Amikacin 5 mg/mL
25 kg 5kg| 10 kol 125 kgl 20 kg kg 40kg

Hudng din s dung thude
AMIKACIN KABI

wbc nay chi ding theo don thube.
xa tam tay tré em.

Doc ky hudmg didn sir dyng trinée khi diing.

THANH PHAN CONG THUC THUOC

Thanh phén hoat chét mdi chal 100 mL du
ng dich chura 500mg amikacin (dudn dang amikacin sulfat)
Thanh phén té dupe. natri clorid, ackd hydrocloric, natri hydroxid, medrc ph(a ném

DANG BAOChE 3

Dung dich tiém

D’:m gucrg tgong bng mau

Rl Ang 85 thAm théu 270 - 330 mOsmol/kg -
CHIDINH

Aolkacin Kabi duoc chi djnh 88 didu tri cac bénh nhidm khuln nang sau Gy & ngutilom va trd em (bao gdm cA tré
SO snnh khi cac khanq snnh khéc khbng phu hop (xem ph lvc hoc

nDaclin
thb nﬂk?\‘;ﬁgd B 1O hilp duOr el bnh vien pao gom viém phgu bénh vién (LAP) va viém phdi lién quan dén
g it nidu cb bién C’“’“Q va tal phat bao gbm cA viém bé than,

- m khu§ln bién chimg phuc
- ¥m khuln da a cA tin h&huTn m nhném khudn vétbdng,

- Vném mac nmém kh { du ¢ khang sinh khac)

Didu tr| bén nhbn bj nhidm khu n huyét c ién quan oéc nghi ngdr c6 lién quan dén bt ky bénh nhidm khuAn ndo
duorc dt ké & trén

Can xem xé! huémg din chinh thire vé vide st dung khang sinh hop ly

LIEU DUNG, CACHDUNG

Lieyu dung
Amtkacm Kabi thudng duroc sur dung
hm qué trén phd vi khuan gap phal tron%benh nhiém kh

va cach s dun amukacm phu thudc dang k vao
bénh nhAn Né&n xem xét hu%ng din didu tri tal dja phucmg

| nhtém khudn va tinh trang
Bénh nhan c6 chuc néng tha

inh th
w vamanhheunenz_g ngmémm
ang ménoom blnh

'T'g MT%%MM&SN %% % 12 b

ng dugcvurotqua 1 Tron bénh viém no m mac va sit gjam bach cAutrung tinh, nén
dungl u dudi dang hai lan mdi ngay. do khon d
T _&q_smmrémawa e ggm Ao 1) ‘gu EL & liéu dé hd trg cho vide dung mo an &1 ngay.

u khuyeén cao dugmxfmg tinh mach (tém truyén hnh mach cham) & tré em co chire ndng than binh thudng |4

1520 mg/k gay. 15-20 mg nga 113n; hoac g mdi 12 gi&r. Trong bénh vigm ndi tam m
;ﬁ :6 n?Ot %a u mmg tinh, nén dung lgéu durdn dang hal Ign moi ngéy do khOng du dor lidu GL W cho V'SC

két hop v cac k an smh lhich hop khac dé phat huy

Ié ntr)uo gg la gmmgfk molk

| U na an dau ' ‘
vr‘\f%c linh durc doag Bogy 20 14 18 7,5 mg/kg mdi 12 gi& (xem phéin Canh bao va than rong khi ding
' Sin

u khuyen cao & tré sinh non 14 7,5 mg/kg mdi 12 gi¢r (xem phAn Canh bao va than trong khi dung thubc va Dic

tinn dugc ddng h
Thé tich dich n & bénh nhan cd chirc ndng than binh thudng:
Lidu lrong mg trén kg thé trong

Thé trong

S kg| 60kg| 70 kg | 80 kg

Amikacn T

mg
—#

*f
75 | 375 7.50|1500] 1875 | 30,00| 45,00| 60,00 75,00| 90,00 | 105,00[ 120,00] 135,00] 150,00] L

10 5,00 | 10,00 20,00 25,00 | 40,00| 60,00| 80,00 (100,00 120,00| 140,00 160,00| 180,00| 200,00

90 kg | 100 kg

15 | 7.50(15,0030,00| 37.50 | 60,00 90,00( 120,00 15003]180 210,00 240,00{ 270,00] 300,
20 | 1000|20, 40,001 50,00 | 80,00 120,00 160,00] 200,00 240.%280,00 320,00( 360,00 400,00

t?eommut‘hé?c cua liéu luong durgre cdi thign néu dung dich amikacin 5 mg/mL dugc dung a8 tidm truy&n bing bom

6| da hang ngdy

u amikacin hang ngay dya trén trong lugng co thé, do d6, lié i ~
khi cb Iy e khac ng i6u t6i da ciing phai dyra trén trong luong co thé trr

Trong truém nhiém mghuén de doa tinh mang va/hodc nhiém khuln do Pseudomonas, Acinetobacter hodc
Entembadena héu co

phai du-ovc theo doi lién tyc.

armnog kKhac cdoé
Do yéu cau diéu chinh li rnghlg
trung ti tlnh than

tang lén 1,5 g mdi ngay nhyng khdn duoc ding trong théi gian dai hon 10 ngay va
'gw duqc vuot qua tong lidu t %n da cho nggu'dn %n lég15 q; viéc diéu tngbang
dua vaotinhtoan nay

ngéy khdng khuyén cao dung amikacin cho bénh nhan sét gidm bach cau

T
2 thdn gian diéu trj nén Guoc gidi han trong 7 dén 10 ngay, mélhuoc vao mirc 46 nghiém trong cua nhiém
khu n. Tmn cactreongh nhoém khuan nang va bdi nhié m |dieu tri bang amikacin da qua 10 ng g nén danh
14 lai sy phu hop cla viec didu trj véi gmlkacm vl viéc tiép tyc diéu tri doi hoi phai theo ddi ndng do amu cin huyét

nh, churc nang than, thinh giac va tien dinh
Bé&nh nhan bj nhi kh n do cac ching vi khuan nhay cam sé dap g véi diéu trj trong vong 24 dén 48 gid voi

ché 46 lieu lrgng khuyén cao Khi khéng thay dap irng 14m sang trong vong ba dén ném ngay nén xem xét ligu

hap ay lh
%n danh gla (rc nang than khi bat déu di u tn va nén danh gia lai djnh ky trong suﬁt thei gian diéu trj.
Vnec theo d6i nong dd amukaan khuy n @to dac biét & tat ca bgnh nhan, vé dac biét &
ia tré so smh bénh nhan béo l va nht‘mg dzuy than hodc xo nang. Nén theo ddin n dd amikacin
huyét thanh vao ngay thir hai thu ba sau Ué diéu tr va sau d6 hal lan mé&i tuan va sau khi thay dbi
%(_em phan Canh bao va than trong M3u mau duorc lay vao cudi khoang cach liéu (ngng dg day)
90 ph(t sau khi két thic Uém tru do dinh treéng hcrp dung nhiéu liéu mdi ngay, ndng

