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Céng thirc:
Cho 110 b6t dong kh6 pMRY;
Omeprazol natri tugng duoni
Omeprazol..
Té dugc vd

Chi dinh, chdng chi dinh, liéu ding,
cdch ding, thantrong, tac dyung khong
| mong mu@n, cac thng tin khdc:
Xin doc to hung ddn st dung
Bao quan: Nai kho rdo, nhigt do duoi 30°C,
trdnh anh sdng
Tiéu chun: TCCS
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OF XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
SBK :
S8 16 SX:
NSX:
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Mau nhan hgp Omevin
Kich thudc: 120 mm X 25 mm X 80 mm.
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Omeprazol 40 mg
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DUCC PHAM

Composition:

* Each vial lyophilized powder contains
Omeprazol sodium equivalent to
Omeprazol 40mg
Excipients q.s i i 1vial

Indication, contra - Indication, dosage and
ini precaution irabl

effects, other information:

Please see the package insert

Storage: Store in dry , controlled temperature

below 30°C. protect from light

Specification: In -house

KEEP OUT OF REACH OF CHILDREN

\q‘. HBN107201011
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Omeprazol 40 mg

VINPHACO
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Omeprazol  40mg
.M

CTY CP DUJC PHAM VINH PHUC
VINPHACO

S8 16 SX
HD:
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10 lg bt ddng khd

Omeprazol natri tuong duong voi
Omeprazol . 40mg
Té duoc vd 1lo

Chi dinh, ch@ng chi dinh, liéu ding,

cach dung, than trong, tac dyng khéng

mong mudn, céc théng tin khdc:

Xin doc to hutng din st dung

Bao qudn: Noi kho rdo, nhiét dd dudi 30°C,
trdnh anh sdng

Tiéu chudn: TCCS

OF X,
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Omeprazol

VINPHACO

PRESCRIPTION DRUG

OMEVIN ..

Mau nhan hop Omevin
Kich thugc: 130 mm X 50 mm X 80 mm.

40 mg

CO PHAN

~v

*| DUCC PHAM | %

VINH PHUC

O

Composition:

* Each vial Iyophilized powder contains
Omeprazol sodium equivalent to
Omeprazol........ . .. 40mg
Excipients q.s . 1 vial

Indication, contra - Indication, dosage and

ation, p
effects, other information:

Please see the package insert

Storage: Store in dry . controlled temperature
below 30°C, protect from light

Specification: In -house

KEEP OUT OF REACH OF CHILDREN
READ INSERT PAPER CAREFULLY BEFORE USING

8”93!)1 IOHH
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NIAJINO

R erescription oRUG

g duong véi

T4 duge vd ..
Chi dinh, chd'ng chi djnh, cach ding, liéu ding, than trgng, tac dung khong mong

mudn, cac thong tin khdc: Xem trong tis husng dn s dung.
Béo quan: Noi kho rdo, nhigt d dudi 30°Ctranh &nh sdng.

Cong thirc: Cho 1 Ip bot dong kho phatiém  COng thirc: Cho 1 8ng nubic cAt tiém 10ml.
Tigu chudn: TCCS

— VINH PHUC /
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Omeprazol 40mg
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1 lyophilized powder vial
1solvent ampoule

CONG TY C8 PHAN DUGC PHAM VINH PHUC - VINPHACO

88777 dubng Mé Linh, P. Khai Quang, TP. Vinh Yén, T.Vinh Phic

DT: 02113 861233 Fax: 02113 862774

Sdn xult tai ;

Lyophilized powder
for injection

VINPHACO Nha mdy san xuat: Thon Mdu Théng, P. Khai Quang, TP. Vinh Y&n, T.Vinh Phic

06 xa tdm tay tré em.

A

Nhan trén lo Omevin

PUOC PHAM

*
n trén 6ng dung méi, Kic ((

Nhan trén hop Omevin
Kich thwéc(5.5 x 2.5 x 10.5)cm

R thusc san THED BON

OMEVIN

Omeprazol 40mg

1 lo bdt ddng khd \

1 6ng dung mdi

Bot dong khd pha tiém

Doc ky hudng dén s dyng trude khi ding.

pwop jozeisdawQ |
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TO PHAN

CTY CP DUJC PHAM VINH PHUC

Kich thwoc(6 x 3)ecm 002284
= L0 BT DONG KHD PHA TIEM
= OMEVIN CG PHAN
=  Omeprazol 40mg DUCC PHf\M
— T.M 1

S6 16 SX:
HD:
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NUGc cmnsmmm&%f

uéic c4t pha tiém vd...10,0ml
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25 € a J@/w}, razol natri .......... .. ... 42.5 me ‘
(ulon;é’t?ér/g/vé‘i 40.0 mg omeprazol)
Ta duoc (manitol) vira dti.........oocooee L o
- 01 6ng dung moi pha tiém:
NuGe ct pha tiém ... 10 ml ‘
Dang bao ché: Thude tiem bot dong kho

Dong goi: Hop 1 1o bot dong kho va 1 dng nude cit tiém 10 ml.
[op 5 10 bt dong kho

