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Prescription only THANH PHAN: Thudc ban theo don

M&i géi chia Cefpodoxim 50 mg (dang
Cefpodoxim proxetil).

T4 duge via di 1 goi.

Chi dinh, chdng chi dinh, liu lirgng va cach
dung, than trong va tac dung khéng mong
mudn: xin xem trong t hudng din su dung

® Bao quan & noi kho mat, nhiét do khong qud ®
efpovera’ e efpovera
PE THUGC XA TAM TAY TRE EM.

QG KY HUGNG DAN SU DUNG TRUAG KHI

Cefpodoxime ey Cefpodoxim

SLSX/ Batch No.:
NSX/ Mfg. date:
HDV Exp. date:
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- CONG TY CP TRUST FARMA aufic TE P
POWDER FOR ORAL SUSPENSION iﬁf@;ﬁﬁ :::i?pgt:;ilét Nam-Singapore, ' BOT PHA HON DICH UONG

Box of 30 sachets of 3 g TX. Thudn An, Tinh Binh Dugng - Vit Nam i Hop 30 goi x 3 g
[T r=o2r

95%

COMPOSITION:

Each sachet contains Cefpodoxime 50 mg
{as Cefpodoxime proxetil).

Excipients sq. for 1 sachet.

Indications, contra-indications, dosage and
administration, precautions and adverse
reactions: see package insert.

Stored at dry place, temperature below 30°C.
in orginal packaging.

KEEP OUT OF THE REACH OF CHILDREN.
READ CAREFULLY THE PACKAGE INSERT
BEFORE USE.

Reg No.

Manufactured by:

TRUST FARMA INTERNATIONAL JSC.

36 Huu Nghi Avenue,

Vietnam Singapore Industrial Park,

Thuan An Town, Binh Duong Prov. - Vietnam
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Cefpodoxim
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THANH PHAN/ COMPOSITION:

M3 gdi chia Cefpodoxim 50 mg (dang
Cefpodoxim proxetil)/ Esch zachet confains
Cefpodoxime 50 mg {as Cefpodoxime proxetil)
Td duge vita di 1 di/ Excipients sg for
1 sachet

Bdo quan & nai khé mat, nhigt db khdng qua
30°C, trong bao bi kin/ Stored at dry place
temperature below 30°C. in orginal packaging
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Rx-Thubc bdn theo don

CEFPOVERA® 50 mg

Cefpodoxim proxetil
Bot pha hén dich uong

1. TEN THUOC: CEFPOVERA

2. THANH PHAN: Mbi géi chia

Hoat chét: Cefpodoxim (dang mudi proxetil).............cocoovvueeeieunneennnnns 50 mg.

Ta dugc: Microcrystallin cellulose-Carboxymethyl cellulose Natri, Sucralose, Aerosil, Sucrose, Mui

dua.

3. DANG BAO CHE

G6i thude bt pha hdn dich udng.

4. CAC PAC TINH DUQC LY

Nhém duoc 1y: Khang sinh nhém cephalosporin thé hé 3.

Ma ATC: JO1DD13

DPic tinh dwge lwe hoe

Cefpodoxim la khang sinh ban tong hop thudc nhém cephalosporin thé hé thir 3. Cefpodoxim téc

dung bang cich tc ché tong hop thanh té bao vi khuan. Thubc gén vao mot hodc nhiéu protein gin

penicilin (PBP) (la céc protein tham gia vao thanh phin c4u tao mang té bao vi khuin), trc ché budce
cudi cung chuyén hoa peptit cua qué trinh tdng hop mang té bao vi khuan, din dén e ché sinh tong
hop thanh té bao.

Cefpodoxim bén v&i men beta-lactamase. Vi véy, nhiéu chiing khang penicilin va cephalosporin, do

tiét beta-lactamase, c6 thé nhay cam véi cefpodoxim. Cefpodoxim c¢6 thé bi mat hoat tinh boi mot

vai beta-lactamase phd rong.

Cefpodoxim tac dung hau hét trén cac chung vi khun ca in vitro va trén 1am sang nhu:

- Cac vi khudn Gram duong hiéu khi, gdbm: Staphylococcus aureus (ké ca céc chung sinh
penicilinase), Staphylococcus saprophyticus, Streptococcus pneumoniae (trir cac chung khang
penicilin), Streptococcus pyogenes.

