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ImyHoghepmenmHuii aHanis 0nsa eusHayeHHs aHmumin 0o Treponema
Pallidum y cupoeamyi ma nnasmi

- MinbKu 07151 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A.NMPU3HAYEHHA BUKOPUCTAHHA

ImyHOdepmeHTHUI aHani3 (IOA) ana akicHoro B13HayeHHs anTuTin (IgG, IgM
Ta IgA) no Treponema Pallidum.

Habip npu3sHayeHWin Ana CKPWHIHTY OAVHMLb KPOBi Ta CMOCTEPEXEHHA 3a
XBOPUMM Ha cnoinic. TinbKu Ana AiarHOCTUKM «in Vvitro».

B.BCTYN

Cndinic - Ue 3axBOPIOBaHHA, WO MNepeAaeTbCcA CTAaTEBUM  LUIAXOM,
cnpuunHeHe Treponema Pallidum abo Tp, 6akTepi€lo, WO HaneXuTb A0
cimeiictBa Spirochaetaceae. Tp € rpamHeraTMBHMM i BBa)a€TbCA CyBOPO
aHaepobom, nposBAAlYN XapaKkTepHy pyXnuBicTb 3aBOAKMN
nepuniasMaTMyHUM [XKrytmkam. KniTuHHa cTiHKa Ta uuTomnia3maTuyHa
MeMbpaHa 3aKpuBaloTb LIUTOMNAa3MaTUYHWNIA BMICT.

Cnoinic - ue cknafHe, roctpe, XpoHiuHe iHdeKLiliHe 3axBOpIOBaHHA 3
Pi3HUMM  KNiHIYHMK  NPOABaMKM, 3aNEXHO Bif CTafil 3apaXeHHA Ta
iHauBiayanbHoi peakuii. Mepiog iHKy6auii konnBaeTbcsa Big 10 gHiB go 3
MicAUiB, | aHTMTINa 3a3BMYal BUABNAIOTbLCA Yepe3 2-4 TUXKHI Bif NepPBUHHOTO
YPaXKeHHs.

Y MuHynomy 6yno po3pobneHo 6araTo aHanisis Ana iMyHonoriyHoro
BuABneHHA iHdekuii T. Pallidum (VDRL, TPHA, RPR), saki poci
BMKOPWCTOBYIOTbCA B AiarHOCTUYHIN nabopaTtopii.

Hapasi, metoan IOA 3acToCOBYIOTbCA ANIA CKPWHIHTY aHTUTIN Ha cudinic y
6aHKax KpoBi Ta iHEKUiHWMX BiggineHHsX, WO AO03BOMAE KAiHILMCTaM
BMKOPWCTOBYBAT/ aBTOMATUYHi Mpunagv aHanisy Ta 3anucu ONTUYHOro
34NTYyBaHHS.

C. MPUHUUN TECTY

MikponnaHweT NOKPWTI  OYMLLEHUMN
Treponema Pallidum (p15, p17 Ta p47).
Teepay a3y cnouyaTky o06po6nAlTb 3paskom | aHTUTINa aHTu-Tp
3aXOMJTIOIOTbCA, AKLLO BOHU €, aHTUreHaMm, HaHeCEHUMU B MiKPOMIaHLUETI.
MicnAa BUMMBaHHA BCiX iHLWINX KOMMOHEHTIB 3pa3kKa, y ApYril iHKy6aLii 38'A3aHi
aHTW-Tp 3arafibHi  aHTWTINA BUABNAIOTBCA [OAABAHHAM  CUHTETUYHUX
aHTureHis Tp, MiveHux nepokcmpaasoto (HRP).

DepMmeHT, 3axonneHnii Ha TBepain ¢asi, Aitoun Ha cymill cyb6CTpaT/XpomoreH,
reHepye ONTMYHMIA CUrHan, MNPOMOPUINHWUIA KiNbKOCTI aHTUTIN aHTK-Tp,

CUHTETUYHUMUN aHTUreHammn

LLiNbHICTb BUMIPIOIOTH 3@ AONOMOTroto 3unTyBaya IOA.
Bepcist ULTRA 0co6n1Bo nigxoauTb Ans aBTOMATU30BaHUX CKPUHIHTIB.

D. KOMMOHEHTU
CraHpapTHa KoHirypauia MicTuTb peareHTn anAa nposefeHHA 192 TecTiB i
CKJTAAA€ETbCA 3 HACTYMHNX KOMMOHEHTIB:

1. MikponnaHwer MICROPLATE

2 mikponnaHweTtun. 12 cMyXok no 8 MikponyHoK. MikponnaHwertmn
NMOKPUTI OUMLLEHMI CUHTETUYHUMY aHTUreHamu Treponema Pallidum
(p15, p17 Ta p47).

MnacTvHn 3aneyvaTtaHi B nakeT 3 ocylwysayem. [aiiTe MikponnaHweTy
[OCArTN KiMHaTHOI TemnepaTypu nepep BiAKPWBaHHAM; MOBTOPHO
3aneyvatante HEBUKOPWCTAHI CMYXKM B MilKy 3 oOCywyBayem i
36epiranTe npu Temnepatypi 4 °C (°C).
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2. HeratuBHui KouTponb CONTROL -
1x4.0 mn (ml)/dnakoH. oToBUII A0 BUKOPUCTaHHA KOHTPOJb. BiH
MicTTb 5% BSA, 10 MM (mM) docdaTHuin 6ydep pH 7.4 +/- 0.1, 0.09%
asuay Hatpito Ta 0.045% ProClin 300 sK KoHcepBaHTW. KomyeTbca
XKOBTUM KOJIbOPOM.

3. Mo3utmBHMII KoHTponb CONTROL +
1x4.0 mn (ml)/pnakoH. TOTOBUIN [O BUKOPUCTaHHA KOHTPOSb. BiH
MiCTUTb iHaKTUBOBaHY CMPOBATKY NMIOANHK, NO3UTUBHY A0 Tp, 5% BSA,
10 MM (mM) docdatHuit 6ydep pH 7.4 +/- 0.1, 0.09% a3may HaTpito Ta
0.045% ProClin 300 sik koHcepBaHTU. KopyeTbCs 3eIeHUM KONTbOPOM.

4. Kani6patop CAL....ma(ml)

2 ¢nakoHwn. JliodinizoBaHun kanibpatop. MicTUTb iHaKTMBOBaHI
aHTuTina Tp, BigKanibpoBaHi Ha OCHOBI 1-r0 MiXKHapOAHOrO CTaHZapPTy
BOO3 gna cuinitnuroi nnasmm Kposi IgG Ta IgM NIBSC, koa: 05/132,
4% 61Yayoro CMpOBaTKOBOro anbbymiHy, 2% MaHiTony, 50 MM (mM)
Tpuc-6ydepa pH 7.8, 0.2 mr/mn (mg/ml) reHtamiuvHy cynbdaty Ta
0.045% ProClin 300.

Mpumimka: O6’em, Heo6XiOHUli 0N po34yUHeHHA émicmy ¢IaKoHa,
mo)e eiopi3HAmMuca ei0 napmii 0o napmii. Byde nacka,
suKopucmoasylime npasunbHuli 06’em, 3a3Ha4yeHuli Ha emukemuyi.

5. KoHueHTpaT npomuBHoro 6ydepa WASHBUF 20X
2x60 mn (ml)/nnAwka. 20X KOHLEHTPOBAHMI PO3YMH, WO MICTUTb
0.045% ProClin 300 Ak KoHcepBaHT. licna po3BeaeHHA NPOMUBHUI
po34mH MicTuTb 10 MM (MmM) pocdaTHuin 6ydep, pH 7.0 +/- 0.2 Ta 0.05%
Tween 20.

6. ®epmeHTHMI KoH'loraT CONJ
1x25.0 mn1 (ml)/pnakoH. FToTOBMI O BUKOPUCTaHHA PO3UUH. BiH MicTuTb
CUHTETUYHI aHTUreHn Tp, miveHi HRP, 6ydep Tris, nonosHeHwuin 0.045%
ProClin 300, Tween 20 Ta BSA. Kogy€eTbca UepBOHIM KONIbOPOM.

7. XpomoreH/Cy6crpat SUBS TMB
1x25 mn (ml)/nnswka. FOTOBMIA 4O BUKOPUCTAHHA KOMMOHEHT. BiH
MicTuTb 50 MM (mM) untpatHo-dpocdaTHoro bydepa, pH 3.5-3.8, 4%
anmeTtuncynbdokeumgy, 0.03% TeTpa-metun-6eHsuanHy abo TMB Ta
0.02% nepekuncy BoaHto abo Hz0..
Mpumimka: 36epizamu 3axuweHum 8i0 ceimna yepes yymaugsicme
00 CUuIbHO20 0C8iM/IeHHS.

8. CipuaHa Kucnota H;50, 0.3 M
1x25 mn (ml)/nnawka. Mictutb 0.3 M (M) po3unHy HzSOa.
Mpumitka: Yeara: [MoppasHiotoua peyosuHa (H315; H319; P280;
P302+P352; P332+P313; P305+P351+P338; P337+P313; P362+P363).

