Thudc niy chi ding theo sy ké toa cia thily thube
Doc ki) hudng déin sie dung trede khi ding.
Thong bdo che bdc si cde tde dyng phy gdp phai khi ding thubc.
Dé thube xa tam véi cia tré em

Thube tiém Colistimethate natri

KNOX

THANH PHAN

Mbi lg chira:

Colistimethate natri BP 1.000.000 IU

DANG BAO CHE

BOt ddng khd pha tiém.

MO TA

Colistimethate natri la mt khéng sinh thudc nhém polymycin.

DUGC LYC HOC

Coché thc dyng .

Colistimethate 14 khéng sinh nhom polymycin. Céic khing sinb polymyxin 1 céc cation h:x‘dong bang cich gdy tbn hai mang té bao
vi khuin, Két qua 13 1am chét céc té bao vi khudn. Polymyxins tic dyng chon loc trén vi khuan Gram 4m c6 mjt 16p méng ky mréc bén
ngodi,

Visinhhoe

Cdc ching nhay cam

Acinetobacter species

Citrobacter species

Escherichia coli

Haemophilus influenza

Pseudomonas aeruginosa

Enterobacter species

Klesbsiclla Species

Chiing vi khuén dé khéng tw nhién

Brucella Species

Burkholderia cepacia va cic ching lién quan
Neisseria species

Proteus specics

Serratia Species

Vi khudn ky khi

Tét ¢4 céc ching vi khudn Gram duong

Két qua thiz nghiém in vitro khong tuong quan véi dép (mg Jam sang dbi v6i cic ching vi khuin Acinetobacter.
Néu clln, thiét, céc béc sT nén tim hiéu khi niing khiing thudc thudmg gip & dja phong it nhit véi mdt vai logi nhiém kiuén con

chua chac
chiin,

MICS

Chic gia thuyét vé didm MIC chung cia vi khuin nhay cim v6i colistimethate natri 14 < 4mg/l. Vi khun ma MIC cia natri
colistimethate 4 8mg/Inén dugc xem xét kha ning dé khang.

Cochékhéng thube

Vi khuén & khing dugc dic tnmg bing sy thay dbi cic nhém phosphate ciia lipopolysaccharid védmlh.aythébtilggcmnohmjn

hofic aminoarabinose. Vi khuén Gram 4m dé khéng ty nhién, nhu Proteus Mirabilis va Burkholderia cepacia, cho thiy su thay thé
hoan toan lipid phosphate ciia chiing bing lamin hoZc ami bi
Dé khing chéo gitta colistimeth 4 poly in B nén dugc xem xét. Do co ché tic dung cita polymyxin khac véi cic khing

natri va
:inh&khic, nén co ché dé khang trén gitta colistimethate natri va polymyxin B khong duge 4p dung cho co ché 4 khang chéo véi cac
thuoc khéc.
DUGCPONGHOQC =
Hip thu
Colistimethate khong hip thu hogc hip thu khdng dang ké qua dudng tiéu hba
Khi diéu trj bing dang khi dung, ¢6 sy hp thu khéic nhau phy thuge vao kich thuéc hat khi, hé théng phun va tinh trang phéi. Nhimg
nghién ctru trén ngudn tinh nguyén vé trén bénh nhén nhiem khudn khéc nhau, ndng ¢ cua thude trong huyét thanh tir 0 dén ndng 4o
6 khd nang diéu trj 1a4 mg/ hoc hon. Do d6, khé nng hdp thu phéi ludn dirge theo ddi khi diéu trj bing khi dung.
Phén b6
Lién két 1ong Iéo véi protein. Céc polymyxin gén chit vao gan, thin, ndo, tim va ¢4, M{t nghién céru trén bénh nhén xo nang cho thiy
thé tich phén b6 cita thube én dinh 0,09 Likg.
Chuyénhéa
In invivo, colistimethate natri chuyén thinh dang base. Khodng 80% lidu c6 thé xut hién trong nuéc tiéu va khong thai tnr qua phan.
C6 thé lugng thubc con lai tdn tai trong c4c md & dang khong hoattinh. Co ché chira duge biétrd.
Thii trir
Thii trir chinh qua thin véi 40% lidu xufit hién trong nuéc tiéu trong 8 gidrva 80% liéu trong 24 gidy. Bi colistimethate Natri thi trir
phén 16m qua thin, cln phai gidm lidu cho bénh nhan suy than dé gizm tich liiy thudc. Sau khi tiém truyén tinh mach cho nguéi truémg
thanh khoe manh, thor gian bén thi 14 1,5 gié. Trong 1 nghién ciru v6i bénh nhin xo nang dung liéu don truyén tinh mach 30 phit,
théri gian béin thi 14 3,4£1,4 gid.
Thai tn¥ Colistimethate natri kh; ding khi dung chira dwrgc nghién cinu Mgt nghién cir trén bénh nhan xo nang khéng thiy
colistimethate Natri trong nuéc ticu khi ding 1 tri¢u don vj dang khi dung ngay 2 lan trong 3 thing.
Dugc dong hoc ciia colistimethate natri trén tré em twong ty nhu trén ngudi truéng thanh, ciing nhur trén ngudi gia, véi chire ning thn
binh thuéng. Dt liu con han ché vé duge donghoc clia thube trén tré so sinh tuong ty nhu vdi tré em va truong thanh, nhung céin theo
d6i vi nbng 40 dinh ciia thubc trong huyét thanh cao hon va théi gian bén théi cia thuoe kéo dai hon.
ChiPJNH
Colistimethate dugc chi dinh diéu trj nhimg truémg hop nhiém khudn sau day:
Tiém truyén inh mach cho diéu trj céc truémg hgp nhidm khudn ning gay ra béi vi khudn Gram (-), bao gdm nhiém khudn duémg ho
hip ué:uai v nhiém khudn tiét nigu, khi céc khéng sinh tdng hep thudng ding bj chdng chi dinh hodc khdng ¢6 higu qua vi khing
thubc.

