MHUHHUCTEPCTBO 3IPABOOXPAHEHMSI POCCUIICKOI ®EJEPALIUA

OBIIAS ®PAPMAKOIIEMHAS CTATHA

NMMyHOTr100y THHBI OPC.1.8.1.0004.15
U CHIBOPOTKHU (AHTHUTEJIA)
reTepoIOruYHbIe BBoautcs BnepBbie

Hacrosimas oOmas  ¢apmakomneiiHass CTaThsi paclpoOCTpaHseTcss Ha
UMMYHOTJIOOYJIMHBl W CHIBOPOTKH (QHTHUTENA) TETepOJIOTHYHbIE (manee —
CBIBOPOTKH), KOTOpbIE TMPEACTABISAIOT COOOM  JIEKapCTBEHHBIE  CPEJCTBA,
coJiepKallfe OYMINECHHBIE NMMYHOTJIOOYJIWHBI WU WX (ParMeHTHI, TOTyICHHBIC
U3 CBHIBOPOTKM WM IJJa3Mbl KPOBU  JKUBOTHBIX  pa3IMYHBIX  BHJIOB,
MMMYHHU3UPOBAHHBIX COOTBETCTBYIOIIMMHU aHTUreHaMH. CBIBOPOTKH COJEpIKaT
crienu(puyYecKrue aHTUTENa, HEUTPAIU3YIOIIME WIH CBS3BIBAIOIINE AHTUTCHBI,
UCIOJIb30BAaHHBIC JUIsi MMMYHHU3AIMM KUBOTHBIX. B KauecTBe aHTUT€HOB MOTYT
CIY>KUTh MHUKPOOHBIE WM JIPyTHE€ TOKCUHBI, OaKTEpHUH, BUPYCHI, SAbI (3MEH,
MayKOB, CKOPITMOHOB), HEKOTOPHIE TKAaHU YEJIOBEKA.

ChIBOPOTKM MOTYT COJEpKaThb aHTHUTeNla K OJHOMY (MOHOBAaJEHTHBIC
CBIBOPOTKH) WJIM HECKOJBKUM (MOJMBAJICHTHBIE CHIBOPOTKH) AaHTUTCHaM.
[TonuBaneHTHBIE CHIBOPOTKHU MOJMYy4YalOT UMMYHH3aLHUEN )KUBOTHOTO HECKOIbKUMU
BUJIaMH aHTUTEHOB WJIH 00BbEAMHEHUEM HECKOJIBKMX MOHOBAJIEHTHBIX CHIBOPOTOK.
ChIBOPOTKH BBINTYCKAIOT B BUJE KUIKUX WIW JTHODUIU3UPOBAHHBIX MPEMapaToB,
NpeIHa3HAYCHHBIX JJI1 BBEACHHUS BHYTPUMBIIICYHO, MOJKOKHO, BHYTPUBEHHO, a

TaK)X€ B CIUHHOMO3TOBOU KaHal.

[MTPONU3BOACTBO
Tpebosarus Kk HCUBOMHBIM-NPOOYYEHMAM
JKvBOTHBIE, HCTIOTB3YEMBIC NJII TPUTOTOBJICHHS CHIBOPOTOK, JOJIKHBI OBITH
aOCOJIIOTHO 370POBBIMM M CBOOOJHBIMHU OT TEJIBMHHTOB U HWHMEKIMOHHBIX

areHToB, MEPEUYUCIICHHbIX B YTBEPKJACHHOM MepeyHe 3a00JeBaHui, B TOM YHCIIE,



oT Bo30OyauTeneit 3aboneBaHuii, crieuUIHBIX 11 MECT Pa3BEICHUS KUBOTHBIX.
B kauecTBe JKMBOTHBIX-NPOAYLIEHTOB HE JIOMYCKAETCS MCIOJIb30BAaHUE KPYIHOIO
poraroro cKotra M3 paiiOHOB, B KOTOPBIX OOHapyxeHO 3aloyieBaHUE TyOyaToOid
sHIIe(aromaTuei.

