Honatok 2

IO PEECTPAIHOTO MOCBITYeHHS
Ne BA-00129-02-14

Bix 29.03.2024

JuceTiBKa-BKIAAKA

Ha3zpa BerepHHapHOro npenapary

Hopummic® AIIIT, Porcilis® APP — BaknuHa iHAKTHBOBAHA IPOTH IIEBPONHEBMOHIT CBUHEN.

Crnap

Jlo cxiany aHTUTeHHOTO KOHIEHTpAaTy BaKI[WHH BXOJATh:

- 30BHiLIHIM MeMOpanuuii nporeid (OMP)

- TOKcoiM (JleTtokcukoBanuit Apx I, Apx I, Apx II).

Koxna j103a (2 MJ1) MICTHTB:

50 onuHuns Apx I,

50 opununs Apx II,

50 omunuues Apx 11,

50 ogunauns OMP B siKOCTi aKTHBHHX CKJIAIOBHX.

Baxknuna Mictuth ax’oBaHT (dl-a-Toxodepony anerar) ta 0,02 % hopManseria B sKOCTI KOHCEPBaHTY.
®dapManeBTHYHA (popMa

Cycnens3is.

ImynoGionorigni BiacTuBocTi

AKTHBHI IHI'peli€HTH BaKIMHH iHAYKYIOTH BUPOONICHHS aHTUTIN B Oprami3Mi iMyHI30BaHMX TBapuH. [[1s
3a0e3reqyeHH s 3aXHUCTy NPOTH IUIEBPONHEBMOHIL. 110 cnpuuuHena Actinobacillus pleuropneumoniae. 'Y
MIETJIEHHX TBAPHH IMyHHA BIAMOBIAb BUPOOJISETHCA POTATOM 3 THIKHIB. AHTHTCHH PO34YHHEHI Y BOJHOMY
an IOBaHTI IS MiACHICHHS CTHMYJIAI] IMYHITETY.

Bun rBapun

CBuHi.

[Toxa3zaHHA 10 3aCTOCYBAHHSA

AKTHBHA IMVHI3aI[is TOPOCAT MIC/A BI[UTyYEHHS 3 METOK KOHTPOITIO IUIEBPOITHEBMOHII, SIKa CIIPHYUHEHA
A. pleuropneumoniae.

IMporunokazanus

He BakuuHyBaTi CBUHEH 3 03HaKaMH XBOPOOH.

3acTepeseHHs] IPH 32CTOCYBAHHI

Ilepen 3acTocyBaHHAM BAKIMHY HArpiBaloTh 10 KiMHATHOI Temmneparypu (15-25) "C. Jlobpe crpycuru
BAaKIMHY [EPE]] 3aCTOCYBaHHAIM. BHKOPHCTOBYBATH TUIBKY CTEPUIBHUH IHCTPYMEHT UL BaKLIMHAIII].
B3aemopais 3 iHmuMH 3acobamu

Hegizoma.

OcobiuBi BKa3iBKH NpH BariTHocTi, JakTauii

Hemae nanmnx.

Cnocib 3acTocyBaHHS Ta J03H

Omuy 103y BakimuHu (2 MJI) BBOIATH LLIAXOM TNIMOOKOI BHYTPIIIHBOM f30BOI iH €Ki, y JINSHUI miui 3a
BYUIHOK pakoBHHOIO. [TopocsaT BakIMHYIOTH MOYHHAIOYK 3 6 THIKHEBOTO BIKY (10 IOYATKy mHepioiy
BIJATOJIIBII).

[loBropue BBenenns. [IpoBoasTe He padiine HDK depe3 4 TwxHi, y Bimi 10 TixkHIB. IHTepBam MiN
BaKILMHAIIIMH IOBUHEH CTAHOBUTH HE MEHIIE 4-X THIKHIB.

