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HMHCTPYKIIMA

10 npuMeHeHHI0 BakiuHbl «CCS-76» («sE.D.S»)
NPOTHB CHHIPOMA CHUIKEHMS STHIICHOCKOCTH-76 HHAKTHBUPOBAHHOM MY MPOBAHHOMN

(oprarmsarmsi-paspadorank: «ABIC Biological Laboratories Ltd.», M3pans)

I. OBIIIUE CBEJIEHUSI

1. Toprosoe Haumenosanue: «CCSI-76» («sE.D.S»).

MexayHnaposHoe HenaTeHTOBAHHOE HaMMeHOBaHHe: Bakimua mpoTus CHHJpOMA CHMIKCHHSA
SIHLICHOCKOCTH-76 HHAKTHBHPOBAHHAS HMYJIbIMPOBAHHASL.

2. JlexapcTeHHas (hJopMa — IMYIILCHS TS HHBLEKIMA. B COCTAB BAKLMHBI BXOJHAT npotenH Kuo6-C
(Knob-S), nosyuenmprii myrem sKkcnpeccy (pparMeHTa reHoMa BUpyca CHHPOMA CHIDKEHHS! SHIIEHOCKOCTH-
76 (CCS1-76- mramma «127»), Betpoennoro B rasmuzy E.coli, uHakTMBHPOBaHHEL GOPMaIbIErHIOM, C
noOarlieHHeM MacISHBIX &/(bOBAHTOB: Mapikoria 52 (napadwn xukuit) — 70,94 %, Montana 80 (copGuran
onear) — 3 %, Monranokca-80 (moymcop6ar 80)— 1 %.

o BHeimmeMy Bujly BakKIMHA TpEACTABISET COOOH OIHOPOIHYRO SMYJIBCHIO GEIONO ILBETA. ITpn
ATHTENBHOM XPAHEHHH JIOITYCKAETCS HE3HAYHTENIBHOE PACcCIOEHHE SMYITBCHH, OTHOPOHOCT KOTOPOIA JIErKo
BOCCTAHABJIMBACTCA ITPH HHTEHCHBHOM B30aJITBIBAHHMH.

Baximna pacacosana o 250,0 1 500,0 i (500 1 1000 MPHBEBHBIX J103) B NOJHIPOMAICHOBBIE
(p1akoHBI  COOTBETCTBYIONIEH BMECTHMOCTH, TEPMETHYHO YKYNOPEHHBIC PE3HHOBBIMH POGKAMH,
YKPCILICHHBIMH  ATFOMHHHEBBIMY - Kommaukami. K kaiioMmy ¢uiakoHy mnpumaraercs Muctpykums 1o
MPUMEHEHHIO HA PYCCKOM S3BIKE.

3. CpoK roHOCTH BAKUMHB! — 18 MeCsIieB ¢ [aTbl BBITYCKA NPH COOMIONCHAN YCIOBUI XPAHCHHS 1
TpaHcropTupoBanus. [lo uereuennu cpoka roaHOCTH BaKITMHA K TPHMEHEHHUIO HE TIPUTO/IHA.

4. BakmuHy = XpaHST M TPaHCIOPTMPYIOT B CYXOM, TEMHOM  Mecle [P
Temneparype 2 °C 110 8 °C. 3amopakuBanue BaKIMHbI HE JOMYCKAETCS.

5. BaxiuHy criefyer XpaHuTh B MECTaX, HEJIOCTYTIHBIX ISt JICTell.

6. DyakOHbl ¢ BAKIMHOH (€3 STHKETOK, ¢ MCTEKIIHM CPOKOM TOZHOCTH, C HAPYIIEHHEM
IEJIOCTHOCTH W/WIIM TePMETHYHOCTH YKYNOPKH, C M3MEHEHHBIM LBETOM H/WJIM KOHCHCTEHIIHeH
COACPXKHUMOro, € HaJIMYMEM [OCTOPOHHUX TIpUMECEH, a TaKKe OCTATKM BakKIMHBL, He
HCIIOb30BaHHbIe B TeueHHe 10 wacoB mocne BCKPHITHS (DIIAKOHOB, MOJJIEKAT BHIOPAKOBKE M



00e33apaKHBaHMIO MyTEM KMIITYEHHS B TedeHue 20 MUH WM obpabotku 3 % pacTBOpOM miEA0YH
w5 % pactBopoM xyiopamuna (1:1) B Teuenne 30 Mun u YTHIIM3AIHH.

