BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phic
S6: J44 &7 /QLD-CL Ha Ngi, ngay 3¢ thing + ndm 2018
V/v xir ly thube chira dugc chét Valsartan

Kinh gui:
- S Y té céc tinh, thanh phé truc thugc Trung uwong;
- C4c co so san xuét, nhap khau, phan phdi, str dung thude.

Cuc Quan ly Dugc da ¢é cac cong van:

- s6 13125/QLD-CL ngay 10/7/2018 théng bdo thu hdi cac thudc chia
Valsartan dugc san xuét tir nguyén liéu Valsartan do Céng ty Zhejiang Huahai
Pharmaceutical — Trung Qudc san xuét.

- S 13441/QLD-CL ngay 13/7/2018 vé viéc xir ly thube chira duge chét
Valsartan

Can cur két qua ra soat bao cao Cua cac co SO dang ky thubc, co s& san xuat,
nhap khau thudc nguyén liéu lam thude vé ngudn gdc nguyén liéu Valsartan, nham
dam bao an toan cho nguoi sir dung, déng thoi cung cap thong tin vé thude chira
Valsartan tiép tuc dugc su dung trong phong bénh, chira bénh, Cuc Quan ly Dugc
c6 y kién nhu sau:

1. Cong bd cac danh sach duoc tong hop, diéu chinh va b6 sung cap nhat ve
thudc chira Valsartan da dugc cong b tai cac Cong vin sé 13125/QLD-CL va sd
13441/QLD-CL néu trén nhu sau:

a) Danh muc 1: Danh sach cac thubc chira Valsartan bi dinh chi luu hanh, thu
hoi dinh kém Céng van nay: téng hop céc danh sach thude dinh chi luu hanh va thu
hoi dugc cong bé tai cdc Cong vin s 13125/QLD-CL va s 13441/QLD-CL.

b) Danh muc 2: Danh sach cac thuc chira Valsartan bi tam dimng nhéap khau,
lvu hanh st dung dinh kém Céng vin nay: rat ra khoi danh sach cac thube tam
ngimg nhéap khau, luu hanh, sir dung dugc cong bb tai céng van s6 13441/QLD-CL
doi v&i thude Asectores 200mg ciia Cong ty Genome Pharmaceutical (Pvt). Ltd -
Pakistan va thubc Angiotan H- Tablets cia Cong ty Efroze Chemical Industries
(Pvt) Ltd — Pakistan.

¢) Danh muc 3: Danh sach cac thudc chira Valsartan tiép tuc duoc luu hanh,
stir dung trong hoat dong phong bénh, chira bénh dinh kém Céng van nay: diéu chinh,
bo sung danh sach cac thube tiép tuc san xuat, nhap khau, luu hanh va st dung duoc
cong bb tai cong vin sb 13441/QLD-CL, cu thé bé sung mét sb thude, 16 thude tiép
tuc duge luu hanh, st dung: thudc Doraval 160 mg cia Cong ty CP XNK Y té
Domesco, thudc Valsartan ctia Cong ty CPDP Ciru Long, thudc Angiotan H Tablets
ctia Cong ty Efroze Chemical Industrie (Pvt) Ltd. va mot s6 16 thubc Valsacard cuia
Cong ty Polfamex S.A.



2. Co s& san xuét, nhap khau céc thudc c6 tén trong Danh muc 1: Danh sach
céc thude chira Valsartan bi dinh chi luu hanh, thu hoi néu trén phai:

a) Khan truong ph01 hcrp véi céc co s¢ dung tén dang ky thude, co so phan
phdi thude t6 chirc thu héi, tiép nhan thu hdi toan b sé thude do co s san XUét,
nhép khau dugc tra vé tir cic co s& ban budn, ban 1¢, co so sir dung.

b) Béo cdo két qua thu hoi trude ngay 31/7/2018, kém theo hé so thu hoi theo
quy dinh tai Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua B0 Y té quy dinh
vé chét luong thube, nguyén liéu lam thudc.

3. Co s& phan phdi, ban budn, ban 18, st dung thude

a) Dung ngay viéc ban, st dung cac thubc ¢6 tén trong Danh muc 1 va Danh
muc 2 dinh kém Cong vén nay.

b) Thu hoi va tra laiqthuéoc c6 tén trong Danh muc 1 cho co s& cung cép, co
s& san xuat, co s¢ nhap khau.

b) Bao cao So'Y té dia Jphuong, co quan quan ly vé cac truong hop co sO cung
cép, co s& san xuat, nhap khau khéng tiép nhan thudc bi thu hoi.

¢) Chi tiép tuc phan phéi, str dung cac thudc c6 tén trong Danh muc 3 dinh
kem Cong van nay.

