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|

| Lansoprazole 30 mg (enteric coated pellet)
- Domperidone 10 mg (pellet)

ORAL ROUTE
Box of 3 blisters x 10 hard capsules

.|' COMPOSITION: Lansoprazole (enteric coated pellet) 30 mg ,
Domperidone (pellet) 10 mg and excipients sq.for 1 hard
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y 1 (dang vi hat bao tan trong rut) 30 mg, Domperidon (dang vi hat) 10 mg va céc t4 duoc
gﬁr_n aff _:_/ Dinatri hydrophosphat, Carmellose calci, Hydroxypropyl methylcellulose, Magnesi carbonat,
Acid methagty pei¥mer Type — CL30D, Titan dioxyd, Talc, Dietyl phtalat, Povidon, Sunset Yellow, Alcol

isopropylic, Nuec finh khiét vira dii 1 vién nang cimg..

DANG BAO CHE: Vién nang cirng
QUI CACH PONG GOI: Hop 3 vix 10 vién, hop 10 vi x 10 vién

DUQC LUC HOC: Lansoprazol 1a mét chit tc ché chuyén biét bom proton (H'K") ATPase ciia té bao thanh da day.
Nho vao co ché tic dong trén pha cudi cling cia sy bai tiét, Lansoprazol lam giam sy bai tiét acid bit ké do tac nhan kich
thich nao. Uéng liéu duy nhit mai ngdy 30 mg, Lansoprazol gy trc ché nhanh va hiru hi¢u trén sy bai tiét acid ¢ da day.
Mirc d§ lanh seo ndi soi cia loét ta trang 1a 75% trong 2 tuan 1& va 95% trong 4 tudn &, mirc d6 nay déi voi viem thyc
quan duong tiéu hoa 1a 80% sau 4 tuan 1 diéy tri va 95% sau 8 tudn &, Lanzoprazol c6 hiéu qua trong viéc tiét trir viém
da day do H. Pylori khi ding két hop véi cc thube khéng sinh nhu Amoxicilin, Clarithromycin.

Domperidon la chat déi vén Dopamin, ¢6 déc tinh chéng nén 6i twong tr nhu Metoclopramid, nhung it gay tac dung phu
hdi chimg ngoai thap hon do thuéc khé di qua hang rao méau ndo. Tac dung chéng nén chi yéu do tac dung trén cac thy

DUQC PONG HQC: Lansoprazol dwoc hép thu nhanh, nong do t6i da trung binh dat dugc sau khoang 1,7 gi¢s sau khi
udng. Sinh kha dung tuyét doi trén 80%, khi dung chung v4i thirc #n s& lam giam sinh kha dung cta thue, tuy nhién
khéng lam thay d6i tac dung cta thube, Thoi gian ban thai khoang 1,5 ( + 1,0) gid. Ca nong do t6i da va dién tich dudi

