DIANEB |
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KOJIMYECTBEHHOI'O OMNPEAENEHUA 6-
CYIIb®ATOKCUMEJIATOHUHA B OBPA3LIAX
MO4M HEJTOBEKA
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KaT.Ne
MpousBoguTens:

BHumaHue: ocHosoll npu nposedeHuu aHanu3a Aensemcsi opuauHan
UHCMPYKUUU Ha aHerulickoM si3bIKe.

MeTtoguka ot 16-05-2011

HA3HAYEHUE
B Habop BUHLMANN 6-Sulfatoxymelatonin ELISA BxoasT matepuansi
ans npsiMoro KONMUYECTBEHHOTO onpepenexHus 6-

cynbatokcumenaToHunHa (6-SMT) B moye yenoseka (1-7).

NPUHLNIMT METOLA

Metog BUHLMANN 6-SMT ELISA ocHOBaH Ha KOHKYpPEHTHOM
VMMYHO(PEPMEHTHOM aHanu3e, C WCMONb30BaHUEM 3axBaTbIBAOLLMX
aHTuTen (8). MNonuknoHanbHble aHTUTena, cneunduyHbie K Kponuybum

UMMyHOrnobynmHaMm, copbupoBaHbl B JlyHKax  MWKpOMaHweTa,
nocraensemoro B Habope. Bo Bpems nepBonm 3-x 4acoBoW
MHKy6auum 6-SMT, NPUCYTCTBYIOLLUI B npeasapuTensHO

pas3BefeHHbIX 0bpasuax Mouu, KOHTPONM M KanubpaTopbl, FOTOBblE K
MCMONb30BaHUIO, COOTBETCTBEHHO, KOHKYPUPYIOT C BMOTUHUNMPOBaHHBIM
6-SMT 3a caiTbl CBsi3blBaHUSI BbICOKOCMEUMNMUYHBIX KPONUYbMX aHTU-6-
SMT aHTuTen, a obpasoBaBwunecs KOMMMEeKChbl
(6noTMHUNUpoBaHHble) 6-SMT-aHTUTENO 3axBaTblBAKOTCS aHTUTENaMu,
copbupoBaHHbIMM B nyHKax. [locrne npombiBkM B NyHKWM AobaBnsieTcs
depMeHTHas MeTKa, CTpenTaBUanH, KOHbIOTMPOBaHHbIM C NepoKcuaason
xpeHa (HRP). Bo Bpemsa BTtopow 30-TM MUHYTHOW WHKyGauum
depMeHTHass MeTka CcBs3blBaeTcsa C  komnnekcamu  6-SMT-
OMOTUH/aHTUTENO, 3axBadeHHbIMU B JNyHKax MuKponnaHweTa. He
cBsi3aBLUasACst PEPMEHTHAs MeTKa yaanseTcs Npy BTOPOW NMPOMbIBKE U B
nyHkn pobaensietca cybetpat TMB (teTpametunbensuagvH). Bo Bpems
TpeTbern 30-Tn MUHYTHOM NHKYBaLmn obpasyeTcs OKpalLEeHHbI NPOAYKT,
N VHTEHCUMBHOCTb OKpawuBaHUa 0OpaTHO nponopumnoHanbHa
konuyectBy 6-SMT, nepBoHayanbHO MpUCYTCTBOBaBLUEro B obpasue.
lMocne pobaBneHusi cron-pacTtBopa (KMCNOTbl) LUBET XWMAKOCTM B
NyHKax MeHsleTca c ronyboro Ha XenTbil. VMi3amepeHue onTu4eckon
NNOTHOCTU NPOBOAAT Npu ANnHE BOMNHbI 450 HM.

NOCTABIJIAIEMbBIE PEATEHTbI

EK-M6S, 6-Sulfatoxymelatonin

HRP, B 6enkoBom

6ydepe ¢

KOHCepBaHTamMu

Cy6eTpar TMB, B 1 conakoH, B-TMB [oTOB K

unTpatHom Bydepe ¢ 11mn MCMOMb30BaHMIO

nepek1cbio (6ecuBeTHbIN
pacTBop)

