HABIP PEATEHTIB

BRUCELLA IgG ELISA

Brucella igG

Kamanoe. N°: EIA-3455 Jlama sunycky incmpykuii: 2016/04

Bepcis 12.0

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

1.BCTYN

1.1 Mpun3HaueHHA

Ha6ip DRG Brucella IgG ELISA wmictutb MmaTepianu pna sKicHoro Ta
HaniBKiNbKiCHOro Br3HauyeHHA aHTWTIN Knacy IgG go Brucella y cupoBatui Ta
nnasmi NANHN.

Lieit aHani3 npusHayeHuii TiNbKN ANA AiarHOCTUKM in vitro.

1.2 KopoTKuih onnc Ta NOACHEeHHA

Brucella - ue HeBenvKka rpamHeraTeHa 6akTepis (0.4 MkM — 0.8 MKM B AiiameTpi
i 0.4 MKM — 3.0 MKM B JOBXVHY), fika HE € IKIYyTUKONOAiI6HOIO, i He YyTBOPIOE
cnopu. 3 MoMeHTY BiKpuTTA bptlocom y 1887 p. Brucella melitensis 3'aBunaca
fefani cknagHiwa ¢opma WTaMmiB, i KOXEH TUM Ma€ BigMiHHI enigemionoriyHi
ocobnusocTi. BipyneHTHi opraHismu Brucella MoxyTb iHdikyBaTM AK
HedaroumTapHi, Tak i ¢arouutapHi KNiTUHW; MeXaHi3MW maToreHesy
6pyLenbo3y y oro NpMpoaHYX BUAIB -rocnodapis i y Ntoaei 4oci He NOBHICTIO
BUBYEHi. Y BCbOMY CBIiTi OpyuLenbo3 3anMIAETbCA OCHOBHUM [Kepesiom
3axXBOPIOBaHb Yy JNofe i AOMalHiIX TBapuH. Xouya 3apeecTpoBaHa
3aXBOPIOBAHICTb Ta MOLWMPEHICTb 3axXBOPIOBAHHA CUJIbHO BapilolOTbCA Bif
KpaiHy fo KpaiHm (Big <0.01 go> 200 Ha 100 000 HaceneHHs), 6pyLenbo3
BENIMKOI poraToi XyAobu, BUKNMKaHWI nepeBaxHo B. abortus, sk i paHiwe €
Hanbinblw nowwmpeHoto dopmoto. [lo rpyn pusmKy Hanexatb POOGITHUKK, AKi
npautoloTb Ha 6iliHi, iHCNeKTopM M'Aca, BNACHUKW TBapWH, BETEPUHApPW Ta
nabopaHTn. Bpyuenbos - e HauioHanbHa xBopo6a, Npo AKy cif NoBiAOMAATY
MicLleBOMY OpraHy OXOpPOHU 30POB'A.

2. NPUHUMN TECTY

Hab6ip DRG Brucella IgG ELISA - ue tBepgodasHuin imyHodbepmeHTHUIA aHani3
(I0A).

MikpoTuTpoBi nyHKM y Burnsaai TBepaol dasu nokputi aHTureHom Brucella
abortus i3 wramy S99-Benbpugx.

Po3BepeHi 3pasku nauieHTiB i roTtoBi A0 BUKOPUCTAHHA KOHTpONi
ninetytoTb B Ui NyHKW. Mig yac iHKy6auii cneundiuHi ana Brucella aHtuTina
MO3NTMBHUX 3pa3kiB Ta KOHTPOMIO 3B'A3yIOTbCA 3  iIMMObGiNi3oBaHMMK
aHTUreHamm.

Micna etany npomuBaHHA [NA BUAANEHHA He3B'A3aHOro 3paska Ta
KOHTPONbHOrO MaTepiany KoOH'lorosaHi aHTuTina IgG npoTtn noanHY,
NepoKCrAa3smn XPoHy, fofatoTb Y nyHKu. Mig yac apyroi iHky6auii uei aHTn-IgG
KoH'toraT cneuundiuHo 3B'A3yeTbCA 3 aHTMTINamm IgG, Wo npusBoaMTb AO
YTBOPEHHA pepMEHTO3B'A3aHUX IMYHHUNX KOMMIIEKCIB.

Micna gpyroro etany NpomMvBaHHA ANA BUAANEHHA He3B'A3aHOro KoH'loraty
YTBOPEHi iMyHHiI KomnneKkcn (y pasi NO3MTUBHMX pe3ynbTaTiB) BUABNAIOTb
WAAXOM iHKy6auii 3 cybctpatom TMB Ta po3BUTKOM CMHBOFO Konbopy. CUHii
KOJip MEepPEeTBOPIOETLCA B XKOBTUI, MPUNUHAIOUM peakuilo GepMEHTAaTUBHOIO
iHOMKaTopa 3a JOMOMOrOIo CipYaHOi KNCNOTK.

