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OCHOB0I0 _Npu__NPoB8eOdeHHi _aHani3y € OpueiHan _iHcmpykuil
aHeniticekoro Moeoto, 8knadeHoi 8 Habip. Homep i dama eepcii
opueiHanay ma nepexiady iHCmpyKuil NO8UHHI cnisnadamu.

1.0 BBEAEHHA

Mpu3sHaueHHA BukKopuctaHHa: KinbKicHe BUM3HaYyeHHA KOHUeHTpauii
intaktHoro MTI (2-e nokoniHHA) Ta uinbHoro MTI (3-e nokoniHHA) y
cupoBaTtuyi a6o nnasmi NOAMHM 3a AONOMOrol0 MiKpPOMJaHLWETHOro
¢pepmeHTHOro imyHoaHanisy, KOIOpUMeTPUYHOrO.

2.0 BCTYN ([us. opuziHan iHcmpykuyii).

3.0 MPUHLUUN METOAY

Mertogp pisHoBaru Tuny ceHasiy (Tun 2):

OCHOBHi peareHTW, HeoOXigHi ANns iMyHOdepMEeHTHOro aHanisy, BK/IYaloTb
aHTWTINa BUCOKOI CnopifHeHOoCTi Ta cneundiyHocTi (pepmMeHTHI Ta iMMO6ini3oBaHi)
3 Pi3HVM i YITKMM pO3Ni3HaBaHHAM eniTonis, y HAANMULLKY, Ta HAaTUBHUIN aHTUTEH.
Y uin npouenypi immobinisauia BiaGyBaEeTbcA Mif 4Yac aHanizy Ha MOBEpPXHi
MiKpOMNNaHLLETHNX JIYHOK Yepe3 B3aeMogito aHTuTina x-PTH (C-kiHueBwui eniton),
HaHeCEeHOro B NYHKY.

Mpn 3miwyBaHHi MiyeHoro ¢epmeHTom aHTuTINa (N-KiHUeBWIA eniTon) Ta
CUPOBATKY, WO MICTUTb HaTUBHWUI aHTUreH, BiOYBa€eTbCA peakLia MiX HaTUBHUM
QHTUreHOM Ta aHTWTINamy, 6e3 KOHKypeHUii Ta CTepuuyHMX nepeLkom, 3
YTBOPEHHAM  CeHABIY-KOMMNeKCy. B3aemopia  inlOCTPyeTbcA  HACTynHUM
PiBHAHHAM:

K
Enz ; Enz
Ab + Agprh + Abgen ™ Ab — Agpth - Ab e

-a

Ab(wel) = AHTUTINIO HaHeceHe B NyHLi (HaAMipHa KinbKicTb)
AgptH = HaTUBHUI aHTUreH (3MiHHa KiNbKiCTb)

EzAb = MomiueHe GpepmeHTamMm aHTUTINO (HaZMIPHA KiNbKiCTb)
EzAb — AgprH - AD(wel) = CEHABIU-KOMMNIEKC AHTUrEH-aHTUTINA
ka = KOHCTaHTa WBMAKOCTI acouiauii

k-a = KOHCTaHTa WBMAKOCTI gncouiauii

Yepes pocTaTHii yac dpakuia, nos’A3aHa 3 aHTUTINAMW, BiLOKPEMIIOETLCA Bif
He3B'A3aHOro aHTUreHy fekaHTauielo abo acnipaui€to. AKTUBHICTb GpepMeHTiB Y
dpakKuii, noB'A3aHin 3 aHTUTINaMK, NPAMO NponopLiiHa KOHLEHTpaUil HAaTUBHOTO
aHTWreHy. 3a [AOMOMOrOl0 [EKINbKOX Pi3HMX CUPOBATKOBUX pedepeHCHUX
MaTepianiB 3 BiOMUMM 3HAUYEHHAMMN aHTUreHy Moxe 6yTn cdpopmoBaHa KpurBa
peakuii Ha f03Y, 3 AKOI MOXKHa BCTAHOBUTW KOHLIEHTPAaL|il0 HEBIAOMOrO aHTUreHY.

