Ak I b AKDENIZ iHRACATCI BiRLIKLERI
GENEL SEKRETERLIGI

Sayr: 17812098-TIM.AKIB.GSK.TAR.2025/210-2491 Mersin, 28/04/2025
Konu:  Avusturalya Federal Hiikiimeti Ile Protokol Yapilmasi

Duyuru/E-Posta
Saym Uyemiz,

T.C. Tarim ve Orman Bakanligmin yazisina atfen, T.C. Ticaret Bakanhigi Ihracat Genel
Miidirligiinden alinan yazida, Tarim ve Orman Bakanhg: ve Avustralya Tarim, Balikgilik ve
Ormancilik Bakanhg: arasinda imzalanmas: éngoriilen ve ekte ingilizce-Tiirkge metinleri iletilen
"Biyogiivenlik Girisimlerinde Isbirligi" Protokol Taslag1 hakkinda goriis talep edilmekte olup, soz
konusu Protokol taslagmna iliskin olasi goriis ve degerlendirmelerin en ge¢ 30 Nisan 2025
Carsamba giinii 12:30°a kadar yms@akib.org.tr e-posta adresine iletilmesi gerekmektedir.

Bilgileri ve geregini rica ederim.

H. Okan SENEL
Genel Sekreter V.

Ek:
1- Avusturalya Hiikiimetinin (:)nerdigi Taslak Protokol (Ingilizce)
2- Avusturalya Hiikiimetinin Onerdigi Taslak Protokol (Tiirkge)

Halsan 'Okan'$e|jel tarafindan

cozo

[
5670 -5ayxkanth

Akdeniz ihracatg Birlikleri Genel Sekreterligi guvenli elektmr‘%ﬁéiiﬁzi icin: Arda Giines - BSHS- Ur-Ge
Limonluk Mah. 2433 Sk. No:4 33150 imzalanmysr, -

Yenisehir/MERSIN

Telefon: (0324) 325 37 37 Fax.: (0324) 325 41 42
E-posta: info@akib.org.tr Elektronik Ag: www.akib.org.tr



http://www.akib.org.tr/
mailto:yms@akib.org.tr

N, ) Australian Government

i X ¢ Department of Agriculture,
Fisheries and Forestry

ARRANGEMENT BETWEEN

REPUBLIC OF TURKIYE
MINISTRY OF AGRICULTURE AND FORESTRY
GENERAL DIRECTORATE OF FOOD AND CONTROL
AND
THE AUSTRALIAN GOVERNMENT
DEPARTMENT OF AGRICULTURE FISHERIES AND
FORESTRY
ON

COOPERATIVE BIOSECURITY INITIATIVES

5070 sayili kanun geregince glivenli elektronik imza ile imzalanmistir. ID:AB8389615BF540AB8389. Bu kod ile http://evrak.akib.org.tr/ adresinden dogrulayabilirsiniz



TABLE OF CONTENTS

PARAGRAH 1 — INTENT ...ooiiiiie ettt e et eesnteeeanneas 3
PARAGRAH 2 — PURPOSE .......oooiiiiiiiie ettt e et ante e snteeesnsee e e 3
PARAGRAH 3 —=DEFINITIONS ..ottt e e snee e snnee e 3
PARAGRAH 4 — ESTABLISHMENT OF COOPERATIVE INITIATIVES.................... 4
PARAGRAH 5 — KEY CONTACT PERSON......cciiiiiiiiieeciee e snee e see e nneee e 4
PARAGRAH 6 — MEDIA RELATIONS ..ot see e 5
PARAGRAH 7 — COSTS AND RESOURCES...........oo it 5
PARAGRAH 8 — INTELLECTUAL PROPERTY ..ooiiiiiiiiiiie et se e 5
PARAGRAH 9 — AMENDMENTS ...ttt sttt snee e e e e sneeesnteeesnneeeanneas 5
PARAGRAH 10 - COMMENCEMENT, DURATION AND TERMINATION ............... 5
PARAGRAH 11 - STANDARD TERMS OF THE SCHEDULES ............ccoceevivveiiieene, 6
PARAGRAPH 12 - RESOLVING CONCERNS......iitiiitiieiniiiiiiieiintticnieesesaseesasnn 7
PARAGRAPH 13 - TABLE OF SCHEDULES.....cccciitiuiiiiiiiiiiiiniiiiariinecnsisecnseses 7
Arrangement between GDFC and DAFF on Cooperative Biosecurity Initiatives -2-

5070 sayili kanun geregince glivenli elektronik imza ile imzalanmistir. ID:AB8389615BF540AB8389. Bu kod ile http://evrak.akib.org.tr/ adresinden dogrulayabilirsiniz



11

1.2

1.3

14

1.5

2.1

2.2

2.3

Arrangement between GDFC and DAFF on Cooperative Biosecurity Initiatives

PARAGRAPH 1
INTENT

RECOGNISING the roles of the General Directorate of Food and Control
(GDFC) and the Department of Agriculture, Fisheries and Forestry (DAFF) as
organisations specialising in biosecurity activities whose objective is to
develop and coordinate programs to mitigate the biosecurity risks associated
with the movement of commercial cargo between their respective countries.

RECOGNISING the mutual benefits gained through cooperative biosecurity
initiatives.
PURSUANT to the prevailing laws and regulations of Tirkiye and Australia.

RECOGNISING that different, mutually recognised systems may be used to
achieve the same outcome.

RECOGNISING that all consignments imported between the two countries
and certified under the Schedule(s) remain subject to other relevant
requirements of Turkish and Australian biosecurity legislation.

THE GDFC AND DAFF HAVE REACHED THE FOLLOWING
ARRANGEMENT
PARAGRAPH 2
PURPOSE

The purpose of this Arrangement is to facilitate and promote cooperation
between the GDFC and DAFF, hereinafter referred to as ‘the Agencies’, for
developing, implementing and maintaining cooperative biosecurity initiatives.

This Arrangement is not legally binding and does not have the status of a
treaty. The Arrangement is signed by the Agencies on a voluntary basis.

The Arrangement does not replace the roles of other bodies such as the
Commission on Phytosanitary Measure (CPM) or the Word Organisation for
Animal Health (WOAH) and does not exempt the Agencies from their
obligations as members of these organisations.

PARAGRAPH 3

DEFINITIONS
Agency - refers to either the government biosecurity organisations of Tirkiye
(GDFC) or Australia (DAFF).

Assurance process — any action intended to verify the effectiveness of a
biosecurity initiative.
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4.2

4.3

4.4

5.1

5.2

5.3

5.4

Biosecurity initiatives — the actions undertaken to prevent the movement of
biosecurity pests or diseases to other countries and includes biosecurity
treatments and assurance processes.

Schedule — the administrative procedures and processes relating to a specific
biosecurity initiative, supported by the relevant treatment methodology.

Treatment — the application of a chemical, process or delivery of a service
(e.g. inspection, cleaning) for the purpose of mitigating a biosecurity risk.

PARAGRAPH 4
ESTABLISHMENT OF COOPERATIVE INITIATIVES

The Agencies will implement the jointly decided cooperative biosecurity
initiatives as set out in the Schedule(s) to this Arrangement (Paragraph 11), as
amended from time to time, and in accordance with the relevant standards,
methodologies and guidelines as detailed in the individual Schedule(s).

Additional Schedules can be added in this Arrangement with the mutual
written consent of the Agencies.

Schedules added as per Paragraph 4.2 will be reflected under Paragraph 12 of
this Arrangement.

The Agencies will inform one another about the development and progress of
activities of common interest and should regularly exchange information and
documents relating to the cooperative biosecurity initiatives in the Schedule(s)
under this Arrangement.

PARAGRAPH 5
KEY CONTACT PERSON

Each Agency will appoint a representative responsible for managing the
relationship between the Agencies (the Key Contact Person) who will be the
first point of contact on matters relevant to this Arrangement. Each Agency
will provide written notification of the details of their Key Contact Person upon
implementation of this Arrangement.

The Agencies will exchange information through the Key Contact Persons on
any matters affecting the operation of this Arrangement.

The Key Contact Persons will meet face to face, or video conferencing, as
appropriate.

Any changes to the details of a Key Contact Person will be communicated to
the other Agency in writing as soon as possible.
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8.1

9.1

9.2

10.1

PARAGRAPH 6
MEDIA RELATIONS

The Agencies will jointly or individually promote and publicise cooperative
biosecurity initiatives carried out under this Arrangement, if appropriate and by
mutual consent.

PARAGRAPH 7
COSTS AND RESOURCES
Each Agency is responsible for any costs it incurs in carrying out its
responsibilities under this Arrangement, except where otherwise negotiated.

The Agencies mutually consent to support each other by making resources and
officials available for tasks under the approved Schedule(s), as far as their
capacity allows.

The delivery of relevant training courses will be subject to the availability of
resources and a case-by-case mutual decision on funding.

The Agencies will jointly investigate funding sources and develop proposals to
finance cooperative biosecurity initiatives, where appropriate.

PARAGRAPH 8
INTELLECTUAL PROPERTY

Intellectual property in all material provided or created for the purposes of this
Arrangement, or derived from such material, will remain or vest in the Agency
that provided or created the material, consistent with international law.

PARAGRAPH 9
AMENDMENTS

This Arrangement and the Schedule(s) (including technical requirements)
referenced herein may be amended at any time with the mutual written consent
of the Agencies.

Amendments to the Arrangements and the Schedule(s) will come into effect on
a date mutually decided by both Agencies.

PARAGRAPH 10
COMMENCEMENT, DURATION AND TERMINATION

This Arrangement will take effect from the date of signature of both Agencies.
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Arrangement between GDFC and DAFF on Cooperative Biosecurity Initiatives

This Arrangement and the individual Schedule(s) will remain in effect until
terminated by the mutual written consent of the Agencies, or by one Agency
providing 180 days written notice to the other Agency.

Each Schedule will commence on a date mutually decided by both Agencies.

PARAGRAPH 11
STANDARD TERMS OF THE SCHEDULES
Each treatment will have varying requirements for implementation,
performance monitoring and administration. For this reason, each treatment
accepted as part of this Arrangement will be included as a separate Schedule
(listed in Paragraph 13) detailing their specific requirements.
Each Schedule will provide, at a minimum, details on:
e training requirements

e assessment and accreditation of relevant personnel

e required documentation and information (for example, treatment
certification and records)

e the establishment and maintenance of a communication strategy in
regard to their responsibilities in relation to the Schedule

e Compliance monitoring of participating Treatment Providers by
officers accredited for the specific Schedule

e Frequency and scope of Joint System Reviews.
All consignments imported between the two countries and certified under the
Schedule(s) remain subject to other relevant requirements of Australian and
Turkish biosecurity legislation; as this pertains to the specific details of each
schedule.

The scope and application of each Schedule will be defined in that Schedule.

