United States Food Safety Washingten, D.C.
Department of and Inspection 20250

Agriculture Service | MAR O 4 2010

Dr. Gordan Jerbic

Uprava za veterinarske inspekcije (Directorate for Veterinary Inspection)
Address: Hotel Internacional, Miramarska 24

Republic of Croatia

Dear Dr. Gordan Jerbic:

The Food Safety and Inspection Service (FSIS) conducted an on-site audit of Croatia’s meat
inspection system September 16 to September 29, 2009. Comments received from the
government of Croatia have been included as an attachment to the final report. Enclosed is a
copy of the final audit report.

If you have any guestions regarding the FSIS audit or need additional information, please contact
me at telephone number (202) 205-3969, by facsimile at (202) 720-0676, or electronic mail at

james.adams5@fsis.usda.gov.

Sincérely,

%mesA s, DVM @/Mpﬁ/

Director
International Audit Staff
Office of International Affairs

Enclosure

F8IS Form 2630-9 {6/86} EQUAL CPPORTUNITY IN EMPLOYMENT AND SERVICES.




CC: List for Letters |

James Dever, Minister Counselor, US Embassy, Rome
Domagoj Juriéi¢, Economic Counselor, Croatia Embassy
Andreja Misir, Ag Specialist, American Embassy, OAA, Zagreb
David Young, FAS Area Director, Europe Region OSTA/FAS
Ann Ryan, State Department
Alfred Almanza, Administrator, FSIS
Ronald Jones, Assistant Administrator, OIA
Philip Derfler, Assistant Administrator, OPPD
Clark Danford, Director, IPD, OPPD
James Adams, Director, IAS, OIA
Andreas Keller, Director, IES, OIA
Rick Harries, Acting Director, EPS, OIA
Jerry Elliott, Director, 1ID, OIA '
- Stephen Hawkins, Acting Director, FSIS CODEX
Lisa Wallenda Picard, OA
Faiz Agarib, IES, OIA
Country File (Croatia)




MAR 0 4 2010

FINAL REPORT OF AN AUDIT CARRIED OUT IN CROATIA
COVERING CROATIA’S MEAT INSPECTION SYSTEM

SEPTEMBER 16 THROUGH 29, 2009

Food Safety and Inspection Service
United States Department of Agriculture




TABLE OF CONTENTS

f—y

. SUMMARY

2. INTRODUCTION

(98]

. OBJECTIVE OF THE AUDIT

~

PROTOCOL

Lh

. LEGAL BASIS FOR THE AUDIT

&

SUMMARY OF PREVIOUS AUDITS

7. MAIN FINDINGS
: 7.1 Government Oversight
.7.1.1 CCA Control Systems
7.1.2 Ultimate Control and Superv1swn
7.1.3 Assignment of Competent, Qualified Inspectors
7.1.4 Authority and Responsibility to Enforce the Laws
7.1.5 Adequate Administrative and Technical Support

7.2 Headquarters Audit

7.2.1 Audit of a County Office and Local Inspection Sites

8. ESTABLISHMENT AUDITS_
9.. LABORATORY AUDITS

10, SANITATION CONTROLS .
10.1 SSOPs
10.2 Sanitation

11.ANIMAL DISEASE CONTROLS

12.SLAUGHTER/PROCESSING CONTROLS
12.1 .Humane Handiing and Slaughter
12,2 HACCP Implementation
12.3 Testing for Generic Escherichia coli
12.4 Testing for Listeria monocytogenes

13.RESIDUE CONTROLS

14 ENFORCEMENT CONTROLS
14.1 Daily Inspection
14.2 Testing for Salmonelia
14.3 Species Verification
14.4 Supervisory Periodic Reviews




14.5 Inspection SysfemiContrdl's
15, CLOSING MEETING

16. ATTACHMENTS TO THE AUDIT REPORT "~




AV
- CCA

~ CCP

oVl

E coli .

l.FSIS_‘
'--‘MA‘F‘RD-_
Cov

PRMHACCP

: Sa!moﬂellﬁ-
SSOPs |
oses

- VID

'_ Authonzed Veterinarian -

ABBREVIATIONS AND SP-ECL/-‘:L.TERMS USED IN THE REPORT |

LA

. Central Competent Authority: Mlmstry of Agncuiture Flshenes
_ and Rural Development .

' _Critical Control Point -
Croatian Veterinary Institute

--._ Escherichia coli -

Food Safety and Inspectidn Service
Listeria monocytogenes

M1n1 stry of Agnculture Flsherxes and Rural Development '

o Ofﬁc1a1 Vetermanan .

Pathogen Reductmn/Hazard Ana1y51s and Cntlcal Control Pomt
Systems - o i

B Salmonella snemes

Samtatlon Standard Operatmg Procedure(s)
' Sanitation Perfonnance Standards - -

| jVeterinary-[_)arectorate» =

Veterinary Inspection Directorate




1. SUMMARY
1.1 Description/Eligibility

This report summarizes the outcome of the audit conducted in Croatia from September 16
through 29, 2009. This was a routine audit, Croatia is eligible to export pork products to
the United States. At the time of the audit, thre¢ establishments were eligible to export to
the United States. Between January 1, 2009 and August 15, 2009, Croatia exported 97,
732 pounds of pork products to the United States and between January 1 and December
31, 2008, 230,136 pounds of pork products; there were no rejections for any food-safety
concerns. The activities of the current audit appear in the table below.

The findings of the previous audit conducted in July 2008 resulted in no restrictions of
any Croatian establishment’s ability to export pork products to the US.

