https://trungtamthuoc.com/

\_}ﬁ?j_ 99% pi-omep20-cap-1.1
Q ONG TY £, = 7 s
5 ot ¥ HUONG DAN SU DUNG
: DUOCHK > _— ; F
y chi ding theo don t
ﬁ"S’\ R EME% ‘\‘. 4 ay cni aung rheo don thuoc
GESTIMED 20

6:? B /
JE-Tp) !Q.Cf"/

Omeprazole 20 mg

Vién nang cirng chiva vi hat bao tan trong rugt

Dé xa tam tay tré em

Poc ki hudng din siv dung trude khi ding

THANH PHAN

Méi vién nang citng chiva:

Thénh phdn hoat chdt: Omeprazole 20 mg (dang vi hat 8,5% bao tan trong rudt).

Thanh phan td dicpe: Sugar, pharma grade sugar pellets, disodium hydrogen phosphate, sodium
lauryl sulphate, calcium carbonate, mannitol, hydroxy propyl methyl cellulose ES, methacrylic acid
copolymer type-C (1.-30D), diethyl phthalate, titanium dioxide, talc.

Thanh phan nang rong so 2:

Thanh phén than nang: FD&C Blue 1, FD&C Red 3, FD&C Yellow 5, titanium dioxide, gelatin.
Thanh phin ndp nang: FD&C Blue 1, FD&C Red 3, FD&C Yellow 5, titanium dioxide, gelatin.

DANG BAO CHE
Vién nang ctmg sb 2, mot ddu mau héng nhat, mot dAu mau ndu, bén trong chira thudc dang vi hat

mau trang dén trang nga.

CHI PINH

Nguwoi lon

- PDiéu tri loét ta trang.

- Du phong tai phat loét ta trang.

- Pibu tri loét da day.

- Du phong tai phat loét da day.

_ Phéi hop véi khang sinh thich hop dé diét trix Helicobacter pylori (H. pylori) trong diéu tri loét
tiéu hoa.

- Didu trj loét da day - ta trang lién quan dén viée st dung thudce khang viém khong steroid
(NSAID).

- Du phong loét da day - ta trang lién quan dén viée str dung NSAID ¢ bénh nhan cé nguy co.

- Piéutri viém thue quan do trao ngugc.

- Kiém soat dai han & ngudi bénh viém thue quan do trao ngwroc di duoce chira lanh.

- Pidutri tridu ching bénh trao nguoc da day - thyc quan.

- Diéu tri h6i chimg Zollinger-Ellison.
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Tré em
Tré em trén 1 tudi va cdn ning > 10 kg
- Piéu trj viém thuc quan do trao nguoc
- Diéu trj tridu chitng ¢ néng va ¢ chua trong trao nguoc da day - thuc quan
Tré em trén 4 tuoi

-~ Két hop véi khang sinh phu hop dé didu tri loét t4 trang do I1. pylori

LIEU DUNG, CACH DUNG

Liéu ding

Nguoi [6m

Diéu tri loél 1d trang

Liéu khuyén cdo cho bénh nhén dang bi loét t4 trang tién trién 14 omeprazole 20 mg x 1 lAn/ngay.

P& vé6i da sb ngudi bénh, vét loét lanh trong vong 2 tudn. Pdi véi ngudi bénh ma vét loét chua lanh

hin sau dot didu tri dau tién, thi vét loét thudomg s& lanh sau 2 tudn didu tri tiép theo. Doi véi ngudi

bénh it dap img, liéu khuyén céo 1a omeprazole 40 mg x 1 [An/ngay va théng thuong vét loét s& lanh

trong vong 4 (uan.

Dur phong tai phdt loét ta trang

Pé du phdng tai phat loét ta trang & ngudi bénh 4m tinh véi H. pylori hodc chua thé diét trir

Il pylori, lidu khuyén céo la omeprazole 20 mg x 1 lan/ngay. O mot s6 nguoi bénh, liéu hang ngay

10 mg ¢6 thé hiéu qua. C6 thé tang 1én liéu omeprazole 40 mg néu khong dap tng.

Diéu tri loét da day

Liéu khuyén cdo 1a omeprazole 20 mg x 1 lan/ngay. O hiu hét ngudi bénh, vét loét lanh trong vong

4 tuan. Dbi véi nguoi bénh ma vét loét chua lanh hén sau dot didu tri dau tién, thi vét loét thudng s&

lanh sau 4 tudn diéu tri tiép theo. P6i véi nguoi bénh it dép img, lidu khuyén céo la omeprazole 40

mg x 1 lAn/ngay va théng thudng vét loét sé lanh trong vong 8 tudn.

D phong tai phat loét da day

pé du phong tai phat loét da day & nguoi bénh dap tmg kém, lidu khuyén céo la omeprazole 20 mg

x 1 lAn/ngdy. C6 thé ting 1én liéu omeprazole 40 mg x 1 lan/ngay néu can.

Diét triv H. pylori trong loét tiéu héa

Viéc lua chon khang sinh dé diét trir /1. pylori can dva vao kha nang dung nap thubc cia timg ngudi

bénh v nén can nhic tudn theo cac huéng din didu trj va tinh trang dé khéng khang sinh ctia dia

phuong, khu vue va quéc gia.

- Omeprazole 20 mg + clarithromycin 500 mg + amoxicillin 1000 mg, tat ca ding 2 lan/ngay
trong 1 tuan, hodc

- Omeprazole 20 mg + clarithromycin 250 mg (hodc 500 mg) + metronidazole 400 mg (hodc 500
mg hodc tinidazole 500 mg), tat ca dung 2 lan/ngay trong 1 tudn, hoac

- Omeprazole 40 mg x 1 lan/ngay + amoxicillin 500 mg x 3 l4n/ngay + metronidazole 400 mg
(hodc 500 mg hodc tinidazole 500 mg) x 3 lan/ngay trong 1 tudn

Co thé lip lai phéc d6 néu ngudi bénh vin con duong tinh véi 71 pylori.

