Jucropka: nHpopManHd 32 NAUHEHTA

Amukanun Kaon 5 mg/ml undysnonen pasTeop
Amikacin Kabi 5 mg/ml solution for infusion
aMHKaLMH (amikacin)

IpoueTeTe BHHMATEIHO NAJIATA JIHCTOBKA, NPEAH 2 3aN0YHETE AA HIMOI3IBATE TOBA

JIEKApPCTBO, Thil KATO TA CHALPXKA BakHa 32 Bac RHpopManns.

- Jarnaszere Ta3M TMCTOBKA. Moxke Aa ce HaloXH Jia A NpoveTeTe OTHORO.

- AKO MMaTe HAKAKBH JOMBIHHTENHM BBIPOCH, nonuTaiite Baiuvs nekap, ¢papmauerT Wiy
MeHLIMHCKA CECTPA.

- ToBa NekapcTBO € NPEANUCcaHo NHyHO Ha Bac. He ro npeorcrbnBaiite Ha Apyry xopa. To moxe
/1a UM HaBpEJH, HE3aBHCHMO Y€ NpU3HauMTe Ha TAXHOTO 3alonaBaHe ca chluMTe Kato Bammure.

- AKO MONyuMTE HAKAKBH HEXXENAHM IEKapCTBEHH peakLMH, yBeioMeTe Batuns nekap,
dhapmaueBT MM MEOMELMHCKaA cecTpa. ToBa BKNIOYBA H BCHYKH BB3MOXKHH HEXKE/IAHH PEaKUHH,
HEOMMCAHH B TA3H JHUCTOBKA. BUxKTe TOUKA 4.

KakBo chabpxa Ta3K JHCTOBKA!

1. Kaxso npeacrasnssa AMukaurH Kabu ¥ 3a KakBO ce U3IO
2 Kakeo Tpa0Ba fa 3Haere, npeayn aa npuemere AMykaumi K
3. Kak na npuemare Amukauud Kabn

4. Bb3MOXKHH HEKEJTaHH peakLHH
5
6

M3NLAHKTENHA ATEHUWR NO NNEKAPCTBATA

Kax na cpxpanasare AMukauud Kabu
CbabpkaHHE Ha ONMAKOBKATA W AOMBIHUTENHA HHPOPMALIHS gRI AP AR

llirlm iiiiiiiiiiiii

1. Kaxso npeacraBassa AMukanni Kabu 1 3a kakBo ce n3n0/138a

AmukaLiH Kabu cbIbpika akTHBHOTO BelecTBO aMHKaunH. Tol NMpUHALIEeXH KbM Ipyna AeKapCTea,
Hape4YeHH AaHTHOHOTHLIM, KOETO 03HA4aBa, 4e Te CE M3MOJI3BAT 32 NIEYEHHE Ha TEXKH HHPEKIUHH C
6aKTepHH, KOMTO MOraT Aa ObaaT yOuTn oT aMHKauuH. ToBa JiekapcTBO NPUHAMJIEKH KbM rpyna
BELIECTBA, HApEUEHH AMHHOTJIMKO3ZHAH.

Bue moxe na nonyuvte AMukaunH Kabu 3a neueHne Ha ClieIHUTE ChCTOAHHA.

- Wndekuunu Ha Genute qpoboBe ¥ AOAHHTE JUXATENHH MBTHILA, KOWTO Bb3HHKBAT MO BPEME Ha
GONHKYHO JleueHH e, BKJIIOUHTENHO BbTpedonHruyHa nHeBMOHKA (BbI1) v BeHTHNaTop-acourupana
nHesmoHuna (BAII),

- YcnoxHeHU HHeKnMK Ha Ob0peLnTe, NHKOYHHTE MBTHILA U ITUKOYHHUS MEXYD

- VcnoxkHeHu nHdeKIHH B KOpeMHaTa 00/1acT, BITIOUHTE/THO BB3NAICHHE Ha NICPUTOHEYMa

- Hudekuvu Ha KoXKaTa A MEKHTE ThKaHH, BKIIIOUHTEITHO TEXKH H3rapaHns

- BbaxTepuanHo Bp3NaNeHHe HA BbTpeLuHaTa 0GBMBKa Ha CHPLETO (CaMO B KOMOMHALINA C IPYrH
AHTHOMOTHLH).

AmukanuH Kabu Moxke ¢bllo Ja Obe U3NoN3BaH H 3a JICUCHHETO Ha NMALMEHTH C BB3NAJIUTE/IHH
NpOoLIECH 110 LAJIOTO TAMO, KOMTO B3HHKBAT BbB BPB3Ka C, HIIH C€ MOLO03HPa, UE Ca CBBP3aHH C KOATO H
Aa e OT HHEeKUHHUTE, H3OPOEHH MNOo-TopE.

2. Kakso Tpsi6Ba aa 3HaeTe, npeaH Aa npuemere AMukanuH Kadn

He Tpn6sa na Bu ce npaiara AMuKkanun Kaou

- aKo CTe aJlepruyuHi KbM aMUKaUWH WM KbM HAKOA OT OCTAHAJIMTE CHCTABKH HAa TOBA
(u30poeHu B TOUKA 6),

- axo CTe anepruyHH KbM APYr# NofoGHM BelLeCTBa (ApYrH aMHHOTIIHKO3HIH).

IIpeaynpexKIeHHA H NpPeANa3HH MEPKH
losopere ¢ Bawua nekap, GapMalesT niu MeAWLIMHCKA cecTpa, npeau aa Bu Obae
AmukaunH Kabu.



