KPATKA XAPAKTEPHCTHKA HA HPOAYKTA



1. HME BA JEKAPCTBEHUA ITPOAYKT

[Tpoguxc 250 mg/Sml pax 3a nepopanHa cycnedsus
Profix 250 mg/5 mi powder for oral suspension

2. KAYECTBEH H KONINYECTBEH CbCTAB

Beexd 5 ml ot npuroTeeHata nepopaita cycneH3us chaspikar 261,550 mg uednuposn MOHOXHApPAT
(cefprozil monohydrate), exsuBaneuted na 250 mg uednposun (cefprozii).

TIoMONIHH BelHecTRE ¢ H3BECTHO ACHCTRHE
Beexu 5 mi oT npuroTBeRaTa nepopaHa CyCieH3HS ChABPKAT:

AcnapraM { Aspartame) - 12,50 mg
3axapo3a (Sucrose) - 1764,95 mg
Makpornuneponos xuapoxcHcreapar (Macrogolgliceroli hydroxystearate) - 12,00 mg
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4.1 TepaneBTHYRE UOKA3AHEN

Mpoduxe € noxasas 3a edcHAE Ha NEKH A0 yMEPEHH HHPEKINH, NPHYEAERN OT UyBCTBHTEHH KbM
nednposzun mamMose Ha MEKPOOPTAHH3MH:

¢ Hudexunn va FrOpHATE NHXATENHH THTHINA - QAPUHITT, TOHUITHT NPUYMHEHH OT Strepiococcus
pyogenes;

¢ Cpenen OTHT NpHUKHEH OT Streptococcus preumoniae, Haemophilus influenzae (Bxmountento S-
NaKTamasa npoayuupainy mamose) u Moraxella (Branhamella) catarrhalis (Bxmoymurento B-
JaKTamMasa [poAynupany mamose);

o CHHY3HTH NpHYHHEHH 0T Sfreptococcus pneumoniae, Haemophilus influenzae (sxmovurenno f-
nakramaza NpoAyuupaiy mamose) u Moraxella (Branhamella) catarrhalis (Bxmounrentdo S-
JIAXTaMa3a npoAyuMpally mamMose);

e Mudexuuu Ha NOAHATE INXATEHU NBTHILA, BKIOYBALIM BTOPHUNH OAKTEPUANHH HHQEKIHHA Ha
OpoBXHTe H XPOHHYHE GPOKXUTH, IPHUHHERH OT Streptococcus preumoniae, Haemophilus
influenzae (BKMOUNTENRO f- nakTamasa Npoxyuupamy wamose) 4 Moraxella (Branhamella)
catarrhalis (BKIIOYHTENHO - TaKTaMasa NpOAYUHpPaUIH 1aMoBe);

* HeycnoxHeny HHpEKUNN Ha KOKATA H MEXUTE ThKAHH - ablecH, A38H, UHQEKTHPaHH pasH,
LIy IHT, IPUYMHEHN OT Staphylococcus aureus (BKITIOYATENHO NEHANUNKH NPOLY UKpaLn
wamose), Streptococcus pyogenes. Abrecute 00OMKHOBEHO M3UCKBAT XMPYPTrHYEH NPEHAK,

¢ Heycnoxnenu MH(EKUNH HA THKOYHATE WbTHINA, BKIIOYBAIH OCThD IIUCTHT.

4.2 o3npoBKa H HAMHH HA NPRJIOKERAE

EOSHQOBK&




Nonynranua/Madexnna Hoamposka Hpoab/KAETEAROCT HA
JCTeHUETO
Buvapacmuy y deya nad 12 20dunu
Hndexnnn 03 ropRATE ANXATENHH THTRINA
DapHHTHTH, TOH3HIHTH 500 mg Ha 24 vaca 10 gau*
Canyanr 500 mg Ha 12 yaca wid
250 mg Ha 12 uaca 10 mun
(I1pu ymepena ao Texka HRGeKHA 500 mg Ba 12 yaca
Tps0Ba Ja ce H3INON3BA NO-BHCOKA
A03a)
Huadexnnan Ha JONHATe ARXATEHHE IHTHINS
Bropuunn Gaxrepuanuy Budexuyn Ha 500 mg Ha 12 uaca 10 mrn
OpoHXMTe M XPOHHYHHM GPOHXHTH
Hadexnun ua xoxara B MEKBTE ThKAHN
HeycnoxkHenu vHpexnn Ha KowaTa u 250 mg na 12 vaca 10 zau
MEKHTE ThKaHA 500 mg Ha 24 vaca unu
500 mg Ba 12 yaca
Heycioxneny BadeKIAHE HA NAKOIHETE 560 mg ua 24 waca 10 zun
IBTHIUA
Heya om 2 dp 12 200uumq ew3pacm
Hudexnnn ua ropurTe ANXATEIHE NBTHITAY>
QapHHIUTH, TOHIUAHTH 7,5 mg /kg na 12 gaca 10* auy
Hndexnun 52 KoXaTA A MEKHTE TLKAHE **
Heycnoxaenu nudexnnn Ha xoxara u 20 mg/kg na 24 vaca 10 nau

