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Cong dung ciia Thudc irc ché bom Proton Pariet 20mg

Chi dinh

Thuéc PARIET® 20 mg duoc chi dinh dung trong cac truong hop sau:
Diéu tri loét ta trang hoat dong.

Diéu tri loét da day lanh tinh hoat dong.

Diéu tri loét miéng ndi.

Diéu tri bénh traoe ngwoc da day - thue quin dang loét hoac dang bao mon
(GERD).

Diéu tri duy tri dai han bénh trao ngugc da day - thyc quan.

Diéu tri triéu chting bénh trao ngugc da day - thuc quan tir trung binh dén rat
nang.

Hoi chimg Zollinger-Ellison va cac tinh trang ting tiét bénh 1y khac.

Két hop véi ché @6 diéu tri khang khuén thich hop dé tiét trir Helicobacter
Pylori ¢ nhitng bénh nhan bi loét duong tiéu hoa.

Duwgc lue hoc




Co ché tac dung

Rabeprazole sodium thuoc nhém thudc khang tiét acid, nhitng dan xuit cta
benzimidazoles thé, khong c6 dic tinh khang tiét cholin hay déi khang
histamine H2, nhung &rc ché sy tiét acid & da day bang cach @rc ché chuyén biét
enzyme H+/K+ -ATPase (bom acid hay bom proton).

Tac dung khang tiét acid

Sau khi udng mot liéu 20 mg rabeprazole sodium khdi phat ctia hiéu qua
khang tiét acid xay ra trong vong 1 gid, voi hidu qua t6i da & giita 2 va 4 gio.
23 gio sau liéu rabeprazole sodium dau tién, sy e ché tiét acid co ban 1a 69%
va sy tc ché tiét acid do thirc an kich thich 1a 82% va thoi gian tc ché kéo dai
dén 48 gio.

Hiéu qua e ché tiét acid cua rabeprazole sodium ting nhe khi lap lai liéu mdi
ngay, dat tinh trang e ché on dinh sau 3 ngay.

Khi ngung thudc, hoat dong tiét acid binh thuong héa sau 2 dén 3 ngay.

Anh hudng trén Gastrin huyét thanh

Trong cac nghién ctru lam sang, bénh nhan duoc diéu tri v6i 10 hay 20 mg
rabeprazole sodium mot 1an mdi ngay trong thoi gian dén 43 thang.

Nong d6 gastrin huyét thanh ting dan trong 2 dén 8 tuan dau tién phan anh
hiéu qua e ché ddi véi sy tiét acid va duy tri on dinh khi tiép tuc diéu tri.
Nong d6 gastrin tré vé murc trude diéu tri sau khi ngung thudc 1 dén 2 tudn.
Nhirng tdc dung khac

Cho dén nay chua thay c6 tac dung hé thong ciia rabeprazole sodium 1én hé
than kinh trung wong, hé tim mach va hé ho hap.

Duwoc dong hoc

Hap thu

PARIET® 20 mg 1a ché pham rabeprazole sodium dang vién nén bao tan trong
rudt (khong tan trong da day). Dang bao ché nay 1a can thiét vi rabeprazole
khong bén trong mdi truong acid. Do dé, su hap thu rabeprazole chi xay ra sau
khi vién thude roi khoi da day.

Hap thu nhanh véi ndong d6 dinh rabeprazole trong huyét twong vao khoang
3,5 gid sau mot lidu 20 mg.

O nguoi khoe manh thdi gian ban hiy trong huyét trong vao khoang mot gio
(tir 0,7 dén 1,5 gio) va do thanh thai toan co thé 1a 283 98 ml/phut.

Khong co twong tac vé 1am sang voi thie an. Thic an cling nhu thoi gian dung
thudc trong ngay déu khong anh hudéng sy hap thu rabeprazole sodium.

Phan phéi

O nguoi, 97% rabeprazole gin két véi protein huyét tuong.

Chuyén héa va bai xuét

Rabeprazole sodium, ciing nhu cac thue khac thudc nhom e ché bom proton
(PPI) dugc chuyén hoa qua hé thdng cytochrome P450 (CYP450) cua gan.



Khoang 90% liéu ding duoc bai xut trong nudc tiéu dudi hai dang chuyén
hoa: Dang lién hop véi acid mercapturic (MF) va dang acid carboxylic (MF)
va hai chat chuyén héa khac chua duoc biét rd.

Phén con lai cta lidu dung duoc tim thiy trong phén.

Cich dung Thuoc trc ché bom Proton Pariet 20mg

Cach dung

Dung dudng ubng. Dbi v6i nhitng chi dinh dung thuée mot 1an mdi

ngay, PARIET® 20 mg vién nén nén dugc udng vao budi sang, trudc khi dn
mic du thoi gian trong ngay ciing nhu loai thirc 4n déu khong c6 anh hudng
dén tac dong cua rabeprazole sodium, viéc dung thude vao budi sang nhu vay
tao thuan loi cho su tuan tha diéu tri. Bénh nhan can duoc luu vy khong nén
nhai hay nghién nat vién nén ma nén nudt ca vién.

Liéu diing

Nguwoi lon/nguoi gia

Loét ta trang hoat dong, loét da day lanh tinh hoat dong va loét miéng ndi
Liéu duong udng duge dé nghi 1a PARIET® 20 mg dung mot 1an mdi ngay
vao budi sang.

