BO Y TE CONG HOA XA HQI CHU NGHIA VIETNAM -
CUC QUAN LY DUQC Péc lap - Tu do - Hanh phiic

Sé: 14§+ /QLD-CL Ha Néi, ngay A6 thang ¥ nam 201§
V/v xut ly thube chira duge chét Valsartan

Kinh guri:
-S& Y té céac tinh, thanh pho truc thudc Trung wong;
- Céc co s& san xuét, nhap khau, phan phoi, s dung thudc.

Cuc Quan Iy Dugc da c6 cac cong van:
_ sb 13125/QLD-CL ngay 10/7/2018 théng béo thu hdi cac thubc ghua
Valsartan dugc san xuét tir nguyén liéu Valsartan do Cong ty Zhejiang Huahai
Pharmaceutical — Trung Quéc san xuat.
_ S6 13441/QLD-CL ngay 13/7/2018 v& viéc xit Iy thude chira dugc|chat
Valsartan

Can ct két qua ra soét béo cdo cua cac co sO dang ky thubc, co 58 san xuét,
nhap khau thudc nguyén lidu 1am thudc vé& ngudn gbc nguyen liéu Valsartan nham
dam béo an toan cho nguoi str dung, dong thoi cung cap thong tin vé thudc chia
Valsartan t1ep tuc dugc stir dung trong phong bénh, chira bénh, Cuc Quan ly Duoc
¢6 v kién nhu sau:

1. Cong bd céc danh sach dugc tong hop, diéu chmh va bd sung cép nhét vé
thudc chira Valsartan da duge cong b tai cic Cong van s6 13125/QLD-CL Va s6
13441/QLD-CL néu trén nhu sau:

a) Danh muc 1: Danh sach cac thudc chira Valsartan bi dinh chi luu hanh, thu
hdi dinh kém Cong van nay: tong hop céc danh sach thube dmh chi luu hanh va thu
hdi duge cong b tai cac Cong van s6 13125/QLD-CL va s6 13441/QLD-CL.

b) Danh muc 2: Danh sach cac thudc chira Valsartan bi tam dimng nhép khau,
luu hanh su dung dinh kém Céng vin nay: rut ra khoi danh sach céc thube tam
ngung nhap khAu, luu hanh, st dung duge cong bé tai cong vin sb 13441/QLD-CL
d6i véi thube Asectores 200mg ctia Cong ty Genome Pharmaceutical (Pvt). [Ltd -
Pakistan va thudc Angiotan H- Tablets cua Cong ty Efroze Chemical Industries
(Pvt) Ltd — Pakistan.

¢) Danh muc 3: Danh sach cac thudc chira Valsartan tiép tuc duge luu hanh,
str dung trong hoat dong phong bénh, chita benh dinh kém Céng van nay: diéu ¢hinh,
bo sung danh séch céc thuoc tiép tuc san xudt, nhap khau, luu hanh va su dung dugc
cong bd tai cong van sd 13441/QLD -CL, cu thé bd sung mot s thudc, 16 thudc tiép
tuc duoc luu hanh, st dung: thudc Doraval 160 mg cua Cong ty CP XNK Y té
Domesco, thudc Valsartan cia Cong ty CPDP Ctru Long, thuoc Anglotan H Tablets
ctia Cong ty Efroze Chemical Industrie (Pvt) Ltd. va mét s6 16 thudc Valsacard cua
Cong ty Polfamex S.A.




2. Co s& san xuét, nhap khéu cac thudc c6 tén trong Danh muyc 1: Danh séch
céc thube chira Valsartan bi dinh chi Iuvu hanh, thu hoi néu trén phai:

a) Khan truong ph01 hop V01 cac co so ding tén dang ky thudc, co sé phan
phdi thudc té chirc thu hdi, tiép nhan thu hdi toan b6 s6 thudc do co s& san Xuat,
nhép khau dugc tra vé tir cic co so bén budn, béan 1€, co s& st dung.

b) Bo cdo két qua thu hdi trude ngay 31/7/2018, kém theo hd so thu hdi theo
quy dinh tai Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 ctia B Y té quy dinh
vé chét lugng thude, nguyén liéu lam thude.

3. Co s phan pho1, ban budn, ban 1é, st dung thude

a) Dimg ngay viéc ban, sir dung céc thudc c6 tén trong Danh muc 1 va Danh
muc 2 dinh kém Céng vin nay.

b) Thu hoi va tra lai thubc c6 tén trong Danh muc 1 cho co s cung cép, co
s& s&n Xuat, co s& nhap khau.

b) Béo céo So Y té dia phuong, co quan quan ly Ve céc truong hop co s¢ cung
cap, co & san Xuat, nhap khau khéng tiép nhan thudc bi thu hdi.

c) Chi tiép tuc phén phdi, str dung céc thubc c6 tén trong Danh muc 3 dinh
kém Céng van nay.

