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Rx
Thube nay chi ding theo don thube
COLISAN-2
Cic ddu hi¢u hru y va khuyén cdo khi ding thude
Doc ki huwéng din siv dung trude khi ding
Dé xa tim véi cita tré em
Théng bdo cho bdc sj nhitng tic dung khong mong muén gdp phai khi ding thube

Thanh phén céng thirc thude:

MBbi lo chira:

Thanh phcfn hoat chdt: Colistimethate sodium BP .......... 2,000,000 IU
Thanh phan ta dwoc: Khong co.

Dang bao ché: Bot dong kho pha tiém truyén
M0 ta dang bao ché: Khdi bot dong béanh mau vang, dung trong lo thity tinh loai I, trong suét,
dung tich 10ml.

Chi dinh

COLISAN-2 dugc chi dinh cho nhirg bénh nhan nguoi 16m va tré em, ké ca tré so sinh, trong
trwong hop nhiém khuén nang do vi khuan Gram am hiéu khi da dé khang véi cac khang sinh
théng thuong. Céan nhic viée dung phbi hop vai cac khang sinh khac khi ¢6 thé.

Cich ding, liéu ding

Liéu ding va thoi gian diéu trj nén tinh dén mitc d6 nghiém trong ctia nhiém tring ciing nhur
dap tmg 1am sang. Liéu ding cin phu hop v6i huéng dan diéu tri.

Liéu ding khuyén cdo:

- Ngudi 16n va thanh thiéu nién: 9 MIU/ngay. chia 2-3 1an/ngay, truyén tinh mach cham.

O nhirng bénh nhan niang cén dung lidu nap 9 MIU.

- Bénh nhén suy than: Liéu diing cdn duoc hiéu chinh dua trén dd thanh thai creatinin & nhing
bénh nhan suy théan.

Khuyén cdo giam lidu véi nhimg bénh nhan ¢ do thanh thai creatinin <50 ml phit, nén chia 2

lan/ngay.
D6 thanh thai creatinin ( ml/ phut) Liéu dung hang ngay
<50-30 | 5.5-7.5 MIU
<30-10 45-55MIU
<10 3.5 MIU

MIU= tri¢u U
- Bénh nhén tham phan mau:
Ngay khong thim phan méu dung lidu 2,25 MIU/ngay (2.2-2.3 MIU/ngay).
Ngay thdm phan mau: dung 3 MIU/ngay sau khi thAm phén mau, chia lam 2 1an/ ngay.
- Bénh nhan loc méu tinh mach lién tuc: liéu dung nhu bénh nhan c¢é chirc ning thin binh
thuomg, nén chia 3 lan/ngay.
- Bénh nhén suy gan: chua c6 dy liéu sir dung ddi véi bénh nhan suy gan, nén than trong khi
str dung colistimethate natri & nhimg bénh nhan nay.
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- Ngudi cao tudi: khéng can diéu chinh lidu & nhimg bénh nhin cao tudi c6 chitc ning than
binh thuong.

- Tré em: dir liéu diéu tri & bénh nhan nhi khoa con rit han ché. Do d6, nén than trong khi
dung cho tr¢ em.

Tré em < 40 kg: 75.000 — 150.000 TU/kg/ngay, chia 3 lan/ngay

Tré em > 40 kg: can nhic sir dung liéu ding khuyén céo cho ngudi 1ém. Khong cé dir liéu vé
vide st dung lidu nap & tré em bi bénh nang. Khang c6 liéu khuyén cdo cho tré bi suy giam
chiic nang than.

Béng chuyén déi liéu lirgng Colistimethate natri:

Colistimethat natri =~ khéi lugng cua Hoat tinh cua base colistin (CBA)
(TU) Colistimethat natri =~ (mg) /
(mg) * /
12.500 1 0.4 FRsL
150.000 12 5 A\
1.000.000 80 34
4.500.000 360 150
9.000.000 720 300

* Hiéu luc cua hoat chat = 12,500 TU/mg.

Cich ding:

- Dung dich tiém truyén tinh mach: Pha thude trong lo véi Sml nuée cat pha tiém., lic nhe dé
tranh tao bot. Pha lodng tiép tuc dung dich thu dugc véi Natri clorid 0,9% pha tiém dé thanh
50ml. Truyén tinh mach chim trong khoang 30 — 60phut.

- Dung dich tiém tao thanh nén dugce dung ngay hodc bao quan trong vong 24 gio sau khi pha.

Chéng chi dinh
Khéng ding cho bénh nhan man cam vdi colistimethate natri hodic véi polymyxin B.

