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MpeaucnoBue

Lennu npuHumnel ctaHaapTusaummn B Poccuitickon ®eaepaummyctaHosneHsl $egepanbHbiM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-d3 «O TeXHUYECKOM perynupoBaHuny», a npasuna NpUMeHeHUs HauuoHanbHbIX
ctaHgaptoB Poccuinckon ®eaepauymn — MOCT P 1.0—2004 «CraHpaptusauus B Poccuitckoint depepaumu.
OCHOBHBIE MONOXEHNA»

CBepaeHus o cTaHaapTe

1 PASPABOTAH ®egepanbHbiM rocyapcTBeHHbIM yupexxaeHmem « Bcepoccuinckunia rocyaapCcTBeHHbIN
LleHTp ka4yecTBa U cTaHAapTU3ALLMUN NTIEKAPCTBEHHBIX CPECTB IS )KUBOTHLIX U KOPMOB» (PIY «BMHKN»)

2 BHECEH YnpaBneHueMm TeXHU4eCcKoro perynmpoBaHusl U ctTaHgaptTusaunm degepanbHoro areHTcTea
No TEXHU4ECKOMY perynmpoBaHuio U MeTposiornm

3 YTBEP>XOEH W BBEOEH B OEWUCTBUE Mpukasom PeneparnbHOro areHTCTBa No TEXHUYECKOMY
perynupoBaHuto u metporniorum ot 30 Hos6psa 2010 r. Ne 699-ct

4 BBEJEH BINEPBbIE

Uncbopmayusi 06 uUsMeHeHUsIX K HacmosiueMmy cmarnOapmy rybriukyemcs 6 exe200HO u30asaemMoM
UHbopMayUOHHOM yka3amerie « HayuoHanbHble crmaH0apmbly, @ MmeKcm U3MeHeHUl U rornpagoKk — 6 exXeme-
CAYHO U30asaeMbix UHGOPMAYUOHHBIX yKasamernsx «HayuoHanbHble cmaHdapmel». B ciiydae nepecmMompa
(3ameHbl) Unlu OMMeHbI Hacmosiuje2o crmaHoapma coomeemcemeytoujee yeedomreHue bydem onybrukoeaHo
8 eXXeMeCs4YHO U3dasaeMoM UHPHOpMayUOHHOM yka3amerie «HayuoHarnbHbie cmaHdapmbi». Coomeemcmay-
rowas uHghopMauus, yeedoMIeHUe U MEeKCMbl pasmMeLaromces makke 8 UH(hopmMayuoHHol cucmeme obuiezo
ronb308aHUs — Ha oghuyuansHom calime ®@edeparibHO20 a2eHmemea o MexHU4eCcKoMy pe2ynuposaHuio U
Memporioauu 8 cemu IHmepHem
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rOCT P 54063—2010

HAUMWOHANBbHBLIA CTAHAOAPT POCCUUCKOWN @GEOEPALUMU

CPEOCTBA JIEKAPCTBEHHbBIE OnA XXUBOTHbIX

MeToabl onpegeneHus 6easpeqHOCTU

Medicine remedies for animals.
Methods of safety identification

DaTta BBegeHna — 2012—01—01

1 O6nacTb NnpMMeHeHus1

HacToswumin cTaHOapT pacrnpocTpaHsaeTca Ha MeToabl onpeaeneHusi 6e3BpeiHoCTU U TOKCUYHOCTU
NekapCTBEHHBbIX CPeACTB ANS XUBOTHBIX 1 yCTaHABNMBAET [03bl, CNocobbl BBeAeHUs NeKapCTBEHHOro cpe-
ACTBa 1 BUABI UCTILITAHUIA.

2 HopmaTuBHbI€e CCbINKU

B HacTosilwem cTaHgapTe UCNofb30BaHbl HOPMATUBHBIE CChISIKW Ha criefyloLme cTaHaapThbl:

FOCT P NCO 7864—2009 Urnbl HbEKLUOHHBIE OQHOKPATHOIO NPUMEHEHUSI CTEPUIIbHBIE

rOCT P NCO 7886-1—2009 LUnpuubl WHBEKUMOHHBIE OQHOKPATHOMO NPUMEHEHUA CTepUnbHbIe.
YacTb 1. LUnpuubl 4N py4HOro Ucnonb3oBaHUA

FOCT P 52684—2006 CpepcTtBanekapcTBeHHbIe ANs XUBOTHLIX. [paBunia npuemku, metoabl oTbopa
npo6

rOCT 6709—72 Bopga anctunnupoBaHHas. TeXHUYeckue ycrnosus

FOCT 8074—82 MuKpocCKOonbl MHCTPYMEHTanbHble. TUMbI, OCHOBHLIE NapaMeTpbl U pa3mMepbl. TeXHK-
yeckue TpeboBaHuUs.

FOCT 18300—97 CnupT 3TUNOBLIN PEKTUDUKOBAHHDbIA TEXHUYECKUIA. TeXHUYECKMUE YCNOBUS

FOCT 22280—76 PeakTuBbl. HaTpuil TMMOHHOKACHEIA 5,5-BOAHBIA. TeXHUYECKUE YCroBUs

FOCT 22967—90 LUnpu1ubl MeANLNHCKNE UHBEKLUOHHBIE MHOMOKpPaTHOrO NpumeHeHust. OoLLmne TexHK-
yeckue TpeboBaHUA U MeToAbl UCTIbITAHWUIA

FOCT 25336—82 lMocypna v obopyaosaHue nabopaTopHble CTekNAHHbIE. TUMbI, OCHOBHbBIE NapameTpbl
1 pasmepsl

FOCT 25377—82 WUrnbl UHbLEKLUUOHHBIE MHOTOKPATHOrO NpUMeHeHns. TexHudeckue ycnosus

rOCT 28085—89 [Mpenapatel buonornyeckune. Metoa 6akTepruonoruieckoro KOHTPOona CTepunbHOCTU

FOCT 29230—91 (MCO 835-4—81) Mocyaa nabopaTtopHas cTeknsHHas. MuneTkv rpagynposaHHbIe.
YacTb 4. MuneTku BbiayBHbIE

MpumeyaHwune— lNpu nonb3oBaHUM HACTOAWMNM CTAaHAAPTOM UenecoobpasHo NPOBEPUTL AEUCTBUE CCbINOY-
HbIX CTAHZAPTOB B WHMOpPMaLMOHHOW cucteme obwero nonb3oBaHus — Ha oduumanbHoOM cante PegepanbHOro
areHTCTBa N0 TEXHUYECKOMY PeryrnmpoBaHuio U MeTponornm B cetm IHTEpHeT unm no exerogHo nsgasaeMomy nHdopma-
LMOHHOMY yKa3aTternto « HaumoHanbHble cTaHgapThI», KOTOPLIM ONY6NMKOBaH NO COCTOAHUIO Ha 1 AHBApPA TEKYLLEro roaa, u
Nno COOTBETCTBYIOWMM EXEMECSYHO N3daBaeMbiM UHPOPMALMOHHBIM yKa3aTenam, onybnmkoBaHHbIM B TEKYLLEM roay.
Ecnv ccbinoYHbIVi CTaHAapT 3aMeHeH (M3MEHEH), TO MPW NONb30BaHUM HACTOSALWMUM CTaHAAPTOM cnefyeT PyKOBOACTBO-
BaTbCA 3aMEHSAIOLMM (M3MEHEHHbIM) cTaHaapToM. Ecnu ccbinovHbin cTaHgapT oTMeHeH 6e3 3ameHbl, TO NONoXeHue, B
KOTOPOM AaHa CChINKa Ha Hero, NPYMEeHsIeTCsl B YacTW, He 3aTparnBatoLwwen 3Ty CCbinky.

UzpaHne ocpmumanbHoe
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3 TepMuHbI, onpeaeneHusl U coKpalleHusi

3.1 B HacToAlleM cTaHaapTe npUMeHeHb! criedytoliMe TepMUHbI ¢ COOTBETCTBYIOLMMA ofpeaene-
HUAMM:
3.1.1

nekapcTBeHHOE CPeACTBO ANA XXMBOTHLIX: BellecTBO UK cMech BeLLeCcTB NPUPOAHOro, pacTUTeNb-
HOrO, XXWBOTHOTO WM CUHTETUYECKOro npoucxoxgeHus, obnagatoulee(as) dapmakonornyeckum
0eNCTBNEM.

[FOCT P 52682—20086, ctaTbs 1]

3.1.2 6e3BpeAHOCTb [TOKCUYHOCTb] NeKapcTBEHHOro cpeAcTBa ANs XUBOTHLIX: NokasaTens 6e3-
ONacHOCTU NeKapCTBEHHOTO CPeACTBa ANA XKUBOTHLIX, XapaKTepuUsyoLWIA pUCK NPUYNHEH WS Bpeda 340PO0Bbi0
XMBOTHBIX B pe3yrbTaTe ero npuMeHeHus.

3.1.3

6e3onacHOCTbL NEeKapCTBEHHOro cpeacTBa ANA XUBOTHbIX: XapakTepucTuka NeKapCTBEHHOro
cpeacTBa Ans XUMBOTHbIX, BKOYaoLWwasn ero acpdekTMBHOCTb U Ka4eCTBO, OCHOBaHHAA Ha CPaBHUTENbHOM
aHanuse ero 3¢pdekTUBHOCTIN U OLLeHKU pUcka NPUYUHEHWUA Bpeaa 3A0POBbLI0 XKUBOTHbIX, NHOAEN 1 OKpYXKato-
wen cpege.

[FOCT P 52682—2006, ctaTbn 24]

3.14

nabopatopHasanpob6a: NMpoba, npegHasHaveHHan ANA NabopaTopHbIX UCCeaoBaHWUN UM UCNIBITAHUA.
[FTOCT P 50779.10—2000, nyHkT 4.31]

3.15

cpegHAasa npob6a: Npoba, nonyveHHas U3 06 beAUHEHHOM NPo6bl B KonNMyecTee, 06ecrneynBaoLLem npo-
BeJeHNe aHan1M3oB N cosgaHue apXuBHbIX 06pa3sLIoB.
[FTOCT P 52684—2006, nyHKT 3.1]

3.1.6

o6beauHeHHan BbiGopka: Beibopka U3 COBOKYMHOCTM, Nonyyaemasa o6beanHeHnem Bcex Bblbopoy-
HbIX e4WNHWL, B3ATBIX U3 3TOW COBOKYMHOCTM.
[FTOCT P 50779.10—2000, nyHkT 4.29]

3.1.7 cmewaHHaa npo6a: poba, nonyvyeHHas nyTeM CMeLWMBaHUA PaBHbLIX OOBLEMOB XWAKOrO
rnlekapCTBEHHOro cpeacTsa, 0TObpaHHbIX U3 eANHWL, LUTYYHOW NPOAYKL UK.

3.1.8 cTepunbHOCTL: [loKasaTtesb, XapaKTepusyoL i NOMHOe OTCYTCTBUE MUKPOOPTraHU3MOB.

3.1.9 nuporeHHocTb: [NokasaTenb, XxapakTepusyoLwuii konebaHua TemnepaTypbl Tena XMBOTHOTO Npw
BBeAEeHW NekapCcTBEHHOro cpeacTsa.

3.1.10 6akTepuanbHble IHAOTOKCUHbI: TOKCMYECKNE BeLlecTBa, NPOYHO CBA3AHHLIE C KNETOYHbIMU
CTpykTypamun Bakrtepuii, ocsoboxaatowmecs Npyu pacnage KneTok UM ux paspyleHny B pesynbtaTe BO3-
OelCTBUS (PU3NHECKNX NN XMMNYeCKUX (hakTopOB, a Takoke BbiaensieMble 6akTe pusamMmn B OKpyXXatoLyto cpeay B
npouecce UX Xn3HeaesiTeMbHOCTU.

3.1.11 NAN-tect: Cnocob nabopatopHoro onpeaenexHust bakTepuanbHbiX 3HAOTOKCUHOB U MUPOreH-
HOCTM NekapCTBEHHbIX CPEACTB, NpeXae BCcero BoAbl ANsi UHbEKLUA U UHBEKLMOHHbIX pacTBOPOB.

3.1.12

[03a NeKapcTBEHHOTo cpeAcTBa AN XUMBOTHbIX: OnpefeneHHoe KONMYECTBO NleKapCTBEHHOMo
cpeacTsa Ans XKUBOTHbIX, BBOAMMOTO B OPraH1U3M KNUBOTHOTO.
[FTOCT P 52682—2006, ctatbs 21]
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3.1.13 BakuuHa 6akTepuiiHasa: MmmyHobMonorMieckuin npenapar, cogepkaLliyin XXuBble U MHaKTu-
BUpOBaHHble 6akTepun 1 (MN1) NPOAYKTbl UX KN3HeAeATeNTbHOCTH.

3.2 B HacTosiwem cTaHgapTe NPpUMEHeHo criefyollee cokpalleHune:

CIMNd — cBoboaHbIe 0T NaToreHHoro gakTopa.

4 OOLWwue nonoxeHus

Bce nekapcTBeHHble cpeacTBa ANs XXUBOTHBIX MoAnexaT npoBepke Ha 6e3BpeAHOCTb U (MN1) TOKCUY-
HOCTb. MpyW 3TOM B 3aBUCUMOCTM OT HasHa4YeHus1, 4o3bl U crnocoba BBeAeHUs NoKasaTenu, XapakrTepusytoLme
6e3BpeaHOCTb NIeKapCTBEHHOro cpeAcTBa, MOTyT pasnuyaTbCs.

B Guonornyecknx nekapcTBEHHbIX CpeAcTBax, CoAepXallnx UHAKTUBUPOBAHHLIA BUPYC, onpeaensoT
MOMHOTY MHAKTMBALMMW Ha NaGopaTOPHBIX KMBOTHBIX UMW KyNbTypax KMeTok.

MONHOTY MHaKTUBALIMN BaKTePUAHBIX BaKLMH ONpeAensitoT MyTeM BbICEBA UX HA CTEPUNBHOCTb, @ TOKCUY-
HOCTb MPW UCMbITAHUM Ha XMBOTHBLIX. MCNbITAHMIO Ha CTEPUILHOCTbL MoAsieXxaT Takke BCe SlekapCTBEHHbIE
cpeacTBa AN UHBEKLWIA, rNasHbie Kannw, Masu, MIeHKA U pyrMe neKapcTBeHHble cpeAcTBa, B OTHOLLIEHUN
KOTOPBIX UMEHTCH COOTBETCTBYHOLME YKa3aHUs B HOPMATUBHOM JAOKYMEHTE Ha KOHKPeTHOe JieKapCTBeHHOe
CpeacTBo.

