HABIP IOA

AnAa BUSHAYEHHA AHTUTIN AO
OAHOCNIPANBbHOI OHK, IgG

3146, Aeskulisa ssDNA-G

Kam. Ne 13146 Memooduka gio 13-11-2015
Kinekicme :96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,

(Himey4uHa)

OCHOB0I0 _NpuU__nposedeHHi _aHA/i3y € opueiHan _iHcmpykuil
aHenilicbkolo _M0o8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii

opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. MpusHaueHHA

AESKULISA ssDNA-G € TtBeppodasHUM iMyHODEPMEHTHMM aHanizom 3
BMKOPWCTaHHAM JIIOACbKMX PEKOMOiIHaHTHMX ogHocnipanbHux [JHK (oc) ana
KinbKiCHOro Ta AKiCHOro Bu3HayeHHA IgG aHTWTIN NpoTn ogHocnipanbHoi AHK
B CUPOBaTLi KPOBi N0ANHN.

AHTuTina aHTM-ocJHK B OCHOBHOMY BM3HalOTb NOro OCHOBHE 3'€fHaHHA,
npuxoBaHe BCepeaunHi cnipanbHOi CTPyKTypu HatueHOi [HK. AHanis €
iHCTpymeHTOM B AndepeHUianbHil  AiarHOCTULi  CUCTEMHOTO YepBOHOIO
BoBuYaKa (CYB).

2. KniniyHe 3acTocyBaHHA i npuHUMN aHanisy (Jus. opuziHan iHcmpykuii).

0.1% (KkOHCepBaHT)

KoHr'torar, IgG 1x15mn CuHin CuHin Mictutb: AHTK-
imyHornobyninun
NIOANHN, KOH'IOroBaHi 3
NepoKCKAa30l XPOHY,
6U1Yaunin CMpoBaTKOBUI
anbbymiH (BCA)
Cyb6ctpat TMB 1x15mn YopHuin BeskonipHuin | CrabinizoBaHuii
TMB/H,0;
Cron Po3unH 1x15mn Binun BeskonipHuin | 1 M conaHoi Kncnotu
MikponnaHwet | 12x8- - - CMyXKW, AKi
NYHKOBUX BiJOKPEMIIOITbCA
CMY>KOK MoKpWTTA AUB. NYHKT 1

* Konip 36ibLyeTbCA 3 KOHLEHTpaLiE

HEOBXIAHI MATEPIAJIY, O HE MOCTAYAIOTbCA

MnaHweTHUit pigep 3 GinbTpom 450 HM i onuinHUM pedepeHTHUM dinbTpom 620 HM (600-
690 Hm). CknaHwi nocyn (unninap 100-1000 mn), npobipku AnA po3sefeHHA. BopTekc,
nineTku npeuusinyi (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHweTHuid MpucTpiii ana npomuBkm (300 MKN NOBTOPIOBaHHA  abo
6araTokaHanbHa nineTka abo aBToMaTM30BaHa 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 cupoBaTKy, posbasneHi 1:101, iHKyOyloTb B MikponnaHwertax 3
BHECEHHAM KOHKPETHOro aHTUreHa. AHTUTING NaLieHTa, AKLLO BOHW NPUCYTHI B
3pasKy, 3B'A3yl0TbCA 3 aHTWreHom. Hess'asaHa ¢paKuia BMMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACBKI  iIMyHOrNoOYNiHW, KOH'lOroBaHi 3
Mepokcupasolo xpoHy (KoH'toraT), iHKyOyloTb i BifbyBaeTbcA peakuia 3
KOMMJIEKCOM aHTWUreH-aHTUTINO B 3paskax B MikponnaHwetax. Hess'asaHuii
KOH'loraT BMMWBA€ETbCA Ha HacTynHini cTagii. [JopasaHHA TMB cybctpaty
reHepye ¢bepmeHTaTVBHY KONIOPUMETPUYHY (CUHI Konip) peakuilo, fAKa
3YNUHAETbCA PO3BEAEHO  KUCNOTOK (KOMip 3MIHIOETbCA Ha MOBTUN).
LBMAKICTb yTBOPEHHA KOMbOpy Bif XpomoreHy € OYHKLi€ KinbKoCTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMJIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuiHa
NoYaTKOBIN KOHLEHTpaLii BifnoBigHNX aHTUTIN y 3pa3Ky nauieHTa.

