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1. AME HA JIEKAPCTBEHUA ITPOAYKT U0 -03 2026

AkcetuH 750 mg npax 3a HHXEKLHOHEH/ HH)Y3HOHEH pa3TBOp
Axetine 750 mg powder for solution for injection/ infusion

2. KAYECTBEH 4 KOJIMMECTBEH CBCTAB

Becekn ¢uiakoH cpabpxka Le@ypokcuM HaTpuil (cefuroxime sodium), ekBuBasieHTHO Ha 750 mg
nedypokcuM (cefuroxime).

3a MbJIHUA CMTIMCBHK HAa MOMOIIHMTE BEIECTBA, BX. TO4YKa 6.1.

3. IJIEKAPCTBEHA ®OPMA

bsan 10 noytu Osn WIKM JIEKO XXBJITEHUKAB CTEpWIEH Mpax 3a UHXKEKLHMOHEH WKW HH(Y3HOHEH
pasTBop.

4. KINHUYHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHA

AkceTHH 750 mg e mokasaH 3a JieueHHe Ha M30pOEeHHUTE MO-107y UH(MEKLUUH NMPH Bb3PACTHH W
Jiela, BKJIFOUYMTEIHO HOBOPOAEHH (OT paxkaaHeTo) (Bx. Touku 4.4 u 5.1):

[MHEBMOHMSI, NMpU00HMTa B 00111€CTBOTO;

OCTpH eK3alepOalid Ha XpOHHYEH OPOHXHT;

YCJI0)KHEHH HH(PEKLIMHK Ha MMKOYHUTE MMbTULLA, BKJIFOYHUTETHO NTHEJIOHePHT;

HH(QEKLIMH Ha MEKWTE ThKaHH: LETYJIUT, EPU3MIEI U paHEBH HH(EKLUH;

UHTpaabdAOMUHAJIHK UH(pEeKUMM (BX. TouKa 4.4);

MpO(HIAKTHKA Cpelly WHPEKLUMH NMPU racTPOMHTECTHHAIHA (BKJIIOUMTEIHO HAa XPaHOMPOBOJA),
opToneau4yHa, CbpACYHO-CHAOBA M TIMHEKOJOTHYHA XUPYpruyHa onepauus (BKJIIOYHUTETHO
11€3apOBO CEUECHHE).

3a nieyeHre U NpodUSIaKTUKA HAa UH(DEKLMH, NTPH KOUTO MMa rojiiMa BEPOSATHOCT 3a HAJIMYHME Ha
aHaepoOH, ueypoKCHUM TpsOBa Ja ce mpuiara ¢ JOMBbIHUTEIHH MOAXOMASALIM aHTHOAKTEpHAIHH
Cpe/IcTBa.

Tpabsa na ce B3emar npeaBua odUUHAIHUTE PBLKOBOACTBA 3a [MpaBWIHATA ynorpeba Ha
aHTUOAKTepHaJIHU CPEACTBA.

4.2 Jl03MpOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Tabauya 1. Bvapacmuu u oeya >40 kg

llokazanue Jlosza
[THeBMOHMA, npuaoduTa B 00wecTBOTO, M OcTpH | 750 mg Ha Bceku 8 yaca
eK3alepbalu Ha XpOHUYEH OPOHXHT (MHTPAaBE€HO3HO WJIM HHTPAMYCKYJIHO)

MudekuMm Ha MEKHUTE TbKAHU: LEJYJIHT,
€pHU3HUIE U paHeBH HHDEKLIMH

MuTpaadbanoMuHaIHH HHd_JEKuHH

YCI0)KHEHH WH(EKLMH Ha NMUKOYHWTE MbTHIa, | 1,5 g Ha Bceku 8 yaca [ &/ LTI \2 \
BKJIIOYUTEJTHO MUEIOHEDPUT (MHTPABEHO3HO MJIH HHT’pamycxyﬁh@' PUESS RN P R \|
Texku uHbekuuu 750 mg Ha BcekH 6 yaca (HHTPaBé\ié:.;ﬁo) XSG
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Ioxazanue Hoza
1,5 g Ha Bceku 8 yaca (MHTPaBEeHO3HO)
Xupypruysa npodHNaKTHKA npu | 1,5 g npu BbBEKIaHE B aHecTe3usd. Moxe na ce
raCTPOMHTECTUHAIIHH, MHEKOJIONMYHHY | MMPWIOXKAT OB€ JONMBIHHTENHH J03H oT 7350 mg
(BKITIOYHUTENHO LIC3apOBO CEUeHHE) M | (MHTpaMycKynHo) cnen 8 1 16 vaca.
OpPTONENHYHH ONepalHH
XupypruyHa npoQunaktdka NpH CBpAeYHO- | 1,5 g NpH BBBEXKAAHE B aHECTE3HsA, NOCIEXBAHO
ChAOBH U e3o(arcanHy onepauuu ot 750 mg (MHTpaMycKyJIHO) Ha BcekH 8 uaca 3a
oute 24 yaca.

Tabauya 2. Heya <40kg

Hoxazanue

Kvpmauema u manku oeya >3
ceOmuyu u Oeya <40 kg

Kvpmauema (om paxcoaremo
00 gv3pacm 3 ceomuyu)

[ITHeBMOHMA, npuaobuTa B
00LIECTBOTO

YenoxkueHM HHQpEKUHM Ha
MUKOYHHUTE NbLTULLA,

BKJIIOUMTENIHO NTHETOHEPPUT

30 no 100 mg/kg/nHeBHO
(MHTpPaBEHO3HO), pa3fieNieHH Ha
3 wiv 4 no3u; no3a or 60

30 go 100 mgkg/nHeBHo
(MHTpaBE€HO3HO), pa3fe/ieHH Ha
2 WiH 3 no3d (BX. Touka 5.2)

HudekUHH HaA MEKUTE TbKaHM:
LETYIUT, €PH3UIECT U paHEBH
| HHbekuHH

HHTpaabaoMuHanHu
HH]EKLIHH

mg/kg/nIHEBHO € noaxoasiwa
32 MOBEYETO UH(EKILIHUH

Bvbpeuno yepeosicoane

lledypokcum ce exckpetnpa rnaBHo npes OnOpeuure. CnenoBarenHo, KakTO 3a BCHYKH NMOJ0OHH
AHTHOHMOTHUILIM, TIPH MNMALIHEHTH ChC 3HAYMTESIHO HapyuwieHa On0peuHa QyHKUHA ce NpenopbyBa
n03aTa Ha AKCETHH Jla C€ HaMaJlH, 3a Jia ¢€ KOMNeHcUpa 3adaBeHaTa eKCKpeLus.

Tabnuya 3. lipenopvuumennu 003u Axcemun npu 6vOpeyHo yapexcoane

Kpeamununog xnupvrc T'1/2 (uacoge) Jloza mg

>20 ml/min/1,73 m? 1,7-2.6 He e HeoOX0 MO
NOHWXKABAHE Ha CTajapTHaTa
go3a (750 mg no 1,5 g tpu
ITbTH JTHEBHO).

10-20 ml/min/1,73 m? 4,3-6,5 750 mg ABA MLTH JHEBHO

<10 ml/min/1,73 m? 14,8-22.3 750 mg BEAHBX JHEBHO

[lIaliueHTH Ha XeMOoAHAJIM3a 3,75 HomennurenHa pgo3a ot 750

mg TpabBa na ce MNPHIOKH
MHTPABEHO3HO 2%
MHTPAMYCKYJIHO B Kpad Ha
BCAKA JHANN3a; B [OITbJIHEHHE
KBM MapeHTePAaTHOTO
NPWIOKEHHE, LEPYPOKCHM
HaTpuif Moxe JAa ce npubasu
KbM pasTBopa 3a
MepUTOHEAHA auanusa
(obuuaitno 250 mg Ha Bceku 2
JIMTPa AUATTH3CH PasTBOP).

