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Mpepgucnosune

Lienn v npuHumnel cTaHgapTr3auum B Poccuiickoin @egepauym yctaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6psa 2002 r. Ne 184-®3 «O TeXHMUYECKOM perynnpoBaHnmn», a npasuia NPUMEHEHUss HaunoHabHbIX
cTtaHgapToB Poccuiickoint ®epgepaumn — FOCT P 1.0—2004 «CtaHaapTu3auusa B Poccuiickoin @epepaumu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PABPABOTAH ®egepanbHbIM rocyfapCTBEHHbIM yUpexaeHnem «Bcepoccuinckunii rocygapcTBeHHbI
LleHTp kayecTBa 1 cTaHAapTU3aLnn NeKapCTBEHHbLIX CPEACTB A5 XXUBOTHbIX M KOPMOB» (PIY «BIHKN»)

2 BHECEH YnpaBneHnemM TEXHWYECKOro perynnpoBaHua u ctaHgaptusanmm ®egepanbHOro areHTcTea
N0 TEXHNYECKOMY perysiMpoBaHunio 1 MeTponornm

3 YTBEPXJEH W BBEJEH B [JEWCTBME [Mpukasom ®efepansHOro areHTcTBa no TeXHUYECKoMy
perynuposaHuio n meTposorum ot 30 HoA6ps 2010 r. N?699-cT

4 BBEJEH BMNEPBbIE

MHhopmaLmsi 06 M3MEHEHMSAX K HACTOsILLEMY CTaHaapTy nNy6/nkyeTCsl B eXerofHo u3jaBaemMom
MH(OPMaLMOHHOMYKa3aTe e «HauuoHanbHble cTaHAapTbi», a TEKCT U3MEHEHUI M MONPaBOK — B eXeMe-
CSIUHO M3AaBaeMbIX MH(DOPMALMOHHBIX yKasaTensax «HaunoHabHble cTaHgapThi». B ciyuae nepecMoTpa
(3aMeHbI) MM 0T MeHbl HACT OSALLEro CTaHAApTa CooTBeTCTBYlOLLee yBegoMeHne 6yaeT ony6/1MKOBaHO
B ©XXeMeCsYHO n3gaBaemMoM MHPOPMaLMOHHOM ykaszaTene «HauuoHanbHble cTaHgapThi». COOTBETCTBY-
loLLas MHdopMaLvsl, yBeJOMEHE N TeKCT bl pa3MelLLalo T Cca Takxe B MH(OopMaLMOHHO cucTeme o6LLero
no/fib30BaHUsi — Ha oULManbLHOM caliTe ®efepasbHOro areHTCTBa N0 TeXHNYECKOMY PEryMpoBaHUio 1
MeTposiorun B ce T HTepHeT

© CraHgaptuHdopm. 2011

HacTosuii cTaHAapT He MOXeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLManbHOro Usganus 6e3 paspellenns degepanbHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposornm
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HALULMWOHANBbHBLIN CTAHAAPT POCCUWNCKOMWN GELEPALUMN

CPEACTBA NIEKAPCTBEHHBLIE A/1A XWBOTHbLIX

MeToabl onpefeneHus 6e3BpeaHoCTu

Medicine remedies for animals.
Methods of safety identification

fNaTtaBBegeHna — 2012—01—01

1 O6nacTb NpUMeEHeHUsn

HacTtoawuidi cTtaHAapT pacnpocTpaHseTcs Ha MeToAbl onpeAeneHus 6e3BpefgHOCTV WM TOKCUYHOCTU
NleKapCTBEHHbIX CPEeACTB A5 XNBOTHbIX U yCTaHaBAUBAET f[03bl, CMOCOObLI BBEAEHNSA IEKAPCTBEHHOTO cpe-
LCTBA U BUABI UCMbITAHWIA.

2 HopmaTuBHbIE CCbINIKK

B HacTosALem cTaH4apTe UCNOoNb30BaHbl HOPMATUBHbLIE CChISIKM Ha cneaytoLme cTaHfapTbl:

FOCT P NCO 7864—2009 Wrnbl UHBbEKLUNOHHbIE O4HOKPATHOrO NPUMEHEHUA CTepPUsbHbIE

FOCT P MCO 7886-1—2009 Lnpuubl MHBEKUMNOHHbIE OAHOKPATHOro MPUMEHEHUS CTEepW/ibHbIE.
Yactb 1. LUnpuybl 4Na pyyHOro Ncnosib3oBaHnsa

FOCT P 52684—2006 CpepncTtBaiekapCTBEHHbIE /15 XMBOTHbIX. MNpaBuia npuemMku, MeTobl oTéopa
npo6

FOCT 6709—72 BopaauctunnnposaHHas. TeXHUYecKue ycriosns

FOCT 8074— 82 MuKpOCKOMbl MHCTPYMEHTasbHble. TUnbl, OCHOBHbIE NapameTpbl U pasmepbl. TeXHU-
yeckue TpeboBaHus.

FOCT 18300—97 CnupT 3TUMOBbIN PEKTUIMKOBAHHBIN TEXHUYECKMiA. TEXHUYECKMEe YCIoBUS

FOCT 22280—76 PeakTuBbl. HaTpuii TMMOHHOKMC/IbIA 5.5-BOAHbIA. TEXHUYECKME YC/I0BUSA

FOCT 22967—90 LWnpuubl MEAULMHCKUE NHBEKLNOHHbIE MHOFOKpPaTHOTONpUMeHeHus. O6Lme TeXHU-
yeckne TpeboBaHUSA U METOAbI NCMbITAHWUI

FOCT 25336—82 TMocyna vobopyoBaHue nabopaTopHble CTEKASAHHbIE. TUMNbl, OCHOBHbIE NapamMeTpbl
1 pasmepbl

FOCT 25377—82 Wbl UHBEKLMOHHbIE MHOTOKPATHOrO NPpUMeHeHus. TexHnyeckue ycnosus

FOCT 28085—89 T[penapaTbl 6uonoruyeckre. Metos 6akTepruoiornyeckoro KOHTPOsIs CTEPUIILHOCTH

FOCT 29230—91 (MCO 835-4—81) lNocyna nabopatopHas CTekIsAHHAasA. [MnNeTkn rpagyMpoBaHHbIe.
YacTb4. MNMuneTku BblgyBHbIE

MpumeyaHue — MNpyNONb30BaHNN HACTOSAWMUM CTaHAapTOM Lenecoo6pasHo NPoBepUThb JelicTBME CCbINOY-
HbIX CTAHAApPTOB B WH(POPMALUOHHON cucTeme o06LLEr0 NONMb30BaHUA — Ha oduumanbHOM caiiTe ®epepanbHOro
areHTCTBa N0 TEXHMYECKOMY peryinpoBaHuio U MeTPOOriN B CeTn VIHTEpPHeT NN No eXerojHo n3jaBaemMomMy nHdopma-
LMOHHOMY yKa3aTento «HauuoHanbHble cTaHg4apTbi», KOTOPbI ONy6AMKOBaH MO COCTOSIHUIO HA 1 iHBApPs TEKyLW ero roaa, u
No COOTBETCTBYIOLUM €XeMeCAYHO U3jaBaemMblM UH(MOPMALMOHHbIM ykasaTenam, ony6/nKOBaHHbIM B Tekyliem rogy.
Ecnn cCbiNOYHbI CTaHfapT 3aMeHeH (M3MEeHEeH), TO NPy N0JIb30BAHWU HACTOSALWMM CTaHAapTOM cnefyeT PyKOBOACTBO-
BaTbCA 3aMEHALWMNM (M3MEHEHHbIM) CTaHAaPTOM. ECnn CCbINOYHBI cTaHfapT oTMeHeH 6e3 3amMeHbl, TO NOJIOXeHNe, B
KOTOPOM fiaHa CChl/IKa Ha Hero, NpUMeHSEeTCst B 4acTu, He 3aTparusBatolleil 3Ty CCbi/kKy.

N3paHne opuymnanbHoe
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3 TepMuHbI, onpefeneHnsa N cokpalw,eHuns

3.1 B HacTosillleM CTaHAapTe MpUMEHEHbI Creaylolive TepMUHbI C COOTBETCTBYILWUMU onpesene-
HUSAMW:

311

NlekapcTBEHHOE CPEACTBO A1 XWBOTHbIX: BelecTBO UM cMech BeLLecTB NPUPOAHOTo, pacTUTe Nb-
HOFO. >KMBOTHOTO WM CUHTETUYECKOTO MPOUCXOXAeHWs, obnagatouiee(as) cdapmakonornyecknum
fnelicTBremM.

[FOCT P 52682—2006, cTtaTbs 1]

3.1.2 6e3BpefHOCTb [TOKCUYHOCTb] IEKAPCTBEHHOTO CPOACTBA /151 XXMBOTHbLIX: MMoka3aTtenb 6e3-

ONacHOCTKU NieKapCTBEHHOro cpeacTBa 414 XNBOTHbIX, xapaKTepM3yr0u.|,m7| PUCK NpnYnHeHnsa spega 340p0BbIO
XNBOTHbIX B pe3ynbTaTte ero npuMeHeHus.

3.1.3

6€30NacHOCTb /1eKApPCTBEHHOIO CpeAcTBa ANS XUBOTHbIX: XapakTepucTuka eKapCTBEHHOro
cpefcTBa A5 XMBOTHBIX, BKoUatowas ero 3oPeKTUBHOCTb 1 KAYECTBO, OCHOBAHHAS Ha CPAaBHUTE/IbHOM
aHanuse ero 3ahPEKTUBHOCTU M OLLEHKM pUCKa NPUYNHEHNS Bpea 340P0BbI0 XXUBOTHbIX, /TI0Ael 1 OKpyxato-
Lieli cpege.

[FOCT P 52682—2006, cTtaTbs 24]

3.1.4

na6opatopHas npo6a: MNpo6a, npefHasHavYeHHas 419 1abopaTopHbIX UCCeA0BAHNIA MW UCNbITAHNIA.
[FOCT P 50779.10—2000. nyHkT 4.31]

3.15

cpepHss npo6a: Mpoba, nonyyeHHas M3 06bEAMHEHHO NPO6LI B KONNMYECTBE, 06ECNEYNBAOLLEM NPO-
BefileHVe aHaIM30B U Co3/iaHne apXmMBHbIX 06Pa3L,oB.
[FOCT P 52684—2006, nyHkT 3.1]

3.1.6

o6beauHeHHas BblGopka: BbiGopka U3 COBOKYMHOCTU, noslyyaemas 06beUHEHNEM BCEX BbIGOPOY-
HbIX €JMHUL, B3SITbIX U3 3TOI COBOKYMHOCTY.
[FOCT P 50779.10—2000. nyHKT 4.29]

3.1.7 cmewanHana npob6a: [Npoba, nonyvyeHHas MNyTeM CMeLMBAHWA paBHbIX O06BEMOB XUAKOTO
NlekapcTBEHHOr0 CPeACcTBa, 0TO6PAHHbIX U3 eAVHUL, LUTYYHOWN NPOAYKLNN.

3.1.8 cTepunbHOCTL: MoKasaTenb, XxapakTepusyLL i NoNHOe 0TCYTCTBME MUKPOOPraHN3MOB.

3.1.9 nuporoHHocTb: Moka3aTesnb, XxapakTepusyoLwmin konebaHnsa TemnepaTypbl Tena XMBOTHOMO Npu
BBEEHUN N1IeKapCTBEHHOro cpeacTBa.

3.1.10 b6akTepuanbHble 3HAOTOKCUHbI: TOKCUYECKME BELLECTBA, MPOYHO CBSA3aHHbIE C KNETOUYHbIMU
CTPYKTypamu 6akTepuii, ocBo6OXAalolWwmecs npu pacnage KneTok Wan nx paspylleHun B pesynbTaTte BO3-
AeNcTBMA PU3NYECKNX NTN XUMUYECKNX (DaKTOPOB, a TakKe Bblensemble 6akTepuaMM BOKpYXaloLLyto cpeay B
npouecce nx>xu3HeneAaTeIbHOCTH.

3.1.11 NAN-TecT: Cnocob nabopaTopHOro onpegeneHns 6akTepuanbHbiX 3HLOTOKCUHOB U MUPOTEH-
HOCTW NeKapCTBEHHbIX CPeACTB, NMPEeXAe BCEro BOAb! A8 UHBEKLMIA N MHBEKLMOHHbIX PacTBOPOB.

3.1.12

[l03a NeKapcTBEHHOro cpefjcTBa ANA XWBOTHbIX: OnpegeneHHoe KOMYECTBO fleKapCTBEHHOIO
cpefcTBa A5 XMBOTHbIX, BBOAUMOIO B OPraHn3M XUBOTHOTO.
[FOCT P 52682—2006, cTtaTbs 21]
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3.1.13 BakuuHa 6akTtepuiiHas: MmyHob6uonornyeckuii npenapar, CogepXaLlnin XuBble Uam NHaKTu-
BMpPOBaHHble 6akTepun 1 (Mn) NPOAYKTbl UX KU3HEAEATENBHOCTH.

3.2 BHacTosWweM cTaHgapTe NPUMEHEHO cneayloLiee CoKpalleHue:

CMN® — cBob60oaHbIE OT NATOreHHOro hakTopa.

4 O6uue NonoxeHus

Bce niekapCTBeHHblE CPeACTBa [A/1s XMBOTHBLIX MOAMEXAT NPoBepke Ha 6e3BpefHOCTb W (Mn) TOKCKY-
HOCTb. [MpW 3TOM B 3aBUCMMOCTU OT HA3HAYEHUs1, 403bl M cnoco6a BBeAEHUS NoKasaTenn, xapakrepusyolyme
6e3BpeiHOCTb /IeKapPCTBEHHOTO CPEACTBA, MOTYT pasnnyaTbes.

B 610/10rMYecknx TEKapCTBEHHbIX CPEACTBAX, COAEPXKALLNX MHAKTVBUPOBAHHbLIA BUPYC, ONpesensoT
NOJTHOTY MHAKTMBALMM HA Na6oPaTOPHBIX XUBOTHLIX MU Ky/bTypax KIeTok.

MoMHOTY MHAKTMBALMM 6aKTEPUITHBIX BAKLMH ONPeAensiioT NyTEM BbICEBA UX HA CTEPUIBHOCTb, & TOKCUY-
HOCTb NPU WUCMbITAHUM HA XUBOTHbIX. VCMbITAHWIO HA CTEPUSIBHOCTL MNOAMEXAT Takke BCe SIeKapCTBEHHbIE
CpeAcTBa ANS1 UHBEKUMIA, FNasHble Kanav, Masu, NaeHKU v Apyrue NekapcTBeHHble CPeACTBa, B OTHOLLIEHWUM
KOTOPbIX UMEITCA COOTBETCTBYIOLME YKa3aHNs B HOPMATUBHOM AOKYMEHTE Ha KOHKPETHOE /IEKAPCTBEHHOE
cpefacTBo.

