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MAU NHAN AMPHARCO OMEPRAZOLE
Hop 4 vién (1 vi x 4 vién)
100% real size
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M&u nhan AMPHARCO OMEPRAZOLE
Hép 20 vién (5 vi x 4 vién)
100% real size
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MAU NHAN AMPHARCO OMEPRAZOLE
Vi kep 4 vién
100% real size
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Mau nhan AMPHARCO OMEPRAZOLE

Vi 4 vién

100% real size

Mat treedc: Mat sau
m
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AMPHARCO OMEPRAZBLE CPNG TY(N\
Omeprazole 20 mg / CQ PHAT ; “m S
SBK: f%| DUQC PHA R 20mg
Sén xué't va Phén Phéi: \ CDU s i dang Omeprazole EC pellets 8,5%)
CTY CPDP AMPHARCO U.S.A If,L AMPHARCO, DINH VA LIEUDUNG:
A'A’ AMPHARCO U.S.A \ ~5,% tri ngdin han loét td tramg tién trién: 20 mg / lin
\@‘HSH 1 9 ngay (nguin 1ém)
(A CH V- % mda&r j?:gﬂ:}i““’"f&’s“}s'“&“ ii
A tron
AMPHARCO OMEPRAZOLE iy T L/ Ry
Omeprazole 20 mg Zollinger Ellison: Liéu khéi déu & nguii 16m 13 60 mg
SPK: 1 lin mbingay.
Sdn xud't va Phén Phéi:
CTY CPDP AMPHARCO U.S.A THANH PHAN:
MM AMPHARCO U.S.A Mbi vién nang cimg chira:
Omeprazole 20mg
(dm?idmgﬂm:prlaém'e EC pellets 8,5%)
CHIDINH VA LIEUDUNG:
AMPHARCO OMEPRAZOLE Biéu trj ngdn han loét td tramg tién trién: 20 mg / an
Omeprazole 20 mg Ingay (ngudilém)
SPK: Loétdaday: 20mg/14n /ngay trong 4 - 8 tudn.
Sén xuéit va Phan Phéi: m’l’*;?(ﬂgwq? lﬁ: ;ﬁw!m quan: 20 mg/ ngay trong 4-8
nguon
CTY CPDP AMPHARCO U.S.A Zollinger Ellison: Liéu khoi diu & ngwdri 16m 1460 mg
AA AMPHARCO US.A 1 lin mi ngay.
AMPHARCO OMEPRAZOLE THANH PHAN:
Omeprazole 20 mg g‘l_aawmm  HD:2512/2012
SBK: = -
Sdn xuét va Phan Phéi: )

'\‘ N T e .



IO HUGNG DAN SU DUNG THUOC

Rx-Thude bén theo don

AMPHARCO OMEPRAZOLE
THANH PHAN B Néu ding lidu cao thi khong duge ngimg thude dot ngdt ma phai
M3i vién nang cimg AMPHARCO OMEPRAZOLE chira: giam dan.
Omeprazole ......coeeureressssss 20 mg
i CHONG CHI DINH
titi dp Omeprezsole EC pellets 8,7%4) - Qué méan cam vé6i bt ky thanh phan nao ciia thube.
TINH CHAT - Khong diing cho phy nir cé thai.

Co ché tic dung: Omeprazole thugc nhom khéng tiét m&i, no e ché
enzyme HY/K" ATPase (bom prot{}n) cta té bao niém mac da day. Co
ché tdc dung ciia Omeprazole khéc vdi céc thude khéng cholinergic hay
khang histamin H,. Omeprazole két hop véi hé thong enzyme H'/K*
ATPase va trc ché giai doan cudi cung cla qud trinh tgo acid. Téc dunf
niy dan dén (e ché sy tiét acid co ban 1an sy tiét acid do kich thich, b
ky tir ngudn géc ndo.

Hoat dgng khdng tiét: Sau khi ubng thudc, tac dung khing tiét cia
Omeprazole xay ra trong vong 1 gid, dat mic toi da sau 2 gid. Sau 24
gidn, sy trc ché tiét acid vAn con & mirc 50% so véi mirc tdi da va thoi
gian tre ché kéo dai dén 72 giv. Téc dung nay kéo dai hon nhiéu néu xét
dén tuong quan véi thoi gian ban hiy rat ngin (dudi 1 gid), do su két

hop kéo dai v6i hé men HtK* ATPase & thanh da day.
Khi ngung thude, tac dung khéng tiét giam tir tir sau 3-5 ngdy. Téc dung
Gic ché clia Omeprazole lén sy tict acid tang dén voi viée 14p lai lidu duy
nhét m&i ngay va dat dén mirc hing dinh sau 4 ngay.

Duge dpng hoc:

Hip thu:

Omeprazole duge hip thu nhanh chéng véi nong do dinh trong huyét
tuong dat dugc trong khoang 0.5 — 3.5 gidr. Nﬁng do dinh va AUC ti l¢
véi liéu ding dén 40 mg, Sinh kha dung tuyét doi khoang 30 — 40% vg
lidu 20 - 40 mg do phén 1én thudc da qua chuyén hod trude do. O netds
khoé manh, thoi gian ban thai trong huyét trong vio khoang 0,5 3
do thanh thai toan phin trong co thé 1a 500 — 600 ml/ phut.

Phin b6: )

Thube gin két véi protein huyét trong khodng 95%.

Chuyén hod:

Omeprazole chuyén hod manh qua hé enzyme cytochromc P450.
Thi trie:

Khoang 77% lidu ding duge thai trir qua nudce tiéu dudi dang céc ¢ (S T

chuyén hoa, phén con lai bai tiét qua nudc tiéu duéi dang khong chuyen
hoa.

