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MpeaucnoBune

Llenn, oCHOBHbIE NPUHLUNBI U1 OCHOBHOW NOPAA0K NpoBeAeHus paboT no MexrocynapcTBEHHOW CTaH-
paptusaumm ycrtaHosrneHsl TOCT 1.0—92 «MexrocygapcTBeHHasi cuctema craHgapTtusaunm. OCHOBHble
nonoxenns» n FOCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgaptu3aunn. CtaHgapTbl MeXrocy-
[apcTBeHHbIE, NpaBMna U pekoMeHgaumm No MerocyaapcTBeHHoON ctaHgapTusauuu. MNpasuna paspaboTkuy,
NPUHATUA, NPUMEHEHMWS, 0OHOBMNEHNA U OTMEHBI»

CBefneHus o cTaHpapTe
1 NMOOrOTOBJIEH ®epepanbHbiM rocygapcTBeHHbIM BlOgXETHBIM yupexaeHmem «Bcepoccuiickui
rocyapCTBeHHbIW LIeHTp kayecTBa u cTaHAapTM3aUUKM NeKkapcTBEHHbIX CPeACTB ANS XUBOTHBLIX U KOPMOBY

(PrBY «BMHKWM»)

2 BHECEH ®epepanbHbiM areHTCTBOM MO TEXHUYECKOMY PerynvMpoBaHuio U meTponoruu (PoccTaH-
AapT)

3 NPUHAT MexrocygapcTBeHHbIM COBETOM MO CcTaHgjapTu3auuum, MeTponormm u ceptudukaumm
(npoTtokon ot 7 mas 2013 r. Ne 43)

3a NMPUHATKE NMporoniocoeanu:

KpaTkoe HavmMeHoBaHWe CTpaHkl Kop cTpaHbl CoKpalleHHoe HaMMeHOBaHWE HAUMOHAaNbLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no crtaHgapTU3aumm
KasaxcTaH KZ Moccranaapt Pecnybnuky KasaxctaH
Kuprusus KG Keipreiactangapt
Poccus RU PocctangapT
TagxukucTaH TJ TapxukctaHgapt
Y3bekucTaH uz YactaHgapTt

4 MMpukasom PegepanbHOro areHTCTBa N0 TEXHUYECKOMY perynMpoBaHW0 U MEeTPONorum ot 27 niHA
2013 r. Ne 243-cT MmexrocygapcTBeHHblvi ctaHgapT FOCT 31926—2013 BBeeH B AeACTBUE B KA4eCcTBe HaLuMo-
HanbHoro ctaHgapTta Poccuinckon ®egepaunn ¢ 1 uona 2014 .

5 CtaHpapT noarotoBneH Ha ocHoBe npumeHeHua FTOCT P 54063—2010

6 BBEJEHBIMEPBbIE

HHgpopmayus 0b usMeHeHUAX K HacmosaweMy cmaddapmy nybnukyemcs € exe200HOM UHEopMayUOH-
HOM yka3zamene « HayuoHanbHble cmaH0apmbl», @ MeKcm UsMeHeHUd U NornpasoK — 8 eXeMeCH4YHOM UHGOop-
MayuoHHOM yKkalzameine «HayuoHansHbie cmaHdapmebly. B ciyyae nepecmompa (3ameHbi) unu ommMeHbl
Hacmosule2o cmaHdapma coomeemcmeyiouwjee ygedomneHue b6ydem onybnukog8aHO 8 eXeMecsa4YHOM
UHhopmayuoHHOM ykazamene «HayuoHansHble cmaHdapmeiy. Coomeemcmaeyroujas uHgopmayus, yae-
domneHue U meKcmabl pazMeuaromes makxe 8 UHghopMayuoHHoU cucmeme obuiezo Nonb308aHuUss — Ha oghu-
yuanbHoM catime @edepanbHO20 azeHmMcmea o MexXHUYECKOMY peaynupo8aHurd U Mempoaoauu 8 cemu
YHmepHem

© CtaHpapTtuHdopm, 2014

B Poccuinckon G)e,uepaumw HacTOALMN CTaHOapT HEe MOXeT ObITb NOMTHOCTLH UMM YaCTUYHO BOCnpoun3ee-
[EH, TUPaXXMPOBaH W pacnpocTpaHeH B kKa4YecTBe OhULWANLHOMO M34aHNS bes pa3pelieHuna CDe,qepaanoro
dareHTCcTBa no TeXHWYEeCKOMY PerynmpoBaHUO 1 MeTponornmm
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Monpaeka kK UameHeHuo Ne 1 TOCT 31926—2013 CpencTBa NnekapcTBeHHbIE ANs BETEPUHAPHOrO Npu-
MeHeHus. MeToabl onpegeneHuna 6e3BpegHOCTH

B kakom mecte Hanevarano JonxHo ObITb

3a npuHaTue nameHeHusa nporonocosanu | AM, BY, KG, RU, UZ AM, BY, KZ, KG, RU, UZ
HaUWoHanbHble OpraHbl No cTaHgapTusauun
clenyLwnx rocyqapcTs:

(MYC Ne 4 2022 r.)
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MOCT 31926—2013

M E X I OGCYOAPG CTUBETUHHB # C T A HAOAPT

CPEOCTBA NEKAPCTBEHHbIE AnA BETEPUHAPHOIO NPUMEHEHWA

MeTogbl onpegeneHus 6e3spegHOCTH

Medicine remedies for veterinary use. Methods of safety identification

OaTta eBegeHna — 2014—07—01

1 O6nacTb NnpUMeHeHuA

HacTtosawmni CTaHgapT pacnpocTpaHAeTCAd Ha MeTodbl onpeaeneHvAa GESBDEJJ,HOCTVI M TOKCHUHYHOCTK
NeKapCTBeHHbIX CpeacTs ANA BeTEPUHAapPHOro npuMeHeHnA (,n,anee — INeKapCTBeHHblIe Cpe,EI,CTEEI) nyctaHaB-
nnBaeT A03bl, cnocobbl BBeOEHWUA NeKapCTBeHHOro cpeactea v BUabl NCNbITaHWA.

2 HopmaTuBHbIE CCbINKK

B HacToswemM cTaHgapTe UCnonb30BaHbl HOPMATUBHLIE CChINKW HAa CreaylLume cTaHaapThl:

FOCT 6709—72 Boga guctunnupoBaHHas. TeXxHUYeCcKne ycnoBus

FOCT 8074—82 MukpocKkonbsl MHCTPYMEHTanbHbIE. TUMNbI, OCHOBHLIE NapaMeTpbl U pa3Mepbl. TexHu-
yeckue TpeboBaHus

FOCT 18300—97 CnupT 3TUNOBbLIA PEKTUMDUKOBAHHDBIA TEXHUYECKUIA. Te@XHUYECKUE YCIOBUS

FOCT 22280—76 PeaktuBbl. HaTpuii TMMOHHOKNCLIA 5,5-BOAHbIA. TEXHUYECKWE YCNOBUS

FOCT 22967—90 LUnpuubl MeAULMHCKAE MHBEKLMOHHbIE MHOTOKPaTHOro npuMmeHeHusa. Obuine TeXHK-
Yyeckue TpeboBaHWA M METOAbI UCNbITAHMIA

FOCT 24861—91 LUnpuubl MHBEKLWOHHbIE OAHOKPATHOIO NPUMEHEHUSA

FOCT 25046—81 rnbl MHBEKUMOHHLIE OOHOKPATHOro npumeHeHus. OCHOBHbIe pa3Mepbl. TexHu4ec-
kne TpeboBaHus. MeToabl UCNbITAHWUIA

FOCT 25336—82 NMocyna v obopynoBaHue nabopaTopHble CTEKNAHHBIE, TWMbl, OCHOBHbLIE NapameTpbl
1 pasMmepsbl

FOCT 25377—82 Nrnbl MHbEKLMOHHLIE MHOTOKPaTHOIO MpUMeHeHus. TexHU4YecKkue ycrioBus

FOCT 28085—89 NpenapaTkl buonornyeckne. Meto 6akTeprMonormyeckoro KOHTPONsA CTEPUNBEHOCTH

FOCT 29230—91 (MCO 835-4—81) lNMocyna nabopaTopHaa creknaHHas. [uneTky rpagyMpoBaHHbIE.
Yactb 4. [nuneTku BbIAYBHLIE

FOCT 31929—2013 Cpenctea nekapcTBeHHLIE ANA BETEPUHAPHOIO NpUMeHeHus. NpaBuna npueMku,
mMeToabl oTbopa npob

MpumMmedaHwue— [pnNoONb30BAHMA HACTOALWMM CTaHOapTOM Uenecoobpa3Ho NpoBepuTL AeACTBME CCbINoY-
HblX CTaHdapToB B WHGOPMALMOHHOW cucTeme o6Llero nonb3oBaHWs — Ha oduunanbHom cainTe PegepanbHOro
areHTCTBa N0 TEXHWUYECKOMY PErynupoBaHuio 1 MeTponorin B ceTu VIHTEpPHET UMK NO eXerogHoMy MHpopMaLMoOHHOMY
ykasaTtento «HaunoHanbHble cTaHA4apThl», KOTOPLIA 0NyBNUKOBaH NO COCTOSHWIO Ha 1 AHBaPS TEKYLWEro roaa, v no Bbinyc-
KaMm exxemMecA4Horo MHopMaLMOoHHOro ykasaTens «HaunoHaneHble cTaHaapThl» 3a TEKYLWWA rod. Ecnv cCbiNoYHbIA cTaH-
[apT 3aMeHeH (M3MeHeH), TO NpK NoNb30BaHUKM HACTOALWMM CTaHAAPTOM crnefyeT PYKOBOACTBOBATLCA 3aMEHSOLWNM
(M3MeHeHHBIM) cTaHAapTOM. Ecrniv ccbiNoYHbid cTaHaapT OTMeHeH 6e3 3aMeHbl, To NoNoXeHWe, B KOTOPOM AaHa cebifnka Ha
Hero, NPUMeHsIeTCs B YacTK, He 3aTparnearLwen aTy CCbInKy.

Wapnanue opuumnansHoe
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3 TepmuHbI, onpeaeneHna U coKkpalleHus

3.1 B HacToslemM cTaHdapTe NMpMMEHeHbl criefylouwme TepMUHbI C COOTBETCTBYWLUMU onpegene-
HUAMMN:

3.1.1 nekapcTBeHHOe CpPeACTBO ANA BETEPUHAPHOro NpUMeHeHun: BelwecTBo MnNu cMech BELWECTB
NPUPOLHOro, PaCTUTENbLHOIO, XXMBOTHOMO MMM CUHTETMYECKOro NPONCXOXAeHWs, obnagatolee (as) hapmako-
nornyecknm AecTB1UeM.

3.1.2 Ge3BpegHOCTb [TOKCMYHOCTb] NEeKapCTBEHHOro CPencTBa ANA BeTepUHApPHOro NpUMeHe-
HusA: [okasaTens 6e30NacHOCTW NeKapCcTBEHHOTO CpeacTBa ANsl BETEPMHAPHOIO NPUMEHEHUS, XapaKTepu3ay-
IOLLIMIA PYCK MPUYMHEHUS Bpeda 300P0BbH XKMBOTHbIX B pe3ynbTaTte ero npuMeHeHus.

3.1.3 6e3onacHOCTb NeKapCcTBEHHOro cpefcTBa ANA BeTepPUMHAPHOro NpUMeHeHUA: Xapaktepuc-
TUKa NeKkapCcTBEHHOro cpeacTea Ans BeTepuHapHOro NpMMeHeHus, BKoYawwas ero 3 eKTMBHOCTb U Kadyec-
TBO, OCHOBAHHAas Ha CPaBHWUTENbLHOM aHanuie ero 3heKTUBHOCTM WM OLEHKWM puMcKa NPUYMHEHWSA Bpena
300pOBLI XUBOTHbIX, NTIOAEN 1 OKPYKALOLLEn cpeae.

3.1.4 nabopaTtopHas npoba: [lpoba, npegHa3Ha4YeHHas Ansa NabopaTopHLIX MCCe40BaHUA UMW UCTbI-
TaHWA.

3.1.5 cpegHAaanpoba:poba, nonyyeHHas n3 0dbeanHeHHOW NPO0LI B KONUM4YecTBe, obecneynBaowem
NpoBeAeHWE aHANM30B U CO34aHue apXMBHbIX 0Opa3uos.

3.1.6 ob6beguHeHHan BbiGopka: Boibopka U3 COBOKYNHOCTM, Nonyvyaemas 06beguHeHnem Bcex Bbi6o-
POYHBIX €4MHUL, B3STEIX U3 3TOW COBOKYMHOCTMU.

3.1.7 cmewaHHan npoba: Npoba, nonyvyeHHasa NnyTem cMeLLVMBaHWUS paBHbIX 00BEMOB XUAKOro nekap-
CTBEHHOTO CpefcTBa, OTOBpaHHbIX U3 egWHMWL LUTYYHOW NPOAYKL UK.

3.1.8 cTepunbHocTb: [Mokazatens, XxapakTepu3yoLMiA NOMHOE OTCYTCTBUME MUKPOOPTraHW3MOB.

3.1.9 nuporeHHocTb: [lokasaTtens, xapaktepusylLwia konebaHua TeMnepaTypbl Tena }XKMBOTHOMO Npw
BBEOEHNW NEeKapCTBEHHOIO CPeacTBa.

3.1.10 H6akTepuanbHbie 3HAOTOKCUHLI: TOKCMYECKNEe BeLLeCTBa, NPOYHO CBA3AHHLIE C KNETOUYHBIMMU
CTpyKTypamMmu BakTepuid, ocBobOXOaLLMeCs NpU pacnage KNeTok Unu ux paspyLlieHun B pesynstarte Bo3aei-
CTBUS PU3NYECKMX UMW XUMUYeCKUX (DaKTOpOoB, a TakkKe BblgensemMbslie 6akTepusmu B OKpyKatoLyto cpegy B
NpoLecce UX }XN3HedeATeNbHOCTH.

3.1.11 AN — TecT: Cnoco6 nabopatopHoro onpegeneHns 6akTepmanbHbIX 3HLOTOKCMHOB M MUPOreH-
HOCTW NeKapCTBEHHBIX CPEACTB, NpeXae BCero BoAbl A8 MHBEKLUA U MHBbEKLMOHHBIX pAaCTBOPOB.

3.1.12 po3a nekapCTBEHHOro cpeAcTBa AnA BeTepuMHapHOro npumMmeHeHua: OnpegeneHHoe Konu-
4eCTBO NeKapCTBEHHOIO CpeAcTBa 415 BeTepMHapPHOro NPUMeEHEHUsA, BBOAUMOTO B OPraHn3M XXUBOTHOTO.

3.1.13 BakuuHa 6akTepuiiHasn: ViIMMyHOBMONOrMYECKUA Npenapar, CoaepXallui XUBbIE NN NHAKTK-
BUPOBaHHbIE BaKTepun 1 (UNKn) NPOAYKTbI UX KU3HEAEATENBHOCTU.

3.2 BHacTosiwemM cTaHOapTe NPUMEHEHO crefyiollee COKpalleHue:

ClMN® — ceobogHbIe OT NaTOreHHoro chakTopa.

4 OOwue NonoxeHunA

Bce nekapcTBeHHble cpefcTBa nogsnexaT NpoBepKe Ha 6938p9,£{HOCTb n (VIJ'WI) TOKCWYHOCTL. pu aToM B
3aBUCUMOCTM OT Ha3HaueHus, O03bl M cnocoba BBEeaeHWUSA MoOKasaTenu, Xapakrtepusywuuue 69.?.Bpe,El,HOCTb
NNeKapCTBEeHHOro cpeactea, MOryT pasnuyaTbCA.

B Buonornyeckux NeKapcTBEHHbIX CpeAcTBax, coaepXaluux MHAKTUBUPOBAHHLIN BUPYC, onpenensanT
NOMHOTY NHaKTUBaUWUK Ha naGopaToprlx KMBOTHbBIX UMW KYTNbTYpPaX KNeToK.

|_|OJ'IHOTy WHaKTuBauummn 68KTele71HbIX BaKUWMH onpenendaT nyTemM BbiCEBa UX Ha CTEPUITBHOCTL, & TOKCKH4Y-
HOCTb — MPW UCMNLITAHUK HA XWUBOTHLIX. VICNbITAHWIO Ha CTEPUINBHOCTL NOANEXAT TaKXKe BCE NeKapCTBeHHbIe
CpefcTBa Ons UHbEKLUMA, MMasHble Kannu, Masu, NineHKn v apyrue nekapCcrteBeHHble cpeCcTBa, B OTHOLEHWUN
KOTOPbIX MMEHTCA COOTBETCTBYHOLNE YKa3aHUA B HODMAaTUBHOM JOKYMEHTE Ha KOHKPETHOE NeKapCTBEHHOE
cpencTeo.

