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Specification

Requirement

Identity
Infrared
Chemical tests
Content

Microbiological properties
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Uracil
Specification Requirement
Identity
Infrared Match > 70
Chemical tests
Total ash <G.1%
Melting point > 300°Cand £ 330°C
Content > 99.0 %

Microbiological properties
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Xanthine
Specification Requirement !
Identity
Infrared Match > 70
Chemical tests
Content > 99.0%
Microbiological properties
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Donor Bovine Serum, gamma irradiated, 25 kGy

This specification is based on internal specification: SPC-20412 version 6

Produet origin

Origin: Animal

Animal species: Bovine

Tissue: blood

Country of Origin: Canada (closed herd), New Zealand
TSE certificate; CEP2001-184 (Bodinco BV PAA) and CEP2000-341 (PERBIO-Hyclone)

Steps in Production process that reduce possible microbial contaminations:

- Aseptic purchase of blood, filtration and gamma irradiated at 25 — 40 kGy

Other information:

Dornor Bovine Serum , gamma irradiated, 25 kGy complies with the general rules for minimizing
the TSE-risk EP 5.2.8. The bovine serum also complies also with the current EMEA Note for
Guidance (EMEA/410/01) for minimizing the TSE-risk via human and veterinary products.

The animals should not be vaccinated. The serum is taken from animals with an age < 36 months,
The country of origin is free of the following diseases or free since 1989: foot-and-mouth disease,
vesicular stomatitis, contagious bovine pleurapneumoniae, rinderpest, pest of small ruminants, rift
valley fever, Q-fever, The animals are free of tuberculosis, leptospirose, brucellose, blue tongue,
bovine leukaemia. F
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Donor Bovine Serum, gamma irradiated, 25 kGy

Quality

Denor Bovine Serum , gamma irradiated, 25 kGy complies with Ph.eur. monograph 2262 for

Bovine Serum. Serum is the liquid, colourless to light-yellow component of bleod, without fibrin.

The following tests are performed on non-irradiated serum.

Specification

Requirement

Identity
Immuno-electrophorese

Chemical tests

Osmolality

Total protein

Haemoglobin

pH

Specific density

Bilirubine

Cholesters]

Creatinine

LDH

SAST (8GOT)

SALT (SGPT)

Albumin

Ureum

Globulin

Calcium

Glucose

Phosphorous

Potassium

Sodium

Microbiological properties
Absence of Bovine Polyoma virus
Bacteria and fungi
Mycoplasma

Endotoxin

Growth quality”

Absence of polio antibodies”

Electrophoretic pattern corresponds to that of
COW serum

240 — 340 mOs/kg

> 35 mg/mi

> 4 mg/m}

For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only

No BPV is demonstrated

Not present

No mycoplasma is demonstrated

<10 [U/ml

Conform (Adequate cell growth on Vero cells)
Antibodies against polio type 1,2 or 3 are not
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bovine serum 25 kGy.01 \\1*\

Donor Bovine Serum, gamma irradiated, 25 kGy

Blue tongue

Bovine adenc virus

Bovine parvo virus

Bovine RSV

Bovine viral diarrhoea virus®
Rabies

Para-influenza virus type 3
Bovine laukosis virus
Reovirus type 3

Bovine herpes virus type 1 (=IBR, 2 and 4)

present

Not present
Not present
Not present
Not present
Not present
Not present
Not present
Not present
Not present
WNot present

*These tests are performed on the radiated serum

°If BDVD is not demonstrated, a comparing titration with a reference serum

should be performed, to demonstrate that the serum does not contain BVDV-antibodies

The inacctivated serum sample may not have a significant inhibiting effect (< 2 log) on the growth of the

BVDYV reference stam, in comparison with an earlier controlled an treated reference serum.
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REF# TMAM-2007- 537 4

Government of Canada
Canadian Feod Inspection Agency

VETERINARY CERTIFICATE
FOR PRODUCTS TO BE USED FOR TECHNICAL PURFOSES INCLUDING PHARMACEUTICALS,
IN VITRO DIAGNOSIS AND LABGRATORY REAGENTS, BUT EXCLUDING SERUM OF EQUIDAE,
INTENDED FOR DISPATGCH TO THE EURCPEAN COMMUNMTY

Note for the Iimporter: This certificate Is onfy for veterinary purposes and has to accompany the
conslagnment until It raaches the border Inspection post,

