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Rx Thudc bén theo don \%
-, METOPAR® 30
\*\ Lansoprazol
Vién nang cung chifa hat bao tan trong ruét

THANH PHAN: M3i vién chia:

Hoat chat:

Lansoprazol.................30 mg

(dugi dang hat bao tan trong rudt chia 8,5% (kl/kl) Lansoprazol)

Ta duge: Nonpariel seeds, hypromellose, purified talc, methacrylic acid copolymer dispersion, natri

hydroxid, titan dioxyd, macrogol, silic oxyd dang keo khan, isopropy! alcohol, nuéc tinh khiét.

MO TA SAN PHAM:

Vién nang ciing s6 1, ddu mau hdng, thin mau den, bén trong chifa vi hat hinh cdu mau tring hay

trdng nga. ;

DUGC LUC HOC: , W

— Lansoprazol la din chat benzimidazol c6 tdc dung chong tiét acid da day. Lansoprazol c6 lién
quan cdu tric va dugc ly v6i omeprazol. Lansoprazol lién két khéng hdi phuc v6i men HY/K*
ATPase c6 trén bé mat ché tiét cla t€ bao thanh da day, do dé lansoprazol Uc ché su chuyén
van cudi cung céc ion hydrogen vao trong da day. Vi hé théng men H*/K* ATPase dugc coi la
chiéc bom acid (proton) clia t& bao thanh clia da day, nén lansoprazol va omeprazol dugc goi 13
nhiing thudc ¢ ché bom proton. Lansoprazol (c ché da day tiét acid co ban va khi bj kich thich
do bat ky tdc nhan kich thich nao vi thuc ngén can tiét acid ¢ giai doan cudi. Mic do tiét acid
da day lién quan tGi liéu dung va thai gian diéu tri.

~ Lansoprazol lam ting ndng do gastrin trong huyét tuong; ndng dd gastrin huyét tuong dat miic
cao trong vong 2 thang liéu phap va tré vé mic trubc khi diéu tri trong vong 1-12 tudn sau khi
nging thudc. Lansoprazol cling lam giam tiét pepsin va lam tdng pepsinogen huyét thanh.
Lansoprazol ¢6 thé dung phdi hop trong diéu tri Helicobacter pylori & ngudi bi loét da day hoic
ta trang bi nhiém khuan.

DUGC BONG HOC:

- Lansoprazol hdp thu nhanh, ndng d6 t6i da trung binh dat dugc trong khodng 1,7 git sau khi
ubng, v6i kha dung sinh hoc tuyét di trén 80%. Ca nbng do thudc t6i da va dién tich dudi- -
dudng cong (AUC) déu giam khodng 50% néu ding thudc khodng 30 phit sau khi &n. Thoi gian ™
ban hly trong huy&t tuong 1a 1,5 (£ 1,0) gi0. Lansoprazol lién két v6i protein huyét tuong
khodng 97%.

— Lansoprazol chuyén héa nhiéu & gan nhd hé men cytochrom Paso d€ thanh hai chdt chuyén hoa
chinh: sulfon lansoprazol va hydroxy lansoprazol. C4c ch4t chuyén héa co rat it hoic khdng con
tac dung chdng tiét acid. Khodng 20% thudc dung dugc bai tiét vao mat va nudc tiéu. Théi tr
lansoprazol bi kéo dai & ngudi bi bénh gan nang, nhung khong thay ddi & ngudi suy than nang.
Do vay, cdn gidm li€u doi v6i ngudi bi bénh gan ndng.

CHI DINH:

— Loét da day - ta trang cap (do nhiém hay khong nhiém H.pylori)

— Bénh Iy trao ngugc da day - thuc quan (GERD).

— Dy phong loét da day ta trang do thudc khdng viém khong steroid.

— Hdi ching Zollinger-Ellison, da u tuyén ngi tiét.



LIEU LUGNG VA CACH DUNG:
Lansoprazol nén dudc udng trudc bifa &n, khdng cin vd hodic nhai vién nang.

Loét td trang: ubng 1 vién/ngdy trong 4 tudin, udng vao budi sang trudc bira &n.

Loét da day : udng 1 vién/ngay trong 8 tudn.

Bénh Iy trao nguge da day - thue quan: udng 1 vién / ngay trong 4 tudn, c6 thé dung thém 4

tudn nifa néu chua khoi. _

Liéu phap diét trir xodn khuan Helicobacter pylori trong loét da day, ta trang:

o Ligu phdp két hgp 3 thudc: Lansoprazol / Amoxicillin / Clarithromycin: Lifu khuy&n cdo cho
ngudi In: 30mg Lansoprazol, 19 Amoxicillin va 500mg Clarithromycin, ngay 2 Idn (mdi 12
gid), trong 10 - 14 ngay, udng trudc bira 3n.