MuporeHHoCTb U (MNK) cogepXkaHue GakTepuarbHbLIX 3HOOTOKCUHOB OMpeaensioT B NlekapCTBEHHbIX
cpeacTBax M pacTBopax, npeaHasHauyeHHbIX ANnsl UHbEKLMOHHOTO MPpUMEHEHUs.

B dapmMakonornyeckmx nekapcTBeHHbIX CpeicTBax AN XXUBOTHLIX, KaK NPaBuIo, onpeaensiioT TOKCUY-
HOCTb Ha NabopaTopHbIX XXMBOTHBLIX W ApyrMe MokasaTenu, ykasaHHble Bbllle, COrfNacHo HasHauyeHuio
NekapcTBEHHOrO CpeacTBa.

5 O160p Npob

Ons neneiTaHus 6e3BpeaHOCTU (TOKCUYHOCTU) NeKapcTBEHHOro cpeAcTBa ANSA XMBOTHBIX 0TBop Npob
nposoasTno FOCT P 52684.

6 Martepuanbl U XMBOTHbIe

LleHTpudyra nabopaTtopHas mobon mapku.

TepmocTat nobo Mapku.

XonoannbHWK 6bITOBOM.

OBockon.

Mukpockon 6uonorudeckuin no FOCT 8074.

MuneTtkn mepHble BMecTUmocTbio oT 1 40 10 M3 no MOCT 29230.

LWnpuubl BMecTuMocTbio oT 1 40 5 cm3 no FTOCT 22967 uFOCT 24861.

Mrnbl nibekumoHHble no FTOCT 25377 uTOCT PUCO 7864.

Wrnbl ¢ HannasneHHoM onnBoi AMameTpoM 1 Mm.

®rakoHbl CTEKNSIHHbIE PAa3HOW BMECTUMOCTW.

Mpobupku cteknsiHHble no FOCT 25336.

Mpobkn pe3nHoBbIE NN BaTHO-MapreBbIe.

MuneTku rnasHoie.

30HA KenyaouHbIR.

Bopaa guctunnunposarHas no FOCT 6709.

Boga ana nHbekunn [1].

CnunpT aTUNOoBLIN pekTudukosaHHbI no FOCT 18300.

PactBop HaTpusi xnopuaa 0,9 %-HbliA U3oToHUYeCKUiA [2].

Hatpuin numoHHOoKMCbIN 3-3ameleHHbi no FTOCT 22280.

Mopaepxusatowan cpega: 0,5 %-Hblid rugponuaaT naktansbymuHa Ha coneeBoM pacTeope Jpra no
IXoHcoHy ¢ 5 % MHaKTUBMPOBaHHOW CbIBOPOTKM KPYMHOMO pOraToro ckoTa.

1 %-Hasa n 5 %-Has cycneH3nm KypuHbIX 3pUTpoLUTOB.

MepBUYHan KybTypa KNeTok KypuHbIX onbpobnacTtos.

MepesuBaemas kynsTypa VERO (MeTanHeBMOBUpYCa NTULL).

MeTyxu-goHopbl cTaplue 6 mec.

3OMbpuroHbl yTok 10—12-cyTouHOro Bo3pacra.

Omb6puoHbl CMN® kyp 10—12-cyTouHOro Bo3pacra.
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UsinnaTa.

CMN® ybinnara.
Mbiwn 6enble.
Kpblickl 6enbie.
CBUHKN MOpCKUE.
Kponuku.
MopocaTa.
MoacBUHKM.
Hopku.

LLleHkn cobak.
Hytpun.

OBLUbl.
Txop30odpeTKM.
Tenara.

7 MoaroToBKa K UCMNbITAHUIO

7.1 [Ana nposeaeHns ucnbiTaHuA Ha 6e3BpeaHOCTb XuUAKUX hopM NieKapcTBEHHBbIX CPEACTB U3 cpeaHeln
npo6bl 0TBMpaloT HeoBXO0AMMOE KONMUYECTBO YNAKOBOYHBIX €AUMHUL, (amnyn, priakoHOB U T. 1.) M FOTOBST CMe-
LIaHHyto Npoby, oTObMpasi M3 HUX paBHbIE NO 06beMy KONMYECTBa NeKapCTBEHHOro CPeACTBa U NEPEHOCH UX B
CTepunbHbI hriakoH (Mpobupky). M3 cMeluaHHon Npobbl 0T6UpatoT naGopaTopHyto Npoby, KOTOPYHO UCMONb3Y-
toT ANs NpoBeAeHUst UCTbITaHWI Ha BesBpeaHocTb. Mepea BBEASHNEM XUBOTHBEIM COAEPXKUMOE TLLATENbHO
nepemeLLuBaloT.

7.2 NnocmnusnpoBaHHble (hopMbl NEKAPCTBEHHBIX CPEACTB NpeaBapUTeNbHO PECYCrNeH3NpyIoT B CTe-
puibHOM pacTBopuTene (pasbasuTerne) cornacHo HOpMaTUBHOMY JOKYMEHTY Ha KOHKPETHOE NekapcTBEHHOe
cpeacTso. [lTaGopaTopHyto Npoby roToBsT, kak ykasaHo B 7.1.

7.3 MoAaroroBKa XUBOTHbIX

7.3.1 YKMBOTHbIX, UCTIONb3YEMbIX ANA UCNbITaHUA Ge3BpeAHOCTU NeKkapCcTBEHHBIX CpeacTB, 6epyT Tonb-
KO 13 Braronony4HbIX No MHPEKLMOHHLIM 60Me3HAM NMYHKTOB BbipalluMBaHUS.

7.3.2 [Ons npoBepku Ha 6e3BpeaHOCTb (hOPMUPYIOT OMNBITHLIE U KOHTPOSbHbIE MPYNIbl KITMHUYECKU 300-
POBbIX XMBOTHbIX, MPOLUeALNX KapaHTuH. B cnyyae Heo6xoanuMocTH, OTOBOPEHHOM B HOPMaTUBHOM [JOKYMEH-
Te Ha KOHKPeTHOoEe NekapCTBEHHOE CPeACTBO, KMBOTHLIX MPOBEPSIOT Ha Hanuume crneunduyeckux aHTUTerN.

Bua, non, Mmacca, BO3pacT U KONMYECTBO XKUBOTHLIX, UCMOMb3YEMbIX 4511 UCTILITAHUS, AOMKHBI GbiTh YKa-
3aHbl B HOPMaTUBHOM [IOKYMEHTe Ha KOHKpeTHOe NekapCTBEeHHOE CPeaICTBO.

7.3.3 KnBOTHbIX criedyeT codepkaTb Ha MOCTOAHHOM cOanaHCMpoBaHHOM paLMoHe KOPMITeHUs, onpe-
JensemMoM AN KaXaoro KOHKPETHOro Baa 1 Bo3pacTa XUBOTHOTO.

7.3.4 Bce XMBOTHbIE, He MeHee YeM 3a CYTKM A0 MPOBEPKM, AOSKHBI HAXOAUTLCA B NOMeLLeHUun Ans
ncnblTaHus.

7.3.5 >KMBOTHBIX UCMOMbL3YIOT B OMNbITE OAWH pas, MOBTOPHOE UCTICTb30BaHME XKUBOTHBIX HE AonyckaeT-
cs1. He gonyckaeTca npoBepsTb 6e3BpeHOCTL NIeKapCTBEHHOTO CpeACTBa Ha XUBOTHbBIX, PaHee UCMoNb3oBaH-
HbIX 1119 NPOBEPKY MO APYTMM NnoKasaTensam.

8 Cnocobbl BBeaeHUA nekapcTBeHHOro cpeacTBa

Mpwn UchbITaHUM NEKaPCTBEHHOIO CcpeacTBa Ha 6e3BpeHOCTb NPUMEHSIOT cliegytolwe cnocobbl BBe-
neHnsa:

a) BHYTPUMbILLEYHBIA — TECT-A03Y NEKapCTBEHHOO CpeAcTBa BBOAAT B MbiwLy 6eapa (BHYTPEHHo0
NN HAPY>KHYHO YaCTb) )KUBOTHOTO UM CPEAHION TPETb LUeW, UMW rPYAHYHO MbILULY NTULB;

6) BHYTPUBEHHbIA — TecT-403Yy flekapCTBeHHOro cpeacTBa BBOAST B oAHY M3 BOKOBbLIX BEH XBOCTa
MBILLW UK B BEHY YXa Kpomnuka, UM AOCTYMHY0 BEHY ApYroro X1MBoTHOro. JlekapcTBeHHoe cpeacTBo nepeq
BBEAEHMEM nodorpesatoT 4o Temnepatypsl 37 °C. CkopocTb BBeAeHWs A4oMmkHa BbITb 0,1 cm3/c, ecnn HeT apy-
TUX YKa3aHWiM B HOPMAaTUBHOM JOKYMEHTE Ha UCTLITYEMOE NekapCcTBEHHOE CPpeacTBo;

B) BHYTPUOPHOLIMHHBIA — TECT-003Y NeKapCTBEHHOro cpeACcTBa BBOAST B OPIOLLHYHO MOMNOCTb;

r) NOAKOXHBIA — TecT-A403Yy NeKapcTBeHHOro cpecTBa BBOAAT MOA KOXY KMBOTHOTO, Kak npasumo, B
obnacTu cnuHbl (AonyckaeTcsa B obnacts wen, 6egpa);

) nepoparnbHbli — TecT-A03Y NekapCTBEHHOro cpecTBa BBOAST BHYTPUKENYAOUHO Yepes poT XKUBOT-
HOTO C MOMOLLBHO LLMPULLA U UMbl C HANMaBNeHHON ONMBOI UNU PE3VHOBLIM 30HAOM HaToLLaK Unu npenapar

4
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BBOAAT C KOPMOM WIK BbINaUBaloT, creas Npy 3ToM, 4Tobbl Bce nopuum kopma 6binm cbeeHbl Unu BeA Xua-
KOCTb BbinuTa. MoUTb 1 KOPMUTL JKUBOTHBIX U NTULLY MOCIE BBEAEHUA NeKapCTBEHHOro CpeaAcTBa cnegyeT He
paHee YeM yepes 2—3 y;

€) HapyXHbli:

1) TpaHcaoepmanbHbI — fekapCcTBEHHOE CPeACTBO B onpeAeneHHbIX A03aX U KOHLEHTpaLUsIX HaHO-
CAT Ha BLICTPWKEHHBIN MW BLIGPUTLINA YH4ACTOK KOXM XKMBOTHOFO (TakuM cnocoboM MOryT HaHOCUTLCS KpeMbl 1
nnacTbipu);

2) BpacTBOpeE NeKapCTBEHHOro CpeacTea onpeaeneHHbIX KOHUEHTpaL M u obbema NpoBoANAT Kyna-
HUE XXMBOTHBIX C 3aAaHHON 3KCNo3uumen (No BpeMeHu);

3) HaHeceHue nekapCTBEHHOTO CPEACTBA Ha CNN3UCTbIE 060104YKN MyTeM BBE4EHUS ero B KOHbIOKTU-
BaslbHbIA MELLOK r11a3a XXMBOTHOMO MHTpaHa3sanbHo Uin Apyrum cnocobom, NpeaycMoTpeHHBIM HOPMaTUBHBLIM
AOKYMEHTOM Ha KOHKpPETHOE NiekapCcTBEHHOe CPeACTBO;

X) MHTpauepebpanbHbIi — NekapcTBEHHOEe CPeACTBO BBOAAT HENOCPEACTBEHHO B OMMOBHOW MO3r
XUBOTHOrO;

3) BHYTPUKOXHBIA — NeKapCTBEHHOE CPEACTBO BBOAAT B rNyBoKMe Crou KOXu;

1) MHTpaTeKanbHbI — flekapcTBEHHOE CPeACTBO BBOAAT B OKpY>KatoLLee CNIMHHON MO3I NPOCTPaHCTBO,
yT06bI 06ECNEYNTL €0 MOCTYNNEeHWEe HEMOCPEACTBEHHO B LIeHTPanbHY0 HEPBHYIO CUCTEMY;

K) BHYTPWU30OHbIA — NnekapcTBEHHOE CPEeACTBO BBOAAT NTULE B 306.

9 [o3bl NekapcTBEHHOro CpeAcTBa, MCNofMb3yeMble NPU UCTbITAHUKU
6e3BpeaHOCTH

9.1 WcnbiTaHus 6e3BpeHOCTM XUBbIX BUPYCHBIX BaKLMH Ha XXMBOTHBIX NP BHYTPUMBbILLEYHOM BBEe-
HUW NPOBOAAT, KaK NpaBuIo, B 10-kpaTHOM A03e, 8 UHAaKTUBUPOBAHHLIX — B ABYX-YeTblpexKpaTHOM Ao3e, ecnv
Apyroe He OroBopeHo B HOPMATUBHOM AOKYMEHTE Ha KOHKPETHOe fiekapCcTBEeHHOe CpecTBO.

BakTepuanbHble BakUMHBI BBOASAT, Kak MpaBuno, B AByKpaTHON Jo3e.

0O6bem BBOANMOrO NEKapCTBEHHOTo CpeacTBa NepopansHo: Ana Mblwn — 0,5—1,0 cm3, MOpCKoI CBUH-
kn — 1,0—10 cm3, kponuka — 3 cm3.

Mpn nHTpauepebpansHOM crnocobe BBedeHUs A03a NekapcTBEHHOro cpedctsa Ans 6enoit Mbiwn
cocTaenset 0,03 cmd,

Mpn BHyTpuBEHHOM crocobe BBedeHWA f[03a NleKapCTBEHHOro CpeacTBa cocTaBnsaeT Ans
MbIwn — 0,5 cm3, ansa kponuka — 1 cm3,

9.2 [o3bl NekapCcTBeHHOro CpeacTBa, HAaHOCUMBIE Ha KOXKHbIE MOKPOBbI, CIU3UCTbIe 060M04KM Npu onpe-
AeneHnn anneprusupytoLlero AenNcTeusl, NPUBOAAT B HOPMATUBHOM [JOKYMEHTE Ha KOHKpPETHOe NekapcTBeH-
HOe cpeacTso.

