JincToBKa: HHPOPMAIHUA 32 HANHEHTA

AmuxanuH Kadou 5 mg/ml nudyinonen pazTrop
Amikacin Kabi 5 mg/mi solution for infusion
aMHKalnMH (amikacin)

IIpoueTeTe BHUMATE/IHO HAJIATA JIACTOBKA, NIPE1H 1A 3ANMOYHETE AA H3NMOJ13BATE TOBA

JIEKAPCTBO, Thil KATO THA CHABPKA BaxkHa 3a Bac nudpopmanus.

- 3ana3eTe Ta3H JUCTOBKA. MOXE Aa ce HAMOXH Zia 1 NpoyeTeTe OTHOBO.

- AKO HMaTe HAKAKBU JOMBJHUTENHA BBNPOCH, nonuTanTe Bauus nekap, papmanesT i
MEIHULIMHCKA CecTpa.

- Tosa nekapcTBO € npeanMcalo AMuHo Ha Bac. He ro npeorcThneaiite Ha apyru xopa. To Moxe
Ja UM HaBpeln, HE3aBUCHMO Ye NMPU3HALKUTE Ha TAXHOTO 3aboNigBaHe ca ChUIMTE KaTo Bawnure.

- AKO NMOJTY4YUTE HAKAKBH HEXEMAHN TIEKAPCTBEHU peaKlivd, yeeaoMere Bailus nekap,
¢dapMaLEeBT WM MEAMLIHHCKA cecTpa. TOBa BKIHOUBA U BCHUYKH Bb3MOXKHU HEXENaHU PEeaKI1H,
HEONMCaHM B Ta3M TUCTOBKA. BHxTe Touka 4.

KakBo cbABPKA TA3N JIHCTOBKA: W3MBTHUTENHA AFEHUNS N0 NEKAPCT A ATA
Kaxeo npeacraBnaea AMukauuH Kabu M 3a kakBo ¢e H3Nondugg

L. Bomobina - Mpusowerse 2
2.  Kakgo tpsbea na 3HaeTe, npeay ga npueMete AMUKauyH K

3. Kaxk aa npuemare AmMukauuH Kabu

4. Bb3MOXHH HEXKEMTaHH peakLuuu

3. Kak naa cpxpaHsaBaTe AMHKallUH Kabu

6. CpaAbpKAaHHME HA OMAKOBKATAa U JOI'BJIHWTENHA HHPOPMALLHS

1. Kakso npeacraBasasa AMEKanuH Kabu ¥ 3a KakBo ce H3M0J/13BA

AMuxauud Kabu cbabpka akTHBHOTO BELLECTBO aMUKaLMH. ToH NpUHALIEKHU KbM Ipyna JiekapcTBa,
HapeyeHH aHTUOMOTHLIM, KOETO O3HAYABA, YE Te Ce U3MON3BAT 34 JIEUEHHE HA TeXKKH HH(PEKLIMH C
OakTepuM, KOUTO MoraT Aa 6vaaT yOUTH OT aMuKailiMH. ToBa 1eKapcTBO NPUHAAJIEKH KbM Fpyna
BELIECTBA, HAPEYEHH aMHHOTJIMKO3UIH.

Bue moxke xa nonyuure AMukauuHd Kabu 3a nevdeHHe Ha CneHUTE CHCTOSHHUA:

- Hudexumu Ha Oenurte apobose U JOTHUTE AUXATEIHH [IBTHLIA, KOUTO BL3HMKBAT [10 BpeMe Ha
OOJIHUYHO NeyeHue, BKIIOUHTENHO BbTpebonunyuHa nueeMonns (BbIT) v BeHTHNaTOp-acouMMpana
nHesMoHHs (BATT),

- YcaokHEHH UHQeKUMH Ha 6p0pelure, NUKOYHUTE ITbTULLA H MUKOYHUR MEXYp

- YcaoXHEHH UHQEKUHH B KOpeMHaTa 0bs1acT, BKIIOUYHTENTHO BB3NAaJICHUE Ha NEPUTOHEYMA

- Hindexkuuu Ha xOXKaTa 1 MEKUTE TRKaHU, BKIIIOUHTEITHO TEXKKY HU3rapaHus

-  bakrepuanHo Bp3naneHHe Ha BLTPEIIHATA OOBHBKA HA ChpUETO (CaMO B KOMOHHALHA ¢ APYTH
AHTUOKOTHUIIH).

Amukanusd Kabu moxke cbiio aa 6uae U3noa3ead v 3a JIeYEeHHETO Ha NIALUUEHTH C BE3NAIUTEIHH
MPOUECH MO IAIOTO TAJIO, KOUTO Bb3HUKBAT BbB BPb3Ka €, WIH C€ NOJO3Upa, Y€ Ca CBbP3aHU C KOATO U
Ja € OT HHPEKUUHTE, H3OPOCHH MO-TOopE.

2. Kakpo Tpa0Ba Ja 3HAeTe, NpeaAn JAa npueMeTe AMuKanna Katu

He Tps6Ba 1a Bu ce npuiaara AMukanus Kaou

- 4KO CT€ alepruMHM KbM aMHUKAUUH MJIH KbM HAKOS OT OCTAHANIUTE CHCTABKH HA TOBA ngxapl‘:‘rag
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"'ooperte ¢ Baiuus nexkap, papMaueBT WM MEARLMHCKA CECTPA, NpeAM Aa By OBe npunoxeH
Amukauun Kabu.

["opopete ¢ Bauiug nekap, ako umare:

- 61B6peynn npobnremu,

- npobaeMu Cbe ciyXa,

- MYCKYJIHO MIIM CBBP3aHO ¢ HEPBUTE 3abonsBaHe, KaTo HanpuMep cnelurpHyeH BUI MyCKYyJIHa
cnabocT, Hape4YeHa MHAaCcTEHUA IPABHC,

- Honect Ha IlapkHHCOH,

- Bedye CTe OMNM NeKyBaHM C APYr aHTHOMOTHK, N0oA00EH Ha aMHKalIMH.

