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OcHog0t0 npu nposedeHHi aHasizy € opueiHan iHcmpyKuii
aHanilcbKo Mo8ok, eknadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MO8UHHI
criignadamu.

1 MNpu3HaveHHs

AESKULISA Serin-Prothrombin-Check € TBepaodasHum
iMyHO(DEPMEHTHUM aHami3oM 3 BUKOPWUCTAHHSAM BWUCOKO OYWLLEHOro
docaTnauncepnHy i HaTMBHOro  NpoTpoMbGiHy  noauHW  Ans

KOMMMEKCHOrO KiMbKiCHOTro Ta sikicHoro BuaHayeHHs 1gG Ta IgM aHTtuTin
npoTtu hocaTnamncepuHy i n(PoTpombiHy B cMpoBaTLi KPOBi JIIOAUHM.
AHania € ponomorol B AiarHOCTWUi Ta OUiHUi pu3uky Tpombo3sy Yy
nauieHTiB 3 CUCTEMHMM YEpPBOHMM BOB4YaKOM i aHTudocdoninigHUm
cuHgpomom (APC).

2. KniHiyHe 3acTtocyBaHHA i
iHCMpyKUii).

npuHUun adanisy (fJus. opuziHan

lMpuxyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHkyOytoTb B MikponnaHiweTax 3
BHECEHHAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS HA HACTYMHIiN cTagii. MoTiM aHTU-noackki iMyHOrnobyniHu,
KoH'loroBaHi 3 [epokcupgasod  xpoHy (koH'toraT), iHKyOyTb i
BiAOyBa€eTbCA peakuis 3 KOMMNIIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. HesB's3aHuWn KoH'loraT BUMMBAETbCA Ha HACTYMHIN
ctagii. [JopaBaHHa TMB cyGcTpaty reHepye  dhepMeHTaTUBHY
KONOPUMETPUYHY (CYHIN Konip) peakuilo, sika 3YMNUHSETECA PO3BEAEHO0
KMUCOTO (KOMip 3MiHIOETLCS Ha XOBTUW). LLIBUAKICTL yTBOPEHHS KOnbopy
Bij XpOMOreHy € (yHKUi€l0 KiNbKOCTI KOH'loraTy, MNOB'A3aHOro 3
KOMMMEKCOM aHTUreH-aHTMTINO, | BOHa MpOMnopuiiHa Mo4YaTKOBI
KOHLIEHTpaL,ii BiANOBIAHWX aHTUTIN y 3pa3sKy nauieHTa.

3. KomnnekTt noctasku

Maromb 6ymu eiOHOEI€eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHUEHTpOBaHWMN
(BinuiA KOBNAYOK: )XOBTUIN PO34MH)

Mictutb: Tpic, NaCl, BSA, a3ug Hatpito <0,1%
(KOHCEpBaHT)

1 dnakoH, 20 mn - 50X KOHLEHTpOBaHWM
(6inni KoBMAYOK: 3€NEHNIN PO3UMH)

Mictutb: Tpic, NaCl, TsiH 20, a3ug HaTpito <0,1%

50x MpomunBHUIA Bydep

(kOoHCepBaHT)
Fomoei 0o eukopucmaHHsi:
HeratuBHuin KoHTponb 1 dnakoH, 1.5 mn (3eneHurt KoBmayok:

6e3KonipHUIA Po34mH)

MicTutb: nioAcbky cupoBaTKy (po3BedeHy), aswvg
HaTpito <0,1% (KOHCepBaHT)

1 drakoH, 1.5 mMn (4epBOHWMI KOBMAYOK:
XKOBTUI PO3YMH)

Mictutb: noAcbky cupoBaTKy (po3BedeHy), aswvg
HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 Mn (CUHIA KOBMNAYoK: XXOBTWI
PO34UH)

MicTuth: nioacbky cupoBaTky (po3sefeHy), asug
HaTpito <0,1% (KOHCepBaHT)

6 dpnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTEHCKBHICTb KOMbOPY
NigBULLYETBLCS 3 KOHLEHTPALIE: PO34MHN
XKOBTOrO KONbOpY). Mioacbka cuposatka
(po3BeneHa), asug HaTpito < 0.1% (KOHCepBaHT)

1 dnakoH, 15 mn IgG/M (Ginuiz KoBRa4ok:
YEpBOHUIA PO34MH)

MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHW, KOH'lOroBaHi
3 NepOKCMAA30o XPOHY

1 donakoH, 15 Mn (YOpPHWI KOBMAYOK)

