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BACKGROUND INFORMATION 

SAI Global conducted an audit of Australia Deloraine Dairy Pty Ltd on 12/11/2020 - 12/11/2020. 

The purpose of this audit report is to summarise the degree of compliance with relevant criteria, as defined on 
this page, based on the evidence obtained during the audit of your organisation. This audit report considers 
your organisation’s policies, objectives, and continual improvement processes. Comments may include how 
suitable the objectives selected by your organisation appear to be in regard to maintaining customer satisfaction 
levels and providing other benefits with respect to policy and other external and internal needs.  We may also 
comment regarding the measurable progress you have made in reaching these targets for improvement. 

SAI Global audits are carried out within the requirements of SAI Global procedures that also reflect the 
requirements and guidance provided in the international standards relating to audit practice such as ISO/IEC 
17021, ISO 19011 and other normative criteria. Auditing is based on a sampling process of the available 
information. SAI Global Auditors are assigned to audits according to industry, standard or technical 
competencies appropriate to the organisation being audited. Details of such experience and competency are 
maintained in our records. 

In addition to the information contained in this audit report, SAI Global maintains files for each client. These files 
contain details of organisation size and personnel as well as evidence collected during preliminary and 
subsequent audit activities (Documentation Review and Scope) relevant to the application for initial and 
continuing certification of your organisation. 

Please take care to advise us of any change that may affect the application/certification or may assist us to 
keep your contact information up to date, as required by SAI Global Terms and Conditions. 

This report has been prepared by SAI Global Pty Limited (SAI Global) in respect of a Client's application for 
assessment by SAI Global. The purpose of the report is to comment upon evidence of the Client's compliance 
with the standards or other criteria specified. The content of this report applies only to matters, which were 
evident to SAI Global at the time of the audit within the audit scope. SAI Global does not warrant or otherwise 
comment upon the suitability of the contents of the report or the certificate for any particular purpose or use. 
SAI Global accepts no liability whatsoever for consequences to, or actions taken by, third parties as a result of 
or in reliance upon information contained in this report or certificate. 

Please note that this report is subject to independent review and approval.  Should changes to the outcomes of 
this report be necessary as a result of the review, a revised report will be issued and will supersede this report. 

Standard(s):  22000:2005 | Certification 22000:2018 | Certification 

Code(s):  10.51 

Scope of Certification: Blending, and packing of powdered milk and infant formula into bags and 
tins. 

Number of Staff: 15 (FTE) 

Shifts: Shifts 

Total audit duration: 8 hrs 

Audit Team Members(s): Ambi Muppalla - Lead Auditor 

Audit Team Leader Ambi Muppalla 

Other Participants: None 

  

Definitions and action required with respect to audit findings 

Major non-conformance:  

Based on objective evidence, the absence of, or a significant failure to implement and/or maintain conformance 
to requirements of the applicable standard. Such issues may raise significant doubt as to the capability of the 
management system to achieve its intended outputs (i.e. the absence of or failure to implement a complete 
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Management System clause of the standard); or a situation which would on the basis of available objective 
evidence, raise significant doubt as to the capability of the Management System to achieve the stated policy 
and objectives of the customer. 

NOTE: The “applicable Standard” is the Standard which SAI Global are issuing certification against, and may 
be a Product Standard, a management system Standard, a food safety Standard or another set of documented 
criteria. 

Action required: This category of findings requires SAI Global to issue a formal NCR; to receive and approve 
client’s proposed correction and corrective action plans; and formally verify the effective implementation of 
planned activities. Correction and corrective action plan should be submitted to SAI Global prior to 
commencement of follow-up activities as required. Follow-up action by SAI Global must ‘close out’ the NCR or 
reduce it to a lesser category within 90 days or as specified in NCR form.  

If significant risk issues (e.g. safety, environmental, food safety, product legality/quality, etc.) are detected during 
an audit these shall be reported immediately to the Client and more immediate or instant correction shall be 
requested. If this is not agreed and cannot be resolved to the satisfaction of SAI Global, immediate suspension 
shall be recommended. 

In the case of an already certified client, failure to close out NCR within the time limits means that suspension 
proceedings may be instituted by SAI Global. 

