BOYTE - CONG HOA XA HOI CHU NGHIA VIET NAM ~
' CUC QUAN LY DUUC Pic lap - Tw do - Hanh phiic

Soyfgngcf/QLD-CL Ha Ngi, ngay ; { thang & ndm 2018
V/v thubc chira dugc chét Valsartan

Kinh gtri:
-S& Y té céc tinh, thanh phé truc thude Trung vong;
- Céc co s san xuit, nhap khiu, phan phéi, st dung thuc.

_ Cén ctr théng bio ctia Co quan quan 1y duoc phdm Chau Au (EMA), Co
quan quén ly dugc My, Co quan quén ly dwgc Pai Loan va mét sb co quan quén
1y duwoc khic trén thé giGi v& viée thu hdi cac thubc chita Valsartan dugc san
xuat tr nguyén lidu Valsartan chia tap chat N-nitrosodimethylamine (NDMA)
cua cac nha san xuat nguyén liéu:

- Zheijang Huahai Pharmaceutical Co. Ltd;
- Zhuhai Rundu Pharmaceutical Co, Ltd;

- Zheijaﬁg Tianyu Pharmaceutical Co. Ltd;
- Hetero Labs Ltd.

Nhim dam bao an toan cho ngudi st dung, ddng thoi cung cap thdng tin
vé thubc chita Valsartan tlep tuc duge st dung trong phong bénh, chita bénh,
Cuc Quan ly Dugc cé y kién nhu sau:

1. Thong bao thu hdi, nglmg san xuét, ngimg nhap khéu nguyén liéu va
cac thube c6 chira valsartan dugc san xuét tir nguyén liéu valsartan do cac cdng
ty Zhuhai Rundu Pharmaceutical Co, Ltd; Zheijang Tianyu Pharmaceutical Co.
Ltd; Hetero Labs Ltd san xuét. Danh s4ch céc thudc cu thé nhu sau:

- Valsartan 160, SPK: VD-29714-18, Cdong ty CPDP Ciru Long

- Cobidan 80, SDK: VD-22086-15, Cong ty ¢b phin BV Pharma.

- Meyervasid M, SDK: VD-30052-18,Cong ty Lién doanh Meyer —~ BPC
- Mayervas 160, SDK: VD-26480-17, Cong ty Lién doanh Meyer — BPC
- Mayervas 80, SDK: VD-26481-17, Cong ty Lién doanh Meyer — BPC
- Mayervasid, SDK: VD-26482-17, Céng ty Lién doanh Meyer — BPC

- Meyervasid F, SDK: VD-26483-17, Céng ty Lién doanh Meyer - BPC

- Valthotan Fllm ‘Coated Tablets 160mg “Standard”, SBPK:VN-17592-13,
Standard Chem & Pharm Co., Ltd.

*”I!hong bao cép nhat céc danh séch vé thudc chira Valsartan d& duge
cbng bb tai Cong véin s6 14487/QLD-CL ngay 26/7/2018:

a) Danh muc 1: Danh séch céc thudc chira Valsartan bi dinh chi lvu hanh,
thu hoi.



b) Danh muc 2: Danh s4ch céc thudc chira Valsartan bi tam dung nhap
khau, luu hanh, sir dung.

¢) Danh muc 3: Danh sach cac thudc chira Valsartan tiép tuc duoc luu
hanh, st dung trong hoat ddng phong bénh, chita bénh.

3. Co sé ding ky, san xuét, nhap khéu cac thube c6 tén trong Danh muc 1:
Danh séch c4c thudc chira Valsartan bj dinh chi lwu hanh, thu hdi néu trén phai:

a) Khan truong phéi hop véi cic co s& dimg tén ding ky thube, co s&
phan phdi thube t& chire thu hdi, tiép nhéan thu hdi toan bd sé thude do co s& san
xuét, nhap khéu duge tra v& tir cc co s& ban budn, ban 18, co s& st dung.

b) Béo cdo két qua thu hdi, b4o cédo danh gid hidu qua thu hdi thude truée
ngay 30/9/2018, kém theo hd so thu hdi theo quy dinh tai Thong tu sé
11/2018/TT-BYT ngay 04/5/2018 ctia B6 Y té quy dinh vé& chét lugng thudc,
nguyén liéu lam thude.

¢) Yéu céu cac co s& ndp hd so ding ky thay dbi nha san xuét nguyén liéu
dugc chét valsartan theo qui dinh tai Phuy luc II Thong tu s6 44/2014/TT-BYT.
H6 so duge chét ciia nha san xuét dugc chit méi phai thé hién dugc chit khong
c6 tap chét N-nitrosodimethylamine (NDMA).

d) Co s& ding ky phai phéi hop véi nha san xuét va cac don vi nhép khiu
thude (d6i véi thube nhap khiu) ngimg san xuét/ nhap khu céc thudc nay vao
Viét Nam cho dén khi hd so diang ky thay dbi nha san xuét duoc chét cta cac
thubc nay duge Cuc Quan Iy Duge phé duyét. Cac co s& chi duoc phép sén xuét,
nhap khéu dua ra luu hanh céc thudc chira valsartan sau khi da hoan thanh viéc
thu hoi, ddnh gid hiéu quéa thu hdi cic thubc thudéc Danh muc 1 va duge Cuc
Quan ly Dugc dong y bang vin ban.

