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This document lists observations made by the FDA representativc(s) during the inspection ofyour facility. They an: inspeclional 
observations, and do not rcp~t a final Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation. or have implemented, or plan to implement, corrnctive action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. lfyou have any 
questions. please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Testing and release ofdrug product for distribution do not include appropriate laboratory determination ofsatisfactory 
confonnance to the identity and strength ofeach active ingredient prior to release. 

Specifically, your finn does not conduct potency testing for any finished drug products. Some examples consist of the 
following: 

I. BI-EST::E2:£3 2.5mg:0.25mg, lot 1#09152014@6 (Production date: 9115/2014, Beyond Use Date: 3/14/2015) 

2. TRI-EST 1.25mg/0.2ml Cream, lot #01092015@3 (Production date: 1/9/2015, Beyond Use Date: 7/8/2015) 
3. Opium Tincture Synthetic, Deodorized, lot #02022015@l2 (Production date: 21212015, Beyond Use Date: &/1/2015) 

OBSERVATION 2 

There is no written testing program designed to assess the stability characteristics ofdrug products. 

Specifically, your firm has not provided data to substantiate Beyond Use Dates of up to 180 days for finished drug products. 
For example, the following products are labeled with an 180 day BUD: 

BI-EST:: E2:E3 2.5mg:0.25mg, lot #09152014@6 (Production date: 9/15/2014, Beyond Use Date: 311412015) 

2. TRI-EST 1.25mgl0.2ml Cream, lot#Ol092015@3 (Production date: 1/9/2015, Beyond Use Date: 7/ 8/2015) 
 

 

3. Opium Tincture Synthetic, Deodorized, lot #02022015@2 (Production date: 21212015, Beyond Use Date: &/1/2015) 

OBSERVATION 3 

Control procedures are not established which validate the performance of those manufacturing processes that may be 
responsible for causing variabi lity in the characteristics of in-process material and the drug product 

Specifically, 
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A. Your firm has failed to om,lflae 
In this case. 

B. Your finn uses commercially available to reduce particle size in different products (i.e. 
Progesterone I OOmg Suppositories and Progesterone IOOmg Tablets). However, specifications for particle size have not been 
established. ln addition, testing is not conducted to determine particle size. 

C. 
(b) (4)

Your adds preservative) to~tained commerciaJiy which is used i:n various finn 
formulations . Your p • data to substantiate the 6 month Beyond Use Date assigned to the (b) (4)

OBSERVATION 4 

The batch production and control reoords are deficient in that they do not include documenta.tion ofthe acco mplishment of 
each s ignificant step in processing. 

~
~your finn documents pharmaceutical calculations needed for formulations

e pharmaceutical calculations are not documented on the fonnula worltsbeets. 

OBSERVATION 5 

Approved components are not retested or reexamined as appropriate for identity, strength, quality and purity after stora.ge for 
long periods with subsequent approval or rejection by the quality control unit 

Specifically, 

A) Expired Active Phannaceuticallngredients were observed on 3/3fl0 15 near the production area. Some examples include 
the foUowing: 

I . Metronidazole, USP , 'J;'vo~iTD'rinn date: 512014) 
2. Dompa-idone BP, (Exlpiration date: 311120 14) 
3 . Naltrexone HCI, lot Err~iTaJtion date: 5 / 14) 
4 . Dyclonine HC I, ~YT>irR1tinn date: 3/30/ 14) 

B) In addition, your firm produced three drug products between 9120 14 and 12/2014 which were assigned BUD's past the 
expiration ofsome of its components. These consist of the followi ng: 
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sus.perlSic.n nrnt1',,...,.,.. on 12/9/ 14 was assigned a BUD however, two components of  date of 1/8/15; 
expired on 12/10/2014 and 12/12/2014. 

were assjgned a BUD date of3/3/2015 however, 

OBSERVATION 6 

Laboratory controls do not include the establishment ofscientifically sound and appropriate specifications designed to assure 
tbat drug products confonn to appropriate standards of identity, strength, quality and purity. 

Specifically, your finn has not established specifications for microbial limit testing to ensure tbat ooo sterile aqueous based 
fonnulations administered orelly comply with compendia) requirements for microbial quality. 

For example, Opium T incture Synthetic, Deodorized, lot #02022015@2 (Production date: 2/2/2015, Beyond Use Date: 
811!20 15 was not tested for micobial limits. 

OBSERVATION 7 

Each batch ofdrug product required to be free ofobjectionable m icroorganisms is not tested through appropriate laboratory 
testing_ 

Specifically, your finn does not evaluate any finished aqueous drug products administered orally for microbiological 
contamination. 

For example, Opium Tincture Synthetic, Deodorized, lot #02022015@2 (Production date: 2/2/20 I5, Beyond Use Date: 
811!2015) was not tested to ensure that it was free of objectionable microorganis ms. 

* DATES OF INSPECTION: 
03/0212015(Mon), 03/03/20 I 5(fue), 03f0412015(W ed), 03/06120 15(Fri) 
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