Hau hét bénh nhan loét ta trang hoat dong sé& lanh trong vong bdn tuan. Tuy
nhién mot vai bénh nhan céan diéu tri thém bon tudn méi lanh han. Hau hét
bénh nhan loét da day lanh tinh hoat dong s€ lanh trong vong sau tuan. Tuy
nhién, cling nhu trén, mot vai bénh nhéan can diéu tri thém sau tudn maoi lanh
han.

Bénh trao nguoc da day thyc quan dang loét hodc bao mon (GERD)

Liéu duong udng duge dé nghi cho tinh trang nay 1a PARIET® 20 mg uéng
mot 1an mdi ngay trong bén dén tam tuan. Liéu PARIET® 20 mg ubng hai lan
mdi ngay thém 8 tudn nita khi trj liéu trc ché bom proton (PPI) khong hiéu qua
dbi voi bénh nhan viém thuc quan trao nguoc.

Diéu tri duy tri dai han bénh trao nguoc da day - thuc quan

Trong diéu tri dai han, c6 thé sir dung liéu duy tri PARIET® 20 mg mdt lan
mdi ngay tiy theo dap g cuia bénh nhan.

Hoi chtng Zollinger-Ellison va céc tinh trang ting tiét bénh 1y khac

Liéu luong can thay doi tiy theo timg bénh nhan. Khoi dau véi lidu
rabeprazole sodium 60 mg mot ngay, sau d6 co thé tang 1én dén 100 mg mot
1an mdi ngay hay 60 mg hai 1an mdi ngay. Mot s bénh nhan can dugc chia
lidu. Can tiép tuc dung thudc dén khi nao 1am sang con can thiét. Mot s6 bénh
nhan bi hoi chirng Zollinger- Ellison da duoc diéu tri lién tuc dén mot nam.
Tiét trir H.pylori

Nhitng bénh nhan bi nhiém H.pylori nén duoc diéu trj véi lidu phap tiét tru.
Diéu tri phdi hop trong 7 ngay dugc dé nghi nhu sau:



« PARIET® 20 mg hai lan mdi ngay + clarithromycin 500 mg hai 1an mdi ngay

va amoxicillin 1 g hai 1an mdi ngay.

Suy than va suy gan

Khéng can diéu chinh liéu dbi v6i bénh nhan suy than hay suy gan.

Tré em

Tinh an toan va hiéu qué cta rabeprazole sodium 20 mg trong diéu tri ngin
han GERD (1én dén 8 tudn) ¢ thanh thiéu nién tir 12 tudi tré 1én duge hd tro
boi:

« Két qua ngoai suy tir cac nghién ctru day di va duoc kiém soat chit ché dé hd
trg cho hi¢u qua cta rabeprazole sodium & nguoi 16n.

e Céac nghién ctru vé an toan va dugc dong hoc duogc thuc hién trén cac bénh
nhan thanh thiéu nién. Liéu khuyén dung cho thanh thiéu nién tir 12 tudi tro
1én 1a 20 mg mdi ngay mot lan trong 8 tuan.

« Tinh an toan va hiéu qua cila rabeprazole sodium trong diéu tri GERD & tré
em du6i 12 tudi chua dugc thiét 1ap. Tinh an toan va hiéu qué cta rabeprazole
sodium cho cac chi dinh khac cling chua dugc thiét 1ap & bénh nhén tré em.
Luu y: Liéu dung trén chi mang tinh chat tham khao. Liéu dung cu thé tuy
thudc vao thé trang va muc do dién tién cta bénh. Pé co liéu dung phu hop,
ban can tham khao ¥ kién bac si hodc chuyén vién y té.

Lam gi khi diung qua liéu?

Tri€u ching

Cho dén nay rat hiém béo céo vé qua liéu c6 cha dinh hay ngau nhién. Liéu tdi
da khong vuot qua 60 mg hai 1an mdi ngay, hay 160 mg mot 1an mdi ngay.
Nhiing tac dung nay theo ghi nhan dugc nhin chung rat it va c6 thé hoi phuc
ma khong can ¢ sy can thiép y hoc nao khac.

Xr tri

Chua c6 thube giai doc dic hiéu. Rabeprazole sodium gan két nhiéu voi
protein va do d6 khong dé dang dé tham tach. Nhu trong nhitng truong hop
qua lidu khéc, nén diéu tri triéu ching va ap dung céc bién phap nang tong
trong.

Lam gi khi quén 1 li¢u?

Néu ban quén mét lidu thudc, hiy dung cang sém cang tét. Tuy nhién, néu gan
v6i lidu ké tiép, hay bo qua lidu da quén va ding liéu ké tiép vao thoi diém
nhu ké hoach. Luu ¥ rang khong nén dung gip d6i lidu di quy dinh.

Tac dung phu

Khi sir dung thuéc PARIET® 20 mg, ban c6 thé gip cac tac dung khong
mong mudn (ADR).

No6i chung PARIET® 20 mg vién nén dugc dung nap tot trong cac thir nghiém
1am sang & nguoi 16n va thanh thiéu nién. Nhing tac dung phu thuong gip
nhat trong subt cac thir nghiém 1am sang c6 kiém soét véi rabeprazole 1a nhirc



dau, tidu chay, dau bung, suy nhugc, day hoi, néi ban va khé miéng. Nhiing
tac dung khong mong mudn thudng thoang qua nhe hoic trung binh va phu
hop gitta ngudi 16n va thanh thiéu nién. Nhiing tac dung phu sau da dugc ghi
nhan trén cac thtr nghiém lam sang va nhitng bao cao sau khi str dung rong rai
trén thi truong.

