HABIP ANA BU3BHAYEHHA IgG
A0 BIPYCY KOPY

Measles virus IgG

Kam. N: MEAG.CE Jama sunycky incmpykuii: 2020/01

Bepcis: 3

OcHoB0I0 npu nposedeHHi aHanizy € opuziHan iHcmpykyii
aHenilicbkolo Mosoto, 8k1adeHoi 8 Habip. Homep i dama
sepcii _opuziHany ma nepeknaoy iHCMPYKUii NO8UHHI
chignhadamu.

ImyHopepmeHmuuii aHanis (IOA) 0na HanieKinbKicHo20 8USHAYEHHA
anmumin IgG 0o 8ipycy Kopy e cupoeamuyi ma nnasmi n1l00uHU

- MinbKu 018 0iaeHOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A.MPU3HAYEHHA

ImyHOdepmeHTHUIA aHani3 (IDA) ana HaniBKiNbKICHOro BU3HAYeHHA aHTUTIN
1gG po Bipycy Kopy B nna3mi Ta cuposartui nloguHn. NpoayKT npusHayeHnin
37e6inbLworo AnA NoAaNbLUOI BakLUMHaLii MpoTU Bipycy KOpPY, a TaKOX MOXe
6yTN KOPUCHUM A1 CNOCTEPEXKEHHA 3a iHpiKoBaHUMMN ocobamu.

TinbKn gna giarHOCTUKM in vitro.

B.BCTYN

Kip, TakoX BijOMUI AK KpacHyXa, € 3axBOPIOBAHHAM, fKe BUK/IMKaHe
Bipycom, 30Kpema napamikcosipycom pogy Morbillivirus.

Kip nepepaetbca uepes anxaHHa i fyxe 3apasHuin. 90% ntogein 6e3 imyHitety,
AKi KMBYTb pasom i3 iHpikoBaHOW ntofgMHO, nigxonnaTtb ii. Mpu BCix
nigo3pax Ha Kip cnig BXMBaTW 3axofiB 6e3nekun, NOB'A3aHUX i3 nosimpaHoO-
KpanenbHUM WJ/TAXOM.

IHKy6aLiiHMin nepiof 3a3Buyait TpMBa€ 4-12 [HIB, NPOTArOM AKUX HEMAE
HIAKUX CUMNTOMIB. IH}IKOBaHI Nioan 3annllaloTbCA 3apasHUMKU Bifg NOABU
nepLuImnx CUMNTOMIB A0 3-5 AHiB NicnAa NOABM BUCKNY.

Mpr6nn3Ho 3a octaHHi 150 pokiB Bif KOPY 3arMHyno 6ansbko 200 MinbNoHIB
nofen y BCbOMy CBITi. 3anpoBafkeHHA BaKUMHaLii NPOTN KOPY AOKOPIHHO
3HU3MNO 3aXBOPIOBAHICTb AiTeN Ta NOB'A3aHMX i3 HUMW JOPOCNX.

B octaHHi poku BnpoBagkeHHsA |DA-HabopiB [O3BOAUIO BU3HAUMTY
edeKTVBHICTb BaKuMHauii Ta iMyHomnoriyHoi Bignosifgi Ha Hei, Wo cTano
BaXNBUM iHCTPYMEHTOM ANA i NOJaNbLIOro CNOCTEPEXEeHHA.

C. MPUHLUUN TECTY

MikponnaHLweTV NOKPUTI HATUBHUMM aHTUreHaMK BipyCy KOPY, OTPUMaHUMM
3 KyNbTYpW TKaHVH BipYNIEHTHOTO LTamy.

MNig vac 1-iiHKky6auii TBepay a3y 0bpobnaoTb po3BeaeHUMY 3pa3kamy, i IgG
NPOTK BipyCy KOPY 3aXONNI0I0TbCA aHTUreHaMm, AKLLO BOHU MPUCYTHI.

MicnA BUMMBaHHA BCiX iHWMX KOMMNOHEHTIB 3pa3Ka, Y 2-1 iHKybaLlii 3B'A3aHi
aHTUBIPYCHI IgG [0 Bipycy KOpy BUABNAIOTLCA LWIAXOM AOAABAHHA aHTUTINA
1o hlgG, miyeHoro nepokcugasoto (HRP).

DepmeHT, 3axonneHuit Ha TBepai ¢pasi, Aitoun Ha cymill cybcTpaT/XpoMOoreH,
reHepye ONTUYHWUI CUTHAN, AKUA NPONOPLINHNIA KinbKOCTi aHTUTIN IgG npoTun
BipyCy KOpy, NPUCYTHIX y 3pasKy.

Takum unHom, IgG y 3pa3Ky MoXHa HaniBKinbkicHo B3Hauuty B arbU/mn 3a
Zlonomoroto 1noro 3HauyeHHs S/Co Ta KanibpyBanbHOI KPMBOI.

D. KOMMOHEHTU
Ko»eH Habip MiCTUTb BOCTaTHbO peareHTiB ANnA NpoBeeHHA 96 TecTiB.

1. MikponnaHwet MICROPLATE
12 CMYXOK X 8 PpO3PMBHMX JIYHOK, MOKPUTMX cneundiyHumm
aHTMreHamu Bipycy Kopy. lMnaHwweT 3anakoBaHi B MakeT 3 OCyLlyBayem.
MNepep BIAKPUTTAM panTe MIKpOMMaHLWETY Harpituca A0 KiMHaTHOI
TemnepaTypu; MOBTOPHO 3aKpUINTe HEBUKOPUCTaHI CMyXKW B MakeTi 3
ocyuyBayem i 36epirarnte npu 4°C (°C).

2. HeratuBHwuit KoHTpOnb: CONTROL -
1x4.0 mn/dnakoH (ml/vial). FoToBMIN fO BUKOpUCTaHHA. KogoBaHui
XKOBTUM KOSIbOpOM. MicTUTb po3BefeHy CUPOBATKY NIIOAUHM, HEFaTUBHY
Ha IgG npoTwu Bipycy Kopy, 2% KkaseiHy, 10 MM (mM) Na-unTpaTHuit
6ydep pH 6.0 +/-0.1, 0,1% TB.iH 20, 0.09% Na-a3ug i 0.045% ProClin 300
B AKOCTi KOHCEPBAHTIB.

3. Mo3utuBHMII KOHTponb: CONTROL +
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1x4.0 mn/dnakoH (ml/vial). ToToBMIN A0 BUKOpUCTaHHA. KopyBaHHs
3e/leHM  KonbopoMm. MicTiTb po3BefieHy CUPOBATKY JIIOAWHW,
no3nTneHy Ha IgG npotu Bipycy Kopy, 2% KaseiHy, 10 MM (mM) Na-
umTpatHUn 6ydep pH 6.0 +/-0.1, 0.1% TgiH 20, 0.09% Na-a3ug i 0.045%
ProClin 300 saK KOHCepBaHTL.

