KPATKA XAPAKTEPUCTHUKA HA IMTPOAYKTA

1. AME HA JIEKAPCTBEHMUA ITPOAYKT

Menoued | g npax 3a HHKEKLIMOHEH Pa3TBOP o ,{ Jo YV 0//0‘,2
Medocef 1 g powder for solution for injection - evranits |

Menoued 2 g npax 3a MHHKEKLIMOHEH Pa3TBOP 654 JA-& 15 -03- 2075
Medocef 2 g powder for solution for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ¢nakon cvabpka 1 g unm 2 g uedonepason (cefoperazone) kato uegonepas’oH HaTpHii
(cefoperazone sodium).

[ToMOLIIHO BELIECTBO ¢ U3BECTHO JAEHMCTBHE: HATPHUH.
Bceku ¢dnakon ot 1 g cbavpxka 34,4 mg HaTpHA.
Bceku nakoH ot 2 g chabpka 68,8 mg HaTpui.

3a MbJIHKUA CITUCHK Ha NOMOLLHUTE BELLECTBA BHXKTE TOYKa 6. 1.
3. JEKAPCTBEHA ®OPMA

[Ipax 3a MHKEKLIMOHEH pa3TBOP.
bsin 10 CBETII0 XKBJIT XUIPOCKOTIMYEH Mpax.

4. KIMHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHS
MoHoTepanus

[ledonepa3on e nokasaH 3a Jie4eHHE Ha ClIeHUTE WHPEKUHH, MPUYHHEHHU OT YYBCTBUTEIHH KbM
HEro MUKpPOOPraHU3MHU:

HMudekuuu Ha AuxaTenHuTe NbTULLA (TOPHH U NOJIHH);

Mudekuuu Ha NUKOYHUTE MbTULIA (TOPHH M JI0JIHH);

[IepUTOHHUT, XONELMCTHUT, XOJIAHTUT U IPYTH UHTPaab0OMUHAIIHKU HH(PEKLIMH;
CenTULeMHus;

MEeHUHTIUT;

HMudexummu Ha KOXKaTa U MEKMTE ThKaHH,

MHbekiun Ha KOCTUTE U CTABUTE;

Ta3oBo-Bb3nanuTesIHa 00J1€CT, €HAOMETPHUT, FTOHOpes W JIPYyrM HH(EKLMHM Ha TeHUTAJIHUA
TPaKT.

[Ipoduaakruka
Lledonepazon moxe na Obae mokaszaH 3a NpoOHIAKTHKA HA MOCTONEPATUBHH HHQPEKUMH NpH
MaUMEHTH, MOJIOKEHH Ha KOPEMHH, T'MHEKOJOIMYHH, CBbPACYHO-CBAOBH W OPTOMNEAUYHH

OMnepaLuHm.

KomOnHHpana Tepanus
[Topagu mMpoOKUs CNEKTHP Ha aKTUBHOCT Ha uedornepas3oH, MopeveTo HHPEKUMK Morar na Obaar

JIEKYyBaHM a/IeKBaTHO €aMO C TO3M aHTHOMOTHK. Bbnpeku ToBa, uedonepaszoH moxe aa Obae
npujaraH B KOMOMHaUMA C JApYrd aHTHOMOTHLIM, KOraTo TakMBa KOMOMHALIMHK Ca NMOKAZAHI. /AN

TpsOBa na ce nmpuiara eJHOBpeMEHHO C aMMHOIIMKO3HU, TO MO BpeMe Ha JICUeHUETP/I RoRa | r{ﬁél)ef
MOHUTOpHUpaA ObOpeuHaTa pyHKUMs (BHXKTE TOUYKa 6.2). Sl
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Lo3upoBKa

Buv3pacmnu

OOwnuaiinaTta no3a Ha LedonepasoH NPH BB3PACTHH € 2 A0 4 g AHEBHO, pa3AeNeHy Ha paBHUY N03H
H IIpHJaraHi Ha Bceku 12 uaca. Ilpu Teskku MHQEKUWH AHEBHATA A03a MOXKE Ja Oble MOBHIIEHA
Ao obumo 8 g OHEBHO, MPWIOXKEHH KAaTO ZBE pPaBHO pa3fieNieHH IO03H Ha BCekH |2 waca.
[IpunoxenneTo Ha 12 g AHEBHO, pa3esicHH Ha paBHM N03M Mnpe3 8 yaca, KAKTO H NPUWIOKEHHETO
no 16 g NHeBHO, pa3le/icHH B paBHH 03U, HE € JOBENIO KO YCIIOKHEHHUs. JledeHHero Moxe Ja Obae
3aMOYHATO H MPEOH Aa ¢a MOTyUeHH pe3y/ITATHTE 3a YyBCTBHUTE/IHOCT Ha IPUYHHHTEIA.

[IpenopbunTenHaTa 1032 3a JIeYEHUE HA HEYCNOKHEH T'OHOKOKOB YpeTpHT ¢ 500 mg, npHnoxeHH
e JHOKPATHO HHTPaMyCKYJIHO.

JlekapcTBOTO TpAOBa Aa ce Tpuaara ABJIOOKO MYCKYJIHO B IO/iIMa MYCKyJ/IHA Maca OT rojeMus
ceJalMieH MYCKYJ1 WIH npeaHaTa 4act Ha DeapoTo.

Yeprnoopobra ouchynkyun

Moxe 72 € HeoOX0oaAMMa KOPEeKLMA Ha A03aTa B CAy4Y4ad HAa TEXKKA HUTbYHA OOCTPYKLMS, TEXKKO
uepHoApoOHO 3abongBaHe M chbTCTBaINA OBLOpEeUHa HexocTaThbYHOCT. B Te3n cityyan nosara
He TpsAOBa Ja HaJABUINARA 2 g AHEBHO 0e3 CTPUKTHO NPOCACASBAHE HA CEPYMHHTE KOHLICHTpaLIHH.

bvopeuna oucynryus

T karo OnOpeyHaTa eKCKpeLMs HE € OCHOBHUA MBT HA €JIMMHHHpAHE Ha LedponepasoH OT
OpraHH3Ma, NMpH NaLHeHTH ¢ ObOpeuHa HEAOCTATBYHOCT HE € HeoOXonuMa KOPEKLMS Ha A03aTa,
Koraro ce npunarar oduuaitnure 1034 (2 — 4 g n1HeBHO). IIpH nauHeHTH, Npy KOUTO CKOPOCTTa HA
ryMmepyJiHata Gurrpauus € no-aucka ot 18 ml/min UM npy KOMTO CEPYMHHAT KPEATHHHH € MO-
BHCOK OT 3,5 mg/dl, makcumannara no3a negornepason Tpabsa na Opae 4 g IHEBHO.

