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MIZKHAPOJITHI BAMOT'Y L[0JI0 BUSHAYEHHSI KOHTAMIHALIT
CTOPOHHIMM BIOJIOTTYHUMU ATEHTAMU B ITPOLECI
BUT'OTOBJIEHHSI BAKLIVH JJIS1 BETEPUHAPHOI MEJIULIMHU

Haegeoerno pezynomamu ananizy mMidcHapooHux sumoe wjooo cmpamezii ma memooo102iuHUxX
OCHOB 00CLIONCEHHST KOHMAMIHAYIT CIMOPOHHIMU DIOI02IUHUMU A2eHMAaMU 8 NPOYeci 8UCOMOBIIeHHS
ma KOHmMpOA0 IMyHOOI0N02TYHUX 3ac00i6 0 6emepunapHoi meouyunu. Ilokazana 8iominHicmb Y
BUMO2AX, WO 3A3HAYEHI V Oupekmueax i cneyiaibHux pexkomenoayisx Komimemy 3 nikapcvKux
3acobie 0nsa eemepunaprnozo eukopucmanus €C, €gponeticokoi Dapmaxonei  ma Kooy
¢eoepanvnuux npasun CIIA wo0o xoumponto 20108HOI, pob6OUOi NOCIBHOI KYIbmypu KIIMUHHUX
JUHIU, 20]108HOI NOCIBHOI KyIbmypu GIipycy; 20mo8020 NpOoOYKmMYy ma mamepianié meapuHHO2O
NOX0OCEHHSL.

Knrwouoei cnosa: sakyunu, KOohmaminayis, MidCHapOOHi UMO2U.

Beryn. IlepmiopsimHoi Baru B rapaHTyBaHHI O€3MEKH KUBUX 1 IHAKTHUBOBAHUX
BaKIMH JUIi BETEPUHAPHOI MEIUIMHU € IX XapaKTePUCTHKH 1 JIEMOHCTpaIlis
BIICYTHOCTI ~ KOHTaMmiHallii CTOPOHHIMU areHTaMu. biosoriuxni  cyOcTpartu,
IHTPEIEHTH 1 MPOAYKTH ISl BETEPUHAPHUX BAKIMWH, 1110 BUTOTOBJISIOTHCS in Vivo Ta
in vitro MOBUHHI OYTH JOCIIPKCHHI Ha CTaOUIBHICTh Ta 1ACHTHYHICTH, a TaKOX Ha
B1JICYTHICTh MOTCHI[IMHUX KOHTAMIHAHTIB: BIpYCiB, OaKkTepii, rprubOiB Ta MIKOTLIa3M.

B kpainax €Bpocorosy ta CIIIA mpu nociaipkeHHI Ha HasBHICTh CTOPOHHIX
areHTIB HOPMAaTHBHO-TIPABOBOIO OCHOBOIO € JUPEKTHUBU 1 CHElialibHI peKOMeHaIl
KowmiTety 3 nmikapchkux 3aco0iB i BeTepuHapHoro BukopuctanHs (Committee for
Medicinal Products for Veterinary Use (CVMP)) [1-4], €Bponelicbkoi @apmakorei
(European Pharmacopoeia (Ph Eur) [5] ta Kony ¢enepansaux npasun (Code of
Federal Regulations (Title 9; Animals and Animal Products (9CFR) [6].

Metowo poboru Oyno0 NPOBECTH aHali3 BUMOI IOJO JOCHIIKEHb Ha
BIJICYTHICTh KOHTaMIHallli BETEpUHAPHUX IMyHOO10JIOTTYHHUX 3aCO0I1B.

Marepianu i metoam nociaimxenns. HopmatuHo-npaBoBi qokymeHTn €C Ta
CIIA, mo pernamMeHTyoTb BUPOOHUITBO Ta  KOHTPOJIb  BETEPUHAPHHUX
IMyHOO10JIOTTYHHUX 3aCO0I1B.

PesyabTatn pociigkenb Ta ix o0roBopennsi. Crpateris JOCIHIKCHHS
MOBUHHA 0a3yBaTHUCh HA MOXOJKEHHI MPOAYKTY, LTLOBOMY BH/I1 Ta MICI[I HA PUHKY 1
BKJIIOYATH B cebe:

- TOJIOBHY, poO0OYy MOCIBHI KYJbTYpH KIITHHHUX JIIHIN, a TAaKOXK ii HAWBUIITUN
Macax, 110 JAOMYCKAETHCS Y TEXHOJIIOTTYHOMY POLEC;

- TOJIOBHY MOCIBHY KYJIBTYPY BIpYyCY;

- TOTOBUM MPOIYKT;

