BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic

Sé: 5076/QLD-CL Ha Néi, ngay 06 thang 04 niim 2016

Vv xir Iy nguyén liéu va thudc thanh pham sdin
xudt tir nguyén liéu Ofloxacin, Acid ascobic,
Domperidon maleat

Kinh giri: - S6 Y té cac tinh, thanh phd tryc thudc Trung wong;
- Cac doanh nghi¢p san XUuat, nhap khéu thudc, nguyén liéu lam thudc;
- Cong ty c¢b phan dugc Dong Nai;
- Cong ty TNHH MTV dugc Hoai Phuong;
- Cong ty TNHH TM Nam Thai Binh Duong;
- Cong ty TNHH mdt thanh vién Dugc Sai Gon.

Céan cu céc quy dinh hién hanh vé Dugc;

Qua cong tac hau thanh tra, kiém tra giam sat hoat dong san xuét kinh doanh xuét nhap
khau thudc, nguyén liéu lam thudc; Cuc Quan ly Dugc da phat hién mot sd truong hop nhép
khau nguyén li¢u khong ding ngudn goc xuat xir;

DPé dam bao an toan cho nguoi st dung, Cuc Quan 1y Duogc thong béo:

1. Yéu cau Céng ty c¢d phan duoc Pong Nai, Cong ty TNHH MTV dugc Hoai Phuong,
Cong ty TNHH TM Nam Thai Binh Duong, Cong ty TNHH mot thanh vién Dugc Sai Gon:

- Nging viéc nhdp khiu, phan phdi cac nguyén liéu Ofloxacin, Acid ascobic,
Domperidon malqat do CQng ty CSPC Innovation Pharmaceutical Co, Ltd - China cung cap
khong o6 ngudn goc. Cu thé nhu sau:

+ Nguyén liéu Ofloxacin, cc s 16: 20141005 va 20150414; trén nhan ghi: Cong ty
Zhejiang Apeloa Kangyu Pharmaceutical Co., Ltd san xuat.

+ Nguyén liéu Acid ascobic, cac sb 16: 1131170113 va 140605-CO01; trén nhan ghi: Cong
ty Aland (Jiangsu) Nutraceutical Co., Ltd. san xuat.

+ Nguyén liéu Domperidon maleat, cac sb 16: DOMM-0170213, DOM-0040614, BDM-
1309081, BDM-1308067 va BDOM/1412117; trén nhan ghi: Cong ty Vasudha Pharma Chem
Ltd - India san xuat.

- Giri thong bao thu hdi t6i cac co s& dd mua cac 16 nguyén liéu Ofloxacin, Acid ascobic,
Domperidon maleat do cong ty CSPC Innovation Pharmaceutical Co, Ltd - China cung cap va
thu hoi toan bd céac 16 nguyén liéu c6 vi pham néu trén,;

- Gtri thOng bao tdi cac co so san xuat thude di mua cac 16 nguyén liéu néu trén dé ding
viéc san xuat, va tién hanh thu hoéi cac 16 thudc thanh pham da duoc san xuat tir cac 16 nguyén
li¢u nay.

Bao c4o két qua thuc hién cac ndi dung trén bang vin ban giri vé Cuc Quan 1y Duoc
trude ngay 05/5/2016.



2. Cac doanh nghiép san xuét thudc:

- Ngimng viéc str dung, dua vao san xuét ddi véi cac nguyén liéu Ofloxacin, Acid ascobic,
Domperidon maleat ¢6 vi pham néu trén;

- Phéi hop v6i cac nha phan phdi thude khan truong giri thong bao thu hdi téi nhitng noi
phén phoi, st dung va tién hanh thu hoi toan b céc 16 thuoc thanh pham da dugc san xuat tir cac
16 nguyén liéu Ofloxacin, Acid ascobic, Domperidon maleat néu trén.

- Gtri bao c4o vé Cuc quan ly Duogc trude ngay 05/5/2016:

+ Béo cdo thu hdi, ho so thu hdi bao gdm sb lwong thu hdi, cac bang chimg vé viée thue
hién thu hdi tai cc co s& ban budn, ban 18, sir dung da mua thudc theo quy dinh tai Thong tu 5O
09/2010/TT-BYT ngay 28/4/2010 ctia B6 Y té hudng din viéc quan ly chat luong thudc;

+ V& viéc san xuét thude tir cac nguyén liéu Ofloxacin, Acid ascobic, Domperidon maleat
trén nhan ghi 16 san xuat va cac nha san xuat tuong trng néu trén tir thang 9/2013 dén nay.

3. Céc danh nghiép nhap khau thude, nguyén liéu lam thude:

- Ra soat lai toan b hd so nhap khéu, ho so phan phéi, béo céo vé tinh hinh nhap khau,
phan phdi, sir dung nguyén liéu Ofloxacin, Acid ascobic, Domperidon maleat do céng ty CSPC
Innovation Pharmaceutical Co, Ltd. - China cung cép tir thang 9/2013 dén nay, bao gbm s6 1,
sO luong nguyén liéu nhap khau, thong tin nha san xuét (trén nhan, hd so nhép khau, phiéu kiém
nghiém...), théng tin vé& nha cung tmg, sé lugng nguyén liéu da phan phdi, danh sach cac co so
da mua nguyén li¢u;

- Giri bao céo vé Cuc quan 1y Duoc trude ngay 05/5/2016.

4. S6'Y té cac tinh, thanh phd tryc thudc Trung wong, Y té cac nganh thong bao cho cic
co sO kinh doanh, sir dung thube va nguyén liéu lam thude dé thuc hién cac nodi dung néu trén,
kiém tra va giam sat cac don vi thuc hién thong bao nay; xir Iy nhitng don vi vi pham theo quy
dinh hién hanh; bao céo vé Cuc Quan 1y Duoc va cic co quan chire ning 6 lién quan.

Cuc Quan 1y Duoc thong bao dé cac don vi biét va thuc hién./.

KT. CUC TRUONG
Noi nhin: PHO CUC TRUONG

- Nhu trén;

- Cuc truéng Trwong Qubc Cudng (dé b/c);

- VKN thuéc TW, VKN thubc Tp. HCM;

- Cuc Quén Y - B Quéc phong;

- Cuc Y té - Bo Cong An;

-Cuc Y t6 GTVT - B GTVT;

- Cac Phong: PKT, QLKD Dugc, PCHN, Thanh X A

tra Dugc MP, Tap chi Dugc MP - Cuc QLD; Nguyen Tat Di.lt
website Cuc QLD;

- Luu: VT, CL (TA).



