Huémg din st dung

Rx THUOC NAY CHI DUNG THEO DON THUOC

Chuyén héa va dinh dudmg: TAng SGPT.
Co-xuwong: Dauco. .
Than kinh: Ao gidc, ting déng, lo ling, budn ngu,
Ho hap: Chay méu cam, viém mii.
Da: Nhiém Candida, may day, viém da do niim, myn, dé da todn thén, ban sén.
Gide quan: Loan v gidc.
Thay di1 frong xétnghigm
Nhimg thay dbi dang ke trong xét nghiém da duge bao cido & bénh nhin nguin lém vi tré em trong cic this
nghigm lim sing cha cefpodoxim proxetil, khéng lién quan dén cée thube khic, bao gdm:
Gan: Tang thoang qua AST (SGOT), ALT (SGPT), GGT, phosphatase kiém, bilirubin va LDH,
Mau: Tang bach ciu wra acid tang bach cdu, ting bach ciu lympho, ting bach cdu hp ting bach ciu wa bazo,
ting bach cau mono, ting tiu cau, giam hemoglobin, giam hematocnit, giam bach n:IEu.. gifm bach clu trung
|i|3h. giim bach ciu lympho, gidm tiéu cdu, tAng li¢u cu lién phit, duong tinh vii nghiém phip Coomb trye
tiép, kéo dii PT va PTT.
Céc thanh phan trong mau: Tang duémg huyét, ha duimg huyvét, giam albumi 5t i i
bl ooy ghuyet, g n huyet, gidm protein huyét, ting
Thin: Tang BUN vacreatinin.
Hiu hét céc bét thudmg nay 1 thodng qua vikhéng ¢é ¥ nghia lim sing,
Sav khi thude hev hanh ngodi thy trizomg.
Cdc phan img khing mong muon nghiém trong sau di duge bdo edo: cic phin img dj img bao gdm h{ji chimg
Stevens-Johnson, hoai tir thigng bi nhiém dc, héng ban da dang, phin img giong bénh huyét thanh, viém
dgi tring gia mac, tiéu chay lin mdu kém dau byng, viém loét dgi trang, chiy mau trye tring kém ha huyétdp,
s0¢ phin v¢, ton thuong gan cap tinh, phoi nhiém trong tir cung kém sdy thai, ban xufit huyét do viém thin,
thim nhiém phoi ting bach cau va acid, viém da mi mat.
Mot trudmg hop tir vong duge cho la do viém dai trang giéd mac va déng mau ndi mach lan toa.
Phan ung khéng mong mudn chung ciia nhém cephalosporin
Ngoai céc phén img khong mong mudn da duge quan sit thiy ¢ b¢nh nhin sir dung cefpodoxim proxetil ké
trén, cac phan img khong mong muon va nhimg thay doi trong xét nghiém duge liét ké dudi day 43 duge bio
céo khi sirdung khing sinh nhém cephalosporin:
Phén (mg khong mong mudn va bt thirémg trong xét nghi¢m: Suy gidm chirc ning thin, nhiém dgc thin, suy
gidm chirc nng gan bao gom ir mt, thiéu méu bét san, thiéu méu tan méau, phin (mg giéng bénh huyét thanh,
chiy mdu, mét bach cau hat va giim ba déng té bao.

- Mt sb cephalosporin cd lién quan dén viéc kich hoat cdc con dong kinh, dic bigt & nhimg bénh nhin b suy

thiin khi khéng gidm liéu. Néu xdy ra co gidt lién quan dén diéu trj bing thubc, nén ngimg thude. Didu trj
chéngmgihcéméduchm ra tiry theo tinh trang 1am sdng.

Hwdng danxietri ADR

Ngumg diéu trj bing cefpodoxim,

QUA LIEU VA XU TRI

Trigu ching _
Trong céc nghién ciru dde tinh thude trén chudt thi nghiém, mét liéu don udng Sg/'kg thé trong chua thiy céc
tic dung khong mong mubn. 1

Céc trigu chimg ngd ddc xdy ra khi qud liéu céc khing sinh beta-lactam cé the 13 budn ndn, nén, dau ving
thugng vj, va tiéu chay.

Xirerd

Trong trudmg hgp c6 cdc phin img ngd ddc trdm trong do qua liéu, thim tach mau hofic thim phin phic mac
¢ the gidp logi bo ce oxim khoi cothé, d4c biét khi cé suy giam chire nidng thin.

