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OcHoB0K npu _Npos8edeHHi aHasizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA Thrombin-GM € TBepgodasHum iMyHO(EPMEHTHUM
aHarnisoM 3 BWKOPWUCTaHHSIM HAaTUBHOIO MIOACBLKOrO TPOMOGIHY Ans
KiNbKICHOTO Ta SIKiCHOrO BusiBNeHHs |gG Ta/abo IgM aHTUTIn npoTu
TPOMOGiHY B CMpOBAaTLi KPOBi NMHOANHN.

AHaniz € pgonomorot B AiarHocTuui aHTudocdoninigHoro cuHapomy
APS.

2. KniHiuHe 3acTtocyBaHHA i
iHCmpyKuii).

npvHUun adanisy (fuse. opuziHan

lMpuxyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHKyOytoTb B MikponnaHweTax 3
BHECEHHSAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. MoTiM aHTu-nAckKi iMyHornobyniHu,
KoH'loroBaHi 3 [epokcupgasoo  XpoHy (koH'toraT), iHKyOyTb i
BiAOyBaeTbCA peakuis 3 KOMMNIIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. HesB's3aHuWn KoH'loraT BUMMBAETbCA Ha HACTYMHIN
cragii. [JopaBaHHa TMB cyGcTpaty reHepye  dpepMeHTaTUBHY
KONOpUMETpUYHY (CUHI Konip) peakuito, sika 3yMUHSIETLCS PO3BEAEHOI0
KMUCIoTO (KOMip 3MIHIOETLCS Ha XOBTUW). LLIBUAKICTL yTBOPEHHS KOnbopy
Bij XpOMOreHy € yHKUiel0 KiNbKOCTi KOH'loraTy, MNOB'A3aHOro 3
KOMMIIEKCOM  aHTUFeH-aHTUTINO, | BOHa MpOMOpLUiNHa MOYaTKOBIN
KOHLIEHTpaL,ii BiANOBIiAHWX aHTUTIN y 3pa3Ky nauieHTa.

3. KomnnekT noctaBku

Maromb 6ymu eidHo81eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHUEHTpOBaHWMN
(6innn KoBMAYOK: XOBTUI PO3YVH)

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

1 cnakoH, 20 mn - 50X KOHLEHTpoBaHWI
(6inni KoBNAYOK: 3€NEHUIN PO3UMH)

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

Fomoei 0o eukopucmaHHs:

HeratuBHuin KoHTponb 1 dmnakoH, 1.5 wmn (3eneHun
6e3KOMipHUIA PO34MH)

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

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

MicTnTb: niofcbky cupoBaTKy (po3BedeHy), asui
HaTpito <0,1% (KOHCepBaHT)

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

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

6 dpnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTEHCKBHICTb KOMbOPY
NiABULLYETBCS 3 KOHLIEHTPALED: PO34YMHMN
XKOBTOro konbopy). Jlioacbka cnupoBaTka
(po3BepeHa), asup HaTtpito < 0.1%
(koHCepBaHT)

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

1 cdnakoH, 15 mn IgM (3eneHuit KoBnavok:
3€erneHnn po3ymH)

MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHW, KOH'lOroBaHi
3 NepoKCMaa3or XpoHy

1 donakoH, 15 Mn (YOpPHWI KOBMAYOK)

MictuTb: cTabinizosanuin TMB/H,0»

50x MpomuBHuI Bydep

KOBMNa4okK:

MoautmeHuN KoHTponb

KanibpaTop Cut-off

Kani6paTtopu

KoH’toraTtn

CybcTpat TMB

Cron PosuuH 1 dmnakoH, 15 wmn (GinuA  KoBMAYoK:
6e36apBHUIA PO3UUH)
Mictutb: 1 M consiHoi kucnoTtu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi

BiJOKPEMIIOOTLCS
MokpuTTS AMB. NYHKT 1

Heob6xidHi Mmamepianu, ujo He mocmayaromascsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuiMHMM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsaHui nocyg (umniHgp 100-1000 mn),
npobipkn Ansa po3sefeHHsA. BopTekc, nminetkn npeumsini (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),
apcopbyoyunii nanip.

