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ARMTEN 90 - Bt pha hin dich uéng (he se np lan da)



MAU NHAN THUGC
Goi 15g

THANH PHAN:
Cefiibuten iding ko dang Cetiibuten tydrai... 20mg
Tadyre ol N - .

Chi' finh, ching chi dinh, idu ding - cach dung
wil ede Indng fin khac : xin doc 19 fudng diin sd dyng.

HUTENG DAN S DUNG

B g, 1hue Ca wiing varm o, cho Hég mte ngsid vio.
o 1,58 thude g dvg v 15-20ml rudic

hishy tleu va udeg ngay.

San mat tai

'BOC WY HLING DAN SUDUNG TRUOC KHI DUNG]
OF XA TAMTAY CUATRE EM
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ARMTEN 90 - Bor pha hon dich mi.ng (hi sor nip lein déin)



T(‘j HUGNG DAN SU DUNG THUOC

ARMTEN 90
(Ceftibuten (dudi dang Ceftibuten hydrat) 90 mg)
Dé xa tim tay tré em
Doc kj hwéng din sic dung trude khi ditng
1.THANH PHAN CONG THUC THUOC:
M&i bot pha hén dich chira:

Hoat chat: Ceftibuten (duéi dang ceftibuten hydrat)......... 90 mg
Td duoe: Sucrose (1,3521 g/goi), aerosil, gdbm xanthan, huong cam.
2. DANG BAO CHE

Bot pha hon dich.
Mb ta dang bao ché: bot kho toi, khong bi 4m, von, mui thom, c6 mau trang dén nau sang.

3. PAC TINH DUQC LU'C HQC: '
Nhém deoc Iy: Thube khang sinh nhém Cephalosporin thé hé 3 (ﬁ/

Ma ATC: J01DD14

Co ché tic dung:

Ceftibuten la khang sinh cephalosporin bén téng hop, thé hé 3, co tac dung diét khuén, Ceftibuten
{rc ché su tong hop thanh té bao vi khuan. Ceftibuten bén virng voi enzym beta-lactamase, do véy
thudc c6 tac dung dbi véi nhiéu chung dé khéang véi penicillin hay mot s0 khang sinh khac thue
nhém cephalosporin.

)

Ceftibuten bén ving cao va&i cac penicillinase va cephalospormase qua trung gian plasmid, khong
bén v&i mdt sé cephalosporinase qua trung gian nhidm séc thé & cac vi khudn nhu Citrobacter,
Enterobacter va Bacteroides.

Ceftibuten da duoc chimg minh in vitro va trén 1am sang, cho thdy thudc cé tac dung trén hau hét
cac dong vi khuén sau:

Vi khudn gram duong:

Streptococcus pyogenes, Streptococcus pneumoniae (trir cac dong @ khéng penicillin).

Vi khuén gram am:

Haemophilus influenzae (beta lactamase duong tinh va am tinh)

Haemophilus para-influenzae (beta lactamase duong tinh va am tinh)

Moraxella catarrhalis (Branhamella) (héu hét la beta lactamase dwong tinh)

Escherichia coli; Klebsiella sp. (bao g6m K. pneumoniae va K. oxytoca)

Proteus indol duong tinh (bao gfim P. vulgaris), céc Proteus khac nhu Providencia; P. mirabilis;
Enterobacter sp (bao gf)m E. cloacae va E. aerogenes); Salmonella sp; Shigella sp.
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chimg minh in vitro cé hoat tinh chéng lai hiu hét cac dong vi khuén sau,
ac dinh duge hiéu luc trén 14m sang:

Vi khuan gram am:

Brucella, Neiserria, Aeromonas hydrophilia, Yersinia enterocotilica, Providencia retigeri,
Providencia stuartii va cdc dong Citrobacter, Morganella va Serratia khong da tiét
cephalosporinase qua trung gian nhiém sic thé.

Ceftibuten khong c6 hoat tinh trén Staphylococcus, Enterococcus, Acinetobacter, Listeria,
Flavobacteria va Pseudomonas spp.

Co ché khang thude

Ceftibuten khong bén véi mot sb cephalosporinase qua trung gian nhiém sic thé & céc vi khuan
nhu Bacteroides, Citrobacter, Enterobacter, Morganella va Serratia.

Gibng nhu céc beta-lactam khéc, khong nén sir dung ceftibuten chéng lai céc chung khang beta-
lactam do céc co ché chung nhu thay di tinh thAm mang hoic bién ddi protein gén penicillin nhu
S. pneumoniae khang penicillin. :

4. DUQC PONG HOQC: /\F/
Ceftibuten dugc hip thu nhanh chéng qua hé tiéu hoa sau khi udng, sinh kha dung dudng udng
ctia thudc vio khoang 75-90%. Thirc 4n lam giam téc d va mirc do hép thu cua ceftibuten, tuy
nhién tac dong nay chu yéu anh huong dén sinh kha dung cua ceftibuten khi ding dudi dang hdn
dich nhiéu hon, it anh huong khi st dung dudi dang vién nang. Sau khi udng liéu 400 mg/lan/ngay
ceftibuten dang vién nang trong 7 ngay, ndng d6 dinh trung binh 17,9 mcg/mL vao ngay thir 7.
Thé tich phan phéi khoang 0,21 L/kg & nguoi Iém khoé manh va khoang 0,5 L/kg ¢ tré em.

