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HUONG DAN SU DUNG
' chi ding theo don thuéc
GESTIMED 40

Omeprazole 40 mg
Vién nang cirng chira vi hat bao tan trong rudt
Dé xa tam tay tré em

Doc ki hudng din siv dung trude khi diing

THANH PHAN

Méi vién nang cting chita:

Théanh phdn hoat chdt: Omeprazole 40 mg (dang vi hat 8.5% bao tan trong ruft).

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

Thanh phéan nang réng so 0:
Thanh phan thin nang: FD&C Blue 1, FD&C Red 3, FD&C Yellow 3, titanium dioxide, gelatin.
Thanh phén nip nang: FD&C Blue 1, FD&C Red 3, FD&C Yellow S, titanium dioxide, gelatin.

DANG BAO CHE

Vién nang cirng so 0, mot dau mau hong nhat, mot dau mau nau, bén trong chira thudc dang vi hat

mau trang dén trang nga.

CHI PINH

Negwoi lon

~ Diéu trj loét ta trang.

- Du phong tai phat loét ta trang.

- Piéu tr loét da day.

- Du phong tai phat loét da day.

_ Phéi hop voi khang sinh thich hop dé diét trir Helicobacter pylori (H. pylori) trong diéu tri loét
da day ta trang.

- Diéu tri viém thye quan do trao nguoe.

- Kiém soat dai han & nguoi bénh viém thyuc quan do trao nguoc da duge chiva lanh.

- Diéu tri hdi chimg Zollinger-Ellison.

Tré em

Véi tré em > 2 tuéi va cdn niang > 20 kg

- Piéu tri viém thue quan do trao nguoc.

- Diéu tri triéu chimg ¢ nong va ¢ chua trong trao nguge da day - thuc quan.
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LIEU DUNG, CACH DUNG

Liéu ding

Ngudi [6n

- Diéu tri loét ta trang

Dung 1 vién x | lan/ngay, trong vong 4 tuén.

- Du phong tdi phat loét tda trang

Dung 1 vién x 1 lan/ngay.

- Diéu tri loét da day

Dung 1 vién x 1 lan/ngay, trong vong 8 tuan.

- Dur phong tdi phat loét da day

Dung 1 vién x 1 lan/ngay.

- Diét trir H. pylori trong loét da day ta trang

Viée lya chon khang sinh dé diét trir H, pylori can dua vao kha niang dung nap thude ciia timg ngudi

bénh va nén cin nhic tuén theo cac huémg din diéu tri va tinh trang dé khang khang sinh cta dia

phuong, khu vue va quoc gia, c¢6 thé ding phac do diéu tri sau:

* Omeprazole 40 mg (1 vién) x 1 lan/ngay + amoxicillin 500 mg x 3 1an/ngay + metronidazole 400
mg (hodc 500 mg hodc tinidazole 500 mg) x 3 lin/ngay trong 1 tuan.

C6 thé lap lai phac dd néu nguoi bénh van con duong tinh véi H. pylori.

- Diéu tri viém thue quan do trao ngirge

D6i voi bénh nhéan viém thue quan ning, dung 1 vién x 1 ln/ngay. trong vong 8 tudn.

- Kiém sodt dai han o ngueoi bénh viém thirc quan do trao nguoce da dwoc chita lanh

Dung 1 vién x 1 lan/ngay.

- Diéu tri hoi ching Zollinger-Ellison

O ngudi bénh mic hoi chimg Zollinger-Ellison, lidu ding nén dugce didu chinh cho tirng bénh nhan

va nén tiép tuc diéu tri theo chi dinh 1am sang.

Tét ca nhimg ngudi bi bénh niang va khéng dap tmg day du véi céc liéu phap khac da duge kiém

soat mot cach hiéu qua va hon 90% ngudi bénh duoc kiém soat vai lidu omeprazole 20 - 120

mg/ngay. Liéu trén 80 mg/ngay nén duoc chia nho:
O bénh nhan dugc chi dinh liéu 40 mg/ngay: Ding 1 vién x 1 1an/ngay.
O bénh nhan duge chi dinh liéu 80 mg/ngay: Dung 2 vién x 1 lan/ngay.

= O bénh nhan duge chi dinh liéu 120 mg/ngay: Dung 3 vién/ngay, chia lam 3 lan trong ngay, mdi
lan 1 vién.

Iré¢ em

Véi tré em > 2 tudi va can ndng > 20 kg

- Diéu tri viem thiee quan do trao ngige: 1 vién x 1 1an/ngay, trong 4 - 8 tudn.

- Diéu tri triéu chimg ¢ néng va o chua trong trao nguoc da day - thue quan: 1 vién x 1 1an/ngay
trong 2 - 4 tudn. Néu triéu chimg chwa duge kiém soat sau 2 - 4 tun, tinh trang cta nguoi bénh
can duge danh gia k¥ hon.
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Déi tuong dic biét

Suy than

Khong can diéu chinh lidu & ngudi bénh suy giam chirc ning thin (xem Pic tinh dwge dong hoc).
Suy gan

O nguoi bénh suy giam chie nang gan, liéu hang ngay 1a 10 - 20 mg (xem Pic tinh dwge dong
hgc). Khong str dung Gestimed 40 cho bénh nhén bi suy gan.

