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Rx THUdC K& BON

THUSCTIEM BOT,

Cefovidi

Tiém bap .- Tiém tinh. mach

Cefotaxim

THUSC TIEM BOT.

Cefovidi

Tidm bap - Tidém tinh mach

Cetotaxim

HOp 119 bét + 1 8ng dung mél 4mi

VIDIPHA

Tidu chun: DOVN

CONG THUC:
+M8I I chia:

Cefotaxim natri tiong Ung vdi 1g

cetotaxim.
*M3i Sng chifa:

NUGC vO khudn d tidm.................. ami
CHi BINH, CACH DUNG, CHONG CHI
BINH VA CAC THONG TINKHAC:
(Xem trong td hudng ddn sir dyng thudc
kémtheo)

BAO QUAN NOI KHO, NHI

TRANN ANK SANG

G QUA 30°C,

Rx THUGC K& BON

THUBCITIEM BOT,

Cefovidi

Tiém bap - Tiém tinh'mach

Cefotaxim

STERILE POWDER

Cefovidi

1.M."- L.V.  Injection

Cefotaxime

Hop 110 b8t + 1 8ng dung mél 4ml

GMP.- WHO

CONG TY/COIPHAN|DUGC, PHAMLT.U VIDIPHA
Quan; PhulNhugn! TP.H
Fax: {84-28)-184.

Phiidng 0.

CHI NHANH CONG TY_CPDP.T.U VIDIPHA BINH DUCNG

KnU pndZTan BinAd PRudng Tan MOp LTAI 2a T80 UyéniTinn Binh Duung

PHO TONG GIAM POC

0S. 46 Piiu Guudomg

SBK/Rag. No.:
Specitication: VP
COMPOSITION:
«Each vial contains:

Cetotaxime sodium equivalent to 1g

cefotaxime.

«Each ampoule contains:

Water for Injection
INDICATION, CONT! N,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION: (Sea tho loaflot
insida)

4ml
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3 - Mau nhan hop 10 lo bt pha tiém (thu nhd 70%):
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STERILE POWDER

THUGC TIEM BOT o)

(R) &
] - Rx THUGSC KE BON GMP - WHO = = Rx THUSC KE DON GMP - WHO
Cefovidi Cefovidi
Tiem bap - TIem tinh mach TRUGC TIEM BOT LM~ 1.V Injection THUBC TIEM BOT
Cefotaxim - [ ] ® Cefotaxim ] i ®
Cefovidi Cefovidi
Specitication: VP

Tibu chufn:DDVN

Tiém bép -.Tiém tinh mach SO —— Tiém bép -.Tiém tinh mach

c 1 o Cetotaxime satium equivalent (o 1g cefotaxime. =
CHi DINH. CACH DUNG. CHING CHI BINH VA CAC THONG efotaxim INDICATION, . DOSAGE. Cefotaxim
TIN KHAC (Xom trong td hudng din sU dung thubc kam theo) H°p ]0 'Q b°f th "ém {See the leatiet inside) Hép .Io |Q bof phc ﬂém

CONG THUC: Mbi 1o chia:
Cefotaxim natri iuong ting vai 1g cefotaxim
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THUOC TIEM BOT

Cefovidi

Tiém bA&p - Tiém tinh mach

Cefotaxim natri 1 Cefotaxim
tucong ung g
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3.2- MAu nhan hép 10 lo bot pha tiém mat B:

STERILE POWDER ®

C efov i d i Rx THUGC KE BON

I.M. - 1.V. Injection THUGC TlEM BOT

Cefovidi

Tiém|bap -:Tiém tinh mach

Cefotaxim
INDICATION, CONTRAINDICATION, DOSAGE, ADMINISTRATION
AND OTHER INFORMATION: (See the leaflel inside) Hép -I 0 IQ bé‘l’ F)h0 fiém

GMP - WHO

Specification: VP

COMPOSITION: Each vial contains:
[ ime sodium fent 1o 1g

CONG TY, C8/PHAN DUgc PHAM | T.U VIDIPHA
184/2,1L8 |Vén Sy, Phudng10,/Quén Phi Nhudn, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446

Co 8d sén xullt:
CHI NHANH CONG TY CPDP.T.U VIDIPHA BINH DUONG
Knu ph6 Tan Binh, Phuong Tan Higp, Thi x& Tan Uyén, Tinh Blnh Duong
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Rx ® + Tiéuhéa: tidu chdy, ndn, budnndn, vidm rudt két.
CEFOVIDI + Taichd: viem tctinh machtai ch8tiém, dauva c6 phan (rng viém & chd tiém bép.
D4 xa tAm tay tré em + Da:ngra, phatban.

