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Export Certificates and Certificates of Licensing and Inspection for Animal Biological Products

1. Purposeand Background

The Center for Veterinary Biologics (CVB) may furnish export certificates for products
prepared in accordance with the Virus-Serum-Toxin Act and regulations pursuant to the
Act. This memorandum describes the procedures for processing two types of export
certifications: Official Export Certificate for Animal Biologics Products, APHIS Form 2017,
(based on individual batches); and Certificates of Licensing and Inspection, APHIS Forms
2046,2046S,2047,and 2047S (based on the product licensed).

Document Status
A. Issue Date: 12/09/2021.

B. This document replaces Veterinary Services Memorandum 800.52, datedJune 27,
2018.

Reason for Reissuance

VS is updating this memorandum to clarify the process used for hard copy submissions
and electronic submissions via the National Centers for Animal Health (NCAH) Portal for
export documents.

4. Authority and References

A. Authorities

e \irus-Serum-Toxin Act (21 U.S.C.151-159)
e /CFR3714

e 9CFR112.2(e)

e 9CFR113.53

B. References

e (VB Biologics Forms: Links to current APHIS forms are provided on the CVB
Biologics Forms site for ease of access.

e Office of Management and Budget (OMB) Form Disclosure

e All CVB’s formsare part of the OMB information collection package 0579-
0013. All information collections are required to go through periodic renewals
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https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2017.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2046english.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2046spanish.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2047english.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2047spanish.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.ecfr.gov/cgi-bin/text-idx?SID=801439f860a47317ec616f8445dce581&mc=true&node=se7.5.371_14&rgn=div8
https://www.ecfr.gov/cgi-bin/text-idx?SID=434ae20a84e658f366406aa7ef443e28&mc=true&node=pt9.1.113&rgn=div5#se9.1.113_153
https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary-biologics/sa_bio_forms/ct_vb_forms
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under the Paperwork Reduction Act, 44 U.S.C. 3501 et. seq. During this
renewal cycle, OMB reviews the forms to ensure they meet the Act’s
standards and are within the bounds of the information collection description.
The form’s expiration date is based on the renewal cycle and is unrelated to
the informationin the certificate.

C. Definitions

1)

3)

Export Certificate for Animal Biologics (APHIS Form 2017)- Aserial or serials
(batches)-specific certificate intended for shipment of APHIS-released serials.
It certifies that products have been manufactured under a U.S. veterinary
biologics license as prescribed under the Virus-Serum-Toxin Act and
regulations prescribed under this Act. Further, it indicates that at the time of
the certificate issuance, the product or products are suitable and freely
marketed under the conditions stipulated in the license.

Certificate of Licensing and Inspection (APHIS Forms 2046, 2047, 2046-S, and
2047-S - Aproduct license-specific certificate intended for the registration of
U.S. veterinary licensed products. It certifies that products are manufactured
under a U.S. veterinary biologics license as prescribed under the Virus-Serum-
Toxin Act and additional regulations prescribed under this Act. Further, it
indicates that at the time of the certificate issuance, the product or products
are suitable and freely marketed under the conditions stipulated in the
license.

Attestations of good manufacturing practices - Acertification that the U.S.
Veterinary Licensed product complies with the good manufacturing practices
under a U.S. veterinary biologics license and prescribed under the Virus-
Serum-Toxin Act.

Ingredients of Animal Origin Certificate - Acertification that indicates the
products comply with the requirements of 9 CFR 113.53 and that by meeting
all USDA requirements forthe use of ingredients of animal origin, the
establishment will produce licensed veterinary biological products that
present negligible risk for the transmission of transmissible spongiform
encephalopathy (TSEs), specifically bovine spongiform encephalopathy, and
other animal diseases foreign to the United States.

2|Page


https://www.govinfo.gov/app/details/USCODE-2010-title44/USCODE-2010-title44-chap35-subchapI-sec3501/context
https://www.aphis.usda.gov/library/forms/pdf/aphis2017.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2046english.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2047english.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2046spanish.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2047spanish.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/vsta.pdf
https://www.ecfr.gov/cgi-bin/text-idx?SID=434ae20a84e658f366406aa7ef443e28&mc=true&node=pt9.1.113&rgn=div5#se9.1.113_153
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5. Audience

VS employees and members of the biologics industry.