Ngueoi cao tuéi

Khong cén diéu chinh lidu & ngudi cao tudi (xem Pac tinh dwge dong hoe).

Cach dung

Khuyén cdo dung thubc vao budi sang, nudt ca vién thude véi mira céc nuée. Khong nhai hay
nghién nat vién.

Nguoi bénh kho nuét va tré em c6 thé uéng hodc nudt thire an ban rdn

Ngudi bénh ¢6 thé mé nang thude va nubt phan thude bén trong véi nira ly nuée hogc sau khi trdn
phin thubc bén trong voi chét long c6 tinh acid nhe nhu nude ép trai cdy, nude tao hodc nudce
khéng c6 carbonat. Nén udng thude ngay sau khi pha (hodc trong vong 30 phut) va ludn khudy déu
trude khi udng va trang sach véi nira ly nude.

Ngoai ra, nguoi bénh c6 thé ngdm vién nang va nudt cac vi hat trong nang véi nira ly nuée. Khong
duoc nhai cac vi hat bao tan trong rudt.

CHONG CHI PINH
Qua mén véi omeprazole, céc din chét benzimidazole hodc bat ki thanh phan nao cua thudc.
Tuong ty cac thudc uc ché bom proton khac, chong chi dinh diung dong thédi omeprazole va

nelfinavir (xem Twong tic, twong Ky ciia thude).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khi ¢6 bét ki triéu chimg bdo ddng nao (nhu giam cin dang ké khong chu dich, non mira tai phat,
khé nubt, ndn ra méau hodc di tiéu phan den) va khi nghi ngd hodc xut hién loét da day, nén loai trir
kha nang bi u ac tinh, vi thudc c6 thé 1am giam cac triéu chimg va lam cham chan doan.

Khong khuyén cdo ding dong thoi atazanavir voi thuée irc ché bom proton (xem Twong tée, twong
ky cia thuéc.}. Néu bit bude dung két hop thude e ché bom proton va atazanavir, can theo doi
chit ché trén 1am sang (nhu lwong vi rat), dong thoi tang lidu dung cua atazanavir 1én 400 mg két
hgp véi 100 mg ritonavir, lidu dung tbi da ciia omeprazole la 20 mg.

Tuong ty cic thudc khang acid khac, omeprazole cd thé lam giam hdp thu vitamin B
(cyanocobalamin) do giam hodc thiéu acid dich vi. Cén than trong va&i nhitng nguoi bénh giam du
trif vitamin Biz trong co thé hogic ¢6 nguy co giam hép thu vitamin By khi diéu tri dai han.
Omeprazole la chat trc ché CYP2C19. Khi bt diu hode két thic diéu tri véi omeprazole, cdn xem
xét cdc tuong tac véi cac thube chuyén hoéa qua CYP2C19. Tuong tac thude giita omeprazole va
clopidogrel ciing duge quan sat thay (xem Twong tic, twong ky, cia thube). Mi lien quan trén
lam sang cua tuong tdc nay chua rd rang. Vi vay, khong khuyén khich phdi hop omeprazole va
clopidogrel.
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Giam magnesi mau nang da dugce bdo cdo ¢ nguoi bénh didu tri v&i thude (rc ché bom proton (PPI:
Proton pump inhibitor) nhu omeprazole trong it nhit 3 thang va & hau hét cic truong hop la trong
mot nam. Nhimg biéu hién ning cta giam magnesi mau nhu mét moi, co clmg, mé sang, co giét,
choéng véng va loan nhip thit ¢6 thé xuat hién nhung 4m thim va kh6 quan sat. Hiu hét ngudi bénh
duoc cai thién sau khi bd sung magesi va ngimg PPI.
D6i v6i ngudi bénh du dinh didu tri kéo dai hoac dung dong thoi PPI voi digoxin hay thube cé thé
gdy giam magnesi mau (nhu thude lgi tiéu), bac si can can nhic dinh lugng magnesi méu trude khi
bit dau diéu tri v&i PPI va kiém tra dinh ky trong qua trinh diéu tri.
Phan tmg bat lgi nghiém trong & da (Severe cutaneous adverse reactions: SCAR) bao gdm hoi
chimg Stevens-Johnson (SJS), hoai tir biéu bi nhiém doc (Toxic epidermal necrolysis: TEN), tang
bach cdu 4i toan va xudt hién cac triéu chimg toan than (Drug reaction with eosinophilia and
systemic symptoms: DRESS), hdéi ching ngoai ban mun mu cdp tinh (Acute generalized
exanthematous pustulosis: AGEP), c6 thé de doa tinh mang hodc gy tir vong, dd duge bao cdo 1a
hiém gip va hiém khi lién quan dén viéc diéu tri bing omeprazole.
Thube tre ché bom proton, dac biét khi ding lidu cao va thoi gian dai (>1 nim), c6 thé 1am tang nhe
nguy co gy xuong hdng, cb tay, va cot séng, dac biét 1a & nguoi cao tudi hodic ngudi co sin cée
yéu t6 nguy co khéc. Cac nghién ctru quan sat cho thdy thudc e ché bom proton ¢6 thé lam ting
nguy co gdly xwong tong thé tir 10 - 40%, mdt s6 c6 thé do cac yéu td nguy co khac. Ngudi ¢6 nguy
co lodng xuong cén duge chiam soc theo cac huéng dan 1am sang hién hanh va cin bo sung day du
vitamin D va calci.