1. CONSIGNOR {MAME AND FULL ADDRESS) 2 VETERINARY CERTIFICATE i
PAA LABORATORIES ING, NO TMaM-2007- 237 ORIGNAL |
145 BETHRIDGE ROAD ' 3. ORIGIN OF THE BLOOD PRODUCTS ;
ETOBICOKE ONTARIO CANADA Maw 1N4 3.1 COUNTRY,  CANADA i
3.2 .CODE OF TERRITORY: CA-GY
2. GONEIGNEE [NAME ANG FULL ADDRESS) 4, COMPETENT AUTHORIY ‘I
NVI -VACCIN CANADIAN FOOD INSPECTION AGENCY :
ANThONIE VAN LEEUWENHOEKLAAN § GOVERNMENT OF CANADA
3720 BA BILTHOVEN HOLLAND
4, DESTINATICN OF THE BLOGD PRODUCTS 8. PLACE OF LOADING _.
5.1 U MEMBER STATE: HOLLAND 145 BETHRIDGE ROAD |
5.2 NAME AND ADDRESS OF THE DESTINATION; ETOBICOKE, ONTARIO CANAOA
AS CONSIGNEE ABOVE
7. MEANS OF TRANSPORT AND CONSIGNMENT 7.4 NATURE OF PACKAGING: " -
IDENTIFIGATION
FLASTIC BOTTLES
i AIRCRAFTH ' 7E NUMBER OF PACKAGES: g
1X BOOML AND 1 X 500ML GI
12 NUMBER OF SEAL (IF APPLICABLE): T8 NETWEIGHT: 1TERG
7.4 REGISTRATIGN NUMBER, SRIP NAME OF FLIGHT NUVBER | 77 LOTBATEN PROBUTTON REFERENGE NUMBER 7
SD70404 '
4. IDENTIFICATION OF THE BLOGD PRODUCTS ] :
8.1 NATURE OF THE BLOOD PRODUCTS! DONOR BOVINE SERUM, DONOR BOVINE SERUM GAMMA 1
IRRADIATED " o |

8.2 SPECIES QOF ANIMALS FROM WHICH THE BLOOD PRODUCTS DERVE: BOVINE ) ]
8.5 ADDRESS AND REGISTRATION NUMBER OF THE APPROVED ESTABLIGHIMENT: — I "
PAA LABORATORIES ING, o ;
145 BETHRIDGE ROAD, ETOBICOKE ONTARIO CANADA MaW N4
REGISTRATION NUMBER; BPT-02
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8. HEALTH ATTESTATION

L the undarsigned official veterinartan, daclare that | have rsad and understaod Regulation (EC} No 177472002 and cartify that lh blood
products descrlyed above: ‘

8.1 conslst of blood products that satisfy the heaith requiremants balow;
8.2 conslst exclusively of blood produsts net Intendad for human or anfmad mnsumpﬂ'on;
8.3 hava been prepared sxcluslvely with the following animal by-producls:

Blaliher ood

hibarad ool ale aadlob e o g by shptiand o Atk
B o YRF- 5 £

n Gante-wHh-GommuRiy leglsialion-buils-no!

fel
lended-tarbumaan rpplion-f, fayl
YoF-F ¥ £

FERE- B3R T F AFO-HHOFT HeF EuRpionr
wHR-Gem| ly-teglslaton:
| ) blasd-abtainadfeamanimale athas han msad Latieat. | blorod.ln. | ki r” "
Arier atrad-from-animals-othar han-ami that ahlor trhtant -afler-undergelrg-ank
. ¥ 1, P {if g o oal eiat ] Hop--f . bg far b il . usth
FRefer-Rspecliom-and-wers-itas-a- { p = ghter farhuman-sensumption-in Pee-wAll
A
h! ﬂu'dh! :,.'3“"'4"2 ) l'm:(!r -ntk ?’r Mnﬂw {pmf& Il Ir'l dad 1 B ---"'r---w}vrvr
B andlar bloed and blood products eriginating from animals that did not show dlinicst signs of any disease communlcable through
that preduct to humans or animats;
8.4 ™ sither « In the cage of bicod produats derdved fom ruminant ankmals they ofiginate In a third coUnlrY of regions where:
P gither ~—tho-animalo-tind produsis-some from Foglenrwherc-no-sase-offoot-and-mouthgh vesionlar
stemetiis—rinderpost-posie-des potie-riminants, Rt Yalisy faverand-blueter e hasbesnresmdas far
42-menth eHn-whish-vassinationth b saried-obi-against-thy a4 fer-albicasiin s
E? ek i e 1 £ il iR e Mo ad. 3oy .4 Ibal Inlnil v ki o
rd-frem-wblo-imporis-of ruminantam f L BuBdart-f Ay : &
frem-vlsh-sush-predusts are-maRufasiured-must Have b R-colleotad:
Bl —elther rsleghlorhouses-approvedd Fdanee-wih-Communty-tegistation;
B__e frem-llve-arimalsr-fasliies-aparaved-n darse-vith-communtyiegisiat
L] BF {o-¢ Htarhod spreved-and-supersd d”, Ny mpotemt-authedi-aldhe tird
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Mar.  the products have undargene one of the foltowing treatments, guarantselng the atsanca of pathogens of the
rumnlnant diseases foot-and-mouth diseasa, vasicular slomatis, rinderpest, peste des pelils suminants, RHt
Vallay faver and bluatongua®

