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Rx Thudc nay chi ding theo don thude

KOTAZEN 400

Dé xa tam tay tré em

Doc kj huong din sir dung trwée khi diing

THANH PHAN CONG THUC THUOC

- Thanh phan hoat chat:

Ceftibuten (Dudi dang Ceftibuten hydrat) ... 400 mg
- Thanh phdn td dugc: Microcrystalline Cellulose PH 102, Low-Substituted Hydroxypropyl
Cellulose, Colloidal Silicon Dioxide grade 200, Talc, Magnesium stearate, Nang cimg s6 0 (*)

(*) Thanh phdn voé nang:

- Than nang: gelatin, methylparaben, propylparaben, natri lauryl sulfat, glycerin, silicon dioxide,
acid acetic, sucrose fatty acid esters, polyethylene glycol-4000, titanium dioxide, nudc tinh khiét.

- Nép nang: gelatin, methylparaben, propylparaben, natri lauryl sulfat, glycerin, silicon dioxide, acid
acelic, sucrose fatty acid esters, polyethylene glycol-4000, titanium dioxide, nudc tinh khiét.

DANG BAO CHE: Vién nang cing.

M6 td san phdam: Vién nang cing s6 0, nap va than nang mau trang, bén trong chira bot thudc mau
vang.

CHI PINH: Vién nang cimg KOTAZEN 400 duge chi dinh diéu trj cc trudng hop nhidm tring tir
nhe dén vira do céc ching vi khuén nhay cam gay ra:

- Dot clp cia viém phé quan man tinh do Haemophilus influenzae (bao gdm chung tiét -
lactamase), Moraxella catarrhalis (bao gbm chung tiét B-lactamase) hodc Streptococcus pneumoniae
(chi cac chung nhay cam véi penicilin).

- Viém tai giira cip tinh do Haemophilus influenzae (bao gdm chung tiét B-lactamase), Moraxella
catarrhalis (bao gdbm ching tiét p-lactamase) hodc Streptococcus pyogenes.

- Viém hong va viém amidan do Streptococcus pyogenes.

CACH DUNG, LIEU DUNG:

* Cich ding: Duong udng.

* Liéu diing:

- Ngudi 16n va tré em trén 12 tudi: 400mg/ngay (1 vién), dung trong 10 ngay. Liéu tdi da 400mg/ngay
(1 vién).

- Tré em nang > 45kg nén dung lidu ti da 400mg/ngay (1 vién).

* Péi twong dic biét:

- Bénh nhdn suy thdn:

+ D thanh thai creatinin > 50mL/phit: 400mg (1 vién) moi 24 gio.

+ D0 thanh thai creatinin 30-49mL/phut: xem xét dung dang bao ché khac co6 5 ham lugng phu hop.

+ D9 thanh thai creatinin 5-29mL/phit: xem xét dung dang bao ché khac c6 ham lugng phu hop.

- Bénh nhén chay than nhén tao 2 hodc 3 1An/tuin: C6 thé dung liéu duy nhat 400mg (1 vién) vao cudi

mdi 14n chay than nhan tao.
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- Tré em: Tinh an toan va hiéu qua cia ceftibuten ¢ tré¢ em < 6 thang tudi chua duoc thiét 1ap.

- Nguoi cao tuoi: C6 thé dung liéu khuyén cdo nhu ngudi 16n. Tuy nhién nén theo ddi chit chg, dac
biét 1a chitc nang than, vi c6 thé cn phai diu chinh liéu

CHONG CHI PINH

Bénh nhén c6 tién st di img véi khang sinh nhém cephalosporin.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Trude khi bit diu diéu tri cAn xac dinh bénh nhan c6 tién st di tmg véi Ceftibuten, cephalosporin
khac, penicilin hodc céc thudc khac khong. Than trong khi dung Ceftibuten cho bénh nhan nhay cam
vé6i penicilin vi di ing chéo giita khang sinh B-lactam dé@ duoc bao cdo cd thé xay ra dén 10% & bénh
nhan ¢6 tién st di ung penicillin. Nging ding thudc néu xay ra phan tmg di ing. Phéan (mg di img
cAp tinh nghiém trong ¢6 thé diéu trj bang epinephrin, théng dudng thd, tiém truyén tinh mach, tiém
tinh mach thudc khang histamin, corticosteroid, theo doi huyét ap va ho hép.

- Viém dai trang gia mac da dugc bao cdo véi gan nhu hdu hét cac chit khang sinh, ké ca Ceftibuten,
murc do nghiém trong tir nhe dén tir vong. Do d6, nén cén nhic chén doan viém dai trang gid mac &
nhitng bénh nhan bi tiéu chay sau khi sir dung khéng sinh.

