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MpeancnoBue

Llenn, OCHOBHble MPUHLUMMbLI U OCHOBHOW NOPSAOK NpoBefeHUs paboT Mo MeXrocyfapCTBEHHOW CTaH-
AapTusauum yctaHoBnieHbl TOCT 1.0—92 «MexrocygapcTBeHHas cuctema craHgapTtusaumm. OCHOBHble
nonoxeHus» n FOCT 1.2—2009 «MexrocygapcTBeHHasa cucrtema craHgaptusauun. CtaHgapTbl MeXrocy-
OapcTBEHHble, Npasuaa U pekomeHaaunmy no MexrocygapcTBeHHol ctaHaapTnsauuu. Npasuna paspaboTku,
NPUHATUA, NPUMEHEHUSA, OBHOBNEHUSA U OTMEHbI»

CsefeHnda o ctaHgapTe

1 NMOAIrOTOBJ/IEH ®epepasnbHbiM rOCYyAapCTBEHHbIM OHOMXKETHbIM yypexaeHnem «Bcepoccuiickuii
rocyfapcTBeHHblii LleHTp kauyecTBa M cTaHAapTU3auun SIeKapCTBEHHbIX CPEeACTB /15 XUBOTHbIX U KOPMOB»
(PrbY «BIMHKN»)

2 BHECEH ®epepasibHbiM areHTCTBOM M0 TEXHMYECKOMY perysimpoBaHuio u metposorun (FfoccraH-
AapT)

3 MPUHAT MexrocyfapCTBEHHbIM COBETOM MO CTaHAapTusauun, MeTposiormn u cepTudmkanmm
(npoTokon oT 7 mas 2013 r. Ne 43)

3a NMPUHATNE NporosiocoBasin:

Kpartkoe HavMeHOoBaHve CTpaHbl Kop ctpaHbl CokpalleHHoe HavMeHOBaHWe HaLlyoHa/IbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTM3aumm
Ka3zaxcTaH Kz FocctaHgapTt Pecny6aunkn KasaxctaH
Kuprusunsa KG Kbiproi3ctaHgapTr
Poccua RU PocctaHpgapTt
TapxukmucrtaH T TapXukctaHgapTt
Y3bekncrtaH uz Y3cTtaHgapTt

4 Tlpukasom defepanbHOro areHTCTea Mo TEXHUYECKOMY pPerysimpoBaHuio U MEeTPOsIornMM OT 27 UIOHSA
2013 1. Ne 243-CcT MexrocygapcTBeHHblii ctaHgapT FOCT 31926—2013 BBeAeH BAECTBME B KAYeCTBE HaLMO-
HanbHOro ctaHgapta Poccuiickoin ®egepaunn ¢ 1uona 2014 r.

5 CraHgapT nogrotossieH Ha ocHoBe npumeHeHus NOCT P 54063—2010

6 BBEJEH BIMEPBbIE

NHdopmaLms 06 n3MeHeHnAX K Hac T oSl eMy cTaHgap Ty nybankyeTcs B eXXerogHoMm nHpopmaLmoH-
HOM yKa3aTene «HauuoHanbHble CTaHAapThi», 8 TEKCT U3MEHEHWNA M NOMPaBOK — B eXeMeCcA4YHOM UHOop-
MaunoHHOM ykKasaTesne «HauyumoHanbHble cTaHgapTbi». B cnyyae nepecmoTpa (3aMeHbl) WM OTMEHbI
HacTosAWeEero cTraHgapTa COOTBeTCTBYyWUWee yBeAoMeHWe OyaeT ony6/MKOBaHO B €XeMeCAYHOM
MHpopMaLMOHHOM YKa3zaTene «HauuoHanbHble cTaHdapThl». CoOTBeTCTBYWWan nHhopmauus, yee-
LOM/IeHNEe N TEeKCTbl pa3MeLLan T Ca Takxke B UHPOPMaLNOHHON cucTeme obLLero nosb3oBaHUa — Ha ogou-
unanbHOM cainTe defepasbHOro areHTCcTBa N0 TEexXHUYECKOMY perympoBaHuio U MeTposiornn B ceTu
NHTepHeT

© CraHpgapTuHdopm, 2014

B Poccuiickoii ®eaepaunm HacTosIWniA cTaHAapT He MOXET 6bITb NOJTHOCTLIO UM YaCTUYHO BOCNPOU3BE-
[leH, TpaXnpoBaH 1 pacnpocTpaHeH B KayecTBe ouumanibHOro n3gaHna 6e3 paspelueHust degepanbHoro
areHTCTBa Mo TEXHUYECKOMY PerynpoBaHuio 1 MeTposiorim



Monpaska K i3ameHeHnto Ne 1 TOCT 31926—2013 CpeactBa NekapCcTBeHHble A1 BETEePUHApPHOro npu-
MeHeHuA. MeToAbl onpefesieHna 6e3BpefHOCTU
B Kakom mecTe HaneyartaHo [omkHO 6bITb

3a npuHAThe n3MeHeHusa nporosocosann  AM, BY, KG, RU, UZ AM, BY, KZ, KG, RU, Uz
HaunoHasIbHble opraHbl No cTaHJapTM3aLlmm
cnepyloLwmx rocy4apcTs:

(NYC Ned 2022 1)
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M E X T OGCVY 4 APCTUBEHHUB 1 CTAHOLAPT

CPEACTBA NNEKAPCTBEHHbIE 4/11 BETEPUHAPHOIO NMPUMEHEHUA

MeTogbl onpeaeseHns 6e3BpeaHOCTH

Medicine remedies for veterinary use. Methods of safety identification

faTta BBegeHua — 2014—07—01

1 O6nactb NpUMeHeHus

HacToAwmii ctaHgapT pacnpocTpaHseTcs Ha MeToAbl onpeaeneHus 6e3BpefHOCTU U TOKCMYHOCTU
NeKapCTBEHHbIX CPeACTB A/ BeTepUMHAPHOro NpUMeHeHnsl (qanee — fiekapcTBeHHble CPefCcTBa) U ycTaHaB-
NMBaET [03bl, CNOCO6bI BBEAEHUS IEKAPCTBEHHOIO CPEACTBA U BU/Ibl UCMbITAHWIA.

2 HopmaTMBHbIE CCbI/IKA

B HacToseM cTaHAapTe NCNosb30BaHbl HOPMAaTUBHBIE CCbIJIKM Ha cneaylowme ctaHaapThl:

FOCT 6709—72 Boga guctunnmpoBaHHas. TexHU4Yeckne ycrioBus

FOCT 8074—82 MukKpockonbl MHCTPYMeHTasbHble. TUMbl, OCHOBHbIE NapameTpbl N pasmepbl. TexHu-
yeckne TpeboBaHUA

FOCT 18300—97 CnupT aTUNOBbI PEKTUGIMKOBAHHbI TEXHUYECKNIA. TEXHUYECKME YCOBUSA

FOCT 22280—76 PeakTusbl. HaTpuit NTMMOHHOKMCAbIA 5,5-BOAHbINA. TEXHUYECKME YCIOBUS

FOCT 22967—90 LUnpuubl MEAULMHCKNE NHBEKLMOHHbIE MHOTOKPATHOrO NpuMeHeHns. ObLme TexHu-
yeckne TpeboBaHUA 1 MeTOAbl UCMbITAHWNIA

FOCT 24861—91 Wnpuubl MHBEKLMOHHbIE OAHOKPATHOIO NPUMEHEHNS

FOCT 25046—81 Urnbl MHbEKUMOHHbIE OAHOKPATHOro npumMeHeHnA. OCHOBHble pa3Mepbl. TexHuyec-
Kne TpeboBaHus. MeToabl NCMbITaHWi

FOCT 25336—82 NMocyna v obopyaoBaHme nabopaTopHble CTEKNAHHbIE, TUMNbl, OCHOBHbIE NapameTpbl
1 pasmepsl

FOCT 25377—82 Urnbl MIHbEKUMOHHbIE MHOTOKPATHOIO NPUMEHEeHUsA. TeXHNYeckne ycnosus

FOCT 28085—89 lMpenapatbl 6uonoruyeckne. Metog 6akTeprMoaorn4eckoro KOHTPOIA CTEPUILHOCTH

FOCT 29230—91 (MCO 835-4—81) lMNMocyna nabopaTtopHas CTekAAHHasA. MNuneTkn rpagynpoBaHHbIE.
YacTtb4. NUneTky BblayBHbIE

FOCT 31929—2013 CpepacTtBa iekapCTBEHHbIE A1 BETEPUHAPHOTO NpuMeHeHusa. MNpaBuna npuemMku,
mMeTobl oTbopa npob

MpumeuvaHue — lMNpy NONL30BAHUMM HACTOALWMM CTaHAAPTOM Lesiecoo6pa3Ho NpoBepUTb AelicTBUE CCbINOY-
HbIX CTaHAapTOB B WH(OpMaLMOHHON cucTeMe 06LWEro MNo/ib30BaHWA — Ha oguuManbHOM caiiTe ®epepanbHoro
areHTCTBa NO TEXHUYECKOMY PEry/fiMpoBaHUI0 U MEeTPOJIOTUN B ceT VIHTEPHET WU MO eXerofHOMY WH(OPMaLUOHHOMY
ykasaTtento «HaluuoHasbHble CTaH4apTbl», KOTOPbI 0Ny61MKOBAH MO COCTOSIHUIO HA 1 siHBaps Tekyliero roga, v no Bbinyc-
KaM eXeMeCsa4YHOro MH(popMaLMOHHOTO yKasaTens «HaluMoHanbHble cTaHAapPTh» 3a TeKYL Wi rof. ECnu CCbiNOYHbI CTaH-
AapT 3aMeHeH (U3MeHeH), TO MpyU NOMb30BAHUM HACTOSILIUM CTaHAApPTOM cfiefyeT pPyKOBOACTBOBATLCS 3aMeHSOLUM
(M3MEeHeHHbIM) cTaHAapToOM. ECNU cCbINOYHbIW CTaHAapT OTMEHEH 6e3 3aMeHbl, TO NO/I0XeHUe, B KOTOPOM AaHa CCblfika Ha
Hero, NPUMEHSAETCS B YacCTU, He 3aTparnBatLlLeil 3Ty CCbIKy.

N3paHne ohuyunanbHoe
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3 TepMuHBbI, onpeaeneHnsl U COKpaLleHs

3.1 B HacToflleM cTaHAapTe NpPMMeEHEeHbl cneayloline TepMUHbl C COOTBETCTBYHOLLIUMMMK onpeaene-
HUAMU:

3.1.1 nekapCTBEHHOE CPeACcTBO /19 BETEPUHAPHOIO NPUMEHeHNNA: BelecTBo Ui CMech BeLLecTB
NPUPOLHOr0, PacTUTENIbLHOTO, XXMBOTHOIO NN CUHTETUYECKOIrO NpoMcXoxaeHns, obnagatoulee (as) hapmako-
NIOTMYECKNM AelicTBUEM.

3.1.2 6e3BpefHOCTb [TOKCMYHOCTb] JSiIeKapCTBEHHOIO cpeacTBa A/ BETEPUHAPHOIro MpumMeHe-
HuA: MNoka3aTens 6e30MacHOCTY IEKAPCTBEHHOIO CPEACTBA A/11 BETEPMHAPHOTO NMPUMEHEHNS, XapaKkTepunay-
OLLUIA PUCK MPUYMHEHUSI BpeAa 340POBbH XNBOTHbLIX B pe3y/ibTarte ero NnpuMeHeHus.

3.1.3 6e30MacHOCTb 1eKapCTBEHHOro CpeaCcTBa A1 BETepUHapPHOro NpMMeHeHus: Xapakrtepuc-
TVKa NIeKapCTBEHHOMO CpeAcTBa A1 BETEPMHAPHOT0 NPMMEHEHNs, BK/IOUaLWwas ero appekTnBHOCTb U Kayec-
TBO, OCHOBAHHasA Ha CpaBHWTENbHOM aHanu3e ero 3(peKTMBHOCTU K OLEHKM pucka NpUYMHEHUA Bpeaa
3,0POBbI0 XMBOTHbIX, NH0AEN 1 OKpyXatoLeli cpeje.

3.1.4 nabopaTopHas npoba: MNpoba, npegHaszHayeHHasa ansa nabopaTopHbIX UCcaefoBaHUn nan nenbl-
TaHWA.

3.1.5 cpegHsasa npoba: MNpoba, nonyyeHHasa U3 06beMHEHHOW NPo6bl B KONNYECTBe, o6ecneymsatoL,emM
NpoBeAeHNE aHaIM30B 1 CO3[aHNe apXMBHbIX 06pa3LLoB.

3.1.6 ob6beanHeHHasa BblGOpKa: Bbibopka 13 COBOKYNHOCTH, NoyvyaemMas 06beiHEHNEM BCEX BblOO-
POYHbIX €4UHNL,, B3ATbIX U3 3TO COBOKYMHOCTMU.

3.1.7 cmelwaHHasa npoba: Mpoba, NnonyvyeHHas nyTem CMelUuMBaHUs paBHbIX 06 bEMOB XWUAKOro siekap-
CTBEHHOrO CpeACcTBa, 0TOO6PaHHbIX U3 €ANHULL LITYUYHOR NpoAayKLmK.

3.1.8 cTepunbHOCTb: Noka3aTesnb, XapakTepu3ylLiuii NosIHOe OTCYTCTBME MUKPOOPraHW3MOB.

3.1.9 nuporeHHoOCTb: Noka3aTtesnb, XapakTepm3yoLmnii konebaHua TemnepaTtypbl Tena X1MBOTHOIo nNpu
BBEJEHMMN NIEKApPCTBEHHOIO CPeACcTBa.

3.1.10 6GakTepuasibHble 3HAOTOKCUHbI: TOKCUYECKME BELLEeCTBa, NPOYHO CBSI3aHHbIE C K/1ETOUYHbIMYU
CTPYKTypamu 6akTepuii, ocBo6oXaloLmecs npy pacnage KneTok uam nx paspylieHun B pesynbtate BO3aei-
CTBUA YU3NYECKUX UM XUMUYECKMX (DAKTOPOB, a Takke BblAeNnsieMble 6akTepusiMy B OKpYXatLLly cpeay B
npouecce X XnU3HeaeaTeNbHOCTH.

3.1.11 NAN — TecT: Cnocob nabopaTtopHOro onpegeneHuns 6akrepmanbHbIX 3HAOTOKCUHOB U MUPOTEH-
HOCTW NeKapCTBEHHbIX CPeLCTB, NPexXAe BCero BoAbl A1 UHBEKLMA N MHBEKLMOHHbIX PacTBOPOB.

3.1.12 po3a nekapCTBEHHOrO cpeAcTBa A/19 BETEPUHAPHOrO NpuMeHeHus: OnpeaeneHHoe Konu-
4ecTBO JIEKAPCTBEHHOrO CPeACTBa /151 BeTEPUHAPHOIO MPUMEHEHNS, BBOAMMOIO B OpPraHu3M XUBOTHOrO.

3.1.13 BakuuHa 6akTepuiiHan: MIMMyHOOMOMOrMYyecknii npenapar, CoAepXallnin XuBble N UHAKTU-
BMPOBaHHble 6akTepun v (M) NPOAYKTbI X XKU3HEAEeATEeIbHOCTH.

3.2 BHacTosileM cTaHAapTe NPUMEHEHO CreaytoLlee CoKpalleHue:

ClNd — cBo6OAHbIE OT NATOreHHOro gpakTopa.

4 O6Lwwme NonoxeHus

Bce nekapcTBeHHble cpefAcTBa nogsiexar nposepke Ha 6e3BpeAHOCTb U (UIM) TOKCUYHOCTb. [pu 3TOM B
3aBUCMMOCTM OT HasHa4yeHus, [03bl M crnocoba BBeAEHUs MoKasaTenu, xapakTepusywue 6e3BpeHOCTb
NleKapCTBEHHOro CPeaCcTBa, MOryT pasnyathbes.

B 61on0rMyecknx ekapcTBEeHHbIX CPeAcTBax, CoAepXallux MHAKTUBMPOBAHHBIN BMpYC, onpeaensioT
MOSIHOTY UHAKTUBALMMN Ha NaGoPaTOPHbIX XUBOTHbIX WX Ky/IbTypax KIeTok.

MoNMHOTY MHaKTMBaLMK 6akTepuitHbIX BakLMH onpeaensitoT NyTeM BbiCEBA UX HA CTEPU/ILHOCTb, a TOKCUY-
HOCTb— NPV UCNbITAHWN HA XMUBOTHbIX. VICMbITAHUIO HA CTEPU/ILHOCTL MOAJSIEXAT TakKe BCEe SIEKAPCTBEHHbIE
cpefcTBa AN UHBLEKUMIA, rnasHble Kanav, Masu, NieHKU U apyrue nekapcTBeHHble CpeacTBa, B OTHOLWEHUN
KOTOPbIX UMEKTCS COOTBETCTBYHLLME YKa3aHUsi B HOPMATVBHOM JOKYMEHTE Ha KOHKPETHOEe /iekapcTBEHHOE
CpeAcTBo.

MUPOreHHoCTb 1 (UNIM) coaepXaHue GakTepuasibHbIX 3HAOTOKCMHOB OMNPeAensitoT B JIEKAPCTBEHHbIX
cpefcTBax M pacTBopax, npefHasHauyeHHbIX 415 UHBEKLMOHHOTO NPUMEHEHNs.

B chapmakoniornueckmx nekapcTBEHHbIX CPeACTBax, Kak MpaBuio, onpeaenstoTTOKCMYHOCTL Ha naGopa-
TOPHbIX XXMBOTHBbIX W ApyrMe nokasaTenu, ykasaHHble BbllEe, COMacHO Ha3HAYeHWID f1eKapCTBEHHOIO
cpeacTea.
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5 OT160p Npob

Ona ucnbitaHnsa 6e3BpefHOCTN (TOKCUYHOCTWU) N1IeKAPCTBEHHOIO CpeAcTBa OT60p Npo6 NPoBOAAT MO
FOCT 31929.

