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Quy tac Cudi cung ciia FSMA: Yéu cau doi voi
hoé so truy xuat nguén goc bé sung cho moét s6
loai thwe pham

Théng bao trong S6 dang ky Lién bang | S6 ghi chép s6 FDA-2014-N-0053

Quy téc cudi cling ctia FDA vé cac yéu cau ddi véi hd so truy xuat ngudn gbc bd sung cho mot sé
loai thwe phdm (Quy tac cubi cung vé truy xuat ngudn gbc thwe pham) thiét 1ap cac yéu cau lwu triv
hd so truy xuat ngudn gbc, vot ra ngoai cac yéu cau trong cac quy dinh hién hanh, danh cho
nhirng ngwdi san xuat, ché bién, déng géi hodc lwu gilr thwe phdm co trong Danh sach Truy xuét
Ngudn gbc Thue phdm (FTL). Quy tac cudi cing la mét thanh phan quan trong clia K& hoach Chi
tiét cho Ky nguy&n M&i vé An toan Thuc phdm Théng minh hon ctia FDA va thuwe hién Muc 204(d)
cta Pao luat Hién dai héa An toan Thwc pham ctia FDA (FSMA). Cac yéu cau méi dugc xac dinh
trong quy tac cudi ciing sé cho phép xac dinh nhanh hon va loai bd nhanh chéng thuc pham cé kha
nang bi 6 nhiém khai thi trwérng, dan dén it bénh tat va/hoac to vong hon do thyc pham.

Noi dung trong tdm cua quy tac nay la yéu ciu réng nhirng ngum phai tuan theo quy tac dang thyc
hién cong viéc san xuét, ché bién, dong géi hodc lwu gitr thwe phdm c6 trong danh sach FTL, phai
duy tri hd so trong doé cé cac Phan tir D liéu Chinh (KDE) dwoc lién két véi cac Sy kién Theo dbi
Quan trong (CTE) cu thé; va cung cp théng tin cho FDA trong vong 24 gi& hodc trong mét khoang
thoi gian hop ly ma FDA da déng y.

Quy tac cudi cung phu hop véi cac thong 1é tét nhat hién tai clia nganh va bao gdm céc cong ty
trong nwéc, cling nhw cac céng ty nwéc ngoai san xuét thue pham cho tiéu dung tai Hoa Ky, doc
theo toan bd chudi cung &ng thuc phadm mét cach lién tuc tir trang trai dén ban an.


https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.federalregister.gov/public-inspection/2022-24417/requirements-for-additional-traceability-records-for-certain-foods
https://www.regulations.gov/docket/FDA-2014-N-0053
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Ngay tuan tha

Vi Quy téc Cubi cung vé Truy xuat Ngudn gbc Thuc phdm yéu ciu cac don vi chia sé thong tin voi
cac don vi khac trong chudi cung tng, cach hiéu qua nhat dé thyc hién quy tac nay |a yéu ciu tat ca
nhirng ngudi phai tuan theo cac yéu cau nay phai dat duwoc sw tuan thi vao cung mot ngay. Ngay
tuan tha cho tat c& nhirtng nguwdi phai tuan theo cac yéu cau lwu gitv hd so nay la Thir Ba, ngay 20
thang 1 nam 2026.

Danh sach Truy xuat Ngudn gbc Thwc phdm (FTL)

Muc 204 cta DPao luat Hién dai hda An toan Thwe pham ctia FDA (FSMA) yéu cau FDA chi dinh céac
loai thwe phdm ma yéu cau lwu gitr hd so bd sung 1a phu hop va can thiét dé bao vé strc khde cong
ddng. Céc yéu cau lwu gitr hd so bd sung dwoc néu trong Quy téc Cudi cung vé Truy xuat Ngudn
géc Thue phdm va nham cho phép xac dinh nhanh hon va loai bd nhanh chéng thwe pham cé kha
nang bi & nhiém khai thi trwéng, dan dén it bénh tat va/hoéac t&r vong hon do thwe pham.