JXuBoTHblE, MOTy4yaBUIME AHTUOMOTUKHU, MOTYT OBITh MCIIOJNB30BaHbl JJIs
MOJTyYeHUsI CBIBOPOTKHM TOJBKO TIOCJIE MEpPHOJa BPEMEHH, HEOOXOAMMOIO MIJis
IOJTHOTO  BBIBEJIEHUS  AHTUOMOTMKA M3 oOpraHu3Ma.  AHTHOMOTHKHU
NEHUIWIITMHOBOTO pPsiia HE JOJDKHBI TPUMEHATHCSA ISl JICUCHUS IKUBOTHBIX-
IPOAYLIEHTOB.

XKuBoTHBIE-IPOAYLEHTH! MIPU MOCTYIUIEHUU JOJKHBI IMPONTH KapaHTHH, a
JOmaAul W KPYHOHBIA poOraTelii  CKOT (IOTOJHHUTENBHO) — BaKIMHAIHUIO
CTOJIOHSAYHBIM aHATOKCUHOM.

Hmmynuzayus scugommuix

[Tpu UMMyHU3a1IUY )KUBOTHBIX aHTUTE€H MOKET ObITh BBEZCH C abIOBAHTOM.
Bo BpeMms muki1a MMMyHM3AlMM HIPOBOJAAT TMOCTOSIHHBIM KOHTPOJIb 3/10POBbS
KUBOTHBIX W PETYJSPHOE OIpe/esieHHe BBIPAOOTKH CIeNn(DUIECKUX aHTUTEIL.
Ecnu y >KUBOTHBIX MPOSIBIISIFOTCS MATOJIOIMUYECKUE MTPOLIECCHI, HE XapaKTepHbIE IS
IPUMEHAEMOIO0 aHTUI€HAa, HCIOJb30BAaHWE BCEX IKUBOTHBIX B  TpyIIe
NPUOCTAHABIMBAIOT JO TEX MOp, MOKa He OyJeT YCTaHOBJIEHO, YTO 3TO HE
NoBNHsIET Ha Oe3omacHOCTh W A(PPEKTUBHOCTh KOHEYHOTro mnpoaykra. Ilpu
UMMYHH3AIMH KUBOTHBIX-TIPOYIICHTOB JKUBBIMH MHUKPOOPTAaHU3MaMU MEXIY
NoCIeHe MMMYHHU3alMeld U KPOBOIYCKaHUEM JIOJKEH OBITh BBIAEPIKAaH MEPUOJT
BPEMEHM, JOCTATOYHBIN I SIMMHUHALIMN BBEJCHHBIX MUKPOOPTaHU3MOB.

Cbop kpoeu unu niazmoi

CO6op KpOBH UJIH TJIa3Mbl IPOBOJAST MTyTEM BEHEIYHKIIUU WK I1a3Madepesa
B YCJIOBMSAX AacENTUKU. Mecto i cOopa KpOBH WM IUIa3Mbl JOJKHO OBITh
U30JIUPOBAHO OT MECTa COJIep:KaHus >KMBOTHBIX. Jlomyckaercs oObeanHeHUe
IUTa3Mbl, MOJIyYEHHOM OT HECKOJBbKUX JKUBOTHBIX. llodyueHHas muia3ma JOJDKHA
OBITH CTEPUIIBHOM.

Tonyuenue ummyHno2nobynuno6 unu ux ¢ppazmenmos
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NMMyHOTIOOYIHHBI WM MX (DPAarMEeHThl MOJY4YalOT METOJaMHU COJIEBOTO
dbpakuronupoBanuss U ¢GepMeHTHON 00pabOTKH, C MCIOJIb30BAHUEM Pa3IUUYHBIX
METO/IOB OUYMCTKM OT Oa/acTHbIX O€NKOB U Tmpumeceil (xpomartorpaduu,
MeMOpaHHOW  ¢uiabTpanuy, GepMeHTauu W JPYTUX  COOTBETCTBYIOIIMX
XUMHUYECKUX M (PU3NUYECKHX METOOB), 00ECIeUrBAIONINX IMOJIYyYEHUE MPOIYKTa,
CcBOOOJHOTO OT KOHTAMUHAIH, arperaToB 1 ()parMEHTOB CHIBOPOTOUHBIX OEIKOB,
BJIMSIONIMX Ha 0€30MacCHOCTh M Ka4ecTBO. TEeXHOJOTMYEeCKHUil Mpolecc MoydeHus
UMMYHOTTIOOYIMHOB WM WX (PparMeHTOB MAOKEH OBITh BanmuaupoBaH. Jlis
IPOAYKTOB, MPEACTaBICHHBIX (parMeHTaMH HUMMYHOTTOOYJIWHA, IS TapaHTUU
periiaMeHTUPOBAaHHON (parMeHTalMi YKa3bIBAalOT METOJIbl, IMOATBEPKIAIOIINE

PaBUIBHOCTh YCTAaHOBJIEHHBIX HOPMATUBHBIX TPEOOBAHUM.