- Céc vi khuan Gram am hiéu khi g("Jm: Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis,
Haemophilus influenzae (ké ca cac ching sinh beta-lactamase), Moraxella catarrhalis, Neisseria
gonorrhoeae (ké ca cac ching sinh penicilinase). ~\/

Q

Co ché khang thudc

Pé khang véi cefpodoxim chii yéu 1a qua su thiy phin boi men beta-lactamase, su thay déi cua
protein gin véi penicilin va lam giam tinh thdm.
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Thubc khong ¢6 tic dung chéng lai céc tu cu khuan khang isoxazolyl-penicilin do thay dbi protein
gén penicilin (kiéu khéng cta tu cau vang khang methicilin MRSA).

Cefpodoxim it tdc dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va Clostridium
perfringens. Céc vi khun nay déi khi da khang thudc.

Tu cu vang khang methicilin, Staphylococcus saprophyticus, Enterococcus faecalis, Pseudomonas
spp., Clostridium difficile, Bacteroides fragilis, Listeria, Mycoplasma pneumoniae, Chlamydia va
Legionella pneumophili thuomg khang cephalosporin.

Pac tinh dwge dong hoc

I3

Hap thu:

Cefpodoxim proxetil dugc hap thu qua dudng tiéu héa va duge chuyén héa bdi cac esterase khong
déac hi¢u trong rudt thanh chét chuyén hoa cefpodoxim c¢6 tac dung. Su hép thu tang khi c6 mat cua
thirc #in va giam khi pH da day thap.

Cefpodoxim ¢6 duge dong hoc phy thudc vao lidu, tuyén tinh trong pham vi lidu 100 — 400 mg,
khong tuyén tinh khi lidu trén 400 mg.

Thude khong tich liiy trong huyét twong sau khi uéng nhiéu liéu (t6i 400 mg cach 12 gid/ 1an) &
nguoi ¢6 chire nang than binh thuong.

O ngudi cao tudi, cac thong sé duge dong hoc, trir nira doi huyét twong, 1a tuong tu nhu nguoi tré
tudi.

Duoc dong hoc cua cefpodoxim khong bi anh hudng & ngudi bénh khi suy gan, nhung bi anh huéng
khi suy than.

Thé tich phan bd cua cefpodoxim trong khoang 0,7 — 1,15 lit/ kg & ngudi 16n khoe manh c6 chire
nang than binh thuong. Cefpodoxim phan bd tét vao cac mé cua phéi va hong, vao dich mang phdi;
thude vao dich nao tuy rat it va mot luong nho xuét hién trong sira; thubc dat nf'mg do diéu tri trong
dudng hd hap, dudng niéu va mat.

Chuyén héa:

Sau khi uéng mot liéu cefpodoxim, & ngudi 16n khoe manh c6 chirc nang than binh thuong, ndng dé
dinh trong huyét trong dat dugc trong vong 2 — 3 gir va c6 gia tri trung binh 1,4 microgam/ ml, 2,3
microgam/ ml, 3,9 microgam/ ml tuong tmg véi liéu 100 mg, 200 mg, 400 mg cefpodoxim.

Dang hdn dich udng, vai lidu 5 mg/ kg cho tré em tir 1 — 17 tudi, ndng do thudc trong huyét tuong
trung binh dat la 1.4; 2,1; 1,7; 0,9 va 0,4 microgam/ ml tuong tmg véi thoi gian sau khi uéng lal,2,
4, 6 va 8 gio.

Cefpodoxim lién két véi protein huyét tuong khoang 20 - 30% chu yéu gin voi albumin. Sy gin két
nay khong phu thudc vao néng do thude trong pham vi 0,7 — 1,15 lit/ kg & nguoi 16m khoe manh ¢
chirc nang than binh thudng.
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Thai tra:

Thube duge thai trir qua than (khoang 80% dudi dang thubc khong bién ddi trong 24 gid), nira doi

trong huyét thanh cta cefpodoxim khoang 2 - 3 gir dbi véi ngudi bénh c6 chirc nang than binh

thuong va kéo dai & nguoi bénh suy than trung binh va nang (d6 thanh thai creatinin < 50ml/ phit).

O ngudi suy than nhe (d6 thanh thai creatinin 50ml — 80 ml/ phut) nira doi thai trir khoang 3,5 gio.

Trong truong hop suy than muc do trung binh (d6 thanh thai creatinin 30 — 49 ml/ phit) hoac suy

giam chirc nang thén (d¢ thanh thai creatinin 5 - 29 ml/ phut), ntra doi thai trir twong ung 5,9 gio va

9.8 gio.

