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The audit took place in Croatia from hlarch 4 through March 19. 2004. 

An opening meeting mas held on March 4. 2004. in Zagreb. Croatia uith the Central 
Competent Authorit) (CCA). At this meeting, the auditor confirmed the objective and 
scope of the audit. the auditor's itinerary. and requested additional information needed to 
complete the audit of Croatia's meat inspection sq stem. 

The auditor was accompanied during the entire audit by representatives from the CCA. 
the Ministry of Agriculture. Forestry and Water ,Management Veterinarj Administration 
(MAFVMVA) and/or representatives from the county and local inspection offices. 

2. OBJECTIVE OF THE AUDIT 

'This audit was a routine annual audit. The objective of the 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, four establishment level inspection offices, three 
laboratories performing analytical testing on United States-destined product. two 
slaughter and processing establishments, and two meat processing establishments. 

1 Competent Authority Visits 1 / Comments 1 
I I I 

Competent Authority II Central 1 

/ Laboratories 13  1 
r ~ e a tSlaughter and Processing Establishments j 2 

Meat Processing Establishments 12  

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits with CCA 
officials 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 regional offices. The third part involved on-site visits to four 
establishments: two slaughter and processing establishments and two processing 

goveTT"-Iient la"uoratories and onee s ~ a l o ~ ; s ~ - u ~ i e I i ~ s ~  The f"-ui91i iiivolt-ed i-isi& to t-&-~ 
private laboratory. Both the Croatian Veterinary Institute Regional Laboratory at 
Kriievci and the Central Physical and Chemical Laboratory of Podravka along with the 
Microbiological Section of the Laboratory of Podravka were conducting analyses of field 
samples for the presence of generic Escherichia coli (E. coli) and Salmonella. The 



Croatian Veterinary Institute at Zagreb \\.as conducting analyses of fisld samples for 
Croatia's national residue control program. 

Program effecti~ eness determinations of Croatia's inspection sq stem focused on GI e 
areas of risk: (1) sanitation controls. including the implementation and operation of 
Sanitation Standard Operating Procedures. (2) animal disease controls. (3) 
slaughter/processing controls. including the implementation and operation of HACCP 
programs and a testing program for generic E. coli. (4) residue controls, and ( 5 )  
enforcement controls, including a testing program for Salmonella. Croatia's inspection 
sqstem mas assessed by evaluating these fi le risk areas. 

During all 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 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) an j  
equivalence determinations made for Croatia. FSIS requirements include. among other 
things, daily inspection in all certified establishments, monthly 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, SSOP. and testing for 
generic E. coli and Salmonella. 

Equivalence determinations are those that have been made by FSIS for Croatia under 
provisions of the SanitaryIPhytosanitary Agreement. 

Currently, the only equivalence determination Croatia has requested regards the 
collection and testing of Salmonella samples. FSIS has determined that Croatia's 
collection of samples by the establishments and testing of samples b j  private laboratories 
are equivalent to FSIS' requirements. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of United States laws and 
regulations. in particular: 

The Federal Meat Inspection Act (2 1 U.S.C. 60 1 et seq.). 



Final audit reports are aa ailable on FSIS' uebsite at the follouing address: 
http: VT\U .f~is.usda.soa Regulations Pr Policies Foreign Audit Reports inde.i.asp 

The last FSIS audit of Croatia's meat inspection sqstem was conducted in January 2002. 
The folloming deficiencies were identified: 

- In both establishments. critical limit observations were not being recorded as 
actual values. 

- In both establishments, verification and validation were not clearly delineated. 

6. MAIN FmDINGS 

6.1 Government Oversight 

The Croatian Veterinary Service is vertically structured with the ,Ministry for Agriculture. 
Forestry and Water Management above the Veterinary Directorate. From the Veterinary 
Directorate there are side branches to the five 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. the Center for 
Reproduction in Livestock Breeding and the Veterinary Chamber. Leading directly from 
the Veterinary Directorate are the Veterinary Inspection Officers at Border Stations and 
the District Veterinary Officers at 20 District Offices and the City of Zagreb. These 
District Veterinary Offices directly oversee the Authorized Veterinary Inspectors. 

6.1.1 CCA Control Systems 

There is a Program for Inspection Activities issued each year by the Veterinary 
Administration with a minimum frequency of inspection activities in the field. There can 
be no part-time government employees and full-time government employees cannot 
perform private. establishment-paid tasks, thereby avoiding a possibility of conflict-of- 
interest. 

6.1.2 Ultimate Control and Supervision 

The above structure is outlined in the Veterinary Law (Official Gazette No. 7111997, 
10512001 and 17212003). All of the Authorized Veterinarians at each level are hired by 
the MAFVM. The program for the year alloms for additional inspection control as 
needed. 

6.1.3 Assignment of Competent, Qualified Inspectors 

The Directorate employs about 30 veterinarians in the Headquarters in Zagreb. 60 
veterinary inspectors in the border crossing stations. 80 county (district) veterinary 
inspectors and the rest of the 920 authorized veterinarians are \.arious positions in animal 
health, public health. meat. poultrq and milk inspection as me11 at the aarious laboratory 
facilities. 



