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Lazocolic

Vién nang cting chua pellet bao tan trong rudt

LANSOPRAZOL 30mg

Vién nang cing chila peflet bao tan treng neit
LANSOPRAZOL 30mg

Lazocolic

Hdp 3 vix 10 vién nang ciing

Thanh phén: M&i vién nang chua

théng tin khac:

Tiéu chudn: TCCS

Lansoprazol (dudi dang pellet 8,5%). e
Chi dinh, chéng chi dinh, cach ding, liéu ding va cdc

Xin doc trong té& hudng dan sir dung bén trong hdp

Bao qudn: Noi khd, trédnh dnh sang, nhiét 46 dudi 30°C

Dé xa tdm tay cla tré em \
Poc ki huéng din sif dung trudc khi ding

CONGTY CP DUCUC TW MEDIPLANTEX

3158 dudmg Gidi Phang, Ha NGi, Viét Nam

SX tal NM DP sé 2: Trung Hau, Tién Phong, Mé Linh, Ha NGi

30 mg
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Lazocolic

Capsule Contains Enteric Coated Pellets

LANSOPRAZOLE 30mg

Box of 3 blister x 10 capsules

Composition: Each capsule contains
Lansoprazole (as pellets 8.5%)

4

ge and other infor
See the leaflet enclosed

Specification: Manufacturer’s

30 mg

Indication, contra- indication, administration,

Storage: Stored in a dry place, protected from light, below 30°C
SOK/Reg.No:......

Keep out of reach of chidren

Read carefully direction before use
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HUONG DAN SU DUNG
LAZOCOLIC

Dang bao ché: Vién nang cimg chira pellet bao tan trong rudt
Thanh phan: Mbi vién nang chira

Lansoprazol (dang pellet 8,5%)........ccccevvirevirnnnn 30,0 mg
(Ta dugc pellet: sucrose, mannitol, carboxymethylcellulose calcium, cethacrylic ccid copolymer
dispersion, HPMC ES, tween 80, PEG 6000)
Dugc luc hoc:
- Lansoprazol 1a din chét benzimidazol c6 tic dung chéng tiét acid da day. Co ché tac dung cua
lansoprazol 1a tic ché bom proton ciia niém mac da day, do d6 lansoprazol dugc ding dé diéu trj chimg
loét da day té trang va diéu trj dai ngdy céc chimg ting tiét dich tiéu hoa bénh 1y.
- Lansoprazol trc ché da day tiét acid co ban va khi bj kich thich do bét ki tic nhén kich thich nao. Mirc
do trc ché tiét acid da day phu thude vao liéu dung va thoi gian diéu tri nhung lansoprazol irc ché tiét acid
tot hon cac chit déi khang thu thé H2.
- Lansoprazol ciing duge ding cho ngudi bj loét da day ta trang do bi nhiém xofn khudn Helicobaeter
pylori khi phéi hgp v6i mot hodc nhiéu thude chéng nhiém khuén. aﬁ?

Dugc dpng hoc: _ /
- Lansoprazol hip thu nhanh qua dudng tiéu hoa, sinh kha dung sinh hoc khoang 80%. Uéng lansoprazol
sau khi An 1am giam ndng do thuc trong méau dén 50%. ¢

- Lansoprazol lién két véi protein huyét tuong khoang 97%. Nong d6 dinh trong huyét tuong dat dugc
khodng 1,7 gidr sau khi ubng.

- Lansoprazol chuyén hoa nhiéu & gan thanh 2 chit chuyén hoa chinh la sulfon lansoprazol va hydroxy W
lansoprazol ¢6 rét it hodc khong con tic dung chdng tiét acid.

- Khodng 20% thuée ding duge bai tiét vio mat va nude tidu. Thoi gian bén thai & ngudi khoe manh
khoang 1,5 gi0, thai trlr lansoprazol bi kéo dai & ngudi bi bénh gan ning nhung khéng thay dbi & ngudi
suy than ning.

Chi dinh:

- Diéu trj viém thuc quén c6 trot loét & ngudi bénh trao nguoc da day- thuc quan.

- Diéu tri loét da day- t trang cAp (do nhiém hofic khong nhidm H.pylori).

- Diéu trj céc ching ting tiét acid bénh ly: hoi chimg Zollinger- Ellison, u da tuyén noi tiét, ting dudng
bao hé théng.

