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CAREPULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFURE USE

COMPOSITION:
Ench vial contzing:
Cefotaxime Eadium
[Celolaxime Sodium
Celotaxime 10

1g {fiter}
q equivalent ka

INDICATIONS:

Zee the enclesed package inser fer use instruchions.

DOSAGE & ADMINISTRATION:
See lhe enclcsed package inser for use instructions

KEEP OUT OF REACH OF CHILDREN

o
SODITAX Inj.

Cefotaxime Sodium.........cer.... 1 (titer)
{Cefotaxime Sodium 1.048g equivalent to Cefotaxime 1g)

LM., LV. Injection/ L. Infusion
Powder for Injection

Manutaciured oy

ALPHA PHARM. CO.. LTD.
B22, injearg-n, Sanyang-myean, Murgysang-sl. Gyrangbuk, Karea

@)

CONTRAINDICATIONS:

Patients who have shown hypersensiivity b
tefolaxime sodium or the cepralospann group of
antibiolics.

STORAGE:
Slore in sealed conlainar at lempatalure below 30°C.

QUALITY SPECIFICATION: USP 32

WISAND,

LOTNo,  :02112
MFG, DATE: 1210412011
EXP. DATE : 11/04/2013
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DOSAGE & ADMINISTRATION:
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| STORAGE: St m seshad cortiing
1 2t temperaturg below WC

m. PRESCRIPTICN DRUG

SODITAX Inj.

Cefotaxime Sodium.........10 (tter)
{Cefotaxime Sodium 1 Eu
equivalent to Cefotaxime 1g)

LM, LV, Injection | V. Infusien

Powder for Injecticn QUALITY SPECIFICATION: U2 32
Marfactred by, VISA Mo
ALPHA FHARM. CO., LTD. _.am% No. :0ai2
(a. 822, drjeoag Sanjang mynon, Mungyeant &, NFG. DATF- 120047011
G b, Heres k EXP. DATE : 117042013

President of the applicant
PHARMIX CORPORATION
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President. SANG KOO LEE
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95 ¢,

Rx - “Thudc bdn theo don”
Thuéc tiém SODITAX
(B6t pha tiém)

THANH PHAN: MGi lo chua:
Cefotaxim Sodium...........ourimrmeen 1 g (hoat tinh)
(Cefotaxim Sodium 1,048 tudng ttng vdi Cefotaxim 1g)
Td duge: Khong co
Doc k§ hudng dan sit dung tricée khi ditng, néu cdn thém théng tin xin héi § kién bde si.

CAC PAC TINH DUGC LUC HOC:

Cefotaxim {2 mél cephalosporin thé hé thit ba, nhv nhitng loai cephalosporin va penicillin
khdc, diét vi khudn bing cdch itc ch€ su (6ng hap thanh 1€ bao vi khuin.

Phé khdng khudn: Cefotaxim sodium trén in vitro tic dung vdi phé réng 18n vi khudn gram
duong va vi khudn gram dm. Cefotaxim td ra khd &n dinh déi v&i béta-lactamase, ci
penicillinase va cephalosporinase clia vi khuan gram duong va gram 4m. Cefotaxim sodium
¢ hoat tinh 461 vdi cdc loai vi khudn sau:
Vi khudn hi€u khi gram dudng:
Staphylococcus aureus, ké ca nhitng ching sinh va khong sinh penicillinase, Staphylococcus
epidermidis, Streptococcus pyogenes, Streptococcus agalactiae, Sireptococcus pneumoniae.

Vi khudn hi€u khi gram am:

Cidc ching Citrobacter, cdc chung Enterobacter, Escherichia coli, Haemophilus influenzae
(k€ ¢ H.influenzae khing ampicillin), cic chiing Klebsiella (gdm K. pnewmoniae), Neisseria
gonorrhoeae (k€ ci nhitng ching sinh va khéng sinh penicillinase), Neisseria meningitidis,
Proteus mirvabilis, Proteus vulgaris, Morganella morganii, Providencia retigeri, cdc ching
Serratia v cdc ching Acinetobacter.

Cefotaxim sodium c6 hoat tinh véi mét s& chlng Pseudomonas aeruginosa.

Vi khuén v€m khi:

Cdc ching Bacteroides, k€ ¢ mdt s8 ching B.fragilis, cic ching Clostridium, cic ching
Peptococcus, cic ching Peptostreptococcus, cdc ching Fusobacterium.