Follow-up activities incur additional charges. 

Minor non-conformance: 

Represents either a management system weakness or minor issue that could lead to a major non-conformance 
if not addressed.  Each minor NC should be considered for potential improvement and to further investigate any 
system weaknesses for possible inclusion in the corrective action program. 

Action required: This category of findings requires SAI Global to issue a formal NCR; to receive and approve 
client’s proposed correction and corrective action plans; and formally verify the effective implementation of 
planned activities at the next scheduled audit or within specified time frames. 

Opportunity for Improvement: 

A documented statement, which may identify areas for improvement however shall not make specific 
recommendation(s).  

Action required: Client may develop and implement solutions in order to add value to operations and 
management systems. SAI Global is not required to follow-up on this category of audit finding.  
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Executive Overview 

The purpose of this audit was to determine continuing compliance of your organisation’s management system 
with the audit criteria; and its effectiveness in achieving continual improvement and system objectives. 

The audit revealed that, Australia Deloraine dairy Pty Ltd is a processor of milk powder including infant 
formula for domestic and export market.  The site operated Mon- Fri with approximately 15 FTE. The 
organization has a well-established and detailed food safety management system is in place supported by a 
competent and committed management team with additional resources allocated to the maintenance and 
development of the system.  Production volumes have increased on the last year’s output as a result of the 
change in ownership.  Key personnel form the head office now reside at the site with additional support joining 
the QA department since the last audit.   

The sites Food safety management system has been updated to capture the organizational changes as well 
as upgraded to reflect findings from audits.  CCP monitoring records are well maintained and show CCP’s are 
being met.  Housekeeping standards are maintained to the high standards required by the business and its 
customers and regulatory authorities.  A number of minor documentation issues where highlighted during the 
audit which do not impact on product safety.  The QA team with support from top management have 
resources in place to ensure the system is updated to capture the requirements of this standard as well as 
regulatory and customer requirements. This audit was a stand-alone audit of the system(s) listed in the 
“Background Information” section of this report. 

The audit has determined that your management system has the ability to ensure the organisation meets its 
identified applicable statutory, regulatory and contractual requirements relevant to the scope of certification. 

The audit has determined that your management system is effective in ensuring that the organisation can 
reasonably expect to achieve its defined objectives. 

The objectives of this audit have been fulfilled. Two minor NCRs were raised against standard requirements. 

 

Recommendation 

The recommendation from this audit is that your certification continues. 

Audit recommendations are always subject to ratification by the SAI Global certification authority. 

This report was prepared by:  

Ambi Muppalla 

Management Systems Auditor 

 

Meeting Attendance Register 

Name Position Entry Exit 

Jason QI Production Manager Y Y 

Sam Haifawi Head of Quality and Innovation Y Y 

Viral Joshi Site Quality Manager Y Y 

Richard Paine General Manager N Y 
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Changes to the audit plan and the reasons for the change 

There have been no changes to the audit plan 

 

Significant issues impacting on the Audit Programme 

No significant changes that impacting the audit program 

 

Appropriateness of the certification scope 

The scope is appropriate for its operations, observations during the audit confirmed the site blends and packs  
powdered milk and infant formula into bags and tins. 

 

Combined, joint or integrated audit type 

This is a single site audit. 

 

Review of any changes 

No significant changes to the product , process or premises. The site installed new UV tunnel for bulk bags. 

 

Continuing effectiveness of the management system 

A review of past audit findings and the previous audit report confirms there is an effective management 
system in place.  No significant issues have been raised 

Introduction and site description 

The Australian Deloraine Dairy is located in Dandenong. The site is a purpose-built facility operating since 
2015. The facility operations including blending and packing of milk powder and infant formulas. The site 
occupies an area of 6858 square meters, a production area of 5000 square meters, including 1100 square 
meters of hygiene clean room. 3500 square meters of warehouse storage, at full production annual capacity, 
will be 5,000 tons of infant milk powder. The plant is new and has utilized state of the art manufacturing 
process lines with a capacity to produce five million canned products and three million sachet products per 
shift annually. The company has an independent quality management department and an established quality 
management system. The plant is new, and the latest available technology has been used for choosing the fit 
for the purpose equipment. 