Doc ki hudmg din st dung tneée khi ding
Thuée nay chi dung theo don thuéc

THANH PHAN CONG THUPC THUOC: m3l I bét chira

+ Thanhphdnhoatchit: Cefotaxim natri twong duwong véi 1g cafotaxim

+ Thanhphidntadwece:  (khéngco)

DANG BAO CHE: bét thubc mau tréing hoiic vang nhat, ddng nhét, khdng bj dm, vén, dyng

trong Ig thiiy tinh trung tinh, nut cao su, nidn nhém.

Chl ®INH: didu tr c4c nhi8m khun naing do vi khudn nhay cam véi cefotaxim nhu: 4p xe néo,
nhidm khun huyét, viém mang trong tim, viém mang nao (trir viém mang ndo do Listena
monocytogenes), viém phdi, bénh 1au, bénh thirong han didu trj tap trung, nhidm khuan
r}inq trong & bung (phdi hop véi metronidazol) va dy phdng nhidm khun sau mé tuyén
tién liét kd ca md ndi soi, md Iy thai.

CACHDUNG, LIEU DUNG:

Cachdung:

+ Tiémbipsau.

+ Tiém tinhmachcham 3 -5 phut.

« Tiém truyén tinh mach cham trong 20 - 60 phut.

+ Dung cacdung dich sau d8 pha dich tiém, tiém truyén: nurére vo khuln dé tiém, natri clorid
Oﬁ%éd;xtrose 5%, dextrose va natri clorid, Ringer lactat hay 1 dich truydn tinh mach c6
pH=5-7.

+ Tiém cefotaxim riéng ré, khdng tiém cung véi aminoglycosid hay metronidazol.

+ Khéng dugc trdn 1n véi céc khang sinh khac trong cling 1 bom tiém hay b dung truydn
tinh mach.

Lidudung:

+ Théng thudmg: 2 - 6g/ngay, chia 2 - 3 lAn. Trrdmg hep néing c6 thé tang dén 12g/ngay,
tmyéna tinh mach 3 - 6 [An. Nhidm khudn mu xanh (Pseudomonas aeruginosa): trén
6g/ngay.

o Tré em: 100 - 150mg/kg thd trong/ngay (tré so sinh: 50mg/kg), chia 2 - 4 1An. Néu cAn ¢
thé téing 46n 200mg/kg (tré so sinh 100 - 150mg/kg).

« Ngui bj suy than nang (A thanh thai creatinin duwéi 10mUphut): gidm lidu mét nira sau
1idu tAn cdng ban dAu, gir nguyén sé 1An duing trong ngay, lidu téi da 2g/ ngay.

« Baénhlau: dung liduduy nhét 1g.

¢ Phong nhi&m khudn sau md: tiém 1g trrérc khi phBu thut tie 30 - 90 phut. M& d4: tiém
tinh mach nguei me sau khi kep cudng nhau; sau 6 - 12 giér tiém thém 2 lidu nira vao bip
hay tinh mach.

« Théigiandidu tri: dung tidp 3 - 4 ngdy sau khi than nhiét da tré v8 binh thurdmg hodic chdc
chén da diét hét vi khudn. DSi véi nhidm khun do céc lién cAu khudn tan méu beta nhém
A: dung it nhAt 10 ngay. Nhim khuén dai déng: c6 khi trong nhidu tudn.

CHONG CHIBINH:

Nguri man cam véi cefotaxim hodc cephalosporin khac.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

+ Trwdc khi bit dAu didu trj biing cefotaxim, phai didu tra ky v8 tidn st dj (rng clia ngudi
bénh vé&i cephalosporin, penicillin hodc thudc khéc.

«+ C6dj irng chéo gitra penicilin v cephalosporin trong 5 - 10% trrmg herp, phai hét strc
than trong khi dung cefotaxim cho ngudri bénh bj dj rng véi penicilin.

+ Theo dbi kiém tra chirc nang than néu dung ddng thdvi véi thubc gay ddc véi than (vi dy:
céc aminoglycosid). Cefotaxim co thé gy dwong tinh gia véi test Coombs, véi cac xét
nghidm v& durdmg nidu, véi cac chét khir ma khéng diing phuong phap enzym.

o Giam lidu ddi véi ngudri bénh suy than ning.

+ Dung thubc dai ngay c6 thd bj bdi nhidm n&m hodic vi khudin, ké ca bj tiéu chdy do nhidm
Clostridium difficile va viém két tring mang gia.

+ Thén trong véi ngudi bénh cb tidn stz co giat; déc biét & ngurdi bénh suy than ma khéng
gidm lidu, do tang nguy co co giat. Néu co giét xy ra trong khi didu trj véi cefotaxim thi
phai ngirng dung thudc va cn c6 chi dinh diéu trj chéng co giat.

