13 MAW 2024

MHCTPYKUUA
10 BeTepHHApPHOMY NMPUMEHEHHIO JIEKapCTBEHHOTO Npenapara
«TAGuk IBVAR2-06» («TAbic IBVAR2-06»)

(Opranusauus-paspaboruuk: «KABHK Buonorunueckue Jlabopatopuu JIta.»,
3 Xamenaxa CTpuT, 3anajaHas npomsiluieHHas 30Ha, beiir-Llemew 9905503, Uzpauins)
Homep peructpauuonHoro yaoctoBepenus: 376-1-15.17-3957Ne[1BU-1-5.13/03932

[.  O6wue cBeneHus

1. ToproBoe HaummeHoBaHHe nekapcTBeHHoro mnpenapata «TAOuk IBVAR2-06» («TAbic
IBVAR2-06»).

MexayHapoaHOEe HenaTeHTOBaHHOE HauMeHOoBaHue: BakuuHa npoTHB HMH(PEKLUMOHHOrO
OpoHXHTA KYp KMBasi Cyxas.

2. JlexapcrBeHHas ¢opma — Tabnerka AN MPUrOTOBIEHMs  pacTBopa  AJis
MHTPaHAa3aJIbHOTO/OKYJISIPHOTO  MPUMEHEHHUsl, METOAAMM KPYMHOKAMENbHOrO pachbUIEHUs U
MEJIKOAUCTIEPCHOrO crpes (Cnpei-MeTon), a TakXe JSHTEPalbHOro MpUMEHEHUs (METOAOM
BbIMAUBAHUS).

BakuuHa wusroroBneHa u3 3kcTpasmOpuoHanbHOM kuakoct  CIID-3mMOpuoHOB Ky,
UHPULMPOBAHHBIX aTTEHYMPOBAHHBIM BHpPYcOM HH(pekunoHHoro 6ponxuta kyp (MBK) (wramm
«VAR2-06», ceporpynmnbl «BapHaHT 2») ¢ noOaBlieHHEM BCMOMOraTesbHbIX BELIECTB: Tperanosbl,
HaTpus OMkapOoHaTa, TMMOHHOM KMCIOThl U MarHus creapara.

B omHOI NpUBMBHOM 103€ BaKUMHBI coaepxkutcs He menee 10> DU J1so Bupyca UBK (wramm
«VAR2-06», ceporpynnbl «BapHaHT 2»).

3. 1o BHewHeMy BUAY BaKLMHA NpeaCTaBiseT cCOO0M TableTKU CBETIO-KOPUYHEBOTO LIBETA.

CpoK roaqHOCTH BaKUMHBI - 23 MecsLa ¢ AaThl BbIMYCKa Npy COOIIOAEHUU YCIOBUI XpaHEHHUs U
TpaHcnopTupoBaHUs. Cpok rOAHOCTU MOCJE MEPBOrO BCKPLITUA — 2 yaca.

[To ucreueHuu cpoka roAHOCTH BaKLIMHA K TPUMEHEHUIO HE MPUrOHA.

4. BakuunHa pacacoBaHa B Onuctepbl U3 antomuHueBod ¢oabrd no 10 Tabnetok. OaHa
tabnerka cogepxut 1000, 2000, 2500, S000 nnu 10000 NpUBMBHBIX 103 BAKLIMHBbI.

BaucTepbl ¢ BAKUMHON YNakoBaHbl B KApTOHHbIE KOPOOKHU. B Kaxayto KOpoOKy BK/aablBalOT
MHCTPYKLUMIO MO NMPUMEHEHHIO BAaKLIMHBI HA PYCCKOM sI3bIKE.

S. BakuuHy XpaHAT U TPaHCMIOPTUPYIOT B OPUTHHANIBHOM yrnakoBke npu Temnepatype ot 2 °C
1o 8 °C.



6. BakuuHy crnenyer XpaHUTb B MeCTaX, HEOCTYHbIX AJs JeTel.

7. BakuuHy B Gnuctepax 6e3 MapKMpOBKM, C MCTEKIIMM CPOKOM FOJHOCTH, ¢ HapylUeH1eM
FEPMETUYHOCTH YNAKOBKM, C U3MEHEHHbIM BHELIHMM BUIOM BbIOPAKOBBIBAIOT U 00€33apaKMBAIOT
MyTEM KMMAYEHUs UK 00pabaTbiBatoT 3 % pacTBOPOM LLUENOUYM WK 5 % pacTBOpPOM XJIOpamuHa B
TeyeHue 30 MUHYT.

