PHU LUC 2. HO SO KHONG PAT YEU CAU
(Ban hanh kém theo Cong vin sé 538/QLD-CL ngay 18/01/2017 ciia Cuc Qudn Iy Dwoc)

TT| Mahdso | Tén thude, SPK Ham lwgng, quy cach Co sé san xuit Thudc ddi chirng Noi thir nghiém Y kién Té chuyén gia
1 |282/BD-13 |Alenta 70mg, Natri Alendronate, 70 mg |Getz Pharma (Pvt) Ltd., Plot No. 29- [Fosamax tablets 70mg, HO6 so nhiéu ndi dung khong dap g
VN-14173-11 Alendronic acid, Hop 1 vi |30/27 Korangi Industrial Area, Merck Sharp & Dohme theo quy dinh.
x 4 vién nén Karachi 74900, Pakistan Ltd., UK
2 (180/BD-13 |Claritek Clarithromycin Getz Pharma (Pvt) Ltd., Plot No. 29- |Klaricid, Abbott Therapeutic Drug HO6 so nhiéu ndi dung khong dap ting
Granules 125mg/5ml, Hop 1 lo 50ml |30/27 Korangi Industrial Area, Laboratories, Indonesia |[monitoring laboratory, India [theo quy dinh.
125mg/5ml, cdm pha hdn dich udng Karachi 74900, Pakistan
VN-11036-10
3 [139/BD-13 |Celcoxx 200mg, |Celecoxib 200 mg, Hop 2 |Getz Pharma (Pvt) Ltd., Plot No. 29- |Celebrex, Pfizer Therapeutic Drug HO so nhiéu ndi dung khong dap tmg
VN-11878-11 vi, 5 vi x 10 vién nang 30/27 Korangi Industrial Area, Pharmaceuticals monitoring laboratory, India|theo quy dinh.
Karachi 74900, Pakistan
4 1251/BD-13 |Lipiget 20mg, Atorvastatin 20 mg, Hop 1 |Getz Pharma (Pvt) Ltd., Plot No. 29- |Lipitor 40 mg, Pfizer |Klinventia therapeutic H6 so nhidu ndi dung khong dap tng
VN-11048-10 vi x 10 vién nén 30/27 Korangi Industrial Area, Ireland research India Pvt. Ltd. theo quy dinh.
Karachi 74900, Pakistan Pharmaceuticals, India
5 [109/BD-13 |Gapivell, Gabapentin 300 mg, Hop 3 |PT Novell Pharmaceutical Neurontin 300 mg PT. Clinisindo Laboratories [Hd so nhiéu ngi dung khéng dép tng
VN-10224-10 vi x 10 vién nang Laboratories, JI Wanaherang No 35, theo quy dinh.
Gunung Putri Bogor 16962, Indonesia
6 |358/BD-13 |Alpovic 250mg, [Acid valproic 250mg, Hop |Procaps S.A., Calle 80, No 78B-201 [Deparkene 250mg, Algorithme Pharma Inc.,  |Hb so nhiéu ndi dung khong dap tng
VN-13812-11 110 100 vién nang mém  |Barranquilla, Colombia Abbott Canada theo quy dinh.
7 [4675/2013 |Gymed F.C. Glibenclamide 5mg; Orient Europharma Co., Ltd. Taoyuan |Glucovance Tri-Service general hospital,|Ho so nhiéu noi dung khong dap tmg
Tablets 5/500mg, |Metformin HCI 500mg; Plant, 11 Ta chen Road, Taoyuan, Taiwan theo quy dinh.
VN-8921-09 Hop 4 vi x 14 vién nén Taiwan
8 [191/BD-13 |Etorix-120, Etoricoxib 120 mg, Hop 3 |Axon Drugs Private Ltd., 148/12B, Etrobax 120, Ranbaxy |Klinventia therapeutic HO6 so nhiéu ndi dung khong dap ting
VN-4997-10 vi x 10 vién nén bao phim |Chennai - Bangalore Highway, Laboratories Ltd research India Pvt. Ltd. theo quy dinh.
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TT| Mihoso | Tén thude, SDK Ham lugng, quy cich Co sé san xuit Thube doi chirng Noi thir nghiém Y kién T6 chuyén gia
9 [227/BE-13 |Cathy-K Anastrozole 1mg Eirgen Pharma Limited Arimidex Lambda Therapeutic Hb so nhiéu ndi dung khong dap g
VN2-8-13 Hop 2 vi x 14 vién nén bao |64-65 Westside Business Park Old Research Itd., theo quy dinh.
phim Kilmeaden Road, Waterford - Ireland 4th Floor, Premier House-1,
