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SEKAXI 100 DT (vian nén Cefpcdoxim Proxetil 180mg
Thanh phin: M3 vién nén phdn tan khdng bao b chim:
Cefpodoxim Proxetil twong duong Cefpodoxim ... 100m
Lidu lwerng vat cAch dung: Theo sy chi dln cla thily thude
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Rx—Thube ké don

SEKAXI 100 DT

(Vién nén phan tan Cefpodoxim 100 mg)
Céc dAu higu luu ¥ va khuyén cdo khi dung thude
Thude néy chi ding theo don thuéc
Doc kj hweéng dén st dung treoe khi ding
Néu cdn thém théng tin, xin héi y kién bdc sT
Khéng diing thude qua liéu chi dinh
Khéng sie dyng thudc da qud han dimg

Dé xa tam tay tré em

Thanh phin cdng thike thube

M3 vién nén phan tan c6 chira: ; [ L{&/
/

Hoat chat: Cefpodoxim proxetil tuong dwong cefpodoXim..............eceve... 100 mg

Ta duwge: Avicel PH 102, lactose phun siy, silic dioxid dang keo, tinh bt natri glycolat,
magnesi stearat.

Dang bao ché

Vién nén phién tin

Chi dinh

Cefpodoxim dugc ding dudi dang udng dé diéu trj cac nhiém khudn tir nhe dén trung binh &
dudng hé hip dudi, ké ci viém phdi cfp tinh mic phai & cdng ddng do céc ching
Streptococcus pneumonia hodic Haemaophilus influenzae nhay cam (ké ci cde ching sinh ra
beat-lactamase) va dé diéu tri dot cdp cta viém phé quin man do S.pneumonice nhay cim
va do H. influenzae; hodc do Moraxella (trude kia goi 1a Branhamella) catarrhalis, khong
sinh ra beta-lactamase.

Dé didu trj cdc nhidm khuin nhe va vira & dudmg h6 hip trén (thi du viém hong, viém
amidan) do Streptococcus pyogenes nhay cam, cefpodoxim khong phai 12 thuée duge lya
chon wu tién, ma 13 thude thay thé cho amoxicillin v kali clavulanat khi khéng higu qud
hodic khéng ding duge. Cefpodoxim ciing ¢ vai trd trong diéu tri bénh viém tai gitia cép,
viém xoang cp do c4c ching nhay cam § pneumoniae, H. influenza (ké ca cac clhing sinh
ra beta-lactamase) hodc M. catarrhalis.

Bénh l4u khéng bién chimg vi lan tda do ching N. gonorrhoea sinh hofc khéng sinh

penicilinase.
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Cefpodoxim cling dugc ding dé diéu trj nhiém khuin thé nhe dén vira chua bidn chimg & da
va céc tb chie da do Staphylococcus aureus c6 tao ra hay khong tao ra penicilinase va cic
chiing nhay cam ctia Staphylococcus pyogenes.

5. Cich ding, liéu diing
Cdach diing
Thude diing theo duwdng ubng. Nén udng thude cing véi bita in dé tiing hip thu.
Phén tén vién vao nuée ngay trude khi ding theo hudng din sau:

B vidn thodc Thitm nude dun 03 B khodng 2 plidt Nén it dyng thusie
vio thia § mi ¢€ ngudivio thia cho thuie 13 ket sy i ki pha.

::@’::@’@’Iﬁﬁ

- Lidu ditng /
Ngudi 16m va thanh thiéu nién vai chire ning thin binh thuéng
Nhiém khudn dwong ho hdp trén:

- Viém xoang cép- 200 mg x 2 lin/ngay, trong 5 ngay.

- Viém amidan: 100 mg x 2 lin/ngdy, ding trong 7 ngdy.

Nhiém khudn dwong ho hdp didi:

- Dot cip ciia viém phé quan man: 200 mg x 2 lan/ngiy, trong 10 hojic 14 ngay

- Viém phéi do vi khudn: 200 mg x 2 lin/ngdy

Nhiém khudn da va cde 16 chire da nhe va vira khéng bién chimg: 100 mg x 2 lan/ngay

Nhiém khudn duwcng tiét ni¢u tir nhe dén viea khing bién chieng: 100 mg x 2 lin/ngdy trong

7 ngay.

