BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lip - Tw do - Hanh phic
$6;16944/QLD-CL Ha N3t ngayg}}hang g ydin 2018
V/v thudce chira duge chit Valsartan : /H { O
s \

-S& Y t& cac tinh, thanh pho truc thude Trung uong
) / / - Céc co s& san xuét, nhap Khau, phé‘n phéi; str dung thude.
Ca

in cir thong béo ciia Co quan quan 1y dugc phdm Chau Au (EMA), Co
quan quan ly dugce My, Co quan quan ly dugc Dai Lpan va mét sé co quan quan

Za/ 7/ Zq{ y duge khac trén thé gidi vé viéc thu hdi cac thude chua Valsartan dugc san
xudt tir nguyén heu Valsartan chira tap chit N-nitrosodimethylamine (NDMA)

clia cAc nha san xudt nguyén lidu:
W% - Zheijang Huahai Pharmaceutical Co. Ltd;
05 Y /5 %} - Zhuhai Rundu Pharmaceutical Co, Ltd;

(oy)

- Zheijang Tianyu Pharmaceutical Co. Ltd,;
- Hetero Labs Ltd.

Nham dam bao an toan cho ngudi sir dung, déng thoi cung cap thong tin
ve thudc chira Valsartan tiep tuc duogc sir dung trong phong bénh, chira bénh,
Cuc Quan ly Dugc c6 y kién nhu sau:

1. Théng béo thu héi, nglmg san xuét, ngimg nhap khau nguyén lidu va
céc thude c6 chira valsartan dugc san xudt tir nguyén li¢u valsartan do cac cong
ty Zhuhai Rundu Pharmaceutical Co, Ltd; Zheijang Tianyu Pharmaceutical Co.
Ltd; Hetero Labs Ltd san xuat. Danh sach cac thudce cu thé nhu sau:

- Valsartan 160, SDK: VD-29714-18, Céng ty CPDP Ctru Long

- Cobidan 80, SPK: VD-22086-15, Cong ty ¢6 phan BV Pharma.

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

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

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

2. Thong bao cdp nhét cdc danh sach vé thudc chia Valsartan da duogc
cong b tai' Cong vin s6 14487/QLD-CL ngay 26/7/2018:

a) Danh muc 1: Danh sach cac thubc chira Valsartan bi dinh chi luu hanh,
thu hoi.
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b) Danh muc 2: Danh sach cac thudc chira Valsartan bi tam dimg nhép
khau, luu hanh, sir dung.

¢) Danh muc 3: Danh séch cic thudc chira Valsartan tiép tuc dugc luu
hanh, str dung trong hoat ddng phong bénh, chitra bénh.

3. Co s& dang ky, san xut, nhap khau céc thudc c6 tén trong Danh muc 1:
Danh sach cac thudc chira Valsartan bi dinh chi luu hanh, thu hdi néu trén phai:

a) Khan truong phéi horp VO’l cac co s& dung tén dang ky thube, co s&
phan phéi thube td chire thu hdi, tiép nhan thu hdi toan bo s thude do co s san
xuat, nhap khau dugc trd vé tir cac co s& ban bubn, béan 1&, co sé sir dung.

b) Bao cdo két qua thu hoi, bao cdo danh gid hiéu qua thu hdi thudc trude
ngay 30/9/2018, kém theo hd so thu héi theo quy dinh tai Théng tu sb
11/2018/TT-BYT ngay 04/5/2018 ctia B6 Y té quy dinh vé chat luong thude,
nguyén lidu lam thude.

¢) Yéu cdu cac co sé ndp hd so ding ky thay d6i nha san xuét nguyén liéu
duoc chit valsartan theo qui dinh tai Phu luc II Thong tu sb 44/2014/TT-BYT.
Hb so duoc chét cia nha san xuit duoc chit méi phai thé hién duoc chét khong
¢6 tap chat N-nitrosodimethylamine (NDMA).

d) Co so dang ky phai ph01 hop v6i nha san xuét va cac don vi nhép khau
thube (déi véi thude nhap khiu) ngimg san xudt/ nhép khau cac thudc nay vao
Viét Nam cho dén khi ho so dang ky thay dbi nha san xuét dugc chét cla cac
thude nay duwoc Cuc Quan Iy Duge phé duyét. Cac co s& chi duge phép san xuit,
nhap khéu dua ra luu hanh céc thudc chira valsartan sau khi da hoan thanh viéc
thu hdi, danh gid hiéu qua thu hdi cac thube thudc Danh muc 1 va dugc Cuc
Quan ly Duoc dong y bang vin ban.

