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COMPOSITION: Each capsule contains Caftibuten 200 mg (s caftisuten hydrate).
Excipients gs. 1 capsule.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATION: Flease refer to the package insert
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more than 30°C. in 2 dry place, prozect from light

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd
29ATu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An,

Binh Duong,
apare Industrial Park,
I1g,
\C‘
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Hop 1 vix 10 vién nang cling

[ THANH PHAN: MSi vién nang cimng chaia Ceftibuten 200 ma (dudi dang ceftibuten hydrat).
| Té duoc vita il 1 veén.
CHI DINK, LIEU LUONG, CACH DUNG, CHONG CHi DINH VA CACTHONG TIN
KHAC VE SAN PHAM: Xin doc ta hudng din sitrdung
| ©F KA TAM TAY CUA TRE EM. DOC KY HUONG DAN S(’ DUNG TRUGC KHI DUNG.
BAQ QUAN: D¢ nci khé rdo, tranh dnh sang, nhiét dd khing gud 30°C.
SO/ Reg No.:

San xuit b:

CONG TY TNHH DUOC PHAM GLOMED
294 Bal LA Tu Go, KCN Vigt Nam-Singapare,
Thuan An, Binh Duong

Try s chinh: 35 5ai L6 T Do, KN

Viét Nam-Singapore, Thuan An, Binh Duung.
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Ceftibuten
Vién nang ciing

Pé xa tim tay cia tré em.

Poc ky huwéng diin sir dung truwée khi dung.
Néu cin thém thong tin xin héi y kién béc si.
Théong bdo ngay cho bdc s§ nhirng tic dung khing mong muén giip phii khi sir dung th udc.

1. Tén thufe va thanh phin

Hoat chit:

CLODIFEN 200 vién nang cimg; Ceflibuten 200 mg (dudi dang ceftibuten hydrat) mdi vién.

CLODIFEN 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. Dang bio ché: Vién nang cimg

3. Duge lwe hoe va duge djng hoc

Duege lue hoe

Nhém duge ly: Khang sing diing toan thin

Mi ATC: J01DD14

Ceftibuten 1a khdng sinh thudc nhom cephalosporin thé h¢ thir ba dung dudng ubng. Gidng vai hiu hét cac khang sinh beta-lactam, téc

dong diét khudn cia ceftibuten 13 do trc ché tdng hop thanh té bao vi khuin bang cich gén vio céc protein dich thiét yéu.

Ceftibuten bén vimg véi cic penicilinase va cephalosporinase. Nhiéu vi khudn sinh beta-lactamase & khang véi penicilin ¢o thé con

nhay cam véi ceftibuten. Ceftibuten c6 tinh bén vimg véi hdu hét cic beta-lactamase qua trung gian plasmid, nhung khong bén vimg

v&i cephalosporinase qua trung gian nhiém séc thé & cc vi khuén nhu Bacteroides, Citrobacter, Enterobacter, Morganella, va

Serratia. Cling nhu nhimg beta-lactam khic, cefibuten khong nén sir dung d6i véi cic ching dé khing véi beta-lactam bing co che

théng thudng nhur thay doi tinh thim thiu hay cac protein gin két penicilin (PBP) nhu S. pneumoniae d& khang penicilin.

Ceftibuten di duge ching minh in vitre va trén 1am sing c6 tac dung trén hiu hét cac chiing vi khudn sau:

- Vi khuén hiéu khf gram duong: Streptococcus pneumoniae (chi nhimg chiing nhay cam véi penicilin), Streptococcus pyogenes.

- Vi khu4n hiéu khf gram 4m: Haemophilus influenzae (k& ca nhimg chiing sinh beta-lactamase), Moraxella catarrhalis (k& ca nhimg
chiing sinh beta-lactamase).

Duge ding hoc

Hap thu

Ceftibuten dirgc hp thu nhanh chong qua duomg tiéu hoa, nhung t6¢ d§ vi mirc 4§ hdp thu gidm mdt it khi udng ciing v&i thirc an. Khi

dung ngay mjt lin trong 7 ngdy, nong dd dinh trung binh trong huyét trong khoang 17,9 meg/ml dat duge vao ngay thi bay.

