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Jonmarok 1

JI0 PEECTPALIHOTO ITOCBIYEHHS
Ne BA-01016-02-22

Bix 21.12.2022

Koporka xapakTepucTHKa npenapary

1. Ha3zpa BeTepHHAPHOI0 Mpenaparty

EnTeponopk COLI AC, Enteroporc COLI AC — BakiHa IIPOTH HEOHATAILHOI Jiapei CBUHEH, CIPUYMHEHOL
toxcunoM Clostridium Perfringens tun A, C i entepoanresuBuumu Escherichia Coli.

2. SIkicHmi i KiIbKICHUH CKJIa]

Onna 103a (2 MJT) BaKIIMHA MICTHTH!

Jioginizam

Amnaroxcunu Clostridium perfringens, Tan A, C:

Anbda anHaToKCUH > 125 rU/mn*
Bera 1 anatoxcun > 3354 rU/mn*
Bera 2 anarokcun > 794 rU/mn*
Cycnens3is

InaxkTuBoBaHi hiMOpianbhi aaresunu Escherichia coli F4ab > 23 rU/mm *
InaktuBoBaHi ¢hiMOpianeHi axresunu Escherichia coli Fac > 19 rU/mn *
InaktuBoBaHi ¢imOpianeHi axresunu Escherichia coli F5 > 13 rU/™mm *
InaktuBoBaHi ¢iMOpianeHi anresunu Escherichia coli F6 > 37 rU/mn *
A0 '106anm

AnroMiHi# (y BUMIISZI TiAPOKCHUIY) 2,0 mr/mn

* BMICT aHAaTOKCHHIB Ta (piMOpianbHUX aare3uHiB BUMIPIOETHCS Y BIAHOCHHMX OJMHMIIIX HA MJI, BU3HAUCHUX MeTOgoM IDA
LIOA0 BHYTPIIIHHOTO CTAHAAPTY
3. ®apmaneBTHYHA popma
Jlioinizar Ta cycneH3is I IPUTOTYBaHHS CYCIIEH311 s 10’ €I,
4. ImyHob6iosoriuni BaacTuBocTi
Koo ATCvet: QI094AB08
Bakuuna 3acTocoByeThCs M aKTUBHOI iMyHi3allli CYHMOPOCHHX CBHHOMATOK i PEMOHTHHX CBHHOK Ta
iHIyKye yTBOPEHHS aHTHTLNI poTH albda, Oeta 1 i Geta 2 tokcunis Clostridium perfringens tTunis A i C
Ta npotd (GiMOpianbHUX anre3uHiB Escherichia coli F4ab, Fdac, F5 i F6. Ilopocsara Bij BakKIMHOBAHUX
CBHHOMATOK OTPHUMYIOTh IIACHBHY IMyHi3allif0 HIIIXOM IIOTJIHHAHHS MOJIO3UBA, SIK€ MICTHTH CIEHU(pIYHi
aHTHUTIJIA.
Baknunais copu4iHioe (opMyBaHHS TACKBHOT IMyHHOT BiIIOBiAI (ITiC/Is CIIOXKHBAHHS MOJIO3HBA):

- E. coli F4ab, Fdac, F5, F6: Buponossx 12 roaus micis HapoHKeHHS;

- C. perfringens Tuny A, C: BOPOJOBIK IIEPIIOTO AHS XKUTTS,
Y HopocAT OTpUMaHWX Biji BAKIMHOBAHHX CBUHOMATOK (IICIIS CIIOXKUBAHHS MOJIO3MBA), 3aXHCHi DiBHi
aHTHUTLI TPUMAOTHCS BITPOIOBIK:

- E. coli F4ab, F4ac, F5, F6: mepmux mHiB XUTTS;

- C. perfringens tuny A: 14 nHiB XUTTSL;

- C. perfringens tumis C: 21 1Hs XKUTTS.
S. Kniniuni ocobmuBocTi
S.1. Bux rBapun
CauHi.
5.2. Iloxa3aHHs 10 3aCTOCYBAHHS
Bakuyna npusnavena mis macuBHOI iMyHi3alii IOPOCST MUISIXOM aKTMBHOI iMyHi3alii CBHHOMATOK a6o
PEMOHTHHMX CBUHOK IIPOTH HEOHATAIBHOI'O EHTEPOTOKCHKO3Y

- Jus 3MeHIneHHs KIHIYHEX O3HaK (miapei) i cMepTHOCTI, BUKNMKAHUX ITamMaMu Escherichia coli,

10 eKCIpecyroTh (piMOpianbHi anresunu F4ab, F4ac, F5 i F6;
- Jlns sMeHmeHHs KIiHIYHEX O3HaK (miapei) BOPONOBXK IMEPUIIMX MNHIB OIKUTTS, BUKIUKAHHX
Clostridium perfringens Tuny A, mo ekcrpecye anbda Ta 6eTa 2 aHATOKCHHY;
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JI0 PEECTPAIiItHOTO MOCBITYCHHS
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- JIng 3MeHIIeHHs KIIHIYHAX 03HaK Ta CMEPTHOCTI, BUKJIIMKAHAX FEMOPariYHuM Ta HEKPOTH3YIOUMM
eHTepuToM, cupuurHeHuM Clostridium perfringens tamy C, 1mo excnpecye 6etal aHATOKCHH.