4.0 PEATEHTU

MaTepianu, wo nocrayawTbcaA:

A. Kani6paropu NTrI - 1.0 mn/¢pnakoH (niodinizoBaHnii)
WicTb (6) pnakoHiB pedepeHcHoro matepiany ans MTI Ha piBHAX O (A), 15 (B),
75 (C), 150 (D), 500 (E) Ta 1000 (F) nr/mn. 36epiratv npu Temnepatypi 2-8 °C.
Po36aeme KoxxeH ¢pnakoH 3 1.0 Mn dUuCcmMunbo8aHoi abo OeioHi3o8aHoOi
800u. BinHoBneHi kanibpatopu cTabinbHi NpoTsarom 24-48 roguH npu 2-8 °C.
o6 36epiraT npoTArom TpuBanoro nepiogy, anikBoTyWTe BifHOBNEHI

Mepexknaday TemaHa 3eneHcbKa

Kani6patopu y kpio-dnakoHu Ta 36epirarite npu -20 °C. HE BAMOPOXXYUTE/
BIATABAUTE BIJIbLUE, HIXK ABA PA3U. [lonaHo KOHCEPBaHT.
Mpumitka: Kanibpatopy Ha OCHOBIi NIOACBKOI CMPOBATKM  MOXHA
npocTexutn 3a ctaHgaptom BOO3 Mepuuni IS 95/646.
KoHntponb MTI - 1.0 mn/¢pnakoH (niodinisosaHmii)
OBa (2) ¢nakoHu pedepeHcHUx KoHTponiB ana [Tl 36epiratv npwu
Temnepatypi 2-8 °C. Poz6aeme kox<eH ¢pnakoH 3 1.0 Ma1 ducmu1bo08aHoi
abo OeioHi3oeaHoi 8odu. BinHoBNeHI KanibpaTopw cTabinbHi NpoTarom 24-
48 ropgvH npu 2-8 °C. Wo6 36epirati npoTarom TpuBanoro nepiogy,
anikBOTyNTe BifHOBNEHI KanibpaTopu y Kpio-pnakoHu Ta 36epiraiite npu -20
°C. HE 3AMOPOXXYUTE/ BIATABAUTE BUIbLUE, HIX [IBA PA3U. lonaHo
KOHCepBaHT.

C. ®epmeHTHMIA peareHT MNTT 2-ro NoKoniHHA - 6 Mn/¢pnakoH
OpuH (1) dnakoH MmicTUTb peareHT KoH'toraty aHTuU-MTI. 36epiratn npwu
Temnepatypi 2-8 °C.

D. ®epmeHTHuUIA peareHT MNTI 3-ro nokoniHHA - 6 mn/¢$pnakoH
OpuH (1) dnakoH MmicTUTb peareHT KoH'toraty aHTU-MTI. 36epiratn npwu
Temnepatypi 2-8 °C.

E. MnactuHa, nokpura aHtutinamu go MNTr - 96 nyHokK
OpfuVH 96-NyHKOBUIA MiKPOMIaHLWET, NOKPUTUIA aHTuTinom x-MNTI. 36epiratn
npu Temnepartypi 2-8 °C.

F. KoHueHTpaT npomMMBHOro po3umnHy (20x) - 20 mn/pnakoH

OpwuH (1) pnakoH mictutb MNAP y 3a6ydepeHomMy conboBomy po3umHi. logaHo

KOHCepBaHT. 36epirati npu Temnepatypi 2-8 °C. [ims. po3ain MNpurotyBaHHA

peareHTy.

PeareHT cy6cTpaty - 12 mn/¢pnakoH

OpuH (1) dnakoH micTutb y 6ydepi TeTpameTundeHsnavH (TMB) Ta nepokcma

BoaHto (H202). 36epiratn npu Temnepatypi 2-8 °C.

H. Cron-po3uuH - 8 mn/pnakoH
OpuH (1) ¢nakoH Mictutb cunbHy Kucnoty (HaSO.). 36epirat npu
Temnepatypi 2-8 °C.

I IHcTpyKUiA Woao BMpo6y.

o

Mpumimka 1: He BUKOPUCTOBYNTE peareHT! MiCNA 3aKiHYeHHA TepMiHy
npuaaTHoCTi Habopy.

Mpumimka 2: He nipfasaiite peakTuem BMAVBY TENNa, COHLA abo CMNbHOTO CBiTNa.
Mpumimka 3: BuileBKasaHi KOMMNOHEHTU MPUW3HauyeHi AN 0fgHOro 96-NyHKOBOIo
MiKpOMaaHLeTy.

