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One gastro-resistant tablet contains: 1 vién nén khang dich da day chira:
10 mg rabeprazole sodium corresponding 10mg rabeprazole sodium tuong duong
to 9.42 mg rabeprazole. vdi 9.42 rabeprazole.
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contra-indication, side-effects and others: tdc dung phu va théng tin khac:

E See the packed insert. Xem t& huéng dan st dung dinh kém bén tronghop.| HA
Oral use. The tablets should be swallowed whole. Diing dudng udng. Nén nudt nguyén-ea-vigf thute:
Do not chew or crush. Khong dugc nhai hay nghién nét vién thud i
Read the package leaflet before use. Poc ky huéng dan sit dung trude khi ding.
Keep out of the reach and sight of children. DEXATAMTAY TREEM.
Stare below 30°C. Store in the original package Bado quan dudi 30°C, trong hdp géc va tranh noi Ak
in order to protect from moisture. Tidu chudn: NSX
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Doc k hidng ddn s dyng trudc khi ding
thong tin, xin hoi y kién bdc st. Thuoéc nay chi dung theo don cua bdc si.

ACILESOL

Rabeprazole 10 mg, 20 mg

1.  TENTHUOC
Vién nén khang dich da day Acilesol 10 mg
Vién nén khang dich da day Acilesol 20 mg

2. THANH PHAN PINH TINH VA PINH LUQONG

Vién nén khang dich da day Acilesol 10 mg chira 10 mg rabeprazole sodium tuong duong
9.42 mg rabeprazole.

Vién nén khang dich da day Acilesol 20 mg chira 20 mg rabeprazole sodium twong duong
18.85 mg rabeprazole.

Danh sach ta duogc day du, xem muc 6.1

3. DANG TRINH BAY

Vién nén khang dich da day

10 mg: Vién nén mau héng, bao phim, hinh & lip, hai mat 16i
20 mg: Vién nén mau vang, bao phim, hinh é lip, hai mét 16

4.  THONG TIN LAM SANG
4.1  Chidinh
Loét ta trang hoat dong
e Loét da day lanh tinh hoat dong
e Bénh trao ngugce da day- thuc quan do loét hodac bao mon
e Diéu tri duy tri dai han bénh trao nguoc da day- thuc quan
o Didu tri tridu chimg bénh trao nguoc da day — thue quan mirc d6 trung binh dén rit nang
e Hoi chimg Zollinger-Ellison
e Két hop véi cac phac dd diéu tri khang sinh phu hop dé diét Helicobacter Pylori & bénh nhan
loét tiéu hoa.
4.2 Liéu ding va cich diung
Nguwoi lon w ,
Loét td trang hoat dong va loét da day lanh tinh hoat dong: Liéu uong dugc khuyén céo la 20
mg, 1 14n mdi ngay, udng vao budi sang
Pa s bénh nhén loét ta trang hoat dong khoi bénh sau 4 tuin diéu tri, mot s6 bénh nhén phai
diéu tri thém 4 tuan nira. Da s6 bénh nhan loét da day lanh tinh hoat dong khoi bénh sau 6 tudn
diéu tri, mot s& bénh nhan phai didu tri thém 6 tudn nia.

Bénh trao ngueoc da day- thuc quan do loét hodc bao mon: Liéu uf‘mg duogc khuyén cdo 1a 20 mg,

1 lan mdi ngay, trong 4-8 tuan.




Diéu tri duy tri dai han bénh trao nguoc da day- thue quan: C6 1hé sir dung lidn duy tri 10 mg
hoac 20 mg mot 1an mbi ngay tiry theo dap tng ciia bénh nhan.

Diéu tri triéu ching bénh trao nguoc dg dayv — thuc quan muc dg trung binh dén rat nang:
10 mg, m6t 1an mdi ngay ddi véi bénh nhén khéng bi vidm thue quan. Néu khong kidm sodt
diroc triéu chimg trong 4 tudn, cin kiém tra k§ hon. Khi hét triéu chimg, 6 thé tiép tuc dung lidu
10 mg, mét 1an mai ngay dé kiém soat triéu chimg.

Héi chimg Zollinger-Ellison: Liéu khoi dau & ngudd 1ém duoc khuyén céo 13 60 mg, mét 1an mdi
ngay. Liéu ding c6 thé tang dén 120 mg / ngay tiy theo nhu cdu cia mdi bénh nhan. Lidu dung
mdt lan co thé dén 100 mg /ngay. Liéu 120 mg/ ngay nén chia thanh 2 1an udng, 60 mg x 2 Ian
mbi ngay. Thoi gian diéu tri theo chi dinh 1am sang.

