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Vi hat Lansoprazol 8,5% 353 mg
Twong dumg Lansoprazol 0 mg
Ta dugc H vd | vign
& Chi dinh, chiine chi dinh, e dong vi cach dung

Xin doc tiv huéng diin sir dung bén trong hop
& Bio quis

N khd, nhiét d khéng qui 30°C, tréanh anh sang
® Tiéu chain: TCCS
® Sbh
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LANTOTA

RX 1344 bin theo don GMP-WHO

LANTO@TA

Hop 10 vi x 10 vién nang cirng

& Composition: | capsule

Vi hat Lansoprazol 8,5%. 353 mg
Twong duong Lansoprazol 30 mg
Excipients q.5 | capsule
® lndications, contraindications, dosage and administration
Read carefully the enclosed leaflet
® Storage

Keep in a dry, temperature not exceeding 30'C, protect from light
® Specification: Home standard
& Ree No

5418 SX / Batch No
NEX/ Mig.date
HD / Exp.date
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LANTOTA

Box 10 blisters x 10 capsules
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KiCH THUGC

Hop (125 x 78 x 72)mm
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HUONG DAN SU DUNG THUOC

Vién nang LANTOTA
CONG THUC: Cho 1 vién:
Vi hat Lansoprazol 8,5% 353 mg
Tuong duong lansoprazol 30 mg
QUY CACH PONG GOI: Hop 10 vi x 10 vién nang cing.
DUQC LUC HQC:

Lansoprazol 12 din chét benzimidazol c¢6 téc dung chéng tiét aicd da day. Lansoprazol c6 lién

quan ciu tric va duge ly v&i omeprazol. Lansoprazol lién két khong thuan nghich véi H/K
ATPase 1a mot hé théng enzym c6 trén bé mit té bao thanh da day, do d6 lansoprazol trc ché su van
chuyén cubi ciing céc ion hydrogen vao trong da day. Vi hé thong enzym H'/K" ATPase dugc coi
1a chiéc bom acid (proton) ciia niém mac da day, nén lansoprazol va omeprazol dugc goi 1a chét irc
ché bom proton. Lansoprazol trc ché da day tiét acid co ban va khi bj kich thich do bét ky téc nhan
nao.

Mirc d trc ché tiét acid da day phu thudc vao liéu ding va thdi gian diéu tri, nhung lansoprazol
trc ché tiét acid tdt hon cac chét d6i khang thy thé H,.

Lansoprazol c6 thé ngin chin Helicobacter pylori & ngudi loét da day — té trang bi nhiém xoén
khudn nay. Néu phdi hop véi mot hogc nhidu thubc chéng nhiEm khuén (nhu amoxicilin,
clarithromycin), lansoprazol c6 thé ¢6 hiéu qua trong viéc tiét trir viém nhiém da day do H.pylori.

DUQC PONG HQC: -
Lansoprazol hép thu nhanh, ndng do t6i da trung binh dat trong khoang 1,7 gid sau khi ubng, -
v&i kha dung sinh hoc tuyét déi trén 80%. O ngudi khoe nira doi huyét tuong 1a 1,5 (+ 1,0) gid. 4

Lansoprazol lién két v6i protein huyét tuong khoang 97%. Lansoprazol chuyén héa nhiéu & gan nho
hé enzym cytochrom Pyso dé thanh hai chét chuyén héa chinh: sulfon lansoprazol va hydro
lansoprazol. Céc chét chuyén héa ndy c6 rét it hojc khong con tac dung chong tiét acid. Khoang
20% thude ding duoc bai tiét vao mat va nudc tiéu.

Thai trir lansoprazol bi kéo dai & ngudi bi bénh gan ndng, nhung khong thay dbi & ngudi suy
thén ning. Do vdy, cin giam liéu d6i véi ngudi bi bénh gan ning,
CHIi PINH:

- Didu trj cép va didu trj duy tri viém thyc quan c6 trot loét & ngudi bénh trao ngugce da day —
thye quan (ding t6i 8 tuén).

- Diéu tri loét da day - t4 trang cip.

- Pidu trj c4c chimg tang tiét toan bénh 1y, nhu hdi chimg Zollinger — Ellison, u da tuyén ndi
tiét, ting dudng bao hé thdng.
CHONG CHi PINH:

- Qué mAn véi lansoprazol hodic c4c thanh phin khéc cta thude.

- C6 thai trong 3 thang du.
THAN TRONG:

- Cén giam liéu d6i v6i ngudi bi bénh gan.

- Nguoi mang thai va cho con bu.
TUONG TAC THUOC:
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- Lansoprazol dugc chuyén héa nhd hé enzym cytochrom Psso, nén tuong téc véi cac thube khac
duge chuyén hoa boi ciing hé enzym nay. Do vdy, khong nén dung lansoprazol cung vdi céc thude

khéc ciing dugc chuyén héa bai cytochrom Pyso.
- Khéng thdy c6 anh huéng lam sang quan trong t6i ndng d cua diazepaf

theophylin, prednisolon hodc warfarin khi diing ciing véi lansoprazol.

- Lansoprazol 1am giam téc dung cua ketoconazol, itraconazol va céac thudc kh
can moi truong acid.

