105-3942, CA 72-4 ELISA (Cancer Antigen)
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Habop ans konn4yecTBEeHHOro onpeaeneHns
CA 72-4 B cbIBOPOTKE U nrasme

Kam. Homep :105-3942
Konuvyecmeo 196
Mpouseodumens  : DRG (Fepmanus)
Memoduka om 09-2006

BHumaHue: ocHosol npu npoeedeHuu aHarsnusa ecmb opucuHaln UHCMpPyKUyuUuU Ha aHer. A3blKe.

Habop DRG CA 72-4 Enzyme Immunoassay Kit paspaboTtaH ans konnyectseHHoro onpegenerus CA 72-4 (TAG-72) B CbIBOPOTKE ¥ nnasme.
Tonbko Ans in vitro AnarHoCTUKM.

2 MPUHLUKUN AHANN3A

Habop DRG CA 72-4 ELISA npepactaBnseT coboini TBepao-dasHbii MeTof OOHapyXeHus cneumduyeckux aHTUTEen WM aHTUrEeHOB C MOMOLLbIO
MMMOOUMN3OBAHHOTO Ha aHTUreHe wnu avTuTene depmeHTta (ELISA), oCHOBaHHbLIM Ha NpuHUMMNE C3HABMYA. MUKPOTUTPOBAmbHbIE NYHKU MOKPbITHI
MOHOKIIOHaMNbHbIM aHTUTENOM, HanpaBfeHHbIM K eQUHCTBEHHOMY aHTUreHHoMY cpparmeHTy monekynbl CA 72-4.

AnvkeBoTa obpasua naumeHTa, copepxauiaa onacHoe BewectBo CA 72-4 uHkyOupyeTca B NyHKe C (PepMeHTHbIM KOHblratom - aHTu-CA 72-4
MOHOKIOHanbHOEe aHTUTEeNO, KOHbLIOTMPOBaHHOE Nepokcuaaso XpeHa. MNocne nHKydaLmMmn NPoOMbITb HECBA3AHHbIN KOHBbIOraT.

KonnyecTtBo cBsizaHHOW Nepokcrnaasbl NponopuUmnoHanbHO KoHueHTpauun CA 72-4 B obpasue.

Mpw pobasnexun pactBopa cybcTpaTa, MHTEHCMBHOCTB MOJTyYEHHOrO OKPaLLMBaHUS NponopumoHansHa koHueHTpauumn CA 72-4 B obpasue nauuneHTa.

3 MEPbI NPEAOCTOPOXHOCTHU

* Habop npegHasHaveH TonbKo ANS in vitro AnarHoCTyKK.

+ 3a bonee nomnHo uHopmaumen 06 onacHbIX BellecTBax, BXOAALWMX B cOCTaB Habopa, obpalyantech K nacnopTy 6e30nacHOCTN AaHHBIX AN AaHHOro
Habopa.

* Bce peareHTbl gaHHOro Habopa, cofepxaluue CbIBOPOTKY UMW Nras3My YenoBeka, 6binv NnpoTecTMpoBaHbl M OonpeaerneHbl kak oTpuuaTenbHele ana HIV
I/ll, HBsAg n HCV. OpHako, Bce peareHTbl HEO6XOAUMO paccMaTpuBaTh kak MOTEHLManNbHy0 G1ONOrnyeckyto yrposy.

* i3beraTb kOHTaKTa co cTon pacTBopoM, cogepxawum 0.5 M H2SO4. 310 MOXeT Bbi3BaTb pa3apaKeHne KOXu U OXOru.

* He nuneTnpoBaTh pTOM 1 n3beraTb KOHTaKTa peareHToB 1 06pa3LIoB C KOXeN 1 CU3NCTbIMU 060noYKamu.

* He kypuTb, He NnTb, He MCMOMNb30BaTb KOCMETUKY BO Bpems paboTel ¢ obpasuamu n peareHTamu Habopa.

