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Poc lap - Tu do - Hanh phuce

Binh Binh, ngay (0 thang 7 ndam 2018

Kinh gii:

- Céc don vi truc thudc; ‘
- Céc doanh nghiép ban bubn thudc;
- Phong Y té huyén, thi x4, thanh phd.

Thuc hién Céng vin Hoa tdc so 13125/QLD-CL ngay 10/7/2018 cula
Cuc Quan ly Duoc vé viée thu hdi thude san xuat tir nguyén li¢u Valsartan do
Cong ty Zhejiang Huahai Pharmaceutical, Trung Qudc san xuat (Sau ddy goi tat

la Céng véan 13125).

Theo d6, Cuc Quan ly Dugc dé dinh chi luu hanh va thu hoi trén toan
quéc céc thube chta Valsartan duoc san xuat tr nguyén li€u Valsartan do Cong

ty Zhejiang Huahai Pharmaceutical —

Trung Quéc san xuét, nguyén liéu nay

duge phét hién chia tap chat N- nitrosodimethylamine (NDMA) ¢6 nguy co' gay
ung thu (Danh muc thuéc dinh chi lieu hénh va thu héi theo ban chup Céng vin

13125 dinh kem).

S& Y té yéu cau cdc don vi truc thude thong bao dén cac bo phan thude
quyén; céc doanh nghi€p ban bubn thudc théng bao cho céc co s& ban 18 truc
thudc; Phong Y té huyén, thi x4, thanh pho thong béo dén cac co s¢ hanh nghé y
duoc tu nhan trén dia ban dé thu hdi thude bi dinh chi luu hanh (néu c6 sir dung,
kinh doanh) tra lai noi cung g, dam bao thudc néu trén khong con luu théng
trén thi truong trong pham vi toan tinh; bio céo két qua thuc hién vé S& Y té.

Thanh tra S& Y & va Phong Nghiép vu Duoc chiu trach nhiém kiém tra,
giém sat viée trién khai thuc hién cta Zac don vi, co s& kinh doanh thudc va xtr
ly vi pham theo quy dinh hién hanh./#p*

Noi nhin:

- Nhu trén;

- Cong an tinh;

- Chi Cuc QLTT tinh;
- BV tu BK Hoa Binh;
- Lanh dao So;

- Thanh tra S6. NVY);

(Phdi hop)

- Trang TTPT ctia $& Y té Binh Pinh;

- Luu: VT, NVD.
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Nguyén Vin Trung




BO Y TE CQNG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phie
1:,&,3 /QLD-CL Ha Néi, ngay 4 thang 3 ndim 2018

Viv thu hdi thude san xudt tir
nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Phaxmaneuhcal -

Trung Quoc sin xuat

}\mh gui:
N = - S80 Y te cac tinh, thanh pho tryc thuge Trung vong
- C4c co s¢ san xuat, kinh doanh thude

Can clr vao cac quy ché duoe hién hanh ctia Viét Nam.
Cén ctr thong béo cua Co quan quan ly duge pham Chéu Au (EMA), Co
quan quan ly duge Canada va mot s6 co quan quan Ly dugc khéc vé viée thu héi

¢ic thube chira Valsartan dugc san xudt tir nguyén liéu Valsartan do Cong ty

Zhejiang Huahai Pharmaceutical — Trung Quoc san xuéat. Nguyén liéu nay duge
phat hién chia tap chat N-nitrosodimethylamine (NDMA) co nguy co gay ung
thur.

Pé dam bao an toan cho ngudi st dung, Cuc Quan ly Dugc thong bao:

| Dinh chi luu hanh tat ca cac thube thanh pham duoc san xudt tir nguyén
litu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung Qudc san xuat
theo danh mue dinh kém.

2. Yéu chu cac Cong ty dang ky thude, sin xuét thube, Cong ty nhip khau:

a) Phoi hop véi nha phan phéi thude théng bao thu hoi tit ca cac 16 thude
thanh whfxm trong cong thirc san xuat ¢é chua nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical — Trung Quoa, san xuét theo danh muc kém theo
16 cdc cor s& ban budn, ban 1é, st dung thude va tién hanh thu hoi toan bg cac 10
thude nay.

b) Nglng ngay viée str dung nbuyt,n liéu Valsartan cua Cong ty Zhejiang
Huahai Pharmaceutical — Trung Quéc dé san xudt thude thanh pham. Thuc hién
danh gid nha cung cip, kiém tra, nghién ctru st dung nguyén liéu Valsartan cua
nha san xudt mai dam bao yéu cdu chit lugng, an toan cho ngudi sir dung va thyc
hién thu tuc thay déi hd so ding ky thude theo ding quy dinh ctia phép luit.

) Giri béo céo thu hdi vé Cuc Quan ly Duge trong vong 01 thang ké tir
ngay E\\ C on;: van nay, hd so thu héi bao &om sb luong xudt xudng, s6 luong thu
hoi, edc bing chimg vé viée thue hién thu hoi tai cic co s& ban budn, ban le, su
dung di mua thubée theo quy dinh tai Thong tu sé 11/2018/TT-BYT ngay
04/5/2018 cha B& Y té quy dinh vé chat luong thude, nguyén liéu lam thube.




