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Oraptic 20

Omeprazole 20 mg

Box of 5 blisters x 4 Capsules

Keep out of reach of children

Composition: Each capsule contains:
Read carefully the leaflet before use

Omeprazole (as omeprazole pellets 8.5%) 20 mg
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| Indications, Contra-indications, Dosage,
Administration & Other information: ma s6, ma vach

L] £
Ora pt I c 2 0 See the enclosed leaflet in box.
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Omeprazol 20 mg
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Omeprazol 20 mg
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Thanh phan: Méi vién nang cting chua:
Omeprazol (dudi dang omeprazol pellets
{2 ) U 20mg
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Composition: Each capsule contains: GMP WHO Thanh phén: Méi vién nang cdng chia:

Omeprazole (as omeprazole pellets

Excipients g.s.to ...
Indications, Contra-indications,
Dosage, Administration & Other
information:

See the enclosed leafletin box.

Storage: In dry place, not exceeding
30°C, protected from light.

Keep out of reach of children
Read carefuily the leaflet before use

ma sd, ma vach

BINN DIKH PHARMACEUTICAL AND MECICAL EQUIPMENT JOINT STOCK COMPANY
493 Nowyen Tl Ho Street. Quang Ty Ward. 0y Hon Gty Binh Dien Prov., Vet fam

Rx Prescription drug

Oraptic 20

Omeprazole 20 mg

Box of 25 blisters x 4 Capsules

Omeprazol (dusi dang omeprazol pellets
8,5%)...... 20mg

Chi dinh, Chéng chi dinh, Cach dung,
Liéudiing & Céc thdng tin khac:

Xem toa huéng d&n bén trong hop.

Bdo quan: Ndi khod, nhigt dd khong qua
30°C, tranh &nh sang.

D& xa tdm tay tré em
Doc ki huéng dén st dyng trude khi dung

SPK/Reg.No.:

S6 1 SX/ Lot.No:
Ngay SX/Mtg.Date:
HD/Exp.Date:
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Omeprazol 20 mg
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< e ‘\ épjéol (dudi dang omeprazol pellets 8,5%)......... 20 mg

- lﬂ'a')uqc B0t talc, sucrose, mannitol, natri lauryl sulphate,
Dinatri hydro phosphate, hat duong, HPMC EOS, natri
hydroxid, methacrylic acid copolymer dispersion 30%,
triethyl citrat, polysorbat 80, titan dioxid, Nang s6 2

Dang bao ché: Vién nang cimg.

Qui cdch déng g6i: Hop 5 vi x 4 vién; Hop 25 vi x 4 vién.

Dugec luc hoc:

Omeprazol uc ché sy bai tiét acid cua da day do trc ché c6 hdi phuc

h¢ enzym hydro-kali adenosin triphosphatase (con goi la bom

proton) & t& bao vién cua da day. Tac dung nhanh, kéo dai nhung
hdi phuc dugc. Omeprazol khong c6 tac dung lén thu thé (receptor)
acetylcholin hay thy thé histamin.

Dugc dong hoc:

Omeprazol dugc hip thu hoan toan & rudt non sau khi udng tir 3-6
gi0. Kha dung sinh hoc khoang 60%. Thuc dn khéng anh hudng 1én
sy hép thu thudc & rudt. Su hap thu Omeprazol phy thudc vao lidu
udng. Thubc c6 thé t lam tang hip thu va kha dung sinh hoc cua n6
do trc ché da day bai tiét acid. Thudc gin nhiéu vao protein huyet
tuong (khoang 95%) va dugc phan bd & cac md, ddc bigt 1a & t& bao
vién cua da day. Kha dung sinh hoc ciia liéu ubng mot lin déu tién
la khoang 35%, nhung s& tang lén khoang 60% khi ubng tiép theo
mé&i ngay mot lidu. Tuy nwra doi thai trir ngin (khoang 40 phut)
nhung téc dung e ché bai tiét acid lai kéo dai, nén c6 thé dung mdi
ngay chi 1 14n. Omeprazol héu nhu dugc chuyen hod hoan toan tai
gan, dao thai nhanh chéng, chu yéu qua nudc ticu (80%), phén con
lai theo phan. Cac chét chuyen hoa déu khong c6 hoat tinh, nhung
lai tuong tac voi nhiéu thudc khac do tac dung trc ché cac enzym
cua cytochrom P450 cua té bao gan.

