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Oral administration

Box of SCOLANZO 30 mg
Dimension: 87 X 67 X 21 mm
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Lansoprazol 30 mg Lansoprazol 30 mg
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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/
Théng tin vé “LOT” va “EXP" sé dugc dap ndi tryc tiép trong qué trinh san xuat
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THUOC KE PON

SCOLANZO
Vién nang

THANH PHAN: Méi vién nang chita:
Hoat chét: Lansoprazol 30mg
Ti dude: Duong hat (gom sucrose, tinh bér ngd), natri lauryvisulphat, melgumin, mannitol, hypromellose,
macrogol 6000, bat tale, polvsorbat 80, titan dioxyd, methacrvlic acid: ethyl acrviat déng tring hop (1: 1)
DUJC LUC HOC:

Lansoprazol 1a din chit benzimidazol ¢6 tdc dung chong tiét acid da diy. Lansoprazol ¢6 lién quan ciu

tric vd duge 1y vdi omeprazol. Lansoprazol lién két khong thuin nghich vdi HY K*ATPase 1a mdt
enzym ¢6 trén bé mat & bio thinh da day, do dé lansoprazol (¢ ch€ sy chuyén vin cudi ciing cla cdc

ion hydrogen vao trong da day. V1 hé thing enzyme HY/ K*ATPase dude coi la chide bom acid clda niém

mac da day nén lansoprazol duge coi 1A chil de ¢hé bom proton, Lansoprazol (e ¢hé da day i€t acid ¢d

bdn va khi bi kich thich do bat e tde nhin kich thich nao,

Tdc dung ching 1iét acid da day: Lansoprazol 13 mdt chit tfc ch€ dic hidu t€ bio thinh ¢lia bom proton,

Liéu ddn lansoprazole 30mg e ché tét acid da day khodng 80%. Liéu nhic lai hing ngay trong 7 ngay,

tdc dung (e ché tiét acid dat duge khodng 90%. Khi udng liéu ddn 30mg tdc dung tiét acid cd ban gidm -
70% va tri¢u ching clia bénh nhin gidm ngay sau khi udng liéu diu tién. Liéu lap lai sau & ngay, tic
dung gidm (i€l khodng 85%. Cdc triéu chiing nhanh chéng gidm khi udng 30mg hing ngay. hiu hl cdc
bénh nhan loét 14 tring khéi trong 2 tin, bénh nhin loét da day, viém thue quin hdi luu hdi phuc tron
4 tuén

Ciing nhdf viy, lansoprazol duge ding diéu tri ngdn ngay ching loét da day - 14 trang va diéu tr da

ngity cdc chiing ting &l dich tiéu hod bénh Iy (hoi ching Zollinger — Ellison, u da tyén ndi i, ting
dudng bio hé thing)

Mife d0 tiét acid da day phu thude vio lidu ding va Iha\,’rﬁl diéu tri, nhung lansoprazol de ché tiét acid
1t hein ede chil d6i khing thy thé Ha. :

Phéi hdp vdi cdc thude khdng sinh (amoxicillin, clarithromycin), lansoprazol ¢6 thé ¢6 hiéu qui trong
viéc tiét tri viem nhiém da day do Helicobacter pylori.

DUJC PONG HOC:
Lansoprazol chuy&n thanh dang hoat ddng trong mdi truting acid ctia € bao thanh. Vi lansoprazole bj

mi1 hoat tinh trong mdi truting acid da diy, thude dude uéng & dang bio ché bao tan trong rudt d€ hip
thu trong toin cd thé,
Hap thu vi phin bé:
Lansoprazol hip thu nhanh, ndng dd 13i da trung binh dat dude trong khodng 1,7 gitr sau khi udng, véi
kha dung sinh hoc tuyét di trén 80%. O ngudi khoé, thdi gian bén thai rong huy&t wong 13 1.5 (£ 1,0)
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git. Cd ndng 40 thudc 16i da va dién tich dudi duting cong (AUC) déu gidm khodng 50% néu ding
thudic khoang 30 phiit sau khi an. Lansoprazol lién k&t vdi protein huyét ntdng khodng 97%.

Chuyén héa va thii trir

Lansoprazol chuyén hod nhiéu & gan dF thanh hai chdt chuyén hod chinh: sulfon lansoprazol va
hydroxyl lansoprazol. Chuyén héa lansoprazol duge xic tic chii y&u bdi CYP2C19. Enzym CYP3A4
cling tham gia vio qué trinh chuyén hoa thude. Cdc chal chuyén hod ¢6 rdt it hode khing con tic dung
chong 1iétacid. Khodng 20% thude ding duge biii it vio mit va nude tiéu,

Thai trir lansoprazol bi kéo dai & ngudi bi bénh gan ning. nhung khong thay d8i & ngudi suy thin ning,

Do viy, ciin gidm liéu d6i vai ngudi bénh gan nang.

