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_ COMPOSITION: Each capsule contains Ceftibuten 400 mg (as ceftibuten hydrate). ~ Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Hw HAN a I
Excipients g.s. 1 capsule. 29ATu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, * {
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER  Binh Duong. M
INFORMATION: Please refer to the package insert. Head office: 35 Tu Do Boulevard, Vietnam-Singapore Indusma‘Pi]j"ﬂ O\
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.  Thuan An, Binh Duong. QQ
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| T THANH PHAN: Méi vién nang cting chuia Ceftibuten 400 mg (dudi dang ceftibuten hydrat). ~ San xuat béi: —
Taduoc viradu 1 vién. CONG TY TNHH DUOC PHAM GLOMED
CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN 29A Dai L6 Tu Do, KON Viét Nam-Singapore, I
KHAC VE SAN PHAM: Xin doc to hudng dan s dung. Thuan An, Binh Duang.
DEXATAMTAY CUA TRE EM. DOC KY HUGNG DAN SU DUNG TRUGC KHIDUNG.  Tru s& chinh: 35 Dai Lo Tu Do, KCN |
| BAO QUAN: Dé nai kho rao, tranh anh sang, nhiét do khong qua 30°C. Viét Nam-Singapore, Thuan An, Binh Duong.
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Dé xa tim tay ciia tré em.

Poc ky huéng din sir dung truée khi dung.
Néu cin thém théng tin xin héi y kién bic si.
Thong bio ngay cho bic sy nhirng tic dung khéng mong mudn gip phii khi sir dung thudc.

1. Tén thudc va thanh phin

Hoat chit:

CLODIFEN 200 vién nang cimg: Ceftibuten 200 mg (dudi dang ceftibuten hydrat) mdi vién.
CLODIFEN 400 vién nang cung: Ceftibuten 400 mg (duéi dang ceftibuten hydrat) mdi vién.
T4 dugc: Cellulose vi tinh thé, croscarmellose natri, natri lauryl sulfat, magnesi stearat.

2. Dang bao ché: Vién nang cing

3. Dugec luc hoc va duge dgng hoc

Duge luc hoc

Nhém dugc ly: Khang sing dung toan than

Mi ATC: J0IDD14

Ceftibuten la khang sinh thugc nhom cephalosporin thé he thr ba dung dudng ubng. Glong v6i hiu hét cac khang sinh beta-lactam, tac
dong diét khuén cua ceftibuten 14 do e ché tdng hop thanh té bao vi khuén bing cach gén vao céc protein dich thidt yéu.
Ceftibuten bén virng véi céc penicilinase va cephalospormase Nhiéu vi khuén sinh beta-lactamase d& khang véi penicilin c6 thé
nhay cam vdi ceftibuten. Ceftibuten c6 tinh ben vimg vdi héu hét cac beta-lactamase qua trung gian plasmid, nhung khong bén
V6i cephalospormase qua trung gian nhiém sic the & cac v1 khuan nhu Bacterozdes Cztrobacter Enterobacter Morganella, va

thong thuong nhu thay déi tinh thim théu hay céc protein gén két penicilin (PBP) nhu S. pneumoniae d& khang penicilin.

Ceftibuten da dugc ching minh in vitro va trén 1am sang c6 tac dung trén hiu hét cac ching vi khuén sau:

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

- Vi khuén hiu khi gram am: Haemophilus influenzae (k& ca nhirng ching sinh beta-lactamase), Moraxella catarrhalis (k& ca nhimng
ching sinh beta-lactamase).

Dugc djpng hoc

Hip thu

Ceflibuten dugc ‘hép thu nhanh chéng qua duong tiéu hda, nhung tég d6 va mirc do hdp thu giam mot it khi ubng cing véi thire an. Khi

dung ngdy mot lan trong 7 ngay, nong d¢ dinh trung binh trong huyét tuong khoang 17,9 mcg/ml dat dugc vao ngay thir bay.

Phan bé

Ceftibuten phén b6 vao trong dich tai gitra va dich tiét phé quan. Khoang 65% thude gan v6i protein huyét twrong. Kha nang gén véi

protein huyét twong doc lap voi nong do huyét trong cua ceftibuten. Thé tich phan b6 bidu kién trung binh (V/F) cua ceftibuten & 6

nguoi 1on 14 0,21 Vkg.

