BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUOQC Docldp - Ty do - Hanh phic
Sé:/;52+44 /QLD-CL Ha Néi, ngay A3 thdng 7 ndam 2018

V/v xit Iy thude chtia duge chit Valsartan

Kinh gti:

= . -S&Y té chc tinh, thanh phé truc thude Trung uong;
KHAN - Céc co s& sén xudt, nhap khau, phin phéi, stz dung thube.

Ngay 10/7/2018, Cuc Quan ly Dugc d4 c6 cée cong vin:

- s6 13 125/QLD-CL théng bo thu hdi cdc thubc chira Valsartan duoc san
xuét tir nguyen liu Valsartan do Céng ty Zhejiang Huahai Pharmaceutical — Trung
Qudc san xuét.

- sb 13124/QLD CL yéu ciu céc co sé dang ky thuoc cO s& san xuét, co sor
nhap khau thude, nguyén liéu lam thudc ra soét va béo céo vé Coo Quan ly Duge Ve :
ngudn goc nguyén liu Valsartan dugc st dung trong san xuét thude lvu hanh su |
dung tai V1et Nam.

Cén ctr két qua ra sodt viéc cap sb dang ky thubc, sén xuat nhép khau thuoc
nguyén liéu lam thube va béo cdo cua cac co s¢ déng ky thudc, co s& san xult, nhap
khéu thubc nguyén lidu lam thudc v& nguon gbe nguyen liéu Valsartan nham dam
bdo an todn cho ngudi str dung, dong thoi cung cfp théng tin v& thudc chia
Valsartan tiép tuc duge sit dung trong phong bénh, chita bénh, Cyc Quan ! ¥ Duge
thong béo:

P

1. Binh chi luu hanh céc thube thanh pham duge san xuft tir nguyén liéu

up

Valsartan do Cong ty Zheijang Huahai san xuit. Danh s4ch cép nhat cac thudc chira -

Valsartan bi thu hdi dinh kém (Danh muc 1).

Céc co 56 sén Xuat co s& nhép khau thubc khan trwong trién khai viéc thu h01 )
thudc theo dtng yéu céu tai cong van sb 13 125/QID-CL ngay 10/7/2018 cta Cuc

Quaén ly Duoc.

~ 2.Tam nglmg nhap khau, luu hanh, sty dung cac thuoc co tén trong Danh sdch. .
cac thube chtta Valsartan chua ¢ bdo cdo vé ngudn gbc nguyén liéu bj tan dung ‘

nhap khéu, luu hanh va st dung trén 14nh thd Viét Nam dinh kém (Danh muc 2).

~Yéu ciu cic co s& nhép khéu thudc, co sé kinh doanh phan phdi va co s& sit
dung thudc tam nglung ngay viéc nhap khau, phan phdi, st dung céc thudc c6 tén
trong Danh sach nay.

3. Tiép tuc san xuét, nhap khiu, lru hanh va st dung d6i v0’1 céc thudc chira
Valsartan dugc néu trong Danh sach cac thubc chita Valsartan tiép tuc dugc huy
hanh, sit dung trong hoat déng phong bénh, chita bénh dinh kém (Danh muc 3).



4. Dé nghi S¢'Y té c4c tinh, thanh ph truc thudc Trung uong: |

- Théng béo trén Trang Théng tin dién tr cia S& Y té ndi dung ciia cac cong
van s 13124/QLD-CL, sb 13 125/QLD-CL ngay 10/7/2018 néu trén, cdng vin nay
va céac danh sich dinh kém;

- Théng bdo cho céc co s& san xuét, kinh doanh, sir dung thube vé viéc:

+ Thu hdi, tra lai co s& cung cAp dbi véi cac thudc quy dinh tai Danh muc 1
cong van nay; | ‘

-+ Tam ngimg nhap khau, Iwu hanh, sit dung d6i véi céo thubc quy dinh tai
Danh muc 2 c¢éng vin nay; _

+ Tiép tuc sin xudt, nhap khiu, lwu hanh dbi véi cac thube quy dinh tai Danh
muyc 3 cong van nay nhim dam bao thudc cho nhu ciu sir dung cta nguoi bénh.