CHI DINH

- Biéu tri loét td tring, loét da diy, bénh trio ngude da day - thie quéan cip tinh. Piéu tri duy tri sau khi
chifa khoi viém thue quin trot loét d€ giam i phat.

- K& hgp vdi khing sinh d€ diéu tri bénh loét 1 trang va loét da day lanh tinh do Helicobacter pylori.

- Biéu tr loét da day cdp tinh do thudc chdng viém phi steroid (NSAID) & bénh nhén phdi ding NSAID
trong khi dang bj loét,

- Phisng ngita loét da day do NSAID & nhitng bénh nhin ¢d nguy cd (cé ién sit loé da diy) phdi diéu i
hénh min tinh bing NSAID.

- Piéu tr hoi chitng Zollinger — Ellison,

LIEU LUGNG VA CACH DUNG

Liéu diing

Loét td trang: Udng 30mg, | 1in/ ngay, ding trong 4 win hodc dén khi khdi bénh,

Loét da day :

Udng 30 mg, | lan/ ngiy, diing trong 4 tuin. N&Eu vét loét chura lanh, tiép we didu tr thém 4 wén néu
theo chi dinh cia bdc s,

Phimg ngita loét da day do NSAID & nhifng bénh nhin cd né}b'% lién st loét da day) phai diéu tri
bénh miin tinh biing NSAID : Udng 30mg/ 1 lin/ ngiy.

Bénh trao nguge da day - thue qudn :

Cip tinh : Udng 30mg. 1 1dn/ ngay rong 4 win. Tuy thude vio két qua ndi soi, cé thé diéu tri thém 4
tuéin theo chi dinh cia bic s3.

Biéu tri duy tel sau khi chita khoi viém thue qudn trer laét d€ giam tdi phdt » Nguii 16n uting 15mg/ ngiy.
Chufa xdc dinh dufde mite A6 an toin v hidu qud khi diéu e duy tri o qud | ndm

Phéi hgp vdi khidng sinh d€ di¢t Helicobacter pylori ;

Liéu thudng ding : Lansoprazol 30mg/ lén, 2 1an/ ngiy trong 7 ngay két hop vdi 2 trong s& cde khing
sinh sau : amoxicillin 1g, 2 Jin ngay ; clarithromyein 500mg, 2 lin ngay va metronidazol 500 mg (base),

3 1in/ ngiy.
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Diéu tri i chitng Zollinger - Ellison :
Liéu thung diing 60mg. 1 lin/ ngay. Liéu ding nén duge diéu chinh theo két qua lim sang hodc kél

quan kiém tra dinh k¥ sif bai tiét khi diéu tri trong thisi gian dai. Vdi lidu 120mg. hing ngiy nén chia
thanh 2 lin udng

Bénh nhin suy thin : Khong can did¢u chinh liéu
Bénh nhin suy gan : Bénh nhian suy gan vifa hodc ning phii dude gidm sat dinh ky va giam 50% liéu
khuy&n cido hiing ngiy.
Nguihi 1dn tudi :
Do do thanh thii ciia lansoprazol gidm & ngudi Idn wai nén gidm li¢u dua theo yéu ciu coa timg bénh
nhén. Liéu hing ngay khong nén vudt qua 30mg trir khi nhifng chi dinh lim sing thit can thiét.
Céch ding :
Nén udng thude vio budi sdng, trirde bita dn sdng

