TRUNGTAMY TEPAKPO  CONG HOA XA HQI CHU NGHIA VIET NAM

Hdi ddng thudc & Piéu tri Doc 1ap-Tw do-Hanh phiic
S6 14 /CV - HPT&PT Pak Po; ngay 13 thdng 2 ndm 2023

V/v thong bdo thu hoi thudc vi
pham mirc do 3

Kinh giri:
- Phong ké hoach nghiép vu.
- Cac khoa diéu tri.
- Tram y té x4, thi trén.

Thuc hién Coéng van sb: 2205/QLD-CL ngay 09 thang 3 niam 2023 cta Cuc
Quan 1y duge vé viée thu hoi thude vi pham mirc d6 3.

Qua kiém tra ddi chiéu thuéc vién nang ctimg Locobile -200 ( Celecoxib 200mg)
s0 ding ky VN- 21822-19, s6 16: WLD21003E, NSX: 04/02/2021, HD: 03/02/2024
do Cong ty M/s Windlas Biotech Limited ( India) san xuét, Céng ty TNHH Dugc
pham A My( 373/1/4A Puong Ly Thuong Kiét, Phuong 9, Quén Tan Binh,Thanh
phé H6 Chi Minh) nhép khau, mau thudc khong dat tiéu chuan chét lugng vé chi
tiéu dong déu khéi lugng..

Nay Hoi dong thube va diéu tri Trung tam y té huyén DPak Po théng bao Trung
tam y té huyen bak Po khong cé thuoc Vién nang cimg Locobile -200 ( Celecoxib
200mg) s6 ding ky VN- 21822-19, sé 16: WLD21003E, NSX: 04/02/202] HD:
03/02/2024 do Céng ty M/s Windlas Biotech Limited ( India) sén xudt nhu Céng
vén so 2205/QLD-CL.

Pé nghi céc céc khoa phong diéu tri, cac tram y té x3 thuc hién theo noi dung
theo Cong vin s6: 2205/QLD-CL ngay 09 théang 3 ndm 2023 cia Cuyc Quan ly dugc.
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J#ias  BOYTE CONG HOA XA HQI CHU NGHiA VIET NAM
CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic
$6:2205 /QLD-CL Ha N¢i, ngay09 thang 03 nam 2023

V/v thong bao thu héi thudc vi
pham murc d6 3

Kinh gtri: '
- SO Y té cac tinh, thanh phd tryc thugc Trung uong;
- Cong ty TNHH Dugc phim A My (373/1/4A Pudng Ly
Thuong Kiét, Phuong 9, Quan Téan Binh, Thanh pho H6 Chi
Minh).

Cin ctr vao céc quy dinh vé quan 1y duge hién hanh cia Viét Nam.

Cin ctr Cong vin sd 46/VKNTTW-KH ngay 13/01/2022, 170/VKNTTW-
KH ngay 04/03/2022 giri kém phiéu kiém nghiém sé 92192 ngay 13/01/2022,
521161 ngay 04/03/2022 cta Vién kiém nghiém thuéc Trung wong, Cuc Quan ly
Duoc d3 ban hanh Coéng vin sé 13599/QLD-CL ngay 23/12/2022 vé viéc xir 1y 16
thuéc Vién nang cirg Locobile-200 (Celecoxib 200mg), S6 GPKLH: VN-21822-
19, S6 16: WLD21003E, NSX: 04/02/2021, HD: 03/02/2024 do Cong ty M/s
Windlas Biotech Limited (India) san xuét, Céng ty TNHH Dugc phim A My
(373/1/4A Puong Ly Thuong Kiét, Phuong 9, Quan Tan Binh, Thanh phé Ho Chi
Minh) nhap khau. Mau thudc khong dat tiéu chuan chat lugng vé chi tiéu Pong déu
khoi lugng. Theo do, Cuc Quan ly Duoc da:

- Thong bao thu hdi thudc Vién nang cig Locobile-200 (Celecoxib 200mg),
SO GPKLH: VN-21822-19, S§ 16: WLD21003E, NSX: 04/02/2021, HD:
03/02/2024 trén dia ban Tp. Ha Noi.

