BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
ce-<-ANL. 29 14p - . g do - saanh phiic

Soip#p#QLD - CL Ha Noi, ngayyy thdng?r/ndm 2013
V/v dinh chi lwu hanh va thu héi thuéc
Relab 20% (chira hoat chat albumin)

Kinh gtri: -So6Y t& cac tinh, thanh phé truc thudc Trung uong;

- C4c bénh vién, vién c6 giuong bénh truc thudc Bo Y té;

- Céng ty TNHH MTV Dugc phdm Trung wong 2 (Codupha);
- Céng ty cb phan Duoc phim Viét Ha;

- Céng ty TNHH Duoc phdm Kim Chau;

- Vin phong dai dién Cong ty L.B.S laboratory Ltd.,Part.,
Thai Lan tai Viét Nam;

- Cong ty Reliance Life Sciences Pvt. Ltd, India
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Can cir vio céc qui dinh v& dugc hién hanh ctia Viét Nam;

Cin ¢t cong vin sb 143/VKNT-KHTH dé ngay 11/6/2013 ctia Vién kiém
nghiém thubc Tp.HS Chi Minh giri kém c4c phiéu kiém nghiém :

- Phiéu kiém nghiém s6 0163/VKN-YC2013 v& thubc Relab 20%, chai
50ml, SPK: VN-8805-09, 16 SX: 2B20000193, HD: 10/2014. Mau thudc dugc
Vién kiém nghiém thudc Tp.H6 Chi Minh l4y tai kho cia Céng ty TNHH Duge
phim Kim Chau.

- Phiéu kidm nghiém s6 0164/VKN-YC2013 vé thubc Relab 20%, chai
50ml, SPK: VN-8805-09, 16 SX: 2B20000224, HD: 06/2015. MAu thubc dugc
Vién kiém nghiém thudc Tp.H6 Chi Minh 14y tai kho ctia Cong ty c¢b phin Dugc

phim Viét Ha.

- Phién Lidm nohigm s§ 0165/VKN-YC2013 vé thubc Relab 20%, chai
50ml, ™% ), 16 SX: 2B20000225, HD: 06/2015. Mau thudc duge
Vién k n Tp.H6 Chi Minh 4y tai kho ctia Cong ty c6 phan Duoc
phim F

1'hude , chai 50ml, SDK: VN-8305-09 do Céng ty Reliance
Life Science dia san xuat, Cong ty L.B.S laboratory Ltd., Part., Thai

Lan diang k,, <<..o ., -NHH MTV Dugc phim Trung wong 2 (Codupha) va
Cong ty cb phin Dugc phidm Viét Ha nhdp khiu; Céng ty TNHH Duoc phdm
Kim Chau phan phdi. Thudc khéong dat tiéu chuén chét luong vé& chi tidu Chi
nhiét t6 va Noi doc té vi khuén.

Ngay 01/02/2013, Cuc Quan ly dugc dd c6 cong vin sé 1711/QLD-TT
gl S& Y té céc tinh, thanh phf) truc thudoc Trung uong, cac bénh vién, vién cd
giudng bénh truc thudc Bo Y té thong tin vé cac bdo cdo phan tng c6 hai lién
quan dén thubc Relab 20% (chira hoat chit albumin), SPK: VN-8805-09 do
Céng ty Reliance Life Sciences Pvt. Ltd, India san xudt.



Pé dam bao an toan cho ngudi sir dung, Cuc Quan Iy dugc thong béo :

1. Pinh chi lrru hanh trén toan quéc va thu hdi thudc Relab 20% (chira hoat chét
albumin), chai 50ml, SPK: VN-8805-09 do Cong ty Reliance Life Sciences Pvt.

td, India san xuét, Céng ty TNHH MTV Dugc phdm Trung wong 2 (Codupha),
Cbong ty cb phin Dugc phdm Viét Ha nhép khiu.

2. Cac Céng ty TNHH MTV Dugc phim Trung wong 2 (Codupha); Cong ty cb
phin Dugc phdm Viét Ha va cdc Cong ty nhap khéu thudc thanh phim; Céng ty
TNHH Dugc phdm Kim Chau va Vin phong dai dién Cong ty L.B.S laboratory
Ltd., Part., Thai Lan tai Viét Nam phéi hop véi Cong ty san xuét, phai:

+ Khén trrong giri thong béo thu hdi t&i nhimg noi phén phdi, sir dung
thubc Relab 20% (chira hoat chét albumin), SPK: VN-8805-09 do Céng ty
Reliance Life Sciences Pvt. Ltd, India san xuét, trién khai thu hdi triét dé toan bo
thudc trén.

+ Gri bao cdo thu hdi, hd so thu hdi thudc theo Théng tu s6 09/2010/TT-
- BYT ngay 28/04/2011 ctia B6 Y t& huéng dan viée quan ly chét luong thudc vé
Cuc Quan ly dugc trude ngdy 25/7/2013 va giri tiép bdo cdo thu hdi néu sau
ngdy 25/7/2012 vAn tiép tuc thu hdi duge thudc Relab 20%), chai 50ml néu
trén. '

3. S& Y té cac tinh, thanh phd truc thudc Trung wong, Y té cic nganh thong bdo
cho céc co s& phan phdi, st dung thudc tién hanh thu héi triét dé thubc Relab
20%, chai 50ml d& néu trén; kiém tra, giam sat cac don vi thuc hién thong bao
nay va xu ly nhitng don vi vi pham theo quy dinh hién hanh; bao cdo vé Cuc
~ Quan ly dugc va céc co quan chirc nang c6 lién quan.

Noi nhén:
_ Nhu trén: KT.CUC TRUGNG

_ BT. Nguyén Thi Kim Tién (d€ bdo cdo); RUONG
- C4c Thit trudng (dé bao cdo);

- Cuc trudng Truong Quéc Cudng (dé bdo cio);

- Thanh tra Bd Y t€ (d€ phdi hop); ’

- Cuc Quan 1y kham chita bénh (dé phdi hop); yd

- VKN thuéc TW, VKN thuéc Tp. HCM;

- Cuc Quan y - B6 Qudc phong;

- Cuc Y t€ - Bo Cong an;

- Cuc Y t€ GTVT - Bo Giao thong vAn tai; . .t Hung
- Bao Siic khée va Ddi séng;

- C4c phong trong Cuc,Tap chi DMP, Website - Cuc QLD;

- Luu: VT, CL (02 ban).



