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& - Thudc ké don

Lansoprazol

Dung dudng udng

SCOLANZO

Hop 2 vi x 7 vién nang

Thanh phén: M3i vién nang chia
Lansoprazol 30 mg

Ta dugc vua di 1 vién.

Chi dinh, chéng chi dinh, liéu dung

va céc théng tin khac: Xin xem hudng dan
st dung

D€ xa tdm tay tré em.

©qc k§ huéng dén s dung truéc khi ding.
Khéng dung qué liéu chi djnh.

SBK.: .

Tiéu Chuéin: Nha san xuét 1AL

Béo quén: Du6i 30°C, trong bao'bi gt *,

8 tranh hut &m A\ 45\

Sén xuét bdl: Laboratorios Licohsa, S.A

Avenida Miralcampo 7, Poligono Industrial,”.~
q de Henares (Gu f

E-19200, Tay Ban Nha

Nhp khdu bsi:

&_ - Prescription only

Lansoprazol

Oral administration

SCOLANZO

Box of 2 blisters x 7 capsules

Al

Composition: Each capsule contains
Lansoprazol .30 mg

Excipients q.s 1 capsule

Indication, contraindication, dosage
and further information: See package
insert.

Keep out of the reach of children.
Read the package Insert carefully
before use.

Do not exceed recommended dosage.

Pay
; \
Visa No.:

's.
Storage: Do It stdwe’above 30°C, store in
the original package protected from moisture

Manufactured by: Laboratorios Liconsa, S.A
Avenida Miralcampo 7, Poligono Industrial
Miralcampo, Azuqueca de Henares (Guadalajara),
E-19200, Spain

Box of SCOLANZO 30 mg

Dimension: 87 X 67 X 21 mm
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Blister of SCOLANZO 30 mg
Dimension: 81,5 x 65 mm

The information of LOT and EXP will be embossed online in process of production/
Thong tin vé“LOT” va “EXP” sé dugc dap ndi tryc tiép trong qua trinh san xudt



THUOC KE PON

SCOLANZO
Vién nang

THANH PHAN: M3i vién nang chita:
Hoat chat: Lansoprazol 30mg
T4 dugc: Puong hat (gom sucrose, tinh bét ngé), natri laurylsulphat, melgumin, mannitol, hypromellose,

macrogol 6000, bot talc, polysorbat 80, titan dioxyd, methacrylic acid: ethyl acrylat dong triung hop (1: 1)
DUQC LUC HOQC:

Lansoprazol 1a dan chat benzimidazol c6 tdc dung chong ti€t acid da day. Lansoprazol c6 lién quan cdu
tric va dugc 1y véi omeprazol. Lansoprazol lién két khong thuin nghich véi HY/ K*ATPase 1a mot
enzym c6 trén bé mit t€ bao thanh da day, do d6 lansoprazol tc ché& su chuyén vin cudi cung cua céc
ion hydrogen vao trong da day. Vi hé thdng enzyme H*/ K*ATPase dugc coi 1a chi€c bom acid clia niém
mac da day nén lansoprazol dudc coi 1a chdt @c ch€ bom proton. Lansoprazol tc ché da day tiét acid co
ban va khi bi kich thich do bat cit tdc nhan kich thich nao.

Tdc dung chong tiét acid da day: Lansoprazol 12 mot chat tc ch€ ddc hiéu t€ bao thanh clia bom proton.
Liéu don lansoprazole 30mg c ché tiét acid da day khodng 80%. Liéu nhic lai hing ngay trong 7 ngay,
tac dung tc ché ti€t acid dat dugc khodng 90%. Khi udng liéu don 30mg tdc dung ti€t acid cd ban gidm ~
70% va triéu chiing clia bénh nhan gidm ngay sau khi udng liéu diu tién. Liéu lip lai sau 8 ngay, tdc

dung gidm ti€t khodng 85%. Cidc triéu ching nhanh chéng gidm khi uéng 30mg hang ngay, hau hét cdc

bénh nhan loét t4 trang khdi trong 2 tudn, bénh nhan loét da day, viém thyc quin hdi luvu hdi phuc tron
4 tuan

Ciing nhd vay, lansoprazol dugc dung diéu tri ngdn ngdy ching loét da day — td trang va di€u tri da
ngay cdc chiing ting ti€t dich tiéu hod bénh ly (hoi chiing Zollinger — Ellison, u da tuyén ndi tiét, ting
dudng bao hé thdng)

Miic do tiét acid da day phu thudc vao liéu dung va th?'\lWéu tri, nhung lansoprazol tc ch€ tiét acid
tot hon cdc chat doi khang thu thé Ho.

