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CQC/07BRC0O2.06
Audit Report
Global Standard for Food Safety Issue 8: August 2018
1.Audit Summary
Company name Anhui Tiger Vitamin Industrial Co., Ltd. Site Code 1673876

. Anhui Tiger Vitamin Industrial Co., Ltd.
Site name

Folic acid which produced from 2,4,5-triamino-6-hydroxypyrimidine sulfate (cyclization,
nitrosation, reduction, crystallization) and N-(p-aminobenzoyl)-L-glutamic acid

Scope of audit (condensation, reduction and crystallization) through cyclization, acid dissolution, alkali
dissolution and crystallization, packed into PE bags.

Exclusions from scope None

Justification for

. None
exclusion
Audit Finish Date 2020-06-21
Re-audit due date 2021-06-20

Additional modules included

Exclusions from scope

Modules Result Scope
N/A
Choose a module N/A N/A
N/A
Choose a module N/A N/A
Head Office N/A

2. Audit Results

Audit result Certified Audit grade B Audit type Announced
Previous audit grade N/A (First Certification) Previous audit date N/A (First Certification)
Certificate issue date 2020-07-30 Certificate expiry date 2021-08-01
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Fundamental 0
Number of non-conformities Critical 0
Major 1
Minor 6
3.Company Details
Address Weisi Road, Economic development zone, Guzhen Town, Anhui Province,China
P. R. China Site +86-0552-6028002
Country Telephone
Number
Commercial ~ We Shengping Email 370991035@qqg.com
representative
Name
Technical Wu Zijian Email 370991035@qqg.com
representative
Name

4.Company Profile

Plant size 10-25 ksg.m | No. of 1-50 No. of HACCP | 1
(metres employees plans

square)

Shift Pattern Single shift

Subcontracted processes = N/A

Other certificates held ISO9001,ISO14001

Regions exported to EU / North America / South America / Africa / Asia / Oceana
Company registration NA

number

Major changes since last ~ N/A(First Certification)
BRCGS audit
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4.Company Profile

CQC/07BRC0O2.06

Anhui Taige Vitamin Industry Co., Ltd. is a company which produces vitamin derivatives, feed additives,
food additives, nutritious food, and integrates science, industry and trade. The company and production
base are located in Weisi Road, Guzhen Economic Development Zone, Bengbu City, Anhui Province,
covering an area of 300000 square meters and fixed assets of 120 million yuan.

This factory was certified by CQC according to the Standard of ISO 9001,ISO14001.The factory covers
an area of 10100 square meters. The factory produces vitamin B9 (folic acid).

5.Product Characteristics

Product categories 15 — Dried foods and ingredients

Finished product safety rationale  Ambient environment, low water activity, long shelf life

High care No High risk No Ambient high care No

Justification for area The product was ambient storage requirement.

Allergens handled on site None
Product claims made e.g. IP, None
organic

Product recalls in last 12 Months None

Products in production at the time  Vitamin B9 (folic acid)

of the audit
6.Audit Duration Details
On-site duration Duration of production
18 man hours e . 9 man hours
facility inspection
Reasons for deviation None
from typical or expected
audit duration
Next audit type selected = Announced
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Audit Duration per day
Audit Days Audit Dates Audit Start Time Audit Finish Time
1 (start date) 2020-06-20 08:00 18:00
2(end date) 2020-06-21 08:00 17:00
Auditor_(s) number Name Role

Auditor Number 260017 Xue Changhui Lead Auditor
Second Auditor Number N/A Wang Jia Trainee Auditor

Present at audit

2020-03-23(3/3)
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Note: the most senior operations
manager on site should be listed
first and be present at both
opening & closing meetings (ref:
clause 1.1.11)
Name / Job Title Opening Meeting Site Inspection Procedure Closing Meeting
Review
Wei Shengping/General
Manager X X
Zhong Jing / QC manager X X X X
Yin Lingling / QC Supervisor X X X X
Wang Hao / e_quipment X X X X
Supervisor
Jia Hongtao / Workshop X X X X
Supervisor
Zhang Sanbao / Purchase
. X X X
Department Supervisor
Wang Kun/Administration
. X X X
Department Supervisor
Mu Lianming/\/_Varehouse X X X X
Supervisor

Report No. 3400/BRC0/2020/0056

Auditor: Xue Changhui, Wang Jia
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Present at audit
Tian Sixia/Qc Specialist X X X X