Piéu tri loét da day - d trang lién quan dén viéc sir dung NSAID
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pé didu trj loét da day - ta trang lién quan dén viée sir dung NSAID, lidu khuyén cdo 1a omeprazole
20 mg x | 1dn/ngay. O hdu hét nguoi bénh, vét loét lanh trong vong 4 tudn. DSi v6éi ngudi bénh ma
vét loét chua lanh hén sau dot diéu tri déu tién, thi vét loét thuomg s& lanh sau 4 tuéin didu tri tiép
theo.
Duw phong loét da day - ta trang lién quan dén viée sic dung NSAID & bénh nhdn cd nguy co
Dé du phong loét da day - ta trang do NSAID & ngudi bénh ¢6 nguy co (trén 60 tubi, ¢b tién sir loét
da day - ta trang, tién st xudt huyét duomg tiéu héa trén), lidu khuyén céo 1a omeprazole 20 mg x 1
lan/ngay.
Diéu tri viem thiee quan do trao nguoc
Lidu khuyén cdo 1a omeprazole 20 mg x 1 lan/ngay. Hau hét ngudi bénh lanh viém trong vong 4
tuén. P41 v6i nguoi bénh chua lanh viém hin sau dot diéu tri dau tién, thi thuong sé& lanh viém sau 4
tun didu tri tiép theo.
() bénh nhan viém thue quan ning, liéu khuyén cdo la omeprazole 40 mg x 1 lan/ngay va thong

thuang sé lanh viém trong vong 8 tuan.

Kiém sodi doi han ¢ nguoi bénh viem thue quan do rao nguoce da dwoc chita lanh L
Dé kiém soat dai han ngudi bénh viém thue quan do trao nguoc da dugce chita lanh, lidu khuyén cdo s
la omeprazole 10 mg x | 1An/ngay. Néu can, ¢6 thé tang liéu 1én 20 - 40 mg x 1 lAn/ngdy. INC
Diéu tri triéu chirng trao nguoc da day - thue quan ;CP:
Lidu khuyén cao la omeprazole 20 mg/ngdy. Mdt s6 ngudi bénh 6 thé dap tmg véi lidu 10 EN
mg/ngay. Vi viy, nén diéu chinh lidu pht hop cho timg bénh nhan. =

Néu tridu ching chua duge kiém soat sau 4 tuan diéu tri véi liéu 20 mg/ngay, tinh trang clia nguoi
bénh cin duge danh gia k¥ hon.

Diéu tri hoi chirng Zollinger-Ellison

O ngudi bénh mac hoi chimg Zollinger-Ellison, lidu dung nén duge diéu chinh cho timg bénh nhén
va nén tiép tuc dicu tri theo chi dinh 1dm sang. Lidu khoi ddu khuyén cdo 1a omeprazole 60
mg/ngdy. Tat ca nhitng ngudi bi bénh ning va khong dap ing day du véi cac liéu phap khac da
dwoc kiém soat mot cach hiéu qua va hon 90% nguoi bénh duoc kiém soét véi liéu omeprazole 20 -
120 mg/ngay. Liéu trén 80 mg/ngay nén chia thanh 2 l4n.

Tré em

Tré em trén 1 tuoi va can nang > 10 kg

Diéu tri viém thire quan do trao ngiroc

Diéu tri triéu chitng ¢ nong va ¢ chua trong trao nguoc da day - thue qudn

Liéu dung khuy¢n cédo nhu sau:

Tubi Can nang | Liéu ding
> 1 tudi 10-20kg | 10 mgx 1 lan/ngay. Néu cén co thé tang 1én 20 mg x 1 lin/ngay
> 2 tudi >20 kg 20 mg x 1 lan/ngay. Néu cén c6 thé ting 1én 40 mg x 1 lan/ngay

Viem thue guan do trao nguoce: Thoi gian dicu tri 1a 4 - 8 tuan,
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Piéu tri triéu chitng o néng va o chua trong trao nguege da diy - thiee quan: Thoi gian didutri1a2 -
4 tudin. Néu triéu chiing chua duoc kiém soat sau 2 - 4 tudn, tinh trang clia ngudi bénh cin dugc
danh gia k¥ hon.
Tré em trén 4 tudi
Diéu tri loét td trang do H. pylori
Khi lya chon phac dd diéu tri, can tuén theo huéng dan chinh thie ctia dia phuong, khu vue va quéc
gia vé tinh trang dé khang khang sinh, thoi gian diéu trj (thong thuong 1a 7 ngay, nhung d6i khi dén
14 ngay) va str dung khang sinh phu hop.
Viéc didu tri nén duge giam sat bai bac s chuyén khoa.

[.iéu diung kKhuyén cdo nhu sau:

Can nang Liéu dung
15-30 kg Két hop véi 2 kh'mg. sinh: Omepra70]e 10 mg, amoxicillin 25 mg/kg thé trong
va (,lanthromycm 7,5 mg/kg thé trong, (4t ca ding 2 Ianfngay trong 1 tuan

31-40 kg Ket hop véi 2 khang sinh: Omeprazole 20 mg, amoxicillin 750 mg va
clarithromycin 7,5 mg/kg thé trong, tit ca ding 2 Ian!’ngay trong 1 tuan,

> 40 kg Két hop voi 2 khang sinh: Omeprazole 20 mg, amoxicillin 1 g va clanthlomycin
500 mg, tét ca ding 2 lAn/ngay trong 1 tudn.

Dbi tuong dic biét

Suy than

Khéng can diéu chinh lidu & ngudi bénh suy giam chie ning thin (xem Pic tinh dwoe djng hoc).
Suy gan

O ngudi bénh suy giam chiic ning gan, lidu hang ngay 12 10 - 20 mg (xem Dic tinh dwoc djng
hoc).

