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THANH PHAN: R( T COMPOSITION: & _

Mi I chia: FESERG I Each vial contains: Prescription drug
Colistin.....3 MIU (tuong duong 102mg) Colistin....3 MIU (equivalent to 102mg)

(dudgi (cs

Codls‘tr:;z:hgm NG 240MQ) y . Colistimethate sodium............... 240mg)

CHI BINH, CHONG CHi DINH, LIEU
DUNG, CACH DUNG VA CAC THONG

INDICATION, CONTRAINDICATION, [
| DOSAGE, ADMINISTRATION AND

TIN KHAC: OTHER INFORMATION:
Xin doc frong t& hudng dén sl dung Colistin 3 MIU | please see the leaflet Insert ‘ Colistin 3 MIU
| 1
sk b ‘HQD ! ‘Ic_) STORAGE: Dry place, at temperafure Box of 1 vial
O QUAN: Nol kho, nhiét a6 dudi Tiém bAP  pejow 30°C. protect from light. For LM. / LV. use
30°C. franh anh sang. Tiém, truyén finh mach
TIEU CHUAN: UsP 38 . SPECIFICATION: USP 38
I
PE XA TAM TAY CUA TRE EM KEEP OUT OF THE REACH OF CHILDREN
POC K¥ HUGNG DAN SU DUNG READ CAREFULLY THE LEAFLET
TRUGC KHI DUNG | BEFORE USE
Nha sdn xugh Manufacturer: Y\
CTY TNHH 5X Dugic Phém Mediac Pharma Italy Mediac Pharma italy Co., Lid,
Khu & ) & |, Khucén - Industrial Hitech Zone |, Hoa Lac Hitech Park, =
R e rag g M\ MEDLAC K29, g Long Bouievard, »MEDLAC
Huyén Thach Thdt, Ha NGl = Thach That District, Hanai

Batch No. /S8 16 SX:
Mrg. Date/NSX: Code; BR13-1/01

Exp. Date/HD:

Reg.No./SEK:
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Colistimed

For .M. & I.V. use / Tiém bdp & Tiém, truyén tinh mach
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MEDLAC PHARMA ALY co. L1D.| Code: Version:

PMEO18/R13 | 01 |

| ¥ ThuSc ban theo don
Thusc bot pha tiém
Colistimed

Mdi lo chda: Colistin........... .8 MIU (hidng duang 102mg )
(duai dang Colstimethat natri... 240mg)

For LM. & LV. use / Tiém bdp & Tiém, truydn finh mach
CTY TNHH 5X DP Mediac Pharma Italy

S616 5%
HD:



\;MEDLAC

MEDLAC PHARMA ITALY CO, LTD.

Rx Thudc ban theo don

HUONG DAN SU DUNG THUOC BQT PHA ¥
COLISTIMED

mANH PHAN

Mailo 1 M]U chira: Collstm 1 MIU (trong duong 34 mg) dudi dang colistimethat natr] 80 mg.
Mbi lo 2 MIU chia: Colistin 2 MIU (twong duong 68 mg) dudi dang colistimethat natri 160 mg.
Mai 1o 3 MIU chira: Colistin 3 MIU (twong dwong 102 mg) dudi dang colistimethat natri 240 mg.

CAC PAC TINH DUQC LUC HQC

Colistimethat natri (collstln) la mot khéng sinh thugc nhom polymyxm thuong dung dé diéu tri nhimg
truomg hop nhiém khuan ning do vi khudn Gram am nhay cam véi thude khi cac khéng sinh théng thudng
khong c6 hiéu qua. Phé khang khuin va co ché tac dung cua colistin cling tuong tu nhu cia po!ymyxm B.
Cac polymyxin cé tac dung diét khuan ngay ca vm té bao & trang thai nghi, vi thu6c 1am thay dbi tinh thim
théu chon loc clia mang té bao. Nong d¢ thude tdi thiéu trc ché (MIC) phan I6n cac loai vi khudn nhay cam
la tir 0,01 dén 4 mlcroganv‘ml

Colistin tic dung tai ph01 chi giéi han & cac vi khudn Gram am: Pseudomonas aeruginosa, E. Coli,
Klebsiella, Enterobacter, Salmonella, Shigella, Haemophillus influenza, Bordetella pertussis, Pasteurella,
Citrobacter, Acinetobacter (MIC = 0,25 - 1 microgam/ml).

Vi khuin dd c6 hién tuong khing véi colistin: Stenotrophomonas maltophilia, Achromobacter
xylosoxidans.

Vi khuén khéng tu nhién véi colistin: Vi khudn Gram duong, vi khuén ky khi, cAu khudn Gram am,
Proteus, Providencia, Mycobacteria, Brucella, Burkholderia, Neisseria, Serratia.

