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1. HMME HA JIEKAPCTBEHHSA MPOJAYKT S :

Pa3pewerue N

o : 07 -08-
[Tpodukc 250 mg/Sml npax 3a nepopasiHa cycrneH3us BG/MA/MP GCI6 Y‘[_' _ 08 2025
Profix 250 mg/5 ml powder for oral suspension Ogobpemmss Me . | |

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcekn 5 ml ot npuroTsenara nepopaina cycneHsus cbabpxkar 261,550 mg uedpnpo3usn MoHOXHApAT
(cefprozil monohydrate), exBuBanenTeH Ha 250 mg uednposun (cefprozil).

[loMOLIIHH BeLEeCTBA C H3BECTHO J1IeICTBHE
Beeku 5 ml or npuroTBeHaTta nepopanHa cycrneH3us CbAbpxKar:
AcnapraM ( Aspartame) - 12,50 mg
3axapo3a (Sucrose) - 1764,95 mg
MakporoJriuiueponoB Xxuapokcucreapat (Macrogolgliceroli hydroxystearate) - 12,00 mg

3a MbJIHUA CITUCHK HA NMOMOIIIHHTE BellleCcTBa, BUKTE Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

[1pax 3a nepopasiHa cycrneH3us.
XbnreHukaBo-0s.1 npax.

4. KJIAHHUYHHU JIAHHU
4.1 TepaneBTHYHH NOKA3aAHHA

[Tpodukc e nokaszaH 3a jieyeHHEe HA MALMEHTH CbC ClAEAHHTE HHQEKUHH, MPHYHHEHH OT YyBCTBUTE/IHH
KbM Lednpo3nun OakTepHH.

e MHdexkuuu Ha ropHUTE IHXATETHH MBTHLIA, BKIKOYBALLK (GAPHHTHT, TOH3HIHT W CHHY3HT.
e MHdekunn Ha 10JHHTE AMXATENHH MbTHILA, BKJIIOYBAIIH OPOHXHT H MHEBMOHHS.

¢ HeycioxHeHH HHPEKUHH Ha KOXKATa U MEKHTE ThKaHH.
3ABEJIEXKA: Abcuecure 00MKHOBEHO H3UCKBAT XHPYPruyeH JpeHax.
e HeycnoxHeHH HHPEKLIHH HA MTHKOYHHTE MbTHLLA, BKIIOYBALIH OCTbP LIHCTHT.

e OCTbp CpelieH OTHT.
Heobxonumo € na ce uMar npeaBua oQUUMANHHTE NPENOPbKH 3a MOAXOAALLO M3MOJA3BaHE Ha
aHTHOHOTHLIHTE.

4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE

[Tpodukc Moxe na ce npuema ¢ unu 6e3 xpaHa. XpaHaTa He 0Ka3Ba BIIMSHHE BbPXY CTEIEHTA HA
abcopOuus.

gﬁ?pll POBKA

Bu3pacTau u aena Haa 12 roaHHH — NOAXOAALUO € W3noa3BaHeTo Ha [Tpodukc TabneTkw.




[Tpodukc ce npunara nepopaiHo npH JeyeHHe Ha MHPEKUHWH NPHYHMHEHH OT YYBCTBHUTEJIHH OakTepHu B
ClIeAHUTE 103U*:

UHdekunH Ha rOpHUTE AUXATETHH NbTHLIA 500 mg Ha 24 yaca

CHHY3HTH 250-500 mg Ha 12 yaca

HMudexkunn Ha J0JHHTE AUXATETHH NbTHILA 500 mg Ha 12 yaca

HeycnoxHeHHn HHEKUMH HAa THKOYHHUTE IMbTHLIA 500 mg Ha 24 yaca

MHdekunn Ha KoxkaTa H MEKHTE TbKaHH 250 mg Ha 12 yaca unu
500 mg Ha 24 yaca

*IIpn neueHue Ha [B-XE€MOJIUTHYHH CTPENTOKOKOBH HHGpeKUHH, TepaneBTHUHHUTE J03u [Ipodukc ce
npuyarat Hah-Manko 3a 10 auu.
CrannaprHaTta aHTHOMOTHYHA Tepanus npoabkana Mexay 7 ¥ 10 aHu.

bbOpeuno HapymeHnue:

Llepnpo3un Moxe na ce npunara npu 60onHH ¢ yBpeaeHa Ob0peuna pynkuus. He e Heobxoauma no3osa
KOPEKLIHA NMPH CTOHHOCTH HA KPeaTHHHHOBHUSA KJIHpbHC > 30 ml/min. [1pn 601HK ¢ KPEATHHHHOB KJIMPBHC
< 30 ml/min, caen npuiokeHue Ha nbpBaTa cTaHaapTHa a03a, S0 % oT cieaBaliaTa CTaH apTHa /103a ce
JlaBa B HOPMaJIHUTE 1030BH HHTepBaH. Llepnpo3na ce oTcTpaHsaBa 4aCTHYHO Ype3 XeMOAHaNHU3a: Nopa/u
TOBA Ce NpuJjara cie/l NpUKJIKYBaHe Ha XeMO/1HaJIM3ara.

YepHoapoOHO HApYLIEHHE
He ce u3nckBa 1030Ba KOpeKLHA 1pH O0NHHU ¢ yBpeaeHa yepHoApoOHa GyHKLuS.

IleanaTpHyHa nonyJauus

B knuHH4YHHTE npoyyBaHus, [Ipodukce e npunarad Ha neHaTPUYHKU NMALHWEHTH, KOUTO ca OWJIM Ha Bb3pacT
Hal-Masiko 6 Meceua.

