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CEFPODOXIM 100-CGP
Cefpodoxim 100 mg

B xa tlm tay iré em
—_— Bipe ky hurdng didn sir dyng trirde ki divng
1. Thinh phin cong thire thudc:
Mdi géi thude bt pha hdn dich ubng chira:
- Thitnh phiin duge chit: Cefpodoxim (deed! dang Cefpodoxim proxetil. s 100 mg.
- Thimh phin td duge: Duémg RE |, Dextrose khan, Kollidon CL-M, Xathan gum, PVP K30, Aspartam,
Acrosil (Colloidal silicon dioxyd). Magnesi Stearat, Natri lauryl sulfat, Mii diu hat.
2. Dang biio ché: Thudc bit pha hdn dich ubng.
3. Chi djnh:
Cefpodoxim duge chi djnh trong cac truimg hyp nhifm khuin do cic ching vi khuin'ﬁ]y,/cim gy ra nhur

sau:
= Viém wi gita cip do Seeeprococcus prewmoniae (i nhimg ching khing penicillin), Streprococcus
progenes. Haemophilus influenzae (bao ghm cac ching sin sinh bets-lactamase) hole Moravella
(Brankameila) catarrhalis (bao gbm che ching sin sinh beta-lactamase).

- Viém hogng vi { holie viém amidan do Streptococcus pyogenes gly ra.

- Viém phéi cdng ddng gy m béi 5 presmoniae hole H. Influenzae (bao gdm i cde ching tyo beta-
lactamase),

- Nhidm khudn cip tinh do viem phé quin mgn tinh do 8 prcumoniae, H. influenzae (chi ¢6 che ching
khong sinh beta-lactamase) hodc M. cararrhalis. DY Hiéu hign nay chua di dé xéc dinh hidu qui & nhimg
bénh nhén bj viém phé quan man tinh do cdc ching gy ra bai M, influenzae sin sinh beta-lactamase.

- Trigu chimg vitm cz tir cung cp tinh, khong bién chimg do Neisseria gonorrhiocae gy ra (ké cd cde
chiing tao penicillinase).

- Nhifm tring hjiu mén true tring cip, khing bién chimg & phy nit do Neisseria gonorrhocae (ke cd cie
ching tao penicillinase). .

Liru v: Hiéu qué i cefpodoxim trong didu trj cic bénh nhin nam bj nhidm tring tree tring do A
genorrhoeae chua dirgs xdc dinh, Cham <o théng tin vé vife sir dung cefpodoxim proxetil trong didu tr vidm
hang do N, gohorrhoeae & nam gidi hodc phy ni.

- Nhifm tring da vi cu trie da khong bién chimg do Staphyvlococcus anreus (bao gbm ea cde ching tao
penicillinase) holie Streprococcus pyogenes.

L ¥: Trong cic thir nghiém 1im sing, vige didy n thanh cong nhidm tring da v cdu tric da khong bién
chimg ¢6 lién quan dén lidu. Lidu didu tri hibu qui doi voi ahilm tring da cao hom lidu didu trj duge d& nghi
khie.

- Viém xoang ¢fip tinh do Haemophilus influenzas (bao gdm cdc ching sin sinh beta-lactamase),
Streprococens prevmoniae va Moravella catarrhalis.

- Nhidm trimg duimg tift ni¢u khong bién chimg do Escherichia coli ghy m, Klebslelln preumonice. Proteus
mirabilis, holie Staphylococens saprophyticus.

Luni §: Dé gidm sy phit trién clia vi khudn khing thude va duy trl higu qui didu trj e cefpodoxim proxetil
vi cho mﬁ khing khuln khic, chi nén ding cefpodoxim proxetil & diéu tri hode ngin ngia cc nhidm
tring duge nghi ngdr hode nghi ngd 14 do vi khudn nhay cdm gly ra. Khi c6 thong tin v ching loai vi tinh
nhay cém, chn cdn nhiic lym chon hofic didu trj khing Khudn thich hop.