Phéi hop vdi cdc thude khang sinh (amoxicillin, clarithromycin), lansoprazol c¢6 thé ¢6 hiéu qué trong

viéc tiét trit viém nhiém da day do Helicobacter pylori.

DUQC PONG HOQC:
Lansoprazol chuyén thanh dang hoat dong trong moi trudng acid cta t€ bao thanh. Vi lansoprazole bi

mat hoat tinh trong méi trudng acid da day, thudc duge udng & dang bao ché bao tan trong rudt d€ hap
thu trong toan cd thé.

Hap thu va phan bé:

Lansoprazol hip thu nhanh, ndng d¢ t5i da trung binh dat duge trong khodng 1,7 gi® sau khi udng, véi
kha dung sinh hoc tuyét d6i trén 80%. G ngudi khoé, thdi gian ban thdi trong huyét twong 12 1,5 (+ 1,0)



gid. C4 ndng do thudc t3i da va dién tich dudi dudng cong (AUC) déu gidm khodng 50% néu ding
thudc khodng 30 phuit sau khi dn. Lansoprazol lién két vdi protein huyét tuong khodng 97%.

Chuyén héa va thai trir:

Lansoprazol chuyén hod nhiéu & gan d€ thanh hai chdt chuyén hod chinh: sulfon lansoprazol va
hydroxyl lansoprazol. Chuyén héa lansoprazol dugc xic tic chii yéu bdi CYP2C19. Enzym CYP3A4
cling tham gia vao qud trinh chuyén héa thudc. Cdc chit chuyén hod c6 rat it hoic khong con tic dung
chong tiét acid. Khodng 20% thudc diung dugc bai tiét vao mat va nudc tiéu.

Théi trit lansoprazol bi kéo dai & ngudi bi bénh gan ning, nhung khong thay ddi & ngudi suy than ning.

Do vy, can gidm liu ddi véi ngudi bénh gan ning.

CHI PINH
- Diéu tri loét t4 trang, loét da day, bénh trao ngugc da day - thuc quan cip tinh. Diéu tri duy tri sau khi

chita khdi viém thyc qudn trgt loét dé€ gidm tdi phat.

- K&t hgp vdi khdng sinh d€ diéu tri bénh loét t4 trang va loét da day lanh tinh do Helicobacter pylori.

- Diéu tri loét da day cap tinh do thudc chdng viém phi steroid (NSAID) & bénh nhan phai ding NSAID
trong khi dang bi loét.

- Phong ngira loét da day do NSAID & nhitng bénh nhan ¢6 nguy cd (c6 tién sif loét da day) phai diéu tri
bénh man tinh bing NSAID.

- Piéu tri hoi chiing Zollinger — Ellison.

LIEU LUGNG VA CACH DUNG

Liéu dung
Loét td trang: Uong 30mg, 1 1an/ ngay, dung trong 4 tuin hoic dén khi khdi bénh.
Loét da day :

Udng 30 mg, 1 1an/ ngay, dung trong 4 tuan. Néu vét loét chua lanh, ti€p tuc diéu tri thém 4 tuan néu

theo chi dinh ctia bac s§.

Phong ngira loét da day do NSAID & nhitng bénh nhén ¢6 thién st loét da day) phdi diéu tri
bénh mén tinh bing NSAID : Ung 30mg/ 1 1in/ ngay.

Bénh trao nguoc da day - thuc qudn :

Cdp tinh : Udng 30mg, 1 1an/ ngay trong 4 tuan. Tuy thudc vao két qui ndi soi, ¢6 thé diéu tri thém 4
tuan theo chi dinh ctia bdc sy.

