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Ry Thude ké don
HUGNG DAN SUT DUNG THUOC
RABIZOL 20 TABLET
o Thuic néy chi dimg theo don thude.
e Boc kp Ineomg diin sic dung triedre khi ding. Néu cdn thém thong tin, xin hoi ¥ kidn bdc s hodc
dirgre ST
s Thang bdo cho bac sTnhitng tdc dung khing mong mucn gdp phai ki sie dung thude.
o D¢ thude xa rdm tay tré em,
s Khing ding thude qud han in trén bao bi,
1. Tén thudc: Rabizol 20 tablet
2, Thanh phiin edng thire thudc:
M3i vién nén bao tan trong rudt chira:
Hoar chdr: Rabeprazol natri 20mg
Ta degre: Heavy magnesi oxyd, mannitol, povidon, crospovidon, natri lauryl sulfat, natri stearyl
fumarat, tale tinh khiét, natri hydroxyd, insta moist shield aqua 11 white, acryl EZE 93018500
(trdng), mrée tinh khiét*,
* Dung mai bay hoi trong qud teivh san xudl,
3. Dang bio ché: Vién nén bao tan trong rudt
M@ ta: Vién nén bao tan trong rudt hinh trén méau tring, hai mat 16i va bé mat nhin,
4. Chi dinh:
Rabeprazol duge chi dinh dé diéu tri:
- Loét t tring hoat ddng
= Loét da day lanh tinh hoat dgng
Triio ngwoe da day thire quan dang loét/dang bio mon (GORD)
- Biéu tr duy tri dai han tréo nguoc da day-thye quan
- Didu tri trigu chimg trong trio nguge da diy-thyc quan tir trung bink-rit ndng
- Héi chimg Zollinger-Ellison.
- Két hop voi khdng sinh thich hop trong phéc db didu tri Helicobacter pylori & nhimg bénh
nhéin cé bénh viém loét da day.
5. Cich ding, litu dimg:
Nerid fdm / ngedi gi:
Loér td trang hogt ding v loée da déy land tin hogt dgng: Lidu khuyén cdo 13 20mg, mbi ngay |
1in vio budi sang.
Hiu hér ede bénh nhan loét té tring hoat ddng lanh trong véng bén tuln 12, Tuy nhién, mat s8 it
bénh nhan e6 thé cin thém thém bin tudn didu 1rj dé vét loét duoe chira lanh, Hiu hét cde bénh
nhin loét dg dity lanh tinh hogt déng lanh trong vong sdu tudn 1&. Tuy nhién, mdt s it bénh nhin
co the cin thém sdu tudn didu trj dé vét loét duge chita lanh.
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Tréo ngrege da day thre quan dang loétdang bao mon (GORD): Litu khuyén cdo 14 20mg, mdi
ngay mét lin trong bén dén tdm tudn.

Biéu tri duy tri dai han trao nguge da dév-thire quan: P61 vai didu tri dai han, liéu khuyén cdo A
20 mg hodic 10 mg m&i ngay mét 1in tiy thude vdo dip img cia bénh nhin.

Diéu tri triéu chimg trong trio ngupe da day-thyee quan tir trung binh-rdt ndng: Ligu khuyén cdo
14 10mg, mdi ngdy mét ln & nhiing bénh nhdn khong c6 viém thye quén. Néu 1ridu chimg khéng
durge kidm sodt trong bén tén, bénh nhin cdn duge chin dodn lai. Khi cée tridu chimg di duge
gii quyét. kidm sodt triéu chimg sau d6 c6 thé dat duwe bing ché dd dinh dudng theo yéu clu va
dimg liéy 10mg mat lin mai ngay khi cin thiét,

Hoi chimg Zollinger-Ellison: Lidu khoi diu khuyén cdo 13 60 mg, mbi ngay mt lan. Lidu c6 thé
ting lén 100mg, mét ln mdi ngay hojic 120 mg/ngay chia hai lin dya trén nhu cdu cia bénh nhin.
Ditu tri nén tiép tue theo nhur chi dinh lim sang,

Két hop trong phéc d didu trj H. pylori: Bénh nhin nhidm H. pylori cin duge diéu trj bing ligu
phép digt trir. Sur két hop sau ddy duge khuyén cdo trong 7 ngdy:

Rabeprazol 20mg, hai lén mdi ngay + clarithromycin 500mg, hai lin mdi ngay va amoxicillin 1z,
hai lin mbi ngay.

