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R¢ Thuéc ban theo don 3 x 10 vién nén

GASTECH 20

Vién nén Rabeprazol Natri 20mg

Thanh phén : San xuét béi:
M&i vién nén bao tan trong nuGt chira : Acme Formulation Pvt. Ltd.
Rabeprazol natri 20mg - Ropar Road, Nalagarh,

Dist : Solan. H.P. 174101. An D0
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tin khdc: xem trong phin hudmg din sir dyung e xa tam tay tré em S&ISX -
thudc kém theo :

: J— . . Nha nhp khiu: NSX + ddimmlyy
Bio quin: Koi khd mét, trinh dnh 8dng,& nhiét 5 duwod 30°C HD : ddimmiyy

Batch No. :




GASTECH 20

Thanh phiin:

M05i vién nén bao tan trong rudt chira:

Hoat chat: Rabeprazol natri .......... 20 mg

Ta duoc. Mannitol (DC Grade), light magnesi oxit, L-substituted hydroxy propyl cellulose (LH-
11}, crospovidon, croscarmellose natri, colloidal silica khan, magnesi stearat, wincoate WT TR
5003 Clear transparent, wincoat WT N 1122-Yellow

Dwoge dong hoc:

Hdp thu: Sau khi udng lidu 20mg, rabeprazol duge hip thu va c6 thé duge tim thay trong huyét
twong sau | gid. Sinh kha dung tuyét dbi ciia rabeprazol sau khi uéng 20mg (so vdi khi tiém tinh
mach} la khoang 52%. anh hucmg cta thiic an 1én su hap thu rabeprazol chua duge danh gia.
Phan bé: khoang 96.3% thudc gan két voi protein huyét tuong. Chuyén hod: rabeprazol dugc
chuyén hod rong rai trong co ché. Cac chit chuyen hoa chinh la thioether va sulphon khéng c6
hoat tinh chéng tiét. Nghién ciru in vitro cho thay rabeprazol duge chuyén hoa chii yéu & gan boi
men cytochrome P450 3A va 2C19. Thai tri: Sau khi uong lidu 20mg rabeprazol, khoang 90%
thudc duge thai trlr qua nude tidu, phan con lai duge tim thay trong phén (& dang chét chuyén
hod). Khéng lhay rabeprazol & dang ban dau thai trlr qua nude tidu hay phén.

Dwge lire hoe: ]
Rabeprazol 1a mot thude ¢ ché bom proton (PPI), ngin can budc cudi cling cua sy tiét acid da
day.

Chi dinh:
Diéu tri ngén ngay bénh viém trgt thuce quan ¢6 lién quan téi bénh trio nguoce thue quan - da day
(GERD).

N1 /
Lleu lu'(mg va cach dung: /
Diéu tri viém trot thue quan: liéu ubng khuyén cdo cho ngum 16m 14 10mg dén 20mg mdi ngay,
dung trong 4 - 8 tudn. V&i bénh nhan khong khoi bénh sau 8 tuan thi c6 thé diing thém mot dot
diu tri 8 tudn nita.
Khéng duge nhai hoic nghién nho vién nén rabeprazol bao tan trong rudt ma phai ubng nguyén
vién thude véi nude, mot gidy trude bira an sdng

Chéng chi dinh: ‘
Chong chi dinh diing rabeprazol cho bénh nhdn man cam vdi bat cit thanh phan nao cia thube,
phu nit mang thai, phu nit cho con bl va tré em.

Téac dung khdng mong mubn:

C6 xay ra nhitng tac dung khéng mong mudn sau & khoang 1% bénh nhan diéu tri véi rabeprazol

nhite diu, tiéu chay, dau bung, budn ndn, chéng mat, 61 mura, ndi ban, tdo bén, ho, suy nhuoc,

dau lung, day hoi.

Maét s6 tac dung khéng mong mubn khac: Mot s6 tac dung khéng mong mubn khéc xay ra déi voi
1% bénh nhan duge trinh bay dudi day tuy theo timg co thé. Trong nhidu triuong hop, mdi lién hé

v&i rabeprazol 1a khong r6 rang.

Toan than: Sét, dau nhirc, mét moi, khé chiu, trudng bung.

Tim mach: Pau nguc hodc dau thit, ting giam nhip tim, ddnh tréng ngue, tang huyét ap, pht
ngoai bién.
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Tiéu hod: Nhimg bénh vé gan bao gdm suy gan (hiém gip), ting ALT (SGPT), tang AST
(SGOT), tang alkaline phosphate tang bilirubin (chimg vang da), biéng an, kich thich dai trang,
day hoi, bién mau phan, bénh ndm Candida thuc quan, teo mang nhay Iudi, khd miéng.

Chuyen hod/dinh dudng: Ha dudng huyét, tang trong.

Co bap Chudt rat, dau co, dau khép, dau chan.

