®ENEPAJIbHOE ATEHTCTBO

NOo TEXHUWHECKOMY PEIYJIiIMPOBAHUIO U METPOJIOIUA

HALUWOHAINBbHbINW FOCTP

CTAHOAPT
POCCUUNCKOMW
OPEAEPALUNM

CPEACTBA JIEKAPCTBEHHbIE
anA XUBOTHbIX

MeToabl onpeaeneHus 6e3BpeaAHOCTM

N3naHue oomumanbHoe

MockBa
CranpapTuidopm
2011


http://www.mosexp.ru
http://www.mosexp.ru

[OCT P 54063—2010

[lpeaucnoBue

Llenn nnpuHumnel ctaHgapTusauum B Poccunckon egepaunmnyctaHosneHbl egepanbHbiM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 PASPABOTAH ®egepanbHbIM rocyaapcTBEHHbBIM yupexaeHmnem « BcepoCcCUUCKUn rocyaapCTBEHHbIN
LleHTp KadecTBa U cTaHOQapTU3aLUMKM NeKapCTBEHHbIX CpedCcTB AN XXUBOTHLIX M KopMOB» (PIY « B HKIN» )

2 BHECEH YnpasneHnem TexHn4ecKkoro perynmpoBaHua n ctaHgaptusaynm @egepanbHOro areHTCTBa
No TEXHUYECKOMY PErynmpoBaHnUc M MeTposiornm

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE [MMpukasom PenepanbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHunto umetponorin ot 30 HosAbpa 2010 r. Ne 699-cT

4 BBEAEH BINEPBbIE

ViHgbopmayusi 06 U3MEeHeHUSsIX K HacmoswemMy cmaHOapmy nybriukyemcs 8 €Xe200H0 U30agaeMoM
UHpOpMalUOHHOM yKa3amerne «HaluuoHanbHbie cmaHoapmhbi», a meKkcm U3MeHeHUU U INorpasoK — 8 eXXeMe-
CSYHO U30asaeMbixX UHQPOPMaUUOHHbIX yKaszamernsax « HauuoHarnbHble cmaHOapmei». B criyyae riepecmompa
(3aMeHbI) Ui OomMeHbl Hacmosauie2o cmaHoapma coomeemcemesyroujee yeseodomMmiieHue byoem orybriukoeaHo
8 eXKeMeCs4YHO U30asaeMoM UHpopMayUoHHOM yKka3zamerne «HayuoHanbHbie cmaHOapmeil»y. Coomeemcmey-
rowast UHopmMmayus, yeeooMIeHue U mekecmsi pasMmeularomes makxe 8 UHpopMalyUuoHHoU cucmeme obujez2o
r10J1b308aHUss — Ha obuyuanbHoM calume @eoepallbHo20 a2eHmemea rno mexHU4YecKoMy pe2ynupogaHUuUro U
Memporsio2uu 8 cemu ViIHmepHem

© CtaHpapTtuHdopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

CPEOCTBA JIEKAPCTBEHHbIE OJIA XUBOTHbIX

MeToAabl onpepeneHus 6e3BpegHOCTU

Medicine remedies for animals.
Methods of safety identification

NaTta BBeaeHna — 2012—01—01

1 Obnactb NpMeHeHUA

HacToswmn ctaHaapT pacnpocTpaHseTca Ha MeToabl onpeaeneHua 6e3BpegHOCTU U TOKCUYHOCTIA
NeKapcTBEHHbIX CPeaACTB ANs XXMBOTHBLIX U YCTaHABMUBAET A403bl, CNOCODOLI BBEAEHUSI NEeKapCTBEHHOIO cpe-
ACTBA N BAAbI NCNbITAHUMN.

2 HopMaTuBHbIE CCbINKN

B HacTodalleM cTaHgapTe UCNONb30BaHbl HOPMaTUBHBIE CChINKXA Ha cneaytolue ctaHgapThl:

[OCT P NCO 7864—2009 Wrnbl MHbeKUWNOHHBbIE OQHOKPaTHOro NpUMeHeHUA CTePUIbHbIe

[OCT P UCO 7886-1—2009 LUnpuubl MHBEKUWNOHHbIE OOHOKPATHOrO MNPUMEHEeHUA CTepUIbHBIE.
UacTtb 1. lUnpuubl ana py4vyHoro ncnonb3oBaHUs

[OCT P 52684—2006 CpeacrtBanekapCcTBeHHbIe ANSA KUBOTHLIX. [1paBuna npnemMkn, Metoasl otbopa
npo6

[OCT 6709—72 Bopa gnctunnupoBaHHasl. TexHn4eckme ycnoBus

[OCT 8074—82 MuKpockonbl MUHCTpYMeHTanbHbIe. TUnbl, OCHOBHbLIE NapaMeTpbl U pasmepbl. TexXHU-
yeckmne TpedboBaHKUA.

[OCT 18300—97 CnupT 3TUNOBLINA PEKTUPUKOBAHHBIN TEXHUYECKUN. TeXHNYeCcKne yCroBUg

[OCT 22280—76 PeaktuBbl. HaTpuin MMMOHHOKUCTIBIN 5,5-BOAHBIN. TeXHUYeCKMe YCNOBUS

[OCT 22967—90 LUnpuubl MegnumnMHCKne MHbEKLUOHHBbIE MHOTOKPaTHOro NnpumMmeHeHust. ObLne TexHu-
yeckue TpeboBaHUA U MeToabl UCTBITAaHUIA

[OCT 25336—82 [locynaunobopyanoBaHue nabopaTopHble CTEKNAHHBIE. TUNLI, OCHOBHLIE MapamMeTphl
N pasmepbl

[OCT 25377—82 Wrnbl UHbEKUMOHHBIE MHOIOKPaTHOro NpumMmeHeHn4a. TexHn4eckmne ycnoBug

[OCT 28085—89 [lpenapartblbnonormnyeckne. Metoag 6akrepnonorm4eckoro KOHTPOMNA CTEPUNBHOCTU

[OCT 29230—91 (MCO 835-4—81) lNocyna nabopaTtopHada cTeknsiHHas. [TnneTkn rpagynpoBaHHbIE.
YacTb 4. [luneTkn BblAYBHbIE

[TpumeyaHwmne—lpu NONb30BaHUN HACTOALWMM CTAHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUE CCbINMOM-
HbIX CTAaHOApPTOB B WHMOPMAUMOHHOW cuUcTeMe obuwero nonb3oBaHuUs — Ha ouumanbHoOM cante PepepanbHOro
areHTCcTBa No TEXHUYECKOMY PEryriMpoBaHuIO U METPONOrMn B cetn VIHTepHeT nnn no exerogHo nagasaemomy nHdpopma-
LMOHHOMY yKa3aTento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYBNMMKOBAH Mo COCTOSAHMIO Ha 1 SIHBAPS TEKYLLEro roaa, u
NO COOTBETCTBYIOWMNM €XEMECHAHYHO N3AABAEMbIM MHDOPMALMOHHBIM yKa3aTtensam, onybriMKOBaHHbIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUN HACTOSIWMM CTaHAAPTOM CreayeT PyKOBOACTBO-
BaTbCH 3aMEHAWMUM (MBMEHEHHBIM) CTAHAAPTOM. ECNn CCbINOYHLIM CTaHAAPT OTMEHEH De3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM faHa CChIfika Ha Hero, NpPpUMeHsIeTCsH B YaCTu, HE 3aTparvBatoLlLEen 3Ty CCbINKY.

U3paHune odbmumanbHoe
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3 TepMuHbLI, onpeAaereHNa U COKpaLleHUs

3.1 B HacTosAweM cTaHdapTe NpUMMeEHeHbl creaylolne TepMUHbl ¢ COOTBETCTBYHOLWMMU onpeaerne-
HUAMMW:

3.1.1

neKkapcTBeHHOEe CpeaAcCTBO ANA XUBOTHLIX: BellleCTBO UMK CMeCh BELLECTB NPpUpoaHOro, pacTUTENb-
HOrO, J>XUBOTHOTO WM CUHTETUYECKOro npoucxoxaeHus, obnagatcuwee(ast) dapMakonormiecknmm
NencTBUEM.

TOCT P 52682—2006, cTtaTtbsa 1]

3.1.2 6e3BpeAHOCTb [TOKCUYMHOCTBL] NeKapCcTBEHHOrO cpeAcTBa ANA XUBOTHLIX: [NokasaTenb bes-
OMNacHOCTU NeKapCTBEHHOIo cpeacTBa AN XXUBOTHBIX, XapaKTepUsyoLLIMN pUCK MPUYMHEHUS Bpeda 3A40POBbLIO
)KWBOTHBLIX B pe3yrbTaTe ero npuMeHeHus.

3.1.3

Oe30nacHOCTbL NEeKapCcTBEHHOro cpeacTBa ANA XUBOTHbLIX: XapaKTepUCTUKa NeKapCTBEHHOro
cpeacTBa AN XKMBOTHLIX, BKoYatoLWas eroc adp@eKTUMBHOCTL U Ka4eCcTBO, OCHOBaHHAA Ha CpaBHUTENbHOM
aHannse ero aopeKTMBHOCTU 1 OLLeHKU pUCKa NPUYNHEHNA Bpeda 340P0BLI0 XXUBOTHLIX, NMIOAEN N OKPYXKato-
LLen cpeae.

[TOCT P 52682—200606, ctaTtbs 24]

3.1.4

nabopartopHaa npoba: [Mpobda, npeaHasHaveHHaa Ana nadbopaTopHbIX UccneaoBaHUN MMM UCNBITAHUA.
[FTOCT P 50779.10—2000, nyHKT 4.31]

3.1.5

cpeaHana npoba: [Mpoba, nony4vyeHHasa n3 obbegnHeHHOM Npobbl B Konu4vecTee, obecnevynsatoLLem npo-
BeJeHWe aHann30B 1 co3gaHne apXmMBHbIX 0OpasLoB.
[FTOCT P 52684—2006, nyHKT 3.1]

3.1.6

00beauHeHHanA BblOOpKa: BbIbopka U3 COBOKYNHOCTU, NonydvyaemMmas odbegnHEHUEM BCEX BbIDOPOU-
HbIX eAUHUL, B3ATLIX U3 3TOU COBOKYMHOCTH.
[FTOCT P 50779.10—2000, nyHKT 4.29]

3.1.7 cMewaHHaa npoba: [lpodba, nony4vyeHHasd NyTeM CMeLUMBAHWUS pPaBHbLIX OODBLEMOB XWAKOro
NeKapcTBEHHOro cpeacTBa, 0TOOPAaHHbIX U3 eAUHULL LUTYYHOW NPOAYKLIUA.

3.1.8 cTepuUnbHOCTL: [loKkasaTenb, XapaKTepusyow i nosiHoe oTCYTCTBUE MUKPOORPIraHN3MOB.

3.1.9 nuporeHHocTb: [lokaszaTenb, XxapakrepusyroLwmnn konebaHmnsa TemnepaTtypbl Tena XXUBOTHOMO NP
BBeJeHNUN NeKapCTBEHHOro cpeacTBa.

3.1.10 GakTepuanbHble 3HAOTOKCUHbI: TOKCUYECKME BeLLECTBa, NPOYHO CBSI3aHHbIE C KIETOYHbIMU
CTPYKTYpaMu DakTepuin, ocBobOXaaroLmecs nNpu pacnage Knetok Mn ux paspyleHnun B pesynbraTe BO3-
OenCTBUS PUINIECKUX UNUXNMUNYECKNX PaKTOPOB, a TaKXKe BblaensieMmble DakTe pUAMM B OKpYKatoLLYHo cpeay B
npouecce X XnsHeaeAaTenbHOCTH.

3.1.11 NAIJl-tecT: Cnocob nabopartopHoro onpeaeneHns bakrepnanbHbIX 3HOOTOKCUHOB U NMUPOTeH-
HOCTW NekapCcTBEHHbIX CPeAcCTB, Nnpexae Bcero sodbl AN MHbEKUUU U MHBEKLUUOHHBIX PAaCTBOPOB.

3.1.12

[o3a neKkapcTBeHHOro cpeAcTBa ANA XUBOTHLIX: OnpeaeneHHoe KONMYEeCcTBO NEeKapCTBEHHOro
cpeaAcTBa ANs }KUBOTHLIX, BBOAMMOIO B OPraHM3M XXUBOTHOTO.

[TOCT P 52682—2006, ctatba 21]
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3.1.13 BakKuuHa 6akTepunHaa: MmyHODUONMOrnyeckni npenapart, coaepKallui XX1UBble UM MHAKTU-
BUPOBaHHbIe bakTepun n (MN) NPoAYKTbl UX XKU3HEeAeATETbHOCTH.

3.2 B HacTosweM cTaHaapTe NpUMMEHEHo crneayolee cokpalleHume:
ClMNd — cBobogHble OT NaToreHHoro dakTopa.

4 OOLwmne NONoOXeHUN

Bce nekapcTBeHHble cpeicTBa ANS XXUBOTHLIX NognexaT npoBepke Ha 6e3BpeaHOCTb U (M) TOKCUY-
HOCTb. [NpK 3TOM B 3aBUCUMOCTM OT Ha3HavYeHus, A03bl U criocoba BBeAeHUS MoKasaTenu, XxapakrepusyoLme
0e3BpeaHOCTb NEeKapCTBEHHOro cpeCcTBa, MOryT pasnnyaThCs.

B duonormyeckmx nekapcTBeHHbIX CpeacTBax, codepXallmx UHAKTUBUPOBAHHLIA BUPYC, ONPeaensitoT
MOMHOTY UHAKTUBALIMN Ha NabopaTOPHbIX XKUBOTHBLIX UMW KYNbTypaX KNeToK.

[TonHOTY MHaKTUBaU MK BaKTEPUNHBIX BaKLIMH ONpeaensatoT NyTEM BbICEBA MX HA CTEPUIBHOCTb, a8 TOKCUY-
HOCTb MPWU UCMBITAHUU Ha XUBOTHbLIX. ICNbITAHNIO HA CTEPUNBHOCTL MOANEeXaT TakKe BCe NeKapCTBEHHbIe
cpedcTBa ANS UHbEKUWA, rfasHble Kannn, Mmasu, NMNeHKN 1 gpyrie nekapcTBeHHble cpeacTBa, B OTHOLEHNN
KOTOPbIX UMEITCSl COOTBETCTBYIOLLNE YKa3aHNA B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOoEe NekapcTBEHHOE
CpecTRoO.

[MnporeHHOCTb N (UNN) cogepXkaHue BakTepuasrbHbIX 3HOOTOKCUHOB ONpeaensatoT B NeKapCTBEeHHbIX
cpeACcTBax 1 pacTBopax, npeaHasHavYeHHbIX 4119 MUHbEeKLMOHHOMO MpUMeHeHUs.

