UBND QUAN BINH TAN CONG HOA XA HQI CHU NGHIA VIET NAM

PHONG Y TE Dgc 1ap - Ty do - Hanh phiic
SO: 1O/ T Binh Tan, ngay37.théng § nam 2018

V/v thu hdi thude san xuét tir nguyén
liéu Valsartan do Céong ty Zhejiang
Huahai Pharmaceutical ~Trung Quéc
san xut

Kinh gtri: C4c nha thubc trén dia ban quan.

Thyc hién Cong vin sé s 4893/SYT-NVD ngay 27 thang 7 nam 2018 cua S&
Y té thanh phd v& thu hdi thudc san xuét tir nguyén liéu Valsartan do Céng ty
Zhejiang Huahai Pharmaceutical ~Trung Quéc san XUét,

Phong Y té quan yéu cau céc nha thudc trén dia ban quén Binh T4n ngung
ngay viéc kinh doanh cac thudc thudc san xuét tir nguyén li€u Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical —Trung Qudc san xuét va phdi hop véi cac so s san
xuét, phan phdi thudc dé tién hanh thu hdi. (Dinh kém danh muc thuéc theo Cong van
56 4893/SYT-NVD ngay 27 thing 7 ndm 2018 cia S6 Y 1 thamh pho).

Céc nha thudc bdo cdo viéc thu héi thube néu trén vé phong Y té quan dé téng
hop béo cdo S¢ Y té. Phong Y té quan s& tién hanh kiém tra va xur ly theo quy dinh
ddi véi cac nha thude kinh doanh cac thuée néu trén.

Trén day 1a Cong van clia phong Y té quén vé théng bao thu hdi thude san xu,z?it
tir nguyén liéu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical —Trung Quoc
san xuat./ {)/f"’/
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UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHf MINH Dgc ldp - Ty do — Hanh phic

S8: 895 1 SYT-NVD

SOYTE
Thénh pho H6 Chi Minh, ngéad#thdng 7 nicim 201 8

V/v thu hdi thuéc san xuft tir nguyén
lidu Valsartan do Céng ty Zhejiang
Huahai Pharmaceutical — Trung Quéc

san xuét

KHAN

Kinh giri: Phong Y t€ Quén/Huyén.

Noi nhfn:
- Nhur trén;

-Cuc
- Ban

- Cdng théng tin nganh Y t4 TPHCM;
- Lwu: VT, NVD (TTNT);
DVD (25).

- Céin ctr Thong tu s6 11/2018/TT-BYT ngay 04 théng 5 niim 2018 cia B3 Y t6
quy dinh v& chét luong thuéc, nguyén liéu lam thuéc;

~ Can cit cong vin sb 13125/QLD-CL ngay 10 théng 7 ndm 2018 v& viéc thu hdi
thubc sin xudt tr nguyén liéu Valsartan do Céng ty Zhejiang Huahai
Pharmaceutical — Trung Quéc san xut;

~ Clin ci cng van s6 13441/QLD-CL ngay 13 théng 7 nim 2018 v& viée xit Iy
thue chira dugc chét Valsartan,

86 Y té Thanh ph§ Hb Chi Minh a4 ¢6 cng van sé 4554/SYT-NVD ngay
16/7/2018 va 4735/SYT-NVD ngdy 20/7/2018 v& vige xt Iy va thu hdi thudc c6
chira nguyén li¢u Valsartan do Cong ty Zhejiang Huahai, Trung Quéc san xut.

Ngdy 19/7/2018, Béo Tubi tré c6 bai phan anh v& viéc vAn con mot s6 nha

thudc bén céc thubc chia Valsartan trong danh séch thu hdi. Tuong ty,
phunuonline va chuong trinh VTV24 cling phén 4nh van d& néu trén.

Dé dam béo an toan cho ngudi st dung, thyre hién nghiém viée thu hdi céc

thubc ¢6 chira Valsartan do Cong ty Zhejiang Huahai, Trung Qudc san xuét, S¢ Y
t€ dé nghj Phong Y t& Qun/Huyén khén truong thyc hién:
I. Théng béo dén céc nha thudc trén dia ban v& vige thu hdi céc thube trong
danh myc dinh kém theo cong vin sb 13125/QLD-CL va 13441/QLD-CL cua
Cuc Quén 1y Duge. Yéu ciu cée nha thubc ngung ngay viée kinh doanh céc thubc
néu trén, phoi hop véi céc co s¢ sén xuét, phan phéi thube dé tién hanh thu hdi.
2. Kiém tra, gidm sét viéc thyc hién thu hdi & cAc nha thudc trén dia ban va o6
¢ v
béo cao v& S& Y té /, 'y

