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INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION

Read the lecflet inside.

STORAGE
In @ dry, cool place (below 30°C).
Protect from light.

SPECIFICATION - In-house.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY

BEFORE USING
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Cefotaxime 1g

Powder for intramuseular,
intravenous injection, infusion

Box of 1 vial

THANH PHAN - M lo choa

Cefolaxim natri ueng duong
Cefotaxim lg

CHi DINH, CHONG CHi BINH, UEU DUNG,
CACHDUNG VA CAC THONG TIN KHAC
Yem ¥ huding dén sir dyng.

BAO QUAN

Nt khs, mét {duéi 30°C).
Trénh énh séng.

TIEU CHUAN - TCCS,

BE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG
TRUOC KHI DUNG

CONG TY CO PHAN PYMEPHARCO
166170 NMH Hué, Tuy Hba, Phi Yén, Vigt Nam
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tiém finh mach, truyén finh mach
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Rx
Thude ban theo don. Néu cdn thém thong tin, xin hoi y kién bdc sT.

Doc kff hudng dan sir dung trieée khi ding. Dé xa tam tay cua tré em.

FOXIMSTAD Ig

(Cefotaxim 1g) //L/HV

THANH PHAN: M&i lo bot thude chira
Cefotaxim natri trong duong 1 g cefotaxim
DUQC LYCHQC

Cefotaxim 4 khang sinh ban tdng hop phd rong, nhom cephalosporin thé hé thir 3. Hoat tinh diét khuén cua cefotaxim 12 két qua cia sy
trc ché tong hgp mang té bao vi khuan. So véi cephalosporin thuje thé hé 1 va 2 thi cefotaxim c6 tac dung Ién vi khuan Gram 4m manh
hon, bén hon ddi véi tac dung thity phén ciia phin I6n cac betalactamase, nhung tic dung Ién céc vi khudn Gram duong yéu hon céc
cephalosporin thudc théhé 1.

Cac vi khuén thuong nhay cam véi thube: Cac vi khuin thudng nhay cam voi thubc: Enterobacter, E. coli, Serratia, Salmonella,
Shigella, P. mirabilis, P. vulgaris, Providencia, Citrobacter diversus, Klebsiella pneumonia, K. oxytoca, Morganelia morganii, cdc
ching Streptococcus, cde chiing Staphylococcus, Haemophilus influenzae, Haemophilus spp, Neisseria (bao gomcaN. meningitidis, N.
gonorrhoeae), Branhamella catarrhalis, Peptostreptococcus, Clostridium perfringens, Borrellia burgdorferi, Pasteurella multocida,
Aeromonas hydrophilia, Corynebacterium diphteriae.

Céc loai vi khuén khang cefotaxim: Enterococcus, Listeria, Staphylococcus khing methicillin, Pseudomonas cepiacia, Xanthomonas
maltophilia, Acinetobacter baumanii, Clostridium difficile, céc vi khuén ky khi Gram am.

DUQCDONG HQC

Cefotaxim dang mudi natri duge diing theo dudmg tiém bép, tiém tinh mach va truyén tinh mach.

Hdp thu: Thude hép thu nhanh sau khi tiém. Thoi gian bén thai cua cefotaxim trong huyét tuong khoang 1 gty va clia chét chuyén hoa c6
hoat tinh desacetylcefotaxim khoang 1,5 gio.

Phan bé: Khoang 40% thude duge gin két véi protein huyét twong. Thevi gian ban thai cua desacetylcefotaxim kéo dai hon ¢ tré so sin
va ngudi b suy than ning. Boi vily cén giam liéu & nhimg déi tugng nay. Khong can diéu chinh liéu & ngudri bi bénh gan. Cefotaxim
desacetylcefotaxim phan b6 rong khéip cac md va dich. Nong do thube trong dich ndo tiy dat mie ¢6 tic dung diéu trj, nhat 12 khi vi
mang ndo. Cefotaxim di qua nhau thai va cd trong sira me.

Chuyén héa: O gan, cefotaxim chuyén h6a mot phan thanh desacetylcefotaxim va cic chét chuyén hoa khéng hoat tinh khéc.

Thai trir: Thube dao thai chi yéu qua than (trong vong 24 gidy, khoang 40 - 60% dang khong bién ddi duge tim thdy trong nudre tiéu).
Probenecid lam chéim qua trinh dao thai, nén nong d9 cuacefotaxim va desacetylcefotaxim trong mau cao hon va kéo dai hon. C6thé 1am
glam néng d thude bing cach loc méu. Cefotaxim va desacetylcefotaxim cling c6 ¢ mdt va phén v6i ndng dd tuong dbi cao.

