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R, Thudc niy chi dimg thee don thude

BELRIDAN

Dé xa tém ray Iré em
Bye kJf hiedng diin sir dung trude khi ding

Thanh phiin cfu tao ciia thude

MGi géi thude bt pha hon dich udng chira:

Cefpodoxim (dudi dang Cefpodoxim proxetil) 100 mg.

Téd duge: Sucrose, Lactose, Gom Xanthan, Mii dau, PVP K30, Aspartam, Tale, Magnesi stearat

Da n? biio chié

Thuoe bjt pha hén dich udng.

Chi dinh

BELRIDAN duge chi dinh dé didu trj cho nhimg bénh nhin bj céc bénh nhidm triing nhg dén vira gy ra boi

cde vi khuan nhay cim véi cefpodoxim sau diy:

— Vién tai gita cip tinh giy ra bi vi khuin Streptococcus pneumoniae (ngoai trir ciic ching dé khang
voi penicillin), ireptococcus pyogenes, Haemophilus influenzae (bao gom cde ching sin xuat beta-
lactamase), hojic vi khudn Moraxella (Branhamella) catarrhalis (bao gdm cdc chung sin xuat beta-
lactamase),

— Viém hong v/ hodic viém amidan do vi khuin Streptococcus pyogenes giy ra.

~ Viém phéi miic phai tai cong ddng do vi khudn S, prewmoniae hoge H. Influenzae (bao gbm cic ching
sin xuat beta-lactamase) gdy ra.

~ Dt clp tinh clia viém phé quan man tinh gay ra boi vi khudn S, prexmoniae, H. influenzae (chi bao
£om cdc ching khéng sin xuit beta-lactamase), hadic M Catarrhalis,

~ Bénh lju & c6 tir cung va nigu dgo cdp tinh va chua c6 bién chimg do vi khuin Neisseria
gonorrhoeae (bao gom cic chiing san xuft penicillinase) gay ra.

~ Cic bénh nhiém tring hiu mén - e tring cip tinh v chua c6 bién chimg & nir gidi do vi khuin
Neisseria gonorrhoeae (bao gbm che ching san xudt penicillinase) gay ra.

= Céc binh nhiém tring da vi cdu tric da chua 6 bién chimg giy ra boi vi khudn Staphylococcus
aurens (bao gbm cée ching san xudt penicillinase) hofic Streptococeus pyogenes. Che dp xe nén
dugc phiu thugt d& rit dich dp xe theo chi dinh lim sing,

= Viém xoang ham trén cdp tinh do vi khuin Haemophilus influenzae (bao gom cac ching sin xudt
beta-lactamase), Streprococens prewmoniae, va Moraxella catarrhalis. l ﬁ}g

= Nhiém tring duong tiéu chua cé bién chimg do vi khuin Escherichia coli, Kiebsiella prewmoniae,
Proteus mirabilis, hoiic Staphylococcus saprophyticus gy ra.

Litu vi cdch diin

Liéu diing:

Cé the uong BELRIDAN truéie holic sau bira in. Lidu ding duge khuyén cio, thivi gian didu i va déi

trgng bénh nhin duge chi dinh s& duge biéu thj & trong bang dudi diy:

Ngueeri lim va tré em trén 12 tudi:

Bénh nhiém khudin Tu: fnic:gging Tin sudit ding thude ] Thai gian didu trj
Viém hong hofic/ va viém - : .
s 200 mg 100 mg méi 12 gior 5-10 ngay
V|§;n pHOL mac phdi toi cing 400 mg 200 mg mdi 12 giér 14 ngay
Liu chua ¢6 bien chimg (& nam )
vA nir) va nhiém triing tryre triang 200 mg 1 li¢u duy nhét
do u (& nir gidi)
Nhieém tring & da v ciu triic da 800 mg 400 mg moi 12 g1 7-14 ngiy
Viém xoang ham trén cap tinh 400 mg 200 mg mdi 12 gidr 10 ngdy
Nhiem tring duimg tiéu chua cd i
g e 200 mg 100 mg mdi 12 gis 7 nghy
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Tré 5o sinh vé tré em tie 2 thing i che dén 12 nam tugi:

Bénh nhicm khuin | Tdng licu ding hing ngay Tiin suit ding thuse Thai gian diéu trj
Viém tai gilra cap tinh 10 mg/ ke/ ngay (t0i da la 5 mg/ kg mdi 12 gitr 5 g
400 mg/ ngav) (18i da Ia 200 mg/ lidu) Y
Viem hong vi/ hofic | 10 mg/ke/ ngdy (t6idald | 5 mg/kg/ lidu mbi 12 gitr 10 i
viém amidan 200 mg/ ngdy) (i da 13 100 mg/ lidu) b il
Viém xoang him trén | 10 mg/ kg/ ngay (15i da la 5 mg/ kg mdi 12 gior 10 ned
chp tinh 400 mg/ ngay) (151 da 1 200 mg/ lidu) nedy