9. YuwinbHioBanbHa ¢onbra gnaA nnaHwera X 4 wr.
10. Bknapuw iHCTpyKUii
BaknuBa npumirka:

TinbKkn 3a KOHKpeTHUM 3anuTom Dia.Pro moxe nocraBuTy peareHTn ana 96,
480, 960 TecTiB, K NOBIAOMIISIETLCA HXKYUE:

Kinbkictb Tectis 96 480 960
Koa SIAB1ULTRA.CE.96 SIAB1ULTRA.CE.480 SIAB1ULTRA.CE.960
1. MikponnaHweTn x1 x5 x 10
2. HeratusHuii
KOHTPONb 1x2.0 mn (ml)/dn. 1x10 mn (ml)/dn. 1x20 mn (ml)/n.
3. Mo3uTtnBHWiA
KOHTPONb 1x2.0 mn (ml)/dn. 1x10 mn (ml)/dn. 1x20 mn (ml)/n.
4. Kani6patop x 1 én. x5 én. x 10 dn.
5. KoHueHTpat
MpommeHoro 6ydepa 1x60 mn (ml)/dn. 5x60 mn (ml)/dn. 4x150 mn (ml)/dn.

6. OepmeHTHWIA
KoH'toraT

7. XpomoreH/Cy6cTpat

8. CipuaHa kucnota

9. YuwinbHioBanbHa
donbra Ans nnaHwerta x2 x 10 x 20

10. Bknaguw iHCTpyKLii x 1 x 1 x 1

1x16 mn (ml)/dn.
1x16 mn (ml)/dn.
1x15 mn (ml)/n.

2x40 mn (ml)/dn.
2x40 mn (ml)/dn.
2x40 mn (ml)/dn.

4x40 mn (ml)/n.
4x40 mn (ml)/n.
2x80 mn (ml)/dn.

E. MATEPIAJIN, HEOBXIAHI, AJIE HE MOCTAYAIOTbCA 3 HABOPOM

1. KanibposaHi Mikponinetku (100 mkn (ul)) Ta ogHOpa3oBi NNACTUKOBI
HaKOHEYHUKN.

2. Boga knacy EIA (6iguctunboBaHa abo feioHi30BaHa, AepeBHe Byrins,
o6pobneHe AnA  BUAANEHHA  OKUCIOBAIbHUX  XiMmikaTiB, WO
BMKOPWCTOBYIOTbCA 5K AAe3iHdiKyloui 3acobun).

3. Taiimep 3 gianasoHoMm 45 XBUIVH abo BULLE.

4. A6copbyioui nanepoBi cepBeTKu.



5. KanibpoBaHuii MiKponnaHLWeTHUI TepMOCTaTUYHWI iHKybaTop |DA
(cyxunin abo MOKpwiA), 3gaTHMI 3a6e3neuuntn Temnepatypy +37 °C (°C).

6. KanibpoBaHuin mikpornnaHiweTHun 3untyBay QA 3 dinbtpamn 450 HM
(nm) (3umTyBaHHSA) Ta 3 620-630 HM (M) (61aHKYBaHHs).

7. KanibpoBaHuin mikponnaHweTHUi sowep IQA.

8. Boprtekc abo nofi6bHi 3millyBanbHi iIHCTPYMEHTU.

F. NONEPEMAXXEHHA TA 3ACTEPEXKEHHA

1. Habopom noBWHEH KOpWCTyBaTUCA Julle KBanidpikoBaHWA Ta
HaneXHVM YMHOM MiArOTOBNEHWI TEXHIYHWI NepCoHan nig HarnAaaom
nikaps, BignosiganbHoro 3a naboparopito.

2. Konu Habip BMKOPWCTOBYETbCA ANIA CKPUHIHTY OAMHMULbL KPOBi Ta
KOMMOHEHTIB KPOBI, BiH MOBVMHEH BUKOPUCTOBYBATUCA B NlabopaTopii,
cepTndikoBaHiii Ta KBanidikoBaHil HaLioOHaNbHUM OPraHoOM Yy Uil ranysi
(MiHicTepcTBO OXOpOHM 300pOB'A ab0 aHanoriyHWn opraH) ans
NpOoBeJeHHA TaKOro TUMy aHasisy.

3. Becb nepcoHan, AKM 6epe yyacTb y MpoBedeHHi aHanisy, noBUHEH
HOCUTU 3aXWCHWUN NabopaTopHU ofAr, pyKaBUUuKU 6e3 TanbKy Ta
okynapu. Cnifl yHUKaTW BUKOPUCTaHHA ByAb-fKUX rocTpux (ronku) abo
pixkyunx (nes) npuctpois. Becb 3anyyeHnint nepcoHan rMoBuHeH OyTu
HaBueHUin npouepypam 6iobesnekn, AK pekomeHAoBaHO LleHTpom
KOHTPONIO 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX noBigoMNA€ETbCA B
ny6nikauii HauioHanbHoro iHcTUTYTy oXopoHm 3gopoB’s: «biobesneka B
MiKpob6ionoriuHnx Ta 6iomeauuHmx nabopatopisax», Bug. 1984 pik.

4.  Becb nepcoHan, AKui 3aiMaeTbca 06POOKOID 3pasKiB, MOBUHEH ByTn
BaKUMHOBaHUN npotn BIB Ta BrA, AnA AKWMX BaKUWMHW AOCTYMHI,
6e3neyHi Ta epeKTMBHI.

5. JlabopaTopHe cepefoBuye CAif KOHTPOMOBAaTU TakMM UYMHOM, W06
YHUKHYTU 3a0pyAHEeHb, Takux fAK nNun abo MiKpoopraHiamu, LWwo
YTBOPIOIOTbCA B MOBITPI, Npu BigKpuTTi ¢nakoHiB 3 HabopiB Ta
MiKponnaHweTiB Ta npuv npoBefeHHi TecTy. He nigpasawnTe
XpomoreH/Cy6cTpat Al cunbHOro CBiTNa Ta YyHUKante Bibpauil
NOBEPXHi CTeHAY, ie NPOBOANTLCA BUNPOOYBaHHS.

6. OTpumaBlm Habip, 36epirante noro npu Temnepatypi 2..8 °C (°C) y
XONOAWSIbHUKY 3 KOHTPOJSIEM TeMMNepaTypy abo B XONOAHIN KiMHaTI.

7.  He o6MiHIOWTEe KOMMOHEHTU MK Pi3HUMM MapTiAMKM Habopis.
PekomeHayeTbcs, W06 KOMMOHEHTY MiXK ABOMa Habopamu opaHiel napTii
He MiHANW MicuAMM.

8. [lepekoHanTecs, WO peareHTN NPO30pPi Ta He MICTATb BUAMMMX BaXKKNX
YaCcTMHOK abo cKynueHb. AKWO Hi, MopeKkoMeHAynTe KepiBHUKY
nabopatopii po3noyaTyi HeobXiaHI NpoLeaypw i3 3amiHn Habopy.

9.  YHukanTte nepexpecHoro 3abpyfHeHHA MK 3paskamu
CUPOBATKW/MNasMu, BUKOPUCTOBYIOUM OAHOPA30Bi HAaKOHEUHWUKM Ta
3MiHIOIUM X NICNA KOXHOro 3paska. He BUKopumcToByinTe ogHOpPa3oBi
HaKOHEYHUKM NOBTOPHO.

10. YHuKaiiTe  nmepexpecHoro  3abpyfgHeHHs  MiXX  peareHTamu,
BMKOPUCTOBYIOUN OAHOPA30Bi HAKOHEYHMKMN Ta 3MiHIO0UYM X MK
BMKOPUCTAaHHAM KOXHOro 3 HuX. He BMKOpUCTOBYNTE OAHOPA30Bi
HaKOHEeYHWKM NOBTOPHO.

11. He BukopucTtoByiTe Habip micnA 3akiHUEeHHA TepMiHY NPUAATHOCTI,
3a3HAYeHOro Ha 30BHILUHbOMY KOHTEWHepi Ta BHYTPILHIX eThKeTKax
(dnakoHax).

12. PosrnagaiTe BCi 3pa3ku AK NOTEHUINHO iHeKUiHI. 3 ycima 3pa3kamu
CUPOBATKM NIOAVHW CAifi NOBOAWTUCb Ha PiBHI 2 6ioGe3neku, AK Le
pekomeHaye LleHTp KOHTponio 3a 3axsoptoBaHHAMU, ATnaHTa, CLUA,
BiANOBIAHO A0 Ny6niKauii IHCTUTYTY OXOpoHY 380poB’s: «biobe3sneka B
MiKpobionoriuHmx Ta 6iomeanuHnx nabopatopisx», Bua. 1984 pik.

13.  BukopuncToByBaTU OAHOPa30BUIA NIACTUKOBUI NOCYA PEKOMEHAYETbCA
ONA MPUroTYyBaHHA PIifKMX KOMMOHEHTIB abo AnA nepeHeceHHs
KOMMOHEHTIB Ha aBTOMaTuM30BaHi poboui Mmicus, Wob YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

14. Bigxogw, wWo yTBOPUAUCL Mif Yac BUKOPWUCTAHHA Habopy, cnig
yTUNi3yBaTn BiANOBIAHO A0 HaUiOHaNbHUX AMPEKTUB Ta 3aKOHIB, WO
CTOCYI0TbCA NabOPaATOPHUX BiAXOLiB XiMiUHMX Ta 6iONOTYHUX PEYOBYH.
30Kkpema, pigKki Biaxoaw, WO YTBOPIIOTbCA BHACNIAOK npouenypun
NPOMWVBAHHS, 3aNMLLKIB KOHTPOJIB Ta 3pa3kKiB, MOBUHHI 6T 06pobneHi
AK MOTEHUINHO iHeKUiNnHUA MaTepian Ta iHaKTMBOBaHI nepep
yTunizaui€to. 3anponoHoBaHi npoueaypu iHakTMBaLlii - Lie 06pobka 10%
KiHLEBOIO KOHLeHTpaLji€to nobyToBoro BigbintoBaya nporarom 16-18
rofiMH abo iHakTuBaLia Tensom aBToknasom npwu 121 °C (°C) npotarom
20 xB.