Sau khi uéng, ceftibuten phan phéi vao dich & noi bi phong, dich cudng phdi, dich tiét qua mii,
nuée bot, dich tiét tai gitra, dich tiét khi quan, amidan.

Khoang 65% thuéc lién két véi protein huyét twong.

Thoi gian ban thai huyét tuong cua thudc trung binh 2-2,4 gio & nguoi 1on khée manh vai chie
nang thén binh thuong va 1,9-2,5 gi& & tré em 6 thang dén 16 tudi.

Ceftibuten hién dién trong huyét twong va trong nude tidu chu yéu & dang cis-ceftibuten. Khoang
10% chuyén dbi thanh dang trans-ceftibuten. Déng phan dang trans hoat tinh thdp hon, chi vao
khoang 12% so véi dong phan dang cis. Thoi gian ban thai huyét tuong kéo dai hon & bénh nhan
suy than.

Thuée chu yéu duge thai trir qua nude tiéu. Sau khi uong liéu 400 mg (nghién ctru & dan ong khoe

manh), khoang 57-70% liéu dung thai trlr qua nuée tiéu & dang khong ddi va khoang 7-20% dugc
bai tiét & dang dong phan cis.

Ceftibuten qua dugc mang tham phan mau.

5. CHI PINH:

Aol
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ms /'Ex/n khuin duong hd hip: nhimg con cap tinh trong viém phé quan man tinh, viém xoang ham
trén cdp, viém phé quan cap, viém phdi do Haemophilus influenzae, Moraxella catarrhalis,
hoac Streptococcus pneumoniae.

- Viém tai gitta cdp do Haemophilus influenzae, Moraxella catarrhalis, hodc Streptococcus

pyogenes.
- Viém hong, viém amidan do Streptococcus pyogenes.

- Nhiém khuén duong tiét niéu c6 hoge khong kém theo bién chimg, gy ra boi Escherichia coli,
Klebsiella, Proteus Mirabilis, Enterobacter, hay Staphylococci.

6. CACH DUNG, LIEU DUNG:

Liéu diing

Ciing giéng nhu nhimg khang sinh dung theo dudng udng khac, thii gian diéu tri néi chung la 5-
10 ngay.

Tré em 6 thang dén 12 tudi: Lidu khuyén cdo 1a 9 mg/kg/ngay (t6i da 400 mg mdi ngay) dudi dang
hdn dich udng. C6 thé dung mdt ldn méi ngay trong diéu tri cac chi dinh sau: Viém hong, ¢6 hay
khong c¢6 viém amidan, viém tai gitra chp c6 chay mu va nhiém khuén duong tiét niéu c6 hodc
khong kém theo bién chimg.

Cach dung Of'/

Bt thude pha trong nuée dé dugc hdn dich udng.

7. CHONG CHI PINH:

Khong dung cho bénh nhan di tmg hodc man cam v&i khang sinh nhém cephalosporin va bat ctt
thanh phan nio ciia thube.

8. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Thén trong sir dung & bénh nhan bi di img voi penicillin.

Néu trong qua trinh sir dung thudc, & bénh nhén xudt hién phan (g nhay cam, phai ngung thude
ngay ddng thoi dung nhiing bién phap diéu tri thich hop (nhu epinephrin, corticosteroid, va duy tri
thong khi cho bénh nhén).

Thén trong theo doi bénh nhén sir dung khang sinh pho rong dai ngay, do co thé phat trién qua
mirc cac chung khong nhay cam.

Nén giam liéu ding & bénh nhén suy than.

Chua xac dinh dugc tinh an toan va hiru higu & tré em dudi 6 théng tudi.

Té duoc: thube ¢6 chira dudng sucrose nén can than trong voi bénh nhan tiéu dudng va nhiing
bénh nhan c6 cac van & di truyén hiém gap vé khong dung nap fructose, kém hép thu glucose-
galactose hodc thiéu sucrase-isomaltase khong nén ding thudc nay




UOC CHO PHU NU CO THAI VA CHO CON BU:

= f{u,l nir mang thai khi, theo y kién cia béc si, cac loi ich diéu tri cho ngudi me lén
y co tiém an cho thai nhi.

Phu nit cho con bi

Chura co tai liéu noi vé kha nang tiét vao sita me cua ceftibuten, do do, chi sir dung khi thét can
thiét.

10. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Nhirng bénh nhan gip phai cac tac dung khong mong muén nhu budn non, ndn nén thén trong khi
14i xe hodc van hanh may moc.

11. TAC DUNG KHONG MONG MUON CUA THUOC:

Phan tmg bt l¢i dugc phan loai theo tan suét nhu sau: Rat thudong gap (>1/10); thuorng gap (1/100
dén <1/10); it gap (1/1.000 dén <1/100); hiém gap (>1/10.000 dén <1/1.000); rat hiém gap
(<1/10.000), va chua rd (khong thé wéc tinh tir dir liéu 6 sin).

Téc dung phu cé thé gap phai khi diing ceftibuten bao gom:

H¢ théng | Thwomg | it gip Hiém | Rit hiém gip/ Chua xdc dinh
coquan | gdp gap
Nhiém Viém am dao, Bao c4o khang sinh nhom cephalosporin:
tring  va nam am dao boi nhiém
truyén (\'S/
nhiém
Réi loan hé Tang bach cau | Giam
bach huyét ai toan bach
va mau cau,
giam
tiéu cau
Réi loan hé Phan (ng phan v¢, bao gom sbc phan V&,
mién dich co théit phé quan, kho th, phét ban, ndi

mé day, nhay cam 4nh sdng, ngia, hoi
chung Stevens-Johnson t6i, hong ban da
dang, bong biéu bi hoai tir (hdi chimg

Lyell ).
Réi  loan Chan an
chuyén hoa
va  dinh
dudng
Rbi loan hé Di cam, mét|DPong | Rdiloan tim thén, loan ngon ngit

than kinh moi,  chong | kinh
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womg | it gap Hiém | Rét hiém gap/ Chua xéc dinh
gip

mit, budn ngu

Tré em: kich

dong, mét ngu,

khé chin, &én

lanh
R&i loan hd Nghet mii, kho
hép, léng tho
nguc va
trung gian
R6i  loan Kho tiéu, rdi Di ngoai phén den
chic ning loan vi  gidc, Bao céo khang sinh nhom cephalosporin:
tiéu hoa viém da day, viém dai trang gia mac

non, dau bung,

tao bon, kho

miéng
R6i  loan Vang da
gan mat
Réi loan da Ngtra, phat Hoai tir thugng bi nhiém ddc (hdi chin
va cac th ban, ndi may Lyell) /
chire  dudi day f\/
da Tré em: ham ta |
R6i  loan Tiéu bubt Béo céo khang sinh nhém cephalosporin:
than va hé Tré em: tiéu r6i loan chic ning than, than doc,
tiét niéu - bilirubin, thir nghiém Coombs tryc tiép

duong tinh, keton niéu
Céc  rdi Tang Tiang nhe AST va ALT
loan khéc LDH
Xk tri

Tir céc thir nghiém Iam sang, da phén céc bénh nhan ngimg thude khi xay ra rdi loan trén duong tiéu

hoa, thong thudmg 1a tiéu chay hodc nén mura.

Mbt sé cephalosporin di duge béo céo kich hoat cac con dng kinh, dac bi¢t & bénh nhén suy giam
chire nng than khdng duoc hiéu chinh lidu. Néu ¢6 con dong kinh xay ra, ngimg thudc, 6 thé chi dinh

thubc chéng dong kinh néu tinh trang 1am sang yéu cau.

12. TUONG TAC, TUONG KI CUA THUOC:
Viée sir dung ketotifen dudmg udng c6 thé lam ting tac dung ctia thudc trc ché than kinh trung
wong, thudc khang histamin va rugu.

¥

“



2: VA CACH XU TRi:
osporin ¢6 thé dan dén kich thich ndo bd dén dén co giat.

Co m'éghi dinh rira da day, thim phan mau. Khong c6 chit giai doc dic hidu. Chua xéc dinh duge
tinh hitu hidu ca viéc loai bo thudc ra khéi co thé bang thdm phan phic mac.
14. KHUYEN CAO: Lic k¥ trudce khi ding.
15. QUY CACH PONG GOI:
Hop 10 g6i x 1,5 g bot pha hdn dich udng
16. PIEU KIEN BAO QUAN: Béo quan trong bao bi kin, tranh am, tranh anh sang, ¢ nhiét do
dudi 30°C
17. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat
18. TIEU CHUAN CHAT LUQNG: Tiéu chuin co s&
19. TEN, PIA CHi CUA CO SO SAN XUAT THUOC:
Chi nhénh céng ty cb phin Armephaco — Xi nghiép Duwgc phim 150
112 Trin Hung Pao, Phuong Pham Ngii Lao, Quan 1,
. Thanh phé H6 Chi Minh, Viét Nam.
DT: (028) 38367413 — (028) 38368554

Fax: 84-28-38368437 Q/

COPHAVINA

Ngay 30 thang 03 nam 2019
_ GIAM POC

CUC TRUONG
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