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KPATKHUE CBEAEHUASA

Tecr-nabop ans UGA aurpodypana AHD siBisieTcss KOHKYpEHTHBIM UMMYHO(EpPMEHTHBIM aHAIU30M
JUTSl KOJIMYECTBEHHOTO aHanu3a Hutpodypana AHD B pazmuunbix marpunax. C momompbio MDA-nabopa
MOXKET OBbITh MpoBeneHOo 96 aHanu30B. [IpoOBI U rpagynpOBOYHBIE PACTBOPHI U3MEPSIOTCS B IIOBTOPHOCTSIX,
YTO 03HAYAET, YTO C TOMOIILI0 Habopa MOXKET OBITh MpoBeAeH aHam3 40 poo.

Tecr-nabop miast UPA aurpodypana AHD conep ut Bce peareHThbl, HEOOXOAUMBIE ISl TPOBEACHUS
aHanu3a. PeareHTsl 1)1 OArOTOBKU P00 HE BXOJAT B COCTaB TeCT-HAOOpa.

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.,
KonudopMamMu U IPYTUMHU IPOCTEHIITMMHU B )KUBOTHOBOJICTBE U aKBaKyJIbType. [ToMrMo 3T0r0, HUTpOodypaHbl
UCTIOJIB3YIOTCS B KAYECTBE CTUMYJISITOPOB POCTa B )KUBOTHOBOJICTBE.

YeTpIpbMsi OCHOBHBIMH HUTPO(ypaHaMH SIBIISIIOTCS (Dypa3oyuaoH, GypanTarioH, HUTPOGYpPaHTOHH U
HUTpodypazoH. Onu 3anpemeHsl B EC B KauecTBe BETEPUHAPHBIX IMPEMapaToOB M3-3a UX TOKCUYHOCTH U
IperogaraeMbIX KaHIIEPOreHHbIX U MyTareHHbIX cBOMCTB (Ilonoxxenne Komuccun 1442/95). B 2003 roxy
okoHvarenbHbpli MRPL (MuHMManeHbBIl TpeOyemblii mipenen OOHapyKeHHs 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 uccrnenoBaHUS —MOKa3ajid, 4YTO HMCXOJHBIE MOJEKYJIbl HUTpodypaHa OBICTpPO
MeTa0O0JIM3UPYIOTCS Y )KUBOTHBIX M UX CTA0MJIBHOCTH In Vivo HE OOJIbIIIE HECKOJIBKUX 4acoB. B pesynbprare
00pa3yIoTCsl CTOMKHE OCTAaTKH, CBSI3aHHBIE C OeNKOM. B OTiiMduMe OT MCXOMHBIX MOJEKYJT 3TH OENKOBbIe
METa0OTUTHI CTAOMIILHBI M YCTOHYMBEI B Opranu3Me. /laHHbIe OCTaTKH MOXXHO OCBOOOJUTH OT OEJIKOB IyTEM
KHUCJIOTHOTO THaponu3a. MccienoBaHue Ha Hauudue HUTPOPYpPaHOB, TaKUM OOpa3oM, SKBUBAJICHTHO
WCCIIC/IOBAaHUIO HAa HAJMYME B COCTaBE YaCTH HMCXOIAHOH MOJIEKYJBI, T.€. CBOOOMHOro ocrtarka. OcTaTKu
HuTpoypaHa oOHApYKMBAIOTCS ToOcie BBeAeHUs (QypantagoHa (3-amMuHO-5-MOpQOIMHOMETHI-2-
okcazonuauHoHa = AMOZ), dypazommunona (3-amuHo-2-0kcazonmauaona = AOZ), autpodypanrouna (1-
amuHorugantonna = AHD) u Hutpodypaszona (cemukap6asuna = SEM).

PARENT DRUG STAELE METABOLITE
O O
DZH\G/C:F.—I\ MH R o HaMN—M MH
O O
Mitrofurantoin 1-Aminohydantoin (AHD)

2. IPUHIIUIIBI UOA HUTPO®YPAHA AHD

Tecr-Habop mns mpoBenenus MDA AHD BximtodaeT mnpenBapuUTEIbHO CEHCHOWIM3MPOBAHHBIN
MUKpPOTUTpOBaJIbHBIN MaHmeT (12 ctpunos no 8 nyHok). AHD, mapkupoBaHHBIN NEpOKCHIa30i XpeHa,
IpalydpOBOYHBIC PACTBOPHI JUOO PACTBOPHI MTPOO BHOCATCSA B JyHKH IuiaHiieTa. CBoOOHBIN HUTpodypaH
AHD, npucytctBytommii B mpode a1udo rpagynpoBOYHOM pacTBope, U (hepMeHTHO MapkupoBaHHbli AHD
KOHKYPHUPYIOT 32 IIEHTPHI CBSI3bIBAHUSI aHTHUTEI (KOHKYpeHTHBIN MDA).

