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KPATKHUE CBEAEHUASA

Tecr-nabop miss MDA nutpodypana AOZ sBisieTcsi KOHKYPEHTHBIM UMMYHO()EPMEHTHBIM aHAIHU30M
JUTsl KOJIMYECTBEHHOTo aHayim3a HuTpodypana AOZ B paznuunbix Matpunax. C momompio MDA-Habopa
MOXET OBbITh MpoBeneHo 96 aHanu30B. [IpoOBI U rpagynpOBOYHBIE PACTBOPHI U3MEPSIOTCS B IIOBTOPHOCTSIX,
YTO 03HAYAET, YTO C TOMOIILI0 Habopa MOXKET OBITh MpoBeAcH aHam3 40 poo.

Tecr-nabop nns MDA nutpodpypana AOZ coaepXUT BCe peareHThbl, HEOOXOAUMBIE ISl TPOBEACHUS
aHanu3a. PeareHTsl 4J11 OArOTOBKU P00 HE BXOJAT B COCTaB TeCT-HA0Opa.

1. BBEJIEHUE

HutpodypaHbl mpeAcTaBisitoT co0Oi TPYINIy CHHTETHYECKUX AHTHOMOTHKOB IIMPOKOTO CHEKTpa
JeUCTBUS, KOTOPhIE HIMPOKO U 3(PPEKTUBHO HCIOIB3YIOTCS JUISI MPOMUIAKTUKA U JICUCHHS XKEITyI0YHO-
KUIIeuHbIX MHGpeKui, Bei3BaHHBIX Escherichia coli, Salmonella spp., Mycoplasma spp., Coccidia spp.,
KonudopMamMH U IPYTUMH MPOCTEUIITMMHU B )KUBOTHOBOJICTBE U aKBaKyJIbType. [loMrMO 3TOro HUTpodypaHbl
UCTIOJIB3YIOTCS B KAYECTBE CTUMYJISITOPOB POCTa B )KUBOTHOBOJICTBE.

YeTpIpbMsi OCHOBHBIMH HUTPO(ypaHaMH SIBIISIIOTCS (Dypa3oyuaoH, GypanTarioH, HUTPOGYpPaHTOHH U
HUTpOodypazoH. Onu 3anpemeHsl B EC B KauecTBe BETEPUHAPHBIX IMPEMapaTOB M3-3a UX TOKCUYHOCTH U
IperogaraeMbIX KaHIIEPOreHHbIX U MyTareHHbIX cBOMCTB (Ilonoxxenne Komuccun 1442/95). B 2003 roxy
okoHvarenbHbpli MRPL (MuHMManeHbIl TpeOyemblii mpenen OOHapyKeHHsl UIsi TeCT-HaOOpOB) ObLI
ycTaHoBJeH Ha ypoBHE | Hr / T (Mkr/kr) B EC 17151 BCeX 4eThIpex BBIMICYTIOMSHYTBIX HUTPO(PYPAHOB B MTHUILIS
u akBakyibType (Pemenne Komuccun 2003/181 / EC).

Paznuunbple uccnenoBaHUS —IMOKa3ajid, 4YTO HMCXOJHBIE MOJEKYJIbl HUTpodypaHa OBICTPO
MEeTa0O0JIM3UPYIOTCS Y )KHBOTHBIX M UX CTAOMJIBHOCTH In Vivo HE OOJIbIIIE HECKOJIBKUX 4acoB. B pesynbrare
00pa3yIoTCsl CTOMKHE OCTAaTKH, CBSI3aHHBIE C OeNKOM. B OTiinduMe OT MCXOMHBIX MOJEKYJT 3TH OENKOBbIe
MeTa0OTUTHI CTAOMIIBLHBI M YCTOMYMBEI B Opranu3Me. /laHHbIe OCTaTKH MOXXHO OCBOOOJUTH OT OEJIKOB IyTEM
KHUCJIOTHOTO THuaponu3a. MccienoBaHue Ha Haludyue HUTPOPYpPaHOB, TaKUM OOpa3oM, 3KBUBAJICHTHO
WCCIIC/IOBAaHUIO HAa HAJMYME B COCTaBE YACTH HMCXOIAHOH MOJIEKYJBI, T.€. CBOOOMHOro ocrtarka. OcTaTKu
HuTpoypaHa oOHApYKMBAIOTCS ToOcie BBeaeHUs (dypantagoHa (3-amMuHO-5-MOPQOIMHOMETHI-2-
okcazonuauHoHa = AMOZ), dypazomunona (3-amuHo-2-okcazonmuauaona = AOZ), autpodypanrouna (1-
amuHoruganronna = AOZ) u autpodypaszona (cemuxap6bazuna = AOZ).

