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sulfat).

HOp chika 2 vi x 5 dng dung dich tiém (tb/ titm),

SBK:

Chi djnh, céich ding, chéng chi djnh va céc théng tin
khéc: Xem to hwéng dén st dyng kém theo.

Bao quén: Gilr thubc & nhiét 49 dwdi 30°C. Khong 1am lanh
ho#c déng lanh. Dung dich sau khi pha loAng dugc khuyén
c4o str dyng thubc ngay sau khi pha

S4 16 SX, NSX, HD: Xem BN, MFG, EXP trén bao bi.

Ngay san xut/ hét han ia ngdy 1 clia thang san xudt/ hét han.
Dé xa tdm tay tré em.

Doc k§ huwong dén sir dung trde khi ding.

San xuét boi:

MEDOCHEMIE LTD - AMPOULE INJECTABLE FACILITY
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TO HUONG DAN SU’ DUNG

Hwéng dan st dung thuéc cho ngwoi bénh

Tén thubc va dang bao ché

SELEMYCIN™ 250mg/2ml

Amikacin

Dung dich tiém

Doc ky hweéng dan sir dung trirdre khi dang.

Dé xa tam tay tré em.

Théng bdo ngay cho bac si hodc dwegc si nhirng tac dung khéng mong muén gdp phai khi st dung
thudc.

Thuéc nay chi ding theo don cua bac si @/

Thanh phin, ham lwgng cla thubc

Mai dng (2 ml) dung dich tiém chira 250 mg amikacin (dwéi dang amikacin sulfat)
Ngoai ra thubc con chira cac ta dwoc sau: Natri citrat dihydrat, natri metabisulphit, acid sulfuric dam dac va
nwéce pha tiém.

Mo ta san pham

Dung dich tiém méau vang nhat hodc khéng mau trong suét.
Qui cach déng goi

Hop chira 2 vi x 5 6ng, mdi 6ng chira 2 ml dung dich tiém.
Thuéc ding cho bénh gi

SELEMYCIN 250mg/2ml duoc chi dinh dé didu tri nhiém khuan nang hodc de doa tinh mang, dac biét chuwa biét
nguyén nhan hodc nhiém khudn mau nghi do trigc khudn gram am. Thubc ding phéi hgp véi cephalosporin,
penicilin va cac khang sinh khac, phy thudc vao loai nhiém khuén.

Viéc didu tri phai dya vao két qua nudi cay vi khuén.

Théng thwéng, nén phéi hgp voi mdt khang sinh beta - lactam.

Khi nhi€m khun toan than do P. aeruginosa, phdi hgp véi piperacilin.

Néu viém ndi tdm mac do S. faecalis hodc alpha Streptococcus, phéi hop voi ampicilin hodc benzylpenicilin
twong tng.

D& diéu tri vi khuan ky khi, phdi hgp véi metronidazol hodc mét thuéc chéng vi khudn ky khi khac.

Nén ding thuéc nay nhw thé nao va lidu lvong

Nén dung thuéc theo ding chi dan cha bac si. Ban khong nén ty y dung thube vi day 1a thudc ké don.

Dung dich tiém SELEMYCIN 250mg/2ml dwoc dung tiém bép hay tiém truydn tinh mach.

Dé truyén tinh mach, ddi véi ngudi Ién, pha 250 mg amikacin vao 50 - 100 ml dich truyén théng thwdng nhuw
dung dich natri clorid 0,9% hoéc glucose 5%. Liéu thich hgp amikacin phai truyén trong 30 - 60 phut.
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& tré em lwong dung méi pha lodng st dyng tly thubc vao lugng amikacin dung nap boi ngwdi bgnh. Thong
thweng dung dich dugc truyén trong thoi gian 30-60 phit. Tré nhd nén dugc truyén trong 1-2 gio.

Liéu dung cho nguoi I6m va tré em trén 12 tudi: Liéu tiém bép hay tiém truyén tinh mach cho ngudi lon va tré vi
thanh ni&n ¢é chirc ndng than binh thwdng (46 thanh thai creatinin 2 50 mi/phat) ta 15 mg/kg/ngay, co thé ding
ngdy mét 1n 15 mglkg hodic chia lam 2 lidu bang nhau 7,5 mg/kg cach mdi 12 gi¢. Tdng lidu khéng nén vuot
qua 1,5 g/ngdy. ¢ banh nhan bj viém mang trong tim va bi sét do gidm bach cu trung tinh nén theo ché d liéu
mdi ngay 2 I4n vi thiéu di lidu chirng minh cho viéc diing lidu ngay mot lan.

Lidu dung cho tré em tir 4 tudn dén 12 tudi: Lidu tiém blp hay truyén tinh mach cham & tré em c6 chirc néng
than binh thwéng 13 15 ma/lkg/ngay, co thé dung ngay mét 1an 15 mg/kg ho#c chia lam 2 ligu bang nhau 7,5
mg/kg cach méi 12 gie. ¢ bénh nhan bj viém ndi tam mac va bj sét do giam bach cau trung tinh nén theo ché dd
lidu m3i ngay 2 I4n vi thiéu di liéu chivng minh cho viéc ding liéu ngay mét lan.

Tré sor sinf:. Diing mot lidu tAn cong ban dau 10 mglkg, tiép theo dung 7,5 mg/kg cach mai 12 gio.