- MarepiaJd TBAapUHHOTO TMOXOJDKEHHs (HANMpHUKJIajJ TPUIICUH, CHUPOBATKa,
j1a3Ma TOIIIO).
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Jlns  BHABICHHSA IIOTEHIIIMHMX BIPYCHMX KOHTaMIiHAHTIB, BiIMOBIIHO
MIATOTOBIICH] JOCIIKYBabHI 3pa3Kyd BHOCSTHCA Y UYTJIMBI JIHII KYJIbTYp KJIITHH.
3aiexxHo B MaTepialy BHUKOPUCTOBYIOTH Jesiki, abo BcCi 13 HMIKYEHABEJICHUX
KIIITUHHUX KYJIBTYP:

- IEpBUHHI J1HI1 oHOTO BUaoBOro noxoxeHus (Ph Eur, CVMP);

- TEepellerUTIoBANIbHI JiHII, 110 YyTJIWBI s MAaTOT€HHUX BIPYCIB THUX BHJIB
TBapuH, 1Jis sikux npusHaueHo Bakuuny (Ph Eur, CVMP, 9CFR);

- KyJIbTYpH KINTHH 9yTIuBOi 10 Pestivirus (Ph Eur, CVMP);

- a"anoriuynux JiHi (9CFR);

- Vero (9CFR).

Bubip xynaeTyp KIITHH 0a3y€e€ThCs Ha iX YyTIMBOCTI JO MOTEHIIMHUX BIPYCHUX
KOHTaMIHAHTIB. [lOTEeHIIIHI KOHTAMIHAHTA JE€TAJIbHO OIMCAaHlI B CIEMIAJIBHUX
pekomenaanisix Komitery 3 JikapchbKuX 3ac001B 11 BETEPUHAPHOTO BUKOPHUCTAHHS
(Tabm. 1).

Tabnuys 1
CTtopoHHi 0i0/10TiYHI areHTH y KYJbTYPAJbHUX BAKIIMHAX JIJIsI
BeTEPUHAPHOI MeIMIITHHHU, 1110 32CTOCOBYIOTHCS CCABUAM

Ne IToxomxeHHn
| B KYIRTYPH Bipycu HegipycHi arenTu
KJITHUH
1 2 3 4
Adenovirus subgroups 1 and 2, Akabane virus,
Aujeszky’s disease virus, Bluetongue virus, Epizootic
hemorrhagic disease virus, Bovine coronavirus,
Bovine ephemeral fever virus, Bovine herpesviruses, | Brucella abortus,
Bovine leukaemia virus, Bovine papillomaviruses, Leptospira spp,
Bovine parvovirus, Bovine papular stomatitis virus, Mycobacterium
1 BPX Pseudocowpoxvirus, Bovine respiratory syncitial | tuberculosis and
virus, Bovine rotavirus, Bovine viral diarrhoea virus, | paratuberculosis,
Cowpox, Vaccinia virus, Foot and mouth disease | Mycoplasma sp,
virus, Lumpy skin disease virus, Malignant catarrhal Salmonella sp
fever (African and European form), Parainfluenza 3
virus, Rabies virus, Rift Valley fever virus, Rinderpest
virus, Vesicular stomatits virus
Adenovirus subgroups 1 and 2, Akabane virus, _
Aujeszky’s disease virus, Bluetongue virus, Epizootic Leptospira spp,
hemorrhagic disease virus, Bovine herpesviruses, Mycobacterium
Bovine leukaemia virus, Bovine papillomaviruses, | tuberculosis and
) Biswi Bovine viral diarrﬁoea virys, Cowpoy.c, Vaccinia vz:rus, paratuberculosis,
Foot and mouth disease virus, Parainfluenza 3 virus, | Mycoplasma sp,
Rift Valley fever virus, Border disease virus, Borna Salmonella sp,
disease virus, Louping ill virus, Nairobi sheep disease | Chlamydia ovis,
virus, Ross River virus, Scrapie, Orf virus, Peste des | Brucella melitensis
petits ruminants.
Adenovirus subgroups 1 and 2, Akabane virus, | Leptospira Spp,
Aujeszky’s disease virus, Bluetongue virus, Epizootic | Mycobacterium
hemorrhagic disease virus, Bovine herpesviruses, | tuberculosis  and
3 Ko3su Cowpox, Vaccinia virus, Foot and mouth disease | paratuberculosis,
virus, Parainfluenza 3 virus, Rift Valley fever virus, | Mycoplasma  sp,
Caprine arthritis encephalitis virus, Orf virus, Maedi | Salmonella Sp,
visna virus, Peste des petits ruminants. Brucella melitensis
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(npooosoicennss maoa. 1)

1 2 3 4

African swine fever virus, Aujesky’s disease virus,
Bovine viral diarrhoea virus, Classical swine fever
virus, Encephalomyocarditis virus, Foot and mouth
disease virus, Haemagglutinating encephalomyelitis | Brucella Suis,
virus, Transmissible gastroenteritis virus and Porcine | Mycoplasma

