HABIP PEATEHTIB
KPACHYXA IgG ELISA

Rubella IgG ELISA

Kamanoe. Ne: EIA-3510 Jama sunycky iHcmpykuii: 2021-04-13

Bepcin 2.0

OcHOB0I Npu Npo8edeHHi aHanizy € opueiHan iHcmpykuil
l aHeniticekolo M0o8olo, 8kaadeHoi 8 Habip. Homep i 0ama sepcii
opuziHany i nepeknady iHCmpykyii noguHHi 36izamucs.

1 MPU3HAYEHHA

[JaHuin Habip sBnAe coboto iMyHOPepMEHTHWI aHani3 Ansa KinbKicHoro Ta
AIKicHoro BM3HauyeHHs aHTUTIN Knacy IgG po Bipycy KpacHyxu (Rubella Virus) B
cupoBaTui abo nnasmi (EATA-, renapuH- abo UmMTpaTHa nnasma) MoanHN.

Lieit TecT npu3HayYeHU TiNbKK ANA AiarHOCTUKM in vitro.

1.1 KopoTKuin onnc Ta NOACHEeHHA

KpacHyxa - ue obonoHkoBuin PHK-Bipyc, Wwo HanexuTb go Torasipycy. BiH mae
coepuuHy dopmy, giameTp AKOI CTaHOBUTbL NpPubAM3HO 50-70 HM. 3paETbeA,
iCHY€ nviwe oAvH aHTUreHHWI TWN, | XOAHOI NepexpecHoi PeakTUBHOCTI 3
anbdasipycom abo iHWMMM YneHaMu rpynu TOraBipyciB He BUABMIEHO.

Bipycu KpacHyxu € 36yaHMKaMM ANXanbHUX WAAXIB | nepefaloTbcs NepeBaXxHo
KpannuHHoto iHdeKuielo. KpacHyxa - Le mowuvpeHe B YyCbOMy CBiTi 3apasHe
3aXBOPIOBAHHA 3 NErKMMU  KOHCTUTYLiOHaNbHUMW  CUMATOMaMu  Ta
reHepanizoBaHoO BUCUMKOI. Y AUTAYOMY Billi Le He3HauHa xBopoba, ane
KON BOHa BWHWKAE Nif 4ac BariTHOCTI, iCHYE 3HAYHWIA PU3NK CEPNO3HOro
MOLIKOAMXEHHA Nnoay.

Pr3uk BpoaXeHOI KpacHyxu 3anexuTb Hacamnepes Bif MicAua BariTHOCTI, B
AKOMY nepeHeceHa iHbeKuin: 3aranom, Npubnn3Ho y 16% HEMOBNAT € OCHOBHI
BaAWn NpU HapOAXeHHI, AKLO MaTK 3axBopina Ha KpacHyxy B nepui 3 micaui
BariTHOCTI. BpomkeHa iHpeKUia KpacHyxu MoXKe Npu3BecTy A0 CUHAPOMY 3
ypaXXeHHAM opHoro abo [eKinbKox opraHiB, BigOMOro Ak pybeonspHa
embpionartis. Y geakux sunagkax iHpekLia € HEBUANMOIO, ane NPU3BOAUTb A0
MOLKOAXEHb, TakUX AK AedeKTn ouel, FnyxoTa, 3aTpUMKa POCTY Ta iHLUi.
MprpoaHWi iMyHITET, AK NpaBwo, TPUBaNuiA, ane peiHdeKLia MoXnmBa Yepes
3HUKEHHA PIBHA LMPKYNIOUMX aHTUTIN. [na iMyHi3auii BUKOPUCTOBYETbCA
BaKLMHA, WO MiCTUTb XXNUBUI BipyC.

IHpeKUilo KpacHYXM MOXHa iAeHTUOIKyBaTU LIAAXOM BUABMEHHA Bipycy 3a
nonomoroto MNP (npeHaTanbHoi), iHribyBaHHA remarntoTuHadii (HAI), remonisy
B reni (HiG), BuaBneHHa aHTWTIN 3a gonomoroto EIA, ELISA.

BuMmiptoBaHHA aHTUTIN Yy CMpOBaTLi € BaXXIMBUM ANA BU3HAYEHHA iMyHHOro
cTatycy. HaBiTb nonepepHsa iHdekuUina, xo4 i JOCMTb sAIBHA, MOXe He [aTu
TPUBANOro iMyHiTeTy, ane Moxe NP13BeCcTn A0 HAATO HU3bKOrO TUTPY aHTUTIN,
wo6b 3anobirtn peiHdekuii. OCOBNNBO, CKPUHIHT NIANITKIB Ta MOMOANX KiHOK
NMOBUHeH 6y T 06OB'A3KOBOIO MPOLIEAYPOIO MPU JOMONOroOBil LOMOMO3i.

BuaBneHHA aHTUTIN 4O KpacHyXu:

Bik IgM 19G MosAcHeHHs
Dopocnuit/gutHa | Mo3utueHuin | Mo3nTuBHMIA abo HepasHs iHdpekuin
HeraTuBHUMN

Jopocnuin/gutnHa | HeratmeHuin Mo3nTtneHMiA [lo 3apaxeHHs abo
BaKUMHaLji, iMyHHa

HoBsoHapopxenuit | HeratmBHuin Mo3ntusHuiA MaTepuHCbKINI imyHiTeT,
NacMBHUIN iIMYHITET A0 WecTu
Mmicauis

2 MPUHLUAN TECTY

Habip DRG KpacHyxa IgG ELISA sBnae coboto TBeppodasHuii

imyHodpepmeHTHUI aHani3 (ELISA).

MikpoTuTpoBi NyHKu y Burnagi TBepfoi ¢asn NOKpuTi iHaKTMBOBaHMM
aHTUreHom Bipycy KpacHyxu knacy K1S (wrtam HPV-77).

Y ui NyHKu nineTyioTb po3BefeHi 3pasKu nauieHTiB Ta roTosBi Ao
BUKOPUCTaHHA KOHTponi. Mig yac iHky6auii cneundiyHi aHTUTING o Bipycy
KpacHyxu NO3UTMBHIKX 3Pa3KiB Ta KOHTPOIB 3B'A3YI0TbCA 3 iIMMOOGiNi30BaHMMY
aHTUreHamm.

