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Rx

OMCAPRAZ-G

e Thubc nay chi ding theo don thuéc

s Déxatim tay tré em.

o Doc ky huong dan sir dung truée khi dimg.

1. Thanh phin céng thire thubc:

Mbi lo chira

Théinh phéin ko_ét chdt: Omeprazole (dudi dang omeprazole sodium) 40 mg

Thanh phan td dirge: sodium carbonate, mannitol (pyrogen free), sodium hydroxide, water for

injection*.

* dung moi bay hoi trong qud trinh san xudt

2. Dang bao ché: Bot déng kho pha tiém

M té: Banh bot mau tring hodc vang nhe.

3. Chi dinh:

Thubc duoc chi dinh nhu mét lidu phap thay thé dwong udng trong cac chi dinh sau:

Nguoi lon

¢ Didu tri loét ta trang.

e Phong ngira tai phat loét ta trang.

o Didu tri loét da day

e Phong ngua tai phat loét da day,

» Két hop véi thube khang sinh thich hep, loai trir Helicobacter pylori (H. pylori) giy bénh
loét da day.

o Diéu trj loét da day va ta trang do NSAID.

¢ Ngan ngua loét da day va té trang do NSAID ¢ nhiing bénh nhin c6 nguy co.

¢ Diéu tri ching viém thic quan trao nguoc.

e Kiém soat lau dai & bénh nhén da chira lanh bénh viém thyc quan trao nguoc.

e Didutr tridu chiing bénh trao nguoc da day thuc quan.

e DBiéu tri hoi chirrig Zollinger-Ellison.

4. Cach dung, liéu dung:

Thay thé liéu phdp dwong uong | :

O nhitng bénh nhan khéng ubng duoc thude, nén dung omeprazole dudng tTr'lh'niach 40mgx 1

lin/ngay. O bénh nhan vé&i héi chimg Zollinger-Ellison, lidu khoi ddu khuyén cdo 1a 60 mg/ngay.

C6 thé ding lidu cao hon tuy timg bénh nhan. Néu ding liéu cao hon 60 mg/ngay thi chia ra 2

lin mdi ngay. : Y

Omeprazole duoc truyén tinh mach trong 20 - 30 phat. /

Bénh nhén dac biét } \
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Bénh nhdn suy thdn
Khéng can diéu chinh liéu ¢ bnh nhan suy giam chiic ning thin.
Bénh nhdn suy gan
O bénh nhan suy giam chirc ning gan, ¢6 thé dung liéu hang ngay 10-20 mg.
Ngitdi cao wdi (> 65 tuoi)

- Khong cAn hiéu chinh lidu & ngudi cao tudi.