4.1 Heo6xigHi MaTepianu, AKi He NOCTaBNAIOTbCA 3 HAaGopom

1. MNineTka 3gatHa noaasatn o6carn 0.50 mn (50 mkn) Ta 0.100 mA (100 mKkn) 3
TOYHICTIO, WO nepeBuLwye 1.5%.

[No3aTop (1) ansa NnoBTOpHKX Nogay 06'emom 0.100 mn (100 mkn) Ta 0.350 mn
(350 mKkn) 3 TOYHICTIO, WO nepeBuLye 1.5%.

MikponnaHLweTHMI Bowep abo rHyuka nisLwKa (onuiiHo).
MikponnaHweTHun pigep 3 ¢inbTpamm 450 HM i 620 HM.

QinbTpyBanbHWI Nanip ANA BUCYLWYBAaHHA MiKPOJTyHOK.

MnacTkoBa NniBka abo KpuLLKa Af1A iHKyOyBaHHA MiKpOMIaHLETIB.
BakyymHuI1 acnipaTtop Ana npoMmBaHHA (ONUiiHO).

Tanmep.

KoHTponbHi maTepianu.

N

0 ONOU AW

5.0 3AYBAXKEHHSA TA 3ACTEPEXXEHHSA
Ha6ip npu3sHayeHuli mineku ons diazHocmuku in-vitro
He ana BHYTpilWHbOro a60 30BHIlUHbOro BUKOPUCTaHHA
Ha nioaAx abo TBapuHax

Bci npogyKTy, Wo mMicTATb CMPOBaTKyY, NPOTeCTOBaHi MeTogamu, cxsaneHummn FDA,
B AKMX OTPMMaHi HeraTMBHi pe3ynbTaTh Ha HaABHICTb aHTuUTIn go BIJ1 1 1a 2, HCV i
NoBepPXHEBOro aHTUreHy renatuty B. OgHak, OCKiNbKM He iCHYE MeTOAIB, Lo Aal0Tb
MOBHY rapaHTilo BiflcyTHOCTI iIHQEKLNHIKX areHTiB, 3 peareHTamu Clif, NOBOAUTACA
3 06EepexHicTio, fAK 3 MOTeHUinHO Hebe3neyHum GiomaTepianioM, WO
peKOMeHIY€ETbCA ANnA 6yAb-AKMX 3pa3KiB KPOBi 3rigHO npaBun KeanidikoBaHoO!
nabopaTopHOI NPaKTMKN. PekomeHgauii AVBITbCA B HALiOHaNbHKX MNOCIBHMKaX 3
6iobe3nekn abo, Hanpwuknag, B "Biosafety in Microbiological and Biomedical
Laboratories, "2nd Edition, 1988, HHS.

BesneyHa yTwnisauian KOMMOHEHTIB Habopy MOBWMHHA BIAMOBIAATV BUMOram
MiCLIeBOI perynaTopHoi Ta HOPMaTUBHOI 6a3n.



6.0 36IP | 3BEPIFAHHA 3PA3KIB

3pa3kamMu MoBMHHA OyTM cupoBaTka abo nnasma EATA 3a Ttunom, i cnig
LOTPUMYBATMCA  3BUYAMHMX  3amobikHMX 3axogiB  npu  3abopi  3paskiB
BeHenyHKui€l. [InA TOYHOro MOPIBHAHHA i3 BCTAHOBNEHUMW HOPManbHUMU
3HaUYeHHAMU Cifl OTPYMATU 3pa3Ky CUPOBATKM BpaHLUi HaTLle. KpoB cnig 36upatu
B 3BUYalHy NpoObipKy AnA BeHenyHKLUii 63 gopaTkie abo aHTMKOArynsaHTiB ans
cupoBaTky abo B npobipky, wo Mictate EATA, ana nnasmu. [ante Kposi
3rycTUTCA ANA 3paskis cuposaTku. LleHTpudyryite 3pasok, wob sigokpemntu
cupoBaTky abo nnasmy Bif KNiTWH.

AKwWo 3pa3ok (M) HeMOXNMBO aHanisyBaTy oppasy nicna 3abopy Kposi, 3pa3ok
(3pa3kn) moxe 36epiratuca npu Temnepatypi -20 °C go 30 AHiB. YHuKaunte
BUKOPUCTaHHA 3a6pyAHEHNX NPUCTPOIB. YHMKalTe MOBTOPHOIO 3aMOPOXKYBaHHA
Ta PO3MOpPOXYBaHHA (MakCMMyM [iBa LIMKNM 3aMOPOXYBaHHA/BiATaBaHHA nepep
BMKOPWCTaHHAM). 1N aHanisy y ABOX NpumipHuKax noTpiéHo 0.100 mn (100 mkn)
3paska.