Ilobiuni epexTn

VY nesikux TBapuH MOXKJIMBA KOPOTKOYACHA, HE3HAYHA PEAKI(is Y BHIVIA/] JMXOMAHKH, IPUIHIYEHOTO CTaHYy.
AHOPEKCI, a TaKOX JIerkuil HaOpsK y MicCIli BBeJIEeHHs BakIMHK. SK1o BakumHy OyJI0 3aCTOCOBAHO 0J1pa3y
miclis TroAiBIi, MOMXIHBI BHnaakd OmoBaHHA. Taki peakili 3HMKAIOTh CAMOCTIHHO NpOTAroM 24 roaud
1icis BaKiMHALIT.

Ilepion BuUBeaeHHA (KapeHLT)

Hynb nHiB.

ChnenianbHi 3acTepexeHHn 15 0cib i 00CJIyroByw040ro nepconasy, Korpi sacrocosyiors BIll
HeobxigHo noTpHMyBaTHCH NpaBul pOOOTH 13 BETEPUHAPHUMHY IIperapaTaMH.
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IIponoBxkeHHs noaaTky 2

JIO peecTpalifHOro NOCBiIHeHHS
Ne BA-00129-02-14

eig 29.03.2024

OcobuuBi 3axoau Oe3nexu npu noBoakeHHi 3 HepukopucTanuMm BIIL, cnocobu #oro 3Hem KoK eHHRA
i yruizanii

HeBukopucTaHuii i NpoTepMiHOBaHKME penapar YTHII3YIOTh NIISXOM KHIT'ATIHHA ab0 crialtoOBaHHs.
Tepmin npuaaTHocTi

24 micsaui. [Ticng BigkpuTTs BUKOpHCTATH MpOTAroM 10-TH roguH.

YmoBH 30epiranHs i TPAHCHOPTYBAHHA

36epirati B TeMHOMY Micui npu Temmeparypi Bix 2 °C pmo 8 °C. He 3amopoxysaru. 306epirata y
HEZOCTYTHOMY JUIsi CTOPOHHIX 0ci0, 0coONHBO AiTEH, Micil.

YnakoBka

®nakonu i3 rigpomitaynoro ckia tumy | (Ph.Eur) abo TIET, 2akputi ryMOBHM KODKOM IiJl aMIOMiHi€EBY
obkarky 1o 20 M (10 x03), 50 mut (25 no3). 100 M (50 goz) ta 250 ma (125 103 BaKUHH).

[Mpapuaa Biamycky

Bes penenity. 3acTocoByBaTH npenapar Moxe JIuLe jgikap (genpamep) BETEPHHAPHOT MEIKIMHH.

Haspa, Micle3HaAX0KeHHS | Micue 3ailicHeHHs isiIbHOCTI BJACHHKA peecTpamiiROro mocBingenns
T2 BHPOOHMKA

Turepser Intepremnn b.B.. Bim ne Kopeepmpaar 35. 5831 AH Bokemeep, Hinepianau.

JlonaTkosa indopmanis

Slkuio mpenapar He BiANOBiZae BAMOIraM JIMCTIBKH-BKIQAKH ab0 BHHHKIIM YCKJI&[HEHH:. 3aCTOCYBaHHA
miel cepii HeraMHoO NPUIHHSAIOTE 1 NOBiAOMIMIOTE [JlepxaBHUE HAyKOBO-KOHTPOJILHHH IHCTHTYT
6iorexnonorii i mramis Mikpoopranismis (JJHKIBIIIM) ra mocrauanbhuka (BHpoOHMKa). OmHoYacHo 3
nocnannem y JIHKIBIIIM wanpaBnsiore, BiAMOBiZHO A0 “BkaziBKM Npo MHOPSJOK IIpej SBICHHS
peknamaiii #a 6loorigni npemapaTu., [0 MPH3HAYEH] JUIA 3aCTOCYBaHHs Y BeTEpUHAPHIH MequMumHi" Bix
03.06.98 No 2 Tpu Hepo3kpuTi (iiakoHH Liei cepii npenapary 3a aapecoto 03151, M. Kuis, Byn. Jlorerbka.
30, JHKIBIIIM.
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