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opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1.0 MPU3HAYEHHA

BukopucraHHa 3a npusHaveHHAM: KinbKicHe BM3HaueHHA KOHLUeHTpauii
rOpMOHY FMpPONIAaKTUHY B  CUpoOBaTUi JIOAMHM 3a  [AOMOMOrol0
MiKponnaHLWeTHOro imyHopepMeHTHOro aHanisy, KOIOpMMeTPNYHOro.

2.0 BCTYN (Jus. opuziHan iHcmpyKuii).

3.0 MPUHUMN METOY

IMyHodepmeHTHUIA aHanis - TUM 3

PeareHTn, NOTPi6GHi Ansa imyHopepMeHTHOro aHanisy, BKTIOYaloTb BUCOKO adiHHi
Ta cneundivHi aHTUTING (MiyeHi depmeHTOM Ta iIMMOGINi3oBaHi) 3 pisHUMK
enitonamn AnA po3ni3HaBaHHA, B HaAINWLIKY, Ta HAaTUBHWUN aHTUreH. B panin
npoueaypi BiabyBa€eTbcA 3B'A3yBaHHA Ha MOBEPXHi NYHOK Mpu B3aeMogii
CTpenTaBiguHy, AKAM TMOKPUTI NYHKU Ta BHECEHMX 330BHi OGiOTMHUNbOBaHMX
MOHOK/OHaNbHUX aHTUTIN o JI.

Mpw 3miwyBaHHi MOHOKNTOHANbHMX 6iOTVHWMBOBAHUX aHTUTIN, GePMEHT-MiUeHNX
AQHTWTIN Ta CUPOBATKMY, WO MICTUTb HATUBHWI aHTUIEH, BilOyBaETbCA peaKLis MiX
HaTMBHVMM aHTUTeHOM | aHTWUTINamy, 6e3 KOHKypeHLii Ta MpPOCTOPOBUX
3abpyaHeHb, 3 ¢GOpMyBaHHAM PO3UMHHONO CaHABiY-KOMMneKcy. B3aemogin
iNIOCTPYETLCA PIBHAHHAM:

K

E Bt ~ En Bt
nZAb{D) + AngL + nAb( m ZAb[p] - Ag PRL = nAb[ m)

a

EzAbp) = BiOTUHWUNIbOBaHE MOHOKIIOHASIbHE aHTUTINO (HAaAMLIKOBA KiNbKiCTb)
AgpRL = HAaTUBHMIN AHTUIeH (3MiHHa KiNbKiCTb)

B"Ab(m) = DepMeHT-MiYeHe aHTUTINO (HaANNLLIKOBA KiSIbKICTb)

EZAbp) - AgerL - B"Abm) = CeHABiY-KOMNNEKC AHTUrEH-aHTUTINO

ka = KOHCTaHTa WBMAKOCTI acoujiaii

k-a = KOHCTaHTa WBMAKOCTI Ancouiauii

OpHOYacHO KOMM/EKC BifJKNaAaEeTbCcA Ha JIyHKax 4epe3 BUCOKO CropifHeHy
peakuilo  cTpenTaBifiMHy Ta 6iOoTMHMNbOBaHWX aHTWTIN. LA  B3aemogin
inoCTpy€eTbCA TaK:

2 Abm)— AgpeL - 8" Abm) + CTpenTaBigrHcw. = IMMO6ini3oBaHMii KOMMIEKC

CrpenTaBifnHcw. = CTpenTaBiavH, iMMo6ini3oBaHW B NyHKax
IMMOGini3oBaHN KOMMNEKC = CeHABIY-KOMM/EKC, MOB'A3aHUA 3 TBEPAOI0
NoBepXHelo.

Micna pocsArHeHHs piBHOBary ¢pakuis MoB'A3aHWMX aHTWTIN BigANAeTbca Big
He3B'A3aHNX depMeHT-aHTUreHy [AekaHTauielo abo acnipaui€lo. AKTMBHICTb
depmeHTy y dpaKuii NoB'A3aHMX aHTUTIN NPAMO MpPOMOopUiiHa KOHUeHTpaUil
HaTUBHOrO aHTureHa. lpu BUKOPWUCTaHHI [eKinbKOX CTaHAapTiB 3 BigomMum
3HAUEHHAM KOHLeHTpaLlii aHTUreHy GyAyeTbcA KanibpyBanbHa KpuBa, No AKiM
06UYNCIIOETLCA KOHLIEHTPALiA HEBIZOMMX 3Pa3KiB.

