
®Ampisid 1.5 g IM/IV npawoK M BexMKynyM 33 pacreop 33 MHJ

3BMPEH M3BELJUTAJ 3A OCOBMHMTE HA JIEKOT

1.MME HA JIEKOT

AMflMCMfl® 1.5 g IM/IV npawoK M BexMKynyM 33 paciBop sa unjeKTupahte

2. KBAJ1MTATMBEH M KBAHTMTATMBEH COCTAB

EflH3 BMJana coflp>KM aMnMLii/inwH narpMyM eKBMBaneHTHO na 1000 mg
aMHMLiMnMH M cyn6aKT3M HsipMyM eKBMBsneHTHO na 500 mg cyn6aKT3M,
Ph.Eur.

AMnyns co pacrBopyBan; 3.5 ml crepMnna BOfla sa

3. OAPMAMEBTCKA flOSMPHA OOPMA

flpaiuoK M BexMKynyM sa pacisop sa

4. KJ1MHMHKM

4.1 TepaneBTCKM

Ampisid 1.5 g IM/IV ce Kopucin 33 rpeiMan na noflony HaBeflenme
npeflMSBMKSHM Ofl MUKpooprannsMH ocernnBM na
• 1/lHcpeKMMM na KOKaia n MeKme TKusa
• MHTp3-a6flOMMH3JlHM

MncpeKLinn HS pecnupsiopen
H3 ypuHspen ipaKT

I/ICTO T3K3 Ce KOpMCTM M S3 Tp6TM3H H3 63KTepMCK3 CenTMKeMMJS, MHCpeKL|MM H3

KOCKMie n srnoSoBnie n TOHOKOKHM MHcj3eKL4Mn.
npeonep3TMBH3ia aflMUHMCTpsqujs e npenopsnnuBS sa nocr-onepsTHBHS
npocJDnnaKca BO xHpypiuKme npoiteflypn BO a6flOM6HOT n Kapnuuaia. MCTOT
TaKa, Ampisid Mowe fla ce Kopucru sa npocJwjiaKca sa HaManysahbe H3 PMSMKOT
Ofl nocT-onepaiMBHa cenca no KMpeiaxa MJIM qapcKM pes.

4.2 flosupahbe u HSHIIH Ha ynorpe6a

Flo p3CTBopyB3H=eTO, Ampisid MHJeKMMMie MOKST fl3 ce
MHTpaseHCKM M^M MHTpaMyCKyJIHO.

npenopsHanaia flnesna flosa sapMpa noiviefy 1.5 g (1 g
cyn6aKTaM) M 12 g (8 g SMHMLIMJIMH / 4 g cyn63KT3i\/i).



®Ampisid 1.5 g IM/IV npauiOK u eexuKyjiyM aa pacreop sa

flosa Ha cyn6aKiaM usHecyea 4 g. flneBHara flosa ipeSa fla ce flasa Ha 6-8
MacoBHM MHTepeajiM BO saencHOCT ofl lexunara na MHCpeKMi/ijara. Kaj 6narme
l/IHdpeKL|HM MOK6 fla C6 aflMMHMCTpMpa H3 C6KOM 12 4303.
flpn MHTpaeencKa aflMUHMCTpaiiiija flosaia rpe6a fla ce flafle cnopo BO reK na
10-15 MMHyin. floaara Moxe fla ce paapefli/i i/i BO 50-100 ml KOMnarnOmieH

n fla ce flafle BO cpopivia na nHTpaeencKa MHCpyanja BO TSK na 15-30

ripn MHTpaMycKynna aflMMHucrpaiJiMJa, neKOT ipeSa fla ce aflMnnncrpupa co
fl/ia6oi<a MHTpaMycKynHa unjeKquja. Bo cnynaj Ha leniKa 6onKa, KBKO flunyenr

fla ce Kopucin ciepmieH pacisop aa nHJeKinpaHbe na 0.5% anxuflpupan
xnflpoxnopufl. PaciBopoi rpe6a fla ce ynoipe6n BO paMKme na eflen

nac no noflroTByBahbeio.
Kaj naiineHTM co OLUTereHa 6y6pexna c{DyHKL(MJa, enuMMHaqnoHaTa KunerMKa na
aivinnL|MJiMH n cyjiGaKiaM Moxe fla 6nfle npoMeneia. Kaj TaKBme
M0>xe fla ce Kopucin cneflHuoi pexnM na