4. D& nghi S6 Y té cac tinh, thanh phd truc thudc Trung uvong:

a) Théng bao trén Trang Thong tin dién tit ctia S& Y té ndi dung cia cac cdng
vin s6 13124/QLD-CL, cong van va cdc danh myc dinh kém cong van nay;

b) Phéi hop VO‘l cac phuong tién thong tin dai ching & dia phu‘ong tang cuong
cong tac tuyén truyén, phd bién danh muyc thudc c¢6 chira hoat chit Valsartan bi thu
héi, tam ngung luu hanh, sir dung c6 tén trong c4c danh sich dinh kém cong van
nay dén céc co s& phan phéi, su dung thudc va ngudi dén trén dia ban biét dé ngung
st dung va tra lai noi cung cap

c) To chirc tiép nhén théng tin béo cdo clia cac co s& kinh doanh thude, ngudi
str dung vé viéc khong thye hién thu héi. Ting cudng cong tac kiém tra va glam sat
céc co s& san xudt, nhap khiu, kinh doanh va str dung thuc hién viéc thu hdi, tam
ngimg luu hanh st dung d6i véi cac thube duoc quy dinh tai Danh muc 1 va Danh
muc 2 dinh kém céng van nay. Xt ly va xir phat nghiém d6i vé6i cac truong hop vi
pham dugc phat hién.

Cuc Quan ly Dugc thong bdo dé cac don vi biét va thuc hién./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; '

- Cuc trudng Vii Tuan Cuong (dé bao cao);

- Thanh tra B§ Y té (dé phéi hop);

- Cuc Quan 1y khdm chita bénh (dé phéi hop);

- VKN thuée TW, VKN thuéc Tp. HCM;

- Cuc Quan'Y - B§ Quéc phong; Cuc Y té - Bo Coéng An;
- Cuc Yt GTVT - B4 GTVT;

- Téng Cuc Hai quan - Bo Tai chinh ; R % uyén T4t Pat
- Céc phong trong Cuc, Tap chi Dugc MP; website Cuc; - )

- Luu: VT, CL.
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DANH MUC 2: DANH SACH CAC THUOC CHUA VALSARTAN BI TAM NGUNG NHAP KHAU,

LUU HANH, SU DUNG
Dinh kém Céng van sé A444%/QLD-CL ngay /G / {72018

n p Hoat chat + X i % 7 5 g A . ,
STT | Téen thuoc Ham hrong So PK Cong ty dang ky Nha san xuat Pia chi SX
Valsartan; Torrent Torrent i
1 Valzaar H | Hydrochlorothiaz | VN-6346-08 Pharmaceuticals | Pharmaceuticals Indﬁg;iﬁﬁ;agm'
ide 80mg/12,5mg Ltd. Ltd. :
Torrent Torrent .
2 Valzaar-40 | Valsartan 40mg | VN-7399-08 Pharmaceuticals | Pharmaceuticals Indrad-382721, ].DISt'
Mehsana, India
Ltd. Ltd.
Torrent Torrent .
3 Valzaar-80 | Valsartan 80mg | VN-7400-08 Pharmaceuticals | Pharmaceuticals budrad-382721, ].DISt'
Mehsana, India
Ltd. Ltd.
Germany. Germany. Parque Industrial Da
Pharmaceutical Pharmaceutical oy
4 Varsarley | Valsartan 80mg VN-7685-09 Concordia, Lote
Laboratory Laboratory D1b. Macau
(macao) Limited | (macao) Limited ’
Torrent Torrent .
5 | Valzaar-160 | Valsartan 160mg | VN-8944-09 Pharmaceuticals | Pharmaceuticals Indsad- 382721, ].DISt'
Mehsana, India
Ltd. Ltd.
252, Tongt
Cong ty TNHH Drug Industrial Area
6 Cardival Valsartan 80mg | VN-5275-10 TM va DP Ha An IntIeJ;r:iiz)élal Tongl, Gazipnr,