Khong xay ra bién dbi sinh hoc & than va gan. Thudc bi thai loai khoang 23% liéu udng doc nhét

trong 3 gid thdm tach mau.

5. QUY CACH PONG GOl

Hop 30 goi x 3 gam

6. CHI PINH.

Diéu tri cac nhiém khuén thé nhe dén vira do cac vi khuén nhay cam gay ra:

- Viém tai gita cdp do Streptococcus pneumoniae, Streptococcus pyogenes, Haemophilus
influenzae, Moraxella catarrhalis.

- Nhiém khuan nhe va vira & duong hd hip trén (viém hong, viém amidan) do Streptococcus
pyogenes.

- Vién phdi cap tinh mic phai & cong dong do S. Preumoniae hoic H. influenzae ké ci cac ching
sinh beta-lactamase.

- Dot cip cta viém phé quan man do S. preumoniae va H. influenzae (khdng sinh beta-bactamase),
hoac M. catarrhalis.

- Bénh lau khong bién chimg va lan téa do chung Neisseria gonorrhoeae (sinh hodc khong sinh
penicillinase).

- Nhiém khuén thé nhe dén vira chua bién chimg & da va céc t6 chirc da do Staphylococcus aureus
(c6 tao ra hay khong tao ra penicilinase) hodc cac chung nhay cam cua Streptococcus pyogenes.

- Viém xoang cdp trén do Haemophilus influenzae, Streptococcus pneumoniae va Moraxella
catarrhalis.

- Nhidm khudn duong tiét niéu chwa bién chimg (viém bang quang) do Escherichia coli, Klebsiella
pneumoniae, Proteus mirabilis, hoac Staphylococcus saprophyticus. M .

7. LIEU LUQNG VA CACH SU DUNG |
Cich dung: Pha lodng géi bot véi nude trude khi udng. Lic ky trude khi dung. Nén udng thude
ngay sau bira an.
Ciéch pha thuéc: Cho bot thude vao ly, thém t6i thiéu khoang 3 ml nuéc sbi dé ngudi, lic hodc
khudy déu cho phan tan hét.
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Liéu ding:

- Ngwoi lon va tré em tir 12 tudi tré Ién:

Cic nhiém khuin Tong liéu/ ngay | Liéu duy tri Tong thi gian diéu tri
Viém hong va/hodc viém 100 mg mbi 12 gid/ 1
) 200 mg/ ngay . 5 —10 ngay
amidan lan.
Dot cap cia viém phé quan
L i 200 mg mdi 12 gio/ 1
man hodc viém phoi cong 400 mg/ ngay A 14 ngay
5 an.
dong
Bénh lau chwa bién chimg & liéu duy nhét 200 mg/
5 200 mg/ ngay )
nam, nit 1 lan/ ngay.
Nhiém khuan thé nhe dén ; i
. o ) ) uong 400 mg moi 12
vira chua bién ching ¢ da 800 mg/ ngay . 7 — 14 ngay.
. gio/ 1 lan.
va cac to chic da
) . 200 mg mdi 12 gid/ 1
Viém xoang cap trén 400 mg/ ngay i 10 ngay
an.
Nhiém khuan duong tiét 100 mg méi 12 gio/ 1
) = 200 mg/ ngay : 7 ngay
niéu chua bién chirng lan.
- Tréemtir 2 thing dén 12 tuoi:
Cic nhiém khuén T(?‘mg liéu/ ngay | Liéu duy tri Téng thoi gian diéu tri
5 mg/ kg, mdi 12 gid/
s 10 mg/ kg/ ngay ‘ A ok \
Viém tai gifra cap = 1 lan. (Lieu toi da 5 ngay
(t61 da 400 mg) s
200 mg/ 1 lan)
5 mg/ kg, méi 12 gio/
: : : 10 mg/ kg/ ngay , Sy .
Viém hong, viém amidan " 1 lan. (Liéu toi da 5 — 10 ngay
(toi da 200 mg) .
100 mg/ 1 lan).
5 mg/ kg, mbi 12 gid/
. 10 mg/ kg/ ngay ; a e .
Viém xoang cap trén - 1 lan. (Liéu toi da 10 ngay
(to1 da 400 mg)

200 mg/ 1 lan).

- 'Bé‘nh nhén suy chirc nang than
Bénh nhan suy than (d0 thanh thai creatinin < 30ml/ phut) va khong thim tach méu, ubng lidu

thuong ding nhung khoang céch giira cac lidu tang 1én dén 24 gio/ lan.