Thuong géap, 1/100 ADR < 1/10

Nhiém tring va nhiém ky sinh trung: Nhiém trung.

R6i loan tAm than: Mat ngu.

R6i loan hé than kinh: Nhtrc dau, chong mat.

Réi loan ho hép, nguc va trung that: Ho, viém hong, viém miii.

Réi loan tiéu héa: Tiéu chay, non, budn ndn, dau bung, tdo bon, déy hoi.

Roi loan co xuwong, md lién két va xwong: Pau khong dic hiéu/dau lung.
R&i loan chung va tinh trang tai vi tri dung thude.

it gap, 1/1000 ADR < 1/100

Réi loan tAm than: Tinh trang kich dong.

R6i loan hé than kinh: Tinh trang mo mang.

R&i loan ho hap, nguc va trung that: Viém phé quan, viém xoang.

Réi loan tiéu héa: Kho tiéu, khé miéng, ¢ hoi.

R6i loan da va md duéi da: Ban do da.

Réi loan co xuwong, mo lién két va xuwong: Pau co, vop bé chan, dau khop, giy
xuong.

R6i loan than va niéu: Nhiém trung duong niéu.

Kiém tra: Tdng men gan.

Hiém gip, 1/10.000 ADR < 1/1000

Réi loan hé mau va lympho: Giam bach cau trung tinh, giam bach cau, giam
tiéu cau, tang bach cau.

R6i loan hé mién dich: Phan ung di ing.

Roi loan dinh dudng va chuyén hoa: Chéan an, giam magnesi huyét.

R6i loan tAm than: Trim cam.

R6i loan tiéu hoa: Viém da day, viém miéng, r6i loan vi giac.

Réi loan gan mat: Viém gan, vang da, bénh nio gan.

Réi loan da va mé dudi da: Ngira, ting tiét md hoi, ndi bong nude.

R6i loan than va niéu: Viém than k&.

Kiém tra: Tang can.

Rat hiém gip, ADR < 1/10.000

R6i loan da va mo duéi da: Ban do da da dang, hoai tir biéu bi do nhiém déc
(TEN), hoi chiing Stevens-Johnson (SJS).

Khéng xé4c dinh tan suét

Roi loan dinh dudng va chuyén hoa: Giam natri huyét.

R6i loan tam than: Lan 16n.



R6i loan mach mau: Phu ngoai bién.

Ri loan hé sinh san va vi: Chimg v to & nam gioi.

Huoéng dan cach xir tri ADR

Thong bao cho bac si nhiing tac dung khong mong mudn gip phai khi str dung
thudc.

Tai liéu tham khao:

T& hudng dan sir dung thube

Dugc Thu Qudc Gia Viét Nam



THUOC UC CHE
RX Thudc bén theo don

BOM PROTON

Pariet 10n; / Pariet® 20n

VIEN NEN

<Ché& phim Rabeprazole Sodium>

VIEN NEN

£

1.Tén thude

PARIET® 10mg Vién nén bao tan trong rudt.

PARIET® 20 mg Vién nén bao tan trong rudt.

2. Thanh phén dinh tinh va dinh Iigng

M&i viénnénchia:

10 mg rabeprazole sodium, nfong ducng v8i 9,42 mg rabeprazole

20mg sodium, duong v6i 18,85 mg
V&t dugc, xin tham khdo muc6. 1
3.Dangbaoché 1
© Vién tr Pt s - | - *‘x
10 mg: vién nén 2 mit1i, bao phim, mau vang v6i 'E 240'in mau den trén mot mit. t

20 mg: vién nén 2 matléi, bao phim. mau vang v6i 'E 243" in mau dd trén mot mat.

4.Dicdi€émlimsang

4.1Chidinh diéutri

PARIET” vién nén dugc chi dinh trong didu tri:

o Loétta trang hoatdong

o Loétda daylanhtinhhoatddng

o Loétmiéngndi

o Bénhtraongugcda day- thitc quin dang loét hodc dang baomon (GERD)

 Didutriduytridaihan bénhtrio nguc da diy- thuc quin

o Diéutri tri¢u chitng bénh tra o nguc da diy- thyc quin tif trung bish &€a rit nding

o Hoi chitng Zollinger-Ellison v céc finh trang ting ti€t bénh 1§ khic

» Kéthop vdi ché db didu ui khing khwdn thich hop &€ &1 it Helicobacter pylori & oh
bénh nhin bi loét dudng tiéu héa. Tham khdo muc4.2

4.2Liéulugng va cdch ding

Ngudsi 16n/ ngudi gia:

Loét td trang hoat dgng, loét da day lanh tinh hoat déng va loét mi¢ng néi: Liéu dudng wing

dugcdé nghila PARIET® 10 mg hay 20 mg ding motlin m3ingdy vaobudiséng. ¥

Hiuhé€tbénhnhin loét td trang hoat ddng s& lanh trong vong bdn tudn. Tuy nhién mot vaibénh

nhan cdn diéu trj thém bén tdn mdi lanh hin. Hiu hét bénh nhan loét da day lanh tinh hoat

dong sé lanh trong vong sdu tudn. Tuy nhién, cling nhi trén, mot vai bénh nhan cdn diéu tri

thém sdu tudn méi lanh hin.