Léu khéng bién ching ¢ nam va nie: 1 liéu duy nhit 200 mg hojc 400 mg, sau d6 14 dicu tri
- biing doxycycline dé phong ngira nhiém Chlamydia.

Hins i

Khéng cin diéu chinh liéu & bénh nhén cao tudi cé chite ning thin binh thusng.

Tré em

Viém tai giita cdp: 5 mg/kg (cho téi 200 mg), cich nhau 12 gid, trong 5 ngay.

Viém hong va viém amidan do lién cau tan mdu nhém A: 5 mg/kg (cho téi 100 mg) x 2

lin/ngay trong 5-10 ngay.

Viém xoang cap nhe va vira: 5 mg/kg (cho téi 200 mg) x 2 lin/ngdy, trong 10 ngay.

Viém phﬁ'i méc phdi tai cing dong, dot cdp do viém phé qudn man: 200 mg cich 12

lan/ngay, twong g trong 10 va 14 ngy.
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7.

Nhiém khuén da va céu triic da: 400 mg X 2 lan/ngdy, trong 7- 14 ngiy

Nhiém khudn dwong tiét nigu khong bién chiemg: 100 mg x 2 ldn/ngay, trong 7 ngdy.

*Doi v6i nhimg liéu ding dwéi 100 mg/llan, dang bio ché ndy khéng thich hop, dé nghi

tham khao ste dung cdc ché pham dinh cho tré em nhie bit pha hén dich uéng.

Suy gan

Khéng can thay déi liéu & bénh nhan suy gan.

Suy thin

Khéng cin diéu chinh lidu ding cia cefpodoxim néu d6 thanh thi creatinin cao hon 40
ml/phit. Khi d§ thanh thai creatinin & dudi gid tri ndy, cde nghién ciru duge ddng hoc cho

thy c6 sy tang thor gian bén thai trong huyét tuong va ndng dé dinh trong huyét twong, do //( '
6 cAn phai didu chinh lidu ding cefpodoxim. /Q

P thanh thdi creatinin

(ml/phiit)

39-10 1 lidu' mdi 24 gior (1/2 lidu dung thdng thudmg cho ngudi 1én)
<10 1 liéu' mdi 48 gity (1/4 liéu ding théng thudmg cho ngudi 1ém)
Bénh nhan thdm tich méu | liéu' sau mdi lan thdm tach mau

' Licu dimg nay c6 thé la 100 mg hodc 200 mg, phu thude vao loai nhi¢m khuan.

Chong chi djnh

Ngudi min cdm véi cefpodoxim hay bét ¢t thanh phiin ndo cia thude; nhimg ngudi ¢é tién
sir dj (mg véi cic cephalosporin khic va ngudi bi rdi loan chuyén héa porphyrin.,

Bénh nhan c¢6 tién sir dj (ng véi khang sinh penicillin hodc khang sinh B-lactam khéc.

Cinh bdo va thin trong khi diing thube

Cefpodoxim khéng phai 1a lya chon ddu tién trong diéu tri viém phdi do tu ciu va khong
nén ding dé diéu trj viém phdi khong dién hinh gdy ra béi cdc lodi nhu Legionella,
Mycoplasma va Chlamydia. Khong khuyén khich sir dung cefpodoxim dé diéu tri viém phdi
do S. prneumoniae.

Gibng nhu céc khéng sinh B-lactam khéc, cdc phan img qua mdn nghiém trong, thim chi cé
thé gay tir vong dd dugc bao céo.

Trude khi bit diu didu trj bing cefpodoxim, phii diéu tra ki vé tién sir dj (mg clia ngudi
bénh véi cephalosporin, penicillin hodc véi céc thude khdng sinh cephalosporin vi B-lactam
khéc.

