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MAU NHAN THUOC

1 - NHAN TRUC TIEP TREN DON VI PONG GOI NHO NHAT:
1.1 - Nhan chai:

THANH PHAN: Cetpodoxim 200mg

(dudi dang Cefpodoxim proxetil)  262mg

Th duge vita 8l 1 vién

CHI BINH, CHONG CHI BINH, THAN TRONG, TUONG TAC THUSC, SUf DUNG CHO PHY
N0 COTHAIVA CHO CON BU, TAC DUNG KHONG MONG MUGN, TAC BONG CUA THUSC
~ KHILAIXE VA VAN HANH MAY MGC, GUA LiEU VA XU TR, CAC BAC TINH DUGC LUC
" HOC,DUCC BONG HOC, CACH DUNG-LIEU LUONG:

Xin dge trong 1 hudng dlin s dyng.

BAO QUAN: B nol khd, trinh dnh sdng. Nhigt 0 dudi 30°C.
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2 - NHAN TRUNG GIAN:
2.1 - HOp chai:

VUTU 200
Cefpodoxim 200mg

THANH PHAN:
- Cefpodoxim 200mg
(dugdi dang Cefpodoxim proxetil) 262mg
- Ta dugc vira i 1 vién
CHI BINH, CHONG CHI BINH, THAN
TRONG, TUONG TAC THUGC, sUf DUNG
CHO PHY N CO THAI VA CHO CON BU,
TAC DUNG KHONG MONG MUGON, TAC
DONG CUA THUSC KHI LAI XE VA VAN
HANH MAY MOC, QUA LIEU VA XU TR,
cAC PAC TINH DUJC LYC HOC, DUGC
BONG HOC, CACH DUNG-LIEU LUGNG:
Xin doc trong 18 hudng din sl dung.
BAO QUAN:

Dé nol mo:um 4nh sdng. Nhigt d6 dudi
ao'c.

Hdp 1 chal x 50 vién nang cling

GMP - WHO
si————

Cefpodoxim 200mg

Poc ki huéng din sif dung
trudc khi ding
Dé xa tdm tay tré em

SBK:
TIEU CHUAN: TCCS

CONG TY CPDP TIPHARCO
15 Bc Binh Kiéu, P2,
TP. My Tho, Tinh Tién Giang

Hop 1 chai x 50 vién nang ciing
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Cefpodoxim 200mg

2.2 - Hop vi: ti 1é 3/4

VUTU 200 |

Cefpodoxim 200mg

CONG TY
C6 PHAN
DUGC PHAM
TIPHARCO

2 vix 10 vién nang

VvUTU 200

Cefpodoxirm 200mg

GMP-WHO

VUTU 200

Cefpodoxim 200mg
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1/-

2/-

3/-

4/-

5/-

6/-

3- TOA HUONG DAN DUNG THUOC
RVUTU 200

Vién nang cirng

Thanh phan: Cong thirc cho 1 vién nang cung:
Cefpodoxim 200 mg

(dudi dang Cefpodoxim proxetil) 262 mg
Ta duoc: Tinh bt mi, Magnesi stearat vira da 1 vién.
Chi dinh:
- Piéu trj cac nhiém khuan nhe dén trung binh ¢ dudng ho hap dudi, ké ca
viém phoi cap tinh méc phai & cong dong do cac chung Streptococcus
pneumoniae hodc Haemophilus influenzae nhay cam (ké ca céc chung sinh ra
beta - lactamase) va dé diéu tri dot kich phat cap tinh cua viém phé quan man
do S. pneumoniae nhay cam va do cac H. influenzae hodc do Moraxella
(trude kia goi la Branhamella) catarrhalis, khong sinh ra beta - lactamase.
- Diéu trj cac nhim khuin nhe va vira & duong ho hap trén (viém hong,
viém amidan) do Streptococcus pyogenes nhay cam. Cefpodoxim ciing c6
vai tro trong diéu tri bénh viém tai gitra cap, viém xoang cap do céac ching
nhay cam S. pneumoniae, H.influenzae (ké ca céc ching sinh ra beta -
lactamase) hodc M. catarrhalis.
- Piéu tri nhiém khuin duong tiét niéu chua co bién chimg muc d6 nhe va
vira  (viém bang quang) do cac ching nhay cam E.  coli,
Klebsiellapneumoniae, — Proteus  mirabilis,  hoac  Staphylococcus
saprophyticus.
- Bénh lau khong bién ching va lan téa do chung N. gonorrhoea sinh hoac
khong sinh penicilinase.
- Diéu tri nhiém khuan thé nhe dén vira chua bién chimg ¢ da va mo mém
do Staphylococcus aureus cé tao ra hay khoéng tao ra penicilinase va cac
chung nhay cam cua Streptococcus pyogenes.

Chong chi dinh:
- Nguoi di tmg véi cephalosporin hodc thanh phan khéc cta thudc.

- Nguoi bi rdi loan chuyén hoéa porphyrin.
Than trong:

- Truée khi didu tri bang Cefpodoxim, phai diéu tra k¥ vé tién sir di tmg cua
nguoi bénh vai Cephalosporin, Penicilin hodc thuoc khac.