4. D& nghi SO Y 1€ cac tinh, thanh phé truc thude Trung vong:

a) Thong bao trén Trang Théng tin dién tir cia S& Y té coéng vin va cac
danh muc dinh kém cong van nay.

b) Gidm sat cdc co s& san xuét, nhip khiu, kinh doanh v sir dung thuc
hién viéc thu hdi, tam ngimg luu hanh st dung ddi véi céc thube tai Danh myc 1
va Danh muc 2 dinh kém céng vin ndy. Xir 1y va xir phat nghiém dbi véi céc
truong hop vi pham.

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

- Nhu trén;

- Cyc trudng Vii Tuén Cudng (dé béo céo);

- Thanh tra B6 Y té (dé phdi hop);

- Cuc Quan Iy khédm chita bénh (dé phéi hop);

- VKN thudc TW, VKN thubc Tp. HCM;

- Cuc Quén Y - B Quéc phong; Cuc Y té - B4 Cong An;

- Cuc Yt GTVT - B4 GTVT;

- Tbng Cuc Hai quan - B§ Tai chinh ; r
- Cac phong trong Cuc, Tap chi Dugc MP; website Cuc;

- Luu: VT, CL.

Noi nhin: KT CUC TRUUNG

Nguyén Tit Dat



DANH MUC 1: DANH SACH CAC THUOC CHUA VALSARTAN BI PINH CHi LUU HANH, THU HOI
Pinh kém Céng vin s6_ 16344 /QLD-CL ngay 3| / § /2018

1. Danh muc cdc thudc thanh phim trong nwéc dwoc san xuit tir nguyén liéu Valsartan cé chira tap chit N-

nitrosodimethylamine (NDMA):

STT Tén thude Hoat chét $6 PK Nha sin xuit
.. Valsartan 160 mg Céng ty ¢b phan duoc
1 - - X A
Pegianin Hydroclorothiazid 25 mg VD-27012-17 pham Phuong Déng
? | Cardipino 80/12,5 | 2sartan 80mg VD-28328-17 | Céng ty cb phin SPM
P ’ Hydroclorothiazid 12,5mg glycop
3 | Rusartin Valsartan 80mg VD-11322-10 | ©0n8 Wﬁ;’fe] Viet
4 | Divales Valsartan 160mg VD-21500-14 Cong ty TNHH dugc
5 . pham Shinpoong
Divales Valsartan 80mg VD-21501-14 Daewoo
6 | Valsgim 160 Valsartan 160mg VD-23494-15
7 ] Valsartan 80mg Chi nhanh céng ty c6
Val -H 80 N - A P
alsgim-H Hydroclorothiazid 12,5mg VD-23496-15 .phan dugre phar‘n ,
- Agimexpharm- Nha may
8 | Valsgim 80 Valsartan 80mg VD-23495-15 san xuAt dugc phim
9 . Valsartan 160 mg Agimexpharm
-H1 . - -
Valsgim-H160/12.5 Hydroclorothiazid 12,5 mg VD-25129-16
10 | Doraval 80 mg Valsartan 80mg VD-25424-16 . PO
Doraval plus Valsartan 160 m Cong ty 0 phén_
11 p , E VD-26463-17 xuét nhap khau y té
160mg/25mg Hydroclorothiazid 25 mg : Domesco
12 | Doraval plus Valsartan 80mg
80mg/12,5mg Hydroclorothiazid 12,5mg VD-26464-17




13 | Halotan 160 Valsartan 160mg VD-20785-14
14 | Halotan 40 Valsartan 40mg VD-20786-14
15 | Halotan 80 Valsartan 80mg VD-20787-14
16 | Opevalsart 40 Valsartan 40mg VD-20792-14
17 | Opevalsart 80 Valsartan 80mg VD-24249-16
18 | Vasartim 160 Valsartan 160mg VD-21684-14 Céng ty cb phan dugc
19 | Vasartim 40 Valsartan 40mg VD-20461-14 pham OPV
20 | Vasartim 80 Valsartan 80mg VD-20802-14
21| Vasartim Plus 160:25 | 2 sartan 160 mg VD-12907-10
Hydroclorothiazid 25 mg -
22 . Valsartan 80mg ] o1 Cong ty c0 phan Héa
Ocedio 80/12,5 Hydroclorothiazid 12,5mg VD-29339-18 duogc Viét Nam
23 | Pyvasart 160 Valsartan 160mg VD-23853-15
24 | Pyvasart 40 Valsartan 40mg VD-23854-15 Céng ty cb phan
25 |Pyvasart 80 Valsartan 80mg VD-23222-15 Pymepharco
26 | Pyvasart HCT Valsartan 80mg _ i}
80/12.5 Hydroclorothiazid 12,5mg VD-27316-17
27 Valsartan 160 mg ) ) Céng ty cb phan duoc
Tolzartan Plus Hydroclorothiazid 12,5 mg VD-27098-17 pham Trung vong 2
28 | Valsartan 80 Valsartan 80mg VD-27843-17 Cong ty ch phé.n duoc
29 | Valsartan 160 Valsartan 160 mg VD-29714-18 pham Ciru Long
30 | Valsartan STADA i i
160 mg Valsartan 160mg VD-25030-16 Chi nhénh Céng ty
31 | Valsartan STADA Valsartan $0mg VD-14016-11 TNHH hf:fl doanh Stada
80 mg Viét Nam
32 | Valsartan Stada Valsartan 40mg VD-26570-17

