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NHCTPYKLIUA
10 BeTEPUHAPHOMY NPUMEHEHHUIO JIeKAPCTBEHHOI0 Npenapara

Aunday NBE9Y

|. OBIIUE TTOJIOXKEHU A

1. HaumeHoBaHue JIEKapCTBEHHOTO Mpernapara 1Jis BETEePHHAPHOTO PUMEHEHHS:

- ToproBoe HanmeHoBanue: Aiday NBE9 (Yeflu NBE9);

- MEXIyHApOIHOE HEMATeHTOBAHHOE HAMEHOBAaHUE: BaKI[MHA TPOTUB HHIOKACIICKOM 00JIe3HH,
MH(MEKIMOHHOTO OpOHXHTA Kyp, CHHAPOMA CHUKCHHS SIMIIEHOCKOCTH U TpuIma ntull noaruna HY
WHAKTHBHPOBAHHASI.

2. JlexapctBeHHast popma: SMyIIbCHS IJIS1 HHBEKIHH.

Baxkuuna n3rotoiieHa u3 SKCTPadMOPHOHAIBHON KUJKOCTH BOCTIPUUMYHUBBIX YMOPUOHOB KYP,
UH(UIIMPOBAHHBIX BUPYCAaMU HBbIOKACIICKOH Oosie3nu (mramm Jla-Cora), HHPEKIIMOHHOTO OPOHXHUTA
Kyp (turamm M41), rpunna ntun noaruna H9 (uramm YBF003), a Takske U3 skcTpa’dMOpHOHaIbHON
KUAKOCTH BOCHPUMMYHUBBIX dMOPHUOHOB YTOK, WH(MUIIMPOBAHHBIX BUPYCOM CHHAPOMA CHUKCHHS
siiiienockoctu (mramm NE4), ¢ mocnenyromielt nHakTHBaIuein GopMaibIeruaIoM U 100aBICHUEM
MacJIsSTHOTO a/IbloBaHTa (MuHepasibHoe Macio), Cnan-80, Teun-80 u antoMuHus creapara.

3. Ilo BHemHeMy BHMJy BakIMHA MPEACTaBISET COOOW OAHOPOAHYIO AMYJBCUIO MOJOYHO-
6enoro 1Beta. [Ipu AIMTENHHOM XpaHEHUU JOITyCKAeTCsl HE3HAUYUTEIbHOE PACCIOCHHUE IMYJIbCHUH,
OJIHOPOAHOCTH KOTOPOH JIETKO BOCCTAHABJIMBAETCS NPU BCTPSAXUBAHUU.

Cpok rolHOCTH BaKIMHBI NPU COOJIIOJIEHUN YCIOBUN XpaHEHHUs] U TPAHCIOPTHPOBAHUS —
24 Mmecsina ¢ 1athl BeITycka. BakiinHaa qomxHa ObITh UCTIOIB30BaHA Cpa3y MOCIE BCKPBHITHS (PIIakoHAa.
He npuMeHATH 10 HCTEYEHUH CPOKA F'OJTHOCTH.

4. Baknuna pachacoana mo 500 mia (1000 mo3) B cTepuiibHBIE MIACTUKOBBIE (DIAKOHBI U3
noJu3TUIIeHa BbICOKOH tuioTHOocTH (II9BII), repMeTHyHO YKyHNOpEHHBbIE PEe3WHOBBIMH MPOOKaMHU,
YKpETUIEHHBIMH QJIFOMHHHMEBBIMU KoNmaukamu. Kaxkaas ymakoBka CHa0)KaeTcss MHCTPYKIHEH o
MIPUMEHEHHUIO.

5. Bakuuny XpaHsT ¥ TPaHCIOPTUPYIOT B 3aKPHITOH yIIAKOBKE MPOU3BOIUTEINS, B 3ALUIIIEHHOM
OT CBETa MECTE, OTJAEJIbHO OT MPOIYKTOB MHUTAHUSA U KOPMOB, Ipu Ttemmepatype oT 2°C mo 8°C.
3aMopakuBaHUE HE JIOMYCKAETCs.