7.0 KOHTPOJ1b AKOCTI

KoxHa nabopatopia NOBUHHA MPOBOANTY aHani3 KOHTPOIO Ha PIBHAX Y HU3bKOMY,
HOPManbHOMY Ta NiABULLEHOMY fiana3oHi A4NA MOHITOPUHIY pe3ynbTaTiB aHanisy.
Lli KoHTponi NOBUHHI AOCNIAXYBaATUCA AK HEBIAOMI 3pa3Ku B KOXHIN NOCTaHOBLi
aHanisy. [MoBWMHHI 6yayBaTMCA KapTW KOHTPOMIO AKOCTI ANA  BiACTEXEHHA
XapaKTepUCTMK peareHTiB, Wo nocTtaBnAalnTbcA. Cnig 3acTocoByBaTV MPUNHATHI
CTAaTUCTUYHI MeToau ANA BCTAHOBMEHHA BigXuneHb. 3HAYHi BigXWNEHHSs Big
BCTAHOBNEHUX XapaKTepUCTUK MOXYTb CBiuMTX MpO 3MiHM B yMOBax
eKCnepuMeHTy abo 3HWKEHHA AKOCTI  peareHTiB Habopy. [nAa BM3HaueHHA
NPWYMHY 3MiH NOBWHHI YTV BUKOPUCTaHI CBiXi peareHTu.

8.0 MPUTOTYBAHHA PEATEHTIB
1. MpomMuBHMIA pO34NH
Po36aBTe KOHUEHTpaT pPO3YMHY Ans npomMuBaHHA Ao 1000 mn
IMCTUNBbOBAHOI0 abo 1eioHI30BaHO BOAOIO Y BiAMOBIAHOMY KOHTeHepi ans
36epiraHHs. 36epiraite npu KiMHaTHin TemnepaTypi (2-30 °C) go 60 fHis.
Mpumimka: He sukopucmosylime pedzeHmu, sKi 3abpyoHeHi abo Marme
6akmepianbHul picm.

9.0 MPOTOKOJ1 AHANI3Y

Meped nouamkom aHanisy 8ci peazeHmu, Cupo8amkosi pecpepeHcHi kanibpamopu i
KOHMPpOJIi No8UHHI docsemu KiMmHamHoi memnepamypu (20-27 °C).

**[Tpoyedypa mecmyB8aHHsA NOBUHHA NPOBOOUMUCH KedslihikosaHum chaxieyem™*

1.  Bindopmatyiite nyHKU MiKpOMMaHWWETIB ANA KOXHOro CMPOBATKOBOIO
pedepeHcHOro matepiany, KOHTPOSIO Ta 3pa3Kka NaLlieHTa AnA aHanily y ABOX
npumipHMKax. MoBepHITb HEBMKOPWUCTaHI CMYXKM Ha3ag B anioMiHiEBUNA
naker, 3akpuinTe Ta 36epiranite npu Temnepatypi 2-8 °C.

2. BHecitb 0.050 mn (50 mKn) BiANOBIZHOrO CMPOBATKOBOro pedepeHCHoro
MaTepiany, KOHTPOnIo abo 3pa3Kka y Npu3HaUYeHy NYHKY.

ANA 2-ro NokoniHHA

3. [Hopaite 0.050 mn (50 mkn) pepmeHTHOrO peareHTy X-II'T 2-ro nokoniHHa
B KOXHY JIyHKy. [ly)Xe BaXNIMBO PO3MOZINMTU BCi peareHTM nobnvsy AHa
NYHKM 3 NOKPUTTAM.

4.  ObepexHo obepTaiTe MikponnaHweT npoTArom 20-30 cekyHf, 3aKpuiiTe Ta
iHKyOyiTe npoTArom 60 XBWIVH NPV KiMHaTHI TemnepaTypi.

ABO 3-ro NMokoniHHA

3. [JDogaute 0.050 mn (50 mkn) pepmeHTHOro peareHTy X-MTI 3-ro noKoniHHA
B KOXHY NYHKy. [ly>ke BaXK/IMBO PO3MOAINMTU BCi peareHT! nobnaunsy aHa
NYHKM 3 MOKPUTTSAM.