CepyMHMAT TMOJYKHBOT Ha Uedonepa3oH Hamanasa cnabo npu xemoawanusa. Ero 3amo
CBHOTBETHATa A03a TpAOBa J1a ce IUIaHHpa 3a BLBEKAAHE CIIEA AHATM3HATA NIpoLieaypa.

Yeprnodpobra u conbomcemeaua 6vopeyna ouc@yHxyun

[Ipy naumeHTH U ¢ YepHOApOoOHa AuCcYHKLMA, U ChC CHITBTCTBALLO 6BOpeuHO yBpeKnaHe Tpsadea
A3 ¢c¢ MOHMTOPHMpPAT CEPYMHHUTE KOHLEHTpaHWH Ha Ledoliepa3oH W NMpPH HEOOXOAMMOCT A03aTa
TpaGBa Aa ce Kopurupa. B Te3u ciydyan gosara He TpabBa jma HaJBHILaBa 2 g AHEBHO 0Oe3
BHHMATEJIHO Ja C€ MOHHTOPHPAT CEPYMHHTE KOHLICHTPALHH.

ITeduampuuna nonyaayus

[Ipu xbpMayera U aeua TpsOBa na 6bvaar nasanu ot 50 po 200 mg/kg uedonepa3oH AHEBHO,
pa3felieHH Ha paBHHU 03U Ha Bcekd 8 no 12 yaca. Makcumannara no3a He TpadBa na HaaBHIIABA
12 g nHeBHO (BIOKTE TOUKA 4.4).

Ilpunooicenue npu Ho8opooerU
[Ipu HOBOPOIEHK Ha BB3PACT NO-MaJiKa OT 8 IHH, JIEKAPCTBOTO TPsAOBa 1a ce npuiara Ha BCeKH 12

yaca.

HauyuH Ha npuioxeHHe
JlekapCTBEHHUAT NMPOAYKT € NpeAHa3HAYuEH 32 HHTPABEHO3HO MITH HHTPAMYCKYJIHO NPHIOKEHHE.

Humpaeenozno npunooicenue npu b3pacmuu u oeya
3a KpaTKoTpaiiHa HHTpaBeHO3Ha HHY3HA BCeKH GnakoH oT 1 g unu 2 g uedonepasoH tpadea na
Obae pasTeapeH B 20 1o 100 ml cbBMecTHM HHTPaBEHO3EH Pa3TBOP H Jla CE BJIMBA 33 NEPHON.OT 15
MUHYTH 00 | 4yac. AKO NPEANOYHTAHHUAT pa3peauTes! € CTEPHIHA BOJA 38 HHXKEKIL
no6aeaT He noseue or 20 ml xpM PnakoHa.




3a NpoaBDKMTENIHA MHTpaBeHO3Ha HH(Y3usa BCEKH rpam uegonepaizol TpsaOsa Aa ce pa3TBOPH B J
ml cTepuiHa BoAa 332 MHXKEKLIMH WIH B DAKTEPHOCTATHYHA BOA 33 HHXKCKLMH U pa3sTBOPHT JIa ce

n00aBH KbM MOAXOAAL HHTPABCHO3CH paspeauTel.

3a JHPEKTHO UHTPABEHO3HO HHXKEKTHpaHe, MaKCUMalHaTa Jo3a uedonepaszon Tpiabea aa 6vae 2 g
fIpH NpHIcKEHHE Ha BB3pacTHH W 50 mg/kg npu npunoxkeHue Ha Jeua. JlekapereoTo Tpsadea na
Obe pa3TBOPEHO B MOAXOAALL paspeanTel, 3a Aa ¢e NoJy4H KpaiHa KoHueHTpauus or 100 mg/ml,
H [a ce TIPHIara 3a nepuos He NMO-MaIKo OT 3 10 5 MHHYTH.

3a aHTHOMOTHYHA NpodHIaKTHKAa NpU XUPYPrUYHU mpoueXypy, | g win 2 g Tpsabsa ga Objaar
MpUIoXKeHH HHTpaBeHo3HO 30 ao 90 MMHYTH npeayd HayanoTo Ha onepaumara. Jlozara Moxke na
ObAe NMOBTapsAHA Ha BCEKH 12 yaca B paMKHMTE Ha HE NO-ABJAT0 B NOBEYETO ciy4au oT 24 yaca. Ilpu
onepauMH, NMPH KOWTO € H3BECTHO, Y€ HecToTarTa Ha HHQEKUHMTE € MNoBULIEHa (HalpuUMep
onepaluHsa Ha Je0eloTo YepBo), WIHM NPU KOMTO N0ABaTa Ha MHPEKUMH MOXE Aa 6pAe 0cobeHo
ornacHa (HampMMep ornepauys Ha CbPLETO WIH TNPOTE3HA apTPOIUIACTHKA), NPOPHIAKTHUHOTO
NpUIcKEHHE Ha LiedonepaszoH MoXKe Aa Obae mMpoAL/DKeHO A0 72 vaca clie] NMPpHKIIOYBAHE Ha
ofiepauysTa.

3a MHCTPYKLHMM OTHOCHO NPHIOTBAHETO H Ppa3peXAaHECTO HA JIEKAPCTBEHHA NPOAYKT Ipeau
yrnorpeda, BIKTe TOuKa 6.6,

4.3 IIpoTHBONOKA3AHAA

CBpBXYYBCTBUTENIHOCT KbM aKTHBHOTO BEILECTBO MM KbM HSKOE OT IOMOILHHTE BEILECTBA,
130poeHN B ToUKa 6.1, Wiy KbM LedanocnOpUHOBH aHTHOHOTHLIM.

4.4 CrienRa/IHH OpeAYNPeKACHAS H NpPeANAZHA MEPKH 33 ynorpeba

CBpbX4YBCTBHTEJTHOCT

[Ipy nauMeHTH, KOMTO nNOJy4aBarT OeTa-nakTaMHM WIH Le(aNtOCOPUHOBH aHTHOHMOTHLA,
BKJIIOYHTENHO HedonepasoH ca cboOLIABAHH CEPHO3HHM, a8 MOHAKOra W (QaTalHH peaklUMH Ha
CBPBLXYYBCTBHTENHOCT (aHA(UNAKTHYHU peakiuH). Te3Hn peaklyH ca no-BepOSTHH MNPH NMalHEHTH,
KOHTO UMaT MPEAXOAHU NMPOSABH HA PEAKLIMH Ha CBPbXYYBCTBUTEIHOCT KBM Pa3IMYHH ANIEPTEHH.