['oBopeTe ¢ Bawua nekap, ako UMmare:
- Obbpeunn npobiemn,

- npobieMH cbe clyxa,
- MYCKYJIHO WY CBBP3aHO ¢ HEPBUTE 3ab0/IABaHe, KaTO HapUMeEp CNELMPHYCH BHI MYCKYHA

cnabocT, HapeueHa MHMAcTEHWs FPaBuC,

- bonect Ha IlapkHHCOH,
- Beue cTe OWAM JEKYBaHHU ¢ APYT aHTHOHOTHK, NoA0DEH HA aMHUKALMH.
Bawwust nekap 1e o6bpHe clielManHo BHHMaHHE, aKO HAKOE OT H3DpOEHHTE € HAJTKLIE.

- ako Bue wnu ynenose Ha BaleTo cemMelcTBO UMaTe OOJIECT, AbJDKALA C€ Ha MUTOXOHApHAaTHa
MyTaLms (reHeTyuHa Oonecrt) wiM 3aryba Ha cayx B pe3yiTaT Ha aHTHOMOTHYHO fleueHue, Bu
cbBETBaMe Ja yBeaoMuTe Bawus nekap uau gapmauest, npeau Aa By ce npunoxar
AMWHOTJIUKO3HAH; ONpee/eHH MUTOXOHAPHAJIHY MyTallMK¥ MOTarT [a fIOBHILAT PUCKa OT 3aryda
Ha CyX NPH NIEYEHHUE C TO3U NPOAYKT. BalwuuaT nekap moxe Aa npenopbya reHeTHHHO
M3C/ICABAKE TIPEAH NMPHUIIOKEHHNETO Ha AMHKALIMH Kabu.

BanusaT nekap uie oObpHe CHILO CIIELHAITHO BHHMAHHE, aKo CTe Ha Bb3pacT 60 Win noBeye roAnHH,
MJTH aKo cTe 00e3BOAHCHH (MMaTe HEJOCTHUT Ha BOAA B TAJIOTO).

BaiusT nekap e Bu Habaiozasa 1o BpeMe Ha A€UEHHETO, KaTO TOBA BKIIIOYBA:

- 6uOpeuHa pyHkuMsA, 0cobEeHO aKo cTe Ha Bb3pacT 60 WU noBeye roguHK K umare 6bopeyHu
npobiemu,

- CNyX,

- KPbBHHW HMBA Ha AMHKAUWH, NMPHU HEOOXOJHUMOCT.

JIHeBHHMTE 103M LlIe ObJaT HaMaleHH WHIH e 64 YABIKEHO BPEMETO MEXKAY AO3HTE, AKO C€
MOSBAT MpU3HAUK Ha ObOpeuHH Npobnemu unn ako 6vOpeyuHuTEe NpOLIEMH ce BIOWIAT. AKO
6BOpeUHHAT Npobiem CTaHe CEPHO3EH, NPHEMBT HA AMUKaLIMH KabH e Obae cripaH.

JleyenuneTo ¢ aMMkaluMH TpAOBa Aa e CNpe ChUI0, AKO CE MOSABH WYM B YUIMTE WK CE€ pa3BHe 3aryda
Ha CIIyX.

3a na ce M30erHe pUcka orT yBpexaaHe Ha Bamdre Ob0peny, CnyxoB HEPB U MYCKYJIHA QYHKLIHA,
nevyennetro ¢ AMukauud Kabu He TpaOBa aa npoabmkasa noseve o1 10 gHM, ocBeH ako BallUAT nekap
HE CMETHE TOBa 3a HEODXOAMMO.

[To BpeMe Ha siedenueTo wwe By 6bae ocurypeH noctarbueH NpHeM Ha TEYHOCTH.

AKO MO BpEME Ha XUPYPruyecKa onepauus cTe nooeHH Ha NpoLEeaypPH ¢ NPOMMBAHE HA PaHH C
Pa3TBOPH, ChABPXKALLKM aMHKALIMH UK NO100EH Ha Hero aHTHOHOTHK, TOBA Lie ObAE B3ETO MPEABH

NMpH ONPCACNAHC HA Baurara no3a aMHKailus.

Jeua
HeoOxoaumo € ¢blo BHUMAaHKE, KOraTo ToBa JICKAPCTBO CE 1aBa HA NPEXASBPEMEHHO POACHH WIH

HOBOpoAcHH OebeTa, Mopaau He3psUTOCT Ha OBOpeLMTE MPH TE3H NALKEHTH.

JdApyrn nekapcTea 4 AMUKauun Kadn
Tpabea na kaxkere Ha Baiuud nekap wnu hapMaLeBT, ako NMPHEMATE, HACKOPO CTE NPHEMAITH HITH €

BBE3IMOXKHO Aa NpUeMaTE IPYIHd JICKApCTBA.

YepexaaulnaT ebekt Ha AMukauuH Kabu sbpxy On0peunTe H CyXOBUsA HEPB MOXe Ja
yBEJM4YEH MPH U3N0J3BaHe HA CNCAHUTE JICKapCTBa:

— APYTrH aHTHOUOTHYHU BElIEeCTBA, NOAODOHH Ha aMHUKaLWH;
— NPYTH BELIEeCTBA, U3MOI3BAHM 3a JICYEHHE Ha HH(])el{uHH KaTo 6aumpauun a c@




(0cODEHO B C/IyyaH Ha Be4e ChLUIECTBYBALLO OBOPEUHO YBpEKAGHE),

— BELLECTBA. MOTHCKALLM HEXKENaHU HMYHHH Peakunu: UMKIOCNOPHH, TAKPOIHUMYC,

— Obp30AeHCTBALLH IEKAPCTBA, NOBUIIABAILK YPHHAPHHA MOTOK: GYpPO3eMHI HITH €TAKPHHOBA
KhcenrHa. Moxe Aa Bh3HUKHE HeoOpaTUMa ryxoTa;

— 6uchocdosaTi (M3NON3BAHK 32 IEUEHUE HA OCTEONOPO3a U NOACOHH 3ab0NABaHUA);

- TUaMUH (BUTamMuH B 1), Thii KaTo TOH MOXe 21a 3aryOH €peKTHBHOCTTA CH;

— MHAOMETALUHH (TTPOTHUBOBB3INAIUTENIHO JIEKAPCTBO CPELLY Tpecka, 00JKa, nojlyBaHe W CKOBaBaHe
Ha ctasuTe). ToBa MOKe Aa YReNMYH KoaudecTBoTo AMUKauuH Kalbu, koero ce abcopbupa npu

HOBOPOAEHU bebdeTa.