Canh bao va than trong khi diung thube

- Céc dir liéu 1am sang vé hiéu qua va an toan cua colistimethate natri tinh mach con han ché.
Céc liéu khuyén cdo déu dua trén dir liéu han ché (dir liéu 1am sang va duge dong hoc/ duoc
luc hoc). Pic biét, dbi vdi sir dung lidu cao (>6MIU/ngay) va sir dung liéu tai, bénh nhén suy
than, tré em, dir liéu an toan con han ché. Colistimethate natri dung dich tiém chi nén wu tién
cho nhimg truéng hop nhiém khuin nghiém trong va c6 rét it lya chon khang sinh khac dé
diéu trj, thuong phéi hop véi cac khang sinh khac.

- Cén tién hanh giam sét chirc nang than ngay tir khi bit dAu diéu tri va thudng xuyén trong
khi diéu tri & tét ca bénh nhén. Liéu colistimethate natri can dugc diéu chinh theo d§ thanh
thai creatinin. Dic biét than trong & nhitng bénh nhén bi giam bach cau hoac dang sir dung cac
thude ¢6 nguy co gy doc cho thin khac.

- Trong mot s& nghién ciru, ddc tinh trén thin cua thudc da duge béo cdo cb lién quan dén lidu
tich liiy va théi gian diéu tri. Can can nhéc loi ich — nguy co giira viéc kéo dai thai gian diéu
tri va nguy co tiém tang ting gy doc trén than.
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- Than trong khi dung natri colistimethate cho tré dudi 1 tudi, vi chirc nang than chua hoan
chinh. Bén canh dé, chua c6 dir liéu vé anh huong cua chire ning thin va chuyén hoa chua
hoan chinh ¢ lira tudi nay 1én qua trinh chuyén hoéa colistimethate natri thanh colistin.

- Trong truong hop c6 phan tmg di tmg, can ngung diéu tri bing colistimethate natri va thue
hién cac bién phap thich hop.

- Nong dé colistimethate natri trong huyét thanh cao c6 thé do qua liéu hodc khong giam liéu
phi hop & bénh nhan suy than, dan t6i giy doc than kinh nhu dj timg trén mat, yéu co. chéng
mit, néi nham, huyét ap khong 6n dinh, rdi loan thi gidc, rdi loan tim than va ngung tho. Can
tién hanh theo dai néu xuét hién dau hiéu qua liéu.

- Colistimethate natri 1am giam sy giai phong acetyl-choline truée synap & ngi ba than kinh
co va chi nén sir dung thén trong & nhimg bénh nhan nhuoc co khi that su can thiét.

- Colistimethate natri nén dugc sir dung hét stc than trong & nhimg bénh nhén bj rdi loan _
chuyén hoa porphyrin. Viém dai trang lién quan dén khang sinh va viém dai trang gia mac da Y
duogc bio cdo voi gan nhu tit ca khang sinh va ciing ¢6 thé xudt hién khi dung colistimethate
natri. Tinh trang bénh c6 thé dao dong tir mirc nhe dén nguy hiém dén tinh mang. Do dé, cin
xem xét chin doan & nhimg bénh nhédn bi tiéu chay ning trong hodc sau khi sir dung
colistimethate natri. Néu nghi ngé hodc ¢6 chan dodn xédc nhdn viém dai trang gia mac do diéu
tri khang sinh, bao gém ca colistimethate natri, nén ngimg thudc va lua chon bién phap diéu
tri thich hop cho Clostridium difficile, khong nén dung céc thubc tre ché nhu dong rudt.

- Colistimethate natri ding duong tinh mach, qua hang rao mau ndo rat it. chua du dé tao ra
dap @mg 14m sang. Dung colistimethate natri trong ndi ty mac va ndo that dé diéu tri viém
mang ndo chua dugce nghién ciru mot cach c6 hé thong théng qua cac thir nghiém lam sang.
Tac dung phu thuomg gap nhat khi ding colistimethate 13 viém mang ndo v6 tring.

Sir dung thube cho phu nir ¢6 thai va cho con bi.

Di lidu vé sir dung colistimethate natri & phu nir mang thai con han ché. Cac nghién clru trén
chudt khéng thiy xuét hién quai thai do sir dung thude. Tuy nhién, cdc nghién ciru liéu don
trong thai ky cho thdy colistimethate qua dugc hang rao nhau thai va ¢6 nguy co nhiém doc
thai néu dung liéu 13p lai & phu nir mang thai.

Colistimethate natri chi nén dung cho phu nir mang thai néu loi ich cho me vuot trdi so voi
nguy co tiém an cho thai nhi.

Colistimethate natri tiét ra trong sita me va chi nén dung cho phu nit cho con bu khi thit su
can thiét.

Anh hwéng ciia thude 1én khi ning lii xe va van hanh may méc:

Trong thoi gian diéu tri véi colistimethate c6 thé xuét hién tac dung khong mong mudn chéng
mat, 1t 13n hodc rdi loan thi giac. Khuyén cdo cac bénh nhan khong nén lai xe hodc van hanh
may moc néu xuét hién cac dau hiéu trén.

