Opz2aHamu, w0 pe2yanme ma 8CMAHOB/KIOMb 8UMO2U 00 MO/IOYHUX MPOOYKMI8 8
Cnony4yeHux LLiImamax AMepuKu, AKi eeo3ameca Ha mepumopiro CLUA, € YnpaeniHHA
3 npodososibcmea i meoukameHmis CLUA (FDA) ma IHcneKyis 3 oxopoHuU 300po8’s
meapuH ma POCAUH CLUA (APHIS, USDA).

Huxcue HagedeHo suMozau, W0 8CMAHOB/MbCA 8KA3AHUMU 0P2AHAMU 00 MO/OKA
ma Mos/1I0YHUX MPOOYKMIB, w0 € 0608°A3K08UMU 00 BUKOHAHHSA NMpu 88e3eHHi 00 CLLA,
a makoxc npouyedypu akpeoumauyii 0718 88e3eHHA MO/IOKA MA MOOYHUX NPooyKmis
000CLLA.

1. FDA (YnpaBniHHA 3 NpoAoOBOALCTBA | MeAUKAMEHTIB
CLUA)

- BBE3EHHA MOJ/IOKA TA MOJIOYHUX NPOAYKTIB KNACY «A» (

B13HaYeHHSA MOI0Ka Ta MOJIOYHUX NPOAYKTIB micTuTbcA B 21 CFR 1240.3 (i) Ta 21 CFR 1240.3(j). Bce monoko
Ta MOJIOYHI NPOAYKTH, L0 NOCTaYyatoTbCsA B MidKAEpKaBHY TOPriBat, NOBUHHI ByTK NnacTepmnsoBaHi 3rigHo 3 21
CFR 1240.61.

MOANOKO Ta MONOYHI NPOAYKTH, WO eKcnopTytoTbca Ao CLUA, peryatotoTbca AK MONOYHI NPOAYKTU Knacy «A»
3rigHO 3 BM3Ha4YeHHsAM JJ, cTopiHKka 8 NlocTaHOBKM Npo nacTtepmnsoBaHe Mosoko kaacy "A" (PMO) 2019 poky.
Yce MOOKO Ta MOJIOYHI NPOAYKTU BiAHOCATLCA 40 KNacy «A», 3a BUHATKOM CyXoro (BUCYLLEeHUX NPOAYKTIB).
MonoKo Ta MOJIOYHI NPOAYKTU, AKi 6yau 3rywieHi a6o BUCyLLEHi, BKNOYAlOTbCA B L,e BU3SHAUYEHHS, nLue
AIKWO BOHM BUKOPUCTOBYIOTbCA fK iHFpegieHT AnA BUPO6HMUTBA 6yAb-AKOrO MOJIOKa YM MOJIOYHUX
NpoAyKTiB, 3a3HaueHux y PMO, BusHaueHHs JJ (ctop. 10), a60 AKLLO BOHU NO3HAYaOTbCA AK Knac «A», K
onucaHo B Po3aini 4 PMO. Yce M0/I0KO Ta MOJIOYHI MPOAYKTU NOBUHHI BYTM MapKoBaHi AIK TaKi Ta BignosigaTtu
060B’A3KOBMM BMMOram nactepmsauii ariaHo 3 21 CFR 1240.61 Ta BCim iHWKXM BignoBigHMMm BuMmoram FDA
LLLOA0 iIMMOPTY Xap4YOBUX NPOAYKTIB, AK 3a3HAYEHO HUXKYE B pO3Ai/i Nig Ha3Boto, “IMNOpPT Xap4oBUX NPOAYKTIB
—ornag sumor”

BBe3eHHA MOJIOKa Ta MOJIOYHUX MPOAYKTIB Knacy “A” ao CLUA moxkause y pasi BAKOHAHHA OAHiel 3
npoueayp HaBegeHUX HurKue (BapiaHT 1 abo 2. Ha cborogHi, Haiibinbw edeKTMBHMM € BapiaHT 2).
MonoyHe BMPOOHMLTBO (3aBoA) 3a mexkamu CnonyyeHux LTaTiB i MyepTo-Piko NOBUHEH AOTPUMYBATUCH
BKa3aHWX BMMOT, W06 eKkcnopTyBaTh npoaykT ao CLUA. Mepwwuii BapiaHT moXKHa 3HalTK B M-1-00-4, akuit
AOMAETLCA HUXKYE Ta AOCTYNHUI 3a agpecoto https://gams.fda.gov.

