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. FOROSEC DR 10
» _Vién nang cirng chira pellet bao tan trong rugt Omeprazole 10 mg
S FOROSEC DR 40

Vién nang cirng chira pellet bao tan trong rudt Omeprazole 40 mg

Poc ki heomg ddn sir dung triede khi ding

Dé xa tam tay tré em

Thong bdo ngay cho bdc st hode dige sTnhimg tic dung khéng mong muon gap phai khi sie dung thuéc
Str dung dang bao ché cé ham heomg thich hop voi lieu duwoe chi dinh

THANH PHAN VA HAM LUQNG

MBai vién nang ciing chira pellet bao tan trong rudt ¢6 chira:

Hoar chiit:

Vién nang cirng chira pellet bao tan trong rugt Omeprazole 10 mg:

Omeprazole 8,5% enteric coated pellets (thanh phén: Omeprazole, sugar spheres,
sucrose, mannitol, disodium hydrogen orthophosphate, sodium lauryl sulfate, calcium
carbonate, starch, sodium starch glycolate, sugar for syrup, povidone K30, Tween 80,
HPMC ES5, methacrylic acid copolymer type C (L. 30D), diethyl phthalate, talc, titanium
dioxide) tirong Gng vai OmMEPrazole...unummmmnsnminmssann 10 M8

Vién nang cirng chira pellet bao tan z‘rong Fugt Omepmzoie 40 mg:

Omeprazole 8,5% enteric coated pellets (thanh phin: Omeprazole, sugar spheres,
sucrose, mannitol, disodium hydrogen orthophosphate, sodium lauryl sulfate, calcium \*
carbonate, starch, sodium starch glycolate, sugar for syrup, povidone K30, Tween &0,
HPMC ES5. methacrylic acid copolymer type C (L. 30D), diethyl phthalate, talc, titanium
dioxide) tuong img voi OMEPrazole. s asssinssiisseresesvssisssniies 00, THE

Ta dwoe viva du:

Vién nang citng chita pellet bao tan trong rugt Omeprazole 10 mg: Nang rong gelatin s6
4, nap xanh dwong nhat, than tring duc (thanh phén: titan dioxid, patent blue V, natri
lauryl sulphat, gelatin).

Vién nang ciimg chita pellet bao tan trong ruét Omeprazole 40 mg: Nang rong gelatin sd
0, ndp tring duc, than tring duc (thanh phan: titan dioxid, natri lauryl sulfat, gelatin).
DANG BAO CHE

Vién nang cung chira pellet bao tan trong rugt Omeprazole 10 mg: Vién nang cirng chira
pellet bao tan trong rudt, nip xanh dwong nhat, thin tring duc, nang sb 4, nang duoc
déng kin, khong mop méo.

Vién nang cirng chita pellet bao tfan trong ruét Omeprazole 40 mg: Vién nang clirng chira
pellet bao tan trong rudt, nip tring dyc, thin tring duc, nang s6 0, nang dugc dong kin,
khéng mép méo.
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CHI PINH

Thube dugc chi dinh trong:

Nguwoi lon

— Diéu trj loét té trang.

— Du phong tai phat loét ta trang.

— Dibu trj loét da day.

— Du phong tai phat loét da day.

— Phéi hgp véi khéng sinh thich hop, trong phic do diét trir Helicobacter pylori (H.
pylori) vai bénh loét dudng tiéu hoa.

— Diéu trj loét da day va ta trang lién quan dén NSAID.

— Du phong loét da day va ta trang lién quan dén NSAID & bénh nhén ¢6 nguy co.

— Diéu trj viém thuc quan do trao ngugc.

— Pidu tri duy tri d6i v6i bénh nhin héi phuc sau viém thwe quan do trao nguoc.

- DPiéu tri triéu chung cua bénh trao ngugc da day — thyc quan.

— Diéu tri hoi chimg Zollinger — Ellison.

Tré em

Tré em trén 1 tuoi va > 10 kg:

— Diéu tri viém thuc quan do trao ngugc.

— Diéu tri triéu chimg ¢ néng va trao ngugce acid trong bénh trao ngugc da day — thuc
quan.

Tré em va thanh thiéu nién trén 4 tuéi:

— Phéi hop v6i khang sinh trong diéu tri loét ta trang nhiém H. pylori.

LIEU DUNG VA CACH DUNG

Liéu diing

Nguwoi lon

Diéu tri loét td trang

Liéu khuyén cdo ¢ bénh nhéan loét t4 trang tién trién 1a 20 mg x 1 lan/ngay. Hau hét bénh

nhan dugc diéu tri khoi trong vong 2 tudn. Ddi véi bénh nhén c6 vét loét chua lanh hoan

toan sau dot diéu tri ban dau, thuong sé& lanh sau 2 tuan diéu tri tiép theo. O nhitng bénh

nhén ¢6 loét té trang dap tmg kém, liéu diing khuyén céo 1a 40 mg x 1 lan/ngay va vét

loét sé lanh trong vong 4 tudn.

Dir phong tai phat loét ta trang

Liéu khuyén céo dé dy phong tdi phét loét ta trang 4m tinh véi H. pylori hoac truong hop

H. pylori chua thé bj diét trir 1a 20 mg x 1 lan/ngay. Mot s6 it bénh nhan chi can ding

lidu 10 mg/ngay co thé du dap tng. Trong trudng hop diéu trj that bai, c6 thé tang lidu

1én dén 40 mg.

