BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tu do - Hanh phiic

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

V/v xir Iy thude chita duge chat Valsartan

Kinh giri:
> -S& Y té cac tinh, thanh phé truc thude Trung uwong;
KHAN - Cac co s& san xuit, nhap khau, phan phéi, sir dung thudc.

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

- 6 13125/QLD-CL thong bao thu hoi cac thude chira Valsartan dugce san
Xuat tir nguyen liéu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung
Qudc san xuét.

- 50 13124/QLD-CL yéu cau cic co s¢ dang ky thudc, co s& san xudt, co s
nhap khau thube, nguyén liéu [am thudc ra soat va bao céo vé Cuc Quan Iy Dugc vé
ngudn géc nguyén lidu Valsartan duoc sir dung trong san xuat thuée huu hanh sir
dung tai Viét Nam.

Can cir két qua ra soat viéc cip sb dang ky thube, san xuat, nhap khau thudc,
nguyéen liéu lam.thudc va béo céo cua cac co 56 dang ky thudc, co so san xuat, nhap
khiu thudc nguyén heu lam thude vé ngudn gbc nguyen liéu Valsartan nham dam
bao an toan cho ngu’m sir dung, dong thoi cung cép théng tin vé thudc chira
Valsartan txep tuc duqc str dung trong phong b¢nh, chita b¢nh, Cyc Quan ly Dugc
thongbdo: . = * =

1. Pinh chiluu hanh céc thude thanh pham duoc san xuat tir nguyén lidu
Valsartan do Cong ty Zheijang Huahai san xuat. Danh sach cép nhat cac thudc chira
Valsartan bi thu hdi dinh kém (Danh muc 1).

Céc co s& san xuét, co s& nhap khau thude khan truong trién khai viée thu hoi
thudc theo diung yéu cau tai cong van so6 13125/QLD-CL ngay 10/7/2018 cua Cuc
Quan ly Dugc.

2. Tam ngimg nhap khau, luu hanh, su dung cac thudc c6 tén trong Danh sach
cac thudc chira Valsartan chua c6 bao cao vé nguon goc nguyén liéu bi tam ding
nhap khau, luu hanh va sir dung trén lanh thé Viét Nam dinh kém (Danh muc 2).

Yéu cau cac co sé nhap khau thudce, co s kinh doanh phén phéi va co so sir
dung thudc tam ngimg ngay viéc nhap khau, phan phéi, sir dung cac thude co tén
trong Danh sach nay.

3. Tiép tuc san xut, nhap khau, luu hanh va sir dung déi voi cac thude chita
Valsartan dugc néu trong Danh sach céc thube chira Valsartan tiép tuc dugc luu
hanh, sir dung trong hoat dong phong bénh, chira bénh dinh kém (Danh muc 3).



https://tailieuluat.com/cong-van-13441-qld-cl-cuc-quan-ly-duoc-vb3660.html

4. Pé nghi S& Y té cac tinh, thanh phd truc thudc Trung vong:

- Thong bao trén Trang Thong tin dién tr ctia S& Y té néi dung cia 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;

- Thong bao cho céc co s& san xuat, kinh doanh, sir dung thudc vé viéc:

+ Thu hoi, tra lai co s& cung cap doi véi cac thude quy dinh tai Danh muc 1
cong van nay;

+ Tam ngung nhép khau, luu hanh, st dung doi véi cac thude quy dinh tai
Danh muc 2 c6éng van nay;

+ Tiép tuc san xuét, nhép khau, hru hanh déi voi cac thuSe quy dinh tai Danh
muc 3 cdng van nay nhiam dam bao thuéc cho nhu ciu sir dung cua nguoi bénh.

- Kiém tra glam sat cac co s& san xuat, nhap khau, kinh doanh va sir dung
thue hién viéc thu hoi, tam ngimg luu hanh sir dung déi véi cac thude duoc quy dinh

tai Danh muc 1 va Danh muc 2 c¢éng vin nay; xur 1y don vi vi pham theo quy dinh
hién hanh.

