HABIP ANA BUSHAYEHHA AHTUTIN 4O
cmouicy

Syphilis Ab ULTRA

Kam. Ne: SIABULTRA.CE.96 [ama sunycky incmpykuyii: 11-2019

Bepcis: 5

OCHOB0I0 NPU NposedeHHi aHai3y € OpuRiHaA iHCMpPyKUil
aHJTIlICbKOIO M080I0, 8K/Id0eHOI 8 HAbip. Homep i dama
8epcii _opuziHany ma nepeknady iHCMPYKUil NnoBUHHI
chignadamu.

ImyHodepmenmHuii aHaniz 041 susHa4YeHHA aHmumin 0o Treponema
Pallidum y cupoeamyi ma nnasmi

- MiNbKu 0718 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A.MPU3HAYEHHA BUKOPUCTAHHA

ImyHodepmeHTHUIA aHani3 (IOA) ana AKiCHOro BU3HaveHHs aHTuTin (IgG, IgM
Ta IgA) go Treponema Pallidum.

Habip npu3HayeHWn AN CKPVIHIHTY OAMHULb KPOBi Ta CMOCTEPEXEHHA 3a
XBOPUMK Ha cudinic. Tinbkn ansa AiarHOCTMKM «in vitro».

B.BCTYN

Cndinic - uUe 3axBOPOBaHHA, WO NepefaeTbCca CTaTEBUM  LUAAXOM,
cnpuunHeHe Treponema Pallidum a6o Tp, 6akTepi€lo, WO HanexuTb OO
cimeinnctBa Spirochaetaceae. Tp € rpamHeraTMBHUM i BBaXa€TbCA CyBOPO
aHaepobom, npoasnalyn XapakTepHy PyXnmBicTb 3aBAAKN
nepuniasmMaTMyHUM MKrytmkam. KniTmHHa CTiHKa Ta uMTonnasmaTuyHa
MeM6paHa 3aKpMBaIOTb LMTOMIAa3MaTUYHNIA BMICT.

Cudinic - ue cknagHe, rocTpe, XpoHiyHe iHeKUiiHe 3axXBOPIOBAHHA 3
Pi3HUMM  KNIHIYHUMK  NPOABaMW, 3aNEKHO Bi CTafii 3apaXkeHHA Ta
iHaMBigyanbHOI peakuii. Mepioa iHKy6auii KonmBaeTbca Big 10 gHiB go 3
MmicsLiB, | aHTWTINA 3a3BMYAN BUABAAIOTLCA Yepes 2-4 TVXKHI Bi NepPBUHHOIO
ypaxKeHHs.

Y MuHynomy 6yno po3pobneHo 6arato aHanisis AnAa  iMyHONOriuHOro
BUABNEHHA iHbekuii T. Pallidum (VDRL, TPHA, RPR), aki poci
BUKOPWCTOBYIOTbCA B [liarHOCTUYHIN nabopaTopii.

Hapasi, metogn IOA 3aCTOCOBYIOTbCA ANIA CKPUHIHTY aHTUTIN Ha cndinic y
6aHKax KpoBi Ta IHOEKUINHUX BiafineHHAX, WO [O03BONAE KAiHIiLMCTam
BMKOPUCTOBYBATM aBTOMATUYHI MPUAAaW aHanisy Ta 3anncu ONTUYHOrO
3UNTyBaHHA.

C. MIPUHLUAN TECTY

MikponnaHweTn MNOKPUTI  OuUMLLEHNMN
Treponema Pallidum (p15, p17 Ta p47).
Teepoy a3y crnouyaTky o0O6poOOGNATL 3pa3koM | aHTUTINA aHTU-Tp
3aX0NNI0I0TbCA, AKLLO BOHU €, aHTUT€HaMM, HAHECEHNMM B MIKPOMaHLIETI.
Micna BMMMBaHHA BCiX iHWMX KOMMNOHEHTIB 3paskKa, y ApYril iHKy6aLii 38'a3aHi
aHTU-Tp 3aranbHi aHTWTINa BUABAAIOTBCA AOAABAHHAM  CUHTETUUYHMWX
aHTUreHis Tp, MiyeHnx nepokcmpasolo (HRP).

DepMeHT, 3aX0NNIeHNIN Ha TBepAin dasi, Ailoun Ha CyMil CybcTpaT/XpOMOreH,
reHepye OMNTUYHUI CUTHaM, MNPONOPUIMHWMIA KiNbKOCTI aHTUTIN aHTu-Tp,

CUHTETUYHNMW  aHTUT€HaMn

WiNBbHICTb BUMIPIOIOTb 33 ZONOMOTOI0 3unTyBaya IQA.
Bepcia ULTRA 0co6a1BO NigxoanTb Ans aBTOMAaTU3OBAHWX CKPUHIHTIB.

D. KOMMNOHEHTU
CraHpapTHa KOHOIrypauia mMicTUTb peareHTU ana nposefeHHA 192 TecTis i
CKINAJaETbCA 3 HACTYMHNX KOMMOHEHTIB:

1. MikponnaHwet MICROPLATE

2 mikponnaHweTtn. 12 cMyXOK no 8 MiKponyHoK. MikponnaHweTn
NOKPWTI OUNILEHVMWN CUHTETUYHUMKW aHTUreHamun Treponema Pallidum
(p15, p17 Ta p47).

MnacTvHM 3aneyaTtaHi B nakeT 3 ocylwysayeMm. [lanTe miKponnaHweTy
[OCATTM KIMHaTHOI TemnepaTypu nepep BiIKPUBAHHAM; MOBTOPHO
3anevaTtaiiTe HEBUKOPWUCTaHI CMYXKKM B MilLKy 3 OCyllyBayem i
36epiraiiTe npu TemMnepatypi 4 °C.

Mepexnaday TemsaHa 3eneHcoka

2. HeratuBHwuin KOHTponb CONTROL -
1x4.0 mn/$nakoH. [OTOBUI JO BUKOPUCTAHHA KOHTPOSb. BiH MicTUTb 5%
BSA, 10 MM docdaTHuin 6ydep pH 7.4 +/- 0.1, 0.09% azugy HaTpilo Ta
0.045% ProClin 300 sik KOHCepBaHTIB. KOAYETbCA XKOBTUM KONIbOPOM.

3. Mo3uTuBHMI KOHTponb CONTROL +
1x4.0 mn/$nakoH. FOTOBUIA O BUKOPUCTAHHA KOHTPOSb. BiH micTuTb
iHaKTMBOBaAHY CMPOBATKY NIOANHW, NO3UTUBHY A0 Tp, 5% BSA, 10 MM
docpatHum 6ydep pH 7.4 +/- 0.1, 0.09% a3nay HaTpito Ta 0.045% ProClin
300 aKk KoHCepBaHTU. KoAyeTbCA 3e/1IeHUM KONTbOPOM.

4, Kani6patop CAL...mn

2 ¢nakoHu. JliodinisoBannin Kanibpatop. MicTUTb iHaKTMBOBaHI
aHTuTina Tp, BigKanibpoBaHi Ha OCHOBI 1-r0 MiXkHapOAHOTO CTaHAAPTY
BOO3 gna cudinitnunoi nnasmm kposi IgG 1a IgM NIBSC, koa: 05/132,
4% 614auoro CMpoBaTKOBOro anbbymiHy, 2% MaHitony, 50 MM Tpuc-
6ydepa pH 7.8, 0.2 Mr/mn reHTamiumHy cynbdaTty Ta 0.045% ProClin 300.
Mpumimka: 06’em, Heo6XidHUli ONnA po34YuHeHHA emicmy ¢haaKoHa,
moxe giopisHamucA 8i0 napmii 0o napmii. byde nacka,
suKopucmosyiime npasunabHuli 06’em, 3asHa4yeHuli Ha emukemyi.

5. KoHueHTpat npomusHoro 6ydpepa WASHBUF 20X
2x60 mn/nnAawka. 20X KOHUEHTPOBaHWA PO3UMH, WO MicTuTb 0.045%
ProClin 300 sk KoHcepBaHT. [icna po3BeAeHHA NPOMWBHUI PO3UNH
MicTuTb 10 MM docdaTtrun bydep, pH 7.0 +/- 0.2 Ta 0.05% Tween 20.

6. @®epmeHTHMI KoH'torat CONJ
1x25.0 mn/dnakoH. fOTOBUIN 4O BUKOPWUCTaHHA PO3YMH. BiH MicTUTbL
CUHTETUYHI aHTUreHn Tp, MiveHi HRP, 6ydep Tris, fonosHeHnin 0.045%
ProClin 300, Tween 20 Ta BSA. Kogy€eTbcA YepBOHMUM KOIbOPOM.

7. XpomoreH/Cy6crpar SUBS TMB
1x25 mn/nnawka. FoTOBUIM A0 BUKOPUCTAHHA KOMMOHEHT. BiH MicTUTb
50 ™MM uuTpaTHO-dochaTHoro  Gydepa, pH 3.5-3.8, 4%
anmetuncynbpokeungy, 0.03% TeTpa-meTun-6eHsnamHy a6o TMB Ta
0.02% nepekuncy BogHto abo H,0..
Mpumimka: 36epizamu 3axuujeHum 8id ceimna yepes yymnueicmeo
00 Cu/IbHO20 OC8iMIeHHA.