Tré sinh non: Ligu khuyén cao 7,5 mg/kg cach mdi 12 gior.

Nguoi gia: Chirc nang than nén dwec danh gia bat civ khi ndo ¢6 thé va liéu duge didu chinh cho phit hop.
Nhidm khudn duong tiét niéu (khong do Pseudomonas): Ligu khuyén ding 7,5 mg/kg/ngdy chia lam 2 fiéu béng
nhau {twong dwong véi 250 mg ngay 2 [&n & ngudi Ion). Vi hoat tinh clia amikacin 1&ng khi pH tang, nén dung
dbng thoi véi cac tac nhan kiém hoa nwéec tiéu. (_f}/

Suy gidm chie ndng than: O bénh nhan suy giam chire ndng than, nén giam lidu ding hang ngay véflhoéc nén
tang khoang cach giira cac 14n dung thudc ¢& tranh tich 10y thudc. Mt phuong phap duwgce goi ¥ cho viéc woc
lwgng lidu dung & bénh nhan dwgc bigt hay nghi ngé bi suy gidm chirc ning than 14 nhan ndng d creatinin
huyét thanh (mg/100ml) v&i 9 va két qua thu dwgce chinh 1a khodng cach gilka cac liéu tinh theo gid.

Ndng dd creatinin huyét thanh Khoang cach gitba cac liéu amikacin tiém
{mg/100ml) bap 7.5 mgrkg (gidr)
15 13,5
20 18,0
25 22,5
3,0 270
3.5 31,5
4.0 36,0
4.5 40,5
50 45,0
55 49,5
6,0 540

Vi chirc néng than co thé thay ddi dang ké trong sudt qua trinh diéu tri, néng dé creatinin huyét thanh nén dugc
kiém tra thudng xuyén va digu chinh lidu khi cdn.

Déi voi hau hét nhidm khuén, dudng tiém bap thwong dugc wa ding hon, nhing trong cac nhiém khuén de doa
tinh mang hay & bénh nhan ma viéc tiém bap khéng thé thye hign dwgc thi nén dung duéng tinh mach, cé thé
hodc ti&m bolus finh mach cham (2-3 phut) hodc truyén tinh mach (0,25% trong 30 phat).
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Khi nao khéng nén ding thudc nay

Khéng ding SELEMYCIN 250mg/2mi néu:

— Ban bi qua min voi amikacin, cac aminoglycosid hay bat ky thanh phén khac c6 trong ché pham.
— Ban cd bénh nhwoc co.

T4c dyng khéng mong muén

Gibng nhu tt ca cac thubc khac, thudc nay co thé gay ra cac tac dung phuy, tuy khdng phai tat ca moi nguoi déu
méc phai. Cac tac dung phy sau day c6 thé xay ra:

Thuong gip: Chéng mét, protein niéu, tng creatinin va tang uré mau, gidm kha nang nghe, djc vai hé tién dinh
nhw budn nén va mat thang béng.

It gap: Sét, tang bach cdu wa eosin, ngoai ban, tdng transaminase, tang creatinin mau, albumin ni¢u, nwéc tiéu
¢6 hdng cau, bach cau va dai it.

Hiém gdp: Nhirc dAu, thiéu mau, giam bach cau, gidm tiéu cau, tang huyét ap, di cdm, run, nhuoc co, liét, dau
khop, diéc, bubn ndn va ndn.

Ngurng stz dung va bao ngay véi bac si cua ban néu cac phan irng phy tré nén tram trong hon hodc c6
bét ky phan trng nao khac xay ra ngoai cac tac duyng da ké trén.

Nén trénh diing nhirng thudc hoic thyc pham gi khi dang st dung thudc nay

Tranh dung déng thei amikacin véi cac thubce sau:

- Céc thubc gay doc voi than hodc thinh giac, dac biét 1a bacitracin, cisplatin, amphotericin B, ciclosporin,
tacrolimus, cephaloridin, paromomycin, viomycin, polymyxin B, colistin, vancomycin, hay cac aminoglycosid
khac ding toan than hay tai chd. @/

- Cephalosporin.

- Penicilin,

—  Céc thudc Igi tiéu manh, dac biét khi thudc loi tidu dwoc ding qua dwdng tinh mach. Cac thubc nay gbém
furosemid va acid ethacrynic 1a nhitng thudc gay déc cho tai.

- Cac bisphosphonat.

- Céac hop chét platin.

~  Thiamin (vitamin B1).

- Indomethacin.

Cén lam gi khi mét lan quén ding thuéc

Bac si cta ban sé& huedng dan ban khi ndo nén dung thudc. Ban khéng nén ty y dung thubc vi day la thube ké
don. Néu ban nght réing cé thé ban da bi bd sét mét liéu, nén bao ngay cho béac si clia ban.

Cén bao quan thuéc nay nhw thé nao

Gitr thude trong bao bi kin & nhiét d6 dwdi 30°C. Khéng dugc 1am lanh hoc dong lanh.
Dung djch sau khi pha lodng nén dung ngay.

Nhirng ddu hiéu va triéu chirng khi diing thubc qua liéu

Chwa c6 théng bao vé qua liéu amikacin.