- Kiém tra gidm sdt cdc co s& san xudt, nhép khau, kinh doaul va si dung
thuc hién vigc thu hdi, tam ngung luu hanh st dung ddi véi cac thude duge quy dinh
tai Danh muc 1 va Danh muc 2 cdng vin nay; xur Iy don vi vi pham theo quy dinh
hién hanh.

Cuc Quén Iy Dugc théng béo dé céc don vi bibt va thuc hién./.

Noi nhin: _ ; KT. CUC TRUONG
- Nhu trén; PHG UC TRUONG

- Cuyc trudng Vil Tudn Cudng (dé béo céo);

- Thanh tra Bo Y té (dé phdi hop);

- Cuc Quén Iy khdm chita bénh (dé phéi hop);

" - VKN thubc TW, VKN thuéc Tp. HCM:

- CucQuan Y - B§ quéc phdng; Cuc Y té - Bb Cong An;

- Cuc Y t8 GTVT - B§ GTVT;Téng Cuc hai quan - Bo Tai
chinh ;

- Céac phong trong Cuc, Tap chi Duoc MP; website Cuc
.QLD; .

- Luu: VT, CL.
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2. Danh muc cic thudc thanh phim nwéc ngoai dwoc sin xuét tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai san xuét:

STT | Tén thubc | L S6 ding ky - Cong Q dang Nha sén xuét Pia chi SX
; lwong . . ky _
| _ » : | . 9 Jozefow Street, 99-
1 Valsacard | Valsartan 160mg | VN-17144-13 | Polfarmex S.A Hoﬁmgmx S.A 300 Kutno, Poland
s | - . 9 Jozefow Street, 99-
& Valsacard | Valsartan 80mg VN-17145-13 | Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
.| Valsartan 160mg P 2 P " Avda. Barcelona, 69
3 | Valbelis T cochlorothiaz | VN-17296-13 | SR8 e0 | Laboralonlos | ggg7 gant Joan Despi
160/25mg | .7 phan DP Phano | Lesvi, S.L. .
ide 25mg . (Barcelona), Spain
" Valsartan 80mg; 'Chng ty cb ; Avda. Barcelona, 69
g | Valbelis |y chlorothiaz| VN-17297-13 | phinDP Pha | [Z2°0T10TI0S | 66070 gant Joan Despi
80/12.5mg | . . . Lesvi, S.L. i
ide 12,5mg : : no (Barcelona), Spain
Valsartan 80mg; - - Torrent Torrent Indrad-382721, Dist.
5 Valzaar H | Hydrochlorothiaz | VN-17796-14 | Pharmaceutical | Pharmaceutical Mehsana, Gujarat,
ide 12,5mg . s Ltd. B 1t India
; ‘ Torrent Torrent, A .
g | Tautotdio |.o ) b dme | V1847514 | Pharmucetioal | Phanmacentin) | Tiorad-382721, Dist.
40 . & Mehsana, India

glid,

§Lid.
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Valdesar
Plus

Valsartan onmw
Hydrochlorothiaz
id 12,5mg

VN-20725-17

Coéng ty TNHH
Dugc Tam Dan

Balkanpharma -
Dupnitsa AD

3, Samokovsko shosse "
Str., Dupnitsa 2600,
Bulgaria
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Angiotan- v EEE.WM , m.momn ﬂro_ﬁom_ OMMHW& msmhwwnm%owﬂm
¥ I Tablets Eudﬁoowwoaﬁ?mw&o <Z-Homu.u-5 Hnmcmmmm (Pvt) Endustries (Pvt) - Rakaghi,
g . Ltd. Pakistan
404-10,
Nojang-Ri,
: . - . ; ' Jeondong-
8 | Dizantan | Valsartan80mg | VN-111d0-10 | KoreaUnited | KoreaUnited |+ “peop,
| Pharm. Inc. Pharm. Inc. i
Yeongi-kun,
Chungnam,
Korea
1V/292 B,
Velakkode,
_ - Céng ty cb phin Vintanova Mundur,
9 | Veesar80 | Valsartan 80mg | VN-12936-11 | "y olp 78, | pharmaPvt1td | Thrissur-680
541, Kerala,
India
No. 12 Balaji
—— ; Atoz Nagar
10 <-wmwmb Valsartan 160mg | VN-144£3-12 >§Mm;mﬂm%omﬁ Pharmaceuticals Ambattur,
, o Pt. Lid. Chennai - 600
053, India
No. 12 Balaji
. _ . Atoz Nagar
11 <.m%%§ Valsartan 80mg | VN-14424-12 >§wwﬁmﬁm§a Pharmaceuticals | Ambattur,
. | o Pvt. Ltd. Chennai - 600