15. BunapkoBi po3nvBM 3pa3kiB Ta Mif 4ac pobOTVM MOBWHHI 6yTK
aacopboBaHi ManepoBVMMK  PYLWIHWKAaMK, 3MOYEHVMYK MOOYTOBUM
Big6inoBauem, a notim Bogoto. MoTiM PYWHMKK crif yTunisyBatn y
HanexHi KOHTelHepW, Npu3HayeHi AnA nabopaTOpPHMX/NiKapHAHUX
BigxoAis.

16. CipyaHa K1cnoTa € noApasHMKOM. Y pasi po3nvBy NPOMUTY NMOBEPXHIO
BE/IMKOIO KinbKicTio BoAW. [HWI Bigxoaw, WO yTBOPOTbCA BHACNIAOK
BMKOPWCTaHH#A Habopy (Nnpuknag: HaKOHEYHUKMY, wo
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BMKOPWCTOBYIOTbCA  [NA  3pa3KkiB  Ta KOHTPONiB, BWKOPWCTaHI
MiKponnaHweTn), cig o06pobnATU AK MNOTEHUiHO iHpeKUiHi Ta
yTUNi3yBaT BiANOBIAHO A0 HAaLiOHaNbHUX AVWPEKTUB Ta 3aKOHIB, O
CTOCy0TbCA TabopaTOPHUX BiAXOAIB.

G. 3PA3KW: MIArOTOBKA | PEKOMEHOALLIT

1. KpoB 3abupa€eTbcs acenTMUHO LWAAXOM BEHenyHKLUii, a nna3ma abo
CMpoBaTKa [FOTYIOTbCA i3 3aCTOCYBaHHAM CTaHAAPTHUX METOAMK
NiAroTOBKM 3pa3KiB AnA KNiHiuHoro nabopatopHoro aHanisy. Bnnney Ha
npuroTyBaHHA 3paska 3 uutpatom, EJTA Ta renapvHom He
cnocrepiranoco.

2. YHuKaiTe 6yAb-AKOro fOAAaBaHHA KOHCEPBAHTIB 1O 3paskKiB; 0co6MBO
asmpay HaTpilo, OCKINbKM LA XiMiYHa peyoBMHa BMAMBATUME Ha
depMeHTaTNBHY aKTUBHICTb KOH'loraTy, Aaloun NMOMUIKOBO HeraTuBHi
pe3ynbTatu.

3. 3pasKku NoBUHHI 6YTW UiTKO ifeHTUdIKOBaHi Kogamu abo Ha3Bamu, LWo6
YHUKHYTW HeNpaBWIbHOrO TiyMauyeHHs pe3ynbTaTiB. Konu Habip
BUKOPUCTOBYETbCA ANIA  CKPUHIHTY OAWHWLb  KPOBi, HaCTiNHO
PEKOMEHAYETbCA MapKyBaHHA 3i LWTPUX-KOAOM Ta €/IeKTPOHHe
3UMTyBaHHS.

4, [emoni3oBaHi (4epBOHi) Ta NOMITHO rinepninemiyHi (<cMoONOYHI») 3pasku
cif BiOKUHYTKW, OCKINbKM BOHW MOXYTb MpPW3BECTM [0 XWUOHUKX
pe3ynbTaTiB. 3pa3ky, WO MiCTATb 3anuwkn GibpuHy abo BaxXKMx
YaCTUHOK, ab0 MIKPOOHiI HUTKW Ta Tina, Cnig BUKMAATU, OCKINbKN BOHM
MOXXyTb MPU3BECTM 10 XUOHUX Pe3ybTaTiB.

5. CupoBaTKy Ta nnasmy mMoxHa 36epiratv npu +2-8 °C (°C) y npobipkax
ANA NepBMHHOrO 360py npoTArom N'ATM AHIB micna 36opy. He
3aMOpPOXyWTe NepBYHHI NPob6ipKK AnA 36opy. [na 6inbw TpuBanoro
nepiofly 36epiraHHA 3pa3ky CMPOBATKM Ta Nnasmmn, 06epexHO BUAHATI
3 NEePBUHHOI NPOBGIPKK, MOXHa 36epiratn 3amopoxkeHumu npwu -20 °C
(°C) pekinbka MmicAuiB. byAb-AKi 3amopoxeHi 3pa3ku He cnif
3aMOpPOXKYBaTN/PO3MOPOXKYBaTU binblle OfHOro pasy, OCKiNbKU Le
MOXe YyTBOPUTM YaCTUHKM, AKi MOXXYTb BIUIMHYTY Ha pe3yfbTaT TecTy.

6. AKWO nNpuUCyTHi YacTuHKK, ueHTpudyryiTe npu 2000 o6/x8 (rpm)
npotsarom 20 xB abo dinbTpyiiTe 3a gonomoroto ¢inbTpis 0.2-0.8u, Wob6
OUNCTUTY 3Pa30K [/A TECTYBaHHS.

H. NIArOTOBKA KOMMOHEHTIB | NONEPEAXKEHHA

MikponnaHwern:

Mepepn BIOKPMTTAM KOHTeNHepa JariTe MiKponnaHweTy AOCArTU KiMHaTHOI
Temnepatypu (6nu1sbko 1 roanHw). MNepekoHanTecs, Wo ocyLlyBay He HabyB
3e/1eHOro 3abapBieHHs, WO BKa3sye Ha fedeKT BUpoOGHMLTBA.

Y ubomy BMNaaky 3atenedoHyiiTe o cny6u nigTpumkuy KnieHTis Dia.Pro.
HeBuKopucTaHi CMy>XK1 NOTPIGHO MOKNAcT Ha3aj B aNOMIHIEBMI MaKeT,
pa3om 3 ocyllyBaueM, LWinbHO 3aKpuTtn i 36epiraty npu +2-8 °C (°C).

Mpy neplwomMy BiAKPUTTI CMYXKKW, WO 3aNWWWANCL, € CTaBiNbHUMY, MOKU
MoKa3HWK BOMOrOCTi BCcepefnHi Millka 3 OCyllyBayeM He NepeTBOPUTLCA 3
XKOBTOrO Ha 3eNeHWiA.

HeraTuBHwuii Ta Mo3uTUBHNII KOHTPON:
loToBi A0 BUKOpWCTaHHA. MNepen BMKOpUCTaHHAM Jobpe nepemiwante Ha
BOPTEKCi.

Kani6patop:

[opaiite fo niodinisoBaHoro nopoluKky o6’em Boam knacy EIA, 3a3HaueHuii Ha
eTUKeTLi; JaiTe NOBHICTIO PO3YMHUTUCSA, @ NOTIM 06epeXXHO NepemilanTe Ha
BOpPTEKCi.

Mpumimka: Po3yuH He € cmabinbHum. 36epizatime kanibpamop y
3amopoxeHomy 8uenA0i 8 anikeomax npu -20 °C (°C).

KoHueHTpat MpomusHoro 6ydepa:

Becb BMICT KOHLEHTPOBAHOrO pPO34YMHY Mepes BUKOPUCTAHHAM Cnif
po36aBut 20X 6igNCTUNBOBaHOI BOLOK | O06epexHO nepemiati
obepTaHHAM 3 fAeHUA Ha KpuwKy. [lin yac NpuUrotTyBaHHA YHUKanTe
NiHOYTBOPEHHSA, OCKINbKM HaABHICTb 6yNbOalLOK MOXe CPUYUHWUTY NoraHy
e(deKTVBHICTb MPOMMBAHHSA.

Mpumimka: [Micns po3eedeHHs NPoMUBHUL po34uH cmabineHUl npomsazom 1
muxHsa npu +2-8 °C (°C).

®epmeHTHUI KOH'toraT:

loToBMI go BUKOpUCTaHHsA. [Mepes BUKOPUCTaHHAM fobpe nepemillaiiTe Ha
BOPTEKCi.

YHuWKaliTe 3ab6pyfHEHHA PiAVHM OKUCMIOBaNbHUMI XiMiKaTamu, nuiom abo
Mikpob6amu.  AKWO  Uei  KOMMOHEHT  [OBOAWUTbCA  MEPEHOCUTU,
BMKOPWCTOBYNTE NMLIe NNAacTUKOBY Ta, AKIWO MOXINBO, CTEPUNIbHY
OfiHOPa30BYy Tapy.



XpomoreH/Cy6cTpar:

[oToBWIN fO BMKOpUCTaHHS. MNepen BUKOPUCTaHHAM Jobpe nepemillaiTe Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3abpyaHNTY PiAVHY OKUCTIOBaNbHUMU XiMiKaTamu,
NoBITPAHUM Nnom abo Mikpobamu. He nigaasaiite cMibHOMY OCBITNIEHHIO,
OKMC/IIOBaYaM Ta KOHTaKTY 3 MeTaNeB/MI/ NOBEPXHAMM.