PARENT DRUG STABLE METABOLITE
0 e
N O _C=N—N" "0 S HN—N" ™0
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Furazolidone 3-amino-2-axazolidinone (ACZ)

2. MIPUHIOUIIBI U®PA HUTPO®YPAHA AOZ

Tecr-nabop ans mposenenus MDA AOZ BKIIOYAET MPEIBAPUTENBHO CEHCUOMIN3UPOBAHHBIN
MUKPOTUTPOBANIBbHBIA TIaHIeT (12 crpumnoB mo 8 nayHok). AOZ, MapKUpOBaHHBIN TEPOKCHIA30M XpeHa,
IpaJlydpOBOYHBIE PACTBOPHI JTUOO pacTBOPHI MPOO BHOCATCA B JIyHKH IUtaHmera. CBoOOaHBIN HUTpOdypaH
AQOZ, npucyTcTBYIOMUNA B 1pobde MO0 IrpalyupoOBOYHOM pacTBOpe, U (DepMEHTHO MapKupoBaHHBIH AOZ
KOHKYPHUPYIOT 32 LEHTPHI CBA3bIBAaHUS aHTHUTEN (KOHKYpeHTHBIH DA).

ITocne nukyOanuu B TeueHne 30 MUHYT HECBSI3aHHBIC peareHThl YAAISIOTCS Ha CTaIUH IMPOMBIBKH.
KonuyectBo cBsizaHHOrO (epMEHTHO MapKupoBaHHOTO AQOZ BHU3yalIM3UPYETCsl BHECEHHEM CMECH
cyOcTpat/xpoMoreH (TerpaMeTunoeH3uIuH). CBsA3aHHBIM KOHBIOTAT MpeBpaiiaeT 0eClBETHBIA XPOMOTEH B
OKpAaIlCHHBINA ITPOAYKT.
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Peakuusi okpammBaHusA ~ OCTAaHABIMBAETCS BHECEHHEM CEPHOM  KHUCIOTHL. HTEHCUBHOCTH
OKpallIMBaHUs U3MepsAeTcs (HOTOMETPUUECKH MpHU JIMHE BOJMHBI 450 HM, OHa 00paTHO MPOMOPIMOHATBHA
KOHIIeHTpauuu HuTpodpypana AOZ B po0e.

3. CIEHU®ONUYHOCTH N YYBCTBUTEJIBHOCTbD

st manHOTO TecT-HAOopa M®MA wucnonb3yloTcs MBIIIMHBIE aHTHTENa K HUTpodypany AOZ,
KOHBIOTUPOBAHHOMY OEIIKOM.

[lepexpecTHast 4yBCTBUTEIBHOCTB:

AOZ 100%

SEM <0.01%
AHD <0.01%
AMOZ <0.01%

[Ipenen oOHapy>KeHUs ONpeesIeH IPU ONTUMANIBHBIX YCIOBUSAX. | paHMYHBIC 3HAUEHUSI HEOOXO0IUMO
aCcCMaTPUBATb KPUTUYECKH.

Martpuna OmnwucaHure NOArOTOBKH MPOO [Ipenen oOHApYKEHUSI MKT/KT
Moiaoko 8.1 0,05
Men 8.2 0,05
Siina 8.3 0,05
SIM4dHBIM MOpOIIOK 8.4 0,05
Kpesetkn 8.5 0,05
Txanu/pe10oa 8.6 0,05
Ileuenn 8.7 0,05
Moua 8.8 0,05

4. YCJ0BUA OBPAIIEHUA U XPAHEHUE

- HaGop peareHToB nomkeH XpaHuThes npu temreparype oT +2°C mo +8°C B TemHom mecte. Jlis
JIpoOHOTO UCTIONB30BaHUs HAOOPa KOMITOHEHTHI JOJDKHBI XPAHUTHCS IPU YCIOBUSX, OMTUCAHHBIX B pasnene 9.

- [locne uctedenus cpoka roqHOCTH HEBO3MOXKHO TapaHTUPOBATh MPUEMIIEMOE KaueCTBO.

- IInanmeT nqomKeH ObITh COTPET 10 TEMIIEPaTypPhbl OKPY>KaIOLIeH cpeibl epel] BCKPHITHEM YIIaKOBKH,
4TOOBI N30€XKaTh MMOSBICHUS KOHJIEHCATa.

- Bce peareHThI TOKHBI OBITH IPUTOTOBIICHBI HETIOCPEACTBEHHO Mepe]l UCIOIb30BAHUEM, HO TOCIE
JIOBEJIEHUs 10 KOMHATHON TeMIepaTyphbl.

- PactBOp cyOcTpat/xpoMoreH MoxeT XpaHuThes B XxonoauibHuKe (+2°C - + 8°C) 1o ucreueHus cpoka
TOJTHOCTH, YKa3aHHOTO Ha 3THKETKE.

- Heo6xoaumo n3berats J11000ro mpsiMOTO BO3JCHCTBUS CBETAa HA PACTBOP XPOMOI'€HA.

Crnenyrolye nokasaTeay MOTYT SIBISTHCS IPU3HAKOM [TOPYHM PEareHTOB:

- 'ony0as okpacka pacTBOpa XpOMOI'€Ha Iepesl BHECEHUEM B JIYHKH

- Cnabas 1100 OTCYTCTBYIOLIasl PEaKLUs OKPALIMBAHMUSA HYJIEBOTO T'paJyHpPOBOYHOTO pacTBOpa
(E4501Mm < 0,8)

5. KOMITIOHEHTBI HABOPA

HNucTpykuus

OpuH  3ameuyaTaHHBIE  MUKPOTUTPOBaJNbHBIM  IntaHmeT (12 crpumoB 1o 8  JIyHOK),
CEHCUOMIN3UPOBaHHbIN aHTUTENaMU. [l1aHIIeT roToB K MCIOJIb30BaHUIO.

