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MAU NHAN Vi, HOP PANG KY 14
1. Mau nhan Vi 10 vién
Ghi Chu: S6 16 SX, ngay SX, han dung dugc in trén vi
2. M4au nhan Hép 3 vi

. _ Tp. HCM, ngay 21/10/2013
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: . , CONG THU'C: M&i vién nang cirng c6 chira:  Lidu dang - Cach ding: Chéng chi dinh;
Lan ddu.lﬁ.iélf.—.’.tbf , Onjepeazol (du6i dang vi hat tan tgangoruﬁt Thén trong; Twong tac thude; Tac dung
s ek G e khéng mong muén va céic théng tin khac:
Xem t& huéng dén sir dung.

djnh: Bidu trj viém loét da day, 14 trang,

bL)"ém thye quéan do trdo nguoc, hoi chig  gAo QUAN: Noi khé thoang, tranh anh séng,
tang tiét acid dich vi (Zollinger- Ellinson). nhiét @6 phong (< 30°C).

RX = THUOC BAN THEO PON Hép 3 vi x 10 vién nang cirng

Nha sén xuét dat tiéu chuén
« GMP - WHO

« 1SO 9001: 2008
« IS0 14001 2004

OMEPRAZOL 20mg

BuiZ J0ZVHAINO

210ZUl]9H

CONG TY CO PHAN S.P.M

DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SLf DUNG 1 m ‘
flo3

THUOC NAY CHI DUNG THEO BON CUA BAC S¥
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY

Tiéu chuén: TCCS SPK:

L

5071400089

Boxof 3 bhs_th_sx 10 capsules
RX - PRESCRIPTION DRUG

Manufacturer's achieves
* GMP - WHO

* |50 8001: 2008
* 1S0 14001; 2004

OMEPRAZOLE 20mg

S.P.M CORPORATION
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MAU NHAN Vi, HOP BANG KY
1. Mau nhén Vi 8 vién
Ghi Cha: S6 16 SX, ngay SX, han dung dugc in trén vi
2. Mau nhan Hép 3 vi

Tp. HCM, ngay 21/10/2013
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CONG THUFC: M3 vién nang cirng cé chira:  Lidu diing - Cach diing; Chéng chi dinh;

Omeprazol (duwdi dang vi hat tan trong rut 4, - Twong tic thube: Tac d

chira 8,5% Omeprazol).......... 20,00 mg pyiegng: s c_ i
kh6ng mong muén va cac théng tin khac:

Chi djah: Didu 1 vibm loét da day, th trang,  XOM 1 hrdng din sir dung.

viém thue quén do tréo nguroc, héi chifng  BAQ QUAN: Noi khé thodng, tranh 4nh sang,
téng tiét acid dich vj (Zollinger- Ellinson). nhiét @6 phong (< 30°C).

RX = THUOC BAN THEO BON Hop 3 vi x 8 vién nang cirng U;/ .

Nha san xudt dat tiéu chuén
* GMP - WHO

+ |SO 9001: 2008
= |SO 14001: 2004

OMEPRAZOL 20mg  \_s\ &~ -

Alozuipy

G TY CO PHAN S.P.M

DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SU DUNG
THUGC NAY CHI DUNG THEO BON CUA BAC SY
POC KY HUPONG DAN SUF DUNG TRUGC KHI DUNG
$Mo3s

|

fil

NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC Y 071740008
Tiéu chudn: TCCS SPK:
RX - PRESCRIPTION DRUG Box of 3 blisters x 8 capsules

Manufacturer's achieves
* GMP - WHO
=150 9001: 2008
* |1SO 14001: 2004

OMEPRAZOLE 20mg
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RX — Thudc ban theo don

HUONG DAN SU’ DUNG THUOC
Vién nang ctrng HELINZOLE
San xuét theo: TCCS

CONG THUPC: M&i vién nang cieng co chira:
- Hoat chét: Omeprazol (duwdi dang vi hat tan trong ruét chiva 8,5% Omeprazol)...20,00 mg

- Ta dwoc: (Mannitol, Hydroxy propyl methyl cellulose (HPMC-ES5), Methacrylic acid
copolymer, Sodium lauryl sulfat, Di sodium hydrogen ortho phosphat, Sucrose, Titanium
dioxid, Poly vinyl pyrrolidone K-30, Calcium carbonat, Talc, Di ethyl phthalat, Polysorbat 80,
Sodium hydroxid, Sodium methyl paraben, Sodium propyl paraben).

DUQC LUC

- Omeprazol thudc nhom cac hop chét chdng tiét thé hé méi, co tac dung ngan chan tiét
acid da day bng cach rc ché dac hiéu hé théng enzyme H'/K™ ATPase tai mat tiét cla té
bao thanh da day.