P& vai chi dinh didu tri mét 1in mai ngdy, nén ubng vién rabeprazol vao budi sing, trurde khi an.
Miic dit thivi gian ding thude va thirc an khong anh huéng dén tdc dung ciia thube, phic d niy s
gitip bénh nhin tuan thi didu i,

Ciin hudng din bénh nhn ring vién rabeprazol nén duge nudt ca vién, khong nhai, nghién nat
hofic bé vién.

Bénh nhiin suy thin vi suy gan:

Khang cin phai diéu chinh liéu & bénh nhin suy thin hojic suy gan.

Tré em:

Rabeprazol khéng duge khuyén cdo sir dung cho tré em, chua ¢6 kinh nghigm sir dyng thude trén
nhom bénh nhin nay.

6. Chéng chi dinh:

Chéng chi dinh & ngudi bénh mn cam vdi rabeprazol natri hode bit e thanh phiin ndo cua thude,
phy nir ¢6 thai va phy nit dang trong thai ki cho con b,

7, Canh bao v thin trong khi ding thude:

Céc ddp tmg didu trj voi rabeprazol ¢6 thé che 1ip tri¢u chimg ciia ung thu dg day. Vi thé cén logi
trir ki néing ¢ ung thir trirde khi sir dung thude.

Biénh nhén didu tri dai han (dfc bigt 1 nhimg ngudi diéu trj trong thisi gian hon mgt ndm) nén
duge gidm sit thudmg xuyén,

€6 nguy co phan fmg qué min chéo gt rabeprazol véi céc thude i ché bom proton khic hodic
dfin chiit benzimidazol.
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Bénh nhan cén duge canh bdo riing vién nén rabeprazol nén duge nubt nguyén ci vién, khéng nén
nhai hofic nghién nat,

Rabeprazol khong duge khuyén cdo sir dung cho tré em, chira ¢b kinh nghiém sir dyng thude trén
nhom bénh nhéin nay.

Di ¢ bdo cdo vé rdi loan tao mu sau khi san phim ra thi trudmg (giam tidu chu va giam bach
chu). Trong da s6 cdc trrdmg hop, khing xdc dinh duge nguyén nhin khic, cée trudmg hop la
khéng cd bién chimg va xir iri biing vide ngimg rabeprazol.

Sur bét thirdmg men gan di duge nhin théy trong cac thir nghiém 1am sang v ciing di duge bdo edo
tir khi san phdm ra thj tnrémg. Trong da sb cic trudmg hop, khang xic djnh duge nguyén nhin
khdc, cde trudmg hop 1 khang co bién chimg va xir tri biing viéc ngimg rabeprazol,

Khéng ¢6 bing chimg vé vin dé an toin lién quan dén thude duge quan sét trong mét thir nghigm
lim sang & bénh nhén suy gan tir nhe dén trung binh so vdi nguiri bink thudmg eting dé wéi va gidi
tinh. Tuy nhién, vi khéng ¢6 dir ligu lim sang vé vige sit dung rabeprazal & bénh nhin bj réi loan
chirc ndng gan nfing, cdc bac sTké toa nén thin trong khi diéu trj rabeprazol 1dn ddu & nhimg bénh
nhdn ndy.

Khéng nén ding dbng thiri atazanavir vai rabeprazol.

