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Thubc ban theo dan

Cefpodoxim

Composition:

Each film coated caplet contains:
Cefpodoxim (as Cefpodoxim proxetil) 100mg
Excipients Q.5........ccuccvineniinns 1 caplet.

Indications, contra-indi ions, d
administration:

Please refer to enclosed package insert.
Storage:

In a dry and cool place, below 30°C,
protect from direct sunlight.
Specification:

In house.

Keep out of reach of children.
Fead the package insert carefully betore use.
Nhd sdn xdt:

u- P CONG TY TNHH US PHARMA USA

us PHARMAUsa LD BY - 10, Budng D2, KCN Tay Bdc Ci Chi, Tp.HCM,

(dudi dang Cefpodoxim proxetil) 100mg

Thanh phén:

M&i vién nén dai bao phim chua:

Cefpodoxim (dusi dang Cefpodoxim proxetil) 100mg

LE: (70 [V S——— -1

Chi djnh, chéng chi dinh, liéu ding,
cdch dung:

Xem t& hudng dén sl dung bén trong hép.

Bao quan:

Ngi khé thoang, nhiét dé dudi 30°C,
tranh anh sang.

Tiéu chuén:
Tiéu chudn co sd.

B4é xa tm tay é em
Boc ki huong diin s dyng trudc khi dung.

SPK (Reg. No.):

S6 18 SX (Batch No.):
Ngay SX (Mfd.):

HD (Exp.):
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CEFPODOXIM 100-US

Vién nen bao phim Cefpodoxim 100mg

gng Cefpodoxim proxetil) 100mg

Sl B

esi stearat, Aerosil, Hydroxypropylmethyl cellulose 606, Hydroxypropylmethyl cellulose 615,

Titan dioxyd, Dau thiu diu.

Phén loai : Khdng sinh cephalosporin thé hé 3.

Dugc luc, co ché& tic dung

Cefpodoxim 12 khdng sinh cephalosporin thé hé 3. G nhitng nudc c6 ty 1& khdng khdng sinh thdp,
Cefpodoxim ¢6 d6 bén vitng cao trude sy tdn cong clia cdc beta - lactamase, do cdc khudn Gram 4m va

Gram dudng tao ra.

Vé nguyén tic, Cefpodoxim ¢6 hoat lyc d6i vdi cdu khuin Gram dwong nhv ph& cidu khudn
(Streptococcus pneumoniae), cdc lién ciu khudn (Streptococcus) nhém A,B,C, G va véi cdc tu cau khuin
Staphylococcus aureus, S. epidermidis c6 hay khong tao ra beta - lactamase. Tuy nhién, thudc khéng c6
tdc dung chdng cdc tu cdu khudn khdng isoxazolyl - penicillin do thay ddi protein gin penicillin (ki€u |
khdng clia tu cdu vang khdng methicilin MRSA). Kiéu khdng khdng sinh MRSA nay dang phat trién ngay

cang ting ¢ Viét Nam.

Cefpodoxim ciing ¢6 tdc dung d6i véi cdc cdu khudn Gram am, cdc tryc khudn Gram duong va Gram dm.
Thudc ¢6 hoat tinh chéng cdc vi khudn Gram 4m giy bénh quan trong nhu E. coli, Klebsiella, Proteus
mirabilis va Citrobacter.

Tuy nhién & Viét Nam, cdc vi khudn nay ciing khdng c4 cephalosporin thé hé 3. Van dé nay cin lwu ¥ vi
d6 12 mot nguy co thit bai trong diéu tri.

Ngudgc lai v8i cdc cephalosporin loai uéng khdc, Cefpodoxim bén vitng d6i véi beta - lactamase do Hae f‘nlrm (CH N
mophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra, Tuy vdy nhdn xét nay cling chuva dug 1,*‘ US PH,
theo ddi c¢6 hé thong ¢ Viét Nam va hoat luc clia Cefpodoxim cao hon dén mitc dd nao so véi hoat luc ‘\(\(\
clia cdc cephalosporin udng khdc ciing chua rd. D Qfl’z’iﬁi
Cefpodoxim it tdc dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va Clostridium -
perfringens. Cdc khuin nay doi khi khdang hoan toan.

