BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc I3p — Ty do — Hanh phiic
S6: ., M.94%3./QLD-CL Ha Noi, ngay pythdng 3 ndm 2013

V/v: dinh chi lvu hanh thube
khéng dat tiéu chudn chit lugng

Kinh giri:
- S& Y té céc tinh, thanh phé tryc thudc Trung wong;
- VPDD cia Cong ty Brawn Laboratories Ltd tai Viét Nam
(Phong 701, Toa riha Lang Ha, Quén Pdéng Pa, Ha N§i)

- Cin cir vao cic qui ché duge hién hanh cia Viét Nam.

- Cin cir céng vin sb 56 1/VKNTTW-KH dé - ngay 03/07/2013 cua Vign kiém nghi¢ém
thudc Trung wong giri kém phiéu kiém nghiém sé 43Gt34 ngay 03/07/2013 vé thubc BR-
ZAXIN (Amoxicillin and Cloxacillin), L6 SX: OC0311016, Ngay SX: 15/03/2011, HD:
14/03/2014, SDK: VN-5254-08 do Cong ty Overseas Laboratories Pvt. Ltd India san xuat,
Cong ty Brawn Laboratories Ltd ding ky. Mu thuc do Trung tdm kiém nghiém Quing
Ninh ldy miu tai Kho cong ty TNHH DP Bach Béng (S6 71, T6 36, Khu 2, p. Bach E}ﬁng,
Tp. Ha Long) khdng dat tiéu chudn chit lugng vé chi tiéu dinh luong Cloxacilin theo
TCCS.

Cuc quan ly Dugc thong béo:
. Dinh chi luu hanh toan quc thuéc BR-ZAXIN (Amoxicillin and Cloxacillin), L4 SX:
00031 1016, Ngay SX: 15/03/2011, HD: 14/03/2014, SDK: VN-5254-08 do Cong ty
Overseas Laboratories Pvt. Ltd. India san xuit, Cong ty Brawn Laboratories Ltd dang ky.

2. VPDD ctia Cong ty Brawn Laboratories Ltd tai Viét Nam phdi hop véi nha cung cép
phai: : _

+ Gui théng bdo thu hdi t6i nhimg noi phan phéi, st dung thuéc BR-ZAXIN
(Amoxicillin and Cloxacillin), L6 SX: OC0311016, Ngay SX: 15/03/2011, HD: 14/03/2014,
SDK: VN-5254-08 do Coéng ty Overseas Laboratories Pvt. Ltd. India sén Xuét, Cong t
Brawn Laboratories Ltd dang ky va thu héi toan bd 16 thudc khong dat tiéu chudn chat
lugng néu trén.

+ Gui bao cdo thu hbi, hé so thu hdi thubc khdng dat tiéu chuén chét lugng theo quy dinh
tai Thong tu 56 09/2010/TT-BYT ngay 28/4/2010 ciia Bo Y té huéng din viéc quan 1y chét
lugng thudc vé Cuc quan ly Dugc trude ngay 25/08/2013.

3. S& Y té cac tinh, thanh pho tryc thuge Trung wong, Y té cac nganh théng bio cho cac
¢ s¢ kinh doanh. str dung thude thu hdi 16 thude khong dat chit lrgng néu trén, kiém tra va
giam sat cac don vi thuc hié¢n thong bao nay; xu 1y nhitng don vi vi pham theo quy dinh hién
hanh; bdo cao vé Cuc quan ly dugc va cdc co quan chic nédng ¢6 li€én quan.

4. So Y (& thanh pho Ha Noi. So Y té tinh Quang Ninh kiém tra, xur ly cac don vi vi pham
theo quy dinh hién hanh.

TRUONG
TRUONG

Noi nhan:

- Nhu trén;

- Cuc truong Truong Quoc Cudmg (¢ bio cdo);

- Thanh tra BO Y té (dé phdi hop);

- VKN thuée TW, VKN thuée Tp. HCM;

- Cuc Quin Y - B Quéc phong;

- Cue Y té - B Cong An;

- Cuc Y1 GTVT- BO GTVT;

- Phong QLKD Dugc, Phong PKT, Phong Quan ly TTQC thude-
Cuc Quin ly durgre:

- Website Cuc QLD; Tap chi Dugc - MP;

- Luwu: VT, CL (02 ban).

- Nguy§d Vigt Hing
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