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Dear Sean, 

In response to your request and based upon my personal knowledge and review of 

Metrics' business records and procedures, I am informed and understand that the 

following facts are true: 

From about at least 2010 through at least the end of 2015, Metrics conducted aluminum 

analysis on samples labeled Sandoz L-Cysteine HCl Injection, USP for KABS 

Laboratories, Inc. (hereinafter "KABS"). Each product sample that Metric's received 

from KAB S had an associated unique lot number. Metrics used the lot number to track 

the product samples throughout the analysis process and to ensure that the written test 

results reported back to KABS corresponded to the correct product sample. 

Attached at Exhibit A is a true and correct copy of Document Number ASTD-0335 

titled "Analysis of Aluminum in L-Cysteine HCl Injection", which sets forth the 

analytical method that Metrics used to analyze the Sandoz product samples received 

from KABS. The analytical method set forth in Exhibit A is the analytical method that 

Metrics followed from 2010 until at least the end of 2015 with respect to the product 

samples that it received from KABS, including the product sample lot numbers 

referenced below. 

Attached as Exhibit B is a true and correct copy of an Analytical Report issued to 

KABS for sample lot nos. 2093015, 2100115, and 2100215 on or about the date noted 
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on the Report. The Report attached as Exhibit B ( and the other Reports referenced 

herein) is representative of the format of reports that Metrics provided to KABS. These 

Reports were made at or near the time of the events recorded therein by individuals who 

had knowledge and were responsible for generating these Reports. It was, and still is, 

Metrics' regular business practice to create Reports like those attached as Exhibit B and 

the other Exhibits, and such reports were generated and kept in the ordinary course of 

Metrics' business. 

Attached as Exhibit C is a true and correct copy of the notebook pages corresponding to 

sample lot number 2100115 referenced in Exhibit B. These notebook pages attached as 

Exhibit C, as well as the other notebook pages referenced herein, were made at or near 

the time of the events recorded therein by individuals who had knowledge and were 

responsible for generating these pages and conducting the analysis set forth therein. It 

was, and still is, Metrics' regular business practice to prepare notebook pages like those 

attached as Exhibit C and the other Exhibits, and such notebook pages were generated 

and kept in the ordinary course of Metrics' business. 
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Attached as Exhibit D is a true and correct copy of an Analytical Report issued to 

KABS for sample lot nos. 2081915, 2082015, and 2082115 on or about the date noted 

on the Report. 

Attached as Exhibit E is a true and correct copy of the notebook pages corresponding to 

sample lot number 2081915 referenced in Exhibit D. 

Attached as Exhibit F is a true and correct copy of an Analytical Report issued to 

KABS for sample lot nos. 2012114 and 2012214 on or about the date noted on the 

Report. 

\ 

Attached as Exhibit G is a true and correct copy of the notebook pages corresponding to 

lot number 2012114 referenced in Exhibit F. 

Attached as Exhibit His a true and true and correct copy of an Analytical Report issued 

to KABS for sample lot nos. 2072115 and 2072215. 

Attached as Exhibit I is a true and correct copy of the notebook pages corresponding to 

lot number 2072115 referenced in Exhibit H. 

I declare that statements made herein of my own knowledge are true and that all 

statements made on information and belief are believed to be true; and that these 
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statements were made with the knowledge that willful false statements and the like so 

made are punishable by fine or imprisonment, under Section 1001 of Title 18 of the 

United States Code. 

Mayne Pharma dba Metrics Contract Services Representative: 

Printed Name 

Title 

Signature JI 
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