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% g Ceftazidime...................1,09 Specification: USP34
1 | Exciplents..........coouemed q.5
é l Indications, Contraindication, Dosage & Administration,

Other infomation: Piease see the insert inside.
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|  Storage:
| Temperatures below 30°C, protected from light.
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‘ Thanh phin: M&i o chira: SBK: VN-XOOO(-XX
W | Ceftazidime..............cccr....1,09 Tidu chudn: USP34
i Té AUQC. .o vira di Boc ki hudng diin si dung trirée khi ding.

Chi djnh, chéng chi dnh, céch ding, ldu diing D4 xa tAm tay trd em.
va céc théng tin khéc: xem t& hudng din sir dung
kém theo. Nha nhap khiu:

Bao quan: Nhiét d duwd| 30°C, trénh anh sang.
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R, Thube ban theo don

“P¢é xa tAm tay tré em. Doc ky huémg dan sir dung truée khi ding. Néu cin thém thong tin xin héi y kién béc s§. Thubc nay chi

dung theo don cua bac s§.”
BRIGMAX
(Bét pha tiém)
Thanh phin Liéu lugng, cach diing va dudng dung
M&i lg thubc c6 chira: Duong ding: Tiém bap, tiém tinh mach.
Hoat chat: Ceftazidime................1,0g Céch ding va liéu ding: ]
Td dwge: Anhydrous Sodium carbonate. Brigmax dung theo cach tiém bap sdu, tiém tinh mach chidm trong 3
Dugc lue hoe - 5 phiit, hoZc tiém truyén tinh mach.

Ceﬁazndnm c6 tac dyung diét khuén do tc ché cac enzym léng hop
vach té bao vi khudn. Thudc bén virmg véi hiu hét cac beta -
lactamase cua vi khudn trir enzym cia Bacteroides. Thudc nhay
cam véi nhiéu vi khuin Gram 4m di khéng aminoglycosid va cac
vi khudn Gram duong da khang ampicilin va cic cephalosporin
khac.

Phé khang khudn:

Tac dung tot: Vi khudn Gram dm ua khi bao gdm Pseudomonas (P.
aeruginosa), E. coli, Proteus (ca dong indol duong tinh va am
tinh), Klebsiella, Enterobacter, Acinetobacter, Citrobacter,
Serratia, Salmonella, Shigella, Hemophilus influenzae, Neisseria
gonorrhoea va  Neisseria  meningitidis. Mot sd ching
Pneumococcus, Moraxella catarrhalis, vA Streptococcus tan mau
beta, (nhém A, B, C va G lancefield) va Streptococcus viridans.
Nhiéu ching Gram duong ky khi ciing nhay cam, Staphylococcus
aureus nhay cam vira phai véi ceftazidim.

Khdng thude:

Khéng thudc c6 thé xudt hi¢n trong qué trinh diéu trj do mét tic
dung trc ché céc beta - lactamase qua trung gian nhiém sic thé (dic
bi¢t doi voi Pseudomonas spp., Enterobacter va Klebsiella).
Ceftazidim khéng c6 tic dung voi Staphylococcus aureus khang
methicilin, Enterococcus, Listeria monocytogenes, Bacteriodes fragilis,
Campylobacter spp., Clostridium difficile.

Durge djng hgc

Ceftazidim khong hip thu qua dudng tiéu héa, do vy thudng dung
dang tiém tinh mach hodc tiém bap.

Néng do huyét thanh dat dugc:

Tiém bdp | Tiém  tinh | Tiém truyén tinh
(sau 1 — 1,5 | mach (sau 5 | mach khéng lién tuc
gidy) phiit) (sau 20-30 phat)