6 MaTtepuanbl 1 XXNBOTHbIE

LleHTpundoyra nabopaTopHas 1060 Mapku.

TepmocTart ntoboin mapku.

XonoannbHUK 6bITOBOM.

OBockor.

Mukpockon 6uonoruyeckuii no FOCT 8074.

MuneTkn MmepHble BMecTuMocTbio oT 1 40 10 cm3no FOCT 29230.

Wnpuuybl BMecTuMocTbio 0T 1 a0 5cm3no FOCT 22967 nTOCT 24861.

Wrnbl nHbekunoHHble no FTOCT 25377 n TOCT 25046.

Wrnbl ¢ HannaBfeHHOI 0NMBOI guaMeTpom 1 mm.

®naKkoHbl CTEKNSHHbIE pa3Holi BMECTUMOCTHU.

Mpo6upku cteknsHHblie no FOCT 25336.

Mpo6KM pe3nHoBbIEe WK BaTHO-Map/ieBble.

MvneTtkn rnasHole.

30H[ XXeNYA0UHbIN.

Bopa anctunnnposaHHasa no FOCT 6709.

Boga 419 MHbeKUMIA.

CnupT 3TNN0BbLIN pekTudmnkoBaHHbIn no FTOCT 18300.

PacTtBop HaTpus xnopuga 0,9 %-Hblli M30TOHUYECKUIA.

HaTtpuin TMMOHHOKMCALIA 3-3amelleHHbId no FTOCT 22280.

MoagepxuBarwwan cpega: 0,5 %-Hblii rMaponnsat naktaibbymmHa Ha CO/IEBOM pacTtBope 3pia no
I>XOHCOHY € 5 % MHaKTMBMPOBAHHO CbIBOPOTKM KPYMHOrO poratoro ckoTa.

1 %-Hasa n 5 %-Has cycneH3un KypuUHbIX 3puTPOLMTOB.

MepBUYHasn KynbTypa KNeToK KypuHbIX hnbpo61acToB.

MepeBuBaemas kynobtypa VERO (MeTanHeBMOBMpYyca NTUL).

MeTyxn-goHopsbl cTaplue 6 mec.

OMOpPUOHbI YyTOK 10— 12-CyTOYHOr0 BO3pacTa.

OMO6pUoHbI CIMo kyp 10— 12-cyTOYHOro Bo3pacTa.

UbinnaTa.

CMN® upinnsaTa.

Mbiwn 6enble.

Kpbicbl 6esble.

CBWHKM MOpCKMe.

Kponukn.

MNopocsara.

MoAcBUHKN.

Hopku.

LLleHkn cobak.

HyTtpuw.

OBLUbI.

Txop3ohpeTku.

TenaTa.

7 TloagrotoBkKa K UCMbITAHUIO

7.1 [ns npoBefeHus ucneiTaHns Ha 6€3BpegHOCTb XUAKNX (DOPM IEKAPCTBEHHbIX CPEACTB U3 CpefHei
Npobbl 0TOMpPaOT HEO6XOAUMOE KONIMYECTBO YNaKoBOYHbIX eAnHuUL, (aMny/si, (0/1akoOHOB U T. A.) U TOTOBSIT CMe-
LWaHHY Npoby, 0T6Mpas U3 HUX paBHble N0 06BbEMY KOMIMYECTBA NEKAPCTBEHHOIO CPeACcTBa M NepeHocs ux B
CcTepw/bHbI hnakoH (Mpobupky). V13 cmellaHHo Npobbl 0TGMpatoT 1abopaTopHyo NPo6y, KOTOPYIO NCMNOMb3Y-
0T 4719 NPOBEAEHNs NCMbiTaHWl Ha 6e3BpefHOCTb. [epes BBeAEHUEM XUBOTHbIM COAEPXUMOE TLaTebHO
nepemMeLLnBaoT.
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7.2 JInohmnnsmpoBaHHble hOPMbl IEKAPCTBEHHBLIX CPEACTB NpeABapuUTe/IbHO PECYCNEH3NPYIOT B CTe-
pUnbHOM pacTBopuTesne (pas3GaBuTene) CorlacHoO HOPMaTUBHOMY AOKYMEHTY Ha KOHKPETHOe JiekapCTBEeHHOe
cpefcTso. SlaGopaTopHyto Npo6y roToBAT, Kak ykasaHo B 7.1.

7.3 TloAroToBKa XXUBOTHbIX

7.3.1 JKUBOTHbIX, UCNOJIb3YyEeMbIX A8 UCMbITAHNA 6e3BPeaHOCTN JIeKapCTBEHHbIX CPeaCcTB, 6epyT TOb-
KO 13 6/1aronosyyHbIX N0 MHADEKLNOHHBIM 60/1€3HAM MYHKTOB BblpallBaHUS.

7.3.2 [na npoBepkn Ha 6e3BpegHOCTb POPMUPYIOT OMbITHbIE U KOHTPOJIbHbIE TPYMMbl KIIMHUYECKN 340-
POBLIX XXUBOTHbIX, NPOLUEAWNX KapaHTUH. B cnyyae He06Xxo4MMOCTHN, OTOBOPEHHOW B HOPMATUBHOM OKYMEH-
Te Ha KOHKpPeTHOe flekapCTBEHHOE CPeCTBO, XXMBOTHbLIX NMPOBEPSAIOT Ha Ha/IMune cneumumuyecknx aHtuTen.

Buga, non, macca, BO3pacTu KOJIMYECTBO XUBOTHBIX, UCMO/b3YEMbIX 415 UCNbITAHUA, AO/MKHbI ObITb YKa-
3aHbl B HOPMATUBHOM [OKYMEHTE Ha KOHKPETHOE SiekapCTBEHHOE CPeCTBO.

7.3.3 XXUMBOTHbIX cneayeT cofepxaTtb Ha NOCTOSAHHOM cHanaHCUMpoBaHHOM pauvoHe KOpMJeHus, onpe-
OenaeMoMm A9 Ka0ro KOHKPETHOro Buaa 1 Bo3pacra X1BOTHOrO.

7.3.4 Bce XUBOTHble, HE MeHee 4YeM 3a CYTKM [0 NPOBEPKWU, AO/DKHbI HaxoAUTbCHA B NOMELLeHUN A
NCNbITaHUA.

7.3.5 XXMBOTHbIX UCNOMbL3YIOT B OMbITE OAUH pa3, NOBTOPHOE MCNO/b30BaHNE XXUBOTHbIX He AonycKaeT-
ca. He gonyckaeTtca npoBepsATb 6€3BpeHOCTb SIEKAPCTBEHHOIO CPeACTBA Ha XXMBOTHbLIX, paHee NCNoJib30BaH-
HbIX 418 NPOBEPKU NO APYTUM nokasaTesisiM.

8 Cnoco6bl BBeAeHs1 IEKapCTBEHHOro cpeAcTBa

Mpn ncnbITaHUN NekapCTBEHHOrO cpefcTBa Ha 6e3BpefHOCTb MPUMEHSIOT criefylolme cnocobbl BBe-
OeHns:

a) BHYTPUMbILIEYHbIA — TeCcT-A403Y /IeKapCTBEHHOrO cpefcTBa BBOAAT B MbillLy 6eapa (BHYTPEHHIOK
WA HapYXHYI0 YacTb) XXUBOTHOIO UN CPEAHION TPETh LUEN, WU TPYAHYIO MbILILY ATULbI;

6) BHYTPMBEHHbIA — TeCT-A403Y N1eKapCTBEHHOro CpefAcTBa BBOAAT B OAHY M3 GOKOBbIX BEH XBOCTa
MbILLW WKW B BEHY YXa KPOJiMKa, WAN AOCTYMHYH BEHY APYroro XWBOTHOrO. JlekapCTBEHHOE CpefcTBO nepes
BBeAeHneM nogorpesatoT 4o Temnepatypbl 37 °C. CKOpOCTb BBefeHusa fo/hkHa 6biTb 0,1 cm3c, ecniv HeT apy-
rMX yKa3aHuil B HOpMaTVBHOM [JOKYMEHTE Ha UCNbITyeMOe /iekapCTBEHHOE CPefCTBO;

B) BHYTPWOPIOLLNHHBI — TeCcT-A,03Y NIeKapCTBEHHOTO CpeAcTBa BBOAAT B OPIOLLHYIO NOOCTb;

r) MOAKOXHbIi — TecT-403y NeKkapCTBEHHOrO CpefcTBa BBOAAT MOA, KOXY XWBOTHOrO, kKak nNpasu/io, B
obnacTtu cnuHbl (fonyckaetca B obnacTb weun, 6egpa);

[) nepopasibHblii — TecT-403Y JIeKapCTBEHHOIO CPpeAcTBa BBOAAT BHYTPUXETYA0HYHO Yepes poT XUBOT-
HOrO C MOMOLLBIO LWINPULLA W UMbl C HanAaB/eHHOW O/IMBOM WMNWM PEe3NHOBLIM 30HAOM HaToLwak unu npenapar
BBOZASAT C KOPMOM WY BbiNamBatoT, cnefs npu 3ToMm, 4To6bl BCE NOPLMM KOpMa Obl/iv CbefeHbl Un BCA XUAa-
KOCTb BbINuTa. MOUTb M KOPMUTL XUBOTHBIX W NTULLY NOC/e BBEAEHNS NNeKapCTBEHHOrO cpeacTBa cnefyeT He
paHee yem yepe3 2—3u.

€) HapyXHbIiA:

1) TpaHcaepmasnbHblli — nekapcTBEHHOe CPeACTBO BONpeAeeHHbIX 403axX U KOHLEeHTpauusax HaHo-
CAT Ha BbICTPWXEHHbIV WKW BbIOGPUTBIA YHACTOK KOXW XXMBOTHOrO (TakvuM CNOCOB0OM MOTyT HAHOCUTLCS KpeMbl U
nnactbipwn);

2) B pacTBOpE /IeKapCTBEHHOrO CpefCcTBa onpeesieHHbIX KOHLEHTpauuy n obbema npoBoaaT Kyna-
HME XXMBOTHbIX C 3a4aHHOI 3Kcno3uymnein (No BpemMeHu);

3) HaHeceHuWe nekapCTBEHHOrO CpeAcTBa Ha C/IM3uUCTble 060104KN MyTEM BBELEHUA €70 B KOHbIOHK-
TMBaNbHbIA MELLOK r1a3a XUBOTHOr0, UHTpPaHasanbHO UAK APYTMM CNoco6oM, NpeAyCcMOTPEHHbIM HOpMaTuMB-
HbIM 4OKYMEHTOM Ha KOHKpEeTHOe NeKapCcTBEeHHOe CPeACTBO;

X) WHTpauepebpanbHblil — nekapcTBEHHOE CpeacTBO BBOAAT HENOCPEACTBEHHO B TO/IOBHOW MO3r
XWBOTHOrO;

3) BHYTPUKOXHbIA — siekapCTBEHHOE CpeACcTBO BBOAAT B [/Iy6OKNE CNOU KOXM,

W) MHTpaTeKkasbHblii — nekapcTBEHHOE CPefCTBO BBOAAT B OKpYXXalollee CMHHOM MO3I MPOCTPaHCTBO,
4yTo6bI 06EeCcnNeYnTb ero NOCTyNJeHne HeNOCPEeACTBEHHO B LLEHTPasIbHY0 HEPBHYIO CUCTEMY;

K) BHYTPM306HbIi — NekapcTBeHHOe cpeacTBO BBOAAT NTULE B 300.
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9 [03bl NeKapCTBEHHOIO CPeACTBa, UCMO/b3yeMble MPU UCTbITAHUN
6e3BpeaHOCTU

9.1 WVcnbiTaHnA 6e3BpefHOCTM XMBbIX BUPYCHbIX BAKLUMH HA XXUBOTHbLIX NMPU BHYTPUMbILLEYHOM BBeje-
HMM NPOBOAAT, Kak NpaBuno, B 10-kpaTHOW f03€, a MIHAKTUBUPOBAaHHbLIX — B BYX-YeTbIpeXKpaTHOW f03e, ec/in
Apyroe He OroBoOpeHo B HOPMaTUBHOM [OKYMEHTE Ha KOHKPETHOE /1IeKapCTBEHHOE CPEeACTBO.

BakTepuanbHble BakLMHbl BBOAAT, Kak NpaBw/io, B ABYKPaTHOW fo3e.

O6bem BBOAMMOrO SIEKAPCTBEHHOTO CpeACcTBa NepopasnbHo: A Mblwn — 0,5— 1,0 cM3, MOPCKOA CBUH-
kM — 1,0—10 cm3, kponnka — 3 cm3.

Mpn mHTpauepebpanbHOM crnocobe BBeAeHUSA [03a NeKkapCTBEHHOro cpefcrtsa Ans 6enoi Mbiwu
coctasnget 0,03 cm3.

Mpn BHYTPMBEHHOM cnocobe BBeAEHWS [03a JleKapCTBEHHOro cpeacTBa cocTaBnseTr Ans
Mbiwn — 0,5 cM3, Ansa kposmka — 1cm3.

9.2 [l03bl TeKapCTBEHHOIO CPeACTBa, HAHOCKMbIE Ha KOXHbIE MOKPOBbI, C/IN3UCTbIE 060/104KN NpU onpe-
AeneHun anneprusvpylowero geicTems, NpMBoAAT B HOPMATUBHOM AOKYMEHTE Ha KOHKPEeTHOe NekapCTBeH-
HOe CcpeACTBO.

9.3 [lpun BHYTPM306HOM BBEAEHUM OOLMUCTbI BBOAAT HEMNOCPEACTBEHHO B 300 Yepes LNpuL, C KaHoel B
KOMIMYecTBe MNATU 4,03 UbInaAaTamM nATUCYTOYHOro Bo3pacTa.

9.4 Tpu ncnbiTaHMM peakToreHHOCTW /iekapCTBEHHOE CPeACcTBO BBOAAT B TepaneBTUYeCcKon A03e, peKo-
MEeHA0BaHHOW MHCTPYKLMEN NO NPUMEHEHMIO.

9.5 HabniogeHue 3a XUBOTHbIMU BeAyT B TeyeHne 5— 12 cyr.

10 OnpepgeneHve NOAHOTbI MHaKTUBaUUM (OCTaTOYHOM TOKCUYHOCTH
M BUPYJIEHTHOCTN) BakUMH Ha N1abopaTopHbIX XXUBOTHbLIX WX KY/IbType K/1eTOK

MoNHOTY MHaKkTMBauUUKM (OCTATOYHYID TOKCUYHOCTb W BUPY/IEHTHOCTb) NPOBEPSIOT B NEKAPCTBEHHbIX
cpeacTBax, coAepXalwmx WHaKTUBMPOBAaHHbI BO36yauTesnb. [Ns BUpYCBakUWH, MpefHa3HaYeHHbIX A/s
MCNosib30BaHNsA B NTULEBOACTBE, UCNbITAHWUA NPOBOAAT HA IMOPUOHAX Kyp, YTOK U KY/IbTYype KNeTOK KyPUHbIX
ombpobnacToB, aHTUpPabyeckne BakLMHbl MPOBEPSIOT Ha 6Ee/IbiX MbILLaXx.

lMonHoTa MHakTMBauun B 6akTepuiiHbIX BakLMHAX XxapakTepusyeTcs nokasartesiemM CTepusibHOCTK, onpe-
pensiemoli no FOCT 28085, 1 6e3BpegHOCTM A1 3KCNePUMEHTaNbHO-6MOM0rnyecknx Mogenei (Mbliwei).

B 3aBMCUMOCTM OT TMNa BO36yaAnTesns 60ne3Hell y NTuLbl NPOBOAAT CrieAytoLmne UcrbiTaHus:

- Mpy onpepeneHnn copepxaHuUs XUBbIX OPTO- Y NapaMUKCOBUPYCOB (HbtoKacnckas 60s1e3Hb, rpunmn
NTUL) BakUWHY BBOAAT B @/1/1TAaHTOUCHYIO NMOMIOCTb KYPUHBIX 3MOPUOHOB M UCCNEAYIOT 3KCTPasMOpnoHanbHY0
XngkocTtb (33XK) 0T 3apaXkeHHbIX KYPUHbIX U YTUHbLIX 3MOPMOHOB B KanesibHo peakuun arrnoTuHaynn (PTA) ¢
5 %-HoWi cycneH3uneli apuTpounToB netyxa. Mpu nonoxnrtesbHol PIA npoBOAAT NOBTOPHbIA Naccax Ha yABo-
€HHOM KofinmyecTtBe aMOPMOHOB. pn NOATBEPXAEHUN NOOKUTENBHOTO pesynbTata PIA cepuio nekapcTBeH-
HOro cpefcTBa 6pakyioT.

- Mpv onpepgeneHun cogepXaHus XMBoOro KOpoHaesmpyca (MHPEKLNOHHbIA BPOHXUT Kyp) NpoBOAAT ABa
nocsiegoBaTeibHbIX Naccaxa BakuUHbl Ha IMOPMOHaX Kyp NyTeM 3apaxeHus Ux B asifIaHTONCHY0 060104Ky. Mo
OKOHYaHMM CpoKa WHKybauunm amMOpPMOHbI acenTUYecKM BCKPbIBAKOT M YYUTbIBAKOT NaTosioroaHatoMuyeckue
U3MeHeHUs (OTCTaBaHMe B POCTE, «Kap/IMKOBOCTb», CBEPThIBaHNE aMOGPUOHA B LIap).

- Mpy o6HapyxeHUn XxapakTepHbIX U3MEHeHUn y aMOPMOHOB NEPBOro naccaxa NPoBOASAT MOBTOPHbIN
naccax BakuWHbl Ha YABOEHHOM KO/IMYecTBe 3MO6pPUOHOB. Ecnv nsmeHeHns y aM6proHOB 06HapyxmBaroTCs
BHOBb, CEPUIO JIEKAPCTBEHHOTO cpeAcTBa bpakyloT.