SUPDYNG THUOC CHO PHY NIF MANG THAI VA CHO CON BU:

St dung thuéc cho phu ni c6 thai:

Khéng nhan thay tac dung gay quai thai trong dng vt thi nghiém. Tuy nhién tinh an
toan ddi véi ngudi mang thai chura duge xac dijnh. Chi dung cefotaxim cho ngudi mang
thai khi that cAn thidt

Sirdyng thudc cho phy ni¥cho con bu:

C6 thé ding cefotaxim véi ngudi cho con bu
chay, tra, ndiban. CAn thantrong, t8t nhét 12

ANH HUONG CUA THUOC LEN KHA NANG
CAnthan trong vi thudc co thd gy chéng

TUONG TAC, TWONG KY CUA THUOC:

Twong tac cuathube:

«+ Tangnguy co cd tén thuong than khi diing

« Dung ddng thei véi azlocilin & nguei B
kinh cycbd.

+ Gidm d9 thanh thai cefotaxim khi dung'Q
mezlocilin), phai giam lidu cefotaxim néud

« Tangtacduyng ddc véi than cua cyclosponin ki

«+ Dung ddng thoi aminoglycosid c6 thé gay téng ng
didutr.

+ Probenecid |am gidm d4 thanh thai cefotaxim.

+ Hoatlyccla cefotaxim c6 thé téing khi ding ddng thdvi véri cac tag nhan gdy uricnidu.

+ Cefotaxim c6thé 1am gidm hoat lyc cia vic xin thup‘m\TONG GIAM PO

Tuwongky ctiathude:

00i than trong qua trinh

rdded0

sy : 2.
+ Cefotaxim khdng turong hep véi cac dung dich kléw %|MA@”‘[%Q
+ Tiém cefotaxim riéng r8, khdng tiém ciing v&i aminaglycosid hay metronidazol:

+ Khéng dugc trdn 13n cefotaxim v&i céc khang sinh khéc trong cling mot bom tiém hay
cling mét b dyung cy truydn tinh mach.
TAC DYNG KHONG MONG MUON CUA THUOC:
Thudmg gép: (1/100 SADR <1/10)

"

.

D

itgap: (111000 < ADR < 1/100)

¢ Mau: gidm bach cAu wa eosin hodc gidm bach cAu néi chung lam cho test Coombs
duongtinh.

+ Tidu héa: thay d8i vi khudn chi & rudt, c6 thé bj bai nhidm do vi khuén khéng thubc nhu
Pseudomonas aeruginosa, Enterobacterspp...

Hiém gép: (1/10000 <ADR < 1000)

¢ Toanthan: séc phan vé, cac phdn irng qua man.

+ Mau: giam tidu cAu, gidm bach cAu hat, thidu mau tan mau.

+ Tiduhoa: viém kéttrAng mang gia hodc tiéu chdy do Clostridium difficile.

+ Gan: tang bilirubin va cac enzym ctia gan trong huyéttirong.

QUALIEU VA CACH XU TRI:

Qualidu:
Néu trong khi didu trj hoac sau didu trj ma ngudi bénh bi tiéu chay ning holic kéo dai thi
phai nght dén nguéi bénh c6 thé bj viém dai trang cé mang gid, day |4 mét réi loan tiéu
héa nding. CAn phai ngirng cefotaxim va thay thé bing mot khang sinh cé tac dung 1am
sang tri viém daitrang do C. difficile (vi dy nhe metronidazol, vancomycin).

Cach xirtri khi dung thuéc qua lidu:
Néu cb tridu chirng ngd ddc, cAn phai ngimg ngay cefotaxim va duwa ngudi bénh dén
bénh vién a8 didu tri. C6 thé thAm tach mang byng hay lpc mau d& lam giam ndng Ao
cefotaxim trong mau.

DAC TINH DUQIC LIC HQC:

+ Nhém dwee ly va ma ATC: thube khang khudn beta-lactam, cephalosporin thé hé 3,
JO1DA10

+ Cochétac dung: cefotaxim c6 phd khang khun rdng. Tac dung diét khuln ctia thubc 14
do trc ché sy téng hep thanh té bao vi khudn. Thubc gén vao mét hozic nhidu cac protein
gan penicillin (PBP), 1a cac protein tham gia vao thanh phan cu tao mang té bao vi
khun va do @6 rc ché buéc cubi clng clia qua trinh sinh tdng hop thanh tg bao. Cac
khéng sinh trong nhém d8u c6 phd khang khudn trong ty nhau, tuy nhién m&i thudc lai
khac nhau vé tac dyng riéng 18n mét sb vi khudn nhét dinh. Thudc bén virng vé&i hdu th
céc beta - lactamase cuia vi khudn. So v&i cac cephalosporin thudc thé hé 1 va 2, thi
cefotaxim cé tac dung 1én vi khudn Gram 4m manh hom, nhung tac dyng 1én cac vikhudn
Gram dwong lai yéu hon céc cephalosporin thudc thé hé 1. Tuy vy, nhidu streptococci
con rht nhay cdm véi cefotaxim. Desacetylcefotaxim la chit chuyén héa co hoat tinh cua
cefotaxim c6 thd cdng thém hozic hiép ddng tac dung trén mét sé vi khudn.