[Ipenn Ha3zHauaBaHe Ha JieHeHHe ¢ uedonepasoH TpaOBa a ce cHeMe LIaTeIHA aHaMHe3a, 3a 1a ce
onpeneNM AIM MNAUMEHTHT € HMMaJl NpPEILISCTBALL PEaKUHH HAa CBPBXYYBCTBUTEIHOCT KbM
1eanocnopuHi, NEHULIMIHHA W OPYTH JIEKApCTBEHH NPOAYKTH. To3W npoaykT TpabBa na ce
Ha3HA4YaBa ¢ MOBHIIEHO BHMMaHMe NPH MAUMEHTH CbC YYBCTBHTENHOCT KbM TNEHHLWIHHM.
AxTHOHOTHLHTE TpAOBa Na ce Ha3HA4YaBaT ¢ BHUMAHHE IMPHU MALMEHTH, KOHTO MOKA3BAT HAKAKBA

¢opMa Ha aneprus, ocobeHoO KbM NeKapCTea.

[Ipy nosBa Ha aneprUdHa peakKLMsA, JIEKAPCTBOTO TpAOBa Aa ObAe CNpAHO M Ja C€ HA3HAYM
noaxoadaio naeveHde. CepHosHMTE aHA(QWIAKTHYHHA peakLMH H3UCKBAT He3abdaBHO CHELIHO
NMpUICXKEHHE Ha ajipeHalIMH. AKO € NOKa3aHo, TpAOBa Ja ce MpWIOKAT KUCIIOPOH, HHTPAaBEHO3HH
CTEPOMIM M KOHTPOJ Ha AUXATEJIHUTE IMbTHLLA, BIJTIOYUTENHO HHTYOALIHA.

Yeproapobaa 1ucHyRKUHS
LleponepaszoH OCHOBHO c€ €KCKpeTHpa upe3 Jbukata. [Ipy naudeHTH ¢ 4epHOIpPOOHO
3abonaBaHe W/WIH OunHapHa oOCTPYKIHS CEPYMHMAT MOJIYAKUBOT Ha LegonepasoH 0OMKHOBEHO

Ce YABJDKABA, 8 EKCKPEUHATA C YpHHaTa ce yBeJinuasa. JIopH Npy NaLKMeHTH ¢ TEXKa YepHOoIpoOHa
ONCHYHKLHAA C€ AOCTMIAT TEPANCBTHYHM KOHUEHTpaUMHM Ha uUedonmepa3OoH B KIbYKATA H CE
HabmoaaBa caMo 2 10 4 ITbTH MOBHIIIEHHE HA MOJYKUBOTA (BHXTE TOUKa 4.2).

O0mu noxoxKeHHd
Kakro ¥ py Apyru aHTUOHOTHULIM, NPH HAKOH NALKEHTH, JIEKYBaHy ¢ Lieonepdso’
neduumt Ha BuTaMUH K. MexaHU3MBT MOXE BEPOSITHO Aa € CBbp3aH C MOT "/ g
dnopa, KOSTO HOPMAJIHO CHHTE3Hpa BHTaMHMH. PHCKOBH ca Te3n na ey



HEAOXpaHBaHe, ChCTOAHME Ha Manabcopbuusa (Hanpumep KHUCTHYHa ¢ubposa) M NALMEHTH Ha
peXHM Ha MPOIBLKUTEIHO HHTPABHO3HO XpaHeHe. [Ipu Te3u nauueHTH TpAOBa Aa ce npocieasna
MpoTpOMOMHOBOTO BpEME M Ja CE Mpuiara eK30reHeH BUTaMHH K, KakTo € nokasaHo.

Kakto ¥® npud apyrd aHTHOMOTHUHM, MOXe [a HaCThIIM CBPBXPACTEK HAa PE3UCTEHTHH
MHKPOOPTaHH3MH NpY NPOAB/DKUTENHA ynoTpeba Ha uedonepasoH. [laiinenture Tpabea aa Obaat
BHUMATEJIHO MpOCiIeAABaHA MO BpeMe Ha JeueHHeTo. KakTto ¥ npu JpyrH MOLIHH CHCTEMHH
CpeACTBa, IO BpeMe€ Ha MNPOALDKUTENIHO Je4YeHHEe € MpernopbYHTENIHO Ja C¢ MpOBEpPABa
NEPHOJMYHO 3a CHCTEMHA OpraHHa JUCc(YHKLUMSA, BKIIOYKTENHO Ha 6p6peunaTa, yeproapobHaTa H
XeMarTornoeTHuHaTa cucteMa. Toea € orT oco0eHa BaXKHOCT MPH HOBOPOACHHTE, OCOOCHO MpH
HEOOHOCEHMTE H KbpMaueTara.

[Ipy noyTH BCHYKM aHTHOAKTEpHATHM CPEACTBA, BKIIOYHMTENIHO Liedonepa3oH ca ChobINaBaHM
ciy4au Ha auaphsd, npuunHena ot Clostridium difficile (CDAD — nnapus, cewp3ana ¢ Clostridium
difficile). TexxecTra Ha AUapUATa MOXKE Ja BapuUpa OT Jieka auapus 40 (ataieH KOAHT. JleueHneTo
¢ aHTHOAKTEepHallHH NMPOAYKTH MpOMeHs HopMaiHaTa ¢iopa Ha AeOenoTo 4epBO KaTo BOAH [0
cepbxpactex Ha Clostridium difficile.

Clostridium difficile npousBexna TokcHHH A U B, kouto nonpuHacar 3a passuBane Ha CDAD.
XuneprokcHH-npoayuupamure 1jamoBe Ha Clostridium difficile BogsAT 10 mNOBHLIEHA
3a001eBAEMOCT H CMBPTHOCT, Karo Te3d MHPEeKUMH MoraT ca Obaar pedpakTepHd Ha
aHTUMHUKpOOHa Tepamus ¥ Morat aa u3uckear konekroMus. CDAD TtpsbBa na ce uma npeasun
MPH BCHYKM MAlMEHTH ¢ AMapHa ciieq ynotpeba Ha aHTHOMOTHK. HeobxoauMo € BHMMaTETHO
CHEMaHe Ha aHaMHe3a, Thil KaTo ca cboOlaBaHH CiIydaH, NpH KOUTO [10ABaTa Ha AHapHUA €
HaCTBIIWIA CAe/Y 33 MOBeue OT JBa Mecella C/Ie] MPWIoKEHHEe Ha AHTUOAKTEPUAIHU areHTH.

