Anh hwéng dén kha nidng lai xe hodc van hanh may méc

Chua c6 tai liéu ve sy anfi hwdng cla rabeprazol |&n kha nang lai xe hodc /
méc , tuy nhién trong tredng hep c6 cac tac dyng khdng mong mubn nhw m
mat thi khéng dwoc lai xe hodc van hanh may méc.

Twong tac thube S
Rabeprazol natri dwgc chuyén héa hau nhw hoan toan, chi yéu khéng béi enzyme m‘ﬁ Cht

chuyén hoa dwoc thai trir qua than. CYP3A4 va CYP2C19 déng gbp vao phan thubc Gue

chuyén héa béi enzyme . Cac nghién ciru & dbi twong khde manh cho théy rabeprazol natri
khéng twong tac c6 y nghia 1am sang véi cac thube co @0 :»u thu phuy thudc vao pH. Dung
ddng thai véi rabeprazol natri sé lam gidm 33% ndng d clia ketoconazol va tang 22% ndng
d6 tbi thidu ctia digoxin . Trong cac thir nghiém |am sang thudc khang acid dwgc dung ddng
thori v&i rabeprazol va khong quan sét thdy twong téc véi thube acid dang 16ng. Cac nghién
cteu in - vitro véi vi lap thé gan ngwai cho thAy kha nang twong tac 1 rat thip tuy nhién tac
dung trén chuyén héa cyclosporin thi twong ty véi cac chét (e ché bom proton khéc.

St dung & phu ni* mang thai; Cho con bu
Phu ni? ¢6 thai: Chwa cé nghién clru day du ve cac tac dung phuy trén thai nhi , s
khi stz dung thudc trong thai ky chwa xac dinh . Do vy khdng nén st dung Rabgp
dang mang thai trir khi that sy can thiét. :
Phy ni? cho con bi: Chwa xac dinh dwgc rabeprazol natri c6 bai tiét qua stra me
do vay khong nén ding thude khi dang cho con a: néu bét budc phéi s dyng thi
cho con bd.

Tac dung khong :.o:u mudn (ADR)
- Tac dung phy thwérng gép nhét 1a nhirc dau, tiéu chay va budn nén . C4c tac dung phu
khac I1a viém mi , dau bung , suy nhuwgc , day hoi, viém hong, nén, dau bung khdng xac
dinh / dau Iwng, chéng mét , hi chieng cam , nhiém khudn, ho, tdo bén va mét ngl. Cac
tac dung phu it g&p hon I1a ngoai ban, dau co, dau ngwc, khd miéng, kho tiéu,céng théng
budn ngu , viém phé quan , viém xoang ,&n lanh, phat ban, chudt rat chan, nhiém khuén
dwéng :oc dau khop va sét.
- Chan &n , viém da day, tang can, chan nan, ngtva, réi loan thi gidc hoc vi giac, dé md
héi , ting bach ciu da dwgc quan sat trong vai trieong hop cé biét . Tang men gan da
@c quan sat & 2% bénh nhan. Giam tidu cAu , gidm bach cau trung tinh va gidm bach
u da dwgc ghi nhan . Ban myn nwéc va céc phan (rng trén da khac bao gdm ban dd
dwoc ghi nhan. Ngwng thuéc ngay néu cé thwong tdn trén da.

&l 1= M Bao quan dwéi 30°C, tranh anh sang
Bung dich sau khi pha c6 thé dung trong véng 4 gi¢ néu bao quan trong ti fanh.

mm..s LI H 24 thang k& tir ngdy san xuét.
.w: oLl e e (1 H HOp chira moét 1o bot dong khd pha tiem

I \

WNha san xuét: : Cadila Pharmaceuticals Ltd, India m\% w\\ L0 U5
Nha phén phdi: Céng ty TNHH Dwge phdm Vimedimex

VP: LAu 7, 246 Céng Quynh, P. Pham Ngi L&o, Q.1, TP.HCM A
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Tai liéu théng tin
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mmcqumno_ natri 20mg
Dang bot déng khé pha tiém

@ Rabeloc 1.V - thubc e ché bom proton da day, ngdn chdn buwéc
cudi cing cika sw tao thanh acid.