Actions taken to address previous audit issues 

4 minor NCRs from the previous audit are addressed adequately and all 4 minor NCRs are closed. A copy of 
the closed NCR report is attached. 

 

Use of the certification documents and marks 

No log in use 

 

Context of the organisation and Food Safety management system 

The context of the organization has been identified through the company profile (MAP 03) and the HACCP 
process scope and HACCP review (PCH007) which is referencing to Export Control ( milk and Milk products) 
orders 2005, Dairy Food safety Victoria and has considered all the customer requirements. The site food 
safety management system addressing all the internal and external issues and considered the requirements. 
The food safety management system is audited both internally and externally by the customers, regulators 
and the certification body. The Scope of the FSMS is identified all the products made from the facility and the 
entire FSMS is reviewed annually through internal audits. 
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Leadership and Commitment 

The leadership commitment is detailed in the site’s food safety and Quality Policy (MAP 007) along with the 
food safety and quality objectives. The policy is outlining the commitment to producing safe, suitable products 
in compliance with all legislative requirements and complying to FSANZ and Export Control Act, and Dairy 
food safety Victoria. 

The site has identified the food safety and quality objectives include: 

Consumer food safety related critical complaints – Nil 

Consumer quality complaints per month < 10 

All finished product testing to be completed as per the sampling and testing schedule 

Product delivery – DIFOT > 98% 

The site also has a management commitment policy (MAP 002) which is signed by the CEO and displayed in 
the foyer and communicated to employees via induction. 

The senior management has adequately provided both financial and human resources and the facilities 
infrastructure is excellent. The senior management review the requirements of resources in the management 
review meetings. 

The communication in the organization including email, notice boards, walkie talkie, phone and the site uses 
We chat program. 

Continuous improvement is covered through regular operational and management meeting and the 
management reviews. 

The site has an organization chart (10/11/2020) showing all the positions. The responsibilities and authorities 
are outlined in the position description and examples sighted for Production Manager, General Manager, 
supply chain Manger and General machine Operator. 

The site has a Quality manager who is responsible for day to day operations with authority reporting to head 
of quality. 

 

Planning 

The site has a planning manager who looks after various planned activities and the planning is discussed as 
part of the management review meetings and management review meeting are conducted monthly and review 
various topics related to the food safety management system  processes and their effectiveness. 

The site uses a tool called “order planning tool”  and the requirements , demand and outstanding is 
documented. Any additional resources required is also discussed as part of planning. 

 

Internal audits: there is a documented procedure MAP 012 Internal audit and Communication Policy.  
Internal audits completed by an external consultant and the site QA manager.  The QA manager completed 
an external auditor training with SAI Global 24/4/2018 and Doug Eddy SAI Global 11/3/2014.   

The following were sighted: 

• HACCP plan reviews internal audit conducted on 28/10/2020 

• Food safety program development and management review and internal auditing program conducted 
on 17/09/2020 

• GMP and housekeeping procedure audit conducted on 17/08/2020 

• Notification of process change, product changeover, sample and product testing and cleaning and 
sanitising procedure internal audit conducted on 20/07/2020. 

• Monthly verification audit including GMP audit records sighted for:  Oct 2020, Sept 2020, Aug 2020 
and July 2020. 
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Management review: the management review meetings are conducted monthly and attended by the senior 
management team and the management review meeting agenda include review of previous meeting  and 
proposed actions,  communications, internal audit summary, external audits, customer complaint summary, 
corrective actions, incident management, training , proposed changes to operations, review of HACCP and 
export requirements,  importing country requirements, performance against objectives,  opportunities for 
quality and food safety system improvements calibration and monthly verification. 

Management review meeting minutes sighted for 29/10/2020,29/09/2020, 31/08/2020, 30/07/2020 and 
24/06/2020. 

 

Corrective actions and Continual improvement 

The corrective action procedure MAP 010 detailing about the corrective actions and any CCP variations are 
recorded on the process records. 5 step RCA is conducted including the problem, immediate corrective 
action, preventative action, action reviews and verification. 