Bénh nhan dang thdm tach mau, udng liéu thuong ding 3 lan/ tuan.
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140 — tudi) x cin nin
Clg (nam) = ( ) we

Nong d creatinin trong huyét thanh (mg/ 100 ml) x 72

Clg (nlr) = 0,85 x Cl; (nam)

Bénh nhan xo gan

Dugc dong hoc cefpodoxim & bénh nhén xo gan (c6 hodc khong c¢6 ¢b truéng) tuong tu nhu &
nhitng nguoi khoe manh. Khong can phai chinh lidu & nhitng nhém déi tuong nay.

. CHONG CHI PINH

Bénh nhén c6 tién sir qua man véi cac khang sinh thude nhém cephalosporin hodc réi loan chuyén
héa porphyrin

. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Thén trong khi ding thudc trén bénh nhén c6 tién sir di tmg v6i véi cephalosporin, penicilin hodc
thudc khac. Khong dung chung véi bat ky thude nao khéc ¢6 chia cefpodoxim.

Dung cefpodoxim dai ngay c6 thé lam phat trién qua mirc cac vi khuin khong nhay cam (dic biét
Clostridium difficile) va nAm (Candida).

Véi bénh nhdn suy than nang, cin phai giam liéu cefpodoxim phu thudc vao do thanh thai
creatinin.

Thén trong khi ding thu6e & bénh nhan c6 tién sir bénh dudmg tiéu hoa, dic biét 12 viém dai trang.
Nhur véi tit ca cac khang sinh beta-lactam, giam bach cau trung tinh va hiém khi xay ra ting bach
cau hat c6 thé phat trién, dac biét trong diéu tri kéo dai. Cac truomg hop dung thudc kéo dai trén
10 ngay, nén theo ddi huyét thanh va ngung dung thudc néu phat hién giam bach cau trung tinh.
Cephalosporin c6 thé dugce hip thu 1én bé mit cia mang té bao héng ciu va phan tng véi cac
khang thé chéng lai thudc. Diéu nay gay thir nghiém Coomb duong tinh va hiém bi thiéu mau tan
huyét. Phan tmg chéo c6 thé xay ra véi penicillin.

Su thay ddi chte ning than da dugc quan sat thdy véi cac khang sinh cing nhém cephalosporin,
dac biét khi dung d(“)ng thoi voi céc thude co kha nang djc than nhu aminoglycosides va/ hoac
thudc loi tiéu manh. Trong nhimg trudng hop nhu vay, nén theo ddi chirc ning than.

Thén trong v6i té duge sucrose: Do trong thanh phan thube c6 chira sucrose. Vi vay, néu ding

thuéc trong 2 tudn hodc hon c6 thé gay sdu rang. Khong nén ding thude cho ngudi ¢6 ¢6 cac van

dé v& di truyén nhu: Khong dung nap fructose, kém hép thu glucose — galactose hozc thiéu hut

sucrase — isomaltase. n\/
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SU DUNG TRONG THOI KY MANG THAI VA NUOI CON BU

Phu nir ¢6 thai:

Cefpodoxim proxetil khong gdy quai thai ciing khong gay doc cho phoi thai khi thir nghiém trén
chudt dang sinh san & lidu 100 mg/ kg/ ngay (gép 2 lan so véi liéu ctia ngudi trén co s mg/ m?)
hodc & tho & lidu 30 mg/ kg/ ngay (1 - 2 14n so véi lidu cta ngudi dua trén mg/ m?).

Tuy nhién, khéng c6 nhimg nghién ctru ddy du va ¢ kiém soat vé viéc str dung cefpodoxim
proxetil cho nguoi mang thai hodc khi sinh dé. Vi véy, nén chi sir dung thudc nay trong thoi ky
mang thai néu that su can thiét.

Thoi kv cho con bu:

Cefpodoxim duoc bai tiét trong sira me. Trong nghién ctru & 3 phu nir dang cho con b, nffmg do
cefpodoxim trong sita me 1a 0%, 2% va 6% di kém véi ndng do cia huyét thanh & 4 gio sau khi
udng 200 mg cefpodoxim proxetil. Sau khi dung thudc 6 gid, ndng do thude trong huyét thanh 1a
0%, 9% va 16%.

