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HHCTPYKIMUA
0 MPUMEHEHUIO MHAKTUBUPOBAHHOM SMYJIbIMpOBaHHON BakMHbI BakuummyH Full
Protect (Vaccimmun Full Protect) npotus 6one3nu Hprokacna, nHGEKInOHHOTO
OpOHXHWTa, CHHIPOMA CHIKEHHUS SUIIEHOCKOCTH U TPHUIIA Y KYpP.
(Opranuzanus-paszpadotunk: Harbin Pharmaceutical Group Bio-vaccine Co., Ltd.,
Kurait)

I. O0mue cBeneHus
1. ToproBoe HauMeHOBaHHE JIEKapCTBEHHOTO mpemnapara: Bakmummyn Full Protect
(Vaccimmun Full Protect).
MexayHaponHOE€ HEMAaTeHTOBAHHOEC HAMMEHOBAaHWE: BaKIIMHA TPOTUB OOJIE3HU
Hrrokacna, "HPEKIIMOHHOTO OPOHXUTA, CHHAPOMA CHIDKCHHUSI SUIIEHOCKOCTH U TPUIIIA
Kyp MHAaKTHBHPOBAaHHAS SMYJIbIHPOBAaHHASI.
2. JlekapcTBeHHast popMa: SMYJIbCHS JJI1 UHBEKLIHA.
3.  Bakmmua  mpousBeaeHa M3 WHAKTHBUPOBAHHOW  (hOpMabAeTHIOM
HKCTPAdMOPUOHATIBHON KUAKOCTH 3MOPHUOHOB Kyp, MH(MUIMPOBAHHBIX IITAMMAMH
BUpycoB Oosie3Hu Herokacna (mramm R7), nadexnnonnoro Oponxura (mramMmmbr QX
u M41), cuagpoma cHuxeHus sitnieHockoctu (mramm EDS76) m ntuusero rpumnma
(mrramm HON2).

B 01HOM MMMYyHH3UpYIOLIEH 103€ BakKIMHBLI cojepxurcs He meHee 4x1030 DU ITso
MHAKTUBUPOBAHHOIO mramma «R7» Bupyca Gonesuu Herokacna, He menee 4x10%°
DU ]ls0 mramma «QX» Bupyca HH(GEKIMOHHOTO OpoHxHTa, He MeHee 4x10%0 D 15
mramma «M41» Bupyca nHQEKIMOHHOro 6ponxura, He MeHee 4x 1070 DU 5o mramMma
«EDS76» Bupyca CHUHIpOMAa CHMKEHHS SHIEHOCKOCTH, He MeHee 4x1070 DU]lso
mramma «H9N2» Bupyca nTuubero rpummna, a TakKe BCIIOMOraTeIbHbIE BEIIECTBA:
KUIKUHN lapaduH U1 uHbEKIMH, nonucop6at 80, copbutan monoosear Span-80, 40%-
HBII pacTBOp (popmasbIeruia U THOMEpPCall HaTPHUs.

4. Tlo BHeLIHEMY BUIY BaKIIMHA MPECTABIIAET COOOH OTHOPOIHYIO IMYJIIBCHUIO MOJIOYHO-
0eJIoro 1BeTA.
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5. Cpok rofHOCTH BaKIIMHBI B YIIAKOBKE JIJIs peanu3anun: 24 mecsna. [locne BCKpuITHS
dakoHa BaKIWHY CJCAyeT HCIOJb30BaTh B TEYCHHE 2 YacOB. 3amlperaeTcs
pUMEHEHHNE TIpernapara 1o HCTEUSHUH CPOKA TOTHOCTH.

