UBND TINH QUANG NGAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Doclap - Tw do - Hanh phac

S6: 2962 ISYT-NVD Quang Ngai, ngay 22 thang 10 nam 2021
V/v thong bao thu hoi thuoe
vi pham mirc 4o 2
Kinh gtri:
- Bon vi trye thude So'Y té tinh Quang Ngéi,
- Phong Y té céc huyén, thi xa, thanh phd;
- Doanh nghiép kinh doanh thuéc trén dia ban tinh.

Thue hién Cong van sé 12887/QLD-CL ngay 20/10/2021 V.v “thong bao
thu hoi thude vi pham murc do 2” ctia Cuc Quan Iy Y Dugce-Bo Y t6,

Cin ctr vao cac quy dinh vé quan Iy dugc hién hanh cta Viét Nam.

Cén cu Cong van s6 76/VKNTTW-KH ngay 09/02/2021 giri kém phiéu
kiém nghiém sé 51L 124 ngay 09/02/2021 cta Vién kiém nghiém thudc Trung
uong, Cuc Quan Iy Dugc da ban hanh Cong van sO 4e¢/QLD-CL ngay
24/03/2021 vé viéc xtr Iy 16 thubc Vién nén NOVOTEC - 70 (Alendronic acid
70mg), S6 GPKLH: VN-22482-19, S6 16: E11532001, NSX: 05/03/2020, HD:
04/03/2023 do Cdng ty M/s Unicure Remedies Private Limited (India) sén Xuét,
Cong ty cd phan dugc lidu Trung wong 2 (PHYTOPHARMA) nhép khau. Mau
thuéc khong dat tiéu chuan chat lugng vé chi tiéu Pong déu ham luong, Pinh
lugng. Theo do, Cuc Quan Iy Duoc da:

- Thong bao thu hdi 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 Cong ty c6 phan duoc liéu Trung wong 2 (PHYTOPHARMA)
phoéi hop véi co quan kiém tra chéat lwong, co quan kiém nghiém thuéc Nha
nude tién hanh ldy 02 miu bo sung va gii mau da ldy toi Vién kiém nghiém
thuéc Trung wong hodc Vién kiém nghiém thubc Tp. HO Chi Minh dé kiém tra
chat lwong ddi véi chi tiéu Pong déu ham luong, Pinh lugng.

- Ngay 15/10/2021, Cyc Quan ly Dugc nhém dugc Cong van sﬁ
496/VKNTKHTH cua Vién kiém nghi¢ém thuéc Tp. H6 Chi Minh gui kem phiéu
kiém nghlem 56 0565/VKN-YC2021 va 0566/VKN-YC2021 ngay 14/10/2021
bao céo két qua ldy mau bo sung ddi véi 16 thube Vién nén NOVOTEC - 70 S6

16: E11532001, NSX: 05/03/2020, HD: 04/03/2023 néu trén la khong dat ti€u
chuan chat lugng vé chi tieu BDong déu ham luong, Pinh lugng.

Nhu vay 16 thubc 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 1a vi pham mirc do 2.



Cuc Quan Iy duoc-Bo Y té di thong bao: Thu hdi toan qubc thuée Vien nén
NOVOTEC - 70 (Alendronic acid 70mg), S6 GDPKLH: VN-22482-19, S6 16:
E11532001, NSX: 05/03/2020, HD: 04/03/2023 do Coéng ty M/s Unicure
Remedies Private Limited (India) san xuét, Cong ty c¢6 phan dugc liéu Trung
wong 2 (PHYTOPHARMA) nhap khau.

Dé dam bao an toan cho ngudi str dung thude S¢'Y té thong bao:

1. Cong ty c¢o phan dugc liéu Trung wong 2 (PHYTOPHARMA) phdi hop
v6i nha cung cép va phan phdithude phai:

Trong thoi han 02 ngay ké tir ngay ky Cong vin nay, gui thong bao thu
héi t6i cac co s& ban budn, ban 1&, st dung Vién nén NOVOTEC - 70
(Alendronic acid 70mg), S6 GPKLH: VN-22482-19, Sé 16: E11532001, NSX:
05/03/2020, HD: 04/03/2023 do Cong ty M/s Unicure Remedies Private
Limited (India) san xuat, Cong ty ¢ phan dugc liéu Trung wong 2
(PHYTOPHARMA) nhap khau va tién hanh thu hoi toan bo 16 thudc khong dat

tiéu chudn chét luong néu trén.

2. Cac co s& kham, chita bénh, cac co so klnh doanh t’huéc dia ban tinh
Quang Ngai khong st dung, kinh doanh va thu hoi 16 thuéc khong dat chat
luong da néu trén.

3. Thanh tra S¢ Y té, phong Nghiép vu dugc SO Y té kiém tra va gidm sat
Cong ty ¢d phan dugce liéu Trung wong 2 (PHYTOPHARMA) thyuc hién viée thu
hoi va xtr Iy thude bi thu hdi theo quy dinh.

S¢'Y té tinh Quang Ngdi thong bao dé cac don vi biét va thuc hién ./.

Noinhin: KT GIAM DOC
- Nhu trén;

- Gb,PGD S6 Y té (blc);

- Hoi Duoc hoc tinh Quang Ngai;
- Website S0 Y t& Quang Ngai;

- Luu: VT,NVD.




		2021-10-22T17:26:50+0700


		2021-10-22T18:15:24+0700


		2021-10-22T18:15:24+0700


		2021-10-22T18:15:24+0700