Danh sach Truy xuét Ngudn gbc Thuc phdm (FTL) xac dinh céc loai thwe phdm can c6 hd so truy
xuét ngudn gbc bd sung. Cac yéu cau lwu trir hd so bd sung ap dung cho cac loai thwe phadm dwoc
liét ké cu thé trong danh sach FTL va dbi véi thwe phdm co chiva thanh phan |4 thwe phdm dwoc liét
ké, mién la thwec phdm duorc liét ké dwoc st dung lam nguyén liéu thanh phan van & dang twong ty
(vi du: twoi sbng) ma thwe phdm nay xuét hién trong danh séach.

Dé biét thém thong tin vé FTL, vui Ibng xem Danh sach Truy xuat Ngudn géc Thwe phdm

Cac tinh nang chinh

1. Sy kién Theo dai Quan trong (CTE) (§ 1.1325 dén 1.1350)

Quy téc cudi cling xac dinh cac Su kién Theo d&i Quan trong (CTE) ma yéu cau phai c6 hd so trong
do cé cac Phan tir D liéu Chinh (KDE). Cac KDE dwoc yéu cau sé thay déi tuy thudc vao CTE
dang dwoc thyce hién.

Cac Su kién Theo déi Quan trong trong quy tac cudi cing bao gdm thu hoach; lam lanh (trwéc khi
doéng goi ban dau); ddng géi ban dau cho hang héa néng sén twoi sdng khéng phai la thwe phdm
duoc lay tir tau ca; tiép nhan |an dau tién trén dat lién cho thuwe phdm duoc Iy tir tau ca; van
chuyén; tiép nhan; va chuyén déi thwc pham.

Dwéi day 1a md ta ngan gon cho tirng CTE. Dé biét mé ta chi tiét vé cac KDE dwoc yéu cau cho mbi
CTE, hay xem Sw kién Theo déi Quan trong va Phén ti Di¥ liéu Chinh. Ban ciing c6 thé xem quy tac
cudi cung dwoc ap dung nhw thé nao trong ba vi du khac nhau vé chudi cung rng bén dwdi, bao
gdm cac KDE va CTE sé dwoc lién két véi tivng loai hang hoa.

Thu hoach

Thu hoach &p dung cho céc trang trai va cac co s& két hop trang trai va cé nghia la cac hoat déng
dwoc thue hién theo cach truyén thdng tai cac trang trai véi muc dich 14y hang héa néng san twoi
séng (RAC) ra khdi noi chung dwoc trdng hodc nudi va chuén bi dé siv dung lam thwe pham.

Lam lanh


https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/food-safety-modernization-act-fsma
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list
https://www.fda.gov/media/163132/download
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Lam lanh c6 nghia la chi ddng gidm nhiét d6 cho hang héa néng san twoi séng (RAC) bang cach
st dung k¥ thuat lam lanh bang nwéc, déng bang (trir ddng bang hai sén), lam lanh bang khéng khi
cwdng blrc, lam lanh chan khéng hodc qua trinh xt ly twong tuw.

Péng goi Ban dau

Pong goéi ban dau c6 nghia la dong géi hang hoa néng san tuoi séng (RAC), khdng phai la thuc
pham dwoc lay tir tau ca Ian dau tién.

Nguwdi nhan Dau tién Trén Dat lién

Nguoi nhan déu tién trén dét lién la nguwdi s& hiru thwe phadm luc dau tién trén dat lién truc tiép tiv
tau ca.

Van chuyén

Van chuyén 1a mot sw kién trong chudi cung &ng thwe pham, trong dé thwc phdm dwoc sap xép dé
van chuyén (vi du: bang xe tai hodc tau thly) tir dia diém nay dén dia diém khac. Van chuyén khéng
bao gdm viéc ban hodc van chuyén thwc phdm tryc tiép dén ngudi tiéu dung hodc quyén gép thuc
pham dw thtra. Van chuyén bao gdm viéc glri mét 16 hang thwe pham néi bo cong ty tr mot dia diém
tai mot dia chi dwdng phd cu thé clia mét cong ty dén mot dia diém khac tai mot dia chi dwong phd
khac cla cong ty.

