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Doc ky hudng din sir dung trudc khi dung
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo sw ké don ciia thay thuéc

SOUZAL

(Vién nén bao phim tan trong ru¢t Rabeprazol natri 20 mg)

THANH PHAN:

MJi vién nén bao phim tan trong rudt chira:

Rabeprazol natri v.ccoeeeeeeneineninennn. 20 mg

Ta  dugc:  Mannitol,  crospovidon, magnesi stearat, natri  lauryl  sulfat,

hydroxypropylmethylcellulose, eudragit L100, talc, titan dioxyd, polyethylen glycol 6000, mau
oxyd sat vang.

Pac tinh dugc luc hoc:

Rabeprazol thugc nhom cac chat chdng tiét (cac chét tc ché bom proton benzimidazol thay thé)
khong biéu hién dac tinh d6i khang thy thé histamin Ha hodc khang tiét acetylchohn nhung ngan
su tiét dich vi bang cach wrc ché H*/ K*ATPase da day o bé mat tict cua cac té bao thanh da day
Do enzym nay duoc xem nhu 1a bom acid (proton) nam trong t& bao thanh, nén rabeprazol co
dic tinh nhu 13 chat Trc ché bom proton da day. Rabeprazol ngin chin giai doan cudi cua su tiét
dich vi. Trong cac té bao thanh da day, rabeprazol nhén thém mdt proton, tich lily va bi bién dbi
thanh sulfenamid c6 hoat tinh.

Pac tinh dwgc dong hoc:

Hdp thu:

Kha dung sinh hoc tuyét d6i cua dang vién nén rabeprazol uong 20 mg (so voi khi dung duong
tiém tinh mach) la xap xi 52%. Khi rabeprazol dugc dung cung v6i bita an c6 nhiéu chit béo,
Tmax bi thay d6i va co thé 1am cham su hap thu 1én dén 4 gio hodc 1au hon. Tuy nhién, Crmax Va
mirc d6 hap thu cua rabeprazol (AUC) thay doi khong dang ké. Vi vay, rabeprazol co thé dugc
ding ma khong can quan tAm dén thoi gian an.

Phan bé:

Rabeprazol lién két véi protein huyét tuong 1a 96,3%.

Chuyén hoa:

Rabeprazol duoc chuyén héa manh. Thioether va sulphon 1a nhimng chat chuyén hoa chu yéu
dugc tim thay trong huyét tuong nguoi. Nhitng chat chuyén hoa nay khong co hoat tinh khang
tlet dang ké. Cac nghién ctru in vitro chimg minh rang rabeprazol dugc chuyén héa & gan chii
yéu boi cytochrom P450 3A (CYP3A) thanh chét chuyén hoa sulphon va cytochrom P450 2C19
(CYP2C19) thanh rabeprazol khir methyl.

Thai tru:

Sau khi uong lidu duy nhat 20 mg rabeprazol ¢6 gan déng vi phong xa 4C, khoang 90% thude
duoc thai vao nudc tiéu, chu yéu la acid thioether carboxylic, glucuronid cta n6 va céc chét
chuyén héa acid mercapturic. Phan con lai dugc tim thay trong phan. Tong s6 hoat tinh phong xa
dugc tim thay 14 99,8%. Khong tim thay dang rabeprazol chua bién doi trong nudc tiéu hay trong
phan.

CHI PINH:

Loét t4 trang tién trién, loét da day lanh tinh tién trién.

Tri¢u ching &n mon hodc loét do trao ngugc da day -thuc quan.

Diéu tri triéu ching cua trao nguoc da day - thuc quan tir vira dén rat nang.

Hoi ching Zollinger-Ellison.

Két hop voi phac d6 khang khuan thich hop dé diét trir Helicobacter pylori ¢ bénh nhan bj loét
duong tiéu hoa.

LIEU DUNG - CACH DUNG:
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Loét ta trang tién trién, loét dg day lanh tinh tién trién:

Lleu khuyen nghi: 20 mg x 1 lan/ ngay vao budi séng.

D01 vGi bénh nhén bi loét ta trang tién trlen khong lanh bénh sau 4 tuan, Mot vai bénh nhan co
the can thém mot dot didu tri nita dé lanh vét loét.

béi véi bénh nhén bi loét da day lanh tinh vtlen tr1e’n khong lanh bénh sau 6 tudn, Mot vai bénh
nhan c6 thé can thém mot dot di€u tri nira d€ lanh veét loét.

