Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tv do - Hanh phdc
SO /QLD-BK Ha Noi, ngdy  thang  nam 2019
V/v dinh chinh tnong tin trong Quyét
dinh cdp gidy BKLH, Cdng van duy tri
hiéu lvc gidy PKLH

Kinh gui:
- S& Y té€ cac tinh, thanh phd truc thudc Trung uong;
- Céc co so dang ky cé thuéc dugc dinh chinh.

Cuc Quéan ly Dwoc nhan dwoc cong van cla cac co s¢ dang ky thubc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap gidy dang ky lvu hanh thubc
va Cbng van vé viéc duy tri hiéu lyc gidy dang ky lvu hanh thuéc ctia Cuc Quan
ly Duoc.

Can clr ho so dang ky thudc lvu tai Cuc Quan ly Dwoc, Cuc Quan ly Duoc
thong bao dinh chinh mot s6 ndi dung trong cac Quyét dinh cap gidy dang ky lwu
hanh va Cbng van duy tri hiéu lyc gidy dang ky lvu hanh d6i voi cac thudce tai cac
danh muc cu thé nhu sau:

1. Danh muc céc thudc dugc dinh chinh thoéng tin trong Quyét dinh cdp gidy
dang ky luvu hanh (Phu luc I kem theo Cbng van nay).

2. Danh muc céc thuéc dwoc dinh chinh théng tin trong cdng van duy tri
hiéu lvc gidy dang ky luvu hanh (Phu luc 11 kém theo Cong van nay).

Cuc Quan ly Duoc théng bao dé cac don vi biét va thyc hién./.

Noi nhan:

-Nhw trén;

- B9 trwdng Nguyén Thi Kim Tién (dé b/c);

- Thi trwvdng Trieong Qudc Cuong (dé blc);

- Cuc trwdng Vi Tuan Cudng (dé bic);

- Crc Quan Y- BO Qudc Phong; Cuc Y té- Bd Cong An;

- Cuc Y té Giao thong van tai- B6 GTVT,;

- Vu Phap ché, Cuc Quan ly Y, Dwoc co truyén, Cuc Quan ly
Kham chita bénh- B Y t€, Thanh tra Bo Y té;

- Céc bénh vién, Vién c6 givong bénh truc thuéc Bo Y té;
- Bao hiém X& hdi Viét Nam;

- Tong cuc Hai quan - B9 Tai chinh;

- Vién KN thubc TU; Vién KN thuéc TP. HCM;

- Tong cbng ty duoc Viét Nam;

- Cac cong ty XNK dvoc pham;

- Website Cuc QLD;

- Luu: VT, BKT (Ng, TA).



Bo Y TE
CUC QUAN LY DUQC
Phu luc |
DANH MUC 05 THUOC Puoc BINH CHINH THONG TIN
TRONG QUYET BPINH CAP GIAY BDANG KY Luwu HANH

(Kem theo cbng van so /QLD-bK ngay

. . X NoOi dung
TT  Ténthusc  Cosodingky SO dangky S0 Quyet Ngay dinh Théng tin da ghi
dinh Quyét dinh .
chinh
. Actavis 210/Qb- Dang bao . e
0 - - v
1. Tobrin 0.3% International Ltd VN-20366-17 oLD 08/6/2017 ché Dung dich nho tai
Acido N
. cong Ty TNHH Quy cach R .
) Zoledronico Hoa Chit Duoc VN-22117-19 dong goi Hop 1 chai 100 ml
G.E.S A, A
Pham Chéau Ngoc 437/QD-
4mg/sml 24/07/2019
QLD
8. Tractocile roring - PV yN-22144-10 Hoat chat  Atosiban 7,5mg/ml
4. Otofa Tedis VN-22225-19 Han dung 36 thang
Neomycin sulphat Ig
twong duong 650.000
1U; Polymycin B
g5L6|/DQD- 31/07/2019 Hoat chét  sulphat 1.000.000 IU;
5. Polydexa Tedis VN-22226-19 Dexamethason  natri
metasulfobenzoat
0,100g;
Han dung 36 thang

/AA /2019 clia Cuc Quan ly Dugc)

CONG HOA XA HOI CHU NGHTA VIET NAM
Péc l1ap - Tw do - Hanh phuc

Thong tin dinh chinh

Dung dich thuéc nhé mét

Hép 1 lo 5 ml

Atosiban 7,5 mg/ml (du@i
dang atosiban acetat)

24 thang

M®bi 1 00ml chira:
Neomycin  sulphat 1g
twong dwong 650.000 IU;
Polymycin B sulphat
1.000.000 U;
Dexamethason natri

metasulfobenzoat 0,1 00g;

24 thang

KT. CUC TRUONG
PHOCUC TRUONG

Thanh Lam



BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc

Phu luc 11
DANH MUC 04 THUOC BUQC DINH CHINH THONG TIN
TRONG CONG VAN DUY TRI HIEU Lirc GIAY BANG KY Luu HANH
(Kem theo Cbng van sa /QLD-bKngay 7/ /2019 cua Cuc Quan ly Duoc)

Ngay Cong Noi dung Théng tin dinh

TT  Tén thubc Co's0' dang ky S6 dang ky S6 Cong van Thoéng tin da ghi

KT. CUC TRUONG

van dinh chinh chinh
Tén thude Colestrim Colestrim Supra
384 Moo 4, Soi 6, 384 Moo 4, Soi 6,
Meaa Litesciences Bangpoo Industrial Bangpoo Industrial
g_ VN-18373-14 17621/QLD-bK  16/10/2019 . - ,, [Estate, Pattana 3 Estate, Pattana 3
Public Company Ltd. Pia chi co so
43ng kY Road, Phraeksa, Road, Praeksa,
9Ky Mueang, Samut Mueang,
Prakarn 10280, Samutprakarn
Thailand. 10280, Thailand.
SRS Pharmaceuticals .. Pong y dé Cong ty Dong y dé Cong ty
Pvt. Ltd. VN-17789-14 ;I'hcrlhhan O:uy ti€p tuc duy tri hiéu tiép tuc duy tri hiéu
5906/QLD-DK  22/04/2019 griléy ('%r‘]g E;C/ luc s6 ding ky ké tr  lyc s6 déng ky 12
SRS Pharmaceuticals : v cO 5 : ¢ tlr ngay ky
Lucass 100 VN-17788-14 luu hanh ngay ky cdng van thAang kve tur\ngay ky
Pvt. Ltd. nay cong van nay
(B:ggg ty TNHH Bal \/\.17995-14  8004/QLD-BK \':'fnay N9 571512018 27/5/2019



