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Kinh glri: Céc co s& ché bién xuat khau ca bd Siluriformes vao Hoa Ky

Cuc Quan 1y Chat lugng Nong lam san va Thuy san nhén dugc van ban ngay
01/7/2016 cua Co quan kiém tra va ATTP (FSIS) cong bb vé& quy trinh x4c dinh su
doc 14p cua céac 16 hang ca bd Siluriformes xuét khau vao Hoa Ky véi 16 hang bi
canh bdo hoa chét khang sinh (van ban giri kém). Cuc huéng dan cic don vi nhu
sau:

Trong thdi gian chuyén tiép (thr 01/3/2016 dén 31/8/2017), khi phat hién cac
16 hang ca bo Siluriformes nhap khau vao Hoa Ky co két qua kiém tra khoéng dat
yéu cau vé hoa chét khang sinh (thude thd vy, thuoc bao vé thuc vat, thubce nhudm
hodc du luong héa chat cAm khac), FSIS s& yéu cau nha nhép khau phai cung cap:

- Két qua phan tich chi tiéu hoa chét khang sinh vi pham dugc phén tich boi
phong kiém nghiém doc 14p (third party) d6i vdi céc 16 hang tiép theo.

- Giai trinh sy doc 14p cua cac 16 hang tiép theo so v6i 16 hang d4 bi canh bio
héa chat khang sinh trude do.

Ng0a1 ra, FSIS s& thong bdo va yéu cdu co quan thim quyén nudc xuat khau

cung cap klp thoi cac thong tin ve hoat dong (jmll tra nguyén nhéan va cac bién ph?ﬂ’\

khic phuc d& dugc doanh nghi¢p thuc hién.

FSIS s& st dung cac ti€u chi va céy‘quyét dinh tai phu luc gui kem va két qua
phan tich cua phong kiém nghiém doc 1ap dé danh gia su doc 1ap cua céc 16 hang
tiép theo so vé&i 16 hang bi canh bédo hoa chéat khang sinh trudc d6. Chi nhing 16
hang ¢6 két qua kiém tra dat yéu cau va dugc FSIS cong nhén 1a doc 14p méi duge
phép thong quan.

Trong truong hop co quan tham quyen Trung wong nudc xuét khau di gui du
ho so chimg minh dugc bién phap khéc phuc dang thuc hién cta co s6 la phi hop
va cam két vé su ddc 1ap ctia cac 16 hang thi khong can thuc hién cac budce néu trén.
Do d6, Cuc théng bdo va dé nghi cdc doanh nghiép khi c6 16 hang ca bd
Siluriformes xuét khau vao Hoa Ky bi canh bdo:

- Nghién ctru k¥ quy dinh cua FSIS, trién khai kip thoi cac yéu cau ctia Cuc
tai vén ban thong bao canh bo dé cé cin ¢t giai trinh voéi FSIS vé nguyén nhan va
cac bién phép khic phuc d& duge thuc hién.

- Chi dong trao ddi va phdi hop véi nha nhap khau dé cung cap kip thoi cac



thong tin can thiét cho FSIS dé chimg minh cic 16 hang dang bi luu gift tai cang
den doc 1ap v6i 16 hang bi canh bao.

Trong qué trinh thuc hién, néu c6 phat sinh vuéng mic, cac doanh nghiép kip
thoi ¢6 van ban bao vé Cuc dé duoc hudng dan, phoi hop xir ly./.
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Phu luc: Quy trinh xac dinh sy dée 14p vé hoa chit khang sinh ciia cc 16 hang
c4 bd Siluriformes
(Ban hanh kem theo cong vdn s6 4504 JOLCL-CLI ngay <241 /7/2016
ctia Cuc Qudn by Chdt szo’ng Néng ldam san va Thuy san)

Trong thoi gian chuyén t1ep, néu 01 16 hang cé Siluriformes nhép khau bi
canh béo vi pham cac quy dinh vé héa chét khang sinh, cac 16 hang tiép theo dugc
san xuét, ché bién tai co s& vi pham s& chi dugc dua ra thi trudng khi nha nhap
khau gl ddy du cac hd so cho FSIS va dugc FSIS danh gid phu hop. Hb so bao
gom:

- Két qua 14y mAau, phén tich chi tiéu vi pham do phong kiém nghiém dbc 1ap
thuc hién

- H6 so chtmg minh 16 hang doc 1ap vai 16 hang da bi canh bao hoa chit
khang sinh. FSIS st dung céc chi tiéu sau de danh gia sy doc lap

+ Ca co nguon goc tlr co sO cung clp, hodc ao nudi khac, co s& ché bién
khéng tron 1an nguyén lidu c6 ngudn goc khac nhau trong qua trinh che bién. Nha
nhép khau thuc hién viée didu tra va khang dinh khong c6 cac nhan t6 chung véi 16
hang canh béo.