+ MpoBoanTb aHanM3 pekomeHAyeTcsi B O4HOPa3oBbIX nepyaTtkax. [lonagaHne WHdeKuMn B peareHTbl M 06pasubl MOXET NPMBECTU K OWMOOYHLIM
pesynbTaTam.

+ Cobnitogaiite Mepbl NPeAOCTOPOXHOCTU. AHanM3 Heo6XoAMMO NPOBOAWTL B COOTBETCTBUM C NpaBuiamu HaumoHanbHon Gruonornyeckorn 6esonacHocTu.

» ObpalLante BHUMaHME Ha HOMEpP foTa U CPOK XPaHEHMSI.

* Bce ykasaHHble 3Ha4yeHVs HEOOXOAMMO BLIMOMHATL B COOTBETCTBUM C MHCTPyKUMeln Habopa. Hanbonee onTumanbHbIX pe3ynbTaToB aHanm3a MOXHO
[OCTUYb NyTEM UCNONb30BAHWA rPagyMPOBaHHbIX NUMNETOK.

* He ncnonbayite peareHTbl U3 pasHbix HabopoB. PekomMeHayeTcs He cMeluVBaTh NYHKW pasnuyHbIX NiaHWweT gaxe u3 ogHoro nota. Habopbl xpaHunuce B
pasnnyHbIX YCIOBUAX BO BPEMS TPAHCMOPTUPOBKM, MOITOMY XapaKTEPUCTUKM CBA3bIBAHWA NMaHLWET MOryT noka3aTb pas3nuyHblii pesynbTaTbl.

* B cooTBeTCTBUM C NpaBunamu HaLMoHarnbHON 6e30MacHOCTU, C XMMUYECKMMM MPOAYKTaMU U UCMOMb30BaHHLIMK ANS aHanu3a peareHTamy HeobxoaMmo
obpaLuaTbCs Kak C OnacHbIMK BELLLECTBaMM.

* MacnopT 6e3onacHOCTU AaHHbIX AN AaHHOTO NpoAykTa umeeTcs B Hanmumm B DRG Instruments GmbH.

* Macnopt 6e3onacHocTn AaHHbIX cooTBeTcTBYeT TpeboBaHusam: EU-Guideline 91/155 EC.

4 KOMNOHEHTbI HABOPA

4.1 Copepxumoe Habopa

1. MukpoTuTpOoBanbHbie NYHKU, 12x8 (aenumble) cTpunbl, 96 NyHok

JyHku nokpbITel aHTWI-CA 72-4 MOHOKIOHANbHLIM aHTUTENOM

2. Cranpapt (Ctanpapt 0-4), 5 donakoHoB, 1 M, roTOBbIV K UCMOMb30BaHUIO

0, 3, 20, 50, 100 eq./mn

3. KoHtponb, 1 dnakoH (nmocun.), 0.5 mn

cMm. [logrotoBka peareHToB“. KOHTpOrbHble 3HAYeHWs W Auanas3oHbl ykaszaHbl Ha 3TUKeTKe cbrnakoHa unu B cepTudmkaTe kadectBa. Copepxut 0,3%
MpoknnHa Kak KoHcepBaHTa.

4. PacTBOp AnsA pasBegeHus obpasuoB, 1 hnakoH, 3 Mn, roToBbIN K UCMOSNb30BaHMIO

5. ®epMeHTHbIN kKoHbloraTt 10X koHUeHTpaT, 1 dnakoH, 1.4 mn,

aHTU-72-4 aHTUTENO KOHBIOrMPOBaHHOE K NepoKcMaase XpeHa

cm. [lMogroToBka peareHToB"

6. ®epMeHTHbIN KOHBbIoraT, 1 conakoH, 14 Mn, roToBbIV K UCMOSIE30BaHWIO

7. PacTBop cyb6cTpara, 1 pnakoH, 14 mMn, roToBbli K UCMOSIb30BaHMUIO

TMB

8. Cton PactBop, 1 cbrnakoH, 14 mn, roToBbI K UICNONb30BAHMIO

copepxut 0.5M H2S0O4

M3beraTb KOHTaKTa co CTON pacTBOPOM. OTO MOXET BbI3BaTb pasgpakKeHNe KOXU 1 0XOru.
9. MpombIBOYHbIN pacTBOp, 1 dnakoH, 30 mn (40X KOHLEHTPUPOBAHHbIN)

cm. [MoarotoBka peareHToB".

