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JluctiBKa-BKJIagKa

Ha3zpa BeTepuHapHoro npenapary

HupxoMakc — OiBajcHTHA IHAKTHBOBAaHA BaKIMHA JJIs NPOQIIAKTUKH LUPKOBIPYCHOI iHGeKIii Ty 2 y
CBHUHEI.

Ckiaag

AxmueHni (0iroui) komnonenmu.

InakTHBOBaHa peKOMOiIHAHTHA XMMeEpa HUPKOBIpyCy CBHHEH THII 1, AKUH MICTHTh HUPKOBIpYC CBUHEH THIl 2a

BiIKpHUTY paMKy 3unTyBaHHs 2 (ORF2) Oinok - 1,5-4,9 RP*
IHakTHBOBaHA peKOMOIHAHTHA XUMeEpa ITUPKOBIpyCy CBHHEH THII 1, SKUH MICTHThH IIUPKOBIpYC CBUHEW THIT 2b
BiIKpHUTY paMKy 3unTyBaHHs 2 (ORF2) Oinok - 1.5-5.9 RP*

* RP (relative potency) — OIIiIHKM BiJIHOCHOT aKTUBHOCTI, BU3HAUYEHI 3a JIOTIOMOTO0 KiJIbKICHOTO BH3HAYEHHS
anTureny MetogoM ELISA (TecT Ha akKTHBHICTS in Vitro) MOPiBHAHO 3 pe()ePEHTHOI BaKI[UHOIO.

Apn’roBaHT: MeTacTiM:

ckBanat, [lonokcamep 401, I[lomicopbat 80

JlonaTKOB1 peYOBUHHU:

Kanmid ¢ocdar ogHO3aMilleHUE OE3BOAHMU, XJIOPHIHUN HATpid, XJIOpWJ Kalito, AMHATPIIO Qocdar
0e3BOAHMH, ABO3aMillleHUH renTariapar ¢ocdaTy HaTpito, TeTpabopaT OUHATPIIO AEKarilpar, TETPaHiTpar,
EJTA, Bona st iH’ €KIii.

®apmanesTudHa popma

bina romoreHHa emyscisi.

ImyHoGioJsI0riyHi BJIaCTHBOCTI

ATC Ber xkoa: QIO9ALO08

Uepes 3 TKHI TiCIs 3aCTOCYBaHHS BAaKI[MHU Y TIOPOCST YTBOPIOETHCSI aKTHBHUH IMyHITET MpoTH Bipycy PCV-
2, AKWi TpUBa€ 23 THKHI.

Bup TBapun

CBuHI.

IMoka3zaHHs 10 32CTOCYBaHHS

Jna aktuBHOI iMyHi3amii cBHHEH 3 METOI MPOQLIAKTHKH BipeMii Ta 3amoOiraHHs ypaXeHHIO JiM(pOiTHOI
TKaHWHU CBUHEH IIMPKOBIPYCOM 2-TO THILY, a TAKOX 3HIKCHHS BUIUICHHS Y HABKOJIMIIIHE CEPEIOBUIIIE BipyCy
PCV-2 uepes dekanii Ta ypaxkeni aimM}oinHi TkaHUHU. [leMOHCTpY€E 3aXHUCT MPOTH HUPKOBIPYCY CBUHEW THITIB
2a,2bi 2d.

IIporunoka3zanus

[Ipenapat MoXHa 3aCTOCOBYBATH TiNBKH Ui iIMyHi3allii 3M0pPOBUX TBapHH. YTBOPEHHS IMYHITETY HE MOXE
OyTH rapaHTOBaHO y TBapUH:

- B iHKyOamiiiHoMy repioni iHQeKIiHHUX 3aXBOPIOBaHb,

- y CTaHi BUCHAa)KEHHH,

- ypaKeHUX TeIbMiHTaMHU,

- y CTPECOBOMY CTaHi, BUKIMKaHOMY TPaHCHOPTYBAaHHSM, BIUIMBOM 30BHIIIHBOTO CEpEAOBHINA, a00 y
IHIIIOMY IMyHOCYTIPECHBHOMY CTaHi.

Hanpy>xennii iMmyHiTeT MOKe OyTH HE BUPOOJICHHI TaKOX y BUIIaJKaX, KOJIHM Bak[WHA Oyjia 3aCTOCOBaHA HE
BIJIIOBIZTHO 10 HACTAHOBHU.

He mocmimkyBanace fist ipemapaTy Impy 3aCTOCOBYBaHHI IJIEMIHHUM KabaHaM.