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

Noi nhin: KT cuc TRUUN G
- Nhur trén;

- Cuc truéng Vi Tuan Cucmg (dé bao cao);

- Thanh tra B4 Y té (dé phéi hop);

- Cuc Quan ly khim chira bénh (dé phéi hop):

- VKN thuéc TW, VKN thuée Tp. HCM;

- CucQuan Y - BS quéc phong; Cuc Y té - Bd Céng An;

- Cuc Yt GTVT - Bd GTVT: :Toéng Cuc hai quan - Bo Tai
chinh ;

- Cac ph(‘mg trong Cuc, Tap chi Dugc MP; website Cuc
QLD:

- Lwuu: VT, CL.




N WS

DANH MUC 1: CAC THUOC DPINH CHI LUU HANH VA THU HOI
DINH KEM CONG VAN SO(344/ /QLD-CL ngay A3/7/20(%

1. Danh muc cic thube thanh pham trong nuée duge san xuit tir nguyén li¢u Valsartan do Cong ty

Zheijang Huahai san Xuit:

STT Tén thube Hoat chiit S6 PK Nha sin xuat
= Valsartan 160 mg: i Cong ty ¢b phan Dugc
1 |Festnin Hydroclorothiazid 25 mg VDZWE1T pham Phuong Déng
2 artan : iazi i o
2 | Cardipino 80/12,5 }’;'Ssmg 80mg; Hydroclorothiazid | yr, 5e378 17 | Cong ty cé phin SPM
3 Rusartin Valsartan 80mg VD-11322-10 S]Z:Lg by Roussel Vigt
4 | Divales Valsartan 160mg VD-21500-14 Cong ty TNHH Dugc
5 : pham Shinpoong
Divales Valsartan 80mg VD-21501-14 Daiswio
6 | Valsgim 160 Valsartan 160mg VD-23494-15 .
7 T Chi nhanh cong ty ¢
7| valsgim-H 80 Y;';:]’;a“ S0mg; Hydroclorothisd | vi93496-15 [ philn dwoe plifm
. - — Agimexpharm- Nha
8 | Valsgim 80 Valsartan 80mg D-23495-15 my sin xudt duge
9 Valsartan 160 mg; pham Agimexpharm

Valsgim-H160/12.5

Hydroclorothiazid 12,5 mg

VD-25129-16




2. Danh muc cic thude thanh phim nuwée ngoai duge san xuit tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai san xuat:

A N -
STT | Tén thube | Hoatchat ham | oo qp oy | CONBLYAANE | s can xuiit Dia chi SX
lrgng ky
9 Jozefow Street, 99-
1 Valsacard | Valsartan 160mg | VN-17144-13 | Polfarmex S.A | Polfarmex S.A 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 |y drochlorothiaz | VN-17296-13 | $O08W €0 | Laboratorlos | ogg70 gant joan Despi
160/25mg | . phan DP Phano | Lesvi, S.L. :
ide 25mg (Barcelona), Spain
. | Valsartan 80mg; Cong ty cb 2 Avda. Barcelona, 69
g | Valbelis | pirochlorothiaz| VN-17297-13 | phian DPPha | 2P°T™ONOS | 68970 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
A Torrent Torrent :
6 Tantarcie Valsartan 40mg | VN-18475-14 | Pharmaceutical | Pharmaceutical iR 902 Ly l?nst.
40 ¢ 1td s Ltd Mehsana, India




