https://trungtamthuoc.com/ | 4‘02{ /
0%

WHO - GMP

BO Y|TE
CUC QUAN LY DUQC
DA PHE DUYET |§

Lan dz‘iu:,(li./..
(42lgl14)

) | Ounp ueH/ s 01 08




https://trungtamthuoc.com/

RK Thiadc bin theo dan

WHO - GMP

Pedolas
 Cefpodoxim 200mg

D& xa tdm tay tré em

l ! ‘P Doc ki hudng dén s0 dung trudc khi ding

US PHARMA USA 2 vi x 10 vién nén dai bao phim

Pedolas

{"dx3) Bunp uey

pi) xs hebn

('oN yaeg) XS 91 95

(on ‘Bay) was

u:P Manufaciurer US PHARMA USA COMPANY LIMITED u$ Nha sdn culit Cong Ty TNHH US PHARMA USA
L& B1-10, Dutng D2, KCN Thy Bic Cd Chi, TP HCM.

Lot B1-10, D2 Sirest, Tay Bac Cu Chi industrial Zone, HCMC
U PrARMA i ey

Pedolas

S



PEDOLAS 200
Vién nén dai bao phim Cefpodoxim 200mg

[ 1”\.f1’fi:n nég,

\ o?eefpodmxf'_“ Adudi dang Cefpodox1m proxetil) 200mg

g e icrocrystallin cellulose M101, Natri starch glycolate, Natri laurylsulfat, Talc, Magnesi stearat,
Aerosﬂ Hydroxypropylmethyl cellulose 606, Hydroxypropylmethyl cellulose 615, Titan dioxyd, D4u thiu
dau.
Phén loai : Khédng sinh cephalosporin thé hé 3.
Dugc luc, co ché€ tic dung
Cefpodoxim 1a khdng sinh cephalosporin thé€ hé 3. G nhitng nude c6 ty 1é khdng khdng sinh thdp,
Cefpodoxim ¢6 do bén vitng cao trudc sy tdn cong ciia cdc beta - lactamase, do cdc khudn Gram 4m va
Gram dudng tao ra.
V& nguyén tic, Cefpodoxim c¢6 hoat Ivc dGi v6i cdu khuin Gram duong nhu ph& ciu khufn
(Streptococcus pneumoniae), cdc lién cau khudn (Streptococcus) nhém A,B,C, G va vdi cdc tu ciu khudn
Staphylococcus aureus, S. epidermidis c6 hay khong tao ra beta - lactamase. Tuy nhién, thusc khong c6
tdc dung chdng cdc tu cau khuidn khdng isoxazolyl - penicillin do thay ddi protein gin penicillin (kiéu
khdng ctia tu cdu vang khdng methicilin MRSA). Ki€u khdng khang sinh MRSA nay dang ph4t trién ngay
cang tang ¢ Viét Nam.
Cefpodoxim ciing ¢6 tdc dung d6i véi cdc cdu khudn Gram am, cdc trirc khuidn Gram duong va Gram 4m.
Thudc ¢6 hoat tinh chéng cdc vi khudn Gram 4m gdy bénh quan trong nhu E. coli, Klebsiella, Proteus
mirabilis va Citrobacter.

Tuy nhién ¢ Viét Nam, cdc vi khudn ndy ciing khdng cd cephalosporin th€ hé 3. Van dé nay cin Iuu § vi | 5|

d6 12 mot nguy cd that bai trong diéu tri.

Ngudc lai v3i cdc cephalosporin loai uéng khac, Cefpodoxim bén vitng d6i véi beta - lactamase do Hae-
mophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra. Tuy vy nhdn xét ndy ciing chua dudc
theo ddi ¢6 hé thong & Viét Nam va hoat lyc ctia Cefpodoxim cao hdn dén mitc d6 nao so véi hoat luc
clia cdc cephalosporin uéng khic ciing chua ro.

Cefpodoxim it tdic dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va Clostridium
perfringens. Cdc khudn nay d6i khi khdang hoan toan.

Cédc tu cau 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 & trén thi trudng 12 dang thudc udng Cefpodoxim proxetil (ester ctia Cefpodoxim).
Cefpodoxim proxetil it tic dung khdng khudn khi chwa dudc thity phan thanh Cefpodoxim trong co thé.
Cefpodoxim proxetil dugc hip thu qua dudng tiéu héa va dudc chuyén héa bdi cdc esterase khong dic
hiéu, c6 thé tai thanh rudt, thanh chat chuyén héa Cefpodoxim c6 tdc dung.

Khé dung sinh hoc clia Cefpodoxim khodng 50%. Khd dung sinh hoc nay ting Ién khi dung Cefpodoxim
cling véi thifc in. Nita d¥i huyét thanh clia Cefpodoxim la 2,1 - 2,8 gid d6i véi ngudi bénh ¢ chifc ning
than binh thudng. Nita ddi huy€t thanh ting 1én dén 3,5 - 9,8 gid & ngudi bi thi€u ning than. Sau khi udng
mot liéu Cefpodoxim, & ngudi 16n khoé manh ¢6 chifc ning thin binh thudng, ndng dé dinh huyét twong
dat dugc trong vong 2 - 3 gid va c6 gid tri trung binh 1,4 microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml
d6i véi cdc liéu 100 mg, 200 mg, 400 mg.