- Mpwn onpegeneHnn cogepxaHnsa 6upHasnpugos (MHeKUnoHHas bypcasibHas 60n1e3Hb) NPOBOAAT ABa
nocsiegoBaTe/ibHbIX Naccaxa Ha amopuroHax CId Kyp nyTeM KX 3apaxeHus Ha XOprmoaniaHTONCHY 060/104Ky
B 06/1aCTV UCKYCCTBEHHO Nyr NyTeM BHECEHUS BaKLMHbI Yepe3 UCKYCCTBEHHYIO BO3AYLUHYI0 Kamepy. 10 OKOH-
YaHWM CPOKa UHKYyHaL MM OCTaBLUMECS XUBbIMU 3IMOPUOHBI BCKPbIBAIOT, YUMUTbIBASA NOPaXKeHNs (0TeYHOCTb rono-
Bbl 1 NOAYENOCTHOrO MPOCTPAHCTBA, KPOBOM3/IUAHUSA B MbllILAX, U3MEHEHUSA NeyYyeHu, OTcTaBaHue B pocTe).
O6beguHeHHY0 Npoby 0T 3aMBPUOHOB NEPBOro Naccaxa MCnob3yrT 4715 NPOBEAEHNSA BTOPOro 3ak/1iunTe b-
HOro naccaxa, KOTOpPbIA BbINOIHAETCA aHaI0rMyHO.

- Mpwv onpegeneHun cogepxaHnsa xmnsoro supyca CCH-76 npoBogAT ABa nocnefoBaTesibHbIX naccaxa
BaKLMHbl Ha aMBpMOHax yTOK € nocseaytoleil noctaHoBKOW PIA. kCTpaaMObpUoHasibHY XUAKOCTb, cobpaH-
HYI0 OTAE/IbHO OT KaX0oro aMbproHa BTOPOro naccaxa, NPoBePSOT Ha remarrloTUHUPYIOLLYI0 aKTUBHOCTb B
KanesnbHoi peakuun PIA ¢ 5 %-Holi cycrneHsnelh apuTpounToB neTtyxa. Mpu nonoxutensHoli PTA npoBogaT

5
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NOBTOPHbIV Naccax Ha y4BOEHHOM KONuM4yecTBe aMO6pPUOHOB. Mpy NOATBEPXAEHUN MOMOXKUTENBHOTO pesynbTa-
Ta PT'A cepuio nekapcTBEHHOrO cpefcTsa b6pakytoT.

- MNpwn onpegeneHnn mMeTanHEBMOBMPYCOB MPOBOAAT TPM NOCAe[0BaTe/bHbIX Naccaxa Ha NepBUYHO
Ky/ibType K/1eToK KypuHbix hnbpobnactos (REO) nnm VERO. Ecnm nocne BTOPOro naccaxa Ha KynbType kne-
TOK KYpUHbIX (hbnbpobnactoB NpUCYTCTBYET LMTONATOreHHoe AeicTBue, XapakTepHoe AN peoBupyca unm
MeTanHeBMOBMpYyCa NTUL, CEPUID JIEKAPCTBEHHOIO CpeacTBa 6pakyoT.

- Tpn UcnbITaHMM Ha HaIMYME aKTUBHOIO BMpYCa BaHTMpabnyecknx BakymHax BakLMHy BBOAST Mbillam B
MO3r. HabnwogeHne 3a XUBOTHbIMU NPOBOAAT BTeveHne 21 cyT. Bupyc 6elueHcTBa B BakuMHe cUMTaoT NHAKTU-
BMPOBAHHbLIM, ECMIN MbILIN OCTAKTCA XUBbIMU. MNpn 3a601eBaHNN XOTS Obl OAHON MbILIW C KITUHUYECKUMU NPU-
3HakaMu 6elleHCTBa Cepuilo  BakuuHbl  6GpakyloT. MoO3r norMblmMx Mbllleid unccnegyT MeToAoM
nMMyHod)IyopecLeHunn. B maskax U3 mosra Mbilleli BUpycC 6elleHcTBa 0OHApYXXMBATLCSA HE JO/KEH.

11 OnpepeneHve annepru3vpyroLLero 4encTBusa NeKapcTBEHHOro cpeacTea

Anneprusvpyroliee aHagpmnakTmyeckoe AelicTBMe /IeKapCTBEHHOrO cpeacTBa onpegenserca nytem
CeHCcMounnmnsauum MoOpCcKMX CBUHOK.

[na ceHcnbunmnsaumm Mopckux cBUHOK (Macca 200—250 r) MOryT 6bITb MCMO/b30BaHbl pasHble CXeMbl
BBELlEHNA NNeKapCTBEHHOro cpeAcTBa. B cnyyasx, korga Kypc BakumHauun npefycmarpuBaeT HECKO/IbKO BBe-
OEeHWNA, LenecoobpasHO NMPUMEHATb CAEAYIOLYH CXeMy: nepBas UHbEKUMA MOAKOXHO, ABe nocnegytouime
(c nHTepBasnom 1cyT) — BHYTpuMbIWeYHO. Ecnn BakumHauua npegycmartpusaeTt BBEAEHNE NIeKapCTBEHHOIO
cpefcTBa 04HOKpPATHO, AOMNYCKaeTCA OAHOKpaTHaA ceHenbunmaaums. Yncno XMBOTHLIX B Fpynne AO/MKHO ObITb
He MeHee fiecAaTu. Pa3peluatoLLyo UHbEKUUNIO BbINMOMHAKT BHYTPUBEHHO WKW BHYTPUCEPLEYHO Yepes ABe-Tpu
Hefenu win B 6onee oTAaNEeHHbIA CPOK (B 3aBMCUMOCTU OT CBOMCTB NIEKAPCTBEHHOTO cpeAcTea). B cnyyae
ecnin npenapar siBnseTcsa CoOpbMpoBaHHbIM, ANS paspellatoleli MHbekuMM creayeTt NCnoib30BaTbh Takke U
HecopbupoBaHHbIii nonydabpukaT. CeHcnbunusnpyoLwas n paspellatoasn f03bl UCNbITYEMOro 1eKapCTBEH-
HOro cpeAcTBa [O/IKHbI 6bITb MPUBAMKEHBI K PEKOMEHAYEMbIM A5 NPAKTUYECKOro NPUMEHEHNS, NPUITOM pas-
pewatwLas fo3a He A0/MKHA 6biTb MeHblUe ceHcubunusmpytowein. OKOHYATesbHYI0 BENYMHY [03MPOBOK
yCTaHaB/IMBaT 3KCNEePUMEHTa/IbHBIM MyTEM.

Mocne paspelwarllen HbLEKUUN HABOAEHNE 3a )KMBOTHbIMM BEAYT B Npogo/mkeHne 30 MyH. Yaue Bce-
rO LWOK NPOSIB/ISETCA B TeUYEHME HECKONbKUX MUHYT, €r0 TSXKECTb OLEeHMBAIOT No cieayoweii wkane:

Al+/ — pepikoe noyecbiBaHWe nanamu MopfAbl, B3bepolMBaHWe LEePCTH, MOHWXEHWE Temnepartypbl
6onee yem Ha 1°C;

B/++/ — yacToe no4yecbiBaHMe nanamm MOpZAbl, BO3MOXHO NepUoAgNYEecKoe YnxaHue, NnoHmKeHne Temne-
partypbl;

B/+++/ — cnacTnyeckuii KalneBblil CUHAPOM, BO3MOXHOE NajeHne Ha 60K, MoyeuncnyckaHue, gecdeka-
uns;

[/++++/ — KOHBY/IbCUBHbIE CYA0POrKN, pe3koe HapylleHue AbIXxaHus, rmbesnb )XMBOTHOIO B TeYeHne nep-
BbIX 5—7 MWH;

[ — peakuusa oTcyTCTBYeT.

MHpeke cnHgpoma B rpynne U BbluncnaT no goopmyne Benrna (1960)

_ A-1+b-2+B-3+T 4
A+B +B+T+]

rae A, b, B, I', [ — 4nCn0 XNBOTHbIX C AHHON BbIPaXX€HHOCTbIO CUHAPOMA,
1,2, 3,4 — undpposBas UHAMKaLNA, KOTOpas BBOAUTCA OJ18 UCHUCIEHNA TAXECTU peakunn no rpynne B
Lenom.

M3yyaemble nekapCTBEHHble CpefcTBa (3a WCKMOYEHWEM TeTepOsIoTMYHbIX CbIBOPOTOK) He AOJIXHbI
BbI3BaTb PasBUTUSA CMepPTESIbHOIO LLOKa.

BbipaxeHHOCTb aHadyunakcum nocsie BHyTPUBEHHOMO WN BHYTPUCEPAEYHOIO BBEAEHMA paspeLuatoLei
[03bl Npenapara 40/KHa COOTHOCUTBLCA C pe3ysibTatamu, 3addKCMpPOBaHHbIMUY B rpyrnne MOPCKUX CBUHOK, NOJ-
FOTOB/IEHHbIX K LIOKY, Yalle BCEro CeHcubunusaunein HopmMasbHOM reTeposiIorMyHol CbIBOPOTKOM (MOMOXHM-
TeNbHbIA KOHTpOsb). 100 %-Haa rnbenb XMBOTHbIX B AAHHOW rpynne O6bIYHO HacTynaeT B pesynbTate
npeaBapuTeNbHOIO NOAKOXHOro BBeaeHns 0,1 cm3n0wWwaaMHON CbiIBOPOTKY, 3a ABE-TPY HeAenu Ao paspeLuaro-
wei go3bl 0,1—0,5 cm3. Eciv cbiBOPOTKA NMOUIN3MPOBaHa, AN CEHCMBMAN3aunm npumeHsT 2,5—3,0 mr
Ha 100 r maccbl Tena XMBOTHOro (paspewatw,asa gosa 14—16 mr Ha 100 r maccel). B Tex cnydasx, korga npu
NPOM3BOACTBE NIeKApPCTBEHHOIO CpPeACcTBa NPUMEHSIOT reTeposIOrMYHbIA 6enoK, ero NCNoab3ylT Npu nocTa-
HOBKE MOJ10XXNTE/IbHOTO KOHTPOIA.

6
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OAHOBPEMEHHO paspeLLatoLLyto 403y UCMbITYEMOTO SIeKapCTBEHHOIO CPeACcTBa BBOAAT XXMBOTHbLIM, KOTO-
pbIM BMECTO CEHCUMOUNN3UPYIOLLMX UHBEKLMIA NpenapaTta Gblil BBEAEH COOTBETCTBYIOW M 06beM 0,9 %-Horo
M30TOHMYECKOrO pacTBopa HaTpusl xopuga (oTpuuaTenbHbIi KOHTPOSIb).

12 OnpepeneHne NMPOreHHoOCTn

MpoBepka Ha NMPOreHHOCTb NpefHa3HayeHa A1 OorpaHuyeHus pucka BO3HWKHOBEHWUS NNXOPaLOYHOro
CcoCTOsIHMA (NOBbIWEHUA TeMnepaTypbl Tesia) Nnoc/ne BBeAEeHNs /iekapCTBEHHOIO cpecTBa.

VcnbiTaHUIo nogsiexar MHbeKUNOHHbIE /leKapCTBEHHbIE CpefCcTBa, NpefHa3HavyeHHble A1 BHYTPUBEH-
HOro, BHYTPUMbILLEYHOrO, MOAKOXHOrO BBEAEHUS W BBeAEeHWs B nosiocTu. Mpu npoBefeHun uccrefoBaHui
pekomeHayeTcs onpefesiuTb MakCMasibHYH0 A03Y, He Bbi3blBAOLLYH MMPOreHHoro adhekra.

OnpepeneHve NMPOreHHOCTU NPOBOAAT Ha 340POBLIX KPO/Mkax 060ero nosna, He anbbMHOCax, Maccoi
2,0—3,5 kr, cogepxalimnxcs Ha NoJIHOLEHHOM paunoHe. Kaxablli KPONMK AO/MKEH coAepXaTbCA B OTAE/bHOM
K/1eTKe B MOMeLLeHNY C NOCTOSIHHOI TeMnepaTypoii. KonebaHus TemnepaTypbl He MOryT npeBbiwath £3 °C. Mpu
ybopKe KeTOK U B3BELUMBaHWUM XMNBOTHbLIX MX 06eperatT OT BO36YxaeHUsa (n3beratb Wyma v peskux ABuxe-
HWiA). B TeyeHue Hepenu, npefllecTBYOLWER OnbITY, KPOMUKA He AO/DKHbI TEPATb B Macce. B3BelumBaHue ux
NPOBOAAT A0 fauu KopMa He MeHee Tpex pas, Yepes feHb. XXMBOTHble, TepAoLWMe B Macce, KONbITY HENPUroa-
Hbl. B TeyeHne Tpex CyTOK nepef UCMbITAHWEM Y KaxAOoro nofornbITHONO KPOJsiMKa U3MepPAT Temneparypy.
M3mMepeHus NpoBOAAT eXeHEBHO YTPOM, [0 Aayu KopMa npu NoOMOLLY MeAULMHCKOro PTYTHOrO WK 31eKTpo-
TepMomeTpa, N03BOISAILWEro onpeaenuTb TemnepaTtypy ¢ To4HoCTb0 Ao 0,1 °C. laTunk TepMomeTpa BBOAAT B
NPAMYI0 KWULIKY Ha rny6uHy 7—9 cM (B 3@aBUCMMOCTU OT Macchbl Kpoaunka) 3a BHYTPEHHUI COUHKTEP Ha Bpems,
HeobxoAumoe ANs1 AOCTVXKEHNS MakCMMasibHOl TeMnepaTypbl. VicxogHasa Temnepartypa nofonbITHbIX KPOn-
KOB A0/MKHa 6bITb B Npegenax 38,5 °C — 39,5 °C. )XnBoTHbIe ¢ 60/1e€ BbICOKOWN UNn 60siee HU3KOM TeMnepaTy-
poii ANs onbiTa HeNpUrogHel. Kpome Toro, KpOsiMkoB, BMEpPBble UCMO/Ib3yeMbIX A1 UCMbITAHWS /IeKAPCTBEHHbIX
CpefcTB, NPOBEPSAIOT HA PeakTUBHOCTb MyTeM BHYTpUMBEHHOro BeefdeHus 10 cm3Ikr 0,9 %-HOro cTepusibHOro
HEeNMPOreHHOro pacTesopa HaTpusa xaopuga, CooTBeTCTBYOLWero TpebosaHmsam dapmakoneun, geicTeytoLei
Ha TeppuTopun rocyfapcTtea, NPUHABLLEro ctaHgapT. B cnydyae nameHeHns Temnepatypbl y Kponukos 6onee
yem Ha 0,4 °C XUBOTHblE CYMTAIOTCA HENPUTOAHBLIMW O/14 ONbITa.

He no3gHee yem 3a 18 4 0 oNbITa KPOJSIMKOB NEPEBOAAT B NOMELLeHNe, B KOTOPOM OCYLLEeCTBASAIOT UCMbI-
TaHue Ha NUPoreHHocTb. OHO A0/IXKHO MPOBOAMTLCA B OTAE/IbHOW KOMHAaTe C NOCTOSAHHOW TemnepaTypou, He
oT/IMyaroLLeincs oT TeMmnepaTtypbl NOMeLLEHNS, B KOTOPOM KPOJIMKM MOCTOSAHHO COAepXannch Ao onbiTa, 6onee
yeM Ha *2 °C, 1 ¢ KoniebaHus M1 BO BpeMS UCMbITaHUSA, He NpeBbiwanwmmn 2 °C, U30IMPOBaHHON OT Wyma, B
CMOKOIHOWN 06CTaHOBKe. Beuepom HakaHyHe onbiTa Y XUBOTHbIX yOrpatT ocTaTok kopma. [Jo 1 BO BpeMs onbiTa
XWBOTHbIE KOPM He nosiyyaloT (BoAy AatoT 6e3 orpaHnyeHuns).

Boga aons uHbekuuii uav gpyrue npuMeHsieMble pacTBOpUTENU, a Takke LUNPULbl U Urbl AO/DKHbI ObiTh
CTEPU/IbHBIMU N HENUPOTEHHbIMU. VcnbiTyeMble f1ekapcTBEeHHble cpefcTBa AO/IKHbl OblTb CTEPUNbHBIMU. WX
BBOAAT KPO/MKaM B YLIHYIO BeHy. [lpyrne nyTn BBEAEHMS yKasblBalOT B YACTHOW CTaTbe Ha JIeKapCTBEHHOE
cpefcTBO. NS Kaxaoro Kponuka 6epyTt oTaesnbHy0 Urny. PacTBopbl UCNbITYyEMbIX 1IeKapCTBEHHBLIX CPEACTB,
nogorpeTsbie Ao 37 °C (Npy OTCYTCTBUM APYIVX YKa3aHUI B YACTHbIX CTaTbsAX), BBOAAT B KOJIMYECTBAX M PACTBO-
putensx, npegycMOTPEHHbIX COOTBETCTBYIOLWUMU YACTHBIMU CTATbAMM.

[lns ncnbiTaHUs Ha MMPOreHHOCTb BOAbI AN1S1 MHBEKUNIA NpefBapuTesibHO U3 HEE TOTOBAT U30TOHUYECKUA
0,9 %-HbIl1 pacTBOp HaTpWsa xnopuaa. Hatpusa xinopug Ao/MHKeH ObiTb CTEPUIBHBIM U HEMMPOTEHHbIM, UTO 0b6ec-
neymesaeTcs BO3AYLIHbIM METOAOM ero ctepunnsauuu npu temnepatype 180 °C nnm 200 °C B TeyeHue ot 30 go
60 MWH, B 3aBUCMMOCTM OT Macchbl obpasua. LUnpuupl, Uribl ¥ HEO6XOANMYIO CTEKNAHHYIO NOCYAY CTEPUU3YIOT
3TUM Xe meTogom npu Temnepartype 180 °C B TeyeHue 60 MuH. KO/iMyecTBO BBOAUMOIO WU30TOHUYECKOrO
0,9 %-Horo pacTBopa HaTpus xnopuga coctasnseT 10 cm3Ha 1 kr Macchl Kponvka. Bce konnuecTBo pacteopa,
npegsapuTenibHO HarpeToro 4o Temnepatypbl 37 °C, BBOAAT B TeUeHWE 2 MUH.

