
UBND TINH BINH PHVOC
SOYTE

S6:;1st!J/S\7-NVD .
V/v xu Iy thuck chua dugc chilt Valsartan

CONG HOA XA HOI CHU NGHiA YIET NAM. . .
D{lc I~p - T\" do - Hl;lnh phuc

Binh Phu6c, ngay l:tthang 8 narn 2018

Kinh gui: - UBND cac huy~n, thi xii;
- Cac ca sa kham chua b~nh;
- Cac ca sa kinh doanh duQ'ctren dia ban tinh;

Ti~p theo Cong vim 13125/QLD-CL thong bao thu h6i cac thu6c chua Yalsartan;
Cong van s6 13441/QLD-CL ngay 13/7/2018 xu ly thu6c chua duQ'c ch<1tYalsartan;
ngay 26/7/2018 Cvc Qm'm Iy DuQ'c - BQ Y t~ co cong van 14487/QLD-CL v~ vi~c XlI'

Iy thu6c chua duQ'c ch<1tYalsartan (Co van ban tJinh kern), Sa Y t~ tinh Blnh Phuac
thong bao:

1. Cae danh sach duQ'c t6ng hQ'P, di~u chinh va b6 sung c~p nh~t v~ thu6c chua
Yalsartan dii duQ'c cong b6 t\ii cac Cong van s6 13125/QLD-CL va s6 13441/QLD-
CL neu tren nhu sau:

a) Danh mvc 1: Danh sach cac thu6c chua Yalsartan bi dinh chi luu hanh, thu h6i:
t6ng hQ'pcac danh sach thu6c dlnh chi luu hanh va thu h6i duQ'c cong b6 t\ii cac Cong
van s6 13125/QLD-CL va s6 1344l/QLD-CL.

b) Danh m\lC 2: Danh sach cac thu6c chua Yalsartan bi t\im dung nh~p khAu, luu
hanh su dVng: rut ra kh6i danh sach cac thu6c t\im ngung nh~p khAu, luu hanh, su
dVng duQ'c cong b6 t\ii cong van s6 13441/QLD-CL d6i vai thu6c Asectores 200mg
cua Cong ty Genome Pharmaceutical (Pvt). Ltd - Pakistan va thu6c Angiotan H-
Tablets cua Cong ty Efroze Chemical Industries (Pvt) Ltd - Pakistan.

c) Danh mvc 3: Danh sach cac thu6c ch(l'a Yalsartan ti~p t\lC duQ'c luu hanh, su
d\lng trong hO\it dQng phong b~nh, chua b~nh: di~u chinh, b6 sung danh sach cac thu6c
ti~p Wc san xu<1t, nh~p khAu, luu himh va su dVng duQ'c cong b6 t\ii cong van
s6 13441/QLD-CL , C\l the b6 sung mQt s6 thu6c, 10 thu6c ti~p t\lC duQ'c luu Mnh, su
d\lng: thu6c Dorava1160 mg cua Cong ty CP XNK Y t~ Domesco, thu6c Yalsartan eua
Cong ty CPDP Cuu Long, thu6c Angiotan H Tablets cua Cong ty Efroze Chemical
Industrie (Pvt) Ltd. va m<)ts610 thu6c Yalsacard cua Cong ty Polfamex SA

2. Sa Y t~ yeu cAu cac dan vi khAn truang thu h6i cac san phAm bi dinh chi (n~u
co su dVng kinh doanh) tra l\ii nai cung ung, bao cao k~t qua th\Ic hi~n v~ Sa Y t~.

3. Thanh tra Sa Y t~ va phong Nghi~p VIJ DuQ'c chiu trach nhi~m kiem tra, giam sat
vi~c trien khai th\IC hi~n cua cae dan vi, ca sa kinh doanh va xu Iy vi ph\im theo quy
dinh hi~n hanh./.

Nui nll(in:
- Nhu tren;
- Oiam d6c; cae POD;
- Thanh Ira S6';
- Chi eve QL IT tlnh;
- Website SYT;
- Luu VT, NVD.
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~ ,/l1) qJC Q~~~~~ DUQC
/U~6: .Pt t{ 'if- /QLD-CL

~ v Iv xu ly thu6c chua dUQc chllt Valsartan

s6 Y TE TJNH SiNH p~ ui:
J - Sa Y t~ cae tinh, thiIili phB tT\J'ethuQc Trung ucmg;

DE"N SN6g~'y'.';~'/.~."••'j.J'.'••" C • • , •• 71 'l..t':l- - ac co sa san xuat, nh~p khau, phan phoi, su d\lng thuoe.

chuy&n <;:;¥.~.g~.Iy Dugc da co cae cong van:
Ll1uh6 : ..~~..U 25/QLD-CL ngay 10/7/2018 thong bao .thu h6i cae thu6c hua

a sa an uqc san xu~t tir nguyen li~u Valsartan do Cong ty Zhejiang H ahai
Pharmaceutical - Trung QuBc san xuk

_ SB 13441/QLD-CL ngay 13/7/2018 v6 vi~c xu Iy thuBc chUa duge eh~t
Valsartan

Can cu k6t qua ra soat bao cao Cllacae co sa dang ky thuBc, co sa san
nh~p khau thuBc nguyen li~u lam thu6e vS ngu6n gBe nguyen li~u Valsartan,
dam bao an toan cho nguai su d\lng, d6ng thOi cung dp thong tin vS thuBe
Valsartan tiep t\lC duqc su d\lng trong phong b~nh, chiia b~nh, C\lC Qwin Iy
co y ki~n nhu sau:

1. Cong bB cac danh saeh dUQ"ct6ng hQ"p,di6u chinh va b6 sung c~p
thu6c chUa Valsartan da dUQ"ceong b6 t{licac Cong van s6 13125/QLD-CL
13441/QLD-CL neu tren nhu sau:

a) Danh m\lC I: Danh sach cac thu6c chUa Valsartan bi dinh chi luu h'
h6i dinh kern Cong van nay: t6ng hQ"Pcae danh sach thu6c dinh chi luu hanh a thu
h6i duQ'Ccong bB t~ cac Cong van s6 13125/QLD-CL va s6 13441/QLD-CL.

b) Danh m\lc 2: Danh sach cac thu6c chua Valsartan bi t~m dUng nh~p hau,
luu hiIili su d\lng dinh kern Cong van nay: rut ra khoi danh sach cae thu6 t~
ngUng nh~p kh~u, luu hanh, su d\lng dUQ"Ccong b6 t{licong van s6 13441/QL -CL
dBi vai thu6c Asectores 200mg clla Cong ty Genome Pharmaceutical (Pvt). Ltd -
Pakistan va thu6C Angiotan H- Tablets clla Cong ty Efroze Chemical Ind stries
(Pvt) Ltd - Pakistan.

c) Danh m\lC 3: Danh sach cac thuBc chua Valsartan ti6p WCduQ'c luu iIili,
'sud\lllg trong ho~t dQng phOng b~nh, chUab~nh dinh kern Cong van nay: di6u hinh,
b6 sung danh saeh cae thu6c ti6p We san xuAt,nh~p kh~u, luu hanh va su d\ln duqe
eong b5 ~i eong van s6 13441/QLD-CL, C\lth~ b6 sung mot s6 thu6e, 10thu'e ti~p
t\lC dUQ"cluu hiIili, su d\lng: thu6c Doraval 160 mg clla Cong ty CP X Y t~
Domeseo, tbu6c Valsartan ella Cong ty CPDP Ciru Long, t~u6c Anpiotan H T blets
cua Cong ty Efroze Chemical Industrie (Pvt) Ltd. va mot so 10tbuoc Valsac d clla
Cong ty Polfamex S.A.
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Nu; nlt{1n:
- Nhu tren;
- Cve tru611g Vii Tudn Cu6'ng (de baD caD);
- Thanh Ira Bo Y te (di! phc3ihQIJ);
- C"c Quan Iy khllmehUa b~nh (dB phc3ihQIJ);
- VKN thu& TW, VKN thu& Tp. HCM;
- C"c Quan Y - Bo Quc3e phOng; Cve Y ti! - Bo Cong An;
- C"e Y ti! GTVT - Bo GTVT;
- T6ng Cve Hlii quart. Bo Tai ehinh ;
. Cac phOng trong evc, T~p chI DU\1eMP; website Cve;
- Luu: VT, CL. I

r ' ,
2. Co sa san xu~t, nh~p khfiu cac thu6c co ten trang Danh m\lc 1: Danh sach

cac thu6c chua Valsartan bi dinh chi lUllhanh, thu h6i neu tren pMi:
a) KbfuI tTIrang phdi hgp v6'i cac Ca sa dimg ten dang ky thudc, ca sa phan

ph6i thudc ta chuc thu h6i, ti~p nh~ thu h6i taan b(J s6 thudc da CC1 sa san xu~t,
nh(ip khfiu dugc tra v@tu cac ca sa ban buon, ban Ie, ca sa su dt,mg.

b) Baa cao k~t qua thu h6i truac ngay 31/7/2018, kern thea h6 so thu h6i thea
quy dinh tl).iThOng tu sd 1l/2018/IT-BYT ngay 04/5/2018 clla BQ Y tE quy djnh
vS chAt luqng thudc, nguyen li~u lam thudc,

I

3. Co so phan phdi, ban buon, ban Ie, su d\lng thudc
a) DUng rikay vi~c ban, su d\lng cac thudc co ten trang Danh rn\lc I va Danh

ml}c2 dinh kern Cong van nay.

b) Thu h6i va tra I?i thudc co ten trang Danh m\lc 1 cha co so cung dp, CC1
so san xuAt, ca so nh~p khfiu.

b) Ria cab SaY t~dia phuong, CC1 quan quan If v@cac truemg hgp co sa cung
dp, co sa san xu~t, nh~p khdu khong tiEp nh~ thudc bi thu h6i.,

c) Chi ti€p t\lCphan phdi, su d\lng cac thudc co ten trong Danh rnvc 3 dinh,
kern Cong van nay.

. I, ,
4. De nghj' Sa Y te cac tinh, thilnh pho trvc thuQc Trung uang:

a) Thong b'aa tren Trang ThOng tin di~n tu clla Sa Y t~ nQi dung clla cac eong
van sd I3124/QLD-CL, cong van va cac danh mvc dinh kern cong van nay;

b) Phdi h~ vOi cac phuang ti~n thong tin dl).ichUng 0 dia phuong tang cuemg
cong laC tuyen truySn, phB bi€n danh m\lc thudc co chua hOl).tch~t Valsartan bi thu
h6i, t?ffi nglIng lUll hanh, su dl}ng co ten trong cac danh sach dinh kern cong van
mly d~n cac ca so phan phdi, su dt,mgthudc va nguOi dan tren dja ban biEt de ngimg
su d\lng va tra I?i nai cung dp.

c) Ta chuc tiEp nh~ thong tin baa caa Cllacac ca so kinh doanh thudc, nguai
su d,mg v@vi~c khong th\l'c hien thu h6i. Tang cuemg cong tac kiem tra va giam sat
cac co so san xu~t, nh~p khdu, kinh doanh va su d\lng th\l"Chi~n vi~c thu h6i, tl).m
nglIng lUll hanh su d,mg ddi v6i cac thu6c dugc quy dinh !l).iDanh m\lc I va Danh
m\lC2 dinh kern cong van nay. Xli Iy va xu phl).tnghiem ddi vai cac truemg hgp vi
ph?ffi dugc pMt hi~n.

