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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.BCTYN

1.1 Mpun3HaueHHA

Ha6ip DRG Brucella IgM ELISA wmicTnTb MaTepianu Ans AKicHOro Ta
HaniBKiNbKiCHOro BM3HauyeHHA aHTUTIN Knacy IgM po Brucella y cuposaTtui Ta
nna3mi (EATA-, renapuH- abo uutpart nnasma).

Lleit aHani3 npusHayeHuii TiNbKN ANA AiarHOCTUKN in vitro.

1.2 KopoTKuii onnc Ta NOACHEeHHA

Brucella - ue HeBenvKka rpamHeraTvBHa 6akTepis (0.4 MkM — 0.8 MKM B AiiameTpi
i 0.4 MKM — 3.0 MKM B JOBXVHY), fiKa HE € IKIYyTMKONOAiI6HOIO, i He YyTBOPIOE
cnopu. 3 MoMeHTY BiKpuTTA bpilocom y 1887 p. Brucella melitensis 3'asunaca
Aefani cknagHiwa ¢opma LWTaMmiB, i KOXEH TUM Ma€ BigMiHHI enigemionoriyHi
ocobnusocTi. BipyneHTHi opraHiamu Brucella MoxyTb iHdikyBaTM AK
HedaroumTapHi, Tak i ¢arouutapHi KNiTUHW; MeXaHi3MM maToreHesy
6pyLenbo3y y oro NpMpoaHYX BUAIB -rocnodapis i y Noaei Joci He NOBHICTIO
BMBYEHi. Y BCbOMY CBIiTi OpyuLenbo3 3anMIAETbCA OCHOBHUM [Kepesiom
3axXBOPIOBaHb Yy JNofe i  AOMallHiX TBapuH. Xouya 3apeecTpoBaHa
3aXBOPIOBAHICTb Ta MOLWMPEHICTb 3axXBOPIOBAHHA CUJIbHO BapilolOTbCA Bif
KpaiHn fo KpaiHm (Big <0.01 go> 200 Ha 100 000 HaceneHHs), 6pyLenbo3
BEJIMKOI poraToi XyAaobu, BUKNMKaHWI nepeBaxHo B. abortus, sk i paHiwe €
Hanbinblw nowwmpeHoto dopmoto. [lo rpyn pusmKy Hanexatb POOBITHUKK, AKi
npautoloTb Ha 6iliHi, iHCNeKTopM M'Aca, BNACHUKU TBapWH, BETEPUHApPW Ta
nabopaHTn. Bpyuenbos - e HauioHanbHa xBopoba, Npo AKy cif NoBiAOMAATY
MicLIeBOMY OpraHy OXOpPOHU 30POB'A.

2. MPUHUMN TECTY

Hab6ip DRG Brucella IgM ELISA - ue TBepgodasHuin imyHodbepmeHTHWIA aHani3
(I0A).

3pa3kyM nauieHTiB po3baBnATb  Po3pioxysayem 3paskie i [OAATKOBO
iHKyOY10Tb 3 IgG-RF-copbeHmom, o MiCTUTb rinepiMyHHi aHTWTina Knacy IgG
TIOAVHK, W06 YCYHYTW KOHKYPEHTHe ranbMyBaHHA crneumodiyHux IgG Ta
BMAANUTM peBMaToigHi  ¢dakTopu. Taka nonepegHa o06pobKa [03BONSE
YHUKHYTW XMOHOHeraTuBHmXx abo XM6HONO3UTNBHUX pe3ynbTaTiB.

MikpoTuTpoBi NyHKMU y Burnsaai TBepaol dasn 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'A3yOTbCA 3  iIMMOGINi3oBaHUMK
aHTUreHamm.

Micna etany npomuBaHHA [NA BUAANEHHA HE3B'A3aHOro 3paska Ta
KOHTPONbHOrO MaTepiany KoOH'loroBaHi aHTWTina IgM npotn noanHw,
NepoKCrAa3smn XPOoHyY, A0AAI0Tb y NyHKW. Mig yac apyroi iHky6auii uen aHTn-IgM
KoH'toraT creuyndiyHo 3B'A3yeTbcsa 3 aHTWTINamn IgM, wo npu3BoanTb A0
YTBOPEHHA pepMEHTO3B'A3aHUX iIMYHHUNX KOMMJIEKCIB.

Micna gpyroro etany NpomMvBaHHA ANA BUAANEHHA He3B'A3aHOro KoH'loraty
YyTBOPEHi iMyHHi KomnneKkcn (y pasi NO3MTUMBHMX pe3ynbTaTiB) BUABNAIOTb
WAAXOM iHKy6aUii 3 cybctpatom TMB Ta po3BUTKOM CMHBOFO Konbopy. CUHii
KOJip NepeTBOPIOETLCA B XKOBTUI, MPUMNUHAIOUM peakuilo GepMEHTAaTUBHOIO
iHOMKaTOopa 3a JOMOMOrOHo CipYaHOi KNCNOTK.

