LIRS

‘ . Pf) Y

s F—T w

| nAiﬂU DUYET

\ Lan daus, H
\

Bwppgz usingya) 19a Bun Bupn) 1eapAy usingnyen

UL I Clidddtar el =17
'1'1°f

wl i,MU

)

"/

CUBABUTE

Ceftibuten hydrat tuong ting véi Ceftibuten 200mg

1LN984ND

“C _~ ~ D)=

Thanh phan / Composition:

Dé xa tam tay tré em. Doc ky hudng dén sif dung
trude khi diung/ Keep out of reach of children.
Carefully read the accompanying instructions | Cify

betore use.

= =

)=

CUBABUTE

Ceftibuten hydrat tuong ung véi Ceftibuten 200mg

Bwoogz uaingnyan 10A Bun Bupn) jeipAy uangiyan

:.Ilflﬂljﬂﬂ

~C_~ D

~
T

o
.

(6

WYHd 90n0 ,, - R i e
i
NYHQ 90 :@Bpioys /uonb opg
(hia 5or Mot s At D61 :suouonugoecfs Jupnys nay
UIA 0L X 1A G X 1N} T dOK

«(a40q dx3) gH ‘uoyowIoul

(2400 ‘Bi) SN I3Yj0  puD  SUOHDIIPUIDIUOS  ‘SuoHDl

:('oN J101) s 01 05 -SIUIWPD ‘SuUoKBIIPUY /oDYY uy Euou.u 202
:("on ‘Bay) nas DA Yuip 1ys Buoys ‘Bunp

TN -38%47 /,




L@ LB L D (1
» » » »
] o d o g o 0 o d
F 1
s Na s »Nals
» » » »
b g é Omg b g o
»Nalj» DO D D 0O
- » » » » »
A hyd ong é 0mg b ong tng vé b d
I J
» Najl» »Nals
Rx T
= A
= -\
o ~
5 \ﬁ G)
3
,f z ~— |
~ a |
\ : @® J (G
)12 ’_\ S /::‘
! w h\ . e/
/ | e ‘ ©
o S CUBABUTE
~| T I
) z | > ) ol .
n o ’ g 2 = .
g M ..( Ceftibuten hydrat tuong ting v6i Ceftibuten 200mg
«w . ————— —
e D))
contains:
..200mg/ TP. H& N&
..200mg
T UG a dd/ Excipients q.s.f e VIEN/ 1 tablet HATAY PHARMACEUTICAL J.S.C
Dé xa tam tay tré em. Doc ky hudng dén sir dung truéc khi | Population groups No.4. La Khe Ward, Ha Dona
ding/ Keep out of reach of children. Carefully read the District. Hc Noi Cin
accompanying instructions before use.

=l =2 & Ove

Bwpoz usinqiyan |;m3un_a;—m‘1e.lpﬂq uanqIia)d l_-\\- WL é
~ Ul
1LN09549ND =¥
7 - ) [|= &
(/ B ——— \} m E’
-_C_—= Coa )2 T :
o) ‘m E
g )

()

=
Wi

9Q '@20iA AP © Ul 21045 /D.0F 1P Op {Siyu M ION
“(ein oz 355D 2601045 Juonb opg
uD} DY UBU UBIA O X 1A Z X 1y | dOH v ,u_‘_,,'.,;p ol

{(ejog "dx3) gH 18UDS| POtOIIUD
:(a4pq ‘ByW) XSN 8Ll e8s /oay} wen dony Bunp ns uop Bupny 9 Buoy weay

T ) JUOHDWIIoJUI IDYI0
“U'ON 191) X5 21 28 PUD SUOHDOIPUIDHUOD ‘SUOHDLSIUILIPD ‘SUCKDIIPU] /oDYY

:(‘oN "Boy) nas uy Buouy 902 DA Yuip yo Buoyo ‘Bunp yooo ‘yuip Yo




https://nhathuocngocanh.com/

CUBABUTE

Co s6 san xuit:
CONG TY CO PHAN DUGC PHAM HA TAY
516 SX: '
| HD:




https://nhathuocngocanh.com/

CUBABUTE

Co sé san xuat:

S6 16 SX:

SRR SRS

&



https://nhathuocngocanh.com/

HUONG DAN SU DUNG THUOC
Rx

1. Tén thube: CUBABUTE

2. Cac dau hiéu luu ¥ va khuyén cdo khi dung thude:
“Thube nay chi dung theo don thude”

“Pé xa tAm tay tré em”

“Doc ky hudng dan sir dung trude khi dung”

3. Thanh phin cong thire thuée: M3 vien nén phén tan chaa:
Thanh phan duwoc chét: Ceftibuten hydrat tuong Ung véi ceftibuten 200mg\
Thanh phan té dioe: Crospovidon, natri starch glycolat, natri croscarmelld
stearat, aspartam, huong trai cdy, colloidal silicon dioxyd, microcrystallin cellulose.

4. Dang bao ché: Vién nén phan tan.

Vién nén phan tan hinh thudén dai, mau tréng dén tréng nga, mdt mit co vach bé & giira.
thanh va canh vién lanh ldn. Phén tan trong nudc tao thanh hén dich déng hat, muj thom,
Vi ngot.

S. Chi dinh:

Thude dugce chi dinh dé diéu tri cac nhiém khuan tir nhe dén try inh do cic ching vi
khuan nhay cam nhu:

Dot cip tinh ciia bénh viém phé quén man tinh do Haemophilus influenzae (bao gom
ca cdc ching sinh B-lactamase), Moraxella catarrhalis (bao gébm ca cic chung sinh 3-
lactamase) hoiic Streptococcus pneumoniae (chi céc ching nhay cdm véi penicilin).

Luru y: Trong dot cép tinh ciia bénh viém phé quan man tinh trong cac thir nghiém lam
sang, noi Moraxella catarrhalis duge phan lap tir dom bi nhiém bénh Itic ban dau, hiéy
qua [dm sang clia ceftibuten thdp hon 22% so véi mite can kiém sot.

Viém tai giira cap tinh do vi khuin do Haemophilus influenzae (bao gbm c4 cac chung
sinh B-lactamase), Moraxella catarrhalis (bao gdm ca cic ching sinh B-lactamase)
hodc Streptococcus pyogenes.

Luu y: Mac du ceftibuten sty dung theo kinh nghiém c¢ hi¢u qua tuong duong vén cic
thude diéu trl viém tai gifra cdp tinh trong 1dm sang/ vi sinh vat hoc, hiéu qua chdng
Streptococcus pneumoniae giam 23% so véi mire can kidm soat. Vi vdy, ceftibuten chi nén
duoc dua ra thuc nghiém khi ¢6 bing chimg diy du vé tac dung chéng Streprococcus
pneumoniae cua ceftibuten truge dé. :

Viém hong va viém amidan do Streptococcus pyogenes.

Liru y: Chi ¢6 penicilin dung duong tiem bap da dugc chirng minh 13 hi¢u qué trong du
phong bénh thép khép cép. Ceftibuten thuong ¢6  hiéu qua trong diét ]
khuan Streptococcus pyogenes tir ving hiu hong, tuy nhién khéng ¢é dir ligy vé hi¢u qua
ca ceftibuten trong dy phong bénh thap khép cép.

6. Céch dung, liéu dung:

* Cdch diing: Thube dung dudng uéng, udng thuée 1 gid trude khi an hoic 2 gi0 sau khi
an.

* Lidu ditng: ’

Ngueoi Ion va tré em tir 12 tuéi tré Ion. 400mg (2 vien)/lan/ngay x 10 ngay.

Tre em dudi 12 tuo;: Dting dang bao ché khac thich hop.

Iré em cdn ning > 45kg: Dung liéu nhy nguoi én.