The Agencies will regularly consult to identify and examine measures to
improve the performance and integrity of the Schedule(s).

A Schedule to this Arrangement forms part of the Arrangement.
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PARAGRAPH 12

RESOLVING CONCERNS

12.1 Where any Agency has concerns about the application of the Arrangement or
Schedule by the other Agency, it should discuss these concerns on an Agency-
to-Agency basis where possible.

PARAGRAF 13

TABLE OF SCHEDULES

Purpose: This table lists those cooperative biosecurity initiatives mutually decided to by the

Agencies.

Schedule A [Treatment Type] Schedule

Schedule(s) Signatory to Schedule

Commencement Date

Amendment to Schedule(s)

Signatory to Amendment

Commencement Date

Arrangement between GDFC and DAFF on Cooperative Biosecurity Initiatives -7-
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IN WITNESS WHEREOF, the undersigned, have signed this ARRANGEMENT.

SIGNED for and on behalf of the
GENERAL DIRECTORATE OF FOOD
AND CONTROL

Arrangement between GDFC and DAFF on Cooperative Biosecurity Initiatives
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SIGNED for and on behalf of the
DEPARTMENT OF AGRICULTURE
FISHERIES AND FORESTRY
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- *

g i Australian Government

“ Department of Agriculture, WX NIEE o
. . \ &
Fisheries and Forestry AR R

[TREATMENT TYPE] SCHEDULE
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ITEM1
PURPOSE

This document describes the procedures for the implementation and
management of biosecurity treatment schemes to ensure all treatments
conducted on consignments destined for a participating country comply with
the requirements of the relevant methodology or standard.

ITEM 2
DEFINITIONS

Accredited Officer — a government officer who has been assessed as
competent in accordance with the requirements of Item 3, for treatments listed
in Table B.

Accredited Person — a person who has been assessed as competent in
accordance with the requirements of Item 3, for treatments listed in Table B.

Authorised Contact - Persons who are authorised to contact the General
Directorate of Food and Control or the Department of Agriculture Fisheries
and Forestry on behalf of the Treatment Provider.

Arrangement — Arrangement between the General Directorate of Food and
Control and the Department of Agriculture Fisheries and Forestry on
Cooperative Biosecurity Initiatives.

Agencies — the General Directorate of Food and Control and the Department of
Agriculture and Fisheries and Forestry.

Compliance Management Activity — a review, completed by DAFF and/or
the GDFC, of a Treatment Provider’s compliance with the requirements of the
treatment methodology or standard. Compliance management activities can
include audits, assessments, investigations, reviews and other tools used to
monitor, assess and verify Treatment Provider compliance.

DAFF — Australian Government Department of Agriculture, Fisheries and
Forestry.

Joint System Review (JSR) — a review of the GDFC’s capacity to manage
their responsibilities under this Arrangement and may include compliance
management activities.

List of Treatment Providers — a list of registered Treatment Providers
maintained and managed by the GDFC and published by DAFF.

GDFC — Republic of Turkiye General Directorate of Food and Control

Arrangement between GDFC and DAFF on Co-operative Biosecurity Initiatives -3-
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Registered Treatment Provider — a company that has met the requirements of
the treatment specific to this schedule, and has been registered by the relevant
authority.

Relevant Authority — the GDFC or DAFF, responsible for conducting training
and accreditation activities for the purposes of this Schedule.

Treatment Methodology — the approved methodology for performing an
effective treatment relevant to a specific treatment type.

ITEM 3
TRAINING

3.1 [Treatment Type] Training

Subject to Paragraph 7.3 of the Arrangement, DAFF will provide training in
accordance with the relevant treatment methodology to selected GDFC officers
and persons. Upon completion of the training, each participant will undergo an
assessment and, if deemed competent, be recognised as accredited in that
treatment type. GDFC officers can deliver training once they have established a
training team as per Item 3.3.

Accreditation does not authorise persons to perform this treatment if they are
not qualified to do so under the legislative, regulatory, other requirements in
Trkiye.

3.2 Audit Training

Subject to Paragraph 7.3 of the Arrangement, DAFF will provide audit training
to selected Accredited Officers. Audit training will be delivered to meet the
compliance management responsibilities under this Schedule.

3.3 Training of Trainers

The GDFC will establish their own training team to provide ongoing training
for personnel and other GDFC officers.

Subject to Paragraph 7.3 of the Arrangement, DAFF will provide the GDFC
with ‘Train-the-Trainer’ training and a training package specific to the relevant
treatment type.

All trainers must be Accredited Officers and undertake the ‘Train-the-Trainer’
training for the relevant treatment type.

The competency assessments for the participants of at least the first course
delivered by the GDFC training team will be supervised by DAFF, or as agreed
by the Agencies.
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ITEM 4
ACCREDITATION

4.1 GDFC officers must be accredited in order to issue certification relevant to this
treatment type, or conduct compliance management activities under this
Schedule.

4.2 Treatment Providers must have at least one accredited person in their employ

to conduct or supervise the relevant treatment to assist in complying with the
treatment requirements of this Schedule.
4.3 Accreditation Certificate

Upon the successful completion of training outlined in Item 3, each Accredited
Officer and Accredited Person will be issued with a certificate of accreditation
by the Relevant Authority. The certificate will:

e include the name of the authority issuing the certificate,

e specify the relevant methodology for the treatment type, against which
competency has been demonstrated,

e include the individual accreditation number of the newly Accredited
Officer/Accredited Person,

e show the name of the officer/person accredited,

e show the country where the training was conducted,

e show the date of accreditation,

e show the name of the endorsing officer of the Relevant Authority, and
e include the signature of the endorsing officer of the Relevant Authority.

Accreditation for the relevant treatment type is specific to individuals and
recognises their competency.

4.4 List of Accredited Officers and Accredited Persons

The GDFC will maintain an up-to-date list of Accredited Officers and Persons,
which must be made available to DAFF upon request, or in the event of any
change to this list.

ITEMS
REGISTRATION OF TREATMENT PROVIDERS

5.1 Eligibility for Registration

To be registered and listed in the List of Treatment Providers, the Treatment
Provider must comply with the requirements specified in Item 5.2,
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5.2 Registration requirements

To be considered for registration under [treatment schedule], a Treatment
Provider must submit an application to the GDFC.

The GDFC must ensure that the Treatment Provider submits a complete
registration application, as per the requirements set out in Appendix1. The
GDFC may request that the Treatment Provider participate in compliance
management activities as part of the registration application. The GDFC must
assess the Treatment Provider’s completed application.

5.3 Register of Treatment Providers

The GDFC will establish and administer a register of Treatment Providers
participating in [the treatment schedule]. The register must contain the
following minimum information on each provider:

e [treatment schedule] registration number (i.e. AEI. Refer to item 5.4),
e company name,

e office address, telephone number and email address,

e name and position of person(s) with management responsibility,

e name(s) and accreditation number(s) of [treatment schedule] Accredited
Persons employed by the company,

e current registration status (see Registration Status below).

Treatment Providers with multiple branches/locations that operate
independently and manage their own staff, equipment, workload management,
treatment records and treatment certification, must submit a separate
application for each branch/location.

Treatment Providers registering multiple branches/locations must provide
additional information on company structure and operations, if requested by
the GDFC. Each branch office will be assigned its own, unique identifier (as
per Item 5.4). The registration status of individual branches within a single
company may be different at any one time.

The registration number is not to be used by, or reissued to, another Treatment
Provider under any circumstances, including the cessation of business by the
registration number holder.

Treatment Providers with multiple branches/locations that operate under a
central office to manage all staff, equipment, workload management, treatment
records and treatment certification, must only submit one application.

54 Entity Identifier

The Entity Identifier (AEI) (formerly known as the AQIS Entity Identifier) is
used to track and manage the offshore treatment certification that accompanies
consignments entering Australia.

Treatment Providers that are deemed suitable for [treatment schedule]
registration will be issued an AEI.

Arrangement between GDFC and DAFF on Co-operative Biosecurity Initiatives -6-
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The AEI number must be quoted in all correspondence and included on all
[treatment schedule / treatment type] certificates, for the purpose of this
Schedule, that accompany treated consignments treated under Table B.

The format of the entity identifier must conform to the following format:
e XXO0000TP
Where:

e XXisthe ISO 2 letter country code,
e 0000 is a unique numeric identifier; and
e TP is Treatment Provider

Existing AEISs issued prior to the commencement of this Schedule, will remain
unchanged. An AEI is issued for each Treatment Provider. If a Treatment
Provider has more than one branch, each branch will be issued with a separate
AELI.

55 Registration Status

[Treatment schedule] Treatment Providers will be classified into one of five
following categories, as detailed further below:

1. Approved The Treatment Provider registered under this Schedule
has met the requirements of the [treatment type] they
wish to conduct.

2. Under Review | Indicators of non-compliance have been identified and
biosecurity risk must be managed whilst a review into
the Treatment Provider takes place.

3. Suspended Instances when a Treatment Provider may be assigned
a registration status of ‘suspended’ include failure to
comply with [treatment schedule] requirements,
detection of live pests or diseases, providing falsified
information or failure to participate in compliance
management activities.

4. Withdrawn A Treatment Provider can withdraw from [treatment
schedule] voluntarily if they cease to operate or no
longer wish to participate in [treatment schedule].

5. Unacceptable Unregistered Treatment Providers that have been
found non-compliant with Australia’s import
conditions or the relevant [treatment type]
methodology and pose an unacceptable biosecurity
risk, will be deemed ‘unacceptable’.

Updates to the registration status of a Treatment Provider will be published in
the List of Treatment Providers.

Approved

The Treatment Provider registered under this Schedule has met the
requirements of the [treatment type] they wish to conduct.
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Treatment Providers:
e meet all registration requirements of [treatment schedule], and

e have provided sufficient evidence to give assurance that the Treatment
Provider complies with all the Treatment Provider requirements of
[treatment schedule], and

e have provided sufficient evidence to give assurance that the Treatment
Provider can treat the goods and manage the biosecurity risk associated
with the goods, under [treatment schedule].

Under Review

Indicators of non-compliance have been identified and biosecurity risk must be
managed whilst a review into the Treatment Provider takes place.

A Treatment Provider may be assigned a registration status of “‘under review’ if
they are suspected of non-compliance due to:

e identification of a live pest or disease detection on a consignment treated
by the Treatment Provider

e indicators of falsified or fraudulent documents (including treatment
records)

e failing to provide documentation or evidence as requested by the GDFC

e any other indicators of non-compliance.

If a Treatment Provider has been assigned a registration status of ‘under
review’, the Treatment Provider will be listed as ‘under review’ in the List of
Treatment Providers. The GDFC will undertake a review, comprising of
compliance management activities, to determine compliance with [treatment
schedule].