Suy thin:
Bc:): véi bénh nhin suy thin ndng (d¢ thanh thai creatinin <30 ml/ phin), thi phai tang khoang cich dira licu
thinh méi 24 gitv. D&i véi nhimg bénh nhin phii chay thin nhén 130, thi tan suat ding thude s& la 3 lin/
tudn sau khi chay thin nhin tgo. ’
Co thé ding cong thire dudi diy dé wée lugng 4o thanh thai creatinin (ml/ phit), néu chi sin ¢6 ndng dj
crealinin huyét twong va dé ude lugng niy ¢6 gid tr thi nong dé creatinin huyét wong phai duge xéc djnh
khi chite ning thin & teang thai on dinh.

CICr (ml/ phiit) = cin ning (kg) x (140-twdi)

72x GICr huydt twomg t%%m!l % (0,85 doi vai nir gid).

Xor gan:

Duge ding hge cia cefpodoxim & bénh nhin xo gan (¢6 hodic khéng ¢6 ¢d trudng) wrong wr nhur & ngLi
khoe manh. Nén khéng cin phii didu chinh liéu & nhimg bénh nhin iy,

Cich ding

Héa bt thude viio mit lrgmg nude vira di (khodng 30 mi). Khéng ding sita, trd, ca phé hojic cic thire uéng
€6 ga, e6 cbn hoic calei dé pha thude. Nén udng cefpodoxim ciing thirc in dé ting sy hdp thu cia thude qua
duimg tidu héa. Udng thube ngay sau khi pha, khudy déu thude trude khi udng.

Chéng chi dinh

Qué min cim véi bit cir thinh phin ndo cia thube

Khéng duge ding cefpodoxim cho nhimg ngwdi bj dj img véi céc cephalosporin va ngudi bj réi loan
chuyén héa porphyrin.

Cinh bio va thiin trong

Cefpodoxim khong phéi i mjt logi khing sinh duge wu tién dé didu urj viém phéi do t clu vi khong nén
dugc sir dyng trong diéu tri viém phdi khong dién hinh giy ra boi cdc vi khudn nhw Legionelia,
Myeoplasma vi Chlamydia. Cefpodoxim khéng duge khuyén cdo dé diéu urj viém phéi do § Prermoniae
Nhur véi tit ¢ edc khing khudn nhém beta-lactam, phén img qua man nghiém trong va di khi gy tir vong
di duge bio cdo. Trong truimg hop phin img qui mdn ning, phii ngung ngay lip tire viée digu tri vai
cefpodoxim vi ding cde bi¢n phap thich hgp khic. :
Truée khi bit ddu didu trj, cin tim hidu tién str phin img qué min nghiém trong lién quan w ciic
cephalosporin khie hofic véi bit ki loai khing khuin nhém beta-lactam nio efa bénh nhin. Thin trong khi
sir dung néu cefpodoxim dirge diing cho nhimg bénh nhin ¢6 tién sir qui min Khdng nghibm trong véi cde
beta-lactam khie. p

Trong trurdmg hap suy thiin njing ¢6 thé cin thiét phéi giam lidu phy thude dé thanh thai creatinin (xem phén
lidu ding va cich ding) ] )

Viém dai tring va viém dyi tring gid mac lién quan dén khang Khufn ung dii duge béo co vai gin nhur e
ei céo the nhin chdng khudn, bao gdm cefpodoxim, va cé thé dao déng trong mire do tir nhe dén de doa tinh
mang. Do d6, diéu quan trong Ja phi xem xét chin dodn bénh & nhimg bénh nhdn 6 biéu hign tiéu chiy
trong hofe sau khi diing cefpodoxim. Ngung didu trj vdi cefpodoxim va xem xét vige cn thiét phai didu trj
Clostridium difficile. Khéng nén diing cic thube ire ché nhu dong rujt.

