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THANH PHAN - M&i vién nang cung chua

Ceftibuten {duot dang ceftibuten dihydrat] 400mg

CHI BINH, CHONG CHI BINH, LIEU DUNG, CACH DUNG
VA CAG THONG TIN KHAG - Xem to hudng dén s dung
BAD QUAN - Mot kha, mat (dusi 30°C). Tranh dnh sdng.

TIEU GHUAN - TCCS.

P& xa @m @y e am

Boc k§ hudng dan sd dung truoe khi dung

COMPOSITION - Each capsule contains
Ceftibuten (as ceftibuten dihydrate) 400mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE

ADMINISTRATION AND OTHER INFORMATION - Read the leafiet insicle.
STORAGE - In a dry, cool place (below 30°C) Protect from light
SPECIFICATION - In-house

Keep aut of reach of children
Read the ieaflst carefully befors using
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Thuée nay chi dimng theo don thudc. Néu can thém thong tin xin hoi y kién bdc si.
Poc ky huong dan st dung trude khi ding. Dé xa tam tay tre em.

Cefidax 400mg

(Ceftibuten 400mg)

THANH PHAN: MGi vién nang ctng chira:

Théanh phdn duwoc chat: Ceftibuten (duéi dang ceftibuten dihydrat) 400mg

Thanh phdn té diroe: Microcrystallin cellulose, natri starch glycolat, magnesi stearat.

DANG BAO CHE: Vién nang cimg.

M6 ta dang bao ché: Vién nang cing, ¢& nang sb 0, mau tring duc, bén trong nang chita bot
thudc mau trang dén trang nga, dong nhat.

CHI PINH:

Piéu tri cac truong hop nhidm khudn do cac vi khudn nhay cam gay:

- Viém tai gitra cAp/ ¢6 chay dich.

- Viém hong va viém amidan.

- Nhiém khuan duong hd hip: Nhirmg dot cip trong viém phé quan man tinh, viém xoang cap.
- Nhiém khuén duong tiét niéu.

LIEU DUNG, CACH DUNG:

Cdch dung

Ceftibuten dihydrat duoc dung dudng uéng.
Liéu ditng
Lidu dung dugc xac dinh trén Ceftibuten dang khan.

Neuoi lon va tré em > 12 tudi:

Liéu thuong dung: 400 mg x 1 14n/ngay, ding trong 10 ngay.
Nhidm khuén dudng tiét nidu nhe: 400 mg x 1 1an/ngay, ding trong 7 ngay.

Tré em 6 thang dén 11 tudi:

Liéu thuong dung: 9 mg/kg x 1 ln/ngay, dung trong 10 ngay. Liéu téi da: 400 mg/ngay

Bénh nhan suy gan, suy than:

Do thanh thai Creatinin > 50 ml/phit: Lidu 400 mg/ngay.

P thanh thai Creatinin 30 - 40 ml/phit: Liéu 4,5 mg/kg hodc 200 mg mdi ngay.

D6 thanh thai Creatinin 5 - 29 ml/phit: Liéu 2.25 mg/kg hodc 100 mg mdi ngay.

Do Ceftibuten duoc thai trir khoi co thé bang thim phan méu nén dbi véi ngudi bénh dang
thdm phén méu c6 thé ding lidu 9 mg/kg (t6i da 400 mg, dung dudi dang hdn dich uéng) vao
cudi moi lan tham phan.

CHONG CHI PINH

Khong dung cho bénh nhdn nhay cam hodc di ing vai khang sinh nhém Cephalosporin.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Nguoi bénh nhay cam véi khang sinh nhom Cephalosporin.

Than trong khi stir dung thude cho tré em dudi 6 thang tudi do tinh an toan va hiéu qua chua
duoc xac dinh.

Nén giam lidu & bénh nhan suy than.

Than trong theo doi nguoi bénh sir dung khang sinh phd rong dai ngay do cé thé phat trién
qua muc cac chung khong nhay cam.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢é thai: Chua c6 nghién ciru day du va c6 kiém soat khi dung thude & phu nit ¢6 thai.
Do do6 chi nén sir dung thuoce & phu nir ¢o thai khi that su can thiet.

Phu ni# cho con bii: Chua c6 nghién ctru vé viée cefibuten (& liéu khuyén cdo) c6 qua duoc
sitra me hay khong. Do dd, can thdn trong khi dung cefibuten ¢ phu nir cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura ¢6 bang chimg vé anh hudng cua thude 1én kha nang l4i xe. van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thuéc

Thude khang acid va thude dbi khang thu thé histamin H.: C6é kha nang lam ting nong do
cefibuten khi dung chung, tuy nhién chua c6 ching cir rd rang trén lam sang.

