BOY TE CONG HOA HOI XA CHU NGHTA VIET NAM

CUC QUAN LY Du(QC Poc l1ap - Ty do - Hanh phc
. So: /IQLD-CL Ha No6i, ngay nf. thang nam 2016
v/y xt ly nguyén liéu va triude thanh Y

phdm san xudt tlr nguyén liéu
Oiloxacin, Acid ascobic, Domperidon
maleat

Kinh gui:

S& Y té cac tinh, thanh phé tryc thuéc Trung wong;

Céc doanh nghiép san xuét, nhap khau thudc, nguyén liéu lam Fiudc;
Cong ty c0 phan duoc Dong Nai;

Cong ty TNHH MTYV duwoc Hoai Phuong;

Cong ty TNHH TM Nam Thai Binh Duvong;

Cong iy TNHH mét thanh vién Duwoc Sai Gon.

Can ctr cac quy dinh hién hanh vé Duoc;

Qua cbng tac hau thanh tra, kiém tra giam sat hoat dong san xuat kinh doanh
xuat nhap khau thudc, nguyén liéu lam thuéc; Cuc Quan ly Duwoc da phat hién mot
sO trwvong hop nhap khau nguyén liéu khong ding ngudn gdc xuat xu;

Dé dam bdo an toan cho nguei st dung, Cuc Quan ly Duoc thong béo:

1 Yéu cau Cong ty cd phan dugc Dong Nai, Cong ty TNHH MTV duogc
Hoai Phwong, Cong ty TNHH TM Nam Thai Binh Duong, Cong ty TNHH mot
thanh vién Duoc Sai Gon;

- Ngtrng viéc nhap khau, phan phoi cac nguyén liéu OAoxacin, Acid ascobic,
Domperidon maleat do Cong ty CSPC Innovation Pharmaceutical Co, Ltd - China
cung cap khong ré ngudn gdoc. Cu thé nhu sau:

+ Nguyén liéu OAoxacin, cac s6 16: 20141005 va 20150414; trén nhan ghi:
Codng ty Zhejiang Apeloa Kangyu Pharmaceutical Co., Ltd s&n xuét.

+ Nguyén liéu Acid ascobic, cac s6 16: 1131170113 va 140605-C01; trén
nhan ghi: Céng ty Aland Qiangsu) Nutraceutical Co., Ltd san xuat.

+ Nguyén liéu Domperidon maleat, cac sd6 16: DOMM-0170213, DOM-
0040614, BDM-1309081, BDM-1308067 va BDOM/1412117; trén nhan ghi:
Cong ty Vasudha Pharma Chem Ltd - India san xuat.

- GUri théng bao thu hdi téi cac co s¢ da mua cac 16 nguyén liéu OAoxacin,
Acid ascobic, Domperidon maleat do cong ty CSPC Innovation Pharmaceutical
Co, Ltd - China cung cép va thu hoéi toan bd cac 16 nguyén liéu c6 vi pham néu
trén;

- GUri thdng bao t6i cac co s¢ san xuat thuéc dd mua cac 16 nguyén liéu néu
trén dé dirng viéc san xudt, va tién hanh thu hodi céc 16 thudc thanh pham da duoc
s&n xudt tir cac 16”nguyén liéu nay.

B&o cao két qua thwc hién cac ndi dung trén bang van ban giri vé Cuc Quan



ly Duoc treéc ngay 05/5/2016.
2. Cac doanh nghiép san xuat thudc:

- Nglrng viéc str dung, dua vao san xudat doi vai cac nguyén liéu Oiloxacin,
Acid ascobic, Domperidon maleat co vi pham néu trén;

- Phéi hop voi cac nha phan phoi thuéc khan truong glri thdng bao thu hoi
t¢i nhitng noi phan phdi, st dung va tién hanh thu hoi toan bd cac 16 thube thanh
pham da duoc san xudt tir cac 16 nguyén liéu OAoxacin, Acid ascobic, Domperidon
maleat néu trén.

- GUri bao céo vé Cuc quan ly Duoc truéc ngay 05/5/2016:

+ B4o cdo thu hoi, hd so thu hdi bao gdbm s6 lwgng thu hdi, cac bang ching
vé viéc thuc hién thu hoi tai cac co sé ban budn, ban Ié, st dung da mua thubc theo
quy dinh tai Thong tw s6 09/2010/TT-BYT ngay 28/4/2010 clia BO Y t€ hudng dan
viéc quén ly chét lvgng thuéc;

+ v& viéc san xuat thubc tr cac nguyén liéu OAoxacin, Acid ascobic,
Domperidon maleat trén nhan ghi 16 sdn xuét va cac nha san xuat tuong (*ng néu
trén tir thang 9/2013 dén nay.

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

- Ra soat lai toan bd ho so nhap khau, ho so phan phoi, bao cao vé tinh hinh
nhap khau, phan phdi, st dung nguyén liéu OAoxacin, Acid ascobic, Domperidon
maleat do cdng ty CSPC Innovation Pharmaceutical Co, Ltd - China cung cép tu
thang 9/2013 dén nay, bao gom: s6 16, s6 lwgng nguyén liéu nhap khau, théng tin
nha'san xudt (trén nhan, ho so nhap khau, phiéu kiém nghiém...), thong tin vé nha
cung tng, sd lwgng nguyén liéu dad phan phoi, danh sach cac co s& da mua nguyén
liéu;

- GUri bao céo vé Cuc quan ly Duoc trudc ngay 05/5/2016.

4. S& Y té cac tinh, thanh phé truc thudc Trung wong, Y té cac nganh thong
bdo cho cac co s¢ kinh doanh, st dung thu6éc va nguyén liéu lam thudc dé thuc
hién cac ndi dung néu trén, kiém tra va giam sat cac don vi thuc hién idng bao
nay; x& ly nhirng don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly
Dugc va cac co quan chirc nang co lién quan.

Cuc Quan ly Dugc thong béao dé cac don vi biét va thuyc hién./.

Noi nhan: KT.cuc TRUONG
- Nhuw trén;

- Cuc rudTig Truong Qudc Cuorng (dé blc);

- VKN thuéc TW, thudc Tp. HCM;

- Cuc Qu” Y - BO Qudc phong;

- Cuc Y té - B6 Cong An;

- CucY té GTVT - BO GTVT;

- Céc Phong: BDKT, QLKD Dugc, PCHN, Thanh fra Dugc
MP, Tap chi Duvoc MP - Cuc QLD; website Cuc QLD;

- Lwu: VT, CL (TA).