Knupenc na KpeaiMHHH
(ml/min)

>30
15-20
5-14

npenopanana
flosa (g)

1.5-3
1.5-3
1.5-3

l/lHiepBan na
flosupafce

6-8
12
24

npenopanaHaia flosa sa uncpaHTH n fleua nanecyBa BKynno 150 mg/kg/flen,
aflMMHucipupaHa na ceKon 6-8 Haca. 3a npeflBpeMeno poflenme fleua n
HOBOpofleHMMfcaTa, npenopaHanaia floaa BO npsaia neflena usHecysa 150
mg/kg/flen aflMMHucipupaHa Ha ceKOM 12 Maca.
HaMenno, co TpeiManoT ipeGa fla ce npoflonwn yiuie 48 naca no
HOpMannsupaHbeio na nenecHaia reMnepaiypa. BooGnnaeHOTO BpeMeipaeite
na repannjara Bapupa ofl 5-14 flena; Kaj TeiuKM MHCpeKi4HM OBOJ nepnofl Moxe fla
6nfle npoflonxen n flOflaino fla ipe6a fla ce flaea ai\/inm_;minH. 3a xnpypiuKa
npocJDMnaKca ipe6a fla ce aflMMHucipupa floaa ofl 1.5-3 g npefl noneTOKOT Ha
anecTesujaia n fla ce noBTOpysa na 6-8 nacoBHM MHiepBann flo KonKy e
noipeSHO.
flpn MCTOBpeMena ynoipeSa saeflno co aMUHornnKoanflu, Ampisid TpeSa fla ce
npunpeivia noce6no n fla ce aflMUHncipupa na pasnuMHO MecTo. Kaj naqneHTu
co pecjpi/iKLii/ija BO BHecoj na con. YnoTpe6aTa na aMnm4nnnH/cyn6aKTaM ipeSa
BHHMareriHO fla ce cnefln.

FlpunpeiviaHbe na paciBopoi: Ampisid nHjeKLiume ce paapeflysaaai co
cooflBejen paspeflysan n no MCHesnyBai-beTO na nenara ce flasaai
MJ1M MHTpaMyCKyJIHO.

Bo nocranKaia na peKOHCTuryMnja ipe6a fla ce Kopucrar cne,
na paspeflysaM:

3a Ampisid HHJeKLiume 375 mg 0.8 ml



®Ampisid 1.5 g IM/IV npamoK H BexMxynyM 3a paciBop 3a MHJeKTiipaHbe

3a Ampisid MHJeKLiMMie 750 mg 1 .6 ml
3a Ampisid MHJeKU|MMTe 1 .5 g 3.2 ml

Cyn6aKTaM HaipnyM e KOMnainGmieH co noBeKero pacisopn aa
ynorpeSa. Mefyroa, aMnnqunnH HaipnyM e noManKy craGnneH BO paciBopn KOM
coflpxai fleKciposa MJIM flpyrM jarneHXMflpaTM; nopaflM roa, noflony ce
HasefleHu ycjioBure Ha Mysanbe paspeflysaHMre KOM Moxar fla ce KopMCiar aa
MHipaseHCKa undpysMJa:

Paspeflysaq A

BOfla 33 MHJeKLIMM

I/I30TOHMH6H HaipMyM XJIOpMfl

5% fl6KCTp03a/BOfla

PMHrep naKiai

M/6 HsipMyM nsKiai

5% fleKCTpo3a/0.45 NaCI

10% MHBepien LueKep/BOfla

4.3 KOHTpaMHflMKaMMM

MnML4MflMH/Cyjl6aKTc

KoHqeHTpai4MJa
(mg/ml)

45(30/15)
45(30/15)
30(20/10)