5.3. lIpornnokazanHs
BincyTHi.
5.4. IloGiuna xis
VY BakIMHOBAaHHX PEMOHTHHX CBHHOK 1 CBHHOMATOK Y JIEHb BaKIMHAIlI MOXE CIIOCTEPIraTHCh
KOpOTKOYaCHe IiBUINEHHS TeMuepaTypu Tina (y cepenabomy Ha 0,5 °C, y oxpemux cuneii g0 2 °C), mo
IIOBEPTAETLCS N0 HOPMHU BIPOJOBXK 24 TOAMH, a TAKOX THMYACOBHUN HAOpPSAK i IMOUEPBOHIHHS B MicIi
i’ ekwii (y cepemHboMy 2,8 ¢M, ¥ OKpeMHUX CBHHEW 10 8 CM), 10 3HHKAIOTH 63 JKYBaHHS BIIPOJOBK 7
IHIB. Y NeHb BaKI[UHAIII] 3a3BUYAlf CIIOCTEPIracThCs 3/IETKa MPUTHIYEHA TIOBEIIHKA.
5.5. Oco6amBocTi 3acTeperxeHHs PH BUKOPUCTAHHI
BaknunyBatu citif KIIiHIYHO 30pOBHX TBapHH.
5.6. 3acTocyBaHHs Wix Yac BariTHOCTI, JJaKTAIiT
BaxkiuHa 3aCTOCOBY€ETBCSI CYIIOPOCHHM Ta JIAKTYIOUHMM CBHHOMATKAM.
3.7. Bzaemoais 3 iHmuMu 3acobamu Ta inmi popmu B3aeMoIii
Indopmartis Mmoo HEMKIUIHBOCTI Ta eHEKTUBHOCTI i€l BAKIIUHY [IPY 3aCTOCYBaHHI 3 Oy b-KUM iHIIAM
BETEPUHAPHUM JIIKAPCHKAM 3aCO00M BiJICYyTHS, TOMY pilllEHHS [IPO BHKOPHCTAHHs L€l BaKIUMHU 10 abo
micasg Oyap-fKOro iHIIOTO BETEPUHAPHOTO JIKAPCHKOTro 3ac00y MOBHHHO NMPHUHAMATHCS BiJMOBiNalbHUM
BETEPUHAPHUM JIiKapeM y KO)KHOMY KOHKPETHOMY BHIIQJIKY.
5.8. lo3m i crioco6u BBeeHHSI TBAPUHAM Pi3HOr0 BiKy
Bakiuny 3aCTOCOBYIOTH BHYTPIIIHBOM S30BO, B IUISHIIL IIHI 32 ByXOM, Y 1031 2 MJI
Ilepeunna saxyunayis

- Ilepe BBeIeHHS BaKIIMHU: 2 MJI 32 5 THXKHIB JI0 OYiKyBaHOI JaTH OIIOPOCY;

- Jlpyre BBeJeHHS BaKIMHU: 2 MJI 33 2 THIKHI JIO OYiKyBaHOI JaTH OIIOPOCY .
Pesaxyunayis
PeBaxnuHariro npoBoAiTs nepen KOXKHAM HACTYITHAM OIOPOCOM: OJHA J103a 3a 2 THDKHI 0 OYiKyBaHOI
JIaTH OIOPOCY.
Pexomenoayii wooo npuzomysanns 6aKYyuHHOI CyCnen3sii:

1. IIfo6 po3uMHUTH BakIWHYy, HEOOXimHO HaOpaTH NPHUONM3HO S5 MIJI CYCIHEH3il 3a JOIOMOI0I0
CTEpUNBHOTO LIIPUIIA BiAMTOBIIHOTO PO3MIpy Ta MepeHeCTH ii y GuIakoH i3 JliodimizaTom.

2. ®naxoH 3 modimizaToM ciix 00epeKHO CTPYCHTH, ITOKH JHO(DiTi3aT MOBHICTIO HE PO3YHHHUTHECS B
cycneHsii.

3. Ilicnma dgoro HeoOximHO HabpaTéd Bech BMICT (uakoHa 3 JioQinizaToM y TOH e NIMPHI] Ta
IIEPEHECTH HOTo Ha3ad y (IIakoH i3 CyCleH3i€ero.

4. ®nakoH 3 cycneHsiero HeoOXiTHO 10Ope CTPYCHTH IO TIOBHOTO IIEPEMIIITy BAHHS.

5. Ilicns goro HeoOXinHO HabpaTH MPUONU3HO 5 MII BiTHOBJIEHOI CyCleH3il BaKI[MHHM, IIEPEHECTH 1i ¥
¢naxon 3 miodimizaToM, H0Ope CTpycHTH Ta HAOpaTH BECh BMICT Ta MEPEMICTHTH HOTro Hazazd y
¢I1axoH i3 BaKIIMHHOIO CycreHsico. Bakiina rorosa 10 BUKOPHCTAHHS.

5.9. [lepenozyBaHHs (CHMITOMM, HEBIAKJIAIHI 3aX0(H, AHTHIOTH)

He Bcranosneno.

5.10. CanenianbHi 3acTepeskeHHs

BakiunyBaty citii KIIiHIYHO 3I0pPOBUX TBApHH.

S.11. Ilepion BuBeneHHs (KapeHiii)

Hyns nib.