3. Komnnekr nocraBkun

MAKOTb bYTU BIJHOBJIEHI

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

1x20mn Binun MosTuin 5 X KOHLEHTPOBaHWi
Tpic, NaCl, BSA, asug
HaTpito < 0.1%

(KOHCEpBaHT)

Bydep ans
3pa3skis (5x)

MpomnBHMIA 1x20mn Binui 3enexHun

6ydep (50x)

50 X KOHLeHTPOBaHU
Tpic, NaCl, TsiH 20, a3ng
HaTpito < 0.1%
(KOHCEPBAHT)

roToBI O BUKOPUCTAHHA

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBrnayka PO34nNHYy

HeratusHuin 1x1.5mn

KoHTponb

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

0.1% (KoHCepBaHT)

Mo3nTtnsHU 1x1.5mn MosTtuin

KoHTponb

YepBoHuin JliofgcbKa cnpoBatka
(po3BepeHa), buyaumin
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Kani6patop 1x1.5mn CuHin KosTuin

Cut-off

JloacbKka cpoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUI anbOyMmiH
(BCA), a3up HaTpito <
0.1% (KkoHcepBaHT)

Kani6patopu 6x1.5mn | binun Kostuin* KoHueHTpaLif KoXXHoro
kanibpartopa: 0, 3, 10, 30,
100, 300 Og/mn.
TNioacbKa cnpoBaTka
(po3BeaeHa), buuaumin
CUPOBATKOBUIA anbbymiH

(BCA), a3ug HaTpito <

Heo6xioHi Mamepianu, wjo He nocmayalomeocsa:

MnaHweTHWiA pigep 3 ¢iNbTPom 450 HM i ONUINHUM pedepeHTHUM GinbTpom
620 HM (600-690 HMm). CknaHMiA nocyp (uuningp 100-1000 mn), npobipku ans
po3BeaeHHs. BopTekc, ninetku npeuwusiini (10, 100, 200, 500, 1000 mkn) abo
perynboBaHa mynbtunineTka (100-1000 mn). MikponnaHweTHui MpucTpin ana
npomuekn (300 MK MOBTOplOBaHHS abo GaraTokaHanbHa ninetka abo
aBTOMaTM30BaHa cuctema), agcopbytounii nanip.

Hawi Tectn npusHayeHi ANA BUKOPUCTaHHA 3 OYMLLIEHO BOAOLO BiAMOBIAHO
0o Bu3HauyeHHA (@apmakonei CLA (USP 26 - NF 21) Ta €Bponencbkoi
®apmakonei (Eur.Ph. 4-e Bup).

4, 36epiraHHA Ta TepMiH NPUAATHOCTI

36epiratn BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHin ynakosui. [0TOBI, BigHOBMEHi Po3unHK cTabinbHi npoTarom 1
micaua npu Temnepatypi 2-8 °C/35-46 °F, Ak MiHimym. PeareHTn i
MikponnaHweT nNOBUHHI BUKOPWUCTOBYBATUCA TiflbKM B MeXax TepMiHy
NPWAATHOCTI, 3a3HAYEHOTO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAVBY CBiTna Ha TMB po3uuH. 36epiraite MikponnaHLWeTn B Npr3HayeHil
AnA uboro Gonb3i, B TOMy UACi 3 OCyLLyBayeM, i LWifbHO 3aKpuBanTe.

5. 3axoau 6e3neKn BUKOPNCTaHHSA

5.1 He6e3neka ans 3g0poB'a

LEA NPOAYKT NPUSHAYEHUIA TIIbKU ANA AIATHOCTUKU IN VITRO.
Takum 4YMHOM, TiNIbKM MEPCOHan, HaBueHWi i creuianbHO iHOPMOBaHMIA
Woao MeTofiB AiarHOCTMKM B MPOOGipLi, MOXe NpoBOAMTU aHani3. Xoua ueit
NPOAYKT He BBaXA€ETbCA OCOONMBO TOKCUYHUM abo Hebe3neuyHuM B yMOBax
HOPManbHOTO BMKOPWUCTaHHA, MPUTPUMYMTECh HACTYMHWUX 3axXopiB  Ana
MaKcrManbHoi 6e3neku:

PexkomeHOayii ma 3axodu 6e3neku

Lleit KOMNNeKT MiCTUTb NOTEHUiNHO Hebe3neyHi KOMMOHEHTN. XO4a peareHTn
He KnacndikoBaHi AK MOAPA3HUK ANA OYel i LWKipW, MU PeKOMEeHAYEMO
YHUKHYTV KOHTaKTY 3 O4MMa Ta LKiPOIo i HOCUTN OAHOPa30Bi PyKaBUYKM.
YBATA! Kanibpatopu, KoHTponi Ta Bydepu mictatb asump Hatpito (NaNs) Ak
KoHcepBaHT. NaN3 Moxe 6yTh TOKCUYHUM, AKLIO MOro NPOKOBTHYTK abo npu
nonagaHHi Ha wkipy i oui. NaN3 moxe pearyBaTv 3i cBMHUEM i migato i
bopmyBaTn BUOYyXOHebe3neuHi asman MmeTaniB. [pu 3HULLEHHI, 3MUTU 3
BE/IMKOIO KiNbKiCTIO BoAK, W06 3anobirtv HakonunyeHHio asugis. Byab nacka,
3BEpHITbCA A0 Npouenyp Ae3akTueauii, Ak Le BuknageHo CDC abo go iHwmx
MicLieBNX/HaLiOHANbHUX KePIBHUX MPUHLMMIB.

He nanitb, He XTe i He NuiATe NpK Po6oTi 3 HABOPOM.

He ninetysaTtn poTtom.

Becb BMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA AeAKUX
peareHTiB  LUbOro Habopy (KOHTponi, cTaHAapTW, Hanpwuknag) O6yB
NpoTeCTOBaHW CxBafieHUMK MeTojamu, i 6yB HeraTvBHuM fo HbsAg,
renatuty C Ta BIJT 1. MpoTe, xofeH TeCcT He MOXe rapaHTyBaTu BiACYTHICTb
BiPYCHMWX areHTiB y Takux MaTepianax MoOBHICTIO. TaKMM YMHOM, MOBOAUTACH 3
KOHTPONAMY, CTaHAapTaMM i 3pa3kaMi NaLi€HTIB AK 3 MOTEHLiHUM [pKepenom
iHdeKUiNHMX 3aXBOPIOBaHb i BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA

He 3miwyiiTe i He 3amiHIoTe peareHTV abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPMBECTU 0 3MiH B pe3ynibTaTax.

MpriBecTn BCi KOMMOHEHTV AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BMKOPUCTaHHAM,  fJobpe  nepemiwaty i  BOTPMMYyBaTUCb
peKkoMeHA0BaHOI iHKybaLinHOT cxemuy ANA ONTYMANIbHOrO BUKOHAHHA TecTy.
IHKy6auia: Mu pekomeHgyemo npoBoguTtu Tect npu 30 °C/86 °F gna
aBTOMaTN30BaHNX CUCTEM.




Hikonn He nippaBaiiTe KOMMOHEHTU Oinbll BUCOKIN Temnepatypi, Hix 37
°C/98.6 °F.

3aBXau nNpoBOAMTM MineTyBaHHA pPO3YMHY CybCTpaTy TinbKM 3 HOBUMM
HaKOHeYHMKaMW. 3axuwWwaTtn Lei peareHT Bif cBiTna. Hikonu He ninetysatn
KOH'IOraT 3 HakOHEYHMKaMK, AKi BUKOPWUCTOBYBaNNCh 3 iHLWMMW peareHTamu
10 Uporo.

MeBHWIA KNiHiYHWII giarHo3 He NMOBUHEH IPYHTYBaTUCA Ha pesynbTaTax
TiNbKN npoBeAeHOro TecTy, ane Mae GyTu 3pobneHuii nikapem nicns
OUHKM BCiX KNiHiYHNX Ta nabopaTopHUX AodligKeHb. [liarHo3 NOBUHEH
6yT1 NnepeBipeHUNN 3 BUKOPUCTaHHAM Pi3HMX METOAIB AiarHOCTUKN.

6. Big6ip npo6, BukopuctaHHA Ta 36epiraHHA
BukopucToByiTe nepeBaxHO 3ibpaHi HelwoaaBHO 3pasku cupoBaTku. 3abip
KPOBi NOBMHEH NPOBOAMTUCH BiAAMOBIAHO [0 AePXaBHUX BUMOT.

He BuKopwucTOBYyiiTe iKTepWyHi, NinemiyHi, remonizoBaHi abo 6akTepianbHO
3abpyaHeHi 3pa3ku. CupoBaTKa 3 4YacTKaMu MOBMHHA OyTy ouulieHa
LeHTpUdYryBaHHAM 3 H3bKOIO LWBKUAKICTIO (<1000 X g). 3pa3ky KpoBi NOBUHHI
6yTn 3i6paHi B umcTi, cyxi i NMOpoxHi npobipku. Micns cenapauii, 3pa3kn
CUPOBATKM CJlif BMKOPUCTOBYBATM MPOTATOM MNeplumx 8 roAuH, 36epiratu
WiNbHO 3aKpuUTMMK Mpu Temnepatypi 2-8 °C/35-46 °F po 48 roguH i
3amopoxeHuM npu -20 °C/-4 °F pna 6inbL TpUBanmx nepioais.

