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SCOLANZO"®
Lansoprazol m

Dung dudng udng

Hop 2 vi x 7 vién nang

1. Thanh phin

Thubc c6 chira cac thanh phan chinh bao gom:

Trimebutine maleate ham lugng 300mg va cac ta dugc viura du 1 vién.

Dang bao ché: Thube duge bao ché & dang vién nén bao phim.

Nhém thube: Thude tiéu hoa.

2. Tac dung - Chi dinh ciia thuéc Newbutin

Tac dung ciia thudc Newbutin

Trimebutine maleate trong thudc co tac dung cac r6i loan da day — rudt do co
tac dung chon loc hé than kinh da day — rudt, va c6 tac dung diéu hoa nhu dong
ruot.

Chi dinh thudc Newbutin SR

Diéu tri cho bénh nhan viém loét da day — ta trang, thoat vi hanh va trao ngugc
da day — thyc quan.

Diéu tri cai thién cac rdi loan chirc nang rudt két bao gém viém rudt két di ung,
rudt két co that, réi loan tiéu hoa nhu tiéu chay, tao bon.



Diéu tri 1am gidm cac triéu chung kho ti€u hoa, budn ndn, liét rudt sau phau

thuat, 1am giam co that mon vi va rudt két trong qua trinh ndi soi.

3. Cach dung - Liéu dung ciia thuée Newbutin

Liéu dung thuéc Newbutin

Liéu dung thong thuong: mdi ngay udng 2 vién chia 2 1an ubng.

Cach dung thudc Newbutin hiéu qua

Thudc dugc bao ché dang vién nén bao phim nén bénh nhén str dung thudc

bang duong udng.

Bénh nhan nén udng thudc cung 1 cdc nude, udng nguyén vién va khong nén

nhai nat vién thudc.

4. Chong chi dinh

Bénh nhén vui 1ong khong sir dung thudc cho cac trudng hop man cam vai bat

ky thanh phan nao c6 trong thudc.

5. Tac dung phu

Bén canh cac tac dung cua thudc, nguoi bénh khi diéu trj béng thudc Newbutin

SR 300mg ciing c6 thé giap phai mot sb tac dung khong mong mudn trén tiéu

héa bao gém:

Budn ndn, ndn mira, tiéu chdy hoac tdo bon, khoé ti€u hoa hoac co biéu

hién chong mat, chodng vang do anh sang.

6. Twong tic thudc

Khi sir dung dong thoi Newbutin SR 300mg véi cac thude hodc cac san pham

khac s& c6 nguy co xdy ra cac twong tac 1am anh huong dén két qua diéu tri. Do

d6 trude khi bit dau sir dung mot thude méi can tham khao ¥ kién cia bac sy,
tranh xay ra cac tuong tac voi cac thuc ban dang dung.

7. Luu y str dung va bao quan

Luu y sir dung

Nguoi bénh khi sir dung thude can cht ¥ mét sé truong hop nhu sau:

o Bénh nhan khong nén dung thudc véi cac thirc udng ¢ con, chat kich thich
vi ¢6 thé 1am giam tac dung cua thudc hodc giy ra nhiing tac dung khong
mong muon.

« Néu st dung thudc trong thoi gian dai ma bénh khong dugc cai thién thi
bénh nhan nén dén trung tam y té dé duoc kiém tra lai.

« Khong nén ding thudc cho bénh nhan 1a tré em dudi 12 tudi

Phu nir c6 thai va ba me cho con bu

« Dbi voi phy nir dang mang thai: khong nén sir dung thude trir truong hop
nguy hiém dén tinh mang san phu

« Déi v6i phu nir dang trong thoi gian cho con bu: chwa cé nghién ciru cu thé
nao vé kha niang di chuyén qua sita me cua thudc

o Dbi voi nguoi van hanh may moc, tai xé 1ai xe van ¢ thé st dung thude do
thudc khong dnh huéng dén hé than kinh.



Bao quan

Dit thude xa tAm véi cla tré em va dong vat trong nha, nhi¢t do bao quan
khong qua 30 do C va khong qua lanh.