Chuyén héa va thai tric

Khoéang 10% liéu dung dugc bién ddi thanh dong phén dang trans, chit nay c6 hoat tinh bing khoang 1/8 hoat tinh ciia ddng phan dang

cis. Ceftibuten dugc bai tiét vao trong nurée tiéu. G 6 ngudi nam trudng thanh khde manh tinh nguyén, xép xi 56% liéu ding dugc tim

thay trong nuée tiéu va 39% dugc tim thiy trong phén trong vong 24 gid. Boi vi thai trir qua thén la con duodng thai trir chu yéu, nén

cin didu chinh lidu & bénh nhan suy than hoic bénh nhan dang thim phan mau.

Mot lugng thube dang ké dugc loai bo khoi co thé bing thdm phén mau.
4. Quy cich déng géi: Hop 1 vi x 10 vién nang cing.
5. Chi dinh
Nhiém khuén gay ra boi cic vi khudn nhay cam véi ceftibuten:
- Nhim khudn duong ho hip trén: viém hong, viém amidan va sét tinh hdng nhiét & ngudi 16n v/hodc tré e
nguoi 16n, viém tai gitra & tré em. E
- Nhiém khuén dudng hé hép duéi & ngudi 16n: viem phe quan, dot chp cua viém phé quan man va viém phdi cAp & bénh nhan c6 thé
diéu trj bing dudng udng, nghia la nhig ngudi nhiém khuén tién phat méc phai trong cong dong.
- Nhim khudn dudng niéu & tré em va ngudi 16m, ca hai trudng hop c6 va khong 6 bién chimg.
Viém rudt va viém da day rudt & tré em do Salmonella, Shigella hay E. coli.
6. Lidu dung va cdch ding
Liu ding
Ciing giéng nhu nhing khang sinh diing dudng udng khéc, thai gian diéu tri n6i chung tir 5-10 ngay. D6i véi nhimg nhiém khuan do
Streptococcus pyogenes, nén dung ceftibuten toi thiéu 1a 10 ngay.
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Nguoi lon:
- Liéu thong thudng 400 mg/lan/ngay. C6 thé udng thudc khong phu thuge vao bira an.
- Nén giam lidu & bénh nhan suy than vira dén niing dya vao thanh thai creatinin (CC):
. CC trong khoang 30-49 ml/phut: 200 mg/ln/ngay.
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. CC trong khoang 5-29 ml/phut: 100 mg/lan/ngay.




- Bénh nhan dang tham phdn mdu: G bénh nhan 1am thim phan méu 2 hay 3 lan mdi tuén, c6 thé dung ; 0 mg
ceftibuten sau moi lan 1am tham phan. !

Tré em: Tré em can ndng trén 45 kg hay trén 12 tudi c6 thé dung liéu khuyén céo danh cho ngudi 16n

nén dung dang hén dich uéng, ‘[ TRACH NHIEM HUU HAN) -

Cich dung DUGC PHAM

Ubng thube véi 1 ly nuée ddy, ciing hodc khdng cling véi bira an.

7- Chéng chi dinh

Bénh nhan dugc biét 14 qua min cam véi cephalosporin hay bét ky thanh phn nao cia thube.

8- Luu y va thin trong

Cén th4t cAn than khi sir dung céc khang sinh cephalosporin cho bénh nhan c6 nghi ngd hay da biét chéc 1a c¢6 dj ing v6i penicilin.

Viém dai trang gia mac da dugc béo céo véi t,ét ca cac khang sinh phd rong k& ca ceftibuten, do vay cin luu y bién chimg nay trong

truong hop bénh nhén tiéu chay khi dung thudc.

Ceftibuten dugc thdm phan mot cach d& dang. Bénh nhan thAm phan nén dugc theo doi cin than va nén ding ceftibuten ngay sau khi

tham phan.

Lidu lugng ceftibuten c6 thé cin phai diéu chinh & bénh nhén suy than ning hay nhirng bénh nhan dang 1am thAm phan mau.