45(30/15)
45(30/15)
30(20/10)

30(20/10)
30(20/10)

3(2/1)

45(30/15)
45(30/15)

45(30/15)
45(30/15)

3(2/1)
15(10/5)

3(2/1)
30(20/10)

\M VCJIOBM na Hysahte
(h&°C)

8 h 25UC
48 h 4°C
72 h 4°C

8 h 25°C
48 h 4°C
72 h 4°C

2 h 25°C
4h4°C

42 h 25°C

8 h 25°C
24 h 4°C

8 h 25°C
8h4°C

4 h 25°C
4h4°C

4 h 25°C
3h4°C

Ampisid 1.5 g IM/IV e KOHTpaMHflnqupaH Kaj naiiMeHTM KOM ce npeoceiriMBM na
neHMLJMJlMH.

Ha npernasjiiiBOCT n noce6HM npeflynpeflyeai*.a t:4.4 rioce6Hii

CEPMO3HM M nOHEKOrAUJ OATAJ1HM
(AHAcDl/mAKTI/NHM) PEAKMMM CE PEfMCTPHPAHM KAJ HAqHEHTM HA

! uJ %£? r-i&i ~i J? i



Ampisid® 1.5 g IM/IV npamoK M eexuKynyivi 33 pacTBOp 33

TEPAflMJA CO HEHMMMJIMH. OBME PEKAU.MM DOHECTO CE JABYBAAT
KAJ J1MMA CO MCTOPMJA HA XMI1EPCEH3MTMBHOCT KOH IIEHMMMJIMH
M/MJ1M XI/H1EPECH3MTMBHM PEKAU.MM KOH MYflTMnJlM AJ1EPFEHM.
PEfMCTPMPAHM CE CJ1YMAM CO MCTOPMJA HA XMHEPCEHSMTMBHOCT
KOH nEHMLJMJlMH KAJ KOM KOM CE JABMJ1E TELUKM PEAKU.MM HPM
YROTPEBA HA MEOAJlOCnOPMHM. HPEfl SAHOHHYBAttDETO HA
TEPAHMJATA CO DEHMUMJIMH, HOTPEBHA E BHMMATEJ1HA AHAMHE3A
BO OflHOC HA HPETXOflHM XMHEPCEH3MTMBHM PEAKLJMM KOH
nEHMU,MJlMHM, MEOAJlOCriOPMHM M flPYH/I AHEPfEHM. BO KOJ1KY CE
JABM AJIEPFMCKA PEAKLJ.MJA, TEPAHMJATA CO AMPISID TPEBA flA CE
I1PEKMHE M flA CE CHPOBEflE AflEKBATHA TEPADMJA.
CEPM3HMTE AHAOMJ1AKTMHHM PEAKLJIMM BAPAAT YPfEHTEH TPETMAH
CO EHMHEOPMH, KMCJIOPOfl, MHTPABEHCKM CTEPOMflM M KOHTPOJ1A
HA PECflMPAMMJATA, BKJ1YHYBAJKM MHTYBAU,MJA BO KOJ1KY E
MHflML|MPAHA.

KOJIMTMC e perMcrpMpan pe^MCM co CMie aHTM6MOTMU.M,
ro M AMPISID, npM LUTO BO Oflnoc Ha csojaTa Te>KMHa TOJ BapMpa ofl