Cén phai lam gi khi dung thuéc qua lidu khuyén céo

Vi day Ia thubc k& don nén bac si clia ban sé ludn theo di qua trinh didu tri bénh cla ban va hau nhw chic

chén réng ban s& khdng dwoc cho ding liéu cao hon nhiéu so véi liéu téi da khuyén cao. Tuy nhién, trong
treong hop nghi ngé co thé hdi bac st clia ban.
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Nhirng diéu cin than trong khi ding thuéc nay

Cén udng nhigu nudc trong sudt qua trinh diéu trj voi amikacin.

Dting thuéc than trong néu tredc do ban bj thiéu nang than, tén thuong tién dinh hoac thinh gidc va giam loc &
cAu than. Ban s& dwoc theo dai 1am sang chat ché néu dang duoc diéu tri véi aminoglycosid dang tiém vi co
nguy co ddc tinh trén tai va trén than. Tinh an toan cla thubc diéu trj trong théi gian dai hon 14 ngay chua dugc
danh gia.

Néu viéc didu tri kéo dai hon 7 ngay (trong trirang hgp suy than) hoac 10 ngay (trong nhirng trieéng hop khac),
ban c&n phai dwgc do thinh Iyc trwdc khi didu tri va lap lai trong sudt qua trinh diéu tri.

Dfc tinh trén thén

Aminoglycosid c6 kha nang gay doc cho than. Boc tinh trén than khong phu thude vao ndng do dinh trong huyét
twong. Nguy co doc trén than cao hon néu ban bj suy gidm chirc nang than, dung liéu cao hosc diéu tri trong
thi gian dai.

Ban nén dwoc bl nwéc trong qua trinh didu tri va danh gia chire nang than bang cac phwong phap théng
thwéng trwrdrc khi bat dAu didu tri va Iap lai mBi ngay trong subt qua trinh diéu tri. Bac sT sé& gidm liéu cho ban néu
c6 du hiéu cta rdi loan chirc nang than nhw can lang nwoc tiéu, hién dién cac té bao mau dé hodc tréng,
albumin trong nwéc tidu, do thanh thai creatinin giam, trong lweng riéng cla nuéc tidu gidm, chi s6 BUN tang,
creatinin trong huyét thanh, hodc thidu niéu. Nén ngng diéu tri néu uré huyét tang, hodc néu lugng nudc tiéu

giam tién trién.

Néu ban d4 I&n tudi, ban cin dwgc xac dinh do thanh thai creatinin va theo di chirc néng than. qh/
Chirc nang than va day than kinh sé 8 nén dwoc theo déi chat ché dac biét néu ban da bj hoac nghi ngé bj suy
than khi khéi dau diéu trj, va ngay ca khi ban dau ban c¢é chirc ning than binh thwéng nhwng trong qua trinh
diéu trj xuat hién cac diu hiéu ctia suy than. Ndng d amikacin trong huyét thanh nén duoc kiém soat néu co thé
nhim dam bdo thubc dt ndng dd diéu tri va tranh néng do cb thé gay doc tinh.

Ban nén dwoc khao sat nwoc tiéu dinh ky vé cac chi tiéu nhu trong Iwgng riéng, sy bai tiét cla protein, sy hién
dién clia can lang hay té bao trong nuwéc tiéu, chi sé BUN, creatinin huyét thanh hodc do thanh thai creatinin.
Ban nén dwoc khao sat thinh lipc dd néu da Ion tudi. Néu co dau higu cda doc tinh trén tai (chong mat, hoa mat,
U tai, giam thich lyc) hodc doc tinh trén than, nén ngirng thudc va bao ngay cho bac si cla ban dé diéu chinh
lidu néu cén.

Nén tranh dung déng thoi va/hoadc xen ké theo dwéng udng hodc tai chd voi cac thube gay ddc cho than kinh
hoac than, dac biét la bacitracin, cisplatin, amphotericin B, cephaloridin, paromomycin, viomycin, polymyxin B,
colistin, vancomycin, ho3c cac aminoglycosid khac. Tudi tac tang va tinh trang méat nwéc ciing cé thé lam tang
nguy co dc tinh.

Cén bao cho bac si néu trwéc d6 ban bj thidu nang than. Bac si clia ban s& can nhic giam liéu hang ngay
va/hoac tang khodng cach gilra cac liéu ding theo néng dd creatinin huyét thanh dé tranh tich Iy thudc va giam
nguy co dc tinh. Béc biét ban can phai dwec kiém soat déu dan chirc nang than va néng do thube trong huyét
thanh néu da I&n tudi.

Déc tinh trén than kinh va tai

Ddc tinh trén than kinh c6 thé xay ra khi ding aminoglycosid. Nguy co ddc tinh trén tai ting néu ban bj suy than,
dung liéu cao hodc diéu trj trong théi gian 5-7 ngay. Diéc véi tn suét cao thudng xdy ra trwdc tién va chi co thé
phat hién bang cac thir nghiém do thinh Iwc. Hoa mét co thé xay ra va la dau hiéu cla tén thwong tién dinh. Cac
dau hiéu khac cta doc tinh trén than kinh gdm tinh trang té cong, da ngtra ran, co rut co hoac co giat. Néu ban
bj tén throng bc tai hodc tién dinh tién trién, co thé khéng co cac triéu chieng trong qua trinh diéu tri va tinh
trang diéc hai bén tai khéng hdi phyc mét phan hay hoan toan hodc hoa mét cé thé xay ra sau khi ngirng thubc.
B4 tinh trén tai do aminoglycosid thuwéng khdng héi phyc.
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Dfc tinh trén than kinh co

Liét hd hap co6 thé xdy ra néu aminoglycosid dwyc dung bdi bat ky dwong nao dac biét néu ban dang dung thude
gay meé, thudc chen than kinh co nhw tubocurarin, succinylcholin, decamethonium, atracurium, rocuronium,
vecuronium hay khi ban dang dwgc truyén mau & at co citrat chng két tap tiéu cAu. Néu xay ra chen than kinh
o, ngoai viéc diing cac mudi caldi, cac bién phap co hoc hd trg hé hép cd thé cb ich.