Tiép nhan

Tiép nhan 1a mot sy kién trong chudi cung tng thuwe phdm, trong d6 thwe phdm dwoc tiép nhan béi
mot ngwdi nao dé khdng phai la ngwdi tiéu dung sau khi dwoc van chuyén (vi du: bang xe tai hodc
tau thay) tr mot dia diém khac. Tiép nhan bao gdm viéc nhan moét 16 hang thwe pham ndi bd cong ty
tir mot dia diém tai mot dia chi duwdng phé cu thé clia mot cong ty dén mot dia diém khac tai mot dia
chi dwdng phéd khac cuia cong ty.

Chuyén dbi

Chuyén déi la mét sw kién trong chudi cung ng thwe pham lién quan dénviéc san xuét/ché bién
hoéc thay déi thwe phdm (vi du: bang cach pha trén, déng géi lai hodc dan nhan lai) hodc déng bao
bi ho&c déng géi thuc pham, khi san phdm dau ra la thwe phdm c6 trong Danh sach Truy xuét
Nguén gbc Thye phdm (FTL). Chuyén dbi khdng bao gdm viéc déng goéi ban ddu mét loai thyc
phém hoac cac hoat dong trwéc sy kién doé (vi du: thu hoach, lam lanh).

2. Ma L6 Truy xuat Ngudn gbc

Ma L6 Truy xuét Ngudn géc (TLC) cé nghia Ia mot ma mé ta, thwdng gdm chiv va sb, duwoc st dung
dé xac dinh riéng 16 truy xuét ngudn géc trong hd so vé cong ty da chi dinh ma 16 truy xuat nguén
goc.

Ban phai chi dinh ma 16 truy xuét ngudn gbc cho thuwc phdm trong Danh sach Truy xuat Ngudn gbc
Thuwe pham (FTL) khi ban thyc hién bat ky thao tac nao sau day: déng goi ban dau cho hang héa
noéng san twoi séng(RAC) khong phai 1a thwe phdm dwoc 14y tir tau cd; thwe hién viéc tiép nhan dau
tién trén dat lién cho thwe phdm dwoc lay tir tau ca; hodc chuyén dbi mot thue pham. Néu ban tiép
nhan thwc phdm FTL t&r mét don vi dwoc mién trir khdi quy tac cudi cung, ban phai chi dinh TLC
néu van chwa cé ma nao duwoc chi dinh (trir khi ban la co s& ban 1& thwe pham hodc nha hang). Néu
khong, ban khéng dwoc thiét 1ap TLC mdi khi ban tién hanh cac hoat ddng khac (vi du: van chuyén)
cho thwc phdm trong Danh sach Truy xuat Nguén gbc Thuc pham.
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Khi mét thwc phdm da dwoc chi dinh ma TLC, hd so dwoc yéu cau tai mbi Sw kién Theo ddi Quan
trong (CTE) phai bao gom TLC d6. Tat ca cac Phan t&r D liéu Chinh (KDE), bao gom c& TLC, phai
duoc lien két véi 16 truy xuat ngudn gbc co lién quan.

3. K& hoach truy xuét ngudn gbc (§ 1.1315)

Néu ban phai tuan theo cac yéu cau trong quy tac cudi cung, ban phai thiét 1ap va duy tri ké hoach
truy xuét nguén géc co6 chiva céc théng tin sau:

M6 ta vé cac thi tuc ban sir dung dé duy tri cac hdé so ma ban dwoc yéu cau lwu gitr theo quy tac
nay, bao gém dinh dang va vi tri cia cac hd so nay.

M6 ta& cac thd tuc ban st dung dé xac dinh cac thwe phdm trong Danh sach Truy xuat Ngudn gbc
Thwe phdm ma ban san xuét, ché bién, dong géi hoac lwu gitr;

Mb ta cach ban chi dinh ma 16 truy xu4t ngudn gbc cho thuc phdm trong Danh sach Truy xuét
Nguoén gbc Thwc phdm, néu cé;

Tuyén bé xac dinh d&u méi lién hé cho cac cau hai lién quan dén ké hoach va hd so truy xuat ngudn
goc cua ban; va

Néu ban tréng hodc nuéi mét loai thwe phdm trong Danh sach Truy xuit Nguén gbc Thuc phdm
(ngoai trirng), mdt ban dd trang trai hién thi cac khu virec ma ban tréng hodc nuéi nhirng thic pham
dé.