Digt Helicobacter Pylori: Bénh nhan nhiém H. Pylori nén dwoc didu tri v6i liéu phap diét
H.Pylori. Két hop sau ddy duoc khuyén cdo sir dung trong 7 ngay: Rabeprazole 20 mg x 2 lan /
ngay + Clarithromycin 500 mg x 2 lan / ngay + Amox1c1l]m Tgx2 lan / ngay.

Vi nhitng chi dinh yéu cau dung mot 1an mdi ngay, nén ubng vién nén rabeprazole vao budi
sang trude khi an. Mac di chura ¢6 bang chimg chimg to théi gian ding thude trong ngay va thie
an cé anh hudmg dén hoat déng ctia rabeprazole, nhung phac db nay gitp bénh nhan dé tuin thu
didu tri.

Khéng nén nhai hogc nghién nat vién thude, nén ubng nguyén ca vién.

Bénh nhan suy gan, suy than: Khéng can chinh lidu

Tré em: Rabeprazole khong khuyén cdo str dung cho tré em vi thidu dit liéu vé higu luc va d6 an
toan.

43  Chbng chi dinh

- Min cam voi bt cir thanh phén nao ciia thude
2 C6 thai

- Cho con bu

4.4 Canh bao va dé phong dic biét khi sir dung

Dap (mg vé triéu chimg khi diéu tri véi rabeprazole natri khéng loai trir cde bénh Iy 4c tinh o da
day hoac thuc quan, do d6, can loai trir kha ning bénh 4c tinh trude khi bat ddu didn tri voi
rabeprazole.

Bénh nhén didu tr 1au dai (dac biét 1a nhimg nguoi duoc didu tri hon mdt nim) nén duogce giam
sat thudmg xuyén.

Nguy co phan tmg qua méan chéo vdi thude re ché bom proton khic hoac thube thay thé
benzimidazoles khong thé loai trir.

Khéng duoe nhai hodc nghién nat vién thude ma phai ubng ca vién.

Rabeprazole khéng duge khuyén cao sir dung & tré em do thidu dit 1iéu v& hiéu luc va d6 an toan
D ¢ bio cao vé rdi loan tao mau (g1dm tidu cdu va giam bach cin trung tinh) trong qua trinh sir
dung thude. Phin 16n cde trudmg hop khong x4c dinh duoc nguyén nhan, cic biéu hién don gian
va duge giai quyét bang cach ngung rabeprazole.

Bat thudmg men gan da durge ghi nhén trong cac thir nghiém lam sang. Phan 16n cac trudmg hop
khéng xac dinh duoc nguyén nhin, cac bidu hién don gian va duoc giai quyét bang cdch ngung
rabeprazole.



Khéng c6 bang chimg c6 v nghia v& van dé an toan lién quan dén thudc trong mot nghién ciru &
bénh nhan suy gan mirc do nhe dén trung binh so véi tudi va gidi tinh binh thuong dap ing vaéi
céc tiéu chudn dénh gia. Tuy nhién, vi khong co dir liéu 1am sang vé viéc sir dung rabeprazole
trong diéu tri bénh nhan rdi loan chic nang gan nang, nén than trong khi diéu tri rabeprazole l4n
dau tién o nhimg bénh nhan nay.

Sir dung dong thoi atazanavir véi rabeprazole khong duoc khuyén céo.

Giam acid da day do bat ky nguyén nhan nao ké ca céc thudc trc ché bom proton, lam tiang luong
vi khuan thuomg tra trong dudng tiéu hoa & da day. Diéu tri véi thude wre ché bom proton c6 thé
lam tang nhe nguy co nhiém trung duong tiéu héa nhur Salmonella va Campylobacter.

4.5  Twong tac véi cac thude khic va cic dang twong tac

Rabeprazole natri trc ché tiét acid da diy manh va kéo dai. Tuong tac véi céc hop chit ma su hip
thu cua n6 phu thudc pH cé thé xay ra. Str dung ddng thdi rabeprazole natri vdi ketoconazole
hoic itraconazole ¢6 thé 1am giam dang ké ndng do thube khang nim trong huyét tuong. Do do,
bénh nhén c¢én dugc theo ddi dé chinh lidu khi sir dung ddng thai ketoconazole hodc itraconazole
vdi rabeprazole.

Trong cac thir nghiém 1am sang, thudc khang acid dugc ding dong thoi véi rabeprazole, va trong
mdt nghién ciru twong tac thude - thude cu thé, khong ¢ tuong tac véi thude nudc khang acid
dugc ghi nhan.