MuporeHHoCTb U (MNK) cogepxkaHue GakTepuasbHbIX 3HAOTOKCMHOB OMPeAensiioT B JIEKAPCTBEHHbIX
cpefcTBax 1 pacTBopax, NnpefHasHaueHHbIX 419 UHBEKLUOHHOTO NPUMEHEHNS.

B chapmakonornyeckux nekapcTBeHHbIX CPeACTBaX A/l XMUBOTHbIX, Kak MpaBusio, onpeaensioT TOKCHUY-
HOCTb Ha /1aGopaTOPHbLIX XUBOTHLIX W APYrMe MoKasaTenn, ykasaHHble BbIle, COTMacHO HasHauyeHuio
NeKkapcTBEHHOTO CpesCcTBa.

5 OT160p Npob

Ans vcnbiTaHna 6e3BpeAHOCTH (TOKCUYHOCTM) NekapCTBEHHOrO CpeAcTBa AN XNBOTHbIX 0T60p Npob
nposogAat no FOCT P 52684.

6 MaTepuanbl N XUBOTHbIe

LieHTpudpyra nabopatopHas no60i mapku.

TepmocTat no6oi mapku.

XonogunbHNK 6bITOBOA.

Osockor.

Mwkpockon 6uonoruyeckuin no FOCT 8074.

MuneTkn MepHble BMeCTUMOCTbLI0 0T 140 10 cm1lno FOCT 29230.

Wnpuubl BMecTumocTbio 0T 1 A0 5cm3no FOCT 22967 n TOCT 24861.

Mrnbl MHbeKUMoHHble no FTOCT 25377 nFOCT P UCO 7864.

Wrnbl ¢ HannaBneHHo! 0NNBOIA fuameTpoM 1 mM.

®aKoHbl CTEKNIAAHHbIE pa3HOli BMECTUMOCTH.

Mpo6upku cTeknsiHHble no FOCT 25336.

Mpo6kn pe3nHoBbIe NN BATHO-Map/ieBble.

MuneTku rnasHole.

30H4XeNyL0YHbIN.

Bopga auctunnnposaHHas no FOCT 6709.

Boga ana nHbekunii (1).

CnupT 3TUNOBLIV pekTUgUKOBaHHbIA no FOCT 18300.

PactBop HaTpus xnopuga 0.9 %-Hblii UI30TOHMYECKUIA [2].

Hatpuii nMMOHHOKMCALIN 3-3amelleHHbI no TOCT 22280.

MoaaepxwuBatowan cpega: 0,5 %-Hblii rmaponnsaT nakranbbyMmMHa Ha CONeBOM pacTBope 3pna no
[J)KOHCOHY € 5 % MHaKTMBMPOBAaHHO CbIBOPOTKM KPYMHOrO poraToro ckota.

1%-Has 1 5 %-Hasa CycneH3nmn KypuHbIX 3puTPOLIUTOB.

MepBuYHasA KynbTypa KNeToK KYpuHbIX onbpo61acTos.

MepesnBaemas kynbtypa VERO (MeTanHeBMOBMpYCa NTULL).

MeTyxun-goHopsbl cTapLue 6 mec.

OMO6pMOHbI yTOK 10— 12-cyTO4YHOrO BO3pacTa.

OM6proHbI CMP kyp 10— 12-cyTOYHOro Bo3pacTa.
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Ubinnara.

Cl® ubinnaTa.
Mbiwu 6enbio.
Kpbicbl 6enble.
CBWHKN MOpCKHMe.
Kposnvku.
Mopocara.
MoAcBUHKN.
Hopku.

LLleHkn cobak.
HyTpun.

OsLUbI.
TxopaodpeTku.
Tenarta.

7 TMoAroToBKa K UCNbITaAHUIO

7.1 [ina npoBegeHns ucnblTaHnsA Ha 6e3BpeaHOCTb XUAKNX DOPM NeKapCTBEHHbIX CPeACTB U3 cpeaHei
npo6bl 0T6MPaT HE06X0AUMOE KOJIMYECTBO YNaKOBOYHbIX eAnHuUL, (amnys, (o1akoHOB U T. 4.) U TOTOBAT CMe-
LaHHY0 Npoby, oTorpas N3 HNX paBHble N0 06bEMY KO/IMYECTBA /IeKapCTBEHHOr0 CpeAcTBa U MepeHocs 1X B
CTepunbHbI hnakoH (MPo6upky). M3 cMelaHHol Npobbl 0T6MpatoT NabopaTopHyo Npoby, KOTOPYH NCMOMb3Y-
0T 415 NPOBeAEHNSA UCMbITaHWIl Ha 6e3BpeAHOCTb. Mepes BBeAEHUEM XUBOTHbIM COAEPXKMMOE TLLATEebHO
nepemMeLllnBaoT.

7.2 NnochununsmpoBaHHble (hOopMbl IEKAPCTBEHHbIX CPEACTB NpefBapuTeIbHO PECYC/IEH3MPYHOT B CTe-
puibHOM pacTBopuTesne (pa3baBuTene) cCornacHo HOPMaTMBHOMY AOKYMEHTY Ha KOHKPETHOO NlekapCTBEHHOE
cpeacTBo. JlabopaTopHyo Npoby roToBAT, Kak ykasaHo B 7.1.

7.3 MoAroToBKa XUBOTHbIX

7.3.1 >XMBOTHbIX, UICNONb3yEMbIX A/151 UCNbITAHWA 6E3BPEAHOCTU NEeKaPCTBEHHbLIX CPeACTB, 6epyT TO/b-
KO 13 61aronoyyHblx No MHEKUNOHHLIM 60/1€3HAM MYHKTOB BbipallBaHus.

7.3.2 na npoBepku Ha 6e3BpefHOCTb (DOPMUPYIOT ONbITHbIE U KOHTPOJIbHbIE TPYNMbl KAVHUYECKN 3[0-
POBbIX XMBOTHbIX, NPOLUEALNX KApaHTUH. B cnyyae HE06X0AMMOCTLN, OTOBOPEHHOM B HOPMATUBHOM [LJOKYMEH-
Te Ha KOHKpeTHOe leKkapCTBEHHOE CPeACTBO, XNBOTHLIX MPOBEPSIOT HA HaNn4yne cneymduyecknx aHTuTen.

Bug. non. macca, Bo3pacT 1 KOIMYECTBO XUBOTHbIX, UICNONb3yeMbIX A1 UCTIbITAHWUS, A,0/DKHbI ObITh YKa-
3aHbl B HOPMaTMBHOM [JOKYMEHTE Ha KOHKPEeTHOoe JiekapCTBEHHOe CPeCTBO.

7.3.3 )XBOTHbIX CregyeT cogepxarb Ha NOCTOSSHHOM c6anaHCMpPOBaHHOM paLlyoHe KOpMIEHUS, onpe-
AensaeMom A5 KaXA0ro KOHKPeTHOro Buaa 1 Bo3pacTa X1BOTHOTO.

7.3.4 Bce XVBOTHble, HE MeHee YeM 3a CYTKU [0 NPOBEpPKU, A0/HKHbI HAXOAUTLCA B NMOMELLEeHUN ANs
NCnbITaHNA.

7.3.5 XXMBOTHbIX MCMNOJb3YIOT B ONbITE OAUH pa3. NOBTOPHOE UCMO/Ib30BaHMe XNBOTHbIX He fonycKaeT-
csA. He gonyckaeTcs npoBepaTb 6e3BpeHOCTb JIEKAPCTBEHHOr0 CPeACTBa Ha XMBOTHbIX, paHEEe NCMO0/Ib30BaH-
HbIX 419 MPOBEPKM NO APYTUM MokasaTensam.

8 Cnocob6bl BBEAEHNA NeKapCTBEHHOIO cpeacTea

Mpy ncnbiTaHMM NeKkapCcTBEHHOTO cpeAcTBa Ha 6e3BpeAHOCTb MPUMEHSIIOT cieaytoLine cnocobbl BBe-
AeHns:

a) BHYTPUMbILLEYHBIA — TecT-f,03y NekapCTBEHHOrO CpeACcTBa BBOAAT B MbllLy 6eapa (BHYTPEHHIO
WSIN HAPYXXHYI0 YacCTb)XXMBOTHOTO UK CPEAHION TPETb LEeW. N TPYAHYI0 MbILWLY NTULbI:

6) BHYTPUBEHHbII — TeCT-A03Yy /IeKapCTBEHHOro CpeAcTBa BBOAAT B OAHY U3 GOKOBbIX BEH XBOCTa
MbILUN UN B BEHY yXa KPOJIMKa, UAv AOCTYMHYI0 BEHY APYroro XMBOTHOrO. SlekapcTBEHHOe CpeAcTBO nepes,
BBEJleHMeM nogorpesatoT Ao temneparypbl 37 °C. CKOpoCTb BBeAEHNS Ao/kHa 6bITk 0.1 cm3c, ecnu HeT Apy-
rMX ykaszaHuii B HOPMaTVBHOM [JOKYMEHTE Ha UCMbITyeMoe fIekapCTBEHHOE CPeACTBO:

B) BHYTPUOPIOLLNHHbI — TeCT-A03Y 1eKapCTBEHHOTO CPeACcTBa BBOAAT B OPIOLLIHYIO NOMOCTb:

r) NMOAKOXHbI — TecT-A403y NeKapCTBEHHOIO CpeAcTBa BBOAAT NOA KOXY XWBOTHOrO, Kak Nnpasunio, B
obnactu cnunel (gonyckaeTcsa B 061acTb Wwen. beapa);

[) nepopasibHblil — TecT-[03Yy IekapCTBEHHOrO CpefCcTBa BBOAAT BHYTPMXENYAOUYHO Yepes poT XMBOT-
HOro C NOMOLLbIO LWINPULA W UMbl C HAMaBEHHON O/IMBOI WX PE3MHOBBLIM 30HAOM HaTOLLaK uau npenapar

4
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BBOJAT C KOPMOM WM BbiNansaloT, e npu 3ToM, YTo6bl BCe NOPLMM KOpMa ObiNn CbefeHbl NN BCA XUJ-
KOCTb BbINUTA. MMOUTb N KOPMUTbL XMBOTHBIX U NTULLY NOC/E BBEAEHUSA NIeKapCTBEHHOIO CpeAcTBa cneayeT He
paHee yem yepe3 2—3 u;

€) HapyXHblii:

1) TpaHcaepMasibHbIi — NlekapCTBEHHOE CPeACTBO BONPeAeNIeHHbIX 03aX U KOHLEHTPaLMAX HaHO-
CAT Ha BbICTPUXKEHHBIA NN BbIGPUTBIA YHACTOK KOXW XMBOTHOIO (TakMM CNOCO60M MOTYT HAHOCUTLCS KPeMbl U
nnacTbipu):

2) B pacTBOpe /IeKapCTBEHHOIO CpeACcTBa ONpeAeNeHHbIX KOHUEeHTpauun n o6bema NnpoBoaAT Kyna-
HVE XMBOTHbIX C 3a[,aHHOI akcno3unuueli (No BpemeHw):

3) HaHeceHMWe nekapCTBEHHOro CPeACTBa Ha C/IM3NCTbie 060/104KM NyTEM BBEAEHUS €70 BKOHbIOKTU-
Ba/lbHbI MELLOK rN1a3a XX1BOTHOTO MHTPaHa3as bHO MW APYrM Cnoco6oM, NpefyCMOTPEHHbIM HOPMATUBHbIM
[IOKYMEHTOM Ha KOHKPeTHOe JleKapCTBEHHOe CPe/CTBO;

X) MHTpauepebpanbHblil — NekapcTBEeHHOE CpeAcTBO BBOAAT HeENoCpeACcTBEHHO B FOM0BHOM MO3r
XMBOTHOrO:

3) BHYTPWKOXHbII — NleKapCTBEHHOEe CPeACTBO BBOAAT B INy60KME CNOU KOXN;

1) WHTpaTeKka/bHblil — lekapcTBEHHOE CPeACTBO BBOAAT B OKPYXKatoLLee CMHHOM MO3T NPOCTPaHCTBO,
4YTO6bI 06EcneynTb ero NOCTyN/IeHNe HeNOCPEeACTBEHHO B LLEHTPa/IbHY0 HEPBHYIO CUCTEMY;

K) BHYTPU306HBI — nekapcTBEHHOE CPeACcTBO BBOAAT NTULLE B 306.

9 [l03bl NekapCTBEHHOTO cpeAcTBa, MCNOMb3YEMbIe NPU UCNbITAHUN
6e3BpeHOCTH

9.1 WcnbiTaHnsa 6e3BpeHOCTY XMBbIX BUPYCHbIX BaKLMH HA XXWBOTHbIX MPW BHYTPMMbILLEYHOM BBeAe-
HWU NPOBOAAT, Kak Npasuo, B 10-KpaTHON f03€e, a MHAKTMBMPOBAaHHbIX — BJBYX-4eTblPpEXKPATHOW f03€, ecnun
Apyroe He 0OroBOpeHO B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOE JIeKapCTBEHHOE CPeACTBO.

BakTepuanbHble BakuvHbI BBOAAT, Kak NpaBw/io, B ABYKpaTHON fo3e.

O61beM BBOAMMOTO /IeKapPCTBEHHOIO CpeACcTBa NepopasibHO: AN Mbiln — 0.5—1.0 cM3, MOPCKOIA CBUH-
Km — 1,0—10cm3 kponuka — 3cM3.

Mpn nHTpauepebpanbHOM cnocobe BBeAEHUS [03a JIEKAPCTBEHHOro cpeactBa Ans 6enoli Mbilmn
coctasnaer 0.03cm3

Mpu BHYTpMBEHHOM cnocobe BBeAeHUS [03a JieKapCTBEHHOro cpeAcTBa cocTaBnseTr Ans
Mblln — 0.5 cM3, 4ns kponnka — 1 cm3.

9.2 [103bl NEKAPCTBEHHOIO CPEACTBA, HAHOCUMbIE Ha KOXHbIE MOKPOBbI, C/IM3UCTbIE 060104KM NpY ONnpe-
[eneHun anneprusvpytollero AeicTBus, NpMBoASAT B HOPMaTUBHOM [AOKYMEHTE Ha KOHKPETHOe fiekapCTBEH-
HOe cpefCcTBO.