™ chhe haalreaiment-at-s-tomperature-aL 55 Cfor allos Hheee-hovrsfolovod-by-am :
B g - Iradiation at 2,6 megarads ¢ by gamma rays, follewed by sn sffectivenass check,
) .“.wu r‘PFL.,pH SHorbroh trefoli by Haslivuonass ch Skr
B gr heatroaimeni-afat | L OOty rghawl-thel Botanaorfaliowed by sifveness
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REF# TMAM-2007- 2\)\71{‘;”’

£.5the end product was:

S sitner-  packed In naw of sterllized bags,
ot Fansperteda-bulfciisentainors or-oter-means—of Fanspesthatwara-ther 1ghly-sloancd-and-disintcted-with-a
AL |“=J - E-app y . hJ l“\-. vv"r"l IIl L, -U;.k " ' SR,

2hd which bears Iabels Indlcsting ‘NOT FOR HUMAN QR ANIMAL CONSUMPTION",
8.8  the end product was stared In enclosed storage;
97 tha product has undsrgona all precautions fo aveid contamination with pathoganic agents after rsalment,

Done at AARKHAM , an  _JUNE 01, 2007

IV VANR

Signalure of Offif%al Veternardan™

nlkSPEc,r

@@ et a!:,,, igy Cansdian Foo Inspaction Agency

Governmant of Canade

Gary Boose - [y

Canadlan Food Jns
5 Renfrens p&cuon Agancy
Suita #1860
Markham ONT
[EARY BOOSEDYM] | EIR _
Offielal Export Slamp® {Name, qualificadan and tile, In cspitat lettars)

¥ Issued by the competent authorly,
B For gaods vehigles, Ihe reglatration number shoukd b glven. Far bulk containers, fhe confalner numbar and e sea! numiher {i
applicable) shouid be Included.

¥ Delete s appropriate
M gJL 273, 10.10.2002, p. 1,

B n the caze of countdas in which b!uatongua ssro-pasifive ruminant animsls are present, blood produsty have baen iréated o the
ankmats bave been lested samnagative

L
1}

This must ba the sama Mamber Stata of first entry of the product inta the Community,
Tha signature and stamp must bs In colour different to thal of the prnting,

¥
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& CERTIFICATE OF PROCESSING
ISTOMER | [RRADIATION LOT NUMBER PO NUMBER

d PAA inlornationa! inc. 1435 NA

%2fl  PRODUCT CODE NUMBER PROD T NUMBER NUMBER OF CASES
e Pota! Bovine Sornm SFR216 167
g Fetal Bavine Serum SFH216/SFA1201 |

Ay Donor Bovine Serum, S ‘ i
] Pl

TOT AL MINIMUM DOSE DELIVERED: 26.6 kGy

(e TOTAL MAXIMLM DOSE DELIVERED: 38.2 &Gy

. ; Q.c.

prisee MANAGER ”

o DATE N

e APR 121007
APPROVED
B a!‘: .'.. , .
;'v IRRADIATION START TIME & DATE: 1952 L An6e7

;‘* " TRRADIATION FINTSH TTME & DATE: 2045 . 471172007

s .kE.MA.RKS: Thete was 10 process {nterruption time Jopged, for his ran.

B MINIMUM SEECTRIED PX1SE: 25.0 WGy Mrmm_n'm‘ DRIFVERED DOSE; 26.6 KGy
MAXYMUM STTLCIFIED DOS: NA kGy ' MAMMUM DE:F.IVERF.T) nogk: NIA LGy

Q. A APTROVED TITLE BATE

) , a
‘“'@éﬁil/}w QS/RC Analyst April 12,2007 [BAL] ;

(L. Samaor

Isomadix Corporation » 184 Crown Court » Whitby + Ontaric » L1N 781

isomedlx Comaralion aperalee undet n quallly aystem thal la In complianco with thy 146 13455:2%9 qeRfyeeiandand,
lenmadix Cotpothllon acthnies 1o requiremants providad through ANRVAAWISO@@R il Ed ;535% atay . Fotm dottd?.7
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?pf@g@ Certiﬁcat_gwqf Ar_r)a‘”iy;sis

Preliminary

Preduct: Conor Rovine Serurn Cuslom Mads for SVIK
New Zaalond Sourced
&.2um Slarte Flitarad

Catalogue Humber,  SH3A4248

Lot Number: DNADIGE Kanitacturing Date; January 2003
Tote! Bateh Veélume: 1140.8L Expiration Datgt Jonyury 2008
Teat/Mathod Bpacification Unltx Resutt
Endatoxin £5 EUfm. <0.06

Umulus Amoebocyte Lysaia

Slarflity (LIS No Growth Mo Growth
Bocteds and Fung!

