HABIP IOA

ANA BUSHAYEHHA AHTUTIN A0 LWAKIIYHOIo
LUUTPYJIIHOBOIO NEMNTUAY (Anti-CCP)

3166, Aeskulisa CCP
Kam. Ne :3166 Memoduka eio 28-08-2017
Kinekicmo  :96 Bepcis 004
BupobHuk  : AESKU. Diagnostics,
(Himey4uHa)

OCHOBOI0 _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkolo Moo, 8kadeHol 8 Habip. Homep i 0ama eepcii
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1 NpusHayeHHA

AESKULISA CCP sBnsie co6oio TBepaodasHuin iMyHopepMeHTHUIA aHani3 ana
KiNbKiCHOrO  Ta  AKiCHOro BU3HAYeHHA cneuundiyHmx LMKIIYHNX
LUTPyniHOBaHWX NENTUAIB.

AHani3 € gonomoroto B AiarHocTuLi peematoigHoro aptputy (PA).

2 KniHiuHe 3acTocyBaHHA i NpUHLMN aHanisy (Jus. opuziHan iHcmpykuii).

iMyHOrno6yniHu
NIOANHK, KOH'IOroBaHi 3
NepOoKCHAA3010 XPOHY,
6U1Yaunin CMpoBaTKOBUIA
anbbymiH (BCA)

Cyb6ctpat TMB 1x15mn YopHun BeskonipHuin | CrabinizoBaHuin
TMB/H,0;
Cron Po3unH 1x15mn Binun BeskonipHuin | 1 M conaHoi Kncnotu
MikponnaHwet | 12x8- - - CMYXKM, AKi
NYHKOBUX BiJOKPEMIIOIOTbCA
CMY>KOK MoKpWTTA AUB. NYHKT 1

* Konip 36inbLIyeTbcs 3 KOHLEHTpaLi€n

HEOBXIAHI MATEPIAJIY, O HE MOCTAYAKOTbCA

MnaHweTHUit pigep 3 GinbTpom 450 HM i onuinHUM pedepeHTHUM dinbTpom 620 HM (600-
690 HMm). CknaHwi nocypn (umniHap 100-1000 mn), npobipku AnAa po3sefeHHA. BopTekc,
nineTkn npeuusinti (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHwetHuin Mpuctpii gna npommeKkn (300 MKA NOBTOpOBaHHA abo
6araTokaHanbHa nineTka abo aBTomMaTM30BaHa cMcTeMa), afcopbytounin nanip.

Hawi TecTv npusHauyeHi ANA BUKOPUCTaHHA 3 OYMLLEHOW BOAOK BIAMOBIAHO A0
Bu3HaueHHs Qapmakonei CLLUA (USP 26 - NF 21) Ta €Bponeiicbkoi Oapmakonei (Eur.Ph. 4-
e Bua).

Mpuxnyun mecmy

3pa3ku cmpoBaTKK, po3baBneHi 1:101, iHKyOyloTb B MiKponnaHweTax 3
BHECEHHAM cneuniyHOro aHTUreHy. AHTUTING NaLi€HTa, AKLLO BOHW NPUCYTHI
B 3pas3Ky, 3B'A3yl0TbCA 3 aHTUreHom. Hess'szaHa ¢pakuia BUMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACHKI  iIMyHOrNOOYNiHW, KOH'lOroBaHi 3
nepokcnpasolo XpoHy (koH'torat), iHKyOyloTb i BigOyBa€eTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTIIO B 3pa3kax B MiKpornaHlleTtax. Hess'asaHui
KOH'IOraT BMMUBAETbCA Ha HacTynHin cTagii. JogaBaHHa TMB cy6ctpaty
reHepye ¢bepmeHTaTVBHY KOJNIOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YNUHAETbCA PO3BEAEHO  KUCNOTOK (KOMip 3MIHIOETbCA Ha MOBTUN).
LBMAKICTb YTBOPEHHA KOMbOpy Bif XpomoreHy € OYHKLi€ KinbKoCTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuinHa
NoYaTKOBI KOHLEHTpaLii BifnoBigHNX aHTUTIN Y 3pa3Ky nauieHTa.

