HABIP ANA BUSHAYEHHA
AHTUHYKNEAPHUX IgG

ANA Screening IgG

Kam. N°: ANAS.CE Jama sunycky iHcmpykuyii: 03-2020

Bepcis: 2

OcCHOB0I0 NpU_NpPoBeOdeHHI aHai3y € opu2iHan iHCmpyKuii
dHeniticbkol Mo8oto, 8knadeHoi 8 Habip. Homep i dama
gepcii_opueiHany _ma__nepeknady iHCMPyKUii _NoB8UHHI
cnienadamu.

ImyHogepmenmHuii ananis (IQA) onsa aKicHo20 8USHAYeHHA AHMUMIN
1gG 00 AHmuHyKneapHux AHmuzeHie y cupoeamyi ma niasmi 1100uHU

- MinbKu 07151 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A.MPU3HAYEHHA BUKOPUCTAHHA

ImyHodpepmeHTHMIA aHani3 (IMA) ana AkicHoro BM3HauyeHHA ayToaHTuTINn IgG
no dsDNA, rictoHiB, SSA, SSB, Sm, Sm/RNP, Scl-70, Jo-1, ueHTpomepa Ta iHWwmnx
aHTUreHis, BuaineHnx 3 agpa HEp-2, y nnasmi i cuposatui nioguHu.

TinbKn gna giarHOCTMKM in vitro.

B.BCTYN

AyToimyHiTeT - Le He34aTHICTb OpraHi3My po3mMi3HaTh CBOI CKMIafoBi
YaCTWHK 5K cebe, WO [O3BONAE iMyHHY BiAMOBiAb MPOTU BAACHUX KMITWH i
TKaHVH. byib-AKe 3aXBOPIOBaHHSA, AKe BUHWNKAE BHACNIAOK Takoi abepaHTHOT
iMyHHOI BiANOBIfAi, Ha3nBaeTbCA AymoimyHHUM 3aX80PIOBAHHAM.
PesmMamoiOHi  aymoimyHHi  3aX80plo8adHHA ~ 4YacTo  acouilTbca 3
aymoaHmuminamu 0o fdepHux AHmueeHis. My MOXeMO pPO3pPi3HATH
AHmuHykneapHi AHmumina (ANA), noB’A3aHi 3 ayTOIMyHHUMMW CUCTEMHUMMU
3aXBOPIOBaHHAMM, TakmMmn AK SLE (cucTemHuin yepBOHMI BoOBYaK), RA
(peBmaToigHuM apTpuT), cknepopepmis, MCDT (3miwaHa xBopoba cnosyyHoi
TKaHWHW) Ta cuHapom WerpeHa; i Ekcmpazosani AHmuHykneapHi AHmumina
(ENA), nos’A3aHi 3 ayTOIMyHHUMW CUCTEMHMMMW 3aXBOPIOBAHHAMY, TaKUMU AK
nonimiosut, SLE, MCDT i cuHgpom LLerpeHa.

CeponoriyHe BUWABNEHHA aHTUHyKneapHux aHtutin (ANA) y nauieHTiB 3
Niao3poto Ha ayTOIMYHHi 3aXBOPIOBAHHA € 3BUYANHOIO MPAKTUKOI B KOXHil
iMyHonoriuHin nabopatopii. Konu uelt nepwuin AiarHOCTUYHUIA KPOK
BMKOHYETbCA 3 MO3UTUBHUMU pe3ynbTaTaMi, MU MOXKEMO NPOAOBXKUTN
BUABNEHHA i30N1ATY Ta KiNbKiCHe BU3HaUYe€HHA OKPeMUX aHTUTIN.

C. IPUHUUN TECTY

MikponnaHweTy nokputi aHTureHamm dsDNA, rictoHiB, SSA, SSB, Sm,
Sm/RNP, Scl-70, Jo-1, ueHTpomepa Ta iHWNX aHTUreHIB, BUAINeHMX 3 agpa
HEp-2.

MNig yac 1-i iHKy6auii TBepay dasy o6pobnsioTb po3BeAeHMI 3pa3Kkami, a
aHTMHYKMeapHi IgG, AKLLO BOHY NPUCYTHI, 3aX0NIOITbCA TBEPLOIo dazoto.
Micns BMMMBaHHA BCiX iHWWX KOMMOHEHTIB 3pa3ka y 2-i iHKybauil
BUABNAIOTbCA 3B'A3aHi aHTUHYKneapHi IgG wnAxom AofaBaHHA aHTUTING
aHTK-hlgG, miyeHoro nepokcugasoto (HRP).

DepMmeHT, 3axonneHni Ha TBepain ¢pasi, Aitoun Ha cymilt cybCTpaT/XpomoreH,
reHepye ONTUYHWUWA CUrHan, MNPONOPUINHUIA  KiNbKOCTI aHTUHYKNeapHUX
aHTUTIN 1gG, NPUCYTHIX y 3pa3Ky. TaknM YMHOM, HaABHICTb IgG y 3pasky
MOXHa BM3HAuUTV 3a JOMOMOrOl rPaHUYHOro 3HaueHHs cut-off, 3paTHoro
PO3Pi3HATM HEeraTMBHI Ta NO3UTUBHI 3pa3Ku.

D. KOMMOHEHTU
KoxeH Habip MiCTUTb [OCTaTHIO KiNbKiCTb peareHTiB ANs BUMKOHaHHA 96
TecTiB.

1. MikponnaHwert: MICROPLATE

12 cMyXOK X 8 BigpPMBHMX NYHOK, BKpUTUX aHTureHamm dsDNA,
rictoHis, SSA, SSB, Sm, Sm/RNP, Scl-70, Jo-1, ueHTpomepa Ta iHWMX
aHTUreHiB, BuAineHnx 3 agpa HEp-2.

MnacTvHn 3anakoBylOTbCA B NakeT 3 ocylyBayem. [epen BigKpuTTAM
JariTe  MIKpOMMaHLWeTy Harpituca [0  KiMHaTHOI  TemnepaTtypu;
NOBTOPHO 3aneyaTtanTe HEBUKOPUCTaHI CMY>KKW B NaKeTi 3 OCyLlyBa4yem
i 36epirawTe npu 4 °C (°C).

2. HeratuBHuih KoHTponb: CONTROL -
1x2.0 mn/¢pnakoH (ml/vial). MictTutb cpoBaTKy NOAUHK, HeraTUBHY

Ha aHTuTina ANA IgG, 2% Kka3einy, 10 MM (mM) Na-uutpatHui 6ydep pH
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6.0+/-0.1,0.1% Tween 20, 10% dpeTanbHOi cpoBaTKu Tenatn, 0.09% Na-
asmp i 0.045% ProClin 300 AK KOHCEPBAHTH.
HeraTuBHWI KOHTPONb KOJYETLCA ONiJO-KOBTUM KOJIbOPOM.

3. MNo3untmBHMII KOHTponb: CONTROL +
1x2.0 mn/dpnakon (ml/vial). MicTutb cnpoBaTKy noavHN, NO3UTUBHY
Ha anTuTina ANA IgG, 2% Kka3seiny, 10 MM (mM) Na-uutpatHuin 6ydpep pH
6.0 +/-0.1,0.1% Tween 20, 10% dpeTanbHOi cnpoBaTku Tenatn, 0.09% Na-
a3mpa i 0.045% ProClin 300 AK KOHCEPBAHTH.
HeraTvBHWI KOHTPONb KOAYETHCA 3€NE€HUM KONTbOPOM.

4. KoHueHTpaT npomuBHoro 6ydepa: WASHBUF 20X
1x60 mn/nnawka (ml/bottle) 20X KoHueHTpoBaHWiA po3unH. MMicna
po3BeAeHHA NMPOMUBHUIA PO3unH MicTUTb 10 MM (mM) docdaTHmin
6ydep, pH 7.0 +/- 0.2,0.05% TaiH 20 Ta 0.045% ProClin 300.

