https://trungtamthuoc.com/ E(JY TE M3IJey BSL,

_CUC QUAN LY DUGC

TR e e £ LA e

X_prescription drug BA PHE A')U'*'”j'
S 7
LN Lin :]r"iu-"’z'
c,{r;') ONG lfCOFHAN f‘\ » aakad bl T
s

pugc PH AM h
2\ Upuene )| EFP g
s DOSSNTE PROXETIL
| 'S USP 100 mg

Manufactured by:

BRAWN

LABORATOREES LIMITED
1 New Inchisarizi Townsh
Fariiaba 124001, Haryana e 1 x 10 Tablets

NEFIAPOX -100 ™ aminamum

Rx Thube ké don Hop 1 vix 10 vign

| Compaosition: Each film costed tablet contains:
| Calpmhumi‘mmﬁeq to Cetpodoxime 100mg
Dosage & Administration, Contra-indication & ¢ ition: See enclosed insen circular
Storage: Store balow 30°C in a cool and dry place, myl!mdmmnlm
Quantity specification: USP 30

—
‘ '
| s | Thinh phin: M3 vidn nén bao phim ¢ chira: g«
| Cafpodoxime Proxetd trong duromg wii Cefpodoxima 100mg
Q Chi @jnh, iy diing & ebch ding, Chéng chi gjnh
v lum 2 XGn xem & hudmg diin i dung. SOKIVisa Nac
< Bio quin: Noi khd, mét & nhiét 60 dusi 30°C, iréinh dnh siing 5418 SX/Lal No
E Dang bao chi: Vién nén bao phim NSX/Mg Date:
| HIVExp Dadw:
i % Céc théng tin khic, xin xem ity hudng diin sir dyng
San xuét tai An DO béni:
| BRAWN LABORATORIES LTD. |
| 13, N.LT. Industrial Area, Faridabad-121 001, Haryana, India Nhdp kb b

DOC KY HAONG DAN SIr DUNG TRUOT KHI DUNG
NEFIAPOX - 100 b o

s ——— e e
|
NEFIADOX - 100 NEFIADOX - 100 NEFIADOX 4
| Wi vider i b phim o6 chira: Each fim costed tablst contains: i vider e beo phim o) chire:
c-mmmmmm Catpodaxime Proxst squivalent 1o Casipodosama Proxeti beemg
100mg Cafpodadme 100mg Cafpadoimes
SBKMaa No.: Na.: SEMMes No:
56 16 SW/ Lot No.: 5418 S)X/ Lot Mo.: S5 186 S Lot Mo
| NSXExp Das NSX/ Exp Deter NSX/ Exp. Dy
HDZ Mig, Date: HIOV kg, Deste: Ll
‘ Siin st by An B b Marndactured by. Sén ndi tpi An D béi: |
BRAWN LABORATORIES LTD. ERAWN LABORATORES LTD. BRAWN LABORATORIES LTD.
13, NLT. Inchestrinl Aren, Farinbad-121 001, 13, N.LT Inchestnnl Ares, Fariiabad-121 001, 13, NLLY. Inchusirind Area, Farl
Haryana. india Haryana, india Harysna, india
100 NEFIADOX - 100 NEFIADOX -100 NEFI
F Ml vl iy oo phim o chir: Each fibn cosied tabinl contsine: M8 vidn nid
o Cadporiaxime Proxetl bromg duomg ven Cadpodaimn Proxeti aquivalent o Cafpodoxdn|
D0mg Calpodaames 100mg Cafpndonime 100mg Cabpodoxini
SERCVign Mo - SOWMea No: SBKMea N
| 5416 50 Lot Mo S48 5 Lot No.: 5410 /L4
NSX Exp. Dade NSX/ Exp. Dnta: NSX Exp, |
| HEW Ay, Disde HIV Mg, Diate HD! Mig.
Sin bt ti An DO b Manufactured by: Sdin ullt 19

o AN A DAD ATWIES | T DL ABARATARIES T EE Tl |

00T - XOAVIddN

(5% ]



https://trungtamthuoc.com/

Poc ky hwémg din sir dung trude khi diing
o Pé xa tim tay tré em
.0\ NEFIADOX - 100
[Thanh phan] Mai \fién"nén bao phim c6 chira
Cefpodoxim proxetil twrong duong voi cefpodoxim  100mg
Téa duogc vira da 1 vién