IHTEHCMBHICTb LIbOro KOnbopy MpsAMO NponopuiiiHa KinbkocTi cneundiuyHoro
no Brucella aHTtnTina 1gG y 3pasky nauieHTa. lNornvHaHHA npu 450 HM
34YNTYETbCA 3a AOMOMOrOI0 3UMTyBaya MiKPOTUTPOBUX MaHLweTis ELISA.

3.3ACTEPEXEHHA | MONEPEAXEHHA

- Llein Habip npusHauyeHWin TinbKW gna giarHOCTWMKK in vitro. Tinbku ana
npodecinHOro BUKOPUCTaHHA.

- Mepen noyaTkoM aHanisy, MOBHICTIO Ta YBaXXHO NPOUYUTANTE IHCTPYKLIO.
BukopucToBynte Tinbku AINCHY Bepcilo  iHCTPYKLii-BKNaguLwa, Aka
MOCTaYyaETbcA 3 Habopom. MepeKkoHanTecs, Wo BCe 3pO3yMino.

—  Bci peareHTn Uboro Tect-Habopy, AKi MiCTATb JIIOACbKY CUMpPOBATKy abo
nnasmy, 6ynu npotecToBaHi i BuABneHi HeratueHumu ao BIN I/1l, HbsAg
Ta HCV 3a gonomoroio cxsaneHux FDA npouepyp. MNpoTe, BCi peareHTn
cnif po3rnAgaT! AK MOTeHUinHO Hebe3neyHi Mig Yac BUKOPUCTAHHA Ta
yTunisauii.

- YHukawTte KoHTakTy 3i Cton Po3unHoMm, akniA mictutb 0.2 monb/n HzSOa.
Lle Moxe BMKNMKaTU NOAPa3HEHHS WKipy abo oniku.

—  TMB cybcTpat Ma€e noapasHiolouy fito Ha LWKipy Ta cim3oBy. Y BUNagKy
nonagaHHA B OYi, NMPOMUNTE [OCTAaTHbOK KiNMbKICTIO BOAMW, a LWKipy
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npomuiATe 3 MAIOM Ta BEMKOIO KinbKicTio Boaw. Npomuiite 3abpyaHeHi
06’€KTN nepen NOBTOPHUM BUKOPUCTAHHAM. [Mpu BAMXaHHI — BUBEAITb
NIOANHY Ha CBiXe NoBiTpA.

- MikponnaHweTt MiCTUTb BIAPVBHI CMYyXKW. He BUKOpWCTaHi NyHKK
noTpibHo 36epiraty npu Temnepatypi Big 2°C fo 8°C y repmeTuuHii
ynaKoBLi Ta BUKOPUCTOBYBATM 3 PaMKOI0, AAKa NOCTaYaETbCA.

- MineTyBaHHA 3pa3kiB Ta peareHTiB MOTPIGHO MNpPOBOAMTM AKOMOra
LwBMALLE B Ti Camill NOCNIAOBHOCTI ANA KOXHOTO eTany.

- BukopuctoByinTe pesepByapu Tinbku AnA  OpHOro peareHTy. Lle
0CcOBNMBO  CTOCY€ETbCA pe3epByapiB AnA cybcTpaTy. BukopucTaHHa
pesepByapy AnA po3uvHy cybcTpaTy, AKWIA [O TOro, BUKOPUCTOBYBaBCA
[JIA PO3UMHY KOH'loraTy MOXe CMpUYMHUTU 3abapBneHHA po3unHy. He
BUIMBANTe peareHTVW Has3af y O¢nakoHU Tak, AK Moxe BigbyTuca
3abpygHEeHHA peareHTy.

- PetenbHo nepemiwante BMICT  MIKPOMMAHWETHUX JIYHOK, W06
3abe3neunTy fo6pi pesynbTaTy aHanisie. He BUKOPUCTOBYTE MOBTOPHO
MIKPONYHKN.

— He ponyckatu, wo6 nyHKM BucMXanu Nig 4ac aHanisy; popasaiiTe
peareHTN HeramHo MicnA 3aBepLUEHHA eTaniB NPOMUBAHHA.

- MNMoueKkaliTe NOKM peareHTN [OCATHYTb KiMHaTHOI TemnepaTypu (21°C go
26°C) nepef NoyaTKOM TeCTyBaHHA. TemnepaTtypa MoOXe BMAVHYTWA Ha
NOKa3HUKN MOrAMHAHHA aHanisy. lpoTe, Ha 3HauYeHHA AnA 3paskiB
naui€HTa He BNANBaTMMe.

—  Hikonn He nineTyinTe poToM Ta yHMKaNTe KOHTaKTy peareHTiB Ta 3pa3kiB
3i WKipO Ta CIM30BKMM 060NOHKAaMMU.

