Indopmanis 1151 BpaxyBaHHS MiJl 4ac iMnopry

[IpomykTr XapayBaHHs, 10 IMIIOPTYIOTHCS 0 Crionydenux [taTiB, MarOTh BiMIOBIIaTH TUM CAMHUM
3aKOHaM 1 HOpMam, 0 i mpoaykTH, Bupobieni B Cnonydenux llltarax. Bonu MaroTh BiamoBigaTu
BUMOTaM O€3MEeYHOCTi 1 He MICTUTH 3a00pOHEHUX IHTPEIIEHTIB, a BCE MApKyBaHHSA Ta YIIaKOBKa
MaloTh OyTH iH()OPMAaTUBHUMH Ta MPAaBIUBUMH. YTPABIIHHA 3 MPOJOBOJHCTBA 1 MEIUKAMEHTIB
CHIA (FDA) ue cxBanioe, He cepTrdiKye, He JTIEH3YE Ta He HAKJIAa€ )KOHUX CAHKIIH Ha OKPEMHX
IMIOpTepiB, MPOIYKTH, ETUKETKH a0 BiAnpaBieHHsS. IMnoprep Hece BiAMOBITaNbHICT 3a Te, 100
MPOAYKTH XapuyBaHHS BIANOBIAaTM BHMOTaM Iepel IMIIOPTOM, a TaKOX JOTPUMYBAINCH YMOB
MUTHOTO O()OPMIICHHSI.

1.

OsHaiioMTech i3 BiAMOBIIHNMY 3aKOHAMU, IPABUJIAMH TA NOJITHKOI/IHCTPYKIiIMHA
FDA, mo06 nepexkoHatucsi, 10 Ball NMPOAYKT BiINoBiiae BUMoOram/craHaapram
CHIA.
a. bynb nmacka, 3BepHIThCS 10 CTOPIHKHU «SIk moyaTu xapuoBwmii 6i3Hecy» (How to Start a
Food Business) mo6 03HaifOMUTHCh 3 TIEPEITIIKOM BHMOT.
b. Osnaiiomrech 3 IMmmopTaumu crnioBimenasmMu FDA (EDA Import Alerts)
I. Bam mnpoaykr Moe MiisAraTH 3aTpuMaHHIO 0e3 (i3UYHOrO OIIsdy, 3
MOJANTHIIIOI0 MOXJIMBOIO HEOOXUIHICTIO HaJaHHS JOKAa30BUX MaTepialiB, 3
METOIO BUITYCKY MTPOIYKTY.

Bumoru 10 nokymenrauii

a. Bnesnitbcs mo 3a0e3nedena «lIporpama Bepudikailii IHO3eMHOTO MOCTaYaIbHUKA
IIBIIT - Foreign Supplier Verification Program mig koxHOI KOoMOiHaril
MPOAYKT/TIOCTaYaIbHUK, Ky BH immoprtyete. Immoprep IIBIIT mimnsrae mepesipiri
FDA Ta moBrHEH HaIaTH 11l 3alIMCU Ha 3amuT.

IMonanHs 3asiBKU/ OTPUMAaHHS He0OXiAHOI peecTpaiii/ ineHTH(ikaTopin

a. Peecrtparis xapuoBoi moty;xuocti (Food Facility Registration)

b. Imentudixarop I1BIIT immoprepa — Homep D-U-N-S (ESVP Importer Identifier: D-U-
N-S number)

IMoxanus nonepeanboro nosigzomuents (Prior Notice)

a. HeoOxigHo momartu momepemHe mnosigomsenus (Prior Notice) mo Toro, sk ToBapu
npuoynyth 10 CIIA. Bam Opokep Moxke MojaTH MOMEpeTHE MOBITOMIICHHS a00 BU
MOXeTe To1aTu oHmaiH uyepe3 PNSI.