8. CipuaHa kucnorta H:S0, 0.3 M
1x25 mn/nnawka. Mictuts 0.3 M po3unHy HzSOa.
Mpumitka: Yeara: [MMopgpasHioloua pevoBuHa (H315; H319; P280;
P302+P352; P332+P313; P305+P351+P338; P3374+P313; P362+P363).

9. YuwinoHwoBanbHa ¢ponbra gng nnaHwera x 4 wr.
10. Bknagww iHCTPYKUil
Baxxnusa npumirka:

Tinbkn 3a KOHKpeTHUM 3anuTom Dia.Pro moxe noctaBntn peareHTn ana 96,
480, 960 TecTiB, AK NOBIAOM/IAETLCA HKUE:

KinbkicTb Tectis 96 480 960
Kop SIABULTRA.CE.96 SIABULTRA.CE.480 SIABULTRA.CE.960
1. MikponnaHwetu x1 x5 x 10
2. HeraTuHWii KOHTPOSb 1%2.0 mn/n. 1x10 mn/dn. 1x20 mn/¢n.
3. T103UTUBHWIN KOHTPOb 1x2.0 mn/dn. 1x10 mn/dn. 1x20 mn/¢n.
4. Kani6patop x 1 ¢én. x5 én. x 10 dn.
5. KoHueHTpaT

MpomusHoro bypepa 1x60 mn/¢n. 5x60 mn/dn. 4x150 mn/dn.
6. DepmeHTHUI KoH'toraT 1x16 mn/¢n. 2x40 mn/dn. 4x40 mn/dn.
7. XpomoreH/Cy6cTpat 1x16 mn/dn. 2x40 mn/dn. 4x40 mn/dn.
8. CipyaHa kucnota 1x15 mn/¢n. 2x40 mn/dn. 2x80 mn/dn.
9. YwinbHoBanbHa ¢ponbra

ONs NnaHwera X2 x 10 x 20
10. Bknaguw iHCTpyKuii x1 x1 x1

E. MATEPIANIN, HEOBXIAHI, ANE HE NOCTAYAIOTbCA 3 HABOPOM

1. KanibposaHi mikponinetkn (100 Mkf) Ta OAHOPA30BI MNACTUKOBI
HaKOHEYHUKN.

2. Bopa knacy EIA (6iguctunbosaHa abo AeioHisoBaHa, AepeBHe Byrinna,
obpobrneHe  4fiA  BUAANEHHA  OKUCIIOBANbHWUX  XiMikaTis, WO
BUKOPUCTOBYIOTbCA AK Ae3iHPiKyloui 3acobu).

3. Taunmep 3 gianasoHom 45 xBununH abo euule.

A6copbytoui nanepoBi cepBeTKu.

KanibpoBaHui MikponnaHIETHWIA TepMOoCTaTUUHUMIA iHKyb6aTop DA

(cyxuin abo MoKpwiA), 3paTHMIA 3a6e3neunT Temnepatypy +37 °C.

6. KanibpoBaHuii mikponnaHweTHuii 3unTtyBay QA 3 dinbTpamm 450 HmM
(3unTyBaHHA) Ta 3 620-630 HM (BNaHKyBaHHS).

7. KanibposaHuii MikponnaHweTHuid Bowep IOA.

8. BopTtekc abo nofibHi 3milLyBanbHi iIHCTPYMEHTU.

voe



F. MONEPEAXKEHHA TA 3ACTEPEXXEHHA

1. Habopom nOBMHEH KopuCTyBaTUCA JNuvwe KeanidikoBaHuii Ta
HaNeXHNM YMHOM MiArOTOBAEHNIN TEXHIYHWIA NepcoHan nif HarnAgom
nikaps, BignoBiganbHOro 3a naboparopito.

2.  Konu Habip BUKOPUCTOBYETHCA [ANA CKPUHIHTY OAMHMUbL KPOBi Ta
KOMMOHEHTIB KPOBI, BiH NOBMHEH BUKOPUCTOBYBATMCA B NlabopaTopii,
cepTndikoBaHili Ta KBanidikoBaHil HaLiOHaNbHUM OPraHOM Y L ranys3i
(MiHiCTEepCTBO OXOPOHWM 3A0POB'A abo aHaNoOriyHWn opraH) ans
NPOBEAEHHA TAKOTrO TUMY aHanisy.

3. BecCb nepcoHan, KM 6epe yyacTb Yy MPOBEAEHHI aHani3y, NOBWHEH
HOCWTW 3axMCHUIA NnabopaTopHWUI OAAT, PyKaBUUKW 6e3 TanbKy Ta
okynapu. CNlig yHUKaTh BUKOPUCTaHHA Byb-AKNX rocTpmx (ronku) abo
pixkyunx (nes) npuctpois. Becb 3anyyeHuii nepcoHan noBUHeEH 6yTn
HaBUYeHWi mpoueaypam 6iobesneku, AK pekomeHAoBaHO LleHTpom
KOHTPOMIO 3axsopioBaHb, ATnaHTa, CLUA, a TakoX NoBigoMNAETbCA B
ny6nikauii HauioHanbHOro iHCTUTYTY OXOpOHUW 3a0poB’s: «biobesneka B
MikpobionoriuHnx Ta 6iomeanuHnx nabopatopinax», sua. 1984 pik.

4.  Becb nepcoHan, AKWIN 3aiMaETbCA 06POOKOIO 3pasKis, MOBUHEH OyTn
BaKuMHOBaHWA npotu BIB Ta BIA, ana Akux BaKUMHW [OCTYMHI,
6e3neyHi Ta ePpeKTUBHI.

5. JlabopaTopHe cepenoBulle CNig KOHTPOMIOBAaTU TaKMM YMHOM, W06
YHUKHYTW 3abpyaHeHb, TakMx AK nua abo MIKpoOopraHiamu, wWo
YyTBOPIOIOTbCA B MNOBITPi, Mpu BigkpwTTi ¢dnakoHiB 3 HabopiB Ta
MiKpOMnaHweTis Ta npv npoBefeHHi Tecty. He nipgaeavite
XpomoreH/Cy6cTpaT gii cunbHOro cBiTna Ta yHWKanTe Bibpauii
NOBEPXHi CTEHAY, i€ NPOBOANTLCA BUNPOOYBaHHA.

6. OTtpumaslumM Habip, 36epiraiite Moro npu Temnepatypi 2.8 °C y
XONOAWSIbHUKY 3 KOHTPOJIEM TemrepaTypu abo B XONOAHIN KiMHaTI.

7. He oOMiHIOTE KOMMOHEHTUM MK Pi3sHUMM napTiamm  Habopis.
PekomeHAyeTbCA, Wob KOMMOHEHTN MiXK ABOMa Habopamu ofHiET napTii
He MiHAMKW MicuAMM.

8.  [llepeKoHanmTecs, WO peareHT NPOo30pPi Ta He MICTATb BUANMUX BaXKKNX
YacTMHOK abo CKynueHb. fKWO Hi, MOpPEKOMeHAYNTe KepiBHUKY
nabopatopii po3noyat HeobXxigHI npoueaypw i3 3amiHn Habopy.

9.  YHukante nepexpecHoro 3a6pyaHeHHsA MiXK 3paskamm
CMPOBATKN/NNasMu, BMKOPUCTOBYIOUN OAHOPA30Bi HAKOHEYHWUKM Ta
3MIHIOIUM TX NICNA KOXHOrO 3pa3ka. He BUKOPMCTOBYINTE OJHOPA30BI
HaKOHEYHUKMN NOBTOPHO.

10. YHukante nepexpecHoro 3abpygHeHHs MK peareHTamu,
BUKOPUCTOBYIOUN OfHOPA30Bi HAKOHEYHMKM Ta 3MIHIOUN iX MK
BMKOPUCTaHHAM KOXHOro 3 Hux. He BMKOpWCTOBYWTE OAHOpPa30Bi
HaKOHEYHWKM NOBTOPHO.

11. He BukopucToByiiTe Habip MiciAa 3aKiHUEHHA TePMiHY NpWUAATHOCTI,
3a3HAaYEHONO Ha 30BHIHbOMY KOHTEWHepi Ta BHYTPILWHIX eTUKeTKax
(dnakoHax).

12. PosrnapanTe BCi 3pa3km AK NOTEHUiNHO iHeKLiiHI. 3 yciMa 3pa3kamu
CUPOBATKM NIIOAMHM CAifl NOBOAMTMCH Ha PiBHI 2 GioGe3neku, AK LUe
pekomeHaye LieHTp KOHTponio 3a 3axsopioBaHHAMU, ATnaHTa, CLUA,
BiNOBIAHO 0 Ny6nikaLii IHCTUTYTY OXOpoHM 300poB'A: «biobedneka B
MikpobionoriyHux Ta 6iomeanuHux nabopartopisax», Bua. 1984 pik.

