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STORAGE: Store below 30°C, protect from light

OTHER INFORMATIONS: Please refer to the enclosed insert
<> Marufacturad b
A YOUNG POONG PHARMA. CO., LTD.
= 333, Hambangmoe-ro. Namdang-gu, Inchean City, KOREA

KEEP OUT OF REACH OF CHILDREN Lot No £ 58 (o Sk

CAREFULLY READ THE INSERT BEFORE USE e

2 XINOLS

Omeprazole

Rx 2 vix 8 vién nang

THUOC BAN THED BON

Vién nang chua vi nang bao tan trong ruot

STOMEX Cap.

(Omeprazole 20mg)

ronq ruot
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Rx: Thubc bén theo don

Microencapsular Enteric Coated Capsule

STOMEX Cap.

(Omeprazol 20 mg)
MO TA

Vién nang cttng chira vi hat omeprazol bao tan trong ruét.
THANH PHAN:

Mai vién nang cieng chira:

OMEPTazZol ...ccoiveiieiie e re e e e e oo 20mag

T4 duge: Anhydrous lactose, Hypromellose, Hydroxypropyl cellulose, Natri lauryl sulfat, Dinatri
hydrogen phosphat dodecahydrat, Hypromellose Phthalat, Diethyl phthalat, Sugar spheres, vé
nang ct*ng mau nau nhat/vang nhat.

DAC TINH DUQC LY:

Bac tinh dwoc e hoc:

Omeprazol 1a mét din chat benzimidazol, thudc nhom chét chéng tiét axid (()c ché bom Proton),
lam gidm nhe sy tiét acid da day bang cach rc ché dic hiéu cac enzym H+/K+ATPase, mjt hé
enzym lién quan t&i bom acid (Proton) trén b& mat cac té bao thanh, lam gidm va han ché sy tiét
acid, bao gbém s tiét acid sinh Iy va sy tiét acid do kich thich. Lieéu dung mét l&n hang ngay nhanh
chéng cé tac dung chéng tiét, tac dung nay tuy thudc vao liéu va cé tinh thuan nghich.

Tac dung tre ché tiét acid

Sau khi ubng, omeprazol cé tac dung chéng tiét acid trong vong mét gi®, tac dung tbi da dat dwoc
trong vong 2 gi®. Sau 24 tac dung trc ché tiét acid bang khodng 50% mire tdi da va thdi gian U ché
tiét kéo dai dén 72 gid. Tac dung chéng tiét kéo dai hon mong doi trong khi ntra ddi huyét twong rat
ngan (dwdi 1 gid), rd rang 1a do gén két 1au dai véi enzym H+/K+ ATPase té bao thanh da day. Khi
ngirng thude, hoat ddng tiét acid tré lai binh thwéng sau 3 - 5 ngay. Tac dung (e ché tiét acid cla
omeprazol ting dan vé&i lidu I&p lai hang ngay, dat mirc 6n dinh sau 4 ngay.

Tac dung trén H. pylori

H. pylori ¢é lién quan v&i bénh loét dudng tiéu hda, bao gém bénh loét da day va ta trang. H. pylori
12 mét yéu té chli yéu trong sy phat trién viém da day. H. pylori va acid da day 13 nhirng yéu t6 chil
yéu trong bénh loét dwdrng tiéu hoa. H. pylori 1a mot y&u t6 chl yéu trong sy phat trién cla viém teo
da day c6 lién quan v&i tAng nguy co tién trién ung thw da day

Viéc diét H. Pylori bang omeprazol va khang sinh lam ting ty 1& phuc hdi va thuyén gidm lau dai clia
loét dwérng tiéu héa.

Phac d déi qua thir nghiém dwec thay 1a it hiéu qua hon so voi phac dd ba tr lidu. Tuy nhién, c6

thé xem xét trong trweng hep qua man khang thé st dyng phac db ba.

