BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic

S6: 43444 /QLD-CL Ha Ngi, ngay 43 thang 3 nam 2018

V/v xtr 1y thube chia dugce chit Valsartan

Kinh gui:

- -S& Y té céc tinh, thanh phé truc thude Trung uong;
KHAN - Céc co s& san xudt, nhap khau, phan phbi, st dung thude.

Ngay 10/7/2018, Cuc Quan ly Dugc da c6 cac cong van:

- 50 13125/QLD-CL théng bao thu hoi cac thude chira Valsartan duge san
xuat tir nguyén liéu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung
Qudc san xuat.

- 56 13124/QLD-CL yéu cau cac co s& dang ky thude, co s& san xuat, co so
nhap khau thube, nguyén lidu lam thude ra soat va bao cao vé Cuc Quan ly Duoc vé
nguén gbc nguyén liéu Valsartan duoc st dung trong san xuét thudc luu hanh su
dung tai Viét Nam.

Can ctr két qua ra soat viéc cip sb dang ky thude, san xuat, nhap khau thudc,
nguyén liéu lam thube va béo céo cia cac co sé dang ky thubc, co s& san xuét, nhap
khau thudc nguyén licu lam thude vé ngudn gbe nguyén lidu Valsartan, nham dam
bao an toan cho nguoi st dung, dong thoi cung cdp thong tin vé thudc chia
Valsartan tiép tuc dugc st dyng trong phong b¢nh, chira b¢nh, Cyc Quan ly Dugc
thong béo: ¢ g

1."Pinh chiluu hanh céc thude thanh phidm duoc san xuat tir nguyén ligu

Valsartan do Cong ty Zheijang Huahai san xuat. Danh séch cap nhat céc thudc chira
Valsartan bi thu hdi dinh kém (Danh muc 1).

Céc co s san xuét, co s nhap khéu thube khan truong trién khai viéc thu hoi
thuoc theo diing yéu cau tai cong van so 13125/QLD-CL ngay 10/7/2018 cua Cuc
Quan ly Duogc.

2.'I'am ngumg nhap khau, luu hanh, st dung cac thuoc co tén trong Danh sach
céc thude chira Valsartan chua c6 bao cdo vé ngudn gde nguyén liéu bi tam dimng
nhép khau, luu hanh va st dung trén lanh thd Viét Nam dinh kém (Danh muc 2).

Yéu cau cac co sO nhap khau thuoce, co s¢ kinh doanh phéan phoi va co so su
dung thudc tam ngung ngay viéc nhdp khau, phan phoi, sir dung céac thuoc co tén
trong Danh séch nay.

3. Tiép tuc san xuét, nhap khau, luu hanh va sir dung déi véi cac thude chira
Valsartan dugc néu trong Danh sach cac thudc chira Valsartan ti€p tuc duge luu
hanh, str dung trong hoat dong phong bénh, chita bénh dinh kém (Danh muc 3).




4. Dé nghi S¢ Y té céc tinh, thanh phd truc thude Trung vong:

- Thong bao trén Trang Théng tin di¢n tir clia S6 Y té noi dung cua cac cong

van s6 13 124/QLD-CL, s6 13125/QLD-CL ngay 10/7/2018 néu trén, cong van nay
va cac danh sach dinh kém;

- Théng béo cho céc co s san xuat, kinh doanh, st dung thuoc vé viéc:

+ Thu héi, tra lai co s& cung cép dbi véi céc thube quy dinh tai Danh muc 1
cong van nay;

+ Tam ngung nhéap khéu, luu hanh, st dung dbi véi cac thude quy dinh tai
Danh muc 2 céng van nay;

+ Tiép tuc san xuét, nhap khau, luu hanh dbi VO’l cac thuoc quy dinh tai Danh
muc 3 cong van nay nham dam béao thude cho nhu cau sir dung ctia nguoi bénh.

- Kiém tra glam sat cac co s& san xuat, nhap khau, kinh doanh va st dung
thuc hién viéc thu hoi, tam nging luu hanh st dung dbi véi cac thude duoc quy dinh

tai Danh muc 1 va Danh muc 2 céng van nay; xtr ly don vi vi pham theo quy dinh
hién hanh.

Cuc Quan 1y Dugc théng bao dé cac don vi biét va thuc hién./.