MnporeHHoCTb M (MJ'IM) cogepxaHune GaKTepHaﬂbeIX 3HOOTOKCUMHOB onpeaensaT B NekapCTBeHHbIX
cpencteax v pacTBopax, npegHa3HavYyeHHbIX 0nA MHbEKUWOHHOIO NpuMeHeHNA.

B thapmakonorndeckux nekapcTBeHHbIX CpeacTBax, Kak npaBumio, onpenensnT TOKCMYHOCTb Ha naﬁopa—
TOPHbIX XWBOTHbIX W Opyrue nokas3aTtenu, yKa3aHHble Bbille, COrnacHo Ha3Ha4eHWK TIeKapCTBEHHOro
cpencrtea.

2

GostExpert.ru
https://GostExpert.ru/gost/gost-31926-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=41785
https://gostexpert.ru/gost/gost-31926-2013?utm_source=pdf&utm_medium=41785&utm_term=page

MOCT 31926—2013

5 OTbop npob

Ona wcnbiTaHna 6e3BpeqHOCTU (TOKCMYHOCTW) NEeKapcTBEeHHOro cpenctea oT6op npob mpoBogsaT no
rOCT 31929.

6 MaTtepuanbl 1 XUBOTHbIE

LleHTpudyra nabopatopHas noboin Mapku.

TepmocTat no6Gon Mapku.

XonoannbHWK ObITOBOK.

Osockon.

Mukpockon 6uonorudecknia no FOCT 8074.

MuneTkn MepHble BMecTMocTbio oT 1 4o 10 cm3 no TOCT 29230.

Lnpuuesl BMecTUMOCTLIO 0T 1 10 5 em3 no FOCT 22967 n FTOCT 24861.

Mrnbl uHbeKkUroHHble no TOCT 25377 u TOCT 25046.

WMrnbl c HannaesneHHoW ONMBor guameTpom 1 Mm.

@ nakoHbl CTEKNSAHHbIE PAa3HOW BMECTUMOCTH.

Mpobupkun cteknaHHble no FTOCT 25336.

Mpobku peanHoBbLIe NN BaTHO-MapreBkIe.

MuneTkn rnasHble.

30HA XenyOoYHbIN.

Bopa auctunnuposanHasa no FTOCT 6709.

Bopga ons nHbLeKuunn.

CnupTt aTunoebIn pekTudukoBaHHbid no FTOCT 18300.

Pacteop HaTpumsa xnopuga 0,9 %-Hbli M30TOHUYECKUIA.

HaTpuii nMMOHHOKMCNBIA 3-3aMelleHHbIi no TOCT 22280.

Moppepxueatowas cpega: 0,5 %-Held rmagponu3aTt nakransbymuHa Ha ConeBOM pacTBope 3pna no
[XOHCOHY € 5 % MHaKTMBMPOBAHHOM CbIBOPOTKM KPYMHOIO poraToro ckoTa.

1 %-Hasi n 5 %-Has CycneH3un KypUHbIX 3pUTPOLMTOB.

[MepBuyHana kynbTypa KNeToK KypuHbIx hubpobnacTos.

MepeBuBaemas kynbTypa VERO (MeTanHeBmoBMpyca nTvL).

MeTyxu-goHopbl cTapie 6 mec.

OmBpuoHbl yTok 10—12-cyTOYHOrO Bo3pacTa.

OmbBpuoHsbl CMN® kyp 10—12-cyTo4HOro Bo3pacTa.

UbinnaTa.

CM® ubinnaTa.

Mbiwn 6ensle.

Kpbicbl bentle.

CBWHKM MOpPCKHe.

Kponuku.

MNopocsaTa.

MNoacBUHKMA.

Hopku.

LLeHkn cobak.

Hytpun.

OBLUbI.

Txop3odpeTkn.

Tensra.

7 MNoaroTtoBKa K UCNbLITAHUID

7.1 [OnsanpoBegeHns UcnbiTaHus Ha 6e3BpeaHOCTb XUAKUX (POPM NeKapCTBEHHbIX CPEACTB U3 CpeaHen
npobbl 0T6MpaT HeOBX0OMMOE KONMMYECTBO YNAKOBOYHbLIX eAUHML (aMnyn, NakoHOB U T. 4.) U FOTOBSAT CMe-
LWaHHyto npoby, 0Tbupas U3 HUX paBHble N0 06bEMY KONMYECTBa NIEKapCTBEHHOMO CpeACcTBa W NEPEHOCS UX B
CTepunbHbIA chrakoH (Npobupky). Ma cmelwaHHon npobel oTéupatoT nabopatopHyto npoby, KOTOPYH UCNOMNb3Y-
0T 417 NpoBeaeHUs UChblITaHUA Ha Be3BpeaHocTb. MNepen BBeAEHMEM KUBOTHBIM COAEPXKUMOE TLLATENBHO
nepeMeLnBatoT.
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7.2 NnounnanpoBaHHble (DOPMbl NEKAPCTBEHHBIX CPEACTB NpeABapuTenbHO PecycneH3nupyioT B CTe-
pUNbLHOM pacTBopuTene (pasbaBuTene) COrnacHo HOPMAaTUBHOMY JOKYMEHTY Ha KOHKPETHOE NeKapCTBEHHOoe
cpeacteo. JlaGopaTopHyto Npoby roToBAT, Kak ykasaHo B 7.1.

7.3 MNMoproToBKa UBOTHbIX

7.3.1 XXMBOTHBIX, NICNOMNb3yeMbIX 4115 UCNbITaHWMSA De3BPeLHOCTM NIeKapCTBEHHbIX CPeACTB, DepyT ToMNb-
KO 13 61aronony4YHblX No MHEKLNOHHbBIM BONMe3HAM NyHKTOB BblpallMBaHUS.

7.3.2 [ns npoBepku Ha 6e3BpeaHOCTb (DOPMUPYIOT OMbITHLIE U KOHTPOMbHbLIE TPYMNbl KNTMHUYECKW 340-
POBbIX XUBOTHBIX, MPOLWeLWMX KapaHTWUH. B cnyvyae HeobxoagnMocTn, OrOBOPEHHOW B HOPMaTUBHOM JOKYMEH-
Te Ha KOHKPEeTHOE NeKapCTBEHHOE CPeACTRBO, XMBOTHLIX NPOBEPSAIT HA HAanNu4YMe cneundnYecknx aHTuTen.

Bug, non, macca, BO3pacT ¥ KOMMMHYECTBO XKUBOTHLIX, MCNOSMb3YEMbIX A5 UCMbITAHWS, AOMKHbI OblTb yKa-
3aHbl B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOE NeKapcTBeHHOe CPeacTBo.

7.3.3 XXuBOTHbIX cnegyeT codepKaTb Ha NOCTOSAHHOM cbanaHCMpPOBaHHOM paLMOHe KOPMIEHWS, onpe-
AensaeMoM Ons Kaxa0ro KOHKpeTHOro BUAa M BO3pacTa XNUBOTHOTO.

7.3.4 Bce XMBOTHbIE, HE MEHEee YeM 3a CYTKWM 40 NPOBEPKW, OOMKHbI HAXOOAUTLCA B MOMELLEeHWN Ans
MCMNbITAHKUS.

7.3.5 YXMBOTHbIX UCMONb3YHT B ONbITE OA4MH pa3, NOBTOPHOE MCNONb30BaHWE KMBOTHbIX HE AONYyCKaeT-
cs. He ponyckaeTtcs npoBepsiTh be3BpegHOCThL NEKAPCTBEHHOIO CPeACTBa Ha XKUBOTHbIX, paHee NCMNONb30BaH-
HbIX ANA NPOBEPKM MO APYrMM NokasaTensim.

8 Cnocobbl BBeaeHMA nNekapCcTBeHHOro cpencTBa

MpKW MCMBITAHUWA NEKapCTBEHHOTO cpeacTBa Ha 6e3BpeHOCTL NPUMEHAKT cnegdyrLlmne cnocobbl BBe-
[eHus:

a) BHYTPWMMbILUEYHbIA — TECT-A403Y NeKapCTBEHHOro cpeacTBa BBOAST B MblwUy 6eapa (BHYTPEHHIOW
WINK HAapPY>KHYH0 YacCTb) >KMBOTHOIO UITM CPEAHION TPETh LWEW, U TPYAHYI0 MbILUILY NTULbI;

6) BHYTPUBEHHbIN — TECT-003Y NEeKapCTBEHHOrO CPeAcTBa BBOAAT B OAHY M3 BOKOBbLIX BEH XBOCTA
MbILUM UM B BEHY yXa KPOJMKa, UMW AOCTYMHY BEHY 4PYroro XWBOTHOrO. JlekapcTBeHHOE CpeAcTBO nepen
BBEOEHWeM NoAorpesalnT Ao TemnepaTypbl 37 °C. CKopocTh BBeAeHUa fomkHa 6biTk 0,1 cm3/c, ecnu HeT apy-
rMX ykasaHWil B HOPMaTUBHOM JOKYMEHTE Ha UCMbITyeMOoe fiekapCTBEHHOe CpeacTBo;

B) BHYTPUOPIOLWWHHBIA — TECT-003Y NeKapCTBEHHOIo CpefcTBa BBOAST B OPHOLLHYIO NOMOCTh;

) NOAKOXHbIA — TECT-A03Y NeKapCTBEHHOro CPpeAcTBa BBOOAT MOA, KOXY XXMBOTHOrO, Kak npaBuno, B
obnacTu cnuHbl (gonyckaeTtcs B obnacte wew, begpa);

A) nepopanbHbll — TeCT-403Y NeKapCTBEHHOMO CPEACTBa BBOASAT BHYTPUKENYAOHYHO Yepes poT XMBOT-
HOTO C MOMOLLLIO LUNPULLA W UMbl C HANNaBNeHHOW ONMBOW UMW PE3UHOBLIM 30HA0M HaTOLWaK UNu npenapart
BBOOAT C KOPMOM WK BbINausaioT, cneas npyM 3ToM, YTobbl Bce NopUumn KopmMa Obinv chefeHbl MNu BCA XKna-
KOCTb BbIiNUTa. [OUTH U KOPMUTB XXMBOTHBIX M NTULY NOCNe BBEAEHWUS NNEKapCTBEHHOMO CPeAcTBa CriedyeT He
paHee yeM yepes 2—3 u.

€) HapyXHbIA:

1) TpaHcaepmanbHbliA — NeKkapcTBEHHOE CPeCcTBO B ONPeAeeHHbIX 403aX M KOHLEHTPaLUUsX HaHo-
CAT Ha BbICTPWKEHHbIA UK BbIBPUTBIA yHaCTOK KOXW KMBOTHOTO (TaKUMM CNOCOGOM MOTMYT HAHOCUTLCA KPEMBI W
nnacrtbipu);

2) B pacTBOpe NeKkapCTBEHHOTO CpeacTBa onpeaeneHHbIX KOHLEeHTpauun n obbema NnpoBoaAT Kyna-
HWE XUBOTHLIX C 3a[1aHHOW 3KCNO3WLME (N0 BpeEMEHMN);

3) HaHeceHWe NeKapCTBEHHOro CpeaCcTBa Ha CrM3ncThle 060NOYKM NyTEM BBEAEHNA €r0 B KOHBHOHK-
TUBAnNbHbLIA MELIOK rMasa XUBOTHOTO, MHTPaHa3anbHO UNKU Apyrum cnocobom, NpegycMoTpeHHBIM HOPMaTUB-
HBIM JOKYMEHTOM Ha KOHKpPeTHOE NekapCcTBEHHOE CPeACTBO;

X) WHTpauepebpanbHbId — NIEeKAapCTBEHHOE CPeACTBC BBOAAT HENOCPELCTBEHHO B TOMOBHOM MO3F
XWBOTHOTO;

3) BHYTPUKOXHbIA — NEKapcTBEHHOE CPeACcTBO BBOAAT B rNyBoKMe Crnow Koxu;

M) WHTpaTeKanbHbIli — NeKapCcTBeHHOE CPeACTBO BBOAST B OKpYKatoLlee CIMHHOM MO3r NPOCTPaHCTBO,
uyTO6bI 06ECNEYNTE Er0 NOCTYNNEeHUEe HENOCPEACTBEHHO B LIEHTPANbHYIO HEPBHYHO CUCTEMY;

K) BHYTPWM30GOHbLIN — NeKkapcTBEHHOE CPeaCcTBO BEOAAT NTUUE B 300.
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9 [lo3bl NeKapCTBEHHOro CpeAcTBa, UCNOSb3yeMble NPU UCTbITAHUKU
Oe3BpegHOCTH

9.1 WcnbiTaHns 6e3BpegHOCTU XKMBbIX BUPYCHBIX BAKUWH Ha KUBOTHbLIX NMPW BHYTPUMBbILLEYHOM BBEOe-
HWUM NPOBOAAT, Kak NpaBuno, B 10-KpaTHOM [03€, @ UHAKTMBMPOBAHHLIX — B ABYX-YeThblpEXKPATHOM 103€e, eCNK
APYroe He OroBOPEHO B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOE NeKkapCTBEHHOe CPEeACTRO.

BakTepuanbHble BakLMHbl BBOAAT, KaK NPaBUIIO, B ABYKPATHOW 403€.

O6beM BBOAMMOrO NekapcTBeHHOro cpeacTsa nepopansHo: ans Meitin — 0,5—1,0 cm3, MOpGKoi CBUH-
kM — 1,0—10 cm3, kponuka — 3 cm®.

Mpu uHTpauepebpansHoM cnocobe BBedeHWA O03a NeKapcTBEHHOro cpedcTsa And Benol MbIlu
coctasnsieT 0,03 cmS.

Mpu BHyTpMBEHHOM crniocobe BBegeHWA [J03a JeKapcTBEHHOrO cpeacTsa CocTaBnseT And
mbiwn — 0,5 cm®, gns kponuka — 1 cm®.

9.2 [o3bl NeKapcTBEHHOrO CpeacTBa, HAHOCUMbIE Ha KOXHbIE MOKPOBbI, CITM3UCTLIE 060MOYKM NpU onpe-
AEneHUn annepruampyloLllero AeicTBus, NpUBOAST B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOEe NekapCTBeH-
HOe CpeacTso.

9.3 TMpw BHYTPM30BHOM BBEOEHMWM OOLMCTLI BBOAAT HENOCPEACTBEHHO B 300 Yepes WNpULl C KaHIonewn B
KONWM4YecTBe NATW 003 LbINNATAM NATUCYTOYHOMO BO3pacTa.

9.4 Tlpw MCnbITAHUM PEAKTOreHHOCTM NEeKapCcTBEHHO CPEeICTBO BBOAAT B TepanesTUYecKol 403e, PeKo-
MEHA0BAHHOW UHCTPYKLMEN MO NPUMEHEHMIO.

9.5 HabnwopgeHue 3a XMBOTHLIMW BEAYT B TedeHne 5—12 cyT.

10 OnpegeneHne NONMHOTbI MHAKTUBaUuM (OCTaTOYHOM TOKCUYHOCTH
M BUPYNEHTHOCTU) BaKUUH Ha NabopaToOpPHbIX XXUBOTHbLIX UKW KYNbType KNeTokK

MonHOTY MHaKTMBauuKM (OCTATOYHYKD TOKCUYHOCTE U BMPYMEHTHOCTbL) NMPOBEPAIT B NeKapCTBEHHbIX
cpencTBax, coaepxXalux WHAKTUBUMPOBAHHLIA BO3OyauTens. [ns BUPYCBaKUWH, NMpedHa3Ha4YeHHbIX AN
MCNoMb30BaHUS B NTULEBOACTBE, UCMbITAHUSA NPOBOAAT Ha aMOPUOHAX Kyp, YTOK 1 KyNbType KNeToK KyPUHBLIX
dunbpobnacTos, aHTMpabuyeckne BakLUMHbI NPOBEPSAIOT HA Benbix MblLLIAX.

MonHoTa MHaKTMBau UK B DaKTePUIRHbIX BaKLMHAX XapakTepusyeTcs NokasaTenem CTepUMIIbHOCTH, onpe-
pensiemow no FOCT 28085, n 6e3arpegHOCTM ANA SKCNEPUMEHTaNbHO-bMonornyecknx Moaenen (MbiLlen).