M-I-00-4-FINAL.pdf

1. MonouyHe BMpPo6HMUTBO (3aBoA) 3a mexkamu CnonyyeHux LUTaTiB MoKe yKknactu aorosip 3 6yab-
AKMM  AaitoumMm YneHom perynatopHoro/pemtuHrosoro areHtctsa HaujoHanbHoi KoHdepeHuji 3
MixwTtatHux [Moctasok Monoka (HKMMM) (Member's Regulatory/Rating Agency) 3 meTot
3abe3neyeHHs BUKOHAHHA Nporpamum 3 6e3nekn mosioka Knacy «Ax». Lle Bkao4aTUMe perynaTueHe
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niyeH3yBaHHA, nepesipKy Ta BiAbip 3pa3KiB 3 MoOYHOI depMn Ta MONOKO3aBOAY, BUNPOOYBaHHA
obnagHaHHA AnA nactepusauii, ceptudikauito nabopaTopii Ta ouiHKy/cepTudikauito B CNUCKY
HKMMNM. LLo6 ckopucTaTucA Ui€l0 OMUiED, KOMMNaHiA NOBMHHA 6Oyae [OTPMMYBATUCA BCiX
3aCTOCOBHMX HOPMATUBHUX Ta penTuHrosux sumor HKMIM, a perynatopHe/pelTUHrOBE areHTCTBO
MaE NoroamTMCA PO3rAAaTV KOMMAaHIto y Po3pisi ii 3HaX0AKEeHHA B MeXKax Moro tpucauKLii ans Bcix
Linen, BKAOYAOUYM iHCMEKLjto Ta npaBo3acTtocyBaHHA. OuiHKa KomnaHii byde TakoX nepesipeHa 3
60Ky FDA.

2. HKMNM mae MixHapogHy nporpamy ceptudikayji (ICP), ska cepTndikye NpMBaTHUX CTOPOHHIX
OL|iHIOBaYiB A1 MPOBEAEHHA iHCMEKTYBaHHSA KOMMaHiN, po3TaloBaHMX 3a mexkamu CLUA, i gns
OLHKK BignoBigHoOCTi KomnaHiin Bumoram HKMIMM. LUe#i BapiaHT a1a BHeceHHA KomnaHin ICP go
Mepeniky MiKLWITAaTHUX MOCTaBHUKIB mosnoka (IMS) Hagae aepykaBam-yneHam HKMMM we oauH
€noci6 BBO3UTM MOJIOKO Ta MOJIOYHI NPOAYKTM Knacy «A» Bif, iHO3EMHMX MONOYHUX KOoMNaHil ICP, aki
BXo4ATb Ao IMS. [1Ba cTopoHHix cepTudikaTopa (TPC), AKi € HeypA40BMMU OpraHisauismu, Hapasi
6epyTb y4acTb y ICP. Ui aBa cepTudikaTopa BNpOBaAKYIOTb, PErY/O0Tb, 3a6e3neuytoTb 4OTPUMAHHS,
OLHIOITb | NepeBipAlTb AOTPUMAHHA MPaBWUA, WO MICTATbCA B HalHOBIWIN pegakuii PMO i
nos’a3aHux gokymeHTax HKMIMM 3 meToto BHECEeHHSA A0 nepeniky KOMMNaHiii 3a meXamu KopgoHis
CnonyyeHux LLTarTis.

Hwuuye HaBegeHo Ui ABi 3aTBepaKeHi TPC.

Harold Wainess & Associates Milk Regulatory Consultants, LLC
2045 N. Dunbhill Court N. 56820 Highway A

Arlington Heights, IL 60004 USA Russellville, MO 65074

Kenneth Anderson, Owner R. Lynn Young, Owner

Phone: (847) 259-6400 Phone: (573) 338-1785

Mobile: +1-847-722-8744 E-mail: RLynnYoung@cs.com

E-mail: ken.anderson@haroldwainess.com

Mono4YHi KomnaHii, po3TawoBaHi 3a Mexamu CnonydeHux LTaTtiB, MoOXyTb 3B’A3aTUCb
6e3nocepeaHbo 3 ummn TPC, Wwob Ai3HATMCA NPO MOXAMBOCTI cepTUdiKaLii, AKI NPONOHYOTLCA B
pamkax ICP.

JopaTtkosy iHbopmauito woao nporpamu ICP Takoxk MOXKHa oTpumaTth y: [xKemi [*KOHKep, ronosa
KomiteTy 3 MmirkHapoaHoi nporpamun ceptudikauii (ICPC), HauioHanbHa depepauia BMPOOHUKIB
monoka: 703-244-4344, jjonker@nmpf.org

B npoueci po3rnagy umx BapiaHTie, 3BepHITb yBary, Wo:

e Bumoru M-1-00-4 (65 FR 39912) € AONOBHEHHAM A0 iHWMKX BUMOr FDA wWoao imnopTty XapyoBux
npoayktis y CLUA, BKAOYaouM BMMOrM 040 HU3bKOKMCNIOTHUX KOHCepBOBaHMX NpoaykTis (LACF),
(AKwWwo 3acTocoByeTbCA).

e BapiaHT 1 3acTocoByBaBcs 3 0OMEKEHMM YCNIXOM Y MUHYIOMY, ane 3apa3 BiH HE BUKOPUCTOBYETbLCSA
XoaHUM uneHom HKMMM (6yab-akoto noTyskHicTio y CnonyyeHnx LUTaTax um MyepTto-Piko).
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e BapiaHT 2 € e4MHUM, KM AKTUBHO BMKOPMCTOBYETbCA HA MOJIOYHUX BUPOOHMLITBAX (3aBoAax) Knacy
«A» 3a mexkamn CnonyyeHux LLTaTie i ByB yCnilWHMM NPOTAFOM OCTaHHIX KiIbKOX POKIB.