1.2 Comparison of the Current Audit and the Previous Audit
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Inspection/Enforcement Controls

1.3 Summary Comments for the Current Audit

The results of this audit reflected an increase in the number of audit findings regardmg

Sanitation Standard Operating Procedures {SSOPs) and Sanitation Performance :

Standards (SPS), compared previous audit. Although some aspects of FSIS reqmrements

were not enforced in all three establishments audited, the review of the government .

* oversight of Croatia’s meat inspection system at the central, regional and local
(establishment) offices demonstrated that inspection system controls were in place. All




non-compliances reported during the previous audit were determined to have been
addressed and corrected in all establishments involved.

2. INTRODUCTION
The audit took place in Croatia from September 16 through 29, 2009. _

An opening meeting was held on September 16, 2009, in Zagreb, Croatia with the Central
Competent Authority (CCA), At this meeting, the auditor confirmed the objective and
scope of the audit and the auditor’s itinerary, and requested additional information
needed to complete the audit of Croatia’s meat inspection system.

The auditor was accompanied during the entire audit by representatives from the CCA,
the Ministry of Agriculture, Fisheries, and Rural Development (MAFRD) and/or
representatives from the county and local inspection offices.

3, OBJECTIVE OF THE AUDIT

This was a routine audit. The objective of thé., audit was to evaluate the performance of
- the CCA with respect to controls over the slaughter and processing establishments
certified by the CCA as eligible to export meat products to the United States.

In pursuit of the objective, the following sites were visited: The headquarters of the
"‘CCA, one County inspection office, three establishment-level inspection offices, one
microbiology laboratory performing analytical testing on products destined for the United
States, one meat-processing establishment, and two slaughter/processing establishments.

4. PROTOCOL

This on-site andit was conducted in four parts. One part involved visits with officials of
the CCA to discuss oversight programs and practices, including enforcement activities.
" The second part involved an audit of a selection of records in the country’s mspectxon
- headquarters or county offices. The third part involved on-site visits to two
slaughter/processing establishinents and one meat-processing establishment. The fourth
. part involved visits to one government-owned and -operated laboratory, the CVI - Zagreb -
Residue and Chemistry Laboratory, which was the reference microbiology laboratory and
was also conducting analyses of field samples for Croatia’s national residue control
program,

Program effectiveness determinations of Croatia’s inspection system focused on five
areas of risk: (1) sanitation controls, including the implementation and operation of
SSOPs and SPS, (2) animal disease controls, (3) slaughter/processing controls, including
the implementation and operation of Hazard A_nalysis and Critical Control Points
(HACCP) programs and 4 testing program for generic E. coli (E. coli}, (4) residue
controls, and (5) enforcement controls, including a testing program for Salmonella
species (Salmonella). Croatia’s 1nspect10n system was assessed by evaluating these ﬁve
risk areas. = :




During the on-site establishment visits, the auditor evaluated the nature, extent, and
degree to which findings impacted on food safety and public health. The auditor also
assessed how inspection services are carried out by Croatia and determined if
establishment and inspection system controls were in place to ensure the productmn of
meat products that are safe, unadulterated, and properly labeled.

At the opening meetmg, the auditor explained that Croatia’s meat inspection system
would be audited against two standards: (1) FSIS regulatory requirements and (2) any
equivalence determinations made for Croatia. FSIS requirements include, among other
things, daily inspection in all certified establishments, periodic supervisory visits to
certified establishments, humane handling and slaughter of animals, ante-mortem
inspection of animals and post-mortem inspection of carcasses and parts, the handling
and disposal of inedible and condemned materials, sanitation of facilities and equipment,
residue testing, species verification, and requirements for HACCP, SSOPs, and testing

_ for E. coli and Salmonella.

Equwalence detemnnatlons are those that have been made by FSIS for Croatia under
provisions of the Sanitary/Phytosatitary Agreement. One alternative procedure has been
determined by FSIS to be equivalent for Croatia: Samples for testing for Salmonella are
collected by establishment personne! and sent to private laboratories for analysis.

5. LEGAL BASIS FOR THE AUDIT

" The audit was undertaken under the specific provisions of U.S. laws and regulations, in
‘particular: '

o The Federal Meat Inspectmn Act (21 U.S.C. 601 et seq.).

» The Federal Meat Inspection Regulatlons (9 CFR, Paris 301 to end) Wthh include
the Pathogen Reduction/HACCP regulations.

‘6 SUMMAR.Y QOF PREVIOUS AUDITS

 Final audit reports are available on the FSIS website at the followmg address:
http:/www.fsis.usda.gov/Regulations_&_Policies/Foreign Audit_Reports/index.asp.

"The last two FSIS audits for Croatia were held in September 2007 and July 2008. No
establishments were delisted and no Notices of Intent to Delist (NOID) were issued by
the CCA during either audit. Inspection system monitoring, control records, and

~ cstablishment system documents were audited. ‘ :

The following non-compliances were identified during the 2007 audit:
= Preventive measures were not included as a part of corrective actions for SSOP
deficiencies in the some establishment and official inspection records. .
- In the HACCP records, there were no initials or signature for one verification activity
+ for one Ciritical Control Point (CCP), some temperature monitoting entries for one
CCP were missing for “Tea Pate” product, and it was not clear in the pre-shipment




document records that all critical limits were met and, if appropriate, corrective
actions were taken.
+ In an equipment washing room, rusty metal was observed on an overhead struc‘mre at
the entrance door.
¢+ Ina raw-product unwrappmg room, heavy condensate was observed on ceilings and
. overhead pipes.
¢ Inaprocessing room, a metal table used for holding processing supplies had a
buildup product residue, meat pieces were observed in the open-ended frame of a
table, and a picce of plastic patch and rough Weldmg were observed on a conveyer
belt.
* Inthe processing room, liquid was observed dnppmg on grlndmg equipment from an
overhead refrigeration unit, and there was a product residue buildup on the inside
surface of an electrical switch panel cover.