B dbapmakonornyeckmx nekapcTBeHHbIX cpeacTBax AMs XXUBOTHLIX, KaK NpaBuno, onpeaenstoT TOKCUY-
HOCTb Ha nabopaTopHbIX XMBOTHBLIX W ApyrMe nokasaTesnu, yKasaHHble Bbille, COrMacHO Ha3HaveHUto
NeKkapcTBEHHOro cpeacTRa.

5 OT60p Npob

Ona ncneiTaHnUa 6e3BpeAHOCTU (TOKCUYHOCTWN) NEeKapCTBEHHOro cpeacTBa ANs XKUBOTHbLIX 0TOOP Npob
npooaaTno [OCT P 52684.

6 MaTepuanbl n XUBOTHbIE

LlenTpundoyra nabopatopHasa nodoin mapku.

TepmocTaT Ntodon mapKu.

XonoannsHUK ObITOBOW.

OBOCKOTM.

Mukpockon 6uonormndeckninno FOCT 8074.

[TuneTkn mepHble BMecTuMocTbio oT 1 4o 10 cm3 no TOCT 29230.

LLInpuybl BMecTumMocTbio oT 1 40 5em® no FTOCT 22967 nTOCT 24861.

Nrnbl nHbekunoHHble no TOCT 25377 nlTOCTPINCO 7864.

rnel ¢ HannaBneHHOW ONTMBOU AMaMeTPOM 1 MM.

P nakoHbl CTEKNAHHLIE PAa3HOU BMECTUMOCTMW.

[Mpobupkn cteknsHHble No FTOCT 25336.

[TpobKU pe3nHOBbLIE NN BaTHO-MapeBbIe.

[1MNeTKN rNasHble.

30HA XenygouHbIA.

Boaa auctunnupoBaHHasa no [OCT 6709.

Boaa ana nHvekuun [1].

Cnunpt atunoBbIn pekTudgunkoBaHHbin no FOCT 18300.

PacTteop HaTpusa xnopuga 0,9 %-Hbl U3oTOHUYEeCKUNA [2].

HaTtpu numMoHHoKUCbIN 3-3aMelleHHbIn no [OCT 22280.

[Moapepxusatwas cpeaa: 0,5 %-Hbl rMgponuaaT naktanbbymmHa Ha COMTIEBOM pacTBope 3pna no
[IXOHCOHY € 5 Y% MHaKTUBUPOBaHHOW CbIBOPOTKM KPYMHOIO poraTtoro ckoTa.

1 %-Haa n 5 %-Hasa cycneH3nm KypUHbIX 3pUTPOLIUTOB.

[TepBUYHAA KyNbTypa KNEeTOK KYpUHbIX hrnbpobnactos.

[lepeBunBaemad kynbTypa VERO (MeTanHeBMoBUpyca NTULL).

[leTyxXn-goHOPLI cTapLle 6 Mec.

OMOpPUOHLI yToK 10—12-cyTOYHOIro Bo3pacTa.

OMBpuroHbl CIMP kyp 10—12-cyTOUHOIr0 BO3pacTa.
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LibinnsaTa.

Cl® ubinnarTa.
Mbiwin 6ensile.
Kpbicbl bernble.
CBWHKN MOPCKUe.
Kponuku.
[lopocarTa.
[ToaCBUHKA.
Hopkun.

LLleHKkn cobak.
HyTpuun.

OBLHbI.
Txop3ogpeTKA.
Tendara.

7 NMoaroToBKa K UCNbITaHUIO

7.1 [ns npoBeaeHnst UCNbITaHUS Ha Be3BpeAHOCTb XUOKUX POPM NekapcTBEHHbLIX CPpeaCcTB U3 cpeaHen
NpoOLI 0OTOMPAaOT HECDXOAMMOE KONMUYECTBO YNAKOBOUHBIX eAUHUL, (amMnyn, NakoHOB U T. A4.) U TOTOBAT CMe-
LLIaHHYHO NPodY, 0TOMPAas U3 HUX paBHbIE MO 0OBLEMY KONMYECTBAa NEKAPCTBEHHOMO CPeacTBa N NEPEHOCH UX B
cTepunbHLIA NakoH (Npobupky). N3 cmellanHon npobbl 0TOUPAatoT NabopaTopPHYH NPoDbY, KOTOPYIO NCTIONb3Y-
0T ANd NpoBeAeHUsa UcnbiTaHnn Ha 6e3BpeaHOCTb. [lepen BBeAEHUEM XKUBOTHBIM COAEPXKUMOE TLLATENbHO
nepemMeLlInBaloT.

7.2 JlnopunnmnanpoBaHHble pOpPMbl NeKapCTBEHHBLIX CPeACTB NpeaBapuTeribHO PeCcyCcrneH3npyoT B CTe-
DUNBHOM pacTBopuTene (pasbaBurtene) cornacHo HOpMaTUBHOMY ACKYMEHTY Ha KOHKPETHOE NeKapCTBEHHOE
cpeacTBo. J1abopaTopHyto Npody roTOBSAT, Kak ykazaHo B 7.1.

7.3 lNMoarotoBKa )XUBOTHbLIX

7.3.1 XUBOTHBLIX, UCNONBb3YEMBbIX AN UCNbITAaHUA De3BpeAHOCTU NeKapCTBEHHLIX CpeacTB, ODepyT TOb-
KO U3 bnaronony4HbIX Mo MHPEKUUOHHBIM DONME3HAM NYHKTOB BblpallUBaHUS.

7.3.2 [na npoBepKku Ha 6e3BpeaHOCTb POPMUPYIOT OMbITHLIE N KOHTPOIbHbLIE rPYNNbl KMUHUYECKN 300-
POBLIX )KUBOTHBIX, NpoLleaLlnx kapaHTuH. B cnyvyae HeobxoaAMMOCT, OrOBOPEHHON B HOPMATUBHOM AOKYMEH-
Te Ha KOHKPeTHOEe NeKapCTBEHHOE CPeICTBO, XKUBOTHLIX NPOBEPAIOT Ha HAaNnn4Me cneunpuiecknx aHTUTen.

Bua, non, Mmacca, Bo3pacT U KONMUMYECTBO XKMUBOTHBIX, UCMOMNb3YEeMbIX ANl UCNbITAHUA, ACIMKHbI ObITh YKa-
3aHbl B HOPMaTUBHOM OOKYMEHTE Ha KOHKpEeTHOEe NekapCTBeHHOEe CpeaCTBO.

7.3.3 XUBOTHLIX cneayeT coaepXaTb HA NOCTOAHHOM cbanaHCUpOBaAHHOM paLOHE KOPMMEHUS, onpe-
nendaeMom AN Kaxkaoro KOHKpPeTHOro Buaa M Bo3pacTta XXKUBOTHOTO.

7.3.4 Bce XMBOTHLIE, HE MeHee YeM 3a CYTKM A0 NPOBEPKU, ACJDKHbI HAaXoAUTbCA B NOMeLLEeHUN AN
MCMNbITAHUA.

7.3.5 XUBOTHbIX MCNONb3YIOT B ONbITE OAWH pas, NOBTOPHOE UCMONIb30BaHUE XXMBOTHLIX He AOMNycKaeT-
cd. He gonyckaeTtcsi npoBepsiTb 0€3BpeAHOCTb NIEKAPCTBEHHOTO CPEACTBA Ha XXUBOTHLIX, paHee NCMNONb30BaH-
HbIX ANA NPOBEPKA MO APYTrMM NoKasaTensaMm.

8 CnocoObl BBeAeHUA NeKapCcTBeHHOro cpeacTBa

[Tpn ncnbITaHUKM NEeKapCcTBEHHOro cpeacTBa Ha De3BpeAHOCTb NPUMEHSIIOT crieaytolme cnocobbl BBe-
NeHns:

a) BHYTPUMBILLIEYHBIM — TECT-A03Y NeKapCTBEHHOro cpeacTBa BBOAAT B MblLLY 6eapa (BHYTPEHHIO
NN HAPY)KHYIO YacTb ) XKUBOTHOMC UMM CPEAHIO TPETb LWeW, NN TPYAHYHO MbILULLY NTULbLI;

0) BHYTPUBEHHLIN — TECT-A403Y NEKAPCTBEHHOINO cpeacTBa BBOASIT B O4HY M3 DOKOBLIX BEH XBOCTA
MbILLK UMW B BEHY yXa KPOnuKa, UNn OOCTYMHYHO BEHY APYroro XXMBoTHOro. JllekapcTBeHHoe cpecTBO nepea
BBEeAeHMeM nogorpeBatoT Ao Temnepatypsbl 37 °C. CkopocTb BBeAeHUs AomkHa O6biTb 0,1 cm3/c, ecnu HeT Apy-
rMX yKasaHWiA B HOPMaTUBHOM JOKYMEHTE Ha UCMbITYeMOoe fieKapCTBEeHHOEe CpeaCTBO;

B) BHYTPUOPOLWNHHBIA — TeCT-A03Y NeKapcTBEHHOro cpecTBa BBOASAT B OPIOLLHYIO NOMOCTb;

) NMOAKOXHbIA — TECT-A03Y NEeKapCTBEHHOro cpeacTBa BBOAAT NOA KOXKY XXUBOTHOIO, Kak NpaBuno, B
obnactu cnuHbl (gonyckaeTcst B obnactb weun, beapa);

) nepopanbHbIn — TECT-A03Y NIEKAPCTBEHHOIO CpeacTBa BBOAAT BHYTPMKENYAOUHO YEPES POT XKMNBOT-
HOMO C MOMOLLbIO WNPpKYLUA 1 UMbl ¢ HaNSIaBAeHHOW OfIMBOW UMM PEe3NHOBBLIM 30HAOM HaTOLLaK v npenapar

4
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BBOOAT C KOPMOM WM BbINAanUBaOT, cneast npy 3Tom, YTobbl BCe NopL v Kopma Obinn cbegeHbl UM BCS XKNA-
KOCTb BbINUTA. [1OUTb 1 KOPMUTL XXMUBOTHBLIX 1M NTULY NOCNe BBedeHUs NeKapCTBEHHOro cpecTBa crneayeT He
paHee YyemMm vepes 2—3 Y;

e) HapyXXHbIN;

1) TpaHcaepMalnbHbIM — NeKkapcTBEeHHOE CPpeACTBO B onpeadeneHHbIX 4o3axX U KOHLUEeHTPaUUAX HaHO-
CAT HA BBICTPUXKEHHbIN UM BBIDPUTBIN YH4ACTOK KOXKM XKUBOTHOMO (TaAKUM CNOCOHOOM MOTYT HAHOCUTLCS KPEMBI U
nnacTbipu);

2) B pacTBoOpe NnekapcTBEHHOro cpeAcTBa onpeaeneHHbIX KOHLUEHTpaunUn n odbema NPoBOAAT Kyna-
HUE XXMBOTHbIX C 3adaHHOW 3KCno3uLmen (no BpeMeHn);

3) HaHeceHUe NekapcTBEHHOro cpeAcTBa Ha CNU3NCTLIE ODOMOYKM NYTEM BBEAEHUS €0 B KOHBIOKTU-
BallbHbIA MELLOK rfasa }XUBOTHOMO MHTPpaHa3anbHO U Apyrim cnocobom, NnpeaycMoTpeHHbIM HOPMATUBHbBIM
OOKYMEHTOM Ha KOHKpPETHOe NeKapCTBEeHHOEe CpeACTBO;

X) UHTpauepebpanbHbIl — NEeKapCTBEHHOE CPEeACTBO BBOAAT HENOCPEeACTBEHHO B TOSIOBHOM MO3T
XUBOTHOTO;

3) BHYTPUKOXHbIN — NeKapCTBEHHOE CPeACTBO BBOASAT B rMyOOKME CIMON KOXN;

N) UHTpaTeKanbHbIM — NeKkapcTBEHHOE CpeACTBO BBOASAT B OKpyXatoLllee CNMHHOW MO3T NMPOoCTPaHCTBO,
4yToObLI 0OEecneYnTb ero NoCTynMeHne HenocpeaCcTBEHHO B LIEHTPaNbHYHO HEPBHYIO CUCTEMY;

K) BHYTPM3OOHbLIN — NeKkapCTBEHHOE CpeaACTBO BBOAAT NTULLE B 300.

9 [lo3bl NeKkapCTBEHHOro cpeacTBa, UCNoNb3yeMble NMpPU UCMNbITaHUN
6e3BpeaHOCTH

9.1 UcnbiTaHna 6e3BpeaHOCTUN XXUBLIX BUPYCHBIX BaKLUWUH Ha XXUBOTHLIX NMPWU BHYTPUMBILLEYHOM BBede-
HAW NPOBOAAT, Kak npaBuno, B 10-kpaTHOU A03e, a UHAKTUBUPOBaHHBIX — B ABYX-YeTbIpEeXKpaTHON 403€e, eCni
Opyroe He oroBopeHoO B HOPMaTUBHOM AOKYMEHTE Ha KOHKpeTHOe NeKkapCcTBeHHOe CPeaAcTBO.

bakTepuanbHblie BakLMHbLI BBOOAT, Kak NpaBuUnio, B AByKpaTHOW A03e€.

Ob6BbeM BBOAMMOrO NIeKapCTBEHHOMO cpeAcTBa nepopansHo: And mbilin — 0,5—1,0 cm3, MOPCKOW CBUH-
kn — 1,0—10 cm3, kponuka — 3 cm®.

[Tpn nHTpauepebpansHOM crocobe BBeAeHUA O03a NEeKapCTBEHHOro cpeacrtsa ang 6enon Mblillu
cocTasnsaeT 0,03 cmd.

[Iopn BHYTPMBEHHOM cnocobe BBeAeHUA [03a JIEKAapCTBEHHOMo CcpeacrBa  CocTaBNdAeT Aans
Mbil — 0,5 cm3, ang kponuka — 1 cms.

9.2 [lo3bl nekapcTBEHHOro cpeacTBa, HAHOCUMBIE Ha KOXKHbIE MOKPOBLI, CITIM3UCTLIE 0DOMOYKN NMPK ornpe-
aeneHnn anneprusnpyrowlero A4eNCTeus, NPUBOAAT B HOPMATUBHOM AOKYMEHTE Ha KOHKPETHOE NekapCTBEH-
HOe cpeCTRO.

9.3 lpn BHYTPpU30OHOM BBEAEHUN OOLUCTLI BBOAAT HENOCPEACTBEHHO B 300 Yepes LUNpUL, C KaHoNen B
KOnMM4yecTBe NATU 403 UbINNsiTaM NATUCYTOYHOIO BO3pacTa.