B saBucumocTm oT TMnNa Bo30yauTens 6onesHen y NTMUbl NPOBOAAT CregyoL e CnbiTaHus:

- lNpw onpepeneHun copepxXaHus XUBbIX OpPTO- U NApaMUKCOBUPYCOB (Hblokacnckaa 6onesHs, rpunn
NTWUL) BakUMHY BBOASIT B anfaHTOMCHYH MOMOCTb KYPUHBIX 3MOPUOHOB W MCCreyoT 3KCTpasmbpuoHanbHyto
KUOKOCTb (337K) OT 3apaeHHbIX KyPUHbIX U YTUHBLIX 3MOPUOHOB B KanensHOW peakuun arrniotuHaumm (PrA) c
5 %-Hon cycneHsuer apuTpounToB neTyxa. MNpu nonoxutenesHon PIA NnpoBOAAT NOBTOPHbLIN Naccax Ha yaBo-
€HHOM KonuyecTee ambpuoHoB. [Mpy nogTBEp:KOEHUN NONOXUTENBHOTO peaynbTaTta PIA cepuio nekapcTBeH-
HOro cpegcTea bpakyoT.

- lNpw onpegeneHun cogepXaHuns XXMBOTro KOpoHaBupyca (MHEKLMOHHBIA BPOHXNUT Kyp) NpOBOAAT ABa
nocrnefoBaTenbHbIX Macca)a BakUWHbl Ha aMBpUoHax Kyp NyTeM 3apaXeHus Ux B annaHToucHy obonouvky. MNo
OKOH4YaHWKM cpoka MHkyBauum 3MBPUOHBI aceNTUYECKU BCKPbLIBAKT W YYMTLIBAKOT NaTonoroaHaToOMU4ecKue
W3MeHeHWs (OTCTaBaHWe B pOCTe, «KapIIMKOBOCTL Y, CBEPThIBAHUE 3MOpUOHa B wiap).

- lNpw obHapyXeHUN xapakTepHbIX M3MEHEHWA Y 3MBPMOHOB NEPBOro nacca}a NPoBOAAT NOBTOPHLIA
naccax BakLMHbl HA yOBOEHHOM KONu4ecTBe 3aMOpUOHOB. Ecnu nameHeHus y aMbpuoHOB 0BHapyX1BalTCS
BHOBb, CEPWI0 NEKapCTBEHHOIo cpeacTBa bpakyioT.

- lMpw onpegeneHun cogepxaHusa bupHaBuMpuaoB (MHeKLMOHHAas BypcansHas Bone3Hs) NPOBOAAT ABA
nocnegoBaTenbHbIX Naccaxa Ha ambpuoHax CINP kyp nyTeM Mx 3apaXeHWsA Ha XOpMoannaHTOMCHY 0BonoYky
B 0BNacTW UCKYCCTBEHHOM NYTU MyTEM BHECEHUSA BaKLMHbI Yepe3 UCKYCCTBEHHYH BO3AYLUHYHO kKamepy. 10 OKoH-
YaHUKM cpoKa MHKYBaLnKM OCTaBLLMECH XMBbIMW 3MOPUOHBI BCKPbLIBAKOT, y4UThIiBas NOPaXeHUs (OTEYHOCTL rono-
Bbl M NOAYENKCTHOrO NPOCTPAHCTEA, KPOBOU3NUAHUA B MbILLILIAX, U3BMEHEHUS MeYeHN, OTCTaBaHUe B pocTe).
ObbeguHeHHyto npoby 0T 3MOPUOHOB NEPBOro Nacca)a UCNOMb3YI0T A5 NPOBeAeHUs BTOPOro 3aKnioYnuTenNb-
HOTO Naccaxa, KOTOPLIA BLINONHAETCA aHANOMMYHO.

- MNpw onpegeneHnn cogepkaHus xuneoro supyca CCH-76 npoBoasT ABa nocnenoBaTenbHbIX Naccaxa
BaKLWHbI HAa 3MBpUOHaX yToK ¢ nocneayollen noctaHoekor PITA. SkcTpaambproHanbHY XUAKOCTL, cobpaH-
HYI0 OTAENBHO OT Kaxaoro aMOpruoHa BTOPOro naccaa, NpoBepsItoT Ha reMarrnioTUHUPYHOLLYIO aKTUBHOCTb B
kanensHon peakuuu PIA ¢ 5 %-Hon cycneHauel aputpouMToB neTtyxa. [Npu nonoxutensHon PIA npoogaT
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MOBTOPHbIV Naccax Ha yOBOEHHOM Konu4yecTee aMOpUoHOB. [py NoATBEPXKAEHWUM MONOKUTENBHOMO pe3ynbLTa-
Ta PI'A cepuio nekapcTBeHHOro cpecTea GpakyioT.

- lMpw onpegeneHnn meTanHEBMOBUPYCOB NPOBOAAT TPW NOCMeAoBaTeNbHbIX Naccaxa Ha NepBUYHOM
KynbType KneTok KypuHbix dnbpobnactos (REO) unm VERO. Ecnu nocne BTOpOro naccaxa Ha KynbType Kne-
TOK KypuHbiX (pnBpobnacToB NpucyTCTBYET LMTONATOreHHoe AeicTBME, XapakTepHoe ONs peoBupyca WM
MeTanHeBMOBMpPYCa NTUL, CEPUIO NEKAPCTBEHHOIO cpeacTBa OpakyroT.

- lMpuucnbiTaHUKM Ha HanNWYne akTUBHOMO BUPYCa B aHTMpabu4eCcKkMx BakLMHaX BaKLMHY BBOOAT MbILLIaM B
Mo3r. HabnogeHune 3a xMBOTHBIMW NPOBOAAT B TedeHue 21 cyT. Bupyc 6elueHcTBa B BaKUMHE CHUTAOT MHaKTW-
BUPOBAHHbLIM, ECINTU MbILLK OCTaTCA XUBbIMU. [pyn 3aboneBaHnmn xoTa 66l OQHOW MBILLW C KMMHUYECKUMU NPpU-
3HakaMmn OelleHcTBa cepulo  BakuuHbl 6GpakyoT. Mo3r norvbwmx MblWen WCCNeayT MEeTOAoM
uMmmyHodpnyopecLeHUun. B maskax n3 moara Mbillen Bupyc 6elleHcTBa 06HaAPYXKMBATLCH HE JOMKEH.

11 OnpegeneHue anneprusvMpyroLlero 4EMCTBUA NEeKapCTBEHHOro cpeacTBa

Anneprusvpyoliee aHadunakTMyeckoe AelcTBUe NekapcTBEHHOrO cpeAcTBa onpefensercs nyTem
CeHcMBUnM3auumn MOpPCKNX CBUHOK.

Ons ceHcubunuaaymm MOpcKUX cBuUHOK (Macca 200—250 r) moryT BbiTb UCNONBL30BaHbI PazHbie CXeMbl
BBE/[EHUA NekapcTBEHHOro cpeacTsa. B cnyyasx, Korga Kypc BakunHauum npegycmaTpusBaeT HEeCKOSIbKO BBe-
OEHWH, LuenecoobpasHo NPUMEeHATb CNeayloLLyo CXeMy: nepBas UHbEKUUS NOAKOXHO, ABe nocnegywolue
(c HTepeanom 1 cyT) — BHYTpUMbILLEYHO. Ecnu BakuMHauua npegycMaTpuBaeT BBEAEHWE NEKapCTBEHHOTO
cpencTBa 0O4HOKpPaTHO, AONycKaeTcs ogHOKpaTHada ceHenbunuaaums. Yncno KMBOTHBIX B rPYNNe AOMKHO BbITh
He MeHee flecaTn. Paspelualolyo MHBEKLUUIO BLIMONHAKT BHYTPUBEHHO UMK BHYTPUCEPAEYHO Yepes ABe-TPU
Hegenu unv B bonee oTganeHHbId CPoOK (B 3aBUCMMOCTM OT CBOWCTB NEKAapCTBEHHOTO cpeacTea). B cnyvae
ecnv npenapar aBnseTca copbupoBaHHLIM, ANA paspellallel MHbEKLMKW cnegyeT UCnonb3oBaTh Takke U
HecopbupoBaHHbI nonydabpukat. CeHcnbunuanpyoLlas u paspeLuatollas 403kl UCMNbITYEMOTO NeKapcTBeH-
HOro cpeAicTBa A0MKHbI ObiTb NTPUBNMKEHBI K PEKOMEHAYEMbIM AN NPaKTMYECKOro NPUMEHEHUS, MPX 3TOM pas-
peluawwas 4o3a He JomkHa bbiTe MeHblwe ceHcubunuanpyowen. OkoHYaTensHyK BENWYUMHY A03MPOBOK
YyCTaHaBMMBalOT AKCNEepUMeHTanbHbIM NyTEM.

MNMocne pa3peLuatolen MHbEeKL MM HabnogeHne 3a XUBOTHLIMKW BeAyT B npogomkeHne 30 muH. Yawe Bce-
ro LWOK MPOABNAETCA B TeYEHWEe HECKOMbKMX MUHYT, €ro TSXeCTb OLleHMBAT No cneayowen Wwrane:

A/+/ — pepkoe nodechbiBaHWe NanamMu MopAbl, B3bEPOLUMBAHMWE LIEPCTU, NOHWXEHWE TemnepaTypbl
BoneeyvemHa 1°C;

B/++/ — yacTtoe noveceiBaHMe NanaMmm Mopabl, BO3MOXHO MEPUOANYECKOe YUXaHWNE, MOHKEeHNE TeMne-
paTypel;

B/+++/ — cnacTuyeckuin kaWwnesbln CUHAPOM, BO3MOXHOE nageHne Ha 6ok, MmodeuncnyckaHne, gedeka-
Lms;

[/++++/ — KOHBYNBCUBHBIE CYJOPOrH, Pe3Koe HapylleHWe AbIXaHus, rTMbens NBOTHOIO B TEYEHWe nep-
BbIX 5—7 MWH;

[l — peakuus oTcyTCTBYET.

Wnpeke cuHgpoma B rpynne W BeivmcnsioT no popmyne Beuwrna (1960)

A1+B5-2+B-3+T-4 )

n= )
A+b+B+T+ 1

roe A, B, B, ", [ — 4yncro XUBOTHLIX C JaHHOW BbIPaXeHHOCTLEH CUHOPOMA;
1,2, 3,4 — unudpoBas UHAMKALWS, KOTOPas BBOAUTCA AN MCHUCNEHUA TAXECTW peakuum no rpynne B
Lenom.

M3yvyaemble nekapcTBeHHble CpeAcTBa (3@ WCKMIOYEHWEM reTepoSIOTMYHbIX ChbIBOPOTOK) HE OOIBKHbI
Bbl3BaTb PAa3BUTUSA CMEPTENLHOIO LLOKA.

BbipaxeHHOCTb aHadmunakcumn nocne BHyTPUBEHHOMO UMK BHYTPUCEPAe4YHOro BBeAeHWs pa3peLlatoLen
[03bl NpenapaTa JoMmKHa COOTHOCUTLCS C pe3ynbTaTaMu, 3aUKCUMPOBaHHBLIMU B rpynne MOPCKUX CBUHOK, Nog-
rOTOBMEHHLIX K LLOKY, Yallle BCEro ceHcMbunualaumMen HopManbsHOW reTeponorMyHon CbIBOPOTKOM (MONOXK-
TenbHbIA KOHTponb). 100 %-Has rubenb XKMBOTHbIX B AaHHOW rpynne obbl4HO HacTynaeTt B pesynbTaTe
npeasapuTenbHOro NMOAKOXHOro BBeaeHus 0,1 cM3 nolagHom CLIBOPOTKY, 3a ABE-TPWU HEAENW A0 pa3peLlato-
wen gossl 0,1—0,5 cm3. Ecnu cbiBopoTKa NModunuanposaHa, Ans ceHcnbunusauum npumensoT 2,5—3,0 mr
Ha 100 r macchkl Tena XMBOTHOTO (pa3pelwatowas nosa 14—16 mr Ha 100 r macchl). B Tex cnyyasx, korga npu
NpOW3BOACTBE NEeKapCTBEHHOIO CPpeAcTBa NPUMEHSIIOT reTepoSiorMyHbIA BEenok, ero UCNonb3yT NPy NocTa-
HOBKE MONOXWUTENbHOMO KOHTPONS.
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OpQHoBpEeMEHHO pa3peLlaLLyo 403Y UCMbITYEMOro NekapCTBEHHOTO CPe/ACTBa BBOAST KUBOTHLIM, KOTO-
PbIM BMECTO CEHCUBUNU3UPYIOLLMX MHBbEKLUWIA NpenapaTta Gbin BBeAeH cooTBeTcTBYoW M 06bem 0,9 %-Horo
M30TOHWYECKOTO pacTBOpa HATPUA Xnopuaa (oTpuUaTenbHbIA KOHTPOMb).

12 OnpepeneHne NUPOreHHOCTH

lMpoBepka Ha NMPOreHHOCTbL NpeAHa3Ha4YeHa ans orpaHMYeHUsl PUCKa BO3HUKHOBEHMWS NUXOPag04HOro
COCTOSAIHUSA (MOBLILLIEHUA TEMNepaTypbl Tena) nocne BBeAeHWA NEKApCTBEHHOIO CpeacTBa.

KMcnbiTaHunio noanexaT MHbEKUMOHHbIE NeKapCTBEHHbIE CPeAcTBa, NpegHa3HavYeHHble 4N BHYTPUBEH-
HOro, BHYTPUMLILLIEYHOr0, NOLKOXHOIO BBEAEHUS U BBeAeHus B nonoctu. MNpu npoeegeHuM uccnefoBaHuii
peKkoMeHayeTCsa onpejennTb MakcMManbHY0 003y, HE Bbi3bIBaOLLYH MMPOreHHoro agpdexTa.

OnpepneneHve NMPOreHHOCTY NPOBOAAT Ha 340POBLIX Kponukax oboero nona, He ansbMHOCax, Maccoi
2,0—3,5 Kkr, coaepalluxcsa Ha NoNTHOLEeHHOM pauuoHe. Kaxablid KponuK O0MKeH coaepKaThbCs B OTAe IbHON
KneTKe B MOMELLEHWUM C NOCTOAHHOW TemnepaTypoil. KonebaHnsa TemnepaTtypbl He MoryT npeebilwate +3 °C. [Mpwn
ybopKke KNeToK 1 B3BELUMBAHWM XUBOTHbLIX X 0beperaT oT Bo3byxaeHus (M3b6eraTtb WyMa v pe3kux OBUXe-
Hui). B TeyeHne Hegenu, npealecTBYOLLEN ONbITY, KPOMWKMA HE JOMKHLI TEPATL B Macce. BaseluneaHue nx
NPoBOAAT A0 Aa4YM KOpMa He MeHee Tpex pas, Yepes AeHb. XKUBOTHbIe, TepAKLLMe B Macce, K ONbITY HEMPUIof-
Hbl. B TeueHue Tpex CyTOK nepen MCNbITAHWEM Yy KaXOoro noAonbITHOrO KpOnMMka U3MepSsoT TeMMepartypy.
MamepeHusa npoBoaAT eXeHEBHO YTPOM, A0 AayM KOpMa Npu NOMOLLM MeJULIMHCKOro PTYTHOMO UMK 3NeKTpo-
TepMOMeTpa, NO3BONAKLLErD ONpeaennTsL TeMnepaTypy ¢ TodHocThio Ao 0,1 °C. [latumk TepmomMeTpa BBOAAT B
NPAMYIO KULLKY Ha rmybuHy 7—9 cM (B 3aBMCHMMOCTH OT MAcCChl KPOSMKa) 3a BHYTPEHHWUI ChMHKTEP Ha Bpems,
Heobxoaumoe onst OCTUXEHWA MakcMMansHoW TeMnepartypsl. McxogHas TemnepaTypa NogonbITHBIX Kponu-
KOB JormkHa BbITe B npegenax 38,5 °C — 39,5 °C. XXuBoTHble c bonee BelCOKON unu 6onee HA3KOW TemnepaTy-
poW OAns onbiTa HenpurogHbl. KpoMe Toro, KpONUKOB, BNepBble UCNONb3YEeMbIX AN UCMNbITAHWUS NeKapCTBEHHbIX
CpefcTs, MPOBEPSIIOT Ha PEAKTUBHOCTL MyTem BHyTpuseHHoro eeegeHus 10 cm3/kr 0,9 %-Horo cTepunsHOro
HEMMPOreHHOro pacTBopa HaTpusi Xropuaa, COOTBETCTRYoWero TpeboBaHuam Papmakoneun, JeNCTBYOLLER
Ha TeEppUTOPMK rOCyfapcTBa, NPUMHABLLEro cTaHaapT. B cnyvyae nameHeHnss Temnepartypbl y KpONKUKOB Bonee
yeM Ha +0,4 °C XMBOTHbLIE CUMTAOTCA HENPUIOAHLIMKW ANSA ONbITA.