IHTEHCKBHICTb LIbOro KOnbopy MpsAMO NponopuiiiHa KinbkocTi cneundiyHoro
no Brucella antutina IgM y 3pa3ky nauieHTa. MornuHaHHA npu 450 HM
34YNTYETbCA 3a AOMOMOrOI0 3UMTyBaya MiKPOTUTPOBUX MaHwweTis ELISA.

w

. 3ACTEPEXXEHHA | MONEPEAMEHHA

- Llen Habip npu3HayeHW TiNbKU ANA JiarHOCTUKK in vitro. Tinbku ana
npodecinHOro BUKOPUCTaHHA.

- Mepen noyaTkoM aHanisy, MOBHICTIO Ta YBaXXHO NPOUYUTANTE IHCTPYKLIO.
BuKopucToBYnTE TiNlbKM AINCHY BEpPCilo  iHCTPYKUii-BKNaguwa, fAkKa
nocTayaEeTbea 3 Habopom. MepekoHanTecs, Wo BCe 3pO3yMiso.

- Bci peareHTV LboOro TecT-Habopy, AKi MiCTATb JIIOACbKY CMPOBATKY abo

nnasmy, 6ynu npotecToBaHi i BuABNeHi HeratneHumu ao BIN I/1l, HbsAg

Ta HCV 3a gonomoroio cxsaneHux FDA npouepyp. MNpoTe, BCi peareHTn
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cniff po3rnagaTy AK NOTeHUiINHO Hebe3neyHi nif Yac BUKOPUCTaHHA Ta
yTunisauii.

— YHukante koHtakTty 3i Cton Po3unHom, Akui mictutb 0.2 monb/n HaSO4.
Lle MmoXe BUKNMKaTV NoApasHEHHSA LWKipy abo oniku.

—  TMB cybcTpaTt Mae noapasHiolody filo Ha WKipy Ta civ3oBy. Y BUNagKy
nonagaHHA B OYi, NPOMUNTE [OCTAaTHbOI KiNbKICTIO BOAMW, a LWKipy
npomuiATe 3 MUIOM Ta BEMKOIO KinbkicTio Boau. Npomuiite 3abpyaHeHi
06’€KTN nepepn NOBTOPHUM BUKOPUCTAHHAM. MMpu BAMXaHHI — BUBEAITb
NIOANHY Ha CBiXe NoBiTpA.

- MikponnaHwet MiCTUTb BIAPVBHI CMYXKW. He BUKOPUCTaHi NyHKK
noTpibHo 36epirat npu Temnepatypi Big 2°C go 8°C y repmeTnyHin
ynakoBLii Ta BAKOPMCTOBYBATH 3 PaMKOI0, IKa MOCTaYaETbCA.

- MineTyBaHHA 3pa3kiB Ta peareHTiB MOTPIGHO MNpPoOBOAWTM AKOMOra
WBMALLE B Til Camili MOCNIAOBHOCTI AN1A KOXHOrO eTany.

—  BukopwucTtoByiTe pesepByapu Tinbku [nAa  OAHOro peareHty. Lle
0COGNUBO CTOCYETbCA pe3epByapiB AnsA cybcTpaTy. BukopuctaHHs
pe3epByapy AN PO3UuHy CybCTpaTy, AKUA JO TOro, BUKOPMCTOBYBABCA
INA PO3UMHY KOH'IoraTy MOXe CNpUUMHUTK 3abapBneHHs po3uuHy. He
BUNIMBaTe peareHT Hasag Yy ¢nakoHW Tak, sAK MoOXe BigbyTuca
3abpyLHEHHSA peareHTy.

- PeTenbHo nepemiwante BMICT  MIKPOMAAHWETHUX JIYHOK, W06
3abe3neunTy Bo6pi pesynbTaTy aHanisie. He BUKOPUCTOBYTE MOBTOPHO
MiKpPONYHKWN.

- He ponyckatu, wo6 nyHKM BMcMXanu Nig 4ac aHanisy; popasaiiTe
peareHTN HeramHo NicnA 3aBepLUEHHA eTaniB NPOMMUBAHHA.

- MouekaliTe NOKM peareHTU AOCATHYTb KiMHATHOI TemnepaTypm (21°C go
26°C) nepep NoOYaTKOM TeCTyBaHHA. TemnepaTypa MOXKe BMIMHYTU Ha
NOKa3HUKN MOrAVHAHHA aHanisy. lpoTe, Ha 3HayYeHHA AnA 3paskis
naui€HTa He BNAnBaTMUMe.