Dugc dong hoc cua thudc khong bi thay ddi c6 y nghiia & ngudi cao

tudi, nguai bj suy chuc niang than. & nguoi bi suy chirc néng gan,

thi kha dung sinh hoc cua thude tdng va do thanh thai thuéc glam
nhung khong co tich tu thubc va cac chét chuyén héa cua thubc
trong co thé.

Chi dinh:

Vién nang cimg Oraptic® 20 dugc chi dinh cho:

Ngudi 16n

- Diéu trj loét ta trang.

- Phong loét ta trang tai phat.

- Diéu tri loét da day.

- Phong loét da day tai phat.

-Két hop voi cac khang sinh dé tiéu digt Helicobacter pylori

(H.pylori) trong diéu trj loét duong tiéu hoa.

- Diéu tri loét da day ta trang lién quan cac thubc khang viém khong

steroid.

- Phong loét da day ta trang lién quan cac thubc khang viém khong

steroid & nhimg bénh nhén cé nguy co.

- biéu trj trao ngugc thyc quan.

- Kiém soat 1au dai dbi voi bénh nhén da khoi trao nguoc thyc quan.

- Didu trj céc tridu chimg ctia bénh trado nguoc da day thuc quan.

- Piéu trj hoi chung Zollinger - Ellison.

Tréem

Tré em trén 1 tudi va thé trong > 10kg

- Piéu trj trao ngugc thyc quan

-Pibu trj triéu chimg ¢ nong, trao ngugc acid do bénh trao ngugce da

day ta trang.

Tré em trén 4 tudi va thiéu nién

- Phédi hop véi cac khang sinh trong didu trj loét ta trang do H.pylori
Chéng chi dinh:

Dij img v&i omeprazol, cac din chit benzimidazol hoic cac ta dugc
duoc liét ké trong myc thanh phén‘

Omeprazol tuong ty nhu cac chét tc ché bom proton khac khéong
duogc sir dung déng thoi voi nelfinavir
Céch dung - Liéu dung:

* Ngudi lon
Diéu tri loét td trang

Liéu khuyén cao cho bénh nhan loét ta trang 14 20 mg/lan/ngay.

Hau hét cac bénh nhan vét loét s& lanh trong vong 2 tuén. Véi nhimg
bénh nhan vét thuong khong lanh hoan toan sau liéu trinh diéu trj du
tién, thi vét loét s& lanh sau 2 tuén diéu trj tiép theo.

Vi nh\?ng bcnh nhén loét ta trang dap ung kém, liéu khuyén cdo 1a
40mg/lin/ngay, vét thuong s& lanh trong vong 4 tufin,