Bénh nhan nguoi lom Suy thdan:

+ He 56 thanh thai creatinin > 50mil/phiit: Khéng can giam lidu.
}ﬁnn}30—49nM¢hﬁt200mg(lvényﬁnh@éy}kmﬁ40mng(2

S -

DUGC PHAM
HA TAY /4

+ Hé s6 thanh théi creati
vién)/1an/2 ngay.
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+ H 50 thanh théi tir 5 - 29 ml/phiie; 100mg/lan/ngay. Hodc 400mg/lan/4 ngay.

Bénh nhdn tham phén méu 2 dén 3 1dn méi tuén: Dung mot liéu duy nhat 40 moi

L ps z « SRR

lan lam tham phan. A

7. Chong chi dinh: ’ f/ CONG TY \-

Bénh nhan di tng v6i cac nhém khang sinh cephalosporin hodc véi bat ki habrgg ?@Mné'
* -

ctia thube.

8. Canh bdo va thin trong khi ding thudc:
- Can than trong khi sir dung cdc khang sinh cephalosporin cho bénh nhan coWom ns y
da biét chdc 14 ¢6 di Wmg vdi penicilin, Khoang 10% bénh nhan cd tién su dj tng voi
penicilin ¢é phan (mg chéo vai cephalosporin. Phan ing qua mén cép tram trong (phéan v¢)
cling da dugc bdo cdo trén nhitng bénh nhan dung penicilin va cephalosporin va phéan Ung
qud man chéo véi phan vé cling d3 xuét hién. Néu xuit hién phan ung phan vé vin
ceftibuten, ngirng thude va dung cdc liéu phap thich hop. Phan vé nang can co6 bién phap
cép ctru thich hop nhu dung epinephrin, cho thé oxygen, khang histamin, corticoid, cac
amin tang huyét ap va theo doi cin thén.

- Nhu cdc khing sinh phd rong khac, vide didu trj khéng sinh kéo dai ¢6 thé din dén su
xuét hién va phét trién céc vi khuin dé khang, do vay can theo d&i cén than bénh nhan.
Néu c6 biéu hién boi nhidm cin c6 céc bién phap diéu trj thich hgp.
- Liéu luwgng ceftibuten cé thé cin phai diéu chinh & nhitng bénh nhan cd muc do suy giam
chirc nang than khéc nhau, dic biét & nhitng bénh nhin c6 d6 tha at creatinin dudi 50
ml/phut hodc bénh nhin chay thdn nhan tao. Bénh nhan chay théni nhan tao nén duoc theo
ddi cin thdn va nén dung ceftibuten ngay sau khi chay thin nhan tao. )
- Than trong khi st dung ceftibuten & ngudi cé tién st bénh duong tiéu hda, dac biét la
viém dai trang.

Viém dai trang gia mac da dugce bao cdo véi tat ca cic khang sinh phé rong bao gom ca
ceftibuten va mure dd cé thé tu nhe dén de doa tinh mang. Do d6, cin xem xét chin dozn
nay ¢ nhitng bénh nhan c¢6 biéu hién tiéu chéy sau khi dung c4c khang sinh phé rong.

Pidu tri bang céc khang sinh phd rong lam thay ddi hé vi khudn binh thudng ctia dudng
rudt va cé thé khién vi khudn Clostridia phat trién qua mirc. Cac nghién cttu chi ra ring
mot doc t6 dugc sin xudt boi Clostridium difficile 1a mot nguyén nhan chinh cia viém dai
trang lién quan dén khang sinh.

Sau khi chin doan viém dai trang gid mac, céc bién phap diéu tri thich hop cén duoc thire
hign. Céc truong hop viém dai trang gid mac nhe, thuong khoi khi nging thude. Trong
truong hop viém dai trang gia mac trung binh dén ning, can can nhic viée bu dich va dién
giai, bd sung protein va diéu tri bing thubc khéng khuan chdng Clostridium difficile .

- Nén ubng thude it nhit 2 gi0 trude khi an hodc it nhét 1 gio sau khi an.