Micna etany npomuBaHHA ANA BWAANEHHA He3B'A3aHOrO 3paska Ta
KOHTPONbHOrO MaTepiany nepokcraasn XpoHy KOH'toroBaHi 3 aHTuTinamm IgG
NpoTY IIOAVHY NOTPaNNATb y nyHKW. Mif Yac apyroi iHKy6auii uen aHTu-IgG
KoH'toraT cneundiyHo 3B'A3yeTbcA 3 aHTMTINaMu IgG, wo npusBoanTb A0
YTBOPEHHA iMyHOKOMMEKCiB, noB’'A3aHnX 3 depmeHTaMn.

Mepeknaday Pomartok H. I1.

Micna ppyroro etany nNpomuBaHHA ANA BuAANeHHA He3B'A3aHOro KOH'loraTy
YTBOPEHi iMyHHi Komnnekcy (y pasi Mo3UTUBHUX pe3ynbTaTiB), BUABNAIOTbCA
LwnsAxoM iHKy6auii 3 cybctpatom TMB Ta yTBOpPEHHAM CUHBOTO Konbopy. CuHiii
KOMip MepeTBOPIOETbCA Ha KOBTUIA, 3yNuHALUM depMeHTaTMBHY peakLilo
iHAMKaTopa i3 CipYaHOoIo KNCNOTOI0.

IHTEHCUBHICTb LIbOro KOMbOpy MPAMO MponopLiliHa KinbKocTi cneundiuyHoro
[0 Bipycy KpacHyxm aHTuTina IgG y 3pa3ky nauieHta. OnTnyHa WinbHicTb Npn
450 HM 34UMTY€ETbCA 3a AOMOMOrOl0 34MTyBaya MIKPOTUTPOBUX MNaHLLETIB
ELISA.

3 3ACTEPEXXEHHA | MOMNEPEAMEHHA

- Habip npusHaueHwi Tinbku Ans in vitro ApiarHoctuku. Tinbku ana
npodecinHOro BUKOPUCTaHHS.

- MNepen nouyaTKoM [OCNIAKEHHA NpPOYUTANTE HCTPYKLIO MOBHICTIO N
yBaXXHO. BUKOPNCTOBYINTE AiNCHY BEPCito IHCTPYKLIT, AKa NOCTavaEeTbea 3
Habopowm. MNepeKoHaiiTecs, Lo BaM BCe 3p0O3yMino.

—  Bci peareHTu uboro Habopy, Aiki MiCTATb CPOBaTKy abo nnasmy NoguHK,
6ynn NpoTecToBaHi i Nokasanu HeraTuBHWIA pe3ynbTat Ha HIV I/1l, HBsAg
Ta HCV 3a metogamn cxsaneHum FDA. Tomy, BCi nNpoayKTn nioacbKoi
KPOBI, BKMIOYaAOUN 3pa3km CMpPOBaTKW, MOBUHHI BBaXaTNCA NOTEHLINHO
Hebe3neuHnmu.

—  YHuKainTe KOHTaKTy 3i CTON-po3unHOM, o mMicTuTb 0.2 monb/n HaSOa. Lie
MO>e BUK/MKaTV NOAPA3HEHHSA LWKipn abo oniku.

- Po3uuH cybctpaty TMB mae noppasHioilounin epekT Ha WKipy Ta C/IM30BI.
Y pasi KOHTaKTy, MPOMMIATE Oui 3 BENNKMM 06'EMOM BOAN i LIKipY 3 MUIOM
i Benukowo KinbkicTio Bogun. [NpomwuiiTe 3abpyaHeHi 06'ekT nepep
NOBTOPHUM BUKOPWUCTaHHAM. Y pa3i BAUXaHHA peareHTiB, BUBEAiTb
NIOANHY Ha CBiXke NoBITPA.

- MikponnaHLeT cknaga€eTbca 3 BiAPMBHUX CMY»KOK. HEBUKOPUCTaHI NyHKK
NOBVHHI 36epiratncs npu 2-8 °C B nakeTi 3 Gonbru i BUKOPUCTOBYBATUCA
3 PaMKOI0, LLIO HAAAETHCA.

- MineTyBaHHA 3pa3KiB Ta peareHTiB MOBMHHE 3AINCHIOBATNCA AKOMOra
WBMALE | 3 04HAKOBUMW YaCOBMMM iHTEPBanamu.

- BukopucToByiite pesepByapu TifbKu [nAa oKpemux peareHTis. Lle
0CobnMBO cTOCyeTbCcA cybcTpaTy. BukopuctoByloun pesepByap Ans
[O03YBaHHA PO3UMHY CybCTpaTy, AKUIA paHille BUKOPWUCTOBYBABCA AfiA
PO3UMHY KOH'loraTy, MOXe Mpu3BecTM A0 3abapBneHHs po3uuHy. He
BUNIMBalTe peareHTV Haszaf y $nakoHW, OCKiNbKM Moxe BiabyTuca
3abpyHEeHHA peareHTiB.

—  3miwynTe BMICT IYHOK peTenbHO, o6 3abe3neumnT XxopoLli pesynbTaTi
BMNPobyBaHb. He BUKOPUCTOBYIATE MIKPONYHK/ MOBTOPHO.

- He po3BonainTte nyHKam BUCOXHYTW; fOAABANTE peareHTV HeranHo nicna
3aBepLUeHHA CTafii ONoniCKyBaHHA.

—  [Jlo3BonuTu peareHTam Harpitmca go KimHaTHOI Temnepatypu (21-25 °C)
nepeA noyaTtkom BuWMNpoOyBaHHA. TemnepaTypa Oyae BnvMBaTU Ha
NoKasaHHA OMNTUYHOI LWiNbHOCTI aHanisy. MNpoTe, 3HaueHHA ANA 3paskis
naujieHTiB He 6yAyTb MOPYLUEHI.

- Hikonu He nineTyBaTn pOTOM i YHMKaTV KOHTaKTy peareHTiB i 3pa3kis 3i
LWIKipOIO | CIM30BUMYM 0BONTIOHKaMW.

— He nanutu, He icT, He NUTK | He 3aCTOCOBYBATWN KOCMETUKY B TUX MiCLAX,
[le 06pobnATbCA 3pa3ku abo peareHTy Habopy.