Noi nhin: : - KT CUC TRUUNG

- Nhu trén; :

- Cuc truéng Vi Tudn Cudng (dé bao cdo);

- Thanh tra B6 Y té (dé phéi hop);

- Cuc Quan ly khdm chita bénh (dé phéi hop);

- VKN thubc TW, VKN thude Tp. HCM;

- Cuc Quén Y - Bo quéc phong; Cuc Y té - Bo Cong An;

- Cuc Y t¢ GTVT - B4 GTVT: ;Téng Cuc hai quan - Bo Tai
chinh ;

- Cac phong trong Cue, Tap chi Duge MP; website Cuc
QLD;

= L VI, CL.
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DANH MUC 1: CAC THUOC PINH CHI LUU HANH VA THU HOI
DINH KEM CONG VAN SO/344/ /QLD-CL ngay A3(F{20(%

1. Danh muc cic thudc thanh pham trong nuée dwge san xuat tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai san Xuat:

STT Tén thubc Hoat chit S6 PK Nha san xuit
- Valsartan 160 mg; Cong ty ch phém Dugc
1 [Feginm Hydroclorothiazid 25 mg VD2T012:17 pham Phuong Pong
2 | Cardipino 80/12,5 Y;lssgf;a“ 80mg; Hydroclorothiazid | 1y »e398 17 | Cong ty cb phin SPM
3 | Rusartin Valsartan 80mg VD-11322-10 gg“mg S Hneesel Vit
4 | Divales Valsartan 160mg VD-21500-14 Cong ty TNHH Duoc
5 , ' pham Shinpoong
Divales Valsartan 80mg VD-21501-14 Beewoo
6 | Valsgim 160 Valsartan 160mg VD-23494-15 ’
) — Chi nhanh cong ty co
¢ Valsgim-H 80 YZa Iss;r;an Bl gy Eiyeiaclonibingld | ypyondesqs phan dugc phdm
' . Agimexpharm- Nha
Valsgim 80 Valsartan 80mg VD-23495-15 méy san xudt dugc
Valsgim BSOS | ooatn 160105, VD-25129-16 | Pham Agimexpharm

Hydroclorothiazid 12,5 mg




2. Danh muc cac thudc thanh phfim nuée ngoai dwge san xuiit tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai sin xuit:

Hoat chat, ham

Cong ty dang

STT | Tén thude S6 ding ky Nha san xuat Dia chi SX
lwong | ky
| | Valsacard | Valsartan 160mg | VN-17144-13 | Polfarmex S.A | Polfarmex 5.4 | °Jozeiow Street, 99-
300 Kutno, Poland
9 Jozefow Street, 99-
2 Valsacard | Valsartan 80mg VN-17145-13 | Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
: Valsartan 160mg . 2 : Avda. Barcelona, 69
3 | Valbelis | ochlorothiaz | VN-17296-13 | $o08 Y c0 | Laboratorios | 4e674 sant joan Despi
160/25mg | . phan DP Phano | Lesvi, S.L. ;
ide 25mg (Barcelona), Spain
; Valsartan 80mg; Cong ty ¢ ; Avda. Barcelona, 69
4| Yalbelis |y rochlorothiaz | VN-17297-13 | phanDP Pha | :2°O™OOS | 08970 Sant Joan Despi
80/12.5mg | . Lesvi, S.L. .
ide 12,5mg no (Barcelona), Spain
Valsartan 80mg; Torrent Torrent Indrad-382721, Dist.
5 Valzaar H | Hydrochlorothiaz | VN-17796-14 | Pharmaceutical | Pharmaceutical Mehsana, Gujarat,
ide 12,5mg s Ltd. s Ltd. India
i Torrent Torrent .
6 Taniodio Valsartan 40mg | VN-18475-14 | Pharmaceutical | Pharmaceutical ey ].:)l'St'
40 < Titd s Led Mehsana, India
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ciiﬁffal CEZI;:?HZ:al 146/23 Korang;
7 Sectum | Valsartan 80mg VN-18756-15 - : Industrial Area,
Industries (Pvt) | Industries (Pvt) Karachi. Pakist
[td Fudll arachi, Pakistan
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
| gy | Veemandlmg | VERGERHD Ltd. Ltd. Street, 3011 Limassol,
Cyprus
Tantords Torrent Torrent Indrad-382721, Tal:
9 ang(())r 9| Valsartan 80mg VN-19366-15 Exoorts ] td Pharmaceutical Kadi, City: Indrad,
P ’ s Ltd. Dist: Mehsana, India
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
| e | PREaERIONNE. | VRIAM-D Ltd. Ltd. Street, 3011 Limassol,
Cyprus
Tantordi Torrent Torrent Indrad-382721, Tal:
11 anlgg 19| Valsartan 160mg | VN-19539-15 | Pharmaceutical | Pharmaceutical Kadi, City: Indrad,
s Ltd. s Ltd. Dist: Mehsana, India
R 3, Samokovsko shosse
12 | Corosan | Valsartan 80mg | VN-19595-16 | COng &y TNHH  Balkanpharma - “g, 'ryveren 9600,
DP Viét phap | Dupnitsa AD .
Bulgaria
Valsartan 160mg % 3, Samokovsko shosse
Valdesar . Cong ty TNHH | Balkanpharma - | ,
13 Plus Hydrochlorothiaz | VN-20724-17 Ditoc Tém Dan | Dupnitsa AD Str., Dupnitsa 2600,