MoautmeHMn KoHTponb

KanibpaTop Cut-off

KanibpaTtopu

KoH’torat

CybcTpat TMB

MicTtuTb: cTabinizoaHun TMB/H,0,

Cton PosuuH 1 dnakoH, 15 wmn (Binun koBMayoK:
6e36apBHUIA PO34NH)
MictnTb: 1 M consHoi kncnotun

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi
BiJOKPEMMIOTLCA

MoKkpUTTS AMB. NYHKT 1

Heob6xidHi mamepianu, ujo He nocmayaromacsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuitHUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHun nocyg (umniHgp 100-1000 mn),
npobipkn Ans po3sefeHHsl. BopTeke, ninetku npeumsiiHi (10, 100, 200,
500, 1000 wmkn) abo perynboBaHa MynbTuninetka (100-1000 mn).
MikponnaHweTHui Mpuctpin ana npomuskn (300 MKN MOBTOPHOBaHHS
abo OaratokaHanbHa ninetka abo aBToMaTM30BaHa cucTema),
aacopbyouunii nanip.

Hawi Tectm npu3HaveHi ANA BUKOPWUCTAHHS 3 OYMLLEHOK BOAOH
BignoBigHO A0 BM3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€sponeicbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH NPMAAaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwriHanbHin ynakoBui. [OTOBIi, BiOHOBMEHI PO34YMHU CTaBIMbHI
npotarom 1 micaus npu Temnepatypi 4 °C, sk MiHiMym. PeazeHmu i
MikponnaHwem moeUHHi eukopucmosgysamucsi mifbKu 6 Mexax
mepmiHy npudamHocmi, 3a3Ha4YeHO20 Ha KOXHOMY KOMMOHeHMm.
YHukalime iHmeHcueHo2o ennuey ceimna Ha TMB poO34uH.
36epizatime MikponnaHwemu e npu3Ha4eHill 0ns ybo20 ¢onb3i, 8
momy yucii 3 ocywysa4dem, i WinbHo 3akpuealime.

5. 3axoam 6e3neKkn BUKOPUCTaHHS

5.1 HeGe3neka ans 3popoB's

Led npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM NepCoHar, HaBYeHWI i cneuianbHO iIHPOPMOBaHWN
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe npoBoAMTU aHani3. Xoda
Leln NpoayKT He BBaXaeTbCH OCOBNMBO TOKCUYHMM abo Hebe3dneyHum B
YyMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYMTECH HACTYMHMX 3axX0AiB
ONs MakcumarnbHOI 6e3neku:

PekomeHndayii ma 3axodu 6e3neku

Lleii komnnekT MiCTUTb MOTEHUiHO HebeaneyHi KOMMOHeHTU. Xouda
peareHTU He krnacudikoBaHi SK nogpasHWK Ans o4Yen i Wkipyu, Mu
PEKOMEHAYEMO YHMKHYTM KOHTaKTy 3 O4YMMa Ta LIKIpOK | HOCUMTU
OOHOPAa30Bi pyKaBUYKM.

YBAIA! Kani6bpatopu, KoHTponi Ta Bydepu mictate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; mMoxe OyTW TOKCMYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wWwkipy i o4i. NaN3; Moxe pearyBaTu 3i CBUHLEM i
migato i popmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKiCTHO BOAM, W06 3anobirtn HakonuyeHHIo asugis.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik ue BUKNageHo
CDC abo [0 iHWwmMx MicueBUx/HaLioHanbHUX KEPIBHUX MPUHLMMIB.

He nanitb, He iXTe i He NuITe Npu poboTi 3 Habopom.

He ninetyBatu poTtom.

Becb BuxigHvIn niogcbkuii MaTepian, WO BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknap) O0ys
NpoTEeCTOBaHWI CxBaneHUMn meTtogamu, i 6yB HeratwuBHum o HbsAg,
renatuty C Tta BIJT 1. lNpoTe, xoOeH TecT He MoOxe rapaHTyBaTu
BiICYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
YMHOM, MOBOAUTUCH 3 KOHTPOSSIMU, CTaHAApPTaMu i 3paskamy NawieHTiB
K 3 MOTEHUINHMM JXepernoM iHeKUiHMX 3axBOptoBaHb i BiANOBIAHO A0
HauioHanbHMX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOAO0 BUKOPUCTaHHS

He 3wmiwyvite i He 3amiHlonTe peareHTM abo MikponnaHweTn 3 pisHKX
nortis. Lie moxe npusectn Ao 3MiH B pe3ynbTartax.