- OpAaraTm ofHOPa3oBi NAaTEKCHI PyKaBWMYKM Npu poboTi 3i 3paskamm i
peareHTamun. MikpobHe 3a6pyaHeHHA peareHTiB UM 3paskiB MoXe AaBaTtu
NOMWIKOBI pe3ynbTaTu.

- O6pobka NOBMHHa  3AiMCHIOBaTUCA  BIAMOBIAHO [0  mpoueayp,
BM3HAUYEHUX BIiANOBIAHMMMN HaUiOHaNbHUMK Mpasunammn 6GionoriyHoi
6e3neku.

- He BMKOpWCTOBYINTE peareHTV MicNA 3aKiHYeHHA TepMiHy NpuAaTHOCTI,
3a3HayYeHOro Ha eTuKeTLi.

- Bci 3a3HaueHi 06cArv NoBUHHI YTV BUKOHaHI BiiNOBIAHO A0 NPOTOKONY.
OnTtManbHi pe3ynbTaTy BUNPobyBaHb OyAyTb OTpUMaHi  TiNbKK Mpu
BUKOPWCTaHHI KanibpoBaHUX MiMeTOK i MIKpPOTUTPOBMX MaHLLETHUX
34nTyBauiB.

- He cnig 3miwyBatn abo BMKOPWUCTOBYBaTM KOMMOHEHTM 3 HabopiB 3
pi3HUMM HOMepamu NOTiB. PeKOMeHAYETbCA, He 3MiHIoBaTU MicLAMM
NYHKN Pi3HMX NaHLWETIB HaBiTb OAHOrO i TOro X NoTy. Habopu moxyTb
TpaHCMopTyBaTUCA abo 36epiraTvca B pPi3HWX yMoBax i 3B'A3yiodi
XapaKTePUCTVKM NIaHLLETiB MOXYTb aBaTu AeLLo iHLWi pe3ynbTaTu.

- XimiuHi peyoBMHM | NPUroToB/EeHi abo BUKOPUCTAHI peareHT! MOBWHHI
po3rnagatTica AK HebesneuHi BigXoau BIAMOBIAHO OO HaUiOHANbHUX
npaswn 6ionoriyHoi 6esneku.

—  [na otpumaHHs iHpopmauii Npo Hebe3NeyHi peyoBrHU, WO BXOAATb 40
Habopy, 6yab nacka, 3BepHitbca go MacnopTa 6e3neku.

MacnopTn 6e3nekn AnA [JaHoOro MNPOAYKTY HaAalTbCA 33 3anvToMm
6e3nocepenHbo Big DRG.

4 PEATEHTU
4.1 PeareHTn, AKi nocTayaloTbca
1. Mikpomumpoei nyHku, 12 x 8 (BipunBHi) CMY>XKHW, 96 NYHOK;



JIyHKN NOKpUTi iHAKTMBOBAHUM aHTUreHOM Bipycy KpacHyxu K1S (wtam
HPV-17).
(BKN. 1 NNiBKY ANA HaKPWBaHHA)

2. Po34yuHHUK 0ns 3paskie*, 1 pnakoH, 100 M1, FOTOBMI 10 BUKOPUCTaHHS,
MiCTUTb aHTUTINO Knacy IgG npoTtu noguHun, pH 7.2 +0.2;
3€M1eHOro Konbopy;

3.  Cmanoapm (Cmanoapm 1-3)*, 3 pnakoHu, roToBi 1O BUKOPUCTaHHS;
KoHueHTpauii: 10, 50, 100 MO/mn;
CraHpapT KanibpyloTbcsa BignoBigHO A0 MixXHapogHOro cTaHZgapTty
BOO3 npotu imyHornobyniHy KpacHyxw, nioguHu (RUBI-1-94),
CraHgapT 1, 2 M1, 3e1I€HOro KONbopy, 3€NeHNIA KOBMaYoK;
CraHZapT 2, 2 M1, CHbOTO KOMbOPY, CMHIi KOBMAYOK;
CraHgapT 3, 2 M1, 4epPBOHOr O KOJIbOPY, YePBOHWI KOBMAYOK.

4.  HeaamueHuii Koumponb*, 1 pnakoH, 2.0 M, roToBUIA O BUKOPUCTAHHS;
YKOBTOTO KONbOPY, XOBTUIA KOBMAYOK.

5.  MosumueHuli Kowmpono*, 1 ¢nakoH, 2.0 wmn,
BUKOPUCTaHHS; GiONeToBOro Kobopy, YOPHUI KOBMAYOK.

6. (MepmeHmHuli KoH'toeam*, 1 dnakoH, 20 MA, rOTOBUI 4O BUKOPUCTAHHS,
aHTUTINA A0 NOACLKOro |gG, KOH'IOroBaHOro 3 NePOKCMAA3010 XPOHY
YepBOHOIO KOMbOpPY.

7. Po3yuH cy6cmpamy, 1 ¢nakoH, 14 mn, rotoBuii OO BUKOPUCTaHHS,
TeTpameTunbeH3navH (TMB).

8. Cmon-po3yuH, 1 dnakoH, 14 mn, roToBUiA O BUKOPUCTAHHSA, MicTUTb 0.2
Monb/n HaSO04,
YHUKATN KOHTAKTY 3i CTOM-PO34YMHOM. Lle MoXe BUKNMKaTV NoAapasHEHH:A
LKipK i oniKkKn.

9.  MpomueHuli po3yuH*, 1 dnakoH, 30 mn (KoHueHTpaT 20X Ha 600 mn), pH
6.5+0.1;
AnBUTUCA po3ain «[TpUroTyBaHHA peareHTiB».

*MicTATb He PTYTHWIA KOHCEPBaHT.

rotoBun go

4.1.1 MaTepianu, Lo He NOCTa4YalTbCA, ane € Heo6xigHUMI

- MikpoTuTpoBuii BigkanibposaHuii pigep (450/620 HM £ 10 HMm).
- BigkanibpoBaHi perynboBaHi TOUHi MikponineTku.