Triéu chitng an mon hodc loét do trao ngugc da day - thuc quan:

20 mg x 1 lan/ ngay trong 4 - 8 tuan.

Diéu tri trigu ching ciia trao nguwoc da day - thuc quan tir vira dén rat nang:

10 mg x 1 lan/ ngay ¢ nhiing bénh nhan ma khéng c6 viém thuc quan. Néu khong duoc kiém
soat triéu chung da dat duoc trong thoi gian bdn tuan, bénh nhan can duoc tiép tuc theo dai. Khi
da diéu tri hét triéu chung bénh, sau d6 kiém soét triéu ching bang céch sir dung mot ché do theo
yéu cau 10 mg x 1 lan/ ngay khi can thiét.

Hgi ching Zollinger-Ellison:

Nguoi 16n: Liéu khai dau khuyén cao la 60 mg x 1 lan/ ngay. Liéu dung co thé tang liéu 1&n 120
mg/ ngay, chia lam 2 lan dya trén nhu Cau cua bénh nhan. Liéu duy nhat mdi ngay c6 thé Ién dén
100 mg/ ngay. Viéc diéu tri nén t!ep tuc néu c6 chi dinh 1am sang.

Két hop véi phdc do khang khudn thich hop dé diét trir Helicobacter pylori ¢ bénh nhan b; loét
duwong tiéu héa:

Dung rabeprazol ph01 hop véi khéng sinh dé diét Helicobacter pylori. Su két hop sau day duoc
dua ra trong 7 ngay duogc khuyen khich: 20 mg x 2 1an/ ngay + clarithromycin 500 mg x 2 lan/
ngay + amoxicillin | g x 2 1an/ ngay.

Vién nén bao phim tan trong ru¢t SOUZAL nén dugc nudt nguyén vién. Khong duoc nhai,
nghién hodc bé vién thudc. Thude co thé duge dung kém hoidc khong kém véi thire an.

CHONG CHI DINH:
Rabeprazol chdng chi dinh ¢ nhitng bénh nhan da biét qua min cam vé&i rabeprazol, cac
benzimidazol thay thé hoidc bat ky thanh phan nao cua thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

bép tng tricu chung khi diéu tri véi rabeprazol khong loai trir dugc su hi¢n di¢n khédi u da day
ac tinh.

Pé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Rabeprazol duoc chuyén hoa boi h¢ enzym chuyén hoa thudc P450 (CYP450). Cac nghién ciru
trén nhung nguoi khoe manh cho rang rabeprazol khong c6 su mong tac dang ké trén 1am sang
v6i cac thude khac duoe chuyén hoa bai hé CYP450, nhu warfarin va theophyllin dung liu udng
duy nhat, diazepam tiém tinh mach don liéu va phenytoin ding duong tiém tinh mach don liéu
(v6i lidu uéng b sung).

Su twong tac & tinh trang 6n dinh cta rabeprazol véi cac thudc khac duoc chuyén hoa boi hé
enzym nay chua duge nghién ctru trén bénh nhan.

Rabeprazol gay trc ché sy tiét dich vi lién tuc. C6 thé xay ra sy twong tac voi cac chat ma sy hap
thu thudc phu thudc vao pH da day do cudng do tc ché tiét acid cta rabeprazol. Vi du: ¢ nhimg
ngudi binh thudng, dung dong thoi rabeprazol 20 mg mot 1an mdi ngay lam _giam xap xi 30%
kha dyng sinh hoc cua ketoconazol va lam tang AUC va Cmax cua digoxin lan lugt la 19% va
29%. Vi viy, can phai theo doi bénh nhéan khi nhiing thuéc nhu thé dugc ding dong thoi véi
rabeprazol.

SU'DUNG CHO PHU NU' CO THAI VA CHO CONBU: ,

Sur dung cho phu nir co thai: Chua cé nhitng nghién ctru dugc kiém soat tot va thich hop cho phu
nit mang thai. Bdi vi cac nghién ctru vé sy sinh san trén stc vat khong ludn ludn du doan dung
cac dap tng cho ngudi. Vi vay, chi nén dung thudc nay trong thai ky néu that sy can thiét.
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Sir dung cho phu nit cho con bii: Do nhiéu thuéc bai tiét vao sita va do kha ning co cac phan tng
phu trén tré so sinh bl me tir rabeprazol, quyet dinh nén ngung thudc hodc ngung cho con bu,
phai tinh dén tim quan trong ctia thude ddi voi ngudi me.

