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Rx Thudc bén theo don

Hop 7 vl x 8 vién

Inore-Kit

H. Pylori Kit

MICRO

Thinh phini

Ml vl chim

A 2 viln nang Lansoprazols
Al vidn nang chire:
Lansoprazole 30 mg

(dang hat baa tan trong rudt)

B 1 vide nédn Tinidazols
Ml v ndn bao phim chim:
Tinidamie BP 500 mg

C. 2 vin Clarithromyeln
Ml vidn ndn bao phim chirs:
Clarithromycin USP 250 mg
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Rx Thubc ban theo don

Hop 1 vi x 6 vién

Inore-Kit

H. Pylori Kit

MICRO
Inore-Kit

Tllénh phan:

Moi vi chira;

A. 2 vién nang Lansoprazole _

Mdi vién nang chira: il .

Lansopmzole 30 mg Mfg. Lic Nos 148 & 300

(dang hat bao tan trong rudt) S6165X . IRKH0010
T B'E v_if.n nén Tinidaz.ole . : :’::;:%%11%
: Moi vién nén bao phim chira: C.IKCHDO010

Tinidazole BP 500 mg
° NSX : 26.07.2010

HD . 25.07.2012

o c.*z vién Clarithromycin
fD Moi vién nén bao phim chi¥a:
l: Clarithromycin USP 250 mg
— Chi dinh, cich diing, chéng chi dinh,
in. cac thong tin khac: xem trong tor

huwrdmg dan sie dyng kém theo

Bao quan: Bao quan & nhiét 46 dwoi 30°C,

nei kho mat, tranh anh sang

Boc ki hwomg din st dung trroe khi diing San xubt béi:

"ﬁxa tim tay tré em N Micro labs limited

“"_“""‘ 92, SIPCOT, HOSUR - 635 126

Nha nhap khau: E— TAMIL

NADU, INDIA

Inore-Kit




Morning

Inore-Kit

H. Pylori Kit

Evening

Inore-Kit

H. Pylori Kit

,u'. factured by
ﬂmlcﬂo LABS LIMITED
Each Kit contains: Master Batch No RKHOO10
607 1
A.2 Lansoprazole Capsules M9 Dae s
Expriry Date 2507 2012

Each capsule contains
Lansoprazole 30 mg

(as enteric coated granules)
B.2Tinidazole Tablets

Each film - coated tablet contains:
Tinidazole BP 500 mg :
C. 2 Clarithromycin Tablets USP g
Each film - coated tablet contains.
Clarithromycin USP 250 mg £

Mig. Lic Nes

g VicRO Lass Lmeo
Each Kit contains:

A.2 Lansoprazole Capsules
Each capsule contains
Lansoprazole 30 mg

(as enteric coated granules)
B. 2 Tinidazole Tablets

Each film - coated tablet contains



Inore-Kit

Thanh phan:

M>bi vi gdm c6 2 vién nang Lansoprazole, 2 vién nén Tinidazole, 2 vién nén Clarithromycin

1. Mdi vién nang Lansoprazole chira: Lansoprazole 30 mg (hat bao tan trong rudt)

2. M&i vién nén bao phim Tinidazole chia: Tinidazole 500 mg

Td duoc: Bot cenlulose vi tinh thé, primojel, tinh bdt, povidon, aerosil, talc, magié stearat.

3. M&i vién nén bao phim Clarithromycin chira: Clarithromycin 250 mg

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

Duge Iue hoce; ] ]

- Lansoprazole: L4 thude khang tiét acid dich vi thudc nhém benzimidazole thé. Lansoprazole
két hop voi H'K' ATPase trong té bao thanh da day, lam bat hoat hé théng men nay bing
cach trc ché sur tiét acid dich vi boi cac té bao nay & giai doan sau cling. Lansoprazole ciing trc
ché sur tiét acid dich vi co ban hodc do kich thich. Néng dd e ché tdi thiéu coa Lansoprazole
va chat chuyén hod sulfonamide ctia né ndm trong khoang tir 0,6mg/l - 2,5mg/l. N6 manh hon
Omeprazole géap 4 lan Hoat tinh ctia Lansoprazole c6 tinh chon loc chéng H.pylori, tac dung
khang urease va tinh 0 6n dinh cia né trong moi trudng trung tinh va moi truong acid co thé 14
nhimg yéu té quan trong trong diéu trj nhiém H.pylori

- Tinidazole 1a mét 5 — nitroimidazole ¢ tac dung kéo dai va manh hon so véi metronidazole.
N6 c6 tac dung chbng dong vat nguyén sinh va cac vi khuan ky khi. Tinidazole dugc xem nhu
mot loai thuoe khing khudn c6 tac dung diét khu:’:"m nhanh chéng H.pylori. Tinidazole tac
dung bang cach gdy ton hai tdi sgi DNA hodc tc ché sur tong hgp cua ching.