4. Dé nghi SO Y té cac tinh, thanh phé truc thuée Trung wong:

a) Thoéng bao trén Trang Thong tin dién tir cua SO Y té ndi dung clia cac cong
van sb 13124/QLD-CL, cong vin va cac danh muc dinh kém cong van nay;

b) Phéi hop véi cac phu’cmg tién thong tin dai chiing ¢ dia phuong tang cuong
cong tac tuyén truyén, phé bién danh muc thudc c6 chira hoat chat Valsartan bi thu
hoi, tam nglng luu hanh, str dung c6 tén trong cac danh sach dinh kém cong van
nay dén céc co sé phan phéi, su' dung thudc va ngudi dan trén dia ban biét dé ngimg
str dung va tra lai noi cung cap.

c) To chtre tiép nhén thong tin béo cdo cua céc co sd kinh doanh thude, nguoi
st dung vé viéc khong thue hién thu hoi. Tang cudng cong tac kiém tra va giam sat
cac co s& san xudt, nhap khau, kinh doanh va st dung thuc hién viéc thu hoi, tam
ngimg luu hanh str dung ddi véi cac thudc duge quy dinh tai Danh muyc 1 va Danh
muc 2 dinh kém c6ng van nay. Xt ly va xu phat nghiém ddi vai cac truomg hop vi
pham dugc phat hién.

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

Noi nhin: KT. CUC TRUONG
- Nhu trén;

- Cuc truéng Vii Tudn Cudng (dé bao céo);

- Thanh tra B Y té (dé phéi hop);

- Cuc Quén ly kham chira bénh (dé phdi hop);

- VKN thuéc TW, VKN thude Tp. HCM;

- Cuc Quan Y - B6 Quéc phong; Cuc Y té - Bo Cong An;

- Cyc Y t GTVT - By GTVT; \q . ,:i
- Tong Cuc Hai quan - B Tai chinh ; %‘.gﬁg yén T4t Pat

- Cac phong trong Cuc, Tap chi Dugc MP; website Cuc;/
- Luu: VT, CL.



DANH MUC 1: DANH SACH CAC THUOC CHUA VALSARTAN BI PINH CHI LUU HANH, THU HOI

Dinh kém Céng van s6 14457 /QLD-CL ngay % / ¥ /2018

1. Danh muc cac thudc thanh pham trong nwée dwge sin xuat tir nguyén liéu Valsartan do Cong ty
Zheijang Huahai san xuat:

STT Tén thuoc ~ Hoat chit S6 PK Nha san xuét
. Valsartan 160 mg Cong ty c6 phan dugc
o Hydroclorothiazid 25 mg VD-27012-17 1 S him Phuong Déng
2 i Valsartan 80mg " g "o g
Cardipino 80/12,5 fiythoclarothiaid 19:5me VD-28328-17 Cong ty ¢6 phan SPM
3 'Rusarin Valsartan 80mg vD-11322-10 | ©O08 W§$5581 Vet
4 | Divales Valsartan 160mg VD-21500-14 Cong ty TNHH dugc
5 , pham Shinpoong
Divales Valsartan 80mg VD-21501-14 Daswie
6 | Valsgim 160 Valsartan 160mg VD-23494-15
7 . Valsartan 80mg Chi nhéanh cong ty c6
-H i i A A
Valsgm-EL50 Hydroclorothiazid 12,5mg VD00 _phan dugre phal}l :
: Agimexpharm- Nha may
Valsgim 80 Valsartan 80mg VD-23495-15 san xuét dugc phim
r Valsartan 160 mg Agimexpharm
Val - : .. VD-25129-
i e Hydroclorothiazid 12,5 mg 16
10 | Doraval 80 mg Valsartan 80mg VD-25424-16 X 2
11 | Doraval plus Valsartan 160 mg Coug fyico phin.
A | ¥ £ nt ha ~ A
160mg/25mg Hydroclorothiazid 25 mg R | =R i
12 | Doraval plus Valsartan 80mg St
VD-26464-
80mg/12,5mg Hydroclorothiazid 12,5mg oL
13 | Halotan 160 Valsartan 160mg VD-20785-14
14 | Halotan 40 Valsartan 40mg VD-20786-14




15 | Halotan 80 Valsartan 80mg B VD-20787-14
16 | Opevalsart 40 Valsartan 40mg VD-20792-14 N 5
Cong ty c6 phan dugc
17 | Opevalsart 80 Valsartan 80mg VD-24249-16 phim OPV
18 | Vasartim 160 Valsartan 160mg VD-21684-14 :
19 | Vasartim 40 Valsartan 40mg VD-20461-14
20 | Vasartim 80 Valsartan 80mg VD-20802-14
77 ) - Valsartan 160 mg
Vasartim Plus 160:25 Frdoclcrathinnld 25 ik VD-12907-10 ;
22 ; Valsartan 80mg Cong ty c0 phan Hoa
. Hydroclorothiazid 12,5ms ik ch duoc Viét Nam
23 | Pyvasart 160 Valsartan 160mg VD-23853-15
24 | Pyvasart 40 Valsartan 40mg VD-23854-15 Cong ty ¢b phan
25 | Pyvasart 80 Valsartan 80mg VD-23222-15 Pymepharco
26 | Pyvasart HCT Valsartan 80mg ) ]
80/12.5 Hydroclorothiazid 12,5mg b e —
27 - Valsartan 160 mg Cong ty c6 phan dugc
Talzarian Riis Hydroclorothiazid 12,5 mg VD-27098-17 | pham Trung uong 2
28 | Valsartan 80 Valsartan 80mg ViDa7sasyy | 0P8 Wyeo phanduge
pham Ctru Long
V :
29 | alarn STADS | ridienn T6hig VD-25030-16 | Céng ty TNHH lién
160 mg o’
30 | Valsartan STADA doanh Stada-Viét Nam
Valsartan 80mg VD-14016-11
80 mg
31 | Valsartan Stada Chi nhanh Cong ty
40 mg Yalsin Al YRRl TNHH lién doanh Stada
32 | Velsattin Bt Valsartan 80mg VD-26571-17 Vit e