Bawuart nexap me o0bpHE CNSUBATHC BHUMAHHUE, AKO HAKOE OT U3OPOEHHUTE € HANTHLIE.

- ako Bue vnu uneHoBe Ha Baineto ceMeiicTBO uMarte 0oecT, AbHKALLA C€ HA MHTOXOHAPHANIHA
MyTauus (reHeTryHa 6osiecT) uay 3ary0a Ha Cyx B pe3y/TarT Ha aHTHOHOTHYHO JieueHHe, By
cbhbBETBaME 1a YBeAOMHTE Bauiug nexap unu gapmManent, npeiu Aa Bu ce npunoxar
AMHHOTJIMKO3WIH; ONpeAeIeHH MUTOXOHAPHAITHA MYTal{M4 MOraT Ja MOBHLUAT PUCKa OT 3aryba
Ha CNyX MpH JIeYeHHUe C TO3U NPOAYKT. BalulMAT Jiekap MOXe Jia Tpenopbya reHETUYHO
M3CiIeABaHe MPEAU NPUIOKEHNETO HA AMUKalLHH Kabu.

BauuaT nekap me 06bpHe ChUIO CNEUHATHO BHHMAHHE, aKo CTe Ha Bb3pacT 60 WM nopeue ronMHH,
WIIH aKo cTe obe3BoagHeHn (MMaTe HEIOCTHI Ha BOJA B TAJIOTO).

BaiwuaT nekap e By Habntoasa o BpeMe Ha NIEUYEHHETO, KATO TOBA BIJIHOYBA!

- OpOpeyHa PpyHkuHa, 0cobeHOo ako c¢Te Ha Bbh3pacT 60 UK rnoeeye ronuHU UNY uMare OBOpeYHu
npoosieMH,

- ChyX,

- KPbBHM HHBA HA AMUKALMH, IPH HEOOXOOUMOCT.

HeBHUTE 103U LI ObAAT HaMaJIEeHH WM e 6ble YAB/DKEHO BPEMETO MEXAY JO3UTE, aKO Ce
MOABAT Mpr3HAUHW Ha ObOpeuHH npobaemu unu ako 6LOpeyHKTE NpobieMH ce BoWAaT. AKO

ObOpeuHHaT npobneM cTaHe cepyo3eH, NPUEMBT Ha AMHKalMH Kabu wwe Obae crpsan.

Jleyenuero ¢ aMHKauMH TpAGBa Aa ce cripe ChILO, aKO CE MOABU LIYM B YLLIUTE UIH CE pa3Bue 3aryba
Ha CITYX.

3a na ce u3berne pucka oT yepexkaaHe Ha Baiiure 60peLy, cTyXoB HEPB U MYCKYJIHA QYHKLHA,
nedenneTo ¢ AMukauvH Kabu He Tpabea na npoasibkasa noseye ot 10 anu, ocBeH ako Bammar nexap

HEe CMETHE TOBA 3a He0OXOAUMO.
[To BpeMe Ha nevyeHUETO Lite Bu 6B OCUIYPEH NOCTATHYEH NPHEM Ha TEHHOCTH.

AKO 1o BpeMe Ha XHpypruuecka ornepauus CTe MnoJI0XKEeHH Ha NpoLedypH ¢ NMPOMHBAHE HA PAHH C
PasTBOPH, CHABPKALM AMHKALMH WK NOJ00EH Ha HEro aHTHOMOTHK, TOBA Ll OBAE B3€TO NpEaBUI
npH onpeaciasHe Ha Bainara no3a aMHKaluH.

Jena
Heobx0aMMO € ¢hLI0 BHUMAHKE, KOraTO TOBA JICKAPCTBO C€ JaBa Ha NPEXICBPEMEHHO POACHH WIH

HOBOpoAeHH Oebera, mopaau He3pAnOCT HAa OBOpendTe NPH TE3K MALKEHTH.

JApyrn nexapcrBa 4 AMukanua Kabu
Tpabera na kaxkere Ha Bains nekap wid dapMareBT, aKO NIPUEMATE, HACKOPO CTE NPHEMAH UIH €
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aHTUOMOTHLH OT NMEHHUWAKWHOB THIT HIIH LEPATOCNOPUHH, BAHKOMULIMH, KAHAMHULIUH,
NapoMOMHLHH, TONTMMHUKCHH b, KONUCTHH;

— MPOTHBOTYMOPHH JIEKApCTBA: KAPOOIUTATHH BbB BUCOKK A03H, LMCIUIATHH, OKCANHILIATHH
(ocobeHo B CiiyuaM Ha Beue ChiliecTBYBallo OOpeuHo yBpexaaHe),

— BELIIECTBA, NOTHCKALLH HEXEJIaHW UMYHHH PEaKLHY: IMKIOCTIOPUH, TAKPOJIUMYC;

— Obp30ACHCTBAILM NEKAPCTBA, NMOBHULLABALIKM YPHHAPHHS NOTOK: hypo3eMHU] WM eTaKPUHOBA
KAcenUHa. Moxke 1a BB3HUKHE HEODpaTUMA IITYXO0Ta;

— oucdocdoHaTH (M3N03BaHH 32 JIEUEHUE Ha OCTEONOpo3a M NOA00OHH 3a00NABaHUS);

— THaMuH (BUTaMHUH Bl), Thil KaTO TONH MOXE Aa 3aryOu eheKTUBHOCTTA CH;

— MHAOMETALUUH ([TPOTHBOBB3NATHTENAHO JIEKAPCTBO Cpellly Tpecka, boika, NoJyBaHe M CKOBaBaHe
Ha cTaBuTe). ToBa MOXKe Ja YBEJIHYH KoJIHuecTBOTO AMHKaUWH KaOH, koero ce abcopbupa npw
HOBOpOAcHH DebeTa.