4 CauHi respiratory  coronavirus, Porcine  adenoviruses, | hyopneumoniae,
Porcine cytomegalovirus, Porcine enteroviruses, | Mycoplasma

Porcine influenza virus, Porcine parvovirus, Porcine | hyorhinis

respiratory and reproductive syndrome virus, Porcine
vesicular exanthema virus, Rabies virus, Vesicular
stomatitis virus

African horse sickness virus, Borna disease virus,
Equine arteritis virus, Equine encephalomyelitis
viruses, Equine herpesviruses, Equine infectious
anaemia virus, Equine influenza virus, Japanese
encephalitis virus, Rabies virus, Vesicular stomatitis
VIFus

5 Koui

Aujeszky’s  disease virus, Cowpoxvirus, Feline
calicivirus, Feline herpesvirus 1, Feline leukaemia
virus/Feline sarcoma virus, Feline panleukopenia
virus, Feline syncitia forming virus, Rabies virus

6 Kotu Chlamydia psittaci

Aujesky’s disease virus, Canine adenoviruses 1 and 2,
Canine coronavirus, Canine distemper virus, Canine
herpesvirus, Canine parvovirus, Parainfluenza 2 virus,
Rabies virus

7 Cobaku Brucella cannis

Arenavirus, Aujeszky’s disease virus,
Encephalomyocarditis virus, Myxoma virus, Shope
fibroma virus, Rabbit hemorrhagic disease virus,
Rabies virus

8 Kpoui

9 I'puzynu | Arenavirus, Encephalomyocarditis virus, Rabies virus

Bovine  viral  diarrhoea  virus, = Endogenous
10 Vero

. . . . M
retroviruses, Reoviruses, SV40 virus, SV5 virus lycoplasma spp,

KiiTiHN KynbTUBYIOTH BIAMOBIAHUN NEPIOJ 3 PETYISPHUM MACaKyBaHHSAM 1
OrJIsiAIOM Ha uuronatuydHi edextu 1 mopdororiydi 3Minu. [Ipotsrom i1/abo micis
nepiojly KyJbTUBYBAaHHS MPOBOJATH IHAMKATOPHI TECTHU: IIUTOJOr1yHE (PapOyBaHHS,
remazicop61iito, imyHoduyopecueniito (M®PA), imyHopepmentnuii ananiz (IOA) ta
noimMepasHy JsaHiroropy peakiiro (IIJIP). [ns gereximii MikomiaasMm, OakTepii,
rpuliB Ta IHIIUX HEBIPYCHUX areHTIB MPOBOASTH JOCIIIKEHHS 3aJ€KHO BiA CTafli
MOCIBHOT KYJbTYpU KJIITUH, BUJIOBOTO MOXOJKEHHS KYJIbTYpPH KIITHH, a00 BIpycCy 1
LIJIbOBOTO BUAY TBapuH. KpiM TOro mpoBOAsTH AOCHIPKEHHS HA 1IEHTUYHICTH Ta
mo61uHi edextu (Tadi. 2).

MoHo1apu roJ0BHOI Ta poO0UYO0i MOCIBHOT KyJIbTYPH ISl AOCTIKEHHS MalOTh
6yru monaiivenme 70 cm® (Ph Eur) a6o 75 cm® (9CFR) Ta KyIbTHBYBAaTHCS B
noAiOHMX yMOBaXx, 110 1 mpu BurorosieHH1 BakuuH 21 aenb (9CFR) a6o 28 auis (Ph
Eur). CyOkynbTypu TOTYIOTH 3a3BMYail KOXHI 7 JHIB BIPOJOBXK MEpioay
KyJbTUBYBAHHS 3 PEryJSPHOI0 MIKPOCKOIIIE€I0 Ha HAsBHICTh LIMTONMATUYHUX AreHTIB.

249




BETEPUHAPHA BIOTEXHO/IOlA Ne 27, 2015

[To 3aKkiHYCHHIO TMEPiOAYy KYJbTHBYBaHHS IPOBOMASTH JOCIIIHDKCHHS HA HASBHICTH
[UTONATUYHUX areHTIB NIUIIXoM (apOyBaHHs, reMaJcoO0yrUux — reMaacopOliero,

cnenugiyHux BipyciB — MDA abo IHIIUMU METOJaMHU.