- Sucralfat 1am cham va giam hép thu lansoprazol (khoang 30%).

TAC DUNG KHONG MONG MUON:
Thuong gdp, ADR>1/100

- Toan than: Pau dau, chéng mit.

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

- Da: Phét ban.

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

- Toan than: Mét moi.

- Cén l4m sang: Ting muc gastrin huyét thanh, enzym gan, hematocrit, hemoglobin, acid uric va
protein nigu.

Thong bdo cho Bdc sy nhitng tdc dung khong mong muén gdp phdi khi st dung thubc.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Thoi ky mang thai:

Chura c6 thong bao ding lansoprazol cho ngudi mang thai. Khong biét rd thudc c6 di qua nhau
thai va vao bao thai khong. Tuy nhién, ding 1au va v6i lidu cao da gay ung thu trén ca chudt nhét
va chudt cong duc va cai, do vAy nén tranh ding cho ngudi mang thai, it nhét 1a trong 3 théng dau,
nhung tét nhét khong nén ding trong bat ky giai doan no khi thai nghén.

Thoi ky cho con bu:

Ca lansoprazol va céc chit chuyén héa ddu bai tiét qua sita & chudt cong va c6 thé s& bai tiét qua
stra ngudi me. Vi tdc dung gdy ung thu cua thudc trén stc vat da duogc chirng minh, nén tranh diing
& ngudi cho con b
SU DUNG KHI LAI XE VA VAN HANH MAY MOC: Ding dugc
SU DUNG QUA LIEU VA CACH XU TRIi:

Triéu chimg: Ha than nhiét, an thin, co giat, giam tin s hd hap.

Pidu tri h3 tro: Phuong phap thim tach khong loai duge thube.

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG:

- Khi thdy thudc ¢6 hién tugng mdc, bién mau khong dugc ding.

- Thubc da qué 36 thang ké tir ngay san xuét khong dugc dung.
LIEU DUNG VA CACH DUNG:

Viém thuc qudn cé trot loét:

- Didu tri triéu chimg thdi gian ngén cho tht ca céc trudng hop viém thyc quan: Liéu ngudi 16n
thuong dung 30 mg, 1 lAn/ngay, trong 4 — 8 tuln. C6 thé dung thém 8 tudn nira néu chua khoi.

- Piéu tri duy tri sau chita khoi viém thuc quan trgt loét dé giam tai phat: Nguoi Ién 15
mg/ngay. Chua xéc dinh dugc mirc d6 an toan va higu qua diéu trj duy tri lau qué 1 ndm.
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Loét da day: 15— 30 mg, 1 1An/ngy, dung trong 4 — 8 tudn. Nén udng vao budi sang trudc bira an.
Loét td trang: 15 mg, 1 1an/ngdy, dung trong 4 tuin hodc dén khi khoi bénh.

Dung phéi hop véi amoxicilin va clarithromycin trong diéu tri H.pylori & ngudi loét té trang thé
hoat dong nhu sau:

- Phéi hop 3 thuéc: 30 mg lansoprazol + 1 g amoxicilin va 500 mg clarithromycin, dung 2 lan
hang ngy, trong 10 dén 14 ngy. Tét ca 3 loai thudc déu ubng trude bira an.

- Phéi hop 2 thudc: 30 mg lansoprazol + 1 g amoxicilin, ding 3 lan hang ngay, trong 14 ngy.
Ca 2 loai thudc déu udng trudc bita an.

Diéu tri duy tri khi loét té trang da khoi: 15 mg/1 lan/ngdy. Chua x4c dinh dugce mirc 6 an toan
va hiéu qua khi diéu tri duy tri 1au qua 1 nam.

Ting tiét toan khdc( hyi ching Zollinger — Ellison, u da tuyén npi tiét, ting dwdng bao h¢
thong):

- Lidu thudng dung cho ngudi bt ddu 12 60 mg, 1 1An/ngay. Nén uéng vao budi sang trudc bira
an. Sau d6, didu chinh lidu theo sy dung nap va mirc d9 can thiét dé du trc ché acid dich vi va tiép
tuc diéu trj cho dén khi dat két qua 1am sang.

- Lidu ubng trong nhitng ngay sau cAn khoang 15 — 180 mg hang ngay dé duy tri tiét acid dich vi
co ban duéi 10 mEp/gid (5 mEp/gid & nguoi bénh trude do co phau thuit da day). Liéu trén 120
mg/ngay nén chia lam 2 1an uéng.

- Cin didu chinh liu cho ngudi c6 bénh gan ning. Phai giam liéu, thuong khong dugc vuot qua
30 mg/ngay.

- Lansoprazol khong bén trong moi trudng acid (dich da day), vi vy phai udng lansoprazol
true khi #n va khong cén v& hodc nhai vién nang.

Thubc nay chi ding theo don ciia bdc sy
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
Néu cin thém thong tin xin héi y kién bdc si.
DE XA TAM TAY CUA TRE EM.
Khong ding qud thoi han ghi trén bao bi.

HAN DUNG: 36 théng ké tir ngay sin xut.
BAO QUAN: Noi khé, trénh 4nh sing, nhiét dj khong qua 30°C.
TIEU CHUAN: Tiéu chuéin co s&
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