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1. HUME HA JIEKAPCTBEHHUA ITPOAYKT

[Tpoduxc 250 mg/5ml npax 3a nepopajiHa cycneH3us -
Profix 250 mg/5 ml powder for oral suspension 6‘ £y = 16 -0l- 707

4 LUL

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku 5 ml ot npurorBeHara nepopanHa cycnessus cpabpkar 261,550 mg uedpnposun MoHoxuApaT
(cefprozil monohydrate), ekBuBasieHTeH Ha 250 mg uednposun (cefprozil).

[ToMOILIIHHM BellleCTBA C M3BECTHO ACHCTBUE
Bceku 5 ml ot npuroTBeHara nepopajiHa CyCrieH3us ChAbpXKar:
Acnapram (Aspartame) - 12,50 mg
3axapo3a (Sucrose) - 1764,95 mg
MakpornuiueponoB Xxuapokcucreapar (Macrogolgliceroli hydroxystearate) - 12,00 mg

3a NbJIHUA CIIMCBK HAa MOMOLLHUTE BellecTBa, BUXTe Touka 6.1.

3. JJEKAPCTBEHA ©®OPMA

[Ipax 3a nepopaiHa CycleH3us.
JXbaTeHuKkaBo-0511 npax.

4. KJJUHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3ZAHMUS

Hpﬂc]:;m{c € INOKa3aH 3a JICHCHHC Ha JICKH 10 YMCPCHH HHdJEKLlHH, [MPUHYHHEHH OT YYBCTBHUTCIIHH KbM
Llf:(l)ﬂpOSH.l'l aMOB€ HA MHKPOOPIraHH3MH.

e HMHudexuun Ha rOpHUTE AMXATEIHHN NbTULLA - GAPUHTUT, TOH3UIIUT NPUYUHEHU OT Streptococcus
pyogenes;

e CpezeH OTUT NpUYUHEH OT Streptococcus pneumoniae, Haemophilus influenzae (BKIHOYUTENHO [-
nakTtamasa npoayumpainy mamone) u Moraxella (Branhamella) catarrhalis (BKIHOYHTEHO -
JlaKkTaMasa npoayLuypaliy amMoBe);,

e CHHY3UTH NPUUYUHEHH OT Streptococcus pneumoniae, Haemophilus influenzae (BKIHOYUTENHO -
NakTamasa npoayuMpaiuy wamose) u Moraxella (Branhamella) catarrhalis (BKIIWOYHUTENHO f-
JlaKkTamasa npoayuupaiiy 1amMoBe);

e HMudexkuum HA JOJHUTE AMXATEHM MbTUILA, BKJIHOYBALLY BTOPUYHU OaKTEpUAIHK MH(PEKLIMHN Ha
OpOHXHUTE U XPOHUYHH OPOHXUTH, NPUUUHEHH OT Streptococcus pneumoniae, Haemophilus
influenzae (BKJIFOUMTEIIHO - NaKTaMasza npoayuHupallm uamose) U Moraxella (Branhamella)
catarrhalis (BKJIIFOUUTENTHO - TaKkTaMa3a NMpo/yLUpallH LI[AMOBE);

e HeycnoxHenu uHDEKUMHN HA KOXATa U MEKUTE ThbKaHM - ablecH, A3BH, MHQEKTHpaHH paHH,
LeJTYJINT, IPHYUHEHHU OT Staphylococcus aureus (BKIOYUTEIHO NEHUIHIUH NPOAY LUpaLLH
l1aMoBe), Streptococcus pyogenes. AbLiecute 0OMKHOBEHO M3MCKBAT XHPYPrHY€H JpEeHaX.

e HE}’CJ’IO)KH&HH HHqJEl{LIHH Ha MUKOYHHUTE IMbTHILA, BKJTHOYBALLIH OCTBP LUUCTHT.

4.2 Jlo3HpoOBKa H HAYHH Ha NMPHJIOKEHHE

[lo3up S
O3HPOBKA 2 WA 110 2 N
./' “\"HJ‘ S \
V& SN
IF:" ‘:E‘-;.r’ .1;%*"! F,"' ' 1 N\ T'j,‘ "‘.1:' 2
S/ YL -1
Ir i !‘ I-Fﬂ _:_-.-l"". t s IL1 I:'rt 1
o [ Pl e =% 1
l j’!- :l '"'.' L4 _"} S ‘j; § > 1
\r\ rI* 'I,.II Mg 4 f P S Y
\ i i ; ¥ r |:~ rF i
W\ @ e S
W\ 57 e
H“'x . -;t:"l'_:- ¥
i'l_l' >