[TonyueHu ca cbLOOLIEHUS 33 Clyyad HA CEpPUO3HH KPHBOHIIMBH, BIJIIOUMTENIHO JIETANHH, MNMpH
yriotpeda Ha uedonepa3soH. PUCKOBK ca Te3n NaLMEHTH, KOMTO €a ¢ HEOOXPaHBaHE, ChCTOAHHUSA HA
masabcopOLHa M MALMEHTH Ha PEXKUM Ha NPOABLLKWUTEIHO HHTPABEHO3HO XpaHeHe. Te3d naucHTH
TpabBa A2 ce MPOCNeAABaT 3a IPH3HALIM Ha KbpBEeHe, TPOMOOLIMTONEHUA U XUNonpoTpoMOrHEMHs.
[ledonepazon TpabBa ga ce crpe, ako ce HaOMIOAaBa MEPCUCTHpALL KPBBOHM3JIUB, 38 KOWTO HE
MOXKE 112 C€ HAaMEepH Apyro o0ACHEHHMeE.

[lenuaTpuyHa nomynaius

LledonepaszoH ce npunara ycnewHO NpH MalkH nOeua. Tod He € LMPOKO TPOY4YBAH NpH
HEeIOHOCEHH KbpMadera H HOBOpoOAeHHM Jella. ETO 3au1o, mpead HasHauyaBaHE HAa Teparnusa NpH
HEIOHOCEHH KbpMAadeTa H HOBOPOAECHH € HeOOXOOHMO 1a C€ OLICHH MOTECHUHANHATA [10J13a CIPAMO
NOTEHLMAJIHHA PUCK (BHXKTE TOuka 5.3).

[Ipy HOBOpOAEHU C XBJITeHHLA uedornepa3oH He H3MecTBa OMIMpYOHHA OT MecTara My Ha
CBBp3BaHe C IUT1a3MEHUTE MMPOTEUHH.

Menoued chrabpxa 34,4 mg HaTpuil HA eauH ¢nakoH oT 1 g 4 68,8 mg HaTpnit Ha eqMH (nakoH
oT 2 g. Topa TpsaOBa na ce Ma NpeABHA NPH NaLlMEHTH Ha AWETA C OrpaHHYEH IIPHEM Ha HATPHH.

4.5 BzanMogeiicTBHE ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrH (OPMH HA B3aHMOAEHCTBHE

ANKO0X0J1
[Ipy eAHOBPEMEHEH NpPUEM Ha ANKOXON MIM yrnorpebara My 5 IOHH Clell JIEUECHHETO C
unedonepazoH € cboOulaBaHa OucyipupamM-nonodbHa peakums, XapakKTepusdHpallia ce€ CbC
3auepBABaHe, M3NOTABaHe, rnaBobonne U Taxukapaud. [lonobra peakuus e cpobuapaHa M npu
HAKOH ApYTrH LedanocnopyHM M NauMeHTHTe TpsbBa Aa Obaar NOCHBETBAHU 334 ONPGIIGOTTE

MpHeMa Ha aJKOXOJl MO BpeMe Ha JedeHuero ¢ uedonepason. Ilpu nauue /
He0OXOOHUMO HM3KYCTBEHO MEPOPASTHO H MApEHTEPATHO XpaHEHe, Mo BpeMe Ha 4
1a ce U30ATBaT pazTBOPH, KOUTO CBABLPXKAT €TAHOJ. b

BianmogaeiicTBad ¢ Ja0opaTopEH H3CJIeABAHHA




Moxke pa ce noMydd QallIMBO MMONOXHUTENEH pe3yNTaT OT TECT 3a IJIKKO3a B YPHHATA M0 MeToa
Ha beneaukT U DeJIUHT.

4,6 GepTRAHTET, OpEMERHOCT H KbPMEHE

bpeMEeHHOCT
[IpoBeeHH ca peNpPOAYKTABHH NPOYYBAHUA MPH MHULUKH, TUTbXOBE H MAHMYHH ¢ 2034 A0 10 nbTH

MO-BUCOKH AO3M OT TE3H IMPH XO0pa, KOUTO HE OTKPHMBAT OOKAa3aTEICTBA 3a YBpeXaaHe Ha
depTIINTETA U HE NOKA3BAT HAJIHYKE HAa TEPAaTOreHHH CBoMcTBa. He ca npoBexaaHH CLOTBETHH H
nobpe KOHTPOJIHPAaHH MPOYYBaHHA INpH OpeMeHHW xeHH. TBH KaTO penpoayKTHBHHTE
NpOy4YBaHUs NPH XXUBOTHHU HE BUHATH NPEACKA3BaT OTrOBOpA IIPH XOpa, TOBa JIekapcTBO TpAOBa Ja
Ce M3MOJI3Ba 110 BpeMe Ha OpeMEHHOCT CaMO NMpH A0Ka3aHa HeoOXOoAHMOCT.

KtpmeHe
Lledonepazon ce ekCKpeTMpa B MallKM KoJMuecTBa B KbpMmata. Bunpekn ue uedonepasoH
npemMuHaBa cnadbo B KbpMmara, TOH TpabBa jJa ce npuiiara ¢ BHUMaHHe NPH )KEHU, KOUTO KbPMAT.

4.7 EQexTH BLPXY cnocofHOCTTA 32 modupaHe B padora ¢ MAINAHHA

KnuHHYHUAT ONUT ¢ uedonepa3oH MoKa3Ba, Ye € MAJIKO BEpOATHO TOH Ja MOBAHAE CIIOCOOHOCTTA
Ha MalMeHTHTe 3a WogHpaHe U paboTa ¢ MAILIMHH.

4.8 Hexe/1aHH JIEKAPCTBEHH PEAKIHH

CHacrema MHOro 4ecTn YecTH HeuecTn C HEeH3BeCTHA
Opran KJAc¢ (=1/10) (21/100 no <1/10) (=1/1 000 po | wecrToTa
<1/100) (He Moxe na 6nae
HanpapcHa
OLICHKA oT
HaTHYHUTE
aHHHK)
Hapywenua Ha | IHoHwxkeH HeyTtponeHus, XunonporpomMbu-
KpbBTa M | XeMOrJoOuH [TonoxurenHu HEMMUS
nuM¢HarTa [Tonnxen pesyaratd ot Tect
CHCTEMA XEMaTOKpHT Ha Kymbec,
TpombouuTOoneHus,
Eozunodunus
Hapywenua Ha Peakuuu Ha
UMYHHATa CBPBXUYBCTBUTE!
CHUCTEMA HOCT,
aHapUIAKTOHIHH
peaKLUH
(BKJIIOUHTENHO
aHa(pHUIaKTHYEH
110K )
Cba0oBH Onebur Ha MACTOTO Kpbeousnus
HapyLUeHHUS Ha HHY3H4
CromauHo- Huapus [TopbaHe [Icesaomembpa-
YUpeBHM HO3EH KONHUT
HapyLUeHUS
YepHoapobHu [ToBuIneHH HHMBa Ha
HapylueHUs acriaprar
aMHHOTpaHcdepasa,
ajlaHuH
aMHHOTpaHcdepasa
H aNaHuH




