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

1 MNpu3HayeHHs

AESKULISA Phosphatidic acid-GM € TBEepAodasHM
iMyHODEpPMEHTHUM aHani3oM 3 BWKOPUCTAHHSAM BUCOKOTO CTYMeHs
oynLEeHHs ocaTUOHOT KMCNOTU MAKC HATMBHOMO MOACLKOro [32-
rnikonpoTeiHy | Ans KinbkicHoro Ta sikicHoro BusiBrieHHst IgG Ta/abo IgM
aHTUTIN NpoTn docdaTuaHoi KACMOTU B cupoBaTui KpoBi nioguHu. Ll
aHTWUTINa po3Mi3HalTb  cneuudiyHi  enitonM Ha  KOMMMEKci, LWwo
ckrnagaeTbes 3 ocdatmgHoi kucnotu i B2-InikonpoTeiny .

AHania € ponomoro B AiarHOCTWUi Ta ouiHUi pu3uky Tpombosy y
NauieHTiB 3 CUCTEMHUM YEpPBOHUM BOBYaKOM Ta aHTUdoconinigHNM
cuHgpomom APS.

2. KniHiyHe 3acTtocyBaHHA i
iHCcmpykuii).

npuHUun adanisy (fJuse. opuziHan

lMpuxyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHkyOytoTb B MikponnaHiweTax 3
BHECEHHAM KOHKPETHOro aHTureHa. AHTMTINA nauieHTa, SKWO BOHM
NpUCYTHI B 3pasky, 3B'A3yl0TbCH 3 aHTureHom. HesB'ssaHa dpakuis
BMMMBAETLCS Ha HACTYMHIiN cTagii. MoTiM aHTU-noackki iMyHOrnobyniHu,
KoH'loroBaHi 3 [epokcupgasoo  xpoHy (koH'toraT), iHKyOyTb i
BiAOyBaeTbCA peakuiss 3 KOMMNEKCOM aHTUIeH-aHTWTINO B 3paskax B
MikponnaHweTtax. HesB'a3aHun KoOH'loraT BMMMBAETbLCSH Ha HACTYMHIN
ctagii. [JopaBaHHa TMB cyGcTpaty reHepye  dpepMeHTaTUBHY
KONOPUMETPUYHY (CWHIN KOnip) peakuilo, sika 3YMNUHSETECA PO3BEAEHO0
KUCroToto (konip 3MiHIETbCST Ha XoBTUIA). LLIBUAKICTL YyTBOPEHHS KONbOpY
Bij XpOMOreHy € yHKUiel0 KiNbKOCTi KOH'loraTy, MNOB'A3aHOro 3
KOMMMEKCOM aHTUreH-aHTMTINO, | BOHa MpoMnopuiiHa Mo4YaTKoBI
KOHUEeHTpaUil BiANOBIiAHNX aHTUTIN Y 3pa3Ky nauieHTa.

3. KomnnekT noctaBku

Maromb 6ymu eiOHOEIeHi:

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

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

1 dnakoH, 20 mn - 50X KOHLEHTpOBaHWM
(BinuiA KOBNAYoK: 3eMeHnA PO34mH)

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

50x MpomunBHUIA Bydep

(kOoHCepBaHT)
Fomoei do eukopucmaHHsi:
HeratuBHuin KoHTponb 1 dnakoH, 1.5 mn (3eneHurt KoBnavok:

6e3KonipHUIA Po34mH)

MicTnTb: nrofcbky cupoBaTKy (po3BedeHy), asua
HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 Mn (4epBOHUIA KOBMAYOK:
XKOBTUIN PO3YMH)

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

1 dnakoH, 1.5 Mn (CUHIA KOBMNAYoK: XXOBTWI
PO34MH)

MicTnTb: nrofcbky cupoBaTKy (po3BedeHy), asua
HaTpito <0,1% (KOHCepBaHT)

6 dpnakoHie,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTEHCKBHICTb KOMNbOPY
NigBULLYETBLCS 3 KOHLUEHTPALIE: PO34MHN
YKOBTOrO KOMbOpY). Moackbka cuposaTka
(po3BeneHa), asug HaTpito < 0.1% (KOHCepBaHT)