40 mg




33

Valsartan Stada

Valsartan 80mg VD-26571-17
80 mg
34 | Cobidan 80 Valsartan 80 mg VD-22086-15 | 008 by c0 phan BV
Pharma
35 . Valsartan 160 mg
Meyervasid M Hydroclorothiazid 12,5 mg VD-30052-18
36 | Mayervas 160 Valsartan 160 mg VD-26480-17
37 | Mayervas 80 Valsartan 80 mg VD-26481-17 | Céng ty Lién doanh
28 Valsartan 8¢ mg Meyer - BPC
Mayervasid Hydroclorothiazid 12,5 mg VD-26482-17
39 | Meyervasid F Valsartan 160 mg VD-26483-17

Hydroclorothiazid 25 mg




2. Danh muc cic thude thanh phim nwéc ngoai dwoe sin xuit tir nguyén liéu Valsartan c6 chira tap chat N-
nitrosodimethylamine (NDMA):

STT | Tén thue | "1O3 ChA6BAM | of gung iy | COMEDAMNE | Npa gin xuiit Dia chi SX
wong ky i
VN-17144-13
trir s 16: 9 Jozefow Street, 99-
1 Valsacard | Valsartan 160mg 010118; Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
020118
VN-17145-13
trir s6 16:
010118
020118
030118 9 Jozefow Street, 99-
2 Valsacard | Valsartan 80mg 040118 Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
050118
060118
070118
080118
Avda. Barcelona, 69
.| Valsartan 160mg A A 1A .
Valbelis . Cong ty co phén | Laboratorios 08970 Sant Joan
3 | 160/25mg | Fydrochlorothiaz | VN-17296-13 | ™" 1ppy Lesvi, S.L. | Despi(Barcelona),
ide 25mg .
Spain
Avda. Barcelona, 69
. Valsartan 80mg; n 2 1A .
Valbelis S Cong ty cO phan | Laboratorios 08970 Sant Joan
4 | 8o/ 12.5mg Hydrochlorothiaz | VN-17297-13 DP Pha no Lesvi, S.L. Despi (Barcelona),
ide 12,5mg .
Spain
Valsartan 80mg; VN-17796-14 Torrent Torrent Indrad-382721, Dist.
5 Valzaar H | Hydrochlorothiaz Pharmaceuticals | Pharmaceuticals | Mehsana, Gujarat,
ide 12,5mg Ltd. Ltd. India

-




. Torrent Torrent .
6 Tantordio Valsartan 40mg | VN-18475-14 | Pharmaceuticals | Pharmaceuticals Indrad-382721, ].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 gomg | vaisartan 80mg | VN-19240-15 Ltd. Ltd. Street, 3011 Limassol,
Cyprus
. Torrent Indrad-382721, Tal:
9 T"“n;%rdw Valsartan 80mg | VN-19366-15 T"”eﬁ?‘p‘m Pharmaceuticals | Kadi, City: Indrad,
) Ltd. Dist: Mehsana, India
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
101 j6omg | Valsartan 160mg | VN-19494-15 Ltd. Ltd. Street, 3011 Limassol,
Cyprus
Tantordio Torrent Torrent Indrad-382721, Tal:
11 160 Valsartan 160mg | VN-19539-15 | Pharmaceuticals | Pharmaceuticals | Kadi, City: Indrad,
Ltd. Ltd. Dist: Mehsana, India
n 3, Samokovsko shosse
12 | Corosan |Valsartan80mg | VN-19595-16 | COn8 & TNHH | Balkanpharma -1 “c, "y oo 600,
DP Viét phap Dupnitsa AD .
Bulgaria
Valsartan 160mg n 3, Samokovsko shosse
13 | Veldesar | g srochlorothiaz | VN-20724-17 | Onety TNHH | Balkanpharma - | % py oo e
Plus . Duge Tam Dan | Dupnitsa AD .
id 25mg Bulgaria




Valsartan 80mg;

