Questionnaires of Equivalence Information of Food Safety System in

Dairy Products for Applying Import to Taiwan
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Please note prior to answer the guestionnaire

A

The purpose of this questionnaire is to obtain the general information about the food safety
system in dairy products in your country. This information will be used to evaluate the food
safety system in your country.
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Please provide all the answers to the full extent if possible. Answers should be written in
English or Chinese. Copies and electronic files of maps, tables and figures are preferred

under the applicable questions.
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0. Profile
0. A
0.1

Before answering the following questions, please describe the profile of dairy
product of the country, including history, geography, agriculture, forestry,
fisheries, food import and export management and situation, and type of food
industries including numbers of dairy factories, yearly production, types of dairy
products and productivity.
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0.2 Please describe what kind of dairy products you want to export to Taiwan?
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[_]Other products containing dairy material (please describe the detail
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Laws and regulations
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1.1 What laws and regulations address the control of food safety and prevention of

1.2

1.3

disease and environmental contamination of dairy products? Please provide the
materials in English or Chinese.
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What laws and regulations mandate the dairy establishments to be responsible for
the food safety management? Please describe the requirements in detail.
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What laws and regulations mandate to consider the source of dairy products for
food safety? Please describe the requirements in detail.
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1.4 What food hygiene and safety laws and regulations mandate the labeling of dairy

products (e.g food allergens, expiry/manufacturing date)? Please describe the
requirements in detail.
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1.5 Other related laws and regulations about dairy products. Please describe the
requirements in detail.
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Control system and government organization
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2.1 For each of the dairy products under this application, please describe your
management system to control the source and food safety.
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2.1.1 Please describe what governmental agencies enforce the relevant laws and
regulations? Please include organization charts for each of these agencies.
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2.1.2 Please describe the functional relationship among the above
governmental agencies at the national, provincial, or local levels? How do
these agencies/authorities cooperate and work together?
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2.1.3 In the field and at headquarters, please describe how many persons are
assigned to the dairy products inspection programs? Please List the
separate areas of responsibility and denote the number of persons in each
area and organization charts for each field.
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2.2 For each of the products under this application, please specify how your current



2.3

system can prevent dairy products from being polluted..
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2.2.1 Please describe what governmental agencies enforce the relevant laws and
regulations? Please include organization charts for each of these agencies.
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2.2.2 Please describe what is the functional relationship among these
governmental agencies at the national, provincial, or local levels? How
do these agencies/authorities cooperate and work together?
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2.2.3 Please describe what is the functional relationship among the food safety
and environmental protection agencies/authorities? How do these
agencies/authorities cooperate and work together to monitor and prevent
food from environmental contamination and pollution.
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Please describe whether the dairy inspection agency/authority also responsible for

other inspection programs? (For example, fishery products, meat and poultry

products, non-meat food products and feed manufacture)
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3.

Governmental control system
AR RFIR

3.1 Please describe dairy products inspection programs at the national, provincial, or

local levels. Is there any official control program for export establishments?
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3.1.1 Please indicate what products are covered under each inspection programs?
These products should include products intended to export to Taiwan.
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3.1.2 Please describe the budget/ funding sources of the above inspection
programs?
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3.1.3 Are there any other non-government inspection programs in place?
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3.1.4 Please describe the execution frequency of the above government and
non-government inspection programs?
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3.1.5 Please describe the training requirements for supervisors and inspectors
personnel’7
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3.1.6 Please describe the dairy products that export to other countries under any
government or non-government inspection programs? Please describe the
programs in detail. Is there any official or non-government inspection of
these dairy products that have been exported to other countries so far, and
what are the inspection plans?
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3.2 Please describe the management program for dairy farm registration and animal

identification.



