OPC «OHEHKA BE30ITACHOCTH BAKIIUH, UMM YHHBIX
CbIBOPOTOK U I'JIOBYJIMHOB JIs1 BETEPUHAPHOI'O
IHPUMEHEHUMS»

Hacrosimas crathsi ycTaHaBIMBAaEeT TPEOOBAHUS U KPUTEPHUH JIJISl OLIEHKU
0€3011aCHOCTH BAKIIMH, UMMYHHBIX CHIBOPOTOK U TJIOOYJIMHOB /JIsl BETEPUHAPHOTO
IPUMEHEHUs, 0053aTEIbHBIX NPU MPOBEACHUN JOKIMHUYECKUX (J1a0OpaTOPHBIX) U
KIIMHAYECKHX (TIOJIEBBIX ) UCCIIEIOBAHMM MPH pa3pabOTKe MpenapaTosB.

TpedoBaHuA K )KHBOTHBIM

/KuBOTHBIE, HCHOJb3yeMble Il MCNbITAHUA BakumH. [Ipu paspabotke
BaKI[MHBI HCCIIEJOBAHUS MTPOBOSATCA HA KUBOTHBIX TE€X BUIOB, IJIsI KOTOPBIX OHA
IIpEeIHA3HAYCHa.

NMMyHHBII CTaTyc >KMBOTHBIX, HCIOJb3YEMBIX [JIsi oOmpeaeneHus 0e30-
IIACHOCTH, YKa3bIBACTCS B YACTHBIX CTAThSX.

B Gonp1ieii yactu craTeil yka3blBaeTCs 0JIHA U3 TPEX CIAEAYIOLIUX KaTerOpuil:

1) ’KMBOTHBIC HE JIOJKHBI COIECPIKATh AHTUTENIA K BUPYCY/OaKTEpPUN/TOKCHHY
U T.J., KOTOPBIE COAEPKATCS B UCIIBITYEMOU BaKIIUHE;

2) )KUBOTHBIC C HU3KUM YPOBHEM aHTHUTEI.

JI1st McibITaHus )KUBBIX BaKLIMH UCIIONB3YIOT )KUBOTHBIX | KaTeropuw.

Jlnst npyrux BakUUH, B NEPBYK OYEpPEb WHAKTMBUPOBAHHBIX, MCIOJB3YIOT
KUBOTHBIX 2 KaTETOPUH, HO B CIIy4ae JOCTYMHOCTH - )KUBOTHBIX 1 KaTEropHH.

HccnenoBanne 0€30MacHOCTH MNTUYBMX BaKIMH MPOBOJUTCS Ha 3I0OPOBBIX
LBIMIIATAX, 38 UCKIIOUEHUEM BAaKIIMH, KOTOPbIE HE PEKOMEHYETCSI UCIOJIb30BaTh
Ha UBIIUIATAX; B TAKOM CJIy4ae, UCCIIEJOBAaHUE MPOBOAAT HA OJHOM M3 BHJIOB ITHILI,
JUISL KOTOPBIX 3Ta BaKLMHA PEKOMEHAYETCS M KOTOPBIE HE JIOJDKHBI COIEPIKATh
aHTUTEJN MPOTUB BO30YyIUTENS OOJIE3HU, MPOPUITAKTUPYEMON JaHHOW BaKIIMHOM.

Baknunbl. B onucanmm 11abopaTOpHBIX MCHBITAHUNA «103a» O3HayaeT
KOJIMYECTBO MperapaTa, pPEKOMEHJOBAHHOE JUIi IPUMEHEHUS M HMEIoIIee
MaKCUMAaJbHBIA TUTP WJIM aKTUBHOCTb, KOTOpBIE JOJIKHBI COJIEPKAThCA B

IMPONU3BOACTBCHHBIX CCPUAX.



JXKuBble BakKIMHBI TOJMYYalOT TOJBKO M3 MITAMMOB MHKPOOPTaHU3MOB,
0€30IMacHOCTh KOTOPBIX ObLIa MOATBEPIKICHA.

JI1st vcTibITaHusl KMBBIX BaKIMH MCIOJIb3YETCS CEpHsl UM CEpUU BaKIUHBI,
cojiepKaiias BUPychl/0akTepuu/TpuObl, TAKOTO YK€ YPOBHS aTTeHyaluu (maccaxa),
YTO U CepHiiHas BaKIMHA.

[Ipu oneHke KOMOMHUPOBAHHBIX BAKIIMH, COJIECPKAIIMX KHUBbIE KOMITIOHEHTHI,
MOATBEPKAAETCSH OE30MaCHOCTh KaX/I0r0 BAKIIMHHOTO ITaMMa B OTJIEJIbHOCTH.

JIJ1s1 *HAKTUBUPOBAHHBIX BAKIIMH UCCIEI0BaHNE 0€30MacHOCTH, MPOBEACHHOE
HA KOMOMHHUpPOBAaHHOW BakIMHE, MOTYT CYHTATbCSd JOCTATOYHBIM TSt
MOATBEPKIAEHUS 0€30I1aCHOCTH OT/AEJIbHBIX KOMIIOHEHTOB.

HNMMmyHHBIe CHIBOPOTKHM W TJI00yJuHbI. B omnucanum maGopaTOpHBIX
UCIIBITAHUM ~ «J1032»  O3HA4YaeT MAaKCMMaJbHOE  KOJMYECTBO  IIpernapara,
PEKOMEH/I0BaHHOE ISl IPUMEHEHUS, 00J1aJatolee MaKCUMaIbHON aKTUBHOCTBIO U
coJiepkaliee HauOoJIbIllee KOJMYECTBO OOIIEro Oelika Wi HUMMYHOIJIOOYJWHA,
KOTOPOE MOKET COAEPKATHCA B MPOU3BOJCTBEHHBIX CEPUSX.