MEKHTE THKAHH

Bebema u Jeya (om 6 meceya 9o 12 z0dmuna ev3pacm)

Viudexnnn A3 ropunTe AMXATEIHH ThTHINA**

Cpegex otur 15 mg/kg Ha 24 uaca
Cunyaur 7,5 mg /kg Ha 12 vaca
{Ipu ymepena 110 Texka BHOEKUA 15 mg/kg na 12 vaca

TpaGBa fa ce H3NON3Ba I0-BHCOKA




HJo3aj

* - nedenneTo Ha MH(EUNH TPHYHHENY OT Streptococcus pyogenes ¢ Tlpodmke Tpsa6aa na BpoabLmKY
noHe 10 auu

** - 2 He ce NPeBMINARA MPENOPHINTENHA 033 TIPH BHIPACTHH
Ilpy BB3pacTry U nelia Hax 12 roAumINA BE3PACT € HOAXOANIIO HANION3BAHETO HA ITpoduke TabneTxu.

Ilayuenmu c 6vbpeuno yepeacdane

Tpu namuenTu ¢ 666peyuo yspexaane, xosara Tpabsa A ce THTPYPA B 3aBHCHMOCT OT TepaneBTHUHHS
OTTOBOP.

OnHTHT NPy NaUMENTH ¢ MHOTO TEXKa WM TEDMUHANHA GbOpedHa HeAOCTATEYHOCT & orpaHHYeH.
IIpoduke ce enMMHHMPa YACTHYHO NPY XEMOAUATHSA, 33TOBA OPHEM Ha TIpomxce e npenopbuuTencn
clieql 3aRbpUIBAHE HA XeMOIHATH3ATA.

KpesaTHHOB KIMpbHCE Jo3aposka Ho3zon unrepsan
(ml/min)
30-120 KaKTO NpH naneeHTH Ge3 KaKTo YIpH nanueHTH Ge3
OROpeHo YBpeKAane Ou6peutio yepenaaue
0-29 50% ot oGuyatinara gosa KaKTo Opu NAUHEHTH De3
Ou6peuno yspexaane

Mayuenmu ¢ veprodpobro yepescdane
[Tpu nanwenTs c nexo 4epHOAPOGHO yBpexKAaHE He ¢ HEOBXOAMMO KOpUIrHpaHe Ha MPEenopLYEAHATA
AHEBHA 1033,

Havuy Ha npuioxenue
Hepopanuo,

Mpoduxkc ne Tpabpa na ce npuema Ge3 exapcko NpeInucanue.
Bronannanoctra na lpoduke He ce nOBIUABA OT NpHEMA HA XPaHa.

JZQ_W;OMQHQ Ha REPOPATHANA CYCNEHINT

s Orsopere GyTHnxara

¢ JloGaseTe npepapeHa | OXIANEHA BOAA, NPUGTH3WTENNO 4O [IONORHHATA Ha 6yTHnkara

* 3arpopere GyTUNKATA M PAIKTATETE A0 PAITBAPAME HA APAXa 32 NEPOPATHA CYCHEH3MA

* MavaxafiTe HAKOMKO MUHYTH, Zo6aBeTe BOZa 10 MAPKHPOBKATA M OTHOBO pa3KknareTe eHEpruvHo

43 IpoTRBonOKA3AHMA

CBPRXIYBCTRHTEHOCT KbM HEGIPO3A MM KbM HIKOE OT NOMOLLHHATE BeLECTBa, H30pOeHY B TouKa 6,1,
CBpBX4YBCTBHTENHOCT KbM AHTHOHOTHLH OT K12Ca Ha NedaNoCcnopHHATE.

44 Coeukanun upexyupesmzenas H NpeAna’Ay Mepkn Ips ynorpeda

IIpean 3anourane na Tepanus ¢ [ipoduke, Tpabsa Ia € HanHHKa HHGOPMALIHA 32 TOBA NaLHeEH

neKapeTsa.
Jleuennero ¢ TIpodnrkc, Ha NAUKEHTH C YCTAHOBEHA CBPBXUYCTBUTENHOCT KBM M€K
H3BLPIIBA C NOBHIICHO BHUMAHHE TOPATH JOK43aHA KPHCTOCAHA YYBCTBHTENHOCT



Getanakramuute aurnGroTHIY. T4 ce npossssa nipa 10 % oT GONHATE ¢ JAHKY 33 MERHIMIHHOBA
aNeprus.

Ipu npossa Ha anepradru peakunn, nevensero ¢ [Tpoduke TpsbBa na GbAe NpeycTaRoBEH).

Texiuu OCTPH PeaAKIUA Ha CBPSXYYBCTRHTSHOCT H3UCKBAT CHIEWHO JIeueHHe.