- Tréem L _

| Kinh ﬁghﬁém st dung omeprazole dué’ng tinh mach ¢ tré em con han ché.
Buong dung
Omeprazole duec truyén tinh mach trong 20 - 30 phit. |
Sau khi pha, dung dich khéng mau, trong subt, khong chtra cac hat nhin thdy. duoc.
5. Chéng chi dinh: -
Pa biét qua mén véi omeprazole.
Gidng nhu céc thude e ché bom proton (PPI) khac, khéng nén st dung omeprazole dé)hg thot
vol nelfinavir.
6. Canh bao v than trong khi diing thudc:
Khi bénh loét da day duoc x4c dinh hodc nghi ngd va kém voi su-hién dién cia mét hodc nhicu
triéu chimg canh bao sau day: sut can dang ké khong chu dich, ndn mira tai phat, khé nudt, nén
ra mau hodc dai tién ra mau den nén loai trir kha ndng 4c tinh vi viée didu tri ch ﬁlé che lép triéu-
chimg va lam cham tré viée chin doan. |
Khéng khuyén cdo sir dung kém atazanavir véi cac thube (e ché bom proton. Trong trudng hop
viécphéi hop atazanavir va thubc e ché bom proton 14 khﬁnglthé tranh dugce nén theo déi chat
chd trén 1Am sang khi ting lidu atazanavir dén 400mg két hop voi ritonavir 100mg; khéng nén
ot ‘éuél lidu 20mg omeprazole. |
Omeprazole, ciing nhu cac thude e ché tiét acid khic, c6 thé giam hip thu vitamin B12
(cyanocobalamin) do giam hoic thiéu axit dich vi. Diéﬁ nay nén dugc cin nhic & nhitng bénh
nhan giam dy trit hodic ¢6 nguy co giam hép thu vitamin B12 khi diéu tri dai han.
Omeprazole 12 mét chét Gc ché CYP2C 19. Khi bat dau hodic két thic didu tri v&i omeprazole nén
¢An nhic dén cac twong tac tiém tang voi cdc thude ‘chuyén hoéa qua CYP2C19. Da c6 ghi nhan
tuong tac gitra clopidogrel va omeprazole. Chua rd mdi tuong quai’; 1am sang cta twong tic nay. -
Nham muc dich than trong, khong nén ding déng th&i omeprazole va clopidogrel.
Diéu tri bing thudc e ché bom proton ¢6 thé lam ting nhe nguy co nhiém khudn duong tidu héa
nhw Salmonella va Campylobacter.
Gidm magnesi huyét nghiém trong da dugc bao cdo ¢ nhiing bénh nhan didu tri bing cac thude

{tc ché bom proton nhu omeprazole trong it nhit ba théﬁg, va trong da sb cac treong hop 13 1

.

/. 3’/—'-’%3@am. Céc triéu chiing nghiém trong cua ha magnesi huyét nhu 1la mét méi, co cimg co, mé sang,
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am tham va khéng dugce luu tam. Trong da sb cdc trudng hop, tinh trang ha magnesi huyét ¢6 thé
dwoc cai thién khi duge bd sung magnesi va ngimg PPI.

Dbi voi nhitng bénh nhan can dwoc didu tri dai han hodc nhimg bénh nhin dung kém PPI véi
digoxin hoic cic thube ¢6 thé gdy ha magnesi huyét (nhu thude loi tiéu), cac chuyén vién y té
nén xem xét do nong dd magnesi huyét trude khi bat dau diéu tri PPI va dinh ky trong qua trinh
diéu tri.

Thude Gc ché bom proton; dac biét khi sir dung 1iéu cao va trong thoi gian dai (>1 nam), c6 thé
giy ting nhe nguy co gily xuwong hong, xwong c¢b tay va xuong séng, dac biét la ngudi cao tudi
hodc nhitng ngudi ¢6 cac yéu t6.nguy co di biét. Cac nghién ciru quan sat chi ra ring cic thubc
ttc ché bom proton ¢6 thé lam ting téng thé nguy co giy xuong khoang 10-40%. Mot phén trong
murc ting ndy cé thé do cac yéu td nguy co khdc. Cac bénh nhin cé nguy co lodng xuvong nén
duge cham séc theo cic hudng dan 14m san g hién hanh va nén duge ding mot lwong vira du
vitamin D va calci.

Suy thdn

Viém dng than k& cép tinh (TIN) d4 duoc quan sat thdy & nhiing bénh nhan ding omeprazole va
c6 thé xay ra ¢ bét ky thoi diém nao trong quaé trinh diéu tri bing omeprazole. Viém éng thin k&
cAp tinh ¢6 thé tién trién thanh suy than.

Nén ngimg ding omeprazole trong trudmg hop nghi ngd TIN va nén bat dau diéu tri thich hop
ngay lap tic. ' "

Lupus ban dé hé thong (SCLE)

Cac PPI rat hiém gy ra cac trueong hop lupus ban do hé théng. Néu xuét hién ton thurong, dic
bidt & nhitng ving da ho, va néu di cing véi chimg dau khop bénh nhan cin phai cham séc v té,
nhan vién y t& nén khuyén céo ngimg sir dung omeprazole. Khi lupus ban do hé théng da didu tri
v6i PP trude dé thi nguy co sé cao hon khi st dung PPI khéc.