3 KomnnekT nocraBku

MAIOTb 5YTU BIAHOBJIEHI

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

1x20mn Binun MKosTtnin 5 X KOHLIeHTPOBaHMA
Tpic, NaCl, BSA, a3ug
HaTpito < 0.1%

(KOHCepBaHT)

Bydep ans
3pa3skis (5x)

MpomueHMn 1x20mn Binun 3eneHnin

Gydep (50x)

50 X KOHLEHTPOBaHMN N
Tpic, NaCl, TiH 20, a3ua
HaTpito < 0.1%
(KOHCEpPBaHT)

roToBI JO BUKOPUCTAHHA

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

HeratusHuin 1x1.5mn

KoHTponb

3eneHnin BeskonipHuin | Jliopcbka cupoBaTtka
(po3BepeHa), bruuaunii
CUPOBATKOBUIA anbOyMmiH
(BCA), a3up HaTpito <

0.1% (KkoHcepBaHT)

Mo3nTtnBHUI 1x1.5mn MKosTtnin

KoHTponb

YepBoHuit JloacbKka cmpoBaTka
(po3BepeHa), buyaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Kani6patop 1x1.5mn CuHin KosTuin

Cut-off

JloacbKka cpoBaTka
(po3BepeHa), buuaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KoHcepBaHT)

Kani6patopu 6x1.5mn | binun Kostuin* KoHueHTpaLif KoXXHoro
kanibpartopa: 0, 3, 10, 30,
100, 300 Og/mn.
JioacbKa cmpoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Kon'torart, IgG 1x15mn CuHin CuHin Mictutb: AHTU-

Mepeknaday 3enexcokaT. |.

4 36epiraHHA Ta TepMiH NpuAATHOCTI

36epiratn BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHin ynakoBui. [0TOBI, BigHOBMEHi Po3unHK cTabinbHi npoTarom 1
Mmicaua npu Temnepatypi 2-8 °C/35-46 °F. PeareHTun i MikponnaHLleT NOBUHHI
BMKOPUWCTOBYBATUCA TiNbKM B MeXaxX TePMiHY NpUAATHOCTI, 3a3HayeHoro Ha
KOXXHOMY  KOMMOHEHTI. YHWKaiTe iHTeHCMBHOro BMAMBY cCBiTna Ha TMB
po3uuH. 36epirante MikponnaHwweT! B Mpu3HayeHin ana uboro ¢onb3i, B
TOMY YMCAi 3 OCyLlyBayeM, i LWiIbHO 3aKpuBanTe.

5 be3neKa BUKOPUCTaHHA

5.1 He6e3neka ans 3g0posB'a

et npodykm npusnayvenuii minexku AJ19 JIATHOCTUKU IN VITRO. Takum
UYMHOM, TiNbKM NEepCOoHasn, HaBYeHWI i cneuianbHO iHPOpPMOBaHUIA  LWOAO
MeTOZIB AiarHOCTMKM B NPobipLi, MOXe NPOBOAWTY aHani3. Xoua Lel NpoayKT
He BBAXAETbCA OCOONMBO TOKCMYHMM abo HebesneyHMm B YMOBax
HOPManbHOro BUKOPWCTaHHA, MPUTPUMYyATECb HACTYMHUX 3axoAdiB  AnA
MaKCUManbHoi 6e3neku:

PexkomeHnOauyii ma 3axodu 6e3neku

Llet Habip MicTUTb NOTEHUINHO Hebe3neyHi KOMMOHEHTU. Xoua peareHTn He
KnacndikoBaHi AK NOAPA3HUK ANIA OYel i WKiPKU, MU PEKOMEHAYEMO YHUKHYTH
KOHTaKTY 3 O4MMa Ta LWKipOoIo i HOCUTV OAHOPA30BI PYKaBUUKU.