VcnbiTyeMblli pacTBOp NPOBEPSAIOT Ha TpexX Kposivkax. [pynna Ao/MKHA COCTOATb U3 XUBOTHbLIX, BJIN3KMX
no Macce (oT/MyarLmnxcsa He 6osee Yem Ha 0,5 kr). Nepeps BBeAeHMEM pacTBOpa Y Kponmka ABaxbl, C UHTEp-
BasioM 30 MUWH, M3MepsalT Temnepatypy. Pa3nuuna B nokasaTtesiax TemnepaTtypbl He AOJ/DKHbI NpeBbiWwaTh
0,2 °C. Ecnu pa3nnuna B Temnepatype npesbiwaeT 0,2 °C, KpONIMK 4719 UCNbITAHUA He Ucnonb3yeTcd. Pesynb-
TaT nocnefHero UsMepeHus NPUHNUMALOT 3a UCXOAHYI0 TeMnepaTtypy. PacTBop BBOAAT He MO3J4HEE YeM yepes
15—30 MuH nocne nocnefHero u3MepeHns TemnepaTypbl.

Mocnepytouiee n3mepeHue Temnepartypbl NpyM BHyTPUBEHHOM BBEAEHWM UCMNbITYEMOro pacTsopa nposo-
OAT Tpu pasa, ¢ NpoMexyTkaMy B 0A4uH yac. Mpu gpyrnx cnocobax BBeAeHUs — MATb pas, C NpoMexyTkamu B
OOMH Yac, ec/in B YaCTHOM CTaTbe HeT APYTUX yKasaHUil.

Boay A9 MHBEKUUIA WM pacTBOpP /IEKAPCTBEHHOrO CpPeAcTBa CUUTAKT HENUPOTreHHbIMU, €Cnn cymma
MOBbILLEHWIA TEMNEPATYPbI Y KPOSIMKOB MeHbLIe unun pasHa 1,4 °C. Ecnim ata cymma npesbiwaet 2,2 °C, To Boay

7



FOCT 31926—2013

AN UHBbEeKUMIA Unn pacTBop IeKapCTBEHHOTO CPeACcTBa CUMTAIOT NMPOreHHbIMK. B cnyyasx, Korga cymma nosbl-
LIEeHNA TemnepaTypbl Y TPEX KPOIMKOB HaxoguTca B npegenax ot 1,5 °C go 2,2 °C, ucnbiTaHne NoBTOPSIOT
[OMOMHUTENBHO Ha NSATU Kponuvkax. B atom cnydae BoAy A8 UHBbEKUWA WanM pacTBOp N1eKapCTBEHHOro
cpeAacTBa cUMTalT HEMUPOTEHHbIMK, eC/I CyMMa NOBbILEHWUA TeMnepaTypbl Y BCEX BOCbMU KPOSIMKOB He npe-
BbiwaeT 3,7 °C. Ecnn xe ata cymma pasHa 3,8 °C wniu 6onblue, BOAY ANA UHBEKLMIA UM pacTBOP NIeKapCTBEH-
HOro cpefcTBa CUNTAIOT MUPOTreHHbIMMN.

B yacTHoli hapmakoneiHow ctatbe MOryT 6bITb Yka3aHbl Apyrue npefesbl OTKIOHEHUSA TeMnepaTypbl.

Ecnu ByacTHOl cTaTbe Ha IekapCTBEHHOE CPeACTBO HET APYINX yKasaHuii, cydau NoOHWKeHnsa Temnepa-
TYPb! Y KPOSIMKOB MPUHUMAIOT 38 HOJIb.

Kponuvku, 6biBlUME B ONbITE, MOTYT 6bITb MCNONBL30BaHbI A8 oNpefeneHns NMPOreHHOCTN NMOBTOPHO, HO
He paHee YyeM yepes3 Tpoe CYTOK, eC/lM BBEAEHHbI UM [0 3TOT0 pacTBOP SIeKapCTBEHHOro cpeAcTBa unv Boja
AN MHBbEKUUIA 6blNn HENUMPOTreHHbIMKU. Ecnu e BBeAeHHbIi pacTBOp SiIeKapCTBEHHOro cpefcTBa unv soja Ans
NHBEKLMI OKa3aMcb MMPOreHHbIMU, KPOSTMKMA MOTYT ObITb MCNOMb30BaHbI A4/18 AanbHenlwnx onbiToB Yepes ase
Hefenu. Mpu NoBbIWEHWUM TeMNepaTypbl Y KPOMKOB B NOA06HbIX cnyyasx Ha 1,2 °C 1 60o/1ee OHM MCNoNb3YTCS
yepes Tpu Hegenu. Ecnu ncenepyemble Belectsa 061a4al0T aHTUTEHHbIMY CBOMCTBAMM, TO OAHUX U TEX Xe
KPOMMKOB Hesfb3s UCNONb30BaTh A1 UCMbITAHWA MOBTOPHO (€C/IM HeT chneuumasnbHbiX yKasaHwuii B YacTHONA
crtarbe).

[na ucnbiTaHns ekapCTBEHHbIX CPeACcTB, BBeAEHUE KOTOpbIX TpebyeT npeaBapuTenibHOW NoAroToBKU
nnn cneuunasnbHbIX YCN0BUIA BBEAEHUSA, cefyeT pyKOBOACTBOBATLCA AONO/THUTEIbHBIMU YKa3aHUAMU, NpuBe-
[OEHHbIMW B HOPMATUBHOW AOKYMEHTALMM Ha KOHKPETHOE /IeKapCTBEHHOE CPeaCcTBO.

13 OnpepgeneHve 6akTepnasibHbIX 9HAOTOKCUHOB

BakTepranbHble 3HAOTOKCHHBLI ONpeaensitioT B UHbEKUMOHHbIX IeKapCTBEHHbIX CpeAcTBax, npeAHasHa-
YeHHbIX A1 NapeHTepasbHOro U MHTpaTekasibHOro NpUMeEHeHUs, U B cybCcTaHUUAX, UCNONb3yeMblX AN UX
n3roToBneHns. Metoa AaeT BO3MOXHOCTb MPOBOAUTL MOCTaAUNHBIA KOHTPO/Ib COAEPXaHUs 3HAOTOKCMHOB B
npoLecce NpoM3BOACTBA UHBEKLMOHHbLIX TEKAPCTBEHHbIX CPEACTB.

CopepxaHue 6akTepuasbHbIX 3HAOTOKCUHOB BblpaXkaeTca B eAnHULAX 3HA0TOKCUHA (EQ) MexayHapos-
HOro cTaHgapTa 3HAO0TOKCUHA.

OnpegfeneHne cogepxaHus 6akTepuasibHbIX 3HAOTOKCMHOB MPOBOAAT C UCNO/Ib30BAHNMEM peakTuBa,
npegctaBnsoWeEro coboit nmMsatr  kNeTok KpoBu (amebouuToB) MeuexBocTa Limulus polyphemus
(TAN-peakTtuB) unmn Tachypleus tridentatus (TAJI-peakTuB). B ocHOBe MeToAa NeXWUT CNOCOBHOCTbL aMebouu-
TOB MeyexBocTa cneunguyecku pearmposartb C 3HAOTOKCMHAMMW rpaMoTpuuaTenbHbiX 6akTepuii (nMnononu-
caxapugamu, JINC).

B pe3ynbTaTe peakuuu ¢ 3HLOTOKCMHOM MPOUCXOANT NOMYTHEHWE NPO3payvyHOli peakUMOHHOW CcMecu n
yBe/NMYyeHne ee BA3KOCTU BNIOTb 40 (DOPMUPOBAHUSA NJIOTHOTO refis, obpasoBaHne KOTOPOro CAYXUT UHANKA-
TOPOM Hannumsa B Npobe 6akTepuasibHbIX IHAOTOKCUHOB.

MpoBoAMMbIi Takum 06pa3oM aHanu3 HasbiBaeTcs reflb-TPOM6 TecT. DTOT aHanu3 No3BONASET KOIu-
YeCTBEHHO OMnpefenuTb cofepxaHue 6akrepuasibHbiX 3HAOTOKCMHOB B MWCMbITYEMOM Mnpenapate (Konu-
YeCTBEHHbIN aHann3) UM OLEeHUTb, COOTBETCTBYET /I COfepXaHne 3HAOTOKCMHOB NpefesibHOMY 3HaUYeHNHo,
YCTaHOBJ/IEHHOMY A/15 UCMNbITYyeMOro npenaparta (kayecTBEHHbI aHanus).

KauecTBeHHbI aHanM3 AB/sieTCA OCHOBHbLIM METOAOM NPOBEeAEeHNst aHanu3a no nokasatento «bakrepu-
anbHble 3HAOTOKCUHbI», 3TOT Xe aHaNu3 ABAsSeTCA apoUTPaxHbIM.

B0O3MOXHO MpoBeAeHue onpefeneHns coaepxaHnsa 6akrepuasibHbIX 3HAOTOKCMHOB MHbIMW MeToAamMu
M MmogudhukaunsamMmm npu ycioBumn, YTo pesynbTaTbl He MpOTMBOpeYaT pesysibTataM OCHOBHOIMO MeToga.

MeToa onpefeneHns 6akTepmanbHbIX 3HAOTOKCUHOB € noMoulbto JIAJ1-peakTvBa sABAseTca anbTepHa-
TMBHbIM, Hapsay C HAM MOTYT ObITb UCMOJIb30BaHbl W Apyrne MeToabl (onpegeneHne NUPOreHHOCTU Ha Kpo-
nukax).

13.1 lMoaroTtoBKa K UCMbITAHUIO

13.1.1 TNoproTtoBka nocynbl

CTeknsiHHaa u nnactukoBas nocyaa, ucnonb3yemas B JIAJ/I-TecTe, He LO/DKHA cofepxaTb bakTepuasib-
Hble 3HOO0TOKCUHbI B KOJIMYEeCTBax, onpefensieMbiX B TECTE, U He lO0/KHA OKa3biBaTb BANAHUSA Ha XOL pPeakuuu.
Mocypa moxeT 6bITb enuporeHnsmposaHa npu Temnepatype 250 °C He meHee 30 MUH.

13.1.2 CtaHpapTbl 3HOOTOKCUHA

CogepxaHue 6akTepuasibHbIX 3HAOTOKCUMHOB BblpaXkaeTcsa B eAuHULAaxX aHaoTokcnHa (EC) mexayHapon-
HOro cTaHgapTa 3HAO0TOKCMHA. [pu NpoBeAeHnn aHannsa UCNoNb3YyT KOHTPOSbHbIVA CTaHA4APT 3HAOTOKCHMHA
(KCQ3), aKTBHOCTb KOTOPOro YCTaHOB/IEHA N0 MEeXAYHAPOAHOMY CTaHA4apTy 9HA0TOKCUHA.
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KOHTpONbHbLIA CcTaHfapT 3HAOTOKCUMHA NpefHasHavyeH NS MpoBefeHUs aHanusa C AaHHOW napTtuei
NAN-peaktnBa (TA/1-peaktnBa). KOHTPOAbHbIN CTaHAAPT 3HAOTOKCUHA UJ1AJT-peakTus nwnn TAJ1-peakTnB 40N-
XHbl OblTb 3aperncTpupoBaHbl YNOJITHOMOYEHHbIM OpraHoMm. PacTBopeHue n xpaHeHne KC3 ocyuwecTBNAOT
COINTaCHO UHCTPYKLUUN PUPMbI-NPON3BOANTESIA.

13.1.2.1 NAN-peakTmB

Vcnonb3ywT JIA/1-peakTvB, NpeaHasHauYeHHbIn 4N npoBeAeHNs hapMakoneiiHoro aHanm3a ¢ NoOMOLLbH
renb-TpoM6 Tecta. B cnyyae nposefeHns aHann3a MeTofoM, OT/IMYHbIM OT OCHOBHOIO, HEO6X0AMMO NCMOSb-
30BaTb peakTuB, NpeAHa3HavYeHHbIl 418 AaHHOTo MeToja.

UyBCTBMTENLHOCTb peakTmBa (A) BblpaxaeTcs B eAnHMLAx aHAO0TOKcuHa [ED/cm3 (EC/mn)] n cooTBeT-
CTBYyeT MUHVMaJIbHOW KOHLEeHTpaLMn MexayHapoAHOro cTaHaapTa SHA0TOKCHHA, KoTopas Bbi3biBaeT 06paso-
BaHMe MJIOTHOrO Trens npu peakuuy C [aHHbIM - peakTusoMm. JIAJl-peakTmB npeacTaBnsieT cob6oi
nnodunan3mpoBaHHblil npenapaT. PacTBopeHue u xpaHeHue J1AJl-peakTvBa OCYLLECTBASAIOT COracHo
WHCTPYKUMKN hMPMbI-NPON3BOAUTENS.

13.1.2.2 Bopga gnda J1A/l-tecta

Boga ans NAJ1-TecTa f0/HKHA COOTBETCTBOBaTh TpeboBaHMAM, NpeabaBASeMbIM K BOAE AN1S UHBEKL A,
M Npu 3TOM He Jo/HKHa cofepxaTb 6akTeprasibHble 3HA0TOKCUHbI B KOSIMYECTBax, onpeaensiemMbiX B TeCTe.

13.1.3 MakcumanbHO fonycTuMoe pa3BefeHne NCnblITYyeMOro J1IeKapCTBEHHOIO cpeacTBa

MakcumanbHO gonyctumoe passegeHune (MAP) — aTo Hanbonblee pa3BefeHne UCMbITYeEMOro siekap-
CTBEHHOrO CpefCcTBa, B KOTOPOM BO3MOXHO onpefiefieHne KOHLeHTpauMu 3HAO0TOKCMHA, COOTBETCTBYHOLLEN
3HAYEHU0 MpefenbHOro coAepXaHus 6akTepuanbHbIX 3HAOTOKCUHOB, YCTAHOB/IEHHOMY QAN [AHHOTO
NlekapCcTBEHHOro cpeacTea

MOP =— 2
n
roeX— npegenbHoe cogepxaHve 6akTepnanbHbiX 3HAO0TOKCMHOB: LOMYCTUMOE cofepxaHue 6akrepualb-
HbIX 9HA,0TOKCMHOB B UCMNbITYEMOM JIEKapCTBEHHOM CpeACTBe, YKa3aHHOe B HOPMaTUBHOM JOKYMEHTE
Ha KOHKpeTHoe /ieKkapCcTBEHHOe CPeacTBo;
C — KOHUEeHTpaums NCNbITYEMOro pacTBopa: KOHLEeHTpaL s NekapcTBEHHOIO cpeacTBa v AeincTeytoLLe-
ro BellecTBa, A/19 KOTOPOro ykasaHo npegesibHoe cofepxaHne 6aktepnanbHbIX 3HAOTOKCUHOB;
X— yyBCTBUTENLHOCTL JIAJI-peakTnBa, E3/cm3.
MpepensHoe copepxaHne 6akTepranbHblX IHAOTOKCUHOB X paccyuUTbiBaOT No hopmyre

roe K — noporosas nuporeHHas gosa, pasHas 5 EQ/kr B yac, 4n1a UCNbITYeMOro S1IeKkapCTBEHHOIO CpencTea,
€C/In OHO BBOAMWTCSA XWBOTHOMY /106bIM NapeHTepasibHbIM MyTeEM, KPOMe WHTpatekasibHoro. lMpu
MHTpaTeKkasbHOM NyTW BBeLeHUs nekapcTBeHHoro cpeactea K coctasnset 0,2 ES/kr,;
M — makcumanbHasa TepaneBTUYeCcKas 403a UCMNbITYEeMOro JIeKapCTBEHHOIO CpeAcTBa, BBOAVMANA B Teye-
HWe ogHoro Yaca (mr; cm3; E[l Ha 1 kr maccel Tena).
[na pagnodapmMaleBTUYECKMX JIeKapCTBEHHbIX CPeACcTB, BBOAMMbLIX MapeHTepasibHo, npefesibHoe
coepxaHue 6akTepuasbHbIX 3HAOTOKCMHOB X 1lpaccumnTbiBatoT o oopmyne

Xi= 175V, )

roe V— makcumasibHO pekoMeHoBaHHas [03a, CM3.
Ons pagnodhapmaLeBTUYECKMX NTEKAPCTBEHHLIX CPEACTB, BBOAVMMbIX WHTpaTeKasnbHO, NpegesibHoe
cofepxaHue 6akTepuasibHbiX 3HA0TOKCMHOB X2paccumnTbiBaloT Mo popmyne

X2=14V. ®

[ns cybcTaHumii paccunTbiBaOT NpeesibHoe cojepxaHne 6akTepuanbHblX 3HAOTOKCMHOB, UCMO/b3Ys
BENMUMHY M, BbIGpaHHYI0 AN1S1 1eKapCTBEHHOM (hopMmbl.

13.1.4 TMoprotoBKa UCNbITyeMoro obpasuya

Kaxablin 0To6paHHbIii 06pasel, NCNbITbIBAKOT OTAENbHO.