4.  ObepexHo obepTaiTe MikponnaHweT npoTArom 20-30 ceKkyHf, 3aKpuiiTe Ta
iHKyOyiTe npotarom 75 xsunuH (1 rog 15 XB) Npu KiMHaTHIN Temnepatypi,
BMKOPWCTOBYIOUN LLelKep AnA nnacTvH npu 150-200 06/xB abo npoTtarom
ABOX (2) roguH 6e3 cTpyLuyBaHHS.

5. Bupanitb BMiCT MiKponnaHLUeTYy LWAXOM AekaHTauii abo acnipauii. AKLwo ue
feKaHTaLif, MnocTyKaiTe Ta NPOTPiTb NNAacTUHY Hacyxo abcopbyounm
nanepom.

6. [Jopante 350 mKkn npomuBHOro 6ydepa (guB. posgin "MpurotyBaHHA
peareHTiB") i BuganiThb noro. MoBTOPITL NpoLUeAypy Lie ABa pa3u (3aranbHa
KinbKicTb  uukniB npomuBka - 3). [nAa uiei npouenypu Kpalye
BMKOPWCTOBYBAT! aBTOMATWYHUIA abo pyyHMI Bollep BignoBigHO noO
IHCTPYKLUi BUpOGHMKa npunagis. AKIWO BUKOPUCTOBYETHCA FHyUKa MNALLKa,
HaMOBHUTY KOXHY JYHKY OO Bepxy (YHMKanTe MOBITPAHUX Oynbballok).
Bupanitb BMICT i NOBTOPITD Le 2 pa3u.

7. Dopante 0.100 mn (100 MKkn) po6o4oro po3umnHy cybcTpaty y BCi nyHKM (AMB.
Po3gin «MigrotoBKa peareHTy»). 3aBXAW AOAANTE peareHT B OAHAKOBOMY
nopAAKy, Wob MiHiMi3yBaTu pisHMLIIO B Yaci peakLii MixK TyHKaMu.

HE CTPYLUYWTE MJIAHLUET NICNA JOBABJIEHHA CYBCTPATY

Mepexknaday TemaHa 3eneHcbKa

8.  IHKyOy¥Te Npu KiMHaTHI TemnepaTypi NpoTAroM ABaAUATY (20) XBUAUH.

9. Jopante 0.050 mn (50 MKN) CTON-PO3UMHY B KOXHY NYHKY Ta 06epexHo
nepemiwynte npotarom 15-20 cekyHA. 3aBxau [oAaBanTe peareHT B
OAHAKOBOMY MOPAAKY, W06 MiHIMi3yBaTM pPi3HMLI0 B yaci peakuii Mix
NyHKaMU.

10. BumipaiTe BENMYMHN NOFMHAHHA BMICTY NYHOK Ha JOBXMWHI xBuUni 450 HmM
(BMMiptOBaHHA NPOBOANTM MU pedepeHcHi JOBXMHI XBuAi 630 HM). Bumipn
NOBVHHI O6yTU MpoBedeHi NpoTArom 15 XBUNUH MiCNA LOAaBaHHA CTOM-
PO3UuHy.

Mpumimka: Qns NOBTOPHOro aHanisy 3paskiB 3 KOHLeHTpaui€o 6inbwe 1000
nr/mn cnig NPoBOANTA PO3BEAEHHA CMPOBATKM abo Masmmn NIOANHN 3 HU3bKUMMN
3HayeHHAMM [TT i BigNOBIAHO MHOXNTW.

10.0 PO3PAXYHOK PE3YJIbTATIB

[na Bu3HaueHHA KoHueHTpauii MTI B HeBiZOMUX 3pa3kax BUKOPUCTOBYETbCA

KanibpyBsasibHa KpuBa.

1. Bigknagitb 3HaueHHA MNOMMWHAHHA [ANA  KOXHOrO  CUMPOBATKOBOrO
pedepeHcHOro maTepiany B Ayo6nax BignosigHo fo KoHueHTpauii Tl 8 nr/mn
Ha niHinHOMY MinimeTpoBoMy nanepi (nepef TMM, AK cknagatu rpadik, He
cnip ycepenHioBaTy Ayonikaty pepepeHCcHOro matepiany CMpoBaTkm).