- IHKy6aTop 37 °C

- PyuHe abo aBToMaTMyHe 06nagHaHHA A1A TPOMUBAHHA NYHOK
- Buxposuii 3milysay

- CBiXO AUCTUNbOBaHa BoAa

- Tanmep

- Abcopbytounii nanip

4.2 YmoBwu 36epiraHHAa

3a ymoBu 36epiraHHA npu Temnepatypi 2-8 °C aKTUBHICTb peareHTiB Oyae
36epexeHa A0 AaTW 3aKiHUEHHA TepMiHy npupaaTHocTi. He BUKopucToByiTe
nicna uiei patn.

BigkpwTi peareHTV Ta NyHKM NOBUHHI 36epiratucb npu 2-8 °C. MikpoTuTpoBi
NYHKM NOBWHHI 36epiratrce npu 2-8 °C. Micna BigKprBaHHA Milleuka i3 ¢onbru
Tpeba 3HOBY IOr0 repMeTUYHO 3aKpUTK.

Biakputuin Habip cTabinbHWIM 8 TVXKHIB NP 36epiraHHi, AK BKa3aHo BuLLe.

4.3 MigroTtoBKa peareHTis
Mepepn BMKOPWCTaHHAM JOBEAITb BCi peareHTV Ta NOTPIOHY KiNbKiCTb CMY»OK
[0 KimHaTHoI Temnepatypw (20°C - 25°C).

MpomueHuli po34yuH

Possectn lMpomusHuli PosyuH 1+19 (Hanpuknag, 10 mn + 190 mn) cBixoto
ounLeHolo Bifj bakTepili pegucTunboBaHoio Bogolo. Liel po3seaeHnini po3umnH
ANA NPOMMUBAHHA Ma€ 3HayeHHA pH 7.2 £ 0.2

BuTpaTa: ~ 5 Mn1 Ha BU3HaYeHHs.

Kpuctanu B po3umHi 3HMKaloTb Npwv HarpiBaHHi Ao 37 °C Ha BOAAHIN baHi.
MepekoHaiiTecd, WO  KpWUCTanuM _ MOBHICTIO  PO3YMHAIOTbCA  Nepef
BUKOPUCTaHHAM.

PosgedeHuli Po3yuH 0118 lpomusaHHA cmabinbHuli npomsazom 1 MuXHA npu
memnepamypi 2-8 °C.

4.4 Ytunisauia Habopy
YTunizauito Habopy cnig NPoBOAWTY BiANOBILHO AO BMMOT TEXHIKM 6e3neKku.
CneuianbHa iHpopMaLia ona umx NpoaykKTiB BKasaHa B MacnopTti besnekw.

4.5 MNowKoaKeHHA Habopy

Mpu crnbHOMY MOLWKOMAKEHHI HAaboOpy UM MOro KOMMOHEHTIB HeobXigHO
NOBIAOMWTU B NCbMOBI GpOPMi BUPOOHUKa BNPOAOBXK OAHOTO TVKHA MicnsA
oTpyMaHHA  BMpOOY. CUNbHO  MOLIKOAXEHI  KOMMOHEHTW He i
BUKOpucTOBYBaTY. IX Cnig 36epiraT [o 3HailgeHHA piweHHs. Micna yboro, ix
cnif yTunisyBaTtu 3rifjHo oQiLiiHMX po3nopAaaMXeHb.

5 3ABIP TA NIAFOTOBKA 3PA3KIB

CupoBaTtka abo nnasma (EATA-, renapvHoBa abo uMTpaTHa nnasma) MOXyTb
BUKOPVICTOBYBATUCH B laHOMY aHanisi.

Mepeknaday Pomartok H. I1.

He cnig BMKOpPWCTOBYBaTU reMOniTUYHI, XKOBTAHWYHI abo ninemiyHi 3pasku. 3a
oJaTKoBO iHpopMmaLi€to AuB. po3ain «IHTepdepytoUi peyoBrHN».

5.1 3a6ip 3paska

CupoBaTtkKa:

MpoBepitTe 3abip KpoBi BeHenyHKuUielo (Hanp. Sarstedt Monovette ans
CUPOBATKM); LO3BONbTE i 3rOPHYTUCH; i BiAAiNiTh CMpoBaTKy, LeHTpudyrytoumn
npwv KiMHaTHi Temnepatypi. He LeHTpudyryiiTe 4o NOBHOIO 3CiAaHHA KPOBI.
[na KpoBi nNauieHTiB, AKi MPOXOAATb Tepamnilo aHTUKOArynAHTaMu, Moxe
3Hago6uTKCs GinbLue Yacy Ans 3cigaHHs.

Mnasma:

LlinbHa KpoB noBrHHA 6yTu 3ibpaHa B LEeHTpUdYXHI NPobipKy, Wo MICTATb
aHTUKoarynaHT  (Hanpuknap, Sarstedt  Monovette 3 BignosigHoO
niAroToBNIEHOO Na3Molo) i LeHTprdyroBaHa Bigpasy nicns 36opy.

5.2 MigroTroBKa Ta 36epiraHHA 3paskKiB

3pa3Kky 3aKpUTU KpurLKamu i 36epirati go 4 aHis npu 2-8 °C nepep aHanizom.
3pa3ky, fAKi 36epiraloTbcA Ha MpoTaAsi Ginbl TpuBanoro vacy (15 micauis)
MaioTb 6yTU 3aMOpPOXeHi TiNbK/ OAMH pa3 npu Temnepatypi Big -20 °C nepen
aHani3oM. Po3MOpOXeHi 3pa3ku MOBUHHI OGyTU KiNbka pa3iB nepeBepHyTi
nepep TeCTyBaHHAM.

5.3 Po3BepieHHA 3paskKiB

Mepen TecTyBaHHAM KOXeH 3pa3OK NalieHTa crovyatky cnif po3basBuTun
Po34uHHUKOM 0715 3paskie;

Hanpuknag 10 mkn 3pa3ka + 1 mn PosyuHHuka 0na 3paskie. [o6pe
nepemilaTk, 3a/IMWINTA HaCcTOOBAaTUCA MpoTarom 15 XBUNMH i go6pe
nepemilaTii nepes BUKOPNCTaHHAM.