- Hikonu He nineTynTe poTOM Ta YHMKaNTe KOHTAaKTy peareHTiB Ta 3pas3kis
3i LWKipOto Ta CIM30BMMY 060NTIOHKaMMU.

- He KypiTb, He XTe, He NuiTe Ta He KOPUCTYNTECA KOCMETUKOIO Y MiCLIAX
06p06KM 3paskiB abo peareHTiB Habopy.

- Opsrante ogHopa3oBi NaTeKCHi pyKaBwuui Nig Yac obpobKu 3pa3skiB Ta
peareHTiB. MikpobHe 3abpyAHeHHA peareHTiB abo 3pa3kiB Moxe AaTtu
HenpaBWbHi pe3ynbTaTu.

- O6pobka MOBUHHA 3AiMCHIOBAaTUCA Y BIAMNOBIAHOCTI 3 Mpoueaypamu,
BM3HaY€HUMM BiiNOBIAHUMM HaUiOHaNIbHUMM NpaBuIaMmn 6e3nekn Wopao
6ionoriyHoi Hebe3neku.

- He BMKOpWCTOBYINTE peareHTV MicNA 3akiHYeHHA TepMiHy NpuAaaTHOCTI,
KNI BKA3aHUI Ha eTUKeTL,.

- Bci BKa3aHi 06cArn noBMHHI BUKOHYBATWCA BiAMOBIAHO AO MPOTOKOY.

OnTmanbHi  pe3ynbTaTm TecTy MOXKHa OTpuMMaTW TifnbkM  nicna
BMKOPUCTaHHA  BiIKanibpoBaHWX MiNeTok Ta MIKPOMIAHLWETHOro
3unTyBava.

- He 3miwyinte abo BMKOPUCTOBYITE KOMMOHEHTU 3 HabopiB 3 pi3HUMMK
HOMepamu NoTiB. He pekoMeHAYeTbCA MIHATU NYHKW PI3HUX NNacTuH
HaBiTb opHoro noTy. Habopu MOXyTb TpaHCmopTyBaTUcA abo
36epiratca B Pi3HWX YMOBaX, a XapakTepUCTUKMN 3B'A3yBaHHA MNAaCTWH
MO>XYTb [eLLUO BigpisHATUCA.

- XiMiuHi peyoBUHU Ta NiAroTOBNEHI @60 BUKOPUCTaHi peareHTU NMOBUHHI
po3rnapatT1ca Ak HebesneuHi BiAxoAM BiANOBIAHO [0 NpaBun abo BUMOr
HauioHaNnbHOI 6ionoriyHoT Hebe3nekun.

—  UWopo iHpopmauii Npo Hebe3neuHi peyoBUHU, AKi BXOAATb AO Habopy
3BepHiTbca fo MNMacnopTa 6e3nekn gaHux.

MacnopT 6e3neku JaHuWX ANA UbOro MNPOAYKTY AOCTYMHWUIA 3a
3anuTom 6e3nocepenHbo Big DRG.

4. KOMMNOHEHTU HABOPY

4.1 Bmict Habopy

1. Mikpomumpoei nyHku, 12 x 8 (BifipuBHi) CMy»KK, 96 NyHOK;

JlyHKM nokputi aHTureHom Brucella.
(BKN. 1 TPUMaY ANA CMy>OK Ta 1 MOKPUBHY $ponbry).

2. Po3YyuHHuUK onA 3paska*, 1 ¢nakoH, 100 mn1, roToBUiA 1O BUKOPUCTAHHS,
»KOBTOro Konbopy; pH 7.2 £ 0.2

3. IgG-P®-Cop6eHm*, 1¢énakoH, 6.5 Mn, roToBUA [O BMKOPUCTaHHA,
KOBTOro Konbopy. MicTuTb aHTUTINO Knacy IgG NpoTu NIognHN.

4.  Mo3. koHmpone*, 1 $pnakoH, 2.0 MmN, roTOBMI O BUKOPUCTAHHSA; >KOBTOrO
KONbOpY, YepPBOHA KpULLeyKa.

5. Hea. Konmpons*, 1 dpnakoH, 2.0 M1, FOTOBUI O BUKOPUCTaHHSA; »XOBTOrO
KONbOpY, XOBTa KpuLUeyKa.

6. Kowmponwe Cut-off *, 1 ¢nakoH, 2.0 mMn, roTOBUA JO BUKOPUCTAHHS;
»KOBTOrO KOJIbOPY, YOpHa KpuLLeyKa.

7.  @®epmeHmHuli KOH't0oeam*, 1 pnakoH, 20 Mn, rOTOBUIA 1O BUKOPUCTAHHS,
YepBOHOrO KOMbOPY, aHTWTINO A0 noacbkoro IgM KoH'torosaHoro po
NepoKCuAasmn XpPoHy.