Cén sit dung thin trong d6i véi nhimg ngudi mdn cam véi penicillin, thi¢u ning thin va

ngudi ¢d thai hofc dang cho con bi.
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Theo dai déu hiéu va triéu chimg sdc phan vé trong lidu dimg déu tién.

Néu c6 phan img qua mén xdy ra trong khi diéu tri vdi cefpodoxim thi phii dimg ding
thudc ngay lap tirc va sir dung liéu phép diéu trj phd hop cho ngudi bénh (nhw ding
epinephrin, corticosteroid va duy tri du oxygen).

Trong trudmg hop ¢6 tén thwong thin nghiém trong, c6 thé cin phai giam liéu tiy thube vo
d¢ thanh thai creatinin,

Viém dai tring ¢6 lién quan dén khéng khufn va viém dai tring mang gia di duge bdo cdo &
hau hét cic loai thudc khang sinh, bao gdm ci cefpodoxim, c6 thé & mirc 4§ tir nhe dén de
dpa tinh mang. Do d6, viéc xem xét dén kha ning ciia chan dodn nay 1a rit quan trong trong
trudmg hop bénh nhan ¢ tiéu chay trong hodc sau qué trinh diéu tri véi cefpodoxim. Ngimg
diéu tri véi cefpodoxim va can nhic liéu phap diéu trj diic higu Clostridium difficile.

la viém dai trang,

Thén trong khi sir dung cefpodoxim cho bénh nhén cé tién sir bénh duong tiéu héa, dic biét/@

Gibng nhw cac khing sinh p-lactam khdc, gidm bach ciu trung tinh va hiém gip hon 12 mét
bach ciu hat c6 thé xudt hi¢n, dic biét khi didu tr] kéo dai. DEi véi cde truimg hop diéu tri
kéo dii trén 10 ngdy, nén theo ddi s6 lugng t& bao mau va ngimg diéu trj néu phat hign co
giém bach céu trung tinh.

Cephalosporin ¢6 thé duge hip thu 1én bé mjt mang hing cdu va phin (mg véi cic khing
thé phén {mg truc tiép véi thude, do d6 co thé din dén phan émg duong tinh gid trong xét
nghiém Coomb va rét hiém gip la thiéu méu tan méau.

Thay déi chirc ning thin da dugc quan sit véi khing sinh cephalosporin, dac biét khi ding
ddng thdi voi cdc thube 6 kha nang giy dgc trén than nhu aminoglycosid vivhojic cdc
thude c6 kha ning gy loi tiéu. Trong nhimg trudmg hop ndy, theo ddi chitc ning thin 1a cin
thiét.

Giéng nhu cic khdng sinh khéc, sit dung kéo dai cefpodoxim ¢6 thé din dén sy phit trién
qua miic cta céc sinh vit khéng nhay cim nhu Candida, Clostridium difficile, c6 thé din
dén gidn doan diéu tri.

Anh huomg dén két qua xét nghiém

Phan fmg duong tinh gid trong xét nghidm glucose trong nude tiéu bing phuong phip
Benedict hodc Fehling hodic vién ddng sulphat c6 thé xdy ra, nhung khéng anh hudong dén
céc xét nghiém dyra trén phan img enzym glucose oxidase.

San phim c6 chira lactose, do do, bénh nhin ¢6 vén dé vé di truyén hiém gip khong dung
nap galactose, thiéu hut Lapp lactase hoiic kém hip thu glucose-galactose khong nén ding
thudc nay.

