BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Doc 1ap - Tw do - Hanh phic
s0: /QLD-CL Ha Noi, ngay*) thang  nam 2019

V/v dinh chi lvu hanh thu6c
khong dat tiéu chuan chat lugng

Kinh gui:
- S0 Y té cac tinh, thanh pho trwc thuéc Trung wong;
- Cong ty C6 phan dwgc pham Trung uvong - Codupha.

Can cr vao cac qui ché dwgc hién hanh cta Viét Nam.

Cdn clr Cong van s6 264/KNTMPTP-KNHL ngay 12/12/2018 cla Trung
tam ki€ém nghiém thuéc, my pham, thuc phdm Ha NOi gti kem phiéu kiém
nghiém s6 3068/KNT-18 ngay 10/12/2018 vé thudc Vién nén bao phim
Cetirizine 10mg, SDK: VN-19406-15, s6 16: WCH7008E, NSX: 25/8/2017,
HD: 24/8/2020 do Céng ty Windlas Biotech Private limited (India) san xuat,
Cong ty Co phan dwgc pham Trung wvong - Codupha nhap khau. Mau thudc do
Trung tam Kiém nghiém thubéc, my pham, thwc phdm Ha Noi 1y tai Nha thudc
Hai Yén (s6 24 ngd 192 Lé Trong Tan, Thanh Xuan, Ha N6i). Thubc khong dat
tiéu chuan chat lwvong vé chi tiéu Binh lwong.

Can clr Cong van sd 257/VKNTTW-KH ngay 17/4/2019 cua Vién Kiém
nghiém thuéc Trung wong gii kém phi€u kiém nghiém s6 491245 ngay
17/4/2019 vé Vién nén bao phim Cetirizine tablets 10mg (cetirizine 10mg),
SPK: VN-19406-15, s6 16: WCH7007E, NSX: 25/8/2017, HD: 24/8/2020 do
Cong ty Windlas Biotech Private Limited (India) san xudt, Coéng ty c6 phan
dwoc phdm Trung wong - Codupha nhap khau. Mau thuéc do Vién Kiém nghiém
thudc Trung wong ldy tai Cong ty TNHH Thuong mai va duoc phdm Thiy An
(Quay 123, tang 1, Trung tdm phan phdi dwgc phadm va trang thiét bi y té Trung
tam phan phdi Duoc phdm va Trang thiét bi y t6 Hapu Medicenter, s6 1 Nguyén
Huy Tuwéng, Thanh Xuan, Ha Noi). Thudc khong dat tiéu chuan chat lvong vé
chi tiéu D6 hoa tan va Binh luvgng.

Cuc Quan ly Duoc nhan duoc Van the sé Pant 1/ Plant 2/ Plant 3 dé ngay
01/4/2019 cua Cong ty Windlas Biotech Private Limited (India) vé viéc dé nghi
thu hoi thubc. Theo dd, Cong ty da xac dinh 02 16 thudc Vién nén bao phim
Cetirizine tablets 10mg (cetirizine 10mg), SPK: VN-19406-15, sb6 lo:
WCH7007E va WCH7008E, NSX: 25/8/2017, HD: 24/8/2020 khong 6n dinh vé
chat lwong, dd quyét dinh dinh chi xudt khau va tién hanh thu hoi toan bd 02 16
thudc da nhap khau vao Viét Nam. Cong ty dé nghi ti€p tuc thu hdi toan bd cac
16 thudc gan nhat da nhap khau vao Viét Nam, bao gom cac 16: WCH7005E,
WCH7006E, WCPI7007E va WCII7008E.



Cuc Quan ly Dugc théng bao:

1. Binh chi lvu hanh toan qudc Vién nén bao phim Cetirizine tablets
IOmg (cetirizine 10mg), SPK: VN-19406-15 do Codng ty Windlas Biotech
Private Limited (India) san xuét, Cong ty cO phan dugc pham Trung wong -
Codupha nhap khau, doi véi cac 16 thudc sau:

SO 16 WCH7005E WCH7006E WCH700/E  WCH7008E
NSX 25/8/2017 25/8/2017 25/8/2017 25/8/2017

HD 24/8/2020 24/8/2020 24/8/2020 24/8/2020

2. Cong ty CO phan dwoc phdm Trung wong - Codupha ph6i hop véi nha
cung cdp va phan phdi thudc, phai:

+ Trong thoi han 48h ké tir ngay ky Cong van nay, gl thong bao thu hoi
téi cac co s& ban bubdn, ban Ié, s dung Vién nén bao phim Cetirizine tablets
IOmg (cetirizine 10mg), SPK: VN-19406-15, ddi voi cac 16 thubc néu trén do
Cong ty Windlas Biotech Private Limited (India) san xudt, Cong ty c6 phan
dwogc phdm Trung wong - Codupha nhap khau va tién hanh thu hoi toan bo 16
thudc khong dat tiéu chuan chat lwvgng néu trén.

+ GUi bao cdo thu hdi vé Cuc Quan ly Dugc trong vong 18 ngay ké tir
ngay ky Cong van nay, hd so thu hoi bao gdm sd lvong nhap khau, ngay nhap
khau, s6 lvong thu hdi, cac bang ching vé viéc thuc hién thu hoi tai cac co so
ban bubn, ban 1é, st dung da mua thudc theo quy dinh tai Thong tw so
11/2018/TT-BYT ngay 04/05/2018 cla Bo Y té quy dinh vé chat lvong thudc,
nguyén liéu lam thuGc.

3. S¢ Y té céc tinh thanh phé truc thudc Trung wong, Y t€ cac nganh
thong bao cho cac co s& kinh doanh, st dung thubc thu hoi 16 thuéc khong dat
chat lwgng néu trén, kiém tra va giam sat cac don vi thuc hién thong bao nay; xt
ly nhitng don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quéan ly Duwoc
va cac co quan chirc nang co lién quan.

4. S& Y t€ Thanh phd HO Chi Minh kiém tra va giam sat Cong ty c6 phan
duwc phdm Trung wong - Codupha thwc hién thong bao nay, x& ly cac don vi vi
pham theo quy dinh hién hanh, bao cao vé Cuc Quan ly Duoc va cac co quan
chtrc nang co lién quan.

Cuc Quan ly Duoc thong bao dé cac don vi biét va thuc hién /.
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