BHecennsi matepiaJiB
a. Hapaiite HactynHy iHbOpMaIlit0O CBOEMY MUTHOMY Opokepy ams nepenadi 1o FDA:
= Haspa(-Bu) mnpoaykry(-TiB) Ta/abo onmcu (MOXYTh OyTH BKaszaHi B
KOMEPIIHHOMY PaxyHKY-(akTypi)
» [lpusnavenns npoaykry(is) y CILIA.
= HasBa Ta aapeca ¢bi3ugHOTO pO3TalTyBaHHS BHUPOOHUKA,
BaHTaXOBIIPaBHUKA, IMITIOpPTEpa Ta CTOPOHH JTOCTABKH.

e OmnmionansHo: Bu  wmoxere 3anuratu  Homep FEI abo D-U-N-S
number kommaHxii, o0 JOMOMOTTH MPABUIILHO IMEHTU(IKYBATH 11 IMif
yac nepeaadi.

= Inentudikarop IN1BIIT imnoprepa — Homep D-U-N-S (FESVP Importer’s DUNS
number) (FSV)

= [ligTBepKeHHS BIAMOBITHOCTI, SKIIIO MOTPIOHO (HATIPUKIIAJ, peeCTpalliiHu
HOMEpP Xap4yoBOTO MiANPUEMCTBA iHO3eMHOTO BupoOHHKa (PFR)

» [loBHUI CITUCOK HEOOXITHUX €IEMEHTIB JaHMX MOXKHA 3HAWTHU B J[o1aTKOBOMY
nocionuky FDA (FDA Supplemental Guide) 3a Bumom ToBapy.



https://www.fda.gov/food/food-industry/how-start-food-business
https://www.fda.gov/food/food-industry/how-start-food-business
https://www.fda.gov/industry/actions-enforcement/import-alerts
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-compliance-providing-acceptable-unique-facility-identifier-foreign-supplier
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-compliance-providing-acceptable-unique-facility-identifier-foreign-supplier
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-what-you-need-know-about-prior-notice-imported-food-shipments
https://datadashboard.fda.gov/ora/fd/fser.htm
https://www.dnb.com/duns-number/lookup.html
https://www.dnb.com/duns-number/lookup.html
https://www.dnb.com/duns-number/get-a-duns.html
https://www.dnb.com/duns-number/get-a-duns.html
https://www.cbp.gov/document/guidance/fda-supplemental-guide

Ha 110 3BepHYTH VBary npu BBe3eHHi

[Tin yac BBe3eHHsA iMmopTep moBuHEH Oyae Hagath FDA iHdopmamiio mpo BaHTax, MOB’s3aHi
Komnadii Ta mpoayktu. Ilicns Toro, sik Bianpasnenns Oyzae nepeaano g0 FDA s nepeBipku, Oyzae
MPOBEACHO TOYAaTKOBY OIIIHKY, 100 BU3HAYWTH, YM TPOJIYKT MOXKe OyTH peani3oBaHui, abo K
noTpidHa momatkoBa iHpopmamis. Skmo noTpibHa momaTkoBa iH(opMals, iHGopMmaliro Tpo
BiJpaBiIeHHs Oy/ie HA/AICIaHO B €IEKTPOHHOMY BHIIIAI 0 MicueBoro odicy FDA, kyau ToBapu
BBe3eHo 10 Crionmyuenux LTaris, mist nogatkoBoi nepesipku. MicueBuii odic FDA moxe 3anpocutu
JOKYMEHTH Ta/ab0 BHMaratu mpoBeneHHS (PI3MYHOI eKCHEepTH3W MPOAYKTIB. Y pasi mpoBeICHHS
¢i3uunoTO Oorysany FDA omiHioBaTMMe MPOIYKT(M) Ta MapKyBaHHS Ha BigmoBigHicTh. FDA Moxe
BiOMpaTu 3pa3Ku MPOIYKTIB aist jJabopatopiii FDA 3 Meroro mpoBeIeHHS AOCIIIKEHb 00
MOKAa3HUKIB Oe3MeuHOoCTi. 3aJeKHO Bill pe3ysbTaTiB MepeBipku Ta/abo BinOOpy 3pas3KiB MPOIYKTH
OynyTh BUITyIIEHI a0 TPUTpUMaH1 JJisi MEePEeBIPKH Ha BIAMOBILAHICTH. MicuieBe BimauieHHs FDA
TaKOX NpUNMaEe OCTATOYHE pIIMIEHHA HI0J0 NPUMHATHOCTI (BUIycK abo BigMmoBa). Bu moxerte
MEePeryisiHyTH OTJIsT yeboro mpoiiecy immopty Bim FDA Ha YouTube: Importing FDA-Regulated
Products: the Import Process