GFSI Audit History

Date Scheme/Standard Announced/Unannounced

N/A N/A N/A
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Non-Conformity Summary Sheet

CQC/07BRC0O2.06

Critical or Major Non-Conformities Against Fundamental Requirements

No. Requirement ref. Details of non-conformity Critical or Major? Anticipated re-audit date

None

No. | Requirement ref. Details of non-conformity Anticipated re-audit date

None
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No | Requirem | Details o.f non- Correction Pro_posed preventive Root cause analysis Dat_e Reviewed by
ent ref. conformity action plan reviewed
1.Develop an
emergency
procurement plan. .+ | 1.Depth training of 1. Failure to
There was no control tﬁe metal detectior):in BRC Ver.8. understand the Xue
1 4.10.3 measures for foreign on week 2.Improve the GMP requirements of the 2020-07-15 | Changhui/Wa
metal. " " check frequence about | standard. ng jia
3. Establish the "Metal foreian metal control
Detector Rules" and 9 '
form records, and train
staffs.
No | Requirem | Details of non- . Proposed preventive . Date Reviewed
. Correction . Root cause analysis .
ent ref. conformity action plan reviewed by
There was no evidence | 1.The training was o
1.Depth training of
EbOUtl l—éAC?P. . f F:ondudqtetdl BRC Ver.8. 1.The records of train Xue
1 (211 HTA?CV;VCQP gt’:ar;allggc?ecr) immediately. 2.The next internal was absence because | 2020-07-15 | Changhui/W
2 The trainer body has ?ulle focuses on the of lack of awareness. ang jia
issued the certificate of | T@"NNI-:
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internal inspector.
1.The summary report :rélzi’sgzoggeéévgre
of mate”a' balgnce traceability provisions. 1.The details of BRC
during the tracin
There was no summary 9 fth 9 2. The next internal traceability were poorly Xue
2 1393 report about traceability process Od' € batch of audit focuses on understood and the 2020-07-15 | Changhui/W
and material balance. cor:jespior;] lngb aleh ot | \vhether to summarize tracing process was ang jia
pro ulcts das een the simulation not reported.
complete traceability and the
material balance test.
The !nspectlon The procedure
requirement for the
documents and .
tools brought by corresponding records 1. Failure to
personnel in and out of have bpeen 9 1.Depth training of understand the Xue
the workshop was not BRC Ver.8. requirements of the 2020-07-15 | Changhui/W
3 | 474 specified when the supplemented and standard ang jia
eZuipment maintained improved and strictly ' 9l
in the purification implement and record
workshop in daily work.
Failure to provide a 1.Collect related 1.Depth training of .
o . 1. Failure to
scientific basis standards and make a | BRC Ver.8. uﬁderstand the Xue
justification for the report. 2.Collect the scientific . .
4 [514 production shelf life of and technical r?qu&rergents of the 2020-07-15 Chaqghm/W
24 months. 2.Carry out accelerated | knowledge and standard. ang Jia
tests to further prove improve utilization
the stability of the ability.
[ERcA[E | CHINAQUALITY CERTIFICATION CENTRE . _
) ‘-ﬂ“' 53580613%3!\8);)88, Nansihuan(the South Fourth Ring Road)Xilu(West Road), Beijing 100070, China
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product.
Failed to provide a test | 1.The 75% of the
evidence for the 75 % alcohol prepared for 1.The preparation and
alcohol for disinfection disinfection must be verification methods of | 1. Failure to
purposes. verified with a disinfectants are understand the Xue
5 | 484 breathalyzer. stipulated in the SSOP. ;en%uggné?jnts of GMP 2020-07-15 | Changhui/W
2.The alcohol 2.Depth training of ang Jia
concentration would be | GMP.
verified regularly every
month by QC.
There was no 1.The use method of
monitoring evidence of 1.Pur§:hased the. UV lamp shall be 1. Failure to
: o ultraviolet detection e L
UV lamp intensity in specified in workshop understand the
. ksh card. 2.From June 24, SSOP and ded . ts of GMP Xue
5 4113 INNEr Workshop. the intensity of and recorded. ;i%“ggg‘;” S0 2020-07-15 | Changhui/W
uItrawo_Igt Iamp used in 2 Depth training of ang jia
the purification room is GMP
verified daily. '
[E%A[E | CHINAQUALITY CERTIFICATION CENTRE
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XL | 202003-23(373)
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Comments on non-conformities

The non-conformities main occured in metal controls, control measures monitoring and verification, record management, product traceability,
contamination prevent, etc.. All corrective action had finished.