6. Bakmuna pacdacoBana mo 250 mur (500 xommepueckux mo03) u 500 mur (1000
KOMMEPYECKHUX J103) B MJIACTUKOBBIC (DJIAKOHBI U3 MOJUIPOIUIICHA WA TIOJUATUIICHA
BBICOKOM TUIOTHOCTH COOTBETCTBYIOIIEH BMECTHMOCTH, T€PMETHYHO YKYHOpPEHHBIC
PE3MHOBBIMU TPOOKAMH, YKPEIUICHHBIMHU aJTIOMHHHECBBIMHM KoJmadkaMu. DIakoHBI ¢
BaKI[MHOM YIIaKOBAaHBI B KAPTOHHBIC WJIU MOJIUMEPHBIC KOPOOKH, 00SCIICUMBAIONINE X

HEMOABUKHOCTb.
7. IIpoiyKT MapKUpYyIOT C YKa3aHHEM Ha PYCCKOM SI3BIKE CIEAYIONIeH MH(PpOpMAaIUu:
TOProBOE HaUMEHOBAHUE BETEPUHAPHOTO npemnapara, MEXIYHAPOJAHOE

HEMATCHTOBAHHOE HAWMMEHOBaHWE, HAMMEHOBAaHWE W  aJpec Jepxarens U
MIPOU3BOIUTEIIS BETEPUHAPHOTO TIpernapara, JeKapCcTBeHHast opMa, KOJTUYECTBEHHBIH
COCTaB B OJIHOM MMMYHM3UPYIOIIEH J03€, KOJIMYECTBO BETEPUHAPHOIO Mpernapara B
yIakoBKe, MHPOpMALIMs O COCTaBE BETEPUHAPHOTO Ipernapara, HOMEP CepuHu, JaTa
IIPOU3BOJICTBA, AaTa UCTEYEHHS CPOKA TOJHOCTH («TOJIEH J10...»), YCIOBUS XpaHEHHUS,
NyTh BBEACHUS, YCIOBUS OTIIyCKa, MNPEAyNpEeAUTEIbHbIE HAAMHUCH: «XPAaHUTh B
HEJIOCTYITHOM JIs1 IETEN MecTey; « /i1 BeTepuHapHOTO NMPUMEHEHUD», « CTEpUIIBHOY,
pETUCTPALMOHHBIA HOMED.

8. BakuuHy XpaHAT ¥ TpaHCHOPTUPYIOT npu Temmepatype oT 2 °C no 8 °C B TeMHOM
Mmecte. He nomyckath 3aMmopaxuBaHusl.

9. Bakiuny cienyer XpaHUTh B MECTaX, HEJIOCTYITHBIX JIJIS JIETEH.

10. Hencnonp30BaHHYIO BAaKIMHY YTHJIM3UPYIOT B COOTBETCTBUHM C TPeOOBaHUAMHU
3aKOHOJIATEIbCTBA.

11. Bakuuna Baknuvmmyn Full Protect oTHOCHTCS K (hapMakoTepaneBTUYECKOM TPpyTIre
UMMYHOOHMOJIOTHYECKUX JICKAPCTBEHHBIX MTPENapaToB.