Vins Tasting [SCFR)
Fluorsacent Anlibody

Bluetangus Mot Oslaclad Nal Datactad
Bovine Adenavirug Naot Os'ectad Nef{ Datacled
Boving Parvovirus Nat Detsclad Nol Dstacted
Bovina Resplrstery Syneytinl virus  Nol Detactod Nol Detected
Bovine Viral Diarmoaa Not Ciatacted Noi Ostectad
Rables Not Detagted Naol Datacied
Raovira Mot Delacted Nof Detecled
Cytopathogenic Agena - o.0, 18R Nol Detecled Nol Detaciad
Hasmadsorbing Agants ¢4 PI3 Not Dalacted Nol Datselad
Mycoplasma
{Larga Voluma Dirert Cultura) Nol Dstotted Not Detoctad
{Hoachsl DNA Stein} Nal Datectod Nol Gelectad
irradintion Dose 25 ~ 35 kGy kQy To be Performed

Tha rew material ussd to produdt tols boleh of setym has bean asurcad axcluslyely fiom dlinicagy hasliny
catlle which wats bom and meinlained In 8 country which ks officlally recogrised gs baing frae fom Bovine
Spongiform Encephslopatny (BSE), namely New Zaaland,

The raw matarial used was not dervod Fom animals;
* Which hava died on the famm, Including newbomn animats or featuses,
+ Which havs been kiffad 1o aradicate eplzoalle disaasas,

v Showlng any dlinical slgns andtor lesions of bontaglouvs disaaess for humans, or for reasons of
resldues, wora daclarad unft for human consumption,

This Is 2 prefiminary Cerlificals of Analysis, As of tha 28"™Aprit 2004, Inls product has rol been relaagsad,

SA

Caroline Naweombe C P‘\F da gelay
QAXQC Manager ganal MG
i jractafd e

Omukotos Farm P O fior 634, Taursngy  New Zouinng Toimidinng +64 1848 0270 Snowimdn B4 T B4R 1304 Crad bycen i} . kY f i»whwmu tom

amich ullien of

¥llone AR

0 Box Knbipynken 34 Futshic Carnpony

& 252 70 Hellaghiorg Corpomit Kenglty Na.
WEREN 1154985265







4t - ’ | ‘ \‘5\< %ng
L . O \\’:
7 ’% \G WARMERKTE COPIES ST
NEW ZEALAND FOOD SAFETY AUTHORITY 4 POUR COPIE CONFOmIE 7 ZZ’

Ministry of Agriculture and Fcrastry&(ﬁfx\t CEHHFISD Caf_}

- - ‘ 7 ~x°0%.”.
R -‘ : / rg{rq’;‘— .
( e | (&7 S
‘ e B Certificate number / Referentienummer van het certificaat NZLZ{)O, CLONEI!T:Q}}
Animal Health Certificate? / Diergezondheldscertificaatt V2R :

o3

. f
16.1 Processed biood and blood products for pharmaceutical or technical use - cattle sheep, god :

"

ts]

"/
Name and address of ¢onslgnor [ Naam en adres van de alzender: Exporting country / Land van verzending NEW ZEAMNBE'
HY?LON.‘%}. bal ' Competent authority / Bevoagds instantia FOQD SAPETV
Hyclone Akticbolag | AUTHORITY
Omokloroa Farm o
441 Old Highway . Place and Count ; B
A ry of Daparture Dats !
TAURANGA' ' - Destination / Plaats en fand van VerEchspingsdztEsm:
WNEW ZEALAND ‘ . g’g.slemmmgt ) 6-Oct-2007
Nama and addrass of consignea ! Naam enadres van degens voor wie de russels, Belgium —_
26nding Is bestemd: . - .. || Means of fransport/ Per Port of Loading / plaats van 1ag
Perbio Science NV ‘ ;z.msft"'d“d Al Auckland [AUK]
Industriezone [11 Sg,zgéngapore wrines,
Industrielaan 27 . Fort of Inspection / Port of Disch '
9320 Ersmbogi_ﬁg : Inspectiehavan; O:lsc}?apin:l?avi;;ge !
BELGIUM. .- e - Zaventem [VBR] Zaventem [VBR]
BRI : AT LT e i
' T LT '::L: R . .
— Hem /% FNamberand kind,of packages | Description of produet / Produck iivi : ohie T

Eenhéld ™ iEaantal ep. soor vel _akk]npen'._‘.:g . P product  Preductomsatiiping ' 'rifff};;"f‘l,éﬁf’ {