Piéu tri loét da day

Liéu khuyén cdo ctia omeprazole 1a 20 mg x 1 lan/ngay. Hau hét bénh nhéan dugc diéu trj

khéi trong vong 4 tudn. D6i véi bénh nhan ¢ vét loét chua lanh hoan toan sau dot diéu

tri ddu tién, thuong sé lanh sau 4 tuan diéu trj tiép theo. O nhirng bénh nhan loét da day
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dap tmg kém, nén ding liéu 40 mg x 1 lan/ngay va vét loét thuong s& lanh trong vong 8
tuan.
D phong tai phat loét da day
Liéu khuyén co ciia omeprazole dé du phong tai phat loét da day & bénh nhan dap tng
kém 12 20 mg x 1 1dn/ngdy. Néu cn thiét, c6 thé tang liéu 1én 40 mg x 1 lin/ngdy.
Diét trir H. pylori trong bénh loét dirong tiéu hoa
Dé diét trir H. Pylori can xem xét lya chon khang sinh phii hgp véi tinh trang dung nap
thuéc cia timg bénh nhén, tun thi cdc huéng dan diéu tri va tinh trang khéng thudc &
dia phuong, khu vue va quf')c gia.
—  Omeprazole 20 mg + clarithromycin 500 mg + amoxicillin 1000 mg, mdi thude ding
2 lém‘ngﬁy trong 1 tudn, hoic
— Omeprazole 20 mg + clarithromycin 250 mg (hodc thay thé 500 mg) + metronidazole
400 mg (hodc 500 mg hodc tinidazole 500 mg), méi thudc dung 2 lan/ngay trong 1
tudn, hodc
— Omeprazole 40 mg x 1 lin/ngdy véi amoxicillin 500 mg va metronidazole 400 mg
(hodic 500 mg hodc tinidazole 500 mg), ca hai thudc udng 3 lin/ngdy trong 1 tudn.
Trong mdi phéc dd, néu bénh nhan vin con duong tinh véi H. pylori, lap lai diéu tri,
Diéu tri loét da day — td trang lién quan dén NSAID
D6i véi didu tri loét da day — td trang lién quan dén NSAID, liéu khuyén céo cia
omeprazole 1a 20 mg x 1 lin/ngay. Hau hét bénh nhin duoc diéu tri khoi trong vong 4
tuan. P6i véi bénh nhén co vét loét chua lanh hoan toan sau dot diéu tri diu tién, thuong
s¢ lanh sau 4 tuan diéu trj tiép theo.
Du phong loét da day va td trang lién quan dén NSAID ¢ bénh nhén c6 nguy co
Dé dir phong loét da day hodgc ta trang do NSAID & bénh nhan ¢6 nguy co (> 60 tudi, tién
sir loét da day va ta trang, tién sir chay mau dudng tidu héa trén), lidu khuyén céo ciia
omeprazole 12 20 mg x 1 lan/ngay.
Dieu tri viem thue quan do trao nguoc
Liéu khuyén cdo ctia omeprazole 1a 20 mg x 1 lan/ngay. Hau hét bénh nhan dugc diéu tri
khoi trong vong 4 tuan. Pdi véi bénh nhan chua lanh hoan toan sau dot diéu tri dau tién,
thudmg s& lanh sau 4 tuin diéu trj tiép theo.
O nhimg bénh nhén bi viém thuc quan nang, liéu khuyén cdo ciia omeprazole 1a 40 mg x
1 lan/ngay va thuong diéu tri khoi trong vong 8 tudn.
Diéu tri duy tri 0 bénh nhan hoi phuc sau viém thuc quan do trao nguoc
Liéu khuyén céo ciia omeprazole dé diéu trj duy tri & bénh nhdn hoi phyc sau viém thuc
quan do trao nguge 1a 10 mg x 1 lan/ngay. Néu cin thiét, c6 thé ting lidu ctia omeprazole
1én 20 — 40 mg x 1 lan/ngay.
Diéu tri trigu chimg bénh trao ngiroc da day — thire quan
Liéu khuyén cdo ciia omeprazole 1a 20 mg x 1 lan/ngay. Bénh nhén ¢6 thé chi dung liéu
10 mg/ngay la du dap tmg. Do dé, cin xem xét diéu chinh liéu phit hgp cho timg ¢4 nhén.
Néu triéu chimg chua duge kiém soat sau 4 tuan diéu tri véi liéu 20 mg x 1 1an/ngdy, nén
danh gia thém tinh trang cua bénh nhan.
Diéu tri hoi chitng Zollinger-Ellison
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Bénh nhan mic hoi chimg Zollinger-Ellison nén diéu chinh lidu dung tiy tirng ¢i nhin va
duy tri diéu tri nhu yéu ciu cia chi dinh 1am sang. Liéu khuyén cdo khai ddu cua
omeprazole la 60 mg x 1 lan/ngay. Tat ca bénh nhan c6 bénh 1v nghiém trong va khong
dap (mg ddy di vai cac liéu phap khac duge kiém soat hi¢u qua voi omeprazole va hon
90% bénh nhén duy tri liéu ding 20 — 120 mg/ngay. Khi liéu dung virgt qua 80 mg/ngay,
nén chia nhé liéu va dung 2 lan/ngay.

Tré em

Tré em trén 1 tudi va > 10 kg

Diéu tri viem thuc quan do trao nguoc

Diéu tri triéu chitng ¢ néng va trao nguoc acid trong bénh trao nguoc da day — thuc

quan
Liéu dung khuyén céo nhu sau:
Tubi Cén ning Liéu dung
5 1 tubi 10— 20 ke 10 m;g X I‘Iana’r.}gay; Li€u dung ¢o thé tiang 1én dén 20 mg
x 1 lan/ngay. néu can.
, 20 mg x 1 lan/ngay. Liéu diing ¢6 thé tang lén dén 40 m

> 2 tudi > 20 kg ;g . K ;g }; & g 8

| x 1 lan/ngay, néu can.

Viém thue quan do trao nguoe: Thoi gian didu trj tir 4 — 8 tuan.

Piéu tri triéu chitng o néng va trao nguoc acid trong bénh trao nguoc da day — thyc
quén: Thoi gian diéu tri tir 2 — 4 tudn. Néu tri¢u chimg chua duge kiém soét sau 2 — 4
tudn, nén danh gia thém tinh trang cta bénh nhan.