12. Bakunna npeiHa3HavyeHa JJ1s1 aKTUBHOM UMMYHH3AIMK NTUIBI C LIEJIbI0 CHUKECHUS
KJIIMHUYECKUX MposiBNieHUH 0oe3un Hprokacna, nHGEKIMOHHOro OpOHXUTA, CHHIpOMA
CHUKEHUSl AWIIEHOCKOCTU U MTUYbEro rpunna. BakiuHa BbI3bIBaeT (HopMUpOBaHHE
MMMYHHOTO OTBETa K BO3OYAUTENISAM BBIIICONMCAHHBIX O0JIE3HEN B Te€UEHUE 2 HEENb
MOCJIC MPUMEHEHUS MPOJOHKUTEIBHOCTRIO 16 HeAeb.
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I1. ITopsiaoxk mpuMeHeHus
13. Bakuuna npumensiercst aisa npodusakTuku Oonesnn Herokacna (mramm R7),
uHpekunonHoro Oponxuta (mrTammbl QX wu  M41), cunapomMa CHUKEHHS
sitfiienockoctu (urtamm EDS76) u ntuubero rpunna (muramm HON2).
14. na mpodunaktuku UBK pexomeHmyeTcss MCHONb30BaTh JAHHYIO BaKIMHY B
KayeCTBE BTOPUYHOM BaKIIMHAIIMH [10CJI€ TPUMEHEHHUS EPOPATBHBIX (POPM BaKILIUH OT
NBK ¢ nenpro nomyueHus 60Jb11el HaNMpsHKEHHOCTH MMMYHUTETA.
15. Ilepen ucnosib30BaHUEM JIaTe (PIIAKOHY COTPETHCA JO KOMHATHOM TeMIepaTyphbl U
XOpOLIO BCTPAXHUTE. BakIIMHY IPUMEHSAIOT ITOAKOXKHO B LIEI0, B IPYIHYHO MBILIIY WU
B Oezpo 3a 2 - 4 Henenu A0 AlneKnaaku B 1o3e 0,5 MII Ha TOJIOBY.
Bo Bpems BakuuHauuy CIEIyEeT HCIIOJIb30BaTh CTEPUIIbBHBIE MHCTPYMEHTHI. Mriibl
CJIeyeT MEHATh CBOEBPEMEHHO, UCIIOIb30BaTh AJIsl KAKIOM NTULIBI HOBYIO UIJY.
16. IloOouHbIe SBJACHUS U OCIOKHEHUS MPU NPUMEHEHUU BaKIIMHBI B COOTBETCTBUU C
HACTOSIEN UHCTPYKLMUEHN, KaK PABUJIO, HE OTMEYAIOTCH.
17. IloO0o4HBIX peakIuii Npyu MPUMEHEHUH TATUKPATHOM 103bl BAaKIIMHBI HE BBISIBJICHO.
18. Bakuuna Bakuummyn Full Protect MoxkeT oqHOBpeMEHHO TPUMEHSATHCA APYTHUMHU
UMMYHOOHOJIOTHYECKUMH MpenapaTaMu.
19. OcobeHHoCTE# MOCTBAKLIMHATIBLHON PEAKIMK TP UMMYHHU3ALUU HE YCTaHOBIICHO.
20. BaknuHy 3ampemieHo HCHOJb30BaTh ISl NTHUIBI, UHPHUIMPOBAHHOW BUPYCOM
IITAYHETO TPHUIIIA, WIN I NTULBI C OTKJIOHEHUSAMU 310POBbS OT HOPMBI.
21. Bakuunsl ¢ gedekTamu, TAKUMH KaK MOBPEXIEHHAs! YIIaKOBKa, MHOPOJIHbIE Tea,
pacciioeHNE WK J€IMYJIbIMPOBaHUE, HE CIEAYET UCIIOJIb30BATh.

22. Msco, diilla U TPOAYKTHl yOOs, MOJYYEHHbIE OT BAKUMWHUPOBAHHOW MTHIIBI,
UCIIOJIb3YIOT 0€3 OrpaHUYEeHHI HE3aBUCUMO OT CPOKOB UMMYHU3ALIHH.
23. Bce nuua, yyacTBYIOIIME B TPOBEACHUH BaKLIMHALIMM, JOJKHBI COOIIOAATH OOIIHIE

paBujia IMYHOW TUTUEHBI U TEXHUKH 0€30MTaCHOCTH, MPEyCMOTPEHHBIC PU paboTe C
JICKapCTBEHHBIMU TIpenapatamMy il KUBOTHBIX, a TaKXe MPOSBISTH OCOOYIO
OCTOPOKHOCTB TIPH OOPAIICHUU C OTXOAaMU TI0CIIe BaKITHHAIUH.