id 25mg

Bulgaria
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Valdesar
Plus

Valsartan 80mg;
Hydrochlorothiaz
id 12,5mg

VN-20725-17

Cong ty TNHH
Duoc Tam Pan

Balkanpharma -
Dupnitsa AD

3, Samokovsko shosse
Str., Dupnitsa 2600,
Bulgaria
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DANH MUC 2: CAC THUOC TAM NGUNG NHAP KHAU, LUU HANH, SU DUNG
PINH KEM CONG VAN SO(3944/QLD-CL ng 2/ 13/ /70 /p

Hoat chat + Ham

Nha san xuat

STT | Tén thube hrong S6 PK Cong ty ding ky Pia chi SX
Valsartan; Torrent Torrent Indrad-382721,
1 Valzaar H | Hydrochlorothiazide | VN-6346-08 | Pharmaceuticals | Pharmaceuticals Dist.
L - 80mg/12,5mg Ltd. Ltd. Mehsana,India
Torrent Torrent Indrad-382721,
2 | Valzaar-40 | Valsartan - 40mg VN-7399-08 | Pharmaceuticals | Pharmaceuticals | Dist. Mehsana,
Ltd. Ltd. India
Torrent Torrent Indrad-382721,
3 Valzaar-80 | Valsartan - 80mg VN-7400-08 | Pharmaceuticals | Pharmaceuticals | Dist. Mehsana,
Ltd. Ltd. India
Germany Germany Parque
Pharmaceutical | Pharmaceutical | Industrial Da
4 Vatemiey Vel RHTE plagi o Laboratory Laboratory Concordia, Lote
(macao) Limited | (macao) Limited | D1b, Macau
Val _ Torrent Torrent Indrad-382721,
3 v Valsartan - 160mg | VN-8944-09 | Pharmaceuticals | Pharmaceuticals | Dist. Mehsana,
160 :
Ltd. Ltd. India
252, Tongi
; Cong ty TNHH Drug Industrial Area
6 Cardival Valsartan 80mg VN-5275-10 TM va DP Ha An Int]cili'lr;gileo;al Tamg, Garlpu

Bangladesh




Angiotan- Vialsartan 1 6lmg; B (;hemical Ciggizfal Eﬁ?ﬂ?ﬁf
7 Hydrochlorothiazide | VN-10233-10 | Industries (Pvt) . L
H Tablets 25mg - Ltd Industries (Pvt) Karachi,
’ Ltd. Pakistan
404-10,
Nojang-Ri,
: . Jeondong-
; Korea United Korea United
8 Dizantan Valsartan 80mg VN-11140-10 . Pharm. Inc. Mye.on,
Yeongi-kun,
Chungnam,
Korea
IV/292 B,
Velakkode,
Céng ty ¢ phan Vintanova Mundur,
: Veesar 80 Valsartan 80mg e nglyih Tz’ipn Pharma Pvt Ltd | Thrissur-680
541, Kerala,
India
No. 12 Balaji
Atoz Nagar
10 V‘?gg‘a“ Valsartan 160mg | VN-14443-12 Am‘;theftl;hcare Pharmaceuticals | Ambattur,
i Pvt. Ltd. Chennai - 600
053, India
No. 12 Balaji
: Atoz Nagar
11 V—Sgegtan Valsartan 80mg VN-14444-12 Amtes Heallhonte Pharmaceuticals Ambeattur,
Pvt., Ltd. :
Pvt. Ltd. Chennai - 600