\. . .
evc Quan If Dugc thong baa de cae dan vj biet va th\l"Chien.!.
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DANHMl)C 1: DANH SACH cAc THU6c CHUA VALSARTAN SI DiNH cHi UfUHANH, THU HOI
Dinh kern Cong van s6 AlJ481 IQLD-CL ngay.!6 17- 12018

1. Danb m\1ccae thu6c thanh phAm trong mr6'c dlf(tc san XI1~ttir nguyen li~11Valsartan do Cong ty
Zheijang Huahai san xuat:

SIT Ten thu8c flo!]t chat S8DK Nh" ~a san xl1at

1 Pegianin
Valsartan 160 tug

VD-27QI2-17 Co~g ty c6 ph~n duqc
Hydroclorothiazid 25 mg phfun Phuong Dong

2
Cardipino 80/12,5

Valsartan 80mg
VD-28328-17 Cong ty c6 ph~n SPM

Hydroclorothiazid 12,5mg

3 Rusartin Valsartan 80mg VD-I1322-10 Cong ty Roussel Vi~t
Nam

4 Divales Valsartan 160tug VD-21500-14 Cong ty TNHH duqc

5 Divales Valsartan 80mg VD-21501-14
phfun Shinpoong

I. Daewoo

6 Valsgim 160 Valsartan 160mg VD-23494-15

7
Valsgim-H 80

Valsartan 80mg VD-23496-15
Chi ~anh c6ng ~ c6

Hydroclorothiazid 12,5mg phiin duqc pham

8 Valsgim 80 Valsartan 80mg VD-23495-15
Agimexpharm- Nha may
san xufit duqc ph~m

.. 9-
Valsgim-HI60/12.5

Nalsartan~160-mg--- ~ ~,-~ VD-25129-16. Agimexpharm
Hydroclorothiazid 12,5 mg

10 Doraval 80 mg Valsartan 80mg VD-2~424.16
Cong ty c6 ph~

11 Doraval plus Valsartan 160mg VD-26463-17 xufit nh~p kh~u y t~
160mg/25mg Hydroclorothiazid 25 mg Domesco

12 Doravalplus Valsartan SOmg ,

80mgl12,5mg Hydroclorothiazid 12,.5mg
VD-26464-17

IT. Halotan 160 Valsartan 160mg VD-20785-14

14 Halotan 40 Valsartan 40mg VD-20786-14

iI ~ ,- .•. J
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15 Halotan SO Yillsa[tJln ~Omg - YD~2_078701'l
. - - . . . ,.~ -- - . - .. _. -16 Opevalsart 40 Valsartan 40mg VD-20792-14

Cong ty c6 phiin duqc17 Opevalsart SO Valsartan SOmg VD-24249-16 phiim OPV -
IS Vasartim 160 Valsartan 160mg VD-216S4-14
19 Vasartim 40

--
Valsartan 40mg VD-20461-14

20 Vasartim SO -

VD-20S02-14Valsartan SOmg
:-21:= - - - ~" - Valsmtan 160m""- - - - - ~-,-- -.. -,--_ .. -Vasartim Plus 160:25 '" VD-12907-10Hydroclorothiazid 25 mg
22 Ocedio S0/12,5 Valsartan SOmg

VD-29339-lS Cong ty co phiin H6a
Hydroclorothiazid 12,5mg duqc Vi~tNam

23 Pyvasart 160 Valsartan 160mg VD-23S53-15
24 Pyvasart 40 Valsartan 40mg VD-23S54-15 C6ng ty c6 phiin
25 Pyvasart SO Valsartan SOmg VD-23222-15 Pymepharco

26 Pyvasart HCT Valsartan SOmg
VD-27316-17S0/12.5 Hydroclorothiazid 12,5m!!

27 Tolzartan Plus Valsartan 160 mg
VD-2709S-17 Cong ty co philo duqc

Hydroclorothiazid 12,5 m!! phAmTrung uang 2
2S Valsartan SO Valsartan SOmg VD-27S43-17 Cong ty co phan duqc

phAmCuu Long
29 Valsartan STADA

Valsartan 160mg VD-25030-16 Cong ty TNHH lien160 mg
30 Valsartan STADA doanh Stada:-Vi~t Nam

SOmg Valsartan SOmg VD-14016-11

31 Valsartan Stada
Valsartan 40mg VD-26570- 17 Chi nhanh C6ng ty

40mg TNHH lien doanh Stada
32 Valsartan Stada

Valsartan SOmg VD-26571-17 Vi~tNam
SOmg .

\ ~-



DANH MT)C 2: DANH SACH cAc' THUOC CHUA VALSARTAN Bf T~M NGUNG NIL;\P KIlAu,

LUlJ HANH, Sl]"DT)NG

Dinh kern Cong van s6)m r IQLD-CL ngay 1£ 1 f 12018

STT Ten thuBc Ho~t chAt+ SH)K Cong ty dang kY Nha san xuAt Din chi SXHam ItrO'n2

Valsartan; Torrent Torrent
Indrad-382721, Dist.I ValzaarH Hydrochlorothiaz VN-6346-08 Pharmaceuticals Pharmaceuticals

ide 80mgl12,5mg Ltd. Ltd. Mehsana, India

Torrent Torrent
Indrad-382721, Dist.2 Yalzaar-40 Yalsartan 40mg VN-7399-08 Pharmaceuticals Pharmaceuticals

Ltd. Ltd. Mehsana, India

Torrent Torrent
Indrad-38272I, Dist.3 Yalzaar-80 Yalsartan 80mg VN-7400-08 Pharmaceuticals Pharmaceuticals

Ltd. Ltd. Mehsana, India

Germany Germany
Parque Industrial DaPharmaceutical Pharmaceutical4 Yarsarley Yalsartan SOmg VN-7685-09

Laboratory Laboratory Concordia, Lote

(macao) Limited (macao) Limited Dlb, Macau

- ...