[TpunoskeHueTo Ha W3OPOCHHUTE BELLIECTRA 3a€HO € UnK cneg Amuxanud Kabu tpabsa ga ce uzbsarea
NOKONKOTO € Bb3MOXHO.

Koraro AMukauuH Kabu Tpga0Ba aa ce xoMOMHHMpa ¢ TakHBa BELIECTBA, CAYXBT U ObOpeyHaTa
dbyHKUMA we 6pAaT npocieasBaHd MHOIO 4€CTO H BHUMaTeNHO. B cimyyail Ha ynorpeba Ha AMUKaLMH
Kabu easoBpeMeHHO ¢ Obp3oaeicTBaLLM JIEKAPCTBA, TTOBHLIABALIM YPUHAPHHA TIOTOK, e Obae
npocieaseaH Banins Bogen 6anaHc.

Tpabea na 6bae 0ObpHATO BHHMAHHUE M Ha CJICAHHTE JIEKapCTRa:

AHecTe3na ¢ METOKCUDAYpaH:

Asecre3HonorsT TpaOBa 1a 6bae yBeAOMEH, aKO CTE NMPUEMAU WK NPHEMATE AMUKAUHH WU
nogobeH aHTUOHOTHK TIpeIH aHeCTe3Na ¢ MeToKcUdypaH (ras 3a aHecTe3us ), KaTo n3bdarea ga
H3110J13B2 TOBA CPEACTBO, aKO H3001I0 € BLb3MOXKHO, NOpady NOBUHLIEH PHCK OT TEXKKO YBpex<aaHe Ha
6BOpeUTE U HEPBHTE.

EaHOBpEMEHHO JACHCHHE C aMUKAIIUH ¥ PEeJIaKCHpAIIIY MYCKYNATypaTa JeKkapeTra (Hanp.
d-Ty6oKypapHH), ApYTH CPEACTRA, ASHCTBALIN KaTO Kypape. 00TYIMHOB TOKCHH WIH ra3oBe ¢

HapKOTHYHO AEHCTBUE, HAMp. XANOTAH:
B ciyy4aif Ha XHpYprutHa onepanus, aHecTe3uoNoreT € Heobxoaumo aa Obae HHPOPMHpPAH, ako cTe

OWJIM JIEKYBaHH C aMHUKaLMH, ThH KaTo ChIIECTBYBA pPYUCK ON0KagaTa Ha HEPBHATA U MYCKYJTHAaTa
GYHKLMS Ja CTaHe MHOTO I10-CHITHA.

B cnyuait, ye Obae npean3BMKaHa HEPBHA U MyCKYJHa OJIOKaja OT aMHHOIJIMKO3HA, TS MOXKe 1a
NPETHPIU 00PaTHO Pa3sBUTHE C U3ION3BAHE HA KAILUHERH COJIH.,

[Tpu HOoBOpOAEHH, ripueMallld AMukanuH Kabu, HUBOTO Ha JIeKapCcTBOTO B KpbBTa 1UE Oble
BHUMATEJIHO KOHTPOJIMPaHO, aKO €IHOBPEMEHHO Ce TIpHJiara MHAOMETAalMH, 3a10TC HHAOMETALIUH
MOXKE Ja JOBEAe A0 NoBHUIaBaHE HUBATA HA aMHKALMH B KPbBTA.

Jpyryu aHTHOMOTHILIN:
Jleuenue B KOMOMHALIWA € NOAXOAALIN AHTHOMOTHLIM MOXKE 3HAYMTENHO Aa YCWIHN e(UKACHOCTTa Ha
JICYEHHETO.

BpeMeRHOCT U KbpMEHe

AKoO cTe OpeMeHHa WIIH KbPMHTE, CMATATE, M€ MOXKE 1a cTe OpeMEeHHa WIM IulaHupate OpeMeHHOCT,
nocheeTBaiTe ce ¢ Baiina siekap uwnu dapMailleBT ripeay ynorpebaTta Ha TOBa JIEKapCTRO.
bpeMeHHOCT

Ako cre OpemeHHa, BauinaT nekap we Bu npeanuine ToBa 1eKkapcTBO, CAMO aKO € NPEeLEHNN/a, Y€ €
abCoNOTHO HANTOKUTEITHO.
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B cayyaii Ha npuiaoxkeHue npy amOyJIaTOPHU NMaUMEHTH, C€ NPErnopbyBa NOBUILIEHO BHUMAHHE NPH
wodupaHe U paboTa ¢ MallIMHKU, TTOPA/IM BH3MOKHUTE HEKeaHU e(PEKTH, KaTo 3aMasHOCT U

CBETOBBPTEK.
Amukanud Kadu cbabpxa HaTpuu

Tosa nekapctBo cbhabpaka 177/354/708 mg HaTpuit (OCHOBHaTa ChbCTaBKa Ha roTBapckara/Tparnes3Ha
con) B 50/100/200 ml. Tosa e ekBuBanenTHo Ha 8,85/17.7/35,4 % OT npenopbyUTE/IHUA MaKCUMaJIEH

JIHEBEH XPaHUTEJICH MPUEM HA HATPHUH 32 BH3PACTEH.

3 Kak na npuemate AMukanun Kaomn

AmukauuH Kabu ce npunara upes kankosa MH(Y3Us JUPEKTHO BbB BEHA (MHTPaBeHO3HA UH(Y3HUsl ).
[TpoabmxuTeHocTTa HAa UHPY3UATA MOXKE 1a TPOALIKK Mexay 30 u 60 MUHYTH.

