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1. SUMMARY 

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, three 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 

Animal Disease Controls 

1.3 Summary Comments for the Current Audit 

The results of this audit reflected an increase in the number of audit findings regarding 
Sanitation Standard Operating Procedures (SSOPs) and Sanitation Performance 
Standards (SPS), compared previous audit. Although some aspects of FSIS requirements 
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 
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! non-compliances reported during the previous audit were determined to have been 

i addressed and corrected in all establishments involved. 

I 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 fiom the CCA, 
the Ministry of Agriculture, Fisheries, and Rural Development (MAFRD) andor 
representatives from the county and local inspection offices. 

) 

j 3; OBJECTIVE OF THE AUDIT 

This was a routine audit. The objective of the audit wasto 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 audit was conducted infour 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 inspection 
headquarters or county offices. The third part involved on-site visits to two 
slaughter/processing establishments and one meat~proce~sin~ 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 &d operation of Hazard Analysis andcritical Control Points 
(HACCP) programs and a testing program for generic E, coli (E coli), (4) residue 
controls, and (5) enforcement controls, including a testing program for Salmor@lla 
species (Salmonella). Croatia's inspection system was assessed by evaluating thesefive 
risk areas. 
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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 canied out by Croatia and determined if 
establishment and inspection system controls were in place to ensure the production of 
meat products that are safe, unadulterated, and properly labeled. 

At the opening meeting, 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 s u p e ~ s o r y  visits to 
certified establishments, humane handling andslaughter 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 requirementsfor HACCP, SSOPs, and testing 
for E. coli and Salmonella. 

Equivalence determinations are those that have been made by FSIS for Croatia under 
vrovisions of the Sanitarv/Phytosanitaw A~reement. One alternative procedure has been - - - - 
determined by FSIS to be equivalent for Croatia: Samples for testingfor Salmonella are 
collected by establishment personnel 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: 

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

The Federal Meat Inspection Regulations (9 CFR, Parts 301 to end), which include 
the Pathogen Reduction/HACCP regulations. 

6. SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on the FSIS website at the following address: 
http://www.fsis.usda.gov/Regulations~&~Policies~oreign~Audit~Repo~/index.asp~ 

. . 

The last t& 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 
establishment 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 Critical Control Point (CCP), some temperature monitoring 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, rum metal was observed on an overhead structure at 
the entrance door. 

.* In a raw-product unwrapping room, heavy condensate was observed on ceilings and 
overhead pipes. . . 

In a processing room, a metal table used for holding processing supplies had a 
buildup product residue, meat nieces were observed in the oven-ended frame of a 
table, and a piece of paich and rough welding were observed on a conveyer 
belt. 
In the processing room, liquid was observed dripping on grinding 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 JuneJJuly 2008 
FSIS audit. 

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

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 inspection in a cooling chamber, heavily-beaded 
condensate was observed dripping onto exposed carcasses. 
Water was splashing onto overhead structures and dripping back onto the carcass at 
the final carcass wash station. 
In the dry storage room, paper towels were stacked against 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 which step in the slaughter process the 
carcasses might become contaminated by milk. 
The sequence required for the sponge-sampling of swine carcass for generic E 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 Veterinmy 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 



Inspection Sector (VIS) with159 employees,. a sector f& Border Veterinary Inspection 
and ~ntehational Trade with 62 employees, anda 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, laboratory diagnosis 
and food control testing; i.e., the Croatian Veterinary Institute, the Faculty of Veterinary 
Medicine at the University of Zagreb, thecenter for Reproduction in Livestock Breeding, 
and the Veterinary Chamber. 

-The VIS has 7 State Veterinary Offices: Bjelovar, Osijek, Rijeka, Split, Varazdin, and" 
theheadauarters office in Zagreb. These State veterinary Offices have 65 branch offices; 

. . three of the branch offices (with headquarters iii ~jelov& a ~ d  zagreb) are in charge of all 
US-eligible establishments. The responsibilities of the State Veterinary ~nspectors 
include: 

' ' 1. the activities of official veterinarians . . 

