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Rabeprazal natri (dudi dang Rabeprazol natri hydrat)... 20 mg

T U0 VIR B 5000 o P 55w g s s 1 vién

(Magnesi oxyd, manitol, low substituted hydroxypropyl cellulose, hydroxypropyl cellulose, magnesi
stearat, sodium steary! fumarate, ethylcellulose, titan dioxyd, acryl EZE, oxyd st vang)

DANG BAO CHE: Vign nén bao tan trong rugt.
QUY CACH DONG GOI: Hop 3 vix 10 vién,
DUQC LUC HOC:

Ma ATC: AD2BC04

Raxium 20 véii thinh phén hoat chét 12 rabeprazol natri, thuge nhém thudc khéng tigt acid, khang co dic
tinh khang tiét cholin hay dai khang histamin H, nhung dc ché sy tigt acid cla da day béng cach dc ché
chuygn biét enzym H'/K' - ATPase (bom acid hay bom proton). Higu qué ty 18 voi liéu lugng va e ché ca
s tiét acid co ban I3n si tiét acid do kich thich bat ke tic nhan kich thich néo. Vi la mdt bazo yéu nén
rabeprazol nhanh chéng dugc hap thu va tap trung vao madi trudng acid cla t& bao thanh. Rabeprazal
dugc chuyén thanh dang sulphenamid c6 hoat tinh qua sy proton hoa va sau d6 phan tng vdi cystein o
sin & bom proton.

Sau khi udng mét ligu 20 mg rabeprazol natri, khii phat cla higu qua khang tiét acid xay ra trong vong
mot gid, véi higu qua t6i da 0 giita hai va bdn gits. 23 ity sau lidu rabeprazol natri ddu tin, su dc chd tigt
acid co ban 1a 69% va sy (g ché tigt acid do thiic an kich thich I 82% va thii gian (¢ ché kéo dai dén 48
git. Higu qua tc ché tiét acid clia rabeprazol natri tng nhe khi I4p lai liéu mdi ngay, dat tinh trang ie
ché in dinh sau ba ngay. Khi ngung thufic, hoat dgng tiét acid binh thiing hoa sau 2 dén 3 noay.

DUGC BONG HOC: Raxium 20 1a dang vién nén bao tan trong rudt (khong tan trong da day). Rabeprazol
duge hdp thu nhanh, ndng dd dinh trong huyét tuong khodng 3,5 git va sinh kha dung khodng 52% sau
khi uéing liéu 20 mg. Néng do dinh trong huy#t tuong (Cmax) ciia rabeprazol va AUGC ty I tuyEn tinh vai
c4c liéu tir 10 mg dén 40 mg. Ngodi ra, sinh kha dyng cling khing tang vdi liéu Ip lai. O ngudi khde
manh, thi gian ban hily trong huy8t tuong khoang 1 i (tir 0,7 d&n 1,5 gié) va do thanh thai todn ca thé
2 283 + 98 ml/ phit. Khong co tuong tac 1am siang vdi thiic @n. Thitc &n va thai gian ding thude trong
ngay khong anh hudng dén sy hap thu ciia thudic,

Rabeprazal gin két nhidu vao protein huyét tuong (khodng 97%).

Rabeprazol duge chuyén héa qua hé thong cytochrom P450 clia gan. Trong nhing nghién clu véi
microsom gan ngutii cho théy rabeprazol natri dudc chuyn hoa béi isoenzyme CYP450 (CYP2C19 va
CYP3A4). Trong nhimg nghién clu nay vdi nhiing ndng dd huyét tudng ngudil khac nhau, rabeprazol
khng cim img ciing khong iic chi CYP3A4. Khodng 90% liu ding duge bai xuét trong nude tidu dudi
dang chuy@n hoa, phdn con lai duge bai tigt qua phin.

Rdi foan chiic nang than: Nhiing bénh nhan suy than giai doan cudi, 6n dinh, duge thdm phan méu
thufing xuyén (6 thanh thai creatinin < 5ml/ min / 1,73 m* ). AUC va Cmax @ nhing b&nh nhan nay
thép han khoang 35% so voi noudl khbe manh. Bénh nhan suy thin cdn thdm phén méw, do thanh thai
clia rabeprazol khodng gdp hai ldn cla nguai khde manh.

Rdi loan ehie ndng gan: O bénh nhan suy gan nhe va trung binh, sau mot lidu duy nhat 20 mg
rabeprazol, AUC ting Ién odp doi va théi gian bén hiy cia rabeprazol tang I&n 2 dén 3 I4n so véi nguti
khoe manh. Tuy nhién, sau khi ding 20 mg mdi ngay trong 7 ngay, AUC chi tang 1,5 Idn va Cmax chi
tang 1,2 Idn. Kha nang dap (g vé dugc luc hoc (kim socat pH da day) & hai nhém I3 tudng duong vé
mat 1am sang.