- Diéu tr loét duong tiéu héa do thude chdng viém khong steroid (NSAIDs)

Liéu lwpng va cdch ding:

- Nén ubng thudc vao budi sang trude khi an, khong cin v& hodc nhai vién thubc khi ding

- Viém thyc quan c6 trot loét do trdo nguoe da day thuc quan: Liéu thong thudng & ngudi 16n: 1 vién
/ngay, trong 4-8 tudn. C6 thé ding thém 8 tudn nita néu chua khoi

- Loét da day- ta trang: 1 vién/ngdy trong 4-8 tuan

* C6 thé phdi hop véi mot hodc nhiéu thude chéng nhidm khudn khéc & ngudi loét da day ta trang do H.
pylori nhu sau:

+ 30 mg lansoprazol + 1gam amoxicllin + 500 mg clarithromycin, 2 1dn/ngay, cich nhau 12 gid, trong
10-14 ngay, ubng trudc bira dn

+ 30 mg lansoprazol + 1 gam amoxicillin, diing 3 lan/ngay x 14 ngay. Udng truéc bira in

- Diéu tri ting tiét acid bénh ly:
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+ Liéu thudng dung cho ngudi 1én 1a 60 mg (2 vién), ubng 1 lan/ngay, sau d6 diéu chinh liu theo su
dung nap va tiép tuc diéu tri dén khi dat két qua 1am sang, lidu dung dao dong tir 1-6 vién/ngay (chia 1-2
1an ubng)

- Didu tri loét da day trong khi uéng NSAIDs: 1 vién/ngay, udng trong 8 tuin

- Ngudi suy gan ning: can phai giam lidu. Lidu t&i da 30mg/ngay.

Chéng chi dinh:

- Bénh nhén da biét qua min nghiém trong véi cac thanh phédn ctia thudc. Phan (g qua mén c6 thé bao
gdm phan (mg phan vé, sbc phan vé, phit mach, co tht phé quén, viém than ké cép tinh, va ndi mé day
Canh bdo va than trong:

- Ngudi ¢6 thai va cho con bu

- Thén trong khi diing thuéc cho bénh nhén c6 réi loan chic ndng gan vira va nang.

- Khéong nén ding lansoprazol trong trudng hgp bénh ly 4c tinh dudng tiéu héa vi tic dung ctia thude lam
che Iép tri¢u ching bénh, can tre chin doén.

- Viém thén k& c6 thé xdy ra & bit ky thoi diém nao trong khi diéu tri bing thudc trc ché bom proton va
thuong 14 do mt phan {mg qua min vd can. Ngimg lansoprazol néu viém thin k& cép tinh phat trién.

- Diéu trj biing lansoprazol c6 thé din dén ting nhe nguy co nhiém tring duong tiéu héa nhur Sa!moneQa
va Campylobacter C,
- Néu lansoprazol dugc dung két hop véi thube khang sinh dé didu trj viém loét da day-ta trang do
H.pylori, viéc huéng din sir dung céc thude khéng sinh ciing cin dugce theo di.

- Boi vi dif li¢u an toan han ché & bénh nhan diéu trj duy tri 1au hon 1 nim, dénh gi4 didu trj thuong
xuyén va dénh gi4 rii ro/ lgi ich toan dién cén thudng xuyén duge thuc hién & nhitng bénh nhén nay.

- Rat hiém trudng hop viém dai trang di duoc béo céo & nhitng bénh nhan dung lansoprazol. Vi véy,
trong trudng hop tiéu chdy niing va /hoic kéo dai, nén ngimg diéu tri.

- Viéc str dung lansoprazol dé didu tri loét da diay cho bénh nhan cén uéng thudc NSAID lién luc nén
dugc gidi han & nhitng bénh nhéan c6 nguy co cao: xuat huyét, thing hodc loét duodng tiéu hoa trude do;
tudi cao; ding ddng thoi véi céc thude cb tic dung phu trén dudng tiéu héa (vi du corticoid hozc thube
chdng dong); sur c6 mit ciia mot yéu td gdy bénh nghiém trong; sir dung NSAID kéo dai véi liéu khuyén
cdo tdi da.

- Thiéu magié nghiém trong da duoc bio cdo & nhitng bénh nhan dugc diéu tri bing thudc irc ché bom
proton nhu lansoprazol trong it nhat 3 théng, va trong hiu hét cic truong hop sau mot nim diéu trj. Céc

biéu hién nghiém trong bao gdm mét mdi, con tetany, mé sang, chéng mit, loan nhip tim va co giat. .

Trong hdu hét cdc bénh nhan, giam magié dugc cai thién sau khi thay magié va ngimg sir dung PPL. Déi
v6i bénh nhan s& duge diéu tri kéo dai hodc sir dung ddng thoi PPI véi digoxin hoic céc loai thudc cé thé
gdy ra giam magié huyét (vi du, thudc lgi tiéu), bdc sy c6 thé xem xét theo doi ndng d6 magié trude khi
bit ddu diéu trj PPI va dinh ky trong qua trinh didu tri.

