SUMMARY OF PRODUC



1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Poulvac FluFend HSN3 RG emulsion for injection for chickens and ducks

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 7S
One dose of 0.5 ml contains: \
Active substance: O
Inactivated recombinant avian influenza virus Q

of H5N3 subtype (strain rg-A/ck/VN/C58/04) > 1:40 HI units per dose \
Adjuvants: 0

White Oil (b

Sorbitan sesquioleate

Polysorbate 80 \

Excipients: @

Thiomersal

Phosphate Buffer Saline Q

For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Emulsion for injection. Q

4.  CLINICAL PARTICULARS \

4.1 Target species §

Chickens and ducks.

4.2 Indications for use, spe the target species

For active immunisation of &ens and ducks against avian influenza virus type A, subtype H5.
Chickens: Reduction of mdwgadlity and virus excretion after challenge.

Onset of immunity:&ell(s after the second injection.
Duration of immuni®®ig chickens has not been established yet.

Ducks: Reductjfn inical signs and virus excretion after challenge.
Onset of im . 3 weeks after the second injection.
Duration o ity in ducks : 14 weeks after the second injection.
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4.3 Nindications
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4.4 Special warnings for each target species

The level of efficacy attained may vary depending on the degree of antigenic homology between t
vaccine strain and circulating field strains.

No information is available on the interference of maternally derived antibodies on vaccina @
both target species. S

4.5 Special precautions for use

Avoid stress in the birds around the time of vaccination.

Special precautions to be taken by the person administering the veterin@cinal product to
animals

To the user:
This product contains mineral oil. Accidental injection/self injecti result in severe pain and

Special precautions for use in animals QO

swelling, particularly if injected into a joint or finger, and in rare ¢ ould result in the loss of the
affected finger if prompt medical attention is not given. If y ccidentally injected with this
product, seek prompt medical advice even if only a very small a injected and take the package
leaflet with you. If pain persists for more than 12 hours afte cal examination, seek medical
advice again.

To the physician:

This product contains mineral oil. Even if small amounts hdve been injected, accidental injection with
this product can cause intense swelling, which may;, xample, result in ischaemic necrosis and even

the loss of a digit. Expert, PROMPT, surgical at s required and may necessitate early incision
and irrigation of the injected area, especially whgre there is involvement of finger pulp or tendon.
4.6 Adverse reactions (frequency and Ségiousness)

A transient local site reaction (swelling ccasionally occur as is normal with oil adjuvanted
vaccines.

4.7  Use during pregnancy, la or lay

No information is available @fety of this vaccine for birds in lay.
4.8 Interactions with edicinal products and other forms of interaction
No information is a\w on‘the safety and efficacy of this vaccine when used with any other

veterinary medicin ct. A decision to use this vaccine before or after any other veterinary
medicinal product ore needs to be made on a case by case basis.

4.9 Amoﬁ@ administered and administration route
Chickmﬁ 0

e or older: 0.5 ml intramuscularly in the breast muscle. Revaccinate after 3 weeks.
The tion schedule should be completed at least 4 weeks before the start of laying.

S
¢ day old: 0.2 ml subcutaneously in the neck.
vaccinate after 3 weeks: 0.5 ml subcutaneously in the neck
e vaccination schedule should be completed at least 4 weeks before the start of laying.



4.10 Overdose (symptoms, emergency procedures, antidotes), if necessary 2

Following the administration of a double dose in chickens and ducks, no adverse reactions other tha
those described in section 4.6 have been observed.

4.11 Withdrawal period . \®

Zero days \

5.  IMMUNOLOGICAL PROPERTIES S\S?

Pharmacotherapeutic group: Inactivated recombinant vaccine, ATC vet code: QIO

To stimulate active immunity in chickens and ducks against avian influenza v, 5 subtype.
To induce serological response against N3 neuraminidase which can act as arker to Differentiate
Infected from Vaccinated Animals (DIVA strategy).

6. PHARMACEUTICAL PARTICULARS %Q
6.1 List of excipients Q
White Oil O

Sorbitan sesquioleate \

Polysorbate 80
Thiomersal

Sodium chloride O
Sodium phosphate dibasic Q
Potassium phosphate monobasic

6.2. Incompatibilities O
Do not mix with any other medici al@t.

6.3  Shelf life

yar &O

The entire content of the bo hould be used within 2 hours after broaching the container.

