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CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE
INDICATIONS:

See the enclosed package insert
for detailed instructions.

DOSAGE & ADMINISTRATION:
See the enclosed package insert
for detailed instructions.

[KEEP OUT OF REACH OF CHILDREN|

SK+F

Manufactured by:

ESKAYEF BANGLADESH Ltd.

2IC North East Darus Salam Rd., Industrial

| Plot, Section-1, Mirpur, Dhaka-1216, Bangladesh,
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B PRESCRIPTION DRUG 16 Capsules

ESKAFOXIM Cap.

Cefpodoxime Capsule 100mg

y

COMPOSITION
Each capsule contains: Cefpodoxime Proxetil USP 130mg
equivalent to Cefpodoxime 100mg
SK+F
)
¥
~ ,—»---.i'd

Q[ bV



https://trungtamthuoc.com/

‘P¥1HS3IAVIONVE 43AVXST

CONTRAINDICATIONS:

Patients with history of hypersensitivity
to cefpodoxime proxetil or to the
cephalosporin group of antibiotics.
Patients with porphyria.

STORAGE: Store in a cool (below 30°C),
dry place. Protect from light.

QUALITY SPECIFICATION:
Manufacturer's specification

VISANo. :

EXP. Date : 13/11/2013

LOTNo. 1003 1>
MFG. Date: 14/05/2011 %

T
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Cefpodoxime Proxeti! USP 130mg
equivalent to Cefpodoxime 100mg
LOT Ne, : 1003

NFG. Date: 14052011

EXP, Date : 131122013

WVISANO. :

SK+F
ESKAYEF BANGLADESH Ltd. - BANGLADESH

ESWQXXM_C@-

Cefpodaxime Proxefil USP 130
equivalent to Cefpodoxime 100%
LOT No. : 1003

MFG. Date’ 1400572011

EXP. Data : 1311172013

VISANo. :

SK+F

ESKAYEF BANGLADESH Ltd, - BANGLADESH

ESKAF OXIM Cap:

Cafpodoxime Proxetil USP 130mg
equivalent to Cefpodoxime 100mg
LOT No.  : 1003

MFG. Date: 140572011

EXP. Dafe : 1311172013
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Rx
“Thuée bdn theo don”

Vién nang ESKAFOXIM

THANH PHAN: M3i vién nang chifa:
Cefpodoxim Proxetil USP tudng tng véi Cefpodoxim 100mg
Td dugc: Lactose, Magnesium Stearat.

Doc k§ hudng din sit dung tridée khi ding, néu cdn thém thong tin xin héi y kién bdc si.

CAC DAC TINH DUGC LUC HQC:

Cefpodoxim proxetil 1a khdng sinh cephalosporin th€ hé 3 phd khéng khuin rong ding
dudng udng. Ay Ia tién duge cla cefpodoxim.

T4c dung khdng khudn cla cefpodoxim thong qua sy itc ch& téng hgp thanh t€ bao vi khudn
nhd sir acyl hod cdc enzym transpeptidase gdn k&t mang; diéu nay ngin ngira suf lién két
chéo cia cde chudi peptidoglycan cdn thiét cho dd manh va d6 bén cda thinh t€ bao vi
khudn.

Cefpodoxim proxetil ¢6 tdc dong chong lai cde vi khuan Gram duong v Gram 4m. Thudc 6n
dinh d6i v6i beta-lactamase. Phd khang khudn bao goin Staphylococcus aureus ngoal trir
Staphylococcus dé khang methicillin, Streptococcus mdgenp{ Streptococcus pneumoniae,
Streptococcus agalactiae va SZreprococcus spp. khéc (nhum C, F, G). C4c vi khudn Gram 4m
nhay cim véi cefpodoxim bao gém cdc chiing sinh beta-lactamase va khéng sinh beta-
lactamase cba H.influenzae, H.para-influenzae, Moraxella catarrhalis, Neisseria
meningitidis, Neisseria gonorrhoea, E.coli, Kiebsiella pneumoniae, Proteus vulgaris,
Providencia rettgeri va Citrobacter diversus. Cefpodoxim ciing hiéu qud déi vdéi
Peptostreptococcus spp.

CAC DAC TINH DUGC PONG HOC:

Cefpodoxim proxetil it t4c dung khdng khudn khi chwa dugc thuy phin thanh cefpodoxim
trong cd thé. Cefpodoxim dirge hap thu qua dudng tiéu hod va duge chuyén hod bdi cdc
esterase khéng diac hidu, cé thé tai thanh rudt, thanh chat chuyén hod cefpodoxim cé tdc
dung.

