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Changes made compared to the previous version:
1. Guidance watermarked "OBSOLETE".
Scope of this guidance

This document provides detailed examples on the data elements to be provided for the submission of
legacy medicinal products authorised for veterinary use to the UPD.

For the purpose of this chapter, legacy data is defined as any data on a veterinary medicinal product
authorised in a Member State with a marketing authorisation or registration valid on 28 January
2022.

The full list of data elements applicable for the legacy data submission are ouf ined in Chapter 4 of
the Vet EU IG. The following aspects, as outlined in the Vet EU IG Chapter 2¢ ‘bply+ 50 to the legacy
data submission:

e The scope of the veterinary medicinal products to be provided in 2 rdance wit. th4 provisions
laid down in Articles 55 and 102 of Regulation (EU) 2019/6;

e The defining characteristics of a veterinary medicinal prod: . that.enable ti yunique identification
of a product record by assigning the UPD product ID (le€ ! 1), # = UPD permanent ID (level 2) and

ackage ID (level 3);
IID'echn%;'caI Sp(ec\i/ficau)on;

e The confidentiality arrangements conforming to< :ticle 56 of Re_» .cion (EU) 2019/6;

e The information model for veterinary medicinal proa. sts intod e UPD, which is based on the SPOR
API Technical specification and HL7 FHI" specific Sion, « »" also described in Chapter 5 on the

e The format, business guidance and col ‘entions oui ned in Chapter 2 of the Vet EU IG on the data
elements that fall under the scormof le. <y data s’ bmission into the UPD.

The following information should e consis®wiad when reading the examples table:

e Fields marked in bold_r~fer to udta elem’ ats classes;

e The column on Euyf .pean/ 2al T _cify whether the data has been provided into the UPD by the
Reference Member . 2t (RMS) .e. European or by either the RMS or the Concerned Member
States (CMS 't mthe a, ‘licab! national marketing authorisation i.e. National.

e For prod cts approv. 1 undaer MRP/DCP/SRP procedures, the information will be provided following
a two-st. » approach’ rirst, the RMS will provide the European dataset, then the CMS will provide
the natiori. »datase?

e The conformance outlines whether the data is mandatory, conditional or optional.

¢ Data elements that do not apply to the relevant examples or have been already provided by other
Member States in previous submission are greyed out and, when applicable, value is left blank.

e The “value code” column shows the expected content of a product submission in the FHIR
message. The “value” column indicates what the value code represents or which information would
be chosen/added in the web user interface. Please note that all the identifiers that are
automatically assigned by the system, and in this document are for illustration only.
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-products-organisations-referentials-spor-spor-api-v2-specification_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-products-organisations-referentials-spor-spor-api-v2-specification_en.pdf
http://build.fhir.org/

1. Mutual Recognition Procedure: Drontal

SPC Section 1 (Name of the veterinary medicinal product): Drontal 230/20 mg Film-coated
Tablet for Cats

SPC Section 2 (Quantitative and Qualitative composition): One film-coated tablet contains
Pyrantel embonate 230 mg (80 mg pyrantel base); Praziquantel 20 mg.

SPC Section 6.5 Nature and composition of immediate packaging: 2 blisters of 8 tablets; 2
blisters of 20 tablets

Reference Member State: Germany

Concerned Member State: France, Spain

1.1. Drontal submission by the RMS

The following illustrates the data elements that the Reference Membes = »te shall pro i for the
European data set and the National data set pertaining his territory.

Please note for purpose of illustration of the data, the informa® un is ta be provi. »d following a two-
step approach. The RMS must first provide the European da. set, 2 d then the RMS will provide the
national dataset.

UPD data European/
element name | National
1 Veterinary European
medicinal
product
1.1 Domain Euror«an Veterinar use 100000000013
1.2 Product record Ev opean Ce 4 200000005004  The value will be
status “Current” for all
legacy data
1.3 Product European 77a2ed95- System generated
Identifier 5695-4bbc-
81d5-
6f66bdbf403a
1.4 Perr—want Na* Jnal 601232356524  System generated
i _ntifier ) - for RMS product
E
1.5 \uthorised) European Film-coated 100000073665
L armaceut; al Tablet
for.
1.6 Legal status of National Veterinary 200000017698
supply (1) medicinal product
subject to
veterinary
prescription
1.7 Product European
Classification
1.7.1 Legal basis European Full application - 100000116059
New active
substance
(Art.12(3) Dir
2001/82/EC)
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Vet EU | UPD data

IG Ref. | element name

1.7.2 ATC vet code(s)

1.7.3 ATC vet code(s)
flag

1.8 Veterinary
medicinal
product name
(1)

1.8.1 Veterinary
medicinal
product name

1.8.2 Name Part

1.8.3 Country/Lang
uage

1.8.3.1 Country

1.8.3.2 Language

1.8 Veterinary
medicinal
product name
(2) - DE

1.8.1 Veterinary
medicinal
product name

1.8.2 Name Part

1.8.3 Country/Lang
uage

1.8.3.1 Country

1.8.3.2 Language

1.10 Pk® ... avign
© 1ce Con. -t

QPPV)

1.10.1 °PV Name

1.10.2 QPPV Role

1.10.3 QPPV Location

European/ | Value

National

European QP52AA51

European

European

& National

European Drontal 230/20
mg Film-coated
Tablet for Cats

European &

National

European

European EU

European English

European

European Drantal 2_ /20
alg o atable =2
fur Katz a

European &

National

Eur sean

E R Sermany

e German

E) opean

European Sandra Smith

European Qualified Person
in the EEA for
Pharmacovigilanc
e

European

Value Code

100000122207

1007 0000390

10000007~ 47

100000000403

100000072178

Sandra Smith This is not a real

value as the

content of the field

is confidential in

the UPD access

policy
100000155057

LOC-100019643 This is not a real
value as the
content of the field
is confidential in
the UPD access

policy
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Vet EU

IG Ref.

1.11

1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

UPD data

element name

Attached
Document (1)
- EU
(Attached
document)
identifier
(Attached
document)
status
(Attached
document) type
(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title
(Attached
document)
related
veterinary
medicinal
products
Attached
Document (2)
- DE
(Attached
document)
identifier
(Attached
doc k)
¢ 4tus
Attached
ocument) t e
(» tached
docc o
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title

European/

National

European

European

European

European

European

European

European

European

European

European

N cional

National

Nati al

National

National

National

National

National

National

Value

Current

SPC

EU

pdf

English

Physical

document

eu-spa:DE-V-
0101-G ‘-en.pdf

Current

SPC

Germany

pdf

German

Physical

document

de-DE-V-0101-
001-de.pdf

Value Code

1234501
“current”

100000155532

100000000390
“applica’ an/y €
1.0000 72147

P /sical
aocument

501232356524
603235612987

4567
“current”

100000155532

100000000403
“application/pdf
100000072178

Physical
document

System generated

Using system
generated IDs for
RMS & CMS
products

System generated
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Vet EU
IG Ref.

1.11.9

1.12

1.12.1

1.12.2

1.12.3

1.13

1.13.1

1.13.2

2.1

2.2

2.3
2.4

2.5

2.7

2.8

2.9

2.11

UPD data
element name

(Attached
document)
related
veterinary
medicinal
products
Product cross-
reference

Product cross-
reference type

Reference
product
Identifier
Source product
identifier
Manufacturing
Business
Operation
Manufacturer

Manufacturing
activity

Authorisation/
registration/e
ntitlement
information
Authorisation/re
gistration/entitle
ment type
Authorisation/re
gistration/entitle
ment numbe:
Country

Responsibic

autheritv

(2" ganisc an)
dthorisatic
~atus

M. ‘<eting
authc. _on
date

Product Owner
(organisation)
Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state

National

National

European
& National

European &
National

European &
National

National

European

European

European

European
& National

European

N tiona’

Motigna!
Nati hal

~National

National

National

National

National

European

European/ | Value

PEIO0001

Manufacturer
respor ible for
batch cc sification

Marketin:
uthoric .cion
DE-23456

Germany
PEI

Valid

22/02/2013

Vetoquinol

Germany

Value Code

601232356524

LG -100020455

10007 160407

220000000061

DE-23456

100000000403
LOC-100000023

100000072099

22/02/2013

LOC-100051781

100000000403

Using system
generated ID for
RMS product
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Vet EU

IG Ref.

2.12

2.12

2.13

2.13.1

2.13.2

3.1

3.2

3.3

3.4

3.4.3

3.5

4.1

4.3

4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

UPD data

element name

Concerned
member state
(1)

Concerned
member state
(2)

Marketing
authorisation
procedure
Procedure
number
Procedure type

Pharmaceutica
| Product
Ingredient

Route of
administration
Target species

Withdrawal
period
Note

Administrable
dose form

Ingredien. ‘1’

Ina=="ant rolc

< abstancu
ubstance

Strengun
(quantitative
composition)
Strength
(presentation)
Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentration
single value)

European/

National

European

European

European

European

European

European

European

European

European

European

Eurga@sn

European

Eur: »ean
Eur pean
.aropean
European

European

European

European

European

European

Value

France

Spain

DE/V/0101/001

Mutual
Recognition

Oral use

Cats

Pharmaceutical
dose form not
applicable

Active

Pyrantel
embonate

Mg / Tablet

230/1

Value Code

100000000395

100000000529

DE/V/0101/001

100000155061

“ha user will need
to provide the
ingredient based
on the ones
created in the
Ingredient section

4
907 0073619

100000109056

200000018781 For compatibility
purpose with the
FHIR API version
R5#2

100000072072

100000089059

100000110655/

200000002152
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Vet EU

IG Ref.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

UPD data

element name

Reference
Strength
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Ingredient (2)

Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentation)
Strength
(presentation
single value)
Strength
(concentratigh?
Strength
(concentragn
single valuej
Raf =&, 2
glrength
eference
ctive)
SWktance
Refe " aiiie
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator

European/

National

European

European

European

European

European

European

European
European
European
European

European

European

Eus pean

EUREPEan

BDET

Egopean

European

European

European

European

European

Value

Pyrantel

Mg/Tablet

80

Active

Prazig antel

Mg/Table

/4

Value Code

100000080865

100000110655/
200000002152

©,0000072072

= 700147274

100000110655/
200000002152
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Vet EU | UPD data

IG Ref. | element name

5 Packaged
medicinal
product (1)

5.1 Package
description
(1.1) -EU

5.1.1 Language (1.1)
- EU

5.1 Package
description
(1.2) -DE

5.1.1 Language (1.2)
- DE

5.2 Pack Size
(structured
values)

5.3 Package
identifier

5.4 Legal status of
supply

5.5 Marketing
authorisation
(package
level)

5.5.1 Marketing
authorisation
number
(package level)

5.6 Manufactured
item

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufacte ~d
dose form

5.7. Ay ... ity
< .atus

5.7.1 ountry

5.7.2 AL lability
statu.

5.7.3 Availability
status date

5 Packaged
medicinal
product (2)

5.1 Package
description
(2.1) -EU

5.1.1 Language (2.1)
- EU

5.1 Package
description
(2.2) -DE

European/ | Value

National

European

European 2 blisters of 8
tablets

European English

National 2 blister mit 8
tabletten

National German

European 16 <tablet>

European

National

National

National

European

Er opean o

Ec an 3 <Tablet>

cur Yean Tablet

N- .ional

National Germany

National Not marketed

National 11/09/2021

European

European 2 blisters of 20
tablets

European English

National 2 blister mit 20

tabletten

Value Code

100000072147

100000072178
16
<200001920z.

9>
PC' .. 45632

200000002109
8
<10000007366

4>
100000073664

100000000403
100000072074

11/09/2021

2 blisters of 20
tablets

100000072147

2 blister mit 20
tabletten

Ty

.em generated
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Vet EU | UPD data

IG Ref. | element name

5.1.1 Language (2.2)
- DE

5.2 Pack Size
(structured
values)

5.3 Package
identifier

5.4 Legal status of
supply

5.5 Marketing
authorisation
(package
level)

5.5.1 Marketing
authorisation
number
(package level)

5.6 Manufactured
item

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

5.7.2 Availability
status - DE

5.7.3 Availability

status date - DE

1.2. Drontal submissio’

France, as CMS, subn. = thef .atio
data:

UPD providing the follow:

1 Veerinary
mec i
product

1.1 Domain

1.2 Product record
status

1.3 Product
Identifier

1.4 Permanent
identifier (2) -
FR

European/ | Value Value Code
National
National German 100000072178
European 40 <tablet> 40
<20000000210
9>
European PCKID-45633 PCKID-45633
National
National
National
European
European Tablet 27 ,000002109
European 20 <tablet> 20
10 ,0007366
4.
European Tablet 00000073664
National Not mar »ted 100000072074
Natioral 11/09/2C 1 11/09/2021
s the CMS

Value Value Code

National

European

European Veterinary use 100000000013

European Current 200000005004

European 77a2ed95-
5695-4bbc-
81d5-
6f66bdbf403a

National 603235612987

System generated

| data set for Drontal 230/20 mg Film-coated Tablet for Cats in

The value will be
“Current” for all
legacy data

System generated
for CMS

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database

EMA/772579/2022

Page 11/90



Vet EU

IG Ref.

1.5

1.6

1.6

1.7

1.7.1

1.7.2

1.7.3

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

UPD data

element name

(Authorised)
pharmaceutical
form

Legal status of
supply (1) - DE

Legal status of
supply (2) - FR

Product
Classification
Legal basis

ATC vet code(s)

ATC vet code(s)
flag
Veterinary
medicinal
product name
(1)

Veterinary
medicinal
product name
Name Part

Country/Lang
uage

Country
Language

‘eterinary

edicinal
piduct ngthe
(2)=
Veterinary
medicinal
product name
Name Part

Country/Lang
uage

Country

Language

European/
National

European

National

National

European

European

European
European

European

European

Eugdfcan &
N&Yional
Enrops

European

Eurg¥ean

European

European

European &
National
European

European

European

Value

Film-coated
Tablet

Veterinary

Medicinal product

subject to
prescription
Veterinary

Medicinal product

subject to
prescription

Full application -
New active
substance
(Art.12(3) Dir
2001/82/EC)

QP52AA51

Drontaiga30/2¢
mg Film¥bated
Tablet fQiiCats

EU

English

Drontal 230/20
mg Filmtablette
flir Katzen

Germany

German

Value Code

100000073665

200000017698

200000017698

100000118§39

1020001227CH

100000000390

100000072147

100000000403

100000072178
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Vet EU

IG Ref.

