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IIPHJIOXKEHHE 1

KPATKA XAPAKTEPUCTHKA HA IIPOJYKTA
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1. HME HA JEKAPCTBEHHS IPOAYKT

Amikacin Sopharma 125 mg/ml solution for injection/infusion |
Amuxaign Codapma 125 mg/ml umxexioHeH/HHGY3HOHEH Pa3TBOP

- Amikacin Sopharma 250 mg/ml solution for injection/infusion

Amuxkaima Codapma 250 mg/ml MHKEeKIIMOHEH/MHQY3HOHEH Pa3TBOP

2. KAYECTBEH H KOJMYECTBEH CBhCTAB

B 2 ml wiokexuone /M Y3HOHEH pa3TBOpP C KOHIEHETpamda 125 mg/ml ce ¢babpiKa aKTHBHO BEIIECTBO
amMuKkanpHOB cyidat {(amikacin sulphate) 333,85 mg, exBHBaneHTHO Ha aMukanuH (amikacin) 250 mg,

B 2 m] umxexkmoneH/nHY3IHOHEH pa3TBop ¢ koHneHTparms 230 mg/ml ce ¢bappka aKTHBHO BEIIECTBO
aMHKaiMHOB cyndat (amikacin sulphate) 667,69 mg, ekeuBaneHTHO Ha aMuKamuH (amikacin) 500 mg.

B 4 ml mmpxeximoneH/HHY3IHOHEH pa3TBOp ¢ koHmeHTparmg 250 mg/ml ce ¢pappaka aKTHBHO BEIUECTBO
aMHKalHHOB cyidar (amikacin sulphate) 1335,38 mg, exsuBaNneHTHO HA AMMKALMH (am1kacm) 1 000 mg,.
[Tomomuo BemecTs0: HaTpHeB MeTabucyadur (E 223).

3a THJITHHUA CIMHCEHK HA TIOMONHKTE BelIeCTRA BIDKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

HHﬁ{&KuHOHEHKMtbysHOHeH pastBop |
BucThp, 6e3uBereH 10 6IEH0KBIT Pa3TBOP.

4. KIIMHAYHH TAHHH

4.1 TepameBTHIHH NOKAIAHUSN

 3a KpaTKOTpalHO JIEYSHNE HA TEXKKH micpexmm, r;pﬁqnﬂel—m ot Gr (-) MuKpoopranizmu: Proteus spp.,

Pseudomonas spp., E. coli, Providencia spp., Klebsiella-Enterobacter-Serratia spp., Acinetobacter spp.,
Citrobacter freundii 1 Haxou Gr () MUKPOOPIraHH3MH, YYBCTBHTEIHH KbM aMHKALHH:

- BakrepuanHa CENTULEMHS (BKIIIOYHTETHO HEOHATAJIEH CEIICHC H GaKTepHaHH €HOOKApAHTH);
- Texxn urdexim Ha LEHTpalHaTa HEPBHA CHCTEMA (BKIHOUMTEIHO MEHHMHTHT);

- Teskku MH(EKITMN Ha PeCTMPATOPHISA TPaKT; KOCTH M CTABH; KOa M MEKH THKaHH;
HOCTONEPATHBHH HHQEKIIMH H HHOEKIHH ciet Hsrapamm, MHTPa-a0JOMHHATHH HHd)eRuHH
(BKJTIOUMTETHO EPUTOHNATH ); -

- - Texxw, ycnoKHEHH H el IHBHpAIITH Hmbeﬂum HA YPOT€HHTAIHUS TPAKT (IIpH IThPBOHAYATHO
BBH3HMKHAIIN M HEYCINOAKHEHN HAQEXIMHI OT CTpaHa Ha NMMKOYHATA CHCTEMA aMHKAlIMH C¢ IIpHiara
eIHHCTBEHO, KOTATO NPHYMHHTE/AT He € YYBCTBUTECH KM AHTHOMOTHIM C NO-HUCKA

- He()POTOKCHYHOCT).

4.2 J/Jdo3EpoBKA H HAYHH HA NPHJAOKEHHE

Hauuin Ha IpUIoXKeHHE - HHTPAMYCKY/IHO H MHTPABEHO3HO (CTPYHHO WIH KATIKOBO).




Jo3upoBKa

HuMBuayaHHTe JHEBHH J03H 332 aMUKALIHH Ca €JHAKBH IIPH HHTPaMyCKy/IHO H HHTPaBEHO3HO
npunoskenye. [Ipeau 3anouBaHe Ha TepamHs ¢ aMHEKALMH € HEOOXOOHMO /1d €€ OLICHH ChCTOAHHETO Ha
OpOpeyHaTa QYHKLHA, Ja C€ ONMPEACIAT eHAOTeHHUS KIUPBHC HAa KPEaTUHWHR H COPYMHATA MY
KOHIIEHTpALHA. Te3u MoKAa3aTe/IU ce NpOCIeaaBaT NEPHOAUYHO 10 BpeME Ha JICUCHHETO.

