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[AaLARATENRA ATEHLA N0 NEKAPCTEATA

Kpamica XapaKmepuomura Ha ApOgyKmMa - MpUADXKEHUG !
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1. HME HA JEKAPCTBERHA [IPOIVKT 45 TN -l AR AR S e

A | Paspeuien 14 -06- 00
Ipodmxc 500 mg Gunmupany Tabnetku Sgetippunse M e Lo
Profix 500 mg film-coated tablets

2. KAYECTBEH H KOMHYECTBEH ChCTAB

Besika dunmupana Tabnerka caabpia 523,13 mg uednposun MOHOXUApAT (cefprozil monahkydrate),
exBABasieHTeH Ha 500 mg uednposun (cefprozil)
34 nbNHUA CNIHCHK HA HOMOIIYHTE BEMECTRA, BROKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Ounmupana TabneTxa.
benn opanyn GpunMupany TabNeTKY ¢ AeTHTENHA YEPTA OT SAHATA CTPAHA.
Tabnerkara Moxe Na GbAc pasfAeneHa Ha 1BE PaBHA JO3W.

4. KIHHHYHH JAHHNA
4.1 TepameRTHURR HOKa3auNUs

Hpoduxc € nokasas 32 JeyeHre Ha JeKH 10 YMePeHH HHQEKUHE, NPUYHHEHH OT 4y BCTRUTEAHY KEM
uednpo3nn BHaMOBE Ha MEKPOOPTaHH3IMH !

* Vndexnuy Ha ropHUTE TUXATENHU THTRLIA - HapuHTHT, TORSHINT IPHYUHERH 0T Streplococcus
pyogenes;

» CpeseH OTHT IPHUMHEH OT Streptococcus pneumoniae, Haemophilus influenzae (Bxmouurenso f-
J1aKTamMasa npoayuupamu maMose) H Moraxella (Branhamella) catarrhalis (sxmiouurento f-
JIaKTaMasa NpoNy MpaLly MiaMoBe);

o Cauy3uTd TpHMMHEHH OT Streptococcus pnewmoniae, Haemophilus influenzae (pxmiogmTenso f-
NAKTaMa3a NpoAyuMpatiK waMose) o Moraxella (Branhamella) catarrhalis (pxsounTento f-
NAKTaMa3a MpoNy LMpaniH [LaMoBe);

¢  Hudexupn na JomHMTE AHXATENHH THTHING, BKIOUBANY BTOPHYHY GakTepHantd RHexuun Ha
OpoHXuTE W XPOHHHHH GPOHXMTH NPHYMHEHH OT Streptococcus pneumoniae, Haemophilus
influenzae (BrmoddTeNHo f- nakTama’a NpoRyLMpauly wamore) u Moraxella (Branhamella)
catarrhalis (BXIIOYHTENHO f- TAKTAMA3A TIPOAYIMPALIR WAMOBE);

* Heycnoxuenr HHQEKLHN Ha XOKATA ¥ MEKMTE ThKaky - afuecH, 1384, HHPEKTHPAHH PaHH,
UeAy AT, NPHIHHEHH OT Staphylococcus aureus (BRMOUHTENRO NEHHUHIIHE POy IMPAIHA
waMoBe), Streptococeus pyogenes. Abuecute 00HKHOBEHO H3HCKBAT XHDYPrUves APeHax;

¢ Heycnoxreny ndexnyy Ha THKOYHUTE ETHUIA, BKIIOYBAUIH OCTHP HHCTHT.

4.2 [loaHpOBK2 H HAYYH Ha NPUIOKCHRE

Hosngonxa

HNonyaanua/URdpexnun J03HpOBKI

Be3pacmuu u deya nad 12 zodunu

Hndexnan Ha rOPEHTE AHXATE/IHH DHLTHINA




QapyHIHTH, TOH3WIHTH 500 mg wa 24 gaca

Chuysur 506 mg wa 12 waca unu
+ 250 mg na 12 vaca

(TIpu ymepena no Texka uHdekIms 500 mg Ha 12 vaca

TpAOBa 1a c& U3NONI3BA II0-BHCOKA

o3a)

HAadernnyg A R0XEHTE THXATETHE TLTHING

Bropuaunu Gaxtepuanid HHQEKIHHE ha 500 mg 1a 12 vaca
GpoHXHTE H XPOHHHHM OPOMXHTH

Hredexnua Ba KoKaTs H MEKUTe ThKAHH
Heycnoxuenn nbexuun Ha Koxara 1 250 mg na 12 yaca
MEKHTE THKAHH 500 mg Ha 24 yaca W