13.  BukopuctoByBaTV OAHOPA30BUI MIACTUKOBUIA NOCY L, PEKOMEHAYETHCA
ONA MPUrOTYBaHHA PifKUX KOMMOHEHTIB abo ana nepeHeceHHs
KOMMOHEHTIB Ha aBTOMATU30BaHi Poboui Micus, WO6 YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

14. Bigxoau, WO YTBOPUAUCH Mif YaC BUKOPWUCTAaHHA Habopy, cnig
yTUnisysaTn BigNOBIAHO O HaUiOHaNIbHUX OUPEKTUB Ta 3aKOHIB, WO
CTOCYI0TbCA NaboPaTOPHMX BiAXOAIB XIMIUHMX Ta GIONOTIYHNX PEUOBUH.
30Kpema, pigki Biaxoan, WO YTBOPIOIOTLCA BHACAIAOK npoueaypu
NPOMUBaHHA, 3aNMLLKIB KOHTPONIB Ta 3pa3kiB, NOBUHHI 6yT 06pobneHi
AK NOTeHUiHO iHeKUiHMiA MaTepian Ta iHaKTMBOBaHI nepep
yTunizaui€io. 3anponoHosaHi NpoLeaypu iHakTuBaLii - e o6pobka 10%
KIHLEBOIO KOHUEHTpaLjielo nobyTosoro eigbinosaya npotarom 16-18
roavH abo iHakTMBaLia Tensiom asToknasom npu 121 °C npotarom 20
XB.

15. BuinagkoBi po3nMBM 3pa3kiB Ta Mig 4ac pobOTM MNOBMHHI 6yTw
aacopboBaHi  NanepoBMMM  PYLIHMKaMKM, 3MOYEHUMM MOOGYTOBUM
Big6inioBauem, a notim Bopolo. MoOTiIM PYWHKKK CRig yTUisyBatn y
HaneXHi KOHTeMHepW, Mpu3HauyeHi Ana nabopaToOpHUX/NiKapHAHUX
Bigxogis.

16. CipyaHa KMCNOTa € MOAPA3HUKOM. Y pasi po3nnBy NPOMUTY NMOBEPXHIO
BEINKOIO KiNbKiCTIO BoAW. [HWI BiAXOAW, WO YTBOPIOIOTLCA BHACNIAOK
BUKOPUCTaHHA Habopy (npuknag: HaKOHEYHUKN, o
BMKOPUCTOBYIOTbCA 1A 3pa3kiB  Ta KOHTPOMiB, BUKOPUCTaHI
MIKpONiaHwweTn), cnig obpobnatTM AK NOTEHUIAHO iH(eKLiAHi Ta
yTUNi3ysaTn BiANOBIAHO A0 HAUiIOHANbHUX AUPEKTVB Ta 3aKOHIB, WO
CTOCYI0TbCA TaboPaTOPHUX BIAXOAIB.

Mepexnaday TemsaHa 3eneHcoka

G. 3PA3KU: NIArOTOBKA | PEKOMEHOALIT

1.  Kpos 3abupa€etbca acenTUUHO WIAXOM BEHENyHKUii, a mnasma abo
cupoBaTKa roTyloTbCA i3 3aCTOCYBaHHAM CTaHOAAPTHUX MeTOAMK
nifroToBKM 3pa3Kis Ans KiiHiYHOro nabopaTopHoro aHanisy. Bnnvey Ha
npuroTysaHHa 3pas3ka 3 uuTtpatom, EATA Ta remapuHom He
cnocrepiranoch.

2. YHuKanTe 6yab-AKOro AOAABaHHA KOHCEPBAHTIB JO 3pa3kis; 0cobnmBo
asnay HaTpilo, OCKINbKA LA XiMiYHa pevyoBUHA BMAMBAaTMME Ha
depmMeHTaTVBHY aKTVMBHICTb KOH'IOTaTy, Aaloun MOMUIIKOBO HEraTuBHi
pesynbTaTu.

3. 3pasky NOBUHHI 6YTU YiTKO ineHTUdIKOBaHI KogaMu abo Ha3Bamu, Wo6
YHUKHYTU HEMpaBUNbHOTO TIyMayeHHA pe3ynbTaTie. Konm Habip
BUKOPUCTOBYETbCA  [IA  CKPUHIHTY  OAWHWULb  KPOBI, HACTIMHO
PEKOMEHAYETbCA MapKyBaHHA 3i LITPUX-KOAOM Ta eJIeKTPOHHEe
3UMTYBaHHSA.

4.  Temoni3zosaHi (4UepBOHI) Ta NOMITHO rinepninemiyHi (<MONOYUHI») 3pasKn
g BiAKWHYTW, OCKINbKA BOHU MOXYTb MpU3BECTU [0 XUOHUX
pesynbTaTis. 3pasku, WO MICTATE 3anuwkn GibprHy abo BaxKUx
YaCTUHOK, ab0 MIKPOBHiI HUTKW Ta Tina, CNig BUKMAATK, OCKINbKN BOHN
MOXYTb MPU3BECTN A0 XMOHUX pe3ynbTaTiB.

5. CupoBaTky Ta nna3my MoxHa 36epirat npu + 2 ° ... + 8 °C y npob6ipkax
N NepBMHHOrO 360py MpOTAroM N'ATM AHIB nicna 36opy. He
3aMOPOXYINTE NMepBUHHI NPOBIpKM ana 36opy. [ns 6inblw TprBanoro
nepiogy 36epiraHHs 3pa3ky CMPOBATKM Ta Ma3Mu, 06epeKHO BUAHATI
3 NEPBUHHOT NPOBIPKM, MOXHa 36epiratn 3amopoxxeHumu npu -20 °C
fekinbka  micauis. byab-Aki  3amopoxeHi  3paskm  He  cnif
3aMOPOXKYBaTW/PO3MOPOXKYBaTU OiNblle OAHOTO pa3y, OCKIbKM Le
MOX€ YyTBOPUTMN YaCTUHKM, AKI MOXYTb BITIMHYTW Ha pe3ysbTaT TecTy.

6.  AKLO NPUCYTHI YaCTUHKK, LeHTPUYTyiATe npn 2000 06/x8 npoTarom 20
x8 abo inbTpyiiTe 3a gonomoroto ¢inbTpis 0.2-0.8u, WO6 OUUCTUTK
3Pa3oK ANA TECTYBaHHA.

H. MIArOTOBKA KOMMOHEHTIB | NONEPEAMXEHHA

MikponnaHwertn:

MNepepn BIAKPUTTAM KOHTEMHepa AanTe MiKponnaHweTy AOCArTN KiMHaTHOI
TemnepaTypw (6nm3bKo 1 rofuHm). NepekoHanTecs, Wo ocyllyBay He Habys
3e/1eHOoro 3abapBrIeHHS, WO BKa3ye Ha AedeKT BUPOGHULTBA.

Y ubomy BUMaAKY 3aTenedoHyinTe A0 Cy>K6m NigTpUMKKM KnienTis Dia.Pro.
HeBrKopUCTaHi CMyXKU NOTPIOHO MOKNACTV Ha3af B anloOMIiHIEBUA NaKeT,
Pa3oMm 3 ocylLyBaueMm, WiNbHO 3aKpUTK i 36epirati npu + 2 ° .8 °C.

Mpu neplomy BiAKPUTTI CMYXKK, WO 3aNUWIMANCE, € CTabiNbHUMK, NOKK
NOKa3HWK BOSIOTOCTi BCepPeuHi MillKa 3 OCyllyBayeM He NnepeTBopuTbCa 3
XOBTOTO Ha 3eNeHUN.

HeraTtuBHuii Ta Mo3UTUBHMIT KOHTPOTI:
loToBi AO BMKOpWCTaHHA. MNepen BUKOpUCTaHHAM Aobpe nepemilwaiiTe Ha
BOPTEKCI.

Kani6partop:

[opanTe po niodinisoBaHoro nopoluky o6'em Boaw knacy EIA, 3a3HaueHnin Ha
eTUKETL; AaTe NOBHICTIO PO3YMHUTICA, @ NOTIM 06EPEXHO NepemillanTe Ha
BOPTEKCI.

Mpumimka: Po3syuH He € cmabineHum. 3b6epiealime kanibpamop y
3amopoxeHomy su2nsadi 8 anikeomax npu -20 °C.

KoHuenTtpat MpomusHoro 6ydepa:

Becb BMICT KOHLEHTPOBAHOrO PO3UMHY Mepef, BUKOPUCTAHHAM Chif,
po36aBuT 20X 6igMCTUNBLOBAHOK BOAOI0 | OOEpeXxHO nepemiwaTn
obepTaHHAM 3 fAeHUA Ha KpuwKy. [ig 4Yac nNpurotyBaHHA YHUKaliTe
NiHOYTBOPEHHS, OCKINIbKN HasBHICTb 6yNbOalloOK MOXEe CPUYMHWTI NoraHy
edeKTVBHICTb MPOMUBAHHS.

Mpumimka: ics pozeedeHHa npoMugHUl po34uH cmabisHut npomsazom 1
muxHsa npu + 2.8 °C.

DepmeHTHMIT KOH'loraT:

loToBWIN A0 BUKOPUCTaHHS. lNepen BUKOPUCTAHHAM JoOpe NepemilanTe Ha
BOPTEKCI.

YHuKanTe 3abpygHeHHs PigvHN OKUCIOBaNbHUMK XiMikaTaMu, nuiom abo
Mikpobamn.  AKWoO uen KOMIMOHEHT  AOBOANTBCA nepeHocnTH,
BMKOPUCTOBYWTE JfMILe MNNacTUKOBY Ta, AKIWO MOXINBO, CTEPUSIbHY
OAAHOPa30BY Tapy.

