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OcHoB0K npu _Npos8edeHHi aHasizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA Free Protein S € TBepgodasHum iMyHOEPMEHTHUM
aHanisoMm  Ona  KinbkicHoro Bu3HaveHHs BinbHoro [MpoteiHy S B
uUTpaTHin  nnasmi  noguvHn.  BusHayeHHs BinbHoro [poteiHy S
aornomarae B OLiHLji pu3nKy Tpomb0o3y.

2. KniniyHe 3acTocyBaHHA i
iHCcmpykuii).

npuHUuun adanisy (fJuse. opuziHan

lMpuHyun mecmy

Habip AESKULISA Free Protein S sBnsie coboto ceHaBiy-ELISA 3
BUKOPUCTAHHAM MIKPOMNJIaHLWETIB, NOKPUTMX iIMMOGINi30BaHUM aHTUTINOM,
crneundiyium ans BinbHoro [lMpoteiHy S nognHn. Posbasnena 1:51
nnasva nauieHTa iHKYGyeTbCs B MyHKax, LWO [J03BOMSIE BifNbHOMY
npoTeiHy S, NPUCYTHLOMY Y Nna3mi, 3B'A3aTNCb 3 aHTUTINOM. HeaB'a3aHa
dpakuia BuaanseTbca NpoMmBaHHaM. icns Lporo aHTUTING BUABMNEHHS
aHTU-noAcbkoro  Ginka S, KOH''oroBaHi 3  NEPOKCUAA30H  XPOHY
(koH'toraty), iHKyOylOTb i BiAOyBaeTbCA peakLis 3 KOMMMEKCOM aHTUreH-
aHTUTINO Ha noBepxHi MikponnaHweTiB. [licns iHkybauii Hess's3aHun
KoH'loraT  BummBaeTbcs.  [opmaBanHs — TMB-cybetpaTy — reHepye
depMEHTATUBHY  KOMOPUMETPUYHY  (CWHIN  KOmip)  peakuilo, ska
3YMUHSAETLCH PO3BEAEHOI0 KUCMOTOK (KOMIP 3MIHIOETLCA Ha >KOBTUN).
LBnakicte cpopmalii konbopy Big XPOMOreHy BUMIPIOETbCS B OOMHULISIX
ONTUYHOI LWiNbHOCTI Ha cnekTpodoTomeTpi npy 450 HM. BukopucTtoByroumn
KpuBy, oTpumaHy 3 PedepeHcHoi nasmu, WO BXOAMTb B KOMMIEKT,
MOXHa BU3HAYUTU BiQHOCHWI BiACOTOK KOHLEHTpaUii aHTUreHy npoTeiHy
S B nnas3mi nauieHTa.

3. KomnnekTt noctaBku

Maromb 6ymu eidHo81eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHLEHTpOBaHWI

(6inni KoBMAYOK: XOBTUIA PO3YMH)

Mictutb:  Tpic, NaCl, BSA, asug Hatpito <0,1%

(koHCepBaHT)

1 dnakoH, 20 mn - 50X KOHLEHTpOBaHWM

(6innin KoBMAYOK: 3€MNEHNIN PO3UMH)

Mictutb: Tpic, NaCl, TeiH 20, asug Hatpito <0,1%

(koHCepBaHT)

PedepeHcHa nnasma 3 dnakoHn, 0.4 wmn
PedepeHcHa MNnasma
MictuTb: nnasmy noanHn

KoHTponb «N» 3 dnakoHn, 0.2 wmn

HopmankeHa Nnasma

MictuTb: nnasmy noanHn

3 dpnakoHu, 0.2 mn niodpinizoBaHa dediuntHa

Mna3ma

MictuTb: nnasmy noanHn

Fomoei 0o eukopucmaHHsi:

50x MpomunBHUiA Bydep

niodpinizoBaHa

niocpinizoBaHa

KoHTponb «D»

KoH'torat 1 dnakoH, 15 mn 1gG (CUHI KOBNAYOK: CUHIN
PO34UH)
Mictutb: AHTuTina MpoTeiHy S noanHK, KOH'loroBaHi
3 NEepOKCAa300 XPOHY

Cy6eTpat TMB 1 donakoH, 15 Mn (YopHUI KOBNAYOK)
MicTuTb: cTabinisosanuint TMB/H, O,

Cron Po3unH 1 dnakoH, 15 wmn (6inuA  KoBMayok:
6e36apBHUIA PO34UH)
Mictutb: 1 M consiHoi kKucnoTu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi

BiJOKPEMMIOITHCA
MokpuTTa AMB. NYHKT 1

Heob6xidHi Mmamepianu, ujo He mocmayaromascsi:

MnaHweTHun pigep 3 dinbTpom 450 HM | onuitHUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHuM nocyg (umniHgp 100-1000 mn),
npobipkn Ansa po3sefeHHsA. BopTekc, nminetkn npeumsini (10, 100, 200,
500, 1000 wmkn) abo perynboBaHa MynbTuninetka (100-1000 mn).
MikponnaHweTHui Mpuctpin ana npomusku (300 MKN MOBTOPHOBaHHS
abo GaratokaHanbHa ninetka abo aBToMaTM3OBaHa cucTema),
aacopbyouunii nanip.

Hawi Tectm npu3HaveHi ANA BUKOPWUCTaHHS 3 OYMLLEHOK BOAOH
BignoBigHO A0 Bu3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€sponeicbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH npuaaTHOCTI

36epiratu BCi peareHTV i MikponnaHweT npu Temnepatypi 2-8 °C/35-46
°F, B opuriHanbHi ynakosui. OTOBI, BigHOBMEHI PO34YMHK, 33 BUHATKOM
PedepeHcHoi Mnasmu i KoHtponie, ctabinbHi npoTtsarom 1 micaua npu
Temnepatypi 4 °C, sk miHimym. lMicnsa BigHoBNeHHs PedepeHcHa Mnasma
i KoHTponi € ctabinbHumn npoTsiroMm 8 roauH npu 36epiranHi npu 2-8 ° C/
35-46 °F. PeazeHnmu i MikponnaHwem MO8UHHI
suKopucmosyeamucsi mifnbKu 8 MexXax mepMiHy npudamHocmi,
3a3HayeHO20 Ha KOXXHOMY KOMIMOHeHMI. YHukalime iHmeHCcuUeHo20
ennuey ceimna Ha TMB po34yuH. 36epicaiime MikponnaHwemu e
npu3HaYeHil o0ns ybo20 ¢ponb3i, 8 MoMy qucni 3 ocywyeaqem, i
winbHO 3akpueatme.

5. 3axoam 6e3nekn BUKOPUCTaHHSA

5.1 He6e3neka ans 380poB's

Led npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
Taknm YMHOM, TifbKM NepcoHarn, HaBYeHUN i cneujianbHO iHpopMoBaHui
LWOAO MeTodiB AiarHOCTUKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Len NpoayKT He BBaXaeTbCH OCOGNMBO TOKCUYHMM abo Hebe3dneyHum B
yMOBax HOpPMasibHOro BUKOPUCTaHHS, MPUTPUMYATECH HACTYMHUX 3aX0AiB
Ons MakcumanbHoI 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEeHLUjHO Hebe3neyHi KomnoHeHTU. Xouva
peareHTU He knacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpoW i HOCUTK
OHOPAa30Bi pPyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
sk KoHcepBaHT. NaN3; Moxe OyTU TOKCUYHUM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonagaHHi Ha wkipy i ovi. NaN3 mMoxe pearyBaTu 3i CBMHLEM i
migato i hopmyBaTu BMOYxoHebe3neyHi asuan metanis. Mpy 3HULLEHHI,
3MUTU 3 BENUKOK KiNbKICTIO BOAM, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA OO0 mMpouedyp Aes3akTuBalii, SK Le BUKIageHo
CDC abo [0 iHWwmMx MicueBUx/HaLioHaNbHUX KEPIBHUX NPUHLMMIB.

He nanitb, He xTe i He nuinTe npu poboTi 3 Habopom.

He ninetyBatu potom.

Becb BuxigHvi niogcbkuii MaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB LbOro Habopy (KOHTponi, cTaHgapTv, Hanpuknag) OyB
NPOTECTOBAHUIA CXBaneHumMu metogamu, i 6yB HeratmBHum o HbsAg,
renatuty C Tta BIJT 1. MNpoTe, xoOeH TecT He MoOxe rapaHTyBaTu
BiACYTHICTb BIpPYCHMX areHTiB Yy Takux MaTtepianax MoBHICTI0. Takum
YMHOM, MOBOAUTUCH 3 KOHTPOSSIMU, CTaHAApTaMu i 3paskamy nawieHTiB
K 3 MOTEHUNHMM JKepenoM iHeKUiHMX 3axBOptoBaHb i BiANOBIAHO A0
HaLjioHanbHWUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS LWOA0 BUKOPUCTaHHS

He 3wmiwyiite i He 3amiHioliTe peareHTM abo MikponnaHweTn 3 pi3HKX
nortis. Lie moxe npuBectn fo 3MiH B pe3ynbTartax.