2. t'he activities of authorized veterinarians 
3. the activities of control bodies . .  . . . 

4. performingofficial controls of establishments for slaughter of animals, 
processing, and treatment and storage of products of animal origin 

5. performing official controls of establis.hments for residues of harmful substances 
in animals and products ofanimal origin intended for human consumption 

6. performing official controls of the activities of diagnostic and analytical 
laboratories .. 

7. performing official controls by collecting samples of diagnostic material for 
labora te  tests for the purpose of checking animal he&, sanitary safety of 

. ' productsof animal origin, and animal feed . . 

.. . 

. . 
There was a change in the organizational structure in ~ u ~ u s t  2009: The position of an 
'Official Veterinarian (OV) was created. The OVs are responsible for overall 
establishment oversight a~d.supervisiop bf Authorized veterinarians (AVs). . AVs are 
responsible for the oversight of the daily operations (ante-and post-mortem inspection, 
SSOPS, HACCP microbiology Ad residue testing).-Both OVs and AVS are 

. . under the supervision of a State Veterinary Inspector(SVI), whoreports to the Headof 
', . .: the Veterinary Inspection~ector. 

. .  . . 
,s . . 

7.1.1 CCA Control Systems 

. . A Program for Inspection Activitiei is issued each year by the Veterinary Directorate ' . ' 

with a minimum frequency proscribed for the various inspection activities in the field. 
. ' There can be rio part-time government employees, ahd fullwtime government employees 

. . . . 
. , 

cannot pkrform private, establishment-paid tasks, thereby avoiding a possibility of 
: . . 

conflict-of-interest. 
. . The inspection officials assigned to the US-eligible establishments are employed by 

. .. 
Private Veterinary Organizations (PVOs). The PVOs are contractors of the Ministry of 

. Agriculture, Fisheries andRural Development for the period of 5 years. . .  . 
. . . . 

Final authorization for the Authorized Veterinarians in US-eligible establishments comes . . 
from .the veterinary Inspection Directorate, MAFRD. ~ 0 f f i c i a l  Veterinarians are 1 , , , employees of the Miistry of Agriculture, Fisherie: and Rurai Development. , , 

. . . . 



1 '  AVs are paid by the PVOs. The PVOs collect salaries for the AVsassigned to US- 

I .' 
eligible establishments from theMAFRD. The OVsare paid directly by the MAFRD. . . 

i 7.1.2 Ultimate Control and Supervision 
. , 

i   he O V ~  are responsible for overall establishment oversight and supervision of AVs, and .. 

are employees ofMAFRD.   he above structure is described in the~eterinary Law 
. . (Official Gazette No. 4112007). All of the AVs at the first level of inspection are 

approved directly by the MAFRD. All of the AVs.at the inspection level &e hired by the . . 
. . 

private veterinary organizations acting as private limited liability companies q d e r  
contract and by authorization of the MAFRD. f i e  program for each year allows for. ' . . 

. . . additional inspection control as needed. . . 

. . 7.1 ;3. ' Assignment of Competent, Qualified Inspectors ': : , . 
. . .  . . 
. . 

. , . . : ' TheVID is rcspon&ible for the official supervisionofthe US-eligible establishments A d  
. has 227 employees and threcsectors: . . 

. . 
. 1. Veterinary Inspection ~ e c t o r ( V I ~ )  with 159 employees; . . 

2. Sector for Border Veterinary Inspection and International Trade with62 
. . 

employees 
3.. Department for Legal Acts and Financing of Official Controls with 4 employees . . 

. . The  rest of the 965 Approved Veterinary Inspectors are employed in various positions in 
animal health; public health; meat, poultryand milk inspection, and at the various 

. .  . . . laboratory 'facilities. 

