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CHi BINH, CHONG CHi BINH, LIEU DUNG,
CACHDUNG VA CAC THONG TIN KHAC:
Xin xem ki hudng din st dung bén trong hiyp thude

BAO QUAN:
Nl khé mat dudi 30°C, tranh &nh s8ng tnuc iép.
TIEU CHUAN: TCCS

DE XA TAM TAY TRE EM. DOC KY HUONG
DAN SU DUNG TRUGC KHI DUNG.

SDK/Reg.N":

Sénwsdt i CONG TY CO PHAN DUGC PHAM SAO KIM
KCN Quiang Minh - Mé Linh - Hs Noi - Vigt Nam

INDICATIONS, CONTRAINDICATED,
DOSAGE, ADMINISTRATION, AND OTHER
INFORMATION: Please read the enclosed leaflet

STORAGE:
Store in a cool and dry place below 30°C, protect from light
SPECIFICATION: Manufacturer's

Vién nang chia vi hat bao fan trong rudt
Chéng 1iét acid da day

KEEP OUT OF REACH OF CHILDREN.
READ ENCLOSED LEAFLET CAREFULLY

SRR

9360339700414

Saokim Pharma

Ngay SX/Mfd:
S6 16 SX/Lot.:
HD/Exp.
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THANH PHAN

Omeprazol (dudi dang pellet omeprazol 8,5%)..................... 20mg
CHIi DINH, CHONG CHi DINH, LIEU DUNG, CACH
DUNG VA CAC THONG TIN KHAC:

Xin xem & huéng dan st dung bén trong hdp thudc.

BAO QUAN:

Nai kho mat duéi 30°C, tranh &nh sang truc tiép.

TIEU CHUAN: TCCS.

\Q\_‘f: .:-"\-.
B Thudc ban theo don ™ t L "l’\H 1

@Durosec

Omeprazal 20mg
Vién nang chia vi hat bao tan frong rudt,
Chéng fiét acid da day

sookimprarma 1 |0 X 14 vién

SPK/Reg.N":
S6 16 SX/Lot.:

HD/Exp.

San xudt tai: CONG TY €O PHAN DUGC PHAM SAO KIM
KCN Quang Minh - Mé Linh - Ha Noi - Viét Nam

.ﬁ)a TAM TAY TRE EM.
OC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
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Vién nang chia vi hat bao tan trong ruét

Chéng tiét acid da day

.S,

Saokim Pharma

Hop 2 vi x 7 vién nang ciimg

DE XA TAM TAY TRE EM,
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
SDK/Reg.N":

KEEP OUT OF REACH OF CHILDREN.
READ ENCLOSED LEAFLET CAREFULLY BEFORE USE.

San xudt tai: CONG TY CO PHAN DUJC PHAM SAO KIM

KCN Quang Minh - M& Linh - Ha NGi - Viét Nam
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Chéng tiét acid da day Chéng tiét acid da day Chéng |
IDurosec® @Durosec”® lDurosec° &Durosec’ ®Du
[ Oneprazol 10mg | G [ Omagzazol 2ma ] GM\.E [ Oinecrusoliing ] T GNP [~ Ginsorazol
wihin-:-ﬁnu- Cing ty C Phin dupc phim S0 Kim n-nir&-e-ﬁhm Cing ty C Phin duge phim Sae Kim Cang ty C3 P
o lan ong bt Vién nang chia vi hat bao tan frong rud! Vién nang chia vi hat bao tan tror
dao day Chéng tiét acid da day Chéng fiét acid da day
® ®
)sec lDurosec" lDurosec lDurosec° @Durosec
= EM& Eihgg T GMI
¢ pham Sa0 Kim mrdrﬁnn&um Cang Iy C3 Phin duoc phim Sao Kim nhuu‘nin;-hhlh Cing by Ci Phn duge phim Sao Ki
ang chua vi hat bao fan frong rudt, Vién nang chiia vi hat boo tan frong rudt, Vién nang chia
Chéng 1iét ocid da day Chéng tiét acid da day Chéng |

‘Durosec® #Durosec® #Durosec® #Durosec 8Dy

S6 16 SX, han dung
duagc ép chim trén vi

v




.http’s_:/_/tm ngtamthuoc.com/

Rc Thubc béan theo don

@Durosec’

