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UTRAZO 20

Thanh phiin:

Mdi vién nén bao tan trong ruft chir:

Hoat chdr: Rabeprazol natri.......... 20 mg

T4 duge: Mannitol (DC Grade), Light Magnesi Oxid, L-Substituted Hydroxy Propyl Cellulose
(LH-11), Crospovidon, Croscarmellose natri, Colloidal Anhydrous Silica, Magnesi Stearat,
Wincoate WT TR 5003 Clear Transparent, Wincoat WT N 1122-Yellow

Dugc djng hoc:

Hdp thu: Sau khi udng liéu 20mg, rabeprazol dugc hép thu va 6 thé duge tim thiy trong huyét
trong sau | gio. Sinh kha dyng tuyét doi cua rabeprazol sau khi ubng 20mg (so vdi khi tiém tinh
mach) 12 khodang 52%. énh hudng cia thirc an Ién sy hiip thu rabeprazol chua dugc dénh gia.
Phin bé: khoang 96,3% thubc két véi protein huyét tuong. Chuyén hod: rabeprazol dugc
chuyén hoa rong rai trong co ché. Céc chét chuyén hod chinh Ia thioether va sulphon khong ¢6
hoat tinh chéng tiét. Nghién ciru in vitro cho thiy rabeprazol duge chuyén hoa chu yéu & gan boi
men cytochrom P450 3A va 2C19. Thai trir: Sau khi ubng liéu 20mg rabeprazol, khoang 90%
thude dwoe thi trir qua nuée tiéu, phdn con lai dugc tim thay trong phén (& dang chiit chuyén
hod). Khong thiy rabeprazol & dang ban diu thai trir qua nute tiéu hay phén.

Duge lye hoe:
Rabeprazol 1a mt thude e ché bom proton (PP1), ngén cin bude cudi ciing ctia sy tiét acid da
day.

Chi djnh:
Didu trj ngdn ngdy bénh viém trgt thyc quén c6 lién quan 16i bénh trdo ngugc da day -thye quan
(GERD).

Liéu lwgng va cich ding:

Diu trj viém trot thyc quén: lidu udng khuyén co cho ngudi 16 1a 20mg/ngay, ding trong 4-8
wan. V&i bénh nhan khong khoi bénh sau 8 tuin thi ¢6 thé ding thém mét dot dieu tri 8 tudn
nira.

Khong dugc nhai hofic nghién nhd vién nén rabeprazol bao tan trong rugt ma phai udng nguyén
vién thude vai nude, mot gidr trude bira in sing

Chéng chi dinh:

Chéng chi dinh ding rabeprazol cho bénh nhin mdn cim véi bt cir thanh phin nio cia thubc,
phy nir mang thai, phy nir cho con bi va tré em.\

Man cam véi diin chéit benzimidazol va bt cir thanh phin ndo cia thube.

Tac dyng khing mong mubn: .
C6 xdy ra nhimg tc dyng khdng mong mubn sau & khodng 1% bénh nhin dicu trj vdi rabeprazol
nhitc dAu, tiéu chay, dau bung, budn ndn, chong mit, 6i mira, ndi ban, téo bon, ho, suy nhuge,

dau lung, diy hoi.
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M0t sb tac dung khong mong muén khdc: Mot sé tdc dung khong mong mudn khéc xdy ra déi
véi 1% bénh nhan duge trinh bay dudi diy wy theo timg co thé. Trong nhiéu trurdmg hop, moi
lién hé véi rabeprazol 12 khong rd ring.

Toan thén: Sét, dau nhirc, mét méi, kho chiu, trurdng bung.

Tim mach: Pau ngywe hodic dau that, ting gidm nhip tim, dénh tréng ngyc, tang huyét ap, phi
ngoai bién.

Tiéu hod: Nhimg bénh vé gan bao gdm suy gan (hiém gdp), ting ALT (SGPT), ting AST
(SGOT), tang phosphat kiém, tang bilirubin (chimg vang da), biéng an, kich thich dai tring, diy
hoi, bién mau phan, bénh ndm Candida thyc quan, teo mang nhay ludi, kho mi¢ng.

Chuyén hoi/dinh duomg: Ha dudng huyét, tang trong.

Co biip: Chudt riit, dau co, dau khép, dau chan.

HE thin kinh: R6i logn tm 1§ bao gbm trdm udt, nong ny, 4o gidc, lin thén, mét ngd, bon chén,
run réy, this @, mo mang, lo lang, mng mi bét thuémg, dj cam, loan cam.

H6 hap: Chay médu cam, dau hong.

Da: Viém da, ndi ban, phit mach, mé day, nglra ngdy, rung long t6¢, da kho, logn tang tiét md
hdi.

Nhirng cam gidc khéc lg: 0 tai, la migng.

