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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 PM-Scl € TBepgodasHum iMmyHOpepMeHTHMM aHanisom 3
BUKOPUCTaHHSIM pekombiHaHTHoro nroacekkoro PM-Scl (100 kda) ans
KifIbKICHOTO Ta SIKICHOro BM3HAYeHHs1 aHTUTIN npotn PM-Scl B cupoBartui
KPOBi NOANHMN.

AHani3 € iIHCTpyMeHTOM B AiarHOCTM1Li 3MiLlaHUX 3aXBOPIOBaHb CMOMNy4YHOI
TkaHuHu (MCTD).

2. KniniyHe 3acTtocyBaHHAa i
iHCcmpykuii).

npuvHUun adanisy (fuse. opuaiHan

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
BiAbyBaeTbCa peaklisi 3 KOMMNIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. He3B'a3aHui KOH'lOraT BMMMBAETLCS Ha HACTYMHIn
cragii. [JdopasaHHs TMB  cybcTtpaty reHepye bepmeHTaTUBHY
KONOPUMETPUYHY (CHHI Konip) peakuito, sika 3yMUHSIETLCS PO3BEAEHOI0
KucroToto (konip 3MiHIETbCSI Ha XoBTUIA). LLIBUAKICTL YyTBOPEHHS KONbOpy
BiJ XpoOMoreHy € (yHKUi€ KiNbKOCTi KOH'loraTy, MOB'A3aHoro 3
KOMMIIEKCOM  aHTUFeH-aHTUTINO, | BOHa MpOMOpLUiNHa MOYaTKOBIN
KOHUEeHTpaUil BiANOBIiAHNX aHTUTIN Y 3pa3Ky nauieHTa.

3. KomnnekTt noctaBku

Maromb 6ymu eiOHOEI€eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHLEHTpOBaHWI
(6inni KoBMAYOK: XOBTUINA PO3YMH)

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

1 cnakoH, 20 mn - 50X KOHLEHTpOBaHWI
(6innn KoBMAYoK: 3€NEeHNIN PO3YMH)

Mictutb: Tpic, NaCl, TeiH 20, a3ug HaTpito <0,1%
(KOHCEpBaHT)

Fomoei do eukopucmaHHsi:

HeratuBHuin KoHTponb 1 dnakoH, 1.5 wmn (3eneHun
6e3KonipHUIA PO34mH)

MicTuTb: nrofcbky cupoBaTKy (po3BedeHy), asui
HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 Mn (4epBOHUIA KOBMAYOK:
YKOBTUIA PO3YNH)

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

1 dnakoH, 1.5 mMn (CMHIA KOBMAYOK: XXOBTUN
PO34MH)

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

6 dpnakoHie,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTeHCUBHICTb KONbOPY
NigBULLYETBLCS 3 KOHUEHTPALIE: PO3YMHN
XKOBTOro Konbopy). Jltoacbka cmpoBaTka
(posBepena), asua HaTtpito < 0.1%

50x MpomuBHuI Bydep

KOBMa4oK:

MoauntneHun KoHTponb

Kani6paTop Cut-off

KanibpaTtopu

(KOHCEepBaHT)

KoH’torat 1 dpnakoH, 15 mn IgG (CuHI KOBNAYOK: CUHIN
PO34MH)
MicTnTb: AHTH-iMyHOrNOBYNiHW NOAWHW, KOH'IOroBaHi
3 NepoKCMaa3or XpoHy

Cy6bcTpat TMB 1 donakoH, 15 Mn (YOpPHWI KOBMAYOoK)
MictuTb: cTabinizosanuin TMB/H,0»

Cton Po3uuH 1 ¢nakoH, 15 wmn (6inuin  KoBnmayok:
6e36apBHUIA PO34UH)
Mictutb: 1 M consiHoi KucnoTu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi

Bi,ElOerMJ'IIOIOTbCH

MokpuTTS AMB. NYHKT 1

Heob6xidHi Mamepianu, ujo He mocmayaromascsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuitHUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsaHui nocyg (umniHgp 100-1000 mn),
npobipkn Ansa po3sefeHHsA. BopTekc, nminetkn npeumsiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHuin Mpuctpin ans npomusku (300 MKN MOBTOPHOBAHHS
abo GaratokaHanbHa ninetka abo aBToMaTM3OBaHa cucTema),
aacopbyouunii nanip.