LIEU DUNG VA CACHDUNG

Pidu tr tokn thin

Colestimethate natri dwge trayén finh mach 50 ml trong 30 phiit. V6i bénh nhin duge gin thiét bj clly ghép finh mach toan phin
(TIVAD) c6 thé tiém nhanh véi lidu 2 trigu don vj trong 10 m tiém trong tdi thiéu 5 phit. Liéu ding nén duge xdc dinh dva vio ag
nghiém trong, logi nhidm khuén, 9 tudi, cin niing va chirc ning thin cla bénh nhin. Dép img 1im sing cia bénh nhin chim, c6 th
taing liéu tity vao tinh trang cta bénh nhin. Khuyén c4o dy doAn ndng d§ cia thude trong huygnbmh dc biét & benh nhan suy
n'éui:nlinhvibenh nhdn xonang. Néng 46 1015 mg/1 (xéip xi 125 -200 don vi/ml) colistimethate natri 1 & cho hiu hét cic logi nhi
khudin.

Thong thuémg viéc didu tri nén kéo dai it nhdt 5 ngay. Didu trj con kich phat ho hép & bénh nhin xo nang nén duge kéo dai trong 12
ngay.

Tré em v ngudi trizomg thanh ( bao gém ngudi lon wdi)

Duti 60kg thé trong:

Tir 50.000 don vi/kg/ nghy dén t6i da 75.000 don vi /kg/nghy. Libu tbng hang ngay nén dugc chia thinh 3 lin cho m®i 8 gid.

Trén 60 kg thé trong:

1-2 tridudon vi 3 ha 1| ngay. Libutbida 6 triéudon vj trong 24 gid.

Dbi v binb nhin xo nang c6 thé phai dimg liéu cao hon dé duy tri ndng d cuia thubc trong didu ti.

Ciéchsirdyng

Dang tiém truyén:




Lidu 2 tri¢u don v cho ngudi tnrémg thinh nén dwgc hio tan trong 10- 50 ml dung dich truyén tinh mach NaCl 0,9% hofic mréc cht
pha tiém cho dén khi thinh dung dich trong subt. Dung dich chi ding mot lin va logi bé phin chua sit dung. Trinh tao bot, sy pha
lofing nén duge thye hign tir tir ma khéng lic manh va dung dich sau khi pha nén dugc ding ngay.

Dungdich chi ding mt lin va logi bo phin chura sir dyng.

CHONG CHIi PINH

Mdn cim véi colistimethate natri (colistin) hojic véi polymyxin B. Bénh nhéin nhwrge confing.

THANTRONG

Chn bét sirc cin trong khi diing cho bénh nhan réi loan chuyén héaporphoryl.

Doe véi thin va vdi nio o6 thé xay ranéu virgt qué lidu khuyén cdo cho tiém truyén,

Co thilt phé quan 6 thé xiy ra khi diing dang khi dung véi khing sinh. C6 thé diing c4c chét chil vén beta2 dé ngin chan hodc didu tri.
Néukhong khoi, diéu trj nén duge dimg lai.