Cron-pacTBop, 1 donakoH, B-SS [oToB Kk

0.25 M cepHas kucnoTa 11mn MCMoMb30BaHUIO
Koppo3suitHoe
BelecTBO

Tabnuua 1

PeareHTbI KonnyectBo KaTt. Ne Pa3seneHue
MukponnaHuler, 12x8 nyHok B-M6S-MP MpombITh 2 pasa
MOKPbITLIA KO3bUMMW NPOMbIBOYHbLIM
aHTuTenamu K lg kponuka 6ydepom
MneHka ansa 3 nneHkn
3aKneuBaHus
MUKponnaHweTa
KoHueHTpaT 1 donakoH, 100 B-M6S-WB Passectrt 900 mn
npombIBOYHOro 6ydepa | mn [EVOHN3NPOBaH-
(10x), c KOHCepBaHTamu HOW BOAbI
UHKyGaUMOHHbIN 1 conakoH, 100 B-M6S-I1B [oTOB K
6ydep, ¢ Mn MCMOMb30BaHW0
KOHCepBaHTamu
CraHpaapThl, oT A 10 1 donakoH 2wn B-M6S- [oToB K
F6-SMT B 5 donakoHoB no CASET VCMNOMb30BaHWIO
6ychepHOM maTpuKce, 0.5 mn
C KOHCepBaHTaMu
KoHTponu Huskoro n 2 cbnakoHa no B-M6S- [oTOB K
BLICOKOrO YPOBHeii” 0.5 mn CONSET MCMosb30BaHMI0
pasBefeHHast
Yenoseyeckas Moya, ¢
KOHCepBaHTamm
AHTUCbIBOpOTKa 1 donakoH 5.5 B-M6S-AS loToB Kk
Kponunubs aHTn-6-SMT B mn MCMOMb30BaHMIO
6ydepHOM mMaTpmkce, ¢ (kenTbIN pacTBop)
KOHCEepBaHTamm
BuotnHoBbIN KOHblorat | 1 chnakoH 5.5 B-M6S-BC [oToB K
6-SMT, M MCMosb30BaHMI0
KOHBIOrMPOBAHHBIV C (rony6on
6roTHOM, B BychepHOM pacTBop)
maTpvkce, ¢
KOHCEepBaHTamm
®depMeHTHas MeTKa, 1 conakoH, B-M6S-EL [oToB K
cTpenTaBuavH, 11mn UCMONb30BaHUO
KOHBIOrMPOBaHHBIN C (>xenTbIn pacTBOp)

1) cTtaHgapT A ABNsieTCs HyneBbiM CTaHAAPTOM M He cogepxut 6-SMT (2 mn Bo
dnakoHe). CtaHgapTel B, C, D, E u F copepxar 4, 10, 25, 62.5 n 200 nr/mn 6-SMT,
cootBeTcTBeHHO (0.5 mn Bo dnakoHe). Tak kak Ans ob6pas3uoB MOuYM
pekomeHayeTcsa passefeHune 1 B 200, kanubpaTtopel B, C, D, E u F nomeyeHsl
kak: 0.8, 2, 5, 12.5 n 40 Hr/mn, cooTBeTCcTBEHHO. CnegoBaTenbHO, pa3BefeHune
06pasLoB yxe Y4TEeHO ANS OKOHYaTenbHbIX PacyeToB.

2) KoHTpomnu copepxaT pasnuuHble Konmu4yecTBa (3aBucuT OT mota) 6-SMT.

ToYHblEe  KOHLUEHTpauuMnm KOHTPOMeW ykasaHbl B cepTudukaTe KayecTsa,
nocraensieMom ¢ Habopom.
XPAHEHUE U CPOK rOQHOCTU PEAIEHTOB

Tabnuua 2

He BckpbITble PeareHTbl

XpaHuTb npu 2-8°C A0 UcCTeYeHus cpoka roqHOCTU, yKa3aHHOro Ha
3TUKETKaX.

OTKpbITble / PasBegeHHble peareHTbl

MwkponnaHweT HemeaneHHO BEpHUTE HENCMNONb30BAHHbIE CTPUMbI
B MakeT 13 onbry ¢ ocylmTeNnemM v TwaTenbHo
3anevaTanTte naket. XpaHuTb npu 2-8°C go AByx
MecsLeB.

Bydep ans

NPOMbIBOK

CrangapThbl

KoHTponu

VIHKYBaLMOHHBIN Xpanutb npu  2-8°C OO wuCTeYeHus cpoka

6ycep rOAHOCTH, YKa3aHHOrO Ha 3TUKETKeE.

AHTUCBIBOPOTKA

BroTnHOBRIN

KOHbtOrat

PepmeHTHas MeTka

PacTBop cy6cTpata

Cron-pacTtBop XpaHuTb npu 18-28°C [0 ncTeveHns cpoka
rOAHOCTU, YKa3aHHOIO Ha STUKETKE.

MEPbI MPEJOCTOPOXHOCTU

CrtaHpgapTbl (B-M6S-CASET) wu KOHTpOMnu
nocrtaBnseMble B [aHHOM Habope, copepXaT  KOMMOHEHTbI
YerioBeYeckoro  npoucxoxpeHusi.  Kaxgblhi  OOHOP  CbIBOPOTKM,
MCMONb30BAaHHON MNPV  MPUrOTOBMEHWM [aHHbIX peareHToB, Obin
npoTecTMpoBaH MeToAamu, 0A06pEeHHbIMU FDA, c
oTpuuaTenbHbiMU pesynbTataMmu, Ha HBV nNOBEpXHOCTHbIN aHTUreH,
HCV wn HIV1/2 aHtutena. Tak Kak He cyuwecTByeT MeToAa,
[OCTaTOYHO AOCTOBEPHOrO, rapaHTUPYIOLLEro OTCYTCTBME MHMpEKLuiA,
TO Henb3s ObiTb YBEpeHHbIM, 4YTO [aHHble MaTepuanbl He MoryT
nepeHocutb renatutel unu BWY. CnedosamenbHo, co ecemu
obpasuyamu Kposu rnauyueHmos, a makxe peaceHmamu Habopa
Heobxodumo obpawjambCcs KaKk C B803MOXHbIMU MepeHocyukamu
uHgpekyut. Co BCeMW npoaykTamu, COAepXawUMM KOMMOHEHTbI
YerioBeYecKkoro  mpoucxoxgeHus, Heobxoammo  obpawartbca B
COOTBETCTBUM [ yCTaHOBIEHHbIMU npasunamu, cobnogas
HeobxoauMmble Mepbl 6e3onacHoOCTU.

