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3 3. Chong chi dinh
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Ch et A samg o6 CB) i pivan g bt thurimg gdp it o
nghien ctru lam sang | chirng, ng | p nhat dan
dgl: ngirng DEXILANT Ia tiéu chay (0,7%).

Céc phan tmg bét loi it gap hon
Céc phan (rng bat Igi khac da dugc bao céo trong céc nghién ciru c6 dbi chirng
& ty 1& durdi 2% dugrc liét ké dwdi day theo hé co quan cla co thé:
/ loan mdu va hé bach huyét: thiéu mau, bénh hach bach huyét
Rbi loan tim: dau that ngyrc, loan nhip tim, nhip tim chém, dau ngwe, phu, nhbi
mau co tim, danh trbng ngue, nhip tim nhanh
Rdi loan tai va mé dao: dau tai, U tai, chéng mat
Rdi loan ndi tiél: budu gi
Rbi loan mat: kich (rng mat, sung mét
Rdi loan tiéu héa: khé chiu & bung, nhay ¢im dau & bung, phan bat thudmg, kho
chiu & hau mdn, thirc quan Barreft, di vat da day, am rut bat thuémg, hor thér cb
mi, viém dai trang vi thé, polyp dai trang, tdo bon, khé miéng, viém 14 trang, kho
tigu, khé nudt, viém rudt, ¢r her, viem thyre quan, polyp da day, viém da day, viém
da day ruft, b loan da day-rudt, rbi loan tang nhu ddng da day-ruft, bénh trdo
ngugc da day-thirc quan (GERD), loét va thung da day-rudt, nn ra mau, dai tién
phén cb méu, tri, gidm lam réng da day, héi chimg rudt kich thich, phan nhy,
Riaqétm"ﬂc nl;'g?.ng pg!mg r&p, dai tién dau, viém trec irdng, di cam & midng, xuét
u ¢ trang, nén ge
RS loan toan than va tinh trang tai chb dung thudc; phan (rmg bét loi ciia thudc,
ﬁuz.éh nhﬂLﬂJ‘ﬁ‘-. dau ngire, on lanh, cam giac bat thwdmg, viém, viém niém mac,
ach, dau,
Rdi loan ﬁan t: dau byng do mat, s6i mat, ganto
Rdi foan hé mién dich: qua man
Nhiém tring va nhidm ky sinh tring: nhi&m n&m candida, ciim, viém mai hong,
herpes miéng, viém hong, viém xoang, nhidm virus, nhiém tring 4m hé-am dao
Tén thuong, ngd dic v cée bién chimg do thi thuét: té nga, gay xwong, bong
gén khérp, qué lidu, dau do thi thust, sam ning
Xét nghiém; Tang ALP, t3ng ALT, tang AST, giam/tang bilirubin, tdng creatinin
mau, tang gastrin mau, tAng glucose mau, tang kali m&u, bat thirémg xét nghigém
chirc néng gan, giam sb | tiéu céu, tang protein todn phan, tang can
Eé'ﬁnﬂlmg}féﬂ héa va dinh 3&&: thay @i s\ ngon miéng, tang calci méu,
giadm kali mau
R6i loan hé co xuomg vé mé lién két: dau khap, viém khap, co clmg co, dau cor
xwrong khap, dau oo
Réi foan hé than kinh: thay abi vi gidc, co giat, chodng vang, nhirc d4u, dau nira
Eir;‘:ili Qiérrl'nbtri nhé, dj cadm, tang hoat ddng tAm than ﬁn déng, run, dau day than
sinh ba
Roi loan tdm than: gifc mo bat thwdng, lo Au, trdm cdm, mét ngd, thay d8i ham
mudn tinh duc
Réi loan than va tiét niéu: kho tidu, tidu glp
Eﬂ';lllﬂan I'hg:t sinh san va tuyén vii: dau bung kinh, giao hop dau, da kinh, rdi loan
inh nguy
Réi loan hé hap, ngue va trung that: hit s&c, hen, viém phé quan, ho, khé thé,
néc, thér sdu nhanh, sung huygt duirng hé hap, dau hong
R6i loan da va mé duwdi da: myn trirng c4, viém da, ban dd, ngira, ban, thn



https://trismgtamsthiuocrcantap unn, mat nwoec, oal nao a KMo PEt ami, crnay mau
cam, viam nang , bénh gut, benh zona {harpes Zosler ; t&ng lipid mau, Ihléu nﬁng
t%uvén éép !.':E bach u trung tinh, gidm ndng dd hemoglobin trung binh trong
u {ML'.‘. m%ﬁm bach cAu trung tinh, bubt mét tree trang, hdi chirng
chﬂn khidng yén, ngu, vigm amidan.

