
FDA

Data integrity

FDA

cGMP

SOPs

cGMP



GMP

USFDA

 [out-of-specification

(OOS)]

Teva Fresenius Mylan

Dr Reddy’s

Lupin Hetero Labs

API

USFDA

HPLC

OOS

Fresenius SE

Indore Goa

(Pithampur) II

OOS



API

API

API

EMA

FDA

FDA

FDA

FDA

FDA

Biocon

FDA

(Roche)Herceptin

FDA

Qinhuangdao Zizhu

cGMPs

Qinhuangdao Zizhu

FDA



Facta Farmaceutici
FDA Warning 

Letter
Jan 11-19, 

2016
Italy (AIFA)

Jan 19, 
2016

Zhejiang Hisoar
FDA Warning 

Letter
Aug 10-13, 

2015
Germany

Jul 16, 
2015

Glaxo SmithKline
FDA Warning 

Letter
Jul 2-10, 

2015

United 
Kingdom 
(MHRA)

Nov 9, 
2015

Interquim S.A.
FDA Warning 

Letter
May 2-6, 

2016
Spain 

(GENCAT)
Nov 4, 
2015

Teva Pharmaceuticals
FDA Warning 

Letter & Import 
Alert

Jan 21-29, 
2016

Hungary 
(NIPN)

Aug 11, 
2016

Interpharma
FDA Warning 

Letter
Oct 12-16, 

2015
Czech 
(SUKL)

Feb 20, 
2015

Pharmaceutics Inter-
national

United King-
dom - Non-
Compliance 

Report

Feb 26, 
2016

FDA
May 29, 

2015

Wockhardt
FDA Warning 

Letter
Dec 7-15, 

2015
Germany

Oct 27, 
2016

Corden Pharma
FDA Warning 

Letter & Import 
Alert

May 21-29, 
2015

Italy (AIFA)
May 2, 
2016
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FDA Qinhuangdao Zizhu

FDA

WHO (PQT)

WHO
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