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Npeancnosue

Lienn, ocHoBHbIE NPUHLMNBI 1 OCHOBHOW NOPSIAOK NpoBeAeHUs PpaboT Mo MeXrocyaapCTBEHHOW CTaH-
AapTtusaumm yctaHosneHbl FOCT 1.0—92 «MexrocypapcTBeHHaa cucteMa ctaHgapTusaumn. OCHOBHLIE
nonoxexua» n NOCT 1.2—2009 «MexrocyaapcTBeHHasi cucTeMa cTaHgapTusaumn. CTaHaapTbl MEXrocy-
AapcTBeHHbIe, NpaBuna n pekoMeHaaLun No MexrocyaapcTBeHHON cTaHaapTusauuun. Npasuna paspaboTku,
NPUHATUS, NPUMEHEeHUs, 0GHOBNEHNA U OTMEHbI»

CeeaeHusn o cTaHpapTe
1 NOArOTOBIEH ®eaepanbHbIM rocyAapcTBEHHLIM BlogkeTHBIM yupexaeHuem «Bcepoccuiickuin
rocyaapcTBeHHbIN LIeHTp kayecTBa 1 cTaHAapTM3aLmMn NekapCTBEHHbIX CPEACTB ANA XUBOTHBIX U KOPMOB»

(PrBY «BrHKW»)

2 BHECEH ®egepanbHbiM areHTCTBOM N0 TeXHUYECKOMY perynMposaHuio U metponorim (PocctaH-
AapT)

3 NPUHAT MexrocyaapcTBeHHEIM COBETOM MO CTaHQapTU3auuKn, MeTPonorMd U ceptudumkaumn
(npoTokon oT 7 mas 2013 r. Ne 43)

3a NPpUHATUE NporonocoBanun:

KpaTkoe HaumeHoBaHWe cTpaHbl Kon cTpaHbl CokpalleHHOe HauMEHOBaHWE HaLMOHANBHOIO opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTU3auum
KasaxcTaH KZ loccranaapt Pecny6nukun KasaxcraH
Kupruaus KG KblpreiactaHgapT
Poceuns RU Poccrangapt
TapKrukucTaH TJ TamxukcTangapT
Y36ekuctaH uz Y3acraHpapt

4 Tpukaszom PefeparnsHOro areHTCTBa Mo TEXHUYECKOMY PerynimpoBaHuio U MeTPOoSiorn oT 27 UIoHS
2013 r.Ne 243-ct MmexxrocygapcTteeHHbl cTaHgapT FTOCT 31926—2013 BBeeH B 4eCTBME B KA4eCTBE HaLMO-
HanbHoro ctangapta Poccuinckont @egepaumm ¢ 1 nons 2014 .

5 CraHgapT nogrotoBneH Ha ocHoBe NpumeHeHusa FOCT P 54063—2010

6 BBEJEH BIMNEPBbLIE

Urhopmayusi 06 usMeHeHUsIX K HacmosiuemMy cmaHOapmy nybriuKyemcs 8 eXXe200HOM UHGOPpMaUUOH-
HOM yKka3zamere « HauuoHarbHble cmaH0apmbi», @ MEKCm U3MeHeHUU U 1ornpasoK — 8 eXXeMeCsIYHOM UHGOop-
MayuoHHOM yKkasamene «HayuoHanbHble cmaHOapmel». B criydae nepecmompa (3aMeHbl) Unu OmMeHsbl
Hacmosiuez2o cmaHOapma coomsemcmsyiowee ysedomneHue b6ydem oOrybnuUKo8aHO 8 eXeMeCAYHOM
UH(bOpMaUUOHHOM ykazamerne «HayuoHanbHble cmaHOapmely. Coomeemcmesyiowast UHgopMmayusi, yee-
domIteHUe U meKcmbl pasMewarmces makxe 8 UHHOpMalyUOHHOU cucmeme obuwieao fnonb308aHuUss — Ha oghu-
yuansHom calime ®edepalibHO20 azeHmMcmMea 110 MEeXHUYECKOMY peayiuposaHulo U Memposioauu 8 cemu
UHmepHem

© CraHgapTuHodopm, 2014

B Poccuiickoit eaepavmmn HacToALWMIA CTaHAaPT HE MOXET BbITh MOMHOCTLIO UM YaCTUYHO BOCMPOU3Be-
[eH, TUPaXXUPOBaH 1 pacnpocTpaHeH B KadecTBe oduumansHore nsaaHus 6es paspelweHust degepanbHoro
areHTCTBa Mo TEXHUYECKOMY PErynMpOBaHUI0 U METPOSIOr K
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M E X T OCVYOAPTCT BEHHUB # C TAHQAAPT

CPEOCTBA NEKAPCTBEHHbIE ONnA BETEPUHAPHOIO NPUMEHEHUA
MeToabl onpegeneHus 6easpegHoCTU

Medicine remedies for veterinary use. Methods of safety identification

DaTta BBegeHna — 2014—07—01

1 O6nacTb npMMeHeHus

HacTosilmin ctaHgapT pacnpocTpaHseTcs Ha MeToabl onpegeneHus 6e35pep,Hocm N TOKCUYHOCTK
NekapcTBeHHbIX CpeaAcTB ANA BeTepUHapHOro npuMeHeHns (p,anee — NeKapCTBEeHHbIe Cpeﬂ,CTBa) nycraHas-
nnBaeT 003bl, Cnocobbl BBEAEHUS nekapcTBeHHOro cpeacTsa 1 BUAbI UCMbITAHNA.

2 HopmaTuBHbIe CCbINIKK

B HacTosLeM cTaHgapTe NCNofb3oBaHbl HOPMaTMBHbIE CCISIKU Ha crieaytoLlimMe cTaHaapThl:

FOCT 6709—72 Bopa anctunnunposaHHas. TexHnyeckue ycrosus

FOCT 8074—82 Mukpockonbl MHCTpyMeHTanbHble. TUnbl, OCHOBHLIE NapaMeTpbl U pasmepbl. TeXHU-
Yyeckue TpeboBaHuA

FOCT 18300—97 CnupT 3TUNOBLINA PEKTUUKOBAHHBIA TEXHUYECKWIA. TEXHUYECKNE YCIOBUA

FOCT 22280—76 PeakTnsbl. HaTpui MMMOHHOKUCBIN 5,5-BoAHbIA. TeXHUYeckue ycrnosus

FOCT 22967—090 LWUnpuubl MeQUUNHCKAE NHBEKLIMOHHBIE MHOrOKPaTHOro npumMeHeHus. Obwme TexHu-
Yeckue TpeboBaHWs U METOAbI UCTIBITAHWUIA

FOCT 24861—91 Wnpuubl HbEKLUNOHHBIE O4HOKPATHOro NPUMEHeHNs

FOCT 25046—81 Urnbl MHBbEKUMOHHbIE OAHOKPaTHOro NpuMeHeHnst. OcHOBHble pasmepbl. TexHu4ec-
ke TpeboBaHus. MeToabl UCNbITAHWUA

FOCT 25336—82 Nocyaa n obopyaosaHne nabopaTopHble CTeKMsIHHbIE, TUMbl, OCHOBHLIE NapameTpbl
1 pasmepsl

FOCT 25377—82 Urrbl UHBbEKLUNOHHBIE MHOFOKPaTHOro NpUMeHeHus. TexHuYeckue ycnosus

FOCT 28085—89 MpenapaTbl 6uonornyeckme. Meton 6akTepuonornieckoro KOHTPOssi CTEPUNbHOCTU

FOCT 29230—91 (MCO 835-4—81) Mocyaa nabopaTopHas cTeknsaHHas. MNMuneTku rpagynpoBaHHble.
YacTb 4. MuneTkV BbIQYBHbIE

FOCT 31929—2013 CpeacTBa nekapcTBeHHbIE AN BeTepuHapHoro npumeHeHus. Mpasuna npuemkn,
mMeToabl oT6opa Npob

MpunmeyaHune—lpnnonb3oBaHNy HACTOSLLUM CTAHAAPTOM LernecoobpasHo NpoBEPUTb AENCTBUE CCbINOY-
HbIX CTaHO4apToB B MHGOPMALUMOHHON cucTeme OOLWEro nonb3oBaHusi — Ha oduumansHom cante PegepanbHOro
areHTCTBa No TEXHUYECKOMY PErYNTMPOBaHNIC U METPONOruM B ceTu IHTepHeT unm no exerogHomy MHopMaunoHHOMY
ykasarenio «HauvoHanbHble CTaHAAPTHI», KOTOPLIV ONYBNUKOBaH MO COCTOSIHUIO Ha 1 IHBaps TEKYLLEro roga, 1 no Beinyc-
KaM exeMecsiHHOro MHOpMaLMOHHOIO ykasaTens « HauuoHanbHble CTaHAapTbI» 3a TeKyLWMIA rod. Ecnm cebinovHbIv cTam-
JapT 3aMeHeH (M3MEeHeH), TO NPV MONb30BaHMU HACTOSALWMM CTaHAAPTOM CrieflyeT PyKOBOACTBOBATLCA 3aMEHAIOWUM
(M3MeHeHHbIM) cTaHdapToM. Ecnv cebinoyHbivi cTanAapT oTMeHeH 6e3 3aMeHbl, TO MONoXeHne, B KOTOPOM AaHa CCblfika Ha
Hero, NPYMEHNETCH B HYaCTK, He 3aTparuBatoLLen 3Ty CCbIrKy.

UzpaHne opnumnanbHoe
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3 TepMuHbI, onpeaeneHust U COKpaLLeHNNA

3.1 B HacTosilleM cTaHAapTe MpUMEHeHbl criefyowmne TepMUHBI C COOTBETCTBYIOLMMU onpedene-
HUSIMU:

3.1.1 nexapcTBeHHOe CpeACTBO ANA BeTepPUHAPHOro NpuMeHeHUA: BelecTso nnm cmech BellecTs
MPUPOAHOro, pacTUTENbHOIO, XXMBOTHOMO UITM CUHTETUYECKOrO NPoucxoxaeHus, obnagatulee (aa) hapmako-
NOrMYECKUM OeNCTBUEM.

3.1.2 6e3BpeAHOCTb [TOKCMYHOCTbL] NEKapcTBEHHOro CpeAcTBa ANA BeTepUHaApHOTro NpuUMeHe-
Hus: MNMokasaTtenb 6e30nNacHOCTU NeKapcTBEHHOro CpeAcTBa A5 BEeTEPUHAPHOIo MPUMEHEHUSA, XapakTepuay-
FOLLMIA PUCK NPUYMHEHNSA BpeAa 300POBbLI0 XKUBOTHbLIX B pesynbTaTte ero npuMeHeHus.

3.1.3 6e3onacHOCTb NeKapCcTBEHHOro cpefcTBa AN BeTePUHAPHOro NpUMeHeHUA: Xapaktepuc-
TUKa NekapcTBEHHOr o cpeCTBa AnA Be TEPUHAPHOro NpUMeHeHUs, Bktovaowas ero 3 ekTUBHOCTb U kavec-
TBO, OCHOBaHHasl Ha cpaBHUTESNbHOM aHanuse ero ahgeKTUBHOCTU N OLEHKU puUcka NpPUYMHEHUA Bpeaa
3[10POBbIO XUBOTHLIX, NIOAEN U OKpYXKaloLen cpeae.

3.1.4 naboparopHas npo6a: poba, npegHasHayeHHan Ans NabopaTopHbIX UcCneaoBaHNUn UMK UCNbI-
TaHWi.

3.1.5 cpegHsasa npoba:poba, nonyyeHHas n3 obbeguHeHHON Npobbl B konuvecTse, obecneunsatoLem
npoBejeHue aHan1Ms3oB 1 co3gaHne apXuBHbIX 0bpasLoB.

3.1.6 o6beauHeHHas BbiIGopka: Boibopka U3 COBOKYNHOCTW, NofyvaeMasa o6beauHeHnem Bcex Bblbo-
POYHbIX €4UHWL,, B3SATbIX U3 3TOW COBOKYNHOCTH.

3.1.7 cmewaHHas npo6a: Mpoba, nonyyeHHasa NyTeM CMeELLNBAHUA PaBHbIX 06 BEMOB XXMAKOro nekap-
CTBEHHOTO cpeAcTBa, 0TOBpPaHHbIX U3 e AUHUL, LUTYYHON NPOAYKUUN.

3.1.8 cTrepunbHocTb: MokasaTtenb, xapakTepusyoLLWil NONHOe OTCYTCTBUE MUKPOOPTraHN3MOB.

3.1.9 nuporeHHocTb: NokasaTenb, XxapakTrepusyoLwmii konebaHua TemnepaTypbl Tena XMBOTHOMO Npn
BBeJeHWUW NeKapCTBEHHOMO CpeacTBa.

3.1.10 6aKkTepuanbHble 3HAOTOKCUHBbI: TOKCUMYECKME BELECTBa, NPOYHO CBSA3aHHLIE C KIeTOYHbIMU
CTpykTypamu 6akTepuii, oceoboxaatomecs npu pacnage KneTok v ux paspyLueHun B pesynbraTte Bo3aen-
CTBUS (OU3NYECKNX MU XUMUYECKUX haKTOPOB, a Takke BblaensieMble 6akTepusiMn B OKpyXatoLlyto cpeay B
npouecce UX XKU3HeaeATeNbHOCTU.

3.1.11 NAN — TecT: Cnocob nabopatopHoro onpeaenerHnsa 6akTepranbHbIX 3HAOTOKCUHOB M MUPOreH-
HOCTW NekapCTBEHHbIX CPEACTB, Npexae Bcero BoAbl AN MHbEKLNA U UHBEKLMOHHbIX pacTBOPOB.

3.1.12 po3a nekapcTBeHHOro cpefcTBa ANA BeTepUHapHOro npuMeHeHun: OnpeaeneHHoe konu-
YeCTBO NeKapCTBEHHOro CpecTBa AN BETEPUHAPHOIo NPUMEHEHUS, BBOAUMOrO B OPraHU3M >KUBOTHOTO.

3.1.13 BakuuHa 6akTepuitHaa: VMimmyHobronoruieckunii npenapat, CoaepXXaLUni XXMUBbIE U UHAKTU-
BMpPOBaHHbIE GakTepun U (UNn) NPOAYKTbI UX KU3He AeATEeNbHOCTH.

3.2 BHacTosiwem cTaHdapTe NpUMeHeHo crieaytolliee cokpalleHue:

ClN® — cBobopaHble OT NaToreHHoro gakTopa.

