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TABLE OF EXTRANEOUS AGENTS TO BE TESTED
FOR IN RELATION TO THE GENERAL AND SPECIES-

SPECIFIC GUIDELINES ON PRODUCTION AND
CONTROL OF MAMMALIAN VETERINARY VACCINES

1 EXPLANATORY NOTE

There are a number of paragraphs in the GRIMV and GRLMV documents and the species -
specific guidelines that require testing for extraneous agents. The following table contains a
list of agents which must be taken into account when considering what extraneous agents
testing is appropriate. The presence of an agent on the list does not mean that a specific test
for that agent must be carried out. However, the applicant must provide in the dossier, a
justification for not carrying out a specific test for an agent.

The types of justification that can be given include:

a) Disease does not occur in country origin (and material could not have been
contaminated by this agent, subsequently). Supporting documentary evidence must be
provided.

b) Substance in question cannot be contaminated with this agent, e.g. agent does not cross
placenta.

c) Where the applicant has shown that his general test can be shown to detect the specified
agent.

For points a and b, these justifications may be given by referring to published literature.

The table is divided into sections by species. As indicated in the guidelines, consideration
has to be given to the species of origin of the test material and the target species for the
product. In addition to consideration of relevance of the agents listed in the table, the
applicant must also take into account changes in the disease situation in the country of
origin of materials and, particularly, take note of new emerging disease.

2. TABLE

Explanation of the following table

- SPF herd: include serological tests, clinical examination and, if necessary, detection
tests for microbiological agents (e.g. GRIMV 1.2.3, GRLMV 1.2.3, Bovine vaccines
guideline 1.2.3).

- General tests: Are those where it is specified that the appropriate cell cultures are
examined for cytopathic effect and for haemadsorption as described in general
guidelines (e.g. GRIMV and GRMLV 12214 — 22142 and 122144, 12314 —
1.23.142and 1.2.3.1.4.4,1.3.5).

- Specified tests: Are carried out by immunofluorescence or other test methods as
indicated in the guidelines (e.g. GRIMV and GRLMV 1.14.1, 1.2.2.1.4.3 and 1.2.2.1.4.4,
1.2.3.1.4.3 and 1.2.3.1.4.4, 1.3.5, Bovine vaccines guideline 1.2.2, 1.2.3).

101



m 7BIml0a

gL AL LAFAAC TN INT FHYTAN "808TA SIIIINIOLE S TOOTETA ANLAOT
AL I8 FTTANCM TS | AINTHIYD ONY ANTAD "INTAOT
gL AL BOMTA IETITTIHIE ANLAOT
gL gL BOMTA HIATI ATTTVA LA | INTHIYD ONY INIAD “INIADE
gL gL SO HATTFE ANLAOT
EX A g4 (d3433-0) ILLIHANT FTTICOD AMLADE
gL gL BOMIA £ FEHINTINIY Y | ANTHIV ONY ANLAD "INLADE
gL gL "d8 FIEY TIO0A | INTHAVD ONY INIAD "INIADT
gL gL BIHOTAIIINIFEY I IHY SIS0 TOOHIINL WOTIIISVIOOA | ANTHAYD ONY ANIAD "INLAOT
gL Idod HFddound) 33434 TYHIEY IV D IHVHSI TN ANLAOT
gL BOMLA AT HF DI IF] $1A3d TYHINY IV D INTHET TV ANLAOT
gL gL BOMLA T IR HINE AT ANLAOT
gL "Id8 TAIIROLITT | AINTEOYD ONY AINTAD "TNLA 0T
gIL gIL SIS BIVHE TINE TIFH TFIST D "0 F ‘S0 ISFISIT HINoM JHY 100 | INTHIYI ONY INLAD "INLA 0T
gL gL BOMTA FIHIOOWA SOMIAEOIA 0D | INTHIVI ONY INIAD "INIADT
gL gL BOLI0TY ¥TTIoNAI ANLAOT
gL AL BOMLA TIOHEMTII TFELA THLAOT ANIAD ONY ANLADE
AL BOMTATLOH THLAOT ANLAOT
gL AL BOMTA TYILAOHLS LI0IVAII8Td AHLACT ANLAOT
gL AL BOMIAEOIAODOINTET HOTA SIITIVIOLE 371047 d IHLACT ANLAOT
gL AL HOMTA O T I AHLACT ANLAOT
AL BIRNMTAYIMOTIIY L IHAOT ANTAD "“INTAOT
gL AL [MIH0MOTT IMIACT JILOOENT] S0 MTA FIAIA0TT TIHIACT ANTAD "“INTAOT
gL gL FE T STA0MIASTITAE IHMIACT | INTHIVD ONY INIAD “INIADE
gL BOMIA JT4TI TEETINIHIT IHIAOT ANLAOT
gL gL BOATAFHOHOD IHLAOT ANLAOT
gL gL BOMIA TEFINT JIOWIMCINAH SILOOEIdd T8 SNHELA I0SHOLINTT | ANTHIVI ONY INLAD "INLADS
gL BOMIA IEVIST SLMERINT | ANTHIVI MY ANLAD "INLADS
gL gL BOMLA INFIVAY | INTHIVD MY INIAD "INIADT
gL AL 2 INY T 8d00d9dNd HINNMIACHTIY | AINTEIY) ONY ANTAD "INLAOT
BI8dL BI8IL