These specific non-compliances were found to have been corrected by the June/July 2008
FSIS audit.

The following non-compliances were identified during the 2008 audit:

o Preventive measures were not included as a part of documentation for corrective
actions for SSOP deficiencies in the official inspection records. '
* During pre-operational sanitation inspection in the cutting room, product residues
were observed on knives and on the sharpening steels and meat and fat pieces were
. observed on a ham-measuring device.
» During pre-operational sanitation 1nspect10n in a cooling chamber, heavily-beaded
condensate was observed dripping onto exposed carcasses.
» Water was splashing onto overhead structures and drlppmg back onto the carcass at
the final carcass wash station, .
* In the dry storage room, paper towels were stacked agamst a wall, which impeded
- inspection; also, there was condensate on the ceiling above the stacked paper towels.
-»  The HACCP plan indicated that, in case of a deviation from the critical limit for
absence of visible fecal contamination, only 10 carcasses which had passed the
monitoring location would be monitored, instead all carcasses back to the last.
acceptable monitoring check.
» The hazard analysis did not indicate at whlch step in the slaughter process the
© carcasses might become contaminated by milk.
- » The sequence required for the sponge-sampling of swine carcass for generic £. coli
{(ham, belly and jowl) was not being followed.

7. MAIN FINDINGS
* 7.1 Government Oversight

There has been a re-organization within the Ministry of Agriculture, Fisheries and Rural

~ Development since March 2008, The Veterinary Directorate has been divided into three
Directorates: a Veterinary Directorate (VD), a Veterinary Inspection Directorate (VID),
and a Food Safety Directorate. The VID is responsible for the official supervision of the
US-eligible establishments. The VID has 227 employees and three sectors: A Veterinary
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: Inspecﬂon Sector (VIS) with 159 employees, a Scctor for Border Veterinary Inspecnon ‘
and International Trade with 62 employees, and-a Department for Legal Acts and
. Financing of Official Controls with 4 employees. The VD and VID are supported by and
- cooperate with four State veterinary Institutions for clinical support, {aboratory diagnosis
and food control testing; i.e., the Croatian Veterinary Institute, the Faculty of Veterinary
Medicine at the University of Zagreb the Center for Reproduction in Livestock Breeding,
and the Vetermary Chamber.

-The VIS has 7 State Veterinary Offices: Bjelovar Osuek Rijeka, Split, Varazdin, and"
the headquarters office in Zagreb, These State Veterinary Offices have 65 branch offices;
three of the branch offices (with headquarters in Bjelovar and Zagreb) are in charge of all
US-cligible establishments. The respon51b1ht1es of the State Vetennary Inspectors

“include: :

the activities of official veterinatians

the activities of authorized veterinarians -

the activities of control bodies '

performing official controls of establishments for slaughter of ammals

processing, and treatment and storage of products of animal origin

5. performing official controls of establishments for residues of harmful substances -

 inanimals and products of animal origin intended for human consumption

6. - performing official controls of the activities of d1agnost1o and analytical

- laboratories :

7. performing official controls by collecting samples of d1agnost10 matenal for
laboratory tests for the Purpose of checking animal health sanitary safety of ~

products of animal origin, and animal feed o

FPPro

~There was a change in the organizational' structuré in Aﬁgust 2009: The posltion ofan
‘Official Veterinarian (OV) was created. The OVSs are responsible for overall
establishment oversight and supervision of Authorized Veterinarians (AVs).- AVs are

- responsible for the oversight of the daily operations (ante-and post-mortem inspection, '

- SSOPs, HACCP programs, microbiofogy and residue testing). Both OVs and AVs are
under the supervision of a State Veterinary Inspector- {SVD), who reports to the Head of
the Vetennary Inspectlon Sector ,

771‘1 ~ CCA Control Systems

A Ptogram for Iospection Activities is issued edch jreaf by the Veterinary Directorate’

* with a mininmum frequency proscribed for the various inspection activities in the field.

There can be no part-time government employees, and full-time government employees

"' cannot perform private, estabhshment-pald tasks, thereby avoiding a poss'.1b111ty of
~conflict-of-interest.

. The inspection officials assigned to the US-¢ligible establlshments are employed by -
Private Veterinary Organizations (PVOs). The PVOs are contractors of the Ministry of
" Agriculture, Fisheries and Rural Development for the period of 5 years. ’ A

. Final authorization for the Authorized Veterinarians in US~ellg1ble establishments comes
. from the Vetennary Inspection Directorate, MAFRD, All Official Veterinatians are
‘ 'employees of the M1mstry of Agr:culture, Fisheries and Rural Developrnent




AVs are paid by the PIVO_s" The PVOs collect salaries for the AVs assigned to US-
eligible establishments from the MAFRD. The OVs are paid directly by the MAFRD. -

7.1.2 Ultimate Control and Supervision

" The OVs are responSIble for overall estabhshment oversight and superwsmn of AVs, and
are employees of MAFRD. The above structure is described in the Veterinary Law
(Official Gazette No. 41/2007). All of the AVs at the first level of inspection are

. approved directly by the MAFRD. All of the AVs-at the inspection level are hired by the
private Veterinary Orgamzatlons acting as private limiteéd liability companies urder
contract and by authorization of the MAFRD. The program for each year allows for

_ addltlonai 1nspect10n control as needed. .