All corrective actions are documented in the site’s corrective action log sheet (PRO 019 v4)  

The following were sighted: 

• CAR 97 – 25/05/2020 – product quality 

• CAR 99 – 02/09/2020 – chunks found in the raw material 

• CAR 100 – 02/11/2020 – packaging issue 

Continuous improvement opportunities are discussed as part of the management review process based on 
the review outcomes and evaluation of data to determine of objectives are being met.   

Determining the scope of the Food Safety Management System 

The Scope of the food safety management system is covering Blending and packing of powdered milk and 
infant formula into bags and tins. 

Operation 

The site has a planning manager who looks after various planned activities and the planning is discussed 
about the weekly production schedule and any implications to the production. The site conducts the following 
activities as part of operations: 

Weekly production meeting 

Weekly new product development  

Weekly new project meeting- covering maintenance, and new commissioning of line or changes. 

Weekly operational meetings and documented actions and responsibilities are listed. 

 

HAZARD Control  

The site’s HACCP plan has been developed and implemented using Codex HACCP principles. The scope of 
the HACCP plan covering all the products processed from the facility. The scope is listed under the HACCP process 
scope and HACCP review. 

The HACCP  team is multidisciplinary. HACCP team comprises Viral Joshi (HACCP Team leader BSc Dairy 
technology and master’s Food Science and technology (VUT)  HACCP refresher 23/09/2019. 

Group QA and Tec Manager Sam Haifawi (B.Sc. Food technology) Jordan 

Manufacturing Manager Jason Qi (HACCP Awareness) 

Supply Chain Manager Dairy (Alex Doan) (HACCP Awareness) 

Packing Supervisor David Law  

High Care Room Supervisor and Operator Susan X, Zhenhaun Y 
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The product description and intended use include the  composition, shelf life, storage condition , method of 
distribution and batch identification and consumer preparation instructions. Product name defined in PCH 001 
Product Composition Iss 5/12/2016 V4  sighted for Infant Formula Step 1, Follow on Formula Step 2,Toddler 
Formula Step 3, and Instant Full Cream Milk Powder 

The process flow charts included all the process steps and included the CCPs, QCPS, and OPRPs. 

Process flow chart sighted for the following: 

PCH002.1  Canning line Infant formula v 928/10/2020 

PCH 002.2- milk powder pillow pack v8 28/10/2020 

The process flow charts are verified by the HACCP team leader on 28/10/2020. 

The site has identified the physical, allergen, chemical  and microbiological hazards in the hazard analysis. 

Microbes of concern Chronobacter Sakazaki, B Cereus, E Coli , salmonella and CPS. 

The 5 x 5  risk matrix is used to determine the  severity ( consequences_ if hazard occurs vs likelihood of 
hazard occurring. 

Risk rating 1-10 are considered as significant and  11-25 not highly significant and several CCPs and OPRPs 
identified. 

The site has identified  3 OPRPs and 2 CCPs. 

CCP’s and actions 

The site has identified the following CCPs. 

CCP1 -  Bulk ingredient sieve screen ( CL 2mm Screen is intact, no holes or damage to sieve screen) 

CCP2 – Metal check ( CL Operating Metal detector capable of detecting 1.5 mm ferrous, 2.0 mm non-ferrous 
and 2.0mm SUS 

 

Operational Pre- Requisite Programs And action criteria 
OPRP 1 – transfer of product through UV tunnel ( CL - Base powder bags must be given validated UV 
exposure time. 

25 kg bags – 40 sec Bulk bags – 60 seconds 

Minor ingredients bags – 5 minutes 

Can – 40 seconds Can ends & Scoop bags – 5 minutes) 

Hazard - B – Potential Risk of micro contamination from packaging of base powder if UV lights not operational 
or from personnel if there is non-compliance with personal hygiene requirements. 

Control measures - UV Sterilisation designed to reduce Micro contamination. See Risk Assessment (UV 
validation). Start-up checks performed by operator to make sure UV tunnel is operational. Staff training and 
supervision and GMP Procedures. There is a preoperational hygiene check and a check after cleaning for 
each zone of the production. 