_ Pidu tri bing thubc khang sinh 1am thay ddi hé vi khuén binh thudng & dai trang dén dén viée phat
trién qua muc Clostridia. Cac nghién ciru chi ra rang Clostridium difficile 12 nguyén nhan chinh gay
viém dai trang do khang sinh.

- Néu nghi ngd hoac xac dinh tiéu chay do viém dai trang gia mac, nhe thi ngung dung thudc, ning
hon thi bl nuéc va chat dién giai, bd sung protein, dung khang sinh dac hiéu diéu tri C.difficile.

- Ciing nhu céc loai khang sinh phd rong khac, diéu tri kéo dai c6 thé lam phat trién qua mic céc vi
khuén khong nhay cam. Néu bi boi nhiém trong qué trinh diéu tri, nén dung cac bién phap thich hop.
- Can chinh liéu Ceftibuten ddi v&i bénh nhéan suy than tuy theo mirc do khac nhau, dic biét ¢ nhimng
bénh nhén c6 do thanh thai creatinin duéi SOmL/phit hodc dang chay than nhan tao (xem Cdch ding,
liéu ding). Ceftibuten duoc thAm tach mdt cach dé dang. Bénh nhan chay than nhéin tao nén dugc
theo di cAn than va nén dung Ceftibuten ngay sau khi thAm phén.

Canh bao ta dwoc:

Vo nang c6 chira:

- Methylparaben, propylparaben: ¢6 thé gy cac phan (mg di img (cd thé xay ra cham).

- Duéi 1 mmol (23 mg) natri trong mdi vién vé co ban duoc xem nhu ‘khong chira natri’.

- Thudc nay ¢6 chira sucrose. Bénh nhén c6 van dé di truyén hiém gap vé khong dung nap fructose,
kém hip thu glucose-galactose hodc thiéu hut sucrase-isomaltase khong nén dung thubc nay.

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

* Sir dung thudc cho phu nit ¢6 thai: Ceftibuten khong gy quai thai & chudt mang thai khi dung

lidu 1én dén 400mg/kg/ngay (khoang 8,6 14n liéu dung cho nguoi tinh theo mg/m?/ngay). Ceftibuten

khong gy quai thai & thd mang thai khi dung liéu 1én dén 40mg/kg/ngay (khoang 1,5 lan lidu dung

tinh theo mg/m?*/ngay) va khong tim thdy bang chimg nao gdy hai cho bao thai. Khéng ¢6 dir liéu vé

st dung thudc trén phuy nif ¢6 thai, chi nén dung thube néu loi ich vuot trdi so voi nguy co.

* Chuyén da va sinh con: Ceftibuten chua dugc nghién ctru dé str dung trong qua trinh chuyén da va

sinh con. Nén can nhic vé nguy co tiém an va loi ich cho ca me va thai nhi.
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* Str dung thudc cho phy nit cho con bii: Khong 1o ceftibuten (lidu khuyén céo) c6 bai tiét qua sita
me hay khong. Vi nhiéu thude duoc bai tiét qua sita me, than trong khi dung ceftibuten cho phu nir
dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 bang chimg vé anh huéng cua thude 1én kha nang 14i xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

* Twong tdc cia thubc:

- Dung ddng thoi Ceftibuten véi Theophyllin dudng tiém tinh mach: Duge dong hoc cua theophyllin
khong bi thay d6i. Anh huéng cua ceftibiten 1én dugc dong hoc clia theophyllin dudng udng chua
dugc nghién ciru.

- Dung dng thoi Ceftibuten v6i thue khang acid hoac thude dbi khang thy thé Hz : Liéu duy nhét
thudc khang acid dang léng, khong anh huong dén Cmax hodc AUC cua Ceftibuten; tuy nhién, dung
Ranitidin 150mg mdi 12 gid, trong 3 ngay lam tang Cmax 23% va AUC [én 16% Ceftibuten.

- Xét nghiém Coombs truc tiép duong tinh gia da dugc bao cdo trong qua trinh didu tri vé6i cac
cephalosporin khac.

* Twong ky cia th uéc: Do khong c6 cac nghién ciru vé tinh tuong ky cua thubc, khong tron 1an thudc
nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céac phan tmg c6 hai cia thudc duge théng ké theo tAn suét va cac hé co quan. Tan sudt dugc xép
hang theo mirc d§ xay ra voi quy udc sau day:

R4t thuong gip (ADR > 1/10), thudng gép (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100),
hiém gap (1/10000 < ADR < 1/1000) va rat hiém gép (ADR < 1/10000); Chua biét (chua thé thiét 1ap
tir dir lidu c6 sin)

* Thuwong gap (1/100 <ADR < 1/10)

- Tiéu hoéa: Budn ndn, ndn, tiéu chay, dau bung, kho tiéu.

- Thén kinh trung wong: Dau déu, chéng mit.