Tré em va thanh thiéu nién trén 4 tudi

Diéu tri loét td trang nhiém H. pylori

Khi lya chon liéu phap phéi hop thich hop, cin xem xét hudng din diéu tri ctia quéc gia,
khu vuc va dia phuong vé kha ning khang thude cta vi khudn, thoi gian diéu tri (phé
bién nht 1a 7 ngay nhung doi khi 1én dén 14 ngay) va sir dung khang sinh hop 1.

Diéu trj nén dugc giam sat boi béc si chuyén khoa.

Liéu dung khuyén cdo nhu sau:

Céan nang Liéu ding

Phoi hop vai 2 loai khang sinh: Omeprazole 10 mg, amoxicillin 25 mg/kg
15-30 kg | cdn ndng va clarithromycin 7.5 mg/kg cén ndng, tat ca chia lam 2
lan/ngay trong 1 tudn.

Phoi hop véi 2 loai khang sinh: Omeprazole 20 mg, amoxicillin 750 mg
31 —40 kg | va clarithromycin 7.5 mg/kg can nidng, tit ca chia lam 2 lan/ngay trong 1
tudn.

Phoi hop voi 2 loai khéng sinh: Omeprazole 20 mg, amoxicillin 1 g va
clarithromycin 500 mg, tit ca chia lam 2 1dn/ngay. trong 1 tudn.

Cic dbi twong dic bigt

Suy thdn

Khong can diéu chinh liéu & bénh nhan suy giam chirc nang than.

Suy gan

> 40 kg
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Bénh nhan suy gidam chirc niing gan, liéu hang ngay 10 — 20 mg c6 thé du dap mg.

Ngudi cao tuoi

Khéng can diéu chinh lidu & nguoi cao tudi.

Cdch ditng

Nén dung thude vao budi sang, udng nguyén vién véi nira ly nuée. Khong duge nhai
hodc nghién nho vi hat chira trong nang.

Dai véi bénh nhan gdp kho khén khi nuét vé tré em ¢é thé uéng hodc nuot thirc dn mém:
Bénh nhén ¢6 thé mé nang thude va udng luong thude véi nira ly nudce hodc sau khi tron
v6i chét 16ng c6 tinh acid nhe nhu nude trai cdy, nuée sét tio hodc trong thirc udng
khéng gas. Nén udng ngay sau khi pha (hoic trong vong 30 phut) va luén khudy déu
trude khi ubng, sau do trang lai véi ntra ly nude.

Ngoai ra, bénh nhan cé thé ngdm vién nang dé rd va nudt cac vi hat véi nira ly nuée.
Khéng dugc nhai cac vi hat bao tan trong rudt.

Sii dung dang bao ché ¢ ham lirong thich hop véi timg mike | iéu can dimg theo timg chi
dinh.

+ Vi lidu cdn ding 10 mg, dung 1 vién FOROSEC DR 10.

+ V6i liéu can ding 20 mg, ding 1 vién nang cimg chira pellet bao tan trong rudt
omeprazole 20 mg hodc 2 vién FOROSEC DR 10.

+ Vi liéu can ding 40 mg, diung 1 vién FOROSEC DR 40 ho#c 2 vién nang cing chira
pellet bao tan trong rudt omeprazole 20 mg hodc 4 vién FOROSEC DR 10 hodc 2 vién
FOROSEC DR 10 cung véi | vién nang cirng chira pellet bao tan trong rudt omeprazole
20 mg.

+ Vi lidu can ding 60 mg, dung 1 vién FOROSEC DR 40 ciing véi 1 vién nang cimg
chira pellet bao tan trong rudt omeprazole 20 mg hodc 1 vién FOROSEC DR 40 cung vdi
2 vién FOROSEC DR 10 hodc 3 vién nang cirng chira pellet bao tan trong rudt
omeprazole 20 mg hodc 6 vicn FOROSEC DR 10.

Cong ty c6 san vién nang cimg chira pellet bao tan trong rugt omeprazole 20 mg
(FOROSEC DR 20).

CHONG CHI PINH

Qué4 min véi hoat chét, cdc dan xudt nhém benzimidazole hodc bat ky ta duoc nao co
trong thanh phan cua thude.

Omeprazole ciing nhur cic chét rc ché bom proton khac (PPIs) khong dugc str dung dong
thoi voi nelfinavir.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khi ¢6 bét ky triéu chirng cénh bdo ndo (nhur giam can dang ké khong chi dich, non lién
tuc, ching kho nudt, ndn ra mau, dai tién mau den) va khi co nghi ngo hodc chan doan
loét da day nén loai trir bénh éc tinh, vi diéu tri c6 thé lam giam triéu chimg va lam tri
hoin chan doan.

Khéng khuyén céo dung dong thoi atazanavir véi thube tre ché bom proton. Néu khéng
thé tranh khoi két hop nay, khuyén cdo theo doi lam sang chit ché (nhu dinh lugng virus)
trong phdi hop co thé tang liéu ding dén 400 mg atazanavir/100 mg ritonavir,
omeprazole khong duge vuot qua 20 mg.
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Omeprazole, cling nhu tit ca cac thude khang acid khéac, ¢6 thé lam giam hip thu vitamin
B12 (cyanocobalamin) do tinh trang giam hodc thiéu acid dich vi. Can xem xét diéu nay
& nhimg bénh nhan ¢6 du trir giam hoiic ¢o cac yéu td nguy co lam giam hip thu vitamin
B12 khi diéu tri lau dai.

Omeprazole la chit (e ché CYP2C19. Khi bit dau hodc két thuc didu tri bing
omeprazole, nén xem xét kha ning tuong tac véi cac thuée chuyén héa qua CYP2CI19.
Di ghi nhdn c6 mot tuong tac gitra clopidogrel va omeprazole. Mbi twrong quan 1am sang
clia tuwong tic nay la khong chidc chian. Dé phong ngira, khong khuyén khich sit dung
dong thoi omeprazole va clopidogrel.

