
BO Y TE 	 CONG HOA Xj% HQI CHU NGHIA VIVI-  NAM 
CUC  QUAN Li7  DUVC 	 Deg  14- Tun  do - 11#nh phtic  

S6;(6944f/QLD-CL 	 Ha Nod, 	axing gun4in 2018 
V lv thu6c china dugc chat Valsartan 	

A,l'e9 

/.7 &I-P 	Kinh giri: 	 4: (9/20 / 

z 	 - So Y to cac tinh, thanh phocitirb thuoc Trung trung; , 

A 	 - Cac co soy san xuat, nhap khau,1:;hthipttots.sir dung thuoc. 

Can dr thong bao ctia Ca quan quan lY dugc ThAm Chau Au (EMA), Ca 
quan quart lY dugc My, Ca quan quan lY dugc Dai Loan va mot so co quan quan 

c?../9/ ,/491T dugc khac tren the giOi ve viec thu hoi,cac thutc chira Valsartan dugc san 
xuat tir nguyen lieu Valsartan chira tap chat N-nitrosodimethylamine (NDMA) 
cua cac nha san xuat nguyen lieu: 

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

a' aeo° 
	- Zheijang Tianyu Pharmaceutical Co. Ltd; 

- Hetero Labs Ltd. 

Nha' m dam bao an toan cho ngired sir dung, dung 	cung cap thong tin 
ve thuoc chira Valsartan tiep tyc dugc sir dicing trorg pheng b'enh, chira benh, 
Cvc Quan lY Dirgc coy  kin nhu sau: 

1. Thong bao thu hoi, ngt;rng san xuat, ngimg nh'ap Ichau nguyen lieu va 
cac thu6c co chira valsartan dugc san xuat tir nguyen lieu valsartan do cac cong 
ty Zhuhai Rundu Pharmaceutical Co, Ltd; Zheijang Tianyu Pharmaceutical Co. 
Ltd; Hetero Labs Ltd san xuat. Danh sach cac thuoc cp the nhu sau: 

- Valsartan 160, SDK: VD-29714-18, COng ty CPDP Um Long 

- Cobidan 80, SDK: VD-22086-15, Cong ty co Phan BV Phatina. 

- Meyervasid M, SDK: VD-30052-18, Cong ty Lien doanh Meyer - BPC 

- Mayervas 160, SDK: VD-26480-17, Cong ty Lien doanh Meyer - BPC 

- Mayervas 80, SDK: VD-26481-17, COng ty Lien doanh Meyer - BPC 

Mayervasid, SDK: VD-26482-17, COng ty Lien doanh Meyer - BPC 

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

- Valthotan Film Coated Tablets 160mg "Standard", SDK:VN-17592-13, 
Standard Chem & Phami Co., Ltd. 

2. Thong bao cap nhat cac danh sach ve thu6c chira Valsartan da dugc 
cong bo tai Cong van so 14487/QLD-CL ngay 26/7/2018: 

a) Danh mvc 1: Danh sach cac thuoc chira Valsartan bi dinh chi ltru hanh, 
thu h(M. 
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b) Danh muc 2: Danh sach cac thuOc chira Valsartan bi tam dirng nhap 
khau, luu. hanh, sir dung. 

c) Danh muc 3: Danh sach cac thuOc chira Valsartan. tip tvc dugc luu 
hanh, sir dung trong hoat dOng phong benh, chtla benh. 

3. Co so clang ky, san xuat, nhap khau cac thu0c có ten trong Danh muc 1: 
Danh sach cac thuOc chVa Valsartan bi dinh chi km hanh, thu hOi neu ten phai: 

a) Khan truang phoi hop vai cac co so dimg ten clang ky thuOc, co so 
phan phOi thuoc to chirc thu hoi, tiep nhan thu hoi toan b0 so thuCic do co so san 
xuat, nhap khau dugc tra ve tir cac co so ban buon, ban le, co so sir dung. 

b) Bac) cao ket qua thu hOi, bao cao danh gia hieu qua thu hOi thuOc truov 
ngay 30/9/2018, kern theo ho so thu hoi theo quy dinh tai Thong to so 
11/2018/TT-BYT n.gay 04/5/2018 dm BO Y to quy dinh ve chat luting thu0c, 
nguyen lieu lam thuoc. 

c) Yeu cau cac co so nOp h0 so clang ky thay dui nha san xuat nguyen lieu 
dugc chat valsartan theo qui dinh tai Phu luc II Thong to so 44/2014/TT-BYT. 
HO so &roc chat cfra nha san xuat dugc chat meti phai the hien dugc chat khong 
co tap chat N-nitrosodimethylamine (NDMA). 

d) Co se( clang ky phai phOi hop \Rad nha san xuat va cac don vi nhap khau 
thuoc (doi \Jai thuoc nhap khau) ngirng san xuat/ nhap khau cac thuOc nay \Tao 
Viet Nam cho den khi ho so clang 1c3',  thay dOi nha san xuat dugc chat dm cac 
thuoc nay dugc Cvc Quan 1y Dugc phe duyet. Cac co so chi &roc phep san xuat, 
nhap khau dua ra luu hanh cac thuoc chira valsartan sau khi da hoan thanh viec 
thu hOi, danh gia hieu qua thu hoi cac thuOc thu'Oc Danh muc 1 va dugc Cvc 
Quail ly Dugc dong 3"/ bang van ban. 