TTpHAOKEHHETO HA U3OPOEHHUTE BELLECTBA 3aeHO ¢ WiK cneal AMukauuH Kabu Tpabsa na ce n3bdarea
AOKOJKOTO € Bb3MOKHO.

Korato Amukauus Kabn Tpabea aa ce koMOUHMpa ¢ TAKMBA BELLUECTBA, CAYXBT U OBOpeYHaTa
GyHKUMA 11e ObAaT NpocieAsBaHH MHOTO YECTO M BHUMATENHO. B cny4ak Ha ynoTpeba Ha AMHKAUHH
Kabu eqHoBpeMeHHO ¢ Obp30eHCTRAILM JIeKapCTBa, NOBUILIABALIH YPHHAPHHUS NOTOK, L€ Obae
npocneassaH Bawuna BoaeH danaHc.

Tpabea na 6bae 0ObLPHATO BHUMAHHUE U HA CIEIHUTE JIEKAPCTBA:

AxecTe3ns ¢ METOKCHGIYpaH:

AHRecTe3nonorsT TpaAdBa Aa Ob1e YBEAOMEH, aKO CTE€ NPHEMAJIH HJIH NIpHeMaTte aMHKallHH KK
noaoOeH aHTHOMOTHK IIPEAN aHeCTe3na ¢ METOKCUGNYpaR (ras 3a aHecTe3us), KaTo u3bArsa aa
M3M0J13Ba TOBA CPEJCTBO, ako H300110 € BL3MOKHO, ITOPaJH MOBUILEH PHCK OT TEXKKO YBPEXKAAHE Ha

OBOpeLHTE U HEPBUTE.

EaHoBpeMEHHO NeYEHHE ¢ AMUKALIMH M pPelakCHpatld MYCKYIAaTypaTa JICKapcTea (Hanp.
d-TyGoKypapuH), IpYry CpeacTra, JeHCTRAIUU KAaTo Kypape, O0TYJHHOB TOKCHH WK ra3oBe ¢
HAPKOTUYHO ACHCTBUE, HANP. XAJIOTaH:

B ciyuait Ha XMpyprudHa onepauus, aHecTe3HONA0rbT € HeoOXxoaUMOo 1a 6bae HHGOPMHpPaH, aKo CTe
OMIIM JIEKYBAHU ¢ aMHKallHH, Tbil KATO CHIUECTBYBa pUCK DlIOKanarTa Ha HEpBHATa ¥ MyCKYy/HaTa
(YHKLMS Aa CTAHE MHOTO NO-CHJIHA.

B cnyuaii, ye 6bae nNpead3BUKaHA HEPBHA U MYCKYJIHA 6/10Kaia OT AMHHOTIIMKO3H, TS MOXE 13
NpeThpnH OOPaTHO Pa3BUTHE ¢ H3MOI3BAHE HA KAILHEBH COJIH.

[1py HoBOpOAEHH, MpuemMallth AMukaudH Kabu, HUBOTO Ha JIeKapCTBOTO B KPLBTA LIE OBLAE
BHUMATEJIHO KOHTPOMHUPAHO, aKO €JHOBPEMEHHO C€ Mpuiara UHAOMETallHH, 3all0TO HHAOMETALHH
MOXe Ja J0Bee A0 MOBULLIaBAHE HUBATA HA aMHKAaLIMH B KPBBTA.

Hpyru aHTubUoTHIIN:
JleueHue B KOMOMHALMSA € MOAXOASALUH AHTHONOTHLMN MOXKE 3HAYUTENTHO Ja YCHIH e(PUKACHOCTTA Ha
JIEYEHHUETO.

DpeMeHHOCT H KbpMene
AKo cTe 6peMeHHa UM KbDPMHUTE, CMATATE, Y€ MOXKE J1a cTe OpeMEHHA WIIH IUIAaHHpaTe OPEMEHHOCT,
NocbBETRANTE ce ¢ Baiuus nekap uiin dapmalleRT npeau ynorpedara Ha TOBa NekapCTBO.
bpeMeHHOCT

AKo cte 6pemenHa, Baiuuar nekap we By npeanuyuie Toea 1ekapcTBO, CAMO aKO € NPELCHUIT/a, Ue €
abCONMIOTHO HANOKHUTENHO.

KbpMeHe

Bounpeky, ue npy kbpMaueTa € MaJIKkO BEPOSATHO aMUKaLIMH Ja NPEeMUHE 11pe3 yepBara, BawuaT nekap
BHHUMATEIIHO L€ NIPElIeHH JaNH KbPMEHETO WIH JICYSHHETO ¢ aMUKALIUH TpabBa na Obae
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Amurkanund Kabu ceabpxa HaTpHH

Tosa nexapctso chanpxka 1 77/354/708 mg HaTpuii (0OCHOBHATa CHCTaBKa Ha FOTBapCcKarTa/Tparie3Ha
con) B 50/100/200 ml. Tora e expusanenTHo Ha 8,85/17,7/35,4 % OT npenopbYHTENHUA MAKCUMANIEH
AHEBCH XPAaHUTENEH NMPUEM HA HATPHUH 3a BBL3PacTEH.