Twong ky, ciia thubc

Do khong ¢6 cac nghién ciru vé tinh tuong ky cua thude, khong tron 1an thudc nay véi cac
thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong céc thir nghiém ldm sang dugce tién hanh trén khoang 3000 bénh nhan, cac tic dung
khong mong mudn duoc béo cio 1a budn ndn (3%), tidu chay (3%) va dau dau (2%).

Thuong gap (1/100 < ADR < 1/10)

R6i loan hé than kinh: Pau dau.

R&i loan hé tiéu hoa: Budn ndn, tiéu chay.

It gap (1/1.000 < ADR < 1/100)

Nhiém trung: Nhiém ndm Candida miéng, nhiém trung 4m dao.

R6i loan mau va hé bach huyét: Tang bach ciu, phan umg Coombs dwong tinh*, giam
hemoglobin, kéo dai thoi gian prothrombin, ting INR.

R6i loan chuyén hoa va dinh dudng: Chén an.

Réi loan hé than kinh: Giam do nhay vi giac.

Réi loan hé hép, nguc va trung that: Nghet miii, kho thé.

R&i loan hé tidu hoa: Viém da day, ndn. dau bung, tao bon, khd miéng, kho tiéu, day hoi, di
tiéu khong tu chu.

R&i loan hé gan mat: Tang bilirubin mau*, ting AST va ALT.

R&i loan da va mo dudi da: O tré em: Ching ham ta.

R&i loan than va tiét niéu: Kho tiéu, tiéu mau & tré em. suy than*, bénh doc than*, tiéu duong
ni¢u than (co duong trong nude tiéu du chire nang than binh thuong), keton trong nudoc tiéu*.
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Hiém gap (1/10.000 < ADR < 1/1.000)

Nhiém trung: Viém dai trang do Clostridium difficile.

R6i loan mau va hé bach huy’ét: Giam bach cau, tang tidu cau, thiéu mau bat san, thiéu mau
tan mau, roi loan xuat huyét, giam bach cau, mat bach cau hat.

Réi loan hé than kinh: Co git.

Réi loan gan mat: Tang lactat dehydrogenase (LDH) mau.

Rt hiém gap (ADR < 1/10.000)

Roi loan tim than: O tré em: kich dong, mat ngu.

R&i loan hé than kinh: Di cam, budn ngu. O tré em: ting dong.

R&i loan tai va mé dao: Chong mat.

Réi loan chung va tai cho: Mét méi. O tré em: Kho chiu, 6n lanh.

Chuea biét

Nhiém tring: Boi nhiém.

R&i loan hé mién dich: Bénh huyét thanh; Phan (mg qua min bao gdm phan ting phan vé, co
that phé quan, phat ban, may day, nhay cam anh sang, ngira, phi mach, hdi ching Stevens-
Johnson, hong ban da dang va hoai tir biéu bi nhi€ém ddc.

R6i loan tAm than.

R&i loan hé thin kinh: Hoi chimg bt luc ngdn ngi.

R6i loan hé tiéu héa: Phan den va ¢6 mau.

R&i loan hé gan mat: Gan mat rdi loan, vang da.

*Quan sat thiy voi cac thude khac trong nhom Cephalosporin va cé thé xay ra khi sir dung
Ceftibuten.

Théng bdo ngay cho béac sy hodc duoe s§ nhitng phan tng ¢6 hai gap phai khi str dung thude.
Huwéng dan cach xir tri ADR

Ngimg sir dung Ceftibuten. Trong truomg hgp di timg hodc phan {mg qua man nghiém trong
can tién hanh diéu tri hd trg (duy tri thong khi va sir dung epinephrin, thd oxygen, khing
histamin, corticosteroid).

Khi bi tiéu chay do C. difficile va viém dai trang mang gia, néu nhe chi can ngimg thude. Vi
céc trudng hop vira va ning, cin xem xét cho truyén dich va chat dién giai. bd sung protein va
diéu tri vo1 thude uong metromdazol.

Néu c6 co giét, ngimg Ceftibuten va dung thude chdng co gidt néu c6 chi dinh lam sang.

QUA LIEU VA CACH XU TRi

Qua lidu cac thude nhém Cephalosporin nhu Ceftibuten c6 thé gay kich thich ndo dan dén co
giat. Ceftibuten tham tach dugc nhanh chong va c6 thé dugce loai bé mot lugng dang ké ra
khoi h¢ tuan hoan biang phuong phap tham phan mau (39 - 65% ndng d¢ thudc trong huyeét
tuong trong khoang 2 - 4 gi mot lan tham phéan). Chua xac dinh dugc tinh hitu hiéu cua viéc
loai bo thude ra khéi co thé bang tham phan phic mac.