2. Hakpecnitb KpvBY, AKa HalKpalle NigxoanTb, Yepes NnobyaoBaHi TOUKN.

3. Wo6 Bu3Haumt KoHueHTpadito MTT ana Hesigomoro, 3HalAiTb cepepHe
NorfvHaHHA AyOnikaTiB ANA KOXHOro HEBIJOMOro Ha BepTUKaNbHIA OCi
rpadika, 3HaNAITb TOUKY NepPeTNHY Ha KPUBIN i 3unTyinTe KoHLUeHTpauito (y
nr/mn) 3 ropu3oHTanbHoI Bici rpadika (aybnikatn HeBIAOMOro MoXyTb 6yTH
ycepenHeHi, Ak 3a3Ha4eHo). Y HacTynHomy npuknagi ana MTT 2-ro NokoniHHA
cepegHsa abcopbuis (1800) nepeTVHae KpuBy peakuii Ha [o3y npu
KoHueHTpauii MTr 419 nr/mn (gue. MantoHok 1). Ana MTT 3-ro MokoniHHA
cepegHsa abcopbuia (0.265) nepeTUHae KpuBy peakuii Ha Ao3y npu
KOHUeHTpauii MTI 78.5 nr/mn (ane. ManioHOK 2).

Mpumitka: Komn'ioTepHe nporpamHe 3abe3neyeHHAa ANA aHanisy AaHux,
po3pobnieHe Ana aHanisiB ELISA, TakoX Moxe BMKOPUCTOBYBaTMCA. AKLLO Take

nporpamHe 3abe3neyeHHs BUKOPWUCTOBYETbCA, cnig BUKOHaTW Noro nepeBipKy.

MPUKNAA 1 (2-re MoKoniHHA)

cala y 0013 0015 0
CalB 81 8?32 0.091 15
CalC E} g;;g 0.357 75
CalD E} 82471; 0.657 150
MauieHt IE; 1283 1.800 419

*[laHi, HaBeeHi B Npuknagi 1 Ta Ha MantoHKy 1, cnyXkaTb e ana inloctpadii i He
MOBUWHHI BUKOPMCTOBYBATMCA 3aMiCTb KPMBOI peaKLii Ha f03Y, NiAroToBneHoi Ana
KOMHOTO aHani3y.

ManioHoK 1 (2-re MNokoniHHA)
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*AKWO MOKa3HMK MOTNWHAHHA He BIiAMOBIfaE WKani abo nepeBuLlye cepefHe
NOrNWHAHHA HaMBULLOro Kanibpatopa, 3pa3okK CNifi NOBTOPUTY 3 PO3BEAEHHAM.



MPUKNALA 2 (3-te MokoniHHA)

CalA S: 88;8 0.030 0
CalB 311 882; 0.083 15
we |8 |
CalD ﬂ gig; 0.492 150
ol B o 500
MaujieHt E; g;?g 0.265 78.5

*[laHi, HaBefeHi B NpuKnagi 2 Ta Ha MantoHKy 2, cny»kaTb nvLie And inocrpauii i He
NMOBUWHHI BUKOPUCTOBYBATMCA 3aMiCTb KPUBOI peaKLii Ha fo3y, NigroToBeHol ans
KOXXHOTO aHanisy.

ManioHok 2 (3-Te MokoniHHA)
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*AKIWO MOKa3HWMK MOFMMHaHHA He BiAMoBiga€ LWkKani abo nepeBuULlye cepefHE
NOrAIHaHHA HaMBMLLOTO KanibpaTopa, 3pa3oK CJlif NOBTOPUTU 3 PO3BELEHHAM.

11.0 TAPAMETPU KOHTPOJ1IO AKOCTI

PesynbTat aHanisy moxHa BBaXkaTu JOCTOBipHUMU, AKLLO AOTPUMYIOTbCA

HacCTynHi ymoBu:

1. MakcumanbHa OnTryHa WinbHicTb (Kanibpatop «F») > 1.2

2. YoTupwn 3 WecTn KOHTPONbHUX MyNiB MOBWHHI YKNagaTUCA y BCTaHOBMEHI
iHTepBanu.

12.0 AHANI3 PU3UKIB
®opma MSDS ma aHanisy pusukie 0111 yb020 npodyKmy 0ocmynHa 3a 3anumom 8io
Monobind Inc.

12.1. Akictb po60TN Habopy

1. [nAa BiATBOPIOBAHOCTI  pe3ynbTaTiB  BaxavBo, wWob yac
NiATPMMYBaBCA NOCTINHNUM B KOXHI NyHL.