053, India
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Plot No. 16/1,

. _ Céng ty Co ph@in Genome
12 £LSOUNes Walsarkan S0rg VN-14534-12 | Dugc pham Trang | Pharmaceutical Phgse v,
200mg 200mg Minh (Pvt) Ltd Industrial Estate
Hattar, Pakistan
P— Valsarzan 160mg; Efroze Chemical C]Iigolizfal %4;/123 -Iio‘;angl
13 nelotan Hydrochlorothiazide | VN-20161-16 | Industries (Pvt) ; MIE S, FEE
H-Tablets 25m Itd Industries (Pvt) Karachi,
SHRg ' Ltd. Pakistan
192/2 Sokhada-
Sagasart - Cong ty TNHH Baroque %i?tslfg :
14 gasartan- | v 1sartan 160mg | VN-14141-11 | TM-DP Quéc té | Pharmaceuticals S
V 160 A Khambbhat,
Thién Pan Pvt. Ltd i
Dist: Anand

(Gujarat), India




DANH MUC 3: CAC THUOC TIEP TUC SAN XUAT, NHAP KHAU, LUU HANH VA SU DUNG
PINH KEM CONG VAN SO(344/ /QLD-CL nqay 43/#/208

1. Danh muc cac thudc trong nwéc khong sir dung nguyén liéu Valsartan do Cong ty Zheijang Huahai

san xuat dwge tiep tue san xuat, nhap khau, leu hanh va st dung:

STT Tén thude Hoat chat S6 PK Nha san xuit
1 | Valsita Valsartan 80mg VD-16769-12
2 | Cobidan 80 Valsartan 80 mg VD-22086-15 Cougty Cophan BY
Pharma
3 | Valsita Valsartan 80 mg VD-28770-18
4 Euvaltan Plus Val_sartan 8C0mg; Hydroclorothiazid VD-29643-18
12,5mg
-y Cong ty cd phé‘m Dugc
3 Euvaltan plus Val_s Aol Mmg: Ehdreclamdinid VD-14211-11 pham 3/2
12,5mg
6 | Euvantal 40 Valsartan 40mg VD-15982-11
7 | Amfatim 160 Valsartan 160mg VD-14927-11 Céng ty cb phin dugc
8 | Amfatim 80 Valsartan 80mg VD-14928-11 PG T Ll S
9 | Vasebos Valsartan 80mg VD-18261-13
) Cong ty Cb phan Dugc
10 | Vasebos 160 Valsartan 160mg VD-19328-13 phim Boston Viét Nam
11 | Vasebos plus VD-20184-13

Valsartan 160mg; Hydroclorathiazid




£ i \

25mg
12 | Tabarex Valsartan 80mg VD-13166-10
13| Dembele f;gs;“an 80mg; Hydroclorothiazid | yp, 5104114 Cong ty TNHH duoc
ke pham Pat Vi Phi
14 Dembele-HCTZ Valsartan 160mg; Hydroclorothiazid VD-29716-18
25mg
15 | Gliovan-H80 Valsartan 80 mg VD-21272-14
16 | Gliovan-H 160 Valsartan 160 mg VD-21271-14
17| Gliovan-Hetz 160/25 | Valsartan 160 me: Hydroclorothiazid VD-22133-15 - —r
25 mg Cong ty c6 phan duge
; pham Glomed
18 Gliovan-Hetz 80/12.5 Valsartan 80 mg; Hydroclorothiazid VD-22457-15
| 12,5 mg
19 Gliovan-Hetz 160/12.5 Valsartan 160 mg; Hydroclorothtand VD-22456-15
. 12,5 mg
20" | valsartan 80:mg ' Valsartan 80 mg vDo7909-17 | G0N 1y €0 phan iduge
: pham Imexpharm
21 Midatoren 160/12.5 Valsartan 160 mg; Hydroclorothiazid VD-26191-17 COPg ty co Phan duoc
12,5 mg pham Minh Dan
22 | SaVi Valsartan 80 Valsartan 80 mg VD-22513-15 o
Cong ty ¢6 phan duoc
23 | SaVi Valsartan Plus Valsartan 80mg; Hydroclorothiazid VD-23010-15 pham SaVi

