Rx Thuéc ban theo don

HUONG DAN SU' DUNG
THUGC BOT PHA TIEM COLISTIMED

KHUYEN cAO

THUOC DOC

Doc kj hwéng din sir dung trwéee khi ding

Dé& xa thm tay cia tré em

Thuéc nay chi dung theo dom thudc

Khéng ding thudéc da bién mau, hét han sir dung

Thong bao ngay cho bac s§ hoic dgc sf nhimg tic dun
mong mudn gdp phai khi sir dung thudc.

Mu@n biét thém thong tin xin hdi y kién ciia bac s¥

THANH PHAN

M&i 1o 0,5 MIU chira: Colistin 0,5 MIU (rong dwong 17 mg) duréi dang
colistimethat natri 40 mg. 5

Méi lo 1 MIU chira: Colistin 1 MIU (twong duong 34 mg) dudi dang
colistimethat natri 80 mg. L

M8i lo 2 MIU chira: Colistin 2 MIU (twong dwong 68 mg) duéi dang
colistimethat natri 160 mg.

Méi lg 3 MIU chira: Colistin 3 MIU (twong duong 102 mg) duéi dang
colistimethat natri 240 mg.

DANG BAO CHE: Thuéc bét pha tiém

MO TA SAN PHAM: B6t mau tring hodc gin tréng, dong trong lo thily
tinh trung tinh trong suét, khéng mau, day kin bing nit cao su, boc
ngoai bing nép nhém.

CHi PINH

Thudc dwoc chi dinh cho ngudi 16m va tré em d€ didu tri nhiém khufin
ning do vi khu&n Gram am hiéu khi nhay cdm. Nén xem xét huéng din
chinh thirc vé viéc sir dung khang sinh hop ly.

LIEU LU'Q'NG VA CACH DUNG

g khong

Lidu diing va thor gian digu tri thy thudc vao mikc do nghiém trong clia
nhiém tring va dap (ng lam sang. Ngoai ra ciing nén cin clr vio cac
huémg dan digu tri.

Thubc dwoc ding theo duéng tigm bip, tiém tinh mach chm hodc
truy€n tinh mach cham.

Ngurari Iém va thanh thiéu nién

Ligu duy tri 1a 9 MIU/ngay, chia 1am 2 - 3 lan.

O nhirng bénh nhan 6m ning, lidu tai 9 MIU nén duoc ding.

Ngteart suy thdn

Piéu chinh liu & nguiri bénh suy than cn cin cir vao creatinin huyét
hodc hé s6 thanh thai creatinin cta ngudi bénh,

Po thanh thai creatinin | Liu dung hang ngay (chia thanh 2
ml/phiit) Ian/ngay)

<50-30 5,5 - 7,5 MIU

<30-10 4,5-5,5 MIU

<10 3,5 MIU

Vg1 bénh nhén chay thdn nhén tao:

Ngay khong thdm tach: 2,25 MIU/ ngay (2,2 - 2,3 MIU/ngay)

Ngay thdm tach: 3 MIU/ngay, dwoc dwa vao sau qua trinh thim tach.
Ligu hang ngay chia thanh 2 I&n dwoc khuyén céo.

Vé&i bénh nhdn thdm tdch mdu tinh mach - tink mach lién tuc:

Nhu & nhivng bénh nhén c6 chirc nang thin binh thuémng, Ligu hang ngay
chia ba lan dwoc khuyén co.

Ngwéi suy gan

Khéng c6 dit liéu & bénh nhén suy gan. Cn thn trong khi ding thubc &
nhirng bénh nhan nay.

Nguéi cao tudi

Khéng cin diéu chinh ligu & ngudi cao tudi néu chire ning than binh
thuong.

Tré em

Cac di¥ liéu vé sir dung thudc & tré em con han ché, Ligu ding nén dya
trén trong hrong co thé.

Tré < 40kg: 75.000 - 150.000 1U/kg/ngay chia lam 3 lan.

Tré > 40kg: st dung nhu lidu khuyén cdo & ngudi 16m.

Viéc sir dung lidu > 150.000 IU /kg/ngay da duoc bdo céo & tré em bj xor
nang.

