
U.S. Food & Drug Administration
12420 Parklawn Dr., Room 2042
Rockville, MD 20857

Please provide the following information by email to: USFDAForeignFoodlnspectionPlanning@fda.hhs.gov
to assist the lJ.S.l-DA irr planning and scheduling an inspection at your Facility.

1. Iacility Name:

2. Address of the Main Office or Headquarters (if different than the manufacturing address):

3. Manufacturing Address (English) include City, State/Province/Area, Country, Country Code or Zip Code

Physical Address:

Mailing Address (if different):

4. Manufacturing Address (Native/Local Language) include City, State/Province/Area, Country, Country Code or Zip Code:

5. llsing https://www.mapcoordinates.net/en , what is your [:irms Manufacturing lo<.ation:

Latitude: I ongitude:

6. Does the Firm conduct business under any other name?

I Yes (Please List) I No

7. ls the Firm associated with a parent company, holding company, group organization, or have a subsidiary or affiliate firms?

! Yes (Please List) [ No

8. Does the Firm, including all associated companies and subsidiaries, average over S 1 0,000,000 in annual sales for each of the
previous 3 years?

[Yes ENo
9. Does the Firm have additional manufacturing locations (i.e. farm or additional packing site)?

f Yes (Please List, and submit a separate Factory Profile for each location) f, No

10. The manufacturing location is near what major city?

1 1. Facility Contact lnformation:

i. Telephone number (include country code):

ii. Email Address:

iii. Website(s):

12. What are the DAYS and HO|.JRS of production? (t:xample: M - I 0800 - 1 /00)

13.!s yourfac‖ ity in prOduction the entire year7

□ Yes      □ No
i.r“ No"′ when isthe growing season orseasona!忙 y7Specify months of peak operation:
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ii. Please describe any issues that may impact scheduling of this inspection (Holidays/Planned Shutdowns):

14. Number of full time employees:

15. Number of seasonal employees:

16.Facilに y Size(Example:200m2):

1 7. What types of activities are conducted at your Facility? (Check all that apply)

f Ambient Storage f Refrigeratcd Storage f Frozen Storage f] Manufacturer/Processor

I warehouse f Packer/Repacker f Labeler/Relabeler f] Farm

I other:

1U. Manufactured products/commodities: ((.he< k all that apply)

f Cheese f] (irower/t:arm f] Acidified l-ood (AF) f Low Acid Canned Food (LACF)

f] Seafood/HACCP f ..luice/HACCP f lnfant Formula I lnfant Formula lngredient

l] Dietary Supplements f] Medical Food .- n Animal Food

f Other:

19. Please provide your Food Canning Establishment (FCE) number if you manufacture LACF or AF products:

LACF products ore any food (other than alcoholic beverages) with a finished equilibrium pH greater thon 4.6 and o woter activity greater thon

0.85 (excluding tomotoes ond tomoto products having a finished equilibrium pH less thon 4.7) placed into o hermeticolly seoled contoiner that

can include cans, bottles, pouches, etc.

AF products ore any low-ocid food (pH > 4.6) to which ocid(s) or acid food(s) ore added and which has a finished equilibrium pH of 4.6 or

and a woter octivity (ow) greater than 0.85 thot are ploced into hermetically sealed contoiner thot can include cons, bottles, pouches, etc.

Exclusions from LACF/AF: Carbonated beverages, jams/jellies, acid f oods, fermented foods, and refrigeroted/frozen products. However,

carbonated beveroges, ocid f oods, ond jams or jellies containing smoll amounts of low ocid ingredients (s 10o/o) that couse o significant shift in

the finished pH from thot of the predominote acid food or acid are considered acidified foods; if the low ocid ingredient(s) are > 1 0o/o then it is

an ocidified food. Fermented foods with low acid ingredients odded are olso considered acidified foods.

lf you manufacture LACF or AF products thot are exported to the L)nited Stotes, you must have a Food Canning Estoblishment Registration ond

o'process Filling for eoch product, product style, contoiner size/type and processing method. For questions contact the LACF Teom by emoil

LACF@FDA.HH5.GOV or you can file online electronicolly at https://www.occess.fdo.gov/.

