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I OO6uue cBeeHusd

1. HaumeHoBaHMe IeKapCTBEHHOTO Mpernapara Jyisi BETEpUHAPHOI0 IPHMEHEHH:

toproBoe HaumenoBanue: AMBOXETY (GUMBOHATCH),

MEXIYHapOJHOE HEeMaTeHTOBaHHOEe HaMMEHOBAaHHWE: HMMMYHOKOMIUIEKCHAS
BaKIMHA MPOTUB MHPESKIMOHHOM OypcaibHOo# 60Jie3HY XKBas aTTeHyUpOBaHHas.

2. JlexapctBeHHas ¢Qopma: BakmmHa — JHOGWIN3AT [ IPHUTOTOBJICHMS
CyCHeH3UH JJI UHBEKIUH, pa30aBUTEIs — PACTBOP JJI IPHUTOTOBICHUS CYCIIEH3HUU
IUTS] HTHBEKITUM.

BakmnpHa HM3roToBi€HAa W3 AaTTEHYHPOBAHHOTO BHpyca HHGEKIIMOHHON
Oypcansuoit G6onesuu (MBB), mramm 1052 B xoMIiuiekce co crielupUIECKUMHU K
Bupycy Ubb numMmMyBorno6ynuaamu ¢ nodaBieHreM BCIIOMOTaTeIbHBIX KOMIIOHEHTOB:
KpUONPOTEKTOPOB, Oy(hepHBIX KOMIIOHEHTOB U BOAKI JJisi UHBEKLIUH.

Kaxaas mMMyHM3MpYIoIas 1032 BaKIMHEI comepxut 10148 - 1029 PU*  Bupyca
nHpEKIHMOHHOH OypcalibHOl O0ome3nu, mramM 1052 (*- e IMHALIBI aKTUBHOCTH).

Baxkmnuna I'am6oxeru mocraBnsiercsi ¢ paz6asurenemM XUIIPAXETY, B coctas
KOTOpPOTro BXOIUT GocdaTHO-OyepHBIii pacTBOP.

3. Ilo BHemHeMy BHJ{y BaKUHHA IpPEJICTaBIsCT OO0 CyXyl0 OIZHOPOIHYIO
IIOPUCTYI0 MacCy KpacHO-KOpPWYHEBOTO I[BeTa, a pa3daBuTelb — IPO3PavHyIo,
OECIIBETHYIO XHIKOCTb.

Cpox romHocTH BakUMHBI 24 Mecsma, a pa3zbaButens — 36 MecsieB C JaThl
BBIIyCKa MpH COOJIONEHUU YCIOBHH XpaHEHHS W TPaHCIOPTHpOBaHMA. BaknuHa
JOJDKHA OBITH MCIIOJIB30BaHA B TEUEHHE 2 YaCOB MOCIE BCKPHITHSA (IaKOHA.

4. BakuuHa pacdacosana mo 2000 (4 cm®), 4000 (4 cm®) m 5000 (4 cmd)
IPUBUBHBIX J03 B CTEKJISHHbIE (DJAKOHBI COOTBETCTBYIOIICH BMECTHMOCTH.
DyakoHbl TepPMETHYHO YKYIOpPEHBI PE3WHOBBIMH NPOOKaMH, YKpEIUIEHHBIMU
KOJIMayKaMH.

Paz6aButens pacdacoBan mo 400 mum um 800 mMn B IJIACTHKOBBIE MEULIKH
COOTBETCTBYIOIIEH  BMECTHMOCTH.  3JalluTHas  000J0YKa,  IOKPHIBAIOIIAsA
IUTACTUKOBBIM MEIIOK, He KOHTAKTUPYeT ¢ pa30aBHTENIEM M TakKe M3TOTOBJICHA U3
IUIaCTHKA.



