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ARMTEN 20 3

BOT PHA HON DICH UBNG

ARMTEN 90 - Bdt pha hén dich udng (ho so ngp lan dau)



MAU NHAN THUOC
Géi 15¢

THANH PHAN:
Ceftibuten [ding dudi dang Ceftibuten hydrat).... 90mg
Ta dugfe.....vd.... 1goi 1.5

Chi dinh, chéng chi dinh, liéu dung - cach dung
va cic thong lin khac : xin doc 1 hudng dén si dyng.

HUGNG DAN SU DUNG:

D6 lirong thude can ubng vao c8c. cho tiép nuot neudi vao,
11,52 thubc tuong (g vei 15-20ml mdc.

khudy déu va udng ngay.

DE XA TAM TAY CUA TRE EM

DOC KV HUGNG DAN SU' DUNG TRUGC KHI DUNG
BAO QUAN: Trang bao bi ki, trinh dm, trinh anh sing,

P San xudt lai:
st o Kreng i S0 Chi nhdnh CTCP Armephaco
Tiéu chuén: TCCS cortms X NGHIEP DUGC PHAM 150
5616 5%: HD 112 Tiin Hiumg Dac - PPhom N Lo - Q1 - TP 1 ChiMinh

Tilé: 90%

ARMTEN 90 - Bit pha han dich uéng (ha so nép ian diu)
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TGO HUGNG DAN SU DUNG THUOC NGO)

------------------------------------------------------------------------------------------------------------------------

ARMTEN 90

(Ceftibuten (dudi dang Ceftibuten hydrat) 90 mg)
Dé xa tim tay tré em
Doc kj hwdng din siv dung trudc khi diing
1.THANH PHAN CONG THU'C THUOC:
MBOi bét pha hon dich chua:
Hoat chét: Ceftibuten (du6i dang ceftibuten hydrat)......... 90 mg

Td duoe: Sucrose (1,3521 g/goi), aerosil, gom xanthan, huong cam.

2. DANG BAO CHE

Bot pha hon dich.

Mo ta dang bao ché: bodt khd toi, khdng bi 4m, von, mui thom, ¢6 mau trang dén néu sang.
3. PAC TINH DUQC LUC HOQC: ’
Nhém duwoe Iy: Thude khang sinh nhém Cephalosporin thé hé 3 W

Ma ATC: J01DD14 )

Co ché tic dung:

Ceftibuten la khang sinh cephalosporin bén tdng hop, thé hé 3, c6 tac dung diét khuén. Ceftibuten
trc ché su tong hop thanh t& bao vi khudn. Ceftibuten bén viing véi enzym beta-lactamase, do véy
thude ¢6 tac dung dbi véi nhiéu ching d@ khang véi penicillin hay mot s6 khang sinh khac thudc
nhom cephalosporin.

Ceftibuten bén viing cao vdi cac penicillinase va cephalospormase qua trung gian plasmid, khong
bén véi mot sb cephalosporinase qua trung gian nhidm séc thé & cac vi khuan nhu Citrobacter,

Enterobacter va Bacteroides.

Ceftibuten d& duoc chimg minh in vifro va trén 1dm sang, cho thdy thudc co tac dung trén héu hét
c4c dong vi khuan sau:

Vi khuén gram duong:

Streptococcus pyogenes, Streptococcus pneumoniae (trix cac dong dé khang penicillin).

Vi khudn gram im:

Haemophilus influenzae (beta lactamase duong tinh va am tinh)

Haemophilus para-influenzae (beta lactamase duong tinh va 4m tinh)

Moraxella catarrhalis (Branhamella) (héu hét 1a beta lactamase duong tinh)

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

Proteus indol duong tinh (bao gbm P. vulgaris), cac Proteus khédc nhu Providencia; P. mirabilis;
Enterobacter sp (bao gdm E. cloacae va E. aerogenes); Salmonella sp; Shigella sp.




2

: g c chimg minh in vitro c6 hoat tinh chéng lai hau hét cac dong vi khuan sau,
. %@ﬁ;ﬁ%hua, ac dinh dugc hi¢u lyc trén 1am sang:

Vi khuén gram am:

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

Ceftibuten khoéng c¢é hoat tinh trén Staphylococcus, Enterococcus, Acinetobacter, Listeria,
Flavobacteria va Pseudomonas spp.