- Sur dung ¢ tré em: Chua xac dinh duoc tinh an toan va hiéu qua cua ceftibuten & tré em
nh6 hon 6 thang tudi.

- Sir dung ¢ nguoi gia: Nhitng bénh nhén nay can duoc theo ddi chit ché chire nang than
va diéu chinh lidu cho phu hop.

Trong thanh phan clia thudc c6 t4 dugc aspartam chira mét luwong 16n phenylalanin, c6 thé
gdy hai trén nhiing nguoi bi phenyleeton ni¢u nén than trong khi dung.

9. St dung thubc cho phu nir ¢6 thai va cho con bu:

“ Thoi ky mang thai: Céc nghién ciru trén ddng vat cho thiy khéng ¢ bang chiing vé tic
hai cho thai nhi. Chua cé nghién ctru diy di va c6 kiém sodt & phu n{t mang thai. Do vy,
thude chi nén duge st dung trong thoi ky mang thai khi that can thiét.

* Thoi ky cho con bii: Tinh an toan cia ceftibuten chua dugc chirng minh, khéng nén
dung thude trong thoi ky cho con b

\ﬁw'v
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10. Anh huéng cia thude 18n khi nang ldi xe, vin hanh may maoc:
Chua ¢6 dit liéu vé anh huéng ctia ceftibuten dén kha nang lai xe va van ha
Do thude ¢ thé gay nhtrc dau, hoa mit, chéng mit vi viy can théan tr
thuée trong khi 14] xe hodc van hanh may méc.

I1. Twong tac, twong ky ciia thude:

“ Twong tic ciia thude:

CONG TY
C0'PHAN
DUOC PHAM

khoe manh. Mdi tinh nguyén vién duoc uéng mot vién ceftibuten 400 mg. Mot liéu thude
khing acid dang 16ng khéng anh hudng dén Crnax hodc AUC ciia ceftibuten. Tuy nhién, khj
dung 150 mg ranitidin moi 12gid/1an trong 3 ngay lam tang Cp, cla ceftibuten jén 23%
va ting AUC cia ceftibuten 1&n 16%, Su lién quan 1am sang clia nhitng sy tang nay khong
duoe biét dén, 4
Tiong tac thuée/ Két qua xét nghiém:
Khdng ¢ twong tac héa hoc hay xét nghiém nao duoc ghi nhin véi cﬂj" ‘n. Két qua
duong tinh gia trong xét nghiém Coombs trie tiép da dugc bdo cdo th € qua trinh su
dung cac cephalosporin khéc. Tuy nhién, cac két qua xét nghiém dung té]bz‘io héng cdu cua
ngudt khoe manh dé xét nghiém xem ceftibuten cg gay cac phan ing véi test Coombs i
vitro khéng cho phan ung duong tinh, ngay ca véi né‘)ng dd cao dén 40 mg/ml.

Twong tac thuée/ Thipe an: Thc dd va muc d6 he“ip thu cua ceftibuten dugi dang hén dich
c6 thé bj anh huong khi dung chung véi thirc in.

*Twong ky ciia thuée:

Do khéng ¢6 céc nghién ctru vé tinh tuong ky ctia thudc, khéng trén 1an thude nay véi ¢g
thude khac.

12. Tac dung khoéng mong muén ciia thude

12.1. Tic dung khong mong muén Irong cdc thir nghigm lam sang
Trong céc thir nghiém lim sang, 1728 bénh nhan ngudi 16n (1092 My va 636 quoc té)
duoc diéu tri bépg lidu khuyén cdo cua vién c'eftibutﬁ:n (400 mg mai ngay). Khéng cé ti

cuu nay. 36/1728 (2%) bénh nhan nging dung thude do céc didy tra vién cho ring c¢ the,
co I&, hodc gan nhu chic chan lién quan dén doc tinh cua thube. Cac nguyen nhan ngimg
thude chi yéu 12 do réi loan tiéu hoa, thuong la tiéu chay, noén mtra hodic budn nén. 6/1728
(0,3%) bénh nhan ngung ding thuée do phat ban hoic ngtra vi nght lién quan dén viéc str
dung ceftibuten.