- Omeprazol dwoc mé td nhu mot chét tre ché bom acid da day, phong téa giai doan
cudi cling clia sw san xuét acid. Tac dung nay cé lién quan dén liéu dung, dan dén tc ché
ca su tiét acid co ban 14n sw tiét acid kich thich bat ké do tac nhan kich thich nao. ]A/

- Hoat tinh chéng tiét: Sau khi uéng thudc, tac dung chéng tiét bat dau xuét hién trong
vong 1 gi&, hiéu qua téi da dat dwoc sau 2 gio. S (e ché tiét con khodng 50% sau 24 gio
va thoi gian trc ché kéo dai dén 72 gio. Do dé tac dung chéng tiét ton tai lau hon, du thoi
gian ban hlly ngan. Hiéu qua trc ché tiét acid clia Omeprazol gia tang sau khi dung lién tuc
liu duy nhat mbi ngay, liéu dung théng thuong dat hiéu qua sau 6 ngay.

DU'OC PONG HOC

Hap thu: Helinzole chira Omeprazol dwoc bao ché duwoi dang vi hat tan trong rudt (vi
Omeprazol bi phan hiy trong méi trwéng acid). Thubc dwoc héap thu nhanh, dinh trong
huyét twong dat duoc trong vong tr 0,5 dén 3,5 gio. Sinh kha dung tuyét doi khodng 30-
40% & lidu 20 - 40mg chli yéu do co ché chuyén hoa tién hé thong.

Phén bé: Omeprazol gén nhiéu véi protein huyét twong ( khodng 95%) va dwoc phan bo &
cac mo; dic biét 1a & cac té bao vién cla da day.

Chuyén héa: Thoi gian ban hiy trong huyét twong khoang tir 0,5 dén 1 gio. Chuyén hoa
hoa toan tai gan. Cac chat chuyén héa déu khéng co hoat tinh.

Dao thai- Phan 16n lidu diing (khodng 80%) dwoc dao thai qua nudc tiéu, phan con lai theo
phan.

RRe Y |
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CHI BINH
_ Didu trj viem loét da day, ta trang, viém thuc quan do trao nguoc,
acid dich vi (Zollinger- Ellinson).

LIEU DUNG — CACH DUNG: Dung udng trudc bira an sang hoac budi t
vién thudc, khéng dirng thude dot ngdt.

- Bénh nhan viém loét da day, ta trang, va viém thwe quan do trao nguoc: Uéng lan 1
vién (20 mg), ngay 1 lan.

+ O bénh nhan viém loét ta trang: Uéng lién tuc trong thoi gian 2 tudn. Néu chwa khoi
hin, udng thém 2 tuan ntra.

+ & bénh nhan viém loét da day va viém thwe quan do trao nguoc: Uédng lién tuc trong
thoi gian 4 tuan. Néu chua khoi han. uéng thém 4 tudn nira. Vi nhirng bénh nhan viém
loét da day, ta trang, viém thuc quan do trao nguoc tram trong va dé khang voi nhirng
thubc khac: Udng 2 vién 1 1an (40 mg), ngay uong 1 lAn. Ubng lién tuc trong 4 — 8 tuan.

- H6i chirng ting tiét acid dich vi (Zollinger - Ellison):

+ Lidu khai dau 3 vien Omeprazol (60 mg), ubng 1 lan méi ngay.

+ O bénh nhan tram trong va khong dap ng day d0 véi nhirng thude khac: Uong liéu
duy tri 1- 3 vién méi 1an (20 mg - 60 mg). Ngay uéng 1 -2 lan.

+ Didu tri hdi chirng Zollinger-Ellison: Néu dung lidu trén 80 mg thi chia ra 2 lan/ngay.
CHONG CHIi DINH ‘

- Qua man cam voi bat ctr thanh phan nao cda thudc. W

- Khéng dung cho phu ni cé thai 3 thang dau.
THAN TRONG

- Khi nghi ng® loét da day, muén dung Omeprazol, trudc hét phai loai trir kha néng
bénh ac tinh vi diéu tri c6 thé lam giam triéu chiing va gay tré ngai cho chan doan.

- Trong thoi ky mang thai va cho con bu, can thiét phai c6 chi dinh cta thay thudc.
TAC DUNG KHONG MONG MUON (ADR)

- Thwong gép, ADR > 1/100

+ Toan than: Nhire dau, budn ngl, chéng mat.

+ Tiéu héa: Budn non, ndn, dau bung, tao bén, chwdng bung.

- It g&p, 1/1000 < ADR < 1/100

+ Than kinh: M4t ngd, réi loan cam giac, chéng mét, mét mai.

+ Da: N&i may day, ngtra, phat ban khong ré rang, phat ban do, viém da tréc vay, ndi
béng nuéc.

+ Gan: Tang tam thoi transaminase
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- Hiém gédp, ADR < 1/1000 -("*-’-?

+ Toan than: D mbd hai, phii ngoai bién, qua man bao gébm phu rhg
rung téc, viém mleng 'S,

cau hat, ha natn mau.