Cyb6cTpar u cron-pactBop: PactBop cybetpata (B-TMB) copepxut
TeTpameTunbeHananH (TMB), nepekucb n aumetundopmamug. Cron-
pactBop (B-STS) copepxuT cepHyo kucnoTy. Kaxablhi u3 3Tux
peareHTOB MOXET Bbl3BaTb pas3fpaKeHue rnas, Koxu u Crm3nctbix
noBepxHocTen. V3berante KOHTAKTOB C rra3amMu, KOXen U OAeXa0W.

(B-M6SCONSET),

HEOBXOQUWMBbIE, HO HE NMOCTABJIAEMbIE MATEPUAIJlbI U

OBOPY4OBAHUE

* KannbpoBaHHble nMNeTKn
50 mkrn, 100 Mk 1 1 mn.

* OpgHopasoBble NONMNCTMPOOBLIE unm nonMnponuneHoBble
npobupkn Ans NpUroToBreHWs pa3BegeHun obpasLoB.

e LUnnunap Ha 1000 mn ans  pasBedeHus
NpoMmbIBOYHOrO Gydepa.

« [NpombiBatoLLee YCTPONCTBO ans MUWKPOMaHLWeTOB nnm
cxumaemasi 6yTbinb And NpoMbIBoYHOro 6ydepa.

* dunbTpoBancHasa bymara

CO CMEHHbIMM HaKOHEYHuKamu: 5,

KOHUEeHTpaTa



» XonoaunbHUK

* OpbuTanbHbI Wenkep AN MAKPONaHLLETOB.

* MukponnaHweTHbIA pugep C  BO3MOXHOCTbIO
AnvHe BornHbl 450 HM.

U3MepeHun npu

CBOP U XPAHEHUE OBPA3L|OB

Ons aHanu3a paHHbIM MeToAoM TpebyeTtcs <10 MKn MouM.
Cobepute mouy, ueHTpudyrupynte 1 muHyty npmu 12000 x g unu 5
MUHYT npu 2000 X g W nepeHecuTe anuKBOTbl B YUCTbIE
MUKponpoGupknu. 6-SMT, cogepxxaluinca B Moye, cTabuneH HeckomnbKo
Hedenb Aaxe Mpu XpaHeHUW Npu TemnepaType OKpyXatoLlel cpefbl.
OpHako, M3-3a  BO3MOXHOTO  Pa3MHOXEHWS  MWKPOOPraHM3mMoB
peKkoMeHayeTCsl XpaHUTb 06pasLbl MOYN 3aMOPOXeEHHbIMU Npu <-20°C.
Mpwn XpaHeHun 3aMOPOXXEHHBIMMW npwm <-20°C 0o6pasupl
cTabunbHbI >1 roga. N3berante NOBTOPHbIX LINKITOB
3aMopaxuBaHuns-oTTaMBaHus. Nepea Mcnonb3oBaHWEM 3aMOPOXKEHHbIE
o6pa3subl JOMXKHbI NMOMHOCTLIO pacTasaTb U UX HEOBXOAMMO TLATENbHO
nepemMeLuartb.

3AMEYAHUA MO NPOUEQYPE AHAJIN3A

. Ona  nonyyeHnss  onTUManbHbIX  Pe3ynbTaToB  MOCTAHOBKY
aHanusa HeobxoAMMO nNpPoOBOAMTbL BO JbAy, OXNaXAEHHbIMU
peareHTamu (cM. pa3gen «[lpoueaypa metogay, warun 4-6 n 9).

e  ®depMeHT, WCNONb3OBaHHLIN  ANA  METKW,  MHAKTMBMPOBAaH
KACIIOPOAOM M OYeHb  YyBCTBUTENEH K asugy  Hatpws,
TMMepo3any,  [MMNOXMOPUCTOM  KUCMOTe, U apoMaTU4ecKum
xnopyrnesogopoaam, Yyacto NPUCYTCTBYHOLLMM B
BOAOCHabXeHnn nabopaTopun. Mcnonb3ynte TOMNbKO
[ENOHN3UPOBaHHYI0 BOAY BbICOKOIO KayecTBa.

e Ecnnm  wncxopgHass  KOHUeHTpauust  obpasua  Bbllle,  4eMm

KOHLIeHTpauus Haubonbluero craHgapTa, obpasel, MoYM [OOSKeH
6biTb pasBefeH WHKyb6auMoHHbIM 6Gydepom u npoTecTuposaH
elwe pas. OTo pAononHWTenbHoe pasBefeHne Heobxoaumo
yuntbiBaTb  NpU  OKOHYaTeNbHbIX  pacyeTax  akTuyeckomn
KOHLeHTpaumn 6-SMT, npucyTcTBOBaBLLErO B 9TOM 0bpasLie.