THONG TIN DUQCLY, DUQC LAM SANG
PAC TINH DUQC LYCHOQC
- Mhém duge 1¥: Khing sinh nhém cephalosporin thé hé 3.

MAATC:JO1DDI13.

Corehé tde dung

Cefpodoxim la mt khang sinh diét khudn tdc ddng 1én sy tdng hp thanh té bao. Cefpodoxim hoat dong duge
khi c6 mjt ciia mt 50 beta-lactamase, ké ci penicillinase va cephalosporinase & vi khudn Gram am va vi
khudn Gram duong.

BOSTOLOX SuSPENSION

Cén bing gitra ndng d¢ thude trong huyét tuong va trong md dugc ghi nhiin trong vong 4 giér sau khi udng.

Khdng phit hign cefpodoxim trong md amidan sau 12 giér ding thude. Nh
ring nong df cia cefpodoxim vurgt qua MIC90 ciia S pyegenes trong it n

cefpodoxim proxetil.
Mé phéi

hat

img ket qua nay dd chimg minh
7 gitr sau khi ding 100 mg

Khi udng | lidu duy nhit cefpodoxim (vién nén bao phim) 200 mg, trung binh ndng d¢ cefpodoxim trong mo
phoi dat 0,63 meg/g !.si thiri diém 3 gitr sau khi udng, dat 0,52 meg/g tai thiri diém 6 gior sau khi udng, va dat
I

0,19 mr.:g."%lai thén d
vao md ph

Dijchndoe tuy (C5F)

- Chuacddir ligu vé cefpodoxim qua dich niio tiry ciia nguin.

Chuyén héa v thai trie

m 12 gitr sau khi udng. Két qua cia nghién ciu ndy chi ra ring cefpodoxim thim nhip
i vit duy tri ndng d3 thube trong it nhit 12 giér sau khi udng thude & mire virgt qua MIC90 ddi von
5. preumoniae v H influenzae.

- O khoang liéu khuyén céo (100 mg — 400 mg), khoang 29 — 33% lifu ubng cefpodoxim duge thai trir dudn
dgng khong ddi trong nude tiéu trong 12 gidr. Chuyén hoa cefpodoxim in vivo rit nhé.

Ddi twgng dic bigt

Arh hneomg ciia sy gicm chirc ndng then )
- Thai trir ce oxim giam & bénh nhin suy thin mirc d§ trung binh dén ndng (do thanh thal creatinin < 50
mL/phit). O cic ddi tugmg suy giam chirc ning thiin mirc 49 nhe (44 thanh thai creatinin tir 50 - 80 mL/phit),
thiri gian bin thii trong huyét twong cia cefpodoxim trung binh 13 khodng 3.5 gir. O cic ddi wgng suy thin
mir¢ d¢ trung binh (d¢ thanh théi creatinin tir 30 — 49 mL/phat) va mie 4 ning (49 thanh thai creatinin tir 5 —
29 mL/phuit), thosi gian bén théi ting tuong img dén 5,9 gidrva 9,8 gio. Khoang 23% liéu udng duge logi bo
khéi co thé & bénh nhin lpc méu theo tién trinh chudn 3 lin/tuin.

Anh heimg ciia suy gan (Xe gan)

- Glhénh nhdn xo gan, sy hip thu philmdrtfmbi gidm dén trong khi sy thai trir 12 khéng déi. Gia trj trung binh thoi
gian bin thai va d{ thanh thii thin & b¢nh nhin xo gan twong ty so vin & cdc doi iugng khoe manh. Trigu
chimg co trudmg dudmg nhu khing dnh hudng dén cic gia trj nay trong céc ddi tugmg xo gan. Khing khuyén

cdodicu chinh liéu & nhimg bénh nhan nay.

Dhege ding hoc o nguedi cao tuo

- Béi twgmg ngudi cao twdi khong cin diéu chinh liéu trir khi ho bj suy giim chirc ning thin. O nhimg déi tugng
cao tuoi khoe manh, thisi gian bin thai cua cefpodoxim trong huyét turong trung binh 4.2 gid (so vin 3.3 gio

& nhimg ngudi tré tuoi) va phan trim thude tim lai trong nude tidu trung binh khodng
400 mg moi 12 gio. Cic thong s6 duge dong hoc khic (Cmax, AUC va Tmax)khongth

HI.i!qLLI].I‘I sat duge & nhimg dda tugng tré khde manh.

