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MAU HOP

Hop 1 vi x 10 vién nén bao phim
THUGC BAN THEO

GMP - WHO

CEFPODOXIM 100mg

CEFPODOXIM PROXETIL TUONG BUGNG CEFPODOXIM 100mg

@ DOPHARMA

CEFPODOX|M 100mg |

" CEFPODOXIM 100mg

CONG THUC: SBK:

Cefpodoxim proxetil tuong duang Cefpodoxim. ... 100mg  Tiéu chudn: TCCS
Téa dutic: Dicalel phosphat, Eratab, Avicel,

PVP, Magnesi stearat, Hypromeliose, PEG 6000, NSX:

Titan dioxyd, Talc, Ethanol 96°........vd 1 vién nén bao phim S8 16 SX:

Chi dinh, Ch&ng chi dinh, Lidu qung -cachdungvacac  yp-

théngtin khéc.....

Xin doc trong t3 hudng dén st dung bén trong hip.
)
BAO QUAN: CTCP DUQC PHAM TRUNG UONG 2 - DOPHARMA
Noi khé, nhiét 40 dudi 30°C, tranh anh sang. 9 Trén Thanh Tong - Q.Hai Ba Trung - Ha Néi - Vigt Nam
San xuét tai:
DE XA TAM TAY CUA TRE EM L0 27, KCN QUANG MINH - ME LINH - psRE - e i
) 13

aoc KY HUONG DAN str nuns muﬂc KHI DUNG DT: 04.20474126
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MAU TO HUGNG DAN SU DUNG THUOC

@ THUGC BAN THEQ BON

DE XA TAM TAY CUA TRE EM

DOC KY HUONG DAN SUDUNG THUSC TRUOC KHI DUNG
THUGC NAY CHI DUNG THEO BON CUA BAC ST

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC ST

@Qién nén bao phim

CEFPODOXIM

TRINH BAY: Hép 1 vi x 10 vién nén bao phim Cefpodoxim 100mg.
Hop 1 vix 10 vién nén bao phim Cefpodoxim 200mg.

CONG THUC:

- Vién nén bao phim Cefpodoxim 100mg:

Cefpodoxim proxetil twong tieong Cefpodoxim khan.............c..ccevve.

Ta dweec: (Dicalci phosphat, Eratab, Avicel, PVP,

Magnesi stearat, HPMC, PEG, Talc)............c.cceurn.o.. V@ 1 Vién nén bao phim

- Vién nén bao phim Cefpodoxim 200mg:

Cefpodoxim proxetil twong tuong Cefpodoxim khan.........ccovvvveveenns 200mg

Ta dwgec: (Dicalci phosphat, Eratab, Avicel, PVP,

Magnesi stearat, HPMC, PEG, Talc)........c.cocovvvvrvenenes vd 1 vién nén bao phim

CAC BAC TINH TAC DUNG:

Céc dic tinh dupe lue hoc:

Cefpodoxim |a khang sinh cephalosporin thé hé 3. Cefpodoxim cé d6 bén vitng

cao trde suf tin cong clia cac beta - lactamase, do cac khudn Gram am va

Gram dudngtaora.

V& nguyén tic, cefpodoxim cé hoat luc d&i véi cdu khudn Gram duong nhu phé

céu khudn (Streptococcus pneumoniae), cac lién cdu khudn (Streptococcus)

nhémA,B,C, G va vdi cac tu cu khudn Staphylococcus aureus, S. epidermidis

cb hay khéng tao ra beta - lactamase. Tuy nhién, thudc khéng c6 tac dung

chéing cac tu ciu khufn khang isoxazolyl - penicilin do thay d6i protein gén

penicilin (ki€u khang clia tu cdu vang khang methicilin MRSA).

Cefpodoxim cling cé tac dung d&i véi cac cau khudn Gram am, cac tnsc khudn

Gram duong va Gram am. Thudc ¢ hoat tinh chéng cac vi khudn Gram am

gay bénh quan trong nhu E. coli, Klebsiella, Proteus mirabilis va Citrobacter.

Ngudc lai véi cac cephalosporin loai uéng khac, cefpodoxim bén vimng déi véi

beta - lactamase do Haemophilus influenzae, Moraxella catarrhalis va

Neisseriasinhra.

Cefpodoxim it tdc dung trén Proteus wvulgaris, Enterobacter, Serratia

marcesens va Clostridium perfringens. Cac khudn nay déi khi khang hoan

toan.