:gtbn dugc vuot qua 30 - 35mscrogam/m ?pr?a‘gnhéhcn 10 microgam/mL. Doi v |chédon umOt

y. nén xem xét cac hudmg dintaidia phuvng vé theo dbi nbng 46 thuéc trong huyét thanh.

a

B
ﬂéﬂlﬂ%&dﬁﬁiﬂ%&m (ng amikacin va bat budc & nh;m" g bénh nhan suy than.
Luu ong khuyen cao dung amikacin mot lan ngay & nhirng bénh nhan bj roi loan chirc nang than (4o

anh thai creatinin <50 mL/p '“Q
xﬂn suy than véi mirc loc n duéi 70 mUphdt, khuyén céo gidm liéu hoac khoén céch liéu dai hon, vi
? cin la 7,5 mg/k 3 Khoang cach

g ay tich Iy amikacin. i véri bénh n ans than, liéu nap arm
cho tun h nhén duoc tinh bang 9 | ng 40 creaumn huyét thanh. Vi du n u nd o creaunm la 2

100mL.?hl lug khuyén cao cho bénh nhén e Smg/kﬁth trong)p élduchung sau m6|2x =18qi0.
| v&ri bénh nhan suy than man tinh va da biét 46 thanh théi creatinin, st dung lieu duy tri mdi 12 gio dugc tinh

theo cong thirc:
(a9 thanh thai creatinin zua bénh nhén tinh bang mL/phat + 8§ thanh thai creatinin binh thudng tinh bang mL/phat)

x amikacin 7, Smglk
Cac gia trj trinh bay trong bang sau day cb thé dugrc coi la huréng dén

thanh thai creatinin Lnéu I mikacin han Lidu lrrong amikacin
o [mL/phut] gmi mbi nga i 12 gi&r cho bénh ngan 70kg thT trong [mg]

70-80 76-8 266 -280
60 -69 64-76 224 - 266
50-59 5464 186-224
40-49 42-54 147 - 186
30-39 3,2-42 112-147
20-29 2,1-31 77-112

15-19 16-2,0 A+ 56-77

Bénh i@n dang thAm phan méau hoac th&m phan phic mac sir dyng mét nira libu binh thudng khi két thic quy
trinh th

- nhﬁn U‘b' hnha tubi cb thé bi iam.
n cao (uoi suy
D:)'m:déugg t?aenr:né? qua than, nén danh gulé du?c nang than bat clr khi nao cb thé va didu chinh lidu khi thich hop.

Bénh nhan @g %nl

Am cin khuéch tan kém vao mé md. Liéu Iuorn thich hop co thé dugc tinh toén bang cach sir dyn tr% glugng
g tinh cta bénh nhan, vdn 40% lugng du thira, lam trong qun dé xac d‘l u mg/kg

Nén dieu chlnh I

u dyra vao viéc theo dbi n g do huyét trong. Khong duqc vugt qua liéu 16i da 1,5 g mbi ngay.
Théi gian dieu tn nén dugcgidihantrong 7 d
h nhan ﬁ%&gg |
Bg?\ sungung iU cao hon 8é dat dugc ndng d6 huyét thanh thich hop do sy phan bb turong doi lén hon trong

10 ngay.
khoang dich ngoai bao.
Chi dung duong tinh mach

lh% n Amtk.acm Kabi béng cach tiém truyén tinh mach. Khoang thoi gian truyén toi uu la 30 phot nhung c6
Ki

I&én dén 60 phut.
m tra dung g;ch bang mat d K(AC dinh céc tnéu hén va sy dbi mau trudre khi sir dung.

Chisud dun dich tron khong cb tiéu p '
Tiém lruugrgm dung d'nch thudc b ng thié gbl vb lrun su d ng kg thuét vz khudn. Rira thiét bj bang dung dich thubc
dé ngan khong khi xam nhap vao hé thong. Dung C'L ng su dyng hét nén dugcbd di.

Amukacnn Kabi tvong hgp véi cac dung dich tiém truyen sau

- Dungdich Ringer

- Dungdich Ringer lactat

- Dung dich tiém natri clond 9 mg/mL (0,9%)

Dung dich iém glucose 5 mg/mL (5%
d;ch tiém glucose 10mg/mL (10%)
nphal
§ dat dugcnong do amikacin 2,5 mg/mL, thgm mot lugng amikacin 5 mg/mL (tinh béng mL) vaométlurgng ddng
|

i ch cua mOt lro cacdung dg%h tlém truyén néu lrén
i on
bgnh nhan nhi qung chgt pha loang dugc su dung sé phy thugc vao lugng amikacin ma bénh nhan dung nzp

Dung dich thucmg nén dugc tiém truyén trong khoang OI gian 1 30 dén 60 phut. Tré so slnh nén dugc i

nir 14én 2 giey
Trong treéng hop ? & bénh nhan nhi, chuén bj dung dich tiém truyén bang cach thém liéu lgorng mong
mubn véo Iu'orn d n t ch (4 pha loang 141 ) cua mOt trong cac dung mol tuong hop dugc de cap & trén
wvgcdungdich0,25% (2,5 mgImL) amikacin.