NPUMITKMU:

e AKLLO MONOKO Ta MOJIOYHI NPOAYKTY, WO KnacndikytoTbea BignosigHo go PMO sk knac «A», wo 6yam
BMpoOGaeHi 3a mexkamm CnonydeHux LLTatis, Ta He Bynn BUpobaeHi, 06pobaeHi, TpaHcnopToBaHi Ta
YyNaKoBaHi BiANOBIAHO 4O OAHOrO 3 YOTMPbLOX BapiaHTiB, HAaBeAEHUX BULLE, BOHUM NiANagat0Tb Mif Aito
BMMOT WTATY WOA0 KOHdicKaLii abo iHWKNX HOPMATUBHUX aKTiB Ail, HE3BaXKalo4M Ha Te, L0 BOHMU
MOXYTb BignoBigaTM Bumoram ®PedepasibHO20 3GKOHY PO Xap4yosi npodyKmu, AiKapcbki ma
kocmemuyHi npenapamu (Federal Food, Drug and Cosmetic Act).

o  ®depepasibHUIM 3aKOH NPO iMNOPT Mooka (FIMA) i CPG-560.400- IMNopTOBaHE MOJIOKO Ta BEPLUKUN —
PepepanbHUIM 3aKOH NPO iIMNOPT MOJIOKA 3aCTOCOBYHOTLCA A0 iMNOPTY MOJIOKA Ta BEPLLKIB A0
Cnonyyerux LWTaTie. FIMA Bu3Hauyae «CnonyyeHi LUTatn» aKk «n’ataecart wTaTiB i okpyr Konymbis»
(21 U.S.C. 149).

IMINOOPT XAPHOBUX NPOAYKTIB — Ornaa suMor

Yci xapyoBi npoayKTtu, imnopTtoBaHi Ao CnonydyeHux LWTaTiB, nignagatoTb Nig 4ito nonoxKeHb PedepasnbHO20
30KOHY MpPo xap408i NPodyKmMu, MiKAPCbKi Ma KOCMemuYHi npenapamu, Ta AKWO BOHW NPU3HAYaloTbCcA ANA
NpoAaxy AK TOBap 414 CNOXMBAHHA, Bumoram ao mapkyBaHHA FDA Ta Bumoram A0 OHOBAEHOrO MapKyBaHHA
FDA 11040 Xxap4yoBOi LiHHOCTI. 3aranom, PeaepanbHU 3aKOH NPO XapyoBi NPOAYKTU, NiKAPCbKi Ta KOCMETUYHI
npenapaTy BUMArae, Wwob xapyosi NPOAYKTU BUFOTOBAANCH i3 6e3neYHOoi, KOPUCHOI CUPOBUHM, FOTYBANIUCD,
ynaKoByBanucb Ta 36epiranmMcb Ha MOCTINHIA OCHOBI Yy BiAMOBIAHMX CaHITapHMX yMOBaXx, Cama Xap4oBi
NPoAYKTN MatoTb 6yTN He3ne4yHMMM Ta He 3abpyAHEHUMMU, A iX MapKyBaHHA 6yTM YeCHUM Ta iIHPOPMATUBHUM.
MonoXeHHA NPO MapKyBaHHA nepepnbayatoTb A04ATKOBE MapKyBaHHA ANA NPOAYKTiB po3dacoBaHMX ANA
po34pibHOI TOPriBAi KiHLEBOMY CMOMKMBAYeBi, WOO €TUKETKU A03BO/IMAN CMOMKMBAYAM OTPUMATU TOYHY
iHbopMaLlito WOoA0 KiNIbKICHOrO BMICTY Ta NONETLNTM OLHKY NOXWBHOI BapTOCTi. IHWY iHpopmaLito FDA npo
Xap4oBi MPOAYKTU, BKAOYHO 3 MNpaBuaamm Wo[0 BiACTEKEHHA XapyOBUX NPOAYKTIB, MOXKHA 3HAUTM Ha BeO-
ctopiHuihttps://www.fda.gov/food

LWLo6 imnoptyBaTn xapuyoBuit npoayKt ao CLUA, yci KomnaHii, iHO3eMHi Ta HauioHanbHi, AKi BUpobAAlOTb,
06p061at0Tb, NaKyOTb abo 36epiratoTb xapyoBsi NPOAYKTU, NOBMHHI OyTM 3apeecTpoBaHi B FDA sk Food
Facilities. PeecTpauia crocyeTbcs nuwe @$isMYHMX Micub, A€ XapyoBi NPOAYKTU BUPOBANAIOTLCS,
06p0b6At0TLCA, NAKYIOTbCA YK 36epiratoTbca. byab nacka, He peecTpynTe agpecu odicis, fKi He 34iMCHIOOTb
OAMH i3 unx BMAiB aianbHocTi. ([ToKpPOKOBa iHCTPYKLLA 3 peecTpal,ii NoTy»KHOCTel).

Micna Toro, K BM OTPUMAETE PEECTPALiMHUI HOMEP MOTYXKHOCTI 3 BUPOOHULTBA NPOAYKTIB XapyyBaHHA,
HaCTyNHMM KpoKom byae BiaBiayBaHHA cTOpiHKM 3 ornaay Mporpamu woao imnopty FDA Tta Oraaay sumor
[0 Xap4yoBoro 6i3Hecy Ha Be6-canTi FDA, wo6 oTpumath iHpopmMaL,ito NPo NaKyBaHHA, MapKyBaHHA Ta iHLWY
iHbopMmalito, Lo MoXKe cTocyBaTMUCh NiaNpPUEMCTBA. byab nacka, nepernsHoTe cneundiyHy iHbopmalito Npo
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TOBap, NOB'A3aHy 3 BallMM NPOAYKTOM, WO6 nepekoHaTmca, Wo BM 06i3HaHi 3 byab-AKMMKU A0AATKOBMMU
NpPaBUAAMU, XapaKTEPHUMM ANA NPOAYKTY, AKMIA BU imnopTyBatumeTe o CLLA.

