Pk e T Dpe K hastmg diin sic dung riirc khi din
Néu chn thém thug tin, xin tham khdo § kién thdy thude

AMIKAN
Amikacin sulfate twong dwong véi amikacin 500mg/2ml
Dung dich thube tiem IV hojc IM

Thisnh phin;
Ml Iy dung dich viém Amikan 2 m chiia:

Hoat chdt; Amikscin sulfate tuong duong vén amikacin 500mg

- Vi daage. nari citrat, natri metabisulfis, mece cdi pha niém viea di 2 ml.

M ta: Dung dich trong sult, khong mau dong trong lo thy tinh 2m! khbng miu

Durgge bye hge: £ .

Amikacin Wﬁ‘umﬂmhbinléngmhq-muwglymﬁﬁ-wdiﬂ khudin nhanh do gn han vao tiéu dom vj 308 ciia
ribosom vi khudn vé ngin chin sy thng hp protein ciia vi khuan, Aminoglycosid bi thu it v xim nhip qua ming té bao
s miot qué trinh phy thube nfing Jugng ua kbj. Nhur viy, hogt tinh aminoglycosid bj gidm nhiéu trong méi triromg, ky khi.
Aminoglycosid o6 dhc dibm Ji o6 the dyng hiu khing sinh, nghis & hoat tinh diét khudn viin con sau khi ndng 49 thubc
trong huyét thanh 88 xubng duti nbng 86 e ché thi thibu Diic tinh ny c6 thé gidi thich hi¢u qui ciia thube dimg mét lin
ong ngay

Moyt tinh Kiskng kbudn cis amikacin chi yéu chng o trye khukn Gram ém wa khi. Thube khbng c6 the dung chéng cdc I
4 Wehun ky ki v khong thc dyng trong mbi tnutme acid hoe o6 Ap sult oxygen thip. Thubc téc dung han ché ads véi da
sb v khuihn Gram duong. Strepl. preumoniae va Strept. pyogenes Khing thufic manh. Amikacin tic dung higp déng véi
penicilin 8 e ché Strepr. faecalis bobe alpha - Sireptococcus, véi ¢ penicilin chbng Pseud i
cefiazidin., ) dé (e ché Pseudomonas, vi véi metronidazol hojc chc thube chong vi khudn ky khi khac 8 i ché cée vi
Khubn ky khi Thubc cling the dong hiép dbng véi nafcilin bogc oxacilin dé chbng Staphylococcus aureus.

Amikacin 12 mot aminoglycosid khing lgi phin 16m cc enzym 1am bit hoat thubc do cd 2 logi vi kbubn Gram &m va Gram
dusmg tibt ra. D0 86, thube c6 thé the dung rén céc vi Khubn khing céc aminoglycosid khic.

Durye ding hoc: :

Sau khi riém bip | liéu don 7.5 mg/ke amikacin cho nguon 16m c6 chic nang thin binh thudmg ndng do dinb huyét tuong
17 - 25 microgany/mi dgt dugc rong 45 phit dén 2 giv, Khi truykn finh mach Ging liéu trong | gio, ndng 46 dinh thubc
wong huyét tsmg trang binh 3% microgam/m dat ngay sau khi trayén

Sau khi 66, amikacin khubeh thn phanh vio oo thé (xuomg, tim, tii mat, mé phdi, mit, dom, chét tiét phé quan, dich ming
phéi v hogt dich)
Nuxdinhuyﬁmul-3giﬁﬁngln€nw:mhnlngminbinhﬂm¢ngvi30-ﬁspbdngubimmychl'mnlnglhinnﬁng.
Nira i huyét thanb 16 4 - 5 gi6 & tré nh6 7 ngay wbi dé i thing hole trén 7 ngiy wbi, 7 - 8 gid & tré dé nhe cén | - 3
nigay tubi

G nguin kim o6 chisc nlng thin binh thiimg, 94 - 98% liu dom, tiém blip hodc tinh mach, dio thai khong bién dbi qua chu
thin rong vong 24 gib

Chi djnh:

Amikncin duge chi dinh 8¢ diéu i nhiém khudn ngng/de dog tinh mang, d3c biét chua biét nguyén nhin hogic nhiém khuin
ki ghi 4o trye khube Gram &m . Thube dang phbi hop vii cephalosporin, penicilin vi cac khing sinh khic, phu thude vio
logi nhifm Kiuwin