BamusaT nekap e onpeaenu noaxoasuara 3a Bac go3a. OOMyaiiHO M3MOJI3BaHUTE J103M €A ClEAHUTE:

[TaumeHTH ¢ HopmaiHa 6L0peyHa GyHKUHUS

Bw3pacmuu u wonowu na 12 u nogeve coounu (menrecno meeno Hao 33 kg):

O6uyaitHaTa no3a € 15 mg amukanMH Ha kg tesiecHO Terio (T.T.) 3a 24 yaca, KOSiTO MOXKe J1a ce
[PHJIOKH BEAHBK JAHEBHO MJTK pa3jiesicHa B 2 paBHU 1034: 7,5 mg Ha kg T.T. Ha Bceku 12 yaca.
MoskeTe aa rnojiyuyute MakCHMyM /10 1,5 rpama Ha €H 3a KpaTbK MEpPHO/L, aKO UMa abCOoIOTHA
HEOOXOAUMOCT OT TaKHMBa BUCOKH /1034 (HArp. )KMBOTO3acTpaluaBalld HHPEKUMH W/ WU HHEKLIMH,
MPUUMHEHH OT OMpe/IeNIeHH BUI0Be OakTepuu, T.e. Pseudomonas, Acinetobacter vnu
eHTepoOaKTEepUH) U TOraea wie ObeTe BHUMATEIHO W HEMNPEKBCHATO MPOCIEIIBAHHU M0 BpEME Ha
JICYEHHUETO.

OO0110TO KOJIMYECTBO aMHUKAIIMH, KOETO MOXKE J1a MOJIyYHUTE MO BpeMe Ha LISJIOTO JIeYEHHUe, HIMa 1a
HaJBULLIM 15 rpama.

Vnompeba npu kvpmavema, manku oeya u oeya (4 ceomuyu 0o 11 200unu):
Enavnuuna aHeBHa no3a amukauuH 15 10 20 mg/kg T.1. v no3a 7,5 mg/kg T.1. Ha BcekH 12 yaca.

Hosopooenu (0 0o 27 onu):
Hauannara no3a e 10 mg amukauus Ha kg 1.1. 1 12 yaca no-kbCcHO 7,5 mg aMMKaLMH Ha kg T.T.

JleyueHueTo npoab/KaBa ¢be 7,5 mg aMUKalUMH Ha Kg T.T. Ha BcekH 12 yaca.

Heoonocenu nosopooenu.
7,5 mg amuKalMH Ha Kg T.T. Ha BCekH 12 yaca.

Cneyuanuu nonyaayuu

[IpunaraHe BeAHBIK JHEBHO HE Ce MPENnopbUBa NpH MalUeHTH ¢ OTcIadeHa UMyHHa CHCTEMa,
ObOpeuHa He10CTaTbYHOCT, KUCTO3Ha (pubpo3a, BoJa B KOpema, Bb3MaJeHHE Ha BbTPeIIHAaTa 0OBUBKA
Ha CbPLIETO, MACUBHM M3rapsHus (Haa 20 npoueHTa OT KoxaTa) U Ipu OPEMEHHOCT.

[lauueHnTn ¢ 6BL0peyHH npodbrieMu

AKoO umate HapyleHue Ha ObOpeyHaTa QyHKUMS, HUBOTO HA aMUKAUMH B KpbBTa BU 1 Ob0peyHara
Bu ¢yHkuusa e 6baar HabnogaBaHM BHUMATEIHO U YECTO, 3a J1a ObJe aJIeKkBaTHO KOPHUIrMpaHa
a03aTa aMMKauMH. BauusT Jiekap 3Hae Kak Ja U3UHUCIIH JO03UTEe, KOUTO LUE MOJTYUMTE.

Iayuenmu, nooaedicawyu Ha Xemoouanu3a wiu NepumoHeanria Ouanu3a |
[Ipu TAX ce npuiara noJIOBUHATa OT HOpMaJlHaTa J103a B Kpasi Ha JMajiu3HaTa npoue;:lypa

[laliueHTH B cTapyecKka Bb3pacT




[Tpn nauneHTH B cTapuecka Bu3pacT ObOpeunata pyHkuua Moxe Ja 6bae HamaneHa. Bawara
ObOpeyHa PpyHkuMs tle Obae OUEHsABAHA NPH BCAKa Bb3IMOXKHOCT M Bailnara no3a aMukauuH e 6bae
KOpPHIYpaHa, aKo € HeobXoauMo.

[1ailMEHTH ¢ TEXKKO 3aTIbCTABAHE

[Ipy Te3u nauMeHTH A03aTa ce ONMPeAesa CNOPeA TEOPETUUHO HACANTHOTO TENECHO Ter1o nmoc 40 %
OT CTORHOCTTA Ha HafHOpMeHOTO Terno. [lo-kbscHo Batnara no3a Moxe jJa 6bae Kopurupasna B
ChOTBETCTBUE C HUBATa Ha AMMKAHUVH B KpbBTa. MakcumanHara noza e 1,5 g Ha aen. Obuuaiinara
NPOABLIGKATEIHOCT Ha JieueHHeTo € 7 ao 10 aun.

lHauyeHTy ¢ BOJA B KOpeMa
Morat aa ce npuiarat no-sUCOKH 103K € LIENT MOCTUIaHE HA afIcKBaTHX HUBA HA JIEKAPCTBOTO B

KPLBTA.

[1poABIIKUMTENHOCT HA JIEYEHHETO

OOHKHOBEHO LIE NONYYHUTE TEPANUA C AMUKALIMH B NTPOABIDKEHHE Ha 7-10 nHM, caMO B cnydau Ha
TEIKKH W YCIIO)KHEHH HHPEKUHUM, TA MOXE Aa NMPOABIDKH NMO-Abro. Edekr oT nedyenHero 0OHKHOBEHO
LLI€ Ce MpOABM B paMKuTe Ha 24 1o 48 yaca, B NPOTUBEH Clay4alt MOXKe Aa ¢e HANOXKHU CMsIHA Ha
NE€KapCTBOTO.