Lupus ban @6 trén da ban ¢ip (SCLE: Subacute cutancous lupus erythematosus)

Thude tre ché bom proton rét it khi gdy SCLE. Néu tén thuong xudt hién, dac biét la & vung da tiép
xtc v6i anh ndng mat troi, hodc kém theo dau khép, ngudi bénh nén di khdm ngay va nén céan nhéc
ngimg omeprazole. Néu da timg bi SCLE sau khi diéu tri véi mot PPI thi s& lam ting nguy co bj
SCLE khi dung cac PPI khac.

Suy than

Viém émg than ké cép tinh (Acute tubulointerstitial nephritis: TIN) dugc quan sat lhéiy ¢ bénh nhan
didu tri bing omeprazole va c6 thé xay ra bit cr luc nao trong qua trinh didu tri (xem Tac dung
khéng mong mudn ciia thudce), va co thé tién trién thanh suy than.

Néu nghi ng& mac TIN, ngung ding omeprazole va thay thé bang mdt diéu tri thich hop.

Anh huéng dén cac xét nghiém

Tang mic Chromogranin A (CgA) c6 thé gay tro ngai trong viée chan doan u thin kinh noi tiét. pé
tranh anh huéng nay. nén ngimg omeprazole it nhit 5 ngay truée khi dinh lugng CgA (xem Dic
tinh dugc lwe hoe). Néu mitc CgA va gastrin chua trd lai binh thuong sau lan dinh luong dau tién,
nén lap lai kiém tra sau 14 ngay ngimg thude tre ché bom proton.

Mot sb tré em bi bénh man tinh ¢6 thé phai diéu tri 1au dai mic du khong dugc khuyén cdo.

Diéu trj vai thude e ché bom proton ¢6 thé lam tang nhe nguy co nhiém khuan dudng tiéu hoa nh
nhiém Salmonella, Campylobacter va cé thé ca Clostridium difficile d6i voi bénh nhan diéu tri tai
bénh vién (xem Pic tinh dugce lwe hoe).

Ngudi bénh diéu tri dai han (dac biét la trén 1 nam) nén dugc theo doi dinh ky.
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Ta dwoe
Ngudi ¢6 van dé di truyén hiém gap nhu khong dung nap fructose, kém hép thu glucose-galactose
hodc thiéu hut sucrase-isomaltase khong nén dung san pham nay.
San pham c6 chia tartrazine (FD&C Yellow 5) c6 thé gay di ang.
San phim chira it hon 1 mmol natri (23 mg) mdi liéu va co ban duoc coi 14 khéng ¢6 natri.

San pham c6 chita mannitol, ¢6 thé c6 tic dung nhuén trang nhe.

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

Phu nir ¢o thai

Két qua tir 3 nghién ctru dich t& hoc (hon 1.000 déi twong sir dung thude) cho thidy omeprazole
khong gay tdc dung cd hai trén phy nit mang thai hoac sirc khoe cua bao thai/tré so sinh.
Omeprazole c6 thé sir dung trong thai ky.

Phu nir dang cho con ba

Omeprazole bai tiét vao sita me nhung hiu nhu khéng anh hudng dén tré néu dang thude & lidu diéu
tri.

Kha ning sinh san

Céc nghién ctru trén dong vat véi hdn hop racemic cia omeprazole ding dudnmg udng khoéng cho

thay anh huwong dén kha nang sinh san.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HAN:
Omeprazole hau nhur khéng anh huéng dén kha ning lai xe hodc van hanh m 4 moc. Tuy nhién, cac
tac dung khéng mong muon nhu chodng vang, roi loan thi gidc c¢6 thé xuat hién (xem Tac dung
khong mong mudn ciia thudc). Néu bj anh huong, ngudi bénh khong nén lai xe hodc van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC

Anh hwéng cia omeprazole trén duwoe dong hoc cia cice thude khac

Céc thube hip thu phu thude pH

Giam acid da day khi diéu tri vai omeprazole c¢é thé lam ting hodc giam su hip thu cua cac thude
hap thu phu thude vao pH da day.