N BRI Jof

Efroze Efroze .
Chemical Chemical TG Baangt
7 Sectum | Valsartan 80mg | VN-18756-15 ; z Industrial Area,
Industries (Pvt) | Industries (Pvt) d :
Karachi, Pakistan
Ltd. Ltd.
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
‘ 80mg Valsarom 80mg: | VRN-19240:13 Ltd. Ltd. Street, 3011 Limassol,
Cyprus
Tantordi Torrent Torrent Indrad-382721, Tal:
9 a“s‘(’)‘ ' | Valsartan 80mg | VN-19366-15 | o O0FF | Pharmaceutical |  Kadi, City: Indrad,
pogs it s Ltd. Dist: Mehsana, India
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
10 | gy |Voiswtalolmg | VR-L54-1 Lid. Led. Street, 3011 Limassol,
Cyprus
Tantordi Torrent Torrent Indrad-382721, Tal:
11 anlg(l; ' | Valsartan 160mg | VN-19539-15 | Pharmaceutical | Pharmaceutical Kadi, City: Indrad,
s Ltd. s Ltd. Dist: Mehsana, India
3, Samokovsko shosse
Cong ty TNHH | Balkanpharma - | ~ v
12 Corosan | Valsartan 80mg | VN-19595-16 DP Viét phdp | Dupnitsa AD Str., Dupmts:a 2600,
Bulgaria
Valsartan 160mg 3 , 3, Samokovsko shosse
Valdesar : Cong ty TNHH | Balkanpharma - o
13 Plus Hydrochlorothiaz | VN-20724-17 Dhiipe Tds P | Dupnitsa AD Str., Dupnitsa 2600,

id 25mg

Bulgaria




14

Valdesar
Plus

Valsartan 80mg;
Hydrochlorothiaz
id 12,5mg

VN-20725-17

Cong ty TNHH | Balkanpharma -
Dugc Tam Pan | Dupnitsa AD

3, Samokovsko shosse
Str., Dupnitsa 2600,
Bulgaria




DANH MUC 2: CAC THUOC TAM NGUNG NHAP KHAU, LUU HANH, SU DUNG
PINH KEM CONG VAN SO/3944/QLD-CL Ng @y 13/ 3 /72 /p

Hoat chat + Ham

STT | Tén thube S S6 K Céng ty ding ky | Nha san xuit Pia chi SX

Valsartan; Torrent Torrent Indrad-382721,
1 Valzaar H | Hydrochlorothiazide | VN-6346-08 | Pharmaceuticals | Pharmaceuticals Dist.

o - 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 | Varsadey: | Vaisartan-80mg | VIN-7635-09 Laboratory Laboratory | Concérdia, Lote
(macao) Limited | (macao) Limited | DI1b, Macau

Val Torrent Torrent Indrad-382721,

5 al ?(l)ar‘ Valsartan - 160mg | VN-8944-09 | Pharmaceuticals | Pharmaceuticals | Dist. Mehsana,
Ltd. Ltd. India

Drug 252, Tongi
, p Cong ty TNHH : Industrial Area,
6 Cardival Valsartan 80mg VN-5275-10 T™ va DP Ha An lntfti‘:\naitéodnal Tang. Gazipur,

Bangladesh




) T Efroze 146/23 Korangi
Angiotan- Valsartan IGng’ Efroze (.,hemlcal Chemical Industrial Area,
7 H Tablets Hydrochlorothiazide | VN-10233-10 | Industries (Pvt) fichistibes (06) Karachi
25mg Ltd. s
Ltd. Pakistan
404-10,
Nojang-Ri,
; . Jeondong-
8 Dizantan Valsartan 80mg VN-11140-10 Rarea Uniled Korea United Myeon,
Pharm. Inc. Pharm. Inc. :
Yeongi-kun,
Chungnam,
Korea
IV/292 B,
o Velakkode,
Cong ty co phan Vintanova Mundur,
9 Veesar 80 Valsartan 80mg | VN-12936-11 Huynh Tén Pharma Pvt Ltd | Thrissur-680
541, Kerala,
India
No. 12 Balaji
Atoz Nagar
10 V‘fzf)‘a" Valsartan 160mg | VN-14443-12 Am‘;itHeLa:(‘ihca’e Pharmaceuticals | Ambattur,
S Pvt. Ltd. Chennai - 600
053, India
No. 12 Balaji
Atoz Nagar
11 V-Ssag‘tan Valsartan 80mg VN-14444-12 Amt;(;tH eftl:lhcare Pharmaceuticals Ambattur,
g Pvt. Ltd. Chennai - 600

