BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lap - Tw do - Hanh phic
So: 47 /QLD-CL Ha N¢i, ngay 2 thang £ ndm 2014
V/v xtr ly thudc thanh pham va
nguyén liéu lam thubc ciia Cong ty Ranbaxy

Kinh gui:
- S& Y té céc tinh thanh phé truc thudc Trung vong;
- Vién Kiém nghiém thudc Trung uong;
- Vién Kiém nghiém thubc Tp. H6 Chi Minh;
- Céc co s& nhap khau thubc, cic co s& san xuét thubc;
- VPDD Céng ty Ranbaxy Laboratories Ltd. tai Viét Nam.
- Can ¢ vao céc qui ché duoc hién hanh ctia Viét Nam;
- Céan cur c‘a'lc théng bao cua Co quan quéan Iy duoc phim va thuc phim Hoa
Ky (U $-FDA) veé rviéc gém mot sO co sO cua Cépg ty Ranbaxy Laboratories Ltd.
san xuat, phin phdi thuoc va nguyén liéu lam thudc cho thi trudng My:
+ Nha mady tai Toansa, India — dia chi: Village Toansa, P.O Rail Majra,
Nawanshahar District — 144533 Punjab, India;
+ Nha mady tai Mohali, India — dia chi: Plot No. A-41 Industrial Area, Phase
VIII-A, S.A.S Nagar, Mohali — 160071 Pujab, India;
+ Nha mdy tai Paonta Sahib, India- dia chi: Village Ganguwala, Tehsil
Paonta Sahib, Sirmour — 173025, Himachal Pradesh, India;
+ Nha may tai Batamandi, India — dia chi: Village Batamandi, Tehsil Paonta
Sahib — 173025, Himachal Pradesh, India;
+ Nha may tai Dewas, India — dia chi: Industrial Area 3, A B Road, Dewas
— 455001 Madhya Pradesh, India;
+ Nha may Ohm Laboratories tai Gloversville, USA;

- Xét bao céo ngay 13/3/2013 cua dai dién Cong ty Ranbaxy Laboratories
Ltd. tai Viét Nam;

Pé dam bao an toan cho ngudi sir dung, Cuc Quan 1y Duoc théng bio:

1. Tam ngimg nhap khau nguyén liéu lam thudc do nha méy cia cong ty
Ranbaxy Laboratories Ltd. tai Toansa (dia chi néu trén) san xuat va thuoc thanh
pham str dung nguyén liéu lam thudc nay.

2. Tam ngimg tiép nhan, thdm dinh, xét duyét hd so ding ky méi, dang ky
lai, don hang nhép khau thude déi voi:

- Céc thubc do Cong ty Ranbaxy Laboratories Ltd. san xuét tai 06 Nha may
san xuat néu trén;

- Céc thubc thanh phdm sir dung nguyén liéu do Nha may ctua Cong ty
Ranbaxy Laboratories Ltd. tai Toansa (dia chi néu trén) san xuat.



3. Yéu cdu cdc co s& san xuét, co s& nhap khdu thude ra soat, kiém tra lai
viéc nhép khau thudc thanh pham va nguyén liéu lam thubc (bao gdém ca nguyén
heu dang com, ban thanh phim...) do Cong ty Ranbaxy Laboratories Ltd. san
xudt; bdo céo vé Cuc Quéan 1y Dugc:

- Tién hanh kiém tra ddy du chét lugng nguyén liéu theo tiéu chudn chét
lugng (bao gdm ca céc chi tiéu bd sung nhu tap chét, dung méi tén du...) trude
khi da vao san xuét.

- Tién hanh kiém tra 100% céc 16 thubc nhap khiu do Céng ty Ranbaxy
Laboratories san xuét theo quy dinh tai céng van sé 13719/QLD-CL ngay
23/8/2013 ctia Cuc Quan ly Dugc vé viée kiém tra chat luong thubc nhap khau, ké
tir ngay ky ban hanh céng van nay.

- Theo déi chat che tinh hinh chat Iuong thudc Iwu hanh trén thi truong; klp
thoi xir 1y, béo cdo vé céc truong hop thude kém chét luong, phan tng c6 hai vé
Cuc Quan ly Dugc va cac co quan lién quan.

4. P& nghi Vién Kiém nghiém thuéc Trung uong, Vién Kiém nghiém thubc
Tp. H6 Chi Minh chi dao hé théng kiém nghiém ting cudng viéc 14y mAu kiém tra
chét luong dbi véi cac thude do Céng ty Ranbaxy Laboratories Ltd. san xut; bao
c4o vé Cuc Quan ly Dugc.

5.8 Y té céc tinh, tha‘mh phé truc thudc Trung uong, Y té cac nganh thong
b4o cho céc co s& san xuit thube, co s0 nhép khdu thubc, kinh doanh, sir dung
thubc thuc hién nghlem tic cac yeu cAu néu tai cong vin nay, tdng cudng viéc
kiém tra, theo dai chét luong thube, xir 1y kip thoi cac truong hop c6 phan tmg cé
hai do thubc, béo cdo vé Cuc Quan Iy Duoc dé c6 can cir xir 1y tiép theo.

Cuc Quan ly Dugc théng bao dé cac don vi biét va thuc hién./.

Noi nhin: TRUONG
- Nhu trén;

: i RUONG
- B0 truong Nguyén Thi Kim Tién (€ b/c); L
- Céc Thu trudng BYT (dé bl/c);

Téng cuc Hai quan — B Tai chinh;

Thanh tra B6 Y té (dé phdi hop);

Cuc Quén Y-B6 Québc phong; Cuc Y té -Bo -
Céng an; Cuc Y té GTVT- B6 GTVT:

- Website Cuc QLD; Tap chi Dugc - MP;

- Lwu: VT, CL (02 ban).
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