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| Botpha hén dich udng
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50mg/5ml

(Sau khi pha)

@ DOPHARMA

MAU HOP 1LO 60 ml
(Ty Ié 80%)

50mg/5ml

50mg/5ml

THANH PHAN::

Cho 1 1g bt pha hén dich:
Cefpodoxim proxetil twong tuong
Cefpodoxim ..........ccorccecirunneens .600mg
Ta dugre . .vd337g
M&i 5mlhén d[ch (sau khlpha) chira:
Cefpodoxim proxetll tL.Pcrng trong
Cefpodoxim... i

Ta dwoc . .
BAO QUAN: Nai kno, nhiet do duai
30°C, tranh anh sang

Thudc sau khi pha, bdo quan trong ti
lanh, sir dung khéng qua 10 ngay.

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

NSX:
Sé 16 SX:
HD:

Bot pha hén dich uéng
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Bot pha hén dich uéng

50mg/5ml

(Sau khi pha) |

@ DOPHARMA
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50mg/5ml 5

CHi DINH, CACH DUNG, CHONG CHI
BINH VA CAC THONG TIN KHAC:
Xem trong tér hwéng dén st dyung
thudc kémtheo

SBK:

TIEU CHUAN CHAT LUONG cUA
THUOC: TCCS |
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TRUGC KHI DUNG
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MAU TG HUOGNG DAN SU DUNG THUOC (MAT TRUGC)

1. TENTHUOC:
Rx

celpgggm

2. CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

DEXATAMTAY TREEM

BOC KY HUGNG DAN SUDYNG TRUGC KHIDUNG

THUOC NAY CHI DUNG THEO BON THUOC

3. THANH PHAN CONG THUC THUGC:

Cho 1lg bét pha hén dich:

Thanh phan hoat chét:

Cefpodoxim proxetil twong twong Cefpodoxim.............ccoeoiiiens 600mg

Thanh phén té duge: (Avicel CL 611, Acid citric khan, Natri citrat dihydrat, Natri

benzoate, aerosil 200, Bwéng kinh, aspartam, Bét mii dau, Simethicon)....vd33,7g

M&i 5mi hdn djch (sau khi pha) chira:

Thanh phan hoat chat:

Cefpodoxim proxetil trong twong Cefpodoxim........oceeeeeiiiinciciiccee.....50 Mg

Thanh phén ta duoe: (Avicel CL 611, Acid citric , Natri citrat dihydrat, Natri

benzoate, aerosil 200, Bwéng kinh, aspartam, Bot mui dau, Simethicon, nuéc tinh

1 T AP SR SO T L,

4. DANG BAO CHE: Bt pha hn dich mau vang nau, bét dng nhét, khé toi.

5.CHI DINH:

Cefpodoxim dwgc ding dwdi dang ubng dé didu trj cac nhiém khuén tir nhe dén trung

binh & dwéng hé hip dwéi, k& ca viém phéi cép tinh méc phai & cong dong do cac

chiing Streptococcus pneumoniae hodc Haemophilus influenzae nhay cam (k& ca

céc chiing sinh ra beta-lactamase) va dé didu tri dot kich phat cAp tinh clia viém phé

quan man do S. pneumoniae nhay cdm va do H. influenzae; hodc do Moraxella

(tnedrc kia goi la Branhamelia) catarrhalis, khong sinh ra beta-lactamase.

Pé diéu tri cac nhiém khuan nhe va vira & dieéng hé hap trén (thf dy viém hong, viém

amidan) do Streplococcus pyogenes nha? cam, cefpodoxim khang phéi 13 thuéc

dwoc chon wu tién, ma 13 thude thay thé cho amoxicilin hay amoxicilin va  kali

clavulanat khi khéng hiéu qua hodc khong ding dugc. Cefpodoxim ciing co vai trd

trong diéu tri bénh viém tai giira cip, viém xoang cap do cac chiing nhay cam S.

pneumoniae, H. influenzae (k& ca cac chiing sinh ra betalactamase) hodc M.

catarrhalis.

Cefpodoxim cing dirgc ding dé didu trj nhiém khuéin dwéng tiét nigu thé nhe va vira,

chira co bién chirng (viém bang quang) do cac ching nhay cdm E. coli,

Kiebsiellapneumoniae, Proteus mirabilis, hogc Staphylococcus saprophyticus.