WcnbiTanusi, ONUCAaHHBIE HUXKE, WM JIONOJHEHHbIE HCIBITAHUSIMH,
NpUBEACHHBIMU B paznene «IIpon3BoACTBO» COOTBETCTBYIOLIEH (hapMakoIeHHON
CTaTbU, MOTYT OBITh MPOBEACHBI B paMKax MCIbITAHUM, HEOOXOIUMBIX ISt
NOJITBEPKAEHUS 0€30IIaCHOCTH IperapaTa BO BpeMsi €ero pa3paboTKu.

1. JABOPATOPHBIE UCIIBITAHU A

1.1. Be3onacHOCTH MPUMEHEHHS OJIHOM 103bI

Jns Kaxaoro u3 PEKOMEHAYEMBIX CHOCOOOB TIPUMEHEHHsS (BBEICHUS)
BOCIIPUMMYHMBBIM JKMBOTHBIM KXKJOTO BHAAa W KATETOPUH, IS KOTOPBIX
npeJHa3HayeHa BaKI[MHa, BBOJUTCS OJHA J103a IIperapara.

['pynmbl UCHBITYEMBIX JKUBOTHBIX KOMIUIEKTYIOTCS >KHBOTHBIMH CaMOTO
paHHEro BO3pacTa, MpH KOTOPOM pEKOMEHAYETCsl MPUMEHEHUE Mpenapara, 1, eciu
IPUMEHUMO O€pEMEHHBIMU KUBOTHBIMH.

Jlis BakuuH, TpeJHa3HAYCHHBIX JII MIICKONUTAIONINX, HCTOJb3yeTcs He

MEHee 8 JKMBOTHBIX B IPYIINE, €CJIU HET IPYTUX YKa3aHUW B YACTHOM CTaThe.



JIyist CTIBITaHUST BAaKIIMH MPOTHUB OOJIE3HEH PhIO, BBOAMMBIX UMMEPCHOHHBIM
myTeM, pbI0 MOTPYXKAIOT B Pa3BEACHHYIO BAKIMHY B JBOMHON PEKOMEHIOBAaHHOU
KOHILICHTPAIlMM M BBIIEPKUBAIOT B TEUYEHUE YABOEHHOM pPEKOMEHIOBAHHOMU
DKCIO3ULINH.

B rpynne momxHO ObITH 50 pbIO, €CIM HET JAPYruxX yKa3aHWW B 4YaCTHOM
CTaThE.

Jns wmcnblTaHMs BAaKUWH, NMPEJHA3HAYEHHBIX Ui NTHI] CTapuie 3 HEIEb,
UCIIOJIb3YETCSl HE MEHEE 8 MTHUIl B TPYNIIE, €CIU HET APYTUX YKa3aHUW B YACTHOU
CTaThe.

Jns ucnbITaHUA BaKUMH, MPEJHA3HAYEHHBIX [JI1 WMMYHHU3ALUU [ITHUIL
Miaauie 3 Heaeab, UCIOb3yeTcsl He MeHee 10 MTull B TpyIne, €ClIu HET IPYrux
YKa3aHHUI B 4aCTHOM CTaThe.

3a KUBOTHBIMH HAOJIOJAIOT €XKEJIHEBHO W OOCJIEAYyIOT WX Ha HalIW4due
MIPU3HAKOB MMATOJOTHYECKUX MECTHBIX U CUCTEMHBIX PEAKIIUI.

[Ipn HEOOXOOUMOCTH, HCIBITAHUE JOJKHO BKIIIOYATh IMPOBOJUMBIE IOCHE
CMEpPTU JKUBOTHOIO MAaKPOCKOIIMYECKHUE U MHUKPOCKOIIMYECKUE MCCIIEN0BAHUA
MeCTa UHBEKIIMM IIpernapara.

Peructpupytorcs apyrue oObeKTUBHBIE TIOKA3aTeu, TAKUE KaK TeMIiepaTypa
Tena (y MIIEKONUTAIOUIMX), W TIOBEJCHUYECKHE peakuuu. Temmeparypa Tena
PETUCTPUPYETCS, IO KpaliHE MEPE, 3a JEHb MEepel BBEAECHNUEM Mpenapara, BO BpeMs
BBEJCHUS Mpenapara, CIycTs 4 yaca nmocjie BBeACHU U B nociuenyromue 4 qus. 3a
JKUBOTHBIMH HaOJIONAIOT €KEIHEBHO B TeueHHEe He MeHee 14 nHel 1ocie
BBEJICHUSI TMpenapaTa. BaKuuMHy CUMTAlOT BBIACPKABIIEH HWCOBITAHUE MPU
OTCYTCTBUM Yy BCEX JKMBOTHBIX MPOSIBICHUS MATOJOTMYECKOM MECTHOW WU
CUCTEMHOM peaKIMH, WU NPU3HAKOB 3a00J€BaHUSA, WM CMEPTU OT MPUYHH,
OTHOCSIIIIUXCSI K MPUMEHEHUIO BAKIMHBI, €CJIM B YAaCTHOM CTAaThbe HET JPYrux
YKa3aHUM WM B CiIydyae €€ OTCYTCTBUSA, a TakKe IpPU OTCYTCTBUU JAPYIHX
IIPEAIUCAHNM.