500mg Khoang 15 | Khoang 45 | Khoang 40 mg/l
mg/l mg/l

lg Khodang 35 | Khoang 85 | Khoang 70 mg/l
mg/l mg/l

2g Khéng c¢6 | Khoang 170 | Khoang 170 mg/l
thong bao mg/l

Nira doi cia ceftazidim trong huyét twong & ngudi bénh c6 chirc
nang thin binh thudmg xép xi 2,2 gidy, nhung kéo dai hon & ngudi
bénh suy than hodc tré so sinh. Ceftazidim khong chuy€n héa, bai
tiét qua loc cdu than, Khoang 80 - 90% liéu dung bai tiét qua nude
tiéu sau 24 gid. Sau khi tiém tinh mach 1 héu dgc nhit 500 .mg hay
1 g, khoang 50% liéu xuat hién trong nudc tiéu sau 2 gidy dhu, 2 -4
gidr sau khi tiém bai tiét them 20% lidu vao nude tiéu va sau 4 - 8
gior sau lai thém 12% lidu bai tiét vao nudc tidu. Hé sé thanh thai
ceftazidim trung binh cua than 1a 100 ml/phat. Bai tiét qua mat
dudi 1%. Chi khoang 10% thubc gin voi protein huyét twong.
Ceftazidim thim vao cic md & siu va ca djch mang bung; Thubc dat
ndng d6 dicu trj trong dich ndo tiy khi mang ndo bj viém. Ceftazidim
di qua nhau thai va bai tiét vao sira me.

Ceftazidim hdp thu sau lidu tiém qua mang byng cho ngudi bénh
diéu trj bing thdm tach mang bung.

Qui cach d6ng géi: Hop 1 1o, 6 to hudng din sir dung.

Nguoi lom:

Trung binh 1 g tiém bap séu hodc tinh mach (tiry murc d nang cua
bénh) cach nhau 8 - 12 gid mét 1an. Liéu dung ting 1én 2 g/8 gidy
trong viém mang ndo do vi khuén Gram 4m va cac bénh bj suy
giam mién dich. Nhiém khuin dwong tiét nigu 500 mg/12 gio.
Nguedi cao tudi trén 70 tudi: ) .
Liéu 24 gitr cdn giam xudng con 1/2 li¢u ciia ngudi binh thudng, ti
da 3 g/ngay.

Treé nho va tré em:

Tré em trén 2 thang tudi, lidu thudng ding 30 - 100 mg/kg/ngay
chia 1am 2 - 3 ldn, (cich nhau 8  hoic
12 gi®y). Co the ting licu t6i 150 mg/kg/ngdy (toi da téi 6 g/ngdy)
chia 3 I4n cho céc bénh rit nang.

Tré so sinh va tré nho dwdi 2 thing tudi: lidu thudng ding 1a 25 - 60
mg/kg/ngay chia lam 2 1dn, cach nhau 12 gi&s (& tré so sinh, nira doi
cta ceftazidim c6 thé gép 3 - 4 I4n so véi ngudi 16n). I
Trong truémg hep viém méang ndo ¢ tré nho trén 8 ngay tudi, licu
thudmg dung 12 50 mg/kg ¢ 12 gid mft lan.

Ngudi bénh suy giam chirc nang than (c6 lién quan dén tudi): D,
vao d§ thanh thai creatmm (khi do thanh thai creatinin du6i/,
mU/phit, nén giam ligu do sy thai trir thudc chdm hon). «| DUC
Vi ngudi bgnh nghi 1a ¢6 suy thn, c6 thé cho liéu dau tién thu i
la 1 g sau do thay dbi lidu tiy thude vao do thanh thai creatinin ’%, »r I

sau: R
AU
b thanh thai | Creatinin huyét | Liéu duy tri S
(ml/pht) tuong (micromol/lit)
50-31 150 - 200 lg cir 12 gitr 1 lan
30-16 200 - 350 Ig i 24 givy | lan =S
15-6 350 - 500 05gcr2dgivllan | 14 °F
<35 > 500 0,5gcr48givllan | o -
Lidu ggi ¥ & trén c6 thé ting 50%, néu lam sang yéu cu nhu &=
bénh nhay nhot. itz

Ngudi b¢nh dang thim tach mdu, ¢6 thé cho thém 1 g vio cudi mm s
14n thim téch. o
Ngudi bénh dang loc mau ddng tinh mach lién tuc, ding lidu l £
g/ngay, dung 1l4n hodc chia nhiéu lan. e JUAD
Ngudi bénh dang thdm tach mang bung, dung liéu bat déu 1 g, sau™

d6 lidu 500 mg cach nhau 24 gid.