,’fl‘ Sy ag ;-,Eg‘c_%l‘gs-:ﬁngqn;ﬁjl]‘._eredNaw Zealand Donor Bovine Serum, 300ml boitles, SRIA1248.02, . T

o ! PDS.EQ.-;,IQFIA‘ BT Uk AL i i ‘ I

~1424 Boitles Frozen Filtered New Zealand Foetal Bovine Sum,, 1000mL boftles, SL130406.03,
DSGO297 N\

- 26 Packages In Total / Pakketten in totaal ! . %\’{V [Totaf Weight / Totant
. - , \ ) gewicht:

-Spacias | IZ“,l'#ersaort‘. Identific tks [ Meritekens ter [dentificatie: | Container (& Seal) Numbers / Gontsiner &
) (1’2) Bovine . Not ble {Zegel) nummers
. Not Applicable

Processing Premises / Vemwerkingsplaatsen:

(1,2) BBP7 Hyclone Aktiebolag, TAURANGA, NEW ZEALAND _

Prgductlon Date(s) / Productiedatum/a: - ] ——
(1) 1-Tun-2007 ‘ _— ]

(2) 1-Aug-2007 ‘ o

Heaith Attestation / Gezondheldsverkiaring . e

1. The animal proéucts herain described, comply with the ralavant Mew Zsaland anlmat health standsrds and raquirernents which have hean
recognised as equivalent to the European Community standards and requirements as prescribed In Councll Decision §7/ 3UEC,
Spaclfically In accordance with the Animat Products Act 1999, | Die hierin baschrevan dierfijke producien voldoen aan de desbetrafiends normen =n
voorschriftan van Niauw-Zaeland ophet gebied van de dlergazondhald die als gelijikwaardig ziin arkend aan de nommen en voorschriften van de Eurcpess Gemeenschap
dia ziji, vastgasield in Beslui 97/132/EG van de Raad. Zj moeten met name voldoen aan de Animal Products Act van 1809

2. the animal by-product does not contaln and Is not derived from bovine, ovine and caprine materials other than those darived from
animals born, continuously reared and slaughtered in a country br reglon classifled [ accordance with Articls §(2) of Regulation (EC) No
995/2001 as a country or reglon posing a negligibte BSE risk. / Het diedijke bijproduct geen materiaal van runderen, schapen en geiten bevat en daar nlet
van Is afgeleid, met vizondeiing van meleriaal dat afkomslig is van dieren dle geboren, ononderbrokeén gehouden en geslacht zijn In een land of gebiad dat,
overeenkomslig artikel 5, lid 2, is ingedeeld als land of gebied mel een verwaarloosbaar BSE-isico,
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Sterigenics. M

CERTIFICAT D'IRRADIATION N° 95466
BEWIJS VAN BESTRALING Nr
CERTIFICATE OF IRRADIATION N°

STERIGENICS Belgium (Fleurus) s.a, Zoning industriel B-6220 certific avoir traité dans ses installations par
rayopnement gamma (cabalt-60) sur base de Iautorisation d'expioitation délivrée en application de FAR. du |2
mars 2002 par I'Agence Fédérale de ContrBlz Nucléaire et en conformité avec les normes EM 552 et ISO 11137,

STERIGENICS Belgium (Fleurus) n.v. Zoning Industriel B-6220 verklaart door middel van garhmastralen
(cobalt-60) te hebben behandeld in haar inrichtingen waarvoor een uitbatingsvergunning werd bekothen in
toepassing ven het K.B. van 12 maart 2002 door het Fedéraal Agentschap voor Nucleaire Contrele en
overeenkomstig met normen EN 552 en ISO 11137, :

STERIGENICS Belgium (Fleurus) s.a. Zoning industriel B-6220 certifies the treatrment by éamrﬁa irradkat}'on‘
{cobalt-60) at its plant according to the licence delivered in compliance to the Belgian Royal Decree of March 12,
2002 by the Federal Agency for Nuclear Control and in accordance with norms EN $52 and ISO 11137,

Pour le compte de : PERBIO
Voor rekening van :
For the account of

"Produjt mainfeny a 'état congelé pendant l'irradiation — Product kept frozen during irradiation”

Les calis suivants ; nombre : I carton donor bovine serum :
De volgende calli : aantzl : :
Following parcels : quantity

Rét. STERIGENICS; 9073 |

[dentification suivant déclaration du client P SH3A1248 02/NVIE

Identificatie volgens verklaring van de klant { Product Lot N* DSEQ289 : o
Identification following the declaration of the customer : 500 ml =
Répartls dans les unités de traitement numérotdes 1421183

Verdeeld in de genummerde behandelingseenhenden ;
Divided into the numbered treated units :