80 mg




DANH MUC 2: DANH SACH CAC THUOC CHUA VALSARTAN BI TAM NGUNG NHAP KHAU,
LUU HANH, SU DUNG
Dinh kém Céng van s6 49§ F /QLD-CL ngay £ / ¢ /2018

Hoat chat +

~ A A A > -, + > A . >
STT | Teén thuoc Wil S6 K Cong ty dang ky Nha san xuat Dia chi SX
Valsartan; Torrent Torrent )
1 Valzaar H | Hydrochlorothiaz | VN-6346-08 | Pharmaceuticals | Pharmaceuticals Indﬁggiiﬁ;agm'
ide 80mg/12,5mg Ltd. Ltd. ’
Torrent Torrent .
2 Valzaar-40 | Valsartan 40mg | VN-7399-08 Pharmaceuticals | Pharmaceuticals Tdsad-3H2721, ].Dlst'
Mehsana, India
Ltd. Ltd.
Torrent Torrent .
3 Valzaar-80 | Valsartan 80mg | VN-7400-08 Pharmaceuticals | Pharmaceuticals THcuc 8272 ], DlSt'
Mehsana, India
Ltd. Ltd.
Pharmacentical | Phammacenycal | Paraue Industrial Da
4 Varsarley | Valsartan 80mg | VN-7685-09 Concordia, Lote
Laboratory Laboratory D1b. Macau
(macao) Limited | (macao) Limited ’
Torrent Torrent A
5 | Valzaar-160 | Valsartan 160mg | VN-8944-09 | Pharmaceuticals | Pharmaceuticals Indrad-382721, I.DISt'
Mehsana, India
Ltd. Ltd.
252, Tongi
Cong ty TNHH g Industrial Area
6 Cardival Valsartan 80mg | VN-5275-10 - ; International . L
TM va DP Ha An e Tongi, Gazipur,
- Limited
Bangladesh
i<, "CTY] 1




404-10, Nojang-Ri,

. Korea United Korea United Jeondong-Myeon,
T Dizantan Valsartan 80mg | VN-11140-10 Phaiin Tae Pl T Vsansilo,
Chungnam, Korea
IV/292 B,
Cong ty cb phan Vintanova Velakkode, Mundur,
8 Veesar 80 | Valsartan 80mg | VN-12936-11 Hlib Tan Pharma Pvt Lid Thrissur-680 541,
Kerala, India
Atoz No. 12 Balaji Nagar
9 V-?gf)tan Valsartan 160mg | VN-14443-12 Amt;ig{efizhcare Pharmaceuticals | Ambattur, Chennai -
v Pvt. Ltd. 600 053, India
Atoz No. 12 Balaji Nagar
10 | V-Sartan 80 | Valsartan 80mg | VN-14444-12 Amt;i?ﬁ;hcare Pharmaceuticals | Ambattur, Chennai -
o Pvt. Ltd. 600 053, India
192/2 Sokhada-
- —— Cong ty TNHH Baroque 388620, Taluka-
11 %/ 160 Valsartan 160mg | VN-14141-11 | TM-DP Qudécté | Pharmaceuticals Khambhat, Dist:
Thién Pan Pvt. Ltd Anand (Gujarat),

India




DANH MUC 3: DANH SACH CAC THUOC CHUA VALSARTAN TIEP TUC PUQC LUU HANH, SU DUNG

TRONG HOAT PONG PHONG BENH, CHUA BENH
Dinh kém Céng vin sb /44¢F /QLD-CL ngay & / 7 /2018

1. Danh muc cic thudc trong nwoc khong sir dung nguyén liéu Valsartan do Cong ty Zheijang Huahai san

xuit duwoc tlep tuc san xuat, nhip khau, lwu hanh va sir dung:

STT Tén thudc Hoat chat S6 PK Nha sén xuit
1 | Valsita Valsartan 80mg VD-16769-12
2 | Cobidan 80 Vilsartin B0ms V.55086.45 | COnEfy CopuanBy
Pharma