¥



https://trungtamthuoc.com/

Péc tinh dwegc dong hoc:

Hip thu

STOMEX gém céc hat omeprazol bao tan trong rudt (vi omeprazol bi hlly & mai trwedng acid), do
vay omeprazol chi b4t diu dwec hap thu sau khi cac hat dwoc gidi phong & da day. Omeprazol hap
thu nhanh, dat néng 88 dinh trong huyét twong khoang 1-2 giér sau khi udng. Sw hap thu omeprazol
xay ra & rudt non va thweng hoan toan trong 3-6 gi¢r. Dung déng thdi véi thiee 4n khdng anh hudng
dén sinh kha dung cia thuéc. Sinh kha dung toan than sau khi udng lidu duy nhat omeprazol 14
khoang 40%. Sau khi 13p lai lidu diing hang ngay, sinh kha dung tang dén khoang 60%.

Phan bo

Thé tich phan bé trén ngudi tinh nguyén khde manh 1a x4p xi 0,3 lit/kg trong lwgng co thé. Gan két
véi Protein huyét twong khodng 95%.

Chuyén héa

Omeprazol dwoc chuyén hda hoan toan bdi hé enzym cytochrome P450 (CYP). Phan Ién chat
chuyén hda clia né phy thudc vao cac dang CYP2C19, chiu trach nhiém cho s hinh thanh clia
hydroxyomeprazol, chat chuyén héa chinh trong huyét tirong. Phdn con lai phy thudc vao cac dang
cu thé khac, CYP3A4, chiu trach nhiém cho sw hinh thanh cta omeprazol sulphon. Do &i lyc cao
clia omeprazol véi CYP2C19, c6 kha ndng trc ché canh tranh va twong tac thubc-chat chuyén hoa
clia thuéc véi cac chat khac qua CYP2C19. Tuy nhién, do ai lwc thap véi CYP3A4, omeprazol
khéng ¢ khd ndng (rc ché s chuyén héa clia cac chat khac qua CYP3A4. Ngoai ra, omeprazol

khéng ¢6 tac dung trc ché cac enzym CYP chinh.

Thai trer

Sau khi ubng lidu duy nhét cla omeprazol, rét it dang chwa chuyén héa dwoc bai tiét & nwoc tidu.
Phan Ién lidu (khodng 77%) dugc bai tiét trong nwdce tiéu dwéi dang it nhét clia 6 chat chuyén hoa.
Hai chét dwec nhan biét 1a hydroxyomeprazol va acid carboxylic twong (rng. Phan con lai cda lidu
dwoc théi trlr qua phan. Biéu nay cho thay Omeprazol chil yéu duwoc bai tiét qua mat.

Thong tin & mot sé déi twong dic biét

Suy chire ndng gan

Chuyén hda clla omeprazol & bénh nhan bj suy chirc nang gan, 1am ting dién tich dwdi dudng
cong AUC. Omeprazol khdng ¢6 xu hwéng tich 1y véi lidu ding méi ngay mét 1an.

Suy chire ndang than

Dwoc dong hoc clia omeprazol, bao gdm sinh kha dung toan than va ty 1& dao thai, & bénh nhan cé
suy chirc nang than la khéng ddi.

Ngwoi gia

Ty 1& chuyén héa clia omeprazol ¢d phan giam & ngwoi gia (75-79 tudi).
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CHI B|NH:

- Viém da day nang, loét dwdng tiéu hoa ké ca loét da day va ta trang, trao nguwec da day thiee quan,

héi chirng Zollinger- Ellison (ZES).

- Phéi hop vai khang sinh thich hop dé diégt H. pylori & bénh nhan loét dudng tiéu hoa.

- Piéu trj va dw phong loét da day do NSAID.

LIEU DUNG VA CACH SUf DUNG:

- Loét ta trang, loét da day va trao ngwec da day thyc quan: 20mg mét l&n hang ngay vao bira an

sang, dung trong 2 tun, néu can c6 thé dung thém 2 tuan nira.

- Cac trwong hop loét kho chiva: 40mg, mét 1an hang ngay trong 4-8 tuan

- Hoi chirng Zollinger-Ellison : bt diu 60mg, mét 1an hang ngay va sau dé diéu chinh liéu theo dap

wng. Lidu trén 80mg hang ngay nén chia lam 2 lan.

