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Bot pha tiém
Tiém bap / Tiém tinh mach
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$4n xudt tai: Furen Pharmacautical Group Co., Ltd
Xuan Wu Economic Developing Area, Lu Yi County, Henan Province Trung Quéc.

Thanh phén: Mbi lo chua: : i khd mat. tranh anh
Ceftazidim (& dang h&n hop bt va trong B‘io ql.lill'! Gpdl kho mat,
sang, nhiét do < 30°C

cla Ceftazidim va Natri carbonat) 1g A =

T4 dufoc va 560K /Reg. No %%}ﬂ P
M&i 6n§ dung moi chia Nha nhip khiu: 25 ( % ﬁ ) ﬁ FR NS
Nudc cat pha tiém: vd 5ml 4 2

Chi dinh, chéng chi dinh, cach diing, g:::;::;:;ﬁ;m mum [GROUP) Co.,LT[.‘
lifu ditng va cac thdng tin khac Xin :
xem t& hudng ¢in s dung kém theo.

& Prescription nnly Box of 1vial + 1 ampoule diluent
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Ceftazi

Powder for injection
.M/

Manufactured by: Furen Pharmaceutical Group Co,, Ltd
Xuan Wu Economic Developing Area, Lu Yi County, Henan Province, PR.China.

N\

Composition: Each vial contains: Indication, Contralndlcatlon. Dosalll
Ceftazidime (As a mixture sterile powder other informations : Please see the\patkage
of Ceftazidime and sodium carbonat) 1g insert.

Excipient: q.5 " ,
Each ampoule contains; Keep out of reach of children
Sterile water for Injection: 5ml Lﬂead the package Insert carefully before useJ
Storage: Stored at cool and dry place,
protected from light, temperature < 30°C.

Ry Thube ban thea dom Tb/tm Sterile water for Injection

'OUTCEF =

Ceftazidime 19
Bt pha tiém
Tlémblp.'ﬂimunhqun

Sdla SX
NgaysX :
Han ding :

5306 SX /Lot o
Hain dimg / Exp. Date :

Sdn xut tai: Furen Pharmaceutical Group Co, Ltd. Trung Quéc.
Furen Pharmacsutical Group Co., Ltd, Trung Quic.
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Rx Thudc ban theo dom
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Bgt pha tidm TR
Tiém bip / Tlém tinh mach 2 H
R

San xudt tai:
Furen Pharmaceutical Group Co,, Ltd, Trung Quéc.

R Thudc ban thea don
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Bét pha tiém
Tiém b3p / TIém tinh mach

Sén xuit tai: Furen Pharmaceutical Group Co., Ltd

Xuan Wu Economic Developing Area, Lu ¥l County, Henan Province,Trung Quéc.

Hop 10lo

Thanh phén: Mai lo chia:

Ceftazidim (& dang hdn hap bét v tring
cua Ceftazidim va natri carbonat) 1g

T4 dugc vd.

Chi djnh, chéng chi dinh, cich ding,
fiéu diing va céc théng tin khic: Xin xem
& hwurdng dan sif dung kém theo.

Bdo quan: O nol khd mét, trénh 4nh séng,

R Prescription only
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nhiétdé = 30°C.
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—1§ Powder forinjection LM.J/LV
/\ !! )

Pharmaceutical Group Co, Ltd
(G ing Area, Lu'Yi County, Henan Province, P. R. China.

Box of 10 vials

Composition: Each vial contains:
Ceftazidime (As a mixture sterlle
powder of ceftazidime and sodium
carbonat) 1g, Excipient: g.s

Indication, Contraindication, Dosage
and other Informations : Please see
the package Insert,

Storage: Stored at cool and dry place,
protected from light, temperature < 30°C.

Keep out of reach of children
Read the package insert carefully before use.