MayieHmam 3 KoHyeHmMpauiamu, wo nepesuwytoms CmaHoapm 3, cnio
npos8ooumMu nosmopHe po38edeHHs Ub020 po34yuHy 1+100 y cniggioHOWeHHI
1:10;

Hanpuknad 20 MK/ nepwozo po3gedeHHs 3pa3ka + 180 MK/ pO3YUHHUKA O71A
3paskig (0obpe nepemiwamu).

3BepHiTb yBary: CTaHJapTV Ta KOHTPONi roToBi A0 BUKOPWUCTAHHA i iX He
noTpibHo po3soanTyn!

6. MPOLIEAYPA AHANI3Y

6.1 3aranbHi 3ayBa)KeHHA

- JyXe BaXnmeBo [OBeCTW BCi peareHTW, 3pas3sku Ta KOHTponi Ao
KiMHaTHOI TemnepaTypu nepep no4yaTtkom gocnigKeHHa!

- MicnAa novaTKy HOCNIAXEHHA BCi KPOKM MOBWHHI BMKOHYBaTUCb 6e3
3aTPUMKN.

- BukopucroByiiTe HOBi Hacagkum [nAa ninetok nepeq
BUKOPUCTaHHAM, LLO6 YHVKHYTN NepexpecHoro 3abpyAHeHHs.

- OnTrMyHa WinbHICTb 3aneXxuTb Bi TemnepaTypu i yacy iHKy6auii. Tomy,
nepep NoYaTKoM AOCAKEHHA HEOOXiAHO NpocniaKyBaTy, Wob Bce byno
roTOBO: KOBMAYKW 3HATI, peareHTn NPUroToBeHi, NIYHKN 3aKpinieHi Ha
TpyMaui i Take iHwe. Lle fo3BonnTb NPoBOANTU BCi KPOKWU 3a OAUHAKOBI
iHTepBanu Yacy Ta 6e3 3aTPUMKU.

- 3a 3aranbHuM npaBuiomM $epMeHTaTBHA peakuis NpPAMO npornopLiiiHa
yacy i Temnepatypi iHKy6aLii.

- LWinbHoO 3aKkpuTU dnakoHU 3 peareHTamy Bigpasy MiC/A BUKOPUCTAHHS,
06 YHUKHYTW BUMNapoBYBaHHA | MIKpDOOHOTO 3a6pyAHEHHS.

- LWo6 yHUKHYTM nepexpecHOro 3abpyAHEeHHA i MOMWUIKOBO 3aBULLEHUX
pe3ynbTaTiB nineTyBaTV 3pa3ku MaLi€HTIB i BHOCUTU KoOH'loraT 6e3
pPO36pr3KyBaHHA Ha AHO NYHOK.

- [Mpotarom iHky6auii npy 37 °C HaKpyBaTh MIKPOTUTPOBI CMYXKM
donbroto, Wob YHNKHYTN BUNApOBYBaHHS.

KOXHUM

6.2 Mpoueaypa gocnigKeHHA

MNepen nouyaTkom aHanisy, po3Bectn Po3yuH 019 NPOMUBAHHSA, MiAroTyBaTH
3pasKu Naui€HTIB, AK ONNCaHO B NYHKTI 5.3, i peTeNlbHO BCTaHOBUTU NAaH
po3noginy Ta igeHTudikauii, wWo Bxoautb f0 Habopy, ANA BCiX CTaHAAPTIB,
3pasKiB Ta KOHTPONIB.

1. B3aTK HeOobXigHY KiNbKiCTb MIKPOTUTPOBMX CMY>OK UYL NIYHOK Ta BCTaBTe
Xy WwTaTtme.
Byab nacka, po3micTiTb WoHanMeHLwue:

1 nyHKY (Hanpwuknag, A1) ana Hee. Koumpornio,
4 nyHKn (Hanpuknag, Big B1 Ha) ansa CmaHdapmie 1-3
1 nyHKY (Hanpwuknag, Big F1)  ana l1o3. Komposio

KopuctyBau BUpIlLYE, Y NPOBOAMTU BM3HAYEHHA KOHTPONIB i 3pasKis
naui€eHTiB B ABOX NPUMiPHMKaX.
2. BHectn

100 mkn Hez. KoHmpornto B NTyHKy A1l
100 mkn Cma+Hoapmy 1 B nyHKy B1 + C1
100 mkn CmaHOapmy 2 B NyHKy D1
100 mkn CmaHdapmy 3 B nyHKy E1



100 mkn [1o3. KoHmpornto B NyHKy F1 Ta
100 MKn KOXHOro po3Be[JeHOro 3paska 3 HOBMMW OfHOPAa3OBMMU
HaKOHEYHWKaMK y BIAMOBIAHI NMYHKN.

3. HakpuT nyHKM MNiBKOW, WO MOCTayaeTbcA B Habopi. IHKybyBaTu
npotarom 60 xsunuH npm 37 °C.

4. BununTe pi3Ko BMICT NTyHOK.
Mpomuite nyHkn 5 pasiB po3sesneHum llipomugHum PozquHom (300 MKn
Ha NnyHKYy). [epeBepHiTb NyHKN Ha abcopbytounin nanip ANnA BuAaneHHs
3aNULLKIB.
BaxknuBe 3ayBaXKeHHA: YyTNMBICTb | TOUYHICTb LbOro aHanisy 3anexatb
Bifl NPaBUNbHOCTI MPOBeAEHHA NpoLeaypy MPOMMBaHHA!

5. BHectn 100 mkn QepmeHmHo20 KoH'102amy B KOXHY JTyHKY.

6.  IHKy6yBaT\ 30 XBUAVH NpU KiMHaTHIn TemnepaTypi (20-25 °C).
He niddasamu eniugy npaMux COHAYHUX npomeHig!

7.  BunuiiTte pi3ko BMICT IyHOK.
MpomuitTe nyHkun 5 pasiB po3segeHum lpomusHum Po3quHom (300 mMKn
Ha NyHKy). MNepeBepHiTb NlyHKM Ha abcopbytoumnii nanip AnA BUAANeHHA
3a/IMLLKIB BOMOTW.