Additional Modules / Head Office Non-Conformity Summary
Sheet

No. | Requirement ref. Details of non-conformity Anticipated re-audit date

None
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Requirement . . . . . Proposed preventive . Date .
No. ref. Details of non-conformity Corrective action taken action plan Root cause analysis reviewed Reviewed by
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No. Ilit::qunrement Details of non-conformity Corrective action taken :;zgﬁs';:'?reventwe Root cause analysis Date reviewed | Reviewed by
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Its GM demonstrated they were fully committed to the implementation of the requirements of the Global
Standard for Food Safety including provision of adequate resources, effective communication, systems of
review and actions taken to effect continual improvement, and opportunities for improvement was
identified, implemented and fully documented.

The top management elaborated and implemented the food safety and quality policy in the food safety
management manual (QM / tgwss-a) on January 1, 2020, Tiger food safety association was established
and food safety culture promotion plan No.: TGB6ZH00106 was established. Communicate policies to
employees through meetings and training.

The quality objects were established as followed:

1. The first pass rate of the product is 100%;

2. The content of vitamin folic acid in food additives: the minimum limit = 96.0%, the maximum limit <
102.0%;

3. The customer satisfaction rate = 90%;

4. To ensure the safety of the product, heavy metal (arsenic < 3mg / kg, heavy metal (based on lead)
content < 10mg / kg).

Sub-quality objects are set for different department and all employees were trained about it and training
record was in place for review. The objects were reviewed monthly and the last reviewed was conducted
on 2020-05-29 and the results were achieved. The food safety and quality meeting is held monthly at
least. Latest meeting was held on 2020-06-08.

Management review was conducted once a year, last conducted on 2020-06-05. Report of management
review was documented and retained for review during the audit. General manager, factory manager, QA
manager attended the opening and closing meetings during the audit. There had 2 decisions raised up.

In October 2019, the construction of food safety quality culture will be in place, such as the establishment
of tiger food safety committee. Our core values are "to reproduce green life and care for human health".
The factory has implemented the "food quality training plan table" numbered TGB6ZH00106, and trained
the staff. Attaching importance to product safety is the tenet that the company always adheres to, from raw
material purchase, production and processing process control to product delivery inspection. QA of our
factory always adheres to quality management and sets an example.

The Feedback processing system (No. TGB6ZH00107 ) was in place. The type of reporting system

included suggestion box, E-mail, online complaints, telephone, visit, etc. And the ways to get employees
to understand the system are file study.

GM has committed to provide human resource and financial resource to support BRC standard and
maintained product safety and quality management system. Human and financial resources required to
produce food safely and in compliance with the requirements of this Standard were accepted.

The main products were exported to North America, Europe, Asia and China domestic market and the

E E_HE CHINA QUALITY CERTIFICATION CENTRE
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monitoring system for relevant regulations collection was established and the documents of external origin
were in place. Three approaches to obtain the updated regulation:

communicate with its suppliers and customers to know its raw materials and finished products standard;
ask the local CIQ for obtaining the new regulation; from web to obtain the new regulation such as China
regulations.

The company has a Chinese version original copy of Issue 8 of the Standard at the audit.

This is the company got its fist BRC certificate.

The most senior production/operations managers on site was GM available during opening and closing
meeting and available for management interview after the opening meeting.

This is the initial BRC audit, so 1.1.10/1.1.12/1.1.13N/A.

1.2 Organisational structure, responsibilities and management authority

The current organization chart was available, including those with an impact on product safety, legality and
quality. Clear organization structure was established covering all business processes under Global
Standard for Food Safety. The organization chart was defined in Food safety and Quality Manual. The
company has the sections of Warehousing and logistics department, procurement department, production
department, sales department, general office, quality control department. When the persons of key
positions were absence, the positions’ deputies have been documented and approved.

The responsibilities of the departments and different work positions have been defined. The work
instructions are issued through hard copies. The on-site interviewed sampled staffs, such as lab staff and
packing staffs knew their responsibilities.

