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Thanh phén cdng thic thudc:

Mdilo chita 2.000.000 dvqt colistimethat natri.
Dangbao ché&: Thudcbdttiém

Chidinh:

Chisirdung khikhéng ding dugce nhitng thuéc khac trong cac diéu trj sau:

Nhiém k‘huén nang do vi khudn Gram am: Nhiém khu&n huyét, viém mang nao, nhiém khudn
than, nhiém khudn dudng niéu - sinh duc do cic vikhudn nhay cam.
Cachdung-li€udung:

Cdch dung: Pha thudc trong dung dich natri clorid 0,9% véi ndng dd khodng 667.000 dvqt/ml.
Liéu dung:Tiém bp thit, tiém tinh mach cham hodc tiém truyén tinh mach chdm (truyén trong

khc?épg 19id; li€u chia lam 3 18n mdt ngay): liéu thuding dung 12 6.000.000 dvqt (khodng 200 mg
colistin base) m&i ngay, chialam nhiéu 14n; cin gidm liéu & ngudi bénh suy than.

Diéu chinh liéu & ngudi bénh suy than cdn can ¢ vao creatinin huyét hodc hé sé thanh thai
creatinin cia ngudi bénh:

Creatinin huyét Hé s thanh théi | Liu khuyén ding Libu tbi da
trrong (mg/iit) 1 creatinin (ml/phat) (dvqt/kg/ngay) # (dvqt/kg/ngay)
<15 >80 50.000 150.000
15-<35 80 - 30 30.000 60.000
35 - 100 <30-5 15,000 30.000
; 30.000 dvqt/kg sau
> 100 S| RS | 661000000 G
30.000 dvqt/kg sau
Vorii= | oombu | soumBlhngo.
mau

Viém mang ndo: C6 thé tiém thuéc vao 6ng ty.

Tréem: 10.000-20.000 don vi quéc té/ngay.

Ngudi Ign: 60.000 dvgt/ngay (bat dau bang 20.000 dvqt ngay thit nhat va 40.000 dvqt ngay thir
hai).

Thubc con dung tiém dudi két macva dung dé rirabang quang.

Chéng chidinh:

Ngudi bénh di Ung véi polymyxin.

Tré em dudi 2 thang tudi.

Ngu@i bi bénh nhugc co.

Ngudi bénh bi suy than nang, ngudi bénh dang dung thudc khic ddc d6i véithan.

Ngudibénh gay mé cé dung hydroxydion (Viadril).

Canh bédo va than trong khidung thuéc:

Thuéc c6 thé géy dc ché than kinh - co (liét) & ngudi bénh mic bénh phdi man tinh, c6 thé din
dén tivongdo nging thé.

Dung thudc dai ngay cé thé dan dén phat trién qué muc cac vi khudn khdng nhay cam, dic biét

Proteus.
Phai giam liéu & ngudibénh suy chdc nang than.

Suidung thuéccho phunircé thaivachoconbu:

Strdung thuécchophunicé thai:

Thudc c6 thé di qua nhau thai, thuéc chi sir dung trong thdi ky mang thai khi Igi ich, tiém nang
vuot tri so vdi nguy hai c6 thé c6 déi vdi thainhi.

Strdung thuée chophunicho con bu:

Thuéc dugc bai tiét trong sifa. Mdc du néng d6 thap, nhung cé thé c6 ba van dé déi vdi tré b me:
Bién déi hé vi khudn & ruét, tdc dung tryc ti€p trén tré va anh hudng dén két qua nudi ciy néu
can thiét phailam khi c6 s6t phai khdm toan bg.Khéng nén dung thuéc trong thoi ky cho con b.
Anh huéng cia thudclén kha nang lai xe, van hanh may méc:

Khéng thdy c6 bao cdo nao trong cac tailiéu tham khao dugc.

Tuong téc, tuong ky cia thuéc:

Khéng dung phéi hgp thudc véi cephalosporin hodc khéng sinh aminoglycosid vi lam ting
nguy co gay tén thuong than.

Thudc tang cuding tac dung Uc ché than kinh - co cla cac thudc gay gidn co khéng khir cuc
(tubocurarin, fazidinium bromid...). Téc dung nay tang khi kali huyét gidm hodc néng dé ion calci




uvét thanh thap. Cac thusc cholinergic (ich thich Glglao cam) t 6 tic dung trong trutg
Bq?wg‘;);ng thasi thudc lam gidm nhu dongrudtsélamting hipthy colistimethat natri.
v :
Tacdung khéng mong mudn coa thudc: i
Khoang 20% ngudi bénh dung thuc khang si7 M polymyxin bi céc tac dung 6 hai cho
o Noob Jhu hay g3p nhét | hoai t6ng than cdn g3p ca viem than ke Dung thuéc

‘Ngoaitacdungp
lt't;inc aogkéo daiva suy than 13 cac yéu to dé gay nguy co c6 haicho than. Cac tén thuong thando

+huSc khang sinh nhom polymyxin gaya thudng hdi phuyc dugc nhung ciing ¢6 truting hop van

nanglén sau khidangung dung thudc.

Thudng gap, ADR> 1/100
Phan ung di ing: S6tdo't

T WUERD vl -

huéc. Cang nhu cac polymyxin khac, colistimethat natri kich (ng phé
quan do cé tacdung gdy gidi phong histamin. Phan ing nay c6 thé xdy ra rdt nhanh va diéu tri

E khéng cétacdung.
bAna thudc gdy gian phé quan thi '
Hé t?\én kinh (c6 t&i 7% ngudi bénh c6 chic nang than binh thudng bj dnh huéng): T& quanh
mwOi, réiloan van mach, hoa mat.
Tiét niéu: Suy than héi phuc duoc.

ftgap, 1/1000<ADR<1/100
Phan (ing di ing: Phat ban sén, tén thuong da.