[To3unmu pearenToB B Habope. st MpUroToOBIIEHHS peareHTOB CMOTPUTE pa3aen 9.
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i

. Bydep nas pa3eaenusi npod (40 M1, rOTOB ISl TPUMEHEHUS)

. Bygep nias npombiBku mianmeta (30 mi, koHueHTpat 20x)

. PacTBop cybcTpara (12 M1, TOTOB 1J11 MPUMEHEHHS )

. Ctom-pearenr (15 M1, TOTOB AJ11 IPUMEHECHUS)

. PacTBOp konblorara (200 mki, konuentpaiuu 100x)

. Cnaiik-pactBop AOZ (1 mu koHnentpauuu 100 HI/MII 171 IPUTOTOBJICHUS CIIAMKOB)
. Hys1ieBoii rpaagyupoBouHbIii pacTBop (2 M1, TOTOB JIJIsl TPUMEHEHUS )

. F’'pagyupoBounslii pacteop 1 (1 mi, roros mis npumenenusi) 0,01 ur/mn AOZ

. 'panyupoBounbiii pactBop 2 (1 mi, rotoB ais npumenenus) 0,026 ar/mu AOZ
10. I'pangyupoBouHbIiii pactBop 3 (1 v, rotoB s npumenenust) 0,064 ur/mn AOZ
11. 'pagynpoBounsblii pactBop 4 (1 M, rotos mist npumenenus) 0,16 ar/mn AOZ
12. 'panyupoBounsiii pactBop S (1 mi, roros st npumenenus) 0,40 ar/mn AOZ
13. I'pagynpoBounsblii pacTBop 6 (1 My, rotoB mist npumenenus) 1,00 ar/mn AOZ
14. Bydep nns pa3Beaenus (15 M1, TOTOB 17151 TIPUMEHEHUS)

15. He ucnonb3yercs

16. He ucnonbp3yercs

17. He ucnonb3yercs

0NN KW~

O

6. J1OITIOJIHUTEJIBHBIE MATEPHUAJIBI 1 OBOPY/IOBAHHUE

- CTEKJISTHHBIC POOUPKU 00BEMOM 4 MJT

- IPOOMPKU C 3aKpyUMBAIOLICHCS KPBIIKONH 00beMoM 15 mit

- BEChI

- BBITSDKHOH 1Kad

- IepYaTKH

- TOMOT'€HM3aTOp (BOPTEKC, MUKCED)

- nertpudyra (2000g)

- aBTOMAaTHYECKOE YCTPOMCTBO Ul MPOMBIBKH IUIAHIIETOB JTUOO MHOTOKAaHAJIBHBIA MUIET-03aTOP
100-300 mxn

- meWKep 7151 MUKPOTUTPOBAJIBHBIX IJIAHILIETOB

- MUKPOTUTAHIIETHBIN oToMeTp ¢ punbTpoM 450 HM

- CTEKJITHHBIE TpoOupKH 06beMoM 10-15 mi

- muniet-go3atopsl 100-1000 Mk

- crennep

- amomuHUeEBas (oibpra b0 napaguiabm

- IUCTWJIJIMPOBaHHAas BOJA
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- ATUJIALIeTaT
- numetui cynbdorcun (DMSO)

- H-TeKCaH

-1 M HCI

- 2-HUTPOOEH3ATBACTU]]

- 0,25 M K,HPO4 (43.5 /1 qucTumpoBaHHOM BOJIBI)
- 1 M NaOH (40 r/n nucTUIIMPOBaHHOM BOJIBI)

7. MEPBI IPEJOCTOPOKHOCTH

- Hutpodypans! sBisitoTcs TOKCHUYHBIMU. M30erath KOHTaKkTa ¢ KOXei W cim3ucteiMu. M30erathb
BJIbIXaHUSI HUTPO(ypaHOB.

- CTomn-peareHT CoIepKUT CEpHYIO KucioTy koHueHnTpauuu 0,5 M. He nomyckaTe KOHTaKTa peareHra
C KOXKeH.

- 30eraTh KOHTaKTa C KOXKEH M CIM3UCTBIMU.

- He nunetupoBaTh pTOMm.

- He nomyckaercst ectb, IUTh, KypUTh, XPAaHUTh WJIM FOTOBUTH MHUILY UM MPUMEHATH KOCMETHUKY B
npezenax 0003HauYeHHON padoyeil 00IacTH.

- Mcnionb3yiiTe peareHt Ajisl JepuBaTH3alMY B BHITSDKHOM IIKa(y, YTOOBI H30€KaTh BJBIXaHUS I1apOB.

- TerpameTnnOeH3UANH SBISIETCA TOKCHUYHBIM IPH BIBIXaHWUHU, IPU KOHTAKTE C KOXEH M mpu
npornareiBanuy. [1o3ToMy OyibTe BHUMATENBHEI IPU padoTe C CyOCTPATOM.