KpbBHUTE HUBA Ha aMHKALMH LIe ObJAT BAHMATENHO NPOCAEAABAHH [IPH BCHYKH MALUEHTH, HO
OCO0EHO NP NAUKUEHTH B CTAPYECKA BB3PACT, HOBOPOACHH, NALMEHTH ChC 3aTNBLCTIBAHE M MALMEHTH
¢ Ob6peunn npobnemu unu kucTosHa ubpoza, kato BawaTta gosa we 6b1e BHUMATENHO KOPHUrHpaHa
B X014 Ha TeparnuATa.

AKO cTe NOJYYHJH NOBede 0T HeoOxoanMAaTa 7033 AMHKAIHE Kadu

AKO MUCJIHTE, Y€ CTE NMPHENH TBLEPAE FONAMO KOJIMYECTBO OT TOBA JIEKAPCTRBO, MOJNA He3abaBHO
nndopmupaiiTe Bamng nekap Wid MEeJULMHCKA cecTpa.

[1peno3upaHeTo MOXKE [1a MPHUYKUHH yBpexcaaHe Ha Ob0pelTe 1 Ha CTyXOBHTE HEPBH W/IH a JOBeAe
no 6nokaaa Ha MycKyaHaTa QyHKuUusA (napanusa). B To3u cnyuail uH$y3HATa Ha aMHKaLKHH TpAOBa na
C€ NMPEYCTAHOBH.

AKO MMaTe AONBJIHHTENHM BBIIPOCK OTHOCHO YNoTpedara Ha TOBA JIEKAPCTBO, nonuTaiiTe Bamns
nekap, hbapMaLIeBT UK MEOHIIMHCKA CECTpa.

4. BL3MOXKHE HEXENAHH PeAKIIHH

KakTo BcUYKH JACKAPCTEBA, TOBA JICKAPCTBO MOXKE A4 NMPCAH3BHKA HEXC/IAHH pCaKUMH, BBIIPEKH HYEC HE
BCCKH I' I11OJ1yHaBba.

[1pu nauuenTure, NexyBadu ¢ AmMukauuH Kabu ca HaOnioaaBaHM TOKCHYHHU €(EKTH BbPXY CYXOBHSA
HepB ¥ 6bOpeuure. Tesn HexxenaHu epekTd Morart Aa ObaaT u3dernary 1o rojasgaMa CTened Karo
JIEKAPAT CTPMKTHO CNa3Ba NpeAna3HUTe MEPKH B BHUMATEAHO CeaBa A03NPOBKATA CHITIACHO
UHCTpYKUHMHKTE. BamuaT nexap we By Habniogaga 3a HalmH4He HA KOWTO U J1a € OT NPU3HALIUTE 3a
TaKHBa HEXKEIAHHN PCaKLUH.

Axo 3a0eneHETE HAKOH OT CJACAHHTE TEXKKH HEXKEJIAHH PeakiHH, He3a0aBHO ce CBBpXKeETe ¢

Bamnsa aexap:

MHoro peaku (Morat na 3acersar a0 1 xa 10 000 gyum) e

- NOAYBAaHE Ha NHLIETO, YCTHHUTE HIH €3HKA, KOXXEH OOpHB, 3aTpyAHEHO AUlLIAHE, TLH,’Kafe L NN
MOraT Aa OBAAT NPU3HALM 32 AlepriyHa peakuus A e e

~ IUYM B YLIMTE WM 3aryba Ha cnyx ([IyxoTa), IMXaTe/lHa Napanu3a

O6b0peuna HE:,[IOCT&TB‘IHDCT)

JApyra nexe/IanH PeaKHH: | \



HeuvectH (Morar aa 3acersar a0 | Ha 100 ayuiu)

. 3aMassHOCT, CBETOBBbPTEX

. HEBOJIHK JIBHXKEHHUS Ha OYUTE (HUCTATbM)

. AONbiHUTENHA HHDEeKLUMA WK 00pa3yBaHe HA KOJOHHUH {OT KNETKH HA PE3UCTEHTHH MbOWYHH
MHKpOOpraHu3MHK (Apoxau), Hapeuenu Candida)

. IIYM B YIUMTE, MOBHUIECHO HANATAHE B YILIUTE, CNYXOBH NpobaeMu

. rajicHe

. yBpeKaaHe Ha onpeaesieHy yacTy ot ObOpeka, npobnemy B Obn0peuHaTa QyHKLKS

Penxy (MoraT na 3acernar o 1 #a 1 000 ayiun)

J HCHOPMAaJTHO HUCKH HHBA Ha O€NMH MNY YEPBEHH KPBBHH KIETKH WIH TPOMOOLUTH, YBETHYEHO
KOJIM4ECTBO Ha onpeneneH Tun 6enu KpLBHHU KAETKH (€03HHOHAN)

aIEprUMHY peakLuny, koxkeH oOpHB, cbpbex, KONpUBHA Tpecka

HHCKO HMBO Ha MarHe3mii B KpbBTA

rnaBobonve, MUIpeHa, H3TPhIIBaHE, TPEMEPEHE

C/IENOTa MNH Apyru npobiemMu cbe 3peHreTo Bu

HUCKO KPBBHO HansiraHe

NMOTUCKAHE HA JIULAHETO

MOBPBLIAHE

cTaBHa OOJIKa

MOBHILIABAHE HA TEMIIEPATYPATA, CBLP3aHO C NPHIOKEHHETO Ha JIEKAPCTBOTO
MOBHUIEHH HMBA B KPbBTA HA YEPHOIPOOHH EH3UMH

MHoro peaky (Morat aa 3acerdar 10 1 Ha 10 000 gvinu)
o OioKUpaHe HAa MYCKYJ/IHAaTa PyHKLUA
. TEXKO OBLOpEeYHHO yBpexaaHe

C HEeH3BeCTHA YeCTOTA (OT HANWYHHUTE JaHHU HE MOXeE Nia Oble HanpageHa OLEHKA HA YeCTOTATA)

° anepruyHy peakiMy KbM BelecTBa, NoA00HHU Ha aMUMKaLUWH (AMHHOITMKO3H]IH)

. BPEMEHHO CIIMPAHE Ha JUILAHETO, 3aTPYAHEHO AHLIAHE NTOPajl CTECHABAHE HA PECNUPATOPHHA
(DUxaTenHus) TpakT

CrobmaBaHe Ha HeXeJIAHM PeaKIHH

AKO NMOJTYYHTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH PeakUnH, yeeaoMeTe Baiuns nekap, gapmMaueBT UK
MEJULIMHCKA cecTpa. ToBa BKITIOYBA BCHUYKH Bb3MOXXHH HEOMTHCAHH B Ta3H JIMCTOBKA HEXENMAHH
peaKLUM.