Phong loét td trang tdi phdt
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- Phong loét ta trang tai phat & nhimg bénh nhan khéng nhidm
H.pylori, hodc & nhimg bénh nhén nhidm H.pylori liéu khuyén cao la
20mg/lan/ngay, néu khong co6 tac dung, c6 thé tang liéu 1n 40mg.
Piéu tri loét da day
- Liéu khuyén c4o 1a 20mg/lan/ngay.
-0 hiu hét cac benh nhan vét loét s& lanh trong vong 4 tudn diéu tri,
v6i nhimg bénh nhin vét loét khong lanh hoan toan thudng s& lanh
hin trong 4 tun diéu trj tiép theo.
-Véi nhimg bénh nhan dap img kém, lidu dung khuyén cao la
40mg/lan/ngay, vét loét s& lanh trong vong 8 tudn diéu tri.
Phong loét da day tdi phat
- Dé phong loét da day tai phat voi liéu khuyén cao la 20mg/lan/ngay.
Néu cin, lidu dung co thé ting 1én 40mg/lan/ngay.
Tiét trir H.pylori trong bénh loét duong tiéu héa.
- Pé diét trir H.pylori, viéc lua chon loai khang sinh phu thudc vao
kha ning dung nap thudc cua timg bénh nhan, tinh trang khang thube
& timg vang, timg qudc gia, khu vuc va theo cac huéng dén trj lidu.
+ Oraptic® 20mg + clarithromycin 500mg + amoxicillin 1000mg, 2
lin/ngay trong vong 1 tudn hodc
+ Oraptic® 20mg + clarithromycin 250mg (c6 thé thay 500mg) +
metronidazol 400mg (hodic 500mg hoc tinidazol 500mg), 2 lan/ngay
trong vong 1 tudn hozc
+ Oraptic® 40mg 1 ldn/ngay+ amoxicillin 500mg va metronidazol
400mg (hoc 500mg hodc tinidazol 500mg) 3 1an/ngay trong vong 1
tuén.
Péi voi mdi liéu trinh, néu bénh nhan vin con nhiém H.pylori, ligu
trinh diéu trj c6 thé tiép tuc.
Diéu tri loét da day td trang lién quan cdc thudc khang viém khong
steroid
-Lidu dung khuyén c4o 1a Oraptic® 20mg/lan/ngay.
-0 hau hét cac bénh nhan, vét loét s& lanh trong vong 4 tuan diéu tri.
Ddi v6i nhimg bénh nhan vét loét chua lanh hoan toan sau lidu trinh
didu trj dau tién, vét loét s& lanh trong 4 tudn trj lidu tiép theo.
Phong loét da day ta trang lién quan cdc thuéc khang viém khong
steroid ¢ nhitng bénh nhdn c6 nguy co.
-Phong loét da day ta trang lién quan céc thudc khang viém khong
steroid & nhimg bénh nhan nguy co (tudi > 60, tién sir loét da day ta
trang, tién sir chdy mau dudng tién hoa trén), liéu dung khuyén céo
Oraptic® 20mg/I&n/ngay.
Diéu tri trao nguoc thuc quan.
-Lidu khuyén céo Oraptic® 20mg/Ian/ngay. HAu hét bénh nhan vét
thuong s& lanh trong thoi gian didu trj 4 tun.
-Vé6i nhitmg bénh nhin ma chua lanh vét thuong hoan toan sau lidu
trinh didu trj du tién, vét thuong thuong lanh trong 4 tuin diéu tri tiép
theo.
-Véi nhitng bénh nhan trao ngugc thuc quan nang, liéu khuyén cao la
Oraptic® 40mg/lan/ngay, vét loét s& lanh trong 8 tuan diéu tri.
Kiém sodt doi v6i bénh nhdn dd khoi trao nguoc thuc qudn
- Liéu dung khuyén c4o tir 20-40mg/lan/ngay.
Piéu tri cdc triéu chimg ctia bénh trao nguwoc da day thuc quan.
-Lidu dung khuyén cdo 1a Oraptic® 20mg/lan/ngay, hiéu chinh liéu
theo timg bénh nhén.
-Néu cac triéu chimg khéng dugc kiém soét sau 4 tuan didu trj voi
Oraptic® 20mg/lan/ngay, khuyén céo nén danh gia thém.
Piéu tri hoi chimg Zollinger — Ellison
- ( nhitng bénh nhan bj hdi ching Zollinger — Ellison, liéu sur dung
nén tiy chinh theo timg bénh nhan, thoi gian diéu tri theo cac biéu
hién trén 1am sang. Lidu dung khuyén c4o ban du 1a 60mg/lan/ngay.
T4t ca cac bénh nhan bénh ning hodc khong dap tmg voi cac liéu phap
tri liéu khéc thi s& c6 tac dung va duge kiém soat mot cach cé hidu qua
va hon 90% bénh nhan dugc diéu trj duy tri & liéu 20-120mg/ngay.
Vi lidu 16n hon 80mg/ngay, lidu ding nén chia ra dung 2 1an/ngay.

