BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sb: 14892¢/QLD-DK Ha Noi, ngay 10 thang 11 nam 2023
V/v thay d6i, bd sung dbi voi thube
da duogc cap GbKLH

Kinh gri: CONG TY TRACH NHIEM HUU HAN ABBOTT HEALTHCARE
VIET NAM

Dia chi: S6 35, Pai Lé T Do, KCN Viét Nam - Singapore, Phirong An Ph,
Thanh phé Thudn An, Tinh Binh Dwong, Viét Nam

Tra 101 ho so sd tlep nhan s6 6426/22/TDTN ngay 02/12/2022 vacac tai liéu lién
quan ctua cong ty vé viéc thay d6i, bo sung ddi voi thude da dugc cap gidy dang ky
luu hanh;

Can ctir Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 ctia Bo Y té quy dinh
viéc dang ky luu hanh thude, nguyen liéu 1am thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bo sung ciia cong ty, Cuc Quén ly
Duoc ¢6 ¥ kién nhu sau:

Dong Yy voi ndi dung dé ngh1 thay d6i, bd sung duge phé duyét kém theo cong
van nay doi véi thude Henex, so dang ky VD 30810-18.

Ngoai néi dung dugc phé duyét, cac ndi dung khéc giit nguyén nhu hd so ding
ky thudc luu tai Cuc Quan 1y Duoc.

Cac noi dung thay doi, bo sung néu trén duoc thyc hién ké tur ngay ky cong van
nay. Riéng ndi dung thay d6i, sau 12 thang ké tir ngay ky cdng vian ndy, cong ty
phai thyuc hién theo ndi dung thay dbi da dugc phé duyét.

Cuc Quén ly Duoc thong bao dé cong ty biét va thyc hién dung c&c quy dinh vé
dang ky Ivu hanh thude./.

Noi nhn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc trudéng (dé b/c); -
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NHAN Vi HENEX
‘ (Vi 10 vién)
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Henex® Henex® Hen

500 mg Phan doan flavonoid 500 mg Phan dogn flavonoid 500 mg Phan doan-
tinh khiét dang vi hat tinh khiét dang vi hat tinh khigt dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg) (Diosmin 450 mg va Hesperidin 50 mg) (Diosmin 450 mg va
CONG TY TNHH ABBOTT HEALTH- CONG TY TNHH ABBOTT HEALTH- CONGTYTNHH A
CARE VIET NAM CARE VIET NAM CARE VIET NAM

=l cJ
Henex® Henex® Hen

500 mg Micronized purified 500 mg Micronized purified 500 mg Micronized
flavonoid fraction flaveneid fraction flavanoid fraction

(Diosmin 450 mg and Hesperidin 50 mg)  (Diosmin 450 mg and Hesperidin 50 mg)  (Diesmin 450 mg an
ABBOTT HEALTHCARE VIETNAM ABBOTT HEALTHCARE VIETNAM ABBOTT HEALTHC

Q., LTD. Co,, LTD. CO,, LTD.

A

HD/ Exp. Date:

\ Sé 16 SX/ Batch No.:

Black
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NHAN HOP HENEX
(HOp 3 vix 10 vién)

THANH PHAN: Méi vien nén bso phim chua:
Phan doan flavanold tink khigt dang vi hat

500 mg (Diosmin 450 mg va Hesperidin 50 mg).
Ta dusse via do 1 vien.

CHI BINH, CHONG CHI BINH, LIEU
DUNG, CACH DUNG VA CAC THONG TIN
KHAC VE SAN PHAM:

Xin doc ta huéng dan sir dung.

DE XA TAM TAY CUA TRE EM.

BOC KY HUGNG DAN SU DUNG TRUSC
KHI DUNG.

BAO QUAN: Dé nai khé réo, tranh anh séng,
nhigt d& kheng qua 30°C.

TIEU CHUAN/ SPECIFICATION:

TCCS/ Manufacturer's

SDK/ REG. NO.:

Sin xudt bal:

CONG TY TNHH ABBOTT HEALTHCARE
VIET NAM

35 Dgi Le Ty Do, KCN Vigt Nam - Singapore,
An Pha, Thuan An, Binh Duang.

j=e==—=

) Abbott

COMPOSITION: Each film coated tablet
contains: Micronized purified flavoneid
fraction 500 mg (Diosmin 450 mg and
Hesperidin 50 mg). Excipients q.s 1 tablet.

INDICATIONS, CONTRAINDICATIONS,

DOSAGE, ADMINISTRATION AND
OTHER INFORMATION:

Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE.

STORAGE: Store at the temperature not
more than 30°C, in a dry place, protect
from light.

Manufactured by:

ABBOTT HEALTHCARE VIETNAM
CO., LTD.