Khéng dugce ding amikacin néu ban bi nhwgc co ning. Nén dung aminoglycosid than trong néu ban bj rdi loan
¢o' nhi héi chivng Parkinson vi cac thuc nay cé thé 1am trdm trong thém chirng nhwgc co do tac dung kiéu
cura clia thudc 1&n lién két than kinh co.

Phén umg di ong

Than trong khi st dyng amikacin néu ban cd tién st dj (rng v&i aminoglycosid hodc co thé ¢ ton thirong than
hodc day than kinh s& 8 can 1am sang do s dung truedc d6 cac thubc gay ddc cho tai hay cho than nhuw
streptomycin, dihydrostreptomycin, gentamicin, tobramycin, kanamycin, neomycin, polymyxin B, colistin,
cephaleridin hay viomycin vi ¢é thé 1am tang doc tinh. Trong nhikng tredng hop ndy, chi nén slr dyng amikacin
néu bac st danh gia l¢i ich didu tri hon han nguy co gay hai cla thude.

S& dung liéu I¢n amikacin trong phdu thuat gay ra hdi chirng nhwgc co tam thoi,

Céc sulphit co thé gay phan g kiéu dj (rng ké ca cAc triéu chirng phén vé va co that phé quan, dac biét nhirng
ngwol co tién str hen hay dij ¢ng.

Str dung thudc trén tré em

Nén ding aminoglycosid than trgng cho tré so sinh va sinh non vi théi gian ban thai cla thudc kéo dai hon. '
Céc huu y khéc ( ~
Suw didc khdng hdi phyc, suy than va tr vong do chen than kinh co da dugc bao cao sau khi dung cac ché pham
chira aminoglycosid dé rira céc vang gidi phdu I&n va nhé.

Gidng v&i cac khang sinh khac, viéc stv dung amikacin co thé ting sinh cac ching vi khuan khong nhay cam.
Néu didu nay xay ra, nén ap dyng bién phap diéu tri thich hop.

Phai thdng bao cho bac si ndu ban dang cé thai hodc dang cho cen bi. Béc st cla ban s& cén nhéc cé nén cho
ban dung thudc nay khéng.

Khéng nén lai xe hay st dung may méc néu g3 tirng co bat ky tac dung phy nao (nhw chong mat) ¢ thé 1am

anh hiréng dén cac hoat dang nay.

Khi nao cin tham véan bac si, dwge si

Ban can tham khdo y kién bac s triedc khi diing néu:

- Ban co tién st dj ng vdi aminoglycosid.

—  Ban bj tén thweng than hay giam chirc ndng than.

~  Trwdc d6 ban bj thidu ndng than, tén thwong tién dinh hodc thinh giac va gidam loc & ciu than
-~ Ban bj bénh rdi loan hoat dong co, nhw nhirgc cor hodc Parkinson.

~  Ban ¢6 than ho#c day thén kinh sd 8 bj hir hai do trvéc dé dung cac thube gay ddc cho than vahodc dac
che tai nhu streptomycin, dihydrostreptomycin, gentamicin, tobramycin, kanamycin, bekanamycin,
ngomycin, polymycin B, colistin, cephaloridin, hay viomycin.

~  Ban ¢o tién siy hen hay dj (rng.

Ban dang cé thai hoéc dang cho con bu.

Néu cdn thém théng tin, xin hoi y kidn bac si.
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Han ding cda thube

48 thang ké tir ngay san xuét.
Dung dich sau khi pha lodng nén dling ngay.

Tén va dja chi cla co $& san xuat

MEDOCHEMIE LTD - AMPOULE INJECTABLE FACILITY
Bja chi: 48 lapetou Street, Agics Athanassios Industrial Area, 4101 Agios Athanassics, Limassol, Cong hoa Sip.

Huwéng dn sir dung thude cho can bé y té

Cac dic tinh dwgee Iyc hoc, duwrgre ddng hoc

Duwore e hoc

Nhém dwec ly: Khang sinh nhom aminoglycosid tac dung tean than.

M3 ATC: JO1G BO6

Anmikacin 1a mét thubc khang sinh ban tng hop nhom aminoglycosid da&n xut tir Kanamycin A. Thudc ¢6 hoat
tinh phé rdng chéng lai vi khuén gram am, bao gbm Pseudomonas, E. coli va mdt sb vi khuan gram dwong nhw
Staphylococcus aureus.

Aminoglycosid |2 khang sinh ¢6 tac dung diét khuan. Co ché tac dyng chwa duoc chirng minh day 60, nhung
thudc diegre biét 1a te ché tdng hop protein & cac vi khuan nhay cam bang cach gén hdn vao tiéu don vj 308 cia
ribosom.