Hawi TecTu npuaHayeHi ANS BUKOPUCTaHHA 3 OYMLLEHOO BOLOID
BignoBigHO A0 BM3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€poneicbkoi 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 opwuriHanbHin ynakoBui. [OTOBi, BigHOBMEHI pPo34nHU cTabinbHI
npotarom 1 Micaus npu Temnepatypi +4 °C/39 °F, 8K MiHiMym.
Peazenmu i MikponnaHwem rno8uHHi eukopucmogyeamucsi minbKu
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4yeHO20 Ha KOXHOMY
KOMIMOHeHmi. YHukalime ijHmMeHcueHo20 enugy ceimna Ha TMB
po34uH. 36epizatime MikponnaHwemu e npu3Ha4yeHil Ons1 Ybo20
¢honb3i, 8 momy yucsi 3 ocywyeayem, i WinbHO 3akpuesalme.

5. 3axoam 6e3nekn BUKOPUCTaHHS

5.1 He6Ge3neka ans 3p0poB's

Lel npodykm npu3HayeHuli minbku 4J151 QIAFHOCTUKU IN VITRO.
Taknm YMHOM, TiNbKWM NepcoHarn, HaBYEeHU i cneujianbHO iHopMoBaHUN
LWOAO MEeTOoZiB AiarHOCTUKM B Mpobipui, MOxe NpoBoAMTU aHani3. Xova
Lev NpoAyKT He BBaXAETbCA OCOOGMUBO TOKCMYHUM abo HebedneyHum B
YMOBax HOpPMaribHOro BUKOPUCTaHHS, MPUTPUMYATECH HACTYMHUX 3aX0fiB
ONs MakcumanbHoI 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEHLUiNHO Hebe3neyHi KoMmoHeHTU. Xouva
peareHTU He KnacudikoBaHi SK MOAPA3HUK AnS Oo4Yer | LWKipu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpoW i HOCUTK
OHOPAa30Bi pPyKaBUYKM.

YBATIA! Kanibpatopu, KonTponi Ta Bydepu mictate asug HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe OyTU TOKCUYHMM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonagaHHi Ha wkipy i ovi. NaN3 mMoxe pearyBaTu 3i CBMHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. Npy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKICTIO BOAM, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA OO0 mpouedyp Aes3akTuBalii, SK Le BUKNageHo
CDC ab0 fo iHWKX MicLeBUX/HaLiOHANBbHUX KEPIBHUX NPUHLUMMIB.

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

He ninetyBatu potom.

Becb BuxigHuii nmoackbkuii MaTtepian, WO BUKOPUCTOBYETLCA ANA AeSKUX
peareHTiB UbOro Habopy (KOHTponi, cTaHgapTW, Hanpuknag) OyB
NPOTECTOBAHUIA CXBaneHumMn metogamu, i 6yB HeratmBHum o HbsAg,
renatuty C T1a BIJ1 1. lpoTe, xoOoeH TeCcT He MOXe rapaHTyBaTu
BiACYTHICTb BIpPYCHMX areHTiB Yy Takux MaTepianax MOBHICTI0. Takum
YMHOM, MOBOAMTUCHL 3 KOHTPOMNSIMU, CTaHAapTamy i 3paskamy nauieHTiB
AK 3 NOTEHUINHUM XepenoM iHPEKLIMHNX 3aXBOPOBAHb i BiAMOBIAHO 4O
HaLjioHanbHWUX BUMOT.

5.2 3aranbHi 3ayBaXeHHs WOA0 BUKOPUCTaHHS

He 3wmiwyiite i He 3amiHioliTe peareHTM abo MikponnaHweTn 3 pi3HUX
nortis. Lie moxe npusectn go 3MiH B pe3ynbTartax.