Bénh 1au khéng bién chirng va lan tda do chiing N. gonorrhoea sinh hodc khéng sinh

penicilinase. .

Cefpodoxim ciing duge dung dé didu tri nhiém khudn thé nhe dén vira chuwa bién

chirng & da va cac tb chirc da do Staphylococcus aureus ¢ tao ra hay khong tao ra

penicilinase va cac chling nhay cam clia Strepfococcus pyogenes.

6. CACH DUNG VA LIEU DUNG:

Cach diing: Dung dwéng udng.

Cach pha: Diing cbc chia ligu d& dong 15mi nudre cho vao I, ldc manh. Bong tiép

12,5ml nwéc chovao lo, lic déu.

Lac ky trudre khidang.

Liéu dang:

Ngurovi I6m va tré em trén 12 tudi: .

* Dotkich phat cég tinh ciia viém phé quan man hoac viém phédi thé nhe dén vira mac
phai ctia cong dong, fidu thurémg dung clia cefpodoxim la 200 mg/lan, céch 12 gier

mat Ian, trong 10 hodic 14 ngay, tirong (rng véri cac bénh ké trén, -

Viém hong va/hodc viem amidan do nhiém Streptococcus pyogenes, ligu

cefpodoxim 1a 100 mg, cach 12 giér motladn, trong 5- 10 ngay.

Nhi&m khudin da va cac tb chirc da thé nhe va vira chira bién chirng, liéu thurérng

ding la 400 mg/an, cach 12 gié métlan, trong 7 - 14 ngay.

Nhiém khuén dudng niéu tir nhe dén vira chira o6 bién chirng:

100 mgflan, cach 12 giér motlén, dung trong 7 ngay.

{
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Lau chira bién chirfng & nam, nix: Dung 1 lidu duy nhét 200 mg hodc 4Qp'j'rrg\

cefpodoxim, tiép theo 12 diéu trj bing doxycyclin udng dé d& phong nhiém Chlamydias -~
SN

Tré em tir 2 thang tudi dén 12 tudi:
Viém tai gitra cap: 5 mg/kg (cho t&i 200 mg) cach nhau 12 gio, trong 5 ngay. 2
Viém hong va amidan do S. pyogenes (lién cdu khudn tan méau beta nhém A): 5 mg/kg
(chotdi 100 mg) cach 12 gie/idn, trong 5-10 ngay.

Viém xoang cap (viém xoang mé cap nhe té1 vira): 5 mg/kg (cho téi 200 mg) cach 12
giér/lén, trong 10 ngay.

Léu khéng bién chimg (tré B tudi, can ndng 2 45 kg): 1 liéu duy nhat 400 mg, phoi hop
v 1 khang sinh co tc dung ddi véri nhiém Chlamydia.

Viém phdi méc tai cing déng, dot cAp do viém phé quan man:

200 mg cach 12 gid/n, trong 14 ngay va 10 ngay twrong tng.

Dava céu tric da: 400 mg cach 12 gidNln, trong 7- 14 ngay.

Nhi&m khudn dwéng tiét niéu khéng bién ching: 100 mg cach

12 giérAidn, trong 7 ngay.

Lidu cho ngwéri suy than:

Phai giam lidu tity theo mirc dd suy than. Déi véi ngréri bénh c6 df thanh thai creatinin
it hon 30 mUphut va khdng thim tach mau, cho udng lidu thwdng diing, céch 24 gity
mdtlan.

7. CHONG CHi BiNH:

Ngurei mén cam véi cefpodoxim hay bét cir thanh phan nao cia thude; nhikng ngudi
bénh b dj trng v&i cac cephalosporin khac va ngudi bi roi loan chuyén hoa porphyrin.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC: o

Treére khi bat dau diéu trj bing cefpodoxim, phai diéu tra ki vé tién sir dj trng cla
nqu'(‘ri bénh véi cephalosporin, penicilin hodc thubc khac.

Can s(r dung than trong d6i véi nhikng ngwéi man cam vei penicilin, thidu nang than
va ngurdi ¢b thai hodc dang cho con ba.

Theo dai dau hiéu va triéu chirng séc phain vé trong liéu ding d3u tién.

Néuy c6 phan (rng qua man xay ra trong khi diéu trj véi cefpodoxim thi phai dirng diing
thudc va str dung liéu phap diéu tri phi hgp cho ngureri bénh(nhie diing epinephrin,
corticosteroid va duy tri 0 oxygen).
Str dung thudc dai ngay c6 thg dan dén boi nhidm vi khyén va nam; déc biét nhiém
Clostridium difficile gay ia chay va viém két trang.

