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CEPMAXLOX 100

Cefpodoxim proxetil tuang ing vai cefpodoxim 100mg

udn/Storage: Not kho, nhit da duth 30°C / Storein adry place, below 30°C,
B4 xa tim tay trd em. Boc ky hudng din sif dung truérc khi diing/ Keep out of
reach of children. Carefully read the accompanying instructions before use.

Tiéu chudn ap dung/ Specifications: USP 38
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Cor 56 5dn xudl/ Manufacturer
CONG TY CP DU'Q'C PHAM HA TAY/
HATAY PHARMACEUTICAL J.S.C

15 diin phé 5.4 - La Khé - Ha Dng - TP. Ha Ngi
Fbpulationgrmps"n.&-Lam-HaDmg-HaNoiEity

r R, Prescription only

CEPMAXLOX 10C

Box of 1 blister x 10 film coated tablets

Cefpodoxime proxetil equivalent to cefpodoxime 100mg
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HUONG DAN SU DUNG THUOC
Rx

1. Tén thuée: CEPMAXLOX 100

2. Céc diu hiéu cin luu ¥ va khuyén cdo khi dung thudc ey

13 2 » .a ) - L co'_—" IJONU 1V
Thuoc nay chi ding theo don thude [ o0 PHAN

“D¢ xa tdm tay tré em” | DUGE PHAY ;

“Poc ky hudng dan sir dung trude khi dung” e\ HA TAY A /

3. Thanh Phﬁn cong thire thude: Mdi vién nén bao phim chua: e ‘“L:'J?/

Thanh phan duge chdr: Cefpodoxim proxetil trong ung voi cefpodoxim  1006m
Thanh phan 16 dwge: Natri lauryl sulfat, crospovidon, natri starch glycolat, croscarmellose
natri, tale, silicon dioxyd, magnesi stearat, cellactose 80, opadry white.

4. Dang bao ché: Vién nén bao phim.

M6 ta: Vién nén bao phim hinh try, mau trang hodc trang nga, thanh va canh vién lanh lan.

5. Chi dinh

Thube duge chi dinh trong diéu tri nhiém khuin do vi sinh vét nhay cam gay ra;

+ Viém mdi, viém Xoang c-ép tinh.

+ Viém hong va viém amidan.

+ Viém phé quan, viém phoi.

+ Viém da.

+ Viém bang quang, viém thén.

+ Viém duong sinh duc, bénh lau.

6. Céch dung, liéu ding

Cach ding: Thube ding dudng udng, nén udng thude cung voi t
Liéu dung:

Nguoi lon:

+ Viém miii, viém hong: 1 vién/lan x 2 lin/ngay.

+ Viém xoang: 2 vién/lan x 2 lin/ngay.

+ Viém phé quan va phoi: 1-2 vién/lan x 2 lan/ngay.

+ Viém bang quang: 1 vién/1an x 2 ldn/ngay.

+ Bénh lau: 2 vién/lan/ngay.

+ Viém thén: 2 vién/lan x 2 lan/ngay.

+ Viém da: 2 vién/lan x 2 lén/ngily.

Tré em: Nén ding dang bao ché thich hop khac.

Liéu cho nguoi suy gan: Khéng phai diéu chinh liéu cho bénh nhan suy gan.

Liéu cho nguoi suy thdn:

+ D3 thanh thai creatinin =40ml/phut: Khéng phai didu chinh lidu,

*+ D0 thanh thai creatinin tir 10-39ml/phut: 1 liéu don/24 gio.

*+ D0 thanh thai creatinin du6i 10mU/phat: 1 lidu don/48 gio.

7. Chong chi dinh

+ Qué mén cam véi cefpodoxim, cephalosprorin hay bit ¢tr thanh phén nao cta thudc.

+ Nhimng ngudi ¢ tién s di ung nghiém trong vdi penicilin hodic khing sinh beta-lactam.