QLD (dé brc)
Giém ddc S (d8 brc);
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Danh muc cdc thude thanh phim nwée ngoai duoc san xuat tr nguyén liéu Vabartan do Cong ty

s
Zheijang Huahai sdn xuit:
r = e e ™ = e -
L a < | Hoat chit, ham B . Cong ty dang . z TR
STT | Tén thuoc - ’ So6 dang Ky | . © | INbha san xuat Pia chi SX
. lwong - : ] :
A : |

1

9 Jozefow Street, 99-

1 Valsacard | Valsartan 160me | VN-17144-13 | Polfarmex S.A | Polfarmex S.A N . ;
| 300 Kutno, Poland
- , J‘ -~ —_— _ \w?' R
- ; 6 W s ,. | ; i 9 Jozefow Street, 99- .
2 / Isart IN-17145- farmex S.A. | f K-SoA b e vp g
£/ Valsacard | Valsartan 80mg VN-17145-13 | Polfarmex S.A. | Pol mwBo%m A 2 300 Kutno, poland
; Valsartan 160mg s 2 . . Avda Barcelona, 69 !
Ve o t- C ¢ , ; el ao s
3 albells | 150 4 ohlorothiaz | VN-17296-13 |- 5o oe & ©0 Laboratorios | 46970 Sant J5an Despi
160/25mg | . - phan DP Phano Lesvi;S:L%- o e
o e ZSme , {(Barcelona), Spain |
. |'Valsartan 80mg; Cong ty ¢ b= Peﬂmmm\.mmw_omuouﬁh.mw .
g | valbelis | pp i ochlorothiaz | VN-17297-13 | phin DP Pha Laboratonios | 4970 Sant foan Despi
80/12.5mg | . . Lesvi, S.L. .
ide 12,5mg no (Barcelona), Spain
Valsartan 80mg; Torrent Torrert Indrad-382721, Dist.
5 Valzaar H | Hydrochlorothiaz | VN-17796-14 | Pharmaceutical Pharmaceutical Mehsana, Gujarat,
ide 12,5mg s Ltd. s Ltd. India
s Torrent Torrer:t " .
6 e Valsartan 40mg VN-18475-14 | Pharmaceutical | Pharmaceutical Indrad-382721, H.uymﬁ
40 © Mehsana, India
s Ltd. s Ltd. B




id 25mg

Bulgaria

u Efroze Efczz = 3
Chemical Cherical IEEe SeaEes
7 Sectum | Valsartan 80mg VN-18756-15 ' p Industrial Area,
Industries (Pvt) | Industries (Pvt) Karachi. Pakist
Lid Lid arachi, stan
1-10
Vasblock " Medochemie Medochemie Constantinoupoleos
. S, || AbemtnSime § VNSDEEE Ltd. Lid. Street, 3011 Limassol,
Cyprus
Tantord; O Torrent Indrad-382721, Tal:
9 mmmwa | \alsartan 80mg | VN-19366-15 | o 7, | Pharmaceutical Kadi, City: Indrad,
P ) s Ltd. ! Dist: Mehsana, India
1-10
Vasblock : - . | Medochemie Medochemie Constantinoupoleos
I || gaemg || AN EEE L s Ltd. Lid.  Street, 3011 Limassol,
I’ﬁlii!; N ) M Cyprus
_— Torrent Torrent | Indrad-382721, Tal:
11 &WMM 10 | \/alsartan 160mg | VN-19539-15 | Pharmaceutical | Pharmaceutical | Kadji, City: Indrad,
| s Ltd. s Ltd. . Dist: Mehsana, India
2 gl 3 _ 3, Samokovsko shosse
12 | Corosan |Valsartan80mg | VN-19595-16 Cong ty TNHIH | Balkanpharma -| gy 'pyypniisa 2600,
DP Viét phap Dupnitsa AD S
| Bulgaria
; Valsartan 160mg e [ _: 3, Samokovsko shosse
13 | valdesar |y grochlorothiaz | VN-20724-17 Céng ty TNHH | Balkanpharma - | o4 '1yypnirsa 2600,
Plus ' Dugc Tam Pan !

| Dupritsa AD
|
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B Valsartan 30mg; !
I

