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THUAC DUNG CHO BENH VIEN
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%v cONG TY c8 PHAN XUKT NHAP KHAU Y TE DOMESCO
66 Qudc 16 30, P. My Phd, TP. Cao Lanh, Béng Thip

DOMESCO (Dat ching nhin SO 9001: 2008 & ISO/EC 17025: 2005)

LIEU LUGNG VA CACH DUNG: Diing uding

- Biéu ti chiing viém thyc quan do trao ngugc da dy — thuic quén: Lifu thubing ding 1 20 - 40
mg/ngay 1 in, trong thisi gian tir 4 - 8 tudn, sau d6 o thil duy trivéi lidu 20 mo/ngay

- Bifu tri loét 20 mg/ngay 1 1n (tnibing hop ndng 40 mg) trong 4 tudn néu 13 loét t4 trang,
trong & tudn néu 13 loét da ddy. Khtng nén diing kéo dai han this gian trén.

- Diu tri hoi ching Zollinger — Ellison: 60 mg/ngay 1 1n (20 — 120 mg mbi ngay), néu
ding lidu cao hon 80 mg thi chia lam 2 14n mdi ngdy. Lifu luong cdn dugic tinh theo tiing
truing hep cu thé va tri lidu ¢b thé kéo dai tily theo yéu cdu lim sang. Khong dugc ngiing
thudc dit ngat.

CHONG CHI BINH, TUONG TAC THUGC, TAC DUNG KHONG MONG MUGN VA NHONG
BIEU CAN LUU ¥: Xin doc trong i huting ddn sif dung.

BAO QUAN: Noi khé, dubi 30°C, trdnh dnh sdng trc tigp.
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THANH PHAN: MBI vién nang chua: CHIPINH, CACH DUNG & LIEU DUNG, CHONG CHI
- Omeprazol pellets 8,5% tudng dudng BINH, TUONG TAC THUGC, TAC DUNG KHONG
Omeprazol ... 0 mg MONG MUGN VA NHUNG BIEU CAN LUU ¥: Xin doc e
-Taduge......... sz <eeernr, VUG AU trong td hudng dan sdi dung. X
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COMPOSITION: Each capsule contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Omeprazole pellets 8,5% equivalentto CONTRAINDICATIONS, INTERACTIONS, SIDE
‘2’:9,9_’31;'9 EFFECTS AND OTHER PRECAUTIONS: Read the
- Excipien .
STORAGE: Store in dry place, below 30°C, protect  Pockageinsert
from directlight. KEEP OUT OF REACH OF CHILDREN
REG. NUMBER: ............ MANUFACTURER'S SPECIFICATIONS READ CAREFULLY THE PACKAGE INSERT BEFORE USE
L - —
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b) Nhidn hgp 10 vi x 10 vién nang:

Hm PRESCRIPTION ONLY

20 mg

GMP-WHO
10 blisters x 10 capsules

OMEPRAZOL

DOMESCO

OMEPRAZOL

Tu vin khdch hing
067.3851950

COMPOSITION: Each capsule contains:

- Omeprazole pellets 8,5% equivalent to Omeprazole ...
INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert.

STORAGE: Store in dry place, below 30°C, protect from direct light.

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

66 National road 30, My Phu ward, Cao Lanh city, Dong Thap province
v (Achieved ISO 9001: 2008 & ISOVIEC 17025: 2005 certifications)

DOMESCO REGISTRATION NUMBER; .....
MANUFACTURER'S SPECIFICATIONS
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE
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20 mg
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10 vi x 10 vién nang

OMEPRAZOL

DOMESCO

THANH PHAN: M&ivién nang chia:

- Omeprazol pellets 8,5% tudng dudng Omeprazol
B A s
CHI BINH, CACH DUNG & LIEU DUNG, CHENG CHI BINH, TUONG
TAC THUOGC, TAC DYNG KHONG MONG MUGN & NHUNG BIEU
CAN LU ¥: Xin doc trong t¢ hudng din si dung.

BAO QUAN: Noi khe, dudi30°C, trdnh dnh séng tryc tiép.

CONG TY €O PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc g 30, P. My Phii, TP. Cao Lanh, Béng Thap
(Patchifng nhan ISO9001: 2008 & ISO/IEC 17025: 2005)
i SBK: . .
TIEU CHUAN AP DUNG: TCCS
DE XA TAM TAY TRE EM
B0OC KY HUONG DAN SU DUNG TRUGC KHI DUNG
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THANH PHAN: MBi vién nang chila:

- Dmeprazol pellets 8,5% tuong duong
Omeprazol ..........c.cccoovuuinn. 20 mg
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CHI BINH, CACH DUNG & LIEU DUNG,

CHONG CHi BINH, TUONG TAC THUGC,

TAC DUNG KHONG MONG MUON &

NHONG BIEU GAN LUU Y: Xin doc trong

18 hutng din sif dyng.

BAD QUAN: Noi kho, dubii 30°C, tranh

anh sang tnyc tidp.