Diéu tri bing cac thude irc ché bom proton, bao gbm ca rabeprazol, ¢ thé ¢o thé lim ting nguy
co nhiém trimg dudmg tiéu hoa nhur nhigm Salmonella, Campylobacter va Clostridium difficile,
Cidc thudc irc ché bom proton, die bigt khi diing lidu cao va trong thvi gian dai (> 1 ndim), ¢6 thé
lam tang nh¢ nguy cor gy xuwong hong, xwong b tay va et sbng, dic biét & bénh nhén cao wéi
hoge khi e6 sy hién di¢n ciia véu 16 nguy co khie. Cac nghién cira quan sét chi ra ring eie thube
ir¢ ché bom proton ¢ thé lam tang thng thé nguy co gly xuong khoang 10-40%, Mot phin tropg
mire ting ndy cd thé do cde véu t5 nguy co khdc, Bénh nhin cd nguy co lodng xuong nén

chim sée theo cde hudng din 1dm sang hién hanh va nén duge bb sung mdt lugng vitamin D #a
calcium thich hep. .9

D cd ede bto cdo vé giam magnesi mau nghiém trong & nhilng bénh nhin didu trf bing thube e
ché bom protan (PPI) nhwr rabeprazol trong it nhit 3 thing, va trong da sé céc truimg hop A trong
1 n&m. Biéu hign nling cia gidm magnesi mau nhu mét méi, co cimg, mé sang, co gift, chodng
viing v logn nhip thit c6 thé xay ra nhumg khéi phat 4m thim v khing dirge luu tim. O da sb cic
bénh nhin, tinh trang gidm magnesi méu dirge cai thi¢n sau khi sir dung liéu phip magnesi thay
thé vi ngimg str dyng PPL

Bdi vai cde bénh nhan cin duge didy tr kéo dai hojie nhimg bénh nhin ding déng thai PPI va
digoxin hofic ede thude khic ¢6 thé giy ha magnesi mdu (vi dy nhur cée thude lgi iéu), nhin vién
v 1é nén cin nhic dinh lwemg ndng 4§ magnesi madu triede khi bit ddu diéu trj PPI va dinh ki theo
doi trong qui trinh didu tri,

Sir dung dong thaf rabeprazol véi methotrexar
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Tai liéu cho thiy ring viée sir dung déng thai cic thude PP véi methotrexat (cha yéu 1a & lidu
cao) ¢6 thé lam ting va kéo dai ndng do methotrexat va / hofic chét chuyén héa cita né, ¢é thé din
dén ngd doc methotrexat, Trong khi didu trj véi methotrexat lidu cao, ngimg tam théi thude PP
¢6 thé duge xem xét trong mdt s6 bénh nhan.

Anh hieimg dén s hép thu vitamin B12

Rabeprazol natri efing nhur tit ca cie loai thube khang acid, co thé ldm giam sy hip thu vitamin
B12 (evanocobalamin) do do sir giam hoc thiéu acid dich vi. Diéu niy nén duge cin nhiic & nhirng
bénh nhdn ¢é giam dy trr vitamin B12 hofic ¢6 yéu td nguy co gidgm hip thu vitamin B12 khi diéu
tri d4i han hodc khi 6 bidu hién 1dm sing cia thiéu vitamin B12.

Bénh lupus ban dé bén cédp & da (SCLE)

Thude {re ché bom proton ¢6 lién rit thudmg xuyén dén cic trudmg hop coa SCLE. Néu thn thuong
xdy ra, dfic biét 1a & cdc vimg da tiép xte voi dnh ndng, va néu di kém véi dau khap, bénh nhin
nén dén gap bdc st dé o su gitp d& v té kip thdi va bdc sTnén xem xéL dimg rabeprazol. SCLE sau
khi diéu trj véi mot thude ire ché bom proton o thé lam ting nguy co SCLE vai cic thude tre ché
bom proton khac.

Anh hiedmg dén xét nghigm:

Sy ting ndng d6 Chromogranin A (CgA) ¢6 thé can thiép vao viéc do tim cac khéi u thin kinh ndi
tiét. Nhiim tranh sir can thiép nay, nén tam thixi ngimg diéu trj bing rabeprazol it nhit nim ngay
truée khi dinh lugng CgA (xem myc "Durge dong hoe"). Néu CgA va mire gastrin khong trar vé
giti han tham khao sau khi do lin dilu tién, xét nghié¢m nén duge 13p lai 14 ngay sau khi ngimg
diéu trj bing thude tre ché bom proton.