9.3 Mpu BHYTpN306HOM BBEAEHUN OOLMCTbI BBOAAT HENOCPeACTBEHHO B 306 Yepes LNpuL, ¢ KaHionewn B
KOnM4ecTBe NATK 403 LbiNasTaM NATUCYTOYHOrO Bo3pacTa.

9.4 TMpuucnbiTaHNN peakTOreHHOCTU NeKapCTBEHHOE CPeACTBO BBOASIT B TepaneBTUIECKoN 403€, PeKo-
MeHO0BaHHOW MHCTPYKLUMEN NO NPUMEHEHMUIO.

9.5 HabntogeHue 3a XNBOTHLIMW BEAYT B TedeHue 5—12 cyT.

10 OnpepeneHne NONMHOTbI MHAKTUBaLUN (OCTAaTOYHON TOKCUYHOCTU
M BUPYNEHTHOCTU) BaKUWH Ha NabopaTopHbIX XXKMBOTHbLIX UMW KYNbType KNeTok

MonHOTy MHaKTMBaLMMK (OCTATOUHYH TOKCUYHOCTb M BUPYIIEHTHOCTb) MPOBEPSAIOT B fleKapCTBEHHbIX
CpeacTBax, coAepalluX WHAKTMBMPOBAHHbBIA BO3OyauTens. OAns BUMPYCBakUMH, MpeAgHa3HayeHHbIX ANs
MCMONb30BaHMS B NTULEBOACTBE, UCTIbITaHUA NPOBOANAT Ha aMBpUoHaX Kyp, YTOK U KyIbType KNeToK KYpUHbIX
unbpobnacTos, aHTMpabuueckne BaKkLMHEI TPOBEPSIOT Ha BenbiX MblLax.

MonHoTa MHakTMBaLMKn B GakTepUNHBIX BaKLMHAX XapakTepuayeTca nokasaTernemM CTepunbHoCTU, onpe-
aensiemoii no FTOCT 28085, 1 6e3BpeAHOCTY ANSA 3KCNEePUMeEHTaNbHO-61MoNornieckux Moaenen (MellLen).

B 3aBucumocTn oT Tuna Bo3byauTens 6onesHen y NTULLI NPOBOAAT crieayolwe NCnblTaHus:

- Mpu onpegeneHnn coaepkaHns XNBbIX OPTO- U NAPaMUKCOBUPYCOB (HbloKacnckas 6onesHb, rpunn
NTUL) BaKLUMHY BBOAAT B anfaHTOMCHYIO MOMOCTb KYPUHBIX 3MOPUOHOB 1 UCCeayroT 3KCTpaambpuoHanbHyo
XungkocTtb (33XK) oT 3apakeHHbIX KyPUHBIX M YTUHBIX 3MOPUOHOB B KanenbHoW peakLuuu arrntoTuHaumn (PFA) ¢
5 %-Hol cycneHaunein aputpoumntoB netyxa. Mpu nonoxuTensHon PICA npoBoAaT NOBTOPHLIN Naccax Ha yABO-
eHHOM Konm4vecTBe 3ambpuoHoB. [Mpn noaTBepXkaeHWM nonoxuTensHoro pesynetata PrA  cepuio
neKkapcTBEHHOro cpeacTsa 6pakyioT.
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- Mpwv onpegeneHun coaepxkaHus XUBOro KopoHaBupyca (MHEEKLUMOHHBIA BPOHXUT Kyp) NpoBOaNAT ABa
nocrnegoBaTesbHbIX Naccaxka BakLMHbI Ha 3MBPUOHAX Kyp NyTEM 3apakeHns X B annaHTonCHyo 060onouky. Mo
OKOHYaHWUN cpoka MHKYBaLmnM 3MBpUOHEI acenTUYeckn BCKPbIBAIOT M yYMTbIBAKOT naTororoaHaroMmuyeckue
N3MeHeHUs (oTCTaBaHue B POCTe, «KapfIMKOBOCTb», CBEPThIBaHWE aMBprioHa B Lap).

Mpu 06HapyxeHnn XxapakTepHbIX U3MEeHEHWNA Y 3SMBPNOHOB NepBOro naccaa NpoBOAAT NOBTOPHBIA Nac-
caxk BakU/Hbl Ha yABOEHHOM KofinyecTBe 3MBpMoHOB. ECrin usmeHeHus1 y aMbproHoB 0BHapyXuBatoTCA BHOBb,
ceputo nekapcTBeHHOro cpedcTaa bpakytoT.

- MpuonpeaeneHnn cogepxxaHna GUpHaBMpMaoB (MHekumnoHHan GypcanbHasa 60/1e3Hb) NPOBOAAT ABa
nocnegosaTenbHbIX Naccaxa Ha amopuoHax Crd Kyp NyTeM UX 3apakeHust Ha XopuoannaHToUCHyo 060MnouKy
B 0oB6nacTn NCKYCCTBEHHON Nyru NyTeM BHECEHWS BaKLHbI Yepes UCKYCCTBEHHYO BO34YLLUHYIO Kamepy. 10 okoH-
YaHUW cpoka NHKyBaLmmn ocTaBLUMECS XKNBBIMU 3MOPUOHBI BCKPBIBAIOT, y4UThIBASA NOpaXeHNs (0OTEYHOCTb roso-
Bbl M MOAYENOCTHOrO MPOCTPAHCTBA, KPOBOU3NUSAHUS B MbILLLLIAX, U3MEHEHWSI MeYeHn, oTCTaBaHue B pocTe).
O6beanHeHHylo npoby oT 3MOPUOHOB NEpBOro naccaxa WCMOoMb3yloT Ans MNpoBeAeHUs BTOPOro
3aKITHOYNTENBHOrO Naccaxa, KoTOPbIA BbINOMHAETCS aHanorM4Ho.

- Mpwu onpegenexun cogepxaHus xxusoro srpyca CCH-76 nposoaAT ABa nocnefoBaTtesbHbIX Naccaxa
BaKLMHbI Ha 3MBpUOHaXx yToK ¢ nocneaytowein noctTaHoBkol PIA. SkcTpasMbpuoHarnbHY0 XUAKOCTb, cobpaH-
HYIO OTAEIbHO OT KaXaoro ambpuoHa BTOPOro naccaka, npoBepstoT Ha reMarrloTUHUPYIOLLYIO aKTUBHOCTb B
kanenbHon peakuunn PIA ¢ 5 %-Holi cycneHanelt sputpounToB netyxa. Mpu nonoxutensHoi PIA nposogsaT
MOBTOPHbI/ Naccax Ha yaBOeHHOM KorndecTse amBproHoB. Mpy noaTBepXKaAeHUM MONOXUTETbHOMo pesyrbTa-
Ta PIA ceputo nekapcTBeHHOro cpeacTea GpakytoT.

- Mpw onpegeneHnM meTanHeBMOBMPYCOB NPOBOAAT TPU NocneaoBaTebHbIX Naccaxa Ha NepBUYHON
KynbType KneTok KypuHbeix pubpobnactos (REO) nnm VERO. Ecnn nocne BToporo naccaxa Ha KynbType Kie-
TOK KypUHbIX hnbpobnactoB NpUCyTCTBYET LMTONATOreHHOe AeNCTBUe, XapakTepHoe Ansl peoBupyca unu
MeTanHeBMOBMpYca NTUL, Cepuio NeKapCTBEHHOTo cpeacTBa bpaKkyioT.

- MpuucnbiTaHWM Ha HanU4ne akTUBHOMO BUpYCca B aHTUpabuyecknx BakLMHax BakLMHY BBOASIT MblLLaM B
mo3r. HabnrogeHue 3a K1BOTHLIMU NPOBOAAT B TeveHue 21 cyT. Bupyc 6elleHcTBa B BakLMHE CYATAIOT UHAKTU-
BMPOBaHHbIM, ECIIA MbILLW OCTaOTCA XUBbIMU. Mpy 3a60neBaHUM XOTs1 6bl 0AHON MbILLW C KITMHUYECKUMW NMPpU-
3Hakamyn OGelueHCTBa Cepuio BakKuuHbl OpakyoT. Mosr normblumx Mblen uccnegyloT MeToaoM
nMmyHodnyopecLieHUmMn. B Maskax U3 Mosra Melwwen Bupyc 6eLueHcTBa 06HapyKuBaTbCs He AOSKEH.

11 OnpepeneHne annepru3vpyiowero AeNCTBUA NeKapcTBEHHOro cpeacTBa

Anneprusupyollee aHacdunakTmiyeckoe AeNCTBUE NEKapCTBEHHOMO CpPeAcTBa onpeaenseTca nytem
ceHcnbunusaLnm MopCKUX CBUHOK.

Ona ceHcnbunmaaumm Mopckux cBUHoK (Macca 200—250 r) MoryT 6bITb UCNONBb30BaHLI PasHble CXeMbl
BBEAEHWA NleKapCTBEHHOTO cpeAcTBa. B crnyyasx, korga Kypc BakuuHaLuuu npegycmaTpusaeT HECKONbKO BBe-
AeHunin, LenecoobpasHo NMPUMEHSATL creayloLLylo CXeMy: nepsas MHbeKUMA NOAKOXKHO, ABe nocneayrowme
(c nHTepsanom 1 cyT) BHyTpuMbIleyHo. Ecnu BakuMHauMa npegycmaTtpuBaeT BBeAeHUE NeKapCTBEHHOro
cpeAcTBa 04HOKPaTHO, A0NYyCKaeTCs oAHOKpaTHas ceHenbunusauma. Ycno XXMBOTHLIX B rpynne AOMKHO BbiTb
He MeHee pecaTU. Paspeluaiollylo MHBEKUUIO BLIMOMHAT BHYTPUBEHHO WNW BHYTpUCEpAEYHO 4epes
ABe — Tpu Heaenu unu B 6onee oTAaneHHbIA cpok (B 3aBUCUMOCTU OT CBONCTB NlekapCTBEHHOMo CpeacTBsa).
B cnyvae, ecnu npenapar siBnsieTcs copbupoBaHHbIM, 4 paspeluarolleit MHbeKLUM cneayeTt UCNosnb3oBaTh
Takke U HecopbupoBaHHbIA nonydabpukar. CeHcubunuanpylowas n paspewarwwas Ao3bl UCNBITYeMoro
neKapcTBEHHOro cpeAcTBa AOSPKHBI 6bITh NPUGNVKEHDBI K peKOMeHAYEeMbIM ANA NPaKTU4EeCKOro NpUMeHeHus,
npu 3TOM paspeluaollas 4o3a He AoMMkHa OblTb MeHbLue ceHenbunuaupyoein. OkoHJaTeNbHYO BENUYUMHY
AO3UPOBOK YCTAHABIUBAIOT 3KCMEPUMEHTASTbHLIM MyTEM.

Mocne pa3speluatoLlein MHbeKLUM HabnogeHWe 3aXXKMBOTHLIMW BeAyT B NpoaormkeHue 30 MuH. Yalle Bce-
ro LLOK NPOSIBNSIETCS B TEYEHNE HECKONBbKUX MUHYT, €r0 TSDKECTb OLEHUBAIOT NO crneayoLllen Wwkane:

A/+/ — pegkoe nodvecbiBaHWe fanamMu MopAbl, B3bepolumBaHue LWepCcTU, NOHWKeHUe TemnepaTypsbl
boneeyvyemHa 1 °C;

B/++/ — yacToe noyecbiBaHWE lanamMv Mopabl, BO3MOXXHO NEPUOANYECKOe YNXaHUE, MOHKEHWE TeMe-
patypbl;

B/+++/ — cnacTM4eckuid KaluneBblii CUHAPOM, BO3MOXHOE NageHue Ha 6ok, ModeucnyckaHue, aede-
Kauus;

[/++++/ — KOHBYNbCUBHLIE CYAOPOrU, Pe3K0oe HapylUeHue AbixaHus, rMbenb XXUBOTHOIO B Te4eHue nep-
BbIX 5—7 MUH;

[ — peakuus oTcyTCTBYET.
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WHaekc cuHapoma B rpynne (M) BeiumcnsioT no dpopmyne Beurna (1960)
M=A~1+5~2+B~3+r~4 ()
A+b+B+I+[1

rae A, B, B, M, [ — 4MCno KMBOTHBIX C AaHHOW BbIPaXKEHHOCTLIO CUHAPOMA;
1,2, 3, 4 — uudposas MHANKaLNSA, KOTOpas BBOAUTCS A8 UCHACTIEHNA TSXKECTU peakLum no rpynne B
Lernom.

M3y4yaemble nexkapcTBeHHble cpeAcTBa (3a UCKNOYEHMEM reTeposiorMyHbIX ChbIBOPOTOK) HE AOMKHbI
Bbl3BaTb PA3BUTMSA CMEPTENLHOIO LIOKA.

BelpaxeHHOCTb aHadunakcum nocne BHYTPUBEHHOIO U BHYTPUCEpAEYHOro BBeAeHNS paspeluatoLei
[o3bl Npenapara gofikHa COOTHOCUTLCA € pesybTaTamu, 3atUKCMPOBaHHBLIMI B Fpynne MOPCKMUX CBUHOK, Moj-
FOTOBMEHHBIX K LLIOKY, Yallle BCero ceHcubunmaaumnein HopMarnbHON reTeporiorMyHoON ChIBOPOTKOM (MOMOXU-
TenbHbIA KOHTposb). 100 %-Has rMbenb >KMBOTHLIX B AaHHOW rpynne obbl4HO HacTynaeT B pesynbTaTe
npeaBapuTeribHOro NoaKoXHOro BBeaeHus 0,1 cM3 nolaguHol CbIBOPOTKM, 3a ABE — TpW Hedenu Ao paspe-
watowen gosbl 0,1—0,5 cm3. Ecrnu cbiBopoTka NnocuMManpoBaHa, ANs CeHCMBUU3aLMmM NpUMEHsIOT
2,5—3,0 mr Ha 100 r macchbl Tena XMBOTHOro (paspellarowias gosa 14—16 mrHa 100 r maccel). B Tex cnyvasi,
Korga npu NnponsBoacTBe NekapcTBEHHOro cpeAcTBa NPUMEHSIOT reTeponoruyHbIi 6enok, ero UCMonb3yHoT Npu
MOCTaHOBKE MOMNOXUTENBHOrO KOHTPOJISI.

OpHoBpeMeHHo paspeLuatoLLyto 403Y NCNBITYEMOro NeKapCTBEHHOrO CpeACTBa BBOAST KUBOTHbBIM, KOTO-
PbIM BMECTO CEHCUBMMU3NPYIOLLMX MHBEKLMN NpenapaTa Obin BBedeH cooTBeTCTRYOWMNIA 06bem 0,9 %-Horo
N30TOHNYECKOro pacTBoOpa HaTpus Xropuaa (oTpuuaTtenbHblil KOHTPOMb).