Tabnuys 2
JlocaiazkeHHs KyJIbTYP KJIITHH, 10 BUKOPUCTOBYKOTBHCH Yy BeTePUHAPHIN
oioTexHoJ0rii
FOH?BHa PoGoua nmociBHa Haisnuui
Ne . nociBHa naca:;x
s/ Bua pociimkenHst KyAbTYpa KyJIbTypa KyJAbTYDH
KJITHH KIITHH KJITHH
1 | 3arasibHa MIKpOCKOMIs + + +
) Konraminamis  GakrepisMu i n n i
rpubamu
3 | KonramiHallis Bipycamu + + -
4 | KorramMigaliis MiKOIDIa3MaMHu + + -
5 | BugoBa imeHTUYHICTD + - +%
6 | Kapionoris™ + - +
7 | TymoporeHHIiCTb ™ + - -

Mpumitka: * — He TOCTIKYIOTH IEPBHHHI JIIHIT KYJIBTYpP KIITHH.

Yactuny rosioBHOI Ta po004YOi MOCIBHOI KYJIBTYpH IIICJSI TMPOBEICHHS
BUIICOMHCAHNX JOCIIIKeHb moHaiiMernmre 140 cm® (Ph Eur) aGo 75 cm® (9CER)
TPUYl MiAAI0Th 3aMOPOKEHHIO/PO3MOPOKEHHIO 13 MOMANBIINM IIEHTPU(DYTyBaHHIM
Ta TPOBOIATH AHAJOTIYHI JOCHIMPKCHHS B TNECPBHHHIM JIHII OJHOTO BHIOBOIO
noxomxkeHHs (Ph Eur, CVMP); nepememioBaaibHUX JIHISIX, [0 YYTJIWUBI IS
MaTOreHHUX BIPYCIB THX BHUIB TBAapWH, I skux npusHadeHo BakuuHy (Ph Eur,
CVMP, 9CFR); xynbTypi kiituH uytiuBoi 1o Pestivirus (Ph Eur, CVMP);
ananoriunii ninii (9 CFR) ta Vero (9 CFR).

['omoBHa mociBHA KyJbTypa BIpYCY, III0O BUKOPUCTOBYETHCS Yy BUPOOHHUIITBI
BETCpUHAPHHUX BaKI[MH [IJI1 CCABIIB MOBWHA OyTH JOCIII)KEHAa Ha HAKOIMYCHHS,
1ICHTUYHICTh, BIJCYTHICTh KOHTaMiHaIlli OakTepisiMu, rpubaMu, MiKOILJIa3MaMHU, Ta
CTOPOHHIMHM BIpycaMH. JIJIg JOCHIIKEHHS IIOCIBHOI KYJIbTypu ab0 TOTOBOTO
MPOAYKTY BIpYC MOBUHEH OyTH HEWTpani3oBaHWM, 1100 YHUKHYTH 1H(IKyBaHHS Ta
HOTro HAKOMUYEHHS B KYJbTYpl KIITHH. 3 II€F0 METOI BUKOPHUCTOBYIOTH MOJIi- a0o
MOHOKJIOHAJIbHI aHTHUTLNA, 1[0 OTPHUMaHlI HAa AHTUTCH BIAMIHHMN BiJ ITOCIBHOI
KyJIbTypu BIpycy. OTpuMaHa HEHWTpalli3yroda CHpoOBaTKa IMOBHHHA OYyTH BIIbHA BiJ
AQHTUTLT J0 TOTCHI[IWHUX KOHTAMIHAHTIB, a TaKOX OyAb-SKMX Hecneru(IaHrx
iHr161TOpiB. CHpoBaTKa MOBUHHA OYTH BUKOPUCTAHA B MIHIMaJIbHOMY 00'eMi, 1100
HEUTpaIizyBaTH BIpYC y TUTPI, IO BiAMOBIgae He MeHIIe HK 10 103 BakuuHu B 1
cM°. ANbTepHATHBHI METOAHM, MO0 HeHTpamisyBaTH ab0 BHIATHTH BIPYC MOXYTh
OyTH BUKOPHUCTaHI 3a BiJICYTHOCTI BIATIOBIAHOT CHPOBATKH.

Bipyc, skmo € HEoOXITHICTh MOMEpPeIHbO HEUTpali3oBaHUM, BHOCATH Y
MOHOIIAPH BiAMOBIMHMX HiHiil KyIbTYp KiIiTHH moHaiiMernmre 70 cm” (Ph Eur), a6o 75
cM” (9 CFR) Ta KyJIbTHBYIOTH i3 IPUTOTYBAHHIM CYOKYIBTYpP KOXKHI 7 JHIB POTATOM
He wmenme 28 nHiB (Ph Eur) a6o 14 nuie (9 CFR). Kiuituau cyOkynbTyp
BUKOPHUCTOBYIOTBCS JIJISl TOJAJBIIUX JOCHIDKEHb IUISIXOM TPHUPA30BOTO IUKITY
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3aMOPOXKYBaHHs / PO3MOPOKYBaHHS 13 BHeCeHHsIM y HOBI MoHomapu (Ph Eur) a6o
npurotyBa"Hs npuHaiiMHi oaHiel cyOkynbrypu (9 CFR). CyOkynbpTypu migaaroTh
pEeryJsipHii MIKpOCKOMIi Ha HAsSBHICTh HMUTONMATHYHUX areHTiB. [lo 3akiHYEHHIO
nepioAy KyJbTUBYBAaHHS TPOBOASTH JOCHIKEHHS Ha HASBHICTh ITUTOMATHYHUX
are’TiB 1UIIXoM (apOyBaHHS, TeMaJco0yrUYNX — TreMaicopOlli€lo, crnenu@iaHuX
BipyciB — MDA abo iHIIMMH METOJaMHU.

