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Thanh phan: Mdi vi chita: -
A. 2 vién nang Lansoprazole %
| Mdi vién nang chira: :
Lansoprazole 30 mg Nha nhép khau:

(dang hat bao tan trong rudt)

approved colours used in capsule shells

B. 2 vién nén Tinidazole
M&di vién nén bao film chira:
Tinidazole BP........................500 mg

=
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C. 2 vién nén Clarithromycin USP = S e e
M3i vién nén bao film chtra: Mfg.Lic.Nos.  © 14883
Clarithromycin USP ............250 mg sH185X : BP.III Ho&ziNDI
Chi dinh, cich ding, chéng chi dinh: : AL HOB23
xem huwréng din sir dyng B.T AV
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A. 2 Lansoprazole Capsules
Each capsule contains:
Lansoprazole 30 mg

(as enteric-coated granules)
approved colours used in
capsule shells

148 & 300
B.TNKH0023
C.CLKHO0023
24.12.2012

: BPTHO0023
: A.LNKHO0023

: 25.12.2010

B. 2 Tinidazole Tablets
Each film-coated tablet contains: g
Tinidazole BP 500 mg

Colour : Tartrazine &

Titanium Dioxide

C. 2 Clarithromycin Tablets USP
Each film-coated tablet contains:
Clarithromycin USP 250 mg

Colours : Quinoline Yellow WS &
Titanium Dioxide

SBK

Mfg. Lic. Nos.
S616SX

NSX

HD

{

|

Manufactured by I
MICRO LABS LIMITED ‘
|

l

il 92 SIPCOT. HOSUR - 635 126
il TAMIL NADU. INDIA
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Thanh phan

Mbi vi gdm c6 2 vién nang Lansoprazole, 2 vién nén Tinidazole, 2 vién nén
Clarithromycin

I. Méi vién nang Lansoprazole chira: Lansoprazole 30 mg (hat bao tan trong rudt)

2. Méi vién nén bao phim Tinidazole chira: Tinidazole 500 mg

Ta dwoc: Bot cenlulose vi tinh thé, primojel, tinh bdt, povidon, aerosil, talc, magié
stearat.

3. Mi vién nén bao phim Clarithromycin chira: Clarithromycin 250 mg

Ta dugc: Bot cenlulose vi tinh thé, tinh bot, acid sorbic, arlacel-80, aerosil, talc, magié
stearat, primillose, acid stearic.

M@ ta: Helicobacter pylori c6 thé 1a nhim khudn thuong gap nhat co ¢ nhidu noi trén
thé gioi voi ty 1é mac bénh khoang 50%. Helicobacter pylori duge coi la nguyén nhan
cua bénh loét da day & ngudi. Cac thude ddi khang thu thé H, theo thuong 1¢é khong
ché ngu hogc tiéu diét dugce H.pylori nén co ty 1€ tdi phat loét cao. Liéu phap don dung
hop chit bismuth hoac cac thudc khang khuén to ra khong c6 hiéu qua lam véi ty 1¢
diét khuan khoéng qua 15 — 20%. Liéu phap d6i véi mudi bismuth cong voi thude
khang khuan tiéu diét dugc H.pylori chi trong 50% truong hop. Phac dd diéu tri chuan
vi 3 loai thube gdm co mudi bismuth, metronidazole hoac tinidazole va tetracycline
hodc amoxycillin c6 hiéu qua diét H.pylori. Nhung bt lgi chinh cta liéu phap ba chua
bismuth la su dap wng c6 thé b suy giam do bénh nhén phai dung 15 vién thuc mbi
ngay. Cac phan ung phu dang ké co thé xay ra nhu kho ¢, 1o miéng, tiéu chay, budn
non va cé thé co phan ung phu gibng nhu cia disulfiram khi metronidazole dugc dung
chung véi rwou, phan (mg phu nay c6 thé nghiém trong va anh hudng téi sy dap ng
cua bénh nhan.