HCT 80/12.5 12,5mg




24 | SaVi Valsartan 160 Valsartan 160mg - VD-25269-16
25 | SaVi Valsartan HCT | Valsartan 1€0mg; Hydroclorothiazid VD-27051-17
160/25 25mg
26 | SaVi Valsartan 160 Valsartan 160mg VD-13498-10
27 | Meyervas 160 Valsartan 160 mg VD-26480-17
28 | Meyervas 80 Valsartan 80 mg | VD-26481-17
29 ; o Valsartan 160 mg; Hydroclorothiazid
Meyervasid F - VD-26483-17 Cong ty Lién doanh
Meyer - BPC.

7 . " oy
30 Méyervasid Valsartan 80mg; Hydroclorothiazid VD-26482-17

12,5mg

T - ~ 4 1
31 Meyeriasid M Valsartan 160 mg; Hydroclorothiazid VD-30052-18

12,5mg
32 | Hapresval 160 Valsartan 160mg VD-27510-17
33 | Hapresval 80 Valsartan 80mg VD-27511-17

» ) - Cong ty TNHH Hasan-

3% | Mapresyalplus 160555 ; Sarljg’ta“ 160mg; Hydroclorotiazid | vy 54545 17 Dermapharm
35 Hapresval plus 80/12,5 Valsartan 80mg; Hydrocloroth:azid VD-28546-17

12,5mg
36 | Hyval Valsartan 80 mg VD-23418-15 Cong ty TNHE United
37 | Biywi Nuiisarton 160 mg VD-23417-15 International Pharma




2. Danh muc céc thube nwée ngoai khong st dung nguyén liéu Valsartan do Cong ty Zheijang Huahai

san xuat dwoe tiép tuc san xuat, nhap khau, lwu hanh va sir dung:

STT | Tén thuéc | Hoat chit+ Ham lwong | S6 DK g;:gglg Nha san xuit Dia chi SX
5 & : Schaffthauserstrasse
1 Exforge Amlodipin besylate VN-5690-08 | Novartis AG. Novartfs Pharma CH-4332 Stein,
10/160mg 10mg, Valsartan 160mg Stein AG :
Switzerland
. . Schaffhauserstrasse
5 Exforge Amlodipine besylate Smg, VN-5691-08 | Novartis AG. Novartfs Pharma CH-4332 Stein,
5/160mg Valsartan 160mg Stein AG :
Switzerland
o L Schaffhauserstrasse
3 Exforge 5/80 | Amlodipin besylate Smg, VN-5692-08 | Novartis AG. Novart}s Pharma CH-4332 Stein,
mg Valsartan 80mg Stein AG :
Switzerland
Novartis Ronda de Santa Maria
4 | Diovan160 | Valsartan- 160mg | VN-7768-09 | Novartis AG. | Farmaceutica | 120 08210 Barbera del
SA Valles, Barcelona,
S Spain




Ronda de Santa Maria

Novartis ;
Diovan 40 Valsartan - 40mg VKLTT6905 | Novadi 5G| Farmessiifea | -5 (oeid Batheridel
: S A Valles, Barcelona,
. Spain
o | e S
Diovan 80 Valsartan - 80mg/ vién | VN-7770-09 | Novartis AG. | Farmaceutica \
: S A Vallés, Barcelona,
=i Spain
Valsarian; Ko Bl Schafthauserstrasse
Co-diovan Hydrochlorothiazide - VN-8856-09 | Novartis AG L CH-4332 Stein,
Stein AG .
160mg/25mg : Switzerland
Valsarzan; Niiiis Phiasi Schaffhauserstrasse
Co-Diovan Hydrochlorothiazide - VN-9324-09 | Novartis AG s CH-4332 Stein,
Stein AG :
80mg;12,5mg Switzerland
Via Provinciale
. Valsartan 160mg . .
Co-Diovan L e ) Novartis Farma Schito, 131, Torre
160/25 Hydroctzlg(:lr]c:)thlazme VN-9768-19 | Novartis AG SpA. A OT);

Italy
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Valsartan 80mg;

