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NHAN LO CEZOROX

1 P BO Y TE
K![,:h thuac: CUC QUAN LY DUGC
Dai @ 71 mm pA PHE DUYET
Cao : 30 mm
Lan daudi;’éle?
| |
| Thanh phan: Rx Thuécba';lheﬁﬁdn B

Mdi lo chifa: Ceftazidim 1g.

Chi dinh, cach dung, chdng chi dinh: M
Xem to huéng dan st dung. o

| Bao quan: DE noi kho rdo, tranh anh — —
séng, nhiét do khong qud 30°C. Ceftazidime for injection, USP I

SK/Reg.No.: BOT PHA TIEM - TB - TM =

4
San xudt boi: CTY CP DP GLOMED  tudng duong 1 388
29A Pai Lo Tu Do, v@i Ceftazidim g =58
KCN Viét Nam - Singapore, 223
Thuan An, Binh Duong. Powder for injection I.M / 1.V il 0
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NHAN HOP CEZOROX

Kich thudc:

Dai : 38 mm
Rdng: 36 mm
Cao : 72 mm

RS

61 wipizeyag 19a Bupnp Bupn)
dsSn ‘uonoalui Joj awipize)ja)

X0I0Z2)

Upp oatjy ugq Jonu] Xy

RX Thudc bin theo don

Ceftazidime for injection, USP
Tuong dudng vdi Ceftazidim 1g

19

Cezorox g

Hop 1 1o
BOT PHA TIEM - TB - TM

THANH PHAN:

Mdi lg chira: Ceftazidim 1g

(dudi dang hdn hgp bOL v khuda
chifa ceftazidim pentahydral va natri
carbonat)

CHI BINH, CACH DUNG, CHONG CHI
BINH: Xem 13 huing din sir dyng.

of XA TAM TAY C[IA TRE EM.
B0C K¥ HUGNG DAN SU DUNG
TRUGC KHI DUNG.

BA0 QUAN:
DE nai khd réo, tranh nh sdng, nhigt
dd khing qud 30°C.

TIEU CHUAN: USP 34
SDK:

Sin :uﬁiclsbi: % %

CONG TY €O PHAN DUJC PHAM GLOMED
294 Bgi LD Ty Do, KCN Vist Nam-Singapore,
Thudn An, Binh Dugng,

RX_ Presaiption only

Cezorox

Ceftazidime for injection, USP
Equivalent to Ceftazidime 1g

p

1 vial/box

POWDER FOR INJECTION I.MA.V

COMPOSITION:

Each vial contains: Ceflazidime 1g
(as a dry sterile mixture of ceftazidime
pentahydrate and sodium carbonate)

INDICATIONS, METHOD OF USE,
CONTRAINDICATIONS:
Please refer to the package inserl.

KEEP QUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET
BEFORE USE.

STORAGE: Store at the temperature
not more Ihan 30°C, in a dry place,
protect from light.

SPECIFICATION: USP 34
REG.No.:

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ing,
29A Tu Do Boulevard, VSIP,

Thuan An, Binh Duwong.

Grang

5416 5X / Batch No.:
NSX / Mfg. Dals  :
HD / Exp. Date

Ngay 30 thang {Onam 2012
P. Téng Gidm Bdc
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NHAN HOP CEZOROX (Hop 10 o)

Kich thudc:
Dai :140 mm
6'! wipizeyan 19A Buonp Buon] Rong: 55 mm
dsn ‘uonaalul Joj swipizeya) Cao : 60 mm
0] gL dOH Upp 03y} UBQ 90NYL X
RX Thusc ban theo don Hép 10 lo itk SR RX  Prescription only "Ill Vials/boX | ST vene o

Cezorox

Ceftazidime for injection, USP 1
*® Tuong dudng véi Ceftazidim

BOT PHA TIEM - TIEM BAP - TIEM TINH MACH

(dudi dang hlin hgp bt vd khudn chia ceftazidim
pentahydrat va natri carbonat)

cHI BINH, CACH DUNG, CHONG CHI BIMH:
Xem 19 huing din sir dyng.

BE XA TM TAY CUA TRE EM. )
D0C K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: :
D4 noi khod rdo, trénh 4nh séng, nhiét d khdng qua 30°C.

TIBU CHUKN: USP 34
soK:
Sdn xuft bdi;
ONG TY cO PHAN DUGC PHAM GLOMED
2524£0) 20A Dgi LY Ty Do, KCN ViEt Nam - Singapore,

Thidn An, Binh Duong.

