SYOVAC

HHCTPYKLMS
e npusencnmn Bapewn 423 1 suaktuBup it IMyJIBIHY il BAKIMHBI
s npopunakinku Sonaesnn Hplokaciaa, nH(peKIHOHHOro GPOHXHTA KYyp
M CHHPOMA CHH/KEHMS SIHIIEHOCKOCTH-76.
(Oprauusarus - pazpabotunk: pupma « BIOVAC LTD», Uspaniby )

L. OBLIUE CBEJEHUSI

1.Toprosoe HaumenoBanue: Bupcun 423 JI (VIRSIN 423 L)
Memﬂyﬂapozlﬂoe HENaTeHTOBAHHOE HAaMMEHOBAHHUE! HMHAKTUBHUPOBaHHAS
SMYJIbIrHpOBaHHAsA BaKUWHA JUISA ﬂqu)MﬂaKTHKH 6OJ'IC3H" HLK)KaCJ'Ia, HHq)CKLl"OHHOl‘O
OpOHXHTA Kyp M CHHPOMA CHHKEHHS AHIIEHOCKOCTH-76.
2.JlexapcTBenHas QopMa: SMyIbCHs UIsl MHBEKLUMH (MHAKTMBUPOBAHHAS BAaKLMHA).
Bakuuna usrotoBieHa u3 dkcTpadMOpuHoHanbHOM kuakoctu SPF- sMOpHOHOB Kyp U
YTOK, HHOHUMPOBaHHBIX BHpycamu  Oomesun Helokacma - mramm «Jla-CoTtay,
HHEKINOHHOTO OpoHXHTa Kyp - mTamMmbl «M41» n «H52» cepotnn Maccauycerc u
CHHIPOMA CHIDKEHUs SHLEHOCKOCTH - 76 wmramm «l127», MHAKTHBHPOBAHHBIX [3-
npormonaktoHoM (BPL) ¢ no6asnennem macisiHoro aabioBanta: pakeon 5 (mapadux
KUAKHi) - 60%, smyneratopos: MonTtana 80 (copbutan oneart) - 3%, MonTtaHokc-80
(monmcopbar 80) -1% u B KadecTBe KOHcepBaHTa THOMepcal - 0.01%.
3.Ilo BHemHeMy BHJy BaKlUMHA HPEJCTaBIseT co0Oil OJHOPOJHYIO dMYIbCHIO Oenoro
usera. le/l JUIMTEJIbHOM ~ XpaHEHHUM  JIOIYCKACTCsl HE3HAYUTEIbHOE PpPacCllOCHUE
SMYJIbCHH, OJTHOPOJHOCTH KOTOpOﬁ JIETKO BOCCTAHABJIMBACTCA MPH BCTPAXUBAHUH.
CpOK TOHOCTH BaKIHWHBI — 24 MecsAna € aaThl BBINMYCKa NpH COGHIO}Z[CHHI/I yCJ'IOBHﬁ
xpaHenusi. CPOK TOIHOCTH 110CyIe BCKPBITHS (iakoHa — 10 4acos.

Tlo ucreyenun CpOKa ro/IHOCTH BaKLMHA K IPUMEHEHUIO HE IPUI0HA.
4. Bakuuna pacdacosana mo 500 103 (250.0 em®) 1 1000 103 (500.0 cm*) B cTepuibHBIE
TIOJIMTIPOTTHIICHOBBIC q)ﬂaK[)HLI, COOTBCTCTByIOL!ICﬁ BMCCTUMOCTH, TEPMETHYIHO
YKYHOpEHHbIE PE3HHOBBIMH MIPOOKAMHU, YKPEIUICHHBIMH aTIOMHHHEBBIMU KOJIIAYKaMU U
TJIACTUKOBBIMHU  KPBILLIKAMH. DrakoHbl € BaKLlMHOﬁ YIaKOBBIBAIOT B KapTOHHLIE H
TIOJINCTHPOJIOBBIC TEPMOH30JIAIIHOHHBIC K0p06KI/I o 30 ITYK.