YBATA! Kanibpatopu, KoHTponi Ta Bydepun mictatb asup Hatpito (NaNs) Ak
KoHcepBaHT. NaNs Mmoxe 6yTU TOKCUYHUM, AKLIO MOro MPOKOBTHYTU abo npu
nonafaHHi Ha wkipy i oui. NaNs; moxe pearysatu 3i cBuHUeM i miggo i
bopmyBaTn BUOYyXOHebe3MneuHi asman MmeTaniB. [pu 3HULEHH, 3MUTU 3
BE/NKOIO KiNbKICTIO BOAK, W06 3anobirty HakonunyeHHio asugis. byab nacka,
3BEpHITbCA A0 Mpouenyp Ae3akTueauii, Ak Le BuknageHo CDC abo go iHwmx
MicLeBNX/HaLiOHANbHUX KePIBHUX MPUHLMMIB.

He nanitb, He iXTe i He NuiiTe nif yac po6oTn 3 Habopom. He ninetyBaTu
poTom.

Becb BuMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA [AeAKUX
peareHTiB LbOro Habopy (KOHTponi, CTaHZapTW, Hanpuknag) Oys
NpOTEeCTOBaHWI CXBafeHUMKM MeTofamu, i 6y HeraTvBHuUM Jo HbsAg,
renatuty C Ta BIJT 1. MpoTe, »ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BiPYCHMWX areHTiB y Takux MaTepianax NOBHICTIO. TaKMM YNHOM, MOBOAUTACH 3
KOHTPONAMW, CTaHAAPTaMM i 3pa3kaMi NaLi€HTIB AK 3 MOTEHUiHUM [pKepenom
iHdeKUiNHMX 3aXBOPIOBaHb i BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

KoMnnekT MicTUTb MaTepian TBAapWUHHOrO MOXOMKEHHS, AK 3a3HauyeHO B
Tabnumui 3micTy, NOBOAMTUCH BiAMOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA

Y pasi, Akwo iHdopmauia Npo NpoAyKT, B TOMY UMUC/Ii MapKyBaHHA, €
cnoTBopeHoto abo HenpaBubHO, 6yAb Nacka, 3BEPHITbCA A0 BUPOBHMKa Um
nocravasnbHuKa TecT-Habopy.

He 3miwyinTe i He 3amiHIoNTe peareHTV abo MikponnaHLwueTu 3 pisHux noTis. Lie
MOXe NPUBECTU O 3MiH B pe3ysibTaTax.

MpriBecTn BCi KOMMOHEHTW AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BMKOPUCTaHHAM,  fJobpe  nepemiwaty i  BOTPMMYyBaTUCb
peKkoMeHA0BaHOI iHKy6aLinHOT cxemun A1l ONTYMANIbHOrO BUKOHAHHSA TecTy.
IHKy6auia: Mn pekomeHpyemo nposoautu Ttect npu 30 °C/86 °F gna
aBTOMaTN30BaHMX CUCTEM.

Hikonu He nigpaBaiTe KOMMOHEHTU Ginbll BUCOKiA Temnepatypi, HixX 37
°C/98.6 °F.




3aBXAM MNPOBOAWTU MINETYBaHHA pPO3UMHY Cy6CTpaTy TifibKU 3 HOBUMMU
HaKOHeYHVKaMW. 3axuwaTtn Len peareHT Bif csiTna. Hikonu He ninetysatn
KOH'IOraT 3 HakOHEYHMKaMK, AKi BUKOPWUCTOBYBaNNCh 3 iHLWMMW peareHTamu
[10 UbOro.

MeBHWIA KNiHiYHWII giarHO3 He NOBUHEH IPYHTYBaTUCA Ha pesynbTaTax
TiNbKN NpoBepeHOro TecTy, ane Mae GyTu 3pobneHuii nikapem nicns
OLHKM BCiX KNiHiYHNX Ta nabopaTopHUX Aociig»KeHb. [liarHo3 NOBUHEH
6yT1 nepeBipeHUN 3 BUKOPUCTaHHAM Pi3HMX METOAIB AiarHOCTUKM.