Céc tu ciu vang khdng methicilin, Staphylococcus saprophyticus, Enterococcus, Pseudomonas aeruginosa,
Pseudomonas spp., Clostridium difficile, Bacteroides fragilis, Listeria, Mycoplasma pneumoniae,
Chlamydia va Legionella pneumophili thudng khdng hoan toan cdc cephalosporin.

Dugc dong hoc

Cefpodoxim @

cmram

§ trén thi trudng 12 dang thubc udng Cefpodoxim proxetil (ester cia Cefpodoxim).
Cefpodoxim proxetil it tdc dung khdng khuin khi chua dudc thiy phin thanh Cefpodoxim trong cd thé.
Cefpodoxim proxetil duge hip thu qua dudng ti€u héa va duge chuyén héa bdi cdc esterase khong dic

hiéu, c6 thé tai thinh rudt, thinh chit chuyén héa Cefpodoxim ¢6 tic dung. .
Khé dung sinh hoc ctia Cefpodoxim khodng 50%. Khd dung sinh hoc nay ting 1€n khi dang Cefpodoxim "%
ciing vdi thitc in. Nita ddi huy€t thanh cia Cefpodoxim 12 2,1 - 2,8 gi d6i v6i ngudi b¢nh cé chic ning

thin binh thudng. Nita ddi huy&t thanh ting 1én dén 3,5 - 9,8 gid & ngudi bi thi€u ning thin. Sau khi udng

mot lidu Cefpodoxim, & ngudi 16n khoé manh ¢6 chifc ning thin binh thudng, ndng do dinh huy&t twong

dat dudc trong vong 2 - 3 gid va ¢6 gid tri trung binh 1,4 microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml

ddi vdi cdc liéu 100 mg, 200 mg, 400 mg.

Khoing 40% Cefpodoxim lién k&t véi protein huyé&t twong. Thudc dugc thdi trir dudi dang khong thay doi

qua loc clia cAu thin va bai (i€t ciia 6ng thin. Khodng 29 - 38% licu dung dugc thii trif trong vong 12 gid

& ngudi 16n ¢6 chifc ning thin binh thudng. Khong xdy ra bi€n ddi sinh hoc & thin va gan. Thudc bi thii

loai & mitc d6 nhit dinh khi thim tdch mdu.
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Cefpodoxim dugc ding dudi dang udng d€ diéu tri cdc bénh tf nhe dén trung binh & dudng ho hip dudi,
ké cd viém phdi cdp tinh mdc phdi & cong ddng do cdc ching Streptococcus pneumoniae hoic
Haemophilus influenzae nhay cdm (k€ ¢ cdc chiing sinh ra beta - lactamase), dot kich phat cdp tinh clia
viém ph€ qudn man do cdc chiing S. pneumoniae nhay cidm va do cdc H. influenzae hoic Moraxella
(Branhamella, truGce kia goi 1a Neisseria) catarrhalis, khong sinh ra beta - lactamase.

Pé diéu tri cdc nhi€ém khuin nhe vi vira & dudng hd hap trén (thi du dau hong, viém amidan) do
Streptococcus pyogenes nhay cam, Cefpodoxim khong phdi 12 thudc duge chon wu tién, ma ding hon 12
thudc thay th€ cho thude diéu tri chd y&u (thi du penicillin). Cefpodoxim ciing ¢6 vai trd trong diéu tri
bénh viém tai gilta cip do cdc chiing nhay cdm S. pneumoniae, H. influenzae (k€ ca cic chiing sinh ra beta
- lactamase) hodc B. catarrhalis.