Cezo rox b

Ceftazidime for injection, USP 1
Equivalent to Ceftazidime

Ngay 30 thang40ndm 2043
P. Téng Gidm Bdc

POWDER FOR INJECTION .M /I1.V

A1 5X/ Batch No..
NSX / Mig. Date
HD / Exp. Date

(as a dry sterile mixture of ceftazidime pentahydrate and
sodium carbonate)

INDICATIONS, METHOD OF USE, CONTRAINDICATIONS:
Please refer to the package insert

KEEP OUT OF REACH OF CHILOREN. READ
CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Stora at the temperatura not more than 30°C,
In a dry place, protect {rom light.

SPECIFICATION: USP 34
REG.No.:

Manufsctured by:
m GLOMED PHARMACEUTICAL COMPANY, Inc,

29A Tu Do Boulevard, VSIP,
Thuan An, Binh Duong.
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NHAN HOP CEZOROX (Hop 25 lo)

s Kich thudc:

Dai :140 mm
RGng: 140 mm
Cao : 60 mm
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25 vials/box COMPOSITION: Each vial cantains Ceftazidime 1g.

RX Prescription only

Rx Thuc bin theo don

Hip 25 lo

Cezorox

Ceftazidime for injection, USP
Tudng duong vdi Ceftazidim 1

THANH PHAN: MBi Ip chia: Ceftazidim 1g
(dudi dang hén hgp bt vb khudn chia ceftazidim pentahydrat va natri carbonat)

CHI DINH, CACH DUNG, CHONG CHI DINH:
Xem 19 huing din s dyng.

DE XA TAM TAY CUA TRE EM. BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.

BAQ QUAN: B¢ nai kho réo, trinh 4nh sdng, nhigt b khéng qué 30°C.
TIEU CHUAN: USP 34
SOK:

% San xugt bdi: CONG TY ¢ PHAN pugc PHAM GLOMED
<x= 29A Dai L) Ty Do, KCN Vigt Nam - Singapore, Thuin An, Binh Dudng.

Cezorox

Ceftazidime for injection, USP 1
Equivalent to Ceftazidime g

(3s & dry sterile mixture of ceftazidime pentahydrate and sodium carbonate)
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATION : Please refer o the package insert.
KEEP OUT OF REACH OF CHILDREN - READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
SPECIFICATION: USP 34
REG. No.:

.f—' E Manufaclured by: GLOMED PHARMAGEUTICAL COMPANY, Inc.
Soc77 29A Tu Do Boulevard, VSIP, Thuan An, Binh Duang.

POWDER FOR INJECTION I.M/ILV

BOT PHA TIEM - TIEM BAP - TIEM TINH MACH
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HUONG DAN SU DUNG THUOC

CEZOROX

Ceftazidim
Bit pha tiém

1- Thanh phiin

MGi lg chira: Ceftazidim 1g

(Duéi dang hdn hgp bt vé khuin chira ceftazidim pentahydrat va natri carbonat)

2- M6 té sén phim

CEZOROX 12 hdn hop bt vo khuin cua ceftazidim pentahydrat va natri carbonat. Natri carbonat véi ndng d 118 mg/g ceftazidim
hoat tinh ¢6 vai trd 1am tang do hoa tan. Téng ham lugng natri trong hon hgp khoang 54 mg (2.3 mEq)/g ceftazidim hoat tinh.
CEZOROX dugc déng trong lo vai lugng tuong duong vdi 1 g ceftazidim.

Ceftazidim 12 khang sinh ban tdng hop phé rong, thujc nhém cephalosporin, dugc dung bing dudmg tiém. Ceftazidim c6 tén héa hoc
1a: 1-[[(6R,7R)-7-[2-(2-Amino-4-thiazolyl)glyoxylamido]-2-carboxy-8-oxo-5-thia- 1 -azabicyclo[4.2.0]oct-2-en--3-
ylJmethyl]pyridinium hydroxyd, mudi ni, 7°-(Z)-[O(1-carboxy-1-methylethyl)oxime],pentahydrat twong img véi céng thirc chu tao

dudi day:
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[¢]
N 0 j:‘T\)j/\ﬁ . §HO
H |
N N--