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

1.10

1.10.1

1.10.2

1.10.3

1.11

1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

UPD data
element name

Veterinary
medicinal
product name
(3)-FR
Veterinary
medicinal
product name

Name Part

Country/Lang
uage

Country

Language

Pharmacovigil
ance Contact

(QPPV)
QPPV Name

QPPV Role

QPPV Location

Attached
Dg@int (175

cU

Attached

hcument)
iGULifier
(Attae
document)
status
(Attached
document) type
(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language

European/

National

European

European

European &

National
European

European

European

European

European

European

EfYopean

Eurgpean

European

European

European

European

European

European

Value

Drontal 230/20
mg, comprimé
pelliculé pour
chats

France

French

Sandra Smith

Qualifieg¥Person
in the EEBSN for
Pharmagivigilanc

Current

SPC

EU

pdf

English

Value Code

Drontal 230/20
mg, comprimé
pelliculé pour
chats

1000000007 »5

1000 072175

This is not a real

value as the

content of the field

is confidential in

the UPD access

policy
100000155057

LOC-100019643 This is not a real

value as the
content of the field
is confidential in
the UPD access

policy

1234501 System generated

“current”

100000155532

100000000390
“application/pdf

100000072147
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Vet EU
IG Ref.
1.11.7

1.11.8

1.11.9

1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.11.1

1.11.2

1.11.3

1.11.4

UPD data

element name

(Attached
document)
content
(Attached
document) title
(Attached
document)
related
veterinary
medicinal
products
Attached
Document (2)
- DE
(Attached
document)
identifier
(Attached
document)
status
(Attached
document) type
(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document)@itle
(Attached
document)
rela
ylerinary
edicinal
roducts
£ _"ached
Do. ~= (3)
-FR
(Attached
document)
identifier
(Attached
document)
status
(Attached
document) type
(Attached
document)
Country

European/ | Value Value Code
National
European Physica

document
European eu-spc-DE-V-

0101-001-en.pdf
European 601232356524

603235612987

National
National 4567
National Current Lirrern
National SPC 145000155532
National Germany 100004500403
National pdf application/pdf
National German 100000072178
Ng¥ional FRSEgd

document
National de-DE-V-0101-

001-de.pdf
Natimal 604332366524
National
National 8910 8910
National Current “current”
National SPC 100000155532
National France 100000000395

Using system
generated IDs for
RMS & CMS
product

Document not
seen by CMS in
PPieir product
System generated

System generated
for RMS product

System generated
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Vet EU

IG Ref.

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.12

1.12.1

1.12.2

1.12.3

1.13

1.13.1

1.13.2

2.1

2.2

2.3
2.4

2.5

2.7

UPD data
element name

(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title
(Attached
document)
related
veterinary
medicinal
products
Product cross-
reference

Product cross-
reference type

Reference
product
Identifier
Source product
identifier
Manufacturing
Business
Operation
Manufacturer

Manufacturing
activity

Autorisatiom/xn
egistrationji™i
tizgns
idrormativh
1) - DE
ithorisatiofre
gy mation/efitl
eme il <
Authorisation/re
gistration/entitl
ement number
Country

Responsible
authority
(organisation)
Authorisation
status

Marketing
authorisation
date

European/

National

National

National

National

National

National

European &
National

European &
National

European &
National

National

European

Eug#Ppean

EGW S Ean

Eurghean &
Nat/Vnal

European

National

National

National

National

National

Value

pdf

French

Physical
document

fr-spc-DE-V-
0101-fr.pdf

Manufacturer
responsible for
batch certification

Marketing
authorisation

DE-23456

Germany

Valid

22/02/2013

Value Code
“application/pdf
100000072175

Physical
document

603235612987

LOC-100020435

100000160407

220000000061

100000000403
LOC-100000023

100000072099

Using system
generated ID for
S product
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Vet EU
IG Ref.

2.8

2.8

2.10

2.11

2.12

2.12

2.13

2.13.1

2.13.2

2.1

2.2

2.3
2.4

2.5

2.7

2.8

2.8

2.10

UPD data

element name

Product Owner
(organisation)
Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state
Concerned
member state
(1)

Concerned
member state
(2)

Marketing
authorisation
procedure
Procedure
number
Procedure type

Authorisation
/registration/
entitlement
information
(2) -FR
Authorisation/re
gistration/entitl
ement type
Authorisation/
gistration/e® dtl
ement n& ber
Country

Res _.. 2le
« ithority
Jrganisatio

ithorisatior
Su s

Marketing
authorisation
date

Product Owner
(organisation)
Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)

European/
National

National

National

National

European

European

European

European

European

European

European &
National

Eyfdpean

National

Nati’ hal
N7 .onal

National

National

National

National

National

Value

Vetoquinol

Germany

France

Spain

DE/V/0101/00%

Mutug
Recogitgion

relliting
authorisation

FR/V/0272772
1/1996

France
Anses

Valid

22/04/2013

Vetoquinol

Value Code

LOC-100051781

100000000403

10000000034=

100047000324

A0E50155061

220000000061

FR/V/0272772
1/1996

100000000395
LOC-100045741

100000072099

22/04/2013

LOC-100051781
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Vet EU
IG Ref.

2.11

2.12

2.12

2.13

2.13.1

2.13.2

3.1

3.2

3.3

3.4

3.4.3

3.5

4.1

4.3

4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

UPD data

element name

Reference
member state
Concerned
member state
(1)

Concerned
member state
(2)
Marketing
authorisation
procedure
Procedure
number
Procedure type

Pharmaceutic
al Product
Ingredient

Route of
administration
Target species

Withdrawal
period
Note

Administrabs
dose formg

)t (17
1gredient e

IV U Cur

ibstance

SUERncs

Strength
(quantitative
composition)
Strength
(presentation)
Strength
(presentation
single value)
Strength
(concentration)

European/
National

European

European

European

European

European

European

European

European

European

European

Eurgg@an

BYropean

European

EgfVopean
curopean
European

European

European

European

European

European

Value

Germany

France

Spain

DE/V/0101/001

Mutual
Recognition

Oral use

Cats

Pharmaceutical
dose form not
applicable

Active

Pyrantel
embonate

Mg/ Tablet

230/1

Value Code

100000000403

100000000322

100000000324

100000158351

00000073619

100000109056

200000018781

100000072072

100000089059

100000110655/

200000002152

The user will need
to provide the
ingredient based
on the ones
created in the
Ingredient section
4

For compatibility
purpose with the
FHIR API version
R5#2
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Vet EU

IG Ref.
4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

UPD data

element name

Strength
(concentration
single value)
Reference
Strength
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Ingredient (2)

Ingredient role
Substance

Substance

Strength
(quantitative
composition)
Strength
(presentation)
Strength
(presentatiog
single val?)
Strength
(concentrati®
S+ ,-IB\..
roncentragin
ingle valuey

\ =ference
SWhngth
Refe aiiie
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)

European/
National

European

European

European

European

European

European

European

European
European
European
European

European

EfYopean

EUEPEan

Eur@iean

EOpean

European

European

European

European

European

Value

Pyrantel

Mg/ Tablet

80

Activé

Prazigaantel

Mg/“Tablet

20/1

Value Code

100000080865

100000110655/
200000002152

1#°00072072

100000147274

100000110655/
200000002152

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
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Vet EU
IG Ref.

4.3.3.2.

5.1

Seilsdl

5.1

Seilsdl

5.1

5.1.1

5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7.2

5.7.3

5.7.2

5.7.3

UPD data

element name

Reference
strength
(concentration)
- denominator
Packaged
medicinal
product (1)
Package
description
(1.1) - EU
Language (1.1)
- EU

Package
description
(1.2) -DE
Language (1.2)
- DE

Package
description
(2.3) - FR
Language (2.3)
- FR

Pack Size
(structured
values)
Package
identifier

Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisatigh
number
(package legnla
Maagiasturet
im

nit of
resentation
Mowmufacturg
iteN el ly

Manufactured
dose form

Availability
status (1) - DE
Availability
status date (1)
- DE
Availability
status (2) - FR
Availability
status date (2)
- FR

European/
National

European

European

European

European

National

National

National

National

European

European

National

Natidval

National

Euglpean
curopean

European

European

National

National

National

National

Value

2 blisters of 8
tablets

English

2 blister mit 8
tabletten

German

2 plaquettes de 8
comprimés

French

16 <tablet>

Tablet

8 <Tablet>

Tablet

Not marketed

11/09/2021

Not marketed

11/10/2021

Value Code

100000072147

100049072178

7 plaque ses de
8 comprin =

14 5000072175

16
RAEH0000210

o=
CKID-45632

200000002109
8
<10000007366

4>
100000073664

100000072074

100000072074

11/10/2021

System generated
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Vet EU | UPD data

IG Ref. | element name

5 Packaged
medicinal
product (2)

5.1 Package
description
(2.1) - EU

5.1.1 Language (2.1)
- EU

5.1 Package
description
(2.2) -DE

5.1.1 Language (2.2)
- DE

5.1 Package
description
(2.3) - FR

5.1.1 Language (2.3)
- FR

5.2 Pack Size
(structured
values)

5.3 Package
identifier

5.4 Legal status of
supply

5.5 Marketing
authorisation
(package
level)

5.5.1 Marketing
authorisation
number
(package level)

5.6 Manufacturgg
item

5.6.1 Unit of
presentatior

5.6.2 Maa red
m quaigly

5.6.3 anufacture
ause form

5.7 Ava.. .y
status

5.7.1 Country

5.7.2 Availability
status (1) - DE

5.7.3 Availability
status date (1)
- DE

5.7.1 Country

5.7.2 Availability

status (2) - FR

European/

National

European

European

European

National

National

National

National

European

European

National

National

Nati, <l

European

cuUrgearn

EuwdPpean

European

National
National
National

National

National

National

Value

2 blisters of 20
tablets

English

2 blister mit 20
tabletten

German

2 plaquettes de
20 comprimés

French

40 <tablet>

Tablet

20 <Tablet>

Tablet

Germany
Not marketed

11/09/2021

France

Not marketed

Value Code

100000072147

100000072178

2 plaguettd de
20 coms ime.

107 JC 2072175

%0
<20000000299

Q

PCKID-45633

200000002109

20
<10000007366
4>
100000073664

100000000403

100000072074

100000000395

100000072074

System generated
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Vet EU | UPD data European/ | Value Value Code
IG Ref. | element name | National
5.7.3 Availability National 11/10/2021 11/10/2021
status date (2)
- FR
2. Boflox

SPC Section 1 (Name of the veterinary medicinal product): Boflox 100 mg/ml solution for

injection for cattle and pigs

SPC Section 2 (Quantitative and Qualitative composition): Each ml contains: Active substance:

Marbofloxacin 100 mg

Authorised packs: Amber glass type II vial, closed with bromobutyl rubber s »pes vith aluminium

tear off caps or aluminium/plastic flip-off caps.

SPC Section 6.5 Nature and composition of immediate packac’ .g. 'arton box
n box with 6 vials of 250
yn box with 12 vials of

ml; Carton box with 1 vial of 250 ml; Carton box with 6 vials of 120 ml; Cai
ml; Carton box with 10 vials of 100 ml; Carton box with 10 via . of 250 ml; Ca.
100 ml; Carton box with 12 vials of 250 ml

Reference Member State: Spain

Concerned Member States: Belgium, Bulgaria, CyL s, Czech Repculic, France, Germany, Greece,
id, Portugal, Romania, Slovak

Hungary, Ireland, Italy, Lithuania, Luxemboura Netheric ds, Po!
republic, United Kingdom

1 1 vial of 100

This example illustrates a complex withdrz al period.

The following table illustrates how .ie informc
RMS and in the national data sef oy CMS

Value code

a0 ckd ld be provided in the common data set by the

1 Veterinary Eur pean
P JiCn.
roduct
1.1 omain European Veterinary use 100000000013
1.2 Pre nectrec d European Current 200000005004
status
1.3 Product European 71a2ed95-5695-
Identifier 4bbc-81d5-
6f66bdbf403a
1.4 Permanent National 601272356524
identifier (1) -
DE
1.4 Permanent National 602323565246
identifier (2) -
FR
1.5 (Authorised) European Solution for 100000073863
pharmaceutical injection
form

The value will be
“Current” for all
legacy data
System
generated

System
generated for
RMS product
System
generated for
CMS

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
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Vet EU

IG Ref.

1.6

1.7

1.7.1

1.7.2

1.7.3

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

UPD data

element name

Legal status of
supply

Product
Classification
Legal basis

ATC vet code(s)

ATC vet code(s)
flag
Veterinary
medicinal
product name
(1)

Veterinary
medicinal
product name

Name Part
Country/Lang
uage

Country

Language

Veterina.
medicinal
proT . hnama
)
eterinary
edicinal
p duct nar .