Thudc khong nén dit & noi c6 anh sang mat troi chiéu trong thoi gian dai hodc
noi am thap, nim mdc.

Kiém tra ki ngudn gbc xuét x{r va han st dung, tranh trudng hop dung phai
thude kém chat lugng hoac thube qué han.

8. Tai liéu tham khao:

T& huéng dan st dung thude

Duoc Thu Quéc Gia Viét Nam
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- THANH PHAN:
Scolanzo 15 mg: Mdi vién nang chua
= Hoat chét: Lansoprazol 15 mg.
Ta dugc: Budng hat, natri laurylsulphat,
% N-methylglucamin, <r§ennito‘l, ‘hypromeliose, ~
macrogol 6000, bot talc, polysorbat 80, titan
-dioxyd, methacrylic acid: ethyl acrylat déng
trang hgp (1:1)
Scolanzo 30 mg: Méi vién nang chua
Hoat chét: Lansoprazol 30 mg.
T4 dugc: Budng hat, natri laurylsulphat,
N-methylglucamin, mannitol, hypromellose,
macrogol 6000, bot télc, polysorbat 80, titan
dioxyd, methacrylic ﬂcid: ethyl acrylat déng
trang hgp (1:1)

DUQC LYC HQC:
Lansoprazol 1& dan: ch&t benzimidazol ¢c6
tac dung chdng tiét acid da day. Lansopra-
zol ¢6 lién quan cdu trdc va dugc ly vGi
omeprazol. Lansoprazol lién k&t khong
thuan nghich véi HYK*‘ATP ase la mot
enzyme c6 trén b8 mat t€ bao thanh da
day, do dé Iansopraiol lic ché su chuyén
van cudi clng clia c4c ion hydrogen vao
trong da day. Vi hé théng enzyme
H+/K+ATP ase dugc coi la chiéc bom acid
clia niém mac da day nén lansoprazol dugc
coi la chét tic ché bom proton. Lansoprazol
tc ché da day tiét acid co ban va khi bj kich
thich do b&t cu tac nhéan kich thich nao.
Ciing nhd vay, lansoprazol dugc dung diéu
tri ngén ngay ching loét da day - ta trang
va diéu trj dai ngay cac chiing ting tiét dich
tieu hoa bénh ly (hdéi chiung Zollinger =
Edison, u da tuy&n ngi tiét, ting dudng bao
hé théng).
Mc db tiét acid da day phu thude vao liéu
dung va thdi gian diéu tri, nhung lansopra-
zol e ché tiét acid t6t hon céc chat dbi
khang thy thé Ho.

— Phéi hgp v6i cac thu6c 'khang sinh
mmm (amoxicillin, clarithromycin), lansoprazol cé

— thé c6 hléu qué trol% viéc tiét trd viém

- nhiEm 'da’ day do Helicobacter pylori.

- DUGC BONG HOQC:

= Lansoprazol hdp thu nhanh, néng dé t6i da

=== trung binh dat dugc trong khoadng 1,7 gio

mmm sau khi udng, v6i kha dung sinh hoc tuyét
déi trén 80%. G ngudi khoé, nira ddi trong
huyét tuong 1a 1,5 (+ 1,0) gid. Ca& néng dd
thudc t6i da va dién tich dudi dudng cong
(AUC) déu giam khoang 50% néu ding
thudc khoang 30 phup sau khi an. Lanso-
prazol lién két véi protein huyét tuong
-khodng 97%. Lansoprazol chuyén hoa
nhiéu & gan nhd hé enzyme cytochrom
P450 dé thanh hai chét chuyén hoé chinh:

sulfon lansoprazol va hydroxyl lansoprazol.
Céc chét chuyén hoa c6 rét it hodc khong ===
con tac dung chdng tiét acid. Khoadng 20% mmm
thudc dung dugc bai tiét vao mat va nuéc ==
tigu,
Thai trir Iansoprazol bu kéo dai 6 ngudl bi =
bénh gan nang, nhung khong thay d8i § —
ngudi suy than nang. Do vay, can giam liéu. ~