Cac tu cdu vang khang methicilin, Staphylococcus saprophyticus,

Enterococcus, Pseudomonas aeruginosa, Pseudomonas spp., Clostridium

difficile, Bacteroides fragilis, Listeria, Mycoplasma pneumoniae, Chlamydia

va Legionelia pneumophilithuong khang hoan toan cac cephalosporin.

Cdc déc tinh duge déng hoc:

Cefpodoxim proxetil it tac dung khéng khu&n khi chua duge thity phan thanh

cefpodoxim trong cd thé. Cefpodoxim proxetil duge hdp thu qua dudng tiéu

héa va dude chuyén héa bdi cac esterase khéng dac hiéu, c6 thé tai thanh rudt,

thanh chétchuyén héa cefpodoxim cé tac dung.

Kha dung sinh hoc clia cefpodoxim khoang 50%. Kha dung sinh hoc nay tang

lén khi ding cefpodoxim cling véi thif'c &n. Nira ddi huyét thanh cla

cefpodoxim 1a 2,1 - 2,8 gid d6i vai ngudi bénh cb chitc n&ng than binh thudang.

Nira d&i huyét thanh ting 1&n dén 3,5 - 9,8 gid & ngudi bi thiu nang than, Sau

khi udng mét liéu cefpodoxim, & ngudi I6n khoé manh cé chlic nang than binh

thudng, néng d6 dinh huyét tuong dat dudc trong vong 2 - 3 gid va co gia tri

trung binh 1,4 microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml déi vdi cac

liéu 100 mg, 200 mg, 400 mg.

Khoang 40% cefpodoxim lién k&t véi protein huyét tuong. Thudc dudc thai trif

dudi dang khéng thay ddi qua loc clia cAu thén va bai tigt clia 8ng than. Khoang

29 - 38% lidu ding dudc thai trir trong vong 12 gid & ngudi I6n cé chifc nang

than binh thugng. Khang xay ra bién ddi sinh hoc & than va gan. Thudc bj thai

loai @ mitc d6 nh&t djnh khi thdm tach méau.

CHIi BINH:

Cefpodoxim la mdt khang sinh thude nhém cephalosporin thé hé 3. Thudc

dudgc chi djnh trong diéu tri cac trudng hop nhiém khudn gay ra bdi cac vi khudn

nhay cam, bao gém:

- Nhi&m khuén duong ho hdp trén thé nhe dén trung binh: Viém xoang cép,

viém tai gita, viém amidal, viém hau hong.

- Nhiém khudn duding hé hap dudi thé nhe dén trung binh: Viém phé quan,

viém phdi cap tinh va giai doan c4p tinh clia viém phdi man, viém phdi méc phai

tai cdng déng.

- Nhiém khudn duéng tiét niéu thé nhe va vira, chua cé bién chitng (viém bang

quang).

- Bénh lau ciu cép, chua co bi

tryc trang cla phu nirva bep.h'lﬁ’_lﬁc': n_‘f,u { e
& nhe; de

100mg

ac tl cung ho#c & hau mén -
nifva nam gidi.

LIEU LUGNG VA CACHDUNG:

Ngudi lén vé tré em trén 13 tudi:

- D& diéu tri dot kich phat cdp tinh cla viém phé quan man hosc viém phdi

cép tinh thé nhe dén vira méc phai cla cong déng: 200 mg/ldn/12 gid, trong

10 ho#c 14 ngay tuong (ing. |

- D6i véi viém hong va/ho#c viém amidan thé nhe dén vifa ho3c nhiém

khu&n dudng tiét niéu thé nhe hoac vifa chua bién chitng: 100 mg/lan/12 gid,

trong 5 - 10 ngay ho#c 7 ngay tudng (ing.

- Déi véi cac nhiém khudn da va cac 1§ chiic da thé nhe va vita chua bién

chifng: 400 mg/l&n/12 gid, trong 7 - 14 ngay.

- D€ diéu tri bénh lau niéu dao chua bién chimg & nam, nif va cac bénh l5u

héu mén - truc trang va néi mac c8 tif cung & phu nir: Dling 1 liu duy nhat

200 mg cefpodoxim.