—  He KypiTb, He iXTe, He NUINTe Ta He KOPUCTYNTECA KOCMETUKOIO Y MicLIAX
06p0o6KM 3paskiB abo peareHTiB Habopy.

- Opsrante ogHOpa3oBi NaTeKCHi pyKaBuui Nig Yac obpobKmM 3pa3kiB Ta
peareHTiB. MiKpo6He 3abpyfAHeHHA peareHTiB abo 3pa3kiB Moxe AaTtu
HenpasubHI pe3ynbTaTu.

- O6pobKa MOBMHHa 3pAiCHIOBATUCA Y BIAMOBIAHOCTI 3 Mpoueaypamu,
BM3HAaYe€HUMM BiNOBIHUMM HaLiOHaIbHUMM NpaBunammn 6e3nexu LWoao
6ionoriyHoi Hebe3neKu.

- He BMKOpWCTOBYINTE peareHTV MicNA 3akiHYeHHA TepMiHy NpuAaaTHOCTI,
AKNIA BKa3aHWI Ha eTUKeTL,i.

- Bci BKa3aHi 06cArM NOBMHHI BMKOHYBATMCA BiAMOBIAHO AO MPOTOKONY.

OnTymanbHi  pe3ynbTaTu  TeCcTy MOXKHa OTpuMaTy TifnbkKW  nicna
BMKOPWCTaHHA  BigKanibpoBaHUX MINeTOK Ta  MiKPOMIaHWEeTHOro
3ymTyBava.

—  He 3miwyite abo BUMKOPUCTOBYNTE KOMMOHEHTU 3 HabopiB 3 pisHUMK
HOMepamu NoTiB. He pekoMeHAYETbCA MIHATU NYHKW PIi3HUX NAacTuH
HaBiTb opHoro foTy. Habopu MOXyTb TpaHCmopTyBaTMCA abo
36epiratca B Pi3HWX YMOBaX, a XapakTePUCTUKMN 3B'A3yBaHHA MNAacTWH
MOXYTb [eLlUO BigpisHATUCA.

- XimiyHi peyoBMHN Ta NigroTosseHi abo BUKOPUCTAHI peareHTW MOBUHHI
po3rnspatnca Ak HebesneuHi Bigxoam BigNoBigHO Ao npasun abo BMMOr
HauioHanbHOI 6ionoriyHoi Hebe3neKkun.

- Wopo iHpopmaLii npo Hebe3neuHi peyoBMHY, AKI BXOAATb [O Habopy
3BepHiTbcA Ao MNacnopTa 6e3nekn gaHnx.

MacnopT 6e3nekn AaHWX ANA LbOro NPOAYKTY AOCTYMHUIA 33 3anvMToM
6e3nocepenHbo Big DRG.

4. KOMMNOHEHTU HABOPY

4.1 Bmict Habopy

1. Mikpomumpoei nyHku, 12 x 8 (BinpuBHi) CMyXKu, 96 NYHOK;

JlyHKM noKpuTi aHTureHom Brucella.
(BKN. 1 TPUMaY ANA cCMy»oK Ta 1 MOKpUBHY $onbry).

2. Po34uHHUK 0ns 3pa3ka*, 1 ¢nakoH, 100 mn, roToBMIN O BUKOPUCTaHHA,
»oBToro Konbopy; pH 7.2 £0.2.

3. [Mo3. koHmpone*, 1 dpnakoH, 2.0 Mn, FOTOBUIN O BUKOPUCTAHHSA; >KOBTOTO
KONbOpY, YepBOHA KpULLEYKa.

4.  Hea. Konmpone*, 1 dpnakoH, 2.0 Mn, roTOBUIA O BUKOPUCTAHHS; »KOBTOIO
KONbOPY, XOBTa KpULUeyKa.

5.  Kowmpono Cut-off *, 1 ¢nakoH, 2.0 Mn, roTOBUI A0 BUKOPUCTAHHS;
MOBTOrO KOJIbOPY, YOpHa KpuLLeyKa.

6. @epmeHmHuli KoHtoeam®*, 1 ¢pnakoH, 20 Mn, FOTOBUI 4O BUKOPUCTAHHA,
YepBOHOrO KOMbOPY, aHTUTINO A0 noacbkoro IgG KoH'loroBaHoro Ao
NepoKCMAasmn XPoHy.

7. Po3yuH cy6cmpamy, 1 ¢nakoH, 14 mn, rotoBuii [O BUKOPUCTAHHA,
TetpametTun6eHsnanH (TMB).

8. Cmon Po34uH, 1 ¢pnakoH, 14 Mn, rOTOBUIA fO BUKOPUCTAHHSA, MicTUTb 0.2
Monb/n H2SOa.

YHUKanTe KOHTaKTy 3i CTOn po3umHOM. Lle Moxe cnpuynHUTK
noApasHeHHA WKipy Ta oniku.

