JIMCTOBKA: HHOOPMAIMSA 3A ITIOTPEGUTEJIA

AMHKaNHH B Bpayn 2 ,S mg/ml nupysnonen pasrsop

Amuxaumn
Amlkacm B. Braun 2,5 mg/ml solution for infusion
ml solution for infusion

Amikacin

Hpo'leTeTe BHHMATEJIHO HAJATA JHCTOBKA, IPEAH Aa 3an04YHeTe Aa H3M0/13BaTe TOBA JIEKAPCTBO.

- 3ama3seTe Tas3u TMCTOBKA. MoOXe Nla ce HaJIOXKH Ja g po4eTeTe OTHOBO.

- AKO ¥MaTe HIKAKBH JOITHJIHUTEIHH BBIIPOCH, MONUTAlTe Ballys Jiekap WK ¢apMalesT.

- Toga JiekapcTBO € Ipeanucano JIMYHO Ha Bac. He ro mpeoTcTenBaiite Ha Apyru xopa. To Moxe na um
HaBpeIH, HE3aBUCHMO OT TOBA Y€ TEXHUTE CUMITTOMM Ca CHLIMTE, KAKTO BaILHUTE.

- AKO HSKOS OT HEXEJIAHUTE JIEKAPCTBEHH PEaKLIMK CTaHe CEpPHO3HA MM 3a0ee)xuTe ApyTH,

HEONKCAaHH B Ta3W JIMCTOBKA HEXeJIaHH peaKLMH, MOJI YBEJOMETE Ballvs JieKap.

B Ta3u JACTOBKA:

Kaxso npescrasissa AmukaiuH b. Bpays 2,5 mg/ml, Y 32 KaKBO C€ M3M0i3Ba
IIpeau na Bu 6bae naneH Amukanus b. bpayn 2,5 mg/ml
Kak ce nasa Amukauus b. Bpays 2,5 mg/ml,
BB3MOXKHH HEXXeJIJaHH peakLH

Coxpanenne na Amukauud b. Bpays 2,5 mg/ml, §

JonbnHurenHa uagopmaums

SN HEw =

1. KAKBO IIPEJICTABJISIBA AMMKAITAH B. BPAYH 2,5 MG/ML, !
3A KAKBO CE U3110/I3BA

AwmukauyH b. bpayn 2,5 mg/ml iml, n MIPHHAUIEKU KBM IPyINaTta MEJIMKaMeHTH, HapeueHH
aHTHOHOTHIIM, KOETO 03HAYABa, Y€ TE CE MU3IIONI3BAT 3a JICUCHHE Ha TeXKH HHPEKLMHU C GaKTepUH, KOMTO
Morar a 6b1aT yOUTH OT aKTHBHOTO BELIECTBO AMHKALMH. AMUKALMHBT NPHHAUIEXKH KbM rpyna
BEILLECTBA, HAPSUYECHH aMUHOTJIMKO3U/H.

Bye MoXe 1a noTyuuTe AMHMKALMH 3a JIeYeHHE Ha CIISIHUTE 3a00/1BaHus:

- Hudexunu Ha Gemure npoGoBe U JOTHUTE AUXATEIHH IIBTHIILA, KOMTO BE3HHKBAT 10 BPEME Ha
GOTHUYHO JieueHHe, BKITIOYMTETHO TE€XKKa ITHEBMOHHS

- Hnpexunu B kopeMHaTa 00J1acT, BKIIOUYHTEHO Bh3NAJCHHE HAa IEPUTOHSYMa

- VCioKHEHH M pelaMBUpaliy udekuy Ha 6p0penuTe, NMKOYHUTE MBTHLIA M TUKOYHUS MEXyp

- HHdekunn Ha KoxKaTa U MEKUTE ThKaHH, BKJIFOYMTE/IHO TEXKY U3rapsAHuUs

- Br3najenne Ha BbTpelIHaTa OOBHBKA Ha CHPLETO

- Wndexiumu cnes KOpeMHU ONEpaLuy

AmukaunH B. Bpays 2,5 mg/ml ‘ _ MOJXe ChIIOo J1a Ob/ie U3TTON3BAH 3a JICYCHHE Ha
NALMEHTH C BH3MaJMTEHH MPOLIECH Ha LUI0TO TAJIO, KOUTO BE3HMKBAT BB BPB3Ka C, WK C€ II0JI03Upa 4
ca CBBP3aHH ¢, KOATO U 1a € 0T HH(EKIHHTE, H36pOEHH Mo-rope.

N3MLIHUTENHA ATEHLNA O NEKAPCTBATA
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2. TPEIH JA BH BBJAE JAJEH AMUKAIIMH B. BPAVH 2,5 MG/ML,

Bue ne 6uBa na Bzemare AMukanun Bb. Bpayn 2,5 mg/ml, ? 1 , m

- aKo CTe aJIeprHYHH (CBPBXUYBCTBUTEIHH) KbM aMHKALHH, JPYTry MOXOOHH BewecTsa (JpyrH
aAMHMHOIIMKO3W/IN) WIIH HAKOS OT APYTUTE ChbCTABKH Ha JIEKAPCTBEHUTE TIPOJYKTH.

- aKko umMate MuacteHHs rpaBuc.