Nonynanus/Hudexuns Ho3upoBKa IIpoabLIKHTEAHOCT HA

N JEeYEHHETO
Buviapacmnu u deya xvao 12 200unu
Hudexnu HA NOPHHUTE AHXATETHH METHINA
QapHHTHTH, TOHIKIHTH 500 mg Ha 24 yaca 10 nun*
CHHY3MT 500 mg Ha 12 yaca unu
250 mg Ha 12 yaca 10 1M
(I1pu yMepeHa [0 TexKa HHPeKIHA 500 mg Ha 12 yaca
TpaA6Ba Aa ce M3MOJI3Ba MO-BUCOKA
[03a)
Hudexnuyn HA RO0JHHTE JHXATEAHH MHTHINA
Bropuunu axTepHanHi HHPEKUHHK HA 500 mg va 12 yaca 10 aum
OpOHXHTE U XPOHHHHU OpOHXHUTH
HAndexknmy Ha KOXKATA H MEKHTE THKaHH
HeycnoxxHend MHPEKIUHH HA KOXKATA U 250 mg Ha 12 yaca 10 guu
MEKHTE THKaHH 500 mg Ha 24 qaca unu
500 mg Ha 12 yaca
HeycnoxHeHH HHPEKIHH HA THKOYHHTE 500 mg Ha 24 vaca 10 aau
NbLTHIIA
Heya om 2 0o 12 200uwuna ev3pacm
Hudexnun Ha TOPHHTE AHXATCIHH NBTHIIA**
MapUHrHTH, TOHIUIUTH 7,5 mg /kg na 12 yaca 10* aum
Hudexkuuu HA KOXKATA H MEKHTE THKaHH **
HeycnoxHeHd nHQeKL UM Ha KOXKaTa U 20 mg/kg na 24 yaca 10 nHu

MEKHTE TbKaHHN

bebema u deya (om 6 meceya 0o 12 2o0wwuna sv3pacm)

HH}ekIMH HA TOPHHTE JUXATETHH NLTHIAY*

CpeneH OTUT 15 mg/kg Ha 24 qaca
CHHY3HUT 7,5 mg /kg Ha 12 yaca
(ITpu yMepeHa 10 TexKa HHpeKUHS 15 mg/kg na 12 waca

'I"pﬂﬁBﬂ Aad CE HU3ITON3BA ITO-BUCOKA




f03a)

* . nedeHHeTO Ha MH(ELUN IPHINHEHH OT Streptococcus pyogenes ¢ Ilpodukc TpabRa na NpoIbIXH
noue 10 gAHU

** . 1a He ce NpEBUIlaBa NpenopbLYUTENHA 1034 NNPH BB3PACTHH
[Ipu BB3pacTHH K Aeua Hal 12 roaullHa Bh3pacT € NOAXOAALIO W3non3paHeTo Ha [1poguxc TabneTkm.

IHayuenmu ¢ 6vbpeuno yspexcoane

[Tpu maupnenTH ¢ 666pedHo YBpexkaaHe, 103aTa TpAOBa 1a ce THTpHUpa B 3aBUCHMOCT OT TepalleBTHYHHA
OTTOBOD.

OnHTHLT NpH NAUKEHTH C MHOTO TEXKA HIH TepMUHaNHA Ob6peuHa HeJOCTaTHUHOCT € OrpaHUYeH.
Ipoduke ce enMMHUHMpPA YaCTHYHO NPH XeMOAHaNK3a, 3aToBa npueM Ha I[Ipoduxc e npenopbuuTeneH
cnef 3aBbplIBAHE HA XEMOAHanu3ara.

KpeaTHHOB KJHPBHC H0o3MpoBRKa J030B HHTEpBAI
_(mV/min) .
30-120 KaKTO NpH nauueHTH Oe3 KAKTO MpH ManHeHTH 6e3
0BOpeuHo yBpexaaHe 6b6peyHo yBpexaaHe
0-29 50% ot obuyaiinata no3a KaKTO NpH Nanu#eHTH Oe3
OBOpeyHO yBpex/aHe

IHayuenmu c yweprHoopobxo yspeoicoare
[Ipn maumeHTH ¢ NeKo HepHOAPOOHO yBpeXkKaaHe He ¢ HeoOX0AUMO KopUripaHe Ha NpenopLuBaHaTa

AHCBHA N03a.

Hauuy Ha NpUNoXKEeHHE
[TepopanHo.

[Ipodukc He Tpadra aa ce npnema He3 nekapcko NpeAnUcaHne.
bBuoHannuHoCcTTa Ha [TpoduKe He ce MoBNKUABA OT NPHEMa Ha XpaHa.

[Ipuzomesane na nepopannama cycnex3us
¢ OrBopere OyTHIIKATA

¢ Jlo6baBseTe npeBapeHa u oxXJ1aAeHa BOAa, MPUMOIM3KTENHO A0 NONOBHHaTa HAa OyTHiIKaTa
e 3arBopeTe OyTHIKATa M pa3knaTeTe O pa3TBApAHE Ha [paxa 3a MepopajiHa CyCIIeH3us
&

H3yakalTe HAKOJKO MHHYTH, nobdapete BoJa A0 MApPKHpOBKAaTa H OTHOBO PA3KJIaTCTC CHCPIr/HYHO

4.3 IIpoTHBONIOKA3aAHHA

CBpbX4YyBCTBHTEMHOCT KbM LE(PIPOIHI HITH KbM HAKOE OT ITOMOILHHUTE BELIECTBa, H36poeHH B Touka 6.1.
CBpbX4YBCTBHTEITHOCT KbM aHTUOHOTHIIM OT K/laca Ha uedalocnopHHuTe,

4.4 CuaeuuanHH npeaynpeaxaeHus H NpeANaIRHA MePKH NpH ynotpeba

ITpeau 3anoupaHe Ha Tepanua ¢ [Ipodukc, Tpsbea ga € HanuyHa HHOpMalLUA 32 TOBA NalMEeHTa UMA Y
e NpeaxoXKAAlLM peakLiMi Ha CBPBXYYBCTBUTENHOCT KbM Lie(haNoCnOpHHY, EHHLIUIMHN UNH APYTHU
JEeKapCTBRa.

