BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc ldp - Ty do - Hanh phic
344 /QLD-CL Ha Néi, ngciy% thcingj nam 2014

Wv xir 1y thudc thanh phim va
nguyén liéu 1am thudc ciia Céng ty Ranbaxy

Kinh giri:

- S& Y té cAc tinh thanh phé truc thudce Trung uong;
- Vién Kiém nghiém thudc Trung wong;
- Vién Kiém nghiém thuéc Tp. H6 Chi Minh;
- Céc co s& nhéap khiu thudc, céc co so san xuit thudc;
- VPDD Céng ty Ranbaxy Laboratories Ltd. tai Viét Nam.

- Can ¢t vao cac qui ché dugc hién hanh cta Viét Nam;

- Cén cir cac théng bao cia Co quan quén ly duoc pham va thyc phdm Hoa

Ky (US-FDA) vé viéc cAm mét sb co s& cua Cong ty Ranbaxy Laboratories Ltd.
san xuét, phan phdi thudc va nguyén liéu 1am thube cho thj truong My:

+ Nha may tai Toansa, India — dia chi: Village Toansa, P.O Rail Majra,
Nawanshahar District — 144533 Punjab, India;

+ Nha may 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- dja chi: Village Ganguwala, Tehsil -

Paonta Sahib, Sirmour — 173025, Himachal Pradesh, India;

+ Nha mdy tai Batamandi, India — dja 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 cao ngay 13/3/2013 cua dai dién Coéng ty Ranbaxy Laboratories
Ltd. tai Viét Nam;

Pé dam bao an toan cho ngudi st dung, Cuc Quan ly Dugc théng bao:

i. Tam ngimg nhip khiu nguyén liéu lam thudc do nha may cua cdng ty
Ranbaxy Laboratories Ltd. tai Toansa (dia chi néu trén) san xuat va thuoc thanh
pham sir dung nguyén liéu lam thuoc nay.

2. Tam ngimg tiép nhan, tham dinh, xét duyét hé so dang ky méi, dang ky
lai, don hang nhap khau thuéc do6i véi:

- Cac thuéc do Coéng ty Ranbaxy Laboratories Ltd. san xuét tai 06 Nha may
san Xuét néu trén;

- Céc thubc thanh phdm st dung nguyén liéu do Nha may cua Cong ty
Ranbaxy Laboratories Ltd. tai Toansa (dia chi néu trén) san xuat.
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3. Y&u chu cé4c co s& san xuit, co s& nhap khiu thudc ra soat, kiém tra lai
viéc nhap kbiu thudc thanh phdm va nguyén liéu lam thuéc (bao gdm ca nguyén
liéu dang cdm, ban thanh phém...) do Céng ty Ranbaxy Laboratories Ltd. san
xuét; bdo cdo vé Cuc Quan Iy Duoc:

- Tién hanh kiém tra ddy du chit lugng nguyén liéu theo tidu chuin chét
lrgng (bao gém ca céc chi tiéu bd sung nhu tap chét, dung méi tén du...) trude
khi dua vao san xuét.

- Tién hanh klem tra 100% céc 16 thubc nhap khau do Céng ty Ranbaxy
Laboratories san xuit theo quy dinh tai c6éng van sé 13719/QLD CL ngay
23/8/2013 cia Cyc Quan ly Dugc vé viéc kiém tra chét luong thudc nhap khiu, ké
tir ngay ky ban hanh céng vin nay.

- Theo dbi chit ché tinh hinh chét lwong thudc lwu hanh trén thi truong; kip
thoi xir 1y, bdo cdo vé cdc truomg hop thudc kém chét lurgng, phan Ung cé hai vé
Cuc Quan ly Duoc va cac co quan lién quan.

4. P& nghj Vién Kiém nghmm thuéc Trung wong, Vién Kiém nghmm thube
Tp. H6 Chi Minh chi dao hé théng kiém nghiém ting cudng viéc lay mau kiém tra
chét lugng dbi véi cc thube do Cong ty Ranbaxy Laboratories Ltd. san xuét; bo
c4o vé Cuc Quan ly Dugec.

5. S& Y té céc tinh, thanh phé tryc thudc Trung wong, Y té céc nganh thong
bdo cho céc co sé san xuét thubc, co s& nhap khéu thuéc, kinh doanh, st dung
thudc thyc hién nghiém tic céc yéu clu néu tai cong van nay, tdng cudng viéc
kiém tra, theo d&i chét lugng thudc, xir Iy kip théi céc truong hop ¢6 phan ung cé
hai do thudc, b4o c4o v& Cuc Quén ly Dugc dé c6 cin ol xur ly tiép theo.

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

Noi nhian:
- Nhu trén;
- B0 truéng Nguyén Thi Kim Tién (dé b/c);
- Céc Thir truémg BYT (dé b/c);
- Tbng cuc Hai quan — BY Tai chinh;
- Thanh tra B3 Y té (de phéi hop);
- Cuc Quan Y-B9§ Quoc phong; Cuc Y té -Bo
Cing an; Cyuc Y t€ GFVT- B4 GTVT;
- Website Cuc QLD; Tap chi Dugc - MP;
- Luvu: VT, CL (02 ban).

DS Vin Dong
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