6.1.4 Authorit? and Responsibility to Enforce the Laus 

The official \. eterinarian is a keterinarian authorized to perform those tasks of the state 
administration u hich hat e been transferred to authorized \. eterinarj organizations. The 
Minister. at the proposal of an authorized t eterinarq organization. appoints authorized 
\ eterinarians. The MAFVM gix es the authorization to official keterinarians. There is a 
neu Food Law uhich also protides some of the necessarq guidance uhich is titled Food 
Lam (Official Gazette KO. 11 7/2OO3). This Food Lau brings clearer definition of the 
responsibilities of both veterinarj and sanitarq inspection in terms of responsibilities for 
official control of food of animal origin. 

6.1.5 Adequate Administrative and Technical Support 

Croatia's MAFVM has adequate administrative and technical support and has the ability 
to support a third party audit. 

6.2 Headquarters Audit 

The auditor conducted a review of inspection system documents at CCA headquarters in 
Zagreb. The records review focused primarily on food safety hazards and included the 
following: 

Internal review reports. 
Supervisory visits to establishments that were certified to export to the 'L'nited 
States 
Training records for inspectors. 
Neu laws and implementation documents such as regulations, notices. directives 
and guidelines. 
Sampling and laboratory analyses for residues. 
Sanitation. slaughter and processing inspection procedures and standards. 
Control of products from livestock ui th  conditions such as tuberculosis. 
cq sticercosis, etc. 
Enforcement records. including consumer complaints, recalls. seizure and control 
of noncompliant product. 

No concerns arose as a result of the examination of these documents. 

6.3.1 Audit of Regional and Local Inspection Sites 

The auditor conducted a revieu of inspection system documents at the County 
Headquarters in Kriievci btith the County Veterinary Inspector/Supervisor and also with 
the Veterinarian-in-Charge at each of the four establishments visited. These four 
establishments are located in Vrbovec, Koprivnica (2). and Petrinja. Besides copies of 
most of the above listed documents, the following other documents tvere audited: 

Label appro\ a1 records. 
Records of condemned and inedible product and their disposition. 
Export product inspection and control records including export certificates. 



No concerns arose as a result of the examination of these documents. 

7. ESTXBLISH,MENT AUDITS 

The FSIS auditor visited a total of four establishments. two slaughter and processing 
establishments and two processing establishments. None of the establishments mere 
delisted by Croatia. None of the establishments received a notice of intent to de-certifq 
the establishment from Croatia. 

Specific deficiencies are noted in the attached individual establishment review forms. 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits. emphasis was placed on the application of procedures and 
standards that are equivalent to United States requirements. 
Residue laboratory audits focus on sample handling, sampling frequency. timely analysis 
data reporting, analytical methodologies. tissue matrices. equipment operation and 
printouts. detection levels, recokery frequency, percent recoveries, intra-laboratory check 
samples, and quality assurance programs, including standards books and corrective 
actions. 

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 United States samples, the 
auditor evaluates compliance mith the criteria established for the use of private 
laboratories under the FSIS Pathogen ReductionlHACCP requirements. 

The following laboratories u-ere reviewed: 

The Croatian Veterinary Institute at Zagreb and the Croatian Veterinary Institute 
Regional Laboratory at Kriievci. both part of the Croatian government were audited. The 
Central Physical and Chemical Laboratory of Podravka along with the Microbiological 
Section of the Laboratory of Podravka. a private company laboratory, were also audited. 
Training records for lab personnel were provided at each Laboratory. 

No deficiencies were noted. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditor focuses on five areas of risk to assess Croatia's meat 
inspection system. The first of these risk areas that the FSIS auditor reviekved \.\;as 
Sanitation Controls. 

Based on the on-site audits of establishments. and except as noted below-, Croatia's 
inspection system had controls in place for SSOP programs. all aspects of facility 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. and except as noted belom. Croatia's inspection sq stem had controls in place 
for \\ater potabilitl records. chlorination procedures. back-siphonage prek ention. 
separation of operations. temperature control. work space. \ entilation. ante-mortem 
facilities. welfare facilities. and outside premises. 

9.1 SSOP 

Each establishment was ek aluated to determine if the basic FSIS regulatorj requirements 
for SSOP were met. according to the criteria employed in the United States domestic 
inspection program. The SSOP in the four establishments were found to meet the basic 
FSIS regulatory requirements. with the following deficiencies: 

In one establishment. some corrective action records did not include all three actions. 
especially preventive actions. 
In one establishment: no records were kept for operational sanitation. 

9.2 Sanitation 

The follow-ing deficiencies were noted: 

Spider webs were noted in several areas high above the rails and pans of the porcine 
slaughter area in one establishment. 
There u-as light intensity of 42-43 foot candles at two inspection stations in one 
establishment. 
Condensation was observed on the rails and ceiling of the beef processing room in 
one establishment. 
The soap at the hand sinks in the dressing rooms of one establishment was too thick 
to pass through the dispensers. 

10. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification. humane 
handling and humane slaughter, control 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. No 
deficiencies were noted. 

