https://trungtamthuoc.com/ AAU NHAN DU KIEN

Nhin hop Nhin vi

r(_ 56 14 SX: HD: \\
Prazex” 30 Prazex 30

[%. Thuoe bin theo don

Chat dc ché bom pmton

' E Lamapraiole
(ks Lameprmeade arlens msnl (D W' hat nnmlmnpu.*
puliats & 5wl chils B 5| | Lameprannl)
OV PHARMACTUTICAL CTCPUP (U

A

WHO-GMP # WHO-GMP

LANSOPRAZOL 30 mg
{Dudi dang hat bao tan trong rudt chua 8,5%(kl/kl) Lansoprazol)

2ZX 30

Prazex 30 Prazex” 30

30 my Lsnsopraols
I'UM “Hhﬂlnmmﬁ lkl.mlnniomlln:uiid
i 3 5k Ad ) Lansaprared] pallst B Tyl
TTOPDE Oy ANFY PRIARR AL EUTIOAL

b
WHOGMP @‘ WHO-GMP
3 ]
P
-

Prazex“ao Prazex’ 30

barmzproln g Lomagol

Az Lamseprazcle selwie ml.ld Darld iz byl bantmll)u-uﬂf

pafinis & Plwiall i L5 fe) Lansopransl)
PV PHARMACFUTICAL ETEPRE aaw

Pid i loét da day - td trang
EYidu tri cae iricu chiing ] +
do bénb trao nguoc da day - thue qudan

Chil ife ehé bom praton

P

Hép 2 Vix 7 Vién nang cdng chiia hat bao tan trong rugt WHG-GMP

THANI PIAN: M&i vien nang ctlng chuta: Bio quin & ahigr dg ditdi 30°C, nei khd rio,
Lansoprazol... S e u{nh anh sing.
AL dang hat luu Lul irmg 1:.|( d 5% 1kl E £ an?nmyﬂm
Td duge vire di.. Doc ky h\ﬂl‘gd?n sit dyng r.nnc‘khl diing,.
Chi dinh, cich dung & lidu. dnng thﬁng chi dhh Im;:, & cNG Ty ¢ PHAN DUGC PHAM oY
thin trong, tic dung khong mong muén, nfong tc thudc L6 27, 34, KON Rién Hoa II,

va cdc théng tin khde: Xin doc mong il lnring, ddn it diymg, [P, Bién Hea Béng Nal, Vist Nam

WHO-GMP

. K. prescripion only &
g g § & =
g Proton pump inhibitor Prazexso Prazex'so
288 (D Pyt s o gl (4 el et e
Ll . arcepraan ele
S g 1y - ohia 8 N0 Laeopanl]  pellets 8. 0wl
SE 2 . ot :-': CTORmE ey PV PHARMACRUTICAL
i a N
LANSOPRAZOLE 30 mg = > A WHO-GMP ,I*ll WHO GMP
(As Lansoprazole enteric coaled pellets 8.5%(w/w)) %«. (2 L
_ = e |2
Tr ic wlee oy : m ~ . J
real peplic ilcer = sl C‘
Treails symptoms 4 + i o trf 3 E 3 i 5
refated fo gasiroesopliageal reflux disease L e c -~ TI),HCI\’L N gii}’f 4 I,haﬂg ch nam 2@46
- = - =
Box of 2 Blisters x 7 Hard gelatin capsules contalning enterlc coated pellels  \WHO-GMP D = . . . D
2 ™ | = Phu trich Nghién Cliu & Phit trién A~
COMPOSTTION: Fach hard gelatin capsule contuins: Store i tewperature below 3°C, in a dry place, e, =22 ), ®
Lansoprazole.... .30 mg protect from light. .h. ,_(1 -
(As Lamupramlc mlc«pc mled pe].h_ts 3 ;% (wiw)) Keep eul of reach of chiliren. o "
EXCIPICAS (.5, - oo one capsule Read carcfully the caclosed inscrt before use. R e
Inclications, admink sage contraindications, 0PV PHARMAGEUTICAL JDINT STOCK CO. : ’_% :
wamings and precavtions side effects, interactions and Lot 27, 34 Bien Haa Industrial Zone |1, g \ 4
other information: See the nsent, Bian Hoa City, Mang Nai, Vietnam