Via Provinciale

Co-diovan S ; Novartis Farma Schito, 131, Torre
10 80/12.5 Hydrochlorothiazide VN-9769-10 | Novartis AG S k. Avinuinzisba (REA),
12,5mg
Italy
S.LA. KRKA, D.D., Smarjeska Cesta 6, 8
11 Valsantast Valsartan 160mg VR-12015- (Tenamyd Novo mesto, 501 Novo Mesto,
160 11 . p
Canada) Inc. Slovenia Slovenia
VN-12020- SIA. KRKA, D.D., Smarjeska Cesta 6, 8
12 | Valsarfast 80 Valsartan 80mg 1 (Tenamyd Novo mesto, 501 Novo Mesto,
- Canada) Inc. Slovenia Slovenia
22-110, LD.A
13 Valsar-H Valsartan 80mg VN_]S s Dze;eﬁ d Hctciotclli)mgs Jeedimetla, Hyderabad
s : - 500055, India
Carwin HCT Valsartan IGng; VN-15598- Ranbaxy.f Rty Pa'onta Sahﬂ? District
14 160425 Hydrochlorothiazide 12 Laboratories Laboratories Lid Sirmour, Himachal
e 25mg Ltd. " | Pradesh 173 025, India
Carwin HCT Valsartan 80{11g-; VN-15599- | Ranbaxy Rifbags Pz}fmta Sahll? District
15 20+12.5m Hydrochlorothiazide 12 Laboratories T M e Sirmour, Himachal
Mg 12,5mg Ltd. * | Pradesh 173 025, India




Amlodipine besylate

Exforge HCT | ~ Novartis : Schaffhauserstrasse
16 | Tomelliing | ~o0E Vesanm lo0ng, | vinme s . oo, | Do auSTRaMR T ansig
Hydrochlorothiazide 1 Stein AG -
/12.5mg Services AG Switzerland
12,5mg
Exforge HCT loi]ml({?g;:;f;?ggi Novartis Novartis Ph Schaffhauserstrasse
17 | 10mg/160mg & _OUME | YN1-757-12 | Pharma Ao — CH-4332 Stein,
Hydrochlorothiazide e Stein AG i
/25mg Services AG ~ Switzerland
25mg
Exforge HCT 1 Oilmk;?:ﬂsft:f?ggte - Novartis Nevattis Pl Schaffhauserstrasse
18 | 10mg/320mg = JCUME | YN1-758-12 |  Pharma yane LT CH-4332 Stein,
Hydrochlorothiazide ; Stein AG :
/25mg Services AG Switzerland
25mg :
Exforge HCT Aml%c:l}; :111632615 ggf Seg, Novartis Novartis Phasitia Schaffhauserstrasse
19 | 5mg/160mg/ g VN1-759-12 |  Pharma s CH-4332 Stein,
Hydrochlorothiazide ; Stein AG .
12.5mg Services AG Switzerland
12,5mg
Exforge HCT Aml%c::lgs);r:agels géarf S, Novartis Novartis Pharma Schaffhauserstrasse
20 | 5Smg/160mg/ - VN1-760-12 Pharma ) CH-4332 Stein,
Hydrochlorothiazide i Stein AG :
25mg Services AG Switzerland
25mg
Amlodipine (dudi danz VN-16342- Novartis Novartis E%nggzdle[}s];: :E:rd‘a:llal
21 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Valles. Barcelo aa ¢
10mg; Valsartan 160mg Services AG A g o

Spain
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Amlodipine (dudi dang

Novartis

Novartis

Ronda de Santa Maria

VN-16343- : a del
22 Exforge Amlodipine besylate) VY 123 Pharma Farmaceutica 1533?5;%2?::;?& "
Smg; Valsartan 160mg Services AG S.A. :\}pain ’
Amlodipine (dudi dang Novartis Novartis SHEIBRIRGIR M,ana
g VN-16344- . 158 08210 Barbera del
23 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Villes Baccaloiia
Smg; Valsartan 80mg Services AG S.A. :Spain ’
Bifoiie Amlodxgipe (dudi dang VN-16346- Novartis Novartis Pharma Schaffhauserstr.assc
24 10me/320 Amlodipine besylate) 13 Pharma Stein AG CH-4332 Stein,
BT 10mg; Valsartan 320mg Services AG Switzerland
Cadila ; Kundaim Industrial
VN-16600- Cadil
25 | Valazyd 160 Valsartan 160mg 13 Healthcare Heal th“::alr: Ltd Estate, ponda, Goa-
Ltd. ' 403 401, India
Cadila . Kundaim Industrial
26 | Valazyd 40 Valsartan 40mg VN_}g%éﬁ Healthcare Healﬁiﬂg Ltd Estate, ponda, Goa-

Ltd.

