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" Cefpodoxime Proxetil Tablets USP 200 mg

COMPOSITION: Each film coaled tablet contains: 260 88 mg Cefpodoxime Proxefil USP equival fp ime 200 mg
FOR DOSAGE, INDICATIONS, ADMINISTRATION: PLEASE REFER MORE

OTHER INFORMATION IN PACKAGE INSERT

SPECIFICATION USP 33

STORAGE Store in a dry piace at a temperature below 30°C Protect from light

ROUTE OF ADMINISTRATION Oral

FOR PRESCRIPTION USE ONLY

KEEP OUT OF THE REACH OF CHILDREN

CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE
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a Flammgo M/s.Flamingo Pharmaceuticals Limited *

R-662, T.T.C. Industrial Area, Rabalc, Navi Mumbai 400701, India.

CONG THUC: MOi vign nén bao phim chira: 260,88 mp Cefpodoxim Proxetl USP teong duong v Cefpadoxim 200 mg
CHI PINH. CACH DUNG, LIEU DUNG, VA CAC THONG TIN KHAC: XIN XEM TRONG

T& HUONG DAN SU DUNG KEM THEO

TIEU CHUAN USP 33 OVNK:

BAO QUAN: & noi khé rao, nhigt d6 dwén 30°C, tranh 4nh sang

BUONG DUNG: Uidng

THUOC BAN THEC DON

GIU THUOC NGOAI TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG e
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(Cefpodoxime Proxetil Tablets USP 200mg)

Thanh phin: M3i vién nén bao phim chira:

Hoat chdt: 260.88 mg Cefpodoxim Proxetil USP twong duong véi Cefpodoxim 200 mg

Ta dugc: Croscarmellos Natri, Maiz Starch, Polysorbat 80 ( Tween 80 ), Isopropyl Alcohol,
Croscarmellos Natri, Microcrystallin Cellulos (PH 102), Magnesi Stearat, Instacoat IC-S-1198
Dark Red, Isopropyl Alcohol, Methylen Chlorid.

Chi dinh:

Cefpodoxim dugc dung duti dang udng dé diéu tri, cac bénh tir nhe dén trung binh & duomg ho
hap dudi, ké ca viém phdi cap tinh méc phai & cdng dong do cac chung Streptococcus pneumoniae
hoéc Haemoph:!us influenzae nhay cam (k€ ca cac chung sinh ra beta-lactamase) va, dgt kich phat
cAp tinh cua viém phé quan man do cac ching S preumoniae nhay cam va do cac H.influenzae
hoac Moraxella (Branhamella, truéc kia goi la Neisseria) catarrhalis, khong sinh ra beta-
lactamase.

Pé diéu tri cac nhiém khuan nhe va vira & duong hé hdp trén (thi du dau hong, viém amidan) do
Streptococcus pyogenes nhay cam, cefpodoxim khong phai la thubc duge chon wu tién, ma ding
hon la thubc thay thé cho thube dleu tri chu yéu (thi du penicilin). Cefpodoxim ciinix C)Q\V&I 116
trong diéu tri bénh viém tai giira cdp do cac chung nhay cam S pneumoniae, H. mﬂuen@é’ ca
cac chung sinh ra beta-lactamase) hodc B.catarrhalis.

Cefpodoxim ciing duge ding dé diéu tri nhiém khuén dudng tiét niéu thé nhe va vira, chua c6 bién
chimg (viém bang quang) do céc chung nhay cam FE.coli, Klebsiella pneumoniae, Proteus
mirabilis, hodc Staphylococcus saprophyticus.

Mot liéu duy nhét 200 mg cefpodoxim dugc dung dé diéu tri bénh lau cép, chua bién chimg, ¢ nd1
mac cb tir cung hodc hau moén- truc trang cta phu nitr va bénh lau ¢ niéu dao cua phu nir va nam
gidi, do cac chung cé hoac khong tao penicilinase cua Nesseria gonorrhoea. Cefpodoxim ciing
dugc dung dé diéu tri nhiém khuan thé nhe dén vira chua bién ching & da va cac t6 chirc da do
Staphylococcus aureus c6 tao ra hay khong tao ra penicilinase va cac ching nhay cam cua
Streptococcus pyogenes.

Chéng chi dinh:
Khéng dugc dung cefpodoxim cho nhitng ngudi bénh bi di img véi cac cephalosporin va nguoi bi
rdi loan chuyén héa porphyrin.

Liéu lrong va cich ding: (theo dwong udng)

Nguoi lon va tré em trén 13 tudi:

be diéu tri dot kich phat cap tinh cila viém phé quan man hodc viém phox cap tinh thé nhe dén vira
mic phai clia cong ddng, liéu thuong dung cua cefpodoxim 14 200mg/lan, cir 12 gi¢r mot lan, trong
10 hodc 14 ngay tuong ung.