+ Néu ‘nguyén nhan 16 hang bi canh bdo dugc xdc dinh tai cdng doan nudi,
nha nhap khau can cung cap hd so cho thay viéc str dung thude tha y hodc yeu t6
mdi truong tai co s6 vi pham s& khéng tiép tuc anh hudéng dén cac 16 hang tiép theo.

+ Néu nguyen nhén dugc xac dinh tai cac cong doan sau thu hoach, nha nhép
khiu can cung cap hd so chting minh cong doan cu thé dan t6i 16 hang bi canh béo
s& khong anh hudng téi cac 16 hang tiép theo.

Luu y: Trong truong hop co quan tham quyen Trung vong nudc xuét khau
da gui da ho so chimg minh dugc bién phap khéc phuc dang thuc hién cta co so la
phu hop va cam két vé su ddc 1ap cua cac 16 hang thi khong can thuc hién céc bude
néu trén
(chi tiét cac vi du cu thé vé& Hd so va cdy quyét dinh su doc lap xem tai thu cla
FSIS gti kem).



Chy quyét dinh: Xac dinh sy dc 14p vé hoa chat cia san pham ca b Siluriformes (do kim loai ning, thuoc trir siu, thudc
nhudm va cac du lwgng khac)
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United States Department of Agriculture

JUN 3 0 2016

Mr. Nguyen Nhu Tiep, Director General
National Agro-Forestry-Fisheries

Quality Assurance Department (NAFIQAD)
Ministry of Agriculture and Rural Development
10Nguyen Cong Hoan, Ba Dinh District

Hanoi, Vietnam

Dear Director Tiep,

The United States Department of Agriculture (USDA), Food Safety and
Inspection Service (FSIS), is writing to inform you of the Agency’s Criteria for
Chemical Independence of Siluriformes Production Lots. This information is
also available on the USDA FSIS website.

As you are aware, imported Siluriformes fish and fish product shipments are
reinspected and subjected to species and residue testing on at least a quarterly
basis during the 18-month transitional period. During the transitional period, if
FSIS finds that imported Siluriformes fish and fish products contain veterinary
drugs, pesticides, dyes, metals, or other chemical residues that are not permitted
for use or are in excess of acceptable tolerance or action levels, FSIS will require
importers to provide test results for the violative chemical residue from a third-
party laboratory for the subsequent production lots from the same foreign
establishment that shipped the violative production lot and the rationale as to
why the subsequent lots are chemically independent. In addition, FSIS will
immediately notify the Central Competent Authority (CCA) — the agency or
agencies responsible for food inspection — for the country in which the shipping
establishment is located of the findings and FSIS will expect a timely response
from the CCA that ensures appropriate corrective actions are implemented. FSIS
will use the attached criteria and decision tree to evaluate the rationale submitted
for chemical independence with the third-party laboratory results.

Given your industry’s interest in exporting Siluriformes fish and fish products to
the United States, we respectfully request your assistance to provide this
information to all eligible establishments in Vietnam at your earliest
convenience. Your assistance throughout the transition process will help FSIS to
ensure that products exported to the United States are in compliance.

An Equal Opportunity Provider and Employer



Mr. Nguyen Nhu Tiep, Director General
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If you have any questions about the Criteria for Chemical Independence of Siluriformes
Production Lots or if you have any other questions, please feel free to contact me at
jane.doherty@fsis.usda.gov.

As always, thank you for your ongoing cooperation.

Slncelely, bﬁ/&m)f/

Jane H Doherty
International Coordination Executive
Office of International Coordination

Enclosures

An Equal Opportunity Provider and Employer
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Criteria for Chemical Independence of Siluriformes Production Lots

During the transitional period, if FSIS determines through testing that imported Siluriformes fish and fish
products are violative for veterinary drugs, pesticides, dyes, metals, or other chemical residues that are
not permitted for use in the United States (US) or are found in excess of acceptable US tolerance or
action levels, FSIS will notify all US brokers and importers that receive subsequent production lots from
the same foreign processing establishment that produced the violative production lot. US importers that
receive such subsequent production lots are required to hold these lots and not release product into
commerce until the importer has arranged to have the subsequent lots sampled and tested for the
violative chemical residue through a third-party laboratory, presents an analytical package of results to
FSIS, and is notified by FSIS that the documentation is acceptable and the production lot can be

released”.