* Tré em
Tré em trén I tudi va thé trong >10kg
Diéu tri trao nguoc thuc quan
Diéu tri triéu chimg ¢ néng, trao nguoc acid do bénh trao ngugc da

day td trang
Liéu lugng khuyén céo theo bang sau:
Tudi Thé trong Liéu luong
> 2 tudi > 20kg 20mg/lan/ngdy. Liéu c6 thé ting
1en 40mg/lan/ngay néu cin

Thoi gian diéu tri
- biu trj trao ngugc thuc quan: 4-8 tudn
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P biéu trj triéu chimg ¢ néng, trao nguoc acid do bénh trao ngugc da
day ta trang: 2- 4 tudin, ndu khong kiém soat dugc sau 2-4 tudn nén
tién hanh danh gia thém.

Tré em trén 4 tudi va thiéu nién

Diéu tri loét té trang do H.pylori

-Khi lua chon liéu phap két hop phu hop, cin cha y t6i qui dinh cia
dugc thu, hudng dan vé viéc vi sinh vat khéang thudc cua timg vung,
dia phuong, thoi gian diéu trj (thong thuong 7 ngay nhung ciing c6 thé
1&n dén 14 ngay), va viéc sir dung hop ly khang sinh.

- Viéc diéu trj nén dugc giam sat boi chuyén gia y té

- Liéu dung khuyén c4o theo bang sau:

Céan n3ng Liéu lugng

31- 40kg Két hop voi 2 loai khang sinh: Oraptic® 20mg,
amoxicillin 750mg va clarithromycin 7.5mg/kg thé
trong, 2 14n/ngay dung trong vong 1 tudn

>40kg Két hop véi 2 loai khang sinh: Oraptic® 20mg,
amoxicillin 1g va clarithromycin 500mg, 2
1in/ngay dung trong vong 1 tudn.

Déi twgng dic bigt

Suy thdn

- Khéng cin hiéu chinh lidu & nhitng bénh nhén suy giam chic ning
than

Suy gan

- Véi nhimg bénh nhan suy giam chirc ning gan, liéu 20mg 1a c6 tac
dung.

Nguoi cao tudi

-Khéng cin hiéu chinh liéu & ngudi cao tudi.

Céch dung

-Khuyén co ding vién nang Oraptic® vao budi sang, nudt ca vién véi
ntra ly nuéc, khong duge nhai hodc nghién vién.

V6i nhitng bénh nhdn khé nudt, hodc tré em cé thé udng hodc nudt
thike dn bén rdn.

-Bénh nhén c6 thé mo vién nang va nudt cac thanh phan trong nang
voi mot nira ly nuéc hodc tron cac thanh phan trong nang véi dung
dich acid nhe nhu nudc trai cdy hodc nudc tdo, hoic nudc khir
carbonat.

-Nén khuyén bénh nhan ring hén dich nén dung ngay lap tuc (hoic
trong vong 30 phut), luén khudy trudce khi sir dung va phai trang sach
voi ntra ly nude.

-Bénh nhan ciing c6 thé Iya chon cach md vién nang, nudt pellet voi
nura ly nuédce. Pellet bao tan trong rudt khéng dugc nhai.

Thén trong:

-Khi xuét hién cac triéu chimg canh béo (vi du nhu giam cdn khong
dinh tru6c, non, khé nudt, nén ra mau, dai tién ra mau), hodc khi nghi
ngo loét da day, trude khi cho bénh nhan dung Omeprazol, phai loai
trir kha nang bj u 4c tinh vi thudc c6 thé che le‘ip céc triéu chung, do dé
1am mudn chin doan.