4. Pé nghi S Y té céc tinh, thanh phé truc thudc Trung uong:

a) Thong bao trén Trang Thong tin dién tir ctia S& Y té cong vin va cic
danh muc dinh kém cong van nay.

b) Gidm sét cac co s& san xuat, nhap khiu, kinh doanh va str dung thuc
hién viéc thu héi, tam ngimg luu hanh sir dung dbi véi céc thudc tai Danh muc 1
va Danh muc 2 dinh kém cong van nay. Xir Iy va x& phat nghiém ddi véi cac
trrong hop vi pham.

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

Noi nhdn: _KT. CUC TRUONG
- Nhur trén; TP 8

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

- Thanh tra B Y té (dé phdi hop);

- Cuc Quan Iy kham chira bénh (¢é phéi hop);

- VKN thuéc TW, VKN thuéc Tp. HCM;

- Cuc Quan Y - B Qudc phong; Cuc Y té - B6 Cong An;
- Cuc Y t¢ GTVT - B6 GTVT;
- Téng Cuc Hai quan - B6 Tai chinh ; ARy
- Cac phong trong Cuc, Tap chi Duge MP; website Cuc;
- Luu: VT, CL.

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

Dinh kém Céng van s 16344 /QLD-CL ngay 3) / 8§ /2018

1. Danh muc cac thudc thanh phim trong nwéc dwgc san xuit tir nguyén liéu Valsartan c6 chira tap chat N-
nitrosodimethylamine (NDMA):

STT Tén thudc Hoat chét S6 PK Nha san xuét
. Valsartan 160 mg Céng ty cd phan dugc
I |P VD-27012-17 2 DA
cetanin Hydroclorothiazid 25 mg phém Phuong Dong
2 .. Valsartan 80mg o i I AL R R
~ | Card : : VD-28328-17 Cong ty ¢ phan SPM
Cardipino 80/12,5 Hydroclorothiazid 12 Smg onglycep
0 1 Viét
3| Rusartin Valsartan 80mg VD-11322-10 | €008 W;{;’f% ©
4 | Divales Valsartan 160mg VD-21500-14 Cong ty TNHH duoc
5 ] pham Shinpoong
Divales Valsartan 80mg VD-21501-14 Daewoo
6 | Valsgim 160 Valsartan 160mg VD-23494-15 ’
7 : Valsartan 80mg Chi nhénh cdng ty c6
Val -H 80 e VD-23496-15 A 3
alogtm Hydroclorothiazid 12,5mg A ri:in}?:r?rf Iillﬁgnmay
i
8 | Valsgim 80 Valsartan 80mg VD-23495-15 | 4a o4t dwoe phim
9 . Valsartan 160 mg Agimexpharm
Val -H160/12. . VD-25129-16
alsgim-H 125 Hydroclorothiazid 12,5 mg 2
10 | Doraval 80 mg Valsartan 80mg VD-25424-16 Cong ty b phan
11 | Doraval plus Valsartan 160 mg 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
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13 | Halotan 160 Valsartan [60mg 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 ¢ phin duge
19 | Vasartim 40 Valsartan 40mg VD-20461-14 pham OPV
20 | Vasartim 80 Valsartan 80mg VD-20802-14
21 . . Valsartan 160 mg
Vasartim Plus 160:25 Hydroclorothiazid 25 mg VD-12907-10
22 . Valsartan 80mg i i Cong ty co phan Hoa
Ocedio 80/12,5 Hydroclorothiazid 12,5mg VD-29339-18 dugc Viét Nam
23 | Pyvasart 160 Valsartan 160mg VD-23853-15
24 | Pyvasart 40 Valsartan 40mg VD-23854-15 Céng ty ¢b phan
25 | Pyvasart 80 Valsartan 80mg VD-23222-15 Pymepharco
26 | Pyvasart HCT Valsartan 80mg i i
80/12.5 Hydroclorothiazid 12,5mg VD-27316-17 .
27 Valsartan 160 mg i i Cong ty ¢6 phan dugc
Tolzartan Plus Hydroclorothiazid 12,5 mg VD-27098-17 pham Trung vong 2
28 | Valsartan 80 Valsartan 80mg - VD-27843-17 Cong ty cé phan 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 nhanh Cong ty
31 | Valsartan STADA Valsartan 80mg VD-14016-11 TNHH h?fl doanh Stada
80 mg Viét Nam
32 | Valsartan Stada Valsartan 40mg VD-26570-17