- He wucnone3yliTe KOMIOHEHTHI TecT-HA0Opa IOCJIE€ HCTEYEHHMS HX CpPOKAa TOJHOCTHM U He
[IepeMELINBaNTEe KOMIIOHEHTHI U3 Pa3HbIX IIAPTHUN.

- Kaxxnas smyHKka ncronb3yercst Kak onTudeckas Krosera. [1o3ToMy He nmpukacalTech K MOBEPXHOCTH
JIYHOK, HE JIOIIyCKalTe UX MOBPEKIACHUS U 3arpsI3HCHMUS.

- Bce KOMIIOHEHTBI JOIKHBI OBITh OJTHOCTBIO PACTBOPEHBI NTepe] puMeHeHneM. O0pariaiite ocoboe
BHUMaHME Ha CyOCTpaT, KOTOPBIA MMEET TeHACHIUIO K KpUCTAIIH3auy pu Temieparype +4°C.

- OnTUManbHbIe Pe3ysIbTaThl MOT'YT OBITh MOJYUYEHBI IIPU CTPOTOM COOJIIOJIEHUH ITPOTOKOJIA aHAIIN3A.
TOYHOCTE M BOCHIPOU3BOAUMMOCTL pPE3yJIbTAaTOB aHAIM3a 3aBUCUT OT TOYHOCTU IHUIIETUPOBAHUA U
PaBHOMEPHOT'O NIPOMBIBAHUS JTYHOK.

8. HIOAI'OTOBKA ITPOb

Kaxxnas marpuna tpeOyer npoBeneHus MpoLEayphl JepUBaTU3AINH, KaKaas 1adopaTopus JOJKHA
MPOBOANTH COOCTBEHHYIO BATHIAIIUIO TIPOLISAYPHI aHAIIH3A.

J1iig Bcex BUIOB HUTPO(DYpaHOB U MaTPHUILL Mbl PEKOMEHIyEeM ONTUMAIbHYIO KOHIIEHTPALIUIO peareHTa
JUIsL JIepUBaTH3alldd U ONTHUMAJIbHOE BpEMSI B COOTBETCTBUM C BaIMJALMEH, MPOBEACHHON B Hamlei
nabopaTopuu, 4TO yKa3aHHO B MHCTPYKIMH. JlaHHbIE KOHLIEHTPALUU U BpeMs SBJISIOTCS pEKOMEHAYEMbIMH U
MOTYT U3MEHSTHCS JIA0OPATOPHUSAMHU JIJIS TIOTYUYESHHSI ONTUMAIBHBIX PE3yJIbTAaTOB.

JepuBaruzanus

8.1. Mosnoxko

- lleaTpudyrupoBaTh X0101HbIE TPOOBI MOJIOKa B peskume 10 mun / 2000g / 4°C.

- VYpanute mmareireM BEpXHUH JKUpOBOW ciol. s nepuBaTH3alMM  HCIOJIB3yeTcs IMpoda
00€3KMPEHHOT0 MOJIOKa 00beMoM 1 ML

- TmarenpHOo mepeMemarh 1 Mi1 TPOOBI TOMOTE€HU3UPOBAHHOTO OOE3KUPEHHOTO MOJIOKa ¢ 4 MII
oumuctuupoBaHHoit Boasl, 0,5 i 1 M HCI u 250 Mk pearenTa 11t iepuBatuzauuu™ B 15 M npoOupke
U1 EHTPU(PYTUPOBAHUS.

- OCTOpOXKHO mepeMeniath Mpody IMyTeM MEepeBOpaurBaHUsl BBEPX-BHU3 B TeueHHE | MUHYTHI (Ipu
CJIMIIKOM CHJIbHOM BCTPSIXMBAHUU 3KCTPAKT CTAHOBUTCS JKeJI€OOPA3HBIM).

- MnkyOuposats npu temneparype 37°C B Teuenue 1 yaca.
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8.2 Men

- [lepememats 1 T poOsr Mena ¢ 4 M ouaucTwupoBanHo Boabl, 0,5 M 1 M HCI u 200 Mk
peareHTa A nepuBatuzauu® B 15mi1 npoOupke Ui HEHTPUPYTHPOBAHUS.

- OcTOpO’KHO MepeMenIaTh Npody MyTeM NepeBOpauyuBaHusl BBEPX-BHU3 B TEUEHHUE IPUM. 5 MUHYT JI0
MOJIHOTO PaCTBOPEHUS MEJa.

- UakyoupoBats npu temmepatype 37°C B Teuenue 1 gaca.

8.3 Sitna

- [lepememiats 1 r roMOT€HU3UPOBAHHON MPOOKI SUIL ¢ 4 MIT OUAUCTUILTMPOBaHHOM Boibl, 0,5 M1 | M
HCl u 200 mxn pearenTa a1 nepuBatuzanuu™® B 15 mur nmpobupke miist eHTpUdyTHpOBaHUS.

