E—
DEPARTMENT OF HEALTH AND HUMAN SERVICES

OO0 AND DRLIG ADMINESTHATIDN

[ gic e T TR ST R T s e S T e =
158-15 Liberty Ave. 0?02 2012 - 03F06/20124
Jamaica, WY 11433 2l
{718} 340-7000 Fax:(TlA) G662-5661 1008472092
Industry Information: www,fda.gov/oc/industey b

_m;'ﬁ'lm“mwm: T e
70: Edinson Vergara, FPresident ’

e LI ¥ e e IR SRS T |
Mexicali Cheese Corp. 9i-%2 BIth St

|~ 5T ETATE. IF TOHE TLeTRY e TR o .
Woodhaven, WY 11421-2548 Ready-to-Eat Cheese Manufacturer and

» Distributeor i

_— =

This docuiment [i5ts ohservalions made by the FDA representstive(s) dusing the inspectinn of your fscility. They are inspecl il
ohservations, and do nal represent a fingl Agency delenmination regarding your complEnee. If wou have an objection refardang a0
phservation, or have implemented, or plan to implement, cormeclive aclion in pEEp0N3E 10 an abservaion, you may iSCuss the objection or
petion with (he FDA representativels] during the Inspection or submil this information te FDVA b the address sbave. IFyou have any
questions, please coptact FIJA af the phome number and adfress ahove.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1
peviation from the procedural requirements of a deches of injunction.
Specifically,

Your firm is bound to Consent Decree for Permancnt Injunction, Civil Action #12-413, filed 05/01/12, which specifies in
section 5 thin you will notreceive, prepare, process, pack, hald; or distribuie any articles of food unless and until the
procedural requirements of the Consenl Lecree are met; howewer il was determined that your firm has besn receiving,
manufacturing, holding, packaging and disiributing amicles of food, specifically ready-to-cat cheeses, since May 1*, 2012

Your firm has not complicd with the requirements identified in the Consent Deciee prior 1o resuming ready-lo-=a! cheese
manufacturing operations in that:

«  Your firm did not eepse operations after signing the Consent Decree and contmued (0 manufacture ready-to-eat cheeses
from May |, 2012 to the present without receiving writien notice from the FIMA that your firn appears to be in
eompliance with the requirements sei forth in the Congong Decres.

= Your firm did not report to FDA in weiting the actions Lthat were taken to bring your operations into compliance with the
Comsent Decree, including documentation thal you have cleaned and sanitized the facility and equipment therein and
made improvements; documentation that you have condicted environmental testing in @ manner acceptable o the FDA
and received [shoratory results showing that L. meono is no longer present in the Faeility; specific measures that you have
taken o address exch of the vinlations decumented by FDA and MY SDAM since January 2009; and a copy of the
Listeria Monitoring Program for FDA written approval prior 1o implementation.

= Your firm did ned destroy within thirty (30) calendar days upen eniry of the Consent Decres, uinger FOA supervision,
and according fo 3 destruction plan submitted in writing and approved in writing by FDA prior to implementation, all in-
process and finished articles of food in your custody, control, or possession,

= Your firm did not develop a written Listeria Monitoring Program that includes provisions for the following, but not
limited to:

= The written cmployee [riining program that you created is not provided in Spanish
- ¥our finm has develeped an environmental sampling program and conducied sempling, however
the results of such sampling were nat sent to the FDA within two (2) calendar days
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