¢ocdarasara
XKeuarenuna
HapyuieHus Ha Copbex Tokcuuen
KOXATa H YpTHkapus CHHIPOM Ha
NMOAXOKHATA MakynonanynoseH CTUBBHC-
ThKaH oOpHEB JDKOHCHH,
Envaepmanna
HEKpOIH3a
HapywieHus Ha Xemarypus
ObOpeunTe W
ITUKOYHHUTE
NbTULLA
OOmu bonka Ha
Hapyll€eHHs H MACTOTO Ha
edekTH HA [PWIOKEHHE
MACTOTO Ha ITupexcus
NPpHIOKEHHE

CrpoblilaBaHe Ha MOAO3HPAHH HEXKETAHM PEaKLIny

Crofl1apaHeTO HA IIOAO3MPAaHH HEXENaHW peakUUH cliel pa3spellaBaHe 3a ynorpeba Ha
NEKapCTBEHHS MNPOOYKT € BaxkHo. ToBa rmMo3BoiABa Oa TMpOABIDKH HAaOMIOACHHMETO Ha
CHOTHOIIEHHETO MNoJi3a/ PUCK 3a JIeKapCTBEHUS NPOAYKT. OT MEAHMUMHCKUTE CHNEUMAJIACTH Ce
M3MCKBA Ja ¢hoOlaBaT BCAKa NMOAO3MPAHA HEXxellaHa peaklyd dpe3 HallMOHa/lHaTa CHCTeMa 3a
choOIIlaBaHe:

H3nbnHuTEIHAa areHUUd No JICKapcTBaTa

yn. ,,JdamsaH ['pyer” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

4.9 [Ipepo3upane

CUMIITOMH

JlaHHUTE 3a OCTpa TOKCHYHOCT Ha uedornepa3oH ca orpanuMdeHd. O4aksa ¢ce NpU Npeao3HpaHe aa
Bb3HMKHAT peaKUMH TOAOOHHM Ha HEXEJaHHTE JICKAPCTBEHM peaKkuuH, Ha0MaaBaHW TNpH
HOPMAJIHO MPUJIOKEHKHE, HO NO-CUNHO nposBeHU. TpabBa aa ce B3eme noJ BHUMaHHE (PaKTbT, Ye
BUCOKHTE KOHLIEHTpaLM¥M Ha OeTa-NakTaMHUTEe aHTUOMOTHLM B LepeOpocnUHaNHATA TEYHOCT
MOTaT Ja NPEaU3BUKaT HERPOJIOrHYHHU €¢(PEeKTH H Ja NOTEHLIHUPAT IOSABATA HA 'bPUYOBE.

OBnansBaHe HA CUMIITOMUTE

T kaTto wedonepa3oH c€ OTCTpaHsBa OT LMUPKyJIaLUMsATa NPUH XEMOOUANTH3a, TasH Mpoucaypa
MOXK€E J1a Ce H3MOJI3Ba, 33 4 C€ YCKOPH €IMMHHUPAHETO HA NEKAPCTBEHHA NMPOAYKT OT OpraHu3Ma
B CITy4ad Ha NpeNo3upaHe NpPH HAKOH MallieHTH ¢ yepeacHa 6vbpeuHa QyHKLus.

5. PAPMAKOJOI'HYHH CBOHUCTBA

5.1 ®apMaKkoZHHAMHYHH CBOHCTBA

GapmakoTepaneBTUUHA rpyna: Apyrd OGeranakTaMHH aHTUOakTepHalHM CpeacTBa, TpeTa
reHepauua uedanocnopuiu; ATC koa: J01DD12

bakrepuumaHure edekTH Ha uedonepaszoH c¢e€ Ab/DKAaT Ha HHXUOHpaHeTO Ha
OakTepHasiHaTa KneTb4Ha cTeHa. [ledonepasoH e in vitro akTUBEH CIIPAMO rojasaMm
3HAYHUMH MHUKPOOPraHHW3MKH H € PE3UCTEHTEH Ha pasrpaxialloTo AeHCTBHE
naxktamasu. UyBCTBUTEIHUTE OpraHUu3MH BKJIIOYBAT:

I'paM-nOJI0KATE/IHH DaKTEpHA




Staphylococcus aureus (neHULWIA3a-TIPOAYLIMPALIH H TICHHULIHIA3a-HEMPOAYLKPALIH LIaMOBE),
Staphylococcus epidermidis,

Streptococcus pneumoniae (npeauiueH Diplococcus pneumoniae),.

Streptococcus pyogenes (rpyna A 6eTa-XeMONIMTHYHY CTPENTOKOKH),

Streptococcus agalactiae (rpyna B 6eTa-XeMONUTHYHH CTPENTOKOKH),

Streptococcus faecalis (enterococcus)

Beta haemolitic streptococci

['paM-oTpHOATEIHA OaAKTEpHH

Escherichia coll,

Klebsiella spp.,

Enterobacter spp.,

Citrobacter spp.,

Haemophilis influenzae,

Proteus mirabilis,

Proteus vulgaris,

Morganella morganii (npeanien Proteus morganii),
Providencia rettgeri (npeaviuen Proteus retigeri),
Providencia spp.,

Serratia species (BKIIOUHTENHO U Serratia marcescens)
Salmonela spp. v Shigella spp.,

Pseudomonas aeruginosa 1 HAKOHU ApyTH WwamoBe Pseudomonas,
Acinotobacter calcoaceticus,

Neisseria gonorrhoeae,

Neisseria meningitidis,

Bordetella pertussis,

Yersinia enterocolitica.

AnaepobHit OaKTepHH

["paM-nionoxurenHH M I paM-oTpHLUATEIHH KOKH (B TOBa YHCO Peptococcus, Peptosteptococcus u
Veillonela spp.)

"pam-nionoxxurenHH 6aunnu (B Toea uncio Clostridium spp., Eubacterium v Lactobacillus spp.).
['pam-orpuuaTenHu bawpnm (B ToBa uucno Fusobacterium spp., MHOTO miamoBe Bacteroides
fragilis n npyru wamMoBe Bacteroides spp).

5.2. PapmMaKoOKHHETHYIHH CBOHCTBA

ABcopOLms

Cnen eqHOKpaTHO NMpUIoKeHHE LedonepasoH JOCTHra BACOKH KOHUEHTPAUHH B XITbYHHA CEPYM
M ypuHata. Tabauua | noka3Ba CEpyMHHTE KOHLEHTpALUMM Ha UedonepasoH MNpH 34paBu
NOOpOBOJILIK KAaKTO c¢Jiel €AHOKpaTHa MHTpPaBeHO3HAa MHQY3MA ¢ TMNOCTOAHHA CKOPOCT ¢
NPOABDKHTENHOCT 15 MuHyTi Ha 1 g, 2 g, 3 g 4 4 g OT NEKapCTBOTO, Taka M Ciell €OJHOKpaTHA
MHTPAMYCKYJIHA HHXKEKLUUA Ha 1 g U 2 g OT JIeKapcTBOTO.