Vi thudc ¢6 thé giy phan img nghiém trong cho tré nhé b me, do vdy khong nén ding thube
trong thdi gian cho tré bu hodc nén ngimg cho tré bu khi dang diéu trj v6i cefpodoxim.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Nén than trong khi dung thudc cho ngudi lai xe hodc van hanh méay moc vi thube c6 thé gay
chong mat, dau dau.

10. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

- Vé6i cac xét nghiém: Gay phan mg duong tinh gia véi glucose trong nudc tiéu co thé xay ra véi
cdc dung dich Benedict’s hodc Fehling’s hodc véi dong sulfat. Nhung khong xay ra véi cac xét
nghiém cua enzym glucose oxidase.

- Ngudi bénh khong nén dung thube nay khi cé cac van dé vé di truyén nhu: Khong dung nap
galactose, khong dung nap fructose, thiéu hut Lactase Lapp, sy hap thu kém glucose-galactose
hoic thiéu hut sucrase-isomaltase.

- Céc chat khang Histamine H, va céc chat khang acid: Lam gidm sinh kha dung cua cefpodoxim.
Do dé, nén uéng cac thude nay sau 2 — 3 gio sau khi ding cefpodoxim.

- Probenecid lam giam thai trir ciia cephalosporin. Cephalosporin c6 thé lam giam tac dung ngira
thai cua estrogen.

- Hoat lyc cua cefpodoxim co thé tang khi dung dong thoi véi cac chét acid uric niéu. %\/

- Cefpodoxim c6 thé 1am giam hoat luc cua véc xin thuong han séng.

- Céc thudc khang dong dudng udng: Dung ddng thoi voi cefpodoxim véi warfarin ¢6 thé lam tang
tac dung chéng déng. Khuyén céo nén dugc theo ddi INR thudmg xuyén trong va ngay sau khi
ding ddng thoi dung cefpodoxim véi thuéc khang dong dudong udng.
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11. TAC DUNG KHONG MONG MUON
Cefpodoxim c6 tac dung phu twong tu nhu cac cephalosporin duong udng khéc. Thude dung nap
tot va céc tac dung phy qua nhanh va tir nhe dén vira trong mét sb truong hop. Téc dung phu déi
v6i tré dung thude twong tu nhu ngudi 16n, bao gdm cic tac dung tir nhe dén vira trén duong tiéu
hoa va trén da.
Thuong gap, ADR > 1/100
Tiéu hoa: Budn nén, nén, tiéu chay, dau bung, viém dai trang mang gia.
Hé than kinh trung wvong: Pau du
Da: Phat ban, n6i may day, ngtra.
Niéu — sinh duc: Nhiém ndm 4m dao.
It gap, 1/1000 < ADR < 1/100
Phan {mg di ing: Phan tng nhu bénh huyét thanh véi phét ban, sbt, dau khép va phan timg phan
ve.
Da: Ban do da dang.
Gan: R6i loan enzym gan, viém gan va vang da & mat tam thoi.
Hiém gdp, ADR < 1/1000
Mau: Tang bach clu ua eosin, roi loan vé mau.
Thén: Viém than ké c6 hdi phuc
Than kinh trung wong: Tang hoat dong, bi kich dong, kho ngu, 14 14n, ting truong luc va chéng
mat hoa mt.
12. QUA LIEU VA CACH XU TRi
Tri¢u chirng: Phéan 16n thudc chi giy non, budn ndn, dau ving thuong vi va tidu chay.
Xir tri: Khong c6 thude giai doc dic hiéu, truong hop qué lidu nén tién hanh rira da day dé loai
phan thudc chwa hip thu ra khoi co thé.
Tham phin mau hay thim phan phic mac cé thé gép phan lam giam ndng d6 cefpodoxim, dic
biét trong trudng hop cb tdn thuong chirc ning than. Tuy nhién, chu yéu viéc diéu tri qua liéu la
hd trg hodc giai quyét triéu chimg.
13. CAC DAU HIEU LUU Y VA KHUYEN CAO
Poc kj huwong dan sie dung trude khi diing
Dé xa tam tay tré em.

