Ra: Thube nay chi ding theo don thube
AMIKACIN 1000me/100ml
(Amikacin, 1000mg/100ml)

‘ : Dé xa tam tay tré em, Doc kf huvmg dan st dung trwdie ki dimg
1. THANH PHAN CONG THUC THUOC: M3i 100 ml chua:

Thanhp/mn diroe chat: Amikacin............... il OOV IR
hmnh phan 16 dwoc: natn clond, natn h\(lrnxli nm’vc (‘51 pha nCm vira du a1 00 i
DANG BAO CHE

[)anﬂ bao ché: Dung djch thude tiém truyén.

M0 ta dang bao ché: Dung djch trong sudt, Ahong mau, khéng co cac tiéu phin nhin thiy duoc bang mat thuong, dung trong tii truyén non-PVC kin.
2. DAC TINH DUQC LUC HOC

Nhom dwge Iy: Khang sinh ho aminoglycosid.

Ma ATC: J01GBO6

Co ché tic dung:

- Amikacin sulfat 1 kbang sinh bin t6ng hop ho amincglycosid. Thudc di¢t khudn nhanh do gin hin véo tiéu don vi 308 cua
nibosom Vi khuan va ngan chin sy téng hop protein cua vi khufin. Aminoglycosid bi thu gitr va xim nhip qua mang té bao 12 mét qua trinh phu thubc niang
luemg wra khi. Nhu viy. hoot tinh aminoglycosid bi giam nhicu trong moi truromg Ky khi. Ammog,l vco:xd co dic diém li co the dung hdu khang sinh, nghia la
hoat tinh diét l\huﬁn van con sau khi n@mn dd thude trong huyét thanh da xubng duoi ndng do uc ché o1 thibu, Dic tinh nay c6 thé giai thich hi€u qua coa
thudc dung m6t lan rong neay.

Khing thubc: Theo thdng hao cua Ban giam sit qubc gia vé tinh Khéng thude cua vi khuin (ASTS) cia Bd Y 1é Viét Nam nam 2002, Mirc dd khang
amikacin cla Escherichia coli la 7,5%, mic &6 khang cua loai Entermbacter 13 24.4%, cia loai Krebsiellu 1a 18,1%, cia loai Citrobacter 1a 19.2%, cua loal
Proteus, 1a 10.7%. cua Stapiviococens aureus 1d 20.8%, cia Moraxella catarrhalis 14 0%. Pseudomonas aeruginosa khang amikacin 1a 33%, loa)
Acinetohacter 12 46,7%, Staphylocovcus viridans 13 854%. Staphylococcus pyogenes 1a 67.2%.

Phé kidng Khuin:

- Hoat tinh khéng khudn cia amikacin chi yéu chong cac tryc khuiin Gram &m va khi. Amikacin duge ding dé diéu tn nhiém khuén ning. ké ca nhiém
khuan trong 6 bung. viém phiic mac do cac vi khudn gram &m nbhay cam, bao gbm: Acinetobacter, £. Coli, Enterobacter, Kleksiella, Proteus, Providencia.
Pseudomonas. Amikacin thudmg dung diu tén A€ didu tq nhiém khuin Gram Am bénh vién, nhit 1a & nhimg ving vi khuan khang gentamicin va
tobramycin.

- Thudc khbrg c6 tac dung chong cac vi khuén ky khi va khong tac dyng trong méi ruémg acid hojic ¢6 4p suat oxygen thin. Thudc tac dung han ché don
vén da s vi khuén Gram du'mlg Strept. pricumorniae va Strepl. pyogenes Khang thubc nanh.

- Amixacin téc dung hip dong v pemcilin dé e ¢hé Strept. faccalis hofc alpha S(rcpmcoccm vl cac pcmcxhn chonn Pscudomonas (aztreonam,
imipenem, ceftazidun...) d¢ e ché Pscudomonas, \a vl metrondazol hotic c4c thude chong vi khudn ky khi khac dé {rc ché céc vi khuin ky khi. Thuoc
ciing tic dong hiép dong v&i nafcilin hodc oxacilin dé chong Staphylococcus Gurens. Amikacin 12 mot anmo;;lycosnd khéng la1 phan 1én cac enzym lam bat
hoat thudc do ¢a 2 loai vi khuin Gram dm va Gram duong tét ra. Do d6, thude o the tic dung trén cac vi khuéin khdng cac aminoglycosid khac.