BHumaHue: [JononHumernbsHbIl pacmeop 0551 pazgedeHusi 06pa3yoe umeemcs 8 Hanu4uu u npedocmasnsgemcsi no mpebosaHutro.

4.1.1 Heob6xoaumble MaTepuanbl, He NocTaBfsieMble ¢ HAbopom

- MukponnaHLwweTHbIM KanmbpoBoyHbIn pugep (450110 Hm) (Hanpumep. DRG Instruments MukponnaHweTHbii Puaep).
- KannbpoBoyHble MUKPONUNETKM.

- MNpomokaTtenbHasi bymara.

- OuctunnupoBaHHas Boaa.
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4.2 XpaHeHue U cTabunbHOCTb Habopa

[Mpu xpaHeHun npu TemnepaType 2-8°C peareHTbl COXPaHST PEaKTUBHOCTb A0 MUCTEYEHNS CpoKa FOAHOCTU. He pekoMeHayeTcs MCNonb3oBaTh peareHThbl
rnocfne WCTeYeHWs Cpoka rogHoCTW. Bce OTKpbITbie peareHTbl HeobxoAMMO XxpaHuTb Npu TemnepaType 2-8°C. MuKpOTMUTpOBasibHbIE NYHKWU AOMKHbI
XpaHuTbcs npu 2-8°C. Cpasy nocne BCKpbITUS ponbrupoBaHHOro naketa ero HeobxoAMMO akkypaTHO 3anevarartb.

4.3 MoaroToBKa peareHToB

Mepea ncnonb3oBaHMeM JOBECTW BCE peareHTbl 1 HeO6X0ANMOe KONMYECTBO CTPUMOB A0 KOMHATHOW TemnepaTypsbl.

KoHTponb

BoccTaHoBUTL nnodunmaosaHHoe cogepxumoe ¢ 0.5 mn. AUCTUNNMPOBAHHOM BOAbl U AaTb OTCTOATLCA B TedyeHnne 10 muHyT. MNepen ncnonb3oBaHWeM
nepemeLlaTb KOHTPOSIb HECKOMbBKO pas.

BHumaHue: BoccmaHogneHHbIl KOHmMporib Heobxodumo pacrnpedenums u xpaHums ripu memnepamype —20°C.

MNpoMbIBOYHbLIN pacTBOp
PasBectn 30 Mn KOHLEHTPMPOBAHHOIO MPOMbBIBOYHOrO pacteopa ¢ 1170 mn AeMoHM3NpoBaHHON BOAbl A0 NonyveHns obbema 1200 mn.
Pa3ge0eHHbIl NpoMbI8OYHbIL Pacmeop MOXHO XpaHUmb 8 meyeHue 2 Hedeslb pu KOMHamHoU memnepamype.

®depMeHTHbIN KOHbIOraT

PasBecTu koHUeHTpaT hepMeHTHOro KoHblorata 1:10 pa3BegeHHOM (DEPMEHTHOM KOHBbIOraTe.

CmabunbHocmb 20mogo2o @epMeHmMHO20 KoHbro2ama: 1 Hedessi npu memnepamype 2—8°C 8 3ane4amaHHOU eMKocmu.

[Mpumep: Passectn 1 mn PepmeHTHOro KoHblorata ¢ 9 MM C KOHbIOIMPOBaHHbLIM BellecTBOM. Ecnu mncnonb3oBaHa Bcsi nnaHweTta, passectn 1.2 mn
depMeHTHOro KoHbtorata ¢ 10.8 Mn KOHbIOrMPOBAHHOIO BelllecTBa 0 o6Llero obbema 12 mn.