TpsioBa na ce 061>iﬂe CIlenHa/IH0 BHHMAHHE Npn ynorpebara Ha AMakanun b. Bpayn 2,5 mg/ml,

]

Bawusr nexap Tpsa6Ba na 3Hae, ako umare:

- HapyineHa 6p0peyHa QyHKIMs,

- HapylleH ClyX,

- 6osect Ha ITapkuHCOH,

- Beue cTe GMIM JIeKYBaHH C Ipyr aHTUOHOTHK, N0A00EH Ha aMUKallMHA.
Bawmsar nexap me o6ppHe cenyalHO BHUMaHHe, aKO HSIKOE OT TE3H Hellla € HaJIHIIE.

BawmsT nekap cpino e o6bpHe CHeLHaTHO BHUMAaHUE, aKo CT€ Ha Bb3pacT 60 roaMHU WK MO-BBh3PacTeH,
WJIM aKO UMaTe JeUUHT Ha BOJa B OpraHu3Ma.

BunmManue e Heo6X0AMMO M KOTraTO TOBA JIEKapCTBO C€ IaBa Ha HEIOHOCEHH WJTH IOHOCEHH HOBOPOJAECHU
Oebera.

INpocnensBaxeTo 11e BKIIOYBA
- 6p6peuna dyHkumus, ocobeHo ako cTe Ha Bp3pacT 60 rOAWHU WK NO-BB3PACTeH WK UMaTe GBOPEYHO
HapyLIEHHE,

- CIIyX,

- HHMBA Ha aMHKaIMH B KPBBTA, aKO € HEOOXOIUMO.

JlHeBHHTE 103U Lie 6bAAT HAMAJIEHH W/HJIH BPEMETO MEXTy A03MTE Lie Oble YIBDKEHO, aKO Ce MOSBAT
npu3HaLY Ha 6pOpeYHO YBpekaaHe UK ako OEOpevHOTO yBpeKaaHe ce BJIOLIH. AKo 6B0peuHOTO
YBPEXK/AaHe CTaHe TEKKO, AaMHUKALMHBT Lie Obe CrpsH.

JleyeHneTo ¢ aMMKaLMH TpAOBa ga Obae CIPAHO W aKO Ce MOSBH LIyM B YIIHUTE WIH 3aryba Ha cilyxa.

3a ga ce u3berHe puCKBT OT YBpexJaaHe Ha ObOpennTe, CITyXOBUS HEPB U MYCKYJTHAaTa (PyHKLIU, JIEHEHHETO
C aMHKallMH HjAMa /1a IPOABJDKH nmoBeve oT 10 JHHU, OCBEH aKo JIeKapsAT He CMETHE TOBA 32 HEOOXOAUMO.

ITo Bpeme Ha neyeHHETO € HEOOXOAUMO Ja MpHUEMaTe JOCTaTbYHO TEYHOCTH.

Axo BY 6bAaT HanpaBeHH NPOLIELYPH 3a IPOMHBAHE HAa PaHH 110 BpEME Ha XUPYpruvecka orepaums ¢
Pa3TBOpPH, CHABPIKAIIM aMUKAL[MH WIIH ON00eH aHTHOMOTHK, TOBa Lic 6bA¢ B3€TO MO BHUMAHUE NPU
JIO3MpaHe Ha aMHKaLHA.

Ilpuemane nian ynorpeda Ha Apyra MeAHKAMeHTH

Monsi, nHpoOpMHUpaiiTe Ballvs JIeKap, ako MpHeMaTe WIH HACKOPO CTe NIPHEMaIH APYTH JIEKapCcTBa,
BKJTIOYHMTETHO M TaKMBa, OTITyCKaHH 6e3 pelLienTa.

Tpsabsa 0a ce obvpHe BHUMAHUE HA CIEOHOMO.




- JIPYrd aHTHOMOTHYHHU BElECTBa, OJI00HA Ha aMHKallUHa

- IpPYTH BELeCTBa, H3IMOI3BaHHU 3a JieueHHe Ha WH(peKuH, kato 6auuTpanyH, aMmpoTepHLMH b,
e anocnopyuHu, BAHKOMHIIMH, KAHAMHLIMH, MapOMOMULIMH, NOMTHMHKCHH b, KoMcTHH

- MeJMKaMEeHTH MPOTHB pak: KapOoriaTHHA BB BUCOKH 03H, HUCILIATHHA, OKCATUIUIATHHA (0cOOEHO B
ClIydaH Ha Beue ChlIecTByBala 650pevyHa HeJOCTaTh4YHOCT)

- BEILECTBA, MOTHUCKALIH HEXXETAHUTE UMYHHH PeaKLyH: LIMKJIOCIIOPUH, TAKPOITHMYC

- Obp3oaeiicTBaIld MEAMKAMEHTH, yBEIMYABAIH YPUHHUS TOK: (YypO3eMHI WIH €TAKPHHOBA KUCETMHA.

BB3MOXKHO € 1a BB3HHKHE HeoOpaTHMa rTyXxoTa

HpHJ’[O)KCHHeTO HM €AHOBPEMEHHO C UJIH CJIC]] aMHUKallHHa Tpﬂ6Ba Ja ce 30T Ba, JOKOJKOTO € Bb3MOXXHO.

Korato aMmukaumHBT TpsaOBa na ce KOMOMHHpaA ¢ TAKMBA BEILECTBA, CIIyXbT H ObOpedHaTa pyHKIUA e ce
npocyeIsBaT MHOTO YeCTO M BHHMATEIHO. B ciryuaii Ha ynoTpeba Ha aMUKallMH €THOBPEMEHHO ¢ OBP30
JeicTBaIM MeJUKAMEHTH, YBeIMYaBallld YPUHHHS TOK, ILIE C€ CJIEAH BalIMAT BOJCH OaslaHC.