['omoBHa moOCiBHA KyjibTypa BIpyCy Ta TOCIBHI KYJIBTYpH KIITHH, IO
BUKOPHUCTOBYIOTBHCSI B TIPOIIECI BUTOTOBJIEHHS BAaKIMH JJIsI OTHUI[l MOBUHHI OYyTH
JTOCTIIKEHHI Ha HAsSBHICTh KOHTAMIHAHTIB SK 1 Ui CCaBI[IB, IPOTE 13 JCSIKHUMU
crienuGpiYHUMU OCOOJIMBOCTSAMM: KypyaTa, e€MOpIOHM Ta KyJIbTYpU KIITHH, IO
BUKOPHUCTOBYIOTHCS Y TIPOIIEC BUPOOHUIITBA 1 KOHTPOJIIO TTOBUHHI OyTH OTpUMaHI 13
NTAlTHUKIB 13 CTAaTyCOM «BUIBHMX BiJ TartoreHHoi ¢aopu». s BUSIBIECHHS
KOHTaMIHAHTIB KPIM METOJIB in Vitro, BAKOPUCTOBYIOTHCS TaKOXX METOIU in VIvo Ta
in ovo. IloBHU# psig BUNPOOYBaHb JJIS AETEKI[li CTOPOHHIX BIPYCIB Yy BIANOBIIHO
BuMor CVMP ta Ph Eur Brittouae:

- TOCIIIDKCHHS Ha eMOpiOHaX, IO PO3BUBAIOTHCS,

- IOCTIIKEHHS B KYJIbTypax KIITHH;

- IOCTII)KEHHS Ha KypyaTax;

- TociIpKeHHs Ha Avian leucosis virus;

- nocimkeHHs Ha Avian reticuloendotheliosis virus;

- nocmmxeHus Ha Chick anaemia virus.

[Tomi- 260 MOHOKJIOHAJIBHI AHTUTLIA OTPUMYIOTh 110 TOMY MPUHITUITY, IO 1 JJIs
ccapiiB. BigmoBigno o Bumor CVMP ta Ph Eur cupoBaTka He MOBHHHA MICTHUTH
aHTUTLIA 10 HACTYNMHUX 30yIaHUKIB: Avian adenovirus, Chick anaemia virus, Avian
encephalomyelitis, Duck enteritis virus, Avian infectious bronchitis viruses, Duck
hepatitis virus type 1 and type 2, Avian infectious bursal disease virus types 1 and 2,
Egg drop syndrome virus, Avian infectious haemorrhagic enteritis virus, Fowl pox
virus, Avian infectious laryngotracheitis virus, Influenza viruses, Avian leucosis
viruses, Marek’s disease virus, Avian nephritis virus, Turkey herpesvirus, Avian
paramyxoviruses 1-9, Turkey rhinotrachetitis virus, Avian orthoreoviruses,
Newcastle disease virus, Avian reticuloendotheliosis virus, 1O TOBUHHO OYyTH
MIATBEP/KEHO BIAMOBIIHUMHU UYYTJIMBUMH METOJaMH. AKTHUBHICTh CHUPOBATKU
MMOBMHHA OYyTH JOCTAaTHROIO IJIS HEHTpajizalii He MEHIIEe HDK BIPyCy Yy THUTpi, IO
exBiBajgeHTHu 10 103/0,1 oM’ IUTL JOCIIHKEHDb in Vvitro Ta UId OociikeHb 10
103/0,2 cM® in vivo.