Anh huwong dén cdc xét nghiém

Néng d6 Chromogranin A (CgA) tang 1én ¢6 thé can thiép vao viée do tim cac khdi u than kinh
ndi tiét. Nham tranh su can thiép ndy, nén ngung diéu tri bing omeprazole it nhit 5 ngay trude
khi tién hanh do CgA (xem Pic tinh duge lyc hoc).

Khi nghi ng& bénh loét, phiai kiém tra lai mot cach khach quan & giai doan sém bing X quang
hodc ndi soi d€ tranh viée diéu tri khéng thich hop.

Khi bénh loét da day duge xéc dinh hodc nghi ngd hodc kém véi sy Hién dién cua bt ky triéu
chimg canh bao ndo nhu: sut cin dang ké khong chi dich, noén mura tai phat, kho nudt, nén ra

mdu hodc dai tién ra mau den nén loai trr kha nang 4c tinh vi vige diéu trj ¢4 thé che lap trigu

ching va cham tré viéc chan doan. —
7 Sir dung thuée cho phu nik ¢6 thai va cho con bu: y Q(\?‘j" 'a\f\; \
St dung thuéc cho phu ni cé thai: f\g;) \ @ﬁn@\
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Cac nghién ctu dich té hoc duoc tién hanh tbt cho thiy omeprazole khong gy phan ing ngoai y
trén phu nit ¢6 thai hodc stc khoé bao thai/tré méi sinh. Omeprazole c¢6 thé sir dung trong thoi
gian mang thai, tuy nhién nén thén trong & phy nit ¢6 thai.

Str dung thuéc cho phu nir cho con bii:

Omeprazole tiét qua sita me nhung khong ¢6 anh hwdng i tré khi sir dung lidu didu tri.

8. Anh hwémng cia thude 1én kha niang lai xe, vin hanh may méc:

Thuoc khong anh hudéng 1én kha ning iai xe hoac van hanh may Cac tac dung khong mong'
mubn nhu mét méi va réi loan tAm nhin cé the xay ra. Néu b1 anh hutong, bénh nhan khong nén
la1 xe hogc van hanh may moe. |

9 Tuong tac, tweng Ky ciia thude:

Tic dong cua omeprazol Ién dwge dong hoc ciia cdc thuéc khac

Céc thude hép thu phu thuéc pH:

Vige giam d6 acid dich vi trong qué trinh didu tri véi omeprazole ¢6 thé lam ting hodc giam sy
hap thu cdc thube hip thu phu thude pH da day. '
Nelfinavir, atazanavir

Nong d9 trong huyét twong cua nelfinavir va atazanavir giam khi ding ddng thoi véi omeprazol.
Chéng chi dinh ding déng thoi omeprazole va nelfinavir.

Dung ddng thoi omeprazole (40mg/1 lan/ngay) lam giam muc tiép xac nelfinavir trung binh
khoang 40% va muc iép xfic trung binh véi chit chuyén héa c6 hoat tinh dvge 1y M8 giam
khoang 75 90%. Twong tac nay c6 thé lién quan tdi rc ché CYP2CI9.

Viéc dung dong thoi omeprazole va atazanavir khong duoc khuyén cao. Ding ddng thoi
omeprazole (40mg/1 iAn/ngdy) va atazanavir 300mg/ritonavir 100mg trén ngudi tinh nguyén
khoe manh din téi giam khoang 75% mire tiép xuc atazanavir. Tang liéu atazanavir 1én 40mg
khéng bu trir. dwoc tic dong cia omeprazole 1én muc tiép xic atazanavir. Ding déng thoi
omeprazole. (20mg 1 1an mdi ngiy) véi atazanavir 400mg/ritonavic 100mg cho ngudi tinh
nguyén khoe manh lam gidm khoing 30% mic tiép xGc atazanavir so v@1 - atazanavir
300mg/ritonavir 100mg mdt 1an mdi ngay.