[TaiueHTH C O0n6peyna | 7,9-12,6 (CAVH) 750 mg nBa MbTH JHEBHO;TIPT
HeNOCTATbYHOCT Ha | 1,6 (HF) HUCKOCKOPOCTHA Qc\\lw
NPOAL/DKUTE/IHA XEMOAWANH3A XeMO(UATpaLms, _
(CAVH) WK npuiara nGsubgaita, |
BUCOKOCKOPOCTHA npenopbyaHa TS HAPYD :
xemobnmrpauuss  (HF) B 6x0peuHa gyH !i W\ L




Kpeamunuro6 x1upbHc T1/2 (vacose) Hoza mg

| peaHUMaLIUg

Yeproopobro yspesicoane
[edypokcHM ce eKCKpeTHpa MaBHO 4upe3 OnbOpeuure. He ce oyakBka HaJlMMHMETO Ha HapylleHa
yepHOIpOoOHa PyHKIMA fa oKaxe edeKT BbpXy PapMaKOKMHETHKATA Ha LIeypPOKCHM.

HauyrH Ha NpUIOXKEHUE

AkceruH TpaOBa Oa ce mpuiiara 4pe3 MHTPABCHO3HA HIDKEKLHMA 34 MEPUOR OT 3 A0 5 MHMHYTH
JHPEKTHO BBB BEHa WMJIK Ype3 MHTPAaBEHO3HO KANKOBO BIMBaHE, WK 4pe3 uHyuus ot 30 o 60
MUWHYTH, WIH 4pe3 OTBJI00Ka HHTPAMYCKYTHA HHKEKIIUA.

NuTpaMyCKYJIHHTE HHXKEKLHH TpAOBa Ja € HHKEKTHPAT ABJIOOKO B OTHOCHTE/IHO FOMIAM MYCKYJI
M He TpAOBa Aa ce HIDKEKTHpAT noeeue oT 750 mg Ha exHO MACTO. 3a 1034 HaA 1,5 g Tpabea aa ce
M3MO0JI3Ba UHTPABEHO3HO IMPMIOKEHHME, 3a YKa3aHUA OTHOCHO pa3peKJAaHETO Ha J1eKapCTBEHMS
MPOAYKT Npean NPHICKECHUE, BHXKTE TOUYKA 6.6.

4.3 IIpoTHBONOKAIAHAS

CBpBX4YBCTBHTEHOCT KBM AKTHBHOTO BEIIECTBO WIM KBM HAKOE OT NMOMOLIHHUTE BEIECTBA,
H30poeHHu B TOuka 6.1,

TIauMEHTH ¢ M3BECTHA CBPBXYYBCTBHTENIHOCT KbM LIEDANOCTIOPHHOBH aHTHOHOTHLIN. AHAMHESA 34
TeXKKa PeaKliis Ha CBPbXYyBCTBHTENHOCT (Hamnp. aHaHNaKTHYHA PeaKkuMs) KbM ApYT THI Gera-
NaKTaMHH aHTUOAKTEPHANHHU CpeACTBa (MEHULWIUHH, MOHODAaKTaMU U KapbaneHeMH).

4.4 CrieqHAIHH NpeaYNpexIeHAs H NPEANA3HH MEPKH 32 ynoTpe6a

PeakiliMi HA CBPBbXYYBCTBUTEIHOCT
[TonoGHo Ha BCHUKHM OeTa-AakTaMHU aHTHOAKTEpUANHM CPEACTBA MMa CBHOOLLEHMA 33 TEXKKH U

noHskora ¢aTalHH pPeakUuMH Ha CBPBXYYBCTBHUTENHOCT. HMMa chOOLeHMS 3a peakuHH Ha
CBPBXYYBCTBHTEJIHOCT ¢ Mporpecua Ao CHHApOM . HA Kounis (ocTep anepruyeH <ma3bMm Ha
KOPOHAPHA apTepHs, KOHTO MOKe Na oBeAe 10 HHPApPKT Ha MHOKapJa, BxK. Touka 4.8). B cnyuaii
Ha pa3BHUTHE Ha TEXKKA peakliMst Ha CBPBbXUYYBCTBUTEIIHOCT, JICYEHHETO ¢ LedypoKkcHM TpadBa na ce
npeycTaHOBH He3abaBHO U 21a ce npeAnpHeMaT NOAXOAA1UH MEPKH 34 CTICHIHO TE4YCHHE.

[Ipeau 3anovBaHe Ha JICUEHHE TPAOBA Aa C€ YCTAHOBM AQIM MALMEHTHET HMa aHAMHE3a 33 TEXKKH
peaKkiliMM Ha CBPBXYYBCTBHTE/IHOCT KbM LIEQYpPOKCHM, KbM APYTH Le(PAnOCIIOPUHHA WIH KbM APYTH
THRoOBe OeTa-nakraMHK cpeactsa. Llegypokcnm TpadBa Aa ce npunara ¢ NOBHUIUEHO BHUMaHHE IPH
NalyeHTH ¢ aHAMHE3a 33 HETEXXKH PEaKIIMH Ha CBPBXYYBCTBHTEIHOCT KbM ApPYTrH OeTa-nakTamMHu

CpeACTBa.

Texku k0XKHHM HEXENIAHK peaKLIMH (severe cutaneous adverse reactions — SCAR)
BbB Bpb3ka ¢ NeyeHHe ¢ UePYpOKCUM Ca CHOOINEHH TEXKKH KOXHHM HEXKCIdHH PEaKLHH,
BKIIOYBALIH: CHHAPOM Ha Stevens-Johnson (Stevens-Johnson syndrome - SJS), ToxcuuHa
eniaepMaiHa Hexponusa (toxic epidermal necrolysis — TEN) u nekapcreeHa peakums ¢
eosrHOHINA U cMcTeMHH cHMITTOMH (drug reaction with eosinophilia and systemic symptoms —
DRESS), kouTO MOXe Jia ca )KMBOTO3acTpaillaBallli HWIH C IeTalleH U3Xo[ (BXK. Touka 4.8).

[Ipu npeaAnMCBaHETO MalMEeHTHTE TPAOBa Aa ObIAT HHPOPMHUPAHU 32 NPUIHALUKTE U CHMITTOMUTE
H 1a 6bpaaT HabmoAABaHU C MOBHILICHO BHHMAHHE 33 KOXKHH PEaKLMH. AKO C€ NOABAT NMPU3HALIM H
CHMITTOMH, MOKA3aTENMHH 33 TAKABA PEaKLMA, NMPWIOKEHHETO Ha LeYpOKCHM Tpiadea He3abaBHO
Ia ce MPeycTaHOBH U 1a ce OOMHCIH aANTEPHATHBHO JieueHHe. AKO NMalMEHTHLT € Pa3Biil CepuO3Ha
peakiia, xaro Hanpumep SJS, TEN wiu DRESS npu ynorpebarta Ha uedypoxcum, He Tpadea
HHKOra OTHOBO 4 C€ 3aMouBa JIeYeHHe ¢ UePYPOKCHM Ha TO3H MALUEHT.

EQH{JB@MEHHO JCYCHHUE C MOHIHH NHYPETHIIH HJIHKH AMHHOTJIHKO3WIH

Bucoku no3mu nedanocnopMHOBH aHTHOHOTHIIM TpROBa Oa ce mpwiarar ¢ NOBHLUIE
MpH MALMEHTH, KOHTO MO CHLIOTO BpeMe Ce JICKYBaT C MOIIHH JHYPETHLIH KaTo ¢yp




aMHHOrMHKO3UAH. [Ipn Te3n komOuHanMK € cpofiuaBaHo 3a yepexaaHe Ha OnOpeynara QyHKLMA.
[IpM nmauMeHTH B cTapuecka BB3PacT M NMpU NMalMEHTH ¢ npeaxokzamo 6nbpeuHo yBpexkaaHe
TpAOBa Aa ce npocieAsBa ChCTosHHeTo Ha 60peunara QyHkuma (BXK. To4Ka 4.2).