Ha magnesi mau da duogc bao cdo trong mdt sb trudng hop sir dung tre ché bom proton
(PPI) nhu omeprazole trong it nhit ba thang va da so 1a mot nim diéu tri. Cac biéu hién
nghiém trong do ha magnesi mau nhu mét moi. co cung, mé sang, co giat, chong mat va
loan nhip thét ¢6 thé xay ra nhung ciing c¢6 thé bit dau am tham va thoang qua. Pa s6
bénh nhan bi anh hudng cé tinh trang ha magnesi mau duge héi phuc sau khi b sung
magnesi va ngirng PPI.

D6i v6i bénh nhan can dugc diéu tri kéo dai hodc diung PPI vai digoxin hodc cic thude co
thé gdy ha magnesi mau (nhu thude loi tiéu), nhan vién y té nén xem xét dinh lwong nong
d6 magnesi mau trude khi bat dau va dinh ky trong qua trinh diéu trj bang PPI.

Cac phan (mg ¢6 hai trén da nghiém trong (SCARs) bao 2dm hdi chirg Stevens-Johnson
(SJS), hoai tir thwong bi nhiém déc (TEN), phan ng do thude véi ting bach cau ai toan
va cic triéu ching toan than (DRESS) va hai chitng mun mu ngoai ban toan thin cép tinh
(AGEP), ¢6 thé de doa tinh mang hoic giy tir vong, di duge bdo cdo rat hiém gip va
hiém gap lién quan dén diéu tri bang omeprazole.

Thubde tre ché bom proton, dic biét néu sir dung liéu cao va trong thoi gian dai (> 1 nam),
c6 thé lam tang nhe nguy co gay xwong hong, ¢d tay va cdt song, dac biét & ngudi cao
tudi hodc cé cdc yéu td nguy co khdc. Cac nghién cttu quan sat cho thiy thudc trc ché
bom proton c6 thé lam ting 10 — 40% nguy co giy xuong noi chung. Mot phin nguy co
tang c6 thé 1a do cac yéu td khac. Nén theo doi va cham soc bénh nhéan ¢6 nguy co lodng
xuong theo cac hudng din 1am sang hién hanh va bo sung day du vitamin D, calci.

Lupus ban do bdn cip (SCLE)

Thude e ché bom proton ¢6 lién quan dén cédc truong hop SCLE rét hiém gip. Néu co
ton thuong xay ra, dac biét & nhiing viing da tiép xtc véi anh ning mat trdi va néu kem
theo dau khép, bénh nhan nén di kham kip thoi va chuyén gia cham soc sirc khoe nén cin
nhic ngimg omeprazole. SCLE sau khi diéu tri bang mét trc ché bom proton ¢d thé lam
ting nguy co SCLE véi céc thude irc ché bom proton khic.

Suy than

Viém 6ng k& thin cép tinh (TIN) da ghi nhan & bénh nhan ding omeprazole va cé thé xay
ra & bat ky thoi diém nao trong qué trinh diéu tri bang omeprazole. Viém dng k& than cép
tinh ¢6 thé phat trién thanh suy than.

Ngirng omeprazole trong trudng hop nghi ngd TIN va diéu trj thich hop nén dugce bét dau
ngay ldp tuec.

Anh hwong dén cdc xét nghiém
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Nong d6 chromogranin A (CgA) ting c6 thé gy tré ngai khi tham do céc khéi u thén
kinh ndi tiét. Dé tranh anh huéng nay, nén tam ngimg diéu tri bing omeprazole it nhat 5
ngdy trude khi do CgA. Néu ndng do CgA va gastrin van chua tré lai ngudng tham chiéu
sau lan do ban dau, nén lap lai phép do sau khi ngimg thude trc ché bom proton 14 ngay.
MOt sd tré bj bénh man tinh ¢6 thé phai diéu trj lau dai mac du khong duge khuyén khich.
Diéu tri bang thudc tre ché bom proton c6 thé dan dén ting nhe nguy co mic mot sd bénh
nhiém khuan duong tiéu héa nhu Salmonella, Campylobacter, nhitng bénh nhan nhap
vién, c6 thé c6 ca Clostridium difficile.

Nhur trong tat ca cac phuong phap diéu tri kéo dai, dic biét Ia thoi gian diéu tri vuot qua 1
nam, nén theo ddi bénh nhan thudong xuyén.

Ta dwoc

San pham chira sucrose, do do khong nén ding cho nhirng bénh nhén bi rbi loan di truyén
hiém gip nhu khong dung nap fructose, kém hip thu glucose-galactose hodc thiéu hut
enzym sucrase-isomaltase.

Thube nay ¢6 chira it hon 1 mmol (23 mg) natri (sodium) trong moi vién, vé co ban duoc
xem nhu “khéng chira natri™.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Trong thai ky

Két qua tir ba nghién ctru dich € hoc tién ciru (hon 1000 truomg hop sau khi ding thudce)
cho thdy khong co tac dung phu nao ciia omeprazole dbi vai thai ky hodc sire khoe ctia
thai nhi/tré so sinh. C6 thé sir dung omeprazole trong thdi ky mang thai.

Phu nix cho con bt

Omeprazole bai tiét duge vao sita me nhung khéng ¢6 kha nang anh hudng dén tré khi st
dung & liéu diéu tri.

Kha nang sinh san

Céac nghién ciru trén dong vat ding hdn hgp racemic omeprazole duong ubng khong cho
thdy anh huwong doi v6i kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Omeprazole anh huéng khong dang ké dén kha nang l4i xe hodc vin hanh may méc. Co
thé xay ra cic tac dung khong mong mudn ciia thude nhu chéng mit va roi loan thi gidc.
Néu bi anh huong, bénh nhan khong nén ldi xe hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Anh hwéng ciia omeprazole dén duge dong hoc ciia cac hoat chit khac

Hoat chit hip thu phu thugc pH

Trong qua trinh didu tri be:mg omeprazole, tinh trang giam d acid da day co thé lam ting
hoiic giam su hép thu ciia cac hoat chit ¢6 d6 hip thu phu thude vao pH da day.
Nelfinavir, atazanavir

Nong do nelfinavir va atazanavir trong huyét twong giam khi ding dong thoi véi
omeprazole.