-Khong nén chi dinh két hop atazanavir véi nhiing chét uc ché bom
proton. Néu viéc két hop gitta atazanavir véi cic chét irc ché bom
proton khong thé tranh dugc, nén kiém soat chit chg trén 1dm sang,
ting lidu atazanavir 1én 400mg va 100mg ritonavir, liéu omeprazol
khong vuot qua 20mg.

-Omeprazol ciing tuong tu nhu céc thudc khang acid co thé 1am giam
su hdp thu cua vitamin B12 (cyanocobalamin) do sw khang hoic thiéu
hut acid dich vi. Nén luu y vén dé& nay & nhimg bénh nhin ma sy dy
trit acid giam hoc giam sy hip thu vitamin B12 trong qué trinh diéu
tri 1au dai.

-Omeprazol urc ché CYP2C19, khi bit ddu hoic két thuc diéu tri voi
omeprazol nén luu y v& kha ning tuong tac véi cac thudc bi chuyén
hoéa qua CYP2C19. P4 c6 dir lidu vé& sy tuong tac cua clopidogrel va
omeprazol. Cén than trong, han ché viéc sir dung df‘)ng thdi omeprazol
va clopidogrel.

-Viéc giam magie huyét nang da dugc bdo cdo & mot s6 bénh nhan
diéu trj bing thudc e ché bom proton (PPI) nhu Omeprazol tbi thiéu
3 thang, hdu hét truong hop 14 12 thang. Céc biéu hién nghiém trong
clia viéc giam magie huyét nhu: mét moi, cing co, mé sang, chéng
mat va loan nhjp that, Nhimg triéu chimg nay xuét hién nhung c6 thé
bit ddu 4m thdm va khong dugc cha y. O hiu hét bénh nhan, viéc
giam Magie huyét s& cai thién sau khi bd sung magie va ngimg sir
dung céc chat uc ché bom proton (PPI).

-bbi voi nhitng bénh nhan dy dinh str dung thudc 1au dai hodc nhng
bénh nhén sir dung PPI két hop véi dlgoxm hay nhimg thubc c6 thé
lam giam magie huyet nhén vién y té cin khuyen c4o kiém tra ndng
d6 magie trudc khi didu tri bing PPI va kiém tra dinh ky trong qua
trinh diéu tri.

Vv

- PPI néu dung lidu cao va diéu trj trong thoi glan dai (>1 nam), co thé
lam ting nhe nguy co gay xuong hong, Xuong c0 tay, xuong ot séng,
phan 16n xuit hién & nhimg ngudi 16n tudi hoic nhimg déi tugng nhan
thdy co yéu td nguy co. Céc nghién ciru chi ra ring PPI c6 thé tang
nguy co gy xuong lén dén 10-40%. Mot sb nguy co co thé la do cac
nguyén nhén khéc.
- & nhing bénh nhén ¢6 nguy co lodng xuong nén cn phai cham séc
theo huéng din 14m sang va nén sir dung vitamin D va calci.
-Lupus ban dé hé théng (SCLE)
Céc PPI rat hiém gdy ra cac truong hop lupus ban do hé théng. Néu
xuét hién tdn thuong, dc biét & nhiing vung da ho, va néu di ciing voi
chimg dau khép bénh nhan cin phai chdm séc y té, nhén vién y té nén
khuyén cdo ngung sir dung omeprazol. Khi lupus ban do hé théng da
diéu trj véi PPI trudc d6 thi nguy co s& cao hon khi sir dung PPI khac.
-Anh huong dén cac xét nghiém
Lugng Chromogranin A ting I&n c6 thé gy tro ngai cho viéc danh
gia khdi u & than kinh ndi tiét. D& han ché tro ngai ndy, nén ngimg
diéu trj bing omeprazol tdi thidu 5 ngay truéc khi xéc dinh ham luong
CgA.
Khong khuyén céo dung thube dai ngay ¢é diéu trj bénh man tinh cho
tré em.
Diéu trj voi cac PPI c6 thé din dén tang nhe nguy co nhiém khudn
duong tiéu héa nhu Salmonella va Campylobacter.
Trong trudng hop didu tri 1u dai, dic biét 1a qué trinh diéu trj kéo dai
hon 1 ndm, bénh nhin cin phai dugc cé ché do giam sat phu hop.
Téc dung khéng mong mudn:
- Téc dung khong mong mudn rit thuong gip nhét (1-10% bénh
nhan): Nhuc déu, dau bung, tdo bon, tiéu chay, chuéng bung, budn
ndn, ndn.
Phan loai theo tén suét xut hién cua tac dung khong mong mubn: Rat
thuong gap (21/10%), thuong gdp (=1/100 dén <1/10), it gip (=
1/1.000 dén < 1/100), hiém gap (> 1/10000 dén < 1/1000), rét hiém
gap (< 1/10000), chua r& (khong thit 1ap tin suét dugc trén cac dir
liéu c6 sén).
R6i loan mdu va hé bach huyét

