MUHUCTEPCTBO CEJTIbCKOT'0O X035A1CTBA M IMPOJIOBO/ILCTBYA PECITYBIMKY BETAPYCH
JEIMAPTAMEHT BETEPMHAPHOTIO U1 ITPOOOBO/IbCTBEHHOI'O HAI30PA :

PETTICTPAIIMOHHOE CBUIETE/IbCTBO
BETEPMTHAPHOTI'O ITPEITAPATA

Ne 7173-10-20 3BBHOK

Hata rocynapcreennoii peructparun «29» Mast 2020 r.

3assutens: KoMnanus Komudapm Unarepuentmn Ko JIT J 17, Kéumxe-po, CHXBIH,
Kénruno, 15094, IOxnag Kopes (KOMIPHARM INTERNATIONAL CO..LTD
17, Gyeongje-Ro, Siheung-Si, Gyeonggi-Do, SOUTH KOREA)

Ipoussonurens : Komnanus Komudapm Unteprenan Ko JITJT 17, K&nmxe-po,
Cuxpn, Kénruno, 15094, IOxuas Kopes (KOMIPHARM INTERNATIONAL
CO.,LTD, 17, Gyeongje-Ro, Siheung-Si, Gyeonggi-Do, SOUTH KOREA)

ToproBoe HasBaHHe BETEpPHHAPHOTO IpenapaTa: IIpo-Bak EHQKOMaCTeE-M

MC)K,IIYH&pOIlHOC HCMMAaTCHTOBAHHOC HAUMEHOBAHHUE HJIU XUMHYCCKOE€ HAUMEHOBaHUE
BETCPUHAPHOrO Npenapara: BAKIIHHA IPOTUB IMPKOBUPYCHOM M MHKOIUIA3MEHHOIM
MH(EKIMY CBUHEH MHAKTHBHPOBAHHAS, B COCTAB KOTOPOM BXOAUT IIPOTEUH
aHTUICH IMPKOBHUpYca cBUHEHN BToporo Tuna (PCV?2), HHAKTMBUPOBAHHEIIH
OakTepuanbHBIN aHTUTEH MUKOIIIA3MBI THEBMOHHH (M. hyopneumoniae)

Jlexapcteennas dopma CYCIICH3US

Hasnauenne: 11 NpOGMIAKTHKY UPKOBUPYCHOM MHMDEKIINH U MHKOIIJIa3MEHHOM
IIHEBMOHHWH Y CBUHEN '

Peructpanmonnoe cunerensctso Bemano o «29» mas 2025 r.

3amecturens Munu AR OB | -
aupexTop Jenapra L~ HE Cmmnsruas UL

* (01589




OIOBPEHO
CoBer 110 BeTepuHAPHBIM IpernapaTam
poTokoia oT «13» mast 2029 r Ne 108

HUHCTPYKLUA
Mo NTpUMCHCHUIO BAKIINHBI
IIpo-Bak Hupkomacrep-M
(BaKIMHA MPOTHUB UPKOBUPYCHOIN M MUKOIIJIA3MEHHON MH()EKIINY CBUHENH MHAKTUBUPOBAHHAS )

1 OBIIUE CBEJAEHUSA

1.1 Tpo-Bak Iupxomactep-M (PRO-VAC™ CIRCOMASTER-M).

MexayHapoaHOe HEIAaTCHTOBAaHHOE HAUMEHOBaHUE: BakiyHa NpoTUB LIUPKOBUPYCHOU U
MUKOIUTa3MEHHON MH(EKIINN CBUHEH NHAKTUBUPOBAHHAS.

1.2 B 1 mx (1 no3a) conep>kKuTcst MpOTEHH aHTUTEH IIUPKOBUpPYCAa CBUHEW BTOPOIO THIIA
(PCV2) (Porcine Circovirus type 2) He meHee 100 equHuUI, MHAKTUBUPOBAHHBIA OaKTEpUATbHBIN
aHTHTEH MHUKOIUIa3Mbl mHeBMOHMM (Mycoplasma hyopneumoniae) 10 x 103CCU, monTanuz
renb, popMauH.