SIAISAdE | TEHIHIS

JITH SOATA MHAH A4S INAOY 5I103dS

102



7BIml10a =

* ST PayeTonsse idedas J0) WOTYAII M d0, e
ABOT0ET] A STEMTTS ke WOM] TEL4RYETE TTAH] J0 TOTYAIT MRS e siaal oy 1993 19 0] 358asTp 10 20TasTe 40] STLomTom sambad mopai) 10 TorsToma (I 08 (1]

#1L #1L SNATA SINYHINNG SII1Td 890 31834 ANTHIVI ANV INLAD
g1L SN ALA FHELA TTTVI ANTHIYI ONY INLIAD
g1L g1L (BNALs 0] S0EA MOSOIOY LHOD ¥ILLH LT ANTHIYI ONY INLIAD
g1L g1L SISHALITAMN ¥TTIo0a4 ANTHIYI ONY INLIAD
(7]8IL TAIFIOE ANIAD
#1L #1L SNMTA JTATY HE0H ANIAD
g1L g1L SNMTA IEFISIT JITHS [OAIVH ANIAD
g1L g1L SNHTA TT SHMIINOT ANIAD
g1L (BOELA SIROIFONITY LIFHOMNTOd IMLA O] ILIITHOYYL ANIAD
g1L g1L SLA O YILLIWY THD ANIAD
g1L g1L #1400 ¥ITIoNAg ANIAD
#1L #1L BNALA IEFIRIT FHAOT ANLAD
#1L #1L BNMLA IEFIRIT 9TTH0T ANLAD
#1L #1L BNMIASTIITH INTLIT D ANTHIYD
#1L #1L BNMTA SIIITYHAIONT SILEHLILY IHIEd70 ANTHIYD
EACER EACER
SIAod AR TFHAHIS
J3TH BNIAMSIIFILRINS
TTANHISTED O4IH 445 ILNIOY 310348

TN 0 BI0HF LET0E

103



m 7BIml0a

HAL HAL BOMTA SIIIINTOLE SV TOoTETA
gar HAL BOMTA THFISLI S¥I0oI8TA THIMAS
HIL HAL BOMTAEOS THLMA 8
HAL HAL BOMTA SATTYH
gar HAL BOMTA YINAHINYET I9 TOoIETA AMIoEOd
HAL BOMTAYLOM IO 0L
HAL HAL BOMLA TPI0HINLE TATITIONITS INY LI0I7VAII8TE IHIoE0d
HAL HAL BOMTACATYd IO 0L
HAL HAL BOATA FEHANTINT AT
AL AL [MAITF I-HAHDOET L Sorpngor) #3880 974 ST INT IHTOE O
HAL BOMTA FACHMAYII SINAIAT IHIHE I
HAL HAL BOMTACTY I OLLD AMIOEOI
gaL HAL BITE0HAOHITE IHIDEOI
BOMTIATHOMOD LE0IFEIISTE
gar HAL ANISA O P8 SNATA SIIIMIINTOI LAY TTISSIISTEL
HAL FAOOL IO ¥ TTIA0TLEY
HAL HAL BIMIHAOLH WIS TI0DAIN
HAL HAL TFIHO0 AN IOLH FINET TIODAT
HAL dd8 T80 LITT
HIL HAL BOATA SITTILWOTYHIIONT SHIIFHLLO TOOWINIVHE
HAL HAL gIva BIVE TIVE TVIEY ‘D "0 'V 80MLA I8VISTT HIOOW IHY Lood
HAL AYTH IV I0IEOHT 3IaH L0 TIARL T
gaL HAL BOMLA STV oL O TYHIIOHNT
HAL HAL BOMTA IAATT IHIAS TFOIRETTD
HAL HAL HINE ¥ITIDNME
HAL HAL BOMTA FICHMEVII TV LA IHIACT
HAL FoOLLITHHHOET ¥ITILIIT0S
HAL AFIHOMOANIOINTTd 80 TOoVIOHI LY
gar HAL BOMTA IEFASHI &L AE8INNY
HAL HAL BOMTA J3ATT IHIAR HFOINIV ANITHOL
BLEAL DIA0dd8 | HISAL TP
IIT8
BOMTAMIIVILAI0E TTIHISTEO THIH 445 LMASY SAI0AAS