- OCTOpOXHO mepeMeniath Mpody IMyTeM MEepeBOpaurBaHUsl BBEPX-BHU3 B TeueHHE | MUHYTHI (Ipu
CJIMIIKOM CHJIbHOM BCTPSIXMBAHUU 3KCTPAKT CTAHOBUTCS JKeJI€OOPA3HBIM).

- MukyOuposats npu temneparype 37°C B Teuenue 1 yaca.

8.4 SmuHbIil mopouiok

- [Tomectuth 1 T ayHOrO MOpOIIKA B MPOOUPKY, AOOABUTH 5 MJI BOJBI, IEPEMEIaTh O TOTyYEHUs
TOMOT€HHOT'O pacTBOpA.

- [lepememmaTe 1 M1 TOMOTEHHU3UPOBAHHON TIPOOKI ¢ 4 MJI OMAUCTHILTMPOBAHHOM BoJbl, 0,5 M1 1 M
HCI u 200 Mk pearenTa ams nepuBatusanuu™ B 15mi npoOupke 11 HeHTpU(yrupoBaHusi.

- OcTopoXXHO TepeMeniaTth Npoly MyTeM MepeBOpayrBaHUs BBEPX-BHU3 B T€UeHHE | MUHYTHI (TIpu
CIIMIIKOM CHJIbHOM BCTPSXMBAHUU SKCTPAKT CTAHOBUTCS JKEJICOOPA3HBIM).

- Uakyouposats npu temmepatype 37°C B Teuenue 1 gaca.

8.5 KpeBeTku

- [lepememiath 1 T TOMOT€HU3UPOBAHHOM MPOOBI KPEBETOK € 4 MJI OMIMCTHIUIMPOBaHHON BOJsI, 0,5
mia 1 M HCl u 150 Mk pearenTa s aepuBatuzanuu™ B 15 M mpodupke niis eHTpuyrupoBaHUs.

- [lepememiats mpoOy myTeM nepeBOpauynBaHMsI BBEPX-BHU3 B TCUCHHUE 5 MUHYT.

- Uuky6upoats nipu 37°C B Teuenue 1 yaca unu npu 37°C B Teduenue 3 yacoB wim nipu 37°C B TeUCHHE
HOYH.

8.6 Txanu/ pridba

- [lepememiate 1 r roMoreHn3MpOBaHHON MPOOBI MsAca (MBIMII) / PHIOBI C 4 MJI OMIUCTHIUTMPOBAHHON
BozbL, 0,5 Mit 1 M HCI u 250 Mk pearenTta i1t aepuBaTu3anuu™® B 1 5Mi1 mpoOupke st IeHTpUupyrupoBaHust

- [lepememiats mpoOy myTeM nepeBOpaunBaHus BBEpX-BHU3 B TEUCHHE 5 MUHYT

- Uuky6upoats nipu 37°C B Teuenue 1 yaca unu npu 37°C B Teduenue 3 yacoB wim nipu 37°C B TeUCHHE
HOYH.

8.7 Ileuenn

- [lepememiath 1 r TOMOTE€HU3UPOBAHHOW MTPOOBI TIeYeHH ¢ 4 MJI OUTMCTUIUTMPOBAHHON BOJIBI, 0,5 Mt
1 M HCl u 50 Mk pearenta ajs nepuBatusanuu™ B 15 mur mpobupke 11t HeHTpUyTrupOBaHUS.

- [lepememiats npoOy ImyTeM nepeBOpauynuBaHMsI BBEPX-BHU3 B TEUCHHUE 5 MUHYT.

- MnkyOupoBats npu temneparype 37°C B Teuenue 1 yaca.

8.8 Moua

- lleatpudyruporats npooOsI B pexume S5 muH / 2000g.

- [lepememiath 1 T TOMOT€HU3UPOBAHHOM MPOOBI KPEBETOK € 4 MJI OMIMCTHIUIMPOBaHHON BoJsI, 0,5
mia 1 M HCl u 200 Mk pearenTa aJis aepuBatuzanuu™ B 15 M mpoOupke miis eHTpudyrupoBaHUs.

- [lepememiats mpoOy myTeM nepeBOpauyuBaHMsI BBEPX-BHU3 B TCUCHHUE 5 MUHYT.

- UakyoupoBats npu temmepatype 37°C B Teuenue 1 gaca.

*PeareHT U1 JepUBaTH3AINA
10 MM 2-auTpoben3ansaerun B auMetuicyibhokcuae (DMSO).
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PacTBOp 10JIKEH FOTOBUTHCS HEMOCPEACTBEHHO MEPEN UCIOIb30BaHUEM, HAMp. pa3Bectu 15.2 mr 2-
HUTpoOeH3anpaeruaa B 10 M nuMeTmiicynbhokcua.

[Tpumeuanue: 2-HUTpoOEH3ATBACTU]] ABISETCS YYBCTBUTEIBHBIM K OKuUcauTeNsIM. [loaTomy crienyer
n30eratb KOHTAKTa ¢ BO3IyXOM JIMOO MHBIMU aHATOTHYHBIMHA OKHCIUTEIISIMU. Y TAKOBKA JTOJDKHA XPAHUTHCS
IJIOTHO 3aKpbITO. He ncnonp30BaTh peareHT o UCTEYeHUH CPOKA TOJHOCTH.