The GDFC will write to the Treatment Provider within a minimum of 21 days
from the date of the registration status changing to ‘under review’, providing
information on the review process. However, the review process may exceed
21 days, depending on the elements of the review process.

At the conclusion of the review process, the Treatment Provider will be
assigned a status in the List of Treatment Providers. These registration statuses
are as per the below table.
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Review findings

Standard

Registration
Status

Review
satisfactory

Sufficient evidence provided to give
assurance that the Treatment
Provider complies with all [treatment
schedule] requirements, and

Sufficient evidence provided to give
assurance that the Treatment
Provider can treat the goods and
manage the biosecurity risk
associated with the goods, under
[treatment schedule].

Approved

Provisionally
approved

Additional measures required to gain
assurance that the Treatment
Provider complies with all [treatment
schedule] requirements, or

Additional measures required to gain
assurance that the Treatment
Provider can treat the goods and
manage the biosecurity risk
associated with the goods, under
[treatment schedule].

Approved

Review
unsatisfactory

Insufficient evidence provided to
give assurance that the Treatment
Provider complies with all [treatment
schedule] requirements, or

Insufficient evidence provided to
give assurance that the Treatment
Provider can treat the goods and
manage the biosecurity risk
associated with the goods, under
[treatment schedule].

Suspended

If the review results are ‘provisionally approved’, the GDFC will provide the
Treatment Provider with the details of the provisional measures required and

any specified timeframes.

Suspended

A Treatment Provider may be assigned a registration status of ‘suspended’ for:

e failure to comply with [treatment schedule] requirements, import
conditions or the relevant treatment methodology
o live pests or diseases are detected that indicate the treatment failed or was

ineffective

e providing falsified or misleading information to the Relevant Authority.
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o failure to provide documentation or evidence within specified timeframes,
as requested by the GDFC.

o refusal or failure to participate in compliance management activities, as
and when requested by the Relevant Authority.

If a Treatment Provider has been assigned a registration status of ‘suspended’
the Treatment Provider will be listed as ‘suspended’ in the List of Treatment
Providers.

If a Treatment Provider has been assigned a registration status of ‘suspended’
for one treatment type, the Treatment Provider will be listed as ‘suspended’ for
all treatment types.

A Treatment Provider will remain suspended until they complete the
reinstatement process.

Withdrawn

A Treatment Provider can withdraw from [treatment schedule] voluntarily if
they cease to operate or no longer wish to participate in [treatment schedule].

A Treatment Provider can withdraw from [treatment schedule] for specific
treatment types and remain registered for other treatments.

To withdraw, the Treatment Provider must notify the GDFC in writing.
Treatment Providers will not be withdrawn until the GDFC provides formal
approval.

If the GDFC approves the withdrawal, the Treatment Provider will be listed as
‘withdrawn’ in the List of Treatment Providers.

If the Treatment Provider withdraws from [treatment schedule] while
suspended, the list of Treatment Provider status will remain as ‘suspended”’.

Unacceptable

Unregistered Treatment Providers that have been found non-compliant with
Australia’s import conditions or the relevant [treatment type] methodology and
pose an unacceptable biosecurity risk, will be deemed ‘unacceptable’.

Circumstances where non-compliance warrants being made ‘unacceptable’

include:

e live pest detections that indicate the treatment failed,

o falsified or suspected falsification of documents,

e Treatment Provider review identifies non-compliance that has been
determined will pose an unacceptable biosecurity risk

o failure to participate in ‘under review’ compliance management activities.
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5.6 Registration Reinstatement

Treatment Providers that are suspended and wish to regain their status of
‘approved’” must complete the reinstatement process.

The GDFC will write to the Treatment Provider within 21 calendar days from
the date the reinstatement request was received, providing information on the
reinstatement process.

The process for reinstatement of the Treatment Provider may include:

completion of a full registration process

close out of corrective action requests

participation in one or more compliance management activities

conducting internal investigations

participating in training

participating in a reinstatement interview or demonstration

participating in a reinstatement audit

providing evidence of compliance through photos or videos, uploading

treatment documentation, notifying the GDFC of treatment activities, or

providing purchasing receipts

e acquiring monitoring devices that support data logging and provide that
data to the GDFC.

e providing evidence of controls and objectives to support assurance of

effective treatment practices. This may include, but not be limited to

confirmation of treatments and provision of treatment logs to the GDFC.

The GDFC will provide the Treatment Provider with the outcome of the
reinstatement process. The result will be one of the results as per the table
below.

Reinstatement Standard Registration
result Status

Reinstated e Sufficient evidence provided to give | Approved
assurance that the Treatment
Provider complies with all [treatment
schedule] requirements, and

e Sufficient evidence provided to give
assurance that the Treatment
Provider can treat the goods and
manage the biosecurity risk
associated with the goods, under
[treatment schedule].
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Provisionally e Additional measures required to gain | Approved

reinstated assurance that the Treatment
Provider complies with all [treatment
schedule] requirements, or

e Additional measures required to gain
assurance that the Treatment
Provider can treat the goods and
manage the biosecurity risk
associated with the goods, under
[treatment schedule].

Not reinstated e Insufficient evidence provided to Suspended
give assurance that the Treatment
Provider complies with all [treatment
schedule] requirements, or

e Insufficient evidence provided to
give assurance that the Treatment
Provider can treat the goods and
manage the biosecurity risk
associated with the goods, under
[treatment schedule].

If the reinstatement results are ‘provisionally reinstated’, the GDFC will
provide the Treatment Provider with the details of the provisional measures
required and any specified timeframes.

To verify compliance, DAFF may refer any consignments treated by the
reinstated Treatment Provider for any action it considers reasonable after a
period of suspension.

At the conclusion of the reinstatement process, the GDFC must inform DAFF
of their decision, and their recommendations for the next steps for the
Treatment Provider

5.7 Decision review process

A Treatment Provider can request the GDFC review a decision made in
relation to the following:

e rejection of a registration or application

e suspension

e the result of a reinstatement processes.

Once a Treatment Provider has been notified of a decision relating to a
registration, suspension or reinstatement decision, the Treatment Provider may
apply to the GDFC in writing for a review of the decision within 30 days from
the date of being notified.

If a registered Treatment Provider is listed as ‘under review’, ‘withdrawn’, or
‘suspended’ for other treatment activities, the status will also apply to this
Schedule.
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5.8 Change of Treatment Provider Registration Status and Other Details

The GDFC will advise its respective registered Treatment Providers of any
change to their [treatment schedule] registration status (see above), including
the reason for the change.

The GDFC must request that [treatment schedule] registered Treatment
Providers notify them of:

e changes to address or other contact details,
e changes in management,

e changes to accredited personnel employed by the registered Treatment
Provider.
e changes to equipment used by the Treatment Provider.

The GDFC will update their register accordingly and promptly forward the
amendments for updating the List of Treatment Providers on the DAFF
website.

In the case of a new registration, Treatment Providers will only be considered
‘registered’ under the [treatment schedule], as of the date they have been
published in the List of Treatment Providers on the DAFF website.

Where DAFF detects non-compliance from a registered Treatment Provider, it
will promptly notify the GDFC of the details of the incident and may amend
the registration status of the Treatment Provider.

5.9 [Partner Government Agency] List of Treatment Providers

The GDFC will maintain a list of [treatment schedule] registered Treatment
Providers. The list will be amended to reflect additions of Treatment Providers
and changes to registration status as required.

Updates to the list will be made:

e each fortnight (two weeks) for changes of details or new [treatment
schedule] registered Treatment Providers; and

e immediately for [treatment schedule] registered Treatment Providers
‘Under Review’, ‘Suspended’ or ‘Withdrawn’.

A [treatment schedule] registered Treatment Provider’s status will be modified
subject to Item 5.8 of the Schedule and will be published in the List of
Treatment Providers.

5.10 Compliance policy

The GDFC will conduct compliance management activities against the
requirements in [treatment schedule].

The GDFC will conduct compliance management activities during:

e registration assessment
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e reinstatement following a period of suspension or withdrawal
e the under-review process

e routine, random or targeted compliance monitoring.

The GDFC may initiate compliance management activities:
e when indicators of non-compliance are identified

e for any other reason relevant to managing Australia's biosecurity, as
determined by the GDFC or DAFF.

Compliance management activities may be conducted:
e asonsite, virtual and/or desktop activities
e Dbythe GDFC or DAFF.

Compliance management activities include the collection and analysis of
information and data, through:

e asking questions
e completing knowledge assessments

e inspecting, authenticating, taking extracts from or making copies of
documents

e requiring the provision of records

e inspecting, examining, taking measurements or conducting tests
e taking images or making recordings

e examining or observing activities

e accessing external information, intelligence and data sources —
including commercial business data sets and specialist sources such as
aerial or satellite imagery

e undertaking any other activity deemed reasonable by the GDFC.

When undertaking compliance management activities, the GDFC or DAFF
may consider any relevant information and/or documentation collected by:

e the Treatment Provider
e other regulatory mechanisms operating within Turkiye

e any other source of information deemed to be relevant to the
compliance management activities in relation to a Treatment Provider’s
registration status.

If non-compliance is identified, or indicators of non-compliance are identified,
or the GDFC and/or DAFF are not satisfied the Treatment Provider is able to
apply the treatment to goods to manage biosecurity risk associated with the

Arrangement between GDFC and DAFF on Co-operative Biosecurity Initiatives -14 -

5070 sayili kanun geregince glivenli elektronik imza ile imzalanmistir. ID:AB8389615BF540AB8389. Bu kod ile http://evrak.akib.org.tr/ adresinden dogrulayabilirsiniz

OFFICIAL



goods to an acceptable level, the GDFC and/or DAFF may impose compliance
management actions. These actions can include:

e directing treated consignments, including goods in transit, for onshore
measures

e introducing additional operating requirements on the Treatment
Provider

e introducing additional monitoring, verification and or data collection
activities

e directing the Treatment Provider to complete training
e placing the Treatment Provider under review
e suspending the Treatment Provider

e any other reasonable action to gain assurance the Treatment Provider is
compliant with [treatment schedule].

The GDFC will notify Treatment Providers in writing if compliance
management activities result in a change to their [treatment schedule]
registration status, and the grounds for this change in status.

ITEM 6
[TREATMENT TYPE] CERTIFICATES
6.1 [Treatment type] treatment to comply with Standard

All goods and packaging materials that are treated with [treatment type] within
the scope of this arrangement, must comply with the phytosanitary
requirements of Turkiye and Australia and must be carried out according to the
[treatment type] Methodology.

If the shipment requires phytosanitary certification, the Phytosanitary
Certificate must accompany the consignment, and the [treatment type] must be
clearly described in the phytosanitary certificate. If required, a [treatment type]
certificate issued by an approved [Treatment Schedule] Registered Treatment
Provider, must also accompany the consignment.