[Tocne nakyOanuu B TedeHue 30 MUHYT HECBSI3aHHBIC PEareHThl yAASIOTCS Ha CTAIUH MPOMBIBKH.
KomnuectBo cBsizanHOoro (QepmentHo MapkupoBanHoro AHD Busyammsupyercs BHECEHHEM CMECH
cyOcTpar/xpomoreH (TerpameTriiOeH3uaH). CBsA3aHHBIN KOHBIOTAT MpeBpamiaeT 0eCIBETHBIM XPOMOTEH B
OKpaIlICHHBIA MPOIYKT.

Peakuust okpammBaHus ~ OCTAHABIMBAETCS BHECEHHEM CEPHOM  KHUCIOTHL. HTEHCMBHOCTH
OKpalIMBaHUsl u3Mepsercs GOTOMETPUYECKU NMpHU JUIMHE BoJHBI 450 HM, OHa 00paTHO MPOMOPIMOHATILHA
KOHIIeHTpauuu HuTpodpypana AHD B mpobe.



5091AHD [8]02.24 3

3. CIEHU®PUYHOCTDb N YYBCTBUTEJIBHOCTbD

st nanHOTO TecT-HAOOpa MDA wuCHONb3yrOTCS MBIIIMHBIE aHTUTeNna K HUTpodypany AHD,
KOHBIOTUPOBAHHOMY OEIIKOM.

[lepexpecTHast 4yBCTBUTEIHHOCTB:

AHD 100%

AOZ <0.01%
SEM <0.01%
AMOZ <0.01%

[Ipenen oOHapy>KeHUs OMpeesIeH IPU ONTUMANIBHBIX YCIOBUSAX. | paHMYHBIC 3HAUEHUSI HEOOXO0IUMO
aCCMaTPUBATb KPUTUYECKH.

Martpuua OmnwucaHye NOArOTOBKH MPOO [Ipenen oOHapYKEHHUSI MKT/KT
MoJtoxo 8.1 0,2
Men 8.2 0,5
Siina 8.3 0,2
SIMdHBIM MOpOIIOK 8.4 0,2
Kpesetkn 8.5 0,2
Tkanu 8.6 0,2
Pri6a 8.7 0,2
Ileuenn 8.8 0,2
Moua 8.9 0,2

4. YCJI0BUA OBPAIIEHUA U XPAHEHUE

- HaGop peareHToB nomkeH XxpaHuThes npu temreparype oT +2°C mo +8°C B TemHoMm mecte. Jlis
JIpOOHOTO UCTIONB30BaHMUs HAOOPa KOMITOHEHTHI JOJDKHBI XPAHUTHCS IPU YCIOBUSX, ONMTMCAHHBIX B pasnene 9.

- [locne uctedenus cpoka roqHOCTH HEBO3MOXKHO TapaHTUPOBATH MPUEMIIEMOE KaueCTBO.

- IInanmeT qomKeH ObITh COTPET 10 TeMIIEPaTyphbl OKPY>KaIoLIeH cpeibl epel] BCKPHITHEM YIIaKOBKHY,
4TOOBI N30€XkKaTh MOSBICHUS KOHJIEHCATa.

- Bce peareHThI 1OKHBI OBITH IPUTOTOBIICHBI HETIOCPEACTBEHHO Mepe]l UCIOIb30BAaHUEM, HO TOCIe
JIOBEJIEHUS 10 KOMHATHON TeMIepaTyphbl.

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

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

Crnenyrolye nokasaTeau MOTYT SIBISTHCS IPU3HAKOM [TOPYM PEareHTOB:

- 'onmy0as okpacka pacTBOpa XpOMOI'€Ha Iepesl BHECEHUEM B JIYHKH

- Cnabas 1100 OTCYTCTBYIOLIasi PEaKLUs OKPALIMBAHUSA HYJIEBOTO T'PaJyHpPOBOYHOTO pacTBOpa
(E450 um < 0,8)

5. KOMITIOHEHTBI HABOPA

HNucTpykuus

OpuH  3ameuyaTaHHBIi  MUKPOTUTPOBaJNbHBIM  IntaHmeT (12 crpumoB 1o 8  JIyHOK),
CEHCUOMIN3UPOBaHHbIN aHTUTENaMU. [l1aHIIeT roToB K UCIOJIb30BaHUIO.