JlesienneTo ¢ aHTHGAKTEpHANHY CPEACTRA NPEAUIBHKBA IPOMAHA B HopMaiHaTa duiopa Ha gebenoto
Y€PRO, KOSTO BOJH N0 CBPBXpactex Ha Clostridium difficile (CDAD).

Clostridium difficile npoussexaar Toxcuus (A u B), KOHTO JONpHUHacAT 32 Pa3sBUTHETO HA AHAPHS,
cebp3ana ¢ Clostridium difficile (CDAD).

Huapus cewpsava ¢ Clostridium difficile (CDAD) e goxnanpana npu ynotpebaTa Ha MOYTH BCHYKE
antnbaxreprannm cpencTsa, BkaountenHo 1 Ipoduke, n Moxe a3 BAPHPA 110 CEPHO3HOCT OT Jieka
Auapna no daranes KOIAT.

CDAD 1pa6sa na ce Ma npeNBu/ pH BCHIKY NAUHSRTH, KOMTO PA3BHBAT JHAPUA CAEl ynotpeGa Ha
anTHbHOTHIY. HeofXonumo e BHUMATENHO CHeMake Ha aHAMHE3aTa, THil KATO e AOKIANBAHA NOSBA Ha
CDAD noeue o 1pa Mecelia CIIE]] NIPANICKERHETO HA BHTHOAKTEPHATHH CpeacTha,

Axo CDAD ce nonosnpa uiu NoTREPIH, MOXE [a CE HATOKH HpEKpaTABaHe Ha ynoTpebara Ha
aHTUGHOTHIM, KOHTO HE Ca HacoYieHu cpewty Clostridium difficile.

poasmuntentoro nevenue ¢ ITpoduke Moxe fa AOBEAE 0 PA3BHTHETO HA PEIHCTERTHH faxTepuanau
wamone. OcofeHo Bakuo e neyenneTo Ha GONHMs Ja ce U3EBPIBA 104 Habmoaenwe. Axo 110 BpeMe Ha
JIEMEHHETO HacThNH cynepuHbexuns, Tpabea fa ce BleMaT He3a6aBHO CHLOTBETRHTE MEPKHL.
Hoxnazsan e nonoxurenen Aupexres Tect va Coombs 1o BpeMe Ha TedeHHe ¢ ueatloCHOPHHOBH
aHTUCHOTRIH.

Brlpeqsa HeaoCTaTEYHOCT

Tpu 6onuu ¢ Texxa 6p6perna AHCHYHKUMA (XPeATHHOB KAMpPBHC < 30 ml/min) o6inata aHesHa Ko3a
Hpoduxe Tpabea 13 ce HaManl NOPaLHE BUCOXHTE A/MIH NPOABIKUTEIHY Ma3IMEHH KOHUCHTPALMH HA
uednpozu.

Hedanocnopunure Tpabsa aa ce npunarar ¢ ocobeHo BHAMAHNE NPW NALMEHTY MpHEMALIH AHY PETHIH.

(lexmaTpuysa nomy pauws
BesonacHoCTTa # edieKTHBROCTTA TPH NEAHATPHYHY NALKEHTH Ha BE3PACT NOJ 6 Mecelia He ¢a
YCTAHOBEHH.

Hpopuxe cxmbpika saxaposa. [TaudenTs ¢ peaxH HACAGACTBEHH NPOGAEMY HA HEOHOCHMOCT KbM
DpyKTO32, IMIOKO30-TANAKTO3HA MANaGCopOLMA HiH CYKpa3a-HIOMANTA3HA HEAOCTATEUHOCT He TpsGBa Ka
IpHEMAT TORA JIEKEPCTBO,

4.5 BsanmozneficTsMe ¢ APYIE JEKAPCTBENH KPOAYKTH ¥ APYFE GOPME H3 BIsHMOREHCTRRE

ERHOBPEMEHHOTO NPUIOKEHNE HA AMUHOTIMKO3UAHK H LeQaToCTIOPHHOBH aHTHOHOTHL MOKE 14
JOBele 10 Nosea Ha HepPOTOKCHUHOCT,
EQnoBpeMeNHOTO IIpuslarane Ha poGeseny)] yABOSRA IUIOMITA IO kpusarta (AUC) 3a uednposun.

Hledanocnopunornte aHTHGHOTHIIM MOTAT Aa Ca IPUUKHA 33 DATLIHEH MONOKHTEINH peaknmn 3a
Ti0ka3a B YPHHATA C MEJEH PEYKTAa3eH TECT, HO HE C CH3MMEH TecT 32 INHOKO3Y PHA.

DauInsa OTPHLATENTHA PEAKIMS MOXKe [1a Ce HAGMONARA NPA PepPHUEAHUARNA TECT 32 FIIOK032 B KPBBTA.
Hanmiyieto Ha uednposil B KpbBTa He OBJIMSEA PE3YNTATHTE OT HICAEABAHE HA KPERTHHHY B 11143Ma 1
YPpHHa ¢ alTkaged MHKPaT.