‘ ‘-i' i-a\ A
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8. Sir dyng thudc cho phy nir 6 thai va cho con bi
Thei k3 hai

Khéng c6 céc bing chimg vé ngd ddc thai va quai thai trong cde nghién ciru trén dong vit

cho uéng cefpodoxim. Tuy nhién chua cé cic nghién ciru théa dang va duge kiém sodt chit

ché vé viéc ding cefpodoxim cho ngudi mang thai hofic khi sinh dé, vi vay cin thin trong

khi ding thude cho ngudi mang thai, chi ding cefpodoxim trong thoi ky mang thai khi th
sur cin thiét.
Thoi ki cho con bii

we

Cefpodoxim duge tiét qua sita me v&i ndng dd thip. Do tiém ning vé tic dyung khong mong

a . - x - & ~  eam 4 » e 1 i - 5 b3
mudn cho tré b me, cin cin nhic ky viée dimg cho con bl hodc uong thudc. Mic dit nong

6 thép, nhung c6 3 vin @& c6 thé xay ra déi véi tré em bu sira c6 cefpodoxim: rdi loan hé
Y khudn dudng rudt, tic dung trye tiép dén co thé tré va két qua nudi cdy vi khudn s& sai, n
phai lam khéng sinh dd khi c6 sét.

9. Anh hwimg ciia thuoe 18n khi ning 14i xe, vin hinh miy méc

Vi

éu/ﬁ(/

Chéng mjt di dugce bdo cdo trong thoi gian diéu tri bing cefpodoxim, vi ¢6 thé anh hudng

dén kha nang l4i xe va vin hanh may méc.
10. Twong tic, twong ky thudce

Céc thube khang acid 1am gidm kha ning hip thu cia cefpodoxim, vi viy khéng ding

cefpodoxim két hop véi cdc thude khang acid va céc thude khang H,.

Probenecid 1dm giam bai tiét cefpodoxim qua thin. Hogt lye cta cefpodoxim ¢6 thé tang |
khi diing ddng théi vdi cdc thude lam tang acid uric niu.

Cefpodoxim c6 thé 1dm giam hoat hyc clia vic xin thuong han séng.

én

Cephalosporin ¢6 thé 1am ting tic dung chong déng ciia coumarin va lam giam téc dung

trénh thai cua estrogen,

Ding d(’mg thai ecefpodoxim véi warfarin co thé lam tang téc dung chéng dong cha thube

nay. Khuyén cdo cin theo dai thudmg xuyén chi s& INR (chi 56 binh thudng hoa quéc té- chi
s& d4nh gié mire @9 hinh thanh céc cyc mau déng khi ding thude ching déng dudmg uéng)

trong v sau khi ding ddng thi cefpodoxim véi mét thube chéng déng duémg ubng.

Cac nghién clru cho thay sinh kha dung cua thude giam khoang 30% khi ding dong thoi

cefpodoxim véi céc thube trung hoa pH da day hoic @c ché tiét acid. Do dé, céc thu
khéng acid chira khodng va thudc chen Ha nhu ranitidin, ¢6 thé lam ting pH da day, n
dugc udng 2-3 gidr sau khi ding cefpodoxim.

11. Téc dyng khdng mong mudn ciia thube

Téc dung khéng mong muén ciia cefpodoxim tuong tr nhu cde cephalosporin dudmg ud

4
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12,

khac. Noi chung thude duge dung nap t6t, hdu hét cée tic dung phuy qua nhanh va tir nhe dén
vira trong mét s6 trudng hop. Téc dung phy déi vai tré dung thude twong ty nhu ngudi lém,
bao gom tic dyng tir nhe dén vira trén dudng tiéu hoa va trén da.

Thudng gap, ADR > 1/100,

Tiéu hoa: Budn nén, ndn, ia chay, dau bung, viém dai traing mang gid

Hé than kinh trung wong: Pau diu.

Da: Phét ban, ndi may day, ngia.

Niéu - sinh dyc: Nhiém ndm am dgo.

It gap, 1/1000 < ADR < 1/100

Phan g dj tmg: Phan (mg nhu bénh huyét thanh véi phdt ban, sot, dau khdp va phan Umg

phén vé. /Kéi//
Da: Ban d6 da dang. / /

Gan: R6i loan enzym gan, viém gan va vang da & mat tam thai.

Hiém gdp, ADR < 1/1000

Méu: Ting bach cau va eosin, ri loan vé méu.

Thén: Viém thin k& c6 hoi phuc.

Thén kinh trung wong: Tiing hoat dong, bj kich dong, khé ngh, 14 13n, ting truong lyc va
chéng mit hoa mét.