Name Part
Country/Lang
uage

Country

Language

European/
National

National

European

European

European
European

European

European

European &
National
European

Euvs Jpean

Eu. Zan

Na. Ynai

National

European &
National
National

National

National

Value

Veterinary
Medicinal
product
subject to
prescription

Generic
(abridged
application) -
art 13(1)

QJO1MA93

Boflox 100
mg/mi
solution for
injection for
cattle « d pigs

English

BOFLOX 100
MG/ML
SOLUTION
INJECTABLE
POUR BOVINS
ET PORCINS

France

French

Value code

200000017698

100000116061

100000120579

100000000390

100000072147

100000000395

100000072175
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Vet EU | UPD data European/ | Value Value code
IG Ref. | element name | National

1.10 Pharmacovigil European

ance Contact
(QPPV)
1.10.1 QPPV Name European Mark Smith This is not a real
value as the
content of the
field is
confidential in
the UPD access
policy
1.10.2 QPPV Role European Qualified 100000155057
Person in the
EEA for
Pharmacovigil
ance
1.10.3 QPPV Location European LOC 1000+ 343 This is not a real
value as the
content of the
field is
confidential in
the UPD access
policy
1.11 Attached European
Document (1)
- EU

1.11.1 (Attached European 1023 System
document) Generated
identifier
1.11.2 (Attached Eus pean o “current”
document)
status

1.11.3 (Attached Eurcpean SPC 100000155532
document) £ e

1.11.4 (Attached . e EU 100000000390

document;
Countrv
1.11.5 (A -aliic E< opean pdf “application/pdf”
Jcument)
ontent type
1.11.6 \ ttached European English 100000072147
dc sment)
Languc_ <
1.11.7 (Attached European Physical
document) document
content
1.11.8 (Attached European eu-spc- ES-V-
document) title 0190-001-
en.pdf
1.11.9 (Attached European 601272356524 Using system
document) 602323565246 generated ID for
related RMS & CMS
veterinary products
medicinal
products

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
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Vet EU

IG Ref.

1.11

1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.12.1

1.12.2

1.12.3

1.13

1.13.1

1.13.2

1.13

UPD data

element name

Attached
Document (2)
- FR

(Attached
document)
identifier
(Attached
document)
status
(Attached
document) type

(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title

(Attached
document)
related
veterinary
medicinal
products
Product cross-
reference

Product cgfss-
reference e

Ref 2
goduct
lentifier
purce prodisit
iGomtifier
Ma..
Business
Operation (1)
Manufacturer

4ring

Manufacturing
activity

Manufacturing
Business
Operation (2)

European/ | Value Value code
National
National
National 1024
National Current 200000005004
National SPC 100000155532
National France 100000000395
National pdf “applicat® n/pdf”
National French 190000721 ©
National Physical
document
National fr-spc- v -V-
0190-00- *-.pdf
National 602323565246
Ebsoain &
National
S peg X
Natithal
Eullpean &
Ndtional
National
European
European INDUSTRIAL LOC-100019643
VETERINARIA-
Spain
European Manufacturer 100000160407
responsible for
batch
certification
European

System
Generated

Using system
generated ID for
CMS product

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
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Vet EU
IG Ref. | element name

UPD data

1.13.1 Manufacturer

1.13.2 Manufacturing
activity

1.13 Manufacturing
Business
Operation (3)

1.13.1 Manufacturer

1.13.2 Manufacturing
activity

2 Authorisation/
registration/e
ntitlement
information
(FR)

2.1 Authorisation/re
gistration/entitle
ment type

2.2 Authorisation/re
gistration/entitle
ment number

2.3 Country

2.4 Responsible
authority
(organisation)

2.5 Authorisatior
status

2.7 Marketing
aut! tion
¢ (e

2.8 roduct Owi r

yrganisatior

2.9 S ce
whS
distributor
(organisation)

2.10 Destination
wholesale
distributor
(organisation)

2.11 Reference
member state

2.12 Concerned
member state

(1)

European/ | Value
National

European KELA- Belgium

European Manufacturer
responsible for
batch
certification

European

European ANIMEDICA
HERSTELLUNG
S- Germany

European Manufacturer
responsible for
batch

certification

European &

National

European Markec a
authorisc. an

National FR/V/S R928.
8/2013

Nati« o Crance

N cional

National Valid

Nati hal 22/02/2013

National

National

National

European Spain

European Belgium

Value code

LOC-100019925

100000160407

LOC-100022291

100000167 207

22006 0000061

100000000395
LOC-100045741

100000072099

LOC-100019643

100000000529

100000000337
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Vet EU

IG Ref.

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.12

2.13

2.13.1

UPD data

element name

Concerned
member state
(2)
Concerned
member state
(3)
Concerned
member state
(4)
Concerned
member state
(5)
Concerned
member state
(6)
Concerned
member state
(7)
Concerned
member state
(8)
Concerned
member state
(10)
Concerned
member state
(11)
Concerned
member state
(12)
Concerned
member state
(13)
Concerned
member stats
(14)
Concernes
member sta.
(158
C .ncernec
1ember sta
V6)
C ~»cerned
me.. o ate
(17)
Concerned
member state
(18)
Concerned
member state
(19)

Marketing
authorisation
procedure
Procedure
number

European/ | Value

National
European Bulgaria
European Cyprus
European Czech
Republic
European France
European Germany
European Greece
European Ireland
European Italy
European Hunga.
European Lithual.
Eurs can ‘uxemkt urg
Ec an Netherlands
EUI Yean Poland
" uropean Portugal
European Romania
European Slovakia
European United
Kingdom
(Northern
Ireland)
European
European ES/V/0190/00
1

Value code

100000000349

100000000375

100000000376

100000000395

100000000403

100000~ v406

12.00000004. °

17.,000000430

100060000421

100000000450

100000000451

100000000478

100000000500

100000000501

100000000505

100000000523

240000000000
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Vet EU
IG Ref.

2.13.2

3.1

3.2

3.3

3.4

3.4.3

3.2

3.3

3.4

3.4.3

UPD data

element name

Procedure type

Pharmaceutica

I Product
Ingredient

Route of
administration
(1)

Target species

(1)

Withdrawal
period (1)
Note

oute of
dministratic
\ A\

Tai_ t.sna .es

(2)

Withdrawal
period (2)

Note

European/

National

European

European

European

European

European

European

European

curopean

European

European

European

Value

Decentralised
procedure

Intramuscular
use

Cattle

Indication
Respiratory
Mastit's
Dosage
ma/kg fo.
Jadyo

(IV/IM, ) 8
mg/kg o a
single

accasior (IM)
2. _, . for3
days
(IV/IM/SC)
Meat and offal
6 days 3 days
6 days

Milk 36 hours
72 hours 36
hours
Subcutaneous
use

a

Cattle

Indication
Respiratory
Mastitis
Dosage 2
mg/kg for 3
days
(IV/IM/SC) 8
mg/kg on a
single

Value code

100000155060

10000007360«

10007 51" 893

100000073633

100000108893

The user will
need to provide
the ingredient
based on the
ones created in
the Ingredient
s7 stion 4
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Vet EU | UPD data
IG Ref. | element name
3.2 Route of
administration
(3)
3.3 Target species
(3)
3.4 Withdrawal
period (3)
3.4.3 Note
3.2 Route of
administrac n
(4)
3.3 T7 get s, cies
+)
3.4 Vithdrawa
y riod (4)
3.4.3 NcC
3.5 Administrable
dose form
4 Ingredient
4.1 Ingredient role
4.3 Substance
4.3.1 Substance
4.3.2 Strength

(quantitative
composition)

European/

National

European

European
European

European

.- Deéa

E< opean
European
European

European

European
European
European
European
European

Value

occasion (IM)
2mg/kg for 3
days
(IV/IM/SC)
Meat and offal
6 days 3 days
6 days

Milk 36 hours
72 hours 36
hours
Intravenous
use

Cattle

Indication
Respiratory
Mastitis
Dosage 2
mg/kg for 3
days
(IV/IM/SC) 8
mg/kg n a
single
on (1

2mg/n_for 5
days
(IV/IM/S )
Meat an/ offal

120 days
6 days
Milk 36 hours
72 hours 36
hours
Intramuscular
use

Pig

Meat and
offal: 4 days
Pharmaceutica
| dose form
not applicable

Active

Marbofloxacin

Value code

100000073611

1000001088¢

100000073600

100000109151

200000018781

100000072072

100000081743

For compatibility

purpose with the

FHIR API version
R5#2
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Vet EU | UPD data

IG Ref. | element name

4.3.2.1 Strength
(presentation)

4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2 Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

4.3.3 Reference
Strength

4.3.3.1 Reference
(Active)
Substance

4.3.3.1. Reference

1 strength
(presentation)

4.3.3.1. Reference

2 strength
(Presentation
single value)

4.3.3.2 Reference
strength
(concentration)

4.3.3.2. Reference

1 strength
(concentration)
- denominator

5 Packaged
medicinal
product (1)

5.1 Package
description
(1.1) - EU

5.1.1 Language / ..1)
- EU

5.1 Package
des  'on
(«.2)-FR

5.1.1 anguage (i ?2)

FR

5.2 F. k Size
(stre
values)

5.3 Package
identifier

5.4 Legal status of
supply

5.5 Marketing
authorisation
(package
level)

5.5.1 Marketing
authorisation
number

(package level)

European/

National

European

European

European

European

European

European

European

European

European

European

European

E rope~

F: -rope;lﬂ

Nati 1al

National

European

European

National

National

National

Value

mg /ml

100/1

Carton box
with 1 vial of
100 ml
English

Boite de 1
flacon de 100
ml

French

1 <vial>

Value code

100000110655/
100000110662

100000072147

100000072175

1
<200000002158>

System generated

System
generated
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Vet EU | UPD data

IG Ref. | element name

5.6 Manufactured
item (1)

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

5.7 Availability
status

5.7.1 Country

5.7.2 Availability
status - FR

5.7.3 Availability
status date - FR

5 Packaged
medicinal
product (2)

5.1 Package
description
(2.1) - EU

5.1.1 Language (2.1)
- EU

5.1 Package
description
(2.2)-FR

5.1.1 Language (2.2)
- FR

5.2 Pack Size
(structured
values)

5.3 Package
identifier

5.4 Legal staig¥ of
supply

HE5 Ma M
aSithorisaon

package
wel)

5.5.1 Musketing
autil e on
number
(package level)

5.6 Manufactured
item (2)

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

European/

National

European
European

European

European

National
National
National
National

European

European

European

National

National

Eur’ ean

Eu. _can

e

honad

Nafional

National

European
European

European

European

Value

Vial

100 <ml>

Solution for
injection
France

Not marketed

30/06/2021

Carton box
with 1 vial of
250 ml
Englic

Roite de
flaco. e 25
ml

French

S<Vi='

Vial

250 ml

Solution for
injection

Value code

200000002158

100
<100000110662>

100000073863

100000000395

10000007207

10C 90 472147

100000072175

1
<200000002158>

PCKID-30002

200000002158

250
<100000110662>

100000073863

System
generated
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Vet EU
IG Ref.

5.7

5.7.1

5.7.2

5.7.3

5.1

5.1.1

5.1

5.1.1

5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

UPD data

element name

Availability
status
Country

Availability
status - FR
Availability
status date - FR
Packaged
medicinal
product (3)
Package
description
(3.1) - EU
Language (3.1)
- EU

Package
description
(3.2)-FR
Language (3.2)
- FR

Pack Size
(structured
values)
Package
identifier

Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisation
number
(package@ivel)
Manufactu.
iter ")
ot of
resentatioi
anufacture
it m quantit

Manurtaccured
dose form

Availability
status
Country

Availability
status - FR
Availability
status date - FR
Packaged
medicinal
product (4)

European/
National

National
National
National
National

European

European

European

National

National

European

European

National

National

Eurc >ean
T .ropean

European

European

National
National
National
National

European

Value

France
Not marketed

30/06/2021

Carton box
with 6 vials of
100 ml
English

Boite de 6
flacons de 100
ml

French

6 <vial>

Vial

100 ml

Solution for
injection

France
Not marketed

30/06/2021

Value code

100000000395

100000072074

100000077 47

100000072175

g
200000 42158>

PCKIL-30003

200000002158

100
<100000110662>

100000073863

100000000395

100000072074
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Vet EU
IG Ref.

5.1

5.1.1

5.1

5.1.1

5.2

5.3

5.4

5.5

5eSsl

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

5.1

5.1.1

5.1

5.1.1

UPD data

element name

Package
description
(4.1) - EU
Language (4.1)
- EU

Package
description
(4.2)-FR
Language (4.2)
- FR

Pack Size
(structured
values)
Package
identifier

Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisation
number
(package level)
Manufactured
item (4)

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Availabi! v
status
Courtnr

vailability

“atus - FR
+_Ailability
sta =.dat< - FR
Packagyed
medicinal
product (5)
Package
description
(5.1) - EU
Language (5.1)
- EU
Package
description
(5.2)-FR
Language (5.2)
- FR

European/
National

European

European

National

National

European

European

National

National

National

European
European

Eura Can

v DNa.
Nat Jnal
~ational
National

European

European

European

National

National

Value

Carton box
with 6 vials of
250 ml
English

Boite de 6
flacons de 250

ml
French

6 <vial>

Vial

250 <p >~

Solution for
injection

France
Not marketed

30/06/2021

Carton box
with 10 vials
of 100 ml
English

Boite de 10
flacons de 100
ml

French

Value code

100000072147

100000072175

6

<200000002158>

PCKID-30004

200000002158

250

<100000110662>

100000073863

100000000395

100000072074

100000072147

100000072175
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Vet EU
IG Ref.

5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

5.1

5.1.1

5.1

5.1.1

5.2

5.3

5.4

5.5

UPD data

element name

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisation
number
(package level)
Manufactured
item (5)

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Availability
status
Country

Availability
status - FR
Availability
status date - FR
Packaged
medicinal
product< )
Package
descrintion
(£ 1) -EC
anguage (. 1)
EU
b ckage
de. iintion
(6.2)-rn
Language (6.2)
- FR
Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authorisation

European/
National

European

European

National

National

National

European
European

European

European

National
National
Natia®
N tional

European

Eurc ean

curopean

National

National

European

European

National

National

Value

10 <vial>

Vial

100 <ml>

Solution for
injecti »

France
Not mar 2ated

30/06/2021

Carton box
with 10 vials
of 250 ml
English

Boite de 10
flacons de 250
ml

French

10 <vial>

Value code

10
<200000002158>

PCKID-30005

2920000021 2

100
<7 .,0000110662>

1c 900 73863

100000000395

100000072074

100000072147

100000072175

10
<200000002158>

PCKID-30006

System
generated

System
generated
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Vet EU
IG Ref.