5. ®epmeHTHMIA KoH'toraT: CONJ
1x16 mn/dnakoH (ml/vial). loTOBMII fO BUKOPUCTAHHA, KOJOBaHMI
YepBOHMM KONbOPOM. MiCTUTb KOH'IOroBaHi 3 NepoKCcaaso XpPOoHY
K03A4i noniknoHanbHi aHTUTINa Ao IgG niognHK, 5% BSA, 10 MM (mM)
Tpuc-6ydep pH 6.8+/-0.1, 0.045% ProClin 300 i 0.02% reHTamiLnHy
cynboart K KOHCEPBaAHTU.

6. XpomoreH/Cy6cTpat: SUBS TMB
1x16 mn/pnakoH (ml/vial). BiH mictute 50 MM (mM) umTpaTHO-
docdatHuin 6ydep, pH 3.5-3.8, 4% gumetuncynbdokcuay, 0.03% TeTpa-
MeTun-6eH3ungmHy (@6o TMB) Ta 0.02% nepekucy BogHio (H20z).
Mpumimka: 36epiecamu 3axuuwjeHum 8id csimsa yepe3 yymsusicme 00
CUJIbHO20 OCBIMJIeHHS.

7. CipuaHa Kucnota: H250, 0.3 M (M)
1x15 mn/dnakoH (ml/vial). Mictutb po3umH 0.3 M (M) H2SOa.
YBara: lNopgpasHiotoua pevosuHa (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363).

8. Po3uMHHMK anAa 3paskiB: DILSPE
2x60 mn/¢pnakoH (ml/vial). Mictutb 2% kaseiHy, 10 MM (mM) Na-
unTpatHUn 6ydpep pH 6.0 +/-0.1, 10% deTanbHa TenAva cuMpoBaTKa
(FCS), 0.09% Na-asupg i 0.045% ProClin 300 sK KOHCepBaHTW.
BrkopucToBY€ETbCA 1A PO3BEfeHHsA 3pa3Ka.
Po3unHHUK 3pa3ka mae dioneToBo-CuHi Konip.

9. YuwinbHioBanbHa ¢onbra gnA nnaHweTa x 2 wr.
10. Bknaguw iHCTPYKUii X 1 wr.

E. MATEPIAJZIN, HEOBXIAHI, AJIE HE NOCTAYAIOTbCA 3 HABOPOM

1. KanibpogaHi mikponinetku (1000, 100 i 10 mkn (ul)) Ta ogHopa3oBi
NNacTUKOBI HAKOHEUHUKN.

2.  Bopa knacy EIA (6iguctunboBaHa abo AeioHi3oBaHa, AepeBHe Byrinns,
o6pobneHe OnA  BUOANEHHA  OKWCIOBAZIbHMX  XiMmiKaTiB, WO
BMKOPUWCTOBYIOTbCA AK ie3iHdiKytoui 3acobn).

3. Taiimep 3 gianazoHom 60 XBUIMH abo BULLe.

4.  A6copbytoui naneposi cepBeTKu.

5. BigkanibpoBaHWUii TEPMOCTaTMYHUIA iHKY6aTOp ANs MiKpOMiaHLLeTiB
IQA (cyxuin abo Bonorui), BctaHoBneHuin Ha +37 °C (°C) (gonyck +/-0.5
°C (°Q)).

6.  KanibpoBaHuin mikponnaHweTHuin 3untyBay DA 3 dinbTpamu 450 HM
(nm) (3unTyBaHHA) Ta 3 620-630 HM (nm) (6NaHKyBaHHsS).

7.  KanibpoBaHui mikponnaHweTHuii Bowwep IDA.

8.  Boprtekc abo nogibHi 3milyBanbHi iHCTPYMEHTU.

F. MONEPEOXEHHA TA 3ACTEPEXKEHHA

1. Habopom nNOBUHEH KOpWCTyBaTUCA Jfulle KeanidikoBaHUi Ta
HaneXXHVM YMHOM NiAroTOBNEHWI TEXHIYHWIA NepCoHan Nig HarnAgom
nikaps, BignosiganbHoro 3a naboparopito.

2.  Becb nepcoHan, Ak G6epe yyacTb y MpoBefdeHHi aHanisy, noBUHEH
HOCUTU 3aXWCHWUI NabopaToOpHMIN ofAr, pyKaBUUKM 6e3 TanbKy Ta
okynapu. Cnig YHUKaTV BUKOPUCTaHHA ByAb-fKUX rocTpux (ronku) abo
pixyunx (nes) npuctpois. Becb 3anyyeHuin nepcoHan NoBuHeH GyTu
HaBYeHU npouepypam 6iobesnekn, AK pekomeHAoBaHO LleHTpom
KOHTpONIo 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX noBidoOMNAETbCA B
ny6nikauii HauioHanbHoro iHcTUTYTy 0XopoHu 3a0poB'a: «biobesneka B
MikpobionoriyHmx Ta 6iomegnuHmx nabopatopiax», Bug. 1984 pik.

3. Becb mepcoHan, AKui 3aiMaeTbcAa 06pobKoIo 3pa3KiB, MOBUHEH OyTW
BakUmMHoBaHU npotn BIB Ta BIA, AnA AKWX BaKUWHW AOCTYMHI,
6e3neyHi Ta edpeKTUBHI.



JlabopaTopHe cepepoBUlle Cifi KOHTPONIOBATW TakiM YMHOM, W06
YHUKHYTW 3abpyfHeHb, TakMx AK nun abo MikpoopraHismu, Lo
YTBOPIOOTbCA B MOBITPi, Mpu BiAKPWTTI ¢nakoHiB 3 HabopiB Ta
MiKpOMnaHLWeTiB Ta Npu NpoBeAeHHi TecTy. He nigaasante XpomoreH
(TMB) gii cunbHOro CBITNa Ta yHMKalTe BibpaLii NOBepxHi cTeHay, Ae
NPOBOANTLCA BUNPOOYBaHHA.

OTpumaBly Habip, 36epiranTte noro npu Temnepatypi 2..8 °C (°C) y
XONIOAWIIbHUKY 3 KOHTPONIEM TeMMNepaTypy abo B XONOAHI KiMHaTI.

He o6MiHIONTE KOMMOHEHTU MiXK Pi3HUMK MapTiAMKW  HabopiB.
PekoMeHay€eTbCA, W06 KOMMOHEHTY MiXK IBOMa Habopamu ofHi€l napTii
He MiHANM MicuaMM.

MNepeKoHanTecs, WO peareHT! NPO30pi Ta He MICTATb BUAUMUX BaXKKNX
YaCcTMHOK abo cKynueHb. AKWO Hi, NMopeKkomeHAynTe KepiBHUKY
nabopatopii po3noyaTtyi HeO6XiaHI NpoLeaypw i3 3amiHn Habopy.
YHukawiTe nepexpecHoro 3a6pyaHeHHA Mi>K 3paskamm
CMpPOBATKW/NNasmu, BMKOPUCTOBYIOUM OfHOPa30Bi HaKOHEUYHWKM Ta
3MiHIOYM TX NICNA KOXHOro 3pa3ka. He BUKOpMCTOBYITEe OfHOPa30Bi
HaKOHEYHWKM MOBTOPHO.

YHUKaliTe ~ nepexpecHOro  3abpyAHeHHA MK  peareHTamu,
BMKOPMWCTOBYIOUN OAHOPA30Bi HAKOHEYHMKM Ta 3MiHI0UYM X MiX
BUKOPUCTAHHAM KOXHOro 3 HuX. He BMKOpUCTOBYNTE OAHOPA30Bi
HaKOHEYHWKM MOBTOPHO.

