KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA

1. HME HA JIEKAPCTBEHHSA IMTPOAYKT
Hedypoxcnm-MIP 1500 mg npax 3a MHKEKLUMOHEH Pa3TBOD
Cefuroxim-MIP 1500 mg powder for solution for injection
2. KAYECTBEH H KOJIMMECTBEH CHCTAB

Emnn dnakon Hedypoxenm-MIP 1500 mg cxabpxka 1 578 mg uedypokcHM HaTpmii, cHOTBETCTBAW Ha
1 500 mg uedypoxcuM (cefuroxime).

Bceku ¢uakon ceabpxka 83 mg HaTpuii 3a n03a ot 1 500 mg.
3a TBITHHA CTTHCHK HA TIOMOIIHNTE BEIECTEA BHIKTE TOUKa 6.1,

W3NBAHUTENHA ATEHLAA N0 NEKAPCTBATA

Hpamxa XRoaKmBPUCITIUNE N8 NRegyxkma - Npounoxerue 1

3. JEKAPCTBEHA ©®OPMA

INpax 3a HIOKEKLHOHEH PasTBOp KoM Pez. Nr ... % 60&9/* ...............................

Bsan no GiemoXbIT Mpax. _ o
N e T W
4. KIMHUYYHA JAHHHU

OGOBLEHUE N6 .oovvsirirnsnsssisvssssessofssns snsssamnssuns eassnnasss

4.1 TepaneBTHYHHE HOKAIAHAA

Hedypokcum-MIP e mokazas 3a geueHne Ha H30poeHuTe NO-10Ty MHOEKUMH NPH BBL3PACTHM M Jela,
BIJIKOYHTEIIHO HOBOPOJASHH (OT pakaaHeTo) (Bxk. Touku 4.4 11 5.1).

[NneBMonHa, npuAOOHTE B 0OLIECTBOTO

OcTpu ex3anepbanum na XpoHIdeH GPOHXHT

YcnoxHeHn MHOEKINN HA MTHKOYHUTE MBTHLLA, BKITIOYHTENHO NMHETOHE(DPHT

HHpeKInH Ha MEKHTE TEKaHH: UETYHT, €PU3HIEN U paHeBU HHpexuun

BerpekopemMin nHpekimu (Bx. Touka 4.4)

Ilpopunaxtuka cpeuly HHOEKIHH NpM TaCTPOMHTECTHHANHA (BKJIIOUMTENHO XpaHONpPOBOIA),

OpTOTCAWYHA, CHPIEYHO-CHAOBA H THHEKOIOIHYHA XHMPYpruyHa onepala (BKIIOUMTENHO LE3apOBO
ceYyeHue)

3a nevenne ¥ MPOPHIAKTHKA HA HHGEKIUH, MPH KOHTO HMA IOJAMA BEPOATHOCT 32 HAMMHYME HA aHAEpoOH,
seypoKcHM TpaGBa Aa ce npuiara ¢ JONBIHUTENHU NOAXOJAIM AHTHOAKTEPHANHY CPEIICTRA.

Tpabea na ce Bsemar npenenA oUUMANHHTE HACOKH 33 MpABWIHATA YIOTpeGa Ha AHTHOAKTEPUATHH
CpeacTea.

4.2 Io3HpOBKA H HAYYHH HA NPHIOKEHAE

OZHPOBKA

Tabnuya 1. Bvapacmuu u deya 2 40 ke

Hokaiaune Jloza
[Tnepmonus, mpumobuta B 0bmwecTBoTO, M OCTpH | 750 mg Ha Beeku 8 uaca
ex3auepbalyH Ha XpOHHYEH OPOHXHT (MHTpaBeHO3HO WITH HHTPaMYCKY.

HnAdeKkuun Ha MEKHTe THKAHH: LETY/IHT,
€pH3UIEN H paHeBH HHDeKI MK

BrrpexopeMuu HHEKIHH

YenoxHeHH HH(EKIHH Ha THKOYHHTE NBTULIA, 1,5 g ua Bcexw § vaca
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BRJIFOUHTETHO NHeNoHedpHT (MHTPaBEHO3HO WJIH MHTPAMYCKYJIHO)
Texxu undexunn 750 mg Ha BcekH 6 yaca (MHTpPaBEHO3HO)
1,5 g Ha Bceku § uaca (MHTPABEHO3HO)
XupypriHa npogUIakTHKE [Py 1,5 g npu BLBeXIaHe B aHecTe3uA. MoKe Ja ce
TaCTPOHHTECCTHHAHY, THHEKONOTHYHH TIPMAOXKAT IBe HONBJIHUTENHH 1034 OT 750 mg
(BKJTIOMHTENHG LIE3aPOBO CEUEHHE) H (unrpamyckymHo) ciien 8 u 16 uaca.
OpPTONEAHYHHU ONEepatHu
Xupypruyusa npodHIAKTHKA HpH CEPACSYHO- 1,5 g npu pEBEXKIaHe B aHecTe3HA, NOCTEABAHO
CBIOBH Y e3odareaHy onepanHd oT 750 mg (MHTpaMycKyITHO) Ha BCeKH § Yaca 3a
oilie 24 yaca.

Tabnuya 2. leya < 40 kg

Kupmasiera w MaJAKH Aena >3 Kbpmavera (or paxkaanero

ceAMHNH H Jena < 40 kg I0 BE3PACT 3 ceAMHNH)
ITneBMonRg, npupoGuTa B 30 mo 100 mg/kg/nHeBHO 30 ao 100 mg/kg/nHeBHO
0b1ecTBOTO {MHTpaBeHO3HO), pa3AeIeH: Ha 3 (MHTpaBeHO3HO), pa3AeneHH
Yenoksenn HHQEKIHE Ha HIH 4 703H; 03a OT 60 Ha 2 mnM 3 go3M (BXK. Touka
MHAKOYHHUTE ITHTHILA, mg/kg/nHeBHO € noaxoaama 3a 5.2)

BKIIOYHTENHO NMHENOHedhpHT | MoBeueTo HHpeKHN

Hndexuny Ha MEKUTE THKAHU:
LETY/IHT, €PHIMIEN 1 PAHEBH
HHEKIHH

BrTpexopeMHHE HHDEKIHH

Bvbpeuno yepesxcoane

Hedypokecum ce exckpetupa rnaBHO npes OuOpeumre. CnenopaTeNnHo, KAakTO 3a BCHUKH TOZOGHH
aHTUOMOTHLYM, NIPH NMALHEHTH CEC 3HAMHTENHO HapylleHa GbGpeuna diymxums ce mpermopbyuBa f03aTa Ha
Hedypokcum-MIP na ce HaMaiH, 3a A4 ¢€ KOMITEHCHpA 3a6aBeHATa EKCKpeL.

Tabnuya 3. Hpenopvuumeniu dozu Ledypoxcum-MIP npu 6v6pevno yepescoane

KpeaTHHHHOB KJIHPBHC T”2 (wacore) Joza mg

> 20 ml/min/1,73 m* 1,7-2,6 He e neobGxomumMo na ce HaMangBa
CTaHAapTHaTa 1034
(750 mg no 1,5 g Tpu GETH JHERHO).