NCIIBITAHUA
Onucanme. Xuakuii npemapar — OECUBETHBIA WM C KEITOBATHIM
OTTEHKOM, MPO3PAYHBIN 158105 cinabo ONaJeCUUPYOIINNA pacTBop;

JMOPWIN3UPOBAHHBIA TIpermapaT — O€NbIii WM CIerka >KENThIM MOPOIIOK WU
amop(Hasi, THTPOCKOIIUYECKas Macca.

HopmuaHoCcTh. [lONIMHHOCTE  MOATBEPKAAIOT  UMMYHOJIOTHYECKUMU
MeToaMu (MMMYHHBIN 35ekTpodope3, MeTo] MMMYyHoauddy3un B reie u ap.).
Jns  moATBEepkKACHUS  TMOJJIMHHOCTA  MOXET  HCIOJb30BaThCS  METO]
KOJIMYECTBEHHOTO OMPEICIICHHE aKTUBHOCTH.

IIpo3pavHocTsh. IIpo3paunblii UK ClIETKa ONAIECUUPYIOIIUN pacTBOP, €CIU
HET Jpyrux YyKazaHud B (apMakonelHOW cTaThe WIM HOPMATUBHOMU
JOKYMEHTAIIMU. YKa3bIBalOT MeToA onpeneneHusa. OmnpeneneHue NpOBOIAT B
cooTBeTcTBUU ¢ ODC «IIp0o3padHOCTh U CTENEHb MYTHOCTH KUIKOCTEI.

IBeTHOCTHb. beECUBETHBIN WM C JKEITOBAaTBIM OTTEHKOM PAacCTBOP.
Hcnbitanne npoBogAat B cooTBETCTBUU ¢ ODC «CteneHb OKpacku KUIKOCTEN.

Ilotepsi B Macce mnpu BeicymmuBaHuu. /[ mroduin3upoBaHHBIX
npenaparoB He O6onee 3%. OnpeneneHue TPOBOAT TPABUMETPUUECKUM METOJIOM B

coorBeTcTBUM ¢ OPC «IloTeps B macce pu BBICYILIMBAHUM.



Bpemsi pacrBopenusi. He Oomnee 20 muH s JMOQUIN3HPOBAHHBIX
npenapaToB. MeToauKy onpeaesieHusl yKa3blBalOT B HOPMAaTUBHOW TOKYMEHTAIUU.

pH. Ot 5,0 no 7,2. OmnpeneneHue NPOBOIAT MOTCHIUOMETPUYECKUM
MeTooM B cooTBeTcTBUU ¢ ODC «MoHOMETpHS.

HN3Baekaemplii 00bemM. JlolbkeH OBITh HE MEHES HOMHHAIBHOTO.
Omnpenenenue mpoBoAsT B cooTBercTBUU ¢ ODC «3Bnekaembiii o0beM st
JIEKapCTBEHHBIX (POPM JIs MapEHTEPATLHOTO TPUMEHEHUS.

OcmoasabHocTh. He Gonee 240 MOcmoi/kr. OmnpezeneHue MpOBOAST B
cootBeTcTBUU ¢ ODPC «OCcMONSIpHOCTE» B Ipenaparax, NpeJIHa3HAYeHHbIX IS
BHYTPUBEHHOTO BBEJICHUS C YKa3aHUEM PACTBOPUTEINS U €T0 00beMa.

Coaep:xxanne Oenxa. HopmatuBHble TpeOOBaHMS ~ YKa3bIBalOT B
HOPMAaTUBHOW JOKyMeHTanuu. OmnpeneneHue MpOBOASAT KOJIOPUMETPUUYECKUM
METOJIOM C OHYypEeTOBBIM peakTUBOM B coOTBeTCTBUU ¢ ODPC «OnpeneneHue
OenKay.

