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Rabeprazole Sodium Tablet 2

Utrazo P1)

3 vix 10 vién

Omg

Thanh phén :
M&i vién nén bao tan trong rudt chira :
Rabeprazole Sodium .......... 20mg

Sén xuét bdvi:

Acme Formulation Pvt. Ltd.
Ropar Road, Nalagarh,

Dist : Solan. H.P. 174101. India

R Prescription only

Rabeprazole Sodium Tablet 2

Utrazo

[i(f4 ozenn

3 x 10 Tablets

Omg

Chi djnh, cach dung, chéng chi djnh, cac théng
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UTRAZO 20

Thanh phén:
MObi vién nén bao tan trong rudt chua:
Hoat chdt: Rabeprazol natri.......... 20 mg

Td duoe: Mannitol (DC Grade), Light Magnesi Oxid, L-Substituted Hydroxy Propy! Cellulose
(LH-11), Crospovidon, Croscarmellose natri, Colloidal Anhydrous Silica, Magnesi Stearat,
Wincoate WT TR 5003 Clear Transparent, Wincoat WT N 1122-Yellow

Dwgc dong hoc:

Hap thu: Sau khi udng lidu 20mg, rabeprazol dugc hap thu va cé thé duoc tim thdy trong huyét
tuong sau 1 gid. Sinh kha dung tuyét dbi cua rabeprazol sau khi ubng 20mg (so vdi khi tiém tinh
mach) 12 khoang 52%. anh huéng cua thirc an lén sy hép thu rabeprazol chua dugc danh gia.
Phan b: khoang 96,3% thudc gan két véi protein huyét tuong. Chuyén hod: rabeprazol dugc
chuyén hod rong réi trong co ché. Cac chét chuyén hoa chinh 1a thioether va sulphon khong co
hoat tinh chéng tiét, Nghién clru in vitro cho thiy rabeprazol dugc chuyén hoa chu yéu & gan boi
men cytochrom P450 3A va 2C19. Thai trir: Sau khi ubng lidu 20mg rabeprazol, khoang 90%
thude duoc thai trir qua nudc tidu, phan con lai duge tim thdy trong phan (& dang chét chuyén
hoa). Khong thay rabeprazol & dang ban dau thai trir qua nudc tiéu hay phan.

Dwoe luc hoc: ’ ' ) '
Rabeprazol 12 mdt thudc e ché bom proton (PPI), ngén can budc cudi cung cia sy tiét acid da
day.

Chi dinh: |

Diéu tri ngin ngay bénh viém trot thuc quan c6 lién quan téi bénh trao ngugc da day -thyc quan
(GERD).

Liéu lwgng va cach ding:

Diéu tri viém trot thuc quan: lidu udng khuyén cdo cho nguoi 16n la 20mg/ngay, ding trong 4 - 8
tdn. Véi bénh nhan khong khoi bénh sau 8 tuan thi c6 thé dung thém mot dot diéu tri 8 tuan
nira. )

Khéng dugc nhai hodc nghién nho vién nén rabeprazol bao tan trong rudt ma phai udng nguyén
vién thude véi nudc, mot gid trude bita &n sang

Chong chi dinh: ~ ’ ‘ ,
Chéng chi dinh ding rabeprazol cho bénh nhén min cidm véi bat cir thanh phan nao cua thuoc,
phu nir mang thai, phu nif cho con bu va tré em.\

~ v

M3n cam véi dan chét benzimidazol va bat cir thanh phan nao ctua thudc.

Tac dung khéng mong mudn: ) .

C6 xay ra nhitng tac dung khong mong mudn sau & khoang 1% bénh nhan diéu tri voi rabeprazol
nhtre dau, tiéu chay, dau bung, budn nén, chong mat, 6i mua, ndi ban, tdo bon, ho, suy nhugc,
dau lung, day hoi.



Mét s tac dung khong mong mudn khac: Mot s tac dung khong mong mudn khac xay ra doi
v6i 1% bénh nhan duge trinh bay dudi dy tuy theo timg co thé. Trong nhidu truong hop, mbi
lién hé véi rabeprazol 1a khong rd rang.

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

Tim mach: Dau nguc hodc dau that, ting giam nhip tim, danh trong nguc, tang huyét 4p, phu
ngoai bién.

Tiéu hoa: Nhirng bénh vé gan bao gdm suy gan (hiém gip), ting ALT (SGPT), ting AST
(SGOT), tang phosphat kiém, ting bilirubin (chung vang da), biéng an, kich thich dai trang, day
hoi, bién mau phan, bénh nim Candida thuc quan, teo mang nhéy lu@i, khé miéng.

Chuyén ho&/dinh dudng: Ha dudng huyét, ting trong.

Co bép: Chudt rit, dau co, dau khdp, dau chén.

Hé thn kinh: Réi loan tdm Iy bao gom trAm udt, nong nay, 4o gidc, l4n than, mat ngu, bdn chon,
run réy, tho 0, mo mang, lo l.'fmg, modng mi bat thuong, di cam, loan cam.

H6 hép: Chay mau cam, dau hong.