3. P& nghi S6 Y té cdc tinh, thanh pho:

a) Thdng bao viéc thu hoi téi cac co s& kinh doanh, st dung thude trén dia
ban.

b) Cong bd théng tin viée thu héi 16 tht ca cac thude thanh pham dugc san
xuét tir nguyén ligu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical -
Trung Qubc san xuét trén Trang thong tin dién tir ctia So.

¢) Kiém tra va gidm sat cac Cong ty san xuét, kinh doanh trén dia ban thuce
hién viée thu hoi céc 16 thubc néu trén, xir ly cdc don vi vi pham theo quy dinh.

Cuc Quan ly Dugc théng bdo de cac don vi biet va thire hién./.

CUC TRUONG

i

“CYC TRUONG

Noi nhin:

- Nhu trén;

- Cuc truéng Vil Tudn Cutmg (dé b/c);

- Cac phong DKT, KDD, Thanh tra DMP, TTQCT -
Cyc QLD: website Cuc QLD;

- Luw VT, CL (XH).



Durge Chat
(Ghi Day Da Tiéu
Tén, Dang Chudn Tén Nsx Neuvén Lié Pia Chi Nsx San Nudre
STT [Tén thude SDHK Neay hét han  |Cong ty sin xuit Nguaveén Lidu, Duge ;n L ks Nguyén Licu |San Xuit
Dang Mudi chit |® 9) (10)
o) (7)
(6)
5 i Zhejiang Huahai Chuannan Dugiao.
. Cong ty ¢0 phan R = . vt b o .
1 |Valsartan 80 |VD-27843-17 [19/09/2022 2 ; Valsartan USP 38 |Pharmaceutical Co. |Linhai, Zhejiang, China
duge pham Ciu Long oo A
Ltd 317016, China
Zhejiang Huahai Chuannan Dugqiao,
‘ong ty CPDP T B e e ’ "y
2 ;[)‘lo:?artan VD-27098-17 122/6/2022 Lcrcc;:i 7} U8 |y alsartan Pharmaceutical Co. |Linhai, Zhejiang, China
) i Ltd 317016, China
R A A - Zhejiang Huahai Chuannan, Dugiao,
3 |Opevalsart 40 [VD-20792-14 [12/6/2019  |SOnEW EOphan g man |°oF  |Phanmaceutical Co,  |Linhai, Zhejiang, China
duge pham OPV 34/NF29 :
Ltd. 317016, China
- 2 o3 Zhejiang Huahai Chuannan, Dugiao
C g : i G i ’ .
4 |Vasartim 80 |VD-20802-14 [12/6/2019 dg:i {1;;1?1%;:, Valsartan Ejji £99 Pharmaceutical Co, |Linhai, Zhejiang, China
= B ST 317016, China
y - T Zhejiang Huahai Xungiao, Linhai
Vasart 5 / h i :
s |Vasartim Plus \yny 1o007.10 {30/52017 ngeopiin o odan  |oo  |Phamaceniical Co, |[Zhefiera 317024, | Chla
160:25 duge phim OPV 31/NF26 .
Lid. China.
. 2 3 Zhejiang Huahai Chuannan, Dugiao,
; : Cong ty i : + . - .
6 (Vasartim40 |VD-20461-14 [4/3/2019 bgty 0PN emms  |oo.  |Bhetwecenticdl Co, [inhel Zhefane | Chi
duge pham OPV 34/NF29 o ;
Lid. 317016, China
. o Zhejiang Huahai Chuannan, Dugiao,
7 [Halotan 160 |VD-20785-14 112/6/2019 ang v EO phan, Valsartan USP. -~ (Pharmaccutical Co, |Linhai, Zhejiang, China
duge pham OPV 34/NF29 & ;
Ltd. 317016, China
T Zhejiang Huahai Chuannan, Dugiao
: £ ' ¢o ph = ? :
8 [Halotan40  |[VD-20786-14 112/6/2019 Pl Y S L e T L T China
duge pham OPV 34/NF29 E
' Ltd. 317016, China




Cong ty co phan

LSP

Zhejiang Huahai

Chuannan, Dugiao.