CHI DINH
o Diéu i ngﬁ'rg han loét td trang tién trién (khong nén ding

Omeprazole dé diu trj duy tri nhitng bénh nhén bj loét t4 trang).

Bénh loét da day.

Bénh rrao ngugc da day-thue quan:

- Diu trj ngdn han (4-8 tuin) viém thye .quan do &n mon trm
trong (dd 2 hogic hon) duge chin doén bing ndi soi.

- Diéu tri ngin han (4-8 tuéin) bénh tréo nguoc da day-thuc quan
(viém thyc quéan) dap img kém véi diéu tri thong thudmg, gdm
mot ligu trinh ddy du céc thube khang histamin H2.

o Diéu tri dai han céc tinh trang ting tiét bénh b (hdi chimg

Zollinger Ellison, u da tuyén ni tiét).

LIEU LUONG VA CACHDUNG
e Diéu tri ngdn han loét td trang tién trién . Liéu cho ngudi lon 1a 20
mg 1 léw’ngay

Phén lén bénh nhan lanh seo trong vong 4 tudin. Mot sé ¢6 thé cin
thém 4 tuén diéu trj nita.

o Loét da day: 20mg ubng ngay mot lan trong 4 — 8 tuan.

e Viém thuc quan do dn mon tram trong hodc bénh trao ngupc da
day - thuc qudn ddp tng kém vai diéu tri: Lidu cho ngudi 16n 12 20
mg/ngay trong 4-8 tuén,

s Cdc tinh trang ting tiét bénh ly: Liéu khoi ddu & nguoi 1on 1a 60
mg | ]an moi ngay.

Nén diéu chinh lidu tiy theo nhu clu ctia timg bénh nhén va thoi
gian diéu trj tuy thue vao ddp img 1am sang.

C6 thé ding lidu dén 120 mg 3 lin/ngay. Nhimg lidu cao trén 80 mg
nén duge chia thanh céc liéu nho hon.

Khéng cin didu chinh liéu & bénh nhén, suy than, réi loan chirc
niing gan hofc ngudi gid.

Nén ubng Omeprazole trude khi an.
Khéng nén mé, nhai hodc nghién nédt vién thuéc ma nén ubge
nguyén ca vién.

TAC DUNG PH‘I,]

Omeprazole duge dung nap tbt. Mot sb tac dung phy co thé gap nhu:
nhirc du, bubn ngi, chéng mit, budn ndn, nén, dau bung, tao bon,
chucrng bung. Cac phan img hiém gap khéc: mét ngu, rdi loan cam gidc,
nbi man da.

Thc;ng bdo cho bdc st nhiing tdc dung bét lgi gap phdi khi si dung
thuoc

THAN TRONG

Cén loai trir nguyén nhan bénh ly dc tinh o da day trude khi ding
Omeprazole.

Nén ngimg cho tré bi ¢ nhimg ba me ding Omeprazole.

Thoi ky mang thai: Tuy trén thuc nghiém khong thdy Omeprazole ¢6
kha nang gdy di dang va doc v6i bio thai, nhung khong nén dung cho
ngudi mang thai, nht 14 trong 3 théng du.

Thoi kp cho con bii: Khong nén ding Omeprazole & ngudi cho con bu.
Cho dén nay, chua tai liéu nghién ctru ndo ¢6 két luéin cu thé vé vin dé
nay.

g ciia thube dén kha ning l4i xe va viin hinh miy méc
Qe NSO anh huong khong déng ké dén kha ndng l4i xe va vin

3{/s6 thube ¢6 thé bi anh hl.l'O‘I'Ig do sy giam d§ acid trong
Hip thu Ketoconazole s& giam khi didu trj cing véi

Cytochrome P450, do d6 thubc co thé kéo dai thoi gian thai trir
Diazepam, Warfarin va Phenytoin. Tuy nhién vi¢c ding déng thoi voi
Omeprazole khong lam thay dbi nbng do cua nhimg thubc nay trong
méu.

Néng d6 cua Omeprazole va Clarithromycin déu tang khi ding dong thoi
hai thude nay.

Thude khéng tuong tdc voi thire an hode vi cic thude khang acid khi
dung dong thoi véi nhimg thube nay.

QUA LIEU

Liéu gdy qud lidu 1én dén 2400 mg (120 lan lidu lam sang khuyén cdo).
Biéu hién gbm rdi loan cam giéc, buén ngu, nhin md, tim dép nhanh,
budn ndn, nén, ra md hoi trom, do birng mat, nhire déu, kho miéng,...
Céc trigu chung nay thuong chi thodng qua, chua c6 truong hop nghiém
trong nao duge bdo cdo do ding qua lidu Omeprazole. Khéng co thudc
gidi doc dac hi¢u. Omeprazole gén két voi protcm nhiéu, do d6 khong
thé thém téch. Trong truong hop qua lidu, diéu tri triéu chimg va diéu tri
hé trg.

BAO QUAN

& nhiét do dudi 30°C, trénh 4nh sang truc tiép va noi dm wot.
TRINH BAY: Vi xé 4 vién nang cimg, bia kep 1 vi, hop 1 vi. hop 5
TIEU CHUAN: DBVN IV.

HAN DUNG: 30 thang ké tir ngay san xufit.

Dé xa tim tay tré em
¢ ki hudng déin sie dung trudée khi diing
N u can thém thong tin xin hoi y kién Bic st
Thuéc nay chi ding theo don ciia Bdc st

phin phéi: CTY CPDP AMPHARCO U.S.A
Jel 3, Nhon Trach, Péng Nai.
: Fax: 0613-566203

PHO CUC TRUONG

Nguyin Vin Ghank



