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Requesting r.= IN"-1::-B.-::S::-P"v --er:._"al"l Requester h 1/21/2005 
Organization: , .. f Completion Date:t 1l Priority. ~igh 

Subject: harma-Mix Digitalis 

Remarks: equest for samples as follow-up to violative El 

Background irm's manufacturing practices may lead to low potency 
Information: 

POC Name: amesW. DoMore 

Operations 
Organizations 

Accomp ~ Hum Of Perf Org ~ !':"'~~~, 
Org Ops (Adhoc Work) , Add 

)wvJ-Do ~~ g 
Delete I c= ~ '-'----____J 

Product Code ~ Description 
Add 3 I rrr!i4""pig~alis (Cardiotonic); Human- Rxi • 

Delete 
I CCC 

5 

I:+-

F'revOp 

Add 

Delete 

EXHIBIT 5-9 INVESTIGATIONS OPERATIONS MANUAL 2016 

320 

FACTS Ed1tor 

Collect 12/100 tab bottles of lot DC-01234 
as follow-up to uiolatiue EI of Pharma-Mix, 
Minneapolis, MH (FEI 3000901012), conducted 
on 9/31-10/05/2005. 30 cases were shipped to 
Drug Distributers Inc., 3910 Riuerside 
St.,Hewark, HJ on 10/03/05 uia Cross Country 
E~press, Kansas City, MO. Inuoice R 8328 
1 U/05/05, B/L A-3026, 10-3-05-1 
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