6nar flo no >KMBOT onacen. flopaflM Toa, ofl noce6no snaMehte e fla ce MMa BO
npeflBMfl osaa flujarnosa Kaj nauMeHTMTe co npMcycTBO na flMJapea, Koja ce
jaMna no ynoTpeSaTa na anTM6aKTepMCKM neKOBM.
TpeTManoT co aHTM6MOTMU,M ja napyujyaa HopMannaTa dpnopa na KOJIOHOT M
Moxe fla npeflMSBMKa npeKyiviepen pacT na Clostridium. PesymaTMTe ofl
CTyflMMTe noKa>KyBaaT fleKa TOKCMHOT KOJ ro cosflasa Clostridium difficile e
npMiviapna npMMMHa sa "aHTM6noTCKM-acou,npaH KOJIMTMC".
BnarMTe dpopMM na nceyflOMeiviGpanoseH KOJIMTMC o6M«HHo pearnpaaT caMO na
npeKMHysafce Ha TepanMJaTa. Kaj yiwepeno flo TBLUKMTB cnyMan, Tpe6a fla ce
MMa BO npeflBMfl TpeTMan co TeiunocTM M eneKTponMTM, cynneMeHTai|Mja na
npoTeMHM M TpeTMan co anTM6aKTepMCKM neK KOJ e KJIMHMMKM edDMKacen npeMa
C. Difficile colitis.
OnuiTu npeflynpeflyeaHDa: Kaj roneM npouenT na nauMeHTM co MOHOHyKneosa
KOM npMMane aMnMUMiiMH e perMCTpMpan KOXBH pam. PlopaflM Toa,
aMnMLtMJiMHCKaTa Knaca Ha aHTM6MOTMi4M ne Tpe6a fla ce aflMMHMCTpupa Kaj
naqneHTM co MOHOHyKneosa. Kaj nai|MeHTMTe KOM npMMaaT AMPISID Tpe6a fla
ce CM6Ta na MOXHOCTa ofl pasBoj na cynepMHdpeKLiMM co MMKOTMHHI/I MJIM
SaKTepMCKM naTorenM BO TCKOT na TepanMJaTa. Bo KonKy ce nojasaT
cynepMHCJDeKMMM (KOM o6MHHO BKnynysaaT Pseudomonas MDM Candida) Tpe6a fla
ce npeKMne co ynoTpeGaTa na JIBKOT M/MJIM fla ce sanonne co afleKsaTna
TepanMJa.
npennujyBaHjeTO na AMPISID 6es curypnM SHBMM sa 6aKTepMCKa MHCpeKLjMja
MJIM BO npocf)MnaKTMMKa MHflMKau,Mja, Mamy e BepojaTHo fleKa Ke SMfle ofl KOPMCT
sa nai4M6HTOT M ro sroneMysa PMSMKOT ofl 6aKTepMM KOM ce pesMCTeHTHM na
J16KOT.

MndpopMauMJa sa naqMeHTMTe: naqweHTMTe Tpe6a fla 6MflaT
fleKa aHTMGaicrepMCKMTe neKOBM, BKnynyBaJKM ro M AMPISID,
KopMCTaT caMO sa TpeTMan na 6aKTepMCKM MHdpeKLJiMM. fla ne cf
BMpycHM MHdpeKUMM (np. nacTMHKa). Kora AMPISID ce KOPMCTM
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MHCpeKu,MM, na nauMenrMie TpeSa fla MM ce Kawe fla ro seiviaar
J16KOT TOMHO OH3Ka K3KO UITO 6 npOHMLUaHO. flpeCKOKHyBahbeTO H3 flOSM MJ1M H6

KOMnneTHOTO saBpiuyBatoe na lepanMJaia MO>Ke fla ja naivia/iM ecpMKacnocTa na
TpereiMaHOT M fla flosefle flo passoj na pesMcreHTHoci, LIJTO 6M pesyniMpano
CO H6MO>KHOCT 33 npMMBHa H3 AMPISID M flpyrM aHTM6MOTCKM J16KOBM BO

MflHMHa.

ynorpe6a
Bes6eflHOCT3 M ecpMKacnocTa Ha AMPISID e yrspflena sa neflMJarpMCKM
naL4M6HTM Ofl 6flH3 TOflMH3 M HOCTSpM 33 Tp6TM3H H3 KO>KHM M KO>KHO CtpyKiypHM

MHC|DeKL4MM, K3KO M K3J BO3paCHMT6 R3L(MeHTM.

YnoTpeSsra na AMPISID Kaj neflMJsrpMCKMTe nsuweHTM e noiKpenens co
pesymaiM Ofl afleKsaiHM M floSpo KOHiponMpaHM ciyflMM Kaj BOSPSCHM co
flOSflTHM nOfl3T014M Ofl neflMJaipMCKM CpapMSKOKMHeTCKM CTyflMM, KOHTpOJIMpSHM

KJ1MHMHKM CTyflMM K3J OeflMJaipMCKM n3!4M6HTM M nOCT-MSpKeiMHUJKO CHefl6hte H3

HecaKSHMie flejciBa.

