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Bordetella pertussis/toxin IgM
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OCHOB0I0 Npu nposedeHHi aHanizy € opuziHan [Hcmpykuil
' aHanilicbkolo Mosot, 8KknadeHoi 8 Habip. Homep i dama sepcil
opuz2iHany ma nepeknady iHCmpyKuil NOsuHHI cnisnadamu.

1 NMPU3HAYEHHA

Ha6ip DRG Kokniow IgM ELISA wmicTnTb MmaTepianu pna sAKicHoro Ta
HaniBKiNbKiCHOro Br3HauyeHHs aHTUTIN Knacy IgM po Bordetella pertussis Ta
Bordetella pertussis toxin y cupoBatui Ta nnasmi (EDTA, nitiii-renapuH a6o
UuTpaTHa nnasma).

Lleit aHani3 npn3HavyeHU TiNbKN ANA AiarHOCTUMKM in vitro.

1.1 KopoTKuin onnc Ta NOACHEeHHA

Bvan Kokniowy - LUe HecnopoyTBOpIOWUI iHKancynboBaHi 6inonsapHi,
KOKKOMOAIOHi  (6nigo-3abapsneri) rpaMHeraTvBHi  Manuukyu  (TOBLMHOIO
65113bKo 0,3-0,5 MKM i JOBXIMHOI0 1 MKM). Pig cKnapa€eTbCs 3 napasuTiB NIOANHN
B. pertussis Ta B. parapertussis Ta B. bronchiseptica, fAki BuKIMKaloTb
€H300TWYHI iHbeKLiT y pi3HNX BUAIB AUKMX Ta AOMALLHIX TBaPWH.

Kokniow BUKANKAE y NOANHN CUHAPOM E€AMHOrO 3aXBOPIOBAHHA, BIJOMUIA AK
Kokniow abo cymomuin Kawenb. Lle gyxe 3apasHe AuTAYe 3axBOPOBaHHSA
(nprbnmnsHo 80% BMNafKiB TPannaeTbCA y Bili 4O 5 POKIB), AKe NepeaaeTbca
npy pecnipaTopHOMY KOHTaKTi i MOB'A3aHe 3 BUCOKWM pPiBHEM CMeEPTHOCTI
(npr6nn3Ho 1 - 2% Ha NepLIOMy POoLi XMTTA, Mi3Hille NPMOAN3HO Ha 1%).

3a BiACYTHOCTI iMyHi3aLjii KOKMIOW NPaKTUYHO He NiKyeTbcA. INicna KniHiyHoro
KOKMIoWYy Cnigye NpUpPOAHUIA HabyTWI iMYHITET, AKUA € TpUBanNuUM, ane He
NOCTiINHMM. [MOoWNPEHHA 3aXBOPIOBAHHA MO BCbOMY CBITY, XO4a YiTKO 3MiHeHe
iMyHi3aLji€lo Ta iHWUMY NOraHO BU3HAYEHMMU COLialbHUMM, EKOHOMIYHUMN Ta
XxapyoBumn paktopamu. Y 6inbwocTi KpaiH peKoOMeHAYETbCA aKTMBHa
BaKUMHauifa. 3a3BMyai npenapat AnAa iMyHisauii NOEAHYIOTb 3 aHAaTOKCMHaMU
npoTu gndTepii Ta npasLs.

2. NPUHUMN TECTY

Habip DRG Kokniow IgM ELISA - ue TBeppodasHuin imyHobepmeHTHMIA
aHani3 (ELISA).

Llen IOA BukopuctoBye PO-CopbeHT.

PeBmaToigHuin daktop (P®) - ue ocobnmBa dopma aytoaHTuTin. Lle
ayToaHTUTIN, AKI cnpAMoBaHi NnpoTn dparmeHTy Fc nlogcbkoro IgG.

P® aytoaHTwTina B OCHOBHOMY € Knacom IgM, ane Takox MOXyTb OyTu
knacamu IgA, IgG a6o IgE.

PeBmatoigHi dakTopy noB'A3aHi 3 peBMATOIAHMM apTpuUTOM. Arne iX TaKOX
MOXHa BUABUTM MPU iHWKX 3aXBOPIOBAHHAX (Hampuknag, Tyb6epKynbos,
canbMoHesnbo3, cudinic Towo) i HagiTb y 3g0poBux nogen. MpubnnsHo y 5%
BCiX 340POBUX JOfE MOXHA BUSBUTY MigBULEHI 3HauyeHHA PO; Tutp
36inbluyeTbca 3 BikOM. BukopuctaHHAa aHTwTin fo noacbkoro IgG y PO-
cop6eHTi 3anobirae XM6HOMNO3UTUBHUM ab0 XMOHOHEraTVBHUM pe3ynbTaTaM.

3pa3kn nauieHTiB po3BoAATb PO3YMHHMKOM AnA 3paskiB i [oAaTKoBO
iHKy6YtoTb 3 IgG-PO-copbeHToM. MiKpOTUTPOBI NYHKM y BUrNAAi TBepAoi dpasu
NOKpUTI HATKONOZIOHMM remarntoTuHiHom (FHA) 3 Bordetella pertussis (wtam
Tohama 1) Ta aHTWreH TOKCMHY Kokniowy Bordetella (wtam Tohama ).
MonepegHbo 06pO6NEHi 3pa3Kkn NaLEHTIB Ta roToBi 4O BMKOPUCTAHHA
KOHTponi, nineTtytoTb y ui nyHku. Mig yac iHkybauii cneundiyHi aHTUTING Ao
Bordetella pertussis Ta Bordetella pertussis toxin No3nWTMBHMX 3pasKiB Ta
KOHTPOJIIB 3B'A3YI0TbCA 3 IMMOOINi30BaHUMM aHTUTeHaMU.