- Cén sir dung than trong d6i v6i nhitng ngudi man cam véi Penicilin, thiéu
nang than va nguoi co thai hodac dang cho con bu.

Twong tic thude:

Hap thu Cefpodoxim giam khi c6 chit chdng acid, vi vdy tranh dung

Cefpodoxim cting véi chat chong acid.

Sir dung cho phu nir ¢6 thai va cho con bi:
Chua ¢6 tai liéu nao néi dén viée sir dung Cefpodoxim trong thoi gian mang

thai. Tuy vay cac Cephalosporin thuong dugc coi nhu an toan khi su dung cho
nguoi mang thai.
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Cefpodoxim dugc tiét qua sira me véi nong do thap. Mic du nong do thap,
nhung van ¢6 3 van dé s& xay ra doi voi tré em bu stra c6 Cefpodoxim: R01 loan hé
Vi khuan duong rudt, tac dung truc tiép den co thé tré va két qua nuéi cdy vi khuan
s& sai, néu phai lam khang sinh d khi c6 sét.

7/- Tac dung khong mong mudn:

- Thuong gap: Budn nén, ndn, tiéu chay, dau bung, dau dau, phét ban, noi
may day, ngtra.
- [t gap: Phan ing nhu bénh huyét thanh véi phat ban, sot va dau khép va
phan Uung phan v¢. Ban do da dang. Roi loan enzym gan, viém gan va vang
da r mat tam thoi.
- Hiém gap: Tang bach ciu ua eosin, roi loan vé méau. Viém than k& co hoi
phuc. Tang hoat dong, bi kich dong, kho ngu, It lan, tdng truong luc va
chong mat hoa mat.
Thoéng bao cho Bac sy nhing tac dung khong mong mubn gip phai khi sir
dung thudc.
8/- Tac dong ciia thude khi ldi xe va vin hanh may mée:

Thude khong gy budn ngli nén dung duoc cho ngudi dang lai xe va van
hanh may maoc.
9/- Cach dung va liéu lwong: Thude nay chi ding theo don cia Béc sy.

- Nguoi Iém va tré em trén 13 tuoi:
+ Nhiém khuan dudng ho h’ép dudi thé nhe dén vira: 200mg/lan x 2
lan/ngay x 10 — 14 ngay.
+ Nhiém khuan duong ho hép trén, nhiém khudn dudng tiét niéu thé nhe
dén vira: 100mg/lan x 2 lan/ngay x 5 — 10 ngay.
+ Nhiém khuan da va mé mém chua bién ching: 400mg/lan x 2 lan/ngay
x 7 — 14 ngay.
+ ‘Diéu tl:i bénh lau chua l?ién qhﬁ_ng: liéu duy nhéE 200mg, tiép theo la
diéu tri bang Doxycyclin uong dé dé phong c6 ca nhiem Chlamydia.
- Tre em:
+ Tré dudi 15 ngay tudi: khong nén dung.
+ Tré tir 15 ngay — 5 thang: 8mg/kg/ngay, chia 2 lan.
+ Tré tir 5 thang — 12 tudi:
. Diéu trj viém tai gitra cap: 10mg/kg/ngay (t6i da 400mg), 1 lan/ngay
hoac chia 2 lan x 10 ngay.
. Didu tri viém phé quan, viém amidan: Smg/kg (t6i da 100mg) x 2
lan/ngay x 5 — 10 ngay.
- Nguoi suy thdn: phai giam tuy theo mirc do suy than. Pbi véi nguoi bénh
¢ do thanh thai Creatinin it hon 30 ml/phut, va khong tham tach mau, uong

liéu thuong dung, cho cach nhau cir 24 gio mot lan. Nguoi bénh dang tham
tach méu, udng lidu thuong dung 3 lan/tuan.

10/- Qui lidu va xir tri:
Qua liéu doi vai Cefpodoxim chua dugce béo céo. Triéu chimg do dung thude
qua liéu c6 thé gom c6 budn ndn, nén, dau thuong vi va di tiéu chdy. Trong truong
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hop ¢6 phan mg nhiém doc ning né do ding qua liéu, tham phén méu hay tham
phan phiic mac c¢6 thé gitp loai bo Cefpodoxim ra khoi co thé, dic biét khi chie
ndng théan bi suy giam.

11/- Cac dac tinh dwoe lue hoe:

Cefpodoxim la khang sinh Cephalosporin thé hé 3, duoc sir dung tuong tu
nhu cefixim trong diéu tri cac nhim khuan nhay cam, nhung cefpodoxim c6 hoat
tinh manh hon chéng lai Staphylococcus aureus. Thuoc co tac dung khang khuan
do e ché téng hop thanh té bao vi khuan; thudc gan vao mot hodc nhiéu protein
gan pemcllln (PBP) (la cac protein tham gia vao thanh phan ciu tao mang t€ bao vi
khuén), trc ché budce cubi cung chuyen hoa peptit ctia qua trinh téng hop mang té
bao vi khuén, dan dén e ché sinh tong hop té bao. Cefpodoxim ¢6 do bén vimg
cao trudc su tan cOng cua cac beta — lactamase, do cac khuan Gram am va Gram
duong tao ra.