Bipyc, 3a He0OX1THOCTI TTONIEPEAHBO HEUTPAI30BAaHUM, Y KITBKOCT1 HE MEHIIIE,
Hbk 10 103/0,2 cM® BBOIATH TPHOM TpymaMm i3 10 eMOPIOHIB, IO PO3BHBAIOTHCS: B
AJUTAHTOICHY MOPOKHUHY, HA XOPIOHAJIAHTOICHY OOOJIOHKY Ta Y KOBTKOBHH MIIIIOK.
EMGpionu iHKYyOyrOTh BripoaoBx 7 (rpymu 1 12) Ta 12 116 (rpyma 3). Yci em6pioHu,
10 MOMUPAIOTh 4Yepe3 24 roau 1 Oiblle, a TAKOXK BH)KUBAIOTh MPOTITOM MEpPioay
IHKyOamii MmagaroTh JOCHIMKCHHIO HAa HASABHICTD MAKPOCKONIYHHMX  3MIH.
AJNIaHTOICHY PIAMHY Ta XOPIOHAJAHTOICHY OOOJOHKY JOCIIIKYIOTh Ha HasSBHICTH
reMarIloTHHYIOUUX BIpyciB. B mopanbiioMy mOpoBOIATH aHAJNOTTYHMI HACTYITHUM
Macax MUIAXOM 00’ €HAHHS MPOO Ta BBEACHHS aJUTAHTOICHOI PIIMHU B aJUTAHTOICHY
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MOPOKHUHY, XOPIOHAJIAHTOICHUX OOOJOHOK Ha XOPIOHAJIAHTOICHY OOOJIOHKY Ta
eMOpIOHIB Y ’)KOBTKOBHI MIIIIOK.

JlocmipKeHHsT B KYJIBTYp1 KJIITHH HUPOK Kypel BiamoBigHo n0 Bumor Ph Eur,
CVMP. Bipyc (HelTpanizyroTh 3a HEOOXITHOCT1) 1 BHOCITh Y 5 MOBTOpax MOHOIIAPY
moHaiMenmIe 25 cM” KIiTHHAX HUPOK Kypeil. [HOKyIIbOBaHI KIITHHH Ky/IbTHBYBAIIA
MpOTSITOM TpuHaMHI 21 AHS 13 OTpUMaHHIM uepe3 KoxHi 4 — 7 cyOkynbTyp. B
KOXKHY CYOKYJBTYpPY BHOCITH 00’ €THAHOI PIAMHU 3 YCIX 5 MOHOIIAPIB, SIK1 MPOHIILIN
ONMH 3aMOpPOXYBaHHs / BiATaBaHHA. [HOKyJNIOBaHI KYyJIbTYpU PETYISIPHO
JOCHIJDKYIOTh Ha HAsABHICTh ITMTONATUYHUX areHTiB. [lo 3akiHYeHHIO TMepiony
KyJbTUBYBaHHS TPOBOJSTH JOCIIKCHHS HA HASBHICTh HA LIUTONMATUYHUX arcHTIB
nusixoM (apOyBaHHS, TeMaCOPOYIOUNX — IeMaICOPOIIIEI0 Ta TEMArTIOTUHYIOUHX 13
BUKOPHUCTAHHSM PEAKIlii reMaritoTHHAIII.

JlocmipkeHHs Ha HasBHICTD Avian leucosis virus 3rimao sBumor Ph Eur, CVMP.
Bipyc (HelTpanizyroTh HpH HEOOXITHOCTI) 1 BHOCATH Y S5 TMOBTOpax MOHOIIAPY
moHaiiMenmre 50 cM’ TEpPBHHHOT UM BTOPHHHOI KyIbTYpH KIITHH (ibpoGmactis
KypeH, 1110, SK BIIOMO, YyTJIHBI 10 miarpyn A, B 1 J BipyciB nTamuHOro JIeWKO3y.
[HOKYNTBOBAHI KJIITHHU KYJIbTUBYIOTH MPOTATOM NpHHAWMHI 9 JHIB 13 OTpUMAaHHAM
CcyOKynbTyp 3 iHTEpBagoM 3 — 4 naui. KiiTuHu Bix K0XKHOT CyOKYJIBTYpHU 30€piraroTh i
M0 3aBEpPUICHHIO JOCHIIKYIOTh Ha HASBHICTh TIpPyHnocnenupiyHOro aHTUTEeHY
MetonoM [DA.

JlocmipkeHHss Ha HasBHICTH Avian reticuloendotheliosis virus 3TigHO BHMOT
CVMP. Bipyc (HeWTpani3yioThb NHpH HEOOXITHOCTI) 1 BHOCSATH y 5 TMOBTOpax
MOHOIIIAPY IIOHaMeEHIe 25 cM” MEPBUHHOT YW BTOPUHHOI KYJIBTYpPU KIITHH
¢di6pobnacTiB Kypeil abo ka4dok. [HOKyJIbOBaHI KJIITUHHM KYJBTHBYIOTH IMPOTSITOM
npuHaiiMHi 10 AHIB 13 OTPUMaHHSM JBOX CYOKYNbTYp 3 iHTepBaioM 3—4 axi. B kiHIi
nepiogy  KyJIbTUBYBaHHS  MOHOIIAPW  JIOCHIKYIOTh Ha  HasBHICTh  Avian
reticuloendotheliosis virus meronom M®A.

