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(Himey4uHa)

OcHoB0W npu _nNposedeHHi aHarizy € opueiHan iHcmpyKuil
aHanilcbKo Mo8o, eknadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
criignadamu.

1. MNpu3HayeHHn

AESKULISA  tTg-GA  HOBOrO  MOKOMIHHA €  TBepAodasHuM
iMyHODEepMEHTHUM aHani3oM Ansi PO3A4iflbHOro KirnbKiCHOro Ta siKicHoro
BM3Ha4yeHHs IgA Ta/abo IgG aHTUTIN NpoTU Heo-eniToniB TKaHWHK
TpaHcrnytamiHasn (TTI) B cupoBaTui KpoBi noAauHW.  AHani3
BVKOPWCTOBYE PEKOMOGIHAHTHY TpaHcriyTaMiHasy NoavHKU, MOB'S3aHy 3
rniaguH-cneundivyHMMK nentugamm 3 BigobpaxeHHsM Heo-enitoniB TTI,
Lo 3abe3nevye 3HaYHO MiABULLEHY YYTNMBICTb Ta cneuundidHICTb TecTy.
AHani3 € iHCTpyMEHTOM B AiarHOCTMLi Ta MOHITOPUHry Leniakii (rmoTeH-
YyTNMBOI eHTeponarii).

2. KniniyHe 3acTtocyBaHHA i
iHCmpyKuii).

npvHuun adanisy (fuse. opuaziHan

lMpuHyun mecmy

3pasku cupoBaTtku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM KOHKPETHOro aHTureHa. AHTMTINA nauieHTa, SKWO BOHM
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTureHoM. Hess'asaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. MoTiM aHTu-nAckKi imyHornobyniHu,
KOH'IOroBaHi 3 NepoKcnaasoko XpPoHy (KOH'loraT), iHKyOytoTh i BioOyBaeTbCA
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponmnaHLieTax.
HesB'si3aHnin KoH'toraT BMMMBAETLCS Ha HacTynHin cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTMBHY KONIOPUMETPUYHY (CUHI Komip)
peakLito, sika 3yN1HSIETLCS PO3BEAEHO KUCMOTO (KOMip 3MIHIOETLCS Ha
XoBTui). LUBMAKICTE YTBOPEHHS KONbOPY Bif, XPOMOreHy € (YHKLie
KiNbKOCTi KOH'toraTty, NnoB'A3aHOro 3 KOMMMEKCOM aHTUIeH-aHTUTINoO, i BOHa
NponopuinHa MoYaTKOBIN KOHLUEHTpaLii BiANOBIAHWUX aHTUTIN y 3pasky
nauieHTa.

3. KomnnekT noctaBku

Maromb 6ymu eidHo81eHi:

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

(6innn KoBMAYOK: XOBTUI PO3YH)

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%

(kOoHCepBaHT)

Fomoei 0o eukopucmaHHs:

HeraTuBHUIA KOHTPONb 1 dnakoH, 1.5 wmn (3eneHun
6e36apBHUIA PO34UH)
Mictute: Jlloacbka nnasma
HaTpito <0,1% (KOHCepBaHT)

50x MpomunBHUIA Bydep

KOBMa4oK:

(po3BepeHa), asug

MO3NTMBHUI KOHTPONb 1 drakoH, 1.5 mMn (4epBOHWMI KOBMAYOK:
YKOBTUIA PO3YNH)
Mictutb: Ioacbka nnasma (po3BedeHa), asug

HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 mMn (CMHIA KOBMAYOK: XXOBTUN
PO34UH)

MicTuTb: nioacbky nnasmy (po3BefeHy), asua
HaTpito <0,1% (KOHCepBaHT)

6 dnakoHis, 1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (konip  nigcunioeTbcs 3
KOHLIEHTPALEt0: XXOBTUIN PO34MH)

MicTuTb: nioacbky nnasmy (po3BefeHy), asug
HaTpito <0,1% (KOHCepBaHT)

1 cpnakoH, 15 mn IgA (4epBOHWMIA KOBMAYOK:
YEpPBOHUIN PO3YUH)

1 dpnakoH, 15 mn IgG (CuHI KOBNAYOK: CUHIN
PO34MH)