¢ Céc vi khudn thudmg nhay cdm véi cefotaxim: Enterobacter spp., E. coli, Seratia,
Salmonella, Shigella, P. mirabilis, P. vulgans, Providencia, Citrobacter diversus,
Klebsiella pneumonia, K. oxytoca, Morganella morganii, cac chung Streptococcus, cdc
chung Staphylococcus, Haemoe@i[yﬁ@lggnzae. Haemophilus spp., [veisselia '(pao

gdm ca N. meningitidis, F‘Qono@oeae. Branh cat: . Cle
perfringens, Borrellia byn Qﬁen) _Pasteurell ultocida, Aeromonas hydrophilia,
Corynebactenum diphténae. e <

o O Viét Nam, aa cé% Ent @Sétarfg'é% es, \Salmonella typhi, H.influenzae
Klebsiella.spp khan qra}q;hxcéq dungCe i%mou:échlhan A
@& ngan nglra xu hy thubc'etia cag abi vai cefotaxim, i

ng kI ﬁ"
céckhang sinh khag dang tang 1én:
DAC TINHDUPQC BONG HOC: Vit . -
+ Thubc duge hdp th 1
@6 dinh trong huyét
mach 1g cefotaxim,

trong. Théri gian ban thai cia cla desacetylcefotaxim kéo dai hon & tré so

sinh va & ngudri bénh bj suy than nang. 6i vay cAnphaigi mg thube & ohirn,
dbi twgng nay. Khéng ckn didu chinh lidu luvgng & nm ibdnhgan, aﬁ@;{@\\%

desacetylcefotaxim phan bé rong khdp & cac mé va di
tly dat mrc co tac dung didu tr, nhét 12 khi viém mang ndo?
c6 ndng ddthdptrong sirame.

ng: dich n&o
@

'qﬁoﬁg@w

+ O gan, cefotaxim chuydn héa mét phan thang\.d/‘ i1 \’V g m
héa khéng hoat tinh khac. Thudc dao thai chd yéuysiua rorig van, j
40 - 60% dang khéng bién ddi drrgc thdy trong nudrc tidu), khodng 20% dadthai & dang

chét chuydn héa desacetyl. Cefotaxim va desacetylcefotaxim ciing con cd & mét va
khoang 20% lidu tim th&y & phan. Probenecid lam cham qué trinh dao thai, nén ndng d6

clia cefotaxim va desacetylcefotaxim trong mau cao hon va kéo dai hon. C6 thé lam *

gidm ndng d¢ thubc bang lpc méu. :
QUICACHDONG GOI: |
« Hop 1lpbdtphatiém + 1 dng dung méi 4ml. g

+ Hop10lobdtphatiém.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Bdo quan: Noikhd, nhiét dd khong qua 30°C, tranh &nh séng.

Han dung:

. 736 thang ké tir ngay san xuét.

+ Dungdichthudc saukhipha:

- Cefotaxim natni twong hep véi cac dung mdi pha lodng sau: nuéc cét pha tiém, natri
clorid 0,9%, dextrose 5%, dextrose va natri clorid, Ringer lactat.

- Dung dich sau khi pha loding v&i cac dung mdi trén c6 tinh chét vt ly va héa hoc 8n dinh
trong 24 gi&y & nhiét 6 2°C - 8°C. Tuy nhién v& métvi sinh, nén str dung dung dich ngay
sau khi pha. Néu khéng stz dung ngay, théi gian luu trir va didu kign sir dung trrérc khi sir
dung 14 trach nhidm clia ngudi dung va khéng dugc vurot qua 24 gidr & nhigt 49 2°C -
8°C

- Sad 24 gi¢rnén loai bd tAt ca nhirng dung dich pha loang chura strdung.
Tiéu chudn: DDVN
TEN, DJA CHI CUA CO'S& SAN XUAT THUOC:

CONG TY CO PHAN DU'Q'C PHAM TRUNG U'ONG VIDIPHA
184/2 L& Van Sy, Phudng 10, Quan Phu Nhuan, TP HCM
OT: (84 - 28) - 38440106 Fax: (84 - 28) - 38440446
Co s& san xudt: CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUONG
Khu phd Tan Binh, Phudng Tan Hiép, Thj xa Tan Uyén, Tinh Binh Duong
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