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& Thudc ké don

Cefpodoxim 100 mg
BOT PHA HON DICH UONG

Goéi3g

CefpoExtra

(dudi dang Cefpodoxim proxetil)

San xudt taic
CONGTY COPHAN DUOC PHAM TRUNG UONG 2
L6 27, KCN Quang Minh, M& Linh, Ha N&i

CefpoExtra Il

Thanh phan:

Cefpodoxim 100 mg
(dudi dang Cefpodoxim proxetil)
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Chi dinh, cach dung, chéng chi dinh va céc
théng tin khac: Xemn trong t& hudng dan si
dung thuac kem theo.

Bao quan: Noi khd, nhigt d6 dudi 30°C, tranh
anh sdng.

SPK:

Tiéu chudn chit lugng cia thude: TCCS.

DE XA TAM TAY TRE EM
POC K¥ HUGNG DAN 5U DUNG TRUOC KHI D
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MAU TO HUGNG DAN SU DUNG THUBC
(MAT TRUGC)

1.TEN THUDC:
Rx

CefpoExtra

2.CACDAU HIEU LUU Y VAKHUYEN CAO KHI DUNG THUOC:
DEXATAM TAY TRE EM

DOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG

THUGC NAY CHI DUNG THEQ BON THUOC

3. THANH PHAN CONG THUC THUGC.

Thanh phan hoat chat:

Cefpodoxim (duwéi dang Cefpodoxim proxctil) 100 mg
Thanh phén ta duoc

Acid citric khan, Natri citrat dihydrat, Aerosil 200, Buwdng kinh,
Aspartam, Bot mui dau vd1goi3g
4. DANG BAO CHE: Bot pha hén dich mau trdng hoac hoi
vang, mui dau bot ddng nhét, khod tori.

5. CHI BINH:

- Gefpodoxim duoe dung duor dang ubng dé didu tr cic
nhiém khuan t nhe dén trung binh o duong ho hap duai, ké
ca viem phdi cép tinh méc phdi ¢ cang déng do cac ching
Srrepmcocms pinewmontae hoac Haemophilus influcnzae
nhay cam (ké ca cac chung sinh ra beta- Iactamase) va dé
dieu tri dot kich phat cap tinh ctia viém phé quan man do 5.
pneumoniae nhay cam va do H influenzae, hodc do
Moraxella (frudc kia goi 14 Branhamella) catarrhalis, khéng
sinhrabeta-lactamase
D& didu tr| cAc nhidm khuan nhe va vira & dueng hd hap tién
(thi du viem hong. viém amidan) do ‘Srrepmcaccm pyogenes
nhay cam, cefpodoxim khong phai Ia thuée dwoc chom wu
tién.ma la %hudcmay thé cho amoxicilin hay amaoxiciin va kal
clavulanat khi khong hiéu qua hoac khong dung duoc
Cefpodoxim cling c6 vai trd trong didu tr bénh viém tai gira
cap, viem xoang cép do cac ching nhay cadm S pnaumoniae.
H influenzae (k& ca cac chung sinh ra beta-lactamase) hoac
M. catarrhais
Cefpodoxim cing duoc ding dé& diéu tri nhidm khudn duong
et niéu thé nhe va vire, chua cd bién chirng (viém bang
quang) do cac chung nhay cam E coli. Klebsiella
pneumoniae, Proteus mirabilis. hodc Staphyfococcus
saprophyticus
Bénh 1au khang bién chung wa lan téa do ching N
gonorrhoea sinh hoac khdng sinh penicilinase
Cefpodoxim cing duoc dung dé diéu tn nhidm khudn thé nhe
dén vira chua bién chung & da va cac td chuc da do
Staphylococcus aureus co6 tao ra hay khoéng tao ra
penicilinase va cac chung nhay cdm cua Steplococcus
pyogenes
6. CACH DUNG VA LIEU DUNG:

Cach dang: Ding dudng udng, dd toan bo luong bot trong

goi vao coe. thém 5 mi nude. khudy déu, sau do udng ngay

héndich thu duge

Liéu ding:

Nguoilon va tréem trén 12 tudi

Dotkich phalcap linh cua viém phé quan man hoac viem phi

thé nhe dén vira mac phai c:ua cdng dong, ligu thuong diung

cua cefpodoxim la 200 mg/lan, cach 12 9o mdt lan. trong 10

hoac 14 ngay, twong (ng voi cac bénh kétrén

Viém hong valhoac viem amidan do nhidm Streptococcus
pyogenes. liéu cefpodoxim 13 100 mg, cach 12 gt mét 1an,

rong S - 10 ngay

Nhiém khudn da va cac té chuc da thé nhe va vira chira bién

chixng. lidy thuong dung la 400 mg/idn, cach 12 gie mot 1an,

trong 7 - 14 ngay

Nhiém khudn duwdng nigu tir nhe dén vira chua co bien

ching: 100 mgflan cach 12 giymdtian dung1r0ng? ngay
Lau chwa bién ching & nam, nl Ding 1 lidu duy nh&t 200 mg
hoac 400 mg cefpadoxim tiép theo la diéu tr bang doxycyclin
udng dédé phang nhidm Chiamydia

Tréd em 1 2 thang tudi dén 12 tudi:
Viém tai gitra cap: 5 mg/kg (cho t&i 200 mg) cach nhau 12 gio,
trong 5ngay.
Viém hong va amidan do S. pyogenes (lién cau khuan tan mau
beta nhomA): 5 mgikg (cha toi 100 mg) cach 12 gidlan, trong
5-10ngay.
Vigm xoang cAp (viém xoang ma cép nhe toi vira): 5 mglkg
(cho t6i 200 mg) cach 12 givllan, trong 10 ngay.
Lau khéng bién chung (tre 8 tudi, can nang = 45 kg): 1 liéu duy
nhat 400 mg, phéi hop vdi 1 khang sinh cd tac dung ddi vai
nhiém Chlamydia
Viém phéi mac tai céng déng. dot cAp do viém phé quan man:
200 mgcach 12 giovlan, trong 14 ngay va 10 ngay twong (ng.
Da va cautricda: 400 mg cach 12 gid/lan, trong 7 - 14 ngay
Nhi&m khudn duéng tiét nidu khéng bidn chirng: 100 mg cach
12 gioflan, trong 7 ngay.
Libu cho ngudi suy than
Phai gidm lieu tuy theo mirc db suy than. D6 véi ngudi bénh
codd thaﬂmhalcrealmm ithon 30 mi/phatva khong thamtach
mau, cho uong liéu thuong dung, cach 24 glor motlan.
Ngu@i bénh dang tham tach mau, uéng lidu thutng dung 3
lanftuan
7. CHONG CHIiDINH:
Nguei man cam v cefpodoxim hay bat cir thanh phén nao
cuathuae. nhirng nguoi benh bi di wng véi cac cephalosporin
khac va ngudi bi rdi loan chuyén hda porphyrin
8.CANHBAQ VA IHAN TRONG KHI DUNG THUOC:
Trudc khi batdaudidu tn bang cefpodoxim, phai diéu tra ky vé
1i&n su di Ung cua ngudi bénh von cephalosporin, penicilin
hoac thuoc khac
Can st dung than trong ddi véi nhirng ngudi man cam vai
penicilin, thiéu néng than va nguedi ¢6 thai hode dang cho con
bu.
Theo adi dau hidu va triéu chirmg séc phan vé trong lidu ding
dautién
Neu co phan (ng qua man xay ra trong Khi digu tr e
cefpodoxim thi phai diing diung thude va sir dung éu phap
diéu tn phu hop cho nguor bénh (nhw ding epinephrin
corticosterend va duy 1ri du oxygen)
Surdung thuds dai ngay b the dan dén béi nhiém vi khuan va
nam; dac biét nhidm Clostrdium difficile gay ia chay va viém
k&l irang,
£ an toan va hidu qua cia thuse chura dwoc xac dinh doi voi
Irédué\ hai thang tugi