Hop 10 1o bot dong khd

Duge luce hoe
Omeprazol e chC sur bai tict acid cua da day do Gc ché ¢d hdi phive hé cnzym hydro/ kali |

adenosin triphosphatase (H'/K" A'TPase) con goi 1a bom proton o1& bao thanh cia da day, Tie dune |

nhanh. kéo dai nhung hoi phuc duge. Omeprazol khong ¢é tac dung Ién thu the (recepion) |

rang, ¢o the duy tri viée giam 80% acid dich vi trong 24 gio.

t=

|

= A . B i A N v A - 23 % S f » P ’
acetylcholin hay thy the histamin. Tac dung t6i da dat duge sau 4 ngay di¢u tri. O bénh nhin [0t @ |
I

|

|

Duge dong hoc

Thude gin khoang 95% vao protein huyét tuong. Tuy omeprazol ¢o thoi gian ban thii nedn
nhung thude ¢o thoi gian tac dung kéo dai (do su gin kéo dai cta thube vao T1/K ATPase). Vi viy.
¢6 thé chi dung thude mdi ngay mot lan.

Omeprazol duge chuyén héa hau nhu hoan toan ¢ gan, chi yéu nhor isocnzyim CYP2U 19 cua

cytocrom Pyso dé thanh hydroxy omeprazol, va mdt phan nho chuyén hoa qua CYP3A4 A hanh |

omeprazol sulfon. Cac chat chuyén hoa nay khong ¢6 hoat tinh va duge thai trir chu véu qua nude |

tiCu va mot phan qua phan.

Duoce dong hoc cua thude khong bi thay doi ¢ y nghia ¢ nguoi cao tuoi hay neuoi b

chtre néing than. O nguoi bi suy chire ning gan, thi di¢n tich dudi duone cong ting va dd thanh thai

thude giam, nhung khong ¢6 tich tu thude va céc chit chuyén hoa cua thude trong co the,
Chi dinh

- Trao nguoc dich da day - thuc quan.

- Lodt da day - ta trang.

- Hoi chimg Zollinger - Ellison.

Licu ding - ciach dung ‘

; -
Trong truomg hop khong dung duoe duong udng, omeprazol duge tiém tinh mach cham trong it nhat |

3 phat, licu trong duong 40 mg omeprazol/ lan/ ngdy hodic truyén tinh mach trong hoi glan W 20 |
|
- dén 30 phut licu twong duong 40 mg omeprazol/ 1an/ ngay.

~Bénh nhédn bi hoi chung Zollinger - Ellison ciing dd duoc ticm tinh mach voi cac licu cao hon licu !

%4
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: t’wng:dpnl/m na n: 101 va ¢6 the tang 18n 16i 2 mg/ kg 161 16i da 40 mg ngay mot lan.

\_ﬂ

UC ¢ tiém tinh mach 500 microgam/ kg t6i tdi da 20 mg ngay mot lin o wé em o |

\ll

%’“’W

h()na can di¢u chinh Iiéu

X

b\noum x)u\ oah: I)lcn tich du'o‘l du‘o‘ng cong lang va su dio lhau cuia thude ch:_nm lai. Sur dung lidu 20

mg/ 1an/ ngay.
Hat 10 ml nude cat pha tiém vao lo bot thude, lac dén khi bot thude tan hoan toan.
D& ¢6 dung dich truyén tinh mach. pha lodng thude trong 100 ml dung dich natri clorid 0.9%.
Chi_y: Thude sau khi pha trong dung méi dugc bao qudn 8i da trong vong 24 ¢id o dicu kicn 1
thuong.
Chdng chi dinh
Man cam véi omeprazol hay voi bit ¢t thanh phin nao cua thude
Than trong
Trude khi cho nguoi bi loc¢t da day dung omeprazol, phai loai trir kha nang bi u dc tinh (thude ¢
thé che lap cdc tricu chimg. do d¢ lam mudn chan doén).

St dung cac chat e ch¢ bom proton ¢d thé tang nguy co nhiém khuan dudne Gicéu hoa (vi du |

nhicm Salmonella, Campylobacier)

Phu niv co thai hodc dang con bi:

- Thoi kp mang thai: Tuy trén thye nghiém khong thay omeprazol ¢o kha nang giy di dang va dc |
voi bao thai. nhung khong nén diing cho ngudi mang thai. nhit la trong 3 thing diu

- Thoi ky cho con bua: Khong nén dung omeprazol & ngudi cho con bi. Cho dﬁ'n nay. chua i lidu |
nghicn ctru ndo ¢6 k&t ludn cu the vé van dé nay.

Kha nang 1di xe va van hanh mdy mdéc: Thube 6 thé edy nhtic dau. chong mat mdt neu, mét moi.
Khoéng nén Idi xe hay van hanh may moéc khi gdp tdc dung khéng mong mudn cua thudc,

Tac dung khong mong mudn

Omeprazol dung nap t6t va cic tic dung khong mong mudn tuong di it eip. thuong fanh tinh va ¢o |
hoi phuc.