DULIEUTU THU NGHIEM
Viém bang quang

LAM SANG

21% sau khi ding liéu
ay doi so voi cac thong

Trong 2 thir nghiém mi d6i, ngdu nhién theo ty 1§ 2:1, ¢6 d6i chiéu duge thyc hi¢n trén ngudi lim & My,

celpodoxim proxetil duge so
tigt trir vi khuin ghi nhin sau 5 - 9 ngay

sanh vin thude khin

_ ing sinh nhém betalactam khac. Trong cac nghién ciru, ty lé
dung thude niy duge the hién trong bang dud ddy:

| VIKHUAN GAY BENH

LE colf

Cée vi Khudn gdy bénh khic:
K preumoniae
Pmirabilis

5. saprophyticus

Tong
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Neghién cumve viém tai giira cap tinh

Trong cic nghién ciru ¢6 doi chim
ke cie sinh vit sdn xudt beta-lact;
nghién ciru ndy sir dung cée téu chi danh
* @ 0 ongdy 4 dénngdy 21 cua tién trinh dié

quﬂédékh&"g it gay nhdicu try,

thig¢n ) nhir sau:

g vé bénh viém tai giira eﬁp tinh duge th

ty 1§ naty thip hon so vain
ho viém biang quang,

" - woat- i ! 133
Trong cic nghién ol ndy, ty 1¢ chita khoi bénh trén lim : Iﬂﬁl%}

tuong duong vén cae thude doi chidu; tuy nhién, cic
V01 mot s nhom thude khac duge phé duyt dinge

—

sdng va ty 1¢ tiét trir vi khudn cia cefpodoxim pmx;.-ﬁ

himg tnrémg hgp duge quan sat

. _ : we hign & M§, noi ¢é mge ty 1¢ dan
amase dugi_: tim ghn;r: ctfgc:rduxim proxetil duge so sanh v ceﬁ:r:‘m. lf.".lic&.'.l
212 vi cie tiéu chi dap img lam sdng va vi sinh rit nghiém ngdt nir
dithu duge ket qua digt vi khudn/két qua lim sing (chira khoi va cds



theo kinh nghigm :
LIEU LUQNG, CACH DUNG

Liéu lwgng _
Nguecri lemva tré vj thanh nién (i 2 tudi fra lén)

. ina T TONGLIEU  |eim cuitsir pung| THO1GIAN]
!.DM NHIEM KHUAN | HANG NGAY TAN SUAT 51 m,lnir_ SUDYNG |
Viém hong vivhodic viém amidan 200 mg. 100 m_g._rn-ﬁi 1_]."_5.::} 5 = 10 ngay :
Viém phon mac phii cng dérlg 400 mg 200 mg mai 12 gid 14 ngay i
Lju khdng bién chung (nam gith va ni gici) 3 hét
;u viem trye trang do 1iu ciu (nd gion) | 200 mg Lieu duy n! _
|Da va ciu truc da 800 mg 400 mg moi 12 gid 7- 14 ngly
E'li-m xoang ham cip tinh 400 mg 200 mg P12 gio 10 'E.ﬁll
{Nhiém khuin duimg tét nigu khong bicn chimg | 200 mg 100 mg moi 12 gidr 7 ngdy
Tré em (tie 2 thang dén checn | 2 midi) -
o AN SUAT SIf DUNG THOT GIAN
LOAI NHIEM KHUAN | TONG LIEU HANG NGAY | TAN SUAT SUDYN SU DUNG
ST garE gy 10 mg/kg/ngdy S mg/kg mdi 12 g § nizk
Viém tai giTa cap tinh (Téi da 400 mg/ngiy) (T6i da 200 mg méi 12gi) |~ =
, i 10 mg/kg/ngdy 5 mg/kg mdi 12 gia 1
Viém hong vi/hoge viém amidan | (74; 4a 200 mg/ngiy) (Téi da 100 mg mdi 12 gid) i s B
10 mg/kg/ngdy 5 mg/kg moi 12 gid
Viém xoang him c3p (T6i da 400 mg/ngiy) | (Téi da 200 mg mdi 12 gid) 10 ngdy
— Db véi nhom bénh nhin niy nén sir dyng dang bio ché cbm pha hdn dich da lidu dé phan lidu phit hgp cho
timg logi nhiém khudn.
Tré em durdi 2 thang tuoi :
- Tinhantodn v hifuqué ciiathude cho tré em dudi 2 thang tudi chua dugc thiét 1ip.
Bénh nhdn suy gidm chie nang thén

- Pébi véi bénh nhén suy thin ning (4§ thanh thai creatinin < 30 mL/phit), khodng cach gifa cac ljéu sir dyng
nén tng 1én thinh mdi 24 gi. O bénh nhin c6 thim tich mau, nén sir dung 3 lin/tuln, sau mdi budi thim tich
miu.