4. De nghi So Y to cac tinh, thanh ph0 trvc thu'Oc Trung uong: 

a) Thong bao tren Trang Thong tin dien tir cim So Y to cong van va cac 
danh muc dinh kern cong van nay. 

b) Giam ,sat cac co so san xuat, nhap khau, kinh doanh va sir dung thvc 
hien viec thu hoi, tam ngirng luu hanh sir dung d0i voi cac thuoc tai Danh muc 1 
va Danh mix 2 dinh kern cong van nay. Xir 17 va xir phat nghiem doi \Teri cac 
truang hop vi pharn. 

Cvc Quan ly Dirge thong bao de cac don vi biet va thvc hien]. 

NJ 

Noi nhipz: 
- Nhtr tren; 

Cue truth-1g Vu Tuan Ctreng (de bao cao); 
Thanh tra BO Y to (de phoi hop); 
Cpc Quail ly kharn china benh (de phoi im); 
VKN thu6c TW, VKN thu6c Tp. HCM; 
Cyc Quan Y - BO Quec plus:mg; Ctic Y to - BO Cong An; 
Cue Y to GTVT - BO GTVT; 
IOng Ctic Hai quan - BO Tai chinh ; 
Cac pheng trong Cue, Tap chi .Dirgc MP; website Cue; 
Lull: VT, CL. 



DANH MUC 1: DANH SACH CAC THUOC CHGA VALSARTAN BI D1NH CHI 	HANH, THU HO1 

Dinh kern Cong van s6 169 if /QLD-CL ngdy 3A / 8 /2018 

1. Danh muc cac thutic thanh phim trong nuoc dugc san xuat tir nguyen lieu Valsartan co chua tap chit N-
nitrosodimethylamine (NDMA): 

STT Ten thu4c Float chit S4 DK Nha san xuat 

1 Pegianin 
Valsartan 160 mg 
Hydroclorothiazid 25 mg 

VD-27012-17 
Cong ty co phan dugc 
pham Phuong Dong 

2 
Cardipino 80/12,5 

Valsartan 80mg 
Hydroclorothiazid 12,5mg 

VD-28328-17 Cong ty co phan SPM 

3 
Rusartin Valsartan 80mg VD-11322-10 

Cong ty Roussel Vi't 
Nam 

4 Divales Valsartan 160mg VD-21500-14 Cong ty TNHH dugc 
phamShinpoong 

Daewoo 
5 Divales Valsartan 80mg VD-21501-14 

6 Valsgim 160 Valsartan 160mg VD-23494-15 
Chi nhanh tong ty c6 

phan dugc pham 
Agimexpharm- Nha may

san xuat  dugc pham 
Agimexpharm 

7 
Valsgim-H 80 

Valsartan 80mg 
Hydroclorothiazid 12,5mg 

VD-23496-15 

8 Valsgim 80 Valsartan 80mg VD-23495-15 

9 
Valsgim-H160/12.5 

Valsartan 160 mg 
Hydroclorothiazid 12,5 mg 

VD-25129-16 

10 Doraval 80 mg Valsartan 80mg VD-25424-16 
Cong ty co phan 

xuat nhap khau y to 
Domesco 

11 Doraval plus 
160mg/25mg 

Valsartan 160 mg 
Hydroclorothiazid 25 mg 

VD-26463-17 

12 Doraval plus 
80mg/12,5mg 

Valsartan 80mg 
Hydroclorothiazid 12,5mg 

VD-26464-17 
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13 Halotan 160 Valsartan 160rng VD-20785-14 

COng ty c6 ph'an dugc 
pham OPV 

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 

19 Vasartim 40 Valsartan 40mg VD-20461-14 

20 Vasartim 80 Valsartan 80mg VD-20802-14 

21 Vasartim Plus 160:25 
Valsartan 160 mg 
Hydroclorothiazid 25 mg 

VD-12907-10 

22 Ocedio 80/12,5 
Valsartan 80mg 
Hydroclorothiazid 12,5mg 

VD-29339-18 
Cong ty c6 phan' Ma 

dugc Viet Nam 
23 Pyvasart 160 Valsartan 160mg VD-23853-15 

Cong ty c6 plan 
Pymepharco 

24 Pyvasart 40 Valsartan 40mg VD-23854-15 

25 Pyvasart 80 Valsartan 80mg VD-23222-15 

26 Pyvasart HCT 
80/12.5 

Valsartan 80mg 
Hydroclorothiazid 12,5mg 

VD-27316-17 

27 Tolzartan Plus 
Valsartan 160 mg _Cons 
Hydroclorothiazid 12,5 mg 

VD-2709817 
ty co phan dugc 

pham Trung uong 2 

28 Valsartan 80 Valsartan 80mg VD-27843-17 Cong ty c6 phAn dugc 
pham Um Long 29 Valsartan 160 Valsartan 160 mg VD-29714-18 