AKWO Le KOMMOHEeHT [OBOAWUTbCA MEPEeHOCUTH, BUKOPUCTOBYWTE nuLle
NNacTUKoBY, JOCTYMNHY CTEPUbHY OAHOPAa3oBY Tapy.

CipuaHa Kuanora:

[oTOBWIN fO BMKOPUCTaHHSA. Mepen BUKOPUCTAHHAM fobpe nepemillaiTte Ha
BOPTEKCi.

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

JlezeHoa:

MonepedxysaneHi H-ppasu:

H315 - Buknukae no0pasHeHHs WKipu.

H319 - Buknukae cepliozHe NoOpasHeHHs oyed.

MonepedxyesaneHi P-ppasu:

P280 - O0szamu 3axucHi pykaguyku/3axucHul odse/3axucm oueli/3axucm
obnuyya.

P302+P352 - [1PU MOIMNALAHHI HA LLKIPY: 3mumu senukoro Kinekicmio muaa
ma eoou.

P332+P313 - AKWoOo 8UHUKAE NOOPA3HEHHSA WKIpuU: 38epHiMbCA 3a MEOUYHOI0
KOHCy/lemauieo/00nomozolo.

P305+P351+P338 - [1PV [TOMALAHHI B OYl: Obepex+Ho npomusamu 80000
npoms2om 0eKislbKox X8UIUH. 3HIMIMb KOHMAKMHI JiH3U, AKWO 80HU € i ye
nezko 3pobumu. [lpodosxylime NPOMUBAHHS.

P337+P313 - Akuwjo noOpasHeHHsA o4ell He 3HUKAJE: 386epHIMbCA 3a MeOUYHOI0
KOHCyslemauyieto/00nomozoro.

P362+P363 - 3Himime 3a6pyOHeHuli 0052 i Bunepime (io2o neped NOBMOPHUM
BUKOPUCMAHHAM.

I. APUNABU TA IHCTPYMEHTU, WO BUMKOPUCTOBYIOTbCA B

KOMBIHALIII 3 HABOPOM

1. MikponineTkm noBuHHI 6yTu BigkanibpoBaHi, W06 3a6e3neuntu
NpaBWibHWIN 06'eM, HEOOXIGHWI ANA aHanisy, a TakoX MPOBOAUTU
perynsipHe 3He3apaxeHHsa (nobytoBun crnvpT, 10% po3uumH
Bif6inoBaya, AesiHdikyloui 3acobu MeAMYHOrO MpPU3HAYEHHA) TUX
UaCTWH, AKI MOXYTb BUNAAKOBO NOTPANWUTK Ha 3pa3ok. Ix TakoxX cnig
perynapHo o6cnyroByBaTy, Wob NoKasaTn TOUHICTb 1% Ta NpaBAKBICTb
+/-2%.

2.  IHky6aTop IQA cnig BctaHoBUTU Ha +37 °C (°C) (gonyck +/- 0.5 °C (°Q)) i
perynspHo nepesipATY, Wo6 NigTPUMYBATV NPaBUIbHY TemMnepaTtypy.
[na iHKy6auii nigxodaTb fK Cyxi iHKybaTopW, Tak i BOAsAHI BaHHY, 3a
YMOBW, L0 Npunag NiagTBepaXeHunin ans iHky6auii Tectis IQA.

3. Bowep IDA € Haa3BMYAHO BAaXNMBUM ANIA 3arasibHUX MOKa3HMKIB
aHanisy. Bowep noTtpibHo 3a3fanerifb peTenbHO OLiHNTY, NepeBipuTy,
UM BHOCWTbCA MOTPIGHMI 06'eM BUAaYi, Ta pPerynapHo nopaBaTu Ha
TexHiYHe 06CnyroByBaHHA BiANOBIAHO A0 IHCTPYKLiN BUPOGHMKa LLOAO
BMKOPWCTaHHA. 30Kpema, Nicns 3akiHYeHHA WOAEHHOro HaBaHTaXXeHHSA
BOLWUEep CMiff peTenbHO ouuwWwaTh Bif COnen [eioHi30BaHOK BOAOLO.
MNepes BUMKOPUCTAaHHAM BoOlep CAifd  iHTEHCMBHO MpaviMyBaTtu
po3seaeHUM MpommnBHMM Po3unHoM.

Mpunap cnipg WOTWXKHA MoAaBaTW Ha [e3aKTMBauilo 3rigHO 3 1oro
KepiBHMLUTBOM (NponoHyeTbca ae3aktuaaia 0.1 M (M) NaOH).

5 uuKniB npommBaHHA (acmipauia + Ao3yBaHHA 350 mkn (pl)/nyHky
NPOMVBHOIO PO34unHy + 20 CeKyHA 3amouyBaHHA = 1 LK) AOCTaTHbO
ona 3abe3neyeHHs aHanisy i3 3asBNEHUMMN XapaKTepucTUkamu. AKLo
3aMOYyBaHHA HEMOXINBO, JOANTE L OfVH LMK MPOMUBaHHS.
HenpaBunbHMI LMKN NpoMyBaHHA abo ronkW, 3abuti cinno, €
OCHOBHOIO MPUYMNHOIO MOMUSTKOBO MO3UTUBHYUX PeaKLin.

4. Yacinky6auii mae gonyck +/- 5%.

5. 3uutyBau mikponnaHwetis IOA nosrHeH 6yTn obnagHaHUii GinbTpom
3unTyBaHHA 450 HM (nm) Ta gpyrum ¢inbTpom 620-630 HM (nm),
060B'A3KOBUM AnA GnaHkyBaHHA. Moro craHaapTHi xapakTepucTuku
NOBWHHI 6yTU (a) NponyckHa 3gaTHicTb < 10 HM (nm); (b) gianasoH
noravHaxHsA Big 0 fo > 2.0; (c) niHinHicTb o > 2.0; (d) noBTOptoBaHiCTL
> 1%. bnaHKyBaHHA MPOBOAUTLCA Ha NyHUi, BU3HaYeHin y po3dini
«Mpouepypa aHanisy». ONTWYHY cucTemy 3uuTyBaya MOTPIGHO
perynapHo KanibpysaTy, Wob 3abe3neuntn nNpaBusibHe BYMIPIOBAHHA
onTuyHoi winbHocri. Ti cnig perynAapHo nigTpumyBsaty BiANOBIAHO A0
iHCTPYKUi BUPOOHUKa.

6. [pu BrKOpUCTaHHI aBTOMaTM30BaHoI pobouoi cTaHLii IDA BCi KpUTNYHI
KPOKM (BHECeHHs, iHKy0Oalis, MPOMMBAaHHA, 34MTyBaHHA, O6pO6Ka
IaHUX) MOBWHHI OyTM peTeNbHO BCTaHOBMEHI, BigKanibpoBaHi,
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KOHTPONIbOBaHI Ta perynapHo obcnyrosysatuca, o6 Bignosigatn
3HaYeHHAM, HaBefeHMM Yy po3painax «Banipauia Tecty» Ta «TexHiuHi
xapakTepucTuku». MpoTokon aHanisy nosuHeH 6yTn BCTaHOBNEHWI B
onepauifiHin cucteMi NPUCTPOIO Ta MepeBipeHW Ha MOBHY
BifNOBIOHICTb 3asBNEHUM XapaKTepucTikam Habopy. Kpim Toro,
YacTMHa CTaHuUii Ana ob6pob6KM piavHU (BO3yBaHHA Ta NMPOMUBAHHS)
noBUHHa 6yTn nepesipeHa Ta NPaBUIbHO BCTaHOBJIEHA, NMPUAINALYN
ocobnuBy yBary, W06 YHWKHYTU MepeHeceHHA rofkamu, Lo
BMKOPWCTOBYIOTbCA [NA BMAadi 3pas3kiB Ta NpoMuBaHHA. Edekt
rnepeHeceHHa MNOBUHEH OyTW BUBYEHWA | KOHTPONbOBaHMIA, W06
MiHiIMi3yBaTU MOXNUBICTb 3a6PyAHEHHS CYCifHIX IYHOK Yepes CUbHO
pearytoui 3pasku, WO NpU3BOANTb A0 XMOGHOMO3UTUBHKX Pe3ynbTaTiB.
OnAa  CKPWHIHFY  KPOBi ~ PEKOMEHOYETbCA  BUKOPWUCTOBYBATU
aBTOMaTM30BaHi poboui craHuii IOA, Konu KinbKicTb AOCHIgKYBaHMX
3pa3skiB nepesuiyye 20-30 ogMHMLb 33 NPOGir.

7. TNpu BUKOPWCTaHHI aBTOMaTUYHKX MPUCTPOIB, AKLLO TprMay npobipKm
npunagy He nigXoAaWTb A0 NPOGIPOK, WO BXOAATbL A0 Habopy,
nepenuiiTe Po3yvH y BifNOBIAHI KOHTENHEPW Ta MO3HauTe iX TUM cCaM1Mm
APNNKOM, BiIKNeeHUM Bif opwriHanbHoro ¢nakoHa. Lia onepauis
BaXKNMBa, W06 YHVUKHYTVU HEBIAMOBIAHOCTI BMICTY ¢nakoHiB mpu ix
nepepavi. [licnAa 3akiHYeHHA TecTy MOBEPHiTb KOHTelHepw i3
BTOPVHHUM MapKyBaHHAM Ao Temnepatypu +2-8 °C (°C), winbHO
3aKyrnopvBLUK.