Tiét niéu — sinh dye: nhidm tring dudmg tiét nigu, mi ni¢u, tiéu thudmg xuyén, creatinine huyét
thanh tang, Protein ni¢u, dai thio dudmg, dau tinh hoan, vii to & bgénh nhén nam.

Huyét hoc: Quan st thdy chimg giam bach cdu hat & bénh nhan nam trén 65 tudi bj bénh tiéu
dudmg dung nhiéu thir thube cing rabeprazol. Méi quan h¢ gitra rabeprazol vi chimg mét bach
cAu hat 12 chua rd rang. Giam todn thé huyét cau, giam lugng tiéu cu, gidm bach ¢Au trung tinh,
chimg téing bach cdu, thiéu méu do tan mau.

Théng bdo cho bic sp nhitng tdc dung khang mong muén gip phai khi ding th ubc.

Thén trong:

Cén logi trir kha néing ¢6 khéi u dc tinh & bénh nhén loét da day truGe khi diéu trj bing
rabeprazol vi rabeprazol c6 thé lam che khudt tri¢u chimg lam sing va cham tré sy chén doén
bénh Iy u ac tinh.

Nén han ché diéu tri dai han bing Rabeprazol, trir nhimg bénh nhdn bi hoi chimg
Zollinger — Ellison.

Ding thin trong & ngudi suy gan )

Ding thube Ge ché bom proton lam ting nguy co méc céc bénh nhiém trung (vi dy: viém
phdi miic phai & cong dong)

Tir két qua cia mdt sb nghién ciru cho thiy néu ding thuéic irc ché bom proton, dic biét &
lidu lugng cao (vi du: dung nhieu liéu hang ngay hodc ding trong thoi gian dai (trén mét nim
hodc lau hon) lam tang nguy co lofing xuong, giy Xuong & o xuong dui.

Diing rabepraol trong thai gian déi cd thé gy gidm magnesi huyét

Téc dgng ciaa thude khi 14i xe va vin hinh miy moe: )
Thén trong khi ding cho ngudi lai xe va viin hanh mdy moc vi thube c6 thé gdy chong mit, ao
gidic & mot s ngudi.

Khi mang thai v thoi ky cho con bi:
Chéng chi dinh ding Rabeprazol trong khi mang thai va cho con bi.
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Twong tic thube:

Than trong khi diing déng thoi rabeprazol véi cdc thude sau:

Digoxin: Nong dé trong méu cita digoxin ¢é thé ting do do hdp thu cia digoxin c6 the
tang do pH da day tang

Antacid chira hydroxid nhém hogc hydroxid magnesi: DA cé bdo cdo ghi nhdn nong do
AUC trung binh trong huyét thanh gidm 8% sau khi dung dong thisi rabeprazol véi antacid va
6% khi diing rabeprazol 1 gidr sau khi diing antacid so vdi ding rabeprazol don thudn. Cén ubng
cic thude nay céch xa 2 gid

Gibng nhur céc thude irc ché bom proton khéc, rabeprazol c6 thé lam giam hdp thu mot s6
thube ma su hép thu cia ching phy thude vao pH da day nhu ketoconazol, itraconazol. Pau co
nfing va dau xuong ¢o thé xay ra khi ding methotrexat cling vdi rabe razol.

Khdng nén ding dong thoi azatanavir véi cée thude irc ché bom pron vi lam giam tic
dung ctia azatanvir

Khi diing déng thoi clopidogel véi cée thude irc ché bom proton lam giam nong do trong
huyét twong ., giam kha néing chuyén héa cta clopidogrel, lam giam hi¢u qua chéng ket tdp tidu
ciu cua clopidogrel

Khi rabeprazol dugc ding déng thoi ciing voi warfarin 1am ting kha ning chdy méu bt

Khi diing sucralfate ddng thai véi thude e ché bom proton lam giam hip thu va sinh kh
dung ciia cée thuoe (re che bom proton

Sir dyng qud liéu: ‘
Chua thay c6 bio céo vé ding qua liéu rabeprazol. Khong c6 chit chéng doc dic hi¢us
rabeprazol gan ket nhicu véi protein huyét trong do d6 khong tach duge bang thim phén. Tron

trwdmg hop qué liéu cén diéu trj tri¢u chimg va ning da. N
Ly
(2]

Pong goi: Hop 3 vi x 10 vién v

Han diing: 24 thing ké tir ngay sdn Xuat,
Khéng ding thudc qud han sic dung.

Biio quan: Bao quan trong bao bi kin, & nhigt do dudi 30°C

Thudc nay chi ding theo don ciia thiy thube

Poc ki huwedng din sic dung truede khi ding.

Néu can thém thong tin xin héi  kién ciia thiy thube
Pé xa tam véi ctia tré em

Nhi siin xuit:
ACME FORMULATION PVT. LTD. '
Pia chi: Ropar Road, Nalagarh, Dist : Solan, H.P. 174101, An D.
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