7. Mpouepypa aHanisy

7.1 NiproroBui 3axoan nepep nineTyBaHHAM

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectn KoHueHTpoBaHuin 6ydep ana B3ipuiB 1:5 AUCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

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

3pasku:

Po3Bectu 3paskm cnposatkm 1:101 6ydepom ana 3paska (1x)

Hanpuknag, 1000 mkn 6ydpepa ana 3paskis (1x) + 10 mkn cupoaTtku. lobpe
nepemiwarn!

MpomuBaHHA:

MNigrotysatn 20 mn po3BegeHoro npommeHoro 6ydepa (1x) Ha 8 nyHok abo 200
M Ha 96 NYHOK

Hanpwuknag, 4 Mn KOHUeHTpaTy ntoc 196 M AMCTMNbOBaHOT BOAN.

ABTOMaTM30BaHe NPOMMBaHHA:
BpaxyBaTv HapauWKoBi o6cAry, HeobXiAgHi ANA HanawTyBaHHA npwnagy, i
MepTBi 06CArN ANA aBTOMaTM30BaHOro MineTyBaHHS.

PyyHe npomuBaHHA:

Buganutun pignHun 3 nyHOK nepekupjaHHAM nnaHweTa. [ocTykatv pamkoto 3
MIKpOJTlyHKaMu eHepriiHo Ha unctuidi apcopbyrounii nanip. BHectn 300 mkn
po3BefeHOro MpPoMMBHOIO Oydepa B KOXKHY JIyHKy, nouekatn 20 cekyHp.
MoBTOPWTM BClO NpOLIEAYpPY Lie ABa pasu.

MikponnaHweTtn:

Po3paxyiiTe KinbKicTb NyHOK, HeoOXigHWX AnA BUNPobyBaHHA. Buaanutn 3aisi
NYHKM 3 pamui, MOMICTUTK B NaKeT i 36epiratv pa3om 3 ocyluyBayem, (2-8 °C/35-
46 °F).

7.2 Cxema lMineTyBaHHA
Mw nponoHyemo nineTyBaT KanibpaTopu, KOHTPOI i 3pa3Ku TaknM YMHOM:

Dina KIJIbKICHOI inTepnpertauii Nna AKICHOI inTepnpeTaujii
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CalA: kani6paTtop CalD: Ka}ll\i‘6_p;:l'0p PC: no3ntusHuiA P1: nauienT 1

2. BukopucToByite HacTynHi KpOKW [AnNA OTPMMaHHA HeoOXigHUX
KinbKiCHMX/AKICHUX pe3ynbTaTiB:

KOHTPOIJII | 3PA3KMN

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

a.
abo
b. Cut-off kanibpatopa (CC) ana AKICHOI
u iHTepnpeTauiii 100 MK KOXKHOTO 3 HAaCTYMHKX:

. HeratueBHoro KOHTpOS0 (NC) i

+100 pl
¥ MNo3wnTneHoro koHTponto (PC), i
. Po3BefeHoi cnpoBatku nauieHta (P1, P2 ...)
4. N
@}.‘ IHKybyBaTV npoTarom 30 xBuavH npu 20-32 °C/68-
—  896°F.
5. WASHB |
1 Mpomutn 3 pasm 3 300 MKN NPOMMBHOrO
/ 6ydepa (po3sepeHuii 1:50).
— —
3 300ul
KOH'HOrAT
6.

BHecTn 100 MK KOH'toraTy B KOXKHY NyHKY.

7.
IHKybyBaTV npoTarom 30 xBuavH npu 20-32 °C/68-
89.6 °F.
8.
1 Mpomutn 3 pasm 3 300 MKN NPOMMBHOrO
/ 6ydepa (po3sepeHuii 1:50).
—_—
CYBCTPAT
9.
BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.
10.
IHKy6yBaTV npotArom 30 xBUAMH npwn 20-32 °C/68-
89.6 °F, 3axuLieHnI Bif iIHTEHCMBHOTO CBiT/a.
CTOMn PO34MH
1.
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUMN TOWM »Ke nopafdoK, Wo i npu
nineTyBaHHi cyocTparty.
12.
Butpumatu 5 xBUNUH mMiHiMym.
13. PeTenbHo CTpyLlyBaT! MIACTUHY NPOTATOM 5 Cek.

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

14. 0D, 0 D’,ﬂ,

450/620 nm

8. KinbkicHa i fkicHa IHTepnpeTauis

A D KOHTPOSb P2: nauienT 2 . . .. . . .
CalB: kani6bpatop  CalE: kanibpaTop NC: HeraTuHui P3: naujieHt 3 Ana KmbKK_HO' _'HTep"peTa“'" n06yﬂy3_am CTaHﬂaQTHy KpMBy', BIAKTaBLIN
B E KOHTPOIb oNnTNYHY WinbHicTb (OD) KoxHoro Kani6partopa (Bicb ¥) no BigHOLEHHIO
CalC: kani6patop  CalF: kani6paTtop CC: cut-off [0 BiANOBIAHMX 3HaueHb KoHUeHTpauil B8 Og/mn (Bicb X). inAa pocArHeHHs
C F Kaniépatop HalKpalLyx pe3ynbTaTiB M1 PeKOMeHAYEMO BUKopucTaHHsA log/lin koopaunHat
Ta 4-NapameTtpoBe HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTi BignoBiaHi
7.3 NpoBepeHHA TeCTyBaHHA KOHLIeHTpaLii aHTuTin, BpaxeHi B Og/mn.
Kpok | Onuc HopmanbHuin CyMHiBHWI Aliana3oH Mo3ntueHi
1. MepeKoHalTecs, Wo nigroToBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe 6yna AianasoH pesynbraTtun
npoBefeHa nepes nineTyBaHHAM. <120a/mn 12-18 Oa/mn >18 0a/mn




lMpuknad cmandapmHoi Kpusoi
He sukopucmoeyeamu yeli npuknao ons iHmepnpemadii pesynemamie
nayienmis!

NIOACBKNX ayToaHTVITiJ'I MOXYTb iCHyBaTVI 3pasKky, WO He nignaraloTb Lubomy
npasuny.

Ne ®dakrop Bumipana OuikyBana BigHoBneHHnA
Kani6pamopu IgM OD 450/620 Hm CV % (Bapiauis) 3paska | posBepeHHs KoHUeHTpaLis KoHUeHTpaLin (%)
0 Og/mn 0.030 3.1 (Oa/mn) (Oa/mn)
- - 1 1/100 68.9 70.0 98.4
3 O/mn 0.143 29 1/200 335 35.0 957
10 On/mn 0.297 1.4 1/400 16.8 175 96.0
30 Og/mn 0.692 3.0 1/800 84 8.8 955
100 Op/mn 1.300 0.3 2 1/100 47.6 48.0 99.2
300 Og/mn 2.200 1.2 1/200 23.1 24.0 96.3
1/400 11.5 12.0 95.8
Mpuknad pospaxyHry 1/800 5.9 6.0 98.3
MauieHT Ay6nikar (OD) CepepnHe (OD) PesynbTtat 10.4 Tounicro R . . . L .
(Oa/mn) [nA BU3HaYeHHsA TOYHOCTI aHanily, MiHNMBICTL (BCcepeluvHi i M cepiamu)
OL|iHIOBanNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMx
E gl :)gg;gg;; ég?g g;? 3paskax CpoBaTKY, LWob NpeacTaBUTK fiarna3oH B NOPIBHAHHI 3i CTaHAAPTHO
. . . . KpVBOIO.
3pa3kum BuMle 3HAUeHHA HalBWWOro Aianas3oHy Kanibpatopa cnig

npeacTaBnATM y Burnaai > Max. BoHu noBuHHI 6yTu po3BefieHi B Mipy
HeoOXigHOCTI | 3HOBY aHani3oBaHi. 3paskM HKYe 3HauyeHb [ianasoHy
KanibpaTopa NoBMHHI 6yTn NpefcTaBneHi y Burnagi < Min.

[laHi, xapaKkTepHi AnA KOHKPETHOro JIOTY, 3HaXOAATbCA B JIMCTI KOHTPOMIO
AKocTi. MepuuHi nabopatopii MOXyTb npoBoauTU CBi KoHTponb fAkocTi
BMKOPWCTOBYIOUM BJIaCHI KOHTPONi i/abo BHYTPILLHIM Nyn CMpOBATOK, AK Lie
nepenbauyeHo Hopmamu €C.