35 Tu Do Boulevard, Vietnam - Singapore

Industrial Park, An Phu, Thuan An, Binh Duong.

S5 ls SX/ Batch No.:
NSX/ Mfg. Date:

HD/ Exp. Date:

v

e TP TR TS . B Y

o Micronized purified
flavenaid fraction
(Diosmin 450 mg and Hesperidin 50 mg)

Henex' |

T g———

enex

' Phan doan flavonoid
tlnh khiét dang vi hat
(Diesmin 450 mg va Hesperidin 50 mg)

Hep 3 vix 10 vien
nen bao phim

Henex:

° Phan doan flavonoid
tinh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)

Pantone: 362 C, Pantone: 342 C, Pantone: 123 C, Black (K=100)
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NHAN HOP HENEX
(HOp 6 vi x 10 vién)

THANH PHAN: Mai vién nén bao phim chia:  COMPOSITION: Each film coated tablet
Phan doan flavanold tinh khiét dang vi hat contains: Micronized purified flavonoid

500 mg (Diosmin 450 mg va Hesperidin 50 mg).  fractian 500 mg (Diosmir 450 mg and

Ta dugc viva d0 1vien. Hesperidin 50 mg). Excipients q.s | tablet.
CHIBINH, CHONG CHI BINH, LIEU INDICATIONS, CONTRAINDICATIONS,
DUNG, CACH DUNG VA CAC THONG TIN DOSAGE, ADMINISTRATION AND
KHAC VE SAN PHAM: OTHER INFORMATION:

Xin doc t& husng din sidung. Please refer to the package insert.

DE XA TAM TAY CUA TRE EM, KEEP OUT OF REACH OF CHILDREN.
DQC KY HUGNG DAN SU DUNG TRUGC  READ THE PACKAGE INSERT

KHI DUNG. CAREFULLY BEFORE USE.

BAO QUAN: D& nol khé rao, tranh anh sang,  STORAGE: Store at the temperature not

nhist do khong qua 30°C, more than 30°C, in a dry place, pratect
TIEU CHUAN/ SPECIFICATION: from light.

TCCS/ Manufacturer's

SBK/ REG. NO.:

San xubt béi: Manufactured by:

CONG TY TNHH ABBOTT HEALTHCARE ABBOTT HEALTHCARE VIETNAM
VIET NAM CO., LTD.

35 Dal Lo Tu Do, KON Vigt Nam - Singapore, 25 Tu Do Boulevard, Vietnam - Singapere
An Phu, Thugn An, Binh Duong.

) Abbott

Industrial Park, An Phu, Thuan An, Binh Duong,

S8 16 SX/ Batch No.:
NSX/ Mfg. Date:

HD/ Exp. Date:

-

Henex" [

50U 2 Micronized purified
flavenoid fraction
(Diesmin 450 mg and Hesperidin 50 mg)

enex

' Phan doan flavonoid
tlnh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)

Heép 6 vi x 10 vién
nén bao phim

Henex

Q0 1112 Phan doan flavenoid
tinh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)

Pantone: 362 C, Pantone: 342 C, Pantone: 123 C, Black (K=100)

EA



w@1eq) 3 jQH
=0 BW SN
FON 418G /XS 91 95

wiyd oeq usu
usiA gL X 1A 0L deH

(Bw gg En:mn_méT_ eathu ggp upse)
384 14 Buep Jaiy yun
plouoag|} ugaop ugyd

(u3IA QT X 1A OT dOH)
X3aNIH dOH NYHN

(00T=)) 2eIg ‘D £TT :2UOUERY ‘D ZHE BUOIURY D ZIE 1AUOIUE]

noqqy [

.m:osD yulg ‘uy Leny| Ny uy Hjleg

[er3snpU| aiodeBuig - wewai ‘paeasineg o N GE
‘aL1“02 WYNLIIA 34VDIHLIVIH Llogav
:4q paimpazgnueyy

i

‘24| way 123304d ‘a0ed Aip e 15,08

ueyy 2uow J0u simeradwie) ay) 18 81035 HOVHOLS
‘35N Y0438

ATINA3¥YD LYASNI 3DVHOVd SHL avad
‘NIYATIHD 40 HIVIY 40 LNO d33X

“pasul sdeoed ayy 03 Jejes asea|g
NOILYWHOINI

YIHLO ANV NOILVYLISINIWAY '39VS0d
‘SNOILVDIANIVELNOD ‘SNOILYDIANI
32jqe3 | b swaidioxg