6.4 Special precaution storage

Store and transpo io8rated (2° to 8°C).

Store in the origind @ ainer in order to protect from light.

Do not freeze. Q

ine is presented in boxes of 1 or 10 bottles of 500 ml.
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6.6 Special precautions for the disposal of unused veterinary medicinal products or waste
material derived from the use of such products 2

Any unused veterinary medicinal product or waste materials derived from such veterinary medici
products should be disposed of in accordance with the local requirements.
L 4 \G‘ ,

7. MARKETING AUTHORISATION HOLDER \
Pfizer Limited

Ramsgate Road
Sandwich, Kent

O
O

United Kingdom

8. MARKETING AUTHORISATION NUMBER

EU/2/06/060/001-002 Q\

9. DATE OF FIRST AUTHORISATION/RENEWAL O UTHORISATION

10. DATE OF REVISION OF THE TEXT \
13/12/2010 O

Detailed information on this product is aw the website of the European Medicines Agency

http://www.ema.europa.eu/
I@)/OR USE

The import, sale, supply and/or u @n oulvac FluFend H5N3 RG is or may be prohibited in certain
Member States on the whole ofPact of their territory pursuant to national animal health policy. Any
person intending to import, !‘ pply and/or use Poulvac FluFend H5N3 RG must consult the
relevant Member States cm&tent authority on the current vaccination policies prior to the import,
sale, supply and/or use.

>
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L 4

%

N

ANNEX IT Q

MANUFACTURER(S) OF THE BI@AL ACTIVE SUBSTANCE(S)
AND MANUFACTURING AUTHORISATION HOLDER(S) RESPONSIBLE

FOR BATCH RELEASE O

CONDITIONS OR RESTRIGQITIONS OF THE MARKETING
AUTHORISATION REGARD SUPPLY OR USE

IONS OF THE MARKETING
GARD TO SAFE AND EFFECTIVE USE

CONDITIONS OR RE
AUTHORISATION

STATEMENT O RLs

IONS TO BE FULFILLED BY THE MARKETING
HOLDER

SPECIFIC O

Q
Y

S



A.  MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCE(S) AND
MANUFACTURING AUTHORISATION HOLDER(S) RESPONSIBLE FOR BATCH
RELEASE b

Name and address of the manufacturer of the biological active substance(s)

Pfizer Global Manufacturing Weesp ’\%
CJ van Houtenlaan 36 \
1381 CP Weesp

The Netherlands O

Pfizer Animal Health \Q

2000 Rockford Road
Charles City, Iowa 50616 O

USA @

Name and address of the manufacturer responsible for batch release \

Pfizer Global Manufacturing Weesp @
CJ van Houtenlaan 36

1381 CP Weesp

The Netherlands Q

B. CONDITIONS OR RESTRICTIONS OF T @(ETING AUTHORISATION
REGARDING SUPPLY OR USE

To be supplied only on veterinary prescription.

According to Article 71 of Directive 2001/82/@ the European Parliament and of the Council as
amended, Member States prohibit or may pgehibit the import, sale, supply and/or use of the veterinary
medicinal product on the whole or part of| %ﬂitory if it is established that:

a) the administration of the veter medicinal product to animals will interfere with the
implementation of nationaleg aghmes for the diagnosis, control and eradication of animal
diseases, or will cause diffi in certifying the absence of contamination in live animals or
in foodstuffs or other productss@btained from treated animals

b)  the disease to which the @ inary medicinal product is intended to confer immunity is largely

absent from the territa&

The use of this veteri edicinal product is only allowed under the particular conditions
established by Europgan Comgunity legislation on the control of Avian Influenza.

The holder of this ing authorisation must inform the European Commission about the marketing
plans for the m roduct authorised by this decision.
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C. ONDI NS OR RESTRICTIONS OF THE MARKETING AUTHORISATION WITH
TO SAFE AND EFFECTIVE USE

Not a le.

STATEMENT OF THE MRLs

he active substance being a principle of biological origin intended to produce active immunity is not
within the scope of Regulation (EC) No 470/2009.