. . 
' . 7.1 ;4 Authority and Responsibility to Enforce the Laws 

. ' . : T h e  AVI is a veterinarian authorized to those tasks of the CCA idministrarion 

. . . which havebeen 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 . . . 

': . . GazetteNo. 4612007) also provides some of the necessary .guidance. This Food Act 
. . . . brings clearer defin'ition'of the &sponsibilities of both veterinary and sanitary inspection 

, . .  in terms of officialcontrols of foods of animal origin. 
. . . . 

. . 
. . . 7.1 ;5 ' ~ d e ~ u a t e  ~ ~ n i s t r a t i " e  and Tec,hical Support 

: ' The MAFRD has adequate administrative and technical support and has the ability to ' . 

. . support a third party audit; 
. . 

. . , - ' 7.2 Headquarters Audit 

. . 
The auditor conducted a review of inspiction system documents at CCA headquarters in 

. . 
Zagreb. The records review focused primarily on food safety hgards and included the ; 
followirig: . . . . .. . . . 

. . . . 

Internal review reports . . .  
. '* Supervisory visits to establishments that were, certified .. to . export . to the United States 

. . 



Training records for inspectors and laboratory personnel 
* Label approval records such as generic labels and animal raising claims 

New laws and implementation documents such as regulations, notices, directives and 
guidelines 
Sampling &d laboratory analyses for residues 
Sampling and laboratory analyses for microbiology 
Sanitation, slaughter ~d processing inspection procedures and standards 

. Control of productsfrom livestock with conditions such as tuberculosis, cysticercosis, 
etc., and of inedible andcondemned 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 cerfified to export product to the 
United States 

No concerns arose as a 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 documents at the County office in 
Koprivnica with the County Veterinary Inspector/Supervisor and also in the inspection 
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 
processing 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 L~UDITS 

The Croatian Veterinary Institute-Zagreb Laboratory for Residue was audited, and the 
laboratory officials' performance was assessed regarding procedures and standards which 
are equivalent to U.S. requirements. Assessment of the residue laboratory focused on 
sample receipt, timely analysis, analytical methodologies, recording and reporting 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 laboratories are used to test U.S. samples, the auditor 



evaluates compliance with the criteria established for the use of private laboratories under 
the FSIS Pathogen ReductionNACCP requirements. 

The following government-owned and -operated microbiology laboratory was audited: 

Croatian Veterinary Institute-Zagreb Laboratory for Food Microbiology, located in 
Zagreb. 

No concerns arose as a result of this audit. 

10. SANITATION CONTROLS 
. . 

As stated earlier, 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 Controls. 

Based on the on-site audits of the three establishments, and except as noted below, 
Croatia'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 hygiene practices, and good product 
handling and storage practices. 

In addition, Croatia's inspection system had controls 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 FSlS regulatory requirements, with the following 
areas of non-compliance: 

During pre-operational sanitation inspection in one establishment,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 inspection in one establishment, fat pieces on the 
product contact surface of a cutting table were observed. 
During the pre-operational sanitation inspection in one establishment, 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-complian~es were missing 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. 



. . 

10.2 Sanitation Performance Standards 

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

Duringpre-operational sanitation inspection in one establishment, it was observed 
that re-usable towel, not paper towel was used at one hand washing facility. 
During pre-operational sanitation inspection in the cutting room of one establishment, 
product residues on the outside of a non-product contact surface of a container were 

observed. . During pre-operational sanitation inspection in the cutting room of one establishment, 
condensate was observed on a cooling unit over a product-flow area was (product 
affected). 
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 with public health significance since the 
last FSIS audit. 

i j 1 
i 12. SLAUGHTERPROCES SING CONTROLS 1 1  
i 1 j 

The third of the five risk areas that the FSIS 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 processing 
establishments. 

