/14

Tén: Lovac ddi thanh Ovac.

B QONG T Stz dung toa cho chai va vi - |
2 2 = ~ ung toa cho chai va vi - hjp.
£ PHQCI}JUDEJ &CGPHAM MAU N HAN CHAI Vién nang s& 2 (do-trong-trong)

e e Nhan chai 20 vién nang cing M3 s0: QIL.T4i PK-BSGY.L1

\V—'a chia vi hat tan trong rugt $6:01.15-05-2013
PHARIMEXCO
= > \lhan tryc tiép trén don vi dong goi nhd nhat
BO Y TE

CUC QUAN LY DUCC
pA PHE DUYET

Lin mufa’/a?/f%l}
| |

GMP-WHO EHMIH PHiN MBl vién nana chu:ra ‘
MBPFAZON eeeoresseresrermsiorias

tr ooy |
(dudi dang céc vi hat tan trong gt
cHi DN
Trao nnuuc d1ch da day - thyc quin
Loét d3 uaE trang |
Omeprazol....zc mg  Hoi ching allannr - Ellison | SDK-..

s CHONG CHI mun l:Ac.u m‘mn & LIEU DONG, i
THAN TRO! T Eﬁuuuc- KHONG | e
MONG M ms r ¢ THUdC |
Xin doc rrma 19 hudng adn si dung thufc. | i
BAO QUAN: Nl kho mat, nhift &8 dudi 30C
tranh 4nh sdng, LS

4 B4 xa tdm tay tré em ":it B
M
PIARIMESGG Doc ¥j hutng din st dunn trudic khi dunn ]

4:. aprazdl...20 mg "T- .
N TERD

coma Ty £f ey 0uTS Friken CUULENG
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MAU NHAN CHAI

Tén: Lovac di thanh Ovac.
St dung toa cho chai va vi - hop.

Nhan chai 100 vién nang cung Vién nang s6°2 (dé-trong-trong)
chia vi hat tan trong rut

Mi s6: QIL.T4i PK-BSGY.L1
S6:01.15-05-2013

Nhn tryc tiép trén don vi dong géi nhd nhét

K A THED TN

GMP-WHO

OVAC’20

Omeprazol....20 mg

THANH PHAN: M3i vign nang chia:

OMEPFAZOL........covrrorcerrscareen@l M

(dudi dang cdc vi hat tan trong ruﬁtg

cHI BINH:

Trdo ngu:rc dich da day - thyc quin
Lo#t da day ta trang.

HOi ching Zollinger - Ellison

CHONG CHI D{NH, CACH DUNG & LIEU DING,

T u—\n‘

| %\ DUJOPHA

SDK:
Tigu nhd’n ap uun b .

% .
\\ L‘N(,

= | THANTROYG LUC DUNG, TAC G KHONG
N| Mo Wow, TG TAC |
J ;rmocnungmmm.!nmmm aliafie: -3 !
1
BAD QUAN: Na khd mdl, Gt 60 dusi APC ; }
s:é Irinh 4nh sing, £ 5%

céna Ty cb Pk puse Pl I LCHG D€ xa t4m tay trd em. Mol S 2
350 Qv 140 - Pourong 8- TP Vieh Loy PUARIMENCO  goc kj huing din s dyng trudc khi ding L ?
A\

2, . o I

Cd-sd xin dédng ky

A TR e
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cO PHAN DUCC PHAM
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BT

VrC
PHARIMEXCO

MAU NHAN CHAI

Nhan chai 200 vién nang cung

chura vi hat tan trong rudt

Tén: Lovac déi thanh Ovac.

St dung toa cho chai va vi - hjp.

Vién nang 56 2 (dé-trong-trong)
Mai s6: QIL.T4i PK-BSGY.L1
§6:01.15-05-2013

Nhan tryc tiép trén don vi déng goi nhd nhat

GMIPP-WHO

@V% C’2

THUGC DUNG CHO BENH VIEN

e Tv o peldn DuDs Brie clfuLoNG
150 dubeg 145 - Phudng & - TR Vinh Lang

Omeprazol....20 mg

T =

PHARIMEXCO

0

THANH PHAN: M3i vién nang chia:
OMEPIAZON......ooeninaresssssassannesas 20 mg
(dudi dang cdc vi hat tan trong rujt)

CHI BINH:

Trao nguuc dich da day - thyc quan
Loét da dagté trang.