WOy 3o

Bénh trao nguge da day thiee qudn dang loét hodc bao mon (GERD): Lidu nm‘};s' udng duge dé
nghichotinh tmngnay 12 PARIET* 10 mg hay 20 mg udngmot1dn mdingay trong

Liéu PARIET* 10 mg hodc 20 mg udng hai 1an mGi ngay thém 8 tuin nira khi tri li¢u irc ché
proton (PPI) khong hi¢u qua don v&i bénh nhan viém thuc quan trao ngugc. Tuy nhién, liéu
PARIET" 20 mg udng hai lin mdi ngay chi nén dp dung cho bénh nhn cb ton thuong niém
mac nghiém trong.
Diéu tri duy tri dai han bénh trao ngugc da day- thate guén: Trong Siéutri &3 han, ¢6 thé sir dung
liéu duy tri PARIET" 10 mg hay 20 mg mot lin mdi ngay tiry theo dépéng ciia bénh nhan. _1
Diéu tri tri¢u ching frong b;nn trao ngugc da day- thuc qudn 1 trung bink &n rdt ning: o
PARIET® 10 mg mét ldn mdingay cho bénh nhin khong c6 \nmﬁnm Néutriéuch
khong cdi thiénsau bn tun, bénh nhin cin dugc khim ki€m tra thém. Khi tricu chiing bién
mit, c6 thé ki€m sodt triéu chitng sau d6 bdi diing thudc theo yéu cdu vdiliéu PARIET” 10mg

mouh mSn ngiylucc!n thiét.

Hi chitng c tinh trang ding tit bénh Iy khdc: Liéu lugng cdn b a8i y
theo titg bénh nhin. Khdi ddu véiliéu rabeprazole sodium 60 mg motngay, sau d6 ¢6 thé ting
1én dén 100 mg mot 1dn mdi ngdy hay 60 mg hai 1in mdi ngdy. Mot s6 bénh nhin cén dugc
chia liéu. Cin ti€p tuc ding lhu& d
bi hdi chiing Zollinger- Ellison da dugc diéu tri lién tuc dén motnam.

Tiét trit H.pylori: Nhitng bénh nhén bi nhiém H.pylori nén dudc diéu tri véi liéu phép tiét uir. %
Piéu tri phdi hop trong 7 ngdy duge dé nghi nhu'sau:

* PARIET" 20 mg hai 14n m&i ngay + clarithromycin 500 mg hai 1in mdi ngay va amoxicillin 1g
hailinmbingdy.

D3&i v6i nhitng chi dinh ding thuge mot 1dn mdi ngay, PARIET” vién nén nén dugc udng vao
budi sdng, trude khi an; va mac dil thdi gian trong ngay cing nhuloai thifc in déu khong ¢6 dnh
hudng d&n téc ddng clia rabeprazole sodium, viéc ding thudc vio budi sing nhu vay tao thuin
I¢i cho sy tuin thi diéu tri.

Bénh nhan cin duge lwu § khdng nén nhai hay nghién nét PARIET® vién nén, ma nén nudt ca vién.

KhOngcAnﬂ' u chinh liéu d8i véi bénhnhan suy than hay suy gan. ’ X

Xin tham khdo myc 4.4 Luu § va Thén trong dic biét d6i véi S dung PARIET” trong diéu tri
bénhnhin cé suy ganniing. N

Tré em:
Tinh an toan va higu quﬁ cuia rabeprazole sodium 20 mg trong diéu tri ngén han GERD (lén dén

n khi n2o 1am sang con cdn thi€t. Mot s6 bénh nhan 'f

PARIET" khong dugc dé nghi sit dung cho tré em dudi 12 twdi, vi chuta o6 kinh nghiém sit dung

rabeprazole § nhém tudindy.

Trong mdt nghién cifu trén nhitng bénh nhin suy chéic ning gan tif nhe &&n trung binh so vdi

6m chifng binh thudng va tfong duong vé tdi va gidi tinh. khong thiy c6 bing ching § nghia

€ viln aé an 10an lién quan dén diing rabeprazole. Tuy nhién, vi chua c6 dif kién lim sing &5i

'W6i viéc ding PARIET” trong diéu tri nhitng bénh ahin bi o loan chic ning gan ning, bic si

“dugc khuyén than trong khi khdi ddu diéu tri vi PARIET" d nhom &3i tong ady.

Ha magnesi huye( kém trigu chﬁnghykhongk&nmd-ngﬁ”b‘nmhhwo

bgnhan diéu trj véi PPI nnhﬁtBthAng.tmnanh&M .Iih Cac

phan.ing phy nghiém trong bao g6m co cime,

nhanjdicu tri ting magnesi huyét bing cich bd >un; magnesi va ngung sir dung PPI.

Déi vﬁhgnh nhin dy kién duge diédu tri trong thoi gian dai hoac s dung PPI v6i céc thude

nhudlg)xmhojcmclomthuocm!hcgavhamgnslhuyﬂ(wdu thudc lgi tiéu), cic can

boyleeétbéxmxamwdamgdomagnsammwmmh;uvéi Pﬁvadnbky

tang nguy co loang xwong lién quan dén gay xuong hong, 0 tay hay cot song. Nguy co giy
Xuong ting ¢ cic bénh nhén dung lidu cao va diéu trj dai han véi PPI (mél nam hogc lau hon).
Cic tai ligu cho thay ring viée sir dung dong thi PPI véi methotrexate (chi yéu la & liéu cao, xem
thong tin ké toa vé methotrexate) ¢o thé lam ting va kéo dai nong do methotrexate vi/hofic cic

chit chuyén hoa ctia n6, ¢6 thé din dén doc tinh cua liéu

cao, ngung tam thai PPI ¢6 thé duge can nhic & mot s6 bénh nhén.

