NHCTPYKIUA
TIPHMEHEHHUIO BETEPUHAPHOTO HpernapaTa Bakiummys Anero [Ipo
(MHAKTMBHPOBAHHAS BAKIIWHA IPOTHB aIeHOBHPYCHOH MHEKIMH MTHII)

1 OBIIIUE CBEJAEHMA

1.1 Bakiummys Aneno Ipo (Vaccimmun Adeno Pro).

O6menpuHsaToe (IPyNIMPOBOYHOE) HAWMEHOBAHWE: HHAKTHBHPOBAHHAS BAKIMHA IIPOTHB
aJIeHOBUPYCHOM MH(EKIIUK ITHII.

1.2 BakuuHa COIEPXKHT MHAKTHBUDPOBAHHBIA aBHAJEHOBHPYC Ipymmbl I (ceporum 2, mTamMm
FAdV2; cepotun 4, mramm FAdV4; cepotun 5, mramm FAAVS; cepotun 8a, mramm FAdV8a; cepotun
8b, mramm FAdV8b u ceporun 11, mramm FAdV 11), momydeHHBIH 3 KyJIbTypbl KIeTOK prOpobIacTos
SPF-5MOpHOHOB, aabIOBAHT HAa OCHOBE KMAKOro mnapapuHa U BCIOMOTaTeIbHBIE BEIIECTBA
(opManbaeru, copoUuTan MoHoONeaT, TBHH-80 1 THOMEpCAIl HATPHS).

1.3 Tlo BHemHeMy BHIy BakKI[MHA IPEICTABIAET COOOH OTHOPOJHYIO 3MYJIBCHIO MOJIOYHO-
OeJoro 1BeTa.

JlexapcTBeHHast Gpopma: SIMyJIbCHs I HHBEKIIHH.

1.4 Baxumua pacdacoana 1o 500 ma (1666 103) B IITAaCTHKOBBIE ()IAKOHBI, TEPMETHIHO
YKYTIOPEHHBIE PE3HHOBBIMH NPOOKAaMH M OOKAaTHHBIC ATIOMHHHEBBIMH KOJIAIKaMH. ®nakoHbI ¢
BAKIIMHOM 110 OJHOMY YIIAKOBBIBAIOTCS B MHIMBH/yalbHbIE KAPTOHHBIE KOPOOKH. B KaXIyto euHHUILy
MOTPeOHUTENHCKON (BTOPHYHON) yIMAKOBKH BKJIAIBIBAIOT HHCTPYKIHIO IO NMPUMEHCHHIO HA PyCCKOM
SI3BIKE.

1.5 BakiuHy XpaHAT M TPAHCIOPTHPYIOT C HPEJOCTOPOKHOCTHIO B 3aKPBITOH YIAKOBKE
IPOU3BOUTEISI B CyXOM 3alIMIIEHHOM OT CBETa MECTE IPH TEMIIEPAaType OT 2°C no 8°C, oTAeNnbHO OT
IUIIEBBIX TIPOJYKTOB M KOPMOB, B MECTaX HENOCTYMHBIX Mis AeTei. 3aMOpakMBaHHE BaKIMHBI HE
JIOITy CKaeTCsl.

1.6 ®nakoHbl C BAKIMHON O€3 3THKETOK, C HMCTEKIIMM CPOKOM TOJHOCTH, C HapyIIEHHEM
[1eJIOCTHOCTH W/MIIM TEPMETHUHOCTH YKYTOPKH, C HM3MCHEHHBIM IBETOM W/HIIM KOHCHCTEHIHEH
COZIEPYKMMOT0, C HATMYAEM IIOCTOPOHHUX MPUMECEH, a TaKXKe OCTATKM BAKIUHBL, HE HCIONIB30BaHHbIC
B TeueHue 24 4acoB 1OCJe BCKPBITHS TIEPBUYHON YIIAKOBKH, MMOUICKAT YHUYTOKEHHIO B COOTBETCTBHH
¢ TpeOOBaHHSIMH 3aKOHOIATENIBCTBA.

1.7 Cpox TOIHOCTH BAKIMHBI B 3aKPHITOH, HEMOBPEKICHHOU YNAKOBKE MPOU3BOIAUTENIA IpH
COOJIIOJICHAHN YCIIOBUI TPAHCIIOPTHPOBKH U XPAHEHHs - 24 MeCSIeB C JaThl BBIMYCKa. CpoOK roJTHOCTH
TI0CJIe BCKPBITHS TIEPBUYHOI YNAKOBKH - 24 vaca IpH TEMIIEpaType XpaHCHHS OT 2°C mo 8°C. Ilo
HCTEUEHHH CPOKa FOJHOCTU BaKIMHA K MPHMEHEHHIO HE IIPUTO/IHA.