97%. Lanzoprazol dugc chuyén hoa nhiéu & gan nho h¢ enzym Cytochrom P450 thanh hai chét chuyén hoa chinh 1a
Sulfon Lansoprazol va Hydroxy Lansoprazol cé rét it hodc khéng hoat tinh. Khoang 20% thubc dung dugc bai tiét vao
mét va nuée tiéu. Sy thai trir Lansoprazol bj kéo dai hon ¢ ngudi suy gan nang, nhung khong thay dbi & ngudi suy than
ndng.Domperidon dugc hép thu nhanh qua duong tiéu ho & nguoi doi, nf")ng do dinh trong méu dat duoc sau khoang 1
gio. Kha dung sinh hoc duong udng thip chi khoang 15% la do chuyén hoa buéc diu ciia thudc & gan va thanh rugt. Mc
di kha dung sinh hoc cua thude tdng lén rd rét néu udng 90 phat sau khi an, nhung thoi gian dé dat néng d9 dinh thi chim
lai. Sinh kha dung tang theo ty 1¢ thuan sau khi udng liéu tir 10 — 60 mg. Thuéc giin két protein huyét twong cao ( 92 -
93%). Chuyén ho4 nhanh va nhiéu ¢ gan qua sy hydroxyl hod va khir N-alkyl boi hé théng men gan Cytochrom P450,
Nia doi thai trir & ngudi khoé manh khoing 7,5 gitr va kéo dai hon & ngudi suy than ( c6 thé ting dén 20,8 git khi
Creatinin trong mau 16m hon 6 mg/ ml). Khéng ¢6 hién tuong tich luy trong co thé do suy thédn, vi d6 thanh thai cta than
thdp hon nhiéu so véi d6 thanh thai toan phan ctia huyét twong. Domperidon d4o thai theo phén va nuéc tiéu, chu yéu
dui dang chat chuyén hoa: 30% lidu uéng dao thai theo nude tiéu trong 24 gity ( 0,4% la dang nguyén ven); 66% dao thai
theo phén trong vong 4 ngay ( 10% la dang nguyén ven). Domperidon hau nhu khén g qua hang riao méu ndo. Noi vat thi
nghiém cho thay mot lugng thude nho qua nhau thai va ndng d¢ trong sita me bing % nong do trong mau.

CHI PINH DPIEU TRI: PRAZODOM duge chi dinh trong diéu trj

- Viém loét da day, té trang, thuc quan lanh tinh,

- Khé tiéu chirc nang kém trao nguoc da day - thuc quan.

- Hoi chirng Zollinger - Ellison.

LIEU LUQNG VA CACH DUNG

Liéu dimng : Lidu dé nghi dung cho nguwi I6n 1a 1 vién, uéng 1 lan mdi ngay.

- Loét ta trang: Dung trong 4 tuan.

- Loét da day ~ thyc quan: Dung trong 8 tuin.

- Trao nguogc da day — thuc quan : Dung tir 4 - 8 tuin.

- Hoi ching Zollinger Ellison: Khéi ddu uéng 2 vién, 1 Idn mot ngay. Sau do diéu chinh liéu tuy theo s dung nap va
mirc 4§ bénh. Thoi gian diéu tri tily thudc vao dép img bénh ly.

Cdch diing: Udng thubc vao budi sén , trrde khi an,

- Phai nuét ca vién, khéng duoc nhai h%ac nghién vién nang hay hat.

- Déi v6i bénh nhan khé nudt dugc ca vién, c6 thé mé vién nang, d6 thuéc chira trong vién nang vao mot thia nuéc mat
hoa qua va nuét ngay.
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hanh phin nao ciia thudc.
hdng dau. Phu nir dang cho con bu.
thuéc e ché CYP3A4 do kha nidng lam kéo dai QT nhu Ketoconazol, Itraconazol,

- Dung /dor@ it ASi 3

Flucon#zp mﬂ agla Erythromycin, Ciarithromycfn, Amiodaron, Amprenavir, Atazanavir, Fosamprenavir, Indinavir,

Rjtonﬁ\y\'ir,\?a inavir, diltiaz¢m, Verapamil va céc chit chéng nén trc ché thu thé neurokinin -1 & nio.
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- Trong trudng-hop bi6ét da day, phai loai trir kha nang loét da day éc tinh, vi diéu tri v6i Lansoprazol s& khéng c6 dap
{ing va con c6 thé can tré viée chan dodn.
- Déi véi ngudi bi suy than khong cn phai diéu chinh lidu.
- Dung than trong cho ngudi bj suy gan va ngudi cao tudi, vi Domperidon chuyén ho4 manh qua gan.
- Do thudc ¢6 chira Domperidon, can sir dun g thén trong trén nhitng bénh nhan c6 nguy co cao nhu:

+ Bénh nhdn c6 khoang thoi gian dan truyén xung déng tim kéo dai (dic biét 1a khoang QT).

+ Bénh nhén c6 rbi loan dién giai rd rét (ha kali mau, ha magnesi mau).