Khéng cé dir lidu lién quan dén viéc sir dung hodc mirc 46 ctia lidu nap
& tré 6m nang.

Chura c6 litu khuyén céo véi tré em c6 chirc ning than suy giam.

Pua thudc vao ndi tiy mac va trong ndo thdt

Dura trén céc dif liéu han ché, lidu sau ddy dwoc khuyén cdo & ngudri lén:
Pura thufic vao trong ndo thit: 125.000 1U/ngay

Litu ding trong tiém ndi tily mac khong vuot qué ligu khuyén céo sir
dung trong nao thit.

Theé tich titm trong tiy mac hojc ndo thit khéng virgt quéa l ml.

Khéng 6 ligu khuyén co cu thé cho tré em véi cdc dwdmg tiém nay.
Béng chuyén d6i clia colistimethat natri:

Hoat lwc = Khéi lwong ciia
x mg colistin Colistimethat natri
o base (mg) *
12.500 0.4 1
150.000 5 12
1.000.000 34 80
4.500.000 150 360
9,000.000 300 720
* : Hoat lc quy dinh ciia hoat chdt = 12.500 [U/mg
Chch ding

Dung dich tiém bp: Pha thudc trong lo v Sml nrdc cdt pha tiém, 1ic
nhe dé tranh tao bot.

Dung dich tiém tinh mach: Pha thudc trong lp véi 2ml nréc cdtpha tiém,
14c nhe dé tranh tao bot. Pha lodng tiép dung dich thu duge voi natri

SMEDLAC

HAEDLAL PHARBAA (TA

;Jll;’::d 0.9% pha titm a6 thanh 10ml, Tiém tinh fach trong it phat &
39"54 ‘1‘101 truybn tinh mach: Pha thube trong lo vél Smi née it pha

m, lic nhe A€ tranh tao bot. Pha lodng tiép dung dich tha duge vin
fiatii clorid 0,9% pha tiém A8 thanh 50ml, Triyén tinh mach trong
khoding 1 glér,
Dung dich tigm tao thanh nén durge ding ngay holc bido guin trong
vOIg 24 gty sau khi pha.
Dung dich trute khi tibm phai kiém tra cim quan khibng dige ¢6 cat
5‘,61' phén nhin thiy biing mat thiirng hay c6 sw A6l mau nao.
Tiém tinh mach; tiém chidm mit niea libu hang ngy trong khoang 3 « 5
phiit mdi 12 giéy,
Truyén tinh mach lién tuc: Tiém chim mot niea 1ibu hang ngay trong
khodng 3 - 5 phit. Mot nira libu hang ngay con lal ¢6 thé pha lodng vao
mot trong cac dung dich sau d8 truyen tinh mach chim, bt d4u tir 1 - 2
86 sau lidu ban dau, trong 22 - 23 gitr 1iép theo:
Dung dich Natri clorid 0,9%
Dung dich dextrose 5 % trong NaCl 0,9%
Dung dich dextrose 5% trong nrde
Dung dich dextrose 5% trong NaCl 0,45%
Dung dich dextrose 5% trong NaCl 0,225%
Dung dich Ringer lactat
¢ Dung dich dwing bién 10%
Tée d6 truyen vol ngudd co chire nang thin binh thirtmg Ui 5 - 6 mg/glty,
V@i bénh nhan c6 suy than, cin didu chinh toe 4 truyn theo mie d6
suy than, Dung dich pha tiém va thé tich dung dich phu thube vao nhu
chu dich va dién giai ciia bénh nhan, B&t ki dung dich truyén tinh mach
nao chi nén duge chufin bi ngay trude khi dimg v chi sir dung trotig
vong 24 gidr.
Tiém bap: Thube phai dwee tidm bap siu vio mot khél co Jom (nbir co
mong hodc phiin bén cia bip dii).
Khong dwoe téu hiy thube qua hé théng nirée thii hode chiit thil gia
dung, Hiy hot y kién duge sy vé vide tidu hiy thube khong con cin dén,
Nhirng bién phap nay sé gidp bio vé mbi trirdmg,

CHONG CHi PINH
Qué min v colistimethat natri hodc polymysin B,
CANH BAO VA THAN TRONG KHI DUNG THUGC

Can cin nhic viée phol hop colistimethat nated vél mbt khang sinh khac
vi tinh dén hiéu qué didu tri v6i the nhin ghy bénh va dé ngiti chin s
phat trién ctia vi khuin khing colistin 43 dwge bao cho xay ra khi sir
dung colistin don dbc.