Hoi ching Zollinger - Ellison

CHONG CHI DINH, CACH DUNG & LIEU DUNG,
THAN TRONG LUC DUNG, TAC DUNG KHONG
MONG MUSN, TUONG TAC

Xin dac tmng 1o .‘:Mng cbn st dung mmfc

BAO QUAN: Nai khd mat, ahigt 60 a1 3FC
trinh dnh sdng,

Bé xa tim tay tré em

Poc kj huang din si dung trudc khi ding

Tidu cnua'n 4p dung: TCCS.

B ]

veg CTYC mmﬁlcauu
s 150 diamg WR - Phigng 5 TP VRRLom

5618 SX & ngly SX:
HD:

P S0 I,
J/\ —~

/ i K’TGF@NG

o

P 'Féhgrel m| Béc

L,

L)
‘{ON( —

| ougceH .}
>\ CUTL

Ny
. 73

Th.S. Nguyén Hitu Trung
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PHARIMEXCO |

MAU NHAN HOP

Hop dung 1 chai 20 vién nang cung

chua vi hat tan trong rudt

Nhén trung gian

| culinG cul piNK, CACH DUNG & LIEU DONG,

OVAC'20

Omeprazol...20mg
| n.tu OUAN: No khd mdt, trinh dnh sdng,

| nhigt do dusi 30°C

| D€ xa 1dm tay iré em.

| Dye k§ hudng ddn sit dgng tnrdc khi ding

THAN TRONG LUC DONG, TAC DUNG KHONG
MONG MUOR, TUONG TAC THUGE :
Iﬂl mtrm 19 hvdng ddn st dyng thudt.

SBK
Tiéu chudn ziu djﬂg Tees.

B e
e R
OVAC 20
Omeprazol....20 mg
ot ;i
e
2

et
L i _)
) ; PIARIMEXCO

Tén: Lovac ddi thanh Ovac.

Sit dung toa cho chai va vi - hjp.
Vién nang s6 2 (do-trong-trong)
Ma s0: QIL.T4i PK-BSGY.L1

§6:01.15-05-2013

Trio nguge dich da day -
Loét da day td trang.
Hi ching Zollinger - Ellison

=

S5 16 SX & ngdy SX:
HD:

G,GiAM poC
gm Péc

Th.S. N guyén Hitu Trung
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VeC
PHARIMEXCO

MAU NHAN VI

V1 10 vién nang cung
chua vi hat tan trong rudt

Tén: Lovac déi thanh Ovac.

Sit dung toa cho chai va vi - hép.

Vién nang s6 2 (do-trong-trong)
M s6: QIL.T4i PK-BSGY.L1
S6°01.15-05-2013

Nhan tryc tiép trén don vi déng goi nhd nhat

R TR Rk D DR

OVAC 20

Omeprazol.....20 mg

CTY CP DUGC PrANM CUU LONG
150 A 140 Praptang 5 - TR Wik Loy

ll TaUC AN THLG BN

OVAC 20

Omeprazol.....20 mg

V€ PHARIMEXCO

l; THUC Bk THLO OO

OVAC 20

Omeprazol.....20 mg
CTY CP DUGC PrAM CUU LONG
150 Butag 145 . Flaalng 5 TP Vi Lig

m#un TEOBN

OVAC 20

Omeprazol.....20 mg

VPC PHARIMEXCO

R Traxic RAN THLO BN

Omeprazol.....20 mg

CTY CP DUGC PHAM GUU LONG
1440 diatmyg 145 - Plasing 3 - TP Vinh

S8 1 SX.
HO:

R. T A FHEO DO 1

OVAC'20 |

Omeprazol.....20 mg

VPC PHARIMEXCO

€TV CP CUgC A ﬂ'uBlef ;H pd
‘o)