Tpsabea na ce 06bppHe BHUMaHUE U Ha CJIEAHOTO:

Memoxcugpnypanosa anecmesus

AHecTe3nonorsT TpAOBa Ja 3Hae Jalld MOoTy4aBaTe WIH CTe NONTy4aBaIH aMHKAlMH WIH MoJo0eH
aHTHOMOTHK Mped H3BbPIIBaHe Ha aHecTe3us ¢ MeTokcudTypaH (aHECTETHYCH ra3) u 1a u30sarea aa
U3MOJI3Ba TOBa CPEACTBO, aKO € BB3MOKHO, MMOPaJH MOBUIIIEH PHCK OT TEXKKO yBpexaaHe Ha Op0penute U
HEepBHUTE.

Eonospemennomo neuenue ¢ amuxayun u penaxcupawy Myckyiamypama meouxamewm (Hanp. d-
mybokypapun), Opyau meduxamenmu, Oeticméawjy noOOOHO Ha Kypapemo, OOMYAUHO8 MOKCUH WU
HAPKOMUYHU 2a306e, Hanp. XA10MAaH.

B cityuait Ha oniepanys aHecTe3HONOrsT TPAOBa Aa ObAe HHGOPMHPaH, Y€ ce JIEKyBaTe C aMHUKALUH, Thil
KaTo CHLIECTBYBA PHUCK, Ye GJIOKHPaHETO Ha HEPBHATA U MYCKY/MHATa (YHKLMSA MOXKE Ja CTaHe MHOTO Mo~
cuiiHO. B ciyyaii, ye 6Bae npeU3BHKaHa HEPBHA H MYCKYJIHA O70KaJa OT aMWHOTJIMKO3HU/, TS MOXE J1a
MpeThpIH 00paTHO Pa3BUTHE C KAITLUEBH COJTH.

HpH HOBOPOACHH, KOUTO INOJIyYaBaT aMUaKIIMH, HUBOTO Ha aMUKallHHA B KPBbBTAa LIIC CC KOHTPOJINpaA
BHUMATEC/THO, aKO €AHOBPEMEHHO C€ MMpHJlara MHAOMETALUH, THH KaTO MHAOMETALMHBT MOXE Jia Hakapa
HHBAaTa Ha aMUKallUHa B KPBBTA Ja C€ NOBHUIIAT.

Lpyeu aumubuomuyu
Kom6uHupaHaTa Tepanus ¢ APyrd MOAXOAAIIM aHTHOHOTULIM MOXKE 3HAYUTENHO J1a 3aCUITH eeKTa OT
JIEUEHHETO.

BpeMeHHOCT H KbpMeHe

bpemennocm

AKko cTe GpeMeHHa, BALIMAT JIEKap 1€ BH JaJe TO3H MeMKaMEHT CaMO aKo TOH/TA cuMTa, 4e € abCOMOTHO
Heo0XoIumo.

Kvpmene

BBnpeky, 4e € MHOrO MaJIkO BEPOSITHO aMHKALIMHBT [1a C€ BCMyU€ MpPeE3 uepBara Npy KbpMayeTa, BalllusT
JieKap BHMMATEJIHO L€ NIPELieHH Jajli KbPMEHETO WM TepanusaTa ¢ aMHKalMH TpsabBa na 6paatT
MIpeyCTaHOBEHH.

Illodpupane u paboTa ¢ MALIAHH P
He ca npoBexaany Ipoy4uBaHuUs 3a eeKTHTE BhPXY CIOCOOHOCTTa 3a lodupaHe U paborag pa



CiTy4ai Ha NpUIOKEHHE NIpH aMOyJIaTOpHH NMalMeHTH, TpA6Ba Aa ce BHUMaBa IpH wodupaHe v pabora ¢
MalIMHH, NOpaJy Bb3MOKHHUTE HEXeNaHH e(eKTH, KATO 3aMasHOCT H CBETOBBPTEX.

Baxua nnpopmanus 3a HAKOH OT cheTaBKHuTe Ha AMukanuH B. Bpaysn 2,5 mg/ml, 5§ mg/ml, 10 mg/ml
To3u nexapcTeed npoAaykT chabpxa 354 mg (win 15 mmol) Harpuit Ha 100 ml moa ¢opmara Ha HOpManHa
cont. Jla ce vma npeBU/ NPH MALMEHTH HAa MeTa ¢ KOHTPOJIUPAH [IPHEM Ha HATPHH.

3. KAK CE JABA AMUMKAIIUH B. BPAYH 2,5 MG/ML, !

Awmnkanus b. Bpayn 2,5 mg/ml, $ : “ ce Mnpuara 4ypes KarnkoBa HHQY3Us TUPEKTHO BLE BEHa
(uHTpaBeHO3HA HHDY3Us). C’BI['Bp)KaHPIeTO Ha efiHa 6yTHIIKa ce npuiiara 3a nepuos ot 30—-60 MUHYTH.

Bammusr JICKap i€ onpeaciy rnoaxoadinara 3a Bac 10o3a. CJICIIHI/ITC JAO3H CC€ U3NOJI3BAT YECTO.

