UBND TINH QUANG BINH CONG HOA XA HQI CHU NGHIA VIET NAM

SO Y TE Doclip - Twdo - Hanh phiic
S6: A4y4/SYT-NVD Quang Binh, ngay ¢ {_thding & ném 2018
Vivxir l}'f thude chira
duoc chat Valsartan
Kinh gui:

- Ban Bao v€ cham séc stic khoé can b tinh;
- Phong Y t€ céc huyén, thj x4, thanh phé;

- Céc don vi thudc So;

- Céc Cong ty dugc trong tinh.

Cén cir Cong van s6 13441/QLD-CL ngay 13/7/2018 ctia Cuc Quan ly Duge vé
vige xtr ly thude chira duoc chét Valsartan.

. Neay 13/7/2018, 86 Y € da ¢6 Cong van s6 1355/SYT-NVD thong béo thu hdi
thuoc san xuat tir nguyén li€u Valsartan do Céng ty Zhejiang Huahai Pharmaceutical-
Trung Quée san xuat,

i Nhém dam bao an toan cho nguoi str dung thude, ddng thoi cung cép thong tin
veé thuc}c chira dugc chat Valsartan tiép tuc duoc sir dung trong phong bénh, chita bénh,
So'Y té thong bao:

. Binh chi luu hanh va thu hoi tit ca cic thude thanh pham dugc san xudt tir
nguyén li¢u Valsartan do Cong ty Zhejiang Huahai Pharmaceutical-Trung Quéc sin
xuat. Danh muc céc thudce chira Valsartan b thu hdi dinh kém (Danh muc 1).

2. Céc co s¢ kinh doanh, sir dung thuéc:

- Khéan truong thu hdi va tra lai cho co s& cung ung (néq c6), cac thube quy
dinh tai Danh muc 1 céng van nay bdo cdo két qua vé S¢ Y té (Phong Nghiép vu
dugc) trude ngay 31/7/2018.

- Tam ngtmg nhdp khau, luu hanh, st dung déi véi cac thude quy dinh tai Danh
muc 2 dinh kém cong van nay.

- Tiép tuc san xuét, nhap khéu, luu hanh déi véi thude quy dinh tai Danh muc 3
dinh kém céng van nay nham dam bao du thuéc cho nhu cau sir dung ctia nguoi dan
trong tinh.

3. Phong Y té cac huyén, thi x4, thanh phd c6 trach nhiém théng béo cho cac co
s& kinh doanh, sir dung thudc trén dia ban biét; kiém tra va giam sat cac don vi, t0
chire, cé nhén thyc hién cong vin nay, xir ly nhiing trudng hop vi pham theo quy
dinh hién hanh./.

Noi nhin:

- Nhu trén;

- Phong NVD, TTra;
- Website So' Y té;

- Luu: VT, NVD.

LLé Thanh Tuan
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DANH MUC 1: CAC THUOC PINH CHI LUU HANH VA THU HOI
DINH KEM CONG VAN SOf344/ /QLD-CL ngay A3/7/20(8

1. Danh muc cic thuice thanh phim trong nwée dwoe sin xuat tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai san xuit:

. STT|  Tén thuée Hoat chit S6 DK _ Nhasin xudt
e _~ Cardipino 80/12.5 wwwﬂwg Smag; Hydroclorothiaad | yvy 98398.17 | Gt ty o gl SPM
3| Rusartin _a Valsartan 80mg VD-11322-10 | oo0s O REemel gt
| 4 | Divales M Valsartan 160mg VD-21500-14 | Cong ty TNHH Duoe
3| Divales Valsartan 80mg VDI, (e o
6 [Valsgim160 | Valsartan 160mg VD-23494-15 e
[ARY alsgim-H 80 ”\M_Mm.wm: 80mg; Hydroclorothiazid VD-23496-15 Mﬁm::”“” Mﬂwm: b |
8 | Valsgim 80 Valsartan 80mg — |vp23agsas | wmﬁw”uwwmuﬁ iy
7| Valsgim-H160012.5 %ww.mm_ﬁ:_:ommw AR VD-25129-1¢ | Phm Agimexpharm | %\