053, India
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1.

DANH MUC 3: CAC THUOC TIEP TUC SAN XUAT, NHAP KHAU, LUU HANH VA SU DUNG
PINH KEM CONG VAN SO/344{/QLD-CL ngay A3 [H 2008

Vasebos plus

Danh muc céc thudc trong nwéc khong sic dung nguyén liéu Valsartan do Cong ty Zheijang Huahai
san-xuét dwoc tiép tuc sdn xuit, nhap khéu, lwu banh va si dung:
STT Tén thudc Hoat chit S6§ PK Nha san xuit
1 | Valsita Valsartan 80mg VD-16769-12 _
2 | Cobidan 80 Valsartan 80 mg VD-22086-15 Cong i phan B
. Pharma
3 | Valsita Valsartan 80 mg VD-28770-18
| Buvaltan Plus i SOy SUNCemEE | s SR
. 12,5mg,
;- . Y A Cong ty cb phén Dugc
1 Euvaltan plus ,,\.m_manmﬁ By, . Hydnediordizeld VD-14211-11 pham 3/2
112,5mg :
6 | Buvantal 40 Valsartan 40mg VD-15982-11
7 | Amfatim 160 Valsartan 160mg VD-14927-11 Cong ty b ibkn Sage
8 | Amfatim 80 Valsartan §0mg Vb-fdgoeul | PR Ampharoe LS,
9| Vasebos Valsartan 80mg VD-18261-13 -
y = Céng ty C6 phin Dugc
10 | Vasebos 160 Valsartan 160mg VD-19328-13 i Boston ¥igt Nam
11 VD-20184-13

Valsartan 160mg; Hydroclorothiazid
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SaVi Valsartan 160

| VD-25269-16

24 Valsartan 160mg
25 | SaVi Valsartan HCT .Jx&mmnm: 160mg; Hydroclorothiazid VD-27051-17
160/25 25mg

26 |SaViValsartan 160 | Valsartan 160mg VD-13498-10
27 | Meyervas 160 Valsartan 160 mg VD-26480-17
28 | Meyervas 80 Valsartan 80 mg VD-26481-17
N_@ . Valsartan 160 mg; Hydroclorothiazid

; Meyervasid F 25 mg VD-26483-17 Céng ty Lién doanh

: S s : Meyer - BPC.
30 Meyervasid Valsartan 80mg; Hydroclorothiazid VD-26482-17

! Hw“..mcpm

: ; - : s . , .
31 Meyervasid M Valsartan 160 mg; Hydroclorothiazid VD-30052-18

12,5mg

32 | Hapresval 160 Valsartan 160mg VD-27510-17
mwm Hapresval 80 Valsartan 80mg VD-27511-17

.. . 5 n ) . 3 Coéng ty TNHH Hasan-
3% | Hapresval plus 160/25 wwmm%s Tndmg; Hydroclomthiasid. | oy suers 17 Dermapharm
3 | Hapresval plus 80/12,5 | Volsattan 80mg; Hydzoclorothiazid | o) 5gss6 17

12,5mg .