Mepexknaday TemaHa 3eneHcbKa

4.0 PEATEHTU
Martepianu, wWwo nocrayaTbca
A. Kani6patopu PRL - 1 mn/¢$pnakoH
6 PpnakoHiB pedepeHCHOT cMpoBaTKM (CTaHZApPTIB) 3 KoHUeHTpauiamu PRL 0
(A), 5 (B), 10 (C), 25 (D), 50 (E) i 100 (F) Hr/mn. 36epiraty npm 2-8 °C. Mictatb
KOHCepBaHTH.
3ayBaxkeHHA: Kanibpatopyu Ha  OCHOBi  JIOACBKOI  CUMPOBATKM
npokanibpoBaHi no TpeTboMy MixkHapoagHoMy cTaHaapTy BOO3 84/500.
B. ®epmeHTHuI1 peareHT PRL - 13 mn/¢pnakoH
OfvH ¢nakoH, WO MicTUTb depmeHT-MideHi adiHHO ouunweHi Muwadi
MOHOKJIOHa/IbHi aHTUTINa Ta 6iOTMHMIbOBaHI MOHOKIOHaNbHI MuwWwavi IgG B
6ydepi, 6apBHUK i KOHCepBaHT. 36epiratu npum 2-8 °C.
C. TMnaHwert, NOKPUTUI CTpENTaBigMHOM — 96 NYHOK
OfavH  96-NyHKOBWUI  MIKPOMMAHLWIET, MNOKPUTUA  CTPEenTaBiAVHOM i
3anakoBaHWi B antomiHieBy donbry 3 ocywyBayem. 36epiratv npu 2-8 °C.
D. KoHueHTpaT po3uuMHy Ana npoMmuBaHHA - 20 mn
OpuH dnakoH, wo mictutb MAP B dpocdaTHOMy conboBomy Bydepi. MicTuTb
KOHCepBaHT. 36epiratv npu 2-8 °C.
E. Cy6cTtpar A -7 mny ¢nakoHi
OpuH dnakoH, wo mictutb TMB B 6ydepi. 36epirati npu 2-8 °C.
F. Cy6cTpat B -7 mny pnakoHi
OpuH $nakoH, Wo MiCTUTb NepeKnc BogHio B 6ydepi. 36epiratn npm 2-8 °C.
G. Cron-po3suuH - 8 mn y pnakoHi
OpuH dnakoH, wo mictutb cnnbHy kucnoTy (1N HCI). 36epiratu npu 2-8 °C.
H. IHcTpyKuia

3ayBaxKeHHA 1: He BUKOPWCTOBYIWTE peareHTU MicnA 3aKiHYEHHA TepMmiHy
npuaaTHOCTI.

3ayBaKeHHA 2: YHuKaTy BNAUBY Tenna i cBitna. Bigkputi peareHTn ctabinbHi 60
AHiB npu 36epiraHHi Big 2 go 8 °C. CtabinbHicTb HaboPy i KOMMNOHEHTIB BKa3aHa
Ha eTUKeTLi.

3ayBakeHHA 3: Bci peareHTn nprsHayeHi gna dopmaTy ofgHOro niaHLweTa.

4.1 Heo6xigHi maTepianu, AKi He NOCTaBNAOTLCA 3 Habopom
Mikpogo3satopu Ha 25 i 50 MKn 3 TOUHicTIO He ripwe 1.5%.
IncneHcepu Ha 100 i 350 MKn 3 TOYHicTIO He ripwe 1.5%.
MikponnaHLweTHuWI Bowwep.

MikponnaHweTHun pigep 3 ¢inbTpamm 450 HM i 620 HM.
QinbTpyBanbHUIA Nanip AnA BUCYLLYBaHHA MIKPONYHOK.
MnacTrkoBa NniBka abo KpuLLKa A1 iHKYOyBaHHA MiKpOMIaHLWeTiB.
BakyymHuI1 acnipaTtop Ana npomMmBaHHA (ONUiiHO).

Tanmep.

KoHTponbHi maTepianu.

WO NoUAhWN =

5.0 3AYBAXKEHHA TA 3ACTEPEXKEHHA
Hab6ip npusxnayenuti minoku 0ns diaznocmuku in Vitro
He 0115 BHympiwHb020 a60 308HiWHb020 BUKOPUCMAHHA
Ha 100sAx a6o meapuHax