Hiém gap: Giam bach cdu, giam tiéu ciu

Rét hiém gap: Mét bach céu hat, giam toan thé huyét cau.
R6i loan hé mién dich

Hiém gip: Phan (ng di tmg nhu sbt, phu mach va sdc/phan (g

phan vé.
RGi loan chuyén héa va dinh dutng

Hiém gip: Giam natri huyét

Chua r6: Giam magie, giam magie ning c6 thé din dén giam calci.

Giam magie ciing c6 thé lién quan dén viéc giam kali.
Réi loan tam thdn

it gap: Mat ngu

Hiém gp: Kich dong, 1u 14n, trim cam

Rét hiém gap: Hung hing, 4o giac.
R6i loan thdn kinh

Thuong gip: Pau diu

it gap: Chéng mat, cam giac khac thudng, ngi ga, mo mang.

Hiém gap: Réi loan vj giac
RGi loan mdit

Hiém gap: Nhin m&s
RGi logn tai va tai trong

it gap: Chong mit.
R6i loan hé ho hd'p, nguc va trung that.

Hiém gip: Co thit phé quan.
RGi loan hé tiéu héa

Thuong gip: Dau bung, tho bon, tiéu chay, diy hoi, budn non, non.

Hiém gap: Kho mi¢ng viém miéng, nim duong tiéu hoa.

Chua r3: Viém ket trang vi mo.
RGi loan gan va éng gan

it gap: Tang enzym gan

Hiém gip: Viém gan c6 hoic khong c6 vang da

Rét hiém gip: Suy gan, bénh n3o & nhimg bénh nhan truéc day da
bi bénh gan.
RGi loan da va mé dwéi da

it gip: Viém da, ngira, ban, may day.

Hiém gip: Rung toc, nhay cam v6i anh sang

R4t hiém gap: Ban da dang, héi ching Steven- Johnson, hoai tir
biéu mé nhiém doc.

Chua r8: Lupus ban do hé théng.
RGi loan co xuwong va mo lién két

it gap: gdy xuong hdng, cd tay, Xxuong séng

Hiém gip: Dau khop, dau co

Rét hiém gap: Yéu co.
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RGi loan than va hé tiét niéu

Hiém gip: Viém k& than
RGi loan hé sinh sdn va nguc

Rét hiém gap: Hoi chimg nam ngyc to nhu nir.
Cadc réi loan chung khi str dung

It gap: Kho &, phi né ngoai vi

Hiém gap: Tang tiét md hoi.