CtaHom Ha 30 TpaBHsA 2017 poky AitoTb KA0Y0BI BUMOrM ANnA BCix iMnopTepis, o 6epyTb y4acTb B [Tporpami
BepudikaLii iHo3eMHMX nocTayanbHuKiB (FSVP), 30Kpema OTpMMaHHS YHiKanbHOro igeHTudiKaTopa nig
Ha3Bo0 YHiBepcasibHa cuctema Hymepalii aaHmux (DUNS) # ans ix nignpuemcts B CLUA, wio 36epiratume Bci
ixHi FSVP 3anucm gna noganbluoi nepesipku FDA. Lle mae 6yTu came nignpuemctso B CLLUA. Bam 3Hagobutbea
Homep DUNS gnsa nepepgavi 3anucis Ao FDA abo Kog BMHATKY, AKLLO NPOAYKT BUKAOYEHO 3 Nepeniky, Wo
nignarae sumoram FSVP. O3HalloMUTUCS i3 AeTasibHO iHhopMaLieo Npo oTpuMaHHA Homepa DUNS moxkHa
TyT. LIa cTopiHKa 3anuTaHb Ta Bignosigei FSVP TakoxK € KOPUCHOIO.

Byab nacka, o3HariomTecs i3 IMNopTHUMK HOoTUbiKauiamKU FDA. IMnopTHI HOTUIKaLii — ue IHCTPYMEHT, AKKIA
BMKoOpuUCcTOBYETbCA FDA pana 3anobiraHHA MNoTpanasHHIO NOTeHUiiHO HebesneuHux ToBapis go CLUA.
HoTuodikauii MOKyTb CTOCYBaTMCA KOHKPETHOro NpPOAyKTY/BUPOBHMKA, Ta/abo KpaiHu. [na OTpUMaHHA
[04aTKOBOI iHPOpMALLi NpoYMTaTE KOHKPETHI IHCTPYKLUIT B IMNOPTHUX HOTUdIKaLjiAX.

Micna Toro, AK BM MEpPeKoHanuCb, WO Bal MNPOAYKT BUpobneHOo BignosigHo go Bcix npasun CLUA, yci
HeobXigHi Xap4yoBi NOTYXKHOCTI 3apeecTpoBaHi, i BM rotosi imnoptyBath o CLUA, Bam notpibHO byae
nepekoHaTucs, Wwo MNonepeaHE NOBIAOMAEHHA NOAAHO 4O TOro, AK ToBapu npubyayTe Ao CLUA. MuTHui

H6poKep moxke 3pobuTK Ue 3a Bac Nig, Yac NogaHHA 3aABKM, abo BUM MOXKeTe Nogath OHIAlH CamoCTiiHO
(nokpokoBa iHCTpYKLia). NMonepegHe nosigomneHHs iHpopmye FDA, KONM BaHTa)K 3 BallMM MPOAYKTOM
npubyae go CLUA. Nam’aTtaliTe, WO BM NOBUHHI HagicnaTh nonepeaHe CNoBilleHHA 3a 8 roaguH 40 NpubyTTa,

AKLLO MOPCbKMM TPAHCMOPTOM, 3a 4 roANHU 4,0 NPUBYTTA, AKLWO aBiaTPaHCNOPTOM, 33 4 rogMHU 4,0 NpUbyTTS,
AKLLO 3a/1i3HULLEI0, BAHTAXKIBKOIO - 33 2 TOAUHW 40 NpubyTTA.

MNoci6bHuk FDA

3ATA/IbHA IHOOPMALIA
woAao IMNOoPTY

PEFTNAMEHTHM WLOAO
XAPHOBUX MPOAYKTIB

CUCTEMHA IH®OPMALIA

Ornag imnopTy NPOAYKTIB
XapyyBaHHA AN CNOXKMBAHHA

NHOONHOK

AK po3noyaTn Xxap4yoBuii bisHec

FDA-ACE [loaaTtkoBuUIA NOCIBHUK

OcHosu imnopty | FDA

PeecTtpaulis xapyoBoi

NOTYXHOCTI

KOHCTPYKTOP KOAY NPOAYKTY

Mpoueaypa NogaHHA HA
BBe3eHHA| FDA

NonepeaHe NOBIAOMAEHHA

MocCibHUK i3 cTBOPEHHA KoAay

NPOAYKT

[ii Ta npaB03acTocyBaHHA

Mporpama BepudikaLii
iHO3eMHMX MNOCTaYa/IbHUKIB

IMNOpPTHI HOTUdiKaLii

MapkyBaHHA

HanexHi BUPOBHUYI NPaKTUKK

MocCibHMKM Ta AOKYMEHTU LWoA0

Xap4YoBMX NPOAYKTIB

OKpim 3araZibHUX BMMOI LWOAO iMMOPTY Xap4yoOBWMX MNPOAYKTIB, NepernAHbTe, Ha AKi NPOAYKTU
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NOLWMPIOETLCA BMMOra WOAO OTPUMMAHHA [03BOAY BignoBigHO A0 PeaepasbHOro 3aKoHy Mpo
imnopTt monoka (FIMA).