If the shipment does not require phytosanitary certification, a [treatment type]
certificate, issued by an approved [Treatment Schedule] Registered Treatment
Provider, must accompany the consignment. The [treatment type] certificate
must comply with the requirements set out in [Appendix reference] of the
[treatment type] Methodology and relevant import conditions.
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6.2 Treatment documentation lodgement requirements

Treatment Providers registered under this Schedule are required to lodge
treatment documentation issued for consignments treated under this Schedule,
through DAFF’s online treatment certificate portal (the portal).

If Treatment Providers lodge documentation, this must consist of a copy of the
required treatment documentation issued for all Australian bound consignments
to DAFF via the portal.

All treatment certification for Australian bound goods must be provided to
DAFF within 14 days of the treatment being completed or before the
consignment arrives in Australia, whichever is sooner.

If information is entered into the portal, it must be accurate, true, and not
misleading.

ITEM 7

ASSESSMENTS OF [TREATMENT SCHEDULE] REGISTERED
TREATMENT PROVIDERS

7.1 Assessments and reporting

The GDFC must conduct compliance management activities for each
[treatment schedule] registered Treatment Provider within six months from the
date of its registration and at least once every twelve months thereafter to
confirm its continued compliance with [treatment schedule] requirements.

The frequency of assessments may be increased for a Treatment Provider
where previous assessment results indicate that it may present a higher risk of
non-compliance.

The GDFC must document the outcomes of all assessments, detailing the
names of the GDFC assessors, all areas of non-compliance (where present),
intended corrective actions and associated dates. Assessment reports must be
made available to DAFF upon request.

ITEM 8
JOINT SYSTEM REVIEWS

A Joint System Review (JSR) will be conducted annually, or as required, as
negotiated between the GDFC and DAFF. The frequency and scope of JSRs
will be based on the GDFC’s compliance management history and the
performance of [treatment schedule] registered Treatment Providers.
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ITEM 9
RECORD KEEPING

The Agencies will maintain for a period of not less than two years all records
relating to the management of the Schedule(s), including records pertaining to
the accreditation, registration and auditing of Treatment Providers, the
endorsement of treatments by accredited officers and compliance activities.
These records must also be maintained by the Treatment Provider for a period
of not less than two years, and provided to [Partner Government Agency] or
DAFF as and when requested.

ITEM 10

COMMENCEMENT, DURATION AND TERMINATION OF
SCHEDULE

This Schedule and any associated Tables and Appendices will be reviewed in
line with Paragraph 9 of the Arrangement and will be subject to review upon
the mutual decision of both Agencies.
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LIST OF TABLES

Table A - Purpose: This table lists the documents appended to this Schedule

Appendix item

Description

1 [Treatment Type] registration application requirements

Table B - Purpose: This table lists the treatments approved by the Agencies.

Treatment

Relevant Methodology or
Standard

Commencement Date

Amendment to Table (s)

Signatory to Amendment

Commencement Date
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APPENDIX 1
Treatment specific registration application requirements

The [treatment schedule] registration application must be complete, signed by an authorised
contact, and contain the following information:

« Company details:
e company hame
« email address
*  phone number
« address.

« Company contacts:
* name
*  phone number
« email address.

» Types of treatments applied for.
» Forecasted number of treatments expected to be conducted in a month.

» Equipment list including:
« type of equipment
» brand and model
« serial number for each piece of equipment
e Quantity
» calibration certificate
« device manual (link to web-based version sufficient)
« images of the actual equipment.

« Treatment specific information (as specified on treatment specific
application forms):
»  Pressure test (for fumigation chambers and vacuum chambers)
»  Treatment validation data
«  Chamber/enclosure testing reports
« Any other information as requested by the GDFC or DAFF

« Images of treatment practices and set up.

« Treatment technician details:
«  Treatment technician name
« Licence details (for fumigation technicians).
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2.3

PARAGRAF 1
NIYET

Gida ve Kontrol Genel Miidiirligii (GDFC) ile Tarim, Balik¢ilik ve Ormancilik
Bakanligi'nin (DAFF), kendi iilkeleri arasindaki ticari kargo hareketleriyle
iliskili biyogiivenlik risklerini azaltmaya yonelik programlar gelistirmek ve
koordine etmek amaciyla biyogiivenlik faaliyetlerinde uzmanlasmis kuruluslar
olarak rollerinin TANINMASI.

Biyogiivenlik girisimlerinde isbirligi araciligiryla amaglanan karsilikli
faydalarin TANINMASI.

Tirkiye ve Avustralya’nin yiiriirliikleki yasa ve yonetmelikleri UYARINCA.

Karsilikli olarak taninan farkli sistemlerin ayni sonuca ulagsmak igin
kullanilabileceginin KABUL EDILMESI.

Iki iilke arasinda ithal edilen ve Cetvel(ler) kapsaminda sertifikalandirilan tiim
sevkiyatlarin Tiirk ve Avustralya biyoglivenlik mevzuatinin diger ilgili
gerekliliklerine tabi olmaya devam edeceginin KABUL EDILMESI.

GDFC VE DAFF ASAGIDAKI ANLASMAYA VARDILAR

PARAGRAF 2
AMAGC

Bu Diizenlemenin amaci, bundan sonra 'Kurumlar' olarak anilacak olan GDCF
ile DAFF arasindaki is birligini kolaylastirmak ve tesvik etmek ve is birligine
dayal1 biyogiivenlik girisimlerinin gelistirilmesi, uygulanmasi ve
stirdiiriilmesini saglamaktir.

Bu Diizenleme yasal olarak baglayic1 degildir ve bir antlagsma statiisiine sahip
degildir. Diizenleme, Kurumlar tarafindan goniilliiliikk esasina gére imzalanur.

Diizenleme, Bitki Sagligi Onlemleri Komisyonu (the Commission on
Phytosanitary Measure - CPM) veya Diinya Hayvan Saghg: Orgiitii (the World
Organisation for Animal Health -WOAH) gibi diger kuruluslarin rollerinin
yerini almaz ve Kurumlari bu kuruluglarin tiyeleri olarak yiikiimliilikklerinden
muaf tutmaz.

PARAGRAF 3
TANIMLAR

Biyogiivenlik girisimleri — biyogiivenlik zararlilarinin veya hastaliklarinin
diger iilkelere tasinmasini1 Onlemek i¢in gerceklestirilen eylemler ve
biyoguvenlik tedavileri ve giivence slreclerini icerir.
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4.1

4.2

4.3

4.4

4.5

5.1

5.2

Guvence sureci — bir biyogiivenlik girisiminin etkinligini dogrulamay1
amaclayan herhangi bir eylem.

Kurum — Tiirkiye'nin (GDFC) veya Avustralya'nin (DAFF) hiikiimet
biyoguvenlik érgutlerini ifade eder.

Program — ilgili tedavi metodolojisi tarafindan desteklenen belirli bir
biyogiivenlik girisimiyle ilgili idari prosediirler ve siiregler.

Tedavi — bir biyoguvenlik riskini azaltma amaciyla bir kimyasalin, islemin
veya bir hizmetin (6rnegin muayene, temizlik) uygulanmas:.

PARAGRAF 4
ISBIRLIGI GIRISIMLERININ OLUSTURULMASI

Kurumlar, bu Diizenlemenin Ek(ler)inde (Paragraf 11) belirtildigi gibi, zaman
zaman degistirildigi sekliyle ve ilgili Ek(ler)de ayrintili olarak aciklanan ilgili
standartlara, metodolojilere ve yonergelere uygun olarak ortaklaga
kararlastirilan isbirlik¢i biyogiivenlik girisimlerini uygulayacaktir.

Bu Diizenlemeye, Kurumlarm karsilikl1 yazili onayi ile Ek Programlar
eklenebilir.

Paragraf uyarinca eklenen ¢izelgeler bu Diizenlemenin 12. Paragrafi
kapsaminda yansitilacaktir.

Kurumlar, ortak ilgi alanina giren faaliyetlerin gelisimi ve ilerlemesi hakkinda
birbirlerini bilgilendirecek ve bu Diizenleme kapsamindaki Ek(ler)de yer alan
biyogiivenlik girisimlerine isbirligine iliskin bilgi belgelerini diizenli olarak
degis tokus etmelidirler.

Kurumlar Ulkelerin yerel mevzuatma uygun olarak uygulayici ve uygulama
talebinde bulunurlar.

PARAGRAF 5
ANA IRTIBAT KiSisi

Her Kurum, bu Diizenleme ile ilgili konularda ilk temas noktasi olacak olan
Kurumlar arasindaki iliskiyi ydnetmekten sorumlu bir temsilci (Ana Irtibat
Kisisi) atayacaktir. Her Kurum, bu Diizenlemenin uygulanmas: lizerine Ana
[rtibat Kisisinin ayrintilar1 hakkinda yazili bildirimde bulunacaktur.

Kurumlar, bu Diizenlemenin isleyisini etkileyen her tiirlii konuda Ana Irtibat
Kisileri araciligryla bilgi aligverisinde bulunacaklardir.
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5.3

5.4

6.1

7.1

7.2

7.3

7.4

8.1

9.1

Ana Irtibat Kisileri, uygun sekilde yiiz yiize veya goriintlli konferans yoluyla
bir araya gelecektir.

Bir Ana irtibat Kisisinin ayrintilarinda herhangi bir degisiklik olmasi
durumunda, bu durum miimkiin olan en kisa stirede diger Kuruma yazili olarak
bildirilecektir.

PARAGRAF 6
MEDYA ILISKILERI

The Agencies will jointly or individually promote and publicise cooperative
biosecurity initiatives carried out under this Arrangement, if appropriate and by
mutual consent. Kurumlar, uygun olmasi halinde ve karsilikli riza ile bu
Diizenleme kapsaminda yiiriitiilen isbirlik¢i biyogiivenlik girisimlerini birlikte
veya ayr1 ayr1 tesvik edecek ve duyuracaktir

PARAGRAF 7
MALIYETLER VE KAYNAKLAR
Aksi miizakere edilmedigi takdirde, her Kurum bu Diizenleme kapsamindaki

sorumluluklarini yerine getirirken katlandigi tiim maliyetlerden sorumludur.

Kurumlar, kapasitelerinin elverdigi 6l¢iide, onayli Cetvel(ler) kapsamindaki
gorevler i¢in kaynak ve gorevli saglayarak birbirlerini desteklemeyi karsilikli
olarak kabul ederler.

[lgili egitim kurslarmm sunumu kaynaklarin mevcudiyetine ve finansman
konusunda vaka bazinda karsilikl1 karara bagl olacaktir.

Kurumlar, uygun oldugu durumlarda, fon kaynaklarini birlikte arastiracak ve
isbirlik¢i biyogiivenlik girisimlerinin finansmani i¢in teklifler gelistirecektir.