HP G MR ek panl T 4 E

3.2.1 Please describe Farm registration
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3.2.11

3.2.1.2

3.2.13

Please describe the registration system for livestock holdings. Any
exemptions should be clearly state the rationale and pertinent
regulations.
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Please describe the method used to identify individual holdings.
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Please describe the farm registration system.
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3.2.2 Please describe animal identification.
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3.2.21

3.2.2.2
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Please describe the identification system for dairy cow. Any
exemptions should be clearly state the rationale and pertinent
regulations. Please provide information on identification systems. In
particular, the details of what mark used (tags, tattoos etc), whether
they allow individual animal or only farm identification, maximum
age of animals at first identification, responsibility for application of
marks, on-farm and official records of marks, re-application of lost
marks, special marks for suspect or diseased animals etc.
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Please indicate any special rules for identification of pedigree
animals.
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3.2.2.3 Please describe the official controls and records maintained to
monitor the operation of the animal identification systems.
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3.2.2.4 Please describe how the system trace back from the animals and
products to their original farms. Please provide relevant regulations
and competent authorities.
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3.3 Please describe the official control programs of the food additives, irradiation,
packaging materials, detergents and sanitizing agents and etc.
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3.3.1 Please describe the relevant laws and regulations?
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3.3.2 Please describe the laws and regulations relating to testing, approval, and
control the uses of these materials?
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3.3.3 Please describe the procedures, inspection activity or criteria are used to
determine whether these materials will not cause product deterioration and
will comply with the applicable laws and regulations?
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3.3.4 Please describe what is the procedure to approve these materials to be legal
food additives or food contact materials?
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3.3.5 Please describe how does the agency ensure or verify that dairy
establishments only use legal food additives, irradiation, packaging materials,
detergents and sanitizing agents.
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3.4

3.5

Please describe the official control activities to review the ingredients and
methods of preparation for dairy products.
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3.4.1 Please describe what are the relevant regulations, requirements or guidelines
to regulate the production and labeling of the dairy products.
P S W e AR A T AP R R R 2 Al S o

3.4.2 What governmental agencies or organization review the processed product
ingredients and processing? What is the functional relationship among

these agencies?
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3.4.3 Please describe what is the procedure to review the thermal and other
sterilization processing?
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3.4.4 Please describe is there any official document indicating the heating and

other sterilization procedures.
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3.4.5 What agencies audit the processing process of the establishments?
f R AP RS LB AR F ML

3.4.6 Please describe how do the agencies inspect the compliance of the materials
used at the establishments?
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Please describe the HACCP (equivalent) inspection system in your country.
FELP F B2 HACCP & %222 4 5 i st o

3.5.1 How does the government inspection system specify and mandate the
HACCP system in dairy establishments must conduct hazard analysis,
determine critical control point, establish control limit, conduct monitoring,
implement corrective actions, maintain documents, and records and verify
the effectiveness of the HACCP system?
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3.5.2 Please describe what’s the above system based on? Please provide the laws

and regulations.
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3.5.3 How does the government inspection system verify the effectiveness of
process control designed to ensure food safety?
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3.5.4 How does the government verify the effectiveness of the inspection system?
FORphe W AR B Bk 2§ a7

3.5.,5 In case the food safety incidents occur, would the authority take the
following measures including sampling, traceability, publication of the test
results and related information, recalling and withdraw from the market?
Please specify how you work.
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3.5.6 In case of falsification of records, criminal prosecution, would the authority
take the following actions including suspension, corrective action request,
and follow-up inspection? Please specify how you work.
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3.6 What regulations, directives or guidelines require establishments or export
establishments to control the recall, destroy or reprocess products, raw materials,
food additives, detergents and sanitizing agents or other materials that are not
fitting for human consumption?
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3.7 Please describe what procedures are in place to certify acceptable products for
export? What procedures do you follow to re-certify previously non-compliant
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products for export’)
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3.8 Please describe the official management on food operating businesses.
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3.8.1 Please describe what regulations, directives or guidelines require food
operating businesses including dairy operating businesses should register.
Which agencies manage the registered? What activities will be taken by
which agencies to audit and verify the correctness of the registrations?
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3.8.2 Please describe what regulations, directives or guidelines require the dairy
operating businesses to set up traceability system? What activities will be
taken by which agencies to audit and verify the correctness of the traceability
works conducted by the food businesses?
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3.8.3 Please describe what regulations, directives or guidelines require the dairy
operating businesses to test their raw materials, semi-products and end
products? What activities will be taken by which agencies to audit and verify
the correctness of the test?
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4. Self - control programs for dairy products at establishments
B &2 p i gRyE

