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NHAN HOP CEDITAX 400

Kich thuoc:

A .
Dai 135 mm
A
Réng: 17 mm
THANH PHAN: BAO QUAN: D4 nai kn rie, tranh dnh sana, nhiét dé khong qua 30°C o
Mdi vien nang cing chifa Ceflibuten 400 mg TIEU CHUAN: TCES
CHI DINH, LIEU LUONG, CACH DIUNG, CHONG CHI BINH VA CAC SBK:
\ THONG TIN KHAC VE SAN PHAM: Xem (o huong din sif dung.
N DE XA TAM TAY CUA TRE EM. _ San ¥udt bei: CONG TY €6 PHAN DUOC PHAM GLOMED
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D o Each capsule cantains Ceftibuten 400 mg. SPECIFICATION: Marulaciurer's 3 o
/ INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS REG.Ne: 1
| | AND OTHER INFORMATION: Please refer to the package insert -
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HUONG DAN SU DUNG THUOC

'CEDITAX

Ceftibuten
Vién nang virng

1- Tén thude va thanh phin

Hoat chit:

CEDITAX 200 vién nang cimg: Ceftibuten 200 mg (dud¢i dang ceftibuten hydrat) méi vién.

CEDITAX 400 vién nang cimg: Ceftibuten 400 mg (dudi dang ceftibuten hydrat) mdi vién.

T4 duge: Cellulose vi tinh thé, croscarmellose natri, natri lauryl sulfat, magnesi stearat.

2- M ti siin phim

Ceftibuten hydrat 1 khang sinh cephalosporin bén téng hop diing duémg uéng.

Vé héa hoc, ceftibuten hydrat 13 acid (+)-(6R,7R)-7-[(Z)-2-(2-Amino-4-thiazolyl)-4-carboxycrotonamido]-8-oxo-5-thia-1-

azabicyclo[4.2.0]oct-2-en-2-carboxylic dihydrat. Céng thic phan tir C1sH4N404S5,.2H,0, va phan tir hrgng 446,46. Ceftibuten hydrat | |
€0 cong thire cdu tao nhu sau: i
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N
| | w_ 22H,0
| 2 :
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CEDITAX chira ceftibuten hydrat tuong duong 200 mg hogc 400 mg ceftibuten khan duoc pha ché dudi dang vién nang cing mau |
ermg chtra bot thude mau tring dén tring nga.

3- Durgre lue hoe va duge djng hoc
| Durge luc hoc
Ceftibuten la khang sinh thugc nhém cephalosporin thé hé thir ba ding dudng uong Glong véi hiu hét cac khang sinh beta-lactam, tic
dong diét khudn ctia ceftibuten 12 do tc ché tong hop thanh té bao vi khuén bang cich gin vao céc protein dich thiét yéu.

Ceftibuten bén ving véi cdc penicilinase va cephalosporinase. Nhiéu vi khudn sinh beta-lactamase d& khéng véi penicilin ¢6 thé con
nhay cam véi ceflibuten. Ceftibuten cé tinh bén vimg v6i hiu hét cdc beta-lactamase qua trung gian plasmid, nhumg khéng bén vimg
v6i cephalosporinase qua trung gian nhidm sic thé & cdc vi khudn nhu Bacteroides, Citrobacter, Enterobacter, Morganella, v
Serratia. Ciing nhur nhimg beta-lactam khéc, ceftibuten khong nén sur dung dbi véi cac ching dé khéng v6i beta-lactam bing co ché
théng thudmg nhu thay déi tinh thim thiu hay cdc protein gén két penicilin (PBP) nhu S, prneumoniae dé khdng penicilin.

Ceftibuten dd dugc chimg minh in vitro va trén 1am sang ¢6 tac dung trén hiu hét cc chiing vi khuén sau:
- Vi khuén hiéu khi gram duong: Streptococcus preumoniae (chi nhimg ching nhay cim véi penicilin), Streptococcus pyogenes.
- Vi khuin hiéu khi gram 4m: Haemophilus influenzae (ké ca nhimg chung sinh beta-lactamase), Moraxella catarrhalis (k& ca nhimg
ching sinh beta-lactamase).

. Dugec dong hoc

Ceftibuten duge hép thu nhanh chéng qua dudng tiéu héa, nhung téc 46 va mic dé hap thu giam mét it khi uéng clng véi thic an.
[ Nong d6 dinh trong huyét twong khoang 17 meg/ml dat duge khoang 2 git sau khi ubng 1 !1éu 400 mg. Nira doi cta ceftibuten trong
| huyét tuong khoang tir 2,0 dén 2,3 gir va kéo dai hon & bénh nhin suy thdn. Ceftibuten gin két khoang 63-77% véi protein huyét
tuong.

Ceftibuten phin bé vao trong dich tai giira va dich tiét phé quan. K.hoang 10% lidu dimg duge bién dﬁl thanh ddng phan dang trans,
chét ndy 6 hoat tinh bang khoang 1/8 hoat tinh cla dbng phén dang cis. Ceftibuten dugc bai tiét chil yéu trong nudre tiéu, ngoai ra con :
bai tiét trong phan, Mt lugng thudc dang ké duge loai bo khdi co thé bAng thim phén mau. |

4- Chi dinh ’
Nhiém khuén gy ra béi cdc vi khudn nhay cam véi ceftibuten:
- Nhiém khun duong ho hép trén: viém hong, viém amidan va st tinh héng nhiét & ngudi 16n va/hogc tré em, viém xoang cip &
ngudi 16n, viém tai gilra o tré em.
- Nhiém khudn duong hé hip dudi & ngudi lon: vidgm phe quan, dot cép cua viém phé quan man va viém phdi cép & bénh nhan co thé
diéu trj bing dudmg udng, nghia 14 nhimg ngudi nhidm khudn tién phat méc phai trong cong ddng.
- Nhiém khudn dudng niéu & tré em va ngudi 1om, ¢a hai truomg hop ¢6 va khong ¢6 bién chimg.
- Viém rut va viém da day rudt & tré em do Salmonella, Shigella hay E. coli.