He no3aHee yem 3a 18 4 4o oNnbITa KPONUKOR MEPEBOASAT B NOMELLEHMWE, B KOTOPOM OCYLLEeCTBSAT UCMbI-
TaHue Ha NuporeHHocTb. OHO JOMKHO NPOBOANTLCA B OTAENBHOW KOMHATE C MOCTOAHHOW TEMNEepaTypon, He
OTNUYaKLLecsa OT TEMNepaTypbl NOMELLEHUS, B KOTOPOM KPOMUKW NOCTOSIHHO COAEepXanuchk [0 onkiTa, bonee
YyeM Ha +2 °C, v ¢ konebaHusIMN BO BPEMSA UCNbITaHWA, He Npesbllwaknwmnmm 2 °C, n30n1MpoBaHHON OT Wyma, B
crnokoliHol o6cTaHoBKe. Beuepom HakaHyHe ONbITa Y XXUBOTHbLIX yOUpatoT ocTaTokKopma. [1o M BoO BpeMaA onbITa
KWBOTHLIE KOPM He Nony4atoT (Boay AatT bes orpaHuyYeHus).

Bopa ons uHbEKUMA Unu Apyrue npuMeHsiemMsle pacTBOPUTENY, a TAKXKe LUNPULbLI U UMbl AOMKHBI BbITh
CTEPUIbHBIMWA U HEMUPOTEHHbIMU. chbITyeMble NekapcTBEHHbIE CPpeacTBa AOMKHbI OblTb CTEPUABHBIMK. X
BBOAST KPONUKaM B YLIHYK BeHy. [lpyrue nyTu BBeAEHWS YKa3LIBAOT B YACTHOW CTaThe HA NEKapCTBEHHOE
cpeacTBo. [1ns Kaxaoro kponuka 6epyT OTAenbHY Urny. PacTBOpbl MCABITYEMbIX NeKapCTBEHHbIX CPEeACTB,
nogorpeTslie Ao 37 °C (Mpy OTCYTCTBMM APYTMX YKa3aHWUA B YACTHLIX CTaTbsX), BBOOAT B KONMMYECTBAX U PACTBO-
pUTEnax, NpeaycMoTPEHHbIX COOTBETCTRYHOLWMMW YACTHBIMU CTaTbSMMU.

[nsi ucnblTaHWsA HAa NMPOreHHOCTh BOAbI AN MHBEKUWIA NpeaBapuTeNbHO M3 HEE TOTOBAT M30TOHNYECKUA
0,9 %-HbIW pacTBOp HaTpUA Xxnopuaa. Hatpus Xxnopua AomkeH BbiTe CTEPUINBHBIM U HEMUPOTEHHbIM, YTO 0bec-
neyMBaeTcH BO3OYLLUHbIM METOA0M ero ctepunuzauymm npu temnepatype 180 °C unwm 200 °C B TeyeHune o1 30 fo
60 MuH, B 3aBUCUMOCTM OT Macckl obpasua. Lnpuuel, urnel 1 HEOBXOAMMYIO CTEKMSAHHYHO NOCYAY CTEPUMM3YIOT
3TuM xe meTtogom npu Temnepatype 180 °C B TeyeHme 60 mMuH. KonnyecTBo BBOOMMOTO M30TOHWUYECKOTO
0,9 %-Horo pacTeopa HaTpua xnopuaa coctaenset 10 cm3 Ha 1 kKr Maccbl kponuka. Bee konuuecTeo pacTeopa,
npeaBapuTeribHO HarpeToro 4o Temnepartypbl 37 °C, BBOAAT B TEHEHUE 2 MUH.

WMcnbiTyeMblil pacTBOp NPOBEPSAKT HA TPEX KponuKkax. [pynna gonkHa cOCTOATE U3 XKUBOTHBIX, BNU3KNX
no macce (oTnuyawwmnxca He bonee yem Ha 0,5 kr). Nepen BBegeHWeEM pacTBopa y Kponunka aBaxabl, C UHTEp-
Banom 30 MWH, n3MepsAT TeMmnepaTypy. Paznuunsa B nokasaTensix TemnepaTypbl HE OOMKHbI NPEBLILATbL
0,2 °C. Ecnu pa3anu4yus B TemnepaTtype npesbiwaet 0,2 °C, Kponuvk AN UCNbITaHWA He ucnonbayetca. Pesynb-
TaT NocrnegHero MU3MepeHus NPUHUMAaKT 3a UCXOAHYI TeMnepaTypy. PacTeBop BBOAST HE NO34HEE YEM Yepes
15—30 MUH nocne nocnegHero u3MepeHns TemnepaTtypsbl.

Mocnenytollee naMepeHne TeMnepaTypbl NPU BHYTPUBREHHOM BBEIEHUN UCTILITYEMOTO pacTBOpa NpoBO-
OSIT TpY pasa, c NpoMeXyTkaMu B oauH Yac. MNpu apyrux cnocobax BBeAEHMA — NATb pas, C NPOMeXyTKaMu B
OZIMH Yac, ecnn B YaCTHOW CTaTbe HET APYIMX YKa3aHWA.

Boay Ans MHbEKUMA UNKU pacTBOP NeKapcTBEHHOro CpefcTBa CYUTAKT HEMUPOreHHbIMU, eCnN CyMMa
NOBLILIEHUA TEMNEPATYPb! Y KPONMWKOB MeHbLLe unv paBHa 1,4 °C. Ecnun ata cymMa npeBbiwaet 2,2 °C, ToBOOYy

7

GostExpert.ru
https://GostExpert.ru/gost/gost-31926-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=41785
https://gostexpert.ru/gost/gost-31926-2013?utm_source=pdf&utm_medium=41785&utm_term=page

rocT 31926—2013

0N UHBbEKUWIA U pacTBOP NeKkapCTBEHHOIo CpeAcTBa CHMTaT MMporeHHbIMKU. B cnyyasnx, korga cymMa noBbl-
LWEeHU TeMnepaTtypbl Y TPeX KpONuKoB HaxoauTtcsa B npegenax ot 1,5 °C go 2,2 °C, ncnbiTaHne NoBTOPSAT
OOMONHUTENLHO Ha NATU Kponukax. B aTom cnyvae Boay AnNs WHBEKUMA UMW pacTBOP NeKapcTBEHHOMO
cpefgcTBa cYMTalOT HEMUPOreHHbIMW, eCrv CYMMa NOBbILLEHWA TeMAepaTypbl Y BCEX BOCbMW KPOJNTMKOB He npe-
Bbiwaet 3,7 °C. Ecnu xe ata cymma paeHa 3,8 °C unu 6onblue, Bogy ANd MHBEKUWIA UK pacTBOP NeKapcTBeH-
HOro cpeacTBa CHMTAaKT NMPOTreHHbIMW.

B yacTHoW chapMmakoneiHol cTaTbe MOTYT BbITh YKa3aHbl Apyrue npenensl OTKNOHEHUS TeMnepaTyphbl.

EcnuBuyacTHOW cTaTbe Ha NekapcTBEHHOE CPpeaCcTBO HET ApYrux ykaszaHWi, cnydaun NoHWXeHua Temnepa-
TYpPbl Y KPOMNMKOB NPUHMMALOT 3a HOfMb.

Kponuku, beiBliMe B ONbITE, MOTYT ObITb MCNONb30BaHbI A8 ONpeaeneHns MMPOreHHOCTU MOBTOPHO, HO
He paHee 4YeM Yyepes Tpoe CYTOK, ecnv BRe4eHHbIW UM [0 3TOro pacTBop NekapcTBeHHOro cpefcTea unu Boaa
ANA MHBbEKUMIA ObINK HENUPOreHHbIMKW. ECnn 3Ke BBeJeHHbIW pacTBOP NeKapCcTBEHHOTo cpeacTBa Unv soda ans
WHBEKLMIA OKa3zanuch MMPOreHHbIMU, KPONUKKU MOryT BbiTb MCNOMb30BaHbl AN AaNbHENLWNX ONbITOB Yepes ABe
Hegenw. MNpu NoBbILEeHUM TeMnepaTypbl y KPONMKOB B NogobHbIx criyyasx Ha 1,2 °C 1 bonee OHM NCNonb3yoTes
Jyepes Tpu Hegenu. Ecnu uccnegyemble BelecTsa obnagawT aHTUreHHbIMKM CBOMCTBAMM, TO OOHUX U TEX XKe
KPOMWKOB HENb3s UCMOMb30BaTh AN UCMbITaHMS NMOBTOPHO (ECNW HET chneuuanbHbiX yKasaHui B YaCTHOW
cTatbe).

[ns ncneiTaHWs NekapCTBEHHbIX CPDEACTB, BBEAEHWE KOTOpbIX TpebyeT npeaBapuTensHOW NOArOTOBKK
WK creymnanbsHblX YCNOBUIW BBEAEHUSA, CledyeT PyKOBOACTBOBATLCA AOMOITHUTENIbHLIMW YKa3aHWAMU, NpUBe-
OeHHbIMW B HOPMaTUBHOW AOKYMEHTaLWN Ha KOHKPeTHOEe NekapcTBeHHOe CpeacTBo.

13 OnpegeneHune 6akTepuanbHbiX 3HOOTOKCMHOB

BakTepranbHble 3HOOTOKCUHbBI ONpeaensioT B MHbEKUWOHHbIX NEKapCTBEHHbLIX CpeACcTBax, NpeaHasHa-
YeHHbIX ANS NapeHTepanbHOro U MHTPaTekansHOro NpPMMeHeHus, 1 B cybCcTaHUMsX, MCNONMb3yeMblX AN KX
narotoeneHusa. MeToq faeT BO3MOXHOCTb NPOBOAWUTL NOCTAAWMAHBIA KOHTPOMNb COOEPXKaHUA 3HOO0TOKCMHOB B
npoLecce Npou3BoACTBa UHBEKLUMOHHLIX NEKAPCTBEHHLIX CPeaCTB.

CogepxaHue bakTepuanbsHbelX 3HOOTOKCUHOB BhipaxaeTcs B egMHMLax aHgoTokcuHa (EQ) mexayHapoa-
HOro cTaHgapTa 3HO40TOKCKHA.

Onpenenenune copgepxaHus BakTepranbHbiX SHOOTOKCUMHOB NMPOBOAAT C MCMNONb30BaAHNWEM pPEAKTMBA,
npeacraenswllero cobol nM3aTt KnNeTok Kpoeu (amebouwToB) MedexBocTa Limulus polyphemus
(NAN-peaktuB) unu Tachypleus tridentatus (TAll-peakTuB). B ocHOBe MeTofa NexuT cnocobHocTs ameboLu-
TOB MeyexBocTa cneuudmryeckm pearnpoBaTb C 3HAOTOKCMHAMKW rpaMoTpMUaTensHbix 6akTepuin (nunononu-
caxapugamu, NMcC).

B pesynbTaTe peakuuun ¢ 3HLOTOKCUMHOM MPOMCXOOWT MOMYTHEHME NPO3PaYHOA PeaKLMOHHOW CMECU U
YBEMMYEHNE ee BA3KOCTW BNNOTb A0 POPMUPOBAHKUS NIOTHOMO rensi, o6pasoBaHuMe KOTOPOro CRAyXWUT MHAWNKA-
TOpPOM Hanuuua B Npobe BakTepuanbHbIX 3HAOTOKCUHOB.

MpoBoaumMbIN Takum oBpa3zom aHanu3 HazbiBaeTcs renb-TpoMO TecT. STOT aHanv3 No3BONAeT Komnu-
YeCTBEHHO OMpefenuTb copep)KaHwe OakTepuarnbHbiX SHOOTOKCUMHOB B WCMbITYEMOM npenaparte (Konu-
UYECTBEHHbIM aHaNn3) N oLleHUTL, COOTBETCTBYET N COAEepXaHne 3HAOTOKCUHOB NpeAenbHOMY 3HaUYEHHUIO,
YCTaHOBMEHHOMY 418 UCMBITYEMOrO Npenapara (Ka4yeCTBeHHbIN aHanus).

KayecTBeHHbI aHanu3 sBnseTcs OCHOBHbLIM METO0OM NPOBEIeHUs1 aHanu3a no nokasartento «baktepu-
anbHbIE SHOOTOKCUHBLIY, 3TOT e aHanua AenseTcs apbutpaxHbim.

BoaMoxHO npoBefeHue onpeneneHust cogepxaHusa BakrepmanbHbiX 3HOOTOKCUHOB WHBIMW METOAAMM
unu mogudukauMamMmn Npy yCrnoBuMK, YTO pesynbTaTbl HE MPOTUBOPeYaT pesynbTatam OCHOBHOIMO MeToa.

MeTop onpefneneHus bakTtepuanbHbiX 3HOOTOKCMHOB € NoMmollbio JIAll-peakTuea fABNsieTCA anbTepHa-
TUBHBIM, HApPSAY C HAM MOryT ObITb MCNOMb30BaHbLI U ApYrve MeToabl (onpeaeneHne NMpPoOreHHoCTH Ha Kpo-
nukax).

13.1 MNMoAaroToBKa K UCNbLITAHUIO

13.1.1 MoaroToBKa nocyAbl

CTeknsaHHas U NnacTUKoBasa nocyaa, ucnons3yemas B JIAJl-TecTe, He [oMKHA coaepxaTth bakTepuans-
Hble 3HOOTOKCUHBI B KONWYECTBax, ONpeaensaemMblX B TECTE, U HE AOIPKHA OKa3bIBATb BIIMSIHUSA HA X0 peakLun.
[Mocyna moxeT BbITh AenuporeHnanposaHa npy tTemnepaTtype 250 °C He MeHee 30 MuH.

13.1.2 CtaHgapThbl SHAOTOKCUHA

CopepxaHue BakTepuanbHbIX 3HOOTOKCMHOB BbipaxaeTcs B eAuHUUax aHaoTokcuHa (EC) mexayHapoa-
HOro cTaHgapTa 3HOoToKcKHA. Mpyu NnpoBefeHUU aHanuM3a UCNOoNb3Y0T KOHTPOMbHLIN CTAHOAPT SHAOTOKCUHA
(KC3), akTMBHOCTbL KOTOPOTO YCTAHOBMNEHA NO MEXAYHAPOAHOMY CTaHOAPTY SHAOTOKCUHA.
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KOHTpOnNbHLIA CTaHOapT 3HOOTOKCMHA NpefHasHaveH Ons NpoBedeHUs aHanui3a ¢ AaHHOW napTuen
NAN-peaktuea (TAJl-peakTuBa). KOHTponbHbIA cTaHAapT aHgoTokcuHa u J1AT-peaktuns unu TAJl-peakTus gon-
Hbl ObITb 32aperucTpUpoBaHbl YNONHOMOYEHHbLIM OpraHoMm. PacTeopeHue u xpaHeHue KC3 ocywecTensioT
COrNacHO UHCTPYKLMW (PUPMbI-NMPOM3BOOMTENS.

13.1.2.1 NAN-peakTus

WcnoneayioT JIAJ-peaktvs, npegHa3Ha4vYeHHbIW ANs NpoBeaeHus hapMakonernHOro aHannaa c NoMoLLbIo
renb-Tpomb Tecta. B cnyyae npoBegeHusi aHanusa MeTo4oM, OTITMYHBIM OT OCHOBHOTO, HE06X0ANMMO NCMNOINb-
30BaThb peakTuB, NpeaHasHa4YeHHbIA NS JaHHOro MeToaa.

YyBCTBUTENBHOCTL peakTisa (1) BelpaxaeTtca B eaMHuuax aHaotokeuHa [EQ/cm?® (EC/mn)] n cooTeeT-
CTBYET MUHUMANbHON KOHLIEHTPaL UKW MeXayHapoAHOro CTaH4apTa 3HO0TOKCMHA, KOTopas BbiabiBaeT 0bpaso-
BaHWe MNMOTHOrO rensa npu peakuMnm ¢ AaHHbiM  peaktuBoM. [l1All-peaktue npeactaenseTt coboi
nuodunuavpoBaHHbLIW npenapat. PacteBopeHuve u xpaHeHue JlAJl-peakTnBa OCYLECTBNSKOT COrMacHo
MHCTPYKUUKU (PUPMbI-NPOU3BOANTENS.