8.  Jopante 100 mkn Po3yuHy Cy6cmpamy B yCi NyHKW.

9. InkybyiTe 15 XBUAMH NpW KiMHaTHiIN Temnepatypi (20-25 °C) B
TEMHOTi.

10. 3ynuHiTb depmeHTaTVBHY peakLilo, goaaswy 100 mkn Cmon Po3yuHy B
KOXHY JTYHKY.
Byab-Ake 6naknTHe 3abapBneHHs, AKe NPOABWMIOCA Mif yac iHKybauii,
3MIHIOETbCA Ha XOBTE.
Mpumitka: B1coko No3nUTMBHI 3pa3kn NauieHTIB MOXYTb MaTh TEMHUI
ocajj XxpoMoreHy!

11, 3uutaTm ONTUYHY LWINbHICTb KOXHOI NiyHKM npu 450/620 Hm 3a
[OMOMOrol0 MiKpOTUTPOBOrO MnaHweT-pigepa npotarom 30 XBUAWMH
nicna gopasaHHA Cmon Po34uHy.

6.3 BumiploBaHHA

Bumipatn ontuyHy winbHictb (OLL) y BCix nyHKax npu JOBXWUHI xBuni 450
HM i 3anucatn 3HaueHHA Ol gnAa KOXXHOro KOHTPOSIO i 3pa3ka Maui€eHTa B
nnaHi posnoginy Ta ineHTudikauii.

PekomeHAY€EeTbCA NoABiiHE 34YMTYBAHHA OOBXWUHM XBWAI 620 HM B AKOCTI
pedepeHTHOT JOBXUHN XBUI.

Tam, fie Le Moxe ByTV 3aCTOCOBaHO, po3paxyBaTh cepefHE 3HaueHHA OLL
BCiX NOBTOPIB.

7 PO3PAXYHOK PE3YJIbTATIB

7.1 OuiHka po6oTu Tecty

TecT MOXe BBaxaTunca AiNCHUM Npy OTPUMAHHI HAaCTYMHUX KpUTepiis:
Hee. Konmpone 8 A1: 3HauyeHHA abcopbuii HmKYe 0.20
Cmandapm 1 (Cut-off) 8 B1+C1: 3HaueHHs abcopbuii mixk 0.35 - 0.85
CmaHoapm 2 e D1: 3HauyeHHA abcopbuii mixk 0.90 - 2.10
CmaHoapm 38 E1: 3HauyeHHA abcopbuii mixk 1.40 - 2.60
Mo3. Konmpone 6 F1: 3HauyeHHA abcopbuii mix 0.65 - 3.00

7.2 Po3paxyHOK KilbKiCHUX pe3ynbTaTiB

Ana oTpumaHHA KinbKicHnx pesynbTatiB B MO/mn Bigknagite (cepepHi)
3HaueHHA OLL Hee. KoHmponio i Ctangaptie 1, 2, i 3 Ha (NiHIRHWA/NIHIRHWIA)
rpadiuHoMy nanepi B CCTEMi KOOPAUHAT NPOTU iX BiANOBIAHWX KOHLEHTpaLi
(0, 10, 50 Ta 100 MO/mn) i nobypyiiTe cTaHAAPTHY KanibpysBanbHy KpuBy
(3HaUeHHA ONTUYHOI LWINbHOCTI Ha BeEPTMKaNbHIN oOcCi Y, KOHUeHTpauil Ha
ropu3oHTanbHil oci X).

3ynTaiiTe pe3ynbTaTy 3 i€l cTaHAAPTHOI KPMBOI BUKOPUCTOBYIOUN (cepepHi)
3HauyeHHA OLL KoxHOro 3paska i KOHTponto nauieHTa. Bci gocTynHi BignosigHi
KOMM'lOTEPHI MporpamMmuM MOXyTb HajaBaTh HacTynHi ¢yHkuii: 4 PL (4
napameTpu norictTukn). Mmn BUKopUCTOBYEMO nporpamy perpecii DRG ana
Windows (perpecia Rodbart 3 4 napameTtpamu).

AKWO BUKOPUCTOBYETbCA iHIWE MporpamHe 3abesneyeHHA ANA perpecii,
OTPUMaHi 3HaYeHHA NOBMHEH NePEBIPATU KOPUCTYBaY.

NMPUMITKA: 3HaueHHs dodamkoeo (1:10 y 3azaneHomy 1:1000) po3sedeHux
3paskie nauieHma HeobXiOHO NOMHOXUMU HA 8i0N0BIOHUL KoegiuieHm
po3sedeHHsA, wob ompumamu npasuseHi pesynemamu! (Po3gedeHHa 1:10 =
KoegpiuieHm possedeHHs: 10). (Jue anasy "5.3 Po3gedeHHs 3paskie”).

7.3 IHTepnpeTauif KinlbKicHUX pe3ynbTatis
HacTtynHi 3HaueHHA cnip BBaXKaTh OPIEHTUPOM:

HEFATUBHE: <10 MO/mn
CIPA 30HA (oaHO3HauHe): 10-15 MO/mn
NO3UTUBHE: > 15 MO/mn

7.4 Baxknusi npuMiTKn wopo iHTepnpeTtauii pesynbtatiB DRG KpacHyxa
IgG ELISA

Mpw nigo3pi Ha iHpeKuilo KpacHyXu Mif Yac BariTHOCTI HeobXigHO BU3HAUNTY
CTaH aHTUTIN BariTHOI XiHKW. Y pa3i BuAsneHHA 65 MO/mn IgG y cuposaTtui
KPOBI i BULLe, TO XiHKa 3axuLlyeHa Bif iHdeKUil, i Hemae PU3UKY NOLLKOAXKEHHSA
embpioHy. PeaynbTtat Big 40 o 45 MO/Mn 3HaXOAATLCA B Cipiil 30Hi.
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8 KOHTPOJ1b AKOCTI

PekomeHayeTbCA BMKOPWUCTOBYBATU KOHTPOJbHI 3pa3ku BiANoBigHO A0
JepXaBHMX | MicueBUX BUMOr. BUKOPUCTaHHA KOHTPOMbHMX 3pasKiB
peKkomMeHAYyeTbCcs  Aans 3abe3nevyeHHs NOBCAKAEHHOI  [OCTOBIPHOCTI
pe3ynbTaTiB. BUKOPUCTOBYITE KOHTPOJi HOPMaNbHKX i NATONONYHNX PIBHIB.
TakoX, peKoMeHAYETbCS BUKOPUCTOBYBATW HauioHanbHi abo MiXHapomHi
nporpamu ouiHK/ AKOCTI 415l TOro, Wo6 3a6e3neymnTi TOYHICTb pe3ynbTaTiB.
AKWo pe3ynbTaTu aHanisy He BiAMOBIAalOTb BCTAHOBAEHUM AOMYCTUMUM
Ziana3oHaM KOHTPOMNbHMX MaTepianiB, pe3ynbTaTu Naui€eHTa MOBUHHI OyTn
BU3HaHIi HediicHUMN.