9.4 lNpnuncnbiTaHnUN peakKToreHHOCTU NeKapCcTBEHHOE CpeACTBO BBOASAT B TepaneBTUYECKON A03€e, PEKO-
MeHOOBaHHOW MHCTPYKLUUEN MO NPUMEHEHUIO.

9.5 HabnioaeHue 3a XXUBOTHBIMM BeOyT B TeveHne 5—12 cyT.

10 OnpeaeneHue NONHOTbI MHAaKTUBaLUUM (OCTAaTOYHON TOKCUYHOCTH
N BUPYNEHTHOCTU) BaKUMH Ha NabopaTOPHbIX XXKUBOTHbLIX UMK KYNbType KNeToK

[TONHOTY MHaKTUBaLUMWN (OCTATOYHYHO TOKCUYHOCTb U BUPYNEHTHOCTb) NPOBEPSAOT B NEKapCTBEHHbIX
cpefcTBax, coaepXalmx WHaAKTUBUPOBAHHLIA BO3OyauTens. [nsa BUpYCBaKUWH, NpeaHasHaYeHHbIX AN
MCMONb30BaHMS B NTULEBOACTBE, UCMbITAHUS NMPOBOAST HA SMOPUOHAX KYP, YTOK U KyNbType KNeTOoK KYPUHBbIX
bnbpobnactoB, aHTUpabuyeckne BakLMUHbI MPOBEPSIIOT Ha BenbiX MblLLAaX.

[ToNHOTa MHaKTMBALIMKX B BaKTEPUNHBIX BaKLIMHAX XapaKkTepU3yeTcs nokasaTtenem cTepUnbHOCTH, Onpe-
aensgemon no FOCT 28085, n be3BpeAHOCTU ANS SKCNEPUMEHTaNbHO-OUONOrndecknx mogenemn (MolLLen).

B 3aBUCMMOCTU OT TUNa BO3byanTens d6onesHen y NTuubl NpoBOAAT cneayoune NCblITaHUS:

- [pn onpegeneHnn cogepXaHusi XXUBbIX OPTO- N NAapaMUKCOBUPYCOB (HbtoKacrckas 6onesHb, rpunm
NTUL) BaKUMHY BBOOSAT B aNN1aHTOUCHYHO NOMOCTb KYPUHBIX SMOPUOHOB N UCCNEaVYIoT 3KCTpasMObpUoHanbHyo
XXNUAKOCTb (B3K) 0T 3apaXKeHHbIX KYPUHBIX 1 YTUHBIX SMOPUOHOB B KanenbHon peakuun arrniotuHaumm (PIFA) C
5 Y%-HOW cycneH3nen apuTpounToB netyxa. [pun nonoxumtensHon PITA npoBOAAT NOBTOPHLIX MNacca) Ha yaBO-
eHHOM KonudectBe aMbpuoHoB. [lpu noaTBep)XAeHUUM NONOXUTENbHOro pesynbtata PIA ceputo
NeKapCcTBEHHOMo cpeacTBa BpaKkyoT.
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- [Npu onpeaeneHnn coaepXaHus XMUBOro KopoHasmnpyca (MHPEKUNOHHBLIA DPOHXUT Kyp) NPOBOANAT ABA
nocneaoBaTenbHbIX Macca)Xa BakLUMHbI HA 3IMOPUOHaX KYp NYTEM 3apaKeHUs UX B anNaHTOUCHY 0bonouky. o
OKOHYaHWUN cpoKa UHKYyDaLMK 3MOPUOHBI aCENTUYECKN BCKPbLIBAKT U YYUTLIBAKOT NaTONOroaHaToMuieckue
N3MEHEHMNS (OTCTaBaHUE B POCTE, «KAPJIMKOBOCTb», CBEPThLIBAHMUE 3MDpUOHa B LLAP).

[Tpn 0OHapyXeHNn XapakTepHbIX U3MEHEHNN Y 3SMOPUOHOB NEPBOro naccaxa npoBoANAT NOBTOPHLIN NAaC-
caXX BaKUMHbI Ha yOBOEHHOM KONMnM4yecTBe aMOpUOHOB. ECnn U3MeHeHUsa y SMOPUOHOB ODHapYXMBAOTCH BHOBb,
CEPUI0 NeKapCcTBEHHOIo cpeacTBa bpakytoT.

- [NpuonpeneneHnn cogepxaHna oupHasMpnaos (MHeKUMOHHaa bypcanbHas bonesHb) NpPoBOAST ABA
nocneanoBaTenbHbIX Naccaxa Ha ambpuoHax Cld kyp nyTeM Ux 3apaXeHust Ha XopuoannaHTOUCHYH 0D0NoYKY
BOONAaCTU MCKYCCTBEHHOW MY NyTEM BHECEHUS BAKLIMHbBI YEPE3 UCKYCCTBEHHYHO BO3AYLLHYIO Kamepy. [10 OKOH-
YaHWNU CPOKa NHKYDAaL MM OCTaBLUMECSH XKUBLIMU 3MOPUOHBI BCKPLIBAIOT, YYUThIBAS MOPaXKeHUHA (0OTEYHOCTb Fofo-
Bbl M MOAYENIOCTHOIO NPOCTPAaHCTBA, KPOBOUINMUAHUA B MblLULAX, USAMEeHEeHUs NeYeHn, oTcTaBaHUe B POCTe).
ObbeanHeHHylo npoby oOT SMOPUOHOB MEPBOro nacca)a WCNoNb3yT ANA MNPOBEAEHUS BTOPOro
3aKNIYNUTENBHOIO Naccaxa, KoTopbIv BeINONHAETCA aHaNornm4yHo.

- [Npwn onpeaneneHnn cogepxxaHusa xmnsoro supyca CCH-76 NnpoBOAAT ABa NocnegoBaTeNlbHbIX Nacca)a
BaKUMHBI HA 3MOpMOHAaX YTOK ¢ nocneayrouien noctaHoBkon PIA. DKCTpasmMbpMOoHanbHYH XXNOKOCTb, cobpaH-
HYI0 OTAENBHO OT KaXXaoro aMmobpmnoHa BTOPOro nacca)a, NpoBepsitoT Ha reMarrMioTUHUPYIIOLLYIO aKTUBHOCTL B
KanenbHoU peakunn PI'A ¢ 5 %-HoW cycneHsnen sputpountoB netyxa. [pu nonoxutensHon PITA nposogar
TOBTOPHBbIM NAccaXX Ha yABOEHHOM KonnyecTBe aMOpnoHOB. [Npy noaTBEPXKAEHNU NONOXKUTENBHOTO pe3ynbTa-
Ta P[TA ceputo nekapcTBEHHOro cpeacTea bpakytorT.

- [pn onpeageneHnn meTanHEeBMOBUPYCOB NMPOBOAAT TPU nocnegoBaTebHbIX NaccaXa Ha NepBUYHON
KyNbType KneTok KypuHbix pmnbpodbnactos (REO) unu VERO. Ecnu nocne BTOPOro naccaxa Ha KynbType Kne-
TOK KYPUHBLIX pnbpobnacToB NpUCYTCTBYET LMTONATOreHHOE AEUCTBUE, XapaKkTepHoe ANS peoBMpyca Unu
MeTanHeBMOBUpPYCa NTULL, CEPUIO NEKAPCTBEHHOMO CcpeACcTBa DpaKyoT.

- [NpuuncnblTaHUM Ha HANU4YUE aKTUBHOMO BUpYCa B aHTUpabuyeckmnx BakLiIMHaX BakLIMHY BBOAOSAT MbiLLAM B
MO3r. HabnogeHne 3a XXMBOTHLIMU NPOBOAAT B TedeHne 21 cyT. Bupyc bellieHCTBa B BaKLIMHE CHUTAOT MHAKTU-
BUPOBAHHLIM, €CIN MbILLK OCTaOTCA XKUBLIMW. [pn 3aboneBaHnm XoTa Obl 0AHON MbILLX C KMTUHUYECKUMW NP U-
3HakaMmu OelleHCTBa ceputo BaKuuHbl OpakytoT. Mo3r nornmowmnx Mmblllen uccneayroT MeToaoM
MMMYHOTyopecueHUUN. B Maskax n3 Mmosra meillen BUpyc bellleHCTBa 0OHapYXXMBaTbLCS He OOMKEH.

11 OnpepeneHuve anneprusvpyrowiero oeMcTBUA NeKapcTBeHHOro cpencTBa

Anneprmsnpyrollee aHaguiaktudeckoe OeUCTBUE JIeKapCTBEHHOro cpeacTtBa onpeaendercd nyTem
ceHCcUdbUnM3aLmMm MopCcKNX CBUHOK.
Ona ceHcubununsaumm mopckmnx cBUHoOK (Macca 200—250 r) MmoryT ObITb UCMOMNb30BaHbl pasHble CXeMb

BBEJEHUA NeKapcTBEHHOro cpeactsa. B cnyyasx, korga Kypc BakLuuMHaunm npegycMmaTpruBaeT HECKOSTbKO BBE-
OeHUn, uenecoobpasHo NPUMEHSATb CrneayoLyo cXemMy: rnepBas UHbEeKLUUS NOAKOXHO, ABe nocrieaytoLlme
(c HTepBanom 1 cyT) BHYTpMUMbILLEYHO. Ecnu BakuyMHaumMa npeaycmatpuBaeT BBedeHMe NeKapCTBEHHOro
cpeacTBa OAHOKpaTHO, AoNycKaeTca ogHoKpaTHasa ceHenbunmnaauus. Yacno XXMBOTHBIX B rpynne A0MKHO ObITh
He MeHee AecATW. Paspelialollyd UMHBEKLUIO BLIMOMHAT BHYTPUBEHHO WM BHYTpUCEpAe4YHO Yepes
nBe — Tpu Heagenn Uunu B 6onee otaaneHHbIN cpok (B 3aBUCUMOCTN OT CBOWCTB NIEKApPCTBEHHOro cpeacTBa).
B cny4yae, ecnu npenapart aBnaeTca copbupoBaHHbIM, A1 paspellatollen MHbeKLU cneayeTt UCMofib3oBaTh
Takke N HecopbupoBaHHbIn nonydgabpukaTt. CeHcMbnnnanpywoLwasa 1M paspelwarollasa go3bl NCNbITYEMOro
fiekapCTBEHHOro cpeacTBa ACIMKHbBI ObITb MPUBNUMXKEHbI K pekoMeHAYyeMbIM A1S MPaKTUY4eCcKoro NpMMeHeHns,
npy 3TOM paspellatoLlas Ao3a He JoMmKkHa ObiTb MeHblle ceHenbunusupyrowein. OKkoHYaTeNbHYO BEMNYUHY
N031POBOK YCTaHaBINBAIOT IKCMNepUMEHTanbHbIM NyTEM.

[Tocne paspellaroen MHbEKLUM HabNAeHNE 3a XXUBOTHBIMW BeAyT B npoaomkeHne 30 MuH. Yalle Bce-
rO LUOK NMPOABNAETCA B TeYeHNEe HECKONBbKUX MUHYT, ero TAXeCTb OLEeHMBAaKT No cneayoLllen WKane;

A/+/ — peakoe noyeckiBaHWe nanamuy mMopabl, B3bEPOLUMBAHUE LUEPCTU, NOHWKEHNE TeMnepaTtypsbl
boneedyemHa 1 °C;

B/++/ — yacToe novyecbiBaHWe nanam Mmopabl, BO3MOXHO Nepmnognyeckoe YuxaHme, NOHUXeHmne Temre-
PaTypbl,

B/+++/ — cnacTnyecknn Kawmnesbln CUHOPOM, BO3IMOXHOE NageHne Ha BoK, movencnyckaHue, aede-
Kauwns;

[/++++]/ — KOHBYNbCUBHbLIE CYAOPOrN, Pe3Koe HapyLleHWe abixaHus, rmoernb XXKUMBOTHOMO B TEYEHUE Nep-
BbIX 59—/ MUH;

[l — peakuunsa oTCyTCTBYET.
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NHaekc cuHapoma B rpynne (M) seivncnsot no dopmyne Beurna (1960)

M_A-1+E-2+B—3+F-4, (1)
A+b+B+T + 1
rae A, b, B, [, 1 — 4ncno XMBOTHLIX C AaHHOW BbipaXXeHHOCTbIO CUHAPOMA;
1,2, 3,4 — undppoBaga nHaMKaLuns, Kotopasi BBoOAUTCA ANA UCUHUCNEHUA TSXKECTU peaKLUK Nno rpynne B
LLeSmioM.

N3yyaemMble NekapCTBeHHbIe cpeacTBa (3a UCKMOYEHUEM TeTeposioMMUYHbIX ChbIBOPOTOK) HE AOIKHbI
BbI3BaTb PA3BUTUA CMEPTENBHOTIO LLIOKA.

BeipaxeHHOCTb aHagnnakcum nocrne BHyTPUBEHHOIO UNU BHYTPUCEpAe4YHOro BBeAeHUs paspellatoLlei
003bl Npenaparta 4o/mkHa COOTHOCUTLCH C pe3ynbTaTaMi, 3addUKCUPOBaHHBIMA B Tpynne MOPCKMX CBMHOK, NO/-
OTOBMEHHBLIX K LLIOKY, Yalle BCero ceHcmbounusaumen HopmMmarbHOWU reTeporiorM4HON ChIBOPOTKOM (MONOXKU-
TenbHbIN KOHTPOMbL). 100 %-Hast rMbenb XUBOTHLIX B AaHHOW rpynne obblMHO HACTyMaeT B pesyfbTaTe
npeaBapuTenbHoro nogkoxHoro seegeHns 0,1 cm® nowaanHoOM CbIBOPOTKU, 3a ABE — TPW HeAenu Ao paspe-
watowen aosbl 0,1—0,5 cm®. Ecnn cbiBopoTka nuodunmsvpoBaHa, Ana CeHcUbunusauum NMpUMeEHSHT
2,5—3,0 mr Ha 100 r macchl Tena XX1UBOTHOTIO (paspewarowas gosa 14—16 mr Ha 100 r maccehl). B Tex cnyvagx,
Koraa npu Npou3BoOaACTBE NEKAPCTBEHHOTO CPeACTBa NPUMEHSIIOT reTEPONOTNMYHbLIA OENoK, ero UCMonb3yT NPn
MOCTaAHOBKE MOJIOKUTENbHOIro KOHTPOMS.

OOHOBPEMEHHO paspellaroLLyo 403y UCNBITYEMOTO NeKapCTBEHHOTO cpeACcTBa BBOAAT XKUBOTHBIM, KOTO-
PbIM BMECTO CEHCUDUNU3NPYIOLLIMX MHBEKLUMW npenapaTa Obin BBeAeH cCooTBETCTBYOWNN 06bem 0,9 Y%-Horo
N3OTOHNYECKOIO pacTBopa HaTpUA xnopuaa (otTpuuaTtenbHbI KOHTPOIMb).