8. Cnyxb6a nigtpumku Knientis  Dia.Pro  nmponoHye  nigTpumMKy
KopucTyBayeBi B HanawTyBaHHi Ta nepesipui npwnagis, LWo
BUKOPUCTOBYIOTbCA B MOEAHAHHI 3 HAOOPOM, 3 MeTOl 3abe3neyeHHn
BiANOBIAHOCTi oNMcaHUM BMMOram. TakoX Hafa€eTbcA NigTPUMKa Ana
BCTAHOBJ/IEHHSI HOBUX IHCTPYMEHTIB, AKi OyAyTb BUKOPUCTOBYBATMCA 3
Habopom.

L. KOHTPOJ1b TA MAHINYNALII A0 MPOBEAEHHA AHANI3Y

1. TepeBipTe TepMiH NpPUAATHOCTI Habopy, HAAPYKOBAHWIA Ha 30BHILLHIl
eTVKeTLi KOpobKM 3 Habopom. He BMKOPUCTOBYBaTU, AKLLO TepPMiH
NPWAATHOCTI MUHYB.

2. lMepekoHaiTech, WO PiaKi KOMMOHEHTW He 3abpyHeHi YacTUHKaMM abo
CKYNUEeHHAMY, BURVMUMY HeO36pOEHMM OKOM. [epeKoHalTecs, Lo
XpomoreH/Cy6cTpat 6e36apBHUiAi abo 6nifo-6naknTHMIA, acnipyoun
HeBeNMKUA 1Noro Oo6'eM CTEPUNbHOIO MNPO30POI0  MIACTUKOBOIO
nineTkoto. lepexkoHanTeca, WO MpU TPAHCMOPTYBaHHI He cTanoca
MOJIOMOK i He MPONUTO PigUHM BCepeauHi KOpobKu. MepekoHawTecs,
O aNIIOMIHIEBMI MILLOK, O MiCTUTb MiKPOMaHLLET, He MPOBUTUI i He
NMOLWKOOPKEHWUIA.

3. Po3Begitb Becb BMIcT 20X KoHUeHTpaTy [MpomuBHOro Po3umHy, Ak
OMKCaHo BuLLe.

4.  PosBepitb Kanibpatop, fik onvcaHo BuLle.

5. [anTe BCiM iHWMM KOMMOHEHTaM [OCAITM KiMHaTHOI TemnepaTypwu
(6n13bKO 1 roguHWM), a NOTIM NepeMiwanTe, AK onncaHo.

6.  BcraHoBiTb iHKy6aTop I®A Ha +37 °C (°C) i nigroTtyinte Bowep IDA,
npanmMyoumn Moro possefeHrM NPOMUBHNM PO3UMHOM, BifNOBIAHO A0
iHCTPYKUin BUPOOHMKa. BcTaHOBITL NpaBUNbHY KiNbKICTb  LMKNIB
NPOMUBKM, AK MOBIAOMIIAETLCA B KOHKPETHOMY PO34ini.

7. YBiMKHiTb 3umTyBau |IDA npuHaiimHi 3a 20 XBUAMH A0 onepauii
34NTYBaHHA.

8.  fKLO BM BUKOPWCTOBYETE aBTOMATM30BaHy poboUy CTaHLito, YBIMKHITb
i, nepeBipTe HanawTyBaHHA Ta OOOB'A3KOBO BUKOPUCTOBYWTE
npasuIbHUIA MPOTOKON aHanisy.

9. lepeKkoHanTecs, WO MiKpONineTKn BCTaHOBMEHI Ha HEOOXiAHW 06’eM.

10. MMepeBipTe, uM Bce iHWe o06nagHaHHA [OCTyMHe Ta roToBe A0
BVKOPWCTaHHS.

11. Y pa3si npobnem He NPOLOBXy/iTe NOAaNblue TeCTYBaHHA Ta MOBigoOMTe
KepiBHUKY.

M. MPOLIEAYPA AHANI3Y

AHani3 noBMHeH NPOBOAUTWCA BIAMOBIAHO [O TOro, WO MOBIAOMNAETLCA
HIKUE, 3 06ePeXHICTIo, WO6 NiATPUMYBaTV OAHAKOBMIA Yac iHKy6aLii Ans BCix
3paskKiB nif yac TecTyBaHHA.

Mpouenypy aHanisy MoOXHa BUKOHATM 3 OJHAKOBMMW MOKa3HUKamMu,
LOTPUMYIOUMCh ABOX MPOTOKOIB Yacy iHKy6aLlii.

Br6epiTb ToW, AKMNIA BUMaraeTbcA odilifiHUMM NpaBmnaMm BaLlol KpaiHu abo
nabopatopii:

1. Tpwusana iHky6auis (1-a iHKy6aLia 60 xBuUnvH, 2-a Ta 3-A iHKy6auii 30
XBUJIVH).
2. KopoTka iHKy6auis (1, 2 iHKy6auii 45 xBUNUH Ta 3 iHKy6aLia 15 XBUNUH).

ABTOMaTu30BaHuUii aHanis:
fIKWO BMKOPWCTOBYETbCA aBTOMaTMYHa poboua  CTaHuis,
nepekoHamnTecs, Wo Npunag nepesipeHo 3rigHo 3 NyHKToM 1.6.

cnouvarky



MoTim BCTaHOBITb Ty CaMmy nNpoueaypy, WO i B pyYHOMyY aHanisi, BignosigHo Ao
PO60TN aBTOMaTUYHOT POBOYOT CTaHLil.

1. Tpueana inKy6ayis - py4yHuli aHanis:

1. TomicTiTb HeOOXiAHY KiNbKiCTb MIKPONYHOK Y TPUMay MiKPOJTyHOK.

IHWi cmy»KK 36epiraiiTe y MilLKy 3 ocyLlyBayem Npu TemnepaTypi +2-8
°C (°C), 3aKpUTUMU.
3anuwTe nyHKy A1 NOPOXHbOIO AnA onepallii 61aHKyBaHHA.

2. BHeciTb 100 mMkn (ul) HeraTBHOro KOHTPONIO y TPbOX MPUMipHMKax, 100
MK (pl) KanibpaTtopa y aBox npumipHukax Ta 100 mkn (pl) MosnTtreHoro
KOHTPOSIO B OAHOMY NPUMIPHUKY B OKpeMi nyHKK, nicna yoro no 100
MK (ul) KokHOro 3paska.

He po36asnsitte KoHTponi Ta Kanibpatop, oCKinbKu BOHM nonepeaHbo
pO3BefeHi, FOTOBI 10 BUKOPUCTaHHsA!

MepeBipTe HasABHICTb 3pa3kKiB y NyHKaX HEO3OPOEHVM OKOM (€ MOMITHa
Pi3HMLA KONbOPIB Mi>K MOPOXKHIMK Ta MOBHVMM JlyHKaMu) abo LWAAXOM
3unTyBaHHA nNpu 450/620 HM (nm) (3pa3kn NokasyoTb 3HaueHHA OD
suwe 0.100).

Baxxnuea npumimka:

CmyXKu cn1i0 3aknetoeamu KeliKolo 2epmemuYyHoIo ¢honb2oio uwe moai,
Kollu mecm nposodumscA epy4Hy. He Hakpueaiime cmyxKu,
suKopucmosylo4yu asmomamu4Hi npunaou IQA.

3. IHKyOy¥Te MikponnaHLweT npotarom 60 xB npu Temnepatypi +37 °C.
4. TpomwuiiTe MiKpOnnaHLWeT aBTOMaTUYHUM BOLUEPOM, AK 3a3HayeHo y

posgini I.3.
5. MinetyiTe 100 mn (ml) ®epmeHTHOro KoH'toraTy y KOXHY NyHKY, Kpim
nepwoi NyHKM AnA  OnaHKyBaHHA, | 3akpuiiTe repmeTUKOM.

MNepekoHanTecs, WO Len YepBOHMIN KOMMOHEHT PO3MNOAINeHNA y BCi
NYHKK, Kpim AT.

Bax<nuei npumimku:

bydeme oGepex<Hi, ujo6 He mopKkamuca 6HympiwHbOi NOB8EPXHI NIYHKU
HAKOHeYHUKOM ninemku, Ko/iiu 003yemobca KoH’'toeam. Moxe cmamucsa
3a6pyOHeHHA.

6. IHKyOyWTe MmikponnaHweT npoTtsarom 30 xB npm +37 °C (°C).

7. [pomuiTe MikponnaHLWeT aBTOMaTUYHNM BOLLEPOM, AK Y KpoLli 4.

8. Minetynte 100 MK (ul) cymiwi TMB/H202 y KoXHy NyHKyY, BK/IIo4aloum
6naHK-nyHKy. MepesipTe, U NPaBUIbHO JOAAHO PeareHT.

9. IHKyOyiTe MikponnaHweT npotaroMm 30 XBWAWH MpU KiMHaTHIN
Temnepartypi (18-24 °C (°C)).

Baxxnuea npumimka: He niodaeaiime cunvHomy npamomy ceimny,
OCKiNIbKU MOXKe cmaeoploeamucs 8ucoKuli ¢hoH.