12 OnpepeneHue NMPOreHHOCTH

MpoBepka Ha MMPOreHHOCTb NpeAHasHadYeHa AN orpaHUyYeHUst pucka BO3HUKHOBEHWS NMXOPaAoYHOro
COCTOSIHMSA (MOBBILLEHMSA TeMMNepaTypbl Tena) nocne BBEAEHNs TEKApCTBEHHOIo cpeacTBa.

WcnbiTaHuio nognexaT MHbeKLMOHHbIE NekapCTBeHHble CpeAcTBa, NpeaHasHavyeHHble 451 BHYyTPUBEH-
HOMO, BHYTPUMBbILLEYHOTO, NOAKOXHOIO BBeAEHUA U BBeAeHUs B nonoctu. Mpu npoBegeHWU UccrnegoBaHui
pekomMeHayeTcs onpeaennTe MakcumarnbsHyo 403y, He Bbi3bIBaoLWYHO MUMporeHHoro agdekra.

OnpepaeneHne NMPOreHHOCTY MPOBOAAT Ha 340POBbIX KpoSMKkax ob6oero nona, He anbbuHocax, Maccomn
2,0—3,5 kr, cogepallMxcs Ha NonHOoUEHHOM paLunoHe. Kaxabli KpONMK AOIDKEH coaepXXaTbCsl B 0TAENbHON
KrneTKe B MOMELLEHUN ¢ MOCTOAHHON TeMnepaTypoil. Konebanns Temnepartypbl He MOTyT npesbiwaTth = 3 °C.
Mpwv y6opKe KNeToK 1 B3BELUMBAH UM XUBOTHBIX X 06eperatoT oT Bo3OyxaeHus (M36erathb Wyma v pe3kux ABu-
XeHuin). B TeveHne Heaenu, NpeALlecTBYOLLEN OMbITY, KPONMKM HE AOMDKHBI TEPSITL B Macce. BasewwmsaHue nx
NPOBOASAT 40 Aa4M KOpMa He MeHee Tpex pas Yepes AeHb. )KUBOTHbIe, TepsloLLne B Macce, K onbITy Henpuroa-
Hbl. B TeyeHue Tpex cyTok nepen UCMbITaHMEM Y KaXXAOro MOAOMBLITHOrO KPONuKa UIMepAoT TemnepaTypy.
M3mepeHus NpoBOAAT eXeqHEBHO YTPOM A0 Aa4n KOpMa NPU NOMOLLY MeQULNHCKOTO PTYTHOTO UMW 3MeKTPo-
TepMoMeTpa, NO3BOoNSALWEro onpegennTs TemnepaTypy ¢ TodHocTbio A0 0,1 °C. [laTunk TepMmomMeTpa BBOAAT B
NPSIMYHO KULLKY Ha riy6uHy 7—9 cm (B 3aBUCMMOCTU OT Macchl KpOruKa) 3a BHYTPEHHUI CUHKTEP Ha BpeMA,
HeobxoaMmoe Anst AOCTUXKEHUS MakcuManbHoOW Temnepatypsbl. UcxogHas TeMnepaTtypa NogonbITHBIX Kponu-
koB AormKkHa 6bITh B Nnpegenax 38,5 °C—39,5 °C. XKusoTHble ¢ 6onee BbICOKOW Unn 6onee HA3KON Temnepary-
poi1 aNns onbiTa HenpurogHsl. Kpome Toro, KponuKoB, BNepBble UCMONMb3YEMBbIX AS151 UCNBITaHUS NIeKapCTBEHHbIX
CPEACTB, NPOBEPAIOT Ha PeaKTUBHOCTL NyTEM BHYTpUBEHHOro BeeaeHus 10 cm3/kr 0,9 %-Horo cTepunbHOro
HenMpPoreHHOro pacTBopa HaTpPUA XNopuaa, cooTBeTCTBYowWero TpebosaHuaM capmakoneitHol ctaTtbn [2]. B
cnyvae naMeHeHus TeMmnepaTtypbl y kponukos 6onee yem Ha £ 0,4 °C XUBOTHbIE CYUTAIOTCHA HENPUIOAHLIMU
ans onbiTa.

He no3aHee 4eM 3a 18 4 A0 ONbITa KPONUKOB NEPEBOAAT B NOMELLEHUE, B KOTOPOM OCYLLECTBASIOT UCMbI-
TaHWe Ha NUPoreHHOoCTb. OHO AOMKHO NPOBOAUTLCA B OTAENBHOW KOMHATe C MOCTOAHHOW TEMNepaTypoit, He
oTNMYaroLLIencs OT TemMnepaTypbl NOMELLEHUSA, B KOTOPOM KPOSIMKW NOCTOSIHHO coAepXXannch Ao onbiTa, 6onee
YyeM Ha + 2 °C, 1 c konebaHnAMU BO BPEMSA UCMBITAHUS, He NpeBbiwatowmmm 2 °C, M30N1MPOBaHHOM OT WyMa, B
cnokowHo obcTaHoBke. Beuepom HakaHyHe onbiTa Y XXMBOTHBIX yBupatoT octaTok kopma. [lo MBo BpeMs onbiTa
)XKMBOTHBIE KOPM He nony4yatoT (Boay AatoT 6e3 orpaHuveHns).

Bopaa aAns MHbEKLUUA UK apyrue NpUMeHsieMble PacTBOPUTENN, a Takke LUNPULbI U UFMbl 4OIMKHBI BbiTh
CTEPUSIbHBIMU U HENUPOTeHHBIMW. MicnblTyeMble NekapcTBEHHbIE CPeaAcTBa AOMKHBI ObITb CTepUnbHbIMA. U
BBOAAT KPOMMKaM B YLUHYIO BeHy. [lpyrue nyTu BBeAeHUs yKkasbiBaloT B YAaCTHOW CTaTbe Ha NiekapCcTBEeHHOe
cpeacTBo. [1ng kaxaoro kKponuka 6epyT oTAenbHyo Urny. PacTBopbl UCMLITYEMbIX NEKAPCTBEHHLIX CPeACTB,
nogorpetble Ao 37 °C (Np1 oTCyTCTBUN APYTMX YKa3aHUA B YaCTHBIX CTaTbsAX), BBOAAT B KONUYECTBaX U PacTBO-
puTeNsiX, NpeycMOTPEHHbIX COOTBETCTBYIOLLIMMUN YAaCTHLIMU CTaTbAMMN.
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[navcnbiTaHna Ha MMPOreHHOCTb BOAbI ANS UHbEKLMI NpeABapUTESbHO FOTOBSIT U3 Hee U30TOHUYECKUN
0,9 %-Hbli1 pacTBOp HaTpusa xnopuaa. Hatpus xnopua AomkeH 6biTb CTEPUNBHBIM U HEMUPOTeHHbIM, YTO 06ec-
neuynBaeTCcs BO3AYLUHbIM METOAOM ero crepunusaumu npn temnepatype 180 °C unn 200 °C B TeveHne ot 30 o
60 MUH B 3aBUCUMOCTI OT Macchl obpasua. LUnpuubl, urnsl n Heo6XoAUMYIO CTEKNAHHYIO MOCYAY CTEPUNU3YIOT
3TUM xe MeToaom npu TemnepaType 180 °C B TeyeHne 60 MuH. Konuuectso BBOOUMOrO U3OTOHUYECKOTO
0,9 %-Horo pacTBopa HaTpus xnopuaa coctasnset 10 cm3 Ha 1 kr macchl Kponuka. Bece konnyecTso pacTeopa,
npeaBapuTesibHO HarpeToro 4o Temnepatypbl 37 °C, BBOAAT B TeUeHUE 2 MUH.

WcnbiTyemblil pacTBOp NpoBepsIlOT Ha Tpex Kponukax. Mpynna 4omkHa coCcToATb U3 XKUBOTHBIX, BMM3KuMX
no macce (oTnuyarowwuxca He 6onee yem Ha 0,5 kr). Mepea BBeAeHNEM pacTBOpa y Kponuka ABaXabl C MHTepBa-
nom 30 MUH U3MepsIIOT TeMnepatypy. Pasnuyuna B nokasatenax Temnepartypbl He SOIKHBI npesbiwaTh 0,2 °C.
Ecnu pasnuuua B Temnepatype npesbiwaet 0,2 °C, KpONUK ANA UCNBITAHWA He Ucnonb3yeTtca. Pesynbtar
nocrnegHero U3mMepeHusi NPUHUMALOT 3a UCXOAHYI TeMmnepaTypy. PacTBop BBOAAT He no3gHee Yem yepes
15—30 MUH nocne nocnegHero n3MepeHnsl TemnepaTtypbl.

Mocneaytolee namepeHne Temnepartypbl NPU BHYTPUBEHHOM BBEAEHUW UCNbITYEMOro pacTBopa nNpoBo-
AAT TPU pasa ¢ NpoMexyTkamu B oauH Yac. [pu apyrux cnocobax BBeAeHNA — NATb pas ¢ NPOMeXyTkamu B
OfWH Yac, ecrnv B YacTHOW cTaTbe HeT APYruX ykasaHui.

Boay ons nHbeKkuMin nnu pacTsop JIeKapCTBEHHOMO CpeacTBa CHYMTAIOT HENMMPOreHHbIMU, eCiu CyMmma
MOBbILLEHWA TEeMNepaTypbl y KPONMKOB MeHbLUe nnn pasHa 1,4 °C. Ecnuata cymmanpesbiwaet 2,2 °C, To Boay
ONs1 UHBEKLWIA U pacTBOP NekapCTBEHHOMo CPEACTBA CHUTAKOT MMPOreHHbIMU. B criyyasx, koraa cyMma noBbl-
LUeHW TeMnepaTypbl ¥ TPEX KPOSMKOB HaxoauTes B npeaenax ot 1,5 °C o 2,2 °C, ucneiTaHne NOBTOPSIIOT
JOMONHUTENbHO Ha NATU kponukax. B aToM cnyyae Body ANA UHBLEKUWIA UNU pacTBOp NEKapCTBEHHOro
CcpeacTBa CUNTAIOT HENMPOreHHBIMK, €CNN CyMMa NOBbILIEHWIA TeMnepaTypbl y BCEX BOCbMU KPOSIMKOB He npe-
Bolwaet 3,7 °C. Ecnu xe ata cymma pasHa 3,8 °C unu Gonblue, Bogy ANS MHBEKUWA WUNW pacTBOp
neKapCTBEHHOro CPeACTBa CUATAIOT MUPOreHHbIMMU.

B yacTHo chapmakoneiHol cTaTbe MOryT ObIThb YKasaHbl Apyrie npeaensl OTKIOHEHUA TeMmnepaTyphbl.

EcnunsyacTHON cTaTbe Ha ekapcTBEHHOE CPeACTBO HET APYrUX yKa3aHWi, cryyan MoHWKeHUA TeMmnepa-
TYPbl Y KPONUKOB NMPUHAMAIOT 32 HOSb.

Kponuku, 6biLUKe B OnbITe, MOTYT BbITb MCMONb30BaHbI 415 ONpeAeeHnsl NTMPOreHHOCTU MOBTOPHO, HO
He paHee YeM Yepes TPoe CYTOK, eCNU BBEAEHHbIA UM 40 3TOro pacTBop NekapcTBEHHOro cpeacTsa Ui Boga
ONS NHBEKLMIA BbInNn HennporeHHbIMWU. Ecnin ke BBeAEHHbIN pacTBOP NeKapCTBEHHOro cpeacTBa UK Boaa Ans
NHBEKLMIA OKasannck MMPOreHHbIMU, KPOSUKA MOTYT BbITb MCMOMb30BaHbI As AalbHEAWNX OMbITOB Yepes ABe
Heaenu. Mpu NoBbILLEHWN TeMnepaTypbl Y KPOMUKOB B NoAo6HbIX criydasix Ha 1,2 °C 1 6onee oHW UCNONb3yioT-
cavepes TpuHeaenu. Ecnuunccnegyemole BewwecTea 06nagatoT aHTUFeHHBIMA CBOMCTBaMU, TO OGHUX U TeX Ke
KPOMNMKOB Herb3s UCNoSb30BaTh AMA UCMbITAHWSA MOBTOPHO (ECMM HET cneurasnbHbIX yKasaHWil B YacTHON
cTaTbe).

[ns ucnbiTaHua NekapcTBEHHbIX CPEACTB ANs XKMBOTHLIX, BBEAEHME KOTOPLIX TpebyeT npeasaputens-
HO NOArOTORKA UMK CNelnanbHbIX YCNoBWUiA BBeAEHNS, crieayeT pyKOoBOACTBOBATLCA AONOMHUTENbHBIMU yKa-
3aHMAMU, NPUBEeAEHHBIMU B HOPMaTUBHOM AOKYMEHTaLMN Ha KOHKPETHOE NiekapCcTBEHHOe CpeACTBO.

13 OnpeaeneHne 6akTepmnanbHbIX 3IHAOTOKCMHOB

BakTepuanbHble 3HAOTOKCUHBI OMPeaensitoT B UHbEKLUMOHHBIX NleKapcTBEeHHbIX cpeAcTBaX, NpeaHasHa-
YeHHbIX Ana napeHTepanbHOro U UHTpaTeKanbHOro NpUMEHeHUs], U B cybcTaHUMsX, UCMONb3yeMbIX ANst UX
narotosneHns. Meto AaeT BO3MOXHOCTb NPOBOAUTL MNOCTAAUAHBINA KOHTPOIb coAepKaHuUs 9HAOTOKCUHOB B
npouecce NPON3BOACTBA MHBbEKLMNOHHBIX JIeKapCTBEHHbIX CPEACTB.

CopaepxaHune bakTepuanbHbIX 3HAOTOKCUHOB BblpaXkaeTcsl B eAvHULax aHaoTokeuHa (EQ) MexxayHapoa-
HOro cTaHAapTa SHAOTOKCUHA.

OnpegeneHne cogepxaHusi bakTepuanbHbIX 9HOOTOKCUHOB MPOBOAAT C UCMONb30BaHUEM peakTuBea,
npeacraesnsowero cobon nusar kneTok Kposu (ameboumnToB) medexsocTta Limulus polyphemus (MNAf-peak-
1) unu Tachypleus tridentatus (TAJ-peakTuB). B ocHoBe MeToaa nexuT cnocobHoOCTL ameGounToB Meve-
XBocTa cneunduyeckM pearmpoBaTb C 3HAOTOKCMHAMW rpamoTpuuaTtenbHbiX bakrepui  (Avnononu-
caxapugamu, J1IMNC).