30 Valsartan STADA 
160 mg 

Valsartan 160mg VD-25030-16 
Chi nhanh COng ty 

TNHH lien doanh Stada 
Viet Nam 

31 Valsartan STADA 
80 mg 

Valsartan 80mg VD-14016-11 

32 Valsartan Stada 
40 mg 

Valsartan 40mg VD-26570-17 
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33 Valsartan Stada 
80 mg Valsartan 80mg VD-26571-17 

34 Cobidan 80 Valsartan 80 mg VD-22086-15 
Cong ty co phAn BV 
Pharma 

35 Meyervasid M Valsartan 160 mg ,,,, 
Hydroclorothiazid 12,5 mg 

VD-30052-18 

Cong ty Lien doanh 
Meyer - BPC 

36 Mayervas 160 
Valsartan 160 mg 

VD-26480-17 

37 Mayervas 80 Valsartan 80 mg 
VD-26481-17 

38 
Mayervasid 

Valsartan 80 mg 
Hydroclorothiazid 12,5 mg VD-26482-17 

39 Meyervasid F Valsartan 160 mg 
Hydroclorothiazid 25 mg 

VD-26483-17 
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2. Danh mnc cac thu6c thanh phAin nulk ngoai dune san xuat tin nguyen lieu Valsartan có china tap chAt N-
nitrosodimethylamine (NDMA): 

STT Ten thuiic 
ll 	

lulyng  
o4t chfit, ham 

So' clang ky
, Cong ty clang 

Nha san xuat Dia chi SX 

1 Valsacard Valsartan 160mg 

VN-17144-13 
trir so lo: 
010118; 
020118 

Polfarmex S.A Polfarmex S.A 
9 Jozefow Street, 99- 
300 Kutno, Poland 

2 Valsacard Valsartan 80mg 

VN-17145-13 
trir so lb: 
010118 
020118 
030118 
040118 
050118 
060118 
070118 
080118 

Polfatmex S.A Polfarmex S.A 9 Jozefow Street, 99- 
300 Kutno, Poland 

3 
Valbelis 

160/25mg 

Valsartan 160mg 
ydrochlorothiaz 

. H 
ide 25mg 

VN-17296-13 
Cong ty co' pha'n 

DP Phano 
Laboratorios 
Lesvi, S.L. 

Avda. Barcelona, 69 
08970 Sant Joan 

Despi (Barcelona), 
Spain 

4 
Valbelis 

80/12.5mg 

Valsartan 80mg; 
Hydrochlorothia7 
ide 12,5mg 

 	VN-17297-13 
Cong ty co phA.'n 

DP Pha no 
Laboratorios 
Lesvi, S.L. 

Avda. Barcelona, 69 
08970 Sant Joan 

Despi (Barcelona), 
Spain 

5 Valzaar H 
Valsartan 80mg; 
Hydrochlorothiaz 
ide 12,5mg 

VN  -17796-14 Torrent 
Pharmaceuticals 

Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-3 82721, Dist. 
Mehsana, Gujarat, 

India 

4. 



6 Tantordio 
40 Valsartan 40mg VN-18475-14 

Torrent 
Pharmaceuticals 

Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-382721, Dist. 
Mehsana, India 

7 Sectum Valsartan 80mg VN-18756-15 
Efroze Chemical 
Industries (Pvt) 

Ltd. 

Efroze Chemical 
Industries (Pvt) 

Ltd. 

146/23 Korangi 
Industrial Area, 

Karachi, Pakistan 

8 
Vasblock 

80mg Valsartan 80mg VN-19240-15 
Medochemie 

Ltd. 
Medochemie 

Ltd. 

1-10 
Constantinoupoleos 

Street, 3011 Limassol, 
Cyprus 

9 
Tantordio 

80 
Valsartan 80mg VN-19366-15 

Torrent Exports 
Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-3 82721, Tal: 
Kadi, City: Indrad, 

Dist: Mehsana, India 

10 Vasblock 
160mg Valsartan 160mg VN-19494-15 Medochemie 

Ltd. 
Medochemie 

Ltd. 

1-10 
Constantinoupoleos 

Street, 3011 Limassol, 
Cyprus 

H 
Tantordio 

160 
Valsartan 160mg VN-19539-15 

Torrent 
Pharmaceuticals 

Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-382721, Tal: 
Kadi, City: Indrad, 

Dist: Mehsana, India 

12 Corosan Valsartan 80mg VN-19595-16 
Cong ty TNHH 
DP V* phap 

Balkanpharma -
Str., 

Dupnitsa AD 

3, Samokovsko shosse 
Dupnitsa 2600, 
Bulgaria 

13 Valdesar 
Plus 

Valsartan 160mg 
Hydrochlorothiaz 
id 25mg 

VN-20724-17 Cong ty TNHH 
Dc Tam Dan 

Balkanpharma - 
Dupnitsa AD 

3 Samokovsko shosse , 
 Str., Dupnitsa 2600, 

Bulgaria 



14 
Valdesar 

Plus 

Valsartan 80mg; 
Hydrochlorothiaz 
id 12,5mg 

VN-20725-17 
Cong ty TNHH 
Ducfc Tam Dan 

Balkanpharrna - 
Dupnitsa AD 

3, Samokovsko shosse 
Str., Dupnitsa 2600, 

Bulgaria 

15 

Valthotan 
Film 

Coated 
Tablets 
160 mg 

"Standard" 

Valsartan 160mg VN-17592-13 
Standard Chem 
& Pharm Co., 

Ltd. 