Yrumazaums 00€33apaeHHON BaKUMHBI He TpeOyeT COBIONEHMS CEMATbHBIX Mep
PEI0OCTOPOKHOCTH.

II. BUOJIOTMYECKHUE CBOMCTBA

7. Bakimna BbBbIBacT (POPMHpPOBAHME MMMYHHOIO OTBETA K BO30Y/IMTENIO CHHAPOMA CHIIKEHHS
SHIICHOCKOCTH-76 Yepe3 28 CyToK 1ocie OXHOKPATHOr0 MPHMEHEHHSI, KOTOPbIi COXPaHsIETCsl B TEUCHHE BCETO

TIPONYKTHBHOTO NIEPHOIA ¥ TIEPEIIAeTCs! IOTOMCTBY OT BAKIIMHHPOBAHHBIX POJIUTENEH.
Baxuuna 6e3Bpesina, jeueOHbIMU CBOHCTBaMH He 06/1a/1aeT.

IIL. IOPAAOK IPUMEHEHHW S

8. Bakimua npesHasHaueHa juis TpOQUIAKTHKA CHHJIpOMa CHHIKEHHs SHIIEHOCKOCTH-76 B
TJIEMEHHBIX U TOBApHBIX NITHIEBOJYECKUX XO35HCTBAX AIMYHOTO HANPABJICHUS BLIPAIIHBAHHUS.

9. 3anpemaeTcs BaKIMHAPOBATH KIMHHYECKH GOJIBHYIO H/HITH 0CIabJICHHYIO MTHILY, 8 TAKKE
MTHILY B IEPHO AHIIEKIIA/IKH.

10. BakuuHanuu momaiexuT nTHHA B Bospacre 16-20 Hemens, HO He mno3aHee, yem 3a 4
HEJIENH /10 Havaa sSHIIeKIa IKH.

Bakiuny BBOAAT ojHOKpaTHO B 06BeMe 0,5 MJI NOJKOMNHO B CPEIHIO TPETh IIEH HJIH
BHYTPHMBILIEYHO B 00J1aCTh rPy/IHOM MK OEIPEeHHON MBIIIIBL, H30eras MONafaHus UIbI B KOCTH.
[Tepen nprumenenyem (prakoHbl ¢ BAKIMHON BBIICPKUBAIOT npu Teminepatype 18-20 °C B Teuenune
3-4 4,

llepenn mpuMeHeHHEM M BO BpeMsl HCIIOIb30BAHMUS (1aKoH ¢ BakKIMHOW TINATEIBHO
BCTPSAXHUBAIOT A7 BOCCTAHOBIIEHHS OJHOPOIHOCTH SMYIILCHH.

Bakuuny BBONAT ¢ COGMIOACHHEM NpaBHI ACENTHKH W AHTHCENTHKH, IS BAKIMHALAH
HCHONB3YIOT CTEPHUIIBHBIE OIHOPA30BbIEe INNPHLLI U WIVIBL, WIH MHOTOPa30BbIC LINPHILI U HIIIBL,
KOTOPBIC CTEPHIM3YIOT KHIIAUEHHEM B TeueHue 30 MunyT. Mecto unbekiuu obpabarsisaior 70 %
ITHJIOBBIM CITMPTOM HIIH JIPYTHM NE3MH(UIMPYIOIIHM PaCTBOPOM.

11. CuMOTOMOB HpOSIBICHHS CHHAPOMA CHMXKEHHS SILEHOCKOCTH-76, a Takike JApyTHX
MATOJIOrMYECKUX TIPU3HAKOB IIPH HEPE/I03UPOBKE BAKIHHbI HE YCTAHOBIIEHO.

12. Bakuuna He BBI3BIBAET KIMHHYCCKH BBIDAXKEHHOH IOCTBAKIMHAIBHON peakuud. B
HCKOTOPBIX CITydasX HAa MECTE HHBCKIMH BO3MOKHO 00pazoBaHMe HEOONBIION MPUITYXJIOCTH,
CaMOINPOHM3BONIBHO MCUe3aloeit yepes 2-3 HelenH.

13. Cnenyer u3berars HapyIIeHHH CXeMBbI (CPOKOB) MPOBEICHAS BAKIIMHALH, [IOCKOJIBKY 3TO
MOXET TNPHUBECTH K CHHXEHHIO S((EeKTHBHOCTH HMMYHONPOQHIAKTHKH CHHAPOMA CHHIKCHHUS
SHIEHOCKOCTU-76. B cilyuae nporycka o4epeHOro BBEACHMS BAKIWHBI HEOOXOIUMO IIPOBECTH
MMMYHH3AIHIO KaK MOMHO CKOpEE.