Kani6paTop Cut-off

Kani6paTtopu

KoH’torat

MicTuTb: AHTU-IMyHOrNOGYNiHW NIOAWHW, KOH'OroBaHi
3 MEePOKCMAa30t0 XPOHY

Cy6bctpat TMB 1 dprmakoH, 15 mMn (HYOpHWUIA KOBMAYoK)
MictuTtb: cTabinisosaHuii TMB/H,0,

Cron PosuuH 1 dmnakoH, 15 wmn (GinuA  KoBMAYoK:
6e36apBHUIA PO3UUH)
MictnTb: 1 M consHoi kncnotun

MikponnaHwweTt 12 X 8-nyHKOBUX CMYXOK, AKi

BiJOKPEMIIOOTLCS
MoKkpUTTA AMB. NYHKT 1

Heob6xidHi Mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuiMHMUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsaHui nocyg (umniHgp 100-1000 mn),
npobipkn Ans po3sefeHHsl. BopTeke, ninetku npeumsiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHui Mpuctpin ana npomusku (300 MKN MNOBTOPHOBaHHSA
abo OaratokaHanbHa ninetka abo aBToOMaTM30BaHa cucTeMa),
apcopbyoyunii nanip.

Hawi Tectu npu3HayeHi Ansi BUKOPUCTAHHA 3 OYULLEHOK BOJOK
BignoBigHO A0 BM3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€Bponericbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH NpuaaTHOCTI

36epirati BCi peareHTV i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwriHanbHin ynakoBui. [OTOBI, BiOHOBMNEHI PO34YMHU CTaBIMNbHI
npotsarom 1 Micauss npu Temnepatypi +4 °C/39 °F, sk MiHiMym.
PeazeHmu i mikponnaHwem MOUHHI euKopucmogyeamucsi minbKku
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4yeHO20 Ha KOXHOMY
KOMmMoHeHmi. YHukalime iHmeHcueHo20 ennuey ceimna Ha TMB
po34uH. 36epizalime MikponnaHwemu e npu3HayveHil Ons ybo20
¢hosib3i, 8 momy qucni 3 ocywyeayqem, i WinbHO 3akpusatime.

5. 3axoam 6e3nekn BUKOPUCTaAHHS

5.1 He6e3neka ans 3p0poB's

Lel npodykm npu3HayeHuli minbku 4J151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM MepCcoHar, HaBYeHWI i cneujianbHO iHOPMOBaHWI
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Lev NpoAyKT He BBaXAETbCA OCOOGNMUBO TOKCMYHUM abo HebedneyHum B
YyMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYMTECH HACTYMNMHUX 3ax0aiB
ONs MakcumarnbHOI 6e3neku:

PekomeHdayii ma 3axodu 6e3neku

Lleii komnnekT MiCTUTb MOTeHUiHO HebeaneyHi KOMMOHeHTU. Xoua
peareHTU He KnacudikoBaHi SK MOAPA3HUK AnA Oo4Yer | LWKipu, Mu
PEKOMEHOYEMO YHUKHYTM KOHTaKTy 3 O4YMMa Ta LWKIpoW i HocuTh
0OHOPAa30Bi pPyKaBUYKM.

YBATIA! Kanibpatopu, KonTtponi Ta Bydepu mictaTte asmg HaTpito (NaN3)
sk koHcepBaHT. NaN; mMoxe OyTW TOKCUYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wWkipy i o4i. NaN3; Moxe pearyBaTyh 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. lNpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAW, LWOO 3anobirtv HakonM4eHHo as3vais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, K ue BUKNageHo
CDC ab0 go iHWKX MicLeBUX/HaLiOHANbHNX KEPIBHUX NPUHLUMMIB.

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

He ninetyBatu potom.

Becb BuxigHui nioacbkuii Matepian, WO BUKOPUCTOBYETLCHA ANA AeSKUX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknag) Oys
NpoOTECTOBaHWI CxBaneHUMn meTogamu, i 6yB HeratwuBHuM Ao HbsAg,
renatuty C T1a Bl 1. lpoTe, xoOoeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
YMHOM, MOBOAMTUCH 3 KOHTPOMSIMU, CTaHOapTamu i 3paskamu nauieHTiB
AIK 3 NOTEHUIHUM [HKepernom iHEKLINMHMX 3aXBOPIOBaHb i BiAMOBIAHO 4O
HaLjioHanbHWUX BUMOT.