Th llch dich truyén cua dung dich amikacin pha lodng 2,5 mg/mL
Liéu lugng mg trén kg thé trong

Thé trong
Pha loang dén ham Irgng amikacin 2,5 mg/mL
25kg| 5kg [10 kg {125 kg| 20 kg | 30 kg | 40 kg

50 kg | 60 kg | 70 kg | 80 kg | 90 kg | 100 kg

Amikacin

o 0 Tl PR 3 i
75| 750 1500/3000 | 3750 | 60.00 | 000 |12000]150.001180.0 210,00 2400|2700 {30000
10 _11000]20001400} 0 50,00 120,00/ 160,00 200,00 240,00 260,00 320,00| 360,00 40,0
15 [1500 ﬁao.oo 60,00 | 75,00 [120,00]180,00|240,00 300,00 360,00 420,00 480,00 540,00] 600,00
20 |2000 |40,00{80.00 [100.00 160 o;]moo 320,00 400,00[ 480,00 560,00 640.(])1 720,00| 800,00

- -+ 4 R

-

CHONG CHI DINH
- Quéa méan vé hoat chiit hodc vin bt ky 14 dugc néo cla thube

“Quamin ven chc aminoglycosid khac
c
CANHBAO VA THAN TRONG KHIDUNG THUOC

N th
nhan bm“’"g Kh

logn lh
Ay Iredre am; kacm
8 ¢ E:gh ‘h n ‘nhnai
uoc a u b h bidu hidn 14 ddc tinh trén tidn dinh va/hoic hal bén thinh giac, co thé xAy ra & nhirmg bénh nhin
m ch ;‘ aminoglycosid Nguy co dd¢ tinh trén tai do aminoglycosid cao hcrn o nhOn bé&nh nhan bl suy
ibc & tAn Ang than, hode & nhang nguedn didu trj kéo dal hon 5-7 n § A benh nhAn khde manh
mét | cao thurdm xdy ra dAu |ién vaA chicod lh GU‘OC phat hu0n§ ng cach kn m tra thinh lyc. Chong mal va
hiu%uen ,,Cg 'hé 8 {\fg vncdlhiléb ng ch n thuon nh

'huon CCcu m ddc thAn kinh co t m 18, dj cAm trén da, co qidt co xﬁ co gidt. B&nh nhan by

Cua nhiémd lalho %:\ nlhuonill ndlnhc()lh khdn cbtn u chirng trong khi didu trj 4 cénhbdosuphéltnén

hubc chz bénh nhan su‘ than

b&nh nhan by tdn lhtmrn thinh g iAz hodc tién dinh, bénh
co va néu bénh nhan di duoc dnéu rj truérc 46 bing mOt hoat chit

aminoglycosid khac

XAy 2 sau kh Kinh thir {Am, va diéc todn b hoac mdt phdn khdng hoi phyc 2 tai hodic chéng mét cd thé
CAn Ih an "m:n ung st dyng thubc Doc tinh trén tai do amunog!ycos*d lhu'dng khdng hoi phyc
Nhan o tha Qght SUr dun amikncln & nhing b&nh nhan cd lién sir di (rng Vo amtﬂOQ‘YCOS'd hodc & nh(mg b4nh
30c cho th N thurong than hodic dA An kmh thir tdm cfin |1Am sang do da sur dyng trudre d6 cac tac nhan gay
Chiran Sua; vh/hoac tai, vl doc tinh ¢b thé tang tha
e uh amikacin ¢ nhtmg bénh nhan nnyn u, theo y kién cia bac sT, loi ich didu trj vurot trdi nguy co tidm 4n
Alh ?\hYGO nhiem ddc tai tang 16n & nhirn bOnh nhan b| dOt bién ADN ty thd (dac biét A s thay lhé nucleotid 1525

Ao trong gen 12S rARN), ngaz cd ;3§ ndng 46 a inoglycosid !ron huy ttron m tron gndn han khuyén
‘g ong quatrinh didu trj. Cac | on diéu trj thay thé nén durgre xem xét & nhirng b nh nhann

ha 6 g b&nh nhan c6 tidn s gla dinh bj 301 bidn hén quan hojic diéc do aminoglycosid, nén xem xét cAc phuong
B r:ln'httjg' l:;‘g y thé hoac xét nghnbm ditruyén trurére khi diing

ren

00n0(< cosid c@ khd niing gay d0c cho than. Bdc tinh trén thin khdng phu thudc vao ndng d6 dinh trong huyét

ra hom & bnh nhan suy than, nbu dung lidu vurgt qua

ua amln ycomd bao g\bm amskacin thuérn
tho n 0. Tinh an lodn cla vide dnéu tri lron th {gland hogwt

léu huy ncaovon uvuol qua thoi gian didu trj khuy

nga v nchunguzc thiét1§p. Cac ybult khﬁclémlan doc tinh cua aminoglycosid bao gbm tudi cao va s
"Uﬁc idm lidu hang ngay va/hoac kéo dai khoang lhoi lan gilra cac i lcgu trong trrérng hgp b diu miu r&i
Oanchuc ng than nhur "V"' u, xufil hidn cac t bbobe h uho ¢ hdng cau, albumin mOu |Amd thanh thal

cre linin, giaA \mﬁl dd, tang nito huy , tang creatinin huyét thanh va thi unieu Phal ngurng didu tri néu tang nito

yélthodcn ulugn;gnudctl uglémd n
B nhnhéncnolu thé bj su giam chorc ndn thbnmﬁcblhbkhbnglhb ré trong cac x ln?,hu?msang cthd

lhuan nhu BUN hodc crealinin h &t thanh Vide x g dinh d6 thanh tha croaun\n cHhé h h hon hoo dol
chure QAn than & bénh nhan cao tudi trong thivi glancgl u trj voi ammoglyoosld la dac biét quan trong.
g trinh d@idu tri, bénh nhan phai dugc cung cap di nudc va cac churc néng than phai dugc xac dinh khi bat

Tron
&’, ug Irj, dac biét & bénh nhan su thAn Can theo dbl chal ché cac chirc nang than trong qua trinh diéu tri