(B gg uipuadse pue Bw (G uiwsoI(])
Bw gog vonaesy proucaey payund pazucisiyy

iSUEILOD J2IE PRIECD Wi 26T INOILISOdWOD

539]qe3 pajeca
g oLies=Eg gL
4oX0H

(A g vipusdsapy pue Bul gop uniselq)
.LOS.UN._% T‘OED_PME

payund pazivosaly

(B of vipuadsap er Bw Qg iwsoIq)
8y 11 Suep I YR
PlouDAR|} UBOP UBLY

noqay [

Bupng yuig ‘uy ueny| ‘ayg uy

‘asodeBuig - wep 9 NDX ©Q 1L 9] 18G5
WYN LIIA
JUVIHLIVAH LLOg8V HHNL ALDNQD
1194 Jgnx ugg

“ON'D3Y NMas

demmindhue /S ]

NOLLY2IHI23dS INYNHD NFIL

“Do0E #nb Buoyy 0p 1314y

Bups Yue yuesy ‘opd o 10U P ¢ 2430 ovyd
"ONAGC IHY 2001 DNAA NS NYd ONONH
A1 20Q ‘W3 FUL VNI AVLWYL VX 3Q

“Bunp ns ugp Bupny 03 26p Uiy ‘WYHd NYS
FADYHI NIL ONOHL D¥Y2 YA UZ:Q HO¥D
‘9NN NFITHNIG [HD ONQHD ‘HNIa [HD
‘Ul | 'Np ENA DDNP B

“(Bu g6 wpuadsap ea Fw oG Uiwsaic])

Bus gys 38y 1 Buép 1914y yui proucae)j uEGp uByy
senyd wiyd veq uBU UM IR INYHd HNYHL




Hép 30 vix 10 vién

nén bao phim

NHAN DECAL HENEX
(HOp 30 vi x 10 vién)

Phan doan flavonoid
tinh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)

THANH PHAN: M&i vién nén bao phim chua:

Phan doan flaveneid tinh khiét darig vi hat 500 mg

(Diosmin 450 mg va Hesperidin 50 mg). Ta duge vira du 1 vien,

CHI BINH, CHgNGCHI PINH, LI UDUNG CACH DUNG VA
CAC THONG TIN KHAC VE SAN PHAM:

Xin doc te hudng dén strdun,

DE XA TAM TAY CUA TRE EM. BOC KY HUGNG DAN SUDUNG
TRUGC KHI DUNG.

BAO QUAN B nal kho réo, tranh anh sang, nhiét dg khong qua 30°C.
TIEU CHUAN/ SPECIFICATION: TCCS/ Manufacturer's
SPK/REG. NO.;

San xuét bai:

CONG TY TNHH ABBOTTHEALTHCARE VIET NAM

35 Bai Lo Ty Do, KCN Vigt Narn - Singapore, An Phu, Thuan An, Binh Dugng.

COMPOSITION: Each film ceated tablet contains:
Micronized purified flavoneid fraction 500 mg
(Diosmin 450 mg and Hesperidin 50 mg} Excipients q:s 1 tablet.
INDICATIONS, CONTRAINDICATIONS, DOSAGE, ADMIN
AND OTHER INFORMATIQON: Please refer to the package mseré’.
KEEP OUT OF REACH OF CHILDREN.

READ THE PACKAGE INSERT CAREFULLY BEFORE USE.
STORAGE: Store at the temperature not more than 30°C, in a dry P%l: protect
fram light. )
Manufactured by:

ABBOTT HEALTHCARE VIETNAM COQ., LTD.
35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, An Phu, Thuan An,
Binh Duong,

Sé le SX/ Batch No.:
NSX/ Mfg. Date:
HD/ Exp. Date:

Ak MR

Pantone: 362 C, Pantone: 342 C, Pantone: 123 C, Black (K=100)



NHAN Vi HENEX

(Vi x 15 vién)

\

c)
Henex®

500 mg Phan doan flavenald
tinh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)
CONG TY TNHH ABBOTT HEALTH-
CARE VIET NAM

)
Henex’®

500 mg Micrenized purified
flavonoid fraction
(Diosmin 450 mg and Hesperidin 50 mg)

ABBOTT HEALTHCARE VIETNAM
co.,LTD.

cl
Henex®

c)
Henex®

500 mg Phan doar: flaveneid

tinh khiét dang vi hat

(Diesmin 450 mg va Hesperidin 50 mg)
CONG TY TNHH ABBOTT HEALTH-
CARE VIET NAM

c)
Henex®

500 mg Micronized purified

flavonoid fraction

(Diosmin 450 mg and Hesperidin 50 mg)
ABBOTT HEALTHCARE VIETNAM
CO.,, LTD.

cJ
Henex®

c)
Hen«

500 mg Phan doan fla
tinh khiét dang vi hat
(Diesmin 450 mg va H
CONG TY TNHH ABI
CAREVIET NAM

ol
Hen«

500 mg Mieronized pt
flavenoid fraction
(Diosmin 450 mg and |
ABBOTT HEALTHCA
CO.,, LTD.