3- Dugec luc hoc va duge djng hec
Duge lue hoc
Ceftazidim c6 téc dyng diét khuén do rc ché céc enzym tdng hop vich té bao vi khudn.
Ceftazidim c6 phd tac dung rong twong tir cefotaxim, nhung hoat tinh ting déi v6i Pseudomonas Spp.. Thubc tac dung yéu trén tu ciu
khuén va lién ciu khudn. Khong gidng véi cefotaxim, thuéc khéng c6 chét chuyén héa c6 hoat tinh,
Ceftazidim rét bén vimng déi véi sy thuy giai bai hiu hét céc beta-lactamase. Thudc ¢6 hoat tinh in vitro trén nhiéu vi khuin Gram 4m
ké ca Pseudomonas aeruginosa, urkholderia pseudomallei (Pseudomonas pseudomallei), va céc vi khuén duémg ruft ké ca Citrobacter
va Enterobacter spp., Escherichia coli, Klebsiella spp., ¢ Proteus am tinh va duong tinh véi indol, Providencia, Salmonella, Serratia,
va Shigella spp. va Yersinia enterocolitica. Céc vi khuén Gram 4m nhay cam khéc bao gdm Haemophilus influenzae, Moraxella
catarrhalis (Branhamella catarrhalis), va Neisseria spp. Trong cac vi khuin Gram duong, thubc c6 tac dung trén tu cdu khuén va lién
cdu khuin, nhung céc ty céu khuén khéng meticilin, cu khuin dudng rugt, va Listeria monocytogenes thuémg khéng thudc. Ceftazidim
c6 téc dung déi véi mét sb vi khudn ky khi, méc di hiu hét céc ching Bacteroides fragilis va Clostridium difficile déu khéng thude.
Hoat tinh ciia ceftazidim ddi v6i Ps. aeruginosa va mdt sb vi khuin dudng rudt cé thé tang béi aminoglycosid.
Dugc ding hoc
Ceflazidim dugc ding bang dudng tiém dudi dang mudi natri hojc trong dung djch véi arginin. Nong do dinh trung binh trong huyét
tuong khoang 17 microgram/ml va 39 microgram/ml dat dugc khoang 1 gidr sau khi tiém bip cac lidu twong (mg 0,5gva l g
ceftazidim. Sau khi tiém tinh mach 5 phit, néng d¢ trung binh trong huyét tuong twong tmg véi céc lidu 0,5 g, 1 g, va 2 g ceflazidim 12
45 microgram/ml, 90 microgram/ml, va 170 microgram/ml. Nira d&i trong huyét tuong cua ceflazidim 1 khoang 2 gid, nhung kéo dai
hon & ngudi suy thin va tré so sinh. DJ thanh thai c6 thé ting & ngudi bj xo nang. Thudc gén két khoang 10% véi protein huyét twong.
Ceflazidim dugc phan b rong khip céc md va dich co thé. Thude dat ndng dd diéu trj trong djch ndo tiry khi mang ndo bj viém. Thude
qua nhau thai va bai tiét vio sira me.
Ceftazidim dugc bai tiét thy dong & mat, dit chi mdt ti 1¢ nhd dugc thii trir qua dudng ndy. Thude chi yéu duge bai tiét boi thén, hiu
hét qua loc cAu than. Probenecid it tic dung 1én sy bai tiét thubc. Khoang 80-90% liéu ding dugc bai tiét trong nudc tiéu dudi dang
khdng ddi trong vong 24 gitr. Thudc bj logi bé bing thim phén méu va thim phan phic mac.
4- Chi djnh
Didu trj cdc nhiém khuén ning do céc vi khuédn nhay cam véi thudc, gdm:
. Nhi&m khuén toan thén trim trong: Nhi&m khuén huyét, viém phiic mac, viém mang ndo, nhiém khuén & bénh nhén suy giam mién
dich, va trén bénh nhén dang dugc chim séc diic biét nhu phong nhiém khuén.
- Nhi&m khuén duémg hé hip: Viém phéi, viém phdi phé quan, viém mang phdi nhiém khuén, viém mang phéi my, 4p xe phdi, gidn
phé quén va viém phé quan nhiém khuin, va trong nhiém khuén phdi & bénh nhin xo nang.
. Nhiém khuén tai miii hong: Viém tai giita, viém tai ngoai 4c tinh, viém xuong chiim, viém xoang va céc nhiém khuén tai va hong
ning khéc.
- Nhiém khuin dudmg tidu: Viém thin-bé than cip va man, viém bé than, viém tuyén tién liét, viém bang quang, viém ni¢u dao (chi
viém niéu dao nhiém khuén), 4p xe thén va c4c nhiém khufn di kém véi séi bang quang va soi than.
- Nhiém khuén da va md mém: Viém quéng, 4p xe, viém md té bao, phong va vét thuong nhiém khudn, viém v, loét da.
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- Nhiém khuén dudng tiéu héa, mét va bung: Viém dudng mdt, viém tai mdt, mi tGi mt, 4p xe & bung, viém phiic mac, viém tui
thira, viém rudt non-két, cdc bénh viém hdu sin va ving chju.