Trong céc thu nghiém & My, c4c phan tmg bit loi sau day duoc cac nha diéu tra cho la co
thé, hoic gan nhu chic chin lién quan dén vi€e str dung vién nang ceftibuten trong céc thy -
nghiém lam sang da liéu (n = 1092 bénh nhan duoc diéu tri béng ceftibuten).
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PHAN UNG BAT LQT CUA CEFTIBUTEN
DANG VIEN TRONG CAC THU NGHIEM
LAM SANG TREN BENH NHAN NGUOI

* Thay doi két qua xét nghi¢ém c6 ¥ nghia 1dm sang khong ké dén co hay khong diéu tra
vién nghi rang su thay doi 1a do doc tinh ctia thude.

- 12.2. Tdc dung khong mong muén sau khi dira thuéc ra thi trurong:

Nhiing phéan tng bét loi sau ddy da duoc bao cdo trong qua trinh dua thudc ra thi truong:
Chimg mét ngén nglt, vang da, phan den, réi loan tdm thin, phan tng gidng nhu bénh
huyét thanh, tho rit, hoi ching Stevens-Johnson, va hoai tir biéu bi nhidm doc.

12.3. Tdac dung khong mong muén chung thugc nhom cephalosporin:

Ngoai cdc phan g bat lgi duge liét ké & trén da duge quan sat thiy & nhitng bénh nhan
duoc didu tri bing vién ceftibuten, céc tac dung khéng mong muén sau day va cdc thay doi
xét nghiém trong phong thi nghiém da duoc bio cio dbi véi khang sinh nhom
cephalosporin:

Phan g dj Urng, séc phan vé, sot do thude, hoi chimg Stevens-Johnson, rdi loan chirc
nang than, doc thin, & mat, thiéu mau bét san, thiu mau tan mau, xuét huyét, duong tinh
gia voi xét nghiém dudng trong nude tidu, giam bach cdu, giam toan thé huyét cdu va mét
bach cdu hat. Viém dal trang gid mac, khdi phét céc tridu chirng c6 thé xay ra trong hoac
sau khi diéu trj khang sinh,

LON (n =1092) |
Buon nén 4% |
Pau dau 3%
ié : 3%
Ty le 21% Kho ho 2
Chong mat 1%
Dau bung 1%
Nén mtra 1%
Chan an, tao bon, kho miéng, khoé thé, tidu kho, o
o ‘ hoi, mét méi, day hoi, phan 16ng, bénh monilia,
Ty1e>0,1% va<1% nghet mili, di cam, ngra, phat ban, lo mo, rdi lcan
vi giac, ndi mé day, viém 4m dao. |
THAY POI * KET QUA XET NGHIEM KHI
DUNG CEFTIBUTEN DANG VIEN TRONG
CAC THU NGHIEM LAM SANG TREN
BENH NHAN NGUOI LON
Tang BUN 4%
. Tédng bach cau ua eosin 3%
yle =% Gidm hemoglobin 2%
Tang ALT (SGPT) 1%
Tang bilirubin 1%
Tang alkaline phosphatase
Tang creatinin
Ty 16 >0,1% Téng tiéu céu
va < 1% Giam tiéu cdu
~ Giam bach céu
| Ting AST (SGOT) |

/58 \
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Mbt sb cephalosporin cé lién quan dén kich hoat co giat, dic biét 1a & bénh nhan suy than
khi liéu luong khong giam.
1 2 4. Huong d(m cach Mr tri ADR:

thude va ding heu phap chong co giat néu ¢6 chi dinh lam sang.
13. Qua lidu va cach xir tri:

- Trigu chitng qud lidu: Qua lidu cac cephalosporin ¢6 thé gay kich thid
giat. N
- Cach xir tri: Diéu trj chdng co giat. Loai bo ceftibuten bang cach rira da dég2thane pl
méu. Chua xac dinh dugc tinh hitu hiéu cta viée loai bé thude ra khoi co the bang thém
phéan phiic mac.