Ngueoi cao tudi

Khéng ¢én didu chinh lidu & nguoi cao tudi (xem Pic tinh dwge dong hoc).

* Liéu 10 mg: Sir dung ché pham khdc c6 him heong phit hop,

Cach dung

Khuyén cdo ding thubc vao bubi sang, nudt ca vién thude véi nia cbe nude. Khong nhai hay
nghién nét vién.

Ngueoi bénh kho nudt va tré em cé thé urfr:g hodic nudt thite in bin riin

Nguoi bénh ¢o thé mo nang thude va nudt phan thude bén trong véi nta ly nuée hode sau khi trdn
phén thude bén trong véi chat léng cé tinh acid nhe nhu nude ép trai cdy, nude tdo hodc nude
khéng c6 carbonat. Nén udng thube ngay sau khi pha (ho#ic trong vong 30 phut) va ludn khudy déu
trese khi udng va trang sach véi nira ly nude.

Ngoai ra, ngudi bénh ¢ thé ngdm vién nang va nudt cac vi hat trong nang voi nira ly nude. Khong

dugc nhai cac vi hat bao tan trong rugt.

CHONG CHI PINH

Qua man véi omeprazole, cic din chat benzimidazole hogic bt ki thanh phan nao cta thuoe.
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Tuwong tu cic thude e ché bom proton khac, chong chi dinh ding dong thdi omeprazole va
nelfinavir (xem Twong tic, twong Ky ciia thude).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khi ¢6 bt ki triéu ching béo djng nao (nhu giam can dang ké khong chu dich, nén mira téi phat,
kho nudt, ndn ra mau hoac di tidu phan den) va khi nghi ngd hoic xuAt hién loét da day, nén loai trr
kha nang bi u 4c tinh, vi thude ¢6 thé lam giam cac triéu chimg va lam chim chén doan.

Khong khuyén cdo ding déng thoi atazanavir véi thube tre ché bom proton (xem Twong téc, twong
ky ciia thudc). Néu bat bude ding két hop thudc te ché bom proton va atazanavir, can theo doi
chiit ché trén 1am sang (nhu lugng vi rat), déng thoi ting liéu dung ciia atazanavir 1én 400 mg két
hop vai 100 mg ritonavir, lidu ding t6i da clia omeprazole 13 20 mg.

Tuong tu cic thude khang acid khac, omeprazole co thé lam giam hép thu vitamin Bp
(cyanocobalamin) do giam hodc thiéu acid di\ch vi. Can than trong voi nhitng ngudi bénh giam du
trit vitamin Bj2 trong co thé hodc ¢6 nguy co giam hap thu vitamin By khi diéu trj dai han.
Omeprazole la chét e ché CYP2C19. Khi bét ddu hoac két thic diéu tri voi omeprazole, cin xem
X6t cac tuong tac véi cic thude chuyén hoa qua CYP2C19. Tuong tac thudc gitta omeprazole va
clopidogrel ciing duoc quan sat thdy (xem Twong tac, twong ky, ciia thube). Moi liét) quan trén
JAm sang cua tuong tac ndy chua rd rang. Vi vay, khong khuyén khich phéi hop mT‘reH razole va

clopidogrel.
Giam magnesi mau nang dd duge bao cao & ngudi bénh diéu tri voi thude te ché bom:
Proton pump inhibitor) nhu omeprazole trong it nhdt 3 thang va & hau hét cac truomg hep 1a trong
mdt ndm. Nhitng biéu hién ning cta giam magnesi mau nhe mét moi, co cing, mé sang, co giat,
choang vang va loan nhip thit c6 thé xuét hién nhung Am thdm va khé quan sat. Héu hét ngudi bénh
duoe cai thién sau khi bd sung magesi va ngling PPL

P6i véi ngudi bénh du dinh didu tri kéo dai hotic ding dong thoi PPI véi digoxin hay thube c6 thé
gdy giam magnesi mau (nhu thude 1gi tidu), bac sT cdn cén nhic dinh lugng magnesi mau trude khi
bt dau diéu tri v6i PPI va kidm tra dinh k¥ trong qua trinh dicu tri.

Phan tmg bat loi nghiém trong & da (Severe cutaneous adverse reactions: SCAR) bao odm hoi
chirng Stevens-Johnson (SJS), hoai tir biéu bi nhiém doc (Toxic epidermal necrolysis: TEN), tang
bach cdu 4i toan va xuit hién cdc triéu chimg toan than (Drug reaction with eosinophilia and
systemic symptoms: DRESS), h¢i ching ngoai ban mun mu cfip tinh (Acute generalized
exanthematous pustulosis: AGEP), ¢6 thé de doa tinh mang hodc gay tir vong, da dugc bdo cdo 1a
hiém gap va hiém khi lién quan dén viée diéu tri bing omeprazole.

Thude tic ché bom proton, dic biét khi ding lidu cao va thoi gian dai (>1 nam), ¢o thé lam tang nhe
nguy co gy xuong hong, c¢b tay, va cdt sdng, ddc biét 1a & ngudi cao tudi hodc ngudi ¢b san cac
yéu t6 nguy co khic. Cac nghién ctru quan sat cho thiy thude e ché bom proton ¢6 thé lam tang
nguy co giy xuong tong thé tir 10 - 40%, mot s6 ¢6 thé do céc yéu td nguy co khac. Ngudi c6 nguy
co lodng xwong ¢in duge cham sac theo cac huéng dan 1am sang hién hanh va can bd sung day du
vitamin D va calci.

Lupus ban do trén da ban cAp (SCLE: Subacute cutaneous lupus erythematosus)

Thube e ché bom proton rt it khi gdy SCLE. Néu ton thuong xuat hién, ddc biét 1a & ving da tiép
xlic véi anh nang mat troi, hodic kém theo dau khdp, ngudi bénh nén di kham ngay va nén cin nhac
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ngig omeprazole. Néu da tung bi SCLE sau khi diéu tri voi mdt PPI thi s& 1am tdng nguy co bi
SCLE khi dung céac PPI khac.