1. IinTpumyiiTe 3B’5130K 31 CBOIM MUTHUM OpokepoM Ta/abo FDA Ta cBoeyacHo HajaBaiiTe
HeoOX1HY iHpOopMaIliio.
o Skmo FDA BuMmarae nmokymeHTH ab0 TEpeBipKy, HagalTe HEOOXiAHY 1HGOpPMAIlio
ta/a0o nokymenTH uepe3 ITACS.
» JIOKyMEHTH MOXYTh BKIIFOYAaTH PaxXyHKH-(DaKTypH, TPAHCIIOPTHI JOKYMEHTH,
CIHUCOK IHTpeNi€HTIB, KOMIi €THKETOK, ¢ororpadii MpOoAyKTy, peuenTypH,
MeTo11 00pOOKHU TOLIO.
* Bu moxere Hagatm Oyab-sKy iH(OpMaIlilo, siKa TOTMOMOXE PElEeH3CHTY
BU3HAYUTH, 110 BaIll MPOAYKT BiAmoBigae 3akoHam i Hopmam CIIIA.

2. Bincrexyiite craryc cBoro 3amury Ha ITACS mono ocTaTroyHOro PpilieHHS PO
MPUHAHATHICTD.

3. HaacmaaiiTe 3amMTaHHS 11070 CBOrO BimmpasieHHs 10 wmicieBoro odicy FDA (local
FDA office) y mynkri BBe3eHHSI.

Bumoru no nepexaui ACE

Jus. lonarkoBuii mocionnk FDA (FDA Supplemental Guide) mis orpiMaHHS IIOBHOTO CITUCKY
HEOOXIIHUX €JIEMEHTIB JaHUX.

FOO

Jus. JJonarkosuii nocionuk FDA (FDA Supplemental Guide)
H/3(N/A), sikiiio He mpU3HAYEHO 11 0COOUCTOr0 BUKOPUCTAHHSI
ab0 TOCHTIKEHB 1 pO3po00K

Buxkopucrosyiite Product Code Builder. 3 num nporpamMHum
KOJIOM MO’KHa BUKOPUCTOBYBATH JIUIIIC TICBHI TaTy3eB1 KOJIH.

IIporpamumuii Kox:
Kon onpautoBanss:
Kon npusnauenns:

Kox ToBapy:

JIloaaKoBi pecypcu:

PernamenTn ocionukn Mapkysanns | Peectpanis Inme CucremHa
iHgopmanist
21 CFR Guidance & Food Food Prior Notice FDA
Part 1, 100- Regulation Labeling Facility Supplemental
169 (by topic) Guide Reqistration Guide for ACE



https://youtu.be/PwF-ki-oIDw
https://youtu.be/PwF-ki-oIDw
https://itacs.fda.gov/itacs/app/welcomeToITACS.jsf
https://itacs.fda.gov/itacs/app/welcomeToITACS.jsf
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/import-offices-and-ports-entry
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/import-offices-and-ports-entry
https://www.cbp.gov/document/guidance/fda-supplemental-guide
https://www.cbp.gov/document/guidance/fda-supplemental-guide
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=main.pcb
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-food-labeling-guide
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-food-labeling-guide
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-food-labeling-guide
https://www.fda.gov/animal-veterinary/animal-food-feeds/animal-food-facility-registration-and-qualified-facility-attestation-frequently-asked-questions
https://www.fda.gov/animal-veterinary/animal-food-feeds/animal-food-facility-registration-and-qualified-facility-attestation-frequently-asked-questions
https://www.fda.gov/animal-veterinary/animal-food-feeds/animal-food-facility-registration-and-qualified-facility-attestation-frequently-asked-questions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-what-you-need-know-about-prior-notice-imported-food-shipments
https://www.cbp.gov/document/guidance/fda-supplemental-guide
https://www.cbp.gov/document/guidance/fda-supplemental-guide
https://www.cbp.gov/document/guidance/fda-supplemental-guide