- Nhim khuAn xuong va khép: Viém xuong, viém xuong tiy, viém khép nhi&m khufn, viém tGi thanh mac nhiém khuén.

- Thém phén: Nhiém khuin do thdm phén méu va phiic mac.
Phdng ngira trong phéu thufit tin liét tuyén (cit bd tidn liét tuyén qua niéu dao).
Nhing truémg hgp nhiém khuén d2 x4c djnh holic nghi ngd do Pseudomonas hofc Staphylococcus nhu viém mang ndo do
Pseudomonas, nhiém khuéin & ngudi bj giam bach cu trung tinh, cin phai phéi hop ceftazidim vé&i khang sinh khéc.
5- Liéu dung va céch ding
Litu ding
Ngudi Iém: Lidu thudmg diing tir 1 - 6 g/ngdy, chia 1am nhiéu 1dn céch nhau m3i 8 hodic 12 gid. Téng lidu trong trudng hop nhiém
khuén niing diic biét & ngudi suy giam mién dich. Ngudi bj xo nang kém véi nhiém khuén phdi do Psewdomonas: ding litu cao 90-150
mg/kg/ngdy chia 1am 3 14n, téi da 9 g/ngdy ddi véi ngudi c6 chirc nang than binh thudng.
Bénh nhadn suy than: Cin giam liéu ceftazidim ddi v6i bénh nhén suy thén. Sau liéu dau 1 g, liu duy trl nén dugc diéu chinh tiy thubc
vao d¢ thanh thai creatinin:

- D{ thanh thai creatinin tir 31-50 mi/phut: 1 g céch mdi 12 gid.

- Do thanh thai creatinin tir 16-30 ml/phut: 1 g c4ch mdi 24 gi.

- D{ thanh thai creatinin tr 6-15 ml/phut: 500 mg céch mdi 24 gid. /

- D{ thanh thai creatinin < 5 ml/phiit: 500 mg cich mdi 48 gid.
Nguvi cao tuéi: Liéu thudng ding khong qué 3 g/ngay.
Tré em: 30-100 mg/kg/ngdy chia 1am 2 hogc 3 14n, nhung c6 thé tang liu t6i 150 mg/kg/ngay (ti da i 6 g/ngdy) chia 3 lin cho céc
bénh rét ning.
Tré 5o sinh va tré nhé duwdi 2 thang tudi: Liéu thudng ding 13 25 - 60 mg/kg/ngdy chia 1am 2 14n,
Céch diing
T:“ém bdp: Pha thudc trong nudc vo khudn pha tiém, hoac dung dich lié.m lidocain hydroclorid 0,5% hay 1%, dé dugc c4c dung djch ¢6
nong dj khoang 250 mg/ml. Dung djch thu dugc dugc ding dé tiém bép séu.
Tiém tinh mach true tiép gidn doan: Pha thudc trong nudc v Kkhuén pha tiém, dung djch natri clorid 0,9%, ho#c dextrose 5%, dé dugc
cdc dung dich ¢6 nbng dg khoang 100 mg/ml. Dung djch thu dugc duge ding dé tiém tryc tiép vao tinh mach trong khodng tr 3 - 5
phut.
Truyén tinh mach: Pha 1 - 2 g thudc trong 100 ml nuéc vé khudn pha tiém hofic mdt trong céc dich truyén tinh mach twong hop (vi dy: /
natri clorid 0,9% tiém, natri lactat 1/6 M tiém, dextrose 5% tiém, dextrose 5% va natri clorid 0,225% tiém, dextrose 5% va natri clorid /|
0,45% tiém, dextrose 5% va natri clorid 0,9% tiém, dextrose 10% tiém, Ringer lactat tiém...). Dung djch thu dugc dugc ding dé truyén
tinh mach trong khoang 30 phit.
Tuong ky
Ceflazidim khong dugc ding chung véi dung djch natri bicarbonat.
Khéng nén tron lin ceflazidim trong bom tiém véi vancomycin, aminoglycosid hoic metronidazol.
6- Chédng chi dinh
Bénh nhén c6 tién sir qus man véi cdc khang sinh thuje nhém cephalosporin hogic véi bét ki thanh phén nao cia thude.
7- Luru ¥ va thén trong
Truée khi bt ddu diéu trj bing cefazidim, phai diéu tra ky vé tién sir dj img clia ngudi bénh véi cephalosporin, penicilin hofic thuée
khdc.
Ngudi dj tmg v6i penicilin ¢6 thé ciing s& dj img véi cephalosporin. Nén thét cén théin khi dung ceflazidim cho nhitng bénh nhén nay.
Ceftazidim c6 thé 1am giam thoi gian prothrombin. Cin theo di thei gian prothrombin & ngudi suy thin hoic gan, suy dinh dudng va
cén bb sung vitamin K. Nén giam liéu hang ngay khi ding cho ngudi bénh suy thin.
Thén trong khi ding ceftazidim trén ngudi c6 tién sir bénh dudng tiéu héa, diic biét bénh ly.
Sir dyng trén phy nir c6 thai va cho con bii: Khéng c6 céc bing chimg thyc nghiém v& téc dung gy bénh cho thai nhi va gdy quéi
thai do ceflazidim, tuy nhién giéng nhu cc thudc khéc, nén thin trong khi ding thubc ndy trong nhimg thang dAu thai ky. Ceftazidim
duqc bai tiét trong sita me véi lugng nho va nén thén trong khi ding ceftazidim trong thdi gian cho con bu.
Anh hudng trén khi niing l4i xe va vin hanh miy: Khdng cé bio céo.
8- Tuong téc ciia thubc véi cdc thudc khéc va céic dang twong tic khic
Pdc tinh trén thin da dugc béo céo khi ding ddng thoi cefazidim v6i aminoglycosid hodc thudc lgi tiéu manh nhu furosemid. Nén
gidm sét ky chirc nang thén dic biét khi didu trj v6i aminoglycosid lidu cao hoiic kéo dai.
Cloramphenicol dbi khéng in vitro véi ceRazidim, nén tranh phéi hop hai thuéc nay.
Khdng gibng v6i cic cephalosporin khac, probenecid it tdc dung Ién d§ thanh thai & thdn cia ceflazidim.
9- T4c dyng khéng mong mudn
Nhimg tic dung ngoai ¥ dugc bio céo do ceftazidim gdm:

