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Composition: Each vial contains:
Ceforaxime Sodium equivalent to Cefotaxime......
Dosape form: Powder for injection

Route of administration: For |M/ 1Y
Indicatiens, contra-indications and Administration;
Please see enclosed leaflet.

Storage: At raom temperature

n hermetic container

ShelfJife: 36 months from the date of manufacturing
Specification: In-house
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Ry - Thuée ban theo don
GOLDCEFO

(Bit pha tiém Cefotaxim 1 g)

CANH BAO:

Chi diing theo sy ké don cua bac ST

Doc ky huong ddn si dyng trude khi si dung.

Néu cin thém thong tin, xin héi y kién béc st

Xin théng bdo cho bdc 5T cdc tde dung khing mong mudn xdy ra trong qud trinh st dung.
Dé thude xa tam tay tré em,

Khong dimg thude da qud han su dung.

THANH PHAN:

Mdi lo bdt pha tiém c¢6 chita;

Hoat chdt: Ccfotammpaat{:ﬁ:&cmg it Bele AT s lg
Ta diroe: Khong w -,———x\
bUQC LUCH /CoN@TY \;,\\

Cetotaxim la 1\11 g s nHom ceal*llalosporm thé hé 3, ¢6 phd khang khuan ¢ g, CO ché tac dung
la tic ché tong mp J;hdniena ba6 yl khudn. So véi cac cephalosporin thuoa&}iﬁe hé 1 va 2, thi
cefotaxim ¢d md\\ﬂju {344 kﬁuﬁw(}r’im 4m manh hon, bén hon d6i v&i tac dkmg thuy phén cua
phan 1om cdc beth o'himnb tac dung l1én cdc vi khudn Gram duong lai yéu hon cdc
cephalosporin thube 1
Cac vi khufin thutmg nhay cam vé&i thude: Enterobacter, E. coli, Serratia, Salmonella, Shigella, P.
mirabilis, P. vulgaris, Providencia, Citrobacter diversus, Klebsiella pneumonia, K. oxytoca,
Morganellu  morganii, cdc ching Streptococcus, cac chung Staphylococcus, Haemophilus
influenzae, Haemophilus spp, Neisseria (bao gbm ca N, meningitidis, N. gonorrhoeae),
Branhamella catarrhalis, Peptostreptococcus, Clostridium perfringens, Borrellia burgdorferi,
Pastenrella multocida, Aeromonas hydrophilia, Corynebacterium diphteriae.

Cac vi khudn khing cefotaxim: Enterococcus, Listeria, Staphylococcus khéng methicillin,
Xanthomonas maltophilia, Acinetobacter baumanii, Clostridium difficile, cac vi khuan ky khi
Gram am.

DUQC DONG HOQC :

Cefotaxim dang mudi natri hip thu rt nhanh sau khi tiém bip hodc tiém truyén tinh mach, Nua
doi cua cefolaxim trong huyét twong khoang | giv va cla chét chuyén hod hoat tinh
desacetylcefotaxim khoang 1,5 gi¢. Khoang 40% thube duge gin vao protein huyét twong. Niva
doi cua thube, nhit 1 desacetylcefotaxim kéo dai hon & tré so sinh va & ngudi bénh bi suy than
nang. Bot viy cin phai giam lidu luong thude ¢ nhiing dbi tuong nay. Khong cdn diéu chinh lidu
o ngudi bénh bi bénh gan. Cefotaxim va desacetylecfotaxim phan bd rong khip & cic md va dich.
Néng d6 thube trong dich nfio tuy dat mlc ¢6 tic dung diéu tri, nhét 12 khi mang nfio bi viém.
cefotaxim di qua nhau thai va ¢6 trong sita me.

O gan, cefotaxim chuyén hod mot phfin thanh desacetylcefotaxim va cac chit chuyén hoa khong
hoat tinh khée. Thube dao thai chii yéu qua thin (trong vong 24 gid, khoang 40-60% dang khong
bién ddi duoc thiy trong nude tiéu). Probenccid [am cham qué trinh déo thai, lam ndng dé cua
cefotaxim va desacetylcefotaxim trong mau cao hon va kéo dai hon. C6 thé lam glam ndng do
thude bing loc mau. Cefotaxim va desacetylcefotaxim con ¢6 ¢ mat va phan véi nong d6 tuong
d61 cao.

CHI DINH: |

Cac bénh nhidm khuén do cac vi khun nhay cam véi cefotaxim, bao gdm ap xe ndo, nhiém khuan
huyét, viém mang trong tim, viém mang ndo (trir viém mang ndo do Listeria monocylogenes),
viém phm bénh 1du, bénh thuong han, nhiém khuan 6 bung (pho: hgp véi metronidazol) va du
phong nhi&m khuén sau mé tuyen tién liét k& ca mb ndi soi, md dé.

LIEU LUONG VA CACH DUNG:

Dung theo sy chi din clia bac T diéu tri.
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Dung cefotaxim natri theo dudng tiém bip sdu, tiém tinh mach chidm (3-5 phut), hay truyén tinh
mach (trong vong tir 20 dén 60 phat).