3acTepe:keHHsI IPH 3aCTOCYBAHHI

3acToCOBYIOYH BaKLUMHY NOTPIOHO BHKOPHCTOBYBATHM CTEPWJIbHI IIMPHII Ta TOJKH. Tak caMo AK i mpu
3aCTOCYBaHHI 1HIMX BaKIMH, MOKE BHHHKATH PEaKIlisl V BUTIAAI aHadirakcii. Y 1bOMYy BHITAIKy TBapHHI
HEeTaiHO BBOJATH eniHe(pHH 1 HaAa il MPOBOASTh CUMIITOMATHYHY TEPAIIiloO.

B3aemonis 3 inmmmu 3acodbamu

He 3minryBaty 3 iHIIUMY BeTepUHAPHUMH TIPETIapaTaMH.

Oco0auBi BKka3iBKM NpH BariTHOCTI, JakTamii

JocnipxkeHHs He TPOBOJMIIHCE.
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Crocid 3acTocyBaHHsI Ta 1034

BaknuHyI0Th CBUHEH BHYTPIITHHOM S30BO B 00JIaCTh IITHT 32 ByXOM.

CxeMa BakIMHALI1 OHOIO J03010:

PasoBa n103a 2 M1 CBUHSM 3 3-THXKHEBOTO BIKY.

CxeMa BakIMHAII1 PO3IITICHOO T03010:

JBi in’ekuii mo 1 My CBUHAM 3 3-I€HHOTO BIKY 3 iHTEpBajIOM NPHOIU3HO 3 THOXKHI.

Bubip pexxumy n03yBaHHs, BKJIIOYAIOUM BIK TBapWH AJISl BaKLMHALIi, TOBMHEH Oa3yBaTHCS Ha CHUTyalii Ha
depMmi. Y cuTyanisx, KoM OYIKYEThCS, MO pPiBEHb MaTepHUHCHKUX aHTUTLI mpotd PCV2 Oyne momipHO
BHUCOKHM a0o0 JIy’)K€ BHCOKHM, PEKOMEH/IYEThCSI BUKOPHUCTOBYBATH CXEMY BaKIMHAINI PO3JICHUMH JI03aMHU
a00 BIICTPOYUTH BiK BaKI[MHAIII].

Jo6pe cTpycutu niepe]] BBEISHHSM 1 MEPIOIUYHO ITiJT 4ac MPOIIeCy BaKI[MHAIII].

Jnisi BHYTPINTHBOM SI30BUX 1H €KIIH PEKOMEHIYEThCS BHUKOPUCTOBYBATH Oaratopa3oBuil mmmpuil abo
0e3roNKoBUN MPUCTPid. Y KOXHOMY pa3i BHKOPHCTOBYHTE MNpHUCTpoi A BakUHWHALII BiAMOBIAHO [0
IHCTpYKUil BUpOOHMKA. [y 0€3roiaKoBOro BBEACHHS BUKOPUCTOBYHTE OE3rOJKOBHN MPHUCTPil, BiAMOBITHUN
JUIS. BHYTPIIIHBOM SI30BMX 1H €KIIA Yy 1031 2 MJI CBHHSM y Bili Bif 3 TwxkHiB. JloTpuMyiiTecs BKa3iBOK
BUPOOHHUKA IOJI0 THUCKY, HEOOXITHOTO JJI BBEACHHS HEOOXITHOrO 00’€My JI03HM, a TAaKOX IIOJ0 IPOIECIB
00poOku Ta oumineHHs. JloTpumyiTecss Oynb-IKHX OOMEXEHb, HAKIAJACHHX BHUPOOHHKOM IIPHCTPOIO, IO
CTOCYIOTBCSI 0OMEKEHb MO0 BiKy a00 MacH Tijia TBApHH.

BaknuHy citifi BBOJAUTH B aCENITUYHUX YMOBAX.

[Tig gac 30epiranHs MOXe 3’ SIBUTHCS HEBEITMKWN YOPHHIA HAJIT, 1 EMYJIbCisl MOXKE PO3MIJIUTHCS Ha JIBI OKpEMi
(dpaxrii.

[pu cTpynryBaHHI YOpHUIT HAMIIT 3HUKAE, 1 EMYJIbCisS 3HOBY CTA€ OJTHOPIIHOIO.