1-2. Be3onacHOCTH OTHOKPATHOTO BBe/IEHUSI MOBBIIIIEHHOM 103bI



[ToBpilIeHHAsT 1032 MPOAYKTA BBOJUTCS KaXIbIM W3 PEKOMEHIYEMBIX
CIIOCOOOB MPUMEHEHUS TIPeTapaTa )KUBOTHBIM C MPE/OJIOKUTEIIBHO MTOBBIIIICHHON
BOCIIPUUMYHMBOCTBIO, HANpUMEp, MOJIOJABIM WM OepeMeHHbIM. Ecim ObL10
YCTaHOBJIEHO, YTO HAWOOJIEE TSKENbIE MOCIEACTBUS BBI3BIBAET TOJIBKO OJMH M3
CIIOCO0OB BBEACHUS, TO UMEHHO OH MCIOJIb3yeTcs B HcciienoBaHuu. [loBbilieHHas
no3a o0bryHO coctaBisieT 10 mo3 xuBOM BakiuHBL s JTHOQUIM3UPOBAHHBIX
XKUBBIX BakuH 10 103 AOMKHBI OBITH pa3BeACHBI B MOIAXOJAIIEM JJIsi BBEJCHUS
oObeMe pazdaButes. [ MHAKTUBUPOBAHHBIX BAaKIIMH MMOBBIIIIEHHAS 1032 OOBIYHO
COCTABJISIET 2 AO3BI Ipenapara.

JInd wWcneITaHWS  BAaKUWH, MPEIHA3HAYEHHBIX JUISI  MIJICKONUTAIOIINX,
UCIIOJB3YETCSl 8 JKMBOTHBIX B TPYIIIE, €CIM HET JPYTHX YKa3aHWil B YaCTHOMU
ctaTbe. [{ns BakiuH, mpeaHa3HaAaueHHBIX 7151 pbI0, ucnosb3yercs S0 peiO, eciu HeT
JIpPYTUX yKa3aHWW B YacTHOW craThe. JlJIs BaKIMH, IPEAHA3HAUYECHHBIX ISl MTHUIL
cTapuie 3 Helelb, UCIOJIb3YETCs § MTHUIl B TPYIIE, €CIU HET IPYTruX YKa3aHWUM B
4acTHOM craTtbhe. JlJisi BaKUWH, MPEAHA3HAYCHHBIX JJI NTHL MJAAIIE 3 HEAEINb,
ucnonszyercs 10 nTui B rpymnmne, €ciu HET APYTrUX yKa3aHUW B YACTHOM cTaThe. 3a
KUBOTHBIM €XEIHEBHO HAOIIONAIOT W OOCIEeAYyIOT Ha Hajluyue MPU3HAKOB
MaTOJIOTUYECKUX MECTHBIX M CHUCTEMHBIX peakuui. Peructpupyrorcs apyrue
OOBEKTUBHBIC TOKA3aTEIN, TAKUE KaK TemIreparypa Tena (y MISKONHUTAIONINX), U
MOBEJICHUECKUE Peaklu. 3a >KMBOTHBIMU HAOIIOJa0T HE MeHee 14 mHell mocie
BBEJICHUSL.

Ecnu Her apyrux yka3zaHui B YAaCTHOM CTaThe€ WM, B CIIy4ya€ OTCYTCTBUS
YAaCTHOM CTaTbM, €CIIM HET JPYTMX NPEANUCAHUA W PACHIOPSIKEHUW, BAKLIHUHY
CUMTAIOT BBIJICPAKABILIECH UCMIBITAHUE, KOTJIAa HA Y OJHOTO KUBOTHOT'O HE MPOSIBIIA-
€TCS TIAaTOJIOTMYECKOM MECTHOW WJIM CUCTEMHOW pEaKUuW, WM TPU3HAKOB
3a00JIeBaHUs, WJIM CMEPTH TI0 PUYNHAM, CBS3aHHBIM C IPUMEHEHHUEM BaKITUHBI.

1-3. Be3onacHOCTh MOBTOPHOIO BBEJAEHMS OHOM 103bI

BrisiBiieHHME HeXeENnaTeNbHBIX pPEaKIUid MpPU MOBTOPHOM BBEICHUU MOXKET
MOTPeOOBATHLCS MPHU UCIIBITAHUY MIPENApaToOB, B YaCTHOCTH, UMMYHHBIX CHIBOPOTOK

U TJIOOYJWHOB, KOTOPbIE MOTYT BBOJUTHCSA IEPUOJMYECKH B TEUCHHUE
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OTHOCHUTEJIBHO KOPOTKOTO NMPOMEKYTKA BpEMEHH. VcnbITaHns NpOBOAATCS HA Hau-
0oJee BOCHPUMMYMBOW LIEJIEBON KAaTErOpUU KUBOTHBIX C MCIOJB30BAHUEM BCEX
PEKOMEHIyeMbIX IMyTel BBeaeHHs. Eciiu ObUI0 MPOAEMOHCTPUPOBAHO, YTO 0CO00
TSDKEJIBIE TIOCIEACTBHSI BBI3BIBAET TOJBKO OAWMH W3 IIyTEHd BBEIACHUA, TO
UCIIOJIB3YETCSl UMEHHO Takoi crnoco0. KomuyecTBo BBeleHU NOKHO OBITH HE
MEHBIIIE, YEM MAaKCUMaJIbHO pPEKOMEHIYEMOE; TP HCIBITAHUM BaKUWH
YUUTBIBAETCS KOJIMYECTBO BBEACHHM [UJI1 IEPBUYHOM BakUMHAUMM W 1-U
peBakMHAIMU; IPU UCOIBITAHUA UMMYHHBIX CBIBOPOTOK - KOJIMYECTBO BBEICHUM,
TpeOyeMbIX NSl JICUCHHSL.

HNHTepBan Mexay BBEACHUSAMH JOJDKEH COOTBETCTBOBATh PEKOMEHAALIHSM I10
IIpUMEHEHUIO. [Ipu HCHIBITaHMM BAaKLMH MHTEPBAI MEXIY BBEIACHUAMHU MOMKET
ObITH OOJIeE KOPOTKHM, YEM PEKOMEHIYETCS; JJIsl UCKIIIOUEHUsl JI000W peakiuu
TMIEPYyBCTBUTEIBHOCTH HHTEPBAJI JOJKEH COCTABIIATh HE MeHee 14 nHel.