YTunuzauus o0e33apakeHHO!H BakuMHbI He TpebyeT COOMIOAEHHMS CreLranbHbIX mep
NpPeNOCTOPOIHOCTH.

8. YcnoBus otnycka: 6e3 peLenta BeTepMHapHOro Bpaya.

I1. Buonorunyeckue cpoiicTea
9. apmakoTepaneBTHYeCcKas Fpymnna: MMMYHOGHOIOrMYECKHE MPENaPaThl.
10. BakuuHa BbI3biBaeT popMUpoBaHHE UMMYHHOIO OTBETa K BO30YAMTEN0 MH(EKLMOHHOrO
OpoHxHTa Kyp yepe3 14 cyTok nocse npMMeHeHHsl, KOTOPblH COXpaHseTcs B TEYEHHE ABYX MECSLEB.
BakunHa 6e3BpeaHa, ne4eGHbIMU CBOMCTBaMU He 001aaeT.

[11. Tlopsimok npumMeHeHus

1. BakuumHa npeaHasHauyeHa As NpoduIakTUKKM HMHQEKUMOHHOro OpOHXMTa Kyp B NTH-
LIeBOAUYECKMX XO35IICTBaX pa3aMyHOro HanpaBleHUs BblpallMBaHUs.

12. 3anpewaercs NpuBMBaTh KIMHUUYECKM OONbHYIO /UK OCAa0aEHHY IO NTULLY.

13. [1pu paborte ¢ BakLMHOW HeoOxoaumo cobatogaTh oOulve MpaBuia JMUYHOW TMTHEHBbI U
TEXHUKM Oe30MacHOCTH, MpeAyCMOTpEHHble TMpu paboTe ¢ JeKapCTBEHHbIMH CpeACTBaMHU
BeTepuMHapHoro HasHayeHus. [Ipu nonajgaHuu BakUMHBI Ha KOXY W/MIM CIHM3UCTble 000J0YKH, UX
pPEKOMEHAYETCs MPOMBITh OOJBILIMM KOJMYECTBOM UYMCTOW BoAbl. B cnyuyae pasnuBa BakUMHBI,
3apa)K€HHbIM Y4acTOK MoJla UM NOYBLI 3a1MBaOT 5 % pacTBOpPOM XxJopamuHa uiu 2 % pacTBOpoM
€KOr0 HaTpHsl.

14. Bo3M0O>XHO MCMob30BaHKE BaKLMHbI B EPUOA SHLIEKTAAKH.

15. BakuuHy nNpUMEHSIOT MHTpPaHa3albHO/OKYISPHO, METOJaMM  KpYMHOKaneiabHOro
pacnblIeHHss M MENKOoJAMCNepcHoro cnpes (cnped-mMeron), a TakXe OHTepalbHO (METOAOM
BbIMAMBaHMUS).

HHTpaoKynsipHblil /UHTpaHa3albHbli METO

PexomeHayeTcs 1nsi BaKUMHALMHK UBIIIST C CyTOYHOrO BO3pacTa.

Tabnetky pacTBOpstOT B cTepuibHOM H3oToHu4YeckoM (0,9 %) pacTBope HaTpus Xjopuaa
(pusnonoruueckuii pactsop, pH 7,2-7,4) us pacuera 0,05 cm® Ha omHy 103y npenapara.

[loaroToBneHHY BaKUMHY 3aKanblBAKOT JO3MPYHOLLEN MUNETKON B HOCOBYIO LIEb KaXI0ro
upinneska B o6beme 0,05 cm® (1 kanms), ApYryro Mpy 3TOM 3aKpbIBAIOT MaNbLEM, YeM JOCTHIaeTCs
6osee riybokoe NpOHMKHOBEHHME Npernapara B HOCOBYHO MOJIOCTb.

B cnyuae 3akynopku HOCOBOM LUEJM, BAaKLIMHY B TOM )€ 00beMe HAaHOCSAT Ha KOHBIOHKTHUBY.

MeToa BbllauBaHus

Heo6x0auMMO MOMHWMTbL, YTO AaHHbIH MeTOH siBiseTcs HaumeHee 3(QQPEKTHBHBIM M3 BCEX
METO/IOB BaKLIMHALMK B UMMYHONpPOUIaKTHKE MH(PEKLMOHHOro OpOHXHUTA KYP.