Pbi voi viém hong va/ hoac viém amidan thé nhe dén vira hoac nhiém khuan duong tiét niéu thé
nhe hodc vira chua bién chimg liéu cefpodoxim 1a 100 mg mdi 12 gid, trong 5 — 10 ngay hoac 7
ngay tuong ng

Déi voi cac nhxem khuén da va cac td chirc da thé nhe va vira chua bién chimg, liéu thuong ding
la 400 mg mdi 12 gio, trong 7 — 14 ngay.

Pé dicu tri bénh lau niéu dao chua bién chimg & nam, nit va cdc bénh lau hiu mén — truc trang va
ndi mac ¢b tur cung ¢ phu nir: Dung mot liéu duy nhit 200 mg cefpodoxim, tiép theo la diéu tri
bang doxycyclin ubng dé dé phong c6 ca nhiém Chlamydia.

Tre em:
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Pé diéu tri viém tal giita clp & tré em tir 5 thang dén 12 nam tudi, dung lidu 5 mg/kg (tbi da 200
mg) cefpodoxim mbi 12 gid, hoac 10 mg/kg (t6i da 400 mg) ngay mot lan, trong 10 ngay. Dé diéu
tri viém phe quan/viém amidan thé nhe va vira & tré em 5 thang dén 12 tdi, lidu thudmg dung la 5
mg/kg (t6i da 100 mg) mbi 12 gio, trong 5 — 10 ngay.

Dé diéu trj cac bénh nhiém khuan khac cho tré dudi 15 ngay tudi: khong nén dung;

Tir 15 ngay dén 6 thang: 8 mg/kg/ngay, chia 2 l4n;

Tir 6 thang dén 2 nim: 40mg/1an, ngay 2 lan;

Tir 3 tudi dén 8 tudi: 80mg/lan, ngay 2 lan;

Trén 9 tubi: 100mg/lan, ngay 2 lan.

Liéu cho ngudi suy than:

Phai giam tiy theo mirc d& suy than. Di vdi ngudi bénh cé dd thanh thai creatinin it hon
30ml/phut, va khéng tham tach mau, lidu thuong dung, cho cach nhau cir 24 gid mot 1an. Ngudi
bénh dang thdm tach mau, ubng liéu thudmg ding 3 1in/tudn.

Khi mang thai va cho con ba:

* Chua ¢6 tai liéu ndo noi dén viéc sir dung cefpodoxim trong théi gian mang thai. Tuy vdy cdc
cephalosporin thuémg dugce coi nhur an toan khi sir dung cho ngudi mang thai.

* Cefpodoxim duoe tiét qua sita me v6i nong b thap Mic di ndéng @5 thip, nhung van ¢6 3 van
de s€ xdy ra d61 véi tré em bu sita ¢4 cefpodoxim: Ré&i loan hé vi khuan duong rudt, tac dung trie
tiépdén co thé tré va két qua nudi cdy vi khuén s& sai, néu phai lam khang sinh d6 khi ¢6 sét.

T#c.déng cia thude khi l4i xe va van hanh mdy méc:
i anh hudng toi 1ai xe va vén hanh may méc.

Tuaoeng tac véi cac thudc:
Hap thu cefpodoxim giam khi ¢6 chét chéng acid, vi vay tranh dung cefpodoxim cling vdi chat
chong acid.

Thin trgng

Trude khi diéu tri bing cefpodoxim, phai diéu tra k§ vé tién sir di Ung cua ngudi bénh véi
cephalosporin, penicilin hodc thube khic.

Cén sir dung thén trong dbi véi nhitng ngudi man cam véi penicilin, thiéu ning thdn va ngudi cé
thai hodc dang che cen bu.

Tac dung khéng mong mudn:
* Thuong gap, ADR>1/100
Tiéu héa: Budn nén, nén, ia chay, dau bung.
Chung: Pau du.
Phan (g di tng: Phat ban, ndi may day, ngita.
* Jt gap, 1/1000<ADR<1/100
Phén tmg di img: Phan (g nhw bénh huyét thanh véi phat ban, s6t va dau khép va phan tmg phan
vé.
Da: Ban d6 da dang.
Gan: R&i loan enzym gan, viém gan va vang da it mat tam th¥i.
* Hiém gap, ADR< 1/1000
Mau: Tang bach cau wra eosin roi loan vé mau.
Than: Viém thin ké co hi phuc.
Than kinh trung wong: Tang hoat djng, bi kich déng, khé ngu, 1t lan, ting truong luc va chong
mat hoa mat. ]
Thong bdo cho bdc s§f nhitng tdc dung khéng mong mudn gdp phdi khi ding thuoc.

Huwéng déin cach xir tri cac tic dung khong mong muon:
Ngimg diéu tri bang Cefpodoxim
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Qui liéu:

Qua lidu voi cefpodoxim chua duge bio cdo. Triéu ching do dung thudc qua liéu bao gdm co
budn nén, ndn, dau thuong vi va di tiéu chay. Trong truong hop c6 phan tng nhiém déc ning né
do dung qué lidu, thim phan mau hay tham phén phic mac c6 thé gitp loai bo cefpodoxim ra khoi
co thé, dac biét khi chirc nang than bi suy giam.