MpuBecTu BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTtypu (20-26 °C/68-78.8
°F) nepen BMKOpPUCTaHHAM, QJobpe nepemiwaTtv i [OTpPUMyBaTUCh
pPEKOMEHAO0BAHOI  iHKYOaUiMHOT CXeMu Ans ONTMMAanbHOrO BUKOHAHHSA
TecTy.

IHkyGauin: Mu pekomeHayemo npoBoauTtu TecT npu 23 °C/73.4 °F
ANs aBTOMaTU30BaHNUX CUCTEM.

Hikonu He nignaBante KOMMOHEHTW BinblU BUCOKIA Temnepatypi, Hix 37
°C/98.6 °F.

3aBxan MPOBOAUTM MiNETyBaHHA PO3YMHY CybCcTpaTy Tinbku 3 HOBMMMU
HakoHe4yHukamun. 3axvaTtv uen peareHT Big cBitna. Hikonn He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHLWIMMK peareHTaMu 40 LbOoro.

MeBHMM KNiHiYHMA piarHO3 He nNOBUHEH [FpPyHTyBaTUCA Ha
pe3ynbTaTax TiflbKu NPOBEAEHOro TecTy, ane mMae GyTu 3pobneHun
nikapem nicns ouiHKU BCiX KNiHiYHMX Ta naGopaTopHUX AocnigXeHb.
[iarHo3 noBMHeH OyTU nepeBipeHMA 3 BUKOPUCTAHHAM Pi3HUX
MeToAiB [iarHOCTUKM.

6. BinGip npo6, BukopucrtaHHs Ta 36epiraHHs

Bukopuctati nepeBaxHo cBix03idpaHi 3pasku nnasmm 3 3.2% abo 3.8%
unTpaTy HaTpilo B SKOCTI aHTuKoarynsHTy. 3abip KpoBi MOBUMHEH
NPOBOAMTUCL BIAMOBIAHO OO AepXaBHWUX BMMOr. He BUKOpUCTOBYMTE
iKTepuWYHi, ninemiyHi, remonisoBaHi abo 6akTepianbHO 3abpyaHeHi 3pasku.



3pasku KpoBi MOBWHHI Byt 3ibpaHi B 4nCTi, Cyxi i MOPOXHi MpoBipku.
Micna cenapauii, 3pasky cupoBaTKU Crig BMKOPUCTOBYBaTW Bigpasy,
36epiratu WinbHO 3akputumy npu Temnepatypi 2-8 °C/35-46 °F po 8
rogviH i 3amopoxxeHnmu npm -20 °C/-4 °F gna 6inblu TpuBanux nepiogis.

7. NMpouenypa aHanisy

7.1 NigroToByi 3axoaun nepepn nineTyBaHHAM

Po3BecTy KOHLEHTPOBaHI peareHTu:

PosBecTn KoHueHTpoBaHui Oydep Ansa B3ipuie 1:5 aucTunboBaHO
Bogoto (Hanpwuknagd, 20 mn nntoc 80 mn).

PosBecTn koHuUeHTpoBaHui MNpomusHuin Gydep 1:50 AnMcTURNbOBaHOK
BoAot0 (Hanpwknag, 20 mn nntoc 980 mn).

PedepeHcHa nnasma:

BigHoBuTM PedepeHcHy [Mnasmy wnaxom pgodasaHHa 0.4  wmn
OVCTUNBOBAHOI BOAM i MOTPYCUTU. 3anuwunTu BiAHOBMEHY nnasMmy Ha 10
XBUIWH NpW KIMHATHIA TemnepaTypi nepes BUKOPUCTaHHAM. PedepeHcHa
Mnasma ctabinbHa npoTsirom 8 roguH nNpu Temneparypi 2-8 °C/ 35-46 °F.

KoHTponi:

BigHoBuTK KoHTponb N i KoHTpone D, gogaswwn 0.2 mMn AUCTUALOBAHOI
BOAW i NOTpycUTU. 3anuwnTi BiQHOBMEHi KoHTponi Ha 10 XBunvH npwu
KiIMHaTHIN TemnepaTypi nepea BUKOPUCTAHHSIM.