1.3 1o BHemIHEMY BUAY BaKIMHA MPEACTABISIET COO0H OAHOPOAHYIO CYCIICH3UIO CBETIIO-
xkenroro uBera. llpm XpaHeHMM JOINYyCKaeTCsl BBINAJEHHWE OCAAKa, KOTOPBIM JIETKO
pecycrieHIupyeTcsl MPU BCTPSIXUBAHUU. .

1.4 Baknuna pacacoana mo 10 mi (10 mo3), 20 ma (20 1o3), 50 mi (50 mo3), 100 M
(100 mo3), 200 ma (200 mo3) Bo (IakoHBI W3 TOJUIPOMIICHA, TEPMETHYHO YKYIIOPCHHBIC
PE3UHOBBIMH MTPOOKAMHU, YKPEIUICHHBIMU ATFOMHUHHUEBBIMU KOJIMTAYKAMHU.

1.5 BakuuHy XpaHsIT U TPAHCHOPTUPYIOT B CYXOM TEMHOM MECTE IPU TeMIepaType OT
2°C no 8°C. 3amopakxvBaHHE BaKIIMHbI HE TOIYCKAETCl.

1.6 Cpok romHOCTH BakIMHBI 24 MecsIia C JaThl BBITYCKa MPH COOIIOEHUU YCIOBUM
XpaHeHUsl U TpaHcnopThpoBaHus. [lo WcTeueHnn cpoka rOAHOCTH BaKIMHA K MPUMEHEHUIO HE
MPUTO/IHA.

1.7 BakuuHy He0OXOAMMO HCIIONB30BaTh B TEUEHUH § YaCOB IOCIIE BCKPBITHS (PIIaKOHA.

1.8 OTmyckaercst 6e3 perenrta BeTepuHApHOTO Bpaya.

2 BUOJJOT'MYECKHUE CBOMCTBA
2.1 BakuuHa BBI3BIBAET (OPMUPOBAHNE UMMYHHOTO OTBETA K IUPKOBUPYCHOM MH(DEKITNH
Y MHUKOIUIa3MEHHOW MTHEBMOHUHU Yy CBUHEH depe3 14 cyTkH mocie MmepBOill MPUBHBKH, KOTOPBIM
coxpansieTcs He MeHee 16 Helelnb.
2.2 Baknuna 6e3BpeniHa, JeueOHbIMU CBOMCTBAMHU HE 00J1a1aeT.

3 ITOPAAOK TPUMEHEHUA

3.1 BakmuHa npegHazHadeHa I8 NPOPIIAKTHKA UPKOBUPYCHOW HH(EKIUH,
BbI3BaHHOW BuUpycomM PCV2 (umpkoBuUpyca CBHHEW BTOPOTO THIA), B TOM 4YHCIE IS
npoHIAKTUKNA MUKOIUIA3MEHHOM THEBMOHUH Y CBUHEH.

3.2 BakuuHy BBOAST C COOIOACHHEM OOIICTIPUHATHIX MPABUII aCENTUKU U aHTUCENTHKU.
BakuuHy BBOJSAT CBHUHBSIM BHYTPUMBIIIEYHO JBYKPAaTHO C 2 - HEAEIbHBIM HHTEPBAJIOM B
no3e 1 M1, B Bo3pacTe 3 HeJenb U BTOpasi BaKIMHALIMS B BO3pacTe S HEenb, B 00J1acTh IIeH 3a
YXOM.

3.3 Ilepen mnpuMEHEHHUEM BaKIMHBI CIEAYET MOXKIAThCS IOKa €€ TeMIeparypa He
noctTuruer koMHatHoi (ot mmoc 15°C mo mmoc 25°C). Bo Bpemsi mpoBeAeHHUS BaKLUHMHALIMHU
¢1akoHBl C BaKUMHOM NEepUONWYECKH B30alTHIBAIOT JUIsi BOCCTAHOBIIEHUS OJHOPOIHOCTH
CYCIIEH3UH.