JlocmiJPKeHHsT Ha HAasBHICTh CTOPOHHIX BIPYCIB 3 BHKOPHCTAaHHAM KypdaT
srigHo Bumor Ph Eur, CVMP. He menme Hixk 10 xypyatam BikoMm 2 THXHI (CTapiii
KypdaTa MOXYTh OyTH BUKOPHCTaHI1 SKIIO MOCIBHA KYyJbTypa BipyCy MaTOTCHHA JJIS
NITaxiB B I[bOMY Billi) BBOASATH Bipyc (MOMEPEIHbO HEUTPaTi30BaHUM, KO MOTPIOHO)
o 100 103 BHYTpimiHHOM'5130B0O 1 10 103 OKyJsspHO. [I0BTOPIOIOTH HIETIIIEHHS Yyepe3 2
THXKHI Ta CIOCTEPIraloTh MpPOTAToM 5 TWxkHIB. CHUpOBaTKy 30UparoTh BiJl KOXKHOT
NITUI 1 TOCTIKYIOTh CEpOJIOTTYHUMH MeToAaMu (Tad. 3).

CyOcTaHI1ii TBapUHHOTO MOXOJKEHHS, TaKl SIK CUPOBATKa, IJla3Ma 1 TPUIICHH,
[0 BUKOPUCTOBYIOTHCS TP BUPOOHUIITBI BETEPUHAPHUX IMYHOJIOTIYHUX MPOAYKTIB,
SK IHTPEIIEHTH >KUBWIBLHOTO CEpelloBHINAa a00 J0JAaTKOBI KOMIIOHEHTH BAaKIIMH YU
PO3pIIKYBaYiB, TaKOX IMOBMHHI OyTH IOCTII)KEHHI Ha BIICYTHICTh KOHTaMiHAIIli
CTOPOHHIMU areHTaMH.

BucHOBKH Ta nepcneKTUBU MOAAJBIINX AOCTIIXKeHb. 3 POCTOM riolanizamii
BUPOOHHUIITBA BETEPUHAPHUX IMYHOOIOJOTIYHUX 3aco0iB, IX peecTpauii Ta
MapKETUHTY € HEOOXIAHICTh y3TOJKEHHS Py CTaHAApPTIB HA rI100aJIbHOMY PIBHI.
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Tabnuys 3
JociigxeHHsi CHPOBAaTKH KPOBi HA HASIBHICTh AaHTHTIJI
ij:')l Bua nruui 30yaHuk MeTtoa aocriKeHHsA
Avian adenoviruses group 1 BH, I®A, PJII1T
Avian encephalomyelitis virus PIII, IOA
Avian infectious bronchitis virus IOA, P3T'A
A.vian infectious laryngotracheitis BH, IDA, MDA
Virus
Avian leucosis viruses BH, I®A
Avian nephritis virus MOA
Avian orthoreoviruses MO®A, IOA
Avian reticuloendotheliosis virus PIII, MDA, IOA
1 Kypu Chick anaemia virus BH, MDA, IOA
Egg drop syndrome virus P3I'A, I®A
Ceporun 1 — PIIII, I®A, BH,
Avian infectious bursal disease virus | Ceporun 2 — BH, P/II, I®A,
P3rA
Influenza A virus PII, I®A, P3T'A
Marek’s disease virus PJII1T
Newcastle disease virus IDA, P3T'A
Turkey rhinotracheitis virus IOA
Salmonella pullorum Al
Chlamydia spp. IOA, P3K, PAIIT
szan. z.nfe.ctlous haemorrhagic PJIIT, BH
enteritis virus
Avian paramyxovirus 3 P3I'A, I®A
Avian infectious bursal disease virus
0391171478 type 2 BH
2 | (monaTkoBi 20 iHaMKaM B/4 BBOJATH MaTepia.
30yAHUKH) UYepes 2 THKHI y IOJIOBUHU NTHIIL
Turkey lympho-proliferative disease TTPOBOJIATL Makpo- Ta
virus MIKPOCKOTIMHE JIOCIDKEHHs
CEJIC3IHKH Ta TUMYCY. 3a PEIITOI0
IITUII IIPOBOJIATH CIIOCTEPEIKCHHS
He MeHme 40 THIB.
Chlamydia spp I®A, P3K, PAIIT
Kauku -
3 (nozaTKoBi Duck and goose parvovirus BH, I®A
Duck enteritis virus BH, I®A
30yTHUKH ) -
Duck hepatitis virus BH
Duck and goose parvovirus BH, I[®A
Duck enteritis virus BH
I'ycn -
4 (HOIATKOBI He MEHIIE HDK '10 TyceHATam
30ynnukn) | Goose haemorrhagic polyomavirus BBOJUITE MUIIIKIPHO Matepiasl Ta

CIIOCTEpIraloTh 32 HUMH HE MCHIIIS
28 mHiB.
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MEXAYHAPOJAHBIE TPEBOBAHUSA K ONPEAEJEHUIO KOHTAMUHALIUA
CTOPOHHUMMU BUOJIOI'NYECKUMUAU AT'EHTAMH B MNPOLECCE
N3TOTOBJIEHUSA BAKIIUH 1JIs1 BETEPUHAPHOU MEJIULIUHBI / Pomanenko O.A.