Nén ké toa ceftibuten than trong & ngudi c6 tién sir bénh tidu héa c6 bién chimg, dic biét 1a viém dai trang man tinh.

Ceftibuten gay duong tinh gia thir nghiém Coombs.

Sir dung cho tré em: Chua xéc dinh dugc tinh an toan va hiéu qua cua ceftibuten & tré em nho hon 6 thang.

Sir dung trén phy nir c6 thai va dang cho con bu: Vi tinh an toan cia ceftibuten trén phy nir c6 th#isya cho con bl chua duge ching

minh, ceftibuten khong duge khuyén dung cho nhitng doi tuong nay. P

Anh hudng ciia thubc I1én kha ning diéu khién tau xe va vin hanh may méc: \ \Z

Ceftibuten ¢6 thé gdy chéng mit, cAn than trong khi dung thuéc & bénh nhan dang 14i xe hogc van héglmm ? éc.

9- Tuwong tic cia thubc voi cdc thube khic va cic dang twong tic khéc iM } *

Tac dung cua ceftibuten trén ndng do trong huyét twong va duge dong hoc clia theophilin dung duémgﬂ/on

Thirc &n khong 1am anh hudng dén higu qua diéu trj cua vién nang ceftibuten. P

10- T4c dung khdng mong mudn (ADR) a5

Thuong gap, ADR > 1/100:

Budn ndn, ndn, tiéu chay, kho tiéu, dau bung, nhirc dau, chong mat, taing BUN, bach clu ua eosin, ALT (SGPT), bilirubin, giam

hemoglobin.

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

Chan &n, tdo bon, kho miéng, khé tha, kho tiéu, ¢ hoi, mét moi, day hoi, phan 16ng, nhiém ném, sung huyet mii, dj cam ngutra, ban,
budn ngl, may day, viém 4m dao, ting phosphat kiém, creatinine, AST (SGOT), tang hoc giam tiéu ciu, gidm bach cu.

Ngoai nhimng tac dung khong mong mudn dugc liét ké & trén khi diéu tr bing ceftibuten, nhirng tac dung khong mong mudn sau ciing
dugc ghi nhan khi diéu tri v6i khang sinh cephalosporin: phan g dj img, phan ung phan vé, s6t do thubc, hoi chung Stevens-Johnson,
suy thén, bcnh th4n nhiém doc téc mat thiéu méu bt san, thiéu mau tan huyet xuat huyet thi ngh1¢m glucose ni¢u duong tinh gia,
giam bach cau trung tinh va mét bach cu hat, viém dai tring mang gia; cAc tridu chitng ny c6 thé xay ra trong hoc sau khi diing
khéang sinh.

ua dugc nghién curu.

Cach xir tri
Mot sb cephalosporm da du'orc ghi nhan 1a lam khoi phat con co gidt, dac biét & bénh nhén suy than khonL\d
xdy ra, cn ngung dung thudc. Li¢u phép chdng co giat c6 thé ap dung néu duogc chi dinh trén 1dm sang.

Ngung sir dung va hoi y kién bdc st néu cé bdt ky cdc ddu hi¢u méi bét thuomg nao xay ra.

iam liéu. Néu co giat

Théong bdo cho bic si nhirng tiac dung khong mong mudn gip phii khi sir dung thube.

11- Qud lidu va xir tri X
Triéu chimg: Qué lidu cephalosporin c6 thé gay kich thich ndo din dén co giat.

Xir tri: C6 thé chi dmh rira da day, tuy nhién khong cé thudc giai doc ddc hiéu nao. Co thé loai nhitng luofng déng ké ceftibuten ra
khoi méau bing thim phan mau. Chua xéc dinh dugc tinh hitu hiéu cia viéc loai bo thuc ra khoi co thé bing thim phén phic mac.
12- Bio quan: D& noi kho réo, tranh 4nh sdng, nhiét 6 khong qua 30°C.

13- Han dung: 36 thang ké tir ngay san xudt.

14. Ten, dia chi ciia co' s¢ sin xuit:
CONG TY TNHH DUQC PHAM GLOMED
Dija chi: S8 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj xd Thuén An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095

15. Ngay xem xét sira ddi cap nhat lai ngi dung huéng din sir dung thube: 21/03/2017
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