MoskeTe chilio Aa CHOOLUTE HEXKEIAHH peakLiMy AUPEKTHO Ype3 HALMOHAIHATA CHCTEMa 32
chobLuapane. Kato crobniaBaTe HexkeNlaHM peakiiMi, MOXKETE a AaJeTe CBOA MPUHOC 32 NOJIy4YaBaHe
Ha nopeue UHPOpPMAaLIMA OTHOCHO DE30MacHOCTTA Ha TOBA JIEKAPCTRO.

H3nbiaHuTeHAaTA areHUMA o JIEKapCTBaTa:
yn. ,,JdamaH I'pyes™ Ne 8

1303 Codpus

Ten.: +359 2 8903417

YebcaiiT: www.bda.bg

5. Kaxk aa coxpansBare AMEkansd Katn

Ha ce cbxpaHsABa Ha MACTO, HEXZOCTBITHO 32 Aeua. AT A SRR

He usnon3eaiiTe TOBa NEKapCTBO ClEd CPOKa Ha FOAHOCT, OTOENA3aH BHPXY ﬁwmme-_H KapTOHeHaTa : . |
i L T -

CIIaKOBKA4. CpOK’bT Ha r'OJHOCT OTroBapsd Ha HOCJICOAHHUA OE€H OT NOCOYCHHKHA MECCLL.

Tora JEKAPCTBO HE H3KUCKBa CIICIIHAJIHH YC/I0BHA Ha CbXPaHCHHL. s . |




Cpox Ha 200H0CM RO 8peme HA ynompeba (Cred NvpeoOHAYATHO OMBAPAHE/PA3PEINCOANE):
XuMHYHATA W GH3HYHA CTA0OUTHOCT Ha FOTOBHA 328 ynorpeba NMpoAyKT ¢a A0Ka3aHH 3a 24 yaca NnpH
TeMnepartypa 25°C wim 2 go 8 °C.

Ot MHKpOOHONIOTHYHA ITIe/IHa TOYKA NPOAYKTHT TPAOBa Aa ce H3NOJ3Ba He3abaBHO. AKO He ce
U3M0/13Ba He3abaBHO, BpEMETO U YCJIOBHATA HA ChXPaHEHHE npeau ynorpeba ca OTTOBOPHOCT HA
norpeburens v He TpsadBa na 6bvaaT noseue ot 24 yaca npu 2 8o 8 °C, OCBEH aKO HAYHHET Ha
OTBapsHe/paspexxaHe He € U3BBPILUEH PH KOHTPOIMPAHH U BATIHAWPAHH aCCITTUYHH YCIIOBHS.

He u3xXBbpAsHTE IeKapcTBATA B KAHATHU3AUMATA WIH B KOHTEHHEpa 3a IOMAIlHH OTIaIbLIH.
[Tonuralite Bauns dapMaleBT Kak Aa U3XBLPIIATE JIEKAPCTBATA, KOUTO Beye He U3nom3pare. Tesu
MEPKH L€ CIIOMOIHAT 3a OIla3BaHE HA OKOJIHATA Cpela.

6. Cobabpxasye HA ONAKOBKATA H A0MBLJAHHTEIHA HEGOpMANHA

KakBo coanpxka AMrkanad KaGu
AKTHBHOTO BEIECTBO € aMHKALHH.

Beexu ml HH)Y3HOHEH pa3TBOp CBABPKA S mg aMHKalMH (noa popmara Ha cyngar).
Beaka 6yrunka ot 50 ml ceabpxka 250 mg aMuxaiuH.

Besaka 6yrunka ot 100 ml cpappixa 500 mg aMukauyH.

Bceaka 6yrunka ot 200 ml ceaspxa 1 000 mg aMukanuH.

Jpyrure CBCTABKH ¢a: HATPHEB XJIOPH, XJIOPOBOAOPOAHA KMCEIHHA (3a KopurupaHe Ha pH), Harpues
XHAPOKCHUN (3a Kopurupase Ha pH), Boja 3a HHXKSKILIHH.

Kak n3raexna AMakanaa KaGu 1 kakBo chbabpika onakoBkaTa
AmukauuH Kabu € nHdy3HOHEH pasTBoOp, T.€. Npunara ce 4ypes KankoBa HH(Py3ua npe3 Majika
TpbOHUYKA WIH KAHIOJIA, NOCTABCHA BB BEHATA.

[IpencraBnasa OuCTBp, G€3LBETEH BOACH PA3TBOP.

OnakoBxy: 10 x 50 ml, 10 x 100 ml u 10 x 200 ml uH}y3HoHeH pa3Trop.
He BcHuKH BHIOBE ONAKOBKK MOrar Aa Obaar MyCHaTH Ha rnasapa.

IIpuTexaTe,1 HA paspeleHHeTo 3a ynoTpeba

Fresenius Kabi d.o.o.