9.3 MMpwv BHYTpM306HOM BBEAEHUN OOLMCTLI BBOAST HENOCPEACTBEHHO B 306 Yepes LMpUL, C KaHlosnen B
Ko/imyecTBe NATU 403 LbiNaATaM NATUCYTOUYHOIo Bo3pacTa.

9.4 MMpwv ncnbiTaHUM PeakTOreHHOCTU IeKapCTBEHHOE CPeACTBO BBOAAT B TepaneBTUYECKO f03€e, peko-
MeHA0BaHHOW NHCTPYKUMEl Mo NPYUMEHEHNIO.

9.5 HabnwopgeHne 3aXnBOTHbIMU BeAYT B TeyeHne 5—12 cyrT.

10 OnpegeneHne NOMNHOTbI MHAKTUBALMUN (OCTATOYHON TOKCUYHOCTHU
W BUPYNIEHTHOCTWN) BaKLUMH Ha 1ab0paTOPHBLIX XXUBOTHbIX UMW KY/NbType KNeTokK

MonHoTy mMHakTMBaUMUM (OCTATOUYHYH TOKCUYHOCTb W BUPY/IEHTHOCTb) MPOBEPSAIOT B JIEKAPCTBEHHbIX
cpeficTBax, COAepXalinx WHaKTMBUPOBAaHHbIV BO36yAuTenb. [NA BUPYCBaKUWH. NpefHasHayeHHbIX Ans
MCMNosib30BaHNs B NTULEBOACTBE, UCMbITAHWUA NPOBOAAT HA 3MOPUOHAX Kyp, YTOK U KyNbType KNeTOK KYPUHbIX
dmbpobnacTos, aHTMpabuyeckre BakLMHbl MPOBEPSAIOT Ha 6eblX MblLLaXx.

MonHoTa nHakTMBauum B 6aKkTepuiiHbIX BakLMHaxX xapakTepmusyeTcsa nokasaTenemMm cTepuabHoCTyH, onpe-
nensiemoli no FOCT 28085, 1 6e3BpeAHOCTM A9 IKCNEPUMEHTaIbHO-6M0N0rNYecknx Mogenei (Mbiluei).

B 3aBMcuMmoCTM OT TMNa BO36yAnTeNns 60onesHeli y NTyLlbl NPOBOAAT CAefyoLMe NCTbITaHNS:

- Mpu onpegenexHnn cofepxaHus XunBbIX OPTO- U NapamMUKCOBUPYCOB (HbloKacnckass 60ne3Hb, rpunn
nTUL) BakLMHY BBOAAT B a/IaHTOMCHY NOMOCTb KYPUHbLIX aMOPMOHOB 1 UCCNeayoT 3KCTPasaMbproHasibHy0
XnAKOCTb (33)K) 0T 3apaxeHHbIX KYPUHbIX M YTUHbIX SMOPUOHOB B KanenbHol peakuumn arrniotuHaunm (PrA) ¢
5 %-Holi cycneH3neli apuTpoLnToB neTyxa. MNpu nonoxuTensHoii PCA npoBoAAT NOBTOPHLIV Naccax Ha yABo-
€HHOM KosmyecTBe 3MOPUOHOB. [lpu NOATBEPXAEHWM NONOXWUTENbHOro pesynbtata PrA cepuio
/leKapCTBEHHOro cpe/cTBa 6pakytoT.
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- [Mpu onpefenexHnn cofepxaHna XNBoro KopoHasmpyca (MHMEKLNOHHBIA 6POHXUT Kyp) NPOBOAAT ABa
nocnefoBaTe ibHbIX Maccaxa BakLMHbl Ha 3MOPUOHAX Kyp NyTeM 3apaXKeHUs UX B ai/TaHTOUCHY0 060/104Ky. o
OKOHYaHUW cpoka WMHKybaLuyu aMOPUOHbI acenTUYeckn BCKPbIBAIOT M y4MTbIBAKOT NaTosioroaHatomMuyeckne
N3MeHeHus (oTcTaBaHune B pOCTe, «Kap/IMKOBOCTb», CBEPTbIBAHME IMOPUOHA B LLAP).

Mpy 06HapyXeHNn XapaKkTepHbIX U3MEHEHWNI Yy IMOPMOHOB NEPBOro Naccaxa NpoBOAAT NOBTOPHbIN nac-
CaXX BaKLMHbl Ha yiBOEHHOM KO/iM4yecTBe aMOPUOHOB. ECv n3mMeHeHns1 y sMO6pMOHOB 06HapyX1BatTCSA BHOBb,
cepuio fIekapCTBEHHOIO CpecTBa 6pakyioT.

- Mpuonpegenexnnn cogepxaHns 6upHasmpungos (MHdeKUoHHasA bypcasibHaa 601e3Hb) NPOBOAAT ABa
nocnepoBartesibHbIX naccaxa Ha aMmbpuoHax Cre kyp nyTem nx 3apaxeHuns Ha XopruoannaHTONCHYH 060/104UKy
B061aCTV UCKYCCTBEHHOW Myry NyTem BHECEHNA BaKLUHbI Yepe3 UCKYCCTBEHHYIO BO3AYLLIHYIO kaMmepy. [10 OKOH-
YaHWK cpoka NHKybaLnm ocTaBLUNECs XKNBbIMU IMOPUOHBI BCKPbLIBAIOT, YUNTbIBAsA NOPaXeHUst (0TEYHOCTb ro/10-
Bbl 1 MOAYENOCTHOIO NPOCTPAHCTBA, KPOBOU3/IMAHUA B MbILLLAX, U3MEHEHUSA NEYEeHN, OTCTaBaHne B pocTe).
O6beauHeHHylo npoby OT 3MOGPMOHOB NEpPBOro naccaxa WCMONb3yT ANA NPOBEAEHUs BTOPOro
3aKNIUNTENBHOIO Naccaxa, KOTOPbI BbINO/IHAETCA aHaNOMMYHO.

- lMpw onpeaeneHnun cogepxaHuns xxmsoro supyca CCA-76 NnpoBoAAT ABa NocnefoBaTe/bHbIX naccaxa
BaKLMHbI HA aMBPUOHaX yTOK C NocreAytoLLeli NoCTaHOBKOM PIFA. SkcTpasmMbpuoHaibHY0 XUAKOCTb, CobpaH-
HYI0 OTAE/IbHO OT KaX0ro aMbpnoHa BTOPOro naccaxa, NpoBepsoT Ha reMarrlTUHUPYIOLLYI0 aKTUBHOCTb B
kanenbHoi peakuum PTA ¢ 5 %-Hoii cycneH3neli aputpouuToB netyxa. MNpu nonoxutensHoli PIA npoBogAaTt
NOBTOPHbIV Naccax Ha yiBOEHHOM Ko/iM4yecTBe aMOPMOHOB. Mpu NOATBEPXAEHUN NMONOXKNTENILHOIO pe3y nbTa-
Ta PI'A cepuio nekapcTBEHHOro cpefcTBa 6pakytoT.

- lMpw onpegeneHnn MeTanHEBMOBMPYCOB NPOBOAAT TPU Noc/iefoBaTesbHbIX Naccaxa Ha nepBUYHONA
KynbType KneTok KypuHbix oubpobnactos (REO) nnm VERO. Ecnun nocne BTOPOro naccaxa Ha KynbType kie-
TOK KypuHbIX (hnbpo6a1acTtoB NpUcCyTCTBYeT LMTONaTOreHHoe AelicTBMe, XapakTepHoe A8 peoBupyca uam
mMeTanHeBMOBMpYca NTUL, CEPUI0 TeKapCTBEHHOI0 Cpe/CcTBa 6pakyloT.

- lMpuucnbiTaHUM Ha HaNMYne aKTUBHOIO BUpYCa B aHTMpabuyecknx BakuHax BakLnHy BBOAAT MblLLam B
mo3r. HabnogeHune 3a XMBOTHLIMW NPOBOAAT B TeueHue 21 cyT. Bupyc 6elleHcTBa B BakLMHE CUNTAIOT MHAKTU-
BMPOBaHHbIM. EC/IM MbILLIW OCTAKTCH XMBbIMU. Mpy 3a601€BaHNM XOTS Gbl OAHOW MbILLW C KTMHUYECKUMMN NPK-
3HakaMn GelleHCTBa Cepuio  BakuuHbl 6GpakytloT. Mo3r noruémnx MbilWwed unccnepyloT  MeToAoM
UMMyHOhlyopecLieHLMmn. B Maskax n3 Mo3sra MbllLeii BUpyc 6elleHcTBa 06HaPYXMBATLCA HE JO/DKEH.

11 OnpepgeneHne annepruanpyowero 4eicTBna 1eKkapcTBEHHOro cpeacTBa

Anneprusupyrouiee aHadunakTmyeckoe AeicTBMe NEKAPCTBEHHOIO CpPefCcTBa onpegensercs nytem
CeHCcMbunusalmm MOpPCKMNX CBUHOK.

[na ceHembunusauum Mopckux cBMHoOK (Macca 200—250 r) MOryT 6bITb UCMO/Ib30BaHbl Pa3Hble CXEMbI
BBe/ZleHMs IeKkapCTBEHHOr0 cpeacTBa. B cnyyasnx, korga Kypc BakunHauum npegycMmarpruBaeT HECKO/IbKO BBe-
OEeHWA. uenecoobpasHo NPUMEHATL CNeAylLLy0 CXeMY: NepBas MHbeKUWA MOAKOXHO, ABe nocnegywolune
(c uHTepBanom 1 cyT) BHyTpMMbIWeYHO. Ecnn BakymHauusa npegycmarpvBaeT BBefeHUE NekapcTBEHHOro
cpencTBa 04HOKPATHO, A0NyCcKaeTCs O4HOKpaTHasA CeHCUbmMamM3auns. Yucno XXMBOTHbLIX B rpynne AO/MKHO ObiTb
He MeHee fecATW. Paspellaloulyid UHBEKLMIO BbINOMHAKT BHYTPUBEHHO WU BHYTpPUCEPLEYHO uepes
ABe — Tpu HeJenu unu B 6051ee oTAaNneHHbI cpok (B 3aBUCUMOCTU OT CBOWCTB SIEKAPCTBEHHOMO CPEACTBA).
B cnyuyae, ecnv npenapar sBnsieTcs copbrpoBaHHbIM, A1 paspeLlanLein Hbekuuy cnegyeT NCnonb3oBaTb
TaKkke U Hecop6GupoBaHHbIN nonydadpukaT. CeHcnbunmaupywas 1 paspellawowas 403bl UCMbITYEMOro
NekapCTBEHHOr0 CpeAcTBa A0/MKHbI ObITh NPUGAMKEHBI K PEKOMEHAYEMbIM A1 NPaKTUYEeCKOro NPUMeHeHus,
npu 3TOM paspellauias fo3a He A0/HKHA ObiTb MeHbLLE ceHecnbunusnpytouiein. OKoHYaTeNbHY0 BETMUNHY
[03UPOBOK YCTaHaBANBAKT 3KCNEPUMEHTA/IbHLIM NyTEM.

Mocne paspellawlueli MHbEKLUM HABNIOAEHNE 3a XMBOTHLIMU BEAYT B NpogomkeHne 30 MyH. Yaule Bce-
ro LWOK NPOosIBNSIEeTCA B TEYEHMNE HECKOIbKUX MUHYT, €ro TSXKECTb OLeHUBALT MO cneayoLweit wkane:

Al+/ — pepkoe noyecbiBaHve nanamMn MOpZAbl, B3bEPOLUMBAHWE LUEPCTU, NOHMXEHMEe TemnepaTypbl
6onee yem Ha 1 °C;

B/++/ — yacToe noyecbiBaHve nanamm MopAbl, BO3MOXHO NEPMOANYECKOE YNXaHNe, MOHKEeHNe TemMne-
patypbl;

B/+++/— cnacTuueckuii kawwneBblii CUHAPOM, BO3MOXHOE NajieHne Ha 60K. MoyewucnyckaHue, aede-
Kaums:

[/++++/ — KOHBY/IbCUBHbIE CY0POrK, pe3koe HapyLleHne AblXxaHus, rmbesb XXMBOTHOIO B TeYeHue nep-
BbIX 5—7 MUH;

[, — peakuus oTcyTCTBYeT.
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WNHpekc cnigpoma B rpynne (W) BbluncnsoT no doopmyne Beurna (1960)
m-Albba 3-1 4 (1)
A-BABAT +[

roe A. B. B. . [ — 4MCNOXXUBOTHBIX C JaHHO BbIPAXEHHOCTLI0 CMHAPOMA.
1.2.3.4 — undpoBas MHANKaLUA, KoTopas BBOAUTCA AN UCUUCIEHUS TAXECTN peakuuy no rpynne B
Lenom.

M3yyaemble nekapcTBeHHble cpefcTBa (3a MCKIKYEHMEM reTeposiIorMYHbIX CbIBOPOTOK) HE AOKHbI
BbI3BaTb Pa3BUTUA CMePTENbLHOIO LIOKA.

BblpaXXeHHOCTb aHathuiakcum nocsie BHyTPUBEHHOIO WM BHYTPUCEPAEYHOIO BBEAEHWA pa3peLlatoLleit
[03bl NpenapaTa f0/HKHa COOTHOCUTBCA € pesyfibTataMu, 3ahKCMpoBaHHbIMU Brpymnne MOPCKUX CBUHOK, NOA-
rOTOB/IEHHbIX K LUOKY, Yallle BCEro CeHcubunmsaumein HopMmasibHOW reTeposIoOrMYHON CbIBOPOTKOM (MOOXN-
TesNbHbIA KOHTPOsb). 100 %-Has rmubenb XMBOTHbIX B AAHHON rpynne obblYHO HacTynaeT B pesysbraTte
npeaBapuTenbHOro NoAKOXHOro BeefeHnsa 0.1 cm3nowamHoli CbiIBOPOTKY, 3a iBe — TPW HeAenun 40 paspe-
watowen gossl 0.1—0.5 cm3 Ecnu cbiBopoTka nnounausnpoBaHa, AN CeHCubunusauum MNpUMEHST
2.5—3,0mMr Ha 100 rmacchl Tena XnBOTHOro (paspeLsatrwas gosa 14— 16mr Ha 100 r maccol). B Tex cnyyasx,
Korga npu Npou3BOACTBE JIEKAPCTBEHHOIO CPEACTBA NPUMEHSAIOT reTeposIOrMYHbI 610K, Ero UCNONL3YHT NpU
NOCTaHOBKe MOJI0XUTENbHOIO KOHTPOA.