Sir dung thén trong cho bénh nhin suy thin. Nén danh gi4 co ban chirc niing thin va theo ddi trong qué trinh diéu trj. Néng d6 cia
thudc colistimethate natri trong huyét thanh nén dugc theo ddi.

ANHHUONG DEN KHA NANG LAIXE VA VAN HANHMAY MOC

Trong qua trinh truyén colistimethate natri, dic véi nfio 6 thé xy ra véi biéu hién chéng mat, nhim 1in vA hoa mit. Bénh nhén nén
duge khuyén o khong li xe hodic vin hinh may méc néu cic tic dyng ndy xay ra.

KhANANG GAY UNG THU, POT BIEN VA QUAI THAI

S6 ligu vé kha nang ddc véi gen con han ché va s8 lidu vé kha ninp gdy ung thu con thiéu. n vitro, colistimethate natri gy ra sy sai
léch nhiém sic thé. Diéu nay cé thé lién quan dén sy giam chi sé phan bao.Nghién ciu vé doc tinh trén co quan sinh sin & chudt
colistimethate Natri khéng cé dic tinh gay quai thai. Tuy nhién thuoc dugc diing tiém bp trong thai ky sinh san ciia the Iiég 4,15va
9.3 mg/kg gy ra tit veo ban chin & bio thai véi ty 18 lin lugt 14 2,6 va 2,9%. Nhimg liéu ndy bing 0,5 va 1,2 lin lidu t5i da hing ngly
cuangudi. Hon nita, sw ting hip thu xay ra tai liéu 9,3 mg/kg.

SUDYNG CHO DOITUQNG PACBIET

Phy nir cé thai

Chua c6 dii 56 ligu cho viée sir dung colistimethate natri cho phy i mang thai. Nhimg nghién ciru don lidu § phy nir ¢6 thai chi ra ring
colistimethate Natri qua dugc hing rdo nhau thai va do dé c6 thé giy doc tinh cho bao thai néu Ip lai lidu véi phu nit ¢6 thai. Nhing
nghién ciru trén dong vit khong dil tin tuéng vé syr dnh hudng cla colistimethate natri 1én kha nang sinh sin va phat trién
Colistimethate natri chi dwrge sir dung cho phynit ¢4 thai khi lgi ich cuia mg 1ém hon nguy co cho thai nhi.

Phy nircho con b

Colistimethate Natri bai tiét dugc viio stre me. Colistimethate natei chi dugrc sir dung cho phy it ¢6 thai khi thét sy cin thiét.

Sirdyng chotréem

Duge déng hoc ciia Colistimethate natri ¢ tré em twong ty nhu & ngudi truéng thanh bao gdm ca ngudi 16m tudi ¢ chirc ning thin

binh thuéng. Di liu con han ché vé dugc ddng hoc cita thude trén tré sosinh mngtgnhuv(ri tré em va tnrémg thanh, nhung cin theo
ddi vindng 4§ dinh clia thuoe trong huyét thanh cao hon va thi gian bin thai cia thuée kéo dai hon. )

Tham khio LIEU DUNG VA CACH DUNG cho sit dung Colistimethate natri cho tré em.

Sirdyng trong ldo khoa

Ngudi gid cé chirc nAng suy gidm, do d6 céin thin trong khi lya chon liéu va thudmg xuyén theo ddi chirc niing thin.

Sirdyng cho b§nh nhin suy gan

Chua césé ligu.

Sirdung cho bgnh nhén suy thin

Trong suy thin t¥ mirc ¢ vira dén nghiém trong, c6 sy giam thai trir colistimethate natri. Do d6 lidu diing va khoing liéu nén dugc

diéu chinh dé trénh tich iy thudc. Bing dudi day 13 chi din dé chinh lidu & bénh nhin ning 60 kg hodc hom. Sy didu chinh lidu con dya
vdo ndngd¢ thudc trong mau va bing chimg cita die tinh.