13.1.2.2 Bopa gnallAll-tecta

Bopa anga NAI-TecTa gomkHa cOOTBETCTBOBATL TpeboBaHUAM, NpeabaBNaeMbIM K BOAE ANS MHbEKLU WA,
1 NpY 3TOM He O0MXKHa coaepXaTb bakTepuanbHble 3HAOTOKCUHBI B KONUYECTBAXx, onpegensemMblX B TECTE.

13.1.3 MakcumanbHoO fonycTUMOe pa3BedeHne UCNbITYEMOro NIeKapCTBEHHOro cpegcTBa

MakcumansHo gonyctumoe passegenne (MIOP) — aTo HanbonbLliee pa3BefeHue NCNbITyeMoro nekap-
CTBEHHOrO CpeACTBa, B KOTOPOM BO3MOXHO OnpefeneHne KOHLEHTPaLun 3HA0TOKCMHA, COOTBETCTBYHOLLEN
3Ha4YeHWIO MpefenbHOro copepaHua OakTepuanbHbiX 3HAOTOKCMHOB, YCTAHOBJIEHHOMY LOfS1 OaHHOro
nekapcTBeHHOro cpeacTea

map = X6 2)

A

roe X — npegensHoe cogepxaHue baktepuanbHblX 3HAOTOKCUMHOB: JONYCTMMOE cofepXaHue Baktepuarnb-
HbIX 3HOOTOKCWHOB B UCMBITYEMOM NEKapCTBEHHOM CpeACTBE, yKa3aHHOE B HOPMATUBHOM JJOKYMEHTE
Ha KOHKpPETHOE NeKapCTBEHHOEe CPeacTBo;
C — KOHLEHTpaLUus UCMLITYEMOro pacTBOpa: KOHLeHTpaLmMs NekapcTBEHHOIo cpeacTea Unu AecTeyoLLe-
ro BelLlecTBa, N5l KOTOPOro yKaszaHo npedenbHoe coaepxaHue BakTepuanbHbIX 3HOOTOKCUHOB;
L — 4yscTBUTENbLHOCTL TAl-peakTvsa, EQ/cme.
MNpepenbHoe coaepkaHue bakTepnanbHbiX 3HAOTOKCMHOB X paccHUTLIBAKOT MO chopmyre
%=L ®3)
M
roe K — noporoBasi nMporeHHas 4o3a, paBHas 5 EQ/Kr B yac, ons UcnbITyemMoro NnekapCTBeHHOro cpeacTsa,
€CIM OHO BBOOMWTCH XWBOTHOMY MOOLIM NapeHTepanbHbIM NyTEM, KPOME WHTpaTekansHoro. [Npu
MHTpaTeKanbHOM NMyTW BBEAEHMWS NNEKapPCTBEHHOO cpencTtea K coctaenset 0,2 ES/kr;
M — makcumanbHas TepaneBTUYecKas 103a UCTIbITYEMOro NeKapcTBEHHOro CpeAcTBa, BBOAMMAS B TeYe-
Hue ogHoro Yaca (mr; cm3; E[] Ha 1 kr maccel Tena).

,D,J'IH pa,u,moq)apmaueamqeckmx neKkapCTBeHHbIX CpeAcTB, BBOAMMBIX MapeHTepanbHO, npegenbHOe
coaepxaHune BaKTepmaanblx SHOOTOKCUHOB X‘I pacCcyUTbIBaOT MNo cbopMyne

X1=175V, (4)

roe V — MakcumanbHO peKOMEeHOoBaHHas 103a, cMms.
Ona paguodapmaleBTUNECKUX NeKapCTBEeHHbIX CPEeACcTB, BBOOWUMLIX WMHTpaTekanbHo, npeaenskHoe
coaepaHue 6akTepnanbHbIX 3HAOTOKCUHOB X, PACCYMTLIBAKT MO hopmyne

Xo=14V. (5)

[nsa cybcTaHumMii paccyHUTbIBaAOT NpejenbHoe coaepaHue BakTepuanbHbiX 3HOOTOKCUHOB, MCMONb3YSA
BenuuuMHy M, BbIBpaHHy0 Ana NekapCTBEHHOW (OpMBI.

13.1.4 MopgroToBKa ucnbiTyemoro obpasua

Kaxoblit 0oToBpaHHbIin obpasel UCnbiThIBatT OTAENLHO.

[ns pacTBopeHus 1 (MNK) pasBefeHnst UCMbITYEMOro NekapcTBEHHOrO CPeacTBa MCNOoNb3yT BoAY AN
TNAI-TecTa, ecnu He ykazaHo MHOIMO B HOPMaTUBHOM OOKYMEHTe Ha KOHKpEeTHOe NeKapCTBEeHHOe CpeacTBo.
UcnbiTyeMblid pacTBop 4OMmKeH MMeTb pH B npeaenax, ykasaHHblx npoussogutenem J1Al-peaktusa, 0Obl4HO
6,0—8,0. B cnyyae HeobxogumocTu pH foBoaAT pacTBOpamu KMCNOThl, OCHOBaHWUS unu bycdepHbIM pacTBo-
poM. Mcnonb3yemMble pacTBOPLI He AOMMKHBI coaepaTh 6akTepuanbHbIX 3HAOTOKCMHORB B KONMMYECTBAax, onpe-
OensieMblX B TECTe, U He AOMKHbl OKa3biBaTh BAUAHWA HA XO4 peakumnu.
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13.2 MpoBepeHue aHanusa

B kpyrnogcHHble npobupku guameTpom 10 MM BHOCAT paBHble 0bbembl JIATl-peakTnBa v UCNbITyeMoro
pacteopa (no 0,1 cm®). PeakumMoHHbIe CMeCcK akkypaTHO nepemMeLinBaloT U MHKYBMpYHT npu Temnepartype
(37+1)°C B Teyenue (60 +2) mnH. Bo Bpems nHkybupoBaHua crniegyeT usberate Bubpauwum 1 ygapos. Mo ncte-
YeHWW yKa3aHHOro cpoka BU3yasnbHO perncTpUpyoT pe3ynbTaTthl Kak NONoXUTEerNbHbIE, Tak M oTpuuaTenbHbIe.
MonoxuTensHasa peakuus (+) xapakrepuayeTcs 00paz0BaHMeM NNOTHOMO rens, KOTOPbIA HE pa3pyLUaeTcs npu
aKKypaTHOM OJHOKpaTHOM nepesBopaynBaHun npobupku Ha 180°. OTpuuaTtensHas peakuus (—) xapakTepusy-
eTCcs OTCYTCTBUEM TaKoro rens.

13.2.1 MpeaBapuTenbHbie aHaNU3bI

[Ons noaTeepXaeHUs 4OCTOBEPHOCTU M TOYHOCTU pe3ynbTaToB onpefeneHus baktepuarnbsHbIX 3HOOTOK-
CVHOB, NPOBOAUMBLIX C nomowblo JIAM-peakTnBa, HeobxoaMMO NOATBEPAWTL YYBCTBUTENBHOCTb PEaKTUBA,
yKa3aHHYI0 Ha 3TUKETKe, a Takke ybeaMTbecs B TOM, YTO UCMNbITYEMOE NeKapCTBEHHOE CPEACTBO HE COOEPKUT
dakTopoBs, MellaLKX NPoOBEeHWNI0 peaKLnu.

13.2.1.1 lNMoaTBeEpxaeHWe 3asiBreHHO YyBcTBUTENLHOCTU [1A]l-peakTmBa

AHanu3 npoBOAAT ANS KaX oW HOBOW cepuun ncnonbayemoro J1AJl-peakTuBa, a Takxe npyu M3aMeHeHUn
YCMNOBWIA 3KCNEPUMEHTA, UCTONb3YEMbIX MATEPUATIOB M PeaKkTUBOB, CMOCOBHLIX MOBNUATL HA pe3ynbTaT TecTa.

13.3 MpoeeaneHue aHanNu3a
[ns npoBegeHWst aHanuaa rotoBaT pacteopsbl C n D no cxeme, npuBeneHHon B Tabnuue 1.

Tabnwuua 1— Cxema akcnepumeHTa «lloaTeepaeHne 3asBneHHoOn YyBcTBUTENBHOCTU NATT-peakTnea»

KoHeuHasn koHUeHTpauums
. ®daktop Konuyecteo
Pacteop McxogHblin pacTeop PactBoputens KC?3 B ncnbityemom .
paseedgeHns NOBTOPHOCTEM
pacTteope
C Pacteop KC3O B Boge | Boga ana JAN-Tec- 1 2% 4
ana J1All-tecta koH- | T3 2 1% 4
LeHTpaumvein 2 A 4 0,5 % 4
8 0,25 4
D Bopna onsa [1Al-Tecta — — — 2

PactBopbl C — cepusa passegeHun KC3 B Boge ansa JIANl-tecta (nNpoBepka 4yBCTBWUTENbHOCTM
JIAI-peakTuBa).

PacteBop D — soga gns lNNAJl-TecTa (oTpuLaTenbHbIA KOHTPOIMB).

OnbIT NpoBOANAT, Kak onucaHo B 13.2.

13.4 O6paboTka pe3ynbTaToB

AHanua cuMTalT JOCTOBEPHLIM, ecniv ANns pacTeopa D (oTpMuaTenbHbIA KOHTPOMB) BO BCEX MOBTOPHOC-
TAX NOSlyYeHbl OTpuLaTenesHble pe3ynbTaTthl; Ans pacteopa C koHueHTpaumen 0,25 A nony4veHbl oTpulatens-
Hble pe3ynbTaThl.
KoHeYHoh TOYKON peakuun Onsa KaxKaoW U3 NoBTOPHOCTER pacTBopoB C ABNAETCHA NOMNOXUTENbHbINA
pe3ynbTar, NoNyYeHHbIR ANs pacTBOpa C HaMMeHbLen KoHueHTpaunein KC3.
CpepnHereomeTpuyeckoe 3HadeHne vyscTBuTenbHocTH JIAIl-peaktuBa Cyq5 B KOHEYHOW TOYKE peakuum
pacc4MThIBaKOT No dopMyrne
2e (6)

Cyca = antilog 5

roe CKCS — KOHUEHTpauWAa KOHTPOJNbHOIO CTaHaapTa aHAOTOKCUHA,

Ze — cyMma norapumMoB KoHUeHTpaumid KC3 B KOHEYHOM TOYKe peakLMn B KaXX40W M3 MOBTOPHOCTEN;
f— 4Mcno NOBTOpPHOCTEN.
3anBneHHas 4YyBcTBUTENBHOCTL JIAIl-peakTuBa cumTaeTcsa NOATBEPXAEHHOW M UCNONb3yeTca B Aalb-
HeWLWWX pacHeTax B TOM Cry4ae, eCnv Nony4YyeHHoe B 3KCNepPUMEHTE 3HavyeHue YyBcTBuTenbHocTu JIAJT-peak-
Tneaot0,5002,0 A

13.5 Mewatwwmue chakTopbl

WcnbiTyeMoe nekapcTBeHHOe CPeaCcTBO MOXKET COAepKaTb MellaLne pakTopsb!, ycunueatoLime n (unm)
MHrMBMpYtow e peakumio NIAN-peakTea ¢ 6akTepranbHBIMU 3HOOTOKCMHAMMW. OGHapYXUTb 9TU ABNEHUS MOX-
HO, CpaBHWUB CnocoBHOCTL Mcnonbayemoro J1Al-peaktuBa pearmpoBaTe ¢ pacTsopom KC3 B Boge ans
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TNAJl-TecTta u B pacTBOpe UCNLITYEMOro NeKapcTBEHHOro CpeAcTBa B CTaHAAPTHLIX YCNOBUSX MPOBedEHNS 3KC-
nepumMeHTa.

WMcnbiTaHuio MOXeT ObITe NOABEPTHYTO NEKapCcTBEHHOE CPEACTBO B NOOOM pa3BeeHum, He NMpeBbILLak-
wem 3HaveHus MOP. Vicnonb3ayemsle B 4aHHOM aHanunae npobbl UCMBITYEMOro NeKkapcTBEHHOro cpeacTBa (Mnu
€ro pa3BefeHus) He OOMKHbI coaepxaTb BakTepnanbHbIX 3HOOTOKCUMHOB B ONpedensaeMbiX B TECTE Konuyec-
TBax.

13.5.1 lNporeneHune aHanusa

[ns npoBegeHnsa aHanusa rotoBsAT pacTBopbl A — D No cxeMe, NpuBeaeHHO B Tabnuue 2.

Tabnuuya 2— Cxema akcnepumeHTa «Mewwawowme dakTops»

KoHe4Han KoHUeHTpauua
i dakTop Konuuectso
Pacteop McxogHeln pacTeop Pactesoputens 3HOOTOKCUHA B o
paseegeHus NOBTOPHOCTEN
WCNblTyeMOM pacTBope
A McnelTyeMoe nekapcTeeH- —_ — — 4
HOE CpeacTBo
B McneiTyeMmoe nekapctBeH- | McnbiTyemoe nekap- 1 2 % 4
HOe CpeAcTBO, coAepXa- | cTBeHHoe CpedCTBO 2 1A 4
uiee KC3 B KOHUEHTpaL UK 4 055 4
2% 8 0,25 “
& PacTteop KC3 B Boge Ana | Bopa ans NAN-Ttecta 1 2% 2
TAll-Tecta KOHUEHTpPaUK- 2 19 2
en2 4 0,51 2
8 0,25 i 2
D Boga gna J1All-TecTa — — — 2

OnbIT npoeogAaT No 13.2.

13.5.2 Pe3ynbTaTbl M MHTEPNpeTaLuA

PeaynbTaTthl skcnepMMeHTa CHUTaloTCA JOCTOBEPHLIMW, ECNK ANsi pacTBopa D nonyyeHsbl oTpuuarenb-
Hble pe3ynbTaTbl BO BCEX MOBTOPHOCTHAX; ANA pacTBopoB C (koHTponb uyyBcTBUTENBLHOCTU JIAJl-peakTuBa)
cpeaHereoMeTpuUYecKoe 3HaYeHWe KOHLEeHTpauun BakTepuanbHbIX 3HOOTOKCMHOB cocTaenseT oT 0,5 u go
2,0 &; ans pacTeopa A nony4eHbl OTpuLaTenbHble pe3ynbTaTbl BO BCEX MOBTOPHOCTSIX.

Mo peaynbTaTam, NONYyYEHHbLIM AN KAXA0W U3 NOBTOPHOCTEW pacTBOPOR B, paccyUThIBaKOT CpeHereo-
MeTpUYyecKoe 3HayeHue YyBCTBUTENbHOCTU JTATl-peakTuBa.

PacuyeTt npoBoasT, kak onucaro B 13.3. Ecnu nony4eHHoe cpefHee 3HavyeHue okasanocs ot 0,580 2,0 4,
MCMNbITYEMOE NeKapcTBeHHoe CpeacTBo B BbIbpaHHOM pasBefeHnn He COAepKUT MeLlarLwmnx ¢hakTopos, Cro-
CODHBIX UHTMBUpOBATL ¥ (MNK) ycunueaTe peakuuto JIAJl-peakTnBa ¢ bakTepuanbHbIMU 3HOOTOKCUHAMMU, U
MOXeT ObITb MOABEPrHYTO aHanNu3y Ha cofepkaHue bakTepuanbHbIX 3HAOTOKCHMHOB.

Ecnu npucyTcTBUE MeluaowmMx akTopoB 0bHapYXKeHO AMs UCNbITYeMOro nekapcTBEHHOIO CPecTBa,
KOTOpOE NPOoBepPANOCck B paszsedeHun, meHswem MOP, aHanunz noBTopAoT B bonblueM passedeHuu, BNnoTe 40
pa3BefgeHus, pasHoro MOP. B 6onblIMHCTBE Cny4YyaeB OOMNOMHUTENBHOE pa3BefeHue UCMBITYEeMOoro nekap-
CTBEHHOro cpeacTsa cnocobHO CHATL AeCcTBME MeLlaLwmnx dakTopos. Mcnonbaosanue JIAJ-peaktnea 6onb-
LWel YYBCTBUTENbHOCTW NO3BONSAET YBENUYUTL CTENEHb Pa3BegeHuns.