4 O6wWwMe nonoxeHus

Bce nekapcTBeHHbIE cpeAcTBa NoAnexaT NpoBepke Ha 6e3BpeaHOCTb U (MIK) TOKCUYHOCTL. Mpu 3ToM B
3aBMCUMOCTW OT HasHaueHusl, Jo3bl U criocoba BBedeHUs nokasaTenu, XapakTtepusytolwne 6e3BpeaHoCTb
nekapcTBEHHOro CPeACcTBa, MOryT pasnmyaThbes.

B Guonornyeckux nekapcTBeHHbIX cpeacTBax, codepKallnx NHaKTUBUPOBAHHBIN BUPYC, onpeaensioT
MOMHOTY UHAKTUBALMM Ha NaBopaTOPHBLIX XUBOTHBIX WX KYNbTYpaXx KIeTok.

MonHOTY MHaKTUBaLLMN GaKTePUIAHBIX BaKLMH ONPeaensitoT NyTeM BbiCEBa UX Ha CTEPUMbHOCTb, 8 TOKCUY-
HOCTb — NPV UCMbITAHUM Ha XMBOTHBIX. MICMbITaHWio Ha CTEPUNBHOCTL NOANEXaT Takke BCe NekapcTBEeHHble
cpefcTBa Ansl UHBEKUMWIA, rMasHble kanmuv, Masu, NieHKU U Apyrue nekapcTBeHHble CPeacTBa, B OTHOLUEHUN
KOTOPbIX UMEHTCS COOTBETCTBYIOLLME YKa3aHUsi B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOE NekapCcTBEHHOe
cpeacTso.

MuporeHHocTb W (MnK) codepkaHue GakTepuanbHbIX 3HOOTOKCUHOB OMNPeAensitoT B NIeKapCTBEHHbIX
CpeacTBax v pacTBopax, npeaHasHauyeHHbIX 45s1 UHbEKLMOHHOTO NPUMEHEHNS.

B cpapmakonornyeckmx nekapcTBeHHbIX CpeACTBaX, Kak NpaBuIio, onpedensitoT TOKCUYHOCTb Ha nabopa-
TOPHbIX XUBOTHBIX W ApyrMe rMokasaTenu, ykasaHHble Bhbllle, COTMacHO Ha3HaYeHWo NeKkapCTBEHHOro
cpefcTsa.

2
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5 OT60p Npod

Ona ncnbiTaHna 6e3BpegHOCTU (TOKCUYHOCTU) NekapcTBEHHOro cpeAcTea oTbop npob nposoasaT no
rOCT 31929.

6 MaTepuanbl U XXMBOTHbIE

LieHTpudyra nabopatopHas ntoboi Mapku.

TepmocTart nobon mapku.

XonoannbHUK 6bITOBON.

Osockon.

Mukpockon 6uonorudeckun no FOCT 8074.

MuneTkn MepHble BMecTUMOcTbo oT 1 a0 10 cM3 no TOCT 29230.

Wnpuusl BMecTuMocTbio oT 1 4o 5 cm3 no FTOCT 22967 uTOCT 24861.

Nrnbl nibekumoHHbie no FOCT 25377 ul'OCT 25046.

Urnebl ¢ HannaeneHHoM onNnBo AnameTpom 1 Mm.

®nakoHbl CTEKNsIHHbIE pa3HOW BMECTUMOCTM.

Mpo6upku cteknaHHble no FOCT 25336.

Mpobku pe3nHoBbIe NN BaTHO-MaprieBble.

MuneTtkn rnasHele.

30HA XenyAoUHbIN.

Boaa auctunnuposaHHasi no FOCT 6709.

Boaa ana nHbekuui.

CnupT aTunosbin pekTudpukosaHHbi no FOCT 18300.

PacTtBop HaTpus xnopuaa 0,9 %-HbliA USOTOHUYECKUA.

HaTpuin nuMmoHHOKUCHbIN 3-3amelleHHbIn no FOCT 22280.

Moanepxusatowas cpega: 0,5 %-Hult ruaponusaT naktanbbymuHa Ha coneBom pactsope Jpna no
IDKOHCOHY € 5 % MHaKTNBUPOBAHHOMN CLIBOPOTKM KPYMHOrO poraTtoro ckoTa.

1 %-Has 1 5 %-Hasa cycneH3um KypUHbIX 3pUTPOLIMTOB.

MepBrYHas kynbTypa KNeToK KypuHbix ubpobnacTtos.

MepeBunsaemas kynbTypa VERO (MeTanHeBMOBUpyca nNTuu).

MeTyxun-goHopekl cTapLue 6 mec.

OMBpUoHbI yTok 10—12-cyTOYHOro BospacTa.

AMBpuroHbl CMP kyp 10—12-cyTOuHOrO BO3pacTa.

UbinnsaTa.

CMN® ubinnsTa.

Mbiwu Genble.

Kpbickl 6enbie.

CBUHKN MOpPCKME.

Kponuku.

Mopocsra.

MoacBuHKN.

Hopkn.

LLieHkn cobak.

HyTpuu.

OsBLUpblI.

Txop3sodpeTku.

TensTa.

7 MoAproToBKa K UCNbITaHUIO

7.1 Ons npoBeaerus ncnbiTaHWs Ha 6e3BpeaHOCTb XUAKUX (POPM NEKAPCTBEHHLIX CPEACTB U3 cpeaHel
npo6bl 0T6UpatoT HeobxoanMoe KOMMYECTBO YNaKOBOYHbLIX eanHULL (aMnyn, hriakoHOB U T. A4.) Y FTOTOBAT CMe-
LaHHyto Npoby, oTbupas 13 H1x paBHble No 06beMY KONMYeCTBa NeKapCTBEHHOMO CPeACcTBa 1 NepeHocs X B
CTepUnbHbI hrnakoH (Mpobupky). N3 cmellaHHo npobbl 0T6upatoT nabopaTopHyo Npoby, KOTOPYHO UCNOMb3Y-
tOT ANSA NPpoBefeHUs neneliTaHuin Ha 6e3BpedHOCTb. MNepen BBeAEHWEM XNBOTHBIM COOEPKUMOE TLLATENbHO
nepemeLunBaltoT.
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7.2 NuodmnusnposaHHble (hopMBbI NTeKapCTBEHHBIX CPeACTB NpeaBapUTeibHO PeCyCNeH3UpyIoT B CTe-
pvnbHOM pacTBopuTtene (pasbasutene) cornacHo HOpMaTUBHOMY JOKYMEHTY Ha KOHKPETHOE JiekapCTBEHHOe
cpeacTBo. llabopaTopHyto Npoby roToBAT, Kak ykazaHo B 7.1.

7.3 NMoaroroBKa XUBOTHbIX

7.3.1 JKMBOTHBIX, UCMOMb3YeMbIX A5 UCNbITaHWUA 6e3BpeAHOCTN NEKapCTBEHHBIX CpeacTB, 6epyT TOMb-
Ko 13 6naronony4HbIX No MHDEKLMOHHBIM G0MNesHAM NYHKTOB BbipalLMBaHus.

7.3.2 [Ons npoeepkn Ha 6e3BpeaHOCTb POPMUPYHOT OMbITHLIE N KOHTPOSbHBIE FPYNMbI KIIMHUYECKN 340-
POBbLIX XXUBOTHBIX, NPOLUeALINX KapaHTUH. B cnyvyae Heo6x0aAMMOCTIN, OrOBOPEHHO B HOPMaTNUBHOM JOKYMEH=
Te Ha KOHKpPEeTHOE NeKapcTBEHHOE CPEeACTRO, XKUBOTHBLIX MPOBEPSIOT HA HAaNMYMe crnieundrieckux aHTUTeN.

Bua, non, macca, BO3pacT U KONMYECTBO XUBOTHBIX, UCMOMNb3YeMbIX AN UCTIbITaHWUSA, AOMKHBI ObITh YKa-
3aHbl B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOE NekapCTBEHHOE CpeaCcTBO.

7.3.3 XXuBOoTHbIX cnegyeT cogepaTb Ha NOCTOsIHHOM cHbanaHCcUpoBaHHOM paLoHe KOpMIIeHnsl, onpe-
AensieMoM ANst KaXA0ro KOHKPETHOro BAa U Bo3pacTa XUBOTHOTO.

7.3.4 Bce XMBOTHbIE, HE MeHee YeM 3a CYTKWU A0 MPOBEepKN, AOMMKHbI HAXOAWUTLCA B MOMELLEHUN ANs
UCMbITaHUS.

7.3.5 YXXuBOTHBIX NCMOMb3YIOT B OMNbITE OAUH pas, MOBTOPHOE UCMONb30BaHWE XXUBOTHBIX HE AonyckaeT-
cs1. He ponyckaeTcs npoBepsiTb 6€3BpeaHOCTL NNEKAapPCTBEHHOTO CPEACTBA Ha XKMBOTHbIX, paHee UCMOMb30BaH-
HbIX A4NA NPOBEPKNX Mo APYrum nokasartensam.

8 Cnocobbl BBeaeHUA NeKapcTBeHHOro cpeacTBa

Mpy UcnbITaHUKM NekapcTBEHHOro cpeacTBa Ha 6e3BpegHOCTb NPUMEHSIIOT criegytolme cnocobbl BBe-
AeHust:

a) BHYTPUMbILIEYHBIA — TeCT-A03Y /1eKapCTBEHHOro cpeacTBa BBOAAT B MblLLy 6eapa (BHYTPEHHIO0
NN HAPY>KHYHO YaCTb) )KUBOTHOMO UM CPEAHIOK TPETb LW, UMW FPYAHYHO MbILLLY NTULB;

6) BHYTPUBEHHbLIA — TECT-A03Y NEeKapCTBEHHOro CpeacTBa BBOANAT B OAHY W3 BOKOBBLIX BEH XBOCTA
MBILLN U B BEHY YXa Kponuka, Uiv AOCTYMHY0 BEHY ApYroro XneoTHoro. flekapcTBeHHoe cpeacTBo nepeq
BBedeHVeM nogdorpesatoT Ao Temnepatypsl 37 °C. CkopocTb BBeAeHWs AomkHa 6biTb 0,1 cM3/c, ecnn HeT apy-
TMX ykasaHWi B HOpMaTUBHOM OOKYMEHTE Ha UCMbITyeMOe fieKapCTBEHHOe CPeaAcTBO;

B) BHYTPUOPIOWMNHHBIA — TeCT-403Y NekapCTBEHHOro cpeAcTBa BBOAAT B GPIOLLHYI0 MOSOCTh;

r) NOAKOXHBIA — TeCcT-A403Yy NeKapCTBEHHOro CpeAcTBa BBOAST MOA KOXY XKMBOTHOTO, Kak NpaBuno, B
obnacTu cnuHbl (aonyckaeTtcs B obnacTs Wwew, 6egpa);

) nepopanbHblil — TecT-403Y NleKapCTBEHHOIro cpeAcTBa BBOASIT BHYTPYKENYAO0UYHO Yepes poT XKUBOT-
HOTO C MOMOLLIbIO LLMPULA W UMbl C HannaBAeHHON OfMBON UMW Pe3MHOBBIM 30HAOM HATOLLaK Uy npenapar
BBOAAT C KOPMOM WK BbiNauBatoT, criedsa npu 3Tom, 4Tobbl Bce nopLuvm kopma 6binv cbeeHbl Uy Bes Kua-
KOCTb BbINUTa. [MOUTb 1 KOPMUTL KMBOTHBIX U NTULLY NOCNe BBEAEHUS JIeKapCTBEHHOIO CpeAcTBa crieyeT He
paHee YeMm 4yepes 2—3 u.

€) HapyXHbli:

1) TpaHcOoepmanbHbIA — nekapcTBEHHOE CPeAcTBO B onpeAeneHHbIX 03aX U KOHLEHTpaLMsaX HaHo-
CAT Ha BbICTPWKEHHbIV UM BEIGPUTBINA YHACTOK KOXW )KMBOTHOTO (TakuM COCOBOM MOTYT HAHOCUTLCS KPeMbI 1
nnacTeipn);

2) BpacTBOpe 1eKapCTBEHHOro cpeAcTBa onpeAeneHHbIX KOHLEHTpaLMmn 1 ob6bema NpoBoasaT Kyna-
HWE XMBOTHBIX C 3a4aHHON 3KCNO3MLMen (No BpeMeHK);

3) HaHeceHWe NekapCcTBEHHOro cpeAcTBa Ha CNN3UCTbIe 060I04KN NyTeM BBEAEHUS €r0 B KOHbIOHK-
TUBanbHbIA MELLOK rfasa XXMBOTHOTO, UHTPaHasanbHo Ui APYrM crnocobom, npeaycMoTpeHHBIM HopMaTuB-
HbIM JOKYMEHTOM Ha KOHKPETHOE NeKapCcTBeHHOe CPeaCTBO;

X) WHTpauepebpanbHbIi — nekapcTBeHHoe CpedcTBO BBOAAT HENocpedCTBEHHO B TONMIOBHOW MOS3M
JKMBOTHOTO;

3) BHYTPUKOXHbIA — NleKapCTBeHHOEe CPeACTBO BBOAST B rNyBoKMe Croun KOXW;

N) UHTpaTeKabHbI — NekapcTBeHHOe CPeACTBO BBOAAT B OKpYXKaloLLee CMUHHON MO3T MPOCTPaHCTBO,
4yTOOLI 06ECNEYNTL ero NOCTYNeHUe HeNMoCPeACTBEHHO B LIEHTPasIbHYIO HEPBHYIO CUCTEMY;

K) BHYTPW306HLIA — NekapcTBEHHOE CPefCTBO BBOAST NTULE B 306.
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9 [lo3bl neKapCTBEHHOro CPeACcTBa, UCTMOSNb3yeMble NPYU UCNbITaHUU
6e3BpegHOCTHN

9.1 UcnbiTaHms 6e3BpeaHOCTM XUBLIX BUPYCHBIX BaKLMH HA JKMBOTHBIX MPWU BHYTPUMBbILLEYHOM BBEAE-
HWUM NPOBOAAT, Kak NpaBuno, B 10-kpaTHOM A03e, a UHAKTUBMPOBAHHbLIX — B [AByX-4eTbipeXKpaTHOW A03€, eCnu
ApYroe He OroBopeHo B HOPMaTUBHOM AOKYMEHTE Ha KOHKPeTHOe NiekapCTBeHHOE CpeaAcTBoO.

BakTepuanbHble BakLMHbI BBOASIT, Kak NpaBunio, B AByKpaTHON fose.

O6beM BBOAUMOTO NEKapCTBEHHOTO cpeICTBa nepopanbHo: Ans Mbium — 0,5—1,0 cM3, MopcKoll CBUH-
kn — 1,0—10 cm3, kponuka — 3 cm3.

Mpn nHTpauepebpanbHom cnocobe BBeAeHWS [03a NeKkapCTBEHHOro cpeacTea Ana 6enoi mblwm
cocTasnget 0,03 cm3.