500 mg Ha 12 vaca

Heycnowaens sugieKUAH Ba NTHKOYRUATE 500 mg na 24 yaca
NBETHINA

Leua om 2 80 12 zodwna avapacm

Hedexnnn 22 ropHATE ARXITENHH ILTHINAYY
QDapuHryTH, TOHINIATH 7,5 mg /kg #a 12 vaca
HMipdexuny 52 KOXATA B MEKATE ThKARHA **

HeycnoxreHn undexisy Ha KoxKaTa H 20 mg/kg Ha 24 qaca
MEKHTE ThbKAHA

BeGema u deya (om & meceya do 12 200wuna sv3pacm)

Hadexund Ha ropaATe AUIATEAHE NHTHINA**

Cpeneu orur 15 mg/kg Ba 24 vaca
CuRysuT 7,5 mg /kg na 12 yaca
(ITpu ymepena fo Texka HadeKLys 15 mg/kg na 12 uaca
TpsiORa a e U3MON3BA IO-BUCOKA
Ao3a)

*
noue 10 aun

*¥ . na He ce NpeBHIMARa NPENOPHLYMTENHA JO3A IPH BB3PACTHH

Tlpn pEapacTHy 1 neua Hap 12 roAMuiAa BE3PACT € MOAXOAAO Hanon3BaneTo Ha TTpody

Hayuenmu ¢ 6vbpeuno yapesxcoane

10 gau*

10 nan

10 auu

10 nun

10 meu

10* aan

10 aau

10 nun

10 nEn

- IEYSHNETO Ha uH(peltun NPAYMHERH 0T Streptococcus pyogenes ¢ [Ipoduxe Tpabsa aa NPOABIXY




TIpu namuer™d ¢ &6peyno yspexknade no3ata Tpalsa Ja ce TUTPHPA B 3aBUCHMOCT OT TEPaneBTHYHIS
OTTOBOP.

OnuThT NpH NALHEHTH ¢ MHOTO TEXKA WIH TepMHHATHA §B0pedHa HeTOCTATBYHOCT € OTPaHHYeH.
TIpoguxc ce enMHHKpa 9aCTHYHO TIPH XEMORHMan®3a, 3aTosa upheM Ha I1podukc e npenopruntenes
Clie]] 33BBbPLIBAHE HA XEMOAHAMH3ATA.

Kpeatnsos Knupshc Jozapoexa J030B uRTEpBaA
(mi/min)
30-120 KaKTO NPH NauneHtH 6e3 KaKTo ITPH  nallMeHTH 0¢3
OBOpeYHO YBpeX/aHe GuOpeyno yepexaase
0-29 50% ot obuuaifnara go3a KaKTO NIPH nanventy Ges
GeOpeuno yspexiaHe

Hayuenmu ¢ wepnodpobio yepescoare

ITpr nauMeHTy ¢ lIeko YePHOEPOOHO yBpekaane Be e HeoBXOMUMO KOPHIHpase Ha MpenopsYEanaTa
IDHEBHA 1034,

Hauny #a npunoxenye

epopanno.

INpoduxe He Tpabea na ce nprHema Ge3 AeKapcko Npeanncanye.
bropanuHocTTa Ha [poduke He ce noOBIHABR OT IpHeMa Ha Xpaua,

4.3 TIpoTABOHOKAIRHAN

CapbXyBCTBUTENIHOCT KBbM HE(IIPO3HI UK KbM HAKOE OT [IOMOLIHHTE BELIECTRa, W30poeHH B Touka 6.1,
Cappx1yBCTBUTENHOCT KbM aHTHOMOTRUM OT KAaca Ha nedalocnopHHuTe.

4.4 Cuennajny BpeAyNPexRACHAR B NPeATAIHE MEPKM IPH ynorTpe6a

IIpeny sanotBsase Ha TepanHs ¢ Ilpoduke TpaGea fa e Hanuyha HudopMaKs 33 TOBA ZAIH TAUHEHTA e
VIMAJ IPEAXOKAAINH DERKUMH HA CBPHXUYBCTRUTENHOCT KbM UedanocnoprHH, NEHHIHARAY WY JPYTH
AeKapeTBa.

Jlenenneto ¢ HpodHuKc Ha NALUERTH ¢ YCTAHOBEHA CBPBXYYCTBHTENHOCT KbM TIEHHIITMHOBUTE
NpoH3BOAHM TPa0Ba Na ce U3BBLPLIBA C NOBHINEHO BHUMEHHE [IOPATH A0Ka3aHA KPBCTOCAHA
YyBCTBUTENHOCT Mex Ty GeranakTamuate antubuoriun. Ta ce npossasa npu 10 % oT Gonuute ¢ RadBK
33 NCHALHIMHOBA aNepris.