053, India




¥ R V- 3 J‘
" A Plot No. 16/1
) Cong ty Cé phan Genome ’
12 Asectoyes Valsartan §0mg; VN-14534-12 | Dugc pham Trang | Pharmaceutical Pha§e LV,
200mg 200mg Minh (Pvt) Ltd Industrial Estate
Hattar, Pakistan
T Valsar:an 160mg; Efroze Chemical Cllfg:iz:al ;:gl/lz? .Klo/r\a:legl
13 o Hydrochlorothiazide | VN-20161-16 | Industries (Pvt) 7 SR CO%h
H-Tablets 25m Itd Industries (Pvt) Karachi,
B : Ltd. Pakistan
192/2 Sokhada-
g 388620
Céng ty TNHH Baroque p
14 |Sasasartan- |y rtan 160mg | VN-14141-11 | TM-DP Quéc té | Pharmaceuticals Talnias:
V 160 - Khambhat,
Thién Pan Pvt. Ltd ;
Dist: Anand

(Gujarat), India




DANH MUC 3: CAC THUOC TIEP TUC SAN XUAT, NHAP KHAU, LUU HANH VA SU DUNG
PINH KEM CONG VAN SO344 IQLD-CL ngay 43/7/2049
1. Danh muc cic thube trong nwée khong sir dung nguyén li¢u Valsartan do Cong ty Zheijang Huahai

sin xudt dwge tiép tuc sin xuit, nhiap khiu, lru hanh va sir dung:

STT Tén thube Hoat chit S6 PK Nha sin xuit
Valsita Valsartan 80mg VD-16769-12
Cobidan 80 Valsartan 80 mg VD-22086-15 Goog 'ty Cophaa BY
Pharma
Valsita Valsartan 80 mg VD-28770-18
Euvaltan Plus Val.sartan 8(mg: Hydroclorothiazid VD-29643-18
12,5mg
Céng ty ¢d phan Dugc

Valsartan 8(mg, Hydroclorothiazid

Euvaltan plus VD-14211-11 phim 3/2

12,5mg
Euvantal 40 Valsartan 40mg VD-15982-11
Amfatim 160 Valsartan 160mg VD-14927-11 Cong ty b phén duoc
Amfatim 80 Valsartan 80mg VD-14928-11 phim Ampharco U.S.A
Vasebos Valsartan 80mg VD-18261-13
10 | Vasebos 160 Valsartan 160mg VD-19328-13 Céng ty C6 phan Dugc

phim Boston Viét Nam

Vascbos plus Valsartan 160mg; Hydroclorathiazid | VD-20184-13




£ AT\

25mg
12 | Tabarex Valsartan 80mg VD-13166-10
13| Dembele Y;‘g’m‘“ i S, Hydroclomisailll op o t0s1-14 Céng ty TNHH duge
g pham Pat Vi Phu
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 i Valsartan 160 mg; Hydroclorothiazid o
Gliovan-Hetz 160/25 | 25 mg VD-22133-15 Céng ty ¢b phin dugc
) pham Glomed
I8 | Gligvantion di/ias | Yaiariat 80:mg Hydroclosothiazid |y a1
12,5 mg
1) | Gliovaileizi60ias | Yoltin 160 me Hydwolomnaad] on oneseas
| 12,5 mg
20 | valsartan 80 mg Valsartan 80 mg vD-27909-17 | COne ty 0 phin duge
pham Imexpharm
21 Midatoren 160/12.5 Valsartan 160 mg; Hydroclorothiazid VD-26191-17 Cépg ty chd Phﬁn duoc
12,5 mg pham Minh Dan
22 | SaVi Valsartan 80 Valsartan 80 mg VD-22513-15 -
Cong ty ¢6 phan dugc
23 |SaVi Valsartan Plus Valsartan 80mg; Hydroclorothiazid 3 i pham SaVi
HCT 80/12.5 12,5mg VB:2a010-13




24 | SaVi Valsartan 160 Valsartan 160mg VD-25269-16
25 |SaVi Valsartan HCT | Valsartan 1€0mg; Hydroclorothiazid 27051
160/25 25mg VRAvaIEL
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 . Valsartan 160 mg; Hydroclorothiazid
Meyervasid F 25 mg VD-26483-17 Céng ty Lién doanh
Meyer - BPC.
30 Megervasid Valsartan 80mg; Hydroclorothiazid VD-26482-17
12.5mg
. : i<
31 Meyervasid 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
; ) o Cong ty TNHH Hasan-
3% | Hapresval plus 160/25 ;;I‘lf;‘“a" t60mg: Hydroclorothiazd.| oy sas4s: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 Céng ty TNHH United
37 | Hyval Valsartan 160 mg VD-23417-15 International Pharma