4.1 Please describe what regulations, directives, or guidelines mandate that the export
establishments evaluate the sanitary conditions to prevent product from
contaminations.
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4.1.1 Please describe what regulations, directives, or guidelines mandate that the
establishments address the sanitation standard operation procedures in
written.
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4.1.2 Please describe what regulations, directives, or guidelines mandate that the
establishments evaluate the sanitary conditions to prevent product from
contaminations.
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4.1.3 Please describe what regulations, directives, or guidelines mandate that the
establishments establish cleaning procedures, including cleaning frequency.
J" PR ﬁf{ﬁ‘ﬁ:_./ﬁm't;ﬂ%*%i%’é%}é‘}p/ B E 2 RE #F’ &#p

H;@o

4.1.4 Please describe what regulations, directives, or guidelines mandate that the
establishments take correction actions.
B IR e R et T BRI SR KR L N

4.2 Please describe what regulations, directives, or guidelines mandate that the
establishments address the control and prevention of contaminations in
constructing ground, building and facility for processing, personnel dormitory,
dining room, resting area, toilet and water supply etc.
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4.3 Please describe what regulations, directives, or guidelines address the control and
prevention of contaminations of facility and utensil cleaning, personal hygiene
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4.4

and health, waste disposal and pests control programs.
FARP G OMLE AR ~dp 2 Al PR AR B R 2 eiEd (TR AR F2
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Please describe what regulations, directives, or guidelines require establishment to
perform processing and quality controls? Including the following questions
4.4.1-4.4.13.
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4.4.1 Please describe in-coming materials, intermediate goods and product
receiving inspection and control.
HR R X RS F R s § i

4.4.2 Please describe food additives receiving inspection and control.
FF L “‘r‘r'/] Svgr 2. 5@”](*’&’?#”#‘ 2

4.4.3 Please describe processing control, including processing temperature,
humidity, pH, water activity, pressure, flow rate and time.
P b 1 BRI RR G RGBS RS R e T R
ﬁ:}dﬁ X5 o

4.4.4 Please describe operation, handling and maintenance of the processing
equipments, utensils and containers.
FELM A L EARY TR Y 2K BEEFE BT S
X o
X

4.4.5 Please describe effective measures to prevent metal or other foreign materials
mixing into products.
FRE AR R R KSR~ 8 R ks o

4.4.6 Please describe control of water supply (including potable water and cleaning
water) and relevant records.
FEL H R (S AR KRR iR oK) B e 2 AP e bk e

4.4.7 Please describe control of packaging, packaging material or recycle of
containers

FE e AR Bt 2 g
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4.5

4.6

4.7

4.8

4.4.8 Please describe pre-shipment control.
,j_/,bpg %, T 7 ? #wjd.

4.4.9 Please describe process and quality nonconformity control.
EE R EEEL S S N F L

4.4.10 Please describe corrective and preventive actions.
Bt TN R

4.4.11 Please describe labeling and traceability.
TP AT B A HREE R

4.4.12 Others.
Hi o

4.4.13 Please describe records of the above items.
iR R N s p

Please describe what regulations, directives, or guidelines mandate dairy
establishments to take responsibility for the warehouse and transportation
controls.
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Please describe what regulations, directives, or guidelines mandate establishments

to take responsibility for testing and measurement, customer complaints, product
recall and record-keeping controls.

F P R AR TR BRI B AS T ol L Srin g en
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Please describe the frequencies to implement the control programs listed in 4.1 —
4.6.

P R RTREAL 4L T 46 AR AT -

Please describe what regulations, directives, or guidelines mandate low-acid
canning establishments taking control of programs listed in 4.1 —4.6.

G R R MEPEEL RR A 4L D A6 AR AR 44
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4.9 Please describe how governmental agencies confirm that establishments carryout
the above Self- Control Programs.
FLP PR B e P ARG T R A F R 2 )
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5.

