Mau nhan hop

Y

wIXoZY)

91 WIX0zZ34a

Composition:

Each vial contains
Ceftzoxime ...
(As Ceftzoxame sodium)
Indicati contraindi
precauti adverse r
dosage and administration:
Please refer to package insert.

e 19

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS
BEFORE USE

STORE AT ROOM TEMPERATURE
(15-30°C), DRY PLACE, AVOID DIRECT
SUNLIGHT

Manutactured by

EUVIPHARM PHARMACEUTICAL 1.5.C.

Binh Tien 2, Duc Haa Ka, Duc Hea. tang An, VN
Distributed by

VIMEDIMEX PHARMACEUTICAL COMPANY
UMITED

53 Nguyen Chi Thanh 51, Ward 8, Dat.5, HCMC

BEZOXIM 1G

Hép 1 lo bot

@

THUGC BAN THEO BON

Ceftizoxim

Thuoc bot pha tiem
T.B./T.M.

e euvihm GMP-WHO

Thanh phan:

Mbi lo chua:

EOTEIOMND oo soscammmemmsonsyonaigs
(Dudéi dang Ceftizoxim natri)
Chi dinh, chéng chi dinh, than
trong, tac dung phu, liéu lugng
va cich ding: Xem to hudng din
su dung trong hop thudc.
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DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

BAO QUAN & NHIET DO PHONG
(15-30°C), NOI KHO, TRANH ANH SANG

Tiéu chudn: USP 30
SPK:

S8 16 8X
Ngay SX:
HD -

S0 xuit tal
CONG TY CP DUGC PHAM EUVIPHARM

Binh Tidn 2. Buc Hoa Ha. DUt Hoa, Long An. VN
Phan phdi b

CONG TY TNHH MOT THANH VIEN DUOC PHAM
VIMEDIMEX

53 Nguyén Chi Thanh, #9, Q.5, 1P HOM

Box of 1 vial
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@ PRESCRIPTION DRUG

BEZOXIM 1G

Ceftizoxime

Powder for injection
LMLV,

e eUVIL T GMP-WHO




Muc 1.7

TO HUONG DAN SU DUNG THUOC
Thudc bot pha tiém
BEZOXIM 1g

-0-

® Thudc béan theo don

THUOC BOT PHA TIEM BEZOXIM 1 g

1. Thanh phén: Cho 1 l¢

CoBiZORIML ;i vt AR EAOR WO\ O
(Dudi dang Ceftizoxim natri) :
1A
2. Cic dic tinh duge ly: /LU,
>4

2.1. Cdc dic tinh duwrge luc hoc:

- Cefiizoxim la khéng sinh Cephalosporin thé hé 3. Thube ¢6 tic dung diét khudn bing cich &re ché tdng hop mucopeptide & thinh 1é bao
vi khudn. Thuéc ¢6 phé khing khudn rdng hom so véi cephalosporin thé hé 1 va 2 ddi véi vi khudn Gram am, bén vdi tic dyung thuy
phin ctia phin lén cic beta-lactamase, nhung tic dung 1én vi khudn Gram duong lai yéu hon so véi cephalosporin thé hé 1.

- Céc vi khuin thudng nhay cim véi thude: Enterobacter, E. coli, Serratia, Saimonella, Shigella, P. mirabilis, P. vulgaris, Providencia,
Citrobacter diversus, Kiebsiella pneumoniae, K. oxytoca, Morganella morganii, cic ching Streptococcus, cic chung Staphylococcus
(trir Staphylococcus khing methicillin), Haemophilus influenzae, Haemophilus spp., Neiseeria (bao goém ci N. meningitidis, N.
gonorrhoeae), Branhamella catarrhalis, Peptostreptococcus, Clostridium perfringens, Borrellia burgdorferi, Corynebacterium |
diphteriae.

2.2. Cdc dac tinh dugc djpng hoc:

- Hip thu: Sau khi tiém bip lidu 0,5 va 1 g ceflizoxim & ngudi truéng thanh khoe manh, ndng dd tdi da trong mau dat duge trung binh
13,7pg/ml va 39 - 40,9 ug/ml, theo tir tr sau khoing 0,5 - 1,5 gid.

- Sau khi tiém tinh mach liéu 1 g Ceftizoxim & ngudi trudng thanh khée manh, nong do thude trong mau dat duge 60,5 pg/ml sau 30

phat, 21,5 pg/ml sau 2 gid, 8,4 pg/ml sau 4 giorva 1,4 pg/ml sau 8 gio ding thude.