Ngay SX / Mfg. Date :
Han diing / Exp. Date :




https://trungtamthuoc.com/
|

R, Thudc bin meo don

“Dé xa tAm tay tré em. Doc ky huéng dén sir dung truéce khi ding. Néu cén thém thong tin xin hdi y kién bac s§.”

OUTCEF
(Bét pha tiém)
Thanh phén
Mai lo thudc c6 chira: Chi djnh
Hoat chat: Ceftazidime................1,0g Chi ding Outcef trong nhimg nhiém khuin rét ning, da diéu trj

Ta duoc: Natri carbonat khan.

M?&i éng dung moi c6 chira:

Nudec cdt pha tiém Sml.

Pudng ding: Tiém bp, tiém tinh mach.

Duygc lyc hoc

Ceftazidim c6 tac dyng dit khuén do irc ché cac enzym tong hgp
vach té bao vi khudn. Thudc bén vimg véi hdu hét cic beta -
lactamase cua vi khuin trir enzym cia Bacteroides. Thubc nhay
cam v6i nhiéu vi khudn Gram 4m da khang aminoglycosid va cic
vi khudn Gram duong da khang ampicilin va cac cephalosporin
khéc. _

Phé khdng khudn:

Téc dyng tét: Vi khudn Gram 4m va khi bao gdm Pseudomonas (P.
aeruginosa), E. coli, Proteus (ca dong indol duong tinh va dm
tinh), Klebsiella, Enterobacter, Acinetobacter, Citrobacter,
Serratia, Salmonella, Shigella, Hemophilus influenzae, Neisseria
gonorrhoea va  Neisseria  meningitidis. Mot s6  chung
Pneumococcus, Moraxella catarrhalis, va Streptococcus tan mau
beta, (nhém A, B, C va G lancefield) va Streptococcus viridans.
Nhiéu chiing Gram duong ky khi ciing nhay cam, Staphylococcus
aureus nhay cam vira phai vai ceftazidim.

Khdng thuoc:

Khéng thudc c6 thé xudt hién trong qua trinh diu trji do mét tac
dung irc ché cac beta - lactamase qua trung gian nhiém sic thé (dac
biét di v&i Pseudomonas spp., Enterobacter va Klebsiella).
Ceftazidim khong c6 tac dung v&i Staphylococcus aureus khang
methicilin, Enterococcus, Listeria monocytogenes, Bacteriodes fragilis,
Campylobacter spp., Clostridium difficile.

Duge djng hoc

Ceftazidim khong hép thu qua dudng tiéu hoa, do viy thudmg dung
dang tiém tinh mach hoc tiém bip.

Nong do huyét thanh dat dugc:

Tiém bap | Tiém  tinh | Tiém truyén tinh
(sau1-1,5 | mach (sau 5 | mach khéng lién tyc
gidr) phit) (sau 2030 phat)

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

Ig Khoang 35 | Khoang 85 | Khoang 70 mg/]
mg/l mg/l

2g Khong c¢6 | Khoang 170 | Khoang 170 mg/l
théng bao mg/l

Nira doi cia cefiazidim trong huyét twong & ngudi bénh cé chirc
ning than binh thudng xép xi 2,2 gids, nhung kéo dai hon & ngudi
bénh suy théin hoic tré so sinh. Cefiazidim khong chuyén hoa, bai
tiét qua loc ciu than. Khoang 80 - 90% lidu ding bai tiét qua nudc
tiéu sau 24 gid. Sau khi tlém tinh mach 1 liéu doc nhit 500 -mg hay
1 g, khoang 50% liéu xuat hién trong nuéc tiéu sau 2 gidr dau, 2 - 4
gi¢r sau khi tiém bai tiét them 20% liéu vao nudc tidu va sau 4 - 8
gitr sau lai thém 12% lidu bai tiét vao nudc tidu. Hé sb thanh thai
ceftazidim trung binh cda thgn 1a 100 ml/phit. Bai tiét qua mét
duéi 1%. Chi khoang 10% thubc gin véi protein huyét tuong.
Ceflazidim thdm vao cdc md & sdu va ca dich mang bung, Thubc dat
ndng dj diéu trj trong dich nao tity khi mang ndo bj viém. Ceftazidim
di qua nhau thai va bai tiét vao sira me.