20. Do you manufacture a dietary supplement or dietary supplemtlnt ingredients?

[Yes INo
lf "YES", answer the following questions:

i. Do any of the dietary supplements or dietary supplement inqredients that you manufacture consist of more than one ingredient?

l l Yr:s l-J No

ii lf you mangfaclurt: a sirrr;le inqredienl, is it sold to the cortsumer without furlher pro<.t:ssinq?

I Yes I No f Not APPlicable

iii. Do you send a single or blended ingredient to another firm for further processing or manipulation?

fYes [No
Explain:

iv. Do you package, label, or distribute a dietary supplement manufactured by another firm?

fYes []No

Low Acid Canned Food(LACF〕 ′Acidified Food(AF)

Dietary Supplementt
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v Do yOu manufacture a dietary supplementthatis packaged oriabeled by anotherfirm7

□Yes       □ No
vi.:sthe name of yourfirnl on the label ofany product being shipped to the United States7

□ Yes       □ No
vii Do you se‖ yOur products direct!y to consumers7

□ Yes       □ No
vili.!s your dietary supplement manufactured/produced for:

E]Human COnsumption   E]Animal consumptiOn   □ Both

21. What products does your facility process?

22. Enter the manufacturing process the Firm uses (i.e. canning, freezing, packing/repacking):

23. t)escribe your [:irm's manufacturinq process (raw malerial t<> finisheri product):

24. ls your facility a vessel (boat/ship)?

25. What is the date and product/commodity last shipped to the United States?

26. Are you a supplier (do you sell bulk products for further processing)?

I Yes

lf "Yes", list product:

27.Lisl Name/Address of any company that provides manufacturing/processing services for your products:

28. What is the US FDA Food Facility Registration (FFR) associated with your manufacturing location?

29. Does you Firm have additional buildings at the inspectional location?

lf 'YES', answer the following questions:

i. Can you walk to this building from the manufacturing address?

ii. Please list the activities of each building:

30. Has this Firm location been inspected by U5 FDA beforeT

lf 'YES', please provide dates of inspection and any actions:

31. Has your Firm had any of the following in the past 3 years?

I Consumer Complaints I lmport Alerts

Please provide date(s):
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Firm Operations

I Yes □ No

I Yes □ No

I Yes □ No
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32. Contact information for the most responsible person:

i. Name:

ii. Title:

iii. Email Address:

iv. Phone/mobile cell number (includc country code):

33. l ocal point of contact durinq inspection:

i. Name:

ii. Iitle:

iii. Email Address:

iv. Phone/mobile cell number (include country code):

34. U5 Agent contact information:

i. Name:

ii. Title:

iii. Email Address:

iv. Phone/mobile cell number (include country code):

35. Do you have an English speaking employee or firm representative who can assist with translation, interpret documents, and explain
manufacturing operations during the inspection?

[Yes INo
lf 'NO', what is the official language spoken by facility personnel and management?

36. What is the best mode of transportation to your Facility?

37. ls your Facility willing to provide transportation for the inspector from their hotel to your Facility and return?

[Yes nNo
38. ls your Facility willing to provide transportation for the inspector from the airport to their hotel and return?

[Yes INo

Use this area to add information that would not fit in the designated section (please list the question number):

:綸SpeCtion:hforrnatiOn

Additional:nforrnation



Recommended Hotels

Street Address:

City, State/Province/Area, Country/Zip Code:

Cost per night:

Approximate travel time to your Facility:

City, State/Province/Area, Cou ntry/Zip Code:

Cost per night:

Approximate travel time to your Facility:

Recommended Airport

Airport name (airport code):

Approximate travel time to hotel from closest airport:

Approximate travel distance to hotel from closest airport:

Taxi Service Name:

Train station name (code):

C'fty,St.t"@

Additional Travel lnformation/RecommendationsAdditional TravellnfOrmation/Recommendations

LJse this area to add additional travel information or recommendations:

Recomrnendation{s} for Hotel, Airport, Taxi, and Rail

Hotel Name:

Telephone:

Fax:

Website:

Hotel Name:

Street Address:

Telephone:

Fax:

Website:

ROこёml轟 |さ1轟ldlさ dlTjttISt,ヤ itさ|

Telephone:

Website:

Recommended Rail/Train

Street Address:

Telephone:

Website:
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