[nsa pactBopeHusa n (Mnun) pasBefeHns UCNbITYEeMOro JiekapCTBEHHOIO cpefcTBa UCNONb3YIOT BO4Y A5
NANl-TecTa, ecnu He ykasaHO MHOrO B HOPMAaTMBHOM [O0KYMEHTe Ha KOHKpPeTHOe siekapCTBEHHOe CpPefcTBo.
McnbiTyeMblli pacTBop A0O/HKEH umeTb pH B npegenax, ykasaHHbix npoussogutesiem JIA/l-peaktuBa, 06bI4HO
6,0—8,0. B cnyyae HeobxogumocTv pH fOBOAAT pacTBOpaMy KMCNOTbl, OCHOBaHMA Unn BydepHbiM pacTBo-
poM. VMicnonb3yeMble pacTBOPbI HE AO/MKHbI codepxaTb 6akTepuasibHbIX IHAOTOKCMHOB B KOSIMYeCcTBax, ornpe-
JensieMblx B TECTe, Y He AO/MKHbI OKa3blBaTb BAUSAHUSA Ha X0, peakuun.
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13.2 lpoBepneHue aHannsa

B kpyrnogoHHble npobupku guameTpomM 10 MM BHOCAT paBHble 06beMbl JIAJl-peakTtvBa U UCNbITYeMOro
pactBopa (no 0,1 cm3). PeakuMOHHble CMECU akKypaTHO MepeMellvBalT U MHKYOUPYIOT Npu Temnepatype
(37 £ 1) °C BTeueHune (60 +2) mvH. Bo Bpems MHKyOGMpOBaHUA creayet usberatb Bubpauumn nyaapos. Mo ucte-
YeHWM yKa3aHHOro cpoka BU3yasibHO PerucTpupyroT pesynbTaTbl Kak NoNoXUTe bHble, Tak U oTpuLaTesibHble.
MonoxutenbHas peakuus (+) xapakrepusyeTcs obpaszoBaHMeM NAOTHOTO refis, KOTOPbIA He paspyllaeTcs npu
akKkypaTHOM OZHOKpaTHOM nepeBopayMBaHum Npobupky Ha 180°. OTpuuatenbHas peakuus (-) xapakrepusy-
eTCcs OTCYTCTBMEM TaKoro ress.

13.2.1 TlpepBapuvTesibHble aHa/IU3bl

[na noaTBepXAeHNS 4OCTOBEPHOCTM M TOYHOCTU pe3y/ibTaToB onpefeneHuns 6akrepmanbHbIX 9H40TOK-
CVMHOB, NPOBOAUMBIX C NOMOLbIO JIAJ1-peakTnBa, He06xXoAUMO MOATBEPAUTb YYBCTBUTENLHOCTb peakTuBa,
yKasaHHYI0 Ha 3TUKeTKe, a Takke ybeauTbCcsa B TOM, YTO UCMbITyeMOe NeKkapCcTBEHHOE CPEACTBO HE COAEPXUT
(hakTopoB, MeLlalLWnX NPOBEEHNI0 peakLun.

13.2.1.1 TMoaTBeEpXAEHME 3asABNEHHOI YyBCTBUTENbHOCTU JIAJl-peakTnBa

AHanu3 npoBoAAT ANSA KaxAOoW HOBOM cepuu ucnosnblyemoro J1AJ1-peakTnsa, a Takke npy usmeHeHun
YC/1I0BUii 3KCNEPUMEHTA, UCNOb3yeMbIX MateprasioB 1 peakTMBOB, CNOCOOHbIX NOBAUATL HA pe3ybTat TecTa.

13.3 lpoBeaeHue aHann3a
[na npoBeaeHna aHanusa rotToBsT pacteopbl C 1 D no cxeme, npuBeAeHHol B Tabnuue 1

Tabnuya 1— Cxema akcnepumeHTa «[loaTBepXAeHWe 3asBNEHHOW YyBCTBUTENbHOCTH JIAJl-peakTuBa»

KoHeuHas KoHueHTpauus

o dakTop Konunuectso
PacTsop VicxoHbIA pacTBop PacTtBopuTesns KC3 B ncnbityemMom o
passefeHus NMOBTOPHOCTEN
pacteope
C Pactsop KC3 B BOAe Bopa ana J1A/l-tec- 1 2 X 4
ona J1AJ1-tecta KOH- T4 2 1X 4
ueHTpauuei 2 X 4 0,5 X 4
8 0,25 K 4
D Bopa gna 1A/1-TecTa — — - 2

PactBopbl C— cepua pasBegeHuii KC3 B Boge ansa JIA/l-tecta (nNpoBepka 4yBCTBUTE/IbHOCTU
NAN-peakTuBa).

PacteBop D — Boga ans JIAN-tecta (oTpuLaTenbHblii KOHTPOSIb).

OnbIT NPOBOAAT, Kak onucaHo B 13.2.

13.4 O6paboTKa pe3y/nbTaTtoB

AHanun3 cunTalT AOCTOBEPHbIM, ecnm ANnsa pacteopa D (oTpuuaTenbHbli KOHTPOJIb) BO BCEX MOBTOPHOC-
TSX NONYyYeHbl OTpULAaTEIbHble pe3ynbTathl; AN pacteopa C KoHUueHTpauuen 0,25 XnonyyeHsl oTpuuarenb-
Hble pe3y/ibTaThl.
KOHEYHOWN TOYKON peakuumn NS Kax[oin M3 NoBTOPHOCTE pacTBopoB C ABASETCH NOMOXUTENbHbIN
pesynbTart, NOMyYeHHbIA 415 pacTBopa C HavMeHblUue KoHUueHTpauneli KC3.
CpegHereomeTpuyeckoe 3HayeHne 4yBcTBMTEbHOCTU JIAJT-peakTuBa CKC3 B KOHEYHOW TOUYKe peakuun
paccuuTbiBalOT Mo hopmyne

Ckca = antilog S”-, (6)

roe CKCa — KOHLEeHTpaumsa KOHTPO/IbHOro cTaHgapTa 3HAO0TOKCUHA;

— cymMa fiorapumoB KoHUeHTpauuini KC3D B KOHEYHOI TOUKe peakuun B KaXX40i M3 NOBTOPHOCTEIA;
f— umcno noBTOpHOCTEIA.
3asBneHHan 4YyBCTBUTENbHOCTb JIAJI-peakTMBa cuntTaeTcs NOATBEPXKAEHHON M NCNONb3yeTcsa B Aalib-
Henwmnx pacyeTax B TOM caiyyae, ec/iv nNoslydeHHOe B IKCMEPUMEHTE 3HaYeHne YyBCTBUTEIbHOCTU JIAJT-peak-
TmBa ot 0,5 fo 2,07,
13.5 Mewatouime gpakTopbl
VcnbiTyemoe iekapCTBEHHOE CPeACTBO MOXET coepXaTb MellatoLwue hakTopbl, yeunmeaowiue u (Mnu)
NMHrnéupylowme peakuno J1IAJ1-peaktnsa ¢ 6aktepmanbHbIMU 3HAO0TOKCUHAMU. OBHAPYXNUTb 3TU AB/IEHUA MOX-
HO, CpaBHMB CMNOCOBGHOCTb ucnosibdyemoro J1A/l-peakTtuBa pearunpoBaTtb C pactBopom KC3 B Boge Ans
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JNTAJ1-TecTa 1 B pacTBOpe MUCMNbITYyeMOro 1eKapCTBEHHOIo CPpefCcTBa B CTaHAAPTHbIX YC/I0BUAX NPOBEEHNA 3KC-
nepvMmeHTa.

VcnbiTaHMIo MOXET ObiTb NOABEPTHYTO SIEKAPCTBEHHOE CPEACTBO B N1HOGOM pasBefeHnn, He NpeBblwato-
wem 3HavyeHna MAP. Ncnonb3yemble B 4aHHOM aHanu3e npobbl UCNbITYEMOro f1IeKapCcTBEHHOro cpeacTea (v
€ro pasBefeHuns) He AO/KHbI codepxaTb 6akTepmanbHbiX 3HAOTOKCUHOB B OMNpeaesieMblX B TecTe Koamyec-
TBax.

13.5.1 TlpoBefeHne aHannsa

[nsa npoBefeHns aHanusa rotoBAT pacTBopbl A — D no cxeme, npuBefeHHOl B Tabnuue 2.

Tabnuya 2— Cxema akcnepumeHTa «Mewatwuwme akropbl»

KoHeuHasi KoHLeHTpauys

o dakTtop Konuyectso
PacTsOp McxogHblli pactsop PacTeopuTens 3HAO0TOKCKHA B o
passefeHns MOBTOPHOCTEMN
MCMbITYEMOM pacTBope
A VcnbiTyemoe nekapcTtBeH- - - - 4
Hoe CpefcTBo
B McnbiTyemoe nekapctBeH-  VicnbiTyemoe nekap- 1 2 X 4
HOe CcpeAcTBO, COfiepXa- CTBEHHOE CPeAcTBO 2 1X 4
wee KC3 B KOHUEHTpauun 4 0,5 X 4
2 X 8 0’25 X 4
c Pacteop KC3 B BOAe Ana  Bopa ans JIA/l-TecTa 1 2 X 2
NNANN-TecTta KOHUeHTpauun- 2 1X 2
el 2 X 4 0,5 X 2
8 0,25 X 2
D Bopa ana NIA/1-tecta - — — 2

OnbIT NnpoBOAAT No 13.2.

13.5.2 Pe3ynbTaTbl N NHTEpNpeTayms

Pe3ynbTarbl aKkCNeprmMeHTa cUMTatoTCA AO0CTOBEPHLIMU, €C/iv ANA pacTsopa D nonyyeHbl oTpuuatesns-
Hble pe3y/sbTaTbl BO BCEX NOBTOPHOCTAX; A/ pacTBOpoB C (KOHTPO/b YyBCTBUTENIbHOCTU JIAJ1-peakTuBa)
cpegHereoMeTpuyeckoe 3HayeHue KOHUeHTpauuu 6akTepuanbHbiX 3HAOTOKCUMHOB coctasnset oT 0,5 u go
2,0 K, 4na pacTeopa A nosyyeHbl oTpuuatesibHble pe3ynbTarbl BO BCeX NOBTOPHOCTAX.

Mo pe3ynbTatam, NosyyYeHHbIM 415 KaokAoW M3 MOBTOPHOCTEM pacTBOPOB B, paccuntbiBaloT cpefHereo-
MeTpuyeckKoe 3HavyeHne YyBCTBUTeIbHOCTY JTIAJI-peakTumBa.

PacuyeT npoBogAT, kak onncaHo B 13.3. EC/in noslyyeHHOe cpejHee 3HavyeHue okasasnock ot 0,510 2,0 X
ncnbITyeMoe neKkapcTBEHHOE CPeACTBO B BbIOpAHHOM pasBefeHnn He COAEPXUT MellarLux hakTopos, Crno-
COGHbIX MHIMBUpoBaTb U (MaK) ycunmeaTtb peakunto JIAJ1-peakTuBa ¢ 6akTepuanbHbIMU 3HOOTOKCMHAMU, W
MOXeT ObITb NOABEPrHYTO aHaNM3y Ha cogepxaHue 6akTepuanbHbIX 3HLOTOKCMHOB.

Ecnun npucytctene mewwaruwmx hakTopoB 06HAPYXXEHO A1 UCMNbITyeMOro JiekapCTBEHHOrO CpefcTBa,
KOTOpoe NpoBepsIOCh B pa3BefeHnn, meHblwem MP, aHann3 noBTopsoT B 601bLLEeM pa3sefeHun, BnaoTb 40
pasBefeHus, pasHoro MAP. B 60/bLUNMHCTBE C/lydaeB AOMNOJSIHUTE/IbHOE pas3BefeHne MCMNbITyeMoro nekap-
CTBEHHOrO cpeAcTBa CNOCOOHO CHATL AelicTBUE MellarLmx dakTopos. Vicnons3osanue SIAJ-peakTnsa 60b-
Lweii YyBCTBMTETbHOCTY NO3BOISET YBENINYNTbL CTENEHb pa3BefeHNs.

[JenctBue mewarwwmnx hakTopoB MOXET 6bITb NPEO00/EHO COOTBETCTBYOLEN 06paboTKoli, Hanpumep
omnbTpauunei, HenTpannsaymei, anaan3om Uan TemnepaTypHoii 06paboTKkoii. BbibpaHHbIii cnocob yaaneHus
MeLlalLWmnX akTopoB He AO/MKEH M3MEHATb KOHLUEeHTpauuo 6akTepuasbHblX 3HAOTOKCMHOB B UCMbITYEMOM
NexKapcTBeHHOM cpefcTBe, noaTomy KC3 kK pacTBOpY UCMLITYEMOrO /IeKapCTBEHHOrO cpefcTea [06aBnsa0T
nepes nposefeHneM Takoli 06paboTku, nocne Yyero NPoBoAAT aHann3 «Mewatwwme dakTopbl». Ecnu nocne
06paboTkn BblGpaHHbIM CMOCO60M pe3ynbTaTbl aHanmsa «Mewarwmne akTopbi» OKaXyTCS YA0BMETBOPU-
Te/IbHbIMUW, TO UCMILITYEMOE NIeKAapCTBEHHOE CPEeACTBO MOXET 6bITb NOABEPrHYTO aHa/In3y Ha cofepxaHune 6ak-
TepuasnbHbIX 3HAOTOKCUHOB.

Ecnn ncneityemoe nekapcTBeHHOE CPeACTBO Hefb3A 0CBOOOAMTH OT MellakowWwmx pakTopos, OHO He
MOXeT ObITb UCCIeA0BAHO Ha NpeaMeT cofepxaHus 6akTeprasnbHbiX 3HAOTOKCUHOB € noMoLbio JIAS-TecTa.
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14 KauyecTBeHHbIN aHann3 (metog A)

3ajayein 3Toro aHanusa siIBASETCA NOATBEPXKAEHME TOrO, YTO cofepXaHue 6akTepmasnibHbIX IHA0TOKCH-
HOB B MCMbITYeMOM 06pasLe He NPeBbILIAET 3HAUYEHNS NPeAesibHOIO coepXaHna 6akTeprasnibHbIX 3HL0TOKCU-
HOB, YKa3aHHOr0 B KOHKPETHOM HOPMAaTUBHOM [IOKYMEHTE.

AHasnn3 NpoBOASIT C/1IeKAPCTBEHHbLIM CPEACTBOM B OHOM pa3BefeHnU, B KOTOPOM Obl/1 MPOBEAEH aHa/In3
«Mewwatoume akTopbl», UK B 60/bLLEM pa3BeAeHUN, HO HE NPEeBbIAWEM 3HaYeHns MAP.

14.1 TpoBefeHue aHanmsa
[na npoBefeHns aHanunsa rotoBaT pactBopbl A — D no cxeme, npusefeHHol B Tabnuue 3.

Tabnunua 3 — Cxema akcnepumeHTa «KauyeCcTBEHHbI aHann3»

o KoHeuHas KOHLeHTpaums 3HLO0TOKCUHA Konunyectso
Pacteop McxoaHblii pactsop o
(KC3) B ucnbITyemomM pacTtsope NOBTOPHOCTEN
A McnbiTyemoe nekapcTBeHHOe CpeAcTBO - 2
McnbiTyemoe nekapctBeHHoe cpefcTBo, CO- 2 X 2
nepxawee KC3D koHueHTpauuen 2X
C PactBop KC3 B Boge ana JIAJl-tecta KOH- 2 X 2
ueHTpauueii 2X
D Bopa ana NAJ-tecta — 2

PactBop A — wucnbiTyeMoe f1IekapCTBEHHOE CPeACTBO B pa3BefeHn, B KOTOPOM OTCYTCTBYHOT MeLlalo-
Lwme chakTopbl, NN B 6onblLEM pasBefeHum, He npesbiwaowem MAP.

PactBop B — ucnbiTyemoe nekapcTBEHHOE CPeACTBO B BbIGpaHHOM pa3BefeHuun, K KoTopomy Ao6aB-
neH KC3. KoHeyHas KOHUeHTpauna 3HA0TOKCUHA B aHa/IM3npyemMoM pacTBope A0/hKHa cocTaB/iAaAThk 2 A(Noso-
XUTENbHbIA KOHTPO/Ib UCMLITYEMOrO S1IeKAPCTBEHHOIO CPeACcTBa).

PactBop C — pactBop KC3 B Boge a1 JIA/I-Tecta ¢ KOHEUYHOW KoHLueHTpaymeid 2 X (MoNoXUTENbHbIN
KOHTPO/Ib).

PactBop D — Bopga ansa JIA/1-tecta (oTpuuaTENbHbIA KOHTPOSb).

AHanns npoBoJAT, Kak onucaHo B 13.2.

14.2 Pe3ynbTaTbl U MHTepnpeTauus

AHanus cuynTalT AOCTOBEPHbIM, ecnv AN pacteopa D (oTpuuaTenbHbIil KOHTPOSb) NOyYeHbl OTpULa-
TeslbHble pe3ynbTaTbl B 06enX NOBTOPHOCTSAX; AN pactBopa C (MOSIOXMTENbHbIA KOHTPO/Ib) BO BCEX MOBTOP-
HOCTSAX MOJIyYeHbl NONOXMUTE bHbIE pe3ynbTaTthl; 4718 pacTBopa B ( N0N0XUTE bHbIA KOHTPO/b UCMbLITYEMOro
o6pasua) B 06emx NOBTOPHOCTAX NOJyYEHbI MOMIOKUTENbHbIE Pe3ynbTaThl.

Ecnun pna pacteopa A B 06erx NOBTOPHOCTAX NONYyYeHbl OTpULaTesibHble pe3y/bTartbl, 1IeKapCTBEHHOE
CPefCTBO CUMTAIOT BblAEPXaBLUNMM UCMNbITAHUS.

Ecnv gnsa ncnelTyeMoro iekapcTBEHHOro cpefcTea B pasBefeHun, MeHolwem MAP, B 06enx NnoBTOPHOC-
TAX MOJIyYEHbI NOJTIOXUTENbHbIE pPe3y/bTaTbl, aHanM3 crefyeTt NoBTOPUTL B pa3sefeHnn, pasHom MAP.

Ecnu ana ncnbiTyemoro nekapcTBeHHOro cpefcTBa B passefeHuun, pasHom MAP, B 06erx NOBTOPHOCTAX
Nosly4yeHbl NONOXUTE IbHblE Pe3yNbTathl, TO IEKAPCTBEHHOE CPEACTBO He COOTBETCTBYET TpeboBaHMAM HOp-
MaTMUBHOIO AOKYMEHTa, HOPMUPYIOLLEro cogepxaHne 6akrepmasibHbIX 9HAO0TOKCUHOB.