Bénh nhdnxogan

Dmdﬁnghmcﬁaufmdnﬂm&b&nhnhinxugm{uﬁhnﬁckhﬁng:ﬁcﬁwﬁng}limﬂnglu\r&id&imwg

khoe manh. Khong clin thiét phai chinh liéu & nhimg bénh nhén ny.

Céch ding

. BOSTOLOX SUSPENSION duge ding duémg udng, ciing hoje khéng cling véi thire dn.

- Cich pha hén djch ubng: Pha thudc véi mt lugng nudc hop ly (khoang 10 mL cho mjt gbi), khudy déu va
dung ngay.

CHONG CHi D|NH

- Bénh nhin qui min véi cefpodoxim hoje bt cir thinh phin ndo ciia thudc.

- Bﬁnhnﬂndiimgvﬂznﬂndwﬁckﬂ: nhém cephalosporin.

- Mgubirdi logn chuyén héa porphyrin.

cicﬁﬁﬁﬂa HQPTHAN TRONG KHI DUNG THUOC
Cank hdo

- Truérc khi didu trj véi cefpodoxim phai diéu tra cdn thin xem bénh nhin tnrde d6 c6 tién sit min cam véi
cefpodoxim, céc cephalosporin khéc, cc penicillin hodic cac thude khic khing. Néu sir dung cefpodoxim
cho bénh nhén mén cim véi penicillin, cén thin trong vi kha ning xdy ra qui min chéo gitra céc khang sinh
beta-lactam d3 dugc khing dinh v ty 1& xdy ra c6 thé 1én dén 10% trong ting sb bénh nhin c6 tién sir min
cim v6i penicilin. Néu xdy ra phan img qué mén khi ding cefpodoxim proxetil cin ngyng dung thudc.
Truémg hgp céc phin img niy tré nén ning, cin phai diéu trj v6i epinephrin va cdc bi¢n phap cdp ciru khéc,
bao gbm thér oxy, truyén dich tinh mach, khing histamin tiém tinh mach, corticosteroid, céc amin am tAng
huyét 4p va céc bién phip hd trg duémg thé tiy theo tinh trang 1am sang cia bénh nhin.

- Tiéuchy cé lién quan dén Clostridum difficile (CDAD) di duge béo cdo trong qud trinh sir dyng cita hiu hét
céc khang sinh, d6 ¢ cefpodoxim, mirc 49 thay ddi tir tiéu chdy nhg dén tir vong do viém dai tring.
Nguyén nhin 1 do didu trj bing céc thube khang sinh lam thay d0i hé vi sinh dgi tring, din dén sy phit m‘éan
qui mirc cia C. difficile.

. C. difficile sin sinh céc doc 15 A va B giy nén sy phét trién b§nh CDAD. Céc ching C. difficile tang dc lye
lam ting fn st vi 1y 1€ tir vong do nhimg nhiém khudn ndy c6 thé khang lgi liéu phip khéng sinh vi cé the
cin phai cit bo dgi tring. CDAD phii duge xem xét & tit ¢ cdc bénh nhin c6 tigu chay trong hodc sau khi sir
dyng khéng sinh. Céin phai ghi chép lich sir bénh nhin cin thiin vi CDAD 43 duge bio cdo xdy ra trong vong
hai thing sau khi ding thubc khéng sinh.

