Mau nhan hop vién nang mém AVANTOMEGA (Hop 30 vién)

Kich thugc: 115 x 45 x 80 (mm)
Ti 1&: 100%

C:22, M:48, Y:36, K:0
C:06, M:37, Y:24, K:0
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THUAN AN, BINH DUONG, VIET NAM

AVANTO M EGA Vién nang mém

Omega-3-acid ethyl esters 90.....1000 mg
Hap 30 vién (3 Vi x 10 Vién nang mém)

“Dgc KY HUGNG DAN SU DYNG TRUGC KHI DUNG"
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[THANH PHAN) M8i vien nang mém chia:

Omega-3-acid ethyl esters 90-----—--------------~ 1000 mg
(Chtra Eicosapentaenoic acid (EPA) ethyl ester 460 mg,
Docosahexaenoic acid (DHA) ethyl ester 380 mg)

M0 TA]

Vién nang mém hinh thudn dai, trong sudt, bén trong chifa
dich thudc dang ddu mau vang nhat

[CHI BINH] Xin doc ky hutng dZn sir dung.

[LIEU LUGNG & CACH DONG]

Thube duge udng cting thic n dé tranh rdi loan tiéu hoa.
Sau nhdi m4u co tinr. Mt vién mbi ngay.

Tang triglycerid m&u. Khdi d4u dibu trj hai vién mdi ngay.
NEu khong c6 dép (g ddy dd, c6 thé ting liu 1én bon
vin mdi ngay.

HI DINH,TAC DUNG PHY]

[BONG GO1I

10 Vién nang mém/ Vi x 3 Vi/ Tdi nhom/ Hop.
{BA0 QUAN)

Trong bao bi kin, tranh 4nh séng.

0 nhigt do phong khong qua 30°C.

[TIEU CHUAN] TCCS.

Céc théng tin khdc,xin xem to
hudng dan sir dyng bén trong hp.

S51SX/ Lot No.:
NSX/ Mfg. date
HD/ Exp, Date :
SDK/ Reg. No.

Buge sin xdt tai
CONG TY CO PHAN KOREA UNITED PHARM. INT'L
‘S82A, B2l LTy Do, Khu CH Vit Nam-Singapore, Thesin An, Binh Dutng, Vit Nam.
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[COMPOSITION] Each soft capsule contains:

Omega-3-acid ethyl esters 90---------------------- 1000 mg

(Comprising Eicosapentaenoic acid (EPA) ethyl ester 460 mg,

Docosahexaenoic acid (DHA) ethyl ester 380 mg)

[DESCRIPTION] Each transparent, oblong soft capsule is

filled with pale yellow oil.

[INDICATIONS] Refer p ibing il i losed.

[DOSAGE & ADMINISTRATION]

The capsules may be taken with food to avoid gastrointestninal

disturbances.

Post myncanilal infarction:Once capsule daily.
idaemia: Initial two

p is not obtai

to four capsules daily.

les daily. If
d, the dose may be increased

q

- [CONTMINDICATIIJNS AD\IEHSE EFFEGTS]

Refer p

186

[PACKAGE]

10 Soft capsules/ Blister x 3 Blisters/ Alu-foil bag/ Box.
[STORAGE]

Preserve in tight containers, protected from light.
Store at room temperature not exceeding 30°C.
[SPECIFICATION] In-house specification.

For full prescribing information,
Please see enclosed leaflet.

Manufactured by

KOREA UNITED PHARM. INT ‘LJSC
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MAu nhan hop vién nang mém AVANTOMEGA (HOp 60 vién)

Kich thugc: 115 x 70 x 80 (mm) ==

Ti 1&: 80%

C:22, M:48, Y:36, K:0
C:06, M:37, Y:24, K:0
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AVANTO M EGA Vién nang mém

Omega-3-acid ethyl esters 90.....1000 mg
Hép 60 vién (6 Vix 10 Vién nang mém)

-ngc KY HUGNG DAN SU DYNG TRUGC KHI DONG"
*DE XA TAM TAY TRE EM"

DUGC SAN XUAT TAL
k. CONGTY COPHANKOREAUNITED PHARM. INT'L
THUAN AN, BIKH DUGNG, VIET NAM

Deputy Qeneral Dree

[THANH PHAN] M3 vién nang mém chita: 106NG GOI
Omega-3-acid ethyl esters 90-—-----—------ve- 1000 mg 10 Vién nang mém/ VI x 6 Vi/ Tai nhdm/ Hop.
(Chia Eicosapentaencic acid (EPA) ethyl ester 460 mg, 18A0 QUAN]

Docosahexaenoic acid (DHA) ethyl ester 380 mg) Trong b2o bl kin, trénh dnh séng.
M0 TAY 0 nhiét do phang knong qui 30°C.