Details of non-applicable clauses with justification

Clause/Section Justification

reference

1.1.10 This is the initial BRC audit
1.1.12 This is the initial BRC audit
1.1.13 This is the initial BRC audit

2 The Food Safety Plan —- HACCP

HACCP plan established and maintained based on the codex Alimentarius HACCP principles. HACCP
plan for its Vitamin B9 , valid on 2020-01-01. HACCP plan approved by its GM.

The multi-disciplinary team comprises members including: GM, manager of Administration department,
production management department, quality management department, purchasing department, sales
department, etc, total 9 members.

E I:.-:IE CHINA QUALITY CERTIFICATION CENTRE
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Wu Zijian was appointed head of HACCP team. He is the company's quality director. Other members of
the BRC internal auditor training course can also be accepted, and have received training from CCIC
Anhui Co., Ltd. from April 23 to 24, 2020.

But Minor NCR1, 2.1.1 There was no evidence about HACCP knowledge training of HACCP team leader.

The scope of HACCP plan is vitamin B9 (folic acid), from raw material receiving to delivery.
Documented PRPs are in place, including cleaning, pest control, equipment and facility maintenance,
personnel hygiene, transportation, and staff training.

HACCP plans are established according to Codex standard, codes of practice or guidelines and
HACCP/BRC Standard,scientific literature for food, and nature of product, hazard analysis, food safety
legislation, experimental study and customer requirement.

Relevant information such as scientific literature, historical and known hazard (physical-metal, glass,
stone, wood, chemical-residual, heavy metal), code of practice (Codex Alimentarius standard or
guideline), legislation and customer requirements were reference for HACCP analysis conducting.

A complete description of the product was developed includes:

1) The characteristics of raw materials and packaging materials are considered.

2) Raw materials: Methyl cyanoacetate, guanidine nitrate, sodium methanol, sodium nitrite, sulfuric acid,
sodium glutamate, acyl chloride solution, toluene, trichloroacetone, soda ash.

3) Residue: the GB standards of the materials,Pb < 10ppm.

4) For its vitamin B9, its intended use has been identified in the HACCP plan for further processing in food
industrial.

The flow chart of vitamin B9 mainly includes: raw material receiving - triamine + para ammonia reaction-
cyclization - acid dissolution - alkali dissolution - refining - packaging - metal detection - storage -
warehouse distribution.

Subcontracting is prohibited.

The flow chart was verified by HACCP team members on site.

Hazard analysis has been completed from raw material, processing to final products, including of
biological hazards (e.g. pathogen), chemical hazards (e.g. heavy metal), and physical hazards (e.g. metal,
glass). Likely occurrence of hazard and severity of the effects considered fully during the hazard analysis.
Decision tree will be used to decision CCP.

A decision tree has been used to assess the hazard controls at each process step and the results are
documented.

For its vitamin B9, they used CCP and PRP control its all hazards.and after audit add the control measure
of metal detected as the CCP.

For its vitamin B9:

CCP1: Incoming inspection of raw materials (hydrochloric acid, sulfuric acid)

CCP2: Metal detected.

Critical limits for each CCP were also defined:

CL1:Arsenic (as) =0.0001%

CL2:Fes§f>3.0mm,SusS§3.5mm

All critical limits are based on subjective data. HACCP validation records are retained on file.the last
validation was conducted on 19-07-2020.

Monitoring system for each CCP is established and implemented, e.g., if there is deviation for set
parameters, the company will recalibrate the MT and evaluation the safety of the product that produced.

CHINA QUALITY CERTIFICATION CENTRE
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CCPs monitoring records reviewed during the audit. CCP inspections on site.

The procedures for each CCP identify the corrective action to be taken when the limits are exceeded.
Documents and records review find that there is no deviation for the CCP.

Product and process were properly handled and procedure clearly defined in HACCP Plan such as hold
and reject. Authorized person was assigned to investigate and release. Validation and verification was
conducted annually.

Documents and records reviewed found that there was no deviation for the CCP. The monitoring records
of CCPs was available for review.

Procedures of validation and verification to confirm that the HACCP system working effectively
(QSP/TGWSS-A-16) was in place.

Last verification for vitamin B9 was respectively carried out on 2020-05. The verification of the acceptance
of the B9 was conducted by SGS on 26-04-2020,Reports were maintained.

The HACCP records were maintained at least 3 years.

The company operates a formal sign off process for all new products and significant changes and new
equipment which includes sign off by the HACCP Team leader to confirm the impact of any changes have
been assessed.