CBpBXpAcTEX HA HEUYBCTBHTEJIHW MHKPOOPraHH3IMH

YnorpebaTta Ha LueQypokcHM MOXe Ja AOBeOE N0 CBpbxpacrexk Ha Candida. TlpoasmxurenHoro
NPpUIOKEHWE MOXE CBIIO Ja JOBede A0 CBpPBXpPacTe HA APYTH HEYYBCTBHTE/HH
MHKpOoopraHusMH (Hanp. eHrepokokH Ha Clostridium difficile), koeTo MOXKe Ja HaJlOXH CITHpaHe

Ha JieucHHeTo (BXK. Touka 4.8).

[IceBnOMEMOpPAHO3EH KOJIHT, CBRBP3aH C MPHEM HAa aHTHOAKTEpHANHH CPEACTBa, € ChOOLIABaH NpH
ynorpeba Ha 1edypOKCHM, KaTo MO TEXKECT MOXe Jla Bapupa OT JeK 10 >KMBOTO3acTpalllasalll.
Tasu amarHosa TpabGBa Aa ce HMa NpenBHA NPU MAMEHTH C AWApHa 10 BpeMe Ha MM Clef
NpUIOXKEHHETO Ha nedypokecuM (Bx. Touka 4.8). B Te3u cnyuan tpsbsa na ce oOMHCIH cniMpaHe
Ha NEUYEHHETO ¢ LIedhyPOKCHM M NIPWIOKeHHe Ha cnieuuduyuHa tepanua 3a Clostridium difficile. He
TpAOBa Aa c¢ MpUnarat JCKapCTBEHH MPOAYKTH, KOUTO HHXUOUPAT NMEepUCTAJITUKATA.

HurpaabaoMuHanuy HHOEKUHH

[TopagH cnexTbpa M Ha AKTHBHOCT, LEPYPOKCHM HE € IMOIXOAAL 33 JICUCHHE HA HHGEKLMH,
NpHYHHEHH OT [ paM-orpuuaTensy HedpepMeHTHpallH Oakrepuu (Bxk. TOUka 5.1).

ITopNHABAHE HA PE3YATATHTE OT JHATHOCTHYHHU TECTORE

Pa3zsuTHeTO Ha nonoxureneH tect Ha Coomb’s, CBBP3aHO C MPWIOKEHUE Ha LIEQYPOKCHM, MOXE
Ja MOBJIMAE HA KPBCTOCAHAaTa [poba 3a CbBMECTHMOCT MPH KPBHBOMpPEIHBaHE (BX. TOUKa 4.8).

Morar ga ce HaOmMOAABAT HE3HAMHTEJHH OTKIIOHEHHMS NPH MEA-PEAYKLMOHHMTE TecToBe (Ha
Benedict's, Fehling's, Clinitest). ToBa obawe He BoaM A0 (aNIIHBO MOJOKHUTEIHH PE3Y/ITATH,
KaKTO MOJKe [Ia C€ MTOJTY4H C HAKOM APYrH LedanocnopHHH.

Toit kaTo NpH rpoBexkaaHe Ha PepHLIHaHHAEH TECT MOraT Aa c€ Noaydar GallliiBo OTPHLATEIHH
pE3YJITATH, 34 M3CNCABaHE HA HHBATA HAa IIIOKO3a B KPBbBTA/ IU1a3MaTa MpH NAallHeHTH, NpHeMallly
we(ypOKCHM HATpHii, Ce NpenophuBa NPWIOKEHHETO MAM HAa TMOKO300KCHAA3HMA, WIM Ha
XeKCOKHHAa3HHA METO.

HutpakamepaniHo NPpUIOKEHUE U OYHH HAPYIIEHHS

AkceTHn He ¢ GOopMYyHpaH 3a HHTPAKaMEPATHO MPHIOKCHHE.

JdoxnaasaHu ca OTACAHH CIy4ad M TIPYyNHM OT CEPHO3HH OUYHH HEXKEIaHHW pPEaKUHM clel
HeoaoOpeHa HHTpakamepalHa ynoTpeba Ha LCPYPOKCHM HATpHi, MPHrOTBEH OT (JIAKOHH,
oaobpeHH 33 UHTPABEHO3HO/ MHTPAMYCKYJIHO MpUIOkKeHne. Te3r peaklUMM BKIOYBAT OTOK Ha
MaKyJjiaTa, OTOK Ha pETHHATa, OTJIENBaHE HA PETHHATA, TOKCHYHOCT 3a pPETHHATA, 3PUTENHO
YBpPEXIAHE, HAMAJICHA 3PUTEIHA OCTPOTA, 3aMbITICHO 3PEHHE, HEMPO3pAaYHOCT HAa pPOroBHIIATa H
OTOK Ha pOrOBULIATA.

BaxkHa HHQoOpMAaLIHs 32 HATPHIA
To3u nexkapeTBeH NpoayKT ¢bAbpka 40,65 mg HaTpuit Ha dnaxoH, exkBUBaleHTHO Ha 2,03% or

npenopbuBaHud or C30 MakcHManeH AHEBEH NpPHEM Ha HATpPUM B pa3Mep Ha 2 g HaTpuii npH
BB3PaCTHM.

4.5 B3auMoelicCTBRE ¢ IPYTH JIEK2PCTBEHA NPOAYKTH B ApYrA $opMH HA B3aHMO/eiicTBHE

Lledypokcum MOXe Ha OKaxke BIMAHHE BbPXY upeBHaTa ¢uiopa, KOETO Oa JOBeAe A0
peacopbuma Ha ecTporeH M HaManeHa eQdUKACHOCT Ha KoMOuHupandre /H
KOHTPALENTHBH.




[ledypokcum ce exkckperupa upe3 rioMmepyinHa ¢untpauus u TyOynHa cekpeuus. He ce
NpenopbpyBa €IHOBPEMEHHO TMPWIOXKEHHE ¢ mnpodeHeuua. EQHOBPEMEHHOTO NpPWIOKEHHE C
npoOeHelH yIb/KaBa eKCKpelMATa Ha aHTHOMOTHMKA M BOJM JO MNOBHIIEHAa MaKCHMalHa

MNa3sMOHA KORLICHTPAllHnA.

[ToTeHIIHANTHO HE(PPOTOKCHUYHH JEKAPCTBA H OPHMKOBH AWYPETHLH

JleueHHeTO ¢ BHCOKHM A03M LedanocnmopuHu Tpadea na ce mposexkaa ¢ MOBMIIEHO BHHMAaHUe MpH
NALHEHTH, KOMTO TMpHEMAT MOLIHH JMYpeTHUH (KaTo ¢ypo3eMy) HIM TMNOTCHLHAITHO
He()POTOKCHYHH NPOIYKTH (KATO aMHHOIJIMKO3UHH aHTHOMOTHLM), ThH KaTO NMPH H3NOI3BAHETO
Ha TakHBa KOMOHHALIMK He MOXKe 1a C¢ H3K/MIOYH HapylnaBaHe Ha OLOpevnaTa QpyHKLuA.