[Ipouenypa sxcTpakuuu

- loGaBuTh K nepuBatu3upoBaHHOM mpode 2,5 mu 0,25M K2HPO4 |, 0,4 mn 1 M NaOH u 5 mn
JTHIIaLleTaTa.

- TmarensHO mepemMeniath nNpoly IMyTeM MepeBOpaYNBAHUSI BBEPX-BHU3 B TeueHUE | MUHYTHI (TIpH
CIIMIIKOM CHJIbHOM BCTPSXMUBAHUH 3KCTPAKT CTAHOBUTCSA KeJIe0OPa3HbIM).

- Hentpudyruposars B pexume 10 mun / 2000g.

- [lepenectu 2,5 mi1 BepxHeit ¢asbl (3THIIaNETaTHOHN (ha3bl) B 4 MII CTEKIITHHYIO TIPOOUPKY.

- Bemaputs nocyxa npu 50°C B cmabom Toke a3oTa.

- PacTBOpuTh Ccyxo0ii octaTok B 1 mur H-rekcana. JlobaButs 1 M Oydepa mist pazBeaeHus mpoo.

- [lepemeriats Ha BOpTEKCE B TeUeHUE | MUHYTEHI.

- Lleatpudyruporats B pexxume 10 mun / 2000g.

- Y1anuth BEpXHIOIO T€KCaHOBYIO (a3y.

- [Ipu otcyTcTBUM paznencHus (a3 cleayeT HarpeTh mpooy B TeUCHHE 3 MUHYT MpHU Temmeparype 80-
100°C.

- Lleatpudyruporats B pexkume 10 mun / 2000g.

- st mocranoBku MDA ucnons3oBats 50 MK BOIHOM (ha3bl.

9. IPUT'OTOBJIEHUE PEAT'EHTOB

[lepen ncmonb30BaHUEM TECT-CHCTEMBI IOBEUTE TEMIIEpATypy BCEX peareHToB 10 KOMHATHOM (20 -
25°C). Heucnosnp3yembie peareHThl TOHKHBI OBITh HEMEJICHHO TTOMEIICHBI B OPUTHHAIBHYIO YITAKOBKY Ha
xpa"enue npu +2°C—+8°C.

MUKpPOTUTPOBAIbHBIN MJIAHIIET

He TpeOyembie CTpUIBI OJDKHBI XPAHUTHCS C OCYIIHMTENIEM B IUIOTHO 3aKPBHITOM OPUTHMHATBLHOM
nakere npu remneparype 2 - 8 °C.

Bydep s nmpombiBKU

Bydep mnms mpombeiBku mocrtaBnsercs B KoHueHTpanuu 20x. Bydep Heo0XoIuMo NpHUTOTOBUTH
HETOCPEJCTBEHHO Nepes ucnonb3oBanueM. Ha oqun ctpun Heo6xoanmo 40 M1 pa3BeieHHOTO pacTBopa (2
MJI KOHIIeHTpaTa Oydepa + 38 M1 IUCTHILITUPOBAHHOM BOJIBI).

Bydeps! ans pa3senenus

JlanHbI# TecT-Habop BKIIIOUaeT 2 Oydepa i pa3BeieHus, 00a TOTOBBI K UCIIOJIB30BaHUI0: Oydep it
pa3BeneHus KOHbIOTaTa (pasa. 5 1.9) u Oydep misa pazseaenus npod (pasa. 5 m.1)

Konsiorar (200 mMxi1)

Konsrorar mocrapnsercs: B koHieHTpupoBanHoM Buje (100x). Lenrpudyruposannem (B Tedenue |
MunyThI ipu 1000g) obecrieunBarOT CTEKaHWE KOHIICHTpATa Ha JHO BHATBL. 20 MKJI KOHIIEHTpaTa KOHbIOraTa
pa3BoIAT B 2 Mut Oydepa ams pa3Benenus. Ha 2 ctpuna o 8 myHok Tpedyercst 1600 Mk pacTBOpa KOHBIOTATA.
He tpeOyemplii KOHIICHTpAT KOHBIOTATa JIOJDKEH Cpa3y ke ObITh OMEIICH B TEMHOE X0J01HOe MecTo (+2°C
- +8°C).

PactBop cyOcTpara/xpomoreHa

PactBop cyOcrpara/xpoMoreHa (TOTOBBI K MPHUMEHEHHIO) Oocaxkiaercs npu Temmeparype +4°C.
ByThiouky ¢ HUM HEOOXOAMMO JOBECTH [0 KOMHATHON TemrepaTyphl (B TEMHOTE) U MepeMeulaTh
COJIEP’)KUMOE Tepe/l BHECEHUEM B JTYHKH.
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10. TIPOOEAYPA AHAJIM3A

IIpOoTOKOJ TPOMBIBKU

[Ipy HNDA wMexay KaxAbIM OSTAllOM HWMMYHOJIOTHYECKOW WHKYOAIluu JOJKHBI  YIAQISITHCS
HECBSI3aHHBIE KOMIIOHEHTBHI. DTO JOCTUTAETCS IMOCPEJCTBOM COOTBETCTBYIOLIEH MPOIEAYPHl TMPOMBIBKH.
OueBHIHO, YTO Kaxaas IpoleAypa MPOMBIBAaHUS OJKHA MPOBOJUTHCS C OONBIION THIATENBHOCTBIO IS
rapaHTUPOBAHUS XOPOIINX PE3yJIbTATOB MOBTOPSEMOCTH U BOCTIPOM3BOUMOCTH.