. Ecnu wucxogHas koHueHTpauus obpasua Huxe, YeMm
KOHLEHTPaLMsA HavMeHbluero crangapTta, obpasel, MouM [OmKeH
6biTb  pasBefdeH WHKyDauMoOHHbIM Gydepom B MeHbluem
COOTHOLLUEHUN, YeM B nepsbii pa3 (Hanpumep, B 20 pa3 BMecTo
200), n npoTecTMpoBaH elle pa3. JTO MeHbluee pasBefeHve
Heobx0AMMO  yuYnTbiBaTb MPU  OKOHYaTeNbHbIX  pacyeTax
akTnyeckon KoHueHTpauun 6-SMT, npucyTCTBOBaBLUETO B 3TOM
obpasue.

NPOLELQYPA METO[4A

1. Passegute Bce obpasubl MO4YM NAUMEHTOB B COOTHOLUEHUU
1:200 uHKybauunoHHbIM Bydepom (Hanpumep, 5 Mkn moun + 1
M MHKyB6aumoHHoro Bydepa).

2. TllpurotoBbTe MUKpOMMaHwWeT C HeobxoguMbIM AN aHanusa
KONMYeCcTBOM  CTPMMOB, C y4yeTOM KoOnmuyecTBa  JIyHOK,
HeobXoAMMbIX ONS aHanu3a CTaHAApTOB, KOHTporen u obpasuos.
Cpa3y e yganute Heucnonb3yemble CTpUnbl U3 Aepxatens u
rnomMecTuTe Ux B nakeT u3 OMbru, copepxaliuin ocylumTenb,
TwatensHo  3anevatanWTe nakeT. XpaHWTe  OXNaXAEHHbIM.
BHumaHue: Tonbko npu BbiNONHeHUU 3TanoB ¢ 3 no 9
ncnonb3ynTe oxnaxaeHHbIe peareHTbI!

3. TpomonTe nyHKM MuKponnaHweTa 2 pasa, UCNonb3ys He
MeHee 4vem no 300 mkn npombiBOYHOro Gydepa Ha NyHKY.
Ypanute  XugkocTb W3  NYHOK W CUNBbHO  MOCTy4yuTe
nepeBepHyTbIM MUKPOMNMaHLLETOM Mo unbTpoBanbHon bymare.

4. a. BHecute no 100 mkn ctaHgapTta A, B Ayonsax, B nyHku Al u
A2.

b. BHecute no 50 mkn ctaHpapta A (HyneBoW cTtaHaapT), B
aybnsx, B nyHku B1+B2.

Brvecnte no 50 mkn craHpapTta B, B ay6nsx, B nyHku C1+C2.
BHecnte no 50 mkn crtaHgapta C, B aybnsix, B nyHku D1+D2.
BHecute no 50 mkn crtaHgapta D, B gybnsix, B nyHkm E1+E2.
Bruecute no 50 wmkn ctaHpgapta E, B gybnax, B nyHkum F1+F2
BHecute no 50 mkn ctaHgapta F, B ay6nsix, B nyHkn G1+G2
BHecute no 50 MKN KOHTPOMsi HWU3KOTO YPOBHS B NyHkn H1+H2.
BHecnTe no 50 MKN KOHTPOMS BbLICOKOrO YpPOBHSA, B Aybnsx, B
nyHkn A3+A4.

c. BHecute no 50 mkn kaxpgoro passegeHHoro obpasua, B
Aybnsax, B COOTBETCTBYIOLLME NTYHKH.

5. BHecute no 50 mkn M6S-6uoTUHOBOrO KoHbtorata (rony6Gon
pacTBOp) BO BCE NyHKMU.

6. BHecute no 50 MKN aHTUCLIBOPOTKM (KENTbI pacTBOp) BO BCE
NYHKW, 3a UcKnYeHuem GnaHka (nyHkm A1+A2). 3akponTte
MWKpONNaHLWeT MNeHKOoN, nocTaBbTe ero Ha 60 cekyHA Ha
opbuTanbHbIN LWekep ANS MWKPOMMAaHLLET, YCTaHOBIEHHbIN Ha
ckopocTu 800-1000 06/MUHYTY.

EK-M6S, 6-Sulfatoxymelatonin

7. WukybupyiiTe B TeyeHne 3 yacoB (+ 5 MuHyT) npn 2-8°C.

8.  Ypanute un BblGpocbTe nneHKy. YAanute XUOKOCTb M3 JYHOK
1 npomonte ux 4 pasa, ucnonb3ys He MeHee yYem no 300 mkn
oXxrax4eHHOro npombiBOYHOro Oydepa Ha nyHky. Ypanute
XKMOKOCTb M3 JIYHOK W CUIbHO MOCTYy4dTE NEepeBEPHYTHIM
MUKPOMNMaHLIEeTOM Mo ounbTpoBansHon bymare.

9. BHecute no 100 Mkn depmeHTHON MeTKM (KenTbld pacTBop)
BO BCE NYHKW.

10. 3akponTe MUKpONNaHLWIET MIEeHKON, "
TeyeHune 30 MUHYT (+ 5 MuHYT) Npu 2-8°C.
BHumaHue: nepes wucnonb3oBaHMEM pacTBop cybcTpaTa
TMB pomkeH AOCTUYbL KOMHATHOM TemnepaTtypsbl, 18-28°C.