- Thube e ché bom proton (PPI) dic biét néu dung lidu cao va thoi gian dai (khoang hon 1 ndm) c6 thé
lam ting nhe nguy co giy xuong héng, ¢b tay, cot sdng, chu yéu & ngudi cao tudi hodc ¢b cac yéu tb
nguy co khac. Bénh nhan viém khdp, c6 nguy co gy xuong, lodng xuong, tudi cao cin dugc theo doi va
bd sung day du calci va vitamin D

- Lupus ban dé bén cép tinh trén da (SCLE): thudc {rc ché bom proton c6 lién quan dén trudng hop rét
thuomg xuyén cia SCLE. Néu tén thuong xay ra, dic biét 1a & cac khu vuc tiép xtc anh niing cua da, va
néu di kém v6i dau khép, bénh nhan nén tim sy gitp do y té kip thdi va nén xem xét dimg didu tri. SCLE
sau khi diéu tri v6i thube trc ché bom proton c6 thé lam ting nguy co SCLE véi thubc trc ché bom proton
khac.

- Canh bdo lién quan dén thanh phin t& dugc: mannitol ¢6 thé gdy nhudn trang nhe. Thude cé chira
sucrose: bénh nhan mic cdc réi loan di truyén vé dung nap fructose, réi loan hip thu glucose-galactose
hodc thiéu hut enzym sucrose-isomaltase khong nén sir dung thude nay
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Tuong tic vdi cdc thudc khdc va cdc dang twong tdc khdc:

* Thuéc hdp thu phu thuge vao pH da day:

- Atazanavir: lansoprazol 1am giam hap thu déng ké cia atazanavir khi ding ddng thoi; khong nén sir
dung lansoprazol ddng thoi véi atazanavir.

- Ketoconazol va itraconazol: lansoprazol lam giam hip thu cua ketoconazol, itraconazol

- Digoxin: lanzoprazol 1am ting hép thu ctia digoxin khi diing ddng thdi, din dén ndng do digoxin trong
huyét tuong ting 1én. Do d6 cn didu chinh liéu digoxin khi bét ddu va két thiic diéu tri v6i lansoprazol

* Thuée chuyén hod boi cytochrom P450:

Lansoprazol ¢6 thé 1am ting ndng dd trong huyét tuong ciia cac thude dugc chuyén hoa & gan bdi enzym
CYP3A4. Can thin trong khi két hop.

- Theophylin: diing ddng th&i véi lansoprazol ¢6 thé 1am giam ndng do trong huyét tuong cuia theophylin,
tily timg bénh nhan cy thé can hi¢u chinh liéu theophylin khi bit diu hodic khi nging str dung lansoprazgl
dé dam bao ndng do thudc c6 hidu qua lam sang.

- Tacrolimus: diing ddng thdi lansoprazol va tacrolimus 6 thé lam ting ndng d tacrolimus trong mau

* Cdc thuéc khdc:

- Céc thube trc ché CYP2C19 nhur fluvoxamin: 1am ting ndng do trong huyét tuong cua lanzoprazol, do
d6 cn giam liéu khi ding ddng thoi 2 thube nay

- Thudc gdy cam (mg enzym anh huéng dén CYP2C19 va CYP3A4 nhu rifampicin, St John’s wort
(Hypericum perforatum) c6 thé 1am giam ndng dé trong huyét tuong cua lansoprazol

- Khéng thiy c6 anh huéng ldm sing quan trong khi sir dung ddng thdi diazepam, phenytoin,
prednisolon hodc clopidogel véi lansoprazol

- Warfarin: dd c6 béo cdo vé sur gia ting thoi gian prothrombin va INR & nhiing bénh nhin ding dong
thoi wafarin véi lansoprazol, ¢6 thé din dén chay méu bét thudng, cin theo ddi chit ché bénh nhan.

- Sucralfat 1am cham va giam hép thu lansoprazol, vi vdy cin uéng lansoprazol sau it nhét 1 gi& khi diing
thude nay

- Diing ddng thdi lansoprazol véi methotrexat (lidu cao) c6 thé 1am ting ndng dé methotrexate va/hoiic
céc chét chuyén héa clia né trong mau, c6 thé din dén ngd doc methotrexat

Stt dung cho phu ni cé thai va cho con bi:

- Thoi ky mang thai: Cho t6i nay chua c6 céc nghién ctru diy du vé lansoprazol & phu nit mang thai. Céc
nghién ctru trén dong vit khong cho thdy tic hai truc tiép hoic gian tiép lién quan dén viéc mang thai, su
phat trién clia ph6i/bao thai, viéc sinh dé hofic sy phat trién cua tré so sinh. Tuy nhién, khong khuyén céo
str dung lansoprazol cho phuy nif c6 thai.