Ipyru B3anMoneHcTBHS

OnpenensHe Ha HUBaTAa Ha INIIOKO3a B KPBBTA/ IU1a3MaTa. MoJs, BIOKTEe Touka 4.4.
EnHOBpeMEHHOTO TIPHIOKEHHE C MEepOpaHM aHTHKOAryJaHTH MOXE Ja JOBede AO TOBHIIABAHE
Ha MEeXAYHApPOAHOTO HOpMann3HpaHo ¢boTHOLICHHE (INR).

4.6 @®epTHIHTET, OpeMEHHOCT B KbpMeHe

bpeMeHHOCT

HAMa orpaHM4Y€HO KOJNMYECTBO AAaHHH OT ynorpebara Ha uedypoKCHM nNpd OpeMeHHHM >KEeHH.
[IpoyuBaHuATA NIPH XKUBOTHH HE MOKA3BaT PENPOAYKTHBHA TOKCUMHOCT (BXK. Touka 5.3). AKCETHH
TpsOBa j1a ce rpeaAnucBa Ha OpeMeHHH XEHH, CaAMO aKO MOJI3aTa MPEBULIABA PHCKA.

YcTraHOBEHO €, ué uedypOKCHM NpeMHHaBa MNpe3 IUTAleHTaTa W JOCTUra TepareBTHYHU HHBA B
AMHMOTHYHATA TEYHOCT MU KPbB OT IThMHATZ BPBLB Cll€A HHTPAMYCKYJIHO MM HHTPaBEHO3HO
MpUNOoKEHHE NPH MaHKaTa.

KbpMmene
Lledypokcum ce ekckpeTupa B KbpMaTa B MAJIKH KonudecTBa. He ce ouakBaT HexkeslaHM peaKluu

MPH TEpPaneBTHYHH J03H, BBIIPEKH Y€ HE MOXKE A4 C€ M3KIKUYH PUCK OT MOABA HA JUAPHA U
pa3sBUTHE Ha rbOMYHAa WHpexuma Ha auraBHuMTe. TpabBa na ce B3eMe pelIeHHE AajH Ja Ce
NPEyCTAHOBH KbPMEHETO HJIM Ja C€ CHpe Tepanusata ¢ HePypOKCHM, KATO C€ B3eMaT oA
BHHMAHHME NOJI3aTa OT KbPMEHETO 34 ACTETO M NOJ3ATa OT TEpalruaTa 3a MaHkara.

DepTUnurer
Hama pavHHu 3a edekture Ha UHedYpOKCHM HaTpui BBpXy ¢epTHauTeTa MNpPH  XOpa.
PenpoayKTHBHHTE NPOYYBAHUA NIPH )KMEBOTHH HE Ca MOKA3aIH e(eKTH BBpXY depTUIHTeTA.

4.7 EdextH Bupxy cnocobnocTTa 32 modHpaHe B padoTa ¢ MAINAHH

He ca npoBexxnaHy npoy4BaHus 3a eeKTHTE Ha LePYPOKCHM BBLPXY CNOCOOHOCTTA 32 WIodHpaHe
1 pabora ¢ MaiuMHU. Bb3 OCHOBa Ha M3BECTHHTE HEXKETIAHK peakildH, 00ave, € MajKo BEPOATHO
nedypoOKCHM Aa NMoBnuABa cnocobHoeTTa 32 oduUpaHe U paboTa ¢ MaLLIMHH.

4.8 Hexxe1aHH JJeKAPCTBeHHA peaKNHH

Haii-yecTHTe HEXeNaHU peakLMU ca HEYTPOIEHMA, €03HHOMUNMA, NPEeXOAHO MNOBHLIABaHE Ha
YepHOApOOHUTE eH3MMHM WK OwiupybHHa, oco0eHO INpH mNalMeHTH ¢ TMpeaUecTBallo
YyepHOAPOOHO 3a004BaHe, HO HAMA JAHHM 32 YBpPEXAAHE Ha UuepHHA ApoD, H peakHHH Ha MACTOTO
Ha MTPUIIOKEHHUE.

KateropuszupaHeTo 1o 4eCToTa Ha HEXEJIAHUTE JICKAPCTBEHH peakiMH [10-101Y € IIp
ThH KaTO 3a NOBEYETO PCAKIIHM HE Ca HaJIMYHH NMOAXOAALUM A3HHH 3a U3YHCIIABaHE
B nonmbiHeHMe, yecToTaTa Ha HEXEAHUTE JIEKAPCTBEHH PEaKLIMH, CBBP3aHH
HaTpu#h, MOXe J1a BapHpa B 3aBUCUMOCT OT HHAUKALIUATA.,




JlaHHH OT KJIMHHYHHM MPOYYBAaHHMA Ca HM3MOJI3BAHH 3a ONMPEOC/IAHE HA YECTOTATA HA HEXKCITAaHMUTE

NEKAPCTBEHH PEaKUMH B KATErOPMHTE OT MHOIO 4YeCTH N0 peakd. YecToTrata Ha BCHYKH OpYrH
HexKeJIaHH JIEKapCcTBeHH peakumu (T.e. Te3u ¢ uvectoTra <1/10 000) e ycraHOBEHa I1aBHO BB3

OCHOBA Ha NOCTMAPKCTHHINOBH JaHHH H 4YeCTOT4aTa HM 3aBHCH OT HCCTOTaTa Ha cboOlllaBaHe Ha
HEXKEIIAaHHN PCAKIIHHY, a HE OT peajlHaTa 4€CTOTa.

CpBp3aHHTE C JICUCHHETO HEXENIaHW JIEKApCTBEHH PeakLMH, BCHYKM CTEMNEHH, ca H30poeHH mno-
aoay, cerinacHo MedDRA, no cucreMo-opraHeH Kiac, 4ecToTa H cTeneH Ha texecT. Manonssana e
cinegHara KiaacHpHMKalHg Ha 4eCTOTAaTa HA HEXE/IAHUTE JICKAPCTBEHH peaklMH: MHOI0 YECTH
(=1/10), uectu (=1/100 no <1/10), Hewectn (=1/1 000 o <1/100), peaxu (=1/10 000 o <1/1 000),
mHoro peaks (<1/10 000) u ¢ HemsBecTHa yecroTa (OT HAMYHHUTE AAHHH HE MOxke Aa Obae
HalpaBeHa OLICHKA).

Cucmema opzan kaac | Hecmu Heyecmu C Heussecmua
yecmoma
HUndexumun u CBPBXPacTek Ha
HHGecTaLUN Candida, ¢cBpbXpacTex
Ha Clostridium
difficile
Hapyienns Ha | HEYTPOTICHUS, NIEBKOTICHHA, TPOMOOLIMTONEHMA,
Kp’bB’fa u auMpHaTa | eosuHOUINS, [OJIOKUTEJIEH TECT Ha | XeMOJIMTHYHA aHEMHUA
cHeTEMA NOHIDKEHA Coomb’s
KOHLIEHTpaLus Ha
XeMOTJIOOUH
HapymeHus Ha JEKapCTBEHA TPeckKa,
MMYHHaTa CHCTEMA HHTEPCTHLIMAJIEH

He(put, aHadunakcus,
KOXEH BACKYJIUT

CopacyHH HapyIlleHHS | | CunapoM Ha Kounis
CroMalHO-YpEBHH CTOMALITHO-YPEBHH ncesaAoMeMOpaHoO3€eH
HapYLICHHS CMYLIEHHUSR KOJIMT (BX. TOuKa 4.4)
XenarobunuapHu NpPEXOAHO NMPEXOAHO
HapyueHus NOBULIIABAHE Ha | MOBHIHABAHE Ha

HUBATA Ha | OunupyOHHa

4yepHOOpOOHUTE

CHIUMH
Hapyienns Ha KOXKEH oOpuB, | epuremMa MyaTHHOpPME,
KOXKaTa U NOAKOKHATA YPTHKapus, chpoex TOKCH4YHA
ThKaH enuaAcpMalIHa