Khodng 40% Cefpodoxim lién két vdi protein huyét twong. Thudc dudc thai trir dudi dang khong thay ddi
qua loc clia cdu than va bai i€t clia 6ng than. Khodng 29 - 38% li€u dung dudc thdi trif trong vong 12 gid
& ngudi 16n ¢6 chitc ning thin binh thudng. Khong x4y ra bi€n ddi sinh hoc & than va gan. Thudc bj thdi
loai & mifc @9 nhat dinh khi thdm tdch méu.
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Cefpodoxim dudc ding dudi dang udng dé diéu tri cdc bénh tit nhe dén trung binh & dudng ho hap dudi,
k€ cd viém phéi cap tinh mic phii & cong ddng do céc ching Streptococcus pneumoniae hoic
Haemophilus influenzae nhay cdm (k€ cd cdc ching sinh ra beta - lactamase), dgt kich ph4t c4p tinh ciia
viém ph€ qudn man do cdc ching S. pneumoniae nhay cim va do cdc H. influenzae hodc Moraxella
(Branhamella, truSc kia goi 1a Neisseria) catarrhalis, khong sinh ra beta - lactamase.

bé diéu tri cdc nhiém khudn nhe va vita & dudng ho hap trén (thi du dau hong, viém amidan) do
Streptococcus pyogenes nhay cdm, Cefpodoxim khong phdi 1a thudc dugc chon wu tién, ma ding hon 1a
thudc thay th€ cho thudc diéu tri chii y&u (thi du penicillin). Cefpodoxim ciing ¢6 vai trd trong diéu tri
bénh viém tai giita cdp do cdc ching nhay cdm S. pneumoniae, H. influenzae (k€ ci cdc ching sinh ra beta
- lactamase) hoic B. catarrhalis.

Cefpodoxim ciing dugc dang d€ diéu tri nhiém khudn dudng ti€t niéu thé nhe va vira, chita ¢6 bi€n chitng
(viém bang quang) do cdc chiing nhay cdm E. coli, Klebsiella pneumoniae, Proteus mirabilis, hoic
Staphylococcus saprophyticus.

Mot liéu duy nhit 200 mg Cefpodoxim dudc ding d€ diéu tri bénh 1iu c4p, chua bién ching, & nodi mac
¢0 tlf cung hodc hdu mén - tryc trang cla phu ni va bénh ldu & niéu dao ctia phu nit va nam gidi, do cdc
chiing ¢6 hodc khong tao penicillinase ctia Neisseria gonorrhoea.

Cefpodoxim ciing dugc ding d€ di€u tri nhiém khuin thé nhe dén vira chua bi€n chitng & da va cdc t8
chic da do Staphylococcus aureus c6 tao ra hay khéng tao ra penicillinase va cdc chiing nhay cdm cida
Streptococcus pyogenes.

Doc k§ hudng dan sii dung truéc khi diing. Néu cdn biét thém thong tin, xin héi y kién bdc si. —
Thuée nay chi ding theo su ké don ciia thdy thubc. 97095,
Liéu lugng va cdch ding NG TY
Nguoi lon va tré em trén 13 tudi: HHIEW KU

Dé di€u tri dgt kich phét cdp tinh clia viém ph€ quin man hodc viém phdi cap tinh thé nhe dén vira mic | siHh%ﬂU
phéi clia cong ddng, li€u thudng dung cla Cefpodoxim 1a 200 mg/lan, ¢ 12 gid mdt ldn, trong 10 hoic 14 ,
ngay tudng Wng. e
D4i v6i viém hong va/hodc viém amidan thé nhe dén vira hodc nhiém khuin dudng ti€t niéu thé nhe —
hodc vira chua bi€n ching li¢u Cefpodoxim 1a 100 mg mdi 12 gid, trong 5 - 10 ngay hodc 7 ngiy tudng

ing.

P&i vdi cdc nhiém khudn da va cdc t6 chifc da thé nhe va vira chua bi€n ching, liéu thudng ding 1a 400

mg mdi 12 gid, trong 7 - 14 ngay.

Pé€ diéu tri bénh l4u niéu dao chua bi€n chitng & nam, nit v cdc bénh ldu hdu modn - tryc trang va ndi

mac ¢6 tif cung & phu nit: Ding 1 liéu duy nhi't 200 mg Cefpodoxim, ti€p theo 1a diéu tri bing doxycyclin >
udng dé dé phong c6 cd nhiém Chlamydia.
Tré em:

Pé diéu tri viém tai giita cdp & tré em tir 5 thing d&n 12 nidm tudi, ding liéu 5 mg/kg (16i da 200 mg)
Cefpodoxim mdi 12 gid, hodc 10 mg/kg (18i da 400 mg) ngdy mot lan, trong 10 ngay. PE diéu tri viém :
ph€ quan/viém amidan th€ nhe va vira & tré em 5 thdng dé€n 12 tudi, liéu thudng ding 1a 5 mg/kg (t6i da p
100 mg) mdi 12 gid, trong 5 - 10 ngay.