Dibu try phisi dya véo két qua nubi chy vi kbuln

Thong thusimg, nén phbi hop vén mét khing sinh bets - lactam

Kbi nhibm khuba whn thén do P aeruginosa, phbi hop vén piperacilin

Néu viém nbi tim mac do 8. faccalis holc aipha Streprococcus, phéi hop vii ilin hodc benzyl cilin fuong img.
DE diku trj vi khukn ky kbi, phéi hop véi metronidazol hodic mt thube chbng vi khulin ky khi khéc

Gentamicin vBn 14 thubc hing dhu 4¢ dibu try nhibm khukn Gram &m, dic biét vi ré. Amikacin chi dugc ding dac bidt trong
chc truimg bop o6 thé cb khang gentamicin hojc tobramicin.

Liku luyng vi chch sir dyng:

Cdch ding: Amikacin sulfat ding tiém bip hoje truyén Ginh mach. Dé truyén tinh mach, 86i véi nguoi Ién, pha 500 mg
amikacin vio 100 - 200 m) dich truyén thong thuémg nhu dung dich natri clorid 0.9% hojc dextrose 5%. Lidu thich hop
amikacin phii truyén trong 30 - 60 phi.

Dbi vér iré em, thé tich dich truyén phy thujc vio nhu chu ngun bénh, nhung phii di 8¢ c6 thé truyén wong 1 - 2 gid & e
nhé, hobe 30 - 60 phit & tré k.

Lidu twgng: | iku amikacim sulfat duge tinh theo amikscin va gibng nhau kbi tiém biip hojic Giah mach. Liéu hrong phii dua
vio cén néng ly tuimg udc lugng.

Litu thong thutmg dbi voi nguii 16m va tré dom (ubi, c6 chirc ning thin binh thuémg 1i 15 mg/kg/ngiy, chia lim cic liéa
biing nhau dé tiém cach & hosc 12 gib/lan.

Liéu hing ngay khong duoc vugt qué 15 mgke hoic 1.5 ¢

Tré 5o sinh v tré dé non: Libu nap diu tién 10 mg/kg. tip theo 13 7,5 mp/kg cich nhau 12 gid/lin.

Hién nay cb chimg cé li tiém aminoglycosid | lhn/ngay, it nhit cling tic dyng bing va c6 thé it dc hom khi liéu dugc tiém
fam nhiéy Lin trong ngay.

O nguin o6 thn thuomg thin, nhit thiét phai dinh lugng nbng 6 amikacin huyét thank, phii theo d6i k§ chirc ning thin vi
phii didu chinh liéu.
Cﬁnwvk;nﬁngdémufxumghuyéuhmhvﬁmﬁcdﬁmygﬂmmﬂﬂn.d’iv{:inguhsuyrhin.céhédﬁngd:héu?,s
mg/kg thé trong. theo chc khodng cich thi gian ghi trong bang dudi day, ty thubc vio nong df creatinin huyét thanh hofic
viso 4 thanh thé: creatinin

Creatinin buyét thanh D thanh thai creatinin Khodng céch ligu

(micromol/l.) (mlphay],7m? ) gio
£110 > 100 12
i11 - 150 100 -55 15
151 - 200 54.- 40 18
201 - 255 39-30 24
256 - 335 29-22 30

2336 <2 36 hodc lau bon nia

Chibng chi djph: Qué miln vin che aminoglycosid, bénh nhuge co.

Thin trgng:

Phii ding amikacin thin trong. dbc biét dbi véi ngudi cao tubi v4 tré nho, vi ¢ nguy co cao dbe cho tai vé cho thin. Phai
gifm it chise nfing thinh gic v& chirc nfing thin. Trinh ding thubc kéo dai v/hofic ip lai. Cin phii trank ding dbng thi
hotic nbi tibp vii chc thube khéc o6 do¢ tinh cho thinh gidc hodic than (ca dimg toan than va tai chd).

Khbng ding qué liu khuyén cho, i

Nht thiét phai djnh lugng nbng 8 thube trong buyét thanh khi ding cho nguéi bj ton thuong thin.