Dewoe dong hoc

Sau khi tiém bap 1 lidu don 7,5 mgfkg amikacin cho ngudi Ién cd chivc ndng than binh thwdng nbng d6 dinh
huyét twong 1a 17 - 25 microgam/ml dat duc trong 45 phit dén 2 giér. Khi truyén tinh mach cing liéu trong 1
gi&", ndng d dinh thude treng huyét trong trung binh |a 38 microgam/ml dat dugc ngay sau khi truyén,

Sau khi tiém, amikacin khuéch tan nhanh vao co thé (xwong, tim, tdi mat, md phdi, mat, dom, chat tiét phé quan,
dich mang phéi va hoat dich).

Nira d&vi huyét thanh 1a 2 - 3 gi&r & ngwdi c6 chirc nang than binh thwéng va 30 - 86 gi& & ngwdi co suy chive
nang than nang. Ni¥a déi huyét thanh la 4 - 5 gitr & tré nhd 7 ngay tudi dé da thang hodc trén 7 ngay tudi, 7 - 8
gitr & tré dé nhe can 1 - 3 ngay tudi,

O nguéi Ién ¢b chirc nang than binh thwérng, 94% - 98% lidu don, tiém bap hodc tinh mach, dao thai khang bién
dbi qua cu than trong vong 24 gid.

Chi dinh

Amikacin dugc chi dinh d& didu trj nhidm khudn nang hoac de doa tinh mang, dac biét chuwa biét nguyén nhan
hodc nhiém khudn mau nghi do trire khudn gram am. Thudc ding phéi hop v&i cephalosporin, penicilin va cac
khang sinh khac, phy thuge vao loai nhidm khudn.

Didu tri phai dya vao két qua nudi cdy vi khudn.

Thang thuwéng, nén phéi hgp véi mdt khang sinh beta - lactam.

Khi nhiém khuén toan than do P. aeruginosa, phéi hop véi piperacilin.
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Néu viém ndi tdm mac do 8. faecalis hodc alpha Streptococcus, phéi hgp v&i ampicilin hodc benzylpenicilin
twong ¢ng.

P& didu tri vi khuén ky khi, phéi hop véi metronidazol hodic mét thube chéng vi khudn ky, khi khac.

Liéu dong va cach ding

Liéu ding

Ngueoi Ion va tré em trén 12 tudi: Lidu tiém bép hay tiém truyén tinh mach cho ngwéi 1&n va tré vi thanh nién ¢o
chirc nang than binh thuéng (09 thanh thai creatinin 2 50 mifphit) 14 15 mg/kg/ngay, co thé ding ngay mét l&n
15 mg/kg hodc chia lam 2 lidu bang nhau 7,5 mgikg cach mdi 12 gi¢r. Tong liéu khdng nén vweot qua 1.5 g/ngay.
& b&nh nhan b viém néi tdm mac va bj s6t do gidm bach cu trung tinh nén thec ché 4§ lidu méi ngay 2 tAn vi
thiéu d Jigu chibng minh cho viéc ding lidu ngay mét 1&n.

Tré em iir 4 tudn dén 12 tudi: Lidu tiém bip hay truyén tinh mach cham & tré em ¢& chire nang than binh thudng
la 16 mg/kg/ngay, co thé dung ngay mot 1an 15 mgrkg hodc chia lam 2 lidu bing nhau 7,5 mg/kg cach mdi 12
gie. & bénh nhan bi viém ngi tam mac va bi st do gidm bach cdu trung tinh nén thea ché d liéu mdi ngay 2 lan
vi thidu di¥ lidu chiPng minh cho viéc ding liéu ngay mét 1an.

Tré so sinh; Ding mét lidu tan cong ban dau 10 mgikg, tiép theo dung 7,5 mg/kg cach moi 12 gid.

Tré sinh non: Ligu khuyé&n cae 7,5 mg/kg cach méi 12 gidr.

Nguri gia: Chirc nang than nén dwoc danh gia bat cir khi ndo cé thé va lidu dwgc diéu chinh cho pha hep.
Nhidm khudn duong tiét nisu (khong do Pseudomonas): Lidu khuyén ding 7,5 mg/kgingay chia lam 2 liéu bang
nhau {twong dwong véi 250 mg ngay 2 1&n & ngwdi Ién). Vi hoat tinh cla amikacin tang khi pH tang, nén ding
dbng thoi véi cac tac nhan kiém hoa nwdc tiéu. (m

Suy gidm chic ndng than: O’ bénh nhan suy gidm chirc nang than, nén giam lidu dung hang ngay va/kodc nén
tang khoang cach gita cac lAn dung thudc Gé tranh tich Iay thudc. M3t phirong phap dugc ggi y cho viée wéc
lwgng lidu ding & bénh nhan dwoc biét hay nghi ngé bi suy gidm chirc néng than 1a nhan néng d¢ creatinin
huyét thanh (mg/100ml) voi 8 va két qua thu duwec chinh Ja khodng cach gitra cac lidu tinh theo gidr.