 

OPRP 2 – Dry blending  ( CL Step 10 Pressure: 0.1-0.3pa 

Blending time : 300 seconds for main blender 

650 kg base powder (26 bags) 

Step 20 Pressure 0.0-0.2pa 

Blending time: 120 seconds for minor ingredients blender 

50 kg base powder + Minor ingredients) 
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OPRP 3 – Nitrogen purity ( CL - Purity of nitrogen gas should be 99.99%.) 

 

Validation of control measure(s) and combinations of control measures 
CCP Validation reference as below: 

1. Industry experience indicates that sieves are effective in removing foreign matter. FDA report 555.425 
Foods, Adulteration Involving hard or sharp foreign objects. 

2. 2.0 mm mesh size (10 mesh) is becoming the new industry standard and meets the Chinese standards. 
Refer to reference document http://www.russellfinex.com/files/2214/0811/4921/Nestle_Chile.pdf 

OPRP 

OPRP validation as below: 

UV Sterilisation & air shower or air blowing is designed to reduce Micro & foreign matter contamination from 
packaging of base powder, minor ingredients, cans, can ends. See Risk Assessment (UV validation). Start-up 
checks performed by operator to make sure UV tunnel is operational. 

Blending time is pre-set as per validation data and results to get the desired uniform distribution of nutrients in 
the blend. See risk assessment and blending validation results. Nutrient distribution not uniform and may not 
meet regulatory standards if blending time is insufficient as compared to validated blending time for a quantity 
of a blend. 

This is a preoperational check to get residual oxygen (RO) level below 5 % in the finished products. If 
Nitrogen purity is not as required, it is difficult to get RO level as per specifications. Production only starts after 
achieving 99.99% Nitrogen gas purity. Pre-operational checklist PRO 00A. Routine testing of finished product 
tins for residual oxygen levels. 

All the CCP/OPRP records are completed by the operators and verified by the manufacturing manager. The 
following records were sighted for dates: 28/05/2020,22/05/2020,18/05/2020, 19/06/2020, 16/06/2020, 
05/06/2020, 29/07/2020,22/07/2020,14/07/2020, 2/11/2020, 28/10/2020, and 11/09/2020, 

Verification related to PRPs and the hazard control plan 
The site has identified  several verification activities such as: 

Monthly verification activity  

Internal audits 

Finished product testing, Environmental  monitoring 

GMP audits 

Shelf life verification and formulation  verifications and management reviews. 

The following were sighted: 

Internal audits: 

HACCP plan review internal audit conducted on 28/10/2020 

Food safety program development and management review and internal auditing program  conducted on  
17/09/2020 

GMP and housekeeping procedure audit conducted on 17/08/2020 

Notification of process change, product changeover, sample and product testing and cleaning and sanitising 
procedure internal audit conducted on  20/07/2020. 

Monthly verification audit including GMP audit  records sighted for:  Oct 2020, Sept 2020, Aug 2020 and July 
2020. 

All product is positively released and sighted for the following: 

Bubs organics grass fed infant formula – E.coli absent/g, Enterobacteriaceae N/D 10g, yeasts < 10 cfu/g, 
mould < 10 cfu/g, Sulphite reducing clostridial spores < 10 cfu/g, B.cereus< 10 cfu/g and listeria absent/25g – 
BVAQ report no 3689820 29/07/2020 
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Caprilac goat milk powder batch no 20102821 BB 27/10/2022 - E.coli absent/g, Enterobacteriaceae N/D 10g, 
yeasts < 10 cfu/g, mould < 10 cfu/g,  B.cereus< 10 cfu/g , coag+ staph < 10 cfu/g, cronobactor N/D 100g, and 
salmonella N/D 25g – BVAQ report no 3818028 dated 03/11/2020. 

 

Update of the food safety management system 
The site  regularly update the food safety management system as required, if there are any changes to the 
process, product or premises. 

 

Control of non-conforming and potentially unsafe products: all non-conforming  and potentially unsafe 
products are managed via NCR management. The corrective action procedure MAP 010  detailing about the 
corrective actions and any CCP variations are recorded on the process records. 