40 mg
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33 ;/ Oalsa”a“ Stada Valsartan 80mg VD-26571-17
mg .
34 | Cobidan 80 Valsartan 80 mg VD-22086-15 | £One Ly cd 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 | Cong ty Lién doanh

— : — eyer -BPC

38 Valsartan 80 mg Meyer

Mayervasid Hydroclorothiazid 12,5 mg VD-26482-17
39 | Meyervasid F Valsartan 160 mg VD-26483-17

Hydroclorothiazid 25 mg

S00°




2. Danh muc cic thuéc thanh phim nwéc ngoai dwoce san xuat tir nguyén li€u Valsartan ¢6 chia tap chat N-

nitrosodimethylamine (NDMA):

STT | Tén thube | DOt chat ham | o0 o ky | COMBAANE | 0 Gin xuit Dia chi SX
luong ky ’
VN-17144-13
trir s6 16: 9 Jozefow Street, 99-
1 Valsacard | Valsartan 160mg 010118; Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
020118
VN-17145-13
trir s0 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
3 Valbelis Eal(i’:ii?olrg?}? fz VN-17296-13 Cong ty cb phdn | Laboratorios 08970 Sant Joan
160/25mg | .2 DP Phano Lesvi, S.L. Despi (Barcelona),
ide 25mg .
Spain
. Avda. Barcelona, 69
Valbelis | 2isartan 80mg; Céng ty ¢6 phan | Laboratorios 08970 Sant Joan
4 Hydrochlorothiaz | VN-17297-13 . .
80/12.5mg | . 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
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- . Torrent Torrent .
, I -3
6 | 1Moo o cartan 40mg | VN-18475-14 | Pharmaceuticals | Pharmaceuticals | [2drad-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 | somg | Yelsartan80mg | VN-19240-15 Ltd. Ltd. Street, 3011 Limassol,
o - Cyprus
. Torrent Indrad-382721, Tal:
9 Tané(())rdlo Valsartan 80mg | VN-19366-15 Tonerllft};xp orts Pharmaceuticals | Kadi, City: Indrad,
’ Ltd. Dist: Mehsana, India
1-10
Vasblock Medochemie | Medochemie Constantinoupoleos
10 1 ' i6omg | Valsartan 160mg | VN-19494-15 Ltd. | Lid. Street, 3011 Limassol,
Cyprus
Tantordio Torrent i Torrent Indrad-382721, Tal:
11 160 Valsartan 160mg | VN-19539-15 | Pharmaceuticals | Pharmaceuticals | Kadi, City: Indrad,
Ltd. Ltd. Dist: Mehsana, India
A . , 3, Samokovsko shosse
12 Corosan | Valsartan 80mg | VN-19595-16 Cong tyA TNIjIH Balkanpharma " | Str., Dupnitsa 2600,
DP Viét phap Dupnitsa AD .
Bulgaria
Valsartan 160mg A 3, Samokovsko shosse
13 | Valdesar |y g ochlorothiaz | VN-20724-17 | Congty TNHH | Balkanpharma - | "¢ " Lo o oo
Plus . Dugc T4m Pan | Dupnitsa AD .
id 25mg Bulgaria

£00 3




Valsartan 80mg;

R 3, Samokovsko shosse
pg | Valdesar | ochlorothinz | VN-20725-17 | S0ngty TNHH ) Balkanpharma - “gy 'y i 5600,
Plus . Duoc Tam Dan Dupnitsa AD .
id 12,5mg - Bulgaria
Valthotan

CFIIE: d Standard Chem | Standard Chem No. 154 Kai-Yuan
15 Tol;ll ¢ Valsartan 160mg | VN-17592-13 | & Pharm Co,, & Pharm Co., Road, Hsin-Ying,

1;0 :;1; Ltd. Ltd., 2nd Plant Tainan, Taiwan

"Standard"
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DANH MUC 2: DANH SACH CAC THUOC CHUA VALSARTAN BI TAM NGUNG NHAP KHAU,
LUU HANH, SU DUNG
Dinh kém Céng van sé J634y /QLD-CL rgay 34 / § /2018