12.1 Humane Handling and Slaughter 

NO deficiencies were reported regarding humane handling and slaughter. 

i 
I 12.2 HACCP Implementation 
I i 

All establishments approved to export meat products to the United States are required to 
I 

have developed and adequately implemented HACCP programs. Each of these programs I 
I 

was evaluated according to regulatory requirements. The following non-compliance was ! 
i reported: I 
I 8 
i 1 

. . 



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 requirements for E. coli testing. 

The two slaughter/processing establishments audited were required to meet the basic 
FSIS regulatory requirements for generic E, coli testing. 

12.4 Testing for Liste~ia 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 fourth of the five risk areas 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 national residue 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 establishments audited. 

The specific non-compliances reported are noted in the attached individual establishment 
review 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 Salmonella 

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



i .; 

I . . 
. . 

. . 
. , . ~almorrella samples are collected by the establishments and analyzed in private 

. .. . . 
. . . . laboratories. 

Salmonella testing was properly conducted in the slaughter establishments audited.' 
. . 

14.3 Species Verification 
.. . 

Speciesverification was being conducted in the establishments audited. No non- 
compliance was reported; 

14.4 ~u~ervisory Periodic Reviews 

Supervisory periodic reviews of the certified establishmentswere being ~e r fomed  and 
documented as required. I 

i 14.5 1nspectio.n System' Controls 
i . . . . 
i 
I 
j . . 

The CCA had controlsin place for ante-mortem and post-mortem i'nsPectionproce'dures I 
; 
I ' and dispositions; restricted product; security of inspection samples; disposition of dead, . ' 

dying, diseased or disabled anima1s;shipment security,includig shipment between. : 
. . . . 

establishments; and prevention df commingling of product intended for export to the 
. . 

United States with product intended for the domestic market. . . 

Croatiadoes not import any livestock or meat from other countries for use in meat 
. , . ' products for export to the United States. 

. , . . 
. . 

. . 
. . , Lastly, adequate controls were found to. be place for security items, shipment security; " 

. . .  - . and products entering the establishments from outside sources: 

. . A closing meeting was held on ~ e ~ t e m b e r  29,2009, with the CCA. At this meeting, the 
' . primary findings and conclusions from the audit were presented by the auditor. 

. .  . . . 
. . .  . . 

. .  : 
. 

, TheCCA understood and accepted the findings: i . . 
I . . . . .. . . 

j : . . .. ' '  : 

. . 

Oto Urban, DVM , 
Senior Program ~ u d i t o r  . . . . 
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Vrbovec 10 340 

20. CoirecUvsactlon writtm In HACCP plan. 

21. Reaprearedadequscyd the HPCCP plan. 

4. NAME OF COUNTRY 

Croatia 
1. ESTPBLISHM~T NAMEAND LCCATION 

PlKVrbovec d. d. 

Oto Urban, DVM 

13. ~ a i y  re3ord~ document item 10. 11 and 12above. 

I Pa r t  F - I n s p e c t a n  Requi rements 

Place an X in the Audit Results block to indicate noncompliance with requirements. Use 0 if not  applicable. 

pmduct cor%aminatim or aduteraiion. 

2 2  Recordi dommcntina h e  wntbn HACCP plan. 49 novernment staffino 

Zagrebackacesta 148 

2. AUDIT DATE 3. ESTABLISHMENTNO. 

39. Ertablirhment ConstructionlMaintenance 

~.. ~-~ ~ .~- ~ 

criticalconaoi dstcs and t i e s  rf sbaifieevent a&rren;as. 

Part C -Economic I ~ o l e s o r n e n e s s  50. ~ a r l y  lnspectim Coverage 

23. Labeling : Raduct Standards 
X 

6. NAMEOF AUDITOR(S) I 8. TYPE OF AUDIT 

'6i26n009 

i 

I 0  

i 
! 
! 

i 
! 
i 
i 
I 
I 

X ! 