2. TlineTyBaHHA 3pa3KiB He NOBMHHO nepeBuLlyBaT 10 XBUAWH.

3. He BuMKOpUCTOBYBaTM BWCOKO JineMiuHi, remonizoBaHi abo 3abpyaHeHi
3pasku.

4.  fAKWo BMKOPWUCTOBYETbCA Oinblue, HiX OAUH MIAHLWET, PeKOMEeHAYETbCA
MOBTOPIOBATU KanibpyBanbHy KpUBY.

5. [JopaBaHHA Cy6CTPAaTHOIO PO3UMHY iHILilOE KIHETUYHY peakLuilo, fKa
3YNWHAETBCA NPV JOfaBaHHI cTon-po3unHy. OTKe, fofaBaHHA cybcTpaty i
CTOM-PO34YMHY MOBWHHO NPOBOAWUTWCA B OAHAKOBIN MOCNIAOBHOCTI ANA
YCYHEHHA BiAMIHHOCTEN y Yaci peakLii B pi3HMX NyHKax.

6.  BumipioBaHHA ONTUYHOI WiNbHOCTI Ha pifepi NpoxoanTb BepThKanbHO. He
TOpKanTeca [0 AHa MiKPOJTyHOK.

7. TloraHa NnpomMuBKa NyHOK (HeMmoBHe BMAANIEHHA PO3YMHY Mif Yac acnipadii)
MOXe NPU3BOAUTYM A0 HEBITBOPIOBAHNX | HEJOCTOBIPHMX Pe3y/bTaTiB.

8.  BMKOpWCTOBYITE KOMMOHEHTU TifIbKM 3 OAHOrO NoTa. He 3milyinTe peareHTn
3 pi3HUX NapTin.

9. T[paBunbHe i TOYHe MiNeTyBaHHA, a TaKOX AOTPMMAHHA TOYHOro yacy i
TemnepaTypHUX BUMOT € HeobXiaHUMK ymoBamu. Byab-aki BigxuneHHs Big
BCTaHoBneHX Monobind MoXyTb AaBaT HeBipHi pe3ynbTaTu.

10. [oTpuMyBaTWCb BCiX BCTAHOBNEHNX HOPM PO6OTN NabopaTopHOI NPaKTUKM
AnA 3abesneyeHHA HOpManbHOI Po6oTN MPUCTPOIO.

11. BaxnmBuMm € KanibpyBaHHA BCbOro obnagHaHHsA, TO6TO, MINETOK, pigepa,
BoLlepa Ta/abo aBTOMATM30BaHMX iIHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA 3

peakuii
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aHVM  MPUCTPOEM. Takox 0OOB'A3KOBMM €
obcnyrosyBaHHA NPUCTPOIO.

12.  AHani3 pusukis - 3rigHo 3 Bumoramu [upextusn 98/79/€C IV MapKyBaHHsA
IVD - gna uboro Ta iHWMX NpUCTPOIB, BUroToBieHmx Monobind, MoxHa
HaZicnaTty 3annT eNekTPoHHO nolwTtot 3 Monobind@monobind.com.

HaneXXHun pornag i

12.2 IHTepnpeTauis pesynbratis

1. BumiplosaHHs ma iHmepnpemayis pe3ynbomamie no8uHHi npoeoduMuce
0doceidyeHumMu npoecionanamu.

2. JlabopaTopHi pe3ynbTaTi He MOXyTb OYyTU €QUHUM KpuTepiem anAa
BM3HAUEHHA JiKyBaHHA, OCOOMMBO, AKWO OTPUMaHi pe3ynbTaTv He
cniBnagaloTb 3 iHWUMKW AOCNIAXKEHHAMM.

3. [ns pificHux pe3ynbTaTiB BUNPOOyBaHb afeKBaTHI 3aCOOM KOHTPOJIO Ta iHLWi
napameTpu NMOBWUHHI BignoBigaTn nepeniyeHUM fianasoHam Ta BUMOram fo
aHanisy.

4. Monobind He Hece BianoOBigaNbHOCTI 3a pe3ynbTaTu TecTy B pasi, AKLWO
CKnapoBi Habopy 6yny 3amiHeHi iHWMK CKNagoBKMK 3 iHWKX Habopis, abo
AKLLO pe3ynbTaTy 6yNn iHTepnpeToBaHi HEBIPHO.