JIns NOAroTOBKM BaKUMHbI K MPUMEHEHUIO MCIMONb3YIOT CBEXYH), YUCTYHO, CBOOOAHYIO OT
MOHOB JXene3a U XJopa, oxjaxaeHHyto 10 6-10 °C nutbeByto Boay. [ns crabunuzauuyd BaKUMHbI
nepen ee pacTBOpeHUeM B BoAy A00aBisoT 50 MJ1 MOJIOUHOM CHIBOPOTKM MJIM 5 T' CyXOro MoJioka Ha
KaX bl JTUTP BOAbI.

Cucrembl BogoobOecrieueHUst (MOUIKHA, HUMNENM, MUKpOYAWIKA U Ap.) [JOJKHbI ObITb
TLWATENbHO OuMLLEeHbl ¢ nomouibto 0,5-0,8 % pacTBopa ykcycHoi kucnotsl unu 20-30 % pactBopa
JIMMOHHOH KMCIIOTbI, TPOMBITbI KUMIAYEHOH BOAOH! U MPOCY LLIEHBDI.

[Tepen npumeHeHreM TableTKy pacTBOpsAIOT B 1/5 yacTu AHEBHOW MOTPeOHOCTH UBIMIAT B
BOJ€ M3 pacueTa | 1o3a Ha | ubinieHka.

[lopaua BOAbI paspelaercs nocie MojHoro norpedieHHs pacTBOpa BaKLMHbI (PUMEPHO
yepe3 1-2 u.).

3a 2-3 yaca 10 MMMYHHM3aUMM HEOOXOAMMO TMpPEKpPaTMTh Mojadyy BOAbl U OBECNEYUTb
CBOOO/IHBIA JOCTYI K BAKUMHE BCETO MMMYHH3MPYEMOro Noroiobs. ®pOHT MoeHUs onpeaensercs
BO3pacTOM MTHLbI U TEXHOJOrMEH BbipaliMBaHus. ClenyeT y4YUTbIBaTh, UTO MOTpebJeHHE BOIbI
MOXET M3MEHSATbCSA B 3aBUCMMOCTH OT COCTOSIHMA OKpYyXarouleid cpelbl (TeMmnepaTypa BO3dyxa,
BJIAXXHOCTH U T.I.).

Heobxoanmo 3awmiiaTe NOMAKM C pa3BEAEHHOM BaKUMHOM OT BO3AEWCTBUA MPAMbBIX
COJIHEUHbIX JIyUEeH.

Metoa KpynHOKaneabHOro ¥ MEJKOAMCIEPCHOrO pacnblieHus (cnperi-MeToa)

MeTtoa KpynHOKaneabHOro crpes peKOMEHIyeTcs LbIIsTaM ¢ CyTOYHOro Bo3dpacra. Mertoa
MEJIKOJMCIIEPCHOTrO pacblIeHUs — He paHee |2-cyTo4HOro Bo3pacra.

BakuuHy pacTBopstoT B uMcTOi oxnaxaeHHo# Bozae (6-10 °C), cBo60HOI OT MOHOB Xxene3a U
XJlopa 10 MOJHOrO PacTBOPEHHUS COAEPAKUMOro U MEPEHOCAT B EMKOCTb C OCHOBHBIM 00bEMOM BO/bl
M TLIATENBHO NMepeMellnBatoT 3 pacyeta 1000 103 Ha 100,0 cm>.

BakuuHauuio npoBOASAT C MOMOLUbK CHELMANbHBIX pachbliUTeNed, CO3AaLIMUX MOHO-
AUCMEpCHblE YacTULbl AMameTpom 6o.ee 100 MkM npu KpynHoKaneabHOM MeToae U MeHee 100 MkM
NpU MEIKOAUCTIEPCHOM cnpei-meTtoae. PacnbinuTenu JOMKHbI ObITb KOPPO3UIHO-YCTOHUMBBI U HE
coJepxaTb OCTaTKOB A€3WH(EKTAHTOB.

[Ipy BakuUMHaUMK CYTOYHBIX ULBIMAAT MX MOMELAIOT B ALIMKK, KOTOpbIE MJOTHO YyCTa-
HaBJIMBAlOT B OAMH PN M PaBHOMEPHO pacMblIAIOT BakUMHY. [IpeanouTuTenbHO MCMonb30BaTh
cneuuanbHble crnpeii-kaduHbl (DOKChl), 000py1OBaHHbIE CTALMOHAPHBIMU PACMbUIUTEIAMM.

Bo Bpems npoBeaeHus BakuMHaUMKM Oosiee B3pOCIOHW NTHULIbI, B NTHYHHUKAX HEOOXOAUMO
OTKJIIOUUTb CHCTEMY BEHTWJIALMKM U 0OOrpeBa, 3aKpbiTb BEHTHUJALMOHHBbIE OTBEpCTHs. BakuuHy
pPaBHOMEPHO pa30pbI3ruBalOT Hal COOTBETCTBYIOLMM KOJMYECTBOM LBITUIAT ¢ paccTosiHUs 50-100
CM, a MpU KJIETOYHOM COJEPKAHWH — B BEPXHIOIO YaCTb KJIETKH.