5 step RCA is conducted including the problem, immediate corrective action, preventative action, action 
reviews and verification. All corrective actions are documented in the site’s  corrective action log sheet ( PRO 
019 v4)  

The following were sighted: 

• CAR 97 – 25/05/2020 – product quality 

• CAR 99 – 02/09/2020 – chunks found in the raw material 

• CAR 100 – 02/11/2020 – packaging issue. 

Withdrawal and Recall 
Recall and withdrawal requirements are described in PRD 001 Recall Procedure V6 and recall and incident 
management ( MAP 013) in place and details the steps to take in the event of a serious food safe-ty incident. 
The procedure details the roles and responsibilities of key personnel within the organisation such as 
references to FSANZ and DFSV requirements along with contact protocols and con-tact details for key 
customers, regulatory authorities  and the certification body. 

The site has carried out a mock recall activity on  10/12/2019 with scenario of salmonella contamination on 
project no 19112769 The site has traced back a total of 398.4 kg of the stock . 

 

Prerequisite Programs 
Cleaning and sanitation 

Cleaning procedure SOP 12- capturing the cleaning requirements. The site has various zones – zone red 
(high critical area), yellow zone (medium risk) Blue zone (general warehouse). Each zone has separate SOP 
outlining the cleaning requirements. Each zone has separate cleaning equipment and sighted in a well-
maintained condition. During the audit, it was noted that the site has been maintained in a high standard of 
cleaning. Cleaning verification is carried out via visual inspection and environmental swabbing. 

Cleaning records sighted for the dates: 28/05/2020,22/05/2020,18/05/2020,  
19/06/2020,16/06/2020, 05/06/2020, 29/07/2020,22/07/2020,14/07/2020 
2/11/2020, 28/10/2020, and 11/09/2020. 

Pre-op check records sighted for dates: 28/05/2020,22/05/2020,18/05/2020,  
19/06/2020,16/06/2020, 05/06/2020, 29/07/2020,22/07/2020,14/07/2020 
2/11/2020, 28/10/2020, and 11/09/2020. 

Minor NCR (8.2.4): couple of cleaning chemicals bottles were found unlabeled. 

Pest control 

There is a documented procedure for pest control (PRD 010) detailing about the pest control program. Pest 
Control is provided by Rentokil who visit site monthly with field biologist visit annually. Service agreement 
25/10/2019 the scope of service is rodents and flying/crawling insects.   

The pest control folder has a bait map detailing the bait stations, fly control unit and insect detector. Service 
technician (DM) license NO L 005131 expiry 26/10/2022. The service reports contain information such as 
recommendations, pest activity, chemicals used to include the quantities and batch numbers. Service reports 
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sighted for dates: 19/10/2020, 24/09/2020,24/08/2020,02/07/2020 and 02/06/2020. Service reports indicate 
low activity. 

No pest control chemicals stored on site and MSDS sighted for Bromard, Cidetrack, Cislin and Contrac blox. 

Annual pest control audit conducted by the field biologist and report with some recommendations sighted for 
8/11/2019. At the time of the audit, no pest issues identified. 

Environmental monitoring 

The site has a documented procedure for environmental testing 9 PRD 007)   Five samples collected cover 
MAP 024 Clean area.  Microorganisms tested for EB, Salmonella, Y&M and SPC.  4 weekly cycle, Swabs 
sent to DTS. The following were sighted: 

6 swabs tested for EB, 1 swab for salmonella N/D and 2 swabs tested for SPC on 4/11/2020 – all swabs pass 
– BVAQ report no 3823752  

7 swabs tested for EB on 26/10/2020 – all < 10 cfu/swab, salmonella 2 swabs N/D - BVAQ test report 
3810801 

Four Air exposure plates sampled for TBC, yeast and mould - < 1cfu.m3 – BVAQ report 3815004 

Water is tested monthly and results sighted for the following 
sample from handwash basin yellow/blue zone tested for coliforms < 1 cfu/100ml and E. coli < 1 cfu/100ml – 
BVAQ report 3818466 dated 03/11/2020. 