Hé than kinh: Réi loan tdm ly bao gom trAm uét, néng ndy, ao giac, 1an thin, mat nga, bdn chdn,
run rﬁy, thé 0, mo mang, lo ling, méng mi bit thudng, di cam, loan cam.

Hb hip: Chay mau cam, dau hong.

Da: Viém da, néi ban, phit mach, mé day, ngira ngay, rung 16ng toc, da khé, loan ting tiét md héi.
Nhu‘ng cam giac khac la: 0 tai, la miéng.

Tiét niéu — sinh duc: nhlem tring dudng tiét niéu, mu niéu, tiéu thuong xuyén, creatinine huyét
thanh ting, protein niéu, tiéu dudng, dau tinh hoan vi to & bénh nhdn nam.

Huyét hoc: Quan sat thdy chimg giam bach ciu hat & bénh nhan nam trén 65 tudi bj bénh tiéu
duong dung nhiéu thir thude ciing rabeprazol MOI quan hé gitra rabeprazol va chimng mét bach
cau hat la chua rd rang. Giam toan thé huyét cau, giam luong tidu ciu, giam bach cdu trung tinh,
chirng tang bach cau, thiéu mau do tan mau.

Théng bdo cho bdc sy nhitng tdc dung khéng mong mudn gdp phai khi ditng thudc.

Thén trong:

~Cén Toar trir kha nang c6 khGi u ac tinh & bénh nhén loét da day trLTO’C khi diéu tri bing rabeprazol
vi rabeprazol c¢6 thé 1am che khuét triéu chirg 1am sang va cham tré sy chén doan bénh 1y u 4c
tinh.

Nén han ché diéu tri dai han bing rabeprazol, trir nhitng bénh nhan bi hoi chirng Zollinger —
Ellison.

Tac ddng ciia thudce khi l4i xe va van hanh may moc:
Than trong khi sir dung do thubc c6 thé gdy tac dung phu trén than kinh nhu: mat ngu, budn nén,
bdn chdn, run ray, thd 0, mo mang, lo lﬁng, ao giac, lan thén...

Khi mang thai va thoi ky cho con bi: w
Chong chi dinh dung rabeprazol trong khi mang thai va cho con bu.

Twong tic thude:

Thén trong khi dung ddng thai rabeprazol véi cac thube sau:

Céc thude phu thudc da day: ¢6 nguy co xay ra tuong tic giira cac thudc phu thude da day (vidu
nhu digoxin, ketoconazol) véi rabeprazol, su hap thu clia cac thube nay & da day c6 thé tang hoac
giam khi pH & da day ting do vdy can tang cudng giam sat khi stir dung cuing véi rabeprazol.

Sucralfat: ¢6 nguy co xay ra twong tac giira sucralfat véi rabeprazol. Khi dung lansoprazol hoac
omeprazol ciing sucralfat ¢ thé lam cham hép thu va giam sinh kha dung cta cac thudc (e ché
bom proton nay. Nén diing céc thudc trc ché bom proton trurde khi dung sucralfat it nhét 30 phut.

Antaxit chira hydroxit nhdm hodc hydroxit magnesi: D ¢6 béo cdo ghi nhéan ndng d6 AUC trung
binh trong huyét thanh giam giam 8% sau khi diing dong thdi rabeprazol véi antaxit va 6% khi
duing rabeprazol 1 gid sau khi diing antaxit so v6i dung rabeprazol don thuén.

Warfarin: ¢6 nguy co xdy ra tuong tic véi rebeprazol. Thudc trc ché bom proton c6 thé irc ché
chuyén héa warfarin. Khong c6 twong téc 1dm sang quan trong trong ngh:en ctru liéu don, nhung
da c6 bao cdo vé viéc tang INR va PT & nhitng bénh nhan diing cdc thubc nay ddng thoi, do dé
can theo d&i INR va PT trong sudt qua trinh sir dung warfarin ddng thdi véi rabeprazol.
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Sw dung qua liéu:
Chua thay c6 béo cdo vé ding qua liéu rabeprazol. Khéng c6 chét chong doc dic hidu.

Rabeprazol gin két nhleu véi protein huyét trong do d6 khdng tach duoc bing thim phan. Trong
truomg hop quaé liéu can didu tri triéu ching va nang do.

Pong goi: Hop 3 vi x 10 vién

Han dung: 24 thang ké tir ngay san xuét.
Khéng ding thubc qud han sir dung.

Bao quan: Bao quan noi kho mat, tranh anh sang, & nhiét d¢ dudi 30°C.

Thudc nay chi ding theo don ciia thdy thubc )
Poc ki hudng dén siv dung truée khi ding.

Néu cin thém théong tin xin héi y kién ciia thdy thudc W
Dé xa tdm véi cia tré em

Nha san xuét:
ACME FORMULATION PVT. LTD.
“DiachlTRopar Road, Nalagarhi, Disti'Solan, H.P. 174101 mhdia~
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