Torrent Torrent
Indrad-3S272I, Dist.5 Yalzaar-160 Yalsartan 160mg VN-8944-09 Pharmaceuticals Pharmaceuticals

Ltd. Ltd. Mehsana, India

Drug 252, Tongi

6 Cardival Yalsartan SOmg VN-5275-10 CongtyTNHH
Internaticinal fndustrial Area,

TMvaDP HaAn Limited Tongi, Gazipur,
Bangladesh.
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7 Dizantan Valsartan 80mg VN-11140-10 Korea United
Pharm. Inc.

Korea United
Pharm. Inc.

- 404-1 0, Nojang-Rl, -
Jeondong-Myeon,

Yeongi-kun,
Chungnam, Korea

-~.,

"--1-- ..-,--, I - I~
8 Veesar 80 Valsartan 80mg VN-12936-11

~. __..._~, ._._..._...._-e-'=---- -IV/292 B,--
Cong ty c&phful Vintanova Velakkode, Mundur,

Huynh Tiin Pharma Pvt Ltd Thrissur-680 541,
Kerala, India

I

9

10

V-Sartan
160

V-SaIian 80

Valsatian 160mg

Valsartan 80mg

VN-14443-12

VN-14444-12

Amtec Healthcare
Pvt., Ltd.

Amtec Healthcare
Pvt., Ltd.

Atoz
Pharmaceuticals

Pvt. Ltd.

Atoz
Pharmaceuticals

Pvt. Ltd.

No. 12 Balaji Nagar
Ambattur, Chennai -

600 053, India

No. 12 Balaji Nagar
Ambattur, Chennai -

600 053, India

II Sagasatian- I Valsatian 160mg I VN-14141-11
V 160

"

Cong ty TNIDI
TM-DP Qu&c t8

Thien Dan

Baroque
Pharmaceuticals

Pvt. Ltd

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

India
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2. Danh. ml}c cac thuac thanh phftm mrcYcngoai dlrgc san xu~t til' nguyen li~u Valsartan do Cang ty
Zheijang Huahai san xu~t:

STT Ten thuac Ho~t chat, ham Sa dang kY Cang ty dang Nha san xuAt Dia chi SXhro'n!!: kY
VN-17144-13

I Valsacard Valsartail 160mg trir s616: Polfarmex S.A Polfarmex S.A 9 Jozefow Street, 99-
010118; 300 Kutno, Poland
020118

VN-17l4S-13
tm s6 10:
010118
020118

2 Valsacard Valsartan 80mg
030118 Polfarmex S.A Polfarmex S.A 9 Jozefow Street, 99-
040118 300 Klimo, Poland
050118
060118
070118
080118

Valsartan 160mg Avda. Barcelona, 69
Valbelis COilgty cd ph~n Laboratorios 08970 Sant Joan

3 160/25mg
Hydrochlorothiaz VN-I7296-13

DP Phano Lesvi, S.L, Despi (Barcelona),ide 25mg
-~ ~ -~ .. _ . -- - --. Spain

Valsartan 80mg; Avda. Barcelona, 69
Valbelis Cong ty cd ph~ Laboratorios 08970 Sant JoanHydrochlorothiaz VN-17297-134 80/12.5mg 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

~

• •••
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Tantordio Torrent Torrent

Indrad-382721,Dist_6 YalsalianAOmg ... '_VN~18475-14. :Pharmaceuticals- •Pharm-aceuticals-. '. -40-' . .'11ehsana, IndiaLtd. Ltd.
Efroze Chemical Efroze Chemical 146/23 Korangi

7 Sectum Va1sartan 80mg VN-18756-15 Industries (Pyt) Industries (Pyt) Industrial Area,
Ltd. Ltd. Karachi, Pakistan

1-10
8 Vasblock

'yalsart~80111g _ YN..: 19240~15 11edochemie 11edochemie Constantinoupoleos
.,-=,SOmg. ---' Ltd.~ . ._- -- Ltd:-"'" ....... StfeeOOll Limass6C.,--.------

Cyprus

Tantordio Torrent Exports Torrent Indrad-3S272I, Tal:
9 Valsartan SOmg VN-19366-15 Pharmaceuticals Kadi, City: Indrad,SO Ltd.

Ltd. Dist: 11ehsana, India
1-10

10 Vasblock
Valsartan 160mg VN-19494-15 11edochemie 11edochemie Constantinoupoleos

160mg Ltd. Ltd. Street, 3011 Limasso I,
Cyprus

Tantordio Torrent Torrent Indrad-3S2721, Tal:
11

160 Valsartan 160mg VN-19539-15 Pharmaceuticals Pharmaceuticals Kadi, City: Indrad,
Ltd. Ltd. Dist: Mehsana, India

CongtyTNHH Balkanpharma - 3, Salilokoysko shosse
12 Corosan Valsartan SOmg VN-19595-16 Str., Dupnitsa 2600,DP Vi~tphap DupnitsaAD

Bulgaria

Valdesar Valsartan 160mg
CongtyTNHH Balkanpharma - 3, Samokoysko shosse

13 Hydrochlorothiaz VN-20724-17 Str., Dupnitsa 2600,Plus
id 25mg DuQ'cTam Dan DupnitsaAD

Bulgaria

Valdesar Valsartan SOmg;
C6ngtyTNHH Balkanpharma - 3, Samokoysko shosse

14 Hydrochlorothiaz VN-20725-17 Str., Dupnitsa 2600,Plus id 12,5mg DuQ'cTam Dan Dupnitsa AD
Bulgaria
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DANH MUC 3: DANH SACH cAc Tfw6c mirA VALSARTAN TlEP Tl)C atJ'Oc LUU HANH, stY DUNG. . .
TRONGHO~ T aONG PRONG B$NH. cHi)' A B$NH