ddi v8i ngudi bénh gan n&ng,,

CHI DINH:
- Diéu trj loét ta trang, loét da day, bénh
trao ngugc da day - thuc quén cép tinh.
Dléu tri duy tri sau khi chita khdi viém thuc
quan trgt loét dé gidm tai phat,
- K&t hgp v6i khdng sinh dé diéu, tri bénh,
loét ta trang va loét da day lanh tinh do
Helicobacter pylori.
- Diéu trj loét da day cép tinh do thuéc
chéng viém phi-steroid (NSAID) & bénh
nhan. phai dung NSAID trong khi dang bi
loét.
- Phong ngua loét da day do NSAID &
nhitng bénh nhan c6 nguy cd (cd tién s
loét da day) phai diéu tri bénh méan tinh
bing NSAID.
- Diéu tri hoi chiing Zollinger - Ellison.
LIEU LUGNG VA CACH DUNG:
Liéu lugng:
Loét ta trang:
Udng 15-30mg, ‘1 lan/ngay, dung trong 4
tudn hodc dén khi khdi bénh.
Loét da day:
Uong 15 - 30 mg, 1 l&n/ngay, dung trong 4
tuan. Néu vét loét chua lanh, tiép tuc diéu
tri thém 4 tudn néu theo chi dinh clia bac
sy. i
Phong nguia loét da day do NSAID & nhiing
bénh nhan cé nguy ¢g (c6 tién sl loét da
day) phai' diéu tri bénh man tinh béng
NSAID: U8ng 30mg/1 lan/ngay.
Bénh trao ngugc da day - tl;ua qt;én
Cép tinh: Udng 30 mg, 1 lan/n y tron
tu‘ﬁ% Tuy” thuégc vao két qua ng |s%| c‘é?ﬁé‘ i
diéu tri thém 4 tuén theo chi d;nh clia bac
sy. o
Diéu trj duy trl sau.khi chda khéi viém thuc
quén trgt loét dé gidm téi phat:
Ngudi I6n udng 15 mg/ngay. Chua xac dinh
dugc mic dd an toan va hiéu qua khi dléu
tri duy tri lau qua 1 nam :
Phé6i hop vdi khdng sinh dé dlét Hellcobacter
~pylori:
Liéu thudng dung: Lansoprazol 30 mg/lén,
2 |an/ngay trong 7 ngay két hgp véi 2 trong
s8 cac khang sinh sau: Amoxicillin 1g, 2 1&n
ngay; Clarithromycin 500 mg, 2 I&n ngay va




Metronidazole 400mg, 2 1an/ngay.
Diéu tri héi ching Zollinger - Ellison:
Liéu thudng dung 60mg, 1 1&4n/ngay. Liéu
dung nén dugc diéu chinh theo két qua lam
sang.ho#c két quan ki€m tra dinh ky sy bai
ti6t khi diéu trj trong thdi gian dai. V6i liéu
120mg, hang ngay nén chia thanh 2 lan
udng.
Céach dung:
--Nén udng thuc vao budi sang, trudc bita
. .ansang.
_ Khéng ding qué liéu chi dinh!

“"_CHONG CHIBINH:

- Man cam vdi lansoprazol ho&c céc thénh

phﬁn khéac cla thudc.

- Phy nif dang mang thai trong 3 thang déu,

ngudi dang cho con bu.

- Suy than nang (Pd thanh thai creatinin <
30 mL/ phut).

THAN TRONG:
Giéng nhu cac thudc tc ché bai tiét khac,
lansoprazol ¢ thé lam thay d8i'hé vi khu&n
dudng rutt do lam giam thé tich va d¢ acid
clia dich da day.
Diéu tri loét da day cdp do dung NSAID &
nhitng bénh nhan phai ti€p tuc dung
NSAID, lansoprazol 30 mg/ ngay phai dugc
kiém tra chat ché trong’ suét 8 tuan diéu tri.
Ngud/ gia: Khéng cén diéu chinh liéu ding
clia Lansoprazol 8 nhém tudi nay, khéng
thdy sy tang 'ty 1& gap tac dung phu & nhém
tudi nay.