Digoxin

Didu tri ddng thoi omeprazole (20mg/ngay) va digoxin trén dbi tugng khoe manh 1am tang sinh
kha dung cua digoxin lén 10%. Ng¢ doc digoxin hiém khi dwoc béo cho. Tuy nhién, nén than
trong khl dﬁﬁg lidu cao omeprazole & bénh nhan cao tudi. Theo di hidu qua didu trj digoxin nén
dwoc ting cuong.

Clopidogrel

Két qua tir cadc nghién clu trén dbi tuong khoe manh da chi ra tuong tac duge ddng/duoc luc
gitra clopidogrel (lidu nap 300mg/lidu duy trl 75mg/ngdy) va omeprazole (80mg/ngay dudng
T ubng) din dén giam mirc tiép xfic ctia chit chuyén héa co hoat tinh cia clopidogrel trung binh

{ | 46% va giam sy (e ché téi da két tap tidu chu (gdy boi ADP) trung binh 16%.



https://trungtamthuoc.com/

Dit lidu khéng nhit quan trong cac céng bé 1am sang vé tuong tac duwoc dong/dvoc huc cua
omeprazole vé cic bién cb tim mach chinh di duoc bao céo trong ca cac nghién clra quan sat va
nghién ctru 1dm sang. Nham muyc dich than trong, khong nén str dung ddng thoi omeprazol va
clopidogrel.

Céc thude khdc

Sy hip thu posaconazol, erlotinib, ketoconazol va itraconazol bi giam nghiém trong va do d6
‘hidu qua 14m sang ciing ¢6 thé bj anh huéng. Déi véi posaconazol va erlotinib nén tranh ding
ddng thoi véi omeprazole.

Cac thudc chuyén héa qua CYP2CI19:

Omeprazole 14 mdt chét vrc ché CYP2C19 trung binh, mét enzym chuyén héa chinh cua
omeprazole. Do do, sy chuyén héa cac thude dimg kém ciing chuyén héa qua CYP2C19 ¢ thé bi
giam xuéng va din dén ting mibc tiép xtc toan thin voi céc thudc nay. Vi du vé cac thubc
chuyén héa qua CYP2C19 1i R-warfarin va cdc thudc khang vitamin K kbac, cilostazol,
diazepam va phenytoin.

Cilostazol

Trong mét nghién ciru chéo, omeprazole vé6i lidu 40mg dung trén d6i tuong khoe manh 1am tang
Cmax va AUC cua cilostazol 1én tuong tng 18% va 26%, va cta cic chit chuyén héa c6 hoat
tinh cua né tuong tng 13 29% va 69%.

Phenytoin '

Nén theo ddi ndng d6 phenytoin trong huyét tuong trong 2 tuin dau diéu tri bing omeprazole va
néu can phai diéu chinh liéu phenytoin, c¢6 thé cAn phai theo d&i va diéu chinh lidu khi ngimg
didu tri bing omeprazole.

Chira ro co che:

Saquinavir

Dung déng thdi omeprazole va saquinavir/ritonavir dan dén ting ndng do saquinavir trong huyét
twong 1én khodng 70%, lién quan dén sy dung nap t6t & bénh nhan nhiém HIV.

Tacrolimus

Di ¢6 bao cao vé ting ndng do tacrolimus trong huyét thanh khi ding ddng thoi voi omeprazole.
Cin ting cuong theo ddi ndng d6 tacrolimus ciing nhu 1a chic ning thin (dd thanh thai
creatinin) va diéu chinh lidu tacrolimus néu can.

Methotrexat.

Khi ding dbng thi véi céc thude e ché bom proton, ndng dd methotrexat ting 1&n da dugc bao
c¢do & mot s6 bénh nhan. O bénh nhan ding liéu cao methotrexat, tam dimng omeprazole cé thé
can duoc tinh dén.