Twong tic, twong ky cia thube
Cén thén trong khi sir dung déng thoi colistimethate natri dudmg tinh mach véi cac thude khac
c6 kha ning gay ddc cho than hoic giy ddc than kinh.
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Dir liéu 1am sang con han ché vé viéc sir dung déng thoi v6i cdc cdng thire khac cua
colistimethate natri. Viéc sir dung déng thoi cac thude nay lam ting nguy co nhidm dge. Do
do, can than trong khi két hop.

Co ché chuyén hoa va thai trir cia colistimethate natri chua rd rang. Trong céc nghién ciru
invivo trén té bao gan ngudi, colistimethate natri va chét chuyén hoéa c¢é hoat tinh colistin
khong gay cam (mg bét ky enzyme CYP450 nao trong thir nghiém, bao gdbm: CYP1A2, 2B6,
2C8, 2C9, 2C19 va 3A4/5. Tuy nhién, vin nén than trong khi st dung ddng thoi
colistimethate natri va cac thudc @rc ché hodc kich thich enzyme chuyén héa thude hodc cac
thubce thai trir qua than.

Colistin 1am anh huong dén qua trinh giai phong acetylcholine din téi lam ting tac dung trc
ché than kinh — co cua cac thude gidn co khong khir cwe khi ding dong thoi voi colistimethate
natri. Do d6, nén thin trong khi ding ddng thi cac thude nay.

Khuyén céo than trong khi sir dung dong thdi colistimethate sodium va cac khang sinh nhém
macrolide (azithromycin va clarithromycin) hodc nhém fluoroquinolon (norfloxacin va
ciprofloxacin) & nhimg bénh nhan bi nhuge co.

Twong ky ciia thudc: Nén tranh sir dung cac dung dich truyén, tiém va khi dung hdn hop ¢o
chtra colistimethate sodium.

Téc dung khéng mong muén ciia thude _‘ﬁ
- Kha nang xudt hién cac téc dung khéng mong muén c6 thé lién quan dén van dé tudi ll 3
chirc nang than va tinh trang cta bénh nhan.
- O bénh nhan xo nang, cac bién ¢ than kinh di duge ghi nhan & 27% bénh nhan. Nhlmg
triéu chimg nay thudmg nhe va cé thé hdi phuc trong hodc ngay sau khi diéu tri.

Téc dung khong mong mudn trén than da dugc bio cdo, thudng xuit hién sau khi ding liéu
cao hon liéu khuyén céo cho bénh nhén c¢6 chire ning than binh thuong hodc khong giam liéu
& bénh nhan suy thin hodc dung cung thubc khing sinh giy ddc cho than khéc. Téc dung
khéng mong mudn nay cé thé ti hdi phuc sau khi ngung diéu tri.

O nhirg bénh nhan xo nang duoc diéu tri véi lidu khuyén cao, doc tinh trén than hiém gap
(tan suat it hon 1%). V&i nhimg bénh nhin xo nang niing, ¢6 khoang 20% bénh nhan dugc
bao c4o c6 xuit hién ddu hiéu nhim déc than.

- Pgc tinh thin kinh da dwoce bdo cdo & nhitng bénh nhéan ding thudc qua liéu, khong giam
liéu & bénh nhéan suy thdan va sir dung df’ing thoi cdc thude e ché than kinh co hodc céc loai
thude khéc c6 tac dung twong tir trén than kinh. Giam liéu ¢6 thé lam giam bot trigu chimg.
Céc triéu chimg c6 thé bao gdm: ngung the, rdi loan cam gidc thodng qua (nhu xuét hién di
(mg trén mat, chong mat) va mot sb triéu chimg hiém gap nhu: huyét ap bat thuong, noi
nham, ri loan thi gic, 13n 1on hodc rdi loan tAm thén. .

- Triéu chig ctia phan (mg qua man da dugce béo cdo khi sir dung thude la phat ban da. Néu
xuat hién tri¢u chimg nay, dé nghj ngung ding thudc.

- Phan mg tai chd tiém ciing da duoc bao cdo khi dung colistimethate dung dich tiém.

Qus liéu va cdch xir tri:

Triéu chimg: Qua liéu ¢6 thé dan o phong toa than kinh co din dén yéu co. ngung tha va tic
dudmg thd. Qua liéu cling c6 thé gdy suy than cép tinh do giam lugng nudc tiéu, ting ndng do
BUN va creatinin huyét thanh.
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Cdch xit tri: Khong ¢ thude giai dac hiéu. Nén ap dung cdc bién phéap diéu tri hd tro va cac
bién phap dé ting ty 1¢ dao thai colistimethate nhur ding lgi tiéu mannitol, chay than nhan tao
hozc thdm phén phic mac.