Sir dung dong thoi atazanavir 300 mg / ritonavir 10 mg véi omeprazole (40 mg mot 1an mdi
ngdy) hodc atazanavir 400 mg véi lansoprazole (60 mg mdt 1an mdi ngay) & tinh nguyén vién
khoe manh lam giam némg d6 atazanavir. Su hép thu cta atazanavir thi phu thudc vao pH . Mac
du khdéng dugc nghién ciry, két qua tuong tu dugc du bao cho céac thudc e ché bom proton
khac. Vi vdy cac PP, bao gdm rabeprazole, khong nén sir dung dong thoi voi atazanavir.

4.6  Co thai va cho con bu

Mang thai

Khéng c6 dir liéu vé sy an toan cia rabeprazole trong thoi ky mang thai & nguoi. Cac nghién clru
sinh san dugc thuce hién trén chudt va tho cho thiy khong cé bang chimg vé suy giam kha ning
sinh san hodc gy tén hai cho bao thai do rabeprazole natri , mic du van chuyén nhau thai chim
xay ra & chudt. Rabeprazole bi chéng chi dinh trong thoi ky mang thai.

Cho con bu

Ngudai ta khong biét liéu rabeprazole natri dwoc bai tiét qua sita me hay khong. Khong ¢6 nghién
ctru & phu nir cho con bi. Tuy nhién, rabeprazole natri dugc bai tiét qua sira me & chudt. Vi vy
Rabeprazole khong dugc sir dung trong khi cho chon bu.

4.7  Anh hwéng trén kha ning didu khién tau xe va vin hanh may méc

Dua trén nhimng dic tinh duge dong hoc va cac tac dung phu, khong chéc ring rabeprazole s&
lam giam kha nang 1ai xe hodc anh huong téi kha nang van hanh may méc. Tuy nhién, néu giam
tinh tdo do budn ngd, nén tranh lai xe hodc van hanh cac may moc phuc tap..



4.8 Tac dung phu

Céc tac dung phu dugc bao cao phé bién nhét trong cac thir nghiém c¢6 kiém soat véi rabeprazole
la nhirc déu, tiéu chay, dau bung, mét moi, déy hoi, phat ban va kho miéng. HAu hét céc tac dung
phu trong cac nghién clru ldm sang la nhe hoéc trung binh va thoang qua.

Tan suat dugce xac dinh la: Rét pho bién (>1/10), phd bién (=1/100 dén <1/10), khong phd bién
(21/1,000 dén <1/100), hiém (>1/10,000 dén <1/1,000), rt hiém (<1/10,000), khong rd (khong
thé wdc tinh tir dir lidu hién tai)

Phé bién:

- Ho, dau hong, chay nudc miii

. Budn nén, nén, dau bung, tiéu chay, téo bon, diy hoi

- Pau lung, dau khong dac hiéu

- Yéu, triéu chimg gidng cum

- Mt ngu

- Nhire déu, chéng mat

- Nhiém tring

Khéng phé bién:

- Cang thang

- Buén ngu

- Viém phé quan, viém xoang

- Kho tiéu, kho miéng, ¢ hoi

- Phat ban, ban do

- Pau co, dau khdp, chudt riat & chén

. Nhiém tring dudmg tiét niéu

- Dau nguc, 6n lanh, sot

- Tang men gan

Hiém:

- Céc van d& vé mau nhu giam sé luong bach cau hoac tidu cau. Didu nay c6 thé gay ra suy
nhuoc, bidm tim hodc dé bi nhiém trung.

- Tang sb luong bach cau

- Phan {mg di img bao gdm sung mat, huyét ap thip va kho the

Mit cam giac ngon miéng

- Trim cam

s Réi loan thi giac

" Viém da day, viém miéng, rbi loan vi giac

- Viém gan, vang da (vang da hoéc miét), bénh nio do gan

- Ngua, tiét md hdi, mun nude ngoai da

- Viém than ké

- Tang can

Rat hiém:

- Phat ban hoac phdng rdp hodc troc da nang dot ngot. Diéu nay co thé két hop vai sbt cao
va dau khop (hdng ban da dang, hoi chimg Stevens-Johnson (SJS), hoai tir dc biéu bi (TEN))
Khéng ro:

- Giam ndng do natri trong mau

- Lt 1an

= Sung ban chén va mat cd chan /ﬁg
4



- Vu to & nam gidi

4.9  Quai liéu

Kinh nghiém cho dén nay véi qua lleu do ¢b ¥ hodc v tinh bi han ché. Nong d6 t6i da dugce xac
1ap khong vuot qua 60 mg hai 1dn mdi ngay, hodc 160 mg mot lAnméi ngay. Anh huong nhin
chung la nho, tac dung phu da biét va hdi phuc ma khong can can thiép nhiéu vé y té . Khong ¢
thude giai doc dac hi¢u. Rabeprazole natri gan Kkét voi protein mét cach rong réi va, do do, khong
thé tham tach. Nhu céc truong hop qua liéu khéc, nén diéu tri triéu ching va sir dung cac bién
phap hd tro toan than.

