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T$ HUGNG DAN SU DUNG THUOC

R THUGC BAN THEO DON

RABEPRAZOL 20
Vién bao phim tan trong rut

GMP-WHO

THANH PHAN:
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Tadugeviradi.............. reeereenene: 1 VIBD

(T4 duge gém: cellulose vi tinh thé, tinh bt tién hd héa, croscarmellose sodium, povidon K30, natri hydrocarbonat, magnesi stearat, eudragit L100, PEG 6000,
titan dioxyd, talc, mau vang oxyd sét)

DANG BAO CHE: Vian bao phim tan trong rujt

QUY CAGH BONG GOI: Hop 1 vix 10 vién, hop 3 vix 10 vién bao phim tan trong rujt

CHI BINH:
Trao ngugc da day — thyc quan (GERD)

Loét da day — ta trang .
Hoi chitng Zollinger — Ellison.

Phéi hop v6i thudc khdc trong liéu phap diét trir Helicobacter pylori

CACH DUNG VA LIEU DUNG:

C6 thé diing trudc hodc sau bila &n déu duge, théng thuing ding mdi ngay mot 14n vao budi sang. Thudc khéng acid c6 thé udng déng thai véi thudc nay.
Khi udng phai nudt ca vién, khong dugc bé, nhai hogc 1am v3 vién thudc.

Digu tri bénh trao ngugc da day-thyc qudn: uing 1 vién/ldn/ngdy trong vong 4-8tudn

Diéu tri duy tri:

N&u cb kém loét thyc quan, c6 thé ti€p tuc 1 vién/idn/ngay trong 8 tufn.

N&u khong kém loét thyc qudn, c6 thé thém 1 vién/ldn/ngay trong 4 tudn néu cdn thiét

Diéu trj loét da day-t4 tring: ubng 1 vién/ngay duy iri trong 4-8 tudn doi vai loét ta trang va 6-8 tudn d6i voi loét da day

Didu trj Helicobacter pylori. khuyén céo k&t hop cac thudc sau ddy trong vong 7 ngay: rabeprazol 20 mg/I4n, 2 ldn/ngay + clarithromycin 500 mg/l4n, 2 1&n/ngay
va amoxicilin 1g/14n, 2 14n / ngay. ThuSc dugc udng vao budi sang va budi tdi.

Pidu tri hi chitng Zollinger — Ellison: ngubi I6n liéu khi ddu 13 60mg (3 vién) /lin/ngay, sau dé diéu chinh liu duy tri theo dép (g clia ngudi bénh.

Hodc theo sy hudng ddn cia thiy thudt

CHONG CHI BINH:

Qua min véi Rabeprazol, cdc benzimidazol hodc véi b4t ky thanh phén nao clia ché phdm.

Phy nit c6 thai.

Phy nit chho con bi. ]
THAN TRONG KHI DUNG THUOGC:
- G4n than trong khi diing rabeprazol vi c6 nguy co phdn ing qué m&n chéo véi cac thudc e ché bom praton khdc hodc cac ddn chdt benzimidazol khi dung thay thé.
- Khéng diing rabeprazol cho tré em vi chua c6 kinh nghigm sif dung. DA c6 céc bao cdo hiu mai vé réi loan tao méu nhu giam ti€u c4u va gidm bach cdu trung
tinh. Trong da s6 c4c truding hgp khdng tim ra bénh cén nhung cac r6i loan vé médu nay khang nghiém trong va s& hét khi ngimg sit dung rabeprazol.

- MGt nghién citu c6 kiém soét trén cac ngudii b§nh suy gan ti miic d trung binh d&n n3ng so sdnh voi ngudi lanh cuing do tuBi va gidi tinh chua thdy céc vén dé
nghiém trong lign quan d&n d6 an ton ciia thudc. Tuy nhién, chua cd cdc d ligu 14m sang vé sir dung rabeprazol d8 diéu tri nhilng ngudi suy gan ning, cdn phai
hét siic than trong khi chi dinh rabeprazol natri 1&n ddu cho céc ngudi b§nh nay.

- Diéu trj véi rabeprazol cd thé tang nguy co nhifm khudn dubng tiéu héa véi Salmonella, Campylobacter va Clostridium difficile.
- Khong dugc chi dinh ket hgp rabeprazol natri véi atazanavir.
- Khéng sif dung rabeprazol cho cdc ngubi b§nh khong dung nap galactose do di truyén, thigu enzym Lapp lactase hodc suy gidm hép thu glucose,
galactose.