Chéng chi dinh ding chung omeprazole voi nelfinavir. Khi ding dong thoi omeprazole
(40 mg x 1 1an/ngay), ndng do trung binh trong huyét trong cia nelfinavir va chit chuyén
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héa ¢6 hoat tinh duge Iy M8 giam xdp xi khoang 40% va 75 — 90%. Tuong tac ciing ¢6
thé lién quan dén su trc ché CYP2C19.

Khong khuyén cio dung dong thoi omeprazole véi atazanavir. St dung déng thoi
omeprazole (40 mg x 1 lan/ngay) va atazanavir 300 mg/ritonavir 100 mg & tinh nguyén
khée manh lam giam 75% nong d¢ atazanavir. Tang liéu atazanavir Ién 400 mg khong bu
duogc tic dong clia omeprazole 1én nong do atazanavir. Ding omeprazole (20 mg x 1
lin/ngay) dong thoi voi atazanavir 400 mg/ritonavir 100 mg & tinh nguyén khée manh
din dén nong do atazanavir giam khoang 30% so véi ché do lidu atazanavir 300
mg/ritonavir 100 mg x 1 lan/ngay.

Digoxin

Ding dong thoi omeprazole (20 mg/ngay) va digoxin ¢ nguoi khée manh lam ting sinh
kha dung cua digoxin 1én 10%. Déc tinh cua digoxin hiém khi dugc béo cdo. Tuy nhién,
can than trong khi diing omeprazole lidu cao & bénh nhén cao tudi. Theo ddi nghiém ngit
ché do diéu tri cua digoxin.

Clopidogrel

Két qua tir cac nghién ciru trén ddi tugng khoe manh da cho thdy tuong tac duge dong
hoe (PK)/duoc luc hoe (PD) giita clopidogrel (liéu nap 300 mg/liéu duy tri hang ngay 75
mg) va omeprazole (80 mg/ngay) dan dén ndng dd trung binh cdc chat chuyén hoa co
hoat tinh ctia clopidogrel giam 46% va hiéu Iuc tc ché két tap tiéu cau ti da (do ADP)
trung binh giam 16%.

Dit licu vé mdi quan hé 1am sang con chua dong nhat vé tuong tic PK/PD cua
omeprazole doi véi cic bién ¢d tim mach dugc béo cdo tir ca nghién ciru quan sét va 1am
sang. D& phong ngira, khong khuyén khich sir dung dong thoi omeprazole va clopidogrel.
Cdc hoat chat khac

Su hép thu clia posaconazole, erlotinib, ketoconazole va itraconazole bi giam dang ké. Do
do, co thé lam giam hiéu qua lam sang. Tranh st dung dong thoi posaconazole va
erlotinib.

Hoat chiit dwoc chuyén héa qua CYP2CI9

Omeprazole 1 mot chét e ché CYP2C19 trung binh, ddy la enzym chuyén héa chinh cua
omeprazole. Do d6, su chuyén héa ciia cic hoat chit boi CYP2C19 ¢6 thé giam va nong
do toan than cua cac hoat chat nay tang lén. Vi dy vé céc thube nhu viy la R-warfarin,
cac thude dbi khang vitamin K khac, cilostazol, diazepam va phenytoin.

Cilostazol

Trong moét nghién ctru chéo, dung liéu omeprazole 40 mg cho déi twgng khoe manh, lam
ting Cmax vd AUC cua cilostazol 1an lugt 18% va 26%, dbi vai mot trong céc chit chuyén
héa c6 hoat tinh Ian lugt 29% va 69%.

Phenytoin

Khuyén céo theo doi ndng do ctia phenytoin trong huyét twong trong hai tudn dau tién sau
khi bat dau diéu tri bing omeprazole. Truong hgp cin diéu chinh liéu phenytoin, nén theo
doi va diéu chinh liéu lai sau khi ngirng omeprazole.

Chiuea ré co ché

Saquinavir
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Dung déng thi omeprazole va saquinavir/ritonavir lam nong do saquinavir trong huyét
twong ting 1én khoang 70% & nhitg bénh nhan nhiém HIV ¢6 kha nang dung nap tot.
Tacrolimus

Dung ddng thoi omeprazole di duge bao cdo 1am ting nong dj tacrolimus trong huyét
thanh. Cin ting cudng theo ddi nong dé tacrolimus ciing nhu chire ning than (dd thanh
thai creatinin) va diéu chinh liéu tacrolimus néu can.

Methotrexate

Khi ding dong thoi voi cac chét e ché bom proton, ndng d6 methotrexate duoc bio cdo
ting 1én & mot s& bénh nhén. Co6 thé xem xét ngung omeprazole tam thai khi ¢ chi dinh
duing methotrexate liéu cao.

Anh hwéng cita ciac hoat chit khic dén dwoe dong hoc ciia omeprazole

Chat tte ché CYP2C19 va/hode CYP3A4

Bai vi omeprazole duoc chuyén hoa boi CYP2C19 va CYP3A4 nén céc hoat chit gy trc
ché CYP2C19 hodc CYP3A4 (nhu clarithromycin va voriconazole) c6 thé lam ting nong
do omeprazole trong huyét thanh bing cich giam tdc dd chuyén hoa ciia omeprazole.
Diéu trj déng thoi v6i voriconazole c6 thé 1am ndng do ctia omeprazole ting gip dbi. Do
omeprazole lidu cao duge dung nap tot nén khong cin thiét diéu chinh lidu thong thudng.
Tuy nhién, nén xem xét diéu chinh liéu & bénh nhén suy gan niing va c6 chi dinh diéu tri
lau dai.

Chat cam itng CYP2C19 va/hode CYP3A4

Céc hoat chét gy cam tmg CYP2C19, CYP3A4 hoic ca hai (nhu rifampicin va St John's
wort) c6 thé 1am giam ndng do omeprazole trong huyét thanh do toe do chuyén hoa cua
omeprazole tang.