D antoan va hidu qué ctia thudc chura dwos xac dinh/ddi véi tré durdi hai thang tudi.
Hbn dich c6 chira natri benzoat phai dung rong d6i véi tré so sinh; do acid
benzoic (benzoat) la mat chat chuyén héa ciia bénzyl alcohol va mét Iiegng Ién benzyl
alcohol (= 99 mg/kg/ngay) da lién quan dén ngé ddc manh gay tir vong (hdi chirng the
ngap ca ‘gasp‘mg syndrome”) & tré so sinh; toan chuyén héa, suy hd hép, réi loan
chirc nang hé than kinh trung wong (co giat, xut huyét ndi so), ha huyét ap, tryy tim
mach. Nghién ctru trén dong vat va in vitro Ga cho théy benzoat da gidi phéng bilirubin
tir vi tri gan két protein

Trong san pham ¢ chira succrose, do d6 bénh nhan c6 yéu t6 di truyén vé dung nap
fructose, hosc kém hép thu Glucose galactose, hodc thiéu sucrase-isomaltase khong
nén diing thudc nay.

9. SUDUNG THUOC CHO PHU NI CO THAI VA CHO CON BU:

Théi ky mang thai: Khong cé dir liéu vé sir dung thude trén phy ni? 6 thai, chi nén
ding thudc néu lgi ich viegt trdi so véi nguy co'.

Théi ky cho con bu: Cefpodoxim bai tiét trong stra me & ndng dé thap, nén tam ngirng
cho con bi trong thei gian diing thuéc khi thdy tré c6 dau hiéu rdi loan hé vi khuan
durdrng rudt. )

10. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
C6 thé gay dau dau, hoa mét, chéng mét, do d6 khéng nén diing thudc khi lai xe hodc
van hanh may moc. )

11. TUONG TAC, TUONG KY COATHUOC:

Hép thu cefpodoxim gidm khi cé chét chéng acid, vi vy tranh diing cefpodoxim ciing
véri chét chbng acid va chét khang histamin H2.

Probenecid giam bai tiét cefpodoxim qua than.

Hoat lrc ciia cefpodoxim co thé tang khi diing dong thévi véi cac chét acid uric niéu.
Cefpodoxim ¢ thé |am gidm hoat L clia vac xin thirong han séng.

12. TAC DUNG KHONG MONG MUGN CUATHUOC (ADR)

Tac dung khéng mong muén clia cefpodoxim trong tiy nhir cac cephalosporin dwdng
uéng khac. Néi chung thudc duge dung nap tét, hdu hét cac tac dung phy qua nhanh
va tir nhe dén vira trong mot sd trréng hop. Tac dung phu dbi véi ré ding thubce
trong ty nhu ngudi I6m, bao gbm tac dung tir. nhe dén vira trén duwdng tidu hoa va
trénda. 0
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MAU TO HUGNG DAN SU DUNG THUOC (MAT SAU)
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Thuimg gép, ADR > 1/100 15.DAC TINH DUGC BONG HOC: e

Tiéuhéa: Budn non, non, iachay, dau bung, viém daitrang mang gia.

Hé thankinh trung rong: Baudau.

Da: Phéatban, nbimay day, ngia.

Nigu -sinh dyc: Nhiém ndm am dao.

ftgsp, 1/1 000 <ADR < 1/100

Phan tng di (sng: Phan (rng nhu bénh huyét thanh véi phat ban, sdt, dau khép va
phan trng phan vé.

Da: Bandédadang.

Gan:Réiloan enzymgan; viém gan vavang da ¢rmat tam thoi.

Hiém gdp, ADR < 1/1 000

Mau: Tang bach cAu wraeosin, réiloan vé mau.

Than: Viemthan ké cé hbiphyc.

Than kinh trung wong: Tang hoat déng, bikich déng, khé ngu, Wi 1an, tang treong e
va chong mét hoamét

Théng béo cho bac'sinhimg tac dyung khng mong mubn gép phai khi sirdung thudc.
13. QUA LIEU VA CACH XU TRI:

Biéu hién khi qué fiéu: budn nén, ndn, dau thureng vi, tiéu chay.