PARAGRAF 8
FiKRi MULKIYET

Bu Diizenleme amaglar1 dogrultusunda saglanan veya olusturulan ya da bu tiir
materyallerden tiiretilen tiim materyallerdeki fikri miilkiyet, uluslararasi
hukuka uygun olarak, materyali saglayan veya olusturan Kurum’da kalacak
veya bu Kurum'a ait olacaktir.

PARAGRAF 9
DEGISIKLIKLER
Bu Diizenleme ve burada atifta bulunulan Program(lar) (teknik gereklilikler

dahil), Kurumlarin karsilikli yazili onayiyla herhangi bir zamanda
degistirilebilir.
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9.2

10.1

10.2

10.3

111

11.2

11.3

114

Diizenlemelerde ve Program(lar)da yapilacak degisiklikler, her iki Kurum
tarafindan karsilikli olarak kararlastirilan bir tarihte yiiriirliige girecektir.

PARAGRAF 10
BASLANGIC, SURE VE SONA ERME
Bu Diizenleme her iki Kurumun imza tarihinden itibaren yiirtiriige girecektir.
Bu Duizenleme ve bireysel Program(lar), Kurumlarin karsilikli yazili onayiyla

veya bir Kurumun diger Kuruma 180 giin 6nceden yazili bildirimde
bulunmasiyla feshedilinceye kadar yiirtirliikte kalacaktir.

Her Program, her iki Kurum tarafindan karsilikli olarak kararlastirilan bir
tarithte baglayacaktir.

PARAGRAF 11
PROGRAMLARIN STANDART TERIMLERI

Her bir tedavinin uygulama, performans izleme ve yonetim i¢in farklh
gereksinimleri olacaktir. Bu nedenle, bu Diizenlemenin bir parcasi olarak kabul
edilen her bir tedavi, 6zel gereksinimlerini ayrintili olarak agiklayan ayri1 bir
Program (Paragraf 13'te listelenmistir) olarak dahil edilecektir.
Her Program, en azindan asagidakilere iliskin ayrintilar1 saglayacaktir:

e cgitim gereksinimleri

e ilgili personelin degerlendirilmesi ve akreditasyonu

o gerekli belgeler ve bilgiler (6rnegin, tedavi sertifikasi ve kayitlarr)

e Programa iliskin sorumluluklar ile ilgili bir iletisim stratejisinin
olusturulmasi ve siirdiiriilmesi

e Belirli Program i¢in akredite edilmis gorevliler tarafindan katilimci
Tedavi Saglayicilarmin uyumlulugunun izlenmesi

e Ortak Sistem Incelemelerinin siklig1 ve kapsami

Iki iilke arasinda ithal edilen ve Cizelgeler kapsaminda sertifikalandirilan tiim
gonderiler, her bir gizelgenin 6zel ayrintilarina iligkin oldugundan, Avustralya
ve Turkiye biyoglivenlik mevzuatinin diger ilgili gerekliliklerine tabi olmaya
devam edecektir.

Her bir Cizelgenin kapsami ve uygulamasi, soz konusu Cizelgede
tanimlanacaktir.
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11.5 Kurumlar, Program(lar) performansini ve biitiinliiglinii iyilestirmek i¢in
onlemleri belirlemek ve incelemek amaciyla diizenli olarak istisarelerde

bulunacaktir.
11.6 Bu Diizenlemeye (yapilan) bir Ek, Diizenlemenin bir pargasini olusturur.
PARAGRAF 12
SORUNLARIN COZULMESI
121 Herhangi bir Kurum, Diizenleme veya Programin diger Kurum tarafindan

uygulanmasi konusunda endise duyuyorsa, miimkiin oldugu takdirde bu
endiseleri Kurumlar arasi bir sekilde goriismelidir.

PARAGRAF 13
PROGRAMLAR LISTESI

Amag: Bu tabloda, Kurumlar tarafindan karsilikli olarak kararlastirilan ortak biyogiivenlik

girigimleri listelenmektedir.

Program A [Tedavi Tipi] Program

Program (lar) Program imzalayan Baslangi¢ Tarihi

Program(lar)da Degisiklik | Degisikligi Imzalayan Baslangi¢ Tarihi
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ISBU KEYFIYETI TEYIDEN, asagida imzas1 bulunanlar bu ANLASMAY]I

imzalamiglardir.

GIDA VE KONTROL GENEL
MUDURLUGU adina ve hesabina
IMZALANMISTIR

TARIM BALIKCILIK VE
ORMANCILIK BAKANLIGI adina ve
hesabina IMZALANMISTIR
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MADDE 1
AMAC

Bu belge, katilimci bir iilkeye gonderilen sevkiyatlarda gerceklestirilen tim
islemlerin ilgili metodoloji veya standardin gerekliliklerine uymasini saglamak
icin biyogiivenlik islem semalarinin uygulanmasi ve yonetimine iligkin
prosediirleri agiklar.

MADDE 2
TANIMLAR

Akredite Kisi — Tablo B'de listelenen tedaviler igin Madde 3'ln
gerekliliklerine uygun olarak yetkin olarak degerlendirilen kisi.

Akredite Memur — Madde 3'Un gerekliliklerine uygun olarak, Tablo B'de
listelenen tedaviler i¢in yetkin olarak degerlendirilen bir devlet memuru.

DAFF — Avustralya Hiikiimeti Tarim, Balik¢ilik ve Ormancilik Bakanhigi.
(Australian Government Department of Agriculture, Fisheries and Forestry.)

Duzenleme— Gida ve Kontrol Genel Midiirliigii ile Tarim, Balik¢ilik ve
Ormancilik Bakanlig1 arasinda Isbirligine Dayali Biyogiivenlik Girigimleri
konusunda anlasma.

GDFC - Tiirkiye Cumhuriyeti Gida ve Kontrol Genel Miidiirliigii (Republic of
Turkiye General Directorate of Food and Control).

Ilgili Otorite — Bu Programim amaglar1 dogrultusunda egitim ve akreditasyon
faaliyetlerini yiratmekten sorumlu olan GDFC veya DAFF.

Kayith Tedavi Saglayicis1 — Bu programa 6zgu tedavinin gerekliliklerini
yerine getirmis ve ilgili otorite tarafindan kayit altina alinmus bir sirket.

Kurumlar — Gida ve Kontrol Genel Miidiirliigii ve Tarim, Balik¢ilik ve
Ormancilik Bakanlig1.

Ortak Sistem Incelemesi (JSR) — Gida ve Kontrol Genel Miidiirligii’niin, bu
Diizenleme kapsamindaki sorumluluklarii yonetme kapasitesinin incelenmesi
ve uyum ydnetimi faaliyetlerinin de dahil edilmesi.

Tedavi Metodolojisi — belirli bir tedavi tirtyle ilgili etkili bir tedaviyi
gerceklestirmek i¢in onaylanmis metodoloji.

Tedavi Saglayicilarimin Listesi — GDCF tarafindan tutulan ve yonetilen ve
DAFF tarafindan yayinlanan kayitl Tedavi Saglayicilarinm listesi.
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Uyumluluk Yonetimi Faaliyeti — DAFF ve/veya GDFC tarafindan
tamamlanan, bir Tedavi Saglayicisinin tedavi metodolojisi veya standardinin
gerekliliklerine uygunlugunun incelenmesi. Uyumluluk yonetimi faaliyetleri,
Tedavi Saglayicismin uyumlulugunu izlemek, degerlendirmek ve dogrulamak
icin kullanilan denetimleri, degerlendirmeleri, sorusturmalari, incelemeleri ve
diger araglar1 i¢erebilir.

Yetkili irtibat Kisisi - Tedavi Saglayicis1 adina Gida ve Kontrol Genel
Midiirligii veya Tarim Balik¢ilik ve Ormancilik Bakanligi ile iletisime
gecmeye yetkili kigiler.

MADDE 3
EGITIM
3.1 [Tedavi Tipi] Egitim

Diizenlemenin 7.3. Paragrafina tabi olarak, DAFF, secilmis Gida ve Kontrol
Dairesi gorevlilerine ve kisilere ilgili tedavi metodolojisine uygun egitim
saglayacaktir. Egitim tamamlandiktan sonra, her katilimei bir degerlendirmeye
tabi tutulacak ve yeterli goralirse, s6z konusu tedavi tirtinde akredite olarak
tanmacaktir. Gida ve Kontrol Dairesi gorevlileri, Madde 3.3'e gore bir egitim
ekibi kurduktan sonra egitim verebilirler.

Akreditasyon, Tirkiye'deki yasal, diizenleyici ve diger gereklilikler uyarmca
bu islemi yapmaya yetkili olmayan kisilere bu islemi yapma yetkisi vermez.

3.2 Denetim Egitimi

Diizenlemenin 7.3. Paragrafina tabi olarak, DAFF sec¢ilmis Akredite
Gorevlilere denetim egitimi saglayacaktir. Denetim egitimi, bu Program
kapsamindaki uyumluluk yonetimi sorumluluklarini karsilamak i¢in
verilecektir.

3.3 Egitmenlerin Egitimi

GDEFC, personel ve diger GDFC gorevlileri i¢in siirekli egitim saglamak {izere
kendi egitim ekibini kuracaktir.

Diizenlemenin 7.3. Paragrafina tabi olarak, DAFF, GDFC'ye 'Egitmen Egitimi'
egitimi ve ilgili tedavi tiiriine 6zgii bir egitim paketi saglayacaktir.

Tiim egitmenler Akredite Gorevli olmali ve ilgili tedavi tiirii i¢in 'Egitmen
Egitimi' egitimini tistlenmelidir.

GDEFC egitim ekibi tarafindan verilen en azindan ilk kursun katilimcilarmin

yeterlilik degerlendirmeleri DAFF tarafindan veya Kurumlar tarafindan
kararlastirildig: sekilde denetlenecektir.
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MADDE 4
AKREDITASYON

4.1 Gida ve Kontrol Genel Midiirligii gorevlilerinin bu tedavi tiiriiyle ilgili
sertifikay1 vermek veya bu Cetvel kapsaminda uyumluluk yonetimi faaliyetleri
yiiriitmek i¢in akredite olmalar1 gerekir..

4.2 Tedavi Saglayicilari, bu Programin tedavi gereksinimlerine uyulmasina
yardimc1 olmak amaciyla ilgili tedaviyi yliriitmek veya denetlemek tizere
istihdamlarinda en az bir akredite kisiye sahip olmalidir..