Khuyén cAo thyc hién kiém tra thinh Iucl lai, d&c biét & nhirng b&nh nhan ¢o nguy co cao BAt ¢ khi ndo c6 thé,
nén¥he dodindng do amikacin trong huygr thanh hai 1an mbi tuan d g tranh ngrowg dd cao cb kha nang gay doc (xem

an cachdun
p n nuulrj\dlljr?gdc h% ac dugu chinh lidu lrong khi ¢6 cac bang chirng v& doc tinh trén tal (chong mat, hoa mat, U tai

thinh lyrc) hodc ddc tinh trén than.
rlnho { m'ln) aco aod hi cé y nghia 1am séngbnh(l cg’bénh rAhAn bjs yg éém chuc nén% thnan nrgl‘:gm tron
Qué mnh%:t hoalc th ug luc xay ra trogg cécm u dich co th duqcl y dé dinh Iw nh e oy ap
nghiém aminoglycosid khdn chinh xac CAn x(r Iy nhirng mau bénh phAm nay dung cach (di

tue, déng |l O?woacxulyvdl eta-laclamase)

poc i, thankinh.ea sau khi tiém, nhé thubc tai ché (nhu trong chinh hinh va o

Phong tda than kinh co va liet hd hAp da dugce béo cho kha na
i 4 sau khi ubng aminoglycosid. Nén xem xét nang
vung bung hodc trong dlgu tri crc bO viém mén l an)d \:Jng néo. dBc b?et & nhg han dang dung lhu

bénh
liét hé hap néu sir dung amin gg cosid theo b4 t Ky cua mugbc? Ngu xdy ra sy phong

mé hodc thudc phong bé than kinh co (xem ph tac, tvon
g\ nkmhccay mu.tnj Icgnxl cgoth & dao ngugclinh tran luéthbhégp nhungcgthécénh t;qlrnhhoén c:;;((;ahoc F?hongt Oa

han ki c chirna minh trén dng vat thi nghiém, sir dung amika
lVl¢0 nggggvgnﬁxgglc&gggggo b nh?’nhan mac bénh than kinh co nhu nhuoc co hodc parkinson doi hoi phai hét

5 than trong, do amlnoglygosid thc d6ng 16n mbi nbi than kinh-co tuong tir nhu curare va do a6 chlng c6 thé lam

tram trong lh mtlnh tran a4 gan nh
inh phAu thuat dugc hip thu nhanh chong v
(Imppleoad A W ng hﬁ%ﬂhu ¥4 gggncgg%q% trhnd' c kanng agn pI?uc sSy than va tlr vong do p?\ong
tr

hoan toan (ngoai trir ph m ammoglyCOSld (bAtké mirc dd) trong phau thuat.

than kinh cor khi str dyng cac ch
cosid & tré sjnh non va tré so sinh dg than cia nhirng bénh nhan nay chua hoan

§ bogainong amlnoglgél trong huyét thanh ctia cac hoat chat nay.

l 2 » ’
tshg?‘np'g m (?\(L)l g %(z'h%g%bsanmg natri trong mbi 100 mL, trong duwong voi 17,7% mac tieu thy t6i da hang ngay

ctia WHO 14 2 g natri cho myt ngu i lon.
su DUNG rgcuoc CHOPHUN( CO THAIVACHOCON BU

DO g0 Ihal & gay hai cho thai nhi
& ph ¢6 thai. Aminoglycosid c6 th y hai cho thai nhi.
Co e h e aminoggo cé'g vé %ugc bgm smh toan boosLKOng hoi phuc% tiré em c6 me dun

Aminoglycosid di qua nhau thai va da co hi trén thai nhi hoac tré so sinh g
streptomycin trong théi ky mang thai. Mac du chua c6 bao cdo ve cac tac dy gyphg' Nzu A Rk duqc g gg nﬂ
u

hu nir c6 thal dibu tri bang cac aminoglycosid khac, van ton tai kha nang
?rogg héi ky man lhgl hoa%::\zu bénhn %ncdthau trong khi diung san ph mth 6c¢ nay, bénh nhan can dugc

bao vé nguy co c6 thé xdy ra cho thai nhi. trir khitinh trang 1Am sang ciia ngudi me cénghé,duchiéq

theri ky mang tha
:( ht? r? s;r nﬂ%ﬁmc': ?\c‘g’::n? Ziat{(;'}g gu viéc diéu tr dugce cho la can thlét (xem phan Canh bao va than trong khi

duncg lhu

Strdung thos Qg cho phu n( ?DQEQ%QU con
Khdn 16 amikacin/cac cht chuyén hoa c6 dugc tiét vao sra me hay khong. Can quyét 6'3.2 ggs r?ggtm% g d& 5

bu ho c ngurng sr dung Amnkacm Kabi khi xem xét lgi Ich ctia viéc cho con bu valgiich cua

li’su"d ng amikacin cho phy n(r ¢6 thai va tré so sinh khi that su cAn thiét va dudi sy giam sét y té (xem phan

(Klaré\h géo than trong khi dung thuoc).
Trong éﬂ cn hlén ctru vé doc tinh sinh san & chudt nhat va chudt cbng, khdng co bao céo vé tac dong lén kha nang

sinh san hoacddctinh trén bao thai.

ANHHUONG CUATHUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC
Khéng cé nghién cuuv & anh hudng cta thudc 1én kha néng |4i xe va str dyng may moc. &n
Trong trurong hop st dy gg cho bé %\ nhan ngoai trd, nén than trong khi lai xe va sr dung may vi nhirng anh huong

khéng mong muon c6 the xay ra nhu rbi loan thang bang.

;ucmc TAC, TU‘&NG KY CUATHUOC
nat
Kétho mmo lycosid véi khang sinh beta-lactam cho tac dyng khang khudn hiép déng
Nén tranh dun gdbn th&i hodc dung sau dé, dudrng toan than hoacta?chbvdn cac chétgé doct %énn‘grl‘gn% 3" doc

talhoacgayd c than khac vi kha nang xay ra tac dun tang curong. Poc tinh cha amikacin co th

chat gy doc than kinh, gay ddc tai va/hodc gy doc than sau:

- éc aminoglycosid khac

- Cac ligu phap héa tn chong nhlém khuan khac, vi du: bacitracin, amphotericin B, cac cephalosporin,
vancomycin, Kanamycin, paromomycin, po gmyxm B, colistin.

- Tang nguy co gay doc than va cb thé gay doc tai khi dung\ammoglycosnd véi thude kim té bao platin:
carboplatin (¢ lieu cao cnsplatln oxallplatm dac biét & cac bénh nhan suy than tir truréc)

- Thugc (rc ché mién djch: ciclosporin, tacrolismus

- Thuoc lgi tieu tac dungg nhanh vi dy: furosemid hodc acid ethacrynic (suy than chirc nang do mét nudrc, tac
dyng gay doc taitiém An ctia thudc). C6 thé b di ckhdn héi phuc.