In each analytical package submission, the importer is to include a rationale and documentation to
support why fish in a subsequent production lot are chemically independent from fish in the violative
lot. FSIS will use criteria to evaluate the rationale and documentation to support a claim of chemical
independence. A chemically independent production lot contains fish that, based on rationale and
supporting documentation, are unlikely to contain the violative chemical residue compared to the

violative lot.

Criteria

1. Fish sourced from different suppliers or different ponds may be considered chemically independent,
provided that the processing establishment handled fish so as to not co-mingle fish from other
suppliers, and the importer conducted an investigation which does not identify common factors for
the violative and subsequent lots.” Fish harvested from the same pond within a close period of time
(e.g., partial harvests of the pond) would not be considered chemically independent without further
scientific evidence.

2. If pre-harvest factors were determined to be responsible for the violative finding, the importer
should provide a rationale and documentation which should consider whether prevailing veterinary
treatments by suppliers or prevailing environmental contamination patterns could continue to

influence subsequent lots.

! All products produced by the establishment with the violative chemical residue will be sampled and tested in this way until
the Central Competent Authority (CCA) proffers adequate corrective measures that have been implemented and provides
ongoing assurance for the chemical independence of subsequent shipments. For more information, refer to FSIS’s Hold-and-
Test Sampling Protocol.

? pre-harvest refers to steps taken prior to removal of fish from the water in which they are raised. These steps
include elimination of wild fish from the water source, stocking with fish, feeding, chemical treatment, and water
quality adjustment. Post-harvest refers to all steps taken after the fish are removed from the water in which they
are raised. These steps include transportation to the processing facility, slaughtering, processing, packaging and
labeling, storage, and shipment to customers.
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3. |If post-harvest factors were determined to be responsible for the violative finding, the importer of
record should provide a rationale and documentation which should consider whether the specific
processing steps have been identified and modified to prevent similar contamination of subsequent
production lots.

Examples of supporting documentation that an importer can provide to adequately support the
chemical independence of subsequent production lots:

e A consistent lot definition applied to the violative and subsequent production lots

e An investigation that determines the source of contamination in fish from the violative lot. If
the contamination was determined to have occurred pre-harvest, the investigation should
include information collected from supplying producers of the implicated fish.

e Robust testing, if available, could provide support for chemical independence of production
lots. However, FSIS would need to fully understand the sampling plan including sensitivity, as
well as the limit of detection for the employed analytical methodology.

e |f the contamination occurred pre-harvest due to the feeding or treatment of fish with
veterinary drugs or antimicrobials (including dyes) the producer can provide greater assurance
for subsequent production lots by providing the following documentation:

o Identify the feed source used to produce fish in the subsequent lot and verify that it
was distinct and not commingled with feed used to produce fish in the violative lot;

o lIdentify all veterinary treatments for fish in the subsequent production lot and verify
that these were distinct from treatments of fish used to produce the violative lot;

o Determine whether the producer of fish in the subsequent lot has controls to prevent
the use of prohibited compounds; and

o Describe controls imposed to prevent contamination of fish sourced from the same
pond as the violative production lot. For example, the residue may persist in water,
algae, microflora, or soil, or be present in fish from the violative lot that escaped the

harvest process.

e |f the contamination occurred pre- harvest due to environmental contamination with heavy
metals, dyes, or pesticides, the producer can provide greater assurance for subsequent
production lots by providing the following documentation:

o ldentify the location of the source of fish in the subsequent production lot relative to
fish in the violative lot; and
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Version 1 June 28, 2016
o Determine whether the producers of the subsequent and violative production lots are
adjacent to or rely on the same water source.
e If the contamination is determined to have occurred during a post-harvest step:

o Identify aspects of the processing establishment’s Good manufacturing practices,
Hazard analysis Critical Control Points, or Standard Sanitary Operating Procedures
programs that would prevent recurrence.
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Decision Tree: Determining Chemical Independence of Siluriformes (due to heavy metals, pesticides, dyes,
and other violative residues)
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