6. BakuyHy ciieyeT XpaHUuTh B MECTaX, HEJOCTYIHBIX JUIS I€TEN.

7. ®nakoHbl ¢ BaKUMHOW 0€3 ITHUKETOK, C MCTEKIIMM CPOKOM T'OJHOCTH, IOJABEPTLIMECcs
3aMOpPAXMBAHUIO, C HAPYIIEHUEM IIEIOCTHOCTH W/WIIM TePMETUYHOCTH YKYHNOPKH, C U3MEHEHHBIM
[[BETOM W/WJIM KOHCHCTEHIIMEH COJIEP>KUMOro, C HaJMYMEeM HOCTOPOHHUX INpHUMECeH, a Takke
OCTaTKHU BaKIIMHBI, HE UCIIOJIb30BaHHBIE B TeueHHE 12 yacoB mocne BCKphITHA (IaKoHa, TOJJIeKAaT
BBIOPAKOBKE M 00€33apakKMBAaHUIO MYyTEM KHUIITUYCHUS B T€UeHUE 15 MUHYT wiM myTeM oO0paboTKH



JNe3UHGUIMPYIONIMM CPEICTBOM. AHAJOTUYHBIM 00pa3oM o00e33apakuBalOT (PIAKOHBI H3-TIOJ
BaKIWHBI, IITIPULBI U UTJTHL.

Yrunuzanus 00e33apakeHHONM BakKIMHBI HE TpeOyeT COONIONEHUS CIEUATBHBIX Mep
PEIOCTOPOKHOCTH.

8. YcnoBus otmycka: 6e3 perernTta BeTepuHapHOTO Bpaya.

II. BLMIOJIOT' MYECKHUE CBOMCTBA

9. ®apmakoTeparneBTUUYeCcKas TpyIIa: UMMYHOOHUOJIOTHYECKUH JIEKApCTBEHHBIN IIpenapat Jis
BETEPUHAPHOTO MPUMEHEHHUS (BaKI[MHA).

10. Bakuuna Aidmy NBE9 BeBbIBacT (GopMHpoOBaHHE HWMMYHHOTO OTBETa y MNTHIBI K
BO30YIUTENSIM HBIOKACICKOW 00Je3HU, MHPEKUMOHHOTO OpOHXHUTA Kyp, CHUHApPOMA CHUKCHHS
SWINEHOCKOCTH M Tpunma ntun noxruna HY uepes 21 neHp mocne OAHOKPAaTHOW BaKIMHALIUM,
KOTOPBII COXpaHsETCs B TeUeHUE 6 MecsIeB.

Opna uMMmyHM3Mpyromasi 103a BakuuHbl (0,5 MJI) COAEpKUT MHAKTUBUPOBAHHBIE BUPYCHI:
HbIOKacNcKol Gonesnu (mramm Jla-Cota) - ne menee 108191 ]Is0; nH(pEKIMOHHOTO GPOHXHUTA KYp
(mrramm M41) - ve menee 10%13U]Iso; rpunma nun noaruna H9 (mramm YBF003) - ne menee
10"19U Iso u cunpoma cumskenus sitnenockoctu (mramm NE4) - He menee 8192 T'AE.

Baknuna Ge3Bpena, JeueOHbIMU CBOMCTBAMH HE 00J1a/1aeT.

1. TIOPAJJOK ITPUMEHEHM A

11. BakuuHa mpepHazHaveHa Ajs MPO(UIAKTHKH HBIOKACICKOW 00Je3HH, MH(EKIIMOHHOTO
OpoHXHTa Kyp, CHUHIpOMa CHM)KEHHUS SHULEHOCKOCTU W rpumnmna ntul noaruna HY B miemeHHbIX u
TOBapHBIX NTULEBOTYECKUX XO3SHUCTBAX PA3IMUYHOrO HAMPABICHUS BbIpAIllMBaHUS.

12. 3ampenieHo MPUBUBATh KIMHAYECKH OOJBHBIX /WK OCTA0ICHHBIX TITHII.

13. Ilpu npoBeaeHNH BaKIIMHALIMK HEOOXOIMMO COOIIOAAThH O0IIME MpaBHiia JUMYHOW TUTHEHBI
U TEXHUKU O€30IaCHOCTH, NPEAYCMOTPEHHBIE MpH paboTe ¢ JEeKapCTBEHHBIMM IpernapaTaMu
BETEPUHAPHOI'O Ha3HAYEHUSI.