5- Liéu dung va cich ding
Liéu ding
Ciing gidng nhu nhimg khang sinh diing dudmg udng khac, thii gian diu tri néi chung tir 5-10 ngay. BSi véi nhimg nhiém khudn do |
| Streptococcus pyogenes, nén ding ceftibuten toi thiéu la 10 ngay.
| Newdi lom:
|- Lidu théng thudmg 400 mgflénfngay. C6 thé ubng thube khong phy thude vao bira in,
| - Nén giam lidu ¢ bénh nhén suy thin vira dén ning dya véo thanh thai creatinin (CC):
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. CC trong khodng 30-49 ml/phit: 200 mg/lin/ngay.
. CC trong khodng 5-29 ml/phit: 100 mg/lin/ngay.

- O bénh nhan lam thdm phan mau 2 hay 3 lin m&i tudn, c6 thé ding mot lidu duy nhét 400 mg ceftibuten sau méi l4n lam thim |
phan, '

Tré em: Tré em cén ngng trén 45 kg hay trén 12 tudi ¢6 thé ding lidu khuyén cdo danh cho ngudi 16n.
Cich dung

Udng thube véi 1 ly nude ddy, cing hodc khong clng véi bira an.

6- Chéng chi dinh

Bénh nhén dugc biét 1a qua mén cam véi cephalosporin hay bét ky thanh phin nao ctia thuéc.

7- Luru § va thin trong

- Cén thit cdn thin khi sir dyng céc khang sinh cephalosporin cho bénh nhén c6 nghi ngé hay da biét chic 14 ¢6 di {mg v6i penicilin,

Viém dai trang gia mac da duge bo cdo véi tht ca cdc khang sinh phd rong k& ca ceftibuten, do vy cén luu y bién chimg nay trong |
truomg hop bénh nhin tiéu chay khi dung thudc. ;

 Ceftibuten duge thim phin mét cdch d& dang. Bénh nhan thim phan nén dugc theo ddi cin thin va nén ding ceftibuten ngay sau khi

| Théng bie cho béc sT nhirng tic dung khéng mong mudn gip phai khi sir dung thude.

| Thire dn khéng lam anh hudng dén hiéu qua diéu tri cuia vién nang ceftibuten.

pham phén. I
Liéu lugng ceftibuten cd thé cdn phéi diéu chinh & bénh nhén suy thin nang hay nhimg bénh nhén dang lim thim phan mau.

Nén ke toa ceftibuten thn trong & ngudi ¢6 tién sir bénh tiéu hoa c6 bién chimg, dic biét Ia viém dai trang man tinh.
St dyng cho tré em: Chua xédc dinh dugc tinh an toan va hiéu qua cta ceftibuten & tré em nhé hon 6 théng.

Sir dung trén phuy nir 6 thai va dang cho con ba: Vi tinh an toan cua ceftibuten trén phu nir ¢6 thai va cho con bi chua duge chimg
minh, ceftibuten khong duge khuyén dung cho nhing déi tugng nay.

Anh hudng ciia thude 1én khi ning diéu khién tau xe va vin hinh miy méc:

Chua c6 dit ligu vé anh huéng ciia ceftibuten dén kha néng 14i xe va van hanh mdy. ..

8- Twrong téc ciia thudc véi cic thube khic va cic dang twong tic khac -

Téc dung cla ceftibuten trén ndng d trong huyét twong va duge dong hoc ciia theophilin ding duong uéng chua dugc nghién ciru.

9- Téc dyng khong mong mubn

Ceftibuten thuémg dugc dung nap tét. Téc dung ngoai ¥ thudng dugce béo cdo nhiu nhit 12 nhimg réi loan tiéu héa nhu budn ndn, tiéu
chdy, va nhirc dau.

Téc dyng ngoai y duge bio cdo hiém xudt hién bao gom kho tiéu, viém da day, ndn 6i, dau bung va chéng mat. R&t hiém khi phit trién
Closiridium difficile di kém véi ti€u chdy tir trung binh dén ning.

Héu hét cac tac dung ngoai y déu dap tmg v&i didu tri tridu chimg hay mét di sau khi ngung diing ceftibuten.
Ngung st dung va hoi y kién bdc sTnéu cé bdt ki cdc ddu hiéu méi bdt thiong ndo xdy ra.

10- Qud liéu va xir tri

Triéu chimg: Khong quan sit dugce biéu hién ngd doc nao khi nhdm 13n ding ceftibuten qua liéu: § nhimg ngudi tinh nguyén truong
thanh khée manh diing céc liéu don cho dén 2 g ceftibuten, khong quan sét thdy c6 tdc dung phy trim trong nio.

X tri: C6 thé chi dinh rira da day, tuy nhién khong c6 thude giai dc dic higu nao. Cé thé loai nhimg lugng dang ké ceftibuten ra
khoi mau bing thdm phén mau. Chua xéc dinh duge tinh hiru hiéu cua viée loai bo thude ra khoi co thé bing thAm phéan phic mac.
11- Dang bao ché va dong goi

Hop 1 vi x 10 vién nang cimg.

12- Bio quin: Bao quan noi kho rdo, trinh dnh séng, nhiét d khéng qua 30°C.
13- Tiéu chuén chit hrgng: TCCS.

14- Han diing: 36 thang ké tir ngay san xudt.
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