+ Thén kinh: L 1&n cé hdi phuc, kich dong, tram cam, ao giac & ngudi bénh cao tudi va
d@3c biét 1a & ngudi bénh nang, rdi loan thinh giac, mét diéu hoa.

+ Noi tiét: Bt lwc & nam gidi, to hai vi & ni gidi.

+ Tiéu héa: Viém da day, nhiém nam Candida, khé miéng, nhiém triung dwdng tiéu hoa

+ Gan: Viém gan vang da hodc khoéng vang da, tang men gan, nhiém ddc gan, bénh
ndo ¢ ngudi suy gan.

+ Mat: Ma loa, giam thi lwc, réi loan thi giac, viém mat.

+ H6 hap: Co thét phé quan, viém phéi.

+ Co - xwong: DPau khép, dau co, gut.

+ Niéu - duc: Viém than ké.

- Hwéng dan cach x( tri ADR: Phai ngirng thudc khi cé biéu hién tac dung khéng mong
muon nang.

Théng bao cho béc sy biét nhirng tac dung khéng mong mudn gap phai khi st
dung thuéc.
TUONG TAC THUOC

- Omeprazol khéng c6 twong tac quan trong trén 1am sang khi dwoc dung cung thire an,
rwou, amoxycilin, bacampicilin, cafein, lidocain, quinidin hay theophylin. Thubdc cling khéng
bi anh hwdng do dung déng théi Maalox hay metoclopramid. V%

- Omeprazol cé thé lam tang néng dé ciclosporin trong mau.

- Omeprazol lam tang tac dung cua khang sinh diét trie H. pylori.

- Khéng c6 twong tac nao ghi nhan véi propranolon hoac theophyllin,

- Omeprazol trc ché chuyén héa clia cac thudc bi chuyén hoa bdi hé enzym trong
cytocrom Pyso clia gan va cé thé lam tang noéng d6 diazepam, phenytoin va warfarin trong
mau. Sw gidm chuyén hoa cia diazepam lam cho tac dung cua thube kéo dai hon. Vi liéu
40 mg/ngay omeprazol (rc ché chuyén héa phenytoin va lam tang néng do ctia phenytoin
trong mau, nhwng liu omeprazol 20mg/ngay lai cé tuvong tac yéu hon nhiéu. Omeprazol
trc ché chuyén hoa warfarin, nhung lai it lam thay dbi thoi gian chay mau.

- Omeprazol lam tang tac dung chéng déng mau cia dicoumarol.

- Omeprazol lam giam chuyé&n hoéa nifedipin it nhat la 20% va co thé 1am tang tac dung
cua nifedipin.

- Clarithromycin (rc ché chuyén hdéa omeprazol va lam cho ndng dé omeprazol tdng cao
gép doi.

NGUOI CO THAI: Tuy trén thwe nghiém khéng thdy omeprazol c6 kha ndng gay di dang va
doc voi bao thai, nhwng khong nén dung cho ngwdi mang thai, nhét la trong 3 thang dau.

NGU'O1 NUOI CON BU: Khdng nén diing omeprazol & ngudi cho con bu. Cho dén nay,
chuwra tai liéu nghién ctru nao cé két luan cy thé vé van de nay.
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NGUO1 VAN HANH MAY MOC, TAU XE

- Khong nén dung Omeprazol khi dang van hanh may moc, tau xe vi thudc co thé gay
chéng mét, buén ngu.
QUA LIEU VA CACH XU TRIi

- Lidu udng mét Ian t6i 160 mg, liéu tiém tinh mach mot Ian téi 80 mg, liéu tiém tinh
mach mat ngay t&i 200 mg va liéu 520 mg tiém tinh mach trong thoi gian 3 ngay van duoc
dung nap tét.

- Khi ubng qua liéu, phai diéu tri theo triéu chirng, khéng c6 thubc diéu tri dac hiéu.

Théng bao ngay cho bac sy nhieng tac dung khéng mong mudn gap phai khi str
dung thubc qua liéu.
BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dé phong (< 30°C).
PONG GOI: - Vi 10 vién, hop 3 vi; hodc vi 8 vién, hdp 3 vi.

- Chai 500 vién, hoac chai 1000 vién.

W

HAN DUNG: 36 thang ké tir ngay san xuat

DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SU’ DUNG
THUOC NAY CHi DUNG THEO BON CUA BAC SY
POC KY HUONG DAN S’ DUNG TRU'OC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

Tén va dia chi nha san xuat

CONG TY CO PHAN SPM

WWW.Spm.com.vn

L6 51, Puwong sbé 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan,
TP. H& Chi Minh, Viét Nam

PT: (08) 37507496 - Fax: (08) 38771010

(g/. Tp. HCM, ngay 21 thang 10 nam 2013
/ﬁg}' paSidm Béc




