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Veterinary Use Only
injectable synthetic gonadotropin releasing
KEEP OUT OF REACH OF CHILDREN
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DIN XXX
Pr
MAPRELIN XP-10™
hormone
— — reemaem

100mL
Peforelin Injection (as peforelin acetate) / Sterile
Warnings: Meat 0 days
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Active Ingredient/Ingrédient actif: Each mL contalrwhaque mL
100 mL contient: 75 ug/mL Peforelin (as peforelin acetate)/Péforéline (sous ‘

Pr MAPRELIN XP T  forme d'acétate de péforéline) .
-10 Pgleserv:_ﬂivle.’Agent de conservation: Tmg/mL chlorocresol/ [
Peforelin Injection (as peforelin ~ Gorocreso i i
ac?tate)n’P?fO{éline injectable (sous ggsaanq?nizisr;lqaﬁgmlnlstratlonIPosoIogle et mode
orme d'acétate de péforéline)  primiparous sows/truies primipares: 24h after weaning off/ 24 h aprés
For Veterinary Use Only/Pour usage vétérinaire sevrage: 37.5 pg 50.5 mL) IM
seulement Pluriparous sows/truies multipares: 24h after weaning offf 24 h aprés &
Sterile synthetic gonadotropin releasin? sevrage: 150 pg (2.0 mL) IM o]
hormone/Gonadorelin synthétique, stérle  Gilts/cochettes: 48h after the termination of progestogens/ 48 h aprés =
Warnings/Mises en garde: l'arrét des progestagenes: 150 pgN(Z‘DmL) M ) S
KEEP OUT OF REACH OF CHILDREN/ Storage/Entreposage; Store between 2° and 8°C. Protect from light.
GARDER HORS DE LA PORTEE DES Discard unused product after 28 days of first brgaching the vial/
ENFANTS Entreposer & une température entre 2°C et 8°C. Eviter le gel. Garder &
See package insert for complate warnings/ 'abri de la lumiere. Jeter le produit inutilisé 28 jours apres avoir percé .
other product information / Voir la notice 1€ flacon pour fa premiére fois. . ) o B
pour les mises en garde complétes et des Manufactured forfFabriqué pour: Modern VetennagyTh_erapeuucs. LLC =
informations additionnelles sur le Emd“it- Imported by/Importé par: Veterinary Healthcare Solutions - Oldcastle, ON NOR 1L0 )

File name Vial Label MAPRELIN XP-10 100 mL
Dimensions 120 mm x 45 mm

Scale The label is 100% of full size
Version V08, 0517

Date 05/25/2017
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DIN XXX
10mL

Veterinary Use Only

@ MAPRELIN XP-10™

Peforelin Injection (as peforehn
acetate) / Sterile injectable synthetic
gonadotropin releasing hormone

Warnings: Meat 0 days
KEEP OUT OF REACH OF
CHILDREN
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&=
MAPRELIA N XP-10™

Peforelin Injection (as peforelin

Actwe Ini edlenll!ng édienl 2CUT. Each mL contains/

contient: ugimL Peforelin {as peforelin
acetale)!Peforelme [suus orme d'acétate de
Preservative/Agent de conservation: img/mi

j:\eforelme)
chlmuuesolh:h 0rocresol

|
acefale)/Paforéline injectable (suusd adrﬁe and Admlnlsl:alwm‘Posuiugwe el mode

forme d'acélale de péforéline)

inistration;

Primiparous sows/lruies :\mlfares 24h after weaning offf

w owfpwsge 24 h apres sevrage: 37 m w
ik e PIurrpaFr’eus SOWS uwei% mulﬂ;c:algs Lz)iih after weaning offi 8
apres sevrage
SWWW‘W% Glilsicgchenes i aller lr?e termmailon of progestogens/ @
m"“fmﬁﬂﬁw& h aprés arrel des gesla énes: 150 i mL) IM &
s/Mises enqal tnragelEnlrepusa tore between 2¢ an BC Protect
e OGP B Bl o R Al s s
B entre 2
GARDER HURESNFD“TA PORTEE DES o1'8:C, Eviter le el Garder & 'abri de la Ifmle!ere.letgrr\
! produit inutilise 28 jours aprés avoir percé le flacon pour la
Seepackageinsert forconpletewamings/  premiere fois. = o
ﬂfﬁgmme;;m?gém‘::mml Manufactured for/Fabriqué pour: Modern Veterinary Therapeutics, LLC S
il ations ot oy s sox b proceil lmauned by/lmporié par: Velerinary Healthcare Solutions - Didcaslle, ON
File name: Vial Label MAPRELIN XP-10 10 mL
Dimensions: 75 mmx25 mm
Scale: The label is 100% of full size
Version: V08, 0517