Nguoi gia: Sy dao thai rabeprazol giam nhe & ngudi gia. Sau 7 ngay didu tri véi 20 mg rabeprazol natri
madi ngay, AUC tang gan &p doi, Cmax tang 60% va £ tang |én khoang 30% so vai nguti tinh nguyén
khoe manh. Tuy nhién, khiing cé biu hign tich tu rabeprazol.

CHI BINH: Loét ta trang hoat dong.

Loét da day lanh tinh hoat ddng.

Bénh trao nouge da day - thic quén dang loét hodc dang bao mén (GERD).

iy tri duy tri dai han bénh trao ngugc da day - thic quan.

Diéu trj trifu chilng bénh trao nguge da day - thyc quén tif trung binh dén rdt nang.

Hoi chimg Zollinger - Ellison va cdc tinh trang ting tigt bénh 1y khac.

K&t hop vdi cdc thudc khang khudn thich hop dé tiét trir Helicobacter pylori & nhiing bénh nhan bj loét
dung tigu hoa.

CHONG CHi BINH:

Man cam véi bat ki thanh phdn ndo clia thulic va céc din xudt benzimidazol.

THAN TRONG: Viéc cai thién trigu ching qua diéu trj bing rabeprazol khong loai trir sy hign dlén cha
ung thy da day hay thuc quén, do dé cdn phai loai trif khd néng ung thu trudc khi bat ddu diéu tri.

Bénh nhan didu tri dai han (ddc biét didu trj hon mdt ndm) cdn duge kiém tra thubing xuyén.

Ngusi bénh rdi loan chifc nang gan nang.

Rabeprazol khong dugc khuy&n cdo sif dung cho tré em vi chua c kinh nghigm st dung rabeprazol &
nhom twdi nay.

Ha magnesi mau hiém gap & bénh nhan diéu tr véi thudc ic ch& bom proton (PPI) it nhat 3 thang, co
thé gip nhidu hon trong truting hop sau 1 nam diéu tri. © héu hét cc bénh nhan, diéu tri ha magnesi
mau bing cach bd sung magnesi va ngung st dung PP1.

Thudic (i ch& bam proton (PPI), dic biét 13 néu ding liéu cao va khodng théi gian dai (> 1 ndm), cb thé
li&n quan véi s ting nguy ca lodng xuong lién quan dén gay xudng hdng, cd tay hay ct sdng, chil yéu &
nigutii Ian tudi hodc trang sy hién dién cia cAc yéu 1o nguy co khac.

Diéu trj bing PPI, bao gom rabeprazol natri, c6 thé lam ting nguy co nhigm tring duiing tiéu hda nhi
Salmonelfa, Campylobacter va Clostridium difficile.

PHU NU GO THAI VA CHO CON BU:

Phu nif cd thaiz Chua co nghign ciiu ddy dil hedic dugc kiém soat tét cho phy nif ¢6 thai va kinh nghiém
sau khi thue dude sif dung trén thi truing con han ché. Chi dudc sit dung rabeprazol natri & phu nit
mang thai khi lgi ich ti#m ndng han han nguy co c6 thé xAy ra cho thai nhi,

Phy nif cho con bi: Hign chua rd rabeprazol natri cd bai tigt qua siia hay khdng va chua cd nghién clu
trén phy nil cho con b, Tuy nhién, rabeprazol natri ca bai tiét trong sia chut. Do do, khéng nén ding
rabeprazol natri & phy nif cho con bil. Néu bt bubc ding rabeprazol natri thi nén ngung cho con ba.

LAI XE VA VAN HANH MAY MOC: Thudc khang 1am gidm khé niing I4i xe hay van hanh may mac. Tuy
nhién néu bun g, nén tranh 1i xe hay van hanh méay mac phic tap.

Hip 5 vi x 10 vién,

Raxium?()