3 | Valsita Valsartan 80 mg VD-28770-18

4 | Buvaltan Plus Yzalsszlr;a“ 80mg; Hydroclorothiazid. | - vy 5064318

5 Valsartan 80mg, Hydroclorothiazid Cong ty Cf) phan Dugc
Euvaltan plus 5.5 VD-14211-11 phim 3/2

6 | Euvantal 40 Valsartan 40mg VD-15982-11

7 | Amfatim 160 Valsartan 160mg VD-14927-11 | Céngty cb phan duoc

3 pham Ampharco
Amfatim 80 Valsartan 80mg VD-14928-11 US.A

? | Vasebos Valsartan 80mg VD-18261-13 o

10 Cong ty C6 phan Dugc
Vasebos 160 Valsartan 160mg VD-19328-13 pham Boston Viét

11 1 Valsartan 160mg; Nam
Vasebos plus Hydrodlorothiazid 25me VD-20184-13

Eryray |

v
|

Y



12 SPK cii: |
VD-13166-10
Tabarex Valsartan 80mg SPK méi- o
VD-30351-18 Cong ty ¢0 phan dugc
13 Detibale Valsartan 80mg; Hydroclorothiazid VD-21051-14 pham Pat Vi Phu
12,5mg
14 Valsartan 160mg;
Dembele-HCTZ Hidmdorotiasd 25ip VD-29716-18
15| Gliovan-H80 Valsartan 80 mg VD-21272-14
16| Gliovan-H 160 Valsartan 160 mg VD-21271-14
7 | GliovanHetz 160/25 |- 2sartan 160 mg; VD-22133-15 | Congty ¢0 phan dugc
Hydroclorothiazid 25 mg pham Glomed
18 . Valsartan 80 mg;
Gliovan-Hctz 80/12.5 Hydroclorothiazid 12,5 mg VD-22457-15
19 ; Valsartan 160 mg;
Gliovan-Hctz 160/12.5 Hiydraclomthiakid 12,5:mp VD-22456-15 |
2 "\ \alsartan 80 sis Viilsartan 80 mig VD27900-17 | ©OHg 1 o phan duge
pham Imexpharm
21 : Valsartan 160 mg; Coéng ty cb phan duoc
Mudatoren 160/12,5 | gy groclorothiazid 12,5 mg VD-26191-17 | " Shdm Minh Dan
22 | saVi Valsartan 80 Valsartan 80 mg VD-22513-15
23 | SaVi Valsartan Plus Valsartan SOmg;
HCT 80/12.5 Hydroclorothiazid 12,5mg b i o
24 | SaVi Valsartan 160 | Valsartan 160mg VD-25269-16 | COn8 tyhf" gha\‘? e
_ am SaVi
25 | SaVi Valsartan HCT Valsartan 160mg; g

160/25

Hydroclorothiazid 25mg

VD-27051-17




26 | gaVi 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 | Meyervasid F Vasartan 160me; VD-26483-17 | Congty Lién doanh
Hydroclorothiazid 25 mg Meyer - BPC.
30 Mevervsid Valsartan 80mg; Hydroclorothiazid VD-26482-17
12,5mg
3] ) Valsartan 160 mg;
Meyeratid M Hydroclorothiazid 12,5mg ¥D-30052-15
32 | Hapresval 160 Valsartan 160mg VD-27510-17
33 | Hapresval 80 Valsartan 80mg VD-27511-17 |
= o Cong ty TNHH Hasan-
34 alsartan 160mg; » ) Dermapharm
Hapresval plus 160/25 Fiviliarloraiiitazid 2omg VD-28545-17
35 Hapresyal s 80/12,5 Valsartan 8C¢mg; Hydroclorothiazid VD-28546-17
12,5mg
36 : 3
Hyval Valsartan 8C mg VD-23418-15 Cong ty TNHH United
37 | Hyval Valsartan 160 mg VD-23417-15 | International Pharma
33 | valsartan 160 Valsartan 160 mg VIRo7i4ag | OUE LY bhin duge
pham Curu Long
39 | Doraval 160mg Valsartan 160mg VD-18490-13 i %
sé 16: 0021017 | One %CF ANK e
HD: 10/10/2020 OHIESEo

% .