DiOOkern Cong van s6 INt{~'fIQLD-CL ngayAt(; 1 :J 12018
1. Danhrnl,lC cac thuac trong n!fo'c khong sl'r d\,lng nguyen li~u Yalsartan do Cong ty Zheijang Huahai san

xu~t d!fQ'cti~p t\,lcsan xu~t, nh~p kh~u, IIru hilDh va sil dl,lng:

STT Ten thuac Ho~t ch~t SaDK Nha san xu~t

1 Valsita Valsartan SOrng VD-16769-12

2 Cobidan SO Valsartan SOrng VD-220S6-15 Cong ty C6 phk BV
PhaniJ.a

3 Valsita Valsartan 80 rng VD-2S770-18
"

4 Euvaltan Plus
Valsartan SOrng;Hydroclorothiazid VD-29643-1S
12,5mg

5 Euvaltan plus
Valsartan. sOmg, Hydroclorothiazid VD-14211-11

Cong ty c.6phk DuQ'c
12,5rng phfun 3/2

6 Euvantal40 Valsartan.4Omg VD-159S2-11

7 Amfatirn 160 Valsartan 160rng VD-14927-11 Cong,ty c6 phfrn duQ'c
- . phiirn Arnpharco~
S

-

Arnfatirn SO Yalsartan SOrng VD-1492S-11 U.S.A

9 Vasebos Valsartan 80rng VD-,IS261-13. Cong ty C6 phAnDuQ'c
10 Vasebos 160 Valsartan 160rng VD-1932S-13 phfun Boston Vi9t

11 Valsartan 160mg; Nam
Vasebos plus Hydroclorothiazid 25mg

VD-20IS4-13

'r)j
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14

,0-15

16

17

18

19

20

21

22
23

taba;ex

Dembele

Dembele-HCTZ

Gliovan-H80

Gliovan-H 160

Gliovan-Hctz 160/25

Gliovan-Hctz 80/12.5

Gliovan-Hctz 160/12.5

Valsartan 80 mg

Midatoren 160/12,5

SaVi Valsartan 80

SaVi Valsartan Plus
HCT 80/12.5

SaVi Valsartan 160

SaVi Valsartan HCT
160/25

-------- --'.,~. ....

Valsartan 80mg

Valsartan 80mg; Hydroclorothiazid
12,5mg
Valsalian 160mg;
Hydroc1orothiazid 25mg

'1
Valsartan 80 mg

Valsartan 160 mg

Valsartan 160 mg;
Hydroc1orothiazid 25 mg
Valsartan 80 mg;
Hydroc1orothiazid 12,5 mg
Valsartan 160 mg;
Hydroclorothiazid 12,5 m?

Valsartan 80 mg

Valsartan 160 mg;
Hydroc1orothiazid 12,5 mg

Valsartan 80 mg

Valsartan 80mg;
Hydroclorothiazid 12,5mg

Valsartan 160mg

Valsartan 160mg;
Hydroc1orothiazid 25mg

SDKcu.:_
'VD:13166:io-

SDK m&i:
VD-30351-18

VD-21051-14

VD-29716-18

VD-21272-14

VD-21271-14

VD-22133-15

VD-22457-15

VD-22456-15

VD-27909-17

VD-26191-17

VD-225 13-15

VD-23010-IS

VD-25269-16

VD-27051-17

Cong ty eli philn dugc
phfun D(lt Vi Ph6

Cong ty c6 philn dugc
phAmGlomed

Cong ty co pharr dugc
phfun I~exgharm

Cong ty co phan dugc
phfun Minh Dan

Cong ty c6 phfin duQ'c
phfun SaVi
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26 SaViValsartan 160 Valsartan 160hlg VD-IJ498-10

27
.

Meyervas 160 Valsartan 160 mg VD-26480-17

28 Meyervas 80 Valsartan 80 mg VD-26481.17

29 Meyervasid F
Valsartan 160 mg;

VD-26483-17 Cong ty Lien doanh
Hydroclorothiazid 25 mg Meyer-BPC.

30 Meyervasid
Valsartan 80mg; Hydroclorothiazid

VD-26482-1712,5mg
31 Meyervasid M

Valsartan 160 mg;
VD-30052-18Hydroclorothiazid 12,5mg

32 Hapresval 160 Valsartan 160mg VD-27510-17

33 Hapresval 80 Valsartan 8(omg VD-27511-17
Cong ty TNHH Hasan-

34 Hapresval plus 160/25 Valsartan 160mg; VD-28545-17 Dermapharm
Hvdroclorothiazid 25mg

35 Hapresval plus 80112,5 Valsartan 8(omg;Hydroclorothiazid
VD-28546-1712,5mg

36 Hyval Valsartan 80 mg VD-23418-15 Cong ty TNHH United
~37. Hyval ~ .Valsartan 160-mg 'lD"234L7",,15 International Pharma~ ~ -"-='", . -~ ~=. -=.

38 Valsartan 160 Valsartan 160mg VD-29714-18 Cong ty co phan duqc
phfun Cuu Long

39 Doraval160mg Valsartan 160mg VD:18490-13
Cong ty CP XNK y t~S610: 0021017

lID: 10/10/2020 Domesco

v
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2. Danh m~lccae thu&c nIl'O'cngoai khong sU'l!I.I!1gEguy.e.n1i~1IValsartl!u do Cong ty Zh~ijang Huahai san
-xiifit dmrcti6p t\Ii:sai1xiJ5t,'nl~~p'khfill;hl'll.hitiihv:Y'su;d~mg: - _. - - '-" --- "- - -

,~' .: 1-==-:;." ~-~

ST Ten thu&c Ho::tt chat + Ham S&DK Cong ty Nhil san xu5t Dia chi SXT hnrng dang ky
Amlodipin besylate Novartis SchaffhauserstrasseExforge Novartis Pharma Stein CH-4332 Stein,1 10mg, Valsartan VN-5690-08lO/l60mg AG. AG

"', ',0 Switzerlan4. ,'-C-160mg
, ' - , •.••••. "' • .0- - -, ...