2. Danh muc cic thube nwée ngoai khong sir dung nguyén liéu Valsartan do Céng ty Zheijang Huahai

sin xuit dwge tiép tuc sin xuit, nhip khiu, lru hanh va sir dung:

Cong ty

STT | Tén thuée | Hoat chit + Ham lwong S6 K diing k§ Nha sin xuit Dia chi SX
, 7 g Schaffhauserstrasse
i || e Amlodipin besylate |y 590,08 | Novartis AG, | NOVArUS Phama | op 4335 Stein,
10/160mg 10mg, Valsartan 160mg Stein AG g
Switzerland
e . Schaffhauserstrasse
) Exforge Amlodipine besylate Smg. VN-5691-08 | Novartis AG. Novartfs Pharma CH-4332 Stein,
5/160mg Valsartan 160mg Stein AG )
Switzerland
G : Schafthauserstrasse
3 Exforge 5/80 | Amlodipin besylate Smg, VN-5692-08 | Novartis AG. Novartgs Pharma CH-4332 Stein,
mg Valsartan 80mg Stein AG 2
Switzerland
Novats | Rndade Sns M
4 | Diovan 160 Valsartan - 160mg | VN-7768-09 | Novartis AG. | Farmaceutica s
SA. Vallés, Barcelona,

Spain




Ronda de Santa Maria

Novartis
Diovan 40 Valsartan - 40mg VN-7769-09 | Novartis AG. | Farmaceutica 158 08210 Barbera del
S A Vallés, Barcelona,
- Spain
5 Ronda de Santa Maria
Novartis ;
Diovan80 | Valsartan - 80mg/vién | VN-7770-09 Novartis AG. | Farmaceutica | °5 03210 Barbera del
S A Vallés, Barcelona,
i Spain
Valsarian; Novaitis Phisiia Schaffhauserstrasse
Co-diovan Hydrochlorothiazide - | VN-8856-09 | Novartis AG Stein AG CH-4332 Stein,
160mg/25mg . Switzerland
Valsarzan; Novartis Phistina Schaffhauserstrasse
Co-Diovan Hydrochlorothiazide - | VN-9324-09 | Novartis AG ; CH-4332 Stein,
Stein AG A
80mg:12,5mg Switzerland
Via Provinciale
A Valsartan 160mg ‘ :
Co-Diovan s . Novartis Farma Schito, 131, Torre
160/25 Hydroclzllsc;r‘c;thxaznde VN-9768-19 | Novartis AG SpA. Anrnsiata (NA),

Italy




-~ -~ -
\' f u‘?/

Valsartan 80mg; Via Provinciale
10 | Codiovan | L chlorothiazide | VN-9769-10 | Novartis AG | Novartis Farma | - Schito, 131, Torre
80/12.5 S.p.A. Annunziata (NA),
12.5mg
Italy
S.LA. KRKA., D.D. Smarjeska Cesta 6, 8
ol 7 ol b b 3
11 Valsarfast Valsartan 160mg LA (Tenamyd Novo mesto, 501 Novo Mesto,
160 11 b 2 .
Canada) Inc. Slovenia Slovenia
VN-12020- S.LA. KRKA. D.D., Smarjeska Cesta 6, 8
12 | Valsarfast 80 Valsartan 80mg = (Tenamyd Novo mesto, 501 Novo Mesto,
11 } :
Canada) Inc. Slovenia Slovenia
22-110, LD.A
13 | Valsar-H Valsartan 80mg VN"I?'G:'" B Hetero DIU8S | jeedimetla, Hyderabad
e ' - 500055, India
: Valsartan 160mg; g Ranbaxy Paonta Sahib District
14 Cfg;:g 51311 CT Hydrochlorothiazide Vi 11.5,598 Laboratories Labﬁ- :?(:::: [td Sirmour, Himachal
& 25mg < Ltd. | Pradesh 173 025, India
: Valsartan 80mg; ¢ Ranbaxy Paonta Sahib District
15 %%2‘;‘2 ::ET Hydrochlorothiazide VN-12599 [.aboratories Lab:{r:?:r?:g Lid Sirmour, Himachal
e 12,5mg . Ltd. | Pradesh 173 025, India