(ol
Hern:

2

HD/ Exp. Date:

Sé |6 SX/ Batch No.:

S

Black



NHAN HOP HENEX
(HOp 2 vi x 15 vién)

COMPOSITION: Each film coated tablet
contains: Micrenized purified flavenoid
fraction 500 mg (Diosmin 450 mg and
Hesperidin 50 mg). Excipients g.5 1 tablat.
INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION:

Plaase refer to the packsge insert.

THANH PHAN: Mé vien nén bao phim
chaa: Phan doan flavonold tinh khidt dang
vi hat 500 mg (Dlosmin 450 mg va
Hesperidin SO mg). Ta duac via du 1 vien.
CHI BINH, CHONG CHi BINH, LIEU
DUNG, CACH DUNG VA CAC
THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng din st dung.

| DE XA TAM TAY CUA TRE EM. KEEP OUT OF REACH OF CHILDREN.
DPOC KY HUGNG DAN SU DUNG READ THE PACKAGE INSERT
TRUGC KHI DUNG. CAREFULLY BEFORE USE.

BAO QUAN: B4 nol khe réo, tranh anh
sang, nhigt d¢ khang qua 30°C.

STORAGE: Store at the temperature not
more than 30°C, in a dry place, protect

| TIEU CHUAN/ SPECIFICATION: from light.

| TCCS! Manufacturer's

% SPK/ REG. NO.:
Sin xudt bai: Manufactured by:
CONGTYTNHH ABBOTT HEALTHCARE ABBOTT HEALTHCARE VIETNAM 4
VIET NAM CO.,LTD. -
35 Dai Lo Ty Do, KCN Vigt Nam - Singapors, 35 Tu Do Boulevard, Vietnam - Singapore 'Tgn g ':{
An Phy, Thuan An, Binh Duang. Industrial Park, An Phu, Thuan An, Binh Duong. D fi.

528

) Abbott
Henex’

* Micrenized purified
flavoned fraction
(Diesmin 450 g and Hesperidin 50 mg)

i

eney

500 mg Phan doan flavonold
tinh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)

o L Y

Hap 2 vix 15 vien
nén bao phim

Henex’

Phén doan Aavonotd
tinh khigt dang vi hat
(Drasmin 450 mg va Hesparidin 50 mg)

Pantone: 362 C, Pantone: 342 C, Pantone: 123 C, Black (K=100)




NHAN HOP HENEX
(HOp 4 vi x 15 vién)

Hap 4 vi x 15 vién
nén bao phim

THANH PHAN: Méi vian nén bao phim
chua: Phan doan flavonoid tinh khiét dang
i hat 500 mg {Diesmin 450 mgva
Hesperidin 50 mg). T4 duoe via du 1 vien.
CHI BINH, CHONG CHI BINH, LIEU
DUNG, CACH DUNG VA CAC
THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng dén st dung,

DE XA TAM TAY CUA TRE EM.

POC KY HUONG DAN SU DUNG
TRUGC KHI DUNG,

BAD QUAN: Dé nol khé rao, tranh anh
sang, nhigt do khang qua 30°C.

TIEU CHUAN/ SPECIFICATION:
TCCS/ Manufacturer's

SBK/REG. NO.:

San xult bai:

CONG TY TNHH ABBOTT HEALTHCARE
VIET NAM

35 Bat Lg Tu Do, KCN Viet Nam — Singapore,
An Pha, Thugn An, Binh Duang.

) Abbott

COMPOSITION: Each film coated tablet
contains: Micronized purified flavonoid
fraction 500 mg (Diosmin 450 mg and
Hesperidin 50 mg). Excipients q.s 1 tablet.
INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION:

Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN,
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE.

STORAGE: Store at the temparature not
mmore than 30°C, in a dry place, protect
from light.

Manufactured by:

ABBOTT HEALTHCARE VIETNAM

CO., LTD.

35 Tu Do Boulevard, Vietnam ~ Singapore
Industrial Park, An Phu, Thuan An, Binh Duong.

Sé 16 SX/ Batch Mo
NSX/ Mig. Date:

HD! Exp. Date:

U Micronized purified
flavonoid fraction
{Diasmin 450 mg and Hesperidin 50 mg)

Henex' [

nex’

UL Phan doan flavenold
tinh khiét dang vi hat
(Diosmin 450 mg va Hesperidin 50 mg)

Phan doan flavonoid
tinh khiét dang vi hat
(Diosmin 450 mg v Hesperidin 50 mg)

Henex

Pantone: 362 C, Pantone: 342 C, Pantone: 123 C, Black (K=100)
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