4. DAC TINH DUQC PONG HOC
fap thu:
Amikacin hip thu kém qua durdmg téu hoa. Khi truven tinh mach voi liéu 7.5 me/kg trong 30 phit, nong do dinh cua thubc trung binh 38 microgam/ml dat
ngay sau ki truyén, g1am xuong 18 mlcrog'xm/ml 1 g0 sau vava 0,75 microgam/ml 10 gio sau. Amikacin tham qua nhau thai va khuéch tin vao dich nudc
Bi. \J(m& 2 40 dinh trong huvet thanh cua thai nhi b:mg 16% nong 46 dinh trong huyét thanh cua ba me.
Phén bé:
Sau khi tiém 10 gid, amikacin khuéch tén nhanh vio co thé (xuong, tim, tai mit, md phdi, mft, dom, chit tiét phé quan. dich mang phoi va hoat dich).
Clnivén hoa: :
Nira doi trong huyet thanh 1a 2 - 3 @& @ ngudi ¢b chire nang than binh thutmg va 30 - 86 gio @ ngudi ¢d suy chirc ning than nang. Nua dav trong huyét
thanh 13 4 - 5 g6 o e nhé 7 hodc trén 7 ngay tudi dc du thang, 7 - 8 gior & tre d¢ nhe can 1 - 3 ngay tudi.
Thai mr
O nguoi Ion ¢o chire nang than birh thudmy, 94 - 98% liéu don, dio thai khong bién d6i qua cau than trong vong 24 widr. Tham phan mau va mang bung loai
bo duoc amikacin.
5. CHI DINH

Armnikacin duge chi dinh trong diéu trj ngan han cac truimg hgp nhiém tming nghiém trong do cac chimg nhay cam vi khuin Gram am, bao gdm
Pseudomonas, Eschericlia coli, Proteus (indole duong tinh va am tinh), Providencia, Kiuvbsiellu-Enterobacter-Servutic va Acinetobacter (Mimu-Herelleu).
6. LIEU DUNG, CACH DUNG

Liéu ding:

- Lieu amikacin sulfat duoc tinh theo amikacin. Liéu luong phéi dya vao cin ngng ly tuong tinh theo chiéu cao.

- Liéy thong thudmg doi vén nguoi 1on va tre 16n tudi, c6 chirc nang thin binh thudng la 15 mg/ke/ngdy, chia lim cic lidu bang nhau dé tiém cich 8 hodc
12 gmélha.

- Liéu hang ngay khong dugc vum qua 15 mg/ke hoéc 1,5 ¢ Diéu trj khong nen kéo darqua 7 - 10 m,ay va tong hibu & neudn 16m khong duoe vuot qua 15
g Can tranh nong db dinh trong hayét wong lon hon 30 - 35 microgam/ml vé nong dd ddy trong hU) ¢t twong 1ém hon 5 - 10 microgam/ml.

- Tré 50 sinh v tré dé non: Lifu nap diu tién 10 mg/kg, tiép theo 1d 7,5 mg/kg cach nhau 12 gio/1dn.

- Hién nay c6 chimg c(r 12 ném khang sinh nhém aminoglycosid | lAn/ngay, it nhft cling tac dung bang +A b thé it dde hon khi liéu duoc tiém lam nhiéu
lin trong ngdy. Tiém amikacin ngay 1 1dn thuéin tién hon, cho ndng d§ thube thoa déang trong huyét thanh, va trong nhiéu trudng hop di thay thé hin phic
46 tiém nhifu lén hing neay (Gém lam 2 - 3 ldn trong 24 id). Phdi tham khdo huéng diin cta dja phuong néu cé vé liéu luong vé ndng do thude trong
huyét thanh. Phai wanh ding phac db liéu cao, 1iém 1 Jan/ngay amikacin cho ngudi bj viém ndi tim msc do vi khuin Gram ducmg, viém no1 tdm mac
HACEK (Huemophilus, Actinobacillus, Cardiobacteriym hominis, Eikenellu corvedens. Kingellu), bong trén 20% dién tich co thé, sét giam bach cau trung
tinh, viém mang ndo hodc Cler< 20 ml/phut. Hign nay chwa ¢O du chimg cir dé khuyén cdo ding liéu cao, tiém | lan/ngiy cho ngudi mang thai.