Co ché khang thue

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

Gibng nhu cac beta-lactam khéac, khong nén sir dung ceftibuten chbng lai cac chung khang beta-
lactam do cac co ché chung nhu thay dbi tinh thAm mang hodc bién dbi protein gén penicillin nhu

S. pneumoniae khang penicillin.

4. DUQC PONG HOQC: QT/
Ceftibuten dugc hdp thu nhanh chéng qua hé tiéu héa sau khi ubng, sinh kha dung dudng udng
ctia thudc vao khoang 75-90%. Thirc an lam giam téc do va murc do hép thu cta ceftibuten, tuy
nhién tac dong nay chu yéu anh hudng dén sinh kha dung cua ceftibuten khi dung dudi dang hén
dich nhiéu hon, it anh huong khi sir dung dudi dang vién nang. Sau khi ubng liéu 400 mg/lan/ngay
ceftibuten dang vién nang trong 7 ngay, nong do dinh trung binh 17,9 meg/mL vao ngay thir 7.
Thé tich phéan phdi khoang 0,21 L/kg & ngudi 1én khoé manh va khoang 0,5 L/kg & tré em.

Sau khi ubng, ceftibuten phan phéi vao dich & noi bi phong, dich cubng phdi, dich tiét qua mili,
nuée bot, dich tiét tai gita, dich tiét khi quan, amidan.

Khoang 65% thude lién két voi protein huyét tuong.

Thoi gian ban thai huyét tuong cua thudc trung binh 2-2,4 gio & nguoi lon khoe manh véi chic
nang thn binh thuong va 1,9-2,5 gids & tré em 6 thang dén 16 tudi.

Ceftibuten hién dién trong huyét twong va trong nude tidu chi yéu & dang cis-ceftibuten. Khoang
10% chuyén ddi thanh dang trans-ceftibuten. DPdng phan dang trans hoat tinh thdp hon, chi vao
khoang 12% so v6i dong phéan dang cis. Thoi gian ban thai huyét tvong kéo dai hon & bénh nhan
suy than.

Thudc chu yéu duoc théi trir qua nudc tiéu. Sau khi udng lidu 400 mg (nghién ctru & dan ong khoe
manh), khoang 57-70% lidu dung thai trir qua nude tiéu & dang khong ddi va khoang 7-20% duoc
bai tiét & dang dong phan cis.

Ceftibuten qua dwoc mang thim phan mau.

5. CHI PINH:
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meoiem khuén dLro"ng hé ha;::: nhitng con cap tinh trong viém phé quan man tinh, viém xoang ham
“trén cip, viém phé quan cédp, viém phoi do Haemophilus influenzae, Moraxella catarrhalis,
hodc Streptococcus pneumoniae.

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

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

- Nhiém khuén dudng tiét niéu c6 hodc khong kém theo bién ching, gay ra boi Escherichia coli,
Klebsiella, Proteus Mirabilis, Enterobacter, hay Staphylococci.

6. CACH DUNG, LIEU DUNG:

Liéu diing

Ciing giéng nhu nhitng khang sinh dung theo duong udng khac, thoi gian diéu tri noi chung la 5-
10 ngay.

Tré em 6 thang dén 12 tudi: Liéu khuyén c4o la 9 mg/kg/ngay (t6i da 400 mg mdi ngay) dudi dang
hdn dich uéng. C6 thé dung mot 1dn mdi ngay trong diéu tri céc chi dinh sau: Viém hong, 6 hay
khong c6 viém amidan, viém tai gilta cép c6 chay ml va nhiém khudn duong tiét ni¢u c6 hodc
khong kém theo bién chimng.

Cich dung (_Yr/

Bt thudce pha trong nude dé duoc hdn dich udng.

7. CHONG CHI PINH:

Khéng dung cho bénh nhén di ung hoac man cam v&i khang sinh nhém cephalosporin va bét cur
thanh phan nao cua thudc.

8. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Than trong sir dung & bénh nhén bj di ing véi penicillin.

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

Thén trong theo doi bénh nhan sir dung khang sinh phé rong dai ngay, do ¢6 thé phat trién qua
murc cac ching khong nhay cam.

Nén giam liéu ding & bénh nhén suy than.

Chua xéc dinh dugc tinh an toan vé hitu higu ¢ tré em dudi 6 thang tudi.

Ta duoc: thube cd chira duong sucrose nén ¢an than trong véi bénh nhéin tiéu duong va nhing
bénh nhan c6 cc vin d di truyén hiém gap vé khong dung nap fructose, kém hép thu glucose-
galactose hoic thiéu sucrase-isomaltase khong nén dung thude nay
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\ '{m nir mang thai khi, theo y kién cua bac si, cac lgi ich diéu tri cho nguoi me 16m
guy co tiém 4an cho thai nhi.
Phu nit cho con bii
Chura c6 tai liéu n6i vé kha ning tiét vao sita me cua ceftibuten, do dd, chi sir dung khi that can
thiét.
10. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Nhitng bénh nhan gip phai céc tac dung khong mong muén nhu budn ndn, ndn nén than trong khi
1ai xe hodc vdn hanh may moc.
11. TAC DUNG KHONG MONG MUON CUA THUOC:

Phan tmg bit lgi duoc phén loai theo tan sudt nhu sau: R4t thuong gip (>1/10); thu(mg gap (1/100
dén <1/10); it gap (1/1.000 dén <1/100); hiém gap (=1/10.000 dén <1/1.000); rét hiém gap
(<1/10.000), va chua rd (khong thé uéc tinh tir dit liéu c6 san).