Dé diéu tri cdc bénh nhiém khudn khéc cho tré dudi 15 ngay tudi: Khong nén ding

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

Tix 6 thdng d€n 2 nim: 40 mg/lan, ngay 2 lan;

Tir 3 tudi dén 8 tudi: 80 mg/lan, ngay 2 lan; \-]/
Trén 9 tudi: 100 mg/lan, ngay 2 lan.

Liéu cho nguoi suy thdn: |

Phdi gidm tdy theo mifc d6 suy than. DSi v4i ngudi bénh c6 do thanh thdi creatinin it hon 30 ml/ phiit, va

khong thim tdch m4u, liéu thudng ding, cho cdch nhau cif 24 gi mot 1dn. Ngudi bénh dang thim tich

mdu, udng liéu thudng ding 3 lan/tuan.
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httpsé/ﬁﬁtﬂﬁgﬂﬁﬁﬁl%&OMC dang Cefpodoxim cho nhitng ngudi bénh bi di ¢ng véi cdc cephalosporin va

ngudi bi r6i loan chuyén héa porphyrin.

Thén trong:

Trude khi bt dau di€u tri bing Cefpodoxim, phdi diéu tra ky vé tién sit di ¥ng ciia ngudi bénh véi
cephalosporin, penicillin hoic thudc khéc.

Can sit dung thin trong dGi v6i nhitng ngudi min cim v6i penicillin, thi€u ning thin va ngudi c6 thai
hodc dang cho con bu.

Tuong téc thudc : Hap thu Cefpodoxim gidm khi c6 chat chdng acid, vi vay trdnh diing Cefpodoxim cing
v4i chit chéng acid.

Thoi ky mang thai :Chua c6 tai liéu nao néi dén viéc st dung Cefpodoxim trong thdi gian mang thai.
Tuy vdy cédc cephalosporin thudng dudgc coi nhw an toan khi sit dung cho ngudi mang thai.

Thdi ky cho con bii : Cefpodoxim dugc ti€t qua sita me vdi ndng do thap. Mic du ndng do thip, nhung
vin c6 3 vin dé s& xdy ra ddi vdi tré em bi sita c6 Cefpodoxim: R&i loan hé vi khuin dudng rudt, tic
dung truc ti€p dén cd thé tré va két qua nubi cdy vi khudn sé& sai, néu phdi lam khdng sinh dd khi c6 s6t.
L4i xe va vin hanh mdy méc: Chua c6 bdo cdo vé€ 4nh hudng cla thudc khi sit dung cho ngudi ldi xe
va vin hanh mdy méc.

Téc dung phu

Thuong gdp, ADR > 1/100

Ti€u héa: Bubn ndn, ndn, ia chiy, dau bung.

Chung: Pau dau.

Phén ng di @ng: Phdt ban, ndi may day, ngita.

It gap, 171000 < ADR < 1/100

Phén \ing di ¢ng: Phdn ng nhu bénh huyé&t thanh v6i phdt ban, s6t va dau khdp va phan wng phin vé.

Da: Ban d6 da dang.

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

Hiém gap, ADR < 1/1000 ©
M4u: Ting bach ciu wa eosin, rdi loan vé m4u. ‘\‘LL/
Thin: Viém thin ké& c6 hdi phuc. J

Than kinh trung wong: Ting hoat dong, bi kich dong, khé ngd, 1d 14n, ting trudng luwc va chéng mit hoa
mit.

Huéng din cdch xit tri ADR : Ngirng di€u tri bing Cefpodoxim.

Théng bdo cho Bdc sy nhiing tdac dung khéng mong muén gdp phai khi sit dung thuéc.

Qud liéu va cdch xif tri

Qui4 liéu ddi véi Cefpodoxim proxetil chua dudc béo cdo. Tri¢u chitng do diing thudc qud liéu c6 thé gém
¢6 budn ndn, ndn, dau thugng vi va di tiéu chdy. Trong trudng hgp ¢6 phin ng nhiém ddc ning né do
ding qué liéu, thim phin m4u hay thim phin phic mac c6 thé gitp loai bé Cefpodoxim ra khdi cd thé,
dic biét khi chifc ndng than bi suy gidm.

™

Dang trinh bay : Hop 1 vi x 10 vién, hop 2 vi x 10 vién.
Tiéu chufin : Tiéu chuin cd sd. ._
Han diing : 36 thang k& tif ngdy sin xuit. /"
Bio qudn : Bdo qudn thudc & ndi kho, thodng, nhiét do dudi 30°C, trdnh 4nh sdng.

Dé thubc xa tdm tay tré em.

Nha sdn xuit:

Céng Ty TNHH US PHARMA USA

Lo Bl - 10, Du’dng D2, Khu céng nghlep Tay Bac Cd Ch.l TP. HS Chi Minh — Viét Nam.
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