6 Big6ip npo6, BukopuncraHHa Ta 36epiraHHa

BukopucToByTe nepeBaxHO 3ibpaHi HelwofaBHO 3pasky cupoBaTku. 3abip
KpOBi MNOBMHEH NPOBOAMTUCHL BIANOBIAHO A0 AepXaBHUMX BuMoOr. He
BMKOPWCTOBYWTE IKTEPWUYHi, ninemiuHi, remonizoBaHi abo 6akTepianbHO
3abpyAHeHi 3pa3ku. CupoBaTKa 3 YaCTMHKamy MOBMHHa OyTn ounweHa
LeHTpUdYryBaHHAM 3 H3bKOIO WBUAKICTIO (<1000 X g). 3pa3ky KpoBi NOBUHHI
6yTK 3ibpaHi B UnCTi, Cyxi i NOPOXKHI NPobipKN.

MNicna cenapadii, 3pa3km cMpoBaTKM Cifl BUKOPUCTOBYBATW NPOTArOM NepLUmnX
8 roawH, 36epiraty WinbHO 3aKpUTUMK Npu TemnepaTypi 2-8 °C/35-46 °F no 48
roauH abo 3amopoxxeHumm npw -20 °C/-4 °F gna 6inbw TpmBanux nepiogdis.

7 Npouepypa aHanisy

7.1 NigroroBui 3axoau nepeg NoyaTKom po6oTu

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectu koHUeHTpoBaHuii bydep ana 3paskis 1:5 ANCTUNBOBAHOI BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bect KoHueHTpoBaHuii MpomuBHUiA Bydep 1:50 AUCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 980 mn).

LWo6 YHWKHYTM MNOMUAOK MW MPOMOHYEMO MO3HAUYUTM KOBMAYKM Pi3HMX
Kanibpartopis.

3pasku:

Po3Bectu 3paskm cuposatkm 1:101 6ydepom ans 3paska (1x)

Hanpuknag, 1000 mkn 6ydepa ans 3paskis (1x) + 10 mkn cnposaTtku. lobpe
nepemiwartm!

NMpomuBaHHA:

Migrotysatyi 20 mn po3BeaeHoro npommsHoro 6ydepa (1x) Ha 8 nyHok abo 200
M Ha 96 NYHOK, Hanpuknag, 4 Ma KoHUeHTpaTty naoc 196 mn AUCTUAbOBAHOI
BOAN.

ABTOMaTN30BaHe NPOMMBaHHA:
BpaxyBaTv Hap/AuvWKoBi obcAryn, HeoOXiAgHi ANA HanawTyBaHHA npwunagy, i
MepTBi 06CArY ANA aBTOMATU30BaHOro MNineTyBaHHS.

PyyHe npomuBaHHA:

Buganutun pignHun 3 nyHOK nepekupaHHAM nnaHweTa. [ocTykatv pamkoto 3
MIKpOJTlyHKaMUn eHepriiHo Ha unctuidi apcopbyrounii nanip. Buectn 300 mkn
po3BefeHoOro NMpPoMmMBHOIrO Oydepa B KOXKHY JIyHKy, nouekatn 20 cekyHA.
MoBTOPWTM BCIO NpOLIeAYpPY Lie ABa pasu.

MikponnaHweTtn:

Po3paxyiiTe KinbKicTb nyHOK, HeOOXiAHUX ANnA aHanisy. Buganutu 3aisi nyHku 3
pamKuy, MomicTUTM B nakeT i 36epiraTm pasom 3 ocyllyBauyeMm, LWiNbHO
3aKkpuTmm (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mw nponoHyemo nineTyBaT KanibpaTopu, KOHTPOJI i 3pa3ku TaknM YMHOM:
[na KIIbKICHOI intepnpeTaui [ins AKICHOI inTepnpeTauii

I 0 "moomP
I QMmoo oD >

CalA: kanibpatop  CalD: kanibpatop PC: no3ntusHuiA P1: nauienT 1

A D KOHTPOSb P2: nauieHT 2
CalB: kanibpatop CalE: kanibpaTtop NC: HeraTuBHuiA P3: nauient 3
B E KOHTPOSb
CalC: kanibpaTop CalF: kani6paTtop CC: cut-off
C F Kani6patop
HanexHolo naﬁopaTopHmo NMPAKTUKOK pPeKOMEeHAYETbCA 3anyck

Kani6patopiB, KOHTPONIB Ta 3pa3KiB y ABOX NPUMipPHUKaX.