[Ipy uCHBITAHMM HMMMYHHBIX CBIBOPOTOK HHTEpPBaJl MEXAY BBEICHHIMHU
JIOJKEH COOTBETCTBOBATH PEKOMEHALNSM IO IPUMEHEHHUIO.

JUis BakuMH, MpEeIHAa3HAUYEHHBIX ISl MJIEKONMMTAIOIIMX, B OOILEM cllydae
WCIIONB3YETCsl 8 JKMBOTHBIX B TPYIIIE, €CIM HET JPYTHX YKa3aHUM B YaCTHOU
crarbe. [y BakiuH, NpeJHa3HaueHHbIX U1l pbI0, ucnonbzyercs S0 pbI0, eciiu HeT
JIPYTUX YKa3aHUM B YACTHOM CTaTheE.

Jns BakuumH, NpeaHAa3HAYEHHBIX Ui HMCIOJB30BAHMSA Yy MNTHL cTapue 3
HEJEeJIb, UCIOJIB3YETCs § MTHUIl B TPYMIE, €CIM HET APYTrUX YKAa3aHWW B 4aCTHOMU
craTbe. /[ BakUMH, NMpEIHA3HAYEHHBIX JJISI UCIOJIB30BAHUS y NTUL Miaame 3
HeJlenb, B O0IlIeM cilydae ucmoibdyercss 10 mTuil B rpymie, €clid HeT JIPYrux
YKa3aHUW B YaCTHOM CTAThE.

B Teuenue 14 nHel nmocie nocneaHEro BBEACHUS MIPENAPATOB 3a )KUBOTHBIMU
HAOJIOJAI0T €KEJHEBHO U MCKIIIOYAIOT HAIMYME MECTHBIX U CUCTEMHBIX PEaKIIH.
Peructpupyiorcst 1pyrue oObeKTUBHbBIE [TOKA3aTeIH, TAKUE KaK TeMIiepaTypa Tena
(Y MIIeKONHMTAIOUINX), U TOBEACHUYECKUE peakiuu. Eciam HeT apyrux ykasaHui B
YaCTHOM CTaThb€ WJM, B CIIy4ac OTCYTCTBMS YACTHOM CTAaTbH, €CIH HET APYIHX

HpCJIHI/IcaHI/Iﬁ u paCHOpH)KCHI/If/'I, BAaKIMHbI CUHUTAIOT BBIACPKABIIUMH HCIIBITAHUC,
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€CJIM HU y OJHOrO >KMBOTHOIO HE MPOSBISETCA IMATOJOTMYECKOM MECTHOU WIIH
CUCTEMHOU PEaKLUU.

1-4. UccnenqoBaHue penpoaAyKTUBHOM PyHKIIUM

Ecmm pexomMeHIOBaHO WM BaKIIMHA MOXET OBITh WCIIOJNB30BaHA JIJIS
OEpEeMEHHBIX KUBOTHBIX WJIM HECYLIUX SWIla MTHUI], UCCIEAOBaHUE 0€30MaCHOCTH
JIOJKHO MPOBOAUTHCS HA )KUBOTHBIX TAHHOW KaTETOPHH.

Ecnmu wuccnenoBanune 0€30MacHOCTH [Js PENpPOAYKTUBHOM (yHKIMHU He
MPOBOJUIIOCH M HE MPEACTABICHbl HAay4dHble OOOCHOBAHHUSA OTCYTCTBUS TaKOIO
pHUCKa, HAa PTUKETKE U (WIM) B MHCTPYKIUHU MO MPUMEHEHUIO Ipernapara J0KHO
OBITh COOTBETCTBYIOIIECE MPEAYNPEKIAIONIEE YKa3aHUE O PUCKE €ro MPUMEHEHUS
JUIsi OepeMEHHBIX KUBOTHBIX. MccrenoBanne 6€30MacHOCTH sl PENPOTyKTUBHON
(GYHKIIUU  JOJDKHO OBITh TPOBEJIEHO, €CIUM HMEIOTCA JaHHBIE O TOM, 4YTO
JIEHUCTBYIOIIEE BEUIECTBO MperapaTa MOXKET ABJIAThCS (aKTOPOM pUCKA.

Ecnu qy1s vcnibiTyemMoro npemnapara ykazaHO HECKOJIBKO CIIOCOOOB BBEIICHUA,
peKOMeHAyeTCcsl BBeAeHUE BceMU. Eciu UW3BECTHO, YTO 0CO00 TSIXKEJbIC
MOCJIEJICTBUSI BBI3BIBAET TOJIBKO OJMH M3 CHOCOOOB BBEJCHUS, TO MMEHHO TaKOU
crioco0 BBEJICHUS UCIIOJIB3YETCS MPU UCTIHITAHUH.

Jns BakuuH, NpEeIHA3HAYECHHBIX JJISI MIIEKONMUTAIOIIMX, HUCIOIb3yeTcs 8
JKUBOTHBIX B T'PYIIIIE, €CIIM HET JAPYIMX yYKAa3aHUM B YaCTHOW cTaTbe. BakuuHbI,
PEKOMEHAYEeMbI€ WM pa3pelICHHbIC JJISI UCIOJIb30BaHUS Yy OEpeMEeHHBIX
JKUBOTHBIX, MCCIEAYIOTCS B TEUYEHUE KAXKJIOrO0 OXAapaKTEPU30BAHHOIO IEpUoAa
OEpeMEHHOCTH, TIPU KOTOPOM JOMYyCKaeTcsi MX ucnojb3oBaHue. Ecnu
UCCIICJIOBAaHUSI HE TIPOBOJWIIUCH B HEKOTOPBhIE TMEPUOIbI OEPEMEHHOCTH, B
WHCTPYKIIUM TI0 TPUMEHEHHIO JOJDKHO OBITh COOTBETCTBYIOIICE TMpEIympe-
YKIAOIIIEE YKa3aHUE.