Hé than kinh: Mat diéu hdavan dong, co giat, mat phuong hudng, ngungthd.
Taichd:Pautaicho tiém.
Hiém gap, ADR<1/1000
Suy than (khidungliéu>10.000.000 dvqt/ngay) c6 thé phuc héisau khingimng thuéc.
| Kich ing mang nao (tiém thudc vao 6ng tuy).
| Piéc, tén thuong dc tai (khi nhd thudc qua mang nhibithung).
Gay ucchéthankinh-co.
Théng bdo ngay cho bdc sthodc dugc sinhiing phan ing cé hai gdp phaikhisirdung thuéc.
Qua liéu va cach xurtri:
Diéu tritriéu ching va hd trotuy theo triéu chiing va mic d6 nang nhe.
Nén thay mau néu cé diéu kién viloc mau va tham tdch mang bung khéng cé tdc dung dao thai
colistin.
Pactinhduocluchoc:
Colistimethat natrila thudc khdng sinh nhém polymyxin, thudng dung dé diéu tri nhiting trudng
hop nhiém khuan ndng do vi khudn Gram am, dac biét |a cac trudng hgp nhiém Pseudomonas
aeruginosa (mac du hién nay ngudi ta thudng dung cac khang sinh khac it déc hon dé diéu tri
nhiém khudn toan than nhu cidc aminoglycosid, carboxypenicilin, ureidopenicilin, va
cephalosporin). Phé khédng khuan va co ché tic dung cla thudc cling tuong tu nhu cla
polymyxin B. Cac polymyxin cé tdc dung diét khudn ngay ca véi té bao & trang thai nghi, vi thudc
lam thay ddi tinh tham th&u chon loc cia mang té€ bao. N6ng d6 thudc t6i thiéu uc ché (MIC)
phén |6n cac loai vi khudn nhay cdm la tir 0,01 dén 4 microgam/ml. Néng dé cé tac dung déi véi
cac chliing Pseudomonas aeruginosa nhay cdm vdithudc thudng thap hon 8 microgam/ml.
Colistimethat natri tdc dung tai phdi chi gidi han & cac vi khuan Gram am: Pseudomonas
aeruginosa, E. Coli, Klebsiella, Enterobacter, Salmonella, Shigella, Haemophillus, Bordetella
pertussis, Pasteurella, Citrobacter, Acinetobacter (MIC=0,25 - 1 microgam/ml). Chua thay néi dén
vikhuin tré nén khang thuéc theo co ché ditruyén hay qua trung gian plasmid.
Vi khuin khang tu nhién vdi colistimethat natri: Vi khudn Gram duang, cdu khudn Gram am,
Proteus, Providencia, Mycobacteria va vikhudn ky khi.
Thudc c6 khang chéo vdi polymyxin B. Chiy: Khang thubc &Viét Nam: khong c6 dirliéu vé khang
colistimethat natri &Viét Nam. Nhung theo Chuang trinh Gidm sat Quéc gia vé tinh trang khang
thu6c ciiamot s6 vikhudn gay bénh thudng gap thiP.aeruginosa - mét trong nhiing loai hay gap
nhat &Viét Nam - da khang vdi hau hét cac khang sinh thudng dung, triramikacin 1a con cé ty 1&
nhay cdm cao (ty Ié khang thudc: 10 - 53%). Viéc chi dinh dung khang sinh trong cac trudng hop
nhiém khuin da cin phéi dua vao khang sinh dé dé tranh lam tang ty 1& khang thudc cla
Pseudomonas aeruginosa d6ivdi amikacin va cac khdang sinh khac c6 thé con cé tac dung.
Cang giéng nhu déi vdi bat ky khang sinh nao khac, chi dinh dung thudc phai dua trén khang
sinh dé.
Pactinhdugcdéonghoc:
Sau khi tiém bap colistimethat natri tu 2 dén 3 gid, thudc dat ndng d¢ dinh trong huyét tuong. In
vivo, mot ty 1& nho colistimethat natri c6 thé bj thiy phan thanh colistin. Colistin gdn 1dng lé&o
vao cac mb, song dang colistimethat natri thi khong két gan. Colistin khéng qua hang rao mau -
nao, vaxuat hién rét ittrong dich nhan cdu, dich 6 khdp, dich mang phéi.
Nufa doi huyét tuong la tir 2 - 3 gidr. Colistimethat natri dao thai chll yéu nhd qua trinh loc & cau
than dudi dang khéng déi hoac dang chuyén héa, Trong vong 24 gid, ¢6 thé t6i 80% liéu thudc
da tiém xuat hién trong nudc tiéu. ¢ tré em thugc dao thai nhanh han so vdi ngudiI6n va thudc

dao thai cham & ngudi bi suy gidm chiic nangthan.

Quy cachdéng géi:Hop 0119,hép 10 lo thuéc bot tiém.
Diéukiénbao quan: Naikhé, dudi 30°C. tranh anh sang.
Handung: 36 thang ké tingay san xuit.

Tiéu chuén chitlugng: TCCS

Tén, dia chi cha co s&'san xuit:

C6ngty cé phén Dugc phim Trung uong | - Pharbaco
@ 160T6n DUcThang-DéngPa - Ha Noi

PHARaAco  DT/84-4-38454561 Fax:84-4-38237460
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