4. KoHueHTpat 6ydepy ana npommuBaHHA: WASHBUF 20X
1x60 mn/nnawky (ml/bottle) 20-KpaTHOrO KOHLEHTPOBAHOIO PO3UMHY.
Micna po3BefeHHA NPOMUBHWIA pPO3YMH Mictutb 10 MM (mM)
docdatHoro bydepy pH 7.0+/-0.2, 0.05% TaiH 20 i 0.045% ProClin 300.

5. ®epmeHTHuUI1 KoH'toraT: CONJ
1x16 mn/dnakoH (ml/vial). FoTOBMIN AO BUKOPUCTaHHSA Ta MapKOBaHMI
YepBOHNM KONbOPOM. MiCTUTb KOH'IOroBaHi 3 NMepoKCcMAa3olo XPOHY
noniknoHanbHi aHTUTINa Ao 1gG noguHn, 5% BSA, 10 MM (mM) Tpuc-
6ydep pH 6.8+/-0.1, 0.045% ProClin 300 i 0.02% reHTamiLnH cynboat AK
KOHCEPBaHTU.

6. XpomoreH/Cy6cTpar: SUBS TMB
1x16 mn/dnakoH (ml/vial). Mictute 50 MM (mM) uutpaTtHo-pocdaTHMi
6ydepHuii posumH 3 pH 3.5-3.8, 4% pumetuncynbdokcmay, 0.03%
TeTpameTunbeH3nanHy (abo TMB) i 0.02% nepekuncy BoaHto (abo Hx0z).
Mpumimka: 36epizamu e 3axuweHomy 8i0 ceimna micyi, ocKinbku
yymaueuli 00 cusibHO20 0C8iMmJIeHHs.

7. CipuaHa kucnota: H>5S040.3 M
1x15 mn/nnawka (mil/vial). Mictutb 0.3 M po3unHy H>SO4.
YBara: [lNopgpasHioloua peuosBmHa (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363).

8. Po3unHHMK gna 3paska: DILSPE
2x60mn/dnakoH. FOTOBMIA JO BMKOPMUCTAHHA Ta MO3HAUYEHUIN CUHIM
KonbopoMm. MictnTb 2% KaseiHy, 10 MM (mM) Na-untpatHuii 6ydpep pH
6.0+/-0.1,0.2% TBiH 20, 10% deTanbHoi Tenayoi cuposaTtku (FCS), 0.09%
Na-a3umg i 0.045% ProClin 300 sk KoHCcepBaHTU. BukopucToByeTbCa ana
po3BeAeHHs 3paska.

9. YuwinbHioBanbHa dponbra AnsA nnaHweTy 2 wr.
10. Bknagww iHcTpyKUii 1 WwT.

E. MATEPIAJIWU, HEOBXIAHI, ANE HE NOCTAYAIKOTbCA 3 HABOPOM

1. Kani6posaHi mikponineTtku (10 mkn (ul), 100 mkn (ul) Ta 1000 mkn (pl) Ta
OfHOPa30Bi NIACTUKOBI HAKOHEYHWKN.

2. Bopga knacy EIA (noggiHoi guctunauii abo peioHisauii, o6pobneHa
[lepeBHUM BYriNNAM, ANA BUAANEHHA OKWUCIIOBASIbHUX XiMiKaTis, WO
BMKOPUCTOBYIOTHCA AK Ae3iHdiKytoui 3acobn).

3. Taimep 3 gianasoHom 60 XBUSIMH abo BULLe.

4.  A6copbytoui naneposi cepBeTKM.

5. KanibpoBaHuin MiKponnaHWeTHUIA TepMoCTaTUYHUIA iHKy6aTop |DA
(cyxuin abo Bonorui), 3paTHKiN 3abesneunTn Temnepatypy +37 °C (°C)
(aonyck +/-0.5°C (°Q)).

6.  KanibpoBaHuin mikponnaHweTHUiA 3unTyBad IQA 3 dinbTpamm 450 HM
(nm) (3unTyBaHHA) Ta 3 620-630 HM (nmM) (6NaHKyBaHHA).

7.  KanibpoBaHuii MikponnaHweTHui Bowep IOA.

8.  BopTtekc abo nofi6bHi 3milyBanbHi iHCTPYMEHTH.

F. NOMNEPEOKEHHA TA 3ACTEPEXKEHHA

1. Habopom noBWHEH KopuCTyBaTUCA fuvle KeanidikoBaHUi Ta
HaneXHVM YMHOM MiAroTOBMEHUIN TEXHIYHMIA NepCcoHan Nig HarnAaom
nikaps, BignosiganbHoro 3a nabopatopito.

2. Becb nepcoHan, AKMIN G6epe yyacTb y MPOBEAEHHi aHanisy, NoBUHEH
HOCUTU 3aXWUCHWUI NabopaTopHUI OfAr, pyKaBUUKM 6e3 TasnbKy Ta
okynsapu. Cnif yHUKaTN BUKOPUCTaHHA ByAb-AKUX rocTpux (ronku) abo
pixXkyumx (nes) nmpuctpois. Becb 3anyyeHuin nepcoHan noBUHEH GyTn
HaBueHWUl npouepypam 6iobesnekn, AK pekomeHAaoBaHO LleHTpom
KOHTpONo 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX MoBigoMnaeTbca B
ny6nikayii HauioHanbHOro iHCTUTYTY OXOpOHM 3a0poB's: «biobe3neka B
MiKpobionoriyHux Ta 6iomeanuHux nabopartopisax», Bua. 1984 pik.

3. Becb mepcoHan, KU 3aiiMaEeTbcA 06pobKOoIo 3pasKiB, MOBUHEH ByTn
BakuuMHoBaHWA npotn BIB Ta BIA, ana AKuX BakuWHWM [OCTYMHI,
6e3neyHi Ta epeKTUBHI.

4, JlabopaTopHe cepefoBulle Cflif KOHTPOJIOBATM TakMM YMHOM, WO6
YHUKHYTW 3abpyAHeHb, Takmx AK nun abo MiKpoopraHiamu, wWwo
yTBOPIOIOTbCA B MOBITPi, Mpw BigKpuTTi ¢nakoHiB 3 Habopis Ta
MiKponnaHLueTiB Ta Npu NpoBeAeHHi Tecty. He nignasavte XpomoreH
(TMB) pii cunbHOro CBiTNa Ta yHUKaiTe BibpaLii noBepxHi cTeHay, Ae
NpPOBOANTLCA BUNPOOYBaHHA.



5. Micna oTpumaHHsA, 36epirainte Habip npu Temnepatypi 2..8 °C (°C) y
XONOAUNBbHYKY 3 KOHTPONEeM TemnepaTypu abo B XONOAHI KiMHATI.

6. He OOMiHIONTE KOMMOHEHTM MIX Pi3HUMKM napTisMu  Habopis.
PekomMeHay€eTbCA, OO KOMMOHEHTMN MiXK BOMa Habopamu ogHiei napTii
He MiHANW MicuAMK.

7.  TNepeKoHanTecs, Wo peareHTy NPo30opi Ta He MICTATb BUAUMUX BaXKKMX
YaCcTMHOK abo cKynueHb. AKWO Hi, MopeKkomeHAynTe KepiBHUKY
nabopatopii po3noyat HeobxigHi NpoLeaypu LWOAO 3amiHK Habopy.