Khéng ding qua licu chi dinh!
CHONG CHI PINH:
- Min cam vai lansoprazol hodc cde thanh phin khdc cda thude,
- Phy nif dang mang thai trong 3 thiang diu, ngudh dang ¢ho con bu’
- Suy thian ndng (B§ thanh thii creatinin < 30ml/ phiit).
- Khong diing thube cho nhitng bénh nhiin dang sif dung atazanavir,
THAN TRONG
Gifng nhuf cdc thude e ch& bii tiét khdc, lansoprazol ¢6 thé 1am thay déi hé vi khudn duding rudt do Jam
giam thé tich vi dd acid cia dich da day
Diéu tri loét da diy cdp do ding NSAID & nhitng bénh nhin phdi tiép tuc ding NSAID, lansoprazol
30mg/ ngay phii duge kiém tra chit ché trong sudt 8 win diéu tri.
Ngudi gia: Khong cin diéu chinh liéu diing cda lansoprazol & nhém wdi niy, khong thiy su ting 1§ 1¢
giip tic dung phu & nhoém wdi nay.
Bénh nhin suy thin: Cin thin ding thude cho bénh nhin suy thin (49 thanh thai creatinin 30 - 70 mV/
phiit, ludn tuén theo liéu chi dinh. p,
Bénh nhin suy gan: DO thanh thdi cia lansoprazol cham laifkh§ duag lansoprazol liéu don cho bénh
nhdn suy gan min, vi vy diéu tri biing lansoprazol phii dmxm kiém sodt chat ché va ludn ludn
tuén theo liéu chi dinh.
Sy gidm acid da day do lansoprazol eé thé lam ting hrgng vi khudn binh thuting trong hé tiéu hod. Diéu
tri biing lansoprazol c6 thé lam ting nhe nguy cd nhiém khuin dudng tiéu héa nha Salmonella va
Campvlobacter.
Bénh nhin loét da diy- @ tring, nguyén nhin do nhiém H.pylori phai duge cin nhie.
N&u lansoprazol dude sit dung ddng thifi vdi cde khdng sinh &€ diéu tri H.pylori, cdc hudng diin st dung
khdng sinh phai dude tudn thi.
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Cdc dif ligu an toan ctia bénh nhan di¢u tri duy ti trong thifi gian hdn mot nam it hiém, phai dinh ky
ki€m tra vii can nhdc nguy cdf Igi ich vdi nhitng bénh nhin nay.

Bi 6 bdo cdo gidm magnesi mdu & nhifng bénh nhin diéu tri thude e ché bom proton giong
lansoprazol trong théi gian it nhit 3 thing va hau hél cdc tnfdng hop diéu trj trong mot ndm. Cac biéu
hién ning cia giam magnesi mdu nhy mét mdi, co citng, mé sdng, co giit, hoa mat, loan nhip thit cd thé
xdy ra nhung cdc triéu chiing nay c6 thé bdt ddu dm tham vi bi bd qua. Trong hiu hét cic bénh nhin bi
anh hudng. gidm magnesi mdu ¢6 thé dude cdi thién sau khi bd sung magnesi vi ngimg diing thude e
ché& bdm proton.

Vdi bénh nhin phai diéu ui kéo dai hodc ding thudc e ch€ bom proton vdi digoxin hodc cde thude ci
thé giy gidm magnesi mdu (nhut thude I¢i tiéu) phdi theo ddi mde magnesi méy tride va dinh ki ki€m
tra trong sudl qud trinh diéu tri.

e ehé bom proton, dic biét & liéu cao vi trong thdi gian dai (rén 1 nam) c6 thé tang nguy oo gay
xudng hdng, ¢d tay vi xudng c6t song, chi y&u 1a & nguisi gid hode ngudii 6 yéu 16 nguy cd. Cde nghién
cifu quan sit cho ring thudc (e ché bom proton ¢6 thé lam ting nguy ed gay xudng tit 10-40%. Mot vii
trnfctng hop tang do cide y&u 16 nguy cd khic, Bénh nhiin bi lodng xudng nén duge hudng din chim séc
vi b sung vitamin D va calcium,

SUDUNG THUOC PHY NU CO THAI VA CHO CON BU
Phu niz cé thai: Chifa ¢6 thong bdo diing lansoprazol cho ngudi mang thai. Khing biét rd thudc cd di qua

rau thai vao bio thai hay khong. Tuy nhién, ding liu vdi liéu cao di giy ung thi trén cd chudt nhit va
chudt cong duc va cdi, do viy nén trinh diing cho nguifi mang thai, it nhit 4 trong 3 thang diu. nhing
16t nhét a khong nén diing trong bat ky giai doan néio khi thai nghén.

Phu nit dang che con bi: Lansoprazol va cic chit chuyén héa déu bii tiét qua sita & chudt cong va cé
thé s& bai 1iét qua sifa cda ngudi me. Vi tdc dung giy ung thu cia thude trén sic vit dd duge chiing

minh, nén trinh diing & ngudi cho con b,

ANH HUGNG CUA THUOC bO1 VG1 KHA NANG LAI XE VA VAN HANH MAY MOC
Thude ¢6 thé giy tde dung khing mong mudn nhu chéng mat, hoa n 3i loan thi gide va budn ngi.

Thin trong khi ding thudc cho nguii Idi xe vi viin hinh may mée,

TAC DUNG KHONG MONG MUON

Lansoprazol ¢6 khad ndng dung nap t5t, tic dung phu thuting nhe vi ngdn, thuding gap nhit § diting tiéu
hoa.

