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BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN 1y duoc DBdc 1ap - Tw do - Hanh phuc
SoNQLD-CL Ha NOi, ngay  thang g nam 2020

V/v dinh chi lvu hanh thudc
khong dat tiéu chuan chat luvgng

Kinh gtri:
- S& Y té cac tinh, thanh phé truc thudc Trung wong;
- Cong ty c¢d phan dwgc pham Ctru Long (SO0 150, dwong 14/9,
phwong 5, thanh phd Vinh Long, tinh Vinh Long).

Can clr vao cac quy dinh vé quan ly dwoc hién hanh cta Viét Nam.

Can clr Cong van sd 42/BC-TTKN ngay 30/03/2020 gtri kém phiéu kiém
nghiém s0 102-T/KT-20 ngay 30/03/2020 clia Trung tdm kiém nghiém tinh Dong
Théap, Cuc Quan ly Duoc da ban hanh Céng van s6 3678/QLD-CL ngay 13/4/2020
vé viéc xr ly 16 thu6c Vién nén bao duwong Detracyl 250 (Mephenesin 250mg),
SPK: VD-20186-13, sb 16: 61100718, NSX- 100718, HD: 100721 do Cong ty c0
phan duoc pham Clru Long san xuat. Mau thudc khong dat tiéu chuan chat luvong
vé chi tiéu Tinh chat. Theo d6, Cuc Quan ly Dugc dd yéu cau Cong ty c6 phan
dugc pham Ctru Long phdi ho-p véi co quan kiém tra chat lwgng, co quan kiém
nghiém thuéc Nha nudc tién hanh 18y 03 mau bd sung va giri mau da ldy toi Vién
kiém nghiém thudc Trung wong hodc Vién kiém nghiém thudc Tp. H6 Chi Minh
dé kiém tra chat lvong doi véi chi tiéu Tinh chat.

Cuc Quan ly Duwoc da nhan duwgc cac Van thu s6 202/VKNT-KHTH cua
Vién kiém nghiém thuéc Tp. H6 Chi Minh dé ngay 21/5/2020 va Van thw sb
72/DCL cla Coéng ty c¢6 phan dwoc pham Ctru Long dé ngay 26/5/2020 bao cao két
qua lay mau bd sung va kiém tra chat luong thuéc Detracyl 250 (kém theo cac
phiéu kiém nghiém s6 0584/VKN-YC2020; 0585/VKN-YC2020 va 0586/VKN-
YC2020 ngay 21/5/2020 cla Vién Kiém nghiém thuéc Tp. H6 Chi Minh). Theo
do, ngay 15/7/2020, Cuc Quan ly Duoc da c6 Cong van s 10585/QLD-CL yéu
cau Cong ty cd phan dwgc phdm Ciru Long cung cdp cac thong tin tai liéu, hd so
lién quan dén qua trinh san xuét, kiém tra chat lwong lo thuc Vien nén bao dudng
Detracyl 250 (Mephenesin 250mg), SPK: VD-20186-13, s6 16: 61100718 va bao
cao viéc san xuat thuéc Detracyl 250 viéc tuan thd quy trinh san xuét theo hoé so
dang ky da ndp va duvgc Cuc Quan ly Duoc da duyét.

Ngay 29/7/2020, Cuc Quan ly Duwoc nhan dwgc bao céo cta Cong ty cO phan
dwgc pham Clu Long vé viéc thuc hién Cong van s6 10585/QLD-CL néu trén.

Theo dé, Cbng ty dé nghi thu héi tw nguyén toan bd 16 thuéc Vién nén bao duong
Detracyl 250 (Mephenesin 250mgX SPK: VD-20186-13, s6 16: 61 100718 khong

dat tiéu chuan chat lvong vé chi tiéu Tinh chat.
Cuc Quan ly Duoc théng bao:
1. Thu ho6i toan quéc Vién nén bao duong Detracyl 250 (Mephenesin

250mg), SPK: VD-20186-13, s6 16: 61 100718, NSX: 100718, HD: 100721 do
Cong ty cd6 phan dwgc phdm Clu Long san Xxuét.
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2. Cong ty cd phan dugc phdm Clru Long phdi hop véi nha phan phdi thudc,
phai:

+ Trong thdi han 02 ngay ké tlr ngay ky Coéng van nay, gui thdng bao thu
hoi téi cac co s& ban bubn, ban 18, st dung Vién nén bao duwong Detracyl 250
(Mephenesin 250mg), SBK: VD-20186-13, s6 16: 61100718, NSX: 100718, HD:
100721 do Céng ty c6 phan dwgc pham Clru Long san xudt va tién hanh thu hoi
toan bd 16 thuéc khong dat tiéu chuan chat lvong néu trén.

+ GUi bao céo thu héi vé Cuc Quan ly Duoc trong vong 33 ngay ké tir ngay
ky Cong van nay, ho so thu hoi bao gobm s6 lwgng san xuét, s6 lugng phan phdi,
ngay san xuét, s6 lwong thu hdi, cac bang chitng vé viéc thuc hién thu hoi tai cac
co s¢ ban budn, ban 1&, st dung dd@ mua thubc theo quy dinh tai Thong tu so6
11/2018/TT-BYT ngay 04/05/2018 va Thong tv s6 03/2020/TT-BYT ngay
22/01/2020 clia Bo Y té quy dinh vé chat lwvgng thu6c, nguyén liéu lam thudc.

+ Cong ty c6 phan duoc phdm Clru Long phai ra soat lai toan bd tiéu chuan
co s& doi voi tat ca cac thubc dwgc sdn xudt tai Cong ty dé ddm bao viéc san xuét
thudc theo ding tiéu chuan chat lwong da dang ky. Tang cuwong kiém soét, giam sat
hoat déng san xuat tai Cong ty, dam bdao tuan thu nghiém tdc cac quy dinh vé san
xuat, dang ky, lvu hanh thu6c theo quy dinh hién hanh. Tién hanh thu héi néu phat
hién thuéc khdng dat chat lvong.

3. S¢ Y té cac tinh thanh phd tryc thuéc Trung wong, Y té cac nganh théng
bao cho cac co s& kinh doanh, st dung thudc thu hoi 16 thudc khdng dat chat lwgng
néu trén, cong bb thong tin vé quyét dinh thu hdi thudc trén Trang théng tin dién tl
clia S@, kiém tra va giam sat cac don vi thuc hién thdng bao nay; x& ly nhitng don
vi vi pham theo quy dinh hién hanh; bao cédo vé Cuc Quan ly Duoc va cac CO' quan
chtrc nang cé lién quan.

4. SO Y té tinh Vinh Long kiém tra va giam sat Cong ty c6 phan dwoc pham
Clru Long thuc hién viéc thu hoi va xt ly thudc bi thu hoi theo quy dinh.

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