OfHOBpeMeHHO paspeLLaloLyto 03y UCNbITYyeMOro fieKapCTBEHHOTO CPeACTBa BBOAAT XUBOTHbLIM, KOTO-
pbIM BMECTO CEHCUOUIM3UPYIOLWMX NHBEKLMM NpenapaTta 6bia BBeA4eH COOTBEeTCTBYLWMNIA 06beM 0,9 %-Horo
M30TOHMYECKOro pacTBopa HaTpus xnopuga (oTpuuaTesibHbli KOHTPO/b).

12 OnpepeneHve NUPOreHHOCTH

[MpoBepka Ha NMMPOreHHOCTb NpefHasHavyeHa A5 OrpaHnyeHns pucka BO3HUKHOBEHUS IMXOPaS0o4HOro
COCTOSAAHNA (MOBbILEHNA TEMNepaTypbl Tena) nocne BBeJeHUs 1eKkapCTBEHHOro cpeacTsa.

McnbiTaHnio nog/iexaT MHbEeKUWOHHbIE NIeKapCTBEHHbIE CPeACTBa, NpeHa3HavYeHHble 419 BHYTPUBEH-
HOro, BHYTPUMbILLIEYHOTO, NOAKOXHOTO BBEEHNS 1 BBEAEHWA B Nonoctu. Mpu npoBeAeHnn uccnegoBaHuii
pekomeHayeTcs onpefennTb MakCMMasbHYIO 403y, HE Bbi3blBatOLLYH MMPOreHHOro adhdexra.

OnpegeneHne NMPOreHHOCTN NPOBOAAT Ha 34,0POBbIX KpO/IMKax 060ero nona, He asibGbUHOCaxX, Maccom
2.0—3,5 Kr. cogepxalmxcs Ha NOMHOLEHHOM paluoHe. Kaxablii KPONMK [LO/IKEH COAEePXaTbCs B OTAE/bHOM
KneTke B MOMeELLEHUN C NOCTOSIHHOM Temnepartypoii. KonebaHus TemnepaTtypbl He MOryT npeBbiwath + 3 BC.
Mpy y6opke KNeTok 1 B3BELLUMBAHUMN XXUBOTHBIX X 06eperatoT oT BO36YXAeHUs (n3beratb LWyma u peskux Asu-
XeHuin). B TeueHune Heenu, NpeALWwecTBYIOLLEN OMbITY, KPOSIMKN He f0/KHbI TEPSTb B Macce. B3BelwnBaHme nx
NPOBOJAT [0 Aayun KOpMa He MeHee Tpex pas yepes feHb. XKNBOTHbIE, TEPAIOLLINE B Macce, K ONbITy HENPUrog-
Hbl. B TeyeHue Tpex CyTOK nepef UCMbITAHWEM Y KaxAOro nofonbITHOIO Kposvka U3MepsT TeMnepatypy.
I3MepeHunsa NnpoBOAAT eXxefHeBHO YTPOM A0o4auun KopMa npy NOMOLLY MeULMHCKOro PTYTHOTO UK 3/1EKTPO-
TepMomMeTpa. N03BOJIAILWEro onpeaennTb Temneparypy c ToyHocTbo 40 0.1 BC. laTymk TepMOMeTpa BBOAAT B
NPSIMYI0 KWLLKY Ha r1y6uHy 7—9 cm (B 3aBUCUMOCTM OT MaccChl Kposimka) 3a BHYTPEHHWI ChUHKTEpP Ha BpeMms,
HeobxoAnmoe ANs AOCTUXKEHNA MakcManbHOW TeMnepaTypbl. icxogHas Temnepatypa nogonbITHbIX KPOsun-
KOB lo/kHa 6bITb B Nnpegenax 38.5 °C—39.5 °C. )KnBOTHbIe ¢ 60/1ee BbICOKOV Un 60/1ee HU3KO Temnepary-
poli ANs onbiTa HENPUroAHbl. Kpome Toro, KposIMKOB, BNEepBble NCMO/b3yeMblX 415 UCTbITAHUS TEKaPCTBEHHbIX
CpefCcTB, NPOBEPSAIOT HA PeaKkTUBHOCTbL NyTeM BHYTpuBeHHoro seefeHunsa 10 cm3kr 0,9 %-HOro cTepuibHoOro
HEeMMpPOreHHOro pacTBopa HaTpus X/iopuaa, CooTBETCTBYoLWero TpeboBaHmaM hapmakoneiiHoii ctatbm (2]. B
c/lyyae n3MeHeHus Temnepatypbl Y KponmkoB 6onee yem Ha + 0,4 °C XUBOTHbIE CUMTAIOTCA HENPUTOLHLIMU
Ans onbiTa.

He no3gHee yem 3a 184 0 OMbITa KPOJSIMKOB NEPEBOAAT B MOMELLEHNE, B KOTOPOM OCYLLECTBAAIOT UCTbI-
TaHue Ha NUPOreHHOCTb. OHO JO0/MKHO MPOBOANTLCA B OTAE/bHON KOMHATe C NOCTOSHHOW TeMnepaTypoi, He
oTnuvawLLelics oT TemnepaTypbl NOMELLEHNS, B KOTOPOM KPOJIMKM MOCTOSSHHO COAepXannck 4o onbiTa, 6onee
yeM Ha + 2 °C. u ¢ konebaHussMy BO BPEMS UCTIbITAHWS, He npeBbllalmy 2 °C, n30/1MpoBaHHOl OT WyMa, B
CnoKoliHOW 06cTaHOBKe. BeuepoM HakaHyHe OMnbiTay XMBOTHbIX y6MpatT ocTaTok kopMa. [1o 1 Bo BpeMs onbiTa
XXVMBOTHbIE KOPM He nony4yaloT (Bo4y fatoT 6e3 orpaHnyeHus).

Bopga ANs MHbEKUWIA Unn apyrue NnpuMeHsieMble pacTBOPUTENN, & TakxkKe LINPULbI U U /bl AO/MKHbI GbITb
CTEepPUNIbHBIMY 1 HENUPOTeHHbIMU. cnbiTyeMble neKkapCTBEHHbIE CPEACTBA AO/MKHbI OblTb CTEPUbHBIMU. WX
BBOAAT KPO/SIMKaM B YLIHYIO BeHy. [lpyrne nyTvn BBeAEHWS yKa3blBalOT B YACTHOWN CTaTbe Ha flekapCTBEHHOe
cpeAcTBO. [INa KaxAoro Kposvka 6epyT oTAeNIbHY0 Ury. PacTBopbl UCMbITYEMbIX IEKapCTBEHHbLIX CPEACTB,
nogorpetble 4o 37 °C (npu OTCYTCTBUM APYTMX YKa3aHWil B YACTHbIX CTaTbsAX), BBOASAT B KOIMYECTBAX U pacTBo-
putensax. npeaycMOTPEHHbIX COOTBETCTBYOLLNMM YACTHLIMU CTATbAMU.
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[na vcneiTaHnsa Ha NMPOreHHOCTb BOAb! ANA UHBEKL WA NpeABapuTeIbHO rOTOBAT 3 Hee N30TOHNYECKWI
0,9 %-HbIii pacTBOp HaTpusi xnopuaa. Hatpus xnopug fomkeH 6biTb CTEPUIbHLIM U HEMMPOTeHHbIM, 4TO 0bec-
neyvBaeTcs BO3AyLIHbIM METOAOM ero ctepunnsaunm npu temnepartype 180 °C unn200 SC B TeyeHue ot 30 40
60 MUH B 3aBUCUMOCTHM OT Macchbl obpasua. LLnpuubl, Urnbl 1 HEO6XOAMMYIO CTEKASHHYIO NOCYAY CTEPUIN3YIOT
3TUM Xe meTofom npu Temnepatype 180 °C B TeyeHne 60 MMH. KonmyecTso BBOAMMOro U30TOHWUYECKOro
0,9 %-Horo pacTBopa HaTpus xnopuga coctasnset 10 cm3Ha 1 Kr Macchl Kponvka. Bee konmyecTso pactsopa,
npegsapuTesibHO HarpeToro Ao temnepatypbl 37 BC, BBOAAT B TEYEHNE 2 MUH.

VcnbiTyeMblli pacTBop MPOBEPSAIOT HA TPEX Kponvkax. Fpynna fo/mkHa COCTOATb U3 XUBOTHBIX, 6M3KMX
no macce (oTnnvatowmxcs He 6onee yem Ha 0,5 kr). Nepeg BBEAEHEM pacTBOpa y KpO/MKa ABaX bl C UHTEpBa-
nom 30 MUH n3MepAloT TemnepaTtypy. Pasnuuma B nokasatensax remneparypbl He 01XHbI npesbiwats 0,2 °C.
Ecnu pasnnuna B Temnepartype npesbiwaeT 0,2 °C, KpO/MK ANA UCMbITAHUSA He ucnonb3yeTcs. PesynbTar
nocnefHero U3MepeHuss NPUHNUMAIOT 3a UCXOAHYI0 TemnepaTypy. PacTBop BBOAAT He nosgHee yem yepes
15— 30 MuH nocne nocnegHero usMepeHns temnepartypbl.

Mocnepytollee nsmepeHne TemnepaTypbl NPY BHYTPMBEHHOM BBEAEHMM UCTILITYEMOro pacTBopa npoBo-
OSAT TPU pasa ¢ NPoMexyTkamun B OA4MH Yac. MNpu Apyrux cnocobax BeeAeHNs — NATb pas ¢ NpoMexyTkaMmu B
OfIMH Yac, ecnv B YacTHOW cTaTbe HeT APYrMX yKasaHuii.

Bogy AnA MHBEKUMIA uny pacTBop /IeKapCTBEHHOIO CpeAcTBa CUUTAKT HENUPOreHHbIMK, ecan cymMmMa
NOBbILLEHWI TEMNEPATYpPbl Y KPOSIMKOB MeHbLLe nav paBHa 1.4 X . Eciv aTa cymma npesbilaeT 2.2 X . TO BOAY
ONA MHBEKLMIA NN pacTBOp /IeKapCTBEHHOTO CPeACTBa CHUTAIOT MMPOreHHbIMU. B cnyyasx, korga cymma nosbl-
LIEHWIA TemnepaTtypbl Y TPEX KPOIMKOB HaxoauTcs B npegenax ot 1.5 X g0 2.2 X, ncnbiTaHne noBTOPSOT
[ONOMHMTENBbHO Ha MATM Kponvkax. B aTom cnyyae Bogy AN UHBEKUMA MAWM pacTBOp /eKapCTBEHHOrO
CcpeAcTBa cUMTaloT HENUPOTreHHbIMKU, ECNIN CYyMMa NMOBbIWEHWI TeMNepaTypbl y BCEX BOCbMU KPOIMKOB He npe-
BbllwaeT 3,7 X. Ecnm xe 3ta cymma paBHa 3,8 X wam 6onblie, BoAy ANS UHbEKUWA unmM pacteop
JNleKapCTBEHHOIO CPeACTBa CUMTAIOT MUPOrEHHBIMMU.

B yacTHoli chapmakoneliHoi cTaTbe MOryT ObIThb YKa3aHbl Apyrve npefenbl OTKNOHEHUSA TeMnepaTtypbl.

Ecnu BYacTHOW cTaTbe Ha lekapcTBEHHOE CPeACTBO HET APYrnX yKkasaHuii, ciyyan NOHWKeHna Temnepa-
TYpbl Y KPO/IMKOB MPUHUMALOT 3a HOJb.

Kponuku, 6biBLIVE B ONbITE, MOTYT 6bITh MCNO/Ib30BaHbI 419 ONpeAeieHns NMPOreHHOCTW NOBTOPHO, HO
He paHee YeMm Yepes TPoe CyTOK, eciv BBEAEHHbIN M [0 3TOr0 PacTBOP IeKapCTBEHHOrO CpeAcTBa Uy Boja
ONA VHBEKUUiA 66111 HenmporeHHbIMU. Ecn e BBeA€HHbI pacTBOP /1IeKapCTBEHHOTO CpeACcTBa U BoAa Ans
WHBEKLMI 0Ka3anncb NMPOreHHbIMU, KPOIMKN MOTYT BbITb MCNOb30BaHbI 415 AabHELLINX ONbITOB Yepes ABe
Hegenw. MNpu NoBbILLEeHUN TeMnepaTypbl y KPOMKOB B NOJOOHBIX cnyvasx Ha 1,2 X 1 6051ee OH1 NCnonb3ytoT-
csayepes3 Tpu Hegenu. Ecnmn nccnepyemsoie Belwectsa 061aga0T aHTUTEHHBIMU CBOCTBAMU, TO OAHUX U TEX Xe
KPO/IMKOB HEeNb3A UCMONb30BaThb ANA WUCNbITAHUS MOBTOPHO (ECAM HET cneuuasbHblX yKasaHuii B 4acTHOM
cTatbe).

[ns venbiTaHna nekapcTBEHHbIX CPEACTB A/17 XMBOTHbIX, BBEAEHNE KOTOPbIX TpebyeT npeasaputesb-
HOW NOArOTOBKM MAW CNeLnanbHbIX YCI0BUI BBEAEHNS, CneAyeT pyKOBOACTBOBATLCA A0NOHUTENbHLIMY yKa-
3aHMAMU, NPVBELEHHbIMW B HOPMATUBHOW JOKYMEHTaLU Ha KOHKPEeTHOE NlekapCTBEHHOE CPeACTBO.

13 OnpepgeneHne 6akTepuasnbHbiX 3HAO0TOKCUHOB

BakTepunanbHble 3HAO0TOKCUHbI ONPeAEeNnaioT B UHBbEKLMOHHbIX NEeKapCTBEHHbIX CPeACcTBax, NnpegHasHa-
YeHHbIX 418 NapeHTepasnbHOro N MHTpaTeKkasbHOro NPUMEHeHUs, N B Cy6CTaHUUNAX, NCNOAb3YyEMbIX AN WX
nsrotosneHns. MeTog faeT BO3MOXHOCTb NPOBOAUTb NOCTaANIHBI KOHTPOb COAEPXaHUSA 3HAOTOKCUHOB B
npoLecce NPOM3BOACTBA MHBEKLMOHHBIX IEKAPCTBEHHbLIX CPEACTB.

CogepxaHue 6akTepuanbHbIX 93HAO0TOKCUHOB BblpaxaeTcs BefuHuLax aHaoTokcuHa (E3) MexayHapoa-
HOro cTaHAapTa aHA0TOKCHHA.

OnpegeneHne cogepxaHus 6akTepuasbHbIX 3HAOTOKCUHOB NPOBOAAT C UCNOJ/Ib30BAHNEM peakTuBa,
npefcTaBnsioLLeEro coboi Nn3aT KNeTok KpoBu (ame6ountoB) MeyexsocTa Limulus polyphemus (J1A/1-peak-
TuB) unu Tachypleus tridentatus (TAJlI-peakTuB). B ocHOBe MeToAa NeXWUT CNOCO6GHOCTL ameboLMTOB Meye-
XBOCTa crneuudunyeckn pearnposaTb C IHAOTOKCMHAMW rpamoTpuuatenbHbiX 6akTepuini  (nunonosnu-
caxapugamu, J11C).