- Clarithromycin: ¢6 tac dung diét khudn bing cach két hop véi tiéu don vi ribosom 50 cuia vi
khuan nhay cam va \rc ché su tdng hop protein. Clarithromycin ¢é hoat tinh tét in vitro (tri sb
MICy; 0,03mg/1) chéng H.pylori nén n6 la chét thich hop duge dwa vao sir dung trong phéc do

diét H.pylori .}‘)

Dwoec dong hoc:

Lansoprazole: Hip thu nhanh véi nbng do dinh trong huyét tuong trung binh cua
Lansoprazole dat dugc sau khoang 1,7 gid. Ndng d6 dinh trong huyet tuong cua Lansoprazole
(Cmax) va di€n tich dudi dudmg cong nong d6 huyét twong (AUC) gan tuong

{mg véi lidu trong sudt khoang nghlen clru (tm 60mg). Sinh kha dung thube sau khi uong la
khoang 80%. Thubc duoc bai tiét qua nuéc tiéu.

Tinidazole: Tinidazole dugc hip thu nhanh va hoan toan sau khi uéng. Nong d¢ dinh trong
huyet thanh dat dugc trong vong 2 gio. Thudc c6 nira doi sinh hoc 1a 12-14 gid. Khoang 12%
thudc gin két véi protein huyét trong va phén lén thude duoc bai tiét qua nude tidu.

Clarithromycin: Sau khi udng, clarithromycin hip thu nhanh qua éng tiéu hod. Sinh kha dung
tuyét ddi cua vién nén 250mg clarithromycin 'khodng 60%. Thirc &n hoi lam chém sy khoi
dau hép thu cia clarithromycin va sy tao chit chuyén hod c6 anh hudng t6i mirc sinh kha
dung. Vi vdy, c6 thé udng vién nén clarithromycin khdng cén luu ¥ t6i bita an.

Chi dinh:
Inore-kit dugc chi dinh dé diét trir H. pylori trong bénh:
Viém da day man tinh .
Loét da day va ta trang.

Liéu lugng va cach sir dung:
M&i vi Inore-kit gdm c6 2 vién nang Lansoprazole, 2 vién nén Tinidazole, 2 vién nén
Clarithromycin. Mot vi duoc ding cho mét ngay didu tri. Vi vi duoc dong goi theo kiéu dic



biét nay, 1 vién nang lansoprazole, 1 vién nén clanthromycm va 1 vién nén tinidazole duoc
udng vao budi sang va tuong tu nhu vay cing uéng mdi thir mot vién vao budi chiéu.

Chong chi dinh:
Bénh nhan man cam v6i Lansoprazole hodc Tinidazole hodc Clarithromycin.
Phu ni¥ c6 thai trong 3 thang dau.

Tuong tac thudc: ‘ ‘
Theophyllin: dung Clarithromycin cho bénh nhan dang dung theophyllin cé thé lam tang nong
d% cua theophyllin trong huyét thanh.

Carbamazepine: clarithromycin c6 thé 1am tiang ndng d6 carbamazepine trong huyét thanh
Warfarin: Viéc sir dung clarithromycin & bénh nhan dang dung warfarin cé thé lam ting tac
dung cta warfarin. & nhirng bénh nhan nay cén thuong xuyén theo doi thoi gian prothrombin.
Digoxin: tac dung ctia digoxin c6 thé ting thém khi str dung chung véi clarithromycin
Terfenadine: Sir dung cung lic liéu duy nhat clarithromycin va terfenadine cé thé lam ting
ndng do terfenadine trong huyét thanh.