Micna etany npomuBaHHA [AnNA BuAaneHHA He3B'A3aHOro 3paska Ta
KOHTPONbHOrO MaTepiany KOH'lOroBaHi aHTuTina IgM npotu noguHu 3
MepoKCMAa3ol XpPoHy pofatoTb Yy nyHKu. [lig vyac ppyroi iHKy6auii uei
KoH'toraT aHTU-IgM cneundiuHo 3B'A3yeTbcA 3  aHTUTINamu IgM, wo
NMPV3BOANTD O YTBOPEHHA GepPMEHTO3B'A3aHVX iIMyHHNX KOMMIEKCIB.

Micna gpyroro etany NpomMvBaHHA ANA BUAANEHHA He3B'A3aHOro KoH'loraty
YTBOPIOKOTbCA IMYHHI Komnniekcum (y pasi MO3UTMBHUX pe3ynbTaTis), LWO
BUABNAETbCA WAAXOM iHKybaLii 3 cy6ctpatom TMB Ta pO3BMTKOM CUHBLOFO
Konbopy. CUHIN Konip NepeTBOPIOETLCA B >KOBTWIN, MPUMMUHAIOYN peakLilo
bepMeHTaTUBHOrO  iHAMKATOpa 33  [JOMOMOrol  CipuyaHoi  KUCIOTW.
IHTEHCMBHICTb LUbOro KONIbOpYy NPAMO MpomnopuiliHa KinbkocTi crneumdiyHmnx
aHTuTin IgM po Bordetella pertussis Ta Bordetella pertussis toxin y 3pasky
nauieHta. OnTuyHa wWinbHicTb Npu 450 HM 34MTYETbCA 3a [OMOMOrolo
34ynTyBayva mikponnaHweris ELISA.

Mepeknaday Pomariok H. 1.

3.3A

CTEPEXEHHA | NONEPEAXKEHHA

Lein Habip npu3HayeHWin TiNbKU ANA AiarHoCTUKM in vitro. Tinbkn gna
npodecinHOro BUKOPUCTaHHS.

MNepepn noyaTKOM aHanisy, MOBHICTIO Ta YBaXXHO NPOUYUTANTE iIHCTPYKLiO.
BrKopuCTOBYINTE TiflbKM _OINCHY BepcCilo  iHCTPYKUii-BKNaguwa, fAka
NoCTaYaETbcA 3 Habopom. MepekoHarTecs, LWo BCe 3pO3yMifno.

Bci peareHTW Lboro TecT-Habopy, AKi MIiCTATb NIIOACbKY CMPOBaTKy abo
nnasmy, Oynu npotecToBaHi i BUABNeHi HeratnueHumun go BIJT I/1l, HbsAg
Ta HCV 3a ponomoroto cxsaneHnx FDA npouegyp. MNpoTe, BCi peareHTn
i po3rnagaTé AK NOTeHUinHO Hebe3neyHi nig yac BUKOPUCTAHHA Ta
yTunisauii.

YHukante KoHTakTy 3i Cton Po3unHom, Aknid Mictutb 0.2 monb/n HaSOa.
Lle moxe BMKNMKaTU NoapasHEHHS LWKipy abo oniku.

TMB cybcTpat Ma€e nogpasHiolody fito Ha WKipy Ta cnv3oBy. Y BUNagKy
nonagaHHA B OuYi, NMPOMUITE [OCTaTHbOK KiNbKiCTIO BOAM, a LWKipy
nNpomMuiATe 3 MIOM Ta BEMKOIO KinbKicTio Boau. NpomuiiTe 3a6pyaHeHi
06'eKTV nepep MOBTOPHUM BUKOPUCTaHHAM. Mpu BOMXaHHI — BUBediTb
NIOANHY Ha CBiXke NoBITpA.

MikponnaHwer MiCTUTb BIAPVBHI CMYXKW. He BUKOpWCTaHi NyHKK
noTpibHo 36epiraty npu Temnepatypi Big 2°C go 8°C y repmeTunyHii
ynaKoBLi Ta BUKOPNCTOBYBATM 3 PaMKOI0, AKa MOCTaYaETbCA.
MNineTyBaHHA 3pa3kiB Ta peareHTiB MOTPIGHO MNpPoOBOAWTM AKOMOra
LBMALLE B Til Camill NOCNIAOBHOCTI ANA KOXHOTO eTany.
BukopucToByiite pesepByapu Tinbku AnA  OAHOro peareHTy. Lle
0CObNMBO CTOCYeTbCA pe3epByapiB AnA cybcTpaTy. BukopuctaHHa
pe3epByapy ANA pPO3UnHy cybCTpaTty, AKUIA JO TOro, BUKOPUCTOBYBABCA
[NA PO3UMHY KOH'IoraTy MoXe CrpuuMHUTK 3abapBneHHA po3uuHy. He
BUNIMBaliTe peareHTV Hasafd Yy ¢nakoHW TaK, AK MoXe BiabyTucAa
3abpyfHEeHHA peareHTy.

PeTenbHO nepemiwaiiTe BMICT  MIKPOMMAHIIETHUX  JIYHOK, 06
3abe3neunTy Ao6pi pe3ynbTaTy aHanisiB. He BUKOpUCTOBYITE NOBTOPHO
MIKPONYHKN.

He ponyckaTty, wo6 nyHKM BucCMXanu Mifg 4ac aHanisy; AofaBaiite
peareHTU HeraiHo NicNA 3aBepLUEeHHA eTaniB NPOMMBaHHS.