5eSsl

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

5.1

5.1.1

5.1

5.1.1

5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

UPD data

element name

(package
level)

Marketing
authorisation
number
(package level)
Manufactured
item (6)

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Availability
status
Country

Availability
status - FR
Availability
status date - FR
Packaged
medicinal
product (7)
Package
description
(7.1) - EU
Language (7.1)
- EU
Package
description
(7.2)-FR
Language
- FR
Pack Size
(s cuctur
alues)
ackage
i ntifier
LegiastatdVof
supply

7.2)

Marketing
authorisation
(package
level)
Marketing
authorisation
number
(package level)
Manufactured
item (7)

Unit of
presentation

European/
National

National

European
European

European

European

National
National
National
National

European

European

Ev’ Jpean

N ‘tior

Sve YNai

Eur pean

European

National

National

National

European

European

Value

Vial

250 <ml>

Solution for
injection

France
Not marketea

30/06/2021

Carton L X
with 12 vy als
of 100 n

Boite de 12
flacons de 100
ml

French

12 <vial>

Vial

Value code

200000002158

250
<100000110667

100000073862

J000000039:

107 ;00072074

100000072147

100000072175

12

<200000002158>

PCKID-30007 System
generated

200000002158

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
EMA/772579/2022

Page 34/90



Vet EU | UPD data

IG Ref. | element name

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

5.7 Availability
status

5.7.1 Country

5.7.2 Availability
status - FR

5.7.3 Availability
status date - FR

5 Packaged
medicinal
product (8)

5.1 Package
description
(8.1) - EU

5.1.1 Language (8.1)
- EU

5.1 Package
description
(8.2) -FR

5.1.1 Language (8.2)
- FR

5.2 Pack Size
(structured
values)

5.3 Package
identifier

5.4 Legal status of
supply

5.5 Marketing
authoris¢ion
(package
leveld

5.5.1 MEPKetlg

uthorisati@
Lumber

Wiickage leyl)

5.6 M. fact ed
item v,

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

5.7 Availability
status

5.7.1 Country

European/

National

European

European

National
National
National
National

European

European

European

National

National

European

Eure® _an

Ntional

National

MECional

European
European

European

European

National

National

Value

100 <ml>

Solution for
injection

France
Not marketed

30/06/2021

Carton box
with 12 vials
of 250 ml
English

Boite de 12
flacons de 250
ml

French

12 <vi. >

Vial

250 <ml>

Solution for
injection

France

Value code

100
<100000110662>

100000073863

100000000395

100000072074

1002 0072147

102000072175

12
<200000002158>

PCKID-30008

200000002158

250
<100000110662>

100000073863

100000000395
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Vet EU | UPD data European/ | Value Value code
IG Ref. | element name | National

5.7.2 Availability National Not marketed 100000072074
status - FR
5.7.3 Availability National 30/06/2021

status date - FR

3. Hipracox

SPC Section 1 (Name of the veterinary medicinal product): Hipracox Broilers Oral suspension for
chicken

SPC Section 2 (Quantitative and Qualitative composition): Each 0.007 p¢ dose # vaccine
contains the following numbers of sporulated oocysts derived from five presocic s+ (enuated lines of
coccidia:

Eimeria acervulina, strain 003................... 300 - 390 *

Eimeria maxima, strain 013....................... 200 - 260 *
Eimeria mitis, strain 006.............cccoeevviiiinnnns 300 - 390 *
Eimeria praecox, strain 007....................... 300 - 390 *
Eimeria tenella, strain 004.......................... 250 - 3. *

SPC Section 6.5 Nature and compositio?’ or im. »diat. » _.kaging: HIPRACOX BROILERS and
UNIFLOCK are packed independently. Both are packea. :ith the same sales presentation:

Cardboard box with 1 vial 10 ml withe'.000. ‘ases.
Cardboard box with 1 vial 50 mlf /ith 5,002, doses.
Cardboard box with 10 vials 10 nv... 1,000 ¢ ses.

Cardboard box with 10 ials £ )=l of 5,27 doses.

This example illustrates . mmung )Hgical.

The following® .able ilic. srates » v the information should be provided in the common data set by the
RMS and in| 1e national| ata set by CMS. !

European Value code
element name /
National
1 Veterinary European
medicinal
product
1.1 Domain European Veterinary 100000000013

use

! Please note that additional packs are authorised for Hipracox, however this example illustrates how to provide the
data for the listed packs only. In the real submission the remaining packs should be submitted in line with the
practices shown and as described in Chapter 2 of the Vet EU IG.
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1.2

1.3

1.4

1.4

1.5

1.6

1.7

1.7.1

1.7.2

1.7.3

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

UPD data
element name

Product record
status

Product Identifier

Permanent
identifier (1) -
(Spain)
Permanent
identifier (2) -
France
(Authorised)
pharmaceutical
form

Legal status of
supply

Product
Classification
Legal basis

ATC vet code(s)

ATC vet codgl™
flag
Veterina:
medicinal
pr- name
rJ

eterinary

edicinal pr¢ luct

n. e

Name Part

Country/Langu
age

Country

Language

European

/

National

European

European

National

National

European

National

European

European

‘urops
European

Eu. opean

European

European
& National
European

European

European

Current

Oral
suspension

Veterinary
Medicinal
product
subject to
prescription

Full
annlicatio.
nNew . tive
substar. 2
(Article 1 (3)
of Direct’ e
‘0
Z2ue -, 62/EC)
QIO1ANO1

Hipracox
Broilers Oral
suspension
for chicken

EU

English

Value code

200000005004

73a2ed95-5695-
4bbc-81d5-
6f66bdbf403a
601232356424

601232356534

10000007336~

200007 UL 998

10006J116058

100000119506

100000000390

100000072147

The value will
be “Current” for
all legacy data
System
generated

System
generated for
RMS

System
generated for
cs
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1.10

1.10.1

1.10.2

1.10.3

1.11

1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

UPD data
element name

Pharmacovigila
nce Contact
(QPPV)

QPPV Name

QPPV Role

QPPV Location

Attached
Document (1) -
EU

(Attached
document)
identifier
(Attached
document) status

(Attached
document) type
(Attached
document)
Country
(Attached
document)

Ce Ciiu ne
sttached
ocument)

nguage

(A nched

docur.._..)

content

(Attached

document) title

(Attached
document)
related veterinary
medicinal
products
Attached
Document (2) -
FR

European

/

National

European

European

European

European

European

European

Euronean

.uropear

Euupean

Eu Hpean

European

European

European

European

National

Value code

Jane Do
Qualified 100000155057
Person in the
EEA for
Pharmacovigil
ance
LOC-14 J¢ 4177
izre _7890
current “current”
SPC 100000155532
EU 100000000390
Pdf “application/pdf”
English 100000072147
Physical
document
eu-spc- ES-V-
0327-001-
en.pdf
601232356424
601232356534

This is not a
real value as
the content of
the field is
confidential in
the UPD access

policy

.

.is not a
real value as
the content of
the field is
confidential in
the UPD access

policy

System
generated

Using system
generated IDs
for RMS & CMS
products
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1.11.1

1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.12.1

1.12.2

1.12.3

1.13.1

1.13.2

2.1

UPD data
element name

(Attached
document)
identifier
(Attached
document) status

(Attached
document) type
(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title

(Attached
document)
related veterinary
medicinal
products

Product cross-
reference

Product cross-
reference type

Referencgérodug
Identifier

Sqo4 soduce
i entifier
lanufactu. g
usiness

C_ -ration
Maric ~er

Manufacturing
activity

Authorisation/r
egistration/enti
tlement
information - FR
Authorisation/regi
stration/entitleme
nt type

European

/

National

National

National

National

National

National

National

National

National

National

Eus@hean
2

lationad
1~ ‘dn
& National

{e]s)
& Thational

M Cional

European

European

European

European
&
National

European

current

SPC

France

Pdf

French

Physical
document

fr-spc- ES-V-
0327-001-
fr.pdi

Manufacturer
responsible
for batch
certification

Marketing
Authorisation

Value code

127333 System
generated

“current”

100000155532

100000000395

“application/pdf”.

10000007 175

601232356534 Using system
generatedID for
CMS

LOC-100010373

100000160407

220000000061
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2.2

2.3
2.4

2.5

2.7

2.8

2.8

2.11

2.12

2.12

2.12

2.13

2.13.1

2.13.2

3.1

3.2

3.3

3.4

UPD data
element name

Authorisation/regi
stration/entitleme
nt number
Country

Responsible
authority
(organisation)
Authorisation
status

Marketing
authorisation date
Product Owner
(organisation)

Source wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state
Concerned
member state (1)
Concerned
member state (2)
Concerned
member state (3)
Marketing
authorisation
procedure
Procedure
number
Procedure « e

" aarmace ‘tical
roduct

. 'gredient

Route of
administration
Target species

Withdrawal
period

European

/

National

National

National
National

National

National

National

National

National

European
European
European
Eura® =2an

.urope-

European

Eu )pean

European

European

European

European

European

FR/V/251009
6 9/2008

France
Anses

Valid

03/01/2008

LABORATORI
OS HIPRA

Spairi
Dty |m
Denmat

France

ES/V/0327/00
1

Mutual
Recognition

Coarse spray

Broiler

Value code

100000000395
LOC-100045741

100000072099

LOC-10001417.

100c¢ © 00324

17,000000318

100000000331

100000000322

100000155061
The user will
need to provide
the ingredient
based on the
ones created in
the Ingredient
section 4

100000170847

100000108934
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UPD data European Value code
element name /

National

3.4.3 Note European Meat and
offal, 0 Days
3.5 Administrable European Pharmaceutic 200000018781 For
dose form al dose form compatibility
not applicable purpose with

the FHIR API
version R5#2

4 Ingredient (1) European
4.1 Ingredient role European Active 100000072072
4.3 Substance European
4.3.1 Substance European Eimeria 300000008520
acervulina,
strain 003,
Live
4.3.2 Strength European
(quantitative
composition)
4.3.2.1 Strength European
(presentation)
4.3.2.1. Strength European
1 (presentation
single value)
4.3.2.2  Strength European Jocy. ‘s)/ n. .J0000025199/
(concentration) 100000110662
4.3.2.2. Strength European 390/0.0C
1 (concentration
single value)
4.3.3 Reference lJuropeas
Strength
4.3.3.1 Reference E&¥gpean
(Active)
Substancg
4.3.3.1. Reference EUfbpean
1 strength
(RIPSSSiion)
4.3.3.1. jeference European
2 trength
\resentatio]
sighle valug
4.3.3.2 Refer@iiie European
strength
(concentration)
4.3.3.2. Reference European
1 strength
(concentration) -
denominator
4 Ingredient (2) European
4.1 Ingredient role European Active 100000072072
4.3 Substance European

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
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UPD data
element name

European

/

National

Value code

4.3.1 Substance

4.3.2 Strength
(quantitative
composition)

4.3.2.1 Strength
(presentation)

4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2  Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

4.3.3 Reference
Strength

4.3.3.1 Reference
(Active)
Substance

4.3.3.1. Reference

1 strength
(presentation)

4.3.3.1. Reference

2 strength
(Presentation
single value)

4.3.3.2 Reference
strength
(concentration)

4.3.3.2. Reference

1 strength
(concentrg#¥on) -
denomina®

4 Ingredient |

4.1 I~ jredie. ~ole

4.3 ubstance

4.3.1 . :bstance

4.3.2 Strength
(quantitative
composition)

4.3.2.1 Strength
(presentation)

4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2  Strength
(concentration)

4.3.2.2. Strength

1 (concentration

single value)

European

European

European

European

European

European

European

European

European

European

E#P0Opean

EPDean

Ev opean
.aropean
European
European

European

European

European

European

European

Eimeria 300000008559
maxima,

strain 013,

Live

Oocyst(s)/ ml 20000002519,

100000112 52

260/0.007

Active 100000072072

Eimeria mitis, 300000008486

strain 006,

Live

Oocyst(s)/ ml 200000025199/
100000110662

390/0.007
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UPD data European Value code

element name /
National
4.3.3 Reference European
Strength
4.3.3.1 Reference European
(Active)
Substance
4.3.3.1. Reference European
1 strength
(presentation)
4.3.3.1. Reference European
2 strength

(Presentation
single value)

4.3.3.2 Reference European
strength
(concentration)
4.3.3.2. Reference European
1 strength

(concentration) -
denominator

4 Ingredient (4) European
4.1 Ingredient role European Active . J000072 72
4.3 Substance European
4.3.1 Substance European Eimeria 300900008554
00X,
strai. Q27

4.3.2 Strength Europear

(quantitative

composition)
4.3.2.1 Strength EE¥Opean

(presentation)
4.3.2.1. Strength Nlge’™ gl
1 (presentation

single valueg
4.3.2.2  Strength .~ Topu Oocyst(s)/ ml 200000025199/

(concentra. »n) 100000110662
4.3.2.2. Strenath E opean 390/0.007
1 (¢ .icenc tion

ngle valu:
4.3.3 eference European
rength

4.3.3.1 R&Smence European

(ActiViy

Substance
4.3.3.1. Reference European
1 strength

(presentation)
4.3.3.1. Reference European
2 strength

(Presentation
single value)

4.3.3.2 Reference European
strength
(concentration)
4.3.3.2. Reference European
1 strength
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UPD data
element name

European

/

National

Value code

(concentration) -
denominator

4 Ingredient (5)
4.1 Ingredient role
4.3 Substance

4.3.1 Substance

4.3.2 Strength

(quantitative
composition)

4.3.2.1 Strength
(presentation)

4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2  Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

4.3.3 Reference
Strength

4.3.3.1 Reference
(Active)
Substance

4.3.3.1. Reference

1 strength
(presentation)

4.3.3.1. Reference

2 strength
(Presentatig
single val?)