@ Rabeloc 1.V dwge chuyén héa hdu nhw hoan toan, chi yéu khong

béi enzyme.
@ Rabeloc khong cdn diéu chinh liéu & bgnh nhdn suy thén,
suy gan hodic ngudi cao tudi.

sé gidy tiép nhan hd so déing ky tai lidu théng tin cho cén bd y té
ciia CQLD-BYT: XOOX/XX/QLD-TT

Ngay in tai liéu

Tai lidu ndy gm 4 trang, thong tin chi tiét sén phém xem trang 2,34 S .
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https_//nhatpxuocngocanh - Bénh nhan suy gan min tinh, AUC ting gép déi so véi ngudi

RABELOC I V ﬁnhnwénkhéemmh,diéumy cho thdy sy giam chuyén
« Y. héa 1dn dau va thoi gian ban hiy trong huyét trong tang 2-3
(Bt dong khd pha tiém rabeprazol natri 20 mg/lg) lin.
2 - Bénh nhén suy thin:
CANHBAODACBIET: Gbenhnhﬂnmyﬂmﬂnnéngsiaidoan cudi cin phai thim
Thudc bén theo dom . phin méu d};’y tri (49 thanh thai creatinin < 5
Doc kj hucng dan sik dung trieie khi ding, i mU/phat/1,73m’), thai trir cia rabeprazol natri twong tirso véi
MMW,MWH& bdc s, iy ngudi tinhnguyén khoe manh,
Xin théng bdo cho bdc st biét cdc tic dung ngoai y xdy ra Nguoi cao tusi:
trong qua trinh sii dung. O ngudi cao tudi thai trix hoi giam. Sau 7 ngay ding liéu 20
Dé thuéc xa tam tay tré em. mg rabeprazol natri mdi ngiy, AUC ting khodng gip dai,
Khang diing thuée da qué han st dung. Cmax ting 60% so véi ngudi tré tudi khoe manh, Tuy nhién
khdng c6 bing chimg vé tich liiy thudc.
THANH PHAN:
MBi lo bgtdong khd pha tiém c6 chira: CHiDINH:
Hoat chat: Rabeprazol natri 20mg RABELOC LV. trge chi dinh trong cdc trudmg hep:
Té dhegre: Mannitol, natri hydroxid dang pellet. - Diéu trj tiép theo rabeprazol duimg uéng & bénh nhan trude
dly ding vién rabeprazol nhung tam thoi khéng thé ding
DUQCLUCHOQC: ; thuoe ny do bétky 1y do gi, vi dy nhu phiu thugt. (B
Co ché téc dung: rabeprazol natri thude nhdm thude chéng - U nhimg bénh nhén trdo nguge thw.quh«chzlow
tiét din xudt cia benzimidazol. Thudc khéng ¢t diic tinh bao mén (GORD/GERD) tir vira dén nng, cin di u trj chong
chéng tiét acetylcholin hoic déi khng H, histamin, nhung tiét acid dich vi ma khdng thé ding thu dudmgubng.
cétécd;mg&cchéwbéid&acidcﬁadad&ydofrcchéd&c -Phongngmmxui:huy&obmnhanxusthuyétcépﬁnh
hiéuu'énenzymH'/K'-ATPascdbémﬁtﬁétcﬁatébéothﬂnh do loétda day- té trang.
da dy. Hé enzym nay dugc xem Ia bom acid (proton), do d6 £
Rabeprazol natri duge xép vao nhém thuée ire ché bom LIEU LUGNG VA CACH DUNG:
proton dy diy, ngiin chin bute cubi cling ciia sy tao thinh Ding theo sy chi dén cia béc si diu trj.
acid. Téc d g ndy c6 lién quan dén lidu ding va dén dén irc Rmmlmmgdmﬁemméncmmgmmﬁng
ché ca sy ti acid co ban Iin sy tiét acid kich thich bét ké do khdngphdhopvicénchuyénmgdﬁngdubnguﬁngsém
tic nhén kich thich nao. nhét c6 thé,
Hoat tinh chéng tiét - Sau khi dung lidu 20 mg rabeprazol
natri, tdc dung chdng tiét bét dau :ung hién trong vong 1 gis, :
hi¢u qua t6i da dat dugc trong vong 2 dén 4 gio. Sau liéu ddu Ngwoi lon:
tién 23 gio, irc ché tiét acid co ban 13 69% va irc ché tiét acid - Diéu trj tiép theo rabeprazol diimg uing & bénh nhén
kich thich béi thire an 1a 82%, thoi gian ire ché kéo dai dén 48 truce ddy ding vién rabeprazol nhung tam thoi khong thé
gia.nbigimhuéccomdungdmydmmnhj&uuvm diing do bat ky Iy do gi, Vi dy nue phéu thugt:
thoi gian bén hity (khoang 1 gid), c6 thé do sy lién két kéo dai Liéu ngudi 16, khi diing thuée tiém thay thé tiép
v6i enzym H'/K" - ATPase & thanh da day. Higu qua trc ché theo mu&’ﬁn& 12 20 mg rabeprazol ngay mot lan, tiém tinh