TIEU CHUAN AP DUNG: TCCS
SBK: o

BE XA TAM TAY TRE EM
B0C KT HUtiNg DAN SU DYNG TRUAC KHI DUNG
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DOMESCO MEDICAL IWPORT EXPORT AOINT-STOCK CORP.
6 National mad 30, My Phy Ward. Ca L Cay, Dung Thap Provings
(Achigmd 150 00T J008 & ISOVIEC 1 7025: 2005 cartficalions)

COMPOSITION: Each capsule contains;
- Omeprazole pellets 8,5% equivalent to

Omeprazole ................cc.......... 20 mg
- Excipients .........c.ccocimriiiinnns s.qf
INDICATIONS, DOSAGE AND
ADMINISTRATION, CONTRAINDICATIONS,

STORAGE: Store in dry place, below
30°C, protect from direct light.

REGISTRATION NUMBER: ...
MANUFACTURER'S SPECIFICATIONS

NEEP OUT DF REACH OF CHILOREN
READ CAREFULLY THE PACKAGE INSERT BEFDRE USE

WoAY 5X - 50 105X - WD
Mig. Date - Lot Mo - Exp. Date

Tu vin khdch hing

067.3851950
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TO HUONG DAN SU DUNG THUOC
Rx

Thuéc ban theo don

OMEPRAZOL 20 mg

THANH PHAN: M3i vién nang chira

- Omeprazol pellets 8,5% tuong duong Omeprazol..........cc.eeevueunirerniiiereiseiiineieinesnennnn 20 mg
- Ta dugc: Dinatri hydrogen orthophosphat, Natri lauryl sulfat, Calci carbonat, Dudng, Mannitol,
Starch, Hydroxypropylmethyl cellulose ES, Methacrylicacid copolymer (L-30D), Diethyl phthalat,
Talc, Titan dioxid, Natri hydroxid, Tween 80, Polyvinyl povidon K30, Natri methyl paraben, Natri
propyl paraben.

DANG BAO CHE: Vién nang.

QUI CACH PONG GOI:

- Hop 3; 10 vi, mdi vi 10 vién. }}LV\/
- Chai 14; 500 vién

CHI PINH:

- Trao ngugc dich da day — thuc quan.

- Loét da day ta trang.

- Hgi chimg Zollinger — Ellison.
LIEU LUQONG VA CACH DUNG: Dung ubng

- Piéu tri chimg viém thuc quéan do trao nguoc da day — thue quan: Liéu thuomg dung la
20 — 40 mg/ngay 1 lan, trong thoi gian tir 4 - 8 tudn, sau d6 c6 thé duy tri véi liéu 20 mg/ngay.
- Piéu tri loét: 20 mg/ngay 1 lan (truong hop ning 40 mg) trong 4 tuan néu 13 loét ta trang, trong 8
tudin néu 12 loét da day. Khong nén dung kéo dai hon thdi gian trén.
- Diéu trj hdi ching Zollinger — Ellison: 60 mg/ngay 1 1an (20 — 120 mg mdi ngay), néu dung liéu cao
hon 80 mg thi chia [am 2 1an mdi ngay. Liéu luong cin dugc tinh theo timng truong hop cu thé va tri
liéu c6 thé kéo dai tiy theo yéu cau ldm sang. Khong duge ngimg thude dot ngot
CHONG CHI PINH:
- Qua mén cam véi thude.
THAN TRONG KHI SU DUNG: ‘ |
- Trude khi cho ngudi bi loét da day dung omeprazol, phai loai trir kha ndng bi u ac tinh (thuoc co thé
che lap cac triéu chimg, do d6 1am mudn chin doan).
PHU NU CO THAI VA CHO CON BU:
- Phuy nir ¢6 thai: Tuy trén thuc nghlem khong thay omeprazol c6 kha néng gay di dang va dgc vdi bao
thai, nhung khong nén dung cho ngudi mang thai, nhat la trong 3 théng dau.
- Phuy nir cho con bu: Khong nén dung omeprazol & ngudi cho con bu. Cho dén nay. chua tai liéu
nghién ciru nao c6 két luan cu thé vé van dé nay.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Than trong khi 14i xe va van hanh may méc do thudc gay nhirc déu, budn ngi, chong mat . Néu c6 cac
triéu chimg nhirc dau, budn ngli, chéng mit khong nén lai xe va van hanh may méc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Omeprazol khong c¢6 tuong tic quan trong trén lam sang khi dwoc dung cung thic an, ruou,
amoxicillin, bacampicillin, cafein, lidocain, quinidin hay theophylin. Thudc ciing khong bi anh huéng
do duing dong thdi Maalox hay metoclopramid.
- Omeprazol ¢6 thé 1am tang ndng dé ciclosporin trong méu.
- Omeprazol lam téng tac dung cua khang sinh diét trir H.pylori.
- Omeprazol trc ché chuyen héa cta cac thude bj chuyen hoa bdi hé enzym trong cytocrom Piso clia
gan va c6 thé 1am ting nong do diazepam, phenytoin va warfarin trong mau. Sy giam chuyen hoa cua
diazepam lam cho tdc dung cua thude kéo dai hon. Véi lidu 40 mg;’ngay omeprazol irc ché chuyén héa
phenytoin va lam tang nong d¢ cua phenytoin trong mau, nhung licu omeprazol 20 mg/ngay lai c6
tuong tac yéu hon nhiéu. Omeprazol rc ché chuyén hoa warfarin nhung lai it 1am thay déi thoi gian
chay mau.
- Omeprazol lam tang tac dung chéng dong mau cua dicoumarol.
- Omeprazol 1am giam chuyen hoa nifedipin it nhat 1a 20% va co thé lam tang tac dung cua nifedipin.
- Clarithromycin trc ché chuyén hoa omeprazol va lam cho nong d6 omeprazol tang cao gap doi.
TAC DUNG KHONG MONG MUON:
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- Thuong gdp: Nhie dau, budn ngu chéng mat, buon noén, nén, dau bung, tdo bon, chudng bung.