8. Cinh bdo va thin trong khi dung thude

- Cefpodoxim khdng phai 1a khéng sinh duoc wu tién dé didu tri viem phdi do tu cdu va
khong nén dugc sir dung trong diéu tri viém ph6i khong dién hinh gay ra boi céc vi khuan
nhu Legionella, Mycoplasma va Chlamydia. Cefpodoxim khéng duge khuyén cdo dé diéu tri
viém phdi do S. preumoniae.

- Phan img qud min nghiém trong va doi khi gy tr vong dd duoc bdo cdo khi s dung cac
thude khang sinh nhém beta-lactam. Trong truong hop phan (mg qui min ning, ngung diéu
tri voi cefpodoxim ngay 14p tire va tién hanh cic bién phép cép ctru. Trude khi bat diu diéu



tri béng cefpodoxim, phai diéu tra k¥ vé tién st di ung ctia nguoi bénh véi cephalosporin,
penicilin ho3ic thude khac.

- Viém dai trang mang gia lién quan dén khang sinh (bao gbm ca cefpodoxim) dd duoc béo
cao véi mirc d9 tir nhe dén de doa tinh mang. Do dé can chi ¥ chdn dodn viém dai trang
mang gia voi cic bénh nhan c¢é biéu hién tiéu chay trong hodc sau klﬁ\iiﬁn'qfdl
cefpodoxim. Trong trirdmg hop viém dai trang mang gia, can nging diéu V61 cefpodi

va tién hanh didu tri dac hi¢u cho Clostridium difficile. Khoéng dung céﬁtl’iué&%?g% ﬁ-ﬁ 16 )

dong rudt. . ‘ «\  OUOC PHAM

- Su dung thén trong cefpodoxim & nhimg bénh nhan c6 tién sir bénh dud &g,,’ti,,é%égﬁ dac/

la viém dai trang. N o
R N TP

- Nhu voi tit ca chc khang sinh nhom beta-lactam, giam bach clu va hiém khiambeh #ch chu
hat c6 the xdy ra, dic biét 1a khi didu tri kéo dai. P8i véi troong hop diéu tri kéo dai hon 10
ngay, theo doi cong thite mau va ngimg diéu tri néu xuét hién giam bach cau.

- Cephalosporin cé thé duge hip thy 1én bd mit clia mang té bao héng ciu va phan tmg véi
khéng thé truc tiép chéng lai thubc. Do dé s& cho két qua duong tinh trong nghiém phép
Coomb va hiém khi giip thiéu mau tan huyét.

- Nhing thay ddi trong chirc nang than da dugc bao cdo v6i cac khang sinh nhom
cephalosporin, dac biét 1a khi ding ddng thai véi cdc thude ¢6 kha nang gay ddc cho than nhu
aminoglycosides va‘hodc thude loi tidu. Khi dung déng thoi véi cac thube co kha nang géy
ddc cho thén, can theo déi chire nang than.

- Cling nhur véi céc khang sinh khac, khi sir dung kéo dai cefpodoxim cé thé dan dén viée
phat trién qua miurc clia cdc vi sinh vat khéng nhay cam (Candida va Clostridium difficile),
trong trudng hop nay cén ngimg diéu trj.

- Do trong thanh phan ciia thube cé lactose (thanh phan cua cellactose 80) nén bénh Mc
cac rdi loan di truyén hiém gdp vé dung nap galactose, chimg thiéu hut lactase Lapp hoic rdi
loan hép thu glucose-galactose khéng nén st dung thude nay.

9. Sir dung thude cho phu nix ¢6 thai va cho con bu.

* Thoi ky mang thai:

Do chua cé day du dir liéu tir viée st dung cefpodoxim & phu nix mang thai. Nghién ctru trén
ddng vét khong thé"ty tac hai truc tiép hodc gian tiép lién quan dén ddc tinh trong sinh san.
Vige sir dung cefpodoxim c6 thé duge xem xét trong qua trinh mang thai néu can thiét.