Aue. CPG 560.400 Imported Milk and Cream - Federal Import Milk Act

3acTtoByBaHHA FIMA:

1. FDA po3rnagae HACTyNHi MONOYHI NPOAYKTM AK TaKi, WO nignaaatoTtb nig sumory gossony FIMA
Ha imnopT:
— MOo0/I0KO, MONOKO 3 HU3bKMM BMICTOM XKMUpPY, 3HEXMPEHe MOJIOKO, 3b6arayeHe MOJIOKO,
apoOMaTM30BaHE MOIOKO, KOHLLEHTPOBAHE MOJIOKO Ta Y/1bTPadiIbTPOBAaHE MO/IOKO.
— BepuwkKu, 3millaHi BepwKM (NON0BUHA A0 NONOBUHM), T'YCTi BEPLLKKU, NETKi BEPLUKM Ta NerkKi
BEPLWIKM A15 36MBaHHSA.

2. FDA po3rnagae HacTynHi MONOYHI NPOAYKTU AK TaKi, WO He NignaaaroTb nig sumory gossony FIMA
Ha imnopT:

— CmeTaHa, KMC/IOMOIOYHI NPOAYKTM, 3aKBALLEHE MOMOKO, MOrypT, CMpP, MOPO3UBO Ta AEYHUM
nikep.

— 3ryweHe MOJIOKO 3 LYKPOM, 3ryLLeHEe MOJIOKO, CyXe MOJIOKO, 3HEXMPEHE CyXe MOJIOKO,
36arayeHe BiTamiHamu A i D 3HeXnpeHe cyxe MONIOKO Ta iHLWi 3HEBOAHEH| MOJIOYHI MPOAYKTU.

—  Byab-AKi MONOYHI NPOAYKTU, ANA AKMX NOTPI6EH A,03BiA B iHWKI cnocib (aus. 111.B.1.) AKLW,0 BOHU
6ynn o06pobneHi Ta ynakoBaHi B repmMeTUYHO 3aKPUTI KOHTelHepu ana 36epekeHHsA
KOMepUitHOT cTepuabHoCTI BignosiaHo ao sumor 21 CFR 108.35i 113.

3. OnAa BBe3eHHA MO/NOKa Ta/abo BeplIKiB A0 NiAKOHTPO/NIbHUX TEPUTOPIA | NpOTeKTopaTiB
CnonyyeHux LlUTaTtiB He noTtpibeH Ao03Bin BignosigHo Ao FIMA, OCKiNbKM Ui HOpUCAMKLIT He
nianagatoTob nig Bu3HaveHHA FIMA «CnonydeHi LWUtatu». Pasom 3 uum, FDA posrnagae byab-ake
noganblue PO3MNOBCOAMKEHHA MOJIOKA YM BEPLUKIB i3 NiAKOHTPONbHUX TEPUTOPINM | NPOTEKTOpPATIB
CLIA po CnonyyeHux LWTaTiB um okpyry Konymbia sk imnopT ao CnonyyeHux LUTtaTis, wo notpebye
Ao3Bony BignosigHo Ao FIMA. HesaneHo Big, Toro, s notpibeH A03BiN, MOMIOYHI NPOAYKTU MatoTb
BiANOBIAATU YMHHUM NONOXKeHHAM PeaepanbHOro 3aKOHY MPO XapyoBi NPOAYKTM, NMIKAPCbKI Ta
KOCMETWYHi NpenapaTn, 3aKoHY NPo AeprKaBHY CAyKOy 3 oxopoHu 3a0poB’a (Public Health Service
Act) Ta BiANOBIAHNMX HOPMATUBHMX aKTiB.

AKLWoO BU He iMNOPTYETE NPOAYKT, WO Nignagac nig sumorn possony FIMA, 3actocoBytoTbca
CTaHAAPTHI BUMOIM 40 NPOAYKTIB XapuyBaHHA (AUB. HUXKue).

|HWIi NnocuaaHHA Ha YpAAOBiI YCTAaHOBU

e |Hdopmaujia Npo iMNOPT Big, MUTHOTO KOHTPOO Ha KopaoHi (CBP):
https://help.cbp.gov/app/answers/detail/a_id/197/nolntercept/1
e 3Hanaitb nopt: http://www.cbp.gov/contact/ports

e |Hpopmauis npo imnopT ToBapis Big USDA:
http://www.usda.gov/wps/portal/usda/usdahome?navid=IMPORTING GOODS
e [33anuUTaHHAMM LLLOAO iIMNOPTY, HEe NOB’A3aHMMM 3 NonepeaHbO iHpopMaLlieto, 3BepTaliTecs 40

Bigainy imnopTHMxX onepauii 3a agpecoto FDAImportsinquiry@fda.hhs.gov

e 3 nuUTaHb aBTOMaTM30BaHOro KomepuiHoro cepeaosuiia (ACE), Wwo cTocytoTbea 3BiTiB NPo iMnopT
Ta eKkcnopT, 3BepTanTeca ACESupport@fda.hhs.gov



https://www.fda.gov/media/72004/download
https://help.cbp.gov/app/answers/detail/a_id/197/noIntercept/1
http://www.cbp.gov/contact/ports
http://www.usda.gov/wps/portal/usda/usdahome?navid=IMPORTING_GOODS
mailto:FDAImportsInquiry@fda.hhs.gov
mailto:ACESupport@fda.hhs.gov

e |3 3anuTaHHamM Woao FSVP 3BepTaiiteca 4o mepexi TexHivyHoi gonomorn CFSAN:
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm

3ATAJIbHI BUMOru ao XAPYOBUX MNPOAVYKTIB

Ocb pesaKka iHpopmauis WOAO0 iIMMOPTY XapyoBUX MPOAYKTIB ANS CMOXMWBAHHS NIOAMHOK A0
CnonyyeHux LWTaTie. lMpoayKtTn AnA XapyyBaHHA NHOAMHU BM3HAYAKOTbCA AK MPOAYKTU ANA
BXMBAHHA B Ky Ta NUTTA, Y TOMY YMCAi ANA AOCNIAHULBKOrO Ta 0COBUCTOro BMKOPUCTaHHA. 3
NMUTAaHHAMMW, MOB’A3aHUMM 3 KOHKPETHUMUM NPOAYKTaMu abo HOPMATUBHUMM OOKYMEHTaMW,
3BepTanTeca Ao LeHTpy 6e3neyHoCTi XapyoBUX NPOAYKTIB i npuKkaaaHoro xapyysaHHsA (CFSAN) FDA.
[uBiTbCA Biaeo Wwoao IMnopT NpoAyKTiB, AKi peryatooTbesa FDA: npouec imnopTy Ha YouTube

Wo notpi6bHO BpaxyBaTH, mepuwl HiXX iMNOpTyBaTM MPOAYKTU XapyyBaHHA AONA CMOXMBAHHA
N0 ANHOK

MpoayKkTn xapuyyBaHHA, imnopTtoBaHi Ao CnonydyeHux LUTaTtiB, matoTb BignoOBIAATM TMM CaMWUM
3aKOHaM i HOpMam, Lo 1 NPOAYKTU Xap4yyBaHHS, BUpobieHi B CnonyyeHux LLtatax. BoHM matoTb
6yTH 6€3NeYHNUMM i He MICTUTK 3aBOPOHEHUX IHIPEAIEHTIB, @ MAapPKyBaHHA Ta YNaKoBKa MatoTb 6yTK
iHbOpMaTUBHUMM Ta NpaBAMBUMM. IMMopTep Hece BiANOBiAaNbHICTL 3a Te, WO6 iMNoOpTOBaHiI
XapyoBi NPOAYKTM BigNoOBiganuM BMMOram, i Mae AOTPUMYBATUCb YMOB MWUTHOTO OQOPMAEHHA.
BiagigaiTe CTOpiHKY «AK po3noYaTv Xap4yoBuii BisHec», Wob nepernaHyTM CNUCOK BUMOT.

1. NMepeKkoHaiiTeca, WO NPOAYKT BigNoBigac BCim 3aKOHaM, NpaBuaam i
nonitnkam/iHcTpyKuiam FDA.

e PernameHTH, wo 3acrtocosytotbeA: 21 CFR Part 1, 100-169
e T[locCibHUKM
§ Food Guidance & Regulation (by topic)
§ Compliance Policy Guides: Food
§ Compliance Policy Manual Guides: Food
§ Labeling & Nutrition
§ Food Good Manufacturing Practices
e BuMOrn 10 MapKyBaHHA
§ Human Food: 21 CFR Part 101
§ Food Labeling Guide
§ Small Business Nutrition Labeling Exemption
e Bumoru go peecrpauii
§ Food Facility Registration
§ FSVP Importer Identifier: D-U-N-S number
e |HWIi BMMOrKn
§ Must submit Prior Notice before goods arrive in the U.S.
§ Foreign Supplier Verification Program

2. NepesipTe iHbopMaLito Woa0 IMNOPTHMX HOTMUIKALiIN FDA, wob BM3HAYMTK, YM Bal
NPOAYKT/BMPOBHUK nignsrae 3aTpumaHHio 6e3 disnyHoro ornagy (DWPE) i Bumoram
WoA0 3abe3neyeHHsA BUMYCKY BaHTaXYy.

3. Os3HaitlomTecs 3 Npouecom BCTYNHOro nogaHHA Ta nepesipku FDA

4. 3BepHiTb yBary Ha nepegayy HacTynHoi iHpopmaLuii CBOEMy MUTHOMY 6poKepy AnA
nepepgauvi ao FDA. oBHa Ta ToYHa iHbOpMaLia Ta AOKYMEHTALIA A4ONOMOXKYTb
NPUCKOPUTU NPOLEC PO3rnAaLy.