10-20 mi/min/1,73 m* 4,3-6,5 750 mg nBa ITETH AHEBHO
< 10 ml/min/1,73 m* 14,8-22.3 750 mg BEAHBK AHEBHO
IManpenTu Ha Xemoauamsa | 3,75 JomsaauTenna goza ot 750 mg rpadea na ce

TIPHIIOKH HHTPABEHO3HO WIH
HHTPaMYCKYJIHO B Kpas Ha BCAKA JHAJIA3A; B
JOTRHEHHE KM NAPEHTePATHOTO
NPHNOKEHHUE, LiedYPOKCHM HATPHIH MOKe Ja
ce npuOABH KBM pa3TBOpPA 3a TIEPHTOHEUTHA
Avanusa (obHuaiino 250 mg Ha Beekn 2
JIMTPA AMATH3EH Pa3TBOp).

IMauwmeHTH ¢ OBOpeuHa 7,9-12,6 (CAVH) 750 mg nBa METH AHEBHO; TIPH
HEJOCTATHYHOCT HA 1,6 (HF) HHUCKOCKOPOCTHA XeMOpHITpalA, Ja ¢
TIPOIBIDKHTENTHA NpHiara A03MPOBKATA, MPEMOPBYAHA NPH
apTepHOBEHO3HA HapyineHa ObOpetHa GyHKLMA.
xeMommanmza (CAVH) wiu
BHCOKOCKOPOCTHA

xemoduntpauus (HF) B
peaHnManis

Yepnoopobro yepesxcoane
Hedypokcum ce exckpetupa rnasuo upes 6u6peupre. He ce ouaksa HamuumeTo
dyHKUHA Ja okake eeKT BEpXY PapMakoOKMHETHKATa Ha LeyPOKCHM.




HauuH Ha npunoxeHune

Hedypokeum-MIP Tpsafea ga ce mpuiara upe3 WHTPABEHO3HA MHKCKIHMA 33 MEPHOA OT 3 0 5 MMHYTH
JAMPEKTHO BB BCHA WIH Ype3 HHTPABEHO3IHO KANKOBO BJIMBaHe, WM uHbY3ua 3a nepuon oT 30 go 60
MHHYTH, HIH 4Ype3 Ab16OKa MHTPAMYCKYJHA HHDKEKUHA. 3a yKasaHus 3a PasTBapAHE Ha JIEKAPCTBEHHSA
OPOOYKT NpeM MPHIMKEHHE BIDKTE TOUKA 6.0,

4.3. IIpoTABONOKAIAHHA

CBPbX4YBCTBMTENHOCT KbM HE(YPOKCHM HIIH KbM HAKOE OT MOMOIHHHTE BEINECTBA, H30poeHH B Touka 6.1.

TlauueHTH ¢ H3BECTHA CBPBXHYBCTBHTEHOCT KBM Le(QanocnOpHHOBH AHTHOHOTHIM.

AHaMHECTHYHN JAHHH 34 TEKKA PEaklMA Ha CBPBXYYBCTBMTENHOCT (Hanp. aHAQWIAKTHYIHA PEAKIHA) KEM
Apyr Ten HeTa-TakTaMHH aHTHOAKTEPHANHH CPeACTBA (EHHIMIMHH, MOHOBAKTAMH M KapGaneHemn).

4.4 CnennannA npeAynpeKIeHEN B OpeANa3HH MEPKH NpH yNoTpeda

Peakiiy Ha CBPBLXUYBCTBHTEIHOCT

[NopobHo Ha BeHYkHM OeTa-TaKTamHM aHTHOAKTOPHANTHM CPEICTBA MMa CLOOHIEHHSA 33 TEXKH H NOHAKOTa
(aranHu peakumn Ha CBPBXYYBCTBHTENHOCT. B crnyuali Ha pasBHTHE Ha TeXKa peakius Ha
CBPBXYYBCTBMTENHOCT JIeYeHHETO ¢ LedypokcuM Tpabea na ce mpeycTaHOBH He3aGaBHO M Ja ce
OPeANPHEMAT NOIXOMAIA MEPKH 33 CTIEIIHO JISYEeHHE.

Ilpenu sanousane Ha nevenne TpAOBA A2 ce YCTAHOBY JANH MALMEHTET MMA AHAMHE3a 33 TEXKH PEaKIy Ha
CBPBXUYYBCTBHTENHOCT KbM LedypOKCHM, KBM JAPYTH LehanocnopuHM HIM KeM JPYyrH THIOOBE Oera-
nakramuu cpencrea. Ledypokcum TpsabBa aa ce npuiara ¢ NOBHINEHO EHHMAHME TIPH NALMEHTH C AHAMHE3a
33 HETEHKH PEaKIHK Ha CBPBXYYBCTBHTETHOCT KBM JPYTH OeTa-NaKTaMHH CpeicTBa.

EnHoBpeMeHHO JeveHHEe ¢ MOLIHH JAHYPETHIH HIH aMHHOLIHKO3IHAH

Bucokn nosu uedanocnopuHoed aHTHOHOTHUH TpAGBa na ce Npwiara ¢ NOBHLIEHO BHHMaHME NpH
MALKEHTH, KOHTO [0 CBUIOTO BPEME Ce JISKYyBaT ¢ MOIIHH IHYPETHUH K4aTO (YPO3eMHI HIH
aMuHOrMHKO3HAH. IIpu Tesm komOunHaumu e chobmaaHo 3a yBpexnane Ha GnOpeunata $ynxuma. [Tpu
NAUMEHTH B CTApYeCKa BB3PACT M NPH MALUMEHTH ¢ Openxoxpamo Os0peyHo yBpexaame Tpabea na ce
Ipocielasa CECTOAHHETO Ha OnOpeunaTa pyHKuHa (BK. Touka 4.2).

CBpBLXpacTen Ha HEYYBCTBUTEIHH MHKPOOPTAHH3IMH

VYnorpebata Ha unedypokcHM Moxe aa AoBene A0 cBpexpactek Ha Candida. IIponsDKHTENHOTO
NPIIOKEHNAE MOXKE CHINO /ia AOBEAE A0 CBPBHXPACTEX Ha JPYTHd HeWyBCTBHTENIHH MHKPOOPTAHH3MH (Hamp.
enTepokokH H Clostridium difficile), koeTo MoXe aa HAIOXKH CTIMpPaHe Ha JIEYEHHETO (BK. TouKa 4.8).

IlceBnomemGpanozen KoMMT, CBLP3aH ¢ NPHEM Ha aHTHOAKTEPHATHH CPEICTBa, € CHOOIIABAH NPH [PHEM Ha
HedypPOKCHM, KaTO M0 TEXECT MOXE Ja BapHpa OT JIEK A0 XKHBOTO3acTpawasaw. Tasu anarnoza Tpabea da
ce UMa MpeABHA NPH NMALMEHTH ¢ JHapus [10 BPEME Ha HIIH CACH TIPATIOKEHHETO Ha uedrypokcHM (BXK. TOUKa
4.8). B Te3u cnyuam 1pabea na ce oOMuCAHM COHpaHe Ha NedeHUETO ¢ UedypOKCHM H TIPHIOMKEHHE Ha
cneuuduuna Teparus 3a Clostridium difficile. He TpaGea na ce nmpunarar JeKapcTBEHH MPOAYKTH, KOHTO
HHXHOHpAT NepHCTANTHKATA.

BoTpexopeMaH HHbeKIn

[Mopagu cnexkTepa cH Ha aKTHBHOCT LedypoKCHM He € OAXOAAN] 34 JICUEHHE HA KH
I'pam-oTpHUaTeNHY HedepMmerTUpaly Gakrepru (BXK. TodKa 5.1).