Cac dir liéu 1dm sang vE tinh hiéu qua vi an toan etia collstimethat nat]
ding dwdng tinh mach con han ché. Dic bidt div lidu an toan con han
ché d6i voi viee sir dung ligu cao (> 6 MIU/ngay) vi vige siv dung mobt
ligu tii, va cho nhém bénh nhin dic biét (ngurtd suy than vi tré em),
Colistimethat natri chi nén dwoe sir dung khi céc khdng sinh Ihac phé
bién hon khong 6 hiéu qua hoiic khong thich hop.

Kiém tra chire ndng thin nén direc thye hign vio 1ac bt diu didu tef va
thurdmg xuyén trong qud trinh didu tr & tdt ¢ cac bénh nhan, Ligu ding
colistimethat natri nén ducc digu chinh theo d§ thanh thal creatinin,
Bénh nhén gidm lru lrgng mau hodc dang dung cac thube khac c6 kha
nang gy ddc trén thin co nguy co gia ting doe tinh trén thin tir colistin,
Poc tinh trén thin di dwgc bdo cbo 1a ¢6 lién quan v lita lweng tich
liiy va khoang thin gian didu tri, Lo (ch cia viée kéo dai thd gian ditu
tri nén dwoc can bing vid nguy co ting dic tinh trén thin,

Can thén trong khi diing colistimethat natrl & tré < 1 tubi vi chire néing
than con chua hoan thién & nhom tubl nay. Hon nira, tac ddng cda chive
nang than va chuy@n hoa chira hoan thign i chuyén doi colistimethat
natri thanh colistin chira dwre biét.

Khi c6 phan g di (g, can nguwng ding colistimethat natrl v thue hién
cAc bién phap thich hep.

Nong a6 cao trong huyét thanh ciia colistimethat natri, ¢6 thé 1a hiu qué
ciia ding thufic qua lieu hode vige gidm libu chwa ding & binh nhin suy
thén, di duoc bio cao gy ra doc than kink vél biéu hién nhw dj cam
trén khubn mit, yéu co, chong mat, néi lip, mach khong 6n dinh, réi
loan thi gidc, hoang mang, r6i loan tim thin va ngung thé. Gidm sit nén
duge thye hién khi ¢6 di cam quanh miéng va dj cim & chi, d6 1a diiu
hiéu ciia qué lidu,

Colistimethat natri lam gidm giai phong acetylcholin trieére synap & ngh
ba thin kinh co, vi vy phai hét sirc thin trong & bénh nhin nhwee cor
va chi diing thudc khi thire si cin thiét,

Ngirng hé hip da dwoc bdo cdo sau khi tiém bip colistimethat natri,
chire ndng than suy giam lam tng nguy co ngirmg ther va gian cor sau khi
tiém colistimethat natri,

Collstimethat natrl nén duge siv dung hét sive thin trong & bénh nhin
161 loan chuyén hoa porphyrin.

Viém dal trang gia mac va viém dal trang lién quan dén khéng sinh 3
duge bo cho gin nhur & tt ca cac khing sinh v c6 the xidy ra vél
colistimethat natri. Ditu nay c6 thé gy ra & mirc d nhe dén de doa tinh
mang. Cin luu ¢ & nhivng bénh nhin xudt hién tigu chiy trong va sau khi
ditu trj biing colistimethat natri. Cin xem x6t viéc ngung didu trj v c6
cdc bign phap didu trf cu thé cho Clostridium difficile. Khong sir dung cic
thude tre ché nhu dong rudt trong truong hop nay.

SU* DYNG THUGC CHO PHY NI €O THAI VA CHO CON BU

® * o 2 s s

Thod ky mang thai

Colistin c¢6 thé ai qua nhau thai, thuéc chi sir dung trong thir ky mang
thhai Khi lor feh, tim nang virgt troi so vir nguy hai co thé co dii vird thal
nhi.

