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mmmm Storage: Store in dry place, avoid sunlight, at room temperature,
Lansop %ggm (below 30°C). '{,
Domperidone Maleate ........... mg Use only as prescribed by your physicians '
Excipients q.s one capsule. Keep out of mach of children 1]
Indications, Contraindications, Adverse reactions, Do not use after the expiry date \
Precaution, Dosage & administration, Drug Interaction:  Read the package insert carefully before use
Please read the package insert inside. For further information, do not hesitate to ask your physiciana
s W opnine
SIS, Box of 3 biisters x 10 capsules
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'® Lot 81, Swrent 3, Tan Tao industrial Park SIS0 Ot 2008
S P WL Db Tun Dist, Ho Chi Minh Cly, Vietnam, #1800 14001 2004

mmu:smmmmm Béo qudn: Noi khd thodng, rinh dnh sding, nhiét 66 phong

LANSOPIAZO ......ooocoecvveerrs s 30,00 mg {dhr&ri 30°C).

Domperidon maleat 10,00 mg Thube ndy chi diing theo don cia bic s§

Té dugrc vira 40 1 vién nang cimg. Dé xa thm tay tré em

Chi dnh, chéng chi djnh, twong tic thubc, Thin trong, Khéng ding thubc qui thiri hen sir dyng

tbu ding cich ding, the dyng phy: Xam trén t& hudmg Boe kj huéng diin sl dyng trude khi ding

dlin sir dung Ciin thém théng tin xin hél § kién cia béc s§
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RX - Thuéc bén theo don 2
HUONG DAN SU’ DUNG THUOC

LOMERATE
THANH PHAN
M&i vién nang cirng chira vi nang tan trong ruét chira:
— Hoat chét: Lansoprazol : 30,00 mg

Domperidon maleat : 10,00 mg
(twong dwong voi 7,86mg domperidone)
- Ta dwogc vira di 1 vién: Pwéng Saccrose; Natri starch glycolat; Natri lauryl sulphat;
Povidone K30; Hypromellose phthalat 50; Hypromellose 603; Mannitol; Diacetylated
monoglycerid; Talc; Alcohol 96% Nwérc tinh khiét; Aceton.
DUQC LIC HQC

Lansoprazol la chat thuéc nhém cac hop chat chéng tiét thé hé méi thay thé
benzimidazoles, cé tac dung ngan chan tiét acid da day bang cach (rc ché d3c hiéu hé
théng enzym H'/K* ATPase tai mat tiét cla té bao thanh da day. Hé théng enzym nay
dwoc coi la may bom (proton) axit bén trong té bao dinh. Do dé, Lansoprazol dugc
xem la mdt chét (e ché bom acid da day, né ngén chin bwéc cubi cing clia san xuét
axit. Khd ndng nay phu thudc vao lidu lwgng va dan dén (e ché tiét acid da day co ban
va (rc ché tiét acid kich thich bat ké do tac nhan kich thich nao. Lansoprazol khéng thé
hién hoat ddng khang cholinergic hodc chat déi khang histamine tuyt 2.

Tac dung khang tiét: Sau khi uéng, lansoprazol lam gidm dang ké Iwgng axit tiét ra
tlr da day va tang dang ké dd pH trung binh trong da day. Lansoprazol ciing gidm déng
k& san lwgng axit san sinh ra trong bira &n. Lansoprazol cling (rc ché sy gia ting ndng
dd axit va lwgng axit tao b&i insulin. V/

Sau khi dung lidu kh&i ddu, sy tang pH da day xuét hién trong vong 1 — 2 gio» véi
lidu 30 mg lansoprazol va 2 — 3 gi& VOi lidu 15 mg lansoprazol. Sau khi ding
lansoprazol da lidu trong ngay, ting pH da day da xuét hién trong vong 1 gi¢ sau liéu
dAu tién véi 30 mg lansoprazol va trong vong 1 — 2 gi¢ sau khi dlung thubc vai ligu 15

mg lansoprazol. Sy chan tiét acid cia lansoprazol lam téing cwéng higu lyc cia khang .{"
sinh diét Helicobacter pylori (H. pylori). o
Domperidon la thubc d6i khang dopamine véi hoat tinh twong tw nhw cua ﬁ’

metoclopramide. N6 dwgc st dung nhw [a mét thubc chéng nén dé diéu tri tam thoi
chirng budn ndn va nén mira do nhiéu nguyén nhan khac nhau. Domperidon khdng
thich hgp cho chirng budn nén va nén man tinh, khéng dung dé diéu tri dw phong cho
chirng nén mira sau phau thuat.