\Q B e

—

T —

. prys Prys | 4‘ [ ]
" RIPU] “RUBSYIN m D egee i - 0t |
e [BonnasBULEYd | [EIONAIBULIRY] | b1-SLPSI-NA | Buigp uspesjes 9
111 *1ZLTRE-PrIpU] gy Foition | ompioymy. |
3 eIpu] L ms PI1s Buwig'z] apr ]
eRinD BUBSYRRN | [EONNAORULIPY | [PONNAOBUMEY  b1-96LL1-NA | ZENIOIONPOIPAY | | wezes |
151 *1TLTRE-PAPY] L0 | waney | Buigg ueuesieA !
T £ S7F R e
e B oA e 1 S 5 Ehgutney one 1P Sz 0
1dsaq] UL WS OL680 o 5ioioquy | P4 AU €1-L6TLI-NA | ZeTOION0IPAH sisama | 7
69 ‘BUOjIRE BPAY | go LBagy | Bwigg uvUs[RA | _
uredg ‘(euoaoegy) et | ‘ - Suwigg Pr| g _
dsaq uvo wes 0z680 | (S BT OTIEA I g6z, 1a | zemposorganpiyy e |
69 "BUO[VIRE BPAY . % e d Sw(g| ueuesies |
purlod “omny 00¢ 'S XouLEjjo X2ULIR] [0, - - Bwg uvewlres rBoes[E) |
66 wang mojozop g | ¥ 5 OWIEIOd | V'S XeUNROd  E1-SHILI-NA M| M 2
—— f |
puejog ‘ouny 00¢ | . ™ Py | |
66 10ang mojozop | ¥ S XUHI0d | VS XM | E1IHPILINA | BW9| uLLIes[EA | pesesje) -
- | *, o © Subn =
Xs 1o vig | EUSEIN | gugp fiugy | STEUEROS |y 1y oy | 9" L LIS |

Egnx ues eyenyy sueloyy

) Buo)) op uepiesiey ndiy uakndu 0y yenx ues 200p reodu donu weyd yuey) sony) >vd diw yueq ‘7

{r\\.




VO, BT So g

v

7 A S Valsartan 80 ﬂ<z 18756-15 nﬂm_ﬁ_ OMMM_ND __Mw\mw ._A_OM@
ocim y 3 RVIng S Ak Industries (Pvt) | Industries (Pvt) i i
Karachi, Pakistan
o ff o Lid. Lid. _ 'l 3
| 1-10
,m Vasblock y " Medochemie Medochemie Constantinoupoleos
8 | 8omg |VYolswtan80mg | VN-19240-15 Led. Lid. Street, 3011 Limassol.
| Cyprus
N gl Toment | Indrad-382721, Tal:
9 §Mw_. "% | Valsartan 80mg | VN-19366-15 Exoorts L1, | Pharmaceutical | Kadi, City: Indrad,
il e s Ltd. - Dist: Mehsana, India
. | 60 - |
Vasblock Medochemie Medochemie | Constantinoupoleos |
0 1 160mg | Velsertan 160mg | VII-15454-15 Ltd. L. | Street, 3011 Limassol, |
- Cyprus !
T di Torrent Torrent - Indrad-382721, Tal:
11 E“HMM ‘9| Valsartan 160mg | VN-19539-15 | Pharmaceutical | Pharmaceutical - Kadi, City: Indrad,
s Ltd. s Lid. Dist: Mehsana, India
. y 3, Samokovsko shosse
Cong ty TNHH | Balkanpharma - | 3
-19565. 3 b
12 Corosan | Valsartan 80mg | VN-19595-16 DP Viét phip | Dupnitsa AD Str., U:v:.ﬁ.m 2600,
Bulgaria
Valsartan 160mg " 3, Samokovsko shosse
& Valdesar < AL Cong ty TNHH | Balkanpharma - :
13 Plus tw&on:_oaﬂ:_mﬁ VN-20724-17 | Duoc Tam Pan | Dupnitsa AD Str., Ucn::m.m 2600,
~ id 25mg Bulgaria
U 0 s .