Hoat chat + Ham

STT | Tén thudc hrong S6 PK Cong ty ding ky | Nha san xuét Pia chi SX
Valsartan; Torrent Torrent
1 Valzaar H | Hydrochlorothiazide VN-6346-08 Pharmaceuticals | Pharmaceuticals D'htld;/a[d}_fgiﬁ}];ﬁa
80mg/12,5mg Ltd. Ltd. Ist. Viehisana,
- SR . - VN-7399-(‘)8‘ ‘Torrent  Torrent Indrad-38i721,_ |
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
Phgrir:;:ﬁzical Pha(jrenr;z:gical Parque Industrial Da
4 Varsarley Valsartan 80mg VN-7685-09 ) A Concordia, Lote
Laboratory Laboratory D1b. Macau
(macao) Limited | (macao) Limited ’
Torrent Torrent Indrad-382721
Valzaar- - - ,
5 alggar Valsartan 160mg VN-8944-09 Pharmaceuticals | Pharmaceuticals Dist. Mehsana,
Ltd. Ltd. India
Drug 252, Tongi
6 Cardival Valsartan 80mg VN-5275-10 Cong ty TNHH International Indus.tnal /{u‘ea,
TM va DP Ha An .. Tongi, Gazipur,
Limited
Bangladesh
404-10, Nojang-R1,
. VN-11140-10 Korea United Korea United Jeondong-Myeon,
7 Dizant Valsart -
feantan alsartan 80mg Pharm. Inc. Pharm. Inc. Yeongi-kun,

Chungnam, Korea

1
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| IV/292 B,
A 2 g a : Velakkode,
8 Veesar 80 Valsartan 80mg VN-12936-11 Cong ty o 13 han Vintanova Mundur, Thris’sur—
Huynh Téan Pharma Pvt Ltd
680 541, Kerala,
India
Atoz No. 12 Balaji Nagar
9 V-lS(a;i)tan Valsartan 160mg | VN-14443-12 Amt;itHe;ili;hcare Pharmaceuticals | Ambattur, Chennai -
v Pvt. Ltd. 600 053, India
Atoz No. 12 Balaji Nagar
10 V-ngz)rtan Valsartan 80mg VN-14444-12 Amt;i’tHiaiéhcare Pharmaceuticals | Ambattur, Chennai -
A Pvt. Ltd. 600 053, India
192/2 Sokhada-
Sagasartan- Céng ty TNHH Baroque? 388620, Taluka-
11 v 160 Valsartan 160mg | VN-14141-11 | TM-DP Qudc t€ | Pharmaceuticals Khambhat, Dist:
Thién Dan 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

0109



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 sé 16344 /QLD-CL ngay 3l / § /2018

1. Danh muc cic thube trong nuéc khong sir dung nguyén liéu Valsartan c6 chaa tap chit N-

1109

nitrosodimethylamine (NDMA) dwoc tiép tuc san xuit, nhap khiu, luvu hanh va sir dung:

STT Tén thude Hoat chit S6 PK Nha san xuit

I | Valsita ‘Valsartan 80mg VD-16769-12 | Cono 1y C4 phin BY

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

3 | Buvaltan Plus Y;ISS;":“ 80mg; Hydroclorothiazid | /1y 59643 13

4 Valsartan 80mg, Hydroclorothiazid Cong ty co phén Dugc

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

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

5 pham Ampharco
Amfatim 80 Valsartan 80mg VD-14928-11 U.S.A

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

9 Cong ty Co phan Dugc
Vasebos 160 Valsartan 160mg VD-19328-13 phdm Boston Viét

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




11 SPK ci:
_ VD-13166-10
Tabarex Valsartan 8Cmg SDK méi-
VD-30351-18 | Céng ty ¢b phin duoc
12 Dembele Valsartan 8€mg; Hydroclorothiazid VD-21051-14 phim Pat Vi Phu
12,5mg
13 Valsartan : €0mg;
Dembele-HCTZ Hydroclorothiazid 25mg VD-29716-18
141 Gliovan-H80 Valsartan 8C mg VD-21272-14
15| Gliovan-H 160 Valsartan 160 mg VD-21271-14
16 | Gliovan-Hetz 160/25 | alsartan 160 me; VD-22133-15 | COng ty ¢4 phén dugc
}éyldroclorgémazm 25 mg phém Glomed
17 ] alsartan 8C mg;
Gliovan-Hctz 80/12.5 Hydroclorotaiazid 12,5 mg VD-22457-15
18 . Valsartan 160 mg;
Gliovan-Hctz 160/12.5 Hydroclorotaiazid 12,5 mg VD-22456-15
19 Valsartan 80 mg Valsartan 80 mg VD-27909-17 Congfy ¢6 phan duge
phadm Imexpharm
20 . Valsartan 160 mg; Céng ty cb phan dugc
Midatoren 160/12,5 Hydroclorotaiazid 12,5 mg VD-26191-17 pham Minh Dén
21 | savi Valsartan 80 Valsartan 80 mg VD-22513-15
22 | SaVi Valsartan Plus Valsartan 80mg;
HCT 80/12.5 Hydroclorotaiazid 12,5mg VD-23010-15
23 | saVi Valsartan 160 | Valsartan 160mg VD-25260-16 | C€0ngty cb phan duge
. pham SaVi
24 | SaVi Valsartan HCT Valsartan 160mg; VD-27051-17