Lié‘u ding:

Liéu luom0 dugc tinh ra lugng cefotaxim tuong duong.

Liéu thuong dung cho nguoi 1on va tré trén 12 tudi: mdi ngay tur 2-6g chia lam 2 hoac 3 lan.
Trong trudong hop nhiém khudn ning thi liéu c6 thé tang 1én dén 12g mdi ngay, truyén tinh mach,
chia lam 3 dén 6 lan.

Liéu thuong dung ddi voi nhiém khuin Pseudomonas aeruginosa 1a trén 6g mdi ngay.

Liéu cho tr¢ em: Mdi ngdy dung 100-150mg/kg thé trong (V6i tré so sinh 1a 50mg/kg thé trong)
chia lam 2 dén 4 14n. Néu cén thiét thi c6 thé tang lidu 1én téi 200mg/kg (tir 100 dén 150mg/kg dbi
vai tre so sinh).

Céan phai giam lleu cefotaxim ¢ ngudi bénh bi suy thn nang (do thanh thai creatinin dudi
10ml/phut): Sau liéu tén cdng ban dau thi giam liéu di mot nira nhung van git nguyén s6 1an dung
thude trong mot ngay; liéu tdi da cho mdt ngay la 2g.

Thoi gian diéu tri: N6i chung, sau khi than nhiét da tro vé binh thuong hodc khi chac chin la da
triét hét vi khudn, thi_dimg, thudc thém tir 3 dén 4 ngay nira. Dé diéu tri khiém khudn do cac lién
ciu khudn tan m§ {dnkionT4 thi phai didu tri it nhat 1a 10 ngay. Nhiém khuan dai dang c6 khi
phai diéu tri trofgtieu magN f:\ g
Diéu ui bénh Ife 1 ?“%‘.%f?%!r@“ afyat 1g.
Phong nhiém [ : Q: tiéri |l g truée khi phdu thuat tur 30 dén 90 phuit. Trong md dé, tiém
1 g cefotaxim me ngay sau khi kep cudng nhau thai va sat\w_a 12 gio thi

Tiém hap lg cefotaxim duoc hoa tan trong 4 ml nudc v khuén pha tiém hay dung dich lidocain
19%. tiém bip sdu & bip thit 1én. Khong tiém qua 1g tai cing 1 vi tri. Khong dung dung dich ¢
chua lidocain dé tiém tinh mach.

Tiém 1inh mach: 1g cefotaxim dugc hoa tan véi it nhat 10 ml nuée vo khuan pha tiém va tiém tinh
mach chim trong khoang 3-5 phut.

Truyén tinh mach: Luong thude trong lo sau khi dugc pha véi nude v khuan pha tiém, hodc natri
clorid 0.9% cin duoc hoa thém voi 50 — 100 ml dung méi pha tiém truyén: natri clorid 0,9%,
glucose 5% hay 10%, dung dich ringer. Thoi gian truyén tir 20 — 60 phit.

Cac dung dich tiém sau khi pha c6 thé n dinh trong 24 gio & nhiét do 2 ~ 8°C, hoac trong 6 g gio &
nhiét d6 phong (20°C ~ 30°C). Tuy nhién nén pha dung dich ngay trude khi tiém truyen Trong
thoi gian bao quan, mau cua dung dich c6 thé thay dbi, tuy nhién khdéng anh huong dén hiéu qua
diéu tri cta thube.

Tuwong ky:

Cefotaxim khong tuong hop véi cac dung dich kiém nhu dung dich natri bicarbonat.

Tiém cefotaxim riéng ré&, khong tiém cung cac khang sinh aminoglycosid hay metronidazol.
Khong tron 1An cefotaxim véi cac khang sinh khac trong cing mdt bom tiém hay cing mdt bo
dung cu Iluyén tinh mach.

CHONG CHI DINH

Bénh nhin man cam véi cefotaxim hodc cac khang sinh nhém cephalosporin hodc bénh nhan tién
sur ¢o phan I.I'l‘lg phan v€ véi penicillin.

Bénh nhan dé ¢6 nguy co b; soc phan vé.

Chéng chi dinh twong d&i & bénh nhan suy than ning va dang st dung khang sinh nhém
aminoglycosid hodc cac thude lgi tiéu vi gia tang doc tinh ddi véi than.

Dung dich cefotaxim sau khi pha véi lidocain hydroclorid khong dugce dung cho nhiing truong
hop sau:

- Tiém tinh mach.

- Tre dudi 30 thang tudi.

- Bénh nhan ¢6 tién str qua mén vdi lidocain

- Bénh nhan suy tim hoic rdi loan nhip tim.

- R6i loan chuyén héa porphyrin.



https://trungtamthuoc.com/

KHUYEN CAO VA THAN TRONG

Trude khi bt ddu didu tri bang cefotaxim, phai diéu tra k§ vé tién sir di ing cta ngudi bénh voi
cephalosporin, penicilin hodc thube khic.