Chi y: Nén ddng Brigmax it nhat 2 ngay sau khi hét cc trigu chimg

nhiém khudn, nhung cin kéo dai hon khi nhiém khuin c6 bién

chimg,

Pha dung dich tiém va truyén:

Dung djch tiém bdp: Pha thubc trong nudc cét tiém, hoge dung dich

tiém lidocain hydroclorid 0,5% hay 1%, v&i néng d¢ khoang 250

mg/ml.

Dung djch tiém tinh mach: Pha thubc trong nudc cdt tiém, dung

dich natri clorid 0,9%, hoac dextrose 5%, vai n@mg d( khoang 100

mg/ml.

Dung dich tiém truyén: Pha thudc trong cic dung dich nhu trong

tiém tinh mach nhumg v&i ndng do 10 - 20 mg/ml (1 - 2 g thude

trong 100 ml dung dich). J%
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Chi dinh )

Chi ding Brigmax trong nhimg nhiém khudn rét nang, da diéu trj
bing khang sinh thong thudng khéng d dé han ché hién trgng
khang thudc.

Nhitng trudng hop nhiém khuén nang do vi khudn Gram 4m nhur:
Nhiém khuén huyét.

Viém mang nio.

Nhiém khufn dudng tiét niéu c6 bién chirng.

Nhi&m khuén dudmg hé hip dudi, nhiém khuén trong bénh nhay
nhot.

Nhiém khudn xuong va khop.

Nhiém khuén phu khoa.

Nhiém khuén trong 6 bung.

Nhiém khuén da va mé mém bao gdm nhiém khudn bong va vét
thuong,

Nhirng trudmg hop nhiém khuin ké trén da xac dinh hogc nghi ngds
do Pseudomonas hodc Staphylococcus nhu viém mang ndo do
Pseudomonas, nhiém khudn & ngudi bi giam bach ciu trung tinh,
cén phai phdi hop ceftazidim véi khang sinh khéc.

Chéng chi dinh

Min cam véi cephalosporin.

Thén trong

Truée khi bt diu diéu trj bing Brigmax, phai diéu tra k§ vé tién sur
di mg cua ngudi bénh voi cephalosporin, penicilin hogc thude
khac,

C6 phan img chéo gitra penicilin v&i cephalosporin. )
Tuy thude kh{‘}ns dgc véi than nhung phai thén trong khi dung déng
thoi véi cac thuoc doc vai thén.

Mot sb chiing Enterobacter lic diu nhay cam véi ceftazidim c6 thé
khang thubc dén trong qua trinh diu trj véi ceflazidim va cdc
cephalosporin khéc.

Brigmax c6 thé lam gidm thoi gian prothrombin. Cén theo dbi thdi
gian prothrombin & ngudi suy thin, gan, suy dinh dudng va néu cin
phai cho vitamin K. Nén giam liéu hing ngay khi diing cho ngudi
bénh suy than.

Thén trong khi ké don Brigmax cho nhifng ngudi ¢6 tién sit bénh
dudng tiéu hoa, dic biét bénh ly.

Thoi ky mang thai

Cephalosporin dugc coi 13 an toan trong thai ky. (Tuy nhién vin
chura c6 nhing nghién ciru thoa dang va dugc kiém tra chit ché trén
ngudi mang thai, nén chi dung thudc cho ngudi mang thai khi that
can thiét).

Thoi ky cho con bu

Thubc bai tiét qua sira, anh hudng cho tré con ba nén phai can nhic
khi ding thudc cho ngudi dang cho con bu.

Anh hudng dén kha niing 13i xe cd vin hanh may méc:

Khéng ¢6 bao cdo.

Tuong tac thubc

V6i aminoglycosid hogc thuéc loi tiéu manh nhu furosemid,
ceftazidim gdy dc cho thn, cdn giam sat chirc ndng thén khi didu
trj liéu cao kéo dai.

Cloramphenicol dbi khéng in vitro v&i ceftazidim, nén tranh phdi
hop khi can tac dung diét khudn.