Hawi Tect npusHauveHi Ans BUKOPWUCTAHHS 3 OYMLLEHOH BOOOH
BignoBigHO A0 Bu3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€Bponericbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH npuaaTHOCTI

36epiratu BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46
°F, B opwuriHanbHiii ynakoBLUi. [0OTOBi, BiAHOBMNEHI PO34MHWU CTabINbHi
npotarom 1 micaus npu Temnepatypi 4 °C, gk MiHiMym. PeazeHmu i
MikponnaHwem mOUHHIi euKopucmosysamucsi MmifbKu 8 MeXax
mepmiHy npudamHocmi, 3a3Ha4YeHO20 Ha KOXHOMY KOMIMOHEHMI.
YHukatime iHmeHcueHo2o ennugy ceimna Ha TMB poO34uH.
36epizaiime MikponnaHwemu e npu3HayveHili 015 ybo20 ¢osnb3i, 8
momy yuciii 3 ocywyeaydeMm, i winbHo 3akpusatme.

5. 3axoau 6e3neKn BUKOPUCTAHHS

5.1 He6e3neka ans 3p0poB's

Lel npodykm npu3HayeHuli minbku QJ151 QIAFHOCTUKU IN VITRO.
Taknum YMHOM, TiNbKWM NepcoHarn, HaBYEeHU i cneujianbHO iHbopMoOBaHMN
LOAO MEeTOoZiB AiarHOCTMKM B Mpobipui, Moxe npoBoaMTU aHani3. Xoya
Ley NpoAyKT He BBaXAETbCA OCOOMUBO TOKCMYHUM abo HebedneyHum B
YMOBax HOpMaribHOro BUKOPUCTAHHS!, MPUTPUMYATECH HAaCTYMHUX 3aX0AiB
ONs MakcumanbHoi 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llei komnnekT MiCTUTb MOTeHUiHO HebeaneyHi KOMMOHeHTU. Xoua
peareHTU He KnacudikoBaHi SK MOAPA3HUK AnS Oo4Yer | LWKipu, Mu
PEKOMEHOYEMO YHUKHYTUM KOHTaKTy 3 O4YMMa Ta LUKIpoW i HOCUTK
0OHOPAa30Bi pPyKaBUYKM.

YBATA! Kani6patopu, KoHTponi Ta Bydepu mictate a3ug HaTpito (NaN3)
sik KoHcepBaHT. NaN3; Moxe OyTU TOKCUYHUM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonagaHHi Ha wkipy i ovi. NaN3 moxe pearyBaTu 3i CBMHLEM i
migato i opmyBaTn BMOyxoHebe3neyHi asvan metanis. Npy 3HULLEHHI,
3MUTU 3 BENUKOK KiNbKICTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik Ue BMKNageHo
CDC ab0 8o iHWKX MicLeBUX/HaLiOHANBbHUX KEPIBHUX NPUHLUMMIB.

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

He ninetyBaTtu potom.

Becb BuxigHuii nmoackbkuii MaTtepian, WO BUKOPUCTOBYETLCA ANA AeSKUX
peareHTiB LbOro Habopy (KOHTponi, cTaHgapTv, Hanpuknag) OyB
NpOTECTOBaHWI CxBaneHUMU meTogamu, i 6yB HeratuBHuMm o HbsAg,
renatuty C T1a BIJ1 1. lpoTe, xoOoeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIpPYCHMX areHTiB Yy Takux MaTepianax MoBHICTIO. Takum
YMHOM, MOBOAMTUCH 3 KOHTPOMSIMU, CTaHOapTamu i 3paskamu nauieHTiB
AK 3 NOTEHUIHUM HKepenoM iH(PEKLIMHNX 3aXBOPOBAHb i BiAMOBIAHO 4O
HaLjioHanbHWUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOA0 BUKOPUCTaHHSA

He 3wmiwyiite i He 3aMiHioliTe peareHTU abo MikponnaHweTn 3 pi3HMX
nortis. Lle Moxe npmBecTu A0 3MiH B pesynbTaTax.

[MpuBecTn BCi KOMMOHEHTN A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6
°F) nepen BMKOPUCTaHHAM, QJobpe nepemiwatv i [OTpPUMyBaTUCh
pekoMeHO0BaHoiI  iHKybaUiiHOi cxemMn Ansi onTUManbHOTO BUKOHAHHS
TecTy.