4.5 klHTepaKLjiw co flpyrn JIGKOBM 11 flpyni cpopivm Ha

flpo6eHMi4Mfl ja HaManyB3 pensjiHsia TySynspns ceKpeqMJs H3
cyn6aKiaM. l/lciospeMeHSTS npMMens H3 npo6enML4Mfl co AMPISID Mo>xe fl3
pesyniMpa co sroneMeHM KOHqeHTpauMM HS SMRMLIMJIMH M cynSsKiaM BO Kpsia.

ynorpe6a na anonypMHon M aMHMUMJiMH ja sroneMysa
na nojsss H3 pstu ioj naiiMeHTMie KOM MCTOBpeMeno TM npMMasr

flB3T3 J16K3, BO CHOpefl63 CO n3L(MeHTMTe KOM npMMaaT C3MO aMHML|MJlMH. He e

nosnaro flsnM OBOJ noTeHLjMJan na aMHMUMJiMH fla MHflyqMpa paiu ro sroneMysa
snonypMHonoT MJIM npMcycTBOio H3 xMnepypMK6MMJ3 Kaj OBMB nsMMeniM. flo
cera neMa noflarouM sa ncroBpeMena ynoipe6a na AMPISID co anonypMHon.
AMPISID M aMMHornMKOSMflM ne rpe6a saeflHO fla ce paciBapaar nopaflM In vitro
MHaKTMBaqMJaia na aMMHornMKOSMflMie ofl crpana na aMnMMMJiMHMHOi KOJ e
KOMnoneHia na AMPISID.

JleK/Jla6opaTopncKM TGCT MHTepaKqiiM: aflMMHMCTpai4MJaia na AMPISID
pesy/iTMpa co BMCOKM KOHqeHipaMMM na aMOMMMfiMH BO ypMHaia. BMCOKMie
KOHLieHTpaiiMM Ha aMHML|MnMH BO ypMHaia MO>Ke fla pesyniMpaai co nawno
003MTMBHM P63KI4MM BO MCFlMTyBaHbaTa 33 HpMCyCTBO H3 TJiyKOSS BO ypMHS CO

na Clintest™, Benedict's Solution MriM Fehling's Solution.
e fl3 ce KopMCiai recroBM sa rnyKosa KOM ce 6asMpaai na

ensMMCKM peaKMMM Ha OKCMflasa Ha myKosa (KaKO LUTO ce Clinstix™ MJIM
Testape™). Flo aflMMHMCipaqMJa na aMnMUMfiMH Kaj 6peM6HM >K6HM,
perMcipMpano e TpaHSMiopno HananyBaHse na nnasMaicKMie KOHLienipaMMM na
BKyrmMOT KOfcyrMpan ecipMon, ecrpMon-rnyKopoHMfl, KOhbyrMpaHMOT ecipon M
ecipaflMon. OBOJ ecpeKT MCTO TaKa Moxe fla ce jaBM npM ynoTpe6a na AMPISID.



MHaMlM£H90d9UMX

H9aMlEfMUOCpOM9 OM19d AjOHIAJ M l/\!91Md9

'BfMdBMMidA 'gcHBmgh 'msd H9>KOM IBSMMI MXSIAI M B>KO>| -
'OMiMuoM HgeoHEdgiAigiAiobVfeou 'oMiMiroModaiHB
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90 MHEdMdlOMJ9d 'BOlAj9|/\ 'BaAognyoU 90 Odgot/ OHLfBd9H9J QISIdlAIV

eaiofab1 MHBMBOOH g'fr

•MHMIT1BI/\ 00 g^HBaAMBd M 9^9208 BE ElOOHgOOOLJO eda 9BfMLfa 9H QISIdlAIV

MHiimev\ oo a^eaAxed MLTM a^acoa ee eiooHgooouo eda aMHefnirg jr^
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M 91MMhMBdlHOM BH ElBHMhBf '91MMhMBdlHOM EH ElBfMhH9CpM9dCp
'!OOAd9lA BH lOOAHOl EaAuBI/VBH OJ HMUMhMUI/MB BH EfMhEdlOUHMI/Mt/B
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v\g BH aiAiada BS Bgadiou^ 9'