12 OnpepeneHve NMPOreHHOCTH

[lpoBepKka Ha NMPOreHHOCThb NpegHasHaveHa ans orpaHnYeHns pucka BO3SHUKHOBEHUS NUXOPaa0YHOro
COCTOSIHMSA (MOBLILLEHUS TeMNepaTypbl Tena) nocne BBegeHUs1 NekapCTBEHHOTo cpeAcTBa.

McnbeliTaHuio noanexaT MHbeKUUOHHBbIE NekapCcTBeHHbIe cpeacTBa, NpeaHasHavyeHHble ANA BHYTPUBEH-
HOro, BHYTPUMBILLEYHOro, NoakoXXHOro BBeaeHUs M BeeaeHus B nonoctu. pn npoBeaeHnn nccnegoBaHum
pekoMeHayeTcda onpeaeninTb MakCUMarbHYO 403y, He Bbi3biBaloLLYO MUPOreHHoro agpdekxra.

OnpeaenexHne NMPOreHHoOCTU NPOBOAAT HA 340POBLIX KponmKkax oboero nona, He anbbuHocax, Maccou
2,0—3,5 Kr, cogepXalwmxcda Ha nonHoLUeHHOM paunoHe. Kaxablv KpONUK ACJKEeH coaepXaTbesl B OTAENTbHOW
KNeTKe B NOMeLLEHNUN C NOCTOSIHHON TeMniepaTtypoin. KonebaHus temnepartypbl HE MOTYT npeBbliwaTts = 3 °C.
[Tpn yOOpKe KNeToK 1 B3BELLUMBAHUN XXUBOTHBLIX X 0beperatoT oT Bo3byaeHUs (m3deraTb LIyMa U Pe3KUX ABU-
XeHUn). B TeueHne Heagenu, npedwlecTBYOWEN ONbITY, KPONUKA He A0IKHBI TEPSATh B Macce. BagellnBaHue UX
NPOBOAAT A0 Aa4n KOpMa He MeHee TpexX pa3s vyepes AeHb. JKUBOTHLIE, TepAloLLMe B Macce, K ONnbITY HENpUroa-
Hbl. B Te4yeHMe Tpex CyTOK neped UCMbITAHUEM Y KaXXOOoro nogonbITHOrO Kponuka N3MepstoT TeMrnepaTypy.
NamepeHnsa NpoBOAAT eXXeAHEBHO YTPOM A0 Aa4M KopMa npu NoMoLmM MegULUUHCKOTo PTYTHOMO UMK 3MeKTPo-
TepMoMeTpa, No3BoNALWeroonpeaennTs TemMnepatypy c todHocTeio 4o 0,1 °C. JaTunk TepmomMeTpa BBOAATB
MNPSIMYHO KULLIKY Ha rNyouHy 7—9 cM (B 3aBUCUMOCTM OT MacCChl KponuKa) 3a BHYTPEHHUU CPUHKTEP Ha BpeMs,
HeobXxoaMMoe Anst AOCTUXKEHNA MakcuMarnbHoOW TeMnepaTtypebl. icxoaHas TemnepaTtypa nogonbITHLIX KPOnu-
KOB A0JTKHA ObITh B npeaenax 38,5 °C—39,5 °C. XXMBoTHbIe ¢ 60Mee BLICOKOU UM BoNee HU3KoOM TeMneparty-
POV ANSA onbiTa HeNpUroaHel. Kpome Toro, KponmMKoB, BNepBble UCNOoNb3yeMbIX AN UCTbITAHUA NeKapCTBEHHbIX
cCpeCTB, MPOBEPSAT Ha PeakTUBHOCTb NyTeM BHYTpuBeHHoro BBeageHus 10 cm3/kr 0,9 %-Horo cTepunbHoro
HENMUPOTEeHHOro pacTBopa HaTPUNA XNopuaa, COOTBETCTBYOLWEro TpeboBaHuUaM dbapmakonenHom ctaTtbn [2]. B
criydae M3aMeHeHusa TemnepaTtypbl y KponnmkoB bonee yem Ha £ 0,4 °C JKUBOTHbIE CHUTAOTCS HEMPUrOAHBLIMU
Ong onbiTa.

He no3gHee Yem 3a 18 4 40 onbiTa KPONUKOB NepeBoadaT B NOMeLleHne, B KOTOPOM OCYLLUECTBNSAT UCTIbI-
TaHWe Ha NUPOoreHHoCcTb. OHO ACIMKHO NPOBOANTLCA B OTAENBbHOW KOMHAaTe C NMOCTOAHHOM TeMnepaTtypoun, He
OTNMYaloLWENCH OT TeMNepaTypbl NOMELLEHWS, B KOTOPOM KPOJTIMKN MOCTOAHHO CoAepKanucek Ao onbita, bonee
yemMm Ha £ 2 °C, 1 c konebaHuaMn BO BpeMsi UCNbITaHUS, He npeBbiwatowmmm 2 °C, n3onmMpoBaHHOW OT WyMa, B
CNOKOWUHOW 0BbCTaHOBKe. BeyepoM HakaHyHe ONnblTa y XXKUBOTHLIX yOUpatoT ocTaToKk KopmMa. [lo uBOBpeMsa onbiTa
)XUBOTHbIE KOPM HEe nony4atoT (Boay AatoT 6e3 orpaHndeHns ).

Boaa ansa nHbekunn nnn apyrue npuMeHssieMele pacTBOPUTENN, a TakKe Wnpuubl U UMbl ACTMKHBI ObITb
CTEPUNbHLIMU U HeNUPoreHHbIMU. VIcnbiTyemble NekapCTBEHHbIE CpeacTBa A0/TPKHbI ObiTb CTepUNbHBIMA. X
BBOAAT KpONMKaM B YLUHYIO BeHy. [lpyrme nyTn BBeAeHNA ykasbiBaloT B YACTHOWU CTaTbe Ha NekapCcTBEHHOoe
cpeacTBo. [nsa Kaxaoro Kponuka 6epyT oTAeNbHYO Urny. PacTBOpbl UCMBITYEMBIX NTEKAPCTBEHHLIX CPEACTB,
nogorpetble o 37 °C (MpM OTCYTCTBUX APYrUX YKasaHUA B HaCTHBIX CTaTbAX), BBOAAT B KONTMYECTBAX M PaCTBO-
pUTEenax, npeaycMoTpPeHHbIX COOTBETCTBYHIOLWMMU YaCTHBIMU CTaTbAMN.
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[na ncneitaHMsa Ha NMPOreHHOCTh BOAbI AN MHBbEKLIUA NpeaBapUTENbHO TOTOBAT U3 HEE M3OTOHUYECKNIA
0,9 %-HbIX pacTBOP HATPUS XNopuaa. Hatpua xnopua AomKeH ObiTb CTEPUNBHBIM M HEMUPOTEHHBIM, YTO Obec-
neymBaeTcs BO3AyLWHbLIM MeToAoM ero ctepunmnsaumnnpu temnepatype 180 *Cunn 200 °C BTeveHne ot 3040
60 MWH B 3aBMCUMOCTM OT Macchl obpasua. LUnpuubl, Urnsl 1 HEOOXOAUMYH CTEKIMAHHYO NOCYAY CTEPUMNSYIOT
aTUM Xe mMmeToacom npu Temnepatype 180 °C B TeueHme 60 MunH. Konn4yectso BBOAMMOIC U30TOHUYECKOro
0,9 %-Horo pacTBopa HaTpusa xnopuaa coctasndeT 10 cm® Ha 1 Kr Macchl Kponuka. Bece konnyecTBo pacTBopa,
npeaBapuUTenbHO HarpeToro Ao temnepatypbl 37 °C, BBOAAT B TeUeHMne 2 MUH.

McnbITyeMbIN pacTBOP NPOBEPSAIOT HA TPeX Kponukax. [pynna AomKkHa COCTOATb U3 XKUBOTHBLIX, OMTU3KNX
no Mmacce (otTnuyarowmxcst He boneedvemHa 0,5kr). lNepea BBeaeHemM pactesopay Kponnka ABaXadbl C UHTEPBa-
nom 30 MUH M3MepatoT TeMmnepaTypy. Pasnnyna B nokasatenax temnepartypbl He A4oJKHbI npeBbiwaTh 0,2 °C.
Ecnun pasnuyna B Temnepatype npeBbilwaeT 0,2 °C, KpoNUK AN UcnblTaHUs He Ucnonbdyetcs. PesynbTaTt
nocneaHero U3MepeHua NpUHUMaloT 3a UCXOOHYI0 TemnepaTypy. PacTBop BBOAAT He No3gHee 4yeM 4vepes
15—30 MWH nocne nocneaHero NU3MepeHns TemnepaTypsbl.

[Tocneayollee namepeHue TemnepaTtypbl NP BHYTPUBEHHOM BBeAeHUN UCNLITYEMOTro pacTBopa NPoBO-
OST TPpU pasa ¢ NpoMexyTkamu B oguH vac. lNpun gapyrnx cnocobax BBeAeHUSA — MNsATb pas C NpoOMeXyTkaMmin B
OAWH Yac, ecrni B YaCTHOW cTaTbe HeT APYIrnX ykasaHUMn.

Boay Ana MHbLEKUMUA NN pacTBOP NekapCTBEHHOro cpeacTea cHMATAOT HEMUPOTreHHbIMKU, eclin CyMMa
NOBbILLEHUN TEMMNepaTyphl Y KponnkoB MeHblle unpasHa 1,4 °C. EcnnaTta cymma npeBbiwaet 2,2 °C, To BOAY
ONA UHBbEKLUMN UM pacTBOP NNIEKapCTBEHHOTO cpeacTBa cHMTaOT NUporeHHbIMK. B cnydasax, korga cymma noBbl-
LUeHUX TeMnepaTypbl Y TpeX KponukoB HaxoguTtcesa B npegenax ot 1,5 °C go 2,2 °C, ncnelTaHne NoBTOPSAOT
OOMNMONMHUTENBHO Ha NATU Kponukax. B 3ToMm cnydae Boay ANS UHBLEKUUMUA UMK pacTBOP NekapCTBEHHOro
cpeacTBa cHUTAT HENUPOTEHHBLIMW, €CNM CyMMa MOBbILLEHUW TeMNepaTypbl Y BCEX BOCbMU KPOMUKOB HE npe-
BbllwaeT 3,7 °C. Ecnn xe sTta cymma pasBHa 3,8 °C unm donblie, Boay AN WUHBEKLUWMA UMW pPacTBOpP
NeKapCTBEHHOro cpeacTBa CHUTAOT MAPOreHHbIMN.

B yacTHon hapmakonenHom ctaTtbe MOryT BbITh YKasaHbl Apyrne npeaenbsl OTKNOHEeHNs TeMnepaTypbil.

EcnneYacTHOU CTaTbe Ha NnekapCcTBEHHOE CPeACTBO HET APYIUX YKasaHUK, crydan noHWKeHuUa Temrnepa-
TYPbl Y KPONMMKOB NPUHUMAIOT 32 HOJb.

Kponuku, ObIBLLUME B ONbITE, MOTYT ObITb UCNOMb30BaHLI ANs onpeaeneHnsa NMpPoreHHOCTU NOBTOPHO, HO
He paHee YeM Yepes Tpoe CYTOK, eCclii BBe4eHHbIM UM 0 3TOro pacTBOp NeKapCTBEHHOro cpeacTsa unm soaa
ONA MHBbeKUMA ObINN HeENMPOoreHHbIMU. ECn XKe BBeAeHHLIN pacTBOP NeKapCTBEHHOro cpeacTtsa unu soga ans
MHBEKLMK OKa3annuCb NUPOTreHHbIMU, KDOMUKU MOTYT ObITb UCNOMb30BaHbLI 4115 AallbHEULLXX ONbITOB Yepes ABe
Heaenu. INpu NoBbILLEHNX TeMnepaTypbl Y KPONMKOB B N0A0OHLIX crniydasax Ha 1,2 °C n bonee OHM UCNONb3YIOT-
cadepe3 TpuHegenun. Ecnnuccnegyemele Bewectsa obnagaroT aHTUTeHHbIMW CBOUCTBAMU, TO OQHUX U TEX XKe
KPONMUKOB HeNnb3d MCNoNb3oBaTh ANA UCNbITAHUA NOBTOPHO (€CN HeT cneunanbHbIX ykasaHUUM B YaCTHOU
cTaTbe).

Ona ncnelTaHnsa nekapCTBeHHbIX CPpeacTB ANA XXMUBOTHLIX, BBeAeHNEe KOTOPLIX TpebyeT npeaBapuTenb-
HOW NOArOTOBKA UM cCNelnanbHbIX YCNOBUU BBEAEHUA, crneayeT PpyKOBOACTBOBATLCA AONONTHUTENbHLIMU YKa-
3aHUAMU, NPpUBEAEHHBbIMU B HOPMaTUBHOW JOKYMEHTaLUU Ha KOHKPETHOE NekapCTBeHHoe CpeACTBO.

13 OnpeaeneHve 6akTepranbHbIX 3IHAOTOKCUHOB

BakTepuanbHbie 3HAOTOKCUHBI ONpeaensanT B UHBEKLUMOHHBIX NeKapCTBEHHbIX cpeacTBax, npeaHasHa-
YeHHbIX AN napeHTepanbHOro U MHTpaTeKanbHOro NPUMEHEHNs, N B cyDCTaHUNAX, UCTMOMb3yeMbIX A UX
nsrotoeneHus. Metoa gaet BO3MOXHOCTb NMPOBOAUTL NMOCTaANNHBINA KOHTPOMb COAepXXaHUS dHAOTOKCMHOB B
npoLecce NPpou3BoACTBa MHBbEKLMOHHBIX IeKapCTBEHHbIX CPeaCTB.

CoaepxaHue bakTepuanbHbIX 93HOOTOKCUHOB BhlpaXaeTcsl B egnHMUax aHaoTokcuHa (EQ) MexayHapoa-
HOro cTaHaapTa 3HOOTOKCUHA.

OnpegeneHne cogepXaHua bakTepuanbHbIX SHOAOTOKCMHOB MNPOBOAAT C UCMNOMb3OBaHUEM peakTuBa,
npeacTaBnaloLWeroc cobon nMsart KNeTok Kposu (ameboumToB) MevexsocTta Limulus polyphemus (J1AJl-peak-
TMB) unu Tachypleus tridentatus (TAll-peaktuB). B oCcHOBe MeToaa NEXUT CNOCODHOCTL amMeboUUTOB MeYe-
XBOCTa cneunguyeckn pearmpoBatb C 3HOOTOKCUHAMW rpamMoTpuLaTenbHbIX Oakrepun (NNONONU-
caxapugamu, J1I'C).