[Ipobenena He NOBIMABA CEPYMHHTE KOHLICHTPALMH Ha Le(OoIepasoH.

Tabanna 1 CepyMHH KOHNEHTPALlHH HA Hedonepa3on

CpenHu cepyMHH KOHLEHTpalmH (pg / ml)
Hosza/ IleT | O* 0,5yvaca | 1 yac 2 yaca 4 yaca 8 yaca 12 yaca
Ha
BbBeXAaHE
1 giv, 153 114 73 38 16 4
2 gLV 252 153 114 70 32 8
Jgiv. 340 210 142 89 41 9
4giv. 506 325 251 161 71 19
1 gim 32%* 52 65 57 33 7
2 gim. 40** 69 93 97 58 14




*Hacope cnen NPpUWIOXKECHHC, BpPCMC 0 ce wW3uMcnABAa KATO MOMEHTAa Ha [IPHKJIFOHBAHE Ha

HH}Y3HATA.
**CToliHOCTHTE, YCTAHOBEHH |5 MUHYTH ClIe] HHXKEKTHPAHE.

PasznpeneneHue
CpenHUAT cepyYMEH NOIYXHUBOT Ha LiedonepasoH € NPUOIH3HTENHO 2 Yaca, HE3aBUCHMO OT ITbTA

Ha BHBCKIAHC.

[ledonepa3zoH BOCTHra TepaneBTHYHH HHBA BHB BCHYKH TMPOYUEHH THKaHU U TENIECHH TEYHOCTH.
Mexay mocneaHHTe ca acUMTHa M lepedpo-CcnvHanHa TeHHOCT (TIPH MaluMeHTH C BL3MAJCHH
MEHHHIH), YPHHA, XKITbYKA U CTEHA Ha AUIBYHHA MEXYp, Xpayka U Oan apob, HeOHa TOH3WIA M
CHHYCHA JIUTaBH4YHa MeMOpaHa, yxO Ha npeachpanero, OvOpeuM, yperep, NMpocTaTa, TECTHCH,
MaTKa 1 danonueBy TpbpOU, KOCTH, MBIIHA BPBB H AMHUOTHYHA TEYHOCT.

EIUMMUHHpPaHe

iledonepa3oH ce ekCKpeTHpa KaKTO B YPUHATA, TaKa M B TbUKaTda. MakCHMaIHH KOHUEHTpaLHH
B JAUTBYKATA ¢€ AOCTUraT OOMKHOBEHO MEXIY NBPBHS W TpPeTUA 4Yac clied MPHIIOKEHHE Ha
NEKApCTBOTO W HAABHMINABAT KOHKYPEHTHHTE CEPYMHH KOHLEHTpauMH ¢ A0 okosno 100 meTH.
Cro0liaBanuTe KOHLEHTpallid Ha uedonepa3oH B xrb4kara Bapupar oT 66 mcg/ml nHa 30-ta
muHyTa 10 6000 mcg/ml na 3-TMa 4ac cnen uHTpaBeHO3Ha OOMyCHA MHXKEKLMSA Ha 2 g mpu
MaUHEeHTH ¢ OOCTPYKUMA Ha XITbYHHA TPaKT.

Cnen pa3Hoobpa3HM J03U ¥ MBTHLLIA HA BbBEXKJaHE CPEIHOTO KOJIMHECTBO LIEPOIIEPa3OH, KOETO CE
eKCKpeTHpa B YPHHATa NpH CyOeKTH ¢ HOpManHa ObOpevHa PyHKUUA B paMKUTE Ha 12-4acoBus
HHTepBan Bapupa cpeano Mexay 20-30% ot npunoxenara aosa. Cnen 15-MUHyTHa HH(pY3Us Ha 2
g B ypMHATa C€ OTKpUBAT KOHIeHTpauMHu Haj 2200 mcg/ml. Cnen MHTpaMyCKYJIHO MHKEKTUpaHE
Ha 2 g B ypHHaTa ¢a OTYETEHH NMUKOBH KOHUEHTpauuu npubnusuresno 1000 meg/mi.

Cnen MHOT OKpPaTHO JO3HpPAHC C LlEdJGHEp&BOH [IpH 30paBH C}fﬁel{TH HC € HACTBIIHIIO aKYMYJIMpaHC
Ha JICKAPCTBOTO.,

YeproapobHa THCHPYHKIUS

[Tpy naumeHTH ¢ YepHOAPOOHa NUCHYHKLKA CEPYMHHUAT MOMYKHUBOT C€ YABIDKABA, 4 EKCKPELIMATA
C ypuHaTa ce yBenuuana. [Ipu nmauueHTH ¢ KOMOMHHpaHO OBOpPEeYHO U YepHOAPOOHO YBpEXAAHE
uedornepazoH MOXKe J1a C€ aKyMyJIMpa B cepyMa.

bbbpeuna NHCPYHKIRHS
[InkoBuTe cepyMHHM KoHueHTpauuM, AUC H cepyMHUAT NOJYKUBOT ca CXOJHH MPH 3IpaBH

cybexTH 1 nauueHTH ¢ 6bOpeyYHO YBpeXKIaHe.

5.3. lIpeakIHHHYHE ZaHHH 32 6€30MaCHOCT

Hexxenanu edexru Ha uedonepason ca HabnrojaBaHUu NIPY U3CIISABAHH TUTBXOBE NPEaH ITydepTeTa
BbB BCHUKH H3cieaBaHHd no3H. [loakoxkHo npuaoxkenue Ha 1000 mg/kg gueBHo (nmpuOAK3IHTENHO
16 mbpTH cpenHaTa [03a NPH BL3PAaCTHH XOpa) BOAUM OO0 NOHHKEHO TECTUKYJIapHO Terno,
MpeKbCBaHe Ha CNEPMATONeHE3aTa; HAMAJICHa I'bCTOTA HA CEMEHHUTE KJIETKH M BaKYONHW3alLMs Ha
LIWTOIUIa3MaTa Ha KieTkute Ha Cepronu. TexecTra Ha JIE3UHTE € A0303aBMCUMA B JHANa3oOHa OT
100 no 1000 mg/kg nnesHo. Huckn 103H BOOAT A0 JIEKO NMOHHXKEHHE Ha CNEPMATOUMTHTE. TO3H
edheKkT He ¢ HabmoJaBaH NpM BbL3PACTHH IUTbXOBe. OOpaTHMM XHUCTONOTHYHH IIPOMEHH cCa
HaOJIOA3GBaHH NMPH BCHYKH J03H C M3KJIKYCHHE Ha BUCOKUTE A03HM. T€3M NpOoy4BaHHA HE OLICHABAT
NOCJAESARALOTO Pa3BHTHE HA PENMPOAYKTHBHATA (PYHKLUMA NPH IUTBXOBETE. 3HAUEHUETO Ha Te3H
HAXOAKH TMPH XOpaTa HE € UIBECTHO. —