- Néuctnghingdhodc xdcdinhcdé CDAD, clnngung ding céc khdng sinh khong trye liép khing lai
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L0i) mg/kg/ngay (2ap 2 1an liéu cho ngudn, tinh trén mg/m2) hojc cho tho @ hieu tdn 30 mg/kg/ngay (gap | -2
Jin liéu cho ngudi, tinh trén mg/m2).
Tuy nhién, chua co cde nghién cir dﬁ}r i va o6 ddi chﬂngtﬁt v sir dung cefpodoxim & phy ni ¢6 thai, v béi
vi cic nghién ciru sinh sin trén ddng viit khong phai lic ndo cling dy dodn duge cho ngudi, thude ¢6 thé duge
sir dyng cho phy nirco thai néu cdn thiét. Thin trong khi ké don cho phy nit ¢6 thai.
r.',".'myén da va sinhno
Cefpodoxim proxetil chira dwgc nghién cir sir dyng trong qud trinh chuyén da va sinh né. Chi nén sir dung
néu thyre sy cdn thiet saukhi dd cin nhie gitra lgi ich va nguy co.
Phy nitcho conbu
Cefpodoxim dugc bdi tiét qua sra me. Trong mdt nghién ciru trén 3 phy ni cho con b, nong 49 cefpodoxim
trong stra mg do dugc sau 4 gidr udng 1 lidu cefpodoxim 20 mg 14 0%, 2% va 6% tdng huyng trong huyét
thanh. Séu gid sau khi ubng, ndng 46 thubc do duge 14 0%, 9% va 16% tong lugng thude trong huyét thanh.
Do tiém ning vé tic dung khdng mong mudn cho tré bi me, cln cin nhiic k¥ viéc dimg cho con bi ciia tré
hodic ubng thubc ciia ngmh me. Mic dis ndng 49 thip, nhumg viln c6 3 vin d& ¢ thé xdy ra déi v&i tré em bi
sira ¢6 cefpodoxim: Roi logn hé vi khudn dutmg rudt, tic dyng tryc tiép dén co thé tré va két qui nudi ciy vi
khudn & sai, néu phai lim khing sinh d8 khi c6 sét.

ANH HUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Néu cam thiy chéng mit sau khi diing thubc niy, bénh nhin khéng nén |41 xe vi viin hinh miy méc.

TUONG TACTHUOC

TACDUNGKH

Antacid

Diing dng thés véi lidu cao thudc antacid (natri bicarbonat va nhdm hydroxyd) hode thude e ché H2 lam
giim ndng d§ dinh ciia cefpodoxim trong huyét twong twong (mg 14 24% va 42%, mirc dd hap thu giam trong
img la 27% v 32%. Téc o hip thu khéng thay ddi viéc dimg ddng théi céc thude nay. Céc thude khing

cholinergic ding duémg ubng (vi dy: elin) lam chgm théi gian dat ndng d dinh (Tmax ting 47%),
nhimg khéng dnh hudmg dén mirc 4§ hip thu (AUC).
Probenecid

Ciing nhur céc thubc khéng sinh beta-lactam khic, thai trir cefpodoxim qua thin bj irc ché béi probenecid, két
qui lam tAng khodng 31% AUC va 20% ndng d§ dinh cia cefpodoxim trong huyét twong.
Cdc thudc gdy dic thén
Miic dit dc tinh trén thin chura duge ghi nhin khi sir dung cefpodoxim don déc nhumg cin theo dBi chit ché
chirc néng thin khi diing 3dng théri cefpodoxim proxetil véi cic chit d biét cé tiém ning giy djc thin.
Khd ning gdy ung thir, dgt bién gen suy giam kha ndng sinh sdn
Cﬁnnghi{éncﬁukmdiihfndﬁngﬂw kha ning gdy ung thu cia cefpodoxim proxetil chua duge thyre hién.
Cic nghién ciru vé ddt bién gen, bao gbm xét nghiém Ames c6 hojic khong c6 sy hoat héa trao ddi chit, bat
thuémg céu tric nhidm sic thé, dinh lugng tong hgp ADN dinh han, téi 3 hop trong nguyén phin, hodn
vi gen, 44t bién gen thudin va thir nghiém nhn in vive, tit cd déu cho két qua dm tinh. Chua c6 ghi nhin tic
dyng khong mong mudn ddi véi kha ning sinh sin ciia chudt khi cho ding duimg udng liéu 100 mg/kg/ngay
hodic it hcm{gﬂ(g 2 1an liéu ngun, tinh trén mg/m2).
NG MONG MUON

