STl TeTd ¥t WA HIYEUE, R0%3

T R qUAT AWy Ha=ATIe FrEtery, YA
N, PIRYeR, FISHUST, AT



St gerd grafrg TR ArRvE, 053

(Standards for Veterinary Biologicals, 2006)
(T Far faamrerr fAfq 08310494 T U AR & rea)

e (scope)

Y], STl STATeR,
TAT G GRET T SATqebl GG qFafed WIGUE (RO T ATa9de AUhT TRATE q4T
q91 Jar fagmTae, o4& # Ew Q0w wfaewr W qor Far faumrer A Sifaer ward

Sfereft TereeRr gaares, smard, frarg, fates faarer ar v feme 19 T uR arear
FHR?, [aer ¥ AR ARIAHT TATARe ] T JEqT T Aeared

© o)

gl HIYeve (MU T T |

T8 - 9
TR
Q g T T IR
@) TG ATISUSH ATH “SfqehT qard qHteT TaRALT HIEUS, R0%3” EAE |
() I AIYSUE UTd ATIRTSTAT AN A, |
(3) I AIYSUE 9T a7 (9Tl Raeed el TR <@ &Rl ga |
R QICATST : faor o1 JTel bt ol Tear a9 HIIEueHT:
(Q) “StfaefT qaTd (Biologicals)” =TSl T9T faehT& AT T TATRIHT ATNT FANT A
STy A1 fauTeER SOt @ AT S 7@ TR 99 |
() “FTATAT” TATA AL TURAR AT AR SFRATIT HraTasd TR T4 |
(3) “THIHATEAT” ATl 9] €@ q97 997 4ar Al 04% Fh I |
(%) “FHRATET THE” T T HERALT TURAT qdT ST SHEEATIR FTATAT R
FATET THE &R T8 |
(%) A TS TH ATIGUGHT LA § T R T8 THRT T |
qi=RE - R
faRTereT ¥ sAlq 9o ety g
3. JHIUIE RIS 9
Q) TERERr Sfaer 9Td JURT (IAT T ATRT BH AT AT AR I GG

ﬁ ﬁ ? \F( = 2 \ﬁ N ﬁ = GT?I \\ = El:oﬁ'a'r{ \’

el qaTd qAT ATHUTEEH! ATA( AT, IATGH GORAT, TUEAU, e, HISRU T
foraer e AY8UE STEY TUR JHIUIT HETSTT HATE FHE T T T |

K



() FHATAIA AT IR ATALAE AR THAR! BT THI T FANTS SEHT A&

Sifarehl JaTh AT ¥ AN g 9al dd gals SANT SITIATehl dNT [hrre T
T, |

¥, FTAITIT AT TH ATTed AT FRES:

[aN aY o

(}) ATFT HRAL SAfaerl IeATEA fath faaeer I9 =ed IcdTaehel AAHT-T7 TS
SATRT SATRAT IJATaTehT Aa=ard FrTaras (Research Document) @re sy
AR, AH{HT, GAIH AT eHIHRE TETIRIed HUH! T ATAHT Ioof@ TRU ATET
97g, &I, AUIAh, TATAH HUH BT ANIFNIF [Fbrgare THIT TR IqTaA
JoT ARETT FRTSATAES THT FRATAIHT T T I, |

(R) FATATA A AEIIHT ATAIAEF STk TaT TR Aol Jeqradepr sra=an/ feafa,
JATEH T I97, AT STAER AT Gefl, Aledd JART, AIA, AAGdT a1 ATTABIAT
FTAH! T FTHT o GAHI ATIRHAT AT SA(=e¥h X AANG @A fqrqe=1 o1
T GdTs Al HERART Sifaerl ITIad T a7 AT T ATHATST GaTd 9 T |