MpuBecTu BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6
°F) nepep BuKopucTaHHsM, [obpe nepemiwaTtn i [OTPUMYBaTUCH
pPEKOMEHAO0BaHOI iHKybaUiMHOT CxeMu Ans ONTMMAanbHOrO BUKOHAHHSA
TecTy.

IHky6auin: Mu pekomeHayemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nippaBaviTe KOMMNOHEHTW GinNbLL BUCOKIA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpPOBOAUTM MiNeTyBaHHA PO34MHY cybCcTpaTy Tinbku 3 HOBMMMU
HakoHeYHuKamu. 3axuwaTn Luel peareHT Big cBsiTna. Hikonu He
ninetyBatn KOH'loraT 3 HAaKOHEYHVKamu, SKi BUKOPUCTOBYBanuCb 3
iHLWIMMK peareHTaMu 40 LbOoro.

MeBHMM KNiHiYHMA piarHO3 He nNOBUHEH [pPyHTyBaTUCA Ha
pesynbTaTax TiflbkM NpoBeAeHOro TecTy, ane Mae O6yTu 3pobneHun
nikapem nicns ouiHKM BCiX KNiHiYHMX Ta NabopaToOpHMX AOCHiIMKEHD.
[iarHo3 noBuMHeH OyTU nepeBipeHMA 3 BUKOPUCTAHHAM Pi3HUX
MeToAiB AiarHOCTUKM.



6. Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHA
BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3pasky CUPOBATKU.
3abip KpoBi NOBMHEH NPOBOAUTMUCDH BiAMOBIOHO 4O AEPKABHUX BUMOT.

He  BMKOpUCTOBYWTE  iKTEPUYHi, ninemiyHi, remonizoBaHi  abo
HakTepianbHO 3abpyaHeHi 3pasku. CupoBaTka 3 YacTkamu NOBUHHA OyTn
oumLLEeHa LeHTPUdYryBaHHAM 3 HU3bKoto LwBmakicTio (<1000 x g). 3pasku
KPOBi MOBWHHI OyTWU 3iOpaHi B 4MCTi, cyxi i nMopoxHi npobipku. licns
cenapadii, 3paskv cMpoBaTKu Cnif BUKOPUCTOBYBAaTU Bigpa3sy, 36epiratu
LWiNbHO 3akputumu npu Temnepatypi 2-8 °C/35-46 °F po Tpbox AHIB i
3amopoxxeHumu npu -20 °C/-4 °F gnsi 6inbLl TpuBanux nepioais.

7. NMpoueaypa aHanisy

7.1 NigroToBYi 3axo4un nepen nNineTyBaHHAM

Po3BecTy KOHLEHTPOBaHI peareHTu:

PosBecTn KoHueHTpoBaHui Oydep ans B3ipuie 1:5 AWCTUNbOBaHOK
BoAow (Hanpuknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomusHuin Gydep 1:50 aucTUnbOBaHOK
Bopow (Hanpuknagd, 20 mn nntoc 980 mn).

3pasku:

PosBecTtu 3pasku cuposatku 1:101 6ychepom ans 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa gns 3paskiB (1x) + 10 Mk cupoBaTku.
[o6pe nepewmiwatn!

MpomuBaHHA:

Migrotysatn 20 mn po3seaeHoro npomusHoro Gydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHok

Hanpuknag, 4 Mmn koHueHTpaty nnoc 196 Mn AMCTUNBLOBaHOT BOAM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLKoBi o6csArn, HeoOXigHi Ans HanawTyBaHHS npunaay,
i MepTBi 06CArv AN aBTOMaTN30BaHOIO MiNeTyBaHHS.

PyyHe npoMuBaHHsA:

Bupanutu pignHmn 3 nyHok nepeknaaHHam nnaHwerta. MNoctykatv pamkoto
3 MiKponyHKamMu eHepriiHo Ha uicTuid agcopOyrounii nanip. BHectn 300
MK pO3BEAEHOro NpPOMMBHOIO Oydepa B KOXHY NyHKy, nouvekatn 20
cekyHA. MNMoBToOpMTYM BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:
Pospaxyvite KinbkicTb NyHOK, HeobXigHWX Ans BunpobysaHHA. Buganutn
3aWiBi NyHKM 3 paMu, MOMICTUTM B NakeT i 36epirat pasom 3 ocyLLyBayem,
(2-8 °C/35-46 °F).

lMpuknad cmaHdapmHoi Kpueoi
Mwu pekomeHayeMO napanesnbHe nineTyBaHHs KanibpaTopiB Anst KOXHOro
aHaniay.