11. Ypanute un BbibpocbTe nneHKy. Yaanute >XWAOKOCTb W3  MYHOK
1N npomonTe nx 4 pasa, ucnonb3ysa He meHee 4yem no 300 mkn
NPOMBIBOYHOro Oydepa Ha NyHKy. YaanuTe >XWAKOCTb U3 JTYHOK
W  CUMbHO MOCTY4uTE MEepeBepHyTbiIM  MUWKPOMMAHLLETOM MO
unbTpoBansLHon Gymare.

12. BHecute no 100 mkn pactBopa cybctpata TMB B kaxayto
TYHKY.

13. 3aKkponTe MUKPONMaHWeT NJfIEHKON, nocraebTe ero Ha
opbuTanbHbIV LWekep AN MUKPOMMaHLIETOB, YCTAHOBIMEHHbIA Ha
ckopoctn 800-1000 rpm, 3awmMTUTE MUKPONMaHWeET OT cBeTa, MU
WHKYBUpyiTe B TeyeHne 15 MUHYT + 2 MuHyTbI npu 18-28°C.

14. BHecute no 100 mkn cTom-pacTBopa BO BCe IyHKW. Yaanute
ny3bipyu C MOMOLLUBI0 HakoHeYyHuKa Ans nunetku. [NepexoguTte K
wary 15 He nosgHee, Yem vepe3d 30 MUHYT.

15. Cuurtante abcopbuuto npuv 450 HM c NOMOLLbHO
MUKponnaHweTHoro pwugepa. Ecnu Bo3moxHO,  ucnonbayiite
ONWHY BOJHbI CPaBHeEHUs. YCTaHOBUTE puaep Ans U3MepeHus
npu AByX ANUHax BOnH, 6aszoBad — 450 HM, U ANWHA BOMHbI
CpaBHeHUs, Ansa Koppekumn goHa, 600 nnmn 620 HM.

WHKYOupynte B

PACYET PE3YJIbTATOB

Kanun6poBouHasa kpuBas: 3anuwwute abcopbumio npu 450 HM ans
Kaxxgoro ctaHgapta u 6nadka (NSB). MocuuTaiite cpegHee 3HayeHue
ansa kaxgoro aybns, BbluTUTE cpedHee 3HadveHue OnaHka (NSB) wu
3anuwnTe norny4veHHble pesynbTaTbl (= CKOPPEKTUPOBaHHas CPeaHsis
abcopbuus). Paccuntante  cesAsbiBaHve (B) ans  napbl  nyHOK
KaXkgoro ctaHgapTa, Kak npoueHT oT ctaHgapta «0» (B0), ucnonb3ys
NSB-ckoppekTupoBaHHyto abcopbuuto ctaHgapTa «0» kak 100 %:

B/ Bo (%) = npoueHT cBsA3biBaHMA = uuctas abcopbums/ 4ductas
abcopbums ctangapta «0» x 100

[ns nocTpoeHust KannMbpoBOYHOWN KPUBOW OTMOXUTE 3HAYEHUsI NpoLeHTa
CBA3bIBaHMA (BepTukanbHas OCb Y) MPOTMB KOHUeHTpauun M6S (B
HF/M) COOTBETCTBYHOLMX CTaHOApTOB (rOpu3oHTanbHasi ocb  X),
ucnonb3dys  nonynorapudgpmudeckyto  6ymary  (lin/log). [MpoBegute
ONTUManbHY0 KPWBYID MO MOCTPOEHHbIM TOYKaMW WMM paccyuTanTe
KanubpoBOYHYIO KPUBYIO MCMOMb3Ys 4X NapameTpUYecKyto perpeccuto.

O6pasubl 1M KoHTponu: 3anuwute abcopbumto npu 450 HM Ans
kaxporo obpasua unu koHTpons. MocunTaiiTe cpefHee 3HaveHwe Ans
Kagoro Ay6nsi, BbIYTUTE CpedHEE 3HayeHWe OnaHka W 3anuwuTte
nonyyeHHble pe3ynbTaThl (= CKOPPEKTMPOBAaHHas cpefHsis abcopbums).

Paccuntainte, kak onucaHo Bbllle, CBs3blBaHWME AN napbl
NyHOK kaxgoro obpasua, kak npoueHT cTaHgapta «0» (BO),
npuHUMas NSB-ckoppeKTUpoBaHHyo abcopbumio cTaHgapTta
«0» 3a 100%. Hamgute  3HauyeHus, NnoacuYUTaHHble  Ans
obpa3uoB, Ha BepTMKanbHOW OCW, MPOBEAMTE  TOPU3OHTambHYIO
npsiMyl0o [0 rnepecedeHusi C KanubpoBOYHOW KPWMBOW, a 3aTeM
cyMTanTe COOTBETCTBYKOLLEE 3HAyeHWe KoHueHTpauun M6ES (B

HF/M) Ha FOPU30OHTaNbLHON OCH.

