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

1. Mpu3HayeHHs

AESKULISA snRNP-C e TBepaodasHuMm iMmyHOEpPMEHTHUM aHanizom
ONS KiNbKICHOrO i IKICHOro BU3HAYeHHs1 aHTUTIN NpoTu Komnnekcy snRNP
B CUpOBAaTLi KPOBIi NIOQUHM.

AHani3 BUKOPUCTOBYE HaTUBHWI MtoAcbkuin komnnekc U1l-snRNP Bucoko
oumweHun 3 KnituHHOT niHii HelLa. Komnnekc U1-snRNP Bkntovae
aHTureH Cmita (Sm) ta RNPs, Ul-cneundivnnin aHtureH (70 ka) nnroc
6inok A ta C.

AHani3 € iIHCTPYMEHTOM B AiarHOCTML 3MiLlaHUX 3aXBOPIOBaHb CMOMNy4YHOI
TkaHuHU (MCTD) i cucTeMHOro YepBoHOro BoBYaka (SLE).

2. KniniyHe 3acTtocyBaHHA i
iHCmpykuii).

npyHUun adanisy (fuse. opuziHan

lMpuHyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHkyOytoTb B MikponnaHiweTax 3
BHECEHHAM KOHKPETHOro aHTureHa. AHTMTINA nauieHTa, SKWO BOHM
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTureHoM. Hess'asaHa dpakuis
BMMMBAETLCS HA HACTYMHIiN cTagii. MoTiM aHTU-noackki iMyHOrnobyniHu,
KoH'loroBaHi 3 [lepokcupasoo xpoHy (koH'toraT), iHKyOyTb i
BiOyBaeTbCa peaklisi 3 KOMMNIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTax. He3B'a3aHui KOH'lOraT BMMMBAETbCS Ha HACTYMHIn
cragii. [dopasaHHs TMB  cybecTtpaty reHepye bepmeHTaTBHY
KONOpUMETpUYHY (CHHI Konip) peakuito, sika 3yMUHSIETbCS PO3BEAEHOI0
KucroToto (konip 3MiHIETbCSI Ha XoBTUIA). LLIBUAKICTL YyTBOPEHHS KONbOpy
Bi XpoMmoreHy € (yHKUi€ KiNbKOCTi KOH'loraTy, MOB'A3aHoro 3
KOMMIIEKCOM  aHTUreH-aHTUTINO, | BOHa MpOMopLUiNHa MOYaTKOBIN
KOHUEeHTpaUil BiANOBIiAHNX aHTUTIN Yy 3pa3Ky nauieHTa.

3. KomnnekTt noctaBku
Maromb 6ymu eiOHOEI€eHi:
5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHLEHTpOBaHWI
(6inni KOBMAYOK: XOBTUIA PO3YMH)
Mictutb: Tpic, NaCl, BSA, a3ug Hatpito <0,1%
(kOoHCepBaHT)
50x MpomuBHMI Bydep 1 cnakoH, 20 mn - 50X KOHLEHTpOBaHWM
(Ginuii kKOBNAYoK: 3eNEHUA PO34MH)
Mictutb: Tpic, NaCl, TsiH 20, a3ug HaTpito <0,1%
(kOoHCepBaHT)
Fomoei 0o eukopucmaHHsi:
HeratuBHuin KoHTponb 1 dnakoH, 1.5 mn
6e3KonipHUIA PO34MH)
MicTutb: nioAcbky cupoBaTKy (po3BedeHy), aswvg
HaTpito <0,1% (KOHCepBaHT)
1 drakoH, 1.5 mMn (4epBOHWMI KOBMAYOK:
XKOBTUI PO3YMH)
MicTnTb: nrofcbky cupoBaTKy (po3BedeHy), asua
HaTpito <0,1% (KOHCepBaHT)
1 dnakoH, 1.5 mMn (CMHIA KOBMAYOK: XXOBTUN
PO34UH)
MicTnTb: nrofcbky cupoBaTKy (po3BedeHy), asua
HaTpito <0,1% (KOHCepBaHT)
6 dpnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTeHCUBHICTb KONbOPY
NiABULLYETBCS 3 KOHLIEHTPALED: PO34MHMN
XKOBTOro konbopy). Jlioacbka cnupoBaTka
(po3BegeHa), asma Hatpito < 0.1%