1ré em
£ an toan cia DEXILANT da duoc danh gia trong cac thir nghiém [8m séng
¢b doi chirng va & mot nhdm bao ggnm 166 bénh nhén tré em tlr 12-17 twdi
tmng didu tr bénh trao NG da y-thyre quan (GERD) khdng an mon cb trigu
wngé chira lanh viém thirc quan &n mén (EE), duy tri sir :h[ira ianh viém thirc
qu n mon va giam ¢ nong [xem Cac nghién ciru 1am sang (7.4)].
phan (rn lgri cling tuorng ty nhuw & nguﬁ'l ién. Cac phan img bét i
ter-Emg gép nhat xay ra 2 E% bénh nhéan Ia nhirc ddu, dau bung, tiéu chay, viém
m{i hong va dau miéng-hong.
» rn lgri kh
thdng tin k& don day du cla lansoprazole vé cac phan (ng bat lgi khing
drgre quan sat véi DEXILANT.

35.2. Kinh nghiém hdu mai
(4c phan (g bét loi sau day da dugc xac dinh trong qua trinh sau khi
EJ{LAHmecph duyét, Bdi vi nhir phén lirngné y duge bao cao by
n tir mot nhom dén sb co qu in y md khdng xac dinh, khong phai ludn ludn
tinh ﬂa’i tin c&y vé& tan suét cla nhung phan img né',r hodc thiét lap
i quan hé nh n qué i viéc diing thude,
méu vé hé bach huyét: thiéu mﬂu tan mau tir midn, ban xuét huyét gidm
u iy phat
ﬁ:?an tai va mé dao: diéc
loan mét: nhin mér
_ Fdf fn::an tisu héa: phi migng, viém tu:f fundic nglaznd polyps
F&i loan toan than va tinh trang tai chd dung phﬁ mat
Roi loan gan mat: viém gan do thu
Réi foan h& mién dich: phan vé (dol hoi phal ¢t sy can thiép cap clru), viem
{lﬁ gﬁc vay, hdi chirng Stevens-Johnson, hoai tir biéu bl nhiém ddc (mdt sb
ng hop tr ‘u'ﬂ
m{ ;g’nh m ky sinh tring: Tiéu chdy lién quan dén Clostridium difficile
Fuﬂn nhu héa va dinh dudng: gidm magnesi mau, gidm natri mau
hé co xwrong va ma lién k f: gay Xuomg
Pﬁi mn hé thén kinh: tai bién mach méu ndo, con thidu méu cuc bb thodng qua
RET loan thén vé téf nigyu: suy than cip
Réi loan ho hép, ngye va trung thét: phu n& hong, nghet & hong
Réi loan da vé md duwdi da; phat ban todn than, viém mach hay bach chu

36. Twong tac thudc

Bing 3 va 4 bao gbm céc thubc cb twong tac thubc quan trr;rn‘? ve mat lam sang

'uE’| worng tac v chan ﬂuan khi dung dﬂmg thai wéi DEXILANT va cac hueong
n tra hodc xi¥ tri chiing.

T"narn khdo g tin ghi nhan cac thudc diing ddng théi dé thu thap thém thing
tn vé tm:rng tac vi cgf. thube (rc ché bom proton.

Bang 3: Cac twong tic cé ¥ nghia 1am sang anh hwéng dén céc thubc ding
dong thévi voi DEﬁ vg twong tac véi cac chin doan
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3.7.3 Sir dung & tré em
DEXILANT khéng duroc khuysn céo st‘r.dgng ﬁ didu tti_-:aét:‘5 y chirng tréo
ngurore da day thyre quan & tréem (i 1 thang den dudi 1 i do lansoprazole
{trén cac ching tdc ngudi) khding cho thay cb hidu qua trong mdt nghién cliru
iam sang da trung tam, mu 48i, cb kiém soat, va cac nghién clru tién |&m sang
véi lansoprazole cho thay cb tac dyng phy lam day van tim va bién dbi xuwong.
B4 an toan va hiéu qua cia DEXILANT chuwa dugre x4c dinh trén bé&nh nhén tré
em dudi 12 tudi. DEXILANT khong dugc kh cao ding cho bénh nhan tré
em dudi 12 tudi, Cac nghién ciru fién 1am sang trén chuft con véi lansoprazole
cho thiy 6 tac dung phy lam déy van tim va bién d6i xuwrong & mire liéu cao hon
liéu t6i da dirgre khuyen cao cho ngud, duge mo ta bén dudi phan D ligu vé
ddc tinh trén chudt con,
B an toan va hidu qua cla DEXILANT da duge xac dinh & nhirng bénh nhan tré
em tir 12-17 tudi abi vé&r vide chira lanh tht ca cac cap A% viém thuc qudn &n mon,
duy tri sir chiva [anh viém thire guan an mon va giam ¢ ndng, va diéu trj o ndng
lign quan wéi bénh trdo ngurec da day-thire quan khong &n mon cb tnigu chimag.
Vigc str dung DEXILANT & nhém tudi ndy dugc hd tror bii bing chimg tir cac
:ghién ciru ddy Al va dugc kiém sodt 1ot vé DEXILANT & ngudi kon voi dir lidu
dd an todn, hiéu qua va dugc ddng hoc bd sung & bénh nhan tré em tr 12-17
tudi [xem Lidu lrgng va cach ding (2.1), Phan Ung bét lgi (6.1), Dugc I 1Am
sang (12.3), va Céc nghién ciru 1Am sang (14.1, 14.2, 14.3 va 14.4)).
H& so phan (rng bét Igi & bénh nhan tir 12-17 tudi treong tu nhw & nguri kom.