Tréem:

- Pé diutrj viém tai gilta cdp & tré em tit 5 thang dén 12 nam tudi, ding lidu5 |

mag/kg (t8i da 200 mg) cefpodoxim méi 12 gié, ho&c 10 mg/kg (t6i da 400 mg)

ngay mét ldn, trong 10 ngay.

- Dé didu trj viém phé& quan/viém amidan thé nhe va vifa d tré em 5 thang dén

12 tudl, liéu thudng ding la 5 mg/kg (i da 100 mg) méi 12 gid, trong 5 - 10

ngay.

-Dé diéu tri cac bénh nhiém khudn khac:

+Tré dudi 15 ngay tudi: Khéng nén diing.

+Tré tir 15 ngay dén 6 thang: 8 mg/kg/ngay, chia 2 1an;

+Trétir6 thang dén 2 nam: 40 mg/lan, ngay 2 Ian;

+Tré tir3 tudi dén 8 tudi: 80 mg/lan, ngay 214n;

+Trétrén 9tudi: 100 mg/ldn, ngay 2 1an.

Liéu cho ngudi suy than:

- B&i vdi ngudi bénh c6 d5 thanh thai creatinin it han 30 ml/ pht, va khong

thdm tach mau: liéu thudng dung, 118n/24 gid.

- Béi véi ngudi bénh cb dé thanh thai creatinin it hon 30 ml/ phit, va dang

thdm tach mau: liéu thudng ding, 3 Idn/tudn.

CHONG CHIBINH:

Ngudi bénh man cam véi khang sinh nhém cephalosporin va ngudi bj réi

loan chuyén hoa porphyrin.

TUONG TAC VI CAC THUGC KHAC: |

Céac chat chéng acid lam gidm hap thu Cefpodoxim, vi véy franh ding |

cefpodoxim cling véi chat chéng acid. |

NHUNG LUU Y DAC BIET VA CANH BAO KHIDUNG THUGC:

Trudc khi bat ddu diéu tri bAng Cefpodoxim, phai diéu tra ky vé tién sirdi ing

cila ngudi bénh vdi cephalosporin, penicilin ho#c thuée khac.

Cén than trong trong s dung thudc déi véi nhilg ngudi mén cam véi

penicilin, thiéu nang than va ngudi co thai hosic dang cho con bi.

TAC DUNG KHONG MONG MUON:

- Thuding g&p: Budn nén, nén, ia chay, dau bung; dau ddu, phatban, ndi may

day, ngifa.

-itgép:

+Phan (ing nhu bénh huyét thanh véi phat ban, s&t va dau khdp, phan (mg

phanvé.

+Da: ban dé da dang.

+Gan: réi loan enzym gan, viém gan va vang da (f méat tam thoi.

-Hiém gap:

+Mau: Tang bach ciu ua eosin, rdi loan vé mau.

+Théan; viém than k& cé hdi phuc.

+Thén kinh trung vong: Tang hoat dong, bi kich déng, khé ngd, I 1an, tang |

truong lucva chéng mat hoa mét,
|

Théng béo cho béc si nhilng téc dung khéng mong muén gép phai khi sir
dung thuéc.
sUf DUNG CHO PHU NI’ CO THAI VA CHO CON BU:
- Chua cé tai liéu nao ndi dén viéc st dung Cefpodoxim & phu nif mang thai,
vivay chi sirdung Cefpodoxim trén ngudi mang thai khi that can thigt.
- Cefpodoxim bai tiét trong sita me & néng dé thap, nén tam ngitng cho con
b trong thai gian diing thuSc khi thdy tré c6 d&u hiéu réi loan hé vi khuén
dudng rudt.
TAC BONG CUA THUBC KHI LAI XE HOAC VAN HANH MAY MOC:
Chua duge ghi nhan.
sU' DUNG QUA LIEU:
Ngung diéu tri bing Cefpodoxim khi ¢ phan (g khéng mong muén xay ra.
BAO QUAN: Nai khé, nhiét d dudi 30°C, tranh &nh sang.
HAN DUNG: 36 thang ké tir ngay san xuat

Khéng ding qué thai han ghi trén bao bi
TIEU CHUAN: TCCS

CONG TY CO PHAN DUOC PHAM TRUNG UONG 2
9 Tréin Thanh Téng - Q. Hai Ba Trung - Ha N&i - Viét Nam

San xuét tai:
L& 27, KCN Quang Minh - Mé& Linh - Ha N&i - Viét Nam
DT: 04.20474126
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