tiét acid cua rabeprazol natri ting nhe khi ding tiép theo mdi mach chim trén 5 phit hofic truyén tinh mach trong vong 20-
ngay mft liéu va dat én dinh sau 3 ngay. : 30 phiit, diéu tri tr 7 dén 10 [gRY. -3 T )
demuﬁmmhﬁﬁl:ﬁongﬁcnghiénc&u -&Mgwmmwﬁw-ﬂ&.
mmgtrenbenhnmnmmaiéun-ivﬁzomgnbepml bao mon (GORD/GERD) mmdénwgzc diéu tri
natri ngay mot ldn, kéo dai dén 24 thang. Mirc gastrin huyét chdng tiét acid dich vi ma khong thé diing thuéc dwong uing:
thanh ting trong 2 dén 8 tudn diu, diéu na phén dnh higu qua Liéudéngﬁmﬁmhnm bi viém thyc quan trio nggc
trc ché trén syr tiét acid. Mic gastrin tr&vgnhulméckhidiéu khéng thé diing ubng nén duge didu tri véi 20 mg mbi
tri, thirdmg trong vong 1 dén 2 tudn sau khi ngimg thude. ngay mot lan. Thong thudmg thei gian diéu trj tiém tinh mach
la ngan (1én dén 7ngay)vachnyéﬁ'mgdiéuu1bmmmng
DUQCPONGHOQC : uéngnéndwcthychiénc&ngsémcéngtét. ‘
Hdp thu: = Phéng ngira tdi xudt huyét 6 bénh nhdn xuds huyét cap tinh
Sinh kha dyng cia rabeprazol natri tiém tinh mach la 100%, do loét da day- 14 trang: 3
Phan bo: . ~ Tiém tinhmach 40mg vasau6 tiéng biit diu truyén inh mach
Rabcpnzolnatriginkétvéipmteinhuyétmongkhodng btécdowgiemgwmnudwmymmy
97%. mmm&cumummgeoméﬁ&nmmhzomgz
Chuyén héa: uu/ngnyhoamlinfqgayuougmmim tir2dén 7 ngay.
Rabeprazol duge chuyén héa hiu nhir hodn toan, chi yéu Sau d6 ding thudc ubng rabeprazole 20mg méi ngiy mot ldn
khdngnbéi enzym, thanh thioether — rabeprazol. Céc chit nh li¢u phap diéu trj tiép theo trong 8 tuin ké tiép.
chuyén héa chinh trong huyét tuong Ia thioether (MI) va Rabeloc IV c6 thé dugc ling viri duomg tiém tinh mach hogic
carboxylic acid (M6). Céc chét cbuygu héa phy c6 ndng d truyén fink mach déu c6 tic dung nhu nhau.
hon bao gm sulphone (M2), desmethyl-thiether (M4)
va chét lién hop véi acid mercapturic (M5). Chi chét chuyén Bénh nhin dic bigt
héa desmethyl (M3) c6 hoat tinh chéng ti nhung chét 2 ‘&fﬂﬁb & tréem:
ndy khong hi¢n di¢n trong huyét twong, . g d¢ nghj ding thudc nay vi c6 rét it kinh nghiém dung
Tat cé cée chit e ché bom proton, ngoai trir rabeprazol, thude ¢ tré em.
dugc chuyén héa chi yéu b hé enzym cytochrom P450 cia Nguéi cao tudi:
gan, va cée dgng ddng phan thong thuong cia CYP2C19 s Tudi cao, tinh trang chuyén hoéa kém déi vai CYP2C19 va
Anhhuangaéudammmmminhkhadung. biéu nay din suy chirc ning gan khén, 16n hom hai lin nén khéng cin diéy
dén sy bt én dinh trong higu qua irc ché tiét acid ciia tit ca chinh lidu & nguér cao tudi.
cde chit irc ché bom proton, 1gogi trir rabeprazol. Cac dang Nguoi suy chiee ndng then: :
aéngphsncﬁacvm019khonge\nhhmgdangkéaéndc Suy chirc nang thin khéng anh huing dén sy thai trir cia
thanh thai, higu qua 14m sang hodic twong tic déi véi mu&.namcmabennnhmmﬁwcum,khong sét
rabeprazol. méyﬁchmymﬁ;maéuuimmxmch iéu chinh
Thai trir: y liéu & bénh nhén suy than. s 9
Chii yéu thai trir qua dudmg tiéu (90%), thude nguyén Ngudi suy chire ning gan:
khéng thai tnir trong nude tida, Phin con lai cua cdc chat Lﬁ:mtrénﬁwmg/ y chua duge nghién clu & bénh nhan suy
chuyen héa duge bai tiét qua phén, T tim thdy 1a gan. Khéng cin di chinh liéu & bénh nhan suy gan,
99,8%, cho thdy mét lugng nhé cac chét chuyén héa durge Théim phin mau:
thii trr qua mit. Thoi gian ban huy trong huyét twong Khﬁugcsnaiéucmmuéuomnhanmgﬂﬂmpmm
khodng 1 giés(tir 0,7 dén 1,5 gicr), v thng thanb thii wéc tinh Tuwomg tdc thudc:
28398 mU/phiit. Trong céc nghién ciru in-vivo, rabeprazo} khéng dnh huémg
Bénh nhinsuy gan: déngkédénmchuyénhéacﬁanhﬂngthu& khie.