Jlewennero ¢ Ipodukc, Ha MaLHEHTH ¢ YCTAHOBEHA CBPBXUYYCTBHTETHOCT KbM NMEHULHINHHA, TPAOBa J1a ce
M3BBPIIBA ¢ MOBHLICHO BHHMaHMe MOpajH J0Ka3aHa KPbCTOCAHa YyBCTBUTCAHOCT MEKAY ——




OetanakTaMHHTe aHTHOHOTHLM. Ta ce nposeaa npu 10 % ot 6onHuTe ¢ AaHHK 32 IEHULIKIMHOBA
aneprug.

[Ipy nposBa Ha anepruyHy peakunu, nedyenuero ¢ Ipodpuke Tpabea na 6w1e mpeycTaHoBEHO.

Texku ocTpH peakLiH¥ Ha CBPBXYYBCTBHUTEIHOCT H3HCKBAT CIIELIHO JIEHYEHHE.

Jleyennero ¢ aHTHOaKTEpHANIHH CpeACTRA NIpedU3BUKBA IPOMIHA B HOpManHaTa ¢nopa Ha aedenoTo
yepBO, KOETO BoAH A0 cBpuXpacrex Ha Clostridium difficile (CDAD).

Clostridium difficile npousBexaat TokcUHM (A # B), KOUTO AONpPUHACAT 3a pa3BUTHETO HA AUApHA,
cebp3ana ¢ Clostridium difficile (CDAD).

Hunapua cebpsada ¢ Clostridium difficile (CDAD) ¢ noxnazasasa npy ynorpedara Ha NOYTH BCHUKH
aHTHOAKTepHATHHU CPEACTBA, BKIIOUHTENHO M [IpoduKe, H MOxkKe fa Bapupa 110 CEPHUO3HOCT OT JieKka
ouapua o dartaneH KOJMMT.

CDAD TpabBa ga ce ¥Ma npeABUX NPH BCHYKH NalMEHTH, KOUTO Pa3sBHBaT AUapus cleA ynotpeda Ha
aHTHOHMOTHIIH. HeoOxoanMo e BHHMATENHO CHEMAHE Ha aHAMHE3aT4a, Thil KaTo € JOKJaABaHa ImosBa Ha
CDAD noBeue OT ABa Mecella ¢Jie MPUIIOKEHNETO Ha aHTUOaKTepHaNHK CpeacTBa.

Axo CDAD ce noaosdpa WK NOTBLPAM, MOXE Aa Ce HaJIOXKW NpeKpaTaBaHe Ha ynoTpebara Ha
aHTHOMOTHLM, KONTO He ca HacoueHu cpewty Clostridium difficile.

[TpoanmxkuTENHOTO NeueHHe ¢ ITpodukc Moxke Aa AoBele A0 pa3BUTHETO Ha pe3HCTEHTHH OaKTepHalHU
njamMoBe. OcobeHo BaXKHO e NleyeHHeTo Ha OONHKE 12 ce U3BbLPILBaA o HabmoaeHue. AKo no BpeMe Ha
NeYeHHeTO HACThINA cynepuHdeky, TpaOBa Aa ce B3eMaT He3a0aBHO CHOTBETHHTE MEPKH.

JoknansaH e moNnoXuTeNieH AupekTeH TecT Ha Coombs Mo BpeMe Ha neueHHe ¢ uedanocnopHHoBH

aHTHOHOTHLIN.

bpbpeuna HeAOCTATHYHOCT

ITpu 6onHM ¢ Texka 6buOpeuHa auchyHkius (KpeaTHHOB KNHPbHC < 30 ml/min) obinara aHesHa Ro3a
[Ipopukc TpabBa ga c€ HaMaIK MOpajgd BUCOKUTE W/ MM NPOABLKHUTENHHY NNasMeHH KOHLCHTpAluMd Ha
uednposn.

Ledanocnopunute TpOBa a ce npunarat ¢ 0cob€HO BHUMaHHWE NPH NALWEHTH NPUEMALLH JHYPETHLIH.

[leauaTpHuHa momyaalus
be3onacHocTTa M e¢KTHBHOCTTA IPH NEAUATPHYHH MAUHEHTH Ha BB3IPAcT noa 6 Mecena He ca
YCTAHOBEHM.

IIpoduxc chrabpxa 3axaposza. [lanMeHTH ¢ peaky HacTeACTREHH NpodneMH Ha HENMOHOCUMOCT KbM
¢pyKTO3a, MIOK030-ranakTosHa Manabcopdiua Uiy cykpasa-n30MaITazHa HEOCTATHYHOCT He TpsAOBa Aa
NpPHEMAT TOBA JIEKAPCTRO.

4.5 BianmoaelicTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H ApYrd ¢opMH Ha B3auUMO/ielicTBHE

EnHoBpeMeHHOTO NpHwIoKeHHe HA aMBHOTJIMKO3UIHH H 1edhanocnopuHoByd aHTHOMOTHLIM MOXKe J1a
NoReJe N0 NosABRa HA HeGPOTOKCHUYHOCT.
EnHoBpeMEeHHOTO Npuaarane Ha npobeHeuna yasosasa nnoura noa kprupara (AUC) 3a uednposn.