Date:

05/25/2017
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Veterinary Use Only

B MAPRELIN XP-10™

Peforelin Injection (as peforelin acetate) / Sterile
injectable synthetic gonadotropin releasing
hormane

Warnings: Meat 0 days
KEEP OUT OF REACH OF CHILDREN
e e
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EI BmﬁOmL

MAPRELIN XP-10™

Péforéling |ngectab e (sous forme
d'acétate de péforéline)
For Velerinary Use Only/Pour usage
vétérinaire seulement
Sterile synthetic gonadotropin releasin

Warnings/Mises en garde:
GARDER HORS DE LA PORTEE DES
ENFANTS

mises en garde completes et des

Peforelin Injection (as peforelin acetate)/

hormone/Gonadorelin synthétique, stérile
KEEP QUT OF REACH OF CHILDREN/

See package insert for complete warnings/

product information / Voir la notice pour les

it

Active Ingredient/Ingrédient actif: Each mL contains/Chaque mL contient: 75 |
ug/mL Peforelin (as peforelin acetate)/Péforéline (sous forme d'acétate de ‘
péforéline)

Preservative/Agent de conservation: 1mg/mL chlorocresol/chlorocrésol
Dosage and A ministra!ion.’PosoI‘nﬂie et mode d’administration:
Primiparous sows/truies primipares: 24h after weaning off/ 24 h apres sevrage:
37.5pg (0.5 mL) IM

Pluriparous sows/truies multipares: 24h after weaning off/ 24 h aprés sevrage:
150 pg (2.0 mL) IM

Gilts/cochettes: 48h after the termination of progestogens/ 48 h aprés l'arrét des
progestagénes: 150 ug (2.0mL) IM

Storage/Entreposage: Store between 2° and 8°C. Protect from light. Discard
unused product after 28 days of first broaching the vial/Entreposer & une
température entre 2°C et 8°C. Eviter le gel. Garder & I'abri de la lumiére. Jeter le
produit inutilisé 28 jours aprés avoir percé le flacon pour la premiére fois,
Manufactured for/Fabriqué pour: Modern Veterinary Therapeutics, LLC
Imported by/Importé par: Veterinary Healthcare Solutions-Oldcastie, ON NOR 1L0

BAR CODE

LOT
EXP

File name: Vial Label MAPRELIN XP-10 50 mL

Dimensions: 123 mm x40 mm

Scale: The label is 100% of full size
Version: V08, 0517

Date: 05/25/2017



For Veterinary Use Only

@ MAPRELIN XP-10™

Peforelin Injection (as peforelin acetate)

Sterile injectable synthetic gonadotropin releasing
h:lnrmone

DIN

Active ingredient: Each mL contains: 75 ug Peforelin (as
eforelin acetate)
reservative: Each mL contains: 1 mg chlorocresol

Therapeutic Classification: Gonadotropin releasing
hormone (GnRH) agonist

Indications: For the induction of the estrus cycle in sows
after weaning, and in sexually mature gilts following
therapy to inhibit the estrus cycle with progestogens.

Dosage and Administration: Dosage is dependent on
the parity:

Primiparous sows:

24 hours after weaning off the piglets inject 37.5 pg (0.5
mL) intramuscularly

Pluriparous sows:

24 hours after weaning off the piglets inject 150 pg (2.0
mL) intramuscularly

Gilts:

48 hours after the termination of the medication for
inhibition of the estrus cycle inject 150 ug (2.0 mL)
intramuscularly

For single intramuscular injection.
Automatic syringe equipment may be used for the 50 mL
and 100 mL vial

Contraindications:

e Do not use in pre-pubertal gilts

e Do not use in case of infertility

e Do not use in general health disorders

e Do not use in case of hypersensitivity to the active
substance or to any of the excipients.

Cautions:

e The safety of the product has not been established in
sows and gilts during pregnancy and lactation. Laboratory
studies in mice produced evidence of teratogenic effects.
Do not use Maprelin in animals during pregnancy and
lactation.

e The simultaneous use of the product with PMSG
(Pregnant Mare Serum Gonadotropin) or hCG (Human
chorionic gonadotropin) can possibly lead to an over-
reaction of the ovaries.