Suy thén

Viém éng thin k& cip tinh (Acute tubulointerstitial nephritis: TIN) duge quan sét thdy & bénh nhan
didu trj bing omeprazole va c¢6 thé xdy ra bt ¢ lic nao trong qud trinh diéu trj (xem Téc dung
khéng mong muén ciia thude), va c6 thé tién trién thanh suy than.

Néu nghi ngr méc TIN, ngung diing omeprazole va thay thé bang mt didu trj thich hop.

Anh huong dén cdc xét nghiém

Tang mirc Chromogranin A (CgA) c6 thé gy trd ngai trong viée chén dodn u thin kinh noi tiét. Dé
tranh 4nh hudng nay, nén ngimg omeprazole it nhét 5 ngay trude khi dinh lugng CgA (xem Pie
tinh duge lwe hoc). Néu mirc CgA va gastrin chua trd lai binh thuong sau lan dinh luong dau tién,
nén lap lai kiém tra sau 14 ngay ngimg thude (e ché bom proton.

Mot b tré em bj bénh man tinh ¢o thé phai diu tri 1au dai mic do khong duge khuyén céo.

bidu tri véi thude tre ché bom proton ¢ thé 1am tang nhe nguy co nhiém khudn dudng tiéu hoa nhu
nhiém Salmonella, Campylobacter va c¢é thé ca Clostridium difficile déi v6i bénh nhan didu tri tai
bénh vién (xem Pac tinh dwge lwe hoc).

Ngudi bénh diéu tri dai han (déc biét 1a trén 1 ndm) nén duge theo dai dinh ky.

Ta dwge

Ngudi ¢ vén dé di truyén hidm gip nhur khéng dung nap fructose, kém hép thu glucose-galactose
hodic thiéu hut sucrase-isomaltase khong nén ding san pham nay.

San phim c6 chita tartrazine (FD&C Yellow 5) ¢6 thé gy di ting.

San phidm chia it hon 1 mmol natri (23 mg) mdi liu va co ban dugc coi 1a khong co natri.

San pham ¢6 chita mannitol, co thé cé tdc dung nhudn trang nhe.

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

Phu nit cé thai

Két qua tir 3 nghién ctu dich t& hoc (hon 1.000 dbi tuong st dung thude) cho thiy omeprazole
khéng gdy téc dung c6 hai trén phy nit mang thai hodc sic khoe cla bao thai/tré so sinh.

Omeprazole ¢6 thé sir dung trong thai ky.

Phu nir dang cho con bu

Omeprazole bai tiét vao sita me nhung hau nhu khong anh huong dén tré néu diing thube & lidu didu
tri.

Kha ning sinh sian

Cac nghién ctru trén dong vat voi hén hop racemic cia omeprazole dung duong udng khong cho

thay anh huéng dén kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Omeprazole hiu nhu khéng anh hudng dén kha nang lai xe hodic van hanh may moc. Tuy nhién, cac
tic dung khong mong muén nhu chodng vang, rbi loan thi gidc co thé xuat hién (xem Téc dyng
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khéng mong mudn ciia thudc). Néu bi anh huéng, nguoi bénh khéng nén lai xe hodc vén hanh

may moc.

TUONG TAC, TUONG KY CUA THUOC

Anh hwéng ciia omeprazole trén dwge djng hoc ciia cic thube khie

Cac thube hAp thu phu thude pH

Giam acid da day khi diéu tri v6i omeprazole co thé lam tang hodc giam sy hip thu cia céc thube

hfip thu phu thugc vao pH da day.

Nelfinavir, atazanavir

Ndng d6 trong huyét twong clia nelfinavir va atazanavir giam khi diing ddng thoi voi omeprazole.
Chéng chi dinh ding dbng thoi omeprazole v6i nelfinavir (xem Chéng chi dinh). Ding ddng thoi
vGoi omeprazole (40 mg x | lAn/ngdy) lam giam khoang 40% ndng d6 trung binh clia nelfinavir va
khodng 75% - 90% nong do trung binh cua chét chuyén héa c6 hoat tinh M8. Tuong tac nay cling
lién quan dén tic ché CYP2C19.

Khéng khuyén céo diing omeprazole clng v6i atazanavir (xem Céanh bdo va than trong khi ding
thude). Ding dong thai omeprazole (40 mg x | 1in/ngdy) va atazanavir 300 mg/ritonavir 100 mg
trén nguoi tinh nguyén khoe manh lam giam 75% nong do cua atazanavir. Tang liéu cla atazanavir
1én 400 mg khong b duge tac dong ctua omeprazole trén ndng do atazanavir. Ding omeprazole (20 14
mg x 1 ln/ngay) cling atazanavir 400 mg/ritonavir 100 mg (rén nguoi tinh nguyén khoe manh lam  one

ndng db atazanavir gidm khodng 30% so voi dung lidu atazanavir 300 mg/ritonavir 100 mg x 1 0PI
) gcr
lan/ngay. :
Digoxin -
TR\

Dung déng thdi omeprazole (20 mg/ngay) va digoxin trén céc ddi tuong khée manh lam ting 10%
sinh kha dung cta digoxin. Hiém gip ddc tinh cua digoxin. Tuy nhién, can than trong khi ding lidu
cao omeprazole & ngudi cao tudi. Can theo doi nghiém ngat ché do diéu tri cua digoxin.
Clopidogrel

Két qua tir cac nghién ciru trén dbi tugng khée manh cho thiy ¢6 tuong tac duoc dong hoc/duoe luc
hoc gitta clopidogrel (lidu nap 300 mgr’liéu duy tri 75 mg/ngay) va omeprazole (dudng udng 80
mg/ngdy) lam giam (rung binh 46% néng do chit chuyén héa ¢ hoat tinh cta clopidogrel va lam
giam trung binh 16% tac dong tc ché két tap tiéu ciu tdi da (do ADP).