Rabeprazol natri 20 mg

TUGNG TAC THUDC: Rabeprazol itc ché sy bii tit acid clia da day nén co thé xay ra su tudng tAc v cdc
thude o6 dd hdp thu phu thubc vao dd pH.
Rabeprazol khng tugng tc vi cac thudc khang acid dang ldng
Sif dyng dng théi rabeprazol véi ketoconazol hodc itraconazol co thé lam gidm ndng dd thudc khang
nam trong huy&t tuong.
Rabeprazol tc ch& sy chuyén hoa clia cyclosparin khi ding k&t hgp.
Sir dyng déng thoi rabeprazol va warfarin [am ting INR va thai gian prothrombin, c6 thé din dén chay
mau bét thuting va tirvong.
Khong nén sitdyng ddna thi vai atazanavir.
TAC DUNG KHONG MONG Mudin:
Nhiing tac dung khng mong mudn thuting thodng qua va nhe hodc trung binh, phi hop gila ngudi 6n
v thanh thigu nign. Tac dung khong mong mudn dugc ghi nhan nhu sau;
+ Nhi&m tring va nhifim ky sinh tring: Thuiing gép: Nhigm tring.
+ Méu: Hifm gap: Gidm bach cu trung tinh, gidm bach cdu, gidm tidu cdu, ting bach ciu.
+ Mi&n djch: Hi#m gap: D] ing (phi mat, ha huygt dp va kho thd, ban do, phan (ng bong nudc va cac
phan (ing di Gng thuiing bign mat sau khi ngung thudc),
+ Chuygn hoa: Higm gap: Chan &n.
+Thén kinh trung uang:
« Thuéing gap: Mét ngl, dau ddu, chong mat.
o {tgiip: Cang thing.
« Higm gap: Trdm cém.
+Mat: Hiém oap: R loan thi gidc.
+ Ho hap:
« Thuting gap: Ho. viém hong.
« [t gdp: Viem phg quén, viém xoang.
+ Tiéu hoa:
= Thuiing gép: Tiéu chay, dau bung, budn nén, ddy hai.
« [t gap: Kho tidu, kha miéng, ¢ hol.
« Hi€m gap; Vitm da day, viém miéng, rdi loan vi gidc.
+ Coxudng:
«» Thuting gap: Pau khdng dac hiw dau lung.
« it gip: Pau co, vop bé chan, dau khop. ady xuong.
+Than-nigu:
ot gap: Nhigm tring dubing niéu.
« Higm gap: Viém than ke.
Thang bao cho béc sinhiing tAc dung khdng mong mudn gap phai khi s dyng thudc.
QUA LIEU VA CACH XU TRI:
Liu udng 8l da khdng qua 60 mg hai 1dn mdi ngay hodc 160 mg mét idn mdi ngay. Do thudc gdn ket
nhifu vao protein huygt tuong nén khong d& dang dé thim tach. VI chua cd thudc giai doc dc higu nén
trong trubng hop qué liéu, bénh nhan cin duge didu tri trigu chimg va cdc bign phdp hf trg.
LIEU DUNG VA CACH DUNG: Nén udng nguyn vign, khong nén nhai hay nahién nat thudc. Usng thudc
trudic khi 2n sdng hodc trudc khi di ngd.
Nguéi lan/ ngu'al gid:
- Loét ta trang hoat ddng: USng 10 mg hay 20 mg x 1 dn/ ngdy, trong 4 - 8 tudn.
- Loét da day lanh tinh hoat ddng; UGng 10 mg hay 20 mg x 1 14n/ ngay, trong 6 - 12 tuan.
- Bénh tréo nguoc da day - thyc qudn dang loét hodic dang bao man (GERD): Udng 10 mg hay 20 mg x
1 lan/ ngay, trong 4 - 8 tudn.
- Pidu tri duy trl dai han bénh trao nougc da day - thuc quén: GG thé sl dung liéu duy trl 10 mg hay
20 mg x 1 1dn/ ngay.
- DiBu tri triéu chifng bénh trao nguge da day - thyc quan tirtrung binh dén rit ndng: 10 mg x 1 1én/ ngay
cho bénh nhan khang co viem thyc quan. Néu trigu ching khéng cai thign sau 4 tuin, bénh nhan cén
dugc kham kiém tra thém,
- Hal ching Zollinger - Ellison va céc tinh trang tang tiét bénh Iy khac: Lifu khoi ddu 1a 60 mg x 1 1én/
ngay. C6 thé ting lifu 18n d€n 100 mg x 1 14n/ ngdy hay 60 mg x 2 ln/ ngay. Mgt s6 bénh nhan bj hji
chiing Zollinger - Ellison da dugc didu trj lién tyc d&n mot ndm.
- Tiét trif Helicobacter pylori: Bidu trj phiii hap trong 7 ngay dugc dé nghi nhu sau:
Raxium 20 x 2 13n/ ngay + clarithromycin 500 mg x 2 1dn/ ngay + amoxicilin 1 g x 2 14/ ngay.
Suy thén v suy gan: Khang cén didu chinh liéu d&i véi b&nh nhén suy thin hay suy gan.
Tré em:
Tréem = 12 twdi: An todn va higu qua trong diéu trj ngén han GERD (ding trong 8 tuén).
Tré em < 12 tudi: Tinh an toan va higu qua trong diéu trj ngdn han GERD chua dugc thiét lap.
Hodc theo chi dn clia Thay thusc.
DE xa tam tay iré em.
Boc ki hudng dén si dung trude khi ding.
Néwu cdn thém théng tin, xin hdi j kign bac sT.
Thudc nay chi dirng thee don cia bac s.
Han diing: 36 thang ke tif ngay san xuat.
Diéu kién bao quan: Noi khd, nhiét do khing qua 30°C, tranh dnh sang,
Tiéu chuin: TCCS.

San xuét tal:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhénh nha may dugc ph&m DHG tai Hau Giang
L& B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1, x@ Tan Ph Thanh, huyén Chau Thanh A, tinh Hau Giang

BYT. /AAAAY ASACA AC A . e IOAVANY DOACOCCE

Mgi thic méc vé sdn phim,
300 vl ldng li&n hé
| @ 0292. 3899000 |

E-mail: dhgpharma@dhgpharma com.vn