1 dnakoH, 15 mn 1gG (CUHI KOBNAYOK: CUHIN
PO34UH)

1 dnakoH, 15 mn IgM (3eneHurt KoBnavok:
3€ereHnIn Po34mH)

MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHK, KOH'lOroBaHi

MoauntneHun KoHTponb

KanibpaTop Cut-off

KanibpaTtopu

KoH’toraTtn

3 NEPOKCUAA30I0 XPOHY

Cy6ctpaTt TMB 1 donakoH, 15 Mn (YopHWUI KOBNAYOoK)
MictuTb: cTabinizosaHun TMB/H,0,

Cton PosuuH 1 dnakoH, 15 wmn (6GinuiA  KoBMaAYoK:
6e306apBHUIA PO3YNH)
Mictutb: 1 M consiHoi kKucnoTtu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi
BiJOKPEMMIOTLCA

MoKkpUTTA AMB. NYHKT 1

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuitHUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHuM nocyg (umningp 100-1000 mn),
npobipkn Ansi po3sefeHHs. BopTeke, ninetkn npeumsiiHi (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHui Mpuctpin ana npomuskn (300 MKN MNOBTOPHOBaHHS
abo GaratokaHanbHa ninetka abo aBToMaTM3OBaHa cucTema),
aacopbyouunii nanip.

Hawi Tectn npu3HayeHi ANA BUKOPWUCTAHHS 3 OYMLLEHOK BOAOH
BiANoBigHO A0 Bu3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€sponericbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH npuaaTHoOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwriHanbHin ynakoBui. [OTOBIi, BiOHOBMNEHI PO34YMHU CTabIMbHI
npotarom 1 micaus npu Temnepatypi 4 °C, sk MiHiMym. Peazenmu i
MikponnaHwem moeUHHi eukopucmosgysamucsi mifbKu 6 Mexax
mepmiHy npudamHocmi, 3a3Ha4YeHO20 Ha KOXHOMY KOMMOHeHM.
YHukatime iHmeHcueHo2o enugy ceimna Ha TMB PpoO34uH.
36epizatime MikponnaHwemu e npu3Ha4veHill 0nsl ybo020 ¢onb3i, 8
momy 4ucni 3 ocywyesa4dem, i WinbHo 3aKkpuealime.

5. 3axoam 6e3nekn BUKOPUCTaHHS

5.1 He6Ge3neka ans 380poB's

Led npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TakvuM YMHOM, TifbKVM NepCoHar, HaBYeHW i cneujianbHO iIHOPMOBaHMI
LWOAO MEeTOoZiB AiarHOCTUKM B Mpobipui, Moxe NpoBoAMTU aHani3. Xova
Leln NpoayKT He BBaXaeTbCH OCOBGNMBO TOKCUYHMM abo Hebe3dneyHum B
yMOBax HOPMarnbHOro BUKOPUCTaHHS, MPUTPUMYNTECH HAaCTYMHUX 3ax0aiB
ONs MakcumanbHoI 6e3neku:

PekomeHdauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEHLUjHO Hebe3neyHi KomnoHeHTU. Xouva
peareHTU He knacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipyu, Mu
PEKOMEHOYEMO YHUKHYTM KOHTaKTy 3 OYMMa Ta LWKIpow i HocuTh
OHOPAa30Bi PyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; mMoxe OyTW TOKCUYHUM, SKLO MAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3 mMoxe pearyBaTu 3i CBMHLEM i
Migato i popmyBaTu BUOYxoHebe3neyHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAM, LWOO 3anobirtv Hakomnv4eHHo as3vais.
Byab nacka, 3BepHiTbCA OO0 mMpoueadyp Ae3akTuBalii, SK Le BUKIageHo
CDC abo [0 iHWwmMx MicueBux/HaLioHanbHUX KEPIBHUX NPUHLMMIB.

He nanitb, He DXTe i He NuinTe Npu poboTi 3 Habopom.

He ninetyBatu potom.