- M6t s nghién ciiu quan sat dugc cong bd cho thdy réing diéu tri voi thudlc dc ché bom proton, k& ¢ rabeprazol, ¢ thé lign quan dén nguy co cao ddi vdi bgnh
Jodng xudng, gy xuong clia héng, of tay, hodic cit s6ng. Nuy co gy xuong tng & nhiing bénh nhan dugc diing lidu cao va diéu tr véi thudc tic ché bom proton dai
han (M@t nim hoiic dai hon). B&nh nhan nén dung liéuthap nhit va thdi gian ng4n nhét phit hop véi diu kién dang dugc didutri.
- Ha magnesi mau c6 tridu chiing va khng c6 trigu chiing da duge bdo cdo higm khi giip & nhiing bgnh nhan dugc diéu tri bing thude Gc ché bom proton it nhétla
ba thang, trong hdu hét céc trudng hop sau mdt nam diéu tri. Cac tac dung phy nghiém trong bao gém tetany, loan nhip tim, va co gi4t. Diéu tri ha magnesi méu
bing cach b6 sung magié va ngiing st dung thudc ic ché bom proton. DG véi bénh nhdn dugc diéutri kéo dai vi thudc nhu digoxin hoiic céc loai thudc cd thé gdy
ra ha magnesi méu (vi dy céc thudc Igi tiéu), cac chuyén giay t€ co thé xem xét theo ddi bd sung magnesi truéc khi b4t ddu diéu trj biing thudc iic ché bom proton.
Thoi ky mang thai

Do dd c6 bing chimg thuSc dnh hudng dén thai trén dong vat, khong cd biing chiing trén ngubi. Khong ding cho phy nif c6 thai.

Thai ky cho con bi
Thudc di qua sita & dong vat, khong G trén ngudi. Khong dung cho phy nit cho con ba.
Anh hudng dén khd nang 141 xe va vn hanh mdy méc: khuyén céo khi ding rabeprazol khdng dugc I4i xe hodc diéu khién mdy méc, do thudc co khé ndng gdy
budn ngi, chéng mit anh hubing dé&n sy tinh tdo.

TUONG TAC THUGC:

Thudt chuyén hda qua hé thng CYP450

Rabeprazol dugc chuy&n hoa qua hé thdng cyptochrom P450 @ gan, chii yéu I isoenzym CYP2C19 va mgt phén nho qua CYP3A34 nhung khong gay ic ché hoic
¢cam iing hoat tinh enzym nay. Khdng thay cd tuong tac ¢6 § nghfa 14m sang nao déng chil § doi véi cic thudc thdng thubing nhu diazepam, phenytoin, theophylin,
warfarin

Warfarin
D c6 bao cdo thdy riing, INR va thdi gian Prothombin ting & bénh nhdn bj dc ch& bom proton, bao gém khi diing chung Rabeparzol véi warfarin. Tang INR va
thdi gian Prothombin ¢6 thé dn dén chay mau bt thudng, tham chitirvong
Cyclosporin
Trong thif nghigm in vitro sit dyng t& bao microsome gan ngubi cho thy riing rabeprazol tic ché chuyén héa cyclosporin véi néng dd IC., 1a 62 micromol, néng do
ndy ting gép 50 14n so vdi Cmax & ngudi tinh nguyén khde manh sau 14 ngay ding vdi liéu 20 mg rabeprazol.
Hoat chat phy thugc vao pH da day d& hap thu
Rabeprazol g4y tc ché bén viing sy tiét acid da day. C6 thé xay ra sy tuang tac véi
céc hop chét phy thude vao dg pH da day dé hép thy do sy (fc ché cao sy tiét acid clia rabeprazol. Vidy & i tugng binh thuding, ding chung véi rabeprazol 20
—