®akoHbl C BaKIMHON W MENKU ¢ pa3z0aBUTENEM YNAaKOBHIBAIOT OTHENBHO B
KapToHHBIe KOopoOk#u mo 10 mryk. B kaxmyro KOpoOKy C BakIMHOH BKIIAJLIBAIOT
HHCTPYKIUIO TIO IPUMEHEHUIO Ha PYCCKOM S3BIKE.

5. BakiuHy u pa30aBUTENb XpaHAT W TPaHCIOPTHPYIOT B TEMHOM MECTE IIpH
temnepatype 2°-8°C (Bakiuua) u He Boiie 25°C (pa3baBurenb). 3aMOpaXWBAaHUE HE
JOITyCKaeTCs.

6. BaknuHy 1 pa30aBuTeNs CIIEAYET XPAHUTh B MECTaX, HEJIOCTYIHBIX JJId AETEH.

7. ®naKoHsl ¢ BaKIHUHOMN 6€3 STHKETOK, C HAIMYNEM IIOCTOPOHHUX MPHMECEH, C
HapylIeHHeM HEeJIOCTHOCTH W/WIM TepMETHYHOCTH YKYIOPKH, C MCTEKIIHM CPOKOM
TFOJHOCTH, IOJBEpriIfecs 3aMOpPaXMBaHWIO, a Talkke OCTAaTKM BaKIMHEI, HE
WCTONE30BAHHEIE B Te4YeHHME 2 YacOB IIOCHE BCKPHITHS (UIaKOHOB, IIOZJIEXAT
BEIOpaKoBKe M 00e33apaXUBaHUIO ITyTeM KUILTYeHHs B TeueHue 20 MuH.

Vrunuzanus paszbaBurenis M 00e33apaKeHHON BakIWHBI He Tpebyer
cOOMIOIeHUS CIIETIMANTBHBIX Mep MPEIOCTOPOKHOCTH.

8. OTmyckaetcs 6e3 pernenta BeTepuHApPHOTO Bpaya.

II. Buonoruyeckue cBoiicTBa
9.®apmakoTtepaneBTrdeckas rpynmna: IMMyHoOHoIOrHIecKuil 1eKapCTBEHHBIN
npemnapar.

10. Baknuna I'am0oxeTd COAEpPUT XKHBOH AaTTEHYMPOBAaHHEIA BHPYC
uHpeKHOHHOH OypcanbHO# Gosiesnu, cBszanHbii ¢ HWbb-cnenupudgeckumu
MMMYHOTJIO0yTUHAME, POPMHUPYIOIAMHA HMMYHHBIHA KOMILIEKC.

Permukanysi BakKIIMHHOTO BHpyca MPOMCXOAWT y KaXKAOTO LBIUIEHKAa B CBOE
BpeMs B 3aBUCHMOCTH OT EPBOHAYAIHHOIO YPOBHA MaTCPUHCKUX aHTHUTEIN.

NmMmysuTeT K BUPYCY MHGEKIHOHHON OypcaiibHOW 00JIe3HH COXpaHIETCs IO
63-cyTO4HOTO BO3pacTa HBILJIAT.

BaknmHa Ge3BpeHa, TedeOHBIMY CBOMCTBAMHY He 001a1aeT.

I11. I lopssioK npuMeHeHusI

11. BakxuwHa mpefHa3HavyeHa Ui 3allMTHl IBIUIAT OT BUpyca MHYEKIMOHHON
OypcabHOM 0OJIE3HH.

dopMupoBaHHEe WMMYHHTETa 3aBHCHT OT HCXOJHOTO YPOBHS MAaTepHUHCKHX
aHTHUTEN NapTUU LBIUIAT, HO JaXe TOraa OHO OYZET OTIMYAThCs Y OTAEIbHBIX ITHI]
HapTHH.