8. Sir dyng thudc cho phy nir 6 thai va cho con ba:

Str dung thude cho phy nir co thai:

Khong cé dir li¢u vé& sir an toan cida rabeprazol trong théi ki mang thai.

Nghién ciru sinh san thyue hién & chudt va tho da cho thdy khong ¢ bing chimg vé kha nang lam
suy giam kha niing sinh san hodic gdy tén hai cho thai nhi cia rabeprazol natri, mac di thude qua
nhau thai thip & chut. Rabeprazo! duge chéng chi dinh & phy nit trong théi ki mang thai.

Sir dung thude cho phy nix cho con bi:

Chura 10 liéu rabeprazol ¢6 duge bai tiét vao sira me hay khong. Chua ¢6 nghién ciru ding thude &
phu nir dang cho con bii, Tuy nhién, rabeprazol duge bii tiét trong sira ctia chudt. Vi vy rabeprazol
khéng nén dugc sir dung & phu nir dang trong thixi kv cho con bi.

9, Anh hwdng cia thude lén kha ning 14i xe, vin hinh miy moc:

Dya vio tinh chéit duge dong hoc va dit ligu vé tic dung khong mong mudn, khong chic ring
rabeprazol ¢6 anh hudmg dén kha ndng I&i xe va vin hinh may méc. Tuy nhién, néu bénh nhan
cam thiy bubn ngi, khéng tinh tdo thi nén khéng nén 18i xe hofic vin hinh méy moéc.

10. Twong tic, trong ky, cia thudc
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Rabeprazol natri gdy (e ché manh va lau dai dén sy tiét acid da déay. Co thé trong tie vii cdc thude
hip thu phu thugc vae pH da diy. Ding déng thoi rabeprazol natri vdi ketoconazol hagic
itraconazol 6 thé 1am gidm déng ké ndng dé thubc khdng nim. Do d6, bénh nhin ¢6 thé cin duge
gidm sat d& xdc dinh xem ¢6 cin phai didu chinh liéu ketoconazol hojic itraconazol khi dimng déng
thiri véi rabeprazol.

Trong cac thir nghiém lim sang, thude khing acid dwge sir dung dbng thei rabeprazol va, trong
mijl nghién eiru twong tic thube-thude cy thé, khang quan sat thiy wrong tae giira rabeprazol voi
céc thube khang acid dang long.

Ding dong thii atazanavir 300 mg / ritonavir 100 mg vé&i omeprazol (40 mg mdi ngay mot lin)
hodc atazanavir 400 mg vii lansoprazol (60 mg mdi ngay mdt lan) trén nhimg ngudi tinh nguyén
khoe manh di lam gigm déng ké ndng dé trong mau cha atazanavir. Sy hip thu cia atazanavir phy
thuge vio pH. Miic dii khimg duge nghién ciu, két qua tuong ty duge dy dodn vai thuéic ire ché
bom proton khic. Vi viy, cac PPL bao gbm ca rabeprazol, khdng nén sir dung ciing véi atazanavir,
Methotrexat: Cde trudmg hop bio cdo, nghién el duge ddng duge céng bo, va phin tich hdi ciu
cho thiy ring ding dong thai PPT va methotrexat (chi yéu 1a & liéu cao) ¢6 thé lam ting va kéo
déi néng o methotrexat va / hodc chit chuyén hoa caa nd, hydroxymethotrexat. Tuy nhién, chira
¢b nghién ciru twong tdc thudc chinh thite c¢ia methotrexat véi PP durgic tién hinh.