Ceftazidim hép thu sau liu tiém qua mang byung cho ngudi bénh
diéu trj bing thim tach mang bung.

bing khang sinh thong thuomg khéng d& dé han ché hién tuong
khang thudc.

Nhing truong hop nhiém khuan nang do vi khudn Gram 4m nhu:
Nhiém khuén huyét.

Viém mang ndo.

Nhiém khudn duomg tiét nigu c6 bién chimg.

Nhiém khuin dwomg hé hdp dudi, nhiém khudn trong bénh nhay
nhat.

Nhiém khuén xuong va khop.

Nhi&m khuin phy khoa.

Nhiém khudn trong 6 bung.

Nhiém khuén da vA mé mém bao gbm nhiém khuén bong va vét
thuong, o

Nhing truomg hgp nhiém khuin ké trén da xé4c dinh hogc nghi ngdy

do Pseudomonas hodc Stap}w!ococcus nhu viém méng nﬂo do
Pseudomonas, nhiém khuin & ngudi bj gif DI

cin phai phdi hop ceftazidim voi khang sinf| H¥c
Chéng chi djnh

Mén cam véi cephalosporin.
Thén trong

Trudce khi bit ddu diéu trj bang Outcef, pthi diéu tra ky vé tién sir
dj tng cla ngudi bénh voi cephalosporifh, penicilin hogic thudc
khéc.
C6 phan tng chéo gitra penicilin v&i cephalosporin.
Tuy thube khdng dc vi thén nhung phai thin trong khi ding déng
thoi voi cac thude doe vai than.

Mot sb ching Enterobacter lic déu nhay cam v&i ceflazidim cé thé
khang thudc din trong qué trinh diéu trj véi ceflazidim va cac
cephalosporin khéc.

Outcef ¢o thé lam giam thoi gian prothrombin. Can theo dbl thcn
gian prothrombin & ngudi suy than, gan, suy dinh dudng va néu cin
phai cho vitamin K. Nén giam liéu hang ngay khi duing cho nguoi
bgnh suy than.

Than trong khi k& don Outcef cho nhitng ngudi co tién sit bénh
dudmg tiéu hoa, dic biét bénh ly.

Thoi ky mang thai

Cephalosporin dugc coi |4 an toan trong thai ky. (Tuy nhién van
chua 6 nhirng nghién ciru thoa dang va dug KT, tra chit ché trén-
ngm‘_ﬂ mang thai, nén chi ding thudc cho nguo{hang thai khi that™
can thiét).

Thoi ky cho con bi

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

Anh huéng dén kha niing l4i xe va vén hanh méiy méc:

Khdng ¢6 bao cao.

Téc dung khong mong muén (ADR)

it nhat 5% ngudi bénh diéu trj c6 tic dyng khong mong mubn.
Thuéng gap nhit 14 phan ing tai chd sau khi tiém tinh mach, dj img
va phan (mg dudng tiéu hoa.

Thuéng gdp, ADR > 1/100

Tai chd: Kich img tai chd, viém tic tinh mach.

Da: Ngira, ban dét sdn, ngoai ban.

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

Toan than: Dau dau chong ma, sbt, phi Quincke, phan img phan vé.

Mdu: Téng bach cdu wa eosin, giam tidu cdu, giam bach ciu, giam
bach cdu trung tinh, ting lympho bdo, phan (ng Coombs duong
tinh.
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Thén kinh: Loan cam, loan vj gidc. O nguoi bénh suy than didu trj
khong ding lidu ¢ thé co gidt, bénh ndo, run, kich thich than kinh -
co.

Tiéu héa: Budn ndn, non, dau bung, ia chay.