Trong céc thirnghiém lim sing sir dyng nhiéu lidu cdm pha hdn dich uéng cefpodoxim proxetil ¢6 2128 bénh
nhén tré em (93% trong sb dé dudi 12 wdi) didu i vdi lidu cefpodoxim dupe khuyén cdo (lidu tr 10
mg/kg/ngiy mbi 24 git hodic mdi 12 gidr dén lidu 1di da nrong dwomg v ngudi Iém). Khong cé nr vong hode

thuémg chirc ndng vinh vién & bdt ky bénh nhin ndo trong céc nghién ciru nay. C6 24 bénh nhin (1,1%)
ngimg ding thude do cc bién cd khdng mon mu&nnﬁcﬁmihnacduwzm&miihqumdénmﬁcmﬂﬁ
nghién ciru, Vige ngimg thubc chil yéu 12 do roi logn da ddy-rudt, tiéu chiy thwémg xuyén, ndn hay phat ban.
Céc bién cb khong mong muén c6 thé, hodic duge cho 14 b lién quan, hoje chua bidt mdi quan h§ v
cefpodoxim proxetil khi sit dyng dqglgcé-mphnhén djch ubng trong céc thir nghi¢m lam sang diing nhicu lidu
(N=2128 bénh nhin duge didutrj bing cefpodoxim) bao gdm:

Ty ig> 1%
Tiéu chiy 6%
Ty I tiéu chdy & tré tir | thang dén 2 tudi 13 12,8%
Ban da ta |6 Phét ban da do ndm 2% (bao gdm nhiém nim Candida)
Ty 18 ban da ta 16t & tré tiz | thang dén 2 twdi 14 8,5%
Mt 56 phat ban da khac 1,8%
Nén 2,3%
Tyig<1%

m m.nﬂn Pau byng khu trii, dau quin byng, dau diu, nhiém Candida, dau byung toan the, suy nhuge, sot,
Iicm :

Tiduhéa: Non, nhiém Candida, chin in, khd mi¢ng, viém mi¢ng, viém dai tring gia mac.

Méu vit bach huyét: Thng tiéu cdu tién phit, duong tinh vi nghiém phip Coomb tryc tiép, ting bach cdu wa acid,
ting bach cdu, gidm bach ciu, kéo dii thén gian thromboplastin timg phan (PTT), ban xudt huyét gidm tidu ciu.
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valam giam tinh tham.

Pho khang khudin

Cefpodoxim da duge chimg minh ¢é hoat tinh ching Iai céc dong phin Hp ¢da cde vi khud i '

iy A uan duge lige ké dudn

:?ﬁirﬁijr:g::; ?m che nhiém khudn trén ldm san g duge néu trong muyc Chi d inh: T

Staphyviococcus aureus (¢hc chiing nhay cdm vin icilli ; . :
freptococcus pneumoniae (ngoi tnr ¢ic vi khudn phén icilli

o £ phén lip khang penicillin)

Vikhudn Gram ém

Escherichia coli

Kiebsiella pneumoniae

Proteus mirabilis

Haemophilus influenzae (bao gom céc vi khuiin phin 13p tiét beta-lactamase)

Moraxella catarrhalis

Neisseria gonorrhoeae (bao gom céc vi khudn phin 13p tiét penicillinase)

Véicacwi Ir]-nu_in dtrﬁ'l day, 48 c6 diT ligu in virro nhumg ¥ nghia lim sding van chua duge biét: cefpodoxim cho
thiy hﬂ{.‘.ﬂﬂ (in vitro) < ngudng nhay cam. Tuy nhién, tinh an todn va hi¢u qué khi diéu trj cefpodoxim cho
nhimg nhiém khuin gdy ra bdi céc vi khudn nay trong cc nghién ciru ddy da va c6 déi chimg trén 1im sing
vin chira duge thiét 1§p:

Vi khuin Gram dwong
Streptococcus agalactiae
Streptococcus spp. (Nhém C, F, G)
Fikhubn Gram dm

Citrobacter diversus

Kiebsiella oxyroca
Proteus vulgaris

Providencia rerigeri

Haemaphilus parainfluenzae
Vikhuian Gram dwong ky khi

Peptostreptococcus magnus

pemcillinase)

PACTINH DUQC PONG HQC

Hip thu

Cefpodoxim proxetil 1 mjt tién chit duge hip thu qua dudng tiéu héa va duge khir ester hoa thanh chit
chuyén héa cé hoat tinh 1 cefpodoxim. Khi cho cic d6i tugng nhin déi udng liéu 100 mg cefpodoxim
Sroxcti!,m khodng 50% liéu cefpodoxim duge hip thu.