Co6 khang chéo véi polymyxin B

CAC PAC TINH DUQC BONG HOC
Sau khi tiém bip tir 2 dén 3 gio, thubc dat ndng d6 dinh trong huyét twong. In vivo, mét ty 1& nho
colistimethat natri co thé bj thiy phén thanh colistin. Colistin gén Iong I€o vao cac md, song collstlmethat
natri thi khong két gén. Colistin khong qua hang rao mau - ndio, va xuét hién rit it trong dich nhan cu, dich
b khép, dich mang phdi. Colistimethat natri it lién két v6i protein huyét twong. Thudc c6 trong gan, than,

nao, tim va co.

Thoi glan ban thai khoang 1,5 gi¢ & ngudi tinh nguyén khée manh sau khi tiém tinh mach. Thu(ﬁ dao thai
chi yéu nho qua trinh loc & cau than dudi dang khong dbi hoic dang chuyén hoa. Trong vong 24 gid, ¢6 thé
tGi 80% liéu thude da tiém xuat hién trong nudc tiéu. O tré em thude dao thai nhanh hon so v&i ngudi 16n va
thudc dao thai cham & ngudi b suy giam chirc ning than.

CHI PINH

Chi sir dung khi khong dung dugce nhirng thude khéac trong cac diéu tri sau:

Nhiém khuan ning do vi khuin Gram am: Nhiém khuén huyét, viém mang ndo, nhiém khuén théan, nhiém
khuén dudng niéu - sinh duc do céc vi khuén nhay cam.

LIEU LUQNG VA CACH DUNG

Tiém (collstlmethat natri): Tiém b&p thit, tiém tinh mach cham hodc truyén tinh mach cham (truyén trong
khoang 1 gid; liéu chia lam 3 lan mot ngay) liéu thudong ding 1a 6000000 IU (khoang 200 mg colistin base)
mbi ngay, chia lam nhiéu l4n, cdn giam lleu & ngudi bénh suy than.

Diéu chinh lidu & ngudi bénh suy than cin cin ¢l vao creatinin huyét hoic hé s6 thanh thél creatinin cua
ngudi bénh.

Creatinin huyét H¢ so thanh thai Liéu dung khuyén cdo A R :
tuong (mg/l)i(t) creatinin (ml/phiit) (IU/kg/ngdy) Lifa o1 4 QU nED)
<15 > 80 50000 150000
15-<35 80-30 30000 60000
35-100 <30-5 15000 30000
> 100 <5 Cir 2 hodc 3 ngay 30000 [U/kg sau d(?:l 1000000 U
1000000 IU 2 lan /tuan




1000000 IU sau méi lan | 30000 IU/kg sau d6 1000000 U
loc mau sau moi lan loc mau

Dung dich tiém bﬁp Pha thudc trong lo véi Sml nude cat pha ttem lac nhe dé tranh tao bot.

Dung dich tiém tinh mach: Pha thudc trong lo véi 2ml nudc cat pha tiém, lic nhe dé tranh tao bot Pha loédng

tiép dung dich thu dugc véi natri clorid 0,9% pha tiém dé thanh 10ml. Tiém tinh mach trong it nhat 5 pht.

Dung dich truyén tinh mach: Pha thudc trong lo v&i Sml nudc cat pha tiém, lic nhe dé tranh tao bot. Pha

lodng tiép dung dich thu dugc véi natri clorid 0,9% pha tiém dé thanh 50ml. Truyén tinh mach trong khoang

1 gio.

Dung dich tiém tao thanh nén dugc dung ngay hodc bao quan trong vong 24 gi¢ sau khi pha.

Vé niéu

CHONG CHI PINH

Ngudi bénh di tmg v6i polymyxin.

Tré em dudi 2 thang tuoi.

Nguoi bj bénh nhuge co.

Ngudi bénh bj suy than ning, ngudi bénh dang diing thudc khac doc dbi vai than.
Ngudi bénh gdy mé c6 diing hydroxydion (Viadril).

TAC DUNG KHONG MONG MUON (ADR)

Khoang 20% ngudi bénh dung polymyxin bi céc téc dung c6 hai cho th@n. Ngoai tac dung phu hay gap nhét

14 hoai tir 6ng than con gip ca viém than k&. Dung thudc liéu cao, kéo dai, suy than la cac yéu td dé gay nguy
cocod hal cho than. Céc ton thuong thén do Polymyxm gay ra thuong héi phuc duge nhung ciing ¢6 truong

hop van ning lén sau khi di ngirmng diing thude.

Thirong gap, ADR > 1/100

Phan ng di tmg: S6t do thudc. Cung nhur céc ponmyxm khac, colistin kich tng phe quan do c6 tac dung

gdy giai phong histamin. Phan tmg nay c6 thé xay ra rat nhanh va diéu tri bing thudc gy gian phéquan thi
khong co tac dung. M
H¢ than kinh (¢ t6i 7% ngudi bénh co chirc nang than binh thuong bi anh hudng): Té quanh moi, roidoan