8.  Po3yuH cy6cmpamy, 1 ¢nakoH, 14 mn, rotoBuii [0 BUKOPUCTAHHS,
TeTpametun6eHsnavH (TMB).



9. Cmon Po34uH, 1 pnakoH, 14 MmN, roTOBUIA 4O BUKOPUCTAHHS, MiCTUTb 0.2
Monb/n HaSOas. YHMKalTe KOHTaKTy 3i cton po3uvHom. Lle moxe
CMPUYMHUTY NOAPA3HEHHSA LWKIPKU Ta ONiKN.

10. MpomusHuli po3yun*, 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, ski He nocTavalTbcA

- MikponnaHweTHUI BigKanibpoBaHuii 3untyBay (450/620 + 10 Hm) ( Hanp.
DRG Instruments Microtiter Plate Reader)

- Bigkani6posaHi 3MiHHI NpeuunsiiHi MikponineTkn

—  IHky6atop 37 °C

—  PyuHe abo aBTOMaTUYHe 0bnlafHaHHSA A4Ji1fi NPOMUBAHHS JIYHOK

—  BuxpoBuit mikwep ans npo6ipok

- [eioHizoBaHa abo (cBixa) AUCTUNbOBaHa BoAa

- Tanmep

—  Ab6copbytounii nanip

4.2 YmoBu 36epiraHHs Ta cTabinbHicTb Ha6opy

3a ymoBWu 36epiraHHA npuw TemnepaTtypi 2 - 8°C 3aKpWTi peareHTX 3anmLuaTbca
peakTMBHMMMN [0 3aKiHYEHHA TepMmiHy npuaatHocTi. He BukopuctosynTte
peareHTV NicnA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

Bigkputi peareHtn cnig 36epiratv npu Temnepatypi 2°C - 8°C. MikpoTuTpoBi
NYHKM noTpibHo 36epirat npu Temnepatypi 2°C - 8°C. AKWO repMeTUYHUIA
MilleYyoK BIAKPWAW, TO 3HOBY LWiNbHO 3aKpuiiTe Koro. Bigkputi Habopwu
36epiraloTb aKTUBHICTb NPOTArOM 2 MicALiB, 3@ YMOBU 36epiraHHA AK ONMCcaHo
BULLe.

4.3 MigroToBKa peareHTiB
[lo3BonbTe BCiM peareHTaM Ta HeOOXiAHIN KiNbKOCTI CMY»OK [OCATHYTW
KiMHaTHOI TeMnepaTypu nepef BUKOPUCTaHHAM.

lMpomueHuli po34yuH

Po3sepitb MpomusHuli po3yuH 1+19 (Hanp. 10 mn + 190 mn) 3i cBiXolo
CTepuNbHO MOBTOPHO AMCTUNbOBaHOW Bogotw. Lleln po3seaeHuin
NPOMUBHUI PO3UYMNH MA€E 3HaUeHHA pH 7.2 £ 0.2.

CnoXunBaHHA: ~ 5 M /BU3HaYEHHSA.

Kpuctanu y po3umHi 3HMKaloTb nif yac HarpisaHHA Ao 37°C Ha BOAAHI GaHi.
MepekoHaWiTecq, WO  KpWUCTanWM  MOBHICTIO  PO3YMHWANCA  nepef
BUKOPUCTaHHAM.

Po3basneHuli npomusHuUli po34yuH cmabinbHUli NPomAzoM 4 MUXHi8 npu
memnepamypi 2°C - 8°C.

4.4 YTunisauia Ha6opy

YTunizauito Habopy cnig pobuTn BIANOBIAHO A0 HaLiOHANbHWUX BUMOT.
CneuianbHy iHbopMaLilo MpPo Ueld NPOoAyKT MoxeTe 3HawWTu y [lacnopTi
6e3nekn matepianis.

4.5 MNowKoAKeHHs TecToBUX HabopiB

Y pasi BUHUKHEHHA CepNO3HMX MOLWKOMKEHb TeCcToBOro Habopy abo
KOMMOHeHTIB, KomnaHito DRG cnify npoiHdopmMyBaTh y nucbmoBii Gopmi He
ni3Hille, HiX Yepe3 TYXAEHb MicNA OTPUMaHHA Habopy. CUNbHO MOLWKOMKEHI
OKpeMmi KOMMOHEHTW He MOBUHHI BUKOPUCTOBYBATWCA ANA TECTOBOFO MPOrOHY.
Ix noTpi6HO 36epiratn, Noku He Byge 3HalifeHO ocTaTouHe piweHHA. Micna
Liboro ix cflig yTunisyBatu BignoBigHo Ao odiuiHmx npasun.

