Bumoru oo ekcnopTty npoAyKTiB nepepobku ntaxiBHMUTBa 3 YKpaiHm go CLUA

Mepwwnii eTan nNpu 34iACHEHHI eKCnopTy NPOAYKTIB NepepobKM NTaxiBHULTBA - 3BEPHEHHS
imnoptepa B CLUA go apie@usda.gov Ha oTpumaHHs import permit.

Mig BaHTax BnaaeTbcsa import permit, B AKOMY 3a3HadaloTbCsl BUMOMN 0 eKkcrnopTy. Bumorn
MOXYTb BiOpPI3HATMUCb AN KOXHOrO BaHTaXy Ta NPOAyKUii.

Imnopt matepiany go CLUA moxe perynioBatucs 6aratbma areHuismm CLUA, BKMOYHO 3
USDA APHIS, YnpaBniHHAM 3 KOHTPOMo 3a npoayktamu 1 nikamu (FDA), Cnyx60t0 0OXOpOoHU
pubHux pecypcis i aukoi npupoan CLUA (FWS) Ta iHwumu. ImnopTep i3 CLUA Takox noBMHEH
3B’asatunca 3 FDA ta FWS (i 6yab-akumn iHWMK BiANOBIAHMMMW areHTCTBamu).

Requirements from Animal Product Import and Export (APIE)

Materials for animal consumption (such as pet food/chewi/treats or animal feed) and most
animal byproducts containing livestock material, poultry material, or rendered
meals/digests/hydrolysates (or similar) from any animal (including fish/shellfish) require that
the responsible importer located in the United States or who operates a business in the United
States apply for and obtain a United States Veterinary Permit to Import. The U.S. importer
should email apie@usda.gov for information on how to apply for an import permit.

This import permit will specify the animal health certifications that must accompany each
shipment of permitted material. The requirements for the permit (and subsequent certificate)
will depend on the ingredients of the material/product, as well as the heat or processing
treatments used. As these products can contain many different ingredients, each permit is
unique to the importer's application. The official veterinarian of the exporting government must
review each import permit to verify the certificate requirements.

Also, depending on the ingredients listed in the material imported into the U.S., a Facility
Inspection Checklist (completed by an official veterinarian of the exporting government) may
or may not be required. When a Checklist is required, more information regarding the Checklist
will be provided to the U.S. importer during the permit application process. A Checklist is
required when the materials imported into the U.S. (for animal consumption) contain a
processed animal protein, such as a rendered meal, digest, hydrolysate, most animal origin
powders, other rendered material, or other similar materials.

Requirements from FDA

Regarding Importing Animal Food. Animal feed is food made for animals and includes pet
food, pet treats, food for farm animals, and medicated feed. For medicated feed, please note
that Type A medicated articles are regulated as animal drugs and Type B/C medicated articles
are regulated as animal feed containing a drug.

For product-specific or regulatory questions, please email CVMImportReguests@fda.hhs.gov.
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What to Consider Before You Import an Animal Food, Pet Food, and/or Medicated Feed
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1. Ensure productis compliant with all FDA laws, regulations, and policy/guidance.
Applicable Regulations: CER Title 21 - Food and Drugs: Parts 500 to 599
Applicable Guidance

o

c

i.  Animal Food & Feed
i.  Animal Feed Regulations
iii. Medicated Feed Regulations
iv. Ingredients & Additives
v. [Feed/Food Guidance

c. Labeling Requirements
i. Animal Food: 21 CFR Part 501
ii. Additional Pet Food Labeling Guidance
iii. Additional Medicated Feed Labeling Guidance
d. Registration Requirements

i. Food Facility Registration
ii. FESVP Importer Identifier: D-U-N-S number

e.  Other Requirements

i. Must submitPrior Notice before goods arrive
in the U.S.

ii. Foreign Supplier Verification Program

2. Check FDA'’s Import Alerts to determine if your product/manufacturer is
subject to Detention without Physical Examination (DWPE) and requirements to secure a
release of the shipment.

3. Review FDA’s Entry Submission and Review Process.
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4.  Consider providing the following information to your Customs
broker to transmit to FDA. Complete and accurate information and documentation will help
expedite the review process.

o Product name(s) and/or descriptions (might be listed on commercial invoice)

o Intended use of the product(s) in the U.S.

o Name and address of the physical location of the manufacturer, shipper,

importer, and the deliver to party.
= |f any of the entities have an FEIl or D-U-N-S number, they may
optionally be supplied.

What to Consider During the Import Process

1. Stay in contact with your Customs broker and/or FDA and provide requested
information in a timely manner.
a. If FDA requests documents or an inspection, provide the requested information and/or
documents via |ITACS.

i. Documents might include invoices, shipping documents, ingredients list,
copies of labels, photos of product, formulations, processing methods, etc.

ii. You may provide any information that would help the reviewer determine your
product is in compliance with U.S. laws and regulations.

2. Monitor the status of your entry on ITACS for final admissibility decision.

3.  Submit questions about your shipment to the local FDA office at the port of entry.

ACE Transmission Requirements: Animal Food, Pet Food, and/or Type B/C Medicated
Feed

A full list of data elements can be found in the FDA Supplemental Guide.

Program Code: FOO
Processing Code: FEE
No Processing Code.

*Note: Type A Medicated Feeds are transmitting under VME/ADR.
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