Tac dong cdalcdc thuoc khic Ién dwgc dong hoc cua omeprazol:

Céc thudc iic ché enzym CYP2C19 vé/hode CYP3A4 \/@j@,@;\

\Kﬁk Vind |
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Do omeprazole duge chuyén héa boi CYP2C19 va CYP3A4, céc thude dugce biét dén Gc ché
CYP2C19 hoic CYP3A4 (nhu clarithromycin va voriconazol) cé thé dan toi ting ndng d6 huyét
thanh omeprazole do lam giam miic d6 chuyén héa ciia omeprazole. Dung kém vericonazol din
t6i ting hon gAp d6i muc tiép x0c cua omeprazole. Trong trudng hop dung nap tot lidu cao
omeprazole, didu chinh liéu omeprazole thuong khéng chn thibt. Tuy nhién, nén cin nhac didu
chinh liéu & nhitng bénh nhén suy gan ning va néu duogc chi dinh véi didu tri dai han,
Cac thudc cam ing enzym CYP2C19 vi/hoge CYP3A44
Cac thude duge biét ¢ cam tng CYP2C19 hodc CYP3A4 hoidc ca haﬁ (nhu rifampicin va ¢ St
John’s} 06 thé din t6i giam ndng d6 omeprazole trong huyét thanh do lam ting chuyén.hoa
omeprazole.

 Twong ky ciia thuéc
Chi pha omeprazole trong dich truyén glucose 5% hoc natri clorid 0,9%. Khéng duge tron hodc
pha dung dich omeprazole dé tiém tinh mach vdi cac dun g dich tiém truyén tinh mach khac.
16. Tac dung khéng mong mudn caa thude:
Céc thc dung phu thuong gip nhét (1-10% bénh nhin) 12 nhirc ddu, dau bung, tao bon, tiéu chay,
day hoi va bubn nén/nén.
Cac phan ng ¢ hai dudi day duoc xac dinh hodc nghi ngd trong cac chuong trinh thir nghiém
1am sang ctia omeprazole va sau khi dura ra thi trudng. Khéong ¢6 tac dung nao lién quan dén lidu.
Céc tac dung khong mong mudn 1iét.ké dudi day duoc phén loai theo tan suit va hé co quan
(SOC-System Organ Class). Céc tan sudt duoc dinh nghia nhu sau: Rét thuong gip (>1/10),
thuémg gap (> 1/100 dén < 1/10), it gip (> 1/1000 d&én < 1/100), hiém gip (= 1 /10000 dén < 1
/1000), rat hiém gap (<1 /10000), chira biét (khéng thé du doan dugce tir dir 1iéu hién ¢d).

Hé co quan/Tin suat | Phan ¢ng khong mong mudn

Ro"z"loan.mdu va hé bach huyét

Hiém gip: - Giam bach cau, giam tiéu ciu
Rét hiém gip: Miét bach ciu hat, giam toén thé huyét cau

Roi logn hé mien dich

Hiém gap: Phan tmg qua man nhu 13 s&t, phi mach, phan ing phan vé/sbc phan vé

Roi loan chuyén héa va dinh dudng

Hiém gip: Giam natri mau
Chua biét: Ha magnesi huyeét
RO logn tam than
It gap: Mat ngi
Hiém gip: Kich déng, I 1an, tram cam
/;’ia;;; :}\J{at hiém: Nong nay, do giac
o P PP
/ (SB/ \Rai loan hé than kinh
}i E( Murmba )F"'/‘d —
\ & ~1
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Thuong gip: Nhtc dau

it gap: Chodng vang, di cam, ngu ga

Hiém gip: R6i loan vi gidc ]
Réi loan mdt

Hiém gap: Nhin m¢

Roi [oqml tai va mé dao

it' gap: Chéng mat

Réi loan hé hap, ngue va trung that

Hiém gap:

Co that phé quan

Raoi loan tiéu hoa

Thudng gap:

Dau bung, to bén, tidu chay, diy bung, budn nén/nén, polyp tuyén déy
vi (lanh tinh) '

Hiém gap:

Khé miéng, viém miéng, nhiém candida duong tidu hoa, viém dai trang

vi thé

Roi loan gan mdt

it gap:

Tang enzym gan

Hiém giip:

Viém gan ¢6 hoac khong vang da

R4t hiém:

Suy gan, bénh ndo ¢ bénh nhin da cé bénh gan

Roi logn da va moé dudi

da

ft gap: "Viém da, nglra, ndi man, mé day
Hiém gip: Hoi d4u, nhay cam véi anh sing

., Hong ban da dang, héi ching Stevens-Johnson, hoai tir bidu bi gdy doc
Rét hiém:

(TEN)

Chura biét: l Lupus ban d6 ban cdp & da
Roi loan co xirong va n;oA lién ket
It gap: Giy xwong héng, xwong c6 tay hodc cot séng
Hiém gip: DPau khép, dau co

RA4t hiem:

Yeéuco

Roi loan than va tiét niéu

Hiém gip:

| Viém than k&

Roi loan hé sinh san va

tuyén v

Rat hiém: Nit hoa tuyén vii
Cdc réi loan tgng qudt va tai cho
It géip: Kho &, phu ngoai bién =
gap phu ngod e B
s A o - . X A 1A /N
Hiém gap: Téang tiét mo hai ,;Q‘Q;V B
It 5,
Thong bao cho bac si nhitng tic dung khéng mong muon gap phai khi ding thuic ‘{\'%)// RS /,_
N G .~ ,‘g V4
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11. Qua lieu va cach xi tri:
Cé rat it théng tin vé anh hudng cia qué liéu omeprazole ¢ ngudi. Trong v van, liéu 18n tdi 560

mg da duge mé ta va doi khi ¢ bao céo khi lidu don ubng dat t6i 2400 mg omeprazole (gép 120

-1an liéu khuyén cdo théng thuéng trén 1dm sang). Budn nén, non, chong mat, dau byng, tiéu chdy

va nhirc dau da dugce bao cdo. Su tho o, tram cam va 4 1an ¢ling duge md ta trong mot sO trudng
hop.

Céc tri€u chiing duge md ta ia thoang qua va khong ¢6 hiu qua nghiém trong nio dugce bao cio.

. Thc d thai trir khong thay ddi (dong hoc bac mot) khi tang lidu. Bidu tri, néu cin thiét, 13 didu

tri triu ching.
Lidu tiém tinh mach 1én dén 270 mg trong 1 ngay va 1én dén 650 mg trong 3 ngay dd duoc
nghién citu trong cac thir nghidm 14m sang ma khong co bit ¢ir phan ung ngoai ¥ lién quan dén

héunao. -

12, Pic tinh dwge lue hoc:

Nhom dwoc Iy: Uc ché bom proton

MaATC: A902BCO1

Co ché tic dung:

Omeprazole, mot hdn hop racemic ciia hai déng phén 1am giam sy tiét acid dich vi théng qua co

ché tac dyng tai dich. Thudc we ché dic hiéu bom axit trén té bao thanh. Thube khéi phét tac

. dyng nhanh va kiém soét tac dong théng qua viéc ¢ ché thuin nghich sy tiét_axit dich vi véi liéu_

- dung hang ngay. .

Omeprazole la modt base yéu, dugc tap trung va bién déi thadh dang c6 hoat tinh trong moi
trudng axit cao cla té bao thanh, tai day thudc rc ché bom H+K+ATPase. Thube tac dong vao

giai doan cudi cua qua trinh san xuat axit dich vi, tdc dung nay phu thudc vao liéu va trc ché ¢é

- hiéu qua ca sy tiét axit co ban lin sy tiét axit do kich thich, bat ké tac nhan kich thich gdy tiét

acid. ;

Tde dung dwgc luc hoc |

Tét ¢4 chc tac dung duoc lyc hoc quan sat duge co thé duge gié’ﬁ thich b'fmg tac dung cua
omeprazole 1én su tiét acid. »