Standard Chem 
& Pharm Co., 
Ltd., 2nd Plant 

No. 154 Kai-Yuan 
Road, Hsin-Ying, 
Tainan, Taiwan 



DANH MK 2: DANH SACH CAC THUOC CHTIA VALSARTAN 131 TAM NGUNG NHAP KHAU, 

LUt HANH, SU.  DUNG 

Dinh kern Cong van se') )6949 /QLD-CL r_gdy 	g /2018 

STT Ten thaw o• 	II 4t chat + Ham 
lircmg SO DK Cong ty clang kj Nha sari xuat Dia chi SX 

1 Valzaar H 
Valsartan; 

Hydrochiorothiazide 
80mg/12,5mg 

VN-6346-08 
Torrent 

Pharmaceuticals 
Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-382721, 
Dist. Mehsana,India 

2 Valzaar-40 Valsartan 40mg VN-7399-08
Pharmaceuticals 

Torrent 

Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-382721, 
Dist. Mehsana, 

India 

3 Valzaar-80 Valsartan 80mg 
VN-7400-08 Torrent 

Pharmaceuticals 
Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-382721, 
Dist. Mehsana, 

India 

4 Varsarley Valsartan 80mg VN-7685-09 

Germany 
Pharmaceutical 

Laboratory 
(macao) Limited 

Germany 
Pharmaceutical 

Laboratory 
(macao) Limited 

Parque Industrial Da 
Concordia, Lote 

Dlb, Macau 

5 Valzaar- 
160 Valsartan 160mg VN-8944-09 

Torrent 
Pharmaceuticals 

Ltd. 

Torrent 
Pharmaceuticals 

Ltd. 

Indrad-382721, 
Dist. Mehsana, 

India 

6 Cardival Valsartan 80mg VN-5275-10 Cong ty TNHH 
TM va DP Ha An 

Drug 
International 

Limited 

252, Tongi 
Industrial Area, 
Tongi, Gazipur, 

Bangladesh 

404-10, Nojang-Ri, 
Jeondong-Myeon, 

Yeongi-kun, 
Chungnam, Korea 

7 Dizantan Valsartan 80mg VN-11140-10 Korea United 
Pharm. Inc. 

Korea United 
Pharm. Inc. 

1  



8 Veesar 80 Valsartan 80mg VN-12936-11 Cong ty co tilia'n 
HuSmh Tan 

Vintanova 
Pharrna Pvt Ltd 

IV/292 B, 
Velakkode, 

Mundur, Thrissur- 
680 541, Kerala, 

India 

9 
V-Sartan 

160 
Valsartan 160mg VN-14443-12 

Amtec Healthcare 
Pv , Ltd. t. 

Atoz 
Pharmaceuticals 

Pvt. Ltd. 

No. 12 Balaji Nagar 
Ambattur, Chennai - 

600 053, India 

10 
V-Sartan 

80 
Valsartan 80mg 'VN-14444-12 

Amtec Healthcare 
Pvt. Ltd. ,  

Atoz 
Pharmaceuticals 

Pvt. Ltd. 

No. 12 Balaji Nagar 
Ambattur, Chennai - 

600 053, India 

11 
Sagasartan- 

V 160 
Valsartan 160mg VN-14141-11 

Cong ty TNHH 
- 	,: TM-DP Quoc to 

Thien Dan 

Baroque 
Pharmaceuticals 

Pvt. Ltd 

192/2 Sokhada-
388620, Taluka-
Khambhat, Dist: 
Anand (Gujarat), 

India 
12 Valsar H 

80 
Valsartan 80mg VN-18789-15 Hetero Labs 

Limited 
Hetero Labs 

Limited 
Unit-V, Sy. No. 

410, 411, 
APIICSEZ, 

Polepally Village, 
Jadcherla Mandal 
Mahaboognagar 

Dict-509301, India 
13 Valsar-H Valsartan 80mg VN-13163-11 Hetero Drugs Ltd. Hetero Drugs 

Ltd. 
22-110, I.D.A 

Jeedimetla, 
Hyderabad - 

500055, India 



DANH MIX 3: DANH SACH CAC THUOC CHUG VALSARTAN TIEP TUC DU'OC LIAJ HANH, SU DUNG 

TRONG HOAT BONG PHONG InNH, CHITA BVNH 

Dinh kern Cong van s6 	/QLD-CL ngay jl / 9 /2018 

1. Danh muc cac thmic trong nithc kW:Mg 	dung nguyen lieu Valsartan co chira tap chAt N- 
nitrosodimethylamine (NDMA) dtrcrc tiep ttic san xuAt, ni4p khAu, Iwu hanh va sir citing: 