7 13 Ass1gnment of Competent Qualified InSpectors e

_The VID is responsxble for the official supervrslon of. the US-eligible establlshments and
has 227 employees and three. sectors: :
‘1. Veterinary Inspection Sector (VIS) with 159 ernployees
2. Sector for Border Vetermary Inspection and Internatlonal Trade with, 62
© employees ‘
3.. Department for Legal Acts and Flnanemg of Official Controls with 4 employees
“The rest of the 965 Approved Veterinary Inspectors are employed in various posmons in -
. animal health; public health; meat, pouliry and milk 1nspect10n and at the various
laboratory famhtles

- 7.14  Authority and Responsibility to Enforce the Laws

* The AVI is a veterinarian authorized to perform those tasks of the CCA administration
‘which have been assigned to authorized veterinary organizations. - The head of the VD, at -
the proposal of an authorized veterinary organization, appoints Approved Veterinarians.
The MAFRD grants the authorization to official veterinarians. A Food Act (Official = -
-Gazette No. 46/2007) also provides some of the necessary guidance. This Food Act -

. brmgs clearer deéfinition of the responsibilities of both vetermary and sanitary mspectlon

- interms of official controls of foods of animal origin. '

115 Adequate Adm1n1strat1ve and Techmcal Support
' The MAFRD has adequate administrative and technical support and has the ab111ty to
support a third party audit.
7.2 Headquarters Audit
The auditor conducted a review of 1nspec‘aorrsystem documents at CCA headquartere in

'Zagreb The records review focused prunarlly on food safety hazards and included the
following: B :

. Internal review reports ' ‘
e Superv1sory visits to establlshments that were certified to export to the Umted States
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» Training records for inspectors and laboratory personnel .

s Label approval records such as generic labels and animal raising claims
New laws and implementation documents such as regulat;ons, notices, directives and
guidelines
Sampling and laboratory analyses for residues
Sampling and laboratory analyses for microbiology
Sanitation, slaughter and processing inspection procedures and standards

- Control of products from livestock with conditions such as tuberculosis, cystwercosxs
etc., and of inedible and condemned materials :
-Export product inspection and control including export certificates

~ » Enforcement records, including consumer complaints, recalls, seizure and control of
noncompliant product, and withholding, suspending, and withdrawing inspection
services from or delisting an establishment that is certified to export product to the

* United States. o '

e ® @ & @

No concerns arose as & result of the. examination of these documents.
7.2.1 Audit of a County Office and Local Inspection Sites

The auditor conducted a review of inspection system docurents at the County office in
Koprivnica with the Cournty Veterinary Inspector/Supervisor and also in the 1nspect10n
offices in the three establishments audited.

* No concerns arose as a result-of the examination of these documents.
8. ESTABLISHMENT AUDITS

The FSIS auditor visited a total of two slaughter/processing establishments and one
pprocessing establishment. No establishment was delisted and none received a Notice of
- Intent to Delist (NOID) by Croatian inspection officials.

Specific non-compliances are noted in the attached individual establishment review
forms. ‘-

9. LABORATORY AUDITS

The Croatian Veterinary Institute-Zagreb Laboratory for Residue was audited, and the
laboratory officials’ performance was assessed regarding procedures and standards which
are equivalent fo U.S. requirements. Assessment of the residue laboratory focused on
sample receipt, timely analysis, ana!ytlcal methodologies, recording and reportmg of
results,

“No concerns arose as a result-of this audit.
Microbiology laboratory audits focus on analyst qualifications, sample receipt, timely

analysis, analytical methodologies, analytical controls, recording and reporting of results,
and check samples, If private laboratones are used to test u.s. samples the aunditor

11




evaluates compliance with the criteria established for the use of private laboratories under ,

. the FSIS Pathogen Reduction/ITACCP requirements,
- The foilowing government-owned and —operated microbiology laboratory was audited:

Croatian Veterinary Institute-Zagreb Laboratory for Food Mlcroblology, located in

Zagreb.
No concerns arose as g result of this audit.

10. SANITATION CONTROLS

As stated carlier, the FSIS auditor focused on five areas of risk to assess Croatia’s meat
inspection system. The first of these risk areas that the FSIS auditor reviewed was
Sanitation Conirols.

Based on the on-site audits of the three estabhshments and except as noted below
Croalia’s inspection system had controls in place for SSOP programs, all aspects of
facilities and equipment sanitation, the prevention of actual or potential instances of
product cross-contamination, good personal hygieno practices, and good product
handling and storage practlces

_In addition, Croatia’s inspection system had conrols in place for water potability records,
chlorination procedures, back-siphonage prevention, separation of operations,

temperature control, work space, ventilation, welfare facilities, and outside premises.
10.1 SSOP

The establishments audited were evaluated to determine if the basic FSIS regulatory

requirements for SSOPs were being met according to regulatory requirements. The

SSOPs were found to meet the basic FSIS regulatory requirements, with the following
areas of non-compllanco

" During pre- operatlonal sanitation mspcctlon in one estabhshment a large hole of 30
to 15 cm, completely perforating the vinyl cloth conveyor belt carrying edible product .
was observed. Additionally, several small cuts were observed in the second belt
carrying edible product, which made it difficult to clean.