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

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

3aBxan NpoBOAMTU MiNeTyBaHHA PO34MHY cybcTpaTty Tiflbk 3 HOBUMM
HakoHe4yHukamun. 3axvaTtv uen peareHT Big cBitna. Hikonm He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHWMMY peareHTaMu A0 LbOoro.

MeBHUM kNiHIYHUMM piarHo3 He MNOBWHEH [FPyHTyBaTUCA Ha
pe3ynbTaTax TiflbKM NPOBeOeHoro TecTy, ane Mae 6yt 3po6neHun
nikapeM nicns ouiHKK BCiX KNiHIYHUX Ta NabopaTopHUX AOCHiAXKEHb.
[iarHo3 noBuMHeH OyTU nepeBipeHMA 3 BUKOPUCTAHHAM Pi3HUX
MeToAiB AiarHOCTUKM.



6. Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHA
BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3pasky CUPOBATKU.
3abip KpoBi NOBMHEH NPOBOAMTUCH Bi4MNOBIAHO A0 AEPXXaBHUX 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 OyTW 3iOpaHi B 4MCTi, cyxi i nMopoxHi npobipku. Micns
cenapaLii, 3paskv cMpoBaTKuU Cnif BMKOPUCTOBYBAaTW Bigpa3sy, 36epiratu
LWiNbHO 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

Po3BecTn KOHLEHTPOBaHi peareHTu:

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

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

3pasku:

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

MpomuBaHHsA:

Miagrotysatn 20 mn po3seaeHoro npomusHoro Gydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHok

Hanpuknag, 4 Mmn koHueHTpaty nnoc 196 Mn AMCTUNBLOBAHOT BOAM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLkoBi o6csrn, HeoOXigHI AN HanawTyBaHHSA npunaay,
i MepTBi 06CArv ANs aBTOMaTN30BaHOIO MiNeTyBaHHS.

PyyHe npomMuBaHHsA:

BupanuTtu pignHmn 3 nyHok nepekuaaHHam nnaHwerta. MNoctykatn pamkoto
3 MiKpOnyHKaMun eHepriiHo Ha unucTuid agcopOyrounii nanip. BHectn 300
MKN pO3BEAEHOro NpPoMMBHOIO Oydepa B KOXHY NyHKy, nouvekatn 20
cekyHA. MoBTopMTYM BCIO NpoLeaypy Lie ABa pasu.

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

HopmanbHuii gianasoH CyMHiBHMI Ajana3oH Mo3uTnBHI pesynbTatn

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

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

Kani6pamopu IgG/M 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.029 23
3 0g/mn 0.145 31
10 Op/mn 0.266 1.3
30 Op/mn 0.556 7.1
100 Op/mn 1.145 2.8
300 Op/mn 2.025 0.1
lMpuknad po3paxyHKy
MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 0.782/0.853 0.818 54.9
P 02 1.360/1.328 1.344 129.0

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.

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

. BHeciTe 100 Mkn po3BedeHOi CUpOBaTKM KOXHOrO MauieHTa B
Npu3HaYeHi NyHku.

. BHecite 100 wm™kn kanibpatopie abo Cut-off kanibpaTtopa i

HeraTtvBHOro i Mo3NTVBHOrO KOHTPOIIO B MPU3HAYEHi NYHKN.

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

Bumuiite 3x 3 300 mkn npomuBHoro 6ydepa (po3seaexuin 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 npomusHoro Bycdepa (po3seaeHuii 1:50).

BHecite 100 Mk TMB cybcTpaT B KOXHY MYHKY.

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

3axuLLeHOMy Bifl iHTEHCUBHOrO CBiTNa.

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

. IHKyBYyinTE 5 XBUNUH MiHIMYM.

e AriTyBaTu nnacTuHy peTenbHO NPOTArom 5 cex.

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

[aHi, xapakTepHi 4N KOHKPETHOro MOTYy, 3HAX0A4ATLCSA B NUCTI KOHTPOIO
skocTi. MeguyHi nabopaTtopii MOXyTb npoBoanTK cBil KoHTponb AkocTi
BMKOPMCTOBYOUM BRacHi KOHTPOri i/abo BHYTPILLHIA Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamu €C.
He eukopucmosyseamu
pe3synbmamie nayieHmis!

uel npuknad Ons iHmepnpemauyir

KoxHa nabopaTtopis MOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3HayeHb, I'PYHTYHOUUCb HA BRACHUX MeToAaX, KOHTPOMsX, obrnagHaHHi i
nonynsAuii  nauieHTiB  y BiQNOBIAHOCTI 3i CBOIMW  BCTaHOBEHUMW
npoueaypamu.