Thin trong diing cefpodoxim & nhimg bénh nhén 6 tién sir bénh dwimg tiéu hoa, dic bigt la viem dai tring.
Nhu vGi tat cd cée khing sinh nhom beta — lactam, gidm bach ciu va hiém khi mét bach cdu hat ¢ thé phit
trién dfic bidt 14 trong qué trinh diéu trf kéo dii, D& voi trrdmg hop diéu tej kéo dai hon 10 ngdy, sb lugng
mdu ¢an duge theo ddi va ngung didu tri néu gidm bach cdu duge tim thiy. Cephalosporin ¢6 thé dugre hip
thu Ién bé mit ciia ming 1€ bio hong ¢du vi phin img vdi khang thé truc tiép chéng lai thude. Diéu ndy c6
thé giy duong tinh test Coomb va trong mdt & trudmg hop rét hiém gay thiéu mdu tin huyét, Phin img
chéo 6 the xdy ra véi penicillin cho phan (mg nay.

Nhimg thay doi trong chife néng thin di dugc quan sit voi cde khing sinh nhém cephalosporin, diic bigt 12
khi diing déng théi véi cée thuoe e khi ning gy dic cho thin nhir aminoglycosides va / hoje thudc lgi
tigu. Trong trudmg hop nhir viy ciin theo ddi chire niing thin,
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Ciing nhur vai cde khing sinh khéc, sir dung kéo dii cia cefpodoxim c6 thé din dén vige phdt trién qua mire
clia cdc vi khufn khéng nhay cam (Candida va Clostridium difficile), 6 thé yéu chu ngimg didu tri. ’

Sin phim 6 chira t duge lactose do d6 khéng nén sir dyng cho ngudi khéng dung nap galactose, thicu hut
Lapp-lactase, ri loan hip thu glucose-galactose.

Aspartam ¢é thé anh huémg dén nhimg ngudi c6 acid phenylpyruvic trong nuée tidu.

Sucrose khﬁn&thich hgp cho bénh nhin mic bénh ddi thio duimg.

Sir dung thuge cho phu nir ed thai va cho con bi

Ste dung thuoe cho phu nit c6 thai

Chura €6 1di ligu ndo néi dén vige sir dung cefpodoxim trong théri gian mang thai, Tuy vily cde cephalosporin
thuimg duge coi nhar an todn khi sir dung cho ngurdi mang thai.

St ding thioe 4 ik cho con b

Cefpodoxim duge tiét qua sita me véi ndng d§ thip. Mic dit néng d thip, nhung viin ¢6 3 vén dé s xiy ra
déi véi tré em bi sira ¢6 cefpodoxim: rdi loan hé vi khudn dudmg rudt, tde dyng trie tiép dén co thé tré va
két qui nudi cdy vi khudn s sai, néu phai lim khéng sinh 4 khi ¢ sét,

Anh hwing eiia thude 1én khi nding Ii xe. viin hiinh may mée: vi thube c6 thé giy chéng mjt hoa mit
nén ¢in thiin trong khi sir dyng cho ngudi 1di xe va vin hinh mdy mée

Tuong tic ciia thudic véi cic thude khde vi cde loai twong tic khic:

Céc thude khing histamin H; va cde thude khing acid lim giam sinh kha dyng ciia cefpodoxim. Probenecid
lim gidm sy bai tiét cephalosporin. Cephalosporin ¢é kha niing ting cutmg téc dung chéng déng cua
coumarin vé lim gidm thude trnh thai cia oestrogen

Thube chéng dang duimg udng:

Diing déng thai cefpodoxim véi warfarin ¢6 thé lam ting thém tic dyng khéng déng méu. DI e6 sir bio cio
vé gin ting hoat tinh thude chéng déng & bénh nhén nhin diing thude khing khuin, bao gdm cephalosporin.
Cin theo ddi chi sd INR thuimg xuyén trong vi ngay sau khi ubng cefpodoxim cOng véi mdt chat chéng
dong méu ding dudmg uﬁng.

Cie nghién ciru i chi ra ring sinh khd dyng cefpodoxim bj gidm khodng 30% khi cefpodoxim durge diing
chung véi cdc logi thube trung hoa pH da diy hofic e ché lit& acid. Do do, céc logi thude nhur thude khing
sinh acid cia cdc logi khodng chit v thude chgn Hy nhur ranitidin cin duge udng 2 - 3 gior sau khi ding
cefpodoxim

Tueong ky ciia thude

Do khéng ¢6 céc nghién cina vé tinh twong ky eta thude, khang tén 1n thude nay véi cdc thude khic.

Tiic dung khiing mong muéin (ADR):

Tineimg gap, ADR > 17100

Tiéu héa: Budn ndn, ndn, tiéu chiy, dau byng.

Chung: Pau diu.

Phin (mg dj (mg: Phét ban, ndi may day, ngira.