STT Ten thaw Hoat chat SO DK Nha san xuat 

1 Valsita Valsartan 80mg VD-16769-12 ,  
Cong ty Co phan BV 

Pharma 2 Valsita Valsartan 80 mg VD-28770-18 

Euvaltan Plus Valsartan 80mg; Hydroclorothiazid 
12,5mg VD-29643.48 

Cong ty c:6 phanDugc 
pham 3/2 Euvaltan plus Valsartan 80mg, Hydroclorothiazid 

12,5mg VD-14211-11 

Euvantal 40 Valsartan 40mg VD-15982-11 

6 Amfatim 160 Valsartan 160mg VD-14927-11 Cling ty co phan dugc 
pham Ampharco 

U.S.A 
7 Amfatim 80 Valsartan 80mg VD-14928-11 

8 Vasebos Valsartan 80mg VD-18261-13 
Cong ty Co phAn Dlige 

phAm Boston V* 
Nam 

Vasebos 160 Valsartan 160mg VD-19328-13 

10 
Vasebos plus Valsartan 160mg; 

Hydroclorothiazid 25mg VD-20184-13 



I 1 

Tabarex Valsartan 8emg 

SDK di: 
VD-13166-10 

SDK mai: 
VD-30351-18 Cong ty c6 phan duac 

pham Dal Vi Phil 12 
Dembele 

Valsartan 8Cmg; Hydroclorothiazid 
12,5mg VD-21051-14 

13 
Dembele-HCTZ 

Valsartan : 60mg; 
Hydroclorothiazid 25mg VD-29716-18 

14 Gliovan-H80 Valsartan 8C mg VD-21272-14 

Cong ty c6 phan' 	dugc 
pham Glomed 

15 Gliovan-H 160 Valsartan 160 mg VD-21271-14 

16 Gliovan-Hctz 160/25 
Valsartan 160 mg; 
Hydroclorotniazid 25 mg 

VD-22133-15 

17 Gliovan-Hctz 80/12.5 
Valsartan 80 mg; 
Hydroclorothia7id 12,5 mg 

VD-22457-15 

18 
Gliovan-Hctz 160/12.5 

Valsartan 160 mg; 
Hydroclorothiazid 12,5 mg 

VD-22456-15 

19 Valsartan 80 mg Valsartan 80 mg VD-27909-17 Cong ty co phan dugc 
pham Imexpharm 

Cong ty c8 phan clucic 
pham Minh Dan 

20 
Midatoren 160/12,5 

Valsartan 160 mg; 
Hydroclorothiazid 12,5 mg 

VD-26191-17 

21 SaVi Valsartan 80 Valsartan 80 mg VD-22513-15 

Cong ty c6 phan duvc 
pham SaVi 

22 SaVi Valsartan Plus 
HCT 80/12.5 

Valsartan 80mg; 
Hydroclorothiazid 12,5mg VD-23010-15 

23 SaVi Valsartan 160 Valsartan 160mg VD-25269-16 

24 SaVi Valsartan HCT 
160/25 

Valsartan 160mg; 
Hydroclorothiazid 25mg VD-27051-17 



25 SaVi Valsartan 160 Valsartan 160mg VD-13498-10 
_ 

26 Hapresval 160 Valsartan 160mg VD-27510-17 

Cong ty TNHH Hasan-
Dermapharm 

27 Hapresval 80 Valsartan 80mg VD-27511-17 

28 
Hapresval plus 160/25 Valsartan 160mg; 

Hydroclorothiazid 25mg 
VD-28545-17 

29 
Hapresval plus 80/12,5 Valsartan 80mg; Hydroclorothiazid 

12,5mg VD-28546-17 

30 }Iyval Valsartan 80 mg VD-23418-15 Cong ty TNHH United 
International Pharma 31 Hyval Valsartan 160 mg VD-23417-15 

32 Doraval 160mg Valsartan 160mg VD-18490-13 
So 18: 0021017 
HD: 10/10/2020 

Cling ty CP XNK Y to 
Domesco 
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2. Danh muc cac thu4c ntrov ngoai khong sti• dung nguyen lieu Valsartan có chita tap chat N-
nitrosodimethylamine (NDMA) dirge tiep tttc san xuat, nhap khau, hru hanh va su dung: 

S
T
T • Ten thaw luvn 

Hoat chat + Ham 
g 

So DK 
Cong ty 
gang 14  

Nha san xuat Dia chi SX 

1 
Exforge 

10/160mg 

Amlodipin besylate 
10mg, Valsartan 

160mg 
VN-5690-08 

Novartis 
AG. 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

2 
Exforge 
5/160mg 

Amlodipine besylate 
5mg, Valsartan 160mg 

VI\1-5691 -08 
Novartis 

AG. 

Novartis 
Pharma Stein 

AG 

Schafthauserstrasse 
CH-4332 Stein, 

Switzerland 

3 
Exforge 5/80 

mg 
Amlodipin besylate 

5mg, Valsartan 80mg 
VN-5692-08 

Novartis 
AG. 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

4 Diovan 160 Valsartan - 160mg VN-7768-09 
Novartis 

AG. S 

Novartis 
Farmaceutica 

.. A 

Ronda de Santa 
Maria 158 08210 

Barbera del Valles, 
Barcelona, Spain 

5 Diovan 40 Valsartan - 40mg VN-7769-09 
Novartis 

AG. S 
 

Novartis 
Farmaceutica 

.  S.A. 