5.3PA30K

Y ubomy aHanisi MoXHa BMKOPWCTOBYBaTU cupoBaTKy abo nnasmy (EATA-,
renapviH- abo LMTpaTHy nnasmy).

He BMKOpUCTOBYBaTM reMORITWUYHI, ikTepWYHi abo ninemiuHi 3pasku.
lMam’amatime: 3pa3ku, WO MICTATb a3nf HaTPilo He MOXKHa BUKOPUCTOBYBATA B
aHanisi.

5.1 3a6ip 3paska

CupoBaTtka:

3pobitb 3abip KpoBi LWAXOM BeHenyHKLUii (Hanp. Sarstedt Monovette gna
CMpOBaTKM), [03BOSIbTE 3rOPHYTWUCA, Ta BIiAAINITb CMPOBATKY LUIAXOM
LeHTpnYyryBaHHA Mpu KiMHATHIA Temnepatypi. He ueHTpudyryinte, noku
KPOB MOBHICTIO He 3ropHeTbcA. [1nA 3paskiB KpoBi NaLUi€HTIB, AKI OTPUMYIOTb
AHTMKOAryNAHTHY Tepanito, NOTPIGHO Ginblue Yacy AnA 3ropTaHHA.

Mnasma:

LlinbHy KpoB NOTPi6HO 3i6paTh y LeHTPUPYXKHi NPobipKy, AKI MiCTATb aHTW-
KoarynaHT (Hanp. Sarstedt Monovette 3 BiANOBIAHO NiArOTOBMEHOIO M1A3MOI0)
Ta LeHTpudyryBaTy HeramHo nicna 3abopy.

5.2 36epiraHHs 3pa3Ka

3pa3ku noTpibHo 36epirat 3akpUTMKN Jo 3 AHIB Npy TemnepaTypi 2°C - 8°C
nepep TeCTyBaHHAM.

Ana posrotpusanoro 36epiraHHA, 3pa3kM NOTPIOHO 3amopo3nTM npu
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TemnepaTypi -20°C Tinbkn ofuH pa3. PO3MopoXeHi 3pa3ku cnig iHBepTyBaTh
KinbKa pasiB nepep TeCTyBaHHAM.

5.3 Po3BepieHHA 3pas3KiB

Mepen aHani3omM KOXeH 3pa3oK Naui€eHTa Crno4YaTKy po36aBnAlTb

PO34YUHHUKOM 0n1A 3paskig. [nA NOrMMHaHHA peBMaToigHOro ¢akTopy Ui

nonepeaHbo Po3BefeHi 3pa3kn HeobXiAHO iHKybyBaTu 3 IgG-P®-copbeHmom.

1. Po3BefiTb KOXeH 3pa3oK nauieHTa 1+50 Po3yuHHUKOM 0514 3paskis;
Hanpuknag 10 mkn 3paska + 0.5 mn Po34yuHHUKa 0514 3paskie. [lobpe
nepemiwaiire.

2. MNepep BUKOpUCTaHHAM fobpe nepemiwanTe IgG-RF-copbeHT.

3. Po3Bepitb UuUeli nonepegHbO po3BefdeHUNn 3pa3ok  1+1
copbeHmom.
Hanpuknad: 60 mkn nonepedHbo po3sedeHoz0 3paska + 60 mkn IgG-RF-
copbeHmy. [lo6pe nepemiwatime.

4. [aiiTe NOCTOATN NpM KiMHaTHill TeMnepaTypi He MeHLe 15 XBUNUH,
MaKCcMMyM 2 roAuHM i We pas go6pe nepemiwante.

5. Bi3bmiTb 100 MKN Uux nonepeaHbo 06pobneHnx 3paskis ansa IOA.

19G-PO-

3BepHiTb yBary: KOHTPONi rOTOBi [0 BWKOPWUCTaHHA i He NOTPiObHO ix
po36asnaTu!

6. MPOLIEAYPA AHANI3Y

6.1 3aranbHi 3ayBaXKeHHA

—  [Jyxe BaXnuBo [OBECTU BCi peareHTW, 3paskym Ta KOHTpoOJi Ao
KiMHaTHOI TeMnepaTypu nepej No4aTkom TeCTOBOro 3anycky!

- AKLO TecTyBaHHA PO3MoyaTo, TO BCi eTanu i NpoinTun 6e3 nepepsu.