Ecnmm wer npyrux ykasaHud B YacCTHOM cTaTbe, NEpHUO] HAOIIOICHUS
MPOJOJDKACTCA 10 POJOB JUIA HCKIIOYEHHUS JHO00T0  HEOJIarompusiTHOTO
BO3JICHCTBUS HA OEPEMEHHBIX )KUBOTHBIX MJIU Ha MMOTOMCTBO.

B kadecTBe mnpumepa MNOPEACTABIEH CICAYIOMIUA TOPSAOK M YCJIOBUS

IMPOBCACHUSA HCIILITAHUSA I10 0e30MacHOCTH IMPUMCHCHUA S6AKUUH Y 6€pCM€HHBIX
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KUBOTHBIX. JIJIsl UCHIBITAaHUS MCHOJIB3YIOT HE MEHEE 8 KMBOTHBIX B TpYIIEe HA
PEKOMEHIyeMON CTaaud OEepeMEHHOCTH Ha KaXJIO0M pEeKOMEHAYeMOW CTaauu
OepeMeHHOCTH (TO ecTh 24 *UBOTHBIX Ha 3 TpUMecTpa OEPEMEHHOCTH KPYITHOTO
poratoro ckora). KaxmoMy >»XKHUBOTHOMY BBOAMTCS PEKOMEHJOBaHHas J103a
BakIHbL. [lpu HeoOXoauMOCTH, clenylomas 1032 BaKUUHBI BBOJUTCA C
WHTEpBAJIOM He MeHee 14 gHel. Ecim HeT Apyrux yka3zaHWil B YaCTHOM CTaThbe, 3a
KUBOTHBIMM HAOJIIOMAIOT €XEAHEBHO 10 MEpPBOro JHA Mocie poaoB. Eciu Her
JIPYTUX YKa3aHUM B YACTHOM CTaTh€ WM, B CIIy4a€ OTCYTCTBHUSI YaCTHOW CTaTbhH,
€CIIM HET JPYrux TMpeINnucaHud ¢  PacCloOpsSKEHUM, BaKIUHY CUHUTAIOT
BBIJICPKABIIICH HCIBITAHUE, €CJIU HU Y OJIHOIO >KUBOTHOTO HE MPOSBISETCS
MATOJIOTMYECKOM MECTHON MJIM CUCTEMHOM peaKIiu, UM MIPU3HAKOB 0O0JIE3HU, WU
CMEpPTU OT MPUYUH, OOYCIIOBJIICHHBIX MPUMEHEHHEM BAaKIIUHBI, U, €CJIM HE OTMeE-
YEHO HEeXEJaTeNIbHBIX MPOSBICHUN B Mepuoj OEpeMEHHOCTH WU BO3JCHCTBUS Ha
IIOTOMCTBO.

1-5. OcTaTo4YHbIe MUKPOOPTAHU3MbI

JInst SKMBBIX BaKIMH TPOTHUB 300HO3HBIX OO0J€3HEH JOMOTHUTENBHO K
ONPEIEICHUI0 TUCCEMUHALIMM BAKIMHHOIO IITaMMa B OPraHU3ME >KUBOTHOTO
MOXET MOTPeOOBATHCS OMpEeICHIEe HAIUYKSA OCTATOYHBIX MHUKPOOPTAaHH3MOB B
MECTE BBEJICHHUSI.

1-6. HexenaTenbHble 3pPeKThbl HA HUMMYHOJOTHYecKHe (PYHKIMHU

Ecnn BakupMHA MOXET OKa3blBaTh HEKEJATEIBHOE JIEMCTBME HA UMMYHHBIN
OTBET y BAaKUMHUPOBAHHOTO, WJIM Y €ro MOTOMCTBa, HEOOXOJUMO IPOBECTH
COOTBETCTBYIOIIME UCCIEAO0BAHNE HMMYHHOTO OTBETA.

1-7. HexenaTtenbHble 3(p(heKThI NPU B3aNMO/1eiiCTBMU NPENapaToB

HccnmenoBanne TpOBOAATCS € LEIBKO  HUCKIIOYEHUS  HEXKEJIATEIbHBIX
KIIMHAYECKUX TPOSIBIICHUH, 00YCIOBICHHBIX B3aUMOJICHCTBUEM MPENaparoB, Mpu
HAJIMYUA PEKOMEHAAIM 00 OJHOBPEMEHHOM BBEJIEHWW WM O BKIIOUYCHUU
npernapara B CXeMy NPHUMEHEHHUS JPYruX IMpernapatoB B TEUYEHHE KOPOTKOIO
NIEPHOJIa BPEMEHU.

1-8. OcoOble TPeOOBAHUSA K )KMBbIM BAKIIUHAM



JIns vcTbITaHWM KUBBIX BAaKIMH, 32 HCKIIOYEHHEM OIIEHKH MOBBIIICHUS
BUPYJICHTHOCTHU (moapazaen 1-8-3), ucrmonb3yroT KyJbTypy BaKIMHHOTO IITaMMa
TAKOro >K€ YpPOBHS aTTEHyallMM, YTO W Yy TIJIABHOTO MOCEBHOTO Marepuajiga H
CEpUIHON BAKIIMHBI.

1-8-1. Murpanusi BAKUMHHOIO IITaMMa. Murpanusi BakIIMHHOTO IITaMMa
OT BaKIIMHUPOBAHHBIX K HEBAKIMHUPOBAHHBIM KUBOTHBIM BUIOB, JJII KOTOPBIX
npeaHa3HaueHa BaKIMHA, UCCIEAYETCS C IPUMEHEHUEM PEKOMEHYEMOTo crocoda
BBEJICHUs BaklMHBL. OnpenesieHne MUTpalMi BaKIIMHHOTO IITAMMa MOXET ObITh
BBITIOJTHEHO C MCIOJIb30BAHUEM KUBOTHBIX JPYTUX BUAOB, JI KOTOPBIX BaKI[MHA
HE npeHa3HayeHa. J{omKkHO ObITh ONpeeIeHO BO3MOKHOE KOJIMYECTBO MUTPALIAA
BaKI[MHHOTO IITaMMa OT KUBOTHOTO K >KUBOTHOMY B OOBIUHBIX YCJIOBUSIX, 4 TAKXKE
OIICHKA BO3MOXKHBIX MOCJICICTBUI MUTPAIUU.