10. MinetywnTe 100 MKn (pl) CipuaHOi KNCNOTN Y BCi TYHKW, BUKOPUCTOBYOUM
Ty camy NOCNifOBHICTb MiNeTyBaHHA, WO i Ha eTani 8, WwWob 3ynuHUTK
depmeHTaTVBHY peakLito.

[lonaBaHHA KNCNOTU NePeTBOPUTb KOMIp MO3UTUBHOTO KOHTPOMIO Ta
NO3UTUBHMX 3Pa3KiB 3 6IAKUTHOTO Ha XOBTUIA/KOPUYHEBUIA.

11. BumipsiTe iHTEHCUBHICTb 3abapBieHHA PO3UMHY B KOXHIN NyHLi, AK
onucaHo B po3gini I.5, 32 JONOMOrol NPUCTPOIO ANA 3YUTYBaHHA
MikponnaHweTis npu 450 HM (nm) (3unTyBaHHA) Ta Npu 620-630 HM
(nm) (BigHiMaHHsA GOHY, 060B'A3KOBE), GraHKyoumn Npunag B NyHUi A1.

2. Kopomka inKy6ayis - pyuynuti aHanis:

1.  TomicTiTb HeOOXifHY KiNbKICTb MiKPONYHOK y TPYMay MiKPOTyHOK.

IHWi cMyxKK 36epiraiiTe y MiLLKY 3 OoCyLlyBaYeM Npu TemnepaTypi +2-8
°C (°C), 3aKpUTUMN.
3anuwTe nyHKy A1 NOpPOXHbOIO Ans onepalii 61aHKyBaHHS.

2. BHeciTb 100 Mkn (ul) HeraTnBHOro KOHTPOIO y TPbOX NpUMipHUMKax, 100
MK (ul) KanibpaTtopa y gBox npumipHukax 1a 100 mkn (ul) MosnTtreHoro
KOHTPOSIO B OAHOMY NPUMIPHUKY B OKpeMi NyHKK, nicna yoro no 100
MK (ul) KoXHOro 3paska.

He po36aensite KoHTponi Ta KanibpaTop, 0CKinbKn BOHM NonepeaHbo
po3BefeHi, roTOBI 1O BUKOPUCTaHHA!

MepeBipTe HaABHICTb 3pa3KiB y NyHKaX HEO3O6POEHVM OKOM (€ MOMITHa
Pi3HMLA KOMbOPIB Mi>K MOPOXKHIMM Ta MOBHVMM JlyHKaMK) abo LWAAXOM
3unTyBaHHA nNpu 450/620 HM (nm) (3pa3ky NokasyTb 3HaueHHA OD
suwe 0.100).

Baxknuea npumimka:

CMyXKu cnio 3akneroeamu K1eliKolo 2epmemuYyHoio ¢honvzoio uwe modi,
Konu mecm nposodumbca 8py4yHy. He Hakpuealime cmyxku,
8uKopucmosyioyu asmomamuyti npunaou IOA.
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3. IHKyGyiiTe MiKponnaHLeT npotarom 45 xB npun Temneparypi +37 °C

(°C).

4. T[pomuiiTe MiKponnaHWeT aBTOMaTUYHUM BOLLEPOM, AK 3a3HauYeHO Y
po3gini I.3.

5. Minetynte 100 mn (ml) ®epmeHTHOro KoH'toraTy y KOXHY NyHKY, KpiM
nepwoi NyHKM AnA  OnaHKyBaHHA, | 3aKpuiTe repMeTUKOM.

MepeKkoHanTecs, WO uen YepBOHWUI KOMMOHEHT PO3MNOAiNeHun y BCi
NYHKK, Kpim AT.

Baxxnuei npumimku:

Bydbme obepexHi, o6 He mopkamuca 8HymMpiWHbOi N08ePXHi JYHKU
HAKOHeYHUKOM ninemku, Konu 0o3yembcs KoH’toeam. Moxe cmamucsa
3a6pyOHeHHA.

6. IHKybyWiTe MmikponnaHweT npotarom 45 x8 npm +37 °C (°C).

7. TlpomuiTe MiKponnaHLeT aBTOMAaTUYHUM BOLLEPOM, AK Y KpoLi 4.

8. MinetynTte 100 Mk (ul) cymiwi TMB/H202 y KOXHY NyHKY, BKlO4aloum
6naHk-nyHKy. NepesipTe, UM NPaBUILHO JOAAHO peareHT.

9. IHKybyiTe MiKponnaHweT npoTAroM 15 XBWAWH Npu KiMHaTHIN
Temnepartypi (18-24 °C (°C)).

Baxknuea npumimka: He niddaeaiime cunbHomMy npsamomy ceimny,
OCKinbKu Moe cmeopioeamucs 8ucokuli ¢hoH.

10. MinetyiiTe 100 mkn (pul) CipyaHOT KNCNOTW Y BCi TIYHKN, BUKOPUCTOBYOUM
Ty camy NOCNifOBHICTb NiNeTyBaHHA, WO i Ha eTani 8, Wob 3ynuHUTK
depmeHTaTMBHY peakuito. [lofaBaHHA KUCIOTW MepeTBOpUTb Konip
MO3UTUBHOFO KOHTPO/O Ta MO3UTMBHMX 3Pa3KiB 3 OGNaKUTHOTO Ha
XKOBTUIN/KOPUYHEBNI.

11. BuMipsaiiTe iHTEHCUBHICTb 3a06apPBREHHS PO3UMHY B KOXHIl NyHLj, AK
onucaHo B po3gini 1.5, 3a gonomMorow NpuUCTPOI0 ANA 34YUTYBaHHA
MiKponnaHLwweTiB npu 450 HM (nm) (3unTyBaHHA) Ta Npu 620-630 HM
(nm) (BigHIMaHHA PoHY, 060B'A3KOBE), GnaHKyoun Npunag B NyHui Al.

Baxnuei 3azanvHi 3ayeaxkeHHA:

MepekoHalimecs, Wo HA HUXHIU 4acmuHi MIKDOJYHOK Hemde 8i06umkis
nasnvyie neped 34umysaHHAM. Lle mMoxe npuzsecmu 00 XU6GHONO3UMUBHUX
pe3ysibmamia npu 34UMmy8aHHi.

34yumyBaHHA NoBUHHO nposodumucs 8idpaly nicis 0odasanHs Cmon-
pO34UHY, i 8 6yOb-AKoMy pasi He dosuwe, Hix depe3 20 xe8U/UH nicia (io2o
0odasaHHA. Moxe cmamucs OesKe CAMOOKUC/IEHHA XpOMOzeHy, Uj0
npu3800UMe 00 BUCOKO20 (HOHY.

N. CXEMA AHANI3Y

Onepauii Onepauii
MeTop (TpuBana (KopoTka
iHKy6auina) iHKy6aLin)

KoHTponi&Kanibpatopu* 100 mkn (pl) 100 mkn (ul)
3pasku 100 mkn (pl) 100 mkn (ul)
1-a iHKy6auin 60 xB. 45 xB.
Temnepatypa +37°C(°C) +37°C(°C)
Kpok npomunBaHHA 5 umknis i3 20 x8. 5 umknis i3 20 x8.

3aMOYyBaHHA 3aMOUyBaHHA

ABO ABO

6 uumKnis 6e3 6 uumKnis 6e3

3aMOYYBaHHA 3aMOYyBaHHA
(DepMeHTHUI KOH'toraTt 100 mKkn (ul) 100 mkn (ul)
2-a iHKy6auia 30 xB. 45 xB.
Temnepatypa +37°C(°Q) +37 °C (°C)
Kpok npomunBaHHsA 5 umknis i3 20 x8. 5 umknis i3 20 x8.

3aMOYyBaHHA 3aMOUyBaHHA

ABO ABO

6 uumKnis 6e3 6 uumKnis 6e3

3aMOYyBaHHA 3aMOYyBaHHA
TMB/H.0; 100 mKkn (ul) 100 mkn (ul)
3-1 iHKy6auin 30 xB. 15 xB.
Temnepatypa KT KT
CipuaHa Knucsiota 100 mkn (pl) 100 mkn (ul)
3umtyBaHHA Ol 450 HM (nm)/620- 450 HM (nm)/620-630

630 HM (nm) HM (nm)

Baxknuei npumimku:

Pesynemamu aHanisie

iHKy6ayii.

He 3MiHIolOMbCA 4epe3 pi3Hi npomokonu

(*) Kanibpamop (CAL) He 8nnugae Ha ob4ucieHHs 3Ha4yeHHs cut-off,
ome, 8iH He 8NJ1IUBAE HA 06HUC/IEHHA pe3yslbmamig mecmy.



. (*) Kanibpamop (CAL) 3acmocosyembca nuwe 8 momy 8unaoky, AKUO
KepisHUUMBO B8UMA2AE BHYMPIWHbLO20 1A60PAMOPHO20 KOHMPOJTIO
AKocmi.

Hukue HaBegeHO NPUKIag cxemm BUaadi:

AKWO BMHMKNA AKacb i3 BULLe3a3HayeHMX npobnem, nosigomTe Npo Lo
npo6nemy KepiBHUKY 4518 NOAanbLUKX Aii.