It gdp, 171000 < ADR < 1100

Phén {mg dj img: Phin img nhu bénh huyét thanh v&i phit ban, st va dau khdp va phJA‘LﬁEg,plﬁ:n v,
|

Da: Ban d6 da dang.
Gan: Réi logn enzym gan, viém gan va viing da {r mét tam thési,
Hiém gap, ADR < 1/1000
Mau: Tang bach ciu a cosin, rdi logn vé mdu,
Thin: Viém thin k& e6 hdi phye.
Thin kinh trung wong: Tang hoat dng, bi kich dgng, khé nga, 1 I8n, ting truomg lue va chéng mit hoa
mat,
Hwrémg dfin cdch xir tri ADR: Ngimg diéu tr biing cefpodoxim.
Tﬁﬁg::‘g bdo ngay che bdc sy hoge duge sp nhitng tic dung khing mong muin gip phdi khi sic dung
thue.
uii licu vi edich xir fri:
Qua licu doi vdi cefpodoxim proxetil chua duge bdo cdo. Tri¢u chimg do ding thudc qué lidu ¢ thé gdém cb
budn nén, nén, dau thirgng vi va di tiéu chay. Trong tredmg hop ¢é phin img nhiém déc niing n-_é do ding
qué liéu, thim phin méu hay thim phan phiic mac co thé gitp loai bd cefpodoxim ra khéi co th, diic bit
khi chirc niing thin bj suy giam.
Dic tinh cia duoe lue hoe, duge ding hoc
Duyge lye hoe:
Nhém duge 1y: Cephalosporin thé hé 3, ma ATC: JOIDDI3.

Trang 3/5
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Cefpodoxim 14 khing sinh cephalosporin thé hé 3, dugre sir dung twong 1y nhy cefixim trong didu i cde
nhicm khuin nhay cim, nhumg cefpodoxim ¢6 hoat tinh manh hom chéng lai Staphylococeus aureus.
Cefpodoxim ¢6 d§ bén vimg cao truée sy tin cong cia cde beta-lactamase, do cde khuin Gram dm va
duong tao ra.

V& nguyén tde, cefpodoxim ¢6 hoat Iye ddi véi chu khudn Gram duong nhu phé ciu khuin (Streprococcus
priewmonia), cic lign chu khuin (Streprococcus) nhém A, B, C, G va vai cic ty cdu khudn Staphylococcus
aurens, S.epidermidis ¢6 hay khong tao ra beta-lactamase. Cr:t:p-od,uxim ciing ¢6 tic dyng dbi véi cic cu
Khuéin Gram dm, cdc trre khudn Gram dwong vi Gram dm, Thude eé hogt tinh chéng cdc vi khudn Gram am
gay bénh quan trong nhu E. coli, Klebsiella, Protean mirabilis vi Citrobaeter. Tuy nhién & Vigt nam, cdc vi
khéuin ndy ciing khiing c& cephalosporin thé hé 3. Vin dé niy ciin luru ¥ vi n6 13 mét nguy co thit bai trong
didu trj,

Nguge lai véi cdc cephalosporin logi udng khie, cefpodoxim bén vimg d6i véi beta —lactamase

Do Haemophilus influenza, Moraxella catarrhalis va Neissea sinh ra. Tuy viy nhin xé& ndy ciing chua
durge theo dai c6 h§ théng & Viét Nam vi hoat lye ¢ha cefpodoxim cao hon dén mire d nio so véi hoat lc
clia céc cephalosporin uong khde eling chua 13, )

Thude kh&nicé tée dyng chéng cdic ty clu khudn Khing isoxazolyl — penicillin do thay déi protein gin
penicillin (kicu khing cia w cau vang khing methicillin MRSA), Kiéu khéng khing sinh MRSA nay phat
trién ngy cing ting & Viét Nam.

Cefpodoxim it tic dung trén Proteus vulgaris, Enterobacter, Serratic marcesens va Clostridium
perfringers. Cic khudn ndy doi khi khing hoan todn,

Céc ty chu ving khing methiciling  Staphylococus  saprophyticus, Enterococcus  faecalis,
Fseeudomonasacruginosae, Pseudomonas spp., Clostridium  difficile, Bacteroides fragilis, Listeria,
Mycoplasma  preumoniae, Chlamydia vir Legionella pneumophili thudmg khing hodn todn cde
cephalosporin.