HACCP plan review and prerequisite programmes should be carried out conducted annually by factory.

Details of non-applicable clauses with justification

Clause/section Justification
reference

None

3. Food safety and quality management system

3.1 Food safety and quality manual

The company had established and implemented the food safety and quality management manual
(QM/TGWSS-A), Valid on 2020-01-01. The manual (Chinese) described the company‘s commitment to
quality and outlined work methods.

All the relevant department and key staff had the latest version Manual, and all the staff could be readily
got the printed or electronic quality manual. All the procedure and work instructions were clearly legible,
unambiguous, in appropriate languages and sufficiently detailed to enable their correct application by
appropriate staff.

E I:.-:IE CHINA QUALITY CERTIFICATION CENTRE
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The company established the document control procedure (QSP/TGWSS-A-01) and the procedure clear
defined all requirements. Documents have been approved by designed authorized person and distribute to
relevant department to ensure the correct version available in place.

The company had its documents register. All controlled documents were controlled by document controller
and share in electronic system; therefore all documents are readily accessible to relevant staff at all times.
During audit, document observed were legible, unambiguous, and clearly detailed. Reason for changes
was recorded in document action request.

The obsolete documents were recalled back to document control department, stamp canceled and
disposed.

The company establish the record control procedure (QSP/TGWSS-A-02) was included the records
alteration, the electronic records maintenance.

The requirement of collation, review, maintenance, storage and retrieval of records were defined in it.
The storage period is 3 years.

The list of quality record was in place. During audit, record observed were legible, unambiguous, and
clearly detailed. Reason for changes was recorded in document action request.

The Internal audit procedure specified that internal audit would be conducted per quarter. The audit
standard is included BRC 8.0 standard. The audit frequency is based on the risks associated with the
activity and previous audit performance. E.g. at least 3 internal audits of production area in fourth audits
per year.

The 2020 internal audit plan was approved. Reviewed the internal audit plan and relevant report, records,
the internal audit scope covered the HACCP, PRP and whole Quality and Food Safety System. Internal
auditors were trained enough about BRC 8.0 on 2020-04-23 to 24. And the internal auditor certificates
were available.

The last internal audit was conducted on 2020-05-19 to 20. The audit team was composed of four
peoples,Gao yan, Tian sixia, Xu yan, Gu Chunlin who were trained.

Total 3 NCRs were raised in the internal audit, and all the NCRs were found root cause and implemented
the CA and verify action in defined time scale.

The internal audit records as following:

1).Internal audit plan.

2).Attendee signature record.

3).Internal audit check list.

4).Corrective action record and internal audit report.

The frequency of GMP inspection is once per month in product areas and plant yard and storage areas.
And check records were kept on files. The last inspection was conducted on 2020-06-04.

The company had established a supplier management procedure (QSP/TGWSS-A-05) and purchase
management procedure (QSP/TGWSS-A-06) to demonstrate how to purchase product and to ensure
product procured conforms to defined requirements. Qualification certificate, quality, delivery performance,
price and service were used as evaluation criteria; evaluation method was internal inspection, analysis
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certificate and questionnaire.

New suppliers are selected covering quality/food safety of product, company profile, certified standard and
be approved by authorized person (procurement, QA) prior to adding in supplier list.

The company carried out risk assessment on suppliers every year and divides them into three categories
according to the results.

QA with internal auditor qualification and procurement conduct annual on-site audit of Category I/l
suppliers, and on-site audit of all suppliers within 3 years. They make the on-site review form, including
GMP, HACCP, etc., and keep supplier appraisal records of the on-site review form.

Qualified supplier list was in place (No.TGSW-CG-001-03), total 76 suppliers. 6 suppliers were sampled
during the audit Shandong Kunda Biotechnology Co.,Ltd. (Triethylamine), Zhejiang Xinhua Chemical
Co.,Ltd. (Triethylamine), Tongshan Hongda Fine Chemical Plant (Trichlorophorous), Shandong Fengyuan
Chemical Co.,Ltd. (oxalic acid), Leiyang Jinyue Technology Development Co.,Ltd. (1, 4-Butenediol),
Chonggqing Chi Yuan Chemical Co.,Ltd. (1, 4-butenediol), the records of questionnaire, qualification
certification, reviewed were kept.