EE!EHKBMBDHO TIPHITOKEHHE W HAPYIIIEHHA HA OYHTE

Coeraesr mHa Lledypokcum-MIP He € NpefHasHa4YeH 3a WHTPAKAMEPHO TMPIIOKEHHE. Cepriozan
O TaIMOIOTHYHY HEMKENAHH Peakuuu c¢a choOLIaBaHK KATO OTAENHH CYYal WiH B FPYTa cliel Heonobpeno
B NOKA3aHHUETO WHTPAKAMEPHO TPHIOKEHHE Ha UedYPOKCHM HATPHIl B CHCTAB BHE (uIakoHH, oaobpeH 3a
HHTPABEHO3HO/MHTPaMyCKyNHO npanoxesue. Te3H peaKiH BKIKOYBAT OTOK HA MaKylaTa, OTOK Ha
PETHHATA, OT/IETIBAHE HA PETHHATA, TOKCHYHOCT 3a PETMHATA, 3PMTENHO YBPEXKAAHE, HAMAIEHA 3PHTENHA
OCTPOTA, 3aMBITICHO 3peHHE, MOMBTHABAHE HA POroOBHLIATA H OTOK Ha POTOBHLATA.

IHopnuapane Ha PEIVITATHTEC OT MTHACrHOCTHYHH TECTOBE

Pazsurnero Ha monoxwutenen TecT Ha Coomb’s, CBBP3aHO ¢ NPWIOKEHME HA UedypPOKCHM, MOXe Ja
NORJIHAE HA KPBCTOCAHATA Npoda 3a CHBMECTHMOCT MIPH KpbBOnpendpaxe (Bx. Tovka 4.8).

Morar 1a ce HaONMOZABaT He3HAYHTENHH OTKIOHEHMA MPU MeN-pedyKUHOHHHTE TectoBe (Ha Benedict,
Fehling, Clinitest). Tosa ofave He Boau 10 QATIHBO NOIOXKHTENHH PE3YIITATH, KAKTO MOAE J1a Ce TOMY4H C
HAKOH APYTH Ne(aoCTIIOpUHH.

Twit kaTo npn nposexaane Ha PepULMAHKMACH TECT MOTAT 42 Ce NOMyYaT (GaJIlHBO HErATHBHH Pe3yJITATH, 38
M3CNIC/IBAHE HA HHBATA Ha [VIIOKO3a B KPBBTA/TUIa3Mara TIPH NalHeHTH, NpHeManiy LegypoKcHM HaTpHil, ce
MPenopL4Ba NPUNTOKEHHETO WITH HA IIFOKO300KCHAA3HKA, WITH HA XEKCOKHHATHHA METO.

Baxua undopMma 3a [IOMO BelIeCTRa

Tosu nekapctBen mpoxykT ceaspxka 83 mg Harpuii Ha 1 500 mg, kowTo ca ekBMBameHTHH Ha 4,2% OT
NIPENIOPBUMTENIHHA MAKCHMAJIEH JHEBEH IPHEM OT 2 g HATPHif 33 Bh3PacTeH.

4.5 BaaumoneiicTBHe ¢ Apyra fekapcTBeRH NPOAYKTRA H APYrh OPMH HA B3aHMOAeHCTEHE

Hedypokeum ce ekckperupa upes rnoMepynHa dmmrpaums u TyOynsa cexpemms. He ce mpemopbusa
CAHOBPEMCHHO MPHUNOKeHHe ¢ npobenenna. EnHoBpeMeHHOTO NpHNOKeHHe C npoGeHenw; YABDKaBa
eKCKPeLUATa Ha aHTHOHOTHKA M BOJH JIO TIOBHIIEHA ITHKOBA CEPYMHA KOHLEHTPALIHA.

IoTennuanno HeppoTOKCHIHN JEKAPCTBA H GPEMKOBH AHYPETHIH

Jleuenuero ¢ BUCOKM 03 nedanocnoprHy Tpatea Aa ce MPOBEXAA ¢ MOBHIIECHO BHHMAHHE NpPH MALUEeHTH,
KOHTO [PHEMaT MOINHHA AHYPETHUH {KaTo ¢ypo3eMun) WiIH NOTEHUHATHC He()POTOKCHYHH NPOAYKTH {KaTo
aMHHOTTIHKO3HIHHTE aHTHOMOTHLM), TBH KaTo He MOXE Ja C¢ M3KNIOUYM HapyluaBaHe Ha OnOpeuHara
(YHKIMA OT TAKHBA KOMOHHALHAN.

Jlpyrn BianmMoaelicTeus

OnpenensHe Ha HMBaTa Ha TMOKO33 B KPBBTa/TIasMara: Mond, BikTe Touka 4.4. ERZHOBpEMEHHOTO
NPHIOKEHHE € NEPOPaTHH aHTHKOATyNaHTH MOXKe Ja A0Bejie A0 TOBHINABaHE HA MEXIYHAPOAHOTO
HOPMAJIH3HpaHO ¢BoTHOWEHHE (INR).

4.6 PepTHIHTET, OpeMEHHOCT H KEpPMERE

bpemennocm.
Hima orpaHH4eHO KONM4ECTBO NaHHH OT ymoTpebara Ha uedypoxcum npu 6pemenny skenn. IIpoyuanusaTa

NpH JKHBOTHH HE MOKA3RAT PeNpPOAYKTHBHA TOKCHMHOCT (Bxk. Touka 5.3). Llepypokcum-MIP Tpabea ma ce
MpenucEa Ha GpeMeHHH JKeHH CaMO aKO NOJI3aTa MPEBHIIABA PHCKA.

aMHHOTHYHATA TEYHOCT H KPEB OT [TBNHATA BPBE CJI€] HHTPAMYCKYAHO WIH HHTPABEHOS
Makkara.

Kvpuene:
Lledypokcum ce otrnens B xepMaTa B MAalKH Konudecta. He ce ouaxBar He:

TCPalCBTHYHHA IO3H, BBIPEKH Y€ HE MOXE Ja C€ M3KIIOYH PHCK OT PasBHTHE Ha
4



HHdekima Ha nurasHuute. Tpabea fa ce B3eme pellieHHe JaaM Ja C NIPEYCTAHOBH KBPMEHETO MMH Aa ce
cnpe TepanuaTa ¢ HeypOKCHM, KaTO C€ B3€MAT IO BHHMAaHHe I10I3aTa OT KLPMEHETO 3a JETETO H H
TONI34Ta OT TEPANHUATA 34 MAHKaTA.

DEePTHIHTET
Hama nanuu 2a edextHre Ha nedypokcHM HaTpHil BBpXY (Qeprmwinrera mpu xopa. PenpomyKTHBHE
NIpOY4BaHM IIPH KHMBOTHH He ca Mokasanu etexkT Bupxy deprinuTera.

4.7 EdexTH BBpXY cnocobHocTTa 32 modHpane ¥ padoTa ¢ MAITHHH

He ca nposexzganu npoyysaHus 3a eexTHTe Ha UedypokcHM BbLpxy cnocobHocTTa 3a wodupaHe | paGora
¢ MamaHH, Obade B3 OCHOBA Ha H3BECTHHTE HEXKENIAHH PEaKLUHH HE € BePOATHO HeQYPOKCHM 3 NOBIUABA
cnocobHocTTa 3a mogupaHe 11 paboTa ¢ MaLIHHA.