Mepeknaday 3enexcokaT. |.

7.3 NpoBepeHHA TeCTYyBaHHA

Kpok | Onuc
1. MepekoHanTecs, WO NiAroToBKa BiAMOBIAHO A0 NYHKTY 7.1 BuLle 6yna
npoBefieHa nepef ninetyBaHHAM.
2. BukopucToByite HacTynHi KPOKW [ANA OTPMMaHHA HeoOXigHUX

KiNbKiCHMX/AKICHUX pe3ynbTaTiB:

KOHTPOIJII | 3PA3KMN

3. BHecTu B 3a3HaueHi NnyHKM, K onucaHo B po3gini 7.2
Buwe, 100 MK KOXHOro:
Kani6patopis (CAL.A go CALF) ana KUIbKICHOI

a.
abo
b. Cut-off kanibpatopa (CC) ana AKICHOI
u iHTepnpeTauiii 100 MK KO>KHOrO 3 HAaCTYMNHKX:
HeratueBHoro KOHTpOS0 (NC) i
MNo3wnTneHoro koHtponto (PC), i

. Po3BefeHoi cnpoBatku nauieHta (P1, P2 ...)

+100 i .

4. ®\

IHky6yBaTn npotarom 30 xBuanH npwu 20-32 °C/68-
89.6 °F.

5. [washs]

3x 300yl

Mpomntnn 3 pasm 3 300 MKN NPOMMUBHOrO
6ydepa (po3sepeHuii 1:50).

KOH'IOTAT

BHect 100 MKN KOH'lOraTy B KOXHY NyHKY.

IHKy6yBaTV npotArom 30 xBuAMH npwn 20-32 °C/68-
89.6 °F.

Mpomuti 3 pasm 3 300 MKN MPOMUBHOrO
6ydepa (po3seneHunin 1:50).

é\hj

CYBCTPAT

BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.

IHKy6yBaTW npotArom 30 xBUAMH npu 20-32 °C/68-
\ 89.6 °F, 3axuLyeHun Bif iHTEHCMBHOTO CBIiTNa.

CTOI PO34YMH
1
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUMN TOWM »Ke nopafdoK, Wo i npu
H —  nineTyBaHHi cy6cTpaTy.
+100 pl
12. oy
@ Butpumatu 5 xBUNUH miHimym.
13. PeTesibHO CTPYLLYBaTW NNACTUHY NPOTArOM 5 Cek.

BumipaT onTWYHY wWinbHicTb npu 450 HM
(pekomeHnpyeTbca 450/620 Hm) npotarom 30
XBWIVIH.

14. 00.; OD%

450/620 nm

8 KinbkicHa Ta flkicHa IHTepnpertauin

[na kinbKicHoOi iHTepnpeTauii nobyaysaTy CTaHAAPTHY KpWBY, BiAKNasLIM
ONTNYHY WinbHicTb (OD) KoXxXHOro Kani6patopa (Bicb ¥Y) Mo BifgHOLWEHHIO
[0 BiANOBIAHMX 3HayeHb KoHueHTpauii B Og/mn (Bicb X). AnA pocArHeHHA
HalKpalLmx pe3ynbTaTiB M1 PpeKOMeHAYEMO BUKopucTaHHsA log/lin koopanHat




Ta 4-NMapameTpose HanawTyBaHHA. 3 OD KOXHOro 3paska 3untaTi BignosigHi
KOHLEHTpaLii aHTUTin, BUpaxeHi B Og/mn.

HopmanbHui gianasoH CyMHiBHMI Aiana3oH MNo3utnBHi pesynbTatn

<120a/mn 12-18 Og/mn > 18 0Oa/mn

lMpuknad cmandapmHoi Kpueoi
He BuKopucroByBaTu uel npuknag AnA iHTepnpetauii pesynbTatiB
nauieHTis

Mwn TakoX pekoMeHAYEMO KOXHill nabopaTopii BCTaHOBWTW CBill BRACHWN
HOPManbHWIN AianasoH.