CrepuiabHocTb. [lomkeH ObITh crepwiibHBIM. OmpenercHue MNPOBOAAT B
cooTBeTcTBUU ¢ ODC «CTEpUIBHOCTDY.

IMuporennoctn. Jlomken ObITh anmuporeHHbIM. OmnpeeneHrue MpOoBOISAT B
coorBeTcTBUM ¢ ODPC «IIuporeHHOCTh». YKa3bIBaIOT TECT-A03Y, IOIYCTUMBbIE
Ipeeibl K3MEHEHUIN TEMIIEPATYPhl Y )KUBOTHBIX. BBoAAT 1 M nmpenapara Ha 1 kr
Macchl Kpoauka. it TnouIn3upoBaHHbIX MIPENapaToB YKa3bIBAIOT PACTBOPUTEIH
U €ro o0beM.

Bbakrepuanbubie 3H10TOKCHHBI. HOpMaTuBHBIE TpeOoBaHUs, TpeOOBaHUS
K MpoOOMOJArOTOBKE MperapaTra, TeCT-J03€ B BECOBBIX, OOBEMHBIX WU APYTHX
€IMHUIIaX YKa3bIBAIOT B HOPMATUBHOM JOKyMeHTaluu. VcmbiTaHue mpoBOIAT B
cootBeTcTBUU ¢ ODPC «bakTrepralibHbIe 3HIO0TOKCHHBD.

AHOMAJIbHASL TOKCHYHOCTB. J[0iKeH OBITh HETOKCHYHBIM. OrmpejeneHue
poBOJAT B cOOTBETCTBUU ¢ ODC «AHOMaNbHAsi TOKCUYHOCTBY. Y Ka3bIBaIOT TECT-
JI03bI, CIIOCO0O BBEJICHHS M BpEeMs HAOIIOICHMUS.

Cnenuduyeckass aKTHBHOCTb. YKAa3bIBalOT TPEOOBAHHS K IOKA3aTENIO

CHCHI/IQ)I/I‘-IGCKOI\/’I AKTUBHOCTH MW OIHKUCBIBAIOT MCTOA €€ KOJHMYCCTBCHHOI'O
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onpeaeneHus. Crnenu@puueckyro aKTUBHOCTh JKUAKUX IPENapaTOB BBIPAKAIOT B
KOJIMYECTBE aHTUTEN B eAuHHIC 00bema. (s Mnoduam3upoBaHHbBIX MPEnapaToB
YKa3bIBalOT AaKTUBHOCTbH COAECPXKUMOTO IMEPBUYHON YMAaKOBKH WM AKTUBHOCTb,
IPUXOJIALIYIOCS Ha €UHUIY 00beMa MOCje pacCTBOPEHUS B ONPEACIEHHOM 00beMe
pactBoputena.  KolnuyecTBEHHOE  COJIEpXKAHWE  AHTUTENl  BBIPAXKAwT B
Mexnynapoausix enununax (ME). Onucanue Metojla BKIIOYAeT TpeOOBaHUA K
KUBOTHBIM (BHJ, JIMHUS, Macca, I0JI, KOJUYECTBO); ONKUCAHUE CXEMbl U METOJa
BBEJICHUSI IIpenapara, yKa3aHue Ha HCIOJIb30BaHUE CTaHAAPTHBIX 00pasloB (mpu
HEO0OXOIMMOCTH), BEJIMYMHBI UCIOJIb3YEMBIX J103; TPEOOBAHHME K peareHTaM, TeCT-
TOKCHHAM U BUpPyCaM, UX J103aM; CPOKH HAOJIOJICHUS U YUUTHIBAEMbIE MTOKa3aTelH,
METOJIbl ~ pacuera W  CTAaTUCTUYECKONM  o0pabOTKH  pe3yiapTaToB  (MpuU
HEOOXOJIUMOCTH).

[Ipu omnpeneneHun crneuuPUUecKkol akTUBHOCTU METOJAaMU In  Vitro
OPUBOJAT ONHMCAHWE METOAMKH, TpeOOBaHMS K peareHTaM, Y4HUTbIBacMbIe
NIOKa3aTellu.