Ban db trang trai phai hién thj vi tri va tén cla tirng canh déng (ho&c khu vic tréng trot khac) ma
ban nuéi trong thuwc phdm trong Danh sach Truy xuat Ngudn gbc Thwc phdm, bao gébm toa dd dia ly
va bat ky théng tin nao khac can thiét dé xac dinh vi tri cGa tirng canh ddng ho&c khu vie tréng trot.

Déi v6i cac trang trai nudi tréng thay san, ban dd trang trai thay vi vay phai hién thi vi tri va tén cta
tirng moi trwdrng nudi thay san (vi du: ao, hd boi, bé, 16ng) ma ban nudi hai san trong Danh sach
Truy xuat Ngudn gbc Thwe phdm, bao gébm toa do dia ly va bat ky thong tin nao khac can thiét dé
xac dinh vi tri cia ttrng moéi tredng nudi thay san.

4. Yéu cau bd sung (§ 1.1455)
Quy tac cudi cuing cling yéu cau:

Hb so phai dwoc duy tri dwdi dang ban gbc trén gidy hodc hé so dién t&r, hodc ban sao y chinh xac;
tat c& hd so phai dé doc va duoc lwu trir d& ngdn ngitra huw hdng hodc mét mat. Ho so dién tlr cé thé
bao gdm céc lién két dién tl hop I&, b hiéu lwc dén thong tin cAn dwoc duy tri theo quy téc.

Tét ca cac hd so dwoc yéu cau theo quy tc nay, cung véi bat ky thdng tin nao can thiét dé hiéu ho
so, phai dwoc cung cap cho FDA trong vong 24 gid sau khi yéu cau dwoc dwa ra (hodc trong mot
khoang thoi gian hgp ly ma FDA da dong y).

Trv khi dwoc mién triy yéu ciu nay, mot bang tinh dién tlr cé thé sap xép chira théng tin truy xuét
ngudn gbc cd lién quan phai dwoc cung cip cho FDA trong vong 24 gi® ké tir khi c6 yéu cau (hodc
trong mot khoang thdi gian hop ly ma FDA da ddng y) khi can thiét d& hé tro FDA trong khi ¢ sw
bung phat, thu héi hodc mbi de doa khac dbi véi strc khde cong dong.
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Cac trwong hop mién trir toan bd va mét phan

Quy téc cudi cuing xac dinh mét sé trwdng hop mién trir va mién trir mot phan khoi cac yéu cau cla
quy t&c cudi cung. Cac trwérng hop mién trir duorc liét ké trong § 1.1305 clia quy tac cubi cung.

Mét cong cu dwoc cung cap dé gilp cac bén lién quan xac dinh xem trwéng hop mién trir ¢ thé ap
dung cho tinh huéng ctia ho hay khéng. Nguoi dung xac dinh mét Iinh vuc chil dé va sau dé tra |oi
mot loat cau hdi c6 hoac khong.

Cac tredng hop mién trir dbi véi Quy tac Truy xuat Nguén gdc Thwe phadm

Sw kién Theo ddi Quan trong va Phan t& D lieu Chinh

Quy tac Truy xuét Ngudn gbc Thwc phdm yeu cau nhu’ng ngudi san xuéat, ché bién, déng goi hoadc
lwu gitr thwe phdm trong Danh sach Truy xuat Ngudn gdc Thwe pham (FTL) phai duy tri va cung cép
cho céc dbi tac trong chudi cung trng cac phan t&r div liéu chinh (KDE) cho cac sy kién theo doi
quan trong (CTE) trong chudi cung rng thuwec phdm. Khudn khd nay tao thanh nén téng cho viéc truy
xuét ngudn gbc co hleu qua va hiéu lyc, ddng thdi truyén dat rd rang thong tin ma FDA can dé thuc
hién viéc truy xut ngudn gbc nay.