Omeprazol 20mg

THANH PHAN

Omeprazol (dudi dang pellet omeprazol 8,5%)................veeveenevernresessssssssssssens
DANGBAO CHE: Vien nang cimg chira pellet bao tan trong rut.
DANG TRINH BAY: Hop 110X 14 vién, 2vix7 vién. C
DUGJC LYC HOC flol 6
- Durosec véi hoat ch4t omeprazol c6 tac dung lam gidm bai tiét acid da daybﬁ'ng mﬂt
co ché tc dong cb tinh chon loc cao. Thudic khdi phattac dung nhanh, tao\r‘a‘ﬁmcmé
d3chiéu d6i véi men H'IK' ATPase (bom proton) &t& bao thanh da day. Doﬂ\u&;ngén
chan giai doan cudi ciing clia sy tao thanh acid da day nén Durosec (e ché hit méu» ¥
1&n c4 sutiét acid co ban 13n sy tit acid do kich thich. Ngcanécdungfénsuucwéu
acid, thuéc khdng cb tac dung dugc luc nao khac ¢b ¥ nghla Iam sang. Tac dung kiém
soétacid da day dat dugc véi liéu diing duy nhittrong ngay.
- Omeprazol bi phan hily va mAt tc dung nhanh chéng trong méi truang acid dich vi.
Durosec dugc bao ché dudi dang vién nang chira cac hat pellet (vi hat) bao tan & rudt.
Dang bao ché nay giiip thudc chéng lai sy pha hily clia acid dich vi va gidi phong
nhanh hoat chat khi vao trong ruét.

DUGCDONG HOC

Omeprazol dugc hap thu hoan toan & rudt non sau khi udng tir 3 dén 6 gie. Kha dung
sinh hoc khodng 60%. Thirc &n khéng dnh hudng 1én sy hdp thu thudc & rudt. Su hdp
thu omeprazol phy thudc vao liéu udng. Thusic cb thé ty lam tang hp thu va kha dung
sinh hoc clia né do (e ché da day bai tiét acid. Thudc gan nhiéu vao protein huyét
tuong (khodng 95%) va duge phan b & cacmd, dacbiétla & 1& bao vién clia da day.

khodng 60% khi usng tiép theo mdi ngay mét liéu. Tuy nlra doi thai trir ngan (khoang

~+~—Gag nghién ciru v& anh hudng cila thusic 461 véi ngudi 4i xe va van hanh méy chua
-1 dugebéo cao ddy da.

2N
. LEUDUNG

Kha dung sinh hoc ciia liéu uding mdt 14n dAu tien 14 khodng 35%, nhumg s tang én i
|

40 phat), nhung tac dung (rc ché bai ti&t acid lai kéo dai, nén c6 thé ding méi ngay chi
114n.

Omeprazol h&u nhu dugc chuyén hoa hoan toan tai gan, dao thai nhanh chéng, chil
y&u qua nudc tidu (80%), phan con lai theo phan. Céc chét chuyén hoa déu khong co
hoat tinh, nhung lai tuong tac véi nhiéu thudc khac do tac dung e ché cac enzym clia
cytochrom P450 clia té bao gan.

Dugc dong hoc clia thubc khdng bj thay d8i c6 § ngha & ngudi cao tudi hay ngudi
bénh bi suy chic nang than. & nguasi bi suy chitc nng gan, thikha dung sinh hoc clia
thudc tang va do thanh thai thusc gidm, nhung khong cb tich tu thudc va cac chat
chuyénhoa clia thudc trong cathé.

CHIPINH

- Diéu triloét da day - ta rang tién tridn.

- Bénh trao ngugc da day - thuc quan.

- Viém thuc quén cb tratloét.

- Chimg tang tiét acid bénh Iy nhur hdi ching Zollinger - Ellison.
CHONG CHIBINH

-Man camvéi bt cirthanh phan nao clia thudc.

THJ;‘N TRONG

- Khi ding omeprazol dé diéu tri nhimg trung hop nghi ngd co loét da day t trang thi
ngui bénh phai chac chin ring minh khéng bju actinh vithudc cé thé 1am che 13p cac
triéu chimg va lam cham viéc chén doan.

- Phunico thai va cho con bu.

TUONG TAC THUGC

- Omeprazol c6 thé lam ting tac dung va tac dung phu clia diazepam, phenytoin va
warfarin, Tuy nhién, khi ding liéu 1 vién/ngay, sy fuong tac trén khong c6 y nghia lam
sang.