150 duing 149 - Pregha 24t [ Vinh Lot «

Omeprazol.....20 mg

VAC PHARIMEXCO

R Trsfc QAR TLO BN

OVA&:ZO

Omeprazol.....20 Mg [

STY P DUGC PHAM CUU LOKG
V5l Ak 1400 - Frapieg 5 - TP Vit Long

!?l T RAR TR0 DO

OVAC 20

Omeprazol.....20 mg

VA€ PHARIMEXCO

Th.S. Nguyén Hitu Trung
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CO PHAN DUOC PHAM
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e

VrC
PHARIMEXCO

MAU NHAN HOP
Hop 3 vix 10 vién nang cung
chtta vi hat tan trong rudt

Nhén trung gian

Tén: Lovac ddi thanh Ovac.

Sit dung toa cho chai va vi - hip.
Vién nang so 2 (dg-trong-trong)
M4 s6: QII.T4i PK-BSGY.L1
86:01.15-05-2013

% THUGC BAN THEO BON

OVAC'20 |

GMP-WHO

HOP 3 Vi x 10 VIEN NANG CUNG |
CHUA VI HAT TAN TRONG RUQT

(=
N
(&)
Omeprazol....20 mg <
=
(o

THANH PHAN: M3 vitn nang chia:
(4 1T —————- ]
(dudi dang cde vi hal tan trong rudt)

CHI BNH:

Trdo nguic dich da diy - thyc qudn

Lodt dy diy t trang.

HYi chimg Zollinger - Ellison

e EHARIMERC

cnting el ornw, chci oDKG & Ly DUns,
THAN TAQHG LU DUNG, TAC DYKG KHOKG
WONG NN, TUING TAE THUEC
Xin dpe trong 19 brdog dln a2 dyag 1

OVAC’20==

O/meprazot....20 mg *

HOP 3 Vi x 10 VIEN NANG CUNG
CHUA VI HAT TAN TRONG RUQT |

Bw pzjozeidewg

02.0VAD

SOK,

Tibu chifn 4p dung: TCCS, I ]

840 auin; u;w Knd mat, trdnh dnh sdng, - P
nhifl 40 duni 30°C e U e
0f x tdm tay trd em, €Y . ougc PHAM clu LoNa
Dye kf hudng din 53 dyng il kbl ding mann 150 Qubg 14% - Fruing & - TP VA Larg

Omeprazol....20 mg

Th.S. Nguyén Hitu Trung
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02 OVAO

MAU NHAN HOP

Tén: Lovac déi thanh Ovac.
St dung toa cho chai va vi - hip.

Hop 10 vix 10 vién nang cing Vién nang so 2 (do-trong-trong)
chta vi hat tan trong rudt Mi s6: QIL.T4i PK-BSGY.L1

§6:01.15-05-2013

Nhan trung gian

I% THUGC BAN THEQ BON

|
|
|
|
|
|
|
l|

OVAC’20 |

Omeprazol....20 mg

|
{
HOP 10 Vi x 10 VIEN NANG CONG |
CHUA VI HAT TAN TRONG RUGT !

CHANG CHI DINH, CACH DONG & LIEU DUNG,
THAN TRONG LUC DUNG, TAC DUNG KHONG
MONG MUGN, TUONG TAC THUGC :

Xin dgc lrong 18 hudng ddn sd dyng thudt.

Tidu chudn 4p dyng: TCCS.