MNMoueKkaliTe NOKM peareHTN [JOCATHYTb KiMHaTHOI TemnepaTypu (20°C go
25°C) nepep nNoyaTKOM TecCTyBaHHA. TemnepaTypa MoOXKe BM/IMHYTU Ha
NOKa3HUKWM MOrNMHaHHA aHanisy. lpoTe, Ha 3HauyeHHA AnA 3paskis
naii€eHTa He BnMBaTMme.

Hikonn He nineTynTe poTOM Ta YHMKaNTe KOHTAKTy peareHTiB Ta 3pa3kiB
3i LWKipOto Ta CIM30BMMY 060NTIOHKaMU.

He KypiTb, He XTe, He NuiiTe Ta He KOPUCTYNTECA KOCMETUKOI Y MiCLIAX
06p0o6KM 3paskiB abo peareHTiB Habopy.

Opsarante ogHOpPa3oBi NaTeKCHi pyKaBuui Nig Yac ob6pobKkmu 3pa3skiB Ta
peareHTiB. MiKpobGHe 3abpynHeHHsA peareHTiB abo 3pa3kiB Moxe AaTtu
HenpasubHI pe3ynbTaTu.

O6pobka MOBUHHa 3AIMCHIOBATUCA Y BIANOBIAHOCTI 3 npoueaypamu,
BM3HAaY€HUMM BijNOBIAHUMM HaLiOHaNbHUMMN NpaBuiaMmn 6e3nexu Woao
6ionoriyHoi Hebe3neku.

He BvKopuWCTOBYITE peareHTV MicNA 3aKiHYeHHA TepMiHy NpuaaTHOCTI,
AKNI BKa3aHU Ha eTUKETL.

Bci BKa3aHi 06cArM NoBWHHI BMKOHYBATMCA BiAMNOBIOHO AO MPOTOKONY.

OnTuManbHi  pe3ynbTaTu  TeCcTy MOXKHa OTpuMaTy  TifbkKW  nicna
BMKOPUCTaHHA  BiKanibpoBaHWX MiNeToK Ta  MIKPOMIaHLWeTHOro
3yMTyBava.

He 3miwyiTe abo BMKOPWCTOBYITE KOMMOHEHTU 3 HAbGOPIB 3 pi3HUMU
HOMepamu NOTiB. He peKoMeHAYETbCA MIHATU NYHKW PIi3HWX MNacTuH
HaBiTb opHoro noTy. Habopu MOXyTb TpaHCmopTyBaTMCA abo
36epiraTcsa B pi3HMX YMOBaX, a XapakTePUCTUKM 3B'A3yBaHHA MNAacTVH
MOXYTb feLlo BiApPi3HATUCA.
XimiuHi peyoBMHN Ta NigroTosseHi abo BUKOPUCTAHI peareHTn NOBUHHI
po3rnapaTuca sk HebesneyHi BiAxoam BignoBiaHO fO npasun abo BUMOr
HauioHaNbHOI 6ionoriyHoi Hebe3neKku.
Wopo iHpopmaLii Npo Hebe3neuHi peyoBMHY, AKI BXOAATb [0 Habopy
3BepHITbCA go MNacnopTta 6e3nekun gaHux.
MacnopT 6e3nekn JaHWX ANA UbOro MPOAYKTY HAOCTYMHWUIA 3a
3anuTom 6e3nocepenHbo Big DRG.

4.PEATEHTU
4.1 PeareHTn, AKi nocTayaloTbca

1.

Mikpomumpoei nyHku, 12 x 8 (BigpvBHi) CMyXKK, 96 NIYHOK;

NyHku, nokputi FHA 3 aHTureny Bordetella pertussis (wtam Tohama |) Ta
Bordetella pertussis toxin (wtam Tohama I).

(BKN. 1 NOKpUBHY donbry).

Po34uHHUK 0n7 3paska*, 1 dnakoH, 100 M1, roTOBWIN 1O BUKOPUCTaHHS,
»oBTOro Konbopy; pH 7.2 £ 0.2.

1gG-P®-CopbeHm*, 1 dnakoH, 6.5 Mn, rOTOBUI A0 BUKOPUCTaHHS,
MOBTOrO KONbopy;

MictuTb aHTUTINa Knacy IgG NpoTy NIOANHN.



4.  Mo3. koHmpone*, 1 GNakoH, 2.0 M1, FOTOBUIN AO BUKOPUCTAHHS; >KOBTOTO
KONbOpY, YepBOHa KpULLIEYKa.

5. Hea. KoHmponvb*, 1 pnakoH, 2.0 mn, roTOBUIA O BUKOPUCTAHHS; XKOBTOIO
KOMbOPY, XXOBTa KpULLEYKa.

6. Kowmpone Cut-off *, 1 dnakoH, 2.0 Mf, rotoBMin OO BUKOPUCTAHHS;
YKOBTOIO KOJIbOPY, YOPHa KpuLleuKa.

7. ®epmenmHuli KoH'to2cam*, 1 ¢pnakoH, 20 Mn, FOTOBUIA 1O BUKOPUCTAHHSA,
YepBOHOrO KOJIbOPY, aHTUTINO A0 NoACbKoro IgM KoH'toroBaHoro Ao
NMepoKCVAa3N XPOHY.

8. Po3yuH cy6cmpamy, 1 dnakoH, 14 mn, rotoBUii A0 BUKOPUCTAHHSA,
TetpameTun6eHsnanH (TMB).

9. Cmon Po34uH, 1 pnakoH, 14 MmN, roTOBUIA 4O BUKOPUCTAHHS, MiCTUTb 0.2
Monb/n HzSOa.

YHUKaTe KOHTaKTy 3i CTon po3umHOM. Lle Moxe cnpuyunHUTK
noJpasHeHHs LWKipwW Ta oniku.