4.6 Deprunnter, GpeMEHROCT N KbpMese

bpemensoct
YnorpeGara na lipodukc 1o Bpeme Ha GPeMEHHOCT He Ce NPENOpPLYRA, OCBEH
HANOKHTENIHO.




Hama nanuy 3a yepexaane va deTyca or uednposni Npy npoyuBaHns Ha PenpoOLYKTHBHOCTTA,
MPOBEACHH MPH 3aiiliK, MHIWIKH H TbXOBE B 03K ¢hoTBeTHO 0,8; 8,5 H 18,5 nBTH OT MaxcHMaTHHATe
AHEBHH 71032 NpH xopa (1000 mg), ocHOBAHY Ha TeeCHA NOBBLPXHOCT (mg/m? ).

KnpMmene
[To-manko ot 0,3% oT go3ara, IPUICKEHS IPU KBPMAHKH, C& EKCKpETHPa B KEPMATA.
Hpunoxenunerc da Mpodukc no speMe Ha KepMeHe TpaGBa 1a ce H3BBLPLIBA ¢ HOBAIIEHO BHHMAHHKE,

4.7 EdexTn 8npxy cnocobRoCTTA 32 wodapane H paboTa ¢ Maunny

Henpunoxunmo,
TpaGpa xa ce 3uae, ye Ipodukc e BLIMOKHO Ja NPHIHHT 3aMASHOCT WHH OTIAAHANOCT, KOSTO MOKE N4
NOBNTHAE CMIOCOOHOCTTA 3a iWodHpare # paboTa ¢ MaUIHHH.

4.8 HemxenaBn NeKAPCTBeHH peaxuun

Hexenanure nexapcTsesy peakuus Npy tediIpose ca noaobHK Ha Tesn, BabnioaBatk npa Apyra
uedanocnopHHHy 3a nepopanHo npuiokeHue. KORTPONKHpaHUTe KIHEKYHE R3NUTBAHHA MOKA3BAT no6pa
NOHOCHMOCT KbM He(hIpo3nn.

TMpubénusurento 2% oT nauHEHTHTE NPeyCTAHOBABAT ACHEHNETO ¢ HedIPO3NT 3apaay nposBa Ha
HEKeNaHH EKAPCTBEHH PeakiyH,

HsnonsBana e kracupukauna Ha HeXenaHNUTe NCKAPCTREHH PEaKIIMH TI0 HeCTOTA H CHCTEMHO-OPTaHHH
knacose 10 MedDRA konpeuuusra,

Muoro wectu (21/10), uectn (>1/100 go <1/10), Hewectn (>1/1000 o <1/100), peaxu (>1/10 000 go
<1/1000), Muoro peaky (<1/10 000), c HeMsBECTHA YeCTOTA (OT HANAYHUTE JAHHU He MOXE 12 Obne
HallpaBeHa OLEHKa).

CHeTeMAQ-0PTaHAN KIACOBE YecToTa MedDRA Ttepmun
Hupexyuu u undecmayuy Yectn Cynepusipexuns
Barnnanga Hudexums
Hapywenus na xpvema u Yectn Eoannndmnus
z e CUemena Heuectn Hamasten 6poif Ha GenyTe KPhBHU KISTKH
Penxu TpomGonyToneHus
YawspkeHo npoTpoMOMHOBO BpeMe
Hapvuenua na umynnania Pemxu Adrnoeaem
CHCMEMA AdadunaKTHYHA peaKuni
CepyMmua Gonect
Hapyvwenus na nepsnama Yectu Ceerosbprex
cucmema Heuectu CucrosHne Ha 0ObpkBane, 6e3chHHe,

COMHONEHTHOCT, NCHXOMOTOPHA
XHIIEPaKTHBHOCT, HEPBHOCT, rnapobonve

Cmomawno-ypesHy napyuienwt | Yectn Bosku B kopeMa
Huapus
I'agene
Iospriane
Penxu Konur
MeepnomemGpanosen komur
HemBectHa IpoMaHa B 1BeTa Ha 3p0HTE w10
Xenamo - bunuqpru napyuwenus | Yectn ToByiiena acnapTat aMKHO N paTE—

TlosHillena afauny aMHHO
Heuecri TIOBHILEHE B KPHBTA aJTk3




Peaxn XonecTaTHYHA KBITEHULA
TNoBuwen 6uMHpY6HH B KPBBTA

Hapyuernus na koxcama u YectH Hepmarnt
ROJKOXNCHAMA MLKAH Heuecrn OO6pHB # yprUKapHs
Penkn Cuunpowm Ha Epurema mynrudgopme
I'enyranen npypuryc
Hapyuenun na 6v6peyume u Heuectn Iosnwmena ypea B KpEBTa
RUKOYHUME HoMtiaya TloBHIEH KPeaTHHHH B KpbBTa
u HQpYwenun u ehexmu o Penku Mupekcua