[Tpodukc TabneTkn He e noaxoasu 3a ynorpeba npu aeua. [pu neua tps6sa na ce uznonssa INpodukc
nepopajiHa CyCneH3us.

[1pu cpeneH oTuT, npenopbuBaHarta ao3a [Ipodukc e 15 mg/kg, npunaran Ha Bcekun 12 yaca.

[Ipn MHpexuMHn Ha roOpHHTE JMXaTeJIHH MbTHILA, (APUHTHUT MIIH TOH3WIIMT, Mpernopb4YBaHaTa J03a
[Tpopukc e 20 mg/kg Beanbxk nHeBHO WM 15 mg/kg/nex, pazaenena Ha aABe paBHH 1034. [IpH CHHY3HT,
npenopbuyBaHara ao3a e 7,5 mg/kg no 15 mg/kg, npunarasa Ha Bceku 12 yaca.

[Ipn HeycnOXKHEHH WH(EKLHMHM Ha KOXKara H KOXKHHUTE CTPYKTYpH ce npenopbuBat 20 mg/kg BeaHbX
JAHEBHO.

MakcumainHaTa IeTcKa JHeBHa /103a He Tpa0Ba 1a HaJBH1IaBa MaKCHMaJlHATa MpenopbyYBaHa JHEBHA 1034
npu Bb3pacTHH. [IpH sieyeHne Ha [B-XEMOJHUTHYHHTE CTPENTOKOKOBH HH(EKLHMH, TE€paneBTHYHH J103H
[Ipodukc ce npunarar 3a 10 auu.*

*cTanaapTHaTa aHTHOMOTHYHA Tepanus npoabikaBa Mexay 7 u 10 aHu.

be3onacHocTTa M E¢EKTHBHOCTTH MnpH Acua noj 6 Mecella He e YCTAHOBECHA.

[Ipucomeane Ha nepopainama cycnen3us

e OrtBOpete OyTHIIKaTA.

e JlobaBete npeBapeHa M oxJjaaeHa Bojaa, NpuOIM3HTENHO 10 NOJIOBUHATA HAa OyTHIKaTA.

e 3arBopere OyTH/IKAaTa M pa3kiarere J0 pa3TBapsiHe Ha npaxa 3a nepopasiHa CyCreH3Hs.

e M3uakaiiTe HAKOJIKO MHHYTH, J00aBeTe BOAA 10 MAPKHPOBKATa M OTHOBO pa3KJjiaTeTe eHEPru4Ho.
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4.3 [IlporuBonoka3aHus

[lpodukc e npoTuBonokasaH npu OONHH CbC CBPbXYYBCTBHTEJIHOCT KbM AKTHBHATa CbCTaBKa HJIH KbM
HAKOE€ OT MOMOLIHUTe BeuectBa. OcCBeH TOBa € MPOTHBOMOKA3aH MpPH  MALUHEHTH CbC
CBPBbXYYBCTBHTEIHOCT KbM aHTHOMOTHLM OT KJlaca Ha uedanoCrnopHHHTE.

4.4 CneuHa/HH npeaynpexIeHHs H NpeANa3HH MepKH NpH ynorpebda

[Ipean 3anouBane Ha Tepanus ¢ [Ipopukc e He0OX0AHMO BHHMATEIHO pa3NHTBAHe HA 0OJIHHA 3a
NPeAX0K/AAUH PEAKIHH HA CBPLXYYBCTBHTEJHOCT KbM 1e(aloCNOPHHH, NEHHIHIHHH HJH JAPYrH
JIeKapcTBa.

AKO TO3H AaHTHOHOTHK Ce NPHJOKH HA NEHHIHJHH-YYBCTBHTEJHH NAIHEHTH, HeoOXOAHMO e
BHHMaHHE MOPaJAH KPbCTOCAHA YYBCTBHTEJHOCT MeXkAy OeTa-JakTaMHHTe AaHTHOHOTHIH, KOSITO €
aobpe noKkyMeHTHpaHa H ce HaOmoaaBa npu 10% ot GosHHTE ¢ JaAHHH 32 NEHHIHJIHHOBA aAJIePrHus.
AKO HaCTHLNH aJiepruvyHa peakuus KbM Ilpodukce, JeyenneTo ce npekbeBa. TeXKKH OCTPH peaklHH
HA CBPbLXYYBCTBHTEJHOCT H3HCKBAT CNEIIHO JieYeHHe.

Juapus, cebp3aHa ¢ Clostridium difficile (CDAD), e noknagaHa npu ynoTpeba Ha MOYTH BCHYKH
aHTHOAaKTepHAJIHW CpeacTBa, BKIOYMTENHO M [lpodukc, U Moxke na BapHpa Mo CEpPHO3HOCT OT Jieka
auapus a0 ¢aranen konut. CDAD Tpabsa aa ce 06cban NpH BCHYKH NMALMEHTH, KOUTO pa3BHBAT JHApPHs
BCJIEAACTBHE Ha ynotpeda Ha aHTHOMOTHLUH. HeoOXx0auMO e BHMMaTe/IHO CHEMaHe Ha aHaMHe3a, Thil KaTo
e nokinaasaHa nosgsa Ha CDAD noseue ot aBa Meceua cjiea NpHIOKEHHETO Ha aHTHOaKTepHaIHH
cpeactea. Ako CDAD ce noao3upa uWau ce NMOTBBbPJAH, MOXKE Ja Ce HANOXKH MpeKpaTsAiBaHETO Ha
e/IHOBpeMeHHaTa ynorpeda Ha aHTHOHOTHLIM, KOMTO ca HacoueHH cpewry C.difficile.