+ Bénh nhén c6 bénh tim mach (nhu suy tim sung huyét).

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC.

- Lansoprazol dugc chuyén hoa qua hé enzym Cytochrom Pys, , do d6 cén than trong v6i céc bénh nhén dang diéu tri
déng thoi véi nhirng thude ciing chuyén hod qua Cytochrom Pys, ( nhur Phenytoin, Theophyllin va c4c thudc tranh thai
dang ubn g).

- Cdc antacid ( Hydroxid nhém hoac magnesi) c6 thé 1am giam sinh kha dung cua Lansoprazol va Domperidon vi vy
phai ubng cc thude nay cach Lansoprazol it nhat 2 gid.

- Lansoprazol irc ché su tiét acid da day ro rét va kéo dai, vi vay Lansoprazol ¢6 thé anh huéng dén sy hip thu cia mot sb
thudc can méi truong acid ( nhu Ketoconazol, Itraconazol, céc ester Ampicillin, céc mudi sit, Digoxin...).

- Sucralfat 1am chim va giam hdp thu Lansoprazol khoéang 30%.

- Céc thudc khéng cholinergic c6 thé dc ché lam gidm tic dung cia Domperidon. Néu budc phai dung két hop véi cac
thudc nay thi nén ding sau khi da uéng PRAZODOM. _

- Khi két hop ding chung véi céc thudc gy tre ché men CPY3A4 nhu cac thube khang nim Azole, khang sinh Macrolid,
thude e che HIV protease, Nefazodon... ¢6 thé lam ting ndng do Domperidon trong mau.

TRUONG HQP CO THAI VA CHO CON BU
Thudc chéng chi dinh & phu nit c6 thai va cho con bii. Trong truong hop cin dung thuéc thi phai ngung cho con bu.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Can than khi ding thubc cho ngudi lai xe hofic van hanh may méc do thube c6 thé gy it nhidu chong mat.

QUA LIEU VA CACH XU TRi: C4c tridu chirng qué liu Lansoprazol gdm: Ha than nhiét, an thin, co giét, giam tang
50 ho hép. Céc triéu chimg qué liéu Domperidon gom: Choang vang, mat phuong huéng, céc phan {mg ngoai thap. Xir tri:
Rira da ddy, uéng than hoat, diéu tri triéu chimg va hd tro. Khéng c6 thude giai doc dac hiéu, phuong phéap thim tach
khéng loai dwge thude.

TAC DUNG KHONG MONG MUON
- Budn nén, tiéu chay, tdo bon, dau bung.
- Dau day, chéng mét. Tang men gan. L o
- Hiém khi‘bi bubn ngu, roi loan qgoai thap hoa:: di tmg nhu phét ban, ndi mé day. ) 5

- Dung lieu cao kéo dai c6 thé gy tang tiét prolactin trong mau lam vu to, chay sita, rdi loan ki
Domperidon). ) ) by

- Nguy co loan nhip that nghiém trong hoic dot tir do tim mach cao hon & bénh nhéan ding lidu hang ngayfdon hon 30 mg
va bénh nhén trén 60 tudi (do Domperidon).

Thong bdo cho bdc si nhitng tdc dung khong mong mudn gép phai khi sir dung thuéc.
BAO QUAN: Noi nhiét d6 khong qua 30°C, trénh 4nh sang va Am.
HAN DUNG: 24 thang ké tir ngay san xuét.

THUOC NAY CHI DUNG THEO DON CUA THAY THUOC.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST
DE XA TAM TAY CUA TRE EM

NHA SAN XUAT TAI: CONG TY CO PHAN BV PHARMA
Dia chi: Ap 2, X4 Tan Thanh T4y, Huyén Ct Chi, TP. HCM.
Pién thoai: 08 —37950.611 /957 / 994

Fax: 08-37950.614 Email: info@bvpharma.com.vn

PHO CUC TRUONG
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