Mpn BHyTpuBEeHHOM cnocobGe BBeAeHUA [03a JIEKapCTBEHHOTO CpPeacTBa CocCTaBnser Ans
Mbln — 0,5 cm3, ans kponuka — 1 cm3,

9.2 [lo3bl NekapCcTBEHHOrO CpeAcTBa, HAHOCUMBIE Ha KOXKHbIE MOKPOBbI, CAIM3UCTbIEe 060M04KM Npu onpe-
AeneHnn anneprusupytoLlero AencTeusl, NPUBOASAT B HOPMaTUBHOM [JOKYMEHTE Ha KOHKPETHOE NeKkapcTBEH-
HO€ cpeacTBo.

9.3 MMpu BHYTpr1306HOM BBEAEHUN OOLIMCThI BBOAAT HEMOCPEACTBEHHO B 306 Yepes WnpuL, ¢ KaHonew B
KONMYecTBe NATK 403 LbINfsTaM NSTUCYTOUHOMO Bo3pacTa.

9.4 TpMurCNbITAaHWN peaKTOreHHOCTU NlekapCTBEHHOE CPeACTBO BBOAAT B TeépaneBTUIeCKON A03e, peKo-
MEHA0BaHHON MHCTPYKLMEN NO NPUMEHEHUIO.

9.5 HabnioaeHve 3a X1BOTHLIMU BeAyT B TeveHne 5—12 cyT.

10 OnpeaeneHne NOMHOTbLI MHAKTUBALMMK (OCTATOYHOW TOKCUYHOCTU
U BUPYTNEHTHOCTM) BaKLUWH Ha NaGopaTOPHbIX XXMBOTHbLIX UMK KynbType KNeTok

MonHOTY MHaKTUBaLMMK (OCTATOYHYIO TOKCUYHOCTb M BUPYIIEHTHOCTb) NPOBEPAIOT B NEeKapCTBEHHbIX
cpeAcTBax, codepXaluMxX WMHaKTUBUPOBaHHbLIM BO3byauTenb. [Ans BMpycBakUWH, NpeaHasHaveHHbIX Ana
MCMONb30BaHWs B NTULEBOACTBE, UCTILITAHWUA NPOBOAAT Ha 3MBpUOHAX Kyp, YTOK U KyNbType KNeToK KypuUHbIX
punbpobnacTos, aHTMpabuieckue BakLMHbI MPOBEPAIOT HA GenbiX Mbllwax.

MonHoTa nHakTMBaLuMm B 6akTepuitHbIX BakLMHaX XapakTepuayeTca nokasaTeniem CTepusibHOCTH, onpe-
aensiemoit no FTOCT 28085, n 6e3peAHOCTU AN 3KCNepUMeHTanbHo-61onornyecknx moaenei (Moilien).

B 3aBucumocTu oT Tuna Bo3byauTensa 6onesHen y NTULbLI NPOBOAAT CreayoLne UCNbITaHus:

- Mpwu onpeaeneHun cogepkaHns XUBbLIX OPTO- N NapPaMUKCOBUPYCOB (HbloKkacrickasi 6onesHb, rpunn
NTWL) BaKLUHY BBOAAT B annaHTOUCHYIO NONOCTb KYPUHBIX 3MBPUOHOB 1 UCCIeAytoT SKCTpasMOproHasnbHyto
xuakocTb (D3XK) OT 3apakeHHbIX KyPUHBIX M YTUHBIX 3MBPUOHOB B KanernbHoi peakuuy arrnioTuHauum (PFA) ¢
5 %-Hol cycneHsuen aputpoumuToB netyxa. MNMpu nonoxuTtensHon PICA npoBoaAT NOBTOPHLINA Naccax Ha yABo-
€HHOM KonuyecTBe aM6proHoB. MNpy noaTBepXXAeHUN NONOXUTENbHOTo pesynbTaTta PIA cepuio nekapcteeH-
Horo cpefcTBa bpakyioT.

- Mpu onpeaeneHUn coaepxaHusi XXMBOro KopoHaeupyca (MHeKUMOHHBIN BpOHXUT Kyp) NpoBOAAT ABa
nocnefoBaTenbHbIX MAaccaxa BakLMHbI Ha 3MBpUOHaxX Kyp NyTem 3apaXkeHUs UX B anmnaHToucHyro o6onodky. Mo
OKOHYaHUM cpoka MHKYBaLuM aMOPUOHBI acenTUYecKn BCKPLIBAIOT U YYATLIBAIOT MatofioroaHatoMmnyeckue
U3MeHeHUs1 (0TCTaBaHue B POCTE, «KapSIMKOBOCTb», CBEPTLIBaHWE 3aMBpUOHa B LLap).

- TNpu oBHapyXeHWUN XxapakTepHbIX U3MEHEHUI1 y 3MOPUOHOB NEpBOro naccaxa npoBoaaT NOBTOPHLIN
naccax BaKUuHbI Ha YABOEHHOM KonuyecTBe aMOpuoHoB. Ecnu nameHeHus y aMbpuoHoB obHapyxusatoTca
BHOBb, CEpPUI0 flekapCTBEHHOTo cpedcTaa bpakyioT.

- Mpwu onpeaeneHuu cogepxaHus GupHaBMpuaoB (MHdekUMoHHas BypcanbHas 6onesHb) NPoBOAAT ABa
nocnefoBaTebHbIX Naccaxa Ha aMopuoHax CId kyp nyTeM Ux 3apakeHust Ha XoprUoaniaHToOUCHY0 060M04Ky
B 0GMacTU UCKYCCTBEHHOM NYr NyTeM BHECEHUS BaKLMHbI YePe3 UCKYCCTBEHHY0 BO3AYLUHYIO Kamepy. 10 OkoH-
YaHUM cpoka NHKYBaLmMmn ocTaBLIMECS )KUBbIMU 3MBPUOHDBI BCKPBLIBAIOT, YYUTBIBas NOpaXeHust (0Te4HOCTb rono-
Bbl U NOQYENOCTHOrO NPOCTPaHCTBA, KPOBOU3IUSIHUS B MblLLAX, U3MEHEHUs1 NeveHun, oTcTaBaHne B pocTe).
O6beaunHeHHyo Npoby oT aMBPUOHOB NEPBOro Naccaa UCNonb3yoT AN NPOBEAEeHUs BTOPOro saknovuTenb-
HOro naccaxa, KOTOpbliA BbIMOHAETCSl aHANOrMUYHO.

- Mpwu onpeaeneHun cogepxaHus xusoro Bupyca CCHA-76 npoBoaAT ABa nocrefoBaTebHbIX Naccaxa
BaKUMHbI Ha 3MGPUOHaX YTOK C nocneaytolleid noctaHoBkoi PIFA. SKkcTpaambpuoHarnbHyHo XUAKOCTb, cobpaH-
HYI0 OTAENBHO OT KaXAoro aMbpuoHa BTOPOro naccaxa, NpoBepsioT Ha reMarrioTUHAPYIOLLYIO aKTUBHOCTL B
kanenbHon peakuuu PIFA ¢ 5 %-Hoit cycneHanei aputpounToB netyxa. Mpu nonoxurensHon PIFA nposoaAat
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MOBTOPHbIN Naccax Ha yABOEHHOM KonudecTee aMBproHoB. Mpy NoATBEePXKAEHUM MOSIOKUTENbHOro pesynbTa-
Ta PI"A cepuio nekapcTBEHHOro cpeacTaa bpakytoT.

- Mpw onpefeneHn MeTanHeBMOBMPYCOB MPOBOAST TPU MocneaoBaTe lbHbIX Naccaxa Ha NepBUYHON
KynbType KneTok KypuHbIx dmbpobnacTos (REO) nnu VERO. Ecnu nocne BToporo naccaxa Ha KynbType Kre-
TOK KYpUHBIX (hrbpobnacTos NPUCYTCTBYET LmMTOonaTtoreHHoe AeNCTBUe, XapaKkTepHoe Ans peosupyca vnu
MeTarnHeBMoBMpyca NTUL, Cepuio NIekapCcTBEHHOro cpeacTsa 6pakytoT.

- MpuucneiTaHnM Ha Hanu4ne akTUBHOro BUpyca B aHTUpabuyeckux BakLMHax BakLMHY BBOAAT MbllLaMm B
mo3r. HabnroaeHue 3a XMBOTHLIMU NPOBOAAT B TeveHue 21 cyT. Bupyc GelleHCTBa B BaKLMHE CYATAROT UHAKTU-
BUMPOBaHHBIM, €CM MbILLW OCTaOTCS KUBLIMU. [Mpn 3a6onesaHUmn XoTs 6bl 0AHON MbILLN € KITUHAYECKUMUI NPpU-
3Hakamu GelueHcTBa cepuio  BakumHbl BpakytoT. Mosr normbwmx Mblleld UccrnedyroT MeToaoM
nMMyHodnyopecLieHUmMn. B Maskax M3 Mosra MblLein Bupyc 6ellueHcTBa 06HapyXUMBaTLCS HE JOMKEH.

11 OnpepeneHve anneprusvpytoLero AeMCTBUA NeKapcTBEHHOro cpeacTaa

Anneprusupyrollee aHadbunakTMyeckoe AeNCTBME NeKapCTBEHHOrO CpeacTBa onpegensietcs nytem
ceHcMBunmaaLmMm MOpCKNX CBUHOK.

[na ceHcnbrnuaaumm Mopckux canHok (Macca 200—250 r) MoryT 6bITb UCMOMb30BaHbLI PasHble CXeMbl
BBeAeHNs NekapcTBeHHOro cpeAcTBa. B cnyyasx, korga Kypc BakuMHaLum npegaycmaTpuBaeT HeCKOMNbKO BBe-
AeHnin, LenecoobpasHo NMPUMeHsTb CreaytoLlyo CXeMy: nepsasi MHbeKLMa NOAKOXKHO, ABe nocreayrowme
(c uHTepBanom 1 cyT) — BHyTpUMBbILWEYHO. Ecnn BakuMHauusa npegycmatpusaeT BBeAeHUE NeKapCTBEHHOro
cpeacTsa o4HOKpaTHO, AoNycKaeTcsl OAHOKpaTHas ceHenbunmnsaums. Ycno XXMBOTHLIX B rpynne A0MKHO 6bITb
He MeHee gecsATU. PaspeluaoLyto MHBEKLMIO BbIMOHAKT BHYTPUBEHHO MW BHYTPUCEPAEYHO Yepes ABe-TPU
Hegenu unu B 6onee oTAaneHHeIn cpok (B 3aBUCUMOCTN OT CBOWCTB flekapCTBEHHOro cpeAcTea). B cnyvae
ecnu npenapat ABNAeTcsA copbupoBaHHbLIM, ANa paspeLlaowein MHbeKUMK cneayeTt UCnonb3oBaTh Takke U
HecopbupoBaHHbIN nonydgabprkat. CeHeMbunusnpyoLwasa 1 paspeLlatoas 403bl UCNBITYEMOro fiekapcTBeH-
HOro cpeacTBa AOMKHbI ObITb NPUBAVKEHbI K pekoMeHAYeMbIM AN NPaKTUHEeCKOro NPUMEHEHNUS, NPU 3TOM pas-
pelwatowas gosa He OomkHa 6biTb MeHble ceHcnbunuanpyrowen. OKoHYaTENbHYIO BENUUYNHY A03UPOBOK
yCTaHaBNMBAOT 3KCNEPUMEHTASIbHEIM NyTEM.

Mocne paspelatoLleit MHbekUMn HabnoaeHue 3aXXMBOTHLIMU BeAyT B NpoaosikeHne 30 MuH. Yalle Bce-
ro LWOK NpoABsieTcs B TEYEHUE HECKOMBbKUX MUHYT, Er0 TSXKECTb OLIeHUBALIOT MO CriedytoLUel wKane:

A/+/ — pegkoe no4vecbiBaHWE fanamMu MopAbl, B3bepoluMBaHUe LEpPCTU, NMOHWKEHUE TemnepaTyphbl
6oneevyemHa 1°C;

B/++/ — yacToe noyecbiBaHWE flanamMu Mopabl, BO3MOXHO NepUoandeckoe YnxaHue, NoHWKeHWe Temne-
paTtypbl;

B/+++/ — cnacTudeckuii Kalnesbld CUHAPOM, BO3MOXHOE NaeHue Ha 6ok, MmoyeuncnyckaHue, aedeka-
uuna;

[/++++/ — KOHBYNbCUBHLIE CYAOPOrU, Ppe3koe HapylleHue AbixaHus, rM6enb XXUBOTHOIO B Te4eHue nep-
BbIX 5—7 MUH;

[l — peakuus oTcyTCTBYET.

MHpekc cungpoma B rpynne U seiamcnsioT no chopmyne Beurna (1960)

I/|=A~1+5-2+B-3+F~4 (1)
A+B+B+I+[

rae A, b, B, I, [ — 41Cno >XMBOTHLIX C JAaHHOW BbIPaXX€HHOCTbIO CUHAPOMA;
1,2, 3, 4 — uupoBasn uHaUKaLUSA, KOTopas BBOAUTCS A1 UCUUCNEHUS TSXXECTU peakLMuy No rpynne B
Lerniom.

MN3yyaemble nekapcTBEHHbIE cpeAcTBa (3a UCKITIOYEHUEM reTepONIOrMUYHBLIX ChIBOPOTOK) HE AOMKHbI
BbI3BATb PA3BUTUS CMEPTESILHOIO LLOKA.

BbipaxxeHHOCTb aHadhunakcum nocrne BHYTPUBEHHOTO UMW BHYTPUCEPAEYHOTO BBEAEHUS paspeLlatowen
[03bl Npenapara JoJPKHa COOTHOCUTLCA € pe3ynbTaTaMu, 3ahukCMpoBaHHbLIMK B rpynne MOPCKUX CBUHOK, Noa-
rOTOBSMEHHbIX K LLIOKY, Yalle BCero ceHcubunusaumein HopmanbHON reTeponorMyHoi ChIBOPOTKOMN (MOMOXu-
TenbHbIA KOHTponb). 100 %-Hasa rmbenb XWBOTHLIX B AaHHOW rpynne obbluHO HacTynaeT B pesynbTaTe
npeasapuUTenbHOro NoaKoXHoro seeaeHusA 0,1 cm3 nolaguHoN CLIBOPOTKK, 3a IBe-TPU HeleNu [10 paspeLuaro-
wei aossl 0,1—0,5 cm3. Ecnu chiBopoTKa NounusnuposaHa, Ans ceHcubunusauum npumeHsioT 2,5—3,0 mr
Ha 100 r Mmacchl Tena XXMBOTHOTO (pa3pewatowas aosa 14—16 mr Ha 100 r macchl). B Tex cnyyasx, koraa npu
NPOU3BOACTBE NIEKAapPCTBEHHOro cpecTBa NPUMEHSIIOT reTeponorMiHbIA 6enok, ero UCNonb3yT Npu NocTa-
HOBKE NMOJSIOXKUTESTbHOrO KOHTPONS.
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OpHoBpeMeHHO paspeluatoLLyto 403y UCTBITYEMOro NeKapCTBEHHOMO CPeACTBa BBOAAT KUBOTHBIM, KOTO-
PbIM BMECTO CEHCUBUNU3UPYIOLLMX MHBEKLMWI NpenapaTa 6bln BBeAeH COOTBETCTBYOWMA 06beM 0,9 %-Horo
N30TOHNYECKOro PacTBopa HaTPUs Xrnopuaa (oTpuuaTensHbI KOHTPOb).