Diéu tri duy tri sau khi chita khéi viém thuc qudn trot loét dé gidm tdi phdt : Ngudi 16n udng 15mg/ ngay.
Chua xdc dinh dude mitc d6 an toan va hiéu qua khi diéu tri duy tri ldu quéd 1 nim

Phoi hop véi khdng sinh dé di¢t Helicobacter pylori :

Liéu thudng dung : Lansoprazol 30mg/ 1an, 2 1an/ ngay trong 7 ngay két hgp vdi 2 trong s6 cdc khdng
sinh sau : amoxicillin 1g, 2 14n ngay ; clarithromycin 500mg, 2 1dn ngay va metronidazol 500 mg (base),

3 lan/ ngay.
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Diéu tri hpi chiing Zollinger - Ellison :

Liéu thudng ding 60mg, 1 1an/ ngay. Liéu dung nén dugc diéu chinh theo két qua 1am sang hodc két
quin kiém tra dinh ky sy bai tiét khi diéu tri trong thdi gian dai. Vdi liu 120mg, hang ngdy nén chia
thanh 2 1an udng

DPiéu chinh liéu cho bénh nhén suy gan, thin :

Bénh nhin suy than : Khong cin diéu chinh liéu
Bénh nhan suy gan : Bénh nhin suy gan vita hodc ning phdi dudc gidm sdt dinh ky va gidm 50% liéu
khuyén cdo hang ngay.

Neudi 16n tudi :

Do d¢ thanh thdi cla lansoprazol gidm & ngudi 16n tudi nén giam liéu dya theo yéu cau ciia titng bénh
nhan. Liéu hang ngay khong nén vugt qud 30mg tri khi nhitng chi dinh 1dm sang that can thiét.
Cédch dung :
Nén udng thudc vao budi sang, trdc bita dn sing
. . Khéng ding qud liéu chi dinh!
CHONG CHI PINH:
- Min cam vdi lansoprazol hodc cdc thanh phan khdc ctia thudc.

- Phu nit dang mang thai trong 3 thdng dau, ngudi dang cho con bu’
- Suy thin ndng (Do thanh thai creatinin < 30ml/ phut).
- Khong dung thudc cho nhitng bénh nhin dang st dung atazanavir.

THAN TRONG
Giodng nhu cc thude e ché bai tiét khéc, lansoprazol c¢6 thé lam thay ddi hé vi khuin dudng rudt do lam

giam thé tich va do acid ctia dich da day

Diéu tri loét da day cdp do dung NSAID & nhitng bénh nhin phdi ti€p tuc dung NSAID, lansoprazol
30mg/ ngay phai dugc kiém tra chit ché trong sudt 8 tuan diéu tri.

Ngudi gia: Khong can diéu chinh liéu dung cda lansoprazol 8 nhém tudi nay, khong thay sy ting ty 1é
gip tic dung phu & nhém tudi nay.

Bénh nhan suy than: Cén thin dung thudc cho bénh nhin suy than (d6 thanh thdi creatinin 30 - 70 ml/

/

phiit, lu6n tuan theo liéu chi dinh.

Bénh nhin suy gan: PO thanh thdi cla lansoprazol cham lai\khy dAg lansoprazol li€u don cho bénh

nhdn suy gan min, vi vdy diéu tri bing lansoprazol phdi dugc sy ki€m sodt chit ché va ludn ludn
tuan theo liéu chi dinh.

Su gidm acid da day do lansoprazol c6 thé 1am ting lugng vi khudn binh thudng trong hé tiéu hod. Diéu
tri bing lansoprazol c6 thé€ lam ting nhe nguy cd nhiém khudn dudng ti€u héa nhu Salmonella va
Campylobacter.

Bénh nhan loét da day- ti trang, nguyén nhan do nhiém H.pylori phdi dugc can nhic.

Néu lansoprazol dudc sit dung ddng thdi véi cdc khdng sinh d€ diéu tri H.pylori, cic hudng dan st dung

khdng sinh phdi dugc tuan thi.