Diéu trj véi cc chit irc ché bom proton c6 thé 1am ting nguy co nhiém tring duong tiéu héa nhu

Clostridium difficile.

4.5 Tuong téc véi thudc khic va nhifng dang tuong tic khic

Rabeprazole sodium gy ra sy dic ch€ (i€t acid ciia da day manh va kéo dai. C6 d\‘xéy ra slt

nfong tic vdi nhifng thudc ¢6 sy hap thu phu thude vao do pH. Viéc diing ddng thdi rabeprazole

sodium vdi ketoconazole hay itraconazole c6 thé lam gidm déng k€ ndng do thudc khang nim

trong huy€t twong. Do d6 cin theo doi titng trudng hgp riéng 1€ d€ xdc dinh ¢6 can chinh lidu khi

dang ddng thdi ketoconazole hayitraconazole vdi PARIET® hay khong.

Trong nhitng thif nghiém lim sang, cdc chat khdng acid dude ding ddng thdi véi PARIET® va

trong mot nghién cifu twong téc thude-thude dic biét cho thay rabeprazole khong twong téc véi

cacchitkhing acid dang Iong

Sir dung dong thoi 300 il ir 100 mg le (40 mg mét lan mdi ngay)

hodc atazanavir 400 mg v6i ]nnsopraznle (60 mg mot Ian mdi ngéy) cho nguoi tinh nguyén khoe

dan dén glam ding ké nong d atazanavir. Sy hp thu cua atazanavir phy thnéc vao pH.

Ma¢ du sir dung dong thai véi rabeprazole chua duge nghién ciru, du kién két qua 1a tuong tir

&1 wai céc chit ie ché pom proton khéc. Do d6 céac PPI, bao gom rabeprazole, khong nén sut

dung doag thai vii atazanavir.

Céc béio cée, aghién cuuduucdmgbocquanmédnwmxgbo.vadcplmnchhmmcho

th:ystd-gdm: thai PPl va memoucnle(chuyhhohénuo xem théng tin ké toa

metbotrexate) ob thé lim ting va kéo dai nongdomemouumnboicdmchmhhu
hydroxymethoxase. ny*u.ahu:wnghxencuuchmhthncmv:nmguclﬁwcan

methotrexate vo1 PPl duge tién

4.6 Cé thaiva cho conbi

C6 thai:

Nhimg nghién ciru vé kha nang sinh san trén chugt va thé cho thiy sodium

1am giam kha nang thy thai ciing khong gay hai cho phéi thai, mac di ¢ giam sy trao doi chat

. gilia nhau v thai & chugt. S s s ———

Chua co nghlcn ciru ddy di hofic duge klcm coat 1ot trén phu nir ¢ thai va kinh nghi¢m sau khi

thude duge sir dung trén thj truong con han ché. Chi dugc sir dung rabeprazol sodium & phy nir

6 thai khi lgi ich tiém ning hon hin nguy co c6 thé xay ra cho thai nhi.

Cho con bi:

Hién chua duge 15 sodium ¢ dugc bai tiét qua sira hay khong va chua c6 nghién

ciru trén phu nif cho con bé. Tuy nhién rabeprazole sodium ¢6 bdi tiet trong sira chugt. Do d6

khong nén ding rabeprazole sodium & phy nir cho con bit. Néu bat buge phai diing rabeprazole

sodium thi phai ngung cho con bi.

4.7 Anh huong Ién kha niing Idi xe va sir dyng may mée

Duya vao nhung dic tinh dugc lyc hoc va nhing béo cio vé tic dung
* khong lam glam kha niing l4i xe hay str dung may moéc. Tuy nhién

nhay bén, nén tranh lai xc hay vi zn hanh may moc phire tap.

4.8 Téc dyung Khon; mong mu

Noi chung PARIET® vién nén dugc dung nap 1t trong cdc thir nghiém lam sang & ngubl I(m

vlthanh thiéu nién. Nhimg tic dung phu thuong gip nhat trong sudt cac thir ng

Khi sir dung

—

i
3

phu cho Chéy PARIET®
u budn ngu 1am giam sy

ng m
phui hop giira ngudi 16n va thanh thiéu nién.
Nhung tac dung phu sau da dugce ghi nhén trén cic thir nghi¢m ldm sang va nhimg béo céo sau
khl sr dung rong rai trén thi truomg.

Tén suiit duoc dinh nghfa nhu sau: thuong gip (21/100, <1/10), it gap (=1/1.000, <1/100), hiém
giip (>1/10.000, <1/1.000) va rat hiém (<1/10.000).