3.4 Tlpu nmprMEHEHNUN BAKIIMHBI B COOTBETCTBUHU C HACTOSIIEH MHCTPYKIIMEH MOOOYHBIX
SIBICHUM W OCJIOKHEHUHM, KaK MpaBUJIO, HE oTMmedaercd. [locie BakIMHALMU y OTAENIbHBIX
KUBOTHBIX MOXXET HaOII0JaThCsl AHOPEKCHS, PBOTA, KOXKHASL ChIllb, CYJOPOTH WM Jpyrue
NpU3HAKK TUIIEPUYBCTBUTEIBHOCTH. B MecTe BBeleHUs BaKIMHBI MOXET OBITh OOpa3oBaHUeE
HE3HAYUTEJIbHOU MPUIYXJIOCTH, CAMOIIPOU3BOJIBHO UCYE3AI0NIEN B TEUCHHUE 2-3 CYTOK.

3.5 Jlng BakUMHALMM HMCHOJB3YIOT CTEPUJIbHBIE IMIMPUILIBI U UIJIBl. MECTO MHBEKIUU
o0OpabatbiBatoT 70%-HBIM STUJIOBBIM CIUPTOM WU JPYTUM JAC3UHOUIUPYIOIIMM PacTBOPOM.
O0s13aTeNbHO UCTIONB3YITE HOBBIM ITIPHUIL IS KOKIOW HHBEKIUH.



3.6 BakuuHy He cieayeT NOPUMEHSTh NPU HAIMYUM BBICOKOM TEMIIEpaTyphl WU
3a00JIeBaHUN THINEBAPUTEILHON CUCTEMBbl, HH()EKIMOHHBIX 3a00JEBaHMSIX, IMapa3uTaPHBIX
WH(DEKIUAX WIK CTpecce, OCIa0JICHHOM HWMMYHHUTETE W3-3a OaKTEepHaIbHOTO TOKCHHA
(abmaroxcuHa wiM  TokcuHa, mpoayuupyemoro Escherichia coli u  Salmonella spp.),
MOBBIIICHHOW YYBCTBUTEIBHOCTh K KOMIIOHEHTaM BXOJAIIUX B COCTaB BAaKIUHBL. 3alpenieHo
UCIIOJIb30BaTh BAKIIMHY JIJISl IPYTUX KUBOTHBIX, B IEPHOJ] OEPEMEHHOCTH | JIAKTaIUH.

3.7 Jlaaabie 1o Oe3omacHOCTH W A(PPEKTUBHOCTH OJHOBPEMEHHOTO HCIIOIb30BaHUS
BaKIIMHBI C IPYTUMH HMMYHOOHOJIOTUYECKUMU TIperiapaTaMu OTCYTCTBYIOT.

3.8 dnakoHBI ¢ BAaKIIMHOW 0€3 3TUKETOK, C HCTEKIITUM CPOKOM T'OJHOCTH, C HApYIIICHUEM
[EJOCTHOCTH U / WM TEPMUTUYHOCTH YKYITOPKH, C U3MEHEHHBIM I[BETOM H /MU KOHCUCTEHIIUEH
COJIEP’)KUMOT0, C HAIMYUEM TTOCTOPOHHUX MpUMeceil, MoABepriieecs 3aMOpaKUBaHUIO, a TaKKe
OCTaTKH BaKIIMHBI HE HCIIOJIb30BAHHBIE B TEUEHHE § YaCOB MOCIE BCKPHITHS (DIIaKOHOB, ClieqyeT
CTepUIIN30BaTh, OpaKoBaTh U YTUIU3UPOBATD.

39 Msco ¥ TOpoayKThl yO0Os OT BaKIMHUPOBAHHBIX JKUBOTHBIX pPEATU3YIOT 0e3
OTpaHUYECHUU.

4 MEPBI ITPO®UJIAKTUKHU

4.1 Tlpu paboTe ¢ BaKIMHOW CJEAYeT BBIMOJHATH OO0IME TPeOOBaHMUS IO TEXHUKE
0€30MacHOCTH M COOII0IaTh MEPHI TUYHOU TUTHCHBI.