Nelfinavir, atazanavir

Nong do trong huyét tuong cta nelfinavir va atazanavir giam khi dung dong thoi vai omeprazole.
Chéng chi dinh ding dong thoi omeprazole v6i nelfinavir (xem Chéng chi dinh). Ding dong thoi
vl omeprazole (40 mg x | Iﬁlﬁng&y) lam giam khoang 40% ndng do trung binh cua nelfinavir va
khoang 75% - 90% ndng do trung binh cua chit chuyén hoéa c6 hoat tinh M8. Tuong tic nay ciing
lién quan dén Grc ché CYP2C19.

Khong khuyén cao dung omeprazole cting voi atazanavir (xem Céanh bdo va than trong khi dung
thude). Dung dong thoi omeprazole (40 mg x 1 lan/ngdy) va atazanavir 300 mg/ritonavir 100 mg
trén ngudi tinh nguyén khoe manh lam giam 75% néng do cta atazanavir. Tang liéu ctia atazanavir
1én 400 mg khong bu duogce tac dong cua omeprazole trén néng do atazanavir. Dung omeprazole (20
mg x | lan/ngdy) cling atazanavir 400 mg/ritonavir 100 mg trén ngudi tinh nguyén khoe manh lam
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ndng do atazanavir giam khoang 30% so véi dung liéu atazanavir 300 mg/ritonavir 100 mg x |
lan/ngay.
Digoxin
Dung dong thoi omeprazole (20 mg/ngay) va digoxin trén cac déi twong khoe manh 1am tang 10%
sinh kha dung cua digoxin. Hiém gap doc tinh cua digoxin. Tuy nhién, cdn than trong khi dung lidu
cao omeprazole & ngudi cao tudi. Can theo dai nghiém ngat ché do diéu tri ctia digoxin.
Clopidogrel
Két qua ttr cac nghién ctru trén dbi twong khoe manh cho thﬁy ¢6 tuong tac duge dong hoc/dugce luc
hoc gitra clopidogrel (lidu nap 300 mg/liéu duy tri 75 mg/ngay) va omeprazole (dudng udng 80
mg/ngay) lam giam trung binh 46% ndng d6 chat chuyén hoéa c6 hoat tinh cta clopidogrel va lam
giam trung binh 16% tac dong trc ché két tap tiéu ciu tdi da (do ADP).
Y nghia lam sang cta tuong tic duge dong hoc/dugce lye hoc cia omeprazole déi véi cac bién ¢b
tim mach chinh tir cac nghién ciru quan sat va nghién ctru 1am sang da duge bao cdo khéng nhét
quéan. D& phong ngira, khéng nén sir dung dong thdi omeprazole va clopidogrel (xem Cénh bdo va
thin trong khi dung thudc).
Cdc thudc khdc
Su hip thu ciia posaconazole, erlotinib, ketoconazole, itraconazole giam dang ké va do d6 hiéu qua
lam sang c6 thé giam. Tranh str dung ddng thoi omeprazole véi posaconazole va erlotinib.
Cic thudc chuyén héa boi CYP2C19
Omeprazole trc ché trung binh CYP2C19 (enzym chinh chuyén hoa omeprazole). Vi vy, su chuyén
hoa cua céc thude ding ddng thoi chuyén hoa bai CYP2C19 (nhu R-warfarin, cac thue khing
vitamin K, cilostazol, diazepam va phenytoin) cé thé giam va ndng do toan than c6 thé tang.

Cilostazol

Trong mdt nghién ciru cét ngang, omeprazole duge ding véi lidu 40 mg trén doi tugng khoe manh
lam Crax va AUC cua cilostazol tang twong timg 18% va 26%, Cmax va AUC cua mdt trong céc chat
chuyén hoa c6 hoat tinh tang twong tmg 29% va 69%.

Phenytoin

Khuyén céo theo ddi ndng do phenytoin huyét tuong trong sudt 2 tudn diu khi bat dau diéu tri vi
omeprazole. Néu da diéu chinh liéu phenytoin, can theo doi va diéu chinh liéu lai sau khi ngung
didu tri voi omeprazole.

Cac tuong tac chua ro co ché

Saquinavir
Dung chung omeprazole vai saquinavir/ritonavir lam tang khoang 70% nong dé saquinavir trong
huyét tuong lién quan dén kha ning dung nap t6t & bénh nhan nhiém HIV.
Methotrexate
O mot s6 bénh nhéan, néng dd methotrexate ting khi ding cling voi thude tre ché bom proton. Co
thé xem xét tam thoi ngirmg omeprazole khi diéu tri methotrexate liéu cao.
Tacrolimus
Dung chung véi omeprazole lam tang nong do trong huyét thanh cta tacrolimus. Can theo ddi chat
ché ndng do tacrolimus va chirc nang than (d6 thanh thai creatinine), diéu chinh lidu tacrolimus khi
can.
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Anh huong cia cic thude khic dén dwge dong hoc ciia omeprazole
Céc thude e ché CYP2C19 vivhodc CYP3A4
Omeprazole duge chuyén héa boi CYP2C19 va CYP3A4. Céc chét tc ché CYP2C19 hoic
CYP3A4 (nhu clarithromycin va voriconazole) ¢é thé lam ting ndng d6 omeprazole trong huyét
thanh do lam giam su chuyén héa cua omeprazole. Voriconazole dung chung c6 thé lam tang hon
gip doi nong do omeprazole. Vi omeprazole liéu cao da dugc chimg minh 1a dung nap t6t nén viéc
diéu chinh liéu thudmg khong can thiét. Tuy nhién, can xem xét dicu chinh liéu déi véi nguoi bénh
suy gan nang va trong truong hop dicu tri kéo dai.
Céc thude cam tmg CYP2C19 vi‘hoic CYP3A4
Cac thube cam tmg CYP2C19 hodac CYP3A4 hodc ca hai (nhu rifampicin, thao dugce St. John) co
thé lam giam ndong dd omeprazole trong huyét thanh do lam tang chuyén hoa omeprazole.