10.2 TouHicTb

TouHicTb pe3ynbTaTiB BUNPOOYBaHb, OTPUMaHKX 3a gornomorot AESKULISA
CCP, Kart. N2 3166, ouiHlOBanu 3a AOMNOMOrO BM3HAY€HHA TOYHOCTI B aHani3i
Ta MiX aHasni3aMu, a TakoX BapiaTVBHOCTI MiXK IOTaMK LUNAXOM aHanisy 6e3nivi
3paskKiB aKTUBHOCTI aHTUTIN.

Kani6patopu IgG OD 450/620 Hm CV % (Bapiauis) TouHicTb B aHanisi TounicTe misk BapiaTuBHicTb Mix
0 On/mn 0.038 28 BPIHZKH CepepHe Cepe:::::"llI:‘HmwI Cepe,q:: T
30a/mn 0.165 29 (O/mn) CV, % (0/mn) CV, % (0/mn) CcV, %
10 On/mn 0.334 4.5 3pasoK | 43 120 43 159 37 206
30 Oa/mn 0.637 3.2 3pasok 2 14.2 10.5 14.2 155 14.2 15.8
100 Op/mn 1.219 3.8 3pasok 3 59.6 6.8 59.6 7.4 57.3 10.3
300 Op/mn 2.025 1.0 3pa3ok 4 91.1 8.7 91.1 12.1 92.6 9.3
3pa3ok 5 192.1 5.7 192.1 6.9 191.2 7.8
Mpuknad pospaxyHky 3pa3oK 6 319.6 9.9 319.6 10.6 308.2 9.7
MauieHT Ay6nikar (OD) CepepHe (OD) Pesynbrart L. A A
(On/mn) 10.3 CneyndivHicTb i YyTANBICTDL
P01 0.896/0.815 0.842 552 Awaniruuna Hyrnmsicts .
P o2 1813/1.805 1809 230 AHaniTMYHy YyTAMBICTb OLIHIOBaANU WAAXOM 6araTopa3oBoro aHanisy 6ydepa
- - - [NA 3pa3KiB i HU3bKNX NO3UTUBHIX 3Pa3KiB i 06UNCNEHHA MEXi BUABNEHHS.
. . . . Ina AESKULISA CCP, Kat.N2 3166 i LoD cTtaHoBuB 0.33 O/mn.
3pa3ky  Bule 3HAUYEeHHA HalBMLWOro pAianasoHy Kanibpatopa cnig

npeacTasnAT™A y Burnagi > Max. BoHu noBuHHI 6yTn po3BepeHi B Mipy
HeobXigHOCTI | 3HOBY aHani3oBaHi. 3pa3KM HMKYe 3HauyeHb [iana3oHy
KanibpaTtopa noBuHHI 6yTn NpeacTaBneHi y Burnagi < Min.

[laHi, XxapaKTepHi AnA KOHKPETHOro 10Ty, 3HaXOAATbCA B JINCTI KOHTPOSIO
AKocTi. MepuuHi nabopatopii MOXyTb npoBoauTU CBi KoHTponb fAkocTi
BMKOPUCTOBYIOUM BNIaCHi KOHTPONi i/abo BHYTPILWHI/A Nyn CMpPOBATOK, AK L
nepep6ayeHo Hopmamm €C.

KoHa nabopaTopia MOBUHHA BCTAHOBMTW CBOI MeXi HOPMaJibHUX 3HayeHb,
IPYHTYIOUMCb Ha BNacHMX MeTofax, KOHTPOnAX, obnagHaHHi i monynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBMIEHMM NpoLiefypamu.

Y BMNapKy, KONM 3Ha4yeHHA KOHTPOJIB He BiANOBiAaloTb KpuUTepiam, TecT €
HefincHUM | TOBUHEH GYTY MOBTOPEHUIA.

HacTynHi TexHiuHi daHi MoOBUHHI OyTW nepeBipeHi: TepMiH NpUAATHOCTI
(NprroToBneHNx) peareHTiB, yMOBU 36epiraHHaA, NineTky, npunaau, poTomeTp,
YMOBW iHKy6aUii i MeToan NPOMMBKU.