8.  YHukante nepexpecHoro 3abpynHeHHA MiXK 3paskamu
CUPOBATKW/MNa3MK1, BUKOPUCTOBYIOUM OAHOPA30Bi HAKOHEUHWKM Ta
3MiHIOIYM X NICNA KOXKHOro 3paska. He BUKOpMCTOBYINTe OfHOPa3oBi
HaKOHEYHWKYM NOBTOPHO.

9.  YHukante nepexpecHoro 3a6pynHeHHsA MK peareHTamu,
BMKOPUCTOBYIOUN OAHOPA30Bi HAaKOHEYHMKN Ta 3MiHIO0UYM X MiXK
BUKOPUCTAHHAM KOXHOrO 3 HuX. He BMKOpUCTOBYNTE OAHOpPa30Bi
HaKOHEYHUKM NOBTOPHO.

10. He BuKopwucToBYyWTe Habip nicnA 3akiHYeHHsA TepMiHy MPWUAATHOCTI,
3a3HAaYEHOro Ha 30BHILUHbOMY KOHTEWHepi Ta BHYTPIWHIX eTuKeTKax
(dbnakoHax). [ocnigKeHHs, npoBefeHe Ha BiAKPUTOMY Habopi, He
BKasano Ha OyAb-AKy iCTOTHy BTpaTy aKTMBHOCTI [JO wWwectn 6
BUKOPUCTAHHA NPUCTPOLIO Ta Ao 3 micauis.

11. CraBTecs A0 BCiX 3pa3KkiB AK A0 NOTeHUiHO iHbeKuinHux. 3 ycima
3pa3Kamu CUPOBATKU NIOAMHU Clifi NOBOAUTUCA Ha piBHi 6iobe3nekn 2,
AK peKoMeH0oBaHO LleHTpoM KOHTpoio 3axBoptoBaHb, ATnaHTa, CLUA,
BifNOBIAHO A0 TOro, WO MOBIAOMAAETbCA Yy nybnikauii IHcTUTYTY
OXOPOHU 3[0poB'A: «biobe3neka MikpobionoriuHux Ta GiomeguuHux
na6oparopiii», Bug. 1984 p.

12. BuKopncTOBYBaTV OfHOPA30BUI NIACTUKOBUI NOCYA PEKOMEHAYETbCA
OnA MNPUrOTYBaHHA pPIOKUX KOMMOHEHTIB abo [AnA nepeHeceHHs
KOMMOHEHTIB Ha aBTOMaTU30BaHi pPob6oui Micus, WO6 YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

13. Bigxoawn, wo yTBOpWMAMCH Mif Yac BWKOPWCTaHHA Habopy, cnig
yTUNi3yBaTy BiANOBIAHO [O HaLUiOHaNbHUX AUPEKTVB Ta 3aKOHIB, LWO
CTOCYI0TbCA NaboOPaATOPHUX BiAXOLIB XiMIYHUX Ta 6iONOrYHUX PEUYOBYH.
30Kpema, pigKki BiAXoaW, WO YTBOPIIOTbCA BHACMIAOK Mnpoueaypu
NPOMWBAHHSA, 3aNMLLKIB KOHTPOIB Ta 3pa3KiB, MOBUHHI 6yTy 06po6neHi
AK MOTeHUinHo iHdeKUinHMi MmaTepian Ta iHAaKTUBOBaHI nepeq
yTunisaui€to. 3anponoHoBaHi npoueaypu iHakTrBaLii - e o6pobka 10%
KiHLieBOW KOHLeHTpaLielo nobyTosoro BigbinioBaya npotarom 16-18
roavH abo iHakTMBauis Tennom asToknasom npu 121 °C (°C) npoTtarom
20 xB (min).

14. BunapkoBi po3nvBM 3pa3KiB Ta Nifg 4ac po6OTM MOBUHHI OyTn
apcopboBaHi  NamepoBMMM  PYLIHMKAMK, 3MOYEHUMM NOGYTOBUM
Big6inioBauem, a notim Bogoto. MoTiM PYWHKKK crif yTunisyBatn y
HaneXHi KOHTeNHepw, MpW3HayeHi AnA nabopaTopPHUX/NiKapHAHNX
Bigxoai..

15.  CipyaHa Ku1cnoTa € nogpasHUKOM. Y pasi po3nuBy NpoOMUTN MOBEPXHIO
BENMKOIO KinbKicTio BOAK.

16. IHWi BigxoAwW, WO YTBOPIOWOTHCA BHACNIAOK BMKOPUCTaHHA Habopy
(NMpriKnag: HaKOHEYHWKM, WO BMKOPUCTOBYIOTbCA ANA 3pasKiB Ta
KOHTPOJIiB, BWKOPWCTaHi MiKponnaHweTn), cig obpobnatn Ak
NOTeHLiNHO iHPeKUiHi Ta yTuniyBaT BiANOBIAHO JO HaLiOHANbHUX
OMPEKTUB Ta 3aKOHIB, L0 CTOCYIOTbCA N1abopaTopHYX BigXoAiB.

G. 3PA3KU: NIArOTOBKA | PEKOMEHIALLIT

1. KpoB 3abvpa€Tbca acenTMUHO LWIAXOM BeHenyHKUii, a nnasma abo
CMPOBATKa TrOTYIOTbCA i3 3aCTOCYBaHHAM CTaHAAPTHUX METOAMK
NiAroTOBKM 3pa3KiB Af1s KNiHiYHOro nabopatopHoro aHanisy. Bnnvey Ha
npuUroTyBaHHA 3paska 3 uutpatom, EATA Ta remapvHom He
crnocTepiranocs.

2. 3pasky NOBUHHI ByTK UiTKO ineHTUdIKoBaHi kogamu abo Ha3Bamy, o6
YHUKHYTWU HENPaBWIbHOIO TiyMauyeHHAa pe3ynbTaTiB. Konu Habip
BUKOPUCTOBYETbCA ANA  CKPWUHIHTY OAWHWLUb  KPOBi, HAaCTiHO
PEKOMEHAYETbCA MapKyBaHHA 3i LWTPUX-KOAOM Ta eNIeKTPOHHEe
3UMTyBaHHS.

3. Temoni3oBaHi («4epBOHi») Ta ABHO rinepninemiyHi (<MoIOYHi») 3pa3kun
cnif yTunisyBaTu, OCKiIbKA BOHWN MOXKYTb AT NOMWIKOBI pe3ynbTaTil.
3pasky, Wo MicTATb 3anuwkn GibpuHy abo BaxKi uYacTMHKM abo
MIKPOOHI HWUTKM Ta Tina, Cnig yTunisyBaTh, OCKIIbKN BOHW MOXYTb
NpVBeCTV A0 MOMUIKOBUX PE3ynbTaTiB.