11. Téie dung khing mong muiin cia thudic:

Cic téc dung khang mong mubn thuimg gip nhit cia rabeprazol trong cdc thir nghiém 1am sing
6 dbi chirng 14 nhire ddu, tiéu chiy, dau byng, suy nhuge, diy hoi, néi mén dé va khd miéng. Phin
Iém cdc tic dung khéng mong mudin trong cdc nghién ciru 1am sng 1a & mirc d§ nhe hofic trung
binh, va thodng qua.

Cic tde dung phy sau dily di duge bdo cdo tir thir nghiém 1dm sing va kinh nghiém sau khi dua
sin phdm ra thj tiudng.

Tin sufit giip dugc dinh nghia 1a: thuémg gip (= 17100, <1/10), it gip (> | / 1.000, <1/100), hiém
gip (> 1/ 10.000, <1/1000) rdt hiém gdp (<1 / 10.000).

Hé co quan Thuémg gip |it gip Hitm giip Rit hiém gidp(Khong biét

Nhién trimg v Nhiém triing
rliiéim kv sinh trimg

Rii Togn mdau va g Gidam bach cdu
hach huyér trung tinh,
Giim bach cdu,
Giam tiéu ciu,

(Tang bach chu
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Rdi loan chuvén Biéng 4n Ha natri mau
hiciea v dink dieiing Ha magnesi
midu
Réi logn rim than  |Mét ngi Cang thing  [Trdm cim L lin
Réi loan hé thin  |Pau dhu, Tinh trang lo
kirth ching miit mer
Rai loan mdt Réi loan thi
|zide
RAi loan mach mdu Phit mach
ngoai bién
Rai loan hi .‘r(fp. Ho Viém phé
fong ngice va trung |Viém hong  |quén
theit Viém mii  |Viém xoang
Roi logn tiéu héa  [Tiéu chay  |Khd tiéu Viém da day
MNon Khoé migng  |Viém migng
Buénnin  |(J hoi Loan vi gic
Bau bung
Tao bdn
Dy hoi
Rof loan gan-nigt Viém gan
Wing da
Bénh ndo gan
Rai logn da va ede Phit ban Ngira Bandéd da  |Lupusban do
mi i da Ban do ? D6 mb hoi dang, Hoai tir |bdn ¢dp & da*
Phan (mg béng|biéu bi nhiém
nudic * dje (TEN),
Héi chimg
Stevens-
Johnson (3)8)
Rai loan co xaeomg |Pav khong  |Pau cor
vir mé lién keét dc higu Chudt rit &
Pau lung chin
Bau khap
Gy xuong
hang, b tay
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hodic et
lséng *
Rai loan then, tidt INhidm tring [Viém thin ké
micu dudmg tiét
nigu
Rai loan hé sinh Nir hoa tuyén
scin el tuyén vii Vil

Céc rol loan tong  |Suy nhuge  [Tire ngyre
queit vé tai chd  [Trigu chimg  |On lanh

pidng edm St
Xét nghigm Téng men  [Tang can :\\“.,
gan * %]

S

' Bao gbm sung mit, ha huyét dp va kho the,

* Ban do, phan img béng nude vi céc phin tmg qua min di thudmg duge kiém sodt sau khi ngung
dieu tri.

¥ Bio céo hiém gip ciia bénh nfio gan da duge ghi nhiin & nhimg bénh nhin bj xo gan tiém
tang. Trong didu trj & bénh nhin rdi loan chire nang gan niing, cdc bic s7 ké don nén thin trong khi
didu 1rj voi rabeprezol lin ddu & nhimg bénh nhin nay.

4 Xem mue Thin trong.

Thing bdoe che bic si nlhimg tdc dung khing moang muiin gdp phdi khi sir dung thuie

12. Qua litu va cich xir tri:

Kinh nghiém qui liéu rabeprazol ¢d ¥ hay v6 tinh con han ché. Lidu tdi da duge thiét lip khong
virgt qué 60 mg hai Jin mdi ngay, hodc 160 mg mét lin mdi ngay. Céc tde dung ndi chung a i,

diic trung bi cac tac dung khong mong mudn da duge biét dén va co thé hbi phuc ma khéng cin o
can thigp y té,
Khiing c6 thudc giai doc dic hiéu cia rabeprazal. Rabeprazol lién két manh véi protein huyét ‘
wromg, do d6, khéng thye hién thim phin méu. Ciing nhu cée trudmg hop qué lidu khdc, nén diéu ;S
trj trigu chimg vi ¢o bign phap h try thich hap. ';