[To3unmu pearenToB B Habope. st MpUroToOBIIEHHS peareHTOB CMOTpUTE pa3aen 9.
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. Bydep nus pazBenenus npo6 (40 Mt TOTOB ISl IPUMEHEHUS)

. Bydep nias npombiBku nianmeta (30 mi, koHeHTpat 20X)

. PacTtBop cyderpaTa (12 M1, rOTOB /7151 IPUMEHEHUS)

. Cron-peareHnT (15 M1, TOTOB 11711 TPUMEHEHUS)

. PacTBop konblorara (100 mxi, konnenrpauuu 100x)

. Cnaiik-pactsop AHD (1 mn xonnenTparuu 100 HI/MIT Jy1sl TIPUTOTOBIICHUSI CTTAMKOB)
. HyJ1eBoii rpaqynpoBoYHbIii pacTBOp (2 M1, TOTOB JIsI TPUMEHEHHUS)

. 'panyupoBounbliii pactop 1 (1 mi, roroB ais npumenenns) 0,0625 ur/ma AHD
. I’pagyupoBounslii pactBop 2 (1 mi, rotoB mis npumerenwns) 0,125 ar/ma AHD
10. I'pagynpoBounblii pactBop 3 (1 M, rotoB mis npumenenusi) 0,25 ar/mun AHD
11. I'panyupoBouHbIii pactBop 4 (1 v, rotoB mis mpumenenus) 0,5 ur/mn AHD
12. I'pagynpoBounblii pacTBop 5 (1 M, rotoB mis npumenenus) 1,0 ar/mun AHD
13. I'pangynpoBouHbIii pacTBop 6 (1 v, roToB s mpumenenust) 2,0 ur/mn AHD
14. Bydep aast pa3Benenus (15 mi1, TOTOB 111 TIPUMEHEHHS )

15. He ucnonp3yercs

16. He ucnonb3yeTcst

17. He ucnonb3yercs

03N N KW

\O

6. OBOPYJIOBAHUE U TPEBYEMBLIE PEAT'EHTBI, HE BXOJAIIME B COCTAB TECT-
HABOPA

- CTEKJIIHHBIE TPOOUPKHU 00beMOM 4 MIT

- MPOOMPKU C 3aKPYIUBAIOIICHCS KPBIITKOW 00beMOM 15 Mt

- BECHI

- BBITSDKHOU 1TKad

- IepPYaTKH

- TOMOTeHU3aTOp (BOPTEKC, MUKCEP)

- nentpudyra (2000g)

- aBTOMAaTUYECKOE YCTPONCTBO JUIS MPOMBIBKH TUIAHIIETOB JTMOO MHOTOKAaHAIBHBINA MUTIET-03aTOP
100-300 Mk

- mIeWKep ISl MUKPOTUTPOBAIILHBIX IIAHIIIETOB

- MUKPOIUTAaHIIETHBIN (poToMeTp ¢ puiibTpom 450 HM

- CTeKJISTHHBIE TPpoOupKu oOobeMoM 10-15 M

- nuner-po3aropsl 100-1000 Mk

- cTemep

- aIIOMHUHHKEBas Qosbra 1ud0 mapaguibm
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- TUCTWLTUPOBAHHAS BOJIA
- ATHJIAIETAT

- mumetun cynspokcun (DMSO)

- H-TeKCaH

-1 M HCI

- 2-HUTPOOCH3AIBICT U]

- 0,25 M K>;HPO4 (43.5 /1 nucTUIIMPOBAHHOMN BOIBI)
- 1 M NaOH (40 r/n nucTunImpoBaHHON BOIBI)

7. MEPBI IPEJOCTOPOKHOCTH

- Hutpodypans! sBastoTcs TOKCHYHBIMU. M30eraTh KOHTaKTa C KOXKEW M CIM3UCTHIMH. M30erarth
BIIBIXaHUSI HUTPOPYPAHOB.

- CTomn-peareHT COAEPKUT CEPHYIO KUCIO0TY KoHIleHTpauuu 0,5 M. He nomyckaTh KOHTaKkTa peareHTa
C KOXKEH.

- 30eraTh KOHTaKTa € KOXKEW U CIU3UCTHIMHU.

- He nunetuposars prom.

- He nomyckaetcst ectb, mUTh, KypUTh, XPaHUTh WJIM TOTOBUTH MHUILY UM MPUMEHSATH KOCMETHUKY B
npenenax 0003HaueHHON paboueit 00IacTH.

- Ucnonp3yiiTe peareHT Aj1s epuBaTU3aIiK B BBITSDKHOM HIKady, YTOOBI 30€KaTh BABIXaHUS TAPOB.