Khi két hgp amikacin véi mot tac nhén co kha nang dbc cho than Izcac tak can theo doi rat chat ché kha nang

ghe va chirc néng than. Trong truéng hop sur dung d ng thdi véi thudc lgi tieu tac dung nhanh, tinh trang hydrat

hoacuabé nhn an nén dugctheo doi.

Amlkacln/ lhu %3 y mé methoxyfluran

Aminog| oosid thé lam tang tac dung gay tdn thuong than ciia methoxyfluran. Khi sir dung dong thoi, cé thé gay

ra cacbeénhlythankinh cyc ky n‘g hiém grong

Amik cin/ c gidn cova cac thuoc khac

Khi diéu tn) d ng thdl amikacin v&i cac chat ¢o hoat tinh glan co (vl dy: d-tubocurarin), tac nhan curare doc tb

botulinum, khén sinh polymyxin, procainamid, mt | g on méu co citrat hodc gdy me qua dudnghb hap (vi du

nhu halolhan tac dung phong bé than kinh co cua.% oat chat c6 thé duoct ng lén. Trong truong hop ph u

xat bac si gay mé phai duq théng bao rang san pham thudc nay dang dugc sir dung. Tiém cac mudi canxi co

thé ddo nguoc s phong bé than klnh do cac aminoglycosid gay ra (xem phan Qua liéu va cach xur tri).

gné'itm hoattinh trong huy tthanh cé th xéy ra khi dung aminoglycosid hoac penicillin in vivo bang cac duéng riéng

Tang nguy co ha canxi huyét khi dung ammogl cosid véi bis hosg?onat

Thiamin vitamln dung dong théi cd thé bj pha hiy béi thanh phan natri bisulfit cua cong thirc amikacin sulfat.

lndomethacmodth am n&gddamnkacmtmng huyel twong & tré so sinh.

Tuo
Amll{acln i%agl E! ché pham s s n ngay va khdn duoc ha tron véi bat ky san pham nao khac (ngoai trir nhirng
dung dich tvong hep dugc d p rong phan ca dung), nhung phai str dung néng biét, phis hop véi héu lvgng

khuyén cdo va phuong phé su ung.
Khbn dugc phép trdn aminoglycosid 1 ng dun? dich tiém truyén vO1 khang sinh beta-lactam (vi du nhu cac
penicilin, cephalosporin), vld unay obl gay bathoatvé mathdaly ctia thuéc két hop

Cac tuong {h(m hoc da dugc buét den vdl amphotericin, clorothiazid, erythromycin, heparin, nitrofurantoin,
novobiocin, phenytoin, sulfaduazln thiopenton, chlortetracyclin, vitamin B va vntammé Khbng duoctron amikacin
véicac sén mthu cna

Tinh tm gm thoat tinh kh tron Iin cac amnngg sid va khang sinh beta-lactam van cé thé ton tai khi lay mau dé
do nbng do khéang sinh tro tthaph va dén dén ket qua thap hon dang ke do sai s hg qng va hau
qua la nguy co gay djc. Mau benh ph m phai dugc xr ly nhanh chong va dat trong nuéc da hoac b g sung beta-

laclamase.

TAC DUNG KHONG MONG MUON CUATHUOC

Trong nhirng diéu kién nhat dinh, amikacin cho thay tac dun gay ddc chotai va/hoac dgc Zh%lhén Suy than hném
léhi dt{gc quan sat th y @ nhirng bénh nhén dugc diéu trj b ng amikacin va thudng cé the hoi phyc khi ngrng s
ung ubc

uy g Igm chu! c nan lhan vg s glém thinh lyc do tac ddng 1&n than kinh hau hét cé thé tranh dugc khi st dun

cac bién phap phdng ngua. Ki m sodat tinh trang than cn nhu thinh lég va trang thai can bang trudc, trong v
sau khi diéu tri. Duy trl dd nuéc va sy hinh thanh nuéc tieu. Theo doi n ng 4o lhubc trong huyét thanh d6| VoI
nhCrng bénh nhan co nguy co déc bigt va diéu chinh liéu lugng cho pht hop (x ph nLieu dun% cach dun&
Céactac dyng khéng m &g muon dugc gou |a it nhéat co kha nén&q lién quand n uoc ligtke dudi day eohé

ciaan ctia co the va tan suat tuyét doi. Cac thuat nglr sau day da dugc sur dung dé phan loai sy xuat hién cla
céc zdun%khOng mon mu n:

211
Thudng 2151 0dén<1/10)
It ap(z & 0000 n<1/1ool
% g p (2 1/10.000 dén <1/1.000)
Rathiem gap (<1/10.000)
Khéng ro khbng thé woctinh tir dir lidu cé sén)

hiém khuan va nhiém ky ésmh trung:

tgap: BOi nhiém hoac lao khuan lac (ddi véivi khuAn khang thubc hodc nAm giéng nam men)
Rdé’ loan hé mau va bach huéyé
Hiém gap: Thiéu mau, gidm bach cAu, gidm bach cAu hat, giam tidu cAu, tang bach cau va eosin
Ioan hé mién djch:
g g Phan irng qua man?
hiémgap:  Sdcphanv
Khong ro: D] wng chéo gilra cac aminoglycosid
éloan chuyén hba va dinh dudng.
magap: Ha magnesi mau
Fdl loan hé than kinh:
Hoamat', chéng mat'
mgap Daudau, dau nuad u, loan cam, run
f?d: loan mat:
Rung giatnhan cau’
m gap M®, nhoi mau vong mac?
f?dl loan tai va mé dao:
g UZa .aplyctrongtai', suy gidm thinh lyc'
iém gap: ¢!
loan mach mau.
Hi ém gap: Ha huyét ap