5.12. CpenmianbHi 3acTepesxeHHs] M 0ocid i 06CayroByH04Y0ro mepcoHaNy, KOTpPi BBOAATHL 3aco0H
3aXHCTY TBApHHAM

Y pasi BHIIaJIKOBOTO CaMOBBEIEHHs a00 MpuiloMy BCEpEIWHY CIIiJ HEraWHO 3BEPHYTHCS 1O JKaps Ta
IOKa3aTy HOMy IHCTPYKINIO 3 eKcIulyararii abo eTMKeTKy Ha BakiuHy. [Ipd poGoTi 3 BeTepHHAPHMM
JIKapCHKUM 3aCO00M CJTijZi 000B’I3KOBO KOPHUCTYBATHCS 3aC00AMY 1HIMBI Ly aJILHOTO 3aXHUCTY.
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JI0 PEECTPAIiHOrO TOCBIYEHHS
Ne BA-01016-02-22

Bix 21.12.2022

Ilepcorai, skuit Gepe y4acThb y Bi/BifXyBaHHI BaKIMHOBAaHWX CBUHEH, IOBUHEH JOTPHMYBATHUCS 3arajbHIX
ririeHiYHAX TPUHIMIIB (HOCUTH 3aXMCHUH OJIAT, B3YTTS, 3aC00M iHIUBiNyaIbHOTO 3aXHUCTY).
6. @apmaneBTUIHI 0CO0JTHUBOCTI
6.1. OcuoBHi (popMu HecyMicHOCTI
He 3minnyBaTy 3 iHIIMMU BeTepUHAPHUMY Ta iIMyHOG10JIOT YHEMH NpenapaTamy.
6.2. Tepmin npugaTHOCTI
21 MicsIrp.
ITicist po3uMHEHHS BaKIHHY CJiji BAKOPMCTATH BIIPOJOBX 8 TOMMH 3a YMOBM 30epiraHHs 3a TeMneparypu
Bix 2 mo 8°C. ITicis Toro, K po3uMHEHY BaKIMHy BHHHSIM i3 Micus 36epiranns 2-8 °C, ii cimin Heraino
BUKOPUCTATH.
6.3. Oco6ymBi 3acTepeskeHHs MOJ0 30epiranus
Cyxe, TeMHe, HEIOCTYIIHE s AiTel Micie, 3a TeMIepaTypH Bij 2 10 8°C. He 3aMoposKyBaTH.
6.4. Ilpupona i ckyiax KOHTelHepa EPBUHHOI0 YIIAKYBAHHSHA
Bakuuny (acyiots y popMi KOMIUIEKTY, IO CKIANAacThes 3 MioGiizaTy Ta CycneHsii B KapToHHi# KOpOoOIi:
- 10 g03: kopo6Ka, mo MicTuTh 1 dakon 3 miodinizaTom ta 1 duaxon (20 M) 3 cycHeHsiero;
- 25 n03: xopoOka, mo MictuTh 1 daakon 3 miodinizatom Ta 1 prakox (50 mi) 3 cycnensiero.
6.5. HazBa Ta MicIe3HAXOI)KEHHS BJIACHUKA PeECTPALiHOro MOCBiI4eHHS
Cesa Cante Animans, 10 aBento ae ya 6amtactiepe, 33500 JIibypn, ©panmis.
6.6. HazBa Ta Micne3Haxo1:KeHHSI BUPOOHUKA
BupoOHHUIITBO Ta KOHTPOJIE:
IT Bionorika I'm6X (IDT Biologika GmbH), Am ®apmanapk, 06861 Jleccay-Poccnay, Himeuunna.
Bropunne naxyBaHHS:
@anopsi C.p.1., Bia neit @pimni, 25, 50019 Cecto-®popenTiHo, ITamis
Cesa Cante Animais, 10 aBento ge na 6amnactiepe, 33500 Jlibypn, @paniis
IT Bionorika I'm6X (IDT Biologika GmbH), Am ®apmamapk, 06861 Ileccay-Poccnay, HiMeuunna.
Bunyck cepii:
Cepa-®inaxcis Berepunapi baitonomxuxanc Ko JIta, 1107 Byaanemr, C3amiac 5, Yropuuna.
IAT Biosorika I'm6X (IDT Biologika GmbH), Am ®apmamnapk, 06861 Jleccay-Poccnay, Himeuunna.
6.7. Oco0.1uBi 3ax011 Ge3MeKH NPH MOBOIKEHHI 3 HEBUKOPHCTAHUM 32c000M
VTunmisaniro ycix BiIKPHTHX I Yac MTPOBENEHHS MPOLEAYPH BaKIMHALIl aMIyJl 3 BakKIHHOIO CIIij
3[IHCHIOBATH Yy BIIIIOBITHOCTI 0 BUMOI YAHHOTO 3aKOHOJABCTBA Y KpaiHH.
7. HonaTkoBa ingopmairist '
SIximo mpemnapar He BiINOBiJa€ BEMOTaM JIMCTIBKH-BKIAIKH ab0 BHHHKIM YCKIQIHEHHS, 3aCTOCYBAHHS
miei cepii Hera#HO NPUIMHAIOTE 1 NOBIIOMISIIOTH JlepKaBHHM HAYKOBO-KOHTPOJBHHM iHCTUTYT
6iotexHosorii i mramiB Mikpooprauizmis (JIHKIBIIIM) ta mocravanshruka (Bupo6HHKa). OXHOYACHO 3
nocnanneM y JIHKIBIIM mnampasnstorh, BimmoBimuo mo “ BkasiBku mpo HOPSNOK Ipei sBICHHS
pexsamanit Ha Gionoriuni npenapaTw, 110 IPU3HAYCH] AL 3aCTOCYBAaHHs Y BETCPHHAPHIN MEIUIMHI » Bif
03.06.98 Ne 2 Tpu Hepo3kputi hnakoHu i€l cepii npemapary 3a agpecoro: 03151, m. Kuis, Byn. Jlonenska,
30, AHKIBIIIM.
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JI0 PEECTPAIifHOTO MTOCBiTYEHHS
Ne BA-01016-02-22

Big 21.12.2022

JlucriBKka-BKJIAIKa

Ha3zBa BeTepHMHAPHOIO Mpenapary

Enreponopk COLI AC, Enteroporc COLI AC — BaxiiiHa IIPOTH HEOHATANBHO]I Jiapei CBUHEH, CIPUYMHEHO]
toxcuroM Clostridium Perfringens tun A, C i earepoanresusaumu Escherichia Coli.