Twong ky,

Do khong c6 cac nghién etru vé tinh tuong ky ctia thube, khéng tron 1dn thube nay véi
cac thude khéc.

TAC DUNG KHONG MONG MUON

Tém tat ho so an toan

Céc tac dung khong mong mubdn thuong gip nhét (1 — 10% bénh nhén) 1a dau dau, dau
bung, tio bon, tiéu chay, day hoi va budn non/non.

Céc phan ung co hai trén da nghiém trong (SCARs) bao 26m hoi chimg Stevens-Johnson
(SIS), hoai tir thugng bi nhidm doc (TEN), phan tng do thudc véi tang bach céu 4i toan
va cac triéu ching toan thian (DRESS) va hdi chimg mun mi ngoai ban toan than cap tinh
(AGEP), da dugc béo cdo lién quan dén diéu tri bing omeprazole.

Cac phan mg cé hai liét ké dudi didy da duoc xac dinh hodc nghi ngo trong cac thu
nghiém lam sang va bao cdo sau khi luu hanh trén thi truedong. Khong cé tdc dung khong
mong mudn nao lién quan dén liéu ding.

Thirong gap (1/100 < ADR < 1/10)

Thén kinh: Dau dau.

Tiéu hoa: Pau bung, tio bon, tiéu chay, diy hoi, buén noén/nén, polyp tuyén day vi (lanh
tinh).

It gaip (1/1.000 < ADR < 1/100)
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Tam than: Mét nga.

Thén kinh: Chéng mit, di cam, budn ngu.

Tai va mé dao: Chong mat.

Gan — mat: Tang enzym gan.

Da va md dudi da: Viém da, ngira, phat ban, may day.

Co xuong khép va mé lién két: Gay xuong hong, ¢b tay hodc cot séng.

Toan than va tai chd: Khé chiu, phit ngoai bién.

Hiém gap (1/10.000 < ADR < 1/1.000)

Mau va h¢ bach huyét: Giam bach céu, giam tiéu cau.

Hé mién dich: Phan tng qua man nhu sét, phit mach va phan tmg/séc phan vé.

Chuyén hoa va dinh dudng: Ha natri mau.

Téam than: Kich dong, 1a lan, trdm cam.

Than kinh: Réi loan vi giac.

MEiit: Nhin mo.

Ho hép, 16ng nguc va trung thit: Co thit phé quan.

Tiéu hoa: Kho miéng, viém miéng, nhiém nidm Candida dudng tiéu héa.

Gan — mat: Viém gan c6 hodc khong kém theo vang da.

Da va md dudi da: Rung toc, nhay cam véi anh séng, phan g do thude véi ting bach
cdu ai toan va cdc triéu ching toan than (DRESS) va héi ching mun mu ngoai ban toan
than cép tinh (AGEP).

Co xuong khép va md lién két: Pau khap, dau co.

Than va hé tiét niéu: Viém than ké.

Toan than va tai chd: Tang tiét mo hoi.

Rat hiém gap (ADR < 1/10.000)

Mau va hé bach huyét: Mt bach cau hat, giam toan thé huyét cdu.

Tam than: Hung hing, 4o gidc.

Gan — mat: Suy gan, bénh ly ndo gan ¢ bénh nhén c6 b¢nh gan tir trude.

Da va md dudi da: HE‘mg ban da dang, hdi ching Stevens-Johnson, hoai tir thwong bi
nhiém ddc (TEN).

Co xuong khép va mo lién két: Yéu co.

Sinh san va tuyén vii: Vi Ién & nam.

Khéng ré tan sudt

Chuyén hoa va dinh dudng: Ha magnesi mau, ha magnesi mau ning c6 thé dan dén ha
calci mau. Ha magnesi mau ciing ¢ thé két hop vai ha kali mau.

Tiéu héa: Viém dai trang vi thé.

Da va mé dudi da: Lupus ban do béan cép.

Tré em

Da danh gia tinh an toan ctia omeprazole trén tong sé 310 tré em tir 0 dén 16 tudi mac
bénh lién quan dén acid. Dir li¢u an toan dai han han ché tir 46 tré em diéu tri duy tri bing
omeprazole trong mét nghién ciru 1am sang viém thuc quan an mén nang dén 749 ngay.
b so vé cac phan (g khéng mong mudn néi chung gidng nhu ngudi 1on trong thoi gian
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ngén ciing nhu khi diéu trj dai ngay. Khong c6 dit ligu dai han vé anh hwéng khi diéu tri
bing omeprazole dbi vai tudi day thi va ting truong.

Théng bdo ngay cho bdc st hode dwoce s khi gap cdc tac dung khong mong muén nhi

trén khi sir dung thuoce hodc bdo cdo cdc phan img ¢6 hai cia thuée vé Trung tam Quoc
gia vé Thong tin thuéc va Theo dbi phan g 6 hai clia thuée (DI & ADR).

QUA LIEU VA CACH XU TRI

Théng tin sdn ¢6 v& anh huéng ctia qua lidu omeprazole & ngudi con han ché. Trong y
viin, ¢6 ghi chép lidu ding dén 560 mg va thinh thoang ¢6 béo cdo truong hop udng liéu
duy nhét 1&n dén 2400 mg omeprazole (gép 120 lin liéu khuyén cdo théng thuong trén
lim sang). Pa c6 bdo cdo budn non, non, chong mit, dau bung, tiéu chay va dau dau.
Ngoai ra, vd cam, trdm cam va I l1an da duge mo ta trong céc truong hop déc lap.

Céc triéu ching duoc mo ta chi la thoang qua va chua c6 hdu qua nghiém trong nao dugc
bado cdo. Toe do dao thai khong thay dbi khi ting lidu dung (dugc dong hoc bic mot).
Diéu tri triéu ching, néu cén thiét.

DUQC LUC HQC

Nhém diege Ip: Thube diéu tri cac ri loan lién quan dén acid, thudc tre ché bom proton.
Mia ATC: A02BCO1.

