
OBSERVATION 2 


The responsibilities and procedures app}icabie to the quality control unit are not fully followed .  

Specifically,  

1. Your finn's l~mg term CAPA two month minimum interim reporting requirement specified in Step 9.4.15 ofprocedure 
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This document lists observations made by the fDA represeniative(s) during the inspection of your fcu;ility. They are inspectional 
observations, and do not represent a final Agency determination regardiog your compliance. Ifyoo have an objection regm-ding an 
observation, or have implemented, or plan to implement, corrective action i11 response to an observation, you may discuss the objection or 

· action vl'ith the FDA rcpresen tative(s) d'uring the inspection or subm.it this info."l'llatiDll to FDA at the address above . Ifyou have any 
questions, please conmct FDA at the phone number and address above. 

DURiNG AN INSPEC'TlO'N OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Dntg products are nor stored under appropriate conditions of temperature and humidity so that their identity, strength, quality, 
and purity are not affected. 

Specifically, 

l. Temperature mapping of materia! storage rooms located in the production areas has not been performed. During a walk- 
through ofyour facili ty the following rooms were observed to be used for storage ofbo[h raw material and drug product:  

- Used for storage ofL actose Monohydrate AR. No. 288RM91444. 

for storage ofMinocycline HCl l OOmg fi lled capsules, Lot No. CA12006 8. 

for storage of Colloidal Silicon Dioxide NF AR No. 288RIC0026. 

Used for storage ofMinocycline HCl (Final Blen.d) Lot No. CA120081 
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SGPO16 Corrective AcJion and rrewmtaTive Action Program was not consistently met as follows: 

a. The first interim report issued for CAPA 12-011, ioitiated on 6/29/12, was not approved until Wl0/12. 

b. The first interim report issued for CAPA 12-007, initiated on 6/13/12, was not approved until 9/10/12 . 

c. The first interim report i$sued for CAPA 12-009, initiated on 6/21/I2, was not ap1')roved until 9/10/12. 

d. The first interim report issued for CAPA !2-001 and approved on 2/28/12 did not receive an approved  
follow-up interim report until 5/15/12.  

e. The frrst interim report issued for CAPA 12-013 and approved on 9/13/12 did not receive a follow-up  
interim report until its fonnal approved closure report on 1/9/ 13.  

2. Written procedures detailed under Cleaning Validation Plan CVP-007-05, dated 8/27/2012, were not followed in that a  
formal assessment ofa product not already included in the current cleaning matrix. had not been finalized until after the  
product was p-rocessed on common equipment Speci~cture ofTiciopidine Hydrochloride Tablets,  
USP, 250mg, lot RD--006-004 included coating in the~on 01/04/2013 before the docnmentoo  
assessment ofthis product into the cleaning validation matrix had occurred as specified under section 7.2.8 ofthe Cleaning  
Validation Ptan. This same coating equipment is used in the production ofCarvedilol Tablets, 3.125mg.  

3. Mapping o~e outgoi~~~~-= for finished product awaiting shipment, has not yet occurred over the  
"winter" months, as s~cified in_ ~~~':_v~~'~ Qua!ificationProtocoi, QP-11-075-00, signed 6/2011. Temperature  
requirements for roon~re_:~~~";::;u as "15° C to 30° C" . Carvedilol Tablets, USP, 25mg, 100 ct, lot CA120077A  
was observed in this r~lf07/20l3, with tentative outgoing shipment scheduled for 1/08/2013. Labeled storage  
requirements for Carveditol Tabiets, USP, 25mg, are "USP Controlted Room Temperature".  
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