BrikoprcToByBaHa A1l BUrOTOBNIEHHS KOMMOHEHTIB Habopy ftoficbKa CpoBaTKa
npotectoBaHa Metofamu, cxsaneHumu FDA, B AKMX OTpMMaHi HeratusHi
pe3ynbTaTy Ha HaaBHiCTb aHTWTIN go BUT 1 Ta 2, HCV i noBepxHeBOro aHTUreHy
renatuty B. OpHak, OCKifbKM He iCHye MeTogis, WO AaloTb MOBHY rapaHTiio
BiflCyTHOCTI iIHpEKLiiHNX areHTiB, 3 peareHTamMu CJ1if NOBOANTUCA 3 06ePEXHICTIO,
AK 3 NOTeHUiiHO Hebe3neyHMm biomaTepianom, WO peKoMeHAYETbCA Ana Bynb-
AKUX 3pa3KiB KpoBi 3rifHO MpaBu KeanidikoBaHOI aGOPATOPHOI MPaKTUKN.
PekomeHpauii aMBITBCA B HauiOHaNbHUX MOCIOHMKax 3 6iobe3snekn abo,
Hanpwvknag, B "Biosafety in Microbiological and Biomedical Laboratories, "2nd
Edition, 1988, HHS.

BesneuHa yTwnizauis KOMMOHeHTIB Habopy MOBUHHa BIAMOBIAATU MiCLEBUM
HOPMAaTUBHVM Ta 3aKOHOAABYMM BUMOTaM.

6.0 36IP | 3BEPIFAHHA 3PA3KIB

3pa3kamMu ClyXuTb cMpoBaTKa KpoBi. HeoOXigHO [OTPUMYBATMCA 3BUYAMHUX
3acTepexxHMX 3axofiB. [nA MOpiBHAHHA HOPMaNbHWUX 3HayeHb MOBMHHA GyTU
OTpPUMaHa paHKoBa cupoBaTKa (HaTwe). Kpos cnig 36upatn B npobipku 3
UYepPBOHUM MapKyBaHHAM 6e3 f06aBoK abo aHTWMKoarynaHTiB. [Jlo3BonbTe KpoBi
3ropHyTucA. [InA BigfineHHA CMpOBaTKN BUKOPUCTOBYITE LIEHTPUDYTY.

Y nauieHTiB, AKI OTPYMYIOTb Tepanilo BUCOKUMM Ao3amu 6ioTuHy (To6TO > 5
Mmr/poby), He cnig 6paTv 3pasok A0 MPUHaNMHI 8 roAWH nNicnA OCTaHHbOro
BBeJleHHA BiOTVHY, NepeBaXXHO NPOTAroM Houi, o6 3abe3neunTr Npoby HaTLle.



3pa3ku MoxyTb 36epiratca npu 2-8 °C go 5 AHiB. AKLLO 3pa3ku He MOXYTb GyTK
npoaHani3oBaHi 3a Lei Yac, BOHN MOXyTb 6yTy 3amMoporkeHi o -20 °C Ha nepiof
no 30 AHiB. YHMKanTe NOBTOPHUX LMKNIB 3aMOPOXYBaHHA - BiaTaBaHHA. [na
aHanisy B fybnsAx Bumaraetbca 0.050 mn 3paska.

7.0 KOHTPOJIb AKOCTI

KoxHa nabopaTopia NoBMHHA MPOBOANTY aHani3 KOHTPOJIIO Ha PiBHI B HU3bKOMY,
HOpManbHOMy Ta MiABWLEHOMY [iana3oHi ANA MOHITOPUHTY eQpeKTUBHOCTI
aHanisy. Li KoHTponi NOBMHHI AOCNiAXYBaTUCA AK HEBIAOMI 3pa3Kku B KOXHiW
noctaHoBUi aHanisy. [MoBWMHHI 6yAyBaTUCA KapTW KOHTPOM AKOCTI  AnA
BiICTE)KEHHA XapaKTepPUCTMK peareHTiB, WO NnocTaBnAaTbca. Cnig 3acTocoByBaTh
NPUAHATHI  CTaTUCTWYHI  MeToAW ANA  BCTAHOBNEHHA BigXuneHb. 3HauHi
BiIXVNIeHHA Bif BCTAHOBMIEHMX XaPaKTEPUCTMK MOXYTb CBIgYUTA NPO 3MiHM B
YMOBaX eKCrnepuMeHTy abo 3HWXKEHHA AKOCTI peareHTiB Habopy. [nA
BM3HAYEHHA NMPUYMHM 3MiH MOBUHHI 6y T BUKOPUCTaHI CBiXi peareHTu.

8.0 MPUrTOTYBAHHA PEATEHTIB

1. TMpomMuBHMIA pO34NH
Po3baBTe KOHLUEHTpaT poO3uMHYy Ania  MpoMuBaHHA o 1000 mn
ONCTUNbOBaHOK abo [AeioHi3oBaHOW Bopoto. 36epiraiiTe MpU KiMHaTHIN
Temnepatypi (20-27 °C) no 60 gHis.