Y nghia 1dm sang clia twong tac duge dong hoc/duge lue hoe ctia omeprazole d6i véi cac bién cb
tim mach chinh tr cac nghién ctru quan sat va nghién ctru 1am sang da dugce bdo cdo khong nhat
quan. D& phong ngira, khdng nén sir dung ddng thoi omeprazole va clopidogrel (xem Cénh b#o va
than trong khi dung thude).

Céc thuée khdc

Su hap thu cua posaconazole, erlotinib, ketoconazole, itraconazole giam dang ké va do @6 hiéu qua
lam sang ¢6 thé giam. Tranh st dung ddng thai omeprazole véi posaconazole va erlotinib.

Céc thude chuyén hoa béi CYP2C19

Omeprazole tic ché trung binh CYP2C19 (enzym chinh chuyén hoéa omeprazole). Vi vy, su chuyén
héa ctia céc thude dung dong thoi chuyén hoa boi CYP2C19 (nhu R-warfarin, cac thude khang

vitamin K, cilostazol, diazepam va phenytoin) ¢6 thé giam vanong d¢ toan thén co thé ting.
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Cilostazol

Trong mdt nghién ciu cit ngang, omeprazole dugc dung voi liéu 40 mg trén dbi twgng khoe manh
lam Cuax va AUC cua cilostazol ting tuong tmg 18% va 26%, Cmax va AUC clia mot trong cac chét
chuyén hoa c6 hoat tinh tang tuong tng 29% va 69%.

Phenytoin

Khuyén céo theo dai ndng do phenytoin huyét twong trong suét 2 tuan ddu khi bit du diéu trj voi
omeprazole. Néu da didu chinh lidu phenytoin, can theo doi va didu chinh lidu lai sau khi ngung
diéu tri voi omeprazole.

1 . - A
Cac tuong tac chua rd co ché

Saquinavir

Diing chung omeprazole véi saquinavir/ritonavir 1am ting khoang 70% noéng do saquinavir trong
huyét tuong lién quan dén kha nang dung nap t6t & bénh nhan nhiém HIV.

Methotrexate

O mdt s6 bénh nhén, ndng do methotrexate tang khi ding ciing voi thube wrc ché bom proton. C6
thé xem xét tam thoi ngimg omeprazole khi didu tri methotrexate liéu cao.

Tacrolimus

Duing chung véi omeprazole lam tang ndng do trong huyét thanh cua tacrolimus. Cén theo dai chit
ch& ndng @ tacrolimus va chitc ning than (d9 thanh thai creatinine), diéu chinh liu tacrolimus khi
cin.

Anh hwéng ciia cdce thube khic dén dwge dong hoc cita omeprazole

Cac thube trc ché CYP2C19 vahodc CYP3A4

Omeprazole duoc chuyén héa bai CYP2C19 va CYP3A4. Cac chit (e ché CYP2C19 hodc
CYP3A4 (nhu clarithromycin vé voriconazole) ¢6 thé lam lang ndng do omeprazole trong huyét
thanh do 1am giam su chuyén héa ciia omeprazole. Voriconazole dung chung c6 thé 1am tang hon
gép d6i ndng d6 omeprazole. Vi omeprazole lidu cao di duge chimg minh 1a dung nap tbt nén viée
diéu chinh lidu thudng khong can thiét. Tuy nhién, cAn xem xét diéu chinh lidu dbi véi nguoi bénh

suy gan nang va trong truong hop diéu tri kéo dai.

Céc thube cam img CYP2C19 vavhodic CYP3A4

Cac thube cam tmg CYP2C19 hodc CYP3A4 hoidc ca hai (nhu rifampicin, thao dwge St. John) ¢6
thé 1am giam ndng dd omeprazole trong huyét thanh do lam ting chuyén hoa omeprazole.

Twong ky,

Do khéng ¢6 cac nghién ctru v& tinh twong ky cua thube, khong tron lan thude nay véi cée thudc khac.
TAC DUNG KHONG MONG MUON CUA THUOC

Tém tit vé tinh an toan ciia thude

Céc téc dung khong mong mudn thuong gip nhét (1% - 10% ngudi bénh) 1a dau dau, dau bung, tao
bon. tiéu chay, dfiy hoi va budn noén/nén.

Phan Gmg bét loi nghiém trong & da (SCAR) bao gbm hoi chitng Stevens-Johnson (SJS), hoai tir
biéu bi nhiém ddc (TEN), ting bach cAu 4i toan va xudt hién cac triéu ching toan thin (DRESS),
hoi ching ngoai ban mun mu cép tinh (AGEP) da dugc béo cdo 12 lién quan dén viéc diéu tri bang
omeprazole (xem Canh bdo va thin trong khi dung thude).
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Béng liét ké cac tac dung khéng mong muon
Céc tac dung khéng mong mudn dudi diy da duge ghi nhan hode nghi ngd trong cac chuong trinh
thir nghiém 14m sang cia omeprazole va sau khi luu hanh thude. Khong ¢6 tac dung nao lién quan
dén lidu dung. Céc tac dung khéng mong mudn liét ké bén dudi duge phén loai theo thn sudt va hé
cor quan. TAn sudt duoc dinh nghia nhu sau: Rat thuong gip (> 1/10), thudng gip (= 1/100 dén
< 1/10), it gip (> 1/1.000 dén < 1/100), hiém gap (> 1/10.000 dén < 1/1.000), rat hiém gip
(< 1/10.000), chua ro tin sudt (khong udc tinh dugce tir dit lidu sin ¢6).