5. CAC PAC TINH DUQC LY
5.1 Cac dac tinh dugc lye hoe

Nhém diéu tri: thudc diéu tri loét tiéu héa va trao nguoc da day- thuc quan, thubc tic ché bom
proton ATC code: A02B C04

Co ché tdc dong: Rabeprazole natri thugc nhom cac hop chét khang tiét, cac benzimidazoles
thay thé, khong biéu hién tinh chit d6i khang khang cholmerglc hoac H2 histamin, nhung trc ché
tiét acid da day bang cach tc ché chuyén biét enzyme H fK -ATPase (bom acid hodc bom
proton) Tac dung lién quan dén lidu dung va din dén wre ché tiét acid ca & trang thai co ban va
kich thich bat ké tac nhan kich thich nao. Cac nghién ciru trén dong vat cho thdy ring sau khi sir
dung, rabeprazole natri nhanh chong bién mét khoi huyet turong va niém mac da day. La mét
base yéu, rabeprazole duoc hap thu nhanh chéng sau tat ca cac liéu va duoc tip trung trong moi
trudng axit cua cac té bao thanh. Rabeprazole dugc chuyén di sang dang sulphenamide hoat
dong thong qua céc proton va sau d6 phan img vdi cdc cysteines c6 san trén cdc bom proton.
Hoat déng khdng tiét: Sau khi ubng mot lleu 20 mg rabeprazole natri, tic dung khang tiét bat dau
xdy ra trong vong mot gid, voi tac dung toi da xay ra trong vong 2-4 git. Uc ché co ban va thuc
phéam kich thich tiét acid 23 gio sau lidu déu tién cua rabeprazole natri la 69% va 82% tuong tmg
va thoi gian trc ché kéo dai dén 48 gio. Hiéu qua e ché cua rabeprazole natri trong viéc ché tiét
acid ting nhe véi lidu lap lai mot lan mbi ‘ngay, dat dugc trang thai e ché 6n dinh sau ba ngay.
Khi ngimg thudc, hoat dong bai tiét try vé binh thudng sau 2-3 ngay.

Cdc énh huong dén gastrin huyét thanh: Trong céc nghién c(ru 1dm sang bénh nhan dugc diéu tri
v6i rabeprazole natri 10 hodc 20 mg mét lan m01 ngay, trong thoi gian 43 thang. Néng do
Gastrin huyét thanh téng trong thm gian 2-8 tuan dau tién phan anh nhimg tac dong uc ché tiét
acid va duy tri 6n dinh trong khi tiép tuc diéu tri. Tri s6 Gastrin trés lai mire trude khi diéu tri,
thudng 1a trong vong 1-2 tudn sau khi ngung diéu tri.

Céac mau sinh thiét da day tir hang vi va day da day tir hon 500 bénh nhén sir dung rabeprazole
hodc diéu tri so sanh cho dén 8 tuan da khong duoc phat hién thay ddi trong mé té bao ECL, mirc
do viém da day, ty 1é viém da day teo, chuyén san rudt hoac phan b cta nhiém H. pylori. Trong
hon 250 bénh nhan sau 36 théang diéu tri lién tuc, khong phat hién thay doi dang ké so véi trude
khi diéu tri

Cdc anh hieong khdc: Anh huong toan than cia rabeprazole natri trén hé than kinh trung uvong,
hé tim mach va hé ho hép da khéng duoc tim théy cho dén nay. Rabeprazole natri, duoc sir dung
& lidu uéng 20 mg trong 2 tuan, khong c6 anh huong dén chire nang tuyén giap, chuyén hoa
carbohydrate, hoac ndng d6 luru hanh ciia hormone tuyén can giap, cortisol, estrogen,
testosterone, prolactin, cholecystokinin, secrectin, glucagon, FSH, LH, renin, aldosterone,
somatotrophic.

Céc nghién ctru & ngudi khoe manh da cho thiy rabeprazole natri khong c6 tuong tac ¢ ¥ nghia
1am sang v6i amoxicillin. Rabeprazole khong anh hudong bat loi dén ndng do ciia amoxicillin
hoic clarithromycin trong huyét trong khi ding ddng thoi nhdm diét H.Pylori trong duong tiéu
héa trén.