[MpuBecCTN BCi KOMMOHEHTW 0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BMKOpUCTaHHAM, [AobGpe nepemiwaTtv i [OTpPUMyBaTUCh
pPEKOMEHAO0BAHOI iHKyOaUiNHOT CXeMu Anst ONTMMAanbHOIO BUKOHAHHSA
TecrTy.

IHky6auis: Mn pekomeHayemo nposoauTtu tect npu 30 °C/86 °F ans
aBTOMaTU30BaHUX CUCTEM.

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

3aBxan MPOBOAUTM MINETYBaHHA PO3YMHY CybCTpaTy TinbkM 3 HOBMMM
HakoHe4yHukamun. 3axvaTtv uen peareHT Big cBitna. Hikorm He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHLIMMK peareHTaMu 40 LbOoro.

6. BinGip npo6, BukopucrtaHHs Ta 36epiraHHA
BukopucTtoByiiTe nepeBaxHO 3ibpaHi HewoaaBHO 3pasku CUMPOBATKMU.
3abip KpoBi NOBMHEH NPOBOANTUCH BiAMNOBIAHO A0 AEPXKaBHUX BUMOT.

He BuKopucCTOBYyWTE  iKTEpW4Hi, ninemiyHi, remoni3oBaHi  abo
bakTepianbHO 3abpyaHeHi 3pasku. CupoBaTka 3 YacTkaMu NOBWMHHA OyTn
OuMLLEeHa LUeHTpUdyryBaHHAM 3 HU3bkoto wBuakicTio (<1000 x g). 3pasku
KpOBi MOBWHHI OGyTu 3ibpaHi B 4ucTi, cyxi i mopoxHi npobipku. MMicns
cenapadlii, 3paskvM cupoBaTkv Crif BUKOPUCTOBYBaTW Bigpa3sy, 36epiratu
WiNbHO 3aKkpuTuMK npu Temnepatypi 2-8 °C/35-46 °F go TpbOx AHIB i
3amopoxeHumu npu -20 °C/-4 °F ans 6inbl TpuBanux nepiogis.



7. Mpouenypa aHanisy

7.1 NigroToBuyi 3axoaun nepepn nNineTyBaHHAM

Po3BecTun KOHUEHTPOBaHI peareHTu:

PosBectn koHUeHTpoBaHui Bycep aAns B3ipuie 1:5 AMCTMNBOBaHOK
BoAo (Hanpuknag, 20 mn nntoc 80 mn).

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

3pazku:

PosBecTtu 3pasku cuposatkm 1:101 6ychepom ansi 3paska (1x)
Hanpvknag, 1000 mkn 6ydepa ansa 3paski (1x) + 10 Mk cupoBaTku.
[o6pe nepewmiwatu!

MpomuBaHHA:

MigrotyBat 20 Mn po3BegeHoro npommueHoro 6ydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHok

Hanpuknag, 4 mn koHueHTpaty nnoc 196 Mn AMCTUNBOBaHOI BOAM.

ABTOMaTM30OBaHe NPOMMBAHHA:
BpaxyBaTu HagnuLikoBi o6csrn, HeoOXigHi Ans HanawTyBaHHS npunagy,
i MepTBi 06CArV AN aBTOMaTU30BaHOIO MiNeTyBaHHS.

Py4yHe npoMuBaHHs:

Bupanutu pignHmn 3 nyHok nepekuaaHHam nnaHwerta. Moctykatv pamkoto
3 MiKpOnyHKaMu eHepriiHo Ha uYnucTuid agcopbyrounii nanip. BHectn 300
MK pO3BEAEHOro NpoMMBHOrO Oydepa B KOXHY NyHKy, novekatun 20
cekyHA. MNoBToOpMTY BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:
PospaxyiiTe KinbKicTb NyHOK, HEOOXiAHUX ANs BUNpobyBaHHA. Buganutun
3aliBi NyHKM 3 paMu, MOMICTUTM B NakKeT i 306epiraT pasom 3 ocyLLyBayem,
(2-8 °C/35-46 °F).

Mpuknad po3paxyHKy

MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 0.859/0.883 0.871 51.0
P 02 0.499/0.498 0.499 204

7.2 NpoBeaeHHNA TeCTyBaHHA

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

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

. BHeciTe 100 MK po3BedeHOi CUpOBaTKM KOXHOIO MauieHTa B
NpU3HaYeHi NyHKW.