Thong bdo ngay cho bdc sy hodc duoc sy nhitng tdc dung khong mong muén gap phai khi sir

dung thuéc. \\/
14. PIEU KIEN BAO QUAN q
Noi kho mat, nhiét d¢ khong qua 30°C, trong bao bi kin
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15. HAN DUNG
24 thang, ké tir ngay san xuat
16. TEN, PIA CHI CUA CO SO SAN XUAT
Cong ty ¢6 phin Trust Farma Quéc Té
S6 36, Pai 16 Hiru Nghi, Khu Cong Nghiép Viét Nam-Singapore — Phuong Binh Hoa - Thi xa
Thuan An - Tinh Binh Duong.
17.NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC. 0813,

T 1 B o

SR

VH/ cONGTY \o)

*\ TRUST FARMA ) */

uic 1€ /s/
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THONG TIN CHO BENH NHAN

. TEN THUOC: CEFPOVERA® 50 mg
. CAC KHUYEN CAO
Thuéc bdn theo don
Doc ki huéng dan sir dung truée khi ding
Dé xa tam tay tré em
Théng bdo ngay cho bdc sj hodc dwoc sy nhitng tic dung khong mong muén gip
phai khi sir dung thuéc.
. THANH PHAN, HAM LUQNG CUA THUOC
Hoat chdt: Cefpodoxim (dang mudi proxetil)................vuuveeereeeeeeennnn, 50 mg
Ta duwoc: Microcrystallin cellulose-Carboxymethyl cellulose Natri, Sucralose, Aerosil,
Sucrose, Mui dira.
. MO TA SAN PHAM
Goi thude bot pha hdn dich udng.
. QUY CACH PONG GOI
Hop 30 goi, goi 3 g. Goi gidy AV/AL
. THUOC DUNG CHO BENH GI?
Diéu tri cac nhi®m khuin thé nhe dén vira do cac vi khuén nhay cam gay ra:
Viém tai giira cdp do Streptococcus pneumoniae, Streptococcus pyogenes, Haemophilus
influenzae, Moraxella catarrhalis.
Nhiém khuén nhe va vira & duong ho hép trén (viém hong, viém amidan) do Streptococcus
pyogenes.
Vién phdi cap tinh méac phai & cong dong do S. Preumoniae hodc H. influenzae ké ca céc
chung sinh beta-lactamase.
Dot cip cia viém phé quan man do S. pneumoniae va H. influenzae (khong sinh beta-
bactamase), hodc M. catarrhalis.
Bénh lau khong bién chimg va lan téa do chung Neisseria gonorrhoeae (sinh hoac khong
sinh penicillinase).
Nhiém khuén thé nhe dén vira chua bién chimg & da va céc td chirc da do Staphylococcus
aureus (c6 tao ra hay khong tao ra penicilinase) hodc cac ching nhay cam cua
Streptococcus pyogenes.

Viém xoang cip trén do Haemophilus influenzae, Streptococcus pneumoniae va Moraxella

N

catarrhalis.
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Nhiém khuin duong tiét niéu-chua bién chimg (viém bang quang) do Escherichia coli,

Kiebsiella pneumoniae, Proteus mirabilis, hodc Staphylococcus saprophyticus.
. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG
Cich ding: Pha lodng g6i bot véi nude trude khi udng. Lic k¥ trude khi dung. Nén udng

thudc ngay sau bira an.

Cich pha thude: Cho bot thude vao ly, thém téi thiéu khoang 3 ml nuée sbi dé ngudi, lic

hozc khudy déu cho phén tan hét.

Liéu dung:

Nguoi Ion va tré em tiv 12 tudi tré lén:

Cac nhiém khuén Tong liéu/ ngay | Liéu duy tri Tong thoi gian diéu tri
Viém hong va/hodc viém 100 mg méi 12 gio/ 1
) 200 mg/ ngay . 5 — 10 ngay
amidan lan.
Dot cap cua viém phé " ,
_ 200 mg moi 12 gio/ 1
quan man hodc viém | 400 mg/ ngay i 14 ngay
: 3 an.
phdéi cong dong
Bénh lau chua bién lieu duy nhat 200 mg/
200 mg/ ngay 5
chimg & nam, nir 1 lan/ ngay.
Nhiém khuan thé nhe dén , L
y uong 400 mg moéi 12
vira chua bién ching ¢ | 800 mg/ ngay . . 7 — 14 ngay.
& gio/ 1 lan.
da va cac to chirc da
" 200 mg moi 12 gio/ 1
Viém xoang cap trén 400 mg/ ngay i 10 ngay
an.
Nhiém khuan dudng tiét 100 mg méi 12 gio/ 1 )
i 200 mg/ ngay 1 7 ngay
niéu chua bién chimg lan.
Tré em tir 2 thdng dén 12 tudi:
Céc nhiém khuén Tong liéu/ ngay | Liéu duy tri Téng thoi gian diéu tri
5 mg/ kg, moi 12 gio/ 1
L 10mg/kg/ngay | , . . .
Viém tai giira cap .. lan. (Lieu toi da 200 5 ngay
(toi da 400 mg) i
mg/ 1 lan)
_ ~ | 5 mg/ kg, mdi 12 gid/ 1
Viém  hong,  viém | 10 mg/kg/ngay | A uds .
h lan. (Liéu t6i da 100 5 — 10 ngay
amidan (t6i da 200 mg) S
mg/ 1 lan).
S mg/ kg, méi 12 gio/ 1
, 10mg kg/ngdy |, o
Viém xoang cap trén lan. (Lieu toi da 200 10 ngay