Jenctere mewawlnx hakToOpoB MOXET BbITb NPEOAONEHO COOTBRETCTRYOLLEN 0bpaboTKon, Hanpumep
dunbTpaumen, HekTpanu3aunen, ouanm3om unn TemnepartypHor obpaboTkon. BeibpaHHbIn cnocob yaaneHus
MellawLwmnx pakTopoB He JOMKEH U3MEHATb KOHLEeHTpauuk bakrepnanbHbiX 3HAOTOKCMHOB B UCMbITYEMOM
nekapcTBeHHOM cpedcTee, noatomy KC3 kK pacTBOpy MCNLITYEMOrO flekapCTBEHHOro cpedcTBa 4o0aBnsawoT
nepepn nposefeHnem Takon 0bpaboTku, nocne Yyero NpoBoaaT aHanus «Mewatowme dakTopel». Ecnn nocne
0bpaboTkm BbIGpaHHbIM cnoco®om pesynbTaThl aHanusa «Mewatowme hakTopbl» OKaXyTCcs yO40BNETBOPU-
TeNbHbIMW, TO UCMBITYEMOE NIeKapCTBEHHOE CPEACTBO MOXET ObiTb NOABEPrHYTO aHanu3y Ha cogepkaHune Hak-
TepuanbHbIX 3HOOTOKCHMHOB.

Ecnu ucnbiTyemoe nekapcTBEHHOE CpefcTBO Henb3si OCROBOAUTL OT MellawLux (PakTopoB, OHO He
MOXeT ObITb UCCNEAOBAHO HA NpeaMEeT CoOAepKaHnA bakTepuanbHbIX 9HOOTOKCMHOB ¢ nomolbio JIATl-TecTa.
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14 KauectBeHHbIN aHann3 (mMetopg A)

3apaveli 3TOro aHanuaa sBNsgeTCA NOATBEPXKAEHME TOro, YTO coaep)XaHne bakTepuanbHbIX 3HAOTOKCH-
HOB B UCMbITyeMoM obpasLie He NpeBbILLIAeT 3Ha4eHUs NpeAenbHOro cogepxaHust bakrepranbHbIX 3HOOTOKC K-
HOB, YKa3aHHOro B KOHKPETHOM HOPMaTUBHOM JOKYMEHTE.

AHanuanpoBOAAT C NeKapCTBEHHbIM CPeACTBOM B OAHOM pa3BeAeHnK, B KOTOPOM Bbin NpoBeaeH aHanu3
«Mewatowme chakTopbl», UNK B BonblUeM pa3BegeHnn, HO He NpeBbIlakLwem 3HadeHnsa MIOP.

14.1 MpoBegeHue aHanNus3a
Onsa npoBegeHus aHanu3a roToeAT pacteopbl A — D no cxeme, npuBegeHHon B Tabnvue 3.

Tabnwuuya 3 — Cxema skcnepumeHTa «KauecTBEHHbIM aHanuay

s KoHeu4Has KOHUEeHTpauMa aHAOTOKCKMHA Konuyecrteo
PacTteop WcxoaHelid pacTeop ,
(KC3) B ncneiTyemom pacteope NoOBTOPHOCTEN
A McnbiTyeMoe nekapcTBEHHOE CpeaCcTBO — 2
B WcneiTyemoe nekapcTBeHHOE CpedcTBO, CO- 20 2
nepxawee KC3 koHueHTpauuen 23
c Pacteop KC3 B Boge ana NAMN-tecta koH- 20 2
ueHTpaumen 2i
D Bopa ansa J1AJl-Tecta — 2

PactBop A — ucCnbITYeMOE NeKapcTBEHHOE CPeACTBO B PAa3BeAeHH, B KOTOPOM OTCYTCTBYHOT MELLAK-
L1e bakTopbl, MNK B 6onbLUieM paseegeHuu, He npesbillarwiem MIP.

PactBop B — ucnbiTyeMoe nekapcTBeHHOe CpefcTBO B BbIOpaHHOM pa3BefeHun, K KoTopomy gobae-
neH KC3. KoHeuHas KOHUEeHTpauusa 3HO0TOKCMHA B aHANM3npyeMoM pacTBOpe A0MKHA COCTaBNATL 2 & (mono-
HUTENbHbIA KOHTPOMb UCMBITYEMOrO NEeKapCTBEHHOIo cpeacTea).

Pacteop C — pacteop KC3 B Boge ans JIAJl-Tecta ¢ KOHEYHON KOHUEeHTpauumein 2 A. (MONoXUTeNbHbINA
KOHTPOIb).

PactBop D — Bopa gna l1AN-Tecta (oTpULaTenbHbIA KOHTPOSb).

AHanu3 npoBogAT, Kak onucaHo B 13.2.

14.2 Pe3ynbTaTbl U MHTEepNpeTaLusa

AHanus cuyurtarnT AOCTOBEPHbLIM, eClk AnA pacTeopa D (OTpML{aTeanbEI:"I KOHTDOJ’II:) nony4vyeHbl oTpuua-
TelnbHblE pe3ynbTaTbl B obenx NOBTOPHOCTAX; OANA pacTeopa C (I'IOJ'IO}KI/ITBHbH bl KOHTPON b) BO BCeX NOBTOpP-
HOCTAX NMony4dYeHbl NONOXUTENbHbIE Pe3ynbTaThl; ANA pacTeBopa B ( MONOXUTENbHBLIN KOHTPOIb NCNbITYEMOro
06paaua) B 0Deunx MOBTOPHOCTAX NONy4YeHbl NONOXKUTENbHbIE Pe3yNbTaThl.

Ecnu onsa pacteopa A B obeunx NMOBTOPHOCTAX MoOJ1yd4eHbl OTpUllaTelnbHble pe3ylibTaThl, IeKapCTBEeHHOe
CpenCcTBO CHUTAKT BbliAepXaBLWWM UCMNBITAHNA.

Ecnn ana MCNbITyeMOro riekapCTBeHHOro cpe/icTea B pa3seeHUn, MeHbLIeM MOP, B obenx NOBTOPHOC-
TAX NONMyYeHbl NONOXUTEIbHbIE pE3yNbTaThl, aHanu3 cnegyeT noBTOPUTL B pa3seeHnn, paBHOM M,D,P.

Ecnungna WUCMNbITYEMOrO NekapCTBeHHOro cpeacTea B pa3BejeHun, paBHOM M,ﬂ.P, B 0beunx NMOBTOPHOCTAX
nony4eHbl NONOXKUTEINbHbIE PE3YINbTAThI, TO NEKAPCTBEHHOE CPeACTBO HE COOTBETCTBYET TDeﬁOBaHMHM HOp-
MaTUBHOIO JOKYMEHTA, HOPpMUPYHLLEro cogepxXxaHumne GEKTepMaHbeIX QHAOTOKCHMHOB.

Ecnv nonoxuTenbHbINA pe3ynbTat Nory4eH B OOHOW W3 NOBTOPHOCTEN ANA pacTeopa A, TO NpOBOSAT
I'IOBTODHI::IPI aHarusa. ﬂE‘KapCTBEHHOE cpencTBO CHUTAKT BblAepXaBLWWM MCNbITAHWUA, eCIU B NOBTOPHOM aHa-
nn3e anga obeunx NOBTOPHOCTEWN nony4eHbl OTpUUaTerbHbIE PE3YNbTAThI.

15 KonunyecTtBeHHbIM aHanus (metoa B)

3apader aHanwsa sBNAETCH onpefesneHne cogepxaHua bakTepuanbHblX 3HOOTOKCUHOB B UCMONb3ye-
MOM NeKapCTBEHHOM cpeacTBe. [1na 3Toro ucnonb3yT CEPUI0 NOcNeaoBaTeNbHbIX pa3sBefeHUA NCNbITYEMOro
neKapcTBEHHOro cpefcTea, HaunHas ¢ TOro pa3BefeHus, Ans Kotoporo 6bin NnpoeeaeH aHanus «MelawLume
dakTopbl», nnu Bonbliero, HO He Npesblwatwero MOP.

15.1 MNpoeepeHue aHanu3aa
Onsa npoBegeHus aHanuaa roToBAT pacteopbl A — D no cxeme, npueBeaeHHon B Tabnuue 4.
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Tabnuuya 4 — Cxema akcnepumeHTa «KonnyecrBeHHbIA aHanua»

KoHeuHas
" QakTop KoHUeHTpauyua KC3 Konuyectso
Pacteop McxoaHelin pacteop Pacteoputens .
pa3BefeHun B UCTILITYEMOM NOBTOPHOCTEN
pacTtBope
A McneiTyemoe nekapcteeHHoe | Bopga ona NAT-Tec- 1 —
cpeacTeo Ta 2 — 2
4 — 2
8 2
MT.4.00 MOP — 2
B McnbiTyemoe nekapcteeHHoe | McnbiTyemoe neka- 1 2 2
cpeactso, cogepxawee KC3 | pcTBeHHoe cpeacT-
KOHUEeHTpauunen 2 A BO
C Pactsop KC3 B Boge ansa | Boga ans NAJl-Tec- 1 2k 2
TNAJl-Tecta  KOHUeHTpauuewn | Ta 2 1% £
Y 4 0,5 % 2
8 0,25 2
D Bopa gnsa J1All-TecTa — — — 2

15.2 Pe3ynbTaThl U UHTEpPNpeTauma

AHanu3s cHMTalT AOCTOBEPHbLIM, ECINM NS pacTBopa D (oTpuuaTenbHbI KOHTPOMb) NONyYeHbl oTprLUa-
TenbHble pe3ynbTaThl B 06enx NOBTOPHOCTAX; And pacTBopoB C (KOHTponb YyBcTBUTENLHOCTU J1ATl-peakTuea)
cpefHereoMeTpuYeckoe 3Ha4YeHue KoHLeHTpauumn bakTepuanbHbiX 3HLOTOKCMHOB COCTaBnseT He MeHee 0,5 A
u He Bonee 2 ); ons pacTeopa B (NONoXUTENbHLIA KOHTPOMNbL UCNbITYyeMOro obpasua) nonyyvyeHs! NONOXUTENb-
Hble pe3yrnbTaThl B 06eMX MOBTOPHOCTSX; AN pacTBOPOB A KOHEYHOW TOYKOW peaKkLumn ABAsSeTCs NoNoXuTeb-
HbI pe3ynbLTaT, NONyYeHHLIA 4NA Hanbonblero pa3seeHns UCMLITYEMOro NeKAapCTBEHHOIO CpeacTBa.

3HayeHWe NponzBeaeHus hakTopa 3TOro pasBeeHns Ha BenMyuHy YyBcTBuTEeNbHOCTH JIAT-peakTuBa
(A) paBHO KOHLUEHTPAaLMW 3HAOTOKCMHA B pacTBope A, Nony4YeHHON Ans AaHHOW noBTopHOCTU. CpeaHereomerT-
puyeckoe 3Ha4YeHue KOHUeHTpaummM 3HO0TOKCMHA paccumMTbiBakOT, Kak onvcaHo B 13.4.

Ecnuv Bo BCEX NOBTOPHOCTSAX CEPUK pacTBOPOB A NONYy4YeHbl OTPULATENbHbIE pe3ynbTaThl, TO KOHLEHTPA-
Lunsa GakTepuvaneHbIX SHAOTOKCMHOB B MCMbLITYEMOM JIeKapCTBEHHOM CpPeAcCTBE MeHee YyBCTBUTENbHOCTU
JNAll-peakTuBa, yMHOXEHHOW HA HAUMEHbLUWIA (PaKTOp pa3BedeHus.

Kpome npuBeaeHHbIX METOA0B, AN ONpeAeneHus cogepxXaHusa 6akTeprmanbHbIX 3HOOTOKCUHOB B UCMbI-
TyeMOM NeKapCTBEHHOM CpeficTBE MOTYT UCNONb30BaThCH poTomeTpuyeckme metoabl (C, D, E u F), onucaH-
Hble B EBponenckon hapmakonee[3].

16 TypouaumeTnyeckue metoabl (C u F)

JaHHble MeToObl OTHOCATCS K (DOTOMETPUYECKMM MeTOAaM U3MepeHUs YBEeTMYEHNS CTeneHn MyTHOCTH.
B 3aBrCMMOCTM OT NPUHUMNA, TOMNOXEHHOIO B OCHOBY NPOBEAEHUA UCMbITAHWA, yKa3aHHbIe MeToAbl knaccudu-
LUpYIOT KaK TypOuaMMeTpuyeckuii METOA KOHEYHOW TOYKM NMBo TypBnanMeTpudecknii KWHETUYECKUA MeToa.

16.1 TypbuanmeTpuyecKknin MeToq KOHEYHON TOHKM (MeToA F) OCHOBaH Ha KONWYECTBEHHON 3aBUCMMOC-
TV KOHLIEHTPaLWM 3HAOTOKCMHOB OT CTENEHW MYTHOCTM (MOrMoLUEHWe UMM MPONyCKaHue) peakuMOoHHOW CMecKy B
KOHLe MHKyDaLnoHHoro nepuoga.

16.2 TypbugnmeTpuyvecknin kuHeTuyeckuii metoq (Meton C) OCHOBaH Ha U3MEepPeHU BpeMeHu, Heobxo-
AWMOTo Ans AOCTWKEeHUS NpeaBapuTensHo onpefeneHHoW BeNUYUHbBI MOrMOLWEHWS, UMW CTEMEHU MYTHOCTHU
peakLMOHHOW CMecH.

WcneiTaHne npoBoAaT Npy TemnepaTtype MHKybauuu, pekomeHgoeaHHon npovnseogutenem JIAJ-peaktu-
Ba [06b14HO (37 +1) °C].

17 XpomoreHHble meToabl (D u E)

[aHHble meToabI Ncnonb3ywT Onda n3amepeHunsa Kornn4dectea xpomodhopa, BbICBOGOﬂ,MBLIJeFOCFl N3 COOT-
BETCTBYHOLEro XpoOMOreHHOro nentnga B pe3dynbrtaTte peakuinmn 3HOOTOKCUHOB C ﬂAﬂ-peaKTVIBOM. B 3aeuncu-
MOCTH OT npuHUMNA, NONOXEeHHOro B OCHOBY UCNbITaHWA, 3TOT METO[ KJ'IaCCMCbVILI,VIDleT KaK XpOMOTEeHHbI
METOA KOHEYHOW TOYKN N XpOMOFEHHbIﬁ KWHETUYECKMA MeToq,.
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17.1 XpOMOreHHbIn MeTo KOHEYHOM ToYkM (MeToq £) OCHOBaH Ha KONMUYECTBEHHOW 32aBUCUMOCTU KOH-
LeHTpaunM 3HOOTOKCMHOB OT KOMW4YecTBa Xpomodpopa, BbiCBODOAMBLUErocs K KOHUY WHKy6aumoHHoro
nepuoaa.

17.2 Bnpouecce UCNbITaHUA XPOMOTreHHbIM KNHETUYECKMM MeTodoMm (MeTog D) namepsaioT Bpems, Heob-
X0AuMoe Anst AOCTMXEHWUS NpeABapuTeNnbHO onpeaeneHHon BeNUYMHbI ONTUYECKON NIOTHOCTU PeaKkLMOHHON
CMeCH UNK1 CKOPOCTKU OKpaLLMBaHUA.

WcnbiTaHne npoBogaT npu Temnepatype WHKYOWpOBaHWS, PEKOMEHAOBAHHOW MpOM3BOAUTENEM
JIAN-peakTuBa [06bl4HO (37 £1) °C].

18 MpenoBapuTenbHbie UCNbITAHUA

,D,J'IFI NMpoBepKn TOYHOCTK Unu Banngaun NCNbiTaHWUA TypGMﬂMMETDMHECKMM MeTonoM nnbo XpOMOTreH-
HbIM MeTOOOM NPOBOAAT NpeaBapuTenbHble UCNbITAHKWUA, NO3BONAKOLLINE y6e,EI,VITbCF| B HAOAeXHOCTW KpUTepues
ansd CTaH,EI,apTHOI:;I KpVIBOPI N B TOM, HTO MCl'IbITYEMbIﬁ pacTBOp HE ABNAETCA Melatlownm dDaKTOpOM aonAanpoee-
AEeHWA NCNbITaHWA.

Banugoauvs meToaukn ncneliTaHnm HE.‘OGXO,EI,MMB, €eClnn B YCNOBUA 3KCNEepUuMeHTa BHECEHbDI kakue-nnbo
WU3MEeHEHUA, KOTOPbIE MOTYT MNOBNMWATL Ha pe3ylnbTaTbl UCMbITAHUA.

18.1 NpoBepka HaaeXHOCTU KPUTEpUEB ANA CTaHAAPTHOU KPUBOM

[o0TOBAT HE MeHee Tpex pa3BefeHui pacTBopa cTaHOapTHOro NnpenapaTa 3H40TOKCUHA Ansi NOCTPOeHUs
cTaHgapTHoW KpnBoW. [MpoBOAAT UCMbITAHWE, MCNONb3YHA HE MEHEE Tpex napannenbHbIX PALOB KaX0ro passe-
JeHusi pacTBopa cTaH4apTHOro npenapara 3H40TOKCHMHA, B COOTBETCTBUN C peKOMeHaalUaMu NnpoM3soanTens
JIAI-peakTmBa (06bEMHbIE COOTHOLLIEHWS, BPEMA MHKYDBupoBaHua, Temnepatypa, pHu . n.).