- O nguai co 16n thuong thin, nhit thiét phai dini lugng ndng 40 amikacin huyét thanh, phai theo ddi k3 chire ning thin va phai diéu chinh lidu.

- Can cir vao néng 4o thube trong huyét thanh va inire d suy giam cua thin, doi véi ngwai suy thin, c6 thé dung cac icu 7,5 mykg thé wong, theo cic
khoang cach thoi gian ghi trong bang dudi diy, tiy thude vao ndng dj creatinin huyét thanh hodic vao d6 thanh thai creatinin.

Creatinin trong huvét thanh DO thanh thai creatinin Khodng ciich licu ding
(micromol/]) (ml’phav'1,73 m*) (g10)

< 110 > 100 12
_ 111 - 150 100 - 55 £ & 15 1
151 - 200 54 -40 18 ﬁ
201 - 255 39 - 30 24 H

256 - 335 29 - 22 30
> 336 <22 | > 36 |




Cdch dung:
- Kiém tra dung dich béng mat thudmg trude Khi sa dung, Khong sir dung néu dung dich bj duc
- Lidu thich hop amikacin phat truyén trong 30 - 60 phut.

D&i véi e em, thé rich dich !ruyén phu thude vao nhu clu ngud bénh,

1ém | ,
- Dung djch uém truyén c6 thé duge truyén trye t18p holc sau khi trén vén cac dung dijch tuém

nhung phai du dé co thé truyén trong 1 - 2 g1o ¢ tré nho, hodc 30 - 60 phat o re

truyén trong thich khac.

7. CHONG CHI DINH

Qua man vin ciac aminoglycosid, bénh nhugc co.

8 CANH BAO VA THAN TRONG KHI DUNG THUOC

- Phii dimg amikacin thén trong, dac big d6i voi ngudi cao tudi va tré nho, vi co nguy co cao doc cho tai va cho
giac va chuc ning than. Tranh cung thude kéo dai vahoie lap la. Can phat tréanh dung dbng thin hodc nbi tiép vai cac (
gidc hodc thin (ca dung todn thin va tai chd).

- Khbng dung que liéu Khuyen cao. | '

- Nhit thiét phai djnh luong néng 46 thude trong huyét thanh khi ding cho nguoi by tin thuong thin. i s o
- Kh ngudn bénh uong nhiéu nwde va co chic ning thin binh thudng thi it nguy co nhiém dédc than, néu khéng vuot qua liéu khuyén céo. Vicc kiem tra
chirc ning thén trong qué trinh diéu tr béng aminoglycosid O ngudi bénh cao tud1 b suy gidm chirc néng than la déc‘biét quan trong. ; '
- Phai dung thén trong amikacin v €ac nguo bénh ro1 loan hoat déng co, nhu nhuoc co hodc Parkinson. vi thuoc ndy lam yéu co tram trong, do tac
dung kiév cura cua thuéc 1én lién két thin kinh co. Gi(‘mg cac khang sinh khéc, ding amikacin ¢0 thé gay ting sinh céc vi sinh vét khong nhay cam. Neu

xudt hién diéu do, phai tién hinh dieu tri thich hop. ‘

than. Pha1 giam sat chirc nang thinh
hubde khac ca déc tinh cho thinh

9. SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Phy mit cé thai:
- Aminoglycosid ¢b thé géy hai cho thai nli khi ding cho nguéi mang thai.
. Néu dine amikacin trong khi mang thai hodc bit du c6 thai trong khi dang ding (hude, ngudi bénh phat duoc il
cho thar nhi, ké ca hdi chimg nhuoc co. Vi viy, viéc diang thudc an toan cho ngudi mang that chua duge x4ac dinb. :
Phu nit cho cort bii: Amikecin khuéch tén rit It vao sita me. Khong biét ro amikacin ¢6 ddo thai véo trong sira hay khong. Theo nguyén tac chung, khong
cho con bi khi ding thude, vi nhicu thube duge tiet vao sira.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong co nehién ciru vé anh hudng dén kha nimg l4i xe va viin hinh miy méc cua thube. Do
may moc ¢ thé bj suy yéu

11. TUONG TAC, TUONG KY CUA THUOC

- Ding ¢dng thai hogc ndi tiép amikacin vai cic thc nhan gdy dbc vai thin h
Ding amikacin v&i cac thude phong bé thin kinh co, cé thé ting nguy co gay
thudc gidn co cura va thube gdy mé Amikacin con c6 thé tuong tac voi mot s
imdomethacm.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Tic dung khéing mong mudn (ADR)
ADR phy thudc vao licu dimg.