Hayuenmu ¢ nopmanna Hvbpeuna Qyuxyus
Bw3pacmnu u oeya nao 12 zoounu

3a BE3PACTHH M IOHOIIHM ¢ HOpManHa Oh0peuHa dyHkIMs (KpeaTHHHHOB KITApBHC = 50 mli/min) ce
NPENOPHYBA HHTPAMYCKY/THO HITH HHTPABEHO3HO MPHJIOKEHHE B 71032 15 mg/kg AHEBHO, KOATO MOXKE J1a
ce TpHJIara Karo €qHOKpaTHA JHeBHA J03a HIIH pasjelieHa Ha 2 paBHH A03H, T.€. 7,5 mg/kg Ha Bceku 12
gaca. MakcHMangaTa fHeBRHa 403a He TpAOpa na Haapuuuasa 1,5 g. Ilpu nauenTn ¢ eHAOKapAUT H
HEYTpONeHus ¢ hedpHIHTET AO3UPAHETO TPAORA /1a € IBYKPATHO AHERHO, ThH KATO HAMA KOCTATHYHO
JaHHM B NIOAKPENa HA €IHOKPaTHOTO JO3UpaHE.

Heya om 4-ceomuuna oo [ 2-zo0muna evapacm

3a gena ot 4-ceaMHYHAa A0 12-roaminHa BB3pacT ¢ HopManHa ObOpeyHa PyHKIMA ce TIpernophyBa
MHTPAMYCKYJIHO HIH BeHo3HO (0aBHC HHTpaBeHO3HO BIHBAHE) mpuitoxkeHue B 1o3a 15-20 mg/kg nuesHo,
KOATO MOKE Jia C€ TpHiiara €JHOKpaTHO AHeBHO wiH no 7,5 mg/kg Ha BcexH 12 gaca.

IIpu malHeHTH ¢ eHO0KapAUT U HEYTpOIIeHHA ¢ (eOpHITHTET AO3MpaHeTo TPAOBA fa € ABYKPATHO AHEBHO,
THH KaTO HAMA AOCTATHYHO JAHHH B IOAKpENa Ha € JHOKPATHOTO J03MPaHe,

Hoeopooenu

[InpBOHAYaATHO ¢ce MpHiIara HaToBapeama ao3a ot 10 mg/kg enHOKpaTHO AHEBHO, CJIE] KOETO JIEYEHHETO
IpoAs/DKaBa ¢ JA03a ot 7,5 mg/kg Ha 12 vaca (Bxk. Toukn 4.4 1 5.2).

Hedonocenu oeya

ITo 7,5 mg/kg Ha 12 gaca (Bxk. Touku 4.4 u 5.2).

Creyuhuunu npenopovku npu UHMPABEHOIHO NPURONCCHUE

AMMUKaIIMH He TpAOBa a ¢€ MHXKCKTHpPA HHTPABEHO3HO HEpa3pe/ieH.

W1 y3HOHHHAT pa3TBOP ce NpUroTes, karo 500 mg ot mpoaykra ce pazpesxgar ¢ 200 ml crepunen
busuonorayen pasteop 0,9% WM OpYT CEBMECTHM paspenuTen (5% ImoKo34, MAaHHTON, PHHrep HIH 6%
nexcrpan). loza or 1 000 mg ce npuaara B npoasikerne Ha | gac; go3a ot 300 mg — B npogLILKeHNE
Ha 30 MuH wu 1 yac. Mudy3usra npu gena v BE3pacTHH poaspkasa 30-60 min, IpH HOBOPOOEHH - |
o 2 vaca. _

[1pu neyaTpHYHY MAHEHTH KOJIHYSCTBOTO Ha H3MOI3BaHUA PAa3TBOPHTEN 3aBHCH OT IIOHOCHMOCTTA Ha
MalMEeHTa KbM aMHKALHH.

ITayuenmu ¢ HaOKOpMeno meano — THeBHATA 103a He Tpa0Ba Aa HajpHIaea 1,5 g.

Hayuenmu nad 65-200wuuna 8v3pacm — IEPBOHAYATHO ce OLieHABa PyHKIMAITA Ha 6B0peuuTe. Ilpn
Hapyinena QYHKIMA BIK TO3UPOBKA MPH HApyIIeHa Op0peuna QyHKITUA.

EnmHOKparHa JHEBHA J03a HE Ce MPEMophYBa IpH MAlIMEHTH Ha BB3pacT Haj 6> NOJIHHM, IIPH HapylleHa
OB0pevHa GYHKUMA, IPH IPOABDKATENHOCT HAa ISYCHHETO 3a NoBede oT 10 AHH, PH HEYTPONICHUA, TIPH
nHpekmu, npuurbaeHH oT Gr (+) MEKpOOpraHuaMH; py HHOeKIH, npuauaeHd oT Pseudomonas ¥
Serratia. -

[IpH neycaooxcHenu unexyuyu Ha YpHHAPHES TPAKT (M3KIIOUCHHE ca Te3H, NpHuHHEeRH 0T Pseudomonas)
NPOAYKTET MOKE Jia C€ NpHIara HHTPaMyCKYJIHO H/TH KaTO HHTPaBeHO3Ha WHPY3HA B 103a 250
yaca. |

IIpu ungbexyuu, npuuunenu om Pseudomonas — 500 mg winu 750 mg Ha 8 yaca.
Kypcosama do3za 3a pe3pacTHH He Tpabpa na 6bae mo-pucoka ot 15 g.




