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K bisi: Cuc Quin BM.CL.10.05/02

Iy Dugc i
Co quan: Bo Y té

b ha BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
Sé: 424 /QLD-CL Ha Ngi, ngay 13 thdang 01 nam 2023

V/v thong béo thu hoi 'Ehuéc
Myomethol khong dat chat lugng

Kinh guti:
- S&'Y té cac tinh, thanh phé truc thuge Trung wong;
- Cong ty cb phan xqét nhip khau y t& Tp. H6 Chi Minh
(YTECO) (bia chi: S6 24, buong 17, Kp.3, Phuong Hiép Binh
Phude, Quan Thu Puc, Tp.HCM).

Cén cr vao cac quy dinh vé quén 1y dugc hién hanh cua Viét Nam.

Cin cir Cong van sd 80/CV-TTKN dé ngay 29/12/2022 cua Trung tim Kiém
nghiém tinh Binh Duong bao cao vé két qua kiém nghiém bd sung chi tiéu Tap chit
lién quan theo quy dinh tai Dugc dién My (USP 42) dbi véi 31 16 thube Myomethol
(Methylcarbamol 500mg), sd dang ky VN-17397-13, do cong ty RX. Manufacturing
Co., Ltd — Thai lan san xuét, Cong ty cd phan xuat nhap khau y té Tp. HO Chi Minh
(YTECO) nhap khau, giri kém 11 phiéu kiém nghiém s 016G/21-DP-02, 017G/21-
DP-02, 018G/21-DP-02, 019G/21-DP-02, 020G/21-DP-02, 021G/21-DP-02,
022G/21-DP-02, 026G/21-DP-02, 027G/21-DP-02, 028G/21-DP-02, 029G/21-DP-
02 d6i voi 11 miu thubc Myomethol (Methylcarbamol 500mg), s6 dang ky VN-
17397-13:

-S4 16: 490001, NSX 12/01/2021, HSD 12/01/2024
-S4 16: 49U002, NSX 12/01/2021, HSD 12/01/2024
-S4 16: 490003, NSX 13/01/2021, HSD 13/01/2024
-S4 16: 49U004, NSX 13/01/2021, HSD 13/01/2024
-S4 16: 49U005, NSX 14/01/2021, HSD 14/01/2024
-S4 16: 49U006, NSX 14/01/2021, HSD 14/01/2024
-S4 16: 49U007, NSX 15/01/2021, HSD 15/01/2024
- S6 16: 49U008, NSX 04/02/2021, HSD 04/02/2024
-S4 16: 49U009, NSX 04/02/2021, HSD 04/02/2024
-S4 16: 49U010, NSX 05/02/2021, HSD 05/02/2024
-S4 16: 49U01 1, NSX 05/02/2021, HSD 05/02/2024

Céc mau thudc duge kiém tra chat luong bd sung theo quy dinh tai Khoan 1
biéu 7 Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truéng Bo Y te quy
dinh vé chat luvgng thuoc nguyen liéu lam thudc va khong dat tiéu chuan chat lugng
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vé chi tiéu tap chét lién quan Methocarbamol isomer theo quy dinh tai Dugc dién My
(USP 42) — vi pham mirc d6 2.

Pé dam bao an toan cho nguoi st dung, Cuc Quan ly Dugc thong bao:

1. Thu héi toan quéc 11 16 thuéc Myomethol (Methylcarbamol 500mg), so
dang ky VN-17397-13, do cong ty RX. Manufacturing Co., Ltd san xuét, Cong ty cd
phan xuét nhap khau y té Tp. 116 Chi Minh (YTECO) nhap khéu:

- 86 16: 49U001, NSX 12/01/2021, HSD 12/01/2024

- S6 16: 49U002, NSX 12/01/2021, HSD 12/01/2024

- S616: 49U003, NSX 13/01/2021, HSD 13/01/2024

=86 16: 49U004, NSX 13/01/2021, HSD 13/01/2024

- S6 16: 49U005, NSX 14/01/2021, HSD 14/01/2024

- S6 16: 49U006, NSX 14/01/2021, HSD 14/01/2024

- S6 16: 49U007, NSX 15/01/2021, HSD 15/01/2024

- S6 16: 49U008, NSX 04/02/2021, HSD 04/02/2024

- S6 16: 49U009, NSX 04/02/2021, HSD 04/02/2024

- S6 16: 49U010, NSX 05/02/2021, HSD 05/02/2024

- S6 16: 49U011, NSX 05/02/2021, HSD 05/02/2024

2. Cong ty ¢6 phan xuat nhap khau y té Tp. H6 Chi Minh (YTECO) phéi hop
vo1 nha phan phoi phai:

- Trong thoi han 02 ngay ké tur ngay ky Cong van nay, gui thong bao o1 cac
co sO& ban buon, ban lg, SLl’ dung thudc vé viéc thu hoi 11 16 thuée Myomethol
(Methylcarbamol 500mg), s6 dang ky VN-17397-13, do cong ty RX. Manufacturing

Co., Ltd san xudt néu trén va tién hanh thu hdi toan bd céac 16 thude khong dat chét
lugng.

- Giri béo cdo thu hoi vé Cuc Quan 1y Dugc trong vong 18 ngay Kké o ngay ky
Cong van nay, hd so thu héi bao gdm s6 lLro'ng san xut, ngay san xuat, so luong thu
hdi, cac ba.ng ching vé viéc thyuc hién thu hdi tai cac co s& ban budn, ban 1é, sit dung
d3 mua thudc theo quy dinh tai Thong tw sé 11/2018/TT-BYT ngay 04/05/2018 clia
B0 Y té quy dinh vé chit luong thudc, nguyén lidu lam thude

3. 86 Y té cac tinh thanh phd truc thudc Trung wong, Y té cac nganh thong
bao cho cac co so kinh doanh, str dung thudc thu hoi 16 thude khong dat chat lugng
néu trén; cong bd thong tin vé quyét dinh thu hdi thude trén Trang thong tin dién
tir cua SO; kiém tra va giam sat cac don vi thuc hién thong bao nay; xir 1y nhiing
don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Dugc va céac co
quan chirc nang co6 lién quan.



BM.CL.10.05/02

4.S6 Y té Tp. 6 Chi Minh kiém tra va giam sat Cong ty c6 phan xuat nhap

khéu y té Tp. HO Chi Minh (YTECO) thuc hién viéc thu hoi va xtr Iy thude bi thu hoi

theo quy dinh.
Cuc Quan ly Dugc thong bao dé cac don vi biét va thyc hién /.
Noi nhin: KT. CUC TRUONG
- Nhu trén; . 2
- Cuc truong Vii Tuan Cudng (dé b/c); P PHQ CUC TRUONG

- VKN thuéc TU, VKN thudc Tp. HCM;
- Cuc Quan Y~ B9 qubc phong ;

- CucYté—-Bo Cong an;

Cuc Y t6 GTVT — Bo GTVT;
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- Cac phong DKT, QLKDD, Phap ché-Thanh tra, N . y
Website —Cuc QLD; N * ‘_‘_:-\-___;\_-,.;,f .
- Luu: VT, CL(VH). —*~1a Manh Hung

UBND Ta)INH P]{U YEN SAO Y BAN CHINH
SOYTE
03 /SY-SYT Phii Yén, ngay 27 thang 01 ndm 2023
TL.GIAM POC .
Noi nhén: KT.CHA}VH VAVN PHQNG
- UBND cac huyén/tx/tp (t/hién); _ [ CHANH VAN PHONG

- Céac co sd kham, chira bénh (t/hién);

- Céc co sd kinh doanh dugc (t/hién);

- Thanh tra S¢ (t/hién);

- Trung tdam KSBT (déang trang TTDT);
- Luu: VT, NVD.
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apNguyen Quoc Thiéng
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