Chemical residues, contaminants and microbial control programs

e
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5.1 Chemical residues and contaminants.
“ERTFE S

5.1.1 Please describe the control programs of veterinary drugs, feed additives, food
additives, pesticides, herbicides, detergents, sanitizing agents, industrial and
environmental poIIution (e.g dioxin, heavy mental) and irradiation.
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5.111

5.1.1.2

5.1.1.3

5.11.4

Please describe the chemical residue control programs at the national,
provincial, and/or local levels. Is there any export program in place?
Which agencies are responsible for planning and implementing the
national control programs?

FWP R RE s s/ B R M ER TR OE A
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Please list the chemical residues, pollutants and the maximum residue
limits in each chemical residue control plans and samples to be
analyzed, for each specific residue compounds.
%’1;$§E?#?#”$ﬂ%Tﬂ74—mﬁ%ﬁ?#~*
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Please submit a copy of your annual residue programs/plans/projects,
which might be monitoring, surveillance or other special testing
programs/plans/projects in place.
FRETRERCERGTFEF RRAEMAR Lot g7
RFHEP TR AER DAL s REHKBRRTF -

Please describe the design of the residue programs/plans/projects for
dairy products to be tested for residues, including sampling size and
location. Indicate whether the sampling is based on random sampling
and/or the statistical significance expected of the residue conclusions
or whether the sampling plan is based on non-statistical design
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principles. In both cases, indicate the objectives of the residue

programs/plans/projects.
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5.1.2 Please describe the government enforcement programs for chemical residues
and the government’s activities to prevent dairy products from chemical
residues contamination.

TP AR ER T ORZFFEZIFP I US LI ERG A R
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5.1.2.1 Please describe how are test results reported? What agencies will
receive the report when test results violate the standards?
P RS R Ao 3R - BB ARPE o TR SR £ T T R
+?

5.1.2.2 Please describe what actions are taken when positive or violate
results determined the chemical listed in 5.1.2.2.1-5.1.2.2.5? In
addition to the product recall, destroy and other disposition, what
other actions will be taken? Such as personnel prosecute or penalty’>
P ¥ 5122151225 ¢ 2 P EATHRPIEE LB LS
kﬂ%ﬁ%vﬂﬁﬁﬁﬂﬁ@o%1?Mmg&wk£ﬁ§4ék
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5.1.2.2.1Please list the drugs permitted for the therapeutic and
preventative use in animals produced raw milk.
FAM R AL AR L E R P E

o

5.1.2.2.2Please list the prohibited and permitted substances for food
safety.
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5.1.2.2.3Please list agricultural chemicals permitted for crops used in
feed production and in grazing.
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5.1.2.2.4Please list environmental or industrial chemicals that are
potential contaminants to dairy production.
E AR s A5 WUEL A2 BB I ELIESHF -

5.1.3 Please provide the organization chart of the agencies responsible for
chemical residue programs/plans/projects and explain the relationship in the
dairy products monitoring programs for compound approval, residue
programs design, sample collection, laboratory and enforcement.
FRELFTEERTF LGRS REACE D LB RS R X
T N P e
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5.1.4 Please identify the regulations, directives and guidelines concerning the
chemical residues.
FAp M ERTFLApMEAR S d3p 4 2 dpal e

5.2 Microbial control -programs
Ve il Vo

5.2.1 Please describe the national microbial monitoring programs/plans/projects
for dairy products including further processed products in your country at the
national, provincial, and/or local levels. Is there any export program in place?
What agency is responsible for the planning for national control programs
and what agency is responsible for implementation?

TP R AR TE S dafo/d e 2 s PR E(F R D )ik
AR ERITRLIRELER LT ERN FARIR?LF ARG «*i 7 £
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5.2.1.1 Please describe what does the microbial monitoring
programs/plans/projects work as an effective indicator for process
control. How to analyze these data?
FP AP ERS KRR AR 2 G ik
oo drie A 7in et #dy o

5.2.1.2 Please describe the indicator microorganisms and microbial
standards for corresponding product category.
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5.2.2

5.2.3

5.24

FR P AR A KA Bl 2 dp iRt P oiic 2 R e

5.2.1.3 Please submit a copy of your annual monitoring, surveillance or
other special testing programs/plans/projects?
FHRULPERTR P ASE B BRI > XL H/E P -

5.2.1.4 Please describe what is the statistical basis for the sampling program.
What sample categories are covered in these programs /plans
/projects?
ECh S S EU S C SE-TA VS A o
A SR w s e ?