4.2 Bce nuia, y4acTBYIOIIHWE B TPOBEJICHUHM BaKIMHAIIMHM JOJKHBI OBITH OJCTHl B
CIeNoACKTY (PE3WHOBBIC Calord, Xajar, OpPIOKH, TOJOBHOW yOOp, PE3WMHOBBIC MEpUYATKH) U
oOecrieueHbl WHANBUAYAIbHBIMU CPEICTBAMHU 3alIUTBI: OYKAMHU 3aKphITOro THma. B mecrax
paboThI JOMKHA OBITH anTeYKa MepBOM JOBpauYeOHOM ITOMOIITH.

4.3 Ilpu momajaHWy BaKIMHBI Ha KOXY WM HAa CIU3UCThIE OOOJOYKH, HEMEJICHHO
npoMoiite ux Bonoil. [Ipu mosBIEHMN HEOOBIYHBIX CHMIITOMOB, HEMEUIEHHO OOpaTUTECh K
Bpauy.

4.4 Tlpu cimydailHOM BBEJEHHHW TIperapara YeJIOBEKY, MECTO BBEICHHUS HE OO0XOAMMO
o0Opabotath 70% pacTBOPOM 3TUIIOBOTO CIUPTA U OOPATUTHCSA B METUIIMHCKOE YUPEXKICHUE, TIPU
cebe UMEeTh MHCTPYKIUIO IO IPUMEHEHHIO UITU 3TUKETKY..

5 MMOPAJIOK NMPEABSBJEHUSA PEKJIAMAIIAM

5.1 B ciyyae BO3HUKHOBEHHMS OCJOKHEHUW TIOCJIE€ TMPUMEHEHUS BaKIMHBI €&

UCIIOJIb30BaHUE MPEKpaIalT, U moTpedutens odpamiaercs B ['ocymapcTBeHHOE BETEpUHAPHOE
yupexJieHue, K KOTOpOMY OTHOCHUTCSI TEPPUTOPUS, T/I€ UCIIOIb3YeTCs BakllMHA. BeTepruHapHbIMU
CHEIHUAICTAMU 3TOTO YUPEXKIEHUS MPOU3BOJIUTCS HU3YYCHHUE COOIIOJEHUS BCEX TMPaBUI IO
NPUMEHEHHUIO BaKIMHBI B COOTBETCTBHM C HWHCTpyKuueu. [Ipum moATBepKIE€HUU BBIABICHUS
OTPUIATEIILHOTO  BO3ACWCTBHUS BAaKIMHBI HA OPraHW3M JKUBOTHOTO, BETEPUHAPHBIMHU
CIIeIUAIUCTaMHd  OTOWpAIOTC TPOOBI B  HEOOXOJAMMOM  KOJUYECTBE JUISI MPOBEICHUS
7a00paTOPHBIX MCHBITAaHUN, MHUIIETCS akT oTOopa mpoO W Hampamisercs B ['ocymapcTBeHHOE
yapexaenue «bemopycckuii rocy1apcTBEHHBIN BETepUHAPHBIN 1IeHTp» (T. MuHck, yi. Kpachas,
19a) nisa noATBEPKIEHUSI HA COOTBETCTBUE HOPMATUBHBIX JOKYMEHTOB.

6 IOJTHOE HAUMEHOBAHMUE ITPOU3BOJAUTEJIA
6.1 Komudpapm Hurepnemnn Ko JITH (KOMIPHARM INTERNATIONAL CO., LTD) 17,
Gyeongje-Ro, Shiheung-Si, Gyeonggi-Do, IOxnast Kopes.

WNucTpyKkiivs MO TpPUMEHEHHWIO mpemnapara pa3paborana coTpyaHukamu Komwudapm
Nurepuemnan Ko JIT, Oxnas Kopes (B. Bepaumr) u PYII «HCTUTYT SKCIEpUMEHTAIBHOM
BerepuHapuu uM.C.H.Beimenecckoro» (Haconos 1. B., AHanunkoB M. A.)
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