Cac dac tinh duge luc hoe

Cefpodoxim la khéng sinh cephalosporin the hé 3. O nhitg nude b ty 1& khang khang sinh thap,

cefpodoxim c6 dd bén vimg cao trude su tdn céng cia céc beta - lactamase, do cac khudn Gram

am va Gram duong tao ra.

Vé nguyén tac, cefpodoxim cé hoat luc dbi véi cau khuin Gram duong nhu phé céu khuan

(Streptococcus pneumoniae), cac lién cau khuan (Streptococcus) nhom A,B,C, G va vdi cac tu cdu

khuan Staphylococcus aureus, S. epidermidis c6 hay khong tao ra beta - lactamase. Tuy nhién,

lhuoc khong co tac dung chdng céc tu cau khuin khang isoxazolyl - penicilin do thay d6i protein

gin penicilin (kiéu khang cua tu cau vang khang methicilin MRSA). Kiéu khang khang sinh

MRSA nay dang phat trién ngay cang tang & Viét Nam.

Cefpodoxim ciing c6 tac dung d01 v6i cac clu khuan Gram am, céc truc khuidn Gram duong va

Gram am. Thubc c6 hoat tinh chdng céc vi khudn Gram 4m gdy bénh quan trong nhu E. col,

Klebsiella, Proteus mirabilis va Citrobacter.

Tuy nhién & Viét Nam, céc vi khuén nay cling khang ca cephalosporin thé hé 3. Véan & nay can,

lru ¥ vi d6 1a mdt nguy co thit bai trong diéu tri.

Nguoc lai v6i cac cephalosporin loai ung khac, cefpodoxim bén virng d6i véi beta - Iab{a se do

Haemophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra. Tuy vdy nhan xét h% ng

chua duge theo doi co hé théng & Viét Nam va hoat luc cua cefpodoxim cao hon dén mirc do nao

s0 v6i hoat luc cta cac cephalosporin ung khéc ciing chura 3.

Cefpodoxim it tdc dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va Clostridium

perfringens. Cac khudn nay d6i khi khang hoan toan.

Cac tu cau vang khang methicilin, Staphylococcus saprophyticus, Enterococcus, Pseudomonas

aeruginosa, Pseudomonas spp., Clostridium difficile, Bacteroides fragilis, Listeria, Mycoplasma

pneumoniae, Chlamydia va Legionella pneumophili thuong khang hoan toan cac cephalosporin.

Cefpodoxim & trén thi truong 1a dang thubc udng cefpodoxim proxetil (ester cia cefpodoxim).

Cefpodoxim proxetil it tic dung khang khuan khi chwa duge thity phan thanh cefpodoxim trong

co thé. Cefpodoxim proxetil dugc hip thu qua dudng tiéu héa va duoc chuyén hoa boi céc

esterase khong dac hiéu, co thé tai thanh rudt, thanh chét chuyén hoa cefpodoxim c6 tac dung. '3._.‘
1

Cic dac tinh dwge dong hoc: ‘]

Kha dung sinh hoc cua cefpodoxim khoang 50%. Kha dung sinh hoc nay ting I1én khi dung

cefpodoxim cung v6i thire dn. Nira doi huyét thanh cua cefpodoxim la 2,1 - 2,8 gi¢r d6i voi nguoi

bénh ¢6 chirc nang thén binh thuong. Nura doi huyét thanh tang 1én dén 3,5 - 9,8 gid & ngudi bi

thiéu nang than. Sau khi udng mot liéu cefpodoxim, & ngudi 16n khoé manh c6 chirc niang than

binh thuong, ndng d6 dinh huyét trong dat dugc trong vong 2 - 3 gid va ¢ gia tri trung binh 1.4

microgam/ml, 2,3 microgam/ml, 3,9 mlcrogam/ml d6i voi céc liéu 100 mg, 200 mg, 400 mg.

Khoang 40% cefpodoxim lién két voi protein huyet twong. Thude duoc thai trir dudi dang khéng

thay déi qua loc ctia cdu than va bai tiét cia 6ng than. Khoang 29 - 38% liéu dung dugc thai trr

trong vong 12 gid ¢ ngudi 16n ¢6 chire ndng than binh thuong. Khong xay ra bién ddi sinh hoc & ""f\eo

than va gan. Thudc bi thai loai & murc do nhat d)ﬂh*ﬁl ﬂ'ih; tach mau. % i %

Trinh bay: Hop 1 vi x 10 vién
Bdo quan: ¢ noi kho réo, nhiét d6 dudi 30°C, franl;l énh sang
Han dung: 2 nim ké tir ngay san xuét. Kh ng dung thud

Tiéu chuan: USP 33 \
Canh bao: . A\ 7 ) -% .
- Khong dung qua liéu. %'E:uc TRUONG }Q L5
- Gii th uoc ngodi tim tay tré em. Q{“» ,
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