?&Hu ﬁ dr.ﬁgignh n‘ﬁn‘;{gﬂuﬁm‘gmn cac tac dyung phy tré phét trién xwong
m n ciru frén con, yng phu trén sy
véﬁEﬁ h;;n; %?Dc qul?g sét thay & mire lidu lansoprazole cao hon lidu i da duge
khuyén cao ngedi,
Trong mét nghién clru vé dc tinh ding duémg ubng trong 8 tulin véi giai doan
phyc héi 4 tudn sau d6 trén chudt con dwoc st dung lansoprazole vao n:lgfrl:.r
thir 7 sau sinh ﬂwgﬁu viri 36 tudi ctia tré so sinh) cho dén ngay thir 62
(turong dmﬂ)(%vﬁ'it 14 tudi) & mirc lidu tir 40 - 500 ma/kg/ngay.
Day van tim xay ra & mirc liéu lansoprazole 500 mg/kg/ngay dwong 3-5
Ian mirc liéu dexfansoprazole dy tinh diing cho bénh nhan iré em duwdi 12 tudi
dira theo AUC), Day van tim khang quan sat thay & mirc lidqu thap hom (250 mg/kg/
ngay) va thap hom nira, Nghién ciru ciing cho thay xu hudng phyc hdi sau 4 tuan
ngirng ding thube. M&i i8n hé gilra diy van tim vai bénh nhan tré em dudi 12 tudi
trong nghién ciru ndy 14 chura xac dinh dugc, Céc tc dung g;lu nay khdng xay ra
& cac bénh nhan tir 12 tudi tré lén. Khéng c6 céc tac ddng lén van tim dugc quan
sat théy trong mét nghién cdu v dbc tinh kéo dai 13 wan vdi lansoprazole tiém
finh mach trén chutt in hom (miec i twong duwong vdi tré 12 Wdi) & mire ligu
twrorng duong wéi liew durgre ding frong nghién el vé ddc tinh frong 8 tudn ding
dudmg udnlg trén chudt con (miec tubi trong duong véi tré so sinh).
Trong nghién ciru vé doc tinh trong 8 tuan ding lansoprazole dwéng ubng, mic
lidu trong durong hodc Iém hom 100 mo/ka/ngdy gdy cham phat trién, cham lang
cén ngay tir ngay thir 10 sau sinh (mirc tudi tuong duong véi tré so sinh). Khi
két thic diéu tn, cac dau hiéu vé cham phat trién & mirc iéu 100 mg/kg/
va cao hon bao gbm gidm trong lweng cor thé (14% - 44% so viri nhom cb kiém
sodt), giam trqng lwong tuyét dGi cla nhiéu co quan, trong lugng xuwdn dui, 46
dai xuromg AUl va af dai dinh dau - méng. £ day xwong dli chi gidm & chugt
duc & mirc lidu 500 ngay. Céc tac dgng lién gﬂuan dén cham phat trién
difn ra lién tuc cho dén hét giai doan 4 wan phuc hdi. Céc dir liéu kau dai hon
khong dugc thu thap.
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Tuwong tac thudc-th
Anh hwdng cla dexlansoprazole dén cac thudc khéc

Tuong tac voi cytochrome P 450
Dexlansoprazole dugc chuyén héa mét phan béi CYP2C19 va CYP3A4 [xem

Durgre ly Idm sang (5.3)].