12 OnpepeneHne NUPOreHHOCTU

MpoBepka Ha NMPOreHHOCTb NpedHasHavyeHa A orpaHUYeHNs pyucka BOSHUKHOBEHNS NIUXOPadovHOro
COCTOSIHUSA (NOBLILLEHWsI TeMnepaTypbl Tena) nocrne BBeAeHUA NeKapCTBEHHOIo cpeacTBa.

UcnbiTaHuio noanexat UHbEKLUOHHBbIE NekapCTBEHHbIe cpeacTBa, npegHasHavYeHHble A BHYTPUBEH-
HOro, BHYTPUMBbILLEYHOrO, NOAKOXHOIO BBeAeHWS U BBeAeHUs1 B nonoctu. Mpu nposBegeHWM uccrnegosaHuin
pekoMeHayeTcs onpeaenTe MakcumarnbHyHo A03Y, He Bbi3biBatoLyo NporeHHoro addekra.

OnpegeneHne NMPOreHHOCTM MPOBOAST Ha 300POBbIX KPonMkax oboero nosa, He anbbuHocax, Maccown
2,0—3,5 kr, cogepxallmxcs Ha NOSIHOLEHHOM paunoHe. Kaxabl KpOSiMK A0SMKEH coaepXaTbCsl B OTAESIbHON
KneTKe B MOMeLLIeHWUIN C NOCTOSIHHON TemnepaTypoii. KonebaHus TemnepaTypbl He MOryT npeBblwath 3 °C. Mpur
ybopke KNeTok 1 B3BeLUMBaHUN XUBOTHBIX UX 0beperatoT oT Bo3byxaeHus (3berath LyMa 1 peskux ABuxe-
HUI). B TeyeHve Hedenu, NpeaLwwecTBYIOLWEN ONbITY, KPOMUKMA He AOMXKHbI TepATb B Macce. BaselwmBaHue nx
NPOBOAAT A0 AaYuM KOPMa He MeHee Tpex pas, Yepes AeHb. XKNUBOTHbIe, TepsatoLue B Macce, K OnbiTy Henpuroa-
Hbl. B TeueHue Tpex cyTok nepen UCMbITaHNEM Y KaXXAOro MoAoNbITHOrO KPOnuKa U3MepsiloT TemnepaTypy.
NamepeHunsa NpoBoasT exxeaHEeBHO YyTPOM, 0 Aa4M KopMa Mpy NOMOLLY MeAULMHCKOrO PTYTHOMO UMK aMNeKTpo-
TepMoMeTpa, NO3BOMALEro onpeaenuTb TeMnepaTypy ¢ TO4HoCTbio 0 0,1 °C. latTunk TepMoMeTpa BBOAAT B
NPSAMYIO KULLKY Ha riy6uHy 7—9 cM (B 3aBUCMMOCTM OT MaccChl KpofivKa) 3a BHYTPEHHWI COUHKTEP Ha BpeMs,
HeobxoauMmoe A AOCTWXKEHNst MakcuMarnbHo TemnepaTtypbl. McxogHasa TemnepaTtypa nogonbITHBIX KPpomu-
koB fofkHa 6bITh B Npeaenax 38,5 °C — 39,5 °C. XXueoTHble ¢ 6onee Bbicokoi Unu 6onee HU3KOW Temnepary-
poi Ans onelTa HenpurogHel. KpoMe Toro, KponmkoB, BnepBble UCNOSb3yeMbIX ANst UCTIbITaHUA NeKapCTBEHHBIX
CpeacTB, NPOBEPAOT Ha PeakTUBHOCTL NyTeM BHYTpUBEHHOro BeeaeHua 10 cm3/kr 0,9 %-HOro CTepuribHOro
HenMporeHHOro pacTBopa HaTpus xnopuga, CooTBeTCTBYoLWero TpebosaHnam ®apmakoneu, AeACTBYIOLEN
Ha TeppuTOpUM rocyaapcTBa, NpUHaBLLUEro cTaHaapT. B cnyvyae nameHeHns Temnepatypbl y Kponukos bonee
yeMm Ha £0,4 °C XUBOTHbIE CYATAIOTCHA HENPUroAHBIMU A1 OMNbITa.

He no3gHee yem 3a 18 4 4o onbiTa KPONUKOB NEPEBOANAT B MOMELLEHUE, B KOTOPOM OCYLLECTBSIOT UCTIbI-
TaHue Ha NMporeHHoCTb. OHO AOIMKHO MPOBOANTLCS B OTAENbHON KOMHATE ¢ MOCTOAHHOW TeMnepaTypoin, He
oTnuYaloLenca T TeMnepaTypbl NOMELLEHNS, B KOTOPOM KPOSIMKU MOCTOSIHHO codepKanuck Ao oneiTa, 6onee
YyeM Ha £2 °C, 1 ¢ konebaHUsAMU BO BPEMS UCTbITaHNS, He NpeBbilwarowmumn 2 °C, U30IMPOBaHHOM OT WyMa, B
CrokoinHo 06cTaHoBKe . BeuepoM HakaHyHe onbiTa y KMBOTHBIX yGUpatoT ocTaTok kopMa. o MBO BpeMs onbiTa
JKMBOTHbIE KOPM He nonyYatoT (Boay AatoT 6e3 orpaHudeHns).

Boaa a4ns UHbeKLUiA Unn gpyrue npUMeHsieMble pacTBOPUTENN, a Takke WNPULb U UMbl SOSMKHBI ObiTh
CTEPUMbHBEIMW U HEeNMporeHHbIMU. NcnbiTyeMble nekapcTBeHHble CpeacTBa AOMKHbI BblTb CTEPUbHBIMU. UX
BBOAAT KposiMkaM B YLUHYIO BeHy. [pyrve nyTn BBeOeHUs YKa3biBAOT B YACTHON CTaTbe Ha NekapCcTBeHHoe
cpeacTso. [Ins Kaxaoro Kponvka 6epyT oTAenbHyo Uriy. PacTBopbl MCNBITYEMbIX JlekapCTBEHHbIX CPeACTB,
nogorpetble Ao 37 °C (MpW OTCYTCTBUW APYrUX YKa3aHWii B YaCTHBIX CTaTbsX), BBOAAT B KOMIMYECTBaX 1 pacTso-
puTensx, npegyCMoTPeHHbIX COOTBETCTBYIOLNUMM YACTHEIMU CTaTbSMN.

[ns ncnbiTaHWs Ha MUPOreHHOCTb BOAbI ANA MHBEKLMIA NpeBapuTelbHO U3 Hee roTOBAT M30TOHNYECKUIA
0,9 %-HbliA pacTBOp HaTpUsi xnopuaa. HaTtpus xnopua AomkeH 6biTb CTEPUNbHBIM U HEMUPOTeHHbIM, YTo 0b6ec-
neynBaeTcs BO3yLUHBIM METOAOM ero ctepunusauum npyu temnepatype 180 °C unm 200 °C B TedeHune oT 30 o
60 MVH, B 3aBUCMMOCTIN OT Macchl o6pasauia. Lnpuubl, urnbl u HeoGXoAMMYo CTEKNAHHYI0 Mocyay CTEPUNBYIOT
aTuM xe meTodom npu Temnepatype 180 °C B TeueHune 60 mMuH. KonnuecTso BBOONUMOrO U3OTOHUYECKOrO
0,9 %-Horo pacTeopa HaTpusa xnopuaa coctaenseT 10 cm3 Ha 1 kT Macchl Kponuka. Bce konuyecTeo pacTsopa,
npeaBapuTenbHO HarpeToro 4o Temnepatypel 37 °C, BBOAAT B TeUeHue 2 MUH.

McnbiTyemblli pacTBOp MPOBEPSOT Ha Tpex Kponukax. Mpynna AormkHa COCTOATh U3 KUBOTHBIX, OMU3KNX
no macce (oTnuyatownxcsi He 6onee yem Ha 0,5 kr). Mepen BBeAeHWEM pacTBOpPa Y KPOMUKa ABaXAbl, C UHTep-
BanoMm 30 MUH, M3MepAloT TemnepaTypy. Pasznuuusa B nokasaTensx TeMnepaTtypbl He AOSKHbI NpeBbIaTth
0,2 °C. Ecnu paznnuus B TemnepaType npesbiwaeT 0,2 °C, Kponuk Ans UCnbITaHUA He UcnornbayeTcs. Pesyrnb-
TaT NnocneaHero N3MepeHust MPUHUMaLoT 3a UCXOAHYI0 TemnepaTypy. PacTBop BBOAAT He NosgHee Yem yepes
15—30 M1H nocne nocrnegHero U3MepeHus TemnepaTypbl.

Mocneaytolee U3mepeHUe TeMnepaTypbl Npy BHYTPUBEHHOM BBEAEHUM UCTIBITYEMOr0o pacTBopa NpoBo-
OAT TPY pasa, ¢ NpoMeXxyTkamu B oauH Yac. MNpu apyrux cnocobax BBeAeHUs — MATb pas, C NPOMeEXYTKaMu B
OQMVH Yac, ecriv B YacTHOW cTaTbe HeT APYr1X yKaszaHni.

Boay Anst nHbekuuin N pacTBoOp NeKapCTBEHHOro CpeacTBa CUATAKOT HEMUPOreHHbIMU, ecnn cyMMa
NOBbILLEHW TeMnepaTypbl y KPONUKOB MeHbLUe nnn pasHa 1,4 °C. Ecnu aTa cymma nipessilaeT 2,2 °C, To Boay
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ANs UHBEKLWIA NN pacTBOpP NeKkapCTBEHHOro CpeAcTBa CHUTAKOT NMPoreHHeIMU. B cnyyasx, korga cyMma noBbi-
LIEeHWA TeMMepaTypbl ¥ TPeX KPOnuKoB HaxoauTca B npeaenax ot 1,5 °C go 2,2 °C, ucnbiTaHue NOBTOPSIOT
OOMNOMHUTENBHO Ha MATUM Kponukax. B aTom cnydvae Bogy ANA WUHBLEKUMA UMW PacTBOP JIEKAPCTBEHHOTO
cpeacTBa CUATAOT HENNPOreHHBIMK, ECNU CyMMa NOBbILLEHNA TeMNepaTypbl y BCeX BOCbMMU KPOINUKOB He npe-
BbiwaeT 3,7 °C. Ecnuxe aTa cymma pasHa 3,8 °C nnu 6onbLue, Bogy Ana UHbEKUWIA UM pacTBOP NeKkapcTBeH-
HOro cpedcTBa CHUTAOT MUPOTEeHHBIMMU.

B yacTHoW chapmakoneinHoi cTaTbe MOryT ObiTh YKasaHbl Apyrie npeaenbl OTKNOHEHUS TeMnepaTypbl.

EcnusyacTHON cTaTbe Ha NekapcTBEHHOE CPeACTBO HET APYruX yKasaHUA, cnyvan NOHWKEHWUs TeMmnepa-
TYPbI Y KPONUKOB NPUHUMALOT 32 HOfMb.

Kponuku, 6biBLUMe B OMbITe, MOTYT BbITb NCMONL30BaHLI ANA onpeaeneHnsl NMPOreHHOCTU NOBTOPHO, HO
He paHee YeM Yepes TPoe CYTOK, eCN BBeAEHHbIA UM A0 3TOro pacTBOp NekapcTBEHHOro cpeacTBa Uiv Boga
ANs MHBbEKLMIA Bblnn HennporeHHbIMWU. Ecnin ke BBeASHHbIN pacTBOP NekapcTBEHHOro cpeaAcTBa MW Boaa Ans
NHBEKLMIA OKasanncb MMPOreHHbIMU, KPOSTUKA MOTYT BbITb MCNOMb30BaHbI AN AaNbHENLWNX ONbITOB Yepes ABe
Hegenu. Mpu NoBbILLEHNM TEMNEPATYPLI Y KPONUKOB B N0A06HBIX cnyyasaxHa 1,2 °C ubonee oHMUcnonb3yloTca
yepes Tpu Hegenu. Ecnu nccnegyemele Bellectsa ob6nagatoT aHTUreHHbLIMU CBOMCTBaMU, TO OAHUX U TEX XKe
KPOSIMKOB Herlb3s UCNob30oBaTh AMA UCMbITaHWA NOBTOPHO (€CNWM HET cneuuanbHblX yKasaHuil B 4acTHOMN
cTaTbe).

Ons ncnbiTaHus nekapcTBEHHbIX CPeACTB, BBeAeHWe KOTOpbIX TpebyeT npeaBaputenbHON NOAroTOBKK
1K cneumanbHbIX YCNoBUA BBeAeHUs, creyeT pyKOBOACTBOBATLCA AOMNONMHUTENbHBIMU YKa3aHUAMU, Npuse-
AEHHbIMW B HOPMaTUBHOW JOKYMEHTaUn Ha KOHKpe THOe neKkapcTBeHHOoe CpeAcTRO.

13 OnpeaeneHue 6aKkTepuanbHbIX 3HAOTOKCUHOB

BakTepuanbHble 9HAOTOKCUMHBI ONPeaensitoT B MHbEKUMOHHBIX NeKapCTBEHHBIX CpeacTBax, NpeaHasHa-
YeHHbIX Ana napeHTepanbHOro U UHTpaTeKanbHOro NPUMEHEHUs], U B cyBCTaHLUAX, MCNOMb3yeMbIX ANS UX
nsrotosneHus. Metoq AaeT BO3MOXHOCTb MPOBOAUTL MOCTaAUAHBIA KOHTPOSb codepXXaHua d3HAOTOKCUHOB B
npoLiecce Npou3BOACTBa UHBEKLMOHHbLIX NIEKapCTBEHHbIX CPeACTB.

CopaepxaHue 6akTepuarnbHbIX 3HAOTOKCUHOB BbipaxaeTcsl B eAMHULax aHgoTokenHa (EQ) mexxayHapoa-
HOro cTaHAapTa 3HAOTOKCUHA.