Diéu chinh lidu & nghj & bénh nhén suy than

Mirc 49 D3 thanh thai Creatinin (mUph)|  Cin ndng trén 60 ke
Nhe 20-50 1-2 tri¢u don vi méi 8 gidr
Vira 10-20 1 triéu don vi méi 12- 18 gidy

Ning <10 1 triéu don vi m&i 18- 24 gi¢

TUONG TAC THUOC

Nén trénh sir dung ddng thsi colistimethate natri v6i cdc thudce doc véi than va ndo bao gdm céc khing sinh aminoglycoside nhu
gentamicin, amikacin, netilmicin va tot in, Amphotericin B, Cap ycin, Polymycin B, Vancomycin vi 1am ting nguy co
gly dbc cho thin va nfio. C6 thé ting nguy co déc G ndo khi ding ddng thisi véi cic khéng sinh cephalosporin.

Cic thudc gidin cova ether nén dugc sirdyng hét sirc thin trong cho bénh nhan dang ding colistimethate natri.
CAC TACDUNG KHONG MONG MUON

Didu trj todn thin

Nhitng phén img phu xay ra c6 thé lién quan dén d¢ tudi, chirc ning thn v thé trang cia bénh nhén.

Déi v6i bénh nhin xo nang, 27% bénh nhéin 6 nhimg phan tmg c6 hai véi thin kinh. Nhin chung nhiing phin tmg d6 13 nhe va mét
trong hodc sau dieu trj théi gian ngin.

Dgc véi thin kinh ¢6 thé do qué liéu, thit bai trong gidm lidu cho bénh nhén suy thin va sit dung dong théi véi cic thude gidn co holic
véi cdc thude tic dgng tuong ty 1én thin kinh. Giam lidu c6 thé 1am nhe bét trigu chimg. Nhimg tac dong ¢6 thé bao gdm ngimg the,
cim gide xéo trgn thodng qua, nhu cim gidc khic thudng & mit va chéng mat) va hiém hon 1a vin mach khéng én dinh, néi lap, réi
loan thi giac, 14n hay réi lo&ntﬂmtl;sin,

Nhimg phin img 6 hai 1én chirc nng thin 43 dugc béo cdo, thudmg sau khi sir dung liu cao hon lidu khuyén cdo di véi bénh nhan
¢6 chirc ning than binh thudmg, hogic khéng gidm lieu & bénh nhin suy thin hoic sir dyng déng thévi véi céc thube dgc v thiin khac.
Nhimg phin img nay thudmg dugce phyc hoi khi ngimg diéu trj.

Trén bénh nhdn xo nang duge diéu trj trong gidi han lidu khuyén céo, hiém xay ra déc voi thén (<1%). Véi nhimg bénh nhén ning
niim vién khdng xo nang, djc véi thin i duge bio cho trén xAp xi 20% bénh nhén,

Nhimg phén img qué man gdm phat ban da va sét. Néu nhing trigu chimg nay xéy ra nén ngimg viée diéu tri.

Thy rét tgi ch tiém c6 thé xdy ra.

Didu trj bing khi dung

Diéu trj bing khi dung c6 thé gay ho hojic co thitphé quan.

€6 thébj viém hong hoic viém mi¢ng, c6 thé do nhibm Candida albicans hoc do mén cam. Phat ban da ciing I dfu hiéu cda sy min
cim, néu xiy ra viéc diéu trj nén duge dimg lpi.

Théng bdo cho bdc sTcdc tdc dung khdng mong mudn ggip phii khi ding thudc.

QuALIEU

liéu c6 thé din dén gifin co, vi cie trigu chimg yéu co, ngimg the, va c6 thé sngy gidm h6 hip. Qua lidu cling c6 thé gy ra suy thin
p dic tnmg bdi lugng nudc tiéu gidm va tingndng d§ ure va creatinin trong huyét thanh,

Khéng c6 thudc gidi doc dic hi¢u, kiém sodt bing céc didu trj b trg. Cic bign php ting thii trir Colistin nhur 101 tiéu thim théu nhe
mannitol, loc mau hogc thim phén phic mac, nhumg hiéu qua thi vin chira durge biét.

TUONGKY

Trénh trdn lin cdc dung dich truyén, tiém vakhi dung khic véi colistimethate natri. Thém cdc khang sinh khdc nhw erythromycine vi
cephalothin vao dung dich colistimethate natri c6 thé gay két tia,

BAOQUAN

Bio quin nari khd réo, dui 30°C. Tranh dnh sing.

QUY CACHPONG GOI

Hop 110 bot déng kho pha tiém.

HAN DUNG: 24 thing ké tir ngdy sin xudt.

Khing ding thudc khi 4 qud hn sir dyng.

Dung dich ssukhi pha cd thé strdyng trong 24 gid néu bio quin & 2-8°C va 8 gitrnéu bio quin & nhigt 6 phong (25°C).
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