BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc lap - Tu do - Hanh phuc

GIAY TIEP NHAN
HO SO THONG TIN THUOC

Cuc Quan ly Duogc - Bo Y té
Pi ti€p nhan hé so dang ky thong tin thuéc QC 21/2017/PN-BYT
Cla: Cong ty co phan duoc Pha Nam
Dia chi: 436 Cao Thiang — phuong 12 — quan 10 — thanh pho Ho Chi Minh
Dién thoai: 043 7833 848
Pang ky thong tin thudc: Stomex
Hinh thidc thong tin thudc: Tai liéu thong tin cho can bo y té
S6 giay tiép nhan: 0195/17/QLD-TT
Ngay nhan du hé so hop 1¢: 01/08/2017 o

Ha Ngi, ngay A..thang.&...nam 2017 4"/ '

KT. CUC TRUOGNG
PHO CUC TRUGNG

Nguyén Tat Dat

07 8- 2017 72



Tai héu danh chocan bd y té

STOMEX Cap.

(Omeprazole 20mg)
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THONG TIN SAN PHAM
THANH PHAN
AVIED STOMEX chiPaiOmeprazZole ......c.c:.-cccecereeseacmsusnsssnssaisaansenss 20 mg
CHi BINH

Diéu tri va dv phong tai phat loét da day, ta trang, ké c do thudc khang viém
khong steroid

Ho| chirng trao nguwoc da day - thwe quan. Hoi chieng Zollinger - Ellison
Phéi hop diéu tri Helicobacter pylori

LIEU LQNG VA CACH DUNG

Loét ta trang: 2R

Diéu trj: 1 vién/lan/ngay x 2 - 4 tudn. C6 thé tang liéu 2 wen/lan/ngay x4 uan,'
Dw phong tai phét: 1/2 vién/lan/ngay. C6 thé ting liéu 1 - 2 vién/lan/nga {
Loét da day, hoi chirng trao ngwoc da day-thwe quan:

Diéu tr: 1 vién/lan/ngay x 4 - 8 tuan. C6 thé tang liéu 2 vién/lan/ngay x 8 t
Duw phong tai phat: 1 vién/lan/ngay. C6 thé tang liéu 2 vién/lAn/ngay

Dw phong loét do NSAID:

1 vién/lan/ngay

Hoi chirng Zollinger-Ellison:

Khéi dau: 2 - 3 vién/lan/ngay

Duy tri: 1 - 6 vién/ngay, chia lam 2 1an

CHONG CHI BINH

Man cam véi bat ky thanh phan nao clia thudc

Phu ni? c6 thai va cho con bu.

THAN TRONG

Khéi u 4c tinh da day kém theo

Pap t¢ng triéu chung khi diéu tri véi omeprazole khéng ngan ngtra si hién
dién clia khi u 4c tinh da day

Teo da day

Teo da day thinh thoang diro'c ghi nhan trong mau sinh thiét da day tir nhitng
bénh nhan diéu tri lau dai véi omeprazol

ANH HUPONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Stomex khdng anh hieéng dén kha nang lai xe va van hanh may moc.

PHU NI’ CO THAI / CHO CON BU

Chéng chi dinh cho phy ni¥ c6 thai va cho con bu.

TAC DUNG PHU

Thuéc néi chung la an toan khi dung thoi glan dai ngoai tac dung phu nhw
budn nén, dau dau,tao bon, day hoi va dai khi ndi ban da. Can than trong dac
biét v&i nhirng bénh nhan cé bénh da day ac tinh.

Théng bao cho bac sy nhitng tac dung khéng mong muén gap phai khi st

hép thu céac thudc co do hap thu phu thugc pH: Ketoconazole, Ca, Fe
i thri gian dao thai Diazepam, nong @ Omeprazole va Clarithromycin
langj khi diing dong thoi
/Thuod diét virus
. Ome razole da tirng dwoc bao cao twong tac voi mot s6 thude khang
oy . TAm quan trong trén lam sang va co ché dang sau nhwng twong
--"fac nay chwa dwoc biét dén.
Thudc khang sinh
Omeprazole 40mg da tirng dwoe ding két hgp véi Clarithromycin
500mg 8 gio> mot lan ddi véi dan 6ng khoe manh. Nong dé hang dinh
trong huyét twong clia Omepzalo ting khi két hop véi Clarithromycin.
QUA LIEU
Chuwa c6 thong tin vé anh hwéng & ngwdi khi qua liéu. Liéu udng dén
160mg van dwgc dung nap tot.
BAO QUAN
Bao quan dwéi 30°C, Tranh anh séang.
DONG GOI
Hop 2 vi x *8 vién nang
HAN DUNG
36 thang ké tir ngay san xuat.

Doc ki hwéng dan siv dung trede khi dung
Néu can thém théng tin xin héi y kién bac si.