1%




2. Danh muc cic thudc nudc ngoai khong sir dung nguyén liéu Valsartan do Cong ty Zheijang Huahai sin
xuit dwoge tlep tuc san xuat, nhip khiu, lwu hanh va si dung:

=l Tén thube Hogt:chat + Ham S6 PK C? ng ty Nha san xuét Pia chi SX
T Iwgng dang ky :
Excforee Amlodipin besylate Novartis Novartis Schaffhauserstrasse
E I 60%11 10mg, Valsartan VN-5690-08 4G Pharma Stein CH-4332 Stein,
& 160mg ’ AG Switzerland
.. ; Novartis Schaffhauserstrasse
p | Dloree | Amlodipine besyte | VN-5691-08 | NG | PhammaStein | - CH-4332 Stein
& & & ’ AG Switzerland
b ) Novartis Schafthauserstrasse
3 EXf“’rrﬁe —— q‘;ml‘;d‘f?ﬁzzs%ﬁ‘te VN-5692-08 N‘f’;’éms Pharma Stein CH-4332 Stein,
& e b me : AG Switzerland
. Ronda de Santa
i Novartis ;
4 | Diovan160 | Valsartan- 160mg | VN-7768-:09 | MOV | parmaceutica | iana 13808300
AG. Barbera del Valles,
S.A. i
Barcelona, Spain
SRR Ronda de Santa
5 Diovan 40 Valsartan - 40mg VN-7769-09 kg Farmaceutica Mar1a‘158 0821\0
AG. S A Barbera del Valles,

Barcelona, Spain




Ronda de Santa

; Novartis X
6 Diovan 80 | Valsartan - 80mg/ vién | VN-7770-09 S Farmaceutica Mar1a\158 0821,0
AG. Barbera del Valles,
S.A. !
Barcelona, Spain
Valsartan; Novartis Novartis Schaffhauserstrasse
¥ Co-diovan | Hydrochlorothiazide - | VN-8856-09 AG Pharma Stein CH-4332 Stein,
' 160mg/25mg AG Switzerland
Valsartan; Weaids Novartis Schafthauserstrasse
8 Co-Diovan | Hydrochlorothiazide - | VN-9324-09 AG Pharma Stein CH-4332 Stein,
80mg;12,5mg AG Switzerland
Via Provinciale
o | Co-Diovan valsaﬁm 1&92"%@ VN.9768.10 | Novartis | Novartis Farma | Schito, 131, Torre
160/25 R e AG S.p.A. Annunziata (NA),
25mg
Italy
|
Via Provinciale
: Valsartan 80mg; : ; :
Co-diovan s Novartis Novartis Farma Schito, 131, Torre
10 R0/12.5 Hydrochlorothiazide | VN-9769-10 AG SipA, AfiBiBEitE (NA),
12,5mg
Italy
S.ILA. KRKA, D.D., | Smarjeska Cesta 6, 8
11 A Valsartan 160mg VERELACLD: (Tenamyd Novo mesto, 501 Novo Mesto,
160 11 ; :
Canada) Inc. Slovenia Slovenia
S.ILA. KRKA, D.D., | Smarjeska Cesta 6, 8
g | Valaas Valsartan 80mg YRR (Tenamyd | Novo mesto, 501 Novo Mesto,
80 .11 . £
Canada) Inc. Slovenia Slovenia

\%



22-110, I.D.A

VN-13163- Hetero Hetero Drugs Jeedimetla,
i ] e L W Drugs Ltd. Ltd. Hyderabad - 500055,
India
Paonta Sahib District
CarwingCr | Valsartan160me: | 159 | Rambaxy | Ranbaxy gy Himachal
14 Hydrochlorothiazide Laboratories | Laboratories
160+25mg 1.2 Pradesh 173 025,
25mg Ltd. Ltd. .
India
Paonta Sahib District
CarwinHCT | Velsartan80mg; | g 15509 | Ranbaxy | Rambaxy 1 “ginnour Himachal
15 20 Hydrochlorothiazide Laboratories | Laboratories
+12.5mg 12 Pradesh 173 025,
12,5mg Ltd. Ltd. .
India
Amlodipine besylate
Exforge . :
HCT 10mg, Valsartan Novartis Novartis Schaffhauserstrasse
16 10me/160m 160mg, VN1-756-12 Pharma Pharma Stein CH-4332 Stein,
& Hydrochlorothiazide Services AG AG Switzerland
g/12.5mg 12.5m
0 Mg
Amlodipine besylate
Exforge . .
HCT 10mg, Valsartan Novartis Novartis Schaffhauserstrasse
17 1B/ 160 160mg, VN1-757-12 Pharma Pharma Stein CH-4332 Stein,
/2g Hydrochlorothiazide Services AG AG Switzerland
g2omg 25m
g
Exforee Amlodipine besylate
HC’Ig 10mg, Valsartan Novartis Novartis Schaffhauserstrasse
18 | 1 0me/320 320mg, VN1-758-12 Pharma Pharma Stein CH-4332 Stein,
g/?g.Smgm Hydrochlorothiazide : Services AG AG Switzerland