MACOMO HA NPURGICEN e

O6pus H YPTHKAPHA KATO HEXENAHU Peaki|H [PH JEHEHHE ¢ uenpo3un ce HabmOALBAT NO-YECTO HPU
Aena. CHMNTOMHTE OGHKHOREHO HACTHIBAT HAKOTKO NH Cel 3AII04RAHE Ha TEpantATa H OTIIYMARAT A0
HAKONKO NHH Clef IPeXpaTABAHE HA JIEYeHHETO. '

3a HiKOH OT CesuTe CHOHTHS ce chobiara, no BpeMe Ha NOCT-MAPKETHHIOBO HAGMIoACHHE,
HE3ABHCHMO ANy € yCTaBOBeHa IPHYMHHO-CNEACTBEHA BPYB3Ka ¢ Lednposun: anadunakcauud,
AHTHOEAEM, KOTHT, BIUHOWHTENHO NCEBA0-MeMOpanosen KONHT, EpHTEMA MyATH(OPME, TPECKA, CepyMHa
6onecr, curapom Ha Stevens-Jonson # TpomGonuToneHHs,

ITo Bpeme Ha MOCT-MAPKETHHIOBO HabIOACHHE € JOKTABAHO 06e3LBeTABANE HA 3u0uTe.

Cmﬁl_];asane Ha NONO3NPARH HEXETaHH PEeakKIHH

Cro0luaBaneTo Ha MONOMPAHN HEXKENAHA PeakiH Cle]] paspeiasaHe 3a ynorpe6a ua NIeKapCTBeHUs
TIPORYKT e BasiHo. ToBa N0380/SBA A2 NPOXBIDKH HAGMIOASHHETO HA CHOTHOIIEHHETO OJ3a/PUCK 34
MIeKapCTBEHAA POAYKT. OT MEANLMHCKHTE CIEUNATHCTH Ce HIHCKBA A2 ChODIMIABAT BCSKA NDAO3HPaHA
HEXENaHa PeaKi(ns Ypes:

Mamsanutenta aresuns no nexapersara (MAJD):
vy ,JJamgu Cpyes™ No 8

rp. Codus 1303,

Ten +359 2 8003417

en. noma: bda@bda.bg
yebGcaiiT: www.bda.bg

4.9 [Ilpenozmpane

EpunusHi f03u, o1 nopaabKa Ha 5000 mg/kg, npuiarans BEPXY KUBOTHH B NpOYYBAHUATA 38
TOKCHYHOCT, HAMAT CEPHOINH HIH [TETATHH NOCNCACTBHA.

Enuspann 103m, ot nopagpka va 3000 mg/kg, NpuiaraHu BbpXy Makaiy [peIM3BHKBAT AKAapHA Oe3
NeTANHH NOCTEICTRUS.

Tlpu cnyvau na npexozupate, 0cobeHo NPU NAUKEHTH ¢ HApyLIeHa On0peuna dyHKOMA, XeMoHaTHzaTA
NOJIOMara OTCTPaHABAHETO Ha LePO3UI OT OPrakM3IMa.
Uednposun ce enHMHHHEpa [J1aBHO Npe3 6b6peuuTe.

5. ®APMAKOJOTAYHH CBOVICTBA

5.1 MapmaxoruBaMHYHH cBoMCTBA

DapmakoTepanesTHIna rpyna: Bropa renepauus uedasocnopunn, ATC kog;




MexaHu3pM Ha neficrene

Uednposun nuxubupa cuHTesa Ha NPOTEHHU B GaKTepHAIHATA KIETHYHATA CTEHA, upes CBhP3BAHE C ¢AHH
H/IH IOBEYE OT NEHHLWINH-CBBP3BALINTE NPOTEHHH, KOETO NIOATUCKA MPOLECHTE HA CHHTE3 Ha
NeNTHAONTIOKAH B 0aKTEPHATHATA KIETHYHA CTEHA.

Muxpobuonozus
Ue¢riposnn uMa IHPOK CNEKTEP Ha AeHCTBHE, Cpelny rpaM- MONOKHTENHHA 1 rpaM- OTpULATEeNHH

OaKTEpHH,
Lle¢nposdn e akTHBEH Cpellly MOBEYETO IAMOBE HA CIIEARKTE MHKPOOPTAHI3MY in Vilro:

Aepobmn, rpaM - NOI0KHETETHE MAKPOOPraRA3ME:
~ Staphylococcus aureus (BKMOYHTENHO f- NAKTAMa3a NPOAYLHPAITH IAMOBE),
~ Streptococcus pneumoniae,
~ Streptococcus pyogenes.

Leguposnn He e axTHBER Cpeuly METHIULTHH-PESHCTEHTHY IAMOBE CTAPHIOKOKH.