Vién nang mém hinh thudn dai, trong suSt, bén trong chifa (TIEU CHURNI TOCS.

dich thusc dang ddu mau ving nhat
[CHI BINH] Xin doc ky hudng din sif dung.
(LIEY LUGNG & CACH DUNG]

Cdc thong tin khdc,xin xem td
hudng dan sif dyng bén trong hp.

ThuSe duge udng cing thic dn dé trénh rdi loan tidu hoa. S316SX/Lot No.:
Sau nhdi mdu cd tim: MOt vien mi ngdy. NSX/ Mfg. date :
Tang trigiycerid mAu. Khoi d4u didu tri hai vien mbi ngay. LIVAZT A0 5

SDK/ Reg. No. :

NEu khong c6 ddp tmg ddy db, cb thé tang liéu 1&n bon
vién mdi ngdy.

By ﬁnn‘ézl
[CHONG CHI BINH,TAC DUNG PHU] CONG TY €O PHAN KOREA UNITED PHARM. INT'L
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Box of 60 Caps. (6 Blisters x 10 Soft caps.)

[COMPOSITION] Each soft capsule contains: [PACKAGE]
0Omega-3-acid ethyl esters 90----------=-==-ee=ees 1000 mg 10 Soft capsules/ Blister x 6 Blisters/ Alu-foil bag/ Box.
(Comprisi ic acid (EPA) ethyl 460 mg, [STORAGE]
acid (DHA) ethyl 380 mg) Preserve in tight containers, protected from light.
[DESCRIPTION] Store at room temperature not exceeding 30°C.
Each transparent, oblong soft capsule is filled with pale [SPECIFICATION] In-house specification.
yellow ail.
[N Helor He et For full prescribing information,
[DOSAGE & ADMINISTRATION] please see enclosed leafiet.
The capsules may be taken with food to avoid gastrointestninal
disturbances.

Post-myocardial infarction: Once capsule daily.
Hypertriglyceridaemia: Initial treatment two capsules daily. If
adequate response is not obtained, the dose may be increased
to four capsules daily.

[CONTRAINDICATIONS, ADVERSE EFFECTS]

Refer prescribing information enclosed.

Manufactured by

KOREA UNITED PHARM. INT'L JSC
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MAau nhan vi vién nang mém AVANTOMEGA

G:22, HoAD, Yese, 50 S8 16 SX, han dung dugc in ndi trén vi
C:06, M:37, Y:24, K:0

FIHIEN

KOREA UNITED .

.‘GAmnml;ném

.yl esters 90 1000 mg
AUNITED PHARM.INT'L JSC

AEGA Soft Caps. AVANTOMEGAWIm-;nIn

.yl esters 90 1000 mg Omega-3-acid ethyl esters 90 1000 mg
LA UNITED PHARM.INT'L JSC l) KOREA UNITED PHARM.INT'L JSC

A sotcaps. AVANTOMEGA...... =~ AVANTOMEGA s.-

2rs 90 1000 mg Omega-3-acid ethyl esters 90 1000 mg Omega-3-acid ethyl esters 90 10°
.€D PHARM.INT'L JSC l) KOREA UNITED PHARM.INT'L JSC l) KOREA UNITED PHARM

 W— AVANTOMEGA s coss. AVANTOMEGA.....

90 1000 mg Omega-3-acid ethyl esters 90 1000 mg Omega-3-acid ethyl esters 90 17
NTLJSC o}~ KOREAUNITED PHARM.INT'L JSC 2}« KOREA UNITED PHAP

YEGA soncan. AVANTOMEGA .....c:c

90 1000 mg Omega-3-acid ethyl esters 90 1000 mr
‘TLJSC l) KOREA UNITED PHARM.INT”

Deputy Gerteral Director

Cong ty C6 Phan Korea United Pharm. Int'|
Thuan An, Binh Duong, Viét Nam.
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TO HUGNG DAN SU DUNG THUOC

Rx Thudc néy chi diing theo don thubc

AVANTOMEGA Vién nang mém
(Omega-3-acid ethyl esters 90....1000 mg)

Dé xa tdm tay ciia tré em.
Doc ki huwong din siv dung trwée khi ding.