| v
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DANH MUC 2: CAC THUOC TAM NGUNG NHAP KHAU, LUU HANH, SU DUNG

DINH KEM CONG VAN S0O/3944/QLD-CL ngay 1313170/ p
i | A ~ " i
STT | Tén thuée ; NI slEE | Ol oier | Nk s 2l Dia chi SX
lugng b
~ _ Valsartan; d Torrent Torrent Indrad-382721,
I | Valzaar H .‘Iwgdo:_o_.oﬁzmwam, VN-6346-08 | Pharmaceuticals | Pharmaceuticals Dist.
| -80mg/12.5mg Lid. [ L Mehsana, India
| 4 Torrent | Torrent Indrad-382721,
2 m Valzaar-40 | Valsartan - 40mg | VN-7399-08 | Pharmaceuticals | Pharmaceuticals | Dist. Mehsana,
_ Ltd. Ltd. India
| Torrent Torrent Indrad-382721,
3 | Valzaar-80 | Valsartan-80mg ' VN-7400-08 @ Pharmaceuticals | Pharmaceuticals | Dist. Mehsana, _
| Lid. Ltd. India |
% — A
M Germany Germany Parque
8 Pharmaceutical | Pharmaceutical | Industrial Da
. | Yamacley | Valsacn - Slmg | VN-7685:09 Laboratory Laboratory | Concérdia, Lote
| (macao) Limited | (macao) Limited | D1b, Macau
o T . Torrent Torrent Indrad-382721,
5 Valsartan - 160mg | VN-8944-09 | Pharmaceuticals | Pharmaceuticals | Dist. Mehsana,
160 ¥ ﬁ :
b iy T ﬂ Ltd. 1 Ld Eal_ul’l
| ) D 252, .,ﬂc:mm H
6 | Cardival | Valsartan80mg | VN-5275.10 | COMEW TNHH | ot ot | Industrial Area, |
= _ T™ va DP Ha An Y imited Tongi, Gazipur,
) Bangladesh _
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Plot No. 16/1,

- ) Cong ty C6 phan Genome
12 Adxchores M Valsaron 20mg; VN-14534-12 | Dugc pham Trang | Pharmaceutical E&ma &,
200mg | 200mg Minh (Pv1) Ltd Industrial Estate
| . Hattar, Pakistan
Angiotas- “ Valsarian 160mg; h Efroze Chemical OMMMMW_ __M%hwwz_%owﬁm
3 ' Hy iazide | VN-2 g Stri .
13 H-Tablets Hy a_‘oom%”.ﬂ?mmam - VN-20161-16 Facvmmm (Pvt) Industries (Pvt) Eanl,
| i . Ltd. Pakistan
% L i
w | 192/2 Sokhada-
Sagasartan- | LBng by ,_.Z.Eﬁ Bhranme m_wwwm%.
4 {79 | Valsartan 160mg | VN-14141-11 | TM-DP Quéc t¢ | Pharmaceuticals
V 160 = Khambbhat,
‘ Thién Dan Pvt. Lid o
Dist: Anand

(Gujarat), India




DANH MUC 3: CAC THUOC TIEP TUC SAN XUAT, NHAP KHAU, LUU HANH VA SU DUNG
DINH KEM CONG VAN SOf344 /QLD-CL 3& 13/ 20l
1. Danh muc cic thude trong nudc khong sir dung nguyén liéu Valsartan do Cong ty Zheijang Huahai

san xuit duoc tiép tuc sin xudt, nhép khiu, lvu hanh va si dung:

I

I . T = ¥ - — \
% STT | Tén thude q Hoat chit * S6 DK “ Nha sin xuit
P— 1 — — w - - ﬁ : — =
__ | | Valsita | Valsartan 80mg VD-16769-12 |
| 2 [ Cobidan 80 | Valsartan 80 mg VD-22086-15 ChaglyCophmBby |
| | Pharma ‘
3| Valsita ' Valsartan 80 mg VD-28770-18 .
i w_ ik |
L4 Bt it <w_.vn§5 8Cmg; Hvdroclorothiazid VD-29643-18
| 12.5mg
! . : i Cong ty ¢b phin Duge
| 5 Euvaltan plus ' Valsartan  8(mg, Hydroclorothiazid VD-14211-11 phim 3/2
. 6 | Euvantal 40 Valsartan 40mg VD-15982-11
| 7 b&@:s 160 ] Valsartan 160mg B Y&U Z.ylw ..‘__ | Cong ty 6 phin duge
8 | Amfatim 80 Valsartan 80mg | VD-14928-11 pham Ampharco U.S.A
= < .
“ 9 | Vasebos ' Valsartan 80mg VD-18261-13
- s, T— 1 ——— yom = ok o ad
10 | Vasebos 160 ' Valsartan 160mg VD-19328-13 CRwCo e e
_f pham Boston Viét Nam
SRR o = MELTURET oo - -
_ 11 Vasebos plus ' Valsartan 160mg: Hydroclorsthiazid | VD-20184-13 L» §\



A

|

S T —_ — —_—

, ) .wam,m_ S'TI/08 1.DH
IA®S wpyd | SPOTO0ETAA | o unposopoipiyy gy wLSIEA snpg uevesies iavs |
26np ueyd 00 Ky Fuoy | ! s
| SI-E1STT-GA 3w (g ueLesyep 08 UBLIBS[RA IARS [ 77
Ue( yuipy weyd - ' e 3w ¢z . 3
oonp ueyd 00 i Fuoy LI-1619Z-AA PIZOIIOI00IPAE] B 09 wewsye CT1/091 uda0lepIpy Iz
wreydxawy weyd x
. . Sw
20np wpyd 03 & Fuoy LI-606LT-TA 3w g ueesie A 08 ueus[EA 0z
S1-95hZZ-AA MRS | o ZRH-uzAo N
PAH B 091 wewesjey  © C1/091 ZRH-UeAY 61
S1-LSPTz-AA SuSEl | $'T1/08 ZIH-uRALYS)
PIZEIoI00IpA Sw g ueuesyep : 81
pawofn) weyd - = =
20np ugyd 9o 4} Sugy e ST T T—
SI-€£12Z-aA PIZEWIOI0P0IPAE Bt o umuwspe,  ST/09T ZH-UBAONG) L1
FI-1LZIZ-AA Fw (91 wenresjep 091 H-teAon)y | 9
_ vI-CLTIZT-AA Fw g uepespe 08H-uerOID) | ¢
r < -
_ . - < 5 -a13qw
81-91L6Z-AA PIZUII0I0pOIPSY Buigo] weymsy ZLOH-9]2quiaq .
NYd 1A 18g m._mﬁ | Suigz ~. w
| 0P HHNL A800> | pi-1goiz-qia | PIZEIOIOPOIAY Fuigg wwmsyey | Mquag |
;;I‘lll/. =l | i
| ‘T 01-991€1-(IA | Buigg uwyresye xamqe | 7|
SRS N | Bwgz




SaVi Valsartan 160

Valsartan 160mg

SaVi Valsartan HCT

VD-25269-16

Valsartan [1€0mg: Hydroclorothiazid

i

| VD-27051-
160/25 25mg et aietd
SaVi Valsartan 160 | Valsartan 160mg VD-13498-10 |
| .
Meyervas 160 Valsartan 160 mg VD-26480-17 |
- —_— |
Meyervas 80 Valsartan 80 mg VD-26481-17 |
Ad_
. Valsartan 16 mg: Hydroclorothiazid
Meyer - BPC.

