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R( Thubc ban theo don
Bét pha tiém
Cefotaxime
for injection USP 1 gm

Hop 1 lo + 1 6ng nwdc pha tiém
' Tiém bap/Tinh mach

=% Flamingo

San xudt tai An dg boi:

Flamingo Pharmaceuticals Ltd.
R-662, TT.C. Industrial Area, Midc, Rahbale,

Navi Mumbai Thane 400701, Maharashtra State, India

https://trungtamthuoc.com/_

Nhan vé 6ng nwéc pha tiém

Nhan vo lo
: Rb : Direction for Reconstitution: ‘ R gt
gscﬂzgﬁgﬁgﬁs. efOte.‘x' me Reconstitute the dry powder i
1,050 gm Sterile Cefotaxime  OF Injection USP 1 gm with sterile water 3
Sodium U.S.P equivalent FOR M./ LV. USE for injection immediately X § 3
to Cefotaxime 1 gm before use. g% E g
£Z233
i BOE
Sasd
= Flami 2 Flamingo
LT Mmfctured by:
S " Flamingo Mfg Lic.No: e i
anufactured by: . [ ] b st e
Flamingo Pharmaceuticals Ltd. Batch.No: XXXX |
R-662, TT.C. Industrial Area, Midc, Mfg: dd/mm/yyyy
Rabale, Navi Mumbai Thane 400701, E . d d/
| Maharashira State, India Xp: di/mm/yyyy -
S . —
| I'sE =e |
CONG THUC: I%( | & 5. |
Moi lp chira: | COMPOSITION: ' b ot |
1,050 gm Natri Cefotaxime vo Each vial contains: ! = & i.-',(::‘ o 8
khuan U.S.P twong duong véi 1.050 gm Sterile Cefoteﬁklme 0. e ’f W <
Cefotaxime 1 gm Sodium U.S.P equivalefjt to = et > 'ﬁ |
. 1 il 4R 4
GENCLHONG L) | Cefotaxime FOR DOSAGE, INDICATIONSR [ | = . |
e i s onc ke | Jor njection USP 1 gm Jf seseutirairiof rgges. 212 3,
THEO. Box /1 Vial + 1Ampoule 5 Ml OTHER INFORMATIONIN b | &
TIEU CHUAN: USP 38 FOR M./ LV. USE PACKAGEINSERTS. | = |5 © |
BAO QUAN: & noi khé réo, nhiét SPECIFICATION: USP 88 = =1 A
do duai 30°C, tranh énh séng‘ STORAGE: Store in a place at

PUONG DUNG: tiém bap sau hay
tiém hoac truy&h tinh mach cham
THUGC BAN/TH PON

GIT THUOE )JGDAI TAM TAY
TRE EM

BOC KY .
TRUOC KHI DUNG

SU DUNG

Méi 6ng nudc pha tiém chira:
Nudc cat pha tiém BP 5 ml
Reg.No./S6 DK:

Mfg.Lic. Nm’So GP

| Batch No./ S6 16 SX: XXXX
| Mfg.Date/ NSX : dd/mm/yyyy

Exp.Date/ HD : dd/mm/yyyy

DNNK:

=5* Flamingo

Manufactured by:
Flamingo Pharmacenticals Ltd.

R-662, T.T.C. Industrial Area, Mide, Rabale,
MNavi Mumbai Thanc 400701, Maharashira State, India

a temperature below 30°C.Protect |
from light.

ROUTE OF ADMINISTRATION:
For LM/L.V use

FOR PRESCRIPTION USE ONLY.
KEEP OUT OF THE REACH OF
CHILDREN.

CAREFULLY READ THE
ACCOMPANYING
INSTRUCTIONS BEFORE USE.

Each ampoule contains: Sterile Water
For Injection BP 5 ml
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K- Thude ban theo don
Boc kY hiedng dan sw dung truoc khi ding
Néw can them thong tin, xin tham khao v kién thay thuée.

BOT PHA TIEM
FLAMOTAX 1

(Celotaxime for njection USP lgm)

Thanh phin:
Moi lo chira: _

1,050 gm Natri Cefotaxim vo khuén tvong duong Cefotaxim | gm.,
Méi 6ng chira; Nude cat pha tiém 5 ml.