Jo3npane NpH NanHeHTH ¢ HOpMaaHa 6LOpeuna pyuxnus

e Bwo3pacTau # roHomy Han 12 roauny (¢ TenecHo terno Hax 33 kg):

Ob6uuaiinara 103a e 15 mg amukauus Ha kg tenecno terno (TT) Ha 24 yaca, pasgeiieHa B 2 paBHU 103H:
7,5 mg Ha kg TT Ha Bceku 12 yaca
MoxeTe Aa noryunTe MakCHMYM 10 1,5 rpama Ha J€H 3a KpaThbK MEpHOJ, aKo UMa abCoMIOTHA
Heo0XO0JUMOCT OT TAKHBAa BUCOKHM JI03M H TOraBa lie ObJeTe BHUMATEIHO H HEMPEKBCHATO
NpOoC/IeBaHH 10 BpEME Ha JIEUEHHETO.
OO61I0TO KOJTMYECTBO aMHKALIMH, KOETO MOXETE Aa MOyYHTe MO BPeMe Ha LAJIOTO JIEUeHHeE, HAMa 1a
HaJBUUIM 15 rpama.

e HosopojieHH, MaJIK{ [€1Ia U Jiella Ha Bh3pact

Enunnyna nuesHa no3a amukauuH 15-20 mg/kg unu nosa 7,5 mg/kg Ha Bceku 12 uaca.

e Jlo3a 3a HOBOPOJCHH:
Hauannara noza e 10 mg amukauma Ha kg TT u 12 yaca no-kecHO 7,5 mg amukanuH Ha kg TT.
JleuenueTo npoawikaea cue 7,5 mg amukanuu Ha kg TT Ha Bceku 12 yaca.

o JHosupaHe npu HeroHOceHH Hebera:
7,5 mg amukauus Ha kg TT Ha Bcexu 12 yaca.

Toga, obaue, He € IPUIOXKKUMO 3a MAI[HEHTH ¢ OTCIabeH UMYHUTET, OBOpEeYHA HEIOCTATHYHOCT, KHCTHYHA
¢ubposa, Boaa B KopeMa, Bh3NajieHHe Ha BbTpelIHaTa OOBHBKA Ha CHPLIETO, OOIIUPHH U3rapsHus (oBeye
ot 20 mpoleHTa OT KoXaTa), NallMeHTH B Hanpe/HaJa BB3pacT U Npu OpeMeHHOCT.

IIponbmkuTeTHOCT Ha TEYEHHETO

OOGUKHOBEHO LIIE MOJyYUTE JICUCHHE ¢ aMUKaLMH 3a 7—10 qHHM, a [0-NpOABJDKUTEHO — CaMo B CIIy4aH Ha
TEXKa U ycnoxkHeHa uHbeknus. OOMKHOBEHO JIEYSHUETO BH Lie NposiBu edekT B pamkute Ha 24 no 48 yaca,
B IIPOTHBEH CITydaii MOXKe Ja e HaJIOXKH JIEKapcTBOTO BU J1a 6bJ1e CMEHEHO.

HuBara Ha aMHKalLIMH B KPBHBTa BH LIC ObaT BHUMATEITHO npocjeadaBalHd v 103aTa BHU 1€ O6b1e BHUMATEJIHO
KOpHUIrHpaHa I10 BpeMe Ha JICHCHHETO.

Jlo3npaHe npu NanHEeHTH ¢ HapymeHa 6L0peyna pynkuus
AKo uMaTe HapyuieHue Ha GpOpeyHaTa QyHKLMSA, HABOTO HAa aMHKALMHA B KPBBTA BU U QYHKLIMOHHPAHETO

[MTaupeHnTHTe Ha XEMOOUAIN3a WIM MIEPUTOHEATHA HAJTH3a nonyanaT enHa nosa/c ﬁmn%nm\g{&
HOPMAJTHOTO KOJIMYECTBO Ha AKTHBHOTO BEILECTBO B KPas Ha AHAIM3HATA npouen)(pa \



ITaueHTHTE B HanpeqHAaa BB3PACT MOXKE Aa €€ HY)KAAAT OT [MO-HUCKH J03HM aMHKALMH, B CPaBHEHHE C MO-
MJIaZiMTe TIALMEeHTH, 3a Jia ce MOCTHIHAT TepaneBTHYHHM I1a3MeHH KOHLIeHTpauuy. Bamara 656peuna
¢$byHKUHSA We Obae npelleHABaHa BUHATH, KOraTo € Bb3MOXKHO, H 103aTa BY Ile Obje KOpUrHpaHa, ako e
HeoOX0auMO.

ITanueHTH C TEXKKO 3aATIHLCTABAHE

IIpu Te3u naiuMenTH A03aTa ce U3YUCIISABA CIIOpPe]] HICATHOTO TeJIeCHO Terno mmoc 40 npoueHTa
JIOIBJIHUTENHO Terio. [To-KbcHO A03aTa BU MOXe Aa Ob/ie KOpHI'HpaHa B CbOTBETCTBUE C HUBATA HA
aMHUKalliHa B KpbBTa BU. MakcuManHata f03a e 1,5 g Ha neH. O6uyaiiHaTa npoXb/KUTEIHOCT Ha JISUEHHETO
e 7 no 10 gun.

IlamuenTH ¢ BoJa B KopemMa
Moske na ce gaBaT MO-BUCOKH JIO3H, 3a JIa C€ MOJy4aT aJIeKBAaTHH HHUBA B KPBBTA.