Obwara aueBHa no3a Ilpodukc Tpabea na ce Hamanu npu GonHM ¢ Texka ObOpeyHa AUCHYHKUHS
(kpeaTHHHHOB KJIHpbHC < 30 ml/min) nopaan BUCOKHTE H/MJIH NPOABL/DKHTENHH MJ1a3MEeHH KOHLIEHTpaLlWH
Ha aHTHOMOTHKA B CpaBHEHHE C HOpMajHWTe cTOHHOCTH. Lledanocnopunure, B ToBa umcno Ilpodukc,
TpsbBa 1na ce mnpuiarat ¢ BHUMaHMe MpH OOJIHK, MOJyyaBallld CBIBTCTBALLO JIEYEHHE C MOILIHH
JIMY PETHLH, ThH KaTO Ce MoJA03upa, Y€ Te3H BellecTBa BaowaBaT ObOpeuHaTa GpyHKLHA.
[TpoabmxkuTenHoTo u3noa3sane Ha [Ipoduke Moxke na 1oBeae 10 pa3BUTHE HA PE3UCTEHTHH OaKTepHalHH
wamose. OcobeHo BaxHO e GonHHa na 6bae moa HabmoaeHHe. AKO MO BpeMe Ha JIeYEHHETO HACThITH
cynepuHgexkums, TpaOBa aa ce B3eMaT CbOTBETHUTE MEPKH.

JloknaaBaH € nosnoxureneH aupekteH TecT Ha Coombs no Bpeme Ha JsieyeHue ¢ uedasoOCOPUHHOBH
aHTHOMOTHLK.

INauneHTH ¢ PeHHIKETOHYPHSA
[Tpodukc 3a nepopanHa CyCrneH3Hs CbhAbpika acnapram — W3TOYHHK Ha (enunananun (12,50 mg za 5 ml
CYCIEH3HA ).

[Tpoduke 3a nepopanHa cycneH3us cbAbpika 3axapo3a. [laumeHTH C psjaka HacineiACTBeHa (GpPyKTO3HA
HEMOHOCHMOCT, TIJIHOKO30-rajlakTo3Ha ManabcopOuMs MJIM CYKpPO30-H30MasiTa3Ha HEJOCTATbYHOCT HE
TpAOBa J1a Npuemar TO3H JIEKapCTBEH MPOAYKT.

[MeanaTpu4yHa momyJianus

He ca ycraHoBeHu Oe3onacHocTTa M €(EeKTHBHOCTTA MPH NEAMATPHYHH MALMEHTH HAa Bb3pacT noja 6
Mecena.

4.5 B3anmoaeHcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYTH GOPMH Ha B3aHMO/IeHCTBHE -

E¢dexTn Ha ApYyrH JieKapcTBa BbPXY Hednpo3n




JloknansaHa € yBejH4YeHa HE(QPOTOKCHYHOCT CJie[l €JHOBPEMEHHO TMpHjaraHe Ha aMHHOTMIIMKO3HM/IHH
aHTHOMOTHLH H 11eaOCTTOPHHOBH AaHTHOHOTHIIH.
EnHoBpeMeHHO npuiarane Ha npobeHenua yaBossa niouta noj kpusara (AUC) 3a uedpnposun.

B3aumojeiicTBHA ¢ JiekapeTBa/ 1a00paTOPHH H3C/Ie/IBAHHSA

LledanocnopuHoBHTE AHTHOMOTHLIM MOTraT ja A0BeAAT A0 (alliMBO MOJOKHTEIHH PEaKLMH 3a IJ1H0K03a B
ypHHaTta ¢ meaeH peaykraseH tecT. (Benedict unu Fehling pazrBopu uinu ¢ Clinitest TabneTku), HO He C
€H3UMEH TECT 3a IIIOKO3YpHsa (MIOKO0300KCHAa3eH TecT). DalliMBO OTpHLIATEIHA peaKlUs MOXKe Ja ce
Ha010aaBa npy pepuUHaHUIHUA TECT 3a MI0K03a B KpbBTa. Hanuunero Ha uednpo3un B KpbBTa He BOJH
710 B3aUMO/IEACTBHE C METO/1a 3a U3CJ/ie/IBaHe Ha KpeaTHHHH B JIa3Ma W YPHHA C alKalleH MUKparT.

Kakto ¥ npu apyru uedanocnopusm, epukacHOCTTa Ha NepopajlHUTE KOHTpALENTHBH MOXe Jaa Obuae
MOHHKEHA MPH €HOBpEeMEHHO npuiokeHHe ¢ [1podpukc. [1o Bpeme Ha neuyenue ¢ [1podukc TpsbBa na ce
B3e€MaT JONBJIHUTEIIHN MEPKH 3a KOHTpALIENLUS.

4.6 DepTHIHTET, OPEMEHHOCT H KbPpMeHe

bpeMeHHOCT

Hsama naHHM 3a yBpexjaaHe Ha ¢eryca orT uednpo3nwa MOHOXHApAT TMpPH NpPOyYBAHHS Ha
penpoAYKTHBHOCTTA, MPOBEACHH MPH 3aiUH, MHLIKH H NJIbXOBe B 1034 cboTBeTHO (0,8, 8,5 1 18,5 nbTH
MaKCHMaJIHHTE HEeBHH 103H npH xopa ( 1000 mg), ocHOBaHH Ha TenecHa NoBbpXHOCT (mg/m?). Obaue He
ca NMpoBeXAaHH aleKBaTHH U N00pe-KOHTPOIUPAHH NMPOy4BaHUA NpH OpemeHHH eHu. [Topaau ToBa, ye
NpOoy4YBaHUATA NPH XHBOTHH HE Ca MOKa3aTeJHHU 3a XOpaTa, TOBAa JIeKapcTBO TpAOBa jJa ce M3MoJi3Ba no
BpemMe Ha OpeMEHHOCT, CaMO aKo SCHO H TOYHO € ONpe/esieHa HYK/1aTa OT Hero.