6. Guidance

A. Procedures for APHIS Form 2017, Official Export Certificate for Animal Biological

Products

1) Portal Submissions

a. NCAH Portal users that meet the following criteria have the opportunity to
submit APHIS Form 2017 through the NCAH Portal. Users must:

1.

2.

Have an USDA eAuthentication Verified Identity account.
Have an APHIS 2007 form on file with CVB.

Have their eAuthentication username entered into CVB’s Licensing, Serial
Release, and Testing Information Service (LSRTIS).

Be assigned to an active Establishment site in LSRTIS.

Have a role of Export Contact, Liaison, and/or Alternate Liaison assigned to
them in LSRTIS.

b. The NCAH Portal can be found here. There are also links available on the CVB
NCAH Portal Guidance webpage. Please follow the NCAH Portal User
guidelines and training videos for the submission of certificates.

2) Hard Copy Submissions

The licensee can also submit an original paper copy of the completed APHIS Form
2017, Official Export Certificate for Animal Biological Products, to:

Center for Veterinary Biologics
Inspection and Compliance
1920 Dayton Ave

Ames, IA50010-8197

a. Block 1. Enter the recipient (consignee)’s name and address.

b. Block 2. Enter the shipper (consignor)’sname and address.

c. Block 3. Enter the USDA product code. If more than one product is listed, list
in numerical order based on product code.
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https://www.aphis.usda.gov/library/forms/pdf/aphis2017.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2007.pdf
https://ncahappspub.aphis.usda.gov/NCAHPortal/public/
https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary-biologics/sa_ncah_portal_guidance/ct_cvb_portal_guidance
https://www.aphis.usda.gov/library/forms/pdf/aphis2017.pdf
https://www.aphis.usda.gov/library/forms/pdf/aphis2017.pdf

USDA

—

e
= ]

U.S. DEPARTMENT OF AGRICULTURE
Marketing and Regulatory Programs
Animal and Plant Health Inspection Service
Veterinary Services

VS Memorandum (VSM) 800.52

d. Block 4. Enter the True Name of the product that corresponds to the product
code; do not abbreviate or add additional details to the True Name. If the
destination country requires trade names, list them here, after the True
Name. The trade name option is available in hard copy submissions and upon
request in Portal Submissions.

e. Block 5. Enter the serial number that corresponds to the product code and
product name.

f. Block 6. Enter the number of containers being exported.

g. Block 7. Enter the size of the containers being exported that is mostapplicable
(doses or milliliter). In the case of diagnostic test kits, choose unit as the
container size.

h. Block 8. Enter the expiration date that corresponds to the serial number listed
in block 5.

i. Block 9. Enter the Veterinary Biologics Establishment License number for the
product listed in block 3.

You may list more than one biological product from the same
establishment number on each form but can only designate one
destination. Fill out Blocks 3 through 9 for each product/serial number
listed. Draw a diagonal line through unused space in blocks 3 through 9.

This information must correspond to the information submitted to CVB on an
APHIS Form 2008, Veterinary Biologics Production and Test Report.

Blocks 10 and 11 are optional fields. These fields detail the number of shipping
boxes and shipping marks (storage temperature or details specific to the
shipment).

Do not include or append additional information to this formand do not submit
handwritten forms.

CVB Processing. Compare the completed APHIS Form 2017 with the APHIS Form
2008 submitted for the serials listed on the export certificate.

a. Satisfactory submissions. If there are no discrepancies, CVB numbers, dates,
signs, and embosses the form with the official veterinary biologics seal.

b. Unsatisfactory submissions. If CVB finds discrepancies, it returns the form for
correction. Common reasons for returned submissions are serials not released

4|Page


https://www.aphis.usda.gov/library/forms/pdf/APHIS_2008.pdf

USDA U.S. DEPARTMENT OF AGRICULTURE

__—:._/___— Marketing and Regulatory Programs
‘ Animal and Plant Health Inspection Service

Veterinary Services

VS Memorandum (VSM) 800.52

by CVB forsale and distribution, or incorrect information.

c. Disposition. After completion, CVB retains copies and returns the original to
the licensee.