Ronda de Santa 
Maria 158 08210 

Barbera. del Valles, 
Barcelona, Spain 
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6 Diovan 80 Valsartan - 80mg/ vien VN-7770-09 
Novartis 

AG. 

Novartis 
Fann 

S.A. 

Ronda de Santa 
Maria 158 08210

aceutica Barbera del Valles, 
Barcelona, Spain 

7 Co-diovan 
Valsartan; 

Hydrochlorothiazide - 
160mg/25mg 

VN-8856-09 
Novartis 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

8 Co-Diovan 
Valsartan; 

Hydrochlorothiazide - 
80mg;12,5mg 

VN-9324-09 
Novartis 

AG 

Novartis - 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

9 Co-Diovan 
160/25 

Valsartan 160mg, 
Hydrochlorothiaz

g 	
ide 

2 5m 
VN-9768-10 

Novartis 
AG 

Novartis Farma 
S.p.A. 

Via Provinciale 
Schito, 131, Torre 
Annunziata (NA), 

Italy 

10 
Co-diovan 

80/12.5 

Valsartan 80mg; 
Hydrochlorothiazide 

12,5mg 
VN-9769-10 

Novartis 
AG 

Novartis Farma 
S.p.A. 

Via Provinciale 
 Schito, 131, Tone 

Annunziata (NA), 
Italy 

11 
Valsarfast 

160 Valsartan 160mg VN-12019-11 

S.I.A. 
(Tenamyd 
Canada) 

Inc. 

KRKA, D.D., 
Novo mesto, 

Slovenia 

Smarjeska Cesta 6, 8 
501 Novo Mesto, 

Slovenia 

12 Valsarfast 80 Valsartan 80mg VN-12020-11 

S.I.A. 
(Tenamyd 
Canada) 

Inc. 

KRKA, D.D., 
Novo mesto, 

Slovenia 

Smarjeska Cesta 6, 8 
501 Novo Mesto, 

Slovenia 

5 



13 
Carwin HCT 
160+25mg 

Valsartan 160mg; 
Hydrochlorothiazide 

25mg 
VN-15598-12 

Ranbaxy 
Laboratorie 

s Ltd. 

Ranbaxy 
Laboratories 

Ltd. 

Paonta Sahib District 
Sinnour, Himachal 
Pradesh 173 025, 

India 

14 
Carwin HCT 
80+12.5mg 

Valsartan 80mg; 
Hydrochlorothiazide 

12,5mg 
VN-15599-12 

Ranbaxy 
Laboratorie 

s Ltd. 

Ranbaxy 
Laboratories 

Ltd. 

Paonta Sahib District 
Sirmour, Himachal 
Pradesh 173 025, 

India 

15 

Exforge 
HCT 

lOmg/160m 
g/12.5mg 

Amlodipine besylate 
10mg, Valsartan 

160mghi
azide  

, 
Hydrochlorot 	 

12,5mg 

VN1-756-12 

AG 
 

Novartis 
Pharma 
Services 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

16 

Exforge 
HCT 

10mg/160m 
g/25mg 

Amlodipine besylate 
10mg, Valsartan 

160mg, 
Hydrochlorothiazide 

25mg 

VN1-757-12 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

17 

Exforge 
HCT 

10mg/320m 
g/25mg 

Amlodipine besylate 
10mg, Valsartan 

320mg, 
Hydrochlorothiazide 

25mg 

VN1-758-12 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

18 

Exforge 
HCT 

5mg/160mg/ 
12.5mg 

Amlodipine besylate 
5mg, Valsartan 160mg, 

Hydrochlorothiazide 
12,5mg 

VN1-759-12 Services  

Novartis 
Pharma 

AG 

Novartis 
Pharma Stein 

AG 
CH-4332 Stein,  

Schaffhauserstrasse 

Switzerland 

6 



19 

Exforge 
HCT 

5mg/160mg/ 
25mg 

Amlodipine besylate 
5mg, Valsartan 160mg, 

Hydrochlorothia7ide 
25mg 

VN1-760-12 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

20 Exforge 

Amlodipine (dtrai clang 
Amlodipine besylate) 

10mg; Valsartan 
160mg 

VN-16342-13 

Novartis 
Pharma 
Services 

AG 

NovartisMaria
,158 

Farmaceutica 
S.A.  

Ronda de Santa 
08210,  

Barbera del Valles, 
Barcelona, Spain 

21 Exforge 
Amlodipine (duai clang 
Amlodipine besylate) 
5mg; Valsartan 160mg 

VN-16343-I3 

Novartis 
Pharma 
Services 

Novartis 

F
armaceutica 

S.A.
AG 

Ronda de Santa 
Maria 158 08210 

Barbera del Valles, 
Barcelona, Spain 

22 Exforge 
Amlodipine (cluoi clang 
Amlodipine besylate) 
5mg; Valsartan 80mg 

VN-16344-13 

Novaris 
Pharma 
Services 

AG 

Novartis 
Farmaceutica 

.. S A 

Ronda de Santa 
Maria 158 08210 

 
Barbera del Valles, 
Barcelona, Spain 

23 
Exforge 

10mg/320m 

g 

Amlodipine (dm% clang 
Amlodipine besylate) 

10mg; Valsartan 
320m! 