25mg




Exforge ﬁAml%dllpme bels g(l)ate Novartis Novartis Schaffhauserstrasse
19 | HCT | Sme, Valsartan 160mg, | s 759,17 | pharma | PharmaStein | CH-4332 Stein,
5mg/160mg/ | Hydrochlorothiazide Seriises AG AG Switaelaiid
12.5mg 12,5mg
Egig;ge SAml%ciljp H: bels g{l)ate Novartis Novartis Schaffhauserstrasse
20 i varsarall S | VN1-760-12 |  Pharma | PharmaStein |  CH-4332 Stein,
5mg/160mg/ | Hydrochlorothiazide Ssinas A AG Switzerland
25mg 25mg
Amlodipine (dudi dang . . Ronda de Santa
g | e Amlodipine besylate) | VN-16342- I;g:z;tf Fafﬂf;’j:;;ca Maria 158 08210
HOLEE 10mg; Valsartan Ia : Barbera del Valles,
x Services AG S.A. .
160mg Barcelona, Spain
. ; t
Amlodipine (dudi dang | |\ | 3,5 | Novartis Novartis 1&2:::&1 glg gg‘zl °
22 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Barbera del Valles
5mg; Valsartan 160mg Services AG S.A. Bareslons; Spain’
; " . . Ronda de Santa
Amlodipine (dudi dang VN-16344- Novartis Novart1§ Mgrrilaal 5; Oggl 0
23 Exforge Amlodipine besylate) 13 Pharma Farmaceutica Barberd del Valles
Smg; Valsartan 80mg Services AG S.A. Barcelona; Spain ’
Exforge Amlodq_::u}e (ol dang Novartis Novartis Schaffhauserstrasse
& Amlodipine besylate) | VN-16346- : ;
24 | 10mg/320m Pharma Pharma Stein CH-4332 Stein,
& 10mg; Valsartan 13 .
g 3’20mg Services AG AG Switzerland

| Z



Cadila

Kundaim Industrial

25 | Valazyd 160 Valsartan 160mg VN-1§600- Healthcare e l?hadlla Itd Estate, ponda, Goa-
Ltd. RIS LA 403 401, India
Cadila : Kundaim Industrial
26 | Valazyd 40 Valsartan 40mg VN-}?%G— Healthcare | lf]:jadlla [tq | Estate, ponda, Goa-
Ltd. SRR 403 401, India
Cadila . Kundaim Industrial
27 | Valazyd 80 Valsartan 80mg L g%?- Healthcare Healilacif: Ltd Estate, ponda, Goa-
Ltd. ' 403 401, India
Valpres
80mg . Ronda de Santa
y Novartis :
28 (OSIK Valsartan 80mg ML Hexal AG. | Farmaceutica Marla‘158 0821.0
Salutas 13 Barbera del Valles,
S.A. :
Pharma Barcelona, Spain
GmbH, Dirc)
Valthotan Standard
Film Coated VN-17592- Chem & Standard Chem | No. 154 Kai-Yuan
29 | Tablets 160 Valsartan 160mg & Pharm Co., Road, Hsin-Ying,
13 Pharm Co., . ;
mg Ltd., 2nd Plant Tainan, Taiwan
" n Ltd.
Standard
Valpres
160mg (Co
sG xuat Novartis Ronda de Santa
30 | NS Valsartan 160mg | "' V17721" | Hexal AG. | Farmaceutica | V28 158,08210
Salutas 14 Barbera del Valles,
S.A. :
Pharma Barcelona, Spain
GmbH, d/c:

Otto-von-




Guericke-

Allee 1,
39179
Barleben,
Germany)
Village Sikandarpur
Bhainswal, Roorkee-
| T Li | e aoon gy,
31 | Vastanlupi Valsartan 160 HEE Lupin Sciences HhagwalIpur,
At e me 14 Limited e Roorkee, District
Limited ;
Haridwar,
Uttarakhand 247661,
India
Amlodipine (duédi dang
Exforge Amiodipine hesylate) - Novartis Novartis Schafthauserstrasse,
HCT 10mg; Valsartan VN-18037- . :
32 Pharma Pharma Stein 4332 Stein,
10mg/160m 160mg; i Services AG AG Switzerland
g/12.5mg Hydrochlorothiazide
12.5mg
Amlodipine (dudi dang
Exforge Amladiping besyate) Novartis Novartis Schaffhauserstrasse,
HCT 10mg; Valsartan VN-18038- : .
33 Pharma Pharma Stein 4332 Stein,
10mg/320m S20me,; I3 Services AG AG Switzerland
g/25mg Hydrochlorothiazide
25mg

%



1

Amlodipine (dudi dang

nggl:lge Amlodipine besylate) VN-18039- Novartis Novartis Schaffhauserstrasse,
34 Sme/160me/ S5mg; Valsartan 160mg; 14 Pharma Pharma Stein 4332 Stein,
5 & Hydrochlorothiazide Services AG AG Switzerland
12.5mg
12,5mg
: : Ronda de Santa
Novartis Novartis :
35 | Diovan 160 Valsartan 160mg et Pharma Farmaceutica Mar1a‘158 0821\0
14 i Barbera del Valles,
Services AG S.A. .
Barcelona, Spain
: : Ronda de Santa
| VN-18399- | Novartis e Maria 158 08210
36 | Diovan 80 Valsartan 80mg Pharma Farmaceutica 5 5
14 : Barbera del Vallés,
Services AG S.A. ,
Barcelona, Spain
Unit-V, Sy. No. 410,
411, APIICSEZ,
A VN-18789- | Hetero Labs | Hetero Labs Polepally Village,
3T | VOlRHEED | “halsmmitcbng 15 Limited Limited Jadcherla Mandal
Mahaboognagar