B. Procedures for APHIS Forms 2046, 2046s,2047, And 2047s, Certificates of Licensing
and Inspection

1) Types - The submission of Certificates of Licensing and Inspection (CLI) can be
conducted through the NCAH Portal or through hard copy submissions.

2) NCAH Portal Submissions - English and Spanish language variations of the CLIs for
restricted or non-restricted product are available via the NCAH Portal. NCAH
Portal users must meet the same criteria listed in Section 6.A.1)a.

Follow the NCAH Portal User Guides and training videos to submit electronic
certificates. Using the table below, select the appropriate formto comply with
requirements of the country of destination. If you need a Spanish-language
certificate, also submit an accurate, complete English translation for reference.

APHIS Form Product License Language
2046 Unrestricted English
2046S Unrestricted Spanish
2047 Restricted English
2047S Restricted Spanish

3) Hard Copy CLI submissions - Required Information. Typically, certificates reflect
the most current establishment and product license information. If you prefer
original licensing information, request this preference in a cover letter
accompanying the hard copy certificates. Only paper copy submissions can list the
original licensing informationin the CLI (block 3 and block 7).

a. Block 1. Enter the manufacturer’s name and address. You may include
additional descriptions such as “Formerly Known As”, “Manufacturing Plant”,
or “Doing Business as Firm X.”

b. Block 2. Enter the U.S. Veterinary License Number (Establishment License).
c. Block 3. Enter the date CVB issued the Establishment License.

d. Block 4. Enter the True Name of the product as noted on the product license.
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Do not abbreviate or add additional information. Spanish true names must be
entered as listed on labels filed with CVB.

Block 5. Enter the manufacturer’s trade name. The trade name must appear
exactly as on an approved label that is on file with CVB. Provide the assigned
APHIS label number in the accompanying cover letter that contains the listed
trade name. If this field is not used, draw a diagonal line through block 5.

Block 6. Enter the USDA product code number, as listed on the product
license.

Block 7. Enter the date the CVB issued the product license.

APHIS Forms 2047 and 204 7S require additionalinformation. The restrictions
included on the certificate mustappear exactly as listed on the product
license. List only one biological product on each form for products with
restrictions. Draw a diagonal line through unused space in blocks 4 through 7.

4) Additional or Appended Information

a.

List a destination countryin the empty space next to the signature block. Do
not list any other information.

If the destination country requires additional details such as dose composition
information or copies of labels or circulars, append these to the certificate.
The information appended for certification must be already available in
Outlines of Production or Special Outlines on file with CVB and it mustbe
current. Product labels or circulars must also include their corresponding
APHIS label number. Use only labels in “Active” status. You may append
diluent labels with the required information on the page.

Appended information must include page numbers formatted to include
“Page X of Y,” to ensure the that CVB can identify the submission if pages are
separated. This information must be consistent forall pages of the
submission.

Include specific requests, such as statements regarding ingredients of animal
origin and/or attestations of manufacturing practices to comply with the
destination country’s registration requirements, in a cover letter. Submit the
request and completed certificates to CVB-Inspection and Compliance at the
address indicated in Section A.2) of this memorandum. Submit attestations
and ingredients of animal origin statements as CLI-appended documents.
However, you may request certification for these as standalone documents.
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e. A cover letter submitted with the certificate informs CVB of specific requests
and details in reference to the submission. Submitters may also include
shipping labels to provide alternative and traceable returns of certificates.
Specify the certificates to be returned with the specific shipping label. Do not
submit handwritten forms or double-sided pages.

5) CVB Processing

a. CVB assigns a certificate number and signs, dates, and embosses the
requested pages with the official veterinary biologics seal on certificates
verified by informationin CVB files. CVB places the embossed seal and the
certificate number on each single page certificate and on multi-page
certificates but will only sign those pages bearing a signature line. All export
documents reviewed and found sufficient, regardless of submission method,
will be printed and processed. CVB returns a hard copy to the submitter or
destination indicated in the request.

b. The NCAH Portal provides the status of electronic submissions only. An email
will be sent with updates forcompleted NCAH Portal submissions. The CVB
response files in the NCAH Portal provide copies of the processed certificate
in a portable document format (pdf) file. CVB maintains electronic copies of
portal submissions. Completed submissions will be visible in the NCAH Portal
for up to sixty (60) days past the date of completion.

c. Forhard copy submissions, CVB retains a copy of the signed certificate for its
files and returns the original to the requester.

