Ha LUenposun ¢ IVIa3MEHHUTE NPOTEKHHH € 0KOMO 36 % U He ce NOoBIMHMABA OT
KOHLIEHTpAlUHATa B AHanasoH oT 2pug/ml g0 20 pg/ml. CpeqHHAT mnasMeH MOMYXHUBOT Ha Lednpo3un npu
HOPMAJTHN HHIMBUIH e npubnniuTento 1,3 yaca.

Hama panHH 3a KYMYJIHpaHe Ha 1edIpo3u B Ijia3MaTta, NpH MHAWBRAY ¢ HopManHa 6bp0petina GpyHKIHK4,
cnel MHOT'OKPATHO TIpHJIOKeHHe Ha J03M 10 1g Ha 8 vaca B poab/mkeHUue Ha 10 OHH.

EnuMuHHpaHe
Llenpo3un ce enMMHHA OCHOBHO 4pe3 ypMHara (pndausurtenHo 60% ot npuerara no3a).

ToTanHUAT NIa3Mer KINPBHC Ha nednposnn e okono 3 ml/min/kg, npu 6v6peyeH knupsHC o0komo 2,3
ml/min/kg.

Cpenuute naasMeHH KOHLEHTpALKN 1,5 9aca ciell NpuioXeHue Ha Ledmpo3n Ha TIagHo, B J03H oT 250
mg , 500 mg u 1000 mg ca pecnekruBHo 6,1 pg/ml, 10,5 pg/ml u 18,3 pg/ml.

CpeanuTe KOHLEHTPALKH B ypUHATa [10 BpeMe Ha IThpBHUA 4-4acoB NepHo Clield MpUEM Ha 1epnpo3un B
no3u ot 250 mg , 500 mg 1 1000 mg ca pecnexkTuBHO 170 pg/ml , 450 pg/ml u 600 pg/ml.

Cnes npunoxeHHeTo Ha eaHa ao3a ot 15 mg/kg unu 20 mg/kg npu nauneHTH ¢ XpOHHYEH CPElIEH OTHT,
KOHLICHTPALMHUTE Ha 1ednpo3wI B TEYHOCTTa B CPEAHOTO YXO Bapupa ot 0,06 pg/ml no 8,7 pg/ml.
KoHueHTpalHuTe Ha Uednpo3un B TEYHOCTTA B CPEAHOTO YXO OCTABAT HajJl MMHMMAaJIHaTa HHXMOUTOpPHA
koHUeHTpauusa (MIC) 3a noeeueTo LIKPOKO pasNpoOCTpaHEHN HakTepun, CBbP3AHH CbC CPEJIEH OTHT, 3a
noeeue OT 6 yaca cjel rpunaraie Ha nednposu.

JInHe#iHOCT
3aBUCHMOCTTa MeXAY NNa3MeHaTa KOHLUEHTpALMA Ha UedNPOo3nIl H NpHETaTa 032 € THHEHRHA B pAMKHTE

Ha TEepaneBTHYHHA HHTCPBA.

HHayuenmu c 6vbpeuno yepexcoane

[Ipy maumeHTH ¢ HamaneHa 656peyHa pyHKUUA ce HabmoaaBa yAbDKABAHE HA MIA3MEHKMA [TONYXKHUBOT Ha
Hednposun. [Ipu menna nunca Ha 6B6pevHa GyHKIHA, NTASMEHHAT NOTYKHUBOT Ha LEPIPO3NI MOXKeE Aa
NOCTHTHe 0 5,9 yaca. Ypes xemoananusa To3M napaMeTsp Moxke Aa 0bpJe peayuupan no 2,1 yaca.

[Tpyn nauAEHTH CBC 3HAMUTEHO YBpeaeHa 6r0peuHa pyHKUMA HE Ca YCTAHOBEHH ITBTHINA HA eKCKPELU
(Bk. TOUKA 4.2).

IMayuenmu c uepnodpobro yepedicoane
[TpH nauuenTn ¢ yBpeaeHa yepHoapobHa GyHKUHA He ce HabmioaaBaT CTAaTHCTHYECKH 3HAYUMH pa3iuKH
BbB apMaKOJHHAMHUYHUTE NTapaMeTpH.

I'epuampuunu nayuernmu

[Ipy outleHka Ha papMaKOKHHETHIHHUTE NIOKA3ATENH NPH NALHEHTH Ha Bb3pacT HaX 65 roaAnHy e
YCTAHOBEHO YBeJIMYaBaHE Ha CpPEeaHATa IO MOA KpHUBaTa , koHueHTpauus — BpemMe™ (AUC) ¢ okono 35 —
60 %. 3Ha4YeHHETO Ha Te3u BapHaluy BbB GapMaKOKHHETHKATA Ha Le(dIpo3KAa HE Ca AOCTATHYHH, 3a Ja
HaJarat KOpeKLHA B 1030BHA PEIKHM. ,

ITeouampuuna nonyrayun
Cnen npuioxeHne eTHOKpaTHH J03M uednposun ot 7,5 mg/kg unu 20 mg/kg Ha neAHATPUYHH TTALMEHTH,
KOHLEHTPALHHUTE Ha uednpo3un sapupar ot 0,5 pg/g a0 4,3 pg/g 8 ronsunute U ot 0,4 pg/g no 4,9 pg/g
B aZleHOMAHATA ThKaH. U3cnenBane KOHLIEHTpALHATA Ha UEePIpo3KI B TOH3WINTE U aICHOMAHATA ThKaH,
noseye OT 3,2 Jaca c/iel nepopaneH rnpueM Ha Hednpos3nll, YCTAaHOBABA MO-BHCOKA KOHUEHTPALIHMA OT
MHHUMANTHUTE HHXHONTOPHH KoHUeHTpaurHi (MIC) 3a iHUPOKO pa3snpoCTpaHEHH NATOTeHH, KOUTO
MPUYNHABAT TOHIHAKUT U DapHHIUT.