Aepo6HA, rpaM - OTPHNATENHH MEKPOOPranA3MHA:
- Haemophilus influenzae (BxmounTenso §- nakTamasa npoIynHpaly niamMose),
- Moraxella (Branhamella) catarrhalis (Bxmountenno 8- naxTamasa HPOAYLMPAIIH [aMOBe).

BesonacsocTTa 1 eexTHBHOCTTa Ha URQITPO3HN MPH JTedeHne Ha KARHHHRH HADEKIHH, TPHINHEHY OT
TE3HM MEKPOOPraHH3MH, HE CA yCTAHOBEHM NPH AIeKBATHH H R0OPE KOHTPOIHPAHH KIHHHYHY
NpoyYBanug,

Aepo6an, rpaM - MOJOKHETEIRE MUKPOOPTARMIMH:
- Enterococcus durans,

Enterococcus faecalis,

Listeria monocytogenes,

Staphylococcus epidermidis,

- Staphylococcus saprophyticus,

Staphylococcus warneri,

Streptococcus agalactiae,

Streptococci (Groups C, D, F, and G),

Streptococci om zpyna Viridans.

Hednposun we ¢ akrusen cpemty Enterococcus faecium.

AepoGHn, rpam ~ OTPHUATEIHE MEKPOOPTAHAIMY:
- Citrobacter diversus,
Escherichia coli,
- Klebsiella pneumoniae,
- Neisseria gonorrhoeae (BRIIOUHTENHO f- TaKTaMa3a NpoAYUMPALTH IAMOBE),
- Proteus mirabilis,
- Salmonella spp.,
- Shigelia spp.,
- Vibrio spp.
Uednposun He e akrusen cpeuty Acinetobacter, Enterobacter, Morganella morg,
Providencia, Pseudomonas 1 Serratia.




AR2epobEE MEKPOOPTAHH3MA:

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

¥

+

ToBeuero niamose na Bacteroides fragilis ca pe3SHCTERTHH KbM Le(IIpoam.

5.2 QDapMaKOKHEeTHIHR CBOICTB]

Abcopbuus

llpodukc ce pesopbGupa nobpe cnen nepopanen npues.
BroHanuyroctTa Ha uednposrn He ce NOBIMABA OT NPHEMA Ha XPaHa.
Ilepopantara GHoHaMMuHOCT Ha LedIPoanN & oxono 90%.

Pasnpenenenne
CBBp3gaHeTo Ha neGnposu ¢ nIasMeHnTe IPOTEHHH € 0KoNo 36 % M He ¢e OBIAABA OT

KOHUSHTpaURATA B THama3oH o 2ug/mi g0 20 pg/mi. Cpenuuar muasMer 001yxuBOT Ha nedmpo3nn npa
HOPMaNHH MHAMBUAH € nprbmmantenno 1,3 vaca.

Hama nanny 3a kyMynupane na uedmposun B niasMara, NpH HEIHBMAH C HOPMATHA GB6pedHa dyHKuus,
ClIeX MHOTOKPATHO NPUIGKEeHHe Ha 203K 10 1g/ 8 yaca B npoIbkeHue Ha 10 quu,

EnnMunnpate
Legnposnn ce enuMAHA OCHOBHO 4pes ypHHaTa (pubnnanTento 60% oT npHeTara 4034).

ToTankHAT f1a3sMen KTHPBHC Ha tedrposun e okono 3 ml/min/kg, npu 6u6petek wiMpbEE okono 2.3
mVmin/kg.

CpeaHuTe mIasMeRR KOHIERTpatun (1,5 aca cneli npunoXenne Ha ne(Ipo3NN Ha rIAAHO), B JO3H OT
250 mg, 500 mg » 1000 mg ca pecnexruso 6,1 pg/mi, 10,5 ug/mi u 18,3 pg/ml,

CpeanHTe KOHUSHTPAUWH B YPHHATA N0 BPEME Ha THPBHS 4~4acoB NEPHON CEK NPHeM Ha nednposun B
zo3u or 250 mg , 500 mg u 1000 mg ca pecnekrusro |70 pg/mi , 450 pg/ml u 600 pg/mi.

Cren npuloKeHRETO Ha €AHA 034 o 15 mg/kg wan 20 mg/Kg npy NalkeHTH ¢ XPOHHYEH CPELEH OTHT,
KORLIEHTPIMATE Ha UEPIPO3MIL B TEHHOCTTa B CPENHOTO yXO Bapupa ot 0,06 ug/m! no 8,7 pg/ml.
KoxuenTpauuuTe Ha HedNpo3ua B TEYROCTTa B CPEAHOTO YXO OCTABAT HAN MEHAMANHATA HHXUORTOPHA
xoHneHTpanna (MIC) 33 nopedeTo MHKPOKO PasTPOCTHaHeHH GakTepuH, CEbP3AHE ChC CPEeH OTHT, 34
noBeye OT 6 uaca cnex npHEeMa my.