Cpeodna npodwacumennocm xa evenuemo - 7-10 THA IIpH MHTPaMYCKY/IHO MPHIOKEHUE H 5-7 THH NPH
HHTPAaBEHO3HO. |

TepanerTuden eheKT MpH YyBCTBUTENHA MHKPOOPTaHHU3MH €€ MoTydapa 24 1o 48 yaca OT HAUAIOTO Ha
rnpuiaraHeTo. B cimydali, ye B pamkuTe Ha 3 10 5 IHM HAMA TEPaNeBTUYHA €PEKTHBHOCT, € HEOOXOAHMO
JIEYEHHETO J1a C€ HNpeKpartd. 11pu HalHuKe Ha CEITUYHH OTHUINA, U3HCKBAHIM XHPYPruyeH JPeHaK HIH
IIPH PE3UCTEHTHOCT HA MUKPOOPTAHU3MHTE € BE3MOXKHO HH(PEKIHATA 14 HE CE MMOBIIHIAE,

B cnyyaii Ha He0OXOUMOCT TepanuaATa Ja NpoaAB/DKH nosede ot 10 guu (npu mpyononosruseayu ce uny
YCROJICHEHY uHhexyuu) e TIpEIeHs Ba ChOTHOLIEHHETO No3a/puck. Jledenuero cnex 10-us nen
IIpOAB/DKARA [IPH NIPOCICAIBAHE HA CEPYMHHTE KOHIICHTPAllMH Ha aMHUKa|H, Os0pednaTa QyHKIHs H
$YHKIMHTE HA CIIYXOBHS W BeCTHOY/IapHUA anapar.

Hayuenmu ¢ napywena 6vOpeyna @yuxyus (xaupvrc va kpeamunurd < 30 mi/min)

- He ce npenopbuiea eJHOKpAaTHO NMPUJIATAHE HA JHEBHATA [1034.

- Heobxomumo € 656peunaTa GyHKuHs ga 651 MOHMTOPHpPAHA U Ja Ce IIPHIIOKH aJeKBaTHA 034 B
38BUCHUMOCT OT CBCTOSHHETO .

- JO03UpoBKaTa ce OmpeAens B ChOTBETCTBHE CHC CTOHHOCTHTES Ha KPEATMHHUHOBYA KIMPBHC H
CEPYMHOTO HUBO Ha KpeaTHHHHA.

Hopmanna 003a ¢ yObaxsCeHu unmepealu Ha 003upane

[Tpu cTabMIJIHO CHCTOSIHUE HA MAlMEeHTa. M HEU3BECTHH CTOMHOCTH HA KPEAaTHHHHOBHSA KIHPBHC
HHTEPBATET MEXAY JAO3WTE CE M3YKCIIABA, KATO C& YMHOKH CTOMHOCTTA HA CEPyMHMA KpeaTHHUH 1o 9 (T
€. aKO CTOMHOCTTA Ha cepyMHuAT KpeatuHeH e 2 mg/100 ml, npenopsusaHarta fno3a ot 7,5 mg/kg Tpabea
71a Ce TIPUJIOKH Ha uHTepBan ot 18 vaca).

Hamanena 0o3a na onpeoenenu unmepeaiu om 6peme Medicoy OmoeRHume npuemu

JleueHuneTo 3amouBa ¢ go3a ot 7,5 mg/kg. Honaspixaluara no3a ce BEBEXKAA HA 12-4aCOBH HHTEPBAIIH K
ce M3YMCIABA MO ciieauara ¢opmMyia:

[logmep:kama go3a = ycranoseH ClCr(ml/min) x HaToBappaiaTa f03a (mg)
HopmaneH ClCr(ml/min)
CICr = KMMpBHC Ha KpeaTHHHHA.

4.3 IIpornBonmokazanus

CBPBXUYYBCTBHTENHOCT KBM AMHKALMH HIIH AMHHOTTMKO3HAHH aHTHOHOTHIM (CBIIECTBYBA KPBCTOCAHA
CBPBXYYBCTBHTENHOCT KEM aHTHOMOTHIIMTE OT TO3H KJac), Wid KBM HAKOE OT IIOMOIMHHTE BELUISCTRA.

4.4 Croenmajau npeaynpexicansa H ONpelHa3HH MepKH NPH ynorpeda

- PHCKET OT NOSBa HA OTO-WIH HEQPOTOKCHUHOCT € CBBP3aH ¢ IPHEMA HA I[10-BUCOKH JO3H,
HapymeHa 0e0peuna GyHKIMA Wi TPOABIDKATENHO neueHue. Hanpennanara Bb3pact U
AexuaparanuaTa ca GakTopH, KOUTO MOTaT [a yBelTHJYaT pHcka OT TOKCHYEH eeKT. IIpenopbuba ce
IL1a3MeHHTE KOHIEHTPAaLHY Ha aMUKALMH Aa He Haasumasat 30-35 pg/ml, mopaay MOBHILIEH PHCK OT
0T0- ¥ HeDPOTOKCHIHOCT. IIpy NPONBIKHUTENHO JISUSHHE ¢ aMUKALHH € HEOOX0AUMO 1a ce KOHTPOJIMpa
OpOpeuHaTa (pyHKLIMA U [1a C€ NMpociesaBa ChCTOSHHETO Ha ciIyXa. IIpH NalMeHTH ¢ HapylIeHHA He

Ha3Ha4aBa ¢ BHHMaHHC. .
- HpPI H3CJICIBAHE HA YPHHATA U YCTAHOBCHA NTOABA HA LIHIIMHAPHYHH TC1a, CPHTPO,
JICBKOLIHTH, Elﬂﬁ}"MI'IH, MNOHMXXCH KNHPBRHC HA KpCaTHHHHA, IIOBHILICHH CTOHHOCTH Ha K[¢2




HaMa€HO OTHOCHTE/IHO TErJI0, OIMIYPUs, KAKTO H [PH [pOTpecrpaIna a3oTeMus BEUCHHETO Ce
IIpeKpaTaBa ¥ NALUEHTHT He3abaBHO Ce XHApaTHpa.