Hiém £ap, ADR < /1000

Mau: Mét bach cdu hat, thiéu mau huyét tan.

Tiéu hoa: Viém dai trang mang gia.

Da: Ban do da dang, hi chirng Steven - Johnson. Hoai tir da nhiém
ddc.

Gan: Tang transaminase, ting phosphatase kiém.

Tiét nigu sinh dyc: Giam toc do loc tiéu cau thén, ting uré va
creatinin huyét tuong,

C6 nguy co bdi nhiém voi Enterococci va Candida.

Thong bdo che bdc sy cdc tdc dyng khéng mong mudn gp phai
khi ditng thuéc.

Lidu lwgng va cich ding

Outcef dung theo cach tiém bip sau, tiém tinh mach chim trong 3 -
5 phat, hogc tiém truyén tinh mach.

Nguoi lon:

Trung binh 1 g tiém bip siu hodc tinh mach (thy mirc do nang cua
bénh) cich nhau 8 - 12 gi& mdt lan. Liéu ding ting 1én 2 g/8 giv
trong viém mang ndo do vi khuin Gram am vi céc bénh bj suy
giam mién djch. Nhiém khudn dudmg tiét ni¢u 500 mg/12 gio.
Nguai cao ruo: trén 70 fuo:

Liéu 24 git cin giam xudng con 1/2 lidu cia ngudi binh thuong, t6i
da 3 g/ngdy.

Treé nho va tré em:

Tré em trén 2 thang tudi, lidu thuomg dung 30 - 100 mg/kg/ngay
chia lam 2 - 3 lan, (cach nhau 8 hodc
12 gidy). Co thé tang litu t6i 150 mg/kg/ngay (t6i da t6i 6 g/ngay)
chia 3 14n cho cac bénh rit ning,

Tré so sinh va tré nho dudi 2 thang tuéi: lidu thuomg dung 1a 25 - 60
mg/kg/ngay chia lam 2 lan, cach nhau 12 git (& tré so sinh, nira doi
cua ceftazidim c6 thé gép 3 - 4 1n so voi ngui I6m).

Trong trudng hop viém mang ndo & tré nho trén 8 ngay tudi, lidu
thirémg dung 14 50 mg/kg e 12 gidr mot lin.

Ngudi bénh suy giam chirc ning thin (c6 lién quan dén tubi): Dya
vao d§ thanh thai creatinin (khi d{ thanh thai creatinin dudi 50
ml/phit, nén giam lidu do sy thai trir thudc chim hon).

Vi ngudi bénh nghi 14 ¢d suy thén, co thé cho liéu dAu tién thuomg
13 1 g sau d6 thay déi liéu tiy thudc vao d¢ thanh thai creatinin nhu

sau:
D§ thanh thai | Creatinin huyét | Liéu duy tri
{ml/pht) tuong (micromol/lit)
50 -31 150 - 200 lg et 12 gioy 1 lan
30-16 200 - 350 1g ctr 24 giv 1 lan
15-6 350 - 500 0,5g ctr 24 gio 1 lan
<5 > 500 0,5g cir 48 gidy 1 lan
Lidu ggi y & trén ¢6 thé ting 50%, néu 14m sang yéu cdu nhu &
bénh nhay nhat.
Ngudi bgnh dang thim tach mau, c6 thé cho thém 1 g vao cudi mdi
lin thim tach.

Ngudi bénh dang loc méu dong tinh mach lién tuc, ding lidu 1
g/ngdy, ding 114n hogc chia nhicu lan.

Ngm‘_ﬂ bénh dang thdm tich mang bung, dung lidu bt ddu 1 g, sau
d6 liéu 500 mg cach nhau 24 gid.

Chi y: Nén dung Outcef it nhdt 2 ngay sau khi hét cic trigu chimg
nhiém khuin, nhung cin kéo dai hon khi nhiém khudn c6 bién
chimg.