(Calcium carboxy Methyl Cellulose, Hydroxy propyl Cellulose, Lactose,
Magnesium Stearate, Sodium Lauryl Sulfat, Polyethylene Glycol 6000, Hydroxy propyl
methyl cellulose, Purified tale, Titanium dioxid)

[Dwgce luc hocl

Cefpodoxim 12 mdt khing sinh thudc nhém cephalosporin thé hé 3, ¢6 tac dung
diét khuan bing cach trc ché qua trinh tdng hop mang té bao cia vi khuin. Thude ¢6 hoat
tinh trén mot sé’} chung sau:

Vi khudn gram (+): Streptococcus pneumoniae, S. pyogenes, S. agalactiae, S.
mitis, S. sanguis va S. salivarius; Propionibacterium acnes; Corynebacterium
diphtheriae; S. aureus.

Vi khuin gram (-): Haemophilus influenzae (gdm ca chung san xuét va khong san
xuit ra beta-lactamase), Haemophilus para-influenzae, Moraxella catarrhalis
(Branhamella catarrhalis) va Neisseria gonorrhoea; Escherichia coli; Klebsiella

pneumoniae; Klebsiella oxytoca; Proteus mirabilis. L
[Duge dong hoc] z

Sinh kha dung cua cefpodoxim khoang 50%. Sinh kha dung nay tang lén khi dung
cefpodoxim cling véi thirc dn. Thoi gian ban thai ciia cefpodoxim 1a 2,1 - 2,8 gitr ddi véi
bénh nhén c6 chirc ndng than binh thudng va tang 1én dén3,5-9.38 gid ¢ nguoi bi thidu
nang than. Sau khi udng mot lidu cefpodoxim, & ngudi 16n khoé manh ¢6 chire nang than
binh thuong, ndng dd dinh huyét trong dat duge trong vong 2 - 3 gid va c6 gi tri trung
binh 1,4 microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml dbi v6i cac lidu 100mg,
200mg, 400mg.

Khoang 40% cefpodoxim lién két véi protein huyét twrong. Thubc duge théi trir
dudi dang khong thay doi qua loc ctia cau thdn va bai tiét cia ong than. Khoang 29 - 38%
litu ding dugc thai trir trong vong 12 gid & ngudi 16n ¢6 chirc ning than binh thuong,
Khoéng xéay ra bién ddi sinh hoc & than va gan. Thudc bi thai loai & mirc do nhit dinh khi
thim téch mau.

[Chi dinh]

Cefpodoxim 12 mét khang sinh thudc nhom cephalosporin thé hé 3. Thude duge
chi dinh trong diéu tri cac trurong hop nhiém khuén nhe va vira nhu:

Nhiém khuan duong ho hip trén: Viém xoang cp, viém tai giita, viém amidan,
viém hau hong.

Nhiém triing dudng hd hap duéi: Viém phé quan, viém phdi cip tinh va giai doan
cp tinh ctia viém ph01 man, viém phdi mic phai & cong dong.

Viém dudng tiet niéu

Lau cadu khong co blen chung

Nhim tring da va cdu tric cia da
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[Liéu lwgng va cich dang]
Nguoi l6mva tré em trén 13 tudi:

Dé diéu tri dot kich phat cép tinh ciia viém phé quan man hodc viém phdi cp tinh
thé nhe dén vira mic phai cha cong dbng, lidu thudng dung cua cefpodoxim la 200
mg/lan; et 12 gio motldn, trong 10 hodc 14 ngay tuwong tng.

E)01 voi viém Hong va/hodc viém amidan thé nhe dén vira hoic nhlem khuin
duong tiét niéu thé nhe hosc vira chura bién chitng liéu cefpodoxim 12 100 mg mbi 12 gio,
trong 5 - 10 ngay hodc 7 ngdy turong ng.

Lau cdu khong bién chirng: Dung | lidu duy nhét 200 mg cefpodoxim
Tré em: (Nén dung dang bao ché khac dé thich hop vdi viée phan liéu)

Pé diéu tri viém tai gifta cAp & tré em tir 5 thang dén 12 nam tudi, ding lidu 5
mg/kg (tbi da 200mg) cefpodoxim mdi 12 gid, hojc 10 mg/kg (t6i da 400 mg) ngdy mot
lan, trong 10 ngay.