Radnicka Cesta 37a, 10 000 Zagreb
X1BbpBaTHA

Ilpon3BoauTen

Fresenius Kabi Polska Sp. z 0.0.
Wytwémia Plynéw Infuzyjnych
ul. Sienkiewicza 25

99-300 Kutno

ITonma

ToBa JekapcTBo € paspenieHo 3a ynorpeda B AbpKaBHTEe — 41eHKH HA EBponeiickoTo
HKOHOMHYeCKO NpocTpancTBo H O6eaunenoto Kpancreo (Cesepna Hpaananas) non /EJ'IQIIHHTQ

HMEHA: . Asd N
. /'f . 3 'L. A ;‘i}/%:
_-.——-4‘{ — L
Amikacine Fresenius Kabi 5 mg/ml oplossing vaorinfusie -+ < 1
benrusa Amikacine Fresenius Kabi 5 mg/ml solution po perﬁ.lsmn :
Amikacine Fresenius Kabi 5 mg/ml Infusmnsldsun_g B
BhIrapus Ampkaupt Kabu S mg/ml undysuonen pasreop' v~ -
x‘;:.ﬁ; ”mw
N




Kunsp, I'bpuus Amikacin/Kabi

Uewuka penybnuxa, Lliseuns Amikacin Fresenius Kabi

[‘epmaHus Amikacin Kabt 5 mg/ml Infusionsldsung

MuHnaHauA Amikacin Fresenius Kabi 5§ mg/m] infuusioneste, liuos
Opanums AMIKACINE KABI 5 mg/ml, solution pour perfusion
YHrapus Amikacin 5 mg/ml oldatos infuzio

Hpnauans, ObennuHeHo

Kpancteo (Cesepta Hpnanans) Amikacin 5mg/ml solution for infusion

[Tonwa Amikacin Kabi

[lopryranus Amicacina Kabi

CnoBeHHs Amikacin Kabi 5 mg/ml raztopina za infundiranje
Cnosakus Amikacin Fresenius Kabi 5 mg/ml

Hcnauus Amikacina Kabi 5 mg/ml solucién para perfusion

,I[aTa Ha NOCJAECAHO NMpeparJIckKiane HA INCTOBKATA:

[TocoueHaTa no-gony HHGpOpMaLHa € NpeaHazHadYeHa caMo 32 MEAWLIMHCKH CNECLHAIHUCTH:

HechbBMECTUMOCTH

AMukauvH Kabu e rorosa 3a ynorpebda ¢opma v He TpaOBa 1a ce CMECBa ¢ HUKAKBH APYIH
JleKapCTBEHH NPOAYKTH (C U3K/IIOYEHHE HA U30POEHUTE N0-A0JTY ), a TpAOBa na ce nmpunara
CaMOCTOSITENTHO, B CbOTBETCTBME C MPENOPBUBAHATA A03a U METOA Ha MPHITOMKEHHE.

[Tpy HUKAKBM CTy4aud aMHHOTVIMKO3WAWTE HE TPAOBa Aa ce cMecBaT B HHPY3NOHEH pa3TBop ¢ Oera-
JIAKTAMHH aHTHOMOTHLM (Hamp. MEHULMIUHH, e(DaNOCTIOPHHH), Thi KATO TOBA MOXE 1a NMPUUKHHU
¢GH3IMKOXHMHYHA HHAKTHUBALMA Ha 100aBeHNA aHTUOHOTHK.

N3BecTHH ca XHMHYHH HECHBMECTUMOCTH ¢ aMQOTEpULIUH, XJIOPOTHA3HIH, EPUTPOMHLIMH, XeTlapHH,
HUTPOJYPAHTOUH, HOBOOHOLUH, PeHUTOMH, cyndanuazuH, THONEHTOH, XJI0PTETPALMKIUH, BHTAMUH
B u Butamun C. AMHKalMH He TpabBa Ja ce€ CMECBA NPEABAPUTENHO C TE3X NEKAPCTBEHH NPOIYKTH.

HMHakTUBHPAHETO, HACTLIBAILO NMPY CMECBAHE HA AMUHOIUKO3UAY U DeTa-NaKTaMHU aHTHOHOTHLIH,
MOJKE Ja MEPCHCTHPA CBUIO KOraTo c€ B3eMar npodu 3a OnpeacsisHe Ha CepyMHHTE HHBA Ha
aHTHOHOTHLIMTE Y MOJXKE J1a Aafie 3HAUUTETHO NO-HUCKH pe3ynTaTH, C IPEeLIKH NpU I03UPOBKaTa H
PUCK OT MocneAsaliia TokcuyHoct. Ilpobure TpadBa na ce obpaboTeart 6bp30 U Aa € NMOCTABAT B Jie,
MM Ja ce nodasH Dera-nakraMasa.

CrelHanau npeanazHy MEpPKH NPy U3XBLpagHe U paboTta
3a eqHOKpaTHa ynotpeoa.

Hewn3non3pauusaT pa3rsop Tpadea fa ce U3XBLPJIIN.

PaspexxaaHeTo TpaOBa 1a ce H3BBPILM NPH acenTU4HH yciioBud. [Ipenu npunokenune pa3TBopeT TpsaOBa
Na Obnae NpoBepEH BU3YaJlHO 3a HAJIMYME HA YacTULM M OpOMAHAa B LBeTa. PasTtBopbT TpabBa na ce
W3MOA3B4, CaMO akKo ¢ OUCTBp 1 663 HaNuyUe Ha YaCTHLH.

AmruikauuH Kabu e csBMecTUM ¢ H3OpoeHHTe N0-40/Y HHPY3HOHHH pa3TBOPH:
- PuHrep pastsop

- PuHrep naxrar pasTBop

- Harpuer xnopua @ mg/ml (0,9 %) urkexuuoHeH pasTeop

- Cmoxo3a 50 mg/ml (5 %) upKeKLMOHEH pa3TBOP

- F'moxo3za 100 mg/ml (10 %) wikekUuHOHEH pa3TBOP

HUHpopMaLyi OTHOCHO ChXPaHEHUE
Buxre Touka 5 “Kak na cexpaHspate AMHKaiuH Kabu®




HauyyH HA NpHIOKEHUE

Buxre Touka 3 “Kak na npuemare Amukauud Kabu™

Ho3nposka

Biokre Touka 3 “Kak ga npuemare AMukaund Kabu*

Amukaimi Kabu e npegrazHaueH ¢aMo 3a HHTPABCHO3Ha ynoTpeda; MpoaALIXKUTETHOCTTA Ha
uHPy3uaTa MOXKE Aa npoabky ot 30 ao 60 MUHYTH.