4.3.3.2 Reference
strength
(g rCeriagtion)

4.3.3.2. cference

1 .rength
L mncentratighl) -
degmminatag

5 Packa_—u
medicinal
product (1)

5.1 Package
description

European
European
European
European

European

European

European

European

European

European

European

Eua®ean

Nlge™ an

Eutdpean

European

European
&
National
European

Active 100000072072
Eimeria 300000008493
tenella, strain

004

20000025199/
1007 50110662

Oocyst(s)/ ml

325/0.007

Cardboard
box with
1,000 doses
in a vial 10
ml, Type I
colourless
glass flasks
with Type I
polymeric
elastomer
closures and
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5.1.1
5.2

5.3

5.4

5.5

5eSsl

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

UPD data
element name

Language

Pack Size
(structured
values)

Package identifier

Legal status of
supply

Marketing
authorisation
(package level)
Marketing
authorisation
number (pag
level)
Manufac. -ed
item
Upi
r esentatic
lanufacture
2m quantit)

Manufactured
dose form

Availability
status
Country

Availability status
- FR

Availability status
date - FR
Packaged
medicinal
product (2)

European

/

National

European
European

European

National

Natignal

latiosz

E. opean
k- .ropean

European

European

National
National
National
National
European

&
National

aluminium
Flip-caps
containing a
suspension of
Eimeria
acervulina,
strain 003,
Eimeria
maxima,
strain 013,
Eimeria mitis,
strain 006,
Eimeria
praecox,
strain 007,
Eimeria
tenella, strain
004

English
1 <vial>

Vial

1000
<Dose>/ 10
<ml>

Oral
suspension

France
Not marketed

30/08/2021

Value code

10007 5072147

<. 200007 ;2158>

PCKID- 33001 System

generated

200000002158

100
<200000016427>/
10
<100000110662>
100000073362

100000000395

100000072074
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5.1

5.1.1
5.2

5.3

5.4

5.5

5eSsl

5.6

5.6.1

5.6.2

5.6.3

UPD data
element name

Package
description

Language

Pack Size
(structured
values)
Package idep” .

Legal stat@mof
supply

Mirketing
uthorisatiin
backage lgel)
Noketing
autUsailon
number (package
level)
Manufactured
item
Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

European

/

National

European

Eur® 2an

Jdropean

European

N&onal

National

National

European
European

European

European

Cardboard
box with a
5,000 doses
in a vial 50
ml, Type I
colourless
glass flasks
with Type I
polymeric
elastomer
closures and
aluminium
Flip-caps
containing a
suspension of
Eimeria
acervulinag,
strain 003,
Eimeria
maxima,
strain 013,
Eimeria mitis,
strain 006,
Eimer:.
praecox,
007,
Eimer:.
tenella, . rain
004
English

1 “oar>

Vial

5000
<Dose>/ 50
<ml>

Oral
suspension

Value code

100000072147

1

<200000002158>

PCKID- 33002 System
generated

200000002158

5000
<200000016427>/
50
<100000110662>
100000073362
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UPD data European Value code

element name /
National
5.7 Availability National
status
5.7.1 Country National France 100000000395
5.7.2 Availability status National Not marketed 100000072074
- FR
5.7.3 Availability status National 30/08/2021
date - FR
5 Packaged European
medicinal
product (3)
5.1 Package European Cardboard
description box with 10
vials of 10 ml
with 1,000
doses, Type I
colourless
glass flasks
with Type I
polymeric
elastomer
closures and
aluminium
Flip-ca,
containing 2
us,. asion -
Eimeric
acervulir,
strain 00 ,
Simeria
I d,
strain 013,
Eimeria mitis,
strain 006,
Eimeria
praecox,
strain 007,
Eimeria
tenella, strain
004
5.1.1 anguage European English 100000072147
5.2 F. Xk Size European 10 <vial> 10
(stre . <200000002158>
values)
5.3 Package identifier European PCKID- 33003 System
generated
5.4 Legal status of National
supply
5.5 Marketing National

authorisation
(package level)
5.5.1 Marketing National
authorisation
number (package
level)
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5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

5.1

5.1.1

5.2

UPD data
element name

Manufactured
item

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Availability
status
Country

Availability status
- FR

Availability status
date - FR
Packaged
medicinal
product (4)
Package
description

Language

Pack Size
(structured
values)

European

/

National

European
European

European

European

National
National
National
National

European

European

European

& National

European

Vial

1000
<Dose>/ 10
<ml>

Oral
suspension

France
Not marketed

30/08/2021

Cardboard
box w. 210
vials of = .ml
5.000
doses, ‘vpe i
colourle.
glass flas s
with Typ 1
L b
elastomer
closures and
aluminium
Flip-caps
containing a
suspension of
Eimeria
acervulina,
strain 003,
Eimeria
maxima,
strain 013,
Eimeria mitis,
strain 006,
Eimeria
praecox,
strain 007,
Eimeria
tenella, strain
004
English

10 <vial>

Value code

200000002158

1000
<200000016427>/
10
<100000110662>
100000073362

100000000295

100000¢ 2074

100000072147

10
<200000002158>
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UPD data European Value code

element name /
National
5.3 Package identifier ~European PCKID- 33004 System
generated
5.4 Legal status of National
supply
5.5 Marketing National

authorisation
(package level)
5.5.1 Marketing National
authorisation
number (package

level)
5.6 Manufactured European
item
5.6.1 Unit of s Vial 20000007 2158
presentation
5.6.2 Manufactured European 5000 500¢
item quantity <Dose>/ 50 < 000000164 7>/
<ml> 50
<107 ,00110662>
5.6.3 Manufactured European Oral 0000073262
dose form suspension
5.7 Availability National
status
5.7.1 Country National T e 12 ,000000395
5.7.2 Availability status National Not mai :ted = 100000072074
- FR
5.7.3 Availability status  Natiehal 30/08/2¢ 1
date - FR
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4. Multishield

SPC Section 1 (Name of the veterinary medicinal product): Multishield DC Intramammary
Suspension for Cows

SPC Section 2 (Quantitative and Qualitative composition):

Neomycin 70 000 IU (corresponding to Neomycin Sulphate 100 mg)

Penethamate 77.2 mg (corresponding to Penethamate Hydriodide 100 mg)

Benzylpenicillin 227.2 mg (corresponding to Procaine Benzylpenicillin 400 mg)

SPC Section 6.5 Nature and composition of immediate packaging: Syringes nacked in cartons of
24 syringes or buckets of 120 syringes.

Reference Member state: Ireland

Concerned Member States: Belgium, France, Germany.

This example illustrates a complex composition (ref strength/streng.n) ana

The following table illustrates how the information should be #¢ svidedsin the coi
RMS and in the national data set by CMS.

Vet EU
IG Ref.

1.1

1.2

1.3

1.4

1.4

1.5

1.6

1.7

1.7.1

UPD data

element name

Veterinary
medicinal
product
Domain

Product record
status

Product
Identifier

Permanent

idet .

" ‘rmanenc
lentifier
uthorised)

pr ~maceut _al

forn,

Legal status of

supply

Product
Classification
Legal basis

National

European

European

Eur® sean

Eui__can

Nati’ 1al

.ational

European

National

European

European

European/ | Value

Veterinar
use
rrent

Intramamm
ary
suspension
Veterinary
Medicinal
product
subject to
prescription

Generic
application
(Article
13(1) of
Directive No
2001/82/EC)

57

100000000013
200000005004
88a2ed95-
5695-4bbc-
81d5-
6f66bdbf403a
601232356554
609876356556

100000073893

200000017698

100000116061

averal active substances.

non data set by the

The value will be
“Current” for all legacy
data

System generated

System generated for
RMS
System generated for
CMS

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
EMA/772579/2022

Page 50/90




Vet EU | UPD data

IG Ref. | element name

1.7.2 ATC vet code(s)

1.7.3 ATC vet code(s)
flag

1.8 Veterinary
medicinal
product name
(1) -EU

1.8.1 Veterinary
medicinal
product name

1.8.2 Name Part

1.8.3 Country/Lang
uage

1.8.3.1 Country

1.8.3.2 Language

1.8 Veterinary
medicinal
product name
(2) -FR

1.8.1 Veterinary
medicinal
product name

1.8.2 Name Part

1.8.3 Country/Lc
uar

1.8.3.1 auntry

1.8.3.2 Lc auage

1.10 Pharmacovigil
ance Contact
(QPPV)

1.10.1 QPPV Name

1.10.2 QPPV Role

European/ | Value

National

European QJ51RC22

European

European

European Multishield
DC
Intramamm
ary
Suspension
for Cows

European

European

European EU

European English

National

National MULTISH. L
D DC
LISPENS O
N
TNTRAMAMM
\IRE POUR
VACHES

National

Nati nal

.ational France

National French

European

European Adam Smith

European Qualified
Person in
the EEA for
Pharmacovig
ilance

Value code

100000120837

107 500000390

1. ,0072147

100000000395

100000072175

100000155057

This is not a real value
as the content of the
field is confidential in
the UPD access policy
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Vet EU | UPD data European/ | Value Value code
IG Ref. | element name | National

1.10.3 QPPV Location European LOC- This is not a real value
100014156 as the content of the
field is confidential in
the UPD access policy
1.11 Attached European
Document (1)
- EU
1.11.1 (Attached European 10005 System generated
document)
identifier
1.11.2 (Attached European Current “current”
document)
status
1.11.3 (Attached European SPC 100000155532
document) type
1.11.4 (Attached European English 100000072¢ +7
document)
Country
1.11.5 (Attached European pdf “apr’ cation/pdi
document) ”
content type
1.11.6 (Attached European English + A° 0072147
document)
Language
1.11.7 (Attached European Physica:
document) document
content
1.11.8 (Attached European eu-spc-.
document) title V-0277-0 -

n.pdf
1.11.9 (Attached Ei opean 601232356554  Using system
document) 609876356556 generated IDs for RMS
related & CMS
veterinary
medicinal
products
1.11 Attached Nati nal
Do~ nt (2,
- R
1.11.1 Attached National 10006 System generated
ocument)
iv ntifier
1.11.2 (At her National current “current”
document)
status
1.11.3 (Attached National SPC 100000155532
document) type
1.11.4 (Attached National France 100000000395
document)
Country
1.11.5 (Attached National pdf “application/pdf
document) "’
content type
1.11.6 (Attached National French 100000072175
document)
Language
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Vet EU
IG Ref.
1.11.7

1.11.8

1.11.9

1.12

1.12.1

1.12.2

1.12.3

1.13

1.13.1

1.13.2

2.1

2.2

2.3

2.4

2.5

2.7

UPD data

element name

(Attached
document)
content
(Attached
document) title

(Attached
document)
related
veterinary
medicinal
products
Product cross-
reference

Product cross-
reference type

Reference
product
Identifier
Source product
identifier
Manufacturing
Business
Operation
Manufacturer

Manufacturing
activity

Authorisation
/registratic” ,
entitleme’ ¢
informat. = -
FR
Aust . fion/i
« stration, titl
ment type
ithorisatior re
g. ration/es .tl

eme. .oer
Country
Responsible
authority

(organisation)
Authorisation
status

Marketing
authorisation
date

European/

National

National

National

National

European
& National

European &
National

European &
National

National

European

European

European

Eu. _can
& National

Euv< Jpean

National

National

National

National

National

Value

Physical
document

fr-spc-1E-V-
0277-001-
fr.pdf

Manufact! e
saspor .ole

fo[ cucch

sertification

Marketing
authorisatio
n
FR/V/94732
58 8/2013

France

Valid

24/01/2013

Value code

601232356534

e

100014156
100000160407

220000000061

100000000395

LOC-
100045741

100000072099

System generated for
CMS
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Vet EU
IG Ref.
2.8

2.9

2.10

2.11

2.12

2.12

2.12

2.13

2.13.1

2.13.2

3.1
3.2

3.3

3.4

3.4.3

UPD data

element name

Product Owner
(organisation)

Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state
Concerned
member state
(1)
Concerned
member state
(2)
Concerned
member state
(3)
Marketing
authorisation
procedure
Procedure
number
Procedure type

Pharmaceutic
al Product
Ingredient

Route of
administratic
Target sps .es

\"\"Li wal
r sriod
ote

European/
National

National

National

National

European

European

European

European

European

European

European

Eurr _an

E rope~
Eui_, can

T ~pea

Ev  spean

European

Value

BIMEDA
ANIMAL
HEALTH.

Ireland

Belgium

France

Germany

IE/V/027/, >
Mutual
Recognitii

ntramamm
ary use
Cow

Meat and
Offal: 28
days.

Milk: 96
hours post
calving in
cows with a
dry period of
more than
50 days.

50 days plus
96 hours
after
treatment
from cows
with a dry
period of 50
days or less.

Value code

LOC-
100014156

100000000427

100000000337

10000007 - 25

17,000000403

20000155061

100000073599

100000108888
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Vet EU | UPD data
IG Ref. | element name
Administrable
3.5
dose form
4 Ingredient (1)
4.1 Ingredient role
4.3 Substance
4.3.1 Substance
4.3.2 Strength
(quantitative
composition)
4.3.2.1 Strength
(presentation)
4.3.2.1. Strength
1 (presentation
single value)
4.3.2.2 Strength
(concentration)
4.3.2.2. Strength
1 (concentration
single value)
4.3.3 Reference
Strength
4.3.3.1 Reference
(Active)
Substance
4.3.3.1. Reference
1 strength
(presentation)
4.3.3.1. Reference
2 strength
(Presentatic .
single vai )
4.3.3.2 Reference
streams
(@oncentigiion)
4.3.3.2. eference
1 irength
(Cancentratigh)
- A psaiadtor
4 Ingreaient (2)
4.1 Ingredient role
4.3 Substance
4.3.1 Substance
4.3.2 Strength
(quantitative
composition)
4.3.2.1 Strength

(presentation)

European/ | Value
National
Pharmaceuti
European el elees
P form not
applicable
European
European Active
European
European Neomycin
sulphate
European
European Mg/ Syringe
European 100/1
European
European
European
European Neomyc
Eure® _an 'T/ syrip’ 2
EL . '0 000
Eurgsean
curopean
European
European Active
European
European Penethamat
e Hydriodide
European
European Mg/ Syringe

Value code

200000018781

100000072072

100000090029

1000001107 .5/
20000007 50

,0000090456

100000110671/
200000002150

100000072072

100000079773

100000110655/
200000002150

For compatibility
purpose with the FHIR
API version R5#2
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Vet EU

IG Ref.
4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1

4.3

4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

UPD data
element name

Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentration
single value)
Reference
Strength
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Ingredient (3)

Ingredient role

Substance

Substancs

S? Cnye
Juantita. e
ompositio )
. rength
(p. sentatic 1)

Strength
(presentation
single value)
Strength
(concentration)

Strength
(concentration
single value)
Reference
Strength

European/ | Value
National

European 100/1

European

European

European

European Penethamat
e

European Mg/ Syringe

European 77,2

European

European

European

Eures an ‘ctive

E o .n

nea Procaine

Benzylpenicil
lin

E’ opean

European Mg/ Syringe

European 400/1

European

European

Value code

100000079753

100000110655/
20000000215

100000072072

100000090112

100000110655/
200000002150
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Vet EU

IG Ref.