PapMakOKMHETHHHUTE MTOKA3aTeNN Ha Lednpo3ui MpH Acua Ha Be3pacT ot 6 Mecena ao 12 roaunu u
Bb3PacTHH ¢a CPAaBHUMH.

[TnasMeHHTe KOHLEHTpALMM NIPH felia, npueMainy uedgnposun B Ao3u ot 7,5 mgkg no 30 mg/kg ca
CpPaBHHMH ¢ Te3H NPH Bb3PaCcTHH, Npuemawy Ledgnposun B 1034 ot 250 mg -1000 mg.

——




MaxcHManHa NJIa3MEeHa KOHLEHTpALMA ce JOCTUra OT 1 yac A0 2 yaca clea IpMeM Ha Ledrnposun H
NONY>KHBOTA HA €THMHHHpaHe e 1,5 yaca.

Ion
CpeaHata nonl nof Kpusara ,xoHueHTpauus — speme“( AUC ) npu xenu e ¢ 15% -20 % no-sucoka ot
Ta3y Npu Mbke. Te3u BapHALIMK ca HE3HAYUTETHH ¥ HE Halarat KOpeKuHs B Jo3ata ¢bo0pa3no mnoia.

5.3 IIpeAKJIHHHYHH JaHHH 33 6€30MacHOCT

[IpeAkNHHUMHHTE JAHHH 3a 6€30MacHOCT HE MOKA3BaT CHIIECTBEHH PHCKOBE OT yrorpedbara Ha
uepnpo3na NpH xopa.

[Tpu KMMHUYHO NPHACKHMH A03H HAMA JaHHH 33 CHCTEMHA TOKCHYHOCT WJIH TOKCHYHOCT Ha TAPreHTHHUTE
OpraHu npH xopa.

HaHHuTE OT in Vitro W in vivo NpOy4YBaHUATA 32 MYTAr€HHOCT TIOKa3BAaT, Ye B YCJIOBHATA Ha KTHHUYHOTO
MY NpUNIOKEeHHe HedIIpO3HI HAMa MyTareHHa MM KJ1acTOreHHa akTHBHOCT.

He ca npoBexnaHi ABATOCTPOYHU MPOYUBAHMA in Vivo 32 OLICHABAHE HA KapLMHOMEHHHA NOTEHLHAJL.
[IpoyuBaHusATa 32 peNPOAYKTHBRHOCT HE NOKA3BAT YBpEX/aHe Ha GepTUNHTETA NPH )KHBOTHH.

Hama faHHH 3a KapLIHHONCHHCT.

6. OAPMAHNEBTHYHHA JAHHH
6.1 ChnHchK Ha NOMOHIHHTE BelllecTBA
MuUKpOKpHCTaIHa LeyN03a

Marsnesues creapat

HarpueB HULIECTEH MMKONAT (THIT A)
CHUMETHKOH eMYJICHS

Bano Opadry YS-1 7003 (TuranoB guokcun, Xunpomenosa, Maxporon, I[lonvcopbar 80)
6.2 HechLBMECTUMOCTH

Henpunoxumo.

6.3 Cpok Ha rogsocT

J roanHuU

6.4 CrneunaanH yCJI0OBHE H3 ChLXpaHEHHE

Ja ce ¢chXpaHgBa Ha MACTO, HEAOCTHITHO 34 fela.

Jla ce cBXpaHABa pu Temneparypa mog 25°C.

Jla Ce ChXpaHABad B OpHI'HHANTHATaA OIIAaKOBKA.

He u3nonsgsaiite ToRa JCKaApCTBO CNIE] CpOKa Ha NOAHOCT, otdenasaH BBpXY KaPTOHCHATA OTIaKOBKA.
Cp-OI{'hT Ha roqHoCT OTToBapAa Ha NnoCaciHNA OCH OT NIOCOUYCHHNA MECCLL.

He u3xpbpasiiTe nexkapcrBara B KAHAIM3ALMATA HIIH B KOHTeHHepa 3a JOMALIHU OTIIATbUM.
[Tonuralite Balns dapMalieBT KaK Ja H3XBLPJIATE N€KAPCTBATA, KOUTO BEUE HE H3NON3BATE. T€3U MEPKH
1lie CIOMOTHAT 33 ONIA3BaHE Ha OKOMHATA Cpefa.

6.5 BuaH chALPKAHHE HA ONAKOBKATA




Buaose onakoBKH:

10 punmupank Tabnerkn / 1 6nucrep

14 punmupann tabnerxu / 2 6nucrepa (7 punMupanu Tabnerxu / 6nucrep)
20 drnmupanu TabneTku / 2 6nucrepa (10 punmupanu TabneTkH / 6aucTEp)
6.6 Crneunajgnu npeanasHH MEPKH NPH HIXBLPJAdHE

Heusnoa3BaHUAT NEKAPCTBCH NMPOAYKT HIIH OTNIAAbYHHUTC MATCPHAJIH OT HEI'O TpﬂﬁBa Aad CE H3IXBBP/AT B
CHLOTBETCTBHC C MECTHHUTC H3IHCKBAHHA.

7. TNPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

HOBEJI @APMA EOQO/]]
Oyxn. ,,benrapus’” Nel(09
Coous 1404, brarapns

8. HOMEP HA PAZPEIHIEHHETO 3A YIIOTPEBA

Per. Ne 20170201

9. JATA HA ITBPPBO PAZPEHIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Hara na mepBo paspeluabaHe: 14 1oHn 2017 r.
JlaTta Ha nocneano nogHoBsaBaHe: 18 mait 2022 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

01/2025 r.