Ecnu nonoxuntenbHbli pe3ynbTaT NosyyeH B OAHOW M3 NOBTOPHOCTEW AN pacTteopa A, TO NpoBOAAT
MOBTOPHbIVA aHanM3. JlekapCTBEHHOE CPEACTBO CUNTAKT BblAEPXaBLUMM WCMbITAHUS, €C/IN B MOBTOPHOM aHa-
nnse ansa o6enx NOBTOPHOCTEN NOMyYeHbl OTpuLaTenbHble pe3ybTaThbl.

15 KonunyectBeHHbIN aHanm3 (MeTtopg B)

3afaveli aHanm3a sABNSETCS onpefeneHne coaepXkaHusa 6akTepuanbHbIX 3HAOTOKCUHOB B UCNOJb3ye-
MOM SieKapCTBEHHOM cpeacTBe. [1n5 3TOro UCnosib3yoT Ceputo nocnefoBaTtesibHbIX pasBeeHnin UCnbITyeMoro
NeKapcTBEHHOroO cpeAcTBa, HauyMHasa C TOro passefieHus, A8 KoToporo 611 npoBefeH aHann3 «Mewatoume
pakTopbl», NN 60/bLIEro, HO He nNpeBbliwarwero MAP.

15.1 TlpoBefeHne aHanmsa
[na nposBeaeHns aHanusa roToBAaT pactBopbl A — D no cxeme, npusegeHHon B Tabnuue 4.
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Tab6nuuya 4 — Cxema akcnepumeHTa «KonnyecTBEHHbIN aHann3»

KoHeuHasn
o dakTop KOHLUeHTpaumsa KC3 Konunuectso
PacTsop VicxoaHbIi pacTBop PactsopuTenb o
pasBefeHus B MCMbITYyEMOM MOBTOPHOCTEN
pacteope
A VcnbiTyemoe rnekapctBeHHoe Bopa gna JIAJ/1-tec- 1 —
CpeacTBo Ta 2 — 2
4 - 2
8 2
nT. 4. go MAP — 2
B McnbiTyemoe niekapcTBeHHoe  McnbiTyemoe Jjieka- 1 2 A 2
cpencteo, cogepxawee KCO  pcTBeHHOe cpepcT-
KOHUeHTpaumeii 2 A BO
C PactBop KC3 B BOge pna Bopga gns NA/-Tec- 1 2A 2
NAN-Tecta KOHUEeHTpayunel Ta 2 1A 2
8 0,25 A 2
D Bopa ansa NNAN1-TecTa - - - 2

15.2 Pe3ynbTaTtbl U MHTepnpeTaums

AHanu3 cuMTarT 4OCTOBEPHbLIM, eciin AN pacteopa D (oTpuuyaTesibHbIi KOHTPO/b) MOJTyYeHbl OTpuLia-
TesibHble pe3y/nbTaTbl B06enx NoOBTOPHOCTAX; 415 pacTBopoB C (KOHTPO/b YyBCTBUTENIbHOCTU JIAJ1-peakTusa)
cpefHereomeTpuyeckoe 3HaueHne KoOHUeHTpaLmm 6aktepranbHbIX 3HAOTOKCUHOB cocTaBnseT He MeHee 0,5 J1
1 He 6onee 2 A; Ans pacteopa B (N0M0XNTENbHbIA KOHTPO/b NCNbITYEMOro o6pasia) nosly4yeHbl NONOXUTENb-
Hble pe3y/nibTaTbl B 06eMx NOBTOPHOCTAX; AJ/19 PACTBOPOB A KOHEYHOW TOUKOW peakunn ABASETCA NONOXUTENb-
HbI pe3yabTaT, NoNYYEHHbI AN HanboNbLIEro pas3BefeHnsa NCNbITYEMOro 1eKapCTBEHHOrO CpeacTaa.

3HauyeHne npounsBefeHna pakTopa 3Toro pasBefeHnsa Ha BesIMYMHy YyBCTBUTENbHOCTU JIAJT-peakTusa
(A) paBHO KOHLIEHTpaUuMn aHAOTOKCMHA B pacTBope A, NoslydeHHOl AN AaHHOl NoBTOpHOCTM. CpegHereomeT-
puyeckoe 3HayeHne KOHLEeHTpaLnun aHA0TOKCUHA paccymUTbIBalOT, Kak onvcaHo B 13.4.

Ecnun Bo BCex NOBTOPHOCTAX Cepun pacTBOPOB A NoJyyYeHbl oTpuuatesibHble pe3ysbTaThl, TO KOHLEeHTpa-
una B6akTepuanbHblX 3HOOTOKCMHOB B MCMbITYEMOM JIEKAPCTBEHHOM CPEACTBE MeHee 4YyBCTBUTE/IbHOCTM
JNIAN-peakTnBa, YMHOXEHHOI Ha HaMMeEHbLUWI hakTop pa3BeaeHNs.

Kpome npuBefeHHbIX METOAO0B, 4/19 ONpefesieHns coaepx)XaHna 6akTepranbHbIX 3HAOTOKCUHOB B UCMbI-
TyeMOM J1IeKapCTBEHHOM CpPeACcTBe MOryT Ucnofb3oBaTbcsa poTomeTpuyeckne metoasl (C, D, E u F), onucaH-
Hble B EBponeiickoii thapmakonee[3].

16 Typ6ugmnmeTtmnueckne metoabl (CunF)

[aHHble MeToAbl OTHOCATCA K POTOMETPUUYECKUM METoAaM N3MepPeHNs yBeMYeHus cTeneHn MyTHOCTH.
B3aBMCMMOCTU OT NMPUHLMNA, NONIOXEHHOIO B OCHOBY NPOBEAEHUSA UCMbITAHNA, Yka3daHHble MeTobl Knaccudu-
LUPYIOT Kak TYpOuaMMeTpuYeckuin MeTo KOHEUHOW TOUKM 60 TypougmMeTpuyecknii KNHeTUYECKNA meTog,

16.1 TypbuaumeTpuyecknii MeTos KOHeUYHOM ToUkn (MeTos F) OCHOBaH Ha KO/IMYeCTBEHHOW 3aBUCUMOC-
TW KOHLUEHTpauun 3HA0TOKCMHOB OT CTEMEHN MYTHOCTM (MOrNOLLEHNE UK NPONYyCKaHWe) peakLuMoHHOI cMecK B
KOHLe NHKY6aLMOoHHOro nepuoga.

16.2 TypbuanmeTpuyecknin knHetunueckuin metog (Metoq C) oCHOBaH Ha N3MEPEHUN BPEMEHU, HEOHXO-
AVMOro A9 AOCTUXEHUSI NpeABapuUTelbHO ONpeAesieHHON BENNYMHbBI MOT/OWEHWS, WU CTENEHN MYTHOCTHU
peakunoHHOI cmecw.

VcnbiTaHMe NpoBOAAT Npu TemMnepaType UHKybaLmm, pekoMeHA0BaHHOW npoussoauTenem J1IAJ1-peakTu-
Ba [06bI4HO (37 = 1) °C].

17 XpomoreHHble meToabl (D n E)

JaHHble MeToabl UCMONbL3YIT AN U3MEPEHUst KonnyecTea xpomodpopa, BbICBO60AMBLUETOCS U3 COOT-
BETCTBYIOLLErO XPOMOreHHOro nenTuga B pesysbTaTe peakuyuyn 3HAOTOKCUHOB ¢ JIAJ1-peakTMBOM. B 3aBUCK-
MOCTU OT MPUHUMNA, NOJIOKEHHOTO B OCHOBY MCMbITAHUSI, 3TOT METOA K1acCUULUPYIOT Kak XPOMOTEHHbIN
MEeTOA, KOHEYHOWN TOUKM UM XPOMOTEHHbIN KNHETUYECKNIA METOA,
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17.1 XpOMOreHHbIl MeTof, KOHEYHON ToUkM (MeTog E) ocHoBaH Ha KO/IMYECTBEHHOW 3aBUCUMOCTU KOH-
LeHTpauuy 3HAOTOKCMHOB OT Ko/iMyecTBa Xpomodiopa, BbICBOOOAMBLUETOCA K KOHLY WHKy6aLMOHHOIo
nepvopga.

17.2 Bnpouecce ncnbiTaHNss XpOMOreHHbIM KUHETUYECKUM MEeTOA0M (MeTog D) namepsaoT Bpems, Heoo6-
XOAMMOE A1 4OCTUXKEHUS NpejBapuTesibHO onpefeneHHON Be/IMYMHbI ONTUYECKOW MIOTHOCTY peaKLMOHHOW
CMECH WM CKOPOCTU OKpaLlVBaHWs.

WcnbiTaHne npoBogAaT npu Temnepatype WHKyOupoBaHWS, PEKOMEHAOBaHHOW npoussoauTenemM
NAN-peakTuBa [06bI14HO (37 + 1) °C].

18 TllpepBapuTenibHble UCNbITaHUA

Ana NPOBEPKN TOYHOCTN NUNn Banmaaunn ncnbiTaHnA Typ6I/I,CI|I/IM6TpI/ILIECKI/IM mMeToaoM nm6éo XPOMOT€eH-
HbIM METOAOM NPOBOAAT NpeaBapuTesibHble UCNbITaHWA, NO3BOoN1AOLWNE y6e,CI,VITbCF| B HaAEXHOCTUN Kputepmnes
ana CTaH,EI,apTHOVI KpI/lBOI7I N B TOM, 4YTO MCHbITyeMbII;I pPacTBOp He ABNAEeTCA Melalunm CbaKTOpOM ansa npose-
AEHNA UCTbITaHUA.

Banupauma metogukm ncnblTaHni H606XO/J,I/IMa, eC/in B yCN1oBUA 3KCnepmnmMmeHTa BHECEHbI Kakune-nm6o
N3MEHEHUA, KOTOpPbIE MOTYT NOBANATb Ha pe3y/sibTaTbl UCMNbITAHUA.

18.1 lMpoBepKa HaAEXHOCTN KpUTEPUEB Assl CTaHAAPTHOM KpUBOWA

[OTOBAT HE MeHee Tpex pa3BefieHnil pacTBopa cTaHAapTHOro npenapaTa 3HA0TOKCMHA A1 NOCTPOEHUS
cTaHAapTHOI KpuBOii. MPOBOAAT UCNbITAHWE, NUCMOMb3YS HE MeHee Tpex napasifieNbHbIX PAA0B KaXA0ro passe-
[eHunsA pacTBopa CTaHA4apTHOro npenapara 3HA0TOKCMHA, B COOTBETCTBMM C PEKOMEHAaUNAMUN NPon3BoanTens
NAN-peakTBa (06bEMHbIE COOTHOLLEHUS, BpeMs MHKYOpoBaHus, Temnepatypa, pH nT. n.).

Ecnu npy npoBeAeHUn UCMbITAHNSA KUHETUYECKAM MEeTOA0M HEO06X0AUMbIA NHTepBas NpeBsblWwaeT2 ora-
pudomMa, BKIHOYAKT AONOSTHUTENbHbIE pa3BefeHUs CTaH4apTHOro npenapara 3HAOTOKCUMHA, A1 TOro YToObl
pasrpaHuunTb Kaxaoe MoBbiWeHne norapndmMa Ha eQuHuLy B MHTepBasie 3HauYeHuii CTaHA4apTHON KPUBOIA.
A6contoTHOE 3HavYeHne koappuymeHTa koppensaymm |r\gomkHO 6biTb Bbiwe unan paBHo 0,980 ans nHTepsana
KOHLleHTpauuii 3HAOTOKCUHOB, YKa3aHHbIX Npou3BoauTenem nusara.

18.2 VcnblTaHWe Ha Ha/nyMe MelarolWmnx hakTopoB

BbibupatoT 3Ha4YeHNE KOHUEHTPALUN 3HAOTOKCMHOB, fiexallee B CepeanHe nHTepBasia 3HaueHnin cTaH-
OapTHON KpuBOI v 6113Koe K 3TOMY 3HauyeHu. FoToBAT pacTBopsbl A, B, Cu D, kak nokasaHo BTabsimue 5.

Tabnuya 5— Cxema akcnepumeHTa «Mewatuwme gakTopbl»

PacTBop, K KOTOpOMY

PacTtBop KoHueHTpauus aHA0TOKCUHOB KonnuecTBo noBTOpHOCTE
fo6asneH aHA0TOKCUH
A OTcyTCcTBYeET McnbiTyemblli pactBop He meHee 2
CpefHASa KOHUEeHTpauna Ha CTaHAapTHOW  McnbiTyeMblii pacTeop He mexee 2
KpuBoOI
C He meHee Tpex KoHueHTpauui (camyi Bopga gnsa JIA/l-TecTa Kaxaas KoOHUueHTpauus He meHee 2

HU3KYH KOHUEeHTpayuto ob6o3HavatT X)
D OTcyTcTBYET Bopga ana NAJN-tecta He meHee 2

MpumeyaHuns

1 PacTtBOop A — uCNbITyeMblii pacTBOp, KOTOPbI/ cneayeT pa3BoAWTh 40 3HAYEHUs, He npeBblwatowero MAP.

2 PacTtBOp B — ncnbiTyeMblit 06pasel, B TOM Xe pa3BefeHun, 4To n pacTteop Jl, cogepxalmin npubaBaeHHble 3HA0-
TOKCWUHbI B KOHUEHTpaLumn, paBHON 3HAYEHUID CpegHel KOHLEeHTpauun Ha CTaHLapTHON KPUBOW WM GN3KONM K Hel.

3 PacTtBop C — pacTBOp cTaHAapTa 3HAO0TOKCMHA B KOHUEHTpaumax, NCnonb3yemblX Npy Banngauun metoaa, B co-
oTBeTcTBUM Cc 18.1 (NpoBepka HafEXHOCTU KPUTEPUEB ANSA CTAHO4APTHON KPUBOU (MONOXUTENbHbIE KOHTPON).

4 PactBop D — Boga ansa /IAN1-TecTa (oTpuuaTesibHblil KOHTPO/Ib).

MpoBOAAT UCMbITaHWE He MEHEe YeM B ABYX MapasiniefibHbIX npo6ax 3TUX pacTBOPOB B COOTBETCTBUU C
pekoMeHpauuaMu npoussoauTens nusara (06GbEM UCMbLITYEMOro pacTBopa U pactBopa simsaTa, 06bemMHoe
COOTHOLLIEHMEe UCNbITYEeMOro pacTeopa 1 pacTBopa nnsarta, Bpemst UHKy6upoBaHusa UT. n.)

BbluMCAAOT cpefiHee 3HAaYeHne KonnyecTBa A06aB/IeHHbIX 9HAOTOKCUHOB, BblUATAs CPEAHIO KOHLEH-
TpaLuio S3HAOTOKCMHOB B pacTBope (EC/M OHU NPUCYTCTBYIOT) U3 CpeAHei KOHLeHTpauuM 3HA0TOKCMHOB B pac-
TBOpeE, cofepxalleM Ao6aBeHHbIe 3HAOTOKCUHBI.
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VcnbiTyeMblii pacTBOP HE COAEPXMT Mellatolwmx hakTopoB, ecan B yCNOBUAX NPOBeAEHUS UCMbITaHUS
N3MepeHHasa KOHLEHTpaLusa 3HAOTOKCUHOB, NPUGABMNEHHbIX B UCMbITYEMbIA pacTBOp, HAXOAUTCS B UHTepBasie
oT 50 % A0 200 % M3BECTHOIN KOHLEHTpaLM 3HAOTOKCUHOB NOC/E BblYMTAHMUSA KOHLEHTpaunm 3HA0TOKCUHOB,
06Hapy>XeHHbIX B pacTBope 6e3 f06aBNEeHHbIX 3HAOTOKCUHOB.

Ecnv 3HaveHne cogepxaHns 3HA0TOKCUHOB Haxo4uTCA 3a npegenamMmu ykasaHHOro nHtepeana, Mewato-
lwme goakTopbl cregyeT yaanuTb, kak onucaHo B 13.5. 3hheKkTMBHOCTL 06paboTkM KOHTPONUPYIOT nocpes-
CTBOM NpPOBEAEHNSA MOBTOPHOIO MUCMNbITAHUA Ha Ha/IMuMe MelarLwmx akTopos.

18.3 TlpoBepgeHue UcnbiTaHUSA
VcnblTaHnsa NpoBOASAT B COOTBETCTBMM C METOANKON, ONMcaHHOolM B 18.1.

19 Yuyet pe3ynbTartoB

19.1 KoHueHTpaumio 3HAO0TOKCUHOB B KaX[0M 13 napasisiesibHblX PacTBopoB J1 paccyuTbiBaoT, UCNOSb-
3ysl CTaHAAPTHYH KPMBYIO, MOJIYUYEHHYH ANS PAA0B NOMOXUTENbHbLIX KOHTponei (pacteop C).

WcnbiTaHne cuntaloT AelicTBUTENIbHbIM, €C/IN BbINOMIHEHbI CeAyoLLMe YCAOBUS:

- pe3ynbTaT, NoMY4YeHHbIN Ana pacteopa D (oTpuuaTesibHbIA KOHTPO/Ib), He NpeBblaeT npeaesbHoro
KOHTPOJIbHOIO 3HAYEHUsA, YKa3aHHOro B MHCTPYKUMK K ucnonbsyemomy JIA/1-peaktusy;

- pesynbTaTbl, NOIyYEHHbIE A8 NapannenbHbIX PAA0B NONOXUTENbHbLIX KOHTponen (pacteop C), cooT-
BETCTBYIOT TpeboBaHNAM, yka3aHHbIM AN BaNU[ALNOHHBIX UCMbITaHWA, kak onnucaHo B 18.1, ecnu cogepxa-
HVe 3HAO0TOKCMHOB, MOJIyYEeHHOE MOoC/e BblYNTAHUA W3 KOHLUEHTpauuu SHAOTOKCUMHOB, OGHApYXEeHHbIX B
pacTBope B, KOHUEHTpaunmn aHA0TOKCMHOB, 0GHAPYXXEHHbIX B pacTBope A, Haxoantcs B UHTepsasie oT 50 % Ao
200 %.