4.3.3.1

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

5.1

5.1.1
5.2

5.3

5.4

5.5

5eSsl

5.6

UPD data

element name

Reference
(Active)
Substance
Reference
Strength

Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Packaged
medicinal
product (1)
Package
description

Language

Pas' a
(¢ _ructure
alues)

ackage
ic ntifier
Legslm
supply

s of

Marketing
authorisation
(package
level)
Marketing
authorisation
number
(package level)
Manufactured
item

European/ | Value Value code
National
Benzylpenicil 100000091070
lin
Benzylpenicil 100000091070
lin
Mg/ Syringe 100000110655/
200000002150
227,2
European
European nsity
Polyeth, =ne
intraman 1a
ry 24
vringe,
(GO g
4.5¢g
ntramamma
Y
suspension.
Eurg =an English 100000072147
Eus pean 24 24
<syringe> <20000000215
0>
European PCKID-41001 System generated
National
National
National
European
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Vet EU UPD data

IG Ref. | element name

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

5.7 Availability
status

5.7.1 Country

5.7.2 Availability
status - FR

5.7.3 Availability
status date - FR

5 Packaged
medicinal
product (2)

5.1 Package
description

5.1.1 Language

5.2 Pack Size
(structured
values)

5.3 Package
identifier

5.4 Legal stattimef
supply

5.5 Farketing

uthorisatith
sackage
1€0el)

5.5.1 Marr 5
authorisation
number
(package level)

5.6 Manufactured
item

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

European/ | Value Value code
National
European Syringe 200000002150
European 4.5 <g> 4.5
<10000011065
4>
European Intramamm 100000073893
ary
suspension
National
National France 100000000395
National Not 100000072074
marketed
National 22/09/2021
European
European Low density
Polyethylene
intramamma
ry 120
syringe
containi. @
4.5a
G, MNMa
ry
suspensic
Eure® _an “nglish 100000072147
E/ ‘opean 120 120
<syringe> <20000000215
0>
European PCKID-41002
Natighal
ational
National
European
European Syringe 200000002150
European 4.5 <g> 4.5
<10000011065
4>
European Intramamm 100000073893
ary
suspension

System generated
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Vet EU | UPD data European/ | Value Value code
IG Ref. | element name | National

5.7 Availability National
status
5.7.1 Country National France 100000000395
5.7.2 Availability National Not 100000072074
status - FR marketed
5.7.3 Availability National 22/09/2021

status date - FR

5. Poulvac Marek Diluent

This example illustrates a nationally authorised product with no active i¢ jredient.

SPC Section 1 (Name of the veterinary medicinal produ< ): Poxlvac Mare >Diluent
SPC Section 2 (Quantitative and Qualitative compositio. < Ot applicable (FR: Sans objet)

SPC Section 6.5 Nature and composition of immediate packec ir< . Bottles containing 200 m/
(volume 250 ml), 400 ml (volume 500 ml) or 500 m/*_ wlume 500 mi) of diluent; Bags containing 200
ml (volume 500 ml), 400 ml (volume 500 ml)«x+200 ni._“volup’ 1000 ml) of diluent

Country: Belgium

UPD data F arue Value code
element name ‘

1 Veterinary European
medicina’
product
1.1 Domain Eurc yean Veterinary 100000000013
use
1.2 ' oduct re rd .dropean Current 200000005004 The value will be
tatus “Current” for all
legacy data
1.3 F. duct European 76a2ed95- System generated
Ider. = 5695-4bbc-
81d5-
6f66bdbf403a
1.4 Permanent National 601232356574 System generated
identifier
1.5 (Authorised) European Solvent for 100000073881
pharmaceutical parenteral
form use
1.6 Legal status of National Veterinary 200000017698
supply Medicinal
product
subject to

prescription
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Vet EU

IG Ref.

1.7

1.7.1

1.7.2

1.7.3

1.8

1.8.1

1.8.2

1.8.3

1.8.3.1

1.8.3.2

1.8.2

1.8

1.8.1

1.8.3

1.8.3.1

1.8.3.2

1.8.2

1.10

1.10.1

UPD data

element name

Product
Classification
Legal basis

ATC vet code(s)

ATC vet code(s)
flag
Veterinary
medicinal
product name
(1) -FR
Veterinary
medicinal
product name
Name Part

Country/Lang
uage

Country
Language

Name Part

Veterinary
medicinal
product ni .ne
(2) -NL
Veterinary
mes !

r' oduct n. e

ountry/La g
L e

Counu,
Language

Name Part

Pharmacovigil
ance Contact
(QPPV)

QPPV Name

European/
National

European

European

European
European

National

National

National

National

National

National

Né&Xional

N al

Nati nal

National

National

National

National

European

European

Value

Full
application -

Known active

substance
(Article
12(3) of
Directive No
2001/82/EC)
QI01ADO3

Poulvac
Marek
Diluent

-

‘Tium

French

Poulvac
Marek
verdunnings
middel

Belgium

Dutch

John Doe

Value code

100000116059

100000119472

17000000337

100000072175

100000000337

100000072169

This is not a real

value as the content

of the field is
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Vet EU | UPD data European/ Value Value code
IG Ref. | element name | National

confidential in the
UPD access policy

1.10.2 QPPV Role European Qualified
Person in the
EEA for
Pharmacovigi
lance
(100000155
057)
1.10.3 QPPV Location European LOC- This is not a real
100001772 value as the content
of .ne field is
.onfidential in the
UPD.« _cess policy
1.11 Attached National
Document (1)
- FR
1.11.1 (Attached National 100€ Systei.1 generated
document)
identifier
1.11.2 (Attached National Current “curre .
document)
status
1.11.3 (Attached National SPC 10t 20" '5532
document) type
1.11.4 (Attached National Belgium 107 °00000337
document)
Country
1.11.5 (Attached National pdf “application/pd
document) "
content type
1.11.6 (Attached N¢ Zional L 100000072175
document)
Language
1.11.7 (Attached National Physical
document) document
content
1.11.8 (Attached Nati nal be-spc-NP-
doc t) titic BE- 1234-
fr.pdf
1.11.9 Attached National 601232356574 Using system
¢ sument) generated ID
relc.
veterinary
medicinal
products
1.11 Attached National
Document (2)
1.11.1 (Attached National 1007 System generated
document)
identifier
1.11.2 (Attached National Current “current”
document)
status
1.11.3 (Attached National SPC 100000155532

document) type
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Vet EU
IG Ref.

UPD data

element name

1.11.4 (Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9 (Attached
document)
related
veterinary
medicinal
products
Product cross-

reference

1.12

1.12.1 Product cross-

reference type

1.12.2 Reference
product
Identifier
Source product
identifier
Manufacturing
Business
Operation

Manufacty cr

1.12.3

1.13

1.13.1

1.13.2 " anufactur g

ctivity

2 Autnhc. _ation/
registration/e
ntitlement
information
Authorisation/re
gistration/entitle
ment type
Authorisation/re
gistration/entitle
ment number
Country

2.1

2.2

2.3

2.4 Responsible
authority

(organisation)

European/
National

National

National

National

National

National

National

European &
National

European &
National

European &
National

Na#onal

I tior .

‘JNa.

—uropean &
National

European &
National

European

National

National
National

Value

Belgium

pdf

Dutch

Physical
document

be-spc-NP-
BE- 1234-
nl.pdf

Zoetis
Manufacturin
g & Research
Spain S.L.
Manufacturer
responsible
for batch
certification

Marketing
authorisation

Belgium

Federal
Agency for
Medicines

Value code
100000000337
“application/pd
fll

100000072169

601237 . 574

LOC-
100012170

100000160407

220000000061

100000000337

LOC-
100000006

Usil. e stem
generuated ID
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Vet EU
IG Ref.

2.5

2.7

2.8

2.9

2.13

2.13.1

2.13.2

3.1

3.2

3.3

3.4

3.4.3

3.5

4.1
4.3

UPD data

element name

Authorisation
status

Marketing
authorisation
date

Product Owner
(organisation)
Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state
Concerned
member state
Marketing
authorisation
procedure
Procedure
number
Procedure type

Pharmaceutica
| Product
Ingredient

Routannf
2’ .ninist. ion

arget speci

Withu. awal
period
Note

Administrable
dose form

Ingredient (1)
Ingredient role

Substance

European/
National

National

National

National

National

National

European
European

European

European

European

Eurs _an

I irope~

Eur pean

European

European

European

European

European

European
European

Value

and Health
Products
Valid

14/12/2009

Zoetis
Belgium

NP-BE- - 34

Natior.
procedu »

Intramuscula
r use

Chickens

Zero day

Pharmaceuti
cal dose
form not
applicable

Active

Value code

100000072099

LOC-
100001772

100000155062

100000073600

100000108935

200000018781

100000072072

The user will need to
provide the
ingredient based on
the ones created in
the Ingredient
section 4

For compatibility
purpose with the
FHIR API version
R5#2
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Vet EU

IG Ref.

4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

UPD data

element name

Substance

Strength
(quantitative
composition)
Strength
(presentation)

Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentration
single value)
Reference
Strength
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominatg
Ingredier (2)

Ingredient le
Suk T nce
< Jbstance

. ‘rength
(v, antitat’ e
com,  _..on)
Strength
(presentation)

Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentration
single value)
Reference
Strength

European/

National

European

European

European

European

European

European

European

European

European

European

European

EfYopean

F--ropp,—v
Eur¢ rean
Ev Jpean

_uropean

European

European

European

European

European

European

Value

Water for
injection

Ml/ Bottle

200/1

Active

Water for
injection

MI/ Bottle

400/1

Value code

100000078023

100000110662

/
200000002111

100000072072

100000078023

100000110662

/
200000002111
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Vet EU

IG Ref.

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

UPD data

element name

Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Ingredient (3)

Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentation)

Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentrgfion
single valt{y
Reference
SRS
Beference
Active)
Ibstance
R&rence
streing
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Ingredient (4)

European/ Value
National

European

European

European

European

European

European
European Active
European

Water for
injection

European
European
European Ml/ © ttle

Europ~2an 500/1

E\rops

European

Eur pean

ruropean

European

European

European

European

European

Value code

12000007207

2000078723

J0000110662

/
200000002111
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Vet EU
IG Ref.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

UPD data

element name

Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentation)

Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentration
single value)
Reference
Strength
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentiiion)
- denomina¥
Inco ont (-

T gredient e
ubstance
S. stance

Strength
(quantitative
composition)
Strength
(presentation)

Strength
(presentation
single value)
Strength
(concentration)

European/

National

European
European
European

European

European

European

European

European

European

European

European

European

Ef/Opean

European

Ev' spean
_uropean
European
European

European

European

European

European

Value

Active

Water for
injection

Ml/ Bag

200/1

Active

Water for
injection

MIl/ Bag

400/1

Value code

100000072072

100000078023

100000110662

/
200000002166

100000072072

100000078023

100000110662

/
200000002166
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Vet EU

IG Ref.
4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

4.3.3.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.3.3

4.3.3.1

4.3.3.1.

4.3.3.1.

4.3.3.2

UPD data

element name

Strength
(concentration
single value)
Reference
Strength
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)
Reference
strength
(concentration)
- denominator
Ingredient (6)

Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentation)

Strength
(presentat .n
single valt
Strength
(e e& i tiony
£lrength
concentratith
ngle value)
Rlarence
Strewy
Reference
(Active)
Substance
Reference
strength
(presentation)
Reference
strength
(Presentation
single value)
Reference
strength
(concentration)

European/ Value
National

European

European

European

European

European

European

European

European
European Activ
European

European Wale for
injectic
European

E ropean Mi; bag

European 1000/1

Eurgbean

ruropean

European

European

European

European

European

Value code

100t © 72072

J0000078023

100000110662

/
200000002166
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Vet EU

IG Ref.
4.3.3.2.

5.1

5.1.1
5.1

5.1.1
5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

UPD data

element name

Reference
strength
(concentration)
- denominator
Packaged
medicinal
product (1)
Package
description (FR)

Language

Package
description (NL)

Language

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authoris~ .on
(package
level)

M= cu.
Jthorisati »
umber
ackage lev 1)

M. ~ufacty ad

item

Unit of

presentation

Manufactured

item quantity

Manufactured
dose form

Availability
status
Country

European/

National

European

National

National

National
National

National
European

Euror" an

itional

National

N< _ional

European
European

European

European

National

National

Value

Flacons en
verre
borosilicaté
de type II
contenant
200 ml
(volume 250
ml) de
diluant
French

Type II
borosilicaat
glazen
flessen
bevattende
200 ml
(volutae 250
ml) dii ant
Dutch

1 <bc le>

BE-
V1552151

Bottle

200 <ml>

Solvent for
parenteral
use

Belgium

Value code

1000002° 2175

104 500072169

<20000000211
1>
PCKID-91001

200000002111

200
<10000011066
2>
100000073881

100000000337

System generated
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Vet EU

IG Ref.