(37 1hity)

Jsllder

704



https://trungtamthuoc.com/
MAU NHAN DU KIEN

. NHAN HOP

R Thuéc bdn theo don

Diéu tri cde triéu chiing

Diéu tri loét da day - 1d trang

do bénh trao ngiroc da day - thuc qudn

Hoép 5 Vi x 6 VIén nang cung chifa hat bao tan trong rudt

Chaét uic ché bom proton

PRAZEX 30

LANSOPRAZOL 30 mg
(Dugdi dang hat bao tan trong ruét chila 8,5%(kl/kl) Lansoprazof)

__,'\-\‘" oy,
“Aiarg it

WHO-GMP

Chat uc cheé bom profon.

PRAZEX 30

LANSOPRAZOL 30 mg

(Dudi dang hat bao tan trong ruét
chia 8,5%(kl4kl) Lansoprazol)
Shk

THANH PHAN: Méi vien nang cing chifa:
Lansoprazol.... .30 mg
(Dudi dang h:;l b.w L.u'l 1.r0ng luol thﬂ. 8,3%

Bio quin & nhi¢t d¢ dusi 30°C,
nui khé rdo, tdnh dnh sdng.

(kl/’k]) Lansoprazol)

Ta duoe vita @l.....oovivinmnn mol vién

D€ xa tim tay tré em.
Doc k¥ hudng din sit dung

din sit dung

ey o agm
el BN NSN
W 0T XS 9195

JIAOHM

oy
- %,

¥

weuwsip ey Buog Alo eop usig
|l BUCZ [BlISNPU| BOH UBIE 'WE LZi01
"00 ¥20LS INIOr TWIILNIIVINHYHL AdO

Chi dinh, cich diing & liéu dung, chéing
chi dinh, hmi ¥ & than trong, tic dung
khéng mong mudn, (wong tic thudc va cic
théng tin khdc: Xin doc trong 16 hudng

s}ajjad pajeoa ajiejua Bujupejuoo sa|nsdea upeeb piey g x s18)5||g G Jo X0

trude khi ding.

cANG TY ¢ PHAN DUGC PHAM OPY
L& 27, 3A, KCN Bign Hoa ll,
TP, Bién Hoa, Bdng Mai, Viét Nam

ASDASIP X1fAd [P2TVGJOSAONSHT 0] patjal
st ocfuds sppad
Aa0)11 dndad sivad ]

((M/m)e;5°g s18118d Pajeoa aug)ud 8jozeldosue] sy) 5

bw 0g 370ZVHIOSNY'T

0€ Xz=vdd

Jo.uq,'uur dwnd uojoid

Amuo uwondpiosarg -‘}']

THASHE U1 290G TUOHBILIO T 1210

PUE SUOHOEIUL ‘SIPI]]D IpIS ‘suonneaaad
pue SEULIEA ‘SUONEIIPUIRIIUOD

‘ABESOP PUE UOHENSIUIUPE ‘SUOEDIPU]

"asMn a.'lo_pq

LIDSTIE PAso[atia aTf) A[njaten peay
“WIPYD Jo yoeas jo o doay

ANSAR DHyQrererrerseseasenees - b suatdoxg
(/M) %458

SD]PCI p\]‘?rn ‘)Ll:l'llin 1|0?P1(Im.ur"[ SV)
Aur (g - " “arozeadosue]

Wy wosy ajord taseid Lp v w
‘0,06 Mopaq aamreaadua w g

NHAN Vi

SUTRIUOD

ainsdes unead puey yory NOLLISOdWOD

\\

S8 18 5X:

Prazex'3o

-

Prazex'zo

30 g

30 my Lansoprazd
(As Lansopracols enlevic comled (Duth dgng hyl bao La boayg rogl

Lansoprazols

chifa B 5%{ki) Lansaprazl)

pelists 8. 5% wiw))

CTOPDP OFY

OPY PHARMACEUTICAL

B
=
5
2
z

Y wHO-GMP

30 mg
30 mg

(ks Lanyoprazole enterle conled (Dwoi dung hyt bao ton trong redt

pelists B.5%(wiw)]

WHO-GMP
UTIPDP PV

Prazex'so

Prazex’3o

30 my Lansuprazeh
(Deiili ding b bo tan trony mil (As Lanseprazole enleric coaled

[
=
o
H
g

pelicts B.5%(w/ )}
chifa 8 5{kid) Lamsoprazol)

30 mg  Lossopravel

B
=
&
=
=
2

Prazex3o

chifn l.?@m:l:::mun

Prazex“so
WHO-GMP :: .