4.  CupoBaTKy Ta nnasmy mMoxHa 36epirat npum + 2 ° .. + 8 °C (°Q) y
npobipKax ana nepBMHHOro 360py NPOTArom M'ATW AHIB nicna 360py.
He 3amopoixyiiTe nepBUHHI Npo6ipku ans 36opy. ina 6inbw TpmMBanoro
nepiofy 36epiraHHs 3pa3kn CMPOBATKM Ta Mia3mu, 06epexXHO BUNHATI
3 NePBUHHOI NPOBIPKM, MOXHa 36epiratn 3amopoxkeHumn npwu -20 °C
(°C) npuHanmHi 12 micauis. byab-aAki 3amopoxeHi 3pas3km He cnif
3aMOPOXKYBaTW/PO3IMOPOXKYBaTN Gifblue OAHOro pasy, OCKiNbKW Le
MOXe yTBOPUTW YaCTUHKM, AKi MOXYTb BIUIMHYTU Ha pe3ynbTaT TecTy.
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5. AKWO NpUCYTHI YacTWUHKK, ueHTpudyrynte npu 2.000 06./xB. (rpm)
npotarom 20 xB. (min) abo Kpalue, GinbTpyinTe 3a gonomoroio GinbTpis
0.2-0.8u Ana ounLeHHA 3pa3Ka nepea TeCcTyBaHHAM.

H. NIArOTOBKA KOMIMOHEHTIB | MOMEPEOKEHHA

MikponnaHwer:

Mepen BIOKPUTTAM KOHTeMHepa paviTe MiKpOMNnaHweTy Harpituca fo
KiMHaTHOT TemnepaTypu (npnbnnsHo 1 rog). MepesipTe, Wob ocywysay He
CTaB TEMHO-3eNIeHNM, WO BKa3y€e Ha aedeKT KoHcepBaLil. Y TakoMy BUNagKy
3aTenedoHyinTe B cClyx6y niaTpuMKmM KnienTis Dia.Pro.

HeBuKopmucTaHi cMy»Ku1 NOTPIGHO NOKMNACTV Ha3ag B antoMiHIEBMI MilLeUOK 3
ocylyBayeMm, LWinbHO 3acTebHYTM Ha 6nmnckaBky i 36epirati npm +2°-8°C (°C).
Mpwv nepliomMy BiAKPUTTI HEBMKOPUCTaHI CMYXXKW CTabiNbHi, JOKW iHANKaTOp
BOJIOrOCTi BCepeAVHi nakeTa 3 ocyllyBayemM He 3MIHUTbCA 3 XKOBTOrO Ha
3eN1eHUiA.

KoHTtponi:
[OTOBI f0 BUKOpUCTaHHSA. [epen BUKOPUCTaHHAM Jobpe nepemilainTe.

KoHueHTpat MpomusBHoro 6ydepa:

MNepen BUKOPUCTAHHAM 20X KOHLEHTPOBAHMI PO3YMH Cflif PO36aBUTK
NoABINHO ANCTUIbOBAHO BOAOIK | 06epeXXHO nepemMiaTii 06epTaHHAM 3
AeHuA Ha Kpuwky. Mig yac NpUroTyBaHHA YHUKaNTe CNiHIOBaHHA, OCKINbKN
HaABHICTb ByNbbaLIoK MOXe BAMHYTY Ha eDEKTUBHICTb LMKAIB MUATTS.
Mpumimka: nicnsa po3eedeHHs, NPOMUBHUL pO34UH cmabineHuli npomszom 1
muxHa npu +2..8 °C (°C).

®epmeHTHUI KoH'loraT:

lfoToBUA [0 BUKOpWCTaHHA. [lobpe nepemiwaiTe Ha BOPTeKCi nepep
BUKOPUCTaHHSAM.

BynbTe 06epexHi, Wob He 3a6pyAHUT PiAVHY OKUCIOBaNbHUMU XiMiKaTamMu,
NOBITPAHUM NUIOM abo MiKpob6amu.

AKIWO Ueli KOMMOHEHT MOTPIGHO MepeHecTy, BUKOPUCTOBYNTE fulle
NAacTUKOBI, MOXMBO CTEPUIbHI OAHOPA30BI KOHTENHEPMW.

XpomoreH/Cy6cTpart:

[oTOBUIA AO BUKOPUCTaHHSA. Mepel BUKOPUCTaHHAM Aobpe nepemilante Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3a6pyAHUT PiAVHY OKUCIOBaNbHUMM XiMiKaTamMu,
NOBITPAHUM NUIOM abo MiKpobamu.

He nippaBanTe CMNbHOMY OCBITNEHHIO, OKMUC/IOBayaM Ta KOHTaKTy 3
MeTaneB MU NOBEPXHAMMU.

AKWO Ue KOMMOHEHT [OBOAUTLCA MEPEeHOCUTH, BUKOPWUCTOBYWTE nullie
NNacTyKoBY, AOCTYMHY CTEPUIbHY OAHOPA30BY Tapy.

Po3uUnHHUK anA 3paskiB:
[OTOBUA OO BUKOPUCTAHHA KOMMOHEHT. lepen BMKOPUCTaHHAM pobpe
nepemilwanTe Ha BOPTEKCI.

CipuaHa Kucnora:

[oToBa JO BUKOPUCTaHHSA. MNepen BUKOPUCTAHHAM fobpe nepemiwainTe Ha
BOPTEKCi.

YBara: lNogpasHiotoua peyosmHa (H315; H319; P280; P302+P352; P332+P313;
P305+P351+P338; P337+P313; P362+P363).

Jlerenpa:

MNonepepxyBanbHi H-$ppasu:

H315 - Buknukae nogpasHeHHsA WKipwu.

H319 - Buknukae cunbHe nogpasHeHHA oven.

MonepenxyBanbHi P-¢ppasm:

P280 - OparaTn 3axUCHi PyKaBMUKW/3aXMCHUI OAAr/3axunCT ouel/3axmcTt
o6nmyus.

P302+P352 - 1PV NOMNALAHHI HA LLKIPY: 3MnTh BENMKOIO KiNbKiCTioO MuUna
Ta BOAMW.

P332+P313 - AKL0 BUHUKAE NOAPA3HEHHSA LKipW: 3BEPHITbCA 32 MEANYHOIO
KOHCYfbTaLi€l0/[0NoMOroto.

P305+P351+P338 - [PV MOMALAHHI B OYl: O6epexxHO npommnBaTi BOAOO
NPOTArOM AEKINIbKOX XBUIMH. 3HIMiTb KOHTaKTHi NiH3M, AKLWO BOHU € i Ue
nerko 3po6utn. MpoaoBXynTe NPOMUBaHHSA.

P337+P313 - flkwo nogpasHeHHA 0Yel He 3HMKAE: 3BEPHITbCA 3a MEANYHOI0
KOHCYnbTaLi€lo/[0NoMoroto.

P362+P363 - 3HimiTb 3a6pyaHeHNIn oaAr i BUMNepiTb NOro nepes NnoBTOPHUM
BVKOPUCTaHHAM.