B pesynbTate peakumu ¢ 3HAOTOKCMHOM MPOUCXOAUT NOMYTHEHWE NPO3PaYHONA peakLMOHHON CMecK 1
yBe/nMyeHune ee BA3KOCTW BM/IOTb J0 (hOPMMPOBAHUS NAOTHOTO refisi, obpasoBaHne KOTOPOro CAYXUT UHANKA-
TOPOM HanuymsA B Npo6e 6akTepuanbHbIX 3HAOTOKCUHOB.

MpoBoAVMbIli TakMM 06pa3oM aHann3 HasblBaeTCs refib-TPOM6 TecT. DTOT aHaNIn3 NO3BONSET Komyec-
TBEHHO onpegenuTb cogepxaHne bakTepmanbHbIX 3HAOTOKCUHOB B UCMbITyeMOM npenapaTe (KoNnyecTBeH-
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Mblii @Hanu3) WM OLEeHWTb, COOTBETCTBYET /I COAepXaHWe 3HAOTOKCUMHOB MpefeslbHOMY 3HaueHuto,
yCTaHOB/IEHHOMY Ai/15 UCNbITYEeMOro npenapaTta (Ka4eCTBEHHbI aHanus).

KauecTBeHHbI aHanus siBnseTcs OCHOBHLIM METOAO0M NPOBEAEHNA aHanusa no nokasaresnto «bakrepu-
anbHble 3HAOTOKCHHbI», 3TOTXE aHaNn3 ABAETCA apoUTPaXHbLIM.

B0O3MOXHO nNpoBefeHne onpefenieHns cofepxaHna 6akTepmanbHblX 3HA0TOKCUHOB UHBIMY MeToAaMu
U MogMdmKaumamMm Npm ycnoBum, YTo pesynbTaTbl HE NPOTUMBOPEYAT pesyibTaramMm OCHOBHOIO MeToaa.

MeTop onpesenerHusi 6akTepuasibHbIX 3HAOTOKCMHOB C NOMOLL b0 JIAJ1-peakTuBa ABASETCS afbTepHa-
TUBHbIM. Hapsify C HUM MOTYT GbITb UCMONbL30BaHbI U APYrMe MeToasl (onpeaeneHne NUPOreHHOCTH Ha Kpo-
MKax).

13.1 MoparoTtoBKa K UCNblTaHUO

13.1.1 TMoparotoBka nocypabl

CTeknsiHHasa v nnacTukoeas nocyaa, ucnonb3yemas B JIAJI-TecTe. He fo/kHa cogepxartb 6akTepuasb-
Hble 3HA,0TOKCUHbI B KO/IMYECTBax, onpeesiieMblX B TeCTe, U He A0/KHA OKa3blBaTb BAUSAHUA Ha X0 peakLun.
Mocyaa MoXeT 6bITh AenuporeHn3mpoBaHa npy temnepartype 250 CC He meHee 30 MUH.

13.1.2 CtaHpapTbl 9HAOTOKCMHA

CogepxaHne 6aktepuasnbHbIX 3HAOTOKCUHOB BblpaxaeTcs B eAnHuLax aHgoTokeuHa (EC) MexayHapog-
HOro ctaHfapTa aHAOTOKCKHa. [py NpoBeAeHnn aHannsa UCNoNb3yT KOHTPOSIbHBIA CTaHAAPT IHAOTOKCUHA
(KC3). akTMBHOCTb KOTOPOro YCTaHOB/IEHA N0 MexayHapoAHOMY CTaHAapTy 9HA0TOKCUHA.

KOHTPONbHbIA cTaHAapT 3HAOTOKCUHA NpeAHas3HauvyeH A5 NPoBefeHUs aHanu3a C faHHol napTueit
NAN-peaktuBa (TAJ1-peakTnBa). KOHTPOMbHLIA cTaH4apT aHAOTOKCHHA W JIAT-peakTuB unu TAJ1-peakTuB 40/1-
XHbl 6bITb 3aperncTprpoBaHbl YNOMHOMOYEHHbIM OopraHoM. PacTBopeHue n xpaHeHne KC3 ocywecTBnsioT
COr/1aCHO MHCTPYKLUMM (DUPMbI-NPOU3BOANTENS.

13.1.2.1 J1AN1-peaktuB

Wcnonb3ytoT JIAS1-peakTus, npegHa3HauyeHHbI ANa npoBeeHns chapMakoneliHoro aHamsa ¢ NoMoLL b
renb-TpomM6 Tecta. B cnyyae npoBefeHuns aHanmsa MeTOA0M, OT/IMYHBLIM OT OCHOBHOTO, HE06X0AUMMO UCMOSb-
30BaTb peakTuB, NpeAHasHauYeHHbIl 419 JaHHOro MeToja.

YUyBCTBMTENBHOCTL peakTusa (/1) BblpaxaeTca B eAnHuLax sHAoTokcuHa [ED/cm3 (EC/mn)] n cooTBeT-
CTBYET MUHVMMasIbHO KOHLEeHTpaLum MexayHapoAHOro ctaHAapTa aHA0TOKCMHA, KOTopas Bbi3blBaeT 06pa3o-
BaHMe TM/OTHOrO rens nNpuv peakuunm C [AaHHbIM - peakTuBoMm. JIAJl-peakTnB npeactaBnseT coboi
nmounNnsnpoBaHHbili npenapat. PacTBopeHne u xpaHeHue JIAJl-peakTuBa OCYLLECTBAAIOT COrNacHoO
VNHCTPYKLMN (OUPMbI-NTPON3BOAUTENS.

13.1.2.2 Boga anaJ1AJ1-tecta

Bopa ana NNA/l-Tecta Ao/KHA COOTBETCTBOBATb TpEOOBaHUAM, NPeAbSABNSEMbIM K BOAE AN1A MHBEKLWIA,
1 NPV 3TOM He A0/HKHAa cogepxaTb 6bakTepuasnbHble S3HA0TOKCHHbI B KOIMYECTBAX, onpeensiemMblX B TecTe.

13.1.3 MakcumasbHO AOoNyCTMMOe pa3BefeHune NCNbiTyeMoro iekapCTBEHHOro cpefcTBa

MakcumansHo gonyctumoe passegerHve (MAP) — aTo Hanbonbllee pasBefeHne UCMbITYeMOro nekap-
CTBEHHOrO CpeACcTBa, B KOTOPOM BO3MOXHO ONpejesieHne KOHUeHTpauun aHA0TOKCMHA, COOTBETCTBYIOLLEN
3HaYeHNo nNpefenbHOro cofepxaHus 6akTepuanbHbiX 3HAOTOKCUHOB, YCTAHOBMEHHOMY AN AAHHOro
JleKapCTBEHHOIO cpefcTBa

MAP =£)%, @

rae X — npefenbHoe cogepxaHme 6akTepnanbHbiX 3HAOTOKCUMHOB: AONYCTUMOE cofepxaHune 6akrepvanb-
HbIX 3HAOTOKCMHOB B UCMbITYyEeMOM JIeKaPCTBEHHOM CPeACTBE, YyKa3aHHOEe B HOPMATUBHOM [OKYMEHTe
Ha KOHKPETHOE sieKapCTBEHHOE CPefCTBO;
C — KOHUEeHTpaLua NCnbITyeMoro pacTsopa: KOHLLeHTpaLsa NekapCTBEHHOr0 CpeAcTBa Unun geiicTeyoLe-
ro BeLecTsa, [/11 KOTOPOro YKka3aHo npefesibHoe cofepxaHune 6akreprasnbHbIX 3HL0TOKCUHOB;
K — 4YyBCTBUTE/IbHOCTL JIAJ1-peakTnBa. E3/cMJ.
MpepenbHoe cogepxaHne 6bakTepmasnbHbIX 3HAOTOKCMHOB X paccunTbiBalOT No hopmyne
X= — s (3)
M
rae K — noporosas nuporeHHas fo3a, pasHas SE3/krsyac. fna ucnbiTyeMoro nekapcTBEHHOr0 CpeacTsa,
€C/ OH BBOAMTCH XXWBOTHOMY /I06bIM NapeHTepanbHbIM MyTeM, KPOMe WHTpatekasibHoro. [Mpu
MHTpaTeKkasibHOM NyTU BBEAEHUS fiekapcTBeHHOro cpeactea Kcoctasnset 0.2 EQ/kr.

M — makcumasnbHasa TepaneBTMyeckasn [03a UCMbITyeMOro JIekapCTBEHHOIo CpeAcTBa, BBOAUMAA B Teye-
HWe ofHoro Yaca (Mr; cM3; E[] Ha 1kr macchl Tena).
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Ansa pagnodhapmaueBTUHECKNX /IEKAPCTBEHHbIX CPeACTB, BBOAMMbIX NapeHTepasibHO, npefesibHoe
cofepxaHve 6akTepuanbHbiX 3HAO0TOKCUHOB X, paccynTbiBatoT Nno hopmyne

Xi= 175V. (4)
roe V — MakcMmasibHO pEKOMEH/0BaHHAs 103a. CM3.

Ana paavodapmaleBTUHecKuX fleKapCTBEHHbIX CPeAcCTB, BBOAUMbLIX WHTpaTeKasbHO. npefesibHoe

cofepxaHune 6aktepuasibHbIX 3HAOTOKCMHOB X2paccunTbiBaloT No doopmyne
Xr=14V. (5)

[na cybcTaHumii paccumTbiBalOT NpeAesibHoe cogepxaHne 6akTepnanbHbIX 9HA0TOKCUHOB, UCMO/b3YS
Be/IMYMHY M, BbIOpaHHyo 415 IekapCTBEHHOI DOpMbI.

13.1.4 MoparoToBKa ucnbiTyemoro o6pasua

Kaxpablli 0TO6paHHbIi 06paseL, UCNbITbIBAOT OTAE/NbHO.

[na pactBopeHns n (Mnn) passefeHns UCMbITYeMOro ekapCTBEHHOr0 CpeAcTBa MCNOob3yoT BOAy AN
NAJI-TecTa, ecnu He ykas3aHO MHOTO B HOPMaTUBHOM [OKYMEHTE Ha KOHKPEeTHOe fieKapCTBEHHOEe CPefCTBO.
McnbiTyeMblii pacTBop fo/mKeH nMeTb pH B Npeaenax, ykasaHHblx npounssogutenem JIAJ1-peaktnea. 06bIYHO
6.0—8,0. B cnyyae HeobxogumocTu pH f0BOAAT pacTBOpamm KUC/0Tbl, OCHOBAHWUS UK 6ydiepHbIM pacTBo-
pom. Ncnonb3yemble pacTBOPbI HE AO/MKHbI COofepxaTb 6akTeprasnbHbIX 3HAO0TOKCUHOB B KO/IMYeCTBax, onpe-
AenaeMblX B TECTE, N He A0/IKHbI OKa3biBaTb B/IMAHUA HA X0, peakLuuu.

13.2 MNposegeHve aHannsa

B KpyrnofoHHble npo6upkun anameTpom 10 MM BHOCAT pasHble 06beMbl JTAJ1-peakTnea v UCMbITYEMOro
pacTteopa (no 0,1 cm*). PeakLyMOHHbIE CMeCK akKypaTHO MepeMeLLMBaloT U MHKYOMPYIOT Npu Temnepartype
(37 1) X BTeuyeHue (60 i 2) muH. Bo Bpems MHKybupoBaHus cnegyeT nusberats subpauun nygapos. Mo ucte-
YEHMWN YKa3aHHOIo CPOKa BMU3yaslbHO PErNCTPUPYIOT pesynbTaTbl Kak NoNIOXUTeNbHbIE, TaK U OTPULLATE IbHbIE.
MonoxuTenbHas peakuus (+) xapaktepusyeTtca obpazoBaHneM NJ0THOrO rens, KOTOPbIA He paspyLuaeTcs npu
akkypaTHOM OJHOKpaTHOM nepesopaynBaHum npobupky Ha 180*. OTpuuaTenbHas peakums (-) xapakTepumsy-
eTCA OTCYTCTBMEM TaKoro rens.

13.2.1 MpepBapuTesibHble aHaNn3bl

[na noAaTBEPXAEHUS 4OCTOBEPHOCTN Y TOYHOCTU pe3yNbTaToB onpefeneHns 6akTepuasibHbIX IHL0TOK-
CMHOB. NMPOBOAMMBIX C MOMOLLbIO JIAJl-peakTuBa. HE06X0AUMO NOATBEPAUTL YYBCTBUTENILHOCTL peakTuBa,
yKa3aHHY0 Ha aTUKeTKe, a Takke yb6euTbCs B TOM. UTO UCMNbITYyeMOoe SIeKapCTBEHHOE CPefCTBO He COAEePXUT
(hakTopoB, MellaLLnX NPOBeAEHUI0 peakLum.

13.2.1.1 MNoaTBepxAaeHune 3adB/IEHHON YyBCTBUTENBHOCTU JIAJ1-peakTnBa

AHanM3 NpoBOAST ANsA KaxAol HOBOV cepumn ncnonb3yemoro SIA/1-peakTBa. a Takke npu U3MeHeHUn
yCN0BWI1 3KCNEPUMEHTA, NCNO/b3YeMbIX MaTepranoB MpeakTUBOB, CMOCOOHLIX NOBANATL Ha pe3yibTaT TecTa.

13.3 lNposBepeHne aHanmsa
Lna npoBefeHnsa aHanu3a rotoBAT pacteopbl C 1 D no cxeme, NnpuBeaeHHo B Tabnuue 1.

Ta6numuya 1— Cxema akcnepumeHTa «[MoATBEPXAEHNE 3aB/IEHHON YyBCTBUTENbHOCTU JIAJ1-peakTuBa»

KoHeuHas
o dakTop KoHLUeHTpauus KC3 Konuuectso
PacTtBop McxoaHblii pacteop PacTtBoputenb .
passefeHus 0 MCNbITYyEMOM noBTOpHOCTEl
pacTsope
C PactBop KC3 B BOAE Ans Bopa ans NNAN-Tecta 1 2/. 4
NAN-TecTa KOHUeHTpauuenn 2/. 2 > 4
4 0.5/. 4
8 0.25/. 4
O Bopa ansa NAJN-tecTta — — — 2

PactBopbl C — cepusa passegeHuii KC3 B Boge pana JIAJI-Tecta (MpoBepka 4yBCTBUTENILHOCTHU
NAN-peakTuBa).