VN-16346-13 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse 
CH-4332 Stein, 

Switzerland 

24 Valazyd 160 Valsartan 160mg VN-16600-13 
Cadila 

Healthcare 
Ltd.Healthcare 

Cadila 
Ltd. 

Kundaim Industrial 
Estate, ponda, Goa- 

403 401, India 

7 



25 Valazyd 40 Valsartan 40mg VN-16966-13 
Cadila 

Healthcare 
Ltd. 

Cadila 
Healthcare Ltd. 

Kundaim Industrial 
Estate, ponda, Goa- 

403 401, India 

26 Valazyd 80 Valsartan 80mg VN-16967-13 
Cadila 

Healthcare 
Ltd. 

Cadila 
Healthcare Ltd. 

Kundaim Industrial 
Estate, ponda, Goa- 

403 401, India 

27 

Valpres 
80mg 

(CSXX: 

Pharma 
GmbH, Mc) 

Valsartan 80mg 
Salutas S 

VN-17449-13 Hexal AG. 
Novartis 

Farmaceutica 
.. A 

Ronda de Santa 
Maria 158 08210 

Barbera del Valles, 
Barcelona, Spain 

28 

Valpres 
160mg (Ca 

s& xuat 
xikmg: 
Salutas 
Pharma 

GmbH, d/c: 
Otto-von- 
Guericke- 
Allee 1, 
39179 

Barleben, 
Germany) 

Valsartan 160mg VN-17721-14 Hexal AG. 
Novartis 

Farmaceutica 
S.A. 

Ronda de Santa 
Maria 158, 08210 

Barbera del Valles, 
Barcelona, Spain 



29 Vastanlupi Valsartan 160mg VN-18012-14 
Lupin 

Limite 

Jubilant Life 
Sciences 
Limited 

Village Sikandarpur 
Bhainswal, Roorkee- 
Dehradoon Highway, 

Bhagwanpur, 
Roorkee, District 

Haridwar, 
Uttarakhand 247661, 

India 

30 

Exforge 
HCT 

10mg/160m 
g/12.5mg 

Amlodipine (du6i dang 
Amlodipine besylate) 

10mg; Valsartan 
160mg; 

Hydrochlorothiazide 
12.5mg 

VN-18037-14 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse, 
4332 Stein, 
Switzerland 

31 

Exforge 
HCT 

10mg/320m 
g/25mg 

Amlodipine (dtrai dang 
Amlodipine besylate) 

10mg; Valsartan 
320mg; 

Hydrochlorothiazide 
25mg 

VN-18038-14 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse, 
4332 Stein, 
Switzerland 

32 

Exforge 
HCT 

5mg/160mg/ 
12.5mg 

Amlodipine (duai clang 
Amlodipine besylate) 

5mg; Valsartan 160mg; 
Hydrochlorothiazide 

12,5mg 

VN-18039-14 

Novartis 
Pharma 
Services 

AG 

Novartis 
Pharma Stein 

AG 

Schaffhauserstrasse, 
4332 Stein, 
Switzerland 

33 Diovan 160 Valsartan 160mg VN-18398-14 

Novartis 
Pharma 
Services 

AG 

Novartis 
Farmaceutica 

S.A. 

Ronda de Santa 
Maria 158 08210 

Barbera del Valles, 
Barcelona, Spain 

9 



34 Diovan 80 Valsartan 80mg VN-18399-14 

Novartis 
Pharma 
Services 

AG 

Novartis 
Farmaceutica 

.. S A 

Ronda de Santa 
Maria 158 08210 

Barbera del Valles, 
Barcelona, Spain 

35 Vastanlupi Valsartan 80mg VN-18790-15 
Lupin 

Limited 

Jubilant Life 
Sciences 
Limited 

Village Sikandarpur 
Bhainswal, Roorkee- 
Dehradoon Highway, 

Bhagwanpur, 
Roorkee, District 

Haridwar, 
Uttarakhand 247661, 

India 

36 Disys Valsartan 80mg VN-19121-15 

COng ty 
TNHH 
TMDP 
Dong 

Phuong 

Healthcare 
Pharmaceuticals 

Ltd. 

Raj endrapur, 
Gazipur, Bangladesh 

37 
Co-Diovan 

160/25 

Valsartan 160mg; 
Hydrochlorothi

g
azide 

2 5m 
VN-19285-15 

Novartis 
Pharma 
Services 

AG 

Novartis Farma 
S.p.A. 

Via Provinciale 
Schito 131- Torre 
Annunziata (NA), 

Italy 

38 
Co-Diovan 

80/12,5 

Valsartan 80mg; 
Hydrochlorothiazide 

12,5mg 
VN-19286-15 

Novartis 
Pharma 
Services 

AG 

Novartis Farma 
S.p.A. 