KoHTponi  3anuwatotbes  cTabinbHMMu  npoTtdrom 8
Temneparypi 2-8 °C/35-46 °F.

roguH  npu

MonepenHe po3baBneHHA PedepeHcHoi Mna3mu:

Mpurotynte 1:2 posbasneHHs BigHoBneHoi PedepeHcHoi [Mnasvm y
nonepegHb0 po3sefdeHomy Oydepi ans 3paskie (1x) 2 i pobpe
nepemiwatn, Hanpwuknag, 100 mkn 6ydepa ana 3paskis + 100 mkn
nnasmu.

MiarotoBka pedepeHCHOI KPUBOI:
Habip posseaeHb OTpuMyIOTb 3a AOMOMOrol po3BefdeHoi PedepeHcHoi
Mnasmn.

. Bumuiite 3x 3 300 mkn npomusHoro bydepa (po3seaeHuin 1:50).

. Becite 100 mkn TMB cybcTpaT B KOXHY MYHKY.

. Butpumarite npotarom 30 xBunmH npu 20-26 °C/68-78.8 °F,
3axWLLLEHOMY Bif, iHTEHCVMBHOrO CBiTMa.

e  Brecitb 100 Mkn cTON PO34MHY B KOXHY JTyHKY, BUKOPUCTOBYHOYM
TOW e NOpSAoK, SiK Npu nineTyBaHHi cybcTpaTy.

. IHKyByITE 5 XBUNUH MiHIMYM.

e AriTyBaTu NnacTuHy peTenbHO NPoTSArom 5 cek.

. 3unTatn abcopbuito npu 450 HM (onuinHo 450/620 HM) npoTtsarom 30
XBUIVH.

8. KinbkicHa IHTepnpeTauis

Ons  kinbkicHoi iHTepnpeTauii nobyaoyBaTv CcTaHOapTHY KpuBY,
BidknaBwy onTUYHY winbHictb (OLL) KoxHOro po3BeAeHHs
PecbepeHcHoi [Mnasmu (y-Bicb) nNpoTu BiANOBIAHOrO 3Ha4eHHs
PedepeHcHoro piBHA y % (Bicb Xx). [na oTpvMaHHA HanKpaLmx
pesynbTaTiB My pekomeHayemo koopaumHatu log/lin i 4-napameTpoBy
dyHkuito. 3 Ol koxHoOro 3paska 34uTalTe BignoBigHe BiAHOCHE
3Ha4yeHHsA nauieHTa, BupaxeHe Y %. MOMHOXWTM BiAHOCHE 3HaYeHHS
nauieHTa, oTpuMaHe 3 pedpepeHCHOI KpUBOi 3a JOMOMOrol NPU3HaAYeHOro
chakTopa, 3a3HaYeHOro y FMUCTKY KOHTPOMI0 SKOCTi, Wob obuncnutu
piBEHb aHTUreHy BiNlbHOTrO NpoTeiHy S y % Big HOPMarbHOTO.

lNpuknad cmaHdapmHoi kpueoi
Mu pekomeHayemo nineTyBaTM KoxHe po3baBneHHs PedepeHcHoi
nna3mu napanesibHO Ansi KOXKHOTO MPOroHY.

PegpepeHcHull OD 450/620 Hm Pesynbmamu CV %
PigeHb (%) (Bapiayis)
12.5% 0.433 11.98 4.16
25% 0.754 23.45 6.20
50% 1.275 53.63 7.26
75% 1.581 76.53 2.04
100% 1.881 99.71 0.29
150% 2.371 146.52 2.32
lMpuknad po3paxyHKy
MaujieHt [ly6nikar CepenHe BinHocHe ®akTop MporeiH C
(OD) (OD) 3HaYeHHs nauiexta
(%) ()
P01 0.933/0.927 0.930 29.5 0.96 28.32
P02 1.860/1.866 1.863 123.5 0.96 118.56

06'em pedepeHcHOI 06’em Bydepa ans PedhepeHcHuMI piBeHb

nnasmu 3paskiB

60 Mkn 1000 mkn 150%

40 mkn 1000 mkn 100%

30 Mkn 1000 mkn 75%

20 Mxn 1000 mkn 50%

10 mkn 1000 mkn 25%

10 mMkn 2000 mkn 12.5%

Po3BeneHHs 3paskiB i KoHTponiB:
Hopatn 20 mkn nnasmu go 1000 mkn 6ydepa ans 3paska (1x) i pobpe
nepemiwaru.