Part B - Hazard A n a l y s i s a n d  Critical Control 40. Light, 

P o i n t  (HACCP) S y s t e m s -  Bas ic  Requirements 
41. Ventilation 

17.  ha H A C C P P I ~  is send and d i e d  by theresponsmle j 
establkhment indivaual. 45. Equipmentaod Utensils - 

Hazard Ana lys i s  and Crit ical?ontrol Point 
(HACCP) Systems - O n g o i n g  Requi rements 46. s a n i t h  Operations 

, . 18. Monitoring ot WCCP pian. 47. Employee Hygiene. i 
19. Vemlcasn and vaidation of HACCP plan. 

48. Condemned Product Conlroi 

14. Developed and impiementeu swrittm HACCPplan . - 
15. Conentsaf the HACCP llotthefmd safety hzsrda. 

uiticzl conbol pints, critical limits, pocedues, mrrsdtive gdions. 

1s. Records documenting impbmentatien and mmitaring of the 
HACCP plan. 

24. Labding - Nd M g h k  

I 52. Humane Handling 
25. Generel Labeling 

27 whiten Procedures I 1 55. post ~ortem inspection I 

42. Plumbing and Sewage 

43. w a t s  Supply 

44. Drerslng Rmmrllavatoiies 

i6. Fin. Pmd StandadslBaneleP ( D ~ R ~ S I A Q U P ~ ~  SkinslMoisture) 

Part D - S a m p l i n g  

Generic E. coliTesting 

53: Animal Identification 

54. AnteMoltm lnrpction 

28. Sample Cg!sctia~Analysls -- Part G - Other Regu la to ry  Overs igh t  Requi rements 
28. Records 

56. E u m p n  Community Dkectivea . Salmonel la  Per formance Standards . Bas icRequ i l e rnen ts  - 
. .. 

30. C~mCtiVeActlona 

31. Ree5sesment 58. I 

. 
0 

- 

32. wilten Arsurence 58. 

. . 
FSIS- 50M.6 (04~412002)' . , 



FSlS 5000-6 (04/04/2002) Page 2 of 2 -- 
' ' ' 60. Observation of the Establishment . . Date: 612612008 Est #: 10 (PIK Vrbovec d. d. [SIPICS]) (~rbovec,'~roatia) 

10/12,5l. 1 observed both an establishmenr employee and the inspector performing pre-operdional sanitation inspection. I 
oerformcd a nrc-ooerational insoection after the olant and the iniwector. and observed a l a r ~ c  opening (approxunatcly 25 cm . . . . . .  . . 
long and 5-10 cm wide) on a conveyor belt car&ig edible neither the establishment employee nor the inspection 

, . . service had noted this non-compliance. ~dditi6nally, several small cuts were observed on the other belt, which made belt . . .  
difficult to clean. The inspection offioial 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-compliance had been documented by either the establishment or the inspection officials, although daily inspection and 
monthly supervisory reviews were performed by the Croatian Inspection Service. wegulatory reference(s): 9 CFR 

.' §327.2(a)(2)(i)(D), 416.13,416.15,416.17] (2) 

10151.1 observed both an establishment employee and the inspector performing pre-operational sanitation inspection. I 
. "  . : p e r f k e d  apre-operational inspection affer the plant and the inspector, and observed pieces of fat on the product contact 

. surface of a cutting table; neither the establishmentemployee nor the inspection service had noted this non-compliance. 
Inspection officials ordered immediate corrective action. 1 reviewed SSOP records for the previous 30 days and noted that some 

. . similar fmdings had been documented by both the establishment and the inspection officials. [9 CFR $327.2(a)(2)(i)(D), 416.13, 
' 416.171 (1) 

. , 
4415 1. I observed both an establishment employee and the inspector performing pre-operational sanitation inspection. I 
performed a pre-operational inspection after the plant and the inspector, and observedthat 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 noted fhat no findings regarding this non-compliance had been documented by either the establishment or the inspection 

officials. [9 CFR $327,2(a)(2)(i)(D), 416.17,416.2(h)] (0) 