8 tuan) & thanh thiéu nién tir 12 tudi tror 1én dugc hd bai:
a) Két qua ngoai suy tir cic nghién ciru diy dnv va d:(?c kiém sodt chit ché dé hd trg cho higu. ﬂNl%:l: co quan b [Thuimg gip [Tt gip Hiém gip Rt hiém Khong bit
ui cua rabeprazole sodium & n; I6m. -
g) Cac nghblzz ciru vé an toan vdg:irl‘:nvc dong hoc dugc thyc hién trén cac bcnh nhan thanh thiéu | Nhiém tring vi Nhiém tring
nién. Liéu khuyén ding cho thanh thiéu nién tir 12 tudi tré 1én 13 20 mg mdi ngiy mét lin trong nhiém ky sinh
8 tuan. | tring = T
Tinh an toan va hi¢u qua clia rabeprazole sodium trong diéu tri GERD & tré em dudi 12 tudi Roi |0§'l h¢ tao Giam bach cau
chua dugc thiét 1ap. Tinh an toan va hi¢u qua cta rabeprazole sodium cho céc chidinh khéc miu va lymphd trung tinh N
ciing chua duge thiét 13p & bénh nhan tré em. S Giim "“h;: —— —_— |
4.3 Chong chidinh Tﬁfﬁ.;mcén‘ s .
PARIET® chéng chi dinh dding cho nhitng bénh nhin qud min cim v6i sodium, cdc Réiloan hé mitn Phan img dj
din xuitbenzimidazoles hay cdc thanh phin t4 dugc trong cong thife. dich ot tmp2
4.4 Luu § va thin trong diic biét vé sit dung thudc _Rlé—]m dinh Chén an Giam natri
Viéc cdi thién triéu chitng qua diéu trj bing rabeprazole sodium khdng loai triY sy hién dién ciia dudmg va chuyén Giam magnesi huyet
ung thuda day hay thyc quan, do d6 ciin phai loai trif kha niing dc tinh trudc khi bit ddu diéu tri 6‘ huyet ——
v3i PARIET? Roi loan tim thiin |Mat ngi Tinh trang kich | Trim cam Lan Ion
Bénhnhan diéu tri tdiéu tri hon motnim —— dong
Bénh nhén cin dqu‘!‘lt;a ;I'fl: ; (l?hgbcnbglién nh:? hay ngohlén nif%’;ﬁ%glhls?g rllr :gr% u':§ I:-xén nudt ci Réilogn h¢ thin  [Nhicdiu [ Tinh trang mo
vién. kinh Chéng mjt | mang




khodng mot gids (tir 0,7 d&n 1,5 gidy), va A0 thanh thii toan cd thé 12 283 +98 ml/phiit. Khong c6
tuong téc vé 1am sang v6i thic An. Thiic in ciing nhu thsi gian dung thudc trong ngy déu
khong dnh hudng sy hdp thu rabeprazole sodium.

Phan phéi: & ngudi, 97% rabeprazole gén két véi protein huy&t tuong.

Chuyén héa va bai xudi: Rabeprazole sodium, ciing nht cdc thude khac thuge nhém te ché
bom proton (PPI) dugc chuyén héa qua hé théng cytochrome P450 (CYP450) ctia gan. Trong
nhifng nghién ctu in vitro véi microsom gan ngudi cho thdy rabeprazole sodium dugc chuyén
héa bdi isoenzyme CYP450 (CYP2C19 va CYP3A4). Trong nhitng nghién ctu nay v6inhitng
néng d6 huyét tuong ngudi khdc nhau, rabeprazole khong cdm ng ciing khong dc ché
CYP3A4; va mic di nhitng nghién citu in vitro khong phéi luén luén cho mot tién dodn két
qué twong ty v& mit in vivo nhung k&t qué ciia nhitng nghién cttu nay cho phép dy dodn khong
6 tudng téc gitta rabeprazole va cyclosporin. & ngudsi cdc chat chuyén héa chinh trong huyét
titong Ia thioether (M1) va acid carboxylic (M6) va céc chat chuyén héa phu v6indng do thip
honla sulphone (M2), desmethyl-thioether (M4) va dang lién hgp véi acid mercapturic (MS5).
Chi ¢6 dang chuyén héa desmethyl (M3) c6 mot hoat tinh khang ti€t nhd, nhung khong hién
diéntrong huy&t tuong.

Saumot lidu udng duy nhét 20 mg rabeprazole sodium c6 déinh d&u biing “C , khong tim thily
dang thusc nguyén ven trong nudc tiéu. Khoing 90% liéu ding dugc bai xufft trong nuée tiéu du6i
hai dang chuyén héa: dang lién hgp véi acid mercapturic (M5) va dang acid carboxylic (M6), va
hai chit chuyén héa khac chuta dugc bi€t rd. Phin con lai ciia liéu ding duge im thy trong phan.
Gidi tinh: Pugc diéu chinh theo chiéu cao va trong Igng cd thé, sau mot Jiéu duy nhdt 20 mg
rabeprazole, khong c6 sy khac bi¢ty nghia vé cdc thdng s6 duge dong hoc giifa hai gidi tinh.
Rbi l than: G nhiing bénhnh: ide &i, Sndinh, Am phi

thuding xuyén (6 thanh thii creatinine < Sml/phit/1,73m’), mifc d6 thii bé rabeprazole it
tuong tyf véi kha niing thai bé & ngudi khde manh. AUC va C,,, § nhitng b¢nh nhén nay thip
hon khodng 35% so v6i ngudi khde manh. Thai gian ban hiy trung binh ciia rabeprazole Ia
0,82 gids & ngudsi khée manh, 0,95 gids & bénh nhén dang thdm phan mau va 3,6 gis  bénhnhin
sau thim phan. & bénh nhan suy thin cin th&m phan médu, do thanh thii cla rabeprazole
khodng gip haildn ciia ngudikhde manh.