Dé didu tri viém phé quan/viém amidan thé nhe va vira & tré em 5 thang dén 12
tudi, lidu thuong dung 12 5 mg/kg (t6i da 100mg) mdi 12 gid, trong 5 - 10 ngay.

Pé diéu trj cdc bénh nhiém khuin khic:

< 15 ngay tué)j : Khéng nén dung ‘
Tir 15 ngay dén 6 thing  : 8 mg/kg/ngay, chia 2 lan
Tir 6 thang dén 2 nam : 40 mg/lan, ngay 2 lan
Tir 3 tud1 ‘dén 8 tudi : 80 mg/lan, ngay 2 lan
Trén 9 tudi : 100 mg/lan, ngay 2 lan
Liéu cho nguwoi suy than:
s - 5 g o3 Khoang cach liéu
D§ thanh thai creatinin Li¢u dung ]
dung
D¢ thanh thai creatinin it hon 30ml/phut, .3 . . .
va khdng thdm tach méu Liéu thuong dung 24 gio
Do thanh th:al (Ereagmm’lt hcn} 30ml/phut, Lidy bme dimg 3 An/tudn
va ¢ tham tach mau

[Liru y]

Bénh nhan dugc biét man cam voi penicilin.

Bénh nhén suy thén ning, phu nit ¢6 thai hay dang cho con bu.

Thoi ky mang thai: Céc cephalosporin thudng duge coi nhir an toan khi sir dung
cho ngudi mang thai.

Thoi ky cho con bii: Cefpodoxim dugce tiét qua sira me vdi ndng do thip. Mic du
ndng dé thp, nhung van c6 3 van dé s& xdy ra 601 voOi tré em bu sita ¢6 cefpodoxim: Ré&i
loan hé vi khuin duong rudt, tic dung truc tiép dén co thé tré va két qua nudi cdy Vi
khuén s& sai. Do d6 can cé sy theo d6i thudng xuyén tinh trang cia tré dé ¢6 diéu chinh
cho phu hop.

[Chéng chi dinh]

Bénh nhin min cam véi khing sinh cefpodoxim hay céc cephalosporin khac.
[Tac dung phu]

Ti€u hod: Tiéu chay, dau bung, budn ndn va ndn

Phan timg min cam: min do, may day, ngtra, ban do, phén (g Stevens Johnson.

Gan: Tang SGOT, SGPT thoang qua va phosphatase kiém

Thén: Viém thén k& c6 hdi phuc.

H¢ than kinh trung vong: dau dau hodc chéng mat.

Mau va bach huyét: Giam tiéu cdu, giam bach chu, ting bach ciu ua eosin thoang
qua, kéo dai thdi gian prothrombin (hiém gdp).
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Thudc chi ding theo sw ké don ciia béc sy
Néu cin biét thém rhong tin, xin héi y kién bdc sy
- Thé argg\ ba@ cho bdc sy néu cé phén teng phu khi diung th ubc

[Tuong tac thuoc] AN

Cefpodoxim b! Eam hap thu khi c¢6 chét chéng acid, vi thé nén tranh ding
cefpodoxim cling véi chit chdng acid.

Véi thude khang histamin H2: Lam giam hip thu khi ding cing.

Vi probenecid: 1am giam bai tiét cia thude qua than.
[Qua liéu]

Sau khi qué liéu cép tinh, phan 16n chi gdy budn nén, non va tiéu chay. Tuy nhién
c6 thé gdy qua man thin kinh co va con dong kinh, dic biét & ngudi bi bénh suy than.

Xt tri qua lidu cin xem xét dén kha niing qua lidu ciia nhiéu loai thube, su tuong
tac thubc va dugc dong hoc bit thudng ciia ngudi bénh.
[Dong gbi] Hop 01 vi x 10 vién nén bao phim
[Han ding] 24 thang ké tir ngay san xuét.
[Bao quan] Bao quan noi kho, mét & nhiét d6 dudi 30°C, tranh 4nh séng.
[Tiéu chuin] USP 30 1

Nha sén xuét 3
BRAWN LABORATORIES LTD.

13, N.I.T. Industrial Area, Faridabad-121 001, Haryana, India
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