BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CyC }UAN LY DUQC Dje 13p - Ty do - Henh phiic

sé: JQLD-CL
Vv sit dung thabe thanh phim v Ha Nei, ngény/S thingd nam 2014
nguyén I.I.@tl lam thudc do Chng ty

Ranbaxy Laboratorics Ltd, san xuft
Kinh giri:
- 8¢ Y té chc tinh thinh phf tryc thube ngwng
- Vién Xiém nghiém thubc Trung wong;
- Vién Kiém nghiém thudc Tp. H Chi Minh;
- Céc co s& nhip khiu thube, céc co s& sin xudt thubc;
- VPDPD Cong ty Ranbaxy Laboratories Ltd. tgi Viét Nam.

Ngay 24/03/2014, Cuc Quan 1y Dugc ¢4 céng van s§ 4336/QLD-CL vé
viée xit 1§ thude thanh phim va nguyén ligu lam thudc ctia Céng ty Ranbaxy do
o6 cic théng béo cda Co quan quin 1Y duge phim va thye phdm Hoa Ky (US-
FDA) vé viéc cim mét sé co s& cla Céng ty Ranbaxy Laboratories Ltd. India
san xvét, phéan phéi thube va nguyén ligu 1am thudc cho thi trudmg MY,

Cyc Quan Iy Dugc 83 nhin duge céc bdo cho gidi trinh cia Cong ty
Ranbaxy Laboratories Ltd. India;

- Béo céo ngdy 31/03/2014 giki trinh 1y do viée US-FDA ra théng béo cdng
ty Ranbaxy khéng tusn thd nguyén thc GMP v cim mét 8 co sO cia Cong ty
phén phéi thubc vi nguyén lidu lim thudc cho thj trwdng M.

- Bio cdo ngay 06/06/2014 giai trinh cic hinh dong khiic phyc sau dot kiém
tra cia US- FDAval{emﬂ:eobanphntﬂﬂmxﬁcnhancuaCoquanthﬂmquyén
Canada vd cic Gidy chimg nhin GMP cia Co quan thém quydn Pic (Gify
chimg nhén b DE_NW_04_GMP_2014_0016 va
DE_NW_04_GMP_2014_0018 ngay 04/06/2014).

Ngay 05/06/2014, Co quan quan I duge phim Chiu Au (EMA) 43 ¢d
théng béo diing tai trang thong tin dign tir cda EMA vé tinh hinh chét lrong
thuﬁcv&nguyén]léuduCﬁngtyRmbaxysﬁnxuét Theo d6, EMA di hoan
thénh dénh gi4 viéc thyc hién nguyén tic “Thyc hinh t4t san xuft thubc” (GMP)
vii Cong ty Ranbaxy va ldy méu kiém tra chét luong sau khi US -FDA cb céc
phét hién khéng tuén thd quy dinh tgi co s& Toansa. EMA d& dwa ra két lugn:
Nha sin xuét dff dira ra duge céc bién phép phong ngira va khic phuc phi hop;
cac thude dang hru hanh tai Chiin An chita hoat chit duge sdn xut bdi co s
Toansa chira ¢6 bét ki nguy co nio t&i stic khde ngudi sir dung.
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Sau khi xem xét giai trinh ctia Cong ty va ddnh gia ctia ciéc Co quan quan
ly dugc Chiu Au, Canada va Pirc, Cuc Quan Iy Dugc théng bao:

1. Tiép tuc tiép nhan va xét duyét hd so ding ky mai, ding ky lai, don hang
nhap khiu thubc dbi vai céc thube, nguyén lidu 1am thube do Céng ty Ranbaxy
san xuét.

2. Céc co s nhip khau thudc, cic co s& sin xuit thude duoc phép tidp tuc
nhip khiu cic thubc do Cdng ty Ranbaxy Laboratories Ltd. India san xuit (bao
gdm ca nguyén lidu san xuit tai co s& Toansa va cac thanh phdm sir dung
nguyén liéu nay).

- 3. Dimg yéu cAu tai cdng vin sé 4336/QLD-CL ngay 24/03/2014 ciia Cuc

Quan Iy Dugc vé viéc kiém tra 100% céc 16 thudc nhap khdu do Cong ty
Ranbaxy Laboratories Ltd, India san xu4t. Viéc nhép khéu thuéc cia Céng ty
.Ranbaxy cin tuan thii nghiém ngat quy dinh tai Théng tu s6 47/2010/TT-BYT
ngay 29/12/2010 ctia B6 Y té dé dam bao céc thuSc, nguyén lidu thube dat chét
luong nhép khéu va luu hanh taj thi trudng Viét Nam.

4. Cbdng ty Ranbaxy Laboratories., India phai theo doi chidt ché tinh hinh
chét Iuong thube Iuu hanh trén thi trudmg, kip thoi xir 1y, bdo cdo vé céc trudmg
hop thubc kém chét luong, phan ung c6 hai hodic khi co6 thong bio ciia céc co
quan quan ly Dugc cac nudc vé Cuc Quan 1y Duoc.

5. Vién Kiém nghiém thuéc Trung vong, Vién Kiém nghiém thubc Tp. Hd
Chi Minh tiép tuc ldy mau kiém tra chét lugng ddi véi cac thude do Cong ty
Ranbaxy Laboratories Ltd. san xuit dé kip thoi phat hién ra cac 16 thudc khéng
dat chét luong Iuu hanh trén thij truong.

Cuc Quan ly Dugce thdéng bao dé cac don vi biét va thuc hién./.

Noi nhin: TRUOGNG
Nhur trén;
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