(3) Fefemer Afaeht qarel IcaTeARl AR WET T AEd Ak a1 AR HraTdd THE

Meae faar Hasaary 719 Iwifgd FETSTdesdl Afdih  Selddl &S gdls Hdad
fa T |

(%) W1/ HFIATR] ATH T ST

(@) F&IT/HFIAT [T ITRaTdT Alchgsdl ATH

(1) FEIT T@ehl TATT T GEITRT T

(1) e FRET, WANT AR AT, URAR HIIGUE ¥ I FHAKIEEH! qMAH TR T AT
ATALTHAT AT AT THTRT THIT-TF |

(F) SITdehl TRTIHT #Td, IATET (ATd (Passage history), SITAT (Strain), ST GeATI aT foret
YeRAT, AT YT TEEE AT (Virulance) ¥ TR 9T, WUSRY ANHl, AR T
qE, IcATaAdl AT AEaede [AISATHT aamde (Media Composition) ¥ & 9T,
qfeetor ?‘lﬁ?ﬂ, fast goarrgur qor Iaareq faq afear (Inoculation & harvest) 3cdT&H AT
T qfeerer T qfeerr (Product formulation and Tests) <kl QY YART Aty qHT g::f fafq T
T qfeer, GANT TH qRTEEs, HTET, YA A dRedT AT GEEe WH g 9 |
JCATEAH EAT, TIETTAT, THTAHRIAT IS TAT FoT Kbl g1 9 T I<h TTFH
HIIEUGH! IMART FHIEUH g I3, |

(T) Jearted gerd ¥ T fas (Master Seed) 1=l qET GES (Within Five Passage) Cal &l
T, |

(@) A fa9 a7 =1 Fe e USTIe IR TRI R AT AT JaTd THTHT
JHITTT g 9, |

(ST) @Y FAT SAfqeh IATEHEEHT TRETT (FRIETTAT, THTAHTAT) TSTF M AR AT
g7 T (Statistically Valid) W&Tq TTAT T 6@ | SETEXUHI AINT.  ATSRUTCAT:
immunological TRETUTHT HATNT T FaT @A AMSUHI T TIF FaT Heald  STATAE G|
ATAITHAT e T SATA=ST & ATHTACTAT: 897 9l @9 Ul Hed Al aal af=iebl T qi=
FAT FHrald He AR T2 AR g TG, |

D




(¥F) IATEh THTIHRIAT FFe T ATTATIETAT 9T T I | AT TTFA
fstferar fermurent aT2er (Virus Titer) a1 AT F@IT (bacterial count) AAT HA @TT
FATTHT STATAHT FAG Footd TN g THG, |
=) fSfaa faumors=r @il arger, @iashl YART fafd AT Ul (RiqHr afq a1 @rde
TEATCHE JTE TS Flfed AdH JE1 =1 919 [0 96l g IS |
(@) ATIAT I FARTLMATA @bl RITAAT FARTLTAT AT AT ATl q97 a1 J&fE T I
T 3 9l FHEle FESA (Heaaard @i qUH g1 9 |
(&) fafaa @raer gar I AR @9 FAqE AMGURT FA18% (Contact Control) AT T
a7 hid" FHEfe KU q80d T = g1 s |
§) FAAHT Ioid XU FHITTHDB! TATARIAT TFTe T T T T4 |
(3) FATATA IcATGHH! (e [ebd AT IATah [q7 AT AH ATHA-TA BT
IATEAEE ATTATT FTHT FRATATHT T9T T I, |
(%) JATEA ATAAT T YT FCATGhA FCATGH TLHT  HERALT SATTebl ITATGAEE T
TaT FAAHT AMBT AT qFAT, TR, AR T TATAHNT g T |

qiveRe - 3

et (Inspection)

Y. T 91 HFAIH AieeTr:

V) FEEIA ALAA-TT Y& T AT IATER GET AT AR W T AT
maw%ﬁﬁmﬁﬂﬁﬁﬁwmuuw g | OE TH glegd
fRTeTerel TATET a7 |edT a7 HFAAHT T8 HUHl ITed g Ml TFeedl [aeqd
AT TR GIIT a7 HHIATH] Tebid T Ie9T AAR alGHT Tk gl (q [Hirerores!
FE T TREH TS, |