Tdc dung lén suw tiét acid

Omeprazole duong tinh mach tao ra sy uc ché tiét acid da day phu thude vao lidu & ngudi. Dé

ngay lap tirc dat duge mirc giam d¢ acid trong da day tuong ty nhu sau khi ding lidu lap lai voi

- lidu 20 mg duong ubng, nén ding lidu dau tién 40 mg duong tinh mach. Pidu nay dan dén giam

nong do acid trong da day ngay 1ap tirc va sau 24 gio ndng d6 acid da day giam khoang 90% ddi
v6i ca tiém tinh mach va truyén tinh mach.
\Su trc ché tiét acid da day phu thude dién tich dudi dudng cong (AUC) khong phu thude ndng dd

Qmeprazole tai mot théi diém.

\,\m‘oa |

Tac dung lén H. pylovi

«5(/
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H. pylori ¢6 lién quan dén bénh loét da day ta trang, bao gbm ca bénh loét ta trang va da day. H.
pylori 1a yéu t6 chinh trong sy phat trién cta viém da day. H. pylori cung v&i acid da day Ia
nhiing yéu t6 chinh gy ra bénh loét da day ta trang. H. pylori 1a yéu t chinh trong sy phat trién
clia viém teo da day, c6 lién quan dén viée ting nguy co phat trién ung thu da day.

Viéc loai trir H pylori bang omeprazole va thudc khéng sinh ¢d lién quan dén ty 1é chita lanh cao
va thuyén giam lau dai c4c vét loét da day ta trang.

Cic tic dung khic lién quan dén te ché dcid

Trong thoi gian diéu tri 1du dai, u nang tuyén da day da duoc béo cdo véi tan suét tang 1én doi
chiit. Nhitng thay d6i ndy 13 hau qua sinh 1y cia su (e ché tiét acid rd rét; lanh tinh va duong nhu
¢6 thé hdi phuc duoe.

Gidm do acid da day do bat k¥ phuong tién nao, iké ca thube ﬁc.ché bom proton, lam ting sé
lrong vi khuan da day thuong ¢o trong dudng tiéu hoa. Diéu tri bang cac thube gidm acid c6 thé
lam tang nhe nguy co nhiém khuin duong tiéu héa nhu Sa?monelia Vé.- Cc;!mpylobactern

Trong qué trinh diéu tri bing cac thubc khéng tiét, gastrin huyét thanh ting 1én dé dap ung véi
vide giam tiét acid. CgA ciing ting do d6 acid da day giam. Mdc CgA ting 1én ¢ thé can tré
viée diéu tra cac khdi u thin kinh ndi tiét. Bing ching duoc cong bd hién ¢b cho thiy nén ngimg'
str dung thudc rc ché bom proton tir 5 ngdy dén 2 tufn trude khi do CgA. Pidu nay cho phép
mirc CgA co thé ting cao mét cach gia tao sau khi diéu tri bing PPI tré v& muc tham chibu.

-13. Dic tinh duwge dgng hoe:

Phin bo

Thé tich phan bé bidu kién & dbi trong khée manh la khoang 0.3 Vkg trong lugng co thé. 97%
thudc gén véi protein huyét twong. |

Chuyén héa

Omeprazole chuyén héa hoan toan boi hé thdng cytochrom P450 (CYP). Phan 1én qua trinh
chuyén héa phu thudc vio enzym da hinh CYP2C19, chiu trach nhiém chuyén héa omeprazol
thanh hydroxyomeprazol, chit chuyén hoéa chinh trong huyétv.tuofng. Phén con lai phu thudc vao
df"mg phan khac 1la CYP3A4, chju trach nhiém tao thanh omeprazole sulphone. Do omeprazole ¢6
ai lyc cao v&i CYP2C19 nén tiémtang su trc ché canh tranh va tuong tac chuyén héa thube thube
v6i-cAc co chét khac cia CYP2C19. Tuy nhién, do &i lyc thap véi CYP3A4 omeprazole khong
¢6 kha ning dc ché sy chuyén hoa céc co chéit khac ciia CYP3A4. Thém vao dé omeprazole
khéng 6 tac dong irc ché 1én cic enzvm CYP chinh.
Khoang 3% dén s6 da trang va 15 20% dén sb Chau A khdng c6 enzym chitc ning CYP2C19 va .
dugc goi 1d nhimg ngudi chuyén héa kém. O nhitng ngudi nay, su chuyén hoa omeprazole co thé
duoc xuc tac chi yéu boi enzym CYP3A4. Sau lidu Lip lai omeprazole 20mg/1 lan/ ngay, AUC
trung binh & ngudi chuyén hoa kém cao hon tir 5 d&n 10 1dn & cic d6i twong ¢b enzym chirc nin —