Ngung didu tri béng Cefpodoxim khi co phan (fng khéng mong mubn xay ra.

Khéng co thudc gidi doc dac hiéu, tneong hop qué lidu nén tién hanh rira da day &
loai phén thudc chira hap thu ra khoi co thé.

Tham phan mau hay thdm phan phiic mac c6 thé lam gép phén 1am gidm ndng @6
cefpodoxim, d3c biét trong trirérng hop ¢6 thn thirong chire ndng than. Tuy nhién, chi
yéu viéc didu tri qua lidu 13 hd trg hodic gidi quyét triéu chieng.

14. BAC TiNH DUGC LUC HOC:

Nhoém duge ly: khang sinh.

MaATC: JO1DA33.

Cefpodoxim la khang sinh cephalosporin thé hé 3, dwoc sir dyng tirong ty nhw
cefixim trong didu tri cac nhidm khuan nhay cim, nhirng cefpodoxim c6 hoat tinh
manh hon chénglai Staphylococcus aureus. Thudc cb tac dung khang khudn do (ke
ché téng hop thanh t& bao vi khudn; thudc gan vao mét hodc nhidu protein gan
penicilin (PBP) (i cac protein tham gia vao thanh phan cu tao mang té bao vi
khuan), trc ché burérc cudi cling chuyén héa peptit clia qua trinh tdng hop mang té
bao vi khuan, din dén trc ché sinh tdng hop thanh té bao. Cefpodoxim cé do bén
viIng cao trrérc sip thn cong clia cac beta-lactamase, do cac khudn Gram am va
Gramdwong taora.

Phd khang khuan

Gibng cac cephalosporin udng thé hé 3 (cefdinir, cefixim, ceftibuten), cefpodoxim ¢
phd khang khuin rong déi véi cac vi khuan Gram am hiéu khi, so véi cephalosporin
thé hé thir nhatva thir hai.

Vé& nguyén tic, cefpodoxim c6 hoat lurc ddi véi ciu khudn Gram dwong nhir phé cu
khudn (Streptococcus pneumoniae), cic lién ciu khudn (Streptocaccus) nhémA, B,
C, G va véi cac tu cau khudn Staphylococcus aureus, S. epidermidis cé hay khong
tao ra beta-lactamase. Cefpodoxim ciing cé tac dung di voi cac cdu khudn Gram
am, cac tnge khudn Gram dueng va Gram am. Thubc cé hoat tinh chéng cac vikhudn
Gram am g8y bénh quan frong nhu E. coli, Kiebsiella, Proteus-mirabilis va
Citrobacter.

Tuy nhién & Vit Nam, cac vi khuain nay cilng khang ca cephalosporin thé hé 3. Vén
d& nay cin Ieu y vi d6 14 mot nguy co thét bai trong diéu tri.

Ngwoc véi cac cephalosporin loai udng khéc, cefpodoxim bén virng dbi voi beta-
lactamase do Haemophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra.
Tuy vay nhan xét ndy cling chira duwrgc theo déi co hé thong & Viét Nam va hoat lyc
ciia cefpodoxim cao hon dén mirc dd nao so véi hoat ligc cla cac cephalosporin
ubng khac ciing chwra ré.

Khang thuéc

Thudc khéng co tac dyung chdng cac ty ciu khudn khang isoxazolyl-penicilin do thay
adi protein gin penicilin (kidu khang cta ty cAu vang khang methicilin MRSA). Kiéu
khang khang sinh MRSAnay dang phét trién ngay cang tang & Viét Nam.
Cefpodoxim it tic dyng trén Proteus vulgaris, Enterobacter, Serratia marcesens va
Clostridium perfringens. Céc vi khudn nay dai khi da khang thuée.

Ty clu vang khing methicilin, Staphylococcus saprophyticus, Enterococcus
faecalis, Pseudomonas aeruginosa, Pseudomonas spp., Clostridium difficile,
Bacteroides fragilis, Listeria, Mycoplasma pneumoniae, Chlamydia va Legionella
pneumophilithieéng khang cac cephalosporin.

3
« Ceipodoxim proxetil (ester ciia cefpodoxim) 1a'mot tién dugre khéng c6 146.dung
khang khuan khi chira dirgc thily phan thanh cefpodoxim trong cor thé. Cefpadoxim
proxetil dwgre hap thu qua dwéng tiéu hoa va dugc chuyén héa bdi cac esterase
khéng dic hiéu trong ruét thanh chéat chuyén héa cefpodoxim c6 tac dung. Sy hap
thu ting khi co mat ciia thirc &n va giam khi pH da day thép.