Tic dung khdng mong mubn (ADR)

it nhdt 5% nguoi bénh didu trj c6 tac dung khong mong muédn.
Thudmg gip nhét 14 phan (mg tai chd sau khi tiém tinh mach, dj img
va phéan (mg dudmg tiéu hoa.

Thudng gip, ADR > 1/100

Tai chd: Kich (mg tai chd, viém tic tinh mach.

Da: Ngira, ban dat sén, ngoai ban.

It gdp, 1/1000 < ADR < 1/100

Toan thin: Dau ddu, chéng mat, sbt, phii Quincke, phan tmg phan vé.
Mau: Ting bach ciu ua eosin, giam tiéu cdu, giam bach céu, giam
bach cdu trung tinh, ting lympho bao, phan img Coombs duong
tinh.

Thén kinh: Loan cam, loan vj gidc. O ngudi bénh suy thén didu tri
khong ding liéu ¢6 thé co giat, bénh ndo, run, kich thich thén kinh -
co.

Tiéu hoa: Bubn ndn, nén, dau bung, ia chay.

Hiém gép, ADR < 1/1000

Mau: Mt bach cdu hat, thiéu méau huyét tan.

Tiéu héa: Viém dai trang mang gia.

Da: Ban do da dang, hdi ching Steven - Johnson. Hoai tr da nhiém
déc.

Gan: Ting transaminase, ting phosphatase kiém.

Tiét niéu sinh duc: Gidm toc d§ loc tiéu cdu thdn, tang uré va
creatinin huyét tuong.

C6 nguy co bdi nhiém vé&i Enterococci va Candida.

Théng bdo cho bdc sp cdc tdc dung khong mong mubn gip phii
khi ditng thuébc.

D{ on dinh

Dung dich ceftazidim ndng d¢ 16n hon 100 mg/ml pha trong nudc
cét tiém, dung dich tiém lidocain hydroclorid 0,5% hoac 1%, dung
dich tiém natri clorid 0,9%, dung dich tiém dextrose 5%. Thubc duy
tri dugc hoat lyc trong 18 git & nhiét d§ phong hodc 7 ngay khi dé tu
lanh.

Dung dich ceftazidim ndng d¢ 100 mg/ml hodc thip hon pha trong
nuéc cat tiém, dung dich tiém natri clorid 0,9%, dung dich tiém
dextrose 5%, duy tri duge hoat lyc trong 24 git & nhigt d§ phong
hoiic 7 ngay khi dé tu lanh.

Ceftazidim kém bén viing trong dung dich natri bicarbonat,

Tuong ky S\

Véi dung dich natri bicarbonat: Lam gidm tdc dung; lh't‘b‘i: R_har!g
pha Brigmax vao dung dich c6 pH trén 7,5 (khong dyoc pha thuoc
vio dung dich natri bicarbonat). Wy Z)
Phéi hop v6i vancomycin phai diing riéng vi gy kétiga, | /'
Khéng pha lin Brigmax véi céc aminoglygosid ‘%wcin,
streptomycin), hodc metronidazol. ) D/
Phai tréng rira cén than céc dng thong va bom tigm-biinghudc mudi
(natri clorid 0,9%) gilra cac lan ding hai loai thube y, dé tranh
gay két tia.

Qui liu va xur tri

Da giap & mot sb ngudi bénh suy than. Phan img bao gbm co gidt,
bénh 1y ndo, run rdy, d& bj kich thich than kinh co. Can phai theo
doi cén than truomg hop ngudi bénh bi qua lidu cdp va c6 diéu trj
ho trg. Khi suy thén, c6 thé cho tham tach méu hofic mang bung dé
logi trir thube nhanh.

Tiéu chuéin chit luwgng: USP34 1
Béo quén: Nhigt d§ dudi 30°C, tranh anh sang. %7
Han ding: 36 thang ké tir ngay san xuat. #

S6 aang ki: VN-XXXX-XX 3y .

Nha san xuit:

Pharmaceutical (Shijiazhuang) Cd,
xsRoad, Shijiazhuang City, Trung Quédc.

PHO cuc TRUSNG

Again Vit SHing
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