- TerpameTwnOeH3UIUH SBISETCS TOKCUYHBIM IPHU BIBIXaHWUHU, MPH KOHTAKTE C KOXEH U mpu
nporiaTeiBaHuu. [lo3TOMY OyIbTE BHUMATENBHBI IPH paboTe ¢ CyOCTpaTOM.

- He wucmonp3yiiTe KOMIIOHEHTHI TECT-Ha0Opa TOCIE HCTEUEHUs WX CpOKa TOJHOCTH U HE
MepeMEeIINBaNTe KOMIIOHEHTHI U3 Pa3HBIX MAPTHUMA.

- Kaxxnast myHka ucnosib3yercst Kak ontuyeckas KioBeta. [1oaToMy He mpukacaldiTech K MOBEPXHOCTH
JYHOK, HE JIOMYyCKaiTe UX MOBPEXKACHUS U 3arpsS3HEHUS.

- Bce KOMIOHEHTHI AOKHBI OBITH TIOTHOCTHIO PACTBOPEHEI Iepe 1 MpuMeHneHneM. Oopaiaiite ocoboe
BHHUMaHHE Ha cyOCTpaT, KOTOPbI UIMEET TeHACHLMIO K KpUCTallIn3aluu npu temneparype +4°C.

- OnTuManbHbIC Pe3yIbTaThl MOTYT OBITH MOJTYYEHBI IPH CTPOTOM COOJIFOIEHUU TTPOTOKOJIA aHATTN3A.
ToyHOCTP W BOCHPOM3BOAMMOCTH pPE3YJbTAaTOB aHaliM3a 3aBUCUT OT TOYHOCTH MHIIETUPOBAHUA W
PAaBHOMEPHOTO TPOMBIBAHHUS JIYHOK.

8. HIOAI'OTOBKA ITPOb

Kaxnas matpuna tpeOyer mpoBeAeHUs NpoLeaypbl AepUBATU3ALNY, KaxKaas JabopaTopHsl 10JKHA
MPOBOJIUTH COOCTBEHHYIO BAJMAAIUIO MPOLEAYPbI aHan3a. [ BceX BUAOB HUTPO(DYpPAHOB M MATPUIL MbI
PEKOMEHYEM ONTHUMAJIBbHYIO KOHLEHTPAaLMIO pearcHTa [Ulsl JepUBaTU3allMd M ONTHMAJIbHOE BpEMsS B
COOTBETCTBHH C BaJIUAALMCH, IPOBEIEHHON B Halllel 1abopaTOpPHH, YTO yKa3aHHO B MHCTPYKIMHU. /laHHbIE
KOHIIEHTPALUU U BPEMS SBIISIOTCS PEKOMEHYEMBIMU U MOTYT U3MEHSATHCS JTAOOPATOPUAMMU JUIsl TOJTy4EHUS
ONTUMAJIbHBIX PE3YyJILTATOB.

JepuBaruzanus

8.1. Mosnoxko

- lleatpudyruporaTs X0101HbIE TPOOKI MOJIOKa B peskume 10 mun / 2000g / 4°C.

- VYpanute mmareireM BEpXHUH JKUpOBOW ciol. s nepuBaTH3alMM  HCIOJIB3YyeTcs IMpoda
00€3KMPEHHOT0 MOJIOKa 00beMOoM 1 ML

JepuBaruzanus

- TmarensHO mepeMemarh 1 Mi1 TPOOBI TOMOTE€HU3UPOBAHHOTO OOE3KUPEHHOTO MOJIOKa ¢ 4 MII
oumuctuiupoBaHHoit Boael, 0,5 ma 1 M HCl u 200 Mk pearenTa ans qepuBaTuzanuu® B 15mi1 npodupke
U1 HEHTPU(PYTUPOBAHUS.

- OcTOpOoXHO mepeMeniath Mpody IMyTeM MepeBOpaurBaHusl BBEPX-BHU3 B TeueHHE | MUHYTHI (pu
CJIMIIKOM CHJIbHOM BCTPSIXMBAHUU 3KCTPAKT CTAHOBUTCS JKeJI€OOPA3HBIM).

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

- Ilepememats 1 T poOsr Meaa ¢ 4 M ouaucTwupoBanHo Boabl, 0,5 M 1 M HCI u 100 Mk
peareHTa A nepuBatuzanuu® B 15 My nmpoOupke st HeHTpUyrupoBaHusl.

- 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
HCl1 u 100 mxn pearenTa a1 nepuBatuzanuu™® B 15mi1 mpoOupke a1 neHTpudyruapoBaHus.

- OCTOpOXXHO mepeMeniath Mpody IMyTeM MepeBOpaurBaHUsl BBEPX-BHU3 B TeueHHE | MUHYTHI (pu
CJIMIIKOM CHJIbHOM BCTPSAXMBAHUU 3KCTPAKT CTAHOBUTCS JKEJI€OOPA3HBIM).