Thong tin ma cac cong ty phai lwu gilr va gl di theo quy tac sé thay déi tuy thudc vao loai hinh hoat
doéng ctia chudi cung trng ma ho thwe hién ddi véi thwe phdm trong danh sach FTL, tir thu hoach
ho&c san xuét thuwc phadm dén ché bién, phan phéi va tiép nhan tai ctra hang ban 1& hoac dia diém
dich vu khac. Trong tdm clia cac yéu cau duoc dé xuét 1a viéc chi dinh, ghi lai va chia sé ma 16 truy
xuét ngudn gbc (TLC) cho thwc phadm trong danh sach FTL, ciing nhw lién két cac ma TLC nay véi
céc théng tin khac xac dinh thuc phadm khi ching di chuyén qua chudi cung (ng.

Tim hiéu cac KDE dwoc yéu cau cho mdi CTE dwoc thuc hién.

Vi du vé chudi cung (rng

Quy tac Truy xuét Ngudn gbc Thwc phdm yéu cau nhirng ngwdi san xuét, ché bién, dong géi hoac
lwu git thwe pham trong Danh sach Truy xuét Ngudn gbc Thuc phdm (FTL) phai duy tri va cung cap
thong tin cu thé cho cac ddi tac trong chudi cung rng — dwoc goi 1a Phan t& D liéu Chinh (KDE) —
dbi v&i mot sé Su kién Theo déi Quan trong (CTE) trong chudi cung trng thwe pham. Khuén khé nay
tao thanh nén tang cho viéc truy xuat ngudn gbc thuc pham cé hiéu qua va hiéu luc.

Céc vi du sau day cho thdy cac Phan t&r D liéu Chinh dwoc yéu cau cho cac Sy kién Theo dbi
Quan trong trong ba vi du vé chudi cung rng — dwa chuét twoi, bit tt ca nglr va phd mai mém.

Vi du vé chubi cung (rng néng san

Ban trinh bay videoTuyén bd tir chdi trach nhiém dbi véi lién két ngoai

L&i thoai
Trang chiéu
Vi du vé chudi cung &ng hai san

Ban trinh bay videoTuyén b tr chdi trach nhiém dbi véi lién két ngoai



https://collaboration.fda.gov/tefcv13/
https://www.fda.gov/media/163132/download
https://youtu.be/ZcSBvLQ6p6M
http://www.fda.gov/about-fda/website-policies/website-disclaimer
https://www.fda.gov/media/163059/download
https://www.fda.gov/media/163054/download
https://youtu.be/RCT86_Nhwmc
http://www.fda.gov/about-fda/website-policies/website-disclaimer
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L&i thoai
Trang chiéu
Vi du vé chudi cung rng phd mai

Ban trinh bay videoTuyén bd tir chdi trach nhiém lién két ngoai

L&i thoai

Trang chiéu

Cac cau hdi thuworng gép vé Quy tac Cubi cung vé Truy xuét
Ngubn goc Thwc pham

Truy cap Cau hdi thwéng gap vé FSMA dé tim hiéu thém vé Quy tac Cubi ciing vé Truy xuét Ngudn
gbéc Thuc pham.

Cudc goi, hdi thao truc tuyén va cudc hop v@i cac bén lién quan

Cudc goi voi cac bén lién quan (ngay 15 thang 11 nam 2022)

Hai thdo trwe tuyén vé Quy tdc Cudi cung vé Truy xuat Ngudn gbc Thuwe phdm (Ngay 7 thang 12
nam 2022)



https://www.fda.gov/media/163058/download
https://www.fda.gov/media/163055/download
https://youtu.be/0wnSiC5xqqs
http://www.fda.gov/about-fda/website-policies/website-disclaimer
https://www.fda.gov/media/163060/download
https://www.fda.gov/media/163056/download
https://www.fda.gov/food/food-safety-modernization-act-fsma/frequently-asked-questions-fsma
https://www.youtube.com/watch?v=iEF0hRk19Ho
https://www.fda.gov/food/workshops-meetings-webinars-food-and-dietary-supplements/webinar-food-traceability-final-rule-12072022
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