(3eneHun KoBMayok:
MoautmeHMn KoHTponb

Kani6paTop Cut-off

KanibpaTtopu

(koHCepBaHT)

KoH'torat 1 dnakoH, 15 mn 1gG (CUHI KOBMAYOK: CUHIN
PO34MH)
MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHK, KOH'lOroBaHi
3 NepoKCMaa3or XpoHy

CybcTpat TMB 1 donakoH, 15 Mn (YOpPHWI KOBMAYOK)
MicTuTb: cTabinisosanuint TMB/H,O,

Cron Po3unH 1 dnakoH, 15 wmn (6inuA  KoBMmayok:

6e36apBHUIA PO3YNH)
Mictutb: 1 M consiHoi kKucnoTtu
MikponnaHweTt 12 X 8-nyHKOBUX
BiJOKPEMIIOOTLCS
MoKkpUTTA AMB. NYHKT 1

CMYXOK, AKi

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onUIMHMUM pedhepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHuM nocyg (umningp 100-1000 mn),
npobipkn Ans po3sefeHHsl. BopTeke, ninetkn npeumsiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHui Mpuctpin ana npomuskn (300 MKN MOBTOPHOBaHHSA
abo OaratokaHanbHa ninetka abo aBToOMaTM30BaHa cucTema),
apcopbyoyunii nanip.

Hawi Tectu npu3HayeHi AnNsi BUKOPUCTAHHSA 3 OYULLEHOK BOJOK
BignoBigHO A0 Bu3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€poneicbkoi Papmakonei (Eur.Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH NPMAATHOCTI

36epiratu BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46
°F, B opwriHanbHin ynakoBui. [OTOBIi, BiOHOBMNEHI PO34YMHU CTabINbHI
npotarom 1 Micauss npu Temnepatypi +4 °C/39 °F, sk MiHiMym.
Peazenmu i MikponnaHwem nosuHHi euKopucmosgyeamucsi minbku
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4eHO20 Ha KOXHOMY
KOMMoHeHmi. YHukalime iHmeHcueHo20 ennuey ceimna Ha TMB
po34uH. 36epizalime MikponnaHwemu e npu3HayeHil Onsi ybo20
¢hosib3i, 8 momy qucni 3 ocywyeayqem, i WinbHO 3aKkpusatme.

5. 3axoau 6e3neKn BUKOPUCTAHHS

5.1 He6e3neka ansa 380poB'A

Lel npodykm npu3HayeHuli minbku 4J151 QIAFHOCTUKU IN VITRO.
TakvuM YMHOM, TifbKVM NMepCcoHar, HaBYeHW i cneujianbHO iIHPOPMOBaHMN
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Lev NpoAyKT He BBaXAETbCA OCOONUBO TOKCMYHUM abo HebedneyHum B
yMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYMTECH HAaCTYMHUX 3ax0aiB
ONs MakcumarnbHOI 6e3neku:

PekomeHdayii ma 3axodu 6e3neku

Lleii komMnnekT MiCTUTb MOTEHUiHO HebeaneyHi KOMMOHeHTU. Xoua
peareHTU He krnacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipu, Mu
PEKOMEHOYEMO YHMKHYTM KOHTaKTy 3 O4YMMa Ta LWKIpOK | HOCUMTU
0OOHOPAa30Bi pyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
Ak koHcepBaHT. NaN; Moxe OyTW TOKCUYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3 moxe pearyBaTu 3i CBMHLEM i
Migato i popmyBaTtu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAM, LWOO 3anobirtv HakonMyeHHo as3vais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik Ue BMKNageHo
CDC abo [0 iHWwmMx MicueBux/HaLioHaNbHUX KEPIBHUX NPUHLMMIB.

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

He ninetyBaTtu potom.