Ipu npossa Ha ameprudny peaxuH, nevennero ¢ Mpopukc Tpaéna na Ghae npeycranoBeHo.

Temxu OCTPH peakiyil Ha CBPBXYYBCTBHTETHOCT H3NCKBAT CHEUIHO IeHeH e,

JleueHneTo ¢ aHTHOAKTEPHAIHY CPencTBA NPEAWIBHKBA NPOMAHA 8 HOpManHaTa $iopa Ha aebenoTo
4€pBO, KOETO BoaM 10 cepexpactex Ha Clostridium difficile (CDAD).

Clostridium difficile NnpoN3BeXIaT TOKCHHY A H B, KOHTO JONPHHACAT 33 Pa3BUTUETO Ha Auapus,
cevpaana ¢ Clostridium difficile (CDAD),

Jmapua cenpsana ¢ Clostridium difficile (CDAD) e zoknansana npn ynorpeGata Ha NOYTH BCHIKH
aHTHOAKTepHAnHK CpeAcTBa, BRAIOYHTENHO ¥ TIpOdHKe, 1 MOXKE Na BAPUPA 1O CEPHOIHOCT OT NeKa
Iuapus 10 QaTanes KOMHT.

CDAD 7psabsa za ce uMa RpeIBUA IPH BCHUKH NALMEHTH, KOUTO Pa3BUBAT AHAPHS Crel ynorpela wa
anTnbHoTHOY. HeobX0oAnMo & BHMMATEIHO cCHEMAHE Ha aHAMHE3ATa, Thil KATO € JOKIANBAHA N051BA Ha
CDAD niopeve oT jsa Mecella Cliefl NPHIOKEHHETO Ha aHTUGAKTEPHATHH CPeNCTBA.
Axo CDAD ce nono3upa wis NOTELPIK, MOXKE Aa Ce HaJIONKH NPEKPATABANE HA YNOTpE
aHTHOMOTHIN, KOHTO He ca Hacodenu cpewly Clostridium difficile.




[poasmxuTenuoro nevense ¢ Mpoduke Moxke Aa AOReNe 10 PA3BHTHETO HA PEIUCTEHTHR GakTepUanty
mamone. OcoffeHo BAKHO € NeYeHHeTo Ha G0.IHmA Ja ce H3Bhpilsa noj Habmonenue. AKo no spemMe Ha
JICYCHHETO HacThNM Cyniepundexnns, Tpabsa aa ce p3emaT He3abaBHO CHOTBETHHTE MEPKH.

Joknazapan € NONOXHTENSH AUpeKTeH TecT Ha Coombs 1o BpeMe Ha nedenve ¢ HedanrocnopyHORH
AHTHOWOTHUA.

Bebpexna nedocmamvynocm

Ilpu 6onHu ¢ Texxxa GROpenHa MUCYRKIUY (KPeaTHHOB KARPEHC < 30 mi/min) obinara 1HesHa fo3a
Tpotduke Tpadsa na ce HaAMaH MOPAKH BHCOKHTE H/HIH NPOIBLIKUTENHH IUTA3MEHH KOHIEHTPAUAN Ha
Leprupo3n.

Ledanocnopunute Tpsabsa aa ce npuiarar ¢ ocoGeHO BHUMAHHE TIPH NIAUMEHTH TPHEMAIIH XY peTULH.

Heduampuuna nonyaayus
BesonacHocTTa ¥ e(peKTHBHOCTTA NIPH NEAMATPHIHH TAXHCHTH Ha BH3PAcT NoA 6 Mecena ue ca
YCTAHOBEHH.

4.5 BaaumopgelicTBHE ¢ APYTH JeKAPCTBEHH UPOAYKTHE H APYrd GOopMH HA B3aAMoaeHCTBHE

EnHOBpeMEHROTO IPUACKEHHE Ha AMMHOTTIAKO3UIHY | HeDanoCTOPHHOBR aHTHOHOTHIY MOXe 14
HOBEAS N0 NOABA Ha He(POTOKCUUHOCT,
ExnoepeMensoTo npuiarane Ha npoGeHela yAsosBa naowra nog kpusata (AUC) 3a nedmposui.

LiedanocnopyHOBHTEe aHTHOROTHIH MOTAT 14 Ca NPKYMHKA 33 GATIUHBH HONOKUTENHH PeakIHu 32
[AI0KO03a B YPHHATA C MEACH PEAYKTAEH TECT, HO He C €HIAMEH TEeCT 3a FRIOKO3YDHA.