Twong ky,

Do khong ¢6 cac nghién clru vé tinh tuong ky cta thuoe, khong tron lan thude nay vai cace thuoe khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tém tit vé tinh an toan cia thube

Céc tac dung khong mong mudn thuomg gap nhét (1% - 10% ngudi bénh) la dau dau, dau bung, téo
bén, tiéu chay, dﬁy hoi va budn ndn/nodn.

Phan Gng bat loi nghiém trong & da (SCAR) bao gfim hdi chimg Stevens-Johnson (SJS), hoai ti
biéu bi nhiém ddc (TEN), tang bach cdu 4i toan va xuit hién cac triéu chimg toan than (DRESS),

hoi chirng ngoai ban mun mu cép tinh (AGEP) da dugc bao cao la lién quan dén viéc diéu tri bang 2024
omeprazole (xem Canh bao va than trong khi diing thudc). ‘e

ING
Bing liét ké cic tic dung khong mong mudn ) PH
Y A £ e ww o Eo A % 5 : 5 > 2 iC Pt
Céc tac dung khong mong muon dudi day da duoc ghi nhan hodce nghi ngo trong cac chuong trinh EM|
thtr nghi¢m 1am sang ctia omeprazole va sau khi luu hanh thube. Khong c¢6 tac dung nao lién quan
TP Kl

dén liéu dung. Céc tac dung khong mong muodn liét ké bén dudi dugce phén loai theo tan suat va hé

co quan. Tan sudt duge dinh nghia nhu sau: Rét thuong gap (= 1/10), thudong gap (= 1/100 dén
< 1/10), it gap (> 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén < 1/1.000), rat hiém gap
(< 1/10.000), chwa rd tan suat (khdng ude tinh dwoe tir dir lidu sén o).

Hé co quan/tin suit | Tdc dung khéng mong mudn

Roi logn mdau va hé bach huyét

Hiém gap Giam bach cau, giam tiéu ciu

Rat hiém gap Mt bach ciu hat, giam (& bao mau

L e R—————— L ———
Roi loan hé mién dich

Hiém gap Phan trmg qua man nhu sot, pht mach, phan tmg/séc¢ phan vé

Roi loan chuyén hoa va dinh dudong

Hiém gap Ha natri méu
Chua ré tan suat Ha magnesi mau, ha magnesi mau nang c6 thé dan dén ha calci mau

Ha magnesi mau cting c¢6 thé lién quan dén ha kali méu

Roi loan tam than
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Hé co quan/tin suat

Tic dung khéng mong muon

it gap Mét ngt

Hiém gap Kich dong, 16 1dn, trAm cam

Rét hiém gap Gay hén, 4o giac .
Réi loan hé than kinh

Thudmg gap Dau diu

it gap Chodang vang, di cam, budn ngu _

Hiém gap R6i loan vi gidc

R&i loan miit ]
Hiém gap Nhin m&

Réi loan tai va oc tai

it gap Chong mat

Réi loan hé hip, ngwe va trung thit

Hiém gap

Co thit phé quan

Roi loan tiéu héa

Thuong gap

Dau bung, tdo bon, tiéu chay, day hoi, budn nén/nén, polyp tuyén day
vi (lanh tinh)

Hiém gap

Kho miéng, viém miéng, nhiém Candida tiéu hoa

Chua ro tan suat

Viém dai trang vi thé

A "
Roi loan gan mat

ft gap

Tang enzym gan

Hiém gip

Viém gan kem hoac khong kem vang da

Rat hiém gap

Suy gan, bénh ndo gan & ngudi bénh da cé bénh gan truee do

Roi loan da va mé dudi da

it gap Viém da, nglra, phat ban, may day
Hiém gap Rung toc, ting nhay cam .z'mh sang, hoi chFrng ngoai ban mun mu cip
tinh (AGEP), tang bach cau ai toan va xuat hién cac triéu ching toan
than (DRESS)
: Rét hiém gap Hf)ng ban da dang. hoi ching Stevens-Johnson, hoai tur biéu bi nh%ﬁ_“

doc (TEN)