BC doaioBd Be i^iAuAMMxea u Momedu AI/IAII B §"1 nP!s!c'LUV
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arpaHynoumosa, HaManeHM epeflHOCTM na xeMornoSnH,
xeMaroKpni, epi/npomiTM, neyKOMmn, nuMdpoumn, TpOMSoumn HUM
sroneivieHM JIMMCPOLIMTM, MOHOMMTM, eo3MHOcpnjii/i, rpoMOoumn. Cme osne
6nne peBepsuSmiHM no npeKMHyBafceio na Tepannjaia.

HecaKanme jia6opaTopncKn npOMenn BK/iyHysaaT sroneMenn SGOT, SGPT,
LDH, ajiKanna cpoccparaaa, BUN 1/1 KpearnHUH n HaMajienn cepyMCKM
an6yMMHM n BKynnn nporenHM, Bo ypunara Moxe fla ce najflai epHTpoumn n

flpyrme cucreMCKn peaKunn KOM ce perncrpupaHM Kaj noManKy ofl 1% ofl
cnyMame BKnyMysaaT ManHnna, noBpaKa^e, KanflUflnjaaa, aaiviop, maBo6onKa,
rpaflna 6oma, cTOManna flucTenanja, dpnary/ieHmija, mocurnc, ypunapna
peieHLinja, flucypuja, efleM, OTOK na nime, epmeM, rpoannua, nenpujaiHO
HyscTBO BO rpno, cyGciepnanHa 6onKa, ennciaKca, MyKoano KpsapeHbe n
Kpsasa CTonm;a.
Bo cnyMaj na HeoMeKysaHM HecaKaHM flejciea naiineHTOT ipeSa fla ro
KOHCyjlTMpa CBOJOT flOKTOp.

4.9

Beja-JiaKTaMCKme aHTnGnonmn MO>Ke fla npeflnsBUKaai neBponoiuKM necaKanu
flejciBa BK/iynyBaJKH KOHBynann npn BMCOKM KOHqeHTpaumi 140
L|epe6pocnnHanHMOT nuKsop. AMnnMnniiHOT Moxe fla ce OTCTpann ofl
oprannsMOT co xeMOflnjannsa. MoneKyjicKara jejuna, cienenoT na Bpsysafce
aa nnasMaiCKme npoienHM n cfcapMaKOKMHeicKMOT npocpun na cyn6aKiaM
cyrepupaai fleKa osa coeflUHenne MCTO TaKa Moxe fla ce oTCTpann co
xeMOflnjannaa.

5. OAPMAKOnOUJKM

OapMaKOTepanescTKa rpyna: neHMMMnun BO KOMGnnaMnja co 6era-naKTaMCKM
MHXn6mop
ATCKOfl: J01CR01

5.1 OapMaKOflMHaMCKM CBOjcrsa

, KOJ e flepMBai na 6-aMMHoneHMMnnaHCKaTa Kucejinna, noceflysa
LunpOK cneicrap na SaKTepuquflna aKTMBHOCT n roa KBKO npoins rpaM-
nosmnBHUTe, raKa n npoiMB fpaM-HeraiMBHUTe aepoSnn n anaepoGnu
MUKpooprannsMM. Toj flejcTBysa npe«y MHXM6nL|MJa na enocuHTeaaia na

BO KneioHHUOT anfl. AMnnL|iinMH He e craGnneH BO oflnoc na 6eia-
, nopaflu LUTO Jiecno ce pasrpaflysa n cianyBa