- XapaKTepHHAT 32 aMHHOTJIMKOIHANTE KypapenoacOeH eeKT MOXKe Aa I0Bede A0 MHOPEIaKC ALk,
nopajH KOeTO aMUKAIHH TpaOBa a ¢e HazHauaBa ¢ BHHMaHUe NPY MTALMEHTH, CTpajally oT
TAPKHHCOHMUIEM H MHACTEHHS IPaBHC.

- B ciyvati Ha XupypridHa HHTepPBEHLHA € HEOOXOAUMO ia C€ YBEIOMH aHECTE3HOJIOI BT, Ye
GOJIHHAT € Ha JIEHeHHe ¢ aMHKaLHH, IIOpaad PHCK OT 3aCHIBAHE HA HEPBHOMYCKYJIHHMA DJIOK.

- AMUAHOTTTUKO3KINTE C2a AKTHBHHA B &JIKANHAa CPeha.

- AMHKALIMH He ce Tpujara, Korato aHTuOMorpaMara nokassa, 4e anqHHmenHre He ca
YYBCTBHTECIIHH KBM HETO.

- AHaepoOHTe ca eCTeCTBEHO PE3HCTEHTHH KbM aMHHOITTHKO3HIH.

- C HHCKO HHUBO Ha €CTECTBEHA PE3HCTEHTHOCT Ca €HTEPOKOKHTE U CTPEIITOKOKHTE, KOETO €
IIPeoOIHMO Ypes MOCTHIaHe Ha CHHEPIHYEH €(EKT C NEHULHIIHHH.

- AMHKALIMH He Tpa0Ba Z1a ¢e Iprjara npH 00TyIH3BM (BXK. TOYKa 4.5).

- CBOBPKAIIHAT Ce KaTO MOMOIIHO BENIECTBO HAaTpHeB MeTabucynguT (E 223) paako Moxe 1a
NpeIU3BHKA TEXKHA PEaKIIHH Ha CBPBXYYBCTBHTEIHOCT ¥ OpoHXoCnasbpM. llosuimeHa 4yBCTBUTETHOCT
KBM CyI(QHTH ce Ha0 r0aBa [o-4eCcTo [IPH aCTMATHUM,

- ITpu nprnarase Ha JEeKapCTBEHHA NPOAYKT B 1034 OT 1 g, KOJIUYECTBOTO Ha’l‘pHH gocrura 1,2981
mmol Na (29,8496 mg), koeTo € OT 3Ha4YCHHE NIPH MALHSHTH Ha JUETa C KOHTPOJIMPaH HATPHH.
[Tepuarprvana ynotpeda

- AMMHOTTTHKO3ZHIOUTE TPAOBA /1a C€ M3IION3BAT ¢ BHUMAHKE HPH HEIOHOCEHH M HOBOPOIEHH JeLa
TIOpaay He3PEIOCT H HEAOPa3BUTOCT HA OBOpeTe W NPOU3THYALIOTO OT TOBA yIb/DKABAHE HA COPYMHMA
MOTY>KMBOT Ha TE3H JIEKapCTRA.

4.5 BzanmogeilicTBHE ¢ APYIM JeKAPCTBEHH NPOAYKTH H APYIrH ¢OpPMH Ha B3aHMOJeHACTBHE

- HeobxomumMo e na ce n36area kOMOHHHpaHe HA AMHHOTJTHKO3WIHHTE aHTHOUOTHITH [IOMENKTY UM
NOopaaH 3aCHJIBAHE HA OTO- M HEPPOTOKCHUHHTE €(EKTH.

- CBITHTCTBAILO W/HJIH IPOIB/IKHTENIHO NEPOPATIHO, CHCTEMHO MM JIOKAIIHO NPHIATAHE HA JAPYTH
JIeKAPCTBEHH MPOIYKTH ¢ HEBPO WIH HE(PPOTOKCHUYEH e(eXT, Mo-CneHuarHo OauTpalH, IUCIUIATHH,
amporepuiuH B, nedanopuaus, napoMOMHIIHH, IIOJTHMHAKCHE B, KOMTHCTHH, BAHKOMULIMH TPAOBa Ja ce
n304rBa.

- AmmkailvH 3acHIBa edexTa Ha GOTYTHHOBHA TOKCHH, mopaid koero Tpabpa za ce w3barea
TIPIIONKEHHETO MY NIpH GOTYIH3BM.

- EQHOBPEMEHHOTO MPHICKEHHE HA AMHHOITTHKO3UAUTE ¢ MOIMHH AMYPETHLM KaTo Gypo3eMHI HIH
eTaKpHHOBA KUCE/IHHA TpsaOBa Ja ce u30Araa, Thil KaTo caMUTe JMYPETHLIH MOTaT [a NMpeAu3BHKAT
0TOTOKCHYEH eexT. OCBEH TOBA NIPH MHTPABEHO3HO MPWIOKEHNAE JUYPETHLIHTE MOTaT A4 NOBHINAT
TOKCHUYHHA epeKT Ha AMHHOITTUKOZHMTE Ype3 M3MCHEHHE HA KOHLEHTPALIMHTE Ha aHTUOMOTHKA B
cepyMa M ThKaHMTE.
- [Tpy AHOBPEMEHHO MPHIIOKEHHE HA SMHKALHH ¢ NepH(IepHH MHOPEIAKCAHTH Ce IPOJIOHTHpa
HePBHOMYCKYJIHaTa O110Kazia, BE3MOXKHA € II0ABA HA alHEeA.