13, Dic tinh dwge lye hoc:

Corché tde dyng: Rabeprazol natri thude nhom cée hop chit khdng bai tiét (din chit benzimidazol),
khéng co tic dung khéng histamin tai thy thé Hz hay khang cholinergic, nhung ngan cén bai tiét
acid da day do (e ché men H+, K+ATPase (acid hodc bom proton). Hidu qua 14 lién quan dén liéu
vir diin dén sur ire ché iét acid & ca didu kién binh thudng va khi bi kich thich, Nghién ciru ding
vit cho thdy sau khi udng rabeprazol natri nhanh chéng bién mét & ca trong mdu va & niém mac
da day. La mot base yéu, rabeprazol duge hip thu nhanh sau khi ding tit ca cdc liéu va durge tip
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trung trong méi truémg acid cia té bao thanh dp day. Rabeprazol duge chuyén thanh dang
sulfonamid hogt tinh théng qua céc proton va sau dé nd lién két vai cde cystein cé sin trén bom
proton.

Hoat dong khang tiét: Sau khi ubng mot liéu 20mg rabeprazol natri, tac dung khing tiét acid bit
dhu trong vong | gidn, hidu qua 1 da dat duge trong vong 2-4 gitr. Téc dung ire ché tiét acid & didu
kién binh thuémg ciia da diy va diéu kién bj kich thich bdi thirc #n coa rabeprazol natri & thisi diém
23 giér sau lidu dilu tién twong (mg 14 69% va 82% va théi gian (rc ché kéo dai 1én dén 48 gio. Higu
qui ctia rabeprazol natri trén syr tang tiét acid nhe véi lidu 19p lai mdi ngay mét lin, dat duge trang
thii tre ché 6n dinh sau 3 ngdy. Khi thude duge ngung. hoat ddng tiét acid binh thudmg tré lai sau
hon 2-3 ngay.

Giidm acid da day do bit k¥ hinh thirc nio, bao gbm cde thufic tre ché bom proton nhu rabeprazol,
lam tang sé lugng vi khudn thudmg trd trong dudmg tidu héa. Bidu trj bing thude ire ché bom
proton ¢4 thé lam  tang nguy co  nhidm  ing  duimg  tiéw  ha
nhu Salmonella, Campylobacter v Clastridinm difficile.

Téc dung trén nbng d§ gastrin huyét thanh: Trong cde nghién ciru lam sang bénh nhan duge diéu
trj ngdy mdt Hin v6i 10 hofic 20mg rabeprazol natri, trong thoi gian 1én dén 43 tudn, ndng do gastrin
huyét thanh ting trong 2-8 tudn du tién phiin dnh tic dung irc ché tiét acid va on dinh trong sudt
thasi gian diéu trj tiép theo. Gid tri gastrin trdr Ipi mire trrde Khi didu tri, thuomg 13 rong vong 1-2
twdn sau khi ngung diéu tri.

Miu sinh thiét da day & hang vi va ddy tir hon 500 bénh nhan dirge diéu trj bing rabeprazol hoge
thudic so sénh trong % tin cho thiy khang cé sy thay di trong mé 1é bio ECL, mire d§ viém da
déy, ty 1¢ mic bénh viém da diy teo, chuyén san ru¢t holic sy phin bd caa nhiém vi khuin H.
pylori. Trong hon 250 bénh nhin sau 36 thing diéu trj lién tye, quan sdt cho thiy khdng ¢o thay
dii dding ké.