I'rong san pham co chiva sucrose, do do ngudi bénh co yéu td
di truypn vC dung nap fructose, hodc kém hap thu Glucose
galactose. hoac thicu sucrase-isomaltase khong nén ding
thudcnay
San phdm co chia aspartam Ca chyr ; Bn
phenylalanin, co thé co haicho nguibi phe
9. SUDUNG THUBC CHO PHU NU CO THAI VA CHO CON
BU:
Thorky mang thai
Chusa co 1ai liéu nao ndi dén viée sir dung Cefpodoxim & phu
nimangthai, vivay chist dung Cefpodoxim trén ngudimang
thaikhithat can thiét
Tharky chocon bu
Cefpodoxim bai tét rong stia me & néng do thap, nén tam
ngirng cho con bu trong thai gian ding thudc khi théay e co
dauhiéurdiloan hé vi khuan duéng ruét
10. ANH HUONG CUA THUGC LEN KHA NANG LAI XE,
VAN HANHMAY MOC:
Co thé gay dau dau. hoa mdt, chong mat. do do khéng nén
dung thudc khilai xe hodc van hanh may moc.
11. TUONG TAC, TUONG KY CUATHUGC:
t1ap thu cefpodoxim giam khi ¢ chat chéng acid, vi vay trénh
dung cefpodoxim cung véi chét chdng acid va chéat khang
histamin 4
PProbenecid giam bai tid &
Hoat luc cua cefpodbsi
cacchatacid urigfic
Cefpodoxim ¢g
sang
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12. TAC DUNG KHONG MONG MUGN CUA THUOC (ADR)
- Tac dung khéng mong muéﬂ cua cefpodoxim twong tw nhw
cac cephalosporin duong ubng khac Noi chung thuéc duoc
dung nap tét, hau hét cac tac dung phu qua nhanh va tu nhe
dén vira trong mdt sb trueng hop Tac dung phu abi vén tré
ding lhuoc twong tw nhw ngudi 1&n, bao gdm tac dung tu
nhe dén vira trén duong tieuhdavatrén da.
Thudng gdp, ADR > 1/100
Tiéu héa: Budn nén. ndn, ia chay, dau bung, viém dai trang
mang gia
Héthan kinh trung vong: Dau dau
Da: Phatban, néi may day. ngira.
Niéu - sinh duc: Nhiém nam am dao
itgap, 1/1000<ADR < 1/100
Phan ng di trng: Phan trng nhi bénh huyét thanh véi phat
ban, s6t. daukhép va phan (rng phan vé.
Da Bandodadang
Gan Réi loan enzym gan, viém gan va vang da ¢ mat tam
thévi
Hiém gdp. ADR < 1/1 000
Mau: Tang bach cau wa eosin. rdiloan vé mau
Than: Viém than ké co hodi phuc
Than kinh trung wong Tang hoat déng. bi kich déng. kho
ngu, I01an, tng trwong lwee va chong mat hoa mat
Théng bao cho bac si nhing tac dung khéng mong mudn
gap phai khi strdung thube
13. QUALIEU VA CACHXUTRI:
Qué lidu.
- Biéu hién kni qua lidu' budn ndn nén dau thwong vi tiéu
chay
- Ngung digu tri bang Cefpodoxim khi ¢o phan ung khédng
mong mudn xay ra
Xtk tri Khong co thude gidi doc dac higu. trudgng hop qua ligu
nén tién hanh rira da day dé loal phan thuéea chua hap thu ra
khoico thé
- Thém phan mau hay tham phan phuc mac co thé lam gop
phdn 1am giam ndng do cefpodoxim, dac hiét trong trudng
ho'p cd ton thirong chike ndng than Tuy nhign. chu yéu viéc
didutriqua liéuld hd o hodc gidi quydt tréu chung
14. DACTINH DUCC LUC HOC:
Nhomduocly Khang sinh nhom cephalosporinthé hé 3
MaATC JO1DD13
Cefpodoxim 14 khang sinh cephalosporin thé hé 3. duoc st
dung Wwong tw nhw cefixim trong didu tri cac nhiém khudn
nhay cam, nhwng cefpodoxim ¢ hoat tinh manh hon chong
lai Staphylococcus aureus Thudc ¢co tac dung khang khuén
do weche tong hop thanh té bao vi khuan: thudc gan vao mot
hoac nhiéu protein gan penicilin (PBP) (la cac protein tham
gia v&0 thanh phan cau tao mang té bao vi khuan), tre ché
buée cudi cung Chuyen hoa peplit cua gua trinh lﬁng hop
mang t& bao vi khuan, dén dén tc ché sinh thng hop thanh té
bao Cefpodoxim co dd bén virng cao lrudc sy tan cong cba
cac beta-lactamase. do cac khudn Gram am va Gram duong
taora
Phé khang khun
Giong cac cephalosporin uéng thé hé 3 (ce-lcfinir cefixim,
ceftibuten), cefpodoxim co phd khang khuan rong ddi vori cac
vi khudn Gram &m hiéu khi, so véi cephalosporin thé hé thir
nhéat va thir hai