4. Lidu lwong vi edch dimg:

gy whi
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Ngudi fim v 15 e tréin 32 tudi: )

DE dibu trf dot kich phit cp tinh cia viém phé quan man hojic viém phdi cip tinh thé nhe dén vira méc phai
ciia cong ddng, lidu thuimg ding cia cefpodoxim 1 200 mg/lin, ctr 12 gi¢ mdt lim, trong 10 hode 14 ngly
turomg {mg.

Bdi vdi vitm hong vihode viem amidan thé nhg dén vira hofic nhidm khudn dudmg tiét nigu thé nhg hoge
wira chira bién chimg lidu cefpodoxim 13 100 mg mi 12 gity, trong § - 10 ngdy holic 7 ngly twong img.
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. centra Bbi voi cic nhifm khuin da v cdc 16 chire da thé nhe va vim chua bién chimg, lién thuimg ding 13 400 mg
mdi 12 giir, wrong 7 - 14 ngay. ‘ -
pharmacy Pé didy tri bénh [in niéu dgo chua bién chimg & nam, nit va cac binh iy kv mon - true ring v ndi mae co
tir cung & phy ndr: Ding 1 lidu duy nhét 200 mg cefpodoxim, tiép theo 1 didu tri biing doxycyelin ubng dé d&
phdng oo ol nhigm Chlamydia,

Tré em:

Dé didu tri viém tai git cdp & tré em tir 5 thing dén 12 tudi, ding licu 5 mg/kg (t6i da 200 mg) cefpodoxim
mdi 12 git, hode 10 mg/ke (ti da 4D0 mg) ngdy mt lin, trong 10 nghy. DE didu urj viém phé quan/viém
umidan thé nhe va vim ¢ tré em 5 thing dén 12 mii. lidu thuimg ding 14 5 mg/kg (101 da 100 mg) méi 12 gio,
trong 5 - 10 ngay. )

Dé didu tri cac bénh nhidm khudn khac cho tré dudi 15 ngay wbi: Khdng nén ding

Tir 15 nghy dén 6 thing: § mg/kg/ngiy, chia 2 lin;

Tir 6 thang dén 2 nim: 40 m ngay 2 lin;

Tir 3 tudi dén 8 wdi: 80 me/lin, ngay 2 lin;

Trén 9 whi: 100 mg/thn, ngdy 2 ln,

Liéu cho ngaeii suy thiin:

Khong cin didu chinh liéu hromg cia cefpodoxim néu dd thanh thii creatinin lim hom 40 mUphit.
Thip han gid tri ndy, cie nghién cins duge ddng hoc cho thiy sy gia ting thoi gian bin thai vi ndng 80 huyét
tiromg thi da, va do dé lidu Jugng nén duge diéu chinh mot céch thich hop nhu sau:

TrungTamThuoc.com

D) thanh thii creatinin (mUphit) Li¢u diing ]
39-10 liu duy nhat mdi 24 git thay vi hai lin mit
ngiy (tic i mdt nim lifu ngudi lom binh
thuimg),
<10 liéu duy nhix mdi 48 gio (ure 1 Y litu nguoi
Iém binh thuimg).
Bénh nhin thim phin mau licu duy nhit sau mdi kin loe miu.
Cdch ding:

Hoa bt thube vao mdt lwgng nude vir di (khodng 100 ml). Khéng dimg sira, tra, ca phé hode cac thirc udng
< ga, cb edn hole caleium dé pha thube. Nén udng cefpodoxim cling thirc &n 0 tling sy :39 thu cia thube
qua dutmg tiéu hoa. Uding thudc ngay sau khi pha, khudy déu thude tnrde khi ulng.

Chiing chi djnh:

Qud min vii cefpodoxim hodie bt cir thanh phin ndo cia thude.

Tién sir qua mn trung binh dén ning vai khing sinh penicillin hoje cdic beta-lactam khdc.