36 | Hyval V m_mmn@ 80 mg Su..Mmﬁm-E Céng <y TNHH United
37 | Hyval Valsartan 160 mg VD-23417-15 Totematinnd) Hhame
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Ronda de Santa Maria

: . Novartis N
5 | Diovan40 Vebatans A0y | VNCTIO008 Wovddis S | Fatmasetion | o oo ORI el
; S A Vallés, Barcelona,
o Spain
_ . | Nowartis | erberd de
6 Diovan 80 Valsartan - 80mg/ viéa | VN-7770-09 | Novartis AG. | Farmaceutica X
. SA Vallés, Barcelona,
o Spain
~. Valsartan; | Novartis Pharma Schaffhauserstrasse
7 Co-diovan Hydrochlorothiazide - VN-8856-09 | Novartis AG : CH-4332 Stein,
A Stein AG .
160mg/25mg _ Switzerland
Valsar:an; T — Schaffhauserstrasse
8 Co-Diovan Hydrochlorothiazide - VN-9324-09. | Novartis AG » CH-4332 Stein,
Stein AG :
. 80mg;12,5mg Switzerland
] Via Provinciale
A - Valsartan 160mg ' .
: Co-Diovan v . e . 5 -1 Novartis Farma Schito, 131, Torre
. -9768- / . e
9 160/25 m%&oow_wwﬂw?mmam - VN-9768-19 | Novartis AG - iagiats (NA),
g Italy
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Schaffhauserstrasse

Exforge HCT | SWBH%%MMMM N_wa. o Novalls | oqy e Phorm
16' | 10mg/160mg & SO yN1-756-12  Pharma e CH-4332 Stein,
Hydrochlorothiazide . Stein AG ;
/12.5mg : Services AG Switzerland
12,5mg
Exforge HCT SWEH%MMMMMMMMMHM Nowvartis Wiaearis Bl Schaffhauserstrasse
17 | 10mg/160mg & SOV | YN1-757-12 | Pbarma oy CH-4332 Stein,
Hydrochlorothiazide y Stein AG .
/25mg Services AG Switzerland
25mg
| Bxforge HCT | owwgﬁwwﬂwmwhwﬁwh © Novartis | o . wrmﬁbm Schaffhauserstrasse
18 | 10mg/320mg & 2278 | YN1-758-12 Pharma g CH-4332 Stein,
Hydrochlorothiazide i Stein AG a1
/25mg Services AG Switzerland
25mg .
i Smg. .
‘Exforge HCT er_M\&WHM don Mwmﬁo e . Nowvartis Novartis Pharma Schaffhauserstrasse
19 | 5mg/160mg/ Gz TR 2 SeAll, VN1-759-12 | - Pharma RIS CH-4332 Stein,
Hydrochlorothiazide " Stein AG ;
12.5mg # Services AG Switzerland
12,5mg
Exforge HCT PB_MMMHMMN_W@M M%H Smg, . Nowartis ousdis Pl Schaffhauserstrasse
20 | S5mg/160mg/ S JEs VN.-760-12 |  Pharma : CH-4332 Stein,
Hydrochlorothiazide . : Stein AG 5
25mg Services AG Switzerland
25mg
.. . ' . Ronda de Santa Maria
Amlodipine (du6i dang | yag 554y | Novarti Novartls | 58 08210 Barbera del
21 . Exforge Amlcdipine besylate) 13 Pharma Farmaceutica Vallgs. Batoel
Services AG S.A. e

10mg; Valsartan 160mg

Spain
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Kundaim Industrial

. Cadila .
27 | Valazyd 80 Valsartar: 80mg ‘ VRAO9T . Healthoare | o 212 | Estate, ponda, Goa-
Ltd. ” ' 403 401, India
Valpres _
80mg (Co so Novartis Ronda de Santa Maria
28 xuit xudng: Vilgman §0ng VN-17449- Hexal AG. Farmaceutica 158 om,muo Barbera. del
Salutas 13 SA Vallés, Barcelona,
Pharma o Spain
GmbH, Drc)
Valthotan — ; .
Film Coated VN-17592- | Chem & Standard Chem No. 154 Hﬁ.mﬂ-ﬂcmz
29 Tablets 160 Valsartan 160mg 13 Pl Clo & Pharm Co., _ Wom.nr EmE..MwEmv
mg : Itd ? Ltd., 2nd Plant Tainan, Taiwan
"Standard" '
Valpres
160mg (Co
SO Xudt,
xuong:
MMHHM Novartis Ronda de Santa Maria
30 | GmbH, d/c: Valsartan 160mg EIMMQMT | Hexal AG. Farmaceutica mwwm\umﬁww NHWNMMMMW
Otto-von- : : S.A. g 3 ’
Guericke- PR
Allee 1,
39179
Barleben,
Germany)
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Nowvartis