2. Po6oumii Cy6cTpaTHMii po3umH - CTabinbHMI NPOTArOM OfHOMO POKY
3miwante Cy6CcTpaTy, BWAMBWW BMICT OyplUTUMHOBOrO ¢nakoHa 3
Cy6ctpatom A 'y nposopuii dnakoH 3 CybctpaTtom B. 3akpuiite nposopuii
$NaKkoH XOBTOIO KPULLIKOIO AnA nerkoi ineHTndikauii. MepemiwanTte cymiw i
nignNUwWiTb BignoBiaHo. Po3uunH 36epiraetbea npu 2-8 °C.

3ayeaxeHHAa 1: He sukopucmosytime cybcmpam, AKwo 8iH npuobas 6nakume
3a6apesieHHs.

3aysaxceHHa 2: He sukopucmosysamu 3abpyOHeHi peazeHmu, abo peazeHmu, Oe
cnocmepieaemecs picm 6akmepil.

9.0 MPOTOKOJ1 AHANI3Y

lMeped nouyamkom aHanizy eci peazeHmu, cmaHoapmu i KOHMPOJi NOBUHHI
docaemu KimHamHoi memnepamypu (20-27 °C).

**[Tlpoyedypy mecmysaHHs NOBUHHA BUKOHy8amu KeasigikosaHa ocoba abo
HasueHuli paxiseyb™*

1. BubepiTb HeOOXigHY KiNbKiCTb NYHOK ANiA 3pas3KiB, CTaHAAPTIB i KOHTpoONIB
ONA  NOCTaHOBKM B Ay6nax. [lOBepHiTb HEBUMKOPUCTaHi CMYXKW B
anloMiHIEBUI NaKeT i 3akpuiiTe noro. 36epiraiTe npu 2-8 °C.

2. [JopanTe nineTkolo Mo 25 MKN CTaHAAPTIB, KOHTPONIB Ta AOCHIAXKYBaHNX
3paskiB y BigNOBiAHI NyHKN.

3. JDopante no 100 mkn ®epmeHTHOrO peareHTy PRL Y KOXHY NyHKY.

4.  [lobpe nepemilwaiiTe mMikponnaHweT npotarom 20-30 ceKyHp i HakpuiTe
Oro NNacTMKOBOIO MAIBKOIO.

5. IHKy6yiiTe 60 XBUVH NpW KIMHATHIn TemnepaTypi.

6.  Bupganitb BMiCT NyHOK [eKaHTaLi€lo abo acnipaui€to. Bucywite nnaHweT Ha
binbTpyBanbHOMy nanepi, AKLO BUKOPUCTOBYBanacsa AekaHTauis.

7. [Dopante 350 Mkn npomuBHOro 6ydepa (guB. posgin "MpurotyBaHHA
peareHTiB") i BuganiTb noro. MoBTOPITH NpoLeAypy Lie ABa pa3u (3aranbHa
KinbKicTb  uukniB npomuBkn - 3). [nAa uiel npouenypu Kpalye
BMKOPWCTOBYBATN aBTOMATUYHMI abo pyyHMI Bollep BignoBigHO Ao
iHCTPYKUi BUpOGHMKa Npunafis. AKWO BUKOPUCTOBYETLCA FHyuKa MAALLKa,
HaMoOBHUTW KOXHY NYHKY [0 Bepxy (yHUKanTe MoBITPAHMX Oynbballok).
Bupanitb BMIiCT i NOBTOPITH We 2 pasun.

8.  Jopante no 100 mkn Pobouyoro po3umHy cy6cTpaTy B KOXHY JIYHKY (AMB.
"MpurotyBaHHA peareHTiB"). 3aBXAN foAaBalTe peareHTV B OFHIN i Till xe
NocnifoBHOCTI i 3 OQHAKOBOIO LWBUAKICTIO, W06 YHUKHYTU BigMiHHOCTel Y
yaci peakuii B pi3sHUX NyHKax.

HE CTPYLUYATE MAAHLET NICNA JOOABAHHA CYBCTPATY

9.  IHKyGyiiTe 15 XBUAVH NpK KiIMHATHIn TemnepaTypi.

10. 3ynuHiTb PO3BUTOK 3abapBreHHA JOAABAHHAM B KOXHY JIYHKY 50 MK cTon-
po3uunHy i nepemiwante npotarom 15-20 cekyHp. 3aBxau gopasanTe
peareHT! B OfHIN i Till e NOCNIROBHOCTI i 3 OAHAKOBOI WBMUAKICTIO, W06
YHUKHYTW BiAMIHHOCTEN y Yaci peakuii B Pi3HWUX yHKaXx.