He BuKopuncTOBYIiTE Habip nicnA 3akiHYEHHA TepMiHY MPUAATHOCTI,
3a3HAYeHOro Ha 30BHILUHbOMY KOHTEWMHepi Ta BHYTPILHIX eThKeTKax
(dnakoHax). [ocnigKeHHs, MpoBefdeHe Ha BiAKPUTOMY Habopi, He
BKa3ano Ha 6yab-siKy BifiNoOBiAHY BTPATy aKTMBHOCTI 1O 6 MOBTOPHMX
BMKOPMWCTaHb NPUCTPOIO NPOTAroM 3 MicALiB.

Po3rnagaiite BCi 3pa3ku AK NOTEHUINHO iHpeKUiHI. 3 ycima 3pa3kamu
CUPOBATKM NIOAVHM CAifi NOBOAWTUCb Ha PiBHI 2 6io6e3neku, AK Le
pekomeHAye LleHTp KOHTponto 3a 3axBopioBaHHAMU, AtnaHTa, CLUA,
BignoBigHO [0 Ny6nikauin IHCTUTYTY oXxopoHu 380poB'A: «biobe3neka B
MiKpob6ionoriuHnx Ta 6iomeauuHnx nabopaTopisx», Bua. 1984 pik.
BnkopucToByBaT/ 0gHOPa30BUIA NNACTUKOBUIN NOCY[] PEKOMEHAYETbCA
ANA MPUroTyBaHHA PiAKMX KOMMOHEHTIB abo AnA nepeHeceHHA
KOMMOHEHTIB Ha aBTOMaTU30BaHi poboui Mmicus, Wob YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

Bigxoaw, wWo yTBOPMAMCH Mif 4Yac BUMKOPUCTAHHA Habopy, cnig
yTUNi3yBaTn BiANOBIAHO A0 HaUiOHaNbHUX AMPEKTUB Ta 3aKOHIB, WO
CTOCYI0TbCA NaboPaTOPHUX BiAXOLIB XiMiUHMX Ta 6iONOrYHUX PEYOBYH.
30Kpema, pigKki BiAxoaw, WO YTBOPIIOTbCA BHACNIAOK npouenypun
NPOMWBAHHS, 3aNMLLKIB KOHTPOJIIB Ta 3pa3kKiB, MOBUHHI 6T 06pobneHi
AK MOTEeHUinHO iHdeKUiNHMA MmaTepian Ta iHaKTMBOBaHI nepen
yTunisaui€to. 3anponoHoBaHi NpoLeaypu iHakTuBaLlii - e 06pobka 10%
KiHLEBOIO KOHL|EHTpaLji€lo nobyToBoro BigbinoBaya nporarom 16-18
rofivH abo iHakTuBauis Tennom aBToknasom npwu 121 °C (°C) npotarom
20 xB.

Bvnagkosi po3nvBM 3paskiB Ta Mig 4ac po6OTVM MOBWHHI 6yTK
afcopboBaHi  NanepoBUMK  PYLIHVMKAaMK, 3MOYEHUMK MOGYTOBVM
BigbinoBayem, a notim Bopoto. MoTiM PyWHWKX Ciig yTunisyBatn y
HamnexHi KOHTelHepW, Npu3HayeHi AnA nabopaTOpPHUX/NiKapHAHUX
Bigxoais.

CipuaHa KucnoTa € nopgpasHiolyot. Y pasi
NOBEPXHI0 BENIMKOIO KiNbKIiCTI0 BOAN.

IHWi Bigxoaw, WO yTBOPIOWTbCA BHACMILOK BUKOPUCTAHHA Habopy
(NMpUKnap: HaKOHEYHVKW, WO BUKOPUCTOBYIOTbCA ANA 3paskiB Ta
KOHTPONIB, BUKOPUCTaHi MiKponiaHweTn), cnig obpobnatn Ak
noTeHUiHO iHbeKUiHI Ta yTunisyBaT BiAMOBIAHO LO HaLiOHaNbHMX
[AUPEKTUB Ta 3aKOHiB, O CTOCYIOTbCA TabopaTopHUX BiXOAiB.

po3nvBy NPOMMUTK

G. 3PA3KU: NIArOTOBKA | PEKOMEHIALIT

1.

KpoB 3abupaeTbca acenTMUHO WNAXOM BEHeNyHKLUii, a nnasma abo
cMpoBaTKa rOTYIOTbCA i3 3acTOCYBaHHAM CTaHAAPTHUX METOAUK
niAroTOBKM 3pa3KiB AJisl KNiHiYHOro nabopaTopHoro aHanisy. Bnnvey Ha
npuUroTyBaHHA 3paska 3 uutpatom, EATA Ta renapvHom He
cnocrepiranochb.

3pa3ku NOBUHHI ByTK UiTKO ineHTUdIKOBaHI kKogamu abo Ha3Bamu, o6

YHUKHYTW  HemnpaBWIbHOIO T/yMauyeHHA pe3ynbTaTiB. HacTinHo
peKoMeHAYETbCA MapKyBaHHA 3i LITPUX-KOAOM Ta eNeKTPOHHe
3UNTYBaHHSA.

[emoni3oBaHi (4epPBOHiI) Ta MOMITHO rinepninemiyHi (<MoONOYHI») 3pasku
CNip  BiOKMHYTW, OCKINbKM BOHW MOXYTb MPU3BECTM [0 XWUOHUX
pe3ynbTaTis. 3pa3Ky, WO MiCTATb 3anuLIKK Gi6PUHY abo BaxKi YaCTUHKM
abo MIKpOOHi HWUTKM Ta Tina, cnifi BUKNHYTW, OCKINIbKU BOHWU MOXYTb
NpVBECTM A0 MOMUJIKOBUX Pe3ynbTaTiB.

CupoBaTKy Ta niiasmy MoXkHa 36epiratv npu + 2-8 °C (°C) y npobipkax
ONA NepBMHHOrO 360py npoTArom n'ATM AHIB nicna 36opy. He
3aMOpPOXKyINTe NepBUHHI NPobipky Ana 36opy. AnA 6inbw Tpusanoro
nepiofy 36epiraHHs 3pa3kn CMPOBATKM Ta Mia3mu, 06epeXKHO BUAHATI
3 NepBUHHOI NPOGIPKK, MOXKHa 36epirat 3amopoxeHnmmn npu -20 °C
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(°C) npuHaiMHi 12 micaui. byab-Aki 3aMopoXKeHi 3pasku He cnif
3aMOpOXKYBaTU/PO3MOPOXKYBaTU Binblue OfHOro pasy, OCKiNbKU Le
MO>e YTBOPUTY YaCTUHKW, AKi MOXYTb BINAVHYTW Ha pe3ynbTaT TecTy.

5. fKWo € YacTMHKK, ueHTprdyrysaTu npmu 2000 06/x8 (rpm) npoTtarom 20
XBUMVH abo $inbTpyBaTh 3a gonomoroto ¢inbtpis 0.2-0.8 MKM (W), o6
OUMCTUTU 3PA30K ANA TECTYBaHHS.

H. NIArOTOBKA KOMMOHEHTIB | NTONEPEAXEHHA

MikponnaHwer:

Mepepn BIAKPUTTAM KOHTeNHepa fAanTe MiKpONnaHLWeTy AOCArTU KiMHaTHOI
Temnepatypu (6nm3bKo 1 roamHn). MepekoHaiTecs, Wo ocyllyBay He Habys
TeMHO-3eNeHoro 3a6apBneHHs, Lo BKa3ye Ha AedeKT BUPOOHMLTBA.