24. ®nakoHbl C BaKIMHOM 0€3 ATUKETOK, C MCTEKIIUM CPOKOM TOJHOCTH, C
HapYILIEHUEM [EJIOCTHOCTH U/WUJIM TEPMETUYHOCTH YKYIIOPKH, C H3MEHEHHBIM 1IBETOM
W/WIM  KOHCHUCTEHLIMEW COJIEP)KMMOro, C HaJM4YMeM IIOCTOPOHHEW NpHUMecH,
MOABEPTIIMECS 3aMOPAKUBAHUIO, OCTATKN BAKLIWHBI, HE UCIIOJIb30BAHHBIE B TCUECHUE 2
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4acoB IOCJI€ BCKPBITUSL (PIIAKOHOB, a TaKKe OTXOJbl, MOJYyUYEHHbIE OT UCIOIb30BAHUS
BaKI[MHBI, MOJIEKAT YTUIM3ALUUA B COOTBETCTBUU C MECTHBIM 3aKOHOAATENIbCTBOM. C
LEJIbI0 HEAOIMMYIEHUS MOMAIaHNs B OKPY>KAIOLIYIO CpeAy Mpenapara u OTX0A0B OT €ro
WCITOJIb30BAHUS HEOOXOIMMO MTPUHUMATH CIIEIUATBLHBIE MEPhI PEOCTOPOKHOCTH.

Opraunuzanusa-npousBoautens: Harbin Pharmaceutical Group Bio-vaccine Co., Ltd.,
No. 277, Haping Road, Xiangfang District, Harbin, Kutaii, mo 3akazy OOO HIIK
«®apmunaycTpus», Poccus.
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T'ocymapCTBeHHBIH HayYHbBIH IIEHTP M0 KOHTPOJII0 Ka4yeCcTBa
U peaIi3allid BeTePHHAPHBIX JIEKaPCTBEHHbBIX CPEICTB U
MHUIIEBBIX 100aBOK NpH I'ocymapCTBEHHOM KOMHUTETE 110 Pa3BHTHIO
BeTepHUHAPHH U XXKHUBOTHOBOJACTBA Pecny0d/uku Y30ekucran

RO‘'YHATGA OLISH GUVOHNOMASI Ne 003205-26

BrimaHOo HacTosdllee PeTrUCTPAlUOHHOE YOOCTOBEpPeHHE 000 HIIK
"OAPMUHIOVCTPUA"

HaumMeHosaHue cyﬁbexma npeanpUHumameﬂbcmﬁ dessmesibHOCMU
Russian Federation

B TOM, YTO B COOTBETCTBUHU C II0JI0KE€HHUEM O MOPSAKE PErucTpaluy U BEIJAYU PEruCTPALMOHHOTO
VIAOCTOBEPEHHUS Ha OTEYECTBEHHbIE W MMIIOPTUPYEMEIe BETEPHHAPHHIE JIEKAPCTBEHHEIE CPEOCTBA U

KOPMOBEIE TOOABKHU:

Bakiummys Full Protect
HauMeHoB8aHue 8emepuHapHo20 1eKapcmeeHH020 cpedcmaa uau Kopmoeol 0obasku

Harbin Pharmaceutical Group Bio-vaccine Co., Ltd, China
HaumeHosaHue npou3306ume/m

In'yeksiya uchun emulsiya
B hopme
s nedyenus: 6akTepranbHEIX 00J1e3Hel CeIbCKOX03IUCTBEHHON ITUIIEL
IIpenHa3HAYeHHOU [T

Ne 003205-26 srecen B peectp 3a

IlarHOE PerucTpanvoHHOE yOOCTOBEPEHNE He ABJIAETCA 00513aTETLCTBOM 10 3aKyIlIKe BETePpUHAPHOTO

JIEKapCTBEHHOTO CPEMICTBA M/ KOPMOBOM T00aBKH, a TakKXkKe CePTUGHKATOM KayecTa.

ot 28.04.2026 roma CPOKOM Ha D JieT.

3amMecTHTEIb JUPEKTOopa: 9.MckaHOB