5.7.2

5.7.3

5.1

5.1.1
5.1

5.1.1
5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

UPD data

element name

Availability
status
Availability
status date
Packaged
medicinal
product (2)
Package
description (FR)

Language

Package
description (NL)

Language

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authoris: .on
(package
level)

M Keun
Jthorisatic
umber

. ackage lev 1)
M. ufactr ad
item

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Availability
status
Country

European/
National

National
National

National

National

National
National

National
European

Eures an

itional

National

N« Cional

European
European

European

European

National

National

Value

Not
marketed
20/10/2021

Flacons en
verre
borosilicaté
de type II
contenant
400 ml
(volume 500
ml) de
diluant
French

Type II
borosilicaat
glazen
flessen
bevattende
400 ml
(volutae 500
ml) diic nt
Dutch

1 <bc 'e>

BE-
V1552152

Bottle

400 <ml>

Solvent for
parenteral
use

Belgium

Value code

100000072074

100004 175

101500072169

~

<20000000211
1>
PCKID-91002

200000002111

400
<10000011066
2>
100000073881

100000000337

System generated
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Vet EU

IG Ref.

5.7.2

5.7.3

5.1

5.1.1
5.1

5.1.1
5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.72

5.7.3

UPD data

element name

Availability
status
Availability
status date
Packaged
medicinal
product (3)
Package
description (FR)

Language

Package
description (NL)

Language

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authoris: .on
(package
level)

M Keun
Jthorisatic
umber

. ackage lev 1)
M. ufactr ad
item

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Availability
status

Availability
status date

European/
National

National
National

National

National

National
National

National
European

Eures an

itional

National

N« Cional

European
European

European

European

National

National

Value

Not
marketed
20/10/2021

Flacons en
verre
borosilicaté
de type II
contenant
500 ml
(volume 500
ml) de
diluant
French

Type II
borosilicaat
glazen
flessen
bevattende
500 ml
(volutae 500
ml) diic nt
Dutch

1 <bc 'e>

BE-
V1552153

Bottle

500 <ml>

Solvent for
parenteral
use

Not
marketed
20/10/2021

Value code

100000072074

100004 175

101500072169

~

<20000000211
1>
PCKID-91003

200000002111

500
<10000011066
2>
100000073881

100000072074

System generated
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Vet EU
IG Ref.

5.1

5.1.1
5.1

5.1.1
5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

UPD data

element name

Packaged
medicinal
product (4)
Package
description (FR)

Language

Package
description (NL)

Language

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisat’ .n
number
(package lev.
M. .aio rea
‘ am

nit of
, _esentation
Mc wfactur d
item ooty

Manufactured
dose form

Availability
status
Country

Availability
status

Availability
status date

European/
National

National

National

National
National

National
European

European

National

N7 .onal

National

E: .opean
European

European

European

National
National
National

National

Value

Sachets en
chlorure de
polyvinyle
(PVC)
contenant
200 ml
(volume 500
ml) de
diluant
French

Polyvinyl
chloride
(PVC)
zakken
bevattende
200 ml
(volume 500
ml) diluent
Dutch

1 <bag>

BE-
V1552154

Bag

200 <ml>

Solvent for
parenteral
use

Belgium

Not
marketed
20/10/2021

Value code

100000072175

000072169

1

<20u 000216
6>

P2 (ID-91004

200000002166

200
<10000011066
2>
100000073881

100000000337

100000072074

System generated
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Vet EU
IG Ref.

5.1

5.1.1
5.1

5.1.1
5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

UPD data

element name

Packaged
medicinal
product (5)
Package
description (FR)

Language

Package
description (NL)

Language

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisat’ .n
number
(package lev.
M. .aio rea
‘ am

nit of
, _esentation
Mc wfactur d
item ooty

Manufactured
dose form

Availability
status
Country

Availability
status

Availability
status date

European/
National

National

National

National
National

National
European

European

National

N7 .onal

National

E: .opean
European

European

European

National
National
National

National

Value

Sachets en
chlorure de
polyvinyle
(PVC)
contenant
400 ml
(volume 500
ml) de
diluant
French

Polyvinyl
chloride
(PVC)
zakken
bevattende
400 ml
(volume 500
ml) diluent
Dutch

1 <bag>

BE-
V1552155

Bag

400 <ml>

Solvent for
parenteral
use

Belgium

Not
marketed
20/10/2021

Value code

100000072175

000072169

1

<20u 000216
6>

P~ \ID-91005

200000002166

400
<10000011066
2>
100000073881

100000000337

100000072074

System generated
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Vet EU
IG Ref.

5.1

5.1.1
5.1

5.1.1
5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

5.7

5.7.1

5.7.2

5.7.3

UPD data

element name

Packaged
medicinal
product (6)
Package
description (FR)

Language

Package
description (NL)

Language

Pack Size
(structured
values)
Package
identifier
Legal status of
supply

Marketing
authorisation
(package
level)
Marketing
authorisat.
number
(P ooy tevel,
" anufact. =d
‘em

2t of
pi entatic
Manui._.ured
item quantity

Manufactured
dose form

Availability
status
Country

Availability
status

Availability
status date

European/
National

National

National

National
National

National
European

European

National

P} itional

“ona’

-uropean
European

European

European

National
National
National

National

Value

Sachets en
chlorure de
polyvinyle
(PVC)
contenant
1000 ml
(volume
1000 ml) de
diluant
French
Polyvinyl
chloride
(PVC)
zakken
bevattende
1000 ml
(volume
1000 ml)
diluent
Dutch

1 <b. >

BE-
V1552156

Bag

1000 <ml>

Solvent for
parenteral
use

Belgium

Not
marketed
20/10/2021

Value code

100000072175

1¢ 00007 169

1
<202900000216
6a

CKID-91006

200000002166

1000
<10000011066
2>
100000073881

100000000337

100000072074

System generated
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6. Amoxicillin 150mg/ml maymo

SPC Section 1 (Name of the veterinary medicinal product): Amoxicillin 150mg/ml maymo

solution for injection

SPC Section 2 (Quantitative and Qualitative composition): Each ml contains: Active
substance Amoxicillin 150 mg (equivalent to amoxicillin trihydrate 172 mg).

SPC Section 6.5 (Nature and composition of immediate packaging): Vial of 100ml Vial of

250ml

Reference Member State: Ireland

Concerned Member State: Austria, Belgium, France

This example illustrates a complex withdrawal period section and the actifie st s’ nce is expressed
as a reference strength.

The following table illustrates how the information should be prov( .ed in
the RMS and in the national data set by CMS.

Vet EU
IG Ref.

1.1

1.2

1.3

1.4

1.4

1.5

1.6

1.7

UPD data
element

name

Veterinary
medicinal
product
Domain

Product record
status

Product
Identifier

Permanent

: S,
Permane
identifier
‘Authorise

L Armacc .tical
fori.

Legal status of
supply

Product
Classification

European | Value

/ National

European

European Veterinar
use

E opean Wiiaa

Euiupean

Na’ onal

National

European Solution for
injection

National Veterinary
medicinal
product
subject to
veterinary
prescription

European

A 4

100000000013
200000005004
43a2ed95-
5695-4bbc-
81d5-
6f66bdbf403a
601236756524
604332356524

100000073863

200000017698

e commor: data set by

The value will be
“Current” for all
legacy data
System generated

System generated
for RMS
System generated
for CMS

EU Implementation Guide (Vet EU IG) on veterinary medicines product data in the Union Product Database
EMA/772579/2022

Page 74/90



1.7.1

1.7.2

1.7.3

1.8

1.8.1

1.8.3

1.8.3.1

1.8.3.2

1.8.2

1.8

1.8.1

1.8.3

1.8.3.1

1.8.3.2

1.8.2

1.10

UPD data
element
name

Legal basis

ATC vet
code(s)

ATC vet
code(s) flag
Veterinary
medicinal
product name
(1) -EU
Veterinary
medicinal
product name

Country/Lan
guage
Country

Language

Name Part

Veterinary
medicinal
product name
(2) -FR
Veterinary
medicina’
product. ame

C. =* tan
guage

Country

Language

Name Part

Pharmacovigi
lance Contact
(QPPV)

European
/ National

European

European

European

European

European

European

European

European

National

N2" unal

National

National

National

National

National

European

Generic
(abridged
application)
-art 13(1)

QJO01CA04

Amoxicillin
150mg/ml
maymo
solution for
injection

EU

English

BIMOXYL LA
150 MG/ML
SUSPENSIO
N
INJECTABLE
POUR
BOVINS
OVINS ET
PORCINS

France

French

Value code

100000116061

100000120360

16° J00003¢ .

100000072147

100000000395

100000072175
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UPD data European Value code

element / National
name
1.10.1 QPPV Name European Dr. John This is not a real
Smith value as the content
of the field is

confidential in the
UPD access policy
1.10.2 QPPV Role European Qualified 100000155057
Person in
the EEA for
Pharmacovi
gilance

1.10.3 QPPV Location  European LOC-100010593 T* 5 is not a real
alue 2¢ the content
f the veld is
¢ .dential i the
UPL ~cces' policy
1.11 Attached European
Document
(1) - EU
1.11.1 (Attached European
document)
identifier
1.11.2 (Attached European Current “cur. at”
document)
status
1.11.3 (Attached European e 1007 0155532
document)
type
1.11.4 (Attached European EU 100000000390
document)
Country
1.11.5 (Attached I Jropean pdr “application/pdf
document) "
content type
1.11.6 (Attached European English 100000072147
documes )
Languag
1.11.7 (Attached Eur pean Physical
Clan ) document
content
1.11.8 (Attached European eu-spc- IE-
document) itle V-0362-

001-en.pdf

1.11.9 (Attached European 601236756524 Using system
document) 604332356524 generated IDs for
related RMS & CMS products
veterinary
medicinal
products

1.11 Attached National
Document
(2) -FR

1.11.1 (Attached National
document)
identifier
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1.11.2

1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.12.1

1.12.2

1.12.3

1.13

1.13.1

1.13.2

UPD data
element
name

(Attached
document)
status

(Attached
document)
type
(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title

(Attached
document)
related
veterinary
medicinal
products
Product
Ccross-
reference
Product cross-
reference type

Refereng
product
Identifier

Sa RDrode
dentifie
Manufact rin
g Busines
Dpberatio}

Mo wfa arer

L

Manufacturing
activity

Authorisation
/registration
/entitlement
information -
FR

European
/ National

National

National

National

National

National

National

National

National

European
&
pational

[Iropal P&

Ne T al

ELiropeas
Nagnal

Naonal

European

European

European

European
&
National

Current

SPC

France

pdf

French

Physical
document

fr-spc- 1E-
V-0362-
001-fr.pdf

BIMEDA
ANIMAL
HEALTH
LIMITED

Manufacture
-
responsible
for batch
certification

Value code

“current”

100000155532
100000000395
“application/pdf

100000072175

60435. 27,524  Using system

generated ID for
CMS product

LOC-100019989

100000160407
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2.1

2.2

2.3

2.4

2.5

2.7

2.8

2.8

2.10

2.11

2.12

2.12

2.12

2.13

2.13.1

2.13.2

3.1

3.2

3.3

UPD data
element
name

Authorisation/r
egistration/enti
tlement type
Authorisation/r
egistration/enti
tlement
number
Country

Responsible
authority
(organisation)
Authorisation
status

Marketing
authorisation
date

Product Owner
(organisation)
Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state
Concerned
member state
Concerned
member state
Concerned
member cate
Marketi. ~
authorisa. a
Yool 're
Procedul
number
Orocedure pe

Pharmaceutic
al Product
Ingredient

Route of
administration

Target species

(1)

European
/ National

European

National

National

National

National

National

National

National

National

European
Ev pean
\rop~
European

Eu. pean

—uropean

European

European

European

European

European

Marketing
authorisatio
n
FR/V/10099
23 4/2017

French
Republic

Valid

24/01/2017

Laboratories
Maymo S.A.

Ireland
stria
“rance

Belgium

IE/V/0362/0
01

Decentralise
d procedure

Intramuscul
ar use

Cattle

Value code

220000000061

100000000395

LOC-100045741

100000072099

LOZ 100010595

100000000427

100000000330

100000000395

100000000337

100000155060

100000073600

100000108893

The user will need to
provide the
ingredient based on
the ones created in
the Ingredient
section 4
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3.4

3.4.3

3.3

3.3

3.4

3.4.3

3.3

3.4

3.4.3

3.5

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

UPD data
element
name

Withdrawal
period (1)
Note

Target species

(2)

Target species

(3)

Withdrawal
period (3)
Note

Target species

(4)

Withdrawal
period (4)
Note

Administrable
dose form

Ingredie.
)’ ant ro.

Substanu
Substance

Su ..
(quantitative
composition)
Strength
(presentation)
Strength
(presentation
single value)
Strength
(concentration)
Strength
(concentration
single value)

European
/ National

European

European

European

European

European

European

European

European

European

Eur pean

E< opean
European
European

European

European

European

European

European

Meat and
offal: 18
days. Milk:
72 hours.
Dog

Pig

Meat and
offal: 21
days.
Sheep

Meat and
offal: 21
days. N
authorisec
~i <« &in
sheep
producing
milk for
Suman

Co .ptio
n.
>harmaceuti
cal dose
form not
applicable

Active

Amoxicillin
trihydrate

mg /ml

172/1

Value code

100000108988

100000109151

10000¢ 1090..