Ecnu xe nnaHweTa ncnonb3oBaHa He LIENIMKOM, Cpasy Xe NOAroToOBUTb HEOBX0AUMOE KONMMYEeCTBO (DEPMEHTHOro KoHbtorata cmewuas 100 puL chepmeHTHOro
koHbtorata 10X koHL. ¢ 0.9 M. KOHBIOrMPOBAHHOIO BELLLECTBA Ha KaxKAbl CTPUM (CM. HUXKe NpuBeAeHHYyo Tabnuuy):

No. of strips Enzyme Conjugate 10X conc. (ul) Enzyme Conjugate Diluent (ml)
1 100 0.9
2 200 1.8
3 300 27

4 400 3.6

5 500 15
[ 600 54
7 700 6.3
8 800 7.2

9 i) 8.1
10 1000 9.0
11 1100 9.9
12 1200 10.8

4.4 YTunusauus Habopa
YTunusaumio Habopa Heobxooumo NPOBOAMTbL B COOTBETCTBUM C MpaBunamu HauuoHanbHou 6esonacHocTu. Besa Heobxoammasi nHcopmMaums o aHHOM
npoaykTe NpuBOAMTCS B nacrnopTe 6e30nacHOCTM AaHHbIX.

4.5 NoBpexaeHHbIe HAbopPbI

B cnyyae cunbHoro nospexaeHns Habopa unm ero KOMMNOHEHTOB, HEOOX0AMMO B NMCbMEHHON dopme yBeaoMuTb 06 aTtom komnaHuio DRG He nosaHee 1
Hedenu nocne nomnyyveHns Habopa. CunbHO MOBPEXAEHHble OTAENbHble KOMMOHEHTbl He pPEeKoMeHAyeTCs WCMoNb3oBaTb B NPOBEAEHWU aHanusa. Wx
HeobXOANMO XPaHUTb [0 MPUHATUSI OKOHYaTENBbHOMO PELLEHUst, NOCne Yero, IMKBMAMPOBaThL B COOTBETCTBUM C ObuLManbHeIMW NpaBunamm.

5 OBPA3LbI
B gaHHOM nccnegoBaHMM MOTYT MCMONb30BaThCs ChiBOpOoTKa unu nnasma (EDTA-, Heparin- unu uMtpat nnasma).
He pekomeHayeTCs MCMONb30BaTb FEMONUTUYECKNE, XENTYLLHbIE UMW NMneMuYnckme obpastipl.

5.1 3abop obpa3uoB

CbiBOpoOTKa:

3abpatb kpoBb BeHenyHkumen (e.g Sarstedt Monovette # 02.1388.001), AaTb CBEPHYTLCA U OTAENUTL LEHTPUYrMpoBaHNEM CbIBOPOTKY MPW KOMHaTHOW
Temneparype.

Mna3ma:

Bcio kpoBb HeobxoamMmo cobpaTb B LEHTPUdYKHbIE NPOBUPKK, cCoaepXalume aHTW KoarynsiHT, u cpasy e nocrne 3abopa ueHTpudyrmposatb. (Hanp. ansa
EDTA nna3wmbl Sarstedt Monovette — kpacHbIi konnadok - # 02.166.001; ans Heparin nnasmbl Sarstedt Monovette — opaHxeBbilt konnayok - # 02.165.001;
ans Citrat nnasmbl Sarstedt Monovette — 3eneHbliii konnavok - # 02.167.001.)

5.2 XpaHeHue obpasuoB

Mepen vccnepoBaHmeM obpasLpbl OMKHbI XPaHUTLCS HaKpbITbIMKU B TedeHne 5 aHelt npu Temnepatype 2-8°C. O6pa3subl, XxpaHsiwmecs B TedeHne bonee
JONnroro cpoka, nepep uccrnegoBaHveM HeobxoOMMo 3amopaxuBaTb Tonbko oauH pa3 npu -20°C. OtTasBwwme o6pasubl nepen uccrnegoBaHuem
HEeobX0OMMO HECKONbKO pa3 NepeBepHyThb.