Khéng nén dung Clarithromycin cho nhitng bénh nhan dang dung liéu phap Terfenadine, ma
trude d6 di co bat thuong vé tim (loan tim, nhip tim chém, kéo dai khoang QT, bénh tim thiéu
mau cuc bd, suy tim xung huyét) hoic rbi loan dién giai.

Néim cua ga: Chong chi dinh sir dung clarithromycin ddng thoi véi cac chit dAn xuit ciia nAm
cua ga vi vé 1y thuyét co thé su ngd doc nam cua ga.

Cyclosporin: Clarithromycin c6 thé 1am tang ndng d¢ cyclosporin trong huyét thanh do d6 c6
thé lam giam liéu ding cua chdt nay dé tranh doc tinh déi véi than. Viée sir dung
Clarithromycin cung lic cytochrom P450 c6 thé lam ting ndng d6 cac thubc nay trong huyét
thanh.

Ketoconazol, este ampicillin, cac mubi sét: Lansoprazole gay tac dung uc ché tiét acid dich vi
manh va kéo dai. Do d6 n6 c6 thé gdy anh hudng t6i su hdp thu cac loai thude nay.

Rugu: Udng rugu trong thoi gian dung liéu phdp véi céc loai thudc ¢6 trong vi két hop nay c6
thé gy hiéu trng antabuse lam bénh nhan kho chiu, do d6 cén tranh st dung ruou ;
Disulfiram: Ding chung c6 thé gy hoang tudng, 1a 1an #}/

Thoi ky ¢6 thai: Chua ¢ nghién ctru dugc kiém soat ddy du vé lansoprazole hodc tinidazole
hodc clarithromycin & phu nir mang thai. Do d6 khong dung vi két hgp céc loai thudc nay cho
phu nir ¢6 thai.

Thoi ky cho con bi: Chua c6 nghién ciru dugc kiém soat diy du vé lansoprazole hoic
tinidazole hodc clarithromycin c6 tiét dugc vao sira hay khéng. Can thén trong khi cho phu nit
nudi con bu sir dung loai thude nay.

Thin trong

Bénh viém rudt két mang gia xay ra véi gin nhu hiu hét cac thubc khéng khudn ké ca
clarithromycin va ¢c6 thé duogc xep theo muc d§ nghiém trong tir nhe dén nguy hiém téi tinh
mang. Do d6 can phai ¢6 chin doan vé mit nay ddi v6i nhitg bénh nhén thy c6 tidu chay
xay ra sau khi sir dung cac loai thubc khang khuén.

Bénh nhén suy gan, suy thén.

- £ i g + A . - - A I A - ’ A . ” A
Str dung thuoc khi lai xe va vin hanh may méc: Thudc cé thé gay nhirc dau, vi vay can
than trong khi l4i xe va van hanh may moc.

Phan #ng phu:

Cic thube c6 trong vi két hop nay dung nap t6t. Cac phan ung phu thuong la: budn nén, ndn,
ti€u chay va dau bung. Cic phan lrng hlem xdy ra: nhic d4u, ngira san, phat ban, vi giac thay
ddi, hiém khi thdy viém loi, viém miéng, ndi mé day, phat ban, giam bach ciu & mirc d6 trung
binh.

* Théng bdo cho bdc st nhitng tdc dung khéng mong muén gdp phdi khi sic dung thuéc



Qua lidu:
Kinh nghiém vé sir dung qué liéu con gidi han. Khi c6 xay ra qua liéu, nén diéu tri chong d&
theo triéu ching

Bao quan: Bao quéan ¢ nhiét d¢ dudi 30°C, noi kho mét, tranh anh sang.

Trinh bay: Hop chira 7 hdp nho, mdi hdp nho chia 1 vi, moi vi chira: 2 vién nang
Lansoprazole, 2 vién nén Tinidazole va 2 vién nén Clarithromycin.

Han ding: 2 nam ké tir ngay san xuit,

* Khéng duoc diing thudc qud han st dung

* Doc ky huéng dan sir dung trude khi dimg, néu can thém théng tin xin hoi y kién ciia bdc st
* Thuéc nay chi bdn theo don ciia thdy thuéc

* Dé xa tam tay tré em

San xuit bai: Micro labs limited
92, Sipcot, Hosur - 635 126, Tamil Nadu. India.

PHO CUC TRUONG

-/V;mgé}z Vin Chand