Onpegenenune coagepxaHua BakTepuanbHbIX 3HAOTOKCUHOB NPOBOAAT C UCMOMNb3OBaHUEM peakTUBa,
npeacTtasnstowero cobo nusat knetok kposu (amebounToB) MeuexBocTa Limulus polyphemus
(NAN-peaktus) unun Tachypleus tridentatus (TAN-peakTus). B ocHoBe MeToAa NexuT cnocobHocTb ameboLuu-
TOB MeYexBocTa cneunduyeck pearuposatb ¢ 3HAOTOKCUHAMU rpaMoTpuLaTenbHelX 6akTepui (nunononu-
caxapugamu, IMNC).

B pesynbTtaTe peakuun ¢ 3HAOTOKCUHOM MPOUCXOAUT NOMYTHEHUE NPO3PaYHON PeakUMOHHOW CMecu n
yBeMYeHNe ee BA3KOCTU BNNOTb A0 HOPMUPOBaHUSA NNOTHOMO rens, o6pasoBaHne KOTOPOro CRYXUT MHAUKa-
TOPOM HanM41A B Npobe 6akTepuanbHbIX 3HAOTOKCUHOB.

MpoBoauMEIN Takum 0Bpa3om aHanus HasbiBaeTcs reflb-TpoMb6 TecT. ATOT aHanM3 NO3BOSAET KOMK-
YeCcTBEHHO onpeaenuTb cogepkaHne GakTepuanbHbIX SHAOTOKCUHOB B WCNbITYEMOM npenapaTte (Konu-
YECTBEHHbIN aHann3) NN OLEHUTb, COOTBETCTBYET NN coAep)KaHne SHAOTOKCUHOB NpeaenbHOMY 3HaYeHUIo,
yCTaHOBNEHHOMY A1sl UCNbITYyeMoro npenapata (ka4ecTBeHHbIN aHanms).

KauyecTBeHHbI1 aHann3 ABAAETCA OCHOBHBLIM METOAOM NPOBEAEHUs aHanu3sa no nokasatento «baktepu-
anbHble 3HAOTOKCUHDBI», 3TOT XXe aHanNu3 ABNAeTCA apoUTPaKHbIM.

Bo3smOXHO nNpoBeaeHue onpeaeneHua coaepxaHua GakrepuasnbHbIX 3HAOTOKCUHOB UHBIMKU MeToAaMn
nnu moanUKaLMaMn NpU YCIOBUK, UTO pe3ynbTaThkl He NPOTUBOPeYaT pesyfbTataM OCHOBHOrO MeToaa.

MeTopa onpeaeneHns 6akTepnanbHbIX 3HAOTOKCUHOB ¢ Nomolubio JTAJT-peakTuBa saBRsieTCA anbTepHa-
TUBHBIM, HAPSAAY C HAM MOTYT GbITb UCNONb30BaHbLI U Apyriue MeToabl (onpeAeneHne NUPOreHHOCTU Ha Kpo-
nukax).

13.1 MoaroroBKa K UCNBITAHUIO

13.1.1 MNMoparoToBka nocyAabl

CTeknsHHas 1 NnactTukosas nocyaa, ucnonessyemas B IIAJl-TecTe, He AormkHa cogepxaTb bakrepuans-
Hble 3HAOTOKCUHDI B KOSIMYECTBaX, onpeaensemblX B TECTE, U He IOSPKHA OKasbiBaThb BIINSAHUSA Ha X0, peakLmu.
Mocyaa moxet 6bITb AenuporeHnsnposaHa npu Temnepatype 250 °C He MeHee 30 MUH.

13.1.2 CtaHpapTbl 9HAOTOKCUHA

CopaepxaHue 6akTepuanbHbiX 3HAOTOKCUHOB BblpaXaeTcs B eAnHULax aHaoTokenHa (EC) mexxayHapoa-
Horo ctaHaapTa aHaoTokcuHa. Mpu NpoBegeHUN aHanusa UCMONb3YIOT KOHTPOSbHBIN CTaHAAPT 3HAOTOKCUHA
(KC3), aKTMBHOCTbL KOTOPOTO YCTaHOBMNEHa MO MeXAYHAPOAHOMY CTaHAAPTY 3HAOTOKCUHA.
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KoHTpOnbHbIA CTaHAapT 3HAOTOKCUMHA NpegHasHayeH Ans NpoBeAeHUsl aHanu3a ¢ AaHHOW napTuen
NAN-peaktuea (TAlN-peaktusa). KoHTponbHbIN cTaHAapT aHAoTokcuHa U JTAT-peakTus unu TAJl-peakTus gon-
XXHbl ObITb 3aperncTpUPOBaHbl YNONHOMOYEHHbBIM opraHoM. PacTBopeHue u xpaHeHue KCO ocywectenstoT
COrNacHoO UHCTPYKLUMK hUpMbI-NpoussoanTens.

13.1.2.1 NAN-peakTuB

UcnonbaytoT NAST-peakTnB, NnpeaHasHaveHHbIR Ans NpoBeaeHns chapMakonenHoro aHannsa ¢ NoMoLL b
renb-Tpomb6 Tecta. B cnyyae nposeaeHua aHanusa MeTogqoM, OTIIMYHBIM OT OCHOBHOMO, HE06X0AMMO UCMOMb-
30BaTb peakTuB, NpeaHasHaYeHHbIN ANa gaHHOro Metoaa.

UyBCTBUTENLHOCTL peakTuBa (M) BbipaxaeTca B eAuHMLax aHaoTokcuHa [EQ/cm3 (EC/Mn)] u cooTeeT-
CTBYET MMHUManbHOWN KOHLEHTPaL M1 MeXayHapoAHOro cTaHAaapTa SHAOTOKCUHA, KOTOpast Bbl3biBaeT 06paso-
BaHWe MMOTHOMO rens nNpu peakuuM ¢ paHHbIM  peakTusoM. JIAJl-peaktuB npeactaensaeT coboi
nuocdunusnMpoBaHHbIn npenapat. PacteBopeHne n xpaHeHue J1AJl-peaktmBa ocCyLLEeCTBRAOT COMMAcHO
WHCTPYKLUN (hUpMbI-NponsBoauTensi.

13.1.2.2 BopgaanaJlAll-tecta

Bopaa gns JIAI-Tecta gomkHa cooTBeTCTBOBATL TPeboBaHUAM, NPeAbsBASEMbIM K BOAe ANA UHbeKUUNA,
1 1Py 3TOM He AoJKHa copepXaTb bakTepuasnbHble 3HAOTOKCUHBI B KONUMYECTBAX, ONpeaenaemMblX B TecTe.

13.1.3 MakcumanbHO AonycTMMOe pa3BefeHUe UCTbITYEMOro NIeKapCTBEHHOIo cpeacTBa

MakcunmaneHo gonyctumoe passegeHue (MAP) — aT1o Hanbonbliee pa3segeHne UCNbITYEMOro nekap-
CTBEHHOrO CpefcCcTBa, B KOTOPOM BO3MOXHO ofnpefAernieHne KOHUEHTpaLuMn 3HOOTOKCMHA, COOTBETCTRYIOLWEN
3HavyeHuo npegencHoro cofdepxkaHus 6akTepuanbHbIX 3HAOTOKCUHOB, YCTAHOBIIEHHOMY ANA AaHHOro
neKapCcTBEHHOro CpeacTBa

MOP = XTC @

rae X — npepenbHoe cofepxaHue 6akTepuanbHbIX 3HOOTOKCUHOB: JOMYCTUMOE cofepXaHue GakTepuans-
HbIX 3HAOTOKCUHOB B UCMbITYEMOM f1eKapCTBEHHOM cpeacTBe, ykazaHHOe B HOPMaTUBHOM AOKYMEHTE
Ha KOHKPETHOE NekapcTBEHHOE CPEACTBO;
C — KOHLEeHTpaLmsa UCTILITYEMOro pacTBOpa: KOHLEHTpaLMs NliekapcTBEHHOro cpeAcTBa Ui AeUCTBYIOLLe-
ro BeLecTBa, Ans KOTOPOro ykasaHo npegenbHoe coaepxaHne baktepuanbHbIX SHA0TOKCUHOB;
)\ — dyBcTBUTENbHOCTL JIAM-peakTuBa, EQ/cm3,
MpeaenbHoe coaepxaHune 6akTepuanbHbIX SHOOTOKCUHOB X paccyuThbIBatoT no hopMyne

X= ﬁ, 3)
M
rae K — noporoBas nMporeHHas gosa, pasHas 5 EQ/kr B yac, Ans UCMbITYeMOro nekapcTBEHHOTO CpeAcTBa,
€CNn OHO BBOAUTCS XMBOTHOMY NOBEIM MapeHTepanbHbIM NyTeM, KpoOMe MHTpaTekanbHoro. Mpu
WHTpaTeKansHOM NyTW BBeAEHWs fleKapcTBeHHoro cpeacTea K coctasnset 0,2 EQ/kr;
M — makcnmanbHas TepaneBTMYeckas 403a UCMBITYEMOro NekapCTBEHHOMO CpeacTBa, BRoaumMasi B Tede-
HWe ogdHoro Yaca (Mr; cm3; E[] Ha 1 kr macckl Tena).
Ansa pagnodapmaLeBTUYECKUX NeKapCTBEHHBIX CPeacTB, BBOAMMbLIX NapeHTeparnbHo, npeaensHoe
coaepxaHue BakTepuanbHbIX 3HAOTOKCUMHOB X, paccHATLIBAIOT Mo chopmyne

Xy=175V, @

roe V — makcMMarbHO pekoMeHAoBaHHast fosa, cms,
ana panmo&bapmauesmqecmx NleKapCTBEeHHbIX CpeacTs, BBOAUMbBIX UHTpaTeKalbHO, npeaeribHoe
coaepxaHue 63KTepI/IaJ'IbeIX 3HAOTOKCUMHOB XZ paccyuTbIiBaAOT NO cbopmyne

X, = 14V. ®)

Ons cybcTaHuni paccumTbiBaloT NpegenbHoe coaepxaHue 6aktepuanbHbIX 3HAOTOKCUHOB, UCNONb3Ys
BeNMUMHY M, BEIBpaHHY0 ANsA NiekapcTBeHHOW (GopMbl.

13.1.4 TMoparotoBka ucnbityemoro o6pasuya

Kaxxgbih 0ToOpaHHbI 06pasel, UCnbITbIBAOT 0TAENBbHO.

[na pacTBopeHus 1 (MN1) pasBedeHUs UCMbITYEMOro NeKapCTBEHHOTO CPEACTBa UCNONb3YIOT Boay ANns
NAn-tecta, ecnn He ykazaHO MHOrO B HOPMaTUBHOM JOKYMEHTE Ha KOHKpeTHOe JiekapCTBEHHOE CpeAcTBO.
WcnbiTyemblin pacTBop AosfekeH umeTb pH B npegenax, ykasaHHbix npoussoautenem JAlN-peakTusa, 06bIMHO
6,0—38,0. B cnyyae HeobxoaumocTu pH gosoaaT pacteBopamun KACAOTbI, OCHOBaHMSA Unn 6ydepHbIM pacTBo-
poM. Mcnonb3yemble pacTBOpbI He AOSDKHbI codepXaTb 6akTepuanbHbIX 3HA0TOKCUHOB B KONMYECTBaXx, onpe-
AensieMbIX B TeCcTe, U He A0IDKHbI OKa3biBaThb BIUSIHAA Ha X0 peakuun.
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13.2 MNpoBeaeHue aHanusa

B kpyrnogoHHble npobupku anametpom 10 MM BHOCAT paBHble 06beMbl JTAJT-peakTuBa 1 UCMLITYEMOro
pactBopa (no 0,1 cm3). PeakuMOHHbIE CMecH akkypaTHO NepemelLnBatoT U MHKYGUpYIOT npu TeMnepaTtype
(37 £1) °C B TeyeHme (60 = 2) MuH. Bo Bpems nHKyGUpoBaHusa cnedyeT usberats Bubpavmm n yaapos. Mo ucte-
YeHWU YKa3aHHOoro Cpoka B13yarnbHO PErUCTPUPYIOT pe3yrbTaThl Kak MOoNoXKUTE bHbIE, Tak U oTpULaTeNbHbIe.
MonoxuTensHas peakums (+) xapakrtepusyetcs 06pazoBaHNeM NOTHOrO refs, KOTOPLIN He paspyLUaeTcsi Npu
aKkKypaTHOM OHOKpaTHOM nepeBopadnsaHum npobupkn Ha 180°. OTpuLaTensHas peakuus (=) Xapaktepusy-
eTCs OTCYTCTBUEM TaKoro ress.

13.2.1 MpeaBapuTenbHbie aHaNU3bl

[ns nogTBepXaeHUs1 AOCTOBEPHOCTM U TOYHOCTU pe3yribTaToB onpedeneHus 6akrepuarnbHbIX SHOOTOK-
CWHOB, NPoBOAUMBIX C nomowblo JIAIT-peakTuBa, HeobxoaMMo NOATBEPAUTE YYBCTBUTENBHOCTL peakTuBa,
yKasaHHylo Ha 3TUKeTKe, a Takke ybeauTbesl B TOM, YTO UCTILITYEMOE NeKapCTBEHHOE CPeCTBO He COAePXNT
hakTopOoB, MeLLaLL X MPOBEAEHUIO peaKkuuin.

13.2.1.1 MopTBepxaeHve 3asBneHHoR YyBcTBMTENLHOCTY JIAJT-peakTnBsa

AHanua npoBoasAT Ansi kaXkaon HOBOW cepun ncnonbayemoro JTAl-peakTuBa, a Takke Npu N3MeHeHUn
YCINOBUI 3KCNEPUMEHTA, UCNOSIb3YEMbIX MaTepManoB U peakTUBOB, CNIOCOBHBIX MOBMNUATL Ha pe3ynbTaT TecTa.

13.3 lNpoBepeHue aHanusa
[nsa npoBeaeHns aHanuaa rotoBaAT pacteopbl C 1 D no cxeme, npuBedeHHoW B Tabnvue 1.

Tabnwuya 1— Cxema akcnepumeHTa «lloareepxaeHue 3asiBneHHon YyBcTBUTENbHOCTY JIAJl-peakTneay

KoHevHas koHueHTpauua
o dakrop Konuvectso
PacTtBOp WcexonHeiv pacteop Pacteoputens KC3 B ncnbityemom o
passefeHus NOBTOPHOCTEN
pacrtBope
C Pacteop KC3 BBOZE | Boga ansa J1All-Tec- 1 2A 4
ans JIAll-tecta koH- | Ta 2 1 4
LeHTpaumeii 2 & 4 0,52 4
8 0,25 4
D Bopa ans NNAJl-Tecta — — — 2

PactBopbl C — cepusi passegeHuin KCO B Boge ana lNAll-Tecta (nposBepka 4yBCTBUTESLHOCTU
NAnN-peaktusa).