Domperidon con dugc str dung trong diéu tri dw phong chirng kho tiéu, bénh liét
rudt do hwr day than kinh phé vj (do c4c bién chirng clia bénh tiéu dwong).

DU'Q'C PONG HQC

Lansoprazol dugc hap thu nhanh sau khi ubng. Néng d6 dinh huyét tvong dat
dwoc sau khodng 1,5 gi¢r. Kha dyng sinh hoc tuyét dbi dat hon 80% hoéc nhiéu hon
ngay ci véi lidu ddu tién. Lansoprazol chuyén héa chi yéu & gan, béi isoenzym
CYP2C19 cytochrome P450 d& tao thanh 5-hydroxyl-lansoprazol va CYP3A tao thanh
lansoprazol sulfone. Chét chuyén héa duoc bai tiét chli yéu trong phén qua dudng
mat, chi 15 — 30% cua liéu thubc duoc bai tiét qua nudc tiéu. Thoi gian ban hly trong
huyét twong khodng 1 — 2 gi¢, nhung thoi gian tac dung lau hon. Khoang 97%
Lansoprazol lién két véi protein huyét twong. Hé sb thanh thdi giam & nhirng bénh
nhan cao tudi va ngudi mac bénh gan.

Sinh kha dung ciia domperidon chi khoang 15%, didu nay cé thé tang 1én khi
domperidon duwgc udng sau bira n. Sinh kha dung thdp do domperidon di qua gan va
qua trinh trao d8i chAt & dwéng rudt. Néng d dinh trong huyét trong dat dugc 30 pht
sau khi udng.
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Hon 90% Domperidon lién két v&i protein huyét twong, chu ky ban huy khoang 7,5
gitr. Khoding 30% cua liéu ubng duoc bai tiét trong nuéc tiéu trong ., 24_qgi& chil

dwoc tiét vao sfra me, véi ndng dd khodng mét phén tw so voi e
thanh ngwdi me.

CHI BINH
— Pidu tri viém loét thyc quan do trao nguoc.
— Diéu tri dai han cho bénh nhan viém thyc quan da chira lanh @& phong ngira tai
phat.
- Diéu trj triéu chirng bénh trao ngwoc da day — thire quan.
— Phéi hgp v&i phac dd khang khudn thich hop dé didu tri tiét can H.pylory va bénh
loét ta trang, lam giam nguy co tai phat.
— Chira lanh loét da day do dung thubc khang viém khéng steroid.
— Phong ngtra loét da day va loét ta trang do dung thudc khang viém khéng steroid &
bénh nhan c6 nguy co cao.
— Kiém soat budn nén va nén c6 ngudn géc thdn kinh trung wong va than kinh ngoai
bién. Chéng nén & bénh nhan dung thuéc kim ham té bao va tri liéu bing phéng xa.
Lam dé dang cho kiém tra X-quang 6ng tiéu héa bén trén.
— Diéu tri hoi chirng Zollinger Ellinson.

LIEU LUQNG VA CACH DUNG

Cach dung
— Nén nudt nguyén vién thubc véi mét it nwéc va udng trede khi &n it nhat 30 phat,
néu khé nudt thi thdo vién nang ra va ubng cac vi hat, khéng nhai hay nghién nat vi
hat.
— Thei gian dung kéo dai khdng qua 8 tuln, vi cé thé gap khéi u carcinoid khi ding
kéo dai.

Lidu ding

Ngwoi I&n va tré em trén 12 tudi

Bénh trao ngugc da day — thuc quan
— Pidu trji viém loét thirc quan do trao ngugc: Ubng 1an 1 vién, 1 1an/ngay trong 4
tudn. Néu chwa khéi han, ubéng thém 4 tudn nira.
— Pidu trj dai han cho bénh nhan viém thyc quan da chira lanh @& phong ngtra tai
phat: Uéng 1&n 1 vién, 1 1an/ngay.
— Pidu trj triéu chirng bénh trao nguoc da day - thie quan: Ubng ngay 1 vién.
— Phéi hgp voi phac dd khang khudn thich hgp dé didu tri tiét can H.pylory va bénh
loét ta trang, lam gidm nguy co tai phat: Lansoprazol 30 mg, Amoxicillin 1 g, hoédc
Clarithromycin 500 mg, va Tinidazol tit ca dwgc dung 2 1An/ngay trong 10 ngay.