CAC PAC TINH DUGC PONG HOC:

Cefotaxim dudc hap thu nhanh chdng sau khi tiém bap. Cdc ndng @6 trong huy&t thanh dat
dudc trong vong 30 phiit sau khi diing liéu duy nhét 500 mg hodc 1 g cefotaxim Idn lugt 1a 12
va 20 pg/ml. Thai gian bdn huy thdi trir cGa thudce trong huyét tudng khodng 1h. Khodng 40%
cefotaxim gan két vdi protein huyét twdng. Cefotaxim va desacetyl-cefotaxim dude phan be
rOng rii trong cdc mé ciia cd thé. Khodng 60% liéu ding dude im (hiy & dang khéng thay
d6i trong nudc ti€u trong 24 gid. Khodng 20% dudc thai trir & dang chuyén hod desacetyl.

A

MO TA:

BG4t mau vang nhat chifa trong lo thuy tinh.

CHI PINH:

SODITAX dirde chi dinh diéu i1 & nhitng bénh nhin nhiém khudn ning giy b cac tic nhin
gdy bénh nhay cdm vdi cefotaxim,

Diéu tri:

- Nhiém khuin duting h6 hap.

Ve _”
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- Nhiém khudn dudng sinh duc-niéu.

- Nhiém khudn huyét, viém mang trong tim do vi khuan, viém mang nio.

- Nhiém khudn xuong, khdp, mé mém va da, nhiém khudn viing bung (viém mang bung,
nhiém khudn 6ng mét va dudng tiéu hod).

- Nhiém khuan cdc cd quan sinh duc, lau & ngudi ldn.

- Diéu urj hay dy phong nhiém khudn & nhitng bénh nhén gidm sic dé khang.

Trudc khi diéu tri, s nhay cdm cta vi khudn gdy bénh nén dudc xdc dinh.

Tuy nhién, néu tinh trang cia bénh nhan ddi hdi phdi diéu trj bing khdng sinh ngay va néu

triéu ching 1dm sing cho thay sy nhiém khuan la do vi khudn nhay cim vdi cefotaxim, thi

viéc diéu tri bing cefotaxim c6 thé st dung trwde khi c6 két qua ki€m tra sy nhay cidm.

LIEU DUNG VA CACH DUNG:

Thuée nay chi ditng theo sut ké don cdu thdy thuie.

Liéu lugng:
Liéu lugng, dudng ding thudc va khodng cdch gita cdc liéu tuy thuéc vao mirc do nang cia

nhiém khudn, d6 nhay cam cda tic nhan gay bénh va tinh trang ciia bénh nhén. Liéu 16i da
méi ngay khéng nén qud 12g.

Neudi I6n va tré em trén 12 tudi:

SODITAX c6 thé dugc diing dudng tiém bidp hodc tiém tinh mach.
Liéu diing Khosdng Liéu mdi

= » = i . Puidng di
Loai nhiém khudn mdildn  cdchcicliéu  ngay RCEIS
thudce
() (h) (2)
Nhiém khuin khéng bién Tinh mach
: 1 12 2 o G
ching hodc tiém bap
Nhiém khudn i trung Tinh mach
i . 1-2 8 3~6 I
binh dén nidng hodc liém bap
Nhiém khudn cin dung
khdng sinh liéu cao 2 6~8 6~8 Tinh mach
(nhiém khuin huyét)
Nhiém khuan de doa tinh 2 4 12 Tinh mach
mang

Diéu tri bénh lau: liéu duy nhat 1g dugc dung dudng tiém bip.

Trudc khi b4t ddu diéu tri, bénh nhan nén dudc ki€m tra bénh giang mai.

Tré nhil nhi va tré em dudi 12 téi:

Tuy thudc vao mitc d6 ning clia nhiém khudn, liéu 50-100 mg/kg thé trong/ngay cé thé dugc
chia thanh 2 hodc 4 lin, dudc tiém tinh mach.

Liéu cao hon 150-200 mg/kg thé trong/ngay dung trong trugng hdp nhiém khuin de doa dén
tinh mang.

Tré nhii nhi thi€u thing, liéu khéng nén qud 50 mg/kg thé trong/ngay.