Y ubomy BrnagKy 3atenedoHyire go cny>xom nigTpumkn kniexTis Dia.Pro.
HeBuKopuUCTaHi CMy>XKu MOTPIGHO MOKNACTV Ha3aj B aNOMIHIEBUI MaKeT,
pa3om 3 ocylyBauem, WinbHo 3akputn i 36epiratn npu + 2-8 °C (°C). Mpwn
nepLomMy BiOKPUTTI CMYXKKW, WO 3anuWMWANCh, € CTabinbHUMK, NOKM
NOKa3HMK BOJIOFOCTi BCEpeAuHi Millka 3 OCyllyBayeM He 3MiHIOE Konip 3
>KOBTOrO Ha 3eeHu.

HeratuBHuin Ta Mo3uTnBHWMIA KOHTPONI:
[OTOBMIN [O BMKOPWUCTAHHA KOMMOHEHT.
nepemilanTe Ha BOPTEKCi.

Mepen BUKOpUCTaHHAM Jo6pe

KoHueHTpat NpomuBHoro 6ydepa:

Mepen BUKOPUCTaHHAM YyBeCb BMICT KOHLIEHTPOBAHOIO PO3YMHY Chif
po36aBuT 20X 6igMCTUNIbOBAHOK BOAOK | 0bOepexHO nepemillaT
obepTaHHAM 3 fAeHUA Ha Kpuwky. Mg yac NpUroTyBaHHA YHUKanTe
NiHOYTBOPEHHS, OCKiNbKM HaABHICTb 6yNbOALLIOK MOXKe CNPUUYUHUTY NOTraHy
edeKTVBHICTb NPOMUBaHHSA.

Mpumimka: Micna po3gedeHHA NpoMusHUl po34uH cmabineHuli npomsazom 1
muxHsa npu + 2..8 °C (°C).

(MepMeHTHUI KOH'IoraT:

[oTOBMI AO BUKOPUCTaHHSA. lMepes BUKOPUCTaHHAM gobpe nepemiluaiite Ha
BOPTEKCi.

YHuKanTe 3abpyaHEeHHA PiAVHU OKUCIOBaNbHUMU XiMiKaTamu, nunom abo
Mikpobamu.

AKIWO Le KOMMOHEHT AO0BOAWTLCA NEPEeHOCUTH, BUKOPUCTOBYNTE nulue
NIacTUKOBI CTepPUIIbHI OAHOPA30Bi KOHTEHepW.

XpomoreH/Cy6cTpart:

[oTOBUI fO BUKOPUCTaHHA. Mepel BUKOPUCTaHHAM Aobpe nepemiwante Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3a6pyAHNUTY PiAVHY OKUCIIOBaIbHUMU XiMiKaTamMu,
NOBITPAHUM NMNOM abo Mikpobamm.

He nippaBsanTe CuMAbHOMY OCBITNEHHIO, OKMUCNIOBaYaM Ta KOHTaKTy 3
METaNEBUMYM MNOBEPXHAMMN.

AKWO Uen KOMMOHEHT [OBOAUTLCA MEPEeHOCUTH, BUKOPUCTOBYWTE nuLie
NNacTUKOBY, AOCTYMHY CTEPUIbHY OHOPA30BY Tapy.

PO34YMHHMK 3pa3sKa:
[OTOBMI fO BUKOPWUCTAHHA KOMMOHEHT. [lepes; BUKOPUCTAHHAM peTesibHO
nepemilanTe Ha BOPTEKCI.

CipuaHa Kuaiora:

[oToBa [0 BUKOPUCTaHHA. MNepen BUKOPUCTaHHAM fobpe nepemiwaniTe Ha
BOPTEKCi.

YBara: NMogpa3Hiotoua pevosuHa (H315, H319,

P280, P302+P352, P332+P313, P305+P351+P338, P337+P313, P362+P363).

JlezerHoa:

MonepedxysansHi H-¢ppasu:

H315 - BUK/IUKae noOpasHeHHs WKipu.

H319 - Buknukae ceplio3He noOpasHeHHA oyed.

MonepedxysansHi P-¢ppasu:

P280 - O0s2amu 3axucHi pyKkasu4ku/3axucHuli odse/3axucm ouel/3axucm
061uYYs.

P302+P352 - [1PU TTOMNMALAHHI HA LLKIPY: 3mumu 8enukoro Kinekicmio muna
ma goou.

P332+P313 - AKWo BUHUKAE NOOPA3HEHHSA WKipuU: 38epHIMbCA 3a MEOUYHOI
KOHCy1lbmaui€to/00nomozoio.

P305+P351+P338 - [1P/ [MOINALAHHI B OYI: ObepexHo npomusamu 80000
npomszom 0eKislbKox X8UsIUH. 3HIMiMb KOHMAKMHI JiH3U, AKWO 8OHU € i ye
nezko 3pobumu. [Ipodosxxylime NPOMUBAHHS.

P337+P313 - Akw0 hoOpasHeHHsA o4eli He 3HUKAE: 38ePHIMbCA 3a MeOUYHO
KOHCy1lbmaui€to/00nomozoio.



P362+P363 - 3Himimb 3a6pyOHeHuli 0052 i unepims (i020 neped NOBMOPHUM
8UKOPUCMAHHAM.

nPUNAQU TA

IHCTPYMEHTW, WO BUWKOPUCTOBYIOTbCA B

KOMBIHALII 3 HABOPOM

1.

MikponineTkn noBuHHI 6yTn BigkanibpoBaHi, W06 3abe3neunTu
NpaBUNbHUIA 06'eM, HeOOXiAHWIA ANA aHanisy, a TakoX MPOBOAUTU
perynAapHe 3He3apaxeHHA (nobytoBuin cnumpT, 10% po3uumH
Bif6inoBaya, AesiHdikyloui 3acobu MeAMYHOrO MpPU3HAYEHHA) TWX
UaCTWH, AKIi MOXYTb BUNAAKOBO NOTPANWUTK Ha 3pa3ok. Ix TakoxX cnig
perynspHo obcnyroByBaTh, LWo6 MokasaTM TOuHicTb 1% Ta
[OCTOBipHiCTb  +/-  2%. Takox cnif perynapHo MNpoOBOAMTU
[le3aKTuBaLilo po3nvBiB abo 3anKLLKiB KOMMOHEHTIB HAaboPY.
IHky6aTop IQA cnig BctaHoBUTY Ha +37 °C (°C) (monyck +/- 0.5 °C (°C)) i
perynspHo nepesipATY, Wo6 NigTPUMYBaTV NpaBUIbHY TemnepaTtypy.
[Ona iHKy6auii nigxoaaTb fK Cyxi iHKybaTopw, Tak i BOAsAHI BaHHY, 3a
YMOBW, O Npunag NigTBepaAXeHniA ans iHKy6auii TecTis IQA.

Bowep IDA € Haa3BMYaHO BaXXNMBUM ANA 3arasibHUX MOKa3HMKIB
aHanisy. Bowep noTtpibHo 3a3fanerigb peTenbHO OLiHUTY, NepeBipuTy,
Uy BHOCWTbCA MOTPIGHMI 06'eM BUAaYi, Ta pPerynapHo nopasBaTu Ha
TexHiyHe 06CnyroByBaHHA BiANOBIAHO A0 IHCTPYKLiN BUPOGHMKa LLOAO
BUKOPWCTaHHA. 30KpeMa, NicnA 3aKiHYeHHA WOAEHHOro HaBaHTaXeHHsA
BOLWIEP CNif peTenbHO OuMLATK Bif conel AeioHi30BaHOK BOAOIO.
MNepen BUMKOPUCTAHHAM Bolwep CNifg  iHTEHCMBHO MpariMyBaTu
po3seaeHUM MpomMnBHMM Po3unHom.