Crian

Opnna f03a (2 MJT) BaKIIHHA MiCTHTE:

Jioghinizam

Amnaroxcunu Clostridium perfringens, tun A, C:

Annda aHaTOKCHH > 125 rU/mn*
Bera 1 anaTokcuH > 3354 rU/mi*
Bera 2 anaToxcun > 794 rU/mr*
Cycnensis

InakruBoBani GpiMOpiansui aaresunu Escherichia coli F4ab > 23 rU/mn *
InaxTuBoBaHi GimMOpiansHi agresunu Escherichia coli F4ac > 19 rU/mn *
InaktuBoBaHi hiMOpianehi anresunu Escherichia coli F5S > 13 rU/mn *
InaxTuBoBani (hiMOpianbHi aaresunu Escherichia coli F6 > 37 rU/mn *
A0 tosanm

AmoMiHi#i (y BUTISAI TiIPOKCUTY) 2,0 Mr/mn

* BMICT aHATOKCHHIB Ta (iMOpialbHMX aAre3WHiB BUMIPIOETHCSA ¥ BiNHOCHHMX OJMHMILIX Ha MIJ, BU3HaUY€HHX MeTomoM IDA
IIOHO BHYTPIITHBOTO CTAHAAPTY
MdapmaneBTHYHA hopMa
JliodrinmizaT Ta cycmeH3is s IpUTOTyBaHHS CyCIeH311 Ui 11 €KIIH.
ImyHoGionoriuHi BJIaCTHBOCTI
Koo ATCvet: QI094AB08
BakiuHa 3aCTOCOBYETHCS JJIS aKTHBHOI iMyHi3alii CyImOpOCHMX CBHHOMATOK i PEMOHTHHX CBHHOK Ta
iHIYKy€e yTBOPEHHS aHTUTLI NpoTH anbda, 6eta 1 i 6eta 2 ToxcuniB Clostridium perfringens tuni A i C
Ta npotu (GiMOpianbHuX anresuHiB Escherichia coli F4ab, F4ac, F5 i F6. Ilopocsara Bin BaKIMHOBaHHX
CBMHOMATOK OTPMMYIOTh HACHBHY IMYHI3allif0 IUIAXOM MOTJMHAHHI MOJO3MBA, SIKE MICTUTH crerudidHi
aHTHUTLIA.
Baxnuuaiis cpuunHioe GopMyBaHHS ITACKBHOI iIMYHHOT BiANOBiAI (IIICIIS CIIOKUBAHHS MOJIO3HBA):
- E. coli F4ab, F4ac, F5, F6: BiponoBx 12 roauH miclist HApOKEHHS;
- C. perfringens Tumy A, C: BIPOJIOBX HEPIIOTO JTHS XKUTTS,
V mopocsT OTpUMAaHMX BiJ BaKI[MHOBAHUX CBHHOMATOK (IICIs CIIOXXMBAHHS MOJIO3MBA), 3aXWCHI DiBHI
AHTHTI TPUMAIOTHCS BIPOJOBK:
- E. coli F4ab, Fdac, F5, F6: nepmmx JHIB XUTTSL;
- C. perfringens tuny A: 14 nHIB XWTTSL;
- C. perfringens tuamniB C: 21 IHS KHUTTA.
Bup tBapun
CauHi.
IMoxa3aHHsd X0 32CTOCYBAHHS
Baknuna mpr3HaueHa JUIs MaCHBHOI iMyHi3allii MOpocaT NIISXOM aKTHBHOI iMyHi3allii CBHHOMATOK abo
PEMOHTHHX CBUHOK ITPOTH HEOHATATBHOTO €HTEPOTOKCHKO3Y:
- Jls 3MeHINeHHs KIIiHIYHAX O3HaK (xiapel) 1 CMEpPTHOCTI, BUKJIMKaHUX TamMaMu Escherichia coli,
II0 eKCIpecyioTh pimOpianbHi agre3unu F4ab, F4ac, F5 1 F6;
- Jlnst 3MeHIneH st KIIHIYHUX 03HaK (Iiapei) BIPOJOBK MEPIIUX AHIB KUTTS, BUKIMKAHUX
Clostridium perfringens tamy A, mo ekcrpecye anbda ta 6eTa 2 aHaATOKCHHU;
- Jl7s 3MEHIIEHHS KIIIHIYHUX 03HAK Ta CMEPTHICTh, BUKIMKAHUX F€MOPAri9HUM Ta HEKPOTH3YIOUUM
eHTepuToM, cipuunneHuM Clostridium perfringens tTuiy C, mo ekcrpecye 6etal aHaTOKCHH.
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JI0 PEECTPAIITHOTO TTOCBITYESHHS
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IIporunoxa3zanus
BincyTHi.
3acrepeskeHHs NPH 3aCTOCYBaAHHI
BakuunyBatu ciniJt KJIHIYHO 3JOPOBHUX TBAPHH.
B3aemonis 3 inmumu 3acobamMu
[rdopmanis o0 HEMKITMBOCTI Ta €PEKTUBHOCTI Hi€l BAKI[MHY IPH 3aCTOCYBaHHi 3 OYIb-IKAM iHIIAM
BETEpUHAPHUM JiKapChKUM 3acOO0M BiZICYTHS, TOMY PillIeHHS PO BUKOPMCTAHHS ITi€l BaKIKMHU 10 abo
Hicns OyIb-SKOTO iHIIOTO BETEPUHAPHOTO JIKAPCEKOrO 3ac00y IIOBHHHO MPUMMATHCS BiIIOBIIAIBHIM
BETEPUHAPHUM JIKapeM y KOXKHOMY KOHKPETHOMY BHIIAJIKY.
Ocob6imBi Bka3iBKHU MPH BariTHOCTI, JaKTaMil
Bak1nuHa 3aCTOCOBYETHCS CYIIOPOCHUM Ta JIAKTYFOUAM CBHHOMATKAM.
Cuocif 3acTocyBanHs Ta X03M
Bakmuny 3acTOCOBYIOTH BHYTPIIIHEOM SI30BO, B JUJISHIIL IIHT 32 BYXOM, ¥ 1031 2 MJI
Ilepsunna saxyunayis
- Ilepme BBeneHHS BakIMHN: 2 MJI 33 5 THDKHIB IO O4iKYBaHOI JaTé OMOPOCY;
- Jlpyre BBeeHHs BaKIMHU: 2 MJI 32 2 THOKHI JI0 OYIKYBaHOI JaTH OMOPOCY .
Pesaxyunayis
Pepakiunaniro mpoBoAsSTh mepea KOXKHUM HACTYIHHM OIIOPOCOM: OJ(HA J103a 3a 2 THXKHI J0 OYiKyBaHOI
JaT¥ OIOpPOCY.
Pexomenoayii wooo npueomyeanns 6axyunHoi cycnemnsii:

1. IMo6 po3uuHUTH BakIMHY, HEOOXiTHO HAOpaTH MPUOIHU3HO 5 MII CYCIIEH3Ii 3a TOIIOMOT0F0
CTEPIJIHOTO LIIIPUIIA BiIIOBITHOTO PO3MIpy Ta NEpeHECTH 11 y (uiakoH i3 miodimizaToMm.

2. ®akoH 3 mio¢imi3aToM ciil 00epeKHO CTPYCHTH, TOKH JIio(}ii3aT HOBHICTIO HE PO3YMHUTHCS B
cycreHsii.

3. Ilicns goro HeoOXixHO HaOpaTH BeCh BMICT (i1akoHa 3 J1i0(isIi3aToOM y TOM XKe IIIPHI] Ta
IIEPEHECTH HOro Ha3aj y (PIIaKoH i3 CyCIeH3i€ro.

4. ®nakoH 3 CYCHEH3i€10 HEOOXiTHO 0Ope CTPYCUTH O IIOBHOTO NEPEMIITy BAHHS.

5. Ilicns woro HeoOxinHO HAOpaTH MPUOIIM3HO 5 MJT BiZTHOBIIEHOT CyCIIeH3i1 BaKIIMHY, IEPEHECTH il y
¢rakoH 3 nodinizaToM, T00pe CTPYCUTH Ta HAOpaTH BeCh BMICT Ta IMIEPEMiCTUTH HOT0 Ha3a y
¢1axoH i3 BaKIMHHOIO CYCIEH3i€l0. BakiuHa roToBa 10 BUKOPUCTAHHSI.

IlepenozyBaHHs (CHMIITOMMY, HEBIAKIATHI 3aX001, AHTHIOTH)

He BcTanoBneHo.

Ilo06iuni epexTr

VY BakIMHOBaHMX PEMOHTHHX CBHHOK i CBHHOMATOK y JEHb BaKUWHANI MOXE CIOCTepiraTuch
KOpOTKOYaCHe MiBUINEHHS TeMieparyp Tina (y cepeaubomy Ha 0,5 °C, y okpemux cBuneil mo 2 °C), mo
IIOBEPTAETECS 10 HOPMH BIPOJOBXK 24 TOAMH, a TAKOXK TUMYACOBUH HaOpSK 1 IMOYEPBOHIHHSA B MiCIli
in’ekuil (y cepennpoMy 2,8 cM, y OKpeMHUX CBHHEH 110 8 cM), 110 3HHKAIOTH Ge3 JIiKyBaHHS BIIPOIOBK 7
IHIB. Y JIEeHb BaKIWHAI] 3a3BUYail CIIOCTEPIracThes 3JIerka NpUrHiYeHa OBEIIHKA.

Ilepiox BuBeneHHs (KapeHITii)

Hyms ni6.

ChenianbHi 3acTepe:xeHHs 1Jisi 0¢i0 i 06¢ayroByr4oro mepcoHasmy, Korpi 3acrocoBywots BIII

V pasi BEUIagKoBOro camMoBBeIeHHsS abo NMPHUIOMY BCEPEIMHY CIIiJ HEraifHO 3BEPHYTHCA IO JHKaps Ta
IOKa3aTu HoMy IHCTPYKILIiIO 3 eKcIuTyarailil abo eTukeTky Ha Bakuuay. [Ipu poboTi 3 BeTepHHApHHM
TKapChKUM 3aCO000M CITil 060B’I3KOBO KOPUCTYBATUCS 3aCO0AMHU 1HMBIAyaIbHOTO 3aXHUCTY.

Hepconan, sixuii 6epe y4acTh y BiIBiyBaHHI BaKIIAHOBAHUX CBHHEW, IIOBUHEH NOTPHUMYBATHCS 3aralbHUX
Tiri€HIYHUX TPUHINIIB (HOCUTH 3aXUCHUHN OJIST, B3YTTs, 3aCO0H 1HAMBIAyAILHOTO 3aXUCTY ).