JIuHe#AnoCcT
3aBHCcHMOCTT2 MEX Iy TUIA3MEHATA KOHUERTPAUHA Ha UednposHa U TIPHETATA A034 € MMHEHHA B paMKHTE
Ha TepaneBTHYHAA MATEPBA.

Mayuenmu c 6vbpeuno yapexcoane
Hpu naunenty ¢ Hamanena 6x6peyna PyHKUNS ce HaBMOAARa YIbMKABAHE HA IIA3MEHHS NOJLYXKUBOT Ha
uednposun. [Tpu menna nunca Ha 6x6pesna GyuKiUus, MIA3MERNAT NONYKHBOT HA uepnpo3Ing Moxe 1a
AoCTHTHE 0 3,9 yaca. Upes XeMoanann3a To34 napamersp Moxe Aa Gbae peayuupan o 2,1 yaca.

Ilpu natwenTy che 3HAUNTENHO YRpeaeHa GrOpedsa GyHKUNS He Ca YCTAHOBEHH ITHTHINA HA eXcKpeLps
(. TOYKa 4.2).

flayuenmu ¢ 4eprodpobuo yspencoane
Tlpu naumenTH ¢ yBpeneHa uepHoapobua QyHKUES He ce HabiioaaBar CTaTHCTH
BbB (apMakOAHHAMHYHHTE TIAPAMETPH.
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Fepuampuyunu naviermu

Tlpn onenka Ha papMakOKHHETHYHHTE NOKA3ATENM NIPH NALUMEHTH HA BbIPACT Hal 65 TOAHHH €
YCTAHOBEHO yBENHYABAHE Ha CPENHATA MO 0] KPHBATA ,.KOHUCHTpauus-speme™ (AUC) ¢ okono 35% —
60 %. 3Ha4eHHETO Ha Te3W BAPHAUUH BB (ApMaKOKMHETHKATA Ha nedIpO3nII He Ca JOCTAThYHY, 33 13
Hazarar KOpeKIHa B JO30BHS PEXKHM.

Teduampuvna nonynauus

Cnex npunoxenne 5a eAHOKpaTHH 1030 wednposun ot 7,5 mgrkg win 20 mg/kg Ha MeAHATPUYHHH
NALMEHTH, KOHIEHTPaUkHTe Ha nedpo3un saprpar or 0,5 ug/g 10 4,3 ug/g s ToH3MAHTE ¥ OT 0,4 png/g
no 4,9 pg/g 8 anenonIHaTa ToKaH. M3cexBate KOBICHTPALMATA HA UeIPO3KA B TOHIMIMTE B
a1eHOHZRATa ThKaH, moBeye oT 3,2 Yaca CHeJ| Nepopanes NPHeM Ha Lednpo3ns, YCTaROBABA MTO-BHCOKA
KOHUEHTPalAY 0T MEHHMANHITe HUXHOMTOPHR KoHUenTpaiuu (MIC) 32 IMpOKO pasHpocTpaHenH
TIATOT€HH, KOKTO MPHYHHABAT TOHIHJIHT M (papHHTHT.

DapMaKOKHHETHIHHTE NIOKA3aTe U Ha LEQIPO3uN IPH Aela HA BHIPACT OT 6 Mecena 40 12 roguyy u
BB3PACTHH Ca CPABHHMH.

TnasmenvTe KOHUEHTPALUYHU PU KA, NPAEMaIH Le(Ipo3us B 1034 ot 7,5 mg/kg no 30 mg/kg ca
CPaBHHMH C Teay NpH BL3PACTHY, NpueMamy liednposun & 103u o1 250 -1000 mg.

MakcnMansa na3MeHa KOHLIEHTPalHA C€ JOCTHra oT | 4ac Ao 2 Haca CieR IpheM Ha HedIposHa 1
TIONYKHBOTA Ha eTHMHHHpane ¢ 1,5 gaca,

Ion
Cpenara mnoin Nox Kpusara ,konteHtpana-speme( AUC ) nips xend e ¢ 15-20 % no-BHCOKA OT TasH
NpH MExe. Tesn Bapuauuy ca He3HAYNTENHHN H He HANArat KOPEKUHs B 03aTa choGpasHo nona.

5.3 Mpeakaunuunr JaAr# 3a GezonscnocT

IMpenxmuanvENTe A3RHA 33 6e30MaCHOCT HE NOKA3BAT ChIIECTEEHY pHCKOBe OT ynoTpebara Ha
uednposun npy xopa.

TlpH KAMHHYHO IPHAGKHEMHE JO3H HAMA JAHHH 33 CHCTEMAA TOKCHYHOCT WA TOKCHYHOCT Ha TapreHTHHTE
OpraHy IpH Xopa.