LHedanocropuHOoBHTE aHTHOMOTHLIM MOraT Aa ca NpUYUHA 3a QANIIMBHA NONOXKHTENHH PEaKLHH 32
rHKO3a B YPUHATA ¢ MEIEeH PeAYKTa3eH TeCT, HO HE C EH3UMEH TECT 3a IIIOKO3yPHA.

daniuMBa OTpHLIATENHA peakia MOXe la ¢¢ Habmoaasa npu depunHaHHAHNA TECT 3a TVIFOKO3a B KPbBTa.
HanugueTo Ha Hednpo3UN B KPHBTA HE MOBAMABA PE3YITATHTE OT M3CIEABAHE HA KPEATHHHUH B I1a3Ma K
ypHHa C aNKayeH NUKpar.

4.6 DepTuauTet, 6peMeHHOCT H KbpPMEHe

BpeMeHHOCT
Ynorpebara Ha [Ipodukc no BpeMe Ha OPEMEHHOCT HE Ce [IPenopbhUBa, OCBEH B

HUTOXKHTECIHO.




Hama naHny 3a yBpexxaaHe Ha geTyca oT uednpo3un IIpyd NpoyyuBaHUa Ha peNpoayKTHBHOCTTA,
NPOBEeHH NMpH 3afilIH, MULIKY H TITHXOBE B R03H CHOTBETHO 0,8; 8,5 ¥ 18,5 mbTH OT MaKCHMATHUTE
JHEBHHU 1032 NpH xopa (1000 mg), oCHOBAHH HA TeNleCHa MOBBPXHOCT (mg/m?).

KspMmeHe

[To-manko ot 0,3% OT mo3ara, NpUNOKeHa NMPH KbPMaYyKH, c€ eKCKpeTHpa B KbpMarTa.
[Tpunoxenuero Ha IlpodHkc no BpeMe Ha KbpMeHe TpAOBa Aa ce U3BbPLIBA ¢ MOBUIIEHO BHHMAaHHE.

4.7 Edexktn Bupxy cnocobnocrra 33 mogupane i pabora ¢ MAIIHHH

HenpunoxuMmo.

Tpsabea na ce 3Hae, 4e [IpodHkce e REIMOXKHO Ja IPHYKHM 3aMagHOCT H/HUJTH OTNAAHAIOCT, KOETO MOXe J1a
NoRAMAE crnocoOHOCTTa 3a WodnpaHe U padoTa ¢ MallIMHH.

4.8 Hexenann JeKAPCTBEHH peaKIHH

Hexenanute nexapcTBEHH peakLiMy NIPU Le@ripo3un ca noAoOHH Ha Te3n, HabNAaBaHHY NIPH APYTH
nedanoCcnopuHM 3a NepopanHo NpuioKeHne. KOHTPOJIUpaHUTE KIMHUYHY M3NUTBAHKUA NTOKa3BaT Jobpa

NOHOCUMOCT KbM LEPIpO3n.

[TpubauszuTenHo 2% OT NAHUEHTUTE MIPEYCTAHOBABAT JICUEHUETO C LedNPpOo3KIT 3apajiH NPOABa Ha

HeXeJIaHHU JIEKAPCTBEHHN PeaKIiy.

H3non3paHa e knacuUKalMa Ha HeXKeIaHUTE IeKApCTBEHH PeakUHK N0 HeCToTa H CHCTEMHO-OpraHHH
knacose no MedDRA KoHBeHLMATA.

Mmnoro yectn (=1/10), yectu (=1/100 no <1/10), neuectn (=1/1000 no <1/100), peaku (=1/10 G600 no
<1/1000), muaoro peaxu (<1/10 000), ¢ Her3BecTHa HecTOTa (OT HATHYHUTE JAHHHU HE MOXKE f1a Oble

HanpaBeHa OLIEHKa).

Cracremo-opraHHH K1acobe YecToTa MedDRA TepMHH
Hnexyuu u ungpecmayuu YectH CynepuHpekuus

BarunanHa uHdexus
Hapywenua Ha kxpvema u Yectn Eosuundunus |
AuMprama cucmemd [Heqecm Hamanen 6poii Ha 6enuTe KPBEBHH KIETKH

Peaxu TpombouuroneHus
| Y ABIDKEHO MPOTPOMOHHOBO BpEME
Hapywenus na umynnama Penxu AHruoenem
cucmema AHapunakTHYHa peakuus
_ : CepymHua bonect

Hapywienusn na nepenama UectH CBeTOBBpPTEX
cucmema HeyecTtH CrcTosHHe Ha 00bpKBaHe, 6e3CpHue,

COMHOJIEHTHOCT, ICUXOMOTOPHA

| XMOEPaXTHBHOCT, HEPBHOCT, r1aBOOONHE

Cmomauino-ypesru napyuienus | Yecrn BonkH B kopeMa

Huapus

["aneHe

[ToBprinaxe

Peaku Konut
[IcepnoMeMOpaHO3€H KONUT
q | HeussectHa | IIlpomsiHa B 1{BeTa HA 350HTE