IIponorxenns nopatky 2

JI0 PEECTPAIiitHOTO MOCBITYCHHS
Ne BA-01016-02-22

Bij 21.12.2022

Oco0smmBi 3ax0qu 0e3mexu mpy noBomKeHHI 3 HeBukopucTanuM BIII, cioco6m ¥ioro 3nemxomKxeHHs
i yraaizamii

Vrumizamito BCix BiIKpATHX (GIIAKOHIB 3 BAaKIIMHOO CJIi/I 3A1HCHIOBATH Y BiIOBIIHOCTI O BUMOT YAHHOI'O
3aKOHOJABCTBA Y KpaiHH.

Tepmin npuaaTHOCTI

21 micsnp.

TTicnst po3YMHEHHS BaKIMHY CJIijJi BAKOPHCTATH BIPOIOBXK 8 rOAMH 3a YMOBH 30€piraHHs 3a TEMIIEPATypU
Bix 2 1o 8 °C. Ilicns Toro, sk po3uMHEeHy BaKIMHY BHHHSAIM i3 Micud 36epiranns 2-8 °C, ii ciin HeraitHo
BHKOPHUCTATH.

YmoBu 30epiranns i TpaHCNOPTYBaHHSA

Cyxe, TeMHe, HeIOCTyHHE JUIi JiTei Micue, 3a Temuepatypu Bix 2 jo 8 °C. He 3amoposxyBarh.

YnakoBka

ITnactukosi (¢makonu mo 50, 100, 250 ta 500 mu, 3aKOpKOBaHI 'yMOBHMH IPOOKaMH i 3aBajIbIlbOBaH1
AIIOMiHI€EBUMH KOBITAYKaMH.

Hasga, miciesHaxokenHs i Micie 3ailiCHeHHS TiJIbHOCTI BIACHUKA PecCTPANiHHOI0 NOCBi4eHH
Cesa Canre Animains, 10 aBeHro ze na 6amtactiepe, 33500 JIiGypn, @paniis.

Ha3ssa, MmicuesHaxo/pkeHHs i Micue 3aiiicHeHHSs TifJIbHOCTI BUPOOHHKA

BHpOOHHIITBO T4 KOHTPOJIb:

IJIT Bionorika I'm6X (IDT Biologika GmbH), Am dapmanapk, 06861 Jleccay-Poccnay, HimeuunHa.
BropuHHE naKyBaHHSL:

@anopui C.p.u., Bia geit ®@pimni, 25, 50019 Cecro-Dpopentino, ITamis

Cesa Canre Animais, 10 aBenro e na 6amnacriepe, 33500 JIiGypH, @paHItis

IJIT Bionorika I'm6X (IDT Biologika GmbH), Am ®apmamnapk, 06861 [leccay-Poccnay, HiMequuna.
Bumyck cepii:

Cesa-®inaxcis Berepunapi baitonomxuxanc Ko JItn, 1107 bynanemr, C3annac 5, YropiuHaa.

IJT Bionorika 'm6X (IDT Biologika GmbH), Am ®apmamnapk, 06861 leccay-Poccnay, HiMeuunna.
HMonatkxoBa indopmanis

SIKImo mpemapar He BiIIOBifa€e BUMOTaM JIUCTIBKH-BKJIANKN a00 BUHUKIM YCKIQJHEHHS, 3aCTOCYBaHHS
miei cepii HeraiiHO NPHUNMHAIOTL i NOBiKOMILIIOTE Jlep)aBHHI HayKOBO-KOHTPOJBHUM iHCTHTYT
6iotexnotorii i mrramiB mikpoopraizmis (JIHKIBIIIM) ta mocravanpHuka (BupoOHHKa). OgHOYACHO 3
mocnanneM y JHKIBIIIM HampaBisioTe, BiamoBimHOo a0 “Bka3iBkii Ipo HOPSAOK IIpen’ sIBICHHS
pekaMariiii Ha GioyoriuHi mpemapard, 10 MpU3HaAYeHi I 3aCTOCYBaHHs Y BeTepUHApHil MequuuHi” Bix
03.06.98 Ne 2 Tpm HeposkpuTi (aakoHH i€l cepii mpenapaty 3a axpecoro 03151, m. Kuis, Byn. Jlonenska,
30, JHKIBIIIM.
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JI0 pEeECTpaliitHOro TOCBITYEHHS

Ne BA-01016-02-22
Bix 21.12.2022
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NPOITE/TE AUCTIBRY-BAGALY
3BEPIFTAHHA

Cyxe. ~emme, HeAOCT/NHE Ard
ATCHACLE B9 TCMICRS ypu i

Enreponopu COLI AC,
Enteroporc COLI AC

BaKLuHa npom'ueougyanbno'l'plapc‘l ceutied,
cnp! ol TokcuHon Clostric P 3
i enrepoTokcutamis Escherichia Coli

Nlicdinizar Ta cycnensia gna npuroTysarika cycnensii Ana in'exyiit
BryTpiwnbon'azoso
CrepunbHo

10 po3

+2 a0 +8°C, He samop skyaru,
Mlera  posuuHenHa  eakiiiy
L'.\iA NIKUPHC]'JTH ﬂp()T)erM
8 "0AUH 32 yMOBY 20ep raHKA 33
Temnepaypu 3ia +2 a0 +8°C.
AAA BACTOCYBAHHA
Y BETEPMHAPHIA
MEAULLUHE
BUPOBHUK