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

8.4 SnuHbIil mopouiok

- [Tomectuth 1 r aMyHOrO MOpOIIKAa B MPOOUPKY, JOOABUTH 5 MJI BOJBI, IEpEMEIIaTh O TMOTyYEHUs
TOMOTEHHOTO pacTBOPA.

- [TepememaTe 1 T roMOTreHU3UPOBAHHON TTPOOKI ¢ 4 M1 OunMcTUILTHpPOBaHHOK Boabl, 0,5 Mi 1 M HCI
u 100 MK pearenTa ajs nepuBatu3auu™ B 15 Mi1 nmpoOupke Aist HeHTpUyrupoBaHusl.

- OcTopoXHO TepeMeniaTh nNpoly MyTeM MepeBOpayrBaHUs BBEPX-BHU3 B T€UeHHE | MUHYTHI (pu
CIIMIIKOM CHJIBHOM BCTPSIXMBAHUU 3KCTPAKT CTAHOBUTCS KEJICOOPA3HBIM)

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

8.5 KpeBeTku

- [lepememmars 1 T roMOreHU3MpPOBAHHON POOBI KPEBETOK C 4 MJI OMAMCTUILIMPOBaHHOM Bobl, 0,85
M 1 M HCl u 250 Mk pearenTa a1 aepuBatuzanuu™ B 15 M1 mpoOupke niist eHTpUGyTrUpOBaHUS.

- [lepemermiats mpoOy myTeM nepeBOpaunBaHus BBEPX-BHU3 B TEUCHHE 5 MUHYT

- MukyOuposats npu Temneparype 37°C B Teuenue 1 yaca nu6o nmpu 37°C B Teuenue 3 yacoB Ju00
pu 37°C B Te4eHHE HOYHU.

8.6 Tkanu

- [lepememiats 1 r roMOreHU3UPOBAHHOM MPOOBI Msica (MbIIII) ¢ 4 MJI OUAUCTHIIIMPOBAHHON BOJIHI,
0,5 M1 1 M HCl u 200 Mk peareHTa a1 AepuBaTu3auu™® B 15 Mt mpobupke st eHTpUGyTHPOBaHUS

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

- NukyOuposats npu Temneparype 37°C B Teuenue 1 gaca nu6o npu 37°C B TeueHue 3 4yacoB au00
npu 37°C B Te4eHHE HOUHU.

8.7 Priba

- [lepememats 1 T TOMOT€HU3UPOBAHHOM TIPOOKI PHIOBI ¢ 4 MJI OUIUCTUIUTMPOBAHHOM BOBI, 0,5 Mt 1
M HCIl u 250 Mka peareHTa /i AepuBaTu3auuu™® B 15 M npoOupke 11 HeHTpUPYrupoBaHusl.

- [lepememiats npoOy myTeM nepeBOpaunBaHUs BBEPX-BHU3 B TEUCHHE 5 MUHYT

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

8.8 Ileuenn

- [lepememiath 1 r TOMOTE€HU3UPOBAHHOW MTPOOBI TIEYeHH ¢ 4 MJI OUTMCTUIUTMPOBAHHON BOJIBI, 0,5 Mt
1 M HCl u 250 Mkn peareHTa /it AepuBatuzauuu™® B 15 M npoOupke /it HeHTpU(PYTrupoBaHusl.

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

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

8.9 Moua

- lleatpudyruporats npooOsI B pexume S muH / 2000g.

- [lepememiath 1 T TOMOTeHU3UPOBAHHOM MPOOBI KPEBETOK € 4 MJI OMIMCTHIUITMPOBaHHON BOJsI, 0,5
ma 1 M HCl u 100 Mk pearenTa ajis aepuBatuzanuu™ B 15 M mpobupke aiis eHTpudyrupoBaHus.
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- [lepememats mpoOy myTeM nepeBOpauyuBaHMsI BBEPX-BHU3 B TCUCHHUE 5 MUHYT.
- Uakyouposats npu temmepatype 37°C B Teuenue 1 gaca.

*PeareHT U1 JepUBaTH3AINA

10 MM 2-auTpoben3anbaerua B auMmetuicyiabhokrcuae (DMSO)

PacTBOp M0OMKEH rOTOBUTHCS HEMOCPEACTBEHHO TEPE] UCIOJIb30BaHUEM, HAIp. pa3BecTH 15.2 mr 2-
HUTpoOeH3anbaeruaa B 10 M qumetuicynbdokcua.