» During pre-operational sanitation mspectlon in one establishment, fat pleces on the
product contact surface of a cutting table were observed. '

‘e During the pre-operational sanitation inspection in one osta’ohshment a Mortadella

processing machine had two pieces of fat on the surface of a food contact area, the
product processing table was observed with grease on the product contact area, and
the can washing machine was observed with the remains of cleaning chemicals on the
~ product contact area. . :
¢ Descriptions of the non—comphances were mlssmg in the daily SSOP records of the .
establishment. There was an indication that corrective action was taken but what was -
the reason for corrective action was unknown.

-12




10.2 Sanitation Pe‘rformance Standards

The enforcement of some aspects of FSIS SPS requirements were not 1mplemented by
* government inspectors. The following non-compliances were noted:

» During pre-operational sanitation inspection in one establishment, it was observed

that re-usable towel, not paper towel was used at one hand washing facility.

- o During pre-operational sanitation inspection in the cutting room of one establishment,
_product residues on the out31de ofa non-product contact surface of a container were
“observed.

¢ During pre-operational sanitation inspection in the cutting room of one estabhshment

condensate was observed on a cooling unit over a product—ﬂow area was (product
~ affected). _

e During pre-operational sanitation inspection in one establishment, it was noted that
‘floor tiles in the shipping area were missing or in need of repair.

11, ANIMAL DISEASE CONTROLS

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease

~ Controls. These include controls over condemned and restricted product and procedures
for sanitary handling of returned and reconditioned product. The auditor-determined that
- Croatia’s inspection system had adequate controls in place.

There had been no outbreaks of animal diseases w1th public health 51gn1ﬂcance since the
Jast FSIS audlt

__12 SLAUGHTERJPROCESSING CONTROLS '

The third of the five risk areas that thc F SIS auditor reviewed was slaughter and
processing controls. The controls include the following areas: ingredients identification;
control of restricted ingredients; formulations; processing schedules; equipment and
records; and processing controls of cured, dried, and cooked products
~The controls also include the implementation of HACCP systems in meat processmg
: estabhshments

12.1 Humane Handling and Slaughter

No deficiencies were reported re_gardin_g humane hartdlirlg and slaughter. '

122 HACCP Implementation-

All establishments approved fo export meat products to the United States are required to
have developed and adequately implemented HACCP programs. Each of these programs

was evaluated accordm g to regulatory requrrements The following non-compliance was -
reported

i3




e In one establishment, the written HACCP plan did not address point 3 and 4 of the
required aspects of corrective actions to be taken in the event that critical limits are -
exceeded.

'12.3 Testing for Generic E. coli

Croatia has adopted the FSIS regulatory requir.ements for E. coli testing.'

The two slaughter/processmg establishments andited were requlred to meet the basic
. F8IS regulatory requlrements for generic E, coli testmg :

12.4 Testing for _LLSTBI‘ICI monocytogenes

The processing establishment was producing ready-to-eat products for export to the

- United States. The products presently exported to the United States are fully cooked,

- commercially-sterile, canned products that are not exposed to the environment after the
heat treatment. Therefore, testing for Listeria monocytogenes is not required by FSIS.

13. RESIDUE CONTROLS

The fo_urt_hlof the five risk arcas that the FSIS auditor reviewed was Residue Controls.
These controls included sample collection, handling and frequency, timely analysis, data
reporting, tissue matrices for analysis, analytical methodologies, and recording and
reporting of results

Croatia’s natzonai re31due program was being followed as written.

- 14. ENFORCEMENT.CONTROLS

 The fifth of the five risk areas that the FSIS auditor reviewed was Enforcement Controls.
These controls include the enforcement of inspection requirements and the testing

- program for Salmonella.

Some U.S. requirements were not adequately enforced in all 3 estabhshments audﬂed

- The specific non—comphances reported are noted in the attached 1nd1v1dua1 estabhshment '
teview forms. The SSOP, SPS and HACCP implementation aspects of controls were not
adequately enforced.
14.1 Daily Inspection in Establishments

“Inspection was being conducted daily in the establishments audited.

14.2 Testing for Saimonella

Croatia has adopted the FSIS requirements for testing for Salmonella with the exception
~of'the following equivalent measure(s).

14




Salmorella samples are collected by the estabhshments and analyzed in pnvate
Iaboratones

Sdlmonella testing was properly conduof_ed in the slaughter establishments audited.
143 Species Veriﬁcatidn

Species. venﬁcatlon was being conducted in the establlshments audlted No non-
compliance was reported :

14.4 Supervisory Periodic Reviews

| Supervisory: perlodlc reviews of the cert;ﬁed estabhshments were bemg performed and
' documented as requared - -

145 Inspection System’ Controls

The CCA had controls in place for ante-mortem and post—mortem mspectlon ‘procedures
and dispositions; restricted product; security of inspection samples; disposition of dead,
dying, diseased or disabled animals; shipment security, including shipment between

* establishments; and prevention of commingling of product mtended for export to the
United States with product intended for the domesﬁc market.

i Croa‘aa does not 1mp0rt any hvestock or meat from other countnes for use in meat
products for export to the United States. :

Lastly, adequate controls were found to be in piaee for securlty items, shipment security,

and products entering the estabhshments from 0uts1de sources.

15, CLOSING MEETIN’G

: A closmg meeting was held on September 29 2009, with the CCA. At this meetmg, the

primary ﬁndmgs and conclusions from the audit were presented by the auditor.