7. Implementation/Applicability

Updated policy in this memorandum is effective immediately.

Appendices
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Appendix |
Official Export Certificate for Animal Biological Products

nd @ peraon i not

szmzisting laction ol imMormastian.
Thiw cartficels i reguired by foreign coustim & fomsh oMciel cetfceton by Velarnery Services thal certan products bave been preparsd in sccorderce with e Wus-Serom-Tazin At B OFR 112
UNITED 3TATES DEPARTMENT OF AGRICULTURE
e et e OFFICIAL EXPORT CERTIFICATE FOR ANIMAL
BIOLOGICAL PRODUCTS

SERVICE VETERINARY SERVICER

IMPORTANT: Compiete [bems 1 through 11, Submi the onginal bo: 1. DEITINATION [Name and Address of Consignea)

UDA, APHIE, V3 Recipient o
Cenisr for Vatsrinary Blcloglon Address [Street City, Location)
Incpeotion and Compllancs -Cuuntry
1820 Dayion Avenue

Ames, |4 58210
2. NAME AND ADDRESS OF CONSIONOR finclude 2P Code) TC BE COMPLETED BY
Shipper's Name WETERIHARY BERVICES

pe CERTIACATE WO,

Address (Street, City, State, ZIP)
Additional Description (Formerly Known as. Doing Business as. Manufacturing Plant, etc)

DATE I133UED

For official use only¢ IS3UED AT

LS £ & FINAL CONTAINERE L8 8
B. T
ua:;::ﬁ:_cr WAME OF PRODUCT BERIAL NoO. e EXFIRATION LICENZE
(Numarical order) HO. ol DATE O
or wnits
180524 Rabies Vaccne, Killed Vines 10101 15 100 Doses | MM/DDMNY 123
Trade Mame: Rabbidaway
277s.m Mycoplasma Hyopneumeniae Bacterin 000021 20 1 Dose MMDDMNY 123

Trade MameHyopnew1

\\

T~

10. NO. 3HIPPING BOXES I 11 BHIPPING MARK 3

2 Boxes Please mantain between 2 and 7 C.

This certifies T the blological products descoribed abowe, intended for wse In B ineaiment of animais, hawve been produced under Unibed Eafes. Veterinary Slologics
Estabilshment License, lssued by Veberinary Services as provided by the Virus-Serum-Toxin Ac (37 Sial. 832-833, 21 UA.C. 151-158) and reguiafions prescribed thereunder,

and are at this date sultabie for use in this country.

2. FI3HATURE OF CERTIFYING OFFICIAL 13. TILE

| use only é

14. DATE I

ST Foroff
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Appendix Il
Certificate of Licensing and Inspection (Non-Restricted Product)

Acmerding i1 the Paparwerk fiaection At of G, g garecy rmury sct endct o spermer, aed  parien fn et rarired 1o raspuel i, erlecton o nformion unems i | OME A pried
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Srvier e cateceon of Elrmaton =

SEMAE VETEAR, S RAEes CERTIFICATE OF LICENSING AND INSPECTION
CENTER FOR VETERINARY BIOLOGICS

TR DAYTON AVENUE
ANES, I0WA 0000

Artlals |, Ssotion B. Clauce 18 of tha Conctitution of tha Unttsd Statec of America Smpowsrs Congrace to snaot all laws which may ba nesscsary and propar to
oamy into effeat the powsrs saprecsly grantsd to It One of thoos laws, the Viruc-Senam-Taxin Aot {21 U.2.C. 161-168), authorizes the Ssoretary of Agrioufiurs
to licance and Incpsct all ¥ and diag @ictributed In the Unilisd Staisc. Mo worthisce, dangerows, contaminated, or kamtul produsts
may be lloencad or dictribuied.

| marsty oartify that tha tullowing manutsstursr of béologios or diagrocios has bsen Boencsd and Incpaated under the laws and reguistions of the Unitsd 3ixtsc
of Amerioa.