Téc dung phu c6 thé gdp phdi khi ding ceftibuten bao gom:

H¢ théng | Thwomg | it gip Hiém R4t hiém gip/ Chwa xac dinh
co'quan | gip gap
Nhiém Viém am dao, Bao cao khang sinh nhém cephalosporin:
tring  va nim am dao boi nhiém /
truyén %\/
nhiém
R6i loan hé Tang bach cau | Giam
bach huyét ai toan bach
va mau cAu,

giam

tiéu cau
Réi loan hé Phan rng phan vé, bao gdm séc phan vé,
mién dich co thit phé quan, khé thd, phét ban, ndi

mé day, nhay cam anh sang, ngia, hdi
chimg Stevens-Johnson toi, héng ban da
dang, bong biéu bi hoai tir (hdi chimg

Lyell ).
R6i  loan Chan an
chuyén héa
va dinh
dudng
R&i loan hé Di cam, mét| Dong Réi loan tdm than, loan ngdn ngit

than kinh moi,  chong | kinh
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AEY th6ag P Thueong | it gap Hiém | R4t hiém gip/ Chua xdc dinh
*
0, pHAM k gflp
{rash NOD P
TP b 4 mat, budn ngu
Trée em: kich
dong, mét ngu,
khé chiu, o6n
lanh
R6i loan ho Nghet miii, khé
hip, long thér
nguc va
trung gian
Réi loan Khé tiéu, roi bi ngoai phan den
chirc  nang loan vi gidc, B4o cdo khang sinh nhém cephalosporin:
tiéu hoa viém da day, viém dai trang gia mac
nbn, dau bung,
tdo boén, kho
miéng
R6i  loan Vang da
gan mat
R6i loan da Ngura, phét Hoai tir thugng bi nhiém doc (hoi chimg
va cac td ban, ndi may Lyell) 3
chitc  duéi day V
da Tré em: ham ta
R6i  loan Tiéu budt B4o cdo khang sinh nhém cephalosporin:
than va hé Tl wrie b t6i loan chtc ning than, than doc,
tiét niéu e bilirubin, thir nghiém Coombs truc tiép
duong tinh, keton niéu
Cac 1o Ting Tang nhe AST va ALT
loan khac LDH
Xir tri

Tir cac thir nghiém lam sang, da phan céc bénh nhan ngling thudc khi xay ra rbi loan trén duong tiéu
hoa, thong thudmg 14 tiéu chay hodc ndn mira.

Mot sb cephalosporin da dugc béo cdo kich hoat céc con dong kinh, dic biét & bénh nhéan suy giam
chirc néng than khong duoc hiéu chinh lidu. Néu ¢6 con dong kinh xay ra, ngimg thudc, ¢6 the chi dinh
thubc chéng dong kinh néu tinh trang 1am sang yéu cau.

12. TUONG TAC, TUONG KI CUA THUOC:

Viéc sir dung ketotifen dudng ubng co6 thé lam ting téc dung cua thudc trc ché than kinh trung

uong, thubc khang histamin va rugu.




' } VA CACH XU TRi:

falosporin c6 thé din dén kich thich nio bd dan dén co giat.

tinh hitu hiéu cta viée loai bé thude ra khoi co thé bang tham phéan phuc mac.
14. KHUYEN CAO: Lic k¥ trudc khi ding.
15. QUY CACH PONG GOI:
Hop 10 goix 1,5 g bot pha hdn dich udng
16. PIEU KIEN BAO QUAN: Bao quan trong bao bi kin, tranh am, tranh 4nh sang, & nhiét do
dudi 30°C
17. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét
18. TIEU CHUAN CHAT LUQNG: Tiéu chudn co so
19. TEN, PIA CHi CUA CO SO SAN XUAT THUOC:
Chi nhanh cong ty ¢ phan Armephaco — Xi nghiép Duoc phim 150
112 Tran Hung Pao, Phudong Pham Ngii Lao, Quén 1,
A Thanh phé Hb Chi Minh, Viét Nam.
DT: (028) 38367413 — (028) 38368554

Fax: 84-28-38368437 q/

COPHAVINA

Ngay 30 thang 03 ndm 2019
GIAM POC

[UQ.CUC TRUONG

e INN G
nTRITC) \[ P";\?]‘JKJ
P.1 RU 'JI\JF f X = B

A ne ,?_./.,-.v; f?

19 5\"“ [ y
Nowyén Vg