Becb BuxigHvin niogcbkuii MaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTponmi, cTaHgapTv, Hanpuknap) O0ys
NpOTECTOBaHWI CcxBaneHUMU meTogamu, i 6yB HeratuBHum o HbsAg,
renatuty C Tta BIJT 1. MNpoTe, xoOeH TecT He MoOxe rapaHTyBaTu
BiICYTHICTb BIpYCHMX areHTiB y Takux Martepianax MOBHIiCTIO. Takum
YMHOM, MOBOAMTUCH 3 KOHTPOMSIMU, CTaHOapTamu i 3paskamu nauieHTiB
K 3 MOTEHUNHMM JXepernoM iHeKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HauioHanbHNX BUMOT.

5.2 3aranbHi 3ayBaXxeHHs WOA40 BUKOPUCTAHHA

He 3wmiwywvite i He 3amiHlonTe peareHTM abo MikponnaHweTn 3 pisHKX
nortis. Lle Moxe npmBecTu A0 3MiH B pe3ynbTaTax.

MpuBecTu BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTypu (20-32 °C/68-89.6
°F) nepen BMKOPUCTaHHAM, [Aobpe nepemiwaTtM i [OTPMMYBaTUCh
pekoMeHO0BaHoOi  iHKybaLiiHOi cxemMn Ansi OonTUManbHOTO BUKOHAHHS
TecTy.

IHky6auis: Mu pekomeHayemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nippaBaviTe KOMMNOHEHTW GinbL BUCOKiIA TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAUTM MNINETYBaHHSA PO34MHY cybCTpaTy TinbkM 3 HOBMMMU
HakoHeYHuKamun. 3axuwaTn uel peareHT Big cBeiTna. Hikonu He
nineTyBatu KoOH'loraT 3 HaKOHEYHMKaMu, SKi BUKOPUCTOBYBanucb 3
iHLIMMK peareHTaMu 4o Uboro.

6. Biabip npo6, BukopucTaHHA Ta 36epiraHHsA
BukopucToByiTe nepeBaxHO 3ibpaHi HewodaBHO 3pasku CUMPOBATKW.
3abip KpoBi MOBMHEH NPOBOAUTUCH BifNOBIAHO A0 AEPXaBHUX BUMOT.

He  BuKkopucTOBYyWTE  iKTEpWYHi, ninemMiyHi, remonisoBaHi  abo
GakTepianbHO 3abpyaHeHi 3pa3ku. CupoBaTka 3 YacTkamu NOBUHHA ByTu
oumeHa LeHTpudyryBaHHAM 3 H13bKo wBuakicTio (<1000 x g). 3pasku
KpOBi MOBWHHI OyTu 3ibGpaHi B 4ucTi, cyxi i nmopoxHi npobipku. MMicns



cenapadii, 3paskv cMpoBaTKu Cnif BMKOPUCTOBYBAaTW Bigpa3sy, 36epiratu
LWiNbHO 3akpuTUMn npu Temnepatypi 2-8 °C/35-46 °F g0 TpbOX AHIB i
3amopoxxeHuMm npu -20 °C/-4 °F gnsa GinbLly TpuBanux nepiogis.

7. NMpouenypa aHanisy

7.1 NigroToBui 3axoaun nepen nineTyBaHHAM

Po3BecTn KOHLIEeHTPOBaHi peareHTu:

PosBecTn KoHUeHTpoBaHui Oydep ans B3ipuie 1:5 AUCTUNBLOBAHOK
Bogoto (Hanpwuknagd, 20 mn nntoc 80 mn).

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

3pazku:

PosBecTtu 3pasku cupoBatkm 1:101 Bychepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydpepa ansa 3paskis (1x) + 10 MK cuMpoBaTKu.
[o6pe nepewmiwatn!

MpomuBaHHsA:

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

Hanpuknag, 4 mn koHueHTpaty nnoc 196 Mn AMCTUNBLOBAHOI BOAM.

ABTOMaTM3OBaHe NPOMMBAHHA:
BpaxyBaTu HagnuLkoBi o6csrn, HeoOXigHi Ans HanawTyBaHHS npunaay,
i MepTBi 06CArV AN aBTOMAaTN30BAHOIO MiNeTyBaHHS.