** MNpumirka:
AKLWO KanibpaTop BUKOPMCTOBYBABCSA, MEPEBipTe TaKi AaHi:

MikponnaHwet MNMepeBiputn Bumorn

1 2 |3|4|5|6 |7 |8]9]10]11]12 Kani6patop (CAL) S/Co>1.1
A BLK S2
B NC S3 AKWo pe3ynbTaT TecTy He BiAMNOBIfalOTb BMMOraMm, 3a3HauyeHUM BuLLe,
C NC S4 BUKOHaNTe Taki aii:
D NC S5
E | CAL(*) | S6 Mpo6nema MepeBipnTn
F | CAL(*) | S7 Kani6patop 1. umnpouepypa byna npasuibHO
G PC S8 S/Co< 1.1 BUKOHAHa;
H S1 S9 2. UM nig Yac Noro BHECEHHS He cTanacs

Jlerenpa: BLK = bnank NC = HeratueHui KoHTponb PC = Mo3uTnBHMIA KOHTpOb
S = 3pa3sok CAL(¥) = Kani6paTop, He 060B'A3KOBO

0. BHYTPILUHIA KOHTPOJIb AKOCTI

Bynb-Konu, Konm BUKOPUCTOBYETLCA Habip, MepeBipaloTbCA KOHTPONI, Wob
BM3HAYMTK, UM BiANoBigaloTb 3HayeHHA OD 450 Hm (nm) ouiKyBaHUM i
BKa3aHVM B TabnuLi Huxue.

rommsiKa (Hanp.: BHECEHHA HeraTVBHOro
KOHTPOJIIO 3aMicTb KanibpaTtopa);

3. uunpoueaypa NPOMMBaHHA Ta
HanalTyBaHHA BoLUepa MiaTBepaXKeHi B
nonepefHboMy KBanidikainHomy
DOCNIOPKEHHI;

4. uu He BifbYNOCA 30BHiLUHE 3a0pyAHEHHA
Kanibpartopa.

Bumorn
< 0.050 3HaueHHA OD 450 HM (nm)
< 0.200 cepepHboro 3HayeHHa OD 450
HM (nm) nicna 6naHKyBaHHsA
> 1.000 3HaueHHa OD 450 HmM (nm)

Mapametp
BbnaHk-nyHka
HeratusHwuin koHTponb (NC)

MO3UTVBHWI KOHTPOJIb

fKWwo pe3ynbTaT TecTy BiANOBIfalOTb BMMOraMm, 3a3HauyeHVM BuLe,
nepewaiTb 40 HAaCTYMHOro Po3Ainy.

AKLO LbOro He CTanocA, He NPOAOBXYNTE Aani i BUKOHaNTe TaKi nepesipKu:

Mpo6nema MepeBipntn

BnaHk-nyHka 1. um po3unH XpomoreH/CybcTpaT He
> 0.050 3HaueHHA OD 3abpyAHUBCA Mig Yac aHanisy

450 HM (nm)

HeraTusHui 1. umnpoueaypa NPOMMBAHHA Ta

HanawTyBaHHA BOLIepa NiATBEPAXEHI B
pamMKax nonepeaHboro KeasnidikaliiHoro
OOCNIMXKEeHHS;

UM BUKOPUCTOBYETHCA BIAMOBIAHNN

MUIOYMI PO3YNH, a Nepes

BMKOPWCTaHHSAM BOLUEpP 3arOBHEHWI

HUM;

3. um B npouenypi aHanisy He 6yno
ZOMyLEHO MOMUITKM (BHECEHHS
NO3UTUBHOIO KOHTPOJIIO 3aMiCTb
HeraTuBHOrO);

4. un He BiabYNocb 3abpyaHEHHSA
HeraTVBHOro KOHTPOSto abo NyHOK, fie
po3nogin 6yB 3aiicHeHUI, Yepe3
PO3MBaHHA NO3UTUBHYX 3pa3kiB abo
dbepMeHTHOro KoH'loraty;

5. un MiKponineTkn He 3abpyaHeHi
NO3UTUBHMMU 3pa3kamm abo
bepMeHTHMM KOH'loratom;

6. UM rOfKY Bollepa He 6ynn 3a610KoBaHi
a60 YaCTKOBO NepeKpuTi.

KoHTponb (NC)

> 0.200 cepefHbOro
3HauyeHHA OD 450 Hm
(nm) nicna 2.
6naHKyBaHHA

MNo3uTnBHUA 1. umnpoueaypa 6yna npasuibHO
KOHTpOnb BUKOHaHa;

< 1.000 3HaueHHa OD 2. 4M nig Yac BHECEHHA KOHTPOJIIo He
450 HM (nm) cTanacsi noMunka (BHeCeHHs

HeraTVBHOIO KOHTPOJIO 3aMiCTb
NO3WUTUBHOIO KOHTPOJIO. Y LibOMY
BUMafIKy HEraTMBHUI KOHTPOJb MaTMe
3HayeHHA OD 450 HmM (nm) > 0.150
TaKoX);

3. umunpoueaypa NPOMMBaHHA Ta
HanawTyBaHHA BOLLepa NiaTBepAXeHi B
nonepeaHboMy KBanidikauinHomy
OOCNIOXKeHHI;

4. uu He Big6YNOCA 30BHiLLUHBOTO
3a6pyAHEHHA NO3UTUBHOrO KOHTPOJIIO.

Mepexknaday TemaHa 3eneHcbKa

Y 6ynb-AKoMy BUMAAKy, fKWO BCi iHWi napametpu (BnaHk, HeratnBHuin
KOHTPOSIb, [O3UTNBHWI KOHTPOMb) BiANOBIAAIOTb BCTAHOBIEHMM BUMOTaMm,
TeCT MOXe BBaXKaTuCA AiNCHUM.

P. PO3PAXYHOK CUT-OFF

Pe3synbTatyt BUNpobyBaHb 06UMCIIOTDL 3a [OMOMOrol 3HauyeHHA cut-off,
BM3HAUEHOro 3a Takolo GOopMynolo AnA cepefHboro 3HauyeHHs OD 450 Hm
(nm) HeraTtmsHoro koHTponto (NC):

NC + 0.200 = Cut-Off (Co)

3HauyeHHA, 3HageHe ANA TecTy, BUKOPUCTOBYETbCA ANA iHTepnpeTauii
pe3ynbTaTiB, Ik ONMCaHO B HAaCTyNHoMy naparpadi.

Baxxnuee 3ayesaxceHHA: Kosu ob4uciieHHA pesynbmamis 30ilicHIOEMbCA 3a
00NOMO2010 ONEPamMuBHoI cucmemu demomMamu308aHol po6oyoi cmaruii IOA,
nepexkoHatimecs, wo 0718 06YUC/IeHHA 8enuyuHuU cut-off ma ompumaHHa
npasusibHUX iHMepnpemauili pesysibmamie 8UKOPUCMOBYEMbCA NPABUIbHA
¢opmyna.

Q. IHTEPMPETAL|IA PE3YJIbTATIB

PesynbTatin BUNpobyBaHb iHTEPNPETYITbCA AK CNiBBIAHOLIEHHSA 3HAUYeHHs
OD 450 Hm (nm) 3pa3ka Ta 3HaueHHs cut-off (abo S/Co), 3rigHo 3 HacTynHo
Tabnuueto:

S/Co IHTepnperauis

<0.9 HeratusHui
09-1.1 CyMHiBHWIA

> 1.1 Mo3nTnBHMIN

HeraTmBHuin pesynbTaT BKa3ye Ha Te, WO NauieHT He iHpiKoBaHWN
Treponema Pallidum a6o Lo KpoB Moxe OyTn nepenuta.

Byab-AKWIA NauieHT, WO MaE HEOAHO3HAYHUI pe3ynbTaT, NMoBYHEeH OyTn
NOBTOPHO MepeBipeHniA Ha iHWOMY 3pa3Ky, B3ATOMY Yepe3 1-2 TuxHi nicna
NepBUHHOTO 3pasKa; KPOB He Chif nepenvBaTu.

Mo3nTuBHMIA pesynbTaT CBiAUUTL NPO iHPIKyBaHHA Tp i TomMy nauieHT
NMOBVHEH OTpuMaTK BiANoOBiAHe niKyBaHHA abo KpOB MOBUHHa OyTn
yTunisoBaHa.

Baxnuei npumimku:

1. IHmepnpemauis pe3ynemamie nos8uHHa 30ilicH8amucsa nio HaznAoom
8i0Nn0gidanbHo20 1abopamopii, Wob 3MeHWUmuU pusuk NOMUIOK mad
HenpasusibHo20 MJyMayeHHs.

2. byob-Aakuli nozumusHuli pe3ysibmam nosuHeH 6ymu niomeepoxeHuli
a/lbMepHAMUBHUM MemoOoM, 30dMHUM 8uAAAMU aHmumina 0o Tp
(TPHA, VDRL), nepwi Hix hopmyntosamu diazHo3 Tp-iHgeKyii.

3. Konu pesynemamu sunpobysaHb nepedaromsca 3 nabopamopii 0o
iHhopmayitiHozo yeHmpy, Ci0 38epHymu ysaey, wob YHUKHymu
nomusiKoeoi nepedayi 0aHux.

4. [fiazHo3 Tp-iHgpekyii nosuHeH 8cmaHosneamu ma nepedasamu
nauieHmy keanigikosanudi nikap.