Qanundea OTPULATENHA PEakIng MOXe Na ce HaOmoaasa npy depuiHaiHAHHA TECT 32 ITIOK033 B KPHBTA.
Hanuunero na uednposns B KPLETA HE NOBNMARA PE3YIITATHTE OT H3CNEABAHE HAa KPSATHHUH B M1a3Ma H
YpHHA C aKaNeH HKpAT.

4.6 Deprunmrer, (peMCHHOCT B KbPMERE

BpeMeHHOCT

Ynotpebara Ha IIpoduke 1o sBpeme Ha GpeMEHHOCT HE ce NPEnopbBa, OCBEH B CIYYaHTe, KOrarTo €
HATOXHUTENHO.

Hsama nasuu 3a yepexsane Ha detyca ot nedrnpo3nn npy NpoyuBaHus HA PENPORYKTHBHOCTTA,
TIPOBENEHH NpH 3aliiy, MHIIKY H ITEX0BE B Jo3H choTBeTHo 0,8; 8,5 1 18,5 meTH MaKCHMATHHTE HHEBHH
mosa npu xopa (1000 mg), ocHosany na TenecHa NoBUPXHOCT (mg/m? ).

Kspmene
Io-manko ot 0,3% ot no3aTa, NPUITOKERA NPH KbPMALKH, CE EKCKPETHPa B KbPMATA,
Npunoxenueto na [podmke mo peMe Ha kbpMene TpabBa Ta ce WIBLPINBA C NOBUINEHO BHHMAHHE.

4.7 EdexTh BopXy ciocobHocTTa 38 modhupane 1 patoTa ¢ Mamaue
Henpuanoxumo,

Tpabra na ce 38ae, ye [TpoduKc e BIMOKHO 12 IPHUHHK 3AMATHOCT W/KIM OTHAAHANOCT, KOSTO MOXKE Aa
noBnMge crocodnocTTa 3a niodupane H pabora ¢ MaIDHEMY.

4.8 Hekenan TeKAPCTBEHHE PEAKNHN

Hexenannre nexapcTBeHH peaxiuy npu uednpo3nd ca nogofHH Ha Tesn, Habmonasauu

Redanocnopany 3a nepopanyo npwiokesue. KoHTponHpanuTe KIMEMYEHN M3TUTBaH
NOHOCHMOCT KBM Le(hIposn,




TTpubnusntenno 2% oT nalMeHTHTe NPEyCTAHOBIBAT NEYSHRETO ¢ NeNpPo3I 3apaay nposAsa Ha

HEXENaHH JIeKapCTBeH PEakiHH,

Wsnonssana e KJI&CHQ)HKBHHS HAa HEXKENARNUTE JIEKADCTECHY PEaKiiHH 110 YOCTOTa M CHCTEMHO~0PraHHU

xnacore no MedDRA xousenuusta.

Mroro yectn (21/10), wecru (21/100 a0 <1/10), revectu (=1/1000 2o <1/100), peaxu (>1/10 000 xo

<1/1000), maoro peaxu (<1/10 000}, ¢ HeHzBecTHa YecToTa (OT HANHYHHTE JAHHH HE MOXe 12 Obje

HanpaseHa OUeHKa).
CHeTeMBEO-OPTAHHHE K13C0BE YeeToTa MedDRA TepMun
Hucberyuu u undecmanun Yectu Cynepraderuns
Barnnanua uadexuyus
Ha HUR HO KPbema U Hectn Fo3uHAGHIHA
BuMcpnama cucmena Hexectn Hamanen Gpoii Ba Gennte KpLBHE KIETKH
Pearu TpomGonmTonenns
Y ABIKeHo NROTPOMGHHOBO BpEMe
Ha EHUA_HA UMVHHATRG Penxu ARrHoeneM
cucmemMa ARaHISKTHYHA PeaKLns
Cepymua 6oaect
Hapyruenus na nepsnama Yectn CReTOREPTEN
cucmema Heuectu CreTosinde Ha obwpxeane, OeachHue,
COMHOJIEHTHOCT, NICAXOMOTOpHA
XHOEepaKTHBHOCT, HEPBROCT, TIaBoGoHe
Cmomawmno-upesny napvuernus | Yecrn Bonxy B kopema
Huapns
Taneue
[oBpriliate
Peaxn Komur
TcepaoMeMOpano3es KOMuT
Hen3sectHa IMpoMana B nEera Ha 350KTE
Xenamo — 6uauapry napyuwenui | HYecru [Nosumena acnaprar aMmuHoTpanchepasa
TopMniena ananuH aMuHOTpascdepasa
Heuectn Tlopwilena B KpBBTa ankaika docdaraza
Penxn XonecTaTHuHa KBEITCHHUA
Tlosuilen GUINPYOHH B KPELBTA
a, HUR_HQ_ KONCAMA U Yecru Hepmatar
HGOKONCHQING IMbKAH HevectH OGpue ¥ ypTHKApUs
Peaxn Cuszipom Ha Epurema myntudopme
Fenuranes npypuryc
Hapyuwenua na 6v6peyume u Heuects Morumena ypea B KpbBTa
RUKQYHUINE NoMua IMosumen KpeaTHHUH B KPBBTA
Obuu napyuenus u epexmu na | Penxwm Mupexcus