Cyn6aKTaM e flepusar na 6asa na nennLtmiMH. MaKO cyji6aKTaM
Kopucna aHTn6aKTepncKa aKTMBHOCT, co i/icKnynoK BO oflnoc na
npeBep3n6nnHM nnxnGupa pasnunn 6eTa-naKiai\/ia3M
MMKpoopraHM3Mme pesucreHTHM na neHnunnnHM n
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MHxu6npa pasHM 6eTa-naKiaMa3M npoflyunpann ofl MMKpoopranM3MM oceTriMBM
na aMnMMMfiMH, ce nocTumyBa CMHeprncTimKn ecpeKT.
AMnMU,MriMH/Cyn6aKTaM e ecpMKacen In vitro BO oflnoc na Sera-jiaKraMaaa M ne-
6eTa-jiaKiaM3a npoflyu,npaHKMOT Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus saprophyticus u Streptococcus faecalis,
Streptococcus pneumoniae, Streptococcus pyogenes u Streptococcus
viridans.OcBBH ioa, KOH AMnMU.MnMH/Cyn6aKTaM oceiJinBM ce M Ser
M He-Sera-naKTaiviaaa npOflyunpaMKUTe FapM-HeraTMBHH MMKpoopraHM3MM
LUTO ce Hemophilus influenzae, Branhamella catarrhalis, Escherichia colli,
Klebsiella, Proteus Mirabilis, Neisseria gonorrhoea, Proteus vulgaris, Providencia
rettgeri, Providencia stuartii u Morgenalla morgani. Ofl aHaepo6me,
AMnMUMJiMH/cynGaKTaM e aKTMBen BO oflnoc na Clostridium species,
Peptococcus species, Peptostreptococcus species u Bacteroides species,

M B. Fragilis.

5.2 (DapMaKOKHHGTCKM cBOjcrea

HenocpeflHO no aaBpuiyBahteTO na 15-MMHyTHaTa MHTpasencKa MHCpysMja na
AMPISID ce nocTMrnyBaaT HMBHMTB MaKCMManHM cepyMCKM KOHU.eHTpau.MM.
CepyMCKOTO HMBO na aMnMUM/iMH e cnM^no na ona Koe ce nocTMrnysa co
aflMMHMCTpaqMJa na eKBMsanenTHa KonMHMna caMO na aMnmj,MJiMH.
MaKCMManHMTe cepyMCKM KOHU,empaij,MM na aMnMUMnMH ce flBMxaT BO panr ofl
109 flo 150 meg/ml no aflMMHMCTpau,Mja na 2000 mg aMnMLjMnMH nnyc 1000 mg
cyn6aKTaM, Oflnocno 40 flo 71 meg/ml no aflMMHMCTpau,Mja na 1000 mg
aMnMMMnMH nnyc 500 mg cynSaKTaM. CooflBeTHMTe MaKCMManHM cepyMCKM
HMBoa na cyn6aKTaM ce flBMwaT BO panr ofl 48 flo 88 meg/ml, oflnocno 21 flo 40
meg/ml. Flo MHTpaMcyKynapna MHjeKqMja na 1000 mg aMnMui/mMH n/iyc 500 mg
cynSaKTaM, MaKCMManHMTe cepyMCKM HMBoa na aMnMU,MnMH ce flBMwaT BO panr
ofl 8 flo 37 meg/ml, a na cynSaKTaM ofl 6 flo 24 meg/ml.
ripoce^HMOT cepyMCKM nony>KMBOT na flsaTa neKa Manecysa npM6nM>KHO 1 nac
Kaj sflpasn flo6pOBonuM.
ripM6nM>KHO 75 flo 85% ofl flsaTa neKa ce eKCKpeTMpaaT KBKO nenpOMeneTM BO
ypMHaTa BO TBKOT na npBMTe 8 naca no aflMMHMCTpauMJaTa na AMPISID Kaj nMU,a
co HOpManna 6y6pe>KHa cpyHKLtMJa. rioHeKoraiu nosucoKM noflonroTpaJHM
cepyMCKM HMBoa na aMnnu,MnMH M cyn6aKT3M MOxaT fla ce nocTMmaT npn
MCTOBpeMena aflMMHMCTpaqMJa co npo6eHMU,Mfl.
Kaj nauMeHTM co oujTeTena SySpexna cf)yHKi4Mja enMMMHau,MOHaTa KMneTMKa na
aMnMU,MnMH M cyn6aKT3M cnMMHO e Hapymena, nopaflM LUTO OflHOCT na eflHMOT
co flpyn/ioT neK ocTanysa KOHCTaHTen. flosaTa na AMPISID Kaj oBMe naqMeHTM
TpeSa fla ce aflMMHMCTpMpa noManKy necTO BO oflnoc na sooGMHaenaTa npaKca
33 3MnMU,MnMH (BMfl6T6 floSMpafce M HaMMH H3 aflMMHMCTpai4MJa).