(tdi da 400 mg)

mg/ 1 lan).

/

/

W/
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Bénh nhain suy chire nang thin

Bénh nhan suy than (d9 thanh thai creatinin < 30ml/ phut) va khong thim tach méu, uéng
lidu thuomg ding nhung khoang cach giita cac lidu tang 1én dén 24 gio/ lan.

Bénh nhén dang thim tach mau, udng liéu thudong ding 3 14n/ tudn.

(140 —tudi) x can nang
Cle (nam) = y y
Nong d¢ creatinin trong huyeét thanh (mg/ 100 ml) x 72
Cl, (ni¥) = 0,85 x Cl (nam)

Bénh nhan xo gan

Duoc dong hoc Cefpodoxim & bénh nhin xo gan (c6 hodic khéng c6 ¢b truéng) tuong tu
nhu & nhitng ngudi khoe manh. Khong can phai chinh liéu & nhimg nhém dbi tuong nay.

. KHI NAO KHONG NEN DUNG THUOC NAY

Bénh nhan c6 tién st qua min véi cic khang sinh thudc nhém cephalosporin hoc réi loan
chuyén héa porphyrin.

. TAC DUNG KHONG MONG MUON

Cefpodoxim c6 tic dung phu tuong tu nhu cac cephalosporin dudng udng khac. Thude
dung nap t6t va cac tic dung phu qua nhanh va tir nhe dén vira trong mot sb truong hop.
Tac dung phu dbi voi tré dung thude tuong tu nhu nguoi 1on, bao gé‘)m cac tac dung tir nhe
dén vira trén dudng tiéu héa va trén da.

Thuong gap, ADR > 1/100

Tiéu héa: Budn ndn, ndn, tiéu chay, dau bung, viém dai trang mang gia.

Hé thén kinh trung wong: Pau dau

Da: Phat ban, n6i may day, ngira.

Niéu — sinh dyc: Nhim ndm am dao.

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

Phan tmg di (mg: Phan {mg nhu bénh huyét thanh véi phét ban, s6t, dau khép va phan tmg
phan vé.

Da: Ban do da dang.

Gan: Réi loan enzym gan, viém gan va vang da & mat tam thoi.

Hiém gap, ADR < 1/1000

Mau: Tang bach cAu ua eosin, roi loan vé mau.

Thdn: Viém than ké c6 hdi phuc

Than kinh trung wong: Ting hoat dong, bi kich dong, khé ngu, 16 13n, ting truong luc va

chong mit hoa mit.
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10. NEN' TRANH-DUNG NHUNG THUOC HOAC-THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY
Vi cac xét nghiém: Gay phan img dwong tinh gia véi glucose trong nude tiéu cé thé xay
ra v6i cac dung dich Benedict’s hodc Fehling’s hodc véi dong sulfat. Nhung khong xay ra
vdi céc xét nghiém cia enzym glucose oxidase.
Nguoi bénh khong nén ding thuée nay khi ¢6 cac vAn dé vé di truyén nhu: Khéng dung
nap galactose, khong dung nap fructose, thiéu hut Lactase Lapp, su hap thu kém glucose-
galactose hoic thiéu hut sucrase-isomaltase.
Cac chét khang Histamine H, va cac chat khang acid: Lam giam sinh kha dung cta
cefpodoxim. Do d6, nén udng céac thude nay sau 2 — 3 gio sau khi dung cefpodoxim.
Probenecid lam giam thai trir cua cephalosporin. Cephalosporin c6 thé lam giam téc dung
ngtra thai cua estrogen.
Hoat luc cua cefpodoxim c6 thé tang khi ding dong thoi véi céc chit acid uric niéu.
Cefpodoxim c6 thé 1am giam hoat lyc ciia vic xin thuong han séng.
Céc thudc khang dong dudng ubng: Dung ddng thdi véi cefpodoxim véi warfarin c6 thé
lam ting tic dung chéng dong. Khuyén cdo nén duge theo doi INR thuong xuyén trong va
ngay sau khi ding dong thoi dung cefpodoxim véi thude khang dong dudng udng.