Lastrs oprezrd
| mnsopravole

Prazex3o

30 mg

L]
Prazex ‘3o
0 my Lansoprazok
|l dang hall bao tan trong il (As Lansoprazele enferic coated
pelets 8.5%{w/w]|

CTCPDP OPY
WHO-GMP |3

Lansaprazel
chifa 8 5%{h%l) Lansoprazol)

w

Tp.HCM N y-di‘\_\ thdng (4

nam.26(6




https://trungtamthuoc.com/
Rx ThuSc ban theo dan
PRAZEX®30
L MG \&psoprazul 30 mg
i'p \Ilén ’ﬁan@‘ cﬁrfg chifa hat bao tan trong rudt

THANH PHAN: MGi wénﬁgﬁg g chua‘

Hoat chat: \\Q Lo 1

Lansoprazol (dudi dang haf’ bam tan tr’affg rudt chisa 8,5% (ki/kl) Lansoprazol)..................30 mg

T4 duge: Nang ciing rbng s6 1, ddu mau cam, than mau trdng.

Thanh phan cta hat bao tan trong rudt: Nonpariel seeds, hypromellose, talc tinh khiét, acid

methacrylic copolymer dang phén tan, natri hydroxyd, titan dioxyd, macrogol, silic oxyd dang keo

khan.

MO TA SAN PHAM:

Vién nang cling, ¢@ nang s6 1, ndp mau cam, than mau trdng, bén trong chia cic hat bao hinh

clu mau tring hay tring nga.

DUGC LUC HOC:

— Lansoprazol 1& din chat benzimidazol c6 tic dung chéng tiét acid da day. Lansoprazol c6 lién
quan cdu tric va dugc Iy voi omeprazol. Lansoprazol lién két khdng hoi phuc véi enzym H7/K*
ATPase co trén bé mit ché tiét clia t& bao thanh da day, do do lansoprazol (ic ché su chuyén
van cubi cung céac ion hydrogen vao trong da day. Vi hé thdng enzym H*/K* ATPase dugc coi [a
chiéc bom acid (proton) clia t& bao thanh clia da day, nén lansoprazol va omeprazol dugc goi la
nhiing thudc (c ché bom proton. Lansoprazol (c ché da day tiét acid co ban va khi bi kich thich
do bt ky tac nhan kich thich nao vi thudc ngan can tiét acid ¢ giai doan cudi. Mic do tiét acid
da day lién quan t6i liéu ding va thoi gian diéu tri.

— Lansoprazol lam tang ndng do gastrin trong huyét tuong; ndng dd gastrin huyét tuong dat miic
cao trong vong 2 thang liéu phap va tré v& mic trudc khi diéu tr trong vong 1-12 tudn sau khi
ngling thudc. Lansoprazol cling lam giam tiét pepsin va lam ting pepsinogen huyét thanh.
Lansoprazol co thé dung phéi hop trong diéu tri Helicobacter pylori & ngudi bi loét da day hodc
ta trang bi nhiém khuan.

DUGC BONG HOC:

— Lansoprazol hdp thu nhanh, nong dj t6i da trung binh dat dugc trong khodng 1,7 gid sau khi
udng, véi kha dung sinh hoc tuyét ddi trén 80%. Ca nbng dd thubc t8i da va dién tich dudi
dudng cong (AUC) déu giam khodng 50% néu ding thubc khodng 30 phlt sau khi &n. Thai gian
ban hlly trong huyét tuong la 1,5 (+ 1,0) gio. Lansoprazol lién k&t véi protein huyét tuong
khodng 97%.