H¢ co quan/tin suét | Téc dung khing mong muén

Roi loan mdu va hé bach huyét

Hiém gap Giam bach céu, giam tiéu céu
Rét hiém gap M4t bach ciu hat, giam (é bao méau

Rbi logn h¢ mién dich

Hiém gap Phan ting qué mén nhu s6t, phil mach, phan tmg/soc phan vé

Réi loan chuyén héa va dinh dwing

Hiém gap Ha natri mau

Chua 1 tan suét [a magnesi mau, ha magnesi méau nang c6 thé dan dén ha calci mau
Ha magnesi mau ciing c6 thé lién quan den ha kali mau

Roi loan tam thin

it gap Mét 1_1_gf1 A\

Hiém giip | Kich dong, 10 14n, trAm cam \}*’ﬂ

Rt hiéﬁ;é;"tp Gay hén, 4o gidc : g /
| Réi loan hé thin kinh _ /

Thuong gép Dau diu

ft gap Choang vang, di cam, budn ngt

Hiém gap Réi loan vi giac -

Roi loan mat

Hiém gaip Nhin mo

Roi loan tai va oc tai

it gap Choéng mat
Roi logn hé -iu’r{p, nguc va trung thiit
Hiém gap _ Co that phé q.uém
Réi loan tiéu héa - o |
Thuong gap Dau bung, tao bon, ti_éu chay, déy hoi, budn nbén/ndn, polyp tuyén ddy
vi (lanh tinh)
I_.I-Iiém gap Khé miéng, viém_miéng, nhiém Candida tiéu hoa
Chua 5 tAn suit Viém dai trang vi the -

Roi logn gan miit

it eap Téang enzym gan
[iém gap Viém gan kém hoac khong kém vang da
R4t hiém gap Suy gan, bénh ndo gan ¢ ngudi bénh da co bénh gan trude do

9/14




https://trungtamthuoc.com/

pi-omep20-cap-1.1

H¢ co quan/tan suit | Tic dung khong mong mudn
' Réi logn da va moé dudi da _

it gaip Viém da, ngira, phat ban, may day

Hiém gap Rgn;é_téc, tang nhay cam anh sz'm_g, héi ching ngoai ban mun mn -(Jﬁp
tinh (AGEP), tang bach cAu ai toan va xuét hién cac triéu chiing toan
than (DRESS)

R4t hiém gap 1ong ban da dang, hoi chimg Stevens-Johnson, hoai tit biéu bi nhiém
doc (TEN)

Chua rd (an suat Lupus ban do da ban cép

Réi logn co xwong vi mé lién két o

ft gap Gay xuong héng, ¢d tay hodc ¢t song

Hiém gap DPau khép, dau co _

Rét hiém gap Yéu co - . o

Roi logn thin, tiét niéu

Hiém gap Viém 6ng ké than (c6 thé tién trién thanh suy than)

g A s 7 s 0
Roi loan hé sinh san va tuyén vi

Rat hiém gap Vi to & nam gidi

Réi logn chung va tinh trang tai vi tri ditng thuéc

it gap Kho chiu, pht ngoai bién
Hiém gip Tang tiét mb hoi
Tré em

Tinh an toan cua omeprazole da duge danh gia trén tong s6 310 tré em 0 - 16 tudi ¢o bénh lién quan
dén acid. Dit liéu an toan dai han c¢on han ché trén 46 tré em diéu tri duy tri biang omeprazole trong
mot nghién ctru lam sang vé viém xude thuc quan nang do trdo nguoc 1én dén 749 ngay. Nhin
chung, cdc tac dung khéng mong mudn twong tu v&i ngudi lin trong diéu tri ngén han ciing nhu dai
han. Khong ¢6 dir ligu dai han v& anh huong cua omeprazole ddi véi sw ddy thi va tang trudmg,

Théng bdo ngay cho bic si hodic dugc si nhitng phdn ting cé hai gip phdi khi sit dung th uoc.

QUA LIEU VA CACH XU TRi

Théng tin v& qua liéu omeprazole & ngudi con han ché. Trong y van c6 ghi chép vé licu ding dén
560 mg va cé bao cdo khac ghi nhan truong hop dung litu udng duy nhét 1én dén 2.400 mg
omeprazole (gép 120 lan liéu dung lam sang khuyén cdo). Budn nén, ndn, choang vang, dau bung,
tiéu chdy va dau dau da duoc bdo cdo. Ngoai ra, vo cam, trim cam, 10 1an d& duoc béo cdo trong
mot vai truong hop.

Céc triéu chirng thuong thodang qua va khong c¢o hiu qua nghiém trong. Tée do thai trir thude khong
déi khi tang liéu dung (duge dong hoc béc I). Diéu tri tricu chirng khi can thiét.

PAC TINH DUQC LUC HQC
Nhém duoe 1§: Thube tri rdi loan lign quan dén acid, thude ttc ché bom proton.

Ma ATC: A02BCOI.
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Co cheé tac dung

Omeprazole 13 mét hdn hop racemic cua hai ddng phan déi quang, 1am giam tiét acid dich vi théng
qua co ché tac dung tai dich. Thudc te ché dac hiéu bom acid & t& bao vién. Thude khai phat tac
dung nhanh va giup kiém soat acid théng qua viéc (rc ché thuan nghich sy tiét acid chi voi mot lidu
duy nhit hing ngdy.

Omeprazole ¢6 tinh kiém yéu, duge tip trung va chuyén hoa thanh dang ¢ hoat tinh trong moi
trrong ¢6 tinh acid cao & céc kénh ndi bao trong té bao vién, tai ddy thude tc ché enzyme H" K-
ATPase (bom acid). Thudc tac dong vao giai doan cudi clia qué trinh san xuit acid dich vi, tic dung
nay phu thude vao lidu va tre ché cé hiéu qua cao déi véi sur tiét acid nén va sy tiét acid do kich
thich, bt k& tic nhan kich thich la gi.