4.3 Akreditasyon Sertifikasi

Madde 3'te belirtilen egitimin basariyla tamamlanmasmin ardindan, her
Akredite Memura ve Akredite Kisiye Ilgili Otorite tarafindan bir akreditasyon
sertifikas1 verilecektir. Sertifika:

« sertifikay1 veren otoritenin adin1 igerecektir,
« yeterliligin gdsterildigi tedavi tiirii icin ilgili metodolojiyi belirtecektir,

* yeni Akredite Memur/Akredite Kisinin bireysel akreditasyon numarasini
icerecektir,

« akredite edilen memurun/kisinin adin1 gosterecektir,

* egitimin gergeklestirildigi iilkeyi gOsterecektir,

» akreditasyon tarihini gosterecektir,

» Tlgili Otoritenin onaylayan gorevlisinin adm1 gdsterecektir ve
« Tlgili Otoritenin onaylayan gdrevlisinin imzasimi icerecektir.

I1gili tedavi tiirii igin akreditasyon bireylere dzeldir ve onlarin yeterliliklerini tanir.

4.4 Akredite Memurlarin ve Akredite Kisilerin Listesi

GDFC, talep tizerine veya bu listede herhangi bir degisiklik olmas1 durumunda
DAFF'a sunulmasi gereken giincel bir Akredite Gorevliler ve Kisiler listesi
tutacaktir.

MADDE 5
TEDAVI SAGLAYICILARIN KAYDI

5.1 Kayit icin Uygunluk

Tedavi Saglayicilar Listesine kaydedilmek ve listelenmek i¢in Tedavi Saglayici
Madde 5.2'de belirtilen gerekliliklere uymalidir.
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5.2 Kayit Gereklilikleri

Tedavi Saglayicisy, [tedavi programi] kapsaminda kayit i¢in degerlendirilmek
iizere GDFC'ye bir bagvuru sunmalidir.

GDFC, Tedavi Saglayicinin Ek1'de belirtilen gereklilikler uyarinca eksiksiz bir
kayit bagvurusu sunmasini saglamalidir. GDFC, Tedavi Saglayicinin kayit
basvurusunun bir pargasi olarak uyum ydnetimi faaliyetlerine katilmasini talep
edebilir. GDFC, Tedavi Saglayicinin tamamlanmis bagvurusunu
degerlendirmelidir.

5.3 Tedavi Saglayicilarin Kaydi

GDFC, [tedavi programia] katilan Tedavi Saglayicilarinin bir kaydini
olusturacak ve yonetecektir. Kayit, her bir saglayici hakkinda asagidaki asgari
bilgileri icermelidir:

e [tedavi programi| kayit numarasi (6rn. AEI. Bkz. madde 5.4),

e Sirket ads,

e ofis adresi, telefon numaras1 ve e-posta adresi,

e YoOnetim sorumluluguna sahip kisi(ler)in ad1 ve pozisyonu,

e Sirket tarafindan istihdam edilen [tedavi programi] Akredite Kisilerin

isim(ler)i ve akreditasyon numara(lar)i,

e mevcut kayit durumu (asagidaki Kayit Durumu béliimiine bakiniz).

Bagimsiz olarak faaliyet gosteren ve kendi personelini, ekipmanini, is yiikii
yonetimini, tedavi kayitlarini ve tedavi sertifikasyonunu yoneten birden fazla
subesi/lokasyonu olan Tedavi Saglayicilar, her sube/lokasyon i¢in ayr1 bir
basvuru sunmalidir.

Birden fazla sube/lokasyon kaydeden Tedavi Saglayicilar, GDFC tarafindan
talep edilmesi halinde sirket yapis1 ve operasyonlar1 hakkinda ek bilgi
saglamalidir. Her subeye kendi benzersiz tanimlayicisi atanacaktir (Madde
5.4'% gore). Tek bir sirket icindeki bireysel subelerin kayit durumu herhangi bir
zamanda farkli olabilir.

Kayit numarasi, kayit numarasi sahibi tarafindan isin durdurulmasi da dahil
olmak iizere, hi¢bir kosulda bagka bir Tedavi Saglayici tarafindan kullanilamaz
veya bagska bir Tedavi Saglayiciya yeniden verilemez.

Tilim personeli, ekipmanti, is yiikii yonetimini, tedavi kayitlarini ve tedavi
sertifikasyonunu yonetmek i¢in bir merkez ofis altinda faaliyet gosteren birden
fazla subesi/lokasyonu olan Tedavi Saglayicilar yalnizca bir bagvuru
yapmalidir.

5.4 Isletme (Tiizel Kisi) Tanimlayici
Isletme Tanimlayicis1 (The Entity Identifier - AEI) (eski adiyla AQIS Isletme

Tanimlayicis1) Avustralya'ya giren sevkiyatlara eslik eden offshore tedavi
sertifikasini izlemek ve yonetmek icin kullanilir.

[Tedavi programi] kaydi i¢in uygun goriilen Tedavi Saglayicilara bir AEI
verilecektir.
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AEI numarasi tiim yazigmalarda belirtilmeli ve bu Cizelgenin amaci
dogrultusunda Tablo B kapsaminda muamele edilen sevkiyatlara eslik eden
tum [muamele programi / muamele tiirii] sertifikalarma dahil edilmelidir.

Tiizel kisi tanimlayicisinin formati asagidaki bicime uygun olmalidir.
e XXO0000TP

Nerede:
e XX, ISO 2 harfli tlke kodudur,
e 0000 benzersiz bir sayisal tanimlayicidir; ve
e TP Tedavi Saglayicidir

Bu Programin baslamasindan 6nce diizenlenmis olan mevcut AEI'ler
degismeden kalacaktir. Her Tedavi Saglayici i¢cin bir AEI diizenlenir. Bir
Tedavi Saglayiciin birden fazla subesi varsa, her subeye ayr1 bir AEI
verilecektir.

55 Kayit Statist (Durumu)

[Tedavi programi] Tedavi Saglayicilari, asagida daha ayrmtili olarak
aciklandigi lizere asagidaki bes kategoriden birine siniflandirilacaktir:

1. Onayland: Bu Program kapsaminda kayith Tedavi Saglayici,
uygulamak istedigi [tedavi turtnun] gerekliliklerini
karsilamistir.

2. Inceleme Uyumsuzluk gostergeleri tespit edilmistir ve Tedavi

Altinda Saglayici ile ilgili bir inceleme yapilirken

biyoguvenlik riski yonetilmelidir.

3. Askiya Ahndi | Bir Tedavi Saglayicin kayit statiisiiniin 'askiya
almmais' olarak belirlenebilecegi durumlar arasinda
[tedavi programi] gerekliliklerine uyulmamasi, canl
hasere veya hastaliklarin tespit edilmesi, tahrif edilmis
bilgi saglanmas1 veya uyum yonetimi faaliyetlerine
katilmama yer alir.

4. Geri Cekildi Bir Tedavi Saglayicisi, faaliyetlerini durdurursa veya
artik [tedavi programina] katilmak istemezse [tedavi
programidan] gonilli olarak cekilebilir.

5. Kabul Avustralya'nin ithalat kosullarma veya ilgili [tedavi
turu] metodolojisine uymadigi tespit edilen ve kabul
edilemez bir biyogiivenlik riski olusturan Kayitsiz
Tedavi Saglayicilar 'kabul edilemez' olarak
degerlendirilecektir.

Edilemez

Bir Tedavi Saglayicisinin kayit durumundaki giincellemeler Tedavi
Saglayicilar: Listesinde yayinlanacaktir.

Onaylanmis
Bu Cizelge kapsaminda kayith Tedavi Saglayici, uygulamak istedigi [tedavi

turunun] gerekliliklerini karsilamistir.
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Tedavi Saglayicilart:
e [tedavi programi]'nin tiim kayit gerekliliklerini karsilamalidir ve

e Tedavi Saglayicinin [tedavi programi]'nin tiim Tedavi Saglayici
gerekliliklerine uyduguna dair giivence vermek icin yeterli kanit saglamig
olmasi ve

e Tedavi Saglayicinin [tedavi programi] kapsaminda mallar1 tedavi
edebilecegine ve mallarla iligkili biyogiivenlik riskini yonetebilecegine
dair glivence vermek icin yeterli kanit saglamistir.

inceleme Altinda

Uygunsuzluk gostergeleri tanimlanmistir ve Tedavi Saglayicist ile ilgili bir
inceleme yapilirken biyogiivenlik riski yonetilmelidir.

Bir Tedavi Saglayicisina, asagidaki nedenlerden dolay1 uygunsuzluktan
stiphelenilmesi durumunda 'inceleme altinda' kayit durumu atanabilir:

e Tedavi Saglayicisi tarafindan islenen bir sevkiyatta canli bir hagere veya
hastalik tespiti

e sahte veya hileli belge gostergeleri (tedavi kayitlar1 dahil)

e GDFC tarafindan talep edilen belgeleri veya kanitlar1 saglayamama

e diger uygunsuzluk gostergeleri.

Bir Tedavi Saglayicisina 'inceleme altinda' kayit durumu atanirsa, Tedavi
Saglayicist Tedavi Saglayicilar1 Listesinde 'inceleme altinda' olarak
listelenecektir. GDFC, [tedavi programi] ile uyumu belirlemek icin uyum
yonetimi faaliyetlerinden olusan bir inceleme yapacaktir.

GDFC, kayit durumunun 'inceleme altinda' olarak degistigi tarihten itibaren en
az 21 giin icinde Tedavi Saglayicisina inceleme siireci hakkinda bilgi veren bir
yaz1 yazacaktir. Ancak, inceleme siireci, inceleme siirecinin unsurlarina bagh
olarak 21 giinii asabilir.

Inceleme siirecinin sonunda, Tedavi Saglayicisina Tedavi Saglayicilart
Listesinde bir statii atanacaktir. Bu kayit durumlar1 asagidaki tabloya goredir.
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Bulgularn
g0zden gegirme

Standard

Kayit
Statust

Inceleme tatmin
edici

Tedavi Saglayicisinimn tiim [tedavi
programi] gerekliliklerine uyduguna
dair giivence saglamak i¢in yeterli
kanit saglanmistir ve

Tedavi Saglayicisinin mallar tedavi
edebilecegine ve mallarla iliskili
biyoguvenlik riskini [tedavi
programi] kapsaminda
yonetebilecegine dair giivence
saglamak i¢in yeterli kanit
saglanmistir.

Onayland1

Gegici olarak
onaylandi

Tedavi Saglayicismin tiim [tedavi
programi] gerekliliklerine
uydugundan emin olmak i¢in gereken
ek dnlemler veya

Tedavi Saglayicisinin mallar1 tedavi
edebileceginden ve mallarla iligkili
biyoguvenlik riskini [tedavi
programi] kapsaminda
yonetebileceginden emin olmak i¢in
gereken ek dnlemler.

Onayland1

Inceleme tatmin
edici degil

Tedavi Saglayicisinin tiim [tedavi
programi] gerekliliklerine uyduguna
dair glivence saglamak i¢in yeterli
kanit saglanmamistir veya

Tedavi Saglayicisinin mallar1 tedavi
edebilecegine ve mallarla iliskili
biyoguvenlik riskini [tedavi
programi] kapsaminda
yonetebilecegine dair glivence
saglamak i¢in yeterli kanit
saglanmamustir.