160/25

Hydroclorothiazid 25mg
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23 1SaVi Valsartan 160 | Valsartan 160mg VD-13498-10
26 | Hapresval 160 Valsartan 160mg VD-27510-17
27
Ha 1 80 Valsartan 80 VD-27511-17
- presva a'sartan stme Céng ty TNHH Hasan-
Valsartan 160mg; ) Dermapharm
Hapresval plus 160/25 Hydroclorothiazid 25mg VD-28545-17
29 Hapresval plus 80/12,5 Valsartan 80mg; Hydroclorothiazid VD-28546-17
12,5mg 7
30 | Hyvat ‘Valsartan 80 mg | VD-23418-15 | cs0o o TNHH United
31 Hyval Valsartan 160 mg VD-23417-15 International Pharma
32 | Doraval 160mg Valsartan 160mg VD-18490-13 A £
S 16: 0021017 | 008 %fmpeiNOK Ye

HD: 10/10/2020
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2. Danh muc cac thuéc nwéc ngoai khong sw dung nguyén liéu Valsartan c¢6 chua tap chat N-

nitrosodimethylamine (NDMA) dugc tlep tuc san xuat, nhap khau, lvu hanh va sir dung:

ST | Ten thube | Toatchat+ Ham 6 PK Cong 6y | Nha san xut Dia chi SX
T lwrong dang ky i
Exfo Amlodipin besylate Novartis Novartis Schafthauserstrasse
1 10;(1 63%: 10mg, Valsartan VN-5690-08 G Pharma Stein CH-4332 Stein,
& 160mg | AG Switzerland
.. . Novartis Schaffhauserstrasse
2 | oxorEe SAmk{fl{”nr‘:aie‘;’éfrf VN-5691-08 | NOVEMS | pharma Stein | CH-4332 Stein,
me e, vaisa & ' AG Switzerland
.. . Novartis Schafthauserstrasse
3 |Bxforee 5801 Amlodipin besylate |y s602.08 | NVAU® | PharmaStein | CH-4332 Stein,
mg mg, Valsartan Suihg ) AG Switzerland
) Ronda de Santa
. Novartis .
. Novartis . Maria 158 08210
4 | Diovan 160 Valsartan - 160mg VN-7768-09 AG. Farmaceutica Barbera del Vallés,
S.A. )
Barcelona, Spain
Novartis Ronda de Santa
) Novartis . Maria 158 08210
5 Diovan 40 Valsartan - 40mg VN-7769-09 AG. Farmsau:utlca Barbera del Vallés,

Barcelona, Spain

102



[ S U — e et s+t + e e e e
Novartis Ronda de Santa
6 Diovan 80 | Valsartan - 80mg/ vién | VN-7770-09 Novartis Farmaceutica Mar1a\158 08219
AG. Barbera del Valles,
S.A. )
Barcelona, Spain
Valsartan; Novarti Novartis Schafthauserstrasse
7 | Co-diovan | Hydrochlorothiazide - | VN-8856-09 "X G * | Pharma Stein CH-4332 Stein,
160mg/25mg AG Switzerland
| Valsartan; | , Novartis - Novwartis - -Schaffhauserstrasse
8 | Co-Diovan | Hydrochlorothiazide - | VN-9324-09 AG Pharma Stein CH-4332 Stein,
80mg;12,5mg AG Switzerland
Valsartan 160mg Via Provinciale
Co-Diovan .2 Novartis | Novartis Farma Schito, 131, Torre
9 160/25 Hydrochlorothiazide | VN-9768-10 AG Sp.A. Annunziata (NA),
25mg
Italy
Valsartan 80mg; Via Provinciale
Co-diovan . = Novartis | Novartis Farma Schito, 131, Torre
10 80/12.5 Hydrochlorothiazide | VN-9769-10 AG S.p.A. Annunziata (NA),
12,5mg
Italy
S.LA. :eska Cesta 6. 8
Valsarfast (Tenamyd KRKA, D.D., | Smarjeska Cesta 6,
11 Valsartan 160mg VN-12019-11 Novo mesto, 501 Novo Mesto,
160 Canada) . .
Slovenia Slovenia
Inc.
S.I.A. .
(T d KRKA, D.D., | Smarjeska Cesta 6, 8
12 | Valsarfast 80 Valsartan 80mg VN-12020-11 enamy Novo mesto, 501 Novo Mesto,
Canada) . .
Inc Slovenia Slovenia