3. Kak 1a npuemate AMuxkaunt Kadon

Amukanun Kabu ce npunara upes kankosa HHQy3us AMPEKTHO BB BEHA (MHTPaBEHO3HA HHQY3UA).
[IpoaALMKUTENHOCTTAa HA HHPY3UATA MOXKE Aa NpoaAbkH Mexay 30 u 60 MUHYTH.

Balusat nekap we onpeaenu noaxoasuata 3a Bac noza. Odu4aifHO M3N0A3BaHUTE A03H Ca CICIHHTE:

[lanneHTH ¢ HOpMaaBa 0bOpeyna pyHkuuUA

Buvzpacmuu u wonowu na 12 u nogeye 200urnu (meaecno mez2no nao 33 kg).

O6uuaiinara 103a € 15 mg amukauuH Ha Kg TenecHo rerio (T.7.) 3a 24 yaca, KosTo MOKe Aa ce
MPUIIOKH BEIHBXK JHEBHO WK pa3fieNieHa B 2 paBHU J03u: 7,5 mg Ha kg T.T. Ha Bcekd 12 vaca.
MoskeTe 12 NOy4HTe MakCUMYM 710 1,5 rpama Ha [eH 3a KpaThK NEPHO, aKO MMa abCo0THA
HeOOXO0AHMMOCT OT TaKHBa BHCOKH A03H (Hanp. »KHUBOTO3acTpallaBauld HHPEKLIHK WA UHPEKLIHH,
NPUYMHEHU OT ONpeAeNneHU BUI0BE DaKkTepHH, T.C. Pseudomonas, Acinetobacter unu
eHTepoBaKTepHH) U Toraea e 6bAeTE BHUMATENHO W HEMPEKBCHATO NPOCAEAsiBaHH MO BpeMe Ha
JIEYEHHETO.

OO10TO KOJKUECTBO aMHKALIMH, KOETO MOXKe J1a NTOJYYUTE 110 BPEME Ha LAJIOTO JIieYeHHe, HaMa aa
HaABHLIU 15 rpama.

Vnompeba npu xepmavema, maixku oeya u oeya (4 ceomuyu 0o 11 2oounu).
FEavHuyHa aHeBHa Jo3a aMMkauuH 15 1o 20 mg/kg 1.1, unu no3a 7,5 mg/kg 1.1. Ha Bcexu 12 4aca.

Hosopooenu (0 0o 27 onu).
Hauannata fo3a e 10 mg amukaunH Ha kg T.T. u 12 yaca no-xkbeHo 7,5 mg amukauuH Ra kg T.1.
JleueHreTo NpoabHKaBA CbC 7,5 Mg aMHKauWH Ha kg T.7. Ha Bcekd 12 yaca.

Heoonocenu nosopooenu.
7,5 mg aMMKaUHH Ha kg T.T. Ha Bceku 12 yaca.

Creyuanuu nonyaayuu

[IpunaraHe BeqHBLK AHEBHO HE C€ MPENOPbYBA NPH MALMEHTH C OTCIIa0EHA UMYHHA CHCTEMA,
6B6peuHa HeIOCTATBYHOCT, KHCTO3HA (HHOpPO3a, Boja B KOpeMa, Bb3NaleHHe Ha BbTPELUHAaTa OOBHUBKA
Ha ChpPLETO, MACUBHU U3rapaHus (Haa 20 npoucHTa OT KoXaTa) U rpH OpEMEHHOCT.

[ManueHTH ¢ 650peuHn npodaeMu

AKO UMare HapyweHne Ha 6b0peynaTa PyHKUMS, HIBOTO HA aMHUKAIIMH B KpbBTa Bu n 610peunara
Bu ¢pynkuua me 6baar HabnrogaBaHy BHUMATENTHO H YECTO, 38 1a Obe aAeKBAaTHO KOPHIUpaHa
n03aTa aMHKanvH. BalinsaTt nekap 3Hae kak Aa U3YMCIIH JO3UTE, KOWUTO LUE MOTYUYHTE.

Hayuenmu, nodnedcawy Ha XemMoouQIU3A WU REPUMOHEARHA OUARU3A
[Ipn Tax ce npuaara NOJOBHHATA OT HOPMAITHATA [103a B Kpas Ha JHATH3HATA l'lpDLIE,IIypH.
[lanMeHTH B CTApHECKA Bb3pacT f e
[Tpu nalyeHTH B cTapyecka Bb3pacTt OsOpeyHaTa dyHkUUA Moxe Aa Obae HaMman aﬁ?»amam
O61rOpeuHa dyHkuma e 6bae olICHABAHA MPH BCAKa BL3MOXHOCT M Bawara 103
KOPHFUPaHa, ako € HEOOXOAUMO.,

[TalMeHTH ¢ TEXKKO 3aTNhLCTRBAHE




[Tpu T€3M MaLMEHTH A03aTa ce ONpeaens cnopea TeOpPeTUHHO HACATHOTO TeJECHO Terno mmoc 40 %

OT CTOWHOCTTA Ha HAJAHOPMEHOTO Terjo. [1o-kbcHo Balarta ao3a Moxe Ja Obae KOpUrvpaHa B
CbLOTBETCTBHE ¢ HUBATA HA AMUKALIMH B KPLBTA. Makcumandara 1o3a e 1,5 g va nen. ObvuaiiHara

NMPOABILKUTENHOCT Ha JieueHueTo € 7 0o 10 aHk.

flaiiMeHTH ¢ BoAa B KOpeMa
Morar Ja ce npuiarart no-BMCOKH Q03U € LIEJ [MOCTUraHe Ha aJlcKBaTHH HUBA HA IEKAPCTBOTO B

KpBHBTA.