RGi loan chitc nding gan: G bénh nhan suy gan nhe va trung binh, sau mét liéu duy nhét 20 mg

suy thén gi
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! Bao gbm sung mat, ha huyét ap va khé tho 2o ;

2P da, ndi bong nude va phan img dj img thudng bien mat sau khi ngung thuoc.

3 Hiém béo c4o vé bénh nio gan & bénh nhan xo gan. Trong diéu trj nhimg bénh nhan b réi

loan chic néng gan nng, béc si dugc khuyén than trong khi khoi dau diéu tri véi PARIET®
& nhom dbi tugng ndy (tham khio muc 4.4).

Di c6 bio cio vé giy xuong sau khi thude duge sir dung trén thj trudng (tham khéo muc 4.4).

Théng bao cho bac si nhimng tic dung khong mong mubn gip phai khi sir dung thubc.

4.9 Qui liéu

Cho dén nay rithi€m béo cdo vé qud liu c6 chi dinh hay ngiu nhién. Liéu (5i da khong vugt

qud 60 mg hai lin m3ingay, hay 160 mg motlin mdi ngdy. Nhitng tic dung nay theo ghi nhan

dugc nhin chung it it va ¢6 thé hdi phuc ma khong cin c6 su can thiép y hoe ndo khic. Chua

¢6 thudc gidi doc dic hidu. Rabeprazole sodium gin k&t nhiéu véi protein va do d6 khong d&

dang dé thdm tdch. Nhu trong nhitng trudng hgp qué liéu khac, nén diéu tri triéu ching va dp

dung cécbién phdpnang tdng trang.

5.Cécdictinh dugely
it elfenige . — S—
Mi ATC: A02B C04
Corché tdc dung: Rabeprazole sodium thude nhém thudc khang tiét acid, nhitng déin xudt cia
benzimidazoles th€, khong c6 dic tinh khang ti€t cholin hay d5i khéng histamine H, nhung tc ché
s tiétacid & da day biing cdch irc ché chuyén biét enzyme H'/K*ATPase (bom acid hay bom
proton). Hiéu qué t 1¢ véi liéu lugng v e ché cd sif ti€t acid cd bin 1dn sy ti€t acid do kich
thich bt ké tdc nhan kich thich ndo. Nhitng nghién ciftu trén ddng vit cho thay sau khi udng,
rabeprazole sodium nhanh chéng bi€n mét khdi huyét twong va niém mac da day. Vi la mét
base y&u, rabeprazole nhanh chéng dudc hip thu di & lidu lugng nao va tap trung vao moi
trudng acid ciia t&€ bao thanh. Rabeprazole dugc chuyén thanh dang sulphenamide c6 heat
tinh qua sy proton héa v sau d6 phan tng vdi cysteines c6 sin & bom proton. "
Téc dung khéng tiét acid: Sau khi uSng mot liéu 20 mg rabeprazole sodium khdi phat cia higu
qué khang tiét acid xdy ra trong vong mdt gid, véi hiéu qud t6i da § gilfa hai va bon gid. 23 gid
sau lidu rabeprazole sodium ddu tién, sy e ch€ tiét acid cd bin Ia 69% va sy e ché tiét acid do
thitc in kich thich 12 82% va thdi gian irc ch€ kéo dai d€n 48 gidy. Higu qua tic ché ti€t acid clia
rabeprazole sodium ting nhe khi lip lai liéu mi ngay, dat tinh trang ic ch& 6n dinh sau ba
ngdy. Khi ngung thudc, hoat dong ti€t acid binh thudng héa sau 2 dén 3 ngay.
Anh huéng trén Gastrin huyét thanh: Trong cdc nghién cttu Iim sang, bénh nhan dugc diéu tri
v6i 10 hay 20 mg rabeprazole sodium mot 1in mdi ngdy trong thyi gian dén 43 thang. Nong do
gastrin huy&t thanh ting ddn trong 2 d&n 8 tudn du tién phén 4nh hiéu qua e ché dGi v6i sy
ti€tacid va duy tri 8n dinh khi ti€p tuc diéu tri. Néng d6 gastrin trd vé mifc trudc diéu tri sau khi
ngung thudc | d€n2 win.
Trén 500 bénh nhén sau 8 tun diéu trj vGi rabeprazole hay diu tri d5i chiing, céc miu sinh
thi€t vimg hang vi vA thn vi cho thiy khdng ¢6 sif bién d8i m6 hoc t& bao ECL, d0 viénida
day, ty 1€ viém teo niém mac da day, di sin t& bao rudt hay tinh trang nhiém H.pylori . G hon
250 bénh nhin diéu tri lién tyc 36 thing, khong thiy c6 thay d3i § nghia cdc hinh dnh mé hoc
s0 véi lic dau.
Nhitng téc dung khde: Cho d€n nay chua thiy c6 tic dung hé thong ciia rabeprazole sodium
1én hé thin kinh trung udng, hé tim mach va hé hé hap. V4i li€u udng 20 mg trong
2 tulln, rabeprazole sodium khong c6 4nh hudng 1én chic ning tuyén gidp, chuyén héa
carbohydrate, hay ndng d6 hormone cin gidp, cortisol, estrogen, testosterone, prolactin,
cholecystokinin, secretin, glucagon, hormone kich thich nang tritng (FSH), hormone huéng
hoang thé (LH), renin, aldosterone hay hormone ting trudng trong méu.
Nhifng nghién citu trén ngudi khde manh cho thiy rabeprazole sodium khong c6 twong téc vé
matlam sang ding k€ nao v6i amoxicillin. Rabeprazole khong c6 anh hudng xdu lén nf)ng§

 amoxicillin hay clarithromycin trong huy&t twong khi ding chung nhim muc dich tiét u

nhiém H.pylori dudng tiéuhda trén.