Sau khi diing liéu 100 mg, ndéng dd dinh trung binh trong huyét tuong 1a 1,4 pg/ml dat duge
trong khodng 2 gid. Khi dude udng cling vdi thifc in, mifc ¢6 hap thu va néng dé dinh trung
binh trong huyét twdng ting 1én; dién tich dudi dudng cong AUC ting 33% & cdc con vat
nudi. Thude dwde gdn k&t véi protein huyét trong khodng 29%. Néng d6 cefpodoxim trong
cdc mé thay d8i tny céc liéu khdc nhau cia cefpodoxim proxetil theo bang dugi day:

Liéu hrgng M Néng db ug/g
100 mg Amidan 0,24
200 mg Phdi 0,63
300 mg N6t béng & da 1,6

Trén in vivo cé sut chuyén hod nhd ciia cefpodoxim. Khodng 33% li€u dung dugc thai trlr
dudi dang khong ddi gua nudc tiéu, Thisi gian ban huy huy€t twdng khodng 2,8 giss.
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MO TA:

Vién nang cing 6 2 ¢6 nip mau cam hdi dd va thAn mau tring. C6 logo “SK+F” trén cd 2
phén than va ndp, chifa bdt mau tring dé&n trdng ndu nhat,

CHi PINH:

Chi dinh d€ diéu tri cdc nhi&m khuodn sau:

- Nhi&m khudn dudng hé hip trén k€ ¢ viém tai giita cip, viém xoang, viém amidan va
viém hong.

- Viém ph8i ¢dp tinh mic phai trong cdng déng.

- Nhiém lu cdu cdp khéng c6 bién ching.

- Nhi&m khudn dudng ti€u khong c6 bién chitng.

- Nhi&m khudn da va ciu tric da.

LIEU DUNG VA CACH DUNG:

Thubc nay chi ditng theo si ké don ciia thdy thude.

Neuai ldn:
Nhim khudn duting hé hap trén, k€ ci viém amidan va viém hong: 1 vién mdi 12 gi® trong
10 ngay,

Viém phéi cdp tinh mic phai trong cong déng: 2 vién mbi 12 gid trong 14 ngay.

Nhi&m l14u cdu c4p khong ¢6 bién ching: 1iéu duy nhat 2 vién.

Nhiém khudn dudng tiéu khdng cé bién ching: 1 vién mdi 12 gid trong 7 ngay.

Nhiém khuin da va cdu tnic da: 4 vién mdi 12 gi& trong 7-14 ngay.

0] nhitng bénh nhan suy thin (d6 thanh thdi creatinin dudi 30 mL/phiit), khodng cdch gilta
cdc liéu nén dude tang dén 24 gid. Khéng cdn diéu chinh liéu d nhitng bénh nhin xo gan.
Thu6c nén dude udng cling vdi thite n.

CHONG CHi PINH: A

Nhitng bénh nhin ¢6 tién st qud min véi cefpodoxim p}\ll;};\ctil h6ac nhém khéng sinh
cephalosporin. v

Nhitng bénh nhén bi r8i loan chuyén hod porphyrin.

THAN TRONG:

Cdnh bdo:

Trude khi tri 1iéu véi cefpodoxim proxetil nén c4n than xdc dinh xem bénh nhén cé céc phan
fing qué min trude d6 vdi cefpodoxim, cdc cephalosporin khdc, penicillin, hay véi cdc thude
khdc khong, Than trong khi diing cefpodoxim cho nhitng bénh nhdn nhay cdm v4i penicillin,
vi sif qud min chéo gilta cdc khdng sinh beta-lactam di dudc ching minh rd rang va c6 thé
x4y ra 1én dén 10% & nhitng bénh nhédn c6 tién st di tng v4i penicillin, Ngung thude néu
phin ing di wng vdi cefpodoxim proxetil x3y ra. C4c phadn dng qué man cip nghiém trong c6
thé phai yéu cdn diéu tri bing epinephrin va cdc bién phdp cdp cifu khdc k€ ci thd oxy,
truyén dich, diing thudc khang histamin dudng tinh mach, va ki€m so4t dudng thd.

Viém két trang mang gid di duge bdo cdo véi gdn nhw tat ¢ cdc tdc nhan khdng khnan k€ cd
cefpodoxim, vi ¢é th€ thay ddi mdc d6 nghiém trong it nhe dén de doa tinh mang. Vi thé,
cin cin nhic chin dodn nay § nhitng bénh nhin bi tiéu chdy sau khi diing cdc tdc nhin
khdng khudn.
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Piéu tri v6i cdc khdng sinh phd réng k€ ¢ cefpodoxim proxetil 1am thay d6i hé vi khudn
binh thudng clia rudt giad va cd thé cho phép st ting trudng qud mifc cia clostridia. Cac
nghién cu chi ra ring ddc 18 dude sinh ra do Clostridium difficile 12 nguyén nhin chinh gy
viém dai trang do khdng sinh,