Hekpoausa U CHHAPOM
Ha CTHUBBHC-/[’)KOHCHH,
JICKAPCTBEHA PEAKLHA
¢ €O3UHOQHIHA H
CUCTEeMHH CHMIITOMH

(DRESS)
HapyuieHus Ha NOBHILIABAHE Ha
O0nOpenuTe U CEpPYMHUS KPCATHHMH,
NUKOYHUTE ITHTHILA NOBULIIABAHE Ha

ypeHHHA a30T B KPbBTa

Ob6my HapyllleHHd H | peaklMd Ha MACTOTO
eeKTH Ha MACTOTO Ha | Ha HIDKEKTHPaHe,




Cucmema opzan krac | Hecmu Heuecmu C HeU3I8ECMHA

yecmoma
NpUIoKEHHE KOUTO  MoOrar JAa
BKJIIOUBAT ©OOJKa H
TpoMbodnedur

Onucanue Ha u3bpanu HeJCeNanu peaxyuu

Lle¢anocnopuHure KaTto Knac HMar CBOMCTBOTO Aa ce abcopOupar BBpXy MNOBBHPXHOCTTA Ha
mMeMOpaHUTE Ha 4YepBEHHTE KPBBHH KJIETKH H Aa pearupar ¢ aHTMTeNa, HACOYCHH Cpeury
NIEKapCTBOTO, B PE3YJITAT HA KOETO Aa Mo3uTHBHpaT Tecta HA Coomb’s (koeTo Moxe 1a noBnuse
Ha KpbCTOcaHaTa npoba 3a ChbBMECTHMOCT NMpPH KPLBOMPEIHBAHE) H MHOrO PAJAKO Oa NPUYHHAT
X€MOJIUTHYHA aHEMHA.

HabmofaBaHo € MpexogHo MOBHILABAHE HA CEPYMHHTE HHBA Ha 4EpPHOOPOOHHTE €H3UMM H
OunupyOurHa, KoeTo OOHKHOBEHO € 00pPaTHMO.

bonka Ha MACTOTO HA NPHJIOKEHUE [TPH HHTPAMYCKYJTHA HHDKEKLIMA € NO-BEPOATHA MPH NO-BHCOKH
J03HW, HO TOBA €JHA JIH MOXke J1a Obie MpUYHHA 38 MPEKBCBAHE HA JICYCHHETO.

leuoampuuna nonyrayus
[TpodwreT Ha BezonacHocT Ha LUedypPOKCHUM HATPUM NpU Jela € B ChOTBETCTBHE © npodunia npu
BBL3PacTHH.

Cro61uaBaHe Ha MONO3UPAHH HEXKENAHH PEAKIIHH
CroOluaBaHeTO Ha NOAO3HPAHH HEXKENaHU peaklMu clell paspellaBaHe 3a ynorpeba Ha

JIEKApCTBEHH TPOAYKT € BakHo. Topa mo3BojisBa Ja Npomb/bku  HabmoneHdero Ha
CHOTHOLIEHHETO NOJ13a/ PUCK 33 NEKApCTBEHHA NPOAYKT. OT MEIHLMHCKHMTE CIELMATNCTH Ce
W3KCKBa Ja CbOOLIABAT BCAKA MOAO3ZHPAHA HEXKEJAHA peaklMs 4Ype3 HAlMOHAJIHATa CHCTEMA 3a
croOL1aBaHe:

UsnbaHuTeNHA areHuuUs 1o jexapcTeara

yn. ,,JlamsaH ['pyes™ Ne8

1303 Codpu

Ten.: +359 28903417

yebcaiit: www.bda.bg

4.9 Ilpeno3npane

[Tpeno3upaHeTo MOXeE Ja AOBeAE A0 HEBPOMOIrMYHH NOCNEOCTBUA, BKIIOUHTENHO eHUedanonaTus,
repuoBe U Koma. CHMIITOMHM Ha MpeAO3HpaHe MOraT Aa ce MOABAT, aKO J034aTa HE C€ HaMaJisABa
TIPABWIIHO NPH NALMEHTH ¢ OB0peuHo yBpexaaHe (BX. TOUKH 4.2 u 4.4).

[InasMenuTe HUBA Ha uUePYpOKCMM Morar na OpAaT MOHWKEHH Ype3 XeMOJHAIH3a HIH
nepuTOHEaNHa JHATIH3A.

5. PAPMAKOJIOTHYTHU CBOMCTBA
3.1 PapMaKkoIHHAMHEYHH CBOHCTBA

dapMaKkoTepaneBTHYHA TPyMNa: aHTHOAKTEpHANIHW CpPEACTBA 3a CHCTEMHO NPHIOXKEHHE, BTOpa
reHepanus uedanocnopuun; ATC koa;: JO1DCO2

MexaHU3B M Ha ICHCTBHE
LHedbypkocuM uHHXHOMpa cHHTe3a Ha OakTepHanHaTa KIETBYHATA CTEHA 4pe3 CBLP3BAHE C

NeHULWIHH-cBBp3BaliuTe nporeuHd (PBPs). Tosa Boau oo mpexbcBaHe Ha OHOCHHTE3aTa Ha
KIEThYHATA CTEHA (MENTHAOTNTHKAHHN) K CJIEA TOBA IO KNEThYHA JIH3a U CMBPT Ha Kl

MexaHU3bM _Ha PE3HCTEHTHOCT
bakrepuanHara pe3UCTEHTHOCT Ha uehypOKCHM MOXE Ja ¢€¢ IBb/DKHM Ha €JIHH

CIICAHUTEC MCXaHH3MH.




. XHJIpOJi3a Ype3 Oera-nakTaMasH, BKIIOYHTEIHO (HO HE OrpaHH4YeHO N0) OeTa-nakraMasu
¢ paswmped crnekrep (ESBLs), kakto 1 Amp(C €H3MMH, KOMTO MOraT Ja C€ HHAYLMPAT WIH
TpaifHO Ja ¢¢ aKTUBHUPAT OT MOTUCHATO CHCTOSHUE NPH onpeaencHU aepobHM I'paM-orpuilaTe/HH

OakrepHaliHH BHAOBE,

° HamaneH aQUHUTET HA NEHHIIUIHH-CBbLP3BAIIIMTE MPOTEHHH KbM LIEQYPOKCHM;

. HENPONMYCKIMBOCT Ha BBHLIHATA MEMOPaHa, KOETO OrpaHMuaBa AOCTHIA HA UePYPOKCUM
A0 NEHULIMJIMH-CBBP3BALINTE NPOTCHHH NpH ['paM-oTpuuaTenyn dakrepum;

. HakTepuanHy €QITyKCHH [OMITH.

[Ipy MHKpOOPraHHM3MH, KOHTO ca MNPUAOOWIM PEe3UCTEHTHOCT KBbM JPYTH HHKEKLUHOHHH
ie¢anoCrnoprHH, ce OMaKBa PE3UCTEHTHOCT H KbM LiedypoxcuM. B 3aBUCHUMOCT OT MeXxaHH3Ma Ha
PEe3HCTEHTHOCT, OPraHU3MHTE C NMPUACOUTA PE3UTHEHTHOCT KbM NCHMUMIMHH MOTAT Ja NPOABAT
HaManeHa YYBCTBHTETHOCT WIH PESHCTEHTHOCT KbM LEPYPOKCHM.