4.8 HexenaHH NeKAPCTBEeHH pPeakniH

Haii-uecTHTe He)KeNaHH peakudn ca HEYTPONEHHA, €03MHO(GWINA, TMPEXOAHO TOBHINABAHEe Ha
4epHOAPOOHHTE €H3MMM MM OUIMpYyOMHA, 0COOEHO NPH MALMEHTH ¢ NpPEJIIECTBAINO YePHOAPOOHO
3a0onABaHe, HO HAMA XaHHK 3a YBPEXKaHe Ha YEPHUS Jpo0, H PeakLMH Ha MACTOTO HAa HIDKEKTUpaHe.

KareropusupaHeTo Mo 4ecToTa Ha HEXeTaHHWTe JTEKAPCTBEHH PEakLKH 0-101y € NPHOIU3HTEIHO, Thil KaTo
33 MOBEYETO PEakUHH He ¢a HaNWYHW NOJXOJAIH NAHHH 34 H3YHC/IABAHE HA vecToTara. B mombiHeHHe
YECTOTATa HAa HEKEJAHHTE JIEKapCcTBEHH PEaKilHH, CBBP3aHH ¢ LEQYPOKCHM HATpHil, MOXKEe Ja BapHpa B
3ABHCHMOCT OT HHAMKALMATA.

JlaHHH OT KJIMHHYHH NPOY4YBaHHA Ca U3NON3BAHH 33 ONPEIENAHE HA YECTOTATA HAa HEXeJIaHHTe JIeKapCTBEHH
PeaKuyu B KATENOPHHTE OT MHOTO YECTH [0 peiKH. UecTOTHTE Ha BCHYKM APYTH HEXENaHH JIeKapCTBeHH
peakumu (T.¢. Te3u ¢ yectorta < 1/10 000) ca ycTaHOBEHH IMIABHO Bb3 OCHOBA Ha MIOCTMAPKETUHIOBH AAaHHH H
4eCTOTATAa HM 3aBHCH OT YECTOTATA Ha ChoOIIABAHE HA HEXKEIAHH PeakliM, a He OT PealTHaTa YeCToTa.

CBbpaaHuTe C NEYEHHETO HEXENAHH JIEKAPCTBCHH peakiMu, BCHUKM CTEreHM, ca H30pOSHH To-HOIy,
cernacHo MedDRA, mo cHCTeMO-OpraHeH Kiac, YecTOTd M CTENeH Ha TexkecT. MamonssaHa e cheaHara
Knacu(HKaLHa Ha 4ECTOTaTa HA HEXKEIAHHTE JICKAPCTBEHH peakLu: MHOro vectd 2 1/10; wectn 2 1/100 no
< 1/10; newectn = 1/1 000 no < 1/100; peaxu = 1/10 000 mo < 1/1 000; mHOTO pemke < 1/10 000 u ¢
HEM3BECTHA HeCTOTa (OT HATMMHHTE JaHHH HEe MOXe Ja OBJe HalpaReHa OlIEHKa).

Cracremo-opranen | Yecrn HegecTn C nen3BecTHA
KJac 9eCcTOTA
Nudexkuyy u CBPBLXPACTEXK Ha
HHGbECTAIIH Candida,
CBPBXpAacTeik Ha
Clostridium difficile
Hapymienus Ha HEYTPONEHHA, €03UHOGUNHA, | NEBKONEeHMA, TPOMOOLIMTOTICHHA,
KDPLBTa H HOHIDKEHA KOHLIEHTPALIHA Ha | TIOJO)KHTEEH TeCT Ha | XE€MOJIMTHYHA
auMbHaTa cHcTema | xemornodun Coomb’s aHeMus
HapyineHus Ha JeKapcTBeHA Tpecka,
MMYHHATA CHCTEMA HUHTEPCTULHANEH
HedpHT,
aHapUNAKCHA, KONKEH
BACKYJIHT
CroMamHo-4peBHH CTOMAILHO-YPEBHH nceBIOMeMOpaHO3el---|.
HADYINEHUA CMYIIIEHHS KOJIMT A AF;,:;\,:‘"?\.M
XenaToOWIMAPHH | MPEXOJHO TIOBHILIABAHE HA MPEXOAHO % I ‘:__-4.-;, N .
HapyllleHns HHBaTa Ha YepHOApoOHHTE MOBHILABAHE HA =R
eH3UMH SunHpy6HEa T
Hapymennsa Ha KOJKEH 0OpHB, epurema) . |
KOxKaTa u YpPTHKApHA U cepbex | myntud ﬁ% e
OOJAKOMHATA ThKaH TOKCHUHA N\, ...




eTHMIepMaTHa
HEeKpoIu3a i
CHHOpOM Ha Stevens-
Johnson,
AHTHOHEBPOTHYCH
eneM

Hapyiuenns na MOBHILIABAHE Ha

Onlpeunte n CepyMHHA

NHKOYHHTE KpeaTHHHH,

OBETHIA [OBHILIABAHS Ha
YPeiiHHA a30T B
KPBBETA H
[IOHIKaBaHe Ha
KPEeaTHHHHOBHA
KIHPBHC (BXK. TOUKA
4.4)

O0b1in Hapyillenus | peakiiy Ha MACTOTO HA

¥ eeKTH Ha HIDKEKTHPAHE, KOETO MOXE

MACTOTO Ha Ja BKJIo4YBa 6onka u

OPHIOKEHHE TpoMOOdTeOHT

Onucanuie Ha uzbpant HeJCenanu pearyun

LedanocnopuanTe KaTo KIac HMMar CBOMCTBOTO 1a ce aacopOHpar BBpPXY HOBBPXHOCTTRZ HA
MeMBpaHuTe HA HEPBEHHTE KPEBHH KIIETKH H 1A PEarnpart ¢ aHTHTENA HACOYEHH CPelLy JIEKapCTBOTO,
B PE3yNTaT Ha KOETO Aa MO3MTHBHPAT TecTa Ha Coombs (koeTo MOXe Ja NopnMse HA KPhCTOCAHATA
npoba 3a CEbBMECTHMOCT TNIPH KPBBOMpPEIHBAHE) H MHOTO PAJKO A2 MPHYHHAT XEMONHTHYHA aHEMHA.

HaGmopapaho ¢ npexoJHo NOBMINaBAHE HA CEPYMHHTE HHBA HA 4YeDHOAPOOHWTE CH3MMH HIIH
OHTHpYOHH, KOETO OGHKHOBEHO € OBPaTHMO.

Bonka Ha MACTOTO Ha MpHJIOKEHHE HA MHTPAMYCKYJIHA HHXKEKLHA ¢ MO-BEPOATHA TPH MO-BHCOKH
Jos3H. Obaye He € BepOATHO TOBA /ia Gbe NpHYHHA 32 PEKBCBAHE HA 1EUEHHETO.

Hleouampuuna nonynayun
[TpodunsT Ha He30MnacHOT Ha HeQyPOKCHM HATPHIA IPH Jelia € B CHOTBETCTEHE ¢ Mpodina NPy BH3PacTHHU.