The following constituents of Poulvac FluFend H5N3 RG are included in Table 1 (Allow
substances) of the annex to Commission Regulation (EU) No 37/2010 as follows:

classifigati
L 4
No

Pharmaco- Marker Animal MRLs Target Other Therape
logically active | residue species tissues provisions
substance
Sodium Not All food | No Not No Entry
chloride applicable | producing | MRL applicable

species required O
Thiomersal Not All food | No Not For use on No entry

applicable | producing | MRL applicable |asa
species required prese@ in
multid

White oil is a mineral hydrocarbon, Arlacel 83V is sorbitan
sorbitan monooleate, sodium phosphate dibasic (E339) a
are substances with E numbers. These constituents
Table 1 (Allowed substances) of the annex to Commissi

vgceines at a
tration
ofjexceeding
,02 %.

edte, Tween 80 is polyoxyethylene
ssium phosphate monobasic (E340)
¢ FluFend H5N3 RG are included in
gulation (EU) No 37/2010 as follows:

Pharmaco- Marker Animal MRLSQ‘ arget Other Therapeutic
logically active | residue species issues provisions classification
substance Q
Mineral Not All food 0 Not Excludes No entry
hydrocarbons, applicable | producing applicable | aromatic and
low to high species rdquired unsaturated
viscosity compounds
including
microcrystalline
waxes,
approximately O
C10-Co0,
aliphatic,
branched
aliphatic and
alicyclic \
compounds @
Sorbitan All food | No Not No entry No entry
sesquioleatg, licable | producing | MRL applicable
species required
Polyoxxet leryy T Not All food | No Not No entry No entry
i applicable | producing | MRL applicable
species required
Not All food | No Not Only No entry
applicable | producing | MRL applicable | substances
valid E species required approved as
ber additives in
proved as foodstuffs for

additives in

human




Pharmaco- Marker Animal MRLs Target Other Therapeutic

logically active | residue species tissues provisions classificatio
substance b
foodstuffs for consumption,

human with the @
consumption) exception of

preservatives 24 %
listed in part C \
of Annex III to \
European O
Parliament an

Council

Directive
95/2/EC

E. SPECIFIC OBLIGATIONS TO BE FULFILLED BY THE MAR@ING
AUTHORISATION HOLDER

The Marketing Authorisation Holder shall complete the following @rxme of studies, the results of
which shall form the basis of the annual reassessment of t efit/risk profile. More detailed
information on the specific obligations is set out in the CVMP& t report.

QUALITY ASPECTS

1)  There are important outstanding issues regardi differences of production and control
between the manufacturing sites (including the nafure of the eggs used) and the lack of a
validation study for the potency test on ﬁniroduct (it appears that final product tests are
only done at Weesp but in-process tests ds titration and HA quantification need to be
equivalent too). With regard to the diffegence® in production and control, harmonization of the
production process and the controls betweeboth manufacturing site is strongly suggested. An
alternative solution could be to retai one production site. In particular, a rationalization of
the nature of eggs used (taking @onsideration the problem of the possible presence of
extraneous agents in conventi es and the possibility to inactivate them during the

inactivation process of the nzadwirus, supported by a corresponding validation study). The
Applicant is asked to com e appropriate measures to harmonise the productions and/or
to provide the adequate de tions/data to solve the issues.
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PARTICULARS TO APPEAR ON THE OUTER PACKAGE

CARTON LABEL

V o
1. NAME OF THE VETERINARY MEDICINAL PRODUCT *
Poulvac FluFend HSN3 RG
Emulsion for injection for chickens and ducks O

2. STATEMENT OF ACTIVE AND OTHER SUBSTANCES 05

One dose of 0.5 ml contains:
Inactivated recombinant avian influenza virus
of H5N3 subtype (strain rg-A/ck/VN/C58/04) > 1:40 HI Uni

Water in oil adjuvant @
3. PHARMACEUTICAL FORM % B

Emulsion for injection

4. PACKAGE SIZE g
1 x 500 ml Q
10 x 500 ml

5. TARGET SPECIES

Chickens and ducks §
6. INDICATIONS @

For active immunisatioanens and ducks against avian influenza virus type A, subtype HS.

Chickens:
Reduction of mort@\d virus excretion after challenge.

Onset of immun#g Ieeks after the second injection.
Duration ofa ity in chickens has not been established yet.