« Vién nén bao phim va hén dich uéng tvong drrong vé sinh hoc. Cefpodoxim c6
durgre dong hoc phy thudc ligu, tuyén tinh trong pham vi liéu 100 - 400 mg, khéng
tuyén tinh khi liéu trén 400 mg. Thudc khong tich Iy frong huyét tirong sau khi uéng
nhidu liu (161 400 mg cach 12 gioNlén) & nguéri co.chirc nang than binh thiong.
ngréri cao tudi, cac thng sé dirgreddng hoc, trir niva dvi huyét tromg, tong tu nhu
ngwdi tré tudi. Droc dong hoc cefpodoxim khéng bi anh hiréng & ngedi bénh khi
suy gan, nhirng bj anh hiedng khi suy than,

« Thirc &n tac ddng dén sinh kha dyng cia vién nén.bao phim nhieng khang anh
hurérng dén hdn dich.udng. Kha dyng sinh hoc cia cefpodoxim khoang 50% & ngudi
chira &n. Sinh kha dung ting khi diing thubc ciing thibc &n. Nika déi trong huyét
thanh cfia cefpodoxim khoding 2 - 3 giér d6i v&i nguéri bénh.cé chire nding than binh
thurdmg va kéo dai & ngurdi bénh suy than. Sau khi uong mot liéu cefpodoxim, &
ngwdi lém khoé manh c6 chirc nang than binh thiréng, néng o dinh trong huyét
fuong dat dugre trong vong 2 --3 gior va co gia tri trung binh 1,4 microgam/ml; 2,3
microgam/ml, 3,9 microgam/m!-tong (g véi cac liéu 100 mg, 200 mg, 400 mg
cefpodoxim; 8 gitr sau khi ding thudc véilidu trén, ndng 8 trang huyét twong trung
binh trong tng 14 0,29, 0,62, 1,3 microgam/ml. Tréemtir1-17 tudi, dung dang hén
dich udng, véi lidu cefpodoximla 5 mg/kg, ndng @6 thudc trong huyét trong trung
binh dat 13 1,4; 2,1; 1,7; 0,9 va 0,4 microgam/ml twong (eng véi thi gian sau khi
ubng Ia 1, 2, 4, 6 va 8 givr. Khoang 20 - 30% cefpodoxim fién két véi;
tromng. Sur gan két nay khéng phu thudc vao nbng d6 thudc trong
microgam/mi.
« Thé tich phan bd clia cefpodoxim trong khoang 0,7]\,1,15 litikg & nguedi Ién khoe
manh o chirc néng thén binh thurdmg. Cefpodoxim pl 546t vao cac mé cua phoi
va hong, vao dich mang phdi; thudc vao dich ndo tay rat it va mdt legng nho xubt
hién trong si¥a; thubc dat dugc ndng dé didu trj trong dwéng hd hap, Gwdng nigu va
mat.
« Thuéc dwrgre théi tnr chid yéu qua thén (khodng 80% duwéi dang thudc khong bién
di trong 24 gicy). Khdng xay ra bién dbi sinh hoc & than va gan. Thude b thai loai
khoding 23% liéu ubng d6c nhat trong 3 giér tham tach mau.

16.QUY CACHDONG GOI:

Hép 01 lp chira 33,79 bdt pha hdn dich (sau khi pha digc 60ml) + 01 cbe chia liu +
01 thiachia lidu + t& hwéng dén s dung.

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG CUA
THUOC:

Piéu kién bao quan: Noi khé, nhiét 36 dwéi 30°C, tranh anh sang.

Thubc sau khi pha, bdo quan trong tii lanh (2-8°C), sir dung khong qua 10 ngay.
Han diing: 24 thang ké tr ngay san xuét. .
Tiéu chuan chit Iwgng cia thude: TCCS. =

18. TEN, DIACHI CUACO SO SAN XUAT:

cONG TY CO PHAN DUDC PHAM TRUNG UONG 2
9 Trin Thénh Téng - Q. Hai Ba Trwng - Ha Ndi - VIET NAM
DT: 024.39715439 FAX: 024.38211815

San xuét tai:
Quang Minh - M& Linh - Ha NJi - VIET NAM
SN FAX: 024.35251484
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