5.2 Céac dac tinh dwoc dong hoc

Hdp thu: Acilesol 14 vién rabeprazole bao tan trong rudt (khang dich da day). Dang trinh bay nay
1a can thiét vi rabeprazole 1a mot acide khong bén. Do do, su hép thu cua rabeprazole chi bat dau
sau khi vién thubc ra khoi da day. Hap thu nhanh, vé&i ndng do dinh trong huyet tuong dat dugce
sau khoang 3,5 gir vai liéu ding 20 mg. Nong d6 dinh (Cmax) va AUC la tuyén tinh voi lidu tir
10-40 mg. Sinh kha dung tuyét dbi cua lidu uong 20 mg la khoang 52% do phan 16n thudc da
chuyén hoa truée khi vao hé tuan hoan. O ngudi khoe manh, thoi gian ban thai trong huyét twong
khoang 1 gio, va thanh loc toan co thé uée tinh khoang 283+ 98 ml/phut. Khong c6 tuong tac vé
mit 1am sang véi thire dn. Ca thire n ciing nhu thoi gian sir dung thude trong ngay déu khong
anh huong dén su hip thu cua rabeprazole.

Phdn bé: Khoang 97% rabeprazole dugc gin két véi protein huyét tuong

Chuyén héa va thai tri:

Rabeprazole natri, nhu cac thudc tre ché bom proton (PPI) khéc, dugc chuyén hoa thén gqua hé
chuyén hoa thude & gan cytochrome P450 (CYP450) . Trong nghién ctru in vitro véi microsomes
gan da xéc dinh rabeprazole natri dugc chuyen hoa bai cac isoenzymes cua CYP450 (CYP2C19
va CYP3A4). Trong cac nghién ciru nay, ndng do du kién trong huyét tuong cua rabeprazole
khéng kich thich ciing khong trc ché CYP3A4, va mic du cac nghién ciru in vitro ¢6 thé khéng
phai luc nao cling dugrc tién doan trong tinh trang in vivo nhitng phat hién nay xac dinh khong cé
ttuong tac gitra rabeprazole va cyclosporin. O ngu'cn thioether (M1) va axit cacboxylic (M6) la
céc chat chuyén héa chinh trong huyét trong véi sulphone (M2), chit chuyén hoa it nho
desmethyl-thioether (M4) va axit lién hop mercapturic (MS5) dugce ghi nhan ¢ nong do thap hon.
Chi c6 chit chuyén hoa desmethyl (M3) c6 mdt lwong nho hoat dong khang tiét, nhung n6
khong hién dién trong huyét tuong.

Sau 1 liéu don duong udng 20 mg rabeprazol '*C danh déu phong xa, khéng c6 thube dang
khéng d6i duge bai tiét qua nudc tiéu. Khoang 90% liéu ding dugc thai trir trong nuée tiéu chu
yéu 1a hai chit chuyén hoa: axit lién hop mercapturic (M5) va axit cacboxylic (M6), cdng véi hai
chét chuyén hoa khong rd. Phan con lai cua lidu dung da duoc bai tiét qua phan.

6. THONG TIN THUOC
6.1 Danh sach ta dwge

Vién nén: Povidone (K-29/32 hay tuong duong), Low subst. hydroxypropyl cellulose (LH21 hay
tuong duong), magnesium oxide, light, mannitol, magnesium stearate.

Duéi I6p bao: Ethyl cellulose, magnesium oxide, light

Lop bao: Methacrylic acid-ethyl acrylate copolymer (1:1), polysorbate 80, sodium lauril sulfate,
propylene glycol, Iron oxide red (E172) (chi cé ¢ vién nén khang dich da day 10 mg), Iron oxide
yellow (E172), titanium dioxide (E171), Talc.

6.2  Twong ky
Khéng

6.3  Han dung
2 nam ké tir ngay san xudt %’(/

6.4 Bao quan:
Duéi 30°C. Bao quan trong hdp gbe dé tranh am.



6.5 Pong goi:
3 vi x 10 vién nén khang dich da day.

7. TIEU CHUAN: Nha san xuét
PE XA TAM TAY TRE EM
POQC KY HUGNG DAN SU DUNG TRUOC KHI DUNG

Théng bdo véi bdc st nhitng tic dung bat loi gdp phai khi siv dung thudc.

8. SAN XUAT BOI:

ACTAVIS HF
Reykjavikurvegi 78,
220 Hafnarfjordur,
Iceland.
PHO CUC TRUONG
JW% Vim Ghank