Chi dinh didu tri

Céc bénh nhiém khuin ning va nguy kich do vi khuéin nhay cam voi cefotaxim,
bao gdm 4p xe ndo, nhiém khuin huyét, viém méang trong tim, viém mang nfo
(trir viém mang ndo do Listeria monocytogenes), viém phoi, bénh lau, bénh
thuong han, diéu tri tip trung, nhiém khudn ning tn ong 6 bung (phm hop vai
metronidazol) va du phong nhiém khudn sau mo Luycn tién liét ké ca md ndi
SO1, Mo lély thai.

Litu lirgmg va edeh ding

Dung cefotaxim theo dudng tiém bap sau hay tiém hodic truyén tinh mach cham
(tiém tinh mach tir 3 dén S phut, truyén tinh mach trong vong i 20 dén 60
phat). Lidu Jugug duoe tinh ra lugng cefotaxim tuong duong. Licu thuong
dung cho mdi ngay la 2 - 6 g chia lam 2 hodce 3 lan. Trong trudmg Hop nhiém

|
khuin ning thi lidu co thé [’111“ lén dén 12 ¢ mdi ngay, truyen tinh mach chia

lam 3 dén 6 lan. Lidu thudng ding d01 voi nhiém F‘mﬁn}]mu xanh
(Pseudomonas aerugmosa) la trén 6 g mdi ngdy (chi v la ceftazidim co tac
duno chomJr truc khudn mt xanh manh hon).

Liéu cho tré em: Mdi npay dung 100 - 150 mg/kg thé trong (vdi tré so sinh fa
50 me/ke the trong) chia lam 2 dén 4 1an. Néu ¢an hiét thi ¢o thé tdng liéu lén
11 200 mg/kg (L 1GO dén 150 mg/kg di vai (e su sinh).

Cén phai giam liéu cefotaxim & ngudt bénh bi suy thén ndng (d¢ thanh thai
creatinin dudi 10 mi/phat): Sau lidu tin cong ban dau thi giam lleu di mgt nua
nhung vin gilt nguyén so lan ding thube trong mét ngay; lidu t6i da cho mot
ngayla 2 g.

Thoi gian ciéu tri: Noi chung, sau khi than nhigt da tré vé binh thudng hodc khi
chic chin fa da triét hét vi khuan, thl ding thude thém tir 3 dén 4 ngdy nita. Dé
didu tri nhiém khuén do céc lién ciu khuan tan méu beta nhém A thi phai diéu
tri it nht 1a 10 ngay. Nhidm khuén dai dang ¢ khi phai diéu tr trong nhiéu
tuén.

Diéu tri b&nh lau: Dung lidu duy nhit | g

Phong nhidm khudn sau mé: Tiém | g trude khi lam phiu thuat tir 30 dén 90
phit. Mé dé thi tiém 1 g vao tinh mach ¢ho ngudi me ngay sau khi kep cubng
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rau va sau d6 6 va 12 gi¢ thi tiém thém hai liéu nira vao bé’lp thit hodc tinh
mach.
Cdch pha thudc
Cefotaxim tiém bap duoc pha bing cach cho 5 ml nude vé khuén pha tiém vao
lo chira | gam thudc. Nén tiém sdu vao khoi co 16n o phan tu phia trén bén
ngoai cua mong,.
Néu c6 chi dinh tiém bap 2 gam cefotaxim, nén chia lam nhiéu 14n va tiém vao
cac vi tri khac nhau. Tuy nhién, do s dung lidu cao ¢ thé gay dau khi tiém
bap, nén ding theo dudng tiém tinh mach.
Tiém tinh mach
Chui v: Khong nén dung cac dung méi chira 1% lidocain dé pha tiém tinh mach.
D6i véi tiém tinh mach truc tiép, cho 5 ml nudc vo khudn vao lo chua 1 g
cefotaxim. Sau d6 c6 thé tiém truc liép vao tinh mach liéu thich hop trong
khodng thot gian 3-5 phut.
Tiém truyvén tinh much
D6i voi tiém truyén (inh mach gian doan hay lién tuc, cho 1g cefotaxim véo
50ml dich truyén 0,9% natri clorid hay 5% dextrose. Truyén tinh mach dich pha
trong 20 phat.
Dung dich pha cefotaxim nhu moé ta & trén duy tri dugc higu lyc trong 24 gio &
nhiét d6 phong (< 22°C) hodc 10 nedy khi duoe giit trong ti lanh (< 5°C), hodc
it nhat trong 13 ngay khi duoe dé dong lanh.
Chii p: Dung dich pha cefotaxim ¢6 thé duoe pha loing hon nira cho dén 1.000
ml voi cic dung dich sau:

e Dich truyén 0,9% natri clorid

» Dich truyén 5% dextrose trong nudc

e Dich truyén 10% dextrose trong nudc

« Dich lruyén 5% dextrose va 0.9% natri clorid

« Dich truyén 5% dextrose va 0,45% natri clorid

e Dich lruyén 5% dextrose va 0,2% natri clorid

e Dich truyén lactate Ringer

e Dich truyén natri lactat ‘
Dung dich cefotaxim én dinh 16i da trong khoang pH 5-7, khéng néa pha dung
dich cefotaxim v&i cac dung mdi co pH wén 7,5 nhu dich “w¥én natri
bicarbonal. .
Dung dich cefotaxim lg trong 14ml nudc vé khuan pha tiém c6 tinh ding
truong.
Néu phai ding cefotaxim va aminoglycosid trén cliing mgt bénh nhan, phai tiém
riéng ré, khong pha tron vao nhau.

Ching chi dinh
Nguoi man cam voi cephalosporin va man cam voi lidocain (néu dung ché
pham co lidocain).

Nhitng lwu y diic bi¢t va canh bao khi sit dung thuoce
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Céc ché pham thuong mai cefotaxim ¢o chira lidocain chi duge tiém bip,
khong bao gio duge tiém tinh mach.

Trudce khi bit dau diéu tri bang cefotaxim, phai diéu tra ky vé tién su di tng
cuia nguoi bénh voi cephalosporin, penicilin hodc thude khéc.

Cé di tng chéo gilta penicilin voi cephalosporin trong 5 - 10% trudng hop.
Phai hét stc than trong khi dung cefotaxim cho ngudi bénh bi di ung voéi
penicilin. _

Néu dong thoi ding thude c6 kha nang gay doc doi voi than (vi du nhu cac
aminoglycosid) thi phdi theo ddi kiém tra chiic ning than.

Cefotaxim ¢6 thé gdy dwong tinh gia voi test Coombs, v&i cac xét nghiém vé
duong nidu, voi cac chit khe ma khéng dung phuong phap enzym.

Tuwong tac voi thube khie, cie dang twong tac khac

Cephalosporin  va colistin:  Dung  phdi hop khang sinh  thuée nhém
cephalosporin vai colistin (la khang sinh polymyxin) ¢6 thé lam ting nguy co
bi ton thuong than.

Cefotaxim va penicilin: Nguoi bénh bi suy thin co thé bi bénh v& ndo va bi con
dong kinh cuc bd néu dung cefotaxim dong thoi azlocilin.

Cefolaxim va cac ureido - penicilin (azlocilin hay mezlocilin): dung ddng thoi
cac thi thude nay s€ lam giam dé thanh thai cefotaxim ¢ nguoi bénh c6 chic
nang than binh thuong clng nhu ¢ nguot bénh bi suy chic ndng thén. Phai
giam liéu cefotaxim néu dung phoi hop cic thude do.

Cefotaxim lam ting tdc dung doc ddi véi than cia cyclosporin.

Su dung cung lic voi probenecid lam ting ndng dd cefotaxim trong huyét
thanh va kéo dai thoi gian tac dung cua thude.

Thoi ky mang thai _

Tinh an toan dbi voi nguodi mang thai chua dugc xac dinh. Thude ¢6 di qua
nhau thai trong 3 thang giira thai ky. Nua doi twong ung cua cefotaxim trong
huyét thanh thai nhi va trong nudc 5i1a2,3-2,6 gio.

Thoi ky cho con bi

Co the dung celotaxim voi ngudi cho con bl nhung phai quan tam l\hl thay tré
fa chay, tua va ndi ban, néu tranh dung duoc thi ot -\
Cefotaxim co trong sita me véi ndng do thap. Nua dot cua thude 11*@%& Sita 1a th
2,36 den 3,89 gio (trung binh la 2,93 gio). Tuy ndng do thude t ngaswa thap,
nhung van ¢6 3 van dé duoc dét ra voi tre dang ba la: Lam thay d6i vi l{huan
chi dudng rudl. tic dung truc tiép 1én tr¢ va anh hudng 1én két qua nudi cdy vi
khuin khi tre bi sot.