~ The 'ICCA understood and accepted the ﬁndings:

: .:'O.te%erar'l,DVs/I .' %Wﬁyﬂ |

Senior Program Auditor

15




.16, ATTACHMENTS

" Individual Foreign Establishment Audit Forms

~ Foreign Country Response to Draft Final Audit Report -
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United States Department of Agriculturs
Food Safety and {nspection Service

Forelgn Establishment Audit Checklist

1. ESTASLISHMENT NAME AND LCCATION

3. ESTABLISHMENT NO.
T 10

4. NAME OF COUNTRY
Croatia

2, AUDIT DATE
PIK Vrbovee d. d. 62612009
Zagrebecka cesta 148
' 5. NAME OF AURDITOR(S)
Vrbovec 10340

Oto Urban, DVM

6. TYPE OF AUDIT

ON-SITE AUDIT D DOCUMENT AUDIT

Place an X in the Audit Results block to indicate noncompliance with requirements.- Use O if not applicable.

" Part A - Sanitaion Standard Operating Procedures {(SSOF) Audil Part D - Continved Audit
Basi Requirements " Resits Economic Sampling Resuls
7. Wiritten 35GP ' 33. Schaduied Sample
8. Records documenting implementation. 34. Species Testing
9, Signed and dated SSOP, by on-slte or overal authority, 35. Resldue o
Sanitation Standart_:i _Operaﬁ{tg Procedures (SSOP) Part E - Other Requirements
Ongoing Requirements :
10. Implementation of SSOP's, including monitoring of implementation. X 38. Export
11. Maintenanca and evaluation of the effeciveness of S50P's. 37. Import”
12. Cormctive action when the SSOP's have faied 1o prevent direct X
product corkamination or adutesation, 38, Establishment Grounds and Pest Control
13, Daly records document item 10, 11 and 12 above. | as. Establishment Construciion/Maintenance
" Part B - Hazard Analysis and Ciitical Control 40. “Light i
. Point (HACC| ms - Basic R '
{ P) Systems - Basic Requirements 43, Ventilation
14, Developed and implemented a written HACCP plan .
15, Cortents of the HACGP list the food safety hazards, ) 42, Plumbing and Sewage
) eritical contrel paints, critical limits, procedwres, cormachve actions.
16. Records documenting implementation and monitoring of the 43. Water Supply
HAGCP plan, . - -
44, Dressing Rooms/Lavatorics X
47. The HACCP plan [s shned and dated by tha responsible :
astablishment individual, 45, Equipmentand Utensils
Hazard Analysis and Critical Control Point - ‘
(HAGCP) Systems - Ongomg Reqmrements 46. Sanitary Operations X
18, Monjtoring of HAGCP plan. 47. Employes Hygiens .
19. Vedficaton and validation of HACCP plan. .
. 48, Gondemned Product Contral
20, Corective action written in HACGP plan. . . -
21. Resssessed adequacy of the HAGCP plan, Parf F - Inspection Requirements
22. Recards do;:urnenting: the written HACCP plan, monitoring-of the 49, Government Stafﬁll'lg
critical contol points, detes and times of specific event occumences.
Part C - Economic / Wholesomeness 50. Daily [nspestion Coverage
23. Labeling - Product Standards
. ‘1 '51. Enforcement X
24, Labdling - Net Weights
25, Genersl Labeling §2. Humane Handling
26, Fin. Prod Standards/Boneless (DefedstLlPork SkinsMDiS“:ﬂ'S] 53. Animal Kentification
Part D - Sampling T
Generic E COHTesting 54, Ante Mortem Inspection
27, WWritten Procedures 55. PostMortem Inspection

28, Sample Collsction’Anslysls

28. Records .

Salmonella Performance Standards - Basic Requirements

30, Comective Actions

Part & - Other Regulatory Oversight Requirements

. European Community Diectives

. Menthly Review

31, Reassassment

32. Vwritten Assurance

FSIS- 5000-6 (04/04/2002)




FSIS 5000-6(04/04/2002) ‘ Page 20f2 .

’ E;O. QObservation of the Establishment - - ; -~ Date: 6/26/2008 Est#: 10 (PIK Vrbovee d_ d. [S/P/CS]) {Vrbovee, Croatia)

10/12/51, 1 observed both an establishment employee and the inspector performing pre- operational sanitation inspection. 1 .
_performed & pre-operational inspection after the plant and the inspector, and observed a large opening (approximately 25 cm
long and 5-10 em wide) on a conveyor belt carrying edible product; neither the establishment employee nor the inspection
- service had noted this non-compliance. Additionally, several small cuts were observed on the other belt, which made belt -
difficult to clean. The inspection official took regulatory actions and required the establishment to remove the affected areas on
* the conveyer belts and replace them. I reviewed SSOP records for the previous 30 days and noted that no findings regarding
this non—comphance had been documented by either the establishment or the inspection officials, although daily inspection and
monthly supervisory reviews were performed by the Croatian Inspectlon Serwce {Regulatory reference(s): 9 CFR
§327 2(a)(2)(1)(D) 416.13,416.15, 416.17) (2)

B 10/51.1 observed both an establishment employee and the mspector petforming pre-operatlonal sanitation mspectlon I

..performed a pre-operational inspection after the plant and the inspector, and observed pisces of fat on the product contact
surface of a cutting table; neither the establishment employee nor the inspection service had noted this non-compliance.
Inspection officials ordered immediate corrective action. Ireviewed SSOP records for the previous 30 days and noted that some

_- similar findings had been documented by both the establishment and the mspection officials. [9 CFR §327 2(a)(2)(1)(D), 416.13,
416. 17] (1)