.
van mach, hoa mit. 2
'I"wt niéu: Suy than hdi phuc dugc.
It gap, 1/1000 < ADR < 1/1 00 \:
Phén img dj (mg; Phét ban san, ton thuong da.
Hé than kinh: Mét diéu hoa van ddng, co gidt, mat phuong hudng, ngimg thd. 7
T:;n ché: Pau tai chd tiém. <
Hiém gdp, ADR <1/1000 P
Suy than ( khi dung liéu> 10000000 IUz’ngay), ¢6 thé phuc hoi sau khi ngimg thudc.
Kich img mang ndo (tiém thudc vao ong tiy). —
Gay trc ché than kinh - co. 22000
Hutng ddn cdch xi tri ADR ; ‘ i P
Cén theo ddi ngudi b¢nh dé phat hign sém céc trigu chimg ngd doc thude, khi d6 can nging ngay thuoe. WE‘J i
Didu trj triéu chimg va didu trj hd tro. AT ouge
H3 tro hé hép, didu chinh cin bing dién giai néu can thiét. ’ _!1-;;'---1'
i LY

Théng bdo cho bdc si nhitng tic dung khong mong mudn gdp phai khi siv dung thubc Sy
THAN TRONG
Thubc ¢6 thé gdy uc ché than kinh - co (liét) & nguoi bénh méc bénh phdi man tinh, c6 thé dan dén tir vong
do nglmg tha.

Ding thudc dai ngay c6 thé dan dén phat trién qua mirc céc vi khuan khong nhay cam, dic biét Proteus.
Phai giam liéu & ngudi bénh suy chirc ning thén.

PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai

Colistin c6 thé di qua nhau thai, thu6c chi sir dung trong thoi ky mang thai khi lgi ich, tiém nang vugt trdi so
v&i nguy hai c6 thé ¢ ddi véi thai nhi.

Thoi ky cho con bu

Colistin duqc bai tiét trong sira. Mgc du ndng d6 thip, nhung c6 thé c6 ba van de dm v6i tré bu me: Bién dbi
hé v1 khudn & rudt, tac dung tryc tiép trén tré va anh hudng dén két qua nudi cdy néu can thiét phai lam khi
c6 sot phai kham toan bd. Khong nén dung trong thoi ky cho con bu.



TAC PONG CUA THUOC KI{[ LAI TAU XE VA VAN HANH MAY MOC
Collstlmethat natri doi khi c6 thé anh hudng dén tam than. Nhitng bénh nhén gip phai cdc tic dyung khong
mong mudn nhu chéng mit hozc rdi loan thi gidc khong nén lai xe hodc van hanh may moc.

TUONG TAC THUOC

Khéng dung phéi hop colistin v&i cephalosporin hoic khang sinh aminoglycosid vi lam ting nguy co gay
ton thuong thén.

Colistin tang cudng téc dung trc ché thin kinh - co cia cac thude gay gidn co khong khir cye (tubocurarin,
fazidinium bromid). Tac dung nay tang khi kali huyét giam hodc ndng dd ion calci huyét thanh thap. Céac
thude cholmerglc (klch thich d6i giao cam) it ¢6 tac dung trong trudng hop nay.

Diing ddng thoi thude 1am gizm nhu dong rudt s& lam ting hép thu colistin.

TUONG KY

Viéc thém cac khang sinh khac vao dung dich cua colistimethat natri c6 thé lam két tia dung dich.

Vi vay khéng dugce tron 1dn dung dich colistimethat natri v&i cac thudc khéc trir mét s6 dung dich tuong hgp
pha tiém sau: Natri clorid 0,9%; dung dich dextrose 5%; hén hgp dextrose 5% va natri clorid 0,225%, 0,45%
hoic 0,9%; dung dich Ringer lactat, dung dich dudng bién 10% (saccarose).

QUA LIEU VA XU TRI
Dieu tri triéu chimg va h\é trg tly theo tri¢u chimg va mirc d¢ niing nhe.
Nén thay mau néu c6 dieu kién vi loc mau va tham tdch mang bung khong c6 tac dung dao thai colistin.

BAO QUAN
Noi kho, nhiét d¢ dudi 30°C, tranh anh sang. ‘
Luu y: Nén ding thude ngay sau khi pha. Dung dich sau khi pha 6n dinh & nhiét d6 2-8°C trong 24-gi0.

HAN DUNG: 36 thang ké tir ngdy san xuét.
TIEU CHUAN: USP 38
TRINH BAY: Hop 1 lo; Hop 10 lo.

KHUYEN CAO

Pé xa tim tay ciia tré em

Doc ky hwéng din sir dung trwée khi ding

Thudc nay chi dung theo str ké don ciia bac sy
Khong dl]ng thudc da bién mau, hét han sir dung -
Mubn biét thém thong tin xin héi y kién ciia bac sy

Nha sin xudt:

— =

CONG TY TNHH SX DUQC PHAM MEDLAC PHARMA ITALY
Khu c6ng nghiép cong nghé cao I, Khu céng nghé cao Hoa Lac,

KM29, Dai 19 Thang Long, Huyén Thach That, Ha Nai.

Tel: 0433594104 Fax: 0433594105

Tua.cuc TRUONG
o TRUONG PHONG

Gé /f(m/ )’ff,mg