Dict-509301, India




Jubilant Life

Village Sikandarpur
Bhainswal, Roorkee-
Dehradoon Highway,

. VN-18790- Lupin : Bhagwanpur,
38 | Vastanlupi Valsartan 80mg 5 Limited SC'leI.ICGS Roaikee; Distice
Limited .
Haridwar,
Uttarakhand 247661,
India
Cong ty ]
TNHH Healthcare :
39 Disys Valsartan 80mg P TMDP Pharmaceuticals Raj ELUTRIE,
15 ” Gazipur, Bangladesh
Dong Ltd.
Phuong
: Via Provinciale
Co-Diovan Vialsartan 16ng, VN-19285- Dipwarts Novartis Farma Schito 131- Torre
40 Hydrochlorothiazide Pharma -
160/25 15 ; S.p.A. Annunziata (NA),
25mg Services AG
Italy B
_ . Via Provinciale
Co-Diovan | _ valsarand0mg; |\ jg5gs | Novartis |\ 0 e Fama | Schito 131- Torre
41 Hydrochlorothiazide Pharma :
80/12,5 15 ‘ S.p.A. Annunziata (NA),
12,5mg Services AG
Italy
Amlodipin (dudi dang
Exforge amlodipin besilate) ; ; Ronda de Santa
HCT 10mg; Valsartan VN-19287- D DVAIE Novart1§ Maria 158 08210
42 : Pharma Farmaceutica . :
10mg/160m 160mg; 15 e g S A Barbera del Valles,
g/12.5mg Hydrochlorothiazide o Barcelona, Spain
12,5mg

"%



Amlodipin (duéi dang

Exforge amlodipin besilate) : . Ronda de Santa
HCT 10mg; Valsartan ViGigpgg.  ovatlis Mowaris Maria 158 08210
43 Pharma Farmaceutica . :
10mg/320m 320mg; 15 Sorvices A I A Barbera del Valles,
g/25mg Hydrochlorothiazide - Barcelona, Spain
25mg
Exforge Amlcl)dépn? (c;uro.ul i@ﬂg . Novarti Novarti Ronda de Santa
HCT amlodipibesiae} | swapiopge. | Dovers i Maria 158 08210
44 Smg; Valsartan 160mg; '\ Pharma Farmaceutica " ;
5mg/160mg/ o 15 *. . Barbera del Valles,
Hydrochlorothiazide Services AG S.A. :
12.5mg Barcelona, Spain
12,5mg
Q road, Phase IV,
GIDC,
Valcickeck | . asartan80mg; | 056011- | Lupin Mepeg: Wailhwanoiiv:
45 Hydrochlorothiazid . Pharmaceuticals :
H 16 Limited ) 363035, Dist.
12,5mg Pvt. Ltd- Unit II
Surendranagar,
Gujarat, India
Q road, Phase IV,
GIDC,
Valcickeck Yalsguton 160.mg., VN-20012- Lupin Mepro‘ Wadhwancity-
46 Hydrochlorothiazid . Pharmaceuticals :
H2 16 Limited . 363035, Dist.
12,5mg Pvt. Ltd- Unit II
Surendranagar,
Gujarat, India
Cong ty D 252, Tonggi
47 | Cardival 80 Valsartan 80 mg WN20759- TNHH,\TM International mdus‘_nrlal Ak,
17 DP bong Limited Tonggi, Gazipur,
Phuong Bangladesh




KOREA

25-23,

: VN-21042- UNITED Korea United | Nojanggongdan-gil,
93 D weamanE 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 (duéi Novartis Singapore 0 Thiss By Lane
49 | Farma SpA; | dang mudi phirc hop VN3-48-18 Pharma Pharmaceutical 637461 Si Y 5
dia chi: Via sacubitril valsartan Services AG | Manufacturing e
Provinciale natri 113,103mg) Pte. Ltd
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
Uperio
200mg (Co
s dong goi
:{i;ﬁ; Sacubitril 97,2mg va ' Novartis
Novartis Ve’ll.sartan 102,:’.8 e % S Smgaporf: 10Tuas Bay Lane,
50 (dudi dang mudi phitc | VN3-49-18 Pharma Pharmaceutical .
Farma SpA; e ; . 637461 Singapore
dia chi: Via hop Sa.Cubltrll valsartan Services AG | Manufacturing
T e natri 226,206mg); Pte. Ltd
Provinciale
Schito 131,
80058 Torre
Annunziata




(NA), Italy)