5.2 3aranbHi 3ayBaXxeHHs WOA40 BUKOPUCTAHHA

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

MpuBecTu BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6
°F) nepep BuKOpuCTaHHSM, Q[obpe nepemiwaTtn i [OTPUMYBaTUCH
pekoMeHOO0BaHoOi  iHKybaUiiHOi cxemMu Ansi ONTUMAanbHOTO BUKOHAHHS
TecTy.

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

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

3aBxan NpoBOAUTM MINETYBaHHSA PO34MHY cybCTpaTy Tinbku 3 HOBMMMU
HakoHeYHuKkamn. 3axuwaTn uel peareHT Big cBeiTna. Hikonu He
nineTyBatum KoH'loraT 3 HaKOHEYHMKaMu, SKi BMKOPUCTOBYBanucb 3
iHLWIMMK peareHTaMu 4o LbOro.

6. Bigbip npo6, BukopucTaHHA Ta 36epiraHHsA
BukopucToByiTe nepeBaxHO 3ibpaHi HewodaBHO 3pas3ku CUMPOBATKW.
3abip KpoBi NOBMHEH NPOBOAUTHUCDH BifMNOBIAHO 4O AEPXKABHUX BUMOT.



He  BMKOpUCTOBYWTE  iKTEPUYHI,  ninemiyHi, remonisoBaHi  abo
bakTepianbHO 3abpyaHeHi 3pasku. CMpoBaTka 3 YacTkamu MoBUHHA ByTn
oumLLEeHa LeHTpUdYryBaHHAM 3 H13bKoo LwBmakicTio (<1000 x g). 3pasku
KpOBi MOBWHHI ByTW 3iOpaHi B uMCTi, cyxi i nopoxHi npobipku. MMicns
cenapaLii, 3paskv cMpoBaTku Cnif BMKOPUCTOBYBaTW Bigpasy, 36epiratu
WiNbHO 3akpuTuMK npu Temnepatypi 2-8 °C/35-46 °F o Tpbox AHIB i
3amopoxxeHumun npu -20 °C/-4 °F gns 6inbLl TpyBanux nepioais.

7. NMpouenypa aHanisy

7.1 NigroToByi 3axoaun nepen NineTyBaHHAM

Po3BecTy KOHLEHTPOBaHI peareHTu:

Po3BecTn koHUeHTpoBaHui Oydep Ans BsipuiB 1:5 AUCTUNLOBaHOK
Bopot (Hanpuknag, 20 mn nntoc 80 mn).

PosBecTtn koHueHTpoBaHui [NpomusHuin Gydep 1:50 aMcTUnNbOBaHOK
BoAow (Hanpwuknag, 20 mn nntoc 980 mn).

3pasku:

Po3BecTtu 3pasku cuposatku 1:101 6ydepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 MKk cupoBaTKu.
Ho6pe nepewmiwatu!

MpomuBaHHsA:

MigrotyBat 20 mMn po3seaeHoro npomusHoro Hydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHoK

Hanpwvknag, 4 mn koHueHTpaTty nntoc 196 Mn AUCTUNBLOBaHOI BOAM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLkoBi o6csrn, HeoOXigHi AN HanawTyBaHHSA npunagy,
i MepTBi 06CArv onst aBTOMaTN30BaHOro NiNeTyBaHHS.

Py4yHe npomMuBaHHs:

Bvpanutu pigvHu 3 nyHOK nepekvaaHHAM nnaHieTa. MNocTtykaTn pamkoio
3 MIKpOnyHKamMun eHepriviHo Ha uicTui agcopbyrounii nanip. BHectn 300
MKN pO3BEAeHOro NMpoMMBHOIO Bydepa B KOXHY NyHKy, nodvekatun 20
cekyHa. MNoBTOpMTKM BClO NpoLieaypy Lie ABa pasu.

MikponnaHweTu:
Pospaxyiite KinbkicTb NyHOK, HeobXigHWX Anst BunpobysaHHs. Buganutun
3aViBi NyHKM 3 paMu, MOMICTMTM B NakeT i 36epiraT pasom 3 ocyLlyBa4em,
(2-8 °C/35-46 °F).

lMpuknad cmaHdapmHoi Kpueoi
Mu pekomeHOyemo nineTyBaHHsi kanibpaTtopa Cut-off napanenbHo vy
KOXHili MOCTaHOoBL.