I. NMPUNAQN TA IHCTPYMEHTW, WO BUKOPUCTOBYIOTbCA B

KOMBIHALIIi 3 HABOPOM

1. MikponineTksn nOBWHHI Oyt BigkanibpoBaHi, Wo6 3abe3neunTtn
NpPaBWIbHUIA 06’'€M, HEOOXiAHWI ANA aHanily, a TakoX MPOBOAUTU



perynspHe 3He3apaxeHHA (nobytoBuin cnupt, 10% pPO3uUmMH
Big6inioBava, AesiHdiKyloui 3acobM MefUYHOrO MPU3HAYEHHA) TUX
UaCTWH, AKI MOXYTb BUMAAKOBO NOTPANWUTK Ha 3pa3ok. Ix TakoxX cnig
perynspHo o6cnyroByBaTy, Wob NoKasaTh TOUHICTb 1% Ta NpaBAKBICTb
+/- 2%. TakoX cnlig, perynspHo NPOBOAWTY Ae3aKTMBaLlilo po3/nBiB abo
3aNULLKIB KOMMOHEHTIB Habopy.

IHKky6aTop IOA cnig BctaHoBKTY Ha +37 °C (°C) (monyck +/- 0.5 °C (°Q)) i
perynspHo nepesipATH, WOo6 NiATPMMYBaTV NPaBUIbHY TemnepaTtypy.
[Ona iHKy6auiin nigxoaaTb AK cyxi iHKybaTopw, TaK i BoAAHI BaHHW, 3a
YMOBWY, WO Npvnag nigTeepmkeHnin ana iHky6auii Tectis IQA.

Bowep IDA € Haf3BMYAHO BaXXIVMBMM ANS 3arafibHUX MOKAa3HUKIB
aHanisy. Bowep noTtpibHo 3a3ganerigb peTenbHO OLiHUTY, NepeBipuTY,
UM BHOCWTbCA MOTPIOHMI O6’'eEM BMAaui, Ta PerynapHoO NnoaasaTn Ha
TexHiYHe 06CyroByBaHHA BiANOBIAHO A0 iHCTPYKL BUPOOHMKA LWOAO
BUKOPUCTAHHA. 30KpeMa, NicNA 3aKiHYeHHA WOAEeHHOrO HaBaHTaXXeHHA
BOlWep CNif peTenbHO ouuwaTtu Bif coneil [eioHi30BaHOK BOAOIO.
MNepen BMKOPUCTaHHAM Bowep Clif NpariMyBaTh pPO3BEAEHUM
MpomunBHMM Po3unHOM.

Mpwnag cnig WOTWMXKHA MnofaBaTV Ha Ae3aKTuBauilo 3rigHo 3 oro
KepiBHMUTBOM (NponoHyeTbca ae3aktuaauia 0.1 M NaOH).

5 uMKniB NpoMMBaHHA (acnipauisa + Ao3yBaHHA 350 MKN/nyHKy (pl/well)
NPOMMBHOIO PO34MHy + 20 CeKyHf 3amouyBaHHA = 1 LMKN) AOCTaTHbO
InA 3abe3neyeHHs aHani3y i3 3aABNEHVMU XapaKTepUCTUKaMU.

AKLLO 3aMOUYyBaHHA HEMOXNVBO, AOAANTE Le OAUH LMK MPOMUBAHHA.
HenpaBunbHWiA LMKN MNPOMMUBaAHHA abo ronkw, 3abuti cinno, €
OCHOBHOIO MPUUYNHOIO MOMUIKOBO MNO3UTUBHUX PeakLiii.

Yac iHky6aLjii Ma€e gonyck + 5%.

3untyBau mikponnaHweTis IOA noBuHeH 6yt obnagHaHui GinbTpom
3umTyBaHHA 450 HM (nm) Ta gpyrum oinbTpom 620-630 HM (nm),
060B'A3KOBUM ans 6naHKyBaHHs. Noro CTaHAAPTHUMU
XapaKTepucTkamy MOBUHHI 6yTW (a) NpPonycKHa 3AaTHiCTb < 10 HM
(nm); (b) gianasoH nornuHaHHA Big 0 Ao >2.0; (c) NinHinHicTb go >2.0; (d)
NoBTOPIOBaHICTb = 1%. bnaHKyBaHHA NpoOBOAWTBCA Ha NyHLUi,
BM3HaueHin y po3gini «Mpouepypa aHanisy». ONTUUYHY cucTemy
3umTyBaya MOTPIGHO perynapHo Kanibpyeaty, Wo6 3abe3neunTu
npaBuibHe BUMIPIOBAHHA ONTUUHOI wWinbHocTi. i cnig perynapHo
niATPYMYBaTU BiANOBIAHO A0 IHCTPYKLi BUPOOHMKA.

Mpwv BUKOpWCTaHHI aBTOMaTM30BaHOT poboyoi cTaHuii IDA BCi KpUTHUYHI
KPOKM (BHECEeHHs, iHKybaLif, MPOMMBAHHA, 34MTYBaHHA, OOpPOOKa
OaHWX) MOBWMHHI OyTM peTeNbHO BCTAHOBJEHI, BiAKanibpoBaHi,
KOHTPONbOBaHi Ta perynapHo obcnyroByBaTtucs, Wob Bignosigaty
3HayeHHAM, HaBefileHUM Yy po3fini O «BHYTPILWHIN KOHTPONb AKOCTI».
MpoTokon aHani3y NOBMHEH 6y T BCTaHOBNEHWIN B OnepaLiiHii cuctemi
NPUCTPOIO Ta NepeBipeHnin AK ANA Bolepa, Tak i Ana 3unTtyBaya. Kpim
TOro, YaCTMHa CTaHUil AnA nogadi piauHM (A03yBaHHA Ta NPOMMBAHHA)
NnoBrHHa 6yTW nepeBipeHa Ta NpPaBWIbHO BCTaHoBReHa. Ocobnusy
yBary noTpibHo npuainuty, Wo6 yHUKHYTV NepeHeceHHs ronkamu, Wwo
BMKOPWCTOBYIOTLCA /1A fO3YBaHHA Ta MPOMMBAHHSA.

Lle noTpi6HO BUBUUTY Ta KOHTPOSIOBATY, LLOG MiHiIMi3yBaT MOXNBICTb
3abpyAHEHHA CyCigHiX NYyHOK. PeKoMeHAYeTbCA BUKOPUCTOBYBATW
aBTOMaTM30BaHi poboui ctaHuii IDA, Konn KinbKicTb AOCAIgKYBaHMX
3paskiB nepesuLye 20-30 of4MHNULb 3 OANH 3amnycCK.

Cnyx6a nigTpymku  KnienTis  Dia.Pro  nponoHye  MigTpUMKy
KOpUCTyBayeBi B HanawTyBaHHi Ta nepeBipui npunagis, wWo
BMKOPWCTOBYIOTbCA B NOEAHAHHI 3 HAOOPOM, 3 MeTOlo 3abe3neyeHHs
BiANOBIAHOCTI onucaHUm BMMOram. TakoX Hafa€eTbCcA NigTPUMKa AnA
BCTAHOB/EHHA HOBUX iIHCTPYMEHTIB, AKi 6yayTb BUKOPUCTOBYBATUCA 3
Habopom.