Cefpodoxim ciing dugc ding d€ diéu tri nhiém khuin dudng ti€t niéu thé nhe va vira, chura ¢6 bién chitng
(viém bang quang) do cdc ching nhay cdm E. coli, Klebsiella pneumoniae, Proteus mirabilis, hoic
Staphylococcus saprophyticus.

Mot liéu duy nhat 200 mg Cefpodoxim dugc dung d€ diéu tri bénh 1iu cip, chua bi€n chitng, & ndi mac
¢6 tif cung hodc hiu mén - tryc trang ctia phy ni¥ va bénh liu & niéu dao cla phu nif va nam gidi, do cdc
ching c6 hoic khong tao penicillinase cla Neisseria gonorrhoea.

Cefpodoxim ciing dugc dung dé diéu tri nhiém khudn thé nhe d€n vira chua bi€n ching & da va cdc 8
chitc da do Staphylococcus aureus c¢6 tao ra hay khong tao ra penicillinase va cdc ching nhay cdm cila
Streptococcus pyogenes.

Doc ky hudng dén sit dung trude khi ditng. Néu cdn biét thém théng tin, xin héi y kién bdc si.

Thuéc nay chi diing theo su ké don ciia thdy thuéc. \/

Liéu lugng va cdch dung

Nguwi lon va tré em trén 13 tudi:

Pé diéu tri dgt kich ph4t cAp tinh clia viém ph&€ quin man hoic viém phdi cip tinh thé nhe dén vira mic
phdi clia cong dong, liéu thudng diing clia Cefpodoxim 12 200 mg/lan, ¢t 12 gid mdt lan, trong 10 hodc 14
ngay (uong ung.

P4i vdi viém hong va/hodc viém amidan thé nhe dén vira hodc nhiém khuin dudng ti€t niéu thé nhe
hodc vira chua bi€n chitng liu Cefpodoxim 12 100 mg mdi 12 gid, trong 5 - 10 ngay hodc 7 ngay tudng
ung.

D4i vdi cdc nhiém khuin da va cdc t6 chifc da thé nhe va vira chua bién chitng, liéu thudng ding 1a 400
mg mdi 12 gid, trong 7 - 14 ngay.

P& diéu tri bénh lau niéu dao chua bién chifng ¢ nam, nir va cdc bénh ldu hiu moén - tryc trang va ndi
mac ¢§ tit cung & phu nit: Diing 1 liéu duy nhdt 200 mg Cefpodoxim, ti€p theo 1a diéu tri bing doxycyclin
udng dé€ dé phong c6 ¢a nhiém Chlamydia.

Tré em:

Pé& diéu tri viém tai gitta cAp & tré em i 5 thdng d&€n 12 nim tudi, ding liéu 5 mg/kg (181 da 200 mg)
Cefpodoxim mdi 12 gi¥s, hoic 10 mg/kg (161 da 400 mg) ngay mot 1dn, trong 10 ngdy. BE diéu tri viém
ph& quin/viém amidan thé nhe va vira & tré em 5 thing d€n 12 wdi, lidu thudng ding 1a 5 mg/kg (161 da
100 mg) mdi 12 gid, trong 5 - 10 ngay.

Dé diéu tri cdc bénh nhiém khuidn khdc cho tré dudi 15 ngay tudi: Khéng nén ding

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

Tir 6 thang d€n 2 nim: 40 mg/lan, ngdy 2 lan;

Tir 3 tudi d€n 8 tudi: 80 mg/lan, ngay 2 lan;

Trén 9 tudi: 100 mg/lin, ngay 2 lan.

Liéu cho ngudi suy than:

Phéi gidm tuy theo mifc d§ suy thin. P&i vdi ngudi bénh ¢6 do thanh thdi creatinin it hdn 30 ml/ phit, va
khong thim téch mdu, liéu thudng diing, cho cdch nhau cif 24 gid mot lan. Ngudi bénh dang thim tdch
mé4u, udng lidu thudng ding 3 1an/tuin.