Calibration/ maintenance 

Equipment used in the facility is suitable and industry specific. The Maintenance is described in Maintenance 
MAP015A V2 19/01/2020 details the methods in place to ensure equipment is operating effectively. The site 
has a preventative maintenance schedule (PRD023) and checks are conducted monthly. The maintenance 
action record (PRO030) is capturing the maintenance activities. Sighted for dates:  05/11/2020, 22/11/2020. 
Post maintenance clearance is documented on (PRO 030A). Examples sighted for 05/03/2020. 

The following Maintenance activities were sighted: 

Compressor service conducted on 31/01/2020 

Air-conditioning service conducted on 29/05/2020 

Calibration procedure MAP 014 V6 8/8/2019 details the measure in place to ensure monitoring and measuring 
equipment provide valid results.   

Records sighted for the following: 

Scale calibration conducted on 15/10/2020 for sn no: 190017529. 

ATP Luminometer sn no 118047 calibrated on 05/06/2020 

Magnets calibration Sn no: 3292 conducted on 14/09/2020 

Oxybaby O2 monitoring machine sn no 936758 calibrated on 03/08/2020 

Metal detectors sn no DK9F1150E012 and DK9F1150E013 calibrated on 31/08/2020. 

Approved supplier program 

The site has a documented procedure for approved supplier program (PRD 012) all suppliers must complete a 
supplier questionnaire for ingredients (ASP12.1), packaging 9 ASP12.2), Contractors and service providers 
(ASP 12.3). there is Approved Suppliers list (PRD013 v9) the suppliers by Name, Address, Con-tact, 
Goods/Service Supplied, (Broker/Manufacturers) Allergens, Risk rating, and Certifications.  All suppliers are 
risk rated. 

Raw material specifications sighted for: 

Orafti P 95 – 1/01/2020 

Lactoferrin powder – 20/04/2020 

Packaging specification sighted for: 
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Can ends specification from Visy - 05/03/2020 

Caprilac goat milk powder rewind film 12um PET meeting to AS 2070 & USFDA no 21 CFR 1777.1520. 

Cans spec along with food contact compliance statement sighted for Jamestrong – 11/09/2019. 

Supplier certifications sighted for: 

Invita Australia – FSSC certificate expiry 24/02/2021 

Beston pure dairies – SQF certificate expiry 25/09/2021 

Rolls pack – FSSC 22000 certificate expiry 15/08/2021 

Service providers include: pest control – Rentokil, waste removalist -Premier waste and JJs western recycling, 
laundry – Alsco and storage 3rd party warehouse – Main freight warehouse. 

Traceability System 

Procedure MAP 011 Traceability details the controls in place to enable traceability of raw materials through 
processing to final dispatch to the customer.  Incoming goods are given a batch number that follows the 
product through the various stages of blending, filling, canning, packing and palletizing ready for dispatch to 
the customer.  Observations during the audit conformed raw materials where readily identified and any non-
conforming goods clearly marked.  Filled cans are identified with a date code and batch number traceable 
back to the raw materials and supplier.  Finished goods batch details are recorded on shipping documents as 
well as on the warehouse inventory management system for traceability. 

The site also conducted a trace exercise as part of mock recall project no 19112769 The site has traced back 
a total of 398.4 kg of the stock on 10/12/2019. 

The site has conducted a traceability exercise on Caprilac 800g goat milk powder (batch no: 19100202)   
during the audit and a total of 498 tins has been traced back. 

 

Emergency preparedness and response 

The site has a documented procedure for emergency management (MAP 025) and identified product, 
operations and other incidents. However, missing several key emergency situations. 

Minor NCR (8.4.2): the emergency management protocol did not include the interruption of essential 
services, natural disasters e.c.t and, the site has not reviewed or tested the emergencies and 
incidents. 

Site Inspection and GMP Compliance 

The facility is in a light industrial area in the south east of Melbourne.  The building is relatively new and has 
been operating as a dairy packing facility since opening.  The building has paved and concreted roadways 
accessible by heavy transport for product receival and dispatch.  No signs of pests or birds noted around the 
entry points or under awnings.  Business located next to and around the facility did not appear to pose any 
potential food safety hazard.  The site uses filtered air to maintain a positive airflow from the high hygiene 
area out to the packing and palletizing areas.   