Qui liéu va cach xir tri

Qua nghién ciru ddc tinh cia thudc trén loai gim nham cho thiy cefpodoxim vdi liéu 5 g/kg
thé trong khéng xdy ra bét cir mot phan img phy nao. Chua c6 béo qué qué liéu cefpodoxim
trén ngudi.

Trong truémg hop qué lidu xay ra, bénh nhén phai dugc hd trg bang phuong phap thim tich
mau hay thidm tach mang bung aé loai trir cefpodoxim ra khoi co thé, ddc biét cha y véi
nhiing ngudi bj suy giam chire ning than,

13. Pic tinh dwyc lyc hoe

Cefpodoxim 1a khang sinh cephalosporin thé hé 3, duge sir dung twong ty nhu cefixim trong
didu tri cac nhiém khudn nhay cim, nhung cefpodoxim cé hoat tinh chéng lai
Staphylococcus aureus manh hon. Thube ¢6 tic dyng khéng khudn do (e ché tong hop
thanh té bio vi khudn; thudc gin vio mdt hoidic nhiéu protein gin penicilin (PBP) (la céc
protein tham gia vio thanh phin ciu tao mang t& bao vi khufn), rc ché bude cudi cling
chuyén héa peptit ciia qud trinh tong hgp mang té bio vi khudn, din dén trc ché sinh tong
hop thanh té bdo. Cefpodoxim c6 d6 bén viing cao trude sy tin cong cla cdc beta-

lactamase, do cic khuin Gram dm vi Gram duong tao ra.

by o

N\

T

W\



https://trungtamthuoc.com/

Phé khdng khuin

Gibng cic cephalosporin thé h¢ 3 (cefdinir, cefixim, ceflibuten), cefpodoxim ¢6 phd khéng
khuén réng d6i véi cdc vi khudn Gram dm hiu khi, so véi cephalosporin thé hé thir nhét va
thit hai.

Vé nguyén tic, cefpodoxim ¢6 hoat lyc ddi véi ciu khudn Gram duong nhu phé ciu khuén
(Streptococcus pneumoniae), cic lién cdu khuln (Streptococcus) nhém A, B, C, G va véi
céc ty cau khuan Staphylococcus aureus, S. epidermidis co hay khdng tao ta beta-lactamase.
Cefpodoxim ciing c6 tac dyung dbi véi cac cau khuin Gram am, céc trye khudn Gram duong
va Gram 4m. Thubc cé hoat tinh chéng cic vi khudn Gram &m gy bénh quan trong nhu / é z / Y o
E.coli, Klebsiella, Proteus mirabilis vi Citrobacter.

Tuy nhién & Viét Nam, cdc vi khudn ndy ciing khing cd cephalosporin thé h¢ 3. Van dé nay

ot can lvu ¥ vi 6 12 mét nguy co thét bai trong diéu tri.
Nguoc lai véi céc cephalosporin loai udng khéc, cefpodoxim bén vimg ddi véi cic beta-
lactamase do Haemophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra, Tuy viy
nhén xét ndy ciing chua duge theo ddi c6 hé théng & Viét Nam va hoat lyc cla cefpodoxim
cao hon dén mirc 46 ndo so véi hoat lyc clia cdc cephalosporin udng khic ciing chura 9.
Khdng thudc
Cic co ché khing cephalosporin ctia vi khuin:
- Thay déi tinh thAm cta thanh té bao vi khudn gram 4m
- Thay ¢6i protein gin penicillin (PBDs)
- San xuit p-lactamase
- Bom diy thude: khang sinh duge bom ra khéi té bao vi khudn
Thude khéng ¢ tac dung chéng céc ty ciu khuin khdng isoxazolyl-penicilin do thay d6i
o protein (kidu khing cuia ty cdu ving khing methicilin MRSA). Kiéu khéng khing sinh