44/51 1 observed both an establishment employee and the inspector performing pre-operational sanifation inspection 1
performed a pre-operational inspection after the plant and the inspector, and observed that a re-usable towel was in place for use
at one hand washing facility in the processing room. Neither establishment personnel nor inspection officials had observed this
- non-compliance. Inspection officials ordered immediate corrective actions. I reviewed SSOP records for the previous 30 days
~ and rioted that ne findings regarding this non-compliance had been documented by sither the establishment or the inspection
. officials. [9 CFR §327.2(a)(2)({}(D), 416.17,-416.2(h)] ()

© - 46/5 1 During pre-operational sanifation, in the corner of the simall cutting room, the inspection official noted condensate on a

cooling unit above the product-flow area, The inspection official took immediate corrective action. I reviewed SSOP records

. for the previous 30 days and noted that no similar findings had been documented by elther the establishment or the inspection
“officials. [9 CFR §327. 2(a)(2)(x)(D), 416.17, 416.4@)1(0y

46/51 I observed both an establishment employee and the mspector performing pre-operational sanitation inspection. The

inspector observed product residues on the outside of a contafner il the cifting room; this had not been noted by the

establishment employee. The inspection ‘official ordered immediate corrective action. I reviewed SSOP records forthe

previous 30 days and noted that some similar findings had béen documented by both the estabhshment and the inspection’
- officials.. [% CFR §327. 2(&)(2)(1)(1)), 416.17, 416.4(0)] (O

61. NAME OF AUDITOR - | 62, AUDITOR SIGNATURE AND DATE
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1




United States Department of Agriculture

-Food Safety and Inspection Service

Foreign Establishment Audit Checklist :

%

ESTABLISHMENT NAME AND LOCATION

DANICA d.o.0o,
Delekovacka cesta 21

Koprivnica 48 000

2. AURIT DATE
Septem, 23, 09 139

3, ESTABLISHMENT NO.

4. NAME CF COUNTRY
Croatia

&, NAME OF AUDITOR(S)

Oto Utban, DVM

4. TYPE OF AUDIT

ON-SITEAUDFI: D DOCUMENT AUDIT

Place an X in the Audit Results block to indicate noncomp-liénce with requirements. Use O if not applicabls.

Part A - Sanitation Standard Operating Procedures (S30P) At Part D - Continued . Al
Basi: Requirements Results _ Economic Sampling | Reauls
7. Written S50P 33. Scheduled Sample
8. Reconds decumenting implpmsntation.- 3. Speébs Testing
9. Signed and dated SSOP, by on-site or ovesnl authority, a5, Resldue
_ Sanitation Standarc_i Operatpg Procedures (SS0F) Part E - Other Réquirsments
- Ongeing Requirements |
10, [mplementation of SSOP's, including monitoring of implementation. 35. Export
11, Maintenance and evaluation of the effecfveness of SSOP's. 37, Import
12. Corecfive action when the S50Ps have faled. to prevent direct X j . :
" poduct contamination or aduteration, 38. Establishment Grounds and Pest Control
13 Dg:{y records document tem 10, 11 and 12 above. X 39. Esiablishmeant Construciion/Maintenance
Part B - Hazard Analysis and Ciitical Control 40, Light ,
Po - i ‘
int (HACCP} Sy;tems Basic Requirements 41, Ventliation
14. Developed and implemented a written HACCP plan .
' 15, Contents of the HACCP list the food safety. hezards, 42. Plumbing and Sewage
criticd control paints, eritical [imits, procadwes, corective, actions. .
18. Records documenting implementation and monitoring of the ) 43. Water Supply
HACCP pian. : - K
44, Dressing Rooms/Lavateriss
17. The HACCP plan is stined and dated by the responsﬂale
establishment individual. 45, Equipmentand Utensis
Hazard Anzlysis and Critical Control Paint - :
{HACCP) Systems - Ongoing Requirements ' 46, Sanitary Operatlons
18. Monlorng of HACCP plan. . 47. Emgloyes Hygiens
19. Verificaton and vaidation of HAGCE glan.
48, Condemned Product Control
20, Carective action written in HAGCP plan. X — )
21. Resssessed adequaagy of the HACGP plan, Part F - Inspection Requirements S
22. Racords dosumenting: the wrilten HACCP plan, monitering of the - 49, Gevernment Staffing
crifical gontrol points, dates and times of specific event ocourrences.
Part C - Economfc!\ﬁholesomeness 50, Dally Inspection Coverage
23, labaling - Froduct Standards - -
&1, Enforcement X
T 24, Lﬂbailnl - Net Weights
25, BGenerdl Labehng 52, Humane Handling
26. Fin. Prod, Standaris/Boneless (Defacts/AGL/Pork Skina/Moisture) .~ | 53. Animal identHication
Part D - Sampling o o .
Generic E coli Testing 54. Ante Mortem Inspzction
27. Whitten Procedures ’ 55. Post Mortem Inspection
28, Sample Colgetion/Analysis : ——
Part G - Other Regulatory Oversight Requirements
28. Records . g tory g a '
Salmonalla Ferformance Standands - Basic Requirements _ 86. Europsan Comminity Dractives
30. Comective Actions 57, Maonthly Review
3. Reassessment 58,
a2, \wrkten Assurance ' 59.
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60. Observation of the Establishment = - : l Date; September 21,2009 Est #: 139 (DANICA d.o.0. [S/P)) {Koprivnica, Croatia)

12/13/51 Description of the non-compliance was missing in the daily SSOP records of the esteblishment. Establishment
officials indicate that corrective action was taken but what was the reason for corrective action is unknown. The auditor has
reviewed the Authorized Veterinary Inspector corrective action and found out that corrective action was required by the
Inspection Service but establishment officials have not complied with this request. The inspection and establishment officials
assured that immediate corrective actions would be taken. [Regulatory references 9 CFR §416.15 (b), §416 16{a) and
§416.17(b)] [Regulatory reference(s) 1