PyyHe npomMuBaHHs:

BupanuTtu pignHmn 3 nyHok nepekuaaHHam nnaHwerta. Moctykatv pamkoto
3 MiKpOnyHKamMu eHepriiHo Ha unicTuid agcopbyrounii nanip. BHectn 300
MKN po3BEdeHOro NpoMMBHOIO Oydepa B KOXHY NyHKy, novekatn 20
cekyHA. MNoBTopMTY BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:
PospaxyiiTe KinbKicTb NyHOK, HEOOXiAHUX ANst BUNpobyBaHHA. Buganutun
3aliBi NyHKM 3 paMu, MOMICTUTM B NakeT i 36epiraT pa3om 3 ocyLLyBavem,
(2-8 °C/35-46 °F).

7.2 NpoBeaeHHA TeCTyBaHHA

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

Mu pekoMeHAyeMoO nineTyBaHHA 3pa3kiB i KanibpaTopiB y ABOX NPMMipHUKaX.
Kani6patop Cut-off BUKOpucTOBYBaTH 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 MYyHKY.

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

Bumuiite 3x 3 300 mkn npomuHoro bydepa (posseaeHuii 1:50).

BHecite 100 mkn TMB cybcTpaT B KOXHY MYHKY.

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

3axuLLeHoOMy Bif iHTEHCUBHOrO CBITNa.

e  Brecitb 100 Mkn cTOn poO34MHY B KOXHY IyHKY, BUKOPUCTOBYHOUM
TOW >Xe NOPSiAOK, sIK NpU NineTyBaHHi cybcTpaTy.

e |HKyOynTE 5 XBUNUH MiHIMYM.

e  AriTyBaTu NnacTuHy peTenbHO NPOoTArom 5 cek.

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

8. KinbkicHa i flkicHa IHTepnpeTauin

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTv CcTaHdapTHY KpuBy,
BiAKnNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6partopa (Bicb Y)
no BiQHOLLEHHI0 OO BiAMNOBiAHMX 3Ha4yeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OOCArHEHHA HaWKpalwumx pesyrnbTaTiB MU  PEeKOMEeHAyeEMO
BuKopucTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHSA. 3
OD KOXHOro 3paska 34nTaTy BiAMOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Oa/mn.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

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

lMpuknad cmaHAapmHoi Kpueoi
Mu pekomeHayeMo naparernbHe nineTyBaHHS kanibpaTopiB A4St KOXHOro
aHaniay.

Kaniépamopu |gG 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.018 2.7
3 0p/mn 0.127 11
10 Op/mn 0.265 0.3
30 Og/mn 0.598 2.9
100 Og/mn 1214 11

| 300 Op/mn | 2.223 [ 13
lMpuknad po3paxyHKy
MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 0.831/0.855 0.843 52.8
P 02 1.060/1.069 1.065 76.0

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

uyel npuknad Ons iHmepnpemauyir

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

Ona  sAkicHOi iHTepnpeTauii 3uMTaTM ONTWYHY wWinbHICTE  Cut-off
kanibpatopa i 3paskiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off
kanibpatopa. [ns AKicHOI iHTepnpeTauii MM pekoMeHAyeEMO po3rnsgaTu
cvpoBaTku B pgianasoHi 20% HaBKOMO MOPOrOBOrO 3HAYEHHS, SK
OBO3HauHi. Bci 3pasku 3 6inbl Bucoknm OD BBaXaloTbCsi MO3UTUBHUMMU,
3pasku 3 6inbL HM3bkuMu OD BBaXXarTbC HEFAaTUBHUMMU.

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

9. TexHiu4Hi gaHi

Marepian 3pa3ka:
06’em 3pazska:

cupoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
Bydepi ans 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oa/mn

1.0 Og/mn

3aranbHui Yac iHkyGauii:
Liana3oH kaniopyBaHHA:
AHaniTM4YHa YyTNMBICTb:

36epiraHHs: npu Temnepatypi 2-8 °C/35-46 °F
BVIKOPVICTOBYWTE TiNbKv OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHanitTnyHa Yytnusictb
TecTtyBaHHs1 6ydepa ans 3paskie 30 pasiB Ha AESKULISA sn-RNP-C
(REF7105) pano aHanitnyHy vytnmsicts 1.0 Og/mn.