Sau khi chdn dodn viém dai trang gid mac dudc thi€t 1dp, cdc bién phdp tri liéu nén duge bit
ddu. Trudng hop nhe thudng chi c¢dn ngung thude. Trudng hgp trung binh dén ndng, nén
ki€m sodt ngay dich va chit dién gidi, b8 sung protein, va diéu tri bing mdt tdc nhdn khdng
khudn ¢6 hiéu qud 14m sang chdng lai viém dai trang do Clostridium difficile.

o) nhitng b&nh nhin thiéu niéu thodng qua hodc dai ding do suy thin, nén gidm téng liéu
hing ngay ciia cefpodoxim proxetil vi ndng d6 khdng sinh trong huyét thanh cao va kéo dai
¢6 th€ x3y ra & nhitng bénh nhan nay sau nhifng liéu théng thudng. Nhu cdc cephalosporin
khdc, cefpodoxim nén dudc diing thin trong & nhiing bénh nhin diéu tri ddng thai véi cdc
thudc 1gi tiéu manh.

Ciing nhv cdc khdng sinh khdc, diing kéo dai cefpodoxim cé thé din d&n sy ting trudng qud
miic clia nhitng vi khudn khéng nhay cAm. N&u bdi nhiém x3y ra trong qu4 trinh tri lién, cde
bién phdp thich hdp nén dugc diing.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Stz dung cho phu nit ¢é thai:

Céc nghién citu da tién hanh & nhiu loai déng vat thi nghiém khdng cho thdy bat ky biéu
hién giy quadi thai hodc gidy déc cho thai.

Tuy nhién, chira ¢é nhitng nghién cttu dirge ki€m sodt ddy dd va thich hgp trén phu nif c6
thai. Vi th&, cefpodoxim cé thé dide diing cho phu ni ¢6 thai chi khi that s cdn thiél.

Stk dung & phu nit dang cho con bii:

Cefpodoxim duge bai tiét vao sita me. Vi kha ning c6 nhiing phan Ung-nghiém trong xdy ra
cho tré dang bi me, nén cin cé quyét dinh ngung thudc hoic ngung cho rcmﬁpu ¢6 Mnh dén
tdm quan trong cha thudc d&i vdi ngudi me. '}'k[_//

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

SUDUNG QUA LIEU:

Qui liéu d6i véi cefpodoxim proxetil chua duge ghi nhdn, Triéu chitng do dung thude qui
liéu c6 thé gdm c6é bubn nén, nén, dau thudng vi vi tiéu chdy. Trong trudng hdp ¢6 phdn tng
ctia nhiém déc nang né do diing qud liéu, thim phin m4u hay thim phin phiic mac cé thé
gitip loai b3 cefpodoxim ra khdi cd thé, ddc biét khi chifc ning thin bi suy gidm.

PHAN UNG PHU:

T4c dung khéng mong mudn dude ghi nhin trong cdc thit nghiém 1dm sang 13 nhe va thodng
qua, bao gdém: tiéu chdy, budn nén, ndn, dau bung, viém dai tring va dau ddu. Hi€m khi x4y
ra phan ting qud min, ndi ban, ngita, chéng mit, ching ting ti€u cdu, ching gidm ti€u ciu,
gidm bach cdu hodc ting bach ciu ua eosin.

Thong bédo cho Bdc st nhitng tdc dung khéng mong mudn gdp phdi khi sit dung thudc.
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TUONG TAC THUOC:

Néng d6 trong huyét tuong gidm khodng 30% khi Cefpodoxim proxetil duge chi dinh ciing
v@i thude khdng acid hoic 1fc ché H,.

Khi chi dinh thudc nay déng thdi v6i hgp chat dugc biét 1a gdy doc thin, nén theo doi st
chifc ndng thén.

Nong d6 cefpodoxim trong huyét tuwong gia ting khi chi dinh thuée nay v¥i robe&ecnd.
Thay d6i cdc gid tri xét nghiém: cephalosporin lam cho thi nghiém Co R
tinh.

TRINH BAY:

Hop 4 vi nhom x 4 vién nang (HOp 16 vién nang).

BAO QUAN:

Bdo quin noi khd, mat (dudi 30°C). Trdnh 4nh sdng. D€ xa tim tay tré em.
HAN DUNG:

30 thang ké tir ngay sdn xuat.

TIEU CHUAN CHAT LUQGNG:

Tiéu chuin nha sin xuit.

¢ ti€p dwong

San xuit bdi:

ESKAYEF BANGLADESH LIMITED.
2/C North East Darus Salam Road, Industrial Plot, Section-1, Mirpur, Dhaka - 1216, Bangladesh.
Tel: 00880-2-8011395 Fax: 00880-2-9000833

ESKAYEF BANGLADESH LIMITED. /

Simeen Hossain / Director