- Didu tri H. pylori trong bénh loét da day ta trang

Pé diét trir H. pylori viéc Iwa chon khang sinh nén can nhéc trén kha ning dung nap thuéc cla tirng

bénh nhan, va nén dwgc thire hién phi hep theo hwdng dan diéu tri va mé hinh khang thubc qubc

gia, vung va dja phwong.

® Omeprazol 20 mg + Clarithromycin 500 mg + Amoxicillin 1000 mg, ngay hai lan trong mét tudn,
hodc

® Omeprazol 20 mg + Clarithromycin 250 mg (hodc 500 mg) + metronidazole 400 mg (hay 500
mg hoac tinidazole 500 mg), ngay hai l1an trong mét tudn hodc

® Omeprazol 40 mg méi ngay mot lan véi amoxicillin 500 mg va metronidazole 400 mg (hay 500
mg hodc tinidazole 500 mg), ba IAn mét ngay trong mét tuan.

Theo méi phac dd, néu bénh nhan van dwong tinh véi H. Pylori, c6 thé didu tri 1ap lai.

- Loét da day do NSAID

Pé diéu tri loat da day do NSAID, lidu khuyén cao |4 omeprazol 20 mg ngay mdt 1an. & hau hét cac

b&nh nhan, sy phuc héi dién ra trong vong 4 tuan. V&i nhirng bénh nhan ma khong thé phuc hdi

hoan toan sau th&i gian tri liéu ban dau, sy phuc hdi thwéng biéu hign trong 4 tuan tr liéu tiép theo.

Duw phong loét da day do NSAID & bénh nhan ¢é nguy co

Dé dy phdng loét da day do NSAID & bénh nhan c6 nguy co (trén 60 tudi, bénh nhan c6 tién st loét

da day, tién st chdy mau duwidng tiéu héa trén), lidu khuyén co 14 20 mg omeprazol ngay mot [An.

Nhém bénh nhan dic biét

Suy thén

Khéng can hiéu chinh lidu & bénh nhan suy chibe nang than (xem muyc dic tinh dwgc dong hoc).

Suy gan

& bénh nhan suy gan, cé thé dung lidu hang ngay 10-20 mg (xem muyc déc tinh dwgec dong hoc)

Nguwoi gia (trén 65 tudi )

Khang cén hiéu chinh liéu & ngudi gia (xem muc d3c tinh dwoc d6ng hoc).
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Cach dung: udng vao budi sang, udng nguyén vién v&i mot coc nwde. Trong tredng hop bénh
nhan gap khé khan vé nuét cé thé hoa vién thudc véi dich c6 tinh axid nhe (nwdc nho hodc nwéc
tao), khdng hoa cling nwére carbonic hoa, udng trong vong 30 phit sau khi mé vién.

CHONG CHi BINH:

- Qua man v&i omeprazol, dan xuat benzimidazol hodc bat ct thanh phan nao cla thubc

- Khéng ph6i hep v&i nelfinavir, atazanavir.

CANH BAO VA THAN TRONG:

- Bidu trj v&i cac thudc tre ché bom proton cé thé dan dén ting nhe nguy co nhiém khuén tiéu héa,
dac biét do Salmonella va Campylobacter.

- Diéu tri v&i cac thudc trc ché bom proton co thé dan dén ting nguy co tiéu chay do C.difficile.

- Gay xwong: Didu trj dai ngay va da lidu thudc trc ché bom proton ¢d thé din dén tang nguy co gay
xwong hdng, xwong cd tay va xwong séng do loang xwong.

- Gidm magnesi mau da dwoc bao cdo tuy hiém khi didu trj 1au dai véi cac thude trc ché bom
proton.

- Viém than ké cap tinh cling duoc thiy & bénh nhan dung cac thudc (e ché bom proton.

- Thiéu hyt Cyanocobalamin (Vitamin B12): Dung dai ngay (vi du: trén 3 ndm) co thé dan dén kém
hép thu hodc thiéu hyt cyanocobalamin.

ANH HUONG LEN KHA NANG LAl XE VA VAN HANH MAY MOC:

Thudc khéng gay anh huwéng dén kha ning lai may méc tau xe. Tuy nhién, phan (rng phu nhw
chéng mat, rdi loan t&m nhin co thé xay ra. Néu xay ra cac phan ng phy nay, tranh [ai may méc tau
xe.