Xenamo — bunuapru Hapyutesus | YecTH [ToBuieHa acnapTaT aMHHOTpaHcdepasa

[ToBHIEHA aANAHHH AMHHORDSHCHED A o,

| Heuecrn IloBHilicHa B KPbBTA & ' 8¢




XonecTaTHYHA XBJITEHHLA
ITosuuen OMINPYOHH B BTA

Hapywenus na xoxcama u YecTh
ROOKONCHAMA MbKAH HeuectH

CuHapoMm Ha EpureMa MmyrTHdopMe
['enuTaneH npypurTyc

[ToBHILIERa ypea B KpPBBTA
[TosuLIeH KpeaTHHHH B KPBBTa

Hapvuernus na 6vbpeyume u
nUXOYHUME NbMUa

Qbuiu HAPYIEHUR U e@em;m Ha | Peaxu [Tapexcus

MACMOMO HQ RDURONCEHUE

OO0pHB M YPTHKApHA KATO HEXKENAHH pPeakiuy NpH neueHne ¢ uednpos3un ce HabmogaBar no-4ecTo npu
Jena. CuMnToMHTE OOMKHOBEHO HACTBLIIBAT HAKOJKO AHH C/Ie]] 3aN0oYBaHe Ha Tepanuara H OTLIYMABAT 0
HAKOJIKO JHHM CJIe] [TpeKpaTaBaHe Ha JIeYeHHETO.

3a HAKOHU OT cieaHuTe CROUTHI ce choblnaBa, o BpeMe Ha NOCT-MapKeTHHroBo HabmoaeHue,
HEe3aBUCHMO JaJIH € YCTAHOBEeHA NPUYHHHO-CIIEACTBEHA BPb3Ka ¢ Hednpo3nn: aHadunakcaims,
AHTHOEEM, KOJIHT, BKITIOYHTETHO NCEBRO-MEMOPAHO3CH KOIMT, epHTeMa MyATHGOPME, TPpecKa, CepyMHa
6onect, CHHAPOM Ha Stevens-Jonson H TpoMOOIIUTONEHHKA.

[To BpeMe Ha NOCT-MapKETHHIOBO HabmoAeHHe € JOKIaaABaHO obeslBeTaBaHe Ha 3BOUTE.

CrofLaBaHe Ha MONOIUPAHM HEXEAaHH PEaKLIHH
CrofmaBaHeTo Ha MOJAOIMPAHH HEXENAHNM PEAKIIMH ClIC] paspenlaBane 3a ynorpeda Ha IeKapCTBEHHA

NPOAYKT € BaXHO. ToBa Mo3BONABA Jla NPOAL/DKH HAabNioleHHeTo Ha CHOTHOLISHHMETO NON3a/PHCK 3a
NeKapcTBEeHUA NpoaykT. OT MEANLHHCKHTE CIIELIHAIMCTH Ce H3UCKBA Ja cho0I1AaBaT Beaka NOAO3HpaHa
HeXxeNaHa peakuud upes M3mbnuuTensa areduua no nexkapcrsara (MAJD:

ya. JamaH ['pyes® Ne 8

rp. Cogus 1303,

TeNa. +359 2 8903417

eJ1. noua: bda@bda.bg

yebcaliT: www.bda.bg

4.9 IIpeno3upane

EapHngHy J034, ot nopaabka Ha 5000 mg/kg, npunaraHd BepXY )KMBOTHH B IIPOYYBAHHATA 32
TOKCUYHOCT, HAMAT CEPHO3HH WIH JIETANTHH MOCIEACTRHA.

EaunnaHy 1o3u, oT nopagebka Ha 3000 mg/kg, npunaraHy BpXY MakalH npeAu3BHKBaT auapns Oes
ACTAIHHU NTOCTIEACTBHAL

Ilpu cnyvau Ha npeao3HpaHe, 0COOEHO NpPU NAUMEHTH ¢ HapylueHa OpOpeuHa PyHKUMA, XeMoaKaNH3aTa
NoATIoOMara OTCTPAHSBAHETO Ha Liednpo3un OT OpraHu3Ma.

Hednpo3un ce enuMHHHMPA rjiaBHO npe3 0x0pennTe.

5. ®APMAKOJIOTHYHH CBOHUCTBA

5.1 <PapMakoaHHAMYYIHH CBOHCTBA




MexaHu3EM Ha JEHCTBUE
LHednpo3un uuxubupa cHHTE3a Ha MPOTCUHH B DaKTepHAaIHATa KJIETHYHATA CTEHA, YPE3 CBBP3BAHE € €IUH

HITH ITOBEYE OT MeHHULHUIHH-CBBP3RALINTE NPOTENHH, KOETO MTOJITHCKA NPOLECUTE Ha CUHTE3 Ha
NenTHAOTMOKAH B OaKTepHanHara KJeThb4YHa CTeHA.

Muxpobuonozun
Iledpnpo3un uMa [MMUpOK CNEKTHP Ha AeHCTBHE, CPELLy FpaM- MMONOXKHTENHH H IpaM- OTPHLIATENHH

HakTepuu.