Ecnvnpu npoBegeHMM UCMbITAHUSA KUHETUYECKUM METOA0M HE0BXOANMbIN MHTEPBAaN NpeBbILLaeT 2 nora-
pudMa, BKMHOYaKT OONONHUTENBHLIE pa3BeAeHUs CTAaHOApPTHOrO Npenaparta SHAOTOKCUHA, ANSA Toro YTobbl
pasrpaHuYnTb Kaxaoe MNoBblleHue norapudma Ha eduHUUY B MHTepBane 3Ha4dyeHWn cTaHOapTHOW KPUBOW.
ABconTHOe 3HaYeHKe koachulmeHTa Koppenauum |r| gonxkHo 6Tk Beilwe unu paeHo 0,980 ona uHTepeana
KOHLEHTpaLWi 3HOOTOKCUHOB, yKa3aHHbIX NPOU3BOgMTENEM Nn3aTa.

18.2 UcnbiTaHWe HAa HanNUuMe MmelwwarwLWKX pakTopoB

BbibupatoT 3Ha4eHne KOHUEHTpaunmn 3HAOTOKCUHOB, NeXallee B cepeiuHe MHTepBana sHa4yeHun cTaH-
[apTHOW KpUBORM Unv Bnunakoe K 3ToMy 3HadeHuto. [oToBAT pacTeopsl A, B, C 1 D, kak nokasaHo B Tabnuue 5.

Tabnwuya 5— Cxema akcnepumeHTta «Melawwme dakTopb»

PactBop, kK koTopomy <
Pacteop KoHueHTpauns aH40TOKCMHOB Konu4yecrtso noBTopHOCTEN
npobaeneH aHOOTOKCUH
OTcyTcTRYET WenblTyemelli pacteop He meHee 2
B CpeaHAn KOHUEHTPaUWA Ha CTaHAAPTHOM | McnbiTyembli pacTBop He meHee 2
Kpuson
C He meHee Tpex KkoHueHTpauui (camyto | Bopa ansa NAJl-tecta Kaxpasa KoHUeHTpauua He MeHee 2
HWU3KYl0 KOHLUEeHTpauuio o6o3HayaloT i)
D OTcyTerByeT Bopa ans J1AN-tecta He meHee 2

MpunMmeyvyaHua

1 PactBop A — uCNbLITYEMbIR pacTBop, KOTOPbIA CrneayeT pasBoauTb A0 3HaJYeHus, He npesbiwatpowero MAP.

2 PactBop B — ucnbiTyemblid o6pasel B TOM e pa3BefeHuu, 4To U pacTeop A, cogepxalyunii npubaeneHHble aHa0-
TOKCWHbI B KOHLEHTPALUWK, PaBHO 3HAYEHUIO CpedHeil KOHLEeHTpaUMM Ha CTaHOapTHOR KPUBOKM MNK BNN3KONA K Hel.

3 Pacteop C — pacTtBop cTaHgapTa 3HAOTOKCMHA B KOHLIEHTPALMAX, MCNONb3yeMblX Npu Banuaalun Metoaa, B co-
oTBeTcTBUM ¢ 18.1 (NpoBepka HAAeXHOCTW KpUTEpPUEB ANS CTaHOAPTHOW KPUBOW (NONOXWUTENbHBIE KOHTPOMNW).

4 PacteBop D — Boaa ansi JIAJl-TecTa (oTpuuaTenbHblii KOHTPONb).

HDOBO,EIHT UcnelTaHne He MeHee 4YeM B ABYX NapannerbHbIX npoﬁax 3TUX paCTBOPOB B COOTBETCTBUMN C
pekoMeHgaumnamMm Npon3eBoanTenda nu3arta (OGbeM ncnelTyemoro pacrteopa v pacteopa nmaara, o6bemMHoe
COOTHOLWLEHWE NCNbITYEMOro pacTeBopa U pactBopa nu3arta, BpemMA MHKyGMpOBaHMH nT. I'I.)

Beiuncnsiot CcpeHee 3Ha4veHue Konn4vectea nobaeneHHbIX 3HOOTOKCUHOB, BbIYMTASA CpeHKHK KOHUEH-
Tpauwuw 3HOOTOKCHMHOB B pacTBope (ECJ'II/I OHK I'Ipl/lcyTCTByFOT) W3 cpefHelr KOHLUEeHTpaumM aHOOTOKCUMHOB B pac-
TBOpe, coaepxawem no6aBneHHbIe 3HOOTOKCUHLI.
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MenbiTyeMbll pacTBOP He COAEepKUT MeLlaoLnx akTopoB, ecrnu B yCNoBUAX NpoBedeHUs UCMbITaHUA
M3MepeHHas KOHLEeHTpaLuWs 3HOOTOKCUHOB, MPpMBaBNeHHbIX B UCMbITYEMbIA PAacTBOP, HAXOAWTCS B MHTepBane
oT 50 % 00 200 % W3BECTHOM KOHLEHTPAaLMN IHOOTOKCMHOB NOCINE BbIYUTAHUSA KOHLEeHTpaLuM 3HOOTOKCUHOR,
obHapykeHHbIX B pacTBope 6e3 gobaBneHHbIX SHAOTOKCUMHOB.

Ecnu 3HavyeHue cogepxaHus 3HOOTOKCUMHOB Haxo4WUTCs 3a NpefenamMu ykazaHHOro MHTepeana, MeLlar-
Wwue dakTopbl cnegyeT yaanuTb, kKak onucado B 13.5. 3dydekTuBHoCTb 06paboTk KOHTPONUPYIOT Nocpes-
CTBOM NMpoBeAeHns NOBTOPHOIO UCMbITAHWS Ha HanuyMe MelwatLwmux akTopos.

18.3 MNpoBeaeHMe UCNbITAHUA
VcnbiTaHusa NpoBOLAT B COOTBETCTBUM C METOAUKON, onnucaHHon B 18.1.

19 Yver pesynbTaTtoB

19.1 KoHUeHTpauuio SHOOTOKCMHOB B KAXXOOM U3 NapannernbHbiX pacTBOPOB A pAcCYMTLIBAOT, UCMNONb-
3ysl CTAHOAPTHYH KPUBYIO, MOMYYEHHYIO AMNs PAAOB MONOXUTENbHBLIX KOHTponei (pacteop C).

WcneiTaHue cunTaoT AENCTBUTENBHBIM, €CNU BLINOMHEHbI CNieAyoLMe YCIoBUS:

- pesynbTarT, NoNyYeHHbIn Ans pacteopa D (oTpuuaTenbHbIA KOHTPOML), He NpeBbIWaeT npeaensHoro
KOHTPONBHOTO 3HAYEHUS, YKA3aHHOTO B UHCTPYKLUM K UCnonb3yeMoMy JIAN-peakTusy;

- pesynbTaThl, NoNy4YeHHble AN napannesnbHbiX pagoB NoNoXUTeNbLHbLIX KoHTponel (pacteop C), cooT-
BETCTBYIOT TpebOoBaHUAM, yKasaHHbLIM ANS BanMOaunOHHbIX UCNBITAHWIA, Kak onucaHo B 18.1, ecnu cogepxa-
HVWe SHAOTOKCWHOB, MOMY4YeHHOE MOCMNe BbiYWTAHWS M3 KOHLEHTpauuW 3HAOTOKCUHOB, OGHapyXeHHbIX B
pacTeope B, KOHLLeHTpaLMu SHOOTOKCMHOB, 0BHapYyKeHHbIX B pacTeope A, HaxoauTcs B uHTepeane ot 50 % no
200 %.

19.2 WcnbiTyemblit o6pasel cooTBeTCTBYET TPeHOBAHUAM UCMBITAHUA, eCNU cpeaHee 3Ha4YeHUe KOH-
LeHTpaLM1 9HO0TOKCMHOB B NapannenbHelx npobax pacTeopa A ¢ y4eToM pasBefeHNUst U KOHLIeHTpaL Ml UCMbI-
TYEMOro pacTeopa MeHee 3Ha4YeHUs NpedenbHO JONYCTUMOrO cofepiKaHus 6akTepuanbHbIX SHOOTOKCUHOB,
YCTaHOBMEHHOTO ANs UCMLITYeMOoro npenapara.

20 UcnbiTaHWe Ha TOKCUMYHOCTbL (papMaKoNnorM4yeckux neKapcTBeHHbIX CPeacTB

WcnbiTaHne TOKCMYHOCTM hapMaKonorMieckux NnekapcTBeHHbLIX CpeACcTB NPOBOAAT Ha 3A0POBLIX BenbIX
Mbilwax oboero nona maccoi 19—21r, Ha KOTOPLIX PaHee He NPOBOAUMY HUKAKUX UCMbITaHUA.

3a 24 4 0o UCMbITAHWA U BO BPEMSA ero nNpoBefeHUd XMBOTHbLIe JOM¥KHbI HaX0AUTLCA B MOMELLEeHnN ¢
NOCTOSIHHOW TEeMMNepaTypoit. 3a 2 4 40 B3BELLMBaHWSA 1 0TOOPa KUBOTHBLIX AMA NPOBEAEHUS UCMbITAHWA Y HUX
oT6upaloT KOpM 1 BoaY.

Kaxayto cepuio nekapcTBEHHOro CpeacTBa UCMbITLIBAKT Ha NATH Mbllwax. PacTeoputens (pazGasuTens),
KOHLIEHTpaLWIo pacTBopa (TecT-403y) M cnocob BBeAeHWS YKAa3biBaloT B HOPMATUBHOM JOKYMEHTE Ha KOHKpeT-
HOe NeKkapcTBeHHoe CPecTRo.

PacTBop npenapara, Nognexallero ucnoitaHuto, nogorpesatot 4o 37 °C n B o6beme 0,5 cm® BBOOAT B
XBOCTOBYI0 BEHY CO ckopocThio 0,1 cM¥/c, ecnv HeT Apyrux ykasaHuin B HOPMaTUBHOM [OKYMEHTE Ha KOHKpeT-
HOe NeKkapcTBeHHOe CPeAcTRO.

Ecnv B HOpMaTUBHOM JOKYMEHTE Ha KOHKPETHOE NneKkapcTBeHHOe CPedcTBO NPeayCcMOTPeH MHOW NyTh
BBEAEHWUA NpenapaTa Mbilwam, 06beM pacTBopa, BBOOUMOTC B GPIOLLHYIO NONOCTh, NOA KOXY UMW 3KenyaoK,
MoxeT BbITb yBenmyeH Ao 1 cm®. BeeaeHne B xenyaok npon3soasT WNpULEM NoCPeacTBOM MHbEKLMOHHON
UINbl, HA KOHLIE KOTOPOM MMEETCs HannaBneHHas OnuBea, MK Npu NoMoLLKW Apyroro npucnocobrneHuns, oGecre-
YMBaKLLEro NOCTYNNEHWE pacTBoOpa UMW B3BECK Npenapara B Keny/aoK.

21 OnpepgeneHue MeCTHOro AeUCTBUA (PeaKTOreHHOCTH)

MpenapaT BBOAAT METOLOM M B A03e (KOHUEHTpauumn), npeanaraemMoi Ans UCnonb3oBaHWs B MPakTUKe.

B cnyyae ecnv npenapat npeanonaralT NPUMEHATL BHYTPUKOXHO, MOAKOKHO UMM BHYTPUMBbILLIEYHO,
OLUEeHKY pasgpaxalLllero AeWCTBUS OCYLECTBNAIT Nocne 04HOKPATHOrO BBeAeHMs. B ocTanbHbIX cny4Yasx
(NpY BHYTPUBEHHOM, NEepopanLHOM, BBEAEHUN B KOHLIOHKTMBANbHLIN MeLIoK) — nocrne CooTBeTCTBYIOLWEro
yicna annnuKauuii, KoTopble NpeanonaranTcs NPU ero NPUMeHeHUU B npakTuke. KonMuecTBO KUBOTHLIX B
rpynne, 0o3bl BBeAEeHUs onpedensioT B COOTBETCTBAM C HOPMATMBHLIMW JOKYMEHTaMW Ha KOHKpeTHoe
nekapcTBeHHOe CPeacTEo.

OueHKy MecTHOro AeNCcTBMA OCYLECTBNAKT Ha OCHOBAHWM AaHHbLIX OCMOTPOB, NPOBOAMMBIX B Te4eHue
CpOKa BBEOEHWUs NTeKapCTBEHHOTO CpeacTBa U NocneayoWwmux ceMmu CyToK.
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22 OnpepeneHue CTePUITIbHOCTHU

CTepunbHOCTb (OTCYTCTBUE KMBbIX MMKPOOPraHW3MOB) MHAKTMBMPOBAaHHLIX BaKLMH NPOBEPSIOT cornac-
Ho TOCT 28085.

23 OnpepeneHne MUKPOOUONOrMYECKOW YUCTOThI

M]/IKpO6VIOJ'IOFMLI ECKYH HNCTOTY OnpenendaoT B NeKapCTBeHHbIX CpeAcTBax, cogepXalwnx XnBble MUKPO-
OpraHuU3Mbl, NyTeM BbiCE€BaA Ha 3NEKTUBHbIE NMUTaTElIbHbIE CPEbl, KYyNbTYpPbl KNETOK (,Elﬂﬂ BUPYCHbIX BaKU,!/IH)
Mnn ¢ ncnonb3oBaHuem TecT-CUCTeMm, npegHa3HadYeHHbIX OnA 06Hapy>|<e;-1wﬂ ﬂHK NMOCTOPOHHUX 6aKTepm"4,
BMPYCOB 1 MUKONNa3M.

24 Yyert pe3ynbTaToB UCMbITAHUA

24.1 Tpn onpegeneHnn BeaBpegHoCTM BMONOrMYECKMX NeKapCTBEHHbIX cpeacTB HabnwpeHue 3a
XMBOTHBIMW MPOBOAAT B TEYEHWe CpoKa, YCTAHOBIMEHHOrO B HOPMAaTWMBHbIX JOKYMEHTax Ha KOHKpeTHoe
nexkapcTBeHHoe cpefcTBO. B nepuop npoBegeHWst UCMbITAHUA BeayT exeaHeBHoe HabnwaeHwe, oTMevas
OTKMNOHEHWS OT HOPMAanbHOMO NOBEeAeHWNS U KNMHWUYECKOTO COCTOAHMUS KUBOTHbIX.

24.2 [lekapcTBeHHOE CPpeACTBO CHMTAIOT BblAEPKaBLUMM UCNbITaHWe Ha Be3BpeaHOCTb, ECNU B TEYEHUE
npesycMOTPEHHOTO CpoKa HabnaeHUsA He NOTMBHET HU 0AHO U3 NOAOMNbLITHBIX XXUBOTHbLIX UMW Y BAKLMHUPOBaH-
HbIX XXMBOTHbIX He By1eT NPOSABNEHWS KNMMHWYeCKMX Npu3HakoB Boneanu. ( BakunHa npoTue KoKUMAWo3a Kyp).

B cnyyae rubenv ogHoro unun 6onee }XMBOTHbLIX UMW NMPOSABIEHNUS Y HUX KITMHWYECKUX NPU3HaKoB BonesHu
WCMbITaHWEe NOBTOPSOT HA YABOEHHOM KOTNIUYECTBE XUBOTHLIX. [TOBTOPHOE UCMEBITAHME CYNTAETCH OKOHYaTEeNb-
HbIM. B cnyyae HeyaoBneTBOpPUTENbHbBIX PE3YNbTATOB NOBTOPHOMO UCMbITAHUA NEKapCTBEHHOE CPeaCcTBO CYM-
TaloT He BblAepXaBLUMM UCMbITaHWe Ha 6e3BpeIHOCTL M BpakyHoT.

24.3 Tpun onpegeneHnn TOKCMYHOCTU (hapMaKkonormyeckmx nekapcTBeHHbIX cpeacTs HabnwaeHe 3a
XUBOTHbLIMW MPOBOASAT, KAK NPABUIIO, B TeueHue 48 4, ecnu HeT OpYyrUX yKa3zaHU B HOPMaTUBHOM AOKYMEHTE Ha
KOHKpEeTHOE NeKapcTBEHHOE CPeacTRoO.

24.4 JlekapCTBeHHOE CPeACTBO CYMTAKT BblAEepPKaBLUUM UCMbITAHWE, ECMNWU B TEYEHUE NPEeaYCMOTPEHHO-
ro cpoka HabnwgeHusa He NorMbHeT HKM 0gHAa U3 NOAONbITHLIX MbILLENA.