9. [lMpomusHuli po34yuH*, 1 dnakoH, 30 mn (20X KoHUeHTpoBaHMI ana 600
mn), pH 6.5 = 0.1 auB. «[lifroToBKa peareHTiB».

*MicTUTb HEPTYTHNI KOHCEPBAHT.

4.1.1 Heo6xigHi maTepianu, AKi He NocTayalTbCA
—  MikponnaHLueTHMI BigKanibpoBaHuii 3unTyBau (450/620 + 10 HM)( Hanp.



DRG Instruments Microtiter Plate Reader)
- Bigkani6posaHi 3MiHHI NpeuunsiiHi MikponineTkn
—  Inky6atop 37 °C
—  PyuHe abo aBTOMaTUYHe 0b6nagHaHHA ANA NPOMUBAHHA NYHOK
—  BuxpoBui mikwep ans npob6ipok
- [eioHizoBaHa abo (cBixa) AUCTUNbOBaHa BoAa
-  Tanmep
—  Ab6copbytoumnii nanip

4.2 YmoBwM 36epiraHHa Ta cTabinbHicTb Habopy

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

Bigkputi peareHtn cnig 36epiratv npu Temnepatypi 2°C - 8°C. MikpoTuTpoBi
NYHKM noTpibHo 36epirati npu Temnepatypi 2°C - 8°C. AKWO repMeTUYHUiA
MilleYyoK BIAKPWAKW, TO 3HOBY LWiNbHO 3aKpuiiTe Koro. Bigkputi Habopwu
36epiraloTb aKTUBHICTb NPOTArOM 2 MicALiB, 32 YMOBU 36epiraHHA AK ONnMcaHo
BULLe.

4.3 MigroToBKa peareHTiB
[lo3BonbTe BCiM peareHTaM Ta HeOOXiOHIN KiNIbKOCTI CMY»OK JOCATHYTW
KiMHaTHOI TeMnepaTypu nepef BUKOPUCTAHHAM.

MpomueHuli po34yuH

Po3sBepitb lpomusHul po3yuH 1+19 (Hanp. 10 mn + 190 mn) 3i cBi>KOKO
CTEPUNbHOI NOBTOPHO AWCTUNIbOBaHO Bogot. Llen po3segeHwuin
NPOMUBHUI PO3UYNH MA€E 3HaUYeHHs pH 7.2 + 0.2.

CnoXunBaHHA: ~ 5 M /BU3HaYeHHSA.

Kpwnctanu y po3uunHi 3HMKaloTb nig Yac HarpisaHHA Ao 37°C Ha BOAsAHI GaHi.
MNepekoHanTecs, wo KpucTanmu NOBHICTIO pPO34MHUANCA nepeg
BUKOPUCTAHHAM.

Po3baeneHuli npomusHuUli po34yuH cmabinbHUli NPOMA20M 4 MUXHI8 npu
memnepamypi 2°C - 8°C.

4.4 YTunisauia Ha6opy

YTunizauito Habopy cnig pobuTn BIANOBIAHO A0 HALiOHANbHUX BUMOT.
CrneuianbHy iHbopMaLilo MPo Lel NPoAyKT MoxeTe 3HaiTM y [lacnopTi
6e3nekn maTepianis (guB. po3ain 13 MacnopTy 6e3nekn xiMmiuHKX MaTepianis).

4.5 MowKoAKeHHs TeCTOBUX HabopiB

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

5.3PA30K

Y ubomy aHanisi MoXHa BMKOPWCTOBYBAaTU CMpOBATKy abo nnasmy (EATA-,
renapwvH- abo UMTPaTHY nNiasmy).

He BMKOPUCTOBYBATM reMOAITWUYHI, iKTepUYHi a0 ninemiuHi 3pasku.
Mam’amatime: 3pa3ku, WO MICTATb a3nf HaTPilo He MOXKHa BUKOPUCTOBYBATU B
aHanisi.

5.1 3a6ip 3paska

CupoBatka:

3pobiTb 3abip KpoBi WNAXOM BeHenyHKUii (Hanmp. Sarstedt Monovette ans
CMpOBATKM), [O3BOMbTE 3rOPHYTUCA, Ta BiAAINITb CUMPOBATKY LUIAXOM
LeHTpndYyryBaHHA Mpu KiMHaTHIA Temnepatypi. He ueHTpudyryinte, noku
KPOB MOBHICTIO He 3ropHeTbcA. [1nA 3paskiB KPOBi NaUi€HTIB, AKi OTPUMYIOTb
AHTMKOArynAHTHY Tepanito, MOTPIGHO Binblue Yacy AnA 3ropTaHHs.

Mnasma:

LlinbHy KpoB NOTpi6HO 3i6paTn y LUeHTPUPYXKHI NPobipKy, AKi MiCTATb aHTW-
KoarynsaHT (Hanp. Sarstedt Monovette 3 BigNoBiAHO NiAroTOBMEHOIO M1Aa3MOI0)
Ta LeHTpudyryBaTy HeramHo nicna 3abopy.