Crofmasane Ha NONOIHPAHH HEKEJIAHM PEAKIIHH
CrobillapaneTo Ha HOMO3MPAHM HEXENAHM peaklM) Cllef pa3speliaBaHe 3a yrnorpeba Ha JIeKapCTBEHHA

ApoOykT € BakHO. ToBa MO3BONARA Na NPORBIDKH HAOMONEHHETO HA CHOTHOIICHHETO MON3a/PHUCK 3a
fieKapcTBEHHA NpoAyKT. OT MENHLMHCKATE CIEHHAIMCTH Ce W3HCKBA Na ChOOINABaT BCAKAa IONO3HPaHA
HEKENaHa Peaklig Ype3 HalMOHATHA cHeTeMa 3a ChoDliaBaHe, M3mbinuTeHa areHuus no JeKapcTsara, yi.
»Hamsn I'pyes” Ne 8, 1303 Codma . Ten.: +359 2 8903417, yebeairr: www.bda.bg.

4.9 ITpenosuapane
[Ipenoanpanero Moxe Aa nOBedE 0 HERPONOTHYHH NOCIEACTBHA, BKIIOUMTEIHO €HISATIONATHA, IbpYoBe
H koMma. CHMIOTOMH Ha Npeao3Hpane MOratr Ja ¢€ HOABAT, aKO J03ara HE C€ HaMAABa [IpaBUJIHO TIPH

nanHeHTH ¢ 61u6peyno yBpexnane (Bx. Touky 4.2 u 4.4),

CepymuuTe HHBAa Ha LEQYpPOKCHM MOTaT Aa OBIAT MOHIDKEHH Upe3 XEMOJMATu3a WIH NMEpPHTOHeAIHa
IHATH3A.

5. DPAPMAKOJIOTHYHH CBOHCTBA
5.1 GapmMakoIMHAMHYHH cBolicTBa

DapmakoTepaneBTHYHA IPyNa: aHTHOAKTEPHATHH CPENCTRa 38 CHCTEMHO MPHIOK
uedanocnopunn, ATC xon: JO1DC02




MexaHn3EM Ha aeficTie

HedypokermM HHXMOHpa CHHTe3a Ha OakTephaiHaTta KIETBYHA CTEHA upe3 CBBP3BAHE ¢ IEHHIFIHH-
cebp3Bauy npotewHH (PBPs). Toee BOAW 10 mNpeKkCcBaHe Ha OMOCHHTE3aTa Ha KJIETBYHATA CTEHA
(TeNTHIOTIHKAHH) H C/IeA TOBA JO KIEThYHA /1434 M CMBPT Ha KIIETKaTa.

MexanuIsM Ha pPe3sRCTEHTHOCT

bakTepHanHaTa Pe3HCTCHTHOCT KBM ledypoKcHM MOXKe Ja Ce OBIDKH HAa €MH WIH MOBEYe OT CICIHHTE

MEXaHH3MH:

* xugponusa vpes OeTa-NaKTaMasH, BKIIOHYMTENHO (HO HE OrpaHHYeHO o) GeTa-nakTamasH ¢ pasliMpen
cnexrsp (ESBLS), kakto u AmpC eH31MH, KOMTO MOraT Ja ¢¢ HHAYLUPAT WK TPaiHO fa C& AKTHBHPAT
OT MOTHCHATO CHCTOAHHE MPH onpeneneHu aepobuu ['pam-oTpHnaTenHy GaKTepHalHH BHIOBE,
HAMaJIcH a(QHHNTET HA NEHULIWIMH-CEBP3BALIITE NPOTEHHA KbM LIEPYPOKCHM,
HENpOIyCKIMBOCT HA BEHINHATA MeMOpaHa, KOeTO OrpaHiyaBa AOCTHIA Ha LedypOKCHM A0 NEHHIMIHH-
CBBP3BALIHTE NIPOTEHHH npy ['paM-oTpHLaTeHE OaKTEPHH;

®  OaKTepHaIHH e(TYKCHH MOMIIH,

IIpy MUKPOOPraHM3MH, KOHTO ca TIPHAOGHIIM PE3HCTEHTHOCT KbM APYTH HHKEKLMOHHH Le(alociopHHy, ce
OYaKBA PE3UCTCHTHOCT H KbM liehypokcum. B 3aBHCHMOCT OT MEXaHH3Ma Ha PE3HCTEHTHOCT, OPraHH3MHTE C
npm[oﬁm"a PE3UCTCHTHOCT KBM TICHHIUJIMHH MOraT Ja NMpOABAT HaAMAJICHA HYBCTBHTCIIHOCT HJIH
PE3HCTEHTHOCT KbM LIEPYPOKCHM.

'panyyHy CTOHHOCTH Ha NedYPOKCHM HATpPHIA

I'panmunuTe cTORHOCTH Ha MEHHMaNHATA HHXMOHpama KoHueHTpaima (MIC), onpeaenenn ot Epponelickua
KOMHTET 3a H3CI¢IBaHe HA aHTHMHKpoOHa uyecTBHTenHoct (European Committee on Antimicrobial
Susceptibility Testing) {EUCAST), ca xaxTo cnefipa:

MuBKpoopragainm I'panmunH croiinocra (mg/l)
8 R

Enterobacteriaceac’ < 8° > 8
Staphylococcus spp. 3abenexka’ 3abenexka’
Streptococeus A,B,Cu G 3abenexka” 3aGenexka’
Streptococcus pneumoniae <05 >1
Streptococcus (apyTi) <0,5 >0,5
Haemophilus influenzae <1 >2
Moraxella catarrhalis <4 > 8
l"pamrqﬂn CTOHHOCTH, KOHTO HE Ca CEBP3aHi <4 > 8
¢BHaa’

" I'panimunnte cToliHOCTH Ha uedanocnopuauTe 3a Enterobacteriacede yCTaHOBABAT BCHUKH
KIMHUYHO 3HAYHMH MEXAHHW3MH Ha Pe3HCTEHTHOCT (BrmountenHo ESBL u nnasmua-menumpana
AmpC). HsaxoM mamMoBe, KOMTO TNpPOAYHMpaT Oera-NaKTaMasH, ca JYBCTBHTENHH HIH
HHTEPMEAHEPHH KbM 3-TO Wi 4-TO NOKOJeHHe UedanoCnOpHHH TI0 Te3H TPaHHYHH CTOMHOCTH H
TpabBa 713 ¢¢ CHOOWIABAT KATO OTKPHTH, T.6 HATHYHETO WM nuncata Ha ESBL camu no cebe cu He
NOBJIMABAT KATErOPH3HUPAHETO 1O YYBCTBHTENHOCT. B MHoro ofmactu oTkpuBaneTo H
Kareropusupanero Ha ESBL e npenpob4HTENnHO WM 3aIB/DKHTENHO 32 LEITHTE Ha KOHTPOT Ha
HMH(EKLNHTE,

2 FpaHHqHaTa CTOHHOCT ¢¢ OTHacH camo 3a 1033 0T 1,5 g x 3 u E. coli, P. mirabilis u Klebsiella spp.

? YyrcTEMTENHOCTTA Ha CTapHIOKOKHTE KBbM HedanocnopuHn ce HM3BEXKOa OT M
YYBCTBMTENHOCT, C H3K/TIOUEHHE HA UedTazHauM, HeDHKCHM H NedTHOYTeH, KonTo
GTOHHOCTPI H He TpabBa ia ce pHaraT 3a fedyenue Ha cTaQHIOKOKOBH HH(EKIHM.