Cdc dit liéu an toan cla bénh nhan diéu tri duy tri trong thdi gian hon mot nim rat hi€m, phai dinh ky
ki€m tra va cin nhic nguy co/ I¢i ich vé6i nhitng bénh nhan nay.

Pi ¢6 bdo cdo gidm magnesi mdu 3 nhitng bénh nhan di€u tri thudc e ché bom proton giong
lansoprazol trong thdi gian it nhat 3 thang va hau hét cdc trudng hop diéu tri trong mot nim. Cdc biéu
hién ning cla gidm magnesi mau nhu mét mdi, co cing, mé sang, co giat, hoa mit, loan nhip thit c6 thé
x4y ra nhung cdc triéu chiing nay c6 thé bit ddu 4m tham va bi bé qua. Trong hdu hét cdc bénh nhin bi
4nh hudng, gidm magnesi mdu c6 thé dugc cdi thién sau khi b3 sung magnesi va ngitng ding thudc e
ch& bom proton.

Vi bénh nhan phdi diéu tri kéo dai hodc dung thudc e ché bom proton véi digoxin hoidc cdc thude ¢6
thé gy gidm magnesi mdu (nhu thudc 1gi tiéu) phdi theo ddi mifc magnesi mdu trudc va dinh ky ki€m
tra trong su6t qud trinh diéu tri.

Uc ché bom proton, dic biét & lidu cao va trong thdi gian dai (trén 1 nim) c6 thé tdng nguy cd gay
xuong hdng, ¢d tay va xudng cdt sdng, chl yéu 1a & ngudi gia hoic ngudi c6 yé&u td nguy cd. Cic nghién
cltu quan sit cho ring thudc e ch& bom proton c6 thé lam ting nguy cd giy xudng tir 10-40%. Mot vai
trudng hgp tdng do cdc yéu t6 nguy co khdc. Bénh nhan bi lodng xudng nén dudc hudng din chim séc

~ A . . N .
va bd sung vitamin D va calcium.

SUDUNG THUOC PHU NU CO THAI VA CHO CON BU
Phu nit ¢6 thai: Chua c6 thdong bdo dung lansoprazol cho ngudi mang thai. Khong biét rd thudc ¢6 di qua

rau thai vao bao thai hay khong. Tuy nhién, dung 1au véi liéu cao da giy ung thu trén cd chudt nhit va
chudt c¢ong duc va cdi, do vy nén trdnh diung cho ngudi mang thai, it nhat 1a trong 3 thang diu, nhung
tot nhat 12 khong nén ding trong bat ky giai doan nao khi thai nghén.

Phu nit dang cho con bii: Lansoprazol va cdc chit chuyén héa déu bai ti€t qua sita & chuodt cong va c6
thé s& bai ti€t qua sita clia ngudi me. Vi tdc dung gdy ung thu cda thudc trén sic vat di duge ching

minh, nén trdnh dung 3 ngudi cho con bu.

ANH HUGNG CUA THUOC POI VGI KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc ¢6 thé gay tic dung khong mong mudn nhu chéng mit, hoa m@3t)£di loan thi gidc va budn ngi.

Than trong khi dung thudc cho ngudi ldi xe va van hanh mdy méc.

TAC DUNG KHONG MONG MUON

Lansoprazol c6 kha niang dung nap t6t, tdc dung phy thudng nhe va ngdn, thudng gip nhat § dudng tiéu
hod.

Tan xuat dudc xdc dinh nhu: Thudng gip (>1/100, < 1/10); khong thudng gip (>1/1000, < 1< 100); hi€m
gap (> 1/10000, < 1/1000); rat hi€m gip (< 1/10000), khong xdc dinh (khong du dodn dudc tir cdc dif licu