& e S 9dE aEAT FRIHT T 9 TR & |
AT ST FAT AT HFIATRT AT AT g5 a1 fq9 Sa1 Meerdes @arsd qibs, ¥
T @icTa Medeed [aew akfeafaar ares 35 gwar W AT ®1 T899 T
T, |
R) fAfeeroreRr et @iauerr Miveteher MRTeTore! fqalaaTdT ICATe =T AT+ qTUHT
a1 =gre Riast T F241 a1 FHars fdaigd FOA1 e RIS 948 |
(3) ITTEA T IATEA IPRATETHT Ueh FAT HY THUH! TS IATaehel ATHAI
AT ARFEAT TAT ATHA-TT YT g TR ATeepl qRI&T0 Afqei @iag AT
fRIETRdTs Iueed TRIST T |
(%) ICATGH 9T TPl TATFHAT HXh I SATTHT a1 B JTHRRTA FJeATad qeafe
ERT Gl HATATHT IR THT FIATATA Al FEIGHT ATaeTF qRE0 4T
fafeeror 9 WIRA T

(¥) raeTer fererorer  RTafrardr srataaeTe @fcs AU HLTeTedrg (HeIerr srar
FEd N AT He AL MeTerhesl Fasd g |




(%) JAEHA HITAIare IR Tl AT qar queaerr Jrsn (Inspection and
supervision scheme) A#fard FIHT ITAAT T T, | I<h ATSIATHI qTAAT T THTH]
A FARTEToTeRT FHAT TATd AT i e |

g - ¥
LRINEUEL

%. MUAR 9iRerr (Quality Assurance):

(}) FATAIA UEAT IR AT IIH TN HIRAL SATGehl FFared qoAMebebl ATaeqF T
RIS {7 IRETEs FARTIATare TRI0R AT ICATEAH! AT AT J&TF T4 3 |

(R) FHATATA ICATEADT TREAT AT BT THITH TS

(%) JATEH AAHA-TT YT T qd A TIEHT HA f99 (Master Seed) T e H
HITHT (Master cell stock) T @l qaT qfg=T= qEATeT qRIeTor g3 |

(@) IATIET FTEARI FRIFTE T ATAIT-TT A (7 SATHT [URAR FFafed TRIero
T {q-ee Thadar Fafed qRe TRAE |

() ATHAT-TF YT IJATGHH! GFAT URAY ATHA TRl AN IeATawehl e AT a1
FqATs gAMg TH THATeS AFHTAG adebrare (Randomly) EFT TETI TR |

(%) FrATATS T e qardewer aRETr TAT ISRl AT, YRIETT T THTEHR
TU TAHTRT Tlebe bl ATHT JIRETIT T |

(3) IATEHA FANTLTAT TICETUIRT ATNT TLT TTXbT IoATEd Sifaeh IaTdel Jeiesh =< /
fafeaee! THATES AL 9 Feled a1 HATAIR RASEH] TRIATATT ATTAG D!
TAHT HUGRY T I ¥ AFH bl AT / [qgael FaRT fafq F9@req 9 qe=ma
FT FeTAT IRET (Potency Test) T TAA (stable) T THTHT & THE | AT T
GarLal Potency qIeE af TS |

A AUt o A a3, faur], e ¥ e #T FoaResdl @ar a9l
qig=T FFated 9ReTT qi T Fibr 3 |

TR - 4

IdTak (Manufacturers)

O, ggula faq o=

(Q) SATaeh TRTIR! IJCATEAR! ATHT-TF (ATFA) I JATT SS9 JeaTaehel
HATTAIETHT TUF Taehebl ICATGA (Mol HIATATH] eI [ T |

(}) ICATEhS JATEH AT | T TR (Serial) STATEA [AebTord THATH ATHT
JATEART ATAYAF THAT TREAT ATTATRT Ferd HTATATAT T9T T TG |

(3) ITIR YT bl JATEAD] TRETT FA(TSATR] ATIARHT HATATA JATE TRITR
A e | THAT IR0 Alqe FEraeawhal AUl FArade Icred (M Ad

TG TS, |




(%) THATEE [UTaed aReTueh ART AFHIT JRATaTeE (Random process) S T°, |

(X) T I FCATITHT T FebIeehl AT AT 0T [AAFA 1 TXehT qrgad e fagefr
STATEFEEATS U TF JHRH Random TRETT T JeTEH qReTT fHeprest afeamd gaeg |