. 3, Samokovsko shosse
14 | Valdesar | g chlorothiaz | VN-20725-17 | Con8ty TNHH | Balkanpharma -\ “g "ry i 0600,
Plus . Dugc Tdm Pan | Dupnitsa AD .
id 12,5mg o Bulgaria
Valthotan

CI::;I;‘ d Standard Chem | Standard Chem No. 154 Kai-Yuan
15 Tablets Valsartan 160mg | VN-17592-13 | & Pharm Co., & Pharm Co., Road, Hsin-Ying,

L60 mo Ltd. Ltd., 2nd Plant |  Tainan, Taiwan

"Standard"




DANH MUC 2: DANH SACH CAC THUOC CHUA VALSARTAN BI TAM NGUNG NHAP KHAU,
LUU HANH, SU DUNG
Pinh kém Coéng vin s6 46944 /QLD-CL ngay 3A / § /2018

Hoat chit + Ham

STT | Tén thude rong S6 PK Céng ty ding ky | Nha sdn xuét Pia chi SX
Valsartan; Torrent Torrent
1 | Valzaar H | Hydrochlorothiazide VN-6346-08 | b rmaceuticals Pharmaceuticals DiIsrtldlizgk-izﬁZzhi,dia
80mg/12,5mg Ltd. Ltd. ' ’
VN-7399-08 Torrent Torrent Indrad-382721,
2 Valzaar-40 Valsartan 40mg Pharmaceuticals | Pharmaceuticals Dist. Mehsana,
Ltd. Ltd. India
VN-7400-08 Torrent | Torrent Indrad-382721,
3 | Valzaar-80 Valsartan 80mg Pharmaceuticals | Pharmaceuticals Dist. Mehsana,
Ltd. Ltd. India
Phammaceutcal | Pharmaceutical | Porue Industriel Da
4 Varsarley Valsartan 80mg VN-7685-09 i Concoérdia, Lote
Laboratory Laboratory D1b. Macau
(macao) Limited | (macao) Limited ’
Torrent Torrent Indrad-382721,
5 Valzaar- Valsartan 160mg VN-8944-09 | pparmaceuticals Pharmaceuticals | Dist. Mehsana,
160 .
Ltd. Ltd. India
Drug 252, Tongi
6 Cardival Valsartan 80mg VN-5275-10 Cong ty \ International Indus.tnal A.Lrea,
TM va DP Ha An .. Tongi, Gazipur,
Limited
Bangladesh
404-10, Nojang-Ri,
. VN-11140-10 Korea United Korea United Jeondong-Myeon,
7 Dizantan Valsartan 80mg Pharm. Inc. Pharm. Inc. Yeongi-kun,

Chungnam, Korea

1




Iv/292 B,

Céng ty cb phén Vintanova Velakkod‘e,
8 Veesar 80 Valsartan 80mg VN-12936-11 . X Mundur, Thrissur-
Huynh Tan Pharma Pvt Ltd
680 541, Kerala,
India
Atoz No. 12 Balaji Nagar
9 V—?’gu(;tan Valsartan 160mg | VN-14443-12 Amt;c‘:/tHeEtl;cihcare Pharmaceuticals | Ambattur, Chennai -
v Pvt. Ltd. 600 053, India
Atoz No. 12 Balaji Nagar
10 V—Sga:)rtan Valsartan 80mg VN-14444-12 Amt}e)(‘:[tH?tll:lhcarc Pharmaceuticals | Ambattur, Chennai -
A Pvt. Ltd. 600 053, India
192/2 Sokhada-
Sacasartan- Cong ty TNHH Baroque 388620, Taluka-
11 % 160 Valsartan 160mg | VN-14141-11 | TM-DP Quéct€ | Pharmaceuticals | Khambhat, Dist:
Thién Pan Pvt. Ltd Anand (Gujarat),
: India
12 Valsar H Valsartan 80mg VN-18789-15 Hetero Labs Hetero Labs Unit-V, Sy. No.
80 Limited Limited 410, 411,
APIICSEZ,
¥ Polepally Village,
Jadcherla Mandal
Mahaboognagar
Dict-509301, India
13 Valsar-H Valsartan 80mg VN-13163-11 | Hetero Drugs Ltd. | Hetero Drugs 22-110, ILD.A
: Ltd. Jeedimetla,
Hyderabad -

500055, India




DANH MUC 3: DANH SACH CAC THUOC CHUA VALSARTAN TIEP TUC PUQC LUU HANH, SUDUNG
TRONG HOAT PONG PHONG BENH, CHUA BENH
Pinh kém Céng vin sé ) /QLD-CL ngay 3)/ 8 /2018

1. Danh muc cic thudc trong nuéc khong s dyng nguyén liéu Valsartan c¢6 chia tap chiat N-

nitrosodimethylamine (NDMA) dwoc tlep tuc sin xuat, nhip khéu, Iru hanh va sir dung:

STT Tén thudc Hoat chit S6 PK Nha san xuit

Valsita Valsartan 80mg VD-16769-12 Cong ty Cb phin BV

2 | Valsita Valsartan 80 mg VD-28770-18 Pharma

3 | Euvaltan Plus Yzalssl;“lr;an 80me; Hydroclorothiazid | vy p9643.18

4 Valsartan 80mg, Hydroclorothiazid Cong ty C;é phén Dugc
Euvaltan plus 12,5mg VD-14211-11 phim 3/2

> | Buvantal 40 Valsartan 40mg VD-15982-11

6 | Amfatim 160 Valsartan 160mg VD-14927-11 | Céng ty cb phan duge

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

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

9 Cong ty CO6 phan Dugc
Vasebos 160 Valsartan 160mg VD-19328-13 phim Boston Viét

10 Valsartan 160mg; Nam
Vasebos plus Hydroclorothiazid 25mg VD-20184-13




11 SPK cii:
VD-13166-10
Tabarex Valsartan 80mg SPK méi- o
VD-30351-18 Céng ty ¢ phan duge
12 Dembele Valsartan 80mg; Hydroclorothiazid VD-21051-14 pham Pat Vi Pha
12,5mg
13 Valsartan 160mg;
Dembele-HCTZ Hydroclorothiazid 25mg VD-29716-18
14| Gliovan-H80 Valsartan 80 mg VD-21272-14
I5 | Gliovan-H 160 Valsartan 160 mg VD-21271-14
16 | Gliovan-Hotz 160/25 | v isartan 160 mg; VD-22133-15 | Cong ty co phan duge
Hyldroclorothlamd 25 mg pham Glomed
17 . Valsartan 80 mg;
Gliovan-Hctz 80/12.5 Hydroclorothiazid 12,5 mg VD-22457-15
18 . Valsartan 160 mg;
Gliovan-Hctz 160/12.5 Hydroclorothiazid 12,5 mg VD-22456-15
19 Valsartan 80 mg Valsartan 80 mg VD-27909-17 Con%ty c6 phén dugc
pham Imexpharm
20 . Valsartan 160 mg; Cbng ty cb phén duoc
Midatoren 160/12,5 Hydroclorothiazid 12,5 mg VD-26191-17 phédm Minh Dén
21 | saVi Valsartan 80 Valsartan 80 mg VD-22513-15
22 | SaVi Valsartan Plus Valsartan 80mg;
HCT 80/12.5 Hydroclorothiazid 12,5mg VD-23010-15 o
23 | SaVi Valsartan 160 | Valsartan 160mg VD-25269-16 Congptyhéci;)l glgi dugo
24 | SaVi Valsartan HCT Valsartan 160mg;
160/25 Hydroclorothiazid 25mg VD-27051-17




25

HD: 10/10/2020

SaVi Valsartan 160 Valsartan 160mg VD-13498-10

26 | Hapresval 160 Valsartan 160mg VD-27510-17
Z Hapresval 80 zaisartan 82mg VD27SIAT | rcan

alsartan 160mg; i . Dermapharm
Hapresval plus 160/25 Hydroclorothiazid 25mg VD-28545-17
29 Hapresval plus 80/12,5 Valsartan 80mg; Hydroclorothiazid VD-28546-17
12,5mg
.30
Hyval Valsartan 80 mg VD-23418-15 | ~an ¢ ty TNHH United
31| gyval Valsartan 160 mg VD-23417-15 | International Pharma
32 | Doraval 160mg Valsartan 160mg VD-18490-13 n %
sé 16: 0021017 | COne (P ANK Yt
Domesco




2. Danh muc cac thuéc nwée ngoai khong str dung nguyén ligu Valsartan c6 chia tap chit N-
nitrosodimethylamine (NDMA) dwoe tiép tuc sin Xuit, nhiap khiu, Ivu hanh va si dung:

ST | Tén thube Hlogt chit + Ham $é PK Congty | Nha san xudt Dia chi SX
T lwong dang ky :
Excforoe Amlodipin besylate Novartis Novartis Schaffhauserstrasse
1 10/16 Oil 10mg, Valsartan VN-5690-08 AG Pharma Stein CH-4332 Stein,
g 160mg ' AG Switzerland
. . . Novartis Schaffhauserstrasse
y SE/’I‘E%EG 5ﬁml$£$aze?é?:§ VN-5691-08 N‘j;’grtls Pharma Stein | CH-4332 Stein,
& & & ) AG Switzerland
.. . Novartis Schaffhauserstrasse
5 | Exforge 5/80 SAmk"f‘fm rtbesﬁ)a:s VN-5692-08 Ni’gﬂls Pharma Stein |  CH-4332 Stein,
mg mg, Valsartan & ) AG Switzerland
Novartis Ronda de Santa
4 | Diovan160 | Valsartan- 160mg | VN-7768-09 | “OV¥US | Rarmaceutica | varia 158 08210
AG. Barbera del Valles,
S.A. )
Barcelona, Spain
Novartis Ronda de Santa
5 Diovan 40 Valsartan - 40mg VN-7769-09 Novartis Farmaceutica Mar1a\158 082 lp
AG. S A Barbera del Valieés,