Llednpo3un e akTHBEH Cpelly MOBEYETO LIAMOBE HA ClIeAHUTE MUKPOOPraHHU3MH in Vitro:

Aepobun, rpaM - NOJOXKHTE/THH MHKPOOPTaHH3IMH:
- Staphylococcus aureus (BKNIOYMTENHO - NaKkTaMasa MpoayUMpalli aMose),
- Streptococcus pneumoniae,
- Streptococcus pyogenes.

[lednpo3un He € aKTUBCH CpeLly METHLHIHH-PEIUCTEHTHH IaMOBE CTAQUITOKOKH.

AepobHH, rpaM - OTPHIIATEIHH MHKPOOPraHH3IMH:

- Haemophilus influenzae (Bkmoyurenso f- nakraMasa npoAyuHpaliy WamMoBse),
- Moraxella (Branhamella) catarrhalis (BKIIOUHTENHO - NaKTaMa3a NIpoAYLHpAalllH [1iaMOBe).

BesonacHOCTTa H e(peKTUBHOCTTA HA LSPIPO3IUI NpH JIeYCHHE Ha KIMHUYHA NHPEKUHH, IPUYHHEHH OT
Te3d MHKPOOPraHU3MH, He ¢a YCTAHOBEHH IPH aJIEKBATHH U 106pe KOHTPOIUPAaHK ITHHHYHH
NpOy4YBaHHA.

Aepobuu, rpaM - NOJIOXKKTEIHH MHKPOOPraHH3IMH:
- 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.

Llebnposun He € akTuBeH cpeuly Enterococcus faecium.

Aepobuu, rpaM - OTPHLATEIHH MHKPOOPIraHH3IMH:
- Citrobacter diversus,
- Escherichia coli,
- Klebsiella pneumoniae,
- Neisseria gonorrhoeae (BKIIOUHTETHO f- TaKkTamMa3a NMpooyLUpalilH LaMOBE),
- Proteus mirabilis,
- Salmonella spp.,
- Shigella spp.,
- Vibrio spp.
Llednpo3un He € akTHBEH cpeury Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris,
Providencia, Pseudomonas u Serratia.

AHaepoOHH MHKPOOPTaHUIMH:
- Prevotella (Bacteroides) melaninogenicus,




- Clostridium difficile,

- Clostridium perfringens,
- Fusobacterium spp.,

- Peptostreptococcus spp.,
- Propionibacterium acnes.

[MToseueto WaMoBe Ha Bacteroides fragilis ca pe3UCTEHTHH KbM LEdNPO3n.

5.2 DapMAKOKHHETHYHM CBOHCTBA

Abcopbuus

IMpodukc ce pesopbupa nobpe cnen nepopaneH npueM.
broHanM4YHOCTTa Ha LeIpPO3nI HE ce MOBNUABA OT MPHEMa Ha XpaHa.
[TepopanHaTa SHOHATHYMHOCT Ha Lednpos3un € okono 90%.

PaznpeaeneHue
CBbpP3BaHETO Ha LepNPO3UA ¢ IINa3MEHUTE NPOTEHHH € 0k00 36 % U He ce NOBJIMABA OT

KOHIHTpaLMaTa B Arana3oH oT 2pg/ml ao 20 pg/ml. CpeaHuaT miasMeH nonyXHBOT Ha Ue@Ipo3un npu
HOpMAaTHY HHAKBHAM € npuOmu3uTenHo 1,3 yaca.

HaMa ganHM 3a KyMynnupaHe Ha Ledrnpo3un B 1a3Mara, Npy HKAMBHAY ¢ HOpMaiHa OB0pedHa QyHKLuS,
clie MHOTOKPaTHO NpUNIOXeHHe Ha 103K Ao 1g / 8 yaca B npoab/keHue Ha 10 Hu.

EnuMHHHpaHE
Lle¢npo3un ce enMMHHa OCHOBHO Ype3 ypuHara (npudnusutento 60% ot npuerara 2o3a).

ToTanHUAT MIa3MeR KIUPEHC HA Hednposun ¢ okono 3 ml/min/kg, npu 666peuel KnMMpBHC okono 2,3
ml/min/kg.

Cpennure mia3MeHH KoOHLUeHTpaunH (1,5 yaca cneq npuaoXkeHne Ha Hednpo3nit Ha TMAajgHo), B A03H OT
250 mg , 500 mg u 1000 mg ca pecnekturHo 6,1 ug/ml, 10,5 pg/ml u 18,3 ug/ml.

CpeiHHTe KOHLUEHTpALHM B YPKHATA [0 BpeME Ha ITbpBUA 4-4acOB NEPHUOA cliel NpyeM Ha Uednpo3un B
no3u oT 250 mg , 500 mg u 1000 mg ca pecnekruBHo 170 pg/ml , 450 pg/ml u 600 pg/ml.

Cnen npuioxeHueTo Ha efHa fosa ot 15 mg/kg unu 20 mg/kg npy naneHT! ¢ XpOHHUYEH CPEAEH OTHT,
KOHLEHTpALHUTE Ha LEePMPO3UI B TEHHOCTTA B CpeJHOTO yX0 Bapupa ot 0,06 pg/ml go 8,7 pg/ml.
KoHleHTpaluuTe Ha LedIpo3u B TEUHOCTTa B CPEAHOTO YXO OCTABAT HaJ MUHUMAaNHATa HHXHOUTOpHA
koHLeHTpauua (MIC) 3a noBeveTo IIMPOKO pasnpocTpaHEeHH OakTepuH, CBbpP3aHM CbC CPEeACH OTHUT, 3a
noBeue oT 6 Haca cien npueMa My.