1-8-2.  JlucceMuHamusi  BAKUMHHOIO  IITaMMa B  OpraHu3Me
BAKIIMHMPOBAHHOIO KUBOTHOTO. J[J1s1 onipefeneHus uCcCeMUHAIUNA TPOBOIUTCS
HCCIIEIOBAHUE, MOYM, MOJIOKA, SIWII, BBIACICHUN U3 POTOBOM M HOCOBOW MOJIOCTH,
HDKCKPEMEHTOB Ha MPUCYTCTBUE B HUX KYJIbTYphl BaKIMHHOrO ImTamma. Jlis
OLICHKH TPOJOIKUTEILHOCTH OaKTEpPUEMHUHM HCCIEAyeTCs KpOBb. B03MOXHO
UCCIIEIOBAHUE MPUKMBAEMOCTH BAaKIMHHOTO INTaMMa B TKaHSX OpraHu3Ma
KUBOTHOTO (TMTAPEHXUMATO3HBIE OpraHbl, JUM(ATHUYECKUE Y3JIbl, CEMEHHUKH,
KOCTHBIM MO3T M TMp.), K KOTOPbIM OH HMMEET TPONU3M U B KOTOPHIX MOMKET
Pa3MHOXKAThCA U COXPAHATHCS MPOIOJKUTEIIBHOE BPEMSI.

JI71st 5KUBBIX BaKIMH MPOTUB XOPOIIO M3YYEHHBIX WH(PEKIIMOHHBIX 0O0JIe3HEH
CEICKOXO3SIICTBEHHBIX KUBOTHBIX TAKUE UCCIICIOBAHUS 0053aTEIIbHBI.

1-8-3. IloBbllIeHHe BUPYJIEHTHOCTH. Eciii HET Ipyrux yka3aHuil B 4aCTHOM
CTaTh€ WJIH, B CJIy4yae OTCYTCTBUSI YACTHOW CTAThH, €CJIU HET IPYTUX MpeAnrucaHuii
U pacCloOpsDKEHHM, UCHBITAHUE MPOBOJUTCS C HCIOJIB30BAHHEM TJIaBHOTO
MIOCEBHOT0 Marepualia. B ciiyyae OTCyTCTBUSI JOCTATOYHOTO KOJUUYECTBA IJIaBHOTO
MMOCEBHOTO MaTepuaia I paboThl MOXKET ObITh UCIIOIB30BaH MaTepHasl CJIEIyI0-
IIeT0 Tacca)xa, KOTOPBIM ObUT MCIOJIB30BaH [JIsi TIPOM3BOJCTBA MpOAYyKTa. B

HUCIIBITAHNN HCIIOJIB3YIOTCA JKHUBOTHBIC COOTBCTCTBYIOIICTO BO3pacrTa,
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MPEeIPacoiOKEHHbIE K WHOUIMPOBaHWIO. Ecioum 3TO HW3BECTHO, TO B OIBITE,
WCIIOJIB3YIOTCS )KUBOTHBIE KOHKPETHOTO BO3pPacTa.

CepuiiHble MaccaXu MPOBOAATCA C HCIOJIb30BAaHUEM S5 TPYIIl LEJIEBBIX
YKUBOTHBIX, €CJIA YKa3aHUI MO MPOBEACHUIO OOJBIIEr0 KOJUYECTBA MAcCCaXe HET
WIM B Ciyyae, KOrja IITaMM DJJIUMHHHUPYETCS U3 OpraHh3Ma paHblIIe.
Pa3MHOKeHHE KYJIbTYpPBI IITaMMa IN VIitro He MOXeT OBbITh UCIOJIB30BAHO C IIEJIBIO
YBEIMYEHHs] J103bl HMHOKyJATa JUId maccaxa. llaccaxxm mpoBomsarcs ¢
UCIIOJIb30BAaHUEM  JKMBOTHBIX,  HaumOoJiee  MOAXONAIIMX  JUIsl  OIEHKHU
ITOTEHIHAJIBHOTO PHUCKA,

[IepBruyHast BakIIMHALIMSA TPOBOAUTCS PEKOMEHIYEMBIM ITYTEM BBEJICHUS, IPU
KOTOPOM HUMEETCS HauOOoJIblias BEPOSTHOCTh IOBBIIICHUS BUPYJIEHTHOCTH, C
MCIIOJIb30BAaHUEM HayaJlbHOIO IOCEBHOIO MaTepHalia C HauOOJBIIMM TUTPOM.
[Toce 3TOro OCymecTBisIeTCsl HE MeHee 4 IOCIIeIOBAaTEIbHBIX MAacCaKeW udepes
JKUBOTHBIX-MHUILIEHEN. Eciii CBOMCTBA BaKIIMHHOI'O IITaMMa IO3BOJISIOT IIPOBECTU
MOCJIEIOBATENbHBIM MMACcCaXX 4Yepe3 €CTECTBEHHBIM MYyTh NEpPEeNaud, MOXKET ObITh
UCIIOJIb30BAaH JTOT CHOCOO, B TPOTUBHOM CJIy4yae IacCaXk BBIMOJHIETCS B
COOTBETCTBUM C OINMCAHMEM, NMPHUBEACHHOM B Ka)KJIOW YaCTHOM CTaTbe, U Mak-
CUMAaJIbHO TaCCHPOBAHHBIM BaKIIMHHBIA ITaMM, KOTOPBIM OBLI BBIJICIICH W3
OpraHu3Ma XUBOTHOTO, IIPOBEPSETCS HA MOBBILIEHUE BUPYJIECHTHOCTH.