Pha dung dich tiém va truyén:

Dung djch tiém bdp: Pha thubc trong nudéc cét tiém, hoc dung dich
tiém lidocain hydroclorid 0,5% hay 1%, véi nong do khoang 250
mg/ml.

Dung dich tiém tinh mach: Pha thubce trong nude cit tigm, dung
dich natri clorid 0,9%, hodc dextrose 5%, voi nong d khoang 100
mg/ml.

Dung dich tiém truyén: Pha thuéc trong céc dung dich nhu trong
tiém tinh mach nhung v&i nong do 10 -20 mg/ml (1 -2 g thudc
trong 100 ml dung djch).

Han diing va diéu kién bao quan thuéc sau khi pha:

Dung dich ceftazidim ndng dé 1ém hon 100 mg/ml:18 gi¢r sau khi
pha néu bao quan & nhiét d phong (30+2°C) hoac 7 ngay sau khi
pha néu bao quan & tu lanh (2 ~ 8°C).

Dung dijch ceftazidim ndng ¢ 100 mg/ml hogc thép hon: 24 gioy
sau khi pha néu bao quan & nhiét d phong (30£2°C) hojc 7 ngay
khi dé ta lanh (2 ~ 8°C).

Tuong tic thube

V6i aminoglycosid hodic thubc lgi tiéu manh nhu furosemid,
ceftazidim gy doc cho thén, cin giam sat chirc niang than khi diéu
tri lidu cao kéo dai.

Cloramphenicol dbi khéng in vitro v6i ceftazidim, nén tranh phdi
hop khi cén tac dung digt khudn.

D) bn dinh

Dung djch ceftazidim ndng d¢ 16n hon 100 mg/ml pha trong nuéce
cét tiém, dung dich tiém lidocain hydroclorid 0,5% hodc 1%, dung
dich tiém natri clorid 0,9%, dung djch tiém dextrose 5%. Thudc duy
tri duge hoat lyc trong 18 gid ¢ nhiét d§ phong (303239_}30 7
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Dung dijch ceftazidim ndng do 100 mg/ml hogc thip hidd p&h’&
nudc cit tiem, dung dich tiém natri clorid 0,9%, du

dextrose 5%, duy tri dugc hoat lyc trong 24 gid & nhig m
(30+2°C) hodc 7 ngay khi dé tii lanh (2 ~ 8°C).

Ceftazidim kém bén vimg trong dung dich natri bicarbonat.

Twong ky

Voi dung dich natri bicarbonat: Lam giam tac dyung
pha Outcef vao dung dich c6 pH trén 7,5 (khong dugce pha thude
vao dung djch natri bicarbonat).

Phdi hop vai vancomycin phai dung riéng vi gay két tia.

Khong pha 1dn Outcef véi cac aminoglycosid (gentamicin,
streptomycin), hoac metronidazol.

Phai trang rira can thén cac ong thong va bom tiém béng nude mudi
(natri clorid 0,9%) giira cic 1dn dung hai loai thubc nay, dé tranh
gdy két tua.

Qui lidu va xir trl

D gip ¢ mot sb nguoi benh suy thin. Phan (mg bao o gidt,
bénh ly néo, run rdy, d& bj kich thich than kinh co. C inrhm theo
ddi can than trudng hop ngudi bénh bi qué lidu cip va E6lidu trj
hd trg. Khi suy than, c6 thé cho thém tach mau hogc ming bung dé
loai trir thudc nhanh. G

Tiéu chuén chit lugng: USP37-NF32

Bao quan: O noi khd mét, tranh 4nh sang, nhiét do khong qua
30°C.

Han ding: 36 théng ké tir ngay san xuét.

S6 diing kit VN-

Qui cich déng géi:

Hop 1 lg, c6 t& hudng dan sir dyng;

Hop 10 1o.

Nha sin xuit:

Furen Pharmaceutical Group Co., Ltd.

Dija chi: Economic developing-area LuYi County,

TUQ. CUC TRUONG
P.TRUONG PHONG
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