10.2 CneumndpiyHicTb i YyTNUBICTL

MikponnaHLueT NOKPUTUIA HAaTUBHUM JTFOOCLKUM SNRNP KoMniekcom.
[MepexpecHoi peakTMBHOCTI 3 iHWWMMW ayToaHTUreHamn He 6Oyno
BusBneHo. AHTuTina go aHtn-U1 snRNP 3Haxogatbes B 40% BKB i 95%
MCTD. 20-30% nauieHTiB 3 BKB nokasyloTb HasBHICTb aHTUTIN npoTu
Sm. [lani 6ynu otpumani 3 AESKULISA sP-RNP-C (REF7105).

Kopensuis:

CyMiCHICTb faHWX No NPOAYKTMBHOCTI OLiHOBanu 3 60 cupoBaTkamu, siki
TecTyBanucb Ha 06ox, AESKULISA 7105 i AESKULISA 3105. NiHifHu®
perpecinHuiA  aHania [[BOX MPOAYKTIB MNokasas, WO ABa MNpPOAYKTU
ekBiBaneHTHi. 34 3 LMX cMpoBaTOK 6NM3bki 40 3HaYeHb cut-off.

snRNP.C Comparison
30-30-30 vs 30-15-15

10.3 JliHiKHicTb

OGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byno BCTaHOBMNEHO
NiHiNHICTb  po3BeAeHHs. TuMm He MeHwe, 4Yepe3 HeOoOHOPIgHICTb
XapakTepy FHACBKUX ayTOaHTUTIT MOXYTb iCHyBaTu 3pasku, WO He
nignsraTb LbOMY Npasuny.




Ne ®akTop BumipsHa OuikyBaHa BinHoBnEHHs
3paska po3BeaeHHs KOHLeHTpauis KOHLieHTpaLis (%)
(Og/mn) (Og/mn)
1 1/100 80.1 80.0 100.0
1/200 39.0 40.0 975
1/400 19.5 20.0 975
1/800 9.7 10.0 97.0
2 1/100 474 45.0 105.3
1/200 214 22.5 95.1
1/400 10.3 113 91.2
1/800 5.7 5.6 101.8

10.4 TouHicTb

[ns BU3Ha4YeHHS TOMHOCTI aHani3y, MiHNMBICTb (BCepeauHi i Mixk cepismu)
OLjiHIOBanM LUNSIXOM aHarnisy Moro BiATBOPHOBAHOCTI Ha TpbOX BidibpaHux
3paskax cupoBaTku, WOO npeacTaBuTM Aiana3oH B MOPIBHAHHI  3i
CTaHAapTHO KPUBOIO.

Intra-Assay Inter-Assay
Sample Mean Ccv Sample Mean cv
No. (U/ml) (%) No. (U/ml) (%)
1 19.1 1.0 1 19.1 16
2 50.5 3.3 2 51.3 3.7
3 85.1 6.2 3 83.6 6.4

10.5 KanibpyBaHH#

Yepes BiOCyTHICTb MiXKHApOAHOro eTaroHHOro KanibpyBaHHs Liei aHani3
BigkanibpoBaHuii B yMoBHUX oaunHuusax (Oa/mn).

OOOATOK A: Cxema nineTyBaHHA

Mwu nponoHyemMo nineTyBaHHsA Kani6paTtopiB, KOHTponiB i 3pas3kiB
HaCTYNHUM YUHOM:

Ona kinbkKicHOi iHTepnpeTauii BuKkopucTOBYBaTM KanibpaTtopwu, LWo6
nobyaysaTtu CTaHAAPTHY KpUBY.

[ns sKkicHoi iHTepnpeTauii BukopucrosysaTu Cut-off kanibpatop.

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:
kani6patop D, CalE: kanibpatop E, CalF: kani6patop F

PC: MNo3nTUBHWI KOHTPOIb

NC: HeraTMBHUI KOHTPOSb

CC: KanibpaTop Cut-off

P1: nauienT 1

P2: nauieHT 2

P3: nauieHT 3

HopaTtok B: MNMpoueaypa Bunpo6yBaHHsA
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