Ka)l(}ly‘l() CANHHALLY (l)aCOBKPI CHaG)Ka]OT "HCprKL[I/ICﬁ TI0 MIPUMCHCHUIO BAKIIMHBI.
5. BakuuHy XpaHsAT B 3aKpBITOH yNaKOBKE IPOU3BOAUTENS, B CYXOM, 3alUIICHHOM OT
CBETa U HEJOCTYNNHOM ISl [TIOCTOPOHHUX JIML] MECTE, OTACIABHO OT MPOAYKTOB NMUTAHUS U
KopmoB, mpu Temmneparype ot 2°C go 8°C. He momyckaercst 3aMOpaKHBaHHE BAKIIHHBI.
JlomyckaeTcsi TpaHCIIOPTUPOBKA BaKIHHBI MPH Temmeparype g0 25°C B Tedyenue 10-15
JHEN.
6. BakuuHy XpaHsaT B MecTaX HEJOCTYIHBIX JUIs JeTei.
7. ®nakoHkI ¢ BAKIMHOH 6€3 STHKETOK, C HAPYIICHHEM IETOCTHOCTH M TePMETHYHOCTH
YKYNOPKH, COACPXKAIIUEC TMOCTOPOHHIOK TIPUMECh, C€ HM3MCHCHHBIM IBETOM, C
pacciIouBIICHCS YMYIIbCHEH, He BOCCTAHABIIMBAIOLIEH 0HOPOJHOCTD IIPU BCTPSIXHBAHHH,
MOJBEPrIINecs 3aMOPAKUBAHHMIO, C MCTEKIIMM CPOKOM TOJHOCTH, @ TAKXKe OCTATKH
BaKLHWHBI, HCHCIOJIb30BAHHBIC B TCUYCHHUC 10 YacoB TIOCJIC BCKPBITHSA Cl]ﬂaKOHOB,
MO/UTe)KAT BBIOPAKOBKE M 00e33apaXHBAHMIO KHISYeHHeM B TedeHHe 20 MHHYT ¢
MOCIEAYIOEeH yTHIH3auUeH.
VYrumnsanus o0e33apakeHHON BAaKUUHBI He TpeOyeT COOIONEHUs CIELHAlbHBIX Mep
TPEIOCTOPOKHOCTH.
8. Ormyckaetcsi 6e3 perenTa BeTepHHAPHOTO Bpada.

1I. BUOJIOTHYECKUE CBOMCTBA

9. BakiuHa BbI3bIBaeT (pOPMHUPOBAHHE UMMYHHOIO OTBETa Y NTHLbI K BO30YIUTENAM
Gonesnn Helokacma, WHQEKIMOHHOTO OPOHXMTa Kyp M CHHAPOMAa CHIKCHHS
AfleHOCKOCTH dvepe3 14-28 nHeil mocie BakUMHAIMHK, KOTOPBI COXpaHseTcs B
TeueHue 12 mecsies.

10. B oxHoii mMMyHH3HpYIOlIeii 103¢ BaKuMHBI conepxurcs He menee 10%° DUJlsy
Bupyca Gosesun Helokacna mramm «Jla-Cota», me memee 10%° DUJls, Bupyca
MH(EKIMOHHOTO OPOHXHTAa Kyp Kakaoro u3 mtamMmoB «M41» m «HS52» ceporun
Maccauycerc, u He Menee 1500 TAE/mu Bupyca cHHAPOMa CHHIKEHHS SIHIIEHOCKOCTH-
76 wramm «127».

Bakuuna 6e3BpeniHa, 1edeOHBIMI CBOHCTBaMHM He 00manaet.

III. MOPANOK NPUMEHEHUA
11. Bakumny npumeHsior muis npodumaktiuku OonesHn Hbrokacia, HH(OEKUHOHHOTO
OpoHXHTA Kyp M CHHIPOMA CHIDKCHMS SIHIIEHOCKOCTH-76 B IUIEMEHHBIX U TOBApHBIX
TITHLCBOJYCCKUX X03sicTBax Pa3’TMIHOrO HANpaBJICHUS BhIPAIIMBAHUA.
12. 3anpeniaeTcs BAKIHHAPOBATH KITHHHYECKH OOMBHYIO W/HUIH OCTa0IeHHYIO MTHILY.

13. BakuuHupyioT nTUIY B Bo3pacte 16-20 Henelb, HO He MO3HEe, YeM 3a 4 HeJenu 10
Hauana ieKTaKki. BaknHy BBOAST 0IHOKPATHO B 06BEMe 0,5 cM® BHYTPHMBIIEUHO
WJIK TIOJAKOXKHO.