~——Bénh-nhén-suy-than: C&n than dung-thudc
cho bénh nhan suy than (dd thanh thai
creatinin'30 - 70 mI/phﬁt ludn tuan theo liéu
chi dinh.
Bénh nhan suy gan: Po thanh thai cla
lansoprazol cham lai khi dung lansoprazol
liéu don cho bénh nhan suy gan méan, vi vay
diéu 'tri b&ng lansoprazol phai dugc béc sy
kiém soat chat ché va ludn ludn tuén theo
liéu chi dinh.

- su C PHY NU CO THAI VA
oo s
Phuy n@ cé thai:
Chua cé théng béo dung lansoprazol cho
ngudi mang thai. Khéng biét rd thudc co di
qua rau thai vao bao thai hay khéng. Tuy
— nhién, dung lau véi liéu cao da gay ung thu
mmm trén ca chudt nhét va chudt cdng duc va
—cél do vay nén tranh dung cho ngudi. mang

== thai, {t nhat |a trong 3 thang dédu,,nhung tot:

=nh5t I khong nén dung trong bat ky giai
mmm doan nao khi thai nghén.

=== Phu.nit dang cho con bu:

N | ansoprazol va cac chét chuyén héa déu
bai tiét qua sita & chudt céng va c6 thé sé
bai ti€t qua siia clia ngudi me. Vi tac dung
gay ung thu cla thudc trén stc vat da dugc
qgg}r_))gy_{qinh, nén trénh dung & ngudi cho
con bu. :

TAC DUNG KHONG MONG MUON:
Lansoprazol c6é kh& n&ng dung nap t6t, tac
dung phu thudng nhe 'va ngén, thudng gép
nhét & dudng tiéu ho4.

Pudng tiéu hod: fa chay, tao bén, budn non,

nén, dau bung, day bung va kho tiéu.

Thén kinh: Pau dau, chong mat, mét moi,

ué odi

Da: ngua va phat ban

H6 hdp: Viém hong, viem maivaho! =
Xét nghiém cén lam sang: Tang muc gastrin

huyét thanh, enzym gan, hematocrit, hemo-

globin, acid uric va protein niéu. -

Théng béo cho bac sy cac téc dung
khéng mong muén gép phéi khl s’ dung
thuéc!

TUONG TAC THUGC:.

Lansoprazol - dugc chuyén hoa nhd he
enzyme cytochrom P450, nén tuong tac véi
céc thudc khac dugc chuyén hoa bdi cung
hé enzyme nay. Do vay, khéng nén dung
lansoprazol cung v6i cac thudc khac ciing:
dugc chuyén hod béi cytochrom P450.
Khong thdy c6 anh hudng lam sang quan
trong véi néng d¢ diazepam, phenytoin,
theophylin, .prednisolon hoac watgnn klu,
dung cling véi Lansoprazol.

Lansoprazol lam giam tac duyng cia
ketoconazol, itracodazol va clia cac thu6c
khéc c6 sy hdp thu cdn mbi trudng acid.
Sucralfat |am cham va gidm hép thu Ianso-
prazol (khoang 30%).

QUA LIEU VA XU TRi:

Triéu chLIng Ha than nhiét, an thén co glét
giam tan s hé h&p.
Djéu tri hé trg: Phudng phéap thdm tach
khong loai dugc thudc. .

TRINH BAY: " ;
Scolanzo 15 mg: Hop 4 vix 7 vién nang.
Scolanzo 30 mg: Hop 2 vi x 7 vién nang.

HAN DUNG:
36 thang ké tir ngay san xuét.

TIEU CHUAN:
Nha san xuét.

BAO QUAN:
gu&i 25°C, trong bao bi gc dé tranh hut
m. f

3

DE XA TAM TAY CUA TRE EM.
POC KY HUGNG DAN TRUGC KHI DUNG:
KHONG DUNG QUA LIEU CHI BINH.

NEU CAN BIET THEM THONG TIN VE -

sv.

San xudt béi:

LABORATORIOS LICONSA, S.A

Avda. Miralcampo, 7- Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Spain.

THUGC HAY HOI BAC SY HOAC DUQGC,

g