- HabmogaBa ce CHHEPrU3BM II0 OTHOLIEHWE Ha XHMHOTEPaNCBTHIHUA ¢(PEKT MEXKTY OcTa-

NIaKTaMHHTE aHTHOMOTHLM M AMUHOTIMKO3HAIATE. PAIKO CMECBAHETO in Vifro Ha AaMUHOTIIMKO3H/H c

KOTaTO aMUHOTJIMKO3H HIH JIeKapCTBEH NMPOAYKT OT THIIA HAa NEHUITMIHHA C€ ITPUITO)
pasHYHY HayMHH. MHakTHBanMATa HA AMHHOIVIMKO3HA € KIHHAYHO3HAYMMA CaMOo
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TEKKO yBpeaAcHa Op0peyuHa QpyHKkumA. YCTaHOBEH € aHTaroHKU3bM MEXIY aMHHOTJIMKO3HIONTE 1
GaKTEpHOCTATHIHO JeiCTRaIMTE aHTHOHOTHITH (TeTPAlHKIHHH, XJIOpaM(EeHHUKOI1, THHKO3AMHIH).

- HMuaoMeTaluH MoXe 1a MOBHIIHY MIA3MEHATa KOHUSHTpaUHd Ha aMHK2LIHH HPH HOBOPOJACHH IPpU
¢IHOBpEeMeHHaTa uM ynorpeda.

4.6 (Dep'm.lm"rér, OpeMEeHHOCT H KbPMEHE

Hma orpaHMYeHHM JaHHH 3a yIoTpebaTa Ha aMMHOTIMKO3HAH 110 BpeMe Ha 6pemeHHocCT. [1pH npHnarase
Ha OpeMEeHHY JKeHM aMIHOTIMKOSHAWTE MOTAT [a IPWMHHAT YBPEXKAAHe Ha 1043, AMHUHOTIIMKO3HAHTE
pEeMHHABAT npe3 mnaneHTara. Crobinaea ce 3a HIKOJIKO CIyvad Ha [IbJIHA, HeoOpaTuma, JBYCTPaHHA
BpOJieHa TyX0Ta NpU JAelia, YHATO MaliKH ca IpUeMalTd CTPENTOMHLIKH 110 BpeMe Ha OPEMEHHOCT.
Brnpeks ue HAMa JaHHH 32 TEXKH HEXENIaHH €(DeKTH BbpXY IUIOAA WIH HOBOPOAEHHTE JEHa NpH
edeHrne Ha OPEMEHHH KEHU ¢ IPYTH aMUHOTTMKO3HM, BE3MOXKHOCTTA 32 YBpeKJaHe ChiuecTBYBa. 1lpu
M3CJICIBAHKS 38 PENPOAYKTHRHA TOKCHYHOCT HA aMHKAITWH BhPXY MHUIIKH H IUTBXOBE HiIMa HaHHH 34 |
HapyleHa ¢GepPTHUIHOCT WK YBpEKIate Ha mnoga. AKO aMHKALHH C€ H3TI0JI3Ba 10 BpeMe Ha
OpeMeHHOCTTa WK aKo MallHeHTKaTa 3abpemMeree 110 BpeMe Ha JieUeHHeTo, T4 Tpsadsa fa Obae
YBeZOMEHa 33 MOTSHIHATIHHS PHCK 3a IUIo/a.

Hama naHHu 3a TOBa JaIH aMHMKAlMH NPeMHHABa B KepMata. Tpa0Ba ma ce B3eMe peleHHe TaH 1a ¢
NpeKpaTH KEPMEHETO HiIM J1a C¢ NPEKPATH JIEHEHHETO.

AMmuKaruH TpaOBa Jia ce npriara Ha OpeMeHHH >KeHH W HOBOPOJEHH caMo Npy abcolioTHA
HeoOXoAUMOCT U 110 Jiekapcko HaOmoaeHHe (BxK. Touka 4.4).

4,7 EdjexTd BLpXy cnoco0HOCTTA 32 MopHpane H padoTa ¢ MAIIAHH

[TokazaHUATA, IIPH KOHTO CE TIPHJIAra AMHKAIMH, H3KIIOUBAT BE3MOXKHOCT 3a Hiodupane v pabora ¢
MAIlHHH.

4.8 HexkelaHu JeKapCcTEeHH peaKNHU

BeHuKH aMHHOTTIHKOZHIHE AaHTHOMOTHIIA MOTaT /14 IMpeu3BUKaT HeOOpaTUMO HapyLICHUE Ha CITyXa C
YBpEXJaHE Ha KOXJICapHUA H BECTUOYIapHHS HEPB, 1a OKaXAT TOKCHYHO AeHCTBHE BBpXY O0B0peLmTe H
[1a MIpeN{3BUKAT HEPBHO-MYCKYJIeH 010K (BK. TouKa 4.4). Teau HexeNnaHu e(peKTH 10-4ecTo ¢
HaOIIIOAaBAT [IPH MTALHEHTH ¢ HapylucHa 0b0peyHa QyHKIMA, IIPH CHITETCTRAINO JICUCHHE C IPYTH OTO- H
He(DPOTOKCHYHH JIEKAPCTBEHH TIPOAYKTH, [PH MPOAB/IKHTETHO JIEUeHHe ¢ aMHKALME H/HJIH NTPU
[pHIaraHe Ha NO-BUCOKH OT IPENOpPhYaHHTE JO3H.