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit. 

The third of the five risk areas that the FSIS auditor revie\\ed was SlaughterJProcessing 
Controls. The controls include the following areas: ante-mortem inspection procedures: 
ante-mortem disposition; post-mortem inspection procedures; post-mortem disposition: 
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 all establishments 
and implementation of a generic E, coli testing program in slaughter establishments. 

1 1.1 Humane Handling and Slaughter 

No deficiencies were noted. 

1 1.2 HACCP Implementation. 

All establishments approved to export meat products to the United States are required to 
have developed and adequately implemented a HACCP program. Each of these 
programs was evaluated according to the criteria employed in the United States' domestic 
inspection program. 

The HACCP programs mere reviewed during the on-site audits of the four 
establishments. The follo\ving deficiencies were noted: 

Two establishments had not adequately implemented the HACCP requirements. 
Verification in the HACCP plans did not include all three parts of verification. 
There was some incomplete documentation of corrective actions on HACCP forms. 

11.3 Testing for Generic E. coli 

Croatia has adopted the FSIS regulatory requirements for generic E. coli testing. 

Two of the four establishments audited were required to meet the basic FSIS regulatory 
requirements for generic E, coli testing and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

Testing for generic E. coli was properly conducted in both of the slaughter 
establishments. 

11.4 Testing for Listeria rnonocytogenes 

Two of the four establishments audited were producing ready-to-eat products for export 
to the United States. The products presently exported to the U.S. are fully cooked canned 
products and not exposed to the environment after heat treatment. Therefore. testing for 
Listerin monocytogenes is not required by FSIS. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
These controls include sample handling and frequency, timely analysis. data reporting. 
tissue matrices for analysis. equipment operation and printouts. minimum detection 
levels. recok erq frequencq. percent recob eries. and corrective actions. 



The Croatian LVztzrinary Institutz at Zayeb. a part of the Crxitian go1 enuxent was 
audited. 

No deficiencies were noted. 

Croatia's Kational Residue Testing Plan for 2004 was being follom-ed and was on 
schedule. 

13. ENFORCEMEKT 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. 

13.1 Daily Inspection in Establishments 

Inspection was being conducted daily in all slaughter and processing establishments. 

13.2 Testing for Salmonella 

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

Salmonella samples are collected by the establishments and analyzed in private 
laboratories. 

T h o  of the four establishments audited were required to meet the basic FSIS regulatory 
requirements for Salmonella testing and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

Testing for Salmonella was properly conducted in both of the slaughter establishments. 

13.3 Species Verification 

Species verification %-as being conducted in those establishments in which it was 
required. 

13.4 Monthly Reviews 

During this audit it mas found that in all establishments visited. monthly supervisory 
reviews of certified establishments mere being performed and documented as required. 

! 3.5 Inspection System Controls 

The CCA had controls in place for ante-mortem and post-mortem inspection procedures 
and dispositions: restricted product and inspection samples: disposition of dead. dqing. 
diseased or disabled animals: shipment security. including shipment betmeen 



establishments: and preh ention of commingling of product intended for export to the 
United States with product intended for the domestic market. 

In addition. controls mere in place in those establishments present]) exporting to the US 
for the importation of onl\.- eligible li\ estock from other countries. i.e.. on14 from eligible 
third countries and certified establishments uithin those countries. and the importation of 
on14 eligible meat products from other counties for further processing. The h1AFV-MVA 
mill assure that these controls are in place for the other establishments uhen they hake a 
product eligible for export to the US. 

Lastly. adequate controls were found to be in place for securit) items. shipment security. 
and products entering the establishments from outside sources. 

14. CLOSING MEETTTU'G 

A closing meeting was held on March 19, 2004. in Zagreb. Croatia with the CCA. At 
this meeting. the primarj findings. conclusions. and recommendations from the audit 
were presented by the auditor. 

The CCA understood and accepted the findings. 

Aurora K.Craver, DVM 
International Audit Staff Officer 



Individual Foreign Establishment Audit Forms 
Individual Laborator: Audit Forms 
Foreign Country Response to Draft Final Audit Report 



FOREIGN COUNTRY LABORATORY REVIEW 

POREISN GWT AGEhCY / CITY & CCIJN;?Y ~ 3 3 2 ~ s ~L ~ ~ C ) S \ L ' , : T O ~ ; ~  := 

C r~a i ianVeterinary Adminisir~tion Zagreb. Cioatia Savska c ' 4 5  

:0303Zajrer: Cr;a:ia 

W d E  Or 2EVIEWER NAtSIE OF FOREIGN OFFICI4L 
Rori K. Craver, DVM Dr. Davorin Bazulic, Branko Sostaric, DVM 

Residue CodeIName F c h c  a b c  op t e  d e s  sulf lver c len  ch lo  c a r  spe Lm 
REVIEIIf ITEMS ITEM # 
Sample Handling 01 A A A A A A A A A A A A 

Sample Frequency W 
02 D A A A A A A A A A A A A

0 
Timely Analysis 0 

03 Z A A A A A A A A A A A A 
0 

Compositing Procedure i= 
04 4 0 0 0 0 0 0 0 0 0 0 0 0 

3 


Interpret Comp Data 
A .  