403 401, India




Cadila : Kundaim Industrial
27 Valazyd 80 Valsartar. 80mg VN_ig%?_ Healthcare o ltchadlldl td Estate, ponda, Goa-
Ltd. PR 403 401, India
Valpres
80mg (Co s¢ Kgvurts Ronda de Santa Maria
28 ey Valsartan 80mg Vi Hexal AG. Farmaceutica £0 08‘2 H BArgE rt
Salutas 13 Vallés, Barcelona,
S.A. :
Pharma Spain
GmbH, brc)
bk Standard
Film Coated VN-17592- Chem & Standard Chem No. 154 Kai-Yuan
29 Tablets 160 Valsartan 160mg . & Pharm Co., Road, Hsin-Ying,
I3 Pharm Co., . )
mg Ltd., 2nd Plant Tainan, Taiwan
n " L td.
Standard
Valpres
160mg (Co
SO xuat
xuong:
Salutas )
Phaa [ a—— Ronda de Santa Maria
30 | GmbH, d/c: Valsartan 160mg YaLEl Hexal AG. Farmaceutica L%, 99210 Rapbom
14 del Valles, Barcelona,
Otto-von- S.A. Spai
Guericke- pai
Allee 1,
39179
Barleben,

Germany)




Village Sikandarpur
Bhainswal, Roorkee-
. VN-18012- |  Lupin Tlbliant T e | DSMEACONL HIEWY,
31 Vastanlupi Valsartan 160mg 14 Lisited TN Bhagwanpur, Roorkee,
: District Haridwar,
Uttarakhand 247661,
India
Amlodipine (dudi dang
Exforge HCT Amlodipine besylate) VN 1 Novartis Novartis Ph Schaffhauserstrasse,
32 | 10mg/160mg | 10mg; Valsartan 160mg; | ° 1203? Pharma e 4332 Stein,
/12.5mg Hydrochlorothiazide Services AG Switzerland
12.5mg
Amlodipine (dudi dang
Exforge HCT Amlodipine besylate) VN-18038- Novartis Novartis Pharma Schaffhauserstrasse,
33 | 10mg/320mg | 10mg; Valsartan 320mg; 14 Pharma Stein AG 4332 Stein,
/25mg Hydrochlorothiazide Services AG Switzerland
25mg
Amlodipine (duéi dang
Exforge HCT Amlodipine besylate) VN-18039- Novartis Mwatiis Pl Schaffhauserstrasse,
34 | 5mg/160mg/ | S5mg; Valsartan 160mg; 14 Pharma Stein AG 4332 Stein,
12.5mg Hydrochlorothiazide Services AG . Switzerland

12,5mg




Ronda de Santa Maria

Novartis Novartis "
35 Diovan 160 Valsartan 160mg VN_%EB%_ Pharma Farmaceutica 153;)1?;1 %Eg:gjadd
Services AG S.A. S ’
Spain
: . - Ronda de Santa Maria
Novartis Novartis p
36 Diovan 80 Valsartan 80mg W 12399_ Pharma Farmaceutica 15331?;1 %Erf(]:lirr?adcl
Services AG S.A. i ;
Spain
Unit-V, Sy. No. 410,
411, APIICSEZ,
VN-18789- | Hetero Labs Hetero Labs Polepally Village,
) (et Valsartan Slhug 15 Limited Limited Tadcherla Mandal
Mahaboognagar Dict-

509301, India




T TR
P o ~Oo
NG

Village Sikandarpur
Bhainswal, Roorkee-
Dehradoon Highway,

38 Vastanlupi Valsartan 80mg MEN-13790- I.Jufi“n qubllant Flf.e Bhagwanpur, Roorkee,
15 Limited Sciences Limited T o :
District Haridwar,
Uttarakhand 247661,
India
Cong ty
INHH Healthcare
i1 Disys Valsartan 80mg e B o 1 pharmaceuticals Rajeatrapuc, Gazipur,
15 dugc pham Bangladesh
4 Ltd.
Dong
Phuong
Co-Diovan Valsartan 16ng; VN-19285- Novartis - e Eain Via Provinciale Scl}lto
40 160/25 Hydrochlorothiazide 5 Pharma Gk 131- Torre Annunziata
25mg Services AG Rl (NA), Ttaly
Co.Divva Valsartan 80?ng‘; VN-19286- Novartis Novartis Farma Via Provinciale Scl}lto
41 80/12.5 Hydrochlorothiazide 15 Pharma SpA 131- Torre Annunziata
’ 12,5mg Services AG P-4 (NA), Italy