Kaniépamopu IgG/M 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.036 1.9
3 0a/mn 0.168 2.6
10 Op/mn 0.303 38
30 Op/mn 0.579 14
100 Oa/mn 1.241 11
300 Op/mn 2.130 05
lMpuknad po3paxyHKy
MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 0.705/0.769 0.737 38.3
P02 1.223/1.234 1.229 96.9

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema ninetyBaHHs: AvB. [logaTok A, npoueaypa BUNPOOYyBaHHSA: AMB.
HOopnatok B

Mu pekoMeHAyeMO nineTyBaHHA 3pa3kiB i KanibpaTopiB y ABOX NPMMipHUKaX.
Kani6paTop Cut-off BUKOpucTOoBYBaTH TiNbKKN AN AKICHOrO aHanisy.

. BHecite 100 Mk po3BedeHOi CUpOBaTKM KOXHOIO MauieHTa B
NpU3HaYeHi NyHKW.

. BHecite 100 wmkn kanibpatopie abo Cut-off kanibpaTtopa i

HeraTvBHoro i NMo3nTMBHOIO KOHTPOIO B NPU3HAYEHi NYHKW.

Butpumarite npotsirom 30 xBunuH npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npomuBHoro 6ydepa (po3seaeruin 1:50).

BHecitb 100 MKn KOH'lOraTy B KOXHY MYHKY.

Butpumarite npotarom 30 xBunuH npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npomusHoro Bydepa (po3seaeHuii 1:50).

BHecitb 100 mkn TMB cybcTpaT B KOXHY MYHKY.

Butpumarite npotarom 30 xBunuH npu 20-32 °C/68-89.6 °F,

3axuLLeHOMy Bif iHTEHCUBHOrO CBiTNa.

e  Brecitb 100 Mkn cTOn pO34MHY B KOXHY IyHKY, BUKOPUCTOBYHOUM
TOW >Xe NOPSiAOK, siK NpU NineTyBaHHi cybcTpaTy.

e |HKyOynTE 5 XBUNNH MiHIMYM.

e  AriTyBaTu NnacTuHy peTenbHO NPOTArom 5 cek.

e  3uuratu abcopbuito npu 450 HM (onuiiHo 450/620 HM) npoTsirom 30
XBUIIVH.

[aHi, xapakTepHi 4N KOHKPETHOro MOTYy, 3HAX0A4ATLCS B NUCTI KOHTPOIIO
skocTi. MeguyHi nabopaTtopii MoXyTb npoBoanTK cBil KoHTponb AkocTi
BMKOPMCTOBYOUM BriacHi KOHTPOri i/abo BHYTPILLHIA Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamu €C.
He eukopucmosyeamu
pe3ynbmamie nauieHmis!

uel npuknad dOns iHmepnpemauir

KoxHa nabopaTtopis NOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3Ha4eHb, I'PYHTYIOUMCb Ha BMACHMX MeTOAax, KOHTPOnsAx, obnagHaHHi i
nonynsauii  nauieHTiB  y BIQNOBIAHOCTI 3i CBOIMW  BCTaHOBEHUMW
npoueaypamu.

Ona sAkicHOi iHTepnpeTauii 3uMTaTM ONTWYHY WinNbHICTE  Cut-off
kanibpatopa i 3paskiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off
kanibpatopa. ns AKicHOI iHTepnpeTauii MM pekoMeHAyeEMO po3rnsgaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOrOBOrO 3HAYEHHS, $K
OBO3HauHi. Bci 3pasku 3 6inbl Bucoknm OD BBaXatoTbCsi MO3UTUBHUMMU,
3pasku 3 6inbL HM3bkuMu OD BBaXXarTbC HEraTUBHUMMU.

HeratuBHui: OD nayienra < 0.8 X OD cytoft
CyMHiBHMI: 0.8 X OD cytoff < OD payienra £ 1.2 X OD cytoofr
Mo3nTuBHUM: OD qayienra > 1.2 X OD cyteoff

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

cvpoBartka

10 mkn 3paska, possegeHoro 1:101 B 1x
Oydepi Ans 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oa/mn

1.0 Og/mn

npu Temneparypi 2-8 °C/35-46 °F
BVIKOPVICTOBYWTE TiNbKW OpUriHanbHi
dnakoHu

96 TecTiB

3aranbHuM Yac iHKybauii:
Liana3oH kaniopyBaHHA:

AHaniTM4Ha YyTNUBICTb:

36epiraHHA:

KinbkicTb BU3Ha4eHb:
10. daHi npoayKTMBHOCTI

10.1 AHaniTnyHa YytnusicTtb
TectyBaHHA Oydepa ans 3paskie 30 pasiB Ha AESKULISA Serin-
Prothrombin-Check agano aHanitnyHy yytnumsicte 1.0 Oa/mn.