5.2 36epiraHHs 3pa3ka

3pasku NoTpibHO 36epiratn 3akpuTMK A0 24 roanH Npu Temnepatypi 2°C -
8°C nepep TecTyBaHHAM. [inA AOBroTpuBanoro 36epiraHHs, 3pasku NoTpi6HO
3aMopo3unTn npu Temnepatypi -20°C TinbKn ognH pa3. PO3MopoxeHi 3pa3ku
cnip iHBepTyBaTW Kinbka pasis nepep TeCTyBaHHAM.

5.3 Po3BefieHHA 3pa3KiB

[lo nouaTKy TeCcTyBaHHA KOXeH 3pa3oK mnauieHTa
po36aBuTh 1+ 100 3 PO34UHHUKOM 0715 3pA3Kis;

Hanp. 10 mkn 3pa3ka + 1 mn Po3yuHHUKA 0414 3pad3ka pobpe nepemiwarn,
3a/MWINTN HacToloBaTUCA npoTArom 15 xBUAWMH, Ao6pe nepemiwartn
nepep nineTyBaHHAM.

NnoTpi6bHO crnouaTky
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3BepHiTb yBary: KOHTPONi rOTOBi A0 BWMKOPWUCTaHHA i He NOTPIOHO ix
po36asnaTu!

6. MPOLIEAYPA AHANI3Y

6.1 3aranbHi 3ayBaXKeHHA

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

- AKLO TecTyBaHHA pO3MoyaTo, TO BCi eTanu i NpoinTu 6e3 nepepsu.

- BukopuncToByiiTe HOBUIA OAHOPA30BUIN MNNACTUKOBUN HAKOHEUYHWK AnA
KOXHOTO  CTaHAapTy, KOHTponw abo 3paska, LWo6  YHUKHYTK
nepexpecHoro 3abpyAHeHHs.

- OnTnYHa WinbHicTb — Le GyHKUiA Yacy iHKybauii Ta TemnepaTypu. Mepen
rMoyaTKkoM aHanisy, PeKOMEHAYETbCA, o6 yci peareHTW Gynu roTosi,
KpWILLEYKM 3HATI, BCi HEOOXiAHI NiYHKM 3aKpinneHi Ha Tpumaui i T. 4. Lle
3abe3neunTb PIiBHWA Yac [N KOXKHOrO eTany mineTyBaHHA 6e3
nepepuBaHHA.

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

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

—  LWo6 yHMKHYTN nepexpecHOro 3abpyAHEHHA Ta MOMUIKOBO 3aBULLEHNX
pe3ynbTaTiB nineTymte 3pa3kn Mauli€eHTa Ta BHeCiTb KOH'loraT He
PO36pK3KyoUN OrO, Ha IHO JTYHOK.

- Nig vac iHkybauii npu TemnepaTypi 37°C, nokpunte MiKpPOTUTPOBI
CMY>KKM GOSbroto, o6 YHUKHYTH BUNAapOBYBaHHSA.

6.2 Mpoueaypa TecTyBaHHA
Mepepn noyaTkom aHanisy, po3Beaitb [lpomMusHUl po34uH, NIATOTYITE 3pasKu
nayieHTiB, AK onmcaHo B NYHKTIi 5.3, fobpe nepewmiwainte nepen
nineTyBaHHAM i 0obepeXxHO BCTaHOBiITb MAaH po3noginy Ta iaeHTUdiKauii,
AKNIN HaBAETLCA Yy HAabOPI ANA BCiX 3pa3KiB | KOHTPONIB.
1. Ob6epiTb HeObOXiHY KiNbKICTb MIKPOTUTPOBMX CMYXOK abo NyHOK Ta
BCTaBTe iX y TPUMau.
Byab nacka, 3akpinitb:

1 nyHKa (Hanp. A1) [ina 6naHk-cybcTpaty,

1 nyHKa (Hanp. B1) [ina Hez. KoHmponto,

2 NYHKN (Hanp. C1+D1) [Ona Cut-off koHmposnio Ta
1 nyHKa (Hanp. ET) [ina [Mo3. koHMposo

KopucTyBaueBi 3anviwaeTbcA BU3HAUMTU KOHTPOSNi Ta 3pasky nalieHTa y
ny6nikari.

2. BHecitb
100 mkn Hez. KoHmponio y NYHKy B1
100 mkn KoHmpono Cut-off  y nynkn C1 1a D1
100 mKn [103. KOHMpOO y nyHKy E1 i

100 MKn KOXHOrO pO3Be[eHOTr 0 3pa3ka 3 HOBUM OHOPA30BUM
HaKOHEYHWKOM Yy BigMnoBigHi npobipku. 3anuwite nyHky Al gna
6naHk-cybcTpaty!