Koxiieapuwre HapyllleHHs B HaUaJoTo ce ManHpecTHpar cbe 3aryba Ha Cilyxa caMO KbM BHCOKHTE
TOHOBE, a [10 OTHOLLEHHE Ha BECTHOYJIAPHATA CHCTEMA CHC CBETOBBPTEK M HAPYIIICHHE HA PABHOBECHETO.
Hpyry, paako JOKITAIBAHH HEXETaHH JIeKAPCTBEHH PEaKIlHy, ca KOKHUTE OOPHBH, MEIUKAMEHTO3HO
raaBoGonue ¢ TpecKa, apecTesus, TPeMOp, TAICHE U TIOBPHILAHE, E03MHOMUITHS, APTPAIITHA, XHIIOTOHHS
1 xunomaraesuemus. Crofinasa ce 3a HHPAPKT Ha peTHHATa, NOHAKOTa BOACLI A0 NEpMaHEHTHA 3aryfa

HAa 3p€HHUETO CJICA HHTPAOKYIAPHO HIDKCKTHPAHC Ha aMHKallHH.
OnHcaHHTe HEXKENAaHH JIEKAPCTBEHH peakiyu ca nmpezxcraseHl o MedDRA cucreMo-opranHa

kIacH@UKanma M 1o yecrora cerinacao MedDRA koHBeHimA, KaKTO clieipa: MHOTO decTH (2 1/10),
yectH (= 1/100 mo <1/10), Heuectn (= 1/1 000 go <1/100), pexxu (= 1/10 000 mo <1/1 000), Mu




Hapymenvs Ha IMYHHATA CHCTeM4: ¢ HEM3BECTHA UeCTOTa — aHa(HIaKTHYHHA NpodBH {(aHa(HIaKTHIHA
peaKIyi, aHaQUIaKTHUEH OK, aHa(HIAKTOHAHA peakliys ), peakiiii Ha CBPBbXTYBCTBHTEIHOCT.
Hapymesus Ha MeTaboNN3Ma ¥ XpaHEHETO: PEIKH — XHIIOMArHE3HEMHUS.

HapyleHus Ha HepBHATA CUCTEMA: PEIKH — TPEMOP, IApecTe3rs, TaBobolie; ¢ HEU3BECTHa YOCTOTA -
napajau3a, HAPYHIEHU Ha PaBHOBECHETO.

Hapylienua Ha OUWTE: PEIKM — CIENOoTa, MHGAPKT Ha PETHHATA.

HapyiieHus Ha yXOTO ¥ 1aOHpHHTA: € HEW3BECTHA YeCTOTa — NITYX0Ta, HEBPOCCH30pHA NIYXOTA.
Csa0BH HAPYINCHUWS: PEAKH — XHITOTOHMS.

PecnvpaTopHH, TPBAHM M MEMACTHHAIIHY HAPYINEHHS: ¢ HEU3BECTHA YECTOTA — anHes, OPOHXOCTIAZEM.
CTomallHO-YPEBHU HAPVIICHUA: peAKH — FaAcHe, MOBPBIUAHE.

HapyiieHns Ha KO)kaTa H OOJAKOKHATA THKAH: peAKH — o0pHB; ¢ HEM3BECTHA YeCTOTa — ChpOex,
YPTHKapHA.

HapyiiieHHs Ha MyCKYJIHO-CKENeTHATa CHCTeMa H CheIHHUTENHATA ThKAH: PEIKH — apTpairsl.
Hapymenns va Op0pertiTe M MEKOYHUTE TBTHINA: ¢ HEH3BECTHA YECTOTA — ocTpa O1bpeuna
HEIOCTATBYHOCT, TOKCUYHA HedponaTHa, OIHIypHi, anOyMHHYPHA, HAJIHUME HA JISBKOIUTH, €PHTPOLIHTH
B YpHHATA, MOBUIIEH CEPYMEH KPEaTHHHH, a30TEMMHS.

QOOmy HapylueHud M eeKTH Ha MACTOTO Ha MIPUIOKEHHE: PEAKA — IMHPCKCHA.

4.9 Ilpeao3upaHe

[Ipu nipeo3upade ¢ AMHHOTITHKO3MAHH aHTUOMOTHIM MALMEHTHT C€ N0/UIara Ha XeMOAHaIH3a HIH
NMepUTOHeaTHA quaniza. [Ipn mosea Ha HEpBHOMYCKYJIEH OJIOK ce HA3HAYABAT BEHO3ZHO KaJllMEBH COMIH
HWJIH HEOCTHIMHH. IIpH HOBOpomeHH MOXXE /13 ¢€ H3BBPIIH OOMEHHO KPBhBONIPEIHBAHE.