[Tpumeuanue: 2-HUTPOOEH3ANBIETU]] SBIISIETCS YyBCTBUTEIbHBIM K okucauTessiM. [loaTomy cienyer
n30eraTh KOHTAKTa C BO3yXOM JM00 MHBIMU aHAJIOTMYHBIMU OKUCIIUTENISAMU. YTIaKOBKa JOJKHA XPAHUTHCS
IJIOTHO 3aKpbITO. He ucnonp30BaTh peareHT 0 UCTEYEHNUN CPOKA TOJHOCTH.

IIpouenypa 3kcTpakuuu

- JloGaBuTh K aepuBatuzupoBaHHOi mpode 2,5 ma 0,25 M K2HPO4 , 0,4 mn 1 M NaOH u 5 mn
JTHIIALIETaTA.

- TmarenpHO mepemeniath Mpoly IMyTeM MepeBOpayMBaHUS BBEPX-BHU3 B TeueHUE | MUHYTHI (pu
CJIUIITKOM CHJILHOM BCTPSIXMBAHUU 3KCTPAKT CTAHOBUTCS KeJIeOOpPa3HBIM).

- Leatpudyruporats B pexkume 10 mun / 2000g.

- [lepenectu 2,5 mu BepxHeii (aspl (3TUnareratHoi Gas3er) B 4 MJI CTEKIISTHHYIO TIPOOHPKY.

- Bemaputs nocyxa mpu 50°C B c1aboM Toke azora.

- PacTBOpuTh cyxoii octaTok B | Mi1 H-rekcaHa. Jlo6aButh 1 mu Oydepa ass pazBeaeHus mpoo.

- [Iepemeniath Ha BOPTEKCE B T€UEHUE | MUHYTHI.

- Hentpudyruposars B pexume 10 mun / 2000g.

- Y 1anuth BEpXHIOIO TEKCaHOBYIO ¢a3y.

- I[Ipu orcyTcTBUM pa3zaeneHus a3 ciaenyer HarpeTh npody B TedeHre 3 MUHYT npu Temmeparype 80-
100°C.

- Hentpudyruposars B pexume 10 mun / 2000g.

- JInst mocranoBku MDA ucnonszoBath 50 MK BOTHOU (Da3bl.

9. NIPUT'OTOBJIEHUE PEAI'EHTOB

[Tepen ncnob30BaHUEM TECT-CUCTEMBI JOBEIUTE TEMIIEPATypy BCEX peareHTOB 10 KOMHATHOM (20 -
25°C). Heucnomnb3yeMble peareHThl TOJKHBI ObITh HEMEIJICHHO MMOMELICHbI B OPUTHHAIBHYIO YIIAaKOBKY Ha
xpanenue npu +2°C—+8°C.

MUKPOTUTPOBATIBHbIN [IJIAHIIET

He tpeOyemble cTpUIBbl TOJKHBI XPAHUTHCS C OCYIIMTEIEM B IUIOTHO 3aKPBHITOM OPUTMHAIBHOM
nakere npu remneparype 2 - 8 °C.

Bydep s npombiBKH

Bbydep ans mpombiBku mocTaBisercs B KoHueHTpauuu 20x. Bydep HeoOxomuMo MpUTOTOBHUTH
HETIOCPEICTBEHHO Tepe] UCToIb30BanreM. Ha onun ctpun Heooxoaumo 40 Mi1 pa3BeIeHHOTO pacTBopa (2
MJI KOHIIeHTpaTta Oydepa + 38 M1 JUCTUIITUPOBAHHOM BOIBI).

Bydeps! ans pa3senenus

JlanHblii TecT-HaOOp BKItoYaeT 2 Oydepa 11 pa3BeaeHHs , 00a TOTOBBI K UCIIOJIb30BaHuUIO: Oydep mis
pasBeneHUs KoHbIoraTa (pasa. 5 1.9) u 6ydep mist passeaerus nmpod (paza. 5 m.1)

Konsrorar (100 mkJ1)

Konsbrorar mocrasmisercst B koHIieHTprupoBanHoM Buje (100x). Llentpudyrupoanuem (B TeueHue 1
MuHyTHI Ipu 1000g) obecneunBaloT cTeKaHue KOHIEHTpaTa Ha THO BUabl. 10 MKJI KOHIIEHTpaTa KOHbIOTaTa
paszBomar B 1 mi Oydepa nist pazsenenus. Ha 2 ctpuma o 8 myHok tpedyercs 800 MK pacTBOpa KOHBIOTATA.
He tpeOyemplii KOHIICHTpAT KOHBIOTATa IOJDKEH Cpasy ke ObITh TOMEIICH B TEMHOE X0J01H0e MecTo (+2°C
- +8°C).