[TpoABLIKHTENHOCT HA NEYEHHETO

OOMKHOBEHO 111€ MONYYHTE TEPANKA C aMUKALHKH B MpoaAbkenue Ha 7-10 auu, camo B cayyaH Ha
TEXKKH U YCIIOKHEHH HHPEKUHH, T MOXE Aa MPOABLIKK No-AbAro. Edekt ot nedenneTo 06HKHOBEHO
l1e ¢€ MPOSBH B paMKUTE Ha 24 1o 48 yaca, B NPOTKHBEH Cllyyad MOXe Ja ¢€ HAJIOXKH CMSHA Ha

JIEKApPCTBOTO.

KpLBHHTE HUBA HA AMUKALMH LIe 0BbAAT BHUMATENHO NIPOCNEASBAHU MPH BCHUYKH MAlUEHTH, HO
0COOEHO NPH NallHEHTH B CTAPYECKA Bb3pacT, HOBOPOAEHH, NALIHEHTH ChC 3aTIBCTABAHE W NALHEHTH
¢ ObOpeUHH NpobieMu UK KMCTO3HA GUOpOo3a, kato Balara Ao3a uie ObAe BHUMATETHO KOPHIrHpaHa

B X0/1a Ha TepanusATa.

AKo cTe MOJAYYHJIH [ToBeYe OT HeoOXoauMaTa 1032 AMHKanHH Kabn

AKO MHCIIHTE, Y€ CTe TIPHEH TBbPAe roJIAMO KOJHYECTRO OT TOBA NEKAPCTBO, MOJIA HE3a0aBHO
uHhopmupaiiTe Balusg jexap HIH MEAULMHCKA CECTpa.

[TpenosupaHeTO MOXKE Aa NPHYUHY YBpexKaaHe Ha ObOpelnTe U Ha CIYXOBUTE HEPBH UJTH 1A TOBEJIE
no 6nokajga Ha MyckynHarta GyHKUMa (napanu3a). B To3u cayyail uHdy3msTa Ha aMuKkauuH TpabBa 1a
Ce TMpeyCTAHOBH.

AKO UMaTe JOMbAHUTENHH BLIPOCH OTHOCHO ynoTpebaTta Ha TOBA NEKApCTBO, NnonuTaiTe Baims
nexap, ¢apMaleBT WK MEIMUHHCKA CECTpa.

4. BL3MOKHHN HEKE/IAaHH PeaKuHH

KaxkTo BCHUYKH nekapcTBa, TORA JIEKAPCTBO MOXKE Jla MPEAU3BUKA HEKETAHH PEakLIMH, BLIIPEKH Y€ He
BCEKH I'H MOJTyYasa.

[Ipu nauuenTHTe, nekysanu ¢ AMukauuH Kabu ca HabnrogaRaHH TOKCHYHH €EKTH BBPXY CyXOBHUS
HepB K 0BOpeunTe. Te3u Hexenanu egekTH MoraT aa ObaaT u3derHaTu A0 ronsimMa CTeNEH Kato
NexapaT CTPHKTHO CNazBa Npeana3HuTe MEPKM M BHUMATEIHO CIE/IBa JO3UPOBKATA ChIIaCHO
MHCTPYKUKHTE. BawnsaT nekap e Bu HaOnioaasa 3a HanMyre Ha KOHTO W [a € OT [IPH3HALIMTE 32

TaKrBa HCXKCIIAHH pCaKLIMH.

AKO 320€J1eKHTE HAKOH OT CJACAHUTE TCKKH HEXeJJaHH peaKkiHH, He3a0aBHO ce CBbpKeTE ¢

Bamus nekap:

Muoro peaku (MoraT aa 3acerHart a0 1 Ha 10 000 ayiuu)

~ MOAYBAaHE Ha JIMLETO, YCTHHTE UM €31UKa, KoxkeH 0OpUB, 3aTPyAHEHO AULIAHE, T KaTO T
MoraTt na ObaaT NPU3HALM 3a alleprydHa peakums

— LIYM B YIDMTE WK 3aryda Ha ciyx (ryxoTa), AMXaTenHa napanmla

— 6bOpeyHy NpobaeMH, BKIIOYMTENHO HaMalIABaHEe KOJJMUECTBOTO Ha OT/ie/ieHa ypuHa (ocTpa
OBOpedHa HEAOCTATBYHOCT)

o
JIpYrn HeXXeIaHu peaKllHH: / w‘i“ﬂi’fiﬂ{}
Heuectn (Morat aa 3acerdar f10 |1 Ha 100 ayuin) ﬁﬁ/’ ﬁﬂ*: :H
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. AONBIHUTETHA UHGEKLHSL HITH 00pasyBaHe HA KONOHUH (OT KJIETKH Ha pﬂBHé(l‘%{'i‘Hﬁm{ﬁHHl-ﬁd .
MHKpOOpraHu3MH (ApoXxaH), HapedyeHH Candida) \ ﬂ e
N o5
5 el




. IHYM B YIUMTE, MOBULIEHO HANIAraHE B YUIUTE, CJIYXOBH IIpo0JIeMH
. rajicHe
. yBPEXAAHE Ha OfpeAeNeHH YacTH oT 6bOpeka, npobnemu B ObOpeynara hyHKUHA

Penku (Morat ga 3acernart Ao 1 Ha | 000 ayuin)
. HEHOPMAaJIHO HUCKH HHRA Ha el WK YepBEeHHU KPbBHHU KIIETKH MY TPOMOOLUTH, YBETHUYEHO
KOJMUYECTBO Ha OMnpeaesicH Tun 0eNu KPhBHU KIeTKH (€03MHODHNH)

aepruauyiy peaklmi, KOXKeH O0pUB, CbpOexXK, KONPHBHA TPECKa

HKCKO HABO H& MarHe3nH B KpLBTA

rnasobonme, MUrpeHa, H3TPBNBAHE, TPENEPEHE

CAEMoTa WK ApYry npolsieMH cbe 3peHHeETO BH

HUCKO KPbBHO HANAraHe

NMOTHCKAaHE HA AMLLAHETO

NOBPbLUAHE

cTaBHa OOnkKa

MOBULIABAHE HA TEMIIEPATYPATa, CRbP3aHO C NPWIOKEHHETO Ha JIEKAPCTBOTO
NOBULIIEHH HHBa B KPBBTa Ha YepHOAPOOHK €H3UMH

MHoro peaxu (Morat aa 3acersar a0 1 na 10 000 ayim)
° OMOKHpaHe HA MYCKYJTHATA PYyHKLMS
. TEHKO OBLOpEeUHO yBpeKIaHE