Bénh nhén suv chifc ning than:
Liéu cin dudc gidm trong trudng hdp suy than ning. O bénh nhin c6 d6 thanh théi Creatinin
< 10 ml/phiit: liéu duy tri nén dudc gidm con mét nia liéu théng thudng. Liéu t3i da

2g/ngay.
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Cdch ding:

Tiém tinh mach:

1 lo SODITAX 1g dugc hoa tan it nhat vdi 4 ml nudc c4l pha tiém, sau d6 dudc tiém trong
vong 3-5 phuit.

Truvén tinh mach:

Liéu cao hdn c6 th€ dugc diing duding truyén tinh mach.

Truyén ngin han: 2 lo SODITAX lg dude hoa tan vdi 40 ml nude cal pha tiém hodc mot
trong cdc dich truyén (nhv dung dich glucose 10%), sau d6 dugc truyén trong khodng 20
phiit,

Truyén nhé giot tinh mach lién tuc: 2 lo SODITAX lg dudc hoa tan trong 100 ml dung dich
mudi déng trudng hoic dung dich glucose va dude truyén trong 50-60 phuit.

Cidc dich tmyén niong hdp d€ pha dung dich truyén tinh mach nhy natri clorid 0,0%,
dextrose 5%, dextrose 10%, Ringer lactat hay mét dung dich truyén tinh mach nao cé pH tir
5dén 7.

Dung dich natri bicarbonat khéng dudc tron chung vdi SODITAX.

Tiém bdp:

Tiém bdp gidn doan: dung dich chifa 0,5g va 1g pha trong hdn 2 ml va hdn 4 ml nudc pha
tiém v6 khuan nén dugc tiém sdu vao viing cd tuong ddi 16n. Néu liéu duge diing tiém bip &
cung vi tri, liéu tiém bdp khang nén qua 4 ml (ngudi 1dn), 2 ml (tré sd sinh va tré em). Khi
diing liéu cefotaxim qud 2 g/ngay (ngudi 16n), va 100 mg/kg (tré sd sinh va tré em) hoic Ig
qud 2 lan/ngay thi cefotaxim natri nén dugc tiém tinh mach. Trong truding hgp ngudi 16n va
tré em trén 12 tudi, cefotaxim natri c6 thé dugc pha trong dung dich lidocain 1% (1g-4ml) d&
trdnh dau trong trudng hdp tiém bap, nhung dung dich nay khéng dudc tiém tring viao mach

mau, i
CHONG CHi PINH: \/

SODITAX dugc chong chi dinh & nhitng bénh nhin c6 bi€u hién qud man vdi cefotaxim
sodium hoic khdng sinh nhém cephalosporin.

THAN TRONG:

Cdnh bdo:

Truwde khi diéu tri vdi SODITAX, nén héi ki tién st bénh dé xdc dinh xem bénh nhin ¢é
nhing phdn ing qud min trudc d6 vdi cefotaxim sodium, cephalosporin hodc penicillin
khéng. N&u ¢é bi€u hién di itng vdi SODITAX, ngung st dung thudc.

Viém két trang mang gid d4 dugc ghi nhin khi ding cephalosporin (va nhitng nhém khéng
sinh phé rong khdc); do d6, cin phai nghi d€n chian dodn nay & nhitng bénh nhén bj tiéu chdy
k&t hgp vdi viée sit dung khdng sinh.

Thdn trong:

Néng d6 khdng sinh trong huy&t thanh c6 thé ting cao va kéo dai khi diing liéu thdng thudng
& nhitng bénh nhin suy thdn ¢6 thiéu niéu thodng qua hoac kéo dai. Nén gidm tong liéu méi
ngay khi ding SODITAX 4 nhiing bénh nhin nay.

Thdn trong trong viéc pha va phdn phdi thudc:

Sau khi pha, dung dich SODITAX nén dudc diing ngay. Dung dich pha nén dugc ding trong
vong 24 gi¢s néu duge bdo quin & 2-8°C trong Wi lanh hoac trong vong 8 gid néu duge bao
qudn & nhiét d6 phong (dudi 25°C).
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SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Sir an toan khi ding thudc cho phu nit ¢6 thai chwa dude thiét 14p. Do viy thude nay chi dudc
dimng trong thai ky néu thdy that sy cdn thiél.