Reduegio 1nical signs and virus excretion after challenge.
unity: 3 weeks after the second injection.
immunity in ducks: 14 weeks after the second injection.
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7. METHOD AND ROUTES OF ADMINISTRATION 2
Chickens @

3 weeks of age or older: 0.5 ml intramuscularly in the breast muscle. Revaccinate after 3 weeks.
The vaccination schedule should be completed at least 4 weeks before the start of laying. %

Ducks \\

At one day old: 0.2 ml subcutaneously in the neck.
Revaccinate after 3 weeks: 0.5 ml subcutaneously in the neck O
The vaccination schedule should be completed at least 4 weeks before the start of %

Read the package leaflet before use O\

8. WITHDRAWAL PERIOD

Withdrawal period - Zero days &

9. SPECIAL WARNINGS, IF NECESSARY

Accidental injection is dangerous.

Q
| 10. EXPIRY DATE O¥O
Q

EXP (month/year)

Once broached, use within 2 hours.

X

11. SPECIAL STORAGE CONDI

Store and transport refrigerated (29 .
Store in the original container in o protect from light.

Do not freeze.

12. SPECIFIC PRE ONS FOR THE DISPOSAL OF UNUSED PRODUCTS OR
WASTE MAJERI IF ANY

Any unused veteri edicinal product or waste materials derived from such veterinary medicinal
products shoulb osed of in accordance with the local requirements.
L 4

13. THEWQRDS ‘FOR ANIMAL TREATMENT ONLY’ AND CONDITIONS OF
TIONS REGARDING SUPPLY AND USE, if applicable

treatment only

FO@
e of this veterinary medicinal product is only allowed under the particular conditions
aBlished by European Community legislation on the control of Avian Influenza.
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14. THE WORDS “KEEP OUT OF THE REACH AND SIGHT OF CHILDREN”

Keep out of the reach and sight of children

15. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Pfizer Limited \\
Ramsgate Road
Sandwich, Kent O

CTI39NJ
United Kingdom \

16. MARKETING AUTHORISATION NUMBER(S) %

EU/2/06/060/001-002

‘ 17. MANUFACTURER’S BATCH NUMBER Q@

Lot (Number)

14



PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGING

BOTTLE LABEL

V o
1. NAME OF THE VETERINARY MEDICINAL PRODUCT *
Poulvac FluFend HSN3 RG
Emulsion for injection for chickens and ducks O

2. STATEMENT OF ACTIVE AND OTHER SUBSTANCES 05

One dose of 0.5 ml contains:
Inactivated recombinant avian influenza virus
of H5N3 subtype (strain rg-A/ck/VN/C58/04) ) > 1:40 HI Units \

Water in oil adjuvant @
3. PHARMACEUTICAL FORM % B

Emulsion for injection

4. PACKAGE SIZE

O
S

5. TARGET SPECIES ‘ %
Chickens and ducks 2 Q

6. INDICATION : 5
For active immunisation ens and ducks against avian influenza virus type A, subtype HS5.

Chickens: x 2

Reduction of morta, virus excretion after challenge.
ks after the second injection.
chickens has not been established yet.

Reduction @f clinical signs and virus excretion after challenge.
nity: 3 weeks after the second injection.
munity in ducks : 14 weeks after the second injection.
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7. METHOD AND ROUTES OF ADMINISTRATION 2
Chickens @

3 weeks of age or older: 0.5 ml intramuscularly in the breast muscle. Revaccinate after 3 weeks.
The vaccination schedule should be completed at least 4 weeks before the start of laying. %

Ducks \\

At one day old: 0.2 ml subcutaneously in the neck.
Revaccinate after 3 weeks: 0.5 ml subcutaneously in the neck O
The vaccination schedule should be completed at least 4 weeks before the start of %

Read the package leaflet before use O\

8. WITHDRAWAL PERIOD

Withdrawal period - Zero days &

9. SPECIAL WARNINGS, IF NECESSARY

Accidental injection is dangerous.

EXP (month/year)

Once broached, use within 2 hours.

Q
| 10. EXPIRY DATE O¥O
\Q

11. SPECIAL STORAGE CONDI

Store and transport refrigerated ( ). Keep in the original container in order to protect from

light. Do not freeze.

12. SPECIFIC PREC NS FOR THE DISPOSAL OF UNUSED PRODUCTS OR
WASTE MATE IF ANY

For disposal read th\if age leaflet.