Vé nguyén tic, cefpodoxim ¢0 hoat luc ddi vai cau khuan
Gram dwong nhue phe cau khuan (Streptococcus
pneumoniae). cac lién cau khuan (Streptococcus) nhom A,
B. C. G va v&i cac ty cau khuan Staphylococcus aureus. S
epidermidis cd hay khdngtao rabeta-lactamase
Cefpodoxim cling ¢o tac dung dbi voi cac cau khuan Gram
am, cactryckhuan Gram dwong va Gram am Thudc co hoat
tinh ¢héng cac vi khudn Gram am gay bénh quan trong nhu
E coli, Klebsiefla, Proteus mirabilis va Crirobacter
Tuy nhién & Viét Nam, cac vi khudn nay clng khang ca
cephalosporin thé hé 3. Van dé nay can lvu v vi 6 12 mdt
nguy co that baitrong diéu tri.
Ngwoe von cac cephalosporin loal ubng khac, cefpodoxim
bén ving ddi voi beta-lactamase do Haemophilus
influenzae, Moraxella catarrhalis va Nexsseria sinh ra Tuy
vay nhan xétnay ciing chua duoc theo déi co hé thong & Vit
Nam va hoalt luc cua cefpodoxim cao hon dén muc do nao so
vérhoat lye cla cac cephalosporinudng khac cing chuard

Khang thubc R 4

Thudc khong ¢d tac dung chéng © Hﬂmu‘éﬁ khang
ISDXE?OM -penicilin do thay di protein gan penicilin, jkleu
khang cua lu cau vang khang mathicilin MRSA). Klemkh,an LU F j
khang sinh MRSAnay dang phat trién ngay cang Tang O=V|e

Nam f Uﬂl‘
Cefpodoxim it tac dung trén Proteus vulgaris, Ent pbacrer -~
Serratia marcesens va Clostridium perfringens. Cé%gg%ﬂﬂ, 7 |
nay dai khida khang thubc.