Chua rd tan suat

£ N s A rea 2 %
Roi logn co xwong va mé lién ket

Lupus ban d6 da ban cip

it gap

Gay xwong hong, co tay hoac cdt song

Hiém gap

DPau khép, dau co

Rét hiém gap

Yéu co

T Ay A s
Roi logn thin, tiét niéu

Hiém giip

Viém ng ké than (c6 thé tién trién thanh suy théan)

Roi logn hé sinh san va tuyén vii

" Rat hiém gap

Vi to & nam gioi
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Hé co quan/tin suat | Tac dung khong mong mudn

Réi logn chung va tinh trang tai vi tri diing thuéc

it gap Khé chiu, pht ngoai bién
Hiém gap Tang tiét mo hoi
Tré em

Tinh an toan ctia omeprazole da duoc danh gia trén tong s6 310 tré em 0 - 16 tudi c6 bénh lién quan
dén acid. Dt liéu an toan dai han con han ché trén 46 tré em diéu tri duy tri bing omeprazole trong
mdt nghién ctru 14m sang vé viém xude thue quan nang do trao nguge 1én dén 749 ngay. Nhin
chung, cac tac dung khong mong mudn twong tu véi ngudi 16n trong didu tri ngan han ciing nhu dai
han. Khéng c6 dir liéu dai han vé anh huéng cuia omeprazole dbi véi su day thi va tang truong.

Thong bdo ngay cho bic si hoiic dwoc si nhitng phén ving c6 hai gdp phdai khi sit dung thuéc.

QUA LIEU VA CACH XU TRi

Théng tin vé& qua liéu omeprazole & ngudi con han ché. Trong y vin cé ghi chép vé lidu dung dén
560 mg va co bdo cdo khac ghi nhan truomg hop dung liéu udng duy nhit 1én dén 2.400 mg
omeprazole (gép 120 14n liéu ding 1am sang khuyén cdo). Budn nén, ndn, choang vang, dau bung,
tiéu chdy va dau dau da duoc bdo cdo. Ngoai ra, vo cam, trAm cam, It 1dn da duoc bdo céo trong
mot vai truong hop.

Céc triéu chung thudng thodng qua va khong c6 hau qua nghiém trong. Téc dd thai trir thude khong
ddi khi tang lidu dung (duoc dong hoc béc I). Diéu tri triéu chimg khi can thiét.

PAC TiNH DUQC LUC HQC x
Nhom duoe 1y: Thude tri rdi loan lién quan dén acid, thude e ché bumﬁajr ton.

Ma ATC: A02BCO1, /

Co ché tac dung

Omeprazole 1a mdt hdn hop racemic cua hai dong phan déi quang, lam giam tiét acid dich vi théng
qua co ché tac dung tai dich. Thude (e ché dic hiéu bom acid & té bao vién. Thude khai phat tac
dung nhanh va gitp kiém soat acid thong qua viée tre ché thuan nghich su tiét acid chi voi mot licu
duy nhét hing ngay.

Omeprazole ¢6 tinh kiém yéu, dugc tdp trung va chuyén héa thanh dang c6 hoat tinh trong mdi
truong co tinh acid cao & cdc kénh ndi bao trong té bao vién, tai day thude trc ché enzyme H' K'-
ATPase (bom acid). Thube tac dong vao giai doan cudi cia qua trinh san xuit acid dich vi, tac dung
nay phu thube vao liéu va (e ché cé hiéu qua cao dbi voi su tiét acid nén va su tiét acid do kich
thich, bét ké tac nhan kich thich la gi.

Tac dong duoc luc hoe

Tét ca céc tac dong duoc luc hoc quan sat duge co thé duoc giai thich boi tac dong cua omeprazole

trén su tiét acid.

Tac dung trén su tiét acid dich vi

Udng omeprazole lidu duy nhit mdi ngay gy trc ché nhanh va hiéu qua su tiét acid dich vi vao ban

ngay va ban dém voi tac dung tdi da dat duge trong vong 4 ngay diéu tri. V6i lidu omeprazole 20