And The plan of on-site audit supplier was conducted, total 13 suppliers and 11 materials were
included.The plan was delayed because of Covid-19. Three

The performance of the suppliers were conducted every year,for example,Hangzhou Henxin activated
carbon Co., Ltd. the score of 2019 was 85,the performance was about credit, continuous supply capacity,
timely delivery, quality stability.

Raw material quality standard and inspection method (TGZK105-01) is established and implemented. The
parameters for acceptance and frequency of testing are clearly defined in it.

The received materials are verified by authorized person such as QC and store staff prior to receive. The
status of passed test material is identified in tag identification for each material for communication with
related functions.

The requirements and sampling plan of raw materials and packaging materials were defined. QC staffs
were responsible for inspecting organoleptic items for each batch of raw materials, ingredients/additives
and packaging materials. COA would be collected. Relevant inspection records were available.
Documented controls for raw and packaging in place to ensure purchased materials conform to purchase
specifications and applicable regulatory requirements.

The management of suppliers of services was defined in purchasing control procedure (QSP-TGWSY-A-
06). Evaluation of services providers’ performance is also done for every service activities.

Approved service suppliers were registered in approved supplier list. This included: waste service, pest
control service, transportation service and lab service.

Sample:

Transportation provider, Anhui Fengyuan Logistics Co. LTD, contract on 2019-12-26.

Pest control servicer: CCICSH, contract on 2019-10.

All the services suppliers were with formal contract, the contract clearly define service expectations and
ensure potential food safety risks associated with the service have been addressed.

No outsourced processing is utilized.
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All materials specifications (HACCP/TGSW-2019-0/A) were in place taking into account relevant CN, GB
or other regulars and customer requirements and cover details of safety parameters (physical, chemical
and biological hazard) .

Process specification — net weight, impurity, pressure meter, temperature and time, chemical residues and
active component concentration.

Final specifications were in place.

Specification was reviewed per 3 years. Last reviewed on 2019-11.

The company had established corrective actions control procedure (QSP/TGSW-19-A) and preventive
actions control procedure (QSP/TGSW-20-A)to ensure investigation of the root cause of non-conformity
would be performed and corrective actions would be taken.

QA department is responsible for this issue.

Records review finds that the company takes corrective actions in a timely manner for non-conformities.
No non-compliance is found in this section during the audit.

Non-conforming product control procedure (QSP/TGSW-05-A) was established.

All out-of-specification products are clearly identified, labeled and quarantined. All non-conforming
products are handled or disposed of according to the requirement.

QA manager is the decision maker of non-conforming products. QA is responsible for handling it.

Clear process well understood by staffs that were interviewed during the audit. Storage has one appointed
area for storing non-conformity products.

Non-conforming products did not be found by the evidence of on-site audit and documentation records.
Main was broken bottle produced by process. Corrective actions are implemented to avoid recurrence of
non-conformance. No major trends.

The company has established product identification and traceability control procedure (QSP/TGSW-08-A).
Raw materials, semi-finished products, most finished products and wastes are traceability cards. The
company ensures the traceability of all materials used in its products. And carry out on-site inspection of
its materials and product batches from receiving, processing, packaging, storage and delivery, and record
relevant records for traceability. The traceability system is simulated and tested once a year on April 21st,
2020 (the final product traced back to raw materials and raw materials traced to final product).The folic
acid of batch 191027 was simulated and traced. The name and batch number of raw materials used in the
product were sodium metabisulfite and B9-19-7-43. 10% sodium carbonate, batch number: B9-19-7-12.
10% trichloroacetone, batch number: B9-19-9-1. Intermediate triamine, batch number: 1910-025-2,
consumption 205kg. For ammonia, the batch number is 1910-025/028, and the consumption is 195*2kg.
The batch number of the inner packaging material used is B-19-7-1, and the number is 8894. Black inner
membrane bag, batch number: B-19-7-2, quantity: 7533.

Simulation test records can be provided, and all traceability tests can be completed within 4 hours (April
21, 2020, 10: 00-14: 00). The auditor randomly selected trichloroacetone raw materials with batch number
B9-20-5-15 to test the traceability (10: 00-14: 00), and the arrival time was May 15, 2020, from Bohai
Chemical Industry, Gucheng County. 5.24, 30000kg of recipients. The batch number of triamine
(intermediate product) is 2006-015-1, and the quantity is 267kg. The batch number of triamine is 2006-
015-2, and the quantity is 276kg. The batch number of ammonia (intermediate product) is 2006-015/016,
and the output is 818kg. The folic acid product batch numbers are 2006-043, 2006-044, 2006-045, 2006-
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061 and 2006-072.

the raw and auxiliary materials storage record, acceptance record, production and processing record,
inspection record, nonconforming product record, etc., can be traced back to the basic realization.
The suppliers’ traceability system was ensured and tested regularly.