Kbpmene
[To-manko ot 0,3% ot ao3ara, npuioxeHa Ha Malika KbpMauka, ce eKCKpeTHpa B kbpmaTa. Heobxoaumo e
NOBHLLIEHO BHHMaHHe, korato [1podukc ce npunara B nepuoj Ha KbpMeHe.

4.7 EdexTn BbpXy cnoco6HOcTTA 32 modHpaHe H paboTa ¢ MAIIHHH
He ca npoBex/aHu npoy4yBaHus Ha epekTUTe BbPXY cnocoOHOCTTa 3a wodupaHe H paboTa ¢ MallIUHH.

4.8 HexelaHH 1eKAPCTBEHH peaKNHH

Hexenanure siekapcTBEeHH peakuMd NpH uepnpo3ui ca noAoOHH Ha OHe3W, HabNOJaBaHHW MpPH APYrH
uedasocnopuHu 3a nepopanHo npuiaoxkenve. lLledpnpo3un ob6ukHOBeHO ce noHacs aobpe npw
KOHTPOJIHPAHH KIIMHHYHH U3NHUTBAHHUA. [Ipubnuszurentno 2 % OoT nauMeHTHTE NpeyCcTaHOBABAT JIeUEHHE C
uednpo3ui 3apaju HeXKeaHH JIEKAPCTBEHH PEaKLIUH.

Tabnnuara no-10/1y BKJIKOYBA BCHYKH HEXEJIAHW JIEKAPCTBEHW peakuuH, HabnonaBaHH NpH NalHEHTH
JIeKyBaHH € Ue(Pnpo3ual W KakTo ca onucaHH kbM MoMeHTa B CCDS. CnucbkbT € npeacraBeH o
cucteMo-opraiiHi knacoe, MedDRA TtepMHHOJIOrMS MW 4ecToTa, Karo ca H3MOJI3BAHH CJIEAHHUTE
KaTeropuu: MHoro yect (=1/10), yectu ( >1/100, < 1/10), nHeyectu (=1/1000, <1/100), peaku (>1/10000,
< 1/1000), mHoro peaku (< 1/10000) u ¢ Heu3BecTHa 4ectoTa ( HE MOXe na ObAE H3YMCIEHA OT
HalH4YHUTE AaHHHM). Tabnuuara e cberaBeHa cnopea npenopbkute Ha CIOMS pab6otha rpyna Il u V
Yka3anusita Ha EBponefickata komucus 3a KpaTka xapakTepucTHKa Ha NpOAYKTa.

CHcTeMO-OpraHHH KJIacoBe YecToTa MedDRA TepmMHH

YecTu CynepuH(ekuns H BaruHaJiHa
Undexunn n uudecrauuu MHpeKLHs




Hapywenus Ha  kpbBTa M | YectH Eo3nnodunus
nuMdHaTa cucrema

Heuectn Hamanen Opoii Ha OenuTe KPbBHH KJIETKH
Penku TpombouHTONEHHA H Y ABIKEHO
NpOTPOMOHHOBO BpeMe
HapyuieHaus Ha uMyHHaTa cuctemMa | Peaku AHrvoe eM, aHapuIakTHYHA peaKLHs U
cepyMHa bosiect
HapyuieHus Ha HepHaTa cucTema Yectu CBETOBbPTEXK
HeuecTH CberosHue Ha 00bpKBaHe, Oe3cbHue,

COMHOJICHTHOCT, NICHXOMOTOpPHA
XHINCPAKTHBHOCT, HCPBHOCT H rnaBoboJsine

CToMallHO-4YpeBHH HAPYLLIEHHUS Yectu bonka B kopema, Auapus, rajieHe u
MOBPbILAHE
Penku KonuT U nceBaoMeMOpO3€H KOJIMUT
HeussecTHa [IpomsHa B uBeTa Ha 3b0MTE
Xenato-OMJIHAPHH HApYLIEHHS Yectn [ToBuleHa acnapraT aMmHHOTpaHcdepasa u
MOBULIEHA aJlaHUH aMMHOTpaHcdepasa
HeuecTH [ToBuiueHa B kpbBTa ankaiHa ¢pocdarasa
Peaku XO0JIECTaTHYHA X BbJITEHHLIA H NOBHILLEH

OUnUpyOUH B KpbBTa

Heu3BecTHa XenaTtoTOKCHYHOCT, XenaTuT
Hapywenus Ha  koxara W | YectH JIepMaTHT H reHHTaJIEH NPYPHTYC
NOJAKOXKHAaTa TbKaH HeuyecTH OOp#HB U ypTHKapHs

Penku Cunapom Ha Stevens-Johnson, epurema

MyJaTHHOpME

Hapywenus Ha ObOpeunte u | Hevectn [ToBulEeHa ypea B KpbBTa H NMOBHILEH
MUKOYHHUTE MbTHLIA KpeaTHHHH B cepyMa
OO HapywieHus v edekTH Ha | Peaku [Tupekcus

MACTOTO HA IMPHITOKCHHE

OOpHB M ypTHKapus ca AOKJIAJBaHH MO-4ECTO MPH Jella OTKOJKOTO NMpH Bb3pacTHH. [Ipu3HauuTe w
CHMIITOMHTE OOMKHOBEHO HACTBIBAT HAKOJIKO HH CJie]l 3ar04YBaHe Ha TepanusTa H CTHXBAT 0 HAKOJIKO
JIHHU Cclie]l NPeKpaTIBaHETo M.