* Thoi ky cho con bu: Cefpodoxim duge bai tiét trong sita me¢ vo1 luong nhé. Cefpodoxim
cb thé duge sur dung cho phu nir dang cho con ba. Can tham vén béac sy vé viée cd tiép tuc
cho con bu hay khéng trong trudng hop tiéu chay hodc nhiém ndm niém mac & tré so sinh bu
sira me.

10. Anh hwéng cia thude 18n khi ning lii xe va viin hinh may méce

P c6 béo cdo vé tac dung phu giy chéng mat, vi vy cin than trong khi sir dung cho ngudi
van hanh may moc, dang l4i tau xe, nguoi lam viée trén cao.

11. Tuong tac, twong ky ciia thube

* Twong tac cua thuoc:

- Céc thube khang acid vi thude khang histamin H; lam gidm sinh kha dung ctia cefpodoxim.
Céc nghién ciru di chi ra ring sinh kha dung giam khodng 30% khi cefpodoxim duoe ding
chung véi cic thude trung hoa pH da day hoac tc ché tiét acid. Do dé, céc thube khéng acid
chua khodng chét va thude chen Hs nhu ranitidin 6 thé gay tang pH da diy, nén udng nhiing
thube nay sau khi udng cefpodoxim khoang 2-3 gio.

- Probenecid giam thai trir cefpodoxim qua than.

- Cephalosporin 1am ting téc dung chng dong clia coumarin va lam giam tac dung tranh thai
cua estrogen.

- Diing dong thoi cefpodoxim véi warfarin cé thé lam ting thém tac dung chdng déng mau
cla warfarin.
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* Twong ky ciia thude: Do khéng c6 céc nghién ciru vé tinh twong ky ctia thube, khéng trén
Ian thudc nay véi céc thude khac. P T
12. Tdc dung khéng mong muén ciia thube e &
Cac tac dung khéng mong mudn duge liét ké theo hé co quan va tan sudt gé,fRﬁtJt\hué%g y
(ADR =1/10), thuong gip (1/100 <ADR < 1/10), it gép (1/1000 <ADR (& 1/100)/Wém
(1/10000 <ADR < 1/1000), rét hiém g&p (ADR < 1/10000) va tn s6 chualpiét, 2U0C PHAN
- R3i logn mau va hé bach huyér: \@ 3\ HA TAY
Hiém gdp: Rbi loan mau, giam hemoglobin, gidm tiéu céu, giam bach cdu, b?a‘\' ; :‘@iﬂﬁt &
Rat hiém gdp: Thiéu mau tan huyét, i
- R6i logn hg thén kinh:

It géip: Nhire dau, chéng mit, mat cam gide.
- Roi logn tai:

It gap: U tai.

- Roi loan tiéu hoa:

Thuong gdp: Budn non, noén, ia chay, dau bung, déy hoi, viém dai trang mang gia.

- Réi loan chuyén héa va dinh dudng:

Thurong giip: Mét cam gidc them én.

- Roi loan hé thong mién dich:

Rat hiém gdp: Phan (g phan vé, co thit phé quan, ban xuit huyét va phil mach.

- Roi loan thén va tiét niéu:

Rt hiém gdp: Tang ure va creatinin nhe.

- Roi logn gan mat:

Hiém gap. Tang ASAT, ALAT, phosphat kiém va hoic bilirubin.

Rat hiem gdp: Ton thuong gan.

- Roi logn da va mé dudi da:

It gdp: Phan tmg qué méan, phat ban, ndi may day, ngira.

Rat hiém gdp: Hoi ching Stevens-Johnson, hoai tir biéu bi nhidém déc va hong a dang.

- Bpi nhiém: Phat trién qua murc céc vi sinh vat khong nhay cam.

- Rbi logn chung:

It géip: Hen suyén, kho chiu.

* Huéng din cach xir tri ADR: Ngirng diéu tri bang cefpodoxim.

13. Qua liéu va cach xir tri

- Triéu chirng:

Truong hop qua lidu cefpodoxim, dac biét & bénh nhan suy than, bénh ndo cé thé xay ra. Bénh
ndo thudng mat di khi ndng d¢ cefpodoxim trong huyét twong gidm.