R/ loan hd hisp, ing ngyre vé trung thét
Hiém gép Suy gldm chirc nang hd hitp*
RAthidmglp:  Lidihdhip
Khéng rd Ngung thd, co thit phé quan
4/ loan da day.
| a'g’ o m%’ubn ndn’
Hém gap Non
| da va md dutn da |
Sgr’:ggp Phal ban, ngoal ban, ngira, may day (phan Umg qua mén)?
RA/ loan co xuong v md lién két
Hiém glp Dau khép
Rathidmgap:  Ucché thankinh co
n than va tét nibu: %
t a‘ga Tén thutm? &ng than?, Suy thn?
Rgt hiém gép Nhidm d6c than, suy than clp
R&/ loan toan than va tai vi tri tiém truyén
H'én’?ggp Sétdo tthcJ
Xét nghiém , |
Hiém gap Tang aspartal aminotransferase, tang alanin aminotransferase, tang phosphatase kidm
(nhe va thoang qua)

Thong tin thém vé céc tac dung khdng mong mudn cy thé

(1) Nhimg tac dyng nal dac bidt dugc ?gan st thay khi vuot ‘,‘3’3 murc lidu khuyén cbo, khi didu tr kéo dai
10 n%aay. hgac khi khdng giam lieu day du cho bénh nhan rdi loan chirc njng than. Triéu chung rdl loan

n dinh ban dau 14 chong mat, budn ndn va ndn. Kham Iam sang thuang thy rung gidt nhén cau. RAI Io§n

dinh cd thé hdi phyc trong hau hét moi trrdng hop. Céc tridu chimg dAu tién cua rol loan chuc nang dc
lé; g: : bahol m mat cam nhan Am cao (24,000 Hertz) trurdre khi rﬂ?mlnh lyrc va chi dugre phat hién bang
o thinh Iyc

(2) MOt tac dyng khong Tong muén It gap khac 14 ton thucmdg 6ng thdn cing voi suy than, Co ché gdy t1on

thurong thin lién quan 4 :Lsu tich tu tronP lysosome, Ur¢ ché men ptlosphoh ase va hoal Itr cac td bao On
sau khi dung ami ﬂ&nh u 1An. Ché 30 lidu mot 1An mdi ngady cd thé lam gidm ngur co nhibm d6c than 196n
thin oo t | phyc & cac murc d% ghac nhau nhung sé 1am tng nguy co tich I0y, ¢o thé gAy ra hodc

cac tac dyng gdy ddc tai. CO the tang ngng & creatinin huyé! thanh, xudl hién albumin, (é bao

t
- u va bach cAu hodc té bao hinh try trong nude tidu, 1Ang urd mau va thidu nigu
(3)'?ac dyng khdng mong mudn hiém gdp 14 phan Umg qua man nhu phat ban, ngura, ndi mé day va sét do

thudc

aT t s trudng hop hiém, néu tiém tru &n thudc vao tinh mach qua nhanh, cdc chirc nang hé hép c6

%h L b"'o:g ’3& nghiém trong. Trong mdt sd mz&‘g hop cé bigt, didu nay co | d%n Sgn 18 idt b Eép. ngg
“% tdn tai khi amadn duoc dung két hop voi thubc gy mé va thube gian co (xem phan Canh bio

khi dung thudc). ‘
{Sa)mkmgkhc;ng gguvc bé?) ché 38 tiém ndi nhan. Ml va nhdi mau vdng mac da dugc bao céo sau khi tidm

amikacin vao ndi nhan

QUA LIEU VA CACH XU TRI
u

8!’:9"@6 lidu cb thé gy ra ddc tinh trén than, doc tinh trén tai hodc tac ddng gibng cac curare (phong bé
cag el gfi’ L’m d dc qua lidu
h xur ung thuoc qu ) , 1
mom al n urng gy ddc, phal ngung &n amikacin va co thé ap dung bai nidu
&mfx a ahn%pcggmg ;Q'I:O‘dggopnh\éél amﬂxgd,r'\ ra khoi mﬁumu m Thgr:1 phan phuc mgc ﬁoac.g\gm phan
mau cb thé giup loai bd amikacin tich ty trong mau. ThAm phan mau hiu qua hon thdm phan phuc mgc trong
a

' | ikacin ra kh&i mau. :
ggcm‘%a('ﬁbr? n;og'c?naeg rua'v.:yén trhnay méau & tré so sinh, tuy nhién, cAn tham van chuyén gia trudre khi thyre hién

bién
Cac 33,? cl?ré\yxi duoc chi dinh @8 trung hoa tac ddng gidng cac curare. Thér may cb thé can thiét trong trudng
hop liét hd hap.

THONG TIN VE DUQC LY, LAM SANG

Dac tinh duocluch .
Nhom dugre ly. Kangogunh dung toan than, khang sinh aminoglycosid, cac aminoglycosid khac,

Ma ATC JO1GBO06
c6 ngudn gbc tir kanamycin, thu dugc bang cach
bngnhg?1 cua gbc 29-gc

Amikacin 1a mdt khang sinh aminoglycosid ban t
acyl hga Vi aczd_amino—hydroxyr;:ougtync & nhom ami eoxystreptamin.

- > Y
Amikacin hoat%ng dya trén co ché (e ché t tein & ribosom cia vi khudn bang céch tuong tac
v RBIS cua ribosom va sau d6 (rc ché sy d’g‘ng mahqgg vi khudn nhay cam, tir 46 tiéu d%t vi khuén.
Cac thong s PK/PD quan trong nhit d& dy doan didt khudn cla amikacin 14 ty s& gitra ndng d% toi
da trong huyét thanh (Cmax)vanbngdovcc:zlgfhiu IC) cua tadc nhan gay benh?uang l'mq(.Tvgw

8: 1 hodic 10: 1 duoc coi 1a mang lai hidu qua tiéu didt vi khuan va ngan ngua vi hudn tal

Cm IC
1 trién. Amikacin cho tac dung hdu khang sinh i va in vivo. Tac dung hau khang sinh cho phép
ﬁz daj khodng cach dcnmlxn ma lam métgtéc dungwgg von hau hét cic trye khurr? Gram am.