Cefolaxim duge bai i€t vao sita me vdi ndng ¢6 thdp. Nén thin trong khi ding SODITAX
cho phu nir cho con bu.,

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Khéng cé.

SUDUNG QUA LIEU:

Chua ghi nhin trudng hdp nao. Do khong cé chit gidi doc dac hidu, diéu tri chd yéu Ja diéu
tri triéu chitng va hd trg.

Nén ngung diing thudc va dung thude chéng co gidt néu con déng kinh xdy ra.

TiNH TUONG KY:

Cefotaxim khong tuwong hgp vdi cdc dung dich kiém nhu dung dich natri bicarbonat.

Tiém cefotaxim riéng r&, khéng tiém cing véi aminoglycosid hay metronidazol.

Khéng dudc trén Hin cefotaxim vdi cdc khdng sinh khéc trong ciing mét bdm tiém hay ciing
m6t bd dung cu truyén tinh mach.

PHAN UNG PHU:
Séc: Hi€m khj sdc cd thé xay ra. N&

Qud mdn: N6i ban, ngifa, sot.

Huyét hoc: Ting bach ciu hat, thi€u mdu tdn huyét, thi€u m4u, gidm tiu ciu, ting bach cdu
di toan, gidm bach cdu trung tinh, gidm bach cu tam thdi, mat bach cdu hat ¢6 thé xdy ra.
Thégn: Suy chifc ning thdn ning, nhu suy thin cdp hi€m khi xdy ra, viém thin k& thinh
thodng cé xdy ra.

Gan: Hiém khi c6 trudng hgp vang da, thinh thodng ¢é ting GPT, GOT, LDH, AL-P ¢6 thé
xdy ra.

Da day-ru¢t: Cic triéu chiing clia viém két trang gia mac c6 thé xay ra trong hoic sau khi
diéu tri bling khdng sinh, viém k&t trang, C6 thé€ c6 budn nén, titu chiy. .
Hé hdp: Héi ching PIE, viém phéi mé k& gy ra ho, khé thd, sot, va ting bach cdu i toan
trong khi diéu tri bling khdng sinh d3 x4y ra.

Thiéu hut vitamin: Ching thi€u vitamin K hi€m khi xdy ra (gidm prothrombin huyét, xu
hudng bi xudt huyét), chitng thi€u vitamin nhém B (viém ddy than kinh, biéng an, viém ludi,
viém miéng) c6 thé xuat hién.

Sw bgi nhiém: Viém miéng, bénh ndm candida c6 thé xay ra.

Cdc phdn tng khéng mong muén khdc: Khé thd, pha, dau ddu, mét mdi toan than, viém ldp
tinh mac, bénh do candida, réi loan thi gidc va co khdp xudng ban tay-ban chin c6 thé xdy
ra.

Théng bdo cho Bde st nhitng tdc dung khéng mong muion gap phai khi stt dung thuéc.

TUONG TAC THUOC:
Tang doc tinh trén than di dudc ghi nhin sau khi st dung dbng thdi cephalosporin va

aminoglycosid.
Diing ddng thdii vdi probenecid lam ting nong d6 cefotaxim trong huyél thanh va kéo dai
thi gian tdc dung cia cefotaxim.
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Ding cefotaxim c6 thé din dén phan ing ducng tinh gid d6i véi glucose niéu khi diing thuée
thi Clinitest, dung dich Benedic hodc dung dich Fehling. Thir nghiém Coombs truc tiép
duong tinh gid di dugc ghi nhén trong qud trinh diéu tri bing cic khdng sinh cephalosporin
khic.

TRINH BAY:

Hoép 10 1o (1gx 10 lo).

BAO QUAN:

Béo quédn trong bao bi hoan toin kin, § nhiét dé dudi 30°C. B€ xa tim lay tré em.

HAN DUNG:

24 thdng k€ tir ngay san xual.

TIEU CHUAN CHAT LUQGNG:

Dugc dién My 32. %

San xuat bdi:

ALPHA PHARM. CO., LTD.
@ 622, Jinjeong-ri, Sanyang-myeon, Mungyecng-si, Gyeanghitk, Korea
Tel: 82-54-5525381 Fax: §2-54-5525345

Gidm déc cd s& ding ky thude
PHARMIX CORPORATION

CORPORATION
¢ + :j;‘
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