B pesynbTaTte peakuun ¢ SHOOTOKCUMHOM NMPOUCXoauT NOMyTHEeHUe Npo3padvyHon peakUyMoHHOU cMecu n
yBenMyeHue ee BA3IKOCTU BNNOTb A0 POPMUPOBAHNSA NNOTHOTC rens, cbpasoBaHne KOTOPOro CNYKUT NHAUKA-
TOPOM HannM4usa B Nnpobe bakrepmnanbHbIX 3HAOTOKCUHOB.

[MpoBOANMBIN TaKMM 0Opa3oM aHanus HasbiBaeTcs refib-TPoMb TecT. ATOT aHan3 NO3BONAET KON4ec-
TBEHHO onpeaenuTb codepXXaHue bakTepunanbHbIX 3HOOTOKCUHOB B UCMbITYEMOM MnpenapaTe (KoNIM4YecTBEeH-
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HbIM aHanu3d) UM OoueHWUTb, COOTBETCTBYET U codepXaHue 3JHOOTOKCUHOB npedefibHOMY 3HaYeHuUto,
YCTaHOBEHHOMY AN UCNbITYEMOTro npenaparta (KadyecTBeHHbIU aHanms).

KavyeCcTBEeHHbLIVM aHanns ABNAeTCA OCHOBHLIM METO40M NpoBeAeHNA aHanunsa no nokasartento «bakrepu-
anbHble 3HOO0TOKCUHbI», 3TOT XKe aHanus aBnaeTcd apouUTparkHbIM.

Bo3moxHO npoBeaeHne onpegeneHns cogepXaHna baktepuanbHbiX 3HAOTOKCMHOB UHBIMUA MEeToAaMM
N MoaudnKaLMaMn NP yCNoBUn, YTO pe3yrbTaTbl HE NPoTUBOpeYaT pesyfbTaTaM OCHOBHOro MeToAa.

MeToa onpeaeneHnust baktepuanbHbIX S3HAOTOKCUMHOB ¢ nomoLlbto JIAIl-peakTuBa sIBNSIETCSH anbTepHa-
TUBHbLIM, Hapsay ¢ HUM MOTYT ObITb UCNONb30BaHbI U Apyrne Metoabl (onpeaeneHme NUMPOreHHOCTU Ha Kpo-
NKax).

13.1 lNMoAaroToBKa K UCMNbITAHUIKO

13.1.1 lNoaroToBka nocyabl

CTekndaHHas 1 nnacTtukoBasd nocyaa, ucnonbsyemas B JIAJl-tecte, He AoMmKHa coaepxaTb bakTepmanb-
Hble 3HOOTOKCUHBI B KONMMYeCcTBax, onpeaensemMblX B TeCcTe, U He A0/MKHa OKa3biBaTb BNUAHUSA Ha Xo4 peakuun.
[Tocyaa MoXeT ObITb AennporeHnsnpoBada npu temnepatype 250 °C He meHee 30 MUH.

13.1.2 CtaHaapTbl 3HOOTOKCUHA

CoaepkaHue bakTepuanbHbIX 3HOOTOKCUHOB BhipaXkaeTcs B eAMHMUaxX aHaoTokecuHa (EC) MexayHapoa-
HOro ctaHgapTa aHaoToKcuHa. [pn NnpoBeaeHUM aHanM3a UCNONb3YIOT KOHTPOMbHBIN CTaHAapPT 3HAOTOKCUHA
(KC3), akTUBHOCTbL KOTOPOIro ycTaHoBNeHa no MexayHapoaHoMy cTaHgapTy 3HAOTOKCUHA.

KOHTpONbHLIN cTaHOapT 3HAOTOKCUMHA NpeaHasHadeH ANs npoBedeHUAa aHanusa ¢ JaHHOW napTuen
NAIl-peakTnBa (TAJl-peaktua). KOHTponbHbIM cTaHAapT aHAoToKcUHa U [1ATl-peakTus unn TAIl-peakTne aon-
)XHbl ObITb 3aPErncTpUpoBaHbl YNONHOMOYEHHBIM opraHoM. PacTtBopeHue 1 xpaHeHne KC3O ocyLecTBNAOT
COrnacHO MHCTPYKLUUU PUPMBI-NMPOU3BOAUTENS.

13.1.2.1 J1AIl-peakTumB

McnonbsyioT J1IAIl-peakTus, npeaHasHavyeHHbINM ANA NpoBeaeHNAa papMaKonenHoro aHanumsa ¢ noMoLlbHo
renb-Tpomb Tecta. B cnyvyae npoBegeHUsa aHanmsa MetoaoM, OTNUYHbIM OT OCHOBHOTO, HEODXOAUMO UCMONb-
30BaTb peaKTuB, NpeaHasHavYeHHbIM Ang gaHHoro metoga.

YyBCTBUTENLHOCTb peakTuBa (i) BbipaxkaeTca B eanHuLax aHgoTokcuHa [ES/em3 (EC/mMn)] n cooTBeT-
CTBYET MUHUMANbHON KOHLIEHTPpaLWUN MeXayHapoaHOoro ctaHgapTa SHAOTOKCUHA, KOTopast Bbl3biBaeT 0bOpaso-
BaHMe TMJIOTHOrO renss npu peakumnm ¢ gaHHbiM  peaktuBoMm. J1AJl-peakTMB npeacTtaBnder coboi
nmopunnsanpoBaHHblA npenapat. PactBopeHne KU XpaHeHue JlAJl-peakTnBa OCYLUECTBMAKOT COMMacHo
MHCTPYKLUMN PUPMBI-NPOUN3BOANTENS.

13.1.2.2 Boaa gnaJlAll-tecTa

Boaa anga NNAIl-Tecta gomkHa cooTBEeTCTBOBaTh TpeboBaHUAM, NpeAbsaBAeMbIM K BoAe AN MHbEeKLIUNA,
1 NPKY 3TOM He JOJTKHA coaepaTb bakTepuanbHble 3HAOTOKCUHbBI B KONMYECTBaXx, onpeaensaeMblX B TecTe.

13.1.3 MakcumanbHO gonycTumMoe pasBegeHue UCNbITYeMOro NeKapcTBeHHOro cpeacTBa

MakcumansHo gonyctumoe passeaeHne (MIAP) — 310 Hanbonbllee passeaeHne UCNbITyeMoro fekap-
CTBEHHOro cpecTBa, B KOTOPOM BO3MOXHO ofpeaenieHne KoHLUEeHTpaLuMn 3HA0OTOKCUHA, COOTBETCTBYHOLLEN
3HaYeHU0 npeaenbHOro coaepXaHna OakTepuanbHbIX JHOOTOKCUHOB, YCTAHOBMIEHHOMY AN AaHHOIO
fiekapcTBEHHOro cpeacTBa

map = %X ©, (2)

A
roe X — npegernbHoe cofepxaHue baktepunanbHblX 3HOOTOKCUHOB: AONYCTUMOE coaepXaHue baktepuarnb-
HbIXSHOOTOKCNHOB B I/ICrlbITyeMOM nekapcrBeHHomMmcpeacrtBe, YKa3aHHOG BHOPMAdTUBHOM ﬂ,OI{yMEHTe

Ha KOHKpeTHOe fieKapcTBEeHHOEe CpeACTBO;

C — KOHLIEHTpaLMa UCTbITYEMOro pacTBopa: KOHLEHTpaLUusa iekapCTBEHHOro cpeicTBa U AeNCTBYIOLLIE-
ro BellecTBa, A1 KOTOPOro ykasaHo rnpegenbHoe cogep)kaHue bakrepmanbHbIX 3HOOTOKCUHOB;

). — dyBcTBUTENbHOCTL J1All-peakTnea, EQ/cm?.
MpenenbHoe coaep)aHue bakTepmnanbHbIX 3HAOTOKCUHOB X paccunThiBatoT No dopmyne

x=2 (3)
M

roe K — noporosasi nuporeHHas 4o3sa, pagHaga 5 ES/Kr B4ac, Ans UCMbITYeMOro NekapcTBEeHHOro cpeacTBa,
ecnn OH BBOAUTCS XXUBOTHOMY MOObIM MapeHTepanbHbIM NyTEM, KpoMe UHTpaTekanbHoro. [lpu
MHTpaTeKanbHOM NYyTU BBeAEHUS NekapcTBeHHOro cpeactea KcoctasnaeT 0,2 EQ/kr;

M — makcumanbHas TepaneBTUYecKas 4o3a UCMbITYEMOro ieKkapCTBEHHOro cpeacTBa, BBoAMMAsA B TeYye-
HMe ogHoro vaca (Mmr; cm?; E[l Ha 1 kr maccel Tena).
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[na pagunodapmaLeBTUYECKUX NeKapCTBEHHbLIX CPEeACTB, BBOAUMbBIX MapeHTepanbHO, npeaenbHoe
copepxaHue bakrepuanbHbIX 3HAOTOKCUHOB X, paccuMThIBaOT Mo dpopmyne

X1 — 175V, (4)

rae V — MakcumarnbHO pekoMeHaoBaHHasa Aosa, CMS.
Nna pagnodapmaueBTUYECKUX NeKapcTBEeHHbIX CPeAcTB, BBOAMMbLIX MHTpaTeKanbHO, npeaenbHOoe

cogepxXxaHue GEKTepl/laﬂbH bIX SHOOTOKCHUHOB X2 PACCHATBIBAIOT IO CbOpIVIyJ'Ie

[Ons cybcTaHuuin paccHUTeIBAOT NpeaenbHoe cogepaHme bakrepruanbHbIX 3HAOTOKCUHOB, NCMOTb3YS
BeNM4nHY M, BbIOpaHHyto AN nekapcTBEHHOW hopMbl.
13.1.4 MoarorToBKa UCNbITyeMOro oobpasua

Kaxkablt oTobpaHHbI obpasel UCNbIThIBAOT OTAENbHO.
[ns pacTtBopeHus n (Unn) pasBeaeHnUs UCNbITYEMOro NeKapcTBEHHOIO CpeacTBa NCNOMb3YIOT BoAY ANS

NAJl-TecTta, ecnn He ykasaHO MHOIMo B HOPMaTUBHOM AOKYMEHTEe Ha KOHKpeTHOe NeKkapCcTBeHHOe CpeaCTBO.
McnblTyeMbln pacTBOP A0PKeH MMeTb pH B Npegenax, ykasaHHbIX nponssoantenem Jl1All-peaktusa, oObIYHO
6,0—8,0. B cny4yae HeobxoaumocT pH AoBoaAAT pacTBOpaMM KUCMOThI, OCHOBAHUS UK Dy epHbLIM pacTBO-
poM. Icnonb3yemele pacTBOPbI HE AOMKHBbI coaepKaTb bDakTepmnanbHbIX 3HOOTOKCUMHOB B KONUYECTBaX, Onpe-
OensaemMblX B TeCTe, M He O0IMKHbBI OKasbiBaTb BIIMAHUSA Ha X04 peakLui.

13.2 llpoBepgeHUe aHanu3a

B KpyrnogoHHele npodupkn gnametpom 10 MM BHOCAT paBHble 0O0bembl J1IAJl-peakTnBa U UCNBITYEMOro
pacTtBopa (no 0,1 cm3). PeakunoHHbIe cMecK akKypaTHO nepeMeLllnBateT N MHKYOUPYIOT npyn TemnepaType
(37 £ 1) °CeTeveHne (60 + 2) MuH. Bo BpeMa MHKyOUpoBaHUA cneayeT usberatb BUOpaunmmn ygapos. ['o ucte-
YeHUM YKasaHHOro CpoKa BU3yanbHO PErMCTPUPYIOT pesynbTaTbl Kak NoNoXKUTENbHbIE, TaK U oTpUulaTenbHbIe.
[TonoxmnTtenbHaa peakums (+) XxapaktepusyeTtca obpasoBaHMUEM NNOTHOMO rens, KOTOpbIN He paspyLllaeTcs npu
aKKypaTHOM OQHOKpaTHOM nepepopadynsaHium npodupkn Ha 180°. OTpuuaTenbHaga peakuus (—) XapakTepusy-
eTCs OTCYTCTBMEM TaKOro rens.

13.2.1 lNpepBapuTenbHble aHaNU3bI

[ns noaTsepXXaeHmnst 40CTOBEPHOCTU U TOYHOCTU pe3ynbTaToB onpeaeneHns dakrepuanbHbIX SHOOTOK-
CUHOB, NpoBoAUMLIX ¢ nomolbio JIAIl-peakTusa, HeobXxoaAMMO NMOATBEPAUTL YYBCTBUTENLHOCTL peaKkTUBa,
yYKa3aHHYI0 Ha 3TUKETKE, a TakKke ybeanTbCsl B TOM, YTO UCMNbITYEMOE NeKapCTBEHHOE CPEeACTBO HE COAEPKNT
hakTopoB, MeLllarLLMX NPOBEAEHUNIO peaKLUn.

13.2.1.1 TloaTeBepxageHue 3aasrneHHoNn YyBcTBUTENBHOCTU JIATl-peakTuBa
AHanns3 NpoBOAAT ANA KaXaon HOBOWU cepun ucnonbsyemoro J1All-peaktusa, a Takke npu MameHeHnu

yCJ'IOBI/Iﬁ SKCNEepUMeEHTa, NCMNOJ1Ib3YEMbIX MATEPUATIOB N PEAKTUBOB, CNOCODHBIX MOBNUATL HA pPeE3VYIIbTAT TECTA.

13.3 llpoBepgeHUe aHanu3a
[1na npoBeageHUst aHanunsa rotoBAT pacTteopbl C 1 D no cxeme, npuBegeHHoU B Tabnuue 1.

Tabnwuua 1— Cxema akcniepumenTta «llogreepxageHne 3asiBrnieHHon YyBcTBuTenoHocTH J1AJl-peaktueay

KoHevHas
y dakTop KOHUueHTpauma KC3 | Konu4vectso
PacTteop MCxoaHbIn pacTBop PacreBoputens y
pa3BeaeHUs B UCMBLITYEMOM NOBTOPHOCTEN
pacTBope
C PactBop KCO B Boae aAnAa | Bopa ans [1AJl-tecta 1 2 4
NAJl-TecTa kOHUEeHTpauuen 2xi 2 A 4
4 0,5A 4
S, 0,251 4
D Bona ana J1AJl-TecTta — — — 2

Pacteopbl C — cepua passegeHun KCO B Boge anga JlAJl-tecta (npoBepka YYyBCTBUTENbHOCTU
NAIN-peakTuBa).

Pacteop D — Boga gnalJlAll-TecTa (oTpmyaTtenbHbIM KOHTROI).

