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LSS BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phlc
Sé: 9343 /QLD-CL Ha Ngi, ngay 22 thang 09 nam 2022

V/v théng bao thu hdi thube

Kinh guri: , ’
- S&'Y t€ cac tinh, thanh pho truc thudc Trung wong;
- CA&c co s0 san xuat thuoc (Danh sach dinh kém).

Cin cr vao cac quy dinh vé quan 1y dugc hién hanh caa Viét Nam.

Céan ctr Van thu cua Cong ty Zhejiang Xianju Pharmaceutical Co., Ltd.
phan anh vé viéc 02 16 nguyén liéu Methylprednisolone ghi nhan sb 16: 04.1064-
191204 va sb 16: 04.1064-220107, nha san xuat Zhejiang Xianju Pharmaceutical
Co., Ltd. da nhap khau va sir dung tai Viét Nam, nhung nguyén liéu nay khong
phai 14 san pham cua Cong ty Zhejiang Xianju Pharmaceutical Co., Ltd. san
Xuat.

Can ct vao Van thu cia Cong ty TNHH MTV Anpharma dé ngay
26/8/2022 va Van thu cua Cong ty TNHH Hoéa dugc Hoai Phuong dé ngay
26/8/2022 vé viéc bao cao Cong ty Bear Hill Co. Ltd nhan trach nhiém vé viéc
ngudn géc 02 16 nguyén litu Methylprednisolone ghi nhin sé 16: 04.1064-
191204 va sb 16: 04.1064-220107, nha san xuat Zhejiang Xianju Pharmaceutical
Co., Ltd. ding 1a khong phai san phiam cua Coéng ty Zhejiang Xianju
Pharmaceutical Co., Ltd. san xuét.

Cian cr cac bao cao vé viée san xuat cac 16 thudc tir 02 16 nguyén lidu
Methylprednisolone ghi nhan s6 16: 04.1064- 191204 va s6 16: 04.1064-220107
cia cac cong ty: Cong ty CPDP Trung wong I — Pharbaco; Cong ty CP US
Pharma USA; Cong ty CPDP Quang Binh; Cong ty CPDP Tipharco.

Cuc Quan ly Dugc théng bao:

1. Thu héi toan qué)c ddi véi toan bo cac 16 thude da duge san xuét tir 02
16 nguyén liéu Methylprednisolone ghi nhan sé 16: 04.1064- 191204 va s6 16:
04.1064-220107, nha san xuat Zhejiang Xianju Pharmaceutical Co., Ltd néu trén
(Danh sdch cdc 16 thude do cdc co sé san xudt thude bédo cdo dinh kém).

2. Cac co so san xuat thudc phdi hop véi cac nha cung cap va phan phbi
thudc phai:

+ Trong thoi han 02 ngay ké tir ngay ky Cong vin nay, gui thong bao thu
héi téi cac co s& ban budn, ban 1¢, sir dung va tién hanh thu hdi toan bo cac 10
thudc trong danh sach dinh kém néu trén.

+ Gtri bao cdo thu héi vé Cuc Quéan 1y Duoc trong vong 18 ngay ké tir
ngay ky Cong vian nay, ho so thu hoi bao gom sé luong san xuét, ngay san xuat,
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$6 luong thu hoi, cac béng chiing vé viéc thue hién thu hoi tai cac co sé ban
budn, ban 1¢, sir dung da mua thudc theo quy dinh tai Thong tu s6 11/2018/TT-
BYT ngay 04/05/2018 ctia BO Y té quy dinh vé chét luong thudc, nguyén liéu
lam thubc.

3.86 Y té cac tinh thanh phd truc thudc Trung wong, Y té cic nganh
thong bao cho cac co sd kinh doanh, str dung thude thu hdi cac 16 thude khong
dung qui dinh néu trén; céng bd thdng tin vé quyét dinh thu hoi thude trén Trang
thong tin di¢én tir ctia S¢; kiém tra va giam sat cac don vi thuc hi¢n thong bao
nay; X Iy nhitng don vi vi pham theo quy dinh hién hanh; bdo cdo vé Cuc Quan
1y Duoc va cac co quan chire nang cé lién quan.

4. Cac So'Y té ¢ co sd san xuat thuée dong trén dia ban kiém tra va giam
sat co s san xuit thude thyc hién viéc thu hdi va xtr ly thude bi thu hoi theo quy
dinh.

Cuc Quan ly Dugc théng béo dé cac don vi biét va thuc hién ./.
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DANH SACH g:AC CONG TY VA CAC LO THUOC THU HOI
(Dinh kém Cong van s09343/QLD-CL ngay22thangogndam 2022 cia Cuc Quan Iy Dugc)

ST

Tén thubc

Ham lwong

S6 GPKLH

So 16

NSX, HD

Coéng ty CPDP Trung wong | — Pharbaco

(Pia chi: 160 Ton Pirc Thing, phirong Hang Bét, qudn Pong Da, thanh phé Ha Néi)

1 | Methylprednisolone | Methylprednisolone | VD-17003-12 20005 13/10/2020
16mg 16mg 12/10/2023

2 Hormedi 16 Methylprednisolone | VD-25303-16 20001 19/10/2020
16mg 18/10/2023

Congty CP US Pharma USA
(Pia chi: L6 B1-10, duong D2, khu céng nghiép Tay Bac Cu Chi, ap Bau Tre 2, xa Tan An Hoi,

huyén Cii Chi, thanh phé Ho Chi Minh)

1 Kidsolon 4 Methylprednisolone | VD-27643-17 0081020 13/10/2020
4mg 13/10/2023

0091020 13/10/2020

13/10/2023

0101120 09/11/2020

09/11/2023

0111120 17/11/2020

17/11/2023

0121120 01/12/2020

10/12/2023

0131220 09/12/2020

09/12/2023

0141220 09/12/2020

09/12/2023

0010221 24/02/2021

24/02/2024

0020221 24/02/2021

24/02/2024

2 Robmedril Methylprednisolone | VD-18708-13 021020 11/11/2020
4mg 11/11/2023

010121 18/01/2021

18/01/2024

020521 21/02/2021

21/05/2024

3 Robmedril Methylprednisolone | VD-18707-13 021220 05/01/2021
16mg 05/01/2024

4 Cadipredson 4 Methylprednisolone | VD-18706-13 020821 08/08/2021
4mg 08/08/2024

5 Cadipredson 16 Methylprednisolone | VD-18705-13 010621 18/06/2021
16mg 18/06/2024

020821 08/08/2021

08/08/2024

030821 08/08/2021

08/08/2024
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) Cong ty CPDP Quéng Binh
(Pia chi: So 46, dwong Hitu Nghi, phuwong Bac Ly, thanh pho Pong Hoi, tinh Qudng Binh).

1 Medsolu 16mg Methylprednisolone | VD-21348-14 0522 06/4/22
16mg 05/4/27
0622 08/4/22
07/4127
0722 19/4/22
18/4/27
0822 21/4/22
20/4/27
0922 22/4/22
21/4/27
2 Medsolu 4mg Methylprednisolone | VD-21349-14 0322 29/3/22
4mg 28/3/27
0422 02/4/22
01/4/27
0522 13/4/22
12/4/27
0622 15/4/22
1474127
0722 16/4/22
15/4/27
0822 17/4/22
16/4/27
0922 18/4/22
17/4/27
1022 15/6/22
14/6/27
Céng ty CPDP Tipharco
(Pia chi: S6 15, dwong Péc Binh Kiéu, phwong 2, thanh phé My Tho, tinh Tién Giang).
1 Tiphapred M4 Methylprednisolone | VD-27069-17 031020 15/10/2020
4mg 15/10/2023
041020 16/10/2020
16/10/2023
010421 10/04/2021
10/04/2024
2 Tiphapred M16 Methylprednisolone | VD-27068-17 021020 16/10/2020
16mg 16/10/2023
031020 16/10/2020
16/10/2023
041020 16/10/2020
16/10/2023
3 Tiamesolon 16 Methylprednisolone | VD-26275-17 011020 22/10/2020
16mg 22/10/2023
021020 23/10/2020
23/10/2023
010421 07/04/2021
07/04/2024
4 Tiamesolon 4 Methylprednisolone | VD-28054-17 021020 14/10/2020
4mg 14/10/2023