{ Hydrochiorothiaz |

| id 12,5mg

I

- lL

VN-20725-

17

Céne v TNHH

Dugce Tam Pan

B

Ny arna
a:Kanpialrind

Dupnitsa AD

3, Samokovsko shosse
Str., Dupnitsa 2600,
T:L?) ia




DANH MUC 2: CAC THUOC TAM NGUNG NHAP KHAU, LUU HANH, SU DUNG
DINH KEM CONG VAN SO3444/QLD-CL ngey 3(7/201¥

e

I =
: at + Ha < . o £ y i
STT | Ton thude | Hotchat Ham S6PK | Congty dingky | “hasinxudt | DiachiSX
lrong
Valsartan; Torrent Torrent Indrad-382721,
1 Valzaar H | Hydrochlorothiazide VN-6346-08 | harmaceuticals Pharmeceuticals Dist.
- 80mg/12,5m¢g itd. Lid. Mehsana,India |
Torrent Tocrent Indrad-382721,
2 Valzaar40 | Valsartan - 40mg VN-7399-08 | Pharmeaceuticals Pharmeceuticals | Dist. Mehsana,
| Lid. Ltd. India
: Tormrent Torent Indrad-382721,
3 Valzaar-80 | Valsartan - 30mg VN-7400-08 | Pharmaceuticals Pharmeceuticals | Dist. Mehsana,
] Ltd. Ltd. < India
Germany Germany Parque
| o o e T - -, T 3 :
4 | Varsarley | Valsartan- 80mg | VN-7685-09 Pharmaceutical | Pharmaceutical | Industrial Da
| § = = Iaboratory Laboratory Concdrdia, Lote
| (macac) Limited | {macao) Limited D1b, Macau
i Valzaar- - M - Torrent Torrent F&mmaumwl\wlﬁ
3 Valsartan - 160mg | VN-8944-09 Pharmaceuticals | Pharmeceuticals | Dist. Mehsana, w
| 160 _ 5 . " 4
T o m - Ltd. Lid. | India |
| | T T
| . | Dirup “ 233, Hcsfcﬂ *
6 Cardival Jalsartan 8Umg L VN-3275-10 Cong ty TNHH International Industriai Area, |
‘ e e S TMvaDPHaAn | =~ . . Tongi, Gazipur, |
“ “ Limited = m
| | Bangladesh |

]
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H Tablets

Dizantan

T deanklarndhigzide
VIATOCOIOrouidalliic
J

i

2o1mge

Valsartan 80mg

Veesar 80

Valsartan 80mg

i s
Efroze Chemical

Industries (Pvt)

F

4t

VN-12936-11

Korez United
‘harm. Inc.

Céng ty cd mvws
Huevnh Tan

Efroze
Chemical
1 2 [t

IDAUSINIES A £ ¥

Ltd.

-
e

Korea United
Pharm. Inc.

<W§mbo<m
Pharma Pvt Ltd

gy

{46/23 Korangt |

| Industrial Area, |

Pakistan

404-10,
Nojang-Ri,
Jeondong-

Myeon,

Yeongi-kun,

Chungnam,
Roree

s IV{Z292 B, .

Vetakkode,

" Mundur,

Thrissur-680

541, Kerala,

' India

10

V-Sartan
160

Valsartan 160mg

VN-14443-12

Amtec Healthcare
Pyt Lid.

" Atoz
Pharmaceuticals
Pvt. Ltd.

T No. 12 Balaji

Nagar
Ambattur,
Chennai - 600
053, India

11

V-Sartan
80

Valsartan 80mg

VN-14444-12

Amtec Healthcare
Pvt., Ltd.

Atoz
Pharmaceuticals
Pvt. Ltd.

No. 12 Balajt
Nagar
Ambattur,
Chennai - 600
053, India




Plot No. 16/1,

Céng ty Co ,@wws SGenome
it \Y% tan i =g
12 EESEROE alsaetan. Slinig, t YN-14534-12 | Dugc phim Trang | Pharmaceutical E&..mo e :
200mg 200mg | Minh (Pvt) Lid | Industrial Estate
: ) Hattar, Pakistan
K- Valsarzan 160mg; Efroze Chemical OMWMWM& MHMMNM.HMONMMM
hlorothiazide | VN-20161- st o ;
i3 {1 Tablets m%&oouwﬂﬂw&wgam | VN-20161-16 FOEMMW (Pvt) St () "
B . Lid. Pakistan
192/2 Sokhada-
: | Cbdng ty TNHH 3aroque ommm.wP
Sagasartan- | <, 5 N S . 4 .= : Taluka-
14 v 160 Valsarten 160mg VN-14141-11 | TM-DP Qudc t€ Pharmeceuticals Khambhat
| Thién Pan Dvi. Lid B

Dist: Anand
(Gujarat), India







DANH MUC CAC THUOC DINH CHI LUU HANH VA THU HOI

(Pinh kém cong van s6 13125/QLD-CL ngay 10/7/2018)