14. Dac tinh dugc lyc hoc:

Ma ATC: JOIDD14.

Ceftibuten la khang sinh thudc nhém cephalosporin bén tong hop, thé hé ba, ding dudng
uong Tac dung diet khuan cua ceft1buten la do e che tong hop thanh té bao vi khud

cephalosporinase. Nhiéu vi khudn smh beta-lactamase khang penicilin ¢co
cam voi ceftibuten.
Ceftibuten da dugc chirng minh in vitro va trén 1dm sang c6 tac dung tr
chiing vi khuén sau:

- Vi khuén hiéu khi Gram duong: Streptococcus pneumoniae (trir cac dong dé khang
penicilin), Streptococcus pyogenes.
- Vi khuan hiéu khi Gram am: Haemophilus influenzae, Moraxella catarrhalis (ké ca
nhitng chung sinh beta-lactamase), Escherichia coli, Klebsiella sp. Salmonella sp.,
Shigella sp.,.
Ceftibuten khong cé tac dung in vitro trén Acinetobacter, Bordetella, Campylobacter
Enterobacter,  Enterococcus,  Flavobacterium, Hafnia, Listeria, Pseudomonas,
Staphylococcus, va Strepfococcus (trtr pneumoniae va pyogenes).
Ceftibuten ¢¢ tac dung in vitro yéu trén vi khuan ky khi, bao gdm phan 16n Bacteroides.
Thong tin khang thube:
Ceftibuten bén viing véi hdu hét cac beta-lactamase qua trung gian plasmid nhung khong
bén vimg véi cephalosporinase qua trung gian nhiém sic thé & cac vi khudn nhu
Bacteroides, Citrobacter, Enterobacter, Morganella va Serratia.
Clng nhu nhiing beta-lactam khéc, ceftibuten khéng nén st dung cho céc ching khing
beta-lactam bing co ché thong thudng nhu thay d6i tinh thAm hay thay déi protein gin
penicilin nhu S. preumoniae khang penicilin.
Chi s lién két dic tinh dwoc lire hoc, dwoe dong hoc (pK/ pD):
Ceftibuten la khang sinh thufc nhém B-lactam (khdng sinh diét khudn phu thudc thoi
gian), ¢6 chi s6 pK/ pD la T > MIC, nghia 14 thoi gian ndng do khéng sinh duy tri & mure
cao hon MIC. Ceftibuten ciing nhu cdc khang sinh khac thuoc nhém nay dat hi¢u qua dicu
tri cao nhét khi dat nong do 'khoang trén 4 lan MIC. Nong do cao hon gid tri nay s¢ khong
lam ting kha ning diét khudn. Vi valy, T > MIC la chi s6 téi vu dé dénh gid hiéu qua diéu
tri ctia ceftibuten. Voi ceftibuten cling nhu véi hau hét céc B-lactam, T > MIC dat >40-
50% so voi khoang dua lidu dwoc xem la dat hiéu qua diéu trj.

A

hau hét cac




https://nhathuocngocanh.com/

15. Pic tinh dugce dong hoc:
“ Hap thu:

Ceftibuten dugc hép thu nhanh sau khi udng. Nong do ceftibuten trong huv’

thong s6 duge dong hoc clia ceftibuten sau khi uéng mot liéu duy nhat 4

trén 12 tinh nguyén vién nam truong thanh khée manh (20 - 39 tudi) d

bang 1 Khi uong V1er1 ceftlbuten 1 an/ngay trong 7 ngay, Ciux trung b

Bang 1.