- M4u va hach bach huyét: Tang ure mau, ting bach cAu 4i toan, giam hemoglobin, ting chi s6 men
gan ALT (SGPT), tang bilirubin.

* Jt gdp (1/1000 < ADR < 1/100)

- Tiéu héa: Chan 3n, tho bon, kho miéng, rdi loan vi gie, ¢ hoi, dy hoi, phan long.

- Thén kinh trung wong: Mét moi, kho tho, budn ngu.

- Da: Ngira, phat ban, may day.

- Tiét niéu-sinh duc: Viém am dao.

- M4u va hach bach huyét: Tang alkalin phosphatase, tang creatinin, tang hoac giam tiéu cau, giam
bach cu, tang chi s6 men gan ALT (SGOT)

* Tdc dung phu ciia nhém Cephalosporin:

- Phan ung di Umg, soc phan vé, sbt do thudc, hdi chimg Stevens-Johnson, roi loan chirc nang thén,
nhiém ddc than, & mat trong gan, thiéu mau bAt san, thiéu mau tan huyét, xét nghiém glucose niéu
duong tinh gia, gidm bach cAu trung tinh, giam toan thé huyét cau va mAt bach cau hat. Viém dai

trang gia mac ¢6 thé xay ra trong hogc sau khi diéu trj bang khang sinh.
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- Mbt sb cephalosporin ¢6 thé gay dong kinh, ddc biét & bénh nhén suy than khong higu chinh lidu,
néu con co giét lién quan dén dung thudc thi ngimg diéu tri, liéu phap chéng co giat ¢6 thé duge chi
dinh.

Thong bdo ngay cho bdc si hodc dugc st nhitng phén teng ¢6 hai gdp phdi khi sie dung thuéc hodc
bdo cdo cdc phdan irng c6 hai ciia thuébc vé Trung tim Thong tin thuédc va Theo déi phin ieng cé
hai cua thuoc (ADR) Quéc Gia.

QUA LIEU VA CACH XU TRi

* Qud liéu: Qua lidu cephalosporin ¢6 thé gay kich tmg néo dan dén co giat.

* Cdch xir tri khi ding thudc qud lidu: C6 thé loai bo ceftibuten bang tham tich mét cach dé dang
va khoang 65% nong do trong huyét tuong dugc loai bo khoi vong tudn hoan chi mot 1an thim tach
mau.

PAC TINH DUQC LUC HQC

* Nhém duoc ly: Khang sinh nhoém cephalosporin thé hé 3

*Ma ATC: J01DD14

Duoc ly va co ché tac dung

Ceftibuten la khang sinh cephalosporin thé hé 3, tac dung diét khuan bang cach trc ché tong hop thanh
té bao vi khuén. Ceftibuten bén viing véi cac B-lactamase qua trung gian plasmid, nhung khong bén
vitng vé4i cephalosporinase qua trung gian nhiém sic thé & cac vi khuan nhu Bacteroides, Citrobacter,
Enterobacter, Morganella va Serratia. Gidng nhu c4c B-lactamse khac, khong nén dung ceftibuten
dé didu tri céc chung khang B-lactamase do céc co ché chung nhu thay déi tinh thdm hogic thay doi
protein gan voi penicillin nhu S.preumoniase khéng penicillin.

Ceftibuten da duge chimg minh ca trén in vitro va 1dm sang 6 kha nang chéng lai hau hét cac ching
vi khuan sau:

- Vi khuén Gram duong hiéu khi: Streptococcus pneumoniae (chi cac ching nhay cam véi penicillin),
Streptococcus pyogenes.

- Vi khudn Gram am hiéu khi: Haemophilus influenzae (bao gdm chung tiét PB-lactamase)
Moraxella catarrhalis (bao gdm chiing tiét B-lactamase).

- Ceftibuten khong tac dung in vitro dbi voi cac vi khuan Acinetobacter, Bordetella, Campylobacter,
Enterobacter, Enterococcus, Flavobacterium, Hafnia, Listeria, Pseudomonas, Staphylococcus va
Streptococcus (trlr pneumoniae va pyogenes). Ceftibuten it tac dung in vitro d6i v6i hau hét cac loai
vi khuén ky khi, bao gdm hau hét cac loai Bacteroides.

PAC TiNH DUQC PONG HQC

- Hip thu: Ceftibuten duoc hép thu nhanh sau khi udng. Thic an anh hudng dén sinh kha dung
ceftibuten, dung Ceftibuten 400mg sau mét dém nhin an hodc ngay sau bita sang tiéu chuan. Két qua
cho théy thirc an kéo dai thoi gian Cmax khoang 1,75 gio, Cumax giam 18% va AUC giam 8%. Khi ubng
lidu 400mg/lan/ngay Ceftibuten trong 7 ngay, ndng do dinh trung binh 1a 17,9meg/mL vao ngay thir
7. Do d6, su tich liiy ceftibuten trong huyét trong khoang 20% ¢ trang thai on dinh.