JInHeHOCT
3aBHCHMOCTTa MEXAY MIa3MeHaTa KOHLUCHTpaLHA Ha Hedpo3un W NpUeTaTa J03a € NHHEHHa B pAMKHTE
Ha TepaneBTHYHHUSA UHTEPBAI.

IHavuenmu c 6vbperino yspesxcoane

[pu nanuenT# ¢ HaManeHa OuOpeyHa pyHKUMA ce HabnmoAaBa yaAb/DKaBaHe Ha [L1a3MEHUA MOY>KHBOT Ha
nednposun. Ilpu mbnHa nunca Ha 6u6pevHa GyHKUHS, TNA3MEHHAT NONYKUBOT Ha LIeIPO3HIT MOXKE Aa
JOCTHrHE J10 5,9 yaca. Upes xeMoaHanu3a To3d napaMeTsp Moxe Aa 6vae pegyuupan ao 2,1 yaca.

Ipy naleHTH CbC 3HAMUTEIHO YBpeaAcHa 0b0peyHa PyHKIHA HE ca YCTAHOBEHHU IMHTHILA HA EKCKPELIHSA
(BX. TouKka 4.2).

Hayuenmu ¢ ueprodpobro yepexcoarne
[Ipu nauueHTH ¢ YBpeAcHa YepHOApoOHa PyHKIMA HE ce HAbMI0aBaT CTATUCTHYECKH 3HAYHMHU Pa3/IHKH
BbB (hapMakoaAHAMHYHHUTE [TapaMeTpH.

I'epuampuunu nayuenmi




[Ipu oLeHka Ha papMaKOKHHETHYHUTE [TIOKA3aTe/Nd IIPH NalMeHTH Ha Bb3pacT Hag 65 roguHy e
YCTAHOBCHO YBEIIHUABAHE Ha CPEAHATA MO O KpUBaTa , KOHUeHTpalua-BpeMe” (AUC) ¢ okxono 35% —
60 %. 3HaueHHEeTO Ha Te3W BapuauuH BbB GpapMaKOXUHETHKATA Ha LedhPO3NI HE ca AOCTATHYHH, 3a [
Hanarat KOpeKuUms B JO30BHA PEXUM.

Heouampuuna nonyrayus

Cnen npunoxeHHe Ha eJHOKpaTHM 403K Ledmposua ot 7,5 mg'kg nnv 20 mg/kg Ha neauaTpuyHy
MalHEHTH, KOHLEHTPALMHTE Ha Luednpo3un papupat ot 0,5 pg/g 10 4,3 pg/g B ToH3unute U ot 0,4 ug/e
A0 4,9 ug/g B aneHonaHaTa ThKaH. M3cneBane KOHUEHTpALIMATA Ha LIeDIIPO3UN B TOHIUIHTE U
aJeHOMAHaTa ThKaH, NoBeue oT 3,2 yaca clej nepopaneH NpueM Ha uedbnpo3nsi, yCTaHOBABA NMO-BHCOKA
KOHIEHTpAl{Hd OT MUHUMANHKUTE WHXHOHTOPHH KoHLeHTpaunuu (MIC) 3a mupoxo paznpocTpaHeHH
MaTOreHH, KOKWTO NPHYHHABAT TOH3INIHNT W (GapHUHIHT.

DapMaKOKUHETHUHRHTE NOKA3aTeNH Ha LiePIIpO3UI TIPH Aelia Ha Be3pacT oT 6 Mecela A0 12 roauHu u
BL3PACTHU Ca CPABHHMH.

[Ina3menuTe KOHUEHTPALMM TIPH Acua, npyueMaiuy uednposnn B 1o3m ot 7,5 mg/kg no 30 mg/kg ca
CPaBHHMH C TE€3M NPH Bb3pacTHH, MpueMally uepnposun B 034 oT 250 -1000 mg.

MakcHuMaliHa [Ula3MEHa KOHLIEHTpaLUA ¢ce JocTHra OT | Yac 80 2 yaca cnej npHeM Ha uedpnpos3ui U
NOJY>XKMBOTA HAa €IMMUHHpaHe e 1,5 yaca.

Ion
Cpeaunara niou Noa KpyuBara ,,koHueHtpauua-epeMe”( AUC ) npu xeHu e ¢ 15-20 % no-sucoka ot Tasu
p¥ MBbXKeE. TE€3H Bapuaiiy ca He3HAYNTENHH U He HallaraT KOpeKLUua B Ao3aTta ¢ro0pasHo nona.

5.3 IIpeakAHHHYHH AaHHH 3a 6ezonmacHocT

IlpeAkMHHUYHKTE AaHHH 32 0€30NMacHOCT He MOKAa3BaT ChbIUECTBEHH PHCKOBE OT ynoTpebdaTa Ha
LHedNpOo3UI NpH Xopa.

ITpH KNAHHHYHO NPUTTOKUMMH 103M HAMA JAaHHH 32 CHCTEMHA TOKCHYHOCT MK TOKCHYHOCT HA TapreHTHUTE
OpraHH MpH Xopa.