AKO cTe NOIYyYn/IH mOBeYe OT HeoOXoaumara n03a Amukanu B. Bpayn 2,5 mg/ml, 5 mg/
ITpenosupaneTo Moxe Ja MPUYKMHH YBpexKaaHe Ha OBOpelluTe U Ha CIIyXOBHTE HEPBH MM OJIOKHpaHe Ha
MycKynHaTa ¢yHKUHA (napaiu3a). B Takee ciayvaii nHQy3usTa Ha aMUKaLMH TpOBa Ja ce crpe. Y puHHaTa
eKCKpeLus e Oble yBenHUYeHa, 3a 1a Ce OTCTPaHH aMUKALlHHA OT KPBBTA BH, aKO € HeOOXOAHMO.
JIOIbITHUTETHUTE MEPKH MOXKEe []a BKJTIOYBAT JHATTM3HH NMPOLIEAYPH HIIH, IPH HOBOPOAEHH, 0OMsHA Ha
KPBBTA, Npeay 2 ObAaT OpUNOKEeHH TaKUBa MepKH TpsAOBa Aa 6b/Jie MOThPCEHO EKCIIEPTHO MHEHHE.

3a oTcTpaHsABaHE Ha Mapaju3upalys edekT MoXke Aa ce U3MOoN3BaT KaluuesH conu. [Ipu nuxatenna
fapaansa Moxe Ja € Heo0xoauMa MexaHH4YHa BEHTHIALnA.

AKO UMaTe HAKAKBH JHOITBJIHUTEIHK BBIPOCH, CBBP3aHH ¢ ynoTrpebara Ha TO3U MPOAYKT, MOJIs MONUTaNTe
Bamus nekap unu gpapmanesT.

4. BBHB3IMOXHH HEXEJIAHH PEAKIINN

Kaxro Bcuuku nekapctBa, AMukauuH b. bpayn 2,5 mg/ml, 1l Moxke J1a IpeAM3BHKA

HEXEJIaHH peaKIiH, BBIIPEKH Y€ HE BCCKU 'Y NTOJTyYaBa.

INpu onpesiesieHH YCIOBHS aMMKALIMHEBT (@ ChLIO ¥ APYTH MOJOOHH BELIECTBA) MOKA3BaT TOKCHYHH €PeKTH
BBPXY CIyX0OBUsA HepB H OpOpenure. BrGpedHo yBpe)xxaane ce Hab/o1aBa HEUECTO IIPU NMALMEHTH, JIEKYBaHH
C aMMKaLlMH, H OOMKHOBEHO OT3BYYaBa CJI€/l CIIHpaHe Ha MeAMKaMeHTa. B noBeyeTo ciiyya yBpeKIaHETO
Ha OBOpelrTe € CBBP3aHO C NIPEKAJICHO BUCOKA 1033 WK NPOABILKHMTENHO JICYEHHE, BEYE CHIICCTBYBALIU
6BL6peYHH aHOMAJIMK HITH € CBBP3aHO C APYTH BELIECTBA, KOUTO CHLIO HMAT yBpexaaul €PexT BbpXy
6u6peumte. HesxenanuTe peakliii MOTAT B Fo/IsAMa cTeneH Aa 6baaT u36erHaTH upe3 CTPOro cra3saHe Ha
npeanasHuTe MEpKU M BHUMATEJIHO I03MpaHe B ChOTBETCTBHE C YKA3aHUATA.

HexxenaHnure peakiMHi, KOUTO MOTaT [a C€ JB/DKAT Ha JICYEHHETO, Ca M30POEeHH MO-0/y CopeX
abcomoTHata UM vectoTa. Yectorure ce AedUHMUpPAT KaTo:

MHoro yecTH: 3acsrar noeeve ot 1 norpeburen Ha 10
YectH: sacarat 1 go 10 norpeGurenu Ha 100
Heuectu: sacarar 1 1o 10 motpeGurenu va 1 000
Penxu: sacsrar 1 o 10 norpeburenu Ha 10 000
MHoro peaxu: 3acArat no-majiko orl norpeburen na 10 000

HewusgecTHu: OT HAJIMYHHTE JAHHHU HE MOXE a 6’1:116 HarpaBcHa OLICHKa Ha: 'JQQT QTaf]: <




Creanure HexeJIaHH CHLOHTHS, KOHTO MOTAT /12 Bb3HUKHAT CaAMO PSIIKO, MOXKeE /1A €A CEPHO3HH H Aa
HaJIaraT He3a0aBHO JiedyeHue:

- PeaKkIMK Ha T€XKKa OCTPa CBPBXIYBCTBUTENHOCT (JIEPru4HH) C HIOK

- rIyxoTta

- AMXxaTeNlHa apanu3sa

- ocTpa 6B6pedHa HeJOCTaTHYHOCT

Hpyrute crpannyHu edekTH ca:

Heuecmu cmpanuunu epexmu:

. 3aMasiHOCT, CBETOBBPTEXK.

TpenepeHe Ha ouure.

Ilym B ymuTe, 3ariabXBaHe Ha YHIMTE, HAPYLIEH CIIyX.

YyBcTBO 3a MpuiIonIaBaHe.

VBpeskaaHe Ha onpeleieH: YacTH Ha 6b0peka, HapyleHHe Ha 6b0pevyHaTa GyHKUKA.