TAC DUNG KHONG MONG MUON:

Trong cac nghién cuu ngan han va lau dai, cac tac dung khong mong mudn sau day, khong ké
dén nguyén nhan, da dugc bao cao ¢ nhitng bénh nhén diéu trj voi rabeprazol.

Toan than: Suy nhuoc, sot, phan ung di ing, 6n lanh, kho chiu, dau nguc dudi xuong tic, cliing
cd, phan tng nhay cam anh sang.

Hé tim mach: Cao huyét ap, dién tdm do bat thuong, dau nira dau, ngat, dau thit nguc, hdi hop,
nhip xoang tim chdm, nhip tim nhanh. .

He¢ tiéu hoa: Tiéu chay, budn ndn, dau bung, non mua, kho ti€u, day hoi, tdo bon, khdé miéng, ¢
hoi, viém da day rudt, xuat huyét truc trang, dai tién mau den, chan an, loét miéng, viém miéng,
khé nudt, viém loi, viém tai mat, tang su thém an, viém két trang, viém thyc quan, viém ludi,
viém tuy, viém truc tréng

Hé néi tiét: Cudng giap, nhuge glap

Hé mau va bach huyét: Thiéu mau, mang bam, bénh hach bach huyet

Réi loan chuyén héa va dinh dwedng: Phu ngoai bién, ting can, mat nudc, giam can.

He co - xuwong: Pau co, viém khdp, vop bé chan, bénh khop, viém tai thanh mac.

Hé than kinh: Mat ngu, lo au, chong mdt, suy nhugc, cang thang, budn ngu tang truong luc, dau
than kinh, hoa mét, co giat, giam kha nang tinh duc, bénh than kinh, di cam, run.

Hé hé hap: Kho tha, hen, chiay mau cam, viém thanh quan, nic cut, ting thong khi.

Da va cdc phan phu: Néi ban, ngira, toat mo hoi, may day, ching rung 16ng toc.

Cdc gidc quan ddc biét: Puc thuy tinh thé, giam thi luc, ting nhan ap, khé mat, thi giac bat
thu’(‘mg, u tai, viém tai gitra.

Hé niéu - duc: Viém bang quang, tiéu nhat, thong kinh, kho tléu xuat huyét tir cung, da niéu.

Cdc gia tri xét nghiém: Nhiing thay d6i sau trong cac thong s6 xét nghlem da duoc bao cao nhu
nhitng tac dyng khong mong muon: Bét thuong tiéu cu, albumin niéu, creatin phosphoklnaz
tang, hong cau bat thuong, tang cholesterol huyét, tang duong huyet tang lipid huyét, giam kali
huyet giam natri huyét, ting bach cau, xét nghiém chirc ning gan bat thuong, SGPT ting, nudc
tiéu bat thudng.

Diéu tri phéi hop véi amoxicillin va clarithromycin: Trong cac thir nghiém lam sang diéu tri phdi
hO’p rabeprazol v61 amoxicillin va clarlthromycm (RAC), khong thay c6 tac dung khong mong
mubn nao do sy phdi hop thube gy ra. Khong thdy c6 nhitng bat thuong xét nghiém dang ké
trén 1am sang do boi sy phdi hop thude.

Théng bdo cho thdy thudc cdc tac dung khéng mong mudn gdp phdi khi sit dung thudc

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thén trong khi 1ai xe va van hanh mdy moc nguy hi€ém vi kha nang budn ngu, chong mit... ¢6
thé xay ra.

QUA LIEU - XU TRI: ,

Chua c6 kinh nghiém qua lidu vé6i rabeprazol. Chua c6 thudc giai doc dic hiéu cho rabeprazol.
Rabeprazol lién két manh véi protein va khong d& dang bi tham tach. Trong truong hop qua liéu,
nén diéu tri triéu chimg va hd tro.

PONG GOI: Hop 4 vix 7 vién.
Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.
BAO QUAN Noi kho rdo, tranh anh sang, nhiét 4o khong qua 30°C.
TIEU CHUAN CHAT LUGN G: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuat.

Séan xuat tai:
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CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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