5.3 Pa3BegeHue obpasuoB

Ecnu B ucxogHom nccnenoBaHum obpasel, CbiIBOPOTKU COAEPXKUT CTaHOApT, NpeBbIllaloLLniA caMmoe BbICOKOe 3HaveHue, obpasLbl MoryT ObiTb pasBefeHbl
10-kpaTHO unu 100-kpaTHO C BELLECTBOM ANsl pa3BeeHns 06pa3sLioB 1 NOBTOPHO UCCriefoBaHbl cornacHo nyHkTy MNpoueaypa aHanusa.

[ns noacyeTa KOHUEHTpauui Heo6xoaNMO YYNTbIBaTb AaHHbIN aKTOp pa3BeaeHus.

Hanpumep:

a) passegeHue 1:10: 10 mkn CeiBopoTka + 90 mMkn PacTBop Ans passefeHus 06pasLoB (TaTernbHO cMeLlaTh)

b) passeaeHne 1:100: 10 mkn passegeHue a) 1:10 + 90 mkn PacTtBop Ansa pa3segeHus 06pasuoB (TaTenbHO cMeLlaTh)

6 MPOLEAQYPA AHAJTIU3A

6.1 OCHOBHbIe 3aMeyvYaHuA

- Mepen ucnonb3oBaHueM Bce peareHTbl 4OBECTU [0 KOMHaTHOM TeMnepaTypbl. PeareHTol He06x0anMo cMellaTh 6e3 obpa3oBaHUs NeHbI.
- PekomeHayeTcst NpoBOAMTL NPOLEAYPY HEMNPEPbLIBHO.
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- N3beratb KOHTaMVHaLMK peareHToB, NMNETOK, W NyHOK/NPobupok. Mcnonb3yinTe HOBble OAHOPA30Bble NMACTUKOBbIE HAKOHEYHUKN ANA KaXA0ro peareHta
unun obpasua.

- Abcopbuust — pyHKUMA MHKYDALMOHHOTO BpEMeHU 1 Temnepatypsbl. [lepe Hayanom npoBeaeHWs NpoLeaypbl peKoMeHayeTcs NOAroTOBUThL BCE peareHThl,
13BMeYyb KPbILLKW, YCTAHOBUTb NTYHKW B AepxaTenb 1 T.4. OT0 0b6ecneynT HenpepbiBHOE NPOBEAEHNEe KaXaoro wara nMneTpoBaHus.

- Kak npaBuno, depmeHTHas peakuusi IMHEeHO NponopLyoHanbHa BpeMeHn 1 Temneparype.

6.2 NMpoBepeHne aHanusa

Bce cTtaHgapTbl, 06pasLbl ¥ KOHTPONM AOMKHbLI UCCIEeA0BaTLCH OAHOBPEMEHHO B Ay6nsix ¢ Tem, 4ToObl cobniogaTe OANHAKOBbLIE YCIIOBUS aHanmaa.
1. YcraHoBuTE HEOBXOAMMOE KONMMYECTBO MUKPOTUTPOBATbHBIX NIYHOK B AepxaTerne.

2. Packanatb 20 MKN KaXgoro ctaHgapTa, KOHTPoss 1 06pasLoB HOBbIMY OQHOPA30BbLIMWN HAKOHEYHNKAMW B COOTBETCTBYIOLLME TYHKU.

3. Packanatb 100 mkn cBexepa3sBeleHHOro (hbepMeHTHOro koHbtorata (cMm. ,[loaroToBka peareHToB") B KaXayto MyHKY.

4. TwartenbHo nepemellatb B TedeHne 10 cekyHa. TwarenbHoe nepemMeLlnBaHme o4eHb BaXXHO B JaHHOM 3Tane.

5. MiHkybupoBsaTb B TeyeHne 120 MUHYT Npu KOMHATHOW TeMnepaTtype, He HakpbiBas NiaHLIeTy.

6. BbITpAXHYTb copepxumoe nyHoK. MpombelTb NyHkU 5 pas pasBefeHHbIM NPOMbIBOYHBIM pacTBopom (400 MKkn Ha Kaxaylo nyHky). BeicTyyaTb octaTtku
Kanenb U3 NIyHOK Ha NpoMoKaTenbHyto bymary.