12. 3anpermmaeTcsi BakIMHUPOBATHh KIMHWYECKHA OOJNBHBIX W/HIH OCIAOJIEHHBIX
nrul. He npuMensaTs aig naptum nsnuit 6e3 MatepuHckux anTuten K Bupycy bb

13. Ilpu pabote c BakIMHON ciiexyeT cOOJIOAATh MPaBUIA JTMYHOM T'UTHEHB] U
TEXHUKH O€30IIaCHOCTH, NpeIyCMOTpEHHble 0pu paboTe ¢ JIeKapCTBEHHHIMH
CpeICTBAMH BETEPUHAPHOTO HA3HAYCHHMS.

Bee numa, ydacTByromue B NpPOBENCHHH BakKIMHAUMH HOJDKHBEI OBITH B
crenozexzae (xanar, OpIOKU, FOJIOBHOM yOOp, pe3MHOBEIE IepUaTKH), 3alperiaeTcs
KypeHHue, IpueM UM U BOJABL. B Mectax paboThl HoKHA OBITH anTedyka IepBoi
JIOBpav4eOHOH ITOMOIITH.



Heo6xoauM0 MBITh ¥ Je3MHOUIMPOBaTE PyKH U 00OpyINOBaHHE IIOCIE
MCIoNb30Banns. HeoOX0MUMO MBITh PYKH TOCJIe KOHTaKTa ¢ LBIUISATAMU WM HX
[IOMETOM, TIOCKOJIBKY BUPYC BbIAEJsIE€TCS MPUBUTHIMU ITULAMHU.

IIpu criydaiiHOM BBEJEHHH IIperapara 4elnoBeKy MECTO BBEACHHA HEOOXONUMO
CPOYHO OOpaTUTHCS B MEOWIMHCKOE YUPEXKIACHWE M IOKa3aTh HHCTPYKIHUIO IO
NIPUMEHEHWIO WJIM 3TUKETKY Bpady.

Ilpy momafaHWy BakUMHBI HA KOXY M CIH3HUCTBIE 00O0NOYKH MX HEOOXOAMMO
MPOMBITH OOJNBIIMM KOJMYIECTBOM YHUCTOM BOJIBI.

14. BakiuHy HeJib3s UCIIOJIB30BaTh B MEPUOJ ANIEKIAIKH.

15. BakigHy BBOAAT METOJOM in OVO KypHHBIM 5MOpHOHaM 18-TH CyTOYHOTrO
CpOKa MHKyOAIMy WM MOAKOXHO WBIUISTAM CyTOYHOrO Bo3pacrta. PexoMeHpayercs
BaKIMHUPOBAThH BCEX IBILIAT, HAXOAAMMXCS Ha OJ{HOH IIioma ke (y4acTke).

BaxxHo oTMeTHTB, 4TO 00BeM pa3baBuTesl, HEOOXOAUMBIN AJI1 BOCCTAHOBIICHHUS
BaKIVHEI 3aBUCHUT OT CITOcO0a BBeJeHWS BakKIWHEBI (in OVO B SMOPWOH WIIM TYTEM
HNOJKOXXHOM WHBEKIMM CYTOYHBIM LBITUIATAaM), a Takke OT Auamna3oHa 03MPOBOK
HCIIOJIB3YEMOTO MHBEKIIMOHHOTO yCTpoiicTBa. TeM He MeHee, KOJIMYeCTBO aKTUBHOI'O
KOMIIOHEHTA B OJJHOM J103€ OCTAETCsI OJMHAKOBEIM.

Ilpu BBemenwm in OVO: OJHA HWHBEKIUA, COJepXamias OIHY HO3Y
BOCCTAHOBJICHHOM BaKIHHBI, BBOJUTCA KaXIOMYy KypHHOMY OMOpuoHY 18-T;
CYTOYHOI'O CpPOKa MHKYOaIum.

Ilpy moAKOXHOM TPUMEHEHHWH: OAHA WHBEKLHS, COAEp)Kalmias OJHY 03y
BOCCTAHOBJIEHHOW BaKIIMHBI, BBOJUTCS KKIOMY IBIIUICHKY CYTOYHOIO BO3pacTa.