- Taqi ché: Viém tinh mach hay viém tinh mach huyét khéi khi tiém tinh mach, dau hoc viém sau khi tiém bép.

- Qud mdn; Dét sén hay ndi ban, may day, s6t, ngira va rit hiém khi phd mach va phén vé (k& ca co thit phé quan vi/hofic tut huyét

ap).
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. Tiéu héa: Tiéu chdy, budn ndn, nén, dau bung va rit hiém khi bj tua mi¢ng hay viém dqi tring, Gibng véi céc cephalosporin khc,
viém dai trang c6 thé do Clostridium difficile va c6 biéu hién giéng viém dai trdng mang gi.
. Tiét ni¢u-sinh dyc:; Bénh ndm Candida, viém 4m dgo.
- H¢ thdn kinh trung wong: Nhirc du, chéng mit, dj cam va mét vi gidc. Da cé mot vai bdo céo vé co gidt xdy ra cho bénh nhén bj
suy thin ma khong gidm lidu ceftazidim thich hgp.
Ngung str dung va hdi y kién bdc st néu: Xuét hién dj img hogc phan img qué mén nghiém trong, viém dai trdng mang gia.
Théng bio cho béc si nhirng tic dung khng mong mubn gip phai khi dung thudc.
10- Qué lidu va xir tri
Trigu chimg: Qué lidu ceftazidim da xay ra & nhimg ngudi bénh suy thin. Céc phan img bao gém co gidt, bénh Iy ndo, d& bj kich thich
thin kinh co va hén mé.
Xt tri: Cén phai theo ddi cén thn trudmg hop ngudi bénh b qué lidu cip va c6 diéu trj hd trg. Khi suy thin, c6 thé cho thdm phén méu
hoc phic mac dé loai trir thude ra khoi co thé.
11- Dang bao ché va déng géi:
Hgp 1 lo bt pha tiém.
Hop 10 1o bt pha tiém.
Hop 25 1o bot pha tiém. T
12- Bdo quan:
Truéce khi pha, bio quan bjt vo khudn & nhiét do khong qué 30°C va tranh 4nh sdng.
Dung djch da pha phai ding ngay.
13- Tiéu chuin chit lwgng: USP 34.
14- Han diing: 24 thang ké tir ngay san xuét.
THUOC BAN THEO PON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xuit bi: CONG TY CO PHAN DUQC PHAM GLOMED
Pja chi: 29A Dai 1§ Ty Do, KCN Viét Nam — Singapore, thj x3 Thudn An, tinh Binh Duong.
DT: 0650. 3768824 Fax: 0650, 3769095

Ngay,,?a; thang 0dndm 2014
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