BaxHo:

YyBCTBUTENBHOCTb M TOYHOCTb AAHHOMO aHanM3a 3Ha4YMTerlbHO 3aBMCUT OT TOYHOrO NMPOBEeAeHUs NpoLeaypbl NPOMbIBKM!

7. DobasuTb 100 Mkn pacTBopa cybcTpaTa B KaXayto MyHKy.

8. NHkybupoBaTh B TedeHne 30 MUHYT Npu KOMHATHOW TeMnepaType.

9. OcTaHoBUTL peakumio, fobasms 100 MK CTON pacTBOpa B KaXKAYH MYHKY.

10. CunTatb ONTUYECKYIO0 MIOTHOCTL Npu 450£10 HM MUKpPONMaHWeEeTHLIM puaepoM B TedeHue 10 MUHYT nocne gobasneHus cTon pacteopa.

6.3 NMoacuyet pe3ynbTaToB

1. MoacunTtatb cpegHmne 3Ha4YeHNsi ONTUYECKON MIIOTHOCTY AN Kaxaoro Habopa cTaH4apToB, KOHTPONeW n 06pasLoB naumeHTa.

2. TocTponTb CTaHOAPTHYIO KPUBYHD, HAHOCSA CpefHee 3HayeHVe OMTUYECKOW MNMOTHOCTM, MOMYYEeHHOW OT KakAoro cTaHgapTa B OTHOLUEHUM K ero
KOHLIEHTPaLMmM CO 3Ha4YEHMEM ONTUYECKOW NIOTHOCTU Ha BepTuKanbHoin ocu (Y) 1 KOHLUEHTpaLUMmM Ha ropuaoHTanbHou ocu (X).

3. Ncnonb3ysi cpeaHee 3HayYeHne kaxaoro obpasLa onpeaenntb COOTBETCTBYIOLLYHO KOHLIEHTPaLUMo U3 CTaHAapTHOW KPUBOW.

4. ABToMaTmnyeckuin meToa: KomnbloTepHble Nporpammel, ncnosnb3ayowme Kybudeckuii cnnaii, 4 PL (4 Parameter Logistics) nnu Logit-Log B obem moryT
OaTb XOpoLuvin pesynbTar.

5. KoHueHTpaumio obpasLoB MOXHO cyMTaTb C 3TOM CTaHAapTHOW kpuBow. OBpasupbl C KOHUEHTpaUMsMY, NPeBblilLaloWnMy CaMoe BbICOKOE 3HadeHwue,
TpebytoT AanbHenwero pa3seaeHns. [ns nogcyeTa KOHUEHTpauui Heo6XoaNMO NPUHNUMATL BO BHUMAaHUS 3TOT (hakTop pa3BedeHust.

CrangapTHas kpueasi ¢ CA 72-4 ELISA.

Standard Optical Units (430 nm)
Standard 0 (0 U/ml)y 0.05
Standard 1 (3 U/ml)y .14
Standard 2 (20 U/ml) 0.65
Standard 3 (50 U/ml) 1.25
Standard 4 (100 U/ml) 2.04

7 OXKUWOAEMbIE 3HAYEHUA

[ns kaxpoi nabopaTopmn pekoMeHayeTcs1 yCTaHaBNMBaTh CBOM COBCTBEHHbIE HOPMAarbHbIE Y HETUMUYHbBIE 3HAYEHMS.
Bce yyacTBylLMe B Uccrie[oBaHNM HOPMasibHOTO AnanasoHa Obinv oveBnaHo 3goposbiMu (N = 55).