3AMEYAHMUE: Ecnn MukponnaHLeTHbI cnekTpodoToMeTp He MoXeT
cuntbiBaTh abcopbumio Bhilwe 2 unu Boiwe abcopbumm ctaHgapta «0»,
pekoMeHAyeTCss MPOBECTW MOBTOPHOE CYUYUTbIBAHWE MNpu ANUHEe
BonHbl 490 unu 492 HM (ecnu BO3MOXHO, UCMOMb30BaTb ANUHY
BOSHbI cpaBHeHus 600 unu 620HM). B 3TOM cnyyae noctpowTe BTOPYtO
KanMbpoBOYHYIO KPMBYIO, UCMONb3ys abcopOLmio, CHUTAHHYO NpU ANWMHE
BoNnHbl 490 wnu 492 HM ana Bcex ctaHgapToB. KoHueHTpauuio
obpasuoB, 3HauveHuss OI1 koTopbiXx npu AnuHe BofHbl 450 HM
NpeBbILIAOT NPeaen CYUTbIBaHWS Npubopa, MOXHO BbIMUCIUTL Tak, Kak
3TO OMUCaHO BbIllEe, WCMOSMb3Ys HOBYIO KannOpOBOYHYIO KPUBYH.
3HauveHus, nonyyeHHble Npu anuHe BonHbl 490 nnu 492 HM, He JAOMXKHbI
3aMEHSITb 3HAYEHUIN, NOMyYeHHbIX Npu 450 HM, €Cnn OHW He MpeBbILIAT
npeaen onpegenexHuii npubopa. B tabnuue 11 u Ha pucyHke 1 npuBeaeH
npumep pesynbTaTtoB Y KanMBpPOBOYHOM KPUBOMW, NONYYEHHbIX OaHHbIM
MeTonoM. [laHHble pe3ynbsmambl U KanubposoyHas  Kpueasi
npusodsimcsi mosibKo 8 0@ MOHCMPAaUUOHHbIX UENSX U He OOMXHbI



ucrionb3o8ambcs  0ns  pacdemos pe3ynbmamos. KanubposouyHas
Kpusasi 0o/mkHa bbimb nocmpoeHa 01151 KaxooU MocmaHo8KuU.

KOHTPOIJIb KAYECTBA

MonHoe nOHMMaHWe [AaHHOW  MHCTPYKUMM  Heobxoaumo  Ans
yCneLHoro ncnonb3oBaHusa metoda. [loctoBepHble pe3ynbTatbl 6yayT
nonyyeHel TOMbKO MPU  UCNOMb30BaHUM TOYHBIX NabopaTopHbIX
TEXHWK M aKkypaTHOro cobniofeHns AaHHON MHCTPYKLIMN.

Tak Kak He CyllecTByeT KOMMEPYECKM [OCTYMHbIX KOHTPOMbHbLIX
maTepuanoB 6-SMT B Moye, pekOMeHAyeTCsa WCchnonb3oBaTb Myn
o6pasyoB MOuM, coAepxalux pasnuyHele Konuyectsa 6-SMT ans
BHYTPEHHEro KOHTpomns kKayecTBa. [lapameTpbl BOCNPOU3BOAUMOCTYU
KannobpoBOYHOM  KPMBOW WM KOHTPOMbHbIX ~ 3HAYEHWW  OOMKHbI
yKnagpelBaTbCA B AMana3oH [[ONYyCTUMbIX 3HAYEHUW, MNPUHATBIX B
nabopatopun. [lnana3oH [ONYCTUMbIX 3HAYEHWA KOHTPOMeWh MOoXeT
MEHSITbCS OT NoTa K NOTY W ykasaH B JOMOSHUTENbHOM cepTudmkare,
npunaraemom k Habopy. Ecnu To4yHOCTb MeToga He Koppenupyet ¢
YCTAaHOBMEHHbIMW paHMuUamMu, W MNOBTOPEHWE UCKMNoYaeT oLwmnbku
MUCNOMHEeHNs  MeToda, MpoBepbTe  criedylowue  napameTpbl: i)
nuneTMpoBaHne, TemnepaTypHble YCNOBWS, TOYHOCTb COGnoAeHUs
BpeMeHu ii) yctaHoBkm WA aHanusatopa iii) cpok rogHocTu
peareHTOB iv) yCNoBusi XpaHeHMst U UHKybauumn v) pacTtBop cybcTpaTta
TMB pomnxeH 6bITb 6eCLBETHBIM Vi) YACTOTY BOAbI.

XAPAKTEPUCTUKU AHAJIU3A

BocnpoussoammocTb BHyTpu cepum: 7.1%.

BocnpounssogumocTb BHYTpU cepun paccuuTbiBanacb no
pe3ynbTatam 24 nap uaMepeHui, NonyvyeHHbIX B O4HOW NOCTaHOBKE
ans 3 obpasuoB MOYM  C  pasnMYHbIMK - KonmnyectBamu  6-SMT.
PesynbTaThl npeacTasneHsl B Tabnuue 12.

BocnpoussoanmocTtb mexay cepuammn: 11.9%.
Bocnpoun3BoguMoCTb BHYTPU CEpUM paccuymnTbiBanach no pesynbraram
10 nap namepeHui, nony4veHHblx B 10 pa3nuyHbIXx NocTaHOBKax Ansa 6
o6pa3yoB MOYM C pa3nnyHbIMK KonuyectBamum 6-SMT. PesynbTaTthl
npencTtaenexsl B Tabnuue 13.