G109




Paonta Sahib District

) Valsartan 160mg; Ranbaxy Ranbaxy . i
13 Carwin HCT Hydrochlorothiazide | VN-15598-12 | Laboratorie | Laboratories Sirmour, Himachal
160+25mg Pradesh 173 025,
25mg s Ltd. Ltd. .
India
Carwin HCT Valsartan 80mg; Ranbaxy Ranbaxy ngntifahéb st;:lrx;:t
14 ' Hydrochlorothiazide | VN-15599-12 | Laboratorie | Laboratories irmour, = macha
80+12.5mg Pradesh 173 025,
12,5mg s Ltd. Ltd. .
India
Amlodipine besylate .
E;{{fngge 10mg, Valsartan I;)Ig;z;t;s Novartis Schafthauserstrasse
15 160mg, VN1-756-12 . Pharma Stein CH-4332 Stein,
10mg/160m .. Services i
Hydrochlorothiazide AG Switzerland
g/12.5mg 12,5me AG
Amlodipine besylate .
E;({f(o:rTge 10mg, Valsartan §EZ$§ Novartis Schafthauserstrasse
16 160mg, VN1-757-12 . Pharma Stein CH-4332 Stein,
10mg/160m . Services .
Hydrochlorothiazide AG Switzerland
g/25mg 25mg AG
Amlodipine besylate .
Egtg%ge 10mg, Valsartan I\gﬁvamas Novartis Schaffhauserstrasse
17 320mg, VN1-758-12 . Pharma Stein CH-4332 Stein,
10mg/320m . Services .
Hydrochlorothiazide AG Switzerland
/25 AG
g/eomg 25mg
Exforge Amlodipine besylate Novartis Novartis Schaffhauserstrasse
HCT Smg, Valsartan 160mg, Pharma : .
18 .. VN1-759-12 . Pharma Stein CH-4332 Stein,
5mg/160mg/ | Hydrochlorothiazide Services AG Switzerland
12.5mg 12,5mg AG erian
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E)}({éfl‘?e Sr/;rgnl;)/(:l[; ]ar;;’aﬁels g(l)?;e };ﬁ:;;;s Novartis Schaffhauserstrasse

19 ’ S VINT-760-12 , Pharma Stein CH-4332 Stein,

5mg/160mg/ | Hydrochlorothiazide Services :
AG Switzerland
25mg 25mg AG

Amlodipine (dudt dang Novartis . Ronda de Santa

Amlodipine besylate) Pharma Novartis Maria 158 08210

20 Exforge VN-16342-13 . Farmaceutica . \
10mg; Valsartan Services S A Barbera del Vallés,

160mg AG o Barcelona, Spain

Amlodipine (du¢i dang Novartis Novartis Ror}da de Santa

- Pharma . Maria 158 08210

21 Exforge Amlodipine besylate) | VN-16343-13 . Farmaceutica \ \
5me- Valsartan 160 Services S A Barbera del Vallés,

& me AG o Barcelona, Spain

Amlodipine (duéi dang Novarsis Novartis Ror}da de Santa

- Pharma ! Maria 158 08210

22 Exforge Amlodipine besylate) | VN-16344-13 . Farmaceutica X \
Sme: Valsartan 80m Services S A Barbera del Valles,

& & AG o Barcelona, Spain
Exforge AAT;?SCIE l?ﬁe(ﬁg:llgf:)g g;;?;fuas Novartis Schaffhauserstrasse

23 | 10mg/320m P Y VN-16346-13 . Pharma Stein CH-4332 Stein,

10mg; Valsartan Servicss AG Switzerland
g 320mg AG tzerian

Cadila Cadil Kundaim Industrial
24 | Valazyd 160 |  Valsartan 160mg | VN-16600-13 | Healthcare | 1/ lthac al aL 4 | Estate, ponda, Goa-