Jlng  WCKIIOUeHWs TMorpewHocTed B MMMYHM3aUMU DPEKOMEHAYETCS MNpeABapUTEIbHO
OMNpeaeNuTh MPOU3BOJUTENLHOCTL MCIOJb3YEMOr0O paclbUIMTENS IMyTeM pa3OpbI3rMBaHUs pac-
YETHOr0 KOJMYECTBA YUNCTON BOABI O€3 BaKLMHBI.

BkitouatoT cuctemy BeHTUNALMK U 00orpeBa yepe3 30 MUHYT nocjie OKOHYaHMs BaKLMHALUH.

[Toka3zarenem npaBUbHO MPOBEAEHHON MMMYHM3aLUKU ABIAETCS PaBHOMEPHO YBJIAXXHEHHOE
onepeHue NTULL.



16. Ilpu npumeHeHMM BaKLUMHbI B COOTBETCTBMM C HACTOALIEH MHCTpyKUUeidl NoOOUHBIX
SIBJIEHUH M OCJIOXXHEHMH, KaK MpaBUiI0, HE OTMEYaeTcsl.

17. CuMnTOMOB MposiBieHUs1 MHPEKLUMOHHOrO OpOHXMTA Kyp, a Takxe Apyrux naTtojoruue-
CKMX MPU3HAKOB MU Mepelo3MpoBKe BaKLIMHbI HE YCTaHOBIIEHO.

18. He pekomenmyercs npumeHenue BakuuHbl «TAOGuk IBVAR2-06» coBmecTHO ¢
NeKapcTBEHHbIMM  MpernapaTtamH, aHTHOMOTHKaMHM, cyib(aHunamuaamu W np. BosMoxHo
COBMECTHOE MpPHUMEHEHHE C BaKLMHOW MpPOTHUB HbHOKACJICKOH OONE€3HM WIM APYrMMH BaKLMHAMH
npotus UBK.

19. OcobGeHHoCTel NOCTBAaKUMHAIbHOW peakUUu NMpU MMMYHM3alMW W peBaKUMHALMKU He
YCTaHOBJIEHO.

20. Cnenyet n3beraTb HapyLIEHUH cXeMbl (CPOKOB) MPOBEAEHMS BaKLIMHALMH, [TOCKOJbKY 3TO
MOXET MPUBECTH K CHUXEHHIO 3 (HEKTUBHOCTU UMMYHONPO(UIAKTHKU HHDEKLIMOHHOTO OpOHXUTa
Kyp. B ciyuae mponycka ouepeqHOro BBeJeHMs BaKLMHbl HEOOXOAMMO MPOBECTH MMMYHH3ALMIO
KaK MOXHO CKopee.

21. IlponykTbl yOOs M 1O OT NPUBUTOM NTULLI UCMONB3YIOT 0€3 OrpaHUUYEHUH.

HanmeHnoBaHus 1 agpeca NpoU3BOACTBEHHBIX «ABHK Bbuonorunyeckue Jlaboparopuu Jlta.»,
MJ0L1aJ0K MPOU3BOAMTESS JIEKapCTBEHHOrO 3 Xamenaxa cTpuT, 3anagHas npombliLIeHHas
npenapara [j1s1 BETEpMHAPHOrO NPUMEHEHUS. 30Ha, belir-Llemew 9905503, U3paunnb
HaunmeHoBaHue, anpec opraHusaumu, [IpencraBurenscTBO KOMIaHMH c
yMOJIHOMOYEHHOH AepiKaTeNeM WK BiaielbLUeM OrpaHMYEHHOM OTBETCTBEHHOCTBIO «AOMK
PErucTpaLMOHHOrO yI0CTOBEPEHHUS Buonomxukan Jlaboparopuc Jlta», 125130,
JIeKapCTBEHHOrO Npenapara Ha MpUHATHE Poccusa, r. MockBa, CraponeTpoBckuii
MpETEH3UH OT NOTPeOUTENS. npoesf, A. 11, ctp. 1, 6 stax, nom.16

JupekTtop [1pencraBuTenbcTBa KOMNaHMK
C OrpaHMuYeHHON OTBETCTBEHHOCTHIO

«A6uk buonomkukan Jlaboparopuc Jita» A. Crapocenbckuit