MpomuBaHHSA:

Migrotysat 20 Mn po3BeaeHoro npommeHoro 6ydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHoK (Hanpuknag, 4 Mn KoHUeHTpaTy nnoc 196 mn
ONCTUNbOBAHOI BOAW).

ABTOMaTM30BaHe NPOMMUBAHHS:
BpaxyBaTu HagnuLIkoBi o6csirn, HeoOXigHi AN HanawTyBaHHS npunagy,
i MmepTBi 06CAMM ANs aBTOMAaTU30BaHOIO MiNETyBaHHS.

PyyHe npomMuBaHHs:

Bupanutu pignHu 3 nyHOK nepekvaaHHAM nnadieTa. MNocTykaT pamKoio
3 MIiKpONyHKaMun eHepriviHo Ha uicTui agcopOyrounii nanip. BHectn 300
MK pO3BEAEHOro NpoMMBHOIO Oydepa B KOXHY NyHKy, nodvekatun 20
cekyHa. MoBTOpMTKM BClO NpoLieaypy e ABa pasu.

MikponnaHweTu:
Pospaxyiite KinbkicTb NyHOK, HeoOXigHWX Anst BuNnpobysaHHs. Buganutu
3aViBi NyHKM 3 paMu, MOMICTMTM B NaKeT i 36epirat pasom 3 ocyLLyBavem,
(2-8 °C/35-46 °F).

[aHi, xapakTepHi ANnsi KOHKPETHOrO NMOTY, 3HAXOASATLCHA B JIUCTI KOHTPOIO
sikocTi. MeanyHi nabopaTopii MoXyTb npoBoauTU cBit KoHTpornb AkocTi
BMKOPVCTOBYIOYM BriacHi KOHTPOri i/abo BHYTPILLHI Nyn cMpoOBaToK, SK Lie
nepenbayeHo Hopmamm €C.
He eukopucmoseysamu ueu
pe3ynbmamie nayieHmis!

npuknad oOna iHmepnpemauii

KoxHa nabopaTopisi NOBMHHA BCTAHOBUTM CBOi MeEXi HOpManbHUX
3Ha4yeHb, I'PYHTYIOUMCb Ha BMIACHMX MeTOAaX, KOHTPOnsAx, obnagHaHHi i
nonynsuii  mauieHTiB  y  BigNOBIAHOCTI  3i CBOIMM  BCTAHOBIIEHUMW
npoweaypamu.

OvuikyeaHi 3Ha4YeHHSs1

3HayeHHs BinbHoro lNpoTeiHy S HaBedeHi y BiAHOCHWUX BigcoTkax (%)
NopiBHSIHO 3 06'eQHaHO HOpMaIbHOK NNasMo. KoHLeHTpauis BinlbHOro
MpoTeiHy S B HOpManbHil NIOACHKIA MrasMi KONMBaETbCH, K NPaBuUIo,
Big 60% o 130%.

3pasku 3i 3HaYEeHHAMY BULLE Aiana3oHy eTarioHHOI KpUMBOi MOXYTb OyTu
OLliHeHi 3HOBY Mpu BiNbLL BUCOKNX PO3BEAEHHSAX AN TOYHUX pe3yrnbTaTiB.
KoxHa nabopaTopis NOBMHHA BCTAHOBUTM CBOi MeEXi HOpManbHUX
3Ha4yeHb, I'PYHTYIOUMCb Ha BMACHMX MeTOAax, KOHTponsAx, obnagHaHHi i
nonynsauii  nauieHTiB  y BiANOBIQHOCTI 3i CBOIMW  BCTaHOBMEHUMU
npoweaypamu.

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema nineTyBaHHA: auB. [opatok A, npoueaypa BUNpoGyBaHHA: OMB.
Oopatok B

Mu pekomeHayemo nineTyBaHHA 3pa3kiB, KoHTponiB i po6ounx po3BepeHb
PecbepeHcHoi Mna3mu y ABOX NnpuMipHMKax.

. BHecite 100 Mkn po3BedeHOi CUpOBaTKM KOXHOrO MauieHTa B
NpU3HaYeHi NyHKW.

. BHecite 100 MKn KOXHOro poboyoro possefeHHs PedepeHcHoi

Mnasmu i po3baeneHnx KoHTponiB y Npu3HayeHnx fyHKN.

Butpumarite npotsirom 30 xBunuH npu 20-26 °C/68-78.8 °F.

Mpomuiite 3x 3 300 mkn npomwmsHoro Bycdepa (posseaeHuii 1:50).