- Xk tri:

Diéu tri hd tro va diéu tri triéu chiing. Trong trudng hop qué lidu ning, thim phan mau hay
tham phén phitc mac dé loai bé cefpodoxim ra khoi co thé.

14. Péc tinh dwoe Iyc hoe:

+ Co ché tac dung:

Cefpodoxim la khang sinh cephalosporin thé hé 3, duge sir dung dé diéu tri cac nhiém khuan
nhay cam, ¢é hoat tinh manh hon chéng lai Staphylococcus aureus. O nhitng nude c¢é ty Ié
khdng khdng sinh thép, cefpodoxim cd dd bén viing cao trude su tin cong cua cac B-
lactamase, do c4c cdu khuin Gram (-) va Gram (+) tao ra.

Thubc co thc dung khang khudn do e ché téng hop thanh té bao vi khudn, thuéc gin véo mot
hay nhiéu protein gin penicilin (PBP), irc ché bude cubi cing chuyén héa peptit ctia qu4 trinh
téng hop mang té bao vi khuén, dn dén trc ché sinh téng hop thanh té bao.

+ Ddéc tinh duge dong hoe/duge luc hoc (PK/PD): Béi voi cephalosporin, chi sé duge dong
hoc va duge lye hoc la quan trong nhét, ¢ lign quan dén hiéu qué diéu trj in vivo, 1 ty 18
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phan trim clia khoang cach liéu ma ndng dd tu do cao hon ndng d6 tre ché tdi thiéu (MIC)
ctia cefpodoxim ddi véi timg vi khuén.
+ Co ché khéng thube:
Vi khuan khén g thudc theo céc co ché sau:
» Thay ddi tinh thim cta thanh té bao cia vi khuan Gram am.

0391
V4 if‘,\--u"‘-l-?a :
ey ~

2 o i e VAo N
» Thay doi protein gan penicilin. 1.5/ cONG TY \A
» Tao ra B-lactamase pha vd vong lactam. = rf“"’*f” :
» Tao bom tong thube. \\ x| OUCC PHAM

Woak

+ Phé khang khudn: \EHMHA TAY 4
Cefpodoxim ¢6 hoat luc 6i véi cdu khuin Gram duong nhu phé ciu khlél}é:
pneumoniae), cac lién cdu khudn (Streptococcus) nhém A, B, C, G va véi cde tu cau khuin
Staphylococcus aureus, S. epidermidis c6 hay khéng tao ra beta - lactamase. Tuy nhién, thude
khong co tac dung chong cac tu cau khudn khing isoxazolyl - penicilin do thay déi protein
gan penicilin (kiéu khang ctia tu cdu vang khang methicilin MRSA). Kiéu khéang khang sinh
MRSA nay dang phit trién ngay can g ting & Viét Nam.

Cefpodoxim ciing ¢6 tac dung d6i véi cée cdu khudn Gram am, cac truc khuin Gram duong
va Gram 4m. Thubc c6 hoat tinh chéng cac vi khudn Gram am gdy bénh quan trong nhu E.
coli, Klebsiella, Proteus mirabilis va Citrobacter.

Cefpodoxim bén vilng trudc s tin cOng cua cdc beta-lactamase, do cac vi khuian
Haemophilus influenzae, Moraxella catarrhalis va Neisseria tao ra.

Cefpodoxim it tic dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va
Clostridium perfringens. Céc vi khuan nay doi khi khdng hoan toan. '
Cac tu cdu vang khéng methicilin, Staphylococcus  saprophyticus, Enterocdécus,
Pseudomonas aeruginosa, Pseudomonas spp., Clostridium difficile, BactangideS fragilis,
Listeria, Mycoplasma pneumoniae, Chlamydia va Legionella pneumophili thuong khang
hoan toan cdc cephalosporin. :

15. Pic tinh dwoe dng hoc

+ Hép thu: Cefpodoxim proxetil it tdc dung khdng khuan khi chua dugc thuy phan thanh
cefpodoxim trong co thé. Cefpodoxim proxetil dugc hap thu nhanh qua dudng tiéu hoa va
duoc chuyén héa bdi céc esterase khong déc hiéu trong thanh rudt, thanh chét chuyén hoéa
cefpodoxim c6 tac dung. Sy hép thu ting khi c6 mit ciia thirc an va giam khi pH da day thép.
Cefpodoxim ¢6 duge ddng hoc phu thude vao lidu, tuyén tinh trong pham vi liéu 100-400mg,
khéng tuyén tinh khi lidu trén 400mg.