Barcelona, Spain




Ronda de Santa

. Novartis .
6 Diovan 80 | Valsartan - 80mg/ vién | VN-7770-09 Novartis Farmaceutica Marla‘158 0821‘0
AG. Barbera del Vallés,
S.A. .
Barcelona, Spain
Valsartan; Novartis Novartis | Schaffhauserstrasse
7 | Co-diovan | Hydrochlorothiazide - | VN-8856-09 AG Pharma Stein CH-4332 Stein,
160mg/25mg AG Switzerland
Valsartan; Novartis Novartis Schafthauserstrasse
8 Co-Diovan | Hydrochlorothiazide - | VN-9324-09 AG Pharma Stein CH-4332 Stein,
80mg;12,5mg AG Switzerland
Via Provinciale
9 Co-Diovan Hvizg?;;fh(zamz%cjle VN-9768-10 Novartis | Novartis Farma | Schito, 131, Torre
160/25 Y AG Sp.A. Annunziata (NA),
25mg
Italy
Via Provinciale
. Valsartan 80mg; ) . .
Co-diovan .= Novartis | Novartis Farma | Schito, 131, Torre
10 80/12.5 Hydrochlorothiazide | VN-9769-10 AG Sp.A. Annunziata (NA),
12,5mg
Italy
S.I.A. .
Valsarfast (Tenamyd KRKA, D.D., | Smarjeska Cesta 6, 8
11 Valsartan 160mg VN-12019-11 Novo mesto, 501 Novo Mesto,
160 Canada) . .
Slovenia Slovenia
Inc.
S.IA, .
(Tenamyd KRKA, D.D., | Smarjeska Cesta 6, 8
12 | Valsarfast 80 Valsartan 80mg VN-12020-11 Canada) Novo mesto, 501 Novo Mesto,
aIIrlli Slovenia Slovenia




Paonta Sahib District

. Valsartan 160mg; Ranbaxy Ranbaxy . .
13 Carwin HCT Hydrochlorothiazide | VN-15598-12 | Laboratorie | Laboratories Sirmour, Himachal
160+25mg Pradesh 173 025,
25mg s Ltd. Ltd. \
India
C | i HCT Valsartan 80mg; Ranbaxy Ranbaxy Pg?rﬁisrah;ﬁn?lsggt
14 Hydrochlorothiazide | VN-15599-12 | Laboratorie | Laboratories ’ &
80+12.5mg Pradesh 173 025,
12,5mg s Ltd. Ltd. .
India
Amlodipine besylate .
nggfi,ge 10mg, Valsartan ?Iolvart;s Novartis Schaffhauserstrasse
15 160mg, VN1-756-12 . Pharma Stein CH-4332 Stein,
10mg/160m - Services .
Hydrochlorothiazide AG Switzerland
g/12.5mg AG
12,5mg
Amlodipine besylate .
Eﬁ‘gaﬂge 10mg, Valsartan I;E::gf Novartis Schaffthauserstrasse
16 160mg, VN1-757-12 . Pharma Stein CH-4332 Stein,
10mg/160m .. Services .
Hydrochlorothiazide AG Switzerland
g/25mg AG
25mg
Amlodipine besylate .
Eﬁfgf’e 10mg, Valsartan NPEZ;r;;S Novartis Schaffhauserstrasse
17 320mg, VN1-758-12 . Pharma Stein CH-4332 Stein,
10mg/320m . Services .
Hydrochlorothiazide , AG Switzerland
g/25mg AG
25mg
Eﬁg‘i?e SIﬁml%c:I};;r;teagels Z(I)ng NP;)lvart;s Novartis Schaffhauserstrasse
18 5 (VS | YN1-759-12 AMA | pharma Stein | CH-4332 Stein,
5mg/160mg/ | Hydrochlorothiazide Services .
AG Switzerland
12.5mg 12,5mg AG




Exforge Amlodipine besylate Novartis Novartis Schaffhauserstrasse
HCT Smg, Valsartan 160mg, Pharma . .
19 . VN1-760-12 . Pharma Stein CH-4332 Stein,
Smg/160mg/ | Hydrochlorothiazide Services .
AG Switzerland
25mg 25mg AG
Amlodipine (dudi dang Novartis Novartis Ronda de Santa
Amlodipine besylate) Pharma . Maria 158 08210
20 Exforge 10mg; Valsartan VN-16342-13 Services Farrrgaf:utlca Barbera del Vallés,
160mg AG o Barcelona, Spain
Amlodipine (du6i dang Dovartis | Novaris ponda de Santa
21 Exforge Amlodipine besylate) | VN-16343-13 . Farmaceutica X A
Smo: Valsartan 160 Services S A Barbera del Vallés,
& vaia ms AG o Barcelona, Spain
Amlodipine (duéi dang ovarts Novartis ﬁ;’r‘:ﬁ gg oo
22 Exforge Amlodipine besylate) | VN-16344-13 : Farmaceutica X 5
Sme: Valsartan 80m Services S A Barbera del Vallés,
& & AG o Barcelona, Spain
Exforge ﬁ?gé? 1?§e(g§gl lgf;g I;ﬁ;iﬁf Novartis Schaffhauserstrasse
23 | 10mg/320m P Y VN-16346-13 : Pharma Stein CH-4332 Stein,
10mg; Valsartan Services .
g 320mg AG AG Switzerland
Cadila Cadil Kundaim Industrial
24 | Valazyd 160 Valsartan 160mg VN-16600-13 | Healthcare Heal thcar:Lt d Estate, ponda, Goa-
Ltd. ' 403 401, India