Coché tde dung

Thube ¢6 tic dung khing khuin do irc ché 1dng hop thinh 1€ bao vi khdn. Thude gin vio mt hay nhidu
protein gin penicillin (PBP) (14 cic protein tham gia véo thanh phin ciu tao méng te bao vi khuin), irc ché
budc cudi cing chuyén héa peptid cia qud trinh tong hop mang té bdo vi khudn, din dén (e ché sinh téng
hop thinh 1€ bio,

Moi quan hé PE/ PD:

Béi voi cephalosporin, chi sé dl:?‘: ding hoc - ddng lirc hoc quan trong nhit ¢d lién quan 161 hiéu qua trén
in vivo di duge chi ra ld 1 1 phin trim cta khodng cheh dua lidu ¢6 ndng d§ thude ty do trong méu duge
duy tei trén mire ndng di (e ché t6i thitu (MIC) ciia cefpodoxim d8i véi tmg ching vi khudn dich (% T>
MIC), A g

Cir ché khing thude: khi niing d& khing véi cephalosporin 1 két qui ciia nhidu co chﬁw

- Do syr thay doi tinh thim ciia ming t¢ bio déi voi vi khudn Gram dm. /

= S thay doi cia cdc protein gin két penicillin (PBPs).

- Vi khuan sin xuit beta-lactamase.

- Cor ché bom thube cda vi khuan,

Durgre dfng hoe . y
Cefpodoxim proxetil it tic dung khdng khuin khi chua duge thily phin thinh cefpodoxim trong cor thé,
Cefpodoxim proxetil duge hﬁp thy qua dudmg tiéu hda vi duge chuyén héa bisi cie esterase khéng diic higu,
6 thé tai thinh rudt, thinh chit chuyén héa cefpodoxim ¢é tde dung. Sur hip thy ting khi ¢6 mjt ciia thie
an vil gidm khi pH ha thip.

Cefpodoxim e duge ding hee phy thuge lidu, tuyén tinh trong pham vi lidu 100 — 400 mg, khéng tuyén
tinh khi lidu trén 400 mg. Thube khang tich Hily trong huyét twwong sau khi ubng nhidu liéu (167 400 mg cach
12 g_iéu'!ﬁn) & ngutii chire niing thin binh thuémg. ¢} ngurdi cao wdi, cée théng sb duge déng hoc, trir nia déi
huyet wong, tuong tr nhu ngudi ré woi. Duge déng hee cefpodoxim khong bj dnh hudmg & ngudi b suy
gan, nhimg bj dnh huémg khi suy thin.

Kha dyng sinh hoc cia cefpodoxim khoing 50% cho ngudi chua dn, Khi dung nay ting khi ding
cefpodoxim cling véi thire in. Thii gian ban thai trong huyét thanh ciia huyél. thanh la 2-3 giér d6i v&i ngudi
bénh cé chire ning thin binh thuong v kéo dai & ngudi bénh bj suy thin. Sau khi uéng mit lidu
cefpodoxim, & ngudi Iém khoe manh ¢6 chire ning thin bink thuémg, nong d§ dinh trong huyét wong dat
trong ving 2 — 3 gidr va e gid trf trung binh 1,4 microgam/ml, 2.3 microgam/ml, 3,9 microgam/ml doi véi
cie liéu 100 mg, 200 mg, 400 mg ; § gitr sau khi ding thude véi lidu trén, néng dd trong huyét trong trung
binh tiromg img 12 0,29 ; 0,62 ; 1,3 microgam/ml.
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Khodng 20 - 30% cefpodoxim lién két véi protein huyét tuong. Sy glin két nay khong phy thuje viio ndng
d§ thude trong pham vi 0,1 — 7,1 microgam/ml. :

Thé tich phén b tt vao cic mé cia phoi va hong, vio dich mang phéi; thude vio dich no tdy rt it va mét
Irgmg nhé xudt hign trong stra; thude dat ndng 4§ diéu trj trong dudmg hd hip, dudmg tiét nigu va mét.
Thuoe duge thai trir ehis yéu qua thin (khodng 80% dudi dang thude khng bién doi trong 24 gid). Khong
xdy ra bién ddi sinh hoc & gan v thin, Thude bi thai loai khoang 23% lidu ubng déc nhit trong 3 gi¢r thim
tich mau,

Quy cich déng gbi: Hop 10 géi x 3,5 g; Hip 14 gdi x 3,5 2.

Ditu kién bio quén: Bio quén thude & noi khd, thodng, nhiét d6 dudi 30°C, trénh dnh sang.

Han ding cia thudic: 36 thing ké tir ngay sin xuét,

Tiéu chuiin chiit lrgng ciia thude: Tiéu chudn co so.

Nhi sin xufit

Céng ty C4 Phin Dirge Phim ME DI SUN

Dia chi : $5 521, Khu phd An Lei, Phudmg Hoa Lgi, Thi xa Bén Cat, Tinh Binh

Mopi thiic mic va thong tin chi tiér, xin lién hi vé s dign thogi 0274 3589036 } Fax: 0274 358929

Gidm d6c cd s& sin xuft thude
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