Dugc Chat Tiéu
(Ghi Pay Chuin
Neav hét WMn‘HoP WMM.M Tén Nsx Nguyén wm» Chi Nsx San HMMQun
STT | Tén thude SPK L Céng ty sin xuit ZW_.W: po Liéu Xuht Nguyén Lidu | %
. Li¢u, Dang ® © (10)
Mubi...
(6)
e b o itk dgs Hham Zhejiang Huahai | Chuannan Dugiao,
1 | Valsartan 80 | VD-27843-17 | 19/9/202 el Valsartan | USP38 | Pharmaceutica | Linhai, Zhejiang, | China
' = . Co.Ltd 317016, China
Tol g Zhejiang Huzhai | Chuannan Dugiac,
2 : 4 VD-27098-17 22/6/2022 Cong ty CPDP Trung uong 2 Valsartan Pharmaceutica Linhai, Zhejiang, China
| Pl | i e b - ColLtd 317016, China
,_ . . e o oE 5 : Zhejiang Huzhai | Chuannan Dugiao,
3 | Opevalsart | 1y 50000 14 1 1201 | COMSYcOPRARduOC AR | yygunay | USP | pharmaceutica | Linhai, Zhejiang, | China
. . | A ek | | 34NE29 | oo 1ad 317016, China _
| R s e i , F J\@ Zhejiang Huzhal | Chuannan Dugiao,
A Vasastim 80 -1 VD-20809-14 12/6/2019 RSy €Y WWM\ i Valsartan | fwf,q,m\V@ Pharmaceutica Linhai, Zhejiang, China |
! {2 ] Cold 317016, China |
R o B H\ 2 ET L Zhejiang Huzhai | Chuannan D @moq i
s | Vasatim | Gpoggg4 | 3052017 | COnE WO phanduge PhEm L valsartan Pharmaccutica | Linhai, Zhejiang, | China
S s Oﬁ( | | Co.ltd 317016, China
o xl ! i ol gl dimre J.:\d Zhejiang Huahai | Chuannan Dugiao, o
6 Valsartim 40 A VD-20461-14 4/3/2019 e cOw< Fe paa , Valsartan Pharmaceutica Linhai, Zhejiang, China
- v _, Co.Ltd 317016, China
,, oz ," <P Zhejiang H uahai | Chuannan Dugiao, |
7 Halotan 160 | VD-20785-14 12/6/2019 , | Valsartan | A(JMﬂJo i Pharmaceutica Linhai Zhejiang, i
i “ | | SR e s 317016. China
| W - ‘ e >A o Zhejiang Huahai Chuannan Dugiao, |
| | 51ie tv o phin duge phdm | | Us e bdiai Fes |
5 | Halotan 40 | VD-20785-14 | "6ng tv cd wzwu duoc pham | Nfsaran | ‘WWW); | Pha Mﬁn_(m:g& W.:w:ﬂ“_x \.\:n:mb@ H Chigia
W W _ ,_ OF M _ JAINC LY m Lte 217 {hina ,
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mg

AVIET NAM

.j B T IT-IT AN A\/n.h( «m ‘«\Mww. I\H‘1‘x T 1
Valsartan Cang ty TNHH Lién ermmr rwmwmr S
19 |STADA 160 |[VD-25030-16 |15-07-2021 Doanh STADA- Valsartan P8 o ]
7 e EP80 o s pVACEUTICA|ZHEJIANG 317024, | ™
mg VIET NAM ) .
L Cc.. Ltd, China China
Valsartan Chi nhanh Céng ty Zhejiang Huahai Chuannan, Dugqiao,
20 {Stada VD-26570-17 106-02-2022 {TNHH LD Stada Valsartan EP 8.0 |Pharmaceutical Linhai, Zhejiang, China
40 mg V:ét Nam Co., Ltd. 317016
Valsartan Chi phanh Cong ty Zhej ang Huzahai Chuannan, Duqiao,
21 |Stada VvD-26571-17 ]06-02-2022  {TNHH LD Stada Valsartan EP 8.0  |Pharmaceutical Linhai, Zhejiang, China
80 mg Viét Nam Co., Ltd. 317016
Coastal Industrial
R s Zhejeng Huahai .
Pyvasart HCT Cong Ty Co6 Phén : . Zone, Dugiao, .
VvD-2 a2 = Valsartan 3 harm £ N . . an
22 20/12.5 D-27316-17 (22/06/2022 PYMEPHARCO als EP 8.0 P aceutical Cao., 1 Sk, Zhejeng, China
Ltd :
‘ 317016
Valsartan Céng tv TNHH Lién Zhejieng Huahai Chuanpan, Dugizo,
23 {STADA &0 VvD-14016-11 |12/10/2016 Coanh STADA- Valsartan EP 8. Pharmaceutical Co, |Linhat, Zhejiang, China
Lid. 317016.