Wﬁn%h&mv&amiﬂg’xﬂcﬁ&éb&mnﬂ&ngd?cwdésau.
n

- t do enzy‘g: Vi khuan tié enzz;n cac phan tr aminoglycosid 14 co ché khang thube
fﬁ bién nhat. Diéu nay duoc dbgu h b%%oe sferase, &:osphotransferase. hoac
tidyltransferase, dugc ma héa chi yéu

gz'deo  plasmid. Amikacin @4 dugc chung minh [a ¢6 hiéy qua
voi nhiéu ching khang aminoglycosid do kha nang chéng lai sy phan huy bo1 ¢ enzym géy béat hoat

ami :

- Gﬂm% cua tg‘zao Céc co ché 6& khang ma quan sat thdy & Pseudomonas aeruginosa.
D ligu gan ddy cho ¥ Sy xuét hién cla cac co Sﬂtuong ty & Acinefobacter spg. %

- Thay oy ktrhgc dlqh;‘ khi quan sét thay nhirng thay 0i bén trong n dan dén sy deé khang cla
vi n ng sinh.

S xuét hién cua khang thubc trong qué trinh @ibu tr 1 bt thugmg. C6 sy 6& khang chéo mot phan gitra

amikadnvaceckh.ﬁnrg'gshhmni id khac. "

Bnakgolnts:
Theo EUCAST (phién ban 10.0, c6 hiéu lyc tir 01-01-2020), cAc gia trj gidi han sau ap dung cho amikacin:

Vi khuén EUCAST Breakpoint* (mg/L)
SS R>
Enterobacterales’
- Nhir: m:in \o? than Yo, 8? 8°
- Nhiém khuan xu3t phat tir dudng tiét niéu 8 8
-

Pseudomongs spp.
- Nhiém khuan toan than 164 162
- Nhiém khuin xuét phat tir dudng tiét niéu 16 16
Acinetobacter spp.
- Nhiém khuan toan than 8? 8?
- Nhiém khuén xuét phét tir dudmg tiét niéu 8 8
Staphylococcus spp
- S. aureus® g? 82
- Staphylococci 4m tinh véi coagulase® 8? 82
Breakpoint khong lién quan dén loai 1 1

1 Breakpoint khong ap dung cho Plesiomonas shigelloides vi aminoglycosid c6 hoat tinh ndi tai thap dbi véi loal
nay.

2 pbi vén nhiém khuan toan than, phai s dung fmino%ycosid két hop von céc liéu phap khéc. Tror‘:g trurorn hog')i
nay, breakpoint/ECOFF c6 the duorc sir dyng dé phén biél gilra cac loal co va khbn%w co ché dé khang. DOl v
cac char;g ghén léﬁ khéng Ig\ang thubc, co nhén xét trong bao cao. 'Armzogl cosid thuéng dugc sir dyung két hgp
vér cac khang sinh khac, dé hd trg tac dyng cla amino%lycosuj hogc d rong 6216 2' u tr). Trong cac trudng
hop nhiém khuan toan than, aminoglycosid phal dugc ho rg boi ligu phap khac biét thém thong tin, truy c@p
http //www.eucast org/guidance_documents/

* Sy @& khang véi amikacin dugc xac dinh mét cach dang tin ca( nhét bang cach thir voi kanamzécin (MIC> 8 mg/L).
Durong kinh vung 86i voi dia kanamycin 30 g tueong (mg la R <18 mm bl von S aureus va R < 22 mm 0i voi ty cau
am tlinh vé&n coagulase.

h Ja amikacin:
Ty & d% 4ng méc phai co thé thay dbi theo dja ly va theg thi gian dbi v c4c loai nhét dinh va thdng tin vé sy
oy e ! A A

dia phurong 1a rat quan trong, dac bigt khi diéu trj cac nhiém khuan nghiém tr g Khi can thié,
tham van 'gluén ja chuyén gia khi ty I¢ khang thubc tai dja phrong cho thay tac dung cta thudc trong it nhat mot
loai nhiém khuan van chua dugc xac dinh.

Nhirng loai nhay cam phé bién
Vi khuén Gram dwong hiéu khi

Staphylococcus aureus
Staphylococcus haemolyticus
Staphylococcus hominis®
Vi khudn Gram &m hiéu khi
Acinelobacter pitti
Citrobacter freundil
Citrobacter koseri
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Kiebsiella oxytoca
Klebsiella pneumoniaé
Morganella morganil
Proteus mirabilis
Proteus vulgans®

Pseudomonas aeruginosa’

Salmonella enterica (Enteritis-Salmonellen)

Serratia liquefaciens”®

Serratia marcescens

Shigelia spp.

Nhimg vi khuéan c6 kha nang khéng thubc

Vi khudn Gram duong hiéu khi

Staphylococcus epidermidis

Vi khudn Gram &m hiéu khi

Acinelobacter baumannii

Nhimg loai vén dé khang thubc

Vi khudn Gram dwong hiéu khi

Enterococcus spp.

Streptococcus spp

E Vi khudn Gram &m hidu khi

Burkholdena cepacia

Stenolrophomonas matlophila

D »

T Vikhubn ky khi

—=" Bacleroides spp.
—  Prevolella spp.

" cédcvikhuln khic

—  Chlamydia spp

— Chlamydophila spp

B Mycoplasma spp.

— Ureaplasma urealyticum

i ua ¢6 dir ldu s8n c6 tai thei didm bang quoc xudt ban DO nhay cam 4 a dinh
,82 ,oOng trinh tjeu chuéq valiéu phap khu 2n nghl 4 e N g e s
‘ T |% a8 khang cda chc chiang phan [8p tir cac nhom bdnh nhan dic bigt, vidy bénh nhan xo nang 14 210%

khéac.

cluuy
Am.,,ogf;cosld thich hgp phdi hop véri cac khang sinh khac & didu trj cAu khuln Gram duong

pac tinh dugec dong hoc

_tgy .