PacteBop D — Boga gnsa J1AJl-Tecta (oTpuuatenbHbIil KOHTPOSb).

OnbIT NpoBOAAT, Kak onucaHo B 13.2.

13.4 O6pabGoTka pe3ynbTaToB
AHanus cuutaloT 4OCTOBEPHBIM, €CNU AN pacTeopa D (oTpuuaTenbHbld KOHTPOSb) BO BCEX MOBTOPHOC-
TSIX MOMyYeHbl oTpULaTenbHbIe pe3ynbTaThl; ANA pacTeopa C KoHueHTpaunen 0,25 A nonydeHsl oTpuuaTens-
Hble pe3ynbTaThbl.
KoHeuHol TOUKOi peakuuy AnA Kaxaon U3 noBTopHoCcTer pacTsopoB C ABNAETCA MOMNOXKXUTENbHBIN
pes3ynbTar, NoNy4YeHHbIW 418 pacTBopa ¢ HauMeHbLUeln KoHueHTpauuein KC3.
CpenHereoMeTpuyeckoe 3HayeHue vyscTeuTensHocTU NAT-peaktuea Cy s B KOHEYHOMN TOUKE peakumun
paccyuThIBaloT no hopmyne
2o ()

Ckco = antilog <

rae CKCS — KOHUEHTpaLWUsa KOHTPOJIbHOro CTaHgapTa 9HAOTOKCUHA;

Ze — cymma norapucmoB koHUeHTpauuii KC3 B KOHeYHOM ToUKe peakunm B KO0 U3 NOBTOPHOCTEN;
f — 4ncno NOBTOPHOCTEN.
3aaBneHHas vyBcTBUTENbHOCTL JIAJl-peakTuBa cuMTaeTcsa NoATBEPXAEHHON N UCTIONb3yeTCA B Aanb-
HeMLLIMX pacdeTax B TOM Cllyyae, ecriv NoslydeHHOe B aKCNepuMeHTe 3Ha4YeHue YyscTeuTensHocTu NNAI-peak-
mBaot0,5002,0\

13.5 Mewarowmue cpakropbl

WcnbiTyemoe nekapcTBeHHOE CPeACcTBO MOXET codepXKaTb MeLuatoLme hakTopbl, yeunmsatowme u (unn)
nHMGUpyowme peakumio NAJT-peaktusa c 6akTepuanbHBIMUM AHAOTOKCUHAMU. OBHaPYXXUTb 3TU ABNEHUA MOX-
HO, cpaBHWB cnocobHocTb ucnonb3yemoro JIAIl-peaktuBa pearupoBaTb ¢ pacTsopom KCO B Boge ans
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NAJN-TecTa 1 B pacTBOpe UCMbITYEMOro NekapCTBEHHOro CPeACTBa B CTaHAaPTHBIX YCIOBUSX NPOBEAEHUS 3KC-
nepuMeHTa.

WcnbiTaHuio MoxeT 6biTb MOABEPrHYTO NekapcTBeHHOe CPeACTBO B M0GOM pasBeaeHUN, He NpeBLILLato-
wem sHaveHnss MOP. Mcnonbsyemble B AaHHOM aHanmae npobbl UCNbITYEMOro NiekapCTBEHHOTO cpeacTsa (U1
ero pasBefleH’s) He JOMKHbI cogepxaTb 6akTepuanbHbIX 3HOOTOKCUHOB B onpeaensieMbiX B TecTe Konmyec-
TBax.

13.5.1 MpoBeaeHUe aHanu3a

[nsa nposefeHns aHannsa roToBAT pacTBopbl A — D no cxeme, NpnBefeHHoN B Tabnuue 2.

Tabnwuuya 2— Cxema akcnepumeHTta «Mewatowue akropbi»

KoHeuHas koHueHTpaums

. ®dakTop Konuyecteo
Pacteop cxopHein pacteop Pacteoputens 3HOOTOKCUHA B .
passeaeHust NOBTOpPHOCTEN
UCMNbITYeMOM pacTBope
A McneiTyemoe nekapcteeH- — — — 4
HOe CpeacTBo
B Wcneityemoe nekapcteeH- | Mcnbityemoe nekap- 1 2 4
HOe CpeACTBO, COAEPXa- | CTBEHHOE CPEACTBO 2 1 4
wee KCI B KOHUEHTpaUWK 4 0,5 4
2% 8 0,25 A 4
C PactBop KC3 B Boge 4nst | Bopa ans NAJ-Tecta 1 2 2
JIAIl-Tecta KOHUEHTpaum- 2 1% 2
en 2 4 0,5 2
8 0,25\ 2
D Bopa ana NAN-Tecta — — — 2

OnbIT npooasT no 13.2.

13.5.2 Pe3ynbTaTbl U UHTEpNpeTaUun

PesynbTaThl 3KCNeprMMeHTa cHMTaroTCst AJOCTOBEPHBLIMM, ecnn AN pacTBopa D nonyyeHbl oTpuuaTens-
Hble pesyrbTaTbl BO BCEX MOBTOPHOCTSX; ANsi pacTBopoB C (KOHTPonb 4yBCTBUTENbHOCTU JIAJl-peakTuBa)
cpegHereomeTpuyeckoe 3HaudeHWe KOHUEeHTpauun 6aktepuanbHbIX 3HAOTOKCUHOB cocTasnsaeT ot 0,5 u go
2,0 2 ang pacTeopa A nonyyeHsl oTpULaTebHbIe pe3ynbTaTbl BO BCEX MOBTOPHOCTSX.

Mo pesynbTaTam, NonyyYeHHbIM A5 KaX40M U3 MOBTOPHOCTEN pacTBOPOB B, paccunTbIBaloT cpeaHereo-
MeTpuyeckoe 3HaveHne vyBcTBUTENbHOCTU JTAT-peakTuBa.

PacueT npoBoasAT, kak onucaHo B 13.3. Ecnu nonyyeHHoe cpegHee sHavyeHue okazanockb o1 0,5002,0 A,
NCMbITyemMoe fnekapcTBeHHOe CPpeAcTBO B BbiBpaHHOM pa3sedeHUn He COAEPXKNT MeLlaroLmx hakTopos, cro-
COBHBIX MHrMBMpoBaTb U (UnKn) yeunueats peakuuio JTAIl-peakTuBa ¢ 6akTepuansHbIMU SHAOTOKCUHAMMU, U
MoeT 6bITb NOABEPrHYTO aHanu3y Ha cogepxaHne 6akTepranbHbIX 3HOOTOKCUHOB.

Ecnun npucyTcTBre Mewwatollmx dakTopoB oBHapyKeHO AN UCMLITYEMOro NekapcTBEHHOrO cpeacTBa,
KOTOpOe NPoBepsIoch B passegeHnn, MeHbwem MAP, aHanua nosTopsitoT B 60sbLLeM pa3BeaeHUu, BNAOTb 40
passegenus, pasHoro MAP. B 6onblUnHCTBE criyyaeB AOMOMHUTENbHOE pasBeaeHUe UCMbITYEMOro fekap-
CTBEHHOro cpeAcTBa crnocobHO CHATL AecTBMe MeLlatoLwmx dbaktopos. Mcnonb3osaHue JTAT-peakTvea 60mb-
LUel YyBCTBUTENbHOCTM NO3BONSIET YBENYATL CTENEHb pa3BeaeHus!.

[JencTere melaolLmx hakTopoB MoXeT ObiTb NPeoaonNeHo COOTBETCTBRYOLWeR 06paboTko, Hanpumep
unbTpaumnen, HenTpanusaumen, AMannu3om unm TemnepaTtypHoi o6paboTkoi. BbiGpaHHbIi cnocob yaaneHus
MeLlaroLmX akTopoB He AC/TKEH U3MEHATb KOHLEeHTpauuio 6akTepnanbHbIX 3HAOTOKCUHOB B UCMLITYEMOM
nekapcTBeHHOM cpeacTtBe, noaToMy KC3 k pacTBopy UCMbITYeMOro riekapcTBeHHoro cpedcTea AobasnstoT
nepes nposedeHneM Takon o6paboTku, nocne Yero NpoBoaaT aHanus «Mewwatowne dakTopbl». Ecnv nocne
06paboTkn BbIBpaHHbIM crocobom pesynbTaTthl aHanmnsa «Melwwatowme hakTopbl» OKaXyTCs YA0BMETBOPU-
TeNbHBIMW, TO UCMbITYEMOE NIeKapCTBEHHOE CPEACTBO MOXET ObITb MOABEPrHYTO aHanNu3y Ha cogepxaHune 6ak-
TepuanbHbIX 3HOOTOKCUHOB.

Ecnu ucnblTyemoe nekapcTBeHHOe CpeAcTBO Herb3si 0cBo6OANTL OT Mellarolmx akTopos, OHO He
MoxeT ObITb UCCefoBaHo Ha NpeaMeT cofepkaHusa 6akTepunanbHbIX 3HACTOKCUHOB ¢ noMoLLbto NAT-TecTa.
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14 KavecTBeHHbIN aHanus (Meton A)

3apavei 3TOro aHanusa sisnsAeTcA NoATBEPXXAeHWe TOro, YT coaepkaHue BakTepuanbHbIX 3HAOTOKCU-
HOB B UCMEITYeMOM 06 pasLie He NPeBbILAET 3Ha4YeHUs NpeaeflbHOro cogepkaHna GakTepuarnbHbIX 3HAOTOKCU-
HOB, yKa3aHHOro B KOHKPE THOM HOPMaTUBHOM JAOKYMEHTE.

AHanmna npoBoAAT C NekapCTBEHHbBIM CPEACTBOM B OHOM pa3BeaeHuu, B KoTopoM Bbin nposeaeH aHanma
«Mewwatowne akTopbl», nnn B HonbLleM passegeHnn, HO He NpeBbIlatoLLeM 3HadeHs MIP.

14.1 MpoBepeHUe aHanu3a

[ns npoBedeHUst aHanusa roToBsT pactBopbl A — D o cxeme, nprBedeHHON B Tabnvue 3.

Tabnwuya 3 — Cxema skcnepumeHTa «KayecTBEHHbIV aHanma»

o KoHeuvHas KoHueHTpaLuus d3HAOTOKCMHA Konu4ecTtso
Pacteop Viexoprbii pacTeop (KC3) B ucnbiTyemom pactsope MOBTOPHOCTEW
A McnbiTyemoe nekapctBeHHOe CpeacTBO — 2
B MenbiTyemoe nekapcTBeHHOE CPeacTBO, CO- 2% 2
gepxawee KC3 koHueHTpaumen 2i
C Pacteop KC3 B Boge ans J1AJl-tecta koH- 2% 2
LueHTpaumnen 2i
D Boga gns NAJl-tecta — 2

PactBop A — ucnbITyemoe nekapcTBeHHOe CpedcTBO B passedeHun, B KOTOPOM OTCYTCTBYHOT MeLuato-
Wme dakTopbl, Unn B 6onbLUeM passedeHun, He npesbilwatowem MOP.

Pactsop B — ucnblTyemoe nekapcTBeHHOe CPeAcTBO B BbIGpaHHOM pa3BeaeHuu, K KoTopoMy aobas-
neH KC3. KoHeuHasi KoHLeHTpaLums 3HA0TOKCMHA B aHANU3NMpyeMoM pacTBope A0SHKHa cocTaBnsAThb 2 A (nono-
XKUTENMbHBIA KOHTPOMb UCTLITYEMOrO eKapCTBEHHOrO CPEACTBA).

Pactsop C — pacteop KC3 B Boge ans JNNAJl-Tecta ¢ KOHEYHON KOHUEHTpauuWen 2 A. (NONoXUTeNbHbIA
KOHTpOIb).

Pactsop D — Boga ans JIAl-TecTa (0TpuUaTENbHBIA KOHTPOIb).

AHanna npoBoadaT, Kak onucaHo B 13.2.

14.2 PesynbTaTbl U UHTEpNpeTaLUA

AHanus cuuTaloT 4OCTOBEPHLIM, ecnu AnA pacteopa D (oTpuuaTtenbHbIA KOHTPOMb) MNOsy4eHbl oTpuLa-
TenbHble pe3ynbTaThl B 06eMX NOBTOPHOCTAX; AN pacTeopa C (NONoXUTENbHBI KOHTPOIb) BO BCEX NOBTOP-
HOCTSIX NosyYeHbl MONoXUTENbHbIe pe3ynbTaThl; A5 pacTsopa B ( NoNoXUTENbHbIN KOHTPOSb UCMbITYEMOro
o6pasLa) B 06enx NOBTOPHOCTSAX NOSyYeHbl NONOXUTENbHBIE Pe3ynbTaThl.

Ecnu ana pactesopa A B 06enx NOBTOPHOCTSAX NOMyYeHbl OTpuLaTesibHble pe3yrnbTaThl, IeKapCTBeHHOe
CpeacTBO CUMTAIOT BblaepXKaBLUMM UCMNbITaHNS.

Ecnv ans ucneiTyeMoro nekapcTBeHHOro cpeacTsa B passeeHuu, MeHbluem MP, B 06eux noBTopHOC-
TAX NOMy4YeHbl NONoXUTENbHbIE pe3ynbTaThl, aHanus criegyeT NoBTOPUTL B pa3BeaeHun, pasHom MAP.

Ecnu ans ucneliTyemoro nekapcTBeHHOro cpeAcTsa B pazsegeHuu, pasHom MIAP, B 06erx noBTOPHOCTAX
nony4YeHbl MONOXNTENbHBIE Pe3ynbTaThl, TO NIekapCTBEHHOE CPEeACTBO HE COOTBETCTBYET TpeboBaHUsAM Hop-
MaTMBHOro AOKYMEHTa, HOPMUPYIoLLEro cogepxaHune bakTepmanbHbIX SHOOTOKCUHOB.

Ecnn nonoxuTtensHbIA pesynbTaT NonyveH B 0QHOW U3 MOBTOPHOCTEN ANst pacTBopa A, TO NpoBoAAT
NMOBTOPHbLIN aHanus. JlekapCTBEeHHOe CPeACTBO CUNTAIOT BblAEpKaBLUMM UCMBITAaHWUS, eCln B MOBTOPHOM aHa-
nuse ans obenx NoBTOPHOCTEN NonyYeHbl oTpuLlaTenbHble pesynbTaTbl.