Xpomoren/Cy6cTpart:

loToBUIN O BUKOpUCTaHHA. Mepef BUKOPUCTaHHAM Aobpe nepemilante Ha
BOPTEKCI.

ByabTe obepexHi, Wob He 3a6pyAHNTY PiAVIHY OKUCTIOBANbHUMU XiMiKaTamu,
NOBITPAHMM NWNoM abo Mikpobamu. He nmigaaBaiTe CUNbHOMY OCBIT/IEHHIO,
OKMCJTIOBaYaM Ta KOHTAKTY 3 MeTafleBUMU NOBEPXHAMN.



AKILO Ueli KOMMOHEHT AOBOAUTLCA NEPEeHOCUTH, BUKOPUCTOBYMTE fnLLe
NacTUKOBY, AOCTYMHY CTEPUIbHY OAHOPA30BY Tapy.

CipuaHa Kucnora:

FoToBUIN A0 BUKOPUCTaHHSA. Mepen BUKOPUCTaHHAM Aobpe nepemilante Ha
BOPTEKCi.

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

Jlezeroa:

MonepedxysaneHi H-hpazu:

H315 - BUK/IUKae NoOPAasHeHHs WKipu.

H319 - Buknukae ceplio3He noopasHeHHs oyedl.

MonepedxysaneHi P-hpasu:

P280 - O0seamu 3axucHi pyKasu4ku/3axucHuli odsz/3axucm ouel/3axucm
06/1u4ys.

P302+P352 - [1PV TOMNALAHHI HA LLKIPY: 3mumu 8enukoro Kinekicmio muna
ma goou.

P332+P313 - Akw0 8UHUKAE NOOPA3HEHHA WKIpU: 38ePHIMbCA 30 MeOUYHOI0
KOHCy/1lbmaui€io/00nomo20io.

P305+P351+P338 - [1PU [TOMNALAHHI B O4l: O6epexHo npomugamu 800010
npoms2om OekKiflbKox X8U/IUH. 3HIMIMb KOHMAKMHI JIiH3U, SKWO 80HU € i ye
fieeko 3pobumu. [Tpo0osxxyiime NPOMUBAHHS.

P337+P313 - AKw0 noOpasHeHHs oyell He 3HUKAE: 38epHIMbCA 3 MeOUYHOI0
KOHCy/1lbmaui€io/00nomo20io.

P362+P363 - 3HiMimb 3a6pyOHeHul 00se i sunepime (020 neped NOBMOPHUM
BUKOPUCMAHHAM.

I. MPUNAON TA IHCTPYMEHTHW, WO BUKOPUCTOBYIOTbCA B

KOMBIHAL}II 3 HABOPOM

1. Mikponinetku noBuHHi 6yT BigkanibposaHi, W06 3abesneuntn
npaBUIbHUIA O6'eM, HEOOXiAHMI ANA aHanisy, a TakoX MPOBOAUTU
perynapHe 3He3apaxeHHa (nobytoeuit cnupT, 10% po3uuH
Bigbinosava, AesiHiKyoui 3acO06U MEAMYHOrO MNPU3HAYEHHA) TUX
UaCTWH, AKI MOXYTb BUNAAKOBO MOTPANUTK Ha 3Pa3ok. Ix TakoX cnig
perynapHo o6cnyrosysaTty, Wob nokasatu TOUHICTb 1% Ta npaBanBICTb
+/-2%.

2, IHky6aTop IDA cnig BCcTaHOBMTM Ha +37 °C (gonyck +/- 0.5 °C) i
perynsipHo nepeBipATH, WO6 NigTPUMYBaT NPAaBUbHY TEMMepaTypy.
[Ona iHKy6auii nigxoaaTb AK cyxi iHKybaTopW, Tak i BOAAHI BaHHK, 3a
YMOBW, WO Npvnag nigTeepmKeHnin ana iHkybauii Tectis IQA.

3. Bowep IDA € Haa3BUUYANHO BAXNUBMM [NA 3araibHUX MOKA3HUKIB
aHanisy. Bowep noTpibHo 3a3aanerifib peTenbHO OLiHUTY, NEPEBIPUTH,
UM BHOCWTBCA MOTPIOHWIA O6'eM BUAAuYi, Ta PerynapHo nopjasatu Ha
TEXHIYHe 06CNYroByBaHHA BIAMOBIAHO A0 IHCTPYKLIN BUPO6GHIMKa Wo0
BUKOPUCTaHHA. 30KpeMma, NicNA 3aKiHYeHHA WOAEHHOIO HaBaHTaXeHHs
BOWeEp CNil peTenbHO ouMwaTh Bif CONMen [eiOHI30BaHO BOAOIO.
MNepes BMKOPUCTAHHAM BOWep CNig  iHTEHCMBHO NpanviMyBaTw
po3segeHum NpommBHMM Po3umHoMm.

Mpunag cnig WOTWMXKHA MOJaBaTM HA Ae3aKTuBauilo 3rifHO 3 Moro
KepiBHMUTBOM (NponoHyeTbca ae3aktneauia 0.1 M NaOH).

5 umknis npomusaHHA (acnipauia + pAo3yBaHHA 350 MKA/NYHKY
NPOMMBHOIO PO3UMHY + 20 CEKYHA 3aMOUyBaHHA = 1 LMKN) AOCTAaTHBO
nA 3abe3neyeHHs aHanisy i3 3aABIEHUMU XapaKTepUCTUKaMU. SKLLO
3aMOUYBaHHA HEMOXJINBO, AOJANTE LLe OANH LMK NPOMMUBAHHA.
HenpaeunbHnin Uukn npomuBaHHA abo ronku, 3abuti cinmo, €
OCHOBHOIO NMPUYNHOIO MOMUTKOBO NO3UTUBHUX PeakLin.

4. YaciHkybauii mae ponyck +/- 5%.

5.  3unTyBau mikponnaHweTis IQA noBuHeH 6yTn obnagHaHuin GinbTpom
3umTyBaHHA 450 HM Ta apyrum ¢inbTpom 620-630 HM, O6OB'AZKOBUM
na 6naHkyBaHHA, oro cTaHaapTHi xapakTepucTnKL NoBUHHI 6yTn (a)
nponyckHa 3aaTtHicTb < 10 Hm; (b) aianasoH nornunHaHHA Big 0 10 = 2.0;
(¢) niHinHicTe go = 2.0; (d) nosToptoBaHicTb = 1%. bnaHkyBaHHA
npoBOAMTLCA Ha NyHUI, BU3HAueHin y po3fini «[pouenypa aHanisy».
OnTNYHY crucTemy 3unMTyBaya NOTPIGHO perynsapHo KanibpysaTu, Wob
3a6e3neunT NpasBuSibHE BUMIPIOBAHHA OMTUYHOT LWiNBHOCTI. Ti cnip
perynspHo nigTpUMyBaTH BiNoBiAHO A0 IHCTPYKLi BUPOGHUKa.

6. [lpu BUKOpUCTaHHI aBTOMaTU30BaHO! po6ouoi cTaHuii IOA BCi KpUTUUHI
KPOKM (BHECEHHs, iHKyballid, MPOMMBAHHA, 34UTyBaHHA, O6POO6Ka
JaHWX) MOBWMHHI OYyTM peTeNibHO BCTAHOBJIEHI, BiAKaniGpoBaHi,
KOHTPOJNIbOBaHi Ta perynapHo obcnyroByBatucs, Wob Bignosigatn
3HaYeHHAM, HaBefeHuUM Yy po3ginax «Banigauia TecTy» Ta «TexHiuHi
XapaKTepuUCTUKy», MPOTOKON aHanisy nosuMHeH GYTW BCTAHOBEHWIA B
onepauifHin  cuctemi  NPUCTPOIO  Ta MNepeBipeHUA Ha  NOBHY
BIAMOBIAHICTb 3anBNEHUM XapaKTepucTukam Habopy. Kpim Toro,
yacTvHa CTaHUii anAa 06po6KM piauHN (AO3yBaHHA Ta NPOMWBAHHSA)
nosuHHa 6yTn nepesipeHa Ta NPaBUNIbHO BCTAHOBMEHA, NpUAiNalun
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ocobnuBy yBary, W06 YHUKHYTU MEPEeHeCceHHA rofkamu, LWo
BUKOPWCTOBYIOTbCA ANA  BMAaui 3paskiB Ta npomuBaHHA. Edekrt
NepeHeceHHs MNOBUHEH OyTW BUBYEHMIA | KOHTPONbOBaHWM, WOO
MiHIMI3yBaTV MOXNMBICTb 3a6pyAHEHHA CYCIAHIX TYHOK Yepe3 CUbHO
pearyioyi 3pa3ku, WO NPU3BOANTb A0 XUOGHOMO3UTUBHUX PE3YNbTaTis.
[nAa  CKpWMHIHTY ~ KpOBi  PEKOMEHAYETbCA  BUKOPUCTOBYBATU
aBTOMaTU30BaHi poboui cTaHuii IQA, KoM KinbKicTb AOCNimKyBaHUX
3paskis nepesuilye 20-30 oguHULb 3a NPOGiIr.