'hF ubna, amikacin thyrc t4 khong hip thu, nd chi dugc st dyng qua dudng tiém truydn. Nong d6 dinh trong huyét

E\anh dgl duxc sau khil ygn 1-2gitr. Théi glan ban thdi cua thudc trong huyémnh 1422-24qgle Thei glan

ban thal c6 thé daithon d | véi bénh nhan suy thiin va trgsmzmn hodic tré sa sinh

Nong d lgu ¢ trong huydt thanh 14 38 pg/mL tai thén diém két thic truyen sauy khi truyén tinh mach lién tyc trong 30
atvér liéu 7.5 gkgOnhOngngum nh nquyén khoe manh, sau himggnﬂn mach lién tyc tron gOpha?v(yi

ﬁgu 15 ma/kg, ndng do trong huyét thanh da khoz?a‘ﬁlpg/gm lal thé diém két thuc truyén va 47 pg/mL va 1

' uc truyén

mL, trong (rpg tai thovl didm 1 vA 12 gidr sau khi k |
B%gum cao lugfvgl dd thanh théA‘ creatinin trung binh la 64 mL/phat, zau khi truydn tinh mach lrong 3 3phm véri
idu 15 mg/kg, nong do lrong huyét thanh la 665 pg/mL ai thoi diém két thac truyén va 5.4 pg/mL va 1,3 pg/mL,

?lhbi cﬂém 12 va 24 gidr sau khi k&t thac truyén

ngung 9 , : -
lTurgn g cécgnghl dn ciru da lidu, khBng cé tac dyng tich Iy nao dugc chirng minh & nhirng ngudi cb6 chirc nang than

!
binh thuéng khi dung lidu don hang ngay tir 15 gén 20mg/kg

hinb :
hé tich phan b bidu kién ciia amikacin 14 khodng 24 L (28% trong lugng co thé). Ty 16 gan véi protein huyét
twrong 44 dugc xacdinha4% - 10% . -
Sau khi duna lidu khuyén céo, amikacin dat dugc ndng 40 didu tri trong xurong, tim, G mat, mo phdi, nude tidu,

bt phé quan, dm, dich k&, dich mang phdi vé dich khép.
K‘.‘?ftkg'é?a il(ht?pchqmn vaAo dich nfo Gy khi mang nfo bj viéim Kgoéng 10% a8n 20% ndng 46 thubce trong huyt

nao khoe manh, nhung c6 thé tang 16n 50% khi mang nao bj viém
m? ctnc ul%ryngr\al thin va dh:h Lo lrong. va chl déroc dao thai tir tir khéi cac kho ng sAu ngy
Amikacin di qua hang rao nhau thai v dugc tiét vao stra me Nbng go dat dbn 20% nbng 46 thubc trong huyét
thanh & nqu i me duoc tim thay trong méu cta thai nhi va trong nurée 01,

i oa
irgzlgg?nykﬁohnb dugc chuybn hba trong co thé ngudl

ol nh nhan c6 chirc ndng than binh thudng, d6 thanh thai amikacin trong huyét thanh trung binh la 1

nhim |
m phmg v%o & thanh thal qua than |a 94 mé./phm Amikacin dugg thai trir qua qua trinh loc cAu than Ja chi yéu.
tiét durdni dan

Phan 1&n thé tich (60% - 862%) dugc bgl g khong doi qua nuoc tieu tron? vong 6 gitr déy. Chi mit
lrong rAt nhd dygc bai tiét qua mat. O nhirng bénh nhan c6 chirc nang than binh thudng, 91% va 95% liéu

amikacin (iém bap) dugc baiiét dudidan ghOn dbi qua nurére tiéu trrong t’m%tron vong 8 va 24 gi&r
Amikacin c6 the dugce dao thai ban viecﬂ\ m lgch mau voi ty Blg th g hon tham phan phac mac. Tuy thudc vao
ogng 29% - 81%) hoac 40% - 80% lieu dung dugc thai trir trong (rng trong vong

phuong phap loc mau ma 50% (kh
4hoacBgio.

Bénhn h
Dir héu tu cAc thir nghiém da lidu héng ggAy cho lhék} ndng d6 thubc trong dich tly séng & tré binh thudmg xAp xi 10

dén 20% ndng d¢ trong huyét thanh va c thé dat 50% khi mang nao bj viem.
: .U.%u ngd ﬁnb,ma%\
Iré 80 sinh va dac biét & tré sinh non, sy thai trir amikacin qua than b glém. _
Trong mét nghién ciru don 1é & tré so sinh (1-8 ngdy tudi), dugc phan nhom theo can nan? IGc sinh (<2000g,
2000q - 300%3 va> 300038. Amikacin duoc tiém b g va/hoac sur dyng dudng tinh mach v& lidu 7,5 mg/kg. BO
thanh thai & tré so sinh > 3000g 14 0,84 mL/phut/kg v thgl gian ban thai cudi cling khodng 7 gir. Trgng nhom nay,
thé tich phan bé ban dAu va thé tich phan bé & trang théi bn dinh 1an luotla 0,3 m E.va 0,5 mg/kg. O cac nhém co
can nang IGic sinh thAp hon, 4 thanh thaikg thap hon va théi gian ban thai dai hon iéu 1ap lai saumdi 12 gio & tat

ca cac nhom trén khong cho thay sir tich 10y sau 5 ngay.

D lidu an toan tién 1am san |
Trong cac nghién curu ve doc nllliéu 1ap lai, cac tac ddng chinh Ja ddctinh trén thanva doctinhtréntal.

Chua b nghién ciru nag dugctien hanﬁ v% kha nang gay dét bien hodc gay ung thu cua amixacin.

Trong cac nghién clru vé ddc tinh sinh san, amikacin qéz ddc tinh trén than lién quan ggn libu & chudt cbng mang
thai va bao thai ctia ching, va cfc nahién ciru vé déc linh sinh san & chudt con, chudt cong va tho cho ‘hél tylé tuo
vong thai tang lén. Quan sat thay c nguy co gay ton thirong tai trong va than cho bao thai doi vo1 cac khang sinh

nhém aminoglycosid.

QUY CACHPONG GOI
Thung 10 chai 100mL

PIEV Kggn BAO QUAN
g

Khéna bao quan & nhiét dé trén 30°C. . '
Dungdich : u khi m& nap/pha loang 14n ddu: D9 6n dinh hoa ly da dugce chirng minh lg 6 gior & 25°C.
m

T avan diem vi sinh vat, triz khi phuong phap mé/pha lodng ngan ngira nguy co nhiém visinh vat, san pham nén
dggc st dung ngay. Neu khdng sur dyng ngay, thoi gian va gugu kien%éo quan thudc vé trach nhiém cua ngudi su

dyng.

HANDUNG
36 thang ké tir ngay san xuét.

TIEU CHUAN CHATLUQNG
Tiéu chuan co s¢

TEN VA DIA CHICO SO’'SAN XUAT

Fresenius Kabi Polska Sp. zo.o.
ul. Sienkiewicza 25, 99-300 Kutno, Ba Lan.