05 ~ 0 0 0 0 0 0 0 0 0 0 0 

AData Reporting , 06 I A , A , A , A , A , A , A , A , A , A , ,A " 

W A A A A A A A A A A A CAcceptable Method n 
0 .  
0

Z A A A A C A A A A A A ACorrect Tissue(s) G -
I-
a A A A A A A A A A A A AEoui~ment Ooeration 09 3 
-1 

Z A A A A A A A A A A A O 

Minimum Detection Levels 
A A A A A A A A A A A O 

Recovery Frequency 12 A A A A A A A A A A A O 
W 
n 


Percent Recovery 8 A A A A A A A A A A A O 
Z 
0

Check Sample Frequency 14 F A A A A A A A A A A A A 
5 ,All Analyst WlCheck 15 $ A A A A A A A A A A A A

Samples W 

Corrective Actions 16 A A A A A A A A A A A O 

International Check 17 A O O A O O O O O O O O
Sam~les 

W 

01 
n 

Corrected Prior Deficiencies 18 0 

$ 0 0 0 0 0 0 0 0 0 0 0 0 

W 
I I I I I I I I 1 

W 
n 
0 
0 

i 

Q
2 

0 



REVIEW DATE I NAME OF FOREIGN L A B O M T 3 R Y  FOREIGN COUNTRY LABOWTORY REVIEW 
03/05/04 1 Croatian determay instiure 

FOREIGN GOV'T AGENCY 

Croatian Veterinary 
Administration 

NAME OF REVIEWER 
Rori K. Craver, C)VM 

iTEMNO. I 

Lm 

des 

CITY & COUNTRY ADDRESS OF LABORATORY 
Zagreb, Crcaiia Savska c ?:s 

131300Zagreb, Crmfia 

NAME OF FOREIGN OFFICLAL 
Dr. Davorin Bazulic, Branko Sostaric. DVM 

COMMENTS 

chc = chlorinated hydrocarbons 
abc = antibiotics 
op = organophosphates 
te = trace elements, heavy metals 
des = diethylstilbestrol, hormones 
sulf = sulfonamides 
iver = ivermectin 
den = clenbuterol 
chlo = chloramphenicol 
car = carbadox 
spe = species tdent~fication 
Lm = Lisferia monocyfogenes 

Because of the product exported to the US, Lm testing is not required. However, the method used is IS0 11290-1:1999 
and this method has not been sent for an equivalence determination, 

Urine is the tissue for testing. 

BSE testing is being done with the Prionics test. An extensive plan is in force. No case of BSE has yet been recorded 
in Croatia. 



Residue CodeIName b 

REVIEW ITEMS iTEM # 
Sample Handling 01 

I 

Sampie Frequency u
02 5 

- L 

Timely Analysis C 
03 2 

P

I Compositing Procedure I 4I-1 0 4  

Acceptable Method 1 
Correct Tissue(s) 

0
1 
I 

7 
08 

: 0l z9 
I-

Equipment Operation 09 $ 
1=. 

Instrument Printouts 10 

Minimum Detection Levels 
11 

'*Recovery Frequency 
W 
n 

Percent Recovery 13 0
0 

- Z 

Check Sample Frequency 

All Analyst WlCheck 
Samples 

14 

15 

0-I-
- 3 
-' 

- 2 
Corrective Actions 16 

International Check 
Sam~les 

17 

W 

3 
g
2;
n: 

Corrected Prior Deficiencies 18 
n 
0 
0 

i4 

A A A A A A A A 

A A A A A A A A 



I 

REVIEW DATE NAtJE OF FO2EIGN L A B O U T O R YFOREIGN COUNTRY LA3OWTORY REVIEW 
03i l2 iG4 "roatian \/eterinary institute 

1 
FOREIGN GOVT AGENCY CITY & COUNTRY ADDRESS OF LAaOilATORY 
Croatian Veterinary Krizevci, Croatia Zahrnardkva II 

48268Kczevci, CrcaiiaAdministration 
I 

NAME OF REVIEWER NAME OF FOREIGN OFFICIAL 
Rori K Craver, 3Vtd Darko Ivlajnaric, DVM 

RESIDUE i ITEM NO. s-COMMENTS 

car = carbadox 

1 ecol = generlc E coil 
sal = Salmonella spp 

I abc = ant~b~ot~cs1 sulf = sulfonam~des 
Lm = L~ster~amonocytogenes1 stap = Staphylo~occusaureus 
0 1  57 = E coil 0157 H7 

I

1 Because of the product exported to the US Lrn terhng IS not requ~red However the method used 1s IS0 l7290-1 ,299 
I 

and thrs method has not been sent for an equrvalence determrnat~on 

Beef products are not presently eligible for export to the US. However, the method used is IS0  16654:2001 and this 
method has not been sent for an equivalence determination. ! 