Amlodipine besylate

Exforge HCT = Novartis ; Schaffhauserstrasse
16 | 10mg/160mg | ‘OE Valsantan 160mg, | vy 76 15 [ phamma | NovartisPhama | oy 4335 Stein,
Hydrochlorothiazide : Stein AG :
/12.5mg 12,5mg Services AG Switzerland
Amlodipine besylate :
Exforge HCT Novartis z Schaffhauserstrasse
17 | 10mg/160mg | 108 Valsatan 160me, | vpy g5y 15 | phapme | NOVARiSPhama | ooy s gioin,
/ Hydrochlorothiazide ; Stein AG :
25mg 25mg Services AG Switzerland
: : Amlodipine besylate :
Exforge HCT Novartis 2 Schaffhauserstrasse
18 | 10mg/320mg | 10me Valsartan 320mg, | oy 750 15 | Pharma | NOVARUSEhamma | opr 405 gtein,
Hydrochlorothiazide : Stein AG A
/25mg S Services AG Switzerland
Exforge HCT Amlv al]:.::azc: Z luate g Novartis Novartis Pharma Schaffhauserstrasse
19 | 5mg/160mg/ Tag VN1-759-12 Pharma ; CH-4332 Stein,
Hydrochlorothiazide % Stein AG :
12.5mg Services AG Switzerland
12.5mg
Exforge HCT Aml(\){dxlpmc bels g(l)atc Smeg, Novartis Novartis Phimmia Schafthauserstrasse
20 | Smg/160mg/ SORESL. SOV, VN1-760-12 |  Pharma FEEp CH-4332 Stein,
7 Hydrochlorothiazide 3 Stein AG §
Smg 25mg Services AG Switzerland
Amlodipine (dudi danz Novartis Novartis ROfeN e Santa Mana
£ VN-16342- g . 158 08210 Barbera del
21 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Vallis. Barcelon
10mg; Valsartan 160mg Services AG S.A. y ™

Spain




ANEE ST

Amlodipine (dudi dang |\ 16343, | Novartis Novais }g‘;"g;z"fosg::f) e
22 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Villas. Barcsloi
Smg: Valsartan 160mg Services AG S.A. ’Spain %
Amlodipine (dudi dang VN-16344- Novartis Novartis ﬁ(;;"gg; lc osg"a;:xaﬁ
23 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Vallss Baisoli
Smg: Valsartan 80mg Services AG S.A. ’Spain o
Amlodipine (dudi dang 7 Novartis ; Schaffhauserstrasse
24 IOE:’;‘;’Z%; Amlodipine besylate) | 100 0 | Pharma | NOYGrss PR | CH433) Stein,
o & 10mg; Valsartan 320mg Services AG Switzerland
Cadila g Kundaim Industrial
25 | Valazyd 160 Valsartan 160mg VN':§600' Healthcare | ea]g::dalrlf Ltd Estate, ponda, Goa-
Lid. ) 403 401, India
Cadila g Kundaim Industrial
26 | Valazyd 40 Valsartan 40mg VN-:Q%& Healthcare Heal?hz::(:l:: [t | Estate, ponda, Goa-
’ Ltd. ’ 403 401, India