Tin xuft dude xde dinh nhu; Thuding gap (>1/100, < 1/10); khong thuding gip (> 1/1000, < 1< 100); hi€m
gap (> 1710000, < 1/1000); rit hi€m gip (< 1/10000), khong xdic dinh (khong dy dodn dude ur cde dif lidu

sin cd)
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Thuting gdp Khing  thuimg | Hiem gap Rt higm gap Khang
2dp xdc dinh
Rii loan mdu Gidm ti€u ciu, | Thidu miu Chitng mit bach
vi  hé  bach ting bach ciu cdu  hat, gidm
huyét fa eosin, giim win thé  huydl
bach ciu, ciu,
Rai logn Giam
chuyén hoa va magnesi
dinh dudng mau
RGi loan tim Trim cdm Mit ngi, do
thiin gidc, lan 1on
Hé thin kinh Pau diu, hoa Thao thifc,
mit chéng mat, di
cam, budn ngd,
ring minh
Mt RGi loan tim
nhin
Hé ti¢éu hda Nim, budn Viém i, | Viem  rudl ket
non, dau da nhiém nim thue | viém miéng
day, tdo han, qudn, viém ty,
tiéu chiy, diy rin loan vi gidc
hai, kha
mi¢ng vi hong
R&i loan gan Tiang  enzym Viém gan, ving
gan da
Da vi mo dudi | May day, Bom xudt | Hji chiing
da ngita, phdt ban huyét, ban xudl | Steven-Johnson,
huyét, rung tée, | hoai uf thugng bi
ban & da dang, | nhiém die,
nhay cim dnh
sidng
Cd  xudng  va Pau cd, dau
ma lién két khap, gy
xufdng hdng, ¢b -
tay hodc xudng (\g]/
cil sing
Than va hé tiét Viém thin ké
nigu
Hé sinh sdn v Vi to d nam
vii gidi
Toan thin Mét moi Phii 801, uing L€l | Soc phin vé
md  hoi,  phi

mach, chdn dn,
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Mghién citu | Tang cholesteral
vad  triglycerid,
| gidm natri huyé&l

Thing bido che bdc 57 cdc lic dung khdng mong mudn gap phdi ki si dung thuéc!

TUONG TAC THUGC:
Lansoprazol dufife chuyén hod nhdl hé enzyme cytochrom Pyso, nén widng tic vdi cie thude khdc duge

chuyén hod bdi ciing hé enzyme niy. Do viy. khing nén diing lansoprazol cling vdi cic thudic khic ciing
dufe chuyén hod bdi cytochrom Pasg. Khong thdy cd dnh hudng 1im sing quan trong vdi ndng do
diazepam, phenytoin, theophylin, prednisolon hode wafarin khi ding clng vdi lansoprazol.

Lansoprazol lam gidm tde dung cda ketoconazol, itracodazol va cda cde thude khde b sif hip thu cin
mdi truifng acid.

Sucralfat lam chidm va gidm hip thu lansoprazol (khodng 30%)

Atazanavir: Mt nghién eitu cho thiy st dung phdi hop lansoprazol (60mg mdt ngay) vdi atazanavir
400mg & ngudi tinh nguyén manh khoe két qud 1 gidm mot lugng 1dn atazanavir (gidm 90% dién tich
dudi ducing cong AUC va Cmax), Khing dugie dung phoi hlp atazanavir vai lansoprazol,

Tacrolimus: Diing phdi hdp vai lansoprazol & giy ting ndng d6 tacrolimus huyél nrdng, Lansoprazol
lim ting ndng d6 trong huy&l widng cla tacrolimus 81%. Khuyén cdo theo dai ndng dd huy&t iwdng cia
tacrolimus khi bt ddu va két thic diéu i ddng thisi vdi lansoprazol

QUA LIEU VA XU TR
Triéu chitng: Ha thiin nhiét, an thiin, co gidt, gidm tin 56 hd hip
Biéu tri hd trg: Phung phip thim tdch khing loai dude thude

TRINH BAY:  Hap 2 vix 7 vién nang P
7 1 Y

HAN DUNG: 24 thing k€ tif ngay sin xuil .-”

TIEU CHUAN: Nha sin xudt 1‘\

TUQ.CLIC TRUGNG

BAO QUAN: Dudi 30°C, trong bao bi gdc d€ tranh hit £m
PTRUONG PHONG

THUGC NAY CHI DUNG THEO PON CUA BAC&%am B¢ Tin Han/
PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN TRUGC KHI D
KHONG DUNG QUA LIEU C
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI BAC S¥ HOAC DUGC SV
Nha sdn xuil: LABORATORIOS LICONSA, S.A
Avenida Miralcampo 7, Poligono Industrial. Miralcampo,
Azugueca de Henares (Guadalajara), E-19200, Spain (Tiy Ban Nha)
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