C HeusBecTHa yecTOTa (OT HATHYHHUTE JaHHH HEe MOoXe Aa Obae HAaNpaBeHa OUEHKA HA YecToTaTa)
. anepruyHy peakuuH KbM BelllecTBa, NoA0OHM Ha aMHUKalMH (AMMHOTJIHKO3HIH)

Crobmasane HA HeXKeJIAaHK pPeaKIHH

AKO NONYUYKTE HAKAKBH HEXKENAHU JIeKapCTBEHM peakuuy, yeeaomere Bawud nexkap, papmauesT KM
MeHLIHHCKA cecTpa. ToBa BKAHOUBA BCHYKH Bh3MOXHU HEOIMHCAHH B Ta3H JIHCTOBKA HEXEIAHH
peakUHH.

MoskeTe CBHIO Na CHOOILUUTE HEXKEJTAHM PEAKLUUH JHPEKTHO Upe3 HAlLlMOHATHATA CHCTEMA 32
cbobniaBate. Kato ¢1»0o011aBaTe HEXKETAaHKU peakiiui, MOXETE 1a AaJIeTe CBOA NPHHOC 3a NoJlyYaBaHe
Ha nose4e HHQOpMalua OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapPCTBO.

HM3nbaHUTEIHATA areHUMs o JIeKapCcTBaTa:
yn. ,,JJaman ['pyes® Ne 8
1303 Codus

Ten.: +359 2 8903417
Yebcait: www.bda.bg

S. Kax 1a chxpaussare AMukanus Kaou
Jla ce cbXpaHsBA HA MACTO, HEAOCTHIIHO 34 Aclia.

He u3non3saiite ToBa NEKAPCTBO CJIE] CPOKA HA IOJIHOCT, 0TOENN3aH BbpXy OyTHAKAaTa U KapTOHEHaTa
onaxoBka. CpOKbT Ha F'OJHOCT OTroBapsa Ha NOCNECAHHUA IE€H OT NOCOYEHUSA MECELL.

Tora JICKApPCTBO HE H3HWCKBA CACLHANHH YCIOBHUA HA ChXPAHCHHL,

Cpox na zoonocm no gpeme Ha ynompeba (ceo RopeORAYAIHO amﬁapﬂﬂe/pmpemdmw)ﬂ*-'*-- "
XuUMHYHaTa 4 (PHU3HUHA CTAOUITHOCT Ha rOTOBMS 3a ynorpeba NpoAyKT ca 10Ka3aHM @%&H‘ﬁﬁh‘ ) D

N
Temneparypa 25°C unu 2 no 8 °C. ‘5 B OFIANY
2 I “n -
/ I i . f .:-:‘] \
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Ot MUKpOOHOJIOrHYHA IIeIHA TOYKAa NPOAYKTHLT TPAOBA na ce M3Moi3Ba Helabas r;mu HE ce -

H3MON3Ba He3a0aBHO, BPEMETO U YCJOBHATA HA ChXPAHEHHE NPEAU ynoTpeoda ca




norpeGuTens v He Tpsbea na Ovaat noseue ot 24 yaca npu 2 a0 8 °C, OCBEH aKO HA4MHBT Ha
OTBapaHe/paszpexaaHe HE € U3BbPLIEH NIPH KOHTPOJIMPAHHU H BAIMAMPAHHN ACENTHUHH YCNIOBHS.

He u3xshpnsiire nekapcTraTa B KaHANU3aUMATA HIIH B KOHTCHHEPA 32 JOMALIHH OTNaAbLH.
MNonuraitte Bawua hapmanesT kak /1a U3XBLPAATE NEKApCTBATa, KOUTO Beve He W3nonssare. [e3u
MEPKH llie CIIOMOrHAT 32 ONa3BaHEe Ha OKONHATA cpeja.

6. CohabpxaHHe HA ONAKOBKATA H A0NLJIHATEIHA HHpopManusg

KakBo cbabpxa AMHKannn Kaon
AXTHBHOTO BEUIECTBO ¢ AMUKALIUH.

Bcexy ml HHGy3HOHEH pasTBOP ChAbpKA 5 mg aMUKaumH (oA ¢opmara Ha cydar).
Beaka 6ytwika ot 50 ml cvabpxka 250 mg amyukaumH.

Beaka 6ytunka ot 100 ml cpabpxka 500 mg amukauyH.

Beska 6ytunxa ot 200 ml crabpxka 1 000 mg amukauuH.

JIpyruTe ChCTABKM Ca: HATPUEB XJIOPHA, XJIOPOBOAOPOAHA KHCEINHA (3@ KOpuMrupaHe Ha pH), HaTpHeR
XHUApOKCHA (3a KkopurupaHe Ha pH), Boja 3a HHXEKIUHH.

Kak niraexaa AMukauud Kadbn u KakBo ¢ChALPKA ONMAKOBKATA

Amukauun KaGu e undysuoneH pa3Teop, T.e. npuiara c€ Upe3 Kankoea MHQY3Hs npe3 Majika
TpbOHYKA WK KaHoNna, NOCTaBeHa BbB BEHaTa.

[Ipencrarnsra GUCTHp, O€3UBETEH BOASH pasTBOP.