PactBop cyOcTpara/xpomoreHa

PactBop cyOcrpara/xpoMoreHa (TOTOBBI K MPHUMEHEHHIO) Ocaxkiaercs npu Temmeparype +4°C.
ByTbimouky ¢ HUM HEOOXOAMMO JOBECTH [0 KOMHATHOM TemmepaTyphl (B TEMHOTE) U IepeMeulaTh
COJIEP’KUMOE NIEPENT BHECEHUEM B JTYHKH.
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10. TIPOOEAYPA AHAJIM3A

IIpoTOKOa MPOMBIBKH

[Ipy HNDA wMexay KaxAbIM OSTAllOM HWMMYHOJIOTHYECKOW WHKYOAIluu JOJKHBI  YIAQISITHCS
HECBSI3aHHbIE KOMIIOHEHTBI. JTO JOCTUIaeTCs IMOCPEACTBOM COOTBETCTBYIOIIEH MpPOLETypbl MPOMBIBKH.
Od4eBuaHO, YTO KaXKIas IMpoIeaypa MPOMBIBaAaHUS JODKHA MPOBOAMTHCS C OOJBIION TIIATEILHOCTHIO IS
rapaHTHUPOBAHUS XOPOUINX PE3YIbTATOB MOBTOPSEMOCTH ¥ BOCIPOU3BOAUMOCTH.

B nmpunnumne, mnpoMbIBKa BpPYYHYIO WM C TIOMOINBIO aBTOMATHYECKOTO BOIIEpa MOXKET
OCYIIECTBISTHCS CIEAYIOMUM 00pa3zoMm:

[IpoMbIBKa BPYYHYIO

1. )KuikocTh U3 JIyHOK BBUIMBAIOT IIyTEM PE3KOro MepeBOpayMBaHus IJIAHIIETA U YIAJISIOT OCTaTKU
KHUJKOCTA TYTEM JHEPTUYHOTO TPOEKPATHOTO TOCTYKHUBAHUS PaMKH C JIyHKaMHU IO CTONY, HAKPHITOMY
JIUCTOM CYXOH (pUIBTPOBAILHON OyMary.

2. Bee myHk# 3anonHstoT Oydepom A1t mpoMbIBaHus 10 Kpast JyHKd (300 mxr)

3. DTOT mporecc MPOMBIBKH (3Tamnbl 1 1 2) MOBTOPSIFOT TPYKIBI.

4. )KugkocTh U3 TyHOK BBUIMBAIOT ITYTEM PE3KOTO IMEPEBOPAYMBAHHUS IUIAHIIIETA

5. Ilocne nmocneaHero NpoMbIBaHUS MIJIAHILIET EPEBOPAYNBAIOT U YAAISAIOT OCTATKH KUAKOCTU IyTEM
SHEPTUYHOTO TPOEKPATHOTO MOCTYKWBAHUS PAMKH C JIYHKAMH TIO CTONy, HAaKphITOMY IUCTOM CYyXOW
(bunbTpOBANBLHON OyMaru.

6. He nonyckaiite BbICBIXaHMS JIYHOK II€PE]] BHECEHUEM CIIEAYIOIIEr0 peareHTa.

[IpoMbIBaHME C TOMOIIBI0 aBTOMAaTHYECKOTO BoIlIepa

[Ipy wmCHONB30BAaHMU ABTOMATUYECKOTO BOILIEpa MPOBEpPhTE, YTOOBI M3 BCEX JYHOK >KUIKOCTb
yAansiigach MOJIHOCTBIO, YTOOBI PAcTBOP I MPOMBIBAHMS TUIATENIBHO paclpeiesisyics, 3aloiHss 10 Kpas
KOKIYI0 JTYHKY BO BpeMs KaxJ0ro IMKJIa MpoMbIBaHus. Bomiep momkeH OBITH 3amporpaMMHUpOBaH Ha
BBITIOJTHEHUE TPEX LIUKIIOB MPOMBIBKH.

IIpoTokos aHaM3a

1. IMoaroraBnuBaioT mpoObl B cooTBeTcTBUU C pazaenoM 8 (IlogroroBka mpob®) u peareHTH B
cooTBeTcTBUH C pazaenoMm 9 (IlogroroBka peareHTOB).

2. Brocar 100 MK HyJ€BOro rpaJlyHMpOBOYHOrO pacTBOpa B JIBYX MoBTOpHOCTAX (iqyHku HI1, H2 =
OJIaHK)

BHaocst 50 MK HyJI€BOTO TPalyHpOBOYHOTO pacTBOpa (MaKc. OMT. INIOTHOCTH) B IBYX MOBTOPHOCTSIX
(mynaku Al, A2).