46/51. During pre-operational sanitation, in the comer of the small 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 fmd'ings had been documented by either the establishment or the inspection 
officials. [9 CFR 5327.2(a)(Z)(i)@), 416.17,416.4(a)] (0) 

Sh/S I .  I obscrvcd both an esmblishm:nt zrnployee and [he inspector periorming prc-operational . . . . .  - . sanit~lion - - ....................... inspcctioo. The 
inspector obscrvcd product rcsiducs on the outsidc ofa  contai?ZFiiihcGfilii~7oom; this had nor been noted by the 
establishment employee. The inspection official ordered immediate corrective action. I reviewed SSOP records for the 
previous 30 days and noted that some similar fmdings had been documented by both the establishment and the inspection 
officials. [9 CFR§327,2(a)(Z)(i)(D), 416.17,416.4(a)] (0) 

61. NAMEOF AUDITOR 
Oto Urban, DVM 3 - 4- - 20/0 ' ' 

. . 



United States Department of Agriwilure 
Faad Safety and lnspedion Serv~ce 

~oreign Establishment Audit Checklist. . 

- 
8. Records documenting impl?msntatfon. 34. Spec& Testing 

9. Sisned and dded SSOP, by m-site or ovarail authority. 35. Residue 

Sanitation Standard Operating Procedures(SS0P) p a i ~  -0therRiquirarnents 
Ongohg Requirements 

- 
4. NAME OF COUNTRY 

Croatia 

6. TYPE OF AUDIT 

 ONS SITE AUDIT DOCUMENT AUDIT 

13. Diuiy reardr document Item 10. I 1  and 12above. X 39. Eriablkhment ConrtructionlMeintenance 
. . 

40. Light Part 6- Hazard Analysisand Ctitical Control 
Point (HACCP) Systems- Basic Requirements 

41. Ventilation 

3. ESTABLISHMENT NO. 

139 

1. ESTPBLISHMENT NAMEAND LEATION 

DANICA d.o.0. 

-- 10. implemsntatbnoi SSOP'S, includ'np monitomg of implementetion. 

11. Maintenanceand evaiuational the ellecUveness af SSOP's. 

12. Conectiveaction when the SSOPs have faledto prevent direct 
pmduct mntaminatim or adulteralion. 

14. Developed and h p l c ~ a n t a d  a w i i t m  HACCPpien . -- 
is .  Cortentsof theHACCPlirtthe f&d safety hsrards. 

Critics conb.ol punts, critical Ilmils, pmcedues. mrmc%ve.adion% 

I 

2. AUDITDATE . 
Septm. 23,09 

Place an X in the Audit Results.biock to indicate noncompliance with requirements. Use 0 if not  applicable. 

36. Export 

37. Import 

38. Establlshp<nt Grounds and Pest Control 

Generic E coliTesting 54 AnteMortem lnrpct ion 

27. Wrinsn PlocEduns 

28. Sample CoibctionlAnaiysis -- 
29. Records 

DelekovackacestaZI 

Koprivnics48000 ' 

Part A .Sanitation Standard Opwt ing  Rocedures (SSOP) Part D - Contmued 
Basic Requirements Economic Sampling 

- 

- -- 

~ 

32. Wrbten Assurance 

5. NAMEOF AUDITOR(S) 

Oto Urban, D W  

Avjil 
Resilts 

42. Plumbing and Sewage 

- 

59. 

7. Written SSOP I 33. Scheduled Sample 1 

43. w a t s  Supply 
. . 