14. Tlpu npuMeHeHHH BaKIMHBI B COOTBETCTBHH C HACTOSIIEH HHCTPYKIUEeH, noO0YHBIX
SIBICHUH M OCIIOXKHEHHI, KaK MPaBHIIO, HE OTMEYAeTCs.

15, He  pexkomenjyercs  NpuUMeHEHHE  BAKLUMHBI  COBMECTHO  C JIPYTUMHU
UMMYHOOHOJIOTHYECKUMH H JIEKAPCTBEHHBIMU NpenapaTaMy (aHTHOHOTHKAMH, cyibhaHuIaMHIaMA
¥ 1p.).

16. YGoii nTui Ha Msico paspermaercst uepes 21 eHb MOCTE BBEACHHS BAKITHHDL [Ipu yboe
[ITHIBI paHee JTOr0 CPOKa, TYIIKH NTHL 10/JIeKaT TIIATeIbHOMY ocMOTpy. IIpu oGHapykeHuH
[IPU3HAKOB BOCIATICHHS HIIM HEPACCOCABILIEIOCS A/TbIOBAHTA HA MECTE BBEICHHS BAKI[MHBIL, TYIIKH
BBIODAKOBBIBAIOT U yTHJIM3HPYIOT. Peanusanus CTonoBoro u MHKYOAIMOHHOTO sTHIa IPOBOJIMTCS
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0e3 orpaHHyeHHIA.
IV. MEPBI JINYHOM [TPO®UJIAKTUKH

17. Tlpn pabote ¢ BakmuHO# HeoOXomUMO cOOJIONATH OOIIHE MPABHIA THYHON THIMEHbI 1
TEXHHKH O€30MaCHOCTH, IIPE/lyCMOTPEHHBIE NpH pafoTe ¢ JeKapCTBEHHBIMH  CPEICTBAMH
BETEPHHAPHOTO HA3HAYEHHSI.

18. Bce muua, yuactBylomue B NpOBEJEHHH BaKIMHALMH, JIOIKHBI ObITh B CHEHOIEHK/IE
(pe3HHOBBIE canory, xanar, OpIOKH, rOJIOBHON yGop, nepuaTku) u obecredeHbl HHINBHIYATbHBIMH
CPEACTBAMU 3alUTBI (OYKH 3AKPBITOTO THIA, pECHMpaTopbl). B Mecrax paboTel J0MKHA ObITh
anTevka JoBpayeOHOH TTOMOIIIH.

19. Tlpu monananuy BaKIMHBI HA KOXY W/HJIM CIM3MCThIE 0BOTOUKH, MX PEKOMEH/IYEeTCs
MPOMBITE OOJIBIIMM KOJIHYECTBOM 4YHCTOH BOABL IIpH ciyyaliHOM BBE/JIEHWHM BaKIIMHBI YEJIOBEKY.
MECTO BBeJleHHs HeoOxoaumo obpabotars 70 % pacTBOPOM 3THIOBOrO CHMPTA, OGPaTHTLCS B
MEJIMIHHCKOE YUPEKICHHE U COOOIIHTL 00 3TOM Bpauy.

20. Oprauuszanus-npousoautens: «ABIC Biological Laboratories Ltd.», P.O.Box 489, Beit-
Shemesh, 99100, Israel.

Uuctpykuus 1o npumeHenuto BakimHbl  «CCS-76» 1UPOTMB  CHHAPOMA  CHMIKEHMS
SMIEHOCKOCTH-76 MHAKTHBHPOBAHHOM MYJIbIMpOBaHHOM paspaborana ¢upmoit «ABIC Biological
Laboratories Ltd.», U3paunms.

Anpec mpoussozctea: «ABIC Biological Laboratories Ltd.», P.O.B. 489, Beit-Shemesh,
99100, Israel.

C yTBepiK/ieHMEM HACTOSALIECH WHCTPYKIMM YTpauydBaeT CHJIY MHCTPYKLHMS 1O IMPUMEHEHHIO
BakiMHbl «CCH-76» («sE.D.S») npoTHB cHHApOMA CHHIKEHHS AHIIEHOCKOCTH-76 HHAKTUBUPOBAHHOM

IMYJIBIHPOBaHHOM, yTBepkaeHHas Poccenbxo3namzopom 09 urons 2011 roaa.

PexomenioBano k perucrpaiuu B Poccuiickoit ®eneparun @I'BY « BITHKHW».

Homep perucTpaiioOHHOTO Y10CTOBEPEHHS



