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II0 PEECTPAIiHHOTO TOCBITUEHHS
Ne BA-00370-02-11

Bix 08.04.2022

JIneTiBKa-BKI2AKA

Ha3pa BeTepHHAPHOI0 NpenapaTty

Iopmunic® I'maccep, Porcilis® Glasser — BaknuHa iHaKTHBOBaHA TIPOTH IeMO(MiIBbO3HOIO MONICEPO3HUTY
(xBopobu I'maccepa) cBuHeH.

Criran

Cknan:

AXTHBHOJIFOUYi KOMITOHEHTH:

- koxHa Jo3a (2 wi) wmictute > 0,05 Mr (3a 3araikHEM a30TOM) OJHHHIL 1HAKTHBOBAHOIO
HTBHOKJIITHHHOTO KOHUEHTpaTy Haemophilus parasuis cepotury 5, mramy 4800.

JlonmoMixHi KOMITOHEHTH:

- an’roBaHT — dl-a-Tokodepomny anerart - 150 mr.

®apmanesTuuHa Gpopma

CycrmeHzis.

Imyno6ioiorigHi BJIacTHBOCTI

Baxmusa MiCTHTh 1HAaKTHBOBaHI IIBHI KIiTAHH Haemophilus parasuis cepotuiy 5, mramy 4800 B cymimmi
3 BOJOPO3YMHHHUM a1 IOBaHTOM. IIpOAyXT CTHMYIIIOE PO3BUTOK aKTUBHOTO IMYHITETY NpPOTH KIIHIYHHX
MposBiB (TIOMICEpO3UTY), IO BHHUKAE BHACHINOK iHGikyBauHs Haemophilus parasuis ceporumy 5. Ilpu
BaKIWHAIl TOPOCHUX CBHHOMATOK CTHMYJIIOETBCS ITepejada MAaCHBHOTO IMyHiTeTy mpoTu Haemophilus
parasuis CEpOTHINIB 4 i 5 MOTOMCTBY. AI'TOBAHT ITi ICHJIIOE iMyHOJIOTIYHY BiJIMOBI/Ib.

Bua TBapun

CauHi.

IMoka3aHHs 10 32CTOCYBaHHSA

Baxiuna npu3HaueHa IS aKTHBHOI iMyHi3amii pi3HOBIKOBHX TPyl CBUHEH 3 METOIO 3aXUCTy NPOTH
KIHIYHMX TposBiB xBopobu I'maccepa (remModinbO3HOIO MONICEPO3UTY), IO BHHHUKAE 3a iHQIKyBaHHS
Haemophilus parasuis cepotumy 5, a Tako) U1 MacHBHOI iMyHi3amii ITOTOMCTBa BaKIIMHOBAHUX
CBHHOMATOK Ta IIiJICBUHKIB 3 METOI0 IOJIETIIEHHSA KIIHIYHMX TPOSBIB Ta 3HIKEHHS CMEpPTHOCTI 3a
indixyBannus Haemophilus parasuis ceporuniB 4 i 5.

IIpoTnnoxasanusa

[Tpu 3acTOCYBaHHI 3TiJHO JIMCTIBKM-BKIAIKU BiICY THi.

3acTepexeHHs IIPH 3aCTOCYBAHHI

BaknuryBatH juIne KJIHIYHO 3I0POBHX CBUHEH.

Bzaemonisn 3 inmumu 3acobamu

He sinomi.

Oco06uBi Bka3iBKH NPH BarirHocTi, JaKTamii

OOMeX€eHHS BiJICYTHI.

Cnoci6 3acTocyBaHHS Ta 1031

BaxnuHa BBOTATHCS BHYTPIMTHEOM'S30B0 ¥ A031 2 MJI B JUJISIHIIL TIHI.

IIporpama BakuMHAaMIi:

BeomuTH BakLiMHy CBHHSM, TOYHHAIOYH 3 S-THKHEBOT'O BiKy JBOPA30BO, 3 iIHTEPBAIOM JIBa TH)KHI.
CeuHOMaTKaM BaKI[MHY BBOAUTH 3a 6-8 THIKHIB O AATH 3aIIAHOBAHOTO OIIOPOCY ABIYL 3 4-THXXKHEBHUM
IHTEpBAJIOM.