['paHuyHY CTOMHOCTH Ha 1IePYPOKCUM HATPUI

['pannuH¥TE CTOMHOCTH Ha MHHMMAJ/IHaTa HHXxuOMpama xoHueHtpaums (MIC), onpeaeneHu or
EBponefickis KOMHTET 3a M3cleaBaHe Ha aHTUMHKpPoDHa udyscTBHTENHOCT (European Committee
on Antimicrobial Susceptibility Testing, EUCAST), ca xakro cnensa:

Mukpooprann3sm I panuynm croiiHocTH (mg/l)

S R
Enterobacteriaceae’ <8* | >8
Staphylococcus spp. 3abenexka’ 3aGenexxa’
Streptococcus A,B,CuG 3abenexka’ 3abenexka’
Streptococcus pneumoniae <0,5 - >1
Streptococcus (Apyru) <0,5 >0,5
Haemophilus influenzae <i >2
Moraxella catarrhalis <4 | >8
['paHUYHH CTOMHOCTH, KOMTO | <4° >
HE ¢4 CBBP3aHH C BUJA'

! I'panuMuHuTe CcTOMHOCTH Ha uedanocnopuuute 3a Enterobacteriaceae yCTAHOBABAT BCHUKH
KIMHHYHO 3HAYUMH MEXAHHM3MH Ha pe3sucTeHTHOCT (BmounrenHo ESBL u nmaasmua-meauupana
AmpC). Hsaxkon wmaMoBe, KOMTO npoxyumpar OeTa-nakrama3u, ca YYBCTBUTE/IHH WIH
HHTepPMEAUEPHH KbM 3-TO HWIIH 4-TO NMOKoNeHHe 11edanoCnOpHHH MO T€3H PaHUYHMA CTOWHOCTH H
TpabBa Ja ce cpo0luaBaT KaTo OTKPUTH, T.€. HAUIMYMETO WM nuncata Ha ESBL camu no cebe cu
He TOBIHMABAT KaTErOpH3HpPaHEeTO MO YYBCTBUTEJIHOCT. B MHOro obiacTd OTKpPHUBEHETO H
kareropusvpaHeTo Ba ESBL e npenopbuutenHo WM 3aAB/DKUMTENHO 3a LEJUTEe Ha KOHTPON Ha
HWH(pEeKLIMUTE.

2 T'paHHYHATA CTOMHOCT ce oTHacs camo 3a f03a ot 1,5 g x 3 u E. coli, P. mirabilis n Klebsiella
Spp.

* UyBCTBHTEIHOCTTA HAa CTA)WIOKOKHTE KbM Le(QanoCnopuHH ce€ HM3BEKIa OT METHLIIHHOBATA
YYBCTBUTEJIHOCT, ¢ HM3KIIOUYCHUWEe Ha LedTasuauM, UEPHKCHM H UePTUOYTEeH, KOUTO HAMAT
rpaHUYHH CTOHHOCTH W He TpAOBa Ja ce MpUIAarar 3a JeYEeHHE Ha CTAQHIOKOKOBH HH(PEKLHH.

¢ YypcTBHTENHOCTTA Ha GeTa-XeMOIHUTHYHHMTE CTPeNTOKOKM oT rpynH A, B, C u G kM Gera-
JIAKTAMMTE CE€ H3BEXKJA OT YYBCTBHTEIHOCTTA KbM NMEHULIMIHHM.

> T'paHHYHHTE CTOHHOCTH C€ OTHACAT 3a JHEBHH HHTPABEHO3HH A03H OT 750 mg X 3 ¥ BHCOKH J03H
OT HaM-Masiko 1,5 g X 3.

S=s4YyBCTBHTEeH, R=pe3ncTeHTeH

MukpobHonorudtia YyBCTBUTETHOCT

TBPCHU CHBET OT CMNECUMATHCTH, KOTATO JIOKAITHATA YECTOTA HA PE3HCTEHTHOCT € TaKg}
10J BBITPOC NPHIOKUMOCTTA Ha LedyPOKCHM MOHE MPH HAKOH BHAOBE HH(EKLHH.
LledpypoxcuM 0OMKHOBEHO € aKTHBEH CpeLly CJICIHHTE MHKPOOPTraHH3MH in Vifro:




Muxpoopzanuzmu, Koumo obudairo ca yyscmsumennu

"paM-TIOJIOHUTE/IHH aepobHu:
Staphylococcus aureus (METHUWIMH-UYBCTBUTENIEH) $

Streptococcus pyogenes
Streptococcus agalactiae

["paM-oTpuuaTenHy acpobu:
Haemophilus parainfluenzae
Moraxella catarrhalis

Muxpoopzanuzmu,_3a xoumo npudobumama pe3ucmesmHocm Moxce 0a e npobaem

['paM-MONOKHTEIHH aepobu:
Streptococcus pneumoniae
Streptococcus mitis (viridans rpyna)

[‘pam-orpuniaTenty aepobu:

Citrobacter spp. ¢ v3knoueHune Ha C. freundii

Enterobacter spp. ¢ maxmouenne Ha E. aerogenes u E. Cloacae
Escherichia coli

Haemophilus influenzae

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. ¢ nakmoueHne Ha P. penneri v P. vulgaris
Providencia spp.

Salmonella spp.

['paM-nonokUTENIHH aHaepobu:
Peptostreptococcus spp.
Propionibacterium spp

I ' paM-OTpDHLIATE/IHH aHaae )

Fusobacterium spp.
Bacteroides spp.

Hacnedcmeeno pe3ucmermuu .M‘HKEGOQE‘HH

["pam-nonoXHTENnHH acpodu:
Enterococcus faecalis

Enterococcus faecium

[ pamM-OTpHUATEIHH acpodH:
Acinetobacter spp.
Burkholderia cepacia
Campylobacter spp.
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Morganella morganii
Proteus vulgaris

Proteus penneri
Pseudomonas aeruginosa
Serratia marcescens
Stenotrophomonas maltophilia

["paM-nmonoxuTendy aHaepobu:
Clostridium difficile

I'paM-0oTpHLIATENHH aHaepoOu:
Bacteroides fragilis

Apyru:
Chlamydia spp.

Mycoplasma spp.

Legionella spp.
$ Beuuky METHLWIHH-PE3UCTEHTHH S. qureus ¢a PE3HCTEHTHH Ha LHEPYyPOKCHM.




JlokazaHO €, 4Ye in Vifro AKTHBHOCTHTE Ha LUCPYPOKCHM HATPHii H HA AMHHOIIIHKO3IUAHHUTE
aHTHOMOTHLIH B KOMOMHALIMA Ca HAH-MAaKOTO JOITBJIBALLM C€, [IOHAKOTa ¢ JAHHH 38 CHHEPTH3BM.

5.2 GapMaKOKHHETHYNH CBOlicTBa

Abcopbuua

Cnen uMHTpaMycKyJHO (i.m.) vHKeKTHpaHe Ha Ue(pypOKCHM NpH 3ApaBU AOOPOBOJILM CpEeAHHTE
MAKCHMA/THH TUIa3MeHH KOHLIEHTPALHH ca OT nmopaabka Ha 27 go 35 pg/ml 3a nosa or 750 mg u 33
no 40 pg/ml 3a noza or 1 000 mg u ce pocrvrar B pamkure Ha 30 mo 60 MHHYTH cien
npunoxenune. Crex UHTpaBeHO3HO (1.v.) MpuiokeHue Ha Jo3u oT 750 mg u 1 500 mg, Ha 15-Tara

MMHYTA IUTa3MEHUTE KOHLEHTpauuHu ca cboTBeTHO 50 1 100 pg/ml.

AUC u Cuax Ce MOBHINABaT JTHHEHHO ¢ MOBHULIABAHE Ha A03aTa NPH eIHHHYHA no3a oT 250 go |
000 mg cnen i.m. iy i.v. npunoxeHde. HaMa JaHHU 3a HaTpynBaHe HA LUEQYPOKCHM B cepyMa
MpH 3paBH A0OPOBOILM ciie]] MOBTAPALLO C€ HHTPABEHO3HO MIPUIOKeHHe Ha A03H oT | 500 mg Ha
BCEKH 8 yaca.