Thévi ky cho con b

Colistin dwoc bal tiét trong stra. Méc du ndng do thiip, nhng ca thé cd
ba viin d& d6i véd tré b me: bién d6i hé vi khudn & rudt, the dung tge
D trén tré va dnh hurdng dén kit qua nudi cdy nu cin thidt khi c6 sot
phii kham todn bo. IKhdng nén ding trong thir ki cho con ba,



TAC PONG CUA THUOC LEN KHA NANG LAY XE VA VAN HANH MAy
moc

Colistymethat natr] 6i khi ¢6 thé anh hudng dén tam thin. Nhirng benh
nhén giip phal cdc tic dung khong mong mu6n nhu chéng mit hose rgi
loan thi gidc khdng nén 1ai xe hodc vin hanh may moc. 3

TUONG TAC THUOC

Siv dung dbng thév colistimethat natri véi céc thude khac c6 kha ning
gy doc cho thin hodc than kinh cin dugc thwe hién thin trong,

Khd ning xdy ra twong téc cin duge luu ¢ khi colistimethat natri duoc
ditu tri phoi hop voi cac thube duoc biét dén b e ché hay kich thich
céc enzym chuy@n héa thube hodc cic thube dwoc biét dén 13 chat ngp
cho co ché van chuyén tai than.

Colistin ting cudomg tac dung e ché thin kinh - cor clia cde thuge gy
gidn co khéng khir cue (tubocurarin, fazidinium bromid). Tac dung nay
téng khi kali huyét gidm hodc ndng dd ion calci huyét thanh thip, C4¢
thude cholinergic (kich thich d6i giao cam) ft c6 tdc dung trong trirdmg
hop nay,

Str dung dbng thoi colisimethat natri véi cac macrolid nhy
azithromycin, clarithromycin hodc fluoroquinolon nhw norfloxacin,
ciprofloxacin cin dwge thue hién mot cch thén trong & bénh nhan
nhugc co,

TUONG KY

Viéc thém céc khang sinh khéc vao dung dich ctia colistimethat natri c6
thé lam két tia dung dich.

Vi vay khéng dwoc tron 1An dung dich colistimethat natri véi cic thude
khéc trir mét sd dung dich twong hop pha tiém sau: Natri clorid 0,9%;
dung djch dextrose 5%; h&n hop dextrose 5% va natri clorid 0,225%,
0,45% hoac 0,9%; dung dich Ringer lactat, dung dich dwdng bién 10%
(saccarose).

TAC DUNG KHONG MONG MUON (ADR)

Phén (g bat lgi thudng gap nhét la suy gidm chivc ning thin va hiém
khi suy than, thwong do sir dung liéu cao hon ligu khuyén cdo & bénh
nhén cé chirc ning than binh thudng hodc do gidm lidu chwa ding &
bénh nhin ¢6 tdn thwong than hodc sk dung dbng thoi véi céc khing
sinh khéce déc voi than. Tac dong nay thuong hoi phuc sau khi ngimg
diéu tri.

Nong dé thudce trong huyét thanh cao do dung thudc lidu cao hodc gidm
litu chwra diing & bénh nhan suy thin di dwoc bdo cdo dan dén tac dong
ddc trén than kinh véi biéu hién la di cdm khudn mit, yéu co, chéng mat,
néi lp, vin mach khéng 6n dinh, réi loan thj giac, hoang mang, réi loan
tam thin va ngimg thé. Str dung ddng théi véi cic thude gidn co khdng
khit cuc hodc khang sinh khéc c6 téc dung déc trén than kinh twong ty
cling 6 thé dan dén nguy co doc trén than kinh, Gidm liéu colistimethat
natri ¢ thé lam gidm triéu chimg.

Phdn g qua min nhw phét ban da va phi mach dwgc biét da xdy ra.
Trong truémg hop nay phai ngirng sir dung colistimethat natri.

Cac tac dung khéng mong muén dwoc trinh bay theo cac hé cor quan, va
theo tan sudt: rat hay gap (21/10), thwong gap (21/100, <1/10), it gip
(21/1000, <1/100), hiém gip (21/10000, <1/1000), rdt hiém
(<1/10000) va chura biét (khdng thé woc tinh dwoc tir dit liéu sin c6).

