BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic ldp - Ty do - Hanh phic

$&:u/4.L43/QLD - CL Ha Noi, ngay (. ( thdng,i(ndm 2012
V/v dinh chi luu hanh thube
khong dat tiéu chudn chit luong

Kinh guri: )
- S& Y té céc tinh, thanh phé truc thudc Trung uong;
- Cac bénh vién tryc thude Trung uong.
- Céc cong ty nhap khiu thuéc thanh phim;
- Coéng ty Austin Pharma Specialties Co., (Unit R2 U G/F Valiant
IND CTR 2-12 Au Pai Wan Str.. Fo Tan Shantin, NT, Hong Kong);
- Cong ty Ozia Pharmaceutical Pty. Ltd. (Seojin Bldg. 313-4,
Yangjae dong, Seocho-gu, Seoul, Korea) ;
- Cong ty Flamingo Pharmaceuticals Ltd. India (R-662, TTC
Industrial Area, Rabale, Navi (New) Mumbai 400701) ;

- Can ¢t vao céc qui ché dugc hién hanh cia Viét Nam;
- Cén cir cac cong vén :

+ Céc cong van sé 802/VKNTTW-KH va cong van s6 803/VKNTTW-KH
dé ngay 10/9/2012 cua Vién kiém nghiém thuéc Trung uong giri kém phiéu kiém
nghiém sb 42Gt62 va 42Gt63 ngay 06/09/2012 vé thudc PIROXICAM Capsules
USP 20mg, L6 SX: 6354, Ngay SX: 14/09/2011, HD: 13/09/2014 va Lo SX: 5450,
Ngay SX: 02/04/2011, HD: 01/04/2014; SDK: VN-11977-11 do Céng R
Flamingo Pharmaceuticals Ltd. India san xuét. MAu thuéc do Trung tdm kiém

nghiém Dugc phdm - My phim Binh Dinh l4y tai Céng ty TNHH Dugc Hung Phat -

- $6 22 Pudmg 31/03, Tp. Quy Nhon, Tinh Binh Pinh. Thudc khong dat tiéu chuin
chit lugng vé chi tiéu dd hoa tan.

- Cén cir céc cong van cla S¢'Y € tinh Quang Ninh va S¢'Y té Tp. Hai Phong
vé viéc thu hoi mét s6 16 thuée PIROXICAM Capsules USP 20mg, SDK: VN-11977-11
do Cong ty Flamingo Pharmaceuticals Ltd. India san xuat, khong dat tiéu chuan chat
lugng.

Cuc Quan ly Dugc thong bao:
1. Pinh chi luu hanh va thu hdi tén toan quéc mat hang thubc PIROXICAM
Capsules USP 20mg, SPK: VN-11977-11 do Cdng ty Flamingo Pharmaceuticals
Ltd. India san xuat.

2. Yéu cau Cong ty Austin Pharma Specialties Co., Cong ty Ozia Pharmaceutical
Pty. Ltd., Cong ty Flamingo Pharmaceuticals India phdi hgp véi nha cung cép,
Cong ty ¢6 phan Dugc - Thiét bi y té Pa Ning (DAPHARCO), Céng ty cd phén
xudt nhap khdu y té Viét Nam (Vimedimex VN), Céng ty Duge VTYT Quang
Nam va céc cong ty nhap khéu thubc thanh phim phai:

+ Guri thong b4o thu hdi téi nhimg noi phan phdi, sir dung mit hang
thuéc PIROXICAM Capsules USP 20mg, SPK: VN-11977-11 do Céng ty

DO9421 11

awSoft = Tel: +84-8-3930 3279 * www. ThuVienPhapLuat.vn



Flamingo Phgrmaceuticals Ltd. India san xuét va thu hdi toan bd mit hang thudc
khong dat chat lugng néu trén.

+ Giri bao cdo thu hoi, h6 so thu héi thubc khong dat tiéu chuén chét luong
theo Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua B truéng B6 Y té hudng
din viéc quan ly chét lugng thude vé Cuc Quan ly Dugc trude ngay 27/10/2012.

3. SO Y té céc tinh, thanh phé tnrc thuge Trung wong, Y té cac nganh théng bao
cho cac co s& kinh doanh, sir dung thude thu hdi mat hang thudc khong dat tiéu
chuin chit lugng néu trén, kiém tra va gidm sat cac don vj thuc hién théng bao
nay; xir Iy nhitng don vj vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quan ly
Dugc va cac co quan chire nidng c6 lién quan.

Neoi nhin:
- Nhur trén;
- Thir truémng Cao Minh Quang (dé b/c);
- Thanh tra B§ Y té (dé phéi hop);
- VKN thudc TW, VKN thubc Tp.HCM;
- Cuc Quin y - Bo Quéc phong;
- CucYté-Bd Coéng an;
- Cuc Y€ GTVT - By GTVT;
- P.DKT, P.QLKDD, P. QLTTQC thubc,

Tap chi Dugc & M¥ phﬁm. Website - Cyc QLD;

- Lwu: VT, CL (02 ban).
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