6. PAPMAIIEBTUYHH JAHHU

6.1. Cni¥cHLK HA MOMOIHHATE BEM¢CTRA




Hsama.
6.2. HecLBMECTHMOCTH

AMHHOIJIMKO3HIH
Paszreopute Ha uedonepa3oH M aMHHOTIMKO3HAH He TpsadBa na ce cMecBaT AHPEKTHO, ThH KaTO

MEXI[y TAX CBIIECTBYBA (H3MKO-XMMHYHA HECHBMECTHMOCT. AKO C€ IUlaHUpa JI€YeHUE C
uedormepazoH W C aMHHOINIMKO3MA (BwkTe Touyka 4.l1), TOBA MOXE 1a C€ MNOCTUTHE C
MOCIEAOBATEIHA KpaTKOTpaiiHa HHTpaBeHO3HA HHQY3HA, NpH I[OJOXKEHHE, Y€ C€ H3MON3BA
OTJeJIHA BTOPHYHA MHTPaBEHO3HA CHCTEMa, a ITbPBUYHATA WHTPABEHO3HA CUCTEMA C€ NIPOMUE
crapatenHo ¢ ogoOpeH pasTBopuTeN Mexay Ao3uTe. [IpenopbuBa ce chINO Taka Ledonepa3oH aa
Ob2ie NPUWIOXKEH NPEIH AMHHOTIMKO3UAA.

6.3. Cpox Ha rogHoCcT

2 rOUHMU
CnenHyTe TApeHTEPANHH pa3pearTeN U NPHONH3KUTEIHH KOHLUEHTpalUHH Ha UedOnepa3oH AaBar
cTaOMNHH pa3TBOPH NPH CACAHATE YCIOBHA 32 YKa3aHWUTE NEPHUOAH OT BpEME.

KonTponupaHa craiiHa Temneparypa (15-25°C) 3a 24 yaca (cnel yKa3aHHTE NEPHOOU OT BPEME
HEH3MNOJI3BAHUTE KOJMUYECTBA OT pa3TBOPHUTE TpAOBa Aa C€ U3XBBLPIIAT).

PasTeopH I1pHOAH3HTEIHE KORIEHATPANHA
bakTepHocTaTHYHA BO/A 32 MH)KEKLIMH 300 mg/ml

5% rmoxo3a 2 mg a0 50 mg/ ml
5% rmoko3a B Punrep naxrar 2 mg no 50 mg/ ml
5% rmoko3a B 0,9% HaTpHeB xy10pua 2 mg ao 50 mg/ ml
5% rmoko3a B 0,2% HaTpueB XJIOpHI 2 mg no 50 mg/ ml
10% rmroko3sa 2 mg ao 50 mg/ ml
PuHrep nakrar 2 mg/ ml

0,5% n1HAOKaHHOB XHAPOXJIOPHA 300 mg/ ml

0,9 HaTpHeB xopua 2 mg g0 300 mg/ ml
Hopmo3zoa M 1 5% rmokosa 2 mg 00 50 mg/ ml
Hopmo3son R 2 mg no 50 mg/ ml
CrepuiiHa BOAA 32 HIDKEKLHH 300 mg/ ml

[TpMroTBeHUTE Pa3TBOPH Ha Liedonepa3oH MOTraT [1a c€ ChbXPaHABAT B CTBKJIEHH WIH IJIACTMACOBU
CIIPUHLUOBKH WIH B CTBHKJICHH WIH MEKHM [U1aCTMACOBH KOHTEHHEPH 3a MapeHTEPAIHU pa3TBOpH B

NpOABL/DKEHUE HA 5 JIHH B XJ1agHITHHK (2-8°C).

Pa3TBOpH IIpuGaR3IBETEIHH KOHINEHTPAHH
baxTepHOCTaTHYHA BOJA 33 HHXKEKLIMH 300 mg/m}

3% rmoko3a 2 mg ao 50 mg/ ml
5% rmoko3a B (,9% HaTpHeB X10pH 2 mg no 50 mg/ ml
5% ritoko3a B 0,2% HaTpHEB XJ10pHI 2 mg a0 50 mg/ ml
PUHrep nakrat 2 mg/ ml

0,5% nupooxauHOB XHAPOXJIOPH/L 300 mg/ ml

0,9 saTpueB Xnopuz 2 mg no 300 mg/ ml
Hopmozon M 1 5% rmokosa 2 mg no 50 mg/ ml
Hopmoson R 2 mg no 50 mg/ ml
CrepuiHa BoJa 3a HHIKEKLIMH 300 mg/ ml

[TpuroTeeHuTe paszTsopH Ha Ledonepa3Or MOraT Ja ¢ CbXpaHABaT B CTHKJICHM
CHPHHLOBKH WIH B CTBKJIEHH WM MEKH IUIACTMACOBH KOHTCHHEDH 34 nape
npoas/DkeHUe Ha 3 ceaMULM BBB PpHiep (-20 oo -10°C).



Pa3TBopH IIpHONH3HTEIHE KOHICHTPANHH
5% rmoko3a 50 mg/ ml

3% rmokosa B 0,9% HatpHeB xy10pHA 2 mg/ ml

5% rmoko3a B 0,2% HaTpHeB xyopua 2 mg/ ml

5 CEAMHULH

0,9 HaTpueB XJIOpHA 300 mg/ ml

CTepiiHa BOJa 32 HHXEKUHH 300 mg/ ml

[IpuroTBeHHTE pa3TBOpH Ha LedonepazoH MOraT Aa € ChbXPAaHABAT B IUIACTMACOBH CIIPHHLIOBKH
WIH B MEKH IU1aCTMAacOBH KOHTEHHEPH 3a NapeHTEPaJIHH Pa3TBOPH.

3ampa3zeHHTe pa3TBOpH TpiAOBa na ce pa3mpa3ssBaT MpU CTalHA TeMmIeparypa npeau ynortpeba.
Cnen pa3Mpa3sBaHe HEH3MOJ3RaHATA YacT TpaOBa na ce u3xBupiH. [a He ce 3aMpasgsa NOBTOPHO.