7 Because of the product exported to the US, Salmonella testing is not required. However, the method used is HRN EN 
12824 (1 999) which uses 37 degrees C as opposed to 35 degrees C. This method has not been sent for an 

i1 
equivalence determination, 



Residue CodeIName b 
ecol sa l  Lm 015 

7 
REVIEW ITEMS ITEM # 
Sample Handling 01 

Sample Frequency uc 

Timely Analysis 
O2 

O3 

- C 
C 
2 

C 
Compositing Procedure 

04 
i=2-

Interpret Comp Data 
05 

5 
u 

Data iiepoiiing I
1 06 

I 
) 

W 
Acceptable Method O7 

7 
o 

0 

Correct Tissue(s) 1 
I 

08 
0 

Equipment Operation 09 ~ 3 
-1> 

Instrument Printouts 10 w 

Minimum Detection Levels 

Recovery Frequency I* w 

Percent Recovery 13 

, 0

00 
z 

Check Sample Frequency 14 E!k 
All Analyst WICheck 
Samples 

15 3 

Corrective Actions 16 
--

International Check 
Sam~les 

Corrected Prior Deficiencies 



REVIEW DATE NAME OF FOREIGN LABORATO2YFOREIGN COUNTRY LABORATORY REVIEW 1 103110104 %d:3vka Ce7ira L a b x m y  
C m r e n : W e +  

FOREIGN GOVT AGENCY CITY & COUNTRY ADDRESS OF LABORATORY 

Prrdate Kopr~vn~ca A r e  SBrcei 3 12Croat~a 
KO~IVIIZ C r x t a  

NAME OF REVIEWER I NAME OF FOREIGN OFFICIAL 
Rori K. Craver, DVM Nevenka Gasparac. Branka Gosek-Ciric 

I ---

RESIDUE ITEM NO. COMMENTS 

ecol = generic E, coli 
sal = Salmonella spp. 
Lm = Listeria rnonocytogenes 
0157 = E,coli 0157:H7 

Because of the product exported to the US, Lm testing is not required. However, the method used is IS0  11290-1:1999 
and this method has not been sent for an equivalence determination. 
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Foreign Establishment Audit Checklist 
---- - - ~  

-1 E S T G i ' S r E . : 3 - h;.l/E iii; LX;-CW -- , = ESTL?-'SAbJE';T \: c h;tdE 3: r_TIJk,T2V 

PIK1-rbovec d. d. sia-ch g .  3 3 2  I0 CRO.4TLk 
.- -ZagebaEka c e s a  148 5 & W E  3r i J 3 l T % ? : S j  6 ;V3E 0 C  ;,JZ;T 

Vrboved, Hn-atska - -
X0ri C l X i .  a\>< T'S ~ - S ~ T E A U ~  1 C O Z U I d W T  A,> T 

Place a n  X in the Audit  Resu l t s  b lock  t o  indicate n o n c o m p l i a n c e  with requ i rements .  U s e  0 if no t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSO?) A W , ~  Part D - Continued Am' 

Basic Requirements I Qesdlt Economic Sampling RSL +S 

7 Wr~t ten  SSOP 

8. Recorcs documen:ng mplernentation. i 34 Speces Test~ng 
- -

9 S~gned and dded SSO3 by n - s i t e  or oveal l  authority 35 Res~due 
-

I 
I 

Sanitation Standard Operatmg Procedures (SSOP) 
O n g o i ~ g  Requirements 

Part E - Other Requ~rements 1 
I 

10 lmplementatior of SSOP s includng monitoring of ~mplenenta t io i  I 36 Export 

~11. Maintenance and evaluat~on of the effecbveness of S O P ' S .  37 Import 

12. Corrective action when the SSOPs have faied to prevent d~rec t  
p o d u r t  corrtamirattm. or aduheratinn 1 38 Establ shment Gromcs and Pest Control x 

:3 D&y i ~ o i d sdocument ,bm10, 11 and 12above. I 39 Establ~shnen:Construction'Ma~ntenance 

Part I3 - Hazard Analysis and Critical Control 
Point (HACCP) Systems - Basic Requirements 

14 Developed and tmplemented a wntten YACCP plan 

I 
40 Lignt 

41. Ventilation I 
15 Contents of the HACCP list the fmd safety hazards, 42 Plumbtng and Sewage 

criticd conto l  Don:s cntica limits aocedues mrrecbve actsons 

16 Records documenting imphmentat~on and mon~tonng of the I 43 h'ater Supply 1 
HACCD plan 

17 The HACCP plan IS sgned and dated by the responsible I 
44 Dresstng Smrns lLamtor~es  X 

establisnment indivdual 

Hazard Analyss and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 

I 

45. Equipment and Utensils 
-

46. Sanitary 0pe:atlons 

I 
1 

18 Monibnng of HACCP plan 1 
17. Employee Hygiene I 

1s. Verificahon and vaidation of HACCP plan. I 

20 Correct~veactton wnt:en in HACCF plan I 
48 Condemnea product Control 

-
I 

21. Reassessed adequacy of the HACCP plan. I Part F - Inspection Requirements 
I 
I 

22 Records aocummtlng: a e  written HACCP plan, monltorlnJ of the 
critical con to l  p i n t s ,  dates a d  tmes d s p c ~ f i ceven: ocar remes 