Ona sAkicHOi iHTepnpeTauii 3uMTaTM ONTWYHY WinNbHICTE  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, SK
[BO3HauHi. Bci 3pasku 3 6inblw Bucoknm OD BBaXaloTbCsi MO3UTUBHUMMU,
3pasku 3 Ginblu H1U3bkMMK OD BBaXatTbCst HEraTUBHUMU.

HeratnBHun: OD nayienra < 0.8 X OD cytoft
CyMHiBHUN: 0.8 X OD cytoff < OD nayienra < 1.2 X OD cyteof
MNo3nTtueBHuMA: OD nayienra > 1.2 X OD cutoff

9. TexHi4Hi aaHi

Marepian 3paska:
06’em 3paska:

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

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oag/mn

1.0 Og/mn

3aranbHui Yac iHkyGauii:
Liana3oH kaniopyBaHHA:
AHaniTM4Ha YyTNMBICTb:

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

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTnyHa YyTtnusicTtb
TecTyBaHHs1 Oydepa ans 3paskie 30 pasie Ha Thrombin-GM pano
aHaniTnyHy vytnueicts 1.0 Og/mn.

10.2 CneumndpivHicTb i YyTNUBICTL
MikponnaHweT  NOKPUTUA  HaTUBHUM
[MepexpecHoi  peakTUBHOCTI 3
crnocTepiranochb.

NoACBKUM  TPOMGIHOM.
iHWVMMKM ~ ayToaHTUreHamn  He

10.3 JliHiKHicTb

OGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byno BCTaHOBMEHO
NiHINHICTb  po3BefeHHA. Tum He MeHwe, 4Yepe3 HeOOHOPIgHICTb
XapakTepy IHACBKUX ayTOaHTUTIT MOXYTb iCHyBaTW 3paskv, WO He
nianaratoTb LbOMY NpaBuny.

8. KinbkicHa i flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTM CcTaHdapTHY KpuBy,
BiKnNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6partopa (Bicb Y)
no BiQHOLUEHHIO OO0 BiAMOBiAHMX 3Ha4YeHb KOHUeHTpauii B Opg/mn (Bicb
X). [Ons [OOCArHEHHA HaWKpalwumx pesynbTaTiB MU  PEeKOMEeHAyeEMO
BMKOpuCTaHHs log/lin koopauHat Ta 4-lMapameTpoBe HanawTyBaHHSA. 3
OD KOXHOro 3paska 34nTaTy BiAMOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Oa/mn.

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

1 1/100 202.3 200.0 101.0
1/200 98.4 100.0 98.4
1/400 52.3 50.0 104.6
1/800 234 25.0 93.6

2 1/100 85.0 86.0 98.8
1/200 41.4 43.0 96.3
1/400 19.6 215 91.2
1/800 10.1 10.8 935




10.4 TouHicTb

[ns BU3Ha4YeHHS TOMHOCTI aHani3y, MiHNMBICTb (BCepeauHi i Mixx cepisimu)
OLIiHIOBany LUMAXOM aHani3y /Woro BiATBOPIOBAHOCTI HA TPbOX BidibpaHux
3paskax cupoBaTku, WO6 npeacTaBMTU [ianasoH B MOPIBHAHHI  3i
CTaHA4apTHO KPUBOIO.

% °
\
b )+ = %

+100 pl +100 pl 450 nm

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/ml) (%) No. (Uiml) (%)
207 12 1 18.4 1.8
45.2 3.1 2 47.5 26
114.5 6.8 3 126.4 6.5

10.5 Kani6pyBaHHs
Yepes BiOCYTHICTb MiXKHAPOAHOro eTaroHHOro KanibpyBaHHs Liei aHani3
Bigkaniopoanui B Og/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: kanibpatop C, CalD:
kani6patop D, CalE: kanibpatop E, CalF: kani6patop F

PC: Mo3nTMBHUIA KOHTPONb

NC: HeraTMBHUI KOHTPOIb

CC: Kanibpatop Cut-off

P1: nauient 1

P2: nauieHT 2

P3: nauieHT 3

Hopatok B: MNMpoueaypa BUNpo6yBaHHsA

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