PactBop D — Boga ans JIA/1-tecta (OTpuUaTeNbHbI KOHTPO/b).

OnbIT NPOBOAAT, Kak onnucaHo B 13.2.
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13.4 Ob6paboTka pe3ynbTaTos

AHanM3 cumTaloT 4OCTOBEPHbIM, ecnn ans pactesopa O (oTpuuaTesibHblIil KOHTPO/b) BO BCEX MOBTOPHOC-
TAX NOMTyYeHbl OTpULUAaTeNbHble pe3ynbTaThl; AN pacTBopa C KoHueHTpauuen 0.25>. nonyyeHbl oTpuLaTesb-
Hble pe3ynbTaTthl.

KOHEeYHOI TOUKON peakumn A8 KaxAolh M3 NOBTOPHOCTEN pacTBopoB C ABASIETCS MOSIOXWTE/bHbIN
pes3ynbTart, No/lyYeHHbI ANs pacTBopa C HaMMeHbLUel KoHLeHTpaumein KC2.

CpepHereomeTpuyeckoe 3HaueHune YyBcTBuTenbHocTy JIAJI-peakTiBa CKC3 B KOHEYHOI TOUKE peakuun
paccuunTbiBaloT No hopmyne

Ckca = antilog z i, ©6)

rae CKCa — KOHLUEeHTpauus KOHTPO/IbHOro cTaHAapTa 3HAO0TOKCUHA;
| e — cymma norapndmoBs KoHUeHTpaunin KC3 B KOHEYHOV TOUKe peakLumn B KaXXA0M 13 NOBTOPHOCTEN;
f — uncno noBTOpHOCTEIA.
3asBneHHas YyBCTBUTENbHOCTL JIAJI-peakTmBa cumTaeTcs NOATBEPXAEHHOW U NCNOMb3yeTcs B Aafb-
Hellmnx pacyeTax B TOM Crlyyae, ecnv Nosy4YeHHoe B SKCNepUMeEHTe 3HauYeHne 4yBCTBUTENbHOCTU JIAJ1-peak-
TmBa ot 0,5 A0 2.0n.

13.5 Mewatwuue aktopsl

VcnbiTyemoe nekapCcTBEHHOE CPeACTBO MOXET coAepxaTh MeluatLme haktopbl, ycuamsatouime n (nnm)
MHrMbupytlowme peakyuto JIA/-peakTvBa c 6akTepuanbHbIMY 3HA0TOKCUHAMU. O BGHaPYXUTb 3TV AB/IEHNS MOX-
HO, CpaBHUB CNOCOGHOCTb Mcnonb3yemoro JIAJl-peakTMBa pearnpoBatb ¢ pactBopom KC3 B BoAe Ans
NAJI-Tecta U B pacTBOpe UCMNbITyeMOro JiekapCTBEHHOIo CpeAcTBa B CTaHAAPTHbLIX YC/I0BUAX NPOBEAEHUS
IKCnepumeHTa.

McnbiTaHnio MOXeT 6bITb NOABEPrHYTO /IeKapCTBEHHOE CPeACTBO B II0O60M pasBefieHnn, He NpeBblLlato-
Lem 3HavyeHns MAP. Vicnonb3yemble B aHHOM aHann3e npobbl UCNbITYEMOro 1eKapCTBEHHOTO cpeacTBa (Mnv
ero pasBefeHust) He AO/DKHbI codepXaTb GakTepuasibHbIX 3HAOTOKCMHOB B OMpefesnisieMbliX B TecTe Koau-
yecTBax.

13.5.1 TlpoBepoHWO aHanunsa

[ns npoBefeHns aHanusa rotoBAT pacTBopbl A—D no cxeme, NpuBeAeHHON B Tabnuue 2.

Ta6bnuuya 2— Cxema akcnepumeHTta «Mewatkwuime GakTopbl»

KoHeuHasn
KOHUEeHTpauus
PactBop VcxopHblii pacteop PacTtBoputens daxrop 3HAO0TOKCUHA B KOM%CTBOV
pasBefeHus noBTOpHOCTEN
UCMbITYEMOM
pacTBope
A McnbiTyemoe fiekapcTBeHHoe - — — 4
cpencTBo
B McnbiTyemoe nekapcTBeHHOe McnbiTyemoe  ne- 1 2n 4
cpeactBo, copepxauwee KC3 B KapcTeeHHoe cpea- 2 U 4
KOHLEeHTpauun 2). CTBO 4 0.5). 4
8 0,25a 4
C PactBop KC3 B BOge pans Boga gna NAN-Tec- 1 2). 2
JNIAN-TecTa KoHUEHTpaynen 2a Ta 2 U 2
4 0.5). 2
8 0,25a 2
D Boaa ans NAN-Tecta — — — 2

OnbIT NpoBOAAT MO 13.2.

13.5.2 Pe3ynbTaTthl N UHTEpnpeTauus

PesynbTaTbl 3KCNepMMeHTa cunTarTcsa JOCTOBEPHLIMU, ecv ANA pacTsopa D nonyyeHbl oTpuuaTesb-
Hble pe3ynbTaTbl BO BCEX MOBTOPHOCTAX; AN1A pacTBOpoB C (KOHTPOJb YyBCTBUTEIbHOCTU JIAJI-peakTnBa)
cpefHereomeTpuyeckoe 3HaueHne KoOHLeHTpaunmn 6akTeprasnbHbIX 9HA0TOKCUHOB cocTaBnseT ot 0.5 4o 2.0n
Ansa pactBopaA nosyvyeHbl oTpuLaTtesibHble pe3ysibTaTbl BO BCEX MOBTOPHOCTAX.

Mo pe3ynbTatam, NoslyYeHHbIM A/15 KaX0/ 3 NOBTOPHOCTE pacTBOpPOB B. paccuntbiBaloT cpegHereo-
MeTpuyeckoe 3HayeHne YyBcTBUTENbHOCTU JTIASI-peakTuBa.

n
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PacueT npoBoAaAT, kak onucaHo B 13.3. Ecim noflyyeHHoOe cpefiHee 3HaveHune okasanock ot 0.5 go 2.0X,
ncnbITyemoe NiekapcTBeHHOEe CPeACTBO B BbIGPAHHOM pa3BeieHnN He COAEPXKMUT MeLlatoLLmMx DakTopoB, Chno-
COGHBIX MHTMBMpoBaTbL 1 (MK) ycunmeaTb peakuuio JIAJ1-peakTuBa ¢ 6akTepuasnbHbIMU 3HAOTOKCMHAMM, 1
MOXET ObITb NOABEPrHYTO aHaNN3Y Ha codepXaHue 6akTepuanbHbiX 3HAOTOKCUHOB.

Ecnu npucyTcTBue Mewarowmx hakTopoB 06HapPYXeHo ANA UCMbITYEeMOro NekapcTBEHHOrO CpeacTBa,
KOTOpOe NpoBepsIoCh B pa3sefeHnu, MeHbweMm MP. aHann3 noBTopsAtoT B 60/blUeM passegeHun, BNaoTb [0
pasBefeHus, pasHoro MAP. B 60/bLIMHCTBE CNyyvyaeB AOMNOMHUTENbHOE pa3BefeHne UCMbITYeMOoro neka-
PCTBEHHOrO CpeAcTBa CNOCOBGHO CHATL AelicTBMe Melawwmx daktopos. Wcnonb3osaHue JIAJI-peakTnsa
60/bLUEl YYBCTBUTENBHOCTU NO3BONSET YBE/IMYNTL CTENEHb Pa3BEEHNS.

[JelicTBne MellaLWwmnx hakTopoB MOXeT 6bITb NPE0A0EHO COOTBETCTBYHOLW el 06paboTKol, Hanpumep
hunbTpayueit, HeiTpanusaumnein, gMann3om uam TemnepaTypHoii 06paboTkoii. BeibpaHHbI cnocob yganeHus
MeLlalLmx akTopoB He JO/MKEH U3MEHATb KOHLEHTpaLumMio 6akTepuanbHbIX 3HAO0TOKCUHOB B UCMbITYEMOM
nekapcTBeHHOM cpefcTee, Noatomy KC3O k pacTBOpy UCMbITYeMOro /iekapCTBEHHOro cpefcTea A06aBnsaioT
nepeg npoBeAeHMEM Takoii 06paboTku, NOc/e Yero NPoBoAAT aHann3 «Melwatoue daktopbl». Ecnu nocne
06paboTKM BbIGPaHHbLIM CNOCOGOM pe3ynbTaTbl aHanmM3a «Melawowme (akTopbl» OKaXyTCs YA0BNEeTBOPU-
Te/NbHbIMK, TO UCMbITYEMOE NIeKapCTBEHHOE CPEeLCTBO MOXET OblTb MOABEPrHYTO aHanu3y Ha cofepxaHue
6akTepmanbHbIX 3HAOTOKCUHOB.

Ecnu ncnbiTyemoe nekapcTBeHHOE CPefCTBO Hefb3s 0CBOOOAWTHL OT Mellawwmnx akTopos, OHO He
MOXeT ObITb UCCNIEA0BAHO Ha NPeAMET CoAepPXaHWsA 6akTepmasibHbIX 3HAOTOKCMHOB C MOMOLLbI0 JIAJI-TecTa.

14 KauecTBeHHbIli aHanu3 (metog A)

3ajayeii aTOro aHanM3a sBAsSeTCs NOATBEPXAEHNE TOro, UTO coflepaHne 6akTepuanbHbiX IHA0TOKCU-
HOB B UCMbITYEMOM 06pasLe He NpeBbILLAaeT 3HaYEHNS TPeebHOT0 CoAepXaHns 6akTepuanbHbIX IHA0TOKCH-
HOB. YKa3aHHOI0 B KOHKPETHOM HOPMATBHOM [OKYMEHTe.

AHann3 NPOBOAAT C /IeKapCTBEHHbIM CPeACTBOM BOAHOM pa3BefieHnI, B KOTOPOM Gbisi NpoBeAeH aHanm3
«MeLwawLme akTopbl», UK B 60/bLIEM pa3BeEHNI, HO He NPeBbILAoLLEeM 3HaYeHns MAP.

14.1 lposBepeHne aHanusa
[ina npoeefeHvs aHann3a rotoBAT pacTBopbl A—D no cxeme, NpuBeAeHHON B Tabnuue 3.

Ta6nuya 3 — Cxema akcnepumeHTa «KayecTBeHHbIi aHann3»

KoHeuHas KOHLEHTpaums 3HAOTOKCUHA

PacTBOp McxopHblid pacTBop (KC3) B ncnuiTyemom pacteope KonuyecTtBo nosTOpHOCTEN
A McnbiTyemoe nekapcTBeHHoOe cpefcTBo — 2
B McnbiTyemoe nekapcTBeHHOe cpefcTBo,
copaepxawee KCO KoHUeHTpauueit 2> 2/. 2
C PactBop KC3 B BOAe ana J1A/l-Tecta
KOHUeHTpauuneit 2k 2/. 2
D Boga ans NNAN-Tecta — 2

PactBop A — ucnbiTyemoe fiekapCcTBEHHOE CPeACTBO B Pa3BefeHNN, B KOTOPOM OTCYTCTBYIOT MeLlato-
Lwme dhakTopsbl, UK B 60/blLEM pa3BeeHun, He npesbiatowem MAP.

PacTtBop B — ncnbiTyemoe nekapcTBeHHOe CPeAcTBO B BbIGPaHHOM pa3BefeHnu, K KoTopomy fobaBneH
KC3. KoHeuHas KoHLeHTpaLmsa 3HA0TOKCUHA B aHaIM3MpyeMoM pacTBope A0/HKHA cocTaBnsaTb 2X (MO0XU-
TeNbHbI KOHTPOJ/Ib UCMLITYEMOr0 IeKAPCTBEHHOIO CPEeACTBA).

PactBop C — pactBop KC3 B Boge ans JIA/l-TecTta C KOHEYHOWN KOHUeHTpaunei 2K (MOMoXUTE bHbIR
KOHTPO/Ib).

PactBop D — Boga ans JIAJl1-tecta (OTpuLUaTe bHbIA KOHTPOSb).

AHann3 npoBoAAT, kak onncaHo B 13.2.

14.2 Pe3ynbTaTbhl U MHTEpnpeTaums

AHanus cunTaloT 4OCTOBEPHbIM, ecnn Ansa pacteopa D (oTpuuaTesnbHblil KOHTPO/b) NOMYYEHbI OTpULa-
TefbHble pe3ynbTaTbl B 06eMx NOBTOPHOCTAX; ANna pacTBopa C (MONOXUTENbHbIA KOHTPO/b) BO BCEX MOBTOP-
HOCTSAX MOJlyYeHbl NONIOXUTE bHbIE pe3ynbTaThl; 418 pacTBopa B (M0ON0XUTENbHbIA KOHTPOb UCTLITYEMOro
o6pasua) B 06emx NOBTOPHOCTAX NOJyYeHbl NOMIOXUTESIbHbIE pe3ybTaThl.
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Ecnu gna pactsopa A B 06enx NOBTOPHOCTAX NOMyYeHbl OTpULaTe bHble pe3ybTaTbl, 1eKapCTBEHHOE
CpeACTBO CUUTAIOT BblAepXKaBLUMUM UCTbITaAHNSA.

Ecnv Ans ucnblTyemoro nekapcTBEHHOIO CpefcTBa B passefeHum, meHbwem MAP, B 06enx NoBTOpHOC-
TAX MOMyYEHbI NMOJIOXUTENbHbIE pe3yfbTaTthl, aHan3 cnefyeT NoBTOPUTL B pa3sefeHuun, pasHom MAP.

Ecnv gns vcnbiTyeMoro nekapcTBEHHOIO CpeAcTBa B pasBefeHun, pasHom M/P. B 06enx NOBTOPHOCTAX
nosiyyeHbl NONOXUTENbHbIE pe3ynbTaTbl, TO IeKapCTBEHHOE CPeCTBO HE COOTBETCTBYET TpeboBaHMAM HOp-
MaTVBHOIO fIOKyMEHTa. HOPMUPYIOLLLEro codepXaHne 6akTepmanbHbIX 3HLOTOKCUHOB.

Ecnv nonoxutenbHbll pe3ynbTart NnosyyeH B O4HON M3 NOBTOPHOCTEN ANs pacTBopa A, TO NpoBOAAT
NOBTOPHbI/ aHann3. JlekapCTBEHHOE CPEACTBO CUATAIOT BblAEepXKaBLUMM UCMbITaHWSA, €CNU B NOBTOPHOM aHa-
nn3e Ana ob6enx NOBTOPHOCTEN NoNyYeHbl oTpuLaTebHble pe3ynbTaThl.