11. CAN LAM GI KHI MOT LAN QUEN DUNG THUOC
Néu ban quén ding mdt lidu thude, hdy ding cang sém cang tét. Tuy nhién, néu gin véi
liéu ké tiép, hay bo qua lidu dd quén va ding lidu ké tiép vao thoi diém nhu ké hoach.
Khong dung gap d6i liéu da quy dinh.

12. CAN BAO QUAN THUOC NAY NHU THE NAO
Noi khé mat, nhiét do khong qua 30°C, trong bao bi kin.

13. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Phén 16n thudc chi gdy non, budn nén, dau ving thugng vi va tiéu chay.

14. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO
Xir tri: Khong c6 thude giai doc didc hiéu, truomg hop qua lidu nén tién hanh rira da day dé
loai phan thudc chwa hip thu ra khoi co thé.
Thim phan méau hay thim phan phic mac c6 thé gép phan lam giam nbng do cefpodoxim,
dic biét trong truomg hop c6 tén thuong chire ning than. Tuy nhién, chu yéu viéc diéu tri
qua lidu 12 hd tro hodc giai quyét triéu ching.

15. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY
Thén trong khi dung thudc trén bénh nhéan cé tién sir di vmg véi véi cephalosporin,
penicilin hogc thudc khac. Khong dung chung véi bat ky thude nao khéc c6 chira

cefpodoxim.
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Dung cefpodoxim dai ngay co thé lam phat trién qué muc cdc vi khuin khéng nhay cam
(ddc biét Clostridium difficile) va ndm (Candida).

Vi bénh nhén suy thin ning, cin phai giam liéu cefpodoxim phu thudc vao do thanh thai
creatinin.

Thén trong khi ding thuc & bénh nhén c6 tién sir bénh dudng tiéu hoa, dic biét la viem
dai trang.

Nhu v6i tat ca cac khang sinh beta-lactam, giam bach cau trung tinh va hiém khi xay ra
tang bach cau hat c6 thé phat trién, ddc biét trong diéu tri kéo dai. Cac truomg hop ding
thudc kéo dai trén 10 ngay, nén theo doi huyét thanh va ngung dung thube néu phat hién
giam bach cau trung tinh.

Cephalosporin c¢6 thé dugce hap thu 1én bé mit cia mang té bao hong cau va phan mg véi
cac khang thé chdng lai thudc. Diéu nay gay thir nghiém Coomb dwong tinh va hiém bi
thiéu méau tan huyét. Phan {mg chéo c6 thé xay ra véi penicillin.

Su thay dbi chirc nang than di dwgc quan sat thdy voi cac khang sinh cing nhém
cephalosporin, dic biét khi ding dong thdi véi cac thude c6 kha ning doc thin nhu
aminoglycosides va/ hoac thude lgi tiéu manh. Trong nhimg truéng hop nhu vy, nén theo
doi chire nang than.

Thén trong v&i ta duoc sucrose: Do trong thanh phan thube c6 chira sucrose. Vi vy, néu

dung thudc trong 2 tudn hodc hon c¢6 thé gay sau rang. Khong nén ding thude cho ngudi
6 c6 cac van d& vé di truyén nhu: Khong dung nap fructose, kém hap thu glucose —
galactose hoic thiéu hut sucrase — isomaltase.

16. KHI NAO CAN THAM VAN BAC SY, DUQC SY
Théng bo ngay cho béc s§ hodc duge sy nhitng tac dung khéng mong muén gap phai khi
sir dung thube.

17. HAN DUNG CUA THUOC
24 thang, ké tir ngay san xuat ,

18. TEN, BIA CHI, BIEU TUQONG CUA CO SO SAN XUAT V

%

Cong ty cb phan Trust Farma Qudc Té

S6 36 Pai 16 Hiru Nghi, Khu Cong Nghiép Viét Nam-Singapore, Phuong Binh Hoa, Thi
x@ Thuan An — Tinh Binh Duong.

19.NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN-SU

_ ; \\
L I/ CONGTY N\
¥ OPHAN |7
g RUST FARMA | *
\Z

5/5