sdn co)
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Thuong gdp | Khéng thuong | Hiém gdp Rat hiém gdp Khong
gap xdc dinh
R6i loan mdu Giam tiéu cau, | Thi€u mdu Chitng mat bach
va hé bach ting bach cau cau hat, gidm
huyét Wa eosin, giam toan thé huyét
bach cau. cau.
R&i loan Gidm
chuyén héa va magnesi
dinh dudng mau
R6i loan tim Tram cam Mit ngd, 4o
than gidc, 1an 1on
Hé than kinh Pau dau, hoa Thao thitc,
mit chong mat, di
cam, budn ngy,
rung minh
Mit R&i loan tam
nhin
Heé tiéu hda Noén, budn Viém ludi, | Viem ruot két,
noén, dau da nhiém nam thuc | viém miéng

day, tdo bon,
tiéu chdy, day
hdi, kho
miéng va hong

quan, viém tuy,
r6i loan vi gidc

R&i loan gan Tang enzym Viém gan, vang
gan da
Da va md dudi | May day, Pom xuat | Hoi ching

da

ngta, phdt ban

huyét, ban xuat
huyét, rung téc,
ban dé da dang,
nhay cdm dnh

Steven-Johnson,
hoai t& thugng bi
nhiém doc.

Cd xuong va
md lién két

Dau dau
khdp, gay
xuong hdng, cd
tay hodc xudng
cOt song

CcO,

sdng

Than va hé tiét
niéu

Viém than ké

Hé sinh san va

Vi to & nam

v gidi
Toan than Mét moi Phu Sot, ting ti€t | S6c phan vé
md hdi, phu

mach, chdn dan,

liét duong
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Nghién cttu Tang cholesterol
va triglycerid,

gidm natri huyét

Théng bdo cho bdc s§ cdc tac dung khéng mong mudn gdp phdi khi sit dung thuéc!

TUGNG TAC THUOC:
Lansoprazol dugc chuyén hod nhd hé enzyme cytochrom Paso, nén tudng tdc véi cdc thude khac duge

chuyén hod bdi cing hé enzyme nay. Do vay, khong nén diing lansoprazol ciing véi cdc thudc khdc ciing
dudc chuyén hod bdi cytochrom Piso. Khong thiy c¢6 dnh hudng 1im sang quan trong véi ndng do
diazepam, phenytoin, theophylin, prednisolon hodc wafarin khi dung cuing véi lansoprazol.

Lansoprazol lam gidm tdc dung cta ketoconazol, itracodazol va cda cdc thudc khdc ¢6 sy hdp thu can
moi trudng acid.

Sucralfat 1am chdm va gidm hap thu lansoprazol (khodng 30%)

Atazanavir: Mot nghién citu cho thdy st dung phdi hgp lansoprazol (60mg mot ngay) véi atazanavir
400mg & ngudi tinh nguyén manh khde két qua 1a gidm mot lugng 16n atazanavir (gidm 90% dién tich
dudi duong cong AUC va Cmax). Khong duge dung phdi hgp atazanavir véi lansoprazol.

Tacrolimus: Dung phdi hgp vdéi lansoprazol sé giy ting nong do tacrolimus huyét tuong. Lansoprazol
lam ting ndng dd trong huyét tuong cua tacrolimus 81%. Khuyén cdo theo ddi ndng dd huyét tuong cia

tacrolimus khi bat dau va két thiic diéu tri dong thdi vdi lansoprazol

QUA LIEU VA XU TRI
Triéu chitng: Ha than nhiét, an thin, co giat, gidm tan s& ho hap

Piéu tri hd trg: Phuong phap thim tdch khong loai dugc thude

TRINHBAY:  Hop 2 vi x 7 vién nang

HAN DUNG: 24 thing k& tir ngay san xuit

TIEU CHUAN: Nha sdn xuit U\ &
BAO QUAN: Dusi 30°C, trong bao bi goc dé tranh hit 4m - TUQ.CUC TRUSNG

P.TRUONG PHONG

THUGC NAY CHI DUNG THEO DON CUA BACS¥am i Vin Hun/,
PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHI\RINH
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI BAC SY HOAC DUGC SY
Nha san xuat: LABORATORIOS LICONSA, S.A

Avenida Miralcampo 7, Poligono Industrial. Miralcampo,
Azuqueca de Henares (Guadalajara), E-19200, Spain (Tay Ban Nha)