Kani6pamopu IgA/G OD 450/620 Hm CV% (eapiauyis)
0 Oa/mn 0.073 3.1
3 Op/mn 0.179 2.3
10 Op/mn 0.342 1.2
30 Oa/mn 0.662 0.1
100 Oa/mn 1.310 0.9
300 Og/mn 2.263 0.3
lMpuknad po3paxyHKy
Mauient | Ay6nikar (OD) CepepHe (OD) PesynbTar
P 01 0.808/0.831 0.820 39.6
P 02 1.081/1.071 1.076 66.1

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema ninetyBaHHsi: auB. [logatok A, npoueaypa BunpobyBsaHHs: aue. lonatok B

Mu pekomeHay€emo nineTyBaHHs 3paskiB i kanidpaTopis y ABOX NPUMipHUKAX.

Cut-off KaniGpatop noBMHeH BMKOPUCTOBYBAaTUCHA TiNbkM [Nsi  AKICHOrO

BU3HAYEHHS.

TMPUMITKA: Skwo knacu awmumin (IgG, IgA ma/a6o IgM) eusHayarombcs

napanensHo, Kanibpamopu, KoHmponi i 3pa3ku NOBUHHIi aHanizysamucb Ons

KOXHO20 Kniacy aHmumin oKpemo.

. BHecite 100 Mkn po3BedeHOi CMpPOBaTKM KOXHOIO MauieHTa B
Npu3HaYeHi NyHKu.

. BHecite 100 wmkn kanibpatopie abo Cut-off Kanibpatopa Ta

HeraTtvBHuiA i [O3UTUBHUIA KOHTPONI B MPU3HAYEHi NYHKK.

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

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

Bhecitb 100 MK KOH'IOraty B KOXHY MyHKY.

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

Bumuiite 3x 3 300 mkn npomumsHoro Bydepa (posseaeHuii 1:50).

BHecite 100 mkn TMB cybcTpaTy B KOXHY MYHKY.

Butpumaiite npotsrom 30 xBunuH npu 20-32 °C/68-89.6 °F,

3axuLLeHOMY Bif, iIHTEHCMBHOIO CBIiTNa.

e  BHecitb 100 MKN CTON PO3YMHY B KOXHY NYHKY, BUKOPUCTOBYOHM
TOW e NOPSAOK, SiK Npu nineTyBaHHi cybcTparTy.

e |HKyOyViTe 5 XBUNNH MiHIMYM.

e AriTyBaTu NnacTuHy peTenbHO NPOoTArom 5 cek.

. 3uumTaTtn abcopbuito npun 450 HM (onuinHo 450/620 HM) npoTtsarom 30
XBWIIWH.

8. KinbkicHa Ta fkicHa IHTepnpeTauin
[Ona KinbkicHOi iHTepnpeTauii nobygyBaTu CcTaHdapTHY KpuBY,
BiAKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)

[aHi, xapakTepHi Ana KOHKPETHOro NMoTy, 3HaXOAATLCA B JINCTI KOHTPOIIO
sikocTi. MeanyHi nabopaTopii MoXyTb npoBoAuTU cBit KoHTpornb AkocTi
BMKOPVCTOBYOUM BRacHi KOHTPOri i/abo BHYTPILLHI Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamm €C.
He eukopucmosysamu ueu
pe3ynbmamie nayieHmis!

npuknad oOna iHmepnpemauii

KoxHa naGopaTopisi NOBMHHA BCTAHOBUTM CBOi MeXi HOpManbHUX
3HayeHb, I'PYHTYIOYMChb HA BNACHUX MeTofdax, KOHTPOMsAX, obnagHaHHi i
nonynsuii  mauieHTiB  y  BigNOBIAHOCTI  3i CBOIMM  BCTAHOBIIEHUMW
npouegypamu.

Ons  sakicHoi iHTepnpeTtauii 3uMTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpatopa i 3pa3kiB nauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. Ons sikicHoi iHTepnpeTauii MM pekoMeHAyeMO po3rnsaaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOroBOrO 3HAYeHHH, SK
OBo3HauyHi. Bei 3pa3ku 3 6inbl Bucokum OD BBaxatoTbCs MO3UTUBHUMMU,
3pasku 3 6inbL HU3bkMMKU OD BBaXaloTbCA HEraTUBHUMMU.

