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NAME A 'liD TrTl..E OF ltyOIVICKM.L TO WHOM ~EPOA.T ISSUED 

Hank Incognito , Owner 
FIRM NAME 

Sewaren Innovative Pharmaceutical 
Packaglng dba SIPP 

ST~EET AOOPESS 

994 Rahway Ave Ste 1 

CllY, &TATE, ZIP CODE. COU'<TRY 

Avenel, NJ 07001-1946 

TYPE ESTA8liS>iMtNI IHS:>ECTED 

Producer of Sterile Drugs 

This document lists observations made by the FDA represcntative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your eompliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this infonnation to FDA at the address above. If you have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
Drug products do not bear an expiration date determined by appropriate stability data to assure they 
meet applicable standards of identity, strength, quality and purity at the time of use. 

Specifically, there is a lack of potency and sterility assurance for preserved ster ile med.roxyprogcsterone acetate (MPA) 
preparations in that beyond use dates, up to 13 months, are assigned without stability data utiljzing equipment, materials and 
procedures that are current. Between 11/1112015 and 02103/2016, approximately II batches ofMPA were produced and 
distributed by your finn. 

OBSERVATION 2 
Testing and release of drug product for distribution do not include appropriate laboratory determination 
of satisfactory conformance to the prior to release. 

Specifically, vials of medroxyprogesterone acetate (MP A) 150mglmL, lot 01510, were released by your fiiill for 
distribution on 07/2912015, two days prior to obtaining satisfactory test results from your contract laboratory. The laboratory 
released the results oflot G 1510 on 07/31/2015. 

fllil 

In addition, there is no data to support the number of units tested for potency, endotoxin and steri lity as the number of units is 
not representative of the batch size. The tested units represented miiiJ of each batch. The following table provides 
examples of MP A lots where~ was tested by your contract laboratory: 
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Qnty Sent to Dote Batch Size 
Lot# Lab Compounded .(in mL) 

Gl510 07/10/2015 

Kl511 I J/1 112015 

Ll523 12123/2015 

Al606 01/06/201 6 

Al629 01/29/201 6 

81603 02/03/2016 
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OBSERVATION 3 
Procedures designed to prevent microbiological contamination of drug products purporting to be sterile 
do not include adequate validation of the sterilization process. 

Procedures designed to prevent microbiological contamination of drug p roducts purporting to be sterile 
do not include adequate validation ofthe sterilization process. 

Specifically, media fill simulations are not representative of· the actual production of aseptically filled sterile prodlucts. For 
example, the production of medroxyprogesterone acetate involves (b) (4) 

(b) (4) 

in theWllJifiW. However, the media fill simulation performed on llOidjwas limited t ' (b) (4)' 

media fill simulation was not representative of the worst case scenario due to the use of a (b) (4) 

an inadequate number otWIIfQ filled and the Jack of equivalent aseptic manipulations through finished (b) (4) 

MlflW that typically occurs. 
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