— Lansoprazol chuyén héa nhiéu & 6 gan nho hé enzym cytochrom P dé thanh hai chdt chuyén
hoa chinh: sulfon lansoprazol va hydroxy lansoprazol. Cac chat chuy&n hoa c6 rdt it hoic khong
con tac dung chdng tiét acid. Khoang 20% thuSc dung dudc bai tiét vao mat va nudc tiéu. Thai
trir lansoprazol bj kéo dai 6 ngudi bi bénh gan nidng, nhung khong thay ddi 6 ngudi suy than
nang. Do vay, cin gidm lidu doi voi nguti bi bénh gan ning.

CHi DINH:

— Loét da day - té trang cdp (do nhiém hay khong nhiém H.pylori)

— Bénh Iy trao ngudc da day - thuc quan (GERD).

— Du phong loét da day ta trang do thudc khdng viém khong steroid.

— Céc bénh ly ting tiét da day bao gém hdi chiing Zollinger — Ellison.

S
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LIEU LUGNG VA CACH DUNG:

Lansoprazol nén dugc ubng trudc blia n, khéng cdn vo hodc nhai vién nang.

- Loét td trang: udng 1 vién/ngay trong 4 tudn, udng vao budi sang trudc biia in.

Loét da day: uong 1 vién/ngay trong 8 tuan.

- Bénh ly trdo nguoc da day - thuc quan: udng 1 vién / ngay trong 4 tudn, c6 thé ding thém 4
tudn niia néu chua khoi.

- Liéu phap tiét tri vi khudn Helicobacter pylori trong loét da da y, 1a trang:

e Liéu phdp két hop 2 thudc: 30 mg Lansoprazol/ 1g Amoxicillin, ding 3 14n ngay, trong vong
14 ngay, ubng trudc bifa &n.

e Liéu phdp két hgp 3 thudc: Lansoprazol / Amoxicillin / Clarithromycin: Liéu khuy€n cdo cho
ngudi 16n: 30mg Lansoprazol, 1g Amoxicillin va 500mg Clarithromycin, ngay 2 1an (méi 12
gid), trong 10 - 14 ngay, udng trudc bia an.

- H@i chifng Zollinger-Ellison: Liéu khoi ddu duoc khuy&n cdo 12 60 mg/ngdy. Liéu dung nén
dudc diéu chinh cho tling bénh nhan va nén ti€p tuc duoc diu tri khi cdn thiét. Liéu dung mdi
ngay |én dén 180 mg da dugdc sl dung. Néu liéu trén 120 mg/ngay nén chia lam 2 1an ubng.

- Loét da day 4 frang lanh tinh do NSAID ma bénh nhédn cén tiép tuc si dung NSAID: ung
30 mg/ngay trong 4 tudn. O nhiing b&nh nhan khong dugc diéu tri 1anh hoan toan co thé tiép
tuc diéu tri trong 4 tudn ndia. O nhiing bénh nhan c6 nguy co hodc bj loét khé 1anh, c6 thé dudc
diéu trj 1au hon va/hodc sif dung liéu cao hon.

- Du phéng loét da day ta trang do NSAID & nhifng bénh nhén cé nguy co (nhi bénh nhdn
trén 65 tudi hogc cd tién si loét da day ta trang) ma can dugc diéu trj NSAID frong thdi
gian dai: ung 15 mg/ngay. NEu diéu tri that bai, cho ding liéu 30 mg/ngay.

- Suy than hodc suy gan:

o Khdng cln chinh liéu & bénh nhén suy than.

e Bénh nhén bj bénh gan viia dén ndng nén dugc theo ddi thudng xuy&n va dugc khuyén céo
giam 50% liéu dung hang ngay.

— Ngudi gia: Do giam dg thanh thai lansoprazol 6 ngudi gia nén diéu chinh liéu c6 thé cin thiét
dua trén yéu cdu clia tiing bénh nhan. Liéu ding hang ngay 30 mg khong nén vugt qué & ngudi
gia trir khi ¢ chi dinh 1am sang bat bude.

CHONG CHI DINH:

— Qué mén v6i bat ky thanh phan nao clia thudc.

— C6 thai 3 thang dau.

— Phéi hop v6i atazanavir.