11.  BumipanTe BeNNYMHN NOFMNHAHHA BMICTY NYHOK Ha JOBXWHI xBUNi 450 HM
(BMMiptoOBaHHA NPOBOAUTU NpK pedepeHCHi AoBXUHI xBUNi 620-630 HM).
Bvmipy noBuHHI 6yTV nposefeHi Npotarom 30 XBUAWH MicNs AofaBaHHA
CTOM-PO3UNHY.

Mepexknaday TemaHa 3eneHcbKa

10.0 PE3YJIbTATU

[na BM3HauyeHHA KoHuUeHTpauii PRL B HeBijoMuX 3pa3kax BUKOPUCTOBYETbCA

KanibpyBsasibHa KpuBa.

1. 3anuwitb 3HaYeHHA OMTWYHOI LWiNbHOCTI ANA BCiX NIYHOK AK MOKa3aHo B
npuknagi 1.

2. na nobynoBu KanibpyBanbHOI KpMBOI Ha MNiHiHOMY rpadiuHomy nanepi

BMKOPWCTOBYITE KOXHY 3 ABOX OMTUYHUX MYCTUH AJIA KOXKHOTO CTaHAapTy

3aNneXHo Bif KoHueHTpauii PRL B Hr/mn (He po3paxoByiTe cepeaHbOro

3HaueHHA Ao NobyaoBsw).

MpoBegiTb onNTManbHy KanibpysanbHy KpuBy.

4. BusHaute KoHueHTpauii PRL B KOHTponax i 3pa3KkaX, BUKOPUCTOBYIOUM
KaniépyBanbHy KpVBY i cepefiHi 3Ha4UeHHA ONTUYHOT LLiIbHOCTI ANA KOXHOro
3pa3ka. Y HaBeAeHOMy HWK4Ye npuKnagi cepepHsa abcopbuia 1.374
nepeTuHaE CTaHfapTHY Kpvey npu 36.1 Hr/mn (auB. man.1).

w

Mpumitka: lNporpamHe 3ab6e3neuyeHHA Komn'loTepa AnsA OOUMCNEHHS AaHWX,
npusHayeHe ana aHanisy IOA, TakoX MoXe BUKOPUCTOBYBATUCA [J1A 06UMCIIEHHA
faHux. fAKWo Take mnporpamMHe 3abesnevyeHHs BUKOPUCTOBYETbCA, Cif
nepesipnTN NepeBipKy NPOrpamMHoOro 3abesneyeHHs.

Mpuknapg 1
3pasok flykka ] OnquHa CepepHe 3HauyeHHA
LWinbHicTb (OLL) (OLL) (Hr/mn)

KamGApa'rop g\: 8288; 0.003 0
KanlﬁBpaTOP g} gé;g 0.269 5
Kam6cpa'rop :ﬂ gggi 0.513 10
KanlﬁgaTop g} 1 ggi 1.045 25
Kan|6Epa'rop ';\; 1 ;:g 1.732 50
Kaniﬁlfa'rop gi ;; g? 2333 100
KoHTponb 1 g g;g; 0.311 5.8
KoHTponb 2 ﬁi g;}; 0.714 14.9

3pasok g; 1 :ZZ 1.374 36.1

* NaHi HaBepeHi B npuknagi 1 TinbKu Ana intocTpauii i He NOBUHHI BUKOPUCTOBYBaTNCA ANA
no6yAoBM CTaHAAPTHOT KPUBOT.
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11.0 NTAPAMETPU KOHTPOJTIO AKOCTI

PesynbTaTu aHanisy MoXHa BBaXkaTu AOCTOBIPHUMMU, AKILO AOTPUMYIOTbCA

HacTynHi ymoBM:

1. OnTtnuHa winbHictb CtaHpapTy 100 Hr/mn mae 6yTn = 1.8.

2. YoTupun 3 WeCTUn KOHTPONIB AKOCTI MOBWHHI YKNapaTucA y BCTaHOBMEHi
iHTepBanu.

12.0 AHANI3 PU3UKIB
®opma MSDS ma aHaniz pusuky 0714 ybozo npodykmy docmynHa Ha 3anum 8io
Monobind Inc.

12.1. AKicTb po60TH HaGopy

1. JnAa BIipTBOPIOBAHOCTI  pe3ynbTaTiB  BaXIuUBO,
NiATPMMYBaBCA MOCTIMHUM B KOXKHili nyHLU.

2. TlineTyBaHHA 3pa3KiB He NOBUHHO nepeBuLlyBaT 10 XBUIVWH.

wob yvac peakuii




3. He BuKOpucTOBYyBaTWM BMWCOKO JiMeMiyHi, remonizoBaHi abo 3abpyaHeHi
3pasku.

4.  AKWO BUKOPUCTOBYETbCA Oinblue, HiX OAWMH MMAHLIET, PeKOMEHIYETbCA
NOBTOPIOBATY KanibpysanbHy KpuiBy.

5. JopaBaHHA Cyb6CTPAaTHONO PO3UMHY iHILilOE KiHETUUYHY peakuilo, fAKa
3YNUHAETLCA NPY JofaBaHHi cTon-po3unHy. OTKe, fofaBaHHA cybcTpary i
CTOM-PO34YMHY MOBUHHO MPOBOAWUTVCA B O[HAKOBIA MOCNIAOBHOCTI ANA
YCYHEHHSA BiAMIHHOCTEN y Yaci peakuii B pi3HWX NyHKax.

6.  BumipioBaHHA ONTUYHOI WiNbHOCTI Ha pigepi NpoxoanTb BepTuKanbHO. He
TOpKanTeca [0 AHa MiKPOJSTYHOK.

7. TloraHa NpomuBKa NyHOK (HemoBHe BMAaNeHHA PO34uHy Mif Yac acnipadii)
MOXe NPU3BOAUTY A0 HEBIATBOPIOBAHNX | HEJOCTOBIPHMX pe3ynbTaTis.

8.  BuKOpWCTOBYITE KOMMOHEHTU TifIbKM 3 OAHOrO NoTa. He 3milwyinTe peareHTn
3 Pi3HUX NapTin.

9. 3paskyM MauieHTiB 3 aHOMaNbHO BUCOKUM pPiBHEM MPONAKTUHY MOXYTb
BUKNMKaTK XyK-edekT, TO6GTO napafjoKcanbHi pesynbTaTM 3 HU3bKOK
abcopbuiern. Akwo € nigo3pa Ha Ue, po3BeaiTb 3pasok 1/100 «O»
KanibpaTopom; MOBTOPITb aHani3 (pe3ynbTaT NoMHoOXTe Ha 100). OgHak
6yno BUABNEHO, WO 3HauyeHHA Ao 3000 Hr/Mn NOrMMHaloTb Ginblue, HiX
NOrfVHaHHA HaMBULLOrO KanibpaTopa.

10. [MpaBunbHe i TOYHE MiNETyBaHHA, a TakKOoX AOTPMMAHHA TOYHOrO 4acy i
TemnepaTypHUX BUMOT € HEOOXigHUMI ymoBamu. Byab-aki BigxuneHHs Big
BCTaHoBNeHMX Monobind MoXyTb faBaTi HEBipHi pe3ynbTaTu.

11.  OoTpumyBaTWCb BCiX BCTAHOBNEHNX HOPM PO6OTM NabopaTopHOI NPaKTUKM
[nA 3abe3neyeHHA HOPMasbHOI POBOTU NPUCTPOLO.

12. BaxnuBum € KanibpysaHHA BCbOro obnapHaHHs, TO6TO, MINEeToK, piaepa,
Bollepa Ta/abo aBTOMaTM30BaHWX iIHCTPYMEHTIB, AKi BUKOPWUCTOBYIOTbCA 3
OaHUM  MPUCTPOEM. TakoX OOOB'A3KOBUM € HaneXHUn pornag i
06cyroByBaHHA NPUCTPOIO.

13.  AHanis pusuky - BignosigHo go sumor Aupektusu 98/79/EC CE/IV - wopo
LbOro Ta iHWWUX NPUCTPOIB, BUrotoBneHnx Monobind, moxHa 3anutyBaTn
eneKTPOHHO NoLTo Ha agpecy Monobind@monobind.com.

12.2 IHTepnpeTalis pesynbTatiB

1. BumiplosaHHa ma inmepnpemadisa pesyanbmamie no8uHHi npoeodumucs
doceidyeHUMuU npogpecionanamu.

2. JlabopaTopHi pe3ynbTaTi He MOXYyTb OYyTU €EOMHMM KpUTepiemM nanA
BM3HAYEHHA JiKyBaHHA, OCOONMBO, AKWO OTPUMAHi pe3ynbTaTh He
CniBNagaoTb 3 iHWWMK AOCTiAXKEHHAMU.