10. TMpomueHuli po3yuH*, 1 pnakoH, 30 mn (20X KOHUEHTpOBaHWI ana 600
mn), pH 6.5 + 0.1 auB. «[ligrotoBKa peareHTiB».

*MiCTUTb HEPTYTHUI KOHCEPBAHT.

4.1.1 Heo6xigHi maTepianu, siki He nocTavalTbCA

- MikponnaHweTHU BigkanibpoBaHuin 3unTyBau (450/620 + 10 HMm)
BigkanibposaHi 3MiHHI NpeuunsiiHi MikponineTkn

—  Inky6atop 37 °C

—  PyuHe a60 aBTOMaTUYHe obnlafiHaHHA A/ NPOMUBAHHS NIYHOK

- BuxpoBuit mikiuep ansa npobipok

—  Csixa gucTunboBaHa Boaa

- Tanmep

—  Ab6copbytounii nanip

4.2 YmoBwu 36epiraHHa Ta cTabinbHicTb Habopy

3a ymoBM 36epiraHHa npwu TemnepaTypi 2 - 8°C 3aKpUTi peareHT 3anmiuaTbca
peakTVBHMMMN [0 3aKiHYEHHA TepMiHy npupaatHocTi. He BukopuctoBynTte
peareHTV NicnA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

BigkpuTi peareHtn cnig 36epiratv npu Temnepatypi 2°C - 8°C. MikpoTuTpoBi
NIYHKM noTpibHo 36epirat npu Temnepatypi 2°C - 8°C. AKWO repMeTUYHUiA
MiLLIEYOK BiJKpWAW, TO 3HOBY LUiNIbHO 3aKpUIATe NOro.

Bigkputi Habopw 36epiraloTb aKTUBHICTb NPOTArOM 6 TUXHIB, 3a YMOBU
36epiraHHsA AK ONMCaHo BULLE.

4.3 MigroToBKa peareHTiB
[lo3BonbTe BCiM peareHTaM Ta HeOOXiOHIN KiNbKOCTI CMY»OK JOCATHYTW
KiMHaTHOI TemnepaTtypm (20°C - 25°C) nepes BUKOPUCTAHHAM.

MpomueHuli po34yuH

Po3sBepitb lpomusHuli po3yuH 1+19 (Hanp. 10 mn + 190 mn) 3i cBi>XKOKO
CTEPUNbHOI NOBTOPHO AWCTUIbOBaHOW Bogot. Llen po3segeHwui
NPOMUBHUI PO3UYNH MA€E 3HaUYeHHs pH 7.2 + 0.2.

CnoXunBaHHA: ~ 5 M /BU3HaYeHHsA.

Kpunctanu y po3umHi 3HMKaloTb nig Yac HarpisaHHA Ao 37°C Ha BoAsAHi GaHi.
MNepekoHanTecs, o KpucTanmu NOBHICTIO PO34YMHUANCA nepeg
BUKOPUCTaHHAM.

Po3baeneHuli npomusHuli po34yuH cmabinbHUli npomsazom 1 MUXHA npu
memnepamypi 2°C - 8°C.

4.4 YTunisayia Ha6opy

YTunizauito Habopy cnig pobuTn BIANOBIAHO A0 HALiOHANbHUX BUMOT.
CrneuianbHy iHbopMaLilo MPo Lel NpoAyKT MoxeTe 3HaiTuM y [lacnopTi
6e3nekn matepianis.

4.5 MNowKoAKeHHs TeCToBUX HabopiB

Y pasi BUHUKHEHHA CEpPNO3HMX MOLWKOMKEHb TeCTOBOro Habopy abo
KOMMOHeHTIB, KomnaHito DRG cnig npoiHbopmMyBaTn y nncbmoBiii dopmi He
ni3Hille, HiX Yepe3 TVXKAEHb MicNA OTPMMaHHA Habopy. CUNbHO MOLWKOLXKEHI
OKpeMmi KOMMOHEHTW He MOBUHHI BUKOPUCTOBYBATWCA ANA TECTOBOMO MPOrOHY.
Ix noTpi6HO 36epiratn, Noku He 6yge 3HalifeHo ocTaTouHe piweHHs. Micna
LbOro ix cflig yTunisyBatu BignoBigHo Ao odiuiHKx npaswui.

5.3ABIP TA NIATOTOBKA 3PA3KA
Y LboMy aHani3i MoxHa BUKOPUCTOBYBATV CMpoBaTKy abo nnasmy (EQTA, nitin-
renapviH abo uMTpaTHa nnasma).

Mam’amatime: 3pa3ku, WO MICTATb a3nf HaTPilo He MOXKHa BUKOPUCTOBYBATU B
aHanisi.

3aranom, He MOXHa BMKOPMUCTOBYBATU FeMONITUYHI, iKTepUYHi abo ninemiuHi
3pa3ku. [ina gopatkoBoi iHbopMaLii AnB. po3ain «IHmepgepyroydi peqyosuHu».

5.1 3a6ip 3paska

CupoBaTtka:

3pobiTb 3abip KpoBi WNAXOM BeHenyHKUii (Hanmp. Sarstedt Monovette ans
CMpOBATKM), [O3BOMbTE 3rOPHYTUCA, Ta BiAAINITb CUMPOBATKY LUIAXOM
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LeHTprdyryBaHHA npu KiMHaTHI Temnepatypi. He ueHTpudyryiite, noku
KPOB MOBHICTIO He 3ropHeTbcA. [1nA 3pa3kiB KpoBi Naui€HTIB, AKi OTPUMYIOTb
AHTMKOArynAHTHY Tepanito, NOTPIGHO Binblue yacy ANA 3ropTaHHs.