LUU Y - THAN TRONG:

— Cén loai trir khd ndng cé khéi u da day ac tinh khi digu tri loét da day véi lansoprazol vi
lansoprazol c6 thé che 1&p triéu chitng va lam cham qué trinh chdn dodn.

— Sif dung than trong cho bénh nhén bj rdi loan chiic ndng gan viia va ning.

— Viéc lam gidm acid da day do lansoprazol c6 thé dugc du kién s& lam ting s6 lugng vi khudn
da day thuong co trong dudng tiéu hoa. Viéc diéu tri v6i lansoprazol ¢6 thé 1am ting nhe nguy
cd nhiém khudn dudng tiéu hoa nhu Salmonella va Campylobacter.

— @ nhiing bénh nhan bj loét da day ta trang, kha nang nhiém H.pylori & m6t nguyén nhan gay
bénh cin dugc xem xét.

Néu lansoprazol duoc dung két hop véi khang sinh d€ digu tri diét tri H.pylori thi viéc hudng

ddn sit dung nhiing khang sinh nay nén dugc tuan thil. »
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— Do cdc dif ligu vé tinh an toan cho nhitng b&nh nhdn dugc diéu tri duy tri trong thoi gian dai
hon 1 ndm con han ché, viéc diéu tri cdn dugc xem xét thudng xuyén va nén danh gid giita
nguy cd va loi ich déi vai nhitng bénh nhan nay.

— R4t higm co bdo cao bi viém dai trang G nhitng bénh nhdn dung lansoprazol. Vi vay, trong
truting hop bi tiéu chay nang va/hodc dai ddng, nén xem xét ngung diéu tri.

— Vigc diu tri phong ngtia vim loét da day ta trang cho nhiing b&nh nhan can tiép tuc s dung
NSAID nén dugc han ché& v6i nhitng bénh nhén co nguy co cao:

e trudc dé da bj xudt huyét, thiing hodc loét duting tiéu hoa,

 bénh nhéan cao tudi,

« sit dung dong thdi v6i thudc da dugc bi€t sé lam tdng cac bién cd bat loi 6 dudng tiéu hoa
trén [nhu corticosteroid hay thudc chdng dong],

e su hién dién cua yéu td dong gay bénh nghiém trong,

« sU dung NSAID kéo dai vdi liéu t6i da dudge khuy&n céo.

— Thudc (¢ ché bom proton, dédc biét néu dung v6i liéu cao va trong thdi gian dai (trén 1 ndm), co
thé am tang nhe nguy co bi gdy xuong hdng, xudng cb tay va cot song, chi yéu & ngudi gia
hay nhiing bénh nhan c¢6 cac yéu t6 nguy co dd dudc cong nhdn khdc. Nhitng nghién ciu quan
sat cho thdy thudc Gc chd bom proton c6 thé lam tAng nguy co gay xuong néi chung 13 10 -
40%. Trong mdt s8 trudng hop gia ting nay c6 thé do cac yéu t& nguy co khdc. Bénh nhan co
nguy cd loang xuong nén dugc chiam soc theo hudng dan Iam sang hién hanh va nén dugc sl
dung mot lugng dd vitamin D va calci.

— D2 c6 bdo cao gay giam magnesi huy8t nghiém trong 6 nhiing b&nh nhan dugc diéu tri v6i PPI
nhu pantoprazol trong it nhdt 3 thdng va trong hdu hét cac trudng hop dudgc diéu tri trong 1

ndm. Nhiing biu hién nghiém trong clia gidm magnesi huyét nhu mét moi, co cling cd, mé .