Da: Viém da, ndi ban, phi mach, mé day, ngira ngdy, rung long tdc, da kho, loan tang tiét md
hoi.

Nhirng cam gidc khéc la: U tai, la miéng.

Tiét niéu — sinh duc: nhiém tring dudng tiét nigu, mu niéu, tiéu thudng xuyén, creatinine huyét
thanh ting, Protein niéu, déi thao duong, dau tinh hoan, vi to & bénh nhén nam.

Huyét hoc: Quan sat thdy chimg giam bach ciu hat & bénh nhén nam trén 65 tudi bi bénh tiéu
duong dung nhiéu thir thudc cling rabeprazol. M&i quan hé gifra rabeprazol va ching mét bach
céu hat 1 chua ro rang. Gidm toan thé huyét cau, giam lugng tiéu cau, giam bach cdu trung tinh,
chirmg tang bach ciu, thiu mau do tan mau.

Théng bdo cho bdc sj nhitng tdc dung khong mong mudn gdp phdi khi ding thudc.

Thén trong: .
Cén loai trir kha nang c6 khoi u 4c tinh & bénh nhan loét da day trudce khi diéu tri bang

rabeprazol vi rabeprazol c6 thé lam che khuat triéu chirng 1am sang va cham tr& su chan doan
bénh ly u ac tinh.

Nén han ché didu trj dai han bing Rabeprazol, trir nhitng bénh nhan bj hoi chimg
Zollinger — Ellison.

Dung than trong & ngudi suy gan

Dung thudce (e ché bom proton lam ting nguy co méc cic bénh nhiém tring (vi du: viém
phdi méc phai & cong dong)

Tir két qua cuia mot s6 nghién ctru cho thdy néu dung thuéc (rc ché bom proton, dic biét &
lidu lugng cao (vi du: ding nhiéu liéu hang ngay hodc ding trong thdi gian dai (trén mdt ndm
hoac 1au hon) 1am ting nguy co lodng xuong, gdy xuong & c6 xwong dui.

Ding rabepraol trong thoi gian dai c6 thé gdy giam magnesi huyet

Tac dong cua thudc khi 14i xe va vin hanh may moc: ) ]
Thén trong khi ding cho ngudi lai xe va van hanh may méc vi thude c6 thé gdy chong mat, o
gidc & mdt so nguoi.

Khi mang thai va thoi ky cho con bi:
Chéng chi dinh diing Rabeprazol trong khi mang thai va cho con ba.

ngn



Twong tac thudc:

Than trong khi ding ddng thoi rabeprazol véi cac thudc sau:

Digoxin: Nong do trong mau ctia digoxin ¢ thé tang do dd hép thu cua digoxin ¢6 thé
tang do pH da day tang

Antacid chtra hydroxid nhém hodc hydroxid magnesi: D3 ¢6 bao céo ghi nhén ndng do
AUC trung binh trong huyét thanh giam 8% sau khi dung ddng thoi rabeprazol voi antacid va
6% khi ding rabeprazol 1 gi¢ sau khi dung antacid so v6i dung rabeprazol don thudn. Can udng
cac thudc nay cach xa 2 gio

Gidng nhu céc thudc trc ché bom proton khéc, rabeprazol ¢o thé lam giam hép thu mot s6
thubc ma sy hdp thu ciia chung phu thude vao pH da day nhu ketoconazol, itraconazol. Dau co
ning va dau xuong co thé xay ra khi dung methotrexat cung v0i rabeprazol.

Khong nén ding dong thoi azatanavir v&i cac thude e ché bom pron vi lam giam tac
dung cua azatanvir

Khi dung dong thoi clopidogel voi cac thudc e ché bom proton lam gidm nong do trong
huyét tuong , giam kha nang chuyén hoa cia clopidogrel, 1am giam hiéu qua chdng két tp tiéu
cau cta clopidogrel

Khi rabeprazol dugc dung dong thdi cing véi warfarin lam tang kha nang chay mau bat
thuodng.

Khi dung sucralfate ddng thoi voi thudc e ché bom proton 1am gidm hép thu va sinh kha,
dung cta céc thude trc ché bom proton \

Sir dung qua lidu: . ‘ ) ) N
Chua thay c6 bao cao vé diung qua licu rabeprazol. Khong c6 chat phéngadéc dac hiéus /
rabeprazol gén ket nhi¢u véi protein huyét twong do d6 khong tach dugc bang thdm phén. Trong’

trudong hop qua lidu cén diéu tri triéu chimg va ning dd.

Pong goi: Hop 3 vix 10 vién

Han dung: 24 thang ké tir ngay san Xuét.
Khong dang thudc qud han st dung.

Bio quin: Bao quan trong bao bi kin, & nhiét d6 dudi 30°C

Thudc ndy chi ding theo don ciia thdy thudc
Doc ki hudng dan si dung trudc khi ding.
Néu cén thém thong tin xin héi y kién ciia thdy thudc

A A ) o P
Pé xa tam voi cua tre em

Nha sén xuit:
ACME FORMULATION PVT. LTD. )
Pia chi: Ropar Road, Nalagarh, Dist : Solan, H.P. 174101, An D9.
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