Novartis SchaffhauserstrasseExforge Amlodipine besylate VN-5691.08 Novartis Pharma Stein CH-4332 Stein,2 5/160mg 5mg, Valsartan 160mg AG.
AG Switzerland

Novartis SchaffhauserstrasseExforge 5/80 Amlodipin besylate VN-5692.08 Novaltis Phal'ma Stein CH-4332 Stein,0
.J

5mg, Valsartan 80mg AG. AG Switzerland
mg

Novartis Ronda de Santa
Novartis Maria 158 082104 Diovan 160 Valsartan - 160mg VN-7768-09 AG. Farmaceutica Barbera del Valles,

SA Barcelona, Spain

Novartis Ronda de Santa
Novartis Maria 158 082105 Diovan 40 Valsartan - 40mg VN.7769.09

AG. Farmaceutica Barbera del Valles,SA Barcelona, Spain

•.~



Novartis Ronda de Santa

6 Diovan80 Valsartan - 80mg; vien VN-7770-09 Nbvartis
Farmaceutica Maria 158 08210

AG. Barbenl del Valles,SA
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 Schaffhauserstrasse

S Co-Diovan Hydrochlorothiazide - VN-9324-09 AG Pharma Stein CH-4332 Stein,
80mg;12,5mg AG Switzerland

Valsartan 160mg, Via Provinciale
Co-Diovan Novartis Novartis Farma Schito, 131, Torre9 160/25

Hydrochlorothiazide VN-9768-10 AG S.p.A .. Annunziata (NA),25mg
Italy

Valsartan 80mg; Via Provinciale
Co-dio.van Novartis Novartis Farma Schito, 131, Torre10 80/12.5

Hydrochlorothiazide VN-9769-10
AG S.p.A. Annunziata (NA),12,5mg

~. ~ +--=. ~ ~ -=-:' "': -=- .: Italy-= ~ .. ~ .~ - ~.-

Valsarfast VN-12019- S.LA. KRKA,D.D., Smarjeska Cesta 6, 8
II 160

Valsartan 160mg 11
(Tenamyd Novo mesto, SOl Novo Mesto,
Canada) Inc. Slovenia Slovenia

Valsarfast . VN-12020- S.LA. KRKA,D.D., Smarjeska Cesta 6, 8
12 80

Valsartan SOmg . 1I (Tenamyd Novo mesto, 501 Novo Mesto,
Canada) Inc. Slovenia Slovenia

. .

~:,.-. . .•.
v



. .22"1l0,LD.A
.._- - -" - '-VN~13 1'63=--- Hetero

. ., _.---._-~.~..
, . Hetero Dmgs Jeedimetla,13 Valsar-H Valsartan SOmg

I 1 Drugs Ltd. Ltd. Hyderabad - 500055,
India

Valsartan 160mg; Ranbaxy Ranbaxy Paonta Sahib District
Carwin HCT VN-1559S- Sirmour, Himachal14 Hydrochlorothiazide Laboratories Laboratories160+25mg , 12 , . _]radesh 173 025,_.~- • , _, •• _ : __ '- ___ "c ____ ~~ -.25mg -~- ~ -- ,.- .._-~- -'-Ltd;.--- , .' --.Ltd .

India

Valsartan SOmg; Ranbaxy Ranbaxy Paonta Sahib District
CarwinHCT VN-15599- Sirmour, HimachalIS Hydrochlorothiazide Laboratories LaboratoriesSO+l2.5mg 12 Pradesh 173 025,l2,5mg Ltd. Ltd. India

Exforge Amlodipine besylate

HCT 10mg, Valsartan Novartis Novartis Schaffhauserstrasse
16

1Omg/I60m 160mg, VNI-756-l2 Pharma Pharma Stein CH-4332 Stein,

g/12.5mg Hydrochlorothiazide Services AG AG Switzerland
12,5mg

Exforge Amlodipine besylate

HCT lOmg, Valsartan Novartis Novartis Schaffhauserstrasse
17

IOmg/160m 160mg, VNI-757-12 Pharma Pharma Stein' CH-4332 Stein,

g/25mg Hydrochlorothiazide Services AG AG Switzerland
25mg

Exforge Amlodipine besylate

HCT IOmg, Valsartan Novartis Novartis Schaffhauserstrasse
IS IOmg/320m 320mg, VNI-75S-12 Pharma Pharma Stein CH-4332 Stein,

g/25mg Hydrochlorothiazide Services AG AG Switzerland
25mg

-



I .
I

Exforge Arnlodipine besylate
Novartis Novartis Schafthauserstrasse

19 RCT 5rng, Valsartan ~60rng, VNI-759-12 Pharma Pharma Stein CR-4332 Stein,5rng/160rng/ Hydrochlorothiazide
Services AG AG Switzerland.12.5rng 12,5rng

Exforge Amlodipine besylate
Novartis Novartis SchafthauserstrasseRCT 5mg, VaIsartan 160rng,

VNI-760-12 Pharma Pharma Stein CH-4332 Stein,20 5mg/160mg/ Hydrochlorothiazide
Services AG AG Switzerland25ing 25mg

Arnlodipine (du&i dgng
Novartis Novartis Ronda de Santa

Arnlodipine besylate) VN-16342-
Farmaceutica Maria 1580821021 Exforge Pharma

Barbera del Valles,10rng; Valsartan 13 Services AG SA160rng Barcelona, Spain

Novartis Ronda de SantaArnlodipine (du&i d?l1g Novartis
Maria 158 08210VN-16343-

Farmaceutica22 Exforge Amlodipine besylate) Pharma
Barbera del Valles,13

Services AG SA5rng; Valsartan 160rng
Barcelona, Spain

Novartis Ronda de Santa~Arnlodipine.( du6i d\lng. Novartis
~ Maria 15808210

,-=. -=- ~ ~.. _.
VN-16344~ ~.