céc doi tugng ngudi I6m, sau khi udng liéu 100 mg hén dich ubng dat trung binh ndng dj dinh cefpodoxim

khoing 1,5 meg/mL (tir 1,1 — 2,1 meg/mL}, twong duwong vién gid trj thu duge khi dung vién cefpodoxim 100
mg. Thin gian dat nong dp dinh (Tmax) va phén dién tich duéi dudmg cong biéu thj ndng dj thude theo thin
gian (AUC) ciia hén djch udng ciing tuomg dwemg vii khi udng vién nén bao phim 100 mg & ngudi lém.
Duqcﬂzlng hoe ciia cefpodoxim duge nghién ciru trén 29 bénh nhén tudi tir 1 dén 17. M&i bénh nhén udng licu
duy nhét 5 mg/kg cefpodoxim hdn djch udng. Mau huyét twong va nudc tiéu duge 1y trong 12 gidr sau khi
udng. Nong d¢ thuoc trong huyét twong duge bao cdo nhu sau: )
Néng d¢ cefpodoxim trong huyét heong (meg/mlL) & bénh nhdn nhin déi (1 - 17 rudi) sau khi diing hon dich

ong

]"EIH THOLGIAN SAUKHI ONG TH ng
wong vl cefpodoxim)| 1 gidr 1 gior ghtr 4 gl 6 givr gitr 12 gitr
2

5 mg/k® 1.4 2.1 | 1,7 0,90 0,40 | 0,090

*Licu khong vugt quéa 200 mg

Anh hedmg cia thire dn .
Khiudng | lidu hén dich ubng 200 mg cling véi thirc in, mirc d¢ hép thu (AUC trung hilnh} vil trung b]Ph nong
dd dinh trong huyét twong & céc doi twgmg duge cho dn thay khong cé khic bigt dang ke so vin & cic doi tugng
nhin .:E,my nhién tée 4§ hap thu la chim hon khi ding ciing thire an ( Tmax ting 48%).

Phdn

Ty 1§ gén két v protein cia cefpodoxim 1422 - 33% rong huyét thanh va 21 - 29% trong huyét tuong.

Cho phong rjp cia da

Sau khi uong nhiéu liéu cefpodoxim proxetil 200 mg hojic 400 mg (cich nhau moi 12 gidr) trong 5 ngdy, trung
binh néng d 16i da cua cefpedoxim tai chd phing rip cia da dat wwong img khodng 1,6 meg/mL va 2,8
meg/mL. Nong 4 cefpodoxim tai chd phong rép cia da tai théi diém 12 gi¢rsau khi udng lidu 200 mg v 400
mg dat trung binh ldn lugt120,2 meg/mL va 0,4 meg/mL.

Mé amidan _

Khi uong 1 liéu duy nhiit cefpodoxim (vién nén bao phim) 100 mg, trung binh nong d¢ cefpodoxim trong mi
amidan dat 0,24 mecg/g tai théi diém 4 gidr sau khi udng va dat 0,09 meg/g tai thon diem 7 gio sau khi udng.

Celpodoxim provetil 3 mg/kg

VI KHUAN C..Y BENH |m5| 12 gitr, tros
ﬁ . frong 5 ngay
")

8 BE/T23
!ﬁm-f ey 50776 (665%)
%f catarrhalis bk sgg:y
|3 IO C IS Ei? L o
154 thinh cing trén lim sing 717534 )
QUY CACH PONG GOI

- G6inhdm. Hop 10 g6i x 3 g/gdi kém theo tér hudmg din st dyng.
Géi nhdm. Hop 12 géi x 3 g/gdi kém theo t& hudng dan sirdyng.
Ginhém. Hop 20 gbi x 3 g/gdi kém theo to humg din sir dyng.
Goi nhdm. Hip 24 géi x 3 g/gdi kém theo tor hurémg din sir dung.

HANDUNG
36 thang (ké tir ngdy sén xuét), khong diing thudc qua han dung.

DIEUKIEN BAO QUAN
Nai khé, duséi 30°C, trdnh dnh sing,

TIEU CHUAN CHAT LUQNG CUATHUOC
Tiéu chudn co s,

Co s0 sin xuat

Bja chi: 555 43, Dudng s6 8, KCN Vigt Nam - Singapore,
phudmg Binh Hoa, thanh pho Thudn An, tinh Binh Duong.
BOSTON  Tel: (0274) 3 769 606 - Fax: (0274) 3 769 601
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CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

020221INS540