5. Cinh bio va thin trong:

Ciin sir dyng thin trong ddi véi nhimg ngudi min cém vai penicillin. thidu ning thin va ngisdi ¢6 thai
hodic dang cho con b,

Cefpodoxim khong phéi 1i khing sinh duge uu tién trong didu trj viém phdi do i clu vi khong nén
diing n6 dé diéu trj cic bénh viém phoi khong dién hinh do cic vi khudn nhu Legionella. Mycoplasma,
Chiamydta va S. Preumoniae giy ra.

Gidng nhw tdf cd cic khing sinh beta-lactam, cic phin img qua midn nghiém wong va dbi khi gdy i
vong dd dugo béo cdo. Trong nhimg truémg hop xdy ra phin (mg qud min nghiém trong, phii ngimg
ding cefpodoxim ngay va tién hinh cac phuong phip diéu trj cip et thich hop.

Trude khi bt ddu diéu tri, cdn xic dinh xem bénh nhin cd tién sir phan tmg qua min vl eefpodoxim,
véi cde cephalosporin khac hay bét ki logi thube beta-lactam ndo khic hay khing. Cin thin trong khi
dung cefpodoxim cho bénh nhin ¢4 tién sir qua min nhe véi céc thude beta-lactam khic,

Cée tririmg hop suy thin ning, e thé cin phai gidm lidu phy thudc vio d thanh thai creatinin,

Viém dgi trang va viém dagi tring gid mac lién quan tdi khang sinh d8 duge bao cdo voi hin hén 1t b
cic thude khiing sinh, bao gbm cefpodoxim véi mirc dj nghiém trong tir nhe cho dén de doa i tinh
mang. Do d6, ciin xém xét chiin dodn nhimg bénh nhan bj tidu chdy trong vA sau khi ding cefpodoxim.
Nén xem xét vige ngimg didu tr véi cefpodoxim v tién hinh ligu phip didu trj dic higu d¢ didu trj
Clostridium difficile. Khdng nén ding cic thude Ge ehé nhu ding rudi.
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pharmacy Gidng nhu tit ¢4 cde khang sinh beta-lactam, gidm bych cdu trung tinh va cic trudng hop hiém gap vé
bach cdu hat ¢6 thé xudt hién djc bigt 1i trong didu Il:ikéc-dﬁ. Déi véi truimg hop diku tr qud 10
- gy, nén theo ddi sé lugng t1é bio mdu v ngimg didu trj néu bj gidm bach cdu trung tinh.
Cephalosporin c6 thé duge hip thy trén bé mit mang 1é bio gchwg‘nnmvaidcmnmé
trye tiép chdng 1gi thube dé wo xét nghi¢m Coomb duong tinh vi rit hidm gy thidu miu tan miu.
Penicillin co lli phan img chéo vii phin ing nay.
Thay d6i chirc ning thin di dugc thily khi diing khang sinh cephalosporin, dac biét khi ding ddng thivi
véi cdc thube c6 kha ning gy dic cho thin nhu aminoglycosid v hode thube lgi tide manh. Trong
nhimg trdmg hop nity, néa theo ddi chire ndng thiin,
Gibng vdi cic khing sinh khe, ding cefpodoxim dii ngiy c6 thé diin dén sy phét trién qué mirc céc vi
khudn khong nhay edm (candida va Clastridivm difficile), ¢6 thé phiii tgm ngimg

Diing cefpodoxim ¢4 thé diin dén phan (mg dwong tinh gia glucose nidu khi di thir Clinitest,
dung dich Benedict, hode dung dich Fehling. Nén sir dung xét nghiém glucose dya trén céc phin img
enzym glucose oxidase,

Td digg:

Puimg RE, Dextrose khan: Nhilmg bénh nhiin bi céc van d¢ di truyén hiém gip trong viéc dung ngp
rmctusel;;himg kém hip thy glucose — galactose hode thidu enzym sucrase-isomaltase khong nén sir
dyng thude ndy.
Aspartam [& mdt ngudn Lhenylulmin. N6 6 thé ghy hgi néu ban bj bénh phenyleeton nidu (PKU), 1h
mdt rbi logn di truyén hiém glp, do co thé khong thlwi bé phenylalanin mit cich thich ding gly tich
lily phenylalanin.
6. Sir dyng thudic cho phy nir ¢6 thai v cho con bil