A A A a . . 20 7 7 o A , -
Néu can thém thong tin, xin hoi y kién bdc si.

THANH PHAN CONG THUC THUOC
MGéi vién nang mém chiea:
Omega-3-acid ethyl esters 90 .......covrrvciinniiniiiie, 1000 mg
(Chira Eicosapentaenoic acid (EPA) ethyl ester 460 mg, Docosahexaenoic acid (DHA) ethyl ester 380
mg. Ngoai ra con chira chat chong oxy héa d-alpha-tocopherol 4 mg)
Td dieoc: Gelatin, Glycerin, Methyl p-hydroxybenzoat, Propyl p-hydroxybenzoat, Ethyl vanillin.
DANG BAO CHE
Vién nang mém
Vién nang mém hinh thuén dai, trong subt, bén trong chira dich thudc dang ddu mau vang nhat.
CHi PINH
Omega-3 acid ethyl esters duoc chi dinh trong:
Diéu tri tdng triglycerid mdu
Didu trj ting triglycerid mau ndi sinh hd trg cho ché dd an udng khi ché do &n udng khong du dé dicu
tri:
loai IV trong don tri liéu,
loai IIb/ III trong két hop véi statin, khi kiém sodt triglycerid 1a khong du.
CACH DUNG, LIEU DUNG
Cach dung
Thudc dugc udng cling véi thirc an dé tranh rdi loan tiéu héa.
Liéu ding
Teing triglycerid mdu: Khéi ddu didu tri hai vién mdi ngay. Néu khong ¢6 ddp tng day du, co thé ting

liéu 1én bén vién mdi ngay.
Trang 1/5
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Cdc nhém bénh nhdn ddc biét

Dir liéu l4m sang han ché vé viée sir dung omega-3-acid ethyl esters & bénh nhén cao tudi trén 70 tudi
va bénh nhan suy than (xem Cdnh bdo va thén trong khi diing thuoc).

Chua ¢6 thong tin lién quan dén viée sir dung omega-3-acid ethyl esters & tré em va thanh thiéu nién
hodc & bénh nhan suy gan (xem Cdnh bdo va thén trong khi diing thuoc).

CHONG CHi PINH

Bénh nhin qua man véi omega-3 acid ethyl esters hogdc bat ky thanh phan ndo cta thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Omega-3 acid ethyl esters nén dugc st dung thén trong & nhiing ‘bénh nhan man cam hoic di ing véi
ca.

Do con thiéu dit liéu an toan va hiéu qua ¢ tré em, khong nén sir dung thudc cho dbi tugng nay.

Dit liéu 1am sang lién quan dén viéc sir dung omega-3 acid ethyl esters & bénh nhén trén 70 tudi con
han che.

Do omega-3 acid ethyl esters lam tang thdi gian chdy méu ¢ muc trung binh (khi dung vé&i liéu cao, vi
du liéu 4 vién nang), bénh nhén dang dugc di€u tri bang thude chong dong méu phai dugc theo doi va
didu chinh lidu thudc chdng dong néu can thiét (xem Tuwong tdc thuoc). Nén theo d&i viéc su dung
thudc & nhém bénh nhén nay.

Lam tang thoi gian chay mdu ¢ nhiing bénh nhén co6 nguy co xuét huyét cao (do chan thuong ning,
phau thuat, ...).

Trong qua trinh didu tri v6i omega-3 acid ethyl esters, san xuét thromboxan A2 gidm. Quan sat thdy
khong c6 anh huéng déang ké dén cac yeu to dong mau khéc. Mot s6 nghién ciru voi cac omega-3-acid
cho thdy thoi gian chdy mau kéo dai, nhung thoi gian chay mau duogc bio cdo trong cdc nghién clru nay
khong vuot qua gidi han binh thuong va khong tao ra céc dot chay mau dang ké vé mdt lam sang.
Théng tin v& viée st dung thudc & bénh nhan suy than con han ché.

5 mot s6 bénh nhan, mdt sy gia ting nho nhung déng ké (trong céc gid tri binh thuong) cia ASAT va
ALAT d3 dugc bao cdo, nhung khdng c6 dir liéu nao cho thdy nguy co gia ting & bénh nhin suy gan.
Cén theo d6i ndng d6 ALAT va ASAT & nhiing bénh nhan c6 bat ky dau hiéu ton thuong gan nao (dac
biét khi ding thudc véi li€u cao, vi du liéu 4 vién nang).