Mnasma:

LlinbHy KpoB noTpibHO 3i6paTty y UeHTpUdYXHI Npobipku, AKI MICTATL aHTW-
KoarynaHT (Hanp. Sarstedt Monovette 3 BigNOBIAHO MiArOTOBNEHOIO M1a3MOI0)
Ta LeHTprdyryBaTty HeranHo nicns 3abopy.

5.2 36epiraHHs 3paska

3pa3ku noTpibHo 36epiratn 3akpuTUMM Ao 4 gHiB npu TemnepaTtypi 2°C - 8°C
nepep TectyBaHHAM. [insa gosroTprBanoro 36epiraHHa (Ao 18 micauis), 3pa3ku
noTpibHO 3aMopo3nTK Npy TemnepaTypi -20°C TiNbKW OAMH pa3. Po3amMopoxeHi
3paskuy cnifg iHBepTyBaTW KinbKa pasiB nepep TecTyBaHHAM.

5.3 Po3BefieHHA 3pas3KiB

[o nouaTKy TecTyBaHHA KOXeH 3pa3oK MauieHTa  NOTPibHO croyaTky

po36aBnUTN 3 Po34YuHHUKOM On1a 3paskie. [Ons abcopbuii PeBmaTtoigHoro

DakTopy Ui nonepeaHbO po3BefeHi 3pasku, cnig iHKybyeatn 3 IgG-PO-

CopbeHmom.

1. Po3BefiTb KOXeH 3pa3ok nauieHTa 1+50 3 PO34UHHUKOM 0715 3paskKie;
Hanp. 10 mkn 3pa3ka + 0.5 mn Po3yuHHuUka 054 3paska. [o6pe
nepemiwarn.

2. MNepep BUKOpUCTaHHAM fob6pe nepemiwante IgG-PO-CopbeHm.

3. Po3BepiTb Uueli nonepegHbO po3BedeHun 3pa3ok 1+1 3 IgG-PO-
CopbeHmom.

Hanp. 60 mkn nonepefaHbo po3BefeHOro 3paska + 60 mkn IgG-PO-
CopberHmy. flobpe nepemiwaru.

4.  3anuwiTb HacTOlOBATUCA NpU KiMHaTHI TemnepaTypi npotarom 15
XBWIVH, MaKCMMYM A0 2 FOAVH Ta 3HOBY A06pe nepemilwarnire.

5. Bi3mitb 100 MKn Uux nonepeAHbO po3BedeHUX 3paskis anda ELISA.

3BepHiTb yBary: KoHTponi roToBi O BMKOPWUCTAHHA i He MOTPIOHO iX
po36asnaTu!

6. MPOLIEAYPA AHANI3Y

6.1 3aranbHi 3ayBaXKeHHA

—  [Jyxe BaXnuBo [OBECTU BCi peareHTW, 3paskym Ta KOHTponi Ao
KiMHaTHOI TeMnepaTypu nepej No4aTKkom TeCTOBOro 3anycky!

- AKLIO TecTyBaHHA pO3MoyaTo, TO BCi eTanu i NpoinTun 6e3 nepepsu.

- BukopucToByiiTe HOBUIA OAHOPA30BUN MNACTUKOBUN HAaKOHEUYHWK AnA
KOXHOro  CTaHAapTy, KOHTposii abo 3paska, WOO  YHUKHYTK
nepexpecHoro 3abpyaHeHHA.

- OnTunyYHa WinbHIcTb — Le PpyHKLiA yacy iHKybauii Ta Temnepatypu. MNepep
royaTKkoM aHanisy, PeKOMEHAYETbCA, Wob yci peareHTW Gynu roTosi,
KpWILLEYKM 3HATI, BCi HEOOXiAHI NiYHKM 3aKpinneHi Ha Tpumaui i T. 4. Lle
3abe3neunTb PiBHWA Yac [N KOXHOrO eTany mineTyBaHHA 6e3
nepepuBaHHA.

—  flk npaBwno, depmeHTaTVBHa peakLlia NiHinHO-NponopuiiHa Ao vacy Ta
Temnepatypu.

- LinbHO 3aKpuitTe $GakoHN 3 peareHTaMmn HeramHo Nicns BUKOPUCTaHHSA,
106 YHVNKHYTY BUMapOBYBaHHA abo MiKPOOGHOIo 3abpyAHEHHS.

—  LWo6 yHMKHYTN nepexpecHOro 3abpyAHEHHA Ta MOMUIKOBO 3aBULLEHMX
pe3ynbTaTiB nineTymte 3pa3kM Maui€eHTa Ta BHeCiTb KOH'loraT He
PO36pK3KyoUN OrO, Ha IHO JTYHOK.

- Nig vac iHkybauii npu TemnepaTypi 37°C, nokpunte MiKpPOTUTPOBI
CMY>KKM $OSbroto, o6 YHUKHYTH BUNapOBYBaHHSA.

6.2 Mpouenypa TecTyBaHHA
Mepen noyaTkom aHanisy, posbasTe [lpomMusHuUl po34UH, NiATOTYATE 3pasKmn
nayieHTiB, AK OMWCaAHO B NYHKTI 5.3 i o6epeXHO BCTaHOBITb MMaH
po3nopainy Ta ipeHTudikauii, AKMN HapaeTbcA y Habopi AnA BCix 3paskKiB i
KOHTpOTIB.
1. Ob6epiTb HeObXifHY KiNbKICTb MIKPOTUTPOBMX CMYXOK abo NyHOK Ta
BCTaBTe iX Y TPUMau.
Byab nacka, 3akpinitb:

1 nyHKa (Hanp. A1) [na Hez. KoHmponto,
2 NYHKN (Hanp. B1+C1) [Ona Cut-off koHmposnio Ta
1 nyHKa (Hanp. D1) [ina [Mo3. koHMposo

KopuctyBaueBi 3anuiwaeTbcA BU3HAUMTU KOHTPOMi Ta 3pasky nalieHTa y
ny6nikari.