I 
i 19 Government Staffing I 

Part C - Economic I\frholesomeness I 50 Daily Inspectim Coverage I 
23 Label~ng- Roduct Stancards I 

51 Enforcement 
24 Labding - Net Weignts 

25. General Labeling 
i2. Humane Handling 

26 Fin Prod SrandadsISonelejs (DefectsiAQYPak Skinshlosture) 1 0 ~3 Animal loentificatton 

Part D -Sampling 
Generic E. co l i  Testing 

I 

! 4 Ante M o f m  1ns;ection 
I 

27 Written Procedures I 

28. Sampie CoibctioniAnaiy sis 

Part G - Other Regulatory Oversight Requirements I I 
L 

5 European ~ o m r n , n ~ y  Drect,ves 0 



3 8. 9 CFR $4l6.3(a)- Spider n e b s  were noled in several a r e a  high a'm\-e ;he rails an? pans of the porcine slaughrer a-ea. Yo 
slaughter was in process. Yo slaughter will be allowed b?-fne Croatian stare \.eterinzrians ar r5e esrabiishent until rhe area hzs 
been cleaned and any necessaq repaiis have been accomplished to prewnt spider en-. 

43 9 CFR 53 16 ?@j(2) -The soap at the hand s d s  m the dressing rooms u as too thick to pass through :he d~spensers 



-- 

-- 

-- -- 

-- - 

-- - - 

Foreign Establishment Audit Checklist 

Delskovat.ka cesta 3 1 

Kopnmiia,  Hn atskz 

Place an X in the Audit  Resul ts b lock  t o  indicate noncompliance with requ i rements .  U s e  0 if no t  a p p l i c a b l e  
-- .- --
Part A - S a n ~ t a t ~ o nStandard OperatrngGcedures (SSOP) AX I Part D - Continued Au31' 

Basc Requrements RESLI~ Economic Sampling I Resuts

1 

7 Nr i t teI  SSOP 33 Scheculeo Sample I 


8 Recoros docurnen!ng irnplenenta:ion I 

I


9 Signed and aated SSOP, sy n - s i t e  or overall authority 35 Residuei -- -I 

Sanitation Standard Operating Procedures (SSOP) 

Part E -Other Requirements IOngoing Requirements ! r 
10, Impiementation of SSGP's, including monitoring of implemeniation. I 36. Export ! 

11. Maintenance and evaluation of the effecfiveness of S O P ' S  I 37, import i 

-

12 Corrective action when the SS3Ps have faied to prevent direct 
eoduct co?tam~natim c)r adulterat~on. 38 Establ~shment Gromds and Pest Control 

13. Zaly rzor:s docmer;: i'om 10, 1; and 12ebove 39 Esra~iishrnent Corsr~crionIMalnrenance 

Part B - Hazard Analysis and Critical Control I

Point (HACCP) Systems - Basic Requirements 

i 41 Ventilation ' ): 
14 Developed a d ~mplementeda wntten HACC? plan 

15 Cordents of the HACCF list the f a d  safety hazards 42 Plum blng ana Sewage 
mticd conrol  pants critical limits pocedwes wrrecbve adions 1 


Supply16 .  Records documenting impbrnentation and monitoring of the 43 W a t ~  

HACCP plan. 
 I 

i 
44 Dressing R m m s I L a ~ t o r i e s  

17 The HACCD plan is sgned and dated by the responsible 
es:abiisnment indivdual 45 Equipment and Utensils i 

Hazard Analysis and Critical Control Point I

(HACCP) Systems - Ongoing Requirements 46 Sanitary Operations 1 


I
18 Mon,bn.ig of HACCP plan I 47 Employee Hygiene 
-

19. Venficalon and vaidation of HACCP plan. i 
 48 Conoenned product Control 

20. Corrective action written in HACCP plan. 
I 


21. Reassessed adequacy of the H X C P  plan. I 
Part F - Inspection Requirements 

! -A 
22. Fiecorm documeiting: h e  written HACC? plan, wnrtorirr; of the 19 Government Staffing 

critical conbol p in ts ,  dates a d  t n e s  d spezific event ocwrrerces. ,
L 


Part C -Economic IWholesomeness 50. Daily lnspectim Coverage I 

23 Labeling - Roouct Standards 

51 Enforcement 
8


24 Labding - Na Welghts 1 x 

25 General Labeling 1 52 Humane Handling I 


26. Fin. ?roc Stanoards!aoneiess (Defects!AQL/Pwk SkinsA4ois:ure) I 0 53 Animal Identification I 


Part D -Sampling 
Generic E. col i  Testing 54 Ante M c r t m  l nsrzctlon I 


27. Wntten Procedures i5 Post M o r t m  lnsp?ctlon i
I 


28 Samsle Colbction/Analys~s I 


1Part G - Other Regulatory O v e ~ i g h tRequirements
29 Records 

P 


0
Salmonella Performance Standards - BasicRequirements C u r n p a n  Conrntinlty 3recaves 
1 



CRO-4TL4 - Est. i39. Darica d o o. h lzch  9. 2004 

30, 5 1 .  9 CFR $307.2jm)i2)>,'3!6.2!c] - There was ins;lfi!cien; light for ixpection at both :he h e l  o f ~ h e  \.kcera pms  2nd 
carcass inspection below foe le\.el of :he kidne>-s. Readhgs on rhe liglt ne t e i  were 32-33 fool caiiiles. -4ddirional li&ting 
~viilbe installed before the next da\. of slaughter. 