YaeabHasi akKTHBHOCTH (€ClU MpeaycMoTpeHo). TpeOoBaHus yKa3bIBAIOT B
dbapmakoneiHoi cTaThe WM HOPMATHUBHOM JTOKYMEHTAIUU. Y IeJbHAsI aKTUBHOCTh
BBIpa)KAaeTCd B KOJMYECTBE €AMHMI] akTUBHOCTU (Hampumep, ME), Ha
yCTaHOBJIEHHOE KoyndyecTBO Oenka. [lokasarens ompeaenstor no ¢opmyie myTeM
JIeJIEHUs] aKTUBHOCTH, MPUXOASIIEHCS Ha eIMHUIly 00beMa, Ha KOJIMYECTBO Oelka,
HaXOJISIIIET0CS B TOM JK€ O0OBEME.

BemecrBa, BHOcuMMBIe B mnpemapar. Eciu npemapar  CoOIepKHUT
KOHCEPBAHThI, CTAOMJIM3aTOPhl WJIM HAMOJHUTENH, YKa3blBAIOT HUX JOIMYCTUMOE
KOJIMYECTBO B €IMHHIIE oObeMma (MJd >KUJKUX MpernapaToB) WIH COJAEPHKUMOIO
HNEPBUYHON YMAaKOBKH (Uil JHOQWIM3UPOBAHHBIX TMPENapaToB) M METOIbI
onpenenenus. KonnuecTBO  KOHCEpBaHTa HE  JOJDKHO  OBITh  MEHbIIE
YCTaHOBJICHHOTO 3((EKTUBHOTO MHHMMyMa U HE TPEBBIIIATH 3asSBICHHYIO

Benu4nHY Oosiee yem Ha 15%.



Cradonamsarop. KonmyecTBo crabunmnzaropa JOKHO OBITh HE MEHbILE
80% u He Oonbie 120% oT 3asBneHHON BenuunHbl. CoepkaHue craduiausaropa
OMPENENSIIOT C TOMOIIBIO MOAXOIAUIET0 (PU3UKO-XUMHUECKOTO METO/IA.

PacTBOpuTe/IM U peareHThbl, BbIIyCKaeMble B KOMILICKTE C IPenapaToMm.
B xommiexkte co crneuu@uueckoil ChIBOPOTKOM  BBIMYCKAETCS  CHIBOPOTKA
COOTBETCTBYIOLIETO  BHJA  KMBOTHOro, passexeHHas  1:100, koropas
npeaHa3HayeHa JUisl MOCTAHOBKM BHYTPUKOXHOW NpPOOBI C LEIbI BBIABICHUS
YYBCTBUTEIBHOCTH YEJIOBEKAa K JIEKAPCTBEHHOMY IIpenapary, eclid 3TO
IPETyCMOTPEHO UHCTPYKIUEHN IO IPUMEHEHHUIO.

B kauectBe pactBopuTenei g JMOGUIM3UPOBAHHBIX IPENapaTos,
UCIOJIB3YIOT PACTBOPUTEINN, Pa3pelICHHbIE K MEIULUMUHCKOMY NPUMEHEHHUIO MpU
COOTBETCTBYIOILIEM ITyTH BBEJICHHS, KOTOPHIE HE BIMIIOT HA Ka4yeCTBO Ipernapara.
TpeOoBaHUs K KAYECTBY PaCTBOPUTEIS IOJKHO OBITh ONpEieTICHbl B HOPMATUBHOM
JOKYMEHTAllU MPOU3BOJUTENS, B KOTOPYH JOJDKHBI OBITh BKJIIOYEHBI BCE
IIOKA3aTeJId Ka4eCTBa JIJIsl KOHTPOJIS PACTBOPUTEIIS.

Ynakoska 71 MapKHPOBKA. B COOTBETCTBUHU c 0oC
«IMMyHOOHOJIOrMYECKUE JIEKApCTBEHHBIE MTpenapaThh».

TpancnoprupoBanue M XpaHeHue. B 3alMIIEeHHOM OT CBETa MECTE IPHU
temneparype oT 2 no 8°C. JXXuukue JieKapCTBEHHBIE CPEACTBA HE JOIYCKAETCs

3aMOpPa’>XKNBaThb.