10.2 CneundivHicTb

MikponnaHweT  nokpuTM  HaTUBHUM  docdaTnauncepmHom i
HaTUBHUM NpPOTPOMOGiIHOM nioauHu. [lepexpecHoi peakTMBHOCTI 3
iHWKXMK ayToaHTMreHammn He cnoctepiranocb. Tectn AESKULISA Serin-
Prothrombin-Check aemoHcTpytoTb AiarHocTuuHy cneumdidHicts 93% i
LiarHoOCTUYHY YyTnuBicTb 89%.

10.3 NMiHinHicTb

O6paHi cupoBaTku TecTyBanucb 3 LM Habopom i 6yno BCTaHOBNEHO
NiHINHICTb  po3BefeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIOHICTb
XapakTepy MACbKUX ayTOaHTUTIN MOXYTb iCHyBaTW 3pasku, WO He
nianaratoTb LbOMY NpaBuny.

8. KinbkicHa i flkicHa IHTepnpeTauin

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTv CcTaHdapTHY KpuBy,
BiKnNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6patopa (Bicb Y)
no BiQHOLUEHHIO OO BiAMOBiAHMX 3Ha4YeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ona [ocArHeHHs Havkpawyx pesynbTaTiB MU PEKOMeHOYEMO
BUkopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3
OD KOXHOro 3paska 34nTaTy BiAMOBIOHI KOHLEHTpaLii aHTUTIN, BUpaXeHi
B Oa/mn.

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

Ne ®dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHA KOHLieHTpaLis KOHLeHTpauis (%)
(Op/mn) (Oa/mn)

1 1/100 134.0 135.0 99.3
1/200 64.3 67.5 95.3
1/400 35.8 33.8 105.9
1/800 171 16.9 101.2

2 1/100 96.5 100.0 96.5
1/200 52.0 50.0 104.0
1/400 23.8 25.0 95.2
1/800 118 125 94.4

<16 Og/mn 16-24 Op/mn > 24 Op/mn




10.4 TouHicTb

[ns BU3Ha4YeHHS TOMHOCTI aHani3y, MiHNMBICTb (BCepeauHi i Mixx cepisimu)
OLjiHIOBanm LUNSXOM aHani3y Moro BiATBOPIOBAHOCTI Ha TPbOX BidibpaHux
3paskax cupoBaTku, WOO npeacTaBuTM Aiana3oH B MOPIBHSAHHI - 3i
CTaHAapPTHO KPUBOHD.

+100 pl

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/ml) (%) No. (U/iml) (%)
133.0 38 1 138.0 4.2
74.0 42 2 79.0 5.8
42.0 43 3 38.0 49

10.5 KanibpyBaHH#A
Yepes BigCyTHICTb MiXXHAPOAHOro eTanoHHOro KanibpyBaHHs Liei aHani3
BigkanibposaHuii B Og/mn.

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyemo nineTyBaHHAI KanibpaTopiB, KOHTPONIB i 3pa3kiB HAaCTYMHUM
YMHOM:

[ns kinbkicHoi iHTepnpeTauii BuKopucToByBaTK kanibpatopu, wob nobyaysatu
CTaHZdapTHY KpUBY.

[ins AkicHoi iHTepnpeTauii BukopucToByBatu Cut-off kanibpaTtop.

for quantitative interpretation use cali- | for qualitative interpretation use cut-
brators to establish a standard curve off calibrator
1 2 3 4 5 6 7 8 9 10 " 12
A |CalA | CalE [P1 NC |P2
B | CalA | CalE | P1 NC |P2
C |CalB | CalF | P2 cC P3
D | CalB | CalF | P2 cC |P3
E |CalC|PC |P3 PC
F |CalC|PC |P3 PC
G |CalD [NC |.. P1
H |CalD [NC |.. P1

CalA: kanibpatop A, CalB: kanibpatop B, CalC: kanibpatop C, CalD:
kanibpatop D, CalE: kanibpaTtop E, CalF: kani6patop F

PC: Mo3nTnBHUIA KOHTPONb

NC: HeraTMBHUI KOHTPONb

CC: KanibpaTop Cut-off

P1: nauieHT 1

P2: nauieHT 2

P3: nauient 3

Oopatok B: MNMpoueaypa BUNpo6yBaHHsA

Samples (1.101) / Controls °
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+100 pl 30 3x 300p1
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