9 {lalotan 80 VD-20787-14 |12/6/2019 . ; Valsartan - Pharmaccutical Co, |Linhai, Zhejiang, China
ye phi Y 34/NF29 : o
duee pham OPY 34/NF2S Lid. 117016. China
; s 3 b R Zhejiang Huahal Chuannan, Dugiao,
eaic . . .ONE 1y ¢ h Hos . ) = . i W T S
10 OC‘Ldm VD-29339-18 |22/02/2025' - t},fo PRI O W alsartan UISP 38 |pharmaceutical co.  |Linhal. Zhejiang China
80/12.5 duge Viét Nam S
1td 517016, China
i ZHEJIANG ”
Cong ty CO6 phéan Chuannan, Dugqiao,
Doraval S : : JISP38/3 J I ’ ;
1 [Doraval 80 |r o cioa16 [05-09-2021  |Xudtnhap khiu Y ¢ [Valsartan |00 o0 [HUAHAL Y ohoi Zhejiang China
me DOMESCO 4 PHARMACEUTL 13008 coing
o CALCO,LTD |’
" i g i ZHEJTANG Chuannan, Dugjiao.
Cong ty Co phan : S ‘
Doraval plus — T o 2 USP HUAHAL Linhai Zhejiang .
2 VD-26463- -02-2022 | Xué ché / z
12 {1 Gt | T 2oL D télgton!&fgl‘cgu Yo (Valsartan a0 59 [PHARMACEUTIC [317016 i
S ALLO, LTD China
" S o § ZHEJIANG Chuannan, Dugiao,
Cong ty Co phan o 3 e
oraval plus i : USP HUAHAI Linhai Zhejiang .
3 _ VID-26464- 06-02-202 it nhip khau Y Valsarte : R Chine
13 18omy/12.5me b Rtz zéugc;lx}gscgu asartan 136,39 |[PHARMACEUTIC [317016 e
* AL CO., LTD China
T . Zhejiang Huahai Chuannan, Dugiao,
Cong ty h us = o q = e ’ :
14 |Opevalsart 80 |[VD-24249-16 |23-3-2021 ong B C oP anr Valsartan d Pharmaceutical Co, |Linhai, Zhejiang China
duge pham OPV 34/NF31 N
Ltd 317016
4 90 Zhejiang Huahai Chuannan, Dugiao,
. Cong ty ¢6 phan . Usp m - o g -y
15 |Vasartim 160 |VD-21684-14 [19-09-2019 dggg t\hﬁ; 112)13\! Valsartan J4/NF29 Pharmaceutical Co, |Linhai, Zhejiang, China
el Ltd. 317016, China
NN - Zhejiang Huahai Chuannan, Dugiao,
e 1 Cong Ty Cé Phan . . L .
16 |Pyvasart 160 |VD-23853-15 |17-12-2020 - . Valsartan EP 7.0 |Pharmaceutical Co.. |Linhai, Zhejiang, China
PYMEPHARCO -
Ltd. 317016
va e el e Zhejiang Huahai Chuannan, Dugiao,
: er 4 Cdno Ty Co Phan . ) , ) ] e -
17 |Pyvasart 40 |VD-23854-15 |17-12-2020 ", ; Valsartan EP 7.0  |Pharmaceutical Co., |Linhai, Zhejiang, China
PYMEPHARCO . :
Ttd. 317016
TS S Zhejiang Huahai Chuannan. Dugiao,
18 [Pvvasart 80 [VID-23222-15 109-09-2020 Léng Ty Lo/ Phan Valartan B8 ‘Pharma::cmicul Co.. |Linhai, Zhejiang China
% o i PYMEPHARCO ' ' o R % =

Ltd.

317016




Valsartan

Cang ty TNIH Lién

LZUEIJTANG

XUNQUIAO,

Yy - : N . L LINHAL .5
(G [STADA 160G |VD-25030-16 |15-07-2021 D(_}‘f‘l.nil‘l \ TADA- Valsartan EPR.O PHARMACEUTICA|ZHEIIANG 317024, China
my VIET NAM . ,
= [ Co.. Lid. China China
Valsartan Chi nhanh Cong ty Zhejiang Huahai Chuannan. Dugiao,
20 |Stada VD-26570-17 [06-02-2022  [TNHI LD Stada Valsartan EP 8.0 |Pharmaceutical Linhai, Zhejiang,. China
40 mg Viét Nam Co.. Ltd. 317016
Valsartan Chi nhanh Céng ty Zhejiang Huahai Chuannan. Dugiao,
21 |Stada VD-26571-17 [06-02-2022 |TNHH LD Stada Valsartan EP 8.0 |Pharmaceutical Linhai, Zhejiang, China
80 mg Viét Nam Co., Ltd. 317016
p A HCT Cona Tv C& Pha Zhejiang Huahai ?oastall)lnc%ustrial
yvasa i . ong ly Co Phan 4y o .one, Luqlao, -
- 04 by VD-27316-17 |22/06/2022 PYN%EPHAR co |Vebartan [EPB.O  |Phamaceutical Co., | P dejiang: China
- 317016
Valsartan Cdng tv TNHH Lién Zhejiang Huahai Chuannan, Dugiao,
23 |STADA 80 |VD-14016-11 [12/10/2016  |Doanh STADA- Valsartan EP 8.0 |Pharmaceutical Co, |[Linhai, Zhejiang. China
mg VIET NAM Ltd. 317016.




	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6

		2018-07-11T14:06:37+0700
	Việt Nam
	Sở Y tế<vanphong@syt.binhdinh.gov.vn> đã ký lên văn bản này!




