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SA VI PHARMACEUTICAL J.5.Co.( SaWipharm J.5.C)
Lot No. Z.01-02-03a, Tan Thuan IZ/EPZ, Dist. 7, Ho Chi Minh City

Manufactured by:
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TO HUONG DAN SU DUNG THUOC

Rx Thuéc ban theo don

Vién nang cirng
SAVI LANSOPRAZOLE 30

CONG THUC :

Lansoprazole dang vi hat bao tan trong rugt

(ham lugng 8.5%) ...vvveirrianeiarinniannnns 353 mg
tieong dicong Lansoprazole..........visnnens 30 mg
Ta dUgC VA AU e reacteasessraasasnsranmaatn 1 vién

(Td duge ctia vi hat: Purified tale starch; Colloidal
anhydrous silica; Sodium starch glycolate; Sugar
spheres NPS (18-20#); HPMC ES5; Disodium
hydrogen phosphate; Methacrylic acid copolymer
dispersion 30%; Sodium hydroxide; Triethyl
citrate; Polysorbate 80; Titanium dioxide)

DANG BAO CHE:
Vién nang cing chira vi hat Lansoprazole bao tan
trong rudt.

DUQC LY VA CO CHE TAC DUNG
Lansoprazol 12 din chét benzimidazol ¢6 téc dung
chf)ng tiét acid da day. Lansoprazol ¢6 lién quan
cdu tric va duge ly vai omcprazol Lansoprazol
lién két khdng thudn nghlch véi H' ll( ATPase la
mot hé thdng enzym c6 trén bé mit té bao thanh da
day, do d6 lansoprazol {rc ché sy chuyén vén cubi
clng céc ion hydrugcn vio trong da day. Vi h¢
thong enzym H'/K* ATPase dugc coi 1a chiéc bom
acid (proton) cua niém mac da day, nén
lansoprazol va omeprazol dugc goi la nhirng chat
{rc ché bom proton. Lansoprazol {rc ché da day tiét
acid co ban va khi bj kich thich do bét ky tic nhan
kich thich nao.

Cung nh& vdy, lansoprazol dugc ding d:eu tri
ngiin ngay ching loét da day - (4 tring va diéu tri
dai ngay céc chimg ting tiét dich tiéu héa benh Iy
(nhu hoi chirng Zollinger - Ellison, u da tuyén ndi
tiét, ting dudn bao hé théng).

Mitc do (e ché tiét acid da day phu thuge vao liéu
dung va‘n thoi gian diéu tri, nhung lansoprazol (¢
ché tiét acid tdt hon céc chit dbi khang thu thé H,.
Lansoprazol c6 thé ngin chan Helicobacter pylori
(s} ngucl loét da day - ta trang bi nhiém xodn khuan
nay Néu pho: hgp véi mgt hodc nhiéu thube
chdng  nhiém  khuidn  (nhu  amoxicilin,
clarithromycin), lansoprazol ¢ thé c6 hiéu qua
trong viéc tiét trir viém nhiém da day do H. pylori.

DUQC PONG HQC

Lansoprazol hép thu nhanh, ndng dj 16i da trung
binh dat dugc trong khodng 1 ,7 git sau khi uong,
vdi kha dung sinh hoc tu ?Jel déi trén 80%. O ngudi
khoe, nira doi trong huyet twong 1a 1,5 (£ 1,0) gid.
Ca ndng dd thudc t6i da va dién tich duéﬂ dudng
cong (AUC) déu gidm khoing 50% néu dung
thude khoang 30 phut sau khi &n. Lansoprazol lién
két véi protein huyét tuong khoéng 97%.

Lansoprazol chuyén héa nhiéu & gan nhd h¢
enzym cytochrom P450 dé thanh hai chét chuyén
héa chinh : sulfon lansoprazol va hydroxy
lansoprazol. Céc chat chuyen héa c6 rat it hoic
khong con téc dung chong tiét acid. Khoang 20%
thude ding dugc bai tiét vao mat va nudc tiéu.

Thai trir lansoprazol bj kéo dai & ngudi bj bénh
gan ning, nhung khdng thay don & ngudi suy thin
ndng. Do viy, cén giam liéu d6i véi ngudi bi bénh
gan ndng.

CHI DINH

- Piéu tri cap va diéu trj duy tri viém thuc quan c6
trgt loét & ngudi bénh trdo ngugc da diy — thuc
quan (dung tdi 8 tuﬁn)

- E):eu tri loét da day - td trang cép.

- Diéu trj cic chirng tang tiét toan bénh Iy, nhu' hoi
chitng Zollinger — Ellison, u da tuyén ndi tiét, ting
duding bio hé théng.

LIEU LUQNG VA CACH DUNG :
Viém thuc quan co trot loét:

- DBiéu trj triéu ching thdi gian ngﬁn cho tit ca céc
truong hap viém thuc quan:

- Liéu nguoi [6n thudng ding 12 30 mg, 1 lanfngay,
trong 4 — 8 tudn. C4 thé dung thém 8 tudn nira, néu
chura khoi.

- Diu tri duy tri sau khi chita khéi viém thyc quan
trot loét dé gidm t4i phat: ngudi 16n 15 mg/ngdy.
Chua xéc dinh duge mirc d§ an toan va hiéu qui khi
diéu tri duy tri 1au qua 1 ndm.

Loét da day:

- 15-30mg, | [anfnga‘ly, ding trong 4 — 8 tudn. Nén

udng vao budi séng trude bira an séng.
Loét td trang:

- 15 mg, | ldn/ngdy, dung trong 4 tudn hodc dén khi
khoi bénh.