Mpunap cnig WOTWXKHA MOAaBaTW Ha [e3aKTuBauilo 3rigHO 3 1Ooro
KepiBHMLUTBOM (NponoHyeTbca ae3aktuaaia 0.1 M (M) NaOH).

5 UmKniB npoMuBaHHA (acnipauis + fosysaHHA 350 Mkn/nyHky (p/well)
NPOMMBHOIO PO3UmMHY + 20 CeKyHf 3aMouyBaHHA = 1 LK) AOCTaTHbO
ana 3abe3neyeHHA aHanisy i3 3aABNEHUMMN XapaKTepucTUKamu. AKLO
3amMOYyBaHHA HEMOXMBO, AOAANTE LLe OfWH LMK MPOMUBAHHS.
HenpaBunbHWI LMKN MNPOMMBaHHA abo Trofku, 3abuti cinno, €
OCHOBHOIO MPUNYNHOIO MOMUISTKOBO MO3UTUBHYKX PeaKLin.

Yac iHkybaLii mae gonyck +/- 5%.

3ynTyBau mikponnaHwertis IOA noBuHeH 6yTn obnagHaHW GinbTpom
3untyBaHHA 450 HM (nm) Ta Apyrum ¢inbTpom 620-630 HM (nm),
060B'A3KOBUM AnA GnaHkyBaHHA. Moro ctaHmapTHi XapakTepucTuku
NOBUHHI 6yTW (a) nponyckHa 3gaTHicTb < 10 HM (nm); (b) gianasoH
nornvHaxHsA Big 0 fo > 2.0; () niHinHicTb fo > 2.0; (d) noBTOptoBaHICTb
> 1%. bnaHKyBaHHA MPOBOAWUTBLCA Ha NYHUi, BU3HauYeHin y po3dini
«Mpouenypa aHanizy». ONTMYHY cucCTemy 3uuMTyBaya MOTPIGHO
perynspHo KanibpyBaTu, Wo6 3a6e3neunt npaBusibHe BMIPIOBAHHSA
onTuuHoi winbHocri. fi cnig perynapHo migTpumysaTy BiANOBIAHO A0
iHCTPYKUi BUPOOHUKa.

Mpu BUKOPUCTaHHI aBTOMaTK30BaHOT poboyoi cTaHuii IOA BCi KpUTHYHI
KPOKU (BHeCeHHs, iHKyballia, NPOMMBaHHA, 34MTyBaHHA, OBpPOO6Ka
[aHUX) MOBWMHHI 6yTM peTeNbHO BCTaHOBJEHi, BiAKanibpoBaHi,
KOHTPONIbOBaHI Ta perynspHo o6cnyroByBaTUcA, LWO6 Bignosigatu
3HaYeHHAM, HaBefleHUM Yy po34ini «BHYTPILWHIN KOHTPONMb AKOCTI».
MpoTokon aHani3y NoBMHeH 6yTN BCTaHOBNEHWIN B OMNepaLifiHii cuctemi
NPUCTPOIO Ta NepeBipeHnn AK ANA BOLWepPa, Tak i Ana 3untysayva. Kpim
TOrO, YacTvHa CTaHUiil Ana o6pobKuM piavHM (go3yBaHHA Ta
NPOMMBAHHA) NOBUHHa ByTW nepesipeHa Ta NPaBUIbHO BCTAHOBMNEHa,
NpyAInAYM 0cobnuBy yBary, Wo6 YHUKHYTU NepeHeCceHHs rofkamu,
O BUKOPUCTOBYIOTbCA ANA BUAaui 3pa3KiB Ta NpomuBaHHA. Edekt
nepeHeceHHs MOBMHEH OyT! BUBYEHWI | KOHTPONbOBaHWA, LWO6
MiHimi3yBaTn MOXJIBICTb 3a6pyHeHHsA CycCifHix JTYHOK.
PekoMeHay€eTbCA BMKOPMCTOBYBATU aBTOMATM30BaHi poboui cTaHuil
IDA, Konu KinbKicTb JOCNiAXKYBaHUX 3pa3KiB nepesuLuye 20-30 ofguHMLb
3a npobir.

Cnyx6a nigTpumku  KnientiB  Dia.Pro  nponoHye  nigTpumky
KOpUCTyBayeBi B HanawTyBaHHi Ta nepesipui npwnagis, wWo
BMKOPWCTOBYIOTbCA B MOEAHAHHI 3 HABOPOM, 3 MeTol 3abe3neyeHHs
BiANOBIAHOCTI OoNUCaHUM BMMOram. TakoX Hapa€eTbcA MigTPUMKa AnA
BCTAHOBJIEHHA HOBUX iHCTPYMEHTIB, AKi 6yAyTb BUKOPWCTOBYBATUCA 3
Habopom.

L. KOHTPOJ1b TA MAHINYAALYI A0 NPOBEAEHHA AHANI3Y

1.

MepeBipTe TepMiH NPUJATHOCTI HAGOPY, HAAPYKOBAHUIA Ha 30BHILLHIl
eTUKeTUi KOpOobOKM 3 Habopom. He BMKOPWCTOBYBATH, AKLIO TEPMIH
NPVAATHOCTI MUHYB.

MepeKoHaWTeCh, WO PifKi KOMMOHEHTY He 3a6pyAHEH] YaCTUHKaMM abo
CKYMUYeHHAMY, BUAUMUMU HEO3OPOEHNM OKOM.

MepekoHanTteca, wo XpomoreH (TMB) 6e36apBHuii abo 6nigo-
6NaKNTHWIA, acMipyrOUm NOro HEBENMKUIA 06'EM CTEPUIIBHOI MPO30POI0
NNacTMKOBOIO NINETKOL0.

MNepeKoHanTecs, WO NpW TPaHCMOPTYBaHHI He CTanocA MOSIOMOK i He
NpoNnNTO  PIANHN  BCepefuHi KOPOOKM (OCHOBHWI KOHTEWHep).

Mepexknaday TemaHa 3eneHcbKa

10.
11.

MNepekoHanTech, WO antoMiHIEBUA MILIOK, WO MICTUTb MiKpOMaHLeT,
He NPOOBUTWI | HE NOLKOZKEHNIA.

Po3sepitTb Becb BMIcT 20X KoHueHTpaTy [MpommsHOro Po3umHy, AK
onncaHo BuLe.

[avite BCiM iHWMM KOMMOHEHTaM [OCArTM KiMHaTHOI TemnepaTypwu
(6nm3bKO 1 roaunHM), a NOTIM 0bepeXHO NepemillaiiTe Ha BOPTEKCi BCi
pioki peareHTn.

BcraHoBiTb iHKy6aTop IOA Ha +37 °C (°C) i nmigroTynTte Bowep IDA,
npanmy4n Noro po3sefeHnM NPOMUBHUM PO3YMHOM, BiAMOBIAHO A0
iHCTPYKUin BUPOOHMKA. BcTaHOBITH NpaBUNbHY KiNbKiCTb  UMKIIB
NPOMUBKW, IK MOBIAOMNAETbCA B KOHKPETHOMY po3gini.

YBiMKHITb 3unTyBau |IOA npuHaimHi 3a 20 XxBUAMH A0 onepauii
3UNTYBaHHA.

AKLLO BU BUKOPUCTOBYETE aBTOMaTM30BaHy pobouy CTaHLito, yBIMKHITb
i, nepeBipTe HanawTyBaHHA Ta OOOB'A3KOBO BMKOPUCTOBYITE
nNpaBuIbHUI NPOTOKON aHanisy.

MepeKoHanTecs, Wo MiKponineTKn BCTaHOBNEHI Ha HEOOXiaHWIA 06'eM.

MepeBipTe, un BCe iHWe o6nagHaHHA AOCTyNHe Ta roToBe A0
BUKOPVCTaHHA.