5. ©OAPMAKOJJOI'MYHHA CBOUCTBA

51 @apMakoA#RHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA I'pyna: AHTHOAKTEpUAIHA CPEICTRA 32 CUCTEMHO [IPHIIOKEHHE,
AvuborinxosuaH, ATC kog — JO1GB0O6

AMHKAITHH CE& OTHACSA KBM FPyIaTa Ha aMHHOTTHKO3UIHHUTE aHTHOMOTHIIM H € MOJTYCHHTETUYHO
IPOM3BOAHO HAa KaHAMHLYH A, AMHHOITAKO3HINTE Ca IIUPOKOCICKTHPHH aHTHOHOTHIIH, 0COOEHO
e(eKTHBHE CPAMO aepoOHH H dakynTaTuBHO aHaepoOHu [ paM-oTpHIIATEIHH OaKTEPHH, KaTo CeM.
Enterobacteriaceae u Pseudomonas aeruginosa. Te ynpaxHasar Obp3 OakTepHUHACH eQeKT BEPXY
qyBCTBHUTEIHHKTE MHKPOOpPraHH3MH. AMHKAIIHH AckcTBa OakTepuupaHo Ha: Pseudomonas spp., E. coli,
Proteus spp., Providencia spp., Klebsiella-Enterobacter-Serratia spp., Acinetobacter spp., Citrobacter
freundii, Salmonella spp., Shigella spp.

Ot Gr (+) MUKpPOOPraHM3MH, YYBCTBHTE/THH KbM aMHKAIIMH, ca S. aureus, BKIIOUATENHO METHIH/IHH
pE3HCTEHTHH I1aMoBe. Moxke 1a 6ba¢ aKTHBEH Cpellly HAKOH INaMoBe S. pyogenes, S. pneumonie,
Enterococcus spp.

MexaHu3MbT Ha JEHCTBHE HA aMHKaLlMH € nofobex Ha ocTaHalHTe AMUHOITTMKO3ZHAM: HeobpaTHMo
cpbp3Bane KM 30 S prubo3oMara ¢ HHXMOHpaHe Ha CHHTE3aTa Ha NIPOTEHHA H I'PEITHO YeTeHe He




HammneTo Ha OCTaTEK OT allda-XHapoKCAMAc/IeHa KUCETHHA B MOJICKY/IaTa Ha aMMKaIlHH ro npaBy

HeUYBCTBHUTENICH KbM €H3HMUTE, MPOH3BEKIAHH OT PEIMCTSHTHHTE Ha JPYTH aMHHOITHKO3WAH
ncesAOMOHAC U enTepobakTepun. IIpH 86% OT PE3UCTEHTHHTE Ha N'EHTAMHLIMH €HTEpODaKTEpHH €
YCTAHOBE€HA YYBCTBUTE/IHOCT KBM aMHKALIHH.

5.2 DapMakOKHHEeFHYHH CBOMCTBA

Pe3opOius

AMuKaIHH ce pezopbupa MHOTO OBP30 cliel MyCKYIHO npunoxkeHue. Cren napeHTepasTHo HPHIOKEHHS
nuyHIUpPA TTIaBHO B €KCTpaLeTyIapHATE TEUHOCTH, KaTo [IPpEMIHABA B MaJIKa CTEIeH B
nepeOpOCIHHAIHATA TEYHOCT.

MakCHMAaJIHH CepyMHH KOHIIEHTPAIIHH Ce OTKPHRAT | Yac ¢hnef UHTPaMyCKyTHO TprioKeHue. [Ipu
eNIHOKPATHO MYCKYJIHO IIPWIOKeHHe Ha 250 mg ciieq 2 yaca ¢e OCTHTa IIa3MeHa KOHUEHTpalus OT 563
mg/ml, a cnen 12 gaca - 163 mg/ml.

PasnpenencHue |

CeopaBa ce cnabo ¢ mmasmMeHure ripoternHd - < 20%. Pasnpenens ce noSpe B TEKaHHTE — CHpIIE, HKITBUCH
coK, OenoapoOHa TEKaH, XpadKH, OPOHXHAIEH CEKpEeT, HHTEPCTHIHAIHA, TUIEBpAJTHA H CHHOBHAJIHA
TeqHocT. [IpemunaBa 66p30 B nepuiMMdQaTa Ha BETPEIIHOTC YXO U IIpe3 INlaleHTapHaTa SapHepa.
JlocTHra BUCOKa KOHIEHTPALMA B ypBHATA. B MaliuMHOTO MISKO €€ OTKpHBA B MAJIKM KOJHYeCTBa. He
MpeMHHABa KpbBHOMO3buHaTa Gapuepa. Korato ce mpuiara B IpenopbYBaHUTE A03M HAMA OJaHHHU 3a
KyMy/IHPaHE HA MEOHKAMEHTa [P MHOTOKPATHO NpHIaraHe.

Merabonu3sm

He ce meTabonusupa.

Exckpenud

AMUKAITVH Ce SKCKPETHP2 HENPOMEHEH 4pe3 TIOMepyIHa dunTpamys. Iipu SonnH ¢ HopmanHa 650pena
G YHKIHA eNHMHHALINOHHMAT MY MONMYXKUBOT € 2-3 yaca. IIpu BeHo3HO BeBeKAaHe Ha 103a oT 500 mg
aMHKallkH, 87% or aHTHOMOTHKA Ce eKCKpeTHpa ¢ ypuHaTa ciaen 6 Jaca, ciep 24 4aca ce eKCKpeTHpar
95%.