i—— Valsartan 80mg; Hydroclorothiazid VD-26482-17

12,5mg

7, - . . T M
Meeevisia M Valsartan 160 mg: Hydroclorothiazid VD-30052-18

12,5mg
Hapresval 160 Valsartan 160mg VD-27510-17
Hapresval 80 Valsartan 80mg VD-27511-17 |

- n . e = Céng ty TNHH Hasan-

Hapresval plus 160/25 wu.a”mﬁ: 160mg; Hydroclorothiazid VD-28545-17 Dermapharm
Hapresval plus 80/12,5 | *2lsartan  80mg; Hydroclorothazid | ) secsc 12 |

12,5mg |
Hyval Valsartan 80 mg VD-23418-15 _ Céng ty TNHH United
Hyval Valsartan 166 mg VD-23417-15 H International Pharma




Y/ —

T BELESS (SIS e
uredg v W
Puopdieg "AeA BO1 :3«.::« 3 . 9/ /- , b - uepes|e UBAOL
| 1op TIQIE 01280 86 | .w,_§>oz 4 | "DV SIIBAON | 60-89LL-NA | wog| SIEA 091 a | oy
| BLIRJ\ BIURS 2P BPUOY| . ; _
PURLIZIMG :
il 7 OV ug ; St Bwipg weuesie A Sw
o n.muwgﬁnmmvzu pg | Bedd suresoy | OV SHEON | SOTOOSNA | gusg appissoq uidipopury | og/c afiopeg | €
| oo st o OV g Fupg §
‘ ! . wQ9| uBMES[EA w9 /<
UG TEEH-HD _ DV SIIBAON | 80-169$"NA | .o : it , o z
- osenssneeg BULIPY ] STLIBAON] duwig apeydsoq surdipoqury | o8aopxs
: DY mAg ‘ 3wpg venesfes Fuwgp | Swgel/o]
NG ZEEHF-HO DV SIHRAON | 80-0695-NA . : I
| ossenem o5 PULIRYJ STUBAON m ae[Asaq wdipojury a310)xg
£y sugp Ta
h XS o vig JENX uEs gyN P Suo) Maos uON| WEH + 19U 10K | domp WY | LLS

‘Bunp ns va yuey nnj ‘ney déqu yenx ues o dan 26mp ygnx ues

e

reyeny duelioyz 4 Sug) op uejiesje niy uaAndu Suitp ns Juoy 1eoSu >9nu 20nY) 283 dhvw yue( 7




Ronda de Santa Maria

Novartis Bl o ,
Diovan 40 Valsartan - 40mg VN-7769-09 | Novartis AG. | Farmaceutica o amw H Eatied gl |
: ! S A Valles. Barcelona,
o a Spain ‘
- Ronda de¢ Santa Maria ‘
Novartis | 1 5¢ 08210 Barbera del |
Diovan 80 Valsartan - 80mg/ vién | VN-7770-09 | Novartis AG. | Farmaceutica L "
SA Valles, Barcelona, |
= Spain “
Valsarzan; O Schaffhauserstrasse ‘
Co-diovan Hydrochlorothiazide - | VN-8856-09 | Novartis AG g CH-4332 Stein, |
160mg/25mg ¥ Switzerland m
Valsar:an; N s B s Schaffhauserstrasse |
Co-Diovan Hydrochlorothiazide - | VN-9324-09 | Novartis AG : CH-4332 Stein,
| Stein AG LgY
h 80mg;12,5mg Switzerland
@ Valiatton 160mp Via Provinciale
Co-Diovan JoE . Novartis Farma Schito, 131, Torre
160025 Ivmnoo:_‘o«oa_mm:_n VN-9768-19 | Novartis AG SpA. Annunziata (NA),
| g [taly

ag =l ill»llk%\‘
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Exforge HCT