. BHecite 100 wmkn kanibpatopie abo Cut-off kanibpaTtopa i

HeraTmBHoro 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 npomumHoro Bydepa (posseaeHuii 1:50).

BHecite 100 mkn TMB cybcTpaT B KOXHY FYHKY.

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

3axuLLeHOMy Bif iHTEHCUBHOrO CBiTNa.

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

e |HKyOynTE 5 XBUNWUH MiHIMYM.

e AriTyBaTu NnacTuHy peTenbHO NPoTArom 5 cek.

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

8. KinbkicHa i flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTu CcTaHdapTHY KpuBy,
BiKNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6partopa (Bicb Y)
no BiQHOLLEHHIO OO BiAMNOBiAHMX 3Ha4YeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OOCArHEHHA HanKpalwumx pesynbTaTiB MU  PEeKOMEeHAyeEMO
BuKopucTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHHA. 3
OD KOXHOro 3paska 34MTaTy 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 naparnernbHe nineTyBaHHs KanibpaTopiB Ast KOXXHOro
aHaniay.

Kani6pamopu IgG 0D 450/620 Hm CV % (Bapiayisi)
0 Op/mn 0.070 0.0
3 0g/mn 0.176 19
10 Op/mn 0.322 21
30 Op/mn 0.636 3.9
100 Og/mn 1271 0.4
300 Og/mn 2.138 0.8

[aHi, xapakTepHi Ansi KOHKPETHOrO NMOTY, 3HAXOAATLCHA B JUCTI KOHTPOIO
skocTi. MeguyHi nabopaTtopii MOXyTb npoBoanTK cBill KoHTponb AkocTi
BMKOPMCTOBYOUM BRacHi KOHTPOri i/abo BHYTPILLHIA Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamun €C.
He eukopucmosysamu
pe3ynbmamie nayieHmis!

uel npuknad Ons iHmepnpemauir

KoxHa nabopaTtopis MOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3HayeHb, I'PYHTYHOUUCb HAa BRACHUX MeToAaX, KOHTPOmnsX, obrnagHaHHi i
nonynsuii  mauieHTiB  y  BigNOBIAHOCTI  3i CBOIMM  BCTAHOBIIEHUMU
npoueaypamu.

Ons  sakicHoi iHTepnpeTtauii 3uMTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpatopa i 3pa3kiB nmauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. Ons sikicHoi iHTepnpeTauii MM pekoMeHAyeMO po3rnsaaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOroBOrO 3HAYeHHs, K
OBO3HauHi. Bci 3pasku 3 6inbl Bucoknm OD BBaXaloTbCsi MO3UTUBHUMU,
3pasku 3 6inbL HU3bkMMKU OD BBaXaloTbCA HeraTUBHUMMU.

HeratuBHui: OD nayienra < 0.8 X OD cytoff
CyMHiBHUN: 0.8 X OD cytoff < OD nayienra < 1.2 X OD cyteoff
Mo3nTuBHMMA: OD nayjienra > 1.2 X OD cyteoft

9. TexHi4Hi aaHi

Marepian 3paska:
06’em 3paska:

cupoBaTka
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

3aranbHuK Yac iHkyGauii:
[iana3oH kanibpyBaHHsA:
AHaniTM4Ha YyTNUBICTb:

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

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTuyHa YyTnusicTb
TecTyBaHHs1 Oycepa ans 3paskie 30 pasiB Ha AESKULISA PM-Scl
(REF7117) pano aHanitnyHy vytnmeicts 1.0 Og/mn.

10.2 CneumndpiyHicTb i YyTNUBICTL

MikponnaHweT nokputuin pekom6iHaumuum 100 kfJa PM-Scl nroduHu.
[MepexpecHoi peakTUBHOCTI 3 iHWMMW ayToaHTUreHamn He 6yrno
BUSIBIEHO.
AHTUTINA PM-Scl
[epMaToMio3nNTOM.
AyTtoaHTutina go PM-Scl 100 3Haxopsitbes B > 90% nauieHTiB 3
CMHAPOMOM MepeKkpuTTa nonimiosnty/cknepogepmii (PM/Scl). Oani 6ynn
npua6aHi 3 AESKULISA PM-Scl (REF7117).