mg. tinh acid da day giam trung binh {t nhit 1a 80% trong 24 gidy va sau d6 duoc duy tri ¢ ngudi
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bénh loét ta trang, v6i ndng do acid dinh giam trung binh khoang 70% trong vong 24 gidr sau khi
ding thude & ngudi bénh duge kich thich bing pentagastrin.
Liéu ubng omeprazole 20 mg duy tri pH da day > 3 trong khodng théi gian trung binh 17 gid/24 gidy
o ngudi bénh loét ta trang.
Do lam giam tiét acid va giam tinh acid da day, omeprazole lam giam/binh thuémg héa (phu thude
vao liéu) su tiép xuc voi acid cua thue quan ¢ ngudi bénh trao nguoc da day - thuce quan.
Sur ire ché tiét acid lién quan dén dién tich dudi duomg cong (AUC) ctiia omeprazole nhung khong
lién quan dén ndng do thube trong huyét twong tai thoi diém udng.
Khong quan sat thay hién tuong giam dap tmg trong qua trinh diéu tri vi omeprazole.
Tdc dung trén H. pylori
H. pylori lién quan dén loét tiéu hoa, bao gdm loét da day va ta trang. H. pylori 1a mot yéu td chinh
gdy viém da day. H. pylori cung véi acid dich vi la cac tdc nhan chinh gay loét dudmg ti€u hoa.
H. pylori 1a tac nhan chinh gy viém teo da day (cé lién quan dén tang nguy co tién trién ung thu da
day).
Diét trir H. pylori bing omeprazole va cic khang sinh gitp nang cao ty 1¢ lam lanh vét loét va lam
vét loét chdm tai phat.
Liéu phéap phdi hop 2 thude di duoc thir nghiém va cho thdy it hiéu qua hon liéu phap phdi hop 3
thube. Tuy nhién, liéu phap phdi hop 2 thude co thé duge can nhic trong trudng hop khéng phoi
hop dugc 3 thude do qua man.
Cdc tac dung khdc lién quan dén suw ik ché acid
Trong diéu tri dai han, di ¢6 bdo cdo vé su tang nhe tin sudt u nang tuyén da day. Nhiing thay doi
nay la hé qua coa su tre ché tiét acid, lanh tinh va c6 thé hdi phuc.
Giam tinh acid dich vi do bat ki nguyén nhan nao ké ca thudc trc ché bom proton, lam ting luong vi
khuén thong thuong hién dién trong dudng tiéu hoa. Diéu tri véi cac thude lam giam acid c6 thé dan
dén tang nhe nguy co nhiém khuin dudng tiéu hoa nhu Salmonella, Campylobacter va ¢6 thé ca
Clostridium difficile dbi voi nguoi bénh diéu tri tai bénh vién.
Trong qua trinh diéu tri véi cdc thude tie ché tiét acid, ndng do gastrin huyét thanh ting dap ung véi
su giam tiét acid. CgA cling tang do giam acid dich vi. Sy gia tang nong d¢ CgA c6 thé gay can tro
céc xét nghiém khéi u thin kinh noi tiét. Cac bang chimg da duge cong bd da chi ra ring nén ngimg
thude e ché bom proton tir 5 ngdy dén 2 tuln trude khi dinh luong CgA. Piéu ndy cho phép ndng
dd CgA (co6 thé da tang nhanh sau khi diéu tri bang thube trc ché bom proton) trér vé gia tri binh
thuong.
Tang s6 lugng té bao ECL ¢6 thé lién quan dén tang ndng d6 gastrin huyét thanh da duge bao céo o
mot s6 ngudi bénh (ca ngudi 16m va tré em) trong qua trinh didu tri dai han véi omeprazole. Cac
phat hién nay duge xem la khong ¢6 y nghia lam sang.
Tré em
Trong mot nghién ctru khong déi chimg ¢ tré em (1 - 16 tudi) bi viém thue quan do trao ngugc
nang, omeprazole véi liéu 0,7 - 1,4 mg/kg da cai thién tinh trang viém thue quan & 90% céc trudng
hop va céc triéu chung trao nguoc da giam dang ké. Trong mot nghién ciru mu don, tré em 0 - 24
thang tudi duoc chan doan lam sang bénh trao nguoc da day thuc quan dugc diéu tri véi
omeprazole 0,5; 1,0 hoac 1,5 mg/kg. Tén suét cac dot ndon/tré giam 50% sau 8 tuan diéu tri & céc
lidu lugng.
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Diét trir H. pylori ¢ tré em
M6t nghién ctru 14m sang mu doi, ngdu nhién (nghién ciru Héliot) két luan ring omeprazole két hop
véi 2 khang sinh (amoxicillin va clarithromyein) an toan va hiéu qua trong diéu tri nhiém H. pylori
& tré em tir 4 tudi tro 1én bi viém da day: Ty 1é diét trir H. pylori: 74,2% (23/31 nguoi bénh) voi
omeprazole + amoxicillin + clarithromycin so véi 9,.4% (3/32 nguoi bénh) vai amoxicillin +
clarithromyecin. Tuy nhién, khong ¢6 bang chimg vé bat ki loi ich 14m sang nao dbi véi cac triéu
chirng kho tiéu. Nghién ciru nay khéng hd trg bét ki thong tin nao cho tré em dudi 4 tudi.

PAC TINH DUQC PONG HOC
Ilég thu

Omeprazole khong bén trong méi trudmg acid, vi vay céc ché phim dudng udng duoc bao ché dudi
dang vién nang cirng chira cac hat bao tan trong rudt hoac vién nén bao tan trong rudt. Omeprazole
hip thu nhanh, ndng d9 dinh trong huyét tuong dat duge sau 1 - 2 gir. Sy hép thu omeprazole dién
ra & rudt non va thuong duge hip thu hoan toan trong vong 3 - 6 gio. Thite an khéng anh huéng dén
sinh kha dung. Sinh kha dung toan than sau khi ubng lidu don la khoang 40% va tang lén khoang
60% khi dung lidu lap lai 1 lan/ngay.