Amlodipine besylate !
10mg, Valsartan 160mg,

| - |
| Novartis | Schaffhauserstrasse

|
_
[

Novartis Pharma |

CH-4332 Stein,

| |
-756-12
16 | 10mg/ mocsm Hydrochlorothiazide VNI1-756-12 i ;E.:E ; Stein AG .l o
/12.5mg 12 $mig ‘ Services AG Switzerland
| ‘4 =
| o e— | |
Exforge HCT _oww_dhﬂummﬂnww_mmm _ Novartis | Novartis Pharma | Schaffhauserstrasse
. .. = g7 1 | ,_ artis . 3 .
17 | _caw_%sw Hy drochlorothiazide . | YN1-757-12 _ Pharma Sl fobk CH-4332 Stein,
* /25mg 25mg Services AG “ Switzerland
b - | ﬁ |
| | e Amlodipine besylate “ 3 .
s | mw“wﬂmwwwma 0me, Valsartan 320mg, VN1-758-12 | ﬂga%»nw Novartis Pharma mom_uwm.ﬁam“”m 2
Wi el Hydrochlorothiazide it T, Stein AG T e,
; /25mg ik Services AG ‘ Switzerland
o == e ;
Exforge HCT E@me“wowwﬂ Mom,msm. Novartis | Novartis Pharma | Schaffhauserstrasse
kn. _ s .
19 msm\_.ocam\ Hydrochlorothiazide VNI1-759-12 gm:um | Stein AG nm.a.wwm Stein,
12.5mg Services AG | Switzerland
_N.m:am |
' 1 | Amlodipine besylate Smg, e ]
- mwmoqmn HCT Velintan 60mg, . Novartis | Novartis Pharma wngym:moaﬂ%mm
mg/160mg/ ! i VN1-760-12 Pharma ol CH-4332 Stein,
{ e . Hydrochlorothiazide "Wy . Stein AG ™
25mg m 25mg Services AG Switzerland
— M —— - e - - ——— — J
| | Amlodipine (dudi dang VN-16342. | Novartis | Novaris mwzmmmoomm“_“ﬁﬂm ‘
21 | Exforge Amlodipine besylate) ) 13| Pharma Farmaceutica Valles Basocls |
- 10mg: Valsartan 160mg | Services AG | SA. wgm:r -

|

__

e - e - \fx_l e —— 4 e e S S— S
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3 - | T ey
, Cadila ' Kundaim Industrial |
27 Valazyd 80 Valsartar 80mg <.Z-umoa.\- Healthcare 1 _m_m.n___m~ d Estate, ponda, Goa-
| . Ltd. Sk oo 403401, India
| - |
.ﬁ [
| Valpres ,
w mc:..m {(Co s _ | Havtia Ronda de Santa Maria
fevide- | i 0. s
v O Wt v Valsartan 80mg T Hexal AG. Farmaceutica | |5 cw.w R Besheri det |
i Salutas _ 13 Vallés, Barcelona.
“ S.A. :
~ Pharma | Spain 4
GmbH, Pirc) | |
Valthotan
Film Coated Viiiaes. | | caie - |~ e | Mecshbha i |
29 | Tablets 160 Valsartan 160mg 3 . Pharm Co & Pharm Co., Road, Hsin-Ying,
mg Ltd 7 | Ltd., 2nd Plant Tainan, Taiwan
"Standard" )
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s dong goi
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\ xXuong: Sacubitril 97.2mg va Novartis
- Novartis Valsartan 102,8mg (duai Novartis Singapore " !
50 ' Farma SpA; dang mudi shirc hop VN3-49-18 Pharma Pharmaceutical MW.N_MW MMWWMMHM
diachi: Via | sacubitril valsartan natri Services AG Manufacturing ,
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_ Schito 131,
80058 Torre
Annunziata
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! MHMMQ Sacubitril 24.3mg va Novartis |
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