Peoxu cmpanuunu ecpexmu:

° JonbsaHuTeHa MHQEKIYS WM KOJIOHU3auus (C pe3UCTEeHTHH MUKPOOH HITH APOKIeoA00HH re0H)
. AGHOPMHO HHCBK Gpoii Geni WM YepBeHH KPbBHU KJIETKH WIM KPBbBHH IUI0YKH, MOBULIEH Gpoii
oIlpe/iesIeH THII OeT KPBBHH KJIETKH (€03MHO(UIIN).

Peaxuun Ha CBpBXUYBCTBHUTETHOCT (Q1I€PrUYHH peakLMHu), KOXKEeH 00pUB, ChbpOex, KOTIPUBHA TPeCcKa.
Hucko HMBO Ha MarHe3us B KpbBTA.

I'naBo6omnme, MUrpeHa, U3TPBIBaHE, TPeIiepeHe.

Hwucko kpbBHO HansArase.

Ilotuckane Ha JUIIAHETO.

IIpunomagane.

CrasHa 60sKa.

IloumaBaHe Ha TeMmepaTypaTa, CBBEP3aHO ¢ MEIMKAMEHTA.

[ToBumIeHO HUBO B KPBBTA Ha HAKOH €H3MMH, KOUTO CE€ HAMUPAT B YEPHHA ApoD.

Mnozo peoxu cmpanuunu egpexmu:

Peakups Ha Teskka OCTpa CBpBXUYBCTBHTENHOCT (ajlepruyiHa peakuys) ¢ oK (M30JIMpaHH CIyvaH).
I'myxora (M3051Mpany ciyyan).

JlyxarenHa napanuza (M30IMpaHu CiIy4an).

bnokvpaHe Ha MyckynHarta GpyHKLHS.

Texko 6B0peuHO yBpexaaHe, ocTpa 6b0peyHa HelOCTATHIHOCT.

Heuzsecmuu:
o AneprudHy peakiii KbM BCHYKH BEIIECTBA, KOUTO Ca CXOJAHH C aMHKaLIUH.

AKO HAKOS OT HEXKEJIaHUTE JICKApCTBCHH PE€AKIIUU CTAHE CCPHO3HA WIN 3abenexure APpYryu, HCONMUCAHHU B
Ta3u JIMICTOBKA HEXKEJTaHU peaKLMH, MOJII YBEAOMETE Balllki JICKap.

5. KAK JJA CBXPAHSIBATE AMUKAIIMH B. BPAYH 2,5 MG/ML,

Jla ce cpxpaHsBa Ha MACTO, HEOCTBITHO 32 JAcLa.
He uznonspaiite AMukamus 2,5 mg/ml, , crnen U3THYaHe Ha CpoKa Ha MOAHOCT, IIOCOYEH
Ha OyTHJIKaTa U BbHIIHATA KyTHA, CPOKBT Ha rOJHOCT C€ OTHACA A0 MOCHE HHS IICH ,o'fﬁo%rsgmm MecelLl.
To3u nekapcTBeH NPOXYKT He H3UCKBA CIIELIMAIHHU YCJIOBHA Ha ChXPaHEHHE. : f N

Hudy3uoHHMsT pasTBop TpAOBa 1a ce U3MONI3Ba BeHAra.
Camo 3a eIHOKpaTHa ynorpeba.




HsxebprieTe Lienus HEU3MOM3BaH Pa3TBOP.

JlexapcTaTta He TpsOBa fa ce U3XBBPIIAT B KAHATHU3ALMATA WK B KOHTEHHEPA 32 HOMALHH OTNAAbLIH.
[Monuraiite Bamms papmaleBT Kak Ja YHHIIOKHTE HEHY)XHHUTE BU JIeKapcTBa. Te3u MepKH e CIIOMOrHaT 3a
ornasBaHe Ha OKOJIHaTa cpeja.

6. JOIbJHUTEJIHA HHOOPMAILUAA

Kaxso cbabp:ka Amukanun B. Bpays 2,5 mg/ml
- AKTHBHOTO BeLECTBO € AMHKALIFH.
1 ml or Amuxkauun B. Bpayn 2,5 mg/ml HH(bysHoueH pa3TBOp CHABPAKA 2,5 Mg AMMKALIMH, MO
¢dopmara Ha AMHKaUUH cyndar.
1 6ytunka ot 100 ml ceappxka 250 mg AMHKauHH. :

- Hpyrure cpcraBku ca;
Hatpnes xnopun, Harpues xuapokcua (3a pH kopurupase), Boaa 3a HHKEKLMH.

Kak m3rnexna Amukanun B. b aﬁ?f 3 IEITEI] 1 KaKBO ChABPKA ONAKOBKATA
AwmukaiyH B. Bpayn 2,5 mg/ml, § mg/ml HpeIICTaBJISIBaT mubyznormn pasTBoOp, T.€. TE CE
IPHIIAraT KaTo KallkoBa MHQY3HUS Npe3 Malka TphOHUYKa M KaHIOJa, IOCTaBEHA BbB BEHA.

Te npeacrapnasar npo3payHH Oe3LUBETHA Pa3TBOPH.

Ilpennarat ce B monueTwieHoBH OYTHIKH OT 100 ml,
‘HocTaBsT ce B onakosku oT 10 u 20 6yTuikn.

He Bcuuky BUIOBE ONIAKOBKU MOTaT Aa ObJaT NMycHaTH B poaaxoa.