B npuHnune, mnpoMbIBKa BpPYYHYIO MJIM C TIOMOIIBIO aBTOMAaTHMYECKOTO BOIIEpa MOXKET
OCYIIECTBISTHCS CIEAYIOMUM 00pa3zoMm:

[IpombIBKa BPYUHYIO

1. )KuiKOCTh M3 JIYHOK BBUIMBAIOT ITyTE€M PE3KOT0 MEPEeBOPAYNBAHUS IUIAHIIETA U YIAISIOT OCTATKH
KHUJKOCTU IYTEM 3HEPTUYHOTO TPOEKPATHOrO TMOCTYKHMBAHUS PaMKH C JIyHKaMHU IO CTOIY, HaKpbITOMY
JUCTOM CyXOl (PMIBTPOBATBHOM OyMar.

2. Bce nmyHku 3anonssaoT 0ydepoM it mpoMbIBaHUs 10 Kpast tyHKH (300 MKT)

3. DTOT mpoiiecc TPOMBIBKH (3Tarlbl 1 ¥ 2) MOBTOPSIOT TPHKIBI.

4. KukocTh U3 JIYHOK BBUIMBAIOT IIyTEM PE3KOT0 NMepeBOpaYMBaHUS IIaHIIETa

5. Ilocne mocneaHero MpoMbIBaHUS TJIAHIIET MTEPEBOPAYNBAIOT U YAAISIOT OCTATKH KUAKOCTU ITyTEM
SHEPTrUYHOTO TPOEKPATHOIO MOCTYKHWBAHUSA PAMKU C JIYHKaMU IO CTOJNy, HaKpbITOMY JIUCTOM CYXOM
(GUIbTPOBANBHOM OyMary.

6. He nomyckaiite BBICBIXaHUS JTYHOK I€pE]l BHECEHHUEM CIICIYIOIIErO pearcHTa.

[TpoMBIBKA C TOMOIIIbIO aBTOMAaTHYECKOTO BOIIIepa

[Ipy wucnonb30BaHUKM AaBTOMATHYECKOI'O BOIIepa MpPOBEphTE, YTOOBI M3 BCEX JYHOK KHUAKOCTbH
yAasiach MOJHOCTBIO, YTOOBI PACTBOP IS IPOMBIBAHMS THIATENBHO PaCIpPEACIIsICs, 3aloNHsIs 10 Kpas
KOKIYI0 JYHKY BO BpeMsl KaXJ0ro IMKjiIa MpoMbiBaHus. Bomiep momkeH ObITH 3amporpaMMHUpOBaH Ha
BBITIOJTHEHUE TPEX IIUKIIOB MPOMBIBKH.

[IpoTokon aHanu3a

1. TloxrorapmuBaroT mpoObsl B cooTBeTcTBHM ¢ pazaenoM & ([loaroroBka mpo0O) m peareHTH B
cooTBeTCcTBUU C pazzaenioM 9 (IlogroroBka peareHTOB).

2. Buocsat 100 MK HYJIEBOTO TPaTyHpPOBOYHOTO pacTBOpa B ABYX MOBTOpHOCTAX (ryHkw H1, H2 =
ONaHK)

Buocsat 50 MK HyJ1€BOTO I'paJyHupOBOYHOTO pacTBopa (MakKc. ONT. MIIOTHOCTh) B ABYX MOBTOPHOCTSIX
(mynku Al, A2).

BrocsT 50 MK KaX10T0 TpalyipOBOYHOTO pacTBOpa B IBYX MOBTOpHOCTAX (yHKH oT B1,2 no G1,2,
T.e. 0.01, 0.026, 0.064, 0.16, 0.40 u 1.00 Hr/Mm1).

3. Baocsat nmo 50 Mk kaxaoi mpoObl B moBTOpHOCTAX (40 m1po6/ 80 myHOK)

4. Brocsar no 100 Mk KoHBIOTaTa BO Bee JIyHKH 3a uckimouenuem H1 u H2.

5. [Inanmer 3ameyaThiBalOT U NEPEMENINBAIOT B TEUEHHUE HECKOJIBKUX CEKYH] €r0 coaepXuMoe (Ha
meKepe U1t MUKPOTUTPOBAIBHBIX TUIAHIIIETOB TMOO0 aKKYPATHBIMU KPYTOBBIMU JIBHKEHUSIMU ).

6. [Tnanmer nHKYOHpYIOT B TeueHrue 30 MUHYT B TEMHOTE TIpH KOMHaTHOM Temrepatype (20-25°C).