- Thai ky cho con bi: nghién ciru trén dong vét di cho thdy sy dao thai cua lansoprazol trong sita. Can
can nhéc ¢6 nén tiép tuc/ngimg thude khi cho con bi hoiic tiép tuc/ngimg sir dung thudc dén lgi ich cua
viéc cho con bu va lgi ich/nguy co khi diéu tri bing lansoprazol.

Nguwoi ldi xe va vin hanh mdy méc: Dung thin trong, cdc phan (mg c6 hai ctia thude nhur hoa mét, chéng
mit, r6i loan thj gidc va budn ngt ¢6 thé xay ra.

Tdc dung khong mong mubn ciia thudc: (ADR)

Tén suat xuét hi¢n ADR: thuong gap: (>1/100 dén < 1/10), it gap (>1/1000 dén < 1/100), hiém gdp:
(21/10.000 dén < 1/1000), rdt hiém gdp:(< 1/10.000), khong dwge biét dén (khong thé duge ude tinh tir
céc dir liéu c6 sin):

- Méu va hé bach huyét:

it gap: giam tiéu cdu, giam bach ciu wa acosin, giam bach ciu.

Hiém giip: thiéu mau

Rt hiém giip: mit bach ciu hat, giam huyét cau

- Chuyén héa va dinh dudng:

Khéng dugc biét dén: thiéu magié
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- Tam thén:

it gap: trAm cam va lo 4u

Hiém gip: mit ngu, o gidc, 1a 13n

- Hé than kinh:

Thudng gip: dau diu, chong mit

Hiém gip: bdn chdn, chéng mit, di cam, budn ngu, run
- Mit: hiém gap rdi loan thi gidc

- Hé tiéu hoa:
Thudng gip: budn ndn, tiéu chay, ndn, téo bon, khé tiéu, ddy hoi, dau bung, khd miéng hoic cé‘bgng
Hiém gip: viém ludi, ndm candida thuc quan, viém tuy, rdi loan vi gidc C

Rat hiém gap: viém dai trang, viém miéng
- Hé gan mat:

Thuong gip: ting men gan

Hiém giip: viém gan, vang da

- Da va md duéi da:

Thudng gip: ndi mé day, ngira, phét ban
Hiém giip: chim xuat huyét, ban xuit huyét, rung toc, hdng ban da dang, nhay cam 4nh séng
Rat hiém giip: hdi chimg Stevens-Johnson, hoai tir bidu bi doc

Khéng dugc biét dén: lupus ban dé ban céip tinh trén da (SCLE)

- Co xwong va md lién két:

it gap: Pau khép, dau co, gdy xuong héng, ¢b tay hoic cot sdng

- Than va tiét niéu:

Hiém giip: viém thin k&

- Hé théng sinh san: hiém gip nit héa tuyén vi

- Khac:

Thuong gip: mét moi

it gip: phii né

Hiém gip: sot, phti mach, biéng an, liét duong

Rat hiém giip: séc phan vé, tang cholesterol va triglyceride, ha natri mau

T kang bdo ngay cho thiy thudc nhitng tic dung khong mong mubn gdp phii trong khi sir dung thuic
Quid lidu va xir tri:

- Nhitng anh huéng do qué liéu Ianzoprazol & ngudi chua duge biét dén, cac triéu chimg ¢6 thé cé do qu
liéu xem muc Téc dung khong mong mubn. l::c
- Xur tn trong trudng hop nghi ngd qué lidu, cin theo dai bénh nhan. Khong c6 chét giai doc dic hlf;l.l*
Néu can thiét: lam sach da day, dung than hoat va diéu trj triéu chimg. Phuong phép thim tach khong loa?'
duoc thude.

Quy cdch dong goi: Vi 10 vién, hop 3 vi (nhdm/nhom)
Bdo qudn: Noi kho, tranh dnh sang, nhiét do duéi 30°C
Han diing: 36 thang ké tir ngdy san xuft

Tiéu chudn dp dung: TCCS

ch kj huéng din trude khi si dgm Tua.cyc TRUBNG

Néu cin thém thong tin xin héi y kién tkdy thubc P.TRUGNG PHONG

N Yi Mink Hing
Nha sdan xudt: Cong ty CP Dugc TW MEDIPLANTEX

Tru sd: 358 Giai Phong- Phuong Liét- Thanh Xuan- Ha Noi

San xut tai: Trung Héu - Tién Phong - Mé Linh - Ha Noi