Io06iuHi edexTn

Hyxe pigko [ligBumena temneparypa (< 2,1 °C, 3HHKae

(>1 TBapmnra 3 10 TBapWH, SKHUM 3aCTOCOBYBAJH | MIPOTATOM 24 TOIWH)

BaKITHHY ): Hab6psk y micmi in’ektii (Big 2 10 5 cM y giameTpi
rpotsiroM 7—10 nHiB)

Hapzsuuaiino pinko Epurema (B nmepiui 24 rogunn)

(1 - 10 TtBapma 3 1,000 TBapuH, skuM | Peakriii TimepdyTauBOCTI: OIIOBOTA, MOPYIICHHS

3aCTOCOBYBAJIM BaKIIMHY): KOOpAWHAIII, MIABICTh 1 YTpPyIHEHE IUXaHHSI
(OinpLIICTD TBAPUH OYXKYIOTh MPOTITOM 24 TOTUH)

IHOmi BBeneHHsS BaKIMHM MOXE BHKJIMKATH peakwilo y BHIIIAAlI aHadiiakcii. Y 1IpOMy BHUNAAKy BBOASTH
eniHeprH 1 HaJali MPOBOAAThH CHMIITOMATHYHY TEPAIIilo.

[Ipu nocnimkeHHsIX nepeno3yBaHHs CIIoCTepiraaics JeTapris Ta nojinHoe. TpaH3UTOpHUI MOMipHUA HAOPSIK
y michi iH’ekuii moxe tpuBatu A0 1 modu. Ilepexigna nuxomanka (makcumyMm 41,1 °C) Moxe TpuBatu 10
12 roguH.

Ilepion BuBeneHHs1 (KapeHuii)

Hyns nio.

CrenianbHi 3acTepeskeHHs1 AJs1 0Ci0 i 00¢/IyroBy1040ro nepcoHasy, KoTpi 3acrocopyiots BIII

VY pa3i BUIaKOBOTO BBEICHHS JIIOMHI HEOOX1THO HEraifHO 3BEPHYTHUCH 110 JiKapsL.

Oco0smBi 3ax0am 0e3nekH NpU NOBOIKeHHI 3 HeBuKkopucTanuMm BIII, croco6m ¥oro 3Hemkom:KeHHs i
yTaarizamii

S3aJIMIIKH HEBHKOPUCTAHOTO IMpernapaTy Ta (JakOHM 3HEUIKOMKYIOTh BIJIIMOBIIHO 110 BHMOI' MICIIEBOTO
3aKOHOJABCTBA Y KpaiHH.

Tepmin npuaaTHoCTi

24 micsni. Bmict guiakony He0OXiJHO BUKOPHCTATH OJpa3y MiCIIsl BIAKPUTTSI.

YMmoBH 30epiranss i TpaHCIOPTYBaHHSA

Cyxe, TemHe Micue npu temmnepatrypi iz 2 °C go 8 °C. He 3amopoxyBatu!

[Ipu 30epiranHi MOk€ YTBOPHTHCS YOPHHU Ocall a0 HalT, eMyJbCisi MOXe pO3IIapyBAaTHCS, alie BCe IIe
3HUKAE MPH CTPYLTYBaHHI TPOTYKTY.

YnakoBka

CkJsiHi 200 mIacTUKOBI (DJIAKOHM BUCOKOI IIIBHOCTI, 0 MicTaTh 50, 100 a6o 250 M y kapTOHHIH KopoOLi.
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IIpaBuaa Binnycky

bes penenry.

Ha3ga Ta Micne3HaxoIkeHHs BJACHUKA PecCTPANIHHOIO MOCBiTYeHHS

3oeric [uk., 10 CinmeBan Beii, [lapcinmani, Heto [Ixepci 07054, CIIA.

Ha3ga Ta mMicne3Haxo1xeHHs1 BUPOOHUKA

3oetic benbmxiym, Pye Jlain Bypwniar 1, Orrirniec-Jlrosen-JIs-Hes, 1348, benbris

JonaTkoBa indopmanis

SKIo mpemapaT He BiANOBiZa€ BUMOIaM JIMCTIBKU-BKIIAJKK a00 BHHUKIIM YCKJIaIHEHHS, 3aCTOCYBaHHS i€l
cepii HeraHO NPUIHUHAIOTH 1 MOBIAOMISIOTH JlepikaBHHI HAyKOBO-AOCHIAHUI I1HCTHTYT 3 JabOpaTopHOT
JiarHOCTHKM Ta BerepuHapHO-caHiTapHoi ekcreptm3u (JAHJUIIBCE) Ta nocradanpHuka (BHpOOHUKA).
Opnouacuo 3 mocianniem y AHJAUUIABCE wnamnpaBnsiooTh, BiANOBiZHO g0 “BkasiBku npo MHOPsSIOK
npen’sBJICHHS pekiamaliii Ha OioJoriuHi mpemapartu, IO NMPH3HAYEHI Ui 3aCTOCYBaHHsS Yy BeTCpHUHApHIN
meanuHi” Big 03.06.98 Ne 2 tpu Hepo3kpuTi ¢uiakoHu wiei cepii mpenapaty 3a aapecoro: 03151, m. Kuis,
Byn. Jonernrka, 30, JHIUIIBCE.