SUF DUNG CHO PHU N ¢O THAI VA CHO CON BU:

Phu nir c6 thai

Nghién ctru dich t€ hoc cho thay omeprazol khdng dnh hwéng gi dén thai hoac tré so sinh. Co thé
str dung & phy ni¥ ¢é thai.

Phu nir cho con bu

Thubc c6 di qua sta nhung khdng anh hudng gi dén tré nhé, lidu diéu trj ¢é thé dwoc siv dung.
TAC DUNG KHONG MONG MUON:

Cac tac dung phu thuéng gép (1-10% bénh nhan) 1a nhirc dau, dau byung, tdo bén, tiéu chay, day
hoi, bubn nén, ndn.

Céc phan (ng phu sau dd dugc xdc dinh hodc nghi ng& trong cac chuwong trinh thir nghiém 1am
sang v&i omeprazol va sau Iwu hanh. Khéng cé lién quan dén lidu ding. Cac phan tng phu dwoc
liét ké dwéi day dwoc phan loai theo tAn suat va hé co quan. Phan loai theo tan suit dwoc xac dinh
theo quy wéc: Rét thwong gip (2 1/10), Thudng gap (2 17100 d&n < 1/10), Khéng thudng gip

(z 1/1,000 dén < 1/100), Hiém gép (= 1/10,000 dén < 1/1,000), R4t hiém gip (< 1/10,000), chwa biét

tan suét (khong danh gia duoc tir d lidu sin co).
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Hé co quan (SOC)/Tan suét

Phan ng phu

Réi loan mau va hé bach huyét

Hiém gép: Giam bach cAu, gidm tiéu ciu

R4t hiém gap: Mét bach cdu hat, giam té bao mau

Réi loan hé mién dich

Hiém gap: Phan ¢ng qua mén, vi dy sét, phu

mach va phan tng/sbc phan vé

Réi loan chuyén héa va dinh dwéng

Hiém gép: Ha natri mau

Rat hiém gap: Ha magnesi mau

Rébi logn tam than

Khéng thuéng gap: Mat ngd

Hiém gap: Kich dong, 10 1an, trdm cam

R4t hiém gap:

Hung hiang, do giac

Réi loan hé than kinh

Thwéng gap:

Pau dau

Khéng thudng gap:

Chéng mét, dj cdm, budn ngd

Hiém gap: Réi loan vj giac
R&i loan & mit

Hiém gap: Nhin m&

Réi loan & tai va tai trong

Khéng thwéng gap: Chéng mat

Cac rbi loan hé hip, 16ng ngwe va trung thit

Hiém gap:

Co thét phé quan

Réi loan hé tiéu héa

Thwéng gap: Dau byng, téo bén, tiéu chay, day hoi,
budn nén, nén
Hiém gap: Khd miéng, viem miéng, ndm candida

dudng tiéu hda

Réi loan gan mat

Khéng thwéng gap:

Tang enzym gan

Hiém gap:

Viém gan ¢ hodc khong cé vang da

Rat hiém gap:

Suy gan, bénh ndo & bénh nhan cé

bénh gan tir trwdc

Réi loan & da va mé dwéida

A
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Khéng thwéng gap: Viém da, nglra, phat ban, néi mé day
Hiém gap: Rung téc, nhay cdm anh sang
RAt hiém gap: Ban dd da hinh, hdi chirng

Stevens-Johnson, hoai tt biéu bi nhiém
doc (TEN)

Réi loan co xwong khép va mé lién két

Hiém gap: Dau khép, dau co
Rat hiém gép: Yéu co

Ré&i loan than va tiét niéu

Hiém gap Viém than ké

Hé théng sinh san va cac réi loan & v

R4t hiém gap: VG to & nam gidi

Réi loan toan than va tai chd

Khéng thuwéng gap: Mét mai, phl ngoai bién
Hiém gap: Tang tiét md hoi

Théng béo cho bac sy nhirng tic dung khéng mong mudn giap phai khi st dung thuéc.
TUONG TAC THUOC:

Nhirng thudc ma sinh kha dung phy thuéc vao pH da day

Do tac dung trc ché tiét acid dich vi, trén Ii thuyét omepra-zole c6 thé 1am anh hwdng dén sy hap
thu clia mét sé thuéc ma sinh kha dung cla ching chi yéu phy thudc vao pH da day (nhu:
Ketoconazole, ampicillin, va mudi sat

Nhing thuéc chuyén héa béi cytocrom P450 (CYP)

Omeprazol cé thé kéo dai thei gian bai tiét clia diazepam, warfarin va phenytoin, nhi¥rng thuéc dwoc
chuyén hoa bdi sy oxy héa & gan.

Mac du théng thuwong twong tac véi theophylline hodic propranolol chwa dwoc biét dén, nhwng da
c6 nhirng nghién ctru ldm sang vé twong tac véi nhirng thudc chuyén héa béi hé théng cytochrome
P450 (nhu: cyclosporine, disulram, benzodiazepines). Bénh nhan nén dwgc kiém soat dé néu can
thiét phai diéu chinh lidu dung clia nhirng thudc nay khi ubng két hep cling véi STOMEX.

Chi dinh két hgp Omeprazol va Viriconazole (thuéc két hop (e ché ca CYP2C19 va CYP3A4) cho
két qua gap ddi khi str dung riéng omeprazol.

Nelfinavir, atazanavir

Nong d6 huyét twong cla nelfinavir va atazanavir giam khi diing cing véi omeprazol. Chéng chi
dinh dung ddng théi omeprazol véi nelfinavir, atazanavir

Thuéc diét virus

Jﬂ’lﬁy
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Omeprazol da tirng dwgc bao céo trrong tac véi mot sb thudc khang virus. Tam quan trong trén lam
sang va co ché ding sau nhirng twong tac nay 1a chwa dwoc biét dén.

Thuéc khang sinh

Omeprazol 40mg d3 tirng dwoc dung két hop véi Clarithromycin 500 mg 8giey mét 1an d6i véi dan
6ng khde manh. Ndng @8 trong huyét tirong clia Omeprazol & trang thai én dinh ting khi két hop
v&i Clarithromycin.

Tacrolimus

Khi két hgp Omeprazol va Tacrolimus ¢é thé 1am tang ndng d6 trong huyét thanh cta Tacrolimus.
QUA LIEU:

Cé it théng tin vé anh hwéng clia qua lidu omeprazol trén ngudi. Trong cac tai liéu, lidu 1&n téi 560
mg da dwec mo ta, va cling da nhan dwoc cac bao cao thwdng xuyén khi ding lidu don téi 2.400
mg omeprazol (bdng 120 I&n liéu khuyén cao lam sang). Ba cé bdo cao vé& budn nén, ndn, chéng
mat, dau bung, tiéu chdy va dau dau. Lanh dam, trdm cdm va 1an 16n cling dwgc mé ta trong mot
vai tridng hop don [é.

Cac triéu chirng dwgc mo ta la thoang qua, va khéng gay hau qua nghiém trong. Ty & thai trlr |a
khéng déi (6ng hoc bac 1) khi téng lidu. Diéu trj triéu chirng néu can thiét.

BAO QUAN: Bdo quén noi khé mat, tranh 4nh sang
DONG GOI: Hop 2 vi x 8 vién nang.

HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LU'QNG: Tiéu chuln nha san xuét. a
Poc kj huéng dan st dung trwée khi ding :
Néu can thém théng tin xin hdi y kién bac s§ \4
San xuét béi:

YOUNG - POONG PHARMACEUTICAL CO., LTD

333, Hambangmoe-Ro, Namdong-gu, Incheon City, Han Quéc. TUQ. CUC TRUON Y
s L LA Ly
PTRUL )( PHONG o
,J_.:-..._.-[(f.}.'_, ;{ ,'fll.{{'f.}/ ,;'.:I i./-{"y )O

Tel: 08 8265 1638 - 04 3783 3848
Glin phél @ MERAP crour WWW.merapgroup.com.va )
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