TRUNGTAMY TEPAKPO  CONG HOA XA HQI CHU NGHIA VIET NAM
Hoi ddng thudc & Diéu tri Poc lap-Tu do-Hanh phiic

86 24/CV - HDT&DT Pak Po; ngay & thang © nam 2023
V/v thong bdo thu hoi thuéc Duo Hexin Tab "
vi pham miec dé 2

Kinh giri: )
- Phong ké hoach nghiép vu.
- Céc khoa diéu trj.
-Tramy té x4, thi tran.

Thyc hién Cdéng van 50 583'4/QLD-CL ngay 01 thang 6 nam 2023 cua Cuc
Quan ly dugc vé viéc thu hoi thude Duo Hexin Tab vi pham murc d6 2.

Qua kiém tra d6i chiéu thudc vién nén Duo Hexin Tab ( Bromhexin
hydrochlorid 8mg) sé ding ky VN-22615-20, s6 16: BHX003, NSX: 08/06/2020,
HD: 07/06/2023 do Céng ty Fu yuan Chemical & Pharmaceutical Co., Ltd. (
Taiwan) san xudt, Cong ty CPDP TW Codupha nhép khau, mau thudc khong dat
tiéu chuén chat lugng vé chi tiéu d6 hoa tan.

Nay Hoi dong thudc va diéu tri Trung tdm y té huyén Pak Po thong bao Trung
tdm y té huyén Pak Po khéng co thudc: Vién nén Duo Hexin Tab ( Bromhexin
hydrochlorid 8mg) s6 dang ky VN-22615-20, so 16: BHX003, NSX: 08/06/2020,
HD: 07/06/2023 do Coéng ty Fu yuan Chemical & Pharmaceutical Co., Ltd. (
Taiwan) san xuat nhu Cong vin s6 5834/QLD-CL.

pé nghi céc cac khoa phong diéu tri, cac tram y té xa thuc hién theo ndi dung
theo Cong vin s6: 5834/QLD-CL ngay 01 thang 6 nam 2023 cua Cuc Quan ly dugc.

THUONG TRU'C HQI PONG GIAM })Oc

Noi giri:

-Céc khoa phong diéu tri.
-Céc tram y té xa.

-Luu.
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S6: 5834 /QLD-CL Ha N¢i, ngay 01 thang 06 nam 2023

V/v thdng bao thu héi thude Duo
Hexin Tab vi pham muc d6 2

Kinh gui:
- S&'Y té cac tinh, thanh phd truc thudc Trung uong;
- Cong ty CPDP TW Codupha (509-515 To Hién Thanh, Q.10,
Tp. H6 Chi Minh) .

Cén cir vao cac quy dinh vé quan 1y dugc hién hanh cta Viét Nam.

Can cu Cong vin s6 427/BC-TTKNTMPTP ngay 02/11/2023 giri kém phiéu
kiém nghlem s& 2022L.T-450 ngay 02/11/2022 cia Trung tdm kiém nghiém thuoc
my phém, thyc phdm tinh Bic Kan, Cuc Quan Iy Dugc da ban hanh Cong vin sb
13004/QLD-CL ngay 05/12/2022 vé viée xir Iy 16 thude Vién nén Duo Hexin Tab.
(Bromhexin hydrochlorid 8mg), S6 GPKLH: VN-22615-20, S 16: BHX003, NSX:
08/6/2020, HD: 07/6/2023 do Cong ty Fu yuan Chemical & Pharmaceutical Co.,
Ltd. (Taiwan) san xuit, Céng ty CPDP TW Codupha nhap khiu. Mau thuéc khong
dat tidu chuan chat lugng vé chi tiéu do hoa tan, dong déu khdi lugng. Theo do,
Cuc Quan ly Dugc da:

- Théng bdo thu hoéi thudc Vién nén Duo Hexin Tab. (Bromhexin
hydrochlorid 8mg), S6 GDKLH: VN-22615-20, Sé 16: BHX003, NSX: 08/6/2020,
HD: 07/6/2023 trén dia ban tinh Bic Kan.

- Yéu cau Coéng ty CPDP TW Codupha phéi hop véi co quan kiém tra chat
lugng, co quan kiém nghiém thudc Nha nudce tién hanh 1dy 03 miu bd sung va g
mau d3 ly t6i Vién kiém nghiém thuéc Trung wong hoic Vién kiém nghiém thudc
Tp. Ho Chi Minh dé kiém tra chat luong d6i véi chi tiéu d hoa tan, ddng déu khéi
luong.