Néng do creatinin huyét thanh Khodng cach giiva cac lidu amikacin
(mg/100mt) tiém bap 7,5 mglkg (gicy)
1,6 13,5
2,0 18,0
25 22,5
3.0 27.0
3.5 315
4.0 36,0
4.5 40,5
50 450
55 48,5
6.0 54,0

Vi chikc ndng than co thé thay ddi dang ké trong sudt qua trinh didu tri, ndng 6 creatinin huyét thanh nén dirge
kiém tra thuérng xuyén va didu chinb lidu khi can,

D6i véi hau hét nhim kbuén, dwéng tiém bép thirdng duoc wa ding nhidu hon, nhwng trong cac nhiém khuan
de doa tinh mang hay & bénh nhan ma viéc tiém bép khéng thé thyc hién dwoc thi nén dong dwdng tinh mach,
cé thé hodc tiém bolus tinh mach chéam (2-3 phat) hodc truyén tinh mach (0,25% trong 30 phat).
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Cach dung

Tiém bép hay tiém truyén tinh mach.

& moec lidu khuyén céo, cac nhidm khudn khéng bién chirng do céc vi khuan nhay cam nén dap (ng voi ligu
phap trong vong 24-48 gid.

Néu khong dat dwoc dap (ng 1am sang trong vong 3-5 ngay, nén can nhéc lya chon liéu phap thay thé.

P& truydn tinh mach, déi véi nguoi 1on, pha 250 mg amikacin vao 50 - 100 ml djch truyén théng thwong nhw
dung dich natri clorid 0,9% hoac glucose 5%. Liéu thich hgp amikacin phai truyén trong 30 - 60 phat.

O tré em lwong dung moi pha loang st dung tiy thudc vao lwgng amikacin dung nap bédi nguwéi bénh. Thong
thwéng dung dich dugc truyén trong thoi gian 30-60 phat. Tré nhd nén dugc truyén trong 1-2 gid.

Chéng chi dinh

Qué mén v6i amikacin, cac aminoglycosid hay bét ky thanh phan khac co trong ché pham.
Bénh nhugc co.

Cac trudng hop than trong khi ding thude

Bénh nhan nén dugc bu nwde trong subt qua trinh diéu tri voi amikacin.

Dung thuéc than trong & bénh nhan trwdc d6 bj thidu nang than, tén thwong tién dinh hodc thinh giac va giam
loc & cau than. Bénh nhan dugc diéu trj véi aminoglycosid dang tiém nén dwoc theo doi lam sang chat ché vi co
nguy co doc tinh trén tai va trén than do dung thude. Tinh an toan cta thuéc diéu trj trong thoi gian dai hon 14

ngay chua dugc danh gia.

Néu viéc diéu trj kéo dai 7 ngay hodc hon & bénh nhan suy than, hodc 10 ngay & cac bénh nhan khac, can phai
do thinh lyc dd trwde khi didu trj va 1ap lai trong subt qua trinh diéu tri. gn/
Boc tinh trén than

Aminoglycosid c6 kha nang gay ddc cho than. Doc tinh trén than khéng phu thudc vao ndng dé dinh trong huyét
twong. Nguy co ddc trén than tang & bénh nhan suy gidm chirc ndng than, nhing ngwdi ding liéu cao hon hoic
diéu tri trong thoi gian dai.

Bénh nhan nén dwgc bu nwdc trong qua trinh diéu tri va danh gia chirc nang than béng cac phwong phap théng
thwéng trwde khi bat dau didu tri va 1ap lai mdi ngay trong suét qua trinh diéu tri. Can giam liéu néu cé dau hiéu
clia rdi loan chirc nang than, nhw can lang nwoc tidu, hién dién cac té bao mau d@é hoac tréng, albumin trong
nwéc tiéu, do thanh thai creatinin giam, trong lwong riéng cia nwéc tiéu giam, chi sé BUN ting, creatinin trong
huyét thanh, hoac thiéu niéu. Nén nguwng didu tri néu uré huyét tang, hodc néu lreng nuwéc tiéu gidm tién trién.
Ngw&i bénh Ién tudi co thé bj suy gidm chirc nang than. Can xac dinh do thanh thai creatinin va theo déi chirc
nang than.

Chirc nang than va day than kinh s 8 nén dwoc theo ddi chat ché dac biét 1a & nhitng nguwdi da bi hodc nghi
ngd bi suy than khi khéi dau diéu tri, va ca nhitng ngwéi ban dau cé chirc nang than binh thwéng nhuwng trong
quaé trinh diéu trj xuat hién cac du hiéu cla suy than. Ndng d6 amikacin trong huyét thanh nén dugc kiém soat
néu cé thé nhadm dam bao thube di néng dd diéu trj va tranh ndng dd cé thé gay doc tinh.

Nén khdo sat nudc tidu dinh ky vé cac chi tiéu nhw trong Ireng riéng, sy bai tiét ctia protein, sy hién dién cia
can lang hay té bao trong nuwdc tiéu, chi sé BUN, creatinin huyét thanh hodc dé thanh thai creatinin. Nén khao
sat thinh lyc dd cho bénh nhan I&n tudi va dac biét 1a nhirng ngudi cd nguy co cao. Néu co dau hiéu cta doc
tinh trén tai (chéng mat, hoa mét, U tai, gidm thich lc) hodc ddc tinh trén than can phai ngirng thubc hoic diéu
chinh liéu.