Y pasi npobnem He NPOLOBXyWTe Nofanblie TECTYBaHHA Ta NOBiAOMTe
KepiBHUKY.

M. MPOLIEAYPA AHANI3Y
AHani3 noBMHeH NPOBOAWUTMCA BiANOBIAHO [O TOro, WO MOBIAOMAETLCA
HIKUE, 3 06epEXHICTIO, L6 NiTPYMYBaTV OfHAKOBMIA Yac iHKy6aLjii AnsA BCix
3paskKiB Mif Yac TecTyBaHHA.

4.

Baxxnuee 3ayedaeHHA:

Po3senitb 3pa3km 1:101 y npaBuibHO MO3HaueHin npobipui ana
po3BeaeHHs (Mpuknag: 1000 mkn (ul) Po3umHHMKa 3paska + 10 mkn (ul)
3pas3ka). He posbaBnante KoHTponi, OCKifbKA BOHW rOTOBi [0
BMKOPUCTaHHA. PeTenbHO nepemilwante BCi pigKki KOMMOHEHTM Ha
BOPTEKCi, a NOTIM JilTe, AK ONNUCAHO HUXKYeE.

MoMmicTiTb HeobXiaHY KiNbKiCTb MIKPONYHOK Y TpUMay MiKPOMYHOK.
3anuwTe nyHKy A1 NOPOXHbOIO AnA onepaLuii 61aHKyBaHHSA.

BHecitb 100 mkn (ul) HeraTvBHOro KoHTponio B TpbOX NpUMipHMKaX i
100 mkn (pl) NosutuBHOro KoHTponio B ogHOMY MpUMIpHUKY. MMoTim
BHeciTb 100 mkn (pl) po3BegeHMX 3pasKiB y KOXHY MpaBMSIbHO
ileHTndiKoBaHy NYHKy.

IHKyOyInTe MiKponnaHLeT NpoTArom 45 xBunuH npum + 37 °C (°C).
K/elKoro

CMyXKU NOBUHHI 6ymu  3ak/neeHi

YWiNbHIBAIBHOK hON1620I0, WO NOCMAYAEMbCA 3 HA6OPOM, SuWe Moo, Kou
mecm nposodumsca 8pyyHy. He Hakpusealime cMyXKu, 8UKOPUCMOBYIOYU
asmomamuyHi npunaou IQA.

5.

6.

MpomuiiTe MikponnaHLWeT 3 BUKOPUCTAHHAM aBTOMaTUYHOrO BOLLepa,
AK ONMcaHo paHiwe (po3gin 1.3).

Minetyite 100 Mkn (ul) DepmeHTHOro KoH'loraTy B KOXHY NyHKY, OKpiM
nyHkn A1 i 3akpuinte nniskoto. [NepeBipTe, UM UEN KOMMOHEHT
YepBOHOrO KONbOPY OYB NOAAHWI Y BCi NYHKN.

Baxxnuea npumimka: byobme obepexHi, Wob He MopKamuca naacmukosor
8HYMPIWHbOI NOBEPXHI JIYHKU HAKOHEYHUKOM, HanosHeHUm (QepmeHmHuUmM
KOH'lozamom. Moxe 8i06ymucs 3a6pyOHeHHs.

7.
8.
9.

IHKyOyinTe MiKponnaHLeT NpoTArom 45 xsunuH npu +37 °C (°C).
MpomuiiTe MiKpONyHKK, AK y Kpoui 5.

Y KOXHYy NyHKY BHeciTb ninetkolo 100 wmkn ()  cymiwi
XpomoreH/CybcTpart. MoTim iHKyOyrTe MikponiaHwWweT npw KiMHaTHil
Temneparypi (18-24 °C (°C)) B TeMHOTi NpOTArom 15 XBUANH.

Baxknuee 3ayeaxkeHHA: He niddasalime cunbHOMy NpamMoMy OC8IMIIeHHIO.
Moxnuso, 6yoe cmeopeHo 8ucokuli (hoH.

10.

MinetyiTte 100 Mkn (pl) CipyaHoi KNCNOTK Y BCi lYHKY, WOG 3ynuHUTA
depMeHTaTUBHY  peakuilo. [logaBaHHA  KUCIOTM  MepeTBOPUTbL
NO3UTUBHUI KOHTPOMb Ta MO3UTMBHI 3pa3ku 3 61aKUTHOTO KOSTbOPY Ha
XOBTUN.

BumipAiTe iHTEHCUBHICTb 3abapBneHHA PO3YMHY B KOXHIiil NyHLi, AK
onucaHo B po3gini |5, BukopuctoBytoun 450 HM (nm) inbTp
(3untyBaHHA) Ta 620-630 HM (nm) inbTp (BigHIMaHHA  QOHY,
o060B's13KOBE).

Baxknuei 3azaneHi 3ayeax<eHHs:

1.

lMepekoHatimecs, W0 HA HUXHIU YacmuHi MiKpOJTYHOK HeMde 8i0bumkie
nanvyie  neped  3yumysaHHaMm. Lle  moxe npuzgecmu 00
XUGHONO3UMUBHUX pe3y/lbmamis npu 34umyeaHi.



2. 34umysdaHHA NOBUHHO nposodumuca 8idpasy nicia 0odasaHHAa Cmon-
PpO34UHy, i 8 6yOb-AKOoMY pasi He doswie, Hix Yepe3 20 X8UUH nic/A (io2o
000asaHHA. Moxe cmamuca Oefike CAMOOKUC/IEHHA XpOMOzeHy, WO
npu38o0UMsb 00 BUCOKO20 (POHY.

N. CXEMA AHANI3Y

PO3/MBaHHA MO3UTUBHYX 3pa3kiB abo
dbepMeHTHOro KoH'loraty;

5. ummikponineTkn He 3abpyfHeHi
NO3UTUBHUMU 3pa3kamm abo GepmMeHTHUM
KOH'loraTom;

6. UM rofKuM Bollepa He 6ynu 3abnokoBaHi abo

Hwuxue HaBefieHO npunKnag cxeMm BHeCEHHA:

MikponnaHuwer

1 2 3[4 |5|6|7|8]9]10]|Mn 12
A | BLK S4
B NC S5
C NC S6
D NC S7
E PC S8
F S1 S9
G S2 S10
H S3 S

JlereHpa: BLK = BbnaHk NC = HeratusHuin KoHTponb PC = [o3uTuBHUN
KoHTponb S = 3pasok

0. BHYTPILUHIA KOHTPOJIb AKOCTI

MepeBipka Banigauii NPOBOAWNTBCA Ha KOHTPONAX KOXHOrO pasy, Konu
BMKOPWCTOBYETbCA Habip, W06 nepeBipuTy, UM pe3ynbTaTv aHanisy €
BigNoBiAHUMMW.

lMepeKoHaWTeCh, WO AOCATHYTO HACTYMHWX pPe3ynbTaTis:

Mapametp Bumorn
bnaHk-nyHka < 0.050 cepegHboro 3HauyeHHa OD450 Hm (nm)
HeratusHumn < 0.200 cepepHboro 3HayeHHa OD450 Hm (nm) nicna
KoHTposib (NC) 6/1aHKYBaHHs
[Mo3uTnBHUI >0.750 cepepHboro 3HayeHHa OD450 HM (nm) nicna
KOHTposnb (PC) 6naHKyBaHHsA

flKWwo pe3ynbTaT TecTy BifNOBIfAlOTb BMMOraMm, 3asHauyeHVM BuLe,
nepewaiTb 40 HAaCTYMHOro PO3Ainy.
AKLO LibOro He CTanocA, He NPOAOBXYWTE Aani i BUKOHaNTe TaKi nepesipKu:

Mpo6nema MepeBipntn

um po3urH XpomoreH/Cy6cTpat He OyB
3abpyAHeHWI Nig yac aHanisy

BnaHK-nyHka 1.
> 0.050 cepegHboro
3HauyeHHA OD450

HM (nm)

HeratuBHuin 1. umunpoueaypa NPOMMBaHHA Ta
KOHTpOnb HanalTyBaHHA BoLlepa NiaTBepAXeHi B
> 0.200 3HauyeHHA pamKax nonepeaHboro KaanidbikaliiHoro
0OD450 Hm (nm) DOCNIIKEHHS;

Yn BUKOPUCTOBYETHCA BifNOBIAHWNIA
MUIOUMI PO3YMH, @ Mepef BUKOPUCTaHHAM
BoLep ByB HAM NpaiMoBaHWiA;

3. umBnpouenypi aHanisy He 6yno gonyLieHo
NMOMMSIKK (BHECEHHA NO3UTUBHOTO
KOHTPOJII0 3aMiCTb HEraTMBHOrO);

4. unHe Bipbynocb 3a6pyaHeHHA

HeraTMBHOro KOHTpPOJIO abo NYHOK, fie

nicnA 6naHkyBaHHA | 2.

po3nogin 6yB 3aiNCHEHUIA, Yepe3

Mepexknaday TemaHa 3eneHcbKa

Metop Onepauii YaCTKOBO MEPEKPUTI.
3pa3ku po3segeHi 1:101 100 wh Mo3uTnBHUMIA 1. umnpouenypa byna npaBunbHO BUKOHaHa;
Ta KoHTponi MK KOHTpOnb 2. uMnig Yac BHeCeHHA KOHTPOJIO He cTanaca
1-a iHKy6auia 45 XBUNNH 0D450 HM (nm) < nomwmnka (BHeCEHHA HeENpPaBUIIbHOrO
Temnepatypa +37°C (°C) 0.750 KOHTPONIO);
Kpok npomuiBaHHs 5 LMKNiB i3 20 XB. 3aMOYyBaHHsA 3. unnpolefypa NPOMUBaHHA Ta
ABO HanawTyBaHHA BOLIepa NiATBEPAXEHI B

6 UMKNIB 6€3 3aMOUYBaHHs nonepeaHbomy KeanidikaLinHomy
DepMeHTHI KoH'toraT 100 mxn (l) AOCTIIKEHHL; )
2-a inky6aujis 45 XBANVH 4. 4u He Bif6YNOCA 30BHILLHBOTrO
Temnepatypa +37°C (0 3abpyAHEHHA KOHTPOSIO.
Kpok npomusaHHA 5 umKnis i3 20 XB. 3aMOYyBaHHA . . .

ABO AIKWO BMHUKNA fKacb i3 BuMLE3a3HayYeHVX npobnem nicna nepesipky,

6 LyAKNiB 6e3 3aMOUYBaHHS nosifomTe Npo Lo Npobnemy KepiBHUKY Ans noganblimx gin.

TMB/H.0- 100 mkn (ul) .
" " Baxxnuea npumimka:
3-A iHKy6auia 15 XBUNUH R . -
- AHani3 cnio nposoduMu, BUKOHYIHU KPOK 34UMY8AHHSA, onucaHuli y po3dini M,

Temnepatypa KiMHaTHa nykm 11.
CipyaHa Kucnota 100 mkn (ul)
3umntysaHHa Ol 450 Hm (nm)/620-630 Hm (nm) P. PE3V/IbTATU

PesynbTati BMNpobyBaHb PO3PaxoBYKOTbCA 3a AOMOMOrOK CepeaHboro
3HayeHHA OD 450 Hm (nm)/620-630 Hm (nm) HeratusHoro KoHtponto (NC) Ta
MaTEMATUYHOTrO  PO3paxyHKy, LWo6 BU3HAUUTK HacTynHy dopmyny
rPaHNYHOrO 3HAYEHHA:

Cut-off = NC + 0.250

3HauyeHHA, 3HageHe ANA TecTy, BUKOPWUCTOBYETbCA ANA iHTepnpeTauii
pe3ynbTaTiB, Ik ONMCaHO B HAaCcTyNHoMy naparpadi.

Baxknuee 3aysaxkeHHs: Kosu obyucsieHHs pe3ynemamie 30ilCHIOEMbCA 3a
00NOMO02010 ONEPAMUBHOT CUCMeMU asmomMamu3o8dHol poboyoi cmaruii IOA,
nepekoHatimecs, Wo 08 064UCTeHHA 8euduHu cut-off ma ompumaHHs
npasusbHUX iHMepnpemauil pesysibmamie 8UKOPUCMOBYEMbCA NPABUIbHA

¢opmyna.

Q. IHTEPMPETAL|IA PE3YJIbTATIB

PesynbTaTyt BUNpOOYBaHb iIHTEPNPETYOTHCA AK CMiBBIAHOLWEHHA 3HaYeHHs
OD 450 HM (nm)/620-630 HM (nm) 3pa3ka Ta 3HaueHHa Cut-off (a6o S/Co),
3rifjHO 3 HacTynHolo Tabnuueto:

S/Co IHTepnpertauis

<0.8 HeratnsHui
0.8-1.1 CyMHiBHWI

>1.1 MNo3nTneHun

HeraTtmBHui pesynbTaT CBifuMTb NpO Te, WO Y NalieHTa HOpMmanbHe
3HaueHHA aHTuTIN ANA.

Byab-Akoro naui€HTa, AKMIA NOKa3ye HeOAHO3HAYHWN pe3ynbTaT, Cif
NOBTOPHO MepeBipuUTK, AOCNIAMBLUN APYrUA 3Pa3oK, B3ATUIA y NauieHTa 3
iHwWoro 3a6opy.

Mo3nTuBHMIA pe3ynbTaT CBIAUNTL NPO NiABULLEHNI piBeHb aHTuTIn ANA. Y
LbOMy BMWMaAKy MauieHTy Cnif BMKOHATW crieyndiuHi TecTn, AKi MOXYTb
BKasaTw, AKi came cneumndiyHi aHTuTina ANA nigsuLyeHi.

Huxxue HaBepeHO NpurKnag po3paxyHKy (AaHi, OTpMMaHi AK eTan yYnTaHHA,
onucaHuiny posgini M, nyHkr 11).

Baxxnuea npumimka: He cnid sukopucmosysamu HaseOeHi Huxuve OdaHi
3amicme peanbHUX Yugp, OmpUMAHUX Kopucmyesadem.

HezamueHuti KoHmpone: 0.050-0.070-0.060 OD 450 Hm (nm)
CepedHe 3HaYeHHs: 0.060 OD 450 Hm (nm)

MeHwe 0.200 - [putiHamo

lMo3umusHut KOHMpPonb: 2.350 0D 450 Hm (nm)

Buwe Hix 0.750 - [putiHamo

Cut-Off=0.060 + 0.250=0.310

3pasok 1: 0.070 OD 450 Hm (nm)

3pasok 2: 1.690 OD 450 Hm (nm)

3pa3zok 15/Co < 0.8 = HezcamugHut
3pasok 2 5/Co > 1.1 = nosumusHuti



Bax<nuei npumimku:

1. OOHux pe3ysbmamig ybozo mecmy HeOOCMAMHbLO O/ 8CMAHOB/EHHA
4imkozo 0iazHo3y aymoimyHHO20 3ax80pto8aHHA. HeobxioHo nposecmu
iHWi diaeHocMuy4Hi mecmu, 0cobs1UBO KiflbKicCHe 8U3HAYEHHS OKpeMux
aHmumin. Kapmuna pi3Hux Kom6iHayiti aHmumin ma ix KoHyeHmpauis
pasoMm i3 302a716HOI0 KAIHIYHOW KApMUHOK nAyieHma € KopucHUMU
0iaeHOCMUYHUMU  [HCMpYMeHmamu  npu  OUiHUi  peemMamoioHux
aymoimyHHUX 3aX80pIO8AHb.