7. Tpw BUKOPWCTaHHI aBTOMATUYHMX MPUCTPOIB, AKLLO TPMMay Npobipkn
npunagy He nigxoauTb A0 NPo6IpoK, WO BxOAATb A0 Habopy,
nepenuiiTe poO3y4nH y BiANoOBiAHI KOHTEHePU Ta MO3HayTe iX TUM CaMnm
APAMKOM, BiJKNEEHNM Bif opuriHanbHOro ¢nakoHa. Lla onepaduisa
BaXKNMBa, WOO6 YHWKHYTU HEBIANOBIAHOCTI BMICTY ¢nakoHiB npm ix
nepepaui. [licna  3akiHYeHHA TeCcTy MOBEPHITb KOHTeMHepwn i3
BTOPMHHUM MapKyBaHHAM A0 Temnepatypu 2.8 °C, wWinbHO
3aKynopuBLLN.

8. Cnyxb6a nigTpumkn Knientis  Dia.Pro  nponoHye  niaTpUMKy
KOpWCTyBayeBi B HanawTyBaHHi Ta nepesipui npwunagis, wWo
BMKOPUWCTOBYIOTbCA B MOEAHAHHI 3 HABOPOM, 3 METOI0 3abe3neyeHHs
BiANOBIAHOCTI ONMCAaHUM BUMOram. TakOXK HAJA€TbCA NiATPUMKA AnA
BCTAHOBJIEHHS1 HOBUX IHCTPYMEHTIB, AKi 6yayTb BUKOPUCTOBYBATMCA 3
Habopom.

L. KOHTPOJIb TA MAHINYAALIT 4O NPOBEAEHHA AHANI3Y

1. TlepesipTe TepMiH NpUAATHOCTI HabopPy, HAAPYKOBAHWIA Ha 30BHILLHINA
eTuKeTLi KOpobkM 3 Habopom. He BMKOPUCTOBYBaTM, AKILO TEPMIH
NpPUAATHOCTI MUHYB.

2. NepeKkoHanTeCh, WO PigKi KOMMNOHEHTW He 3a6PyaHEHi YacTHKaMKn abo
CKYNUYeHHAMY, BUAUMMMYW Heo36pOEHNM OKOM. lMepekoHaiTecs, Wo
XpomoreH/CybcTpaT 6e36apBHMI abo 611igo-6NakuTHWIA, acnipyoum
HEBENIMKNA MOr0  06'€M  CTEPUNBHOK NPO30POI  MNACTUKOBOIO
nineTkow. lNepekoHanTeca, WO NPU TPAHCMOPTYBaHHI He cTanoca
NOJIOMOK | He MPONUTO PiANHN BcepeanHi KOpoBKu. MNepekoHanTecs,
LU0 a/OMIHIEBMIA MILLOK, WO MICTUTb MIKPOMIAHLLET, He MPOOUTUIA | He
MOWKOKEHUNA.

3. Possefitb Becb BMICT 20X KOHUeHTpaTy [MpomMmsBHOro Po3umnHy, Ak
ONNCaHo BuLLie.

4. Po3eegitb KanibpaTtop, AK onncaHo suie.

5. [Jante BCiM iHWNM KOMMOHEHTaM [OCArTWM KiMHaTHOI TemnepaTtypu
(6n13bKO 1 roguHm), a NOTIM NepeMillanTe, AK oNucaHo.

6. BctaHoBITb iHKybaTOp IDA Ha +37 °C i nigrotyiite sowep IDA,
nNpanmyoum Moro po3eefeHnM NPOMUBHUM PO3YMHOM, BIANOBIAHO A0
iHCTPYKUiA BMpPOOGHWMKA. BCTaHOBITH NpPaBWibHY KiNbKiCTb  LUKAIB
NPOMUBKM, AK NOBIAOMAAETHCA B KOHKPETHOMY PO3AiNi.

7.  YBiMKHITb 3unTyBay IQA npuHaiMHi 33 20 xBUAMH A0 onepauii
3UMTYBaHHA.

8.  flKWO BM BUKOPWCTOBYETE aBTOMATU30BaHy pobouy CTaHLilo, YBIMKHITL
i, nepeBipTe HanawTyBaHHA Ta OOOB'A3KOBO BUKOPUCTOBYITE
npasuIbHUNA MPOTOKOST aHani3y.

. lepekoHaiiTecs, Wo MIKPOMINETKN BCTAaHOBAEHI Ha HeOOXigHWUIA 06'eM.

10. TepesipTe, un BCe iHWe oO6NMagHaHHA AOCTYNMHe Ta roTOBE AO
BUKOPUCTaHHA.

11. Y pasi npobnem He NPOJOBXYIiTe Nofasblie TECTYBAHHA Ta NOBiJOMTE
KePIBHUKY.

M. NPOLEEAYPA AHANI3Y

AHani3 NOBMHEH NPOBOAUTUCA BIAMNOBIAHO A0 TOro, WO MNOBIAOMAAETLCA
HIXKYe, 3 06epexHICTIo, Wob NiATPMMYBaTV OLHAKOBMI Yac iHKybaLjii ans BCix
3pa3KiB Mif Yyac TecTyBaHHA.

Mpouenypy aHanisy moOXHa BUKOHaTM 3 OJHAKOBMMW MOKAa3HWKaMu,
JOTPUMYIOUMC ABOX MPOTOKONIB Yacy iHKybaLil.

BrbepiTb TOM, AKNIA BUMaraeTbca odiliiHUMM NpasuIamMu Balol KpaiHu abo
nabopatopii:

1. Tpwusana iHky6auia (1-a iHKybauia 60 xBunuH, 2-a Ta 3-a iHKybauii 30
XBUJIVIH).
2, KopoTka iHKy6auis (1, 2 iHKy6auii 45 xBUnmH Ta 3 iHKy6auis 15 XBUWH).

ABTOMaTM30BaHuUi1 aHaNi3:

AIKWO BMKOPUCTOBYETbCA aBTOMaTU4YHa poboua  CTaHuin,
nepeKkoHamnTecs, Wo nNpunag nepesipeHo 3rigHo 3 NyHKTOM 1.6.
MoTiM BCTAHOBITL Ty Camy Npoueaypy, WO i B py4HOMY aHanisi, BignosigHO A0
pPO6OTV aBTOMATMYHOT PO6OYOT CTaHLil.

CnoYvaTky



1. Tpueana inky6ayis - py4Huli aHanis:

1.  ToMicTiTb HeOOXiAHY KiNbKICTb MIKPONYHOK Y TPMMay MiKPONYHOK.

IHWi cMy>kKK 36epiraiiTe y MilLKyY 3 oCylyBayeM npm Temnepatypi 2 ... 8
°C, 3aKpUTMMM.
3anuwTe nyHKy AT NOPOXHBOIO ANA onepauii 6aHKyBaHHs.

2. Bdecitb 100 MKn HeraTmBHOro KOHTPOSIIO Yy TPbOX NpuMipHMKax, 100
mkn Kanibpatopa y ABOX npumipHmkax Ta 100 mkn o3nTmBHOrO
KOHTPO/IIO B OAHOMY NPUMIPHUKY B OKPeMi JIyHKW, nicna yoro no 100
MKJ1 KOXKHOTO 3pa3Ka.

He posb6aensiite KoHTponi Ta KanibpaTop, ocKinbku BOHU nonepesHbo
po3BefeHi, roTOBI 10 BUKOPUCTaHHA!

MepeBipTe HaABHICTb 3pa3KiB y IyHKax HEO36POEHUM OKOM (€ NOMITHa
Pi3HMLA KONBbOPIB Mi>K NOPOXKHIMW Ta MOBHUMY JlyHKaMu) abo WAXOM
3unTyBaHHA Npun 450/620 HM (3pa3km NoKasyloTb 3HauyeHHa OD suule
0.100).

Baxxnuea npumimka:

Cmy»xKu cnid 3aKneloeamu KneliKoio 2epmemuyHoio honbeoro nuwie modi,
Konu mecm npogodumecA epy4yHy. He Hakpusaiime cmyxKu,
8uKopucmosyr4u agmomamuyHi npunadu IOA.

3.  IHKyGynTe mikponnaHLeT npoTarom 60 xB npu Temneparypi 37 °C.
4, [lpomuiiTe MIKpONMaHWeET aBTOMATUUHUM BOLIEPOM, AK 3a3HAUYEHO Y

po3ginil.3.
5. Ninetynte 100 mn ®epmeHTHOrO KOH'lOraTy y KOMXHY NYHKY, Kpim
nepwoi NyHKM ans  6naHKyBaHHA, | 3aKpuATe repmMeTMKOM.

MNepekoHanTecs, WO Uel YepBOHWUIA KOMMOHEHT PO3NoAiNeHun y BCi
NYHKN, Kpim A1,

Baxxnusei npumimku:

Bydeme oGepesHi, W06 He MOpKAMUCA 8HYMPIWHbOI NOBEPXHI JIYHKU
HAKOHeYHUKOM ninemku, Konu 003yemsca KoH'tozam. Moxe cmamuca
3a6pyOHeHHs.

6.  IHKyGyiTe MikponnaHiueT npotarom 30 x8 npu + 37 °C.

7. [pomunTte mikponnaHweT aBTOMaTUYHM BOLLEPOM, AK Y KpoLi 4.