Theomg gap. ADR >1/100

Toén than: Chong mét.

Tiét niéu: Protein méu. tang creatinin V& tang uré mau. . ' :
Thinh giac: Giam kh néng nghe, dc vén bé tién dinh nhu buon nén va mat thing bing.

It pap. i/1 600 < 4DR <1/100

Toén than: Sot.

Mau: Téng bach cau &i toan.

Da: Ngoaj ban.

Gan: Tang wranseminase. : A :

Tiét niéu- Tang creatinin mée, albumin niéy, nudc tieu co hong cau, bach cau va déi it,

Hiém pap. ADR < 1/1 000

Toén than: Nhirc dau. i |
Méu: Thiéu méu, gism bach cfu, giam tiéu cau.
Tuan boén: Tang huyer ép. |
Than kinh: Di cam. run, nhuoc co, liét,
Céc co quan khac: Pau khop. Tai: Diec.
Hulag din cach xir tri ADR:
- Céc thubc loi tiéu tac dung nhanh nhy furosemid tang nguy co doc voi thinh giac va thin.
- Neéu nguoi bénh trude do di diéu i voi cac thube ¢ nguy co dde vai tai hoic thin chy cac aminoglycosid khac thi phai chi y dén su ngny hiém do
tich 10y thuoc.
- Mt sb ché phim c6 chiza natri sulfit (chét on dinh) c6 thé gdy dj tmg manh, djc bigl voi nguai co 1ién st hen.
- Khi suy thén, chi dung amikacin khi thit cin va diéu chinh lidu theo sy thay ddi ning d0 creatinin mau hodc ¢ thanh thai creatinin. Phai giam sat chie
ning than va thinh giac. Cén phai kiém tra ndng 46 thube rong huydt thanh
13. QUA LIEU VA CACH XU TRI
K}}j gdp qua liéu hodc co phén img doc, cd thé chay thin nhan (4o hofic tham phén maag bung dé diy nhanh qua trinh thdi i amikacin, J tré so sinh, ¢o
thé thay méu.
14. CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
- Khong ding thuoe qué han su dung. :
- Khong duoc sir dung khi dung dich by vén duc, d0i mau, chie céc phfuu (o 1gp cht ¢6 thé nhin thay bing mét thuémg, hogc thi dich by thung, nip nhua va
niéng nhbm khong con nguyén ven. |
15. QUY CACH PONG GOI: Tui 10Cinl, hop 1 tdi kem 1 to huomg din s dyng

- : Tai 100 ml, thing 20 ti kém 1 10 hudme din su dung

16. DIEU Klf,‘\ BAO QUAN: Noi kho mat, tranh anh sang, nhiét d6 dut 30°C
17. HAN DUNG: 36 thang ké ti ngay san xudt
18, TIEU CHUAN CHAT LUQNG: Tiéu chuan co 50
19. TEN, DJA CHI CUA CU SO SAN XUAT THUOC: CONG TY TNHH DUQC PHAM ALLOMED
Dija chi: L6 A-1H-CN, Khu Céng Nghiép My Phu6c 3, Phudng Chanh Phi Hoa, Thy Xd Bén Car, Tinh Binh Dwong, Viét Nam

10ng bao la co kha nang nguy hiem

sur xubt hién cia mit s6 phan img bat lei, kha nang lai xe va van hanh

ojc thinh gidc khac ¢6 thé lam ting doc tinh nguy hiém cua aminoglycosid.
chen thén kinh co diin dén liét hé hip. Amikacin co thé lam tang tac dung
& thube khac nhu cac penicilin hoat phé réng. furosemid, bumetanid, hoic