Becb BuxigHui niogcbkuii MaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknap) O0ys
NPOTECTOBAHUIA CXBaneHumMu metogamu, i 6yB HeratmBHum o HbsAg,
renatuty C Ta BIJT 1. MNpoTe, xoOeH TecT He MOxe rapaHTyBaTu
BiICYTHICTb BIpYCHMX areHTiB y Takux Martepianax MOBHIiCTIO. Takum
YMHOM, MOBOAMTMCHL 3 KOHTPOMSIMU, CTaHAapTamu i 3paskamy nauieHTiB
K 3 MOTEHUINHMM JKepenoM iHeKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HaLjioHanbHMX BUMOT.

5.2 3aranbHi 3ayBaXeHHS LWOA0 BUKOPUCTaHHS

He 3wmiwyiite i He 3amiHioliTe peareHTM abo MikponnaHweTn 3 pi3HuX
nortis. Lie moxe npusectn fo 3MiH B pe3ynbTarax.

MpuBecTu BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTypu (20-32 °C/68-89.6
°F) nepen BMKOpPUCTaHHAM, QJobpe nepemiwaTtv i [OTpPUMyBaTUCh
pPEKOMEHAO0BAHOI iHKyOaUiNHOT CXeMu Ansi ONTMMAanbHOrO BUKOHAHHSA
TecTy.

IHky6auin: Mn pekomeHayemo nposoauTtu tect npu 30 °C/86 °F ans
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nippaBaviTe KOMMNOHEHTW GinbLu BUCOKIA Temnepatypi, Hix 37
°C/98.6 °F.

3aBxan MPOBOAUTM MiNETYyBaHHA PO3YMHY CybCTpaTy TiNbkM 3 HOBMMM
HakoHeYHuKamn. 3axuwaTn uel peareHT Big ceiTna. Hikonu He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHLWIMMK peareHTaMu 40 LbOoro.

MeBHUM knNiHIYHUMM piarHO3 He MNOBWHEH [FPyHTYBaTUCA Ha
pesynbTaTax TiflbKM NpoBeAeHOro TecTy, ane Mae O6yTu 3pobneHumn
nikapem nicns ouiHKK BCiX KNiHi4YHMX Ta nabopaTopHMX AocniAXeHb.



LiarHo3 noBMHEeH OyTU nepeBipeHUA 3 BUKOPUCTAHHAM Pi3HUX
MeToAiB AiarHOCTUKM.

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

He  BMKOpMCTOBYWTE  iKTEPUYHi, ninemiyHi, remonisoBaHi  abo
HakTepianbHO 3abpyaHeHi 3pasku. CupoBaTka 3 YacTkamu NOBWMHHA OyTn
oumLLEeHa LEeHTPUdYryBaHHAM 3 HU3bKoto LwBmakicTio (<1000 x g). 3pasku
KpOBi MOBWHHI OyTW 3iGpaHi B 4MCTi, cyxi i nopoxHi npobipku. [icns
cenapaLii, 3paskv cMpoBaTKu Cnif BMKOPUCTOBYBAaTW Bigpa3sy, 36epiratu
WiNbHO 3akputumu npu Temnepatypi 2-8 °C/35-46 °F po Tpbox AHIB i
3amopoxeHumu npu -20 °C/-4 °F ans 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 ancTunbOBaHOK
Bopo (Hanpuknag, 20 mn nntoc 980 mn).

3pasku:

PosBecTtu 3pasku cuposatku 1:101 Bychepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydepa ansa 3paskis (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 mn koHueHTpaty nnoc 196 Mn AMCTUNBLOBAHOT BOAM.

ABTOMaTM30BaHe NPOMMUBaHHSA:
BpaxyBaTu HagnuLikoBi o6csArn, HeoOXigHi AnA HanawTyBaHHSA npunagy,
i MepTBi 06CArv AN aBTOMaTN30BAHOIO MiNeTyBaHHS.

PyyHe npomMuBaHHs:

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

MikponnaHweTu:
Pospaxyiite KinbkicTb NyHOK, HEOOXigHWX ANst BUNpobyBaHHsA. Buganutu
3aWiBi NyHKM 3 paMu, MOMICTUTM B NakeT i 306epiraT pasom 3 ocyLLyBayem,
(2-8 °C/35-46 °F).