15 Konu4yecTBeHHbI aHanus(mMeTog B)

3apaveii aHann3a sBASeTCA onpeAeneHne cogepxaHnsa 6akTepnanbHbIX 9HLO0TOKCMHOB B UCMOMb3ye-
MOM NlekapCcTBEHHOM cpeAcTBe. [115 3TOro UCNonb3yoT Cepuio nocnefoBaTebHbIX pa3BefeHuii NCnbITyeMoro
NleKapCTBEHHOro CpeAcTBa, HauMHas ¢ Toro pa3sefeHuns, ANa KoToporo 6bi1 npoBefeH aHanus «MelatoLyme
hakTopbl», Un 60nbLIErO, HO He NpeBblwatolero MAP.

15.1 TlpoBegeHne aHanmsa
[lns npoBefeHva aHanusa rotoBaT pactsopbl A—D no cxeme, npuBefeHHoON B Tabnuue 4.

Ta6nunya 4— Cxema akcnepumeHTa «KonmyecTBeHHbI aHanm3»

KoHeunasn
P ° daktop KoHUeHTpauus KC3 Konuyectso
acTBOp McxopHblii pacTBop PacTBopuTENb .
passegeHus a ncnbITyemMom NoBTOPHOCTE
pacTBope
A McnbiTyemoe nekapcTBeEH- Bopa gna NAN-tec- 1
Hoe cpefacTBo Ta 2 — 2
4 — 2
8 — 2
nT. 4. a0 —
MaP 2
B NcnbiTyemoe nekapcTBEH- NcnbiTyemoe ne-
HOe CcpeAcTBO, cojepxaliee kapcTBeHHOe CpeAcTBO 1 2). 2
KC3 KoHueHTpauuen 2>.
C PactBop KC3 B BOge ans Boga gna NAN-tec- 1 2). 2
NAN-TecTa KOHUeHTpayuein 2). Ta 2 X 2
4 0.5a 2
8 0.25). 2
D Bopa gna NAN-tecta — — — 2

15.2 Pe3ynbTaTtbl U UHTEpNpeTayus

AHa/n3 cunTalT A0CTOBEPHbIM, ecn ANa pacTeopa D (0TpuuaTtesnbHblil KOHTPO/b) NOMyYeHbl oTpuLa-
TesbHble pesyibTaTbl B 06eVX MOBTOPHOCTAX; A5 pacTBOPOB C (KOHTPO/bYYBCTBUTENBbHOCTY JTIASI-peakTnBa)
cpefHereoMeTpuyeckoe 3HaueHme KOHLeHTpauum 6akTepuanbHbIX 3HA0TOKCMHOB COCTaB/seT He MeHee 0.5/.
1 He 6onee 21, ANs pacTBopa B (MoNoXWTeNbHbIA KOHTPO/b NCMbITYEeMOro o6pasLa) nosyyeHbl NoaoXuTeNb-
Hble pe3y/ibTaTbl B 06e1X NOBTOPHOCTAX: /151 PACTBOPOB A KOHEYHOI TOUKOM peakuumn siBNSIETCS NON0XKNUTE b-
HbIiA pe3ybTaT, NoJyYeHHbIN A5 Hau6oNbLIEro pasBeeHnst UCTMbITYeMOoro IeKapCTBEHHOTo cpeAcTBa.

3HaueHve npov3BefeHuUs hakTopa 3TOro pasBefeHuns Ha BeSIMUMHY YyBCTBUTENBHOCTU JTIAJT-peakTBa
(X) paBHO KOHLIEHTpALMM 3HAOTOKCMHA B pacTBOpe A, MOJTyYeHHOI AN1A faHHO noBTOpHOCTU. CpeaHereomeT-
puueckoe 3HaYeHne KOHLeHTPaLUM SHAO0TOKCUHA PACCUUTLIBAIOT, Kak ONucaHo B 13.4.

Ecnu Bo BCcexX NOBTOPHOCTSIX CEPUM PACTBOPOB A MOJyUYeHbI OTpULATE NbHbIE Pe3y/bTaTbl, TO KOHLEHTpa-
uMsi 6aKkTepuanbHbIX 3HLOTOKCMHOB B MCMLITYEMOM /IeKapCTBEHHOM CPeACTBE MeHee YyBCTBUTEIbHOCTU
NAJI-peakTBa. yMHOXEHHOI Ha HavMeHbLLnii hakTop pa3BeeHus.
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Kpome npuBefeHHbIX METOAO0B, A1 ONPeAeneHns cofepXaHna 6akTepnasibHbIX SHAOTOKCUHOB B UCbI-
TYeMOM /IeKapCTBEHHOM CpeACcTBe MOTyT UCNob3oBaTbes hoTomeTpuyeckue metogpl (C, D, £ u F), onucaH-
Hble B EBponelickoii hapmakonee [3].

16 Typbugumetnyeckme metoabl (Cu F)

[JlaHHble MeTofbl OTHOCATCA K POTOMETPUYECKMM METOAAM N3MEPEHNS YBE/TMYEHUS CTENEHN MyTHOCTU.
B 3aBMCHMOCTY OT NPMHLMNA, NOI0XEHHOTO B OCHOBY NMPOBELEHNA UCMbITAHUS, YKa3aHHble MeTobl knaccugu-
LMPYIOT Kak TypObnuaumMeTpuyecknini MeTo KOHEYHON TOUKM 60 TYpOnaNMeTPUYECKUA KUHETUYECKUIA MeToA,

16.1 TypbugumeTpuyecknin MeTo[ KOHEYHOW Toukmn (MeToa F) ocHOBaH Ha KONMYeCTBEHHOW 3aBMCUMMOC-
TV KOHLEHTpaLV 3HA0TOKCMHOB OT CTENEHW MYTHOCTU (NOT/IOLLEeHe NN NPonyckaHne) peakLunoHHOM cMecu B
KOHL|e MHKY6aLMOHHOro nepunoaa.

16.2 TypbugumeTpuyeckuin knHeTndecknin metog (Metog C) OCHOBaH Ha N3MepeHn BpeMeHU, He06Xxo-
AVMOTO ANs AOCTVXXEHWNS NnpefBapuTenbHO onpeAeneHHOoV BeNNYVHbI NOTOWEHNS, UK CTENEHN MYTHOCTW
peakLMOHHOl CMecH.

WcnbiTaHre NnpoBoAAT NpM TeMnepaType MHKy6aLmmn, pekoMeHA0BaHHoi nponssogutenem JIAJ-poakTu-
Ba (06bIuHO (37 = 1) *C].

17 XpomoreHHble meToabl (D u £)

[JaHHble MeToAbl MCNOMbL3YIOT 4719 U3MEPEHUs konnyecTsa Xxpomodopa, BbICBOOOAUBLLETOCS U3 COOT-
BETCTBYIOLLEr0 XpOMOreHHOro nentuga B pesynbTaTe peakuum aHO0TOKCUHOB ¢ JIAJ1-peakTnBomM. B 3aBucu-
MOCTMN OT MPUHLMMA, MOMOXEHHOIO B OCHOBY WCMbITaHWA, 3TOT MEeTOA KnaccuuUUMpyoT Kak XpOMOreHHbI i
MeTO/ KOHEUYHOW TOUKM U/IN XPOMOTEHHbIA KUHETUYECKNIA MeTOS.

17.1 XpOMOreHHbIli MeTof, KOHeUHO Toukn (MeTog E) ocHOBaH Ha KONMYeCTBEHHOM 3aBMCUMOCTUN KOH-
LeHTpaunn 3HAOTOKCMHOB OT KO/MMYecTBa Xpomodpopa, BbICBOOGOAMBLLETOCA K KOHLY WHKY6aLMoHHOro
nepvoga.

17.2 Bnpouecce UCnbITaHNs XpOMOTreHHbIM KUHEeTUYeCKUM MeToAoM (MeTog D) nsmepsioT Bpemsi, Heob-
X04MMOe ANS AOCTUXEeHVA NpeABapuTesbHO OnpeAeeHHO BeNMUYMHbI ONTUYECKOW NI0THOCTW peakLoHHOW
CMeCH UM CKOPOCTU OKpaLUnMBaHUS.

McnbiTaHne npoBoAAT npu TemnepaType WHKYGUpOBaHWsA, pPeKOMeHAOBaHHON npoussoguTenem
NAN-peaktusa [06b14HO (3711) °C].

18 MpepaBapuTesibHble UCNbITAHUS

[na npoBepkn TOYHOCTU UK BaNUAaunn UCMbITaHUSA TYpoUANMETPUYECXM MeTOL0M IM60 XPOMOTeH-
HbIM METOA0M NPOBOAAT NpefBapuTeNbHbIe UCMbITAHUS, NO3BONSAOLINE YOEANTLCA B HALEXHOCTU KpUTEPUEB
[ANA cTaH4apTHOM KPUBOL 1 B TOM. YTO UCMbITYEMbI pacTBOP He ABMAETCA MeLlatoLwmm hakTopoM A1 NpoBe-
[EeHUA CnbITaHns.

Banupauus metogukun ncnbiTaHnii Heobxo4mma, ecin B YC/I0BUS 3KCNEPUMEHTA BHECEHbI Kakne-nn6o
N3MEeHeHUs1, KOTopble MOTYT NOBINATL Ha pe3y/ibTaTbl UCNbITAHUA.

18.1 MpoBepka HafeXHOCTW KpUTepueB AN CTaHAapTHOW KpUBOI

FOTOBAT HE MeHee Tpex pa3BefeHunii pacTBopa CTaHAapTHOrO Npenapara 3HA0TOKCMHA 151 TOCTPOEHUS
cTaHAapTHO KpuBoiA. MpoBOAAT UCNbITaHNE, NCMOb3YS HE MEHee Tpex napanienbHbIX PAA0B KaXAoro passe-
[eHuns pacTBopa cCTaHAapTHOro npenapara 3HA40TOKCUMHA. BCOOTBETCTBUM C pEKOMeHAaunsaM1 nponssoguTens
NAN-peakTiBa (06 bEMHbIE COOTHOLLEHWSA, BPEMSA NHKYOMPOBaHNA, Temnepartypa. pHuWT. n.).

Ecnu npy npoBegeHnn NCMbITaHNA KUHETUYECKM MeTOA40M HEOBXOANMBIA NHTepBasl NpeBblwaeT 2 10-
rapvdma. BKNoYarT AONONHUTENbHbIE pa3BeAeHnsa CTaHAapTHOro npenapara aHA40TOKCUHA, 415 TOro YToobI
pasrpaHnynTb Kaxaoe NoBbllLieHWe norapugma Ha efuHULy B MHTepBasie 3HauyeHWit CTaHAapTHON KpUBOIA.
ABCONMIOTHOE 3HaYeHne KoahduLmeHTa Koppensauum |r| 4OMXHO 6bITb Bbille nnv pasHo 0.980 Ana UHTepBana
KOHLeHTpaLuii 3HA0TOKCMHOB, YKa3aHHbIX NPOM3BOANTENEM fin3aTa.

18.2 WNcnbiTaHue Ha HannMune MewarwLmx pakropos

BbibrpatoT 3HaYeHMe KOHLEHTpauumn 3HA0TOKCMHOB, Nexallee B cepeAnHe NHTepBasia 3HaYeHui cTaH-
[apTHOW KpUBOW MM 6IM3KOE K3TOMY 3HAUYEHUIO.
[oTtoBAT pacTBopbl A. B. CunD. kak nokasaHo B Tabnmue 5.
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Tab6nunya 5— Cxema akcnepumeHTta «Meuwawume @akTopbl»

PacTBop, kK KOTOPOMY 406aB/NBM

PacTBOp KOHLeHTpauus 3HAOTOKCUHOB Konuyectso nosTOpHOCTEW
3HJOTOKCUH

A OTcyTCcTBYET McnbiTyemblli pactBop He meHee 2

B CpefHAs KOHUeHTpauus Ha cTaHpapT- McnbiTyemblii pactsop He meHee 2
HOV KpUBOA

C He mMeHee Tpex KoHUeHTpauuii (camyio Boga ans JIA/l-Tecta Kaxpaas KOHUEeHTpauus He
HU3KYI0 KOHLEeHTpauuio o6o3HavatT >) MeHee 2

D OTcyTcTBYET Bopa gna NAJN-Tecta He meHee 2

MpumeyaHunsa

1 PacTBOp A — MUCNbLITYEMbIi pacTBOp, KOTOPbLIA cnefyeT pa3BoAMTb A0 3HAYEHUS, He npeBblwatwero MAP.

2 PactBop B — ncnbiTyemblii o6pasel, B TOM Xe pa3BejeHun, 4To 1 pactsop A. cogepxalynii npubasieHHble 3HA0-
TOKCUHbI B KOHL,EHTpauun, paBHoi 3Ha4YeHNto cpeAHell KOHUEeHTpPaLMy Ha CTaHAapTHON KPUBOIW MNn 6AU3KON K HEW.

3 PactBop C — pacTsop cTaHjapTa 3H[0TOKCMHA B KOHLEHTpauuax, MCcnosib3yeMblX npu sanugaynmn Mmetoaa, B co-
oTBeTCTBMM C 18.1 (NpoBEpKa HALEXHOCTN KpUTepues AN CTAHAaPTHOR KPUBON (NONOXMUTENbHbIE KOHTPONN).

4 PactBop O — Boga ans JIA/1-Tecta (oTpuLaTENbHbIA KOHTPONb).

MpoBOAAT UCTbITAHNE HE MEHEE YeM B ABYX NapasiefibHbIX Npo6ax aTUX PacTBOPOB B COOTBETCTBUN C
pekoMeHAauMs MU NPOM3BOAMTENSA Nn3aTa (06BHEM WCMbITYEMOr0 pacTBopa M pacTeBopa finsara, 06b-eMHoe
COOTHOLLEHKE UCTLITYEMOro pacTBopa 1 pacTBopa n3arta, BpeMs MHKy6UpoBaHus U T. n.)

BbluMCNAOT cpeaHee 3HaueHue KonmuuyecTBa A06AB/IEHHbIX 3HAOTOKCUHOB, BblUMTas CPEAHIO KOH-
LleHTpauuio 3HA0TOKCMHOB B pacTBOpe (ECNM OHU NMPUCYTCTBYIOT) U3 CpefHeil KOHLeHTpaLy 3HAO0TOKCUHOB B
pacTBope, cofepxallem A06aBNEHHbIE 3HAOTOKCHHbI.