Hwnxue HaBefleHO npuKnag PO3paxyHKy:

He cnio sukopucmosgysamu HasedeHi Huxue 0aHi 3amicme peanbHUX yuegp,
OMPUMAHUX Kopucmysadem.

HeaamugHul KOHMpPOsb: 0.039-0.040-0.039 OD 450 Hm (nm)
CepeOHe 3Ha4YeHHA: 0.039 OD 450 Hm (hm)

Merwe 0.200 - lputiHamo

lMo3umusHuli KOHMPOIb: 2.589 0D 450 Hm (nm)

Buwe Hixx 1.000 - lputinamo

Cut-Off=0.080 + 0.200 = 0.280

Kani6pamop: 1.030 - 1.036 OD 450 Hm (nm)

CepeOHe 3HaqeHHA: 1.033 OD 450 Hm (nm) S/Co=3.7
S/Cosuwe 1.1 - lMputiHamo

3pasok 1: 0.070 OD 450 Hm (nm)

3pasok 2: 1.690 OD 450 Hm (nm)

3pasok 15/Co < 0.9 = HezamusHuli

3pasok 2 5/Co > 1.1 = no3umusHudii

R. POBOYI XAPAKTEPUCTUKU

OuiHka pesynbraTiB Oyna npoBedeHa BIiAMOBIAHO [0 ToOro, WO

noBifgoMNsAETbcA y BHyTpiWwHix TexHiuHux Cneyundikauiax Ta BignosigHo fo
LleHmpig KOHMpo0 ma npoginakmuKku 3axeoplosaHb, WO hepedaomscs
cmamesum wizisxom, 2002.

EdeKTnBHICTb aHanisy LWIMPOKO BUBYANaca 3 BUKOPUCTAHHAM [BOX Pi3HUX
npoTokonis (TprBanoro Ta KOPoTKoOro), Wo Aano eKBiBaNeHTHI pe3ynbTaTu.

1. AHaniTM4Ha YyTAMBICTb

Mexa BuABNeHHA aHanisy Oyna po3paxoBaHa 3a JAoromorow 1-ro
MiXHapogaHoro ctaHaapTy BOO3 ans IgG Ta IgM cudinitnyHoi nnasmm Kposi,
kog NIBSC: 05/132.

Y Tabnuui HWKYe NogaHo pesynbTaTh, OTPMMaHI ANs UbOro matepiany 3
TpbOMa NapTiAMU NPOAYKTIB.

Matepian BOO3 po3basnanu B HeraTBHOMy KOHTpO#i Ta gocnigKysanu y 4
noBTopax.

1-in
MiXKHapoaHuii SIABT1ULTRA.CE SIABT1ULTRA.CE SIABT1ULTRA.CE
cTaHpapT JloT 0313 Jlor 0313/20D Jlor 0313/3 OD
BOO3 OD 450 Hm (nm) 450 Hm (nm) 450 Hm (nm)
MO/mn (IU/ml)
0.01 1.149 1.240 1.046
0.005 0.576 0.574 0.506
0.0025 0.298 0.275 0.241
0.00125 0.141 0.143 0.123
Heratvehuii 0016 0.017 0024
KOHTPOJIb

Mpoaykr SIABTULTRA.CE geMOHCTpy€e aHaniTUuHy 4YyTnuBICTb Kpalle Hix
0.0025 MO/mn (IU/ml).

2. [liarHocTnyHa cneuniyHicTb i YyTAMBICTD

OuiHKa NPoAyKTMBHOCTI NpuUcTpolo 6yna npoBeAeHa B XOAi BUNPOOYBaHb,
npoBefeHNx Ha 6inblw HixX 200 NO3UTMBHUX 3pa3kax Ta noHag 2000
HeraTMBHYX 3pa3Kax.

2.1 fliazHocmuyHa cneyucivyHicmeo

BusHauaeTbca AK MMOBIPHICTb aHanisy oTpMMaTy HeraTMBHWUIA pe3ynbTaT 3a
BiICYTHOCTI KOHKPETHOrO aHaniTy.

Ha popaTtok fo nmepluoro gocnifkeHHs, ge 6yno obcrexxeHo 2000 3paskis,
BK/OYaloUU HEBNOGPaHMX OHOPIB, FOCNiTaNi30BaHWX NaLiEHTIB Ta 3pa3Ku, Wo
NOTEHUIHO NepexpecHo pearyoTb, HeloaBHO Byna oLiHeHa fiarHoCThYHa
cneundiyHicTb, npoTecTyBaBWM 3aranom 2150 HeraTMBHUX 3paskiB B
YOTUPLOX Pi3HUX NapTiAX. BuaBneHe 3HaueHHA crneymdiyHOCTi CTaHOBUTb
100%.

Ak nnasmy, OTpUMaHy 3 BUKOPUCTAHHAM PIi3HUX CTaHAAPTHUX MeETOAIB
npurotyBaHHa (uutpat, EATA Ta renapuH), Tak i CUPOBATKM TaKOX
nepesipany, wWob 3'scyBat, unm Hemae iHTepdepeHLii yepes niAroToBKy
3paskKa.

3aMOpOXKeHi 3pa3Km TakoXK OyNM NPOTECTOBaHI A4S NEPEBIPKM Ha HasBHICTb
iHTepdepeHLuii Yepes 36ip Ta 36epiraHHs.

Hisknx iHTepdepeHLUiil He cnocTepiranocs, AKWO 3pa3ok npo3opui, 6e3
YaCTVHOK i He 3a6pyAHEHMIA.
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2.2 fliazHocmu4Ha yymausicme

Bu3HauaeTbcA AK MMOBIPHICTb aHanisy AasaTv MO3UTUBHWUIA pe3ynbTaT B
NPUCYTHOCTi KOHKPETHOrO aHaniTy.

[liarHoCTNYHY YyTAMBICTb OLiHIOBaNM y BHYTpILHIN OuiHui MpoayKTMBHOCTI
Ha 3arasnbHili KinbkocTi noHag 200 3pas3kiB, Wo HaaxoaaTb Big Tp-iHdekuil.

[liarHoCT1YHY YyTNUBICTb JOAATKOBO OLiHIOBaNu Ha:

— MaHeni, ko PSS 202 (M), wo noctavaeTtbcs BBI, CLUA;

— [lBox naHenax €BPOMNeNCbKOro MOXOMKeHHs, BupobneHmx EFS,
DpaHuifa, Ha OCHOBi 3pa3KiB €BPOMENCbKOro MOXOMKeHHA: noT N°
08.150830, noT N2 09/171002;

—  Maneni «keanidikauii cudinicy QSS701,
Seracare;

— Mo3utneHomy KoHTponi BBI Diagnostics Accurun 156 Reagin (cudinic),
LLIO NMOCTAYaAETbCA KOMMaHi€to Seracare

npoTn Habopy 3 MapKyBaHHAM CE, AKMI y>Ke NPUCYTHIN Ha PUHKY.

byna Buasnexa giarHoctnyHa yytnmeictb 100%.

MNOCTaBMIEHOI  KOMMaHi€to

3. TouHicTb

HeratusHuii koHTponb (NC), Kanibpatop (CAL) Ta Mo3mtrBHMI KoHTponb (PC)
NpuCTpoto JoCiAXyBanu y 16 NOBTOPEHHAX 3a TPU MPOroHM (3aranbHa
KinbKiCTb N = 48) Ha TPbOX Pi3HNX NaPTiAX NPOAYKTY.

Po3paxosyBanu KoediuieHTu Bapiauii (% CV).

3 oTpuMaHux 3HayeHb OD 450 HM (nm) 6ynu OTpUMaHi HacTynHi cepefHi
3HauYeHHs:

NC CAL PC
OD 450 Hm (nm) 0.033 | 0.790 | 2.649
CraHgapTHe BigxuneHHa SD | 0.004 | 0.034 | 0.159
CV% 13.2 4.7 5.8

BapiabenbHicTb, nokasaHa B Tabnuui, He Npu3BOAUTb [O OyAb-AKOro
HernpaBWIBHOFO  TIyMauyeHHA, 30KpemMa  3pa3ka, ©Onu3bkoro  fo
AiarHOCTMYHOro NOpPOory aHanisy.

S. OBMEXXEHHA

MoBTOpIOBaHi MOMMNKOBO NO3UTUBHI pe3ynbTaTy, He nigTeepaxeHi Western
Blot abo nofibHMMN MeTogamM NiATBEPIKEHHS, OLiHIOBanu AK MeHwe 0.1%
Bifl HOpManbHOI nonynayii.

CnocTepiranocs, Wo 3aMOPOXKeHi 3pa3Ku, Lo MiCTATb YaCTUHKM abo arperatu
$i6prHY NicnA PO3MOPOXKYBaHHSA, fAIOTb AeAKi XMOHi pe3ynbTaTu.
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Bca npopykuia IVD, BupobneHa komnaHieto, nepebyBae nif KOHTponem
cepTudikoBaHoi Cuctemu ynpaBniHHA AKICTIO BigNOBiAHO Ao npasuna ISO
13485. KoxHa napTisa NifgaaeTbca KOHTPOMIO AKOCTI Ta BUMYCKAETbCA Ha
PUHOK NULLIE 332 YMOBW, LLIO BOHA BignoBigae TexHiuHum cneundikauism €C
Ta KPUTEPiAM NPUNHATHOCTI.
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