The dyng khic: téc dung todn thiin cia rabeprazol natri trén thin kinh trung womg, hé tim mach va
hé hip chira duge biét dén. Didu trj voi rabeprazol natri lidu 20mg trong 2 tudn khéng c6 anh
hutmg trén chirc niing tuyén gidp, chuyén hoa carbohydrat, hofic mie ) tudin hoén caa hormon
tuyén cin pidp, corisol, estrogen, testosteron, prolactin, cholecystokinin, secretin. glucagon,
hormon FSH. FSH hormon LH, renin, aldosteron hay hormon tang tnrdémg.

Cic nghién ciny & ngudi khéde manh cho thily rabeprazol natri khéng o6 twrong tic ding ké vé mat
lim sang véi amoxicillin. Rabeprazol khong anh huémg xdu dén ndng 4§ trong huyét tuong cia
amaxicillin ho@ic elarithromycin khi diéu trj phéi hop dé diét vi khudn H. pylori & duimg tigu haa
trén.

Trong thisi gian didu trj véi cic thube khang tiét, ndng dg gastrin huyét thanh ting 1én dé ddp img
véi sy gidm tiét acid. CgA ciing tang do gidm néng 40 axid da day. Viéc tang mic CgA ¢d thé anh
huémg dén chin dadn khéi u thiin kinh ndi tiét.

Biing chimg duge cong bd cho thdy nén ngung céc thube (e ché bom proton tir 5 ngiy dén 2 win
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truéic khi do CgA. Diéu nay 1a dé nbng dd CgA tang sau khi diéu trj v6i PPI tro lai mic binh
thudmg.

14. Dic tinh duge djng hoe:

H.Li;t:r thu:

Su héip thu ciia rabeprazol chi biit déu sau khi vién thude qua duge da day. Sy hip thu nhanh, vai
mire dinh trong huyét twong ciia rabeprazol xdy ra khodng 3.5 gidr sau khi ubng liéu 20mg. Nong
40 dinh trong huyét trong (Cmax) vd AUC 14 wyén tinh trong khoang liéu 10mg dén 40mg. Sinh
kha dyng tuyét déi ciia mot lidu 20mg duimg udng (so v6i tiém tinh mach) 1a khoang 52% do mét
phén 16n bj chuyén héa qua gan 1an diu. Ngoai ra, sinh kha dung khong ting khi ding liéu lap
lai. O nhitng ngwdri khae manh, thdi gian ban thai huyét tuong cia thude 1 khodng mt gidr (khoang
0,7-1,5 giis), vt téng @5 thanh thai co thé 1a 283 & 98 ml / phit. Khéng <6 tuong téc lim sang lién
quan dén thire &n. Thire an vé thii gian ding thudc khdng anh hudng dén hiip thu va tic dung dicu
trj cia rabeprazol.

Phin bo:

Rabeprazol lién két vii protein huyét trong 1a khodng 97%.

Chirgyén e v thai trir:

Rabeprazol ciing nhu cic thude khac trong nhom thude ire ché bom proton (PP1), duge chuyén hoa
biri cytochrom P450 (CYP450), he thing chuyén héa thude & gan. Trong céc nghién ciru in vitro
& ngudi cho thiy rabeprazol duge chuyén héa boi isoenzym cia CYP450 (CYP2CI9 va
CYP3A4), Trong nhimg nghién ciru ndy, & ndng do trong huyét teong du kién rabeprazol khing
gy cam hoa vi ciing khong irc ché CYP3A4; vA mic di cde nghién edru in vitro co thé khéng phai
1udn ludn tién dodn duge trinh trang xay ra trong cor the, nhimg nghién efu ndy chira ring khéng
¢6 twomg téc duge gilia rabeprazol va cyclosporin, Trang co thé ngudi, thioether (M1) va acid
cacboxylic (M6) Ia chit chuyén hoa chinh trong huyét tuong, ciing véi cdc ehit chuyén hoa thir
cip nhu sulphon (M2), desmethyl-thivether (M4) vii acid mercapturic lién hop (M5) quan sit duge
& néng dd thip hon. Chi cé chiit chuyén héa desmethyl (M3) cd tic dung chong bai tiét yéu, nhumg
né khong duge phit hién trong huyét wong.