15 KonuyecTtBeHHbIN aHanu3 (meTopn B)

3apaven aHanusa ABNAETCA onpeaeneHne coaepxanma bakTepmnanbHbIX SHOOTOKCUHOB B UCMOMb3ye-
MOM feKkapcTBEHHOM cpeacTBe. 1119 3TOro NCNosb3yoT Ceputo nocneaoBaTebHbIX pa3BeAeHUA UCMbITYEMOro
NeKapCcTBEHHOro CPpeAcTBa, HauMHas ¢ TOro passeaeHus, 4na KoToporo Bbln npoBeaeH aHanus «Meluatolme
dakTopbl», nnu 6onbLuero, Ho He npebllwatowero MAP.

15.1 MNMpoBepeHMe aHanusa
[nsi npoBeaeHUs aHanuaa rotoBaT pacTBopbl A — D no cxeme, npmBegeHHoN B Tabnuue 4.
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Tabnwuuya 4 — Cxema akcnepumeHTta « KonmMuecTBEHHbIN aHannay

KoHeuHasn
Pacteop UexogHei pacTteop PacTtBopuTens Paxrop koHUeHTpauus KC3 Ko””qecmo_
passeneHuns B UCMbITYEMOM NOBTOPHOCTEN
pacTtBope
A Mcenbityemoe nekapcteenHoe | Boaga gns N1AJl-Tec- 1 —
cpeacTeo Ta 2 — 2
4 — 2
8 2
nT. 4. go MOP — 2
B MenbiTyemoe nekapcteeHHoe | McnbiTyemoe neka- 1 2% 2
cpencTso, cogepxawee KC3 | pcTBeHHoe cpeacT-
KOHUeHTpauuen 2 BO
C Pacteop KC3 B BOge ansi | Boaa ans NAJl-Tec- 1 2% 2
JNAJl-TecTa  KOHUeHTpauuen | Ta 2 1% 2
2% 4 051 2
8 0,25 x 2
D Boaa gns NAJl-tecta — — — 2

15.2 Pe3ynbTaTbl U MHTEpNpeTaLMA

AHanus cuntatoT JOCTOBEPHBLIM, ecnu Ans pacteopa D (oTpuuaTenbHblii KOHTPOIb) NoAyYeHbl oTpuLa-
TenbHble pesynbTaThl B 06eUX NOBTOPHOCTSX; AN pacTBOpoB C (KOHTPOIb YyBCTBUTENbHOCTH JIAT-peakTuBa)
cpeaHereoMeTpudeckoe 3Ha4eHe KoHUeHTpaumnn 6akTepranbHbIX SHAOTOKCUHOB cocTaBnsieT He meHee 0,5 A
nHe 6onee 2 ); Ans pacTBopa B (MON0XUTENbHBIA KOHTPOIb UCTLITYeMoro o6pasLia) nonyyeHbl NONOXUTENb-
Hble pesynbTaThl B 06eMX NOBTOPHOCTAX; AN PACTBOPOB A KOHEUHOI TOUKON peakLun IBNSETCS NONoXuTe b-
HbI pesynbTaT, Nony4YeHHbIA AN HaubornbLUero passeAeHUst UCNbITYeMOro riekapcTBeHHOro cpeacTsa.

3HaveHWe npoussedeHns akTopa 3Toro passefeHus Ha BennmunHy YyBcTBuTenbHocTh JIAI-peakTuea
(%) paBHO KOHLIEHTpaLMN 3HAOTOKCHA B pacTBope A, NonyyYeHHOM 415 AaHHON NoBTOpHOCTU. CpeaHereoMeT-
pur4yecKoe 3Ha4yeHme KOHLLEeHTPpaL M 3HOOTOKCMHA paccUnTbIBaloT, Kak onucaHo B 13.4.

EcnnBo BCex MOBTOPHOCTAX CepUn pacTBOPOB A NofyYeHbl oTpULaTeNbHble pe3ynbTaThbl, TO KOHUEHTpa-
una bakTepuasnbHbIX 3HOOTOKCUHOB B UCMLITYEMOM feKapCTBEHHOM CpeAcTBe MeHee YyBCTBUTENbHOCTU
JTAN-peakTnBa, yMHOXEHHOW Ha HAaMMEHbLUWIA hakTop pa3BedeHuUs.

Kpome npuBeaeHHbIX METOA0B, AN onpeAeneHus cogepxaHus 6aktepuanbHbIX IHAOTOKCUHOB B UCTIbI-
TYeMOM fekapCTBEHHOM cpeACcTBe MOTyT UCToNb3oBaTbeA hoToMeTpudeckue metoasl (C, D, E n F), onucan-
Hble B EBponeiickoin chapmakonee[3].

16 Typbuanmetuyeckue metoabl (C u F)

[aHHble MeToAbl OTHOCATCA K (POTOMETPUYECKUM METOAAM U3MEPEHUS YBENUYEHUS CTENEHN MYTHOCTM.
B 3aBUCUMMOCTI OT NPUHLMNA, NOSIOKEHHOTO B OCHOBY NPOoBeAEHUA UCNIbITAHWA, yKasaHHbIe MeToAbl Knaccudu-
LMPYOT Kak TypbuanmeTpuieckunii MeToa KOHEUHOM TOYKM MMB0 TypOuaumeT puyecknin KWUHETUMECKUIA MeTop,.

16.1 TypbuaumeTpuieckuil MeToa KOHeYHON TOUKM (MeToA F) OCHOBaH Ha KONMMYeCTBEHHON 3aBUCUMOC-
TU KOHLIEHTPaLMM 3HAOTOKCUHOB OT CTENEeHU MyTHOCTU (NOrNoLweHne Unu NponyckaHue ) peakLIMOHHOM CMecu B
KOHLLe MHKYGaLIMOHHOTO nepunoaa.

16.2 TypbuaumeTpudeckuin KWHeTu4eckuin meTtog (Metoa C) OCHOBaH Ha U3MepeHnn BpeMeHu, Heobxo-
AUMOTO AN AOCTMKEHUSA NpeaBapUTenbHO onpeaeneHHon BeNUYNHBLI NOrMOLWEeHNUs!, UMK CTENEHU MYTHOCTH
peakunoHHON cmecn.

WUcnbiTaHue NpoBoasAT Npy TemnepaTtype uHKyGauuu, pekomeHaoBaHHoW npoussoautenem JIAIT-peakTu-
Ba [06bivHO (37 £1) °C].

17 XpomoreHHble meTtoabl (D n E)

[aHHble meToAabl NCNoNb3yT ANA nsMepeHna KkonundyectTea xpomocbopa, BbicBOOOAMBLLErOCS U3 COOT-
BETCTBYIOWEro XpOMOreHHoro nentuga B pesynbtarte peakumm 3HOQOTOKCUHOB C NAIl-peakTuBom. B 3aBucu-
MOCTHU OT nNpuHUKUNa, NONIOXKEeHHOro B OCHOBY UCMbITAHUA, 3TOT MeToq KJ'IaCCMCbI/ILl,I/IpyIOT KaK XpOMOIeHHbIA
MeTOo KOHEYHOW TOMKN NN XpOMOFEHHbIﬁ KMHEeTUYECKUiA MeToA.
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17.1 XpoOMOreHHbI MeTof KOHEeYHOM TOUKN (MeToa E) OCHOBaH Ha KONMMYeCTBEHHOW 3aBUCUMOCT W KOH-
LUeHTpalmM SHOOTOKCUMHOB OT KonuyecTBa Xpomodiopa, BbICBOGOAMBLUErocs K KOHUY WHKy6aLWMOHHOro
nepuoaa.

17.2 Bnpouecce UCrbITaHUA XPOMOTE€HHBIM KNHETUYECKM MeToAoM (MeToA, D) namepsitoT Bpems, Heob-
XoAnmMoe Ans JOCTUXKEHUS NpeaBapuTeribHo onpeaeneHHoN BeMUIUHbI ONTUYECKON NNOTHOCTN peakUMOHHON
CMeCU UM CKOPOCTU OKpaLLUBaHNA.

WUcneiTanne npoBogaT npu TemnepaType WHKyOMpoBaHWs, peKkoMeHAOBaHHOW nNpoussBoavTenem
NAnN-peaktuBa [06bI4HO (37 £ 1) °C].

18 lNpeaBapuTenbHble UCNbITAHUA

[nsi npoBepkn TOYHOCTN NN BanuaaLunm NCNbITaHNA Typ6|/ID,VIMeTp|/I‘~IeCKI/IM mMeToaoM nmbo XpOMOreH-
HbIM METOAO0M NPOBOAAT NpeaBapUTesibHble UCMNbITaHNA, NO3BONIAOLLNE y6enI/ITbCF| B HAOEeXHOCTU KpUtepunes
ansa CTaHﬂapTHOVI Kpl/IBOIZ N B TOM, 4YTO VICI'IbITyeMbIVI pacTBOp He ABNAeTCA MellaoLWwnm (baKTOpOM ananpose-
AeHNA NCMbITaHUA.

Banuagauua metoaukn ncnbitTaHuin Heobxoguma, ecnn B yCINnoBUA 3KCNnepuMmeHTa BHeCeHbl kakne-nnbo
N3MEHEHUA, KOTOPbIE MOTYT MNOBJINATL HA pe3yJibTaTbl UCTNbITAHUA.

18.1 lNpoBepka HageXHOCTU KPpUTepUEB ANA CTaHAAPTHOM KPUBOM

[OTOBAT He MeHee Tpex pa3BedeHnin pacTBopa CTaHapPTHOro npenaparta 3H40TOKCUHA AN NOCTPOEHUSA
cTaHdapTHOW KpneoK. [poBoaAT NCbITAHWE, UCMOSb3YSA HEe MeHee TpeX NapannefbHbIX PsSiAOB KaXKA0ro pa3se-
JeHnda pacTsopa cTaHA4apTHOro npenapara 3H40TOKCUHA, B COOTBETCTBUUN C peKOMeHJaunsiMn NponssoguTens
NAJl-peakTrBa (06 beMHbIE COOTHOLLUEHUS], BpEMSI MUHKYBUpoBaHust, Temnepatypa, pHu 1. 1.).

EcnnnpunpoBegeHUN NCNbITaHUSA KUHETUYECKUM METOAOM HEOBXOAUMBIN MHTEepBan NpeBbILWaeT 2 fiora-
prdma, BKIHOYAKT AOMOMHATENbHbIE pa3BeeHUsl CTaH4apTHOro npenaparta 3HAOTOKCUMHA, ANsl TOro 4Ytobbl
pasrpaHnMunTb Kaxaoe nosbileHne norapudmMa Ha eanHULY B MHTepBane 3HaudeHUi cTaHgapTHOMW KPUBON.
AbcontoTHoe 3HaveHue KoadpduLineHTa koppenauum |r | 4omkHo 6biTe Beille unu pasHo 0,980 ans uHTepBana
KOHLIEHTpaL WA 9HOOTOKCUHOB, YKa3aHHbIX MPOU3BOANTENEM Nn3aTa.

18.2 UcnbiTaHue Ha HaNU4ue MewarwLmx akTopoB

BbibupatoT 3HauYeHne KoHLEHTpaLMM 3HA0TOKCUHOB, NeXallee B cepenHe MHTepBana 3HauyeHnin cTaH-
OapTHOW KpUBOW MK 6rIM3Koe K 3TOMY 3HadeHuo. FoToBAT pacTBopkl A, B, C u D, kak nokasaHo B Tabnuue 5.

Tabnunua 5— Cxema akcnepumeHTa «Mewatowme hakropbl»

Pacteop, k koTOpOMY -
PacTteop KoHueHTpauusi SHOOTOKCMHOB Konuyecteo noBTOpHOCTEN
nobaBneH 3HAOTOKCUH
OtcyTtcTBYEeT MeneiTyembln pacteop He meHee 2
B CpepHsia KOHUEHTPaUns Ha CTaHOapTHOW | WcnbiTyeMbil pacTBop He meHee 2
KpUBOMN
o] He wmenee Tpex koHueHTpauun (camyio | Boga ans JIAN-Tecta Kakpas KoHUEHTpauus He meHee 2
HU3KYIO KOHLEHTpaumio o603HavaroT A)
D OTtcyTcTBYET Boaa ans J1AIl-tecta He menee 2

MpumevaHuns

1 PactBop A — ncnbITyeMbI pacTBOP, KOTOPLIN credyeTt pasBoanTb A0 3HaYeHus, He npeBblwatowero MAP.

2 PacTBOp B — ucnbiTyeMblii 06paseL B TOM e pa3BefeHnm, YTO M pacTBoOp A, cofiepalumii npubaBneHHble 3HA0-
TOKCUHbI B KOHLEHTPaLUWK, paBHON 3HAYEHUIO CpeaHen KOHLEeHTpaUun Ha CTaHAapTHON KPUBOWM UNK GrIM3KOW K HEN.

3 PactBop C — pacTBop cTaHgapTa 3HAOTOKCHHA B KOHLEHTPaUUsiX, UCMONb3yeMbIX NPV Banvaaumu metoaa, B co-
oTBeTCTBUM ¢ 18.1 (NpoBepka HaAEXKHOCTU KPUTEPUEB ANS CTaHAAPTHOW KPUBOW (MONOXUTENbHBIE KOHTPOMNMN).

4 PactBop D — Boga ans N1AJl-tecta (oTpuuartenbHbIii KOHTPOIb).

npOBOﬂﬂT UCnblTaHMe He MeHee YeM B ABYX napanielibHbIX npoGax 3TKX paCTBOPOB B COOTBETCTBUMN C
pekomMeHgaunamMmn nponssognTena nmsata (OGBEM ncnblTyeMoro pacteopa 1 pactesopa nisarta, obbemMHoe
COOTHOLIEeHMe NCcnblTyeMoro pacteopa 1 pactBopa nimsara, BpemMsa I/IHKy6I/IpOBaHI/I$| nT. I'I.)

Bbluncnsitot cpegHee 3HavyeHue KonmyecTa nobaBneHHbIX 3HOOTOKCUHOB, BblYMTas CpeHIo KOHLUEH-
Tpauno 3HOOTOKCUHOB B pacTBope (ecnm OHU I'Ipl/lcyTCTByPOT) n3 cpep,He|7| KOHUEeHTpaunn 3HAOTOKCMHOB B pac-
TBOpe, coaepXallem AobasneHHble SHOAOTOKCUHBI.
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WcnbiTyemelit pacTBOp He COAePXXUT MeLLatoLLmMx hakTopoB, eCnu B YCoBUSX NPOBEAEHNA UCTbITaHNSA
n3mMepeHHas KOHLeHTpaLus S3HAOTOKCUHOB, NpUBaBEHHBIX B UCTIbITYEMBIA pacTBOp, HAXOAUTCA B UHTepBarne
oT 50 % 80 200 % n3BeCTHOM KOHLUEHTPaLMN 3HAOTOKCUHOB NOCIE BbIMUTaHUS KOHLEHTpaL MM 3HOOTOKCUHOB,
oBHapyXeHHbIX B pacTBope 6e3 4o6aBNeHHbIX 3HAOTOKCUHOB.