13. THENV%& ‘FOR ANIMAL TREATMENT ONLY’ AND CONDITIONS OF
RES ONS REGARDING SUPPLY AND USE, IF APPLICABLE
) 4

For a'& tment only

E WORDS ‘KEEP OUT OF THE REACH AND SIGHT OF CHILDREN’

ep out of the reach and sight of children
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15. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER 6
Pfizer Limited

Ramsgate Road @
Sandwich, Kent %
CT13 9NJ 24

United Kingdom \\

16 MARKETING AUTHORISATION NUMBER o e
EU/2/06/060/001-002 &

‘ 17. MANUFACTURER’S BATCH NUMBER @ ‘

Lot (Number)
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PACKAGE LEAFLET FOR:
Poulvac FluFend H5N3 RG
Emulsion for injection for chickens and ducks

1. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER A%)
THE MANUFACTURING AUTHORISATION HOLDER RESPONSIBLE FO \
RELEASE, IF DIFFERENT

Marketing Authorisation Holder: O
Pfizer Limited \Q
Ramsgate Road

Sandwich, Kent

CT13 9NJ (b

United Kingdom

Manufacturer for the batch release: \
Pfizer Global Manufacturing Weesp @

CJ van Houtenlaan 36
1381 CP Weesp
The Netherlands

2. NAME OF THE VETERINARY MEDICINA!M@)UCT

Poulvac FluFend H5N3 RG
Emulsion for injection for chickens and ducks

70

3. STATEMENT OF THE ACTIVEWTANCE AND OTHER INGREDIENTS

One dose of 0.5 ml contains: §

Active substance:

Inactivated recombinant avian infl rus

of H5N3 subtype (strain rg-A/c 58/04) > 1:40 HI Units

Adjuvants: K
White Oil

Sorbitan sesquioleate

Polysorbate 80 \

Excipients: @
Thiomersal
Phosphate ci@aline

O

4. &ATIONS

Fo@ immunisation of chickens and ducks against avian influenza virus type A, subtype HS.
icke

ns:
uction of mortality and virus excretion after challenge.
nset of immunity: 3 weeks after the second injection.
Duration of immunity in chickens has not been established yet.
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Ducks:
Reduction of clinical signs and virus excretion after challenge.
Onset of immunity: 3 weeks after the second injection.

Duration of immunity in ducks : 14 weeks after the second injection. @

L 4
5. CONTRAINDICATIONS

None

6. ADVERSE REACTIONS \Q

A transient local site reaction (swelling) may occasionally occur as is nor@th oil adjuvanted

vaccines. @

If you notice any serious effects or other effects not mentioned in fis leaflet, please inform your
veterinary surgeon.

7. TARGET SPECIES QQ

Chickens and ducks

8. DOSAGE FOR EACH SPECIES, ROUTES ANDMETHOD OF ADMINISTRATION
Chickens

3 weeks of age or older: 0.5 ml intramuscularly@breast muscle. Revaccinate after 3 weeks.
The vaccination schedule should be completed at Teast 4 weeks before the start of laying.

Ducks Q

At one day old: 0.2 ml subcutaneously i eck.

Revaccinate after 3 weeks: 0.5 ml sulcutaeously in the neck

The vaccination schedule should b ted at least 4 weeks before the start of laying.

9. ADVICE ON CORR@)MINISTRATION
1

Do not mix with any oth inal product.

10. WITHD ERIOD

Withdrawal ’pe@ro days

11. SB STORAGE CONDITIONS
Keep the reach and sight of children.

t@d transport refrigerated (2°C - 8°C). Keep in the original container in order to protect from
. Do not freeze.

e entire content of the bottle should be used within 2 hours after broaching the container.
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12. SPECIAL WARNINGS
The level of efficacy attained may vary depending on the degree of antigenic homology between }b
vaccine strain and circulating field strains.

No information is available on the interference of maternally derived antibodies on Vaccin@or
both target species.

For animal treatment only

No information is available on the safety of this vaccine for birds in lay. O\

Avoid stress in the birds around the time of vaccination. O

To the user @

This product contains mineral oil. Accidental injection/self injection may It in severe pain and
swelling, particularly if injected into a joint or finger, and in rare case%ld result in the loss of the
affected finger if prompt medical attention is not given. If you a identally injected with this
product, seek prompt medical advice even if only a very small amo slinjected and take the package
leaflet with you. If pain persists for more than 12 hours afte al examination, seek medical
advice again.

this product can cause intense swelling, which may, for ple, result in ischaemic necrosis and even
the loss of a digit. Expert, PROMPT, surgical attention is réquired and may necessitate early incision
and irrigation of the injected area, especially where is involvement of finger pulp or tendon.