Tac dong duoc luc hoc

Tét ca céc tac dong duoc lue hoc quan sat dugce ¢ thé duge gidi thich boi tac dong ctia omeprazole
trén su tiét acid.

Tée dung trén sw tiét acid dich vi

Ubng omeprazole lidu duy nhit m3i ngay gy tic ché nhanh va hidu qua sy tiét acid dich vi vao ban
ngdy va ban dém voi tac dung t6i da dat duge trong vong 4 ngay diu tri. Véi liéu omeprazole 20
mg, tinh acid da day giam trung binh it nhat 1a 80% trong 24 gid va sau do6 duge duy tri & ngudi
bénh loét ta trang, véi ndng do acid dinh giam (rung binh khoang 70% trong vong 24 gid sau khi
dang thude o nguai bénh duoe kich thich bing pentagastrin.

Liéu ubng omeprazole 20 mg duy tri pH da day > 3 trong khoang thoi gian trung binh 17 gid/24 gidy

& nguoi bénh loét ta trang. =
Do lam giam tiét acid va giam tinh acid da day, omeprazole lam giam/binh thuomg héa (phu thude IN r_‘
vao lidu) su tiép xuc véi acid cta thue quan & ngudi bénh trao nguge da day - thue quan. ) [.;,,
Su tre ché tiét acid lién quan dén dién tich dudi dudng cong (AUC) ctia omeprazole nhung khong E P

EM

lién quan dén ndng do thube trong huyét tuong tai thai diém udng.
Khéng quan sat thdy hién twong giam dap img trong qua trinh diéu tri véi omeprazole. f_??_'f
Tdc dung trén H. pylori

H pylori li€n quan dén loét tiéu hoa, bao gdm loét da day va ta trang. I1. pylori 1a mot yéu t6 chinh

gdy viém da day. H. pylori cing véi acid dich vi 1a céc tac nhan chinh gy loét dudng tiéu hoa.

11 pylori 1a tac nhan chinh giy viém teo da day (c6 lién quan dén tang nguy co tién trién ung thu da

day).

Diét trir H. pylori bing omeprazole va céc khang sinh gidp néng cao ty 1¢ lam lanh vét loét va lam

vét loét cham t4i phat.

Liéu phap phéi hop 2 thude da duge thir nghiém va cho thdy it hiéu qua hon liéu phap phdi hop 3

thudc. Tuy nhién, lidu phap phdi hop 2 thude ¢6 thé duoe can nhéc trong truong hop khong phdi

hop dugc 3 thude do qua mén.

Cdc tdc dung khdc lién quan dén sy tec ché acid

Trong didu tri dai han, da ¢6 bdo cdo vé sur tang nhe tan sudt u nang tuyén da day. Nhiing thay d6i

ndy 13 hé qua cua sy {rc ché tiét acid, lanh tinh va c6 thé hdi phuc.

Giam tinh acid dich vi do bét ki nguyén nhan nao ké ca thude tre ché bom proton, lam tang luong vi

khuén thong thudng hién dién trong dudng tiéu hoa. Didu tri v6i cde thude lam giam acid ¢6 thé dan
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dén tiang nhe nguy co nhidm khudn dudng tiéu héa nhu Salmonella, Campylobacter va c6 thé ci
Clostridium difficile ddi v&i ngudi bénh diéu tri tai bénh vién,

Trong qud trinh diu tri v&i cac thube e ché tiét acid, ndng do gastrin huyét thanh ting dap tng voi
sur giam tiét acid. CgA ciing ting do giam acid dich vi. Su gia tang nong do CgA c6 thé gdy can tré
cac xét nghidm khdi u thin kinh néi tiét, Cac bang chimg da duge cong bd da chi ra ring nén ngimg
thude tre ché bom proton tir 5 ngay dén 2 tudn truge khi dinh lvong CgA. Diéu nay cho phép ndng
d6 CgA (co thé da tang nhanh sau khi diéu tri bang thudc irc ché bom proton) tro v& gia tri binh
thuong.

Tang sb lugng t& bao ECL ¢é thé lién quan dén ting ndng db gastrin huyét thanh da duge bao céo &
mot s6 ngudi bénh (ca ngudi 16n va tré em) trong qué trinh diéu tri dai han véi omeprazole. Cac
phat hi¢n nay dugc xem la khong c6 y nghia lam sang.

Tré em

Trong m&t nghién ctru khong d6i chimg & tré em (1 - 16 tudi) bi vidm thwe quan do trdo nguoc
niing, omeprazole vai lidu 0,7 - 1,4 mg/kg da cai thién tinh trang viém thuc quan & 90% cac trudng
hop va céc triéu chimg trao nguoce da giam dang ké. Trong mot nghién ciru mu don, tré em 0 - 24
thang tudi duge chin doan lam sang bénh trao nguoc da day thuc quan duoc didu trj voi
omeprazole 0,5; 1,0 hodc 1.5 mg/kg. Tén suét cac dot ndn/trd giam 50% sau 8 tun didu tri & cac
lidu lugng.

Diét trir H. pylori o tre em

Mt nghién ctru 1am sang mu d6i, nglu nhién (nghién ctu Iéliot) két luan ring omeprazole két hop
v6i 2 khang sinh (amoxicillin va clarithromycin) an toan va hiéu qua trong diéu tri nhiém 71 pylori
& tré em tir 4 tudi trer 18n bi viém da day: Ty 1& diét trir 71 pylori: 74,2% (23/31 ngudi bénh) voi
omeprazole + amoxicillin + clarithromycin so v&i 9,4% (3/32 ngudi bénh) véi amoxicillin +
clarithromycin. Tuy nhién, khong ¢6 bang chimg vé bt ki loi ich 1am sang nao ddi voi chc tridu
chirng khé tidu. Nghién ciru nay khéng hd tro bét ki thong tinnao cho tré em dudi 4 tudi.