TIpyu BHYTPUMBIIIEYHOM BBEJCHUH BAKLMHY UHBELUPYIOT B IPYIAHYIO HIH OeIPEHHYIO
IPYNITY MBIIIL, H30eras Nonajanus Uriibl B KOCTb.

l_[p]/l TIOJIKO’KHOM BBEC/ICHHH BAKIHHY BBOJUIT B IOPCATBHYIO TTOBEPXHOCTH CpC}lHCﬁ qacTtu
1ICH. ]_lBll'[J'lCHKa Cl)ﬂKC"py‘K)T, CKJIaJIKy KOXH B obnacti BCpXHCﬁ TPETH LIEH OCTOPOKHO
TIPUNIOTHUMAIOT OOJNBIINM U YKa3aTeabHbIM NaJlbLIAMH. I/].Fﬂy BBOAT B KayJ1aJIbHOM
HAIpaBIeHU! (OT IOJIOBBI), U30eras ee NoNnajaHus B KOKY, MBI U IIO3BOHKH LIEH.
l'[cpc;x TIPUMCHCHUEM BAKIHHY BBIJACPKHUBAIOT B TCUCHHC 3-4 gacoB TIpH TeMrepaTtype
22-30°C.

Bo Bpems npoBeneHns BakiuHaUU (IaKOH ¢ BaKLIUHOW MEPUOANYECKH BCTPSAXHBAIOT
JUIsL BOCCTaHOBJICHHUS OJIHOPOIHOCTH SMYJILCUH.

ll]'[ﬂ BaKIHMHAIUK HCIIOJIB3YHOT OOBbIYHBIE HMIIH TIOJTYaBTOMAaTHYCCKUE IUNINPHIBI W HIJIBI,
KOTOpBIC  CTCPHUIIM3YIOT  KHIAYCHHEM B TCUYCHHUC 15-20 MHHYT. ﬂOﬂyCKaCTCH
HCIIOJIb30BAHHE OJJHOPA30BbIX IINpHUIleB. MecTo BBeIeHNs BakUUHbI oOpadarbiBatot 70%
CITUPTOM MM APYTUM Je3UH(GUUHMPYIOLIHM CPEICTBOM.

14. CuMNTOMOB MPOSABNEHUA CHHAPOMA CHIDKCHUS SHIICHOCKOCTH-76, Gomeshn Hplokacma
1 MHGEKUMOHHOTO OPOHXHMTA Kyp, & Takke APYTMX MATOJOTHYECKUX MPU3HAKOB MPH
NepeIo3UPOBKe BAKLIMHBI HE YCTAHOBJIEHO.

15. BakuuHa He BBI3BIBACT TOCTBAKIMHATBHBIX peakuuil. B HEKOTOpBIX ciydasx
BO3MOXKHO 06pa3C)Baan HE3HAYMTECIIbHBIX l'lp]/ll'lyXJTOCTCﬁ Ha MECTC HHBCKUHH,
HCYE3AIOIHX Yepe3 2-3 Heleu.

16. 3anperaercst BAKLIHHUPOBATH NTULLY B HEPHOJ AHIIEKIAIKH.

17. Crnenyer m3beraTh HapyIICHHs CXEMbI BaKIHHALMH, KOTOPOE MOXET MPHBECTH K
CHHXCHHUIO 3Cl]Cl)CKTPIBHOCTVI I/IMMyHOI'Iqu)I/U'IaKTI/IK" CHHAPOMA CHHKCHHUSA ﬂﬁuCHOCKOCTI/I-
76, Oonesun Hblokacna u uH(peKUHOHHOro OpoHxuTa Kyp. B ciydae mnpomycka
BaKUHMHALMH HEOOXOMMO NPOBECTH HMMYHH3ALIHIO, KAK MOXKHO CKOpee.

18. l_[p]/l TIPUMCHCHHWH BAKIWHBI B COOTBETCTBHH C HaCTOHLL(Cﬁ MHCpr‘KL[HCﬁ, MOOGOYHBIX
SIBIICHUI 1 OCHO)KHCHVIﬁ, Kak NpaBujIo, HE OTMEYACTCA.