B cny4ae rubenv 0gHOM MbILWK ONbLIT NOBTOPSIOT HAa NSATU Mblwax maccow (20,0 +0,5) r; B cnydae rubenu
npw NeEpBOHAYaNbLHOM UCNbITAHUKM ABYX MbILLER NOBTOPHOE UCMBITAHME NPOBOAAT HA 15 xuBOTHBIX. ECcnin npu
NMOBTOPHOM MCMNbITAHWUW HM OHA MblILLUb HE NOTMOHET, T. €. cyMMapHas rmbenb XKMBOTHbIX B ABYX OMNbITax He npe-
BbicuT 10 %, NekapcTBeHHOE CPEeACTBO CHMTAKT BbiAEpPXaBLUMM UcnbiTaHre. B npoTMBHOM cnyyae nekap-
CTBEHHOE CpeCTBO OpakyoT.

24.5 TNpuonpegeneHun bakTepranbHbiX 3HAOTOKCMHOB NEKapCTBEHHOE CPEeACTBO CHMTAOT BblaepKaBe-
WM McnbiTaHWe, ecnv onpeaeneHHoe B 3KkCnepMmeHTe cogepxaHue baktepuanbHbiX 93HAOTOKCUMHOB MEHee
3HayeHWsa NpedenbHOro cogepaHus 6akTepuaneHbIX 3HAOTOKCUMHOB, YKa3aHHOIro B HOPMaTUBHOM JOKYMEHTE
Ha KOHKpPEeTHOoe NekapCcTBEeHHOEe CPeacTRO.

24.6 TNpunpoBepke MHAKTUBUMPOBAHHLIX BaKLMH HA CTEPUNBHOCTL B NOCEBAX Ha NMTaTeNbHbIE cpeabl He
[OMKHO BbITh pOCTa MUKPONOPbI.

24.7 Tpun onpeaeneHnn MMKPOBMONOrM4eckon YNCTOThI NEKAPCTBEHHOIO cpeacTsa u Bbicese Npob Ha
COOTBETCTBYHLLNE NUTATENbHBIE Cpeabl UMK KyNbTYpbl KNeTOoK (ANA BUPYCHLIX BAKLWMH) OMKeH HabnwaaTecs
pPOCT TUNMUYHOMW KyNbTYpbl LUTAMMa (LUTaMMOB) BakTepuI UMY BUPYCOB, N3 KOTOPbIX M3TOTOBIIEHO UCTbITYEMOE
nexkapcTBEHHOe CPeACTBO, a8 NOCTOPOHHME BaKkTepun, BUPYChl U MUKONNA3Mbl AOMKHLI OTCYTCTBOBATS.
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YOK 619:615.355:636.087.8:006.354 MKC 11.220

KnioveBble cnoea: CpeacTBO IeKapCTBeHHOe AOnA BeTepuHapHOro npuMeHeHwuA, 683Bpe,ElHOCTb, 6e3onac-
HOCTb, naﬁopaTopHaﬂ I'lp068, cpengHAad npoGa, CTEePUNIbHOCTb, MMPOreHHOCThb, GaKTepmaanble SHAOOTOKCHUHEBI,
JNAJl-TecT, MeToabl OnpeneneHus, 4oaa, cnocob BBeeHnAd, peakKToreHHOCTh, MMKDOﬁMOJ’IOTM‘-IeCI{aﬂ YUCTOTAa,
OCTaTo4YHadA TOKCMYHOCTb

17

GostExpert.ru
https://GostExpert.ru/gost/gost-31926-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=41785
https://gostexpert.ru/gost/gost-31926-2013?utm_source=pdf&utm_medium=41785&utm_term=page

Pepaxktop T.C. Hukughoposa
TexHu4eckuin pegaktop B.H. lpycakosa
KoppekTop B.E. Hecmeposa
KomnbtoTepHan BepcTka M.A. HanelkuHol

CpaHo B Habop 11.02.2014.  MopnucaHo B nevats 19.02.2014.  ®opmat 60x84 4. MapHuTypa Apuwan.
Yen. ney. n. 2,32, Yu.-msg. n. 1,80. Twupax 79 3k3. 3ak. 269.

M3paHo u otnedartano eo Oyl « CTAHOAPTUH®OPM», 123995 Mockea, paHaTHLIA nep., 4.
www.gostinfo.ru info@gostinfo.ru

GostExpert.ru
https://GostExpert.ru/gost/gost-31926-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=41785
https://gostexpert.ru/gost/gost-31926-2013?utm_source=pdf&utm_medium=41785&utm_term=page

MKC 11.220

MameHeHne Ne 1 FTOCT 31926—2013 CpepctBa nekapcTBeHHble ANA BeTepMHapHOro NpuMeHeHus.
MeTogbl onpegeneHns 6e3BpegHOCTH

MpuHAaTo MexrocyaapcTBEHHbLIM COBETOM MO CTaH4apTU3auuMu, MeTponorMM U cepTtuduMkauunmu
(npoTtokon Ne 140-I ot 24.05.2021)

3apeructpupoBaHo Bopo no ctaHgaptam MIFC Ne 15580

3a NpuHATHME MU3MEHEHUA NPOronocoBany HauuoHalNbHble OpraHbl NO CTaHA4apTM3auMKu crnegyrowmnx
rocygapcTti: AM, BY, KG, RU, UZ [kogkl anbda-2 no MK (MCO 3166) 004]

ﬂaTy BBeJeHWNA B nEﬁCTBMe HacTosALWwero UaMeHeHUA yCTaHaBNUMBaKT YKazaHHble HAUWOHanNbHbIe
opraHbl No GI:TaH,Cl,a[:)TIPISaLWIl‘l"t

Mpegucnosue. 3ameHUTb cebinkn: «TOCT 1.0—92» Ha «TOCT 1.0»;

«OCT 1.2—2009» Ha «[OCT 1.2»;

3aMeHMWTb CroOBa: «OCHOBHOW NMOPAA0K» Ha «0bLuMe npaBunay;

WCKIMIYNTL CNOBO: «KNMPUMEHEHUSI».

Ab3ay nocrne nyHkTa 6 U3NOXWTb B HOBOW pefaKuuu:

«MHopmayusa o esedeHuu e Oelicmsue (npekpawieHuu Oelicmeusi) Hacmosuwez2o cmaHdapma
U U3MeHeHUl K HeMy Ha meppumopul yKalaHHbIX ebile aocydapcme nybriukyemcs 8 ykalamensx
HayuoHanbHbIx cmaHlapmos, u3dasaeMbiX 8 3mMux 2ocydapcmeax, a makxe 8 cemu ViHmepHem Ha caumax
coomeemcmeayruwUux HaluoHanbHbIX opeaHoe rno cmaHdapmu3ayudu.

B cnyyae nepecmompa, U3MEHeHUs UnU OMmMeHbl HacmosAuwez2o cmaHdapma coomsaemcmaywas
uHebopmayusi bydem onybnukogaHa Ha ogbuyuansHoM UHmMepHem-caume MexaocydapcmeeHHo20 coeema
rno cmaH@apmu3sayuu, Memponoauu u cepmuchukayuu e kamanoze «MexzaocydapcmeeHHbie cmaHdapmbiy.

Paszgen 2 nanoxuTe B HOBOW pedakuuu:

«B HacToALEeM cTaHAapTe NCNoNb30BaHbl HOPMATUBHBIE CChINKM HA CriefyoLMe MEXrocy4apCTBEHHbIE
cTaHdapThbl:

FOCT 6709* Boga gucTunnupoBaHHas. TexHUYeckue yCcrnoBus

FOCT 8074 MuKpoCKOMNbl MHCTPYMEHTanbHbIe. TWMbl, OCHOBHbLIE NapaMeTpbl U pa3mMepbl. TeXHUYecKme
TpeboBaHuA

FOCT 18300** CnupT 3TUNOBBLIA PEKTUUKOBAHHBIN TEXHWUYECKUA. TEXHUYECKMNE YCIOBUSA

FOCT 22280 PeaktvBbl. HaTpuii NMMOHHOKMCTLIA 5,5-BOAHBLIN. TeXHUYECKNe YCNOBUS

FOCT 22967 lWnpuubl MEOWLNHCKNE MHBEKLIMOHHbLIE MHOTOKPaTHOMO NpumMeHeHus. ObLne TexHudeckme
TpeboBaHMA ¥ MeTOLbl UCTbITaHWUA

FOCT 25336 lMNMocyna u obopynoBaHue nabopaTopHble CTEKMsAHHbIE. TUMbl, OCHOBHbLIE NapamMeTpbl U1
pasmepsbl

FOCT 25377 rnbl MHbEKLUWOHHBIE MHOTOKPaTHOTO NpUMeHeHUs. TexHUYeckne yCroBus

FOCT 28085 CpeacTtBa nekapcTBeHHble Ouonornyeckue Ans BeTepuHapHOro npumeHeHus. Meton
KOHTPONS CTEPUNBHOCTH

FOCT 29230 (MCO 835-4—81) lMocyna nabopaTtopHas cTeknsHHasA. [MMNeTkn rpagyvpoBaHHbIe.
YacTb 4. NuneTkn BblOYBHbIE

FOCT 31929 CpeacTtea NekapCTBEHHbIe 4NA BETEPUHAPHOTO NpuMeHeHus. Mpasuna NnpuemMku, MeToabl
otbopa npob

FOCT ISO 7864 Mrnbl MHbeKUMOHHbIE OHOKPaTHOrO NPUMEHEHWA CTEPUIbHbIE

FOCT ISO 7886-1 LUnpuLbl MHBEKLWOHHBIE OJHOKPATHOro NpUMeHeHusl ctepunbHblie. YacTs 1. Lnpuubl
AN PYYHOrO UCMNOMb30BaHUA

n puMmedaHUne — |_|pl/| NoNb30BaHWKM HACTOALWMM CTaHOapTOM u,enec:ooﬁpasHo NpoBeEpPUTL OENCTBME CChINoY-
HbIX CTaHO4apTOB U KnaccwcpraTopoa Ha OCbMLlI/IaJ'IbHOM MHTepHeT-CalﬁTe Me}KFOCWIapCTBeHHOFO coBeTa No CTaHgapTn-
3aunn, MeTponorin u c:epmq:leau,Mw (WWW.EESC.by) nnu No ykKasatenAam HaluWOHanbHbIX CTaHOapTOB, W34aBaeMbiM B
rocygapcrtBax, yKa3aHHbIX B NpeancrnoBnn, NI Ha Od)MLlI/IaJ'IbeiX canTax COOTBETCTBYHLWNX HALUMOHAnbHbIX OpraHoB No
CTaHaapTraauunn. Ecnun Ha AOKYMEHT aHa HegaTWpoBaHHaA CChinka, TO cnegyeTt MCnofb30BaTh AOKYMEHT, ,El,eﬁCTByI'DLLI,MIFI
Ha TEI{yLI.lMIﬁ MOMEHT, C y4eTOM BCeX BHECEHHbIX B HEro naMmeHeHWi. Ecnu 3ameHeH CCbINOYHbIA AOOKYMEHT, Ha I{OTprlﬁ
OaHa O0aTUPOBaHHAA CChbiNKa, TO cnedyeT WUCNoNb30oBaTbh YKa3aHHYH) BEPCUID 3TOrO OJOKYyMEHTa. Ecnn nocne NPUHATKA
HacTOALLEro craHgaprta B CCbINOYHbIN OOKYMEHT, Ha KOTOprI?I OaHa gatupoBaHHaA CCbllka, BHECEHO M3MEHEHWE, 3aTpa-
rMearollee nonoxeHne, Ha KOTopoe OaHa CCblNKa, TO 3TO NonoXeHWe NpuMeHAeTCA be3 y4yeTa OaHHOro N3aMeHeHuA. Ecnum

* [OaTta BBedeHUA B AeiCTBMe Ha TeppuTtopun Poccuiickon ®enepauun — 2021—09—01.
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(MpodomxeHue WameHeHuss Ne 1 k FTOCT 31926—2013)

CCbIMOYHbINA OOKYMEHT OTMEHEH 6e3 3aMeHbl, TO MONOKeHUe, B KOTOPOM daHa CCblNnka Ha Hero, NpuMeHAEeTCcA B 4acTK, HE
38.TpaI'I/IBaIOLI.l,BIv7I ATY CChINKy».

«* B Poccuickon ®egepaunm ¢ 01.07.2021 gencteyet TOCT P 58144—2018.
** B Poccuinckon Pepepaunn gencteyeT TOCT P 55878—2013 «CnvpT aTMNOBLIA TEXHUYECKMA TMOPONU3HbIA
PEKTUPUKOBAHHBINA. TEXHUYECKUE YCIOBUSA».

Pasgen 3 gononHute nyHkTom 3.1.13a:

«3.1.13a BakuuHa BupycHaa: VmmyHoBMonoruyeckuii npenapaT, coAep:Kalluvh XMBble W/unu
WHaKTUBMPOBAHHbIE BUPYChl U/MNW NPOOYKTbI UX KU3HEAEATEeNbHOCTUY.

Pasgen 6. 3aMeHUTb CCbINKK:

«OCT 24861» Ha «[OCT ISO 7886-1»;

«OCT 25046» Ha «TOCT ISO 7864 »;

JononHuTe (nocne nepedvncnernns «OBUbI») NepevucneHmem «HArHaTan.

MyHkT 7.3.2. QononHuTe ab3auem:

«KonnyecTBO LeneBbIX KMBOTHbIX, 38 UCKITKOYEHMEM NTHL, AOMKHO BbiTh He Bonee aByx».

[MyHKT 9.1 M3NOXWTEL B HOBOW pegakumu:

«9.1 WcnbiTaHne Be3BpegHOCTW XWBbIX BaKTEPUAHBIX W BUPYCHbIX BaKUWH Ha LEMNeBbIX XWBOTHbIX
npoBogAT, Kak npasuno, B 10-kpaTHOW [03e, @ WHAKTUBUPOBAHHBLIX — B [BYX-YeTbipexKkpaTHOW [o3e,
MCronb3ys NyTb BBEAEHUSA, PEKOMEHA0BAHHBIA B HOPMaTUBHOM JOKYMEHTE Ha KOHKpeTHOe NekapcTBeHHoe
CpeAcTBoO.

IlabopaTopHbIM XXMBOTHBLIM BBOAST MakCMMarbHO NepeHOCUMbIe 403bl.

O6bem BBOOMMOTO NeKapCcTBEHHOMO CpeacTBa nepopansHo: Ansa mblwn — 0,5—1,0 cm3, MOPCKOW CBUH-
km — 1,0—5,0 cm3, kponuka — 1,0—10,0 cm3.

Obbem BBOAMMOro feKapCTBEHHOrO CPeAcTBa BHYTPUMBILLEYHO WM MOAKOMXHO: AN Mbiwn — 0,2—
1,0 cm3, Mmopckow cBuHkM — 1,0—5,0 cm3, kponnka — 1,0—10,0 cm3.

Ob6beM BBOAMMOrO NeKapcTBEHHOTO cpedcTBa BHYTPMOprWMHHO: And meiwn — 0,2—0,5 cM3, MOpCKOii
cBMHKM — 0,5—3,0 CM3, kponuka — 1,0—5,0 cm3.

Mpu nHTpauepebpanbHom cnocobe BBeAeHUs 06bEM NeKapcTBEHHOro cpeacTsa ans 6enoi mMbllin co-
crasnset 0,03 cm?.

Mpw BHYTPMBEHHOM crnocobe BBegeHUsd 0ObeM MekapCTBEHHOrO CpeAcTBa COCTaBMnsAeT: ANS Mbllliy —
0,5 cm3, gns kponuka — 1,0 cm3».

MyHKT 9.5 N3noxuTe B HOBOW pefakuunu:

«9.5 HabniogeHune 3a XMBOTHBIMK BeayT B TedeHne 5—28 cyT».

Pasgen 10. Bropoi ab3ay nanoxnTb B HOBOW pedakuni;

«lMonHoTa MHaKTUBaUUKM BaKTEPUIAHBIX BAKLMH XapaKTepM3yeTcsa nokasaTtenemM CTepunbHOCTU, onpeae-
naemoin no FOCT 28085, 1 be3BpeqHOCTY AN LENeBbIX X)XMBOTHBIX, BKIHOYAA NTUL, U/MNKW 3KCNepUMeEHTarnbHO-
Buonoruyeckux Mmogenei (MblLein, MOPCKUX CBUHOK U KDOITUKOB)».

(UYC Ne 9 2021 r.)
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