https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm
https://www.fda.gov/industry/regulated-products/human-foods
https://cfsan.secure.force.com/Inquirypage
https://youtu.be/PwF-ki-oIDw
https://www.fda.gov/food/food-industry/how-start-food-business
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=133&showFR=1
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements
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/compliance-enforcement-food/food-compliance-programs
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/current-good-manufacturing-practices-cgmps/good-manufacturing-practices-gmps-21st-century-food-processing-2004-study
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-food-labeling-guide
https://www.fda.gov/food/labeling-nutrition-guidance-documents-regulatory-information/small-business-nutrition-labeling-exemption
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
https://www.fda.gov/media/104622/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-what-you-need-know-about-prior-notice-imported-food-shipments
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/ForIndustry/ImportProgram/ActionsEnforcement/ImportAlerts/ucm516428.htm
https://www.fda.gov/industry/entry-submission-process/entry-review

e HasBa (-u) Ta/abo onuc (-cu) npoayKty (-Tis) (MoKyTb 6yTM BKasaHi B KomepLinHomy
paxyHKy-daKTypi)
e LlinboBe BMKopucTaHHA npoaykTy(is) y CLUA.
e HasBa Ta agpeca ¢i3aMyHOro posTallyBaHHA BUPOOHMKA, BaHTAXKOBiANPaBHMKA, imnopTepa
Ta CTOPOHMW, LLO AOCTABASE.
=  AKwo byab-AKa 3 UMX cTopiH mae Homep FEI abo D-U-N-S, ix moXHa Hagath 3a
6aXKaHHAM.
o [loBHWI Nepenik HeobXiAHMX ANA NOLAAHHA AaHUX MOXKHA 3HalTK B JoaaTkoBoMy
nocibHuky FDA 3a BuAom ToBapy.
= [umBiTbcA TakoX: FDA ACE - [pe3eHTallis Npo NPoAYKTM Xap4yyBaHHA A4 loaen i

TBapuH

LLlo cnip BpaxoByBaTH Nig Yac npouecy imnoprty

Mig yac imnopTy imnopTep nosuHeH byae Haaath FDA iHdopmau,ito Npo BaHTaX, NoB’A3aHi KOMNaHii
Ta npoaykTtu. licna Toro, sk BaHTaxk b6yae nepepaHo Ao FDA ana nepesipKu, Hawi cuctemu
NnpoBeAyTb NOYATKOBY OLLHKY, 06 BU3HAYNTK, YN NPOAYKT MoXKe byTn peanizoBaHmit abo noTpibHa
nofaTtkoBa iHpopmauis. AKWo noTpibHa aoaaTKoBa iHpopmalis, iHdopMaLiito NPo BiANpaB/IeHHN
byae HagicnaHo B eNeKTPOHHOMY BUrnAgi Ao micuesoro odicy FDA, Kyan ToBapu BBE3eHO 40
Cnony4eHux LUTaTiB, ana goaatkoBoi nepesipku. Micuesuit ogic FDA moxe 3anpocuTn A0KYMEHTHU
Ta/abo BMMarati nposeAeHHA ¢i3MYHOI NepesBipKM NpoayKTie. AKWo 6yae nposeaeHo ¢isnyHe
obcTtexkeHHn, FDA byae ouiHoBaTU NPOAYKT i MapKyBaHHA Ha BianosigHicTb. FDA moxe Binbupatu
3pa3Kku NpoaykTiB aAna nabopatopini FDA ana aHanisy Ha HasBHICTb MOXKNMBUX Hebe3nek. 3aneKHo
Big, pe3ynbraTiB iHCneKuii Ta/abo Biabopy 3paskKis, nNpoayKuito byae nepeaaHo B npogax abo
Npu3Ha4YeHo AnA nepesipKu BignosigHocTi. Micuese BigaineHHAa FDA TakoXK NpuMMaEe ocTaTovyHe
pilLeHHA WoAO0 NPUUHATHOCTI (BMNyck abo BiamoBa). LA cTopiHKa Hagae A[04aTKOBY
iHpopmalito FDA’s Entry Review Process .

1. MigTpumyinte 38’A30K 3i cBOIM MMTHUM 6Gpokepom Ta/abo FDA Ta cBOe€yacHO HagasaiTe
HeobxigHy iHpopmalito.
o fAkwo FDA Bumarae AoKymeHTU abo nepesipKy, HagalTe HeobxigHy iHpopmauito Ta/abo
OOKymeHTU yepes |ITACS.
= [1OKYMEHTU MOXKYTb BK/IOYATU PaxyHKN-PaKTypu, TPAHCNOPTHI AOKYMEHTH, CIMCOK
iHrpeaieHTiB, Konii eTMKeTOoK, doTorpadii NnpoayKTty, peuentypu, metoam o6pobKu
TOLWO.
o Bu morkete Hapgatn byab-aky iHGOpMaL,ito, AKa LONOMOXKE PeLLeH3EHTY BU3HAYMTH, LLO BaLl
NPOAYKT BiANOBIAA€ 3aKOHamM i Hopmam CLLA.

2. BipcrexyiiTe cTaTyc cBOro 3anucy Ha ITACS Wo40 OCTaTOYHOrO PilleHHSA WoAO0 NPUIAHATHOCTI.

3. Hapgiwnitb 3aNUTaHHA WOA40 BaLLOro BaHTaXy A0 Mmicuesoro ogicy FDA y nopTty B’i3ay.

Jopaatkosi pecypcu

PernameHtu MNocibHUKKU MapKyBaHHA | PeecTpauisa IHWe CucrtemHa
iHbopmauia
21 CFR Part Guidance & Food Food Prior Notice FDA
1,100-169 | Regulation (by Labeling Facility Supplemental
topic) Guide Registration Guide for ACE
Color Compliance Food PNSI Step-by- Product Code
Additives: Policy Guides: Facility Step Guide Builder
21 CFR Part Food Registration

70-82


https://datadashboard.fda.gov/ora/fd/fser.htm
https://www.dnb.com/duns-number/lookup.html
https://www.cbp.gov/document/guidance/fda-supplemental-guide
https://www.cbp.gov/document/guidance/fda-supplemental-guide
https://www.fda.gov/media/107149/download
https://www.fda.gov/media/107149/download
https://www.fda.gov/industry/entry-submission-process/entry-review
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.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/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
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-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
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/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

Step-by-

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

Import Alerts

Bumoru ao nepeaadi ACE: npoAyKTU XapyyBaHHA

MoBHWUI CNNCOK AaHUX MOXKHa 3HanTK B FDA Supplemental Guide.