BAQ QUAN: Nai kho mat, trinh dnh sing,
nhigt 44 dubi 30 C

DE xa t4m tay ré em,

Doc kj hudng din s dyng trude khi ding

| K THUGC BAN THEO BON

OVAC’

GMP-WHO |
[ o
' @IE o
NfY 22
ON T
Qf: <
q § ==
™ 2
| T

Omeprazol....20 mg

|

I ' HOP 10 VI x 10 VIEN NANG CUNG g
CHUA VI HAT TAN TRONG RUQT '

z - |

THANH PHAN: Omeprazol pellet 10%
L1 1 [V — ....20 mg Omeprazal
CHI BINH:
Trdo ngugc dich da ddy - thyc qudn
Loét da day ta trang.
HOI ching Zollinger - Ellison
L6 SX & ngdy SX:
HD:
| ¥
e, SR et Ei s SE

{8 101 AfARIME XCO
e

- _ ——.—-'['“'--———h___._‘ :

Th.S. Nguyén Hitu Trung
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Tén: Lovac ddi thanh Ovac,

X 9 ONG TY * Sit dung toa cho chai va vi - hip.
CO PHAN DUGC PHAM 710 HUGNG DAN SUDUNG THUOC Viénnang s6 2 (do-trong-trong)
CUU LONG M 56 QILT4i PK-BSGY.L1
Sl S6:01.15-05-2013
Rx Thudc bén theo don A

OVAC™- 20

Vi&n nang ciing chia vi hat tan trong rujt

THANH PHAN: M&i vién nang chia
Omeprazol...................20 mg (dudi dang cdc vi hat tan trong rudt)
DANG BAO CHE: Vién nang cing chdia vi hat tan trong rul.
Quy CACH BANG GGI: Hop 3 vi x 10 vién, hp 10 vl x 10 vién. HOp dyng 1 chai 20 vién. Chai 100 vién, chal 200 vifn nang cdng tan trong rudt.
CHI BNH: Trdo nguge dich da day - thyc quin. Loétda ddy-tardng. HOiching Zollinger - Ellison.
CACH DUNG VA LIEU DUNG: N2n uSng thudc trudc bda 4n séng hodc tnidc khi di ngi 16, udng thutic véi nhi€u nudc. Udng nguyen vién khdng dugc c4n v8 hodc nhai vién
nang. D& lién seo |4u dai va trédnh loét tai phat, ¢4n phdi loai tris hodn todn H. pyfori va gidm hodc ngling diing thuSc chdng vigm khong steroid. Didu trj chung viem thyc
quan do trio ngugc da day - thyc quin; Liéu thudng dung 12 20 - 40 mg, udng mdi ngay mdt l4n, trong thai gian ti 4 d&n 8 tudn; sau d6 ¢ th diéu tri duy tri wi liéu 20 mg
mdt 14n mbi ngay. Diéu trj loét: Usng mBi ngay mt t4n omeprazole 20 mg (truing hgp ndng cd thé diing 40 mg) trong 4 tudn néu 4 loét ta tring, trang 8 tufn néula loét da
day. Khdng nén dung kéo dai hon thasi gian trén. Tr liéu bing omeprazol [3m gidm d§ toan trong da day, nhung i 14m t&ing gastrin. Tuy nhi2n 12 tang tam thi va phyc héi
dugc. Khi diu trj dai ngay, d& gZp tdng sinh nang tuyén da day. Nhang thay d8i a6 cé tinh chat sinh 1y, 1anh inh v& héi phyc dugc. Téc dyng Uc ché tao proton déng bién
véi ving ndm dudi dubing cong ndng 0 - thdi gian, chu khing chl 6an thudn vdi néng d9 thuSc trong huy€t tuong. Liéu uling 20 mg omeprazol 1am gidm tao HCI trong vang
2 gitl. Diing nhiéu ngay, mbi ngay uding 1 liéu thi tic dung 16i da s& dat dugc sau3 -5 ngay. Tir 6, ) toan cla da day bi gidm di trung binh 14 80% va sy tao HC do kich
thich bng pentagastrin bj gidm di 70% sau khi ubng thuSc 24 gidl. TAc dyng Uc ché bai tift HCI cia thulic kéo dai; téc dung ndy hét sau khi ngirng ding thullc 5 ngay. Uing
mét nang 20 mg d4u tign di cb tic dyng lam gidm cdc triéu ching va @ phdn Ian ngudi bénh bj loét t4 trang trong vong 2 tuén 18 43 thay IEn seo. & ngudi loélt da day va
viém thyc quin ¢ trao nguge, thi trung binh phdi 4 tulin méi lién seo. Tuy nhién, ty I8 tai phdt s& cao, néu khong triét dugc H. pyfori va néu khbng gidm hodc ngiing vic
sif dyng thufic chéng viem khong steroid (ngay ¢4 dudi dang vién bao hay vién dugc gidi phdng cham), vi thudc chéng viém khong steroid Ut ch& sy tng hop
prostaglandin c&n cho bdo v niém mac da day. Sir dyng omeprazol trong diéu trj loét: Omeprazol chi 13 mot trong c4c thudc trong trj liéu véi cing thic 2 hogc 3 thudc (Jc
¢h& bom proton, khang sinh, thudc ¢héng acid). C4n chd ¥ ring 30% 56 ngubii bnh cd H. pylori khing lai cdc nitro - imidazol. DE didt H. pylori, thuSc thuding duc ding 13
amoxycilin (hay tetracyclin) + metronidazol (hay tinidazol) trang 10 ngay. Nén uSng omeprazol déng thdi vdi amoxicilin, vl n€u ding omeprazol trudc thi s& lam gidm tic
dung cia ca hai thuic nay. Tr ligu diing 3 thudc thudng gdy nhidu tac dyng khdng mong mudn hon so véi dung 2 thufc, nhung trong ¢d hai truling hgp, téc dyng khdng
mong mugn déu nhe. Khi chon lya phuong dn diu tri, phai tinh d&n cd nh khing khéng sinh cia H. pylori. Do d6 phdi nudi cdy H. pyfori. NEu ding liéu cao thi khong
duge noung thudc dot ngdt ma phii gidm dédn, Biéutri hdi ching Zollinger - Ellison: MBi ngay uSng mdt 14n 60 mg (20 - 120 mg mbi ngdy); néuding liéu cao han 80
mg thi chia ra 2 14n mdi ngdy. Liéu lugng c4n duge tinh theo tung trung hgp cy thé va tri lidu cd thé kéo dai tiry theo yeu c4u 14m sang. Khdng duge ngung thudc ddt ngdt.
Hojc theo sy hudng din cia thdy thuft.