MACMOMO RA RPUAOXCEHNE

O6puB 1 ypTHKapHs KaTO HEXENaHH PEAKUMA HpH Jiedenue ¢ nednposin ce Habmoga
neua. CuMnToMITE O0HKHOBEHO HACTHIBAT HAKOIKO JHHU CHEH 3ar0YBaHE Ha Tepar

HAKONKO JMHH CE NPCKPRTABAHE Ha TepannaTa.




3a HFKOM OT CNenHNTe cHOMTHA ce ChoOLIaRa IO BPEME HA NOCT-MAapKETHHIOBO HAOMOACHHE, HE3aBHCHMO
J2H € YCTAHOBEHS MPUYHHHO-CEACTBEH] BPE3Ka ¢ Nednpoann: aHaduIaKcalyd, aHTHOeeM, KOIHT,
BKIFOYUTENHO MCEBA0-MeMOPano3eH KONAT, eépuTemMa MYNTHHOPME, TPecKa, cepyMua GonecT, CHHAPOM Ha
Stevens-Jonson u TpoMbolmTONEHNS.

Ilo Bpeme Ha NOCT-MapKETHHIOBO HAGMIOASHHE € JOKTAABaK0 obe3uBeranarHe Ha spOuTe.

4.9 [IIpepcsapane

Enuau+dan a031, o nopsabka va 5000 mg/kg , npunarany BepXy KHBOTHR B IPOYYBAHMITA 32
TOKCHYHOCT, HAMAT CEPHO3HY WIIH NETANTHM MOCASACTBRA.

EauBA4HY 1031, OT nopagkka Ha 3000 mg/ke, npunarany pspxy Makalli [IpeM3BUKBAT AHapus Ge3
NeTAIHH NOCNEACTRAL,

[lpu cnyvau Ha npeaosHpade, 0COOEHO NPy NALYEHTH ¢ HapywieHa OnOpedna QyHKUHA, XEMOAHAIN3IATS
noAIOMara OTCTPaHABAHETO Ha Nednpouil OT OpraHm3Ma.

Hednposna ce enyMuHlpa rnasHo npes G6penwTe.

Chobluapane Ha NOAO3IUPAHH HEXKENAHH PEAKIHH
CpobuiapaneTo Ha MOXO3HPAHH HEKENAHM PeaKLUMH Ceji paspeinapane 3a ynoTpeba Ha nexapcTBeHns

NPOAYKT € Baxno. ToBa no3BoNiBa Na NPOXLIKA HAOMOASHHETO HA CROTHOIIEHHETO MON3a/PUCK 38
AekapcTBennd npoyKT. OT MENULMHCKHTE CIEIMATHCTH € H3HCKBa Ja CHODOIaBaT BOSKA TOA03HpaHa
HEKENIaHE PeaK1us Ypes:

Hanonnurenna arenuiua no nexapcrsara (MAJI)
yi. Jdamsu Ipyep” Ne 8

rp. Cogns 1303,

Ten. +359 2 8903417

exn. noma: bda@bda.bg
yeb6caifT: www.bda.bg

5. ®APMAKOJOI'dYHH CBOHCTBA
$.1 dapmaxogaHaMAIRA CBOHCTRA
PapmakoTepanesTRuRa rpyna: Bropa renepanys uedanocrmopasu, ATC xoxg: J01DC10

MexaunuzeM Ha nelicTene

Hedmpo3un uaxubGupa cHATE3a Ha poTeRHy B GakTepHANHaTa KNETHYHATA CTEHA YPe3 CBHP3BAHE ¢ eAHN
WM [TOBEYe OT NEHMIMIHH-CBbP3IBAILMTE NPOTEHHH, KOSTO IOATHCKA MPOLECHTE HA CHHTER Ha
NenTHAOTIIOKaH B DaKTepUanHATa KIeThUHA CTeNa.

Muxpobuoaorus
Lednpoann umMa m1pok cekTsp Ha AeiCTBHE, CPEULY rPaM- NONOKUTENHY K rPaM-OTPHUEATETHH
Gaxrepuu.