Cac lidu phap ba mai hon bao gdm céc thude wre ché bom proton nhu lansoprazole +
clarithromycin va tinidazole ¢6 thé sir dung nhu phac db co thai gian diéu tri ngén hon,
don gian hon va c6 hiéu qua tiéu diét H.pylori ﬁ/

Duge luc hoc:
- Lansoprazole: La thudc khang tiét acid dich vi thudc nhéom benzimidazole thé,
Lansoprazole két hop véi H'K™ ATPase trong té bao thanh da day, lam bat hoat hé
théng men nay bing cach {rc ché su t1é1 acid dich vi bai cac té bao nay & giai doan sau
cung. Lansoprazole cting uc ché su tiét acid dich vi co ban hoac do kich thich. Nong
do e ché toi thiéu cia Lansoprazole va chit chuyen hoa sulfonamlde cia né nam
trong khoang tir 0,6mg/l - 2,5mg/l. N6 manh hon Omeprazole géap 4 lan. Hoat tinh cta
Lansoprazole ¢6 tinh chon loc chéng H.pylori, tac dung khéng urease va tinh on dinh
cua no trong moi truong trung tinh va moi truong acid co thé 1a nhitng yéu t6 quan
trong trong diéu tri nhiém H.pylori
- Tinidazole la mét 5 - nitroimidazole c6 tac dung kéo dai va manh hon so vdi
metronidazole. N6 ¢6 tac dung chdng dong vat nguyén sinh va cdc vi khudn ky khi.
Tinidazole dwgc xem nhur mét loai thude khang khuan c6 tac dung diét khuin nhanh
chong H.pylori. Tinidazole tac dung bing cach gay tdn hai t6i soi DNA hoic e ché su
tong hgp cua ching.

-C ldrlthromycm ¢ tac dung diét khuan bang cach két hgp voi tiéu don vi ribosom 30
ctia vi khuan nhay cam va (¢ ché su tong hop protein. Clarithromycin c6 hoat tinh tot

in vitro (tri s6 MICyy 0.03mg/l) chéng H.pylori nén n6 1a chét thich hop duge dua vao
st dung trong phéc do hiét H.pylori



e https://trungtamthuoc.com/

- Lansoprazole: Hap thu nhanh véi ndng do dinh trong huyét trong trung binh cua
Lansoprazole dat dugc sau khoang 1,7 gi¢. Nong do dinh trong huyét tuong cla
Lansoprazole (C,,,,) va dién tich dudi dudng cong nong do huyet twong (AUC) gan
twong

ung voi liéu trong sudt khoang nghién ciu (t6i 60mg). Sinh kha dung thude sau khi
uong la khoang 80%. Thube duoc bai tiét qua nudc tiéu.

- Tinidazole: Tinidazole dugc hip thu nhanh va hoan toan sau khi uéng. Nong do dinh
trong huyét thanh dat dugc trong vong 2 gio. T hudc ¢6 nira doi sinh hoc la 12-14 gio.
Khoang 12% thudc gin két véi protein huyét trong va phan 1on thude duge bai tiét
qua nudc tiéu.

- Clarithromyein: Sau khi udng, clarithromycin hap thu nhanh qua bng tiéu hod. Sinh
kha dung tuyét doi clia vién nén 250mg clarithromyein khoang 60%. Thuc an hoi lam
cham sy khoi dau hap thu cua clarithromycin va su tao chat chuyén hoa cé anh hudng
toi muc sinh kha dung. Vi vdy, c6 thé udng vién nén clarithromycin khong cin luu y
to1 bira dn.

Chi dinh: ‘
Banupy!- kit dugc chi dinh dé diét trir H. pylori trong bénh:

Viém da day man tinh . %s/
Loét da day va ta trang.
Liéu lugng va cach sir dung:
M>di vi Banupyl- kit gdm c6 2 vién nang Lansoprazole, 2 vién nén Tinidazole, 2 vién
nén Clarithromycin. Mot vi dugc dung cho mot ngay diéu tri. Véi vi duge dong goi
theo kiéu dic biét nay, | vién nang lansoprazole, | vién nén clarithromycin va 1 vién

nén tinidazole dugc udng vao budi sang va tuong tu nhu vy ciing udong moi thir mét
vién vao budi chiéu

Chéng chi dinh:
Bénh nhdn mén cam voi Lansoprazole hodc Tinidazole hodc Clarithromycin

Canh giac va cin than

- Tuong tac thuoc:

Theophyllin: dung Clarithromycin cho bénh nhan dang ding theophyllin c6 thé lam
tang nong do cua theophyllin trong huyel thanh.

Carbamazepine: clarithromycin ¢ thé lam tang ndng do carbamazepine trong huyét
thanh

Warfarin: Viéc st dung clarithromycin & bénh nhan dang ding warfarin ¢6 thé lam
ting tac dung caa warfarin. O nhitng bénh nhén nay can thuong xuyén theo doi thoi
gian prothrombin.