Cadila Cadila Kundaim Industrial
25 | Valazyd 40 Valsartan 40mg -VN-16966-13 | Healthcare Healthcare Ltd Estate, ponda, Goa-
Ltd. ’ 403 401, India
Cadila Cadila Kundaim Industrial
26 | Valazyd 80 Valsartan 80mg VN-16967-13 | Healthcare Healthcare Ltd Estate, ponda, Goa-
Ltd. ) 403 401, India
Valpres
80mg Novartis Ror}da de Santa
27 (CSXX: Valsartan §0mg VN-17449-13 | Hexal AG. | Farmaceutica Mar1a\158 0821\0
Salutas Barbera del Vallés,
S.A. .
Pharma Barcelona, Spain
GmbH, Puc)
Valpres
160mg (Co
s& xuét
xudng:
Salutas
Prama Nowis | Rendade S
28 | GmbH, d/c: Valsartan 160mg VN-17721-14 | Hexal AG. | Farmaceutica B ’
arbera de] Valles,
Otto-von- S.A. Barcelona, Spain
Guericke-
Allee 1,
39179
Barleben,

Germany)




Village Sikandarpur
Bhainswal, Roorkee-

| ubiane i | Pelradoon Highvay,
29 | Vastanlupi Valsartan 160mg VN-18012-14 P Sciences gwanpu,
Limited .. Roorkee, District
Limited .
Haridwar,
Uttarakhand 247661,
India
Amlodipine (dudi dang
Eéfg]‘_ge Anili)on(ill?n‘llez ziﬁzte) iﬁ;ﬁgf Novartis Schafthauserstrasse,
30 & VN-18037-14 \ Pharma Stein 4332 Stein,
10mg/160m 160mg; Services AG Switzerland
g/12.5mg Hydrochlorothiazide AG
12.5mg
Amlodipine (duéi dang
ngg{l{;e Anlli)(i;h? n\lre :) Z?tdate) NPEZfS;S Novartis Schafthauserstrasse,
31 T Saal ] VN-18038-14 ; Pharma Stein 4332 Stein,
10mg/320m 320mg; Services AG Switzerland
2/25mg Hydrochlorothiazide AG
25mg
Amlodipine (duéi dang .
Eﬁtg?e Amlodipine besylate) II\JTEZ;‘SS Novartis Schaffhauserstrasse,
32 5mg; Valsartan 160mg; | VN-18039-14 . Pharma Stein 4332 Stein,
S5mg/160mg/ . Services .
Hydrochlorothiazide AG Switzerland
12.5mg AG
12,5mg
Novartis . Ronda de Santa
. Pharma Novartis Maria 158 08210
33 | Diovan 160 Valsartan 160mg VN-18398-14 . Farmaceutica , X
Services Barbera del Valles,
S.A. .
AG Barcelona, Spain




Novartis Novartis Ronda de Santa
34 | Diovan80 |  Valsartan80mg | VN-18399-14 | FDOM3 | pyvaceutica | oana 198 03210
Services S A Barbera del Vallés,
AG o Barcelona, Spain
Village Sikandarpur
Bhainswal, Roorkee-
Luin | Jubilant Life Dehgf;"\‘;aihﬁway’
35 | Vastanlupi Valsartan 80mg VN-18790-15 P Sciences gwanpur,
Limited .. Roorkee, District
Limited 2
Haridwar,
Uttarakhand 247661,
India
Coéng ty
TNHH Healthcare Raiendrapur
36 Disys Valsartan 80mg VN-19121-15 TMDP | Pharmaceuticals A pul,
n Gazipur, Bangladesh
Dong Ltd.
Phuong
Novartis Via Provinciale
. Valsartan 160mg; . .
Co-Diovan . Pharma | Novartis Farma | Schito 131- Torre
37 160/25 Hyd_rocl;jc;;othmmde VN-19285-15 1 gervices S.p.A. Annunziata (NA),
& AG Ttaly
Valsartan 80mg: Novartis Via Provinciale
Co-Diovan L = Pharma | Novartis Farma | Schito 131~ Torre
38 1 Tgor12,5 Hydro‘igl‘;ﬁthm‘de VN-19286-15 | o vices Sp.A. Annunziata (NA),
oIE AG Ttaly
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Amlodipin (duéi dang