7 e 3

l(‘:hwl. e nghién ciu diy do khi st dung cefpodoxim cho phy n@ ¢b thai, Nghién ciru trén ddng viit khdng
cho thiy ddc tinh trén sinh sin, tuy nhién cn thin trong khi sir dyng thubc phy et 6 thai..
: y :

Cefpodoxim durge tict qua sifa me véi nong d thip. Mic di ndng d) thip, nhumg viin c6 3 vin aé s&

xiiy ra 8bi v tré em bl st ¢6 cefpodoxim: RSi logn hé vi khudn duimg rudt, tic dung trye tiép dén co

thé tré vi két qui nudi eby vi khudn s sai, néu phai lim khing sinh db khi c6 sbt.

7. Anh hwémg eia thudic 1én kha niing l4i xe, vin hinh may méc

Trong mdt sd it trudmg hop, thude c6 thé gly dau ddu, ting truong lyc vh chdng mdt hoa mét, do 46 cln huu

y khi Ii xe vA vin hinh may méc,

8. Twong tie, twong ky céa thube

ﬂthucefmdnximui-imkhicﬁ¢Ht¢hfvntuid.viﬁyuﬁﬂtdhgccfpodoximcﬁngwichﬁchﬁngatidﬂ
khiing histamin Hs.

Probenecid gidm bai tiét cefpodoxim qua thin,

Hogt lyre cila cefpodoxim ¢6 thé ting khi ding ddng thdi v6i cdc chilt acid uric nidu.

Cefpodoxim c6 thé gidm hogt lye cba vic xin thuomg hin séng.

Thude chbng ddng duimg ubng: ding ddng thii cefpodoxim véi warfarin ¢b thé lam ting thém tée dung

ching ddng mau, D cb nhidu bio co vé sy gia ting hoat tinh thubc ching ddng & binh nhin nhin ding

:hudckhingkhuh.husbmqph-lkﬁ:ﬁn. theo ddi chi sb INR thuimg xuyén trong vi ngay sau khi

ubng ce im cling voi mdt chit chdng ddng mau dimg duimg ubng.

Do khong ¢6 che nghién clru vé tinh wong ky cia thude, khdng trjn Ilin thude ndy véi che thude khic.
9. Ticdgng khing mong mubn cda thube (ADR):

Tée dyng khong mong mubn duge phin logi theo thn sult xudt hign nhu sau: rit thubmg gip ( ADR 2 1/10),
thuimg gip (1/100 < ADR<1/10), it gl (1/1000 < ADR<1/100), hiém gip (1/10,000 < ADR<1/1000), rit
hiém ghp (ADR<1/10000), chura biét (chua thé wée tinh tir i lidu c6 sdn),

Réi loan mdu vé bach It

Hiém glip: Céc rbi loan huyét ho nh gidm hemoglobin, gitm tiéu chu, gidm tiéu chu, gidm bach cdu va
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pharmacy thinh gidc:

Khong phd bién: U tai
TrungTamThuoc.com RIS T

Thutmg gdp: thing &p Iyrc da diy, bubn nén, ndn mirs, dau byng, dly hoi, tiéu chiy. Tiu chiy c6 thé xiy ra
nhir 13 mdt trigu chimg cha viém rudt. .

Kha niing bj vihnmg'gi#mn&!dwt xem xét néu xult hién tiéu chiy nghiém trong hodc dai ding xiy ra
trong holie sau khi dicu trj.

Réi logn chuvdn héa va dinh duimg

Thutmg gip: An mit ngon

Rdi foan hé mién dich =

Rét hiém gap: phin img phin v§, co thit phé quin, ban xufit huyét vi phis mach.