AT Biovorika  MEX (12T
iclogika GmbH), Am
napk “6861 Necoay-
Pacznay. Himewdi-a,

Innoprep & Vipaini: TOB «CEBA
CALHL ALIMAAL VKIAT A,
04280, m. Kuie. eyn. BXezinm
18/14, xopryc | oic 301-303.
tens 13804149225 1L

PI1Ne:

BTE ENTEROPORC COLI AC 10D UA

57x31x72

CODE ARTICLE : 00000 1D : 75953
Black

Pi CORPS : 7 pts

ENTEROPORC COLIAC 10D UA

VALERIE 24/05/22

N mrotosnenna;
Copia No:
Npwaviua po:




ITponoBxeHHs foxaTKy 3

JI0 PEECTPAIITHOTO MOCBiYEHHS
Ne BA-01016-02-22

Big 21.12.2022

BTE ENTEROPORC COLI AC 25D UA ENTEROPORC COLI AC 25D UA

fi B S e e e m R RIS MR T e imw e oeR SRS W

62x47x81
CODE ARTICLE : 00000 1D : 75952
Black
3 CORPS 19 prs
VALERIE 24/05/22
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[IponosxxenHs gomatky 3

JI0 PEECTPAIIHOTO MOCBIUCHHS
Ne BA-01016-02-22

B 21.12.2022

ETQ Susp. ENTEROPORC COLI AC 10D UA ENTEROPORC COLI AC 10D UA

35x80/3 pages
CODE ARTICLE : 00000 1D : 75953
Black
CORPS : 7 pts
VALERIE 24/05/22
Page | - Recto
Enreponopk COLI AC,
Enteroporc COLI AC
BaKL(HA NPOTH HEOKATANbHOI Jliapel (BUHEH,
npy i Torawom Clostridium Perfing umnk,i Tara
I wnann Escherichia Col!
Cepia t:
Mpigarin go: §
8
Cycnensin
il
10p08 N o
Page 2 - Verso
CKAAA
Opt1a p033 (2 MA (ml)) CAKLIEE MICTUTL itakTieoeari gpimBpiaas i
aareaim Escherichia coli Tab 2 23 vUva (ml); inakripopan
dimbpianuti sarcaniin Escherichia coli Iac 2 19 rUbwn (mil)iinakrizonar i
imGpianui aareznm Escherichia coli 15 2 13 rU/va (mlyinakrinonani
imbpianuti aaresnn Lscherichia coli F6 z 37 rU/va {mi}.
3ACTOCYBAHHA
BakumHa  npusHadeHa AAR NBCUBHOI IMYHIALIT NOPOCAT WAAXOM
AKTUBHOT IMyHIZ3LIl CBUHOMATOK aB0  PEMOHTHUX CBUHOK TPOTH
HEOHATAABHOTO EHTEPOTOKCUKOZY,
BHy piwtbom Azoso,
[lepep 3aCTOCyBaHHAM yBANKHO NPOUUTAATE AUCTIBKY-BKAIAKY!
/

Page 3 (si tient s/ 2p : remplir page I puis page 3 ; i tient s/ 3p : remplir normalement)

3BEPITAHHA

Cyxe, TeMre, HeAOCTYTIHE AN ATTEN MICLIE, 3a TEMNEPATYPH Bia +2 A0
+8°C, He 3amopomyBati,

[licAst pOBUMHEHHSA BRKUMHY CAIA BUKOPUCTATH NPOTATOM 8 FOAUH 3a
YMOBY 3GepiraHHA 3a Temneparypm

BiA +2 p0 +8°C,

AASA 3ACTOCYBAHHA V' BETEPMHAPHIW
MEAULLMHI

BUPOBHMIK: IAT biororika IMGX (IDT Biologika GmbH), Am
Mapwmanapk, 06861 Aeccay-Poccaay, Hiveuunra, i

PriNe: /




[IponorxeHHs 1oaaTKy 3

JI0 PEECTPAITITHOTO ITOCBITUCHHS
Ne BA-01016-02-22

Bix 21.12.2022

ETQ Lyo ENTEROPORC COLI AC 10D UA ENTEROPORC COLI AC 10D UA
25x65/3 pages
CODE ARTICLE : 00000 1D : 75953
Black
| CORPS : 6 pts.
VALERIE 24/05/22

Page | - Recto

Enreponopk COLI AC,
Enteroporc COLI AC
BEL-ANDOTHHED -10: tGH A O/, Tlawa
| e-tepotokestian Escherkhin o Copi s
Tpupammit go: §
Piodiniaar . 8
10 o3 U X

Page 2 - Verso
CKAAL

OnHa aosa (2 MA (ml)) eakuhm mic-ume aHatokcwin Clostridium
perfringens. Ton A, C zasha zvarcremn 2 125 Ulma (ml) 6otz
| aHzToKC/H 2 3334 rUMma (). GeTa 2 a-arokcur > 764 rUiva {ml),
3ACTOCYBAHHHA

Bakuwmria NpusHadeHa AAA  NackBHl iMyH 3L ¥ NOPOCA™  WAAXOM
AKTURHO™ IMyHISaLl CBMHOMATCK aln PemO-THUX CRU-OK MpoT/

HEOHAT3ALHO O e-TEpiT()Y.CMK’)S)'.
BHyTpitHEOM #3020,
[lepea sacTocyeatinam yea

Page 3 (si tient s/ 2p : remplir page | puis page 3 ; si tient s/ 3p : remplir normalement)