Schito 131- Tone 
 

Via Provinciale 

Annunziata (NA), 
Italy 

10 	• 



39 

Exforge 
HCT 

10mg/160m 
g/12.5mg 

Amlodipin (dtz6i d4ng 
amlodipin besilate) 

10mg; Valsartan 
160mg; 

Hydrochlorothiazide 
12,5mg 

VN-19287-15 

Novartis 
Pharma 

AG 
Services  

Novartis 
Farmaceutica 

. S A. 

Ronda de Santa 
Maria

, del Valles, 
08210 

Barbera 
Barcelona, Spain 

40 

Exforge 
HCT 

10mg/320m 
g/25mg 

Amlodipin (dtrai d?rig 
amlodipin besilate) 

10mg; Valsartan 
320mg; 

Hydrochlorothiazide 
25mg 

VN -19288-15 

Novartis 
Pharma 
Services 

AG 

Novartis 
Farmaceutica 

S. A. 

Ronda de Santa 
Maria 1-58 08210 

Barbera. del Valles, 
Barcelona, Spain 

41 

Exforge 
HCT 

5mg/160mg/ 
12.5mg 

Amlodipin (dual. dgig 
amlodipin besilate) 

5mg; Valsartan 160mg; 
Hydrochlorothiazide 

12,5mg 

VN-19289-15 

Novartis 
Pharma 
Services 

AG 

Novartis 

F
armaceutica 

S.A . 

Ronda de Santa 
Maria 158 08210 

Barbera del Valles, 
Barcelona, Spain 

42 
Valcickeck 

H 

Valsartan 80mg; 
Hydrochlorothiazid 

12,5mg 
VN-20011-16 

Lupin 
Limited 

Mepro 
Pharmaceuticals 
Pvt. Ltd- Unit II 

Q road, Phase IV, 
GIDC, 

Wadhwancity- 
363035, Dist. 

Surendranagar, 
Gujarat, India 

11 



43 
Valcickeck 

E12 Limited 

Valsartan 160mg; 

12,5mg 
tarmaceuticals 

Mepro 

Pvt. Ltd- Unit II 

Q road, Phase IV, 
GIDC,  

Wadhwanc4- 

363035, Dist. 
Surendranagar, 
Gujarat, India 

44 Cardival 80 Valsartan 80 mg VN-20739-17 

Cong ty 
TNHH TM 
DP Dong 
Phuong 

Drug  
International 

Limited 

252, Tonggi 
industrial area, 

Tonggi, Gazipur, 
Bangladesh 

45 Dizantan Valsartan 80mg VN-21042-18 

KOREA 
UNITED 
PHARM 

INC 

Korea United 
Pharm. Inc. 

25-23, 
Nojanggongdan-gil, 
Jeondong-myeon, 
Sejong-si, Korea 

46 

Uperio 
100mg (Ca 
so dongsoi 

\fa xuat 
xuong: 

Novartis 
Farma SpA; 
dia. chi: Via 
Provinciale 
Schito 131, 
80058 Torre 
Annunziata 
(NA), Italy) 

Sacubitril 48,6mg vL.  
Valsartan 51,4mg (du5•i 

d4ng muo- i phtr' c hcrp 
sacubitril valsartan 
natri 113,103mg) 

VN3-48-18 

Novartis 
Pharma 

rvic es 
SeAG 

Novartis 
Singapore 

Pharmaceutical 
Manufacturing 

Pte. Ltd 

lOTuas Bay Lane, 
637461 Singapore 

12 



47 

Uperio 
200mg (Ca 
so dongsoi 

va xuat 
xuang: 

Novartis 
Farma SpA; 
dia. chi: Via 
Provinciale 
Schito 131, 

80058 Torre 

Sacubitril 97,2mg va 
Valsartan 102,8mg 

(duai ding muoi pink 
hop sacubitril valsartan 

natri 226,206mg); 

VN3-49-18 

Novartis 
Pharma 
Servic es 

AG 

Novartis 
Singapore 

Pharmaceutical 
Manufacturing 

Pte. Ltd 

10Tuas Bay Lane, 
637461 Singapore 

Annunziata 
(NA), Italy) 

48 

Uperio 50mg 
(CSDGXX: 

Novartis 
Farma SpA; 
dia chi: Via 
Provinciale 
Schito 131, 
80058 Torre 
Annunziata 
(NA), Italy) 

Sacubitril 24,3mg va 
Valsartan 25,7mg (duoi 

ding mail 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 

49 
Angiotan H - 

Tablets 

Valsartan 160mg ; 
Hydrochlorothiazid 

25mg 
VN-20161-16 

Efroze 
Chemical 
Industries 
(Pvt) Ltd. 

Efroze 
Chemical 

Industries (Pvt) 
Ltd. 

146/23 Korangi 
Industrial Area, 

Karachi, Pakistan 

13 



50 

Valsacard Valsartan 160mg VN-17144-13 

S6 16: 

010118 

020118 

Polfarmex 
S.A 

--r 

Polfarmex S.A 9Jozefow Street, 99- 
300 Kutno, Poland 

VN-17145-13 
So 10: 
010118 
020118 

51  Valsacard Valsartan 80mg 
030118 
040118 

Polfarmex 
S.A 

Polfarmex S.A 9 Jozefow Street, 99- 
300 Kutno, Poland 

050118 
060118 
070118 
080118 

14 
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