NuHenHocTb pasBepeHus: 97.8 %. O6pasubl MO4YM C BbLICOKOW
KOHLEHTpaumen 6-SMT, Obinn  pa3BeaeHbl MHKYGaLMOHHbIM
6ycdbepom u 3aTeM npoaHanu3npoBaHbl C MNOMOLbIO [AHHOIO
MeTofa. Pe3aynbTaThbl npeacTaBneHsl B Tabnuue 14.

N3Bne4yeHune: 119%. 3 ob6pasua 4enosevyeckor MO4YU Obinn
oboralleHbl  pasnuyHbIMKM  KonuvectBamum  6-SMT 1 [OaHHbIM
MeTodoM. Pe3ynbTaTthl NpeacTaBneHsbl B Tabnuue 15.

AHanuTnyeckas JYyBcTBUTenbHocTb: 0.14 Hr/imn. 23 aybns
MHKYB6aUMOHHOTO bydepa (CtaHpaprTa A) Obinun
npoaHanu3npoBaHbl B OHOW MocTaHoBke. Bbinu paccuutaHbl cpepnHee
3HaveHne abcopbumu © cTaHgapTHoe OTkNoHeHne. MwuHuManbHO
onpegensiemoe konuyectso 6-SMT coctaBuno 0.14 Hr/mn u 6bino
paccuuTaHo goGaBrneHWeM [ABYX CTaHOAPTHbIX OTKIIOHEHWA CpeaHeMy
3HaveHuno abcopbuum, u NOMNy4yeHo U3 KanMbpPOBOYHOW KPUBOM,
NOCTPOEHHOM A1 3TON NOCTaHOBKU.

dyHKUMOHanbHaA YyBcTBUTeNnbHOCTb: 1.5 Hr/Mn. MuHumansHas
dyHKUMoHanbHasa onpegensemasn gosa (FLDD) ana gaHHoro metoga —
3TO MUHUMarbHas koHUeHTpaunst 6-SMT B Mo4ye, koTopasi MOXET ObITb
n3mepeHa c koagpdpuumeHTom Bapuauum (C.V.) Mexay cepusiMn meHee
15%. FLDD 6bina onpegeneHa ans 7 pasnunyHbix obpasuoB Mouw,
KaXabl n3 KoTopbix Obln nsmepeH B Aybnsax B 10 nmocraHoBkax. FLDD
6bina paccuntaHa u coctasuna 1.5 Hr/mn (npu pa3sefeHun obpasuos
1:200).

CneunduUyHOCTb: Mpwn 50% CBA3bIBAHUU onpegenanu
NepeKpecTHyl0 PeakTUBHOCTb KPONMuYbWX aHTu-6-SMT aHTuTen pans
pasnuuHbiX BewecTB. PesynbTatbl npuBedeHsl B Tabnuvue 16.
CpaBHeHne meTogoB: 42 o6bpa3ua Mouum ObinvM MPOTECTUPOBAHbI
naHHbiM MeTogom BUHLMANN 6-Sulfatoxymelatonin ELISA, n gpyrum
KOMMepYeckn [ocTynHbIM 125l-pagnonmmyHHbiM  MeTogoMm (PUA),
KOTOPbIA CYMTAETCS «30M0ThbIM CTaHOAPTOM» B Hay4yHOW nuTepaTtype (9-
11).
JInHEeNHbIN
pe3ynbTaThl:
BUHLMANN ELISA = 0.75 x kommep4ecku goctynHbein RIA + 1.70
Hr/mMn

r=0.964 (n =42)

perpeccuoHHbln  aHanu3  (puc.2) gan  cnegywowme

EK-M6S, 6-Sulfatoxymelatonin

CrangapT B 0,8 1,960 88,7 0,8

CraHgapt B 0,8 1,966 89,0 0,8

CraHpapT B, cpeagHee 0,8 1,963 88,8 0,8 2,1
CraHgapt C 2,0 1,699 76,1 2,0

CraHgapt C 2,0 1,705 76,4 2,0

CraHpapt C, cpeaHee 2,0 1,702 76,2 2,0 1,0
Crangapt D 5,0 1,205 52,2 4,9

Crangapt D 5,0 1,192 51,6 51

CraHpapt D, cpegHee 5,0 1,199 51,9 5,0 1,5
Crangapt E 12,5 0,719 28,8 12,2

CraHgapt E 12,5 0,697 27,7 12,8

CraHpaprt E, cpegHee 12,5 0,708 28,2 12,5 3,7
Crangapt F 40,0 0,365 11,7 40,0

CraHpgapTF 40,0 0,365 1,7 40,0

CraHnpaprt F, cpegHee 40,0 0,365 11,7 40,0 0,0
Huskuid kKoHTponb 1,485 3,1

Hwn3kuiA KoHTpOnb 1,444 3,3

Hu3knit KOHTponb,

cpegHee 1,464 3,2 5,1
Bbicokuii KOHTPONb 0,593 17,0

Bbicokuii KOHTPONb 0,579 17,7

Bbicokuit KOHTpOnb,

cpegHee 0,586 17,3 3,0
O6pasey, 1 0,808 10,1

O6pasey 1 0,794 10,3

OG6paseu 1, cpegHee 0,801 10,2 2,0
O6pasey, 2 0,392 35,5

O6pasey 2 0,411 32,8

OGpaseuy 2, cpegHee 0,401 34,2 5,6

EDyo = 20.2 Hr/Mn

EDso = 5.3 Hr/mMn

EDgo = 1.6 Hr/MnN

Tabnuya 11 Mpumep pesynbTaTtos
KoHu. on B/B, Paccuur. KoHu.
(Hr/mn) KoHu,. CV (%)
(Hr/mn)

