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W s BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

V/v théng bao thu hdi thuoc vi
pham mirc do 2

Kinh gui:
- SO'Y té cac tinh, thanh phé truc thugc Trung vong;
- Cong ty c6 phan duwgc lieu Trung wong 2
(PHYTOPHARMA).

Can cur vao cac quy dinh vé quan 1y dugc hién hanh cua Viét Nam.

Cin ctr Cong vin s6 76/VKNTTW-KH ngay 09/02/2021 giri kém phiéu kiém
nghiém s6 51L 124 ngay 09/02/2021 cta Vién kiém nghiém thudc Trung uvong,
Cuc Quan 1y Duoc da ban hanh Cong vin s6 4e/QLD-CL ngay 24/03/2021 vé viéc
xtr 1y 16 thudc Vién nén NOVOTEC - 70 (Alendronic acid 70mg), S6 GDKLH:
VN-22482-19, S6 16: E11532001, NSX: 05/03/2020, HD: 04/03/2023 do Cong ty
M/s Unicure Remedies Private Limited (India) san xuat, Cong ty co phan duoc liéu
Trung wong 2 (PHYTOPHARMA) nhip khau. Mau thudc khong dat tiéu chuan
chat luong vé chi tiéu Pong déu ham lugng, Pinh luong. Theo d6, Cuc Quan ly
Duogc da:

- Thong bao thu hoi thuéc Vién nén NOVOTEC - 70 (Alendronic acid
70mg), S6 GPKLH: VN-22482-19, S6 16: E11532001, NSX: 05/03/2020, HD:
04/03/2023 trén dia ban Ha Noi.

- Yéu cau Céng ty co phan dugc liéu Trung wong 2 (PHY TOPHARMA) phoi
hop véi co quan kiém tra chat lugng, co quan kiém nghiém thudc Nha nudc tién
hanh ldy 02 miu bd sung va giri mau da ldy t6i Vién kiém nghiém thudc Trung
wong hodc Vién kiém nghiém thudc Tp. H6 Chi Minh d¢ kiém tra chat lugng dbi
v6i chi tiéu Pong déu ham luong, Pinh lwong.

Ngay 15/10/2021, Cyc Quan ly Dugc nhan dugc Cong vén s6 496/VKNT-
KHTH cua Vién kiém nghiém thudc Tp. H6 Chi Minh guri kém phiéu kiém nghiém
s6 0565/VKN-YC2021 va 0566/VKN-YC2021 ngay 14/10/2021 bao cao két qua
ldy miu bd sung ddi véi 16 thude Vién nén NOVOTEC - 70 Sé 16: E11532001,
NSX: 05/03/2020, HD: 04/03/2023 néu trén la khong dat tiéu chuan chat lugng vé
chi tiéu Béng déu ham luwong, Pinh lugng.

Nhu vy 16 thuéc Vién nén NOVOTEC - 70 (Alendronic acid 70mg), SO
GDKLH: VN-22482-19, S6 16: E11532001, NSX: 05/03/2020, HD: 04/03/2023
néu trén dugc xac dinh la vi pham muc do 2.

Cuc Quan ly Dugc thong bao:
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1. Thu héi toan qudc thudc Vién nén NOVOTEC - 70 (Alendronic acid
70mg), S6 GPKLH: VN-22482-19, S6 16: E11532001, NSX: 05/03/2020, HD:
04/03/2023 do Cong ty M/s Unicure Remedies Private Limited (India) san xuat,
Cong ty c¢6 phin dugc li¢u Trung uong 2 (PHYTOPHARMA) nhap khéu.

2. Cong ty cb phan duoc liéu Trung wong 2 (PHYTOPHARMA) phéi hop
voi nha cung cap va phan phdi thube phai:

+ Trong thoi han 02 ngay ké tir ngay ky Cong vin nay, giri thong bao thu hoi
to1 cac co s¢ ban budn, ban 1¢, sir dung Vién nén NOVOTEC - 70 (Alendronic acid
70mg), S6. GDKLH: VN-22482-19, Sb 16: E11532001, NSX: 05/03/2020, HD:
04/03/2023 do Coéng ty M/s Unicure Remedies Private Limited (India) san xuat,
Cong ty co phan dugc liéu Trung wong 2 (PHYTOPHARMA) nhap khau va tién
hanh thu hoi toan b 16 thude khong dat tiéu chuén chat lvong néu trén.

+ Guri bao cao thu hdi vé Cuc Quan 1y Duogc trong vong 18 ngay ké tir ngay
ky Cong van nay, ho so thu hoi bao gdm sb luong nhap khau, ngay nhip khau, sb
luong thu hdi, cac bang chimg vé viéc thuc hién thu hdi tai cac co s& ban budn, ban
1¢, st dung da mua thudc theo quy dinh tai Thong tu sé 11/2018/TT-BYT ngay
04/05/2018 cua By Y té quy dinh vé chat luong thuée, nguyeén li¢u lam thude.

3.S¢ Y té cac tinh thanh phd truc thudc Trung wong, Y té cac nganh thong
bao cho cac co s& kinh doanh, sir dung thudc thu hdi 16 thude khong dat chat luong
néu trén; cong bd thong tin vé quyét dinh thu hoi thude trén Trang thong tin dién tir
ctia So; kiém tra va giam sat cac don vi thyc hién thong bdo nay; xir Iy nhimg don
vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan Iy Dugc va cac co quan
chtrc nang co6 lién quan.

4.S¢ Y té Tp. Ha Noi, So Y té Tp. HO Chi Minh kiém tra va giam sat Cong
ty co phé‘in dugc liéu Trung wong 2 (PHYTOPHARMA) thuc hién viéc thu hoi va
xir Iy thude bi thu hoi theo quy dinh.

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

leil'jnhén: KT. CUC TRUONG
- Nhur trén; A e

- Cuc truong Vil Tuan Cuong (dé b/c); PHO CUC TRUONG
- VKN thudc TU, VKN thuée Tp. HCM; PN —

- Cuc Quin Y — B6 qudc phong ;

- CucY té— B§ Cong an;

- Cuc Yté GTVT -B6 GTVT,;

- Céc phong PKT, QLKDD, Phéap ché-Thanh tra,
Website — Cuc QLD;

- Coéng ty c6 phan Hapu (Quay 106, tang 1,
Hapu Medicenter, S6 1 Nguyén Huy Tudng,
Thanh Xuan, Ha N6i) (dé thuc hién);

- Luu: Vian thu, CL(HP).

UBND TleH P;HU YEN SAO Y BAN CHINH
SOYTE
S 40 /SY-SYT Pha Yén, ngay 10 ‘thang 11 nam 2021
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- Céc co s y té trong tinh (t/hién);

- Céc co s6 hanh nghé duoc (t/hién);

- Trung tam KN thubc, MP, TP (t/hién);
- Thanh tra S¢ (p/hop);

- Trung tam KSBT (dang trang TTDT);

- Luu: VT, NVD. Pham Minh Hiru
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