OnaxoBku: 10 x 50 ml, 10 x 100 mi 1 10 x 200 ml nudysznoner pasTsop.
He BcrukH BHI0OBE OMAKOBKKH MOTaT ta Obl1aT MyCHATH Ha nazapa.

IlpuTexaTesa Ha pa3pelIeHHETO 3a ynorpeda

dpezennyc Kadbun brarapus EOO/]
yin. An. JXengos 1, eT. 6, an. 37
1113 Codusa, brarapus

Ilponzsoanren

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

99-300 Kutno
[lomuoa

Topa J€KapCcTBO € pa3pelleHo 3a ynoTpeda B AbP:KABHTE — “IeHKH Ha EBponeiickoTto
HKOHOMHYECKO MPOCTPAHCTBO NOJ CI¢AHHTE HMEHA:

Amikacine Fresenius Kabi 5 mg/ml oplossing voor infusie
benrus Amikacine Fresenius Kabi 5 mg/ml solution pour perfusion
Amikacine Fresenius Kabi 5 mg/ml Infusionslésung
bbarapus AmukaupnH Kabu 5 mg/ml undy3sHoHeH pa3Teop
Kunbp Amikacin/Kabi
Yewxka penyOinnka Amikacin Fresenius Kabi
["'epMaHus Amikacin Kabi 5 mg/ml Infusionsiésung
[Mpuus Amikacin/Kabi // N kfF ;5*'-:-
duunanaus Amikacin Fresenius Kabi 5 mg/ml infuusioneste, liug$ < &
dparUKs AMIKACINE KABI 5 mg/ml, solution pour perﬁmdh 2{ |
YHrapus Amikacin 5 mg/ml oldatos infiizid %-;— ':_ A ]
Hpaanaus Amikacin 5Smg/ml solution for infusion 1{\'* :a.. o .,x« /.
\\ji? DI h‘*":.::’/ |
7 B ant et



Ilomwa Amikacin Kabi
[TopTyranus Amicacina Kab
CnopeHus Amikacin Kabi 5 mg/ml raztopina za infundiranje
CaoBakus Amikacin Fresenius Kabi 5 mg/m]
Mcnanus Amikacina Kabi 5 mg/ml solucién para perfusion
LlIBeuns Amikacin Fresenius Kabi
Ob6eanHeno kpancteo | Amikacin 5 mg/ml solution for infusion

JlaTa Ha noc/ieaHO npepasraexaane Ha aucropkara: (5/2024

[Tocodyenata no-a0ay HHGOPMAaLIHUS € NpeaHa3zHayeHa camo 3a MEULMHCKH CNEUHaNHCTH:

HechbBMECTUMOCTH

Amukauuns Kabu e rotosa 3a ynorpeba ¢opma n He TpabOBa 1a ce€ CMeCBa ¢ HHKAKBH ApPYrH
neKapcTBeHU NPOAYKTH (C M3KIIoUeHHe Ha n30poeHuTe Nno-a0ay), a TpaOBa na e npunara
CaMOCTOATENHO, B CbOTBETCTBHE C NIPENOpPHLYBAHATA 1034 U METO/ HA MPUITOKEHHE.

ITpy HUKAKBM CITyuau aMUHOTJIMKO3HAMTE He TpabBa 1a ce CMeCBaT B HH(PY3UOHEH pa3TBRop ¢ OeTa-
NaKTaMHHA aHTHOKOTULM (HaMp. NEHULKHIMHU, UeanoCnOprHHHU), T KaTO TOBA MOYKE 1A NPHYHUHH
(hHU3MKOXHMHYHA WHAKTUBALMA Ha 100aBEHMs aHTHOHOTHK.

HUzBecTHH ca XHMHYHH HECHBMECTHMOCTHU ¢ aM(OTEPUUIMH, XJIOPOTHA3H/H, EPUTPOMHULIMH, XENIAPHH,
HHUTPOdYPAHTOHUH, HOBOOUOLIMH, GEHUTOWH, cyndaanasuH, THONEHTOH, XJI0PTETPALKKINH, BUTAMKH
B u Butamui C. AMHKALHH He TpaOBa aa ¢e€ CMeCBa NPEeBAPHUTENHO C TE€3U JIEKAPCTBEHHU NPONYKTH.

MHakTHBYPAHETO, HACTBIIBALLO MPH CMECBAHE Ha AMHUHOTIMKO3MAM U DeTa-nakTaMHH aHTHOHOTHLM,
MO3Ke [1a MEPCHCTHPA ChIIO KOraTo ce B3eMar NnpoOH 3a onpeaensHe Ha CEpPYMHHTE HUBA Ha
AHTHOMOTHLIMTE M MOXKE /12 NaJe 3HAYUTEIHO NO-HUCKU PE3YITATH, C TPEIIKH NMpH N03HpOBKaTa U
PUCK OT nocieasaiua TokcuyHocT. [1pobute Tpabea na ce obpaboTBaT OBp30 M Aa C€ NOCTABAT B JIEA
uny 1a ce nobasu bera-nakramasa.

CnelManiy npeAna3Hyi MEpKU MpHU U3XBBHPJgHe U paboTa
3a egHOKpaTHa ynotpeba.

HeuznonigaHuaT pa3TBop TpAOBa na ce U3XBLPIIN.

PaspexcnaHeTo TpaOBa Aa ce U3BLPILU NPHU aceNTHYHU yenorus. Ipeau npunoxeHue pa3TBopsT TpsabBa
ga Oble mpoBepeH BH3YalHO 33 HaJM4ME HA YacTHIM M MpomsHa B usera. PasteopbT TpabBa na ce
M3N013Ba, caMo aKo € BUCTLP U 6€3 HATHYHUE HA YACTULM.