3.  PeareHTM pns Tect-cuctemMu 6ynn  cHOpMynboBaHi  AnA  YCYHEHHA
MaKCMMasNbHMX NepeLlkoA; ofHaK MoTeHUiHa B3aEMOAIA MK pifKicCHUMK
3pa3kamyl CMPOBATKU Ta TECT-peakTUBaMy MOXe CMPUYMHWUTY MOMUSIKOBI
pe3ynbTatu. [eTepodifibHi aHTUTINA YacTO BMKNMKaOTb Ui B3aEMOAIi i, AK
BifOMO, € Npobnemamu AnA BCiX BUAIB iMyHOPepPMeHTHMX aHanisis (Boscato
LM, Stuart MC. 'leTepoodinbHi aHTWTINA: npobnema pAna  BCiX
imyHodepmeHTHUX  pocnigkeHb". Clin. Chem. 1988: 3427-33). [na
AiarHOCTUYHMX Linen pe3ynbTaTh LbOro aHanisy NoBUHHI NOeAHyBaTUCA 3
KNiHIYHM OOCTEXKEHHAM, aHaMHE30M MaLlieHTa Ta BCIMA IHLWIMMU KAIHIYHUMIN
pe3synbTatamu. [nA [OCTOBIPHMX pe3y/bTaTiB TeCTyBaHHA apeKkBaTHWUMN
KOHTPONb Ta iHWi MapameTpy MOBMHHI OyTM B Mexax nepepaxoBaHMX
Ziana3oHiB Ta BUMOT A0 aHani3y.

4.  AKWo TecToBi HabopW 3MiHeHi, HaNPWKIagd, WAAXOM 3MillyBaHHA YacTVH
pi3HMX HabopiB, WO MOXe nNpPuU3BecTU [O MOMWUIKOBMX pe3ynbTaTiB
TeCTyBaHHA, abo SAKWO pe3ynbTaTu HEnpaBWIbHO iHTEPNPETOBaHi,
Monobind He Hece BignoBiganbHOCTi.

5. fkwo pna iHTepnpeTauii pe3ynbTaTiB BUMPOOYBaHb BUKOPUCTOBYETbCA
KOMM'IOTEPHUI  aHani3  fJaHux, OOOB'A3KOBMM €  MOTParnsHHA
nepenbauyBaHVX 3Ha4YeHb AN KanibpaTtopis y mexi 10% Big npu3HauyeHnx
KOHLeHTpaUin.

6. TauieHTn, Aki OTPVMMYyIOTb Npenapat¥ 3 MULAYMMW MOHOKIIOHAIbHUMU
aHTUTINAaMK ANs fiarHoCTUKU abo Tepanii, MOXyYTb MICTUTU NIOACHKI aHTW-
Muwavi aHtuTina (HAMA) i MOXyTb BUABNATY NMOMMWIKOBO MiABuULLEHi abo
AenpecrBHi 3HaYeHHA NpK aHanisi.

7. BariTHicTb, nakrtauia Ta NPUAOM OpPanbHUX KOHTPALENTUBIB MOXYTb
CNPUYVHATY MiABULLIEHHA PIBHA NPONAKTUHY.

8. Taki npenapatu, sk MopdiH, pesepniH Ta MNCMXOTPOMHI Npenapary,
NiABULLYIOTb CEKPeLilo MPONaKTUHY.

9.  OcKinbky KOHUEHTpauia TFOPMOHY MpPONaKTUHY 3anexuTb Bif Pi3HUX
baKTopiB, OKpiM romeoctasy rinodisa, 0OAHOro0 BM3HAaUYEHHA HEAOCTaTHbO
[ONA OLHKMN KNiHIYHOrO CTaHy.
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13.0 OMIKYBAHI 3HAYEHHA

[nAa BU3HauyeHHA OuiKyBaHMX 3HauyeHb AnA TectoBoi cuctemy PRL AccuBind®
ELISA 6yno npoBefieHO fOCNiAKeHHA HOpManbHOT gopocnoi nonynauii. OvikyBaHi
3HaueHHs (95% AoBipui iHTepBanu) NnpeacTaBneHi B Tabnuui 1.

Ta6nuua 1
OuikyBaHi 3HaueHHA anA Tecty PRL B Hr/mn
KiHkmn
Hopocni (N=70) 1.2-19.5
MNoctmeHonay3a  (N=10) 1.5-18.5
Yonosiku
Tlopocni (N=50) | 1.8-17.0

Baxnueo maTtn Ha yBasi, WO BCTAHOBNEHUN Aiana3oH 3HauyeHb, AKUA MOXHa
ouikyBaTU y AaHoi nonynauii "HopmanbHUX" nioAei 3 BUKOPUCTaHHAM AaHOTO
meTofy 3anexuTb Bif 6e3nivi PpakTopis: cneundiyHOCTi MeToAy, nonynAuii, Wo
TECTY€ETbCA, | TOUHOCTI MeToAy B pyKax nabopaHTa. 3 LUX MPUUUH KOXHa
naboparopisi NOBMHHA BCTAHOBUTY CBili BNAaCHWUIA iiana3oH HOPMaJsibHUX 3HaUYeHb.