Llednposna e axtueeH cpeilly NOREYPTO MIAMOBE HA CIEAHHTE MHKPOOPIaHHIMH in Vitro:

Aepofau, rpam - ONOKKTENHY MBKPOOPTRHU3MA!
- Staphviococcus aureus (BKTIOYBTEAHO B- NaKTaMasa OPOIYLIMPAILH NIAMOBE),
- Streptococcus preumoniae,
- Streptacoccus pyogene.

Hednposnn He e aKTUBEH CPelly METHIMIHH-DE3HCTEHTHE HAMOBE CTADHIIOKOK

Aepoluu, rpaM - OTPHGATETHH MAKDPOGPrAHHIMHE!



- Haemophilus influenzae (BkniodRTeNnHE S- AakTaMasa NpoAyIMpaly AMOBE),
- Moraxella (Branhamella) catarrhalis (BrmounTenso f- nakramasa npoIy WHPAIIR WAMOBE),

be3zonacHocTTa ¥ eheKTHBHOCTTA Ha LednpoIWI NpY NeueHHe Ha KITUHUYMHA HEQEKIAH, IPUIHBEHR OT
TE3H MHKPOODrasi3MH, He Ca YCTAHOREHH NPH aNeKBaTHH H JoOpe KOHTPOIHpaRy KITHHHYHA
HpOYYBAHKS.

AepoGHn, rpaM ~ DONGKRTEIHE MEKPOOPTaHAIME:
- 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.

)

]

L

Hednposun He e aktuser cpety Enterococcus faecium.

Aepolun, rpaM - OTPHUATEIHH MAKPOOPIAHAIMA:
- Citrobucter diversus,
Escherichia coli,
Klebsiella pnesmonine,
Neisseria gonorrhoege (BRTIOUMTENHO f- faKTaMa3a MPORYIHUPALIN ITaMOBeE),
Proteus mirabilis,
Salmonella spp.,
Shigella spp.,
Vibrio spp.

Liedmposun se e axtiseH cpeiy Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris,
Providencia, Pseudomonas wn Serratia.

AnaepoGHN MEKDOOPraRA3IMH:

~ Prevotella (Bacteroides) melaninogenicus,
Clostridium difficile,
Clostridium perfringens,
Fusobacterium spp.,
Peptostreptococcus spp.,
Propionibacterium acnes.

T

[Moseuero mamose Ha Bacteroides fragilis ca peancTenTH XM uednposma.

5.2 PapMaxoKHHeTHYHH CBOficTBa

AGcopbuns

[Tpodwxkc ce pesopbupa 106pe ciiea nepopaien Npuem.
Buonamuunoctra Ha wediposAn He ce NOBAKABA OT TIPHEMa Ha Xpaya.
epopantata buonamHOCT Ha Hednposnn € okono 90%.

Pasnpenenense




CuepiBaneTo ¥a Hedupo3nN ¢ MIaIMEHUTE OPoTEeHHH € 0kon0 36 % ¥ He ce NOoBMUsABA OT
KOHUEHTPAUMATA B nHanaszon ot 2Zug/mi no 20 pg/ml. CpeasusT nia3Mer NONyxHBOT Ha tednposun mpy
HOPMaITHY VHIMBRAH & npubnusutenno 1,3 gaca.

HaMa nadnu 3a KyMyanpane Ha nednpo3un 8 nnaImMara, NP HEIMBHIK ¢ HopManua 6x6peusa dyHKws,
CA¢H MHOIOKPATHO NPUIOXKEHHEe Ha o3¢ 10 1g Ha 8 yaca B npopn/pkenne Ha 10 gui.

EnaMAHApayE
Hednposun ce emiMuna 0cHOBHO Ypes ypuHarta (Npabrusurendo 60% or npuetara [o3a).

ToraauHaT nra3IMeH KIHPEHC Ha nednposun e okono 3 ml/min/kg, npu Gu6peven kmipLEC okono 2,3
mb/minkg.

Cpensure nnasMeRn KOHUEHTpany 1,5 yaca clies NpuIOKSHUE Ha UeNPO3NN Ha FIalEo, B N03M oT 250
mg , 500 mg u 1000 mg ca pecnexrusHo 6,1 pg/mi, 10,5 pg/ml u 18,3 ug/mi.

CpefiHuTe KOHUEKTPAUHH B YPHHATA 10 BPeMe Ha MbPBUs 4-4acoB NEPHOA ClIeL HpHeEM Ha HedIpo3un B
nosu ot 250 mg , 500 mg H 1000 mg ca pecnextueno 170 pg/ml , 450 pg/ml u 600 pg/m.