Y ubomy BuUMagKy, byab nacka, nepesipTe HACTYMHi TEXHIYHI aCNeKTV: Npunaam
OnA  nineTyBaHHA, ¢OTOMeTp, TepMiHW NPUAATHOCTI peareHTiB, YMOBU
36epiraHHsa i iHKy6aUii, acnipauii i MeToaiB MpoMMBaHHs.

Micna nepeBipkM BULEBKa3aHUX MYHKTIB, He 3HaxoAsun Oynb-AKi MOMUNKY,
3BEpPHITbCA Ao AncTpub'toTopa abo 6eanocepeaHbo Ao DRG.

9 POBOUYI XAPAKTEPUCTUKIU
9.1 ilnHamiuyHni gianasoH aHanisy
[iana3oH aHanisy 3Haxoautbca mixk 0.40 - 100 MO/mn.

9.2 CneundiyHicTb aHTUreHy (MepexpecHa peaKTUBHICTb)

He 6yno BuaBneHo nepexpecHoi peakTUBHOCTI WOAO BipyCy KOpy, MapoTuTy,
Bipycy Varicella zoster, MapBoBipycy B19, Bipycy EnwreiiH-bappa (VCA) Ta
Bipycy [leHre-2.

9.3 AHaniTM4YHa YyTAuBicTb

AHanitnuHa uytnueictb DRG ELISA po3paxoByBanacsa WnAXOM [OAaBaHHA 2
CTaHAApPTHUX BigXuneHb A0 cepefHbOro 3HauyeHHA 20 MNOBTOpPIB aHanisy
HYNbOBOrO CTaHAAPTY (=HeraTMBHWI KOHTPOMb) i cTaHoBUTL 0.40 MO/mn
(OLL4so = 0.030).

9.4 [liarHocTnyHa cneyndivHicTb

[iarHocTnyHa cneundiyHiCTb BU3HAYAETbCA AK BIPOriAHICTb aHanisy OUiHKM
HeraTMBHOro pe3ynbTaTy 3a BiACYTHOCTI cneundiyHoro aHanity. (BusasneHo
meTogom nopiBHAHHA NovaTec ELISA 3 Tpboma naptiamm DRG ELISA, 185
3paskiB, 3 HUX 6yNo NpoaHanizoBaHo 27 HeraTMBHWX 3Pa3kKiB.)

Lle 100% ans BCix TpbOX NOTiB BUpobHULTBa DRG.

9.5 [liarHoCTNYHa YyTAMBICTb

[iarHocTyHa 4JyTNUBICTb BM3HAYAETbCA AK WMOBIPHICTb aHanisy ouiHKM
NO3NTMBHOrO pe3ynbTaTy Yy NPUCYTHOCTI KOHKpPEeTHOro aHanity. (BussneHo
meTogom nopiBHAHHA 3 NovaTec ELISA, 185 3pas3kiB, 3 HUX NpoaHani3oBaHO
158 NO3MTMBHMX 3pa3KiB.)

Lle 100% ans BCix TpbOX NOTiB BUpobHULTBa DRG.

9.6 MNopiBHAHHA MeTOAIB
DRG ELISA nopisHioBann 3 iHwum ELISA  KpacHyxa
MpoaHanizoBaHo 185 3pa3KiB cMpoBaTKu.

IgG  (NovaTec).

IHwun ELISA

K-ctb = 185 Mos. Her.
DRG Mos. 158 0
ELISA Her. 0 27

Y3ropxeHHsa: 100%

9.7 BigTBOpIOBaHICTb

9.7.1 TouHictb B aHanisi Tecty DRG KpacHyxa IgG ELISA Bu3Hauvanu 3a
fornomorot 20x BUMiptoBaHb 12 3pasKiB CMPOBATKU, IO OXOMMIOITb BECb
fianasoH BUMIpIOBaHHA.

3pa3ok | CepepHsa KoHuU. (MO/mn) KB B aHanisi (%) n
1 8.0 9.8 20
2 0.4 9.5 20
3 5.0 8.9 20
4 10.7 9.0 20
5 21.2 5.9 20
6 11.1 8.2 20
7 27.8 8.9 20
8 46.8 7.6 20
9 43.9 9.5 20
10 93.7 8.2 20
11 140.1 9.2 20
12 157.7 9.9 20

CepepHiii KB B aHanisi 8.7 %

9.7.2 TouHicTb MiX aHanisamu Tecty DRG KpacHyxa IgG ELISA BusHavanu 3a
nonomoroto 3 3paskiB 3 2 Habopammn B 10 He3aneXXHUX BUMIPIOBAHHAX MO 2
NOBTOPU Ha aHani3.



3pa3ok | CepepHsa koHuU. (MO/mn) KB mix aHanizamu (%) K-cTb
1 12.8 11.5 40
2 18.2 11.4 40
3 22.1 14.7 40

9.8 BigHOBNeHHA

BinHoBneHHAa DRG KpacHyxa IgG ELISA Bu3Hauyanu wnAaxom popaBaHHA
3pOCTalOUMNX KiNbKOCTEN aHaniTy [0 TPbOX PIi3HUX CUMPOBATOK, WO MICTATb
Pi3HY KinbKiCTb eHforeHHoro aHanity. BigcoTok BigHOBNEeHb BM3Hauyanu
LISIAXOM MOPIBHAHHA OUiKyBaHMX Ta BUMIPAHMX 3HauyeHb 3paskiB. 3HaueHHA
OlW/ognHnyi DRG noBWHHI 36inbliyBaTMCA 3 [OAABAHHAM 3POCTAOUMX
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KOHLeHTpaLin aHanity.