2. BHecitb
100 mkn Hez. KoHmponio y NyHKy A1
100 mkn KoHmponio Cut-off  y nynku B1 1a C1
100 mKn [103. KOHMpoOO y nyHKy D1 i

100 MK KOXHOFO pO3BefeHOro 3pa3ka 3 HOBYM OAHOPA30BUM
HaKOHEeYHWKOM Y BiAMNOBiAHI NpobipKu.




3. HakpwuiiTe nyHkn ¢Gonbrowo, sika MOCTayYaeTbcA 3 Habopom. IHKyOyiiTe
npoTarom 60 XBMANH Npun Temnepatypi 37°C.

4.  Pi3Ko NOTPYCiTb BMICT NyHOK.

MpomuitTe Npobipkn 5 pasie po3seaeHuM pomusHUM po3yuHom (300
MKN Ha nyHKy). [epeBepHiTb NyHKM Ha abcopbyiounii namip, wob
BUAANNTY 3aNIULLKW BOAN.

Baxnuea npumitka:

YyTAmBiCTb Ta TOYHICTb LIbOr0 aHanisy 3HayHO BMIMBAE HA NPABWUbHICTb
npoBefeHHA npoLefypy NpomMmBaHHsaA!

5. BHecitb 100 MKn Q@epmeHmHo20 KoH'to2amy y KOXHY JyHKY.

6.  IHKy6yBaTU npoTarom 30 XBUAMH NpM KiMHaTHIi Temnepatypi (20 °C
Ao 25°C).

He niddasamu npamomy 8naugy cOHA4YHO20 ceima.

7. Pi3Ko noTpycitTb BMICT NpobipoK.

MpomuitTe Npobipkn 5 pasis po3seneHuM [lpomusHUM po3duHom (300
MKN Ha JNyHKy). [epeBepHiTb NyHKM Ha abcopbyloumin nanip, wWwob
BUAANNTY 3aNIULLKW BOLN.

8.  Jopante 100 mkn Po3yuHy Cy6cmpamy y BCi NyHKW.

9.  IHKybyBaTV npoTArom 15 XBUNWH Npu KiMHaTHI TemnepaTypi (20°C
Ao 25°C) y TempsBi.

10. 3ynuHiTb depMeHTHY peakuilo, gogaswmn 100 mkn Cmon Po3yuHy y
KOXHY NYHKY. Byab-AKunin cCuHin Konip, AKNI yTBOPMBCA Mif Yac iHKy6auil
NepeTBOPIOETLCA Ha KOBTUIA.

MpumiTKa: BUCOKO NO3UTMBHI 3pa3ky MaLi€HTa MOXYTb CPUUUHUTU
TEMHWIA 0cag Xpomorery!

11. 3uuTante ONTUYHY WiNbHICTb npu 450/620 HM MIKPOTUTPOBUM

34ynTyBayem npotarom 30 XxBUAMH nicna gogasaHHA Cmon Po3yuHy.

6.3 BumipioBaHHA

Bumipsiite onTuuyHy winbHictb (OLL) BCix nyHOK mpwu 450 HM i 3anuwitb
3HaueHHA OL pnA KOKHOro KOHTPOM Ta 3pa3ka naui€eHTa Yy nnaHi
PO3NOBCIOAKEHHA Ta iAeHTUdIKaLil.

PekomeHaY€eTbCA NOABIVIHE 3UNTYBAHHA JOBXUHW XBWUJTi 3 BUKOPUCTAHHAM 620
HM sIK pedepeHCHOT IOBXUHWN XBUJII.

3a HeobxigHOCTi 06UMCNiTb cepeAHi 3HAUEHHA NOrNMHAHHA BCix Ay6nikaTis.

7. PE3YJIbTATU
7.1 MNepeBipKa TecToBoro 3anycky

TecToBMI 3anyCcK MOXHa BBakaTW AINCHUM, AKWO AOTPUMAHO HACTYyMHMX
KpuTepiis:

Hea. Konmpone y A1:
Cut-off konmpons y B1/C1:
Mo3. konmpone y D1:

3HauYeHHA abcopb Uil HMKUYe Hix 0.200
3HaveHHn abcopbuii mix 0.350 - 0.850
3HaveHHn abcopbuii mix 0.700 - 3.000

3HaueHHs OL ansa lMo3. KoHmposio NOBUHHO 6YTU BULMM 3a 3HAUYEHHA
OLLU ana Cut-off koHmponio.
(O, nos. KOHTpONb > O, cut-off KOHTpOﬂb)-

7.2 O64YnNCNeHHA:

CepepfHe 3HaueHHA abcopbuii Cut-off KoHTponio [CO]

O6uncniTh cepefHE 3HaUeHHA abcopbuii ABOX BU3HAYeHb Cut-off koHmposo
(hanp.y B1/C1).