IIpuTelkaTes Ha pa3peLIeHHETO 32 YHOTpeta n NPOH3BOAMTE

B.Braun Melsungen AG
Carl-Braun-Strasse 1
34212 Melsungen, I'epmanus

TTomeHcku aapec
34209 Melsungen,
I'epmanus

Tenedon: +49/56 61/71-0
®akc: +49/5661/71-4567

HAHMEHOBAHNA:
ABeTpus:
Amikacin YES 2,5 mg/ml Infusionslésung



Amikacin YES 5 mg/ml Infusionslésung
Amikacin YES 10 mg/ml Infusionslésung

Bearns:

Amikacine YES Pharma 2,5 mg/ml
Amikacine YES Pharma 5 mg/mi
Amikacine YES Pharma 10 mg/ml

Benukxo6purannn:

Amikacin 2.5 mg/ml solution for infusion
Amikacin 5 mg/ml solution for infusion
Amikacin 10 mg/ml solution for infusion

T'epmanusn:

Amikacin YES 2,5 mg/ml Infusionslésung
Amikacin YES 5 mg/ml Infusionslésung
Amikacin YES 10 mg/ml Infusionslésung

I'npuns:

Amikacin B. Braun 2.5 mg/ml
Amikacin B. Braun 5 mg/ml
Amikacin B. Braun 10 mg/ml

Ecronns:
Amikacin B.Braun 5 mg/ml
Amikacin B.Braun 10 mg/ml

Hranun:

Amikacina YES-Pharma 2.5 mg/ml soluzione per infusione
Amikacina YES-Pharma.5 mg/ml soluzione per infusione
Amikacina YES-Pharma 10 mg/ml soluzione per infusione

JlaTBusa:
Amikacin B. Braun 10 mg/ml §kidums inflizijam

JIutBa:
Amikacin B. Braun 10 mg/ml Infuzinis tirpalas

JlroxcemOypr:

Amikacin YES 2.5 mg/ml Infusionslésung
Amikacin YES 5 mg/ml Infusionslésung
Amikacin YES 10 mg/ml Infusionslsung

Ionma:
Amikacin YES 5 mg/ml Roztwér do infuzji

IlopTyraans:

Amikacin B, Braun
Amikacin B. Braun
Amikacin B. Braun

CnoBakus:
Amikacin YES 2.5 mg/ml infuzny roztok




Amikacin YES 5 mg/ml infazny roztok
Amikacin YES 10 mg/ml infizny roztok

YHrapns:
Amikacin B. Braun 5 mg/ml Oldatos infazi6
Amikacin B. Braun 10 mg/ml Oldatos infazié

Ppannus:
AMIKACINE YES PHARMACEUTICAL DEVELOPMENT SERVICES 2, 5 mg/ml, solution for infusion
AMIKACINE YES PHARMACEUTICAL DEVELOPMENT SERVICES 5 mg/ml, solution for infusion
AMIKACINE YES PHARMACEUTICAL DEVELOPMENT SERVICES 10 mg/ml, solution for infusion

Yexus:

Amikacin B. Braun 2.5 mg/ml
Amikacin B. Braun 5 mg/ml
Amikacin B. Braun 10 mg/ml

JaTta Ha nocjeqno opo6penue na aucropkara {MM/TTTT}.

CJ'ICZ[HaTa I/IH(I)OpMaI_II/Iﬂ € IIp€aAHa3HavYcHa caMoO 3a MEJMIIMHCKH WIH 3JIpaBHU CHICHHAJIUCTH.

HecpBMecTHMOCTH .

Awmuxkauys b. Bpays 2,5 mg/mi, ‘ _ ca roToBM 3a ynotpeba ¢popmu 1 He TpsAOBa J1a ce
CMeCBAT ¢ HUKAKBH JAPYTH JIEKapCTBEHH NPOIYKTH, a TpAOBa JJa ce Impuiarar OTAEIHO, B ChOTBETCTBHE C
NpENopBUUTENIHATA 032 U METO/I 3a MPUJIOKESHHUE.

o HukakBB HAUMH aMUHOTIMKO3HIUTE He OHBa 1a € cMecBaT B MHH(}Y3HOHEH pa3TBop ¢ GeTa-nakTaMHH
aHTUOHMOTHLIM (Hamp. NEHHULIWIHHHY, UedaToCIOPHHHM), Thil KaTO TOBa MOXeE Aa AOBEAE 10 XHMHYHO-(PU3UIHO
JeaKTHBHUpaHe Ha J00aBeHU aHTHOUOTHK.

H3BecTHH ca XHMMYHH HECBBMECTHMOCTH ¢ aM(OTEpULIMH, XJIOPOTHA3HIH, EPUTPOMHLIMH, XEMapHH,
HUTPOQYPaHTOUH, HOBOOGHOLMH, ()eHUTOHUH, CyaanasuH, THOIEHTOH, XJIOPTETPaLUKIHH, BUTaMUH B n
ButamuH C. AMUKalIMHBT He TpAOBa Ja ce cMecBa MpeABapUTEIIHO C T€3H JICKapCTBEHH IIPOAYKTH.

JleakTUBHpaHETO, KOraTo C€ CMECIT AMUHOTJIUKO3UAM U OeTa-TaKTaMHU aHTHOWOTHIM, MOXE Ja
NepcUCcTHpa U KOraTo ce B3eMaT MpoOH 3a onpeeNsHe Ha CEpyMHHUTE HUBA HA aHTUOMOTHLIMTE U MOJXKE [1a
JIoBeJie 10 3HAUMTEITHO MOJLIEHABaHE C IPELIKHU IIPH JO3UPAHETO U, BIIOCIIEACTBUE, PUCKOBE OT TOKCHYHOCT.
[Tpo6ure Tpsa6Ba na ce 06GpaboTBaT GBP30 U 1a ce MOCTABAT B Jie/ MM Aa ce fobaBu 6eTa-nakTamasa.