Cadila . Kundaim Industrial
27 | Valazyd 80 Valsartar. 80mg Vi }(;967- Healthcare I icalﬁ:::‘:lrl:I ud Estate, ponda, Goa-
Ltd. o 403 401, India
Valpres
80mg (Co so Novartis Ronda de Santa Maria
28 xug( KW Valsartan 80mg VR Hexal AG. Farmaceutica 128 08.2 A B ot
alutas 13 S A Vallés, Barcelona,
Pharma o Spain
GmbH, D)
) Standard
Film Coated VN-17592- P Standard Chem No. 154 Kai-Yuan
29 | Tablets 160 Valsartan 160mg 13 - Pharen Co. & Pharm Co., Road, Hsin-Ying,
mg " | Ltd., 2nd Plant Tainan, Taiwan
" n Ltd-
Standard
Valpres
160mg (Co
s¢ xuat
xXuong:
Salutas ;
3 Ronda de Santa Maria
Pharma Novartis
30 | GmbH, d/c: Valsartan 160mg VRRTZ21 | HexalAG. | Farmacentica | o0 210 Ber ‘;g:;,
Otto-von- SA. g ¥
Guericke- e
Allee 1,
39179
Barleben,

Germany)




—
2.
g

g\

Village Sikandarpur
Bhainswal, Roorkee-

2 . i Dehradoon Highway,
31 Vastanlupi Valsartan 160mg L) :3012 [Li'::lli::: d Sc{::;tznifx:ﬁc d Bhagwanpur, Roorkee,
) District Haridwar,
Uttarakhand 247661,
India
Amlodipine (dudi dang
Exforge HCT | Amlodipine besylate) " ) Novartis . Schaffhauserstrasse,
32 | 10mg/160mg | 10mg; Valsartan 160mg; | * :2037 Pharma N°"Sag;: I:‘é"““ 4332 Stein,
/12.5mg Hydrochlorothiazide Services AG Switzerland
12.5mg
Amlodipine (dudi dang
Exforge HCT | Amlodipine besylate) VN- 1 Novartis ; Schaffhauserstrasse,
33 | 10mg/320mg | 10mg; Valsartan 320mg; | N :203 1 Phaem N"Vg‘t’:;fl ’X‘g’ma 4332 Stein,
/25mg Hydrochlorothiazide Services AG Switzerland
25mg
Amlodipine (dudi dang
Exforge HCT | Amlodipine besylate) : . Novartis 3 Schaffhauserstrasse,
34 | 5mg/160mg/ | Smeg: Valsartan 160mg; | ¥ 13039 Pharma N°"§{e‘;z ’2‘3"“3 4332 Stein,
12.5mg Hydrochlorothiazide Services AG S Switzerland

12.5mg




Novartis

Novartis

Ronda de Santa Maria

35 Diovan 160 Valsartan 160mg VN-;§398- Pharma Farmaceutica 153;);&281 %3:;?: i
| Services AG S.A. ey %
Spain
; ' Ronda de Santa Maria
Novartis Novartis
36 Diovan 80 Valsartan 80mg VN-}Z:;”- Pharma Farmaceutica 1533?3; (:Bl:::ebl:)? el
Services AG S.A. ’S ] %
pain
Unit-V, Sy. No. 410,
411, APIICSEZ,
VN-18789- | Hetero Labs Hetero Labs Polepally Village,
S | NeksELED Velssepn S0mp 15 Limited Limited Jadcherla Mandal
Mahaboognagar Dict-

509301, India




Village Sikandarpur
Bhainswal, Roorkee-
; g i Dehradoon Highway,
38 Vastanlupi Valsartan 80mg VRELT0 I.‘“P“' !ubllant !‘”.c Bhagwanpur, Roorkee.
15 Limited Sciences Limited R ¢
District Haridwar,
Uttarakhand 247661,
India
Cong ty
TNHH
i Healthcare i ;
-19121-
39 Disys Valsartan 80mg pali Lo TR 41| pharmaceuticals Sijeadophr, Slntjs,
15 dugc pham Bangladesh
Ltd.
Dong
Phuong
3 Valsartan 160mg; i 3 Novartis : Via Provinciale Schito
40 C(;-g;/;\;an Hydrochlorothiazide b :('5’285 Pharma Novagus : 4rma | 131- Torre Annunziata
25mg Services AG PN (NA), Italy
; Valsartan 80mg; TGP, Novartis g Via Provinciale Schito
41 ng)l/)ll 2";“ Hydrochlorothiazide b 12“86 Pharma Novasms : M |1 31. Torre Annunziata
= 12,.5mg Services AG e (NA), Italy




