UBND TiINH PONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Poc lap — Ty do — Hanh phiic
S6: l{Dbﬁ /SYT-NVD Poéng Nai, ngay A3 thingd  nam 2018
V/v thube chira dugc chét
Valsartan
Kinh giri: )
- Cac don vi truc thp(f)c S& Y té;
X . - Trudng phong Y te cac huyén, thi xd Long Khanbh,
e VANBANDIENTU | (hanh phé Bien Hoa; ,
ONG GO VAN BAN GIAY - Céc don vi kinh doanh, sir dung thudc trén dia ban tinh.

(Sau day goi la cac don vi)

Thyc hién van ban sb 16944/QLD-CL ngdy 31/8/2018 ciia Bo Y té vé viéc thude
chira duge chét Valsartan, Giam déc S& Y t& Ddng Nai thong bao y kién chi dao
cta Cuc Quan ly Dugc - Bo Y té nhu sau:

1. Dinh chi Iuu hanh va thu hdi trén dia ban tinh cac thudc c6 tén trong
Danh séch tai khoan 1, Cong van s0 16944/QLD-CI ngay 31/8/2018 va Danh muc
1, khoan 2, Cong vin sb 16944/QLD-Cl ngdy 31/8/2018; Tam dimg nhap khau,
lvu hanh, st dung Cac thudc thuéc Danh muc 2, .khoén 2 Cong van sb
16944/QLD-CI ngay 31/8/2018; Cac thudc thuéc Danh muc 3, khoan 2 Cong vén
sé6 16944/QLD-CI ngay 31/8/2018 dugc tiép tuc luu hanh, st dung trong hoat
dong phong bénh chita bénh.

2. Truoéng Phong Y té cac huyén, thi x3 Long Khénh, thanh phé Bién Hoa
¢6 trach nhiém giri thong bao cho cac co sd ban 1¢, cac co s¢ sir dung thudc ngoai
cong 1ap trén dia ban quan ly, kiém tra va giam sat cac don vi thuc hién thong
béo; xtt ly, x{r phat nhitng co s& vi pham theo quy dinh hién hanh.

3. Céc don vi giri bao céo két qua thuc hién vé S& Y té - Phong Nghiép vu
Dugc (k& ca truong hop khdng c6 hodc khong phat hién dugc cac san pham noi

trén) trudc ngay 25/9/2018 .

S6 2 - Phan Dinh Phing, phuong Quang Vinh, thanh phd Bién Hoa, tinh Dong Nai
DT: (02513) 942641, Fax: (02513) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




4. Thanh tra S& ting cudng cong tac kidm tra giam sat st dung cac thube
chtta duoc chit Valsartan cac thudc thudc Danh séch tai khoan 1, Danh muc 1 va

Danh muc 2, khoan 2, Cong van s6 16944/QLD-Cl ngay 31/8/2018./.

(Dinh kém Cong van 16944/QLD-CL ngay 31/8/2018 cia BG ¥ té/

Noi nhin: GIAM POC
- Nhu trén; ’
- BGD SYT (bao céo);

- Phong PC15 Cong an Pong Nai;
- Chi Cyc QLTT Dong Nai;

- BVDK Cao su Ddng Nai;

- Bv t4m thin TW2

- TTKN, Thanh tra S&, P. QLHN;
- Trung tim TT-GDSK;

- Website S& Y té Pong Nai

- Luu: VT, NVD.

S 2 - Phan Dinh Phung, phudng Quang Vinh, thanh phb Bién Hoa, tinh bbng Nai
PT: (02513) 942641, Fax: (02513) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




N

. BOYTE . . CONGHOAXAHOI CHU NGHIA VIET NAM ~
CUC QUAN LY DUQC Pdc 13p - Tw do - Hanh phiic
$6316444/QLD-CL Ha Ngi, ngayz 4 thang g ndm 2018
V/v thudc chira dwgc chit Valsartan

Kinh gui:
_S& Y té chc tinh, thanh phd tryc thufc Trung uong;
- Che co s& sén xufit, nhap khu, phin phoi, si dyng thude.

Cin cir théng béo ciia Co quan quan 1y dugc phém Chéu Au (EMA), Co
quan quén 1y duge M§, Co quan quén 1y duge Pai Loan va mft s8 co quan quan
Iy duge khéc trén thé gi6i v& vide thu hdi chc thudc chita Valsartan duge san
xult ti nguyén lidu Valsartan chita tap chét N-nitrosodimethylamine (NDMA)
chia céc nha san xuit nguyén lidu:

- Zheijang Huahai Pharmaceutical Co. Ltd;
- Zhuhai Rundu Pharmaceutical Co, Ltd;

- Zheijahg Tianyu Pharmaceutical Co. Ltd;
- Hetero Labs Ltd.

‘ Nhim dam bio an todn cho ngudi s dung, ddng thdi cung cdp théng tin
vé thudc chira Valsartan tiép tyc duge sit dung trong phong bénh, chita bénh,
Cuc Quan Iy Dugc ¢6 y kién nhu sau:

1. Théng béo thu hdi, ngimg sin xudt, ngimg nhép Kkhiu nguyén liu va
cac thubce ¢6 chira valsartan duge san xuét ti nguyén liéu valsartan do cdc cong
ty Zhuhai Rundu Pharmaceutical Co, Ltd; Zheijang Tianyu Pharmaceutical Co.
{ 4d; Hetero Labs Ltd san xuét. Danh séch cac thude cy thé nhu sau:

- Valsartan 160, SDK: VD-29714-18, Céng ty CPDP Ciru Long

_ Cobidan 80, SDK: VD-22086-15, Cdng ty ¢ phén BV Pharma.

- Meyervasid M, SPK: VD-30052-18,Cng ty Lién doanh Meyer — BPC
- Mayervas 160, SDK: VD-26480-17, Cong ty Lién doanh Meyer —~ BPC
- Mayervas 80, SDK: VD-26481-17, Céng ty Lién doanh Meyer —BPC
- Mayervasid, SDK: VD-26482-17, Céng ty Lién doanh Meyer — BPC

- Meyervasid F, SDK: VD-26483-17, Cong ty Lién doanh Meyer —BPC

- Valthotan Fiirrf@oated Tablets 160mg “Standard”, SPK:VN-17592-13,
Standard Chem & Pharm Co., Ltd.

Z’r‘lghﬁﬁg-béo cap giﬂ]ﬁt chc danh séch vé thubc chira Valsartan d& duge
cOng bo tai Cong vin s6 14487/QLD-CL ngay 26/7/2018:

2) Danhi muc 1: Danh sich cc thudc chira Valsartan bi dinh chi Ivu hanh,
thu hdi.
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