Bce nuua, yyacTBylomue B MPOBEJICHUN BAaKIMHAIMM, JOJDKHBI OBITH OJETHI B CHELOJESKIY
(pe3uHOBBIE camory, xajaT, OprOKH, TOJIOBHOM YyOOp, pe3MHOBbIE MEpuaTKU) U 00ecredeHbl
WHIUBHyaTbHBIMHU CPEICTBAMH 3aIUTHI (OYKH 3aKPBITOrO THMA). B MecTax paboThl T0KHA OBITH
anTeyka JoBpauyeOHOM MOMOIIIH.

[Tpu nmonasaHuy BaKIMHBI HA KOXKY U/WJIH CIU3UCTbIE 000JIOUKH, UX PEKOMEHIYETCS IPOMBITh
0O0JIBIINM KOJIMYECTBOM BOJIBI.

[Ipu cnyyaifHOM BBEJEHMHU CIEAyeT HEMEJIEHHO OOpaTHThCA B MEAMLMHCKOE YUPEKICHHE
(ipu cebe UMETh MHCTPYKIIMIO MO MPUMEHEHHIO MIperaparTa Uil STUKETKY ).

14. TlpumeHeHHe IJEKapCTBEHHOrO IpernapaTra KypaMm-HECYUIKaM B IEpHOA  SHIIEKIaaAKH
BO3MOXXHO B YCIJIOBHUSIX HEOJIAronosydyHoM 3MUAeMUOJIOTHYEcKOi cuTyanuuu. B aToM citydae y Kyp-
HECYIIEK BO3MOKHO YMEHBIIICHHUE TUYHOMN NMPOTyKTUBHOCTH, BBI3BAHHOE CTPECCOM IIPH MTPOBEIEHUHN
IpouLeAypbl BaKIMHAIMU. Perienre o npoBeeHNH BaKIIMHALIMY Kyp-HECYLIEK B MEPHO/I SHIIEKIIaKN
JIOJI’KHO OBITh MPUHATO Ha OCHOBAHUU OLIEHKH COOTHOIIIEHUS MOJIB3bI K BO3MOKHOMY PHCKY.

15. Bakiuuupyrot ntuil B Bozpacte 14 venens (80-120 cyTok) u crapiiie, HO HE TO3/HEE, YeM
3a 14 -21 nens 10 Hayaga AULEKTATKU.

[lepen npuMeHEHHWEM BaKLUMHY NpPEABAPUTEIBHO IPOrPEBAIOT HA BOJASHOW OaHe mpu
temneparype He Bbimie 35°C B Teuenue He MeHee 30 MUHYT, MO0 BBIIEPKUBAIOT B TeueHue 6-9



yacoB npu temnepatype 20-25 °C. Ilepen nmpuMeHeHHEM U BO BpeMsl MPOBEICHHUS UMMYyHU3AIUU
(1akoH ¢ BaKLIMHON NEPUOJUUECKU BCTPSIXUBAIOT 7151 BOCCTAHOBIIEHUS OHOPOJIHOCTH 3MYJIbCUH.

Bakuuny BBoIAT 01HOKpaTHO B 00beme 0,5 mit (1 03a) MOAKOKHO B CPEAHIOO TPETh LIS WK
BHYTPHUMBIIIIEYHO B 00J1aCTh TPYTHON MBIIIIIBI ¢ COOJIIOICHUEM TPAaBUIT ACETITUKH.

Jis  BakUMHAIMKM  MCIIOJIB3YIOT IUIPULIBI-AaBTOMATbl W HUIVIBI, KOTOPBIE CTEPHIN3YIOT
KunsiyeHueM B teueHue 15-20 mun. Jlonmyckaercst HCIOJb30BaHUE OJTHOPA30BBIX IITIPUIIOB. MecTo
BBEJCHUS BakIMHBI oOpabatpiBaloT 70% pacTBOPOM STWIOBOTO CHHPTa WIM  JIPYTHM
JEe3UHPULMPYIOLIUM CPEACTBOM.