OD KOXHOro 3paska 34ntaTu BignoBiaHI KOHLEHTpaLii aHTUTIMN, BUPaXeHi
B Op/mn.

HopmanbHwii gianasoH CyMHiBHMIA Ajana3oH Mo3uTnBHI pesynbTatn

<12 Op/mn 12-18 Og/mn > 18 Oa/mn

lNpuknad cmaHdapmHoi Kpueoi
Mwu pekomeHayeMO napanernbHe nineTyBaHHs KanibpaTopiB Ans KOXHOro
aHaniay.

Kani6bpamopu IgG/M 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.059 25
3 0g/mn 0.188 25
10 Op/mn 0.347 1.6
30 Op/mn 0.667 0.3
100 Op/mn 1.285 13
300 Op/mn 2.003 2.8
lMpuknad po3paxyHKy
MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 1.896/1.883 1.890 262.3
P 02 0.842/0.869 0.856 47.3

7.2 NpoBeaeHHNA TeCTyBaHHA

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

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

MPUMITKA: Skwo IgG i IgM eusHnayarombcsi napanenbHo, Kani6pamopu,
KoHmponi i 3pa3ku aHanizyeamu no 0ea pa3u, Onifi KOXHO20 mioknacy
OoKpeMmo.

. BHeciTe 100 MK po3BedeHOi CUpOBaTKM KOXHOIMO MauieHTa B
NPU3HAYeHi NyHKN.

. BHecite 100 wmMkn kanibpatopie abo Cut-off kanibpaTtopa i

HeraTmBHoOro 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 (po3seaeHuin 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 Bycdepa (po3seaeHuii 1:50).

BHecite 100 mkn TMB cybcTpaT B KOXHY MYHKY.

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

3axuLLeHOMY Bif, iIHTEHCMBHOIO CBIiTNa.

. BHeciTb 100 MKN CTOM PO34YMHY B KOXHY FYHKY, BMKOPWCTOBYIOYU
TOW >Xe NOPSiAOK, sIK NpU NineTyBaHHi cybcTpaTy.

[aHi, xapakTepHi 4N KOHKPETHOro fOTYy, 3HAX0A4ATLCS B NUCTI KOHTPOSO
skocTi. MeguyHi nabopaTtopii MOXyTb npoBoanTK cBil KoHTponb AkocTi
BMKOPMCTOBYOUM BRacHi KOHTPOri i/abo BHYTPILLHIA Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamu €C.
He eukopucmosyeamu
pe3ynbmamie nayieHmis!

uel npuknad Ons iHmepnpemauyir

KoxHa nabopaTtopis MOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3HayeHb, I'PYHTYHOUUCb HAa BRACHUX MeToAaX, KOHTPOMnsX, obrnagHaHHi i
nonynsauii  nauieHTiB  y BiQNOBIAHOCTI 3i CBOIMW  BCTaHOBEHUMMU
npoueaypamu.

Ona sAkicHOi iHTepnpeTauii 3uMTaTM ONTMYHY wWinbHICTE  Cut-off
kanibpatopa i 3pa3kiB nmauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. Ons sikicHoi iHTepnpeTauii MM pekoMeHAyeMO po3rnsiaaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOrOBOrO 3HAYEHHS, K
[BO3HauHi. Bci 3pasku 3 6inbl Bucoknm OD BBaXaloTbCsi MO3UTUBHUMMU,
3pasku 3 GinbLlu H1U3bkMMK OD BBaXatTbCst HEraTUBHUMU.

HeratuBHumn: OD nayienra < 0.8 X OD cytoft
CyMHiBHUN: 0.8 X OD cytoff < OD nayienra < 1.2 X OD cyt-of
Mo3nTuBHUM: OD nayienra > 1.2 X OD cyteoff

9. TexHi4Hi paHi
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

3aranbHuM Yac iHKybauii:
Liana3oH kaniopyBaHHA:
AHaniTM4Ha YyTNUBICTb:

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

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10. daHi npoayKTMBHOCTI

10.1 AHaniTnyHa Yytnusictb
TectyBaHHA Oydhepa ansa 3paskiB 30 pasiB Ha Phosphatidic acid-GM
gano aHanitTmyHy Jytnueicte 1.0 Og/mn.