5.2.1.5 Please describe the design of the sampling programs/plans/projects
for product category to be tested. Indicate whether the sampling
plan is based on random sampling and the statistical significance
expected of the microbial monitoring conclusions or whether the
sampling plan is based on non-statistical design principles. In both
cases, indicate the objectives of the residue programs/plans/projects.
PP AN A AR S 2 d 4R i‘/“ﬁliﬁ poodp AT RN
J 32 A B e #ng B2 EE L VIR R st g &
TR X TRE - A F PR R L AN RS AR KRR
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Please describe how are test results reported. What agencies will receive the
report when test results violate the standards? Please describe what are the
corrective actions for the noncompliant incidents obtained in these testing
and monitoring programs/plans/projects.

TP RIS R AP AR o FE AR VR € T Re RS 7
PA R R T R R AP TEE A B AF T BTG
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Please provide the organization chart of the agencies responsible for
microbial monitoring programs/plans/projects and explain the relationship in
the dairy products monitoring programs design, sample collection, laboratory
and enforcement.

FHREL A TR jf/*“iJ/IE Pz POt SR R T R T
SR AR ST ORI E R R \:‘f'e?,-f_iﬁﬁm R T o

Please identify the regulatlons, directives and guidelines concerning the
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microbial monitoring programs/plans/projects.
FAp iy MAE SRR REFHIGED 2 ApR 2R~ dp 4 & 45l o
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6.

Laboratory
E

6.1 Please identify the analytical methods used for the microorganisms, veterinary
drugs, food additives or other chemical compounds for dairy products including
further processed products. Please use Table 1. to list the analytical methods
you used.
%ﬁﬂ%@&&i@ﬁubW*&i%‘@%ﬁg‘%&mﬂﬁﬁﬂwﬂﬁ
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6.2 Please describe the the Iaboratory management.
WP R SRR EAIR

6.2.1 Please identify how many laboratories perform the tests.
FEM G P FRENGRR

6.2.2 Please indicate what the governmental, private or other laboratories are and
the correspondent tests are performed in these laboratories. Please list the
private and governmental laboratories performing tests for these tests for
dairy products including further processed products in Table 1.

R EETS S S AT S U AN EE R R
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6.3 Please describe how do the quality control or quality assurance programs carryout
in approved laboratories to ensure accurate and consistent analyses.

PP T R E L TR AR TR R e R A ERE A4S % R
Bgr - ®f o

6.3.1 Please describe how the government ensures the correctness of quality
control programs and analytical results.

WP e R R ES TR A S AR R R

6.3.2 Please describe the records keeping system for the analytical events.
FE AT L B e ko

6.3.3 Are these laboratories accredited? If yes, please list them in Table 1.
TR A& AT EE ek A it A - e

6.3.4 Please provide the name of the accreditation bodies for the approved
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laboratories.
%ﬁﬁéﬁﬁﬁiﬁma%ﬁ%ﬁ°

6.3.5 What items are the approved laboratory accredited for? Please list in Table 1.

s> L ) o 2 Yo = A 3
LE"‘E:‘?%EEE {::ZL\E?LIEB & IF ?ﬁ%—‘;lj Tk — o

6.3.6 Does the laboratory participate in proficiency testing? Please list in Table 1.

SEAHT LT RN BRI A -
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Table 1  Please list the governmental laboratories and designated private laboratories performing national monitoring programs/plans/projects
for chemical and microbial tests for dairy products including further processed products.
B IR ARRARRAHT  SHAUSERL S F)TREL RS TR LSRR R R

Laboratories Testing item Testing Does the testing item|If the testing item is accredited, please|Does lab participate in the
&z ¥ R|IE P Method being accredited? specify the accreditation body PT test for this testing item?
P> E WRITE P A E SRR P SERE N REE PR R P ALTE Sl

78? fhad 4 RIER?