na Bpsysahbe na aMni|MnMH sa xyivianMTe
npM6nM>KHO 28% M e ofl pesepsMSMnen KapaKTep,

npM6nM>KHO 38% MCTO TaKa Ofl pesepswOMnen KapaKTep.
FleneTpaMMJa na aMnu,MnMH M cynSaKTaM BO uepeSpocnMHann^
MHdpnaMMpaHM MenMHm e noKa'ana npM IV aflMMHMCTpau.MJa na

\\A%.
3/
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na aMnminnnH n cyn6aKTaM Kaj neflnjaipucKme
KOM npniviaai AMPISID e cnnMHHa na onaa Kaj Bospacnme. Henocpeflno no
saBpLuyBahteTO na 15-MMHyTHaia MHrpaseHCKa MHCpyanja na 50 flo 75 mg/kg
AMPISID MaKCMMa/iHi/iTe cepyMCKM n njiasMarcKM KOHueHTpaunn na aMnnunnnH
ce flsuxai BO panr ofl 82 flo 446 meg/ml aMnmimiMH, oflHocno 44 flo 203
meg/ml cynSaKiaM.
FlpoceHHUOT nony>KMBOT na enuMMHaMnja nsnecysa npn6nn>KHO 1 Mac.

5.3 HpeTKrwHHMKH noflaroun 33 curypHocia Ha JIGKOT

6. OAPMAUEBTCKM HOflATOMM

6.1 Jlncra H3

AMPISID 1.5 g IM/IV ne coflpxar HMKaKOB eKcqunneHC. PacTBOpysaMOT BO
aMnynara e CTepunna sofla aa HHjeKu.m/i.

6.2

6.3 POK H3
2 roflUHM ofl flaryMOT na nponssoflCTBO npn Mysanbe na co6na leMnepaiypa
(nofl 25°C) BO opurnHanHO naKyBaH=e.

6.4 HaMMH H3 MyB3H>e

fla ce Mysa na reMnepaiypa flo 25°C, na cyeo MecTO.
ce nysa HS iviecrs HeflocranHn 33 flei4a.

6.5 flpupofla n coflp>KMHa Ha

Bujana:
Type III molded, colorless glass
Bromobutyl rubber stoppers
Flip off aluminium cap

AMnyna co sexuKynyivi:
3.5 ml, Type I, molded, colorless glass ampoule.

Eflna BMjana co aivmyna co sexuKynyivi e BMeiHaia BO KaproncKa
ynaiciBO aa ynorpe6a.

33 ynorpe6a
He nocrojai noceSnn

7. nPOMSBOflMTEJl
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MUSTAFA NEVZAT ILAC SANAYII A.S.
B- Lactam 1 Plant Sanayi Caddesi No 13 34196 Yenibosna McTaM6yn Typi_|nja

8. HOCMTEJ1 HA OflOBPEHMETO 3A CTABAhbE BO F1POMET

PMOAM flOO, yn.Mapa YrpuHOBa 6p.144 TocTMBap

9. flATYM HA HPBOTO OflOBPEHME 3A CTABAKaE HA JIEKOT BO
flPOMET M flATYM HA nOCJlEflHOTO OBHOBEHO OflOBPEHME

1 0. flATYM HA nOCJIEflHATA PEBM3M JA HA TEKCTOT
Janyapn, 2010