=1t gap: Mit ngt, rdi loan cam gidc, mét moéi, ndi may day, ngira, ndi ban, tdng tam thoi transaminase.

- Hiém gip:

+ Toan than: D6 md hai, phu ngoai bién, qua man bao gdbm phu mach, st, phan vé.

+ Huyét hoc: Giam bach céu, giam tiéu cdu, giam toan bd cc t& bao mau ngoai bién, mat bach cau

hat.

+ Than kinh: La lan ¢6 phuc héi, kich dong, trAm cam, a0 gidc & ngudi bénh cao tudi va dic biét 1a &

nguoi bénh néng, réi loan thinh gidc.

+ Ni tiét: Vi to & dan dng.

+ Tiéu hoa: Viém da day, nhiém nim Candida, khd miéng. "

+ Gan: Viém gan vang da hodc khong vang da, bénh ndo & ngudi suy gan. /Li, /

+ Ho hap: Co thét phé quan.

+ Co — xuong: Pau khdp, dau co.

+ Niéu — duc: Viém théan ké.

Thong bao cho Bac si nhing tac dung khong mong mudn gap phai khi str dung thudc.

QUA LIEU VA CACH XU TRi:

- Liéu uong 1 1an téi 160 mg trong thoi gian 3 ngay van duge dung nap tot.

- Khi uéng qué liéu, chi diéu tri triéu chimg, khong c6 thude diéu tri dic hiéu.

DUQC LUC HOQC:

Omeprazol (¢ ché su tiét acid cua da day do {rc ché c6 hdi phuc hé enzym hydro — kali adenosin

tnphOSphat (con goi la bom proton) & té bao vién cua da day. Téc dung nhanh, kéo dai nhung phuc

hdi duoc. Omeprazol khong c6 tic dung Ién thu thé (receptor) acetylcholin hay thu thé histamin. Dat

tac dung t6i da sau khi udng thudc 4 ngay.

DUQC PONG HOC:

- Omeprazol dugc héap thu hoan toan & rudt non sau khi uong tir 3 dén 6 gid. Kha dung sinh hoc

khoang 60%. Thirc an khong anh hudng Ién su hap thu thudc & rudt. Su hp thu omeprazol phu thugc

vao lidu uong Thube c6 thé ty 1am tang hép thu va kha dung sinh hoc cua né do tre ché da day bai tiét

acid. Thuoc gan nhiéu vao protein huyét tlrorng (khoang 95%) va dugc phén bd & cac mo, dic biét 1a &

té bao vién cua da day. Kha dung sinh hoc cua licu udng 1 lan dau tién 1a khoang 35%, nhung s& ting

1€n khoang 60% khi uong ttep theo mdi ngay mdt liéu. Tuy thoi glan ban thai ngan (khodng 40 phut),

nhung téc dung e ché bai tiét acid lai kéo dai nén c6 thé dung mdi ngay chi 1 1an.

- Omeprazol hdu nhu dugc chuyén héa hoan toan tai gan, dao thai nhanh chéng, chu yéu qua nudc

tiéu (80%) phan con lai theo phan. Cac chat chuyén hoa déu khong ¢6 hoat tinh, nhung lai twong tac

v6i nhiéu thude khac do téc dung tre ché cac enzym cua cytochrom Pyso cia té bao gan.

- Duge déng hoc cua thude khong bi thay d6i co v nghia & ngudi cao tudi hay ngudi bénh bi suy chirc

nang than. O ngudi bj suy chire nang gan, thi kha dung sinh hoc cua thudc tang va do thanh thai thudc

giam, nhung khéng c6 tich tu thudc va cac chét chuyén hoa cua thudc trong co thé.

BAO QUAN Noi khd, duéi 30°C, tranh anh sang truc tiép. 4

HAN DUNG: 36 thing ké tir ngay san xut. W

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Bia chi: 66 - Quéc 16 30 — Phudng My Pht — TP Cao Linh — Ddng Thap

Dién thoai: 067. 3851950
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