5.2 Céc diic tinh duge dong hoc

Hap thu: PARIET 12 ché phim rabeprazole sodium dang vién nén bao tan trong rudt (khong tan
trong da day). Dang bao ch& nay 1a cdn thi€t vi rabeprazole khong bén trong mdi trudng acid.
Do d6, st hilp thu rabeprazole chi xdy ra sau khi vién thuSc rdi khéi da day. Hp thu nhanh v6i
ndng o dinh rabeprazole trong huyét tong vao khoang 3,5 gids sau mot liéu 20 mg. Nong do
dinh trong huy&t twong (C,,,,) ciia rabeprazole va AUC ty 1& tuyén tinh v6i cdc liéu tir 10 mg
d&n 40 mg. Sinh kha dung tuyét ddi cia mot lidu udng 20 mg (so v4i dudng tinh mach) vao
khodng 52% do chuyénh6a phin 16n truéc khi vao tudn hoan hé théng. Ngodira sinh khi dung
ciing khong tang véi lidu lip lai. [} ngudi khée manh thdi gian ban hity trong huyét twdng vao

le, AUC tang lén gip doi va thdi gian ban hily ciia rabeprazole ting 1én 2 d€n 3 1in
50 @i ngudsi khde manh. Tuy nhién, sau khi ding 20 mg mdingay trong 7 ngay, AUC chi ting
1,514nva C,, chiting 1,21dn. Thai gian bdn hily ciia rabeprazole & bénh nhan suy ganla 12,3
gi%50v6i 2,1 gid & ngudi khde manh. Kha nang dép ing vé dudc luc hoc (khé niing kiém sodt

.. pH&da day) &hainh6ém tuong duong nhau vé& matlam sang.

Nguoi gia: Sy thii bd rabeprazole gidm nhe & ngudi gid. Sau 7 ngay diéu tri v6i 20 mg
rabeprazole sodium mi ngay, AUC ting 1én khodng gdp d6i, C,., ting khodng 60% va tV2
ting khodng 30% so v6i ngudi tré khde manh. Tuy nhién khéng c6 biéu hién tich tu
rabeprazole.

Tinhdadang ciia CYP2C19: Sau 7 ngay ding rabeprazole v6i 20 mg mdi ngay, & nhitng ngudi
6 dang CYP2C19 chuyén héa cham, AUC ting gip khodng 1,9 1n va t%% gép khodng 1,6 1in
50 v6i & ngudi c6 dang chuyén héa nhanh, trong khi C,,,, ting chi40%.

5.3 Cdcdili¢uantoan tiénlimsang

Tir nhitng dit liéu trén dong vat, d6i v6i ngudi, nhitng dnh hudng tién 1am sang chi c6 thé biéu
hién khi ti€p xtc dd 1au véi liéu lugng rét 16n, do vay nhitng luvu tam vé d6 an toan & ngudi
khongddngke.

Cdc nghién ciu vé tinh gdy dot bién cho két qua khong rd rang. Céc thi nghiém trén dong 1€
bao lymphoma ciia chut nhit cho két qud dudng tinh, nhung cdc thi nghi¢m sifa chita
micronucleus in vivo va sita chita DNA in vivo va in vitro déu dm tinh. Cdc nghién cttu vé khd
niing sinh ung thurcho thiy khdng c6 nguy hiém dic bigtnao ddi véi ngudi.

6.Céc dictinh ciia thudc

6.1 Danh muc t4 duge

Mannitol. lul
D y Prop; Prop.

thé it, carmellose calcium
(chi 10 mg), magnesium stearate, oxide, hyp: 11
phthalate, glycerol esterciia cdc acid béo, bottale, titanium oxide, ferric oxide mau vang,
sdp carnauba.

6.2 Tuangky

ong c6.
Han ding
Han diing truGe khi m§ boc nhom - 36 thing ké 6 ngay sén xudt.
6.4 Latu§ dic biét vé bdo quin
PARIET® nén dugc bio quan & nhiét do phong khong qué 25°C va trinh £m khi d& m& bao.
6.5 Tinh chi't va dunglugng ciia bao bi
PARIET" 10 mg Vién nén: Vibam 14 vién va 20x14 vién
PARIET*20 mg Vién nén: Vibdm 14 vién va 20x14 vién
6.6 Hudng dinsit dung
Giif thuc xa tdm tay tré em.
DPocky hudng din sit dung trudc khi ding.
Néucin thémthong tin, xin hdi § ki€n bdc i,
Thudc nay chi diing theo don ciia bic si.
Khong diing thufc qué han si dung da ghi trén bao bi.
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Theo ity quyén ciia:
Eisai Co., Ltd., Tokyo, Japan
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Interthai Pharmaceutical Manufacturing Ltd.
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