Ltd. catticare LG 1 403 401, India

L1093




Cadila

Kundaim Industrial

25 | Valazyd 40 Valsartan 40mg VN-16966-13 | Healthcare Heaﬁi‘gj L | Estate, ponda, Goa-
Ltd. 403 401, India
Cadila Cadila Kundaim Industrial
26 | Valazyd 80 Valsartan 80mg VN-16967-13 | Healthcare Healthcare Lid Estate, ponda, Goa-
Ltd. ) 403 401, India
Valpres
80mg Novartis Ronda de Santa
a7 | (OSXX: Valsartan 80mg | VN-17449-13 | Hexal AG. | Farmaceutica | ion@ 13803210
Salutas Barbera del Vallés,
S.A. .
Pharma Barcelona, Spain
GmbH, Duc)
Valpres
160mg (Co
s& xuét
xuodng:
Salutas
Pharma Novartis | 1 bR
28 | GmbH, d/c: Valsartan 160mg VN-17721-14 | Hexal AG. | Farmaceutica Barbera d i Vall
arbera del Valles,
Otto-von- S-A Barcelona, Spain
Guericke-
Allee 1,
39179
Barleben,
Germany)
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Village Sikandarpur
Bhainswal, Roorkee-

i | Jubilant Life Dehradoon Highway,
29 | Vastanlupi Valsartan 160mg | VN-18012-14 | UP' Sciences gwanpur,
Limitec .. Roorkee, District
Limited )
Haridwar,
Uttarakhand 247661,
India
Amlodipine (duéi dang
' Eﬁfg&gﬁ Anllgﬁl?l\ni Feiﬁte) B Npgzart;s Novartis | Schaffhauserstrasse,
30 > e VN-18037-14 "2 | Pharma Stein 4332 Stein,
10mg/160m 160mg; Services AG Switzerland
g2/12.5mg Hydrochlorothiazide AG
12.5mg
Amlodipine (duéi dang
Exforge Amlodipine besylate) Novartis Novartis Schaffhauserstrasse,
n HCT 10mg; Valsartan Pharma . .
31 VN-18038-14 . Pharma Stein 4332 Stein,
10mg/320m 320mg; Services AG Switzerland
g/25mg Hydrochlorothiazide AG
25mg
Amlodipine (duéi dang )
Eﬁfg{?e Amlodipine besylate) gﬁ;ﬁ: Novartis Schafthauserstrasse,
32 5mg/160mg/ Smg; Valsartan 160mg; | VN-18039-14 Service Pharma Stein 4332 Stein,
Hydrochlorothiazide erviees AG Switzerland
12.5mg AG ~
12,5mg
Novartis Novartis Ronda de Santa
33 | Diovan 160 | Valsartan 160mg | VN-18308-14 | TPama | o aceutica | viaria 15808210
Services Barbera del Valleés,
S.A. .
AG Barcelona, Spain

6102




Novartis

Ronda de Santa

Novartis .
34 Diovan 80 Valsartan 80mg VN-18399-14 Phar_ma Farmaceutica Marla‘158 08219
Services S A Barbera del Valles,
AG o Barcelona, Spain
Village Sikandarpur
Bhainswal, Roorkee-
Lupin | Jubilant Life Dehgf:;ﬁ:iﬁﬁway’
35 | Vastanlupi Valsartan 80mg VN-18790-15 Limited Sglegces Roorkee, District
Limited )
Haridwar,
Uttarakhand 247661,
India
Cong ty
TNHH Healthcare Rajendrapur
36 Disys Valsartan 80mg VN-19121-15 TI\iIDP Pharmaceuticals Gazipur, Bangladesh
Dong Ltd.
Phuong
Valsartan 160me; Novartis Via Provinciale
Co-Diovan L= Pharma | Novartis Farma | Schito 131- Torre
37 160/25 Hydroclzllsorothlazlde VN-19285-15 1 gervices S.p.A. Annunziata (NA),
g AG Italy
Valsartan 80mg; Novartis Via Provinciale
Co-Diovan Lo Pharma | Novartis Farma | Schito 131- Torre
38 80/12,5 Hydroc;glc;rothlamde VN-19286-15 Services S.p.A. Annunziata (NA),
e AG Italy