7. YaansooT pacTBOp U3 MHUKPOTHTPOBAIBHOTO IUIAHIIETa W MPOMBIBAIOT 3 pasza Oydepom mis
MIPOMBIBAHUSI.

8. Brocsat nmo 100 Mk pacTBopa cybcTparta BO BCE JIyHKH.

9. TmaTenpbHO TEPEMEIIMBAIOT W WHKYOWPYIOT IUIAHIIET B TEMHOTE B TEYCHHE 15 MUHYT mpH
KoMHaTHOM Temmneparype (20°C - 25°C).

10. BHocar nmo 100 MkJ1 cTon-peareHTa BO BCE JIYHKH.

11. Cpazy xe u3MepsaroT ONTUYECKYIO TNIOTHOCTH 1pu 450 HM.




5091A0Z [12]02.24 9

11. UHTEPIIPETALIUA PE3YJIBTATOB

3nayenus OIl o0pa3ioB, W3MEpPEHHbIE B 3TOM aHaIU3, NpeoOpa3yloTcsi B COOTBETCTBYIOIIHE
KOHIEHTPALUHU CIETYIOMUM 00pa3oMm:

Cpennee 3HaueHne ontuieckoil miaotHocTH (OIT) XOTOCTHIX TYHOK BBIYMTACTCS U3 UHIMBHY aJTbHON
OIl. nmyHOK, cofepkamux cTanaapThl 1 00pa3iel. Toraa stu 3Hadenust Ol crangapToB 1 00pa3noB (cpeaHue
3Ha4YeHUs TyONnMKaToB) ensaTcs Ha cpeanee 3Hadenue Ol nyneBoro cranaapra u ymHoxaercs Ha 100. Takum
o0Opa3om, HyJIeBOW cTaHgapT craHoBuTcs paBHbIM 100% (MaxcumanbHOe morjouieHue), a octanbHas OIL.
3HAYEHUS YKa3aHBI B MPOIEHTaX OT MAKCHMAJLHOTO MOTJIOIIECHUSI.

3HaueHus1, pacCUMTaHHBIE ISl CTAHAAPTOB, BBOASTCS B MOdyjorapudmuueckuii rpaduk 3aBUCUMOCTH
KOHIIEHTPAIIUU aHAIIUTA.

AnpTepHaTHBA KATHOPOBOYHON KPUBOIA:

3nauyenus abcopbuum (logit) pacdera cTaHIapTOB OTJIOXKEHHI Ha OCH Y B 3aBUCHMOCTH OT
SKBUBAJICHTHON KOHIIEHTPAIINHU aHAJIMTA Ha JJorapuhMUIecKon ocu X.

Jnst yno6erBa kinueHToB R-Biopharm npennaraer 2 nporpamMmbl, KOTOpbIE MOXKHO HCTIOJIB30BATh IS
WHTEpHOpeTanuu pe3ybtatoB MDA:

- RIDASOFT®Win.NET Food & Feed (aptuxyn Z9996FF). B stoii mporpamme Bce TecThl R-
Biopharm ELISA (Bkmtouast EuroProxima) mpeasapuTeabHO 3alIporpaMMHUpPOBaHbl B 0a3e maHHbIX. CIIMCOK
COBMECTHMBIX PUIEPOB MPEIOCTABISIETCS 110 3aIPOCy.

- Simplefit. DTa mporpamma Ha 6a3e Excel pazpaborana myis pacuera pe3yiabTaTOB BCEX TECTOB
EuroProxima.

VY Bcex MaTpuIl OTMHAKOBBIN (akTop pa3BeneHus. s momydeHus KOHIeHTparuu HuTpodypana AOZ
B Npo0ax 3HaYeHHEe KOHIEHTpauuu HuTpodypana AOZ, nosydeHHOe M0 TPayupOBOYHON KPUBOH, TOJIKHO
OBITh YMHO>XEHO Ha 2

12. JUTEPATYPA

1. Joint Expert Committee on Food Additives (JECFA), Monographs and Evaluations Web site,
http://www.inchem.org/documents/jecfa/jecmono/v31je07.htm, 31 October 2006

2. Van Koten-Vermeulen, J.E.M., Wouters, M.F.A., Van Leeuwen, F.X.R. Report of the 40th Meeting
of the Joint FAO/WHO Expert Committee on Food Additives, World Health Organisation, Geneva 1993, 85-
123.

3. European Union Commission Regulation 1442/95, Off. J. Eur. Commun. 1995, 1143, 26-30

4. European Union Commission Regulation 2901/93, Off. J. Eur. Commun. 1993, L.264, 1-4

5. Nouws, J.F.M., Laurensen, J. Vet. Q. 1990, 12, 56-59

6. McCracken, R.J., Blanchflower, W.J., Rowan, C., McCoy, M.A., Kennedy, D.G. Analyst 1995, 120,
2347-2351

7. Hoogenboom, L.A.P., Tomassini, O., Oorsprong, M.B.M., Kuiper, H.A. Chem. Toxicol. 1991, 29,
185-191

13. ”HO®OOPMALIUA A 3AKA3A

Jlnst pa3Merienus 3akaza Ha TecT-Habop Ha HUTpodypan AOZ ucnomns3yiite ko Habopa S091AOZ.

14. UICTOPUS UBSMEHEHUI

O6HoBnen 11. 11.