IlegpaTpHYHA NOTYIAUHA

[1pu mpuiiarase Ha aMRKalMH MHOTOKpPATHO JHEBHO, KOHLIEHTPAlHATA MYy B CIIHHATHATa TEYHOCT IIPH
37ipaBH KbpMadeta € okono 10 1o 20% ot cepyMHAaTa KOHLUEHTpALMA H MOXe Ad JoCcTUrHe 10 S0% npu
MEHHHIHT. |

HMHTpaMyCcKyITHO U HHTPABEHO3ZHO TIPWIOXKEHUE

[Tpu HOBOpOIeHH 1 0coDeHO pu HenoHOCEHH OebeTa e moHkeHa OB0peyHaTa CKCKpeLlisd Ha aMHKALHH,
B npoyuBaHe mpH HOBOPOJEHH Ha BB3pacT 1-6 JHH, KOHTO ca IPYTIMPAHH B 3aBUCHMOCT OT TEMIOTO IIPH
paknade (<2000, 2000 - 3000, > 3000 g), e NpHIIOXKEH aMUKAIIHH HHTPaAMYCKY/THO HIH HHTPaBeHO3HO B
no3a 7,5 mg/kg. KnupreHaCET npH HoBopoaenw ¢ terno > 3000 g e 0,84 ml/min/kg. Bpemero Ha
IOTY’KHMBOT € OKOJIO 7 yaca. B Ta3u rpyna IMEpBOHAYaIHUAT 00EM Ha paslpeAciedne ¥ 00eMBT Ha
pasnpejeliehne B paBHOBeCHO cheroanme ca 0,3 mlkg u 0,5 mg/kg crotBetHO. B rpynara ¢ no-HUCKO
TErNo NpH paXKJaHe ChOTHOINEHHETO KITHPBHC/KE € Imo-HMCKO, 2 BpEMETO Ha [TOTYKHBOT € YIB/IKEHO,
MHorokpaTHo mpriarade npe3 12 yaca He nokazea KyMyJaupaHe el S-IHEBHO MPUIIOKEHHE.

5.3 IlpeaxIHHHYHH AAHHH 32 0e30MaCHOCT

He ca npoBexaaHl QAhJATOCPOYHH OPOYUBAHHSA TIPH )KHBOTHH 34 ONPEACIISHE Ha KaHuep
noTeHIHan. MyrareHHocTTa He € npoy4yBaHa. I Ipu ripuiarane Ha aMMKaALHH BBPXY ILTH)



TBTH TIO-TONIEMK OT THCBHATA A032 32 HOBEK, He C& HaOmonasa BINIHNE BLPXY MEKKATa B JKEHCKaTa
(hepTUIHOCT.

6. PAPMAIIEBTHYHHA JAHHHA

6.1 ChnHchbKk HA IOMOIMHHTE BEIIECTBA

Hatpuer merabucyngur (E 223)

HATPHER LUTPAT

pasTeop Ha capra kdceauna {1 mol/l} no pH 4,0-5,0
BOJA 338 MHKEKIIHH

6.2 HecsrBMeCTHMOCTH

Heobx0auMo € 1a € N30area cMECBAHETO i Vilro Ha aMHHOTIIMKQO3HAH ¢ OeTa-IakTaMHH aHTHOMOTHIA U
HOBOOHOILIMH, nopaiu o0pa3yBaHe Ha HEpa3TBOpHUMA yTaiika H HHAKTHBHPAHE.

6.3 Cpok HA rOHOCT
2 roovHH

6.4 CrHennajHH yCJIOBHA Ha ChbXpAHEHHE

Ja ce cpXpaHsaBa B OPHIHHAJIHATA OMIAKOBKA, NIPH TemnepaTypa nog 25°C.
Ia He ce 3aMpa3ssisa. |

6.5 Tannu 3a ONMAKOBKATA

TTo 2 ml HKeKIHOHEH/MH(DY3HOHEH Pa3TBOP B aMITyJIH OT OE3LBETHO CTEKIO0, ¢ MAPKHPOBKA 34
OTBAPAHE Ha aMITy/IaTa — [BeTHa Touka; no 10 ammymu B 6muctep ot PVC dommo, 1 wnm 10 bnuctepa B
KapTOHCHA KYTHS, 38€AHO C TUCTOBKA.

ITo 4 ml urHKeKITMOHEeH/MH(PYIHOHEH PAa3TBOP B aMITYJIH OT 6631.I;BETHO CTBEKIIO, C MApDKHPOBKA 34
OTBAPSAHE HA aMITyJIaTa — IBeTHA Touka; 1o 10 ammoynH B 6nxctep ot PVC donmo, 1 wn 5 6nHcTepa B
KapTOHEHA KYTHA, 32€IHO ¢ IUCTOBKA.

6.6 CrhenHanHH NpeANa3HEH MEPKH OpA HIXBhPJAARE H pabora

Hsama cienuajiHH H3HCKBAHUA.
Heu3non3BaHUAT MPOAYKT WIH OTHATBEYHUTE MAaTepHAIH OT HEro TpAOBa Ja ¢ce U3XBBPILIT B
ChOTBCTCTBHE ¢ MECTHHTE H3UCKBAHMA.

7. IPUTEXATEJ HA PA3PEIIEHHETO 3A YIIOTPEBA

CODAPMA Al |
yia. Mimuencko moce 16, 1220 Codmus, bearapus




8. HOMEP(A) HA PASPEHIEHMETO 3A YIIOTPEDBA

Per. Ne 20010163
Per. Ne 20010164

9. JATA HA IHPBO PABPEINIABAHE/INIOAHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Ne 465/15.06.1984/29.01.2001

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

| HOmu 2016
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