Jis coznanust 6osiee HaNps>KEHHOT0 MMMYHHOTI'O OTBETa PEKOMEHIYEeTCsl IPEIBApPUTEIIbHO, HE
MEHee 4eM 3a 4YeTblpe HeJeNM, NPUBUBATh NTHUILY >XUBBIMH BaKIMHAMU IPOTHUB HBIOKACICKOH
6011€3H1 U MH()EKLIMOHHOT0 OPOHXUTA Kyp COIIACHO MPUHATON B XO35HCTBE CXEME BaKI[MHALINY.

16. IIpu npumenennn BakiuHbl Aiidiay NBE9 B cooTBeTcTBHM ¢ HAcTOsIIEH MHCTPYKLIUEH
NOOOYHBIX SIBJIEHUM M OCJIOXHEHWH, KaK IpaBWio, HE HaOmonaercs. B HEKOTOpbIX ciydasx
BO3MOXXHO OOpa3oBaHME HE3HAYUTEIFHOTO OTE€Ka M TMPHUIYXJOCTH B MECT€ WHBEKIIHH,
CaMONpOM3BOJILHO Ucue3atonmx uepe3 10-14 nueil.

17. CuMOTOMOB TpPOSIBICHHUS HBIOKACICKOW OO0JIe3HH, WH(EKIMOHHOTO OpOHXHTa Kyp,
CHUHJIpOMa CHWXXEHHUs SHIEHOCKOCTH, rpunna nrtul noaruna HY unm apyrux nmaToiaoruyeckux
IPU3HAKOB MPU NEPEI03UPOBKE BaKI[MHBI HE YCTAHOBJICHO.

18. BzaumogeiicTBue ¢ JpyrUMHU JIEKapCTBEHHBIMHM CpeACTBaMM M (MJIM) KOpMamMH He
ycraHoBiieHO. He pekomeHnmyeTcs cMelIMBaTh BakKLUMHY B OJHOM IINpHUIE C JAPYTUMHU
MMMYHOOHOJIOTHYECKUMHU U JIEKaPCTBEHHBIMU IpenapaTaMu.

19. OcobeHHOCTEH MOCTBAKIIMHAIBHON PEeaKIMK ITPH HMMYHHU3AIIUN HE YCTAHOBJICHO.

20. Cnenyer m3beraTh HapyImeHHHA CXeMbl (CPOKOB) NMPUMEHEHHS BAaKIMHBI, TOCKOJIBKY 3TO
MOJKET MPUBECTH K CHIKEHUIO 3(PPEKTUBHOCTH MMMYHONPO(PHIAKTUKN HBIOKACICKOW OO0JIe3HH,
UHQEKIIMOHHOTO OPOHXHTA KYp, CHHAPOMAa CHHKEHHSI AHIIEHOCKOCTH U rpuIina ntui noaruna HI.

21. Msico, mpotyKThl yOOsI U SN0, TOJTyYEHHbIE OT BAKIIMHUPOBAHHOM MTHIIBI HCIIOIB3YIOT 03
orpanndeHuil. I[lpu yOoe TymIKM NOTUIBI TOJIEXKAT TIIATEIBHOW BETEPHUHAPHO-CAHUTAPHOU
HKCHEepTH3€E, U, IPU OOHAPYKEHUH HAa MECTE BBEAEHUS BAKIIMHBI MPU3HAKOB BOCMAJCHUS WU HE
paccocaBIIerocs aJblOBaHTa, OJJIEKaT BEIOPAKOBKE U Y TUIIM3ALMH.

HaunmenoBanue u anpec npousBoacteenHoir  «YEBIO BIOENGINEERING CO., LTD OF
rionaaku npousBoautens nekapcreeHHoro  QINGDAO», KHP
mperapara Jiulsl BETepUHAPHOTO IPUMEHEHUS:

HaumenoBanue, agpec opranu3aimi, 00O «Panuoser», Poccuiickas @enepanus,
YIOJIHOMOYEHHOMU BIIaJIEIbIEM 121609, r. Mocksa, 6-p Ocennuii, 1. 23.
PErUCTPAIIMOHHOTO yI0CTOBEPEHUS

JIEKapCTBEHHOTO TIperapara Ha IPUHSITHE

MIPETEeH3M OT MOTpeOuTeNs