PAC TINH DUQC LUC HQC

Nhém dwoce ly: Khang sinh nhom cephalosporin thé hé 3

Ma ATC: J01DD14
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Ceftibuten la khang sinh nhém cephalosporin ban tong hop, thé hé 3. pho rong. chong lai cac
vi khuan gram am hiéu khi tot hon cephalosporin thé hé 1 va 2. Ceftibuten ¢6 tac dung diét
khuén do e ché sur tong hop thanh té bao vi khudn. Ceftibuten bén vitng véi beta-lactamase,
bén vimg tot véi cac penicillinase va cephalosporin qua trung gian plasmid. Do d6, Ceftibuten
c6 tac dung ddi véi nhiéu chung dé khang véi penicillin hay vai khang sinh khac thuoc nhom
cephalosporin. Ceftibuten duge ding diéu tri v6i céc loai nhidm khudn tir nhe dén trung binh
gdy ra bai cac chung vi khuén nhay cam.

Nhiém khudn dudng hé hdp: Nhirng dot cdp trong viém phé quan man tinh do Haemophilus
influenza (bao gdm cac chung san xuat B-lactamase), Moraxella catarrhalis (bao gdm céc
chung san xuét B-lactamase), hodc Streptococcus pneumoniae (chi cac chung nhay cam véi
penicillin)

Viém tai giira cap tinh do Haemophilus influenza (bao gdm cac chiing san xuat B-lactamase),
Moraxella catarrhalis (bao gém céc chung san xudt B-lactamase), hodc Streprococcus
pyogenes.

Viém hong va viém amidan do Streptococcus pyogenes.

Khdng thube:

Ceftibuten khong c¢6 hoat tinh in viro v&i cac chung Acinefobacter, Bordetella,
Campylobacter,  Enterobacter,  Enterococcus,  Flavobacterium,  Hafnia,  Listeria,
Pseudomonas, Stapylococcus va Streptococcus (ngoai trit pneumoniae va pyogenes). Ngoai
ra, Ceftibuten ciing ¢ it tac dung in vitro voi hau hét cac vi khudn ky khi, bao gdm hau hét 1a

cac loai Bacteroides. B
PAC TINH DUQC PONG HQC =
Hdp thu: Ceftibuten duoc hip thu nhanh chéng qua hé tidu hoa sau khi udng. Sau khi udng PH)
lidu 400 mg/lan/ngay Ceftibuten dang vién nang trong 7 ngay, ndng do dinh trung binh 17,9 1C
mcg/mL vao r}gély thir 7. Sinh kha dung dudng udng cua thube trong khoang 75 - 90%. Thirc sl
an lam giam toc do va murc do hap thu cta Ceftibuten. Tuy nhién, sy anh huéng nay biéu hién 3>

rd rang véi Ceftibuten dang hdn dich hon 14 dang vién nang.

Phdn bo: Thé tich phan b trung binh cua Ceftibuten 12 021 L/kg & ngudi 16n khoe manh va
0,5 L/kg & tré em. Ceftibuten duge phan bd vao dich & noi bi phong, dich cudng phoi, dich tiét
qua miii, nude bot, dich tiét qua tai, dich tiét khi quan, amidan. Chua c6 théng tin vé viée
Ceftibuten c6 qua duoc nhau thai va vao dugce sita me. Khoang 65% thude lién két véi protein
huyét tuong.

Chuyén héa: Trong huyét twong va nuée tiéu, Ceftibuten chu yéu hién dién o dang cis-
ceftibuten, khoang 10% lidu ding chuyén héa thanh dang trans-ceftibuten. Pong phan dang
trans - isomer chi ¢6 tac dung khang khuin 12% so véi dang cis-isomer.

Thai trir. Dang cis- va trans-isomer duoc loai bo chu yéu qua nuée tiéu. Sau khi udng lidu 400
mg & ngudi dan ong khoe manh, khoang 57 - 70% lidu dung thai trir qua nude tiéu ¢ dang
khong doi va 7 - 20% dugc thai trir & dang dong phén cis. Nira doi thai trir cua Ceftibuten &
nguoi [6n khoe manh véi chire nang than binh thudng trung binh 1a 2.0 - 2.4 gio, ¢ tré em tir 6
thang dén 16 tudi 1a 1,9 - 2.5 gio. O nguoi suy than, nira doi thai trir trung binh 1a 7.1; 13,4
hodc 22,3 gi¢ twong ting véi do thanh thai Creatinin 30 - 49, 5 - 29, hodc it hon 5 ml/phut.
HAN DUNG: 36 thang ké tir ngdy san xudt.

BAO QUf\N: Noi kho, mat (dugi 30°C). Tranh anh sang.
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TIEU CHUAN: Tiéu chuin co so.
QUY CACH PONG GOI: Hop 1 vi x 4 vién;

Hop 2 vi x 4 vién.

Co so san xudt
CONG TY CO PHAN PYMEPHARCO
166 - 170 Nguyén Hug, Phuong 7, Tp. Tuy Hoa. Tinh Phii Yén, Viét Nam
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