3BEPITAHHA
YXe TEMHE, HEACLTY He AM ATtelt MicUs, 3d TeMitepz1vph sia +2 Ao
—8"C, AMOPOXKYEA 11,

icAs UHEHH BaKUMHY CAIA BUKOPUZ 1AL 2 POIHIONM B 1UAMH 2
YMOBM 37e | <HHS 3d TeMiiepatyph via +2 a0 +87C
AN BACTOCYBAHHA Y BETEPUHAPHIN MEAMLIMHE
BUPOBHUK: IAT £ oxorika [w2X (IDT Bologica GmbH), Av_—

Cacmanapk, 06861 Aeccay-"cccaay, ~imetrizHa, /
PIINe:




[Iponosxenns nonarky 3

JI0 peecTparifHOro MOCBITUEHHS
Ne BA-01016-02-22

Bix 21.12.2022

ETQ Lyo ENTEROPORC COLI AC 25D UA

ENTEROPORC COLI AC 25D UA

23x68/3 pages

CODE ARTICLE : 00000 1D : 75952
Black

Pl CORPS: 6,5 pts
VALERIE 24/05/22

Page | - Recto

Exveponopk COLI AC,
COLIAC

12 cIape cast-eh.
ik, ©

E,nutemport

Page 2 - Verso

CRAAN: ‘Oni aom (G (mh)) pakuwi, WTL QHATOKCHIIA
{Clostridium perfringens, un A, C:2 atdpa Ao 2 125 rUtva (ml). Zerad
il a arokeat 2 3354 Ul (ml), 6eta 2 anotokam 2 794 rUfhaa (ml),
3ACTOCYBAHHSA

RAK WHA NpU3-a-eH AAA NACKR-OT MyHiS*1(i NOPOCAT 1iAF OM;
ACTUA-O1 IMyH 321 CRUHOMAT K A60 PEMOHTH/X CBUHOK 1D oTH
T HEOHATAARHOTO SHTRT GTOKC /KO3,
N RHyT‘num A F30R0,

Page 3 (sitient s/ 2p : rem/)hr page | puis page 3 ;
si tient s/ 3p : remplir normalement)

BEPITAHFEA. Ty

iTem-eparypu eia +2 A0 +

18, HEAOCTYTIHE  AAF
C. He 2amopoxyzatu,

ITCAR PORUHHERHS BIKUMHY CAIA BUKOPUCT™ npaTAral 8 ropuH 3a)

YMOB/ 2682i"aHHA 33 TeMNezaTyp eia —2 A0 —8°C
A

Al\ﬂ 3ACTOCYBAHHA Y BETEPMHAPH!‘M MEAWMLIMHIL
'BMPOEHMK IAT Gionorika w6X (IDT Gizlogika Gmbi 1), /\J‘

Whapaariapk. 06861 Accezy-Noczazy, | vt iz

PIINe;

AlTel Mic




IpomorxeHHs AO0AATKY 3

JI0 PEECTPAIITHOTO TTOCBITYEHHS
Ne BA-01016-02-22

Bim 21.12.2022

ETQ Susp. ENTEROPORC COLI AC 25D UA ENTEROPORC COLI AC 25D UA
40x95/3 pages

CODE ARTICLE : 00000 1D : 75952

Black

f CORPS : 8 pts

VALERIE 24/05/22

Page | - Recto

Enreponopk COLI AC,
Enteroporc COLI AC

BaKUMHA IPOTU HeoHaTanbHoi fliapei ceuHelt,
cnpuuMHeroi Tokcurom Clostridium Perfringens un A, C
i enteporokcutamu Escherichio Coli

CycneHsia
(

N
5003 Wl g

BMOTOBARHHA:
Npugarawi fo:

Cepis K.

picic)

Page 2 - Verso

CKAAA,
OpHa Ao3a (2 Ma (M) BakUMHI MICTUTD: IHakTUBOBaHI GIMOPIAALHI aATE3UHIA
Escherichia coli F4ab 2 23 rUlma (ml); iHakTuBoBaHi dGiMOpiaAbHi aAresviHm
Escherichia coli F4ac 2 19 rUIma (ml); iHakTuBOBaHI (GiMOPIaAbHI aAre3uHi
Escherichia coli F5 = 13 rUMA (ml): iHakTUBOBAHI (iMOpiaAbHi aAresuHIA
Escherichia coli F6 = 37 rUfwa (ml).
3ACTOCYBAHHA
BakimHa npusHatea AAS NACUBHOT IMyHIBALIT NOPOCST WASIXOM akTUBHOI
iMyHizaUil CBUHOMATOK aB0 PEMOHTHUX CBIMHOK MPOTH HEOHATAALHOTO
CHTEPOTOKCHMKO3Y.
. BryTpiwHbom s3080.

[Mepes, 3aCToCyBaHHAM YBOKHO NPOUMTAINTE AUCTIBKY-BKAIAKY!

e

Page 3 (si tient s/ 2p : remplir page | puis page 3 ; si tient s/ 3p : remplir normalement)

3BEPIFTAHHA

Cyxe, TEMHE, HEAOCTYNHE AAR AITER MiCLE, 33 TEMNEPaTypu Bia +2 A0
+8°C. He samopoxysati,

[MicAn po3UMHEHHA BaKLIMHY CAIA BUKOPUCTATKH NPOTATOM 8 FOAMH 33 YMOBK
36epiraHHA 3a TemMnepaTypn

BiA 12 p0 +8°C.

AAfI BACTOCYBAHHA Y BETEPUHAPHIA MEAULLUHI

BUPOBHUK:IAT Bionrorika [EX (IDT Biologika GmbH), Am (hapmanapk,
06861 Aeccay-Poccaay, Himeuumta,

PINe:

%

/