Co ché tic dung

Omeprazole, mot hdn hop racemic cia hai déng phan dbi quang, cé tic dung lam giam
tiét acid da day thong qua co ché tac dong chon loc tai dich. Omeprazole 1a chiit rc ché
dic hiéu dbi véi bom proton & té bao thanh. V&i ché dd 1idu mot 1an trén mot ngay, thude
tac dung nhanh va kiém sodt acid théng qua sy trc ché tiét acid da day co hdi phuc.
Omeprazole la mot base yéu, duoe tip trung va chuyén héa thanh dang c6 hoat tinh trong
moi truong cé tinh acid cao, tai cac kénh ndi bao cua té bao thanh, tai diy thude e ché
enzym H'/K*-ATPase - bom proton. Nhér vao co ché tac dong tre ché 1én giai doan cudi
cling clia sy tao thanh acid da day, hiéu qua &rc ché ciia omeprazole cao ngay ca trong qua
trinh tiét acid co ban va kich thich v&i bit ky tac nhan kich thich tao acid nao.

Tac dung duge lirc hoc

T4t ca cée tic dung dige e hoe quan sat duge cia thube déu c6 thé gidi thich dya vao
tac dung cua omeprazole 1én su tiét acid.

Tdc dung lén bai tiét acid da day

Ubng omeprazole lidu 1 lan/ngay gdy trc ché nhanh va hiéu qua su tiét acid da day vio
ban ngdy va ban dém, hidu qua téi da dat dugc trong vong 4 ngay diéu tri. Vai liéu
omeprazole 20 mg, nong do acid trung binh trong da day giam it nhét 80% trong 24 gio,
sau do duoc duy tri & bénh nhan loét ta trang véi lugng acid tiét ra do kich thich
pentagastrin trung binh giam khodng 70% trong 24 gi¢ sau khi ding thude.

Duing omeprazole 20 mg giap duy tri pH trong da day > 3 trong thoi gian trung binh 17
gi0 & bénh nhin loét ta trang.

Do sir giam tiét acid va nong do acid trong da day nén omeprazole lam giam/binh thuong
héa nong do acid thue quan & bénh nhan trao nguge da day — thye quan.
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Su wre ché tiét acid lién quan dén dién tich dudi dudng cong ndng do - thoi gian trong
huyét tuong (AUC) ctia omeprazole nhung khong lién quan dén ndng do thuc trong huyét
tuong tai thoi diém udng.

Khéng ghi nhan truong hop quen thude nhanh trong diéu tri vdi omeprazole.

Tac dung lén H. pylori

H. pylori ¢6 lién quan dén bénh loét dudmg tiéu hoa, bao gom loét da day va téa trang. H.
pylori 1a mot tac nhan chinh gay viém da day. H. pylori cung vdi acid dich vi 1a nhitng
nguyén nhan chu yéu giy bénh loét duong tiéu hoa. H. pylori 1a mot yéu td chinh gay
viém teo da day c6 lién quan dén ting nguy co xudt hién ung thu da day.

Diét trir H. pylori bing omeprazole va thudc khang sinh c6 lién quan dén ty 1¢ chita lanh
vét loét cao va cham tai phat loét dudng tiéu héa.

Céc liéu phap hai thube da duge thir nghiém va cho théy it hiéu qua hon céc liéu phéap ba
thudc. Tuy nhién, van c6 thé xem xét sir dung trong trudng hop qua man da biét khong
cho phép st dung bat ky li¢u phap ba thude nao.

Cdec tae dung khde lién quan dén tre ché acid

Trong thoi gian diéu tri dai ngay, su ting nhe tan suat ciia cac u nang da day da dugc bao
c4o. Nhimng thay ddi nay 1a hé qua sinh ly ctia su wrc ché tiét acid manh, lanh tinh va co
thé hoi phuc.

Giam acid da day do bit ky cach nao bao gbm thudc e ché bom proton, lam ting sé
luong vi khuan thuéng gip trong da day — rudt. Diéu tri véi cac thude giam acid cé thé
lam tang nhe nguy co nhiém tring duéng tiéu hoa nhu Salmonella va Campylobacter,
bénh nhan nhap vién co6 thé nhiém ca Clostridium difficile.

Trong qué trinh diéu tri véi cac thude e ché tiét acid, nong do gastrin huyét thanh ting
lén dé dap tng lai voi sy giam tiét acid. Ngoai ra CgA ciing ting do acid dich vi giam.
Nong do CgA ting Ién co thé can tré cac xét nghiém khdi u than kinh ni tiét. Cac bang
chimg da cong bd cho thdy nén ngung dung thude trc ché bom proton tir 5 ngay dén 2
tudn trude khi do CgA. Diéu nay dé cho phép nong do CgA bi ting gia trong qué trinh
dung PPI trg vé gid tri binh thuong.

S6 lugng té bao ECL ting 1én ¢ thé lién quan dén nong do gastrin huyét thanh ting, da
duoc quan sat thly & mot sd bénh nhin (ca tré em va ngudi 16n) khi diéu tri dai han vai
omeprazole. Cac phat hién trén duong nhu khong co y nghia [am sang.

Tré em

Trong moét nghién ciru khong doi chimg ¢ tré¢ em (1 dén 16 tudi) bi viém thuc quan trao
nguoc nang, ding omeprazole lidu 0,7 dén 1,4 mg/kg 1am cai thién mic dd viém thuc
quan & 90% trudmg hop va giam déng ké cdc tridu chimg trao nguoc. Trong mdt nghién
ctru mu don, tré em tir 0 — 24 thang tudi c6 chin doan lam sang bi bénh trao nguoc da
day-thue quan diéu tri véi omeprazole lidu 0,5; 1,0 hodc 1.5 mg/kg. Tin suit cic dot
non/tré giam 50% sau 8 tuan dicu trj, khong phan biét lidu ding,

Diét trir H. pylori o tré em

Mot nghién ciru 1dm sang mu déi ngiu nhién (nghién ctru Héliot) két luan omeprazole
phf)i hgp voi hai loai khéng sinh (amoxicillin va clarithromycin) an toan va hi¢u qua
trong diéu tri nhiém H. pylori & tré em tur 4 tudi tré 1én bi viém da day: ty 1& diét trir H.
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pylori: 74,2% (23/31 bénh nhédn) ding omeprazole + amoxicillin + clarithromycin so voi
0,4% (3/32 bénh nhéan) ding amoxicillin + clarithromycin. Tuy nhién, khong co bing
chimg vé bat ky lgi ich 1am sang nao ddi véi cac triéu ching kho tiéu. Nghién ctru nay
khong cung cip bét ky thong tin nao & tré em dudi 4 tudi.