McnbITyeMblii pacTBoOp He COAEPXMT MeLlatoLux (hakTopoB, ec/im B YC/I0BUSIX NPOBEAEHUS UCTbITaHUS
“3MepeHHas KOHLEHTpaLMs 3HAOTOKCUHOB, NPUGABMIEHHbIX B UCMbITYEeMblil pacTBOp, HAXOAUTCSA B UHTEpBa/e
oT 50 % A0 200 % U3BECTHOI KOHLEHTPALMM 3HAOTOKCMHOB NOC/IE BbIYNTAHUS KOHLLEHTPaL UM 3HAO0TOKCHHOB,
06GHapyXeHHbIX B pacTBope 6e3 A06aBNEHHbIX 3HAOTOKCUHOB.

Ecnu 3HaueHWe cofepxaHusi 3HAO0TOKCMHOB HAXOAMTCA 3a NpefeniaMmu yKkasaHHOro MHTepBasia, Mellato-
wue dakTopbl cnefyeT yAaanuTb, kak onucaHo B 13.5. pekTUBHOCTb 06paboOTKM KOHTPONMPYIOT
nocpeicTBOM NPOBEAEHNSI MOBTOPHOIO UCMbITAHUS HA HANMUME MeLLaLLMX (DaKTOpPOB.

18.3 TllpoBefeHue ucnbiTaHnsa
McnbiTaHUsi NPOBOASIT B COOTBETCTBUN C METOAMKOW, ONMcaHHOM B 18.1.

19 Ydet pe3ynbTaTtos

19.1 KoHUeHTpaLuuio 3HAO0TOKCUHOB B KaXK4,0M 13 napasiiefibHbiX pacTBOPOB A paccynTbIiBalOT, UCMOSb-
3ysi CTaHAaPTHYI0 KPMBYIO, NOMTYYEHHYIO ANA PALOB NONOXUTENbHbIX kKOMTponeit (pacteop C).

McnblTaHne cunTaloT AeiiCTBUTENbHBIM, €C/I BbINO/THEHBI CAeAyloLL e YCNoBNS:

- pesynbTar, NoflyYeHHbI ana pacteopa D (oTpuuaTtenbHblii KOHTPOSb), HE NpeBbIaeT NnpeAesbHOro
KOHTPO/IbHOMO 3HAYEHUS, yKa3aHHOro B UHCTPYKL MM K ucnonb3yemomy JTIAJ1-peakTusy;

- pesynbTarbl, NONyYeHHbIe AN NapanenbHbIX PAL0B NONOXUTENbHbIX KOHTpoNel (pacteop C), cooT-
BETCTBYIOT Tpe60BaHMAM, YKkazaHHbIM A5 BaNMAaunouHbIX NCNblTaHui, kak onucaHo B 18.1. ecnu cogepxa-
HVWe 3HAOTOKCVMHOB, MOMyYEHHOE MNOoc/ie BblYMTaHWUA W3 KOHLEHTpauuu 3HAOTOKCMHOB, OOHapYXXEHHbIX B
pacTBope B. KOHUeHTpauum 3HA0TOKCUHOB, OOHAPY)XXeHHbIX B pacTBope A, HaxoanTcs B MHTepsasne ot 50 % ao
200 %.

19.2 WcnbiTyemblii 06pasel, COOTBETCTBYET Tpe6OBaHUSAM UCMbITAHUS, €CNN CpefHee 3HayYeHne KOoH-
LleHTpauun aHA0TOKCMHOB B NapasiesbHbiX Npobax pacTBopaA Cc y4eToM pasBefeHuns 1 KOHLeHTpaLm ucnbl-
TYeMOro pactBopa MeHee 3HayeHus npefenbHo AOMYCTUMOro coAepXaHusa 6akTepnasnbHbIX 3HAO0TOKCUHOB,
YCTaHOBJ/IEHHOTO0 A/151 UCMbITYEMOro npenapara.
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20 McnblTaHMe Ha TOKCUYHOCTb hapMaKkoNormyecknx nekapCcTBeHHbIX CPeAcTB

VcnblTaHne TOKCUYHOCTM hapMakoNornyecknx nekapcTBEHHbIX CPeACTB NPOBOAAT HA 340P0BbIX 6e/ibiX
MbllLax 060ero nosa maccoin 19—21 r. Ha KOTOpbIX paHee He NPOBOANAN HUKAKMUX UCTIBITAHUA.

3a 24 4 [0 ucnbITaHWa U BO BPEMS €ro NPOBEAEHMNS XUBOTHbIE AO/DKHbI HAXOAUTLCSA B NOMELLEHNUN C
NOCTOSIHHOM TemnepaTypoii. 3a 2 4 A0 B3BELUMBAHUS N1 0TOOPA XUBOTHbIX A1 NPOBEAEHNS UCTIbITAHWUIA Y HUX
oTOMpaloT KOpM 1 BOAY.

Kaxayto cepuio nekapcTBEHHOMO CPeACTBa UCMbITLIBAKOT Ha NATU Mblwax. PacTBopuTenb (pa3baBuTens),
KOHLeHTpaLmio pacTeopa (TecT-£03y) Mcnocob BBeAeHNs yKa3biBalOT B HOPMATUBHOM JOKYMEHTE Ha KOHKpEeT-
HOe NekapCTBEHHOE CPe.CTBO.

PacTtBop npenaparta, nognexawero ncnbitaHuio, nogorpesatT Ao 37 °C n B 06beme 0,5 cM3BBOAAT B
XBOCTOBYIO BEHY €O ckopocTbto 0.1 cm3/c, ecnu HET APYrux ykasaHuii B HOpMaTUBHOM [JOKYMEHTE Ha KOHKpeT-
HOe nekapCTBEHHOE CPesCTBO.

Ecnv B HOpMaTUBHOM OKYMEHTE Ha KOHKPETHOE NIEKAPCTBEHHOE CPELCTBO NPEeAYyCMOTPEH UHOW NyTb
BBEAEHMSA Mpenaparta MbilaM, 06beM pacTBopa, BBOAVMOIo B GPHOLLHYH MOMOCTb, NOJ KOXY WUAN Xenyaok,
MOXET b6bITb yBENMYEH A0 1 cM3. BBefeHMe B XeNyA0K NPOM3BOAAT LWNPULEM NOCPEACTBOM MHBEKLMOHHOM
Ur/bl, HA KOHLLE KOTOPOI MMeeTCst HannaBeHHas oMBa, Wiv Npu NOMOLLM APYroro npucnocobieHus, obecne-
YynBaloLWero NoCcTynjeHe pacTBopa Uan B3Becy npenapara B Xesnyaok.

21 OnpepeneHne MeCTHOro aelicTBus (peakTOreHHoCTH)

MpenapaT BBOAST METOLOM ¥ B j03€ (KOHLEHTpaLmMn), npeaaaraeMoii 418 UCNo/Ib30BaHUS B MPAKTHKE.

B cnyuae, ecnv npenapaT npeanosiaralT NPUMEHSITb BHYTPUKOXHO. MNOAKOXHO UIN BHYTPUMbILLEYHO,
OLLEHKY pasfpaxaloliero AeicTBMs OCyLLEeCTBNAT NoC/e OAHOKPATHOTO BBeAEHUs. B ocTasibHbIX cyvasx
(Np¥ BHYTPUBEHHOM, MEPOPasIbHOM, BBEAEHUN B KOHbIOHKTUBASIbHbI MELLOK) — Moc/ie COOTBETCTBYHLLENO
uncna annaukauuii, KoTopble NpeanonaraTcs Npyu ero NPUMEHEHUU B NpakTUKe. KONMUecTBO XMUBOTHbLIX B
rpynne, [oO3bl BBEAEHUSI ONPefensioT B COOTBETCTBMM C HOPMATUBHLIMW [OKYMEHTaMW Ha KOHKPeTHoe
NeKkapcTBEHHOE CPeacTBo.

OLEHKY MECTHOIO AeliCTBUSI OCYLLLECTB/IAT HA OCHOBAHUM JaHHbIX OCMOTPOB, NPOBOANMbIX B TEUEHME
CpOKa BBEAEHVS IEKAPCTBEHHOTO CPEACTBA M MOCNEAYIOLLMX CEMU CYTOK.

22 OnpepeneHne CTepuibHOCTH

CTepunbHOCTb (OTCYTCTBME XXMBbIX MWKPOOPraHM3MOB) WHAKTUBMPOBAHHbLIX BaKUUH MpOBEpST
cornacHo NOCT 28085.

23 OnpepeneHne MUKPOBGMOIOTrMYECKOM YNCTOThI

MUKPOGMONOTMYECKYO YUNCTOTY ONPESENSIOT B IEKAPCTBEHHbIX CPEACTBAX A/151 KMBOTHbIX, COAEPXALLNX
XUBbIe MUKPOOPraH13Mbl, NyTeM BbiCEBa Ha 3/1EKTVBHbIE MUTaTe/IbHble CPeabl, Ky/bTypbl KNeToK (415 BUpycC-
HbIX BaKLMH) UN C UCNOb30BAHNEM TECT-CUCTEM, NpPeHa3HauYeHHbIX 415 06HapyxeHns JHK nocTopoHHMX
6GakTepuii, BUPYCOB 1 MUKOMNIA3M.

24 YyeT pe3ynbTaTOB UCNbITAHUA

24.1 Mpu onpegeneHun 6e3BpefHOCTM GMONOTMYECKUX NeKapCTBEHHbIX CPeAcTB HabnioaeHve 3a
XUBOTHBIMW MPOBOAAT B TEUEHWE CPOKA, YCTAHOB/IEHHOTO B HOPMATMBHbIX AOKYMEHTaX Ha KOHKpeTHoe
NekapcTBEHHOE CPeacTBo. B nepuos npoBeAeHUst UCMbITaHUS BedyT exefHeBHoe Hab/ogeHue, oTMevast
OTK/IOHEHUSI OT HOPMaJILHOTO NOBEAEHMUS U KIIMHUYECKOTO COCTOSIHUS XMUBOTHbIX.

24.2 JlekapCTBEHHOE CPEACTBO CUMTAIOT BbIAEPXABLUMM UCMbITaHNE Ha 6e3BPEHOCTb, ECNM B TEUEHNE
npeaycMOTPEeHHOro cpoka Hab/1toAeHUs He MOTMGHET HY 0AHO U3 NOAOMNbLITHLIX XUBOTHBIX UMWY BaKLMHUPOBAH-
HbIX XMBOTHbIX He 6yAeT NPOsiB/IEHNS KTMHUYECKUX NPU3HAKOB 60/1e3HU. (BakuyHa NpoTHUB KOKLMAKMO03a Kyp).

B c/iyuae ru6env o4HOro uiv 6osee XUBOTHBIX UK NPOSIBAEHUS Y HUX KIIMHUYECKUX NMPU3HAKOB 60/1e3HM
UCMbITaHWE NOBTOPSIIOT HA YBOEHHOM KO/IMYECTBE XMUBOTHbIX. [TOBTOPHOE UCMbITaHUe CUMTAETCS OKOHYATe b-
HbIM. B c/ly4yaB Hey0BNeTBOPUTE bHBIX PE3Y/IbTATOB MOBTOPHOIO UCMbITAHUS IEKAPCTBEHHOE CPEACTBO CUM-
TalT HE BblAEPXABLUUM MCMblTaHue Ha 6e3BPeaHOCTb M GpakytoT.
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24.3 MNpwn onpegeneHny TOKCUYHOCTH DapMaKkoiorMyeckmx ieKapcTBEHHbIX CPeAcTB HabnaeHne 3a
XMBOTHBLIMW NMPOBOAAT, KaK NpaBuio, B TeueHne 48 4. eCnun HeT ApYyrnx ykasaHuii BHOPMaTUBHOM JOKYMEHTe Ha
KOHKpeTHOe flekapCTBEHHOE CPeACTBO.

24.4 JlekapCTBeHHOe CPefCTBO CUMTAIOT BblAepKaBLUMM UCNbITAHWE.eC/IN BTeYEeHne NpesyCMOTPEeHHO-
ro cpoka HablAeHUs He NOrMOHET HU O4HA U3 NOAOMbITHBIX MbILEA.

B cnyyae rmbenv o4HON MbILLM ONbIT MOBTOPSAIOT HA NATM Mbllwax maccoii (20.0 1 0,5) r; B cnyyae rubenu
npu nepBoHaYvasbHOM UCMbITAHWN ABYX MblLel NOBTOPHOE NCNbITaHWe NPOBOAAT Ha 15 X1BOTHbIX. Ecnv npu
NMOBTOPHOM WCMbITAHWN HU OAHA MbIlb HE NOTMOHET, T. €. CyMMapHas rnbenb XMBOTHbIX B iBYX ONbITax He npe-
BblcUT 10 %. fiekapCTBEHHOE CPefCTBO CUMTAIOT BblAepXKaBLUIMM UCNbITaHMe. B NpoTMBHOM criyvae siekap-
CTBEHHOE CPefCTBO OpakyioT.

24.5 MNpuonpegeneHnmn 6aKkTepuasnbHbIX IHAOTOKCMHOB /leKapCTBEHHOE CPEeACTBO CHMTAIOT Bblepxas-
UMM UCMbITAHWE, ecnun onpefeneHHoe B 3KCNepuMeHTe coepxaHune 6akTepuasibHbiX 3HAOTOKCUHOB MeHee
3Ha4YeHuUs NpefenbHOro CofepxaHna 6akTepnanbHbiX 9HAOTOKCMHOB, yKa3aHHOTO B HOPMAaTUBHOM AOKYyMEHTe
Ha KOHKpeTHOe JleKapCTBEHHOE CPefCTBO.

24.6 TNpn npoBepkKe NHAKTVBUPOBAHHbIX BaKLMH HA CTEPWU/IbHOCTb B NOCeBax Ha NuTaTesibHble cpeabl He
[OJDKHO 6bITb pOCTa MUKPOI0PbI.

24.7 TMpwu onpefeneHnn MUKPOBMONOrMYECKON YMCTOTbI 1EKAPCTBEHHOTO CPeACTBa A1 XUBOTHbIX 1
BbiCeBe Npo6 Ha COOTBETCTBYIOLME NUTATE bHbIE CPpefbl UAW KYyNbTypbl KNEeTOK (4719 BUPYCHbIX BaKLWH) 40/1-
XeH HabnwaaTbca pocT TMMMYHONM KyNbTypbl WUTamMMa (LUTaMMOB) 6aKTepuii Un BUPYCOB, U3 KOTOPbIX N3rOTOB-
NIeHO UCMbITYyeMOoe leKapCTBEHHOe CPeACcTBO, a MOCTOPOHHUE GakTepuun, BUPYCbl U MUKOMAA3Mbl JO/MKHbI
0TCYTCTBOBaTH.
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