AKWO npoTecToBaHi 3pa3ku MOKa3ylTb 3HAYeHHA, AKi BiAXMNATbCA Bif
BCTaHOBNEHUX, abo KpuTepii MepeBipKM He BUKOHYIOTbCA 6e3 Barommx
npuunH, 6yab nacka, 3BepHITbCA [O BMPOOHMKA UM MOCTavyaNnbHUKa TecT-
Habopy.

[ina AKicHOT iHTepnpeTauii 3uMTaTn onNTNYHY WinbHicTb Cut-off KanibpaTopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHTa 3 OD Cut-off kanibpatopa. [ns
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO po3rnafaT CMpoBaTKK B Aiana3oHi
20% HaBKO/IO MOPOroBOro 3HauyeHHs, fK ABO3HAuHi. Bci 3pasku 3 6inblu
BUCOKMM OD BBaXKaloTbCA MO3UTMBHUMM, 3pa3kyu 3 6inbl Hu3bKuMu OD
BBaXalOTbCA HEraTVBHUMM.

HeraTtusHmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3nTnsHMIA: OD nayienra > 1.2 X OD cut-off

9 TexHiuHi gaHi

Martepian 3pa3ka:
0O6'em 3paskKa:

cupoBaTKa

10 mKn 3pa3ska, po3segeHoro 1:101 B 1x
6ydepi ona 3paskis

90 xBunuH npwu 20-32 °C/68-89.6 °F
0-300 Oa/mn

0.33 Og/mn

npwv Temnepartypi 2-8 °C/35-46 °F
BMKOPUCTOBYNTE TiNbKN OPUriHaNbHI
¢dnakoHmn

96 TecTiB

3aranbHunI Yac iHKybauii:
[iana3oH KanibpyBaHHs:
AHaniTMyHa YyTNmBICTb:
36epiraHHs:

KinbKicTb BU3HauYeHb:
10 Po6oui xapaKrepncTukmn
10.1 HopmanbHuit fiana3oH

CrpoBaTKu 340pOBUX AOHOPIB AocnigKyBanu 3 Habopom AESKULISA CCP i
OTPUManu HacTyMHUIN po3noain:

KinbKicTb 3paskis HeraTMBHUA | HeBU3HaYeHWN NOo3UTUBHUN

295 287 (97.3 %) 3(1%) 5(1.7 %)

Mepeknaday 3enexcokaT. |.

10.4 JNliHiliHicTb

Tpu cpoBaTKK, WO OXONNIOITb BEChb Aiana3oH BUNpobysaHb, 6ynu po3seaeHi
CepiNHO 3 HeraTMBHMM 3pa3KoM CUMPOBaTKW. BUMIipAHI i ouikyBaHi 3HaYeHHA
Pi3HUX po3BefeHb BMKOPUCTOBYBaNW ANA PO3paxyHKy NiHINHOI perpecii. 3a
pesynbTaTaMu TecTyBaHHA niHinHOCTI AnA  AESKULISA CCP BusHaumnwu
BMMiptoBaHWI giana3oH 3-300 Oa/mn.

10.5 Kani6pyBaHHsa

Yepes BiACYTHICTb MiXKHAapOAHOro €TaloOHHOro KanibpyBaHHA Lei aHani3
BigKkanibpoBaHuii B yMOBHUX ofnHuuax (Og/mn).

MoAcHeHHA cMMBONIB, WO BMKOPUCTOBYIOTbCA Ha MapKyBaHHi:

MegnuHunin BUpI6 fns giarHOCTUKM in vitro

E KaTanorosui Homep
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O3HaNoMNeHHsA 3 IHCTPYKLiAMM AN 3aCTOCYBaHHA

e

Bukopucratn go

TemnepatypHi o6mexeHHA (2-8 °C)

=i

Brpo6Huk

(]
(=
ca
=
=

Kani6patop Cut-off

MO3UTUBHWI KOHTPOSb

HeratnBHWIA KOHTPONb

=

Kani6paTtop

BinHoBntOBau

KoH'torat

MikponnaHwet

el

MnaHwet

HBJS

=
(]
=
==

MpomusHuiA 6ydep

CybcTpat

He

STOP

Cron po3ynH

o

oo
2]

3

Bydep ans 3paskis
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