OnbIT NPOBOAAT, Kak onncaHo B 13.2.
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13.4 Ob6paboTKa pe3ynbraTtoB

AHannMs cunTaloT AOCTOBEPHLIM, ecnn Ang pacteopa D (oTpuuaTtenbHbIN KOHTPOMb) BO BCEX NMOBTOPHOC-
TAX NONydYeHbl oTpUuLaTenbHble pe3ynbTaThl; A4Nnd pacteopa C KoHUueHTpauuen 0,254 nonyveHsl oTpUuLaTenb-
Hble pe3ynbTaThl.

KOHEeYHOWN TOYKOU peakunn Angd Kaxgou M3 NOBTOPHOCTEU pacTBOpPoB C ABNAETCHA MONMOXUTENbHbLIN
pe3ynbTaT, NoNYy4YeHHbIN AN pacTBopa C HauMeHbLUe KoHUeHTpaumnen KCO.

CpegHereomeTpuyeckoe sHavyeHne YyBcTBuTenbHoCcTU J1ATl-peakTnea Cy .y B KOHEYHOW TOYKE peaKkuin
paccyUTbIBaOT NO popmyrne

Ckeo = antilog Zfe, (6)
rae Cy ey — KOHUEHTpaLUNa KOHTPONbHOro cTaHaapTa 3HA0TOKCUHA,
2. € — CyMMa norapugmoB KoHUeHTpauun KCO B KOHEYHOM TOUKE peaKUnM B KaXKaoW N3 NOBTOPHOCTEWN;
f — 41Cno NOBTOPHOCTEMN.
3aaBneHHas YyBcTBUTENbHOCTL JIAJl-peakTnBa cuMTaeTca noaTBEPKAEHHOM U UCNONb3YeTCA B Aab-
HeULW KX pacyeTax B TOM cliydae, ecnm nonyvYeHHoe B 3KCnepuMeHTe 3HadeHne YyscTBUTensHoCTU J1AJ1-peak-
TBa o1 0,5 oo 2,0

13.5 Mewawwue hakTophbl

McnbiTyemMoe nekapCcTBeHHOe Cpe4CTBO MOXeT cogepXaTb MellaroLue paktopsl, yeunmearowme n (Mnm)
MHrMbupyrowne peakuuio J1IAJl-peaktmusa c baktepranbHbIMU 3HOOTOKCUHAMKU. OBHAPYKUTL 3TU ABMEHUSA MOX-
HO, cpaBHMB cnocobHocTb uncnonblyemoro JlAll-peaktuBa pearvpoBaTb ¢ pactBopoMm KCO B Boae AnS
NAJl-Tecta 1 B pactBope UCNLITYeMOro NekapcTBeHHOro cpeactBa B CTaHAaPTHLIX YCNOBUSAX NPpoBeadeHUS
SKCNepuMeHTa.

McnbiTaHUio MOXKET ObITb NOABEPrHYTO NEKAPCTBEHHOE CPeACTBO B TIOOOM pasBeeHUN, He NpeBbILLAato-
lem sHaveHunst MAP. cnonb3syemeble B 4aHHOM aHann3e npobbl UCNLITYEeMOro NekapCTBEHHOro cpeacTsa (Unu
ero pasBeaeHust) He OOIMKHbI coaepXaTbh DakTepuanbHbIX 3HOAOTOKCUHOB B OnpeaenseMbiX B TeCTe KOJn-
yecTBax.

13.5.1 lpoBepeHUe aHanu3a

[1nsa npoBeaeHns aHanmsa roToB4aT pactesopbl A—D no cxeme, npuseageHHoON B Tabnuue 2.

Tabnwuua 2— Cxema akcnepumeHTta « Mewarwme dakropbl»
KoHe4vHas
y dakTop (ORLEHTPALIN Konn4ecTteo
PacTteop MCxXoaHbIn pacTBoOp Pacteoputens SHOOTOKCWMHA B y
pasBeaeHus NMOBTOPHOCTEN
NCIbITYEMOM
pacTBope
A McnbiTyemoe nekapCcTBEHHOE — — — 4
CpeacTBoO
B McnbitTyemoe nekapCcTBEHHOE Mcneityemoe  ne- 1 2 4
cpeactBo, coaepxawee KCO B | KApCTBEHHOE cpel- Zz 1A 4
KOHLEHTpaumn 2 CTBO 4 0,51 4
S, 0,25n 4
C PactBop KCO B Boae Ans Bona ansa J1AJl-Tec- 1 2 2
NAJl-TecTa KOHUeHTpaumen 2 Ta 2 T 2
4 0,5% Z
S, 0,25n 2z
D Boaa ans [TAIl-TecTa — — — 2

OneIT NpoBoaaT no 13.2.

13.5.2 Pe3ynbTaTtbl U MHTEpNpETaLUA

Pe3ynbTaThl 3KCNepruMeHTa cCHUTaTCA AOCTOBEPHBIMU, eCcn ANna pacTeopa D nonyyeHbl oTpulaTeNb-
Hble pe3ynbTaTbl BO BCEX NMOBTOPHOCTAX, AN pacTBopoB C (KOHTpoNb 4yBcTBUTENLHOCTU JIAJl-peakTnea)
cpegHereoMeTpuyeckoe aHa4yeHmne KoHUeHTpaunum baktepmanbHbIX 3HOOTOKCUHOB cocTasnseTt o1 0,5 oo 2,0
ONA pacTeopa A nonydeHbl oTpulaTenbHble pesynbTaThl BO BCEX MOBTOPHOCTSAX.

[1o pesynbTaTtam, NoNyvYeHHbIM A9 KaXX40W N3 NOBTOPHOCTEN PacTBOPOB B, paccyUTLIBAIOT cpeHereo-
MeTpuveckoe 3Ha4vyeHue YyyBcTButTensHocTu J1IAJl-peakTtuga.
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PacueT npoBoadaT, kKak onucaHo B 13.3. Ecnn nonyyeHHoe cpegHee 3HadeHUe okasanock o1 0,5 ao 2,02,
NCMBITYEMOE NekapCcTBEHHOE CpeACTBO B BLIDpAaHHOM pa3BeeHNUN He COAePKUT MellaoLmnx aKTopoBs, Cno-
COOHBIX UHrMbKUpoBaTb U (UNK) ycunmeaTb peakuuto JIAIl-peaktnBa ¢ DakTepuanbHbIMU SHOOTOKCUHAMU, Y
MOXeT ObITb NOABEPrHYTO aHaNU3y Ha coaepXXaHue bakTepranbHbIX 3HOOTOKCUHOB.

Ecnn npucyTcTBre MellaroLnx akTopoB 0DHapPYXXeHO ANd UCTbITYEMOro NeKapCTBEHHOrO CpeacTBa,
KOTOPOE NPOBEPANOCH B pasBegeHUn, MeHbluem MIAP, aHanns noBTOpSA0T B OONbLUEM pa3BeaeHUA, BNNOTb A0
passeneHus, pasHoro MAP. B bonbwMHCTBE crnyvaeB AOMONHUATENbHOE pa3BedeHUe UCTBbITYEMOro neka-
DCTBEHHOIC CpeacTBa CnocobHO CHATb AencTeMe Mewarwmnx dpaktopoB. NcnonesoBaHue JIAIl-peakTtuBa
OOoNbLUEN YYBCTBUTENLHOCTU MO3BONSIET YBENNYUTL CTEMNEHb Pa3BeOeHUS.

Ldencteme MmellaoLlmx pakTopoB MOXET ObITb NPE0ACNeHO COOTBETCTBYOWEN 0DPaboTKoN, HAaNpPMMep
hunbTpaunen, HenTpanmsaumen, Ananm3om NN TemMnepaTypHon obpadboTkon. BeibpaHHbIA cnocod yaaneHus
MeLlaoLWmnX pakTopoB HE AOIMKEH N3MEHSTb KOHLUEHTpaLUNo bakTtepnanbHbIX SHOOTOKCUMHOB B UCMNLITYEMOM
nekapcTtBeHHOM cpeacTtBe, noatomy KC3 K pacTBOpYy UCNBITYEMOro NekapCTBEHHOro cpeAcTBa ACOaBNAOT
nepen npoBegeHUeM Takon obpaboTkn, nocne vyero npoBoAAT aHanus « Mewatrwme daktopbl». Ecnn nocne
0bpaboTKkM BbIOpaHHBLIM CNOCODOM pe3ynbTaThl aHanmsa «Melwaruwne pakTopbl» OKaXYTCHA YAOBNETBOPU-
TeNbHBLIMWU, TO UCMBITYEMOE NEKaApPCTBEHHOE CPEeACTBO MOXET ObITb MOABEPTrHYTO aHaNU3y Ha codepXaHue
bakTepuanbHbIX 3HOOTOKCUHOB.

Ecnn ncneltyemoe nekapcTtBeHHOE CPeAcTBO HemMb3st 0CBOOOANTL OT MellaoLlnx pakTopoB, OHO He
MOXeT ObITb UCCeaoBaHO HA NpeagMeT coaepXaHua bakTepuanbHbIX 3HAOTOKCUHOB ¢ nomMoLllbio JIAJl-TecTa.

14 KadyecTBeHHbLIV aHanNu3 (Metoa A)

3agaven 3Toro aHannaa siBnaeTcd noarBepXaeHne Toro, Yto cogepkaHue dakrepuanbHbIX 3HOOTOKCU-
HOB B UCMNbITYEMOM 0DpasLie He NpeBbILLIAET 3HAYEHUA NPeaenbHOro cogepKaHug bakrepmanbHbIX SHOOTOKCU-
HOB, YKa3aHHOI0 B KOHKPETHOM HOPMaTUBHOM AOKYMEHTE.

AHaNM3 NPoOBOAAT C NeKapCTBEHHbIM CPeACTBOM B O4HOM pa3BegeHnun, B KOTOPOM Dbl NpoBeaeH aHanms
«Mewarwme pakTopbl», UK B DoNbLUEM pa3BeaeHnin, Ho He npeBbilatoLwem aHaveHnsa MIP.

14.1 lpoBepgeHUe aHanM3a
[1na npoBegeHUst aHanunsa roToBAT pacTBopbl A—D No cxeme, npuBegeHHoU B Tadbnuue 3.

Tabnwuua 3 — Cxema akcnepmmeHTa «KayecTBEeHHbIN aHanu3»

PacTtBO NcxoaHbIM pacTBO KoHeuHas KOHUEHTPaLNs SHAOTOKCUHA Konu4ecTBo NOBTOPHOCTEN
P . P P (KC3) B ncneityemom pacteope P
A McnbiTyemoe nekapcTBeHHOE CpeacTBO — 2z
B McnbiTyemoe nekapcTBeHHOE CpeacTBo,
coaepxawee KC3O KOHUeHTpaunen 2i 2 2
C PactBop KCO B Boae anst J1All-tecta
KOHUeHTpaunen 2 2 2
D Boaga ons NNAIl-Tecta — 2

PactBop A — UCnbITyeMoe NekapCTBEHHOE CPeaACTBO B pa3BedeHUN, B KOTOPOM OTCYTCTBYIOT MeLlato-
e hakTopbl, UK B BonbLIeM pasBeaeHunun, He npesbiwatowem MIAP.

PactBop B — UCnbITyemMoe NekapcTBeHHOEe CpeACTBO B BbIODpaHHOM pa3BeaeHUK, K KOTopoMy AobaBneH
KC3. KoHevHada KoHUEeHTpaLunda 3HO0OTOKCUHA B aHANU3NpyeMOoM pacTBOpe OA0IMKHA COCTaBNATL 2 (MONOXN-
TeNbHbIA KOHTPOMNb UCMILITYEMOr0 NekapCcTBEeHHOro CpeacTaa).

Pacteop C — pacTteop KCO B Boge anda JIAJl-Tecta ¢ KOHeYHOM KOHUEHTpauunen 2i. (NONOXUTENbHbIN
KOHTPOIb).

Pactsop D — Boga anda J1AIl-tecTa (oTpulaTenbHbIM KOHTPOIb).

AHanMs npoBoasaT, Kak onncaHo B 13.2.

14.2 Pe3ynbTaTbl M UHTEpNpeTaLuaA

AHanMs cuMTaloT 4OCTOBEPHBLIM, ecni aAngd pacteopa D (oTpuuaTenbHbIA KOHTPOSb) NonyYeHbl O0TpULa-
TellbHble pe3ynbTaTthl B 06enx NoBTOPHOCTAX; Anst pacteopa C (MONoXKUTENbHbBIM KOHTPOIb) BO BCEX MOBTOP-
HOCTSIX NONYyYeHbl NONOXUTENbHBIE pe3yfibTaThl, ANsl pacTBopa B (NONMOXUTENBHBIA KOHTPOMb UCMBITYEMOTIC
obpasua) B 006emnx NOBTOPHOCTAX NONyYEHbI NONTIOXKNTENBbHBIE PEe3ybTaThl.
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Ecnu ana pacteopa A B 06enx NoBTOPHOCTAX MOJTy4YeHbl oTpuLaTternbHble pe3ybTaThl, IeKapCTBEHHOE
CPeCTBO CHNTAIOT BblAEPXKaBLUUM UCMbITAHNS.

Ecnun anga ncnblTyeMoro nekapcTBEHHOIO cpeacTBa B pasBeaeHuUn, MeHbliem MIP, B 06enx NOBTOPHOC-
TAX NOoNy4YeHbl NONMOXUTENbHbIE pe3ynbTaThl, aHanns3 crneayeT NoBTOPUTL B pasBedeHun, pasHom MIP.

Ecnun anst ucnelTyeMoro nNekapcTBEHHOro cpeacTsa B passeaeHunmn, pasHom MIP, B 06enX NOBTOPHOCTSX
Nony4vyeHbl NONOXUTENbHBIE pe3ynbTaThl, TO NeKapCTBEHHOE CPpeaCTBO HE COOTBETCTBYET TpebOBaAHUSAM HOP-
MaTWUBHOIO AOKYMEHTAa, HOPMUPYHOLLIEro coaepXaHne daktepmuanbHbIX SHOOTOKCUHOB.

Ecnu nonoxutenbHbIA pe3ynbTaTt Nony4YeH B 04HOM M3 MOBTOPHOCTEN ANA pacTBopa A, TO NpoBOAAT
MOBTOPHLIN aHanus. llekapcTBeHHOE cpeiCTBO CYMTAIOT BblAepXKaBLUMM UCMbITAHUSA, eCciii B MOBTOPHOM aHa-
nse ans o6enx NnoBTOPHOCTEN NONyYeHbl oTpuLaTernbHble pe3ynbTaThl.