1.8 Ormyckaetcs 6e3 pelenTta BeTepHHApHOrO Bpaya.

2 BUOJIOTNYECKUE CBOMCTBA

2.1 BakmummyH AzeHo IIpo — HMMYyHOOHMOIOTHYECKMH Mpemapar s BETCPHHAPHOIO
IprUMEeHEHHS (BaKI[HHA).

2.2 Baxiuna Bakuummys Azneno [Tpo B Teuerne 21 1Hs BbI3bIBaeT pOPMHPOBAHUE HMMYHHOTO
OTBeTa NPOTHB AIE€HOBUPYCHOM OO0JNE3HM Kyp, KOTOPBIH COXPAHSCTCS B TEHCHHE 6 MecsIeB Iocie
OJIHOKpATHOHM BaKIMHALIHWH.

2.3 B oxnoit uMMyHU3HpYomei go3e (0,3 Mi1) COTEpKUTCS:

- ayeHoBUpyC ITHIE! cepotuma 2 > 10" T so*,

- aJIeHOBUPYC MTHUILBI cepoTHUIa 4 > 1070 TIs0*,

- aJIeHOBHPYC MITHIBI CEPOTHUIIA 5 > 1072 T Is0*,

- aJIeHOBHPYC IITHIEI cepoThna 8a > 1080 TLI s0%*,

- aJIeHOBUPYC ITHIBI cepoTumna 8b > 1080 TL/s0*,

- aJIeHOBUPYC NTHUIIBI cepoTumna 11> 10792 TL/Is0* 10 HHAKTUBALIMH.

*TI]J] — mrkanesas yumonamudeckas 003d.

2.4 Bakuusa Ge3BpeHa H apeakTOreHHa, TeueOHbIMH CBOMCTBAMHU HE obJazaer.

3 MMOPSAJOK MPUMEHEHUA
3.1 BakuuHa mpeiHasHaueHa Ui NPOQUIAKTHKH alCHOBUPYCHOW WH(EKUUH TTHII B
GIArOMONIyYHBIX, yIPOXAeMBIX H  HEOJIAromosIydHbIX XO35ICTBAX PAa3IMYHOIO HAIpaBJICHHUS



BBIpAIBAHUS.

3.2 BakuyHy BBOIAT BHYTPHMBIIIEYHO, B 001aCTh GeIpa MK IPY/IH, HJIH MOJKOXHO B 001IaCTh
e B CJIEAYIOIIUX 103aX:

e npImIATaM B Bospacte 10 10 auelt — 0,1 Ma Ha rooBy,

e HecylIKaM ¥ IUIEMEHHBIM ITunam — 0,3 MIT Ha TOJIOBY.

B He61aronoayYHbIX [0 aJeHOBUPYCHON HH(EKIMH X034HCTBaX PEKOMECHI0BAHHAS J03UPOBKA
coctasiseT 0,5 M1 Ha FOJIOBY.

BakIMHUPYIOT LBIUIAT C CYTOYHOTO Bo3pacTa. llepei TMpUMEHEHHMEM BAKIMHBI CICIYET
JOXKIAThCS TOKa e TeMieparypa He gocturHer komHatHoi (18 - 22 °C). Bo Bpems npoBeneHHs
BAKI[MHAIMU (PIAKOHBI C BAKI[HHOM MEPUOJIUYECKH BCTPAXHUBAIOT ULl BOCCTAHOBJICHHUS OJTHOPOTHOCTH
OMYJIBCHUH.

[Ipu mpoBeIeHHH BaKIIMHALNN COOIIONAIOT NPABH/IA aCCITHKU U aHTHCCIITHKH.

3.3 B3auMoieifcTBHE ¢ IPYTHMH HMMYHOOUOJIOTHYECKUMH | JICKAPCTBEHHBIMH IIPENIapaTaMy He
YCTaHOBIIEHO.

3.4 [py IpUMEHEHHH BAKIIMHbI B COOTBETCTBHH C HACTOAIEH HHCTPYKIHEH TOOOYHBIX SBICHUH
U OCJIO)KHEHHH, KaK PaBUIIO, HE OTMEYACTCS.

3.5 3ampelneHo NPUBUBATH KIMHUYECKH OOJIBHYIO W/ OC/IA0ICHHYIO ITUILY .

3.6 OcobeHHOCTEll MOCTBAKIIMHAILHON PeaKiuu MIPpU NEPBUYHON M MOBTOPHOW HMMYHH3ALUH
HE YCTaHOBJIEHO.

3.7 Cnenyer m30eraTp HapylIEHHs CXEMbl BaKIMHAIWK, TaK KaK 3TO MOXET IPHBECTH K
CHIDKEHHIO >(P(PEKTHBHOCTH HMMYHOIPOQHIAKTHKHA. B ciydae Ipomycka OY€peIHOTO BBENCHUS
BaKIMHBI HEOOXOIMMO IMPOBECTH UMMYHHM3ALHMIO KAK MOJKHO PaHbIIIe.