10
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Amlodipin (duéi dang
Exforge amlodipin besilate) Novartis Novarti Ronda de Santa
19 HCT 10mg; Valsartan VN.19287.15 | Pharma | o0 feu‘gca Maria 158 08210
10mg/160m 160mg; ” Services ¢ Sa N Barbera del Vallés,
g/12.5mg Hydrochlorothiazide AG o Barcelona, Spain
12,5mg
Amlodipin (duéi dang
Exforge amlodipin besilate) Novartis Novarti Ronda de Santa
w0 | HCT 10mg; Valsartan |\ 1o00e s | Phamea | o UL | Maria 158 08210
10mg/320m 320mg; Services a S A Barbera del Valles,
g2/25mg Hydrochlorothiazide AG o Barcelona, Spain
25mg
Exforge AmlOdIP n (duql dang Novartis . Ronda de Santa
HCT amlodipin besilate) Pharma Novartis Maria 158 08210
41 5mg; Valsartan 160mg; | VN-19289-15 ) Farmaceutica . .
5mg/160mg/ .. Services Barbera del Valles,
Hydrochlorothiazide S.A. .
12.5mg AG Barcelona, Spain
12,5mg
Q road, Phase IV,
GIDC
. Valsartan 80mg; . Mepro .
V . " 1 . -
g2 | Valeickeck |y g ochlorothiazid | VN-20011-16 | SUPI® | pharmaceuticals | " ednwancity
H Limited . 363035, Dist.
12,5mg Pvt. Ltd- Unit II
Surendranagar,
Gujarat, India

1203
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Q road, Phase IV,

Valsartan 160mg; Mepro GIDC,
43 Valcickeck Hydrochlorothiazid | VN-20012-16 Lup i Pharmaceuticals Wadhwanc.l -
H2 Limited ) 363035, Dist.
12,5mg Pvt. Ltd- Unit I1
Surendranagar,
Gujarat, India
Cong ty Drug 252, Tonggi
g : .
44 | Cardival 80 Valsartan 80 mg VN-20739-17 TNHHATM International mdus?nal area,
DP Déng Limited Tonggi, Gazipur,
Phuong Bangladesh
KOREA 25-23,
) UNITED Korea United | Nojanggongdan-gil,
45 Dizantan Valsartan 80mg VN-21042-18 PHARM Pharm. Inc. Jeondong-myeon,
INC Sejong-si, Korea
Uperio
100mg (Co
s& dong goi
va xuat
img | S s one ¢
ovartis alsartan 2. rr}g( Ul Pharma £ap ) 10Tuas Bay Lane,
46 | Farma SpA; | dang muoi phirc hop VN3-48-18 Services Pharmaceutical 637461 Singapore
dia chi: Via sacubitril valsartan AG Manufacturing &
Provinciale natri 113,103mg) Pte. Ltd
Schito 131,
80058 Torre
Annunziata

(NA), Italy)

12
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Uperio
200mg (Co
s¢ dong goi
va xuat
xuong;: Sacubitril 97,2mg va Novartis Novartis
Novartis Valsartan 102,8mg Singapore
o O Pharma . 10Tuas Bay Lane,
47 | Farma SpA; | (duéi dang mudi phiic | VN3-49-18 Services Pharmaceutical 637461 Singapore
dia chi: Via | hop sacubitril valsartan AG Manufacturing 8ap
Provinciale natri 226,206mg); Pte. Ltd
Schito 131,
- 80058 Torre
Annunziata
(NA), Italy)
Uperio 50mg
(CSBGXX:
Novartis . . :
Farma SpA; Sacubitril 24,3mg va” Novartis Novams
. 1.~ | Valsartan 25,7mg (dudi Singapore
dia chi: Via PO Pharma ) 10Tuas Bay Lane,
48 . dang mudi phirc hop VN3-50-18 . Pharmaceutical .
Provinciale I Services . 637461 Singapore
X sacubitril valsartan Manufacturing
Schito 131, |~ 14 56,551 mg): AG Pte. Ltd
80058 Torre 221 I0E); '
Annunziata
(NA), Italy)
Ansiogn .| Velsartan 160mg; Cﬁggizf:al cﬁng:al 146/23 Korangi
49 |08 Hydrochlorothiazid | VN-20161-16 : . Industrial Area,
Tablets »Sm Industries | Industries (Pvt) Karachi. Pakistan
& (Pvt) Ltd. Ltd. ’

13
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| 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 §0mg

VN-17145-13
S4 16:
010118
020118
030118
040118
050118
060118
070118
080118

Polfarmex
S.A

Polfarmex S.A

9 Jozefow Street, 99-
300 Kutno, Poland

14
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