14.0 XAPAKTEPUCTUKN HABOPY

14.1 TouHicTb

TouHicTb Habopy PRL BcepeauHi cepii i Mix cepiamu BU3Hauanacs B aHanisi nynis
CMPOBATOK TPbOX Pi3HMX piBHIB. KinbkicTb (N), cepeaHe 3HaueHHA (X), CTaHAapTHe
BigxunenHs (8) i koediuieHT Bapiauii (C.V.) Ana uMx cMpoOBaTOK HaBefeHi B
Tabanuax 21i 3.

TABNNLA 2
TouHicTb B aHanizi (Hr/mn)

3pasok N X [ C.V., %
PiBeHb 1 20 54 0.23 4.3%
PiBeHb 2 20 18.4 0.67 3.6%
PiBeHb 3 20 40.8 2.78 6.8%

TABNNLA 3

TouHicTb MiXK aHanisamu* (Hr/mn)

3pasok N X 1) CV., %
PiBeHb 1 20 5.8 0.57 9.8
PiBeHb 2 20 19.8 1.73 8.8
PiBeHb 3 20 43.8 2.97 6.8

*BUMIpIOBaHHA MPOBOAUNNCD B JECATY eKCreprMeHTax B fyonsax.

14.2 Yytnmsictb

Yytnusictb meTody - 0.004 Hr/nyHKy. Lle eksiBaneHTHO 3pa3Ky 3 KOHLEHTpaLli€to
PRL 0.150 Hr/mn ana gaHoro Habopy. Mexa BUABMIEHHA BU3HaUeHWI CTaTUCTUYHO
AK KOHLeHTpaLifA, BiAMNOBiAHA 3HAYEHHIO OMTWUYHOI LWiNbHOCTI HYNbOBOrO
cTaHfapTy (Hr/mn) naoc 20 (o-CTaHpapTHe BigxuneHHa) npu 95% posipyomy
iHTepBani.

14.3 flocToBipHicTb (MopiBHAHHA MmeTOAIB)

CnpaBXHiln meTof MOPiBHIOBaBCA 3 pedepeHCHUM PafioiMyHHUM METOAOM.
BukopucTtosyBanuca 3pasku Bif HOPMasbHUX i BariTHUX XIHOK. 3arajibHe 4ynucno
3pa3kiB 6yno 65. byno BrBefeHo piBHAHHA NiHINHOI perpecii i 6yB po3paxoBaHuii
KoedilieHT KopendAuii AnA AaHOro MeTody B MOPIBHAHHI 3 pedepeHCHUM
meTogom. OTprMaHi faHi HaBefeHi B Tabnuui 4.

TABNMLA 4
JlininHa perpecia
Mertop Ce[:)e(;;ue PiBHAHHA KoediuieHT Kopenauii
Llen meTop 15.5 _
PedepeHcHnii 14.8 y =0.83+0.97 (x) 0.956

Byno 3HaligeHo TiNbKM He3HauHy pPO36iXKHICTb AaHOro metomy i pedepeHc-
MeTofy, WO [oBOAATb OnM3bKi cepefHi 3HayeHHs. PiBHAHHA i KoediuieHT
KopenAujii NoKa3syloTb NPeKpacHy y3rogKeHicTb MeTogis.
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14.4 CneuyndiuHictb

MepexpecHi peakuii aHTMTIn o PRL 3 pi3HUMKM peyoBMHamm ouiHOBanuca
[OaBaHHAM iHTepdepyoumx PeyoBMH B CUPOBATKY B Pi3HMX KOHLEHTpaLjisXx.
Kpoc-peakTnBHicTb po3paxoByBanacs AK BigHOLLEHHs MiX fo30t0 iHTepdepyiouoi
peyoBurHY i fo3oto PRL, HeobxigHOro Ans 3aMileHHsA L€l KinbKOoCTi pe4OBUHN.

PeyoBuHa MepexpecHa KoHueHTpauis
peaKTUBHICTb

PRL 1.0000 -

nr < 0.0001 1000 Hr/mn
ocr < 0.0001 1000 Hr/mn
Xr <0.0001 1000 Hr/mn
T <0.0001 1000 Hr/mn
FopmoH pocry <0.0001 1000 Hr/mn

Monobind, Inc.
100 North Pointe Drive
Lake Forest, CA 92630
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