Mpuknao: (0.59+0.61)/2=0.60 = CO

7.3 IHTepnpeTauin
NO3UTUBHUI 3HaveHHn (cepepHe) OLL nauieHTa 6inbwe Hix Ha 10%
suie CO (CepeaHe 3HaueHHA OLL nayienra> 1.1 x CO)
3HaueHHsn (cepeaHi) OLL nauieHTa Big 10% Buwe go 10 %
Hukye CO NOBTOPHWIA TECT Yepes 2 - 4 TUXKHI - 3 HOBUMU
3pa3KkamMu NauieHTiB

(0.9 X CO < CepepHe 3HaueHHA O, nayienra < 1.1x CO)
PesynbtaT y Apyromy TecTi 3HOBY B Cipii 30Hi
=>HEFATUBHUN

3HaveHHn (cepepHi) OLL nauieHTa 6Ginbwe HixX Ha 10%
Huxkue CO (CepenHe 3HaueHHA OLL nayienra <0.9 X CO)

CIPA 30HA

HEFATUBHUN

7.3.1 Pesynbtatn y ognHuuax DRG [DU]
3HaueHHs (cepeaHe) Ol nauieHTa x 10 = [DRG OguHumui = DU]
co

Mpuknaa: 1.580 x 10 = 26 DU
0.60

IHTepnperTauina pesynbTatis

Cut-off 3HaueHHs: 10 DU
Cipa 30Ha: 9-11 DU
HeraTtuBHwmi: <9DU
Mo3nTnBHMI: >11DU
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8. KOHTPOJ1b AKOCTI

PekomeHAyeTbCA BUKOPWUCTOBYBATM KOHTPOJSIbHI  3pa3ku  BiAMOBIAHO A0
JepXaBHUX | defdepanbHUX npasun. PeKOMEHAYETbCA BUKOPUCTOBYBATW
KOHTPOJIbHI 3pa3ku AnA 3abe3neyeHHs WOoAEHHOT AOCTOBIPHOCTI pe3ynbTaTis.
BukopuncToByiiTe KOHTPONi Ha HOPMasIbHOMY Ta NATONOTIYHOMY PiBHAX.
TakoX, peKOMeHAY€eTbCA, BMKOPWUCTOBYBATU HaLioOHanbHi abo MiXHapoaHi
nporpamm ouiHKM AKOCTI, W06 3a6e3neynTy TOUHICTb pe3ynbTaTiB.

AKWO pe3ynbTaTu aHanisy He BiAMNOBIfAOTb BCTAHOBAEHUM [OMYCTUMUM
fianasoHam KOHTPOJIbHWX MaTepianiB, pe3ynbTaTh Maui€eHTa MOBWHHI
BBaXKaTUCA HeAiNCHUMN.

Y Takomy BunagKy, 6yab nacka, nepesipTe HAaCTYNHi TeXHiIYHiI obnacTi: npucTpoi
A nineTyBaHHA Ta CMHXPOHi3aLii; oTomeTp, TepMiH NPUAATHOCTI peareHTiB,
YMOBW 36epiraHHs Ta iHKy6aLii, cnocobu acnipauii Ta NpOMMBaHHSA.

Micna nepeBipkn BULLe3a3HauYeHNX NYHKTIB, AKLWO BM He BUABUAN NMOMUIIKY,
3BEPHITbCA 6e3nocepeHbo Ao AncTpub'iotopa abo DRG.

9. POBOYI XAPAKTEPUCTUKUN
9.1 InHamiuHWn giana3soH aHanisy
[iana3oH aHanisy ctaHoBuTb Bif 0.33 go 60 DU/mn.

9.2 CneundiyHicTb aHTUreHy (NepexpecHa peaKTUBHICTb)

AHTUWreH, AaKunin BUKopuctoByeTbcs ana DRG Bordetella pertussis IgM ELISA He
BUABNAE NepexpecHOi peakuii y 3paskax, Aki € IgM-nosntvBHMMK Ana:
Mycoplasma pneumoniae, RSV, CMV, EBV, HSV 1, HSV 2, HSV 1 + 2 Ta
Parvovirus.

9.3 AHaniTM4Ha YyTAMNBICTb

AHanitnuHa yytnmeictb DRG ELISA 6yna po3paxoBaHa WAXOM AOAaBaHHA 2
CTaHOapTHYX BiAXUNeHb Ao cepeaHboro 3HayeHHa OLL 20 noBTOpHMX aHanisis
HY/IbOBOrO CTaHAAPTY (= HeraTUBHUIN KOHTPOJIb) | BOHa cTaHoBUTb 0,33 DU/Mn
(OW4s04m 0.015).

9.4 liarHocTnyHa cneyundiyHicTb

HiarHocTnyHa  cneundivHicTb  BU3HAYAETbCA AK  IMOBIPHICTb
HeraTVBHOI OLiHKM 3a BiACYTHOCTi KOHKPETHOro aHaniTy.

Bowa cTaHoBuTb 100%.

aHanisy

9.5 [liarHocTU4YHa YyTAMBICTb

[iarHocTnyYHa YyTNMBICTb BM3HAYAETbCA AK MMOBIPHICTb aHanisy no3uTUBHOI
OLiHKM NpW HasBHOCTI cneuundiuHoro aHaniTy.

BoHa craHoBuTb 100 %.

9.6 MopiBHAHHA MeTOAiB
DRG ELISA nopisHtoBanu 3 komepuitHo fgoctynHum ELISA i3 CE-mapKyBaHHAM.
IHWKN KomepuinHun ELISA

K-ctb = 82 Mos. Her.
Mos. 3 0
DRG ELISA Her. 0 79

9.7 BigTBOpIOBaHicTb

9.7.1 B aHanisi

TouHictb DRG ELISA B aHanisi (B 3anycky) BuaHauanu wnaxom 20-KpaTHOro
BMMIpIOBaHHA 12 3paskiB CMpOBaTKM, LWWO OXOMMITb Becb fAiana3oH
BMMIpIOBaHb.