Phé khéng khuan:

Gidng cac cephalosporin udng thé hé 3 (cefdinir, cefixim, ceftibuten),
cefpodoxim c6 pho khang khuan rong doi véi cac vi khuan Gram am hiéu khi, so
voi cephalosporin thé hé thir nhat va thir hai.

Cefpodoxim c6 hoat luc ddi voi céu khuan Gram duong nhu phé cau khuan
(Streptococcus pneumoniae), cac lién cau khuan (Streptococcus) nhém A, B, C, G
va véi cac tu cau khuan Staphylococcus aureus, S. epidernidis ¢6 hay khong tao ra
beta — lactamase. Cefpodoxim cling ¢6 tac dung dbi véi cac cau khuan Gram am,
cac truc khuan Gram dwong va Gram am. Thudc c6 hoat tinh chong céc vi khuéan
Gram am gdy bénh quan trong nhu E. coli, Klebsiella, Proteus mirabilis va
Citrobacter.

Tuy nhién ¢ Viét Nam, cac vi khuan nay cting khang ca cephalosporin thé hé
3. Vén dé nay can luu y vi d6 1a mot nguy co thit bai trong diéu tri.

Nguoc véi cac cephalosporin loai udng khéc, cefpodoxim bén vimng doi voi
beta - lactamase do Haemophilus influenzae, Moraxella catarrhalis va Neisseria
sinh ra. Tuy vAy nhén xét nay ciing chua duoc theo ddi c6 hé thong & Viét Nam va
hoat luc cua cefpodoxim cao hon dén muc nao so véi hoat luc cia cac
cephalosporin udng khéc ciing chua rd.

Khdng thubc:

Thudc khong cé tac dung chéng céc tu cau khuan khang isoxazolylpenicilin
do thay d6i protein gin penicilin (kiéu khang cta tu cau vang khang methicilin
MRSA). Kiéu khang khang sinh MRSA nay dang phat trién ngay cang ting & Viét
Nam.

Cefpodoxim it tac dung trén Proteus vulgaris, Enterobacter, Serratia
marcesens va Clostridium perfringens. Cac vi khuan nay déi khi da khang thudc.

Tu cau vang khang methicilin, Staphylococcus saprophyticus, Enterococcus

faecalis, Pseudomonas aeruginosa, Pseudomonas spp., Clostridium difficille,
Bacteroides fragilis, Listeria, Mycoplasma pneumoniae, Chlamydia va Legionella

pneumophili thuong khang céc cephalosporin. N

12/- Cac dic tinh duwoe dong hoc:

Cefpodoxim dugc héap thu qua duodng tiéu hoa va duogc chuyen héa boi cac
esterase khong dac hiéu co thé c6 tai thanh rudt, thanh chat chuyén hoa
Cefpodoxim c¢6 tic dung. Sinh kha dung cua Cefpodoxim khoang 50%. Kha dung
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sinh hoc nay tang 1én khi dung Cefpodoxim cung véi thire an. Nira doi huyét thanh
ctia Cefpodoxim 1a 2,1 — 2,8 gio d6i voi nguoi bénh ¢ chire nang than binh
thuong. Nua doi huyet thanh tang lén dén 3,5 — 9,8 gid ddi véi nguoi bi suy chuc
nang than. Sau khi udng mot liéu Cefpodoxim, ¢ nguoi 16n c6 chuc néng than
binh thudng, nong do dinh trong huyét tuong dat duoc trong vong 2 — 3 gi¢ va ¢
gid tri trung binh 1,4pg/ml; 2,3pg/ml; 3,9ug/ml ddi véi cac liéu twrong tmg 100mg;
200mg; 400mg.

Khoang 40% Cefpodoxim lién két véi protein huyét twong. Thude duge thai
trir dudi dang khong d6i qua loc ctia cau than va bai tiét cua ong than. Khoang 29
— 38% liéu ding dugc thai trir trong vong 12 gio ¢ ngudi 16n c6 chice nang thén
binh thuong. Khong xay ra bién d6i sinh hoc & than va gan. Thude bi thai loai &
mure do nhat dinh khi thAm tach méu.

13/- Quy cach dong gbi: Hop 02 vi x 10 vién nang cung.

Hop 01 chai x 50 vién nang cling.
14/- Didu kién bdo quin: Dé noi kho, tranh anh sang, nhiét do dudi 30°C.

15/- Han dung: 36 thang ké tir ngay san xuat.
16/- Loi khuyén cio: Thudc ban theo don.

Pé xa tam tay tré em.

Poc ki huéng din sir dung trude khi dung.

Néu cin thém thdng tin, xin hoi y kién Bic sy.

Khong ding thude khi di qua han dung ghi trén nhan.
THUOC PAT TIEU CHUAN CO SO

CONG TY CPDP TIPHARCO
‘ Eli 15 Déc Binh Kiéu, Phuong 2, TP. M§ Tho, Tinh Tién Giang
TIPHARCO PT: 073.3871.817 Fax: 073.3883.740
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