15 Konun4yecTBeHHbLIN aHanNu3 (metoA B)

3agadvein aHanmaa aBnsaeTcd onpeaeneHne coaepaHnusa bakrepmanbHbIX 3HOAOTOKCUHOB B UCMNOSb3ye-
MOM NeKapcTBEHHOM cpeacTBe. [1Ns1 3TOro UCNonb3yrT CEPUI0 NOCNeaoBaTENbHbIX pa3BeAeHUA UCNBITYEMOro
NekapcTBEHHOro cpeacTBa, Ha4MHasa ¢ TOro passegeHust, 4na KoToporo O NnpoBeaeH aHanna «MewatoLwme
dakTopbl», UNn bonbLero, HoO He npesbiwatowero MIAP.

15.1 lpoBegeHUe aHanuza
[1na npoBeaeHUst aHanunsa roToBAT pacTeopbl A—D No cxeme, npmBegeHHoU B Tadbnuue 4.

Tabnwuuya 4 — Cxema akcnepyumeHTta « KonnyecTBEeHHbIN aHanNmn3»

KoHeuvHas
y dakTop kKoHUeHTpauua KC3 | KonudecTtso
PacTteop MCxoaHbIM pacTBop Pacteoputens y
pa3eeeHuns B UCMbITYEMOM NOBTOPHOCTEM
PacTBOpe
A Mcnbityemoe nekapcTBEH- Boaa ana J1AJl-Tec- 1
HOe CpeacTBO Ta 2 — 2
4 — 2
8 — 2z
nT. 4. a0 —
MIOP 2z
B Mcnbityemoe nekapcTBEH- Mcneityemoe  ne-
HOE CpencTBO, cojepialee | kapCTBEHHOEe CpeaCTBO 1 2 2
KC3 KOHUEeHTpaunen 2
C PactBop KC3O B BOaOe AnNA Boana ans J1AJl-Tec- 1 2 2
NAN-TecTa koHUeHTpauven 2. | Ta 2 1A 2
4 0,5ML 2
8 0,251 2
D Bopna ansa J1IAJl-TtecTa — — — 2

15.2 Pe3ynbTaTbl U UHTepnpeTauua

AHanns cynTaroT 4OCTOBEPHLIM, ecrnii Anda pacteopa D (oTpuuaTeNbHbIM KOHTPOMbL) NONy4YeHbl OTpULa-
TenbHbIE pe3ynbTaThl B 00eUX NOBTOPHOCTAX; ANA pacTBopoB C (KOHTpoNb YyBCcTBUTENLHOCTU J1ATl-peakTuBa)
cpegHereoMeTpuveckoe sHavYeHne KoHUeHTpauum bakTrepmanbHbIX 3HOOTOKCUHOB cocTaBnsieT He MeHee 0,54
N He bonee 27, Anga pacteopa B (MONOXUTENbHbLIA KOHTPOMb UCNBITYEeMOro obpasua) NnofyyueHbl NoNoXKUTeb-
Hble pe3yNbTaTbl B 0benX NOBTOPHOCTAX; ANA PAaCTBOPOB A KOHEYHOW TOUKOM peaKku i SIBNSAETCS NONOXUTENb-
HbIN pe3ynbTaT, NONYyYeHHbIN ANs HanbonbLlero pa3seaeHUa UCNBITYEMOro NeKapCcTBEHHOMoO cpeacTRAa.

3HavyeHue npon3BedeHnsa gakTopa 3Toro passegeHusa Ha BenuvnHy YyBcTButTenbHocCcTU J1AJl-peakTnea
(A) paBHO KOHLeHTpaun1 3HOOTOKCUHA B pacTBope A, NoNyvYeHHOW ANa AaHHOM NOBTOPHOCTU. CpeaHereoMeT-
pu4yeckoe 3HauyeHMne KoOHUEeHTpaLU M1 3HOOTOKCUHA paccYMThIBAtOT, Kak onnucaHo B 13.4.

Ecnn BO BCEX MOBTOPHOCTAX CEPUN PaACTBOPOB A MoNydeHbl oTpuLlaTeNbHbIe pe3yrnbTaThl, TO KOHLUEHTpa-
st 6akTepuanbHbIX SHOOTOKCUMHOB B UCMLITYEMOM NEKapCTBEHHOM CPEeACTBE MEHee UYyBCTBUTENbHOCTU
NAJl-peakTnea, yMHOXEeHHOW HA HAUMEHbLUWK pakTop pasBeaeHuUs.
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KpomMe npmuBegeHHbIX MeTOA0B, ANs onpedeneHns coaepXaHnua dbakrepuanbHbiX 3HOOTOKCUHOB B UCTIbI-
TYEMOM NekapCTBEHHOM cpeCTBe MOTYT UCNONb30oBaTbcA poToMeTpudeckne metoabl (C, D, E n F), onucaH-
Hble B EBponeinckoin papmakonee [3].

16 TypoumpaumeTndyeckne metoabl (C u F)

[daHHble MeToabl OTHOCATCA K POTOMETPUYECKUM MeTo4aM N3MepeHua yesermimiyeHUa cteneH MyTHOCTI.
B 3aBUCUMOCTUOT NPpUHLKNAE, NOJTOXEHHOTO B OCHOBY NpOBeAeHUA UCMNbITaHUA, yKa3aHHbIe MeTodbl KIacCUgpun-
LIUPYIOT Kak TypOmnanumeTpudeckmi Mmetoa KOHEYHON TOUKU Nb0o TypdmnanmMme Tpnuyecku KUHeTU4eCcKU MeTo .

16.1 TypbugnmeTtpuyeckmn MeTo KOHEeYHOM TOYKN (MeToa F) OCHOBaH Ha KONMMYeCTBEHHOW 3aBUCUMOC-
TW KOHUEHTpaLuMM 3HOAOTOKCUHOB OT CTEeNeHN MYTHOCTU (NOrnoLleHrne Mnm nponyckaHne ) peaklMOHHON CMecu B
KOHLE MHKYDaLWUOHHOro nepuoaa.

16.2 Typbugnmetpuyeckmn kKuHetudecknn metoq (metog C) OCHOBAH HA UBMEPEHUNU BpEMEH N, HEODXO-
ONMOro Anda AOCTUXKeHUA npeaBaputenbHO onpeaeneHHoOU BENMUYMHBI NOrnoweHUs, Ui cTteneHmn MyTHOCTU
peakUNOHHON CMECH.

McnbiTaHWe NpoBoAAT Npu TeMmnepaType MHKkydauumn, pekomeHgosaHHoW npounssogutenem J1IAJl-peaktu-
Ba [0ObI4HO (37 £ 1) °C].

17 XpomoreHHble Metoabl (D u E)

[aHHbIe MeToabl UCMNOMb3YIOT ANA U3MEPEHNa KonudecTea XpoMmodropa, BeICBODOAMBLUETOCS U3 COOT-
BETCTBYIOLLEro XpOMOIreHHOro nentuaga B pesynbrate peakunn aHaoTokcnMHOB ¢ J1IAJl-peakTteom. B 3aBUCHK-
MOCTW OT NPUHLMNA, NONTOXXEHHOro B OCHOBY UCMbITAHUA, 3TOT MeTod KnacCUULUMPYIOT Kak XPOMOTreHHbI
MeTOod KOHEeYHOM TOUKN U XPOMOTeHHbIN KUHeTUYeCKUA MeToa.

17.1 XpOMOreHHbIN MeTo KOHeYHOW TOUKM (MeTo 4 £) OCHOBaH Ha KONUMYeCTBEHHOW 3aBUCUMOCTU KOH-
LLeHTpaununM 3HOOTOKCUHOB OT KOoNM4yecTBa XpoModoopa, BbICBODOAMBLUErocd K KOHLUY WHKYDaLWOHHOIO
nepuoaa.

17.2 B npouecce UcnblTaHUA XPOMOTreHHbIM KUHETUYECKUM MeToaoM (MeToa D) namepsatoT BpemMs, HeoD-
Xxoaumoe ana goCTUXKeHUA npeaBaputenbHo onpeaeneHHoN BeNUMYMHBLI ONTUYECKOU NIIOTHOCTU peakKUUOHHOW
CMeCU U CKOPOCTU OKpaLlMBaHNA.

McnbiTaHne npoBOAAT Npu TemnepaTtype WHKYOUPOBaHUSI, PEeKOMeHOOBAHHOW npoussoauTenem
NAN-peakTuBa [06bIMHO (37 = 1) °C].

18 lNpepBapuTenbHbIe UCMNbITaHUSA

[1na npoBepKn TOYHOCTN NN BanuaauMmn UCNbITaHUA TypbuaumeTpniecknum MeToaoM Nnbo XpoMOreH-
HbIM METOA0OM NPOBOAAT NpeABapuTebHble UCMbITaHWNSA, MO3BONALLME YOeaANTbCA B HAOEXHOCTU KpUTEPUEB
ONA cTaHOapTHOW KPUBOW U B TOM, YTO UCMbITYEMbIA pacTBOP He ABNAETCA MellatoLLMM hakTopom Ans NpoBe-
OeHNs UCNbITaHUS.

Bannaauna metoanku ncnblTaHnin Heobxoamma, ecnv B YCITIOBUSA 3KCNEpUMeHTa BHeCeHbl Kakme-nmbo
M3MEHEHUA, KOTopble MOryT NOBMUATL Ha pe3ynbTaTbl UCTILITAHUSA.

18.1 lNlpoBepka HageXXHOCTU KpUTepueB ANA CTaHAAPTHOU KPUBOW

[[OTOBAT HE MEHee TpexX pa3BeJeHUN pacTBOpa CTaHAapPTHOro npenaparta 3HA0TOKCUHA A1 NOCTPOeHUS
CTaHOapTHOW KPpMBOW. [NpoBOASAT UCNBITAHUE, UCTIONBb3YS HE MEHEe TpexX NnapannenbHbIX PAA0B KaXXA0ro pasBe-
OEeHns1 pacTBopa cTaHAapTHOro npenapaTta 3HA0TOKCUHA, B COOTBETCTBUM C PpEKOMeHAaLNsIMU MPOU3BOANTENS
NAN-peakTuBa (0OBLEMHBIE COOTHOLLUEHUS, BPpEMSA MHKYOUpOBaHUA, TemnepaTypa, pHKW 1. n.).

Ecnu npu npoBegeHNN NCNbITAHUSI KAHETUMECKUM METOA0OM HEOBXOAUMBIN MHTEpPBAN NpeBbILLaeT 2 No-

rapudoma, BKNovaloT AoNoNHUTENbHLIE pa3BeAeHUA CTaHAapTHOrC npenapaTa 3HA0TOKCUHA, ANS TOro YTo0L!
pasrpaHN4YnUTb KaXkgoe NoBblilIeHWe norapudma Ha egMHULLY B UHTepBarne 3HadeHUU cTaHgapTHOU KPUBOMW.
ADCONOTHOE 3HaYeHne KoappuLneHTa Koppensaunmn |r| AomkHO bbITh Beile Unn pasHo 0,980 ana nHTepBana
KOHUEHTpaLuui SHAOTOKCUHOB, YKasaHHLIX MPOoU3BOAUTENEM Nnu3aTa.

18.2 UcnbiTaHUe Ha Hanu4vue MellawLuX chakKTopoB

BbiOMpatoT 3Ha4YeHne KOHLUEeHTpaumn 3HO0TOKCUHOB, NeXallee B cepeanHe nHTepBana sHa4eHUn cTaH-
0APTHOU KPpUBOW UMK DINTN3KOE K STOMY 3HAYEH IO,

[[oTOBAT pacTBopbl A, B, C n D, Kak nokazaHo B Tabnuue 5.
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Tabnuua 5— Cxema skcnepumeHTta « Mewarowme dakropbl»

PacTteop, kK koToOpomMmy aobasneH y
PacTteop KOHUEHTpAaUUsa 3HOAOTOKCUHOB Konn4decTBO NOBTOPHOCTEN
SHOOTOKCUH
A OTcyTcTBYET Mcnbiryembin pactBop He meHee 2
B CpeaHas KOHUEeHTpauus Ha cTtaHaapT- McnbiTyembin pacTBop He meHee 2
HOW KPUBOW
C He meHee Tpex KoHueHTpauunm (cCamyto Boaoa ans JIAIl-TecTa Kaxxgasi KOHUEHTpauunst He
HU3KYIO KOHUEHTpauuo 0b603HavaloT i) MeHee 2
D OTcyTCcTBYET Boaa ansa J1AJl-TecTta He meHee 2

[TpumMmevyaHmns

1 PactBOop A — ncnbiTyemMbin pacTBOP, KOTOPLIN CreayeT pasBognTb 40 3HaveHus, He npesbiwatwero MIAP.

2 PacTtBop B — nCNbITyeMbIV 06paseu B TOM Xe pasBefeHum, 4To U pacTeop A, co;l,ep)-l{amwm npubaBneHHble 9HO0-
TOKCUHbI B KOHUEHTpaunmn, paBHOW 3HA4YEHUIO CpeaHen KOHUEHTPaUUM Ha CTaHAapTHOMN KPUBOU U BNN3KOWN K HEWN.

3 Pacteop C — pacTBop cTaHgapTa 9aHAOTOKCMHA B KOHUEHTpaUUAX, UCMONb3yEMbIX MPW Banngaumm Metoga, B Co-
oTBeTCcTBUM C 18.1 (NpOBEPKA HAAEXHOCTU KPUTEPUEB AN CTAHAAPTHON KPUBOUW (MONOXUTENBHBLIE KOHTPONN).

4 Pacteop D — Bopga ansi J1AJl-tecta (oTpruaTtenbHbIi KOHTPOIb).

[TpOoBOASAT UCMIbITAHWUE HE MEHEeEe YeM B ABYX NnapannenbHbIX Npobax 3Tux pacTBOPOB B COOTBETCTBUN C
pekoMeHaauusaMn npomssoanTens nusarta (0bbem UCNbITYEMOro pacteopa 1 pacTBopa nuaaTta, obbemMHoe
COOTHOLLUEHWE NCMBbITYEMOTrO pacTBoOpa U pacTBopa nusaTa, BpeMs MHKYOUpOBaHUA U T. M.)

BoluncnaoT cpeagHee 3HaveHune KonudectBa AobaBNeHHbIX 3HOOTOKCUHOB, BbIMUTAsl CPEOHIO KOH-
LeHTpauuio 3HAOTOKCUHOB B pacTBope (eCrnv OHU NMPUCYTCTBYIOT) U3 cpeHen KOHUeHTpauu 3HOOTOKCUHOB B
pacTBope, cogepxalwem aodbaBneHHble 3HOOTOKCUHBI.