Phdan ba

| Ceftibuten phén b vao trong dich tai gitra va dich tiét phé quan. Khoang 65% thude g,ﬁn_véi protein huyét twong. Khd nang gin voi
| protein huyét twong dge 1dp v&i ndng d§ huyet twong cua ceftibuten. The tich phén bo bicu kién trung binh (V/F) ctia ceftibuten & 6

ngudi lon 14 0,21 kg,

Chuyén hda va thdi trie

Khoang 10% lidu ding durge bién déi thanh ddng phan dang trans, chit ndy c6 hoat tinh bing khodng 1/8 hoat tinh cia déng phan dang
cis. Ceflibuten dugrc bai tiét vao trong nuée tiéu. O 6 ngudi nam trrdng thanh khoe manh tinh nguyén, xap xi 56% li¢u dung dugc tim
thy trong nude tiéu va 39% duge tim thiy trong phén trong vong 24 gid. Béi vi thii trir qua than 12 con dutmg thai trir chi yCu, nén

| cin didu chinh liéu & b¢nh nhdn suy thin hofic bénh nhan dang tham phén méu.

Mot lurgng thube déng ké dugc loai bo khéi co thé bing thim phan mau.
4. Quy cdch déng géi: Hop 1 vi x 10 vién nang cimg,
5. Chi djnh
Nhiém khuin gy ra boi cac vi khuén nhay cim véi ceftibuten:
- Nhiém khuén dudmg ho hip trén: viém hong, viém amidan va sbt tinh héng nhiét & ngudi Iom vivhoje tré %m, im xoang cép &
ngudi 1ém, viém tai gitta & tré em. .
. Nhiém khufin dudmg hd hip dudi & ngudi 1én: viém phé quan, dot cAp cia viem phé quan mgn va viém phdi cdp & bénh nhan ¢6 thé
didu trj bing dudmg ubng, nghia 1a nhimg ngudi nhiém khudn tién phat méc phai trong cing dong.
- Nhiém khuin dudmg niéu & tré em va ngurdi lom, cd hai truémg hop cé va khong c6 bién chimg.
- Viém rudt va viém da day rudt & tré em do Salmonella, Shigella hay E. coli,
6. Lidu ding va cdch ding
Litu ding
Ciing giéng nhu nhimg khang sinh ding dudmg udng khéc, thoi gian diéu tri néi chung tir 5-10 ngay. D8i véi nhimg nhiém khudn do
Streptococcus pyogenes, nén diing ceftibuten toi thi€u 1a 10 ngay.
Nguwor lon:
- Liéu thong thudng 400 mg/lAn/ngay. C6 thé ubng thudc khang phu thudc vao bira in,
- Nén giam liéu & bénh nhén suy than vira dén nang dya vio thanh thai creatinin (CC):
. CC trong khoang 30-49 ml/phat: 200 mg/lin/ngy.
. CC trong khoang 5-29 ml/phut: 100 mg/lan/ngdy.
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’7 Bénh nhan dang ¢ rkam phan mau: & bénh nhén lam thdm phén mau 2 hay 3 lan mdi tuin, o6 thé ding mt ligu duy nhét 400 mg
ceﬂlbuten sau mén &n lam thim phﬁn

nén dﬂng dang hén djch uéng.

Ciich ding

Ubng thubc véi 1 ly nudc dﬁy, ctng hofic khong cung vdi bira an.

7- Chéng chi dinh

Bénh nhén dugc biét 12 qud min cam véi cephalosporin hay bit ky thanh phin nao cia thubc.
8- Luu ] \a than trong

Viém dai trang gia mac da dugc bdo céo véi tét ca cac khang sinh phd rong ké ca ceftibuten, do véy cin luu y bién
trudmg hop bénh nhan tiéu chay khi diing thube.

Ceftibuten duge thim phan mjt céch d& ding, Bénh nhéin thim phédn nén dugc theo ddi cdn thén va nén ding ceftibuten ngay sau khi
thim phén.

Liéu lrgng ceftibuten ¢6 thé cin phai diéu chinh & bénh nhén suy than néing hay nhimg bénh nhan dang lam thim phén méu,

Nén ké toa ceftibuten thin trong & ngudi ¢6 tién sir bénh tigu hda cé bién chimg, dic biét 12 viém dai trang man tinh,

Ceftibuten gdy duong tinh gia thir nghi¢m Coombs.