Pic tinh dwoe luce hoe

Nhom duwoc Iy: Khang sinh nhém Polymycin

Ma ATC: J01XBO1

Co ché tic dung: Colistimethate natri 13 mdt khéng sinh polypeptid vong, 1am thay déi tinh

tham, pha v& tinh toan ven cua mang té bao, lam céc thanh phén bén trong té bao ro ri, cudi

cung té bao vi khuan sé bi tiéu diét.

Méi quan hé dwpe ding hoc/ dwge e hoe (PK/PD): Nong do tre ché t6i thiéu (MIC) déi voi

hdu hét cdc vi khuén nhay cam la tir 0,01 dén 4 pg/ml. Nong do c6 tac dung véi chung
Pseudomonas aeruginosa nhay cam véi thuoe thuomg thip hon 8 pg/ml.

Co ché khdng thude: Cac vi khuan khang thuée théng qua su bién déi cac nhom phosphate *\\
cta lipopolysaccharide thanh ethanolamin hodc aminoarabinose. Cac vi khudn khang tw nhién BNe Ty N
voi colistin gom: vi khuan Gram dwong, cdu khuidn Gram &m, Proteus, Providencia,  ThiH

Mycobacteria va vi khuan ky khi. 'FESCIENCE
Co sur khang chéo gitra colistimethate va polymycin B. T r
Phé khdng khudn: LA 1LZ

Vi khuén nhay cam:
Acinetobacter baumannii
Haemophilus influenzae
Klebsiella spp

Pseudomonas aeruginosa

Vi khuan nhay cam mét phan:
Stenotrophomonas maltophilia
Achromobacter xylosoxidans
Vi khuan dé khang:
Burkholderia cepacia va céac loai lién quan
Proteus spp

Providencia spp

Serratia spp

Pic tinh dwge dong hoc

Hip thu

Sau khi truyén tinh mach, colistimethate natri dugc chuyén hoa thanh dang colistin ¢6 hoat
tinh. Nong d¢ dinh trong huyét tuong cua colistin la 7gi¢ sau khi dung colistimethate natri &
bénh nhéan bi bénh nang.

Phin bo

Thé tich phan bé colistin & ngudi khoe manh thap va hau hét la & dich ngoai bao (ECF). Thé
tich phan bd tang 1én & bénh nhan nhiém khuan nang. Colistin lién két & mirc do trung binh
véi protein huyét twong. Trong trudmg hop khéng ¢é viém mang nio, colistin xdm nhap rét it
vao dich ndo tiay, nhung sé tang [én khi bénh nhan bi viém mang nao.

Duge dong hoc cua colistin tuyén tinh trong pham vi diéu trj.
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Chuyén héa va thii tric

Khoang 30% colistimethate natri dwoc bién déi thanh colistin & nhitng ngudi khoe manh. Toc
do thai trir phu thude vao do thanh thai creatinin va khi chic nang than suy giam phéan lon
colistimethate natri duoc chuyén hoa thanh colistin. O nhimg bénh nhén c6 chirc nang than rat
kém (do thanh thai creatinin < 30 ml/phut), mic do chuyén héa c6 thé 1én t6i 60% -70%.
Colistimethate natri dugc thai trir chii yéu qua thén théng qua qua trinh loc & cau than. Doi
v6i nguoi khoe manh, 60% - 70% CMS duge bai tiét trong nude tiéu & dang khéng bién doi
trong vong 24gid.

Chét chuyén héa colistin duge tai hap thu & éng than va c6 thé dugc loai bo hoan toan khong
phai do than. Téc do thai trir colistin suy giam & bénh nhan suy than.

Thoi gian ban thai o ngudi khoe manh va nhimg ngudi bi xo gan 1a khoang 3-4gio, toc do
thanh thai 1a 3L/gi¢. O nhimg bénh nhan niing, thoi gian ban thai c6 thé kéo dai dén 9 -18gio.

Quy cach dong goi: Hop 1 lo.

Tiéu chuén chat lrong: BP

Bdo quan: Bao quan trong tu lanh & nhiét d§ 2°C dén 8°C, tranh anh sang. Dung dich sau khi
pha bao quéan trong vong 24 gior & nhiét dd thuomg va bao quan trong vong 1 tudn trong ti

lanh & nhiét d6 2°C dén 8°C.

Han dung: 24 thang ké tir ngay san xuét
Khong ding thuéc qud han sir dung.

Tén va dia chi co sé san xuit thube ; f
INDASI LIFESCIENCE PRIVATE LIMITED /%
Dia chi: Plot No. 73 to 77, Silver Industrial Estate, Bhimpore, Daman-396 210, f\n_/