Céc nghién clru in vitro cho thay dexlansoprazole khéng co kha nang (rc ché
cac isoform CYP 1A1, 1A2, EABy, 2B6, 2C8, 2C9, 2D6, 2E1 hodc 3A4. Nhu vay,
khdng c6 trong tac cé ¥ nghia Idm sang nao véi cac thube chuyén hba béi céc
enzym CYP duoc dy kién. Hon nira, cac nghién cru in vivo cho thy DEXILANT
khdng anh hudng den dugc dﬁn%hqc cla phenytoin (cor chéat clia CYP2C9)
hodc thea;iglline (cor chat clia CYP1A2) dugre dung dong thoi, Cac kiéu gen
(genotype) CYP1A2 clia c4c céc dbi trong trong nghién clru vé trong tac thude-
thubc vdi theophyllin chua dwroc xac dinh. Mac di nghién cleu in vitro cho tha
DEXILANT c6 kha nang (rc ché CYP2C19 in vivo, mt nghién clru vé twong tac
thude-thubc in vivo chl yéu & nguwéi chuyén héa binh thuéng va ngudi chuyén
hoa trung gian clia CYP2C19 da cho thay DEXILANT khéing anh hwéng dén
dwge dong hoc cla diazepam (co chat cia CYP2C19).

Clopidoagrel

Clopidogrel dwgrec chuyén hoa thanh chét chuyén héa cé hoat tinh mét phan

bé&i CYP2C19. Mét nghién ciru da dwerc tién hanh & cac dbi tuong khde manh

la nhirng nguweri chuyen héa binh thwdng cua CYP2C19, ding clopidogrel 75

mg, 1 l&n/ngay don dc hodc dbng théi véi DEXILANT 60 mg (n = 40) trong 9

ngay. AUC trung binh clia chét chuyén hda c6 hoat tinh clia clopidogre! gidm

i EhAE I R e b deukge
| e dun $0 vl dung clopidogre . Cac thon

sb duoe ddng hot cling &acnganh qia va Eﬁﬁ‘l%ﬁﬁpfmaﬁif A8 v& (e ché s kégt

tap tiéu cau {ﬁugr: cdm (rng bdi 5 mcM ADP) c6 lién quan dén sy thay dbi vé

n nﬂg dd cla chat chuyén hoa c6 hoat tinh cla clopidogrel, Anh huﬁ'ng clia nbng

dd dén chét chuyén hda co hoat tinh clia clopidogrel va dén sy (rc ché tiéu clu

do clopidogrel dw¢c cho la kndng quan trong trén 1am sang.

Anh hudng cla céc thube khéc dén dexlansoprazole

Béi vi dexlansoprazole dworc chuyén hba béi CYP2C19 va CYP3A4, cac
chét gy cam (rng va (rc ché c4c enzym nay cé thé 1am thay ddi ndng @6 cla
dexlansoprazole.
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Piéu tri bénh trdo ngwoc da day-thwe quan khéng d&n mon cé triéu chirng
Trong mét thir nghiém & mét nhém, nhan mé, da trung tam, 104 bénh nhén tre
em tir 12 dén 17 tudi bj bénh trdo ngwoc da day-thirc quan khdng an mon co
triéu chirng duoc didu tri bAng DEXILANT 30 mg, 1 lAn/ngay trong bén tudn dé
danh gia d6 an toan va hiéu qua. Cac bénh nhan cé tién st vé tridu chirng bénh
trdo nguoc da day-thyre quan da duwgc ghi nhan it nhat 3 thang trudrc khi séng
loc, o néng duoc bao cdo it nhat ba trong bay ngay trong khi sang loc va khﬁﬁ%
c¢6 an mon thiec quan nhu da dugce xéc dinh bang ndi soi. Tui trung vi 14 15 tudi,
trong dé ni gidi chiém 70% s6 bénh nhan.

Trong thoi gian didu trj bén tudn, ty 1& phan trim trung vi vé& thdi gian 24 gid
khdng ¢ nong 1a 47%.

7 CAC DAC TiNH Gl';h THUﬁﬂG $
7.1 Than trong dac biét khi bao quan
Béo quan dwﬁ 3%“!‘.':.

7.2 Handung
36 thang ké tir ngay san xuat.

7.3  Tiéu chuin chét lwong:
Tiéu chudn co s&

7.4  Tinh chét va dung Iwong cua bao bi déng géi
Quy cach d:ﬁng; g6i: Vi nhdm, 1 vi xé chira 7 vién nang.
Hop 2 vi xé x 7 vién nang;
Hop 4 vi xé x 7 vién nang

7.5 Dang cung cap/bdo quan va xir Ig

Vién nang DEXILANT phong thich bién ddi 30 mg: duc, mau xanh xam, cé khic
chir "TAP" va s6 "30" trén vién nang.

Vién nang DEXILANT phéng thich bién ddi 60 mg: duc, mau xanh, c6 khéc chir
"TAP" va s6 "60" trén vién nang.

8 CO SO SAN XUAT/DONG GOI

San xuét boi: Takeda Pharmaceutical Company Limited
17-85, Jusohonmachi 2-chome, Yodogawa-ku, Osaka 532-8686, Nhat Ban

Péng goi béi: Delpharm Novara S.r.l.
Via Crosa, 86, 28065, Cerano (NO), Y



