Bumoru FDA moxo iMmnopry kopmiB /151 TBApUH.

KopMm nns TBapuH — 1e 1ka, BUTOTOBJIEHA JUIsl TBApHUH, SIKA BKJIIOYAE KOPM JUIS
JOMAIIIHIX TBApHH, JACOUIl AJsl JOMAIIHIX TBAPUH, KOPM JJISI CLIIBCHKOTOCIIOIAPCHKUX
TBapHH 1 JiKyBasibHI KopMH. LLo cTocyeThes MiKyBalbHUX KOPMIB, 3BEPHITH YBary, 110
JKyBaJIbHI KOPMHU TUITY A PETYITIOIOTHCS K JIIKH IJIsl TBAPHH, a JIKyBaJIbHI KOPMH THUITY
B/C perynioroTbcs sk KOpMH JIJIs1 TBAPUH, 10 MICTATH JIKH.

I3 3allUTaHHSIMMU, IIOB’SI3aHUMH 3 KOHKPCTHUMHA IIPOAYKTAMH YHM HOPMATUBHUMMU

JTOKYMEHTaMH, HaJCUJIAliTe CIICKTPOHHOIO MTOILITOO
CVMImportRequests@fda.hhs.gov.

FDA ne BuMarae >komHUX T03BOJIIB 200 cepTu(iKaTiB HA IMIOPT.

Ha 1o cJiix 3BepHYTH yBary, nepii Hik iMIopTyYBATH KOPM JUIT TBAPHUH, KOPM LIS
JTOMAIIHIX TBAPHWH TA/200 JIKYBAJLHHN KOPM

Io0:KxeHHs KepiBHUIITBO MapkyBaHHsI PeecTpanisi Inme
CFR Title 21 - | Animal Food & | 21 CFR Part 501 Food Facility | Prior Notice
Food and Drugs: | Feed Registration
Parts 500 to 599
Animal  Feed | Additional Pet | FSVP_ Importer | Foreign
Regulations Food Labeling | Identifier: D-U- | Supplier
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Feed Medicated Feed
Regulations Labeling
Guidance

Ingredients &
Additives
Feed/Food
Guidance

1. [IlepexonaiiTecsi, 10 MNPOAYKT BIANOBIAAE BCIM 3aKOHaM, HOpPMaM 1
nomitukam/iHeTpykitisiMm FDA.

a. 3acrocoBHi HopMaTuBHI akTu: CER Title 21 - Food and Drugs: Parts 500 to 599

b. 3acTocoBaHe KepiBHHUIITBO:

1.  Animal Food & Feed.

11.  Animal Feed Regulations.

111. Medicated Feed Regulations.

1v. Ingredients & Additives.
v. Feed/Food Guidance.
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c. Bumoru 10 mapkyBaHHS:

1. Kopmu st tBapun: 21 CEFR Part 501.

1.  Additional Pet Food Labeling Guidance.

1.  Additional Medicated Feed Labeling Guidance.

d. Bumoru no peectparii:
1. Food Facility Registration.
11.  FSVP Importer Identifier: D-U-N-S number.

e. [ Bumoru:

1. HeoOximHo HamicimaTu morepenHe moBigomiieHHs Prior Notice 1o

TOTO, K ToBapu npudynyts 10 CIIA.

1. Foreign Supplier Verification Program.

2. Hepermanbre Import Alerts FDA, mo0 BU3HAYUTH, YM Ball TPOAYKT/BUPOOHUK

nijisirae 3arpumanHio 6e3 izuunoro onsiny (DWPE) 1 Bumoram oo 3abe3nedeHHs
BUITYCKY BaHTaXKY.

3. Oznaitomtecs 3 nporiecom nojanus Ta nepesipku FDA (FDA’s Entry Submission

and Review Process).

4. Po3missHBTE MOXJIMBICTh HAJaHHS HACTYyNHOI 1H(OpMalli BallOMy MHUTHOMY
opokepy mis nepenadi 10 FDA. IloBHa Ta TouHa iHopmallis Ta JOKYMEHTAIlIS
JOTIOMOKYTh IPUCKOPUTH MPOLEC MEPETIISIY.

- Ha3Bu nponykry Tta/abo ioro onuc (MoxyTh OyTH BKa3aHl B KOMEPLIMHOMY
paxyHKy-GakTypi).
- [lepenbauene Bukopucranus npoaykry(is) y CIIA.

- HasBa Ta agpeca ¢gi3uuHoTo0 po3TanryBaHHs BUpOOHHUKA, BAHTAXKOBIAMPABHUKA,
iMIopTepa Ta CTOpPOHH, IO JOCTABIISIE.

[J ko Oyae-sika 3 oprasizaimiit Mae Homep FEI or D-U-N-S number, ix

MO’KHA HaJIaTH 3a OaKaHHSIM.

1o cix BpaxoBYBATH i Yac NPoOIecy iMmopry

1. IlinTpumy#iTe 3B’S30K 31 CBOIM MUTHUM Opokepom Ta/abo FDA Ta BuacHo HagaiiTe
HeoOXx1aHy 1H(opMarrito.
a. Slkmo FDA Bumarae qokyMeHTH a0o0 MepeBipKy, HaJaiTe HeoOXiaHy iH(opmarrito

Ta/abo nokymenTu yepes [TACS.

1. JIokyMeHTH MOXXYTh BKJIIOYaTH PaxyHKU-()AKTYpH, TPAHCIIOPTHI JOKYMEHTH,
CIIUCOK 1HIPEIIEHTIB, KOMIi €TUKETOK, (oTorpadii MpOaYKTY, pELeNnTypH,
MeTOoau 0OpOOKH TOIIIO.
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i1. Bu Moxere Hamatu Oyab-aKy 1HQOpMaIlito, SiKa JOTOMOXKE PELEH3EHTY
BU3HAYMTH, 110 Balll MPOAYKT BianoBigae 3akoHam i Hopmam CIIA.

2. Bincrexyiite craryc cBoro 3amucy Ha [TACS st 0CTaTOYHOTO PILICHHS OO0
MPUMHATHOCTI.

3. HapinomiTe 3anuTanHs HI0A0 BAIIOro BaHTaxy 10 MicuieBoro odicy FDA local FDA
office y mopty B’i31y.
Bumoru mono nepenavi BaHTaxy: 1ka JUuis TBapuH, Ka JJIs JOMAIIHIX TBapUH Ta/abo

JiKyBaJbH1 KopMu Tuiy B/C

[ToBHMIT TIepesTiK eJIeMEHTIB JaHUX MOXKHA 3HaMTH B JlomarkoBoMy mociOHuky FDA
Supplemental Guide.

Kon nmporpamu: FOO
Kom 06pobku: FEE

Hewmae xomy 06poOkwu.

*[Ipumitka. JlikyBanapH1 KOpMU TUITY A niepenaroThes BianosiaHo 10 VME/ADR.
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