BHeciTe 100 MK KOH'toraTy B KOXHY MYHKY.

Butpumarite npotsirom 30 xsunuH npu 20-26 °C/68-78.8 °F.

9. TexHiu4Hi faHi
Marepian 3paska:
06’em 3pazska:

nnasmva
20 mkn nnasmu, po3segeHoi 1:51 B 1x
Oydepi Ans 3paskis

90 xBunuH npu 20-26 °C/68-78.8 °F
12.5-150 %

1.0%

3aranbHuM Yac iHKybauii:
Liana3oH kaniopyBaHHA:
AHaniTM4yHa YyTNUBICTb:

36epiraHHA: npu Temneparypi 2-8 °C/35-46 °F
BVIKOPVCTOBYWTE TiNbKv OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10. daHi npoayKTMBHOCTI

10.1 AHaniTuyHa YyTnusicTb

TecTtyBaHHA Oydpepa anst 3paskie 30 pasiB Ha Free Protein S pgano
aHaniTnyHy vytnmeictb 1.0 %.




10.2 CneuundivHicTb
MikponnaHLweT NoKpUTUI aHTUTINaMu, cneundiyHUMKn gnsa BiNbHOro
MpoTeiHy S noauHwW.

10.3 NiHinHicTb
O6paHi cupoBaTkM TecTyBanucb 3 UMM Habopom i Oyno BCTaHOBMNEHO
NiHINHICTb po3BEeAEeHHS.

Ne ®akTop BumipsHa OuikyBaHa BinHoBnEHHs
3paska pPo3BeAeHHs KOHLieHTpauis KOHLieHTpauis (%)
(%) (%)
1 1/50 97.66 100 97.66
1/100 49.51 50 99.02
1/200 25.66 25 102.64
1/400 13.36 12.5 106.88
2 1/50 42.97 40 107.43
1/100 18.78 20 93.90
1/200 9.78 10 97.80
1/400 4.85 5 97.0

Dopatok B: Mpoueaypa Bunpo6yBaHHA

Samples (1:51) / Controls

Lo

+100 pl 30

10.4 TouHicTb

[Ina BU3HaYeHHs TOYHOCTI aHanidy, MiHNMBICTb (BCepedwHi) ouiHioBanm
LUMSXOM aHanisy Moro BiATBOPHOBAHOCTI Ha TpbOX BidibpaHux 3paskax
nnasmuy, wWob npeacTaBUTU Aiana3oH B MOPIBHSHHI 3i cTaHAapTHO
KpUBOIO.

+100 pl

Intra-Assay
Sample Mean cv
No. (%) (%)
1 110 2.3
2 78 56
3 26 4.2

10.5 KanibpyBaHH#A

Llenn «kinbkicHAM aHani3 kanibpyeTbcs MpoTU ApYroro MiXXHapogHoro
ctaHgapty BOOS3 ans Binka S. 3HayeHHs gaHi B BiAHOCHUX BiAcoTkax
(%) nopiBHsAHO 3 06'eAHAHO0 HOPMarbHOK MMAa3MOH0.

OOOATOK A: Cxema nineTyBaHHsA

Mwu nponoHyeMo nineTyBaTth poGoui po3BeaeHHs PedepeHcHoi Mna3mu, koHTponis
i 3pa3kiB HaCTYMHUM YMHOM:

[ns kinbkicHoi iHTepnpeTauii BukOpuCTOBYBaTM poboYi po3BedeHHs PedepeHcHoi
lMna3mu ans nobyaosu CTaHAAPTHOT KPUBOI.

T
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for quantitative interpretation use
the working dilutions of the Reference
Plasma to establish a standard curve
1 2 3 4 5 6 8 9 10 11 12

A | 150 25 |P1

B | 150 25 |P1

C |[100 [125 |P2

D |[100 (125 |P2

E 75 |CD |P3

F 75 |CD |P3

G | 50 |CN

H 50 |CN
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150: PedpepeHcHuii PiBeHb 150%, 100: PedpepeHcHuii PiBeHb 100%, 75:
PedepeHcHnn PiBeHb 75%, 50: PedepeHcHun PiseHb 50%, 25:
PedepeHcHuin PiBeHb 25%, 12.5: PedepeHcHuin PiBeHb 12.5%

CD: KOHTpOnb «AediuuTHa nnasma

CN: KOHTpOnb «HOpPMarnbHa nnasma»

P1: nauienT 1

P2: nauieHT 2

P3: nauieHT 3
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