B pesynbTtate peakuun ¢ 3H4OTOKCUHOM MPOUCXOAUT MOMYTHEHMWE MPO3payYHON peakLMOHHON cMecu U
yBenMyeHne ee BA3KOCTU BMIIOTb 40 pOpMUPOBaHUS MITOTHOTO rens, obpasoBaHue KOTOPOro CAYXUT NHAUKa-
TOPOM HanMuus B Npobe 6akTepuanbHbIX 3HAOTOKCUHOB.

MpoBoaguMBIn TakuM 06pasom aHanus HasblBaeTCs refb-TPoMO TecT. DTOT aHanMs No3BoONAET KoNnyec-
TBEHHO onpeAenuTb coaepXaHne 6akTepuanbHbIX 3HAOTOKCUHOB B UCTILITYEMOM MpenapaTte (Konu4ecTBeH-
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Hbl aHanus) WM OLeHWTb, COOTBETCTBYET N coaepKaHWe 3HAOTOKCWHOB npedenbHOMY 3HaueHuto,
yCTaHOBMEeHHOMY AN UCTIBITYEeMOro npenapaTta (Ka4ecTBeHHbI aHanms).

KavecTBeHHbI aHan13 SBnsieTcsl OCHOBHLIM METOAOM NPOBEAEHUs aHanusa rno nokasarento «bakrepu-
anbHble 3HAOTOKCUHbBI», 3TOT e aHanu3 ABNAETCH apbUTPaKHbLIM.

BoamoxHo npoBedeHue onpedeneHns cogepxaHus baktepuanbHblX 9HAOTOKCMHOB UHBIMU MeToaaMm
NN MoAUMKALIMAMU NP YCITOBUK, YTO Pe3ynbTaTbl HE MPOTUBOPEYaT pesybTatam OCHOBHOro MeToaa.

MeToga onpeaeneHus 6akrepunanbHbIX 3HAOTOKCUHOB ¢ noMoLubto NAT-peakTuBa sBNsSieTCS ansTepHa-
TUBHBLIM, Hapady ¢ HUM MOTYT BbITb UCMNOML30BaHbEl U Apyrie MeToabl (onpeaeneHne NMPOreHHOCTU Ha Kpo-
nukax).

13.1 MNoAaroToBKa K UCNbITAHUIO

13.1.1 MNoaroTtoBKa nocyabl

CreknsiHHas 1 nnacTukoBas nocyaa, ucnonssyemas B NNAJl-TecTe, He forxkHa cogepkaTtb 6akTepuans-
Hble 3HAOTOKCKHBI B KOMMYECTBaXx, onpeaensieMblX B TECTE, U He JOIKHA OKasbiBaTb BIUSIHASA Ha Xo4 peakumm.
Mocyaa moxeT 6bITb AenuporeHnsnposana npy Temnepatype 250 °C He meHee 30 MUH.

13.1.2 CraHaapTbl 3HOOTOKCUHA

CopepxaHue 6akTepuansHbIX 3HAO0TOKCUHOB BbipaxkaeTcs B eAnHMLax aHaoTokenHa (EC) MexayHapoa-
HOro cTaHAapTa 3HOOTOKCUHA. Npu NpoBeAeHUN aHanM3a UCMoNb3YOT KOHTPOSbHBIA CTaHAapT S3HAOTOKCUHA
(KC3), akTMBHOCTL KOTOPOTO ycTaHoBMeHa o MexayHapoaHoMy cTaHAapTy 3HAOTOKCUHA.

KoHTpornbHbIA CTanAapT 3HAOTOKCUMHA NpeaHasHadeH Ans NpoBedeHUs aHanvsa ¢ AaHHOW napTuen
TNAN-peaktuea (TAlN-peakTnea). KOHTpOMbLHLIA cTaHaapT aHAoTokenHa U NAT-peakTus unu TAJT-peakTus gon-
XHbl BbITb 3aperncTpupoBaHbl YNONHOMOYEHHEIM opraHoM. PacTBopeHune n xpaHeHne KC3 ocylecTensioT
COrNacHO MHCTPYKUMK hMPMBI-NPOM3BOANTENS.

13.1.2.1 NAJl-peaktns

WUcnonbaytoT NAIN-peaktus, npegHasHayveHHbIn 4ns nposeaeHns hapmMakonenHoro aHanmnsa ¢ NoMOLLbHo
renb-Tpom6 TecTa. B cnyyae nposeaeHWs aHannsa MeTogoM, OTIIMYHBIM OT OCHOBHOTO, HE06X0AUMO UCMOSb-
30BaTb PeakTuB, NpeAHasHavYeHHbI Ans AaHHOro MeToaa.

UyBCTBUTENbLHOCTL peakTuBa (A) BhipaxaeTca B eAuHMLax aHaoTokcuHa [ESQ/cm3 (EC/mn)] u cooTseT-
CTBYET MUHUMAaSILHOM KOHLIEHT paL i MexayHapoAHoro cTaHaapTa 9HAO0TOKCUHA, KOTopas BbldbliBaeT 0bpa3so-
BaHWe MMAOTHOro rens npuW peakumm c AaHHbIM - peakTvBoMm. JlAJl-peakTuB npeacTaBnseT cobow
nuounnsnpoBaHHbIii Npenapat. PacTBopeHue U xpaHeHue JIAJIl-peakTuBa OCYLUECTBNSOT COMMacHo
WHCTPYKLMM DUPMbI-NPoM3BOaNTENS.

13.1.2.2 BoagaanaJlAll-Tecta

Bopaa ansa NANN-Tecta gomkHa cooTBETCTBOBaTL TpeboBaHUAM, NpeabsaBseMbIM K BoAe AN UHBEKUNNA,
M NpU 3TOM He JoMKHa cofepXaTb 6akTepuanbHble 3HAOTOKCUHBI B KONUYECTBAX, onpeAensieMbiX B TecTe.

13.1.3 MakcumanbHo fonycTUMOe pasBeieHUe UCNbLITYEeMOro rekapcTBeHHOro cpefcTBa

MakcumanbHo gonyctumoe passegeHune (MAP) — a1o Hanbonbliee passegeHne UCNbITYEMOro nekap-
CTBEHHOrO CpefCcTBa, B KOTOPOM BO3MOXHO onpefeneHne KOHLEHTpaLuun 3HAOTOKCUHA, COOTBETCTBRYIOLEN
3HayeHuio npefenbHOro codepXaHusi GakTepuanbHbIX 3HAOTOKCUHOB, YCTAHOBIIEHHOMY ANA AaHHOro
nekapcTBEHHOro cpeacTBa
XC, 2

A
rae X — npeaernbHoe coaepkaHue 6akrepuasnbHbiX 3HAOTOKCUHOB: AONYyCTUMOe coaepXaHue Gaktepuarnb-

HbIX 3HAOTOKCUHOB B UCMILITYEMOM NeKapCTBEHHOM CpeCTBe, yKazaHHOE B HOPMAaTUBHOM JOKYMEHTe
Ha KOHKpPEeTHOe NeKkapcTBeHHOEe CpeacTBO;

C — KOHUEHTpaLMsi UCTILITYEMOrO pacTBOPa: KOHLEHTPaLusl IekapCTBEHHOrO CPeACTBa UMK AeUCTBYOLLe-
ro BeLLEeCTBa, A KOTOPOro ykasaHo nNpeaensHoe cogepxaHue bakrepuanbHbIX SHAOTOKCUHOB;

A— uyBcTBUTENbLHOCTL JIAT-peakTuBa, EQ/cm3.

MpeaensHoe coaepxaHue bakTepuanbHbIX 3HAOTOKCUHOB X paccunTbIBatoT o hopmyne

MIP =

x=K, 3)
M
rae K — noporosasi nuporeHHasl fo3a, pasHaa 5 ES/kr B yac, gns ucnbliTyemMoro nekapcTBEHHOTO CPpeacTBa,
€CNN OH BBOAMUTCS XMBOTHOMY MOOBLIM NapeHTepasibHbIM MyTEM, KpoMe WHTpaTekanbHoro. Mpu
WHTpaTekansHOM NyTWU BBeAeHUA NekapcTeeHHoro cpeacTea K coctasnsieT 0,2 ESQ/kr;
M — makcumarnbHas TepaneBTU4eckasa Ao3a UCNbITYeMOro NekapcTBEHHOro cpeCcTBa, BBoANUMasn B Teve-
Hue ogHoro Yaca (mr; cm3; E[l Ha 1 kr maccbl Tena).
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Ona paguodapmMaLeBTUHECKUX NEeKapCTBEHHLIX CPefCTB, BBOAMMbLIX MapeHTepansbHo, npeaenbHoe
cofepxaHue 6akTepuanbHLIX 3HAOTOKCUHOB X, paccuMTLIBalOT No (hopmyrne

Xy =175V, (4)

rae V — MakcumanbHO pekoMeHAoBaHHas 03a, CM3.

Ona paauocdapMaueBTUMECKUX NEKapCTBEHHBIX CPEeACTB, BBOAUMbLIX WHTpaTekasibHO, NpeaeribHoe

cofiepaHue 6akTepuanbHeIX 3HAOTOKCUHOB X, pacCHATLIBAIOT Mo dopmMyne
X>=14YV. (5)

[na cybcTaHuuid paccunTeiBaloT NpegenbHoe cogepxaHue 6akrepranbHbIX 3HAOTOKCUHOB, UCMONb3Yst
BenuuuHy M, BbIGpaHHyto Ans nekapcTBeHHOM (hopMbl.

13.1.4 MoparoToBka UcnbiTyeMoro obpasua

Kaxxgbiin 0TobpaHHbIA 06pasel, UCNbITLIBAOT OTAENBHO.

[nsa pacTBopeHus 1 (Unn) pasBefeHNs UCTIbITYEMOro NnekapcTBEHHOIo cpeAcTBa UCMIONb3YT Boay ANs
NAJl-Tecta, ecnu He ykazaHO MHOTO B HOPMaTUBHOM [IOKYMEHTE Ha KOHKpETHOE NekapCTBEHHOe CPeACTBO.
WcnbITyemblid pacTBOp AoIpKeH umMeTb pH B npegenax, ykazaHHbix npoussogutenem J1Al-peakTtusa, o6blivHO
6,0—38,0. B cnyyae HeobxoaumocTn pH goBoaaT pacTBopamMu KUCNOTbI, OCHOBaHUA U 6ydepHbIM pacTBo-
pom. cnonbayemble pacTBOpbl HE AOJPKHBI coAepXaTh 6akTepuanbHbIX 9HAOTOKCUHOB B KONMYECTBax, onpe-
JensieMbIX B TeCTe, 1 He JOIPKHbI OKasbiBaTb BIMSIHUS Ha XO4 peakuun.

13.2 MpoBeaeHUe aHanus3a

B kpyrnogoHHble npobupku gnametpom 10 MM BHOCAT paBHble 06beMbl JIAJT-peakTuBa u UCLITYEMOro
pacTBopa (no 0,1 cm3). PeakumoHHble CMeCcK akkypaTHO NepemeLIMBatoT U UHKYOUPYIOT Npu Temnepartype
(37 £ 1) °CBTeuerme (60 + 2) MuH. Bo Bpems nHkybuposaHusa cnegyet usberats Bubpauun n yaapos. Mo ucte-
YEeHUN yKazaHHOro cpoka BU3yaribHO PerucTpupyoT pesynbTaThl Kak MonoXuUTernbHble, Tak U oTpuuaTtesibHble.
MonoxvTenbHasn peakuus (+) xapaktepusyetca o6pasoBaH1MeM NNOTHOTO rensl, KOTOPbIA He pa3pyluaeTcs npu
aKkKypaTHOM OfHOKpPaTHOM MepeBopaynBaHumn Npobunpkn Ha 180°. OTpuuaTensHas peakums (—) xapaKkTepusy-
€TCs OTCYTCTBMEM TaKoro rensl.

13.2.1 lMpepBapuTenbHbie aHaNU3bl

Onsa noatsepxaeHnst LOCTOBEPHOCTM 1 TOYHOCTM pe3yrbTaToB onpeaeneHua 6akrepuanbHbiX 3HA0TOK-
CMHOB, NPOBOAUMBIX C nomowbto JTAIT-peakTuBa, Heobxo4MmMo NoaTBEPAUTL YYBCTBUTENbHOCTL PeakTuBa,
yKasaHHYIo Ha aTUKeTKe, a Takke ybeauUTbCs B TOM, YTO UCTILITYEMOE JIeKapCTBEHHOE CPeACTBO He COAePXKUT
hakTopoB, MeLlaroLWnX MPOBEAEHUIO peakLUmm.

13.2.1.1 MoaTBepxaeHve 3asBneHHoR YyBcTBUTENLbHOCTY JIATT-peakTuBa

AHanus npoeoaAT Ansi kaXkaon HOBOW cepun ncnonbayemoro JIAN-peakTvBa, a Takke Npu n3meHeHnn
YCIOBWIA 3KCNEPUMEHTA, UCNOSb3YEeMbIX MaTepranos U peakTUBOB, CNIOCOBHBLIX NOBAUATL Ha pesynbTaT TecTa.

13.3 lMpoBepeHne aHanusa
[ns npoBeaeHus aHanmaa rotoBaT pacTBopbl C 1 D no cxeme, npueeaeHHoN B Tabnuue 1.

Tabnuuya 1 — Cxema akcnepumeHTa «MoaTeepxaeHne 3asiBNieHHON YyBcTBUTENBHOCTU JIAJ-peakTtnea»

KoHeuHas
P . dakTop koHueHTpauus KC3 | Konuuectso
acTBoOp McxoaHbiih pacTeop PacTtsoputensb .
passegeHus B UCNbITYyeMomM NOBTOPHOCTEN
pacTtBope
c Pacteop KCO B Boge ansi | Bopa ans JIAIl-Tecta 1 2 4
JIAN-TecTa KoHUEHTpaumen 21 2 1 4
4 0,5\ 4
8 0,25% 4
D Bopa gna NAJ-Tecta — — — 2

PactBopbl C — cepusa pasegeHuin KC3O B Boge ana JlAJl-tecta (nposepka 4yBCTBUTENLHOCTU
NAN-peaktusa).