sang, co giat, chong mat va ri loan nhip thit c6 thé xay ra, nhung nhiing ddu hiéu nay ciing
c6 thé bt ddu mot cach am thdm va bj bd qua. G hdu hét nhiing bénh nhan bj 4nh hudng, tinh
trang giam magnesi huyét dugc cai thién sau khi bd sung magnesi va ngung sif dung PPI.
VGi nhitng bénh nhan s& dugc diéu tri kéo dai hodc sl dung PPI véi digoxin hay nhiing thudc c6
thé gdy giam magnesi huyét (nhu thudc Igi tiéu), nén xem xét kiém tra ndng dd magnesi trudc
khi bdt d4u diéu tri véi PPI va kim tra dinh ky trong qua trinh diéu tri.
— Phu nir ¢é thai va cho con bi:
e Phu nii ¢6 thai:
Khong c6 dii liéu lam sang vé st dung lansoprazol cho phy nit ¢ thai. Cac nghién clu trén
dong vat khong cho thdy tac hai truc ti€p hay gian ti€p I&n qua trinh mang thai, su phat
trién phdi/thai, qué trinh sinh né va sy phat trién sau khi sinh.
Do d6, khdng khuy€n cdo sif dung lansoprazol trong sudt thai ky.
e Phu nif cho con bi:
Chua biét lansoprazol cé bai tiét vao sita me hay khéng. Cac nghién clu trén dong vat cho
thdy lansoprazol c6 bai tidt qua sia.
Viéc ti€p tuc/ngung cho con bl hodc ti€p tuc/ngung diéu tri véi lansoprazol nén dugc quyét
dinh theo tinh todn gifia Igi ich cla viéc cho con bl v6i lgi ich cla viéc diéu tri lansoprazol
cho me.
— Tédc dfng cha thudc khi Idi xe va vdn hanh may moc:
C6 thé xdy ra cdc tac dung khong mong mubn clia thuSc nhu hoa mit, chang mit, rdi loan
thi gidc va budn ng. Do d6, khd ndng hoat dong c6 thé bi gidm. Ngudi bénh khéng nén lai
xe hay vdn hanh may maoc.
'
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TAC DUNG PHU:

Thuong gdp, ADR > 1/100

— Thén kinh: Chong mat, dau diu.

— Tiéu hoa: Budn ndn, ndn, tiéu chay, to bon, dau bung, ddy hai, khd miéng hodc cd hong.

— Gan: Tang nong do enzym gan.

— Da va m6 dui da: May day, ngda, ban.

— Toan than: M&t moi

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

— Méu va hé bach huy€t: Gidm tiéu cdu, ting bach cdu ua eosin, gidm bach cu.

— Tam than: TrAm cam.

— Co xuong khép va mé lién k&t: Dau khép, dau co, gay xuong hong, cf tay hodc cot song.

— Toan thén: Phu.

Hiém, 1/10000 < ADR < 1/1000

— M4u va hé bach huy&t: Bénh thiu mau.

— Tam thdn: M4t ngl, &o giac, 10 lan.

— Hé than kinh: Bon chon, chong mat, di cam, budn ngd, run.

— Mat; Roi loan thj giac.

— Tiéu hoa: Viém IuBi, ndm candida thuc quan, viém tuy, rBi loan vi giac.

— Gan: Viém gan, vang da.

— Da va md dudi da: DOm xuat huyét, ban xuat huyét, rung toc, hdng ban da dang, nhay cam véi :
anh sang. M 4

— Thén: Viém than ke.

— Hé sinh san: Ching vi to & nam gidi.

— Toan thin: Sot, ting tiét md hdi, phi mach, biéng &n, bat luc. ‘

R&t hiém, ADR < 1/10000 ’

— Mau va hé bach huyét: M4t bach cdu hat, mat toan thé huyét céu.

— Tiéu hoa: Viém dai trang, viém miéng.

— Da va mb dudi da: Hoi chiing Steven-Johnson, hoai tif biéu bi nhiém doc.

— Toan than: Soc¢ phan vé.

— Khéc: Tdng nong do cholesterol va triglycerid, ha natri huyét.

Théng bao cho bac si nhifng tac dung khéng mong mudn gap phai khi sir dung thuéc pe

TUONG TAC THUBC:

— Atazanavir: Trong mdt nghién ciiu cho thdy sit dung dong thoi lansoprazol (60 mg/ngay) véi
atazanavir 400 mg 6 ngudi tinh nguyén khoe manh lam gidm déng k€ anh huéng cla atazanavir
(gidm khoang 90% AUC va Cmax). Khong nén sii dung dong thdi lansoprazol véi atazanavir.

— Ketoconazol va itraconazol: Acid da day lam tdng su hdp thu ketoconazol va itraconazol tir duding
tieu hoa. Viéc dung déng thai véi lansoprazol ¢ thé lam néng do cla ketoconazol va itraconazol
0 dudi nguéng diéu tri va nén tranh st dung két hop.