- Omeprazol ¢6 thé 1am gidm sy hap thu clia ketoconazol, itraconazol.

- Néng d6 trong huyét tuang ciia ca omeprazol va clarithromycin déu tang cao khi
diing déng thes hai thudc.

- Omeprazol lam tang tac dung chéng ddng méu clia dicoumarol va cb thé 1am tang
tacdyng clia nifedipin.

~Trén thyc té 1am sang c6 thé diing ph6i hgp Durosec ciing véi céc thudc khang acid
khac.

PHUNUCO THAIVA CHO CONBU

Viéc sirdyng thuGc cho phy nir ¢4 thai va cho con ba chua duge danh gia mt cach ddy
da.

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH
MAYMOC

| /Loét tarang tién trién: Liéu khuyén c4o I3 1 dén 2 vienln/ngay. Céc triéu chimg
) giafnmmnh va héu hétbénh nhan lanh vétloét trong vong 2 tudn. BGi véinhing bénh |
. inhan khong fanh hoan toan vétloét sau 2 uén diéu tr du ién thithuong sélanh hén |
trong 2 tudn diéu trj tiép theo. '
thlétd‘a day tién trién: Liéu khuy&n co 1 1 dén 2 viénidningay. Cac triéu ching
— gﬁm nhanh va hau h&t bénh nhan lanh vétloét trong vong 4 tun, B&i véi nhimg bénh
nhan khang lanh hoan toan vét loét sau 4 tudn diéu trj d4u tién thi thuong sé lanh hén |
trong 4 tuén diéu trj tiép theo.
- Viém thyc quan ¢ trotloét: Liéu khuyén caola 1 vién/lan/ngay. Céc triéu chimg gidm
nhanh va hau hét bénh nhan lanh vét loét trong vong 4 tudn. B&i véi nhimg bénh nhan
khong lanh hoan toan vétloét sau 4 tudin diéu tri d4u tién thithuang s&lanh hin trong 4
tuéin diéu tri tiép theo.
- Bénh trao ngugc da day - thuc quan: Liéu khuyén céo 1a 1 - 2 vién/lan/ ngay. Triéu
chimg gidmnhanh trong 4 dén 8 tuén.
- Hoi chimg Zollinger-Ellison: Liéu khdi dau 3 vien/ian/ngay, sau do diéu chinh liéu
theo timg truéing hap cy thé va tiép tuc diéu tri cho dén khi dat két qué lam sang. Néu
liu hang ngay >80 mg (4 vién) thinén chia thanh 2 1an udng.
* Khéng cén diéu chinh liéu dai véi bénh nhén bi suy gan, suy than hodc ngudi gia.
CACHDUNG
- Thudc duge diing theo dudng udng.
- Pé dat dugc higu qua t6i da, nén udng thudc trudc khi &n mdt gicr hodic sau khi an hai
gio, nén udng ca vién thudc véi nudc, khong duge nhai hodc nghién vien thube truée |
khi udng.
TAC DUNG PHU
Giéng nhu céc thudc trc ché bom proton khéc, Durosec duge dung nap t6t. Tac dung
phu hay gap Ia tiéu chay, chuéng bung, buén nén, nén, dau dAu, chéng mat, hoa mat.
Mat s6 tac dung phu khéc cling gap nhung & mirc do hi€m nhur phén tmg dj tmg, bén
chdn, tang tam thai men gan, dauca.
Théng béo cho bac s§ hodc dudc si nhimg tac dung phu trong qua trinh
sir dung thudc.

QUALIEU b
Liéu udng 8 vién/iAn van dugc dung nap t61. Trong truang hop qué liéu, ién hanh diéu
frj triéu ching va cac bién phap nang da.

HAN DUNG: 36thang kéuﬁrngaysénmﬁl. o

C1 Jirénh &nh séng uunyép

BAO QUAN: Naikhd matd
TIEU CHUAN: TCCS.

TUQ CUC TRUONG
PTRUONG PHONG

e Y S Tht e

o€ XA TAM TAY TRE EM
NEU CAN THEM THONG TIN HOI Y KIEN CUA BAC SY, DUQC Y

DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG

Sin it i CONG TY C8 PHAN DUGC PHAM SAQ KIM
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