Cnen nprnokeHHETo Ha €aHa Ao3a oT 15 mg/kg wnn 20 mg/kg pH NAUHEHTH ¢ XPORAYEH CPEEH OTHT,
KOHLIEHTPANHATE Ha yednpo3nn B TeYHOCTTa B CPEAHOTO YXO Bapupa ot 0,06 pg/m! 10 8,7 pg/ml.
KonneAtpauuute #a uednposun 8 TeMHOCTTA B CPEIIHOTO YXO OCTARAT HAK MHHUMAIHATA MHXMOHTOPHA
xoxuenTpauna (MIC) 3a noredero utHpoxo pasnpocrpaneny GakTepHH, CBEP3AHH ChC CPEAEH OTHT, 33
noseve oT 6 Yaca ciel NpAaaraRe Ha Hednposun.

Jdpnelinoct
3aBHCHMOCTTA MEXIY NIIa3MEHATA KOHUCHTPAIKA Ha HedrposhN U IPHEeTaTa fA03a € JinHeliHa B paMKHTe
HA TepancpRTUYHHA KHTEDBAN.

Havuenmu c 0v0peuno yepencdane

Hpn naupentn ¢ namanesa 6u0peuna Qyrkuss ce Haba04apa yap/DkaBane Ha NIA3MEHUS [IOMYXKHBOT Ha
uedmnposun. Ilpr meana aunca na 6u0peqHa GyHKUUA, IIA3MEHHAT NONYKUBOT Ha USPUPOIHIT MOKE B3
AocTarae Ao 5,9 yaca. Upes xemonvanu3sa To3d napaMeTsp Moxe Aa 6b4e pexyuvpan Ao 2.1 gaca,

[lpu naunenT! cbe 3HAYMTEAHO YRpenerna Gh0pedusa QyHKuMA He Ca YCTAHOBEHH NBTHINA HA EKCKPELHA
{8k, TouKa 4.2).

Hayuenmu ¢ weprodpobno yspexcoane
[Tpu naureHTy ¢ yBpeAeHa uepHoApoGHa GyHKUAS He ce HAGMIORABAT CTATHCTHYECKY 3HAYMMY PA3NIHKH
BBE (papMaKoAHHaMHYHHTE NapaMeTpy.

Tepuampuunu nayuenmy

{Ipn ouenka Ha GapMaKoKHHETHHHITE NOKA3aTENY NIPH NAMEHTH HA FR3PACT Haa 65 ronuns e
YCTAHOBEHO YBeNHUYABAHE Ha CPEANATA IO NIOT KPHBATA , KoHLeHTpanus — Bpeme™ (AUC) ¢ oxonoe 35 ~
60 %. 3Havyenrero Ha Te3H BapHaliH BBB (HaPMAKOKHHETHKATA Ha UedHpo3n He ca AOCTaTHYHH, 33 1a
HAJNAraT KOPEKUHS B AO30BHA PEiKHM.

Heduampuyna nonyaayus
Chen npuaoxeHue eaHOKPATHY Ko3H uedmnposun o1 7,5 mg/kg win 20 mg/kg Ha nequaTpHIHY NAUHEHTH,
KOHIeHTpALHKTE Ha lednposun sapupar ot 0,5 pg/g no 4,3 pg/g » ronsumare u ot 0,4 ug/g 7o 4,9 ug/g
B afileHOHHaTa ThKaH. M3cnenpaHe KOHUEHTpauHATa Ha Le@NPO3KN B TOHSWINTE K AICHOKRAHATE TEKAH,
noseue or 3,2 yaca Cnes nepopaneH NpHeM Ha uednpoanss, ycTaHoBIBa 10-BUCOKA KOHLEHTPAIIHS OT
MHHHEMAHHTE BHXHOUTOPHY KouuenTpauun (MIC) 32 wupoko pasnpocTpateHy NATOTEHH, KOWTO
TPHYHHABAT TOH3UINT ¥ (DAPHHTHUT.

QapMakOKHHETHIHATE TIOKa3aTeny Ha ueNpO3us IpH Jena Ha BB3PACT OT 6 Mece
Bh3PACTHH €a CPABHHMH.
InasMeHuTe KOHUEHTPAUMH NPH ALLa, TpHeMarny uednpo3un 8 203w or 7,5 mg/kg
CPaBHEMH € TE3H NPH BE3PACTHY, IIpUeMalty uednnpo3una 8 403U 0T 250 myg -100(Q




MaxcimManna nrasMena KOHUEHTpalusa ce JOCTHIa OT | 4ac no 2 4aca caeq npuem Ha ueduposun v
NOJTYKHBOTA Ha efTHMARApane ¢ 1,5 yaca.