. . , : PAUERS,
CYP2C19 (ngudi chuyén héa manh). Nong dé dinh trung binh trong huyét twong cling caq:”h?;%‘
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ttr 3 dén 5 1an. Cac phat hién nay khong anh hudéng téi lidu dung ciia omeprazole. AR }
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Thai triv

Do thanh thai huyét twong tong céng khoang 30-40 1/gid sau mot liéu duy nhit. Thoi gian ban
thdi clia omeprazole trong huyét trong thudng ngan hon mét gio sau khi ding lidu’ duy nhit va
lidu 13p lai mdi ngay mét 1an. Omeprazole duoc thai trir hoan toan khoi huyét twong gitlta cac lidu-
ma khong c6 khuynh huéng tich lity khi sit dung mét Ian mdi ngay. Gan 80% liéu omeprazole
duoc bai tidt dudi dang chét, chuyén hoa trong nude tidy, phan con lai qua phén, chi yéu xuét

phat ti tiét mat.

Tuyén tinh/phi tuyén tinh

AUC cua omeprazole tang khi dung 1ap lai: Su gia ting nay phy thuge vao liéu va din dén mbi
quan h¢ phi tuyén tinh gira lidu luong va AUC sau khi dimg liéu 1ap lai. Su phu thude vao thoi
gian va lidu luong nay 13 do sur giam chuyén hoéa bade dau va do thanh thai toan than cé thé do
omeprazole va/hodc cie chét chuyén hoa ciia né (vi dy sulphone) tic ché enzyme CYP2C19.
Khong c6 chit chuyén héa nao duge tim thiy cé tic dung 1én sy tit acid da day.

Cdc nkom bénh nhén dic biét:

Suy gan

Su chuyén hoéa clia omeprazole & bénh nhan suy gan giam.di, din dén tang AUC. Omeprazol
khéng c6 xu huéng chong lidu khi st dung ngay 1 lan.

Suy thgn -

Duge dong hoc cua omeprazole, bao gf”)m cd sinh kha dung toan than va téc d6 thai trox khong

thay d6i & bénh nhan suy than.

Nguoi cao tudi

Téc d6 chuyén hoa ctia omeprazole hoi giam & dbi trong ngudi cao tudi (75 -79 tudi).

14. Quy cdch dong géi: Hop 1 lo + 1 dng dung mdi Nude v6 khudn pha tiém 10 ml

15. Diéu kién bao quéan, han ding, titu chuin chit lwgng cia thube:

Bao quéan: ¢ nhi¢t d§ khong qua 30°C.- Tranh &nh sang. Sau khi hoan nguyén, bao quan & nhiét
dd khong qua 30°C.

Han dung: 24 thang ké tir ngay san xut. Sau khi hoan nguyén, st dung trong vong 12 gid ¢ nhiét
do khong qua 30°C.

Tiéu chuén chét luong: TCCS ,

16, Tén, dja chi co s¢ san xuét thudc:

KAMLA LIFESCIENCES LTD

- Dia chi: Plot No G-84/1 Tarapur MIDC Boisar Palghar 401506 Maharashtra State, An Do

17. Tén, dia chi co s& ding ky thude:
OMNICALS PHARMA PRIVATE LIMITED

—__Pia chi: Navi Mumbai, An D9