* YypcTRHTENHOCTTA HA GeTa-XEMOTHTHYHHTE CTPENMTOKOKH OT Tpynmd A, B, C,
JIAKTAMHTE CO M3BEXK/IA OT HyBCTBHTEHOCTTA KbM NEHHLMIHH. .

Fpannqnme CTOMHOCTH C€ OTHACAT 3a JHEBHH WHTPABEHO3HH A02H OT 750 mg x ;q hnc:om 1103“ {
OT Havi-Manko 1,5 gx 3. /:




S = uyyscTRHTENeH, R = pesHceTeHTeH

MHKpOOHOIOTHYHA YYBCTRHTEIHOCT

PasmpocTpatieHHeTo Ha MpuAOSHTaTa PESHCTEHTHOCT MOJKE Ja BApHpa B pasiMuHHTE reorpadckm o6NacTy u
¢ BpEMETO 3a H3OpaHM BMOOBE, H 3aTOBA € HEOOXOAHMAa MECTHA WH}opMaITHA 338 PE3UCTEHTHOCTTA, 0cobeHo
TIpH JieueHHe Ha TeXKH HHdekimH. ITpn HeoOxonMMocCT, TpAGBa Jla ce THPCH CBBET OT CHELMAITMCTH, KOraTo
TOKaJIHATA YECTOTA HA PEIUCTEHTHOCT € TAaKaBa, 4Ye NOCTaBA MOJ BBEIPOC MPHIOKHMOCTTA Ha edypoKcHM
MOHE TIPH HAKOH THIIOBE HHQEKIIHE.

Ledypoxcum 06MKHOBEHO € AKTHBEH CPELLLY ClIEAHUTE MUKPOOPTaHM3MH iR Vitro:

MBKpooprann3Mi, KOHT0 0GHKHOBEHO ¢4 TYBCTBHTE/IHH

I'paM-TIonoxuTeNHH aepobu :

Staphylococcus aureus (METHIITHH-TYBCTBHTENEH)*
Streptococcus pyogenes

Streptococcus agalactiae

Streptococcus mitis (rpynaTa viridans)

I'paM-oTpruarenHu aepobu:
Haemophilus influenzae
Haemophilus parainfluenzage
Moraxella catarrhalis

MuKpoOpraHa3MH, IPH KOHTO NPHAOOHTATA PE3HCTEHTHOCT MOMKE A4 € npofaem

[MpaM-TIOTOAKHTETHH aepodu;
Streptococcus pneumoniae

[pam-oTpHLIATEHE 2€pObu:
Citrobacter freundii

Enterobacter cloacae

Enterobacter aerogenes

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (paznu4ny ot P. vulgaris)
Providencia spp.

Salmonella spp.

I'paM-nonoKuTENHY aHaepobu:
Peptostreptococcus spp.
Propionibacterium spp.

[ paM-0TpHLIATENIHH aHAepOOu:
Fusobacterium spp.
Bacteroides spp.

Hac/ieacTBeHO pe3HCTENTRE MAKPOOPTAARZMH

paM-nDONOKHTENHH aepOOH:
Enterococeus faecalis
Enterococcus faecium

I'paM-oTpHuaTETHH aepobu:
Acinetobacter spp.

Morganella morganii
Proteus vulgaris
Pseudomonas aeruginasa
Serratia marcescens

I'pam-nonoxuTenay anaepobu:
Clostridium difficile

I'paM-oTpHUATENIHH aHaepoGH:

e
oW S
§ / 2

Bacteroides fragilis

Apyru:
Chlamydia spp.




Mycoplasma spp.
Legionella spp.

* BCHYKH METHLMIHH-PE3NCTEHTHHA S, aureus ca Pe3UCTEHTHA Ha LedyPOKCHM,

HoKasaHo €, ue in vitro aKkTHBHOCTTHTE Ha UEPYPOKCHM HATPHIA M HA AMMHOIIIMKOZHHHTE aHTHOMOTHIM B
KOMOMHALWA ¢a HAH-MaNKOTO JOITBJBALIM C€, IOHAKOra C JAHHH 33 CHHEPIHIBM,

5.1 ®apMaxoKkeHeTHUHH CBOHCTBA
Abcopbuua

Cren wnrpamyckynuo (im.) HEDKeKTHpaHe HA LEdYPOKCHM Ha 34paBu JOGPOBONUM CpeJHMTE MHMKOBHM
CePYMHH KOHIEHTpawnH ca ot 27 A0 35 pg/mi 3a ao3a ot 750 mg 1 ot 33 10 40 pg/ml 3a nosa or 1 000 mg u
C¢ JOCTHraT B paMKure Ha 30 mo 60 MuHyTH ciien npunoxerne. Cnen HHTpaBeHOZHO (i.v.) NPIICKEHNE Ha
Aozu ot 750 u 1 500 mg, Ha 15-TaTa MHHYTa CepYMHMTE KOHLSHTPALMH ca choTBeTHO 50 1 100 pg/ml.

AUC n Cysx ce noBmmapaT MTHHEIHHO C MOBUIIABAHE HA JO3AT4 OPH €AHHMYHA 1033 0T 250 a0 1 000 mg cien
im. ¥ i.v. npunoxenwe. HaMa naunm 3a Hatpynease Ha uedypoKCHM B CepyMa NPH 3apaBH A0OPOBOIIH
Clle/l IOBTAPALLO Ce MHTPABEHO3HO NMPpHIoKeHHe Ha No3H oT 1 500 mg Ha Bceku 8 yaca.

Paznipesenenne

B 3aBHCHMOCT OT MeTolla Ha M3C/IEJIBAHE C¢ VCTAHOBABA CBBP3BAHE C ILIaSMEHHTE TIPOTEHHH MEKTY 33w
50 %. Cpepuuar obem Ha pasnpenenetue sapupa ot 9,3 ao 15,8 /1,73 m’ cren im. wm i.v, MPHNOAKEHHE HA
no3u ot 250 go 1 000 mg. Kouuenrpamu Aa uedypokcHM, HAABHIIABAIIM MHHAMATHMTE MHXHGHTOpHM
HHBA 33 YECTO CPELIAHHTEC NATONEHH MOraT Aa ¢€ MOCTHCHAT B CIWBHLMTE, CHHYCHTE, OPOHXHAIHATA
NHraBALIA, KOCTHTE, IUICBpAjiHATa TEYHOCT, CTABHATA TCUHOCT, CHHOBHAJIHATA T€YHOCT, HHTEPCTHLMANHHTE
TEYHOCTH, AUTBYKATA, XPAuKHTe H BbTpeoudaTta TewHocT. lledypokcim mpemmHaBa KpeBHO-MO3BUHATA
OapHepa NpH BE3INAEHNe HA MEHUHIHTE.

buorpanchopManus

Hedypoxcum He ce merabonuzupa.