Uperio
50mg
(CSbGXX:
Novartis Sacubitril 24,3mg va Novartis
Fa_a.rmaQSp{&; Valsartan %§,7r1}g (dudi Novartis Smgapor§: [0Tuas Bay Lane,
51 | diachi: Via | dang mudi phirc hop VN3-50-18 Pharma Pharmaceutical 637461 Sineapore
Provinciale sacubitril valsartan Services AG | Manufacturing gap
Schito 131, natri 56,551mg); Pte. Ltd
80058 Torre
Annunziata
(NA), Italy)
Efroze Efroze :
Angiotan H-| vasartan 160mg; | g 50161 | Chemical |  Chemical H45/23 Korang]
52 _ Hydrochlorothiazid " ; Industrial Area,
Tablets 12.5m 16 Industries | Industries (Pvt) Karachi. Pakistan
= 1IE (Pvt) Ltd. Ltd. =
Valsacard Valsartan 160mg VN-17144-
13
oy Polfarmex : 9 Jozefow Street, 99-
2 3‘1’01;’] . S.A Polfarmex S.A- |~ 30 Kutno, Poland

020118




54

Valsacard

Valsartan 80mg

VN-17145-
113

S4 16:
010118
020118
030118
040118
050118
060118
070118
080118

Polfarmex
S.A

Polfarmex S.A

9 Jozefow Street, 99-
300 Kutno, Poland

o



2. Danh muc cac thudc thanh pham nwéc ngoai dwge san xudt tir nguyén liéu Valsartan do Cong ty
Zheijang Huahai san xuat:

STT | Tén thubc | HOPt oAt ham | oo 00 gy | COMEOYANE | o can xudit Dia chi SX
lwong ky :
VN-17144-13
I | Valsacard | Valsartan 160mg tg‘fosfllé’;‘ Polfarmex S.A | Polfarmex S.A 93%5%&5}?3&33
020118
VN-17145-13
trir s6 1
010118
020118
2. Valsacard | Valsartan 80mg 828} }g Polfarmex S.A | Polfarmex S.A 9;3 g ?ﬁi‘;gfﬁg{gg_
050118
060118
070118
080118
Vilsasta T60HE ' Avda. Barcelona, 69
Valbelis . Cong ty c6 phan | Laboratorios 08970 Sant Joan
* 160/25mg _Hydrochlorothlaz ¥REL7256-10 DP Phano Lesvi, S.L. Despi (Barcelona),
ide 25mg :
Spain
. 80mg: ,\ o . Avda. Barcelona, 69
4 Valbelis it drochlorothiz;z VN-17297-13 Cong ty co phan | Laboratorios 08970 Sant Joan
80/12.5mg | . 4 DP Pha no Lesvi, S.L. Despi (Barcelona),
ide 12,5mg .
Spain
Valsartan 80mg; Torrent Torrent Indrad-382721, Dist.
5 Valzaar H | Hydrochlorothiaz | VN-17796-14 | Pharmaceuticals | Pharmaceuticals Mehsana, Gujarat,
ide 12,5mg Ltd. Ltd. India




; Torrent Torrent _ .
6 - o Valsartan 40mg | VN-18475-14 | Pharmaceuticals | Pharmaceuticals o DISt'
40 Mehsana, India
Ltd. Ltd.
Efroze Chemical | Efroze Chemical 146/23 Korangi
7 Sectum | Valsartan 80mg | VN-18756-15 | Industries (Pvt) | Industries (Pvt) Industrial Area,
Ltd. Ltd. Karachi, Pakistan
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
8 | “jomp | vAeEnSlmE ) VBRID240 Ltd. Ltd, Sreest, 3011 Linnassol,
Cyprus
_ : Torrent Indrad-382721, Tal:
9 Tan;%rdm Valsartan 80mg | VN-19366-15 Torreigtgxports Pharmaceuticals | Kadi, City: Indrad,
) Ltd. Dist: Mehsana, India
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
10 g | L oenl60mE | -9l Ltd. Ltd. Street, 3011 Limassol,
Cyprus
Toatan Torrent Torrent Indrad-382721, Tal:
11 160 Valsartan 160mg | VN-19539-15 | Pharmaceuticals | Pharmaceuticals | Kadi, City: Indrad,
Ltd. Ltd. Dist: Mehsana, India
p " 3, Samokovsko shosse
12 Corosan | Valsartan 80mg | VN-19595-16 (ong t.}i TNHH Balkanpharma " | Str., Dupnitsa 2600,
DP Viét phap Dupnitsa AD :
Bulgaria
Valsartan 160mg . 3, Samokovsko shosse
13 | VAldeSar g drochlorothiaz | VN-20724-17 | C0ng &y TNHH | Balkanpharma - | “g py iy 9600,
Plus = Dugc Tam Dan Dupnitsa AD .
id 25mg Bulgaria
Valsartan 80mg; z 3, Samokovsko shosse
i | RO |y g chlaroibiny | VI Z0aS 0 | COMeTy TNHHL | Bakegplammi- | T bnianaio,
Plus : Dugc Tam Pan Dupnitsa AD :
id 12,5mg Bulgaria