PasnpeneneHne

B 3aBHCHMOCT OT METOJA Ha M3CIEABAHE C€ YCTAHOBSABA CBBLP3BAHE C IUIA3MEHHTE NPOTECHHH
mMexxay 33 u 50%. Cpenuuar o6eM Ha pasnpezaenieHue sapupa ot 9,3 ao 15,8 /1,73 m? cnen i.m.
WId 1.v. npuioxeHde Ha ao03d ot 250 po 1 000 mg. KoHuentpauiu Ha UedypPOKCHM,
HAABHIABAIIM MaKCHMAIHHTE WHXMOUTOPHH HHBA 3a 4€CTO CPELIAHMTC MATOr¢HH MOraT Ja ce
NOCTHTHAT B CIMBHLMUTE, CHHyCHTe, OpOHXMANIHATA JIMraBHlla, KOCTHUTE, IUIEBpaJlHATA TEYHOCT,
CTaBHAaTa TEYHOCT, CHHOBHAJIHATA TEYHOCT, HHTEPCTHLMATHHTE TEYHOCTH, JKIbYKAT4, XPauKHTE H
BBTpeOUYHaTa Te4HOCT. LledypokcuM nmpeMHHaBa KPBBHO-MO3BMHATA OapHvepa NnpH Bb3NaJeHUE Ha
MEHHUHIUTE.

buotpaHcdopmalus
LedypokeuM He ce MeTabomnampa.

EnuMHHHpaHE
Lledypokcum ce ekcKpeTHpa 4pe3 rinoMepyinHa ¢uirpauus v TyOynHa cexpeuus. [Inasmenusr

MONTY>KHBOT CJIEA HHTPaMYCKYJIHO HJIH WHTPABEHO3HO MPHNOKEeHUE € NpUuOnusuTeHo 70 MHHYTH.
[Touyrn usnara posa (85-90%) uedypokcHM ce €KCKpPETHpPa HENPOMEHEHAa ¢ ypHHara 3a 24 daca
cnen npuioxeHve, OCHOBHATA YacT OT NPHETATa 4034 C€ eJMMHHHpa B NbpBUTE 6 yaca. CpeaHusT
61L6peueH KIMPBHC € B rpaHuumTe oT 114 no 170 mYmin/1,73 m? cnea i.m. wiu i.v. npuioxeHue
Ha ao34 ot 250 7o 1 000 mg.

CneuyajHM NomyJialtii NallueHTH
Hon

He ca HaOnogapanu pasivky BbB (PapMakOKHHETHKATA Ha LIeQYPOKCUM IIPH MBXKE H KECHH Cle]
eAHOKpaTHa bonyc i.v. mikekuusa Ha 1 000 mg uedypoxkcum nog ¢popmara Ha HaTpUEBa CON.

Cmapuecka év3pacm

Cnep 1.m. Ui i.v. npuioxkeHUe abcopOUMATa, pa3NIPEACACHHETO H EKCKpeLMATa Ha LeypOKCHM
MPH MALMEHTH B CTAPYECKA BB3PACT ca CXOJAHH ¢ Te3H MPH MO-MNaay MalUeHTHd ¢ eKBUBAMCHTHA
O6bOpeuna ¢yHkuma. Thii KaTo NaUyMeHTHTE B CTapyecKa BB3PACT € NO-BEPOATHO 14 WMAaT
HamasieHa ObOpeuna dyHKUM, NPH TAX ONPEENAHETO Ha A03aTa LedypokcuM TpadBa a cTaBa C
NOBHIIIEHO BHMMaHHE, KaTo npocnenaBaHe Ha OnOpeuHaTa QPyHKLHMA MOXKE Ja € OT Moji3a (BXK.
TO4KA 4.2).

[leqnarpyHyuHa nomyaamnus
[InasMeHHAT NOJYKMBOT Ha LIe(YPOKCUM € 3HAYHTENHO YABDKEH NMPH HOBOPOICHH
OT recTallHOHHATa BB3pacT. Bee nak, npu no-roneMH KbpMavera (Ha Bb3pacT >3 ce




neua cepyMHUST NonyxHuBoT € 60 go 90 MuHYTH, M ¢ MoAoOEH Ha TO34, HabmoaaBaH npH
Bb3PaCTHHU.,

bb6peyHo yBpeKAAHE

HedypokcuM ce eKkcKkpeTHpa OCHOBHO upe3 OnOpeuure. Kakto npH BCHYKH NOaoOHH
aHTHOMOTHIIHN, NPH MALMEHTH CHC 3HAYHTENHO HapyileHa O0b0peuyHa QyHKUMS (T.€. KPEATHHUHOB
KiHpbHe <20 ml/min) ce npenopbuBa ao3ata LedypokcHM na Obae HamasIeHa, 3a Ja ce
KoMIeHcHpa 3a0aBeHara exckpeums (Bxk. Touka 4.2). Lledpypokcum ce eluMHHHpa e(EeKTHBHO
ype3 XeMOAHaNN3a WK MEPUTOHEATHA AHaNH3a.

YepuoapobHO yBpexXaaHe
Tl kaTo UedypOKCHM ce elHMMMHMpa TJIaBHO 4Ype3 OvOpeLUTe, HE ce OYaKkBa HAIHYHMETO Ha

yepHOApoOHa AMCPYHKIIMA 12 uMa eekT BEpXY PapMaKOKHHETHKATA Ha LIEQYPOKCHM.

Bpb3ka apMakokuHeTHKa — ¢papMaKOIHHAMMHKA

3a 1edanoCmopHHHTE € YCTAHOBEHO, 4e¢ Hal-BaXXHUAT HHAEKC ¢(apMaKOKMHETHKa —
dapMakoaHHaAMKKa, Kopenupaiil ¢ e(pHKacCHOCTTA in Vivo, € Ta3y 4acT OT J030BUs uHTepBan (%T),
KOraTO KOHLEHTpalMaTa Ha CBOOOAHOTO BELUSCTBO OCTaBa HAajA MUHHMMANHATA HHXUOHpalua
koHnieHTpauma (MIC) na uedypokcuM 3a OTAETHHTE TapreTHH BHAOBE (T.€. %T>MIC).

5.3 Ipeaknuaa9HM JaHHH 3a 6e3omacHOCT

HexnuuuyHATE JaHHH HE MOKA3BaT 0coOeH pUCK 3a Xopa Ha 0Oa3zata Ha KOHBEHLIMOHAIIHHTE
¢apMakoNOruyHH Mpoy4BaHHA 33 0e30macHOCT, MPOYUYBaHHS 3a TOKCHYHOCT TIPH MHOrOKpaTHO
npuwiaralHe, reHOTOKCHYHOCT, PenpOAyKTUBHA TOKCHYHOCT MWTOKCHYHOCT Ha passurHero. He ca
NpoBeKJaHH MPOYYBAHWS 34 KapueHOreHHocT. Bounpexku TOBa, HAMA JaHHW, KOHTO A4
MpeArnoNaraT KapUKHHOTEHEH TICTEHLHAI.

["aMa rryTaMin TpaHCIENTHAA3HATA AKTHBHOCT B YPUHATA HA ILTBXOBE C€ HHXHOUpa OT pa3/IuYHU
uedanocnopunH, obaye HUBOTO Ha HHXHOHpaHe ¢ LedypOKCHM € No-HUCKO. ToBa MOXe 1a € OT
3HaYeHHE 3a MOB/IUABAHE HA KIIMHMYHHTE Ja00paTOPHH TECTOBE NPU XOpa.