3a HAKOM OT cieAHUTe CbOUTHA ce cbobllaBa pAIKO MO BpeMe Ha MOCT-MapKeTHHrOBOTO HabiioneHue,
HE3aBUCHUMO J1aJIH € YCTAaHOBEHa NMPHYHHHO-CJIEACTBEHA Bpb3Ka ¢ Uednpo3ui: aHaQHIaKCHs, aHTHOEIEM,
KOJIMT, BKJIOYHTEIHO MNCEBAOMEMOpAHO3€H KOJMT, epuTema MyaTudopme, Tpecka, cepymHa Oouecr,
cuHApoM Ha Stevens-Johnson u TpomOGouuTonenus. [1o Bpeme Ha NOCT-MapKeTHHrOBOTO HabMIOEHHE €
NOKJIa1BaHO 00e31BeTABaHe Ha 3bOUTE, XeNaTOTOKCHYHOCT, BKITHOUYHTETHO XEMATHT.

CbobOliaBaHeTo Ha NMOAO3HMPAHH HEXKeJlaHH peaklMH clie] pa3peluaBaHe 3a ynorpebda Ha JiIeKapCTBEHUS
NPOAYKT € BaXHO. ToBa Mo3BoJiABA Ja NMPOABL/KH HAOMOAEHMETO HAa CbOTHOLIEHHETO MOJI3a/pUCK 3a
NleKapcTBeHUs NpoAYKT. OT MEJMIIMHCKHUTE ClEeLHaluCTH C€ M3MCKBA Ja cboOllaBaT BCsika Moj03MpaHa
HeXejlaHa peakuus 4pes:




U3nbaHUTENHA areHLms no JjekapcrnBara
ya. ,JamsaHn ['pyes* Ne 8

rp. Codus 1303

Ten. +359 2 8903417

en. nowa: bda@bda.bg
yeOcaiiT: www.bda.bg

4.9 Ilpeno3upane

Eannnunyn no3u, ot nopsaabka Ha S000 mg/kg, npunaraHi BbpXy *HBOTHH B MPOYYBAHHS 32 TOKCHYHOCT,
HAMAT CEPHO3HH HJIH JIETAJIHH NOCJIEACTBHA.

[Tpodukc ce enumuHmnpa rnaBHo upe3 6b0peunTe. [1pu cnyyaun Ha npego3upaHe, 0COOEHO NMPU NMALMEHTH C
HapylwieHa ObOpeuHa QyHKUMS, XeMoauanu3aTta nojarnoMara OTCTpaHsBaHeTO Ha uUednpos3ua or
OpraHu3mMa.

5. ®APMAKOJIOIT'MYHU CBOUCTBA
5.1 dapmMakoAHHAMHYHH CBOiCcTBa
PapMmakoTepaneBTHYHA rpyna: BTopo nokosneHue uedanocnopuuu, ATC kon: JOI1DCI10

Mukpobuosorus

Lledpnpo3un uma in vitro akTHBHOCT Cpelly LUHPOK cnekTbp oT ['paM-nonoxuTenHu u ['pamM-oTpuuaTeHu
OakrepuH. bakTepuumuaHaTa akTHBHOCT Ha uednpo3usi e pe3yaTar OT MHXHOMpaHeTo Ha CHHTe3a Ha
KJeTb4yHaTa cteHa. [IpodHkc e akTHBEH cpelly MoBe4YeTO LaMOBE Ha ClIEJTHUTE MHKPOOPraHHU3MH in Vitro:

AepoOn, I'pamM-n0/10’kHTeTHH MHKPOOPraHH3MH:

- Cradunokoku, Bki. Staphylococcus aureus (BKJ1. NeHHUHIA30-NPOAYLHpaLLH WaMoBe); S. epidermidis,
S.saprophyticus, S. warnei. (3a0: uepnpo3us He € aKTHBEH Cpelly METHLHJIHH-PE3UCTEHTHH LaMOBe
CTaQHIIOKOKH);

- CTpenToKOKH, BKJI. Streptococcus pyogenes (CTpenTokokH rpyna A); S. agalactiae (CTpenToKOKH rpyna
b); S. pneumoniae (BkJ1. NnoBEYETO HHTEPMEAHEPHH NMEHULIMIIMH-PE3UCTEHTHH LAMOBE ¢ nMeHULHIuH MIC
o1 0,1 10 1 pg/ml); I'pyna C, D, F & G cTpenTokokH; CTPENTOKOKH OT rpyna Viridans;

- Enterococcus durans, E. faecalis; (3a6. Llepnpo3un e HeakTnBeH cpewy E. faecium);,

- llpyru: Listeria monocytogenes.

AepoOn, I'paM-oTpHIATEIHH MHKPOOPraHH3MH:

- Moraxella catarrhalis (Bkn. B-naktama3o-npoayLUHpally 1aMmoBe);

- Hemophilus influenzae (Bkn. B-nakTama3o-npoyiHpaliH aMoBe);
- Citrobacter diversus,

- Escherichia coli;

- Klebsiella pneumoniae;

- Neisseria gonorrhoeae (BkJ. B-neHuLMIa3a-Nnpoay IMPALIH 111AMOBE);
- Proteus mirabilis,

- Salmonella sp.,

-Shigella sp.,

-Vibrio sp.,

- 3abenexka: llepnpo3un He e akTHBEH cpeuly MoBeyeTo LiamoBe Ha Acinetobacter,
Morganella morganii, Proteus morganii, Proteus vulgaris, Providencia, Pseudomonas W




AHaepoOOHH MHKPOOPraHH3MH:

3abenexka: [loBeyero wamose ot Bacteroides fragilis ca pe3UCTEHTHH Ha LedNpO3uI.
- Clostridium difficile; C. perfringens

- Fusobacterium sp.,
- Peptostreptococcus sp.,

- Prevotella melanogenica (no3uar karo Bacterioides melaninogenicus)

- Propionibacterium acnes.

