BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc lap - Tu do - Hanh phic
S6: 503 /QD-QLD Ha Noi, ngay 49 thdng 4 ndm 2014
QUYET PINH

Vé viéc riut so dang ky luu hanh thudc ra khéi danh muc cac thuoc
duoc cap s6 dang Ky tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cit Luat Duge ngay 14 thang 6 nam 2005;

Can ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh pht quy
dinh chiic ning, nhiém vu, quyén han va co cdu té chic cia Bo Y t€;

Can ct Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta Bo trudng BO Y t€
quy dinh chitc nang, nhiém vu, quyén han va co cau té chic ctia Cuc Quan ly duoc
thuoc Bo Y t€;

Can c& Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bo Y té€ quy dinh
viéc dang ky thudc;

Can cit cong van clia céc don vi: Vién Kiém nghiém thuéc Trung Uong; Vién
Kiém nghiém thuéc TP. H6 Chi Minh; Trung tim Kiém nghiém Ha Noi; Trung tam
Kiém nghiém thuéc, my phdm, thuc phdm TP. H6 Chi Minh bdo céo két qué kiém
nghiém thuéc nhip khdu theo cong vin s6 13719/QLD-CL ngay 23/08/2013 cua
Cuc Quéan ly dugc k&m theo k&t qua kiém nghiém thudc khong dat tiéu chudn chat
lugng,

Xét dé nghi cta Trudng phong Pang ky thudc - Cuc Quan 1y duoc,

QUYET PINH:

Piéu 1. Riit s6 ding ky cta cic thudc trong Danh muc ban hanh kém theo
Quyét dinh nay ra khoi Danh muc céc thude duge cdp s6 dang ky luu hanh tai Viét
Nam.

* Ly do: Thudc khong dat tiéu chuin chat lugng theo quy dinh vé quan ly
chat lugng thude ciia B Y t€.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Gidm d6c S& Y t€ cdc tinh, thanh ph6 truc thudc Trung wong, Gidm
ddc cdc don vi kinh doanh thu6c, Gidm déc co s& dang ky va/hodc nha san xudt cdc
thu6c néu tai Piéu 1 chiu trdch nhiém thi hanh Quyét dinh nay. ,

Noi nhdn: /

- Nhu Bicu 3; <

- BT. Nguyén Thi Kim Tién (d8 b/c); _CucC TRUONG
- Cuc Quan Y - B Quéc phong, Cuc Y t&€ - Bo Cong an; ’ /

- Cuc Y t& Giao théng véan tai - Bo Giao théng vén tai;

- Téng cuc Hai quan - B Tai chinh, Bdo hiém X4 hoi Viét N
- Vu Phép ché, Cuc Quin ly Y, Duge cé truyén, Cuc Quan Iy
chiia bénh, Thanh tra By Y t&, Vién KN thudc TW, Vién \ G
TP. HCM; A
- Téng Cong ty Dugc Viét Nam, Céc Cong ty XNK Dugc phdm; \ 7%
- Cic Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t€;
- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD; - .
- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT(12). Truong Quoc Cuong




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC RUT SO PANG KY DO VI PHAM CHAT LUONG
(Ban hanh kém theo Quyét dinh s6 5.3 /QD-QLD ngdy /4 théng 4 nam 2014)

1. Céng ty dang ky: Ozia Pharmaceutical Pty., Ltd. (d/c: Seojin Bldg.313-4,
Yangjae-dong, Seocho-gu, Seoul, Korea).

1.1. Nha san xuat: Eurolife Healthcare Pvt., Ltd. (d/c: 69-A, Mittal Chambers,
Nariman Point, Mumbai- 400 021, India).

STT Tén thube Hoat chit Dang bio ché Sé dang ky

Acid Nalidixic

500mg Vién nén bao phim | VN-14763-12

1 Nadixlife

2. Cong ty dang ky: Rotaline Molekule Pvt., Ltd. (d/c: 7/1, Coporate Park, Sion-
Trombay Road, P.O Box No. 27257, Chembur, Mumbai, 400071, India).

2.1. Nha san xuét: Flamingo Pharmaceuticals Ltd. (d/c: R-662, TTC Ind. Area,
Rabale, Navi Mumbai 400 701, India).

STT Tén thube Hoat chit Dang bao ché S6 ding ky

Amoxicillin (dudi
dang Amoxicillin
trihydrate)500mg;
2 | Mioxen 625 Acid clavulanic Vién nén bao phim | VN-16894-13
(dudi dang

clavulanat

potassium) 125mg

3. Cong ty dang ky: Rotaline Molekule Pvt., Ltd. (d/c: 7/1, Coporate Park, Sion-
Trombay Road, P.O Box No. 27257, Chembur, Mumbai, 400071, India).

3.1. Nha san xuat: Minimed Laboratories Pvt., Ltd. (d/c: 7/1, Corporate Park,
Sion-Trombay Road, Mumbai-400071, India).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Amoxicillin (dudi
dang Amoxicillin
trihydrate)500mg;
3 | Mexid 625 Acid clavulanic Vién nén bao phim | VN-16367-13
(dudi dang

clavulanat

potassium) 125mg




4. Cong ty dang ky: Cong ty TNHH Kién Viét (d/c: 437/2 Lé Pirc Tho, Phuong 16,
Qudn Go Vdp, TP. H6 Chi Minh).

4.1. Nha san xuét: Nestor Pharmaceuticlas Ltd. (d/c: 11, Western Extension Area,
Faridabad 121 001, Haryana, India).

STT Tén thubce Hoat chit Dang bao ché S6 dang ky
4 |Brunes e Hén dich uéng VN-15016-12
100mg/5ml ~

5. Cong ty dang ky: Syncom Formulations (India) Ltd. (d/c: 7 Niraj Industrial
estate, off. mahakali Caves Road, Andheri (East), Mumbai -400 093, India).

5.1. Nha sian xuit: Syncom Formulations (India) Ltd. (d/c: 256-257 Sector-1 s
Pithampur Dist, Dhar (M.P), India).

STT Tén thudc Hoat chét Dang bao ché S6 diang ky
5 | Cefdoxm Cefpodoxim Vién nén dai bao VN-16382-13
100mg phim
Pantoprazole Vién nén bao phim
6 | Pantosyn 40mg tan trong Tuét VN-16068-12

6. Cong ty dang ky: XL Laboratories Pvt.,, Ltd. (d/c: I-14, Shiviok House-I
Karampura Comm Complex, New Delhi-110 015, India).

6.1. Nha san xuat: XL Laboratories Pvt., Ltd. (d/c: E-1223, Phase I Extn (Ghatal)
RIICO Industrial Area Bhiwadi (Raj), India).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Cefpodoxime
7 Proxetxl_ for Oral Cefpodoxim B{?t pha hén dich VN-12746-11
suspension USP 100mg uéng
100mg
CUC TRUON
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