Chéng chi dinh: Khong dudhmw%m%meMM/ ng vai cdc cephalosporin va
ngudi bi r8i loan chuyén héa porphyrin.

Thén trong:

Trude khi bit ddu diéu tri bing Cefpodoxim, phdi diéu tra k§ vé tién sit di ing clia ngudi bénh véi
cephalosporin, penicillin hoic thudc khéc.

Can st dung thdn trong d6i v4i nhitng ngudi min cdm véi penicillin, thi€u ning thin va ngudi c6 thai
hodc dang cho con bi.

Lai xe va vAn hanh mdy méc: N&u cim thdy chéng mit sau khi diing thudc nay thi khong nén ldi tau xe
hay van hanh mdy méc.

Tuong tdc thude : Hap thu Cefpodoxim gidm khi ¢6 chat chdng acid, vi vdy tranh ding Cefpodoxim cling
v4i chat chong acid.

Thoi ky mang thai : Chua c6 tai liéu nao néi dén viée sit dung Cefpodoxim trong thdi gian mang thai.
Tuy vdy cdc cephalosporin thudng dudgc coi nhu an toan khi s dung cho ngudi mang thai.

Thai ky cho con bi : Cefpodoxim dugc i€t qua sita me vdi ndng do thdp. Mic di ndng do thap, nhung
vén ¢6 3 van dé s& xdy ra ddi véi tré em bi sita c6 Cefpodoxim: R&i loan hé vi khuin dudng rudt, tdc
dung tryc ti€p dé€n cd thé tré va két qua nudi cdy vi khudn s& sai, néu phdi lam khédng sinh dé khi c6 sot.

Téc dung phu

Thuong gap, ADR > 1/100

Ti€u héa: Budn ndn, ndn, fa chiy, dau bung.

Chung: Pau diu.

Phédn wng di wng: Phdt ban, ndi may day, ngita. \l,’lf ]
It gap, 1/1000 < ADR < 1/100

Phdn \ing di @ng: Phdn ng nhw bénh huy&t thanh v4i phdt ban, sot va dau khép va phin @ng phin veé.
Da: Ban d6 da dang.

Gan: R6i loan enzym gan, viém gan va vang da & mit tam thdi.

Hiém gdp, ADR < 1/1000

M4u: Ting bach ciu va eosin, r6i loan vé m4u.

Thén: Viém thin ké c6 hdi phuc. '
Thén kinh trung wong: Tidng hoat dong, bi kich dong, khé ngd, 14 14n, ting trudng luc va chéng mit ho
mit.

Huéng din cdch xi tri ADR : Ngirng diéu tri bing Cefpodoxim.

Théng bdo cho Bdc sy nhitng tdac dung khong mong muén gdp phdi khi si dung thuéc.

Qui liéu va cdch xif tri

Qui4 liéu ddi vdi Cefpodoxim proxetil chua duge bdo cdo. Triéu chitng do dung thudc qud liéu ¢6 thé g6m
c6 budn nén, non, dau thugng vi va di tiu chdy. Trong trudng hdp ¢6 phanaing nhiém doc ning né do
diing qud liéu, thim phin m4u hay thim phin phic mac ¢6 thé gidip loa'i"bé Cefpo Oxim ra khéi cd thé,
dic biét khi chitc nang thin bi suy gidm.

Dang trinh bay : vi 10 vién, hop 1 vi
Tiéu chufin : Tiéu chuin cd sd.

Han ding : 36 thing k& tir ngay sdn xut. _
Bio quin : Bio quin thudc & ndi khd, thodng, nhiét do dudi 30°C, tranh &
Dé thubc xa tdm tay tré em.

Nha sdn xuit:

Cong Ty TNHH US PHARMA USA

L6 Bl - 10, Pudng D2, Khu céng nghiép Tdy Bidc Ci Chi — TP. H5 Chi Minh — Viét Nam.
Moi thdc mdc va théng tin chi tiét, xin lién h¢ vé s di¢n thogi 08 37908860-08 37908861