The traceability of rework had been maintained by a special mark f in the final products lot number.
But Minor NCR 3,3.9.3, No summary report on traceability and material balance was provided.

Customer complaint dispose procedure (QSP/TGWSS-A-20) had described how to handle and record
complaints. Sales department collects complaints from clients, and deliver it to QA department. The root
of cause should be analyzed by QA. And related person will take action.

The QA department is responsible for the verification work. The verification person is assigned. Customer
information feedback records and customer satisfaction survey and analysis report were kept.

Root causes of each problem was investigated.

The company had a documented emergency control procedure (QSP/TGSW-25-A) and Non-conforming
product control procedure (QSP/TGSW-05-A).The items cover: the equipment broken, water, energy, fire,
chemical leakage, malicious contamination or sabotage and disease. Emergency procedure was tested at
least annually. Requirements for covid-19 epidemic prevention and control plan with raw materials was in
place, including a leading team and prevention and control measures. There is basically few epidemic in
Guzhen City and the production is normal. Raw material packaging materials didn't affected by the Covid-
19. In accordance with the requirements of government epidemic prevention, the company shall strictly
manage its employees, production process and environment. All employees shall wear masks and visitor
are not allowed to enter the production area before May, 2020.

Product recall procedure (QSP/TGSW-13-A) was in place.

Classifications of product recall:

Class | Recall: This is an emergency situation involving the removal from marketing and distribution
channels those products that, because of a deficiency, pose an immediate or long-term serious threat to
health or life. In a Class | Recall, top priority must be given to the complete and immediate removal of the
recalled products from all levels in the distribution chain all the way down to the consumer level.

Class Il Recall: This is a priority situation in which a product deficiency may cause temporary or medically
reversible adverse health consequences and where the probability of serious adverse health consequence
is remote. An example of such a product is a food product containing Salmonella enteritis. In a Class |l
Recall, products must be removed from all levels in the distribution chain.

Class Il Recall: This is a routine situation in which adverse health consequences of a product deficiency
are highly improbable or non-existent. Products are recalled because of adulteration or misbranding not
involving a health hazard. In a Class Ill Recall, products must be removed from the wholesale levels of the
distribution chain.

The list of key contacts, e.g. suppliers, customers, was in place. Communication plan was defined in the
procedure. The product recall and withdrawal procedures are tested once annually.

The last test was conducted on 2020-01-18 about VB9 191027 lot 25 kg Box amount 1000Kg.

No recalls and emergency happened to date.
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Clause/section Justification

reference

3.5.1.5 All raw materials were purchased from the manufacturer.
3.5.1.7 No exceptions situation occurred

3.5.2.3 No live animals receipt.

3.54 No outsourced processing is utilized.

4. Site standards

4.1 External standards

The company was established in 2012. The plant is located at Guzhen Economic Development Zone,
Bengbu City, Anhui Province.

The site is in suitable design for the production of food. In general good repair and maintained with
regularly plan. Some buildings and roads were under construction, the company constructed protective
fence for platform used for uploading to prevent contamination. Moreover, external traffic routes are also
suitably surfaced and maintained well. The building fabric is maintained well to minimize the potential
contamination.

4.2 Site security and food defence

Food defense plan (TGZK003-01) and site boundaries have established. The company carried food
defense hazard analysis and assessment of associated risks although control procedure was available.
The security arrangement programmes review in annually, and latest review report was available at 2020-
05-06.

Unauthorized person could not be entered production and storage areas. Outer visitors and contractors
must be accompanied with related responsibility staff.

Guards were 24 hours patrol in whole plant area, production area and storage area for supervising the
product security.

Videos (24 hours, total 69 videos) have been installed around the factory. Gate guard keeps on gate and
control visitors.

Visitors should accompanied by the factory’s employees. Package materials and finished products kept

separately. And chemicals kept in one special room and locked. Procedure was in place to ensure that
finished product is held under secure storage and transportation conditions.
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