DUQC DONG HQC

Hip thu

Omeprazole va omeprazole magnesi khong bén trong acid. Do do, thude duge bao ché
dudi dang vién nang chira cac vi hat bao tan trong rudt dung duong udng. Omeprazole
duoce hép thu rat nhanh, nong d¢ dinh trong huyét trong dat sau khi ubng khoang 1 — 2
git. Su hdp thu ciia omeprazole dién ra & rudt non va thuong duge hép thu hoan toan
trong vong 3 — 6 gio. Udng thube ddng thoi véi thire in khong anh huéng dén sinh kha
dung cua thube. Sau khi uéng omeprazole mét liéu duy nhat, sinh kha dung khoang 40%.
Sau khi dung l3p lai lidu 1 lan/ngdy, sinh kha dung ting 1én khodng 60%.

Phin bé

Thé tich phan bd biéu kién & nguoi khée manh khoang 0,3 L/kg can ning. Omeprazole
lién két vai khoang 97% protein huyét twong.

Chuyén héa

Omeprazole duge chuyén hoa hoan toan qua hé thng cytochrom Paso (CYP). Phan 16n
qua trinh chuyén hoa phu thudc da hinh cia CYP2C19, tao thanh hydroxyomeprazole,
chét chuyén héa chinh trong huyét trong. Phan con lai phu thudc vao mot déng dang cu
thé khac, CYP3A4, chiu trach nhiém hinh thanh omeprazole sulfone. Do ai luc cua
omeprazole d6i voi CYP2C19 cao nén omeprazole co tiém ning (rc ché canh tranh va
twong tac thube — thude véi cac co chét khac ctia CYP2C19. Tuy nhién, do ai lyc thip voéi
CYP3A4, omeprazole khong c6 kha ning tre ché chuyén hoa cac co chit ciia CYP3A4.
Ngoai ra, omeprazole khéng c6 tac dung trc ché ddi voi cic enzym CYP chinh.

Khoang 3% ngudi da tring va 15 — 20% ngudi chiu A thiéu enzym CYP2C19 chire ning
va duoc goi 1a nhém chuyén hoa cham. O nhimg dbi tuong nay, su chuyén héa cta
omeprazole chi yéu qua CYP3A4. Sau khi dung Idp lai omeprazole 20 mg x | lan/ngay, :}'.-
AUC trung binh & nhém chuyén héa chiam cao hon 5 — 10 lin so véi nhom co enzyrn'
CYP2C19 chire ning (chuyén hoa nhanh). Nong dé dinh trung binh trong huyét twong dat /
dugc cling cao hon, gip 3 — 5 lin. Céc nhan dinh nay khong lién quan dén liéu ding cta

omeprazole.

Thai triv

Thoi gian ban thai trong huyét twong ciia omeprazole thudng dudi mot gidr sau khi ubng
litu duy nhét va Iap lai 1 lin/ngdy. Omeprazole dugc thai trir hoan toan khéi huyét twong
gitta céc 1an diing ma khéng c6 xu huéng tich 1iy khi ding lidu 1 1an/ngay. Gan 80% liéu
omeprazole duge bai tiét qua nude tidu dudi dang chét chuyén héa, phén con lai qua
phan, chi yéu tir sy bai tiét qua mét.

Tuyén tinh/phi tuyén tinh

AUC cua omeprazole tang khi dung lap lai. Sy gia ting nay phu thudc liéu ding va dan
dén mdi quan hé lidu ding — AUC khéng tuyén tinh sau khi dung lap lai. Sy tuong quan
giira liéu dung va thoi gian 1a do sy giam chuyén héa lan ddu va d@ thanh thai toan phan,
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dugce giy ra boi su tre ché enzym CYP2C19 cia omeprazole vi/hoic céc chit chuyén hoa
(nhom sulfone).

Khong c6 chét chuyén héa nao anh huéng dén sy tiét acid da day.

Déi twong diic bigt

Suy gan

Su chuyén héa clia omeprazole & bénh nhén suy giam chire ning gan dan dén AUC tang.
Omeprazole khong cho thy bét ky xu hwdng tich liy nao khi ding 1 1an/ngay.

Suy than

Dugce dong hoc ciia omeprazole, bao gém sinh kha dung toan than va tdc do thai trur
khéng thay déi & bénh nhan suy giam chirc nang than.

Nguoi cao tudi

Tdc do chuyén hoa ctia omeprazole giam nhe & ngudi cao tudi (75 — 79 tudi).

Tre em

Khi diéu trj voi liéu khuyén cdo cho tré em tir 1 tudi, ndng do thude trong huyét twong
thu dugc twong ty so voi nguoi lén. O tré em dudi 6 thang tudi, do thanh thai cua
omeprazole thip do kha nang chuyén hoa ciia omeprazole con thép.

QUY CACH PONG GOI

Hop 3 vi x 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi khé rdo, nhiét do duadi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuat,

HAN DUNG

36 thang ké tir ngdy san xudt.

S6 16 san xudt (Batch No.), ngay sdn xudt (Mfg. date), han ding (Exp. date). xin xem trén
nhan bao bi.

Co s¢ san xudt:

Céng ty TNHH Sinh Duwge pham HERA

Lo Al7, Khu cong nghiép Tw Ha, phuwong Tir Hg, thi xa Huwong Tra, thanh phc;“; Hué, Viét
Nam.
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