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

- OnTunyYHa WinbHIcTb — Le PpyHKLiA yacy iHKybauii Ta Temnepatypu. MNepep
royaTKkoM aHanisy, PeKOMEHAYETbCA, o6 yci peareHTW Gynu roTosi,
KpWLLEYKN 3HATI, BCi HEOOXiAHI NiYHKM 3aKpinneHi Ha Tpumaui i T. 4. Lle
3abe3neunTb PIiBHWA Yac [N KOXHOrO eTany mineTyBaHHA 6e3
nepepuBaHHA.

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

- LLinbHO 3aKpuiiTe $GakoHN 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
PO36pPK3KyoUN OTO, Ha IHO JTYHOK.

- Nig vac iHkybauii npu TemnepaTypi 37°C, noKpunte MIKpPOTUTPOBI
CMY>KKM $ONbroto, o6 YHUKHYTH BUNapOBYBaHHSA.

6.2 Mpoueaypa TecTyBaHHA
Mepepn noyaTkom aHanisy, po3Beaitb [lpoMusHUl po34uH, NIATOTYTE 3pasKu
nayieHTiB, AK onmcaHo B NyHKTIi 5.3, fobpe nepewmiwainte nepen
nineTyBaHHAM i 0obepeXxHO BCTaHOBiITbL MAaH po3noginy Ta iaeHTUgiKauii,
AKNIN HaBAETbCA y HaboPi AnA BCiX 3pa3KiB i KOHTPONIB.
1. Ob6epiTb HeOOXiHY 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) [Ina Cut-off koHmposnio Ta
1 nyHKa (Hanp. ET) [ina [Mo3. koHMposo

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

2. BHecitb
100 mkn Hez. KoHmponio y NyHKy B1
100 mkn KoHmpono Cut-off  y nyHku C1 1a D1
100 mKn [103. KOHMpOIO y nyHKy E1 i

100 MKn KOXHOrO po3Be[jeHOTr 0 3pa3ka 3 HOBUM OHOPA30BUM
HaKOHEYHWKOM Yy BigMnoBigHi npobipku. 3anuwitb nyHky Al gna
6naHk-cybcTpaty!

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

4.  Pi3Ko NOTpycCiTb BMICT NyHOK.
MpomuninTe npobipkn 5 pasiB po3seaeHnm pomusHuUM po3yuHom (300
MKn Ha nyHKy). [MepeBepHiTb NyHKM Ha abcopbytoumii nanip, wob
BUAANNTYN 3a/IMLLIKN BOAN.
Baxnusa npumirtka:
YyTnuBicTb Ta TOYHICTb LIbOro aHasnisy 3HayHO BMAMBAE Ha NPaBUNbHICTb
npoBsefeHHA NpoLeaypy NpomuBaHHA!

5. BHecitb 100 mkn QepmeHmHo20 KoH’lozamy 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 noTpyciTb BMICT NpobipoK.

MpomuitTe npobipkn 5 pasiB po3seneHum pomusHum po3yuHom (300
MK Ha JNyHKy). [epeBepHiTb NyHKM Ha abcopbyloumin nanip, wWob
BUAANNTY 3aNIULLKW BOAN.

8.  Jopante 100 mkn Po34yuHy Cy6cmpamy y BCi NyHKN.

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

10. 3ynuHiTb depmMeHTHY peakuilo, gogaswmn 100 mkn Cmon Po3yuHy y
KOXHY NYHKY. Byab-AKuWn CUHi Konip, AKNIA yTBOPMBCA Mif Yac iHKy6auil
NepeTBOPIOETLCA Ha KOBTUIA.

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

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

34ynTyBayem npotarom 30 XxBUAKMH nicna gogasaHHA Cmon Po3yuHy.

6.3 BumipioBaHHA

Bigperynioiite 3untyBay MikponnaHwweTiB abo mikpocmyxok ELISA po Hyns,
BMKOPMCTOBYIOUM GnaHK-cy6cTpat B nyHui Al.

AKWO - 3 TeXHIYHUX NPUYmnH - 3unTyBay ELISA He BAaEeTbcA BCTaHOBUTM A0
HynA, BUMKOPWCTOBYIOUM OnaHK-cybcTpaT B nyHUi AT, BigHIMiTb 3HauyeHHs
MOrNVHAHHA NyHKM A1 Bif yCiX iHWMWX 3HaueHb abcopbuii, Wwob oTpumatn
[OCTOBipHI pe3ynbTatu!