Digoxin: tac dung cuia digoxin ¢6 thé tang thém khi str dung chung véi clarithromycin
Terfenadine: Str dung cuing lic liéu duy nhat clarithromycin va terfenadine c¢é thé lam
tang nong do terfenadine trong huyét thanh.

Khong nén dung Clarithromycin cho nhitng bénh nhin dang ding liéu phap
Terfenadine, ma trude d6 da c6 bt thuong vé tim (loan tim, nhip tim chdm, kéo dai
khoang QT, bénh tim thiéu mau cuc bd, suy tim xung huyel) hoéc rdi loan dién gtal
Néam cua ga: Chong chi dinh sir dung clarithromycin dong thoi véi cac chat dan xudt
clia nam cya ga vi ve ly thuyét 6 thé sy ngd doc ndm cua ga.

Cyclosporin: Clarithromycin c6 thé lam tang ndng do cyclosporin trong huyét thanh do
do ¢6 thé lam giam liéu dung ciia chét nay dé tranh doc tinh d01 vdi thén. Viée st dung

Clarithromycin cung lic cytochrom P450 ¢6 thé lam tang ndng do cac thude nay trong
huyét thanh.
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dich vi manh va kéo dai. Do dé no6 co thé giy anh hudng téi sy hap thu cac loai thube
nay.

Ruou: Udng rugu trong thoi gian ding liéu phap véi céc loai thude ¢6 trong vi két hop
nay ¢6 thé gay hiéu ng antabuse lam bénh nhan kho chiu, do d6 can tréanh sit dung ru-
ou

Disulfiram: Dung chung c6 thé gay hoang tuong, lu lin

Thoi ky ¢6 thai: Chua c6 nghién ciru duoce kiém soat ddy du vé lansoprazole hoac
tinidazole hoac clarithromycin & phu nir mang thai. Do dé khong ding vi két hop cac
loai thudc nay cho phu nit 6 thai.

Nubi con bu: Chua c6 nghién ctru duge kiém soat diy di vé lansoprazole hodc
tinidazole hodc clarithromycin ¢6 tiét dugc vao sira hay khéng. Can thén trong khi cho
phu nir nuéi con bt sir dung loai thude nay.

Bénh viém rudt két mang gia xay ra voi gan nhu hau hét cac thude khang khuén ké ca
clarithromycin va ¢ thé duoc xep theo mure do nghiém trong tir nhe dén nguy hiém toi
tinh mang. Do d6 can phai ¢6 chan doan vé mat nay dbi voi nhirng bénh nhan thiy co
tidu chay xay ra sau khi sir dung cac loai thue khang khuan

Phan irng phuy: Cac thude c6 trong vi két hgp nay dung nap tot. Cac phan tmg phu th-
uong la: bubn ndn, non, tiéu chay va dau bung. Cac phan ung hiém xay ra: nhire dau,
nglra san, phat ban, vj giac thay ddi, hiém khi 1hav viém loi, viém miéng, ndi mé day,
phat ban, giam bach cdu & mirc do trung binh.
?%5ngbdochobdcS?nhﬁngtdcdungkhéngnuﬂg;muéng&pphdikhiﬂ}ayngrhuéc

Qua liéu: Kinh nghiém v& st dung qua liéu con giéi han. Khi ¢6 xay ra qua liéu, nén
diéu tri chong do theo triéu chirng

Bao quan: B&o quan noi kho mat, tranh danh sang. Nhiét do dudi 30°C., %

Trinh bay: Lansoprazole, Tinidazole va Clarithromycin dugc cho vao mot vi két hop
dac biét. Mdi vi chira 2 vién nang Lansoprazole (30mg), 2 vién nén Tinidazole
(500mg), 2 vién nén Clarithromycin (250mg)

| vi dung trong 1 hop nho, 7 hop nho dung trong 1 hdp to

Han dung: 2 nam ké tir ngay san xuat
Khong dugc dung thuée qua han sw dung
Doc ky huong dan sir dung truoc khi dung, néu cdn thém tho&g/r ‘ndqo: y kién cua

bac st
Thuéc nay chi ban theo don cua thdy thuoc

Nha san xuit: Micro.labs limited
Dia chi: 92, Sipcot, Hosur - 635 126, Tamil Nadu, India
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