[Ipy maccupoBaHMM BAKIIMHHOTO IITaMMa JIsI WU3TOTOBJICHUS BAaKLUWH IS
MJICKOMTUTAIONINX B KAKJIOM U3 MEPBBIX YETHIPEX TPYII JIOKHO OBITH HE MeHee 2
JKUBOTHBIX, ISl U3TOTOBJICHUS BAKIMH JIJI ITUIL - HE MEHEE S5 MTHIL.

[IaTas rpymma cocTOUT U3 HE MeHee 8§ MiIEKONUTAroIMX Wwin 10 nTui.

[Ipy kaxJaoM maccake TMOATBEPKIAACTCS HAJWYAE JKUBOWM KYJIBTYPbI
BAaKIIMHHOTO IITaMMa BO BBOJMMOM Marepuajne. HeobOxogumo mnpemymnpexnarb
KOHTAMHWHALMIO BBIJICJIICHHOM MPU MOCIEAHEM I1aCCaXK€ KYJIbTYpPbl, KyJIbTypaMH
MPEIBIAYIINX MTACCAKEN.

Ecnu KynpTypa BakIMHHOTO IITaMMa HE BbIACNISETCS U3 J000ro
IPOMEKYTOYHOTO IN VIVO maccaxa, NpOBOAAT maccak Ha 10 JKHUBOTHBIX C

UCTIOJIb30BAHUEM  TIOJYYCHHOM 1IN VIVO KyJbTyphl IITaMMa TIOCJICIHETO
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pPE3yJABTaTUBHOTO IaccaXka. BblaeneHHas KyJbTypa INTaMMa HMCIOIb3YETCs IS
CJIIEAYIOLIETO Maccaxa. Ecii KynbTypa BAKIIMHHOTO IITaMMa IPYU JAHHOM IIACCaKe
HE BBIICIISIETCS, UCCIIEIOBAHUE CUUTACTCS 3aBepLICHHBIM. IIpu 3TOM cumraercs,
YTO IITAMM HE IPOSIBISAET TEHACHIMH K IOBBIIICHUIO BUPYJIECHTHOCTH.

B TeueHue uccienoBaHMs MPOBOAATCS OO0IIME KIMHUYECKHE HAOJIOJICHUS.
JKuBoTHbIE IOCIEAHEN IPYNIIBI HAOIIOAAIOTCS B TeUueHue 21 AHs, ecau HEeT Ipyrux
yKa3aHUW B YacTHOW crTarhe. Takue HAOMIOMEHUS BKIIOYAIOT OIEHKY BCEX
3HaYMMBIX IIOKa3aTejeil, TUNUYHBIX Ul COOTBETCTBYIOIIEW OOJE€3HU, U
CBHUJICTEJILCTBYIOIIMX O TIOBBIIMIEHUM BHPYJIEHTHOCTH BAaKLIMHHOIO IITAMMA.
CpaBHMBAIOT KJIMHUYECKHE IIPOSIBIICHHUS W JPYTrM€ 3HAYMMBIE ITOKA3aTEIM C
TAKOBBIMM C TaKOBBIMM, HaOJIOa€MbIMH Yy JKUBOTHBIX, HCIOJb30BAaHHBIX B
UCTIBITAHUN 0€30ITaCHOCTH MIPUMEHEHHS OJTHOM 7036l penapata (moapasaen 1-1).

Ecnu B mocieHen rpynme )KUBOTHBIX HET IIPU3HAKOB IOBBIICHUS BUPYJICHT-
HOCTH, IPO/IOJKEHUE UCTIBITAaHUsI HE TpeOyeTcs.

B nHOM ciydae, KynbTypa mTaMma IEPBOTO NACCaKa U KyJbTypa IITAMMa
BBIJICJICHHAsT Ha IIOCJIEJAHEM I1aCCa)KE€ MCIIBITBIBAIOTCSA B Pa3[CiIbHOM OIIBITE,
COOTBETCTBEHHO, C COJICPKAHUEM B KaXJIOM TPYIIE HE MEHEE 8 MIICKOIUTAIOIINX
KUBOTHBIX WM He MeHee 10 mTul, ¢ Helblo NpsSMOro CpaBHEHHs KIMHHUYECKHX
MPOSIBJICHUA W JAPYTUX 3HAYMMBIX ITOKasarened. lcnblTaHue mpoOBOAUTCS C
UCIIOJIb30BAaHUEM TOrO K€ Crocoda BBEACHHS KYyJbTYyp IITAMMOB, YTO U MpHU
OPOBEJACHUM TMpEeNbAyIIero mnaccaxa. Ecium  yTBEpKIEHO, MOXKeT ObITh
WCIIOJIb30BaH albTEPHATUBHBIN ITyTh BBEJICHHSI.

[Ipr OTCyTCTBMM [pyTHMX YKAa3aHWM B 4YaCTHOM CTaTbe, €CIM HU OJHO
KUBOTHOE HE MOTrHOJO0 WM HE MPOSIBWIO CHUMITOMOB, OOYCJIOBJIEHHBIX BaK-

IWHHBIM IOTAMMOM, €TI0 CUUTAIOT BBIACPIKABIIHUM HUCIIBITAHHC.

1-8-4. buosornyeckue cBOWCTBAa BAKIIMHHOIO ITAMMA.
Jlnst  Gosiee  TOYHOTO OMPENEICHHS TMPUCYIIMX BaKIMHHOMY IIITAMMY

OMOJIOTMYECKUX CBOWMCTB MOTYT MOTPEOOBATHCS IPYrHME€ HCMBITAaHUS (HAMpUMED,
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HeHpoTpomHOCTH). JIJIsT BEKTOPHBIX BAKITUH MTPOBOJIUTCS OIEHKA PUCKA U3MEHEHUS
TpoMM3Ma WM BUPYJICHTHOCTH IITaMMa U, TP HEOOXOJUMOCTH, CIICIMPUICCKUE
UCTIBITaHUsl. Takue WCIBITAaHUS TPOBOMATCS CHCTEMATHYECKH, €CIIM B IITaAMM B
Ka4yeCTBE CTPYKTYPHOIO MPOTEHHA BKIIOYAECTCSA MOCTOPOHHUMN T€HHBIN MPOTYKT.