CHi DPINH

- Didu trj céc bénh nhiém khuén nang va nguy kich do vi khuén nhay cam véi cefotaxim bao gdm ap xe ndo, nhiém khuén huyét. viém
ming trong tim, viém mang ndo (trir viém mang ndo do Listeria monocytogenes), viém phéi, bénh l4u, bénh thuong han, diéu trj tap
trung, nhiém khuén niing trong & bung ( ph6| hop véi metronidazol).

- Dy phong nhiém khuén sau mé tuyén tién ligt, md ngi soi, md Iy thai.

CHONG CHi PINH

Bénh nhin mAn cdm véi thanh phin cia thudc hay khéng sinh nhém cephalosporin.

LIEUDUNG VA CACHDUNG 9
Liéu diing "‘

Ding cefotaxim theo dudmg tiém bép sdu (IM) hay tiém hodc truyén tinh mach cham (tiém tinh mach (IV) tir 3 dén 5 phit, truyén tinh
mach trong vong tir 20 dén 60 phiit).
Dbi véi ngudi lom:
~Trong da sé céc nhidm tring khong bién chimg: 1 g IV hay IM mi 12 gid.
-Nhi&m tring vira dén niing: 1-2 g IV hay IMm&i 8 gid.
-Nhiém tring huyét: 2 g IV mbi 6 - 8 gio.
-Viém mang ndo: 2 g IV mbi 6 girtrong 7 - 21 ngay.
-Viém phéi: 1 gmdi 6 - 8 gior.
-Nhiém tring de doatinh mang: 2 g IV méi 4 gid.
- Léu;: liéu duy nhit 1 g IM.
- Phong nhiém khuén sau m: Tiém 1 g trrée khi lam phau thudt tir 30 dén 90 phut. M dé thi tiém 1 g vao tinh mach cho ngudi me ngay
sau khi kep cubng rau va sau dé 6 va 12 gits thi tiém thém hai lidu nira vao bép thit hoc tinh mach.
Péi vai tré em, nhii nhi, tré so'sinh:
-Trétir0- 1 tudin tudi: 50 mg/kg/lidu IV mbi 12 gio.
-Trétir 1 -4 tudn tudi: 50 mg/kg/ligu IV mdi 8 giv.
- D&i voitré so sinh va tré em (1 thang dén 12 tudi):
Cén néing <50 kg: 50 - 180 mg/kg/ngay IM valV, mdi4-6gid.
Cén ndng >50 kg: ding theo liéu ngurdri 16, nhung khong vugt qua 12 g/ngay.
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% - Dbi voi ngudi b suy than nang (49 thanh thai creatinin dudi 10 ml/phit): sau Jidu t4n cong ban ddu thi giam liéu mdt nira nhung vén gitr
nguyén sd 1an dung thuée trong ngay. lidu t6i da 2 g/ngay.
Cichding
Pé tranh nguy conhiém khudn, ché phim dung dé truyén can duge pha ché trong didukién vo khuan.
Dé truyén tinh mach, c6 thé pha cefotaxim véi 50 - 100 ml cac dung dich tiém truyén nhu Natri clorid 0,9%, dextrose 5%. Sau khi pha
ché, dung dich dugc truyén dudmg tinh mach trong vong 20 - 60 phut.
Tiém bép: 1g cefotaxim cdn duge hda tan trong 3 ml nude cét pha tiém, dung dich cAn duge tiém sau vao bap.
Tiém tinh mach: 1g cefotaxim cén dwgc hoa tan trong 10 ml nude c¢fit pha tiém va dugce tiém trong vong 3 - 5 phat.
D¢ 6n dinh dungdich sau khi pha
Céc dung dich cefotaxim dé pha dé tiém bép va tiém tinh mach van giir dugc tac dung trong 7 ngdy néu bao quéan trong tu lanh (5+ 3 °C).
THANTRONG
Trude khi ding cefotaxim, nén kiém tra c4n than vé tién sir phan (mg qua mén véi cephalosporin, penicillin hay nhimg thube khac.
Than trong khi diing ddng theri véi thude 1gi tiéu manh véi khang sinh nhém aminoglycosid vi ¢6 thé c6 thc dung bét lgi dén chirc ning
thén.
Dbi véi benh nhén suy than, cin didu chinh liéu lrgng tiy theo hé sd thanh thai creatinin.
Viém kéttring gia mac thuong xay ra khi ding khéng sinh, nén giam sat b¢nh nhén chit ché dé phat hi¢n kip thori cac trudmg hop tiéu chay

do thude. )

Chi ding thudc & phy nir ¢6 thai khi that cdn thiét. p-/my
Cefotaxim phan bd trong sira, do d6 nén ngung cho con bit khi dang diing thude. _J\J i

TUONG TAC THUOC '

- Aminoglycosid lam ting kha ning gdy nhiém doc than khi sir dung chung cefotaxim.