CBuHOMAaTKaM, BaKIIMHOBAHUM IIPOTATOM MHHYJIOI IIOPOCHOCTI, PEKOMEHY€ThCS IIPOBOAUTH OJHOKPATHY
peBaKIMHALIIO 32 4-2 THKHI A0 JATH 3alIaHOBAHOI'O OIIOPOCY.

Ilo6iuni edexTn

Pinxo MOXnHBe IMiABHUINECHHS TEMIEPATYpU TiIa Ta O3HAKH 3arajbHOTO JUCKOMGOPTY TPUBATICTIO IO 3
JHIB micad BakmuHAIil. MicneBi mposiBu 3HHKAIOTE HpoTsaroM 14 ni6. [lyxe pimzko MOXyTh MaTé Micue
CHCTEMHI aHA(ITAKTHYHI peaKilii.

Ilepion BuBeageHHs (KapeHii)

Hyns gHiB.




IIponorxenHs noarky 2

IO PEECTPAIiiHOrO MOCBiqUEHHS
Ne BA-00370-02-11

Bix 08.04.2022

Croenianbni 3acrepe:keHHs 715 0Ci i 00CIyroByH090ro nepcoHaty, Korpi sacrocoyors BIIT

IIpu BunagKkoBiH iH’ eKUii IpenapaTy MOAUHI 3BEPHYTHCH 10 JiKaps, MOKA3aBIOH yHAKOBKY ab0 JIHCTiBKY-
BKJIQJKY Ipemnaparty.

Oco6.mmBi 3ax01u Ge3nexH NPH MOBOKeHH] 3 HeBuKopucTanuM BIII, cioco6m Horo 3HemMKoOIKEHHS
i yraizamii

Hepuxopucranuil 1 npoTepMiHOBaHMI Tipenapar, yNakKOBKY CJIijl YTHII3yBaTH BiAMOBIAHO IO MiXOYOrO
3aKOHOJIaBCTBA YKpaiHH (KUII ATATH ab0 CHATIOIOTS).

Tepmin npuaaTHocTi

36 micsauiB. Poskputuii (iakoH: Tpy roAuHH.

YMmoBHu 36epiranns i TPaHCHOPTYBAHHSA

36epiratu B cyxoMy, TEMHOMY MicHi ipu Temneparypi Bix 2 o 8°C. He 3aMopoiKyBaTH.

YnakoBka

Baxruna: cximHi (31 ckia tuny I 3a €Bponeiicbkoio ®apmaxomneero) abo monietunenosi ¢uaakonu (PET),
KoxHHi 3 sxux mictuth 20 M (10 go3), 50 mMa (25 mo3), 100 M (50 mo3). PnakoH 3akpuTHil IPOOKOIO T
AIOMiHIEBHM KOBITAYKOM.

IIpaBuaa Bignycky

Bes penenty. 3acToCOBYBATH IpenapaT MOXe JIHIIe Jikap ((enpamep) BeTepUHAPHOT MEAUIHHH.

Haszpa Ta MicIe3HaX0/J:KeHHS BJIACHHKA peecTpalliliHoOro mocBituenns i BUpodHmKa

Intepset Intepuemnn b.B., Bim ne Koprepmrpaar 35, 5831 AH Boxcmeep, Hinepnanau.

JonaTkoBa indopmanis

Slkmo mpemapar He BINIIOBiJa€ BUMOraM JIMCTiBKH-BKJIQJAKH a00 BHHHKIH YCKJIAIHCHHS, 3aCTOCYBaHHS
miei cepii HeralHO TPUNOMHAIOTE 1 HOBIIOMIFOTH JlepaBHHMIT HAyKOBO-KOHTPOJBHHM IiHCTHTYT
6ioTexHouorii i mramiB mikpoopranizmiB (JIHKIBIIIM) Ta nocradansuuka (BupoOHHKa). OJHOYACHO 3
nocnannem y JHKIBIIIM nanpapnsroTh, BigmoBimHO 10 “BkasiBkM NHpo NOPSOOK IIpen’ sSBICHHS
peknamariiii Ha 6i0JI0oriYHI IIpenapaTH, Mo MPU3HAYCHI IS 3aCTOCYBaHHS Y BETEPHHAPHIM MEeIUIMHI" BiX
03.06.98 Ne 2 tpu Hepo3kpuTi (praxkoru i€l cepil mpenapary 3a aapecoto 03151, M. Kuis, Byn. Jloneneka,
30, AHKIBIIIM.