(%) TGRS AT ATHIT—T (ATSI) I IcATed GRIETT (Safe) T ThHHATITRT TR
faear fqareT IUgh YhRH! ATIRE [0 (M qIAT I[ORARAAT TATST TeBadT
AYATIT e | IATEA JeRAT HATdel [TUhl THATIT Hef@rd g I |

5. WITRIMES AT I I8

VT /@ A1aTd TH =6 Arabdrd  Siedd /@ qrard T&f e
THITSTHH AAeeHl AT T IS

(}) SUTHT [I=@T IR IATEAS faurey, ey a1 o= qeH fharust=a I o9 T
VIS AT T Flehel G |
RS I ¥ A TITAAT A ST T bRl SR ST T 9Ee g |

() VI IR T 90T fq=me a1 smaniad A7 fauroy / fEny a1 o= 989
fhaTuEeal [STHMH (Genome) X TFIY SATHHRI (Characterization) STATARAT HTATATH]
qeT T T |

(3) TYHET qAT [qHIedT IATEA AATT T Glqaiead AUH 9Teeard qeaeiesdl AT @
ar I A qRTEEE ATAT T e i |

(%¥) IATEH aqT AATARATA ATATITTHT JATGAAE gATI AT GaT/TEIHE ATS
IR AEHNT IR AT AT T A FATAIAE I RIS I8 |

(%) IATEH T ATARAA @IIee b S[Iae dAebl SISHT ATl &l a7 ISR TaT
VITHRIAH TR AR ATALTE I ATHGH Afdiged STHT HIH TR g 919 |

(%) HATATIAT AR U7 TRET T A1aede a4 e fhe (Test Kit) Fraraaer am
AT G1 qHT ST ITEd T HFe J9aed RIS I98 |

Q. WATHIE &
fergrer srerear ar givfeafaar fafera gammer afn smara v Sefeasr S

o

TRTH! (AR THRT ATALTF S T ¥ [AREAHD] AT FATAT TAThae! g |

qo. fafee:

(Q) FIer afr Tl Sfae qard a1 TR T TR BROETE TATSET B @
TR TATTAT AT HHT ATHERT TR Fersrars o avg | F=dr =1 g udfe
I TRTSH T T FATAIA |l IUR ATALIF S /AET T IcATad a7 dRTaTel (
TE) AT FY @A AGUAT IATIHATS T AT AFFRT RS TG T SATEFd afT Frer
FHINTH TE& IR FHAT ATATSH T |
() IR THRITHT I<h IS SATH SISRATE BT AT IJATaA XA IR T A
AGAHT AR T AT ATITAT IS Hed A 9 rarerae 67 G | Hrarea
fauepl T QeI 9T T F¥iegd IcdTaeh a1 ARIBRATATH Faed g, |

%




AT
STl qareel THAT Y97 T, TR T T AAHRT RIS T

FATATS AT GRATAT T AIATST FBAT / ARBIRT ATY O |9
FAH AN IJATERA bl THAES TIIIAT AIATST I G&7 T ATALARAT qried
ST TRTSUHT G | AT BRTSA8e Aiad TANA] TRETR] AT HraAed a1
T TAERTE T TARTTATEEHT TSTGUHT Tel THIRET SAfehl AHATEEHT AT ATISTIS
AN ES | Y AT AT a1 TRATES (G979 ATI=ATHHT FIAEEH AT & S |

HTCTHT YETES:

(Q) THTTETTEAT GIRETUTeRT SATRT el THAT TSTIET IATIRS AIATS I LT
() THAT YT T, TRET T T ATFAHNT RIS TR

(3) A fa3 (Master seed) ATEF AT STk TaTIEEH TR o

(¥) A {3 (Master Seed) TRETUTRT ATRT ATALTE Alid T ATALIFARE

(1) TARTIET GfReTurel AT el AT TSTSET STUTEhe qRT I IN FTERr
AT HAT:

T RTATelh SATIH THATEE qLIeTUehl AT ATy FTHT HTATAAAT TSI
T | FELTHT Joqiied a1 fasht faawer g sifadr Icaren father aiT q3rsT el
TIRETITeRT ATTST TS, AATAITF [GeATg A, IcdTah AT farhepdiel [ael T T
AT ICATEA GATAT AT YT gArTd FrATAdd G35 Alhas | TqAEe AR
A/ ATHASTHT (Rl a7 insert T AR TRUHT STSATIE FHEL T (AR
TRUeRT dfeepT ¥ ATIHTAT B T FrAGIAT  fgEl T T A S 9w
T, | Bk SATSHT THATH! ATNT GT T I ATALAF ATA T ATILAF T AHATR
foraRor SAg=—R AT Yoot TRTHT 3 |

THAT IS I+ ST

ST FATAT TG,

FeRALT URAR AT ATl eI wre,
qe] T [Ty,

\|\Ei{|{| l \El El:

PrqReaR, FTSATST 9T |




ATAAT g TR I feraor:

g ISl AT AIUAHT HIEAHT TA AfGT FHITTHERT e/ AT insert & TS, |
R0 AT ar I 9T FHH! AR SATadl TR AUDT ISRl JaHT (e faaRor
Joot@ ATH E T |

IqTahehl ATH ST (Name & address of the producer)
JCATE! SATIRIE ATH (Trade name)

e a1 dRTATel% AT= a1 HH Fedl

1T Ak fAla (Expiry date)

TRATT ¥ JAT (Volume & number of doses)

TG IS ATH (Proper Scientific name of the product)
FATSH / e TTeHT (Reconstitution direction)

T9T el TAfd (Date of Submission)

() BT THAT YIS T, TREW T T AR TS TRAT:
() THAT 9T T Hqee

fl 6 A" X W v o

() fafT=T 997 FaR=ere FAEIEEae / AFICeedTd

() T FAT fqARTRT qerdel smara fara atafdere

(3) Ffedr eifu Tt fafe= SRS, TANeTees, A Ch
FHES, T AU qHqaes Arfadre

¥) FATATA [AREATHT FHAT b Tehl THATRS

W) A Mierreware Gitd THATES

%) SUNIRRTS (qehTaa &l Iqeled TRTSUHT AHATES

9) FRATAIFR! ATMF FAHH ATAR IAN, FANLTAT AT TARATE Hebad THATES

(
(
(
(

(3T) HTATATAT TRA THAT TRETM T ATABRT RIS THAT:

Q. AREAUIRT ART TSEUHT AHATEGH [FAwal, ATAYTF THAT FEAT, THMRbTT
gfededl  ATRG-I9, IARAHRAT A oA Fbo(i=l UG AT HATATA  THAT
IR 97 | ATTLTF HRATHT =ATed THAT THTH], Fig qLAbIdTE GaATl THTH
THATES FRATATA LA Falg | HATATA IR THATEE TRETHRI AT
T STTRT JHTTT T f&q Ieieg) |

R, FHITATAT I AUHT THATRE Aeddl ARI-TF FATAAR HATAT THE
THET T B |

3w 9’&'43?:[ 9T FHATE® ThS AETH AN Sample Coding and Decoding Cell HT
TS |

¥, qHATHT qRET HrATd & FANTNATHT g TTHAT PIGSHT FAT YTaTehel THATHT
g TR 45 FrATAIHT FAETAAT-THEATE TS I S |
(%) TATTLTAT THEA AT FEER] FEATTHT THATE SR TRETITh] g