Pacteop D — Boga ana NNAJl-Tecta (oTpuuatenbHbIiil KOHTPOIb).

OnbIT NpoBOAAT, Kak onucaHo B 13.2.
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13.4 O6paboTka pe3ynbTaToB

AHarnua cynTaloT 4OCTOBEPHLIM, eCnin Ans pacTsopa D (oTpuLaTerbHbIA KOHTPOb) BO BCEX MOBTOPHOC-
TAX NoNyYeHbl oTpuLaTenbHble pesynbTaThl; Ana pacTeopa C koHueHTpaumei 0,25 nonyyeHs! oTpulaTers-
Hble pe3ynbTaThl.

KoHeu4HOW ToukoW peakuun Ans Kaxgon U3 noBTOpHOCTeN pacTBopoB C ABMSAETCA MONOXUTENbHbLIN
pesynbTarT, NonyYeHHbI 4na pacTsopa ¢ HaMMeHbLUen KoHueHTpauuein KCO.

CpenHereomeTpuyeckoe sHadeHue YyBcTBUTENbHOCTU NAI-peakTuBa Cy-q B KOHEHHON TOUKE peaKLum
paccyuTbIBaloT no popmyrne

Ciea = antilog zTe, (6)

rae Cycg — KOHLEHTpaLUuWs KOHTPOTLHOMo CTaHaapTa oHA0TOKCUHa,
¥ e — cyMmma norapunmMoB koHueHTpaunii KC3 B KOHEYHOWN TOYKE peakLun B KaXaon U3 NOBTOPHOCTEMN;
f— 4KnCcno NOBTOPHOCTEN.
3asBneHHasa yyBcTBUTENLHOCTL JTAl-peakTuBa cuMTaeTcs NoATBEPXKAEHHON U Ucnonb3yeTcd B Aalb-
HeLWNX pacyeTax B TOM cryyae, ecrv Nosiy4eHHOEe B 3KCNepUMeHTe 3HaYeHue YyBcTBuTensHocTu JIAI-peak-
Tuea o7 0,5 oo 2,0%.

13.5 Mewatowue drakropbl

MCﬂbITyeMOG NeKapCcTBeHHOEe CpeCTBO MOXET coaepXaTb MewatoLline CbaKTopr, ycunmsarowme n (I/I.I'II/I)
UHrMbupytowwme peakuuto NIAJT-peakTrea c 6akTepmanbHbIMU 3HAOTOKCUHAMWU. OBHaPYKUTb 3TU IBMIEHWUS MOX-
HO, CpaBHMB crnocobHocTb ucnonb3yemoro J1AJl-peaktuBa pearnposaTb ¢ pactsopom KCO B Boge ans
NAll-Tecta n B pacTBope UCNbITYEMOro nekapCTBeHHOro cpeacrtea B CTaHAapPTHBIX YCIOBUAX NpoBeAeHUA
3KCnepnuMeHTa.

McnbiTanuto MoxeT 6bITb noaBeprHyTo NekapCTBeHHOE CpeACTBO B nobom pa3BeaeHnn, He npeBbillalo-
wem 3HaveHns MOP. Mcnone3yemble B faHHOM aHanmn3ae npobbl UCNbITYEeMOro fiekapCTBEHHOro cpeAcTBa (Mnu
ero passefeHus) He JOMKHbI cofepxaTb BakTepuanbHbIX SHAOTOKCUHOB B onpefensieMblX B TecTe Konu-
YyecTBax.

13.5.1 lMNpoBeAeHue aHanu3a

[ns npoBegeHUs aHanuaa rotosaT pacTBopbl A—D o cxeme, NpuBegeHHON B Tabnuue 2.

Tab6nuuya 2— Cxema akcnepumeHTta «Mewwatowue akTopb»

KoHeuHasn
< dakTop KOHLEHTPaLns Konu4ectso
Pacreop MexoaHbiih pacTeop PacTtBoputens 3HOOTOKCUHA B o
passeneHus NOBTOPHOCTEN
UCMbITYEMOM
pacTBope
A McnbiTyemoe nekapcTBeHHoe — — — 4
cpeacTBo
B Menbityemoe  nekapcTBeHHoe Wenbityemoe  ne- 1 20 4
cpeacTBo, cogepxawee KCO B | kapcTBEHHOE cpea- 2 1 4
KOHLEHTpauumn 2 CTBO 4 0,51 4
8 0,25\ 4
C Pacteop KC3 B BOpe ans Bopa ans NAJl-Tec- 1 2% 2
TNAJ-TecTa KoHUeHTpauuei 2i Ta 2 (s 2
4 0,5% 2
8 0,251 2
D Boga ans NNAN-Tecta — — — 2

OnbIT nposoasT no 13.2.

13.5.2 Pe3ynbTaThl MU MHTEpnpeTaLus

PesynbTaThbl 3KCNEprMeHTa cuMTaloTCs AOCTOBEPHBIMKU, ECNK ANA pacTBopa D nony4yeHsl oTpuUaTe Nb-
Hble pe3yrbTaTbl BO BCEX MOBTOPHOCTSX; AN pacTBopoB C (KOHTposb YyBCcTBUTENBHOCTU JIAI-peakTuBa)
cpegHereoMeTpudecKkoe 3HavyeHue KoHLeHTpaunm bakrepuanbHbIX 3HAOTOKCMHOB cocTaBnsaeT oT 0,5 oo 2,02,
Ana pacTBopa A nofy4eHbl oTpuLaTtenbHble pesynbTaThl BO BCEX MOBTOPHOCTAX.

Mo pesynbTatam, NoNy4eHHbIM 4Ns KaXKA0W U3 NOBTOPHOCTEN pacTBOPOR B, paccyMThbIBalOT cpeaHereo-
MeTpuyeckoe 3HaveHne YyscteuTensHocTu JNAN-peaktuBa.

11
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PacueT nposoaaT, kak onucaHo B 13.3. Ecnun nony4eHHoe cpeaHee 3HauyeHue okasanoch ot 0,5 go 2,02,
ncnblTyeMoe nekapcTBeHHOe CPeACTBO B BLIGBPAaHHOM pa3BeeHUN He COAEPKUT MeLLIaoLWMX hakTopoB, Cno-
COBHBIX MHrMBUpoBaTb U (MnNu) yeunueatb peakuuio JNIAJl-peaktuBa ¢ 6akTepranbHBIMU SHOOTOKCUHAMU, U
MoxeT 6bITb NOABEPrHYTO aHaNU3y Ha cogepxkaHue 6akTepuanbHbIX 3HAOTOKCUHOB.

Ecnu npucytctane Mewwawwwmx ¢dpakTopos 06HapyXeHO Ans UCTILITYEMOro JIeKapcTBEHHOTO CpeacTBa,
KOTOpOe NpoBepANock B pazseAeHnn, MeHbwem MAP, aHanus nosTopsitoT B 6onbLueM pa3segeHnu, BinoTb 40
passegeHus, pasHoro MAP. B 60onbluMHCTBE CnyYaeB AOMOMHUTENLHOE pasBefieHWe UCNBbITYeMOro neka-
PCTBEHHOrO CpeAcTBa CNOCOBHO CHATL AeNCTBUe Mewatowmx dakTopoB. UcnonbsosaHue JAM-peakTusa
6onbLUei YyBCTBATENBHOCTU NO3BONSAET YBENUUNUTL CTeNeHb passedeHus!.

OeicTere Mewaowmx hakTopos MoxXeT BbITb NPeoAoneHo COOTBETCTRYIOLLER 06paboTkoi, Hanpumep
dunbTpaumnen, HenTpanusaumen, Ananu3om NN TemnepaTypHoin 06paboTkoi. BelbpaHHbIi cnocob yaaneHus
MelLlaloLWmX hakTopoB He A0MKeH U3MEeHATb KOHLUEeHTpauuio 6akTepuanbHbIX 3HAOTOKCUHOB B UCNBITYEMOM
nekapcTBeHHOM cpeacTse, noaToMy KC3 k pacTBOpY UCNLITYEMOro NnekapcTBeHHOro cpeacTBa AoGasnawT
nepeq nposedeHnemM Takon ob6paboTku, nocne Yero NpoBoaAT aHanus «Mewwatowme caktopbl». Ecnu nocne
06paboTkun BbIGPaHHLIM cnocoGoM pesynbTaThl aHanusa «Meluatowme akTopbl» OKaXyTca yOaoBnNeTBOpU-
TeNbHbIMW, TO UCTLITYEMOE feKkapCTBEHHOe CPeACTBO MOXET ObiTh MOABEPrHYTO aHanu3y Ha cogepXaHue
6akTepuanbHbIX 3HAOTOKCUHOB.

Ecnu nenblTyemMoe nekapcTBeHHOE CPeACTBO Henb3si 0CBOOOAUTL OT Meluatolumx hakTopoB, OHO He
MOXeT BbITb UCCNeaoBaHo Ha NpegMeT cofepkaHna bakTepuarnbHbIX 3HOOTOKCUMHOB ¢ nomollbto JIAM-TecTa.

14 Ka4yecTBeHHbIN aHanu3 (meTtoa A)

3agadeit aTOro aHanmsa siBNsieTCs NoATBEPXKAEHWE TOr0, YTO coaepkaHue bakTepuanbHbIX 3HAOTOKCU-
HOB B UCTBITYyeMOM o6 pasLie He NpeBkILWaeT 3HaYeHUsA NpeaenibHOro coaepkaHus 6akTepuanbHbIX 3HAOTOKCU-
HOB, YKa3aHHOr0 B KOHKPETHOM HOPMAaTUBHOM JOKYMEHTE.

AHanun3 npoBoAsAT C NekapCTBEHHbIM CPEACTBOM B O4HOM pa3BeAeHUu, B KOTOPOM Bbin nposeaeH aHann3
«Mewwatowne akTopbl», v B 6onbLleM passegeHUN, HO He NpeBbILLaoLLeM 3HadeHus MAP.

14.1 MpoBepeHUe aHanusa
Ons npoBeaeHUs aHanmaa rotToBaT pacTBopbl A—D no cxeme, npuBeaeHHoON B Tabnuue 3.

Tabnwuya 3 — Cxema akcnepumeHTa «Ka4eCTBeHHbIV aHanma»

PacTBO McxonHsli pacteo KoreuHas KoHLEHTPaLus SHIOTOKCHHA Konu4ecTtBo noBTOpHOCTEN
P A P P (KC3) B ncnbiTyemom pactBope p
A McnbiTyemoe nekapcTBeHHOE CpeacTBO — 2
B McnbiTyemoe nekapcteeHHOe CPeAcTBo,
copepxalee KCO koHueHTpauuen 2 2n 2
C Pacteop KC3 B BOoge ans J1AJl-tecta
KOHUeHTpauuen 2 2n
D Bopa ans NNAIl-tecta —

Pactsop A — vcnelTyeMoe nekapcTBEHHOE CPEACTBO B pa3BefeHnM, B KOTOPOM OTCYTCTBYIOT MeLlato-
LMe dpakTopbl, nnn B 6onbluem pa3seaeHuu, He npesbiwatollem MAP.

PacTtsop B — UcnbITyeMoe rnekapcTBeHHOE CPEACTBO B BblOpaHHOM pasBeeHWU, K KoTopomy fobasneH
KCO. KoHe4Hasi KOHLLeHTpaLnus 3HA0TOKCUMHA B aHanu3MpyemMomM pacTBope AOSPKHA COCTaBNATb 2 (NONOXu-
TeNbHbIA KOHTPOMb NCNBITYEMOro NeKkapCTBEHHOro CpeacTea).

Pactsop C — pactsop KCO3 B Boge ansa JTAJl-TecTa ¢ kOHeUHON KOHLieHTpauuen 2A. (MonoXuTenbHbIn
KOHTPOIb).

PacTtsop D — Boga ans JIAJT-Tecta (oTpuuatenbHblil KOHTPOMb).

AHanuns npoBoasT, kak onncaHo B 13.2.

14.2 PesynbTaThbl U UHTepNpeTauus

AHanms cuuTatoT 4OCTOBEPHBLIM, eCNK AN pacTeopa D (oTpuLaTenbHbIA KOHTPOIb) NOMYYeHbl OTpULa-
TenbHble pesynbTaThl B 06enx NOBTOpHOCTSX; ANd pacTBopa C (MONOXKUTENbHBIA KOHTPOSb) BO BCEX NOBTOP-
HOCTSIX MOMyYeHbl MOMOXUTENbHBbIE Pe3ynbTaThl; AN pacTeopa B (MonoXuTenbHLIA KOHTPOIb UCTLITYEMOro
o6pasLia) B 06e1x MOBTOPHOCTAX NOJTyYeHbI NMOSIOKUTENbHbIE pE3YNbTaThl.
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Ecnu ansa pactBopa A B 06e1x NOBTOPHOCTSX MOMyYeHbl OTpULATeNbHbIE pe3ynbTaThl, JliekapcTBeHHoe
CpeACTBO CHUTAIOT BbIAEPXKABLUUM UCNILITAHUS.

Ecnu ans ucneiryeMoro nekapcTBeHHOro cpeAcTsa B pa3segeHun, meHbwem MIP, B 06enx noBTopHOC-
TAX NOMyYeHbl NONOXUTENbHbIE pe3ynbTaThl, aHanus3 criegyeT NOBTOPUTL B pa3BedeHun, pasHom MAP.

Ecnu ans ncneityemoro nekapcTBeHHOro cpeAcTBa B pa3seaeHuu, pasHoMm MIP, B 06e1x noBTOPHOCTAX
nonyyeHbl MONOXUTENbHbIE pe3ynbTaThl, TO leKapCTBEHHOE CpeCTBO He COOTBETCTBYeT TpeboBaHUaM HOp-
MaTMBHOro OKYMEeHTa, HOpMUpYoLWero cogepxaHue bakrepyanbHbIX 3HAOTOKCUHOB.

Ecnv nonoxutensHblil pe3ynbTaT noslydeH B O4HONM U3 MOBTOPHOCTEN AN pacTBopa A, TO NMpoBoAAT
MOBTOPHbLIN aHanus. fllekapcTBeHHOe CPeACTBO CUMTAIOT BblAEPXKaBLUUM UCTbITAHWUS], €CNU B MOBTOPHOM aHa-
nuse gns o6enx NOBTOPHOCTEN NOMyYeHbl OTpULaTeNbHble pesynbTaThl.