TecToBe 3a YYBCTBUTENHOCT

KosnuecTBeHH METO/IM, KOMTO H3UCKBAT H3MEPEHHE HA JIHAMETPHTE Ha 30HaTa, JaBaT Hal-TOYHa OLIeHKa
3a YYBCTBUTEJIHOCTTA Ha OakTepuHTe KbM AHTHMUKpOOHHMTE cpeacTBa. MHTepnperauusTa BKJIHOYBA
KOpeJiallisl Ha JHaMeTbpa, MOJy4eH OT JAMCK TeCTOBEeTe, C MHHHMAaJIHaTa HHXHOMTOPHA KOHLEHTpalLlHs

(MIC) 3a uednpo3su.

JAuckoBeTe 3a TECTBAHE HA YYBCTBHTEJHOCT KbM UedanocnopuHu (uedaloTHH JIMCKOBETE) HE ca
MOAXOASAUIM MOPaaAH pa3siuKH B crnekTbpa ¢ uepnposun. 30-pug uednpo3nn AMCKOBE Ce M3MOJI3BaAT 3a

TECTOBE HA U30J1aTH in Vitro.

Pesynrarure or nabopaTopHHTE TECTOBE OT CTAaHAAPTEH TECT 3a YYBCTBMTENHOCT ¢ €AMH AMCK ¢ 30-ug
uepnpo3nn Auck TpsOBa aa ce HHTEpNpeTHpa Cropea CIeIHUTE KPHTEPHH:

Juamerbp Ha 30HaTa (mm) MuTepnperauuu MIC-kopenauus
> 18 (S) yyBcTBHTENEH < 8ug/ml

15-17 (MS) yMepeHO 4yBCTBHTEJIEH 16 p/ml

<14 (R) pe3ucrenTen > 32 pg/ml

Pesynrar ,,4yBCTBHTEJIEH MOKa3Ba, Y€ MaTOreHbT BEpPOATHO e Obae HHXHOHpaH OT OOMKHOBEHO
MOCTHXKHMH KPbBHH KOHLEHTpauuu. Pe3synrar ,,yMepeHO 4yBCTBHTENEH MOKa3Ba, Y€ OPraHH3MbT LlIe
Objle YyBCTBHTEJIEH, aKO C€ M3MOJi3Ba BHCOKA J03a WJIH ako MHGEKLHATa € OrpaHuyeHa N0 ThbKaHHU M
TE€YHOCTH (Hanp. ypHHa), B KOUTO C€ NMOCTHraT BUCOKH aHTHOMOTHYHH HHBa. Pesynrar ,pe3ucreHten”
MoKa3Ba, Y€ NOCTHXKHUMAaTa KOHUEHTPALHA Ha aHTUOMOTHKA BEPOATHO HAMA J1a Obie HHXUOUTOPHA.

CranaapTu3MpaHUTe NpOLEAYPH H3UCKBAT U3MOI3BAHETO Ha J1aGOPATOPHH KOHTPOJIIHH OPraHU3MH.

5.2 dapMaKOKHHETHYHH CBOlicTBA

[Ipogukc ce pesopbupa n0bpe cinen nepopasHo NPUIOKEHHE NMPH NpUEMaHe NpeaAd HIKW MO BpeMe Ha
xpaHeHe. Ilepopannara buoHannyHocT € npubauzurenHo 90%. GapmakokHHETHKATa Ha LePPO3HI HE Ce
MPOMEHs OT MPHJIOXKEHHE ¢ XpaHa MJIM aHTHauuau. CpeaHuTe MJIa3MEeHH KOHLIEHTpalHH cliel
MPHJIOKEHHEe Ha uedrnpo3ns Ha rlagHo ca npeacTaBeHH B Tabnauuarta no-aony. KoHueHTpauuure B
ypHHara ca okos10 60% ot npusioxkeHaTa n03a.

Jlo3a Cpeanu N1a3MeHH  KOHUEHTpauMu  Ha | YpHHHA eKCKpelus
uepnpo3un*
(ng/ml)
Bpbx ( ~1, 5 yaca) 4 yaca 8 yaca (8 yaca)
250 mg 6,1 1,7 0,2 60%
500 mg 10,5 3.2 0,4 62%
1000 mg (1 g) 18,3 8,4 1,0 54% - —
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*JlaHHuTE npeACTaBIABaT CTOHHOCTHTE HA CpPeAHHMTE [M1a3MEeHH KOHUEHTpauuu oT 12 31apaBu
nodposonuu. PapMakOKHHETHYHMTE JAHHW ca B3eTH OT KancyjHa JieKapcTBeHa ¢opma; J0Ka3zaHa e,
obaye, OHOEKBHBAJICHTHOCTTA HA NepopaJieH pa3TBOP, KarncyJin, TablieTKH W nepopasiHa CyCrneH3us.