10.2 CneumdivHicTb i YyTNMBICTL

MikponnaHweTt nokputuin ¢ocdaTMaHOK KUCIOTOK | HaTUBHUM
noacbkum B2-rnikonpoTteiHom |. [epexpecHoi peakTUBHOCTI 3 iHWKMK
ayToaHTUreHamm He CrocTepiranoch.

10.3 JliHiKHiCcTb

O6paHi cupoBaTku TecTyBanucb 3 LuM Habopom i Byno BCTaHOBNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIOHICTb
XapakTepy mACBKUX ayTOaHTUTINT MOXYTb iCHyBaTW 3paskv, WO He
nianaratTb LbOMY NpaBuny.

e IHKyByiTe 5 XBUNMH MiHIMyM. Ne ®dakrop BumipsiHa OuikyBaHa BinHoBneHHs
e AriTyBaTu nnacTuHy peTenbHO NPOTArom 5 cex. 3paska | po3BeAeHHs KOHLIeHTpaLis KOHLEHTpauis (%)
e 3uuratu abcopbuito npu 450 HM (onuiiHo 450/620 HM) npoTsrom 30 (Oa/mn) (Oa/mn)
XBUIVH. 1 1/100 198.0 200.0 99.0
1/200 102.0 100.0 102.0
8. KinbkicHa i flkicHa IHTepnpeTauis 1/400 53.0 50.0 106.0
[Ona KinbkicHOi iHTepnpeTauii nobygyBaTM CcTaHdapTHY KpuBY, 1/800 23.0 25.0 92.0
BiKNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6patopa (Bicb Y) 2 1/100 133.0 135.0 985
Mo BIQHOLUEHHIO [0 BiONOBIAHMX 3Ha4YeHb KoHUeHTpauii B Oa/mn (Bicb 17200 65.8 675 975
X). [Ona [ocArHeHHs Havkpawyx pesynbTaTiB MU PEKOMEeHOYEMO 1400 316 338 935

BuKOopuCTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHHA. 3




[ 1800 ] 159 | 16.9 [ 94.1

10.4 TouHicTb

[Ina BM3HaYeHHS TOYHOCTI aHani3y, MiHMMBICTb (BCepeauHi i Mixk cepismn)
OLjiHIOBanM LUNSIXOM aHarnisy Moro BiATBOPHOBAHOCTI Ha TpbOX BidibpaHux
3paskax cupoBaTku, WOO npeacTaBuTM AianasoH B MOPIBHAHHI - 3i
CTaHAapTHOIO KPUBOIO.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/mi) (%) No. (U/mi) (%)
1 178.0 6.6 1 175.0 5.8
2 142.0 5.7 2 145.0 586
3 73.0 3.9 3 71.0 4.3

10.5 KanibpyBaHH#A
Yepes BiOCYTHICTb MiXKHApOAHOro eTaroHHOro KanibpyBaHHs Liei aHani3
BigkanibposaHuii B Og/mn.

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyemo nineTyBaHHsi KanibpaTopiB, KOHTPONIB i 3pa3kiB HaCTyNHUM
YMHOM:

[ns kinbkicHoi iHTepnpeTauii BuKopucToByBaTK kanibpatopu, wob nobyaysaTtu
CTaHZdapTHY KpuBY.

[ins skicHoi 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: kani6patop C, CalD:
kanibpatop D, CalE: kanibpaTtop E, CalF: kani6patop F

PC: MNo3nTUBHWI KOHTPOIb

NC: HeraTUBHUIN KOHTPOIb

CC: KanibpaTop Cut-off

P1: nauient 1

P2: nauieHT 2

P3: nauient 3

Hopatok B: MNMpoueaypa Bunpo6yBaHHsA

Samples (1:101) / Controls °
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