- Yéu cau Cong ty TNHH Duoc pham A My phdi hop véi co quan kiém tra
chét lugng, co quan kiém pghiém thudc Nha nudc tién hanh ldy 02 mAu bd sung va
giri miu da lay téi Vién kiém nghiém thudc Trung wong hodc Vién kiém nghiém
thuéc Tp. HO Chi Minh dé kiém tra chét lugng d6i véi chi tiu Pdng déu khéi
lugng.

Ngay 03/03/2023, Cuc Quan ly Dugc nhan dwge Cong vin sb 174/VKNT-
KHTH cua Vién kiém nghiém thuc Tp. H6 Chi Minh giri kém phiéu kiém nghiém
56 0098/VKN-YC2023 ngay 02/03/2023 béo céo két qua ldy miu bd sung déi véi
16 thude Vién nang cirmg Locobile-200 S6 16: WLD21003E, NSX: 04/02/2021, HD:
03/02/2024 néu trén 1a khong dat tiéu chuan chat lwong vé chi tiéu Dong déu khéi
lugng.

Nhu vdy 16 thudc Vién nang cimg Locobile-200 (Celecoxib 200mg), Sé
GDPKLH: VN-21822-19, S6 16: WLD21003E, NSX: 04/02/2021, HD: 03/02/2024
néu trén dugce xac dinh 1a vi pham murc do 3.

Cuc Quan ly Dugc thong bao:
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1. Thu hdi toan quéc Vién nang cimg Locobile-200 (Celecoxib 200mg), S6
GDKLH: VN-21822-19, S6 16: WLD21003E, NSX: 04/02/2021, HD: 03/02/2024
do Cong ty M/s Windlas Biotech Limited (India) san xuat, Cong ty TNHH Dugc
phim A My (373/1/4A Pudng Ly Thuong Kiét, Phudng 9, Quéan Téan Binh, Thanh
phd‘Hb Chi Minh) nhap khéu.

2. Cong ty TNHH Dugc phim A My phdi hop véi nha cung cép va phan
phdi thubc, phai:

+ Trong thoi han 02 ngay ké tir ngay ky Cong vin nay, giri thong béo thu hoi
tdi cac co s& ban budn, ban 1é, sir dung Vién nang cung Locobile-200 (Celecoxib
200mg), S6 GPKLH: VN-21822-19, Sb 16: WLD21003E, NSX: 04/02/2021, HD:
03/02/2024 do Céng ty M/s Windlas Biotech Limited (India) san xuét, Cong ty
TNHH Duoc phdm A My nhap khéu va tién hanh thu hdi toan bo 16 thuéc khong
dat tiéu chuan chét luong néu trén.

+ Giri bao céo thu héi vé Cuc Quan ly Dugc trong vong 33 ngdy ké tir ngay
ky Cong vin nay, hd so thu hdi bao gém sb lwong nhap khau, ngay nhap khau, sb
luong thu hoi, cac bang chimg vé viéc thuc hién thu hdi tai cic co s& ban budn, ban
l¢, sir dung da mua thudc theo quy dinh tai Thong tw s& 11/2018/TT-BYT ngay
04/05/2018 ctia BO Y té quy dinh vé chat lugng thubc, nguyén liéu lam thude.

3.S6 Y té cac tinh thanh phé tryc thuge Trung wong, Y té cic nganh thong
bao cho cic co s¢ kinh doanh, sir dung thude thu hdi 16 thube khong dat chitlugng
néu trén, cong bd thong tin vé quyét dinh thu héi thudc trén Trang thong tin dién tir
ctia S&, kiém tra va giam sat cac don vi thuc hién thong bao nay; xir Iy nhirng don
vi vi pham theo quy dinh hién hanh; bao céo vé Cuc Quan 1y Dugc va cac co quan
chirc nang c6 li€n quan.

4.S0 Y té Tp. Ha Noi, So Y té Tp. H5 Chi Minh kiém tra tra va giam sat
Coéng ty TNHH Dugc phim A My (373/1/4A Puong Ly Thuong Kiét, Phuong 9,
Quén Tan Binh, Thanh phé H6 Chi Minh) thyuc hién viéc thu hdi va xir 1y thudc bi
thu hoi theo quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vj biét va thyuc hién ./.
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- Cong ty TNHH Dugc My pham Minh Dirc
(Quay 120, so 168, Ngoc Khanh, Ba Dinh,
Tp. Ha N§i) (dé thuc hién);

- Lwu: VT, CL (HP).
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