Sir dung cho tré em: Chua xéc dinh duge tinh an toan va higu qua cia ceftibuten & tré em nho hon 6 théng,

Sir dyng trén phu nit cé thai va dang cho con bd: Vi tinh an toan cua ceftibuten trén phy nir ¢6 thai va cho con ba chua duge chimg
minh, ceftibuten khong dugc khuyén diing cho nhimg déi fugng nay.

Anh huéng ciia thude 18n kha ning didu khién tau xe va vin hanh miy mée:
Ceflibuten ¢6 thé gy chéng mit, cin than trong khi ding thudc & bénh nhin dang 14i xe h
9- Twong tic ciia thube véi cdc thude khic va cic dang tuong tic khic :
Tac dyung cia ceftibuten trén ndng d trong huyet turong va duge dong hoc cia theophilin dbigidiring ‘éng )
Thirc &an khong lam anh hurdng dén higu qua diéu trj ciia vién nang ceflibuten, H NHIEM HUU HANY :; \
10- Téc dung khéng mong mudn (ADR) ude PHAM | *J
Thuong gap, ADR > 1/100: L. OMEI‘
Budn nén, non, tiéu chay, khé tiéu, dau bung, nhirc déu, chéng mit, ting BUN, bach ciu ua cosm AI.{T :
hemoglobin.

ft gdp, 171000 <ADR < 17100
Chén an, tdo bon, khd migng, kho tho, kho tiéu, ¢ hUl, mét moi, ddy hoi, phan 1éng, nhiém nam, sung huyet mili, di cam, ngira, ban,
budn ngii, may day, viém 4m dgo, tng phosphat kiém, creatining, AST (SGOT) tang hojic giam tidu cdu, giam bach chu.

Ngoai nhimg tac dyng khong mong mudn dugc liét ké & trén khi diéu tri biing ceftibuten, nhimg téc dung khdng mong mudn sau ciing
duge ghi nhan khi diéu trj véi khéng sinh uephalosponn phan (g di img, phan (g phén v¢, sot do thudce, hoi chimg Stevens-Johnson,
suy thén, benh théin nhiém dac, tic mat, thifu mau bét sdn, thidu mau tdn huyet, Xudt huyél thir nghlém glucose niéu duong tinh gia,
giam bach cdu trung tinh va mét bach cu hat, viém dai trang mang gia; cc tri¢u ching nay cd thé xady ra trong hofc sau khi ding
khéang sinh.

Cich xir tri

Mot sb ccphalosporm da ducrc ghi nhén la lam khai phét con co gidt, dac biét ¢ bénh nhan suy than khong duge giam liéu, Néu co gidt
xay ra, cin ngung diing thube. Li¢u phap chéng co gidt c6 thé &p dung néu duge chi dinh trén 1am sing,

Ngung sit dung va héi y kién bdc sTnéu cé bdt ky cdc ddu higu méi bt thuong nao xay ra.

Théong bdo cho bic sT nhirng tic dyng khéng mong mudn gip phii khi sir dung thudc.

11- Qua liu v xir tri
Tri¢u chimg: Qua lidu cephalosporin ¢6 thé gdy kich thich ndo dén dén co git. /
Xir fri: C6 thé chi d;nh rira da day, tuy nhién khéng c6 thube giai dic dic hiu nao. C6 thé loai nhimg luqmg mg eftibuten ra
khoi mau bing thim phén méu. Chua xéc dinh dugc tinh hiru higu cia vide loai bé thube ra khoi co thé bang thim phén phic mac.
12- Biio quén: Dé noi khé rdo, tranh dnh qéng nhi¢t d§ khong qua 30°C.
13- Han ding: 36 thing Ké tir ngdy san xudt,
14. Tén, dia chi ciia co s& sin xuit:

CONG TY TNHH DUQC PHAM GLOMED

Dija chi: $6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj xa Thudn An, tinh Binh Duong.

DT: 0650.3768823 Fax: 0650.3769095

wa dugre nghién ciru.

—

PT), bilirubin, giam

15. Ngay xem xét sira ddi ciip nhit lai ndi dung hudéng din sir dung thude: 21/03/2017
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