Téc dung khong mong mudn trén tré em: Tuong ty ngudi trudng
thanh

Thong bdo cho Bdc si nhiing tdc dung khong mong muédn
gdp phii khi sir dung thudc

Sir dung cho phu nir c¢6 thai va cho con bu:

Khong nén ding thuc & ngudi cho con bu va ngudi mang thai, nhét
1a trong 3 thang d4u cua thai ky.

Str dung thudc khi 14i xe va vin hanh may méc:

Thudc c6 thé gay nhic diu, budn ngu, chéng mit, cén than trong
khi str dung cho ngudi 14i xe hodc van hanh may méc.

Tuwong tac thubc:

Anh huéng ciia Omeprazol lén dwgc dpng hoc cia cdc hoat chdt
khdc
* Hoat chdt c6 su hdp thu phu thudc vao pH
Viéc giam lugng acid trong da day trong subt qua trinh diéu trj bing
Omeprazol ¢6 thé 1am ting hosc giam sy hdp thu ciia mot s hoat
chét ma sy hép thu phy thudc vao pH.

Nelfinavir, atazanavir

Nodng do trong huyét tuong cua nelfinavir va atazanavir giam néu sir
dung dong thoi véi omeprazol.

Chéng chi dinh sir dung chung omeprzol va nelfinavir. Sir dung déng
thoi omeprazol (40mg/114n/ngay), 1am gidm ndng d¢ trung binh cua
nelfinavir khoang 40 %, va lam giam ndng d¢ chét chuyén hoa c6
hoat tinh M8 khoang 75-90%. Tuong tic ciing c¢6 thé lién quan dén
sw trc ché CYP2C19.

Khong khuyén céo sir dung déng thai omeprazol va atanavir. Sir
dung dbng thoi omeprazol (40mg/ldn/ngay) va  atanavir
300mg/ritonavir 100mg trén ngudi tinh nguyén lam giam 75% ndng
do cua atazanavir. Tang lidu atazanavir 1én 400mg khong bu lai
lugng da mit do anh huong cia omeprazol ddi voi atazanavir. Sir
dung dbng thoi omeprazol (20mg/lin/ngdy) véi atazanavir
400mg/ritonavir 200mg trén ngudi tinh nguyén lam giam ndng d¢
clia atazanavir 1én dén 30% so voi viéc st dung atazanavir
300mg/ritonavir 100mg/lan/ngay.

Digoxin

Sir dung dong thdi omeprazol (20mg/lan/ngay) va digoxin & gudi
tinh nguyén lam ting sinh kha dung cua digoxin 1én 10%. Bgc tinh
cua digoxin it dugc bao cdo, tuy nhién cin phai than trong khi sir
dung omeprazol liéu cao & bénh nhan 1on tudi. Nén ting cudng theo
doi tri liéu cua digoxin.

Clopidogrel
Két qua nghién ctu trén ca thé manh khoe cho thdy tuong tac dugc
dong hoc/duge lyc hoc giita clopidogrel (lidu 300mg/ lidu duy tri
75mg/lAn/ngay) va omeprazol (80mg/ngdy) lam gidm sy ndng do cua
chit chuyén hoa co hoat tinh ctia clopidogrel khoang 46% va giam sy
trc ché két tap tiéu cdu trung binh 16%.

Dir liéu 1am sang cua sy tuong tac duge dong hoc/dugc Iuc hoc cua
omeprazol dya trén két qua tim mach lén duge bao céo trong nghién
clru 1am sang va dya trén quan sat. Khong khuyén khich viéc sir dung
dbng thoi omeprazol va clopidogrel.

Céc duwoc chdt khdc
Su hép thu cua posaconazol, erlotinib, ketoconazol va itraconazol
giam dang ké, vi vy hiéu qua 1am sang c6 thé suy yéu. Nén tranh sir
dung déng thoi v6i posaconazol va erlotinib.