Amlodipin (duéi dang

Ronda de Santa Maria

Exforge HCT | amlodipin besilate) 10mg; Novartis Novartis S
42 | 10mg/160mg Valsartan 160mg; VN-}SSIZST- Pharma Farmaceutica 153 (};?‘21(;3Balbicra -
/12.5mg Hydrochlorothiazide Services AG S.A. ’ eS°S A IeE,
12,5mg pain
Amlodipin (duéi dang ' :
Exforge HCT | amlodipin besilate) 10mg; VN-19288. Novartis Novartis E%nggzdf Osgfl ta N{aglal
43 | 10mg/320mg Valsartan 320mg; 15 Pharma Farmaceutica Valles. B o~ lerd ©
/25mg Hydrochlorothiazide Services AG S.A. & cS:S i
25me pain
Amlodipin (dudi dang )
Exforge HCT | amlodipin besilate) 5Smg; VN-19289- Novartis Novartis E%ngggdf OSBa:;la);/;aglcal
44 | 5S5mg/160mg/ Valsartan 160mg; 15 Pharma Farmaceutica Valles. Barcel
12.5mg Hydrochlorothiazide Services AG S.A. ¢ esé 2 ORI
12,5mg pe
Q road, Phase IV,
Valsartan 80mg; ' Mepro GIDC, Wadhwancity-
45 |vaciokesk® |  Hyarechlorethiazid W‘fgm - L%;‘f:g | Pharmaceuticals 363035, Dist.
12,5mg Pvt. Ltd- Unit IT Surendranagar,

Gujarat, India




Q road, Phase IV,

; Valsartan 160mg; . Mepro GIDC, Wadhwancity-
46 | VUS| Hydrochlorothiazid Walile B Pharmaceuticals | 363035, Dist
12,5mg SR Pvt. Ltd- Unit II Surendranagar,
Gujarat, India
Cong ty Dru 252, Tonggi industrial
- VN-20739- | TNHH TM g x tonggl industna
47 Cardival 80 Valsartan 80 mg 17 DP Pén International area, Tonggi, Gazipur,
g ..
—— Limited Bangladesh
g
KOREA 25-23,
) VN-21042- UNITED Korea United Nojanggongdan-gil,
48 Iizantan Ve 18 PHARM Pharm. Inc. JeJondong—myeon,
INC Sejong-si, Korea
Uperio
100mg (Co
s dong g61
va xuét
xuong: Sacubitril 48,6mg va Novartis
Novartis Valsartan 51,4mg (dudi Novartis Singapore 10Tuas Bav Lane
49 | FarmaSpA; | dangmudiphichop | VN3-48-18 | Pharma | Pharmaceutical | 1o, . y Lane,
dia chi: Via | sacubitril valsartan natri Services AG | Manufacturing Ingapore
Provinciale 113,103mg) Pte. Ltd
Schito 131,
80058 Torre
Annunziata

(NA), Italy)




Uperio

200mg (Co
so dong gbi
va xuét
xXuong: Sacubitril 97,2mg va Novartis
Novartis Valsartan 102,8mg (duéi Novartis Singapore 1§ as By Late
50 | Farma SpA; dang muoi »hirc hop VN3-49-18 Pharma Pharmaceutical 637461 Sinea oré
dia chi: Via | sacubitril valsartan natri Services AG | Manufacturing £ap
Provinciale 226,206mg); Pte. Ltd
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
Uperio 50mg
(Co so dong
g6i va xuét
s Sacubitril 24,3mg va Novartis
Novartis - . "
) Valsartan 25,7mg (dudi Novartis Singapore
Farma SpA; R ) 10Tuas Bay Lane,
51 dia chi: Via dang muoi phirc hop VN3-50-18 Pharma Pharmaceutical (37461 Singapore
L sacubitril valsartan natri Services AG | Manufacturing
Provinciale 56.551me)- Pte. Ltd
Schito 131, a2 g i
80058 Torre

Annunziata
(NA), Italy)