AmukaurH Kabu e cbBMECTHM ¢ M3OpOeHUTE 110-101Y UH(Y3IUOHHH Pa3TBOPH:
- PuHrep pastBop

- PUHrep nakrat pasTeop

- Hatpues xnopua 9 mg/ml (0,9 %) urxeKunoHeH pasTeop

- ['nroko3a 5 mg/ml (5 %) HHXXEKUHOHEH pa3TBOP

- ['moko3a 10 mg/ml (10 %) nHxxkekuHoHeH pa3TBOp

HMHdopmaliysa OTHOCHO ChXPaHEHHE
Buxre Touka S “Kak ga cbxpaHsBaTe AMuKaunH Kadu*

HauuH Ha NPHUIOKEHHE
Buwxre Touka 3 “Kak aa npuemare AMukauuy Kadbn®

Jlo3upoBka
Buxre Touka 3 “Kak na npuemare Amukauud Kabu™




Amukanud Kabu e npeaHazHaueH caMo 3a MHTPaBEHO3Ha ynoTpeda; NpoIb/KUTEIHOCTTA Ha
nHY3IHATA MOXKE Aa NPOABIKH OT 30 10 60 MUHYTH.

Hudy3ronny oO6eMH Npy NaLUKUeHTH ¢ HopManHa ObOpedHa GyHKIHA:

[1o3a mg na kg 1enecHo 1erao
TenccHo Terno
Amukaunn 5 mg/mi (100 ml = 500 mg)
25kg | Skg | 10ke [12.5ke]20ke 30kg 40kl sSOkg 60kgl 70kg B0kg 90kg 100 kg
AMHKAUMH B
mg
7.5 3,75 7,50 | 15,00 | 18,75 30,000 4500 60,000 7500 90,000 105,00 120,00 13500 150,00ml
0 500 | 10,00 | 20,00 [ 2500 40,000 60,00 80,04 100,00 120,{](1 140,000 160,000 180,000 200,00
15 750 [ 15,00 | 30,00 | 3750060000 90.00 120,000 150,000 180,000 210,000 240,000 270,000 300.00
20 10,00 { 20,00 | 40,00 | 50,00 80,000 120,000 160,00 200,000 240,00 28(},{)[11 320,00y 360,00 400,00

TouHOCTTa HA JO3MpAHE € NO-BUCOKa NPH npuiaraie Ha AMukauud Kabu nudysunoHeH pa3Tsop ¢
HHGY3UOHHA TOMNA.

MHCTPYKIIUK 3a paspekIaHe

[Ipy neauaTpHYHHU ALIUEHTH MOXE 0a € NPENMOPbhUMTENHO pa3pexaaHe Ha AMUkauuH Kadu.

3a na noayuyuTe pasTBOP ¢ KOHLEHTPaLUs Ha aMMKaUKMH 2,5 mg/ml, korkpeTHOTO KONn4yecTBo (B ml) oT
Amukauus Kabu 5 mg/ml 3a xenanara no3a, Tpabea na ce 106aBd KbM MAEHTUYEH 00€M OT HAKOH OT

[OCOYEHHTE NMO-rope BUAOBE UHPYIHOHHH Pa3TBOPH.

Ilpu neaAMaTpUYHUTE MauUeHTH HHYy3HaTa TpaOBa aa npoab/ky 1 no 2 yaca.

Mudysuonnu obeMH Ha pa3speaeH AMHKauuH 2.5 mg/ml pa3Teop:

lo3a mg Ha kg TenecHo Terno
TenecHo Terno

PalTBOp aMHKalHH, pa3peacH Ao 2,5 mg/ml

2.5 ke 5kg 10kg [12,5kgP0Okg BOkg MOkg [S0kg [60kg [70kg [BOke [BOkg [100 kg
AMHKALHH
B mg
7.5 7,50 15,00 | 30,00 (7,50 60,00 0,00 |120,00 |150,00 [180,00 210,00 240,00 270,00 300,00 mi
10 10,00 20,00 | 40,00 150,60 (380,00 [120,00)160,00 200,00 240,00 280,00 320,00 60,00 400,00
IS 15,00 3000 | 60,60 175,00 (120,00}180.,001240,00 300,00 360,00 420,00 U80,00 540,00 600,00
20 20.00 40,00 | 80,00 100,00 (160,00 240,00320,00 400,00 480,00 (560,00 |640,00 720,00 IEU{J,{JU

JleyeHwve NOpH npeao3xupaHe
B cnyuaii Ha npeao3upaHe WIH TOKCHYHY peakUuuH, HHQY3UATA Ha aMUKaLKH TpaOBa aa ce
MPEeYCTAHOBH H aKO € HEOOXO0AMMO, MOXKE 1a ¢€ NPHIIOKH PopCcHpaHa AUy pe3a, 3a Aa Ce YCKOpH
OTCTPAHSABAHETO HA AMUKALMH OT KpBBTa. IlepyToHeanHara Ananysa uiu XxeMoaHanu3aTa Moxe Jia
NOMOTHAT Ja ce €IMMHUHHUpPa AMHKALIMH, KOHWTO CE€ HATPYIBa B KPbBTA. XEeMOHANH3AaTa € M0~
eeKTHMBHA 3a OTCTPAHABAHE HA aMHKALHK OT KPBbBTA OTKOJIKOTO NEPHTOHEATHATa 1HATH3A.
ITpu HoBOpOAEHH MO3KE 1a ce COMMCIIH M3TO3BaHe HA OOMEHHA TPaHC(PY3Hs, KaT
ce IIPUCTBIH KbM Ta3zu MApKa, TpAOBa Aa Oblie MOTBPCEHO EKCIEPTHO MHEHUE. //
3a HeyTpalu3HpaHe Ha Kypapu3upalllui egeKT ca MOKa3aHU KaIUMEBH COJH.
Mmapann3a MOXe a € HeOOX0AUMO H3MOJ3BAHE HA MEXAHUYHA BEHTHUNALHA.