Tac dung cta thudc khi lai xe va vin hanh may moc
Vali tac dung phu ctia cefotaxim co thé lam anh huong dén kha ndng tap trung

va phan ung gy nguy co to1 kha nidng vin hanh xe va may moc.

Tac dung khong mong mudn cua thude ( ADR)
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Hay gap, ADR > 1/100

Tiéu hoa: la chay

Tai chd: Viém tdc tinh mach tai chd tiém, dau va ¢6 phan ung viém & chd tiém
bap.

it gap, 17100 > ADR > 1/1000

Mau: Giam bach cdu ua eosin hodc gidam bach cau noi chung lam cho test
Coombs duong tinh.

Tiéu hoa: Thay déi vi khuan chi & rudt, ¢6 thé bi bdi nhiém do vi khuin khéng
thudc nhu Pseudomonas aeruginosa, Enterobacter spp....

Hiém gap, ADR < 1/1000

Toan than: Sé¢ phan vé, cac phan ang qua mén cam.

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

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

Gan: Ting bilirubin va céc enzym clia gan trong huyét tuong.

“Théng bao v6i bic sy cic tac dung khéng mong mudn gip phai khi diing
thuoe”

Hudng dan cach xie tri ADR

Phai ngang ngay cefotaxim khi c6 bi€u hién ning cic tac dung khong mong
mudn (nhu dap tng qua man, viém dai trang ¢o mang gid).

bé phong ngira viém tinh mach do tiém thude: Tiém hodic truyén tinh mach
chim. Pé giam dau do tiém bap Pha thém thubc té lidocain véi thude ngay
trude khi tiém, hoac dang loai th ude ¢o sin lidocain.

Tinh tuong ky;

Cefotaxim khong tuong hop voi cac dung dich kiém nhu dung dich natri
bicarbonat. Dé pha dung dich truyén tinh mach phai ding cic dung dich nhu
natri clorid 0,9%, dextrose 5%, dextrose va natri clord, ringer lactat hay mot
dung dich truyén tinh mach néo ¢6 pH tir S dén 7.

Tiém cefotaxim riéng r€, khong tém cung vdi aminoglycosid hay
metronidazol.

Khéng duge tron lan cefotaxim voi cac khang sinh khac trong cling mot bom
tiém hay cing mét bd dung cu truyén tinh mach.

Str dung qua li¢u va xu tri

Néu trong khi didu tri hodc sau didu tri ma nguoi bénh bj ia uhay‘i}%g hodc kéo
dai thi phdi nghi dén nguoi bénh co thé bi viém dai trang c6 man\vg‘ga day la
mot rdi loan tiéu hoéa ning. Can phai ng:,unlU cefotaxim va thay the bang mot
khang sinh co tic dung ldm sang tri viém dai trang do C.difficile (vi du nhu
metronidazol, vancomycin).

Néu ¢6 triéu ching ngd ddc, cin phai nglmg ngay cefotaxim va dwa nguoi bénh
dén bénh vién d¢ diéu tri.

C6 thé thim tach mang bung hay loc mau dé lam giam ndng dd cefotaxim trong
mau,
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Céc dac tinh duge lue hge

Celotaxun la khang sinh nhom cephalosporin thé hé 3, ¢ phéd khang khuin
rong. Cac khang sinh trong nhom déu ¢o ph6 khang Idluan tuong tu nhau, tuy
nhién mdi thude lai khac nhau vé tac dung riéng 1én mot sé vi khuén nhét dinh.
So voi cac cephalosporin thude thé hé 1 va 2, thi cefotaxim c6 tac dung lén vi
khuan Gram 4m manh hon, bén hon déi véi tac dung thuy phan cia phan lon
céc beta lactamase, nhung tac dung Ién cdc vi khuan Gram duong lai yéu hon
cac cephalosporin thude hé hé 1.