15 KonuyectBeHHbIN aHanu3 (meTtopn B)

3apaveit aHanusa ABNAeTCA onpeaeneHue coaepXxaHus 6akTepuanbHbIX 3HAOTOKCUHOB B UCNOMNb3Ye-
MOM NeKkapcTBeHHOM cpeacTae. [ina 3Toro Ncnonb3yoT cepuio nocrnegoBaTenbHbIX pa3seaeHUA UCNbITYeMoro
neKapcTBEHHOro CpeAcTBa, HaunHasna ¢ Toro passedeHus, Anst KOToporo 6bin NnpoBeaeH aHanus «Mewwatowme
chakTopbl», nu GonbLlero, HO He nNpesbiwatowero MAP.

15.1 lNpoBeneHne aHanusa
[na npoBeaeHUst aHanuaa rotToBAT pacTeopbl A—D no cxeme, npuseaeHHOW B Tabnuue 4.

Ta6nwuuya 4 — Cxema akcnepumeHTa « KonM4eCcTBEHHbIN aHanm3a»

KoHeuHasn
PacTBOp AcxonHbii pacTeop PactBOpUTEnDb Pakrop KoHueHTpauus KC3 KO"”HeCTBO,
passeneHus B UCNBITYEMOM NOBTOPHOCTEU
pacreope
A McnbiTyemoe nekapcTBeH- Bopa ans NAJl-tec- 1
HOE CpeacTBo Ta 2 — 2
4 — 2
8 — 2
nT. 4. go —
MaP 2
B Mcenbityemoe nexkapctBeH- Wenbityemoe  ne-
HOe CpeAcTBO, CoOAepxXallee | kapCTBEHHOe CpeacTBO 1 2\ 2
KC3 koHueHTpaumen 2
C PactBop KC3 B BOAE aAns Boga ans NA-Tec- 1 21 2
TAT-TecTa KoHUeHTpauuel 21 | Ta 2 (s 2
4 0,5%1 2
8 0,253 2
D Boga ans JIAJl-tecta — — — 2

15.2 Pe3ynbTaThl M UHTEpPNpETaLMUA

AHanns cuntaloT 4oCTOBEPHBLIM, ecrnv AN pacTeopa D (oTpuuaTenbHbIii KOHTPOSb) MoNy4YeHbl oTpuLa-
TenbHble pesynbTaThl B 06eUxX NOBTOPHOCTAX; AN pacTBopoB C (KOHTPOIb YyBCTBUTENLHOCTH JIAT-peakTnBa)
cpeaHereoMeTpuYdeckoe 3HaveHmne KoHLeHTpaLm 6aktepuarnbHbIX 3HA0TOKCMHOB CocTaBnseT He MeHee 0,5)
1 He Bonee 22; Ans pactsopa B (NonoXUTeNbHBIN KOHTPOMb UCNbITYEMOro obpasLia) nonyveHsbl NonoKnTeb-
Hble pe3ynbTaThbl B 06eMx MOBTOPHOCTAX; ANA PaCTBOPOR A KOHEUHON TOUKON peaKLum IBNSETCS NoNoXUTeNb-
HblA pe3ynbTart, NonyYeHHbIA AN HanbonbLuero pa3seAeHNA NCMbITYEMOro NeKapCTBEHHOTO cpeacTBa.

3HaueHWe npousBedeHns hakTopa 3TOro pasBefeH s Ha BennMYnHy YyBCTBUTENbHOCTM JTAT-peakTuea
(M) paBHO KOHLeHTPaLMN 3HAOTOKCUHA B pacTBope A, MONyYeHHOW 4N AaHHOW NoBTopHocTU. CpeaHereoMeT-
pudeckoe 3HavyeHne KOHLeHTpaL M1 3HAOTOKCMHA PaccYUTLIBAIOT, kak onmMcaHo B 13.4.

Ecnv Bo BCeX NOBTOPHOCTAX CEpUM pacTBOPOB A NonyveHbl 0OTpULATENbHBIE PE3YNbTaThl, TO KOHLEHTpa-
uma BakTepuanbHbIX 3HOOTOKCUHOB B WUCNbITYEMOM [IEKAPCTBEHHOM CPEACTBE MEHee YyBCTBUTENbHOCTH
JTAN-peakTnBa, YMHOXEHHOW Ha HAaNMeHbLLWIA (hakTop pasBeaeHus.
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Kpome npuBeaeHHbIX METOAOB, ANs onpeaeneHnst coaepkaHus 6akTepmnanbHbIX 3HAOTOKCUHOB B UCTbI-
TYeMOM NekapCTBEHHOM CpeACTBe MOTyT UCMOMb30oBaThes (hoToMeTpudeckne metoabl (C, D, E n F), onucan-
Hble B EBponeiickoin doapmakonee [3].

16 Typ6uanmeTtnyeckme metoabl (C v F)

JdaHHble MeToabl OTHOCATCA K POTOMETPUYECKM MeTO4amM N3MEPEHUS YBENNYEHNSI CTENEHUN MYTHOCTU.
B 3aBMCUMOCTN OT NPUHLMNA, MOSIOXEHHOTO B OCHOBY MPOBEAEHWUS UCMBITaHNs, ykazaHHble MeToAbl knaccudu-
LMPYIOT Kak TYpOUaumMeTpruieckuin MeTof KOHEYHON TOUKM B0 TypbnanmMeTprniecknin KNHeTUYECKNIA MeTog,.

16.1 TypbuanmeTpuyecknii MeToa KOHEYHON TOYUKM (MeToA F) OCHOBaH Ha KoNMM4eCTBEHHON 3aBUCUMOC-
TU KOHL,EHTpaL M 3HOOTOKCMHOB OT CTENEHU MYTHOCTU (MOTIOLLEHNE UMW MPOMYCKaHUe ) peakuMoHHOM CMecu B
KoHLe MHKybaLnMoHHOoro neproaa.

16.2 TypbuanmeTpuyecknin KUHeTu4ecknin metod (Metoq C) OCHOBaH Ha M3MepeHnn BpemeHu, Heobxo-
OUMOro Anst AOCTUXKEHUS NpeaBapUTeNnbHO onpeaeneHHoNn BeNUUMHbI MNOrMOWEHNs], U CTeNeHU MyTHOCTH
peakLMOHHOM CMECHU.

VcnbiTaHne npoBogaT npy TemnepaType UHKybaLmm, pekoMmeHaoBaHHoW npoussoauTenem J1IAlN-peakTu-
Ba [06b14HO (37 £ 1) °C].

17 XpomoreHHble meTtoabl (D v E)

[JaHHble MeToAbl MCMOMb3YIOT AMA U3MepeHNst KonmyecTBa xpoMmodopa, BeicBoboaMBLIErocs U3 cooT-
BETCTBYIOLLEro XPOMOreHHOro nentnaa B pesynstaTe peakumm aHaoTokcnHos ¢ J1AIl-peaktnsom. B 3aBucu-
MOCTW OT MPUHLMMA, MOSIOKEHHOTO B OCHOBY WCMBLITAHUA, 3TOT METOA KaccuULMPYIOT Kak XPOMOreHHbIR
MeTOA KOHEYHOW TOUKM UM XPOMOTE€HHbBIA KUHETUYECKUA MeTo[.

17.1 XpOMOreHHbIn MeTOA KOHEYHON TOYKN (MeTo E) OCHOBaH Ha KONMUYECTBEHHON 3aBUCUMOCTU KOH-
LeHTpauum SHOOTOKCUMHOB OT KonuyecTBa Xpomodopa, BbiICBOOOAMBLUETOCs K KOHLY WHKYy6aLMOHHOro
nepuoga.

17.2 BnpoLecce UcnblTaHWUsi XPOMOreHHbIM KWHETUYECKUM MeToaoM (MeToa D) namepsitoT Bpemsi, Heob-
XoAMUMOe AN AOCTUKEH NS NpeBapuTenbHO onpeaeneHHoN BeNnYnHbI ONTUYECKON NNOTHOCTY peakLMOHHON
CMECU UIM CKOPOCTU OKpaLLUBAHUSA.

UcnbiTaHne npoBoAAT nNpu Temnepatype WHKYGUMpoOBaHUSl, peKOMeHZOBaHHOW Mpou3BoauTenem
JTAN-peakTuea [06bI4HO (37 £ 1) °C].

18 lNpepBapuTenbHbIe UCTLITAHUA

[ns npoBepKn TOYHOCTY UN BanugaLmn UCNbITaHust TypbuanMmeTpuyeckum MeTogom nmbo XpomoreH-
HbIM MeTOA0M NPOBOAAT NpeABapuTenbHele UCNbITaHUS, No3BoNsoLWme yoeanTbes B HaAeXXHOCTU KpUTepues
ANl CTaHAAPTHOW KPUBOW U B TOM, YTO UCTBITYEMBI PACTBOP He SBMSIETCS MeLuaoLwwmm hakTopom ANs Npose-
OEeHUs NCMbITaHUS.

Banugauna metogukn UcnblTaHuin HeobxoamMma, ecnin B yCroBUSl aKCNeprMeHTa BHeCceHbl kakue-nnbo
N3MEHEHWs1, KOTOPbIe MOTYT MOBMAUSITL HA Pe3ybTaThbl UCMbITAHMS.

18.1 lNMpoBepka HaAeXHOCTU KpUTEpUEB ANA CTaHAAPTHOW KPUBOU

[OTOBAT He MeHee Tpex pasBeeHWn pacTBopa CTanAapTHOro npenapaTa 3HA0TOKCUHa 47151 TOCTPoeHUs
CTaHgapTHoW kprBoW. [poBogAT UcnbITaHWe, NCMONb3YS He MeHee Tpex NapanienbHbiX PAOoB KaXaoro passe-
AeHusi pacTBopa cTaHAapTHOro npenapaTa 3HAOTOKCUHA, B COOTBETCTBUN C peKoMeHAaLsMN MPon3BOAUTENs
NAN-peakTuBa (06bEeMHbIE COOTHOLLEHUS, BpeMs UHKYBUpoBaHus, Temnepatypa, pHuU T. n.).

Ecnu npu nposegeHun NcnbliTaHWs KAHETUYECKUM MeTOAO0M HeobXoaMbIA MHTepBar npesblwaeT 2 fo-
rapudma, BKIoYaoT 4ONONHUTESNbHBIE pa3BedeHNsi CTaHAapTHOro npenapaTa 3HAO0TOKCUHA, ANA TOro YToobl
pasrpaHuunTb kaxaoe nosbllleHue norapugma Ha eauHULY B UHTepBarne 3Ha4vyeHWu cTaHaapTHOM KpUBONM.
AbcontoTHoe 3HaveHne koadbdurumeHTa Koppensaumm |r | gormkHo 6biTe Beiwe unv pasHo 0,980 ansa nHtepeana
KOHLeHTpauuii SHAOTOKCUHOB, YKa3aHHbIX MPOMU3BoOAUTENEeM nu3arTa.

18.2 UcnbiTaHMe Ha HanNnU4ne MeLlarwLmx chakTopoB

BbibupatoT 3HaueHMe KOHLEHTpaLmMm 3HA0TOKCUHOB, Nexallee B cepeuHe nHTepaarna 3Ha4yeHuiA cTaH-
[apTHOW KpUBOM 1N 6NN3KOE K STOMY 3HAYEHUIO.
FoToBAT pacTBopbl A, B, C 1 D, kak nokasaHo B Tabnuue 5.
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Tabnwuuya 5— Cxema akcriepumeHTta «Mewwatowme akropbi»

PactBop, k koTopomy nobaeneH .
Pactsop KoHueHTpaunsa 3HAOTOKCUHOB OHEOTOKGHH KonvuecTeo nosTopHOCTEN
A OTcyTcTByeT WcnelTyemeli pacteop He meHee 2
B CpefHsin KOHUEHTpaumMsi Ha cTaHpapT- UcnbiTyemebili pacTBop He menee 2
HOW KPUBOW
C He meHee Tpex koHUEHTpauum (camyio Boaa ans NAJl-tecta Kaxpas koHueHTpauus He
HU3KyI0 KOHUEHTpauunio o6o3HavaloTt L) MeHee 2
D OtcyrcrtByet Bopa ans J1AJl-tecta He menee 2

MpumeuaHnwus

1 PacTBOp A — UCTIbITYEMbIN PACTBOP, KOTOPLIV CriefyeT pa3sBoauTb A0 3Ha4YeHUs1, He npessiwatowero MAP.

2 PacTBop B — UCTbITyeMbili 06pa3eL, B TOM e pa3BeeHn, YTO U pacTBop A, cogepxalumii npubasneHHble SHOo-
TOKCMHbI B KOHUEHTPaLuW, paBHON 3HAYEHWIO CpeaHeN KOHLEHTPaLMM Ha CTaHAapTHOWM KPYBOW UNu GriM3KoW K Hew.

3 Pacteop C — pacTtBop cTanJapTa S3HAOTOKCHHA B KOHL@HTPaUUsX, UCTMONb3yeMbiX Npy Banvaaumum Metoaa, B co-
oTBeTcTBUM € 18.1 (MpOBEpKa HAAEKHOCTU KPUTEPWER AN CTAHAAPTHOW KPUBOW (MONOXNTENBHBLIE KOHTPOMM).

4 Pacteop D — Boga ansi JIAJl-tecta (oTpuuaTenbHblii KOHTPOMb).

MpoBOAAT UCTBITAHNE He MeHee YeM B ABYX NapannenbHblX npobax 3TUX pacTBOPOB B COOTBETCTBUM C
pekoMeHOaUusaMN npoussoanTens nusaTa (06bem UCNBITYeMOro pacTeopa 1 pacTsopa nusarta, o6bemHoe
COOTHOLUEHWNE UCMBITYEMOro pacTBOpa 1 pacTBopa nnsaTa, Bpemsl MUHKYOUpoBaHUa N T. M.)

BbluncnsioT cpeaHee 3HadeHWe KonuyecTsa Ao6aBneHHbIX 3HAOTOKCUHOB, BblMUTAS CPEAHIO KOH-
LeHTpaLmo 3HAOTOKCUHOB B pacTBOpE (€Cnn OHU NMPUCYTCTBYIOT) U3 cpedHen KOHLEHTpaumnm 3HA4OTOKCUHOB B
pacTsope, cogepxallemMm AobaBneHHble 3HA0TOKCUHbI.