- Thirong gap, ADR > 1/100

‘ Toan than: Nhire dau, buon ngu, chong mat.

Tiéu hoa: la chay. budn non. non. dau bung. tdo bon. chudng bung.
It gap, 171000 < ADR < 1/100

Than kinh: Mét ngu, rdi loan cam gidc. chong mat, mét moi.

Da: May day. ngtra, noi ban.

Gan: Tang transaminase nhat thoi

- Hiém gép, ADR < 1/1000

Toan than: D6 mo hoi. phi ngoai bién. qua man bao gom phu mach. sot. phan vé.

Huyet hoc: Giam bach cau, giam ticu cau, giam todn bd cac (€ bao mau. ngoai bi¢n, mit bach cdu

hat thicu mdu tan mdu tu micn

' Thin l\mh l ¢ lan coO hm phuc. kich dong. trdm cam, do gidc ¢ nguoi bénh cao o va dac bi¢t 1a o |

¥
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la Hodc khong vang da, bénh ndo ¢ ngudi suy gan.

1o hdp (,0 1lmt phc q/u/an

Co - \uono“‘r)ﬂn l”hop dau co. 1
Nicu - duc: Viém than k&.
| Hudong dan cach xitri ADR:

Phai ngung thude khi ¢o bicu hi¢n tac dung khong mong mudn ning. ;

“Thong bao cho bdc sT cac
‘ tic dung khing mong muén gap phdai khi sir dung thudc, l

| Twong tac thuoce

Omeprazol khong ¢d tuong tdc quan trong trén lam sang khi duoce dung cime amoxyceilin.

' bacampicilin. cafein, lidocain, quinidin hay theophylin. Thudc cting khong bi anh huone do ding

dong thoi Maalox hay metoclopramid.

Omeprazol ¢o the lam tang nong do ciclosporin trong mau. |

Omeprazol lam tang tac dung cua khang sinh diét tro 77 pylori.

Omeprazol tc ché chuyén hoa cua cdc thude bi chuyn hda bdi h¢ enzym trong cyvtocrom Piso cla |

gan va ¢o the lam tang nong do diazepam, phenytoin va warfarin trong mdu. Sy gidm chuycn hoa

cua diazepam lam cho tdc dung cua thude kéo dai hon. Vai licu 40 me/neay ome e ché

chuyén héa phenytoin va lam tang nong dd cua phenytoin trone mau, nhung licu omcprazo!

i 20mg/ngay lai co trong tac yéu hon nhicu. Omeprazol tc che chuyén hoa warfarin, nhung a1 it lam
thay doi thoi gian chay mau. ‘
- Omeprazol lam tang tac dung chong dong mau cua dicoumarol.

Omeprazol lam giam chuyén hoa nifedipin it nhat [a 20% va ¢o thé lam ting tac dung cua nifedipin, |

Clarithromycin trc ché chuyén hoa omeprazol va [am cho ndng do omeprazol ting cao ofp doi.

Twuong ky

D¢ co dung dich tiém tinh mach. phai pha bot omeprazol vai dung moi nude cat pha Gcém hode natd |

clorid 0.9%. Khong dugce dung dung mdéi khdce. P

| S . =] = | 4

| Khong dugc trdn, hodc pha dung dich omeprazol dé tiém tinh mach vai cdc dune dich tcém truyén | P
|

{inh mach khac.

Qua licu va xi tri

Licu tiém tinh mach mot lan i 80 mg, licu tiém tinh mach mdt ngay (Oi 200 me v Hicu 520 me

tiém tinh mach trong thoi gian 3 ngay van dugce dung nap 16t

Trong v van. ¢o thong bdo ve 2 trudmg hop qua licu omeprazol. Cac bicu hién lan

) chu yéu la |

¢u hoi phuce. |

- budn ngu. nhac dau (co 18 1a do chit chuyén héa) va tim dap nhanh. Ca hai bénh nhds
' khong ¢ bicn ¢b gi va ciing khong phai diéu tri dic biét ei.

Bio quan: Noi kho rdo. nhi¢t do dudi 30°C. tranh anh sang. !
Han dang:

‘ Lo bot dong kho Omevin: 24 thang k¢ tr ngay san xuat
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0 ml: 60 thiang k¢ wr ngay san xuat

ne nude cat ticm 10 ml: 24 gio sau khi pha.
CCS
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\\\A VINH PHUC /& “Thudc nay chi dung theo don cia bac i,
N D¢ xa tam tay tré em

e = “Doc ki hwéng din siv dung trude khi diiino
Néu cin thém thong tin xin hoi y kién bac si .,
CONG TY CO PHHAN DUQC PHAM VINII P1UIC
S6 777 Duong Mé Linh - P. Khai Quang - TP. Vinh Yén - 1inh Vinh Phac
Tel: 02113 861233 Fax: 02113 862 774

' Dia chi nha mdy lhon Mdau Thong - P. thu Quang -TP. Vinh Yén - Tinh Vinh Phic
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