.Ronda de Santa Maria

; Novartis : s
35 | Diovan 160 Valsartan 160mg Szﬂﬂ%m, Pharma Farmaceutica Gmmwm :wwawoa el

. Services AG S.A. <o ol

; Spain

; . . - Ronda de Santa Maria
g | w , VN-18399- | Dovartis Rieiss 158 08210 Barbera del

] iovan 80 Valsartan 80mg 14 Pharma Farmaceutica Vallés. Barcelona

: : : . Services AG S.A. S ’

: Spain

| Unit-V, Sy. No. 410,

s o 411, APIICSEZ,

_, : : VN-18789- | Hetero Labs Hetero Labs Polepally Village

i - . b
S | WalsacH 80 Volsdan Bimg. 15 Limited Limited Jadcherla Mandal

: Mahaboognagar Dict-

509301, India
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Amiodipin (dudi dang

Zod,..mnwm

Ronda de Santa Maria

- | Exforge HCT | amlodipin besilate) 10mg; VN-19287- Novartis 158 08210 Barbera del
42 | 10mg/160mg Valsartan 160mg; f 15 Pharma Farmaceutica Valles. B 1
. /12.5mg Hydrochlorothiazide Services AG S.A. mw L R
12,5mg . e
Amlodipin (dudi darig . .
Exforge HCT | amlodipin besilate) 10mg; | .. Novartis |  Novartis ontatla vt Mae
_ P VN-19288- _ 158 08210 Barbera del
43 | 10mg/320mg Valsartan 320mg; 5 Pharma Farmaceutica Vallés. Barcelona
/25mg - Hyd-ochlorothiazide _ Services AG S.A. w i-n ’
25mg p
Amlodipin (dudi dang .
Exforge HCT | amlodipin besilate) 5Smg; Nowartis Novartis Rowls de banta ?mmﬂm
B P & VN-19289- 158 08210 Barbera del
44 | 5mg/160mg/ Valsartan 160mg; 15 Pharma | Farmaceutica Valles. Barcelona
12.5mg Hydrochlorothiazide Services AG S.A. W ain :
12,5mg p
: Q road, Phase IV,
_ Valsartan 80mg; . ; Mepro GIDC, Wadhwancity-
45 | Valoickeck H |  Hydrochlorothiazid | " 200 " rmwmw | Pharmaccuticals 363035, Dist.
. 12,5mg Pvt. Ltd- Unit II Surendranagar,

Gujarat, India
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Uperio

50

200mg (Co

va xXuat
xudng:
Novartis
Farma SpA;
dia chi: Via
Provinciale
Schito 131,
80058 Torre
Annunziata
(NA), Italy)
Uperio 50mg

s¢ dong goi

Sacubitril 97,2mg va
. dang mud1 phirc hop

226,206mg);

Valsartan 102,8mg (dudi

sacubitril valsartan natti

VN3-49-18

Novartis
Pharma-
. Services AG

Novartis
Singapore
Pharmaceutical
- Manufacturing
Pte. Ltd

10Tuas Bay Lane,
637461 Singapore

<l

"80058 Torre

(Co s& dong
g6i va xuht
xuong: w
Novartis
Farma SpA;
dia chi: Via
Provinciale
Schito 131,

Annunziata

(NA), Italy)-

Sacubitril 24,3mg va
Valsartan 25,7mg (dudi
dzng mudi phirc hep
sacubitril valsartan natri
56,551mg);

VN3-50-18

Nevartis
Pharma
Services AG

Pharmaceutical
Manufacturing

Novartis
Singapore

Pte. Ltd

10Tuas Bay Lane,
637461 Singapore