McnbITyeMbln pacTBOP HE COAEeRXUT Mellatol X pakTopoB, eCNiM B YCIMOBUAX NpoBedeHUA UCTLITaHUA
N3MepeHHasi KOHUEeHTpaunusa 3HOOTOKCUHOB, NpUbaBNeHHbIX B UCNLITYEMbIA PaCTBOP, HAXOOUTCS B UHTEpBane
oT 50 % no 200 % n3BeCTHOWU KOHLUEeHTpaL U1 SHOOTOKCUHOB NOCE BbIYUTAHUA KOHLIeHTPaLWUKN 3HOOTOKCUHOB,
obHapyXeHHbIX B pacTBope 6e3 AobaBNeHHbIX 3HOAOTOKCMHOB.

Ecnu sHavyeHne coaepkaHUs 3HOOTOKCUHOB HAXoOMTCS 3a NpedenamMy ykasaHHOro MHTepBana, Mellato-
e dakTopbl cnegyeT yaanutb, Kak onucaHo B 13.5. OPPeKTUBHOCTL 00paboTKM KOHTPONUPYIOT
nocpeaCcTBOM NpoBeAeHUs MOBTOPHOIO UCMbITAaHWUS Ha Hann4ne MmellaroLmnx akTopoB.

18.3 lNpoBeaeHUe UcNbITaHUA
cnblTaHMA NPOBOAAT B COOTBETCTBUM C METOAUKOWN, onncaHHOU B 18.1.

19 YdeT pe3ynbTaToB

19.1 KoHUeHTpaLuno 3HAOTOKCUHOB B KaXKAOM 13 NapannenbHbIX pacTBOPOB A pacCyYMUTbIBAIOT, UCMNOSIb-
3y4 CTaHOAPTHYIO KPUBYIO, MONYYEHHYO ANdA pA4oB NONoOXUTeNbHBIX KOHTpoNeu (pacTteop C).
McnblTaHUe cHnTaoT 4eUCTBUTESIbHBIM, €CIN BbINMOSHEHbI creaytoLlme yCnoBUA:

- pesynbTaT, NoNy4vYeHHbIN Angd pacteopa D (oTpuuaTtenbHbIXM KOHTPONL), HE NpeBLIllaeT npegenbHoro
KOHTPONBHOro 3Ha4YeHnd, ykasaHHOro B UHCTPYKUMK K ucnonbayemomy J1IAJl-peakTuBy;

- pes3ynbTaThl, NONy4vYeHHble ANd napannenbHbIX PAA0B NONOXUTENbHbIX KOHTPoNeu (pacteop C), COOT-
BETCTBYIOT TpeOOBaHUAM, YKa3aHHbIM AN BanvaaunoHHBIX UCTIbITAHUIA, Kak onnucaHo B 18.1, ecnun coaepxa-
HAe 3HOOTOKCUHOB, MONMyYeHHOEe nocne BblMUTAHUA U3 KOHUEHTpauuu SHOOTOKCUMHOB, OOHApY)XXEHHbIX B
pacTBope B, KOHLUeHTpauM 3HO0TOKCUHOB, 0OHapYXeHHbIX B pacTBope A, HaxoauTtcsi B uHTepBane ot 50 % Ao
200 %.

19.2 UcnbiTyemMbld 0bpasel, COOTBETCTBYET TPebOBaHUSIM UCNBLITAHUS, eClnn cpeaHee 3HavYeHUe KOH-
LleHTpaun 3HOOTOKCMHOB B NapannenbHbiX npobax pacteopa A C y4eToM pasBeeHUs U KOHLEHTpaL UM UCnbI-
TYeMOro pactBopa MeHee 3HavyeHus npeaenbHo AoNyCTUMOro cogepkaHmsa bakrepmanbHbIX 3HOOTOKCUHOB,
YCTaHOBNEHHOro A4Nga UCNbITYyeMOro npenapara.
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20 UcnbiTaHMe HA TOKCUYHOCTL hapMaKoNorm4ecKmnx neKkapcTBeHHbIX CpeacTB

McnblTaHWe TOKCUYHOCTU papMaKoNOrMiyecknuxX NeKkapCcTBEHHLIX CpeaCcTB MPOBOAAT Ha 300POBbIX DenbIX
MblLLax o0boero nona maccon 19—21 r, Ha KOTOpPbIX paHee He NPOBOANNN HUKAKNX UCMBITAHWUNA.

3a 24 4 00 UCNbITAHUS N BO BPEMS €ro NpoBeaAeHUs XXUBOTHLIE AOKHBI HAXOAUTLCS B MOMeELLeHUA ¢
MOCTOAHHOW TeMnepaTypon. 3a 2 4 A0 B3BELUMBAHMSA N OTOOPA XKUBOTHLIX ANl NpoBeAeHUSA UCNLITAHUA Y HUX
OTOMPAaKOT KOPM N BOAY.

Kaxayto ceputo NekapcTBEHHOIO CcpeacTBa UCMBITHIBAKOT HA NSATU MblLLax. PacTtBoputens (pasdaBuTens),
KOHLEeHTpaLuo pacTBopa (TecT-403Y) U cnocob BBEeAEHUS yKa3biBaOT B HOPMATUBHOM AOKYMEHTE Ha KOHKPET-
HOe NnekapCcTBeHHOe CpeaCcTRO.

PacTBop npenaparTa, noanexawero ucnbiTaduio, nogorpesatoT Ao 37 °C u B ob6bveme 0,5 cm® BBOAAT B
XBOCTOBYI0 BEHY cO ckopocTbto 0,1 cm3/c, ecnu HeT Apyrnx ykasaHnin B HOpMaTUBHOM JOKYMEHTE Ha KOHKpET-
HOe NnekapcTBeHHOe CpeaCTBO.

Ecnu B HOpMaTUBHOM OOKYMEHTE Ha KOHKPeTHOoe nekapCcTBeHHoe cpedCcTBO NpeayCcMoTpeH UHOM NYTh
BBEeAEHMA npenapaTta MbiliamMm, 0O0bemM pacTBopa, BBOANMMOro B OPIOLLHYIO MOMNOCTb, NOA KOXY UMK Xenyaok,
MoXeT ObiTb yBenuyeH Ao 1 cvms. BBegeHue B XXenyaok NponsBoasaT WNpULEM NOCPeacTBOM UHBEKLIMOHHON
ArMbl, HA KOHLE KOTOPOW MMEeTCs HannasfeHHasi onMBa, UMM npm noMoLLmn apyroro npucnocobneHus, obecne-
YMBatloLlero NOCTynneHne pacTteopa Unn B3gecu ripenapaTa B XXenyaok.

21 OnpeaeneHne MeCTHOro AeUCTBUA (pPeakTOreHHOCTH)

[MpenapaT BBOAAT METO40M W B A03€e (KOHLUeHTpaLuuun), npeanaraeMon 4nsa UCrnonb3oBaHus B NpaKTUKe.

B cny4yae, ecnun npenapaTt npeanonaratoT NPUMEHATb BHYTPUKOXHO, MOAKOXHO UM BHYTPUMbBILLEYHO,
OLleHKY pasgpakatolwero AeNCTBUA OCYLLIEeCTBAOT Nocne oAHOKpaTHOro BBeaeHnsa. B ocTanbHbIX criydasx
(NP BHYTPMBEHHOM, NepoparibHOM, BBeAEHNU B KOHbIOHKTUBANbHbLIA MELUOK) — Nocie COOTBETCTBYIOLLIEro
yucna annnaukaunin, KoTopble npearnonaratTcs nNpyu eroc npuMeHeHnn B npaktuke. Konn4ectso XUBOTHBLIX B
rpynne, A03bl BBeAEHUA onpeaensawnT B COOTBETCTBMM C HOPMaTUMBHBIMW AOKYMEHTaMWM Ha KOHKPEeTHOoe
riekapcTBeHHoe cpeacTBo.

OueHKY MEeCTHOIro AeNCTBUA OCYLLLIECTBNAKT HA OCHOBAHWUU AaHHbLIX OCMOTPOB, NPOBOAUMbBIX B TEYEHUE
CpoKa BBeeHUs NeKkapcTBEHHOro cpeAcTBa U NocneayloLnX CEMU CYTOK.

22 OnpepeneHue CTepPUNbHOCTMU

CTepUnbHOCTb (OTCYTCTBUE KUBBIX MUKPOOPTraHW3MOB) WHAKTUBMPOBAHHBLIX BaKUMH MPOBEPSIOT
cornacHo FOCT 28085.

23 OnpepgeneHne MMKpPpOOUONOrM4eCcKon YUCTOTDI

Munkpobronornieckyo YHACTOTY onpeaensitoT B TEKAPCTBEHHbIX cpeACcTBaxX ANS XKUBOTHLIX, coaep KaLlnx
XMBbIe MUKPOOPraHM3mMbl, MyTeM BbiCeBa Ha 3/TEKTUBHLIE NMUTAaTENbHbIE cpebl, KYINbTYPbl KNeToK (A5 BUpYyC-
HbIX BaKLWMH) UMK C UCMOMNb30BaHNEM TECT-CUCTEM, NpeaHasHavYeHHbIX Anst obHapyxeHUa JHK nocTopoHHMX
DakTepuid, BUPYCOB N MUKOMMAa3M.

24 YdeT pe3ynbTaToB UCNbITaHUA

24.1 Tpn onpegeneHnn 6e3BpeHOCTU BUOMOrMYECKUX NEeKapCTBEHHbIX cpeAcTB HabnwgeHue 3a
XMBOTHBIMA NPOBOAAT B TeYeHWUe CpoKa, YCTAHOBMEHHOro B HOPMAaTUBHBLIX AOKYMEHTaxX Ha KOHKpeTHoe
nekapcTtBeHHoe cpeacTBo. B nepunoa npoBeaeHUs UCMbITAHUA BeAyT exXeaHeBHoe HabnoaeHne, oTMeYas
OTKINOHEeHUA OT HOpPManbHOro NoBeaeHUA 1 KMMHUYECKOTro COCTOSAHUA XKUBOTHDIX.

24.2 JlekapcTBeHHOE cpeCTBO CHMTAOT BblAepKaBLUM UCTbITAHWUE Ha De3BPeaHOCTb, eCIN B TeYEHUE
npeaycMOTPEHHOro cpoka HabntaeHNs He NOrMbHe T HXM OAHO U3 NOACMNBITHBIX KUBOTHBLIX UM Y BAKLIMHUPOBAaH-
HBIX )KMBOTHbIX HE DyaAeT NPOosIBNEHUSI KNMUMHNYECKMX NPU3HAKOB bonesHn. (BakuuHa NpoTUB KoKUMANOo3a Kyp).

B cny4yae rudenun ogHoro nnm 6onee XXKMBOTHBIX UTN NPOSIBNEHUS Y HUX KITMHUYECKUX NPU3HaKOB BONE3HU
NCcnblTaHMe NOBTOPAOT HA YOABOEHHOM KONMMYECTBE XXUBOTHLIX. [1OBTOPHOE UCMNbITaAHNE CHUTAETCHA OKOHYaTEeNb-
HbIM. B criydae HeyaoBNeTBOPUTENbHLIX pe3yrbTaToB MOBTOPHOIO UCNbITAHUSA NekapcTBeHHOe CpeCTBO CYUK-
TAOT HE BblAEPKaBLUMM UCNbITAHWE Ha De3BpeaHOCTL 1 BpaKyloT.

16



[OCT P 54063—2010

24.3 [lpun onpegeneHnn TOKCUMHOCTU hbapMakonorm4ecknx nekapcTBeHHbIX cpeacTB HabnwoaeHne 3a
>XMBOTHLIMU NPOBOAAT, KAK MpaBUO, B TedeHne 48 4, eCnMHeET APYrnx ykasaHii B HOpMaTUBHOM JOKYMEHTE Ha
KOHKpeTHOe nekapCTBeHHoe CpeCTRO.

24.4 JlekapCcTBeHHOE CpedACTBO CUMTAOT BblAepKaBLUMM UCMbITaHNE, eClTM B TeUeHne npeycMoTpeHHO-
ro cpoka HabnwaeHust He NOrMOHET HX oaHa M3 MNOAOMNBITHLIX MbILLIEN.

B cny4yae rudbenu ogHOoM MblLL ONbIT MOBTOPSIFOT HA NATM Mbllax maccou (20,0 + 0,5) r; B cnydvae rnubenu
Nnpwv NnepeoHavanbHOM UCNbITAHUX ABYX MbILLEN MNOBTOPHOE UCTbITaHMe NPOBOAAT Ha 15 XXUBOTHLIX. Ecnu npu
MOBTOPHOM UCMNbITAHUM HXA OHA MbllLb HE MOTMOHET, T. €. CyMMapHas rmberb )KMBOTHBLIX B ABYX OMNbITaX HE Mnpe-
BblcUT 10 %, NnekapcTBeHHOEe CpeACTBO CUMTAIOT BblAepXaBLUM UCNbITaHMe. B NPpOTUBHOM criyvyae nekap-
CTBEHHOE CpejCTBO DpaKyIoT.

24.5 lpnonpeneneHnn bakTepuranbHbIX 3HOOTOKCUHOB NEKapCTBEHHOE CPEACTBO CHMTAIOT BblAepXKaB-
LLIMM UCMbITAHWE, eCnun onpeaerieHHoe B 3KCNepUMeHTe coaepkaHne baktepunanbHbIX 3HOOTOKCUMHOB MEHee
3Ha4YeHUs1 NpeaensbLHOro coaepaHna dbaktepuarnbHbIX SHOOTOKCUHOB, YKA3aHHOMO B HOPMaTUBHOM AOKYMEHTE
Ha KOHKpeTHOe NeKapCTBEeHHOE CPpeCTRO.

24.6 [lpnnpoBepke MHAKTUBUPOBAHHbLIX BaKLWMH Ha CTEPUINBLHOCTL B NOCeBax Ha nuTaTenbHble cpebl He
OOIDKHO ObIThb pocTa MUKPOdNOPHI.

24.7 Tlpwn onpegeneHnn MUKPODUONMOrMYeCKOW YNCTOTHI NIEKAPCTBEHHOINo cpeactBa ANd KUBOTHBLIX U
BbliCEBE NPOO Ha COOTBETCTBYOLIME NUTATENLHLIE Cpeabl UMW KYNbTYpbl KNETOK (ANl BUPYCHBLIX BaKLLMH) A0-
XXeH HabnogaTbest POCT TUMUYHOW KyNbTYPbI LUITAMMA (LUTaMMOB) BakTepuin UNn BUPYCOB, N3 KOTOPbLIX U3rOTOB-
NEHO UCNBLITYEMOE NEKAPCTBEHHOE CPeacTBO, a MOCTOPOHHUE DaKkTepun, BUPYChbl U MUKONMAa3Mbl AOMKHbI
OTCYTCTBOBATb.
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