Rai loan thn va tide nigu

Rét hiém gip: Thng nhg lugng urea va creatinin,

Réi loan mdt gan va mdt » B
Hiém gip: thng tam thi ndng 0 trung binh ciia ASAT, ALAT vé alkaline phosphatase vi/hoje bilirubin..
Rt hiém gdp: tbn thuong gan

Rai loan mé da va mé dedri da

it gap: Phén img da, ndi mé day, ngim.

Rit hiém gp: Hji chimg Stevens-Johnson, hoai tir ddc biéu bi v hdng ban da dang.

Nhiém trimg vé ldy nhiém

Co the phit trién cde ching vi sinh viit khong nhay cim.

Réi loan khdc:

it giip: Suyén hoge khé chiu.

10. Qua liéu va cich xir tri:

Qud lidu adi véi cefpodoxim proxetil chua dupe bdo cdo. Trigu chimg do ding thude qué lidu cé thé gdm cb
budn non, ndn, dsu thugng vi va tiéu chiy, Trong trnrimg hop c6 phin img nhiém doe ning do dimg qud lidu,
thim phin mau hay thim phin phic mac c6 thé gitip logi b cefpodoxim ra khoi co thé, djc bigt khi chie
nfing thin bj suy gidam.

11, Pic tinh duge lye hoe

Nhém duge 19: Cephalosporin thé hé 3, mi ATC: JOIDDI 3.

Cefpodoxim 14 khing sinh cephalosporin thé h# 3, duge sir dung tuomg ty nhur cefixim trong didu trj cdc
nhicm khudn n"lzy cam, nhung cefpodoxim ¢6 hoat tinh manh han chdng lai Staphylococcus awreus.

Pho khdng ki

Gibng cic cephalosporin thé hé 3 (cefdinir, cefixim, ceftibuten), cefpodoxim c6 phé khing khudn rong déi
véi cdc vi khudin Gram dm hiéu khi, so vdi cephalosporin thé hé thir nhdt va thir hai.

V& nguyén tic, cefpodoxim co hoat lye d6i véi cdu khudn Gram dwong nhur phé clu khudn (Streprococeus
preumoniae), cic lién chu khudn (Streptococcus) nhom AB,C, G va vdi cic ty cdu khuin Staphylococcus
aureus, S. epidermidis cé hay khdng 1g0 ra beta - lactamase. Tuy nhién, thudc khdng cb tic dung chdng cdc
ty clu kluﬁn khing isoxazolyl - penicillin do thay ddi protein ghn penicillin (kiéu khing clia ty ciu ving
khing methicilin MRSA), K.ii;l khing khing sinh MRSA niy dang phét trién ngy cing ting & Vi#t Nam.
Cefpodoxim ciing c6 tic dung ddi vi cic chu khudn Gram am, céc tryc khudn Gram dwong vi Gram m.
Thube ¢6 hogt tinh chéng céc vi khudn Gram dm gy bénh quan trong nhu E. coli, Klebsiella, Proteus
mirabilis va Citrobacter,

Tuy nhién & Vi¢t Nam, cdc vi khuin niy cing khing ci cephalosporin thé h¢ 3. Viin d& niay cin leu ¥ vi d6
I4 m&t nguy co thit bai trong didu tr.

Nguge lpi véi cée cephalosporin logi ubng khic, cefpodoxim bén vimg ddi véi beta - lactamase do Hae-
mophilus influenzae, Moraxella catarrhalis vi Neisseria sinh ra. Tuy viiy nhin x¢ét ndy ciing chia durge theo
ddi ¢6 hé théng & Vigt Nam va hogt lye cia cefpodoxim cao hon dén mic 49 ndo so vai hogt lye cia cic
cephalosporin ubng khie cling chim ro.

Co chd tdc dyng




Thube ¢6 tic dung khing khudn do.ic ché 1éng ban thianh té bao, yi.khuls; thul¢ gin vao mét hojic nhiéu

A protein gin penicillin (BPB) {1a-¢ic ‘protein the %h v think' philn'c tao ming té bao vi khudn), (e ché

. ce i Bing chuyén hoa peptid cla qué trinh tdng hop ming té bao vi khudn, diin dén irc ché sinh téng

( J bao. Cefpodoxim ¢6 dd bén vimg cao tnrée sy tdn cdng cia céc beta - lactamase, do chc khudn
Pharmggém am va Gram dwong to ra.