c



THATSHSA T &l %l AT (s BIAH TR AMBUH! FANTLTAT [aeeqeaT
feardaT faaror v sxa@q T 91 |
(@) TN AARE (HS [S-HIeS THEH Toled § ¥ f-Hiiee | Faulg
afess qo1 Fafecas awer o g |
(1) AT T Fpraars Tor3 99 Kardel qamr T JHIT 9 Hd s
a1 fefrcaeret g |
(°) ASS 97 Fefhcdiebel ATRANE Ths (G FANTITAT SHIGHT T FTARTLTAT
fareeroor fedid FraT@d I @ I II18 NS |
(3) HTATAY ‘;Hitd@i JHTTOTA TRl fedard e TRor O (Confidential covering
note) Fled TRMETHHT TGN AT T HHTHT TS I, |
Y. T2 Tdh TRETT &1 I THAT IHTeqa STAT AT TICETUTehl Al qarasideb
FATHT AT I AT I AARA ATHT ATITARAT a1 IcATaehals a1 q1e
STHFRT TRTEA G |
%, STl qaTe IR T FURT a1 FFIAT a7 BRIk a7 ferparer faeir
qaTel Fe ST TRTT TIETT I ATEHT AT THATRT TIRETT lfepuep
oo [oIg AT TAfEq s |

(%) AT FTARTITATAT TRA THAT TIRET:

FATATD] FARTLTATHT THAT qREAT EF Tqd AT AUHT I AHATEoATS
Reference Lab T 9381 9aT 8T FHISTH T IS
Q. = (3M) Q, R, 3T ¥ (F) AT Iedidd (a1 R T | THAT FEATHI THHA]
T T FARTEATA Aleb THINTH g |
R, TARTEMTEAT Y@ THATHT bl pifgg Ml fqerarval T I FOHT Al
I FARTSTTATHT ARETITH ATRT TST3T AT F FaLT (AT T |
3. qRET FE IR AUH(S, ARG (Foawal TUH 99 Aleas! Tieeer Rurd g
HUHT 999 91 RAE FA@d gq@ FH7eT 997 T 97 T Fad Tqa@d
41 [kard ganrener gHE A afedr fe-#ifes T T YRSSH AT TorsT

T |

¥, Eafg Al ShAe T fe-HIiesH AT Fiies fe-Hifes THredT T
g |

Y. TAILATT AT (30) ¥ B (@), (1), (%) ¥ (3) A Iooi@ AT FHISTH T
T |

() HA {99 (Master seed) a8 3T Siferes qere ol qiverT gIb.

Q. F q ST I (FAta—9F g wify ar afg) @ afedr faw (3)
TR THAT GRIET0 TR TS |

R YT AHATH HF 0% (ATE Gfqerd) THAES THE T 995 | F I
JATEAR] T () T Fal HH THAT I AUH GUSHT TN IATIA I
HIFTHT qUH b (1) T THEAT T |

N



3. AT IUTEH, FHHT SRAUHT IcqTeH, IcqTad THATHT 6 daed ITRUHT

I a1 A= AANES RO AURT JATETe%eh! TET G¥ g i T
e 3 |

() WTTSA GTEwl (Vial Size)

T 93T qEl ATTA ATasl HUH SATAH! IATEART TRET TR
T

Q. T RTAET T HAISRTATSHTRT ATRT TRET el e WU qTes Ueh TEHHAT
TG TRl gt T Ty gier a0

R THTHHIAT T GRIETAAT IRIET el Tk ATCA WG T SATeAhT
yrafafeca e, | ATE H ATCA FTGTAT TRTERT THETT Hel T
GUSHT U TS el HUH AT |

(@) II-3ATH : G TV (AT, R, Tefeferdy anfa) wrepr
ATRT BYF JY-ATIATS G AT R AT o | e JeaTaehl IU-
TIET Teh Ydeh YT WUAT o IY-ATHAH! Aol I AHTaF
T el T FIfed B9 ¥ % U IT-SATHHT HRhad IMGUaT

TT IY-SATH BT [T B |

¥. e {99 (Master Seed) TRETITHI AT ATE¥IF AT T ATAIAFATES:
o fas ﬁ?l?ITU]; (Master seed bacteria) :