BrocsaT 50 MK Ka)Ka0ro rpaynpoBOYHOIO pacTBOpa B ABYX MOBTOpHOCTAX (JiyHkH oT B1,2 no G1,2,
T.e. 0.0625, 0.125, 0.25, 0.5, 1.0 u 2.0 Hr/mn).

3. BHocat no 50 MKJI Ka10# TpoObI B IBYX MOBTOPHOCTX (40 mpo6/ 80 myHOK)

4. BHocaT o 50 MKJI KOHBIOTaTa BO BCe JTyHKH 3a uckiatoueHueM H1 u H2.

5. IlnaHmer 3aneyaTelBalOT U NEPEMENIMBAIOT B TEUEHUE HECKOJIBKUX CEKYHJ €T0 COAEpPKUMOE (Ha
nielkepe Ui MUKPOTUTPOBAJIbHBIX IUIAHIIETOB MO0 aKKYpPaTHBIMU KPYTOBBIMHU JABHKEHHUSIMHU).

6. [Inanmer nHKyOUpyIoT B TeueHne 30 MUHYT B TEMHOTE ITpU KOMHATHOM Temreparype (20-25°C).

7. YnmansioT pacTBOpP W3 MHUKPOTHTPOBAJILHOTO IUJIAHIIETa W TPOMBIBAIOT 3 pasza Oydepom mis
MIPOMBIBAHHUSL.

8. Brocsar mo 100 Mk pacTBopa cybcTpaTa BO BCe JTYHKH.

9. TmwarenbHO NEpEeMEIIUBAIOT U WHKYOMPYIOT IUJIAHIIET B TEMHOTE B Te4YeHUEe 15 MUHYT mnpu
koMHaTHOU Temriepatype (20°C - 25°C).

10. BHocst no 100 MKJ1 cTon-peareHTa Bo BCE JIyHKH.

11. Cpa3y xe u3MepsAroT ONTUYECKYIO IIIOTHOCTH TIpu 450 HM.

11. UAHTEPIIPETALIUA PE3YJbTATOB

3nayenus Ol 06pa31oB peodpa3yroTcs B COOTBETCTBYIONINE KOHIICHTPALUHU CIIEAYIONIMM 00pa3oM:

Cpennee 3nHauenne ontudeckoil ioTHOCTH (OIT) X0MOCThIX TYHOK BEIYMTACTCS M3 WHIWBUIYATHHOM
OIl. nyHOK, copeprkalmx ctanaapThsl u oopasusl. Toraa stu 3nauenust OIl crangapToB 1 00pa31oB (cpeaHue
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3Ha4YeHUs TyONnKaToB) ensaTcs Ha cpeanee 3Hadenue Ol nyneBoro crannapra u ymHoxkaercs Ha 100. Takum
o0Opa3oMm, HyJeBOW cTaHgapT craHoBUTCs paBHbIM 100% (MakcumanbHOE morjouieHue), a octanbHas OIl.
3HAYEHUS YKa3aHBI B MPOIEHTaX OT MAKCHMAJILHOTO MOTJIOIICHHSI.

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

AnpTepHaTHBA KATHOPOBOYHON KPUBOIA:

3nayenus abcopbuum (logit) pacdera cTaHIapTOB OTJIOXKEHHI Ha OCH Y B 3aBUCHUMOCTH OT
AKBUBAJICHTHON KOHIIEHTPAIIMHN aHAJIMTA Ha JorapuhMUIecKon ocu X.

Jnst yno6erBa kinueHToB R-Biopharm npennaraer 2 nporpamMmbl, KOTOpbIE MOXKHO HCIIOJIB30BATh IS
HWHTEpHOpeTanuu pe3ybTatoB MDA:

- RIDASOFT®Win.NET Food & Feed (aptuxyn Z9996FF). B stoii mporpamme Bce TecThl R-
Biopharm ELISA (Bkmtouass EuroProxima) mpeaBapuTeabHO 3aIporpaMMHUpPOBaHbl B 0a3e naHHbIX. CIIMCOK
COBMECTHUMBIX PUIEPOB MIPEAOCTABIISIETCA 110 3AIPOCY.

- Simplefit. DTa mporpamma Ha 6a3e Excel pazpaborana myis pacuera pe3yJabTaTOB BCEX TECTOB
EuroProxima.

VY Bcex MaTpuil OJMHAKOBBIN (hakTop pasBeacHus. s mojaydeHHs KOHIEHTpauuud HuTpodypana AHD B
npobax 3HaueHHE KOHUEHTpauuu HUTpodypana AHD, momydeHHoe MO TIpaayHMpOBOYHOW KPHUBOH, IOJHKHO OBITH
YMHOXXCHO Ha 2
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