1-8-5. PexomOuHamusi WJIM TeHOMHAasi INepecTpPoiika BaKIUHHOIO
mramma. Creayer Y4YUTHIBaTh BEPOSTHOCTh PEKOMOMHAIMM WM TE€HOMHOM
MEePECTPONKHA BAaKIIMHHOTO IMITaAMMa MPU B3aMMOJICUCTBHUH C IPYTUMH BAaKIIMHHBIMU
ITAMMaMH

2. [TOJIEBBIE UCIIBITAHUA

Pesynbpratel  mabopaTOpHBIX  MCCIEAOBAHWUN  TpEmapatoB  JOJDKHBI
MOATBEPKIATHCS TAHHBIMU MOJIEBBIX UCHBITaHUM. [Ipu yclioBUM MOATBEpKIEHUS
0e3onacHocTH U 3((HEKTUBHOCTH MperapaTa B XOAE JIaDOPAaTOPHBIX HCIIBITAHUMH,
JUTSL OLICHKU 0€30macHOCTH U 3(()EKTUBHOCTH B MOJEBBIX YCIOBUSX JOIMYCKAETCS
UCIIOJIb30BAaHUE OJHOW cepus Mperapata. ITO MOXKET ObITh OObIYHAS TUITUYHAS
cepus mpernapaTa co CpeAHUMH MMOKa3aTeIsIMU CIeIM(PHIECKON aKTUBHOCTH.

[Ipu “cnBITAaHUM Ha CETbCKOXO3IHUCTBEHHBIX (I[CJICBBIX ) )KUBOTHBIX MPOBOIST
U3MEpEHHE TEMIIEPaTyphl Tella y JOCTATOYHOTO KOJUYECTBA KUBOTHBIX JI0 U MOCIIE
BBEJICHMSI TIpernapara; y JAPYTHX MIICKOMUTAIONIMX >KUBOTHBIX TaKWe H3MEPEHUs
MPOBOJIAT, €CIU Pe3yJbTaThl J1aOOpPaTOPHBIX MCCICNOBAHUN YKa3bIBAIOT Ha
BEPOSTHOCTH PA3BUTHS TTOCTBAKIIMHAIBHBIX PEAKITHH.

B mepuon nabmioneHus 3a >KUBOTHBIMHU TIOCJIE BBEACHHS Ipenapara peru-
CTPUPYIOT, C YKa3aHHEM pPa3MEpOB M MPOIOHKUTEIHLHOCTH TMPOSIBICHHUS JIFOOBIX
MECTHBIX PEaKINi, U KOJUICCTBO KUBOTHBIX, Y KOTOPBIX BBISBICHBI MECTHBIC MU
CUCTEMHBIEC PEaAKIIUH.

Eciu BO3MOJKHO, OLICHUBAIOT 300TEeXHUYECKHE MOKa3aTely,
XapaKTEePHU3yIOIINEe  COCTOSHUE  JKMBOTHBIX.  Hampumep,  ompenensior:
eXKEHEICNbHYI0 CMEpPTHOCTh OpoitnepoB; Koaddumuent koHBepcuun Kopma,
BO3pacT M BEC JKUBOTHBIX MIPH yOOE, OTKIIOHEHHS U Opak, BHISBIsIEMbIE B MPOIIECCEe

nepepadoTKy.
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VY BakuuH, MpeaHa3HAYEHHBIX U1 BAaKIMHALMKM NTULl B NIEPUOA SHULEKIAAKA
WJIM TITHLL, KOTOPBIX COAEPKAT I HECEHHUs SWL, U3y4arOT BIMSHUE BAKIMHBI Ha
SWLEKIAIKy U BBICH)KUBAHHE IITEHLIOB, ECIIM BO3MOXKHO.
3. OKOTOKCUYHOCTb
[IpoBOIUTCA OLIEHKY BO3MOKHOI'O BPEIHOIO BO3ACHCTBUS Iperapara Ha
KUBbIE W HEXHUBBIE OOBEKTHl OKpPYKAIOIIEW Cpenbl, U ONpPEIEISIOTCS He-
00XOJMMBIE TMpEeayNpeauTeNIbHbIE Mepbl I YMEHbIICHUsS Takoro pucka. [lpu
OLICHKE BEpOSITHOM CTENEHM BO3JCHCTBHsS BAaKIMHBI HA JKUBBICE W HEXKUBBIC
OOBEKTHI OKPY’KAIOILIEH Cpely YYUTHIBAIOT: BUJ >KMBOTHBIX-MHUIICHEH U CIOCOO
IIPUMEHEHUS Mpenapara; BbIBEACHUE Mpenapara BO  BHEIIHIOIO  CpeENy;
YHUYTOKEHUE HEUCIIOJIb30BaHHOIO NIPOAYKTA U IIp.
Ecnu aHanu3 M OLIEHKa NEPEeYUCIEHHBIX (PAaKTOPbl YKa3bIBAIOT HA TO, YTO
[pernapar MOKET OKa3aTb 3HAYUTEIBbHOE HETATHMBHOE BO3IACHCTBUE HA KUBBIC U
HEXXMBBIE OOBEKTHI OKPYXKAIOUIEH cpebl, TO MPOBOJUTCS OLIEHKA MOTEHLIUAIbHON

9KOTOKCHMYHOCTH IIpCriapara ¢ yd€TOM €ro CBOMCTB.
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