Neén tranh dung déng thei va/hodc xen k& theo dwéng udng hoic tai chd v6i cac thubc gay déc cho than kinh
hodc thén, dac biét 1a bacitracin, cisplatin, amphotericin B, cephaloridin, paromomycin, viomycin, polymyxin B,
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colistin, vancomycin, hodc cac aminoglycosid khac. Tudi tac tang va tinh trang mat nwéc cling co thé lam téng
nguy co doc tinh.

Bénh nhan trwoc do bi thidu nang than nén dwoc danh gia tredc khi didu trj va dinh ky trong sudt qua trinh diéu
tri. Nén gidm liéu hang ngay va/hodc ting khoadng cach giira cac liéu ding theo ndng creatinin huyét thanh dé
tranh tich Ity thudc va gidm nguy co doc tinh. DAc biét cAn phai kiém soat déu dan chire ndng than va néng 46
thube trong huyét thanh & nguwoi gia.

Ddc tinh trén than kinh va tai

Poc tinh trén than kinh co thé xay ra & bénh nhan dwoc diéu tri véi aminoglycosid. Nguy co dgc tinh trén tai tang
& bénh nhan suy than, dung lidu cao hoac diéu trj trong thei gian 5-7 ngay. Diéc véi tan suat cao thurong xay ra
trwdrc tién va chi ¢ thé phat hién béi cac thir nghiém do thinh lyc. Hoa mét c6 thé xay ra va la dau hiéu cla tén
thwong tién dinh. Cac déu hiéu khac cla ddc tinh trén than kinh gém tinh trang té cong, da ngira ran, co rut co
hodc co giat. B&nh nhan bj tén thirong &c tai hodc tién dinh tién trién co thé khong c6 cac triéu chivng trong qué
trinh didu tri va tinh trang diéc hai bén tai khong hdi phuc mot phan hay hoan toan hoic hoa mét co thé xay ra
sau khi ngirng thudc. Boc tinh trén tai do aminoglycosid thwéng khéng hdi phuc.

Déc tinh trén than kinh co

Nén can nhéc dén kha nang co thé xay ra liét ho hdp néu aminoglycosid dugc dung bdi bat ky dudng nao dac
biét la bénh nhan dang dung thudéc gay mé, thubc chen than kinh co nhw tubocurarin, succinylcholin,
decamethonium, atracurium, rocuronium, vecuronium hay & bénh nhan dang dwgc truyén mau & at co citrat
chéng két tap tiéu cau. Néu xay ra chen than kinh co, ngoai viéc diing cac muédi calci, can dung thém cac bién
phap co hoc hd trg hd héap.

Khéng dugc ding amikacin & bénh nhan bj nhwec co nang. Nén dung aminoglycosid than trong & bénh nhan bi
réi loan co nhw hdi chirng Parkinson vi cac thubc nay co thé 1am trdm trong thém chirng nhugc co do tac dung
kiéu cura clia thudc 1&n lién két than kinh co.

Phan ung dj ing ?/
Than trong khi st dung amikacin & bénh nhan cé tién s dj (rng véi aminoglycosid hodc bénh nhan co thé co
tén throng than hodc day than kinh s6 8 can l1am sang do st dung trede d6 cac thube gay ddc cho tai hay cho
than nhw streptomycin, dihydrostreptomycin, gentamicin, tobramycin, kanamycin, neomycin, polymyxin B,
colistin, cephaloridin hay viomycin vi c6 thé lam tang ddc tinh. O’ nhitng bénh nhan nay, chi nén s dung
amikacin néu lgi ich diéu tri hon han nguy co gay hai cta thudc.

St dung liéu 1&n amikacin trong ph3u thuat gay ra hdi chirng nhwgc co tam thoi.

Cac sulphit ¢ thé gay phan tng kidu dj (ing ké ca cac triéu chirng phan vé va co that phé quan & nhitng nguoi
nhay cam, dac biét nhirng ngudi c6 tién st hen hay dj irng

Str dung thuéc trén tré em

Nén ding aminoglycosid than trong cho tré so sinh va sinh non vi sé lam kéo dai thoi gian ban thai cia thude.
Céc lwu y khac

Sy diéc khong héi phuc, suy than va ti vong do chen than kinh co da dwgc bao cao sau khi ding cac ché phdm
chira aminoglycosid dé rira cac viing gidi phau Ion va nhé.

Gibng voi cac khang sinh khac, viéc st dung amikacin co thé tang sinh cac chiing vi khudn khéng nhay cam.
Néu diéu nay xay ra, nén ap dung bién phap diéu tri thich hop.

Phy nir c6 thai

Aminoglycosid co thé gay hai cho thai nhi khi ding cho nguwdi mang thai. Néu diing amikacin trong khi mang thai
hoZc bat dau c6 thai trong khi dang diing thudc, ngwéi bénh phai dwec thong bao 1a cé kha nang nguy hiém cho
thai nhi, k& ca hdi ching nhwoc co. Vi vay vigc dung thube an toan cho ngwdi mang thai chira dugc xac dinh.
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Phu ni¥ cho con bu

Khéng biét rd amikacin c6 dao thai vao trong sira hay khang. Theo nguyén tac chung, khang cho con ba khi
diing thudc, vi nhiéu thudc duwoc tiét vao sira.

Anh huéng clia thude 1én kha ndng lai xe va van hanh may méc

Bénh nhan khéng nén 1ai xe hay st dyng may méc néu da tirng co bat ky téc dung phu nao (nhw chéng mat) co
thé lam anh hwéng dén cac hoat dong nay.