CHONG CHI BINH: Qui miin véi omeprazol hodc cdc thanh phdn khdc cia thudc. Than trong khi dung thudc: Phai loai tr khd nang bj u dc tinh & da day truwdc
khi cho ngudi bj loét da ddy ding omeprazol. Khdng nén ding thudc cho ngudi mang thal nhal 12 trong 3 théng d4u thal ky, nguti dang cho con bi. Tuy
trén thyc nghiém khong thdy omeprazol c6 khd nang gdy di dang va doc véi bdo thai, nhung khdng nén dung cho ngudi mang thai, nhat 1a trong 3 thang ddu
va & ngudi dang cho con b, Téc dgng cla thutic khi 141 xe v3 v4n hanh mdy méc: ThuSc ¢ thé gdy chéng mat, bubn ngll, V1 vdy khdng nén ding cho ngudi
1ii tau xe va vin hanh mdy méc.
TUONG TAC THUGC: Omeprazal ¢ thé 1am tang néng df ciclosporin trong m4u. Omeprazol IAm tang tic dung cla khng sinh digt trit H.pylori, Omeprazol ic ché chuyén
h6a ciia cac thudc bi chuyén hoa bdi hé enzym trong cylochrom P450 gla gan va cd thé 1am tang ndng df diazepam, phenytain vA warfarin trong mdu. Thudc 1am ting tic
dyng chBng ddng méu dicoumarol, thulic lam gidm chuyén héa nifedipin it nhat 12 20% va c6 thé lam tang téc dung cba nifedipin .Clarithromycin dc ch€ chuyén hoa
omeprazol vé lam néng df omeprazol tang cao gép dbi.
TAC DUNG KHONG MONG MUGN : Thudng gdp: nhic déu, budn ngt, chéng mat, budn ndn, ndn, dau byng, tdo bén, chubng bung. [t gdp: m&t ngh, mét mdi, ndi may day,
ngifa, ndi ban, tang men gan tam thai. Higm gdp: 06 mé ndi, phis ngoai bidn, qud mdn (bao gbm phil mach, s6t, phin v8), réi loan vé mdu (nhy mat bach cdu hat, gidm
bach c4u, gidm tiu c4u), 1o En c6 hdi phyc, kich ddng, trdm cam, do gidc & ngubi bdnh ndng, rdi loan thi gidc, v to d dn dng, viém miéng, khd miéng, viém gan, vang
da, bAnh n3o do gan, co thét ph¥ quin, dau khdp, daucd, viem th3n k8. Nguy ca bj ung thu héa do thudc tang pH da day 1am vi khuZn phit \rién nitrosamin thitc &n. Ngung
sif dyng va hdi y kién béc si: khicdc téc dyng khdng mong mudn kéo dii hodc trd nén ndng hon.