B npepenax 5 n 95% Habnoganuce 3HadeHus mexay 0 n 3.5 eq./mn (CpegHee 0.492).

PesynbTaThl BNOMHE COOTBETCTBYIOT YCTaHOBMNEHHbIM 3HadYeHusim cut-offs (< 4-6 eq./mn).

8 XAPAKTUPUCTUKU NPOLIEAYPbI
8.1 AnHamnyeckun gManasoH uccnegoBaHus
OwanasoH uccneposaxus 0 — 100 E/mn.

8.2 CneuundmuHocTb aHTUTen (MepekpecTHasi peakTMBHOCTbL)
CbIBOpOTKa 300pOBbIX NaLUEHTOB He BCTynaeT B peakumtio ¢ DRG CA 72-4 ELISA.

8.3 AHanuTnyeckas YyBCTBUTEINIbHOCTb
AHanuTuyeckas YyBCTBUTENbLHOCTb Gbina noacyvMTaHa U3 CpeaHero v AByX CTaHOAPTHbLIX OTKMOHEHWI ABaALATU NOBTOPHLIX @aHanNu3oB HyNneBoro cTaHgapTa
1 6bina onpepeneHa < 0.311 ea./mn.

8.4 TouyHOCTb
8.4.1 Bapnauusa Mmexay aHanusamu
BHyTpeHHve Bapuauum JaHHOro UccrnefoBaHnsa NpUBEAEHbI Hbke B Tabnuue:

Sample n Mean (U/ml) CV (%)
20 9.48
20 22.14
20 63.31
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8.4.2 Bapuauus BHYTpM aHanusa
Bapuauuu mexay uccnegoBaHusiMm NpuBeaeHsl HUxe B Tabnuvue:

Sample Mean (U/ml) CV (%)
999
23.65

69.80)
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8.5 ToyHoCTb

8.5.1 KoHTponb kayecTBa

PekomeHayeTcs ucnonb3oBaTb KOHTPONbHble 00pasubl B COOTBETCTBME C FOCYAAPCTBEHHbIMM W deaepanbHbIMU  MonoxeHnsamu. KMcnonb3oBaHue
KOHTPOmbHbIX 0Opa3sLoB pekoMeHAayeTcs Ans obecneyeHns HadeXHOCTUM pe3ynbTaToB. Vcnonb3yWTe KOHTPONMM Ha HOPMAarbHOM M MaToONIorMyeckom
YPOBHSIX.

KoHTponu n cootBetcTtBytowmne pesynstatel QC-JTabopaTopum npmeeeHsl B cepTudmkaTe kayecTsa, npunaraeMom K Habopy. 3HavyeHust u AnanasoHbl Tak
Xe ykasaHbl B cepTudmkaTe KayecTsa, npunaraemMom K JaHHOMY NoTy Habopa 1 AOMKHbI MCNONb30BaTbCS ANt CPAaBHEHNS Pe3ynbTaToBs.

3
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Tak e pekoMeHOyeTCsi WCMonb3oBaTb rOCYAAPCTBEHHbIE M MEXAYHapOoAHble MporpaMMbl KOHTPOMS kayecTBa C TeM, 4yTobbl obecneunTb TOYHOCTb
pesynbLTaToB.

MpuUMeHsINTE COOTBETCTBYIOLLNE CTATUCTUYECKME METOAb! AN UCCeO0BaHNs KOHTPOSbHBLIX 3HAYEHWI U OTKIMOHEeHMIA. Ecrnin xe pesynbTaTbl He coBrnagaroT
C YCTaHOBMEHHLIMU AOMYCTUMbIMM 3HAYEHWUSIMI KOHTPOSbHBLIX MaTepuaros, pedyfbTaTbl nauyeHTa Heo6XoAUMO paccMaTpuBaTh Kak HelelCTBUTESNbHbIE.