Ilepen npumeHeHueM pa3baBuUTENb CleAyeT Harperb 10 KOMHAaTHOHU
TeMIIepaTyPBHl.

Heob6xomumo paccuuTaTh W IOArOTOBUTH TpeOyeMblii 00bEeM BaKIMHBI B
COOTBETCTBHH C 00BEMOM JO3WPOBKH WHBEKIIMOHHONW MammuHbl. /[lnsg 3Toro
HEOOXOUMO YMHOXHUTh KOJHUYECTBO M103, YKA3aHHBIX BO (PJIaKOHE C BaKIMHBI, Ha
00BeM JO3UPOBKYM HHBEKIIMOHHOW MAaIIWHBI, 9TOOBI Y3HATh HEOOXOMUMBIA 00BeEM
pazbaBures.

C nomompio mmpHiia oTo0park 2 M pa3baBUTENs M MEpeHECTH BO (PJIaKoH,
COZlepKalUii BaKIMHY.

Ilepememiats comepxuMoe (uiakoHa A0 MOTHOro pacrtBoperus. IlomyduenHyro
CYCIEH3MIO TakKe C MOMOMIIBIO IINIPHIA BEPHYTh B MEIIOK, COJAEPKAIIUNA OCTAaTOK
pa3baBuTens.

IloBTOPHTE NpoLEenypy IPOMBIBKY (iIakoHa elle ABa pa3a, 4ToOBl yOenuThcd,
9TO BCs BaKIMHA ObLIa IepeHeceHa B MEMIOK C pa30aBUTENEM.

Memoo ummynuzayuu in ovo.

Baxiuny nHeobxommmo BBoauTh B 18-mHeBHBIe KypuHBIE 3MOpHOHEL. O0BeM
onHo¥ uHbeKimu coctaBiger 0,05 mia mwnm 0,1 MI B 3aBHCHMOCTH OT JAMAana3oHa
JO3MPOBOK HCIIOJIB3yEeMOr0 HHBEKIIHOHHOT'O YCTPOMCTBA.

JomyckaeTrcss HCIOJNB30BaHME aBTOMATHYECKMX MAIMH IS MHBEKLIUU
aMOpuonoB. HeobxomuMo cTporo cobmonaTh HHCTPYKIMHA IO KaluOpOBKE H
WCIIOJIE30BaHMIO 000pyHOBaHMS IJis obecIiedeHusi COOTBETCTBYIOIIECH O3B

Jlng BocCTaHOBJICHMS BaKIMHBI M €€ BBEJIECHMS MCIOJIb30BaThb CTEPHIILHOE

obopynoBanue, CBOOOJHOE OT OCTATKOB XHUMUIECKUX Ae3MH(QHUIMPYIOIMX CPEICTB.
3



IHooxkooucwbiti memoo.

Bakiuny HeOOXOIMMO BBOIMTH MOJKOXHO B 00J1aCTh MI€H CYTOYHBIM LBILIATAM.
O6beM onHoM uHbekur coctaBisieT 0,1 mur wimm 0,2 MJI B 3aBUCUMOCTH OT JHana3oHa
JO3MPOBOK HCIIOB3yEMOT0 HHBEKIIMOHHOIO YCTPOMCTBA.

JloImyckaercs HCIONIL30BaHRe aBTOMaTHHECKUX IIMPHUIIEB.

Heo6xomuMo cTporo coOronaTh HHCTPYKIMHU M0 KAIMOPOBKE M HCIIOJIb30BAHUIO
o6GopymoBaHMs I 00€CIIeYeHUs] COOTBETCTBYIOIIEH 03B

Jlis  BOCCTAaHOBJICHHS ¥ BBEICHHMS BaKIMHBI HCIOJB3YHTE CTEPHIILHOE
00opynoBaHKe, CBOOOHOE OT OCTATKOB XHMHYIECKUX JI€3MHGHUIUPYIOMIUX CPEACTB.