To the physician
This product contains mineral oil. Even if small amoeen injected, accidental injection with

No information is available on the safety and efficacwof this vaccine when used with any other
veterinary medicinal product. A decision to use th#vaccine before or after any other veterinary
medicinal product therefore needs to be mMa case by case basis

Following the administration of a double@ chickens and ducks, no adverse reactions other than
those described in section 6 have been d.

13. SPECIAL PRECAUTION@( THE DISPOSAL OF UNUSED PRODUCT OR WASTE
MATERIALS, IF ANYO

Ask your veterinary surgeonhigw to dispose of medicines no longer required. These measures should
help to protect the envirg .

14. DATE ON %-l THE PACKAGE LEAFLET WAS LAST APPROVED

13/12/2010

http:// .europa.eu/

L 4
Detail\?@on on this product is available on the website of the European Medicines Agency

15 ER INFORMATION
vaccine is presented in boxes of 1 or 10 bottles of 500 ml.

e use of this veterinary medicinal product is only allowed under the particular conditions
established by European Community legislation on the control of Avian Influenza.
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Belgié/Belgique/Belgien
Pfizer Animal Health s.a.,
Tél: +32 (0)2 554 62 11

Peny0auka boarapus
Pfizer Luxembourg SARL
Tel: +359297041 71

Ceska Republika
Pfizer Animal Health
Tel: +420 283 004 111

Danmark
Pfizer Oy Animal Health,
TIf: +358 (0)9 4300 40

Deutschland
Pfizer GmbH
Tel: +49 30-5500 5501

Eesti
Pfizer Animal Health
Tel: +370 5269 17 96

ElNGoa
Pfizer Hellas A.E.
TnA.: +30 210 6785800

Espaiia

Pfizer S.A.

Tel: +34 91 4909900
France

Pfizer

Tél: +33 (0)1 58 07 46 00

Ireland
Pfizer Healthcare Ireland, T

Pfizer Animal Health
Tel: +353 (0) 1 467 650(Q
Island \
Pfizer Oy Animal %,
Tel: +358 (0)9

L 2
Ttalia

Pfizer Italid S.14.,

Tel: 82933

Kon

Pf@ellas AE.
0210 6785800

Luxembourg
Pfizer Animal Health s.a.,
Tél: +32 (0)2 554 62 11

Magyarorszag
Pfizer Kft. S %
Tel: +361 488 3695 \

Malta
Agrimed Limited
Tel: +356 21 465 797

Nederland 0
Pfizer Animal Health B.y=

Tel: +31 (0)10 4064 60

Norge
Pfizer Oy Anim ,
TIf: +358 (0)9

Osterreic
Pfizer Comporation Austria Ges.m.b.H.

Tel: +® 2115720

Polsk
Pfiger Trading Polska Sp. z.0.0.
[el: }48 22 335 62 00

%rtugal
aboratorios Pfizer, Lda.

X
O
S

Tel: +351 21 423 55 00

Romania
Pfizer Romania SRL
Tel: + 0040 21 207 28 93

Slovenija
Pfizer Luxembourg SARL
Tel: +386 (0) 1 52 11 670

Slovenska Republika
Pfizer Luxembourg SARL o.z.
Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy Animal Health,
Puh/Tel: +358 (0)9 4300 40

Sverige

Pfizer Oy Animal Health,
Tel: +358 (0)9 4300 40
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Latvija
Pfizer Animal Health
Tel: +370 5269 17 96

Lietuva
Pfizer Animal Health
Tel: +370 5269 17 96

United Kingdom
Pfizer Ltd
Tel: +44 (0) 1304 616161

23



	SUMMARY OF PRODUCT CHARACTERISTICS
	MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCE(S) AND MANUFACTURING AUTHORISATION HOLDER(S) RESPONSIBLE FOR BATCH RELEASE
	CONDITIONS OR RESTRICTIONS OF THE MARKETING AUTHORISATION REGARDING SUPPLY OR USE
	CONDITIONS OR RESTRICTIONS OF THE MARKETING AUTHORISATION WITH REGARD TO SAFE AND EFFECTIVE USE
	STATEMENT OF THE MRLs
	SPECIFIC OBLIGATIONS TO BE FULFILLED BY THE MARKETING AUTHORISATION HOLDER
	LABELLING
	PACKAGE LEAFLET