Omega-3 acid ethyl esters khong duoc chi dinh trong tang triglycerid mau ngoai sinh (tang triglycerid
méu tuyp 1). Kinh nghiém diéu tri tang triglycerid mau ndi sinh thir phat con han cheé (déc biét 12 bénh
tiéu duong khong kiém soét dugc).

Chua c6 kinh nghiém diéu tri trong tang triglycerid mau két hop véi fibrat.

SU' DUNG THUOC G PHU NU' CO THAI VA CHO CON BU

Phu nit c6 thai

Chua c6 dit liéu ddy du vé viéc su dung omega-3 acid ethyl esters & phu nif mang thai.
Trang 2/5
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Cac nghién ctru trén dong vat chua cho thdy doc tinh sinh san. Hién chua 13 nguy co tiém 4n ddi véi
ngudi, do d6 khéng nén str dung omega-3 acid ethyl esters trong khi mang thai trir khi that cn thiét.
Phu nit cho con b

Chua c6 dit lidu v& su bai tiét omega-3 acid ethyl esters qua sita dong vat va ngudi. Khong nén st
dung omega-3 acid ethyl esters trong thdi ky cho con bu.

Kha ndng sinh san

Chua c6 dir liéu ddy du vé tic dong clia omega-3 acid ethyl esters 1én kha néng sinh san.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Anh hudng cta thudc 1én kha ning l4i xe va sir dung may méc chua duge nghién ctru. Tuy nhién, dy
doan omega-3 acid ethyl esters s€ khong cé hodc cé anh hudng khong dang ké dén kha nang lai xe va
st dung mdy moc.

TUONG TAC THUOC

Thudc chdng déng dudng udng: Xem Cinh bdo va thdn trong khi dimg thudc.

Omega-3 acid ethyl esters dd duge st dung két hop v6i warfarin ma khéng c6 bién chimg xudt huyét.
Tuy nhién, phai kiém tra thoi gian prothrombin khi két hop omega-3 acid ethyl esters véi warfarin
hodc khi ngimg di€u tri vi omega-3 acid ethyl esters.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Thuong gdp, 1/100 < ADR < 1/10

R4i loan tiéu hoéa: Réi loan tiéu héa (bao gém trudng bung, dau bung, tdo bdn, ti€u chay, kho tiéu,
day hoi, ¢ hoi, bénh trao ngugce da day thuc quan, budn ndn hoédc non).

It gap, 1/1000 <ADR < 1/100

R&i loan chuyén héa va dinh dudng: Tang dudng huyét, bénh git

R6i loan hé than kinh: Chong mit, loan vi giac, dau dau.

R&i loan mach mau: Ha huyét ap.

Réi loan hd hip, 16ng nguc va trung thit: Chay méau cam.

Réi loan tiéu hoa: Xuat huyét tiéu hoa.

R6i loan da va md dudi da: Phat ban.

Hiém gép, 1/10000 < ADR < 1/1000

Réi loan hé théng mién dich: Qua min.

Réi loan gan mat: R&i loan éhﬁc nang gaﬁ (gdm ting transaminase, ting alanin aminotransferase va
aspartat aminotransferase).

Réi loan da va mé dudi da: Mé day.

Trang 3/5

192



Chuea duworc biét:

R&i loan da va mé duéi da: Ngira.

Huong din cdch xie tri cdc tic dung khong mong muén

Goi cip ctru néu ban c6 céc d4u hiéu ctia phan tmg di tmg: nbi mé day, khé tho, sung mat, moi, ludi

hodc ¢ hong.

Khi nghi ngd xay ra tic dung khong mong mubn, cin ngung sir dung thudc va tham khao ngay ¥ kién

cta béc si.

Thong bdo cho bdc si nhikng tdc dung khong mong mudn gdp phii khi siv dung thudc.

QUA LIEU VA CACH XU TRi

Chua c6 khuyén céo dic biét trong cac trudng hop qué lidu. Nén tién hanh didu tri tridu chimeg.

PAC TINH DUQC LUC HQC

Céc chudi acid béo khong bio hoa omega-3, acid eicosapentaenoic (EPA) va acid docosahexaenoic

(DHA), la céc acid béo thiet yeu.