[lo Bpeme Ha nbpBUs 4-4acoB NEpPHOA CJIeA MpHJAaraHe Ha JIeKapCTBOTO, CPeAHMTE KOHLUEHTPALHH B
ypHHaTa ciea npuiaarade Ha 1034 ot 250 mg, 500 mg u 1g ca npubausurento 170 pg/ml, 450 png/ml u

600 png/ml cvoTBETHO.

CBbp3BaHETO C MJIa3MEHHTE NMPOTEHHH € 0KO0JI0 36% M € HE3aBHCHMO OT KOHLIEHTPALIMKTE B JMana3oHa ot
2 ng/ml no 20 pg/ml. CpeaAHHST naa3sMeH NoayKHBOT NPH HOPMAJIHHTE HHAMBHAHK € npHOausuTento 1,3
yaca.

[TnkoBHTE KOHLEHTpPAUHH Ha Lednpo3HI B KOXKHATa MeXypHa TedHocT ca 3,0 u 5,8 ng/ml npu nauuenTy,
nojiyyaBsaulH eaHa jo3a oT cboTBeTHO 250 mg uau 500 mg uednposun. I[MonyxkuBOTBT B KOXHaTa
MeXypHa Te4HOCT (2,3 yaca) e no-aAbJabr OT TO34, HabJoAaBaH B MJla3Mara.

Cnen npunoxeHueTo Ha eaHa ao3a ot 15 waum 20 mg/kg npH NaUHEHTH C XPOHWYEH CPEleH OTHT,
KOHLUEHTPALMHTE Ha Uednpo3nsl B TEYHOCTTA B cpeaAHOTO yxo Bapupa ot 0,06 no 8,7 pg/ml.
KoHueHTpauuuTe Ha uednpo3ua B TEYHOCTTa B CPeHOTO yXo octaBaT Haa MIC 3a noseuyeTo wWIMpoOKo
pa3npocTpaHeHH OaKTepuH, CBbpP3aHH CbC CpelleH OTHMT, 3a MoBe4ye OT 6 yaca Clie]l NpUjiaraHe Ha
uednposu.

Hsma nanHu 3a akymynupaHe Ha uednpo3ua B niia3Mara Ha HHAHBHAM ¢ HOpMaiHa ObOpeyHa (yHKUHS
CJie/l MHOTOKPATHO MPHJIOKEHHE HA NMepopasiHy 103H A0 | g Ha 8 yaca 3a 10 qHu.

bvopeuno yepexcoane

[Tpu Gonuu ¢ HamasneHa O6bOpeuHa QyHKUHA, YAbIKABAHETO HA MJIA3MEHHSA TMOJIY)KHBOT € CBbP3aHO ChbC
creneHra Ha ObOpeyHa auchyHkumus. [1pu 6onHu ¢ nbaHa nunca Ha 6bOpeuHa GyHKUMSA, MIa3MEHUAT
MOJIy>KHBOT Ha Lepnpo3us Moxe aa 6bae u 5,9 yaca. [1oy)KHBOTBT Ce CKbCABA Ype3 XeMOAHaNU3a 10 2,
yaca. He ca ycTaHOBEHH NbTHIIA HA EKCKPEUHWs MPH MALMEHTH CbC 3HAYWTENIHO yBpeaeHa ObOpeuHa
¢yHkuud. (Bx. 1.4.2 u 4.4)

Yepnoopobno yspexcoane
[Ilpu OonHn ¢ yBpeneHa 4vepHOApoOHAa (YHKUMS HAMA CTATHCTHYECKH 3HAYMMH pa3IMKH BbHB
(papmakoaMHAMHUUHHTE NapaMeTpH, KOraTo ce CpPaBHABAT C T€3H NPH HOPMAJIHH KOHTPOJIHH HHAHBH/IH.

I'epuampuyunu nayuenmu

Cpennara AUC, HabmonaBaHa npu MauMeHTH B HanpeaHasla Bb3pacT Ha 65 roaMHH M MoOBeYe, € OKOJIO
35-60% mno-BHCcOKa OT Ta3u NpPH NO-MJIaJAH HHAMBHAHM. 3HAYEHMETO HAa Te3H 3aBHCUMH OT Bb3pacTra
BapHalliM BbB (JapMakOKHHETHKaTa Ha uednpo3nsl He ca JAOCTaTbYHH, 3a Jla H3HCKBAT KOPEKLHS B
J1030BHTE PEKUMH.

Ileouampuunu nayuenmu u noopacmeawju

Cnea mpuioxeHue Ha eaHokpaTHH 1034 oT 7,5 mg/kg unu 20 mg/kg Ha meaHaTpUyHH MALMEHTH,
KOHIEHTpalHuTe Ha Lednpo3un Bapupar ot 0,5 1o 4,3 pg/g B ToHsunurte u Bapupat ot 0,4 ug/g no 4,9
ug/g B ageHouaHata TbkaH. KOHUEHTpaUHHTE B TOH3WJIMTE W aJIeHOMJHATa ThKaH rnoseye oT 3,2 4aca
Cllie/l J03WpaHe ca MO-BHCOKH OT MHHHMaJHHTE HHXHOMTOPHM KoHueHTpauun (MIC) 3a wHpoko
pa3npoCTpPaHEHH NMaTOreHH, KOUTO MPHYHHABAT (PAPUHIHT W TOH3UJIMUT.

dapmakOKMHETHKATa Ha Lednpo3ui e cpaBHHMa MeX1y Jela (Ha Bb3pacT oT 6 meceua a0 12 roauHH) u
Bb3pacTHH. [l1a3MeHHTEe KOHLUEHTpauuu npu jaeua, noaydaBamu 7,5 no 30 mg/kg uednpos3un ca
CPaBHHUMH C Te3H, HaDIHOAaBaHH NPH Bb3PAaCTHH NauUMEeHTH noayyasauiu nepopaiHo 250-1000 mg Cpax
ce noctura 1 10 2 yaca cinea NpUuaoKEHHETO M MOJYKHBOTHT Ha eIMMHHaLMA € 1,5 yaca.