200000018781 For compatibility
purpose with the
FHIR API version
R5#2

100000072072

100000092629

100000110656/

100000110662
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UPD data
element
name

European Value code
/ National

4.3.3 Reference
Strength

4.3.3.1 Reference
(Active)
Substance

4.3.3.1. Reference

1 strength
(presentation)

4.3.3.1. Reference

2 strength
(Presentation
single value)

4.3.3.2 Reference
strength
(concentration)

4.3.3.2. Reference

1 strength
(concentration)
- denominator

5 Packaged
medicinal
product (1)

5.1 Package
description -
EU

5.1.1 Language

5.1 Package
description -
FR

5.1.1 Language

5.2 Pack Size
(structured
values)

5.3 Package
identifie:

5.4 Legal staghs of
supply

5.5 Marketin
authoriscion
(package
avel)

5.5l MEmy
authorisation
number
(package level)

5.6 Manufactured
item

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

European

European amoxicillin 100000091596

European mg / ml 100000110656/
100000110662

European 150/1

European
European
European
&
National
European Vial of 100
ml
European Footish 100 50072147
National Boite au
flacon de
100 ml
Nat® .dl “rench 100000072175
I jropean 1 <vial> 1
<20000000215
8>
European PCKID-45640 System generated
Naganal
«ational
National
European
European Vial 200000002158

European 100 <ml> 100
<10000011066
2>

European Solution for 100000073863

injection
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UPD data European Value code

element / National
name
5.7 Availability National
status
5.7.1 Country National France
5.7.2 Availability National Not 100000072074
status - FR marketed
5.7.3 Availability National 30/06/2021
status date -
FR
5 Packaged European
medicinal
product (2)
5.1 Package European Vial of 250
description - ml
EU
5.1.1 Language European English 100007 721- °
5.1 Package National Boite de 1
description - flacon de
FR 250 ml
5.1.1 Language National French 100072175
5.2 Pack Size European 1 <vial> 1
(structured <2000v .0215
values) 8>
5.3 Package European PCk D-45641 System generated
identifier
5.4 Legal status of National
supply
5.5 Marketing NgZional
authorisation
(package
level)
5.5.1 Marketing National
authorigftion
number
(package &%)
5.6 " anu. cture F .ropean
item (2,
5.6.1 Unit of European Vial 200000002158
nresentatic |
5.6.2 Ma. 70 _dred European 250 <ml> 250
item quantity <10000011066
2>
5.6.3 Manufactured European Solution for 100000073863
dose form injection
5.7 Availability National
status
5.7.1 Country National France
5.7.2 Availability National Not 100000072074
status - FR marketed
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UPD data European Value code
element / National

name

5.7.3 Availability National 30/06/2021
status date -
FR

7. Pluset

SPC Section 1 (Name of the veterinary medicinal product):
PLUSET 500 IU/500 IU powder and solvent for solution for injection for cattle [PL]
PLUSET vet 500 IU/500 IU Powder and solvent for solution for injection for bet e [FII

PLUSET 500 IU/500 IU Powder and solvent for solution for injection Follicle s. xuld \ng hormone
(FSHp), Luteinizing hormone (LHp) [DE]

SPC Section 2 (Quantitative and Qualitative composition):

One vial of lyophilized product contains:

Active substances:

- Follicle stimulating hormone (FSHP) .......ccooviiiiiiiiiiiiiiiin il enns 56 71U
- Luteinizing hormone (LHP) ....ccevvviiiiiiiiiiiiiit sl Devaieniiaiieaans ... 500 1IU
One vial of solvent contains:

= ChIOroCreSO!l ....cvvveeiiieiiiiiiie il it ittt iaiaaas 0.021g

- Sterile, pyrogen-free, normal saline to © \.............)] eviiiiiiiiiiiiiinnns 21 ml

Each ml of reconstituted sc itior< _n. ns:

Active substance:

Follicle stimulating . cmMOR  (FSi ) it at e aiaaneas 501U
Luteinising Rosammne (LFiy, e 50 1U
Excipients

(015 o ool /=23 1 mg
Sterile, pyroge.. 0, n0ormal Salin€ 0 ........oveviiiiiiiisi ittt 1 ml
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Section 6.5 (Nature and composition of immediate packaging):
Container for the lyophilised product:

- Vial of colourless neutral glass (type 1) Capacity: 10 ml. Provided with bromobutyl and silicate
stopper and aluminium cap flip off seal.

Container for the diluent:

- Vial of colourless neutral glass (type 1) Capacity: 21 ml. With rubber penitype stopper of grey
colour and aluminium cap flip off seal.

- Cardboard box with 2 glass vials of 10 ml of lyophilised product and 1 glass vial of 21 ml of
diluent.

Reference Member State: Italy

This example illustrates a complex pharmaceutical product composition where s _onstituted active
ingredients are to be provided with the appropriate strengths; a complex pas .age d« cription with
different numbers of manufactured items is also illustrated.

NOTE 1: In order to provide an example on how manufactured comp® ‘tion (manc »ct: =d
ingredients and strengths) may differ from the pharmaceutical pr Zuct £ stion, this examples also
include manufactured ingredient information despite this is op# nal to be s¢ ymitted for legacy data

product.

NOTE 2: please note the example is for illustration only and™
be real and completed with all the applicable information.

< values and related codes may not

The following table illustrates how the information si._wild be proxided in the common and national
data set by the RMS.

UPD data Value code
element
name
1 Veterinary L =an
medicinal
product
1.1 Domairi EL. Dean Veterinary 100000000013
use
1.2 P st recc ' Ei Lpean Current 200000005004  The value will be
Jtatus “Current” for all
legacy data
1.3 Product European 43a2fd95-5695- System generated
dentifier 4bbc-81d5-
7f66bdbf876s
1.4 Permanent National 601236756723  System generated
identifier for RMS
1.5 (Authorised) European Powder and 100000073868
pharmaceutical solvent for
form solution for
injection
1.6 Legal status of  National Veterinary 200000017698
supply medicinal
product
subject to
veterinary

prescription
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1.7

1.7.1

1.7.2

1.7.3

1.8

1.8.1

1.8.3
1.8.3.1
1.8.3.2
1.8.2
1.10

1.10.1

1.10.2

1.10.3

1.11

1.11.1

1.11.2

Product
Classification
Legal basis

ATC vet
code(s)

ATC vet
code(s) flag
Veterinary
medicinal
product name
(1) -EU
Veterinary
medicinal
product name

Country/Lan
guage
Country

Language

Name Part
Pharmacovigi
lance Contact

(QPPV)
QPPV Name

QPPV R. >

PPV Locz on

Attached
Document
(1) -EU
(Attached
document)
identifier
(Attached
document)
status

European

European

European
European

European

European

European
European
European
National

European

F .ropean

Eu. pean

European

European

European

European

Full
application -
New active
substance
(Art.12(3)
Dir
2001/82/EC
)

QGO3GA90

PLUSET 500
I1U/500 IU
powder and
solvent for
solution for
injection

EU

Enalish

Di. . .ano
Rossi

Qualified
Person in
the EEA for
Pharmacovi
gilance

Current

100000116059

100000119190

1000c 20 590

10001 3072147

100000155057

LOC-100006613

“current”

This is not a real
value as the content
of the field is
confidential in the
UPD access policy

This is not a real
value as the content
of the field is
confidential in the
UPD access policy
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1.11.3

1.11.4

1.11.5

1.11.6

1.11.7

1.11.8

1.11.9

1.12.1

1.12.2

1.12.3

1.13

1.13.1

1.13.2

2.1

2.2

2.3
2.4

(Attached
document)
type
(Attached
document)
Country
(Attached
document)
content type
(Attached
document)
Language
(Attached
document)
content
(Attached
document) title

(Attached
document)
related
veterinary
medicinal
products
Product
Ccross-
reference
Product cross-
reference type
Reference
product
Identifier
Source product
identifier
Manufacturin
g Business
Operation
Manufacturer

Manufact ring
activity

Authorisc ion
/registral »n
‘antitler .nt
in. 7w .on -
IT
Authorisation/r
egistration/enti
tlement type
Authorisation/r
egistration/enti
tlement
number
Country
Responsible
authority
(organisation)

European SPC

European EU

European pdf

European English

European Physical
document

European eu-spc-it-v-
0117-001-
en.pdf

European

European

&

National

European &

National

European &

National

National

Ev: ~pean

E <an _aboratorios
Calier S.A.

Europen Manufacture
r
responsible
for batch
certification

European

&

National

European Marketing
authorisatio
n

National AIC4567389

National Italy

National Italian
Medicines
Agency

100000155532
100000000390
“application/pdf

100000072147

60123675672 « il 4 system
ge: rated< s for
RMS'( @ .5 products

LOC-100006613

100000160407

220000000061

100000000430
LOC-100000033
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2.5

2.7

2.8

2.9

2.10

2.11

2.12

2.12

2.13

2.13.1

2.13.2

3.1

3.2

3.3

3.4

3.4.3

4.1
4.3
4.3.1

4.3.2

4.3.2.1

Authorisation
status
Marketing
authorisation
date

Product Owner
(organisation)
Source
wholesale
distributor
(organisation)
Destination
wholesale
distributor
(organisation)
Reference
member state
Concerned
member state
Concerned
member state
Marketing
authorisation
procedure
Procedure
number
Procedure type

Pharmaceutic
al Product
Ingredient

Route of
administration
Target spe« __
(1)

Withdr. :al
period (1,

N

Ingredient
(1)
Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentation)

National

National

National

National

National

European
European
European

European

European
European
European

European

Irope
European
Eu. pean

E< opean

European

European
European
European

European

European

Valid

31/01/2017

Laboratorios
Calier S.A.

Ireland
France

Belgium

IT/V/0117/0
01

Mutual
Recog ition

Intramuscul
ar use
Cattle

Cattle:
meat and
offal: Zero
days
milk: Zero
hours

Active

Follicle-
stimulating
hormone

100000072099

LOC-100010456

100000000427

100000000395

100000000 57

1006 201557 'L

100000073600

100000108893

100000072072

100000090586

The user will need to
provide the
ingredient based on
the ones created in
the Ingredient
section 4
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4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2 Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

4 Ingredient
(2)

4.1 Ingredient role

4.3 Substance

4.3.1 Substance

4.3.2 Strength
(quantitative
composition)

4.3.2.1 Strength
(presentation)

4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2 Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

4.3.3 Reference
Strength

4.3.3.1 Reference
(Active)
Substance

4.3.3.1. Reference

1 strength

(presentation)

4.3.3.1. Reference

2 strength
(Presentation
single valuygd

4.3.3.2 Refereng®
strengtf¥
(concentra@ )

4.3.3.2. APPE0e

1 strength
(concentraion)
- denomingor

5 ~ckage:
mc .al
product

5.1 Package
description -
EU

5.1.1 Language

European

European

European
European
European
European
European

European

European

European

European

European

European

European

European

Bropean

sope

E#Yopean

European
&
National
European

European

IU /ml 100000110671/
100000110662
50/ 1

Active 100000072072
Luteinising 100000124465
hormone

IU /ml 104 00110671/
12.000014,0662
50/ 1

Cardboard

box with 2

glass vials

of 10 ml of

lyophilised

product and

1 glass vial

of 21 ml of

diluent.

English 100000072147
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5.2

5.3

5.4

5.5

5.5.1

5.6

5.6.1

5.6.2

5.6.3

4.1
4.3
4.3.1

4.3.2

4.3.2.1

4.3.2.1.

4.3.2.2

4.3.2.2.

4.1
4.3
4.3.1

4.3.2

4.3.2.1

Pack Size
(structured
values)
Package
identifier
Legal status of
supply
Marketing
authorisation
(package
level)
Marketing
authorisation
number
(package level)
Manufactured
item (1)

Unit of
presentation
Manufactured
item quantity

Manufactured
dose form

Ingredient
(1) -
Manufactured
item (1)
Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentatid’s
Strength
(present{iion
single valu
[ - '~
wconcenc. tion)
Strength
(concentra on
ngle vali 2)
Ing <nt
(2) -
Manufactured
item (1)
Ingredient role
Substance
Substance

Strength
(quantitative
composition)
Strength
(presentation)

European

European
National

National

National

European
European

European

European

European

European
European
European

Ev' _pean

ES Pcan

sopeg

E< opean

European

European

European
European
European

European

European

2 <vial>

Vial
10 <ml>
Lyophilisate

for solution
for injection

Active

Follicle-
stimulatii
hormone

IU /ml

500/ 1

Active

Luteinising
hormone

1
<20000000215
8>
PCKID-85632

200000002158
10
<10000¢ 1 ~6

2>
100 50073873

1002 0072072

~J0000090586

100000110671/
100000110662

100000072072

100000124465

System generated
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4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2 Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

5.6 Manufactured
item (2)

5.6.1 Unit of
presentation

5.6.2 Manufactured
item quantity

5.6.3 Manufactured
dose form

4 Ingredient
(1) -
Manufas dared
item (<,

4.1 Ingredient = ¢

4.3 € . nce

4.3.1 substanc

4.3.2 Strength

(quantita’ ve
~mposi* yn)

4.3.2.1 ST
(presentation)

4.3.2.1. Strength

1 (presentation
single value)

4.3.2.2 Strength
(concentration)

4.3.2.2. Strength

1 (concentration
single value)

4 Ingredient
(2)

4.1 Ingredient role

4.3 Substance

European

European IU /ml

European 500/1

European

European Vial

European 21 <ml:

Eus pean ‘alvents ur
pai<...eral
use

E. _.ean

Eur pean Excipient

E  .opean

—uropean Chlorocresol

European

European

European

European g/ml

European 0.021/ 1

European

European
European

Excipient

100000110671/
100000110662

200£° 0002158

PO §

<10000011066
2>
100000073881

100000072082

100000081847

100000110654/
100000110662

100000072082
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4.3.1

4.3.2

4.3.2.1

o320y

5.7

5.7.1
5.7.2

5.7.3

Substance

Strength
(quantitative
composition)
Strength
(presentation)
Strength
(presentation
single value)

AvailaL ‘ty
status
C v
Availabi
status - I
Availability
satus daf’ -
I

European

European

European

European

Na onal

N+ .ional
«ational

National

STERILE
PYROGEN-
FREE
ISOTONIC
NACL
SOLUTE
(0.9% W /
V)

ml/ vial

21/ 1

Italy

Not
marketed
30/06/2021

100000138946

100000110662/
200000002158

100000000430
100000072074
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