Hon
Cpennara 1o #0J KprBaTa  JKoHuesTpanus — speme®( AUC ) ripu xenu ¢ ¢ 15% -20 % no-BHCOKa OT
T3y npM MbKe. Te3n BapHalrH ¢a HE3HAUMTENHHE W He HANArat KOpeKiHa B 103aTa Cr00pasHo nona.

5.3 TIlpeaxkannnusn naunu 33 GezomacwocT

TipeaxnvHUYHETE JaHHA 38 6€30HACHOCT HE NTOKA3BAT CHILECTBEHH PHCKOBE OT ynoTpe{ara Ha
uednposun npy Xopa.

Tlps xnEEEYHO NPHACKUMHK JO3H HAMA JaHRH 33 CHCTEMHA TOXCHYHOCT WK TOKCHYHOCT HA TAPreHTHUTE
opraHy fipy Xopa.

JaHHWTE OT in vitro H in vivo NPOYYBAHMATA 3a MyTATEHHOCT OKA3BAT, Ye B YCJIOBHATA HA KIMHRYHOTO
My TPHIIOKEHHE NeGnposwt HEMa MyTarcHHa HIIH KNacTOT€HHA AKTHBHOCT.

He ca npopexnany ApIrocTpouHH NPOYIBARKA in Vive 32 OUSHABAHE HA KAPUHHOrCHNYA NOTEHIHAIL
IIpoyusanHaTa 33 PENPOAYKTUBHOCT HE MTOKAIRAT YBPEKAAHE HA PePTUAATETA NPU KHBOTHHU.

HaMa nanen 3a KapuuHOTEHRCT. '

6. PAPMANEBTHYHU AAHHHU

6.1 Copcbk Ba DOMOIHAHTE BEINECTB2
Miixpokpuictanta nemynosa

Marnxe3ues ¢Teapar

Harprer HunlecTeH rngkonar (ThA A)
CHMETHKOH eMyJICHS

Bsso Opadry YS-1 7003 (Twranos nuokcnn, Xanpomeniosa, Makporon, [Tonucopbar 80)
6.2 HecnamecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roggocT

3 ropuun

6.4 CnenHanuy yCIOBHA HR CLXPaHEeREE
JHa ce CoxXpauaBa Ha MACTO, HEJOCTHIIHO 33 ASla.
Ja ce cexpaHgBa IpH TeMneparypa noj 25°C.

Jla ce chxpaHsBa B OPUTHHATHATA ONAKOBK2.

He u3nomssaiite Toba 1eKapcTBO CNES CPOKA Ha FOZHOCT, OTHENA33H BRPXY KAPTOHEHATA ONAKOBKa.
CpoxbT Ha rGAROCT OTrOBApS Ha NOCHEIHNMA NeH OT NOCOYECHHA MEecen,

He naxpppraalite JeKAPCTBATA B KAaHATHIARHATA HAM B KOHTEHHEpa 38 NOMAIGHK OTHAK

me CIIOMOrHAT 38 OLIA3BAHE HA OKOJHATA Cpena.



6.5 BujH cLIbPKAHAE B2 OBAKOBKATA

BunoBe OnakOBKH:

10 punmapaun Tabnetkd / 1 Gaucrep

14 dunmupann Tabnerxn / 2 Gnucrepa (7 dunmupany tabnerks / Gancrep)

20 dunmppann Tabnerxn / 2 Gnuctepa (10 duamupanu Tabnetxw / Grucrep)

6.6 Creunassn DpeANa3HA MEPKH UPH BIXBbD/IRHE

HensrionspadpaT nexapCTBEH NPOAYKT HAH OTHAABIHHTE MATEPHAIM OT Hero TpadBa A Ce M3XBbPIAT B
CBHOTBETCTBHE C MECTHHTE H3UCKBAHNMS,

7. HPHTEXATEJ HA PAPEIIFHUETO 3A YIIOTPEBA

HOBEJ ®APMA EOO/

OxonospecTer oeT Ne 36
Copua 1415, Benrapus

8. HOMEP HA PAIPELIEHUETO 3A YIIOTPEBA

Per. Ne 20170201

9. JATA HA ITBPBO PA3PEIHABAHE/TIOAHOBSBAHE HA PASPERIEHHETO 3A
YIOTPEBA

Jata ua uspso pazpemiasase: 14 youu 2017 1,
Jara ua mocneano nogHosanane: 18 mafi 2022 r,

10. JATA HA AKTYAJIH3HNPAHE HA TEKCTA

05/2022 1.