HMHudy3HoHHH 00eMH NpU NALKEHTH ¢ HOpMalTHa Ob0peyHa PyHKLUMS:

Amukanud S mg/ml
Tenechno Terno
25kg S5kg 10 kg 12,5 kg 20 kg 30 kg 40 kg 50 kg 60 kg 70 kg Bl kg 90 kg 100 kg
AMHKALIKE B
mg/kg T.T.
7.8 3.75ml | 7.50ml [ 15,00 ml { 18,75 mi [ 30,00 mi | 45,00 m] | 60,00 ml | 75,00 m] | 90,00 ml [105,00 mi!120,00 mi| 135,00 ml[150,00 mi
10 500m! | 10,00 ml | 20,00 ml | 25,00 m] | 40,00 ml | 60,00 mi | 80,00 ml [ 100,00 m!|{120,00 ml] 140,00 ml| 160,00 ml| 180,00 ml}200,00 mi
18 7.50ml | 15,00 ml | 30,00 ml | 37,50 ml | 60,00 ml | 90,00 m! (120,00 mi|150,00 mi|180,00 ml{210,00 mi|240,00 mi|270,0C m]|300,00 m}
20 10,00 ml | 20,00 m!I | 40,00 mi { 50,00 m] | 80,00 m] (120,00 m1] 160,00 ml[200,00 mi{240,00 ml1280,00 m}]320,00 mt (360,00 m!|{400,00 m]

TouHoCTTa Ha O3UpaHE € MO-BUCOKA NpU npuiiaraHe Ha AMukanud Kabu undy3voHeH pa3TBop ¢
HH(PY3HOHHA NMOMIIA.

HMHCTpYKUHH 33 pa3pexaHe
[Tpy neauaTpU4HH MALKEHTH MOKE J1a € NPENOPBUHTENHO pa3pexaaHe Ha AMUKauuH Kabu.

3a 4 NoAYYHTE pa3TBOP C KOHUEHTPALIMA Ha aMHKaUKH 2,5 mg/ml, KOHKpeTHOTO KOoIMYecTBO (B ml) oT
Amukanun Kabu 5 mg/ml 3a xenaHata mo3a, Tpabsa na ce n06aBU KbM HUAEHTHYEH O0EM OT HAKOM OT
MOCOYCHHUTE NMO-rope BUAOBE HHPY3HOHHH Pa3TBOPH.

OOuKHOBEHO pa3TBOPLT TPAOBa J1a ce BaMBa 3a neproa oT 30 ao 60 munyTu. TIpu kLpMayeTara

uH}y3usaTa TPAOBA 1a NpoabibkH | 10 2 yaca.

Hudy3nonnu obemu Ha paspeaeH AMHKauuH 2.5 mg/mi pa3reop:

AMMUKaLIMH, pa3peacH Ao 2,5 mg/ml

TexecHo TErno

2,5 kg

Skg

10kg | 12,5 kg

20 kg]

30 kg

mg/kg

AMUKALH B

T.T.

40ki 50 kg Gﬂki ?okj snkj 90 kgl 100 kg

7,9

7,50 mli 15,00 mi

30,00 ml 37,50 m

60,00 ml

90,00 ml

120,00 ml|150,00 m!

180,00 ml 210,00 ml] 240,00 mj 270,00 m}

10

10,00 mi 20,00 mi

40,00 mll 50,00 ml

80,00 ml

120,00 ml

160,00 mi|200,00 mi

240,00 m4 280,00 ml] 320,00 m{ 360,00 mi

300.00 mﬂ
400,00 m

15

lSUﬂml

30,00 ml

60,00 ml| 75,00 mi

120,00 ml

180,00 m!

240,00 mi{300,00 mi

360,00 mi 420,00 ml| 480,00 m¥ 540,00 mi| 600,00 ml|

20

20,00 ml

40,00 mi

80,00 mil100,00 ml,

160,00 mi

240,00 ml

320,00 mI[400,00 mi| 480,00

560,00 ml| 640,00 mi 720,00 m!

800,00 m}

JleyeHue npy npeno3upaHe

B cnywvait Ha npeo3upaHe UAH TOKCHYHHM PEaKLUK, HHY3UsATa HA aMUMKALIWH TpAOBa na ce
NpeyCTaHOBH H aKo € HeoOX0AMMO, MOXKE Aa ce NMpHIOKHU GopcHpaHa ANYpe3a, 3a Ja ce YCKOpH
OTCTPaHABAHETO HA AMMKAaLMH OT KpBETA. [lepUTOHeanHaTa quain3a WM XeMOIHATU3aTa MOXeE 1a
[MOMOTHAT Aa ¢€ eNMMHHHpa aMHKallMH, KOHTO CE HATPYNBa B KPbBTA. XEMOAHAIH3ATA € 110-
e(peKTHBHA 3a OTCTPAaHJABaHE HAa aMHMKALMH OT KPbBTA OTKOJKOTO [IEPUTOHEANIHaTa AHATH3a.

[TpH HOBOpPOJAEHHM MOKeE Ja ce OOMHUCIIM U3NoJI3BaHe Ha oOMeHHa TpaHCcQy3us, KaTo BCeE uaxc npean aa
Ce MPUCTBLITA KbM Ta3u MApKa, TpAOBa Aa ObAe NOTHPCEHO eKCIEPTHO MHEHHE.
3a HeyTpanM3HpaHe Ha Kypapu3upaliusa edekT ca Moka3aHy KaJlHMeBH coil. B cnyqau Ha IlHXﬂTE‘JHHa\ 7 SN
napann3a MoXe Aa € HeoOX0MMO H3I0/I3BaHe HA MEXaHHYHA BEHTU/IALIUA.
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