- Dung phéi hgp véi amoxicillin va clarithromycin
trong diéu trj nhiém H. Pylori & ngudi bénh loét 4
trang thé hoat dong nhu sau:

- Phéi hgp 3 thubc: 30 mg Lansoprazole + 1 g
amomcnllm va 500 mg c!amhromycm dung 2 Ian
mdi ngdy, trong 10 dén 14 ngay. Tét c 3 loai thudc
déu uong trudc bira an.

- Phéi hgp 2 thudc: 30 mg Lansoprazole + 1 g
amoxicillin, dung 3 Ian hang ngay, trong 14 ngay.
Ca 2 loai thubc déu ubng truée bira an.

- Diéu tri duy tri sau khi loét ta trang dd khoi: 15
mg/1 lan/ngdy. Chua xéc dinh dugc mirc d§ an toan
va hi¢u qué khi diéu tri duy tri lau qué 1 nim.

Tdng nef toan khdc ( hgi chitng Zaﬂmger Ellison,)

- Liéu thudng dung cho ngudi 16n bat du 12 60 mg, 1
14n/ ngdy. Nén uong vao budi sing trudc bira an.
Sau d6, diéu chinh liéu lheo sir dung nap va murc d6
cﬁn thiét dé& du (e ché tiét acid dich vi va tiép tuc
didu tri cho dén khi dat két qua lam sang.




- Liu udng trong nhirng ngdy sau cin khoang tir 15 —
180 mg 8 thudng khong durge vuot qua 30 mg/ngay.

- Lansoprazole khong bén trong moi trudng acid
(dich da day), vi vay phai ubng Lansoprazole trudc
khi an va khong cén v& hodic nhai vién nang.

Théng bdo cho Bidc si nhitng tic dung khong
mong mudn gdp phdi khi sic dung thudc.

CHONG CHI PINH:

- Qua man cam véi Lansoprazole hodc cdc thanh
phin khéc cua thube.

- C6 thai trong 3 thing déu.

THAN TRONG KHI DUNG THUOC
- Cén giam licu doi v&i ngudi bi bénh gan.
- Ngudi mang thai va cho con bi.

TUONG TAC VOI CAC THUOC KHAC,
CAC DANG TUONG TAC KHAC:

- Lansoprazole dugc chuyén héa nhd hé enzym
cytochrom Psso, nén tuong tac véi cic thude khac
ciing dugc chuyén héa bai ciing hé enzym nay. Do
vay, khong nén ding Lansoprazole cung véi céc
thude khic ciing duge chuyén hoéa bai cytochrom
Puso.

- Khong thiy ¢6 su anh hudng lam sing quan trong
t6i nong do cua diazepam, phenytoin, theophylin,
prednisolon hodic warfarin khi ding clng véi
Lansoprazole.

- Lansoprazole lam giam wc dung cua ketoconazol,
|traconazol va cla cac thube khic c6 swu hip thu
cdn moi trudng acid.

- Sucralfat 1am chdm va giam hap thu Lansoprazole
(khoang 30%).

PHU NU' CO THAI VA CHO CON BU:
Thoi ky mang thai
- Chua c6 thong bdo dung Lansopra?ole cho nguti
mang thai. Khong biét r5 thuéc c6 di qua nhau thai
vao bao thai khong. Tuy nhién, dung lau vdi Iu:u
cao da gdy ung thu trén ca chudt nhét va chudt cong
dyc va cdi, do vay nén trénh dung cho nguoi mang
thai, it nhét 14 trong 3 théng diu, nhung 16t nhat 1a
khong nén dung trong bat ky giai doan nao khi thai
nghén.
Thoi ky cho con bi
- (CaLansoprazole va céc chat chuycn hoa dcu bai tiét
qua sira & chudt cong va co thé s& bai tiét qua sira

PHO CUC TRUONG

Npuyin Vit Stang

ngudi me. Vi tdc dung gay ung thu cia thudc trén
stic vit di dugc ching minh, nén trdnh ding &
ngudi cho con ba.

ANH HUGNG TREN KHA NANG LAI XE VA
VAN HANH MAY MOC

- Phan tmg phu ctia thudc nhu dau dau, chéng mat cé
thé xay ra.Do d6, nén trénh I14i xe va van hinh mdy
mdc.

TAC DUNG KHONG MONG MUON CUA
THUOC:

- Céc phan ung phu thudng gip nhit véi
Lansoprazole la & duémg tiéu hoéa nhu ia chay, dau
bung, ngodi ra mdt sd ngudi bénh cd dau dau,
chéng mit,

Thuong gap, ADR > 1/100

- Toan than: Pau dau, chéng mat.

- Tiéu héa: ia chay, dau bung, budn nén, ndn, tdo
bon, kho tiéu.

- Da: Phét ban.

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

- Toan thin: Mét moi

Cdn ldm sang: Tang mirc gastrin huyét thanh, enzym

gan, hematocrit, hemoglobin, acid uric va protein niéu.

QUA LIEU VA XU TRI:

- Tri |¢u chimg: Ha than nhiét, an than, co giat, giam
lan s0 ho hap

- Dilu tri hd trg: Phuong phép thim tich khong loai PHAM
thuéc.

PONG GOI: Vi 10 vién — Hgp 03 vi.

BAO QUAN: Noi kho, nhiét d§ phong (khong
qud 30°C). Trénh 4nh séng.

TIEU CHUAN AP DUNG: Tiéu chuin co s0.
HAN DUNG: 24 thdng ké tir ngdy san Xudt

Dé xa tam tay ctia tré em.

Dpc ky hicdng dan sie dung truede khi ding.

Mm can thém théng tin, xin hdi y kién Bic si.
San xuit tai:

CTY CO PHAN DUQC PHAM SA VI ( SaVipharm
J.5.C)

L6 Z.01-02-03a KCN/KCX Tén Thuén, Q.7, TP. HCM™
Pién thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700