Khi nguoi bgnh ubng nhiéu nube vé 6 chitc ning thin binh thutmg, thi it nguy co nhiém dgc thin, néu khéng it qué liéu
Khuyén cho 3

Viéc kiém tra chirc ning thin rong qué trinh diéu tri bing aminoglycosid 0 ngudi bénh cao tudi c6 sy gidm chto nang thin
14 djc bit guan trong.

Phii disng hfn trong amikacin vén chc nguéi bénh rdi logn hoat djng co, nhir nhuge co hofic Parkinson, vi thube nay lam
yéu co trhm trong, do tic dyng kibu cura cla thubc 1én lién két thin kinh co.

Gibng céc khing sinb khic, ding amikacin c0 thé gy ting sinh céc vi sinh vét khong nbay cam. Néu xuft hién diéu 46,
phii tién bénh diéu tr thich hop.

Phy oif ¢6 thai:

Aminoglycosid c6 thé giy hai cho thai nhi khi ding cho nguti mang thai.

Néu ding emikacin trong khi mang thai hosic bit d2u c6 thai trong khi dang diing thude, ngudi bénh phai duge thong bio
i 6 kb niting ngay hiém cho thai nbi, k€ ca hoi chimg nhuge co. Vi viy vige diing thudc an toan cho ngudri mang thai chua
disgrc x4c dinh

Thiri ky cho con bi:

Khong biét ro amikacin c6 dio thii vao trong stra hay khong. Theo nguyén tic chung, khéng cho con bii khi dang thube, vi
Tée 8fny cia thube kbi 14f xe vi vin hanh mdy méc: Chuz c6 bdo co.

Qui by vi cheh xir tri:

Khi ghp qua liéu hobc c6 phin (mg dik., o6 thé chay thén nhin (20 hoge thim phin ming bung dé diy nhanh qua trinh thii
tris amikacin. O tré s sinh, o6 thé thay iy,

Twong the thube:
Dm“ng%huﬁcnﬁniép.mjkmw’,mmcmwmvﬁﬁnwmﬂsﬂcmcﬁm&ﬁmungdéclmb
iy hibm cls aminoglycosid. Diing amikacin voi cic tiube phong bé thin kinh cg, o thé ting nguy ca giy chen thin kinh
0 dhin 8én 1i6t b hlp. Amikacin o6 thé lim tang tie dung thube giin co cura vi thudc giy mé. Amikacin cén b thé tuong
s vés mt 54 thube ke phi cic penicilin hogt phé rong, f ‘. id, holic indomethaci




h d
K'hx: ::oc tron Un amikacin v chc thude khic, dbc bidt 1 vy khang sinh beta - lactam
Tike dyng khdng mong mudn: Tac dyng khong mong mubn phy thude vio lidu ‘"-“‘l_
Thimg gdp, ADR=1/100: Chéng mit; Protein nidu, ting creatinin vA ting uré méu; Gidm kh ning nghe, dgc v hé tién
dinh nhu bubn ndn vi mét thing bing.
It gap. 1/1000 < ADR <1/100: Sbt; Thing bach cdu ua eosin; Ngog: ban; Ting transaminase, ting creatinin méu, albumin
niu, nude tidu cb héng ciu, bach ciu va déi it.
Hiém gdp. ADR < 1/1000: Nhire dhu; Thibu miv, gidm bach chu, giam tidu chu; Tang buy® 4p; Dj cam, run. ahuge co, hiet;
Pau khép, Die.
Thing bdo cho bdc s cde tic dung khng mong mubn gdp phéi kil ding thube
Pibu kign bao quin: Bio quin & nhi¢t 49 duti 30° C, trénh &nh sing. Gisk thube ngodl tm tay 1ré em.
Quy ciich déng gék: Hop 1 lo amikacin 500 mg/2 mi
Hyn ding: 24 thing ké tir ngdy san xut. Khéng ding thubc qué han st dyng.
Tiéu chudn: Tigu chuéin cia nha san xufit
Nha sin xufit: ANFARM HELLAS S.A.
Schimatari Viotias, 32009, GREECE
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ANFARM HELLAS S.A.
Dia chi: Perikleous 53-57 str., 153 44 Gerakas Attikis, Athens - Greece, Hy Lap
Dign thoai: ++ 30 210 6831632 — Fax: ++30 210 6836540