Gandhinagar-Sarkhej
Highway; Bodakdev,
Ahmedabad-380 054,
Gujarat, India
10 [1100/BE-12 |Atorvastatin Atorvastatin calcium, 20mg|Macleods Pharmaceuticals Ltd. Lipitor tablets 20mg  [SPC Biokinetic study HO6 so nhiéu ndi dung khong dap g
20mg Atorvastatin Plot No. 1&2, Mahim road, Near (Parke Devis Research [Centre theo quy dinh.
VN-8820-09 Hop 10 vix 10 viénnén  |Kuldeep Nagar, Palghar (W) 401 404 |Centre) 3rd Flood, Bhaidas Khong c6 cac s6 liéu gbe cua nghién
bao phim Dist. Thane Maharashtra - India Sabhagriha Bldg., Vile ctru thude chimg khong dat
Parle (West), Mumbai-
400056 - -
11 |1100/BE-12 |Atorvastatin Atorvastatin calcium, 10mg|Macleods Pharmaceuticals Ltd. Lipitor tablets 20mg SPC Biokinetic study HO so nhiéu ndi dung khong dap tmg
10mg Atorvastatin Plot No. 1&2, Mahim road, Near (Parke Devis Research [Centre theo quy dinh.
VN-8819-09 Hop 10 vix 10 viennén  |Kuldeep Nagar, Palghar (W) 401 404 |Centre) 3rd Flood, Bhaidas Khéng c6 cac s6 liéu gbe cua nghién
bao phim Dist. Thane Maharashtra - India Sabhagriha Bldg., Vile ctru thude chimg khong dat
Parle (West), Mumbai-
400056
12 |1101/BE-12 |Omemac-20 Omeprazole (dang pellet  |Macleods Pharmaceuticals Ltd. Losec (Omeprazole Bio-Scientific Research H6 so nhidu ndi dung khong dap tng
VN-15965-12 bao tan trong rudt) 20mg  |Plot No. 25&27, Survey No. 366 Capsules 20mg) Laboratories(l) Pvt, Ltd theo quy dinh.
Hop 6 vi x 10 vién nang  |Premier Industrial Estate, Kachigam, [AstraZeneca, UK Plot No. 35/1, Ruby CHS, [Cac s6 liéu gbc khong ddy du va
cling Daman - 396210 (U.T) - India Gorai-2, Borivali (W), khong déap (mg yéu cau.
Mumbai-400 091
13 [1104/BE-12 |Cledomox 1000 | Amoxcillin 875mg; Medopharm Augmentin 875 ZION research Labs. HO6 so nhiéu ndi dung khong dap ting
VN-9839-10 Potassium clavulanate No.50, Kayarambedu village, (GlaxoSmithKline, 45/2, Thirukuvalai Street, |theo quy dinh.
(twong duwong 125mg acid |Guduvanchery 603 203, Tamil nadu - |UK) East Tambaram, Chennai  [Khong c6 céc sb lidu gbc cua nghién
clavulanic) India 600 059, India ctu
Hop 1 vi x 6 vién nén bao
phim
14 ]1103/BE-12 [Cledomox 625 Amoxcillin 500mg; Medopharm Augmentin 625 ZION research Labs. Hb so nhiéu noi dung khong dap tng
VN-9841-10 Potassium clavulanate No0.50, Kayarambedu village, (GlaxoSmithKline, 45/2, Thirukuvalai Street, |theo quy dinh.

(twong duong 125mg acid
clavulanic)
Hop 1 vi x 6 vién nén bao

phim

Guduvanchery 603 203, Tamil nadu -
India

UK)

East Tambaram, Chennai
600 059, India

Khong ¢6 céc so li€u goc ctiia nghién
ctiru




TT| Mihoso | Tén thude, SDK Ham lugng, quy cich Co sé san xuit Thube doi chirng Noi thir nghiém Y kién T6 chuyén gia
15 {1105/BE-12 |Omevingt Omeprazole 20mg Medopharm Prilosec (Astra Zeneca, |ZION research Labs. Hb so nhiéu ndi dung khong dap g
VN-9842-10 Hop 3 vi x 10 vién, hop 25 |34B-Industrial Area, Malur - 563 130, |USA) 45/2, Thirukuvalai Street, |theo quy dinh.

vi x 4 vién, hop 1 chai 14
vién nang

Karnataka - India

East Tambaram, Chennai
600 059, India

Khoéng co céc s6 liéu goc cua nghién
cliru