Ngay 20/04/2023, Cuc Quan 1y Dugc nhan dugc Cong vin sd 324/VKNT-
KHTH cua Vién kiém nghiém thuéc Tp. Ho Chi Minh giri kém phiéu kiém nghiém
50 0480/VKN-YC2023 béo céo két qua ldy miu bd sung ddi véi 16 thube Vién nén
Duo Hexin Tab. S6 16: BHX003, NSX: 08/6/2020, HD: 07/6/2023 néu trén la
khong dat tiéu chudn chét lugng vé chi tiéu d6 hoa tan.

Nhu véy 16 thude Vién nén Duo Hexin Tab. (Bromhexin hydrochlorid 8mg),
S6 GPKLH: VN-22615-20, S6 16: BHX003, NSX: 08/6/2020, HD: 07/6/2023 néu
trén dugc xac dinh 1a vi pham muc d6 2.

Cuc Quan ly Dugc thong béo:

l. Thu hoi toan qudc thuéc Vién nén Duo Hexin Tab. (Bromhexin
hydrochlorid 8mg), S6 GPKLH: VN-22615-20, Sé 16: BHX003, NSX: 08/6/2020,
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HD: 07/6/2023 do Cong ty Fu yuan Chemical & Pharmaceutical Co., Ltd. (Taiwan)
san xuét, Cong ty CPDP TW Codupha nhap khau.

2. Cong ty CPDP TW Codupha phéi hop véi nha cung cap va phéan phdi
thudc phai: |

+ Trong thoi han 02 ngay ké tir ngay ky Cong van nay, guri thong béo thu héi
tdi cac co s& ban budn, ban 1€, st dung Vién nén Duo Hexin Tab. (Bromhexin
hydrochlorid 8mg), S6 GPKLH: VN-22615-20, S6 16: BHX003, NSX: 08/6/2020,
HD: 07/6/2023 do Cdng ty Fu yuan Chemical & Pharmaceutical Co., Ltd. (Taiwan)
san xuét, Cong ty CPDP TW Codupha nhap khéu va tién hanh thu hdi toan bo 16
thu6c khong dat tiéu chuén chét lwgng néu trén.

+ Giri bao céo thu h6i vé Cuc Quan 1y Dugc trong vong 18 ngay ké tir ngay
ky Coéng vin nay, ho so thu hdi bao gébm s lugng nhap khau, ngay nhap khiu, s
lwong thu hdi, céc bé"mg ching vé viéc thuc hién thu hdi tai cac co s& ban budn, ban
1é, sir dung dd mua thude theo quy dinh tai Thong tuw s& 11/2018/TT-BYT ngay
04/05/2018 ctia BO Y té quy dinh vé chat luong thudce, nguyén liéu lam thudc.

3.86 Y té cac tinh thanh phé truc thudc Trung wong, Y té cac nganh thong
bao cho céc co s& kinh doanh, sir dung thude thu hoi 16 thube khong dat chét lugng
néu trén; cong bd thong tin vé quyét dinh thu hdi thude trén Trang thong tin dién tir
clia S&; kiém tra va giam st cac don vi thyuc hién thong bao nay; xir ly nhitng don
vi vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quan ly Dugc va cac co quan
chirc nang co lién quan.

4.S¢'Y té Tp Ho Chi Minh, S¢ Y té tinh Bic Kan kiém tra va gidm sat Cong
ty CPDP TW Codupha thuc hién viéc thu hdi va xir Iy thudc bi thu hdi theo quy
dinh.

Cuc Quan Iy Dugc thong bao dé cac don vi biét va thuc hién ./.

O ke KT. CUC TRUONG
- rén; .
- Cyc trudng Vii Tun Cuong (dé bic); PHO CUC TRUGNG

- VKN thuée TU, VKN thude Tp. HCM;

- Cuc Quan Y - B qudc phong ;

- CucYté-Bd Cong an;

- CucY t¢ GTVT =B GTVT; e

- Cac phong DKT, QLKDD, Phép ché-Thanh tra, \ \ A
Website — Cuc QLD; N\ " LA "

- Quay thudc Ngoc Thu - T4 7, thi trin Bing N2 v/ :}{ Manh Hung
Liing, huyén Chg Pén, tinh Bic Kan (dé o
thure hién);

- Luu: VT, CL(LH-VH).
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