EnumuHupane

Ledpypokcum ce exckpetupa upes rnomepynHa GuiTpaus u TyOyaHa cexpenya. CepyMHHAT MOJMYKHBOT
CNeA HHTPAMYCKYITHO HJIH MHTPABEHO3HO NpuioxkeHHe e npubmmurento 70 MunyTH. [Tourn nanarta moza
(85-90 %) uedypoxcnm ce excxpeTipa HENPOMEHEHa C YPHHATa 3a 24 4aca cllen npuioxenye. OCHOBHATA
4acT OT NPHETaTA 7034 ce ENUMUHNpA B MEPBHTE 6 yaca. CpeaHuat Op0peueH KIHPHHC € B rpaHHLA ot 114
A0 170 mi/min/1,73 m® cen i.m. win i.v. mprnosxense pa 1oz ot 250 1o 1 000 mg,

CnenuanHu NOmy/JANHHA NABHCHTH

Tlon

He ca nabmonaeanu pad:iHkH BBB (apMakoKMHeTHKaTa Ha UeYPOKCHM MEXKIY MBXe M JKSHH cnej
enHokparHa domyc i.v. mmkekups Ha 1 000 mg uedypokcHM 1o GopMaTa Ha HATPHEBA CON.

Crapuecka Bb3pacT

Cnex im. MM iv. npuroxenne abcopOuuaTa, pasnpeNeNcHHETO H eKCKPeLHATA B 1]
MAlMEHTH B CTapyecka BL3PACT Ca CXOAHW C TE3H MIPH NO-MJALN NALMEHTH C eKE @ﬁﬁrﬂa 6561) qﬁa\
dyHxkuma. Teil kKaTo MALMEHTHTE B CTAPYECKA BB3PACT € MO-BEPOATHO Aa HMaT/ ﬁ*amaneﬂa 6’55])6;

YHKLMA, TIPH TAX ONPEAEAAHETO HA A03aTa Ha LedypoKcHM TpAOBa [a CTaRa ¢ M0B T‘E \
npocneassane Ha GuOpeynara PyHKIMA MOXKe Ia € OT mos3a (BK. Touka 4.2).

s




ITenuaTpH4La DOMYAALHA

CepyMHHAT MONYXHBOT Ha HedypOKCHM € 3HAYWTENHO YABIKEH NMPH HOBOPONEHH B 3aBHCHMOCT OT
recTaluMOHHATa BB3pacT. Bee mak, mpu no-ronemd kbLpMmadera (Ha BB3PAcT > 3 CeaMHUM) M NpH Aeua
CEPYMHHAT NOJTYXKHEBOT € 60 1o 90 MUHYTH, H € NoZo0cH Ha TO3H, HAOMIOAARaH TIPH BB3PACcTHH.

Brbpeuno yBpexaane

HedypokenM ce ekcperupa ocHOBHO upe3 OwOpermre. Kakro mpu BewukM TakwBa awTHOMOTHUM, TIpH
NallieHTH ChC 3HAYUTEITHO HapyeHHa 0BOpeyuna GyHKIMA (T.€. KpeaTHHHHOB KIAPBHC < 20 ml/MHHYTa) ce
NpenophyBa 103aTa Ha uedypPOKCHM Aa ce HaMajlH, 3 /1a ce KOMIIeHCHpa 3a0aBeHaTa eKcKperns (B, TovKa
4.2). llehypokcuM ce eTHMHHHPA e(DEKTHBHO Upe3 XeMOAHATH3A WiH NEPHTOHESATHA AHATH3.

YepuonpoOHO YBpekIane

Toit KaTo uedypoKenM ce STMMHHHPA TIABHO upe3 OhOpeUHTe, He ce OYaKBa HANMYMETO Ha YEPHOAPOGHA
nucGyHKIE Ja MMa edekT BpXY (PapMaKOKMHETHKATA HA LEehYPOKCHM.

Bpoaka dapMakokKHHETHKA-DapMAKOAHHAMEKA

3a uedanocnopuHWTE € YCTAHOBEHO, M€ Hali-BAKHHAT (apMakoksHeTHYCH/PapMaKOAMHAMMMEH HHJEKC,
KOpeNHpaIl ¢ epUKacCHOCTTa in Vivo, € Ta3H 4acT oT Jo30Bust nurepsat (% T), KOrato KOHIEHTpAIHATA Ha
€BOOOHOTO BEILECTBO OCTaBA HAJ MHHMMATHATA MHXWOHMpaia koHueHTpaumns (MIC) Ha uedypokenm za
OTACITHHTE TAPreTHH RuNoBe (T.e. % T > MIC),

5.3 IlpeaxAAAYAN JaHAH 32 6e30mACHOCT

HexmuHMYHHATE JaHHH He TOKasBaT ocofeH pHCK 3a Xopa Ha 6a3ara HAa KOHBEHLUIOHATHHTE
dapmakonornyuy npoyusanHa 3a 6e30n0acHOCT, HPOYMBAHHS 38 TOKCHYHOCT [pH MHOTOKDATHO NpHIAraHe,
TEHOTOKCHYHOCT, PenpORYKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a pasBuTHero. He ca mnpoBexmaHH

NpoyYBaHHA 33 KapUMHOreHHOCT. Bunpexw ToBa, HAMA 1aHHM, KOHTO Ja TPEANONAraT KaplMHOTeHeH
OOTEHIHAN.

lama riyramun TpaHCTENTHIA3HATA AKTHBHOCT B YPHHATA HA IUTbXOBE CE HHXMOMpPA OT pPasIHYHE
uedanocrnopHaH, 06aue HUBOTO Ha HHXUOUpaHe ¢ uedyPOKCHM € HO-HHCKO. TOBa MO3Ke /13 € OT 3HAYEHHE 3a
NOBITHABAHE HA KITHHHYHHTE JJab0paTOpHH TECTOBE TIPH XOpa.

6. PAPMALIEBTHYHH JAHHH

0.1 CnHCHLK HA DOMOIMBATE BEIECTRA

Hsama.
6.2 HecLBMECTHMOCTH

Coemecmumocm ¢ UHGYIUOHHY Pa3MEOPY
Hegypokenm € HeCHBMECTHM C AIKATHH HHQY3HOHHH PA3TBOPH, PA3TROPH Ha HATPHEB XHAPOTEH KapGoHaT
1 obeM 3aMecTBallH NpOAYKTH, ChABPXKaIM moaunentiai. Hak-o6uwo KasaHo, L[etbyponcch-M[P 1 500 mg
He TpAGBa ia ce Npunara CMECeH ¢ APYrH aHTHGMOTHLY WK JIEKAPCTBA B €HA CIIPHH
MIP 1500mg ue TpabGeBa fAa ce CMEeCBA ¢ AMMHOIVIMKOZHIHM aHTHOMOTHLM
HHQY3HOHHA CHCTEMA WM CTIPHHLOBKA,

Brokre chbiuo Touka 4.5 BaaumonelicTeie ¢ ApYTH JIEKAPCTBA M APYTH (OPMH HA B

,.w

Cvemecmumocm ¢ Opyzu armubuomuyw/xummuomepanesmuyu
IedypokcHM/aMMHOTTHKO3HAH:
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Tlopagn ¢u3MKOXMMHYHA HECHEMECTHMOCT C BCHUKH AMHHOIVIHKOZMAM, Le(YpOKCHM He TpsOma ma ce
CMECBA ¢ aMHUHOTJIHKOSHIH B €HA CMIPHHIIOBKA HJIH Pa3TBOp 3a HHGpYy3ua. [|BaTa antnOnotika Tpadea na ce
HIDKEKTHPAT C pa3/IidHH W3JE/HA HA PasIMYHy MECTA.

Hedypokcum/KomueTHH

Ilpn OpHMOKEHHETO HAa KOMWCTHH-CBABPIKALUA pazTBOPH M UedypokcHM Tpabea Aa ce chazear
OTPaHHYEHUATA, OTHACAILY C€ 38 aMHHOTJIHKO3UUTE.