6.4. CnenHATHH YCIOBHN HA CHXPaHECHHE

Ha ce cpxpaHaBa noa 25°C B opMrHHallHATa OTIAKOBKA.
3a ycnioBHATA HAa ChXpaHEeHHEe Clef pa3TBapAHE Ha JIEKapCTBEHUA NPOAYKT BUXKTE TOUKa 6.3.

6.5. Bua H cbABpKAHHE HA ONIAKOBKATA

be3auserHu dnakonu ot ctekio THN [ ¢ obem 20 ml, 3aneyataHu ¢ rymMeHa 3amyllanka M
aTyMHHHEBa 00KaTKa WIH aTyMHHHeBa o0KaTka ¢ miacTMacOBa OTUYyNBalla ce Kanayka. Bceku
¢dakoH ceabpka 1 g unm 2 g nedonepazoH karo uedonepasoH HATPUM.

Hannuuu ca kKapToHEHH KYTHH, cbhabpxkainy 10 u 100 ¢nakona.

He BCHYKH BMIOBE ONAKOBKH MOrar ga Obaart MmycHaTy B npoaaxoda.

6.6. CnenraJHu NpeANAHA MEPKHA NPH H3XBBPJIstHE H padora

HuTpaBeHo3HO NPHIIOKEHHE

dnaxoHHUTE CLC CTEPHIEH TipaX LedOonepasoH MoXke MbPBOHAYAIHO 2 C€ PA3TBOPAT ¢ MMHHMYM
2,8 ml Ba rpam uedonepazoH oOT KoWTO M Aa O6MI0 OT CHBMECTUMHTE, TOAXOIAIIK 3a
HMHTPABEHO3HO TMNPUIOKEHHE pa3TBopuTenKn, w3bpoenn B Tabnuua 2 no-gony. 3a no-necHo
[IPUrOTBSIHE C€ TMpenopbYBa H3MOA3ZBAHETO HA 5 ml CBBMECTUM pa3TBOPUTEN HA rpam
Ledonepasos.

Tabauua 2. Pa3TBOpH 33 HAYAJTHO NPHIOTBAHE

5% rmoko3a

10% raroko3a

5% rmoxo3za B (,9% HaTpUeB XJI0PHUA

0,9% HaTpHeB xnopua

Hopmozon M U 5% raroko3a

5% rmoxo3a B 0,2% HaTpueB XJI0pUa

Hopmo3on R

CrepunHa BOJa 3a HHXKEKLMH

PN AW

Cnen ToBa LANOTO KOJIMYECTBO OT NOAYYEHUA Pa3TBOP C€ pazpekiaa 3a NMPHIOXKEHHE ¢ HAKOE OT
CpaACTBaTa 3a HHTpaBeHO3Ha HHy3uA, n3bpoenu B Tabauua 3 no-gomy.
Tabnuua 3. BexuxkyryMu 3a HHTpaBeHO3HA HH(Y3UA
I. 5% rmokoza
10% rmoko3sa
5% rmoko3a B PUHrep nakrar
Punrep nakrar
0,9% HaTpueB Xnopua
5% rnoko3a B (,9% HaTpHeB xXsopul
Hopmoson M u 5% riroko3a
Hopmoson R

el B A




9. 5% rmoko3sa B 0,2% HaTpueB XJIOpUI

HETpamMycKYJIHO NPHJIOKECHHE
CrepwiHaTa BOAA 3a UHXKEKLMHM WiH OakrTepHOCTaTHYHATa BOJA 3a MHXEKLMH Morat ga Onbaar

M3M0JI3BaHH 33 MPUroTBAHE Ha Pa3TBOP Ha LiedonepaszoH 3a HHTPaMyCKYHO npwioxkeHue. Koraro
TpsaOBa Ja ce BBBEKAAT KOHUEHTpauuu ot 250 mg/ml wiy no-ronemu, TpaOBa Oa ce HU3NOA3Ba
pa3TBOpP Ha JIMZOKAWH. Te3n pa3TBOpH TpsOBa Aa ce NPHUIOTBAT KAaTO CE HU3MO/3Ba KOMOHHaUHUA OT
CTepHIHA BOZA 3a MHXeKLMH M 2% nuaokauHOB XuApoxiiopui, koero ¢ npubnusurenno 0,5%
pasTBOP Ha JIKAOKAHWHOB XHAPOXJIOPHA.

[IpenoppbuBa ce pa3pexxAaHeTO Ja ce W3BLPIIMA Ha JBa €rana, KakTo Cli¢ZiBa: MbpBO: npudasere
HEeOOX0AMMOTO KOITHYECTBO CTEPHIHA BOJA 3a MHXKEKIIHHM H pa3kiarere QAAaKOHA JOKATO MpaxbT
uedonepa3oH ce pa3TBOPH HAIThIIHO; BTOPO: NpHdaBeTe HEOOXOAUMOTO KONHYECTBO 2% NUAOKaHH
H pa3KjIaTeTe.

Kpaisa Crbinka 1 Crbhnka 2 KonnuecTBo, KoeTo
KOHIEHTpalUus Ha | KoaudecTso KonwuecTBo MOJXE oa ce
1edonepazoH cTepwiHa Boaa 3a | 2% nuaokawH | u3terau™*
HHXKEKLIHH
lg 250 mg/ ml 2,6 ml 0,9 ml 4,0 ml
333 ml/ml 1,8 ml 0,6 ml 3,0ml

*B1s (b.]'laKOHa CC ChABRPXKA JOCTATh4YHO HOITBJIHHTCIIHO KOJAKWYCCTBO OT JICKAPCTBCHOTO BCLUECTBO,
3a Ja MOXE Ja CC HU3TCINAT H NPUWIOKAT MOCOUYCHHATE KOJIMYCCTBA.

Heusnonzpauuar JICKAPDCTBCH IIPOAYKT HWIHKH OTNAADBHHHTC MATCpHalM OT HEro TpilﬁB& Ja cC¢
H3IXBBPJIAT B CHOTBCTCTBHEC ¢ MCCTHHTC H3HCKBaHHA.

7. IPUTEXATEJ HA PASPEIIIEHUETO 3A YIIOTPEFBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kumsp

8. HOMEP(A) HA PAZPEHMIEHHUHETO 3A YIIOTPEBA

Menoued 1 g
Per. Ne:20050001

Meaoued 2 ¢
Per.Ne: 20050002

9. JATA HA II'HPBO PA3PEIIABAHE/ HOJHOBABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Jara Ha mupBO paspewiaBane: 05 guyapu 2005 r.
Hara Ha nocneano nogHoBABaHe: 04 HoemBpu 2010 r.

10. ZATA HA AKTYA/IUMIUPAHE HA TEKCTA

02/2025