Tu chu vang khang methicilin, Staphylococcus
saprophyticus, Enterococcus faecalis, Pseudomonas
aeruginosa, Pseudomonas spp., Ciosrr/'dium difficile,
Bacteroides fragihs, Listeria, Mycoplasma pneumoniae,
Chlamydia va Legionella preumophili thudng khang cac
cephalosporin

15.DAC TINH DUOC BONG HOC:

Cefpodoxim proxetil (ester clia cefpodexim) 1a mét tién duoc
khong co tac dung khang khudn khi chua duec thiy phan
thanh cefpodoxim trong co thé. Celpodoxlm proxetil dugc
hap thu qua dudng tidu hda va duoc chuycn hoa boi cac
esterase khong dac hiéu trong rudt thanh chat chuyén hoa
cefpodoxim catac dung Su hapthu ting khicd matclathic
an wa giam khi pH da day thap

Vién nén bac phim va hén dich udng tuong duong vé sinh
hoc Cefpodoxim ¢é dugc ddng hoc phu thudc lidu, 1uw:n
tinh trong pham vi iéu 100 - 100 mg, khong tuyén tinh khi ligu
trén 400 mg. Thudc khdng tich Idy trong huyét tuong sau khi
udng nhiéu liéu (101400 mg cach 12 gio/ldn) & ngudi co chire
nang than binh thudng. O ngudi cao twdi cdcthdng so duge
dong hoc. tri nira déi huy@t tong, twong tu nhur ngue tré
tudi Duoe dong hoc cefpodoxim khang bi &nh hudng &
ngual bénh khi suy gan. nhng bi dnh hudng khi suy than
I'hue an 1ac dong dén sinh kha dung cua vién nén bao phim
nhung khéng anh hudng dén hdn dich ubng. Kha dung sinh
hoc clia cefpodoxim khodng 50% & ngudichua dn Sinh kha
dung tang khi dong thude cung thuc an. Nira 6o trong huyét
thanh cua cefpodoxim khedng 2 - 3 gidy ddi véi nguedi bénh co
chire néng than binh thuwgng va kéo dai & ngudt bénh suy
than. Sau khi udng mét lidu cefpodoxim, & ngudi 16m khoé
manh cé chirc ndng than binh thudng, ndng dé dinh trong
huyét tuwong dat duoc trong vong 2 - 3 gior va 66 gia iri trung
binh 1.4 microgam/mli. 2.3 microgaméiml. 3.9 microgam/mi
tuong tng wol cacficu 100 mg. 200 mg, 400 mg cefpodoxim,
8 gio sau khi dung thude vot ligu trén, ndng d6 trong huyét
tong trung binh luong ung 2a0.29.062 1.3 microganymi
Tre em w1 - 17 o dung dang hén dich udng, vo1 liéu
cefpadoxim 13 & mg/kg, ndng dé thude trong puyét wo,
trung binh datla 1,4, 2.1, 1,7, 0,9 va 0,4 micro
Cmg vai thoi gian sau khi uéng la 1 2.4 Bva

gan lét nay khonq phu thudc vao ﬁong dd thuy
vi0 1-7.1 micragam/mi

I'hé tich phan bd cia cefpodoxim trong khogng 0,7 - 1,15
livkg O ngudn Ion khoe manh cd chuoc nang than binh
thuong Cefpodoxim phan bd 16t vae cac md cua phéi va
hong vaocichmang phér thudc wao dich ndo ty rat itvamaét
liong nhd xudt hign trong sia. thude dat duoc ndng dd diéu
tritrong duong NG nap, duong meu va mal

Thudc duoc thai trir chd yeu qua than (khoang 80% duds
dang thube khonq pién doi trong 24 gio) Khéng xay ra bién
dbisinh hac & than va gan. Thudc bi thai loai khodng 23% lidu
ubng doc nhat trong 3 giér tham tach mau

16.QUY CACHPONG GOL:Hdp 10 gdix 3 g )
17, DIEU KIEN BAQ QUAN, HAN DUNG, TIEU CHUAN
CHAT LUGNG CUA THUOC:

Diéu kién bao quan: Noikhé. nhidt dd dudi 30°C. tranh anh
sang

Handting: 24 thang ké trngay san xUAL.
1|euchuanchatluvongcualhuoc TCES.

18. TEN, DIACHI CUACO SO SAN XUAT:

C TRUGNG

NG PHONG
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