PK/ PD:
DO vii cephalosporin, chi sb duge ddng hoe - ddng lire hoe quan trong nhit cé lién quan tdi higu qud trén in

vivo dii duge chi m 13 ty 1§ phin trim cia khodng cdch dim I?éu cé ndng 3 thubc tyr do trong méu duge duy
tri trén mire ndng d e ché 1i thidu (MIC) cia cefpodoxim déi véi timg ching vi khuin dich (% T> MIC).
Co ché khing thudc: kha nang dé khing vdi cephalosporin 14 két qua ciia nhiéu co ché khac nhau;

- Do sy thay d6i tinh thim cis mang té bao dbi véi vi khudn Gram dm.

- Sy thay d6i cua cac protein giin két penicillin (PBPs).

- Vi khuiln sin xufit beta-lactamase.

- Cor ¢hé bom thude cda vi khudin

12, Pie tinh duyge djng hoe

Cefpodoxim proxetil (ester ciia cefpodoxim) 1d mt tién duge khong c6 tie dyng khing khuln khi chua duge
thiy phin thinh cefpodoxim trong co thé. Cefpodoxim proxetil duge hip thy qua ti a va duge
chuyén hoa bai cde esterase khong die higu trong rut thinh chit chuyén héa cefpodoxim €0 tic dyng. Thire
in khong dnh hudng dén sinh kha dung cia thude ddi vai dang hdn dich udng.

Kha dung sinh hoe cla cefpodoxim khodng $0%. Thoi gian bén thai huyét thanh cia cefpodoxim 14 2,1 - 2,8
gitr 48i véi ngudi bénh €6 chire ning thin binh thuémg. Théi gian bin thai huyét thanh ting 1én dén 3,5 - 9.8
gitr & ngudri bi thidu ning thin, Sau khi udng mit lidu cefpodoxim, & ngudi Iém khoé manh ¢ chirc ning
thin binh thudmg, ndng dd dinh huyét twong dat duge trong vong 2 - 3 gilr va o6 gid trj trung binh 1.4
microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml ddi v&i cde lidu 100 mg, 200 mg, 400 mg.

Cefpodoxim phiin bd 1t vao cdc md i phdi va hong, vio dich mang phdi ; thube vo dich nio tiy rit it vé ,
mdt lugmg nho xudt hign trong sim ; thude dat duge nfa'zg @6 diéu tr trong dutmg hd hip, dubmg nidu va mét.
Khodng 40% cefpodoxim lién két véi protein huyét twomg. Thudc duge thai trir dudi dang khdng thay ddiv
qua lgc cia ciu thin va bai tiét ciia Sng thin. Khodng 29 - 38% liéu ding duge thai tnir trong vong 12 gidy
ngudri Iém c6 chirc ning thiin binh thudng. Khdng xdy ra bién ddi sinh hoc & thin va gan. Thudc bj thii trix
mire 43 nhit dinh khi thim tich méu.

13. Quy cdch dong goi: Hop 10 goi x 3,0 g Hop 14 gbi x 3,0 g, Hop 20 gbi x 3,0 ¢

14. Diéu kién bio quin: Bao quin thube & noi khd, thoing, nhiét 4o dudi 30°C, trinh dnh séng,

15. Hgn ding cua thube: 36 thing ké tir ngly san xudt,

16. Tiéu chuiin chiit legng ciia thube: Tidu chudn co sé.

Tén, dja chi ciia corsir sin xudit:
CONG TY TNHH US PHARMA USA
La Bl — 10, Buémg D2, Khu ¢dng nghi¢p Tay Bic C Chi - TP. H& Chi Minh — Vigt Nam,
Moi thde mde va thing tin chi tiér, xin lién hi sé dign thogi 028-37908860

US PHARMA USA