BumipsaiiTe nornuHaHHA BCiX NyHOK mpu 450 HM i 3anuwWiTb 3HauYeHHA
abcopbuii  OnA  KOXHOro KOHTPOMIO Ta 3pa3ka nauieHTa Yy nnaHi
PO3MNOBCIOAKEHHSA 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.PO3PAXYHOK PE3VJIbTATIB
7.1 MNepeBipKa TectoBoro 3anycky

TecToBMI 3anyCcK MOXHa BBakaTW AINCHUM, AKWO AOTPUMAHO HACTYyMHMX
KpuTepiis:
Cy6cmpam-6nanky A1:
Hea. Konmpone y B1:
Cut-off konmpone y C1/D1:
Mo3. konmpone y E1:

3HauYeHHA abcopbuii HK4Ye Hix 0.100
3HauYeHHA abcopb Uil HMKYe Hix 0.200
3HaueHHna abcopbuii mixk 0.350 - 0.850
3HaveHHna abcopbuii mix 0.650 - 3.000

7.2 O64ncneHHn:

CepepHe 3HaueHHA abcop6buii Cut-off KoHTponio [CO]

O6uncnitb cepefHE 3HauyeHHA abcopbuii gBox (2) Bu3HauveHb 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 HixXK Ha
10% Buwe CO (CepenHe 3HaueHHA OLL nayienra > 1.1 x CO)
3HaveHHsn (cepeHi) abcopbuii nauieHTa Big 10% BULe Ao
10 % Hmx4ye CO NOBTOPHMIA TecT yepes 2 - 4 TUXKHI - 3
HOBVIMM 3pa3kaMu Naui€eHTIB

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

3HaveHHn (cepefHi) abcopbuii nNauieHTa Ginblie HiX Ha
10% Hukue CO (CepepHe 3HaueHHA OLL nayienra <0.9 x CO)

CIPA 30HA

HEFATUBHUN

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
HeraTtuBHwuiz: <9DU
Mo3nTnBHMI: >11DU
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8. KOHTPOJ1b AKOCTI

PekomeHAyeTbCA BUKOPWMCTOBYBATM KOHTPOJSIbHI  3pa3ku  BiANOBIAHO Ao
OepXaBHUX | defdepanbHUX npasun. PeKOMEHAYETbCA BUKOPUCTOBYBATW
KOHTPOJIbHI 3pa3ku AnsA 3abe3neyeHHs WOAEHHOT JOCTOBIPHOCTI pe3ynbTaTis.
BukopuncToByiiTe KOHTPONi Ha HOPMasIbHOMY Ta NMATONOTIYHOMY PiBHAX.
TakoX, peKoOMeHAY€eTbCA, BMKOPWUCTOBYBATU HaLioOHanbHi abo MiXHapoaHi
nporpamm ouiHKM AKOCTI, W06 3a6e3neunTy TOUHICTb pe3ynbTaTis.

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

Y Takomy BunagKy, 6yab nacka, nepesipTe HAaCTYMHi TeXHiIYHI obnacTi: npucTpoi
INA nineTyBaHHA Ta CMHXPOHi3aLii; oTomeTp, TepMiH NPUAATHOCTI peareHTiB,
YMOBW 36epiraHHs Ta iHKy6aLii, cnocobu acnipauii Ta NpOMVBaHHSA.

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

9. POBOYI XAPAKTEPUCTUKUN
9.1 AnHamiuHuni giana3soH aHanisy
[iana3oH aHanisy ctaHoBuTb Bif 0.22 go 60 DU/mn.

9.2 AHaniTMYHa YyTAMBICTb

AHanitnuHa yytnmeictb DRG ELISA 6yna po3paxoBaHa WAXOM AOAaBaHHA 2
CTaHOaAPTHUX BigXuneHb OO cepefHbOoro 3HauyeHHA 20 MOBTOPHMX aHanisiB
HY/1IbOBOrO CTaHAAPTY (= HeraTUBHUIN KOHTPOJIb) | BOHa cTaHoBUTb 0,22 DU/mMn
(ODa4so HM 0,014).

9.3 JliarHocTnyHa cneyndiyHicTb

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

Bowa cTaHoBuTb 100 %.

aHanisy

9.4 [liarHOCTUYHA YYTAMBICTb

[iarHoCcTyYHa YyTNMBICTb BU3HAYAETbCA AK MMOBIPHICTb aHanisy no3uTUBHOI
OLiHKM NpW HasBHOCTI cneuundiuHoro aHaniTy.

BoHa craHoBuTb 100 %.

9.5 MopiBHAHHA MeTOAIB
DRG ELISA nopisHtoBanu 3 komepuintHo fgoctynHum ELISA i3 CE-mapKyBaHHAM.

IHWWI KomepuinHui ELISA
K-CTb = 82 MNos. Her.
Mos. 4 0
DRG ELISA Her. 0 78

9.6 BigTBOpIOBaHicTb

9.6.1 B aHanisi

TouHicTb B aHanisi (B 3anycKy) BU3Hayan LWnaxom 20-KpaTHOro BUMipOBaHHA
12 3pa3KiB CMpPOBaTKMY, L0 OXOMJIKOI0Tb BECb Aiana30oH BUMIPIOBaHb.