Nong d6 ceftibuten trong huyet tuong (ug/ml) sau ng
Théng sb mot lidu duy nhat 400 mg ceftibuten -
va thong sé duoc dong hoc (+ 1 SD) (n= 12 nam gigi trudng
thanh khde manh)
1,0 gio 6,1 (5,1)
1,5 gioy 9,9 (5,9)
2,0 gio 11,3 (5,2)
3,0 gidy 13,3 (3,0)
4,0 gid 11,2 (2,9)
6,0 gid 5,8 (1,6)
8,0 gioy 3,2 (1,0)
12,0 gid 1,1 (0,4) P
i, il k 15,0 (3,3) P
T, EI0 2609 /
AUC, ug- gid/ml 73,7 (16\®, /
Ti, gid 2,4(02)
Téng thanh thai co :
thé (CI/F) 1,3(0,3)
ml/phut/kg

Nong d¢ ceftibuten trong huyét tuong & bénh nhi ty 1& thudn theo liéu vién ceftibuten 200
mg va 400 mg.

* Phén bo:

- Thé tich phan b trung binh (V/F) clia ceftibuten & 6 déi tuong ngum 16n la 0,21 Vkg (+
1 SD =0,03 l/kg).

- Lién két voi protein: 65% ceftibuten lién két voi protein huyet tuong. Ty 1é lién két
voi protein khong phu thude vao ndng do ceftibuten trong huyét tuong.

- Tham nhép mo:

Dich tiét phé quan: Trong mot nghién ctru trén 15 ngudi 16n ding mét lidu duy nhét 400
mg ceftibuten va dy kién s& trai qua soi phé quan, ndng do trung binh trong dich biéu mo
16t va dich tiét phé quan 1an luot 1a 15% va 37% nong do trong huyét tuong,

Dom: Mirc ceftibuten trong dom trung binh khoang 7% so v6i muire ceftibuten dong thoi
trong huyet tuong. Trong mdt nghién ctru trén 24 ngudi 16n dung ceftibuten 200 mg hodc
400 mg 1 l'm/ncray, Cinax trung binh trong domla 1,5 png/ml vao 2 gio sau khi uong vl Caina
trung binh trong huyét tuong 17 pg/ml vao sau 2 gid sau khi udng.

Dich tiét tai gitta (MEF): T rong mot nghién ctru trén 12 bénh nhéan nhi ding ceftibuten lidu
9 mg/kg, dién tich duéi dudong cong (AUC) trong MEF trung binh khoang 70% AUC
trong huyét twong. Trong clng mot nghién ciru, gia tri Cpax 1a 14,3 + 2,7 pg / ml trong
MEF vao 4 gi¢ sau khi dung thube va 14,5 + 3,7 g / ml trong huyét trong vao 2 giér sau
khi ding thude.

Amidan: Dir lidu vé su thAm nhdp ceftibuten vao md amidan khong cé san.
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Dich ndo tay: Dt liéu vé su tham nhép ceftibuten vao dich ndo tuy khong co san.
* Chuyén héa:
Mot nghién clu voi ceftibuten trén 6 tinh nguyén vién nam truon
chung minh ring cis -ceftibuten 1a thanh phin chu yéu trong cid hyfye
tiéu. Khoéng 10% ceftibuten duoc bién d6i thanh dong phéan dang tr
tinh bing khoang 1/8 hoat tinh ctia ddng phén dang cis.

* Thai tri:

Thoi gian ban thai cua ceftibuten trong huyet twong khoang tu 2,0 dén YERT
hon & bénh nhin suy than. Mt luong thude dang ké duge loai bé khoi co the
phén mau.
Ceftibuten dugc bai tiét trong nude tiéu, 95% ctla ceftibuten duwoc ding da duge phuc hoi
trong nudce tiéu hodc trong phan. Trong 6 tinh nguyén vién nam tredng thanh khoe manh,
khoang 56% liéu dung cua ceftibuten dad duogc phuc hdi tir nude tidu va 39% tir phan trong
vong 24 gid. Vi bai tht qua than la m{t con dudng loai bo dang ke cua ceftibuten, bénh
nhan r6i loan chirc ning than va bénh nhan chay thdn nhén tao cén duoc diéu chinh liéu
luong.