— Digoxin: Sif dung dong thi lansoprazol va digoxin c6 thé lam tdng néng do digoxin trong huyét
tuong. Do do, khi bdt ddu va k&t thic diéu trj véi lansoprazol, nén theo ddi ndng do digoxin
trong huyét tuong va diéu chinh liéu digoxin néu can thiét.

— Theophylin: Lansoprazol lam giam nong do theophylin trong huy&t tuong, tit d6 c6 thé 1am gidm
hiéu qud mong mudn trén Iam sang. Cdn than trong khi k&t hop hai thuic nay.

— Tacrolimus: Sit dung déng thoi véi lansoprazol 1am tdng ndng do trong huyét tuong clia
tacrolimus (mot co chat clia CYP3A va P-gp). Téc dong clia lansoprazol lam ting tac dong trung
binh clia tacrolimus Ién d&n 81%. Can theo ddi néng do tacrolimus trong huyét tuong khi bt
d4u hay két thic qua trinh di€u tri ddng thi v6i lansoprazol. w/
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— Cac thudc duge van chuyén bai P-glycoprotein: Da quan sét thdy lansoprazol (ic ché van chuyén
protein, P-glycoprotein (P-gp) in vitro. Mdi lién hé clia tuong tac nay trén lam sang chua dugc
bigt 6.

— Thudc (c ch& CYP2C19 (fluvoxamin): C6 thé xem xét giam liéu khi k&t hop lansoprazol véi chat
(rc ch& CYP2C19 fluvoxamin. Mot nghién ciiu cho thdy ndng do lansoprazol trong huyét tudng
tdng Ién 4 lan.

— Céc thude cam (ng CYP2C19 va CYP3A4: Cac thudc cam Gng enzym &nh hudng dén CYP2C19
va CYP3A4 nhu rifampicin va St Johns wort (Hypericum perforatum) c6 thé lam gidm ro rét
nong do lansoprazol trong huyét tuong.

— Sucralfat/Thudc khang acid: Sucralfat/Thudc khang acid c6 thé 1am gidm sinh khd dung clia
lansoprazol. Do dé, nén udng lansoprazol sau khi udng nhiing thudc nay it nhat 1 gid.

— NSAID: Khong c6 tuong tac déng ké vé mit lam sang clia lansoprazol véi thudc khang viem
khong steroid da dugc ching minh, mdc di chua c6 nghién clu chinh thiic vé tuong téc duoc
thuc hién.

QUA LIEU VA XU TRi:
T4c dong qud liéu cla lansoprazol trén ngudi chua dugc biét d&n (mic du doc tinh c&p dudng nhu
thdp), do do chua co hubng dan xU tri. Tuy nhién, li€u hang ngay I&n d&n 180 mg lansoprazol
dung dudng ubng va 90 mg lansoprazol tiém tinh mach da dugc st dung trong cac tht nghiém ma
khong c6 tic dung khéng mong mubn déng ké.

— Triéu ching: Xem phén Té4c dung khong mong mubn dé biét nhiing triéu chiing c6 thé xay ra
khi bi qué liéu lansoprazol.

— XU tri qud liéu: Trong trudng hop nghi ngd bi qua liéu, bénh nhan nén dudc theo doi.
Lansoprazol khong dugc loai bd dang k& bing phuang phap thdm tach mau. Néu cin, nén lam
rong da day, dung than hoat tinh va diéu tri triéu ching.

TRINH BAY: -‘__-'ﬁ';.-;._.\_
Hop 2 vi x 7 vién nang cling chifa hat bao tan trong rudt. A
Hop 5 vi x 6 vién nang cling chira hat bao tan trong rudt. ;’;'f:j_’.
BAO QUAN: & nhiét do dudi 30°C, ndi kho rdo, tranh nh sang. )

HAN DUNG: 24 thang ké tii ngay san xudt. Khong diing thudc khi qud han sif dung. vy
NGAY XET LAI TO HUGNG DAN SU DUNG:...

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
~_ KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
Nha san xudt: ™

P
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