19.2 VicnbITyemblii o6pasel, COOTBETCTBYET TpeboBaHMNSAM UCMbITaHUSA, €CNU CpefHee 3HaYeHne KOH-
LeHTpaunm aHA0TOKCUHOB B NapasifiefibHbliX Nnpobax pacteopa A C y4eTOM pa3BefeHns N KOHLeHTpaLmm Ucnbl-
TYeMOro pacteopa MeHee 3HauyeHus npejesibHo AOMYCTUMOro coAepXaHns H6akTepuanbHbiX 3HAOTOKCUHOB,
YCTaHOBJ/IEHHOIO A1 UCMbITYEeMOro npenapara.

20 WcnbiTaHMe Ha TOKCUYHOCTb (papMaKo/IorMyecknx NeKapcTBeHHbIX CPeacTB

McnbiTaHMe TOKCUYHOCTY dpapMakos1ormyecknx JieKapCTBEHHbIX CPeACcTB NMPOBOAAT Ha 340POBbIX 6ebiX
MblWwax 06oero nona Maccoi 19—21 r, Ha KOTOPbIX paHee He NPOBOAUMMN HUKAKUX UCMbITAHWUIA.

3a 24 4 fo vcnbITaHMA M BO BPEMSA €ro NpoBefeHUs XUBOTHbIE LO/DKHbI HAXOL4UTLCA B NMOMELLEHUN C
MOCTOSAHHON TemnepaTypoii. 3a 2 4 40 B3BELUMBAHNSA 1 0TOOPA XMBOTHbIX 415 NPOBEAEHNS UCMbITAHUA Y HUX
0oTH6UPAlOT KOpM 1 BOAY.

Kaxayto ceputo 1ekapCTBEHHOIO CpeACcTBa UCMbIThIBAKOT HA NATU Mblllax. PacTBoputesb (pasbaBuTesb),
KOHUeHTpauuto pacteopa (TecT-403y) 1 cnocob BBeeHUA yKka3blBatoT B HOPMATUBHOM LOKYMEHTE Ha KOHKpeT-
HOe JiekapCTBEHHOE CPeACTBO.

PacTtBop npenaparta, noanexaiiero ucnoltaHuio, nogorpesatoT o 37 °C n 8 o6bveme 0,5 cm3BBOAAT B
XBOCTOBYI0 BEHy €O ckopocTbio 0,1 cm3c, ecnv HeT gpyrnx ykasaHuii B HOpMaTMBHOM AOKYMEHTE Ha KOHKpeT-
HOe /ieKapCTBEHHOE CPefCTBO.

Ecnn B HOpMaTMBHOM [OKYMEHTE Ha KOHKpEeTHOe NleKapCTBEHHOE CPeacTBO MPeAyCMOTPEH MHONM MyTb
BBeAEHMA npenapara Mblllam, 06beM pacTBopa, BBOAMMOIO B GPHOLLUHYH MOJIOCTb, MOA KOXY WAN Xenyaok,
MOXeT 6bITb yBenuyeH Ao 1 cm3. BBegeHune B xenyaoK Npou3BogAT WNpULEM NOCPeACcTBOM WUHBEKLMOHHOA
UrMbl, HA KOHLLEe KOTOPOW UmeeTcsa HannaBneHHas onnea, Win nNpu NOMOLLM APYroro npucnocobneHuns, obecne-
ynBarLLEero NOCTynjeHne pacTtsopa wiv B3Becu npenapara BiXesyLokK.

21 OnpepgeneHve MECTHOro AeiicTBus (PeakToreHHOCTH)

Mpenapat BBOASAT METOA0M U B j03€ (KOHLEHTpauun), npeanaraemoit Ans Ncnosib3oBaHus B NpakTuke.

B cnyuyae ecnu npenapat npegnofiaratloT NPUMEHSATb BHYTPUKOXHO, MOAKOXHO WM BHYTPUMBILLEYHO,
OLIeHKY pasfpaxalolero AeiicTBUSI OCyLLeCTBASOT MNoc/ie 04HOKPaTHOTO BBeAEHUs. B oCTasibHbIX C/ydasx
(Npy BHYTPMBEHHOM, MepopasibHOM, BBEAEHUN B KOHbIOHKTUBASIbHBIA MeLoK) — Moc/ie COOTBETCTBYHOLLEro
uncna annaukauuii, KoTopble npeanonaratTcs Npyu ero NPUMEHEHUN B NpakTuke. KoMM4ecTBO XMBOTHbLIX B
rpynne, Ao3bl BBEAEHUS onpeaensioT B COOTBETCTBMU C HOPMATUBHLIMU [AOKYMEHTAMW HA KOHKpeTHoe
nekapcTBeHHOe Cpe/cTBo.

OUEHKY MeCTHOro AeiCTBUSI OCYLLECTBASOT HA OCHOBAHUM AAHHbIX OCMOTPOB, NPOBOAMMBIX B TeUeHne
CpoKa BBe/leHUs1 NeKapCTBEHHOro CpeAcTBa M NnocseayloLinX CEMU CYTOK.
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22 OnpepgeneHve CTepuUsibHOCTU

CTepunbLHOCTL (OTCYTCTBUE XMBbLIX MUKPOOPIraHN3MOB) MHAKTUBUPOBAHHBIX BaKLVH NMPOBEPSAIOT corlac-
Ho TOCT 28085.

23 OnpepgeneHne MMKPOBMONOrMYECKOM YNCTOTbI

MUKPOBMOMOTMYECKYHO YNCTOTY ONPELENsoT B1EKAPCTBEHHbIX CPEACTBAX, COAEPXKALLMX XUBbIE MUKPO-
OpraHu3mbl, NMyTeEM BbICEBA Ha 3/IEKTUBHbIE MUTATESIbHbIE CPeAbl, KY/bTypbl KAETOK (4715 BUPYCHBLIX BaKLWH)
WM C UCMOMb30BAHMEM TECT-CUCTEM, NpefHasHauYeHHbIX Ans o6GHapyxeHuss AHK nocTopoHHMX GakTepwuid,
BMPYCOB M MUKOMIA3M.

24 Y4eT pe3ynbTaTtoB UCMbITaHUA

241 Tpu onpepeneHnn 6e3BpefHOCTU OGUONOTMYECKUX NEKAPCTBEHHbLIX cpeAcTB HabngeHne 3a
XWBOTHbIMW MPOBOAAT B TEYEHME CPOKa, YCTAHOBJIEHHOrO B HOPMATMBHbLIX AOKYMEHTax Ha KOHKpeTHoe
nekapcTBeHHoe cpeAcTBO. B nepuog npoBefeHWs UCNbITaHUA BeAyT exeHeBHoe HabnwgeHwe, oTMevas
OTK/TOHEHWA OT HOPMaJsIbHOTO NOBEeAEHUA N KTMHNYECKOTO COCTOAHNSA KUBOTHbIX.

24.2 JlekapCTBEHHOE CPeACTBO CUMTAIOT BblAepXaBLMM UCMbITaHWEe Ha 6e3BpefHOCTb, eC/IM BTeveHne
npegycMOTPEHHOrO cpoka HabnoaeHUs He NOrMOHET HU OHO M3 NOAOMBLITHBIX XUBOTHbIX MW Y BaKLMHUPOBaH-
HbIX XXMBOTHbIX HE ByAeT NPOsBNEHUA KNUHNYECKUX NPU3HAKOB 60n1e3HK. ( BakymMHa NpoTUB KOKLMAMO3a Kyp).

B cnyyae rméenun ogHoro nav 6onee X1MBOTHbLIX UMW NPOABNEHNS Y HUX KITMHUYECKUX NMPU3HAKOB 60/1e3HU
ncnblTaHe NOBTOPAIOT HA YABOEHHOM KONMYECTBE XXMBOTHbIX. [TOBTOPHOE UCMbITaHNE CHUTAETCA OKOHYaTE b-
HbIM. B cnyyae Hey0BNeTBOPUTENbHbBIX Pe3y/ibTaTOB MOBTOPHOIO UCNbITAHUA fIeKapCTBEHHOEe CPefCTBO CUU-
TalT He BblAepXaBLNM UCnbITaHWe Ha 6e3BpeHOCTb U BpakyloT.

24.3 Tpu onpefeneHun TOKCUYHOCTM (hapMakosiormyecknx fNekapcTBeHHbIX CpeacTB HabnwaeHve 3a
XXMBOTHbIMW NPOBOAAT, Kak NpaBuo, BTeueHue 48 4, ecnu HeT ApYrux ykazaHuii B HOPMaTUBHOM JOKYMEHTe Ha
KOHKpeTHOe siekapCcTBeHHoe cpecTBo.

24.4 JlekapCTBEHHOE CPefCTBO CUMTAIOT BblAEpXaBLUNM WCMNbITaHNE, ec/iv BTeYeHne nNpegycMOoTPEHHO-
ro cpoka HabniAeHnsa He NOrMbHeT HX 0fHA U3 MOAONbITHLIX MbILUEN.

B cnyyae ru6enu oAHON MbIK OMbIT MOBTOPSIKOT Ha NATY Mblwax maccoit (20,0 £ 0,5) r; B ciiyyae rmbenu
npu NepBoHaYasibHOM WCMNbITaHWUM ABYX MbIlLEA NOBTOPHOE UCMbITaHUE NPOBOAAT Ha 15 XMBOTHbIX. Ecnn npu
MOBTOPHOM MCMbITAHUWN HU OfHA MbILLb HE NOTMOHET, T. €. CyMMapHas rmbesb XXMBOTHbIX B fiBYX OMbITax He npe-
BbicUT 10 %, nekapCTBEHHOE CPeACTBO CUUTANOT BblAEPXaBLUMM UCNbITaHWe. B NpoTMBHOM cry4vae siekap-
CTBEHHOE CpefCcTBO 6pakyloT.

24.5 Tpu onpefeneHnn 6akTepnasibHbiX 3HLOTOKCUHOB JleKapCTBEHHOE CPEeACTBO CUUTAIOT BblepKaB-
LIUM UCMbITaHWe, ecnu onpefesieHHoe B 3KCNepuMMeHTe cofepXaHne 6akTepuanbHbiX 3HLO0TOKCUHOB MeHee
3HaYeHns nNpeaenbHOro cogepxaHua 6akrepranbHbIX IHAOTOKCMHOB, YKa3aHHOrO B HOPMaTMBHOM [LOKYMEHTe
Ha KOHKpeTHOoe f1ekapCTBeHHOoe CpeacTBo.

24.6 Tlpu npoBepKe NHaKTVBMPOBAHHbIX BaKLMH Ha CTEPU/IBHOCTL B MOCEBAax Ha NuTaTesibHble Cpeflbl He
OO0/DKHO 6bITb pocTa MUKpPOoIopbI.

24.7 Tpu onpegeneHnn MMKPOBMOMOrMYECKOW YNCTOTbI SIEKAPCTBEHHOIO CPeACcTBa U BbiceBe Npob6 Ha
COOTBETCTBYIOLWNE NUTaTe bHbIE Cpefbl WK Ky/IbTypbl KNeToK (418 BUPYCHbIX BakUMH) AO/MKeH HabnwogaTbca
POCT TUMMYHOI KyNbTypbl WTamMmma (LUTaMMOB) 6aKTepuili Un BUPYCOB, M3 KOTOPbIX M3rOTOBJ/IEHO UCMNLITYEMOe
NlekapcTBeHHOe CPefCcTBO, a NOCTOPOHHME GaKTepuun, BUPYCbl 1 MUKOMNIa3Mbl AO/KHbI OTCYTCTBOBATb.
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M3meHeHne Ne 1 TOCT 31926—2013 CpencrtBa JieKapCTBEHHble /19 BeTEPUHAPHOro rMpUMeHEHUS.
MeToabl onpefeneHna 6e3BpefHOCTU

MpuHATO MexrocynapCTBeEHHbIM COBETOM MO CcTaHgapTusauum, MeTposiorum u cepTudukaunm
(npoTokost Ne 140-I ot 24.05.2021)

3aperucTtpupoBaHo bropo no ctaHgaptam MIC Ne 15580

3a NpUHATME U3MEHEHUS MPOrosIoCOBa/IN HalLWOHas/lbHble OpraHbl MO cTaHfapTu3auuu cieayrouwmnx
rocygapcte: AM, BY, KG, RU, UZ [kogbl anbda-2 no MK (MCO 3166) 004]

[aTy BBefeHUs B AelicTBME HACTOSILLErO M3MEHEHWST YCTaHaB/IMBAOT yKa3aHHble HauMoHasIbHble
opraHbl Mo cTaHAapTu3auun*

Mpeancnosue. 3ameHUTb ccblikn: «FTOCT 1.0—92» Ha «TOCT 1.0»;

«FOCT 1.2—2009» Ha «[OCT 1.2»;

3aMeHUTb CoBa: «OCHOBHON MOPSAAOK» Ha «06LiMe npasunar;

NCKOYNTb CMOBO: «NPUMEHEHNSI.

A63ay, nocne nyHkTa 6 U3N0XUTb B HOBOI pefakuunun:

«MHpopmauma o BBegeHun B AelicTBue (NpekpalieHun [eiAcTBUS) HacTosAWwero cTaHgapTa
N U3MEHEHWUI K HeMy Ha TeppuTOopuM yKasaHHbIX Bbllle rocygapcTB nybnvkyeTca B ykasaTensax
HauWoHaNbHbIX CTaH4apTOB, U3gaBaeMblX B 3TUX rocyfapcTBax, a Takke B ceTu VIHTepHeT Ha caliTax
COOTBETCTBYOLMX HALMOHa/IbHBIX OPraHoB Mo cTaHAapTu3aumm.

B cnyyae nepecmoTpa, WU3MEHEHUs WM OTMEHbl HACTOSLWeEero craHgapTa COOTBEeTCTBYHLWAas
MHpopmauma bygeT onybankoBaHa Ha opuuManbHOM MHTepHeT-caiTe MexrocyjapcTBEHHOro coseTa
no craHfapTusauumn, meTposiorum n cepTudukaLmm B kaTanore «MexrocyfapcTBeHHbIE CTaH4apThI».

Pasgen 2 nsnoxutb B HOBOW pefakuuu:

«B HacToswem cTtaHAapTe MCNosib30BaHbl HOPMATUBHbIE CCbIIKU Ha CrieAyloWwme MeXrocyaapCcTBeHHble
cTaHaapThbl:

FOCT 6709* Bopa guctunampoBaHHasa. TexHuyeckme ycnosus

FOCT 8074 MuKpocKonbl UHCTPYMEHTasIbHble. TUNbl, OCHOBHbIE NapamMeTpbl 1 pa3mMepbl. TEXHUYECKME
TpeboBaHus

FOCT 18300** CnupT 3TWAOBLI PEKTUIUKOBAHHbIN TEXHUYECKNA. TEXHNYECKNE YyCNOBUSA

FOCT 22280 PeaktuBbl. HaTpuii ATMMOHHOKUCIV 5,5-BOAHbIA. TEXHUYECKNE YC0BUS

FOCT 22967 LUnpuubl MeAULMHCKNE MHBEKLMOHHbIE MHOTOKPATHOro NpUMeHeHns. ObLme TexXHn4eckmne
TpeboBaHUA U MEeToAbl UCMbITAHWUIA

FOCT 25336 lNocyga n obopyaoBaHne nabopaTopHble CTEKASIHHbIE. TWMbl, OCHOBHbIE MapameTpbl U
pasmepsbl

FOCT 25377 Wrnbl NHBbEKUNOHHbIE MHOTOKPATHOrO NpuMeHeHus. TexHuYeckue ycioBus

FOCT 28085 CpeacTtBa s/ekapCTBEHHble 6MOAOTMYEcKMe ANs BeTepMHApHOro npumeHeHus. Metog
KOHTPONA CTEPUNLHOCTYU

FOCT 29230 (MCO 835-4—81) locyga nab6opatopHas CcTeknsHHas. [MuneTkn rpagyvmpoBaHHbIe.
YacTtb 4. MNMuneTkn BblAyBHbIE

FOCT 31929 CpepcTtBa NeKkapCTBEHHbIE A1 BETepUHApPHOro npumeHeHus. MNpasuna npuemMku, Metoabl
otbopa npob

FOCT 1SO 7864 Wrnbl UHbEKLUWOHHbIE OAHOKPATHOrO NPUMEHEHNSA CTepPUbHbIE

FOCT 1SO 7886-1 LUnpuLbl NHBEKLMOHHbIE O4HOKPATHOrO NPUMEHeHNs cTepubHble. YacTe 1. Lnpuubl
ONA PYYHOro MCNoJsib30BaHUA

MpumeuyaHue — lpu NoNb30BAHWM HACTOSAWMUM CTaHAApTOM Lenecoo6pas3HO NMpoBepuUTb AelicTBUE CCblioy-
HbIX CTAHAAPTOB U KnaccunkaTopoB Ha ouLManbLHOM MHTEpHeT-caiiTe MexrocyaapcTBeHHOro coBeTa Mo cTaHAapTu-
3auuu, MeTponoruM u ceptudukauum (Www.easc.by) unm no ykasatenssM HauWOHasbHbIX CTaHA4ApTOB, W3AaBaeMbiM B
rocyfapcrBax, ykasaHHbIX B MPeAUC/IOBMM, UM Ha OhULMaNbHbLIX caliTax COOTBETCTBYHOLMNX HALUOHANbHbLIX OPraHoB Mo
cTaHfapTvM3auuv. Ecnm Ha fOKyMeHT fJaHa HefjaTupoBaHHas Ccbifika, TO cnefyeT UCNOMb30BaTh AOKYMEHT, AeliCTBYOLLIN
Ha TeKyl Wi MOMEHT, C yUETOM BCEX BHECEHHbIX B HEr0 W3MEHEHW. EC/M 3aMeHEeH CCbIIOYHbIW JOKYMEHT, Ha KOTOpbIii
[JaHa faTupoBaHHas ccbinka, TO c/ieayeT UCMNO/b30BaTh yKasaHHYl0 Bepcuio 3TOro AoKyMeHTa. Eciu nocnie NpuHATUS
HaCTOSero cTaHAapTa B CCbI/IOYHbIV AOKYMEHT, Ha KOTOpbIA AaHa AaTupoBaHHAas CCblfika, BHECEHO M3MeHeHue, 3aTpa-
rMBalolee MosoXeHWe, Ha KOTOpoe AaHa CCblfika, TO 3TO NOMIoXEeHNe NpuMeHsieTcst 6e3 yueTa faHHOro u3MeHeHusi. Ecim

[aTta BBeaeHus B AeicTBue Ha Tepputopumn Poccuiickoin depepaunn — 2021—09—01.
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(MpopomkeHne NameHeHns Ne 1k FTOCT 31926—2013)

CCbI/IOYHbIA AOKYMEHT OTMEHEH 6e3 3aMeHbl, TO NOJIOXEHME, B KOTOPOM AaHa CCbi/IKa Ha HEro, NPUMeHsieTCs B 4acTu, He
3aTparuBatoLLeii 3Ty CCbIKy».