mg/ngay/l4n din dén 1am gidm khodng 30% sinh kh dung clia ketoconazol va 1am ting AUC va C,,, clia digoxin 19% va 29%. Vi vdy, bénh nhan cdn
phdi dugc theo dGi khi dung thudc dbng thdi voi rabeprazol,
Viéc diing chung rabeprazol véi céc thudc khang acid khac khong thay d8i ndng d trong huyét tudng rabeprazol lién quan dén Iam sang.
Khong khuyén cdo diing déng thai atazanavir véi cac thudc tic ché bom proton. Viéc diing chung atazanavir véi thudic tic ché bam proton c6 thé s& lam giam déng
ké ndng d§ atazanavir trong huyét tuong va do dé 1am gidm hiéu qua diéutrj clia thudc nay
Gifng nhu c4c thudc Gc ché bom proton khéc, Rabeprazol ¢d thé 1am gidm h4p thu mdt s6 thuSc ma sy hdp thu nd phy thude vao pH da day nhu ketoconazol,
itraconazol
Khéng nén sir dyng rabeprazol véi thuc atazanavir, vi nd lam gidm néng d atazanavir trong huyét tuong, gidm dép tng clia thudc nay
TAC DUNG KHONG MONG MUGN (ADR):
Thudng gdp, 1/100<ADR<1/10
C4c ADR thubing gip nhat dugc bdo c4o trong qua trinh thif 14m sang 13: dau d4u, fa chay, dau bung, suy nhugc, ddy hai, m&n ngdia va khd miéng. Da s cdc ADR
ghi nhdn dugc trong qué trinh thi 1dm sang thubc nhom nhe va vira va chithodng qua. Nhigm khudn, mét ngil, dau ddu, chong mit, ho, viém hong, viém mii, tiéu
chdy, budn ndn, dau viing bung, tao bén, ddy hoi, dau khéng rG nguyén nhén, dau lung, suy nhuge, cdc trigu chitng gidng cim.
it gap, 1/1000<ADR<1/100
B6n chdn, budn ngd, khé tiu, khé miéng, ¢ hai, ngira, hdng ban, dau cd, chudt rit, dau khdp, nhidm khudn dubing nigu, daungyc, 6n lanh, sét, ting enzym gan.
Hiém gdp, 1/10000<ADR<1/1000
Giam bach c4u da nhan trung tinh, gidm bach c4u, gidm ti€u cdu, ting bach cu, ting huyét 4p, chan &n, trdm cam, rdi loan thi gidc, viém da day, viém rang, rdi
loan vi giac, viém gan, vang da, bénh ndo do gan, ngifa, d6 mé hdi, phan ing phéng nuéic, viém than ke, ting can.
RAt higm gdp, ADR <1/10000
Héng ban da dang, hoai tir bi€u bi nhiém dgc, hoi chiing Stevens-Johnson.
ADR chua biét ty &: Gidm natri huyét, phit ngoai bién, ching vii to & dan éng.
Théng bdo cho bdc sf nhifng tic dyng khéng mong mudn gdp phai khi sir dung thudc