Date d'rradiation ; :
Bestralingsdatum 1 07/11/07 ‘ ~ Fleurus, le 9 novembre 2007
Irradiation date :

Dose garantls 1 28,67 kGy min_
Gewaarborgde dosis : 33,75 kGy max
Guaranteed dose of :

Starigenics Beigum (Fleurus} SA,
Z2oning Incuglriel 0 B-6220 Flewrus
Teb +32 7181 00 B40Fax +32 71 81 63 52 0 www slerigenics.com
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bovine serum 25 kGy. 01 g

! NVI

nedeciands Inactivated poliomyelitis vaccine, Replaces: -
et suspension for injection Date: 12 mrt 2008

Drafted by: MS
Page 1 of 3 i

Foetal Bovine Serum, gamima irradiated, 25 kGy

This specification is based on internal specification: SPC-20414 version 6

Product origin

Origin: Animal

Animal species: Bovine

Tissue: bicod

Country of Origin: Canada, New Zealand

TSE certificate: CEP 2000-093 (PAA)

Steps in Production process that reduce possible microbial contaminations:

- Aseptic purchase of blood, filtration and gamma irradiated at 25 — 40 kGy

Other information:

Foeta! Bovine Serum , gamma irradiated, 25 kGy complies with the general rules for minimizing
the TSE-risk EP 5.2.8. The Foetal Bovine Serum also complies also with the current EMEA Note
for Guidance (EMEA/410/01) for minimizing the TSE-risk via human and veterinary products.
The dams may be vaccinated in accordance with the national or regional veterinary vaceination
scheme. The serum is taken from normal fetuses, from healthy cows, suitable for human
consumption. The country of origin is free of the following diseases or free since 1989: foot-and-
mouth disease, vesicular stomatitis, contagious bovine pleurapneumoniae, rinderpest, pest of small
ruminants, rift valley fever, Q-fever.

—
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Module 3 - Quality

Inactivated poliomyelitis vaccine,
suspension for injection

Ve
Doc.;ENG-5o724-Feet\a¥4- 3
bovine serum 25 kGy.0

Replaces: -

Date: 12 mrt 2008
Drafted by: MS’
Page 2 of 3

WA
S

Foetal Bovine Serum, gamma irradiated, 25 kGy

Quality

Foetal Bovine Serum , gamma irradiated, 25 kGy complies with Ph.Eur. monograph 2262 for
Bovine Serum. The following tests are performed on the non-irradiated serum.

Specification

Requirement

Identity
Immuno-electrophorese

Chemical tests

Osmolality

Total protein

Haemoglobin

pH

Specific density

Bilirubine

Cholesterol

Creatinine

LDH

SAST (SGOT)

SALT {(SGPT)

Albumin

Ureum

Globulin

Calcium

Glucose

Phosphorus

Potassium

Sedium

Microbiological properties
Absence of Bovine Polyoma virus
Bacteria and fungi
Mycoplasma

Endotoxin

Growth quality”

Absence of polio antibodies”

Electrophoretic pattern corresponds to that of
COW Serum

280 - 365 mOs/kg

30- 45 mg/m!

>4 mg/ml

For information purposes only
For information purposes only
For information purposes only
For information purposes only
For informaticn purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only
For information purposes only

No BPV is demonstrated

Not present _

No mycoplasma is demonstrated

<25 JU/ml

Conform (Adegquate cell growth on Vero cells
Antibodies against polio type 1, 2 or 3 are not
present
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Module 3 — Quality

Inactivated poliomyelitis vaccine,
suspension for injection

Dac. . ENG-50724-Foetal
bovine serum 235 kGy.01

Replaces: -

Date: 12 mrt 2008
Drafied by: MS
Page 3 of 3

Foetal Bovine Serum, gamma irradiated, 25 kGy

Blue tongue

Bovine adeno virus

Bovine parvo virus

Bovine RSV

Bovine viral diarrhoea virus ®
Rabies

Para-influenza virus type 3
Bovine leukosis virus
Reovirustype 3

Bovine herpes virus type 1 (SIBR, 2 and 4)

Not present
Not present
Not present
Not present
Not present
Not present
Not present
Not present
Not present
Not present

¥ These tests are performed on the radiated serum
° [f BDVD is not demonstrated, a comparing titration with a reference serum

should be performed, to demonstrate that the serum does not contain BVDV-antibodies

The inacctivated serum sample may not have a significant inhibiting effect {< 2 log) on the growih of the