6.3 Cpok na roguoct

DOnakoHH, chABPKAMH HEPYPOKCHM NPax 33 MHKEKIMOHEH PA3TBOP: 2 FOIHHM.
Tosa nekapcTBo He TpAGBa 1a Ce HAMO3BA CIIE CPOKA HA TOAHOCT, IOCOYEH Ha OTAKOBKATA.

3a cpoka Ha rOZHOCT Ha Beye PUIOTBEH PA3TBOP BIDKTE TOUKa 6.6 HucTpyximn 3a ymoTpeda.

6.4 Conennansn yc/i0BHA 3a ChXpaHCHHE

Ha ce chxpanssa mox 25°C B OpUrHHanHaTa OMAKOBKA C LeN NMPeANa3BaHe OT CRBETIIHHA.

6.5 Bag n cuabLpaxaHHe HA ONAKOBKATA

®nakonu ot 6€3LBETHO CTHKIIO ¢ OPOMOYTHIOBA I'YMEHa 3aNyIIAJIKa M OTHYIBALNA C& ATYMHHHEBa KaTayKa.
Onakosku ot 10 jmakoHa.

6.6 CnenmannH nMpeina3HH MepKH NpH R3XBhpaaHe H paGora

VYKa3aHHg 33 OPUCOTEAHE

Tabnuua 4. OGeMH Ha JONbJIBAHE M KOHLEHTPAlHU HA PA3TBOPA, KOMTO MOXKE Ja ¢a MOJICZHH, KOTaTo ce
HAJIara npuioKkeHHe Ha GHpaKkiHOHUPAHH JO3H

O6emn Ba JoNMbABaHe H KOHNMEHTPANMH HA PA3TBOPA, KOHTO MOXKE 2 €A NOJE3IHH, KOTATO ce
HAJIAra OpRICKeHHe HA PPAKIHOHHEPAHN J03H
l'oneMuna Ha duiakoHa Komnuectso BOAA, TIpubnusuTenHa
KoeTo TpadEa Ja ce KOHLEHTpALMS Ha
no6aen (ml) nedypokcHM (mg/ml)**
1500 mg WHTPAMYCKYITHO 6 mi 216
HHTpaBeHo3eH 0oIyc Haif-Manko 15mi 94
HHTpaBeHO3HA HHY3MA 15ml * 94

* TIpHroTeeHMAT pasTeop TpaAdea Aa ce mpuGaen keM 50 we 100 ml cuEMecTHM pasTBOp 34 HHTPABEHO3HA
HH(y3Hs (BK. HHOOPMALMATA 38 CHBMECTHMOCT FIO-TONY).

** Honyyenuam obem na pasmeopa na yedypokcum & cpedama 3a pameapsne e Yéenuues nopadu
gaxmopa na usmecmeare Ha eKAPCMEEHOMO BEWECINEO, 800€ty 00 NOCOYEHUME KONYEHMPAYUY 6 mg/mi.

Uedypoxcam-MIP 1500 mg ce npuaara HHTEPBEHO3HO HIH ABABOKC HHTPaMYCKYJIHO.

HHTpaBeHo3HA HHAKEKLNA

3a npuroTesze Ha roToB 3a ymnotpeba pasreop Liedypokcum-MIP 1500 mg ce pazTeaps ¢ Haii-Manko 15 ml
BOJA 38 HHKeKuun. HTpapeHosHaTa nibkekuus TpabBa ia ce npary GapHO (Hali-Manko 3a nepuoa ot 3 a0 5
MHMHYTH).

Huby3na

3a kparkotpaiina wugysus Iledypoxcnm-MIP 1500 mg ce pazreapa c 40
H30TOHWYEH PAasTBOP Ha HATPHEB XJIOpKA WIH 5 % pasTBOp Ha IMIoKo3a H ce HHy3)
20 MHHYTH. 1

3a NponwLKHTENHA HHTpaBeHO3Ha Kankosa mH(ysma Liedypokcum-MIP 1500 m% pa?;rnapx ¢ l(ff
M30TOHUYEH PA3TEOP HA HATPHER XJIOPHA WIH 5 % pa3TBOp Ha IMIOK03a H ce HHpysn - 60 mit

«\f
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benexkH 0OTHOCHO MPHIOTBEHHAT Pa3TBOP:

HHKeKIHOHHHTE ¥ HH(Y3HOHHHTEe pa3tBopH Ha lledypoxcrm-MIP 1500 mg MMAaT CBETIO KBLAT IIBAT.
PasnnysaTa HETEH3MBHOCT Ha OLBETHRAHE HAMA OTHOIEHHE KBM epHKACHOCTTa M §€30MacHOCTTa Ha TO3H
aHTHOHOTHK. He u3nonssaiire MbTHI PAa3TBOPH WIKH Pa3TBOPH, ChABPIKALIH BHIHMH YaCTHIH.

BuHard Tpa0Ba na ce M3n0/13Ba NPACHO NpHroTBeH pazTeop oT LledypokcuM-MIP 1 500 mg. Paszteopure,
CHABPXKAINY LedyPOKCHM ca cTaDMIHH 33 KPaThK NEPHOA OT BpeMe (33LIMTEHH OT CBETAHHA M TOILTHHA).
Hndy3uoHHHS/HIDKEKIMOHHUA PasTBOP UMAT GIAeaoxsaT HBAT. Pa3iHuHaTa MHATEH3MBHOCT Ha LIBETa HAMA
OTHOINEHHE KbM edukacHoCTTa 1 G€30NacHOCTTa Ha TOIM AHTHOMOTHK.

CrabunHOCT Ha IPUTOTBEHHS PA3TBOP:

PastBopbT Ha Lledypokeum-MIP 1 500 mg TpsaGea aa ce NPUrOTRH HEMNOCPEACTBEHO NPEAH TIPHIOKEHHE H
Ja c€ M3MOI3Ea B pAMKMTE Ha 3 daca.

IlpuroTBeHuTe pastBopH ca crabunnu 3 waca npH TemnepaTypa 25°C M MakchmyM 12 waca npu
Temnepatypa 2-8°C (B XnagMIHHEK), KATO H B IBATa Clydasd CTEDIIHOCTTA Ha pa3TBOpHTE TPGBa Ja Obie
rapaHTHpaHa.

PastBopu ¢ yTakika MMM NpeLMTIHTATH He TpA0aBa Ja ce H3Noa3ar.

CeabpixaHHeTo Ha (NakoHa € MPEABHICHO 3a €IHOKPaTHA ynoTpeda. OCTATBUMTE OT MPHrOTBEHUS PA3TBOD
TpadBa Ja ce HIXBLPNAT.

3a CHBMECTHMOCT ¢ HH(Y3HOHHH Pa3sTBOPH BHXKTE TOuKa 6.2.

7. IPHTEXATEJ HA PASPEIIIEHHUETO 3A YIIOTPEEA

MIP Pharma GmbH

Kirkeler Strasse 41

D-66440 Blieskastel-Niederwurzbach

I'epmanua

3. HOMEFP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

Peruncrpanmonen Ne 20060814

9, JATA HA IIBPBO PA3IPEINABAHEMIOMHOBABAHE HA PA3SPENIEHHUETO 3A

YIHOTPEBA

29.12.2006 / 09.05.2012

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

31/01/2019
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