Exforge amlodipin besilate) Novartis Novatis Ronda de Santa
39 HCT 10mg; Valsartan VN-19287-15 Pharma Farmaceutica Maria 158 08210
10mg/160m 160mg; Services I A Barbera del Vallgs,
g/12.5mg Hydrochlorothiazide AG o Barcelona, Spain
12,5mg
Amlodipin (duéi dang
Exforge amlodipin besilate) Novartis Novartis Ronda de Santa
40 HCT 10mg; Valsartan VN-19288-15 Pharma Farmaceutica Maria 158 08210
10mg/320m 320mg; Services S A Barbera del Vallés,
g/25mg Hydrochlorothiazide AG o Barcelona, Spain
25mg
Exforge AmlOle m (du’ql dang Novartis . Ronda de Santa
amlodipin besilate) Novartis .
HCT ] Pharma ! Maria 158 08210
41 5mg; Valsartan 160mg; | VN-19289-15 . Farmaceutica X \
Smg/160mg/ .. Services Barbera del Vallés,
Hydrochlorothiazide S.A. .
12.5mg AG Barcelona, Spain
12,5mg
Q road, Phase 1V,
GIDC
. Valsartan 80mg; . Mepro "
g | Valeickeck Hydrochlorothiazid | VN-20011-16 Lupin | o) - rmaceuticals Wadhwancity-
H Limited . 363035, Dist.
12,5mg Pvt. Ltd- Unit I
Surendranagar,

Guyjarat, India

11




Q road, Phase IV,

Valsartan 160mg; Mepro GIDC,
43 Valeickeck Hydrochlorothiazid | VN-20012-16 Iful?ln Pharmaceuticals WadhwanC}ty—
H2 Limited ) 363035, Dist.
12,5mg Pvt. Ltd- Unit II
Surendranagar,
Gujarat, India
Cong ty Drug 252, Tonggi
44 | Cardival 80 Valsartan 80 mg VN-20739-17 TNHHATM International 1ndusfr1al area,
DP Déong Limited Tonggi, Gazipur,
Phuong Bangladesh
KOREA 25-23,
. UNITED Korea United | Nojanggongdan-gil,
45 Dizantan Valsartan 80mg VN.—21042-18 PHARM Pharm. Tnc. Jeondong-myeon,
INC Sejong-si, Korea
Uperio
100mg (Co
s& dong goi
va xuat
xXuong: Sacubitril 48,6mg va N . Novartis
. . ovartis .
Novartis | Valsartan 51,4mg (du6i Singapore
e 1 Pharma . 10Tuas Bay Lane,
46 | Farma SpA; | dang mudi phic hop VN3-48-18 Services Pharmaceutical 637461 Sineanore
dia chi: Via sacubitril valsartan AG Manufacturing &£4p
Provinciale natri 113,103mg) Pte. Ltd
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
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Uperio

200mg (Co
s6 dong goi
va xuit
xudng: Sacubitril 97,2mg va . Novartis
: Novartis .
Novartis Valsartan 102,8mg Singapore
g LN Pharma . 10Tuas Bay Lane,
47 | Farma SpA; | (dudi dang mudi phitc | VN3-49-18 Services Pharmaceutical 637461 Sineapore
dia chi: Via | hop sacubitril valsartan AG Manufacturing 5ap
Provinciale natri 226,206mg); , Pte. Ltd
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
Uperio 50mg
(CSPGXX:
Novartis v . .
Sacubitril 24,3mg va . Novartis
Farma SpA; o Novartis .
. .~ | Valsartan 25,7mg (dudi Singapore
dia chi: Via PO Pharma . 10Tuas Bay Lane,
48 o dang mudi phirc hop VN3-50-18 . Pharmaceutical .
Provinciale . . Services . 637461 Singapore
X sacubitril valsartan Manufacturing
Schito 131, | 4 56,551mg): AG Pte. Ttd
80058 Torre 2 ME) e
Annunziata
(NA), Italy)
Angiotan H - Valsartan 160mg; ' ng;?fal Cﬁgnolizfal 146/23 Korangi
49 |08 Hydrochlorothiazid | VN-20161-16 ; , Industrial Area,
Tablets 25m Industries | Industries (Pvt) Karachi. Pakistan
£ (Pvt) Ltd, Ltd. ’
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50

Valsacard

Valsartan 160mg

VN-17144-13
S 16:
010118
020118

Polfarmex
S.A

Polfarmex S.A

9 Jozefow Street, 99-
300 Kutno, Poland

51

Valsacard

Valsartan 80mg

VN-17145-13
S 16:
010118
020118
030118
040118
050118
060118
070118
080118

Polfarmex
S.A

Polfarmex S.A

9 Jozefow Street, 99-
300 Kutno, Poland
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