Color Compliance Food PNSI Step-by- Product Code
Additives: Policy Guides: Facility Step Guide Builder
21 CFR Food Registration
Part 70-82 Step-by-
Step Guide
Food Compliance FSVP Prior Notice Q Product Code
Additives: Policy Manual Importer &A Builder Tutorial
21 Part Guides Identifier:
170-189 D-U-N-S
number
Labeling & Foreign
Nutrition Supplier
Verification
Program
Food Good FSVPQ & A
Manufacturing
Practices

Import Alerts

3 nuTaHb, OB’ SI3aHUX 13 KOHKPETHUM II OYKTOM a00 HOpMATUBHUMU JOKYMCHTaMU, 0 Jb JJaCKa
2

konTaktyiite 3 FDA's Center for Food Safety and Applied Nutrition (CFSAN).



https://cfsan.secure.force.com/Inquirypage
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/manual-compliance-policy-guides/chapter-5-food-colors-and-cosmetics
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/manual-compliance-policy-guides/chapter-5-food-colors-and-cosmetics
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/manual-compliance-policy-guides/chapter-5-food-colors-and-cosmetics
https://www.fda.gov/food/online-registration-food-facilities/food-facility-registration-user-guide-step-step-instructions
https://www.fda.gov/food/online-registration-food-facilities/food-facility-registration-user-guide-step-step-instructions
https://www.fda.gov/food/online-registration-food-facilities/food-facility-registration-user-guide-step-step-instructions
https://www.fda.gov/food/online-registration-food-facilities/food-facility-registration-user-guide-step-step-instructions
https://www.fda.gov/food/online-registration-food-facilities/food-facility-registration-user-guide-step-step-instructions
https://www.fda.gov/food/importing-food-products-united-states/step-step-instructions-prior-notice-food-articles-prior-notice-system-interface-pnsi
https://www.fda.gov/food/importing-food-products-united-states/step-step-instructions-prior-notice-food-articles-prior-notice-system-interface-pnsi
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=main.pcb
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=main.pcb
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.fda.gov/food/compliance-enforcement-food/food-compliance-programs
https://www.fda.gov/food/compliance-enforcement-food/food-compliance-programs
https://www.fda.gov/food/compliance-enforcement-food/food-compliance-programs
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals#641c67b1269cc
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals#641c67b1269cc
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals#641c67b1269cc
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals#641c67b1269cc
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals#641c67b1269cc
https://www.fda.gov/media/98263/download
https://www.fda.gov/media/98263/download
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=tutorial.tutorial
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=tutorial.tutorial
https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-supplements/labeling-nutrition-guidance-documents-regulatory-information
https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-supplements/labeling-nutrition-guidance-documents-regulatory-information
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/current-good-manufacturing-practices-cgmps/good-manufacturing-practices-gmps-21st-century-food-processing-2004-study
https://www.fda.gov/food/current-good-manufacturing-practices-cgmps/good-manufacturing-practices-gmps-21st-century-food-processing-2004-study
https://www.fda.gov/food/current-good-manufacturing-practices-cgmps/good-manufacturing-practices-gmps-21st-century-food-processing-2004-study
https://www.fda.gov/food/conversations-experts-food-topics/what-do-importers-need-know-about-fsvp
https://www.fda.gov/industry/import-alerts/search-import-alerts