Warnings:

* No withdrawal period is required for pigs when used
according to the label.

e The product might induce irritation and sensitization.

o Persons with a known hypersensitivity to GnRH
analogues or any of the excipients should not
administer the veterinary medicinal product.

s Pregnant women should not administer the veterinar\{|
medicinal product as an accidental self-injection by the
user cannot be excluded and because GnRH
analogues have been shown to be fetotoxic in
laboratory animals.

e Women of childbearing age should exercise special
caution when administering this product.

e Special care should be taken to avoid accidental self-
injection.

¢ In the case of accidental self-injection, seek medical
advice and show the package leaflet to the doctor.

¢ In case of accidental contact with the skin, the
corresponding area should be thoroughly cleaned with
soap and water, as GnRH analogues may be
absorbed through the intact skin.

e In case of contact with the eyes, they should be
thoroughly rinsed with water

e Keep out of reach of children.

Clinical Pharmacology:

Pharmacodynamics:

Peforelin is a synthetic decapepetide analogue of the GnRH.
The difference to the latter exists with the fact that dpositions
5 to 8 of the amino acid sequence are exchanged through
Histidine, Aspartic acid, Tryptophan and Lysine. In castrated
pigs, peforelin selectively stimulates the release of FSH. In
contrast, the LH secretion is not affected. The secretion of
FSH through the single application of peforelin leads to the
growing of the follicles and the induction of estrus.

Pharmacokinetics:

Following intramuscular treatment peforelin is rapidly
absorbed. The plasma half-life for the GnRH analogues
differs depending on the sequence of the molecule and
ranges in mammals from a few minutes up to
approximately 3 hours. For peforelin plasma half-life is
presumed to be within this range. The elimination from
the bloodstream occurs quickly, while the hormonal effect
is maintained for several hours. GnRH analogues only
remain in the liver, kidneys and pituitary gland for a very
short period. Here they are broken down enzymatically
into biologically inactive metabolites, which’ are then
excreted via the renal routes.

Animal Safety:
An animal safety trial was performed in which doses of
1x and 3x the label dose were administered to sexually
mature gilts. No adverse events were observed and no
reports of abnormal pathology related to the use of the
product were noted. The safety of this product after repeat
dosing has not been evaluated.

Efficacy:

Gilts: 365 sexually mature gilts were given altrenogest
for 18 days at which point they were divided into one of
three treatment groups: those receiving no further hor-
mone treatment, those receiving PMSG 48 hours after
the final altrenogest therapfy, and those receiving 150 ug
peforelin 48 hours after the final altrenogest therapy. Gilts
treated with peforelin achieved a pregnancy rate 0%34.6%
and a farrowing rate of 93.9%. The farrowing rate in
peforelin treated animals was statistically better than
untreated controls (p<0.05), but not statistically better
than the farrowing rate in animals treated with PMSG.
Pluriparous sows: 149 sows were injected with 150 ug
of peforelin 24 hours after weaning. 93.3% of sows dis-
plaﬁed estrus within 6-10 days of injection versus 80.8%
in the control group. Inclusion of peforelin 24 hours post
weaning improved the weaning to estrus interval
(p<0.05).There were no differences between control and
treated groups in terms of gestation rates and farrowing
rates, litter results from birth to weaning or piglet index.
Primiparous sows: In a preliminary study, it was deter-
mined that primiparous sows treated with 150 pg of
peforelin 24 hours post weaning did not perform as well
as older sows receiving the same amount.

Further studies indicated that a lowered dose (37.5 ug)
of peforelin improved the weaning to estrus interval,
and the piglet index (based on total piglets born and
piglets weaned per litter) compared to untreated
animals (p<0.05).

Storage: Store between 2°C-8°C. Do not freeze.
Protect from light. Discard unused product after 28
days of first broaching the vial.

How Supplied: MAPRELIN XP-10 is available in 10, 50
and 100 mL multiple dose vials.

Manufactured for:

Modern Veterinary Therapeutics, LLC
Miami, Florida 33186-USA

Tel. +1 888 590 9839

Fax + 1 305 503 8585
www.modernveterinarytherapeutics.com

info@modernveterinarytherapeutics.com

Distributed by:

Veterinary Healthcare Solutions

For Modern veterinary Therapeutics
2516 Binder Crescent

Oldcastle, Ontario NOR 1L0
(888)590-9839

Orders & Product information: Call 1 888 590-9839
Made in the Netherlands.

Revision date: 09 June 2017

Modern
Veterinary
Therapeutics