Omega-3 acid ethyl esters tic dong trén lipid huyét tuong bang cach giam ndng do triglycerid do

gidam VLDL (lipoprotein ty trong rét thap), va chat nay cling hoat dong trong viéc cam mau va huyét

ap.

Omega-3 acid ethyl esters lam giam qua trinh tdng hop triglycerid trong gan vi EPA va DHA 14 chét

nén kém cho cac enzym cé vai tro tong hop triglycerid va chiing tc ché qua trinh ester hda céc acid

béo khac.

Su gia ting peroxisome clia qud trinh B-oxy héa acid béo trong gan cling gép phan lam gidm

triglycerid, bang cach giam lugng acid béo tu do c6 san d€ tong hop. Su Gc ché tong hop nay lam

giam VLDL.

Omega-3 acid ethyl esters lam ting LDL-cholesterol & mdt s bénh nhan bi tang triglycerid mau. Su

gia ting HDL-cholesterol rat nhd, nhé hon dang k& so vai sau khi dung fibrat va khong 6n dinh.

Téc dung ha lipid dai han (sau hon mt ndm) chua dugc biét dén. Mt khéc, chua cd béng ching nao

cho thay ha triglycerid lam gidm nguy co mac bénh thi€éu mau co tim.

Trong qua trinh didu tri bing omega-3-acid ethyl esters, san xudt thromboxan A2 giam va thoi gian

chay mau ting nhe. Khong c6 tac dung dang ke trén céc yéu to6 dong mau khac.

PAC TINH DUQC PONG HQC

Trong va sau khi hip thu, acid béo omega-3 c6 ba con dudng chuyén hoa chinh:

- Pau tién, céc acid béo duogc van chuyén dén gan, noi ching dugc két hop thanh céc loai lipoprotein
khéc nhau va sau d6 dugc chuyén dén cdc md ngoai vi;

- Céc phospholipid mang té bao dugc thay thé bang céc phospholipid lipoprotein va sau dd, cac acid
béo c6 thé déng vai trod 12 tién chét clia cac eicosanoids khac nhau;
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. Phan 16n duge oxy hoa dé dép (mg yéu cau nang luong.

Nong d6 cia acid béo omega-3, EPA va DHA trong phospholipids huyét tuong tuong Gmg v&i EPA va
DHA duoc tich hop vao mang t€ bao.

Céc nghién ctru dugc dong hoc trén dong vat da chi ra rang c¢6 su thity phan hoan toan ethyl ester kém
theo su hép thu théa dang va ket hop EPA va DHA vao phospholipids huyét tuong va cholesterol ester.

Cdc déi twong dic biét

Tudi tdc: Su hdp thu EPA va DHA véo phospholipid huyét thanh & nhiing d6i twong duge diu tri biang
omega-3-acid ethyl esters khong phu thudc vao tudi (dudi 49 tudi so v6i 49 tudi trd lén).

Bénh nhdn nam va nit: Nt ¢é xu hudng hép thu EPA vao phospholipid huyét thanh nhiéu hon nam. Y
nghia 1dm sang cua dicu nay chua dugc biét.

Tré em: Dugc dong hoc clia omega-3-acid ethyl esters chua dugce nghién ctru 6 tré em.

Bénh nhén suy thén hodc gan: Omega-3-acid ethyl esters chua duge nghién ctru 6 bénh nhan suy thin
hodc gan.

QUY CACH PONG GOI
10 Vién nang mém/ Vi x 3 Vi/ Tti nhém/ Hop. /«/x = /\
10 Vién nang mém/ Vi x 6 Vi/ Tti nhom/ Ho;?/;
PIEU KIEN BAO QUAN |\
Trong bao bi kin, tranh 4nh sang.
O nhiét (?C) phong khong qua 30°C. = L CUCTRU 4NG ) \
LN DL KT.T RUONG PHONG DANG KY THUOC
36 théng ké tir ngy san xuét pHO TRUGNG PHONG g

Ny Ghiiin Bink

Khong dung thudc qud han st dung ghi trén hjp.
TIEU CHUAN CHAT LUQNG
TCCS.

TEN VA PIA CHi CO SO SAN XUAT THUOC

San xuit tai

CONG TY CO PHAN KOREA UNITED PHARM. INT’L

S6 2A, Pai 16 Tu Do, Khu cong nghiép Viét Nam - Singapore, Thuén An, Binh Duong, Viét Nam.

@,/«/ Pho Tong Giam Déc
o8 6/ 8an xuat va dano ky thube

Trang 5/5

194