— - s T—
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nﬁi chi diing tiém truyén finh mach. Khong dwgc tiém

bip.

M&m@tlvcéchimlﬂm bt Rabeprazol dugc pha véi 5 ml
nuée pha tiém dé dugc nong 49 4mg/ml. Sau khi pha, dung
dg?mﬁtméngmmww ding trong vong 4 giér
néu béo quan & nhiét 4 phong va trong 24 gids néu bao
trong tii lanh. Nén kiém tra dich pha va khéng sir dung néu c6
thay dbi mau sic, két tia, duc holic o ri. Nén loai b phén
thudc khong sir dung.

Tiém tinh mach: dung dich sau khi pha dugc tiém tinh mach
chém trén 5 phit.

Tiém truyén tinh mach: dung dich sau khi pha & trén dugc
pha tiép véi dung dich pha tiém natri clorid 0,9% hoiic dung
dich Dextrose 5% hay 10%, d& dugc ndng d§ 0,2 mg/ml.
Thari gian truyén tir 20 - 30 phiit.

CHONG CHi DJNH:

Bénh mén cam véi rabeprazol natri, din xuft
C6 thai va cho con bu.
KHUYEN CAO VA THAN TRONG:

Diéu trj c6 thé lam giam tri¢u chimg nhumg khéng thé ngin
ngira sy hién di¢n cia bénh da diy hogic thye quan éc tinh, do
d6 nén logi trir kha ning bénh 4c tinh truéce khi bit diu didu
tri v&i rabeprazol.

Trong céc nghién ciru & bénh nhén suy gan tir nhe dén vira so
v6i nhém doi chimg c6 tudi va gidi tinh twong dwong, khéng
c6 vén dé vé tinh an toan ctia thudc. Tuy nhién, nén thin trong
khi bit dau dung rabeprazol & bénh nhén r6i loan chire néng
ganniing.

ANH HUONG DEN KHA NANG LAI XE HOAC VAN
HANHMAYMOC:

Chua c6 tai ligu vé sy dnh huéng cia rabeprazol 1én kha ning
l4i xe hofic vén hanh méy mée, tuy nhién trong truémg hop c6
céc tdc dyng khéng mong mudn nhu mét ngu, chéng mat thi
khéng duge 14i xe hofic vin hanh may moc.

TUONG TAC THUOC: .