DUGC LYC HOQC:
Rabeprazol 1 ddn chat benzimidazol, ¢ tac dung itc ché bom proton.
Co ché'tic dung
Rabeprazol c6 t4c dung iic ché tigt dich vi ¢ cd ban va trong tinh trang kich thich, khéing cd tinh chat khang acetylcholin hodc ddi khang thy thé histamin H,, bing
cdch dc ché enzym H */K *- ATPase & t& bao thanh clia niém mac da diy. Enzym ndy dugc coi [2 bom acid, hydrogen hodc proton trong t€ bao thanh nén
rabeprazol dutc coi 12 thudc e ché bam proton. Rabeprazol dugc gén vao enzym nay ngin chin giai doan cudi cling clia sy tiét dich vi.
(i t& bao thanh da day, rabeprazol dugc proton hoa va chuyén thanh sulfenamid hoat ddng va sau dé gdn véi cystein clia bam proton lam enzym ndy bét hoat.
Tdc dyng uc ché tiét acid
Sau khi udng 20mg rabeprazol, tic dung iic ché tit acid dich vj s& xugt hién trong vong 1 gits, tAc dung t6i da trong vong 2-4 git. Ty 1§ dc ché it acid co ban va
it acid do thirc An kich thich tai thdi di€m 23 gty sau khi udng liéu ddu tién clia rabeprazol 12 69% va 82%, tuong (ng. Thai gian dc ché co thé kéo dai dén 48 gid.
Téc dyng (c ché tiét acid clia rabeprazol ting nhe véi liéu [3p lai hang ngay 1 14n va dat mc dd 6n dinh sau 3 ngay ding thudc. Sy tigt acid tré nén binh thuting
sau 2-3 ngay ngitng thudc.
Gidm acid da day do bt cif nguyén nhan no, ké ci do sif dyng rabeprazol, s& ddn dén ting c4c vi khudn binh thuting trong da day-rudt. Sir dyng céc chat dc ché
bom proton ¢6 thé 1am tang nguy co nhifm khun da day-rudt véi Salmonella, Campylobacter va Clostridium difficile. BGi véi Helicobacter pylori, rabeprazol c6
thé (e ché vi khudn nay & ngudi bi loét hanh ta trang hoiic trao nguge do viém thyc quan khi bj nhifm, c6 thé do thudt d gén vao vi khuZn lam ic chd hoat tinh ciia
urease. 0 cdc bénh nhan sif dyng rabeprazol 10-20mg hiang ngay trong thi gian kéo dai dén 43 théng, néng df gastrin huyét thanh ting trong 2-8 tudn ddu tién
cho thay rabeprazol cd tac dung tc ché tiét acid va ndng do gastrin duy tri &n dinh néu di€u tri ti€p tuc. Néng do gastrin huyt tuong s& trd lai gid tr trudc khi diéu
tri trong vong 1-2 tudn sif dung thudc. pH da day ting (do thudc iic ché tiét acid da day) lam ting sdn cc t& bao gi6ng t& bao ua crom (ECL-cell). Tuy & chudt céng
di c6 tén thuong dang carcinom, nhung & ngudi da diing rabeprazol ti 1 ndm, cho t6i nay ven chua thdy loan san dang adenoma.
Céc téc dyng khédc
Chua phat hién dugc tac dung toan than clia rabeprazol fién hg TKTW, hé tim mach va hé ho hap. Si dung rabeprazol natri trong vong 2 tufn khang thay cd tac
dung I&n chifc ning tuyén gidp, chuyén hda carbonhydrat, néng dé hormon tuy&n cén gidp, cortisol, oestrogen, testosteron, prolactin, cholescystokinin, secretin,
glucagon, hormon kich nodn, hormon hoang thé, renin, aldosteron.
DUGC BONG HOC:
Rabeprazol h&p thu nhanh, thudc dat néng do cao nhét trong méu sau khi ung khodng 3,5 gid. Sinh khi dyng khodng 52%, do bj chuyén hoa l4n ddu & gan. Liéu
don hay I3p lai khong gdy dnh hudng dén sinh kha dung clia thudc
Rabeprazol g&n manh vao protein huyét tuong (khodng 97%).
In vitro thubc duoc chuyén hoa & gan bdi cc isoenzym cytochrom P, (CYP2G19 va CYP3A4) thanh c4c din chit thioete, thioete clia acid carboxylic, sulfon va
desmethylthioeter. (f néng do huyét tuong thir nghiém, rabeprazol khdng gy cdm (ing hoiic itc ché CYP3A4. Thai gian thii trit khodng 1 gid, kéo daigdp2-3 !ﬂnE!
ngubi suy gan hoiic 1,6 14n d6i véi ngubi chuyén hoa chdm & CYP2C19 va ting 30 % & ngudi gid. Céc din chat chuyén hoa duge thai tris chil yéu
(khodng 90%), phdn cbn lai thai trir qua phén.
QUA LIEU VA XU TRI:
Chua c6 bdo céo vé cac ddu higu hodc tridu ching IAm sing trong céc trubng hgp qué liéu.
Chua cé thudc chéng doc dc higu. Do rabeprazol két hgp rét manh véi protein nén khang thé thi trir bAng phuong phép thdm phan. Tr
diéutr] c4c trigu chiing va diéutri hd trg.
BAD QUAN: Noi khd mdt, nhiét do dudi 30°C, tranh 4nh séng.

D& thudt xa tam tay tré em.
HAN DUNG: 36 thang k tir ngy sdn xuét.
TIEU CHUAN AP DYNG: Tiéu chuin cosd
DOC KY HUGNG DAN SUf DUNG TRUGC KHI DUNG
THUGC NAY CHI DUNG THED BON GUA BAC SY
NEU CAN THEM THONG TIN, XIN HO1 Y KIEN CUA BAC SY
THONG BAO CHO BAC SY NHIING TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC
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