19. He pekoMeHAYIOTCS  NpPHMEHEHME  BaKUMHBI ~ COBMECTHO € JPYTHMMH
MMMYHOOHMOJIOTHYECKUMH U JIEKAPCTBEHHBIMHU npernapaTaMmu (aHTHOUOTHKH,
Cynb()aHHTaMHUIAMH H TI.)

20. Y6oit nTHiBl Ha Msco paspemaercss yepes 21 aeHb mocne BakiuHauu. Ipu y6oe
NTUIBI PaHEE YKA3aHHOTO CpOKa, TYWIKHM IOJJIEKAT TILATEIbHOMY OCMOTPY H, IIPpH
OGHapy)ermd Ha MECT€ BBEJICHHUs BaKUHWHbI TMPU3HAKOB BOCIAJICHUSA WK HE
paccocaBmIerocs aabrOBaHTa, HX BLI6paKOBLIBaK)T W YTUIHA3HUPYIOT, OCTAJIbHBIC TYIIKH
Ppa3pemacTCcs UCTIOIb30BaTh B KOPM ITYIIHBIM KHBOTHBIM.

Peanusauus cTon0Boro 1 MHKyOalMOHHOTO LA IPOBOAUTCS O€3 OrpaHUYCHUI.

IV. MEPBI MIPEJOCTOPOXKHOCTH
21. Ilpu paboTe ¢ BakuMHOH creayeT cobmogaTe oOmKe MpaBHia ACENTHKH,
JIMYHOI THUTHEHBI M TEXHHKH O€30MacHOCTH, NpPeIyCMOTPEHHbIE NpH paborte ¢
JIEKAPCTBEHHBIMH CPEICTBAMH.
22. Jluna, y4acTByIomlMe B INPOBEJCHHUM BAaKLUHALMU, NOJDKHBI OBITH OJETHl B
CrienojeKay (Pe3sHHOBBIC CamoTH, XamaT, OpIOKH, TONOBHOW YOOp, pe3sHHOBBIC
ncpanKn) u 06CC]’IC“ICHBI WHIAUBHAYAJIbHBIMH  CPCACTBAMM 3aIIHUTBI: OYKaMH
3akpbiToro Tuna. ITocne paGoThl claedyeT TINATENbHO BHIMBITH PYKH C MBUIOM U
nepeoneTbes. B Mmecrax paboThl JOJDKHA OBITH anTedyka IepBOil HoBpaueOHOI
TOMOTIIH.
23 anl ToMmaJlaHuM BAKIHWHBI HAa KOXKY H CIH3HCTBIC 060110‘"(" PEKOMECHAYETCSA
MIPOMBITH 9TO MECTO OOJIBIIMM KOJINYECTBOM BOLONPOBOIHON BOJBI.
TIpu cnydaiiHOW HHBEKLUHM BAKIHHBI YEJOBEKY Heo0Xoaumo 00paboTaTth MecTo
ykona 70% pacTBOpPOM STHJIOBOTO CIOHMPTAa M HEMEMICHHO O0OpaTHThCA B
MEIMIIMHCKOE YUPEKICHHE U COOOIHUTE 00 3TOM Bpauy.
B ciydae pasnuBa BaKLMHbI, 3apaK€HHbIH y4acTOK [0Jia WIIM IOYBBI 3a1uBaloT 5%
PacTBOPOM XJIOpaMHHA MIIH €IKOT0 HATpa.

HanmenoBanue u agpeca NpOM3BOACTBEHHBIX «BIOVAC LTD», Ha’ilian 30 St, P.O.B 300,
MIOMIA/I0K NPOU3BOUTENS JEKapCTBEHHOTO Or-Akiva 30600 Israel.
mpenapara s BeTCPHHAPHOTO NPHUMEHEHNS.

HaumenoBanue, ajpec opraHu3aLuy,
YIOJIHOMOYEHHOI AepkaTeneM MK
BJIAJIENIBIEM PETHCTPALHOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOT O MpenapaTa
Ha NPUHATHE NPETEH3Hil OT moTpeduTeNs.

«BIOVAC LTD», Ha’ilian 30 St, P.O.B 300,
Or-Akiva 30600 Israel.
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