Ecnu sHa4eHue coaepxaHna 3HOO0TOKCUHOB HAaXOAMUTCS 3a NpeaenamMn yKasaHHOro UHTepBana, MeLuato-
Wue dakTopbl cneayeT yaanuTb, Kak onvucaHo B 13.5. OddbekTnBHoCcTL 06paboTkn KOHTPONMPYIOT nocpea-
CTBOM NpoBeAeHUS NOBTOPHOTO UCMLITAHUA Ha HanM4Me Meluatowmnx hakTopos.

18.3 lMpoBepeHUe UcnbITaHUA
McnbiTaHus NpoBoasiT B COOTBETCTBMU C METOAUKON, onucaHHonW B 18.1.

19 Yyet pesynbtaToB

19.1 KoHuUeHTpauuio 3HOOTOKCUHOB B KaXKAOM 13 NapaniesbHbIX pacTBOPOB A paccunTbiBaloT, UCMOSNb-
3ysl CTaHAapTHYH KPUBYHO, MOMYYEHHY0 ANA PsiA0B NOMOXUTENbHBIX KOHTponer (pacTteop C).

WcnbiTaHWe cunTaroT 4eNCTBUTENIbHBIM, €CIV BbIMOMHEHEI CrieayoLlne yCrioBus:

- pesynbTaT, NonyyYeHHbIl 4ns pacTeopa D (oTpuLaTenbHbIA KOHTPOIbL), HE NPeBbIlaeT NpeAensLHOro
KOHTPOIbHOIO 3HAaYEeHUs!, yKasaHHOro B MHCTPYKLMK K ucnonbayemomy JTAJT-peakTuBy;

- pesynbTarthl, NOYyYeHHble Asi napanniesbHbIX PAOOB NOMoXUTENbHbIX KOHTponen (pacteop C), cooT-
BETCTBYHOT TpeBOBaHMAM, yKaszaHHbIM Ans BanvaaluMoHHbIX UCNbITaHWIA, kak onvcaHo B 18.1, ecnu coaepxa-
HWe 3HOOTOKCUHOB, MOMy4YeHHOe Mocfe BblYMTaHUS U3 KOHLEHTPaLWMUM SHOOTOKCUHOB, OBHapyXeHHbIX B
pacTBoOpe B, KOHLEeHTpaL M 3HAOTOKCMHOB, 0BHapYXeHHbIX B pacTBope A, HaxoauTcs B uHTepsarne oT 50 % ao
200 %.

19.2 WcnbiTyeMmblil 06pasel, cooTBeTCTBYeT TpeboBaHNsM UCNbITAHUS, eClu cpegHee 3HauYeHne KOH-
LieHTpaL1M 9HAOTOKCUMHOB B napansenbHbix npobax pacTeopa A ¢ y4eTOM pa3sedeHuns U KOHLeHTpaL 1 UCbl-
TYEMOro pactsopa MeHee 3Ha4YeHWUs npedenbHo AoNYCTUMOro coaepXkaHna 6akTepnanbHbIX 3HAOTOKCUHOB,
yCTaHOBMEHHOrO AN UCMbITYeMOro npenapara.

20 UcnbiTaHMe Ha TOKCMYHOCTb (hapMaKonormyeckmx nekapcTBeHHbIX CpeacTB

McnbiTaHWe TOKCUYHOCTU hapMakorormieckiux ekapcTBeHHbIX CPEACTB NPOBOAAT Ha 340PpOoBbIX 6enbix
mbiwax oboero nona maccor 19—21 r, Ha KOTOPbIX paHee He NMPOBOAUIN HUKAKUX UCTIBITAHUNA.

3a 24 4 40 ncnbITaHMA 1 BO BpeMsl ero npoBeAeHNs XNBOTHbIE AOIDKHbI HAXOAMUTLCA B NOMELLeHUN ¢
MOCTOSIHHON TemnepaTypoii. 3a 2 4 4o B3BeLUMBaHUS 1 0TOopa XUBOTHLIX ANsi NPOBEAEHUA NCNBITAHUIA Y HUX
oT6UpaloT KOpM U BOAY.

Kaxayto ceputo nekapCTBEHHOrO CpeACTBa UCTLITLIBAIOT Ha NATU Mblwax. PactBoputens (pasbasutens),
KOHUEHTpaLuo pacTBopa (TecT-403Y) U cnocob BBeAeHUs! yKa3biBaloT B HOPMATUBHOM [OKYMEHTE Ha KOHKpET-
HOe NnekapCcTBeHHOe CPeiCTBO.

PacTBop npenapata, noanexallero UcnbiTaHuio, nogorpesatoT Ao 37 °C u B o6beme 0,5 cm3 BBOAAT B
XBOCTOBYIO BeHy o ckopocTbio 0,1 cM3/c, ecnu HeT Apyrux ykasaHuil B HOpMaTUBHOM [OKYMEHTE Ha KOHKpeT-
HOe NnekapCcTBeHHOoe CPeiCTBO.

Ecnu B HOpMaTUBHOM AOKYMEHTE Ha KOHKpEeTHOe NeKkapcTBEeHHOoe CpeACcTBO NpeAyCcMOTpeH UHOM NYTb
BBeEeHWs Npenapara mbilam, obbemM pacTsopa, BBOAUMOIo B OPIOLLHYI0 MOMOCTb, Mo KOXY UM Xenyaok,
moxeT 6bITb yBenuueH o 1 cm3. BBeieHWe B Xenyaok Npov3BoaaT LWNpULLEM MOCPeACTBOM MHBLEKLIMOHHOM
WUITIbl, HA KOHLIE KOTOPOW MMEeeTCs HannaBieHHas OfvMBa, UM Mpu NOMoLLM Apyroro npucnocobneHust, obecne-
YuBaloLLIEro NOCTyMeHue pacTsopa Unu B3secu rpenapara B XXenyaok.

21 OnpepeneHue MeCTHOIO AeUCTBUSA (PeaKTOreHHOCTH)

Mpenapat BBOAAT METOAOM U B o3e (KOHLeHTpauuu), npeaaraemoid Ans UCNoNb30BaHUs B MPaKTUKe.

B cnyyae ecnu npenapaT npegnonaranT NPUMEHsSITb BHYTPUKOXHO, MOAKOXKHO UIM BHYTPUMBbILIEYHO,
OLleHKy pasapaxaroLero eACTBUS OCyLLECTBSIIOT Nocne OAHOKPaTHOro BBeAeHus. B ocTanbHbIX cnydvasx
(Npy BHYTPUBEHHOM, NMepopanbHOM, BBEAEHUM B KOHbIOHKTUBASIbHBIA MeLLOoK) — MOoCcHe COOTBETCTBYHOWEro
yucna annnuKaLuuii, KoTopble NpeanonaraTcsl NPY ero NPUMeHeHUN B npakTuke. KonMyecTBo XUBOTHLIX B
rpynne, [o03bl BBEAEHWUsI onNpeaensiioT B COOTBETCTBAM C HOPMATWUBHBLIMW [OKYMEHTaMU Ha KOHKpeTHoe
nekapcTBEHHOE CPeCTBO.

OueHKy MecTHOro AeNCTBUSI OCYLLECTBISIIOT Ha OCHOBAHUM A@aHHBIX OCMOTPOB, MPOBOAUMBIX B TeyeHne
cpoka BBEAEHUS NiekapcTBEHHOMo cpeAcTBa U NocneayoLmUxX CeMu CYTOK.
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22 OnpepeneHne CTepPUNBbLHOCTH

CTepunbHOCTL (OTCYTCTBME KUBbIX MUKDOOPTaHU3MOB) MHAKTMBUPOBAaHHLIX BaKLMH NPOBEPAIOT cornac-
Ho FOCT 28085.

23 OnpepgeneHne MUKpOGMONOrnyeckon YNCToThbl

MI/IKpO6I/IOJ'IOFI/I‘-IeCKyIO YUCTOTY onpeaendtoT B NIeKapCTBEHHbIX CpeAcTBax, coaepXXallunx Xneble MUKpPO-
OopraHun3mbl, NyTeM BbiCeBa Ha 3NEKTUBHbIC NUATATENIbHbIE Cpebl, KyNbTypbl KINeToK (,D,J'Iﬂ BUPYCHbIX BaKLI,I/IH)
nnn ¢ ncnonb3oBaHNUeEM TeCT-CUCTeEM, NpeaHa3HaYvYeHHbIX Anda OGHapy)KeHVIﬂ OHK NOCTOPOHHUX 68KTepVII7I,
BUPYCOB 1 MUKONA3M.

24 YyeT pe3ynbTaToB UCNbITaHUA

24.1 Mpn onpeageneHun 6e3BpefHOCTN GUMONOTMYECKUX NeKapCTBEHHbIX cpeAcTB HabntwogeHue 3a
XUBOTHBIMU MPOBOAAT B TEYEHWe CpoKa, YCTAHOBMEHHOro B HOPMaTMBHbLIX AOKYMEHTax Ha KOHKpeTHoe
nekapcTBeHHOe cpecTBO. B nepuoa npoBeaeHUs NCNbITaHUSA BeaAyT exegHeBHoe HabniwoaeHue, oTMevast
OTKITOHEHUA OT HOPMarsibHOro NOBEeAEHUS U KIMHUYECKOrO COCTOSIHUA XKMBOTHbIX.

24.2 JlekapcTBeHHOE CpeACTBO CUNTAKOT BblAEpKaBLUMM UCTbITaHWe Ha 6e3BpeaHOCTb, ECNN B TEYEHNe
npeaycMoTpeHHOro cpoka HabnoaeHUs He NOrMBHEeT HA O4HO U3 MOAOMbITHBIX KUBOTHBLIX UMW Y BaKLMHUPOBaH-
HBIX XKMBOTHbIX HEe ByeT NposiBNEHUS KITMHUYECKMX MpU3HakoB 6onesHu. ( BakunHa NpoTus KokLManosa Kyp).

B cnyuae rubenu ogHoro unm 6onee XXMBOTHBIX UM NPOSIBIEHUS Y HUX KITMHUYECKUX NMPU3HAKOB 6oNe3Hn
UCnblTaHWe MOBTOPSAIOT Ha YABOEHHOM KONTUYECTBE XKUBOTHLIX. [OBTOPHOE NCMbITAHUE CHNTAETCH OKOHYaTENb-
HbIM. B criydyae Hey10Be TBOPUTENbHbBIX Pe3ybTaToB NOBTOPHOMO UCMbITaHUSA NekapCTBEHHOe CpeCTBO CUM-
TaloT He BblAEPKABLUMM UCTbITaHWe Ha 6e3BpeaHOCTb U BpaKkytoT.

24.3 TMpun onpeaeneHnn TOKCUYHOCTI hapMaKonormyeckx NekapcTBeHHbIX CpeacTs HabnoaeHme 3a
KNBOTHBIMUW MPOBOASAT, KaK MpaBuio, B TeueHue 48 4, eCnnHeT ApYrux ykasaHui B HOpMaTUBHOM JOKYMEHTE Ha
KOHKpEeTHOe NekapCcTBeHHOe CpeACTRO.

24.4 JlekapcTBEHHOE CPECTBO CHATAIOT BblAEPKaBLUUM UCTIbITAHWNE, eCITU B TEYEeHUE NpeyCMOTPEHHO-
ro cpoka HabnaeHns He NOrMBHET HM OfHa U3 MOJONBITHBIX MbILLEA.

B cniyyae rubenun ogHoM MbILX OMNbIT NOBTOPSIOT Ha NSITW MblLax maccor (20,0 +0,5) r; B cnyyae rubenu
npw nepBoHavanbHOM UCNbITaHUM ABYX MblLLen NOBTOPHOE UCMbITaHWe NPoBoAsT Ha 15 KMBOTHBIX. Ecriv npu
MOBTOPHOM UCMBITAHUN HA OHA MblLLb HE NOrMBHET, T. €. cyMMapHasi rnbenb XMBOTHBIX B ABYX OMbITaX He npe-
BelcuT 10 %, nekapcTBeHHOEe CpeaCcTBO CHUTAlOT BblAepXaBLWUM UCMbITaHWe. B npoTMBHOM crnyvae nekap-
CTBEHHOE CpeacTBO bpakytoT.

24.5 Mpw onpeaeneHun 6akTepuranbHbIX 3HAOTOKCUHOB NIEKApPCTBEHHOE CPeACTBO CUNTAKOT BblAEpKaB-
LWIMM MCNbITaHWe, eCriu onpedeneHHoe B 3KCNepUMeHTe coaepaHne 6akTepuarnbHbiX 3HAOTOKCUMHOB MeHee
3HaveHuUs NpedenbHOro cogepxaHus 6akTepuanbHbIX 3HAOTOKCUHOB, yKa3aHHOTO B HOPMATUBHOM AOKYMEHTe
Ha KOHKpeTHoe nekapcTBeHHoe cpeacTRO.

24.6 MpunpoBepKe MHaKTMBUPOBAHHBLIX BaKLWH Ha CTEPUIbHOCTb B NOCEBax Ha NUTaTerbHble cpeabl He
OOIMKHO 6bITb pocTa MUKPOdIopbI.

24.7 lMpu onpegeneHun MUKPOBNONOTrM4YEeCKON YNCTOThI NIeKapCTBEHHOro cpeacTBa 1 BbiceBe Npob Ha
COOTBETCTBYHOLME NUTATENbHbIE CPEAbI MU KYNbTYpPbl KNETOK (4NA BUPYCHbIX BaKUH) AOMMKeH HabnoaaTbea
POCT TUMNYHOW KYNbTYpbl LUTaMMa (LUTaMMOB) 6aKTepUin NN BUPYCOB, N3 KOTOPLIX U3FOTOBMEHO UCTIBITYEMOE
rnekapcTBEHHOE CpecTBO, a MOCTOPOHHME BakTepuu, BUPYChl U MUKOMNa3Mbl JOIPKHBI OTCYTCTBOBATb.
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YK 619:615.355:636.087.8:006.354 MKC 11.220

KnioueBble croBa: cpefCTBO NeKapcTBeHHoe ONA BeTepuHapHOro npumeHeHus, GesspedHocTb, Gesonac-
HOCTb, NabopaTopHas npoba, cpeaHas nNpoba, CTepUnLHOCTb, NMMPOreHHOCTb, GakTepuarnbHble 3HAOTOKCUHBI,
NATJl-TecT, MeToabl onpeaeneHuns), 4o3a, cnocob BBeAeHUs, peakTOreHHOCTb, MUKpoBMonorieckasa YicToTa,
ocTaTo4YHas TOKCUYHOCTb
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