Ilon
Cpennara AUC, nabnionaBaHa mpH jkeHH e npuOnusutenHo 15-20% mno-BHcoka OT Ta3H MpH
3HaYeHHETO Ha Te3W 3aBHCMMHM OT MoJla BapHauuWd BbB (apMakokHHeTHKaTa Ha uednpos
NOCTAaTb4HH, 3a /1a U3UCKBAT KOPEKLUS B JI030BHTE PEXKHMH. /




5.3 Ilpeak/HHHYHH JaHHH 32 6e30MacCHOCT

He e HabmonaBaH MyTareHeH noteHuuan Ha uednpo3ul B CbOTBETHHTE NPOKAPHOTHH HJIH €YKApHOTHH
KJIETKH in vitro WM in vivo. He ca npoBexJaHH AbJrOCPOYHH NPOYYBAaHHA in Vvivo 3a OLEHSABaHE Ha
KaHLepOreHHUs NOTeHLHral.

[IpoyuBaHHsATa 32 penpoAyKTHBHOCT HE MOKa3BaT yBpexaAaHe Ha GepTuiauTera npu )KMBOTHH.

6. OAPMAILLEBTUYHU JTAHHHU
6.1 CnHcbK HAa NOMOIIHHTE BellleCcTBA

MHKpOKpHCTalHa LieJlyJ103a H KapMeJlo3a HaTpHi
KpocnoBuaoH

MakporoJarivueposaoB XuApoKCHcTeapar
3axapo3a

[ MU HH

Acnapram

JInMoHeHa kucenuHa, 6e3Bo/1Ha
CunuumMeB JHOKCH/, KOJOK1eH Oe3BojeH
HarpueB Oen3oar

Harpues xnopua

Apomar OaHaH

[TonoOpuTen Ha BKyca

6.2 HecbLBMECTHMOCTH
Henpuioxumo.
6.3 Cpok Ha rogHocrt

2 rOAMHH
Cpok Ha roaHoOCT ciea pasrBapsHe - 14 nHu B xnaauiHuk (2°- 8°C).

6.4 ChnennajHu ycJIOBHS HA CbXPaHeHHe

Jla ce cbXpaHsaBa Ha MACTO, HEIOCTBLITHO 3a Jelia.
Jla ce cbxpaHsBa npu temnepatypa noa 25°C. Jla ce cbxpaHsiBa B OpMrHHaJIHaTa ONaKoBKa.

3a ycioBHSATa HAa CbXPAHEHHWE HA pa3TBOPEHHS JIEKAPCTBEH MPOAYKT, BHXKTE Touka 6.3.
6.5 Buau cbAbLpAKAHHE HA ONAKOBKATA

[Ipopukc 250 mg/5ml npax 3a nepopanHa cycrieH3us ce 10CTaBs B CTbkieHa OyTHIIKa, ¢ KexanbapeH
LIBAT, C Kana4yka Ha BHHT.

[loMolHO cpeacTBO - MIacTMacoBa MEpPHUTENIHA JIBbXKHYKA C BMECTUMOCT 5 ml.

byTunkaTa, 3a€/1HO C MEpHUTE/IHATA JIbXKHYKA H JIMCTOBKATA 3a NalMeHTa ca NOCTaBeHH B KAPTOHEHa
KYTHS.

Buaose onakoBkw: N 9 ‘cfm;fgi"; -
bytunka ¢ BMectumocT 75 ml cpabpikaiua 30 g npax 3a nepopasina cycnensus ( 60 ml cycneus )
bytunka ¢ sMectumocT 125 ml cbabpxkawa 50 g npax 3a nepopasina cycnensus (100 ml cycne



He BCHUYKHM BH0BE ONAKOBKH MOrart aa Obaart nycHartu B npoaaxoa.

6.6 CneunajHu npeAna3HH MEePKH NPH H3XBbpJisiHe H paboTa

He u3xBbpnsiiTe lekapcTBaTa B KAaHAJIM3aUMATA 1M B KOHTeHHepa 3a IOMALIHH OTNablH.

[TonuTakiTe Bamns papMaLeBT kak 1a H3XBbPIATE JIEKapcTBaTa, KOMTO Beye He u3nonssare. Te3u Mepku

L€ CMTOMOIrHaT 3a Oona3BaHE€ Ha OKOJIHATa Cpe/a.

Heu3non3BaHUAT JICKApPCTBCH MPOAYKT HJITH OTNAABYHHTE MATEPHAJIH OT HETIO TPHGBH Aa C€ H3XBBLPJIAT B
CbOTBETCTBHE C MCCTHHUTEC H3HCKBAHHA.

7. HNPHTEXATEJI HA PASPELIEHHUETO 3A YIIOTPEBA

HOBEJI DPAPMA EOO/]

Oya. ,,bbarapus™ Nel(09

Codus 1404, bbarapus

8. HOMEP HA PAZPELLIEHHUETO 3A YIIOTPEBA

Per.Ne 20170203

9. JATA HA ITBbPBO PASPEIIABAHE/TMMOJAHOBSABAHE HA PABPELLIEHHUETO 3A

YIIOTPEBA

Hara Ha nbpBO pa3spelwaBaHe: 14 wouu 2017 r.
Jlata Ha nocneaHo noaHoBaBaHe: 18 maii 2022 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

07/2025 r.