PAC TINH DUQC PONG HOC

Omeprazole khong bén trong méi trudng acid, vi vay cic ché pham duong udng duge bao ché duéi
dang vién nang cing chira cac hat bao tan trong rudt hodc vién nén bao tan trong rudt. Omeprazole
hip thu nhanh, ndng d6 dinh trong huyét tuong dat duoc sau 1 - 2 gio. Su hép thu omeprazole dién
ra & rudt non va thuong duoc hép thu hoan toan trong vong 3 - 6 gid. Thic &n khdng &nh hudng dén
sinh kha dung. Sinh kha dung toan than sau khi uéng lidu don 13 khoang 40% va ting 1én khoang
60% khi dung lidu lap lai 1 1an/ngay.

Phén bé

Thé tich phan bd biéu kién & ngudi khoe manh 1a khoang 0,3 I/kg thé trong. 97% omeprazole gin
v6i protein huyét tuong.

Chuyén hoa

Omeprazole duge chuyén héa hoan toan bai hé cytochrom P450 (CYP), phin lén 1a nho CYP2C19,
tao thanh hydroxyomeprazole (chét chuyén héa chinh trong huyét twong). Phin con lai duoe chuyén
héa boi CYP3A4 va tao thanh omeprazole sulfone. Omeprazole cé ai luc cao voi CYP2C19 nén co
kha niing (rc ché canh tranh va tuong tac chuyén hoa thuc - thude voi cac co chat khac cia
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CYP2C19. Tuy nhién, do ¢06 ai luc thép véi CYP3A4, omeprazole khong ¢6 kha nang trc ché su
chuyén héa cac co chit khac cia CYP3A4. Ngoai ra, omeprazole khong ¢6 tac dung trc ché céc
enzym CYP chinh.
O khodng 3% nguoi da tring va 15 - 20% ngudi Chau A thiéu hut enzym CYP2C19 (nhom chuyén
h6éa thfip), su chuyé‘n hoa cia omeprazole chu yéu théng qua CYP3A4. Sau khi diung lidu lap lai 20
mg omeprazole x 1 1an/ngay, AUC trung binh & nguoi chuyén hoa thip cao hon 5 - 10 lan, va ndng
dd dinh trung binh trong huyét twong ciing cao hon 3 - 5 lan so véi nguoi ¢6 enzym CYP2C19
(nhém chuyén héa manh). Diéu nay khong anh huéng dén ché do lidu ciia omeprazole.
Thai trir
Thoi gian ban thai cia omeprazole thuong < 1 gidr sau khi ding lidu don hodic lidu lip lai dudng
ubng 1 lan/ngay. Omeprazole bi dao thai hoan toan khoi huyét twong trong khoang thoi gian giita
céc liéu va khéng c¢6 khuynh hudng tich liy véi ché do liéu | lan/ngay. Khoéng 80% liéu ubng thai
trir vao nude tiéu dudi dang chit chuyén hoa, phan con lai qua phan, chu yéu tlr sy bai tiét mat.

Tinh tuyén tinh/ khéng tuyén tinh
AUC cia omeprazole tang khi ding lidu lap lai. Su gia tang nay phu thudc vao lidu va din dén fin
quan hé khong tuyén tinh gitra liéu ding va AUC sau khi ding liéu lip lai. Su phu thude vao [’[fl iDU‘QC P
gian va liéu dung nay la do gidm chuyén hoa 14n du va dd thanh thai toan thin co thé pay ra
ic ché enzym CYP2C19 boi omeprazole vi/hoiic cac chit chuyén hoéa (nhu chét chuyén

sulfone).

Céc chét chuyén héa khong cé bit ki anh hudng nao dén sy tiet acid da day.

Céc doi tuong dic biét

Suy gan

0 ngudi suy giam chire ning gan, su chuyén héa clia omeprazole giam dﬁ'bn_ dén tang AUC.
Omeprazole khong ¢ khuynh huéng tich Iy vor ché @0 liéu | lan/ngay. k)

Suy thdn

Duoc dong hoc cua omeprazole (bao gdm sinh kha dung toan than va tbe do thai trir) khong doi &
nguoi suy giam chirc niang than.

Ngudi cao tudi

Tbe d6 chuyén hoa ciia omeprazole giam nhe & ngudi cao tudi (75 - 79 tudi).

Tré em

Khi diéu tri v6i lidu khuyén cdo cho tré em tir 1 tudi, néng do thude trong huyét tuong dat dugc
tuong tu nguoi 16n. O tré nho hon 6 thang tubi, do thanh thai cia omeprazole thip do kha ning

chuyén hoa omeprazole con thap.

DU LIEU AN TOAN TIEN LAM SANG

Ting san € bao ECL da day va xudt hién cac khéi u da duge quan sét thy trong céc nghién ciu
theo sudt vong doi & chudt cong ding omeprazole. Nhitng anh huéng nay l1a két qua cua tinh trang
ting gastrin mau kéo dai do sy tre ché acid. Khi cho chudt diing thudc khang thu thé Ha, thude trc
ché bom proton va phau thudt cat bo mot phan da day ciing cho thay két qua tuong tu. Do d6, cac

tac dong nay khong phai la ctia cu the mot thude nao.
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QUI CACH PONG GOI
Hop 1 tai nhém chira 3 vi hode 10 vi x 10 vién;

Hop 3 vi hodc 10 vix 10 vién.

BAO QUAN: Giit thudc noi khd réo, nhiét d khong quéa 30°C.
HAN DUNG: 36 thing ké tir ngay san xuit.
TLEU CHUAN CHAT LUQNG: USP hién hanh.

Nha mady sin xuit: CONG TY CO PHAN DUQC PHAM FREMED
Dia chi: L6 E9-3a, Puomg s6 1, KCN Hiép Phude, Huyén Nha Bé, TP. Hd Chi Minh, Viét Nam.
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