L. KOHTPOJ1b TA MAHINYNALIT O NPOBEAEHHA AHANI3Y

1.

MNepeBipTe TepMiH NPUAATHOCTI HAOOPY, HALPYKOBAHWUI Ha 30BHILLHIl
eTuKeTUi KOpobkn 3 Habopom. He BMKOpWCTOBYBaTW, AKLIO TEPMiH
npUAATHOCTI MAHYB.

MepekoHanTech, Wo piAKi KOMMNOHEeHTY He 3abpyAHEHI YacTMHKaMK abo
CKYMUYeHHAMY, BUAUMUMUN HEO3OPOEHNM OKOM.

MNepekoHanteca, wo XpomoreH (TMB) 6e36apBHUA abo 6nigo-
61aKUTHWI, acnipyloUy HEBENMKUNI NOF0 06'eM CTePUIIbHOI NMPO30POt0
NNacTMKOBOIO MINeTKOI0.

MNepeKoHanTecs, WO NpW TPAHCMOPTYBaHHI He CTanocA NOMOMOK i He
NPOAUTO  PiAUHN  BCepeauHi  Kopobku. [lepekoHalnTecb, WO
ANIOMIHIEBUA MILLIOK, WO MICTUTb MIKPOMMAHLWET, He NPo6UTUI i He
MOLWKOOPKEHWNIA.

Po3BegiTb Becb BMicT KOHTponbHOI CMpoBaTKK, AK ONUCaHO BuLLe.
Po3BefiTb yBecb BMIiCT 20-KpaTHOro KOHLEHTPOBaHOro PosunHy ana
NPOMMBAHHA K ONMCAHO BULLE.

[avite BCiM iHWMM KOMMOHEHTamM [OCArTM KiMHaTHOI Temnepatypu
(npnbnusHo 1 rod), a NOTIM 06epeXXHO NepemilwarnTe Ha BOPTEKCI BCi
pigki peareHTun.

Mepeknaday Pomattok H. I1.

11.
12.

BctaHoBiTh IOA iHKyb6aTop Ha +37°C (°C) i migroTyiite Bowep IDA,
npanmyloum  po3BeAeHNM  MPOMMBHMM  PO3YMHOM, 3rigHO 3
IHCTPYKUiAMN BUPOOHMKA. YCTaHOBITb MOTPIGHY KinbKicTb LMKNIB
NPOMMBAHHSA, AK 3a3Ha4YeHO B creLiaibHOMy po3aini.

MNepesipTe, wo IOA 3unTyBau yBIMKHEHO abo MepeKoHalnTecs, Wo BiH
YBIMKHEHUI NPYHANMHi 3a 20 XBUAWH A0 3UMTYBaHHA.

AKLIO BUKOPUCTOBYETbCA aBTOMAaTM30BaHa poboya cTaHUif, YBIMKHITb,
nepesipTe HaNalTyBaHHA Ta NepeKoHalTecs, Wo BN BUKOPUCTOBYETE
npasBuIbHUI NPOTOKON aHanisy.

MNMepeKoHanTecs, Wo MiKponineTKkn BCTaHOBNEHI Ha HEOOXiaHMIA 06'eM.
MepeBipTe, uMm Bce iHWe ob6nNagHaHHA [JOCTyMHe Ta roToBe A0
BMKOPUCTaHHS.

Y pasi npobniemM He NPOLOBXKylTe NMoAanblue TECTYBaHHA Ta NOBiAOMTe
KepiBHUKY.

M. MPOLIEAYPA AHANI3Y

AHani3 nNoBMHEH MPOBOAWUTUCA BiANOBIAHO AO TOrO, WO MOBIAOMIAETLCA
HIXYe, 3 06epexHICTIo, Wob nigTpMMyBaTV OfHAKOBMIA Yac iHKy6aLii Ana BCix
3paskKiB Nif yac TecTyBaHHA.

Habip TakoXX MOXHa BMKOPWCTOBYBATW AJiA AKICHOrO Ta HaniBKinbKiCHOro
BM3HAYEHHS.

4.

Po3segitb 3pa3ku 1:101 y BignoBigHUX npobipkax Ans pPO3unHy
(npuknaa: 1000 mKkn (pl) Po3unHHMKa gna 3paska + 10 mkn (ul) 3paska).
He po36aBnainte KOHTPONi, OCKiNbKM BOHN FOTOBI 4O BUKOPUCTAHHA.
PetenbHo nepemiwainTte BCi pigki KOMMNOHEHTN Ha BOPTEKCi, a NOTImM
niniTe, AK ONNCAHO HUXKYe.

MomicTiTb HeobXigHy KinbKicTb MiKponyHOK y Tpumau. JlyHky A1l
3aNULWITb MOPOXHBLOIO ANA GNAHKYBaHHA.

MNotim popaiite 100 mkn (ul) HeratmBHoro KoHTponio y Tpbox
npumipHrkax Ta 100 mkn (ul) MosutmsHoro KoHTponio y ABOX
npumipHuKax. MoTim BHeciTb 100 MKn (Ul) po3BeaeHNX 3paskiB y KOXKHY
NPaBWIbHO iAeHTNIKOBaHY NYHKY.

IHKybyinTe MikponnaHweT npoTarom 60 x8 npu +37°C (°C).

Baxknuea npumimka: cMyXKu NOBUHHI 6ymu 3akse€eHi Knelikolo nigkoro, o
8xo0ums 00 Habopy, minbku modi, KOaAU mecm BUKOHyeEMbCA 8py4Hy. He
Hakpugalime CMyXKu nio 4ac BUKOPUCMAHHA aBMOMAamMuUYHUX iHCmpymeHmig

IDA.

Mpomunte MikponnaHwet aBTOMATUYHUM
nosigomnanoca paniwe (po3sgin 1.3).

BHeciTb ninetkoto 100 mkn (ul) ®epmMeHTHOro KOH'loraTy B KOXHY NyHKY,
3a BUHATKOM A1 ONaHK-NyHOK, i HaKpuiiTe repmeTUUHOI0 MNIBKOL.
MepeKoHalTecs, Wo Lei KOMNOHEHT YePBOHOTO KOsbopy 6yB NoAaHuii
y BCi NyHKN, OKpim A1.

BOLIEPOM,  fAK

Baxcnuea npumimka: byobme obepexHi, Wob He MOpKHYMuUCsa 8HymMpiwHeol
nosepxHi IyHKU KIHYUKOM ninemku nio 4ac sudayi pepmeHmMHo20 KOH'toeamy.
Moxe 8i06ymucs 3a6pyOHeHHA.

7.
8.
9.

IHKy6yBaTV MikponnaHweT npoTarom 60 xs8 npu +37°C (°C).

MomMnTV MIKPONYHKM AK Ha eTani 5.