_ Phén bé: Thé tich phan bd bidu kién trung binh 0,21L/kg & ngudi lon khoe manh. Ceftibuten lién
két protein huyét twong khoang 65% va khong phu thudc vao ndng do ceftibuten trong huyét tuong.

Phén bb dich tiét phé quan, dom, dich tiét tai gitra, mo amidan, dich ndo tiy.
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Dung mot liéu duy nhat Ceftibuten 400mg va dugc tién hanh ndi soi phé quan, nong do trung binh
trong dich 16t biéu m6 va niém mac phé quan lan luot 12 15% va 37% so véi ndng do trong huyét
tuong.

Nong dd Ceftibuten trong dom trung binh khoang 7% ndng do ceftibuten trong huyét tuong. Ding
ceftibuten 200mg mdi 12 gio hodc 400mg mdi 24 gid, Cmax trung binh trong dom (1,5mcg/mL) sau
khi ubng 2 gi® va Cumax trung binh trong huyét twong (17mcg/mL) sau khi ubng 2 gio.

Dich tai giita (MEF) bénh nhi dung 9mg/kg, Ceftibuten trong MEF ¢6 dién tich dudi duong cong
(AUC) trung binh xap xi 70% AUC ctia ndng do thude huyét tuong. Trong cing mot nghién ciru,
Cunax trung binh 12 14,3 + 2, 7meg/mL trong MEF sau khi udng 4 gi¢r va 14,5 + 3,7mcg/mL trong huyét
tuong sau khi udng 2 gio.

M6 amidan va dich ndo tiy: Khong cé dit liéu vé su xam nhap cua ceftibuten.

- Chuyén héa va thai trie:

Ceftibuten hién dién trong huyét twong va nudc tiu chu yéu & dang cis-ceftibuten. Khoang 10%
Ceftibuten chuyén ddi thanh dang trans. Dong phan dang frans c6 hoat tinh khang khudn khoang 1/8
so véi déng phan cis.

Ceftibuten duoc thai trir qua nudc tiéu, 95% dugc tim thdy trong nudc tiéu hodc phan. Khoang 56%
liéu dung Ceftibuten da dugc dao thai trong nudce tiéu va 39% dao thai trong phan trong vong 24 gio.
Thubc cha yéu duoc thai trir qua thdn, nguoi bi rdi loan chitc nang than va dang chay than nhén tao
cén didu chinh liéu.

“Poi twong diic bigt:

- Nguoi cao tudi (> 65 tuoi): Dung ceftibuten lidu 200mg, 2 lan/ngay, trong 3,5 ngay. Sau 3,5 ngay
dimg thudc Cnax trung binh 17,5 (3,7) meg/mL so véi sau khi ding thubc lieu dau tién 12,9 (2,1)
mcg/mL; Ceftibuten tich lily trong huyét trong & trang thai 6n dinh 1a 40%.

- Bénh nhan suy than: Thoi gian bén thai huyét twong tang va do thanh thai biéu kién toan phan (CI/F)
giam ty 1é thuadn véi mirc do rdi loan chirc ning than.

- Duoc dong hoc Ceftibuten dugc nghién ciru ¢ bénh nhan truorng thanh bi r6i loan chirc nang than:
+ D0 thanh thai creatinin 30-49mL/phut: Thoi gian béan thai huyét tuong tang 1én 7,1 git va CI/F giam
xudng 30mL/phut.

+ D0 thanh thai creatinin 5-29mL/phut: Thoi gian bén thai huyét twong tang 1én 13,4 gity va CI/F giam
xubng 16mL/phit.

+ D thanh thai creatinin < SmL/phat: Thoi gian ban thai tang 1én 22,3 gio va CI/F giam xubng con
1 1mL/phut.

+ Chay thén nhan tao da loai bo 65% thubc ra khoi mau sau 2 dén 4 gio.

QUY CACH DPONG GOI

Ep vi nhém - nhom: Hop 03 vi x 02 vién, Hop 02 vi x 04 vién, Hop 01 vi x 10 vién

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Diéu kién bao quan: Bao quan noi khd, nhiét do khong qua 30°C, tranh anh sang.

Han dung: 24 thang ké tir ngay san XuAt.

Tiéu chuan chat luong: Tiéu chuén co so.
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TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM TV.PHARM
(s}?) S6 27 Nguyén Chi Thanh, Khém 2, Phuong 9, Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam.
VPR DT (0294) 3753121, Fax: (0294) 3740239

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HDSD THUOC: 20.01.2026

Vinh Long, ngayQ thang O Andm 2026
Dai dién hgp phap cia co sé dang ky
GIAM POC CHAT LUQNG
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