Amlodipin (dudi dang

Ronda de Santa Maria

Exforge HCT | amlodipin besilate) 10mg; Novartis Novartis 8 :
42 | 10mg/160mg Valsartan 160mg; VN':2287' Pharma Farmaceutica 133 Ol?éfsl (LBar:lzra o
/12.5mg Hydrochlorothiazide N Services AG S.A. 4 5 :l’: na;
12.5mg P
Amlodipin (dudi dang ;
Exforge HCT | amlodipin besilate) 10mg; [ 000 | Novaris Novartis ﬁ%“ggz"fosgf“a‘ Méa(’i‘:l
43 | 10mg/320mg Valsartan 320mg; 5 Pharma Farmaceutica Vills Barcslons.
/25mg Hydrochlorathiazide Services AG SAA. S 4o '
25mg P
Amlodipin (dudi dang ?
Exforge HCT | amlodipin besilate) 5mg; Novartis Novartis Ronda de Santa Maria
& P & | VN-19289- 158 08210 Barbera del
44 | Smg/160mg/ Valsartan 160mg; 15 Pharma Farmaceutica Vafe Barsilsn
12.5mg Hydrochlorothiazide Services AG SA. . P2
12,5mg P
Q road, Phase IV,
. Valsartan 80r31g;. VN-20011- Lupn Mcpro' GIDC, Wadhw.ancity-
45 | Valcickeck H Hydrochlorothiazid 16 Limited Pharmaceuticals 363035, Dist.
12,5mg S Pvt. Ltd- Unit IT Surendranagar,

Gujarat, India




TN

Q road, Phase IV,
g Valsartan 160mg;: 2 . . Mepro GIDC, Wadhwancity-
46 Valc;{czkc.ck Hydrochlorothiazid i ?6)012 LI;;!;:: d Pharmaceuticals 363035, Dist.
12,5mg Pvt. Ltd- Unit II Surendranagar,
Gujarat, India
Cong ty .. .
3 Drug 252, Tonggi industrial
47 | Cardival 80 Valsartan 80 mg VN-20739- | INHHTIM | o national | area, Tonggi, Gazipur,
17 DP Déng e
Limited Bangladesh
Phuong
KOREA 25-23,
- VN-21042- UNITED Korea United Nojanggongdan-gil,
48 Dizantan Val 80mg 18 PHARM Pharm. Inc. Jeondong-myeon,
INC Sejong-si, Korea
Uperio
100mg (Co
s& dong goi
va xuat
xuong: Sacubitril 48,6mg va Novartis
Novartis Valsartan 51.4mg (dudi Novartis Singapore
49 | FarmaSpA; | dang mudiphichop | VN3-48-18 | Pharma | Pharmaccutical | (ot 0o Lane
dja chi: Via | sacubitril valsartan natri Services AG | Manufacturing - g
Provinciale 113.103mg) Pte. Lid
Schito 131,
80058 Torre
Annunziata
(NA), Italy)




| Uperio

200mg (Co
s dong goi
va xuit
Xuong:
Novartis
Farma SpA:
dia chi: Via
Provinciale
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
Uperio 50mg

Sacubitril 97,2mg va
Valsartan 102,8mg (dudi

dang muéi shirc hop
sacubitril valsartan natri

226,206mg):

VN3-49-18

Novartis
Pharma

Services AG

Novartis
Singapore
Pharmaceutical
Manufacturing
Pte. Ltd

10Tuas Bay Lane,
637461 Singapore

51

(Co s& dong
g6i va xudt
xXuong:

Novartis
Farma SpA:
dia chi: Via
Provinciale
Schito 131,
80058 Torre
Annunziata

(NA), Italy)

Sacubitril 24 3mg va
Valsartan 25,7mg (dudi
dang mudi phirc hop
sacubitril valsartan natri

56,551mg);

VN3-50-18

Novartis
Pharma
Services AG

Novartis
Singapore
Pharmaceutical
Manufacturing
Pte. Ltd

10Tuas Bay Lane,
637461 Singapore