BHeciTb ninetkoto no 100 mkn (ul) cymiwwi xpomoreH/cy6cTpaT y KOXHY
NYHKY, BKIIOYHO 3 6naHK-nyHKoto Al. lMoTim iHKyOyiiTe MikponnaHwuet
npu KimHaTHin TemnepaTypi (18-24°C (°C)) npoTArom 20 XBUAUH.

Baxcnuea npumimka: He niddasalime cusmbHOMY NpAMOMY OC8iMJIEHHIO.
Moxxe ymgopumucs 8ucokuli ¢hoH.

10.

BHeciTb ninetkoto 100 mkn (pl) cipyaHoi Kucnotn y BCi NyHKK, Wo6
3yMUHUTM  PepMeHTaTVBHY  peakuilo, BUKOPUCTOBYIOUM Ty X
NOCNIAOBHICTb NiNeTyBaHHA, WO N Ha eTani 9. [logaBaHHA KMCNOTU
nepeTBOPVTb MO3UTMBHI KanibpaTopy, KOHTPOJbHY CMPOBATKYy i
NMO3UTUBHI 3Pa3Ku 3 6N1aKUTHOTO Ha »KOBTUIA.

BumipanTe iHTEHCUBHICTb KONbOPY PO3UMHY B KOXHIN NyHUi, AK
onucaHo B po3gaini 1.5, Ha ¢inbTpi 450 HM (nm) (3UnTyBaHHA) i Npn 620-
630 HM (nm) (BigHIMaHHA $poHY, 060B'A3KOBE), BnaHKylUn iHCTPYMEHT
Ha Al.

3azaneHi 3ayeaxceHHA:

1.

MepexkoHalimecs, Wo HA HUXHIl 4acmuHi MiKposlyHOK HeMae 8i0bumkie
naneuie  neped  3yumysawHam. Lle  moxe  npusgecmu 00
XUGHONO3UMUBHUX pe3yslbmamis npu 34umyeaHHi.

34yumyeaHHa noBUHHO nposodumucs 8idpasy nicisa dodasaHHA Cmon-
po34uHy, i 8 6yOb-IKOMy pasi He dosuwle, Hix Yyepe3 20 X8UUH Nic/iA Lio2o
000a8aHHs. Moxe cmamucs He3HaYHe CaMOOKUCIeHHS XPOMO2eHY, WO
npu38o0UMe 00 BUCOKO20 IOHY.



N. CXEMA AHANI3Y

MeTopa Onepauii
HeratuBHun i NO3UTUBHUN 100 mkn (pl)
KOHTpoOni 100 mkn (pl)
3pasku po3segeHi 1:101
1-a iHKy6auin 60 xB
Temnepatypa +37°C(°Q)
Etan npomusaHHsa 5 umKnis i3 20 XB. 3aMOYyBaHHA

ABO

6 UMKIiB 6€3 3aMoYyBaHHsA

DepMeHTHUIN KOH'toraT 100 mkn (ul)
2-a iHKy6auis 60 xB
Temnepatypa +37°C(°C)
Kpok npomunBaHHaA 5 umKnis i3 20 XB. 3aMOYyBaHHA

ABO

6 uMKniB 6e3 3aMoYyBaHHsA

TMB/H,0. 100 mkn (ul)
3-1 iHKy6aLin 20 xB
Temnepatypa KT
CipuaHa KucnioTa 100 mkn (ul)
3uyutyBaHHsa OLL 450 HM (nm) /620-630 HM (nm)

Hwuxxue HaBefieHO NpuKag cxemm po3noginy AnA HaniBKiNbKiCHOro aHanisy:

MikponnaHuwer
1 2 3 |[4]|5]6]7|8[9]10] 11|12
A BLK S3
B NC S4
C NC S5
D NC S6
E PC S7
[F PC S8
G S1 S9
H S2 S10

JNlerenpa: BLK = bnaHk NC = HeraTusHuin KOHTPONb
PC =T03UTnBHUIN KOHTPONb S = 3pasku

0. BHYTPILUHIA KOHTPOJ1b AKOCTI

MNepeBipka Banigauii 34iiCHIOETbCA Ha KOHTponAX i KanibpaTtopi wopasy,
KON BUKOPUCTOBYETbCA Habip, Wo6 nepeBipuTW, Yn pe3ynbTaTi aHanisy
BiANOBIAAOTb  OuiKyBaHHAM i Bumoram pgupektnsu VDD 98/79/EC.
MNepeKkoHanTecs, Wo TakKi AaHi 36iraloTbca:

Bumoru
< 0.100 3HayeHHA OLW450 Hm (nm)
<0.150 OLLI450 Hm (nm)
>0.750 OLL|450HMm
<30%

MNepeBipkKa
bnaHk-nyHka
HeratuBHuI1 KOHTPONb
[O3NTUBHUI KOHTPONb
CepepHe 3HayeHHs KB%

AKWwo pe3ynbTaT TecTy BIAMNOBIAAIOTb BUMOraMm, 3a3HauyeHWM BuLle,
nepewnaiTb 4O HAaCTYMHOro po3gainy.

AKWO UbOro He CTanoca, He NPOAOBXYyWTe Aani, a NPOBeAiTb HACTYMHi
nepesipKu:

MNMpo6nema MNMepeBipka

BnaHk-nyHKa 1. wo6 po3umH XpomoreHy/CybcTpaTy He

>0.100 6yB 3abpyaHeHUI Nif Yac aHanisy

OLW450 HM (NM)/620-630 HM

(nm)

HeratusHuii Koutponb 1. wob npouegypn NPOMUBAHHA Ta

>0.150 HanawTyBaHHA Bollepa 6ynn
nigTeepoxeHi B nonepefHbLOMy

kBanidikauiiHomy AocnigKeHHi;
2. wo 6yB BUKOPWUCTaHWIA BiANOBIAHWIA

MUIOYMIA  po3uMH i Bowep  6yB
npaviMoBaHUi HUM nepen
BMKOPUCTaHHAM;

3. He 6yn10 AONYLUEHO XKOAHOT MOMUIKM B
npoueaypi aHanisy (Bnpgava
NO3NTMBHOIO  KanibpaTtopa  3aMicTb
HeraTMBHOrO;

4, wo XopaHoro 3abpyAHeHHA

HeraTMBHOro Kanibpatopa abo 1oro
NYHOK He Bigbynoca yepes Mo3WTUBHI

Mepeknaday Pomattok H. I1.

3pasku,
KOH'lorarT;
5. WwWo mikponineTkn He 6ynun 3abpyaHeHi
MO3UTMBHUMU 3pa3Kkamu abo KOH'toraTom
depmeHTy

6. {0 roJIKM BoLepa He 3abioKoBaHi abo
YacTKOBO He 3abpypaHeHi
MosutnsHunit KoHtponb 1. o npouegypy
<0.750 npaBuNbHO;

2. Wo nif Yac ANCTpubYUii KOHTPONIO He
CTanoca »OAHOI NOMUNKM (Hanpuknaa:
ojanv HenpaBWbHUIA KanibpaTop);

3. wWo npoueaypa NPOMMBaHHA Ta
HanawTyBaHHA BoLepa 6ynu nepesipeHi
nif Yac nonepegHboro KeanidikaliiHoro
LOCNIoKEHHS;
4, wWwo He
30BHILLUHbOrO
Kanibparopa.

po3nue abo  pepmMeHTHUN

nposefeHo

Bigbynoca  »opgHoro
3abpyHeHHs

AKLO BUHMKIIA OfHA 3 LIUX Npobniem, Nicnis nepeBipKy NOBiAOMTE KepiBHIKa
ONA NoAanblunx Ain.