MOXyTb Oyt BusaBneHi B 5-10% naujeHTiB 3

Kopensuis:

CyMicHicTb gaHUX No NPOAYKTUBHOCTI ouiHoBanu 3 20 cupoBaTkamu, siKi
TecTyBanucb Ha 060x, AESKULISA 7117 i AESKULISA 3117. NiHilHW®A
perpecinHMin  aHania [OBOX MNPOAYKTIB MoOKas3ae, WO [ABa MPOAYKTU
ekBiBaneHTHi. 11 3 uMx cuposaTok 6nM3bki 4O 3HaYeHb cut-off.

= & 15 200 =0 00
30-30-30
i

10.3 JliHiKHicTb

OGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byno BCTaHOBMEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4Yepe3 HeOOHOPIHICTb
XapakTepy mACBKUX ayTOaHTUTINT MOXYTb iCHyBaTW 3paskv, WO He
nianaratoTb LbOMY NpaBuny.




Ne ®akTop BumipsHa OuikyBaHa BinHoBnEHHs
3paska po3BeaeHHs KOHLeHTpauis KOHLieHTpaLis (%)
(Og/mn) (Og/mn)

1 1/100 126.0 123.0 102.4
1/200 62.8 61.5 102.1
1/400 31.9 30.8 103.6
1/800 16.8 154 109.1

2 1/100 78.5 76.0 103.3
1/200 36.9 38.0 97.1
1/400 174 19.0 91.6
1/800 10.0 9.5 105.3

10.4 TouHicTb

[ns BU3Ha4YeHHs TOMHOCTI aHanisy, MiHNMBICTb (BCepeauHi i Mixx cepisimu)
OLjiHIOBanM LUNSIXOM aHarnisy Moro BiATBOPHOBAHOCTI Ha TpbOX BidibpaHux
3paskax cupoBaTku, WOO npeacTaBuTM Aiana3oH B MOPIBHAHHI  3i
CTaHAapTHO KPUBOIO.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/mil) (%) No. (U/mi) (%)
128.0 28 1 125.0 29
69.0 3.0 2 66.0 3.5
21.0 4.3 3 19.0 4.1

10.5 Kani6pyBaHHs
Yepes BiOCyTHICTb MiXKHApOAHOro eTaroHHOro KanibpyBaHHs Liei aHani3
BigkanibpoaHuii B ymoBHUX ogunHnusax (Oa/mn).

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyemo nineTyBaHHsI KanibpaTopiB, KOHTPONIB i 3pa3kiB HaCTyNHUM
YUHOM:

[nsa kinbKicHOi iHTepnpeTauii BukopucToByBaTu kanibpatopu, wob nobyaysatu
CTaHOapTHY KpuUBY.

[ns sikicHoT iHTepnpeTauii BukopucrosyeaTu Cut-off kanibpartop.

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: Mo3nTMBHUIA KOHTPONb

NC: HeraTUBHUIN KOHTPOIb

CC: Kanibpatop Cut-off

P1: nauienT 1

P2: nauienT 2

P3: nauieHT 3

Hopatok B: Mpoueaypa BUNpo6yBaHHsA

Samples (1:101) / Controls ﬂ
WASHB
— [
— —
-
+100 pl U 3 300p1

@

WASHB
\u - - —>
+100 pl 30 3x SGOpI
o STop (-}

-—

+100 pl 30 +100 pl 450 nm

u—> ®\—>i—>@—>

olAMEe )’

O®ILIMHNNA INCTPUBETOTOP

TOB «JIAMEB»
8yn.YopHosona, 97
M. leaHO-®paHkKieckk, 76005
men.: +38 (0342) 775 122
¢hakc: +38 (0342) 775 123
e-mail: info@diameb.ua

www.diameb.com

© lMepeknag Ha ykpaiHcbky moBy TOB «AIAMEB»



mailto:info@diameb.ua