8. [inetynte 100 mkn cymiwi TMB/H2O, y KOXHY NyHKY, BKIIOUYalOum
6naHk-nyHKy. NepesipTe, UM NPaBUIBHO JOAAHO PeareHT.

9. IHKybyWTe MikponnaHweT npoTarom 30 XBWAWH NPU KiMHaTHIN
Temnepartypi (18-24 °C).

Baxnuea npumimka: He niddaeaiime cunbHomy npsmomy ceiminy,
OCKiNlbKU MOX(e cmeoploeamucs eucokuti hoH.

10. Minetynte 100 mkn CipyaHOi KNCAOTW Y BCi IYHKW, BUKOPUCTOBYIOUN Ty
camy NOCRIJOBHICTb NineTyBaHHsA, WO i Ha eTani 8, Wo6 3ynUHUTK
depMeHTaTUBHY peakLiio.

[logaBaHHA KUCIOTU MEPETBOPUTL KOJIP NO3UTUBHOIO KOHTPOJIO Ta
NO3UTUBHUX 3PA3KIB 3 6/TAKUTHOTO Ha XOBTUI/KOPUUYHEBUIA.

11. BumipsiiTe iHTEHCMBHICTb 3abapBrieHHA PO3UMHY B KOXHIl NyHL, AK
onucaHo B po3dini 1.5, 32 JONOMOrow NPUCTPOI0 ANA 3UNTYBaHHA
MikpornaHweTis npu 450 HM (3uMTyBaHHA) Ta npu 620-630 HMm
(BigHIMaHHA doHY, 060B'A3KOBE), BraHKyloumn Npunag B AyHLi Al.

2. Kopomka iHKy6auis - pyyHul ananis:

1. ToMmicTiTb HeOOXiAHY KiNbKICTb MIKPONYHOK Y TpMau MiKpOYHOK.

IHWi cMyKK 36epiraiiTe y MilLKy 3 oCyllyBaueM Npu Temnepatypi 2 ... 8
°C, 3aKpUTMMM.
3anuwTe nyHKy A1 NOPOXHbBOIO AnA onepauii 6raHKyBaHHsA.

2. Bnecitb 100 MKkn HeraTMBHOroO KOHTPO Y TPbOX NpUMipHuKax, 100
MKkn Kanibpatopa y pgBox npumipHukax 1a 100 mkn [M03MTMBHOrO
KOHTPOSIO B OQHOMY MPUMIPHUKY B OKPEeMi JyHKK, nicna yoro no 100
MKJ1 KOXHOTO 3pasKa.

He po3baensiite KoHTponi Ta Kanibpatop, OCKinbKn BOHM NonepeaHbo
po3BefeHi, FroTOBi A0 BUKOPUCTaHHsA!

MNepeBipTe HAnABHICTb 3Pa3kiB y IyHKaX HEO36POEHNM OKOM (€ MOMITHA
Pi3HMLA KONbOPIB Mi>K MOPOXKHIMW Ta MOBHUMM JIYHKaMU) abo LWAXOM
3unTyBaHHA Npu 450/620 HM (3pa3ku NokasyloTb 3HauyeHHA OD Buuie
0.100).

Bax<nuea npumimka:

CMYXKU C/1i0 3aK/1e108amu Knielikolo 2epMemuyHoI0 honb2oto iuuie modi,
Konu mecm nposodumebca epy4yHy. He Hakpusaiime cMyXKu,
8uKopucmoasyio4u asmomamuyHi npunaou IQA.

3.  IHKybynTe MikponnaHileT npoTarom 45 x8 npu Temneparypi 37 °C.
4, TlpomuiiTe MiKpONAaHWeT aBTOMAaTUYHUM BOLWIEPOM, AK 3a3HAYeHo Yy

po3ginil.3.
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5. Minetyiite 100 mn QepmeHTHOro KoH'loraTy y KOXHY NYHKY, KpiM
nepwoi NyHKN pAna  6naHKyBaHHA, | 3aKpuilTe repMeTUKOM.
MNepekoHanTecs, WO Uen YepBOHUA KOMMOHEHT PO3nodiNeHui y BCi
NYHKK, Kpim A1.

Baxxnuei npumimku:

bydbme obepexHi, o6 He mopKkamuca 8HympiwiHboi no8epxHi NyHKU
HAKOHeYHUKOM ninemxku, Konu 003yemoca KoH’ioeam. Moxe cmamuca
3a6pyoHeHHA.

6.  IHKyOyiTe MiKponnaHiueT npoTArom 45 xs npu + 37 °C.

7. TlpomuinTe MiKponnaHLweT aBTOMaTUYHNM BOLIEPOM, AK Y KpoLi 4.

8. Minetynte 100 mkn cymiwi TMB/H20, y KOXHY NyHKy, BKIIOUYaloum
6naHk-nyHky. NepesipTe, UM NPaBUNBLHO JOAAHO PeareHT.

9. IHKyOyWTe MiKponmaHweT npoTAromM 15 XBUAWH NpW KiMHaTHIN
Temnepatypi (18-24 °C).

Baxxnuea npumimka: He niodaeaiime cuneHOMy npamomy ceimiuy,
OCKiNlbKU MOX(e Cmeopioeamucs 8UCOKUU (oH.

10. Minetynte 100 mkn CipuaHOi KNCNOTK Y BCi NYHKN, BUKOPUCTOBYIOUN TY
caMy MOC/IAOBHICTb MiNeTyBaHHA, Wo i Ha eTani 8, Wo6 3ynuMHUTK
depmeHTaTMBHY peakuilo. JlogaBaHHA KUCNOTN MepeTBOpUTb KOAip
NO3UTUBHOTO KOHTPOJI0 Ta MO3UTWBHMX 3pasKis 3 OGNakUTHOTO Ha
YKOBTUIN/KOPUYHEBUIA.

11. BuMipsAiTe iHTEHCUBHICTb 3a6apBEHHS PO3UMHY B KOXHIW NyHLI, AK
onucaHo B po3dini .5, 3a gONOMOrol0 NpuUCTpoIo ANA 3UNTYBAHHA
MikponnaHweTis npu 450 HM (3unTyBaHHA) Ta npyu 620-630 HM
(BigHIMaHHA $OHY, 060B'A3KOBE), briaHKylouM Npunag B AyHLi Al.

Baxnusi 3a2aneHi 3aysaxeHHa:

MepekoHalimecs, Wo HA HUXHIU 4acmMuHi MIKpDOSYHOK Hemae 8i06umkie
nansyie neped 34umysaHHam. Lle moxe npuzsecmu 00 XUGHONO3UMUBHUX
pe3ysibrmamie npu 34UmyeaHHi.

34umyeaHHa NOBUHHO nNpPoBoOUMUCA 8i0pasy nicna 0dodasanHs Cmon-
pO34uHy, i 8 6yOb-sKOMy pasi He doswe, Hix uepe3 20 xeUsUH nicia tozo
dodasanHsA. Moxe cmamucsa Oeske CAMOOKUC/IEHHS XpOMOzeHy, Wo
npu3800UMb 00 BUCOKO20 (YOHY.

N. CXEMA AHANI3Y

Onepauii Onepauii
Metop (TpuBana (KopoTka
iHKy6aLin) iHKy6aLif)
KoHTtponi&Kani6patopu* 100 mkn 100 mKn
3pasku 100 mMKn 100 mkn
1-a iHKy6auin 60 XB. 45 xB.
Temnepatypa +37 °C +37 °C
KpoK npomMmnBaHHA 5 umknie i3 20 xB. 5 umknie i3 20 xB.
3aMOuyBaHHA 3aMO4YBaHHA
ABO ABO
6 umKnie 6e3 6 unknis 6e3
3aMOUyBaHHA 3aMOYYBaHHA
DepMeHTHUIN KOoH'lorat 100 mkn 100 mkn
2-a iHKy6auin 30 xB. 45 xB.
TemnepaTtypa +37 °C +37 °C
KpoK npomMmnBaHHA 5 umknie i3 20 xB. 5 umknie i3 20 xB.
3aMOuyBaHHA 3aMO4YBaHHA
ABO ABO
6 uuKnie 6e3 6 unknis 6e3
3aMOUyBaHHA 3aMOYYBaHHA
TMB/H20, 100 MKn 100 mKn
3-1 iHKy6auin 30 xB. 15 xB.
Temnepatypa KT KT
CipyaHa Kucnota 100 mkn 100 mKn
3umTyBaHHa OLL| 450 HM/620-630 HM 450 HM/620-630 Hm
Bax<nuei npumimxku:

Pesynemamu aHanisie He 3MiHIOIOMbCA 4epe3 Ppi3Hi npomokonu
iHKy6auyil.

. (¥) Kanibpamop (CAL) He 8nnusae Ha O6YUCNEHHS 3Ha4eHHS cut-off,
ompxe, 8iH HE BNJIUBAE HA OBHUCTEHHS pe3ysbmamis mecmy.

. (*) Kanibpamop (CAL) 3acmocosyemeubcs nuwie 8 momy 8unaodky, AKULO
KepiBHUUMB0O B8UMA2d€ BHYMPIWHLO2O J1A6OPAMOPHO20 KOHMPOJTIO
aKocmi.