41. 9 CFR $116.2(d)- Condensation was observed on rails in the beef processing room. Althouzh some condensation was over 
product, no actual contamination uzs  observed. Condensation Lvas aiso noted i1 several areas of the ceiling in the same room 
but none was over producr. Product was retained for veterinary disposition. 



-- 

-- 

-- 

-- 

--- 

-- 

-
Part A -Sanitation Standard Operating Procedures (SSOP) I A r t  Part D - Continued I A x a  

Basic Requirements R e s J  Economic Sampling RSJ'S 
-

7, f l r i t ren CSOP i 33  S c q e a ~ ~ e dSample 

8. Records d x u n e n t n g  ~mplementaton. 

9. Sgned and daed SSOP, by n - s i t e  or oveiall authority. i 
-

Sanitation Standard Operating Procedures (SSOP) 
Ongomg Requirements 

I 
i 

Part E - Other Requirements // 
I 

10. Implementation of SSOP's, mcludhg monitoring of ~mplernentat~on. , 36. Export 1 
11. Maintenance and evaluation of the effecbveness of SSOP's I 37. Import 

:2 Correctiveaction when the SSOPs have faied to prevent direct 
pnduct co*a,mnat!m or aduteration. I 

38. Establishment Gromds and P s t  Control 

1s. Daly m o r d s  document item 10, 11 and 12 above. i 
Part B - Hazard Analysis and Critical Control 40. Light 

Point (HACCP) Systems - Basic Reauirernents 
41. Ventiiation 

14 Developed a n d  lm~lernenteda w n t t a  'IACCP plan I 

15. Cottents of the HACC? iist the f m d  safety hzards ,  
r i t i c d  c o n b l  pcints, cntical limits, pocedwes, corrective adions. 1 

42 Plumblng and Sewage 

16 Records document~ng mpkrnentation and monitoring of the i 43 Water Supply I 

HACCP plan 

17. The HACCP plan is sijnec and dated by the responsible 
44 Dressing Rmms/Lamtories 1 

establ~shment indivbual. 
I ~ 

45. Equipment and Utensils 
Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary Operat~ons i 

18. Monibnng of ,dACC? plan. ~ 
47 Employee Hygiene 1 

19 Venf~cabonand valaat~on of HACCP plan 

Corrective action 

I X  
I 

48 Conoemned Product Control 

20 written in HACCP plan 

21 Reassessed adequacy cf the HPCCP plan Part F - Inspection Requirements 

22 iiecorck documenting ~e written HACCP plan monltoriw of the 
cr i t~calconto1 p i n t s  d&es and trnes d speclf~cevef i  occurrerces 

I 

49 Government Staffing 

Part C - Economic I ~ o l e s o m e n e s s  
--

50. Daily lnspectim Coverage I 

23 Labeling - Poduct Standards 

24. Labeing - Net Weights 
51 Enforcement 

25 General Label~ng I 
52 Humane Handl~ng 0 

26. FIG. Prod StandardsiBoneless (DefectsiAQUPak Sic~nsNoisture) 

Part D -Sampling 

0 

Generic E. co i i  Testing 

27 Wntten Procedures 0 i5 Pos: M o n a  Inspectior 0 

28 Sample Co lbc? io~/Ana lys~s  0 
Part G - Other Regulatory Oversight Requirements 

29 Seccrzs 0 

Salmonella Rr fonrance  Standards - Basic Requirements 6 Europan Community Drec t~ves  0 

,T Mntn iy  "eview 



CRO.ATI.4 Est. 299,PoDravka d.d. hfxch  10:2004 

19.9 CFR $117.4- S o t  211 parts of on-going verification wer2 ?resent i;!:he 'd.4CCP plan for the dzsignared CCPs 



- -- - 

--- -- -- 

-- 

--- 

Part A -Sanitation Standard Operating Rocedures (SSOP) I Am[ Part D - Continued A x .  
Basic Requirements Res& Economic Sampling R ~ S U ' S  

7 Wr i t t e i  S S P  I 33 Scheduled Sarnoe 
-

8 Remrbs  docu-nentng inaIemen:atio~ 34 Speces Testirg 1 
9 Signed and ~ z e d  SS35  by a?-site or overall author~ty 1 35 Res~due 

-
Sanitation Standard Operabng Procedures (SSOP) 

Part E - Other Requirements 
Ongoing Requirements r I I 

10 Implementation of SSOP s incudng monitoring of irnp1emen:ation 36 Export 1 
1 1 .  Maintenance and evaluation of :he effectveness o: S O P ' S .  I 37 Import I 

;2. Corrective action when the SSOPs have faled to prevent direct X 38. Establishment Gromds and Pest Control pcduc! conta~ir.atia? or aduieration. 