2. IHmepnpemayis pe3ynemamie no8UHHA 30ilicHIOBAMUCA Ni0 HA2IA00M
8i0n08idaLHO20 Nabopamopil, Wob 3MeHWUMU Pu3uK NOMUIOK ma
HenpagusIbHo20 MJyMAaqeHHs.

3. Konu pesynemamu sunpobysaHb nepedaromsca 3 nabopamopii 0o
iHWOo20 8i00ineHHs, cid 38epHymMu y8aey, Wob yHUKHYmMU NOMUJIKO8OI
nepedayi 0aHuXx.

R. POBOYI XAPAKTEPUCTUKU
OUiHKY NPOAYKTUBHOCTI NPOBOAWIN Ha MaHeNAX NO3UTUBHUX i HEraTUBHUX
3paskKiB 3 NOCUNaHHAM Ha pedepeHCcHMIA Habip 3 MapKyBaHHAM CE.

1. Mexa BUABNEHHA

€sponeicbke CNiBTOBapUCTBO A0CI HE BU3HAUMIO XOAHOIO MiXKHapOLHOIo
cTaHpapTy.

3a oro BifCyTHOCTI BM3HaueHo BHyTpiwHil 3onotuin CraHgapt (abo IGS),
OTPUMaHUI 3 NNa3Mu NIOAUHW, AKa MiCTUTb YCi BiCIM ayTOaHTUTIN i3 BUCOKOIO
KOHLeHTpali€lo, Wo6 3abe3neymtn MOCTiHY Ta BUCOKY YYTAMBICTb
npucTpoto.

Mexa BuABNEHHA po3paxoBaHa Ak cepefHE 3HayeHHA OD 450 Hm (nm)/620-
630 HM (nm) nyHKK A1 HeratuHoro KoHtponto + 5 SD.

Y Tabnuui HwKue HaBefeHi cepepHi 3HaveHHA OD 450 HM (nNm)/620-630 HM
(nm) anAa yboro cTaHAaPTY NPW PO3BefEHHiI, @ NOTIM JOCNIAXKEHHI B aHani3i.

3Ha BHympi 0203 220 Cmaxdapmy (IGS) OD 450 um
(nm)/620-630 Hm (nm):
e JloT P1 JloT P2
1GS OD 450 Hm (nm)/620- OD 450 Hm (nm)/620-
630 HM (nm) 630 HM (nm)
1:100 2.838 2.797
2X 1.695 1.876
4X 1.018 1.109
8X 0.483 0.502
16X 0.301 0.361
SD 0.010 0.008

2. fliarHocTnyHa Yytnmeictb Ta CneundivHictb

[liarHocTnyHa uyTnuBicTb Gyna nepeBipeHa B  JocnigkeHHi OuiHKK
EdeKTMBHOCTI Ha NaHenax 3paskis, AKi Oynn KnacudikoBaHi AK NMO3UTUBHI
pedepeHc-Habopom i3 mapkyBaHHAM CE.

[iarHOCTUYHY WYTAMBICTb AOCNIMKYBaNM Ha LWoOHaMeHwe 50 3paskax,
NO3UTUBHUX 3 pedepeHCHUM Habopom. Mo3uTuBHI 3paskm Bynu 3ibpaHi y
Navui€eHTIB i3 KNiHIYHOO iCTOpPIEID ayTOIMYHHOIO 3aXBOPIOBAHHA.

[iarHocTnuHy cneumn@ivyHicTb BM3HauanM Ha MaHenax LWoHavmeHwe 50
HeraTMBHYX 3pa3KiB Bif HOpPMarnbHWX OCi6 | JOHOPIB KPOBI, KnacudpikoBaHmx
AK HeraTvBHi 3a ONOMOroio pedpepeHCHOro Habopy, BKOUaloum 3pasky, Wo
NoTeHUiHO iHTepdepyIoTb.

[inA BM3HaueHHA cneundiuHOCTi BUKOPUCTOBYBaNN AK Nia3my, OTpUMaHy 3a
[OMOMOrol0 Pi3HUX CTaHAAPTHWX MeToAiB nigrotoBku (umTpat, EATA Ta
renapuH), Tak i cupoBaTku. YKOAHOT MOMUNKOBOI peakTUBHOCTI Yepes meTof
NiaroToBKM 3pasKa He cnocTepiranoca.

3aMOpOXeHi 3pa3ku TakoX Oynu aHanizoBaHi, WO6 nepeBipuTH, umn
3aMOpPOXYBaHHA 3pa3kiB iHTepdepye 3 BMKOHaHHAM TecTy. Ha umctmx
3pasKax i 3pa3kax 6e3 YaCcTMHOK HifKMX iHTepdepeHL i He cnocTepiranocs.
MNepexpecHOi peakLuii He cnocTepiranocs.

OuiHka EdbeKTUBHOCTI Halana Taki 3HaYeHHs:

298 %
=98 %

Yy1numeictb
CneuyndiuHictb

3. TouHicTb

HeraTmBHWI Ta NO3UTUBHWI KOHTPOSIb BMKOPWCTOBYBaNW ANA NepeBipKn
LibOro NnapameTpa LIAXOM TeCTyBaHHA 12 NOBTOPEHb OAHOTO 3pa3ka Ha BOX
naptiax npopykty. 3HayeHHAa CV%, oTpumaHi B LbOMY AOCHIAMKEHHI,
cTaHoBUNM 4-20% 3anexHo Big 3HaveHb OD 450 HM (nm)/620-630 HM (nm).
OTprMaHa BapiabenbHicTb He Mpu3Bena A0 HemnpaBWIIbHOI Knacudikauii
3paskiB..

Mepexknaday TemaHa 3eneHcbKa

S. OBMEXEHHA

BakTepianbHe 3abpyagHeHHsa abo TemnnoBa iHaKTMBaLiA 3pa3ka MoXe
BMIVHYTW Ha 3HAY€HHA MOTIMHAHHA 3Pa3kKiB 3 MOAANbLLOK 3MIHOK PiBHA
aHanity.

3aMOpOXKeHi 3pasKky, WO MICTATb YacTUHKM GibpuHY abo arperatu nicns
BiiTaBaHHA, MOXKyTb faBaTu AeAKi NOMUIKOBI pe3ynbTaTu.

Llen TecT nipgxoautb nuwe ANA TeCTyBaHHA OKpeMuXx 3paskiB, a He
06’eaHaHMX.

[liarHo3 ayToiMyHHOro 3axBOpPIOBaHHA He CNif BCTAaHOBJIOBATM Ha OCHOBI
OfHOrO pe3ynbTaTy TecTy. HeoOXigHO BpaxoByBaTW KIiHIYHWI aHamHe3
nawi€HTa, MOro CMMNTOMaTKKY, @ TAKOX iHLUi AiarHOCTUYHI AaHi.

lomMunKoBa NO3UTMBHICTb OLHIOETbCA AK MeHLe HiX 2% Bif HOpManbHOI
nonynAujii.
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Bca npopaykuis IVD, BupobneHa KoMnaHieto, nepebyBae nif KOHTponem
cepTudikoBaHoi Crctemn ynpasniHHA AKicTIo BignosigHo fo npaswna EN
I1SO 13485. KoxkHa napTia NifaaeTbCA KOHTPOIO AKOCTI Ta BUMYCKAETbCA
Ha PVHOK JlniLLe 33 YMOBM, LLIO BOHa BifiNoBifa€ TeXHiYHUM crieyndikaiam
€C Ta KpUtepiaMm NPUNHATHOCTI.
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