3. Hakpuiite nyHkn ¢$onbroto, Aka MOCTayvaeTbcA 3 Habopom. IHKybywiTe
npotArom 60 XBUAVH Npu Temnepatypi 37°C.

4.  Pi3Ko NOTpyCiTb BMICT NyHOK.

MpomunitTe npobipkn 5 pasiB po3seaeHUm IpomusHUM po3yuHom (300
MKn Ha nyHKy). [NepeBepHiTb NyHKM Ha abcopbytoumii nanip, wob
BUAANNTYN 3a/IMLLIKN BOAN.

Baxnusa npumirtka:

YyTnuBicTb Ta TOYHICTb LIbOro aHasnisy 3HayHO BMAMBAE Ha NPaBUNbHICTb
nposefeHHA NpoLeaypy NpomuBaHHA!

5. BHecitb 100 mkn QepmeHmHo20 KoH’tozamy y KOXHY nyHKy, Kpim A1.

6.  IHKybyBaT npotArom 30 XBUAMH NpM KiMHaTHI Temnepatypi (20 °C
no 25°C).

He niodasamu npamomy eniugy COHAYHO20 C8imMa.

7.  Pi3ko NoTpycCiTb BMICT NpobipoK.

MpomunitTe Npobipkn 5 pasiB po3sepeHnm [pomusHUM po3yuHom (300
MKNT Ha nyHKy). lMepeBepHiTb nyHKM Ha abcopbyiounit nanip, wWwob
BUAANNTMN 3a/IMLLIKN BOAN.

8.  [Jopante 100 mkn Po34yuHy Cy6cmpamy y BCi TyHKN.

9.  IHKybyBaTU npoTArom 15 XBUAWH NpK KiMHaTHiln Temnepatypi (20°C
Ao 25°C) y TempsBi.

10. 3ynuHiTb PepmeHTHY peakuilo, gopaswun 100 mkn Cmon Po3yuHy y
KOXHY NTYHKY. Byfib-AKWIA CUHI Konip, AKNIA yTBOPUBCA Mif Yac iHKybaLjii
NepeTBOPIOETLCA Ha XKOBTUIA.

MpumiTKa: BNCOKO MO3UTKBHI 3Ppa3kn NaLji€HTa MOXYTb CMPUYMHWTY
TEMHWI 0cap XpomoreHy!

11. 3uutanTe ONTUYHY WiNbHICTb nNpyu 450/620 HM MIKPOTUTPOBUM

3ynTyBayem npotAarom 30 XBMAWH nicna gogasaHHA Cmon Po3yuHy.

6.3 BumiploBaHHA
Bigperynionte 3untyBauy mikponnaHweTtiB abo mMikpocmyxok ELISA go Hyns,
BMKOPUWCTOBYIOUMN GaHK-cy6cTpaT B nyHuUi A1,



AKWO - 3 TeXHIYHUX NpUYunH - 3untyBay ELISA He BAaEeTbcA BCTaHOBUTM A0
HYnA, BUKOPWCTOBYIOUM OnaHK-cybcTpaT B nyHUi AT, BigHIMiTb 3HauyeHHs
MOrNVHAHHA NyHKM A1 Bif YCiX iHWMX 3HaueHb abcopbuii, Wwob oTpumatn
[OCTOBipHI pe3ynbTatn!

BumipsaiiTe nornuHaHHA BCiX NyHOK mMpu 450 HM i 3anuWiTb 3HauYeHHA
abcopbuii  OnA  KOXHOro KOHTPOMIO Ta 3pa3ka nauieHTa Yy nnaHi
PO3NOBCIOAKEHHSA Ta iAeHTUdIKaLil.

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

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

7.PE3YJIbTATU
7.1 MNepeBipKa TecToBoro 3anycky

TecToBMIA 3anyCcK MOXHa BBakaTW AINCHUM, AKWO AOTPUMAHO HACTYyMHMX
KpuTepiis:
Cy6cmpam-6nanky A1l:
Hea. Konmpone y B1:
Cut-off konmpones y C1/D1:
Mo3. konmpone y E1:

3HauYeHHA abcopbuii HYK4Ye Hix 0.100
3HauYeHHA abcopb Uil HYKYe Hix 0.200
3HaueHHna abcopbuii mixk 0.350 - 0.850
3HaveHHna abcopbuii mix 0.650 - 3.000

7.2 O64ncneHHn:

CepepHe 3HaueHHA abcopbuii Cut-off KoHTponio [CO]

O6uncnitb cepefHE 3HauyeHHA abcopbuii gBox (2) Bu3HaueHb Cut-off
KoHTponio (Hanp.y C1/D1).