Phén bd

Thé tich phan bd biéu kién & ngudi khée manh 1a khoang 0.3 kg thé trong. 97% omeprazole gan
voi protein huyét tuong.

Omeprazole dwge chuyén hoa hoan toan boi hé cytochrom P450 (CYP), phan 16n 1a nho CYP2C 19,
tao thanh hydroxyomeprazole (chét chuyén héa chinh trong huyét twong). Phén con lai dwoc chuyén
hoa bét CYP3A4 va tao thanh omeprazole sulfone. Omeprazole ¢6 éi luc cao vé1 CYP2C19 nén ¢co
kha nang tc ché canh tranh va tuong tac chuyén héa thude - thude véi cic co chat khéc cia
CYP2C19. Tuy nhién, do ¢6 ai luc thip voi CYP3A4, omeprazole khong co kha nang tc ché su
chuyén hoa cic co chit khiac cia CYP3A4. Ngoai ra, omeprazole khong cé tac dung e ché cac
enzym CYP chinh.

O khoang 3% nguoi da tring va 15 - 20% ngudi Chau A thiéu hut enzym CYP2C19 (nhém chuyén
hoa thp), sw chuyén hoa ctia omeprazole chui yéu thong qua CYP3A4. Sau khi ding liéu lap lai 20
mg omeprazole x 1 1an/ngay, AUC trung binh & ngudi chuyén hoa thp cao hon 5 - 10 lan, va nong
do dinh trung binh trong huyét twong ciing cao hon 3 - 5 lan so véi ngudi co enzym CYP2C19
(nhém chuyén héa manh). Diéu nay khong anh huéng dén ché do liéu cia omeprazole.

Thai trir

Thoi gian ban thai ctia omeprazole thuomg < 1 gidr sau khi ding liéu don hodc lidu lap lai duemg
udng 1 lan/ngay. Omeprazole bi dao thai hoan toan khoi huyét twong trong khoang thoi gian giita
céc lidu va khong cd khuynh hudng tich Ity voi ché do lidu 1 1an/ngay. Khoang 80% liéu udng thai
trir vao nude tiéu dudi dang chét chuyén hoa, phin con lai qua phén, chu yéu tir sw bai tiét mat.

Tinh tuyén tinh/ khong tuyén tinh

AUC cuia omeprazole tang khi ding liéu lap lai. Sy gia tang nay phu thude vao liéu va dan dén moi
quan hé khong tuyén tinh giita liéu dimg va AUC sau khi ding liéu lap lai. Su phu thude vao thoi
glan va liéu ding nay la do giam chuyén héa lan ddu va do thanh thai toan than ¢ thé gdy ra do su
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e ché enzym CYP2CI9 boi omeprazole va‘hoac cac chét chuyén hoa (nhu chat chuyén hoa
sulfone).
Cac chit chuyén héa khong c6 bat ki anh huong nao dén su tiét acid da day.

Cac dbi tuong dic biét

Suy gan

O ngudi suy giam chirc nang gan, su chuyén hoa ctia omeprazole giam dén dén tang AUC.
Omeprazole khong ¢é khuynh huéng tich ity véi ché do lidu 1 1an/ngay.

Suy thédn

Duge dong hoc ciia omeprazole (bao gdm sinh kha dung toan than va toe do thai trir) khong ddi &
nguoi suy giam chirc nang than.

Ngueoi cao tuodi

Tbc dd chuyén hoa clia omeprazole giam nhe & ngudi cao tudi (75 - 79 tudi).

Tré em

Khi diéu tri voi lidu khuyén cdo cho tré em tir 1 tudi, nong do thude trong huyét tuong dat duoe
tuong tu ngudi Ién. O tré nho hon 6 thang tudi, do thanh thai cia omeprazole thip do kha ning

chuyén hoa omeprazole con thap.

DU LIEU AN TOAN TIEN LAM SANG
Tang san t& bao ECL da day va xuét hién céc khdi u da duoc quan sét thiy trong cdc nghién ciru
theo sudt vong doi ¢ chudt cong ding omeprazole. Nhimg anh huong nay la két qua.cia tinh trang
tang gastrin méau kéo dai do su tre ché acid. Khi cho chudt ding thude khang thu t Nz, thude trc
ché bom proton va phau thudt cat bo mot phin da day ciing cho thay két qua tuong Hn 0 do, cac
tac déng nay khong phai 12 cua cu thé mét thude nao.

e

4 - r /‘{/’,
QUI CACH DONG GOI /;

Hop 1 tii nhom chira 3 vi hoac 10 vi x 10 vién;

]

Hop 3 vi hode 10 vi x 10 vién.

BAO QUAN: Giir thude noi khé rao, nhiét dé khong qua 30°C.
HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG: USP hién hanh.

Nha mdy san xuit: CONG TY CO PHAN DUQC PHAM FREMED
Dia chi: Lo E9-3a, Dudmg s6 1, KCN Hiép Phude, Huyén Nha Be, TP. H Chi Minh, Viét Nam.