Sau khi truyén tinh mach 30 phat lidu 1 g Ceflizoxim & ngudi trudng thanh khée manh, ndng o thude dat duge 84,4 pg/ml lic két thic
truyén dich, 41,2 pg/ml sau 1 gid, 16,4 pg/ml sau 2 gid, 6,4 pg/ml sau 4 gis va 1.4 pg/ml sau 8 gics truyén thudc.

Phéan bé: Sau khi tiém bip va tiém tinh mach, ceftizoxim duge phan b rong rai khip cic md va dich co thé. Thudc ciing vao duge dich
niio iy khi mang nio bj viém. Thudc ciing qua duge nhau thai va vio duge sira. Ceftizoxim giin két protein huyét tuong 28-31%.

- Théi tnr: Ceflizoxim khéng duge chuyén hoa va duge thai trir chi yéu qua nuéc tiéu. O ngudi trudng thanh c6 chire ning thin binh
thudng, 58-92% lidu don 0,5 g hay 1 g tiém bip hay tiém tinh mach dugc dio thii ra nude tidu & dang khong di trong vong 24 gid.
Théi gian ban thai cia ceftizoxim & ngudi 1én 6 chirc ning thin binh thuéng khoang 1.4 - 1,9 gidr. Thai gian ban thii cia ceftizoxim
kéo dii hon & tré em, ngudi b suy thin.

3. Chidjnh:
- Nhiém tring xuong khép.
Nhiém tring méu.
Viém noi tim mac nhiém khuan.
Nhiém triing thir phat khi bj thuong hodc bong.
Viém phé quan, gidn phé quan bji nhiém, nhidm tring thir phét & bénh nhan bénh man tinh dudng hd héip, viém phdi, nung mi phdi,
trin mi ming phoi.
- Viém dudng mét, viém tai mat, viém phic mac.
- Viém thin - bé thin, viém bang quang, viém tuyén tién ligt.
- Viém md cén tir cung, viém ving chiu.
- Viém mang nio mu.

4, Litu lugng va cdch ding:
- Cach dung:
+ Tiém tinh mach: pha thude véi nude cét pha tiém, dung dich NaCl 0,9%, dung dich Glucose, tiém tinh mach chim 3 — 5 phit.
+ Tiém truyén tinh mach: pha thude véi dung dich truyén tinh mach nhu dung dich Glucose, dung dich di¢n gidi hodc acid amin,
truyén tinh mach tir 30 — 120 phit. Khong sir dung nuée cit pha tiém.
+ Tiém bip: 1 g ceftizoxim pha véi 3 ml nuée cat pha tiém hodc dung dich Lidocain 0,5%. Lidu tiém bdp 2 g ceflizoxim nén duge
chia ra tiém vao cdc vi trd khic nhau.
- Liéu lugng:
+ Nguoi lon:
* Liéu thudng dang: 1 -2 g mdi 8 - 12 gion
. Nhiém triing ndng: tiém tinh mach 2 - 4 g mdi 8 gid, lidu c6 thé ting 1én 2 g mdi 4 giv néu trudmg hop de doa dén
tinh mang.
+ Tréem tén 6 thang twdi: 50 mg/kg mdi 6 - 8 gid.
+ Nhidm tring dudng tiét ni¢u khong bién chimg: 500 mg mdi 12 gio.
+ Bénh ldu khong bién chimg: tiém bip liéu duy nhat 1 g.

o S.D. 4
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+ DAi v&i bénh nhin suy thin can didu chinh lidu theo d thanh thai:
D{ thanh thii creatinin (ml/phiit) Lidu ban diu 0,5 - 1 g, sau d6
50-79 05-1,5gmdi8 giv
5-49 0,25 - 1 g mdi 12 gi&y
<5 0,25 - 0,5 g mdi 24 gidrhodc 0,5 — 1 g mdi 48 gid, sau
khi tham tich

5. Chbng chi djnh:
- Bénh nhin c6 tién sir qui mén vi Cephalosporin hojc Penicilin.
- Bénh nhin c6 tidn sir min cim véi thude gdy 1é tai chd thuje dan xuat amid nhy Lidocain. (Truong hop tiém bip)
6. Thin trong:
- Khéng nén sir dung & nhimg bénh nhin ¢ tién sir dj ing v6i khing sinh nhém Cephalosporin. (L L-ly'
- Bénh nhin ¢6 tién s man cam penicilin.
- Bénh nhin hojc gia dinh ¢6 co dja dj img nhu hen phé qudn, phat ban, mé day.
- Bénh phan suy thin ning (vi ndng do ceflizoxim huyét thanh tdn tai trong théi gian dai, liéu lugng nén gidm va khodng cich gilra céc
lieu can ting).
- Bénh nhin in ubng kém, nudi dudng ngodi dudng tiéu hoa, binh nhan gia, co thé suy nhuge (Thiéu vitamin K ¢6 thé xdy ra, cin theo
ddi lam sang can thén).
- Bénh nhin c6 tién sir bénh dudng tidu hoa, dic biét viém dai trang.