5. fKwo ana obpobKmn pe3ynbTaTiB TECTYy BUKOPUCTOBYETbCA KOMM'lOTEP, TO
pO3paxoByBaHi 3HaYeHHA CTaHAAPTIB He MOBUHHI BIAXUNATUCA BinbLy, HiX Ha
10% Bif NPUNUCaHKX 3HaYeHb KOHLeHTpaLii.

6. PeareHTW ana npoueayp TecToBoi cuctemu 6ynu copmynboBaHi Ans
YCYHEHHA MaKCMManbHUX NepeLkof; OfHaK, MOTeHUiNHa B3aEMOAIA MiX
piaKicCHMMYK 3pa3kamyi CUPOBATKM Ta BUNPOOYBaNbHUMI peareHTaMn MoXxe
npr3BecT! O MOMUIKOBUX pe3ynbraTiB. [eTepodinbHi aHTWTINA vacTo
BMKNMKalOTb Ui B3aemogii i, AK BiJomo, € npobnemamun ans BCix BuAis
iMyHonoriyHmx aHanisie (Boscato LM, Stuart MC. "Heterophilic antibodies: a
problem for all immunoassays" Clin.Chem. 1988: 3427-33). [ns
DiarHOCTUYHUNX yinen pesynbTatin Lboro aHanisy NOBUHHI
BMKOPWCTOBYBATMNCA B KOMOiHaLT 3 KNiHIYHUM ornagom, icTopieio xBopobm Ta
BCiMa iHLIMMMN KNiHIYHMMMN BUCHOBKaMW.

13.0 OMIKYBAHI A1ANA30HU 3HAYEHDb

PiBeHb iHTakTHOro [MTI BumipioBanu y n'atgecat BocbMu (58), oueBuAHO,
HopmanbHUx niogen. OTpUMaHi 3HauyeHHA Konueanuch Big 9.0 go 94 nr/mn. Ha
OCHOBI CTAaTUCTMYHMX TECTIB Ha 3MILLEHHA Ta eKcLec, NonynaLif, NepeTBOpYNCH
norapuomiuyHo, AOTPUMYETbCA HOPManbHOro abo layccoBoro posnoginy, Ak
NMoKa3aHo Ha rictorpamax. CepefHE reomMeTpryHe 3HaueHHA + 2 CTaHJaPTHUX
BigXUneHHs cepefHbOro 3HaYeHHs 6yno nigpaxosaHo Big 10.4 fo 66.5 nr/mn.
BaxnnBo maTtu Ha yBa3i, WO BCTaHOBJIEHHA Aiana3oHy 3HaueHb, AKI MOXHa
OYiKyBaTV 3a NEeBHVIM METOAOM ANA CYKYMNHOCTI "HOPManbHUX" NloAeNn, 3anexunTb
Bif 6e3niui pakTopis: cneundikm metony, TecToBaHOI NONynALii i TOUHOCTI MeToaYy
B pyKax aHaniTvKa. 3 LUMX NPUYUH KOXXHa nabopaTopis NMoBUHHA 3anexatu Bif
[iana3oHy OuiKyBaHMX 3HaueHb, BCTAHOBNEHWX BUPOOGHUKOM, AO TUX Nip, MOKM
aHanNITUKM He 3MOXYTb BU3HAUWTV BHYTPILLHI Aiana3oH, BUKOPUCTOBYIOUN MeTOf
i3 nonynsAui€to, KOPIHHOK ANA parioHy, B AKOMY po3TalloBaHa labopaTopis.

14.0 CNELU®IYHICTb

HactynHi ¢parmeHTu MTI 6yny npoTecToBaHi i BUABMIEHO, WO BOHW HE pearyoTb.
2-re MokoninHA
MenTung

KoHueHTpauia (nr/mn) % PeakKuiiiHa 3gaTHicTb

1-34 ¢pparmeHT 100 000 0.001
1-44 pparmeHT 100 000 0.005
7-34 pparmeHT 100 000 0.002

3-te MoKoniHHA

Mentng KoHueHTpauis (nr/mn) % PeakuiliHa 3gaTHicTb

1-34 pparmeHT 100 000 0.001
1-44 pparmeHT 100 000 0.005
7-34 dparmeHT 100 000 0.002
7-84 dparmeHT 100 000 0.003
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