Bénh nhén cén diéu trj bdng thubc khéng viém khéng steroid lién tuc
— Chira lanh loét da day do dung thubc khang viém khong steroid: Lidu théng thwéng
uéng Ian 1 vién, 1 1An/ngay trong 4 - 8 tuan.
— Phong ngtra loét da day va loét ta trang do dung thuéc khang viém khong steroid &
bé&nh nhan c6 nguy co cao: Ubng 1&n 1 vién, 1 1an/ngay.

Diéu trj hdi ching Zollinger Ellinson
— Lidu kh&i diu khuyén cao: Ubng Ian 1 vién, 1 1An/ngay. Sau d6 diéu chinh liéu tuy
theo dap tng cla tirng bénh nhan. Céc d liéu Idm sang cho thdy phén I6n bénh nhan
duwoc kidm soat véi lidu tir 80 — 160 mg/ngay. Khi liéu hang ngay I&n hon 80 mg, nén
chia liéu dung thanh 2 lan/ngay.

Ly S22 i
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Ngwi ton thwong chire ndng than
— Khéng can diéu chinh lidu. Do it kinh nghiém vé viéc dung thubc & bénh_nhan
than nén than trong khi diing & nhitng bénh nhan nay. o

Ngwei tdn thwong chire ning gan Ay
- Khéng cén diéu chinh lidu & nhixng bénh nhan tdn thwong gan j‘/ﬂ '
dén trung binh. O bénh nhan suy gan ning khong nén dung qué liéy
lansoprazol.

Khé tiéu — diy hoi
— M&i ngay 1 vién, dung 1 — 2 tuln.

CHONG CHI BINH
— O nhirng bénh nhan nhay cdm véi bat ct thanh phan nao clia thubc hay din xuét
Benzimidazol va véi Domperidon.
- Phy n(¥ c6 thai 3 thang dau.

THAN TRONG
— Khi nghi ng¢ hoéc bj loét da day, nén loai trir khd ndng bénh ly 4c tinh, vi diéu tri
bdng Lansoprazol c6 thé lam gidm triéu chirng va lam cham tré viéc chdn doan.
~ Tinh an toan va hiéu qua cua thubc & tré em dwéi 12 tudi chua dwoc chirng minh.

Phu ni¥ c6 thai va cho con bu
~ Phuy nir c6 thai: Chua c6 du dir liéu Iam sang vé viéc dung lansoprazol trén phy ne
c6 thai. Nén than trong khi ké toa cho phu nt¥ cé thai.
- Phu nt nudi con bu: Chua biét lansoprazol c6 tiét ra sira me hay khéng. Khéng c6
nghién ctru nao trén phy ni* cho con bi duwec thwe hién. Vi vay, khéng nén ding
lansoprazol trong khi cho con bu.

Ngwi didu khién xe may W

Bénh nhan néu gap chong mét hodc cac réi loan khac vé& thin kinh trung wong, bao

gdm vé thij giac, thi khdng nén lai xe hodc van hanh may méc.

TUONG TAC THUOC

Vé&i Lansoprazol
~ Lansoprazol chuyén héa qua hé cytochrom P450, dic biét qua cac isoenzym
CYP3A va CYP,Cyg. Céc nghién clru cho théy lansoprazol khéng cé twong tac ro rét vé
lam sang v&i cac thubc khac qua hé cytochrom P450, nhw véi warfarin, antipyrin,
indomethacin, ibuprofen, phenytoin, propranolol, prodwison, diazepam & nguw&i khée
manh.
- Phéi hop lansoprazol véi sucralfat [am gidm hép thu va gidm sinh kha dung cla
lansoprazol khodng 30%. Vi vay, cin ubng lansoprazol it nhat 30 phut trwéc sucralfat.
Trong th& nghiém Iam sang, thuéc khang acid cé dung cling nang lansoprazol gidi
phong cham, khdng thy c6 twong tac.

Lansoprazol gy (¢ ché manh va kéo dai sy tiét axit da day, vi vay vé ly thuyét, c6

kha néng lansoprazol c6 thé twong tac v&i sy hép thu cac thubc néu pH da day la yéu
té quyét dinh quan trong vé sinh kha dung (vi dy ketoconazole, ester clia ampicillin,
mubi sét, digoxin).
— Mot sb bao cao vé viéc thay ddi thoi gian prothrombin da dwgc ghi nhan & mét vai
bénh nhan dung ddng th&i warfarin va lansoprazol. Téng INR va th&i gian prothrombin
c6 thé dan dén xuht huyét bat thwong, cé thé tir vong. Bénh nhan dung ddng thoi
thudc trc ché bom proton va warfarin can phai theo déi mirc dd tang INR va thdi gian
prothrombin.
- Dung ddng thoi lansoprazol 30 mg va diazepam, dan xuét clia CYP2C19, c6 thé
lam gidm dén 45% murc o thanh thai clia diazepam.
— Dung ddng thei thubc ngira thai uéng, diazepam, phenytoin, or quinidin khdng lam
thay ddi biéu dd dwgc ddng hoc clia lansoprazol.