ex: Veterinary Drug & 4= * %

AAA OTC LC-MS-MS |YES TFDA [ ] Yes
[ ] No
BBB OTC LC-MS-MS |No N/A [ ] Yes
[ ] No

ex: Food Additives, etc. & r‘%ﬂj‘ o P B

AAA Benzoic acid HPLC YES FDA [ ] Yes

fai
ek
5%
e
AN

R
#

ok
a

Environmental Contaminants (Environmental agent, Heavy metal, Dioxin, PAH, etc) 75 5 25 (k5 * 2 - € £
CEMEE LD
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Laboratories Testing item Testing Does the testing item|If the testing item is accredited, please|Does lab participate in the
&z ¥ R 7E P Method being accredited? specify the accreditation body PT test for this testing item?
bR S WRIIE P AE GBI IRRIIE P OSBRI H R R P AT St i
7&? fhad 4 RIER?
AAA Mercury ICP-MS YES FDA [ ] Yes
[ ] No
[]
Microorganisms i 4 4
CCC Staphylococcus |FDA YES FDA [ ] Yes
aureus [ ] No
Mycrotoxin # 7+ %
CCC Aflatoxin FDA YES FDA [ ] Yes
No
ex:Virus s+
BBB Norovirus RT-PCR YES FDA [ ] Yes
[ ] No

(Please prepare a table using this format) (5~ * st 2 3% @17 % #2)
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7. Control of import and export

'\:'?;W'

7.1

Please describe your export inspection system of dairy products, including
the assurance of food safety and the inspection procedures
FRPFRERHIAS N ARFIRE > s R FEEE AR
BEEALR o .

7.2

Please describe your import inspection system of dairy products, including
the assurance for food safety and the inspection procedures
=4 =

FAP EREHAUSELR ARHR

T ELCEh T
Et%ﬁ.ﬁ‘)‘?‘ °©

7.3 Please describe what actions are taken when deceptive labeling, packaging,
invoices or other documentation are discovered
,L’}DEQJ?TE_‘*}[L_T “ ;éz N E#;:E\'ﬂ AR

B FHBP R

7.3.1 Please describe what government authority is responsible for taking
this action.

LA S S et L e

7.3.2 Please describe how do you ensure the accuracy of packaging, labeling,

invoices, and export documentation. Please describe the process in
detail.

G BRI ALY e

L4
r’}cf 3’_(”?‘_@%‘{‘0

Lo~ Hgpz Mo

<

ERS gL T

7.3.3 Please describe what regulations, policies, guidelines, and other

requirements pertain to the labeling and invoicing of products. Please

briefly describe the intent of each regulation, policy, guideline, and
requirement.

F F’bpg }{i r‘r’m’}

FEHEG 2 AR R s il 2 H R & R
I AU

o

7.4 Please describe the certification programs for dairy products exporting to
Taiwan.

B R

v o B R ESIR
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7.5

7.6

7.7

7.8

7.9

7.4.1 Please describe official inspection measures when products are shipped
for exports.

FP A SR AT B ST T S A o

7.4.2 Please describe authorized officers (a list and samples of signatures)
and export official certification procedures (required documents, test
results and so on).

FEPRBEERE A R(GFER § ARE)2 D FRAA (LR
7.2 % \fﬁ/?%;rﬂfr ,Ja)o

7.4.3 Are there any measures to prevent from fabrication of certificates?
AFFEPIZPLEGREN Y 27

Please describe the notification mechanism for illegal dairy products
exported to other countries.

FEM A QL LR A SA0F I 2 H R FRZ RS

Please describe how to request the food operating businesses to recall or
off-shelf non-compliance products, and to notify the downstream
companies and agencies. Please also list related regulations.
/L’bqugj\griJ‘}.ﬂ( —r*cglﬁbf %%gr,rgj\[;i?ﬁi
TEREEL R BH L B R 2 I AR

Please describe the traceability of the exported products.
FELE A & T (S 2 3 R R R

Please describe the management or control program for dairy products
exporter.

Please describe and list Memoranda of Understanding or other agreements
for the import and export of dairy products with other countries.

FEp I AN ETE G ol @M?fa“ﬁlr‘%ﬁ] I~ A Bl 2 & (TR 2
Boudken s J[w % o
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