Sau khi udng mot lidu duy nhit 20mg rabeprazol, khong phét hign rabeprazol & dang khing bién
déi duoc bii tiét qua nude tiéu. Khoang 90% liu ding duge thai irir qua nude tidu, chi yéu dudi
dang hai chit chuyén héa: acid mercapturic lién hop (M3) va acid cacboxylic (M6), cdng vai hai
chét chuyén hoa chua rd, Phiin con lai cia lidu ding dwoc thai trir qua phin.

Gidt tinh: Didu chinh theo khéi lrgng co thé va chidu cao, khéng co Khic bidt ding ké vé cdc
théng sb duge dgng hoc sau khi ding liéu 20mg rabeprazol & ci nam va nir.

Bénh nhin bj rii legn chire ndng thdn: O bénh nhin dn dinh, giai doan cudi, suy than doi hai phai
lge mau chu k¥ (40 thanh thai creatinin <Smlfmin /1,73 m ), sw phén bé ciia rabeprazol 14 gin nhu
tromg tur nhur & ngudi tinh nguyén khoe maah. AUC va Cmax & nhimng bénh nhin ndy thiip hom so
véi ce thong sb twong (mg & ngudi tinh nguyén khée manh khoang 35%. Thiri gian bin thi trung
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binh ciia rabeprazol 13 0,82 giér & ngudi tinh nguyén khoe manh v 0,95 git & bénh nhin dang lpe
méu vi 3.6 gir sau khi lpe méu. D thanh thai cia thude & nhimg bénh nhin cé bénh thin yéu ciu
phii loc mau chu ky xdp xi glp hai 1in & ngudi tinh nguyén khoe manh.

Bénh nhén bi rif logn ehire ndng gan: Sau khi ding mit li¢u 20 mg duy nhit cia rabeprazol cho
bénh nhiin b suy gan man tinh mire 43 nhe dén trung binh cho thiy AUC tang gip doi va théi gian
bén thai tang gip 2-3 lin so v6i ngudi tinh nguyén khoe manh. Tuy nhién, véi lifu 20 mg hang
ngdy trong 7 ngiy. AUC chi tang lén 1.5 ldn va Cmax tang 1,2 lin, Thiri gian ban thai cia
rebeprazol & bénh nhan suy gan la 12,3 gir so vai 2.1 gio & ngudi tinh nguyén khie manh. Cac
diip img duge lre hoe (kiém sodt pH da day) & hai nhém 14 nrong duong vé mit lam sang.

N gia: Thai trir cia rabeprazol da phiin ndo gidm & ngudi gid. Sau 7 ngdy ding thudie vai lidu
20meg rabeprazol hing ngay, AUC ting gn glp d6i, Cmax ting 60% va 2 tling 1én khodng 30%
so vai thanh nién tinh nguyén khée manh. Tuy nhién, khéng co biing chirg vé su tich lay
rabeprazol.

Hién tiegmg da hink ctia gen CYP2C19: Sau 7 ngdy ding thudc véi lidu 20mg rabeprazol hiing
ngdy, & nhiing ngudi co men CYP2C19 chuyén héa kém, ¢6 AUC tang 1.9 lin va tis tang khoing
1.6 liin so véi cac thong sé tuomg (mg & nhimg ngudi ¢é men chuyén hoa manh, trong khi Cmax
da chi tang 40%.

15. Quy cich dong gdi: Hop 5 vi x 10 vién

16. Diéu kién bio quan, han ding, tiéu chuin chit lwgng cia thudbe:

Diku ki¢n bio quin: Bao quan & nhit dj dudi 30°C, trdnh dnh séng vi 49 am.
Han ding: 24 thang ké tir ngdy san xuét.

Tiéu chudn chit luyng ciia thude: Nha san xudt

17. Tén, dja chi co si sin xuat thube:

The ACME Laboratories Lid.

Dia chi: Dhulivita, Dhamrai, Dhaka, Bangladesh
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