Twong tac ctia thude véi cac thudc khac va céac logi twong tac khac >
Nén tranh ding ddng théi hodc ndi tiép voi cac thudc gay doc cho tai hay cho than, dic biét 1a bacitracin, e
cisplatin, amphotericin B, ciclosporin, tacrolimus, cephaloridin, paromomycin, viomycin, polymyxin B, colistin, S

vancomycin, hay cac aminoglycosid khac cho du dung toan than hay tai chd vi c6 thé cé tac dung hiép déng.
Poc tinh trén than ting khi dung déng théi qua dwong tiém aminoglycosid va cephalosporin. Dung
cephalosporin ddng thei cé thé lam tang gia ndng dé creatinin huyét thanh.

Nén tranh diing dbng thei amikacin sulfat dang tiém véi cac thude 1gi tidu manh (acid ethacrynic hodc furosemid)
vi ban than cac thuéc lgi tidu co thé gay doc tinh. Ngoai ra, khi ding qua dwong tinh mach, cac thude 1¢i tiéu cb
thé lam tang ddc tinh clia aminoglycosid do lam thay d6i néng dd khang sinh trong huyét thanh va mo.

Hoat tinh thuéc trong huyét thanh co thé giam khi mgt thubc nhom aminoglycosid hogc penicilin dwgc ding béng
nhitng dwéng khac nhau. Sy bat hoat aminoglycosid chi c6 ¥ nghia 1am sang khi bénh nhan bj suy than nang.
Sy bat hoat co thé tiép tuc trong nhirtng mau xét nghiém dich co thé dwoc thu thap dé dinh lweng dén dén cac
két qua do dwgc khdng chinh xac. Cac miu xét nghiém nay nén dwgc xt ly dung dan (dwec dinh lwgng nhanh

chong, lam dong lanh, hay x( ly b&i men beta-lactamase).

Nguy co ha calci huyét tang khi dung aminoglycosid cling v&i cac bisphosphonat.

Nguy co ddc tinh trén than va kha ning ddc tinh trén tai tang khi dung aminoglycosid déng théi voi cac hop chét Y
platin.

Thiamin (vitamin B1) dung ddng théi c6 thé bj pha htly b&i thanh phan natri bisulfit cé trong thubc tiém.
Indomethacin cé thé lam tang néng dé amikacin trong huyét twong & tré so sinh.

Twong ky.

Amikacin twong ky v&i mét vai penicilin va cephalosporin, amphotericin clorothiazid natri, erythromycin gluceptat,
heparin, nitrofurantoin natri, phenytoin natri, thiopenton natri va warfarin natri, va phy thuéc vao thanh phan va
ndng 9 clia chét dan, tetracyclin, vitamin nhom B két hep vitamin C, va kali clorid.

Khéng nén trdn 1&n amikacin voi cac khang sinh khac trong cung éng tiém, chai truyén hay bét ky dung cu nao
khac.

Téac dung khéng mong muén

Téc dyng khdng mong mudn phy thudc vao liéu ding.

Thuong gap, ADR>1/100

Toan than: Chéng mat.

Tiét niéu: Protein niéu, tang creatinin va tang uré mau.

Thinh giac: Giam kha nang nghe, déc v&i hé tién dinh nhu budn nén va mét thang bang.
It gap, 171000 < ADR <1/100

Toan than: Sét.

Mau: Tang bach ciu wva eosin.

Da: Ngoai ban.
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Gan; Tang transaminase.

Tiét niéu: tang creatinin mau, albumin nidu, nwdc tidu co héng cAu, bach ciu va dai it.

Hiém gap, ADR < 1/1000

Toan than: Nhirc dau

Mau: Thiéu mau, gidm bach ciu, giam tiéu cau.

Tuén hoan: Tang huyét ap

Than kinh: Dj cdm, run, nhuoc co, liét.

Cac co quan khac: Dau khép.

Tai: Diéc.

Tiéu hoa: Budn ndn va non. LTD
Bénh nhan nén dwec khuyén ngwng str dung va bao ngay voi bac si néu cac phén ing phy tré nén tram 0s str
trong hon hodc c6 bét ky phan trng nao khac xay ra ngoai cac tac dyng da ké trén. Y

Qua4 liéu va cach xd tri

Triéu chimg: Chua c6 théng bao vé trieéng hep qua liéu amikacin.

Xt tri: Khi g&p qué lidu hodc c6 phan tng ddc, ¢ thé chay than nhan tao hodc thdm phan mang bung & day
nhanh qua trinh thai trir amikacin. O tré so sinh, c6 thé thay mau. q}/

Didu kién bao quan

Gir thudc trong bao bi kin & nhiét d§ dwéi 30°C. Khdng dwec 1am lanh hodc déng lanh. Dung dich sau khi pha
loang nén dung ngay.

Han diing cua thubc

48 thang ké t¥ ngay san xuét.

Dung dich sau khi pha lodng nén dung ngay.

Tén va dja chi clia co s& san xuét

MEDOCHEMIE LTD - AMPOULE INJECTABLE FACILITY
Dija chi: 48 lapetou Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cdng hoa Sip.

Ngay xem xét stra ddi, cap nhat lai ndi dung hwéng dan sir dung thubc:

TUQ. CUC TRUONG
P TRUONG PHONG
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