Rabeprazol natri dugc chuyén héa hiu nhu hoan ton, chii
yéu khong bdi enzym, cic chit chuyén héa thai trir qua
thin. CYP3A4 va CYP2C19 déng gép vao phéin thubc dwge
chuyén héa béi enzym. Céc nghién ctru & dbi tuong khoe
manh cho thdy rabeprazol natri khong tuong tic ¢6 ¥ nghia
lsmsa;fnvﬁcacmuéccédohépmuphummvmgﬂ
Dung dong thoi véi rabeprazol natri s& lam giam 33% nong
dd cua ketoconazolva ting 22% néng d6 tbi thiéu cia
digoxin. Do d6 néu c6 thé, nén theo ddi timg bénh nhan nhim
xdc dinh c6 cdn phai diéu chinh liéu khi dung ddng thoi
nhimg thudc nay. Trong céc thir nghiém 1dm sing, thudc
khang acid dugc ding ddng thdi véi rabeprazol va khéng
quan sét thiy twong tic véi thude khéng acid dang 16ng. Céc
nghién ciru in-vitro voi vi lap thé gan ngudi cho thay kha
niing trong tac 1 rdt thap, tuy nhién tac dyng trén chuyén héa
cyclosporin thi twong ty véi céc chit ic ché bom proton
khic.

SUDUNG O PHUNU'MANG THAIL; CHO CON BU:
Phy nir c6 thai: Chua c6 nghién ctru dgy di v& céc tic dung

phu trén thai nhi, sy an toan khi si dung thude tron ai ky
chua duge xac dinh. Do vy khé *ﬁgﬁmhﬁmml
khi dang mang thai trir khi thyc sy cén thiét.

Phy nir cho con bii: Chua xic dinh dugc rabeprazol natri cé
bai tiétqmsﬁnmcbaykh@ng,dovﬁykhéngnéndﬁngthu&c
khi dang cho con bii, néu bit budc phai sir dung thi nén ngung
cho con bi.

TACDUNG KHONG MONG MUON (ADR):

Téc dung phy thudng gap nhét 14 nhirc diu, tiéu chay vabudn
ndn. Céc tdc dung phy khéc 12 viém mii, dau bung, suy
nhirgc, ddy hoi, viém hong, nén, dau bungnkh Xxde
dinh/dau lung, chéng mit, hi chimg ciim, nhi uan, ho,
t40 bon va mét ngit. Céc tc dung phu it gip hon 13 ngogi ban,
dau co, dau ngyc, kho miéng, khé tiéu, cing thing, budn nga,
viém phé quan, viém xoang, én lanh, phat ban, chudt rit
chin, nhi€m khuén dwdomg tiéu, dau khop va sét.

Chén &n, viém da day, ting cén, chén nan, ngira, ri logn thi
gidc hogic vi gide, 48 md hdi, ting bach ciu d& duge quan sét
trong vai tredng hop c4 biét. Tang men gan d4 dwgc quan s4t

& 2% bénh nhén. Giam tiéu clu, gidm bach ciu trung tinh va
gidm bach cdu da dugc ghi nhgn. Ban myn nudc va céc phan
{mg trén da khéc bao gdm ban d6 42 dugc ghi nhan. Ngung
thude ngay néu cé thuong ton trén da.

QUALIEU: ‘
Khéng c6 thubc giai doc dic higu. Rabeprazol natri gin két
manh véi protein huyét trong va do d6 khong thé thim phén.
Nén didu trj nang 4 va diu trj triéu chimg.

BAOQUAN:

Bao quan duéi 30°C, tranh 4nh sang. Dung dich sau khi pha
c6 thé diing trong vong 4 gid néu bio quin & nhiét 49 phong
va trong 24 gidr néu bao quéan trong ti lanh.

DANG BAO CHE VA QUI CACH PONG GOI:
Hop chira 1 19 bét d6ng kho pha tiém.

TIEU CHUAN CHAT LUQNG:
Nha sdn xuit

HANDUNG: ’

36 thang ké tir ngay san xuét.

86 16 san xudt (B.No.), ngay san xudt (Mfg.), han ding
(Exp.), s6 ding ky (Reg.No.): Xin Xem trén nhin h{p va vi.

Sén xuit bai:

CADILAPHARMACEUTICALS LTD.

Plot no. 1389, Trasad Road, Dholka, City: Dholka - 382225,
Dist: Ahmedabad, Gujarat State, India

Co 5656 hivu gidy chirng mhn sin phdm duge phim:
CADILAPHARMACEUTICALS LTD.

Sarkhej Dholka Road, Bhat-Ahmedabad, 382 210, Gujarat-
India.

Ngay xem xét lai t& hwéng déin sir dyng: 18/07/2019
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