:3 3 a l y  rccoros document (tern 10, 11 and i i a b o v e  X 

Part B - Hazard Analysis and Critical Control 1 40 Light 

Point  (HACCP) Systems - Basic Requirements 

i4 Developed m d  implemented a wnttm hACCP plan 1 
41. Ventilation 

.- I 
I 

15. Contents of the HACCP list the fmd safety hazards, 1 42. Plumoing and Sewage 
I 

o i t i cd  conbol pants,  cr~tical limits, pocedues, carrectve adions. 

16. Records documenting irnpkmentation and monitonng of the l 
I 43 W a t s  Supply 

HACCP plan. 
64. Dressing Rcoms/Laiatories 

17 The HACCP plan IS sgned and d&ed by the respons~ble 
establishment indivdual 45. Equipment and Utensils 

Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46. Sanitary Operations 

1 8  Monmnng of hACCP plan 
47 Employee Hygiene I 

19 VenficaQon and vaidaton of HACCP plan I X  48. Condemned Product Control 
I 

20 Correctwe action wnt tm in k,ACCP plan x 1 ,  
21 Reassessed aoequacy of the HPCCP plan I Part F - Inspection Requirements 

22 Records docummting: me written HACCP plan, monltorirrJ of the 19. Government Staffing 
critical contol p i n t s ,  Gates a d  trnes d speif ic event occurrerces i 

Part C - Economic I hholesomeness 50 Daily Inspectim Coverage 

23. Label~ng- Roauct Standards 
51 Enforcement l x24 Labeiing - N e t  Weights I 

52 Humane Handling 025 General iaoel~no 

26 Fln Prod StandamslBoneless (Defeds,AQLlPcrk SkinsiTdoistde) j3 Animal Identification 0 

Part D -Sampling 
Generic E. coliTesting i4 Ante Monem lnspct ion  0 

27 Written Proceaures 0 i5. Post Mo r tm  I n s ~ c t i o n  
! 
0 

28 Sample Colbc:ionlAnalysis 0 
Part G - Other Regulatory Oversight Requirements 

29 Records 1 0  --
I 

0
Salmonella Performance Standards - Basic Requirements B Eurocear Co~nun i : y  > r e s t i v e ~  

Mm:+,y Review 1 



12. 9 CFR $416.15Soms correcri~-eacdon records do nor include all :bee ac:ior,s. zs~secidly prcvenri\.e ac:ions 

13. 51 9 CFR $316.16 50r ~ c o i d sare kept for opzrational sani~ation. 

19.9 CFR $317.3(a)(3) Verification is ~ r i t t e n2s a separate program and does not include all three parts of  verification 

30 9 CFR $1173 (c) There is some mcomplete documentation of  cor rec t i~e  actlocs on H K C P  forms 



REPUBL1KA HRVATSKA 

MINISTARSNO POLJOPRIVREDE. 
OSPOD PSNA

suMARSrvAdeYeORnNa~%8mIn~stra410n 
' 0333 Zag-eb UI graca Vukov?-a 78 p P. 1C34 

'e,efon 61 06 ' 11 Telefax: 51 39 200 
Class 32'i'-Dl/Q4-/CI 1/326 
File No.: 525-06-04-02/NGI 
Zagreb. June 23, 20M 

USDAfFSIS 
Washington DC 20250 

. 14th8 independence Avenue. SW 
To: Sally Stratmoen, Director 

International Equivalence Staff 
Offjce of InternationalAffairs 

Re: Reply by the competent authority of the Republic of Croatia to t h e  Draft 
Report of the USDMSIS  on-site audit carried out from March 4 through 19, 
2004 in the Republic of Cmatia 

Dear Dr. Stratrnoen, 

We are sending you a short nply to the received Draf? Report related tb the ort-site audit 
carried out by t h e  USDNFSlS in t he  Republic of Croatia in the period from M2rch 94 -
19,2004, by Aurora K. Crauer, DVM who visited us with a purpose to check up and 
officially verify the  veterinary inspection system. 

Since we have subsequently received t h e  Report, by this letter we declare that we d:, not 
have any objections to the Drafl Report from the year 2004 and as far as the deficiencies 
mentioned therein are concerned we have discussed them and have initiatsd their 
removal. 

Now,we wouM like to inform you that all the deficiencies found on t he  day of the audit 
a;e removed in all the export establishmen2s. Beside that, the competent authority has 
organised training for veterinary inspectors during the course of which the inspectors 
have k e n  once again instructed in details about t h e  procedures laid down by the  
Directive 5030.1, rev, 7.  Also. at the training course every veterinary inspector has been 
given a copy of the Croatian translation the Directive 5000.1, rev.1 in order to ensure  
better understanding and as efficient implementation of USADfFSIS prescrikd 
conditions as possible. 

We would like to thank you very much for all the professional cooperation 
extended by  the Auditor A.K.Craver DVM, as well as  by your competent authorities. 
Sincerely yours, 

Assstant to the  Minister- Director 

IC.C.: 1. Embassy of the USA, Zagreb, To 
Agric~lturalS~cia i is t- Mrs.  Andr 
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