Sinh kha dung cta cefpodoxim khoang 50% & ngudi chua an, tang 1én khi dung cefpodoxim
cung voi thie an.

Sau khi ufmg mét liéu cefpodoxim, & ngudi 16n khoé manh cé chire ning than binh thuong,
nong 4o dinh huyét twong dat duge trong vong 2-3 giv va cé gia tri trung binh 1,2
microgam/ml, 2,5 microgam/ml, 3,9 microgam/ml tuong g voi cac litu 100 mg, 200 mg,
400 mg. Sau khi ding 8 gi&r cac li€u trén, ndng d6 trong huyét tuong trung binh twong Ung la
0,29; 0,62; 1,3 microgam/m].

Tré em tir 1-17 tudi: Vi lidu 5 mg/kg, néng do thude trong huyét tuong trung binh dat 1a 1,4;
2,15 1,7; 0,9; 0,4 microgam/ml twong trng véi thoi gian sau khi ué}ng la1;2; 4; 6; 8 gio.

+ Phén bé; Thube khong tich Ity trong huyét twong sau khi ubng nhiéu lidu & ngudi cé chirc
nang than binh thuomg. ) ngudi cao tudi, cic thong 36 dugce dong hoc, trir thoi gian ban thai
huyét twong, tuong ty nhu ngudi tré tudi, Duoe dong hoc cia cefpodoxim khong bi anh
huong & ngudi bénh suy gan, nhung bi 4nh hiwdng & ngudi bénh suy thén.

Khoédng 20-30% cefpodoxim lién két voi protein huyét twong. Thé tich phin bd cua
cefpodoxim khoang 32,3 lit. Cefpodoxim phan b6 tt vao cic mé clia phéi va hong, vao dich
mang phdi, thude vao dich nio tiy rat it va mot lugng nho xudt hién trong sita.

+ Chuyén héa: Cefpodoxim khéng chuyén héa & than va gan.
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+ Thai trie: Thoi gian ban thai huyét thanh cta cefpodoxim 1a 2,0 — 3,0 giv d6i voi ngusi
bénh c6 chirc nang than binh thuong. Thoi gian ban thai huyét thanh ting 1én dén 3,5 - 9,8
gi0 & ngudi ¢6 chirc ndng thén suy gidm. Thudc thai trir chu yéu qua than (khoang 80% dudgi
dang khong bién ddi trong 24 gid). Khoang 29 - 38% liéu dung duge thai tri treng vong 12
gi0 & ngudi I6n c6 chirc nang thén binh thudng. Thube bi thai loai & mi e
thdm tach mau. 1.8/ cor
16. Quy cach dong goi (= cOPHAN
Hop 01 vi x 10 vién. Kém theo to huéng din sir dung thude. kr \ OUOC PHAM /4
17. Diéu kién bio quin, han ding, tiéu chudn chit lwgng thube "\‘f,NM Mj//
- Diéu kign bio qudn: Noi kho, nhiét o dugi 30°C. N S
- Han diing: 36 théng ké tir ngay san xuét. o~

- Tiéu chudn chit wgng thudc: USP 38.

18. Tén, dia chi cia co s& sdn xuat: _ ) ‘
Tén co s¢ san xudt : CONG TY CO PHAN DUQC PHAM H?AAL’/'

Dja chi: TO din phé s6 4 - La Khé - Ha Dong - TP. Ha Noi
DT: 024.33522203 FAX: 024.23522203
DT: 024.33824685 FAX: 024.33829054
Hotline: 024.33522525