IIpusedenvl pe3ynbmamel aHAIU3A MEHCOYHAPOOHBIX MpebosaHull no cmpamecuu U
MEMOOO0NI02UYECKUX OCHOB UCCTIe008AHUSL KOHMAMUHAYUU CIOPOHHUMU OUOIOSUYECKUMU A2eHMAMU
8 npoyecce U320MOBNEHU U KOHMPOISA UMMYHOOUOIOUYECKUX CpeOCms Oisi 8emepUHapHoll
meouyunsl. Ilokazana pasHuya 6 mpeOOBAHUAX, YKA3AHHBLIX 6 OUPEKMUBAX U CHeYUdIbHbIX
pexomenoayusax Komumema no nekapcmeeHHbiM cCpeOCmeam Onsi 6emMepUHaApPHO20 UCHONb308AHUS
EC, Esponeiickou @apmakxoneu u Kooa ¢pedepanvnvix npasun CILIA no xoumponio 2nasHoll,
paboueti NOCeBHOU KYIbMypbl KIeMOYHbIX JUHUL, 2TIAGHOU NOCEBHOU KYJbMYpbl 8UPYCA; 20MOB020
NPOOYKMaA U MAmepuaios HCUBOMHO20 NPOUCXOHCOECHUS.

Knrwouesvie cnosa: saxyunvl, KOHMAMUHAYUS, MEHCOYHAPOOHbBLE MPEOOBAHUSL.

INTERNATIONAL REQUIREMENTS FOR DETERMINATION OF
EXTRANEOUS BIOLOGICAL AGENTS DURING THE PRODUCTION OF VACCINES
FOR VETERINARY MEDICINE / Romanenko O.A.

Introduction. Characterization and demonstration absence of contamination with
extraneous agents of live and inactivated veterinary vaccines are great impotence ensuring their
safety. Biological substrates, ingredients and products for veterinary vaccines produced in vivo and
in vitro must be investigated for the presence of potential contaminants including: viruses, bacteria,
fungi and mycoplasma in addition to stability and identity where appropriate. Both the EU and
USA provide guidelines and specific recommendations on extraneous agent testing of veterinary
medicinal products through the Committee for Medicinal Products for Veterinary Use, the
European Pharmacopoeia and the Code of Federal Regulations.

The goal of the work was to analyze the requirements for absence of contamination of the
veterinary immunological preparations.
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Materials and methods of research. Legal documents of the EU and the United States
governing the manufacture and control of veterinary immunological preparations.

Results of research and discussion. For the detection of potential viral contaminants,
suitably prepared test materials are propagated in culture to allow amplification of viral
contaminants using sensitive to the viruses cell lines. The choice of cells for each of the above
categories is based on the sensitivity of a cell line to potential viral contaminants of the test
material. Cultures are maintained for a minimum specified period with regular subculturing and
observation for cytopathic effects, cytological staining and haemadsorption assay, in addition to
specific virus screening tests such as immunofluorescence assay, enzyme linked immunosorbent
assay and polymerase chain reaction. Master working cell seeds, working cell seeds for the
production of vaccines for veterinary use must be characterized to preclude extraneous agents and
adverse properties. Testing includes microscopy, sterility, mycoplasma, viruses, species identity,
karyology and tumorigenicity. Master seed viruses for mammalian veterinary vaccines must be
tested to preclude extraneous agents. This testing includes propagation, identity, sterility,
mycoplasma and extraneous viruses. To allow testing of the virus seed or final product for
extraneous viruses in the appropriate cell culture system (in vitro assay), the virus are required to
be neutralized. Neutralization is performed to prevent infection and propagation of the virus seed in
the detector cells. Master seed viruses and cell seeds for avian veterinary vaccines must be tested to
preclude extraneous agents. This testing includes details for mammalian vaccines with some
additional specifications: any chickens, embryos and tissue cultures used in production of avian
vaccines must be derived from specific pathogen free chicken flocks.

Conclusions and prospects of further research With the increased globalization of
veterinary vaccine production, registration and marketing, there is also a consequent need for
globally harmonized standards.

Keywords: vaccines, contamination, international requirements.
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