6. PAPMAIIEBTHYHHU JAHHH

6.1 CoHcbK HA NOMOIMHHTE BemeCTBA

Hsma.

6.2 HechBMECTHEMOCTH

He Tps6Ba 1a ce cMecBa B eqHa CNPHHLIOBKA ¢ AMHHOIVIMKO3UIHK aHTHOHOTHLIA.
6.3 Cpox Ha roaHocT

2 TOJIVHH,

CPOI{ Ha IrogHOCT CJICA PA3TBADAHC! Cnen pPasTBapAHE C€ NpENoOphrYBa rOTOBHAT Pa3TBOp Aa CC
H3I10JI3Ba BCAHArA.

Hokazana e XuMH4ecKka M pU3HUYecKa CTaDMNIHOCT KaKTO Cle/iBa:
- Pa3TBOp 32 MHTPaAMYCKY/Ha WIH UHTPABCHO3HA MHXKCKLMA — 5 4aca mpH TeMneparypa
25°C u 48 yaca npu Temnepatypa 2-8°C (B XTaIHIHHK).

- PasTBOp 3a MHTpaBeHO3Ha MH(Y3HA — 6 yaca npu Temneparypa 25°C u 24 uac
Temreparypa 2-8°C (B XNaquIHHK).

Ot MUKpOOHMONIOTHYHA rJieAHa TOYKA MPOAYKTHT Tpadea na Obae M3non3eaH Be
M3003713Ba BeJHara, ION3BAaTeIAT € OTrOBOPEH 3a BpeMeTo 3a ynotpeda




chxpaHeHne. OOMKHOBEHO NMEpHOABT HA ChbXpaHEHHE He TpAOBa fa O6bAe Mo-ABIBI OT 24 Yaca NpH
Temriepatypa 2-8°C, OCBEH akO pa3BapsHETO HE CE€ H3BBLPIIBA B KOHTPOJHpaHa H BanuAupaHa
aceIrTHYHa cpeja.

6.4 Cnenua 1oy YC/IOBHS HA CLXpAHEHHE

Jla ce cnxpaHaBa IpH TeMneparypa noa 25°C.
Jla ce cbxpaHsiBa B OpYMIruHaNHATA ONAKOBKA.
3a YCIIOBHATA HA CHXPAHEHHE HA MPOAYKTA CJIE]] pa3TBApsHE, MO BIXKTE TOUKa 6.3.

6.5 Baa H ¢cbaALPKAHHEE HA ONAKOBKATA

Axcetun 750 mg ce gocTtaes B npo3pavHH, THN I CThKIEHH QIAKOHH, ¢ HOMHHAIEH Kanauurer 15
ml, ¢ce¢ cuBa OpoMoOyTWIOBa ryMeHa 3anywWlalka 4 adyMHHHeBa o0KaTka Chc WU Oe3
[JIacTMAcoBa OTYYTIBallla CE KallayKa, B KapTOHEHA KyTHS C JIHCTOBKA.

KaproneHnara xytHa csabpxka 10 u 100 6pos ¢nakoHu.

He BcHYKM BHAOBE ONAKOBKH Morar aAa ObJaar mycHaTH B npogaxoda.
6.6 Cnenpaing NpeANA3INR MEPKH NPR HIXBbLPJASHE H padora
Hucrpykuuu 3a pazTBapsHe

Tabnuua 4. JlobaBeHH 006eMH M KOHLEHTpAlMH Ha pa3TBOpa, KOUTO MOTaT Aa OBAAT NOJE3HM,
KOraro ca HeoOXOIMMH YaCTHUHH JAO3H. |

Hobaeernu obemu u xoHyenmpayuu Ha pameopa, Koumo mozam oa 6voam noresnu, Kozamo ca
Heobxo0uUMU YacmuiHu 003y
Pazmep na @raxona Konunecmeo eo0a 3a | Ilpubnuzumenna
dobaesane (mil) KOHYeHmpayus Ha
yegypoxcum
(mg/ml)**
750 mg HHTPaMYCKYJTHO 3 ml 216
WHTpaBeHo3eH Oomyc | moHe 6 ml 116
HHTPaBEHO3HA noHe 6 ml 116
HH(PY3HA
1,5¢g HHTPaAMYCKYJTHO 6 ml 216
WHTpaBeHO3eH boayc | nmoHe 15ml 04
HHTPABCHO3HA 15 ml* 94
HH(Y3HA

*[IpuroTBeHuAT pasteop Aa ce modasu kbM 50 #nu 100 ml ceBMecTHMa HWH(QY3HOHHA TEYHOCT
(BIOKTE HH(OpMaAUHATa 32 CBBMECTHMOCTTA MO-J01Y)
** [TomyueHusar obeM Ha pa3TBopa Ha UedYpPOKCHM B Cpellia 3a pa3TBapsHe ce YBEIHW4YaBa [opanu
¢akTOpa Ha UIMECTBAHE HA JIEKAPCTBEHOTO BELISCCTBO, KOSTO BOAN A0 U3OPOEHHTE KOHLCHTPALUH

B mg/ml.

CBBMECTHMOCT

I{edypokcum HaTpuii € CBBMECTHM CbC CIICIHHTE Pa3TBOPH 33 MHTPABCHO3HA UH(QY3MA. 3anasea
aKTHBHOCT 00 6 uaca npu 25°C u 24 yaca nipu 2°C -8°C (B XJIaIWIHHK) B CIICOHUTE Pa3TBOPH:

(0,18% pasTBOp Ha HaTpHEB XJIOPHA U 4% HHXKEKLIHOHEH pa3TBOP HA IIOKO34a;
5% pasTBOp Ha rmoko3a 1 (,9% pasrsop Ha NaCl;
5% pasTeop Ha rmoko3a u 0,45% pazreop Ha NaCl;
5% pastBop Ha rmoko3a u (,225% pasteop Ha NaCl;
M/6 HHXEKL{IHOBEH HATpHUEB NaKTaT

Harpues xnopua (10 1 40 mEqL) 8 0,9% unkekUHOHEH HATpHEB
Hexcrpoza (riroko3a);
Hatpues xnopuzn;




. PuHrep pa3Teop;
° PuHrep naxtateH pasrsop.

IIpAcHO NPUIOTBEHUAT Pa3TBOP 32 HHTPABEHO3HO NPWIOKEHHE € JKBITCHHKAB, a CYCIIEH3MATa 3a
MHTPaMYCKYIHO NPHIIOKEHUE € nouTH Hsna.

PasTBOpBT MOXKE Aa CTaHE MO-TbMEH, KOraTo CTOM, HO NMPOMSHATA B MHTEH3UTETAa Ha LBEeTa Ha
pa3spelleHHd pa3TBOp He BIHAe BbpXYy Oe30macHOCTTa Ha NpHIOKeHHE W edEeKTHBHOCTTA Ha

JIEKapCTBEHHA MPOAYKT.
[IpoxyKThT € camo 3a egHOKpaTHaA ynoTpeba.

Heu3nonspaHHUAT JIEKAPCTBEH NPOAYKT WIH OTNAXBUHHTE MAaTepHAIM OT Hero Tpadpa jaa ce
H3XBBPJIAT B ChOTBETCTBHE ¢ MECTHUTE H3UCKBAHUA.

7. MPUTEXXATEJ HA PASPEIHIEHUETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Konstantinoupoleos str., 3011 Limassol, Kumrsp
8. HOMEP(A) HA PAZPEIIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20011073

9. JATA HA ITbPBO PA3ZPEHIABAHE/ HIOAHOBABAHE HA PA3PEHIEHHETO 3A
YIIOTPEBA

IlaTa Ha mepBO paspeiaBane: 02 Hoemepu 2001 r.
Jara Ha nocneaHo noaHoBABaHe: 28 deppyapu 2012 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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