44.  Dreslng ~mmrlLavatorier' 

45. Equipment and Utensils 

16. RB0oid6 dpoumenting lmpbm8mentatlon and mnitorlng d the 
HACCP plan. 

17. The HACCPpian it JBned and dated by theresponsible 
establishmenlindiv3ual. 

55. ~ o s t ~ o r t e m  lns~ectlon 

Part G - Other Regulatory OversightRequimments 

56. EumpanC0mm"nity Dkedlver 
Salmonella R r f o m n c e  Standalds - Basic Requi~ments 

57. Mmlhly Review 30. ComctiveA~tions 

31. Reassessmenl 58. 

FSiS- SOLO-6 (04/0412002) 

--- 

0 

Hasrd Analyss and Critical Control Point 
(HACCP) Systems .Ongoing Requirements 46. sani t i iy~peratbns 

18. Monimring of WCCP plan. -- 
19. VeificaSon and vaidatfon of HACCP plan. 

20. Camctiveaction wn'ttm in HACCP p n .  

21. Reessessed sdequacy of the HACCPplan. -- 
22. Reco& docummting: h a  written HACCPpian, kn i to r iw  of the 

ciiloaiconeol points, dates and t h e s  d specific evert occurremas. 

X 

. 
47. Employee Hygiene 

48. CondemnedPmdust Contrd 

Part F- Inspection Requirements 

49. Government Staffing 

X 
- 

Part C - Economfc IMoiesomeness so. D ~ I I ~  lnspeotim coverage 

23. Labeling - Roduct Standards 

24, Labaing - Net Weights 

25. Geneal Labeling 

26. Fin. Prod StsndardsiBonsless (DeledslAQUPcrk SkbslMoisture) 

51. Enforcement 
. . 

52. Humana Handling - 
53. Animal Idantifitation 
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60. Observation of the Establishment Date: SephmberZL, 2009 Est #: 139 (DANICA d a o .  [SP]) (Koprivnica, Croatia) 

12/13/51 Description of the non-compliance was missing in the daily SSOP records of the establishment. Establishment 
officials indicate that corrective action was taken but what was the reason for corrective action is unknown. The auditor has 
reviewed rhe Authorized Veterinary Inspector corrective action and found our that correcrive actloll was required by the 
Inspection Servicc but csteblishmcnt officials have not complied with this request. The insp-ction and establishmenr 0ff.cids 
assured rhat immediate correcrivc actions would be taken. [Regulatory references. 9 CFR $4 16.15 (b), 54 16. l h(a) and 
§416.17@)] [Regulatory reference(s):] 

2015 1 The HACCP plan did not address all points of the corrective action (3, and 4). This non-compliance was not noted by the 
local inspection servlce. The inspection officials assured that immediate corrective actions would be taken [9 CFR 5417.3 (a) 
and $417.81 

I 
I 
I 
! I 
j 
i 

. . . . . . 
............................ 

i 
I 

.. ... . . 

61. NAMEOF AUDITOR 
om Urban, DVM 

62. AUDITOR SIGNATURE AND DATE &+ 3.-4-:za10 
. .. . . .  

. . 



! 
United.States Department of Agriculture 

Food Safety and Inspection Serwce 1 
i 

Foreign ~stablishment~udit Checklist I 
1. ESTASLISHMB(T NAMEAND LCCATION 2. AUDITDATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY 

Gavrilovic d.o.0. 9/22/2009 ,399 C r o a t i a  I i 
Gavrilovicev hg 1 5. NAMEOF AUDITOR(S) 6. TYPE OFAUDIT 1 
Pehinja, Hrvatska Oto Urban, DVM i 

i 
Place an X in the Audit Results block t o  indicate noncompliance with requirements. Use 0 if not applicable. i 

Part A -Sanitation Standard Operating Rocedures (iS.0~) . MI Part D- Contimued ~ m t  
Bask Requbments ~srvltr Economic Sampling R - U I ~ ~  

.- 
7. Written SSOP 33. Scheduled Sample i 

. . i 
8. Records documentilg implemenlalbn. 34. Specks Testing 0 I 

0 9. Signed and daed SSOP, by m r i t e  or oveiall authorily. 35. Residue 

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirements 

i 
. . 