Hwxue HaBefieHO NpuKnag cxemun Bugadi:

MikponnaHwer

** MpumiTka:
AKWo KanibpaTop BUKOPUCTOBYBABCA, NEpeBipTe Taki AaHi:

1 2 314|567 ]|8|9]|10]11]12 MNepeBiputn Bumorn
A BLK S2 Kani6patop S/Co>1.1
B NC S3 (CAL)
C NC S4
D NC S5 AKWO pe3ynbTaT TeCTy He BIANOBIAAIOTb BUMOraM, 3a3HauyeHWM BULLE,
E | CAL(*) | S6 BUKOHANTe TakKi ail:
F | CAL(*) | S7
G PC S8 Mpo6nema MepeBipntn
H S1 S9 Kani6partop 1. um npoueaypa 6yna npasuibHO
Jerenpa: BLK = bnaHk NC = HeratusHuin KonTpont PC = lMNo3utnsHuin KoHtponb S/Co< 1.1 BWKOHaHa;

S = 3pasok CAL(*) = Kani6paTop, He 060B'A3K0BO

0. BHYTPILUHIA KOHTPOJb AKOCTI

Bypab-Kkonu, Konm BUKOPUCTOBYETbCA Habip, NepeBipAIOTECA KOHTPONI, W06
BM3HAUUTK, UM BIANOBIAAIOTL 3HaueHHA OD450 HM OJikyBaHUM i BKa3aHUM B
Tabnuui HUXYe.

Bumoru
< 0.050 3HayeHHAa OD450 Hm

Mapametp
bnaHk-nyHka

2. 4K nig vyac NOro BHeCEHHs He cTanacsa
noMusKa (Hanp.: BHeCEHHA HeraTBHOrO
KOHTPOJIO 3aMiCTb Kanibpatopa);

3. umnpouepypa NPOMMBaHHA Ta
HanawTyBaHHA BOLEPA NiATBEPAXKEHI B
nonepefHboMy KanidikalifiHoMmy
DOCNIIKEHHI;

4. uu He BigbynocCA 30BHILIHE 3a6pyaHEHHSA
Kanibpatopa.

HeratneHum konTpons (NC) < 0.200 cepenHboro sHaueHHa OD450 Hm
nicna 6naHKyBaHHA

> 1.000 3HayeHHa OD450 Hm

MO3NTUBHWI KOHTPOb

AKwo pesynbTaTM TeCTy BIiANOBiIJalOTb BMMOraM, 3a3HayeHUM BMLLe,
nepenaiTb 4O HaCTYMHOro po3ainy.

AKLLO LUbOro He CTanocA, He NPOAOBXKYWTE Aani | BUKOHaNTe TaKi nepesipKu:

Mpo6nema MepeBipntn

BnaHk-nyHka 1. um po3uuH XpomoreH/Cy6cTpaT He
> 0.050 3HayeHHA 3abpyAHMBCA Nif Yyac aHanisy
ODA450 Hm

HeratusHun 1. umnpoueaypa NPOMMUBAHHA Ta

HanawTyBaHHA BOLIEPa NiATBEPAXEHI B
pamMKax nonepeaHbOro KeanipikalinHoro
DOCNiIKEHHS;
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MUIOUNIA PO3YMH, a Nepen

BUKOPUCTaHHAM BOLLEP 3aMOBHEHWN

HAM;

3. uuB npouepypi aHanily He 6yno
JOMYLEHO NOMUKN (BHECEHHSA
NO3UTUBHOTO KOHTPOJIIO 3aMiCTb
HeraTUBHOrO);

4. uu He BigbyNocb 3a6pyAHEHHSA
HeraTMBHOTO KOHTPOJIO abo NYHOK, fie
po3nogain 6y 3aincHeHWIA, yepes
PO3NMBaHHA NO3UTUBHUX 3pasKis abo
$epMeHTHOrO KoH'loraty;

5. umMikponineTkn He 3abpyaHeHi
NO3UTUBHUMM 3pa3Kkamu abo
depMeHTHUM KOH'loraTom;

6. UM rofiku Boluepa He 6ynu 3a6nokosaHi
ab0 YaCTKOBO NEPEKPUTI.

KoHTponb (NC)

> 0.200 cepepHbOro
3HayeHHA OD450 Hm
nicnsa 61aHKyBaHHSA 2.

MosnTuBHMN 1. umnpoueaypa 6yna npaBUIbHO
KOHTpoOnb BWKOHaHa;

< 1.000 3HauYeHHA 2. umMnig Yac BHECEHHA KOHTPOJIO He
ODA450 Hm cTanaca nomusKa (BHeCeHHs

HeraTMBHOTO KOHTPOJTIO 3aMiCTb
MO3UTUBHOTO KOHTPOIO. Y LibOMY
BMMNaAKy HEraTUBHUIA KOHTPOJIb MaTUMe
3HaYeHHA OD450 Hm > 0.150 TakoX);

3. unnpouepypa NPOMUBaHHA Ta
HanawTyBaHHA BOLWEPa NiATBEPAXEHI B
nonepenHboMy KsanidikauiiHomy
[OCNigpKeHHi;

4. un He BipbYNoCA 30BHIlHBOIrO
3a6pyAHEHH:A NO3UTUBHOIO KOHTPOJIO.

AKIWO BMHUKMA AKAacb i3 BUILE3a3HAYEHUX Npobnem, NOBIAOMTE MPO L0
npo6nemy KepiBHUKY Aaa Noganblimx gin.

Mepexnaday TemsaHa 3eneHcoka

Y 6yAb-AkoMy BUMaAKy, AKWO BCi iHWi napameTpu (bnaHk, HeratmsHuin
KOHTPOSb, [103UTNBHUIA KOHTPOSb) BIANOBIAAIOTb BCTAHOB/IEHUM BAMOTaM,
TECT MOXe BBaXaTnca AinCHUM.

P. PO3PAXYHOK CUT-OFF

PesynbTati BUNPOOYBaHb OGUMCIIOIOTL 33 AOMNOMOrOI 3HaueHHsA cut-off,
BM3HAYEHOTO 3a Takow GopmMynolo Aans cepedHboro 3HaueHHa OD450 Hm
HeratneHoro koHtponio (NC):

NC + 0.200 = Cut-Off (Co)

3HayeHHA, 3HangeHe ANA TecTy, BUKOPUCTOBYETbCA ANA iHTepnpeTauii
pe3ynbTaTiB, K ONMCAHO B HACTyMHOMY naparpadi.

Baxnuee 3aysaxeHHs: Konu obyucneHHa pesynbmamis 30iliCHIOEMbCA 3a
00NOMO2010 ONEePaMUBHOI CUCMEMU A8BMOMamMUu308aHoi pobo4oi cmanuii IOA,
nepekoHatimecs, wo 0714 06YUC/IeHHa 8enuYyuHU cut-off ma ompumaHHs
npasusibHUX iHMepnpemauil pe3ys1bmamis 8UKOPUCMOBYEMbCA NPABUIbHA
¢topmyna.

Q. IHTEPMPETALIA PE3YJIbTATIB

PesynbTatyt BUNpobyBaHb iHTEPNPETYIOTbCA AK CMiBBIAHOWEHHA 3HAUYEHHSA
OD450 HM 3pa3ka Ta 3HaueHHs cut-off (abo S/Co), 3rigHO 3 HaACTynHOI
Tabnuuelo:

S/Co IHTepnperauia

<0.9 HeratusHum
09-1.1 CyMmHiBHUN

> 1.1 Mo3nTuBHMIA

HeraTtuBHMii pesynbTaT BKa3ye Ha Te, WO nNauieHT He iHpikoBaHWI
Treponema Pallidum a6o wo Kpos Moxe 6yTn nepenuTa.

Byab-AKWIA Naui€eHT, WO Ma€ HEOAHO3HAYHUI pe3ynbTaT, NoBUHEH OyTn
NOBTOPHO NepeBipeHni Ha IHIWOMY 3pa3Ky, B3ATOMY yepe3 1-2 TWxHI nicna
NEePBMHHOIO 3pa3Ka; KPOB He Cif nepenneaTtu.

Mo3nTmBHMI pesynbTaT CBiAUUTL Mpo iHdiKyBaHHA Tp i ToMy nauieHT
NMOBUHEH OTpMMaTW BIAMNOBiAHe JiKyBaHHA abo KpoB MOBWHHA OyTn
yTusnisoaHa.

Baxxnuei npumimku:

1. IHmepnpemauis pe3ynbmamie noguHHa 30ilicHIO8aMUCA nid HA2AA00M
8i0N08i0aLHO20 nabopamopii, Wob 3MeHWUMU pu3uK NOMUIOK Ma
HenpaguIbHO20 MYyMA4eHHA.

2. ByOv-Aakuli nosumusHul pe3y/ibmam noguHeH Gymu niomeepoxeHul
a/lbmepHamugHUM MemodoM, 30amHUM euseiamu aHmumina do Tp
(TPHA, VDRL), nepw Hix hopmymosamu diaeHo3 Tp-iHgpekuyil.

3. Konu pesynemamu sunpobysaHb nepeddromeca 3 snabopamopii 0o
iHpopmayiliHozo yeHmpy, cnid 38epHymu ysazy, Wo6 YHUKHYmu
NOMUIKOBOT nepedayi 0aHUX.