* Hoat chdt bi chuyén héa boi CYP2C19
Omeprazol 1a chét trc ché CYP2C19 (enzym chuyén héa chinh ciia
omeprazol) & muc dj vira phai. Vi vy, nhitng chét chuyén hoa bai
enzym CYP2C19 c6 thé bj suy giam va ndng do cua nhimg dugc chat
nay c6 thé ting 1én. Vi du R-warfarin, va cac chit khang vitamin K,
cilostazol, diazepam va phenytoin.

Cilostazol
Omeprazol ding véi lidu 40mg lam tang Cmax vad AUC cua
cilostazol 1én tuong img 18% va 26%, va chét chuyén héa cia né
tuong tmg 29% va 69%.

Phenytom
Khuyén c4o theo ddi ndng do phenytom trong huyét tuong trong subt
hai tuéin diéu tri ddu tién sau khi didu trj bing omeprazol néu hiéu
chinh liéu phenytoin thi viéc theo d&i va higu chinh lidu thuc hién
dua trén két thuc diéu trj omeprazol.

* Cdc co ché khong ré rang
Saquinavir
Sir dung ddng thoi omeprazol véi saquinavir/ritonavir lam ting ndng
do6 trong huyét tuong ctia saquinavir 1én téi 70% v6i nhimg bénh
nhan nhiém HIV c6 kha nang dung nap tét.
Tacrolimus
Sir dung dong thoi omeprazol lam ting nbng do huyét thanh cia
tacrolimus. Can ting cudng theo ddi ndng do cua tacrolimus ciing
nhu theo ddi chirc ndng than (muc d¢ thanh thai creatinin), néu can
thiét diéu chinh liéu cta tacrolimus.
Methotrexate
Khi st dung cung v&i cic chdt tc ché bom proton, nong do
methotrexat dugc bao c4o ting 1én & mot s6 bénh nhan. Khi sir dung
liéu cao methotrexat cin xem xét ngimg sir dung omeprazol.
*4Anh huéng cde hoat chdt khdc 1én dwoe déng hoc ciia omeprazol
Chdt irc ché CYP2CI9 va/hodc CYP3A44
Vi omeprazol dugc chuyén héa bai CYP2C19 va CYP3A4, céc hoat
chdt uc ché CYP2C19 va CYP3A4 (nhu clarithromycin va
voriconazol) ¢6 thé lam ting nong do trong huyét thanh cia
omeprazol bing cach lam giam chuyén hoa omeprazol. Str dung dong
thoi véi voriconazol c6 thé 1am ting ndng do ciia omeprazol 16n hon
2 1an. Vi liéu cao omeprazol va dugc dung nap tét, viéc hiéu chinh
liéu omeprazol thong thudng khong cén thiét.
Tuy nhién, nén xem xét hi¢u chinh liéu & nhimg bénh nhan suy yéu
chirc ning gan ndng, va néu phai diéu tri trong thoi gian dai.
Chdt cam tmg enzym CYP2C19 va/hodc CYP3A4
Nhimg hoat chét cam tmg CYP2C19 hodc CYP3A4 hodc ca hai (vi
dy rifampicin) c¢6 thé lam giam ndng do trong huyét thanh cua
omeprazol vi lam ting sy chuyén hoa ctia omeprazol.
Qué lidu va cach xir tri:
- Qua lidu: Khi liéu udng mot 1dn t6i 160 mg.
- Xir tri: Néu ubng qua lidu, chi diéu tri triéu chimg, khong c6 thube
diéu trj dac hiéu.
Han dung: 36 thang ké tir ngay sn xuét.
Béo quan: Noi kho, nhiét 4 khong qua 30°C, tranh 4nh sang.

Dé xa tdm tay ciia tré em

Doc kj hudng dén sir dung trude khi ditng.
Néu cdn thém thong tin, xin héi y kién Bdc si.
Thudc nay chi ding theo don ciia Bdc sT
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498 Nguyén Thai Hoc — Phudng Quang Trung — Thanh phé Quy
Nhon — Binh Dinh — Viét Nam
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