BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14p - Tw do - Hanh phiic

$6: 1170/QLD-CL Ha Noi, ngay 15 thdng 04 nam 2024

V/v thdng bao thu hdi thude vi
pham muc do 2

Kinh gtn:
- S&'Y té cac tinh, thanh phé truc thude Trung wong;
- Coéng ty TNHH duoc pham USA - NIC (USA - NIC
Pharma)(L6 11D duong C - KCN Tan Tao - Phuong Tén Tao
A - Quan Binh Tan - TP. H5 Chi Minh).

Cén ctr vao céc quy dinh vé quan ly dugce hién hanh ctia Viét Nam.

Can ctr Cong vin s6 252/KN-KHTC ngay 26/12/2023 cta Trung tam kiém
nghiém thudc - my pham - thye pham tinh Hai Duong giri kém phiéu kiém nghiém
s 1664/LM-KN ngay 26/12/2023 vé thuéc Dung dich udng Calcium-Nic extra
(Mbi 6ng 5Sml chua: Calci glucoheptonat 550mg; Acid Ascorbic (Vitamin C) 50mg;
Nicotinamid (Vitamin PP) 25mg), S6 GPKLH: VD-31417-18, S6 16: 00322, NSX:
26/11/2022, HD: 26/11/2025 do Cong ty TNHH dugc phdm USA - NIC (USA -
NIC Pharma) san xuat. Mau thuéc do Trung tdm kiém nghiém thudc - m§ pham -
thuc phém tinh Hai Duong léy tai Nha thudc sb 2, Khoa Dugc, Bénh vién da khoa
tinh Hai Duong (s6 225 Nguyén Luong Bang-thanh phd Hai Duong- tinh Hai
Duong). Mau thudc khong dat tiéu chudn chat luong vé chi tiéu do dong déu thé
tich, dinh luong acid ascorbic. Mau thuéc Dung dich udng Calcium-Nic extra vi
pham chét luong mirc do 2.

Cuc Quan ly Dugc thong bao:

1. Thu héi toan qudc thude Dung dich udng Calcium-Nic extra (Mdi 6ng Sml
chtra: Calci glucoheptonat 550mg; Acid Ascorbic (Vitamin C) 50mg; Nicotinamid
(Vitamin PP) 25mg), S6 GPKLH: VD-31417-18, S6 16: 00322, NSX: 26/11/2022,
HD: 26/11/2025 do Cong ty TNHH dugc phdm USA - NIC (USA - NIC Pharma)
san Xuat.

2. Cong ty TNHH dugc phim USA - NIC (USA - NIC Pharma) phdi hop voi
nha phan phdi thude, phai:

- Trong thdi han 02 ngay ké tir ngay ky Cong vin nay, giri thong bao thu hoi
té1 cac co s& ban budn, ban 1€, sir dung Dung dich uéng Calcium-Nic extra (MSi
6ng Sml chira: Calci glucoheptonat 550mg; Acid Ascorbic (Vitamin C) 50mg;
Nicotinamid (Vitamin PP) 25mg), S6 GPKLH: VD-31417-18, S6 16: 00322, NSX:
26/11/2022, HD: 26/11/2025 do Cong ty TNHH dugc phdm USA - NIC (USA -
NIC Pharma) san xuét va tién hanh thu hdi toan bo 16 thude khong dat tiéu chuin
chat lugng néu trén.



- Guri bao céo thu hdi vé Cuc Quan Iy Duge trong vong 18 ngay ké tir ngay
ky Cong vin nay, hd so thu hdi bao gdm s luong san xuét, sd luong phan phdi,
ngay san Xuét, sb luong thu h6i, cac béng ching vé viéc thuc hién thu hoi tai cac co
s& ban budn, ban 1¢, sir dung dd mua thudc theo quy dinh tai Thong tu sé
11/2018/TT-BYT ngay 04/05/2018 cua Bd Y té quy dinh vé chét lugng thudc,
nguyén liéu 1am thude.

3. S& Y té c4c tinh thanh phé truc thuoc Trung wong, Y té cac nganh thong
bao cho céc co s kinh doanh, sir dung thude thu hdi 16 thude khong dat chét lugng
néu trén, cong bd thong tin vé quyét dinh thu hdi thude trén Trang thong tin dién tir
ctia So, kiém tra va gidm sat cac don vi thuc hién thong bao nay; xir Iy nhiing don
vi vi pham theo quy dinh hién hanh; b4o c4o vé Cuc Quan Iy Duogc va cdc co quan
chtrc nang co6 1ién quan.

4. S6 Y té S& Y té thanh phd HS Chi Minh kiém tra va giam st Cong ty
TNHH duoc pham USA - NIC (USA - NIC Pharma) thuc hién viéc thu hdi va xir ly
thude bi thu hdi theo quy dinh.

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