(P) HA fas ﬁﬂTJI'I'UI (Master seed bacteria)
() I 7 fa3 a1 @17 Icdared T fa5HT Stock Af& @I IATET T Stock T
TIHT R, T Gl Bl IR T I, |
(ii) TRTHEBA FHeaX (Ice culture) P FHIETAT 3 HIUA (TF TH.UA Fid AUA FHoa
qUHN) ATAITHAT I8, | AT ALV IRATTd FTATIHT (Genetically modified /
engineered) T [age! ATNT fTH ATUWAH! AALTHAT IS, |
(iii) Foraroy, fawror ¥ gdRled 9 ggarsd T 9 (a3 [Sares afe=m T= e AT
Specific Protocol AT afeetor Tl_ff; T |
@) o a3 REresr aiT Icredae Iuae RIS a4 [qaruees 9o a3 fSar
TS T 3T (O JEINTHeRl [qaR Faaaears SUasd RIS I7S:
q Tt (Genus), 91T (Species), AT E!'ﬁ'fag_cf dAT$ (Taxonomic data), Serotype, Tl
FMO AT TRl AT Tl fqaxor
. I T SR
3. USRY T HARITEE SIA: HIEAH, ATTHH, FRBHRI T FHFSH (Lyophilised)
FRIHHTT T TG
¥ TSTaTo] ghIS FaedTes T&d: HIeHH, qTThH, FEAASTEsaIes T &Tdr 9K

(aeration) Mg

q0



Y. (U7 qAT qie=TT TRl AT (S SHTe, qigepl AT ATa9AF ATTHH,
St 7| iRl (Biochemical Tests), Serotyping TG FHTALT ATH)
(1) HeT fag a1 @ aareq fasesr FIy §|—§— (Master seed or working seed cell banks):
Q. T A a3 AT G TS (9 B 43 Al @ S s FART T, 99
IF HY a1 JTITHE HUee (Primary cells) TRET T I9, |
R, HITH TS FAGHS T &7 H (43 a1 @9 IATgH (93 HIT Igare IJomad
lot EEHT THAT AT Joot@ T FHISIH i< 9911 (Passage) Aw=T HIiY Afdehad
TETS YEISd I YCRATHT Ioi@ X FHITTH FHAT GO0 T I ¥ ATy
FTTAAD] TARTTAT AT THAT TRIETT T TS, |
3. qR& TR Jedfad H fa9 a1 @9 o 13 (a9 T I lot E5eh! LZATHI
AT TTeTqT T I, |
(°) PIUEE (Cells) @l TXHHT M TSTHI AT
. IATEF T T HT T QT IS HUHN Stock Fg T FATATATS FIETHAT T3
AT (STEHT HIFTHT G5 TA.UA.) | (a9 T FIRIHT AR ATTA (STIHT BIHTHT
IR TH.UA.) @I TATSH [d9hl Tehebl ST I |
2. afg 71 {439 a1 WY SIS P Stock TI& TTHT FATAATS BIETHT T ATTA
(STERT HIETHT B TH.UA.) BT Stock HUH H a3 a7 @7 93197 T4 |
(3) | (a9 I AT IR IARHA HATATATS [ T ATIITD ATAHREE:
q. SfTeT (History)
o) qfe=TT (A ATGART ATH T Species)
AqT) AT ATSAH IJcard
) A ATgTHRI T
) PHIYH qATST S(qeTd
(I) @IT IJATEAD AT T Fiche ATTHTH HT TIATSH
R. qlg/EHISA AATAET (Growth conditions)
(3F) TR R AT
(
(
(

i

(
(
(
(

o) afg ArerH

T) ATAYT® ATIhHH, FEATSRARATGE T TRl
) TATTeafaHT T (Maintenance) HTEHH

. Fr=a sa¥ATEs (Freezing conditions)
(1) Ferema-wrers

(M) g TRUH BITH! TA

() AATATEE (AXA AT ATH L)

¥, gfg FHt UrR EiRer qikerer TR 9T Gt # AT (Result of any quality

control testing)

A fa3 auT9] (Master seed virus) T AR I8+ faumore fas:

[

Py

(@) 7 [a9 a9 (Master seed virus) ¥ SATHRIT FATIH (GO0 fagepl qiRETT:
(1) 9 7 fag a1 st aare fager ds= afg sl Iearaedr o
TANTHT TR AT FHfdehead] IRATTA (Genetically Changed) 3T 3fwifarg
faremoy @fed Frepr 9ieetor T 99, |
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(3T) @T JCATGAHT ATNT AR ATTHAH TS T AT level P EXF [AUTIH!
THAT IATEAH] STATHT SATRAT T FHITH S T T | Faomorerr a=mst
IR T BATATA T Faeg, |