Pharma - ~Farmaceufica -23 Exforge Amlodipine besylate)
Barbera del Valles,13

Services AG SA5rng; Valsartan 80rng
Barcelona, Spain

Exforge Arnlodipine (du&i d\lng
Novartis Novartis SchafthauserstrasseArnlodipine besylate) VN-16346- Pharma Pharma Stein CH-4332 Stein,24 IOrng/320rn 10rng; Valsartan 13 Services AG AG Switzerlandg 320rng

tI

I':::'f 1'~1.. ". ~
- -;,:", -:..
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VN-I6600- Cadila
,Cadila Kundaim Industrial

25 Valazy(~ 160_ Va]~<Irtanl(,iOmg
IT Healthcare--

Heifthcar~ltd. '-Estate;pbhcla;Goa: - .. '

Ltd. 403 401, India

VN.16966- Cadila
Cadila Kundaim Industrial

26 Valazyd 40 Valsartan 40mg Healthcare Estate, ponda, Goa-13 Healthcare Ltd.Ltd. 403 401, India

;.cVN.16967-~ Cadila --" Cadila - =-' ' Kundaim IndustriaL ~
.=;27-. -Valazyd SO-:-~ ValsartanSOmg ,--'--

13 ' tIeilthcare
Healthcare Ltd. Estate, ponda, Goa-

Ltd. 403 40 I, India
Valpres
SOmg

Novartis Ronda de Santa
2S (CSXX:

Valsartan SOmg VN-17449-
Hexal AG. Farmaceutica Maria 158 08210

Salutas 13 Barbera del Valles,
Pharma SA

Barcelona, Spain
GmbH, Duc)
Valthotan

StandardFilm Coated Standard Chern No. 154 Kai-Yuan
29 Tablets 160 Valsartan 160mg VN-17592- Chem&

& Pharm Co., Road, Hsin-Ying,13 Pharm Co.,mg
Ltd. Ltd., 2nd Plant Tainim, Taiwan

"Standard"
Valpres
160mg (Ca
sa xuiit

Novartis Ronda de Santa
xuang: VN.17721- Maria 158,0821030 Valsartan 160mg Hexal AG. FarmaceuticaSa!utas 14 Barbera del Valles,
Pharma S.A.

Barcelona, Spain
GmbH, dlc:
Otto-von-

•
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31

32

33

Guericke~
Allee. 1,
39179

Barleben,
Germany)

Vastanlupi

Exforge
HCT

IOmg/160m
g/12.5mg

Exforge
HCT

IOmg1320m
g/25mg

Valsartan l60mg

Amlodipine (du&i d{mg
Amlodipine besylate)
IOmg; Valsartan

l60mg;
Hydrochlorothiazide

l-2:5mg--
Amlodipine (du&i d\ll1g
Amlodipine besylate)
10mg; Valsartan

320mg;
Hydrochlorothiazide

25mg

~•...l .:/;/
0=," • __ --=

VN-18012-
14

VN-18037-
14

VN-18038-
14

Lupin
Limited

Novartis
Pharma

Services AG

,

Novartis
Pharma

Services AG

Jubilant Life
Sciences
Limited

Novartis
Pharma Stein

AG

Novartis
Pharma Stein

AG

Village Sikandarpur
Bhainswal, Roorkee-
Dehradoon Highway,

Bhagwanpur,
Roorkee, District

Haridwar,
Uttarakhand 247661,

India

Schaffhauserstrasse,
4332 Stein,
Switzerland

Schaffhauserstrasse,
4332 Stein,
Switzerland

w



Exforge

., 34 I~m:l~~~lg/
12.5mg

Amlodipine (du&i d(lng
.,,_-Amlodipine besylateY:-"
5mg; Valsartan 160mg;
Hydrochlorothiazide

12,5mg

VN-18039-
14

"0 Novartis
Pharma

Services AG

- 'Novartis
Pharma Stein

AG

, ScJ:lafthauserStr~sse, "
4332 Stein,
Switzerland

----,- ....•.•. ;

35 I Diovan 160 Valsartan 160mg VN-18398-
_, l4~ _

Ronda de Santa
Novartis Novartis Maria 158 08210
Pharma Farmaceutica __ Barberi! del Valles,

ServicesAG- ~-S:A~- Barcelona, Spain

36

37

Diovan 80

Valsar H 80

Valsartan 80mg

Valsartan 80mg

VN-18399-
14

VN-18789-
15

Novartis
Pharma

Services AG

Hetero Labs
Limited

•

Novartis
Farmaceutica

SA

HeteroLabs
Limited

Ronda de Santa
Maria 158 08210
Barberi! del Valles,
Barcelona, Spain

Unit-V, Sy. No. 410,
411, APIICSEZ,
Polepally Village,
Jadcherla Manda!
Mallaboognagar
Dict-509301, India



!~r'

I _

i_I I-I!