3pasok CepepfHE 3HauYeHHA Ol B aHanisi KB (%) | K-ctb
1 0.48 3.7 20
2 0.40 5.5 20
3 0.48 3.8 20
4 0.96 2.9 20
5 0.71 3.0 20
6 0.72 2.8 20
7 1.23 3.8 20
8 1.36 3.4 20
9 1.13 3.1 20
10 2.88 2.4 20
11 3.12 1.5 20
12 2.71 23 20

9.6.2 Mix aHanizamn

Bapiauii mix aHanisy DRG ELISA Bn3Hauyanu 3a gonomorot 3 3paskis 3 2-ma
BMPOGHMYMMM Habopamy B 10 He3aneXHWX 3amnyckax 3 2 MoBTOpamy Ha
3anyck.

3pasok CepepfHeE 3Ha4YeHHA Ol B aHanisi KB (%) | K-ctb
1 1.12 5.9 40
2 1.76 4.1 40
3 2.76 3.2 40
10 OBMEXXKEHHA BUKOPUCTAHHA
BbakTtepianbHe 3abpygHeHHsi abo MOBTOPHI  UMKAM  3aMOPOXKYyBaHHS-

PO3MOPOXKYBaHHA 3pa3ka MOXKYTb BMIMBATK Ha 3HaUYeHHA abcopbLii. Y xBopux
3 iMyHiTeETOM | HOBOHApPOAXEHMX CeposNoriYHi AaHi MalTb obmexeHe
3HaYeHHs.



10.1lHTepdepyloui peuoBUHU
lemorno6iH (go 4 mr/mn) Ta 6inipy6iH (go 0.5 mr/mn) He BMAMBAOTL Ha
pesynbTaTy.

11. MPABOBI ACMEKTU

11.1 HagiiiHicTb pe3ynbTaTiB

BunpobyBaHHA HeobXigHO MNPOBOAMTM 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 NepeBipKM TOYHOCTI Ta
[OCTOBIPHOCTI TecTy.

Pe3synbTaTn BUNpOOGYBaHb € AINCHUMM, TiNbKM AKLIO BCi KOHTPOSi 3Haxo4ATbCA
B MeXaX BKa3aHWX [iana3oHiB, i AKLLO BCi iHWi napaMeTpu BUNPobyBaHb TaKoX
BXOLATb 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 TFPYHTYBAaTUCA TiNbKU Ha
nabopaTopHux pesynbTaTtax, HaBiTb AKWO BCi pe3ynbTaTM BUNPOOYBaHb
y3rogpKytoTbca 3 nyHkTamu 11.1. Byab-AaKuin nabopaTopHuin pe3ynbTat € fvie
YaCTMHOW 3aranbHOI KAiHIYHOI KapTUHW nauieHTa. TinbKM B TWUX BUNagKax,
Konu pe3ynbTaTn NabopaTopHUX AOCAimKeHb Yy NPUAHATHIN  dopmi
Y3rofiXkyloTbCA 3 3arasibHOI0 KNiHIYHOK KapTUHOK Maui€HTa, cnif BUBECTW
TepaneBTUYHI HAacNigKW.

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

11.3 HagiitHicTb

Byab-Aka mopudikauia TectoBoro Habopy Ta / abo 06MiHy abo 3MmillyBaHHA
6yAb-AKNX KOMTMOHEHTIB Pi3HUX NOTiB Bifj OAHOrO TeCToBOro Habopy Ao
iHWOro MoOXe HeratTMBHO BMMHYTM Ha OYiKyBaHi pe3ynbtatu i
06r'pyHTOBaHICTb 3arasibHOro Tecty. Taki 3MiHM Ta / abo 06MiHM CKacoByOTb
6yab-AKi BUMOTY LLOAO 3aMiHW.

MpeTeHsii, nopaHi BHaCNAOK HeMpPaBWNbHOrO TAYMayeHHA pe3ynbTaTiB
nabopaTopHUX AOChigKeHb 3rifHO 3 MYHKTOM 11.2, TaKOX € HepifcHUMN.
HesanexHo Big Toro, y Bunagky Oyab-akoi npeTeHsii, BianoBiganbHicTb
BUPOOHMKA He MOBMHHA MepeBuLLlyBaTM BapTiCTb TeCTOBOro Habopy.
Brpo6HMK He Hece BignoBiganbHOCTI 3a ByAb-AKi NOWKOAXEHHA Habopy, Lo
CTanncA nif Yac TPaHCMOPTYBaHHS.
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