MAME AND FLULL MAILING AUCMESE OF THE MAKLFACTUNER L UNITED STATES VETERINARY LICENSE NUNMEER | 1. DATE ESTABLISHNENT
Manufacturer's (Licenses or Permittes) Mame eEREE RS Imsn
Address (As Listed in the Establishment License)
Additional Description (Formerly Doing Business as, 123 MMDDAYYY
Manufacturing Plant

I hersby certify that the foliowing velerinary blologle produst or vederinary diagrociie produet hac been Beenced and Inspeoted flected) acconding o the lawe
and regulations of the Unked Stabes of Amerioa and |s freely marksded at this fime.

4. TRUE NAME OF THE FROOUCT A MANUFACTURENS TRADE MAME A USDA CODE T. DATE PRODUCT LCENSE
WAS IEEUED
Canine-Distemper-Adenovirus- KBPromad Five 1821.R1 MMDDA Y'Y

Type-2-Cononavines-Parainfluenza-
Parvovirus Vaccine, Modified Live
Virus, Canarypox Vactor

T

[

Country: For Country X

Signatisne of Alithodbed USOA Dfcal

For official use use only : =

Coartifcats umbe:

APHIS FORN 2046

Armam Page X of ¥
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Appendix Il
Certificate of Licensing and Inspection (Restricted Product)

——

Arcoeding b B Papersork Fleduction At of 1005, am ageecy may ol conduct of mpomesr, ard & perscn i neot meguieed t nngons ba, & calection of information Lnbes &
dispieys @ vulkd OWE costrol sumier. The vaild OME costsl sumer for Bis irkemation collection i SS7E-0013. The time sequired i compist tis information colecton
mwirmied 1= average 33 houm par reasomee, iscusing te e for sevirwing imtructiom, seerching szadng duets scurces, getherisg and manteisisg he dete sesdes, nd
camplstieg and nrviewing the coimctios of infarmation.

DMB Appsowed
Fir

Era-013
EXP 02z

e CERTIFICATE OF LICENSE AND INSPECTION
ey

Artiole I 3sotion B, Clauce 18 of the Conctftution of the Unfied 3iatec of America esmpowers Congress {0 enaot all laws whioh may be nececcary and proper o
oAy Into sMsot tha powers sxpreccly grandsd to B One of thocs laws, the Virue-Ssrum-Toxin Act {21 UL% C. 161-158], authortzes the Ssarstary of Sgriouturs
o Boencs and Incpesot all y Bdologias ard diag ‘tsche Eictrmuted in the Unlse Statss Mo wWosthiscs, dangarcut, sontaminatas, or hammhal
procucts may ba llaanced or distributed.

| harsby oeriffy that tha following manufaoturer of béokoglos of clagnoctios hat besn Boenced and incpsotsd under the lawe. and reguiations of the United Staisc
of America.

¥ PRAREE. AR (UL RRARENCE SAERNUESS CFF THIE RUARAFRCTINER. I UNITED STATES VETERINARY UCENSE KUMBER | 3. DATE ESTABLISHMENT
- T LICENSE WAS ISSUED
Manufacturer's [Licensee or Permittee) Mame

Address (As Listed in the Establishment License) .
Additional Descrption (Fermerly Doing Business as. Manufactuning 123 MBDDAE
Plant

4. I hersby certify thad the following veterinary biclogle produst or vetedinany diagnostic produat hac been lloenced and Incpeated fiesiea) acearding to the
lawe and mgulations of the United Staiec of Amerioa and Is freely marketed at thic time with the following rectricticne:

Distribution in each State shall be limited to authorzed recipients designated by proper State officials-—-under such additional
conditions as these authorities may requine.

B TRUE MAMNE OF THE FRODUCT

Rabies Vaccne, Killed Virus

& MANUFACTURER'S TRADE KAME T. USDA CODE 4. DATE PRODUCT LICENSE
WAS ISSUED
Rabbidaway 1805.24 MMDDYYYY

Country: For Country X .

Signaturs of Autherzed USDA Oficial

For official use only ¢1...

Carticais urmbe:

APHIS FORM 2047

AP 2018 Page XofY
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