Village Sikandarpur
Bhainswal, Roorkee,

Jubilant Life Dehradoon Highway,
38 Vastanlupi Valsartan 80mg VN-18790- Lupin

Sciences Bhagwanpur,
15 Limited

Limited Roorkee, District
Haridwar,

Uttarakhand 247661,
India

Congty

VN-19121- TNHH Healthcare
Rajendrapur;39 Disys Valsartan 80mg TMDP Pharmaceuticals15

Dong Ltd. Gazipur, Bangladesh

Phuong

Valsartan_160mg; Novartis Via Provinciale
Co-Diovan VN-19285- Novartis Farma Schito 131- Torre40 160/25 Hydrochlorothiazide

15 Pharma
S.pA Annunziata (NA),25mg Services AG

Italy

Valsartan 80mg; Novartis Via ProvinciaJe
Co-Diovan VN-19286- Novartis Farma Schito131- Torre41 80/12,5 Hydrochlorothiazide

15 Pharma
S.p.A. Annunziata (NA),12,5mg Services AG

I -'T-'=-. .~ -=c: - --=-- ~ _. .---. -. Italy __
--

Arnlodipin (duM d\illg
Exforge amlodipin besilate)

Novartis Novartis Ronda de Santa
42 HCT -IOmg;Valsartan VN-19287-

Pharma Farmaceutica Maria 15808210
10mg!i60m 160mg; 15

Services AG SA Barbera del Valles,
g!12.5mg Hydrochlorothiazide Barcelona, Spain

12,5mg

~

" ...,
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Ronda de Santa
Amlodipin (ql!0jd(lng, .. .... ~ ..••..... -... . -~, .

Novartis Maria 158 08210
aITiiodipinbesilate)

Novartis
~_. '.. Exforge'-"

VN,19288,
Pharma Farmaceutica Barbera del Valles,

HCT 10mg; Yalsartan
15 Services AG SA Barcelona, Spain

43 10mg/320m 320mg;
Hydrochlorothiazideg/25mg

25mg

.-,

Ronda de Santa
-'--"- -Amlodipin (duoi.d(lng~ ~ .• -- I

Novartis Maria 158 08210

-=Exf6rge- -~ -
Novartis

_ ...--~ .

amlodipin besilate) VN-I9289,
Farmaceutica Barbera del Valles,Pharrna

HCT
5mg; Yalsartan 16~mg;

15
ServicesAG SA Barcelona, Spain

44
5mg/160mg/

Hydrochlorothiazide12.5mg
12,5mg

Q road, Phase IV,
GillC,Mepro Wadhwancity-

Yalsartan 80mg;
VN-20011- Lupin

Pharmaceuticals 363035, Dist.
Yalcickeck

Hydrochlorothiazid
16 Limited Pvt. Ltd. Unit II

Surendranagar,

45
H

12,5mg

G1!larat,India
Q road, Phase IV,

GillC,Mepro
Wadhwancity-

Yalsartan 160mg;
YN-20012- Lupin Pharmaceuticals

363035, Dist.
Yalcickeck

Hydrochlorothiazid
16 Limited

Pvt. Ltd- Unit II
Surendranagar,

46
H2

12,5mg

GlIiarat, India

Cong ty 252, TonggiDrug industrial area,VN-20739- TNHHTM International Tonggi, Gazipur,
Card ivai 80 Yalsartan 80 mg

17 DPDong Limited Bangladesh

47

Phuong

•

-:1
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KOREA 25-23,
48. Dizantan Valsartan 80rtlg VN-21042- UNITED Korea United Nojanggongdan-gil,

18 PHARM Pharm.lnc. Jeondong-myeon,
INC Sejong-si, Korea

Uperlo
100mg (CO'
sa dong goi
va xu~t
xu&ng: Sacubitril 48,6mg va Novartis
Novartis Valsartan 51,4mg (duai Novartis Singapore

10Tuas Bay Lane,49 Farma SpA; d~g mu6i phuc hgp VN3-48-18 Pharma Pharmaceutical
dia chi: Via sacubitril valsartan ServicesAG Manufacturing 637461 Singapore

Provinciale natri 113,103mg) Pte. Ltd
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
Uperio

200mg (CO'
sa ~ong"goi

~ . ~va-xuat~ ~Sactibitfit97;2mg' va< ~. ~ ~r. ~ =~ ~ ~. Novartisxu&ng: - ~ ~ -=" ~

Novartis Valsartan 102,8mg Novartis Singapore
10Tuas Bay Lane,50 (duai d~g mu6i phuc VN3-49-18 Pharma PharmaceuticalFarma SpA; hgp sacubitril valsartan Services AG Manufacturing 637461 Singapore

dia chi: Via natri 226,206mg); Pte. LtdProvinciale
Schito 131,
80058 Torre
Annunziata

l
I " ''-''. '-
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(NA), Italy)
.~_ . -~~ - _yo_'.•

.- '. ~ . .~, '. - -- . -, .-- ~ - ~.~ .

_ ... .. - ...- --. ~--_. -"-- --~~----~._- ~,,~.... - -- --~--
. - .-

Uperio
50mg

(CSDGXX:
Novartis Sacubitril 24,3mg va Novartis

Farma SpA; Valsartan 25,7mg (duai Novartis Singapore
IOTuas Bay Lane,51 dja chi: Via d~ng mudi phuc hgp VN3-50-18 Pharma Pharmaceutical
637461 SingaporeProvinciale sacubitril valsartan ServicesAG Manufacturing

Schito 131, natri 56,55Img); Pte. Ltd
80058 Torre
Annunziata
(NA), Italy)

Valsartan 160mg; Efroze Efroze
146/23 KorangiAngiotan H- VN-20161- Chemical Chemical52 Hydrochlorothiazid Industrial Area,Tablets

12,5mg 16 Industries Industries (pvt)
Karachi, Pakistan(pvt) Ltd. Ltd.

Valsacard Valsartan 160mg VN-17144-
13

53 Sd16: Polfarmex
Polfarmex S.A 9 Jozefow Street, 99-

S.A 300 Kutno, Poland010118
02011'8
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VN-17145-
. 13

.S510:
010118
020118 Polfarmex

54 Valsacard . Valsartan 80mg 030118 Polfarmex S.A 9 Jozefow Street, 99-

040118 S.A 300 Kutno, Poland

050118
060118
070118
080118

v
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