Cac dic tinh duge dong hoc

Cefotaxim dang mubi natri duge dung tiém bap. Thude hap thu rat nhanh sau
khi tiém. Nira doi cua cefotaxim trong huyét tuong khoang 1 gior va ctia chét
chuyén hoa hoat tinh desacetylcefotaxim khoang 1,5 gid. Khoang 40% thudc
dugc gan vdo prolein huyét wong. Nua doi cua thudc, nhdt la cua
desauelyluefolaxnﬂ kéo dai hon ¢ tré so sinh va ¢ ngudi bénh bi suy thén néng.
Boi vy cén phai giam liéu lugng thude & nhimng déi twong ndy. Khong cin
didu chinh liéu ¢ ngudi bénh bi bénh gan. Cefotaxim va desacetylcefotaxim
phén bé rong khip & cac md va dich. Nong dd thude trong dich ndo tiy dat mirc
¢6 tac dung diéu tri, nhét la khi viém mang ndo. Cefotaxim di qua nhau thai va
cO lrong stia me.

Oy gan, celotaxim chuyén hoa mot phdn thanh desacetylcelotaxim va cac chat
chuyén hoa khong hoat tinh khac. Thudc dao thai chu yéu qua thén (lrong vong
24 gid, khoang 40 - 60% dang khéng bién di dugce thiy trong nudc tiéu).
Probenecid lam chadm qua trinh dao thai, nén ndng dd cua cefotaxim va
desacetylcefotaxim trong mau cao hon va kéo dai hon. C6 thé lam giam ndng
do thude bang loc mau. Cefotaxim va desacetyleefotaxim cling con co & mat va
phén voi ndng do tuong doi cao.

Céc vi khuan thudng nhay cam véi thudc: Enterobacter, E. coli, Serratia,
Salmonella, Shigella, P. mirabilis, P. vulgaris, Providencia, Citrobacter
diversus, Klebsiella pneumonia, K. oxvtoca, Morganella morganii, cic chung
Streptococcus, cac  chung  Staphviococcus,  Haemophilus  influenzae,
Haemophilus spp, Neisseria (bao gom ca N. meningitidis, N. gonorrhoeae),
Branhamella  catarrhalis, Peptostreptococcus,  Clostridium — perfringens,
Borrellia  burgdorferi, Pasteurella multocida, Aeromonas  hydrophilia,
Corynebacterium diphteriae. \

Céc loai vi khudn khang cefotaxim: Enterococcus, Listeria, Smﬁiq%gmcoccus
khang methicillin, Pseudomonas cepiacia, Xanthomonas ~sdziephilia,
Acinetobacter baumanii, Clostridium difficile, cac vi khuin ky khi Gr\i)am
Theo thong bao nam 1997 va thong tin $6 3 cua Chuong trinh giam sat quoc gia
vé tinh khang thudc cta vi khudn gdy bénh thudng gap thi cac khang sinh
cephalosporin con tac dung tdt voi Salmonella trong khi cac khang sinh thudng
dung khac nhu cloramphenicol, cotrimoxazol, ampicilin da bi mt tac dung. Co
46,2% Enterobacter aerogenes la nhay cam, 38,4% khéng lai cefotaxim; 94,5%
Salmonella tvphi nhay cam, 0.7% khang cefotaxim; 9,1% cac chung khac cua
Salmonella kKhang cefotaxim; 6,9% /1. influenzae khang cefotaxim; va 31,1%
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Klebsiella spp khang cefotaxim. Cén st dung cefotaxim mét cach than trong va
han ché dé ngin ngua xu hudng khang thudc cua cac vi khudn doi voi
cefotaxim. cling nhu v6i cdc khang sinh khac dang tang lén.
Trinh bay: hop: | 1o bot 1 ong nuoc pha tiem,
Bao quin: 0 noi kho rao, nhiét dé duoi 30°C, tranh anh sang.
Han dang: 36 thang ké r ngay san xuit. Khong dung thude qua han st dung
ghi trén bao bi
Titu chadn: USP 338
Canh bao:
- Kliong ding qud liéu.
- Giir thube ngoai tam tay tré em.
San xudt tyi An dg boi: Flamingo Pharmaceuticals Ltd.
R-662, T.T.C. Industrial Area, Midc, Rabale, Navi Mumbai Tha 701,

Maharashtra State, India
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