3.8 IlpomykThl y60s M SHIO OT BAKIMHUPOBAHHBIX TTHI PEAIM3YIOT Oe3 OrpaHHYeHMH,
HE3aBHCHUMO OT CpOKA BaKLIMHAIIHH.

4 MEPBI JINYHOM MPOD®UJIAKTUKHA

4.1 TIpu paboTe ¢ BAKIIWHOH ClieTyeT BBIIONHATE O0IIHe TPeOOBAHHS IO TEXHHUKE 6e30MacHOCTH,
TpeIyCMOTpEeHHBIe TIPU paboTe ¢ penapaTaMy Ui BeTePHHAPHOIO INPUMEHEHHS, U co0JTI0/1aTh MEPBI
JTAYHOU T'UTHEHBL.

4.2 Bce JHIIa, yUacTBYIONIHE B IPOBEICHHHN BaKIHHALMH JIOJDKHBI OBITH OJCTHI B CELOAEIKIY U
obecTieueHbl HHAMBAIYaTbHBIMH CPECTBAME 3AllMTBL OYKaMH 3aKphITOro tuma. B Mecrax paboTsI
JODKHA OBITH anTedka MepBoi 10BpaueOHOM IOMOIITH.

4.3 Tlpu TIONAJaHUK BAKIMHBI HA KOXKY HIIM HA CITM3UCThIE 00ONOYKH, HEMEUICHHO MPOMOHTE
ux BOHOi. IIpu IOsBIEHHH HEOOBIYHBIX CHMITOMOB, & TAK)Ke TIPU CIIy4alHOM IONaIaHuX BAKINHEL B
OpraHH3M 4eJIoBeKa, HeMeIeHHO obparuTech k Bpady. IIpu cede HE0OXO0IUMO UMETh HHCTPYKIIUIO 110
[IPUMEHEHHIO MIIH STHKETKY.

5 HOPSIIOK INPEABSABJIEHHWSA PEKJIAMAIIUIA

5.1 B ciryyae BO3HUKHOBEHHSI OCTIOKHEHHH MOCTIe MPHMEHEHHS IIpenapara, €ro HCIoIb30BaHne
peKpamarT | 1oTpeduTens obpamaercs B TOCYAapCTBEHHOE BETEPUHAPHOC YUPEXKICHHE, HA
TEPPUTOPHU KOTOPOTO OH HAXOIAHUTCS.

BeTepuHapHbIME CIICIHAIHCTAMH 3TOTO YYPEKACHUS TPOU3BOAUTCS HM3yHICHHEC COOMIOICHUS
BCEX MPABHJ NPUMEHEHHs STOrO Iperapara B COOTBETCTBHH C HHCTPYKIIHEH. [Tpu mOATBEPKIECHUU
BBISIBJICHAS] OTPHIATENBHOrO BO3JAEHCTBHsA Ipemnapara Ha OPraHM3M JKMBOTHOIO, BETCPHHAPHBIMH
CHIENHATHCTAMH OTOHpAOTCsl TPOOBI B HEOOXOIUMOM KOJIMHYECTBE IS TPOBCACHHS 1abopaTOPHBIX
HCOBITAHMM, OHIIETCS aKT oTOopa Mpod M HampaBiIseTcs B TOCYAAapCTBEHHOE BETCPUHAPHOC
yupeIeHue sl TOATBEPIKIEHHS Ha COOTBETCTBAE HOPMATHBHBIX IOKYMCHTOB.

6 IOJTHOE HAUMEHOBAHMUE ITPOU3BOJIUTEJISA
6.1 Harbin Pharmaceutical Group Bio-vaccine Co., Ltd., No. 277, Haping Road, Xiangfang
District, Harbin, Kuraii mo 3axasy OOO HIIK «®apmunIycTpHsi» (Poccust, 143960, M.O., r. PeyTos,
yi1. ®abpuunas, 1. 7, auTepa B, moMerienne 9, stax 3). e
WucTpyKIEs 1O NPUMEHEHHWIO Mpernapara pa3pabo ‘ ?&F@K&MH 00O HIIK
«DapMHAHLILY CTPHS . 4/ DAY
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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 003204-26

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:

BakuummyH Aneno Ilpo

HAUMEHOBAHUE 8eMEePUHAPHO20 1eKAPCMBEHH020 cpedcmed uiu Kopmogol 006asKu

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

Emulsiya
B hopme
Inst meyerust 6akTepranbHBIX 00JI€3HEN CeIhCKOX035IMCTBEHHOMN ITUITHI
mpegHa3HAYeHHOH I

Ne 003204-26 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