Askiya
alindi

Inceleme sonuglarmin ‘gecici olarak onaylanmas1® halinde GDFC, Tedavi
Saglayicisina gerekli gegici onlemlerin ayrmtilarmi ve belirtilen zaman

dilimlerini saglayacaktur.

Askiya Alindi

Bir Tedavi Saglayicisina agsagidaki durumlarda 'askiya alind1' kayit durumu

atanabilir:

e [tedavi programi] gerekliliklerine, ithalat kosullarina veya ilgili tedavi
metodolojisine uyulmamasi
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e tedavinin basarisiz oldugunu veya etkisiz oldugunu gosteren canli
zararllar veya hastaliklar tespit edilmesi

e Ilgili Otoriteye sahte veya yaniltic bilgi verilmesi

e GDFC tarafindan talep edildigi sekilde belirtilen zaman dilimleri i¢inde
belge veya kanit saglanamamasi.

e {lgili Otorite tarafindan talep edildigi sekilde uyumluluk yonetimi
faaliyetlerine katilmay1 reddetme veya katilmama.

Bir Tedavi Saglayicisina 'askiya alindis' kayit durumu atanirsa, Tedavi
Saglayicilar Listesinde Tedavi Saglayicisi 'askiya alindi’ olarak listelenir.

Bir Tedavi Saglayicisina bir tedavi tiirii i¢in 'askiya alindi' kayit durumu
atanirsa, Tedavi Saglayicisi tiim tedavi tiirleri igin 'askiya alindi' olarak
listelenir.

Bir Tedavi Saglayicisi, yeniden kabul siirecini tamamlayana kadar askiya
almmais olarak kalacaktir.

Geri Cekildi

Bir Tedavi Saglayicisi, faaliyetlerini durdurursa veya [tedavi programina]
katilmak istemezse [tedavi programimdan] gonilli olarak cekilebilir.

Bir Tedavi Saglayicisi, belirli tedavi tiirleri i¢in [tedavi programimdan]
cekilebilir ve diger tedaviler icin kayitli kalabilir.

Geri ¢ekilmek i¢in, Tedavi Saglayicist GDFC'ye yazili olarak bildirmelidir.
Tedavi Saglayicilari, GDFC resmi onay verene kadar geri ¢ekilmeyecektir.

GDFC geri ¢ekilmeyi onaylarsa, Tedavi Saglayicis1 Tedavi Saglayicilari
Listesinde 'geri cekildi' olarak listelenecektir.

Tedavi Saglayicisi askiya alinmisken [tedavi programindan] ¢ekilirse, Tedavi
Saglayicisi statiisii listesi 'askiya alind1' olarak kalacaktir.

Kabul Edilemez

Avustralya'nin ithalat kosullarina veya ilgili [tedavi turt] metodolojisine
uymadig1 tespit edilen ve kabul edilemez bir biyogiivenlik riski olusturan
Kayitl Olmayan Tedavi Saglayicilar: 'kabul edilemez' olarak
degerlendirilecektir.

Uygunsuzlugun 'kabul edilemez' olarak degerlendirilmesini gerektiren
durumlar sunlardir:

e tedavinin basarisiz oldugunu gdsteren canli hasere tespitleri,

o belgelerin sahte veya siipheli sahteciligi,

e Tedavi Saglayicisi incelemesinde kabul edilemez bir biyogiivenlik riski
olusturacagi belirlenen uyumsuzluklarm belirlenmesi

e 'Inceleme altinda' uyumluluk yonetimi faaliyetlerine katilmama.
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5.6 Kayit Yenileme

Askiya alinan ve 'onaylt' statiilerini geri kazanmak isteyen Tedavi Saglayicilari,
yeniden ige alma siirecini tamamlamalidir.

GDFC, yeniden ise alma talebinin alindig1 tarihten itibaren 21 takvim giinii
icinde Tedavi Saglayicisina yeniden ise alma siireci hakkinda bilgi saglayan bir
mektup yazacaktir.

Tedavi Saglayicisimin yeniden ise alinmasi siireci sunlar1 i¢erebilir:

tam bir kayit slirecinin tamamlanmasi

diizeltici eylem taleplerinin kapatilmasi

bir veya daha fazla uyumluluk yonetimi faaliyetine katilim

dahili sorusturmalar yiiriitme

egitime katilim

bir yeniden ise alma goriismesine veya gosterisine katilim

bir yeniden ise alma denetimine katilim

fotograf veya videolar araciligiyla uyumlulugun kanitini saglama, tedavi

belgelerini yiikleme, GDFC'ye tedavi faaliyetlerini bildirme veya satin

alma makbuzlar1 saglama

e veri kaydimi destekleyen izleme cihazlar1 edinme ve bu verileri GDFC'ye
saglama.

e ctkili tedavi uygulamalarinin giivencesini desteklemek i¢in kontrollerin ve

hedeflerin kanitini saglama. Bunlara tedavilerin onaylanmasi1 ve GDFC'ye

tedavi kayitlarinin saglanmasi dahil olabilir, ancak bunlarla smirl degildir.

GDFC, Tedavi Saglayicisina yeniden baglatma silirecinin sonucunu
saglayacaktir. Sonug, asagidaki tabloya gore sonuglardan biri olacaktir.

Yeniden Standard Kayit
baslatma sonucu Stattsu
Yeniden géreve  |e Tedavi Saglayicisinin tiim [tedavi Onaylandi
basladi programi] gerekliliklerine uyduguna

dair giivence saglamak i¢in yeterli
kanit saglanmistir ve

e Tedavi Saglayicismin mallar1 tedavi
edebilecegine ve mallarla iligkili
biyoguvenlik riskini [tedavi programi]
kapsaminda yonetebilecegine dair
giivence saglamak i¢in yeterli kanit

saglanmigtir.
Gegici olarak e Tedavi Saglayicisinin tiim [tedavi Onaylandi
yeniden programi] gerekliliklerine
gorevlendirildi uydugundan emin olmak i¢in gereken

ek dnlemler veya

e Tedavi Saglayicisinin mallar1 tedavi
edebileceginden ve mallarla iliskili
biyogiivenlik riskini [tedavi programi]
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kapsaminda yonetebileceginden emin
olmak icin gereken ek dnlemler.

Yeniden e Tedavi Saglayicisinin tim [tedavi Askiya
gorevlendirilmedi programi] gerekliliklerine uyduguna | Alind1
dair glivence saglamak i¢in yeterli

kanit saglanmamaistir veya

e Tedavi Saglayicisinin mallar1 tedavi
edebilecegine ve mallarla iliskili
biyogiivenlik riskini [tedavi programi]
kapsaminda yonetebilecegine dair
guvence saglamak i¢in yeterli kanit
saglanmamustir.

Yeniden yiiriirliige koyma sonuglar1 'ge¢ici olarak yeniden yliriirliige
konulursa', GDFC Tedavi Saglayicisina gerekli gegici 6nlemlerin ayrintilarmi
ve belirtilen zaman dilimlerini saglayacaktur.

Uyumlulugu dogrulamak i¢in DAFF, yeniden yiiriirliige konulan Tedavi
Saglayicisi tarafindan islenen tiim gonderileri, askiya alma siiresinin ardindan
makul gordiigii herhangi bir eylem i¢in yonlendirebilir.

Yeniden yiiriirliige koyma stirecinin sonunda, GDFC DAFF"1 kararlar1 ve
Tedavi Saglayicisi i¢in sonraki adimlara iligkin 6nerileri hakkinda
bilgilendirmelidir.

5.7 Karar inceleme streci

Bir Tedavi Saglayicisi, GDFC'nin asagidakilerle ilgili olarak verilen bir karar1
incelemesini talep edebilir:

e Dbir kayit veya bagvurunun reddedilmesi

e askiya alma

e Dbir yeniden kabul slirecinin sonucu.

Bir Tedavi Saglayicisina kayit, askiya alma veya yeniden kabul kararyla ilgili
bir karar bildirildiginde, Tedavi Saglayicis1 bildirim tarihinden itibaren 30 giin
icinde GDFC’ye yazili olarak kararin gézden gegirilmesi igin bagvuruda
bulunabilir.

Kayith bir Tedavi Saglayicisi diger tedavi faaliyetleri i¢in ‘inceleme altinda’,
‘geri ¢ekildi’ veya ‘askiya alindr’ olarak listelenmigse, durum bu Cetvel i¢in de
gecerli olacaktir.
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5.8 Tedavi Saglayici1 Kayit Durumunun ve Diger Ayrintilarin Degistirilmesi

GDFC, ilgili kayith Tedavi Saglayicilarina [tedavi programi] kayit
durumlarinda meydana gelen herhangi bir degisikligi (yukariya bakin) ve
degisikligin nedenini bildirecektir.

GDFC, [tedavi programi] kayitli Tedavi Saglayicilarindan kendilerine sunlar1
bildirmelerini talep etmelidir:

e adres veya diger iletisim bilgilerinde degisiklikler,

e yoOnetimde degisiklikler,

e kayith Tedavi Saglayicisi tarafindan istihdam edilen akredite
personelde degisiklikler.

e Tedavi Saglayicisi tarafindan kullanilan ekipmanda degisiklikler.

GDFC, kayitlarini buna gore glincelleyecek ve DAFF web sitesindeki Tedavi
Saglayicilar1 Listesini glincellemek i¢in degisiklikleri derhal iletecektir.

Yeni bir kayit durumunda, Tedavi Saglayicilar1 yalnizca DAFF web sitesindeki
Tedavi Saglayicilar1 Listesinde yayinlandiklari tarih itibariyla [tedavi
programi]| kapsaminda 'kayitl' kabul edilecektir.

DAFF, kayith bir Tedavi Saglayicisindan uyumsuzluk tespit ettiginde,
GDFC'ye olaym ayrintilarini derhal bildirecek ve Tedavi Saglayicisinin kayit
durumunu degistirebilecektir.

5.9 [Ortak Devlet Kurumu] Tedavi Saglayicilarinin Listesi

GDFC, [tedavi programi] kayith Tedavi Saglayicilarinin bir listesini tutacaktir.
Liste, Tedavi Saglayicilarinin eklenmesini ve kayit durumundaki degisiklikleri
gerektigi gibi yansitacak sekilde degistirilecektir.

Listede giincellemeler su sekilde yapilacaktir:

e Ayrintilarda degisiklik veya yeni [tedavi programi] kayith Tedavi
Saglayicilari i¢in her iki haftada bir (iki hafta); ve

e "Inceleme Altinda", "Askiya Almis" veya "Geri Cekilmis" [tedavi
programi] kayitli Tedavi Saglayicilari i¢in hemen.