10. Im~lementatimaf SSOPs. lncludiio monitama orlmdementation. X / 36. Export 
I 
i - .  - 

11.. Maintensncesnd evaluationof theeffectiveness of SSOPI. 37. Impad j 
12. Com6veaction when the SSOPs have faled to prevent direct 

pnduct commination or aduteration. 38. Estabiishmknl Gramds and Pest Contml 

13. Ddly records document item 10. 11 and 12above. 39. Ertabilshment ConstructianiMaintenance I X 
I 
I 

Part B -Hazard. Analysisand CritiealControl 40. Light 

Point (HACCP) Systems- Basic Requiments 
14. Developed end Implemented s wrlttm HACCPplan . ' 

v- 

15. Correntsof IheHACCP list the fmd safety hmardt. 
uiticd conk01 ppa'nts, critiral limits, posedlues, mrrecUve ad ion^. 

16. Records documenting lmpbmentatlon and monitoring d the 
HACCP plan. - 

17. The HACCP plan is sensd and daed by thsresponaibie 
sstablishmentindivflual. - 

20. Colrectiveaction w r l t t ~  in HACCP plin. 

21. R B ~ S S ~ S S ~ ~  adequacy of ihe H%CP plan. 
-- 

22. Recoffi dooummting: be written HACCP plan. manitorlw of the 
critical conkoi mints dass and t h e  d s~eclllceveni ocarrremes~ 

Part F;lnspectbn Requirements 

49. Government Staffing 

Hazard Analysis and CritlcalConfrol Point ,- 

(HACCP) Systems -Ongoing Requir&ments 46. sanitary Operations -- 
18. Monitoring of HACCP plan. . . 

47. Employee Hygiene - 
19. Veriflcalon and valdation ofHACCP plan. 

48. Condemned Pmdoct Contml 

41. Ventilation - 
42. Plumbingand Sewage 

43. WatsSupply -. -- 
44. Dressillg RmmsILamtorias 

45. Equipmentand utinsils 

X 
-- 
0 

-- 
0 

0 

o 

. . , ~~~~ ~~~~- ~ ~~~ 

~ 

PartC -Economic/ Wholesomeness 50. Daily Innpestim Coverage 

-- 
- 

23. Labeling - Rodud Standards 

24. Labding - Net Webhts 

25. General Labeling 

26. Fin. Prod. StandadslBoneleo (DefedrlAQUPmk Sklnsfioisture) 

Part D -Sampling 
Generic E ColiTesting - 

27. Written Pmcedureg 

28. Sample ColbctianlAn~lyris 
-- 

29. Records 

. 

.- 

56. European ~ a m m k i t y  Dtectlves 0 Sarmonelia Performance Standads - BasicRequisrnents 

30. coimotlveActbns 

51. Enforcement 
-. - 
52. Humane Handling 

53; Animal Identification 

0 
Part G - Other Regulatoy We~sightRequfrements . . 

54. AnteMortem Inspection 

d 
0 

55. ~ o s t ~ o r t a n  inspection 
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60. Observation of the Establishment Dare: 9,2212009 Est #: 399 (Gavrilavic d.0.o. [PI) (Petrinja, Croatia) 

10151 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 on the product contact area. The Official Veterinarian took proper corrective action and all non-compliant areas 
and equipmen! were cleaned before the stnn of operation. The a~ditor checked periodic supervisory reporrs of govcmmcnl 
insp:crors and noticed that these type of non-complhws wcre aotcd by (hs inspectior. hervice 9 CFll416.13 (:). 

39/51 Floor'tiles in the shipping area are in need to be repair. Severaltiles were observed broken or partially not present. 
This deficiency was not reported by the inspection service., Proper corrective action was scheduled by the inspection service 9 
CFR416.2@)(2). 

, . . . 
. . 

GI.NAME OF AUDITOR 
Oto Urban. DVM 

7- 


	Transmittal Letter
	Audit \Report
	Audit Checklists