H@i chitng Zollinger-Ellison:

e Liéu khoi ddu cho ngudi I6n 1a 60 mg/ngay va chinh liéu dung dya trén sy dp ng. Liéu ubng
co thé dao dong tir 15 d&n 180 mg hang ngay. Liéu trén 120 mg/ ngiy nén chia lam 2 Iin
uong.

Dy phdng loét da day 14 trang do thudc khdng viém khéng steroid: uSng 30 mg/ ngay.

Suy than hogc suy gan: khong can chinh liéu & bénh nhin suy gan nhe hodc trung binh hoic

suy théan.
CHONG CHi DINH: W
— Qua min vai bat ky thanh phin nao cla thudc.
— C6 thai 3 thang dau.
LUU Y - THAN TRONG:
— Truong hgp loét da day, cdn loai trit khd ning bénh Iy dc tinh clia da day, boi vi diéu tri

Lansoprazol ¢c6 thé 1am cham lai viéc chdn dodn do lam gidm triéu ching bénh.

— Thén trong dung Lansoprazol cho bénh nhan c6 thuong t6n gan. Khdng cdn chinh liéu khi suy

thin, bao gdm ca bénh nhén dang loc mau.

— Ngubi I6n tudi: Khong cdn chinh liéu.
— Tré em: Tinh an toan cla Lansoprazol chua dugc xac dinh. _
— Phu ni ¢é thai va cho con bu: Khong khuy&n cdo dung Lansoprazol cho phu nit ¢6 thai. Ngung

cho con b néu xem xét dung Lansoprazol |4 cén thiét.

~ Téc d6ng cta thudc khi 1di xe va van hanh mdy méc: Chua cé bdo co

TAC DUNG PHUY:
Thudng gdp, ADR > 1/100

— Bubn ndn, ndn, tiéu chay, tdo bon, dau bung chong mat, dau d4u va phat ban.

it gap, 1/1000 < ADR < 1/100

— Mét mdi, ting ndng do gastrin huy&t thanh, men gan, hematocrit, hemoglobin, acid uric va

protein niéu.

Théng bao cho bac sT nhifng tdc dung khéng mong muén gp phdi khi sit dung thudc

TUGNG TAC THUOC:

_ C4c thudc dugc chuyén hoa bdi men P450: Lansoprazol ¢6 th€ 1am ting néng do cla céc thubc
dugc chuyén hoa bdi CYP3A4. Than trong khi két hgp lansoprazol véi céc thudc dugc chuyén
hoa bdi men nay.

— Ketoconazol va itraconazol: Sy hdp thu clia ketoconazol va itraconazol ¢ dudng tiéu héa tang Ién
nhd sy hién dién cla acid da day. Lansoprazol cd thé lam gidm téc dung cla ketoconazol
itraconazol va clia cdc thudc khac hap thu cdn mdi trudng acid.

— Sucralfat/cic thubc trung hoa acid: C6 thé 1am chidm va gidm hé&p thu lansoprazol (khodng
30%). Do d6 né&n ubng lansoprazol cach it nhdt 1 g sau khi dung cac thubc nay.

— D§ thanh thai clia Theophyllin ting khi dung déng thdi véi Lansoprazol.



QUA LIEU VA XU TRi:

— Trigu ching: Ha than nhiét, an than, co giat, gidm tin s6 ho hap.

— XU tri qud ligu: Trong trudng hop qué liéu nén theo ddi bénh nhén. Loc mau khong loai trir dugc
lansoprazol. N&u c4n, nén rifa da day, dung than hoat va diéu tri triéu ching.

TRINH BAY:

Hop 2 vi x 7 vién nang ciing chifa hat bao tan trong rudt.

Hop 5 vi x 6 vién nang cling chia hat bao tan trong rudt.

BAO QUAN: & nhiét do dugi 30°C, nai kho réo, trnh anh séng.

HAN DUNG: 24 thang ké tir ngay san xut. Khdng dung thudc khi qua han sif dung.

NGAY XET LAI T0 HUGNG DAN SU DUNG:...

/%

DE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DYUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHI BINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
Nha sdn xuat:
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cONG TY cO PHAN DUQGC PHAM OPV

L6 27, Buding 3A, Khu Cong Nghiép Bién Hoa II, Thanh phd Bién Hoa, Tfnﬁ Dﬁng ai.
DT: (061) 3992999 Fax: (061) 3835088

PHO CYC TRUONG
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