B aToM criyqae npoBepbTe Crieaylolme TexXHUYeckme napaMmeTpbl: NUNETUPYOLLME U n3Mepsiiolme Bpems npubopbl; OTOMETP, CPOK FOAHOCTU PeareHTos,
YCIIOBUS! XpPaHEeHUsA U MHKYBaLumn, MeToAbl MPOMBIBKUA 1 acrinpaumm.

Mocrne NpoBepky BhilleykadaHHbIX NapaMeTpoB, He 0BHaPYXKMB HMKaKMX OWMBOK, 0BpaTUTECH K CBOEMY AUCTPUELIOTOPY UMK HenocpeacTeeHHo B DRG.

8.5.2 BoccTtaHoBneHue

O6pasupl 6bim oboraleHsl Ao6aBrneHneMm CA 72-4 pacTBOPOB C M3BECTHLIMU KOHLIEHTPaUMUsMU B OTHoLeHun 1:1.

OxvpaeMble 3HaYeHNUs GbiNK NoOACYUTaHbl NyTEM A06aBneHNs NONoBUHbI 3HAYEHWI, onpedeneHHbIX ANs Hepa3BedeHHbIX 06pa3LOoB U NMOMOBUHbI 3HAYEHUIA
N3BECTHbIX pacTBOpoB. % BoccTaHoBneHue 6b110 NOACHUTAHO MYTEM YMHOXEHMS OTHOLLEHUS U3MEpPEeHUn 1 oxungaemMblx 3HaveHuin ¢ 100.

. Added Concentration Measured Conc. Expected Conc. .
Sample , , Recovery (%)
I:1 (viv) (U/ml) (U/ml) (U/ml)
0.0 13.02
3.0 8.01 91.6
1 20.0 16.51 105.8
50.0 31.51 100.2
100.0 5651 106.2
0.0 42.79
3.0 22.90 952
2 20.0 31.40 874
50.0 46.40 92.7
100.0 71.40 U8.5
0.0 64.72
3.0 33 .86 866
3 20.0 4236 90.1
50.0 90.9
100.0 020
8.5.3 JluHenHoCTb
Sample Dilution Mean Cone. (U/ml) Recovery (%)
None 13.02
12 6.39 982
1 1:4 2.83 87.0
1:8 1.47 902
1:16 0.80 08.2
None 4279
1:2 22.64 105.8
2 1:4 10.30 96.3
18 4.75 88.8
1:16 2.38 96.3
None 64.72
1:2 33.82 104.5
3 1:4 18.25 112.8
18 832 1029
1:16 4.51 111.0

9 OrPAHUYEHUA NMPOUEANYPbI

9.1 UHTepcpepupytome BellecTsa

JTio6oe HeTouHOE obpalleHne ¢ obpasuamm unm U3mMeHeHe aHHOro UCCNeaoBaHUs MOXeT NOBNUATL Ha pe3yrnbTaThl.

emornobuH (go 4 mr/mn), Bunupyoun (go 0.5 mr/mn) n Tpurnuuepug (8o 30 Mr/Mn) HAKaK He BMMSAIOT Ha pe3yrnbTaTbl UCCNEAOBaHUS.

B uccnepnoBaHun copepxaTtcsa peareHTbl AnA cokpaiieHus Bosgencteuss HAMA vnu retepodunbHbix aHtuten. OgHako, CAULLIKOM BbICOKas NUHenHas
nnotHoctb HAMA unu retepodunbHbIX aHTUTEN MOXET NOBNUSTL HA pe3ynbTaTbl UCCre0BaHUS.

9.2 BMewaTenbCTBO NIEKAPCTBEHHbLIX annapaTtoB

,uO CerogHAaLHero gHa He oGHapy)KeHo HUKaKnX BeLeCTB — JIeKapCTBEHHbIX NpenapaTtoBs, BIUAKLWNX HA UsMepeHune CA7248 06pa3ue.

9.3 3dppekT Kproka

OddekT Kptoka He Bbin obHapyxeH B JaHHOM 1ccrneaoBaHum ¢ KoHueHTpauusammn CA 72-4 no 6500 E/mn.
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