Co di g chéo gilra penicilin v&i cephalosporin trong 5-10% trudng hop. Phai hét sirc than trong
khi dung cefotaxim cho ngudi bénh bi di ing véi penicilin.

Néu trong khi diéu tri hodc sau diéu tri ma ngudi bénh bi ia chay nang hodc kéo dai thi phai nghi
dén ngudi bénh c6 thé bi viém dai trang mang gia, diy 1a mot rdi loan tiéu hod ning. Cin phai
nglmg cefotaxim va thay thé bang mét khang sinh c6 tac dung lam sang tri viém dai trang do C
difficile (nhu metronidazol, vancomycin).

Néu dung déng thoi v6i thube 6 kha nang gdy doc dbi véi than (vi du nhu cac aminoglycosid) thi
phai theo ddi kiém tra chirc ning than thuong xuyén.

Cefotaxim co thé giy duong tinh gia véi test Coombs, véi cac xét nghiém vé dudng niéu, véi céc
chat khi ma khéng ding phuong phéap enzym.

SUDUNG CHO PHU NU MANG THAI VA CHO CON BU :

Phu nit mang thai:

Tinh an toan cua cefotaxim v6i ngudi mang thai chua duge xac dinh. Thudc ¢6 di nhau thai trong
3 thang gifra thai ky T\‘L;a,dm cta cefotaxim trong huyét thanh thai nhi va trong nudc bi tuong
ing la 2,3 va 2,6 gi potrongkhi dung cho phu nit mang thai, can cin nhéc k¥ loi ich va nguy
co co th(, gap.

Can thz_m trong khi dung cefotaxim cho ngudi nudi con b, phai quan tAm khi thl tré ia chay, tua
va n6i ban.

TAC DUNG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khéong thiy c6 bao cdo lién quan.

TUONG TAC THUOC:

Cephalosporin va colistin: Dung phdi hop khang sinh thuc nhém cephalosporin voi colistin (la
khang sinh polymyxin) ¢6 thé lam tang nguy co bi tén thuong than.

cefotaxim va penicilin: Nguoi bénh bi suy than co thé bi bénh vé ndo va bi con dong kinh cuc bd
néu dung cefotaxim déng thoi azlocilin.

cefotaxim va cdc ureido-penicilin (azlocilin hay mezlocilin): ding dong thoi céc thir thude nay sé
lam giam d¢ thanh thai cefotaxim ¢ nguoi bénh c6 churc nang than binh thuong ciing nhu & nguoi
bénh bi suy chirc nang thén. Phai giam liéu cefotaxim néu dung phdi hop céc thude do.

cefotaxim lam tang tac dung doc ddi voi than cua cyclosporin.

TAC DUNG KHONG MONG MUON (ADR)

Huay gap, ADR > 1/100

Tiéu hoa: Ia chay

Tai chd: Viém tac tinh mach tai chd tiém, dau va c6 phan tng viém & chd tiém bip.

It gap, 1100 > ADR > 1/1000

Mau: Giam bach cdu wa eosin hodc gitam bach ciu noéi chung lam cho test Coombs duong tinh.
Tiéu hoa: Thay d6i vi khuan chi ¢ rudt, c6 thé bi boi nhiém do vi khuin khang thubc nhu
Pseudomonus aemgin()sa, Enterobacter spp....

Hiém gap, ADR < 1/1000

Toan than: Sb¢ phan v¢, cac phan tmg qua mAan cam.

Miu: Giam tiéu cau, giam bach cau hat, thiéu mau tan mau.

Tiéu hoa: Viém dai trang c6 mang gia do Clostridium difficile.

Gan: Tang bilirubin va cic enzym cua gan trong huyet tuong.

QUA LIEU:

Trong trudng hop qué liéu, nhit 14 voi ngudi suy than, hoi chimg nio thoang qua c6 thé xuét hién.
Neéu ¢6 tridu chimg qud lidu, can phai ngiing ngay cefotaxim va dua ngudi bénh dén bénh vién dé



https://trungtamthuoc.com/

diéu tri.

Pidu tri qua lidu cefotaxim chi yéu la diéu tri triéu chimg. C6 thé thim tach mang bung hay loc
méu dé lam giam ndng do cefotaxim trong méu.

TIEU CHUAN CHAT LUQNG: Tiéu chuin co s&

BAO QUAN:

Bao quan ¢ nhiét d§ phong (dudi 30°C), trong bao bi kin.

HAN DUNG:

36 thang ké tur ngay san Xudt.

S6 16 san xudt (Lot No.), ngay san xuaf (MFD), han dung (EXP): xin xem trén nhan hop va lo.
Dung dich tiém sau khi pha c6 thé 6 6n dinh trong 24 gio khi bao quan lanh (2 ~Wagc trong 6
gio ¢ nhiét do phong (20°C ~ 30°C).

DANG BAO CHE VA QUY CACH PONG GOI:

Hop chia 10 1o bot pha tiém

San xudt tai Italy boi:
FACTA FARMACEUTICI S.P.A
Nucleo Industriale S. Atto, S. Nicolo' a Tordino - 64020 Teramo, Italia

PTRUONG PHONG
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