Koa nporpamu: FOO
Koga, 06pobku: PRO (nepepobsieHunit npoayKT)
yn NSF (i*Ka B HaTypanbHOMY BUTAALL)
yn ADD (xap4yoBa gobaBKka abo 6apBHUK)
Koa BMKOPUCTAaHHA 3@ NPU3HAYEHHAM: Oune. FDA Supplemental Guide for ACE
MigTBEPAXKEHHA BIANOBIAHOCTI: Aune. FDA Supplemental Guide for ACE

Takox amsitbes: FDA ACE External Outreach Presentation-Human and Animal Food



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
https://www.fda.gov/media/107149/download
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.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/media/104622/download
https://www.fda.gov/media/104622/download
https://www.fda.gov/media/104622/download
https://www.fda.gov/media/104622/download
https://www.fda.gov/media/104622/download
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

2. APHIS (IHcneKuina 3 oxopoHu 340p0B’a TBapuH Ta pocauH CLUA,
USDA)

Mpasuna B po3aini 9 Koaekcy peaepanbHux npasun (9 CFR), po3ain 94.16, onncytoTb BUMOTU, 3riAHO 3 AKMMM
MOJIOKO Ta MOJIOYHI MPOAYKTU MOXKYTb imnopTyBaTnca Ao CnonyyeHux LUtaTis.

APHIS BM3Hae YKpaiHy perioHOM, ypaxKeHUm Aypom. MOIOKO Ta MOMIOYHI NPOAYKTU 3 PErioHiB, BU3HAHUX
TakKMMM, WO MaloTb ALLYP, NOBMHHI CYNpOBOAMKYBATUCA [03BOJIOM BeTepuHapHOi cayxbu (BC). finwe
pe3naeHT abo KomnaHia 3 CLUA moXKyTb NoaaTh 3asBKy Ha OTPMMaHHA 403B0JY Ha imnopT (BC).

ImnopTep B CLLUA mae 3anoBHUTU 3asiBKY Ha OTPUMaHHA f03Bony (popma VS 16-3), AKY MOXKHa OTpMMaTH 33
ponomoroto VS Permitting Assistant (VSPA).

Mpouec nogayi 3aABKM Ha A03BiN BUMarae Big imnoptepa Hagatv APHIS iHpopmaLito npo meTog 06pobkm
nepeg imnoptom go CLUA (Hanpuknad, TemnepaTypy Ta 4Yac). AKWo 3 iHpopmauiji, HagaHoi y 3anasi, byae
BCTAaHOBJ/IEHO, LLLO A03BiN MoXe byTn BUAAHUI, BiH byae AiNCHUIA NPOTArom o4HOro poky. [o3Bin Ha imnopT
(BC) noBuHeH cynpoBoasKyBaTK NpoAyKTU nig yac B’isgy Ao Cnonydenux LUTaris.

APHIS BuMmarae, wo6 MOMIOKO Ta MOMOYHI NPOAyKTU bynan obpobneHi y cnocib, wo nepeabayae ix
BMKOPWCTAHHA ONA TOAiBAI TBAPWH, Yepe3 3aHEMOKOEHHA, WO iMNOPTOBaHI NPOAYKTU MOKYTb 3peLuTol
noTpanuTn go nonyasauii TBapuH. APHIS npuimatume 40 iMNopTy MONOKO Ta MOJIOYHI MPOAYKTH, Y AKUX
BMKOPUCTOBYETLCA /INLLE MOJIOKO, AAIKE MPOMLUNO OAHY 3 HACTYNHUX NpoLeayp:

— O6pobKa 3a MiHimanbHOI TemnepaTypun 72°C npotarom 15 cekyHa, i3 noganbloto ob6pobKoto 3a
MiHiManbHOT Temnepatypu 72 °C npotarom 15 cekyHg, ABO

— O6pobKa 3a miHiMmanbHOI Temnepatypu 72 °C npoTtarom 15 cekyHz 3 NoganblivM 3HUMKEHHAM pH o
PiBHA MeHLe 6 NPoTArom NPUHaMMHi ogHiei roanHu, ABO

— PasoBa obpobka Hagsucokoto Temnepatypoto (UHT) 148 °C npoTtarom 3 cekyHa, ABO

— PasoBa obpobka Hageucokoto Temnepatypoto (UHT) 140 °C npoTtarom 5 cekyHa,

Ons APHIS € NpUAHATHUMMU iHWI BUAM 06POBKM, Y pasi AKLWO BOHM eKBiBasIeHTHI abo nepeBuLLyOTb HaBeaeHi
BULLE TEPMiIYHi 06pO6KM 33 ePeKToM.


https://efile.aphis.usda.gov/s/vs-permitting-assistant