P. PE3YJIbTATU

P1. AkicHui aHanis

O6umncnitb cepepHe 3HaueHHA OLI450 HM (nm)/620-630 HM (nm) Aans
HeraTuBHoro KoHTposto (NC), a noTim 3acTocyiTe Taky popmyny:

CUT-OFF =NC + 0.250

P2. HaniBkinbKicHui ananis

O6umncniTe 3HauyeHHs1 3paska/Cut-off (abo S/Co) mnAa KoHTponiB Ta Ans
3paskiB. [Ipu3HayTe HeraTMBHOMY KOHTPOIO 3HaueHHs 0 arbU/mn (arbU/ml)
i NO3UTMBHOMY KOHTpOM0 3HaueHHsa 100 arbU/mn (arbU/ml). MoTim Ha
NiHINHO-MiNiIMETPOBOMY Manepi NpoBeAiTb  NiHilD MK  3HauyeHHAMU
HeraTMBHOrO Ta MO3UTUBHOIO KOHTPOJIIO.

3HaueHHa S/Co 3paskiB noTim nepetBoptotoTbea B arbU/mn (arbU/ml) 3a
ZOMOMOroto Kpu1BOI, Lo 3abe3neyvye HaniBKiNbKicHe B3HauYeHHs BMIcTy IgG

y 3paskKy.

Q. IHTEPNPETAL|IA PE3YJIbTATIB

Y sKicHomy mMeTtogi pe3ynbTaTv BUNPOOYBaHb iHTEPMPETYTbCA K
cnieBigHowWeHHA 3HayeHHA OLL450 Hm (nm) /620-630 HM (nm) 3pa3ska (S) i
rpaHnyHoro 3HaveHHs (Co), abo S/Co, BignoBigHO A0 HACTYMHOI TabnwuL;i:

S/Co | IHTepnpertauin
<1.0 HeratnBHuin
>1.0 MNo3nTtnsHmn

Y HaniBKinbKicHOMy meTopi MOXnNMBa KinbKicHa ouiHka BmicTy 1gG B
arbU/mn gna tux 3paskis, Aki nokasytotb OLL450 HM (nm)/620-630 HM (nm)
BuLe, Hix Cut-Off (abo S/CO > 1); Le fae MOXNMBICTb KNiHILMCTaM NepeBaXHO
CTEXUTU 33 ePeKTUBHICTIO BaKLMHaLi.

Baxxnuei npumimku:
1. I[Hmepnpemauis pe3ynbmamie NOBUHHA NPOBOOUMUCA Nid HA2IA00M
KepigHUKa  nabopamopil,  Wo6  3MeHWUMU  pusUK  HegipHUX

iHmepnpemayiii ma NoMUsIOK y CyOXeHHsX.

2. Konu pesynemamu mecmysdHb nepedaiomsca 3 sabopamopii 8 iHwy
yCcma+osy, HeobXiOHO 38epHymu yeadzy, Wwob YHUKHymu nOMUJIKO8OT
nepedayi OaHuX.

3. [JiaeHo3 nosuHeH nocmasumu | nepedamu nauieHmy Jnikap 3
8i0N08ioHOI0 Keanigikauiero.

R. POBOYI XAPAKTEPUCTUKA
OuiHKy NPOAYKTUBHOCTI NPOBOAUNN Ha NaHeNAX NO3UTUBHUX i HEeraTUBHMX
3pasKiB 3 NoCKNaHHAM Ha pedepeHCHUIA Habip 3 MapKyBaHHAM CE.

1. QiarHocTnyHa cneynpiyHicTb Ta YyTAMBICTb:

[liarHocTyHa uyTnmMBicTb Oyna po3paxoBaHa Ha MaHeni MO3UTUBHUX
3paskiB, OTPMMaHVX Bif AiTel, AKi Manu KniHiYHi 03HaKM BipyCHOI iHdpeKL;i
KOpy, Ta fiTel/Ropocnux, AKi BaKLMHyBanucs.

Mpwn 3BepHeHHi O pedepeHCHOro NPUCTPOIO CMOCTepirasoca 3Ha4YeHHA >
98%.

[liarHocTyHa cneumivHicTb Oyna po3paxoBaHa Ha MaHeni 3paskis,
OTPUMaHUX Bif 3BUYaNHNX NOAEN, AKI HE Mann O3HaK 3apaeHHA Bipycom



KOPY Ta He OTPUMYBaM BakLMHW, HEraTUBHUN 3 pedepeHCHUM NPUCTPOEM.
CnocTepiranoca 3HauyeHHs > 98%.
Lli BUCHOBKM NiicymMOBaHi B HaCTyrMHi Tabnuui.

Yytnusictb > 98%
CneuyundiyHictb > 98%

2. BigTBOpIOBaHiCcTb:

[ocnigxeHHn, npoBefeHe Ha TPbOX 3pasKax PIi3HOI pPeakTMBHOCTI MpoTu
Bipycy kopy IgG, pocnigkeHux y 16 noBTopax y TPbOX OKpemMmx 3anycKax,
nokasano 3HauyeHHAa KB% y piana3oHi 10-20% 3anexHO Bif MOKa3HWKIB
OLL450 HM (Nm)/620-630 HM (Nm).

3MiHIOBaHICTb, MOKa3aHa B Tabnuusax, He npu3Bena [0 HenpaBWIbHOI
Kknacudikauii 3paska.

S. OBMEXEHHA

[MOMUNKOBO-NO3UTMBHICTb OLLIHIOETbCA AK MeHLUE, HiX 2% Bi HOpmanbHOI
nonynauii.

3aMopoXKeHi 3pasKuy, Lo MIiCTATb YaCTUHKKM abo arperatn GibpuHy, MOXyTb
flaBaTu XMOGHOMO3MUTKBHI pe3ynbTaTu.

MepexpecHi peakuii 3 iHWYMK KOpenboBaHUMU Bipycamy cnoctepiranuca
MeHLU, HiX Y 2% NO3UTUBHMX 3pa3KiB.
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Bcs npoaykuis IVD, BupobneHa KomnaHieio, nepebyBa€ nig KOHTponem
cepTudikoBaHoi CucTemm ynpasniHHaA AKICTIO BiNoBiaHoO fo npasuna ISO
13485. KoxHa napTia NpoxoAnTb KOHTPOsb AKOCTI Ta BUMYCKAETbCA Ha
PUHOK NILLIE 33 YMOBM, LLIO BOHA BiAMNOBiAa€ TexHiYHMM cneymdikauiam €C
Ta KpUTEepiaM NPUNHATHOCTI.
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