* Anh hwéng ciia thive dn:
Anh hudng cua thirc dn dbi voi sinh kha dung sinh hoc cua vién ceftibuten dugc danh gia
trén 26 tinh nguyén vién nam gidi trudéng thanh khoe manh ubng 400 mg ceftibuten sau
khi ngu ddy hodc ngay sau bira dn sing ti€u chuén. Két qua cho thay thire @n lam cham
thoi gian dat Cpax 1,75 gi0, gidm Cpy xuong 18% va giam mic hip thu (AUC) xubng
8%.

* Durge dong hoc 6 mot s bénh nhan ddic bigt:

Bénh nhén cao tudi: Duoe dong hoc ceftibuten da duoc nghién clu 0 ngudi cao (uox ( =65
tudi) véi s6 luong nam (n = 8) va nir (n = 4). M&i tinh nguyen vién du uonU \'iép
ceftibuten 200 mg 2 lan/ngdy trong 3% ngay. Cppx trung binh 1a 17,5 (3 1g/ml sau :
ngay so véi 12,9 (2,1) pg/ml sau khi dung heu thir nhét; tich ldy Wn O trang thm on
dinh trong huvet tuong la 40%. Théng tin vé chirc ning than cua nhiing ngudi tinh nguyen
nay khong c6 sén, do do tdm quan trong ctia phat hi¢n nay ddi vot vige str dung vién nang
ceftibuten trén 1dm sang cla trén bénh nhan cao tudi khong 16 rang. CO thé can thiét dicu
chinh lidu ceftibuten ¢ bénh nhén cao tudi.

Bénh nhan suy than: Dugce ddng hoc ceftibuten dd dugce nghién ctru ¢ bénh nhin ngudt lon
bi r6i loan chirc ning than. Thoi gian ban thai huyét tuong cta ceftibuten tang va tong
lwong thanh thai (CUF) giam tuong ung vdi mic do tang cha rdi loan chuc ning
than. Trong 6 bénh nhan bj rdi loan chirc nang thdn vira phai (d6 thanh thai creatinin 30
dén 49 ml/phut), thoi gian ban thai huyét tuong cla ceftibuten tang lén 7,1 gio va CI'F
gidm xudng con 30 ml/phut. Trong 6 bénh nhan bi 16i loan chirc ning thdn nang (do thanh
thai creatinin tir 5 dén 29 ml/phut), thai gian ban théi tang 1én 13,4 gio va CI/F giam xudng
con 16 ml/phut. Trong 6 bénh nhan than c6 do thanh thai creatinin < 5 ml/phut. thoi gian
ban thai ting l1&én 22,3 g1 va CI/F gidm xudng con 11 ml/phut (tang glp 7- 8 gip so voi
tinh nguyén vién khoe manh). Chay thdn nhan tao da loai bo 65% thude khoi mau trong 2
4 gio. Nhirng thay ddi nay lam co s& cho cac khuyén céo diéu chinh liéu & bénh nhan
nguoi 16n bi roi loan chire ndng thén tir nhe dén ning.

16. Quy cach déng géi: Hop 1 tii x 2 vix 10 vién nén phan tan, hop 2 t0i x 5 vix 10 vién
nén phén tan, kem theo to hudng din sit dung thudc.

17. Pidu kién bio quan, han dung, tiéu chuiin chit lwgng ciia thude:

Bao quan: Noi khd, nhiét do dudi 30° C

Han dung: 24 thang ké tir ngay san xudt. Khong duge ding thude dd qua han dung.
Tiéu chudn chit lugng: TCCS.
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18. Tén, dia chi ciia co s6 san xudt thude. )
Tén co s san xuit: CONG TY CO PHAN DUQC PHAM
Pia chi: TS dan phd sb 4, P. La Khé, Q. Ha Dong, TP. Ha Noi

DT: 02433522203  FAX:024.33522203

DT: 024.33824685  FAX: 024.33829054

Hotline: 024.33 522525

TUQ.CUC TRUGNG
PTRUGNG PHONG

Nuyin Nogo Snk



