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W) i BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
= CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phiic
S6: 3534 /QLD-CL Ha Noi, ngay 09 thang 05 nam 2022

V/v thdng béo thu hoi thudc Vi
pham murc do 2

Kinh gri:

- S& Y té céc tinh, thanh phé truc thudc Trung uong;

- VPPD GlaxoSmithKline Pte Ltd tai TP. H5 Chi Minh
(The Metropolitan - O 506, sé 235 phd Pong Khéi, Quan 1,
TP. H6 Chi Minh);

- Cong ty TNHH Zuellig Pharma Viét Nam (L6 5, Puong s6 2,
KCN Téan Tao, Phuong Tan Tao, Quan Binh Tan, TP. Ho Chi
Minh).

Can ctr vao cac quy dinh vé quan 1y dugc hién hanh ctia Viét Nam;

Can ctr Van ban s6 0422-47/DAV-REGU ngay 22/04/2022 cia VPPD
GlaxoSmithKline Pte Ltd tai TP. H6 Chi Minh vé viéc bdo cdo thu hdi thude theo
hinh thtc tr nguyén dinh kém Béo cdo kiém tra d6 6n dinh thudng quy S6
2022N503813 01;

Theo d6, cac 16 thuéc Com pha hdn dich uéng Zinnat Suspension 125mg
(Cefuroxim axetil 125mg), S6 GDKLH: VN-20513-17, S6 16: 7S6A, HD:
13/11/2022 va S6 16: 2P7N, HD: 16/07/2022 do Céng ty Glaxo Operations UK
Limited (Anh) san xuét, Cong ty GlaxoSmithKline Pte., Ltd. (Singapore) ding ky,
Cong ty TNHH Zuellig Pharma Viét Nam nhap khau. Mau thudc khong dat tiéu
chuan chét luong vé chi tiéu Cam quan, P am, Tap chét lién quan - tuong tmg vi
pham mirc d6 2. Cong ty dé nghi thu hdi tu nguyén & cap d6 ngudi sir dung.

Cuc Quan ly Dugc thong bao:

1. Thu hoi toan qubc cé&c 16 thudc Com pha hdn dich udng Zinnat Suspension
125mg (Cefuroxim axetil 125mg), S6 GPKLH: VN-20513-17, S6 16: 7S6A, HD:
13/11/2022 va Sé 16: 2P7N, HD: 16/07/2022 do Coéng ty Glaxo Operations UK
Limited (Anh) san xuét, Cong ty GlaxoSmithKline Pte., Ltd. (Singapore) ding ky,
Cong ty TNHH Zuellig Pharma Viét Nam nhap khau.

2. Cong ty TNHH Zuellig Pharma Viét Nam phdi hop voi nha cung cép va
phan phdi thudc phai:

+ Trong thoi han 02 ngay ké tir ngay ky Cong van nay, giri thong bao thu hoi
tGi cac co sO ban budn, ban 1é, sir dung cac 16 thudc Cédm pha hon dich uéng Zinnat
Suspension 125mg (Cefuroxim axetil 125mg), S6 GPKLH: VN-20513-17, Sé 16:
7S6A, HD: 13/11/2022 va S6 16: 2P7N, HD: 16/07/2022 do Cong ty Glaxo
Operations UK Limited (Anh) san xuat, Cong ty GlaxoSmithKline Pte., Ltd.
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(Singapore) dang ky, Cong ty TNHH Zuellig Pharma Viét Nam nhép khau va tién
hanh thu héi toan b 16 thudc khong dat tiéu chuan chat luong néu trén.

+ Giri bao céo thu héi vé Cuc Quan 1y Dugce trong vong 18 ngay ké tir ngay
ky Cong van ndy, hd so thu hdi bao gém sd luong nhap khau, ngay nhap khau, sd
luong thu hoi, céc bﬁng chiing vé viéc thuc hién thu hdi tai cic co s& ban budn, ban
1¢, str dung d& mua thudc theo quy dinh tai Vin ban hop nhat s6 06/VBHN-BYT
ngay 03/7/2020 ctia BO Y té quy dinh vé chét luong thude, nguyén liéu lam thude.

3. SO'Y té cac tinh thanh phd truc thudc Trung uong, Y té cac nganh thong bao
cho cac co so kinh doanh, st dung thudc thu hoi 16 thude khong dat chat luong néu
trén; cong b thong tin vé quyét dinh thu hdi thude trén Trang thong tin dién tir cua
S&; kiém tra va gidm sat cac don vi thuc hi¢n thong bao nay; xir Iy nhitng don vi vi
pham theo quy dinh hién hanh; béo céo vé Cuc Quan 1y Duogc va cac co quan chuc
nang co6 lién quan.

4. S6 Y té TP. H6 Chi Minh kiém tra va giam sat Cong ty TNHH Zuellig
Pharma Viét Nam thyc hién viéc thu héi va xir 1y thudce bi thu hoi theo quy dinh.

Cuc Quan 1y Dugc thong béo dé cac don vi biét va thyc hién ./.

Ngt}'lnhén: KT. CUC TRUONG
- Nhu trén; 8 ON

- Cyc truéng Vil Tuén Cudng (dé blc); PH(: cyc TRUONG
- VKN thude TU, VKN thude Tp. HCM; S RSN

- Cuc Quén Y — Bo quéc phong; N\
-CucY té — Bo Cong an;

-Cuc Y t¢ GTVT — B GTVT;

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

- Luu: Vin thu, CL. Y T#Manh Hung
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