L G () T AT
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dong hoc ciia lansoprazol hay nhirng thuéc khang viém khéng steroid
Vé&i Domperidon

- Thubc khang axit va thubc chéng tiét 1dam gidm sinh kha du
domperidon. C&n uéng nhirng thubc ndy sau bira &n (chi khéng phai t 2
tire 1a khéng dwoc diing cung lic véi domperidon. Lam gidm d6 axit clia da 3y a:
gidm hép thu domperidon. Sinh kha dyng khi uéng domperidon sé& gidm khi tredc dé
uéng cimetidin hodc natri bicarbonat. Con dudng chuy&n héa ciia domperidon & qua
CYP3A4. D liéu in vitro cho thdy phéi hop véi cac thubce trc ché r6 rét enzym nay sé
lam tang ndng d6 clia domperidon.

TAC DUNG NGOAI Y
- Tiéu héa: Budn nén, ndn, tiéu chay, tdo bon, dau bung, khé miéng, viém hiu, bAt
thwéng vé vj giac. C6 thé géip viém rudt, sé thuyén gidm khi ngirng thuébc.
— Thén kinh: Nhirc du, chéng mat, budn ngli, méat ngd, run.
- Da: Phat ban, may day, ngtra, rung téc trong mét sb trudrng hop.
— Phan (*ng gan: C6 thé ting enzym gan.
~ Huyét hoc: Giam tiéu cdu, thiéu mau, gidm bach ciu, gidm bach ciu trung tinh,
gidm bach cdu a eosin (hiém).
— Cac phan &ng khac: Mét, sét, dau khop, va to & nam gidi, chay sia (hiém), nhin
mé trong mét vai trwdng hep.
~ Khéng dung thubc khi cb rc réi nhe vé 6ng tiéu héa nhw kho tiéu do than kinh.
Trwéc khi dung thude, cén loai trir kha niing 4c tinh cla loét da day hodc bénh 4c tinh
cta thyc quan, vi rang thudc nay c6 thé cai thién cac triéu chirng loét 4c tinh va nhw
vay c6 thé 1am cham tré sy chudn doan ung thw.

Théng bao cho bac sy nhirg tac dung khéng mong muén gap phai khi st

dung thuéc.

QUA LIEU/GIAI BOC
— CAc triéu chirng qué lidu c6 thé gdm choang vang, mét phwong hwdng va cac phan
(rng ngoai thap, dic biét & tré em. Thubc khang cholinergic, thubc chéng Parkinson,
thudc chong histamin véi cac tinh chat khang histamin c6 thé gitp ich d& kiém soat cac
phén (*ng ngoai thap. Khdng c6 thubc chéng ddc dic hiéu véi domperidon, nhung khi
gép qua lidu, c6 thé c6 ich néu giai doc bing rira da day va ubng than hoat. Ciing cin
didu tri triéu chirng va diéu trj hd tro.
~ Ubng lansoprazol véi cac liéu téi 5000 mg/ngay trén chudt cdng (khodng 1300 14n
lidu khuyén cao trén ngudi, dya vao khéi lwgng co thé) va trén chudt nhat (gép
khodng 675,7 14n lidu khuyén céo trén nguwoi, dea vao khéi lwgng co thé) khéng gay
chét chudt hodc c6 d4u hiéu 1am sang nao.
- Lansoprazol khéng kéo dwoc khéi tudn hoan bang thdm tach loc mau. Trong mét
treong hgp qua lidu, bénh nhan da dung 600 mg lansoprazol ma khdng gép phan &ng
¢6 hai.

BAO QUAN: Noi khd thoang, tranh anh sang, nhiét do phong(duéi 30°C).

HAN DUNG: 36 thang ké tir ngay san xuét.

DONG GOI: Hop 3 vi x 10 vién nang clng.

TIEU CHUAN CHAT LU'QNG: Tiéu chudn nha san xuét.
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PE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO BPON CUA BAC Si
POC KY HPONG DAN S’ DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

TEN VA DJA CHI NHA SAN XUAT

CONG TY CO PHAN SPM (SPM CORPORATION)

r{ \ www.spm.com.vn

sPmMm L0651, Dudngsbd 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
DT: (08) 37507496 - Fax: (08) 38771010

Tp. HCM, ngay 06 thang 11 nam 2012
Téng Giam Déc
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