3pasok CepepfHE 3Ha4YeHHA Ol B aHanisi KB (%) | K-ctb
1 0.43 3.6 20
2 0.27 5.4 20
3 0.41 3.1 20
4 0.84 9.8 20
5 0.83 8.4 20
6 0.87 2.1 20
7 1.13 8.8 20
8 1.16 5.5 20
9 1.77 4.0 20
10 1.71 2.2 20
11 1.74 3.7 20
12 1.77 3.6 20

9.7.2 Mix aHanizamn

Bapiauii mix aHanisy DRG ELISA Bm3Hauanu 3a fonomoroio 3 3paskiB 3 2-ma
BUPOOHNUMMM Habopamu B 10 He3anexHUX 3amyckax 3 2 NOBTOpaMu Ha
3anyck.

3pasok CepepfHe 3HaueHHA OLL B aHanisi KB (%) K-ctb
1 0.83 11.6 40
2 0.49 11.15 40
3 1.31 13.2 40




10 OBMEXXEHHA BUKOPUCTAHHA

BakTtepianbHe 3abpyaHeHHA abo MOBTOPHI  UMKAM  3aMOPOXKyBaHHS-
PO3MOPOXKYBaHHA 3pa3ka MOXYTb BMNIMBATU Ha 3HaUeHHA abcopbuii. Y XxBopux
3 iMyHIiTETOM | HOBOHAPOAXKEHMX CepOoSIoriYHi AaHi MalTb obMexeHe
3HaYeHHS.

10.1lHTepdepyloui peuoBUHU
lemorno6iH (go 4 mr/mn), 6inipy6iH (go 0.5 mr/mn) Ta Tpurniuepuan (oo 30
Mr/Mn) He BMAMBalOTb Ha pe3ynbTaTu.

11. MPABOBI ACMEKTU

11.1 HagiiiHicTb pe3ynbTaTiB

BunpobyBaHHA HeobXigHO NPOBOAMTM TOYHO 3rifHO 3  IHCTPYKUiAMYK
BUPOGHMKa. KpiM TOro, KopncTyBay NOBMHEH CYBOPO AOTPUMYBATUCA NPaBu
GLP (Job6poi nabopaTopHOT NpaKTKKKM) abo iHWMNX 3aCTOCOBHUX HaLiOHANbHUX
CTaHpapTiB Ta / abo 3aKoHiB. Lle 0cobnnBo akTyanbHO AN BUKOPUCTaHHA
KOHTPONbHUX peareHTiB. Baxnueo 3aBXaW BKMouaTW, B npoueaypi
TeCTyBaHHA, [OCTaTHIO KiNbKiCTb KOHTPOMIB ANA MNepeBipKM TOYHOCTI Ta
[OCTOBIPHOCTI TecTy.

Pe3synbTaTv BUNpOOGYBaHb € AINCHUMM, TiNbKM AKLIO BCi KOHTPONi 3HaXo4ATbCA
B MeXKax BKa3aHWX Aiana3oHiB, i AKLLO BCi iHLWIi napameTpy BUNPOOGYBaHb TakoX
BXOAATb A0 3aAaHux crneumdikauinn aHanisy. Y pasi BUHUKHEHHA OyAb-fKUX
CYMHIBIB ab0 3aHeNnOKO€eHHsA 3BepTanTeca go DRG.

11.2 TepaneBTUYHI HacnigKkn

TepaneBTUYHI HacNiAKM HIKONM He MNOBWUHHI FPYHTYBaTWCA TiNbKU Ha
nabopaTopHux pesynbTaTax, HaBiTb AKWO BCi pe3ynbTaTM BMNPOOYBaHb
Y3rofpKytoTbca 3 nyHkTamu 11.1. Byab-Aakuin nabopaTopHuii pesynbTart € fvie
YaCTMHOW 3aranbHOI KAiHIYHOI KapTUHW nauieHTa. TinbKM B TWX BUNagKax,
Konu pe3ynbTaTn NabopaTopHUX AOCAigKeHb Yy NPUAHATHIN  dopmi
Y3rofiXkyloTbCA 3 3arasibHOI0 KNiHIYHOK KapTUHOW naui€HTa, cnif BUBECTW
TepaneBTUYHI HacNigKW.

Cam pesynbTaT TecTy HIiKOMM He MOBUHEH OyTU €AVHUM BU3HAYaANbHUM
UYVHHVKOM AJ1fl OTPUMAHHA Byfb-AKMX TepaneBTUYHUX BUCHOBKIB.

11.3 HagiitHicTb

Byab-Aka mopudikauia TectoBoro Habopy Ta / abo 06MiHy abo 3MmillyBaHHA
6yAb-AKMX KOMTMOHEHTIB Pi3HUX NOTiB Bij OAHOrO TeCToBOro Habopy Ao
iHWOro MoOXe HeratTMBHO BMMHYTM Ha OYiKyBaHi pesynbtatu i
06r'pyHTOBaHICTb 3arasibHOro Tecty. Taki 3MiHM Ta / a6o 06MiHM CKacoByOTb
6yab-AKi BUMOTY LLOAO 3aMiHU.

MpeTeHsii, nopaHi BHaCNAOK HeMpaBWIbHOrO TAYMayeHHA pe3ynbTaTiB
nabopaTopHUX AOCNigKeHb 3rifHO 3 MYHKTOM 11.2, TaKOX € HepifncHUMN.
HesanexHo Big Toro, y Bunagky Oyab-akoi npeTeHsii, BianoBiganbHicTb
BUPOOHMKA He MOBMHHA MepeBuLLlyBaTM BapTiCTb TeCTOBOro Habopy.
Brpo6HKK He Hece BignoBiganbHOCTI 3a ByAb-AKi NOWKOAXEHHA Habopy, Lo
CTanncA nif Yac TPaHCMOPTYBaHHS.
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