Internally the layout is structured around a high hygiene zone (Red Zone) with dedicated dress up and dress 
down procedures followed when entering and exiting the area.  Goods entering the red zone are transferred 
from the warehousing area to a yellow zone in preparation for entry to the red zone.  Air locks are in place to 
ensure raw materials do not introduce contaminants into the red zone.  Positive air pressure and filtration is in 
place along with controls for humidity and temperature to maintain a consistent environment.   

Walls, floors ceilings etc. in the yellow and red zones are well maintained with no obvious hygiene issues 
noted.  Equipment located throughout the yellow and red zones is well maintained and designed for ease of 
cleaning and durability.  Regular cleaning is in place to ensure the environment and equipment is clean and 
does not present a hazard to the finished product.  Entry and exit protocols where confirmed as being followed 
and staff observed in the various production areas where suitably attired consistent with the zones, they were 
operating in.  Hand wash signs in dual languages where present inside the facilities and amenities.  
Housekeeping standards of staff amenities and locker rooms was well maintained with no issues noted.  Raw 
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material storage areas and finished goods storage areas where clean ad tidy at the time of the audit.  
Identification of raw materials and finished goods was well maintained 

Processes/products/Functions 

Warehouse: the warehouse is well maintained, and the stock is kept in dedicated locations and clearly 
identified. All primary packaging is kept protected. the warehouse is classified under blue zone and blue zone 
cleaning is carried out daily through sweeper.  

Incoming material quality record (PRO025) and receiving checklist record (PRO 025A) covering the dairy 
transfer certificate, vehicle condition, CoAe.c.t. records sighted for dates: 24/08/2020, 28/07/2020, 
10/07/2020, 25/06/2020, 11/06/2020 and 27/05/2020. 

Human resources – adequate human resourced were provided by the management and the site has a 
training procedure under competency, induction and training (MAP 009). All new employees must go through 
an induction training, on job training, assessment of training needs, training competency reviews, refresher 
training and instruction and monitoring is identified in the procedure. There is a training matric (PLE 005) 

The following were sighted: 

SX completed allergen management 17/04/2020, organic food processing 22/01/2020, halal training 
24/01/2020 

HACCP refresher training completed by DL, NV, RS, SX, ZN, ZY,DN VJ on 23/09/2020 

GMP training completed ZY, DN and JX completed on 14/01/2020. 

Laboratory: the site has a in hour lab for conducting the residual oxygen test, product weight, seal integrity 
test and seaming test of the can. The following were sighted: 

Net weight, seal checks and oxygen residue level check (PRO-008) conducted on 01/11/2022 

Seal integrity and seam valuation check (PRO 006) conducted on 09/09/2020  

 

Compliance evaluation legal, statutory, regulatory and other requirements  

The facility is registered with the following: 

DAWE Registration No 2612  effective 06/12/2019 

Dairy Food Safety Victoria ( DFSV) licence no 20637 Expiry 31/12/2020. 
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NEXT AUDIT PLAN 

During our next audit the issues identified as requiring attention will be reviewed to ensure they have been 
adequately addressed, as well as the following set out in the plan below: 

This plan is a draft and can be modified to suit the availability of relevant people. 

 

Audit type : Surveillance audit  

Date Auditor Audit meetings plus functions/ processes/ 
areas/ shifts audited # Shift Approx. time 

Nov 
2021 TBA 

Opening  Meeting  TBA 

Previous audit findings   

Use of certification Mark/Logo/Shield   

Changes to the MS and organization   

Compliance obligations (Regulations and standards   

Management Review (objectives, contents, action 
plan)   

Emergency Preparedness and Response   

HACCP 
• Food Safety Plan Review 
• Review the HACCP plan 

implementation 
• Prerequisite programs 
• Operational Control 

Verification Activities 

  

Pest Control   

Management of incidents, product withdrawal, and 
product recall   

Warehousing & Distribution Management   

Maintenance and Calibration, Monitoring and 
Measuring   

Competence, Training, and Awareness   

Product ID & Traceability   

hold/release and control of nonconforming products   

Customer complaint handling   

Corrective & Preventative Action system   

Report Preparation/ Closing Meeting   
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