Mpuknapg: (0.44 + 0.46)/2 =0.45= CO

7.3 IHTepnpeTauis

NO3UTUBHUI 3HaveHHn (cepefHe) abcopbuii nalieHTa 6Ginblue HixK Ha
10% Buwe CO (CepenHe 3HaueHHA OLL nayienra > 1.1 x CO)

CIPA 30HA 3HaveHHsn (cepepHi) abcopbuii nauieHTa Big 10% BULe Ao
10 % Hmx4ye CO NOBTOPHMIA TecT yepes 2 - 4 TUXKHI - 3
HOBVMM 3pa3kaMu Naui€eHTIB
(0.9 X CO < CepepHe 3HaueHHA O, nayienra < 1.1x CO)
PesynbtaT y Apyromy TecTi 3HOBY B Cipii 30Hi
=>HEFATUBHUN

HEFATUBHUA 3HaveHHn (cepefHi) abcopbuii nNauieHTa Ginblue HiX Ha

10% Hukue CO (CepepHe 3HaueHHA OLL nayienra <0.9 x CO)

7.3.1 Pesynbtatn y ognHuuax DRG [DU]
3HayeHHs (cepenHe) abcopbuii nauieHTa x 10 = [DRG OanHuui = DU]
co

Mpuknaa: 1.580 x 10 =35 DU
0.45

IHTepnperTauina pesynbratis

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

PekomeHayeTbCA BUKOPWCTOBYBATU KOHTPOJbHI  3pa3km  BigNoBigHO Ao
nepxaBHUX | depepanbHMX npaBun. PeKOMeHAYeETbCA BUKOPUCTOBYBATU
KOHTPOJIbHI 3pa3ky Anis 3abe3neyeHHs LWOAEHHOT AOCTOBIPHOCTI pe3ynbTaTiB.
BrvKopuncToByiiTe KOHTPONI Ha HOPMaSibHOMY Ta NAaTONOrIYHOMY PiBHAX.
TakoX, PeKOMEeHLYETbCA, BMKOPWCTOBYBATU HauUiOHanbHi abo MiKHaponHi
nporpamm oUiHKM AKOCT, W06 3a6e3neunT TOYHICTb pe3ynbTaTiB.

AKWo pe3ynbTaTM aHanisy He BiANOBIfAOTb BCTAaHOBNEHUM [OMYCTUMUM
fianasoHam KOHTPOJIbHWX MaTepianis, pe3ynbTaT¥ nNaui€eHTa MNOBUHHI
BBaXKaTUCA HELINCHUMN.

Y Takomy BuUnagKy, 6yab nacka, nepesipTe HacTynHi TEXHIYHI obnacTi: npucTpoi
IOnA nineTyBaHHA Ta CUHXPOHi3aLii; oTomeTp, TepMiH MPUAATHOCTI peareHTiB,
yMOBY 36epiraHHs Ta iHKy6aUii, cnocobu acnipadii Ta NpoOMMBaHHA.

Micna nepeBipky BULe3a3HauYeHNX NYHKTIB, AKIO BWU He BUABUAN MOMUIIKK,
3BepPHITbCA be3nocepeHbo Ao AUCTPMO'toTopa abo DRG.

9. POBOYI XAPAKTEPUCTUKA

9.1 fiarHocTnyHa cneyndiyHicTbL

[liarHocTMuHa  cneundivHiCTb  BM3HAYAETbCA AK  MMOBIPHICTb
HeraTVBHOT OLiHKYM 3a BiACYTHOCTi KOHKPETHOrO aHaniTy.
[liarHocTyHa cneymndiyHicTb cTaHoBMTb 100 %.

aHanisy

9.2 [liarHoCTUYHA YyTNMBIiCTb

[liarHOCTMYHA YyTAMBICTb BM3HAYAETbCA AK MMOBIPHICTb aHanisy No3vUTUBHOI
OLiHKM NPU HAABHOCTI creyndiyHOro aHaniTy.

[liarHocTMyHa YyTAMBICTb cTaHOBUTL 100 %.

Mepeknaday Pomariok H. 1.

9.3 TouHicTb
9.3.1 TouHicTb B aHanisi (B 3anycky) DRG Brucella IgG ELISA Bu3Hauanu 3a
nonomoroto 20-KpaTHMX BUMipIOBaHb 3 NO3UTUBHUX 3Pa3KiB.

3pasok CepepHe 3HauyeHHA Ol | KB (%) B aHanisi K-cTtb
1 0.54 5.42 20
2 1.29 3.67 20
3 1.62 2.71 20

9.3.2 Bapiauii mixk ananisamm DRG Brucella IgG ELISA Bu3Hayanu 3a
gonomoroto cut-off KOHTPoON, NO3UTUBHOIO KOHTPONIO, i 3 3pa3kiB 3 2-Ma
BMPOGHMYMMYM Habopamu B 10 He3anexHMX 3amnyckax 3 2-mMa MoOBTOpPaMu Ha
3anycK.