- Khong nén dimg natri bicarbonat dé pha loang cefotaxim.

- Probenecid ting ndng d¢ va thiri gian tac dung cia cefotaxim.

PHUNU COTHAIVA CHO CONBU

Thei kp mang thai: Tinh an toan cho ngudi mang thai chura duge xéc dinh. Thube ¢6 di qua nhau thai trong 3 thang gifra thai ky. Nira doi
trong (mg ciia cefotaxim trong huyét thanh thai nhi va trong nuée 6i12.2,3 - 2,6 gid. -
Théi kp cho con bii: C6 thé diing Cefotaxim véi ngudi cho con bii nhung phai quan tém khi thély tré tiéu chay, twa va ndi ban, nélitrgn
diing duge thi tét. Cefotaxim c6 trong sita me v6i ndng o thap. Nira doi ciia thube trong sita 1a tir 2,36 dén 3,89 gior (trung binh Lllﬁno \
gits). Tuy ndng d trong sita thap nhung vin ¢6 3 vn dé dugc dit ra vdi tré dang b la: lam thay déi vi khudn chi dudng rudt, tac duggpm\:.,
tiép 1én tré va anh huong 1én két qua nudi cdy vi khudn khi tré bj sot. | =
TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC i AR C 0 1o
Thude c6 thé anh huong 1én kha nang 4i xe va van hanh may méc. &/
Chua ¢6 bing chimg cho thdy cefotaxim anh huémg trye tiép 1én kha ning 14i xe va vén hanh may méc. Liéu cao cefotaxim, d )
bénh nhan suy thn, thudc c6 thé anh hudmg 1én sy tinh tdo va sy van dong. Do do, néu bénh nhén gap phai céc triéu chimg trén thidng
nén lai xe va véin hanh may moc.

TAC DUNG KHONG MONG MUON (ADR)

Hay gdp: tiéu chay, viém tic tinh mach tai chd tiém, dau va ¢ phan img viém & ché tiém bip.

It gap: giam bach chu wa eosin hogc giam bach ciu n6i chung 1am cho test Coombs duong tinh, thay d6i vi khudn chi g rudt, c6 thé bi boi
nhiém do vi khuéin khang thudc nhu Pseudomonas aeruginosa, Enterobacter spp...

Hiém gap: Sbc phan vé, céc phan (mg qua man cam, giam tiéu cdu, giam bach cAu hat, thiéu mau tan mau, viém dai trang mang gia do
Clostridium difficile, tang bilirubin va céc enzym ciia gan trong huyét tuong.

Théng béo cho thiy thue tic dyng khdng mong mudn gip phai khi sir dyng thude.

Huéng déin cich xirtri ADR

Néu trong khi didu trj hofic sau diéu tri ma ngudi bénh bj tiéu chay ning hogc kéo dai thi phai nghi dén ngudi bénh c6 thé b viém dai trang
c6 mang gia, ddy 1a mot rdi logn tidu héa ngng. Cén phai ngimg cefotaxim va thay thé bing mot khang sinh ¢6 téc dung lam sang trj viém
dai trang do C. difficile (vi du nhur metronidazol, vancomycin).

Dé phong ngira viém tinh mach do tiém thudc: Tiém hodc truyén tinh mach cham. D& giam dau do tiém bép: pha thém thudc té lidocain
véi thube ngay trurére khi tiém hogc ding logi thube ¢6 sin lidocain.
QUA LIEUVA CACHXU'TRI

Néu c6 triéu chimg ngd doc, cin phai ngimg ngay cefotaxim va dua ngudi b¢nh dén bénh vién dé dit
C6 thé thim tach mang bung hay loc méau dé 1am gidm nong do cefotaxim trong mau-—
HANDUNG 36 thang ké tirngay san xudt f/a. 200
BAO QUAN Noi khé, mat (du6i 30°C). Tranh anh sang. _./ b
TIEUCHUAN  TCCS. 1
TRINHBAY Hop 1 lo.

Hop 1 lokém 1 ng mude cdt phatiém Sml.

Hop 101e.

op 10 lo kém 10 éng nude cAt pha tiém Sml.

i

HUYNH TAN NAM

TONG GIAM DG
Céng ty cb phin PYMEPHARCO AM BOC

TUQ.CUES6R I Negayén Hug, Tuy Hoa, Pha Yén, Vigt Nam
P.TRUONG PHONG

Gé Mink H é{,'”g