HaHHuTE OT in vitro Y in vivo NpOyUBAHHATA 33 MyTareHHOCT MOKA3BaT, 4e B YCAOBHATA HA KITHHHYHOTO
MY TNIpHAOXKEeHHEe NedNpo3un HAMa MyTareHHa HJIM KJIACTOr€HHa aKTHBHOCT.

He ca npoBeXXJaHH ABATOCTPOUHH NPOYYBAHHUA In Vivo 3a OLICHSBAaHE HA KAPUMHOTEHHHS MOTEHIHA.
[IpoyuBanuATa 32 penpoAYKTHBHOCT HE NMOKA3BAT YBpeKAaHe Ha PepTUNHTETA NTPH XKUBOTHH.

HsaMa nanHm 3a KApUHHOI'GHHCT.

6. DPAPMAIIEBTHYHHU JAHHH
6.1 Cnucbk HA NOMOIHHTE BEeLIleCTEA

MukpoxpyacTanHa uenyio3a 4 KapMenosa HaTpui
KpocrnoBuaoH

MakporoarauueposnoB XHAPOKcUCcTEapaT
3axapoasa

I'munuR

AcnapTam

JluMoHeHa kucenuHa, 6e3soHa
CunuuueB AHOKCUI, KoouaeH Oe3BoaeH
Hatpues 6eH3oar

HaTtpuer xnopua

ApoMar baHaH

[lopobpuren Ha BKyca




6.2 HecLBMECTHMOCTH
HenpunoxHuMmo.
6.3 Cpok Ha roaHocT

2 roaAuHH
Cpok Ha rogHocT cnen pasteapsane -14 aum B xnagunuuk (2°- 8°C).

6.4 Crnenua’jgHH YCJI0BHA HA CHLXPAHEHHE

Jla ce cpXpaHsAiBa Ha MSCTO, HEIOCTBITHO 34 Jella.
Jla ce chXpaHABa NMpH TeMneparypa nog 23°C.

3a YCIOBHATA Ha ChbXpaHEHHE HA pa3TBOPEHMS NICKApCTBEH MPOAYKT, BHXTE TOYKa 6.3.
Ja ce cbXpaHaBa B OpUrHHANHATa ONaKOBKa.

He u3nonssaiiTe TO34 JIeKapcTBeH NMPOAYKT Clel CpoXa Ha NOAHOCT, 0TOeNA3aH BbPXY KaApTOHEHATa
onakoska. CpoOKbT Ha FOHOCT OTIOBApA Ha NOCAEOHUA A€H OT NOCOUYEHU MecCell.

6.5 BHA M cLALPXKAHME HA ONAKOBKATA

[Ipoduxc 250 mg/5ml npax 3a nepopanHa CycrneHsHA c€ J0CTaBA B CTHKIIEHA OyTUIIKa, ¢ kexnubapeH
L{BAT, C KAriayka Ha BHHT.

[ToMoiHO CpeACTBO - NNACTMACOBA MEPUTENHA MTBKHUHUKA ¢ BMECTUMOCT 5 ml.

byTunkara, 3aeJH0 ¢ MEPHTEIIHATA JTHKUYKA H JIMCTOBKATA 32 NALHEeHTa ¢a [IOCTABeHU B KapTOHEHa
KyTHs.

Bugose onakoeku;

ByTunka ¢ BMecTHMOCT 75 ml cpabpixatia 30 g npax 3a nepopanHa cycneHsua { 60 ml cycnensns).
byTtunka ¢ BMecTuMocT 125 ml csapprxaina 50 g npax 3a nepopanna cycneHsua (100 ml cycneHsus).

He BcHukH BHOOBE ONAKOBKH Marar na 6s4aT nycHaTH B npoaaxba.

6.6 ChnennajJHH NpeaANa3sHH MepKH NIPH H3XBLPJAAHE U paboTa

He n3xpbpnaiiTe ekapcTBara B KaHANMM3aMATA WIH B KOHTEMHEpa 3a JOMALLIHA OTIIAABLIH,

[Tonwuraitte Bamua gapMalesT kak Aa M3XBBLPIATE JIEKapCTBaTa, KONTO Beye He Hinonzpate. Te3n Mepku

€ CIIOMOrHAT 3a OIla3BaH€ Ha OKOJIHATa Cpedad.

Heusnon3paHUAT NEKAPCTBEH NPOAYKT HIH OTNAaAbYHUTE MAaTEPHAIIM OT Hero TpAOBa Aa ce U3XBBLPIAT B
CBOTBETCTBHE ¢ MECTHHUTE H3UCKBAHMA.

7. IIPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
HOBEJI PAPMA EOO/]

oyn. ,buarapus” NelQ9
Coodus 1404, brnrapus

8. HOMEP HA PASPEHNIEHHETO 3A YIIOTPEBA
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9. JAATA HA IIBPBO PAZPEINABAHE/MIO/JHOBABAHE HA PASPEHNIEHHETO 3A
YIIOTPEBA

JlaTa Ha mEpBO paspeiaBane: 14 wuun 2017 .
JaTa Ha nocnenHo noaHoesapaHe: 18 man 2022 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

01/2025 r.