[tedavi programi] kayith bir Tedavi Saglayicisinin durumu, Programmn 5.8.
Maddesi uyarinca degistirilecek ve Tedavi Saglayicilar1 Listesinde
yaymlanacaktir.

5.10 Uyumluluk politikasi

GDFC, [tedavi programi] gerekliliklerine gére uyum yonetimi faaliyetleri
yurutecektir.
GDFC, uyum yonetimi faaliyetlerini su sirada yliriitecektir:

e kayit degerlendirmesi
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askiya alma veya c¢ekilme siiresinin ardindan yeniden goreve basla
inceleme siireci altinda

rutin, rastgele veya hedefli uyumluluk izleme.

GDFC uyum yonetimi faaliyetlerini baslatabilir:

uyumsuzluk gostergeleri tespit edildiginde

GDFC veya DAFF tarafindan belirlenen Avustralya'nin
biyogiivenliginin yonetilmesiyle ilgili diger herhangi bir nedenle.

Uyum yonetimi faaliyetleri yuratulebilir:

yerinde, sanal ve/veya masasti faaliyetler olarak

GDFC veya DAFF tarafindan.

Uyum y6netimi faaliyetleri, asagidaki yollarla bilgi ve verilerin toplanmasini

ve analiz edilmesini igerir:

sorular sormak

bilgi degerlendirmelerinin tamamlanmasi

belgelerin incelenmesi, dogrulanmasi, alintilarinin alinmasi veya
kopyalarinin ¢ikarilmasi

kayitlarin saglanmasini gerektiren

teftis etmek, incelemek, dlgtimler yapmak veya testler yuriitmek
fotograf cekmek veya kayit yapmak

faaliyetlerin incelenmesi veya gdzlemlenmesi

ticari is veri setleri ve hava veya uydu gorintileri gibi uzman kaynaklar
da dahil olmak lzere harici bilgi, istihbarat ve veri kaynaklarma erisim

GDEFC tarafindan makul goriilen diger faaliyetlerin tistlenilmesi.

Uyum yonetimi faaliyetlerini yiiriitiirken, GDFC veya DAFF tarafindan
toplanan her tirll ilgili bilgi ve/veya belgeyi dikkate alabilir:

Tedavi Saglayicisi
Tiirkiye'de faaliyet gosteren diger diizenleyici mekanizmalar

Tedavi Saglayicinin tescil durumuna iliskin uyum yonetimi
faaliyetleriyle ilgili oldugu diisiiniilen diger her tiirlii bilgi kaynag.

Uyumsuzluk tespit edilirse veya uyumsuzluk géstergeleri belirlenirse ya da
GDEFC ve/veya DAFF, Tedavi Saglayiciin mallarla iligkili biyogiivenlik
riskini kabul edilebilir bir diizeyde yonetmek i¢in mallara tedavi
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uygulayabileceginden emin olmazsa, GDFC ve/veya DAFF uygunluk yonetimi
eylemleri uygulayabilir. Bu eylemler sunlari i¢erebilir:

e transit halindeki mallar da dahil olmak iizere islem gormiis
sevkiyatlarin kara tedbirleri i¢in yonlendirilmesi

e Tedavi Saglayiciya ek isletme gereklilikleri getirilmesi

e ilave izleme, dogrulama ve/veya veri toplama faaliyetlerinin
baslatilmasi

e Tedavi Saglayicinin egitimi tamamlamasi i¢in yonlendirilmesi

e Tedavi Saglayicinin inceleme altina alinmasi

e Tedavi Saglayicinin askiya alimasi

e Tedavi Saglayicinin [tedavi programi] ile uyumlu olduguna dair

giivence elde etmek icin diger makul eylemler.

GDFC, uyum yonetimi faaliyetlerinin [tedavi programi] kayit durumlarinda bir
degisiklikle sonu¢lanmasi halinde Tedavi Saglayicilar1 yazili olarak
bilgilendirecek ve bu durum degisikliginin gerekgelerini bildirecektir.

MADDE 6
[TEDAVI TiPi] SERTIFIKALAR
6.1 [Tedavi tipi] Standart ile uyumlu tedavi

Bu diizenleme kapsaminda [tedavi turd] ile muamele edilen tim mallar ve
ambalaj malzemeleri, Tlrkiye ve Avustralya'nin bitki saglig1 gerekliliklerine
uygun olmali ve [tedavi tiri] Metodolojisine gore gergeklestirilmelidir.

Sevkiyatin bitki saglig1 sertifikas1 gerektirmesi halinde, Bitki Saghig: Sertifikas:
sevkiyata eslik etmeli ve [tedavi tipi] bitki saglig: sertifikasinda agik¢a
tanimlanmalidir. Gerekirse, onayli bir [Tedavi Programi] Kayitl Tedavi
Saglayicisi tarafindan verilen bir [tedavi tipi] sertifikas1 da sevkiyata eslik
etmelidir.

Sevkiyat bitki saglig1 sertifikasi gerektirmiyorsa, onayl bir [Tedavi Programi|
Kayith Tedavi Saglayicisi tarafindan diizenlenen bir [tedavi tipi] sertifikas1
sevkiyata eslik etmelidir. [ Tedavi tipi] sertifikasi, [tedavi tipi] Metodolojisinin
[Ek referansi|'nda belirtilen gerekliliklere ve ilgili ithalat kosullarina uygun
olmalidir.
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6.2 Tedavi dokiimantasyonunun sunulmasi gereklilikleri

Bu Cetvel kapsaminda kayith Tedavi Saglayicilarinin, bu Cetvel kapsaminda
tedavi edilen gonderiler i¢in diizenlenen tedavi belgelerini DAFF'in ¢evrimici
tedavi sertifikasi portali (portal) araciligiyla sunmalar1 gerekmektedir.

Tedavi Saglayicilari belge sunarsa, bu, portal tizerinden DAFF'a gonderilen
tiim Avustralya'ya bagli gonderiler i¢in verilen gerekli tedavi belgelerinin bir
kopyasindan olugmalidir.

Avustralya'ya bagli mallar i¢in tiim tedavi sertifikalari, tedavinin
tamamlanmasindan itibaren 14 giin i¢inde veya gonderinin Avustralya'ya
ulagmasindan once, hangisi daha erkense, DAFF'a sunulmalidir.

Portala bilgi girilmesi halinde, bu bilgilerin dogru, gercek olmasi ve yaniltici
olmamasi gerekir.

MADDE 7

KAYITLI TEDAVi SAGLAYICILARININ [TEDAViI PROGRAMI]|
DEGERLENDIRMELERI

7.1 Degerlendirmeler ve raporlama

GDFC, her [tedavi programi] kayitli Tedavi Saglayicisinin [tedavi programi]
gerekliliklerine uyumunun devam ettigini teyit etmek igin kayit tarihinden
itibaren alt1 ay i¢inde ve daha sonra en az on iki ayda bir uyum yonetimi
faaliyetleri yarutmelidir.

Onceki degerlendirme sonuclarmin daha yiiksek bir uyumsuzluk riski tasidigimi
gosterdigi bir Tedavi Saglayicist i¢in degerlendirme siklig artirilabilir.

GDFC, tiim degerlendirmelerin sonuglarini, GDFC degerlendiricilerinin
adlarmi, tiim uyumsuzluk alanlarini (varsa), amacglanan diizeltici eylemleri ve
ilgili tarihleri detaylandirarak belgelendirmelidir. Degerlendirme raporlar talep
tizerine DAFF'a sunulmalidir.

MADDE 8
ORTAK SiSTEM INCELEMELERI

GDEFC ve DAFF arasinda miizakere edildigi iizere yilda bir kez veya
gerektiginde Ortak Sistem Incelemesi (JSR) yapilacaktir. JSR'lerin siklig1 ve
kapsami, GDFC'nin uyum y0netimi ge¢misine ve [tedavi programi| kayith
Tedavi Saglayicilarinin performansia dayanacaktir.
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MADDE 9
KAYIT TUTMA

Ajanslar, Tedavi Saglayicilarin akreditasyonu, kaydi ve denetimi, tedavilerin
akredite gorevliler tarafindan onaylanmasi ve uyum faaliyetleri ile ilgili
kayitlar da dahil olmak iizere Program(lar)in yonetimine iligkin tiim kayitlar1
iki yildan az olmayan bir siire boyunca muhafaza edecektir. Bu kayitlar ayni
zamanda Tedavi Saglayici tarafindan iki yildan az olmayan bir siire boyunca
muhafaza edilmeli ve talep edildiginde [Ortak Devlet Kurumu] veya DAFF'a
saglanmalidir.

MADDE 10
PROGRAMIN BASLANGICI, SURESI VE SONA ERMESI

Bu Cizelge ve ilgili tiim Tablolar ve Ekler, Diizenlemenin 9. Paragrafi uyarinca
gozden gecirilecek ve her iki Ajansin ortak karari {izerine gdzden gecirmeye
tabi olacaktur.
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TABLOLARIN LiSTESI

Tablo A - Amag: Bu tablo, bu Programa eklenen belgeleri listelemektedir

Ek madde

Aciklama

1 [Tedavi Tipi] kayit basgvuru gereklilikleri

Tablo B - Amag: Bu tabloda Kurumlar tarafindan onaylanan tedaviler

listelenmektedir.
. Tigili Metodoloji veya -
Tedavi Standart Baslangi¢ Tarihi
Tablo(lar)da Degisiklik Degisiklik imzacisi Baslangic Tarihi
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EK1
Tedaviye 6zel kayit basvuru gereklilikleri

[Tedavi programi] kayit bagvurusu eksiksiz olmali, yetkili bir kisi tarafindan imzalanmali ve
asagidaki bilgileri icermelidir:
»  Sirket detaylar1:
+  Sirket ad1
« email adresi
+ telefon numarasi
+ adres.

» Sirket irtibat kisileri:
e isim
* telefon numarasi
« email adresi

« Uygulanan tedavi tipleri.
* Bir ay i¢inde gergeklestirilmesi beklenen tahmini tedavi sayisi.

* Asagidakileri iceren ekipman listesi:
» ekipman tipi
» marka ve model
* her ekipman parcasi i¢in seri numarasi
* miktar
+ kalibrasyon sertifikasi
+ cihaz kilavuzu (web tabanli siiriime baglant1 yeterlidir)
» gercek ekipmanin goriintiileri.

» Tedaviye 6zel bilgiler (tedaviye 6zel bagvuru formlarinda belirtildigi gibi):
*  Basing testi (flimigasyon odalar1 ve vakum odalar1 igin)
* Tedavi dogrulama verileri
* Oda/muhafaza test raporlari
*  GDFC veya DAFF tarafindan talep edilen diger bilgiler

«  Tedavi uygulamalar1 ve kurulum goriintiileri.

«  Tedavi teknisyeni detaylart:
«  Tedavi teknisyeninin ismi
« Lisans bilgileri (fimigasyon teknisyenleri icin).
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