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DEPARTMENT OF HEAL TH ANO HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS ANO PHONE NUMBER 

10 Waterview Blvd., 3"' Floor 
Parslppany, NJ 07054 

Tel: (973) 331- 4900 Fax: (973) 331-4969 

DATE(S) OF INSPECTION 
oSJJo, J t :06/o 1,06/02. lllld 0111012011 

FEI NUMBER 

3003348498 
NAME ANO TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED TO: 

Pramod K Sharma , Ph.D, Vice President, Quality 

FIRM NAME 

lmprim isRx NJ 
CITY, STATE ANO ZIP CODE 

Ledgewood, NJ 07852-9720 . 

STREET ADDRESS 

1705 Route 46 West, suite 6A 
TYPE OF ESTABLISHMENT INSPECTED 

Producer of sterile drugs 

iTKS OOCUMEHT LISTS OBSERVATIONS MADE BY THE FDAREPRESENTATlllE(S) OURllo!G THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTJONAL OBSl:RVATIOHS, >.~O 00 NOT 
REPRESENT A ANAL AGENCY OETERl.tNAllON REGARDING YOUR COMPUANCE. If YOU HAVE AN OBJECTION REGARDING AH OBSERVATION. OR HAVE lt,ll'LEMEllTEO, ORP\AHTO 
:t.IPLEMEHT, CORRECTM ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH ntE FDA REPRESENTATIVE(S) DURING THE INSPECTION 
OR SUBMIT TltS l/a'OR>.'ATION TO FDA AT T1£ ADDRESS ABOVE. ~YOO HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE'NUMBER ANOAOORESS ABOVE. 

OORING AN INSPECTION YOUR FIRM WE OBSERVED: oF 

OBSERVATION 1 

The ISO 5 laminar air flow hood was not certified under dynamic conditions. 

Specifically, the smoke study performed in ' (1:5) (4) of the ISO 5 laminar air flow hood was not conducted with 
all personnel and containers present The smoke study was conducted with (fi) ~) instead of{lll (41 there was 

1 
no bulk container present, and (b) (4) did not simulate the filling of product unng the (b) (4) j video to 
assess uni-directional air flow under actual conditions. 
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