HeratuBHumn: OD qayienra < 0.8 X OD cyteoff
CyMHiBHUN: 0.8 X OD cytoff < OD nayienra < 1.2 X OD cyt-of
Mo3ntTuBHUMA: OD nayjienra > 1.2 X OD cyteoft

9. TexHiuHi AaHi
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 AHaniTnyHa Yytnusictb

TecTyBaHHsA Oydepa ansa 3paskis 30 pasiB Ha AESKULISA tTg-GA (New
Generation) gano aHanitnyHy vytnueictb 1.0 Og/mn.

10.2 CneumdivHicTb i YyTnusictb

MikponnaHweT nNoKpuUTi PeKOMOGIHAHTHOK JOACBHKOK TKAaHUHHOK
TpaHcrnyTamMmiHa3ow i rniaguH-cneundivyHMMmn nenTungamu.
[MepexpecHy peakTUBHICTb 3 iHWMMW ayToaHTureHamy Gyno BUSBIEHO,
ocobnuBo rniaguH-cneuundivHi NenTuanM NepexpecHo He pearylTb 3
rniaguHom.

HiarHocTnyHa cneumdivHicte aHTuTin TTI gna ueniakii ctaHoBUTH 95%.
HiarHocTnyHa wyTtnuBicTb aHTuTin TTI Ans ueniakii ctaHoBuUTb 95.2-
96.9%.

10.3 NMiHinHicTb

O6paHi cupoBaTtku TecTyBanucb 3 LM Habopom i Byno BCTaHOBNEHO
NiHINHICTb  po3BefeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIHICTb
XapakTepy MACbKUX ayTOaHTUTIN MOXYTb iCHyBaTW 3pasku, WO He
nianaratoTb LbOMY NpaBuny.

Mo BIOHOLUEHHIO OO BiOMNOBIOHMX 3HAYeHb KOHUeHTpauii B Oa/mn (Bicb Ne ®akrop Bumipsna OuikyBaHa BigHoBneHHs

X). [Ons [OOCArHEHHA HaWKpalwumx pesynbTaTiB MU  PEeKOMEeHAyeEMO 3paska po3BeaeHHs KOHLieHTpauis KOHLEHTpauis (%)
BukopucTaHHs log/lin koopanHaT Ta 4-NMapameTpose HanaliTyBaHHs. 3 (Op/mn) (Op/mn)

OD KOXXHOrO 3paska 34MTaTy BiAMNOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi 1 1/100 76.5 71.0 107.7
B Oa/mn. 1/200 36.6 35.5 103.1
1/400 17.2 17.8 96.8
HopmanbHumn CyMHiBHMI piana3oH Mo3nuTueHI 1/800 8.5 8.9 95.8
AianasoH pe3ynbTatu 2 1/100 62.2 59.0 1054
<12 Og/mn 12-18 Oa/mn >18 Og/mn 1/200 29.7 295 100.7
1/400 13.3 14.8 90.2
1/800 7.0 7.4 94.9




10.4 TouHicTb

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

Intra-Assay Inter-Assay
Sample Mean CcvV Sample Mean cv
No. (Urml) (%) No. (U/ml) (%)
1 13.8 7.0 1 101 2.3
2 56.7 5.2 2 38.9 0.8
3 166.5 5.5 3 169.4 4.2

10.5 Kani6pyBaHHs
Yepes BiOCYTHICTb pedepeHTHUX MaTepianiB aHania kanibpyetbcsi B
Oa/mn.

OOOATOK A: Cxema nineTyBaHHs

Mwu nponoHyemo nineTyBaHHsA Kani6paTtopiB, KOHTponiB i 3pa3kiB
HaCTYNHUM YUHOM:

Ona kinbkKicHOI iHTepnpeTauii BukopucTOBYBaTM KanibpaTtopw, LWo6
nobyaysaTtu CTaHAAPTHY KpUBY.

[ns sikicHoi iHTepnpeTauii BukopuctoByBaTu Cut-off kanidpartop.

far 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 1 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: kanibpatop F

PC: Mo3nTMBHUIA KOHTPOMb

NC: HeraTuBHuWin KOHTpOnb

CC: Kanibpatop Cut-off

P1: nauieHt 1

P2: nauienT 2

P3: nauient 3

Cal aHTUreH: aHTureH gns kanibpatopis

Hopatok B: MNMpoueaypa BUNnpo6yBaHHs

Samples (1:101) / Controls °
WASHB
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+100 pl 33U 3x 300u1
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+100 pl 30 3x 300p1

+100 pl
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