MRSA nay dang phat trién ngiy cang ting & Viét Nam,
Cefpodoxim it tdc dung trén Proreus vulgaris, Enterobacter, Seratia marcesens va
Clostridium perfrigens. Cdc vi khudn ndy d6i khi da khang thude.
Tu cdu vang khing methicilin, Staphylocoecus saprophyticus, Enterococcus faecalis,
Pseudomonas spp., Clostridium difficile, Bacteroides fragilis, Listeria, Mycoplasmu
pneumonia, Chlamydia va Legionella pneumophili thuémg khing cic cephalosporin

14. Diic tinh dwge dijng hoc
Cefpodoxim proxetil (ester ciia cefpodoxim) la mot tien duge khong 6 tdc dung khng
khudn khi chua duge thity phan thanh cefpodoxim trong ca thé. Cefpodoxim proxetil dugc
hép thu qua dudmg tiéu hoa va duge chuyén héa bai cic esterase khong die hiéu trong rudt
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thanh chat chuyén héa cefpodoxim c6 tac dyng. Sy hip thu ting khi c6 mit cta thitc &n va
gidm khi pH da day thép.
Cefpodoxim c6 duge dong hoc phy thude lidu, tuyén tinh trong pham vi liéu 100 — 400 mg,
khéng tuyén tinh khi liéu trén 400 mg. Thudc khdng tich lily trong huyét twong sau khi uéng
nhiéu lidu (t6i 400 mg cach 12 gio/lan) & ngudi ¢b chire nang thin binh thudmg. O ngudi
cao tudi, cac thong sb duge dbng hoc, trir nira doi huyét tuong, twong ty nhu ngudi tré tudi. )
Dugc dong hoc cefpodoxim khéng bj dnh huémg & nguai bénh khi suy gan, nhung bj dnh/{[*{//
huéng khi suy than. i /
Kha dyng sinh hoc ctia cefpodoxim khodng 50% & ngudi chua &n. Sinh kha dung ting khi
ding thubc ciing thire &n. Nira d&i trong huyét thanh cia cefpodoxim khoang 2-3 gidr déi
voi nguoi bénh cd chirc ning than binh thudng va kéo dai & ngudi bénh suy thin. Sau khi
- ubng mét lidu cefpodoxim, & ngudi 16n khde manh ¢é chic ning thin binh thuomg, ndng do
dinh trong huyét twong dat duoc trong vong 2-3 gid va c6 gid tri trung binh 1.4
microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml trong (g véi céc lidu 100 mg, 200 mg,
400 mg cefpodoxim; 8 gi¢r sau khi ding thudc vdi lidu wén, ndng do trong huyét tuong
trung binh tuong (mg 14 0,29, 0,62, 1,3 microgam/ml. khoang 20-30% cefpodoxim lién két
véi protein huyét twong. Sw gin két ndy khong phy thude vio ndng d6 thube trong pham vi
0,1-7,1 microgam/ml. Thé tich phiin b6 ctia cefpodoxim trong khodng 0,7 — 1,15 litkg @
ngudi 1én khée manh ¢6 chire ning thén binh thudmg, Cefpodoxim phéan bé tét vao cdc mé
cla phéi va hong, vao dich mang phéi; thude véo dich ndo tiy rat it vi mot lugng nho xual
hién trong sita; thudc dat néng diéu tri trong duémg hd hap, dudmg ni¢u va mét.
Thude duge thai trir chit yéu qua thin (khodng 80% duéi dang thude khéng bién déi trong
24 gitr). Khéng xdy ra bién ddi sinh hoc & thin va gan. Thude bj thai logi khoang 23% liéu
ubng ddc nhit trong 3 gior thm tdch méau.
15. Quy chch dbéng goi
Hop 1 vix 10 vién
16. Pidu ki¢n biio quin, han ding, tiéu chufin chit lugng
Diéu kién bdo quan: Bao quan & noi khé rdo, dudi 30°C, trinh dnh séng,
Han ding: 36 thiang
Tiéu chuéin chat lugng: Tiéu chudn co s&
17. Tén va dja chi co sé sian xuit thude
San xut tai An Do bai:
SAKAR HEALTHCARE LIMITED.
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