(3) | Jedit@d [Tl THATH LRIALT (Sterility), FTSHIATSHT, TSHE(aTH
TSTva X fauToy gRIfTa T AHT ATIIRAT ATER SHidE TATATS A afed
qRETT T I |

(@) FEET aXHHAT Ml TSTTHT (G0 FUAT [+ T AR THAEe Iqded RIS IS

q. afg IAEFAT Fg qA g, fawmoy T @ awre faurorer fag swowr Hier
T2 TH.UA. %l I5 ¥IUA H (99 T FHETHT IR TH.UA FUH IR 910 @MY
ERICERCCH

2. afg q=1 fag, fauror ¥ @ aere faury ugd wu st g aree ofq o
FFITHT Teh TH. U [oOT0] HUeHT) ATI9AF F |

3. HIETAT 55 TH.UA. TTH g5 TUA T (03 [GUETE =@arsst T Uiy
(Faremuretrs sifreba® q:q AT UfrafaREe qul FUHT RIgeTSS TH) H
AT HAT T |

L q U TR SAATddhecd] RATTT (Genetically modified) faoToeses @it wa
TH.UA FET THATH T 968 | Afq FHT JHAAT JAGHhd 797 g fag At
@y gAT3 [a3 P a7 [ YARTAT ATSH =MeAl Al Bl THAT ST dATs
qRETTRT AT RIS T, |

(T) IcATEHATE HA (43 fauTar (Master seed virus) IR HTATATATS IT RIS T

[EEEIFA
q. SfqeT™ (History)
(1) faurorerr Ar9 ( wifa, T, fafas a89d) I ques

AT fauTareRr It
) fauroreer =q

3) @Y IATEART ATRT T b AfTebc ™ [qUTehl T&rst

&) HA 93 (Master seed) 1 a13aY

R. qig FTXAET (Growth conditions):

(37) FIHATATAT FANTHT ATIH A ATZ1E® (Cell lines)

1) HIEAH, gAhed- dI9shH  ( Incubation temperature )

HATEAT, QIO qHA, FERU At 87T ( Usual time of harvest)

ATHAT aTgaral qRfd |

3. WUISRUHl JALATET (Storage conditions):

(37) dTI=hH

(3T) AT (T TR AT SRAFBLUTETE GebTTHT /Liquid or lyophilined)

(3) feazar

¥, gfq T fAaeor afReror IR 9T Gt @ AfqST (Result of any quality control
testing)

(
(
(%) [oSTUThT OIS SAETE (Passage history)
(
(

)
)

N

)R



AT - R
TiETITR ATNT SATaAqF I FHAT:

frafea qieeorer AT 7 FHSIA A9T0d 91 Serial THAT I¥RTST 988, |

AITABT AT

9. I HETHET FTHWES, Colostrol
whey products, UfrdsId / TRATLS, |90 TH.T. 40-30 | R9-900 | qo0 TH.UM.
Pasteurelle haemolytica ¥ Haemophilus | qvaT &q UHUTT | THUTA | g7 el

somnus STTHT HATATI a7 extract

2 ;) N qo = 3 q
(AT W) ATEE  BY e
JATEAEEH] EhHI

3. IAT TS AHATEE (Diagnostic | HETHAT R T (Set) ATHIES (Kits)
kits)

3. Colostrol whey products HIETAT Y ATAT

¥, Urdalq / THATSE FETHT 3 TH.UA

Y. Pasteurelle haemolytica q.9 AT Ieoitgd T FET ATedh, R HIATHT
Haemophilus somnus U SATaTI] Pre-adjuvanted material 9413 AT g |

Ell extract(ﬁlqml HTA)

TR | IATEF AT FATATA BETHT B AlGATHFH TRETITH AN YT AUH THATES

A FE THATES T T I9g | I TRE T TAT T THATATS JTATT T

TS |
. TGHT Joid AHUHT (9T F&IHI 8FHHAT OIE Technical Manual HT Joci@ HT
FHITH g, |
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