BraHk 0,127

BraHk 0,119

BnaHk, cpeaHee 0,123 4,6

CraHgapT A 0,0 2,213 100,0

CraHgapT A 0,0 2,176 100,0

CraHgapTt A, cpeaHee 0,0 2,194 100,0 1,2

PucyHok 1 Mpumep kKanMGpPOBOYHOWN KPUBOM
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Tabnuya 12 Bocnpon3sBoauMOCTb BHYTPU cepumn
O6pasubl Moum, CpeaHee, Hrimn SD, Hr/mn CV(%)
passegexue 1:200
1 3.09 0.30 9.7
2 11.29 0.70 6.2
3 34.65 1.82 5.3
CpepHee: 71
Tabnuua 13 BocnpoussoanmocTb Mexay cepusimm
06pasubl Mouu, CpepnHee, Hr/Mn SD, Hrimn CV (%)
pa3BeaeHue 1:200
5 1.58 0.28 174
6 154 0.24 15.3
7 2.03 0.27 13.2
8 3.16 0.30 9.6
9 10.62 0.79 7.5
10 32.10 2.71 8.4
CpepHee: 11.9
Tabnuua 14 JIHeHOCTb pa3BedeHUN
O6pasey, BasoBsoe Koadhcp. Ha6bnwagaemoe | Oxupaemoe H/O
3Ha4YeHue pa3Be- 3HauYeHue 3HaYeHue (%)
(Hr/mn) AeHus (Hr/mn) (Hr/mn)
1:200 29,7 - -
1:400 15,2 14,8 102
11 29.7 1:800 73 7.4 98
1:1600 3,7 3,7 100
1:3200 2,0 1,9 110
1:50 26,7 - -




1:100 13,3 13,4 100
12 26.7 1:200 6,4 6,68 96
1:400 3,2 3,34 96
1:800 1,5 1,67 90
1:1600 0,77 0,83 92
1:12.5 16,9 - -
1:25 7,5 8,50 89
13 16.9 1:50 3,8 4,23 89
1:100 2,1 2,12 97
1:200 1,2 1,06 112
CpeaHee 97.8
Tabnuuya 15 U3BneyeHue
O6pasey BasoBoe HacbiweH- | Ha6niopaemoe | Oxugaemoe H/O
3Ha4YeHue Hoe 3Ha4YeHue 3HaYeHue (%)
(Hr/mn) (Hr/mn) (Hr/mn) (Hr/mn)
0,5 1.38 1.43 104
1,0 1.88 1.89 100
2,0 2.88 3.53 123
14 0.88 4,0 4.88 3.76 77
8,0 8.88 8.58 97
16,0 16.88 17.32 103
32,0 32.88 28.05 85
0,5 6.8 6.2 91
1,0 7.3 6.87 94
15 6.3 2,0 8.3 7.90 95
4,0 10.3 10.25 100
8,0 14.3 17.78 124
16,0 22.3 28.23 127
32,0 38.3 38.24 100
0,5 5.1 4.01 79
1,0 5.6 5.15 92
16 4.6 2,0 6.6 7.58 115
4,0 6.6 10.44 122
8,0 12.6 14.82 118
16,0 20.6 25.75 125
32,0 36.6 35.76 98
CpeaHee 119
Tabnuua 16 CneunduyHoCTb
6-CyNbMAaTOKCUMENATOHMH ......eonveeieeeieiniiesiienie eenennennnnnnn... 100 %
N-auUeTUN-CEPOTOHNH CYIbMAT. .. .uvuniniieieie e e e 0.01 %
MenaToHuH ....0.007%
B-TNOPOKCUMETTATOHMH ...eneeeieeiieeeeitiaeaieeaeain e e e eee e e eneaaenanens 0.001 %
Creaylowne nepeymcrieHHbIe COEANHEHMS: .. ... ..evreeneenenn. < 0.001 %

5-cynbghamokcu-N-auemuncepomoHuH, 5-2nt0kypoHuUd-N-
auemusncepomoHuH, N-ayemuncepomoHuH, 6-2/1ioKypOHUOMeNnamoHUH,
5-memokcuuHdon YKCycHasi Kucroma, mpunmoghaH, N
auemunmpunmocdpaH, 5-memokcumpunmocghaH,

5-2udpokcumpunmodghaH, N-auemunmpunmamuH, N-
MemunmpunmamuH,5-audpokcumpunmamuH, 5-MemoKcumpunmamuH.

PucyHok 2 CpaBHeHue MeTooB
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Bihlmar
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