Bangladesh




404-10, Nojang-Ri,

—

. Korea United Korea United Jeondong-Myeon,
¥ Dizantan Valsartan 80mg | VN-11140-10 P Pharm. Inc. Veonma-kum
Chungnam, Korea
. 1V/292 B,
Céng ty ¢ phan Vintanova Velakkode, Mundur,
% | Veemd | WalmmlanB0me (| VRHIOBGIL | “piorert | ehtoputla | Thoomien 541,
Kerala, India
Atoz No. 12 Balaji Nagar
9 V-fg(r)tan Valsartan 160mg | VN-14443-12 Amtle)c tHeS;clhcare Pharmaceuticals | Ambattur, Chennai -
Wy llls Pvt. Ltd. 600 053, India
_ Atoz No. 12 Balaji Nagar
10 | V-Sartan 80 | Valsartan 80mg | VN-14444-12 Amt;i??tléhcare Pharmaceuticals | Ambattur, Chennai -
v Pvt. Ltd. 600 053, India
192/2 Sokhada-
T Cong ty TNHH Baroque 388620, Taluka-
11 g\? 1a60 " | Valsartan 160mg | VN-14141-11 | TM-DP Quécté | Pharmaceuticals Khambhat, Dist:
Thién Pan Pvt. Ltd Anand (Gujarat),

India




2. Danh muc cac thudc thanh phém nudéc ngoai dugc san xuét tir nguyén liéu Valsartan do Cong ty

Zheijang Huahai san xuat:

Hoat chat, ham

Cong ty dang

STT | Tén thudc S6é dang ky 4 Nha san xuét Pia chi SX
lwgng ky :
VN-17144-13
trur sO 10: ! 9 Jozefow Street, 99-
1 Valsacard | Valsartan 160mg 010118; Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
020118
VN-17145-13
trir 56 16:
010118
020118
030118 9 Jozefow Street, 99-
2‘ Valsacard | Valsartan 80mg 040118 Polfarmex S.A | Polfarmex S.A 300 Kutno, Poland
050118
060118
070118
080118
Avda. Barcelona, 69
3 Valbelis I\-[Iagforf}llrllolrggrl? agz VN-17296-13 Cong ty cd phﬁn Laboratorios 08970 Sant Joan
160/25mg | . Y DP Phano Lesvi, S.L. Despi (Barcelona),
ide 25mg .
Spain
| Valsartan 80me; ) . . Avda. Barcelona, 69
4 Valbelis Hydrochloro thieiz VN-17297-13 Cong ty co phan | Laboratorios 08970 Sant Joan
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




! Torrent Torrent g
6 Jantordio Valsartan 40mg | VN-18475-14 | Pharmaceuticals | Pharmaceuticals METC-G8 20T, DlSt'
40 Mehsana, India
Ltd. Lid.
Efroze Chemical | Efroze Chemical 146/23 Korangi
7 Sectum | Valsartan 80mg | VN-18756-15 | Industries (Pvt) | Industries (Pvt) Industrial Area,
Ltd. Ltd. Karachi, Pakistan
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
8 | gomg | Yolsartan80mg | VN-19240-15 Lid. Ltd. Street, 3011 Limassol,
Cyprus
Tantordio Torrent Exports Torrent Indrad-382721, Tal:
9 20 Valsartan 80mg | VN-19366-15 Ltd P Pharmaceuticals | Kadi, City: Indrad,
) Ltd. Dist: Mehsana, India
1-10
Vasblock Medochemie Medochemie Constantinoupoleos
10 | '{6omg | Valsartan160mg | VN-19494-15 Lid, Lid. Street, 3011 Limassol,
Cyprus
Taitardn Torrent Torrent Indrad-382721, Tal:
11 160 Valsartan 160mg | VN-19539-15 | Pharmaceuticals | Pharmaceuticals | Kadi, City: Indrad,
Lid. Ltd. Dist: Mehsana, India
" 3, Samokovsko shosse
12 Corosan | Valsartan 80mg | VN-19595-16 Cong t.yA TN'I:IH Balkanpharma " | Str., Dupnitsa 2600,
DP Viét phap Dupnitsa AD .
Bulgaria
Valsartan 160mg n 3, Samokovsko shosse
13| VA4S gy drochlorothiaz | VN-20724-17 | SOty TNHH | Balkanpharma - | “ " b b (0
Plus X Duoc Tam Pan | Dupnitsa AD y
id 25mg Bulgaria
Valsartan 80mg; . 3, Samokovsko shosse
Valdesar l Cong ty TNHH | Balkanpharma - | .
14 Plus Hydrochlorothiaz | VN-20725-17 Dugec Tam Pan | Dupnitsa AD Str., Dupnitsa 2600,

id 12,5mg

Bulgaria