BVDVY reference stam, in comparison with an earlier controlied an treated reference serum.
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T Government of Canada SO 2uFhe
A1 Canadian Food Inspection Agency ‘ : oA
: a0 ]
7
VETERINARY CERTIFICATE - F
FOR PRODUCTS TO BE USED FOR TECHNICAL PURPOSES INCLUDING PHARMACEUTICALS,
IN VITRO DIAGNOSIS AND LABORATORY REAGENTS, BUT EXCLUDING SERUM OF EQUIDAE,
INTENDED FOR DISPATCH TO THE EURCPEAN COMMUNITY
Note for the importer: This certificate is only for veterinary purposes and has fo accompany the
consignment until it reaches the border inspection post.
1. CONBIGNOR (NAME AND FULL ADDRESS) 2. VETERINARY CERTIFICATE
PAA LABORATORIES INC, NO. TMAM-2007- ORIG

146 BETHRIDGE ROAD
ETCBICOKE ONTARIO CANADA MOW 1N4

INAL

3. ORIGIN OF THE BLOGD PRODUCTS

CANADA
3.2 CODE OF TERRITORY:

31 COUNTRY!
CA-01

7. CONSIGNEE (NAME AND FULL ADDRESS)
NVI = VACGIN

DEPT LCB-GBE. H1

ANTONIE VAN LEEUWENHQEKLAAN 8
3720 BA BILTHOVEN THE NETHERLANDS

4. COMPETENT AUTHORITY
CANADIAN FOOD INSPECTION AGENCY

"GOVERNMENT OF CANADA

5, DESTINATION OF THE BLOOD PRODUGTS

5.1 EU MEMBER STATE: HOLLAND
5.2 NAME AND ADDRESS OF THE DESTINATION:
AS CONSIGNEE ABOVE

5. PLACE OF LOADING
145 BETHRIDGE ROAD
ETOBICOKE ONTARIO CANADA

7. MEANS OF TRANSPORT AND CONSIGNMENT
IDENTIFICATION

Mt L

7.4 NATURE OF PACKAGING:
PLASTIC BOTTLES .

uE

7.1 LORRY--RAl:~SHIP-OR AIRCRAFTY 7.5 NUMBER OF PACKAGES: 4 X 50084L N »
72 NUMBER OF SEAL (IF APPLICABLE): 7.6 NETWEIGHT: 2.4KGS 7
7.3 REGISTRATION NUMBER, SHIP NAME OR FLIGHT NUMBER | 7.7 LOT/BATCH PRODUCTION REFERENGE NUMBER: e_q

IN.PUT A70106-7117 AND AT0306-7117Gl ‘i:;
8. IDENTIFICATION OF THE BLOOD PRODUCTS =
8.1 NATURE OF THE BLOGD PRODUCTS; FETAL BOVINE SERUM AND FETAL BOVINE SERUM Gl ;

8.2 SPECIES OF ANIMALS FROM WHICH THE BLOOD PRODUCTS DERIVE: BOVINE

8.3 ADDRESS AND REGISTRATION NUMBER OF THE APPROVED ESTABLISHMENT;

PAA LABORATORIES INC.

145 BETHRIDGE ROAD, ETOBICOKE ONTARIO CANADA M9IW 1N4

REGISTRATION NUMBER: BPT-02

"PAGE 1 GF 3
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9. HEALTH ATTESTATION ol ,
%)

I, the undsrsigned official veterinarian, declare that | have read and undersioed Regulation (EC) Ne 1774/2002% and certify that the bicod 501y

products described above; f;f’

8.1 consist of biood products thal satisfy the heaith requirements below
9.2 consist exclusively of blood products not intended for human or animal consumption;

9.3 have been prepared axclusively wilh the following animal by-products:

£ P gihepa e blood-ofslaughtered-animale-which-e- Ao human-cansumption-in-accordanse-with-cemmunity-legislationbutie—rel
¥ injended-for-human-consumptionforcommerslialroasons;
® and/or - blood of slaughtered animals, which is rejected as unfit for human consurmption but is not affected by any signs of
diseases communicable to human or animais, derived from carcassas that are fit for human cansumption In accordance
with Community legislation,

®, andigr—-———blosd-obtained from-arimals-etherthan-Fuminants-that-are-slaught WWMM&&WHWQW
W{MM@F&&M&%WWW@MMH@MWMMWiWWﬁ

"C‘;r-‘-_,
xS

Community-legisiation:
{f @j 8 gadinr—— higed and-bload-products-derved-from-the-produclion-of.products-intanded-ferhuman-consumption; -
o & and/or - blood and blood products originating from animals that gid not show clinical signs of any disease communicable through

that product to humans or animals; - -
9.4 M aither - In the casa of blocd products derivad fram ruminant animals they originate in & third country of regions where:

“’—m&hMe—an;ma me&WngwWathM%wwca@r

te-dee-pebt&wmi&an#s—%ﬁ—vauey—fever—md-bmengue T has-hean-recorded-for
12 menthe-andla-which vacolpation-has-aet-been-carded-oulagalnstihose dissases forat least- 1 2mopths

o and-from-which-rmpors-offuminantanimals-aro-auihozed pursuant-to-community-legislation-The-bioad
frorwhich-such-produsis-are-manufastured-must-have-been-collested:

O___aither-—- —in-slaughtarhouses-approved in accordanse-wilh Cormmunity logisiation;
“Mm%—m&cﬂ%wm%mmm%ﬂs&w&mmwm

Bar.  the products have undergone one of tie foliowing treatments, guaranteeing the absence of pathogens of the
ruminant diseases foot-and-mouth diseass, vesicular stomatitis, rinderpest, peste des petits ruminants, Rt
Valley faver and biuetongue™®

® . gifhefm—-heattrealrment st atomperature ol 65:C-for-atleastthras-hoursfolowed-by-an
effectiveness-checks

@ o - lrradiation at 2,5 megarads or by gamma rays, loliowed by an effectiveness check,

e o rromm—GhARGEpH-to-pH-5-for-hwo-hours; foilowed by an-effectivensss-chesk;

“F-GWMMWMMWHMMWMWMH%@W

®

/ é B e . sere-positive biuetongus-animals-are-prasent-and-the-blood-and-blood-procucts-areintended-loriechnisal &5
pumosWammanmmMWWmma =]

approved f]

i

planis{approvalrurmbed in L]

L

PMember-State]
/ ( ‘”@MMMWWWWWMWQWMWWWMM

ﬁ’ﬁmWnWWMuMmmmmmmm;
disease—clacsical-swine feves-African-swine-fover-Mewsastle disease~or-avian-nfluenza-has-baan H
recorded-fori2months-in-the-susceptible-specivsand-in-which-vaccination-has-hot-been-carried-out ;
against-those-discases-foratleastd2-menths—The-health-corificate-shal-fallew-themedel ascerdingHo-the '
spoecies-ohanimakrem-which-the bleed-producis-are-derived; i

@’memwmwmnmmmmmmsmw&mwm
by-an-gf ng-th

o-absonce-oinathogensofthefo
MMMWMMWW&M&W tla-diseaa&ar
avianinfluenza-inthe susceptible-spesles;
PAGE20F 3
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REF#: TMAM-2007-

9.5 the end product was:

® gither - packed in new or sterilized bags,

/ Z] ‘%p—qanmem%nwn%MmemmmﬁWuwmmmmwnm
b disinfectantapproved by the-competent-authority before use;

and which bears labels indicating 'NOT FOR HUMAN OR ANIMAL CONSUMPTION',

9.6 the end product was stored in enclosed storage,
9.7 the product has undergone all precautions to avoid contamination with pathogenic agents after [reatment.

Done al MARKHAM Con AN

Py

P

. Signature of Official Veterinarian™

Canadian Food Inspection Agency

Govermment of Canada
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" 1ssued by the compatant authority.

@ For goods vahicies, the registration number should be given. For buik contalners, the contalner number and the seat number {if
applicabie) should be inctuded.

Bl Delete as appropriate
o psl273, 10,10.2002, p. 1. b
F e

®  |n the case of countries in which blusiongue sero-positive ruminant animals are present, bloed products have been treated or the
aninals hava been tested seronegative.

®  This must be the same Member State of first entry of the product inte the Community,

®  “The signature and stamp must be in colour differant to that of the printing.
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Module 3 - Quality Do, ENG-50960-Cytodex.0i |

NVI Replaces: «
nederlands Inactivated poliomyelitis vaccine, Date: 12 Mrt 2008
vacein : ot Drafted by: MS
suspension for injection Y
inscitint P ) Page 1of2
Cytodex

The specification is based on internal specification: SPC-21078 version |

Product origin:

Origin: Animal

Animal species: Bovine

Tissue: Bovine milk

Country of origin: USA

TSE certificate: not applicable

Steps in Production process that reduce possible mierobial contaminations:
- Ethanol 40 % during 32 hours

- Treatment with pH = 1.3 during 10 hours at 85 °C

- Spray dry treatment at 230 °C
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Module 3 - Quality

Inactivated poliomyelitis vaccine,
suspension for injection

Doc :ENG-50960-Cytodex.

Replaces: -

Date: 12 Mrt 2008
Drafied by: MS
Page 2 0f2

Cytodex

Quality

Cytodex is a white powder,

Specification

Requirement

Identity

Growth curve of cell line IMR-90
Particle size distribution

and 87 um)

> 0.8 (quotient of the siope of the growth curve)
Z 70 % (dry particles with a size between 60

Density < 1.045 goml”!

Chemical tests

Ione exchenge capacity > taland = L.o0 mmol Clg
Heavy metals < 5pglg :
Loss on drying < 10,00 %

Microbiological properties

Microbiclogical contamination <100 CFU/g