McnbiTyeMelil pacTBOp He COAEPXUT MeluaroLwux hakTopos, eCriv B YCNOBUAX NPOBEAEHUA UCNbITaHUsA
N3MepeHHas KOHLeHTPaLMsA 3HAOTOKCUHOB, NpUBaBNEHHbIX B UCTILITYEMbIA PaCTBOpP, HAXOAUTCA B UHTEepBane
oT 50 % Ao 200 % 13BeCTHOW KOHLEHTpaLUN 3HAOTOKCUHOB NOCIE BbIYUTaHUA KOHLUEHTPaL UK 3HOAOTOKCUHOB,
obHapy>XeHHbIX B pacTBope 6e3 4o6aBNeHHbIX 3HAOTOKCUHOB.

Ecnu sHaueHune coaepxaHus 3HAOTOKCUHOB HaXOAMUTCA 3a NpeJenamMun ykasaHHoro uHTepeana, Mewato-
wue dakTopbl cnegyeT yaanutb, kak onucaHo B 13.5. OddpekTUBHOCTE 06paboTKM KOHTPONUPYIOT
nocpeacTBOM NPoBeAeHUS MOBTOPHOrO UCTILITAHUS HA HanM4Me MeLLaoLLIMX (haKToOpOoB.

18.3 lMpoBeaeHUe UcNbITaHUA
UcnbiTaHua NpoBoAAT B COOTBETCTBUU C METOAUKON, onucaHHoW B 18.1.

19 Yvyet pesynbTatoB

19.1 KoHueHTpauuio 3HAOTOKCUHOB B KaXKAOM U3 NapaninenbHbiX pacTBOPOB A paccunTbiBalOT, UCMONb-
3yA cTaHAapTHYIO KPUBYLO, NONYYEHHYIO ANS psAoB NONOXUTENbHBIX KOHTposien (pacTteop C).

UcnbiTaHue cunuTaloT 4eACTBUTENbHBLIM, ECIN BBIMOJHEHBI CrieAyoLIne YCNOBUST:

- pesynbTaT, NONYYeHHbI ANs pacTBopa D (oTpuLaTenbHbIA KOHTPOTb), HE MpeBbILLaeT npeaensLHoro
KOHTPOSbHOIO 3HaY€HUSA, ykazaHHOro B UHCTPYKLMK K ucrnonbayemomy JIAJl-peakTusy;

- pesynbTaTbl, NONyYeHHbIe AN NapannenbHblX PAAoB NONoXUTENbHBIX KOHTponel (pacteop C), cooT-
BETCTBYIOT TpeboBaHWAM, yKasaHHbIM Ans BanvMAauMoHHbIX UCTIBITaHWUIA, Kak onucaHo B 18.1, ecnn cogepxa-
HWe 3HAOTOKCUHOB, MOSIyYEHHOE MOoCre BblYNTaHWUS U3 KOHLUEHTpauuu 3HAOTOKCUHOB, OBHapy>XeHHbIX B
pacTBope B, KOHLeHTpaLum 3HA0TOKCMHOB, 06HapyXeHHbIX B pacTBope A, HaxoauTcsl B uHTepsane oT 50 % ao
200 %.

19.2 UcnbiTyeMblii 06paseL, cooTBETCTBYEeT TpeboBaHUSIM UCNbITAHUSA, eClM cpeaHee 3HaueHne KOH-
LeHTpaLMm1 3HAOTOKCUHOB B NapanienbHbiX Npobax pactsopa A ¢ y4eTOM pa3BeAeHUs U KOHUEHTpaLum UcnbI-
TYeMoro pactBopa MeHee 3HauyeHUsi npedenbHO AONYCTUMOro coaepXaHusi baktepuanbHbIX 3HAOTOKCUHOB,
yCTaHOBIIEHHOr0 A5 UCMNbITYEeMOro npenapara.
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20 WUcnbiTaHMe Ha TOKCUYHOCTb (hapMaKonornyeckux neKkapcTBeHHbIX CpeacTB

WcnbiTaHWe TOKCUYHOCTU hapMaKoNOrM4ecKUX NekapCcTBEHHBIX CPEACTB MPOBOAAT Ha 340POBbIX 6enbix
Mblwax oboero nona Mmaccon 19—21 r, Ha KOTOPLIX paHee He NPOBOANNN HUKAKUX UCTIBITAHUA.

3a 24 4 oo ucnbiTaHKs U BO BPEMA €ro NpoBeAeHUNA XNBOTHbIE AOSMKHBbI HAXOAUTLCS B NOMELLEeHUA ¢
NOCTOSIHHOMN TeMnepaTypoil. 3a 2 4 40 B3BELWMBAHUA U OTOOPA XXMBOTHBIX AJ1 MPOBEAEHUS UCNbITAHWIA Y HUX
oTOUpatoT KOPM 1 BOAY.

Kaxayto ceputo iekapCTBEHHOTO CpeACTBa UCNbITHIBAIOT Ha NATU Mblwax. PactBoputens (pasbasutens),
KOHLieHTpauumio pacteopa (TecT-go3y) 1 cnocob BBeAeHNA yKasblBarOT B HOPMaTUBHOM AOKYMEHTE Ha KOHKpeT-
Hoe fekapcTBeHHOoe CpeacTBO.

PacTBop npenaparta, noanexaiero ucnbitaHuio, nogorpesatot ao 37 °C u B o6beme 0,5 cm® BBOAAT B
XBOCTOBYI0 BEHY CO CKOPOCTbto 0,1 cMm3/c, ecnu HeT ApyruX yKasaHWi B HOPMaTUBHOM JOKYMEHTE Ha KOHKpeT-
Hoe nekapcTBeHHoe CpeacTBO.

Ecnu B HOpMaTMBHOM AOKYMEHTE Ha KOHKPeTHOe NnekapcTBeHHoe CpeCTBO NpeAyCcMOTPEH UHOWN NyTb
BBeAeHUs npenapara Mbllwam, o6beM pacTBopa, BBOAUMOro B GpioLHYIO MOMOCTb, Mo4 KOXY UM Xenyaok,
MoxeT BbiTb yBenuueH 4o 1 cm3. BeeaeHue B xenyaoK NPOM3BOAAT WNPULEM MOCPEACTBOM UHBEKLMOHHOM
WFNbl, HA KOHLLE KOTOPOW UMeeTCA HannaBneHHasa onMBa, UKn NP NOMoLLM Apyroro npucnocobnexus, obecne-
YMBaOLLIEro MOCTYMNEHNe pacTBOpa UNN B3BECU Npenapara B Xenyaok.

21 OnpepeneHne MeCTHOro AeNUCTBUA (PeaKTOreHHOCTH)

Mpenapart BBOASAT METOAOM U1 B Ao3e (KOHLEHTpauun), npeanaraemoii Ans Ucnonb3oBaHWUs B NpakTuKe.

B cnydae, ecnu npenapar npegnonaraloT NPUMEHATL BHYTPUKOXKHO, MOAKOXHO UMW BHYTPUMbILIEYHO,
OLIEHKY pasapaxalollero AeicTBUs OCYLLECTBNSAT Nocne 0OAHOKPaTHOro BBeAeHus. B ocTarnbHbIX criydasx
(Npn BHYTPUBEHHOM, NepopanbHOM, BBEAEHWN B KOHbIOHKTUBAMbHbIA MELLIOK) — MOCTie COOTBETCTBYHOLLEro
yucna annnukauuii, koTopble NpeanonarateTca Npy ero NPUMeEHeHUN B npakTuke. Konnuectso XMBOTHLIX B
rpynne, 4o3bl BBeAEHWS OMNpeaensitoT B COOTBETCTBAM C HOPMATUBHBIMA [OKYMEHTamu Ha KOHKpeTHoe
nekapcTBeHHOe CpeacTBo.

OLeHKY MEeCTHOTO AEMCTBUS OCYLLIECTBISAIOT Ha OCHOBAHMM AaHHBIX OCMOTPOB, NPOBOAUMEIX B TeueHue
CPOKa BBEAEHWS NeKapCTBEHHOTo CpecTBa 1 NocneayoLLmMX CeMn CyToK.

22 OnpepgeneHue CTepUNbHOCTU

CTepunnbHOCTE (OTCYTCTBME KMBBIX MWKPOOPraHW3MOB) WHAKTUBUPOBAHHBLIX BakuUWH MpoBepsioT
cornacHo FOCT 28085.

23 OnpepeneHne MMKPOOUONOrMYeCKOM YNCTOThI

MuKpOGMOMOrMYecKyto YUCTOTY ONpeaensitoT B TeKapCTBEHHbIX CPeACTBaX A1s XKUBOTHbBIX, CoaepKallmx
XMBbIE MUKPOOPraHn3Mbl, NyTEM BbiCeBa Ha 3MEKTUBHbIE MUTaTe NbHbIe CPeabl, KyNbTypbl KNETOK (AN BUpYC-
HbIX BaKLMH) WA C UCMONb30BaHUEM TeCT-CUCTEM, NpedHasHaveHHbIX AN 06HapyxeHUsa OHK nocTtopoHHMX
GaKTepuin, BUPYCOB M MUKOTIIA3M.

24 YyeT pe3ynbTaToOB UCNbITaHUA

24.1 Mpu onpegeneHun 6e3BpedHOCTU GUONOTMYECKUX NleKapCTBEHHbIX cpeacTB HabnioaeHwe 3a
XVUBOTHBIMW MPOBOASAT B TEYEHWE CpoKa, YCTAHOBMEHHOTO B HOPMATMBHbIX AOKYMEHTaX Ha KOHKpeTHoe
nekapcTBeHHoe cpeAcTso. B nepuoa npoBedeHWs vUcnbiTaHus BedyT exedHeBHoe HabntogeHne, oTMevas
OTKITOHEHWA OT HOPMaIbHOro NOBEAEHUA U KITUHUYECKOTO COCTOSHUS JKUBOTHbIX.

24.2 JlekapcTBeHHOE CPeACTBO CUNTAKOT BblAep)KaBLUMM UcTblTaHUe Ha 6e3BpeaHOCTb, ECNN B TEYeHNe
npeaycMoTpeHHOro cpoka HabnoaeHNs He MOrMBHET HU OAHO M3 NOAOMBITHBIX )KUBOTHBIX UMW Y BaKLUHUPOBAH-
HBIX )KMBOTHBIX He ByAeT NPoABIEHUs KMUHUYECKUX NpU3HakoB 6onesHN. (BakuunHa npoTMB KoKLMaMo3a Kyp).

B cny4ae ru6env ogHoro unv 6onee XXMBOTHBIX UAN NPOSBIIEHUS Y HAX KITMHUYECKUX MPU3HaKOB GonesHu
MCMbITaHWe NOBTOPSAIOT Ha YABOEHHOM KONMYEeCTBE XMBOTHbIX. [TOBTOPHOE UCTIbITaHNe CUMTAETCA OKOHYaTeMb-
HbIM. B criyyae HeyoBe TBOPUTESTbHbIX Pe3yibTaToB MOBTOPHOIO UCTbITAHUSA NekapCcTBEHHOe CpeaCcTBO CUN-
TaloT He BblAepKaBLUWUM UCTbITaHWe Ha 6e3BpeaHOCTL 1 BpaKkytoT.
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24.3 lMpn onpeaeneHnM TOKCUYHOCTN hapMakonorMyecknx fiekapcTBEHHbIX cpeAcTB HabnoaeHne 3a
XMBOTHBLIMU MPOBOASAT, KaKk NpaBuio, B TedeHue 48 4, ecnv HET ApYrux ykasaHui B HOpMaTUBHOM JOKYMEHTE Ha
KOHKpEeTHOe NekapCcTBeHHOoe CPpeaCcTBO.

24 .4 TekapcCTBEHHOE CPEACTBO CHUTAIOT BblAEPKaBLUUM UCTIbITAHWNE, €CIN B TeYEeHe MpeayCMOoTPEeHHO-
ro cpoka HabnogeHnsa He NOrMBHET HM 0dHa N3 MOACMNbITHEIX MbILLENA.

B cnyyae rubenv ogHOM MbILLKX ONBIT MOBTOPSAOT Ha NATU Mblwax maccol (20,0 + 0,5) r; B cnyyae rubenu
npuv NepBoHaYanbHOM UCMbITAHUA ABYX MbILLEA MOBTOPHOE UCMbITaHWe NpoBoasAT Ha 15 xMBoTHBIX. Ecrivi npn
MOBTOPHOM WUCMbITAHUN HW OHA MbiLLb HE MOTMBHET, T. €. cyMMapHas rubenb XUBOTHBIX B ABYX ONbITax He npe-
BblicMT 10 %, NekapcTBeHHOE CPeACTBO CUMTAIOT BblAEpXKaBLWNMM UCNbITaHWe. B npoTUBHOM criyyae nekap-
CTBEHHOE CpeaCcTBO bpakytoT.

24.5 TMpwu onpeaeneHnn 6akTepunanbHbIX S3HAOTOKCMHOB NNEKAPCTBEHHOE CPeACTBO CHNTAIOT BblAepKaBs-
UMM MCMbITaHWe, eCnn onpedeneHHoe B 3KCNepuMeHTe coaepkaHune 6akTepunanbHbIX 3HAOTOKCUHOB MeHee
3HaYeHusI NpeferibHOro coaepxaHust bakrepnanbHbIX 9HAOTOKCUHOB, YKa3aHHOrO B HOPMaTUBHOM JAOKYMEHTE
Ha KOHKpeTHOe NekapCTBEHHOe CPeACcTBO.

24.6 MpunpoBepke MHAKTUBUPOBAHHBIX BaKLMH Ha CTEPUILHOCTL B MOCEBaX Ha NUTaTeNbHbIE cpeabl He
OOJIDKHO BbITb POCTa MUKPOMIIOPHI.

24.7 Tpw onpeaeneHnn MUKPOBMONOrMYECKO YACTOTHI NIeKapCTBEHHOMO cpeacTBa Ans XKUBOTHBIX 1
BbiceBe Mpob Ha COOTBETCTBYOLMNE NUTATENBHBIE CPeabl UMK KyNbTYpbl KNETOK (415 BUPYCHBIX BaKLWH) A0~
XeH HabngaTbCsl POCT TUMUYHON KyNbTYphl WTamMmma (LUTaMmMOoB) 6akTepuii v BUpYCOB, U3 KOTOPBIX N3roTOB-
MeHo UCNbITyeMoe NekapcTBeHHoe CPeAcTBO, a MOCTOPOHHWE BaKkTepuu, BUPYChbl U MUKOMMIAa3Mbl OOMKHbI
OTCYTCTBOBATb.
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