3pa3ok | CepepHe 3HayeHHA OLl| | KB (%) B aHanisi K-ctb
1 1.26 7.48 40
2 1.53 7.16 40
3 1.94 4.78 40
10. OBMEXXEHHA BUKOPUCTAHHSA
BbaktepianbHe 3abpygHeHHsi abo MOBTOPHI  UMKAM  3aMOPOXKYyBaHHS-

PO3MOPOXKYBaHHA 3pa3ka MOXKYTb BMIMBATW Ha 3HaUYeHHA abcopbLii. Y xBopux
3 iMyHiTeTOM | HOBOHApPOAXEHMX CepoJoriYHi AaHi MalTb obmexeHe
3HaYeHHs.

10.1lHTepdepytoui peuoBUHU
lemorno6iH (go 4 mr/mn), 6inipy6iH (ao 0.5 mr/mn) Ta Tpurniuepugn (go 30
Mr/MN) He BMNBaIOTb Ha pe3ynbTaTy.

11. NIPABOBI ACMEKTU

11.1 HagiiiHicTb pesynbTaTiB

BunpobyBaHHA HeOO6XiHO NPOBOAWMTM TOYHO 3FiAHO 3  IHCTPYKUiAMK
BMPOGHMKa. Kpim TOro, KopuctyBay NOBUHEH CYBOPO AOTPMMYBATUCA NPaBui
GLP (Job6poi nabopaTopHOT NpaKTKKM) abo iHWKNX 3aCTOCOBHMX HaLliOHANbHNX
cTaHfapTiB Ta / abo 3akoHiB. Lle 0cobnvBo akTyanbHO ANA BUKOPUCTAHHA
KOHTPONbHMX  peareHTiB. BaxnnBo 3aBxau BKAOYaTW, B npoueaypi
TeCTyBaHHA, [OCTATHIO KiNbKiCTb KOHTPONIB ANA NepeBipKM TOYHOCTI Ta
[IOCTOBIPHOCTI TECTy.

PesynbTatyt BUNpoO6yBaHb € AiINCHUMY, TiINbKM AKLLO BCi KOHTPOAi 3HaX0AATbCA
B MeXaX BKa3aHWX Ajiana3oHiB, i AKLO BCi iHWi napameTpu BUNpobyBaHb TakoxX
BXOAATb A0 3ajaHux crneuundikauin aHanisy. Y pasi BUHMKHEHHA OyAb-AKuUX
CyMHiBiB ab0 3aHenoKoEHHs 3BepTaiTeca o DRG.

11.2 TepaneBTUYHI HacnigKkn

TepaneBTUYHI HacNiAKM HIKOAW He MNOBWHHI FPYHTYBAaTUCA TiNbKM Ha
nabopaTopHUx pesynbTaTax, HaBiTb AKWO BCi pe3ynbTaTn BuNpobyBaHb
y3rofpKytoTbca 3 nyHktamu 11.1. Byab-AKkuin nabopatopHuii pesynbTar € nvie
YaCTMHOIO 3aranbHoOi KMiHIYHOI KapTWUHW nauieHTa. TinbKu B TUX BUMagKax,
KONN pe3ynbTaTv  NabopaTopHUX AOCTiMKEHb Y NPUNAHATHIN  dopmi
Y3rofylTbCA 3 3arasbHO0 KNiHIYHOK KapTMHOW Naui€HTa, cnig BUBECTU
TepaneBTUYHI HacNigKu.

Cam pe3ynbTaT TecTy HiKOAM He MOBMHEH OyTU €AVMHUM BU3HAYanbHUM
UYMHHWKOM ANA OTPUMaHHSA By fb-AKNX TepaneBTUYHNX BUCHOBKIB.

11.3 HagiitHicTb

Byab-aka mopmudikaLia TectoBoro Habopy Ta / abo 06miHy abo 3millyBaHHA
6yfb-AKNX KOMMOHEHTIB Pi3HUX NOTIB Bifi OAHOrO TECTOBOro Habopy no
{HWOro MOXe HeraTMBHO BMAVHYTW Ha O4iKyBaHi pe3synbTatym i
06r'pyHTOBaHICTb 3aranbHoro Tecty. Taki 3MiHW Ta / abo 06MiHM cKacoBylOTb
6y b-AKi BUMOM LLOAO 3aMiHW.

MpeTeHsii, nopgaHi BHACNIAOK HeNpPaBWAbHOrO TAYMayeHHA pe3ynbTaTiB
nabopaTtopHUx AOCNiAXeHb 3rifHO 3 MYHKTOM 11.2, TaKOX € HemiNncHUMM.
HesanexHo Big Toro, y Bunagky Oyab-sikoi npeTeHsii, BignosiganbHicTb
BMPOOHMKa He MOBMHHA MNepeBULLYBaTW BapTiCTb TeCTOBOro Habopy.
Bupo6HUK He Hece BignoBiganbHOCTI 3a 6yAb-AKi NOWKOAXEHHA Habopy, Lo
CTanucA nif Yac TPaHCMOPTYBaHHS.
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