4. [liaeHo3 Tp-iHgexyii nosuHeH &cmaHosmosamu ma nepedasamu
nayieHmy keanigikosanudi nikap.



Huxue HaBeeHO NPUKIIaZ PO3PaxyHKY:

He c1id0 sukopucmogysamu HagedeHi Hux4e OaHi 3amicme peasnbHUX yugp,
OMPUMAHUX Kopucmysea4em.

HezamueHul koHMpose: 0.039-0.040-0.039 0D450 Hm

CepeOHe 3HaYeHHs: 0.039 OD450 Hm
MeHuwe 0.200 - llputinamo
lMo3umueHul KOHMpPOsb: 2.589 OD450 Hm
Buwe Hix 1.000 -llputinamo

Cut-Off = 0.080 + 0.200 = 0.280

Kanibpamop: 1.030- 1.036 OD450 Hm

CepeOHE 3HaYEeHHS: 1.033 0D450 Hm S/Co=37
S/Co auwye 1.1 - llpuiinamo

3pasok 1: 0.070 OD450 Hm

3pasok 2: 1.690 OD450 Hm

3pasok 15/Co < 0.9 = HezamugHul
3pasok 2S/Co > 1.1 = no3umusgHul

R. POBOYI XAPAKTEPUCTUKUN

Ouinka pe3ynbTaTiB 6yna npoBedeHa BigNOBIAHO A[O  TOro, WO
noBiAoOMNAETbCA Yy BHYTpiWHix TexHiyHux Cneundikauiax Ta BignoBigHo fo
LleHmpie KOHMpoo ma npoginakmuku 3aXe80pr8aHL, WO nepedarmscs
cmamesum wingxom, 2002.

EdeKTuBHICTb aHani3y WMPOKO BMBYAIacA 3 BUKOPUCTAHHAM [BOX Pi3HUX
npoTtokonie (Tpuanoro Ta KOPOTKOro), WO fano eKBiBaneHTHi pe3ynbTaTu.

1. AHaniTM4YHa Yy TAMBICTb

Mexa BuABnNeHHA aHanisy 6Oyna pospaxosaHa 3a Aornomorow 1-ro
MixXHapoaHoro ctaHgapTy BOO3 gna IgG Ta IgM cndinitnyHoi nnasmum Kposi,
ko NIBSC: 05/132.

Y Tabnuui HWXKYe NopaHo pe3ynbTaTi, OTPWMMaHI ANA LbOro matepiany 3
TpbOMa NapTiAMK NPOAYKTIB.

Matepian BOO3 po3b6asnsanu B HeraTBHOMY KOHTPOSi Ta AOCTigKyBanu y 4
noBTOpPax.

1-in
mixkHapopHuin | SIABULTRA.CE | SIABULTRA.CE | SIABULTRA.CE
cTaHpapTt JloT 0313 JloT 0313/2 JloT 0313/3
BOO3 OD450HMm OD450HMm OD450HMm
MOa/mn
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
Heratwerni 0016 0017 0.024
KOHTPOJIb

Mpoaykr SIABULTRA.CE [eMOHCTpye aHaniTMuHy 4yTaMBiCTb Kpalie Hix
0.0025 MO/ mn.

2. fliarHocTn4Ha cneundivHicTb i YyTAMBICTD

OuiHka NpoAYKTMBHOCTI NpUCTpoio Byna nposeaeHa B Xo4i BUNPOOBYBaHb,
npoeBeaeHnx Ha 6inbw Hixx 200 NO3MTMBHMX 3pa3kax Ta noHag 2000
HeraTMBHUWX 3pa3Kax.

2.1 fiaeHocmuyHa cneyucpiynicme

Bu3HauaeTbca AK MMOBIPHICTb aHanisy OTpUMaTW HEraTUBHWUIA pe3ynbTaT 3a
BiICYTHOCTi KOHKPETHOTO aHaniTy.

Ha popatok o nepuioro focnigkeHHs, fe 6yno obctexxeHo 2000 3paskis,
BKJII0YaI04M HEBUOPAHUX JOHOPIB, FOCMiTaNi30BaHUX NALEHTIB Ta 3pa3Ku, Wo
NOTEHULITHO NEePEXPECHO pearyioTb, HeloAaBHO byna oLiHeHa [jiarHOCTUYHa
cneumoivHicTb, npoTecTyBaBwM 3aranom 2150 HeraTMBHUX 3paskiB B
YOTUPLOX PI3HUX NApTiAX. BuaBneHe 3HauveHHs cneyndiyHOCTi CTaHOBUTbL
100%.

AK nnasmy, OTpUMaHy 3 BUKOPWUCTAHHAM Pi3HWX CTaHJAPTHUX MEeTOAIB
npurotyBaHHa (uMtpaT, EATA Ta renapuH), Tak i CUPOBAaTKU TaKOX
nepesipanu, Wob 3'AcyBaT, UM HeMae iHTepdepeHUii yepes3 MiaroToBKy
3paska.

3amMopOoXeHi 3pa3Kku Takox O6y/nim NpoTecToBaHi AnA NepeBipkn Ha HasBHICTb
iHTepdepeHuii Yepes 36ip Ta 36epiraHHs.

Hisaknx iHTepdepeHLin He cnocTepiranocs, AKWO 3pa3ok nposopuid, 6e3
YaCTVHOK i He 3a6pyAHeHWiA.

Mepexnaday TemsaHa 3eneHcoka

2.2 liaeHocmuvHa 4ymausicme

BusHauaeTbCcA AK MMOBIPHICTb aHani3y AasaTh MO3UTUBHWIA pe3ynbTaT B
NPUCYTHOCTI KOHKPETHOIO aHaniTy.

[iarHOCTUUHY YyTAMBICTb OLiHIOBANN Y BHYTPIWHIA OuiHuUi MpoayKTMBHOCTI
Ha 3arasbHiin KinbKocTi noHafg 200 3pa3kKis, Wo HapaxoaaTb Big Tp-iHdeKuil.

HiarHoCTMyHy YyTAMBICTb AOAATKOBO OLiHIOBANN Ha:

- MaHeni, ko PSS 202 (M), wo noctayaetbea BBI, CLUA;

- [BOX nNaHenax €BPOMNENCbKOro MOXOMKEHHA, BUpobneHux EFS,
@OpaHuis, Ha OCHOBI 3pa3KiB €BPONENCHKOTO MOXOMKEHHA: NOT N
08.150830, not N2 09/171002;

—  Naneni «ksanidikauii cndinicy QSS701, nocTtaBneHOi KoMMaHi€o
Seracare;

—  TMosntneHomy KoHTponi BBI Diagnostics Accurun 156 Reagin (cudinic),
L0 NOCTaYaETbCA KOMNaHielo Seracare

npoTu Habopy 3 MapKyBaHHAM CE, AKWUI yxke NPUCYTHIN Ha PUHKY.

byna BuasneHa giarHocTMuHa YyTnBicTb 100%.

3. TouHicTb

HeratueHuii koHTponb (NC), KanibpaTop (CAL) Ta NMo3nTrneHMi KoHTponb (PC)
npuCTpoto AocnifxXyeanu y 16 NOBTOPEHHAX 3a TPU NPOrOHWU (3aranbHa
KiNIbKICTb N = 48) Ha TPbOX Pi3HMX NAPTiAX NPOAYKTY.

Po3paxosyBanu KoedilieHTn Bapiauii (% CV).

3 oTpumaHnx 3HaueHb OD450 HM YN OTpMMaHi HaCTYMHi CepefiHi 3HaUeHHA:

NC CAL PC
0OD450HMm 0.033 | 0.790 | 2.649
CranpgapTHe Bigxunenua SD | 0.004 | 0.034 | 0.159
CV% 13.2 4.7 5.8

BapiabenbHicTb, NokasaHa B Tabnuui, He npu3BOaUTL A0 OyAb-AKOrO
HeMpaBWIbHOTO  TJlyMAYeHHs,  30Kpema  3paska, OnM3bkoro Ao
LiarHOCTUYHOTO NOPOTY aHani3y.

S. OBMEXKEHHA

MNoBTOpIOBaHi NOMUAKOBO MO3UTUBHI pe3ynbTaTu, He nigTeepaxeHi Western
Blot a6o nofi6HMMKN MeTofaMUN MiATBEPAPKEHHS, OUiHIOBaNM AK MeHwe 0.1%
Bifj HOpManbHOI nonynAyii.

CnocTepiranocs, Wo 3aMOPOXeHi 3pa3Ku, WO MICTATb YaCTUHKKM abo arperatn
bibprHY Nicna po3MOPOXKYBaHHSA, AalOTh AeAKi XMOHI pe3ynbTaTu.
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Bca npopaykuia IVD, BupobneHa komnaHieto, nepebysae nifi KOHTPoNeM
cepTndikoBaHoi Cuctemm ynpasniHHA AKICTIO BiANOBiAHO A0 npasuna ISO
13485. KoxkHa napTia NigaaeTbCca KOHTPOMIO AKOCTI Ta BUMYCKAETbCA Ha
PUHOK NnLLIE 33 YMOBM, L0 BOHA BiANOBiAaE TexHiYHMM cneumdikaviam €C
Ta KPUTEPiAM NPUNRHATHOCTI.
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