7. Sir dyng cho phu nir ¢6 thai va cho con bi: B e
- Tinh an toan khi sir dung & phu nir ¢6 thai chua duge biét 1o, chi nén sir dung khi l¢i ich diéu trj 16n hon nguy ¢ cd thé xay ra. /\ M
- M3t lugng nho thude ¢6 thé qua sifa, khong nén sir dung thude trong thdi ky cho con bi. /

8. Tic dung dbi v6i khi ning ldi xe va vin hinh miy mée: QCNG 1
- Thuéc khong giy buon ngu nén khong 6 16i khuyén ndo cho ngudi ldi xe va van hanh may méc. cb PH.

9. Tuung ti¢ thude: DUCC Pt
- Sir dung dong thai véi aminoglycosid 1am ting dong thai dgc tinh trén thin. E Wl pH A
- Probenecid lim gidm sy thai tnr qua than cua ceftizoxim. \
- Phan img duong tinh gia c6 thé xay ra khi xét nghiém dudng nigu bing dung dich Benedict, dung dich Fehling va Clinitest. ;'b\\?_/
- Phén trmg Coombs tryc tiép c6 thé duong tinh. _J0a -1

10.Tdc dyng khong mong mubn:

- Shock: ciin theo ddi chat ché. Néu ¢6 cam gidc mét, kho chju trong khoang miéng, tho rit, chodng vang, muén dai tién, 0 tai, va md hai,

... Ngung diing thudc va 4p dung cdc bién phap diéu tri thich hop.

Da: viém da bong vay, hoi ching Stevens-Johnson (Hgi chirng da niém mac - mét).

- Qua‘2 man cam: d6 da, mé diy, phat ban, sot, sung hach bach huyét, dau khép .... Néu ¢6 cdc tri¢u chimg lién quan xdy ra, numg ding
thuoc.

- Mau: thiéu mau, giim bach cau hat, giam tidu cau, tang bach cau a acid, giam bach cAu, thiéu méu tin huyét, ...

- Gan: ting GOT, GPT, Phosphatase kiém, Bilirubin, LDH va ving da.

- Thén: suy thin ning nhu suy thin ciip, ting ure mdu va creatinin mau.

- Tiéu héa: viém dai tring gia mac, dau bung, tiéu chay kéo dai, budn ndn, nén mira, ...

- Ho hép: viém phoi ké hodc hdi chimg PIE véi sét, ho, kho th, x- quang phoi bat thudng.

- Loan khuin: viém miéng, nhiém nim Candida.

- Thiéu vitamins: thiéu vitamin K, vitamin B.

- Nhirc dau, viém im dgo.

- Néu cb céc tridu chimg ndy xdy ra, ngung ding thude vé dp dung cic bién phip diéu trj thich hop.

- THONG BAO NGAY CHO BAC ST NHONG TAC DUNG KHONG MONG MUON GAP P}m KHI SU DUNG THUOC

11. Tuong ky:

- Bezoxim 1 g trong hgp véi cdc dung dich hode dung méi sau: nuée cit pha tiém, dung dich natri clorid 0,9%, dung dich glucose 0,5%

hodc 10%, dung dich dién giai hogc acid amin, dung dich Lidocain 0,5%.

12.Qui lidu vi cdch xir 1y:

- Ngung sir dung thude. Diéu trj triéu chimg. .

- Liéu cao ceflizoxim trong huyét thanh s& giim xudng bing thim tich méu.
13.Bdo quin:

- Nhiét do phong (15 — 30°C), noi khd, trinh anh sing.
14.Tiéu chuiin: USP 30
15.Quy cdch déng goi:

- Hop llo
16.Han diing: 36 thing ké tir ngdy sin xudt

DE XA TAM TAY TRE EM

KY HUGNG DAN SU DUNG TRUGC K1 DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI SU DUNG THEO DON BAC SI
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Nha siin xuét Nha phin phdi
CONG TY CO PHAN DUQC PHAM EUVIPHARM Cong ty TNHH mit thinh vién duge phim VIMEDIMEX.
Ap Binh Tién 2, Xi Dirc Hoa Ha, Huyén Dirc Hod, Tinh Long An 53 Nguyén Chi Thanh, Phudng 9, Quan 5, Thianh phd Hd Chi Minh
Dién thoai: +84 (72) 377 9623 Fax: +84 (72) 377 9590 Dign thogi: +84 (8) 38 33 97 63 Fax: 484 (8)39339272
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