104



7BIml10a =

HAL HAL SOMLA SATTYHE
HAL HAL SNMLA OHMOME 0 FILADOHAS THITA
gAL HAL BOMLA FIMAJIOHAOTTHYd IHTTII
SO ELATHOEOD
gAL SIMALINA AMITAS "800 SIIHOLIETd 80ollodINT IHTTIS
HAL HAL BOMLA FTIOOETE NI TIENELA FINIE0T T AMITI
HAL HAL HOMLA LOHAISIITIOHONINT IHTTII
gAL HAL T BNMLASIISTH IHITA
gAL HAL SOMIATOITY D IHITA
gAL HAL SOALA LM DD
HAL HAL I0% LI FTAAIY THD
gAL SOMLA IFTIRIT 8 LAZRACNT ANITAA
HAL HAL SNMLA SILIININOLE ¥ T0oIETA
HAL I8 YINOSOHT ILEL
HAL &I #0000 lITI L
HAL HAL SOMLA SATTYHE
HAL IATTFINOINTRT OIS T LW T0oL T
HAL HAL BOMLA SIIITYHJIIOHT 9 T8I 70
HAL HAL HOMLA ¥ENANTINT IHIO0T
HAL HAL SOMLA YIAANY S00ILDIINT IHINS I
AL AL FE R T @EEOMLA #IJSTH IHINGT
HYTTINZEINTA HEILET A
HAL gAL MEAILETI SA80FL ST TIAW O TYHIIONT IHTNST
gAL HAL SN SIIIMALSLY JHInsd
HAL HOMLA IETISIT THEIOT
HAL HAL HOMLA BRINAOIR I8H0H HFOIE IV ANINOA
LAl OIADddE | I8 TPdIHdIs
JIIH
SOALAEIIVELEANE TTIHISTAO
THINIMY A0 830HT LEdNS THAH A4S LNAOY SA1034S

105



m 7BIml0a

gq% BOMLA 5 AR

&L SOMTA OF AR

X gIanNgIACTS

EE A "dd8 FINET TdO0LIN

gL S#IaNALARTIIITH

R (BT TOILYYd 8#34LI1-ID) 8IIRNAACHIIIS SNOHISoIHT
EE A SNMLA TIOHISVII TPalA ANIACT | STTII0HIA

831 831 SNTA STIVAE

EE A SNMTA SLITTEY DOAMOTYHIIONT
EEEA g3% [B0MTA SIIISHINIWOINOHD SILLOOH L T] S0 MIATHINY INIOOY

EE A g3% SNMIA STV

X g3% SNMLA IEFISIT SISVINOMAE 1997y

EEEA EEEA SOHLA FIAOMA II0HS "S0MIA YIROKAIN

X g3% SNMTA SLITTEY DOAMOTYHIIONT

X SOMTA TETISIT 8L AT
EEEA g3% BOMIATHIY L1aavy

EE A g3% SNMIA STV

CERA CERA [a®] BNELA § FEHANTINIVET L

gax Id8 TAIIROLITT

X g3% BOMLA QAT IV AHINT D

X g3% SOMTASIIITH AHINY D

Ek A EEEA SOMTA MIJNT LTI IHIF D

X g3% SNMIATHOIOD IHINTD

X g3% 7 INY T 808LACHITIF IHIHTD

EEEA g3% SV D ¥TTIoNNT
gL SOMTA TEFILIT SLARIMNT ANINYD

LIl JIOoId8 BLEAL TVIIHNIS

JIIS SOAAMSTIIVILEINS TIIHISTE S THIAH 445 INISY SIIDIIS

106