Thdng bdo cho bdc sTcdc ldc dyng khing mong mubn gip phd! khi ding thudc.
DUGC LYC HOC: Omeprazal 14 thudc dc ché bom proton. N6 Uc che sy bai ti€t acid cla da day do dc ché cb hdi phuc hé enzym hydro-kali adenasin triphosphatase
(H+/K+ATPase), con goi 1A bom proton & t& bao vién cla da day. Omeprazol khong tic dyng [&n thy thé acetylcholin hay thy thé histamin.
Vi liéu 13p lai mdt l4n mBi ngay, thudc dat téc dung 16i da trong vong 3-5 ngdy.
DUJC BONG HOC: Omeprazol duge hdp thu hodn tedn & rdt non sau khi uSng 1ir 3 d€n 6 gid. Khd dung sinh hoc sau khi ung liéu 13p lai khodng 60%. Thic dn
khong dnh hudng 18n sy hap thu cla thudc & rdt. Sy hap thu omeprazol phy thuc vao liéu ulng. Thudc gdn nhifu véi protein huy€t tuong (khodng 95%). 1
Omeprazol hdu nhu dugc chuyén héa hodn todn tai gan, chi y&u bdi he enzym cytochrom P450 (omeprazol dugc chuyén héa bdi CYP2C19 thanh hydroxy- !
omeprazol vi mgt phén nhd dugc chuyén héa béi CYP3A thanh omeprazol sulfon). Cdc chdt chuyén hoa khong €6 haat tinh dudc bai iét chil y€u qua nutc tifu
(khodng 80%) v& phén cbn Iai theo phan. Duge dong hoc clia thuSc khong bj thay ddi ¢6 ¥ nghla ldm sdng & ngudi cao tdi hay ngudi ¢6 chic ning thdn bi suy
giam. O ngubi bi suy chic ndng gan, khd dyng sinh hoc cla thudc tang I&n. DY thanh thii coa thuéc gidm & nhing bénh nhdn nay.
uA LIEU VA XU TRI: C4c triu ching qud liéu gifing nhy c4c tdc dyng khdng mong mun: budn ndn, ndn, ndi mé day, mn ngila, chéng mat.. Khi uiing qud liucén diéu v

tri triu chiing va diéu tri hd trg , khdng c6 thufic di{u trj d3c hiéu.
BAO QUAN: DE thuic ni khe mat, nhiét 49 dutsi 30 C, trdnh dnh séng.
DéE thudc xa tdm tay tré em

HAN DUNG: 36 thang ké tir ngay san xudt.

TIEU CHUAN AP DUNG: Tibu chusn cast

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

THUGC NAY CHI DUNG THEO BON CUA BAC SY

NEUCAN THEM THONG TIN, XIN HO1 ¥ KIEN CUA BAC SY

THONG BAO CHO BAC S¥ CAC TAC DUNG KHONG MONG MUGN GAP PHAI KHI SUDUNG THUSC

CONG TY CO PHAN DUGC PHAM CUU LONG

pHARIMEXCO 150 duding 14/9.; Phudng § - TP Vinh Long
2

PHO CUC TRUONG

Npuyén Vin Chank

Th.S. Nguyén Hitu Trung



