SAOY
SO Y té
Thoi gian ky: 28/09/2022 10:29:23 +07:00

UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Doc 1ap — Tuw do — Hanh phuc

S0: 643§ ISYT-NV Dong Nai, ngay )8 thding 9 nam 2022
V/v thong bao thu hdi thude.

Kinh gui:
- Giam dbc cac don vi truc thude SO Y té;
- Truéng phong Y té cac huyén, TP. Long Khanh, TP. Bién
Hoa;
- Céc co s& ban budn, sir dung thudc thude trén dia ban tinh.
(Sau day goi la cac don vi)

Cén ctr cong véan sb 9343/QLD-CL ngay 22/09/2022 ctia Bo Y té v& viéc thu hdi
thube, Gidm doc S& Y té Pong Nai thong bao y kién chi dao ctia Cuc Quan ly
Dugc - B6 Y té nhu sau:

1. Thu hdi trén toan tinh 16 cac 16 thubc di duogc san xudt tir 02 16
nguyén liéu Methylprednisolone ghi nhén s6 16: 04.1064-191204 va sé 16:
04.1064-220107 , nha san xuét Zhejiang Xianju Pharmaceutical Co.Ltd . (Danh
sach cac 16 thube do cac co sd san xuat thudc béo cdo dinh kem)

2. Giao Truéng Phong Y té cac huyén, TP. Long Khanh, TP. Bién Hoa
cd trach nhiém gui thong bao cho céc co s¢ ban 1€, cic co sé s ‘dung thudc ngoai
cong lap trén dia ban quan ly, t6 chirc thu héi thude néu trén; kiém tra va giam sat
c4c don vi thuc hién thong béo; tong hop béo cdo; xir 1y nhiing co s& vi pham theo
quy dinh hién hanh.

3. D01 v6i céc co s& ban budn, sir dung thude trén dia ban tinh: khong dugc

mua bén, ton trit, st dung thuoc néi trén; thuc hién thu hdi thude trong hé théng
kinh doanh cta co sé.

4. Céc don vi giii béo cdo két qua thuc hién v& S¢ Y té - Phong Nghiép
(ké ca trudng hop khong ¢ hodc khéng phat hién duoc cac sén pham noi tren\/

( Dinh kém Céng vin s6: 9343/QLD-CL ngay 22/09/2022 ciia Cuc Quan ly
Duoc)

Noi nhin: KT.GIAM BbOC

- Nhu trén; PHO GIAM POC
- BGD SYT (dé biét)

- Phong PC15 Cong an Dong Nai;
- Chi Cuc QLTT Déng Nai;

- BVDK Cao su Pdng Nai;

- Bv tdm than TW2

- TTKN, Thanh tra So;

- Trung tam TT-GDSK;

- Website S¢' Y té Dong Nai

- Luu: VT, NV. Lé Quang Trung

S6 2 - Phan Dinh Phiing, phuong Quang Vinh, thanh phd Bién Hoa, tinh Pdng Nai
DT: (02513) 942641, Fax: (02513) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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W/ B BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc 1ap - Tw do - Hanh phiic
Sd: 9343 /QLD-CL Ha Néi, ngay 22 thdng 09 nam 2022

V/v théng bao thu hdi thudc

Kinh gui:
- So0'Y té cdc tinh, thanh pho truc thudc Trung uong;
- Céac co s¢ san xuat thude (Danh sdach dinh kem).

Cén cu vao cic quy dinh vé quan Iy dugc hién hanh ctia Viét Nam.

Céan cr Vin thu cua Cong ty Zhejiang Xianju Pharmaceutical Co., Ltd.
phan anh vé viéc 02 16 nguyén liéu Methylprednisolone ghi nhén s6 16: 04.1064-
191204 va s6 16: 04.1064-220107, nha san xuét Zhejiang Xianju Pharmaceutical
Co., Ltd. da nhép khau va st dung tai Viét Nam, nhung nguyén liéu nay khong
phai 13 san phidm ctia Céng ty Zhejiang Xianju Pharmaceutical Co., Ltd. san
xudt.