Jiis wapexkipm 0,1 M1 BakmmHBI HEOOXOMuUMO 0oJiee TOYHOE BBEIECHHE JTaHHOIO
HeGonbmoro o6rema. Ilo 310l ipuauHe He PEKOMEH/TyeTCsI HCTIOoNb30BaTh 06beM 0,1 M
IIpY BBEICHUH YCTPOMCTBAMY C IIMPOKNM JUAa30HOM JO3HPOBKH.

16. Ilpu mpuMeHEeHWHM BaKIMHBI B COOTBETCTBHU C HACTOSINEH HHCTPYKIHEH
MOOOYHBIX SIBJICHUIA U OCJIO)KHEHHWH, KaK MPaBUiIo, HE OTMEUYACTCS.

BakIMHHBIIH IITAMM MOXET PACTIPOCTPAHATHCS Ha HEBAKMHUPOBAHHBIX LBILIAT 6€3
KaKMX-TMOO KIIMHWUYECKMX TMOCHEICTBHM WM BO3Bpara K  BHPYJICHTHOCTH.

Heobxomumo npHHMMATh COOTBETCTBYIOIIME MEPBI A IPEXYNPEXACHUL
pacnpoCTpaHeHUs BaKIIMHHOIO MTaMMa Ha BOCIPUMMYHBEIX JUKMX M JOMAIIHUX IITHIL.

17. Cumnromos nposisiiennss Ubb mwim gpyrux maTrojorun4ecKux NpU3HAKOB IPH
[IePEI03UPOBKE BaKIUHEI HE YCTAHOBJICHO.

18. Pemenue 06 WMCHONB30BAaHMM JAHHOTO MMMYHOJOTHYECKOTO BETEPHHAPHOIO
JIEKapCTBEHHOr0 Ipemnapara /0 WIM IOocie APYroro BETEPHHAPHOIO JEKapCTBEHHOIO
Ipenapara J0JDKHO MPUHUMATECS Ha UHAWBHY aJTbHOH OCHOBE.

19. OcobeHHOCTEH NOCTBaKIMHAIBHOM peakii¥ NpH NEPBUYHOM BBEICHHU H
PEUMMYHH3AIMN HE YCTaHOBJICHO.

20. Cnenmyert u3beraTs HapyIeHU# cxeMbl (CPOKOB) ITPOBEACHUS UMMYHU3aLUH, TaK
KaK 9TO MOXXET IIPUBECTH K CHIDKEHHIO 3G eKTHBHOCTH MMMyHOonpodunaxtuku Ubb.

21. ITpomyKTsl y6Os1 LBIUIAT UCIOJIB3YIOT 0€3 OrpaHuYeHuUi.

HanmveHnoBanusi U ajipeca IPOU3BOJICTBEHHBIX «Jlaboparopuoc Xwmpa C.A.,
IUIOIIAZ0K IPOU3BOLNUTENA JIEKAPCTBEHHOTO anpec: Apna na CenbBa, 13517170
Ipernapara Jjisl BETEpUHapHOTO IPUMEHEHUS Awmep (XKupona) Mcnanus
HavmenoBanue, azgpec OpraHu3alyy, «Jlaboparopuoc Xwumpa C.A.y,
YIOJIHOMOYEHHOM JeprKareem WIN anpec: Apnana CennBa, 13517170
BIIaICIIbLIEM PETHCTPAIIIOHHOTO Awmep (XKupona) Ucnanus

YAOCTOBEPEHHUS JIEKapCTBEHHOTO TperapaTa Ha
IPUHATHE IPETEH3UN OT MOTpeCUTENS

C cornacoBanneM HacTOAIIEH WHCTPYKITIN OTMEHSETCS IeHCTBIE HHCTPYKIHH IO

npuMernennro Bakiuuabl I'AMBOXETY, cornacorannas Poccemsxo3nanzopoM 30 uross
2021 ropa.

Ilpencrasurens pupmel «Jlabopatopuoc Xumpa, C.A.» /ﬂﬁ H6parumosa T.B.