Cpok Ha roJIHOCT

Heomeopen:
3 roavHwU.

Cpox na 2o0nocm no epeme Ha ynompeba (cned omsapaue):
Ot MHKPOGHOJIOrHYHa TJ1€JHA TOYKa NPOAYKTHT TpAOBa fa ce W3MO0J3Ba He3abaBHO. AKO HE Ce M3M0I3Ba

He3a6aBHO, CPOKBT 3a CHXPaHEHHME N0 BpeMe Ha yrnoTpeba u ycJIoBUsTa NPeH yIoTpea.ca OTTOBOPHOCT Ha
noTpeGHUTENA U HOPMAJTHO He Guxa GHITH MO-MPOABIDKUTENIHH OT 24 yaca nppo 2a:8RCY 7, N

CrnenuaiHy Ipearna3sHi MEPKH IIPH U3XBBPISHE U APYro MaHnnynl(ipg}l‘:i

CaMo 3a efHOKpaTHa ynoTpebda.



H3xBbprieTe nenus HeM3noN3BaH pasTBop.
PastapsneTo/paspesnaneTo Tps6sa Ja ce H3BBPILBA B acenTHUHHU yctoBus. [Ipeu npriokenue Pa3TBOPBT
Tp6Ba 1a GbJe OrienaH 3a YaCTHLM U MPOMSHA B LIBETa. Pa3TBOPBT TpibBa a ce W3MON3BA CAMO, aKO ©
NPO3paYeH H He ChIbPrKa YACTHIIH.

Hudopmanus 3a cexpaneHue
Bwxre Touka 5 ,,Kak ce cbxpaHsBa AMMKanuH®

Haunx Ha npunoxenue
Bwxre Touka 3 ,,Kak ce maBa AMuKaimu®,

EOSI/IQOBKa

Buxre Touka 3 ,,Kak ce naBa AMukanmH®..

WHbysrnonnu o6eMu npH MaLMEHTH C HOPMAIHA PeHaTHA QyHKIUA:

JlosupoBka mg Ha kg TenecHo terno |

TenecHo Terno

IAmikacin 2.5 mg / ml (100 ml = 250 mg)
2.5kg | Skg | 10kg | 12.5kg 20kd 30kg 40kgl SOkg 60ke 70kgl 80k 90kg 100kg

Amikacin
B mg

7.5 7.50 | 15.00 |30.00 37.50] 60.00; 90.00{120.001150.001 180.00 210.00{ 240.00{ 270.00{ 300.00jml
15 15.00 | 30.00 |60.00 75.001120.00{ 180.00{240.001300.00] 360.00] 420.00{ 480.00{ 540.00{ 600.00|
20 20.00 | 40.00 |80.00 | 100.00{160.00 240.00{320.00400.00{ 480.00] 560.00{ 640.00{ 720.00{ 800.00

TenecHo Terno

IAmikacin 5 mg/ ml (100 ml = 500 mg)
2.5kg | kg | 10kg |12.5kg| 20kg 30kg 40k% Sokg_ 60ke] _70kg] z;oncg]r 90kg] 100kg

Amikacin
B mg
7.5 375 | 7.50 | 15.00 | 18.75[30.00| 45.00] 60.00] 75.00 90.00| 105.00( 120.00{ 135.00( 150.00mi
15 7.50 | 15.00 | 30.00 | 37.50160.000 90.00{120.00| 150.001 180.00] 210.00 240.00| 270.00| 300.00)

20 10.00 | 20.00 | 40.00 | 50.00180.00) 120.00{160.00[ 200.00{ 240.00| 280.00( 320.00| 360.00{ 400.00

TenecHo Terno

Amikacin 10 mg / ml (100 ml = 1000 mg)

2.5kg | kg | 10kg |12.5kel 20ke 30kel 40kgl 50kg 60ke 70kg 80kg 90kg 100k

Amikacin
B Mg
7.5 1.88 3.75 | 7.50 9.38/15.00f 22.50( 30.00 37.50/ 45.00( 52.50] 60.00] 67.50 75.00ml
15 3.75 7.50 | 15.00 | 18.75/30.000 45.00{ 60.00 75.000 90.00{ 105.00{ 120.00[ 135.00] 150.00f
20 5.00 | 10.00 } 20.00 | 25.00140.000 60.00{ 80.00( 100.00] 120.00] 140.00{ 160.00] 180.00 200.00

TounocTTa Ha no3upane ce moxobpsara, ako AMukaimH b. Bpayn 2,5 mg/ml,
UH(]Y3HOHEH Pa3TBOP ce rnpuara ¢ HHGy3UOHHA MOMIIA.

Tosa e roropa 3a npunoxxenue ¢opmyiia, KOATO He OMBa Ja ce pa3peKaa Mpeau MpHT ' M%T"QQ\

camo 3a eJHOKpaTHa ynorpeba. PRy i’%
" S b G 0

3a na ce usberHe npefo3npane ocobeHo NpH Jela, TpAbBa a ce u3bepe Hak-noaxoA ’

KOHLECHTpalusl.