«* B Poccwuiickoin ®epgepauun ¢ 01.07.2021 peicteyetr FTOCT P 58144—2018.
** B Poccuiickoin ®epepauun geiicteyetr FTOCT P 55878—2013 «CnupT 3TWIOBbIA TEXHUYECKUIA TMAPOMU3HBINA
pekTUUNKOBaHHbI. TEXHUYECKNE YCIOBUA».

Pasgen 3 pononHntb nyHktom 3.1.13a:

«3.1.13a BakuuHa BupycHada: VIMMyHOGUONOIMYECKNA npenapaT, coaepxawuii Xueble wwunm
NHaKTUBMPOBAaHHbIE BUPYCbl W/WAW MPOAYKTbI UX XXNU3HELEeATe/IbHOCTU».

Pasgen 6. 3aMeHUTb CCbIIKK:

«[OCT 24861» Ha «[OCT ISO 7886-1»;

«[TOCT 25046» Ha «[OCT ISO 7864»;

[0No/HNTL (nocne nepeunciednst «OBLbI») NepeuncnieHnemM «ArHsTa».

MyHKT 7.3.2. JlononHUTbL ab3auem:

«KoNmyecTBo LeneBbIX XUBOTHbIX, 38 UCK/TIOYEHUEM MTUL, OO/DKHO ObiTb He 6onee ABYX».

MyHKT 9.1 M310XUTb B HOBOW pefakuuu:

«9.1 WcnbiTaHne 6e3BPefHOCTU XMBbIX OGAKTEPUMHBLIX W BUPYCHbIX BaKUWH Ha LENeBbIX XUBOTHbIX
NpoBOAAT, Kak npaswno, B 10-kpaTHO/ [03e, a WHaKTMBUPOBAHHLIX — B [ABYX-YeTbipexKpaTHOl [n[o3e,
ncnonb3ys nyTb BBEAEHWS, PEKOMEHOBAHHbIA B HOPMATMBHOM [OKYMEHTE Ha KOHKPEeTHOe fleKapCTBEHHOe
CpefcTBO.

JNTabopaTopHbIM XMBOTHbLIM BBOASAT MakCMMaslbHO MEepeHOCMMble A03bl.

O6bem BBOAMMOrO /IeKapCTBEHHOIO CpeAcTBa nepopasibHO: 4n1s Mbiwun — 0,5—1,0 cmM3, MOPCKOW CBUWH-
kn — 1,0—5,0 cm3, kponnka — 1,0— 10,0 cm3.

O6beM BBOAMMOrO /IEKAPCTBEHHOIO CpeAcTBa BHYTPUMbILIEYHO WM MOAKOXHO: AN Mblwm — 0,2—
1,0 cm3, mopckoi cBuHKM — 1,0—5,0 cm3, kponnka — 1,0— 10,0 cm3.

O6beM BBOAMMOTO SIEKAPCTBEHHOIO CpeAcTBa BHYTPUOPIOLWMNHHO: AN Mbiwn — 0,2—0,5 cm3, MOpCKoii
cBuHkn — 0,5—3,0 cm3, kponmka — 1,0—5,0 cm3.

Mpn uHTpauepebpanbHOM cnocobe BBeAeHNS 06beM leKapCTBEHHOro cpeacTsa Ans 6enoil Mbiln co-
crasnset 0,03 cm3.

Mpy BHYTPMBEHHOM cnocobe BBefeHUS 06bEM /IEKAPCTBEHHOrO CpeacTBa COCTaBASAET: AN MbIN —
0,5 cm3, an1a kposnvka — 1,0 cm3».

MyHKT 9.5 U3N0XNTb B HOBOW pefaKLun:

«9.5 HabnogeHve 3a XXUBOTHbIMW BeAyT B TedeHne 5—28 cyT».

Pasgen 10. BTopoii ab63al, U3noXnTb B HOBOW pepakuum:

«lMonHoTa nHaKTMBauun H6akTepuiiHbIX BakKUMH XapakTepmusyeTcs nokasaTtesieMm CTepunbHOCTU, onpege-
nsemoii no FOCT 28085, 1 6e3BpeAHOCTM AN LEeNeBbIX XXMBOTHbIX, BKAOYASA NTUL, U/ 3KCNepUMEHTasIbHO-
6rnonornyecknx mogenei (Mbiwen, MOPCKUX CBMHOK U KPOJIMKOB)».

(MYC Ne 9 2021 1)



Monpaska K i3ameHeHnto Ne 1 TOCT 31926—2013 CpeactBa NekapCcTBeHHble A1 BETEePUHApPHOro npu-
MeHeHuA. MeToAbl onpefesieHna 6e3BpefHOCTU
B Kakom mecTe HaneyartaHo [omkHO 6bITb

3a npuHAThe n3MeHeHusa nporosocosann  AM, BY, KG, RU, UZ AM, BY, KZ, KG, RU, Uz
HaunoHasIbHble opraHbl No cTaHJapTM3aLlmm
cnepyloLwmx rocy4apcTs:

(NYC Ned 2022 1)
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M3meHeHne Ne 1 TOCT 31926—2013 CpeacTtBa NeKkapCTBeHHble /19 BeTepUHaApPHOro npuMeHeHus.
MeToabl onpefeneHns 6e3BpefHOCTH

MpuHATO MexrocyfapcTBeHHbIM COBETOM MO cTaHAapTu3auuum, MeTposiormm u cepTudukaumnm
(npoTokon Ne 140-M ot 24.05.2021)

3aperncrtpuposaHo bBiopo no ctaHgaptam MIC Ne 15580

3a NpuHATME U3MEHEHUS MPOro/I0COBAsIM HaLMOHas/bHble OpraHbl Mo cTaHZapTu3ayuuun cnepyrowmnx
rocypapcte: AM, BY. KG, RU, UZ [koabl anbda-2 no MK (MCO 3166) 004]

[aTy BBefeHVs B AelicTBMe HACTOALEr0 N3MOHOHNSA yCTaHaB/INBalOT yKa3aHHble HaluoHabHble
opraHbl Mo cTaHgapTusayumn*

MNpepucnosune. 3ameHUTb ccblkn: «FTOCT 1.0—92» Ha «[OCT 1.0%;

«[OCT 1.2—2009» Ha «[OCT 1.2»;

3aMeHUTb C/I0Ba: «OCHOBHO MOPSAA0K» Ha «0bLme npaBuaa»:

VUCKIOUNTb C/I0BO: «NPUMEHEHURA».

Ab63al, nocsie NyHKTa 6 N3M10XUTb B HOBOV peAakumu;

«NHdopmaums o BBefeHMM B fJeicTBue (MpekpalieHun [elicTBUA) HacTOosLWero cTaHjapTa
N U3MeHeHUi K HeMy Ha TeppuTOpuUM YyKasaHHbIX Bbllle rocyjapcTB MNy6/MKyeTCs B yKasaTesnax
HalMOHa/IbHbIX CTaHJapTOB, n3gaBaeMbiX B 3 TUX rocygapcTBax, a TakKke BceTU VIHTepHeT Ha caliTax
COOTBETCTBYIOLMNX HALMOHA/IbHBIX OPraHosB No cTaHgaprnMsauun.

B cnyyaB nepecMoTpa, U3MEHEHWA WM OTMeHbl HAacMoAWBIo cTaHgapTa COOTBeTCTBYloLWas
MHopmauma bygeT ony6nmnkosaHa Ha oduLMabHOM MHTepHeT-caliTe MexrocygapcTBEHHOro coseTa
no cTaHgapTwusauun, MeTposiornn n cepTudukaummn B kKaTanore «MexrocyapcTBeHHble CTaH4apT bi».

Pasfen 2 u3noxutb B HOBOV pefakumm:

«B HacTosAlem cTaHAapTe UCMO/Ib30BaHbl HOPMAaTUBHbIE CCbIIKM Ha CeAYIOLNE MEXIOCYAapCTBEHHbIe
cTaHgapTbl:

FOCT 6709* Boga auctuninpoBaHHas. TexXHU4YecKne ycriosus

FOCT 8074 MMKPOCKOMbI MHCTPYMEHTa/IbHbIE. TUMbl, OCHOBHbIE NapaMeTpbl U pa3Mepbl. TexHnyeckne
TpeboBaHus

FOCT 18300** CnupT 3TUNOBbIV PEKTUNKOBAHHbIV TEXHUYECKNA. TeXHUYEeCcKne ycnosus

FOCT 22280 PeakTuBbl. HaTpuii TMMOHHOKUC/IbIN 5.5-BOAHbINA. TEXHUYECKME YCNOBUS

FOCT 22967 LUnpuubl MefNLUNHCKNE UHBEKLMOHHbIE MHOTOKPaTHOrO NpUMeHeHns. O6Lwme TexHuyeckmne
Tpe6oBaHUA 1 MeToAbl UCMbITaHWUI

FOCT 25336 lMNocypa v obopyaoBaHue nabopaTopHble CTek/sHHble. TuUnbl, OCHOBHblE NapamMeTpbl u
pasmepsbl

FOCT 25377 WUrnbl UHbEKUNOHHbIE MHOIOKPaTHOro NpUMeHeHus. TexXxHnyeckmne ycnosus

FOCT 28085 CpeacTBa /iekapCTBEHHble 6GuoOiIorMyeckme Ana BeTepuHapHOro npumeHeHus. Metoa
KOHTPO/ISA CTEPUSIBHOCTU

FOCT 29230 (MCO 835-4—81) Tllocypa nabopaTtopHas CTekNAHHasa. [MvneTkn rpagyvpoBaHHbIe.
YacTb 4. MneTkn BbloyBHblE

FOCT 31929 CpepcTtBa f1IeKapCTBEHHbIE 4151 BEeTePUHAPHOro NpuMeHeHus. MNMpasuna npuemMKkn, MeTogbl
oTtbopa npo6

FOCT ISO 7864 Nrnbl MHBbEKUMOHHbIE O4HOKPATHOTO NMPUMEHEHUSA CTEPUSIbHbIE

FOCT ISO 7886-1 LUnpuLbl NHBEKLNOHHbIE OAHOKPATHOIO NpUMeHeHNsA ctepusibHble. YacTtb 1. Wnpuubl
019 PyYHOro 1crnosb30BaHns

NMpumeyaHne — lMpy NONb30BAHWM HACTOSALLMM CTAHAAPTOM LieNecoo6pasHo NpoBepuTb AeACTBME CCbIIOY-
HbIX CTaHAAPTOB W KNAacCUMKATOPOB Ha 0ULMabHOM UHTEpHET-caiiTe MexrocyaapcTBeHHOro coBeTa no craHgapTu-
3auMu. MeTponiornn 1 cepTudmkaLmm (Www.easc.by) uam no ykasatensM HauMoHasIbHbIX CTAHAAPTOB, U34ABaEMbIM B
rocyAapcTBax, ykasaHHbIX B NPEAUCN0BUN, NN HA OIMLMATbHBIX CaliTax COOTBETCTBYIOLMX HALMOHA/bHbLIX OPraHoB no
cTaHgapTusauyun. Ecnv Ha LOKYMEHT AaHa HeAaTWpoBaHHAs CCbifKa, TO CeAyeT UCNO/Mb30BaTh OKYMEHT, AENCTBYOL M
Ha TeKyLiMii MOMEHT, C YYUETOM BCEX BHECEHHbIX B HETO M3MEHeHUil. EC/IM 3aMeHeH CCbINIOYHbIA JOKYMEHT, Ha KOTOpbIi
flaHa JaTupoBaHHas ccbifika, TO cnegyeT WCMob30BaTh YKa3aHHyl BEPCUIO 3TOr0 AOKyMeHTa. Ec/iv nocne npuHATUS
HacTosiLLero cTaHgapTa B CCbI/IOYHbIA JOKYMEHT, Ha KOTOPbIA AaHa AaTWpoBaHHas CCblka, BHECEHO W3MEeHeHue, 3aTpa-
rMBatoLLee NOIOXEHUE, HA KOTOPOE faHa CChI/IKa, TO 3TO NOJIOXEHNE NPUMEHSIETCS 6e3 yyeTa 4aHHOTO U3MeHeHUs. Ecnm

* [laTa BBeAeHUs B AelicTBMe Ha TeppuTopun Poccuiickoii ®epepauymn — 2021—09—01.


https://mosexp.ru#

(MpopomkeHne N3meHeHna Ne 1k FTOCT 31926—2013)

CCbIJIOYHBIN AOKYMEHT OTMEHEH 6€3 3aMeHbl, TO MOJIOKEHUEe, B KOTOPOM AaHa CChISIKA Ha HETO, MPUMEHSIETCS B 4acTu, He
3aTparMBamLLeit 3Ty CCbinky».

«* B Poccuiickoli ®egepauun ¢ 01.07.2021 pgelicteyet FOCT P 58144—2018.
** B Poccuiickoii ®egepauun geiicteyetr TOCT P 55878— 2013 «CnupT 3TUNOBbIA TeXHUYECKUI TMAPONU3HbIN
peKTUMKOBaHHbI. TexHNYeckne ycnoBus».

Paspen 3 gonosiHuTb nyHkTom 3.1.13a.

«3.1.13a BakymHa BUpycHasa: WmmyHob6uonormyecknini npenapart, cogepxawuii XvBble wnwunm
MHaKTUBUPOBaHHbIE BUPYCbI /WA NPOAYKTbl UX XXU3HEAEATETbHOCTU.

Pa3pnen 6. 3aMeHUTb CCbIIKM:

«[OCT 24861» Ha «OCT ISO 7886-1»;

«[OCT 25046» Ha «[OCT ISO 7864»;

A0NONHUTL (nocne nepeuncrieHns «OBLbI») NepevyncrieHnemM «ArHaTar.

MyHKT 7.3.2. JononHuTb ab3auem:

«KonnyecTBO LeneBbIX XUBOTHbIX, 38 UCKIKOYEHNEM NTUL, [O/MKHO ObITh He 60osiee ABYX».

MyHKT 9.1 U3/I0XKNTb B HOBOI pefakumun:

«9.1 VcnblTaHMe 6e3BPefHOCTU XUBbIX GaKTepPUIiiHbIX U BUPYCHbIX BaKLUMH Ha LeNeBbIX XUBOTHbIX

NnpoBOASAT, Kak npaBwno, B 10-KpaTHOM [03e, a WHAKTUBMPOBAHHbIX — B [ABYX-YeTbIpexkKpaTHoli [o3e,
MCMosb3ysi NyTb BBEAEHWS, PEKOMEHAOBaHHbIA B HOPMATVBHOM [OKYMEHTE Ha KOHKPETHOEe fliekapCTBEeHHOoe
CpeacTBo.

NabopaTopHbIM XUBOTHbIM BBOAAT MakCMasibHO NepeHoCuMble A03bl.

O6beM BBOANMOIO SIEKAPCTBEHHOIO CpeacTBa NepopasibHO: AN Mbiwy — 0.5— 1.0 cM3, MOPCKOI CBUH-
kM — 1.0—5,0 cm3, kponuka — 1,0—10.0 cm3.

O6beM BBOAMMOIO /IEKAPCTBEHHOIO CpeacTBa BHYTPUMBILWEYHO WM NOLKOXHO: ANS Mblwnv — 0,2—
1.0 cM3, mopckoli cBUHKM — 1.0—5,0 cm3, kponivka — 1.0— 10.0 cm3.

O6BbemM BBOAVMOrO /IEKAPCTBEHHOMO CPeACTBa BHYTPMOPIOWMHHO: A1 Mblwmn — 0.2—0.5 cm3, MopcKoii
cBuHKM — 0,5— 3.0 cm3, kponuka — 1.0—5.0 cm3.

Mpu nHTpauepe6bpasbLHOM cnocobe BBeAeHNs 06beM /IeKapCTBEHHOIO cpeacTBa A5 6ol Mbiwn co-
ctasnset 0,03 cm3.

Mpy BHYTPMBOHHOM crnocobe BBeAeHUs 06beM SIeKapCTBEHHOrO cpeAcTBa cOCcTaBnsaeT: ANS Mbln —
0.5 cm3, ana kponuka — 1.0 cm3».

MyHKT 9.5 N310XNTb B HOBOW pefakumu:

«9.5 HabntogeHne 3a XMBOTHbIMU BeayT B TedeHne 5—28 cyT».

Pasgen 10. BTopoii a63au, N3NnoxuTb B HOBO peaakumun:

«lMonHoTa MHaKTMBaUMK GakTepuiiHbIX BaKLMH XapakTepusyeTcs nokasaTesieM CTepWIbHOCTU, onpege-
naemoii no FOCT 28085, 1 6e3BpeiHOCTUN A/18 LieNIEBbIX XUBOTHbIX, BKOYaA NTUL, W/WIN 3KCNePUMEHTasIbHO-
6uronornyecknx mogeneit (Mblweid, MOPCKMUX CBUHOK U KPOSINKOB)».

(MYC No9 2021 1)
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