HawuHHTE 0T in Vitro B in vivo NpOYNBAMNATA 33 MYTArHHOCT TIOKA3BAT, 4¢ B YCNOBUATA HA KIHHUYHOTO
MY ApHIIOKEHHEe Bednpo3w BAMA MYTAreHHA KM KIACTOTSHHA aKTHBHOCT.

He ca npoBexany ALArOCTPOUHH NPOYSRAHHA i Vivo 33 OLERABaHE Ha KApHHHOTEHHHA NOTEHLUA.
TlpoyuBanusTa 3a PeNpPOLyKTHBHOCT He TOKA3BAT YEPEXAaHe HA beprunutera NpH KABOTHH.

Hama nanHu 32 KapuMROreHHCT.

6. DAPMANEBTHYHHN JAHHU
6.1 CnAckbk HA TOMOWIBHTE BeUleCTBA

MUKpPOKPHCTANHA LISy 103 B KAPMEN03a HATPHif
Kpocnosugou

Maxporoarnnneposnos xuapokescTeapar
3axapoza

I'naspg

Acnapram

JIEMOREHA KHCETHHA, Ge3B0oAHA
CHIHIIHER AHOKCH, KOIoHeH GezroaeH
Harpues Genzoar

Harpyes xnopug

Apomar Gaman

Iloao6puren Ha xyca




6.2 HechBMECTEMOCTH
HenpunoxnmMo,
6.3 Cpok Ha rogsocT

2 roQHHH
Cpok Ha rogHocT ciefl pasTeapsne -14 1Hu B xnagunauk (2°- 8°C).

6.4 Crennaaum ycjioBuS H3 ChbXpanenne

Ha ce ceXpaHaBa Ha MSCTO, HEJOCTBITHO 34 Jeua.
Ha ce cvxpansBa npu TemMneparypa nog 25°C.,

3a yCIOBMSATA HA ChXPAREHHE Ha PA3TBOPEHHA IEKAPCTREH NPOAYKT, BIKTE TOUKa 6.3.
Jla ce ChXpaHABa B OPHTUHANHATA ONAKOBKA.

He wsnonssafire 1031 AekapcTBEH NPOAYKT Cliefl CPOKA Ha FOXHOCT, OT(eNA3aH BBPXY KAPTOHEHATa
onaxoska. CpoKbT Ha FORHOCT OTTOBAPH HA MOCIEAHMA JEH OT NOCOYEHHA MECELL,

6.5 Bua H cBABPEKARME HA ONAKOBKATA

IIpouke 250 mg/5ml npax 3a nepopaliHa CyCneHsHs ce A0CTABS B CThi/eHa GYTHIIKa, ¢ KexnHGapen
UBAT, ¢ Kanayka Ha BAHAT.

TIoMOmIHO CPeNeTBO - NNACTMACOBA MEPHTEIHA NBKHMUKA ¢ BMECTHMOCT 5 ml.

Byrthnkara, 3aenuo ¢ MepuTeHaTa THKHYKA H IHCTOBKATA 32 NAIMEHTA CA IIOCTABEHH B KAPTOHEHa
KYTHS,

Busose onakopky:
ByTunxa ¢ BMecTHMoCT 75 ml chabpxania 30 g npax 3a riepopanna cycnensus { 60 ml cycnensns).
Byrunka ¢ smectumoct 125 mi chabpiaita 50 g npax 3a nepopanxa cycnensns (100 ml cycneusus).

He BCAUKH BUIOBEC ONAKOBKH Marar Aa GbA4T MyCHATH Ha Nazapa.

6.6 CroeuanHu NPeANAINE MEPKH NPH HIXBRPIARE B paboTa

He uaxpopnsiite nexapcrBata B KaHATH3AUMAT2 A B KOHTEIHEDA 32 JOMALUHY OTOATBIIK.

Tonwralive Bamys dpapmalieT Kak Aa HIXEBPIATE JEKApCTBATA, KOHTO Beue He H3nonseare. Tesun Mepku
D¢ CNOMOTHAT 34 ONa3BaHe Ha OKOJHATA CpeJa.

HensnonssasusT ekapcTBeH NPOXYKT HIM OTHAABYHHTE MATEPHAIH OT HETO TPsGBa /1A Ce M3XBBPIIAT B
CHOTBETCTBHE C MECTHUTE M3HCKBAHHA,

7. HPATEXATEJ HA PA3PEINEHHUETO 3A YIIOTPEBA
HOBEJI ®APMA EOOX

OxonoeprereH nuT Ne 36
Copusa 1415, Brarapus




8. HOMEP HA PA3SPEINEHHETOQ 3A YIIOTPEGA

Per.Ne 20170203

9. JATA HA HBPBO PASPEINABAHETIOAHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPERA

Jara Ha mepeo pazpeiasane: 14 ouu 2017,
JlaTa Ha HOCHeRHO MONHOBABAHE:

10. JATA HA AKTYANIHN3HPAHE HA TEKCTA
04/2022 r.