Hé co quan Tan suit | Tac dung khéng mong muén
da dwgc bdo cao

Réf loan hé mién | Chuabiét | Phan ing qui man nhw phatban

dich da va phumach

R6i loan hé thin | Rat hay | Doc thin kinh nhw di cdm mat,

kinh gap miéng, ven miéng, nhirc ddu va
yéu co
Chwa biét | Chéng mat, mét digu hoa van
déng
R6i loan davamé | R4t hay | Ngita
duéi da gap

RGi loan than va | Rt hay | Tén thwong than déu hiéu la
tiét niéu gap tang creatinin va/hodc ure mau
va/hojc giam d6 thanh thai
creatinin thin

Hiém gidp | Suy thin

Ri loan chung va | Chuwabiét | Phdn g tai chd tiém

vi tri tiém

Cin theo doi ngurd bénh dé phét hién sém céc trigu chimg ngd doc
thuéic, khi 46 cin ngirng ngay thudc.

Pibu trj triéu ching va diéu tri hd tro.

H& trg h6 hdp, diéu chinh cin bing dién giai néu can thiét.

Théng bdo cho béc sy nhiing tdc dung khéng mong mudn gap phai
khi st dung thuéc

QUA LIEU VA XUr TRI

Qui libu c6 thé gy suy thin, ngung tha, yéu co, chong mat, noi 1dp, raj
loan vin mach, réi loan thj giac, 14 1dn va réi loan tim thin,

Khéng c6 thudc gidi doc dic higu.

Didu tr] trifu chimg va hé trg tily theo triéu chirng va mire d6 ning nhe,
Nén thay mau néu cé digu kién vi lgc mau va thim tach mang bung
khéng 6 tac dyng dao thai colistin,

CAC PAC TINH DUQC LY'C HQC

Nh6m thc dung: Khang sinh

M ATC: JO1XBO1

Colistimethat natri (colistin) la mot khéng sinh thugc nhom polymyxin,
Co chl tic dung

Colistin 1a mot polypeptid cyclic khdng khudn thuée nhom polymysxin
Chc polymyxin hoat ddng bing cach lam thay d6i mang té bao gy chéy
vi khufin. Palymyxin téc dung chon loc trén vi khudn Gram dm higy khy
c6 mang ngoal ky nirire,

Khdng thudc

. 51 chc nhém phosphat cia
sc bing cach thay @8l ¢ f
Vi khudn khang th

-& thanh ethanolamin hodc aminoarabinose, Cac vi
lipopolysaccharid, 1 Khang, nhw Proteus mirabilis vi Burkholderia
khudn Grlnm l;’igf; ::thay th& hoan toan cdc lipid phosphat ctia ching
cepacia, cho thiy S arabinose.

aminoara
bng elhanuls;n;ln 1|13§:20“5Un (polymiyxin E) va polymyxin B. Do co ché
C6 sy khing ch®o golymyxin khéc véi cic khing sinh khac nén khang
t:ic“d\imgacuaoli:‘:;;m theo cor ché trén sé khang dfin dén dé khang vol
colistin va p >
khang sinh khac.

ce i nE S0 oo g o

it durgc bio cdo 1 ¢6 tac dung diét khudn phu thubc ndng
:?I:"?y“inkﬁ?ﬁ“ ahay cam. T§ 1¢ fAUC/MIC dugc col 13 twong quan v

6 trén vi khud ¢
hiéu quéa 1am sang

Diém gay EUCAST Nhay cam (S) Khéng thudc (R)*
Acinetobacter :22 ::i zgﬁ
Enterobacteriacea e o m:/l:
as s
u;ifidggffp dung vo1 1180 diing 2 - 3 MIU x 3. Litu tai (IMIU) c6 thé
can.
Nhgy cdm

Sur phé bién ciia khdng thudc c6 thé thay ddi theo dia ly va theo thdi gian
véri cac loai chon loc va thong tin tai dia phwong vé khang thudc cin
duwoe tham khao, ddc biét khi dieu trj nhiém khudn nghiém trong. Khi
can thiét, chuyén gia y t€ can tim hiéu sy phd bién ctia khing thudc,