20/51.The HACCP plan did not address all pomts of the corrective action (3, and 4) This non-compliance was not noted by the
local inspection sérvice. The mspectmn officials assured that 1mmed1ate corrective actlons would be taken [9 CFR §417.3 (a)
_and §417. 8] :

81, NAME OF AUDITOR |62, AUDITOR SIGNATURE AND DATE . . _
Ot Utban, DV : (e Mo 3-4-20])p




United States Department of Agriculture
Food Safety and Inspection Service

Fore|gn Establishment Audit Checkllst

1, ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3 ESTABLISHMENT NO. 4. NAME OF COUNTRY
Gavrilovic d.o.0. 9/22/2009. ©399 Croatia
Gavrilovicev trg 1 o ) " [ 5. NAME OF AUDITOR(S) 6. TYPE OF AUDIT
Petrinja, Hrvatska Oto Urban, DVM ' ON-SITE AUDIT D DOCUMENT AUDIT
Place an X in the Audit Results block to indicate noncempliance with requirements. ‘Use O if not applicable,
Pan‘. A - Sanitafion Standard Operating Procedures (SSOP) Al Part D - Conthued At
Bask Requirsments : Results : Economic Sampling || Resdls
7. Written SS0P . 33, Scheduled Sample
8. Records documentng implementation. R { 34. Specks Testing _ ’ : _ s}
9. Sigred and dafed SSOP, by on-site or ovesll authorily. A . 35. Rssidue- 0
Sanitation Standard Operafing Procedures (SSOP) Part E - Other Requirements
. Ongoing Requireiments _ 1
10, Implementation of SSOP's, including menitoring of implementation. X 38, Export :
11., Maintenance and evaluation of the effectiveness of SSOP's, 37. Impori
i 12. Corective action when the SSOPs have faled to prevent direct b : .
i product contaminaticn or adukeration. _ | 38 E#abhshment Greunds and Pest Controll
' 13. Daly records document item 10, 11 and 12 above. e 39, Establishrient C;)nsirucﬁoniMaintenance . X
Part B - Hazard Analysis and Critical Cantrol ' o 40, Light

Point {(HACGCP) Systems - Basic Requirements
14. Developed and Implemented a written HAGGP plan .

15, Gontents of the HAGCP list the food safely hazards, . ’ 42, Plumbing and Sewage
criticd control pdnts, critical limits, procedwes, correcive actions.

41. Ventilation -

16. Records documanting impiementation and monitoring of the 43, Water Suprly
HACCP plan. B
44. Dressing Rooms/Lavatories
17. The HACCP plan is signed and dated by the responsible )
establishmant individual. 45, Equipmentand Utensils
Hazard Analysk and Critlcal Confrol Point | -
{HACCP) Systems - Cngoing Requirements : 46. Sanitary Operafions

18, Menitoring of HACCP plan. 47. Emgloyes Hygiene

19. Verification and vabdation of HACCP plan.

48, Cendemned Product Control

20, Ccrreative action wrlttg: in HACGP plén.

21, Resssessed adequacy of the HAGCP plan, . : Part F -"Inspection Requirements
22. Records documenting: the wiitten HACCP plan, monitoring of the 49, Govemnmant Staffing
critical contro! paints, dates and tines of spesific event occumences. y

) PartC - Economic / Wholesometiess : : 50, Daiiy Inspection Coverage
23. Labeling « Produet Sfandards

51. Enforcement

24, Labeling - Net Welghts

25. General Lebeling 52. Humane Handling

26, Fin. Prod. Standards/Boneless (Defects/AQL/Pock SkinsiMolsture} 53, Animal identification - B ‘ )

Part D -Sampling ' . _ ' : 5
Generic E, coli Tosting - 54. AntsMortem Inspection : .

27. Wltten Procedures ‘ 0 55. Post Mortem Inspection . 0

28, Sample ColctlonfAnalysis 0 i

29, Records o Part G - Other Regulatory Oversight Requirements -

Salmonelfa Performance Standards - Basic Requirements 56. European C"m"“_‘“"y Dectives - .

30, Gorrectlve Actlons o - s 0 57. Monthly Review

11. Reassessmant . ' 0 88,

32, Writen Assurance "0 s
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60. Observation of the Establishment . ' Date: 92215009 Bst #: 399 (Gavrilovic d.0.o. [P]) (Petrinja, Croatia)

10/51  Several areas of the processing department were observed with non-compliance during the pre-operational sanitation.
The Mortadella processing machine had two pieces of fat on the surface of food contact area, a product processing table was

- observed with grease on the product contact area and the can washing machine was observed with the remains of cleaning

* compound also en the product contact area. The Official Veterinarian took proper corrective action and all non-compliant areas
and equipment were cleaned before the start of operation. The auditor checked periodic supervisory reports of government
inspectors and noticed that ftiese type of non-compliances were noted by the inspection service 9 CFR 416.13 (c).

.39/51  Floor tiles in thé shipping area are in need to be repair. Several tiles were observed broken or partially not present.
" This deficiency was not reported by the inspection service. Proper corrective action was scheduled by the ingpection service 9
CFR 416. 2 (b)(2). ' . ' ‘

* &1. NAME OF AUDITOR . 62. AUDITOR SIGNATURE AND DATE

Oto Urban, DVM | ﬁj_&,—, . 2ty - Z)O
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