3pasok 1 3pasokK 2 3pasok 3
KoHueHTpauis (MO/mn) 4.5 4.8 1.1
CepefHE BiHOBNEHHA 99.7 914 98.5
JianasoH Bin 94.0 87.7 91.0
BigHOBNEHHA (%) 1o 110.6 94.1 106.5

9.9 NiHinHicTb

Tpn 3paskn (cMpoBaTku), WO MICTATb Pi3Hi KiNbKOCTI aHanity, cepiHo
pPO3BOAUNN PO3YMHHUKOM ANA 3paskiB i aHanisyBanu 3a gonomoroto ELISA

OIAMEB

Trade

YMNOBHOBAMEHUW NPEACTABHUK

TOB «[JIAMEB TPE”,H»
8yn. CumoHa lMemniopu, 25

DRG. BipcoTok BiHOBNEHHA PO3PaxOBYBaBCA  LWIAXOM  MOPIBHAHHA
OYiKyBaHUX i BUMiPAHUX 3HaYeHb ANA aHaniTy.
3pasok 1 3pa3ok 2 3pa3ok 3
KoHueHnTpauia (MO/mn) 180.5 100.2 146.0
CepefHE BifHOBNEHHA 96.7 104.6 102.2
Aiana3soH Bin 85.3 91.9 91.2
BiffHOBNEHHA (%) no 104.4 115.0 114.4

10 OBMEXEHHA NMPOLEAYPU

bakTepianibHe 3abpyAaHeHHs abo MOBTOPHI  UWMKAM  3aMOPO>KyBaHHS-
PO3MOPOXKYBaHHA 3pa3ka MOXYTb BM/IVHYTU Ha 3HaYeHHs abcopbuii.

Y nauieHTiB 3 iMmyHOAedIiLUTOM i HOBOHAPOLXKEHMX CEPONOriuHi faHi MalTb
o6MeXeHe 3HaUYeHHs.

10.1 IHTepdepyloui peyoBUHN
l'emorno6iH (go 4 mr / mn), 6inipy6iH (go 0,25 mr / mn) Ta Tpurniyepuam (ao 7.5
Mr / M) He BNAUBAKOTb Ha pe3ynbTaTy aHanisy.

11.MPABOBI ACMEKTU

11.1 focToBipHicTb pe3ynbTaris

JocnifgxeHHA HeobXigHO NMPOBOAMTU TOYHO Y BIAMOBIAHOCTI 3 IHCTPYKLUiED
BUPOOHMKa. TaKoX, KOpUCTyBauyy HeoOXiAHO CnigyBaTu MNpaBunaM TeXHIKu
6e3neku, HalioHanbHUM cTaHgapTam. OCo6NMBO Lie CTOCYETbCA BUKOPUCTAHHSA
KOHTPONbHMX peareHTiB. BaxknvBo 3aBxAn BKOYaTM B pamKax npouegypu
BUNPOOYBaHHA [OCTATHIO KiNbKiCTb KOHTPOMIB ANIA OLiHKM NPaBWIbHOCTI Ta
TOYHOCTI TecTy.

Pe3ynbTatn pocnigkeHHA BBaXalOTbCA AOCTOBIPHMMM, AKLWO KOHTpONI
3HaXOAATbCA B YKa3aHMX MeXax i AKLWO iHWi napameTpu [OCTiAXKEHHA TaKoX
BiANOBigalOTb  XapakTepuctukam npouefypu. Y Bunagky cymHiB abo
3aHernoKo€eHHA 3BepTatuca o DRG.

11.2 TepaneBTNYHI 3aKNOYEHHA

TepaneBTUYHI HacnigkM HiKOAM He MOBWHHI 6Ga3yBaTucA Jnuvwe Ha
nabopaTtopHux pesynbTaTaX, HaBiTb AKIWO BCi pe3ynbTaTu  TecTiB
y3ropKylTbCa 3 npeameTamy, AK 3a3HauyeHo B NyHKTi 11.1. byab-Akun
nabopaTopHUl pe3ynbTaT - Le NuLie YacThHa 3arasbHOi KNiHIYHOI KapTuHM
naujieHTa. [HiarHos iHbeKuinHoro 3aXBOPIOBAHHA He NoBUHEH
BCTAaHOBJ/IIOBATUCA Ha MiACTaBi OfHOTO pe3ynbTaTy OOCTEXeHHA. TouHui
fiarHo3 MOBMHEH BpPaxOBYBAaTU KAiHIYHY iCTOPIilO, CUMNTOMAaTUKY, a TaKOX
CeponoriyHi AaHi.

Jlnwe y Bunagkax, Konv nabopaTopHi pesynbTaTh y3ropgxKyoTbCa i3 3aranbHoI0
KNiHIYHOIO KapTUHOIO NaLlieHTa, CNifl OTPUMYBATU TepaneBTUYHI HaCNiAKN.

Cam pe3synbTaT TecTy HiKONM He MOBUHeH 6yTn €auHuUM dakTopom, AnA
BU3HaYeHHA TepaneBTUYHNX BUCHOBKIB.

11.3 BignosiganbHictb

byab-fika MmoaudikaLia TecT-Habopy Ta / abo 06MiH abo 3MilyBaHHA Byab-AKUX
KOMMOHEHTIB Pi3HWX NapTili Bifi OAHOro TECTOBOro Habopy A0 iHWOro MoXe
HeraTMBHO BM/IMHYTV Ha NpK3HayeHi pe3ynbTaTu Ta BanifHIiCTb 3arajbHOro
TecTy. Taka mogudikaLis Ta / abo 0bmiH BTpayatoTb cuiny Oyfb-AKUX NpeTeHsil
oao 3aMiHn.

MNpeTeHs3ii, nogaHi u4epe3 HenpaBwibHe TAyMauyeHHA  3aMOBHWKOM
nabopatopHuX pe3ynbTaTiB BiANOBIAHO A0 NYHKTY 11.2, TaKOX € HEAINCHUMMU.
He3sBaxaloum Ha Ue, y BuMnagky OyAb-AKOi NpeTeHsii BifnNoBiAanbHiCTb
BUPOOHMKa He TMOBMHHA MEepeBULLYyBaTW BapTiCTb TECTOBOrO Habopy.
Bvpo6HMK He Hece BiAMOBIAANbHOCTI 3a NMOLIKOKEHHA TecT-Habopy nig vac
TPaHCMOPTYBaHHA.
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