Acinetobacter baumannii
Haemophilus influenza
Klebsiella spp
Pseudomonas aeruginosa

Stenotrophomonas maltophilia
Achromobacter xylosoxidans (trwére ddy 1a Alcaligenes xylosoxidans)

Burkholderia cepacia va cdc loai lién quan
Proteus spp

Providencia spp

Seratia spp

CACDAC TINH DU'Q'C PONG HOC

Céc théng tin vé dwgc dong hoc cla colistimethat natri (CMS) va colistin
con han ché, C6 bing chirng cho thdy dwoc dong hoc & nhiing bénh nhén
&m ning khéac so véi nhirng bénh nhan xdo trdn sinh ly it nghiém trong
va nhirng ngwdi tinh nguyén khée manh, Cc dir liéu sau day dya trén
nghién clru st dung phrong phap HPLC d€ xdc dinh ndng d§ CMS/
colistin huyét twong.

CMS khong hdp thu qua dwdng tidu héa & bit ky lidu lwong dang ké nao
& nguwdr binh thudng,
Phan b

Thé tich phin bd cua colistin & ngudi khde manh 13 thdp va xdp xi véi
dich ngoai bao (ECF). Thé tich phan bd ting trong cac trwdmg hop 6m
ndng. Lién két v&i protein trung binh va gidm & nong do cao. Thudc ft
thdm nhép vao dich nao tiy, tang lén khi viém mang nao.

Sau khi tiém truyén, colistimethat natri chuyén hoa thanh colistin cé
hoat tinh sinh hoc. Nong dé dinh trong huyét twong ciia colistin dat
dworc 7 giorsau khi tiém colistimethat natri & nhitng bénh nhin 6m ning.

Thai trir

Khodng 30% colistimethat natri dwoc chuyén thanh colistin & ngudi
khoe manh, do thanh thai cia né phu thudc vao dé thanh théi creatinin
va khi chirc ndng thén suy gidm, mot phian 16n hon colistimethat natri
duoc chuyén héa thanh colistin, ¢ nhitng bénh nhan c6 chirc ning thin
suy gidm ndng (dd thanh thai creatinin < 30 ml/phat), mic d§ chuyén
héa c6 thé cao dén 60 - 70%. CMS dwec loai bo chui yéu qua loc cu than.
& ngudri khoe manh, 60 - 70% litu dung CMS dwoc bai tiét & dang khong
d6i trong nuéc tiéu trong vong 24 gid.

Thoi gian ban thai cla colistin chua xac dinh. Colistin trdi qua tai hap
thu & 6ng than, ¢6 thé khang dao thai qua than hodc chuyén héa & thin
v&i kha néng tich Iy than. Thai trir colistin gidm & bénh nhan suy than,
c6 thé do ting chuyén hoéa clia CMS.

Thoi gian ban thai cla colistin & ngwdi khée manh va nhirng ngudi bi
xo nang lan lwot 13 khodng 3h va 4h, véi do thanh thai khoang 3 L/h. &
nhitng bénh nhan 8m néng, thori gian ban thai kéo dai khodng 9 - 18h.

QUY CACH PONG GOI:

Hop 1 lo thude bt pha tiém.
Haop 10 lo thudce bt pha tiém.

PIEU KIEN BAO QUAN

Noi kho, nhiét 48 dwéi 30°C, trénh dnh sdng,
TIEU CHUAN CHAT LUQNG:

USP

HAN DUNG:

36 thang ké tir ngay san xudit,

Céc dung dich da pha dé tiém, truyén nén ding ngay hodc trong vong
24 gi¢r sau khi pha néu bao quan & nhigt d6 2-8°C, tranh dnh sang.
CONG TY TNHH SAN XUAT DUFQ'C PHAM MEDLAC PHARMA ITALY
Khu cong nghiép cong nghé cao I, Khu cong nghé cao Hod Lac,

KM29, Dai 1 Thang Long, Xa Ha Bing, Huyén Thach Thit, Thanh phd Ha
Noi.
sl gk 33504104 Fax: 024 33594105
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