Cin ct vao Vin thu ctia Céng ty TNHH MTV Anpharma d& ngay
26/8/2022 va Vian thu cia Cong ty TNHH Hoa dugc Hoai Phuong dé ngay
26/8/2022 vé viéc bao cdo Cong ty Bear Hill Co. Ltd nhan trach nhiém vé viéc
ngudn gbc 02 16 nguyén liéu Methylprednisolone ghi nhin s 16: 04.1064-
191204 va s6 16: 04.1064-220107, nha san xudt Zhejiang Xianju Pharmaceutical
Co., Ltd. dung la khéng phdi san phdm cua Céng ty Zhejiang Xianju
Pharmaceutical Co., Ltd. san xuét.

Cin ¢t cac bao cdo vé viée san xuét cic 16 thude tir 02 16 nguyén li€u
Methylprednisolone ghi nhin s6 16: 04.1064- 191204 va s 16: 04.1064-220107
cua cac cong ty: Cong ty CPDP Trung wong I — Pharbaco; Céng ty CP US
Pharma USA; Cong ty CPDP Quéng Binh; Cong ty CPDP Tipharco.

Cuc Quan ly Dugc théng bao:

1. Thu hdi toan qudc dbi véi toan b céc 16 thude da dugce san xut tir 02
16 nguyén liéu Methylprednisolone ghi nhén s 16: 04.1064- 191204 va sb 16:
04.1064-220107, nha san xuit Zhejiang Xianju Pharmaceutical Co., Ltd néu trén
(Danh sdch cdc 16 thuéc do cdc co s& san xudt thuée bdo cdo dinh kem,).

2. Céc co sé san xudt thudc phdi hop vdi céc nha cung cép va phan phdi
thubc phai:

+ Trong thoi han 02 ngay ké tir ngay ky Céng vin nay, gui thong bao thu
hdi t6i cac co s& ban budn, ban 1&, st dung va tién hanh thu hdi toan bd cac 16
thudc trong danh sach dinh kém néu trén.

+ Giri bao cédo thu héi vé Cuc Quéan ly Dugc trong vong 18 ngay ké tir
ngay ky Cong van nay, ho so thu hdi bao gdm s luong san xudt, ngdy san xudt,
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s6 lugng thu hoi, cac bang chimg vé viéc thuc hién thu hdi tai cic co s& ban
budn, béan 1¢, st dung da mua thudc theo quy dinh tai Thong tu s6 11/2018/TT-
BYT ngay 04/05/2018 ciia B6 Y t& quy dinh vé& chit lwong thude, nguyén liéu
lam thudc. '

3.S6 Y té céc tinh thanh phé truc thudc Trung wong, Y té céc nganh
thong béo cho céc co s& kinh doanh, st dung thudc thu hdi céc 16 thudc khong
dung qui dinh néu trén; cong b thong tin vé quyét dinh thu hdi thudc trén Trang
thong tin dién tr cia So; kiém tra va gidm sat cdc don vi thuc hién théng bdo
nay; xir ly:nhiing don vi vi pham theo quy dinh hién hanh; béo cdo vé Cuc Quan
1y Dugc-va céc co quan chic nang c6 lién quan.

4. Céc So' Y té c6 co s& san xuét thudce déng trén dia ban kiém tra va gidm
st.co s& san xuét thude thue hién viée thu hdi va xit ly thudc b thu hdi theo quy
dinh.

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

N;inlzﬁn: KT. CUC TRUONG
- Nhu trén; 5 A
- Cuc trudng Vii Tudn Cudng (dé b/c); f’—“‘fP\HO coe TRI?ONG

 aa

- VKN thudc TU, VKN thudc Tp. HCM;

- CucQuianY - B9 quéc phong ;

- CucY 8 — B6 Céng an;

- Cuc Y té GTVT — B6 GTVT;

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

- Luu: Vén thu, CL (HD).
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DANH SACH CAC CONG TY VA CAC LO THUOC THU HOI
(Dinh kem Cong vin s09343/QLD-CL ngay22thangygnam 2022 ciia Cuc Quan ly Dugc)

ST Tén thube Ham lugng S6 GPKLH S6 16 NSX, HD

T
Cong ty CPDP Trung wong I - Pharbaco :
(Dia chi: 160 Tén burc Thang, phuong Hang Bot, qudn Dong Da, thanh phé Ha Néi)

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

16mg 16mg 12/10/2023

Z Hormedi 16 Methylprednisolone | VD-25303-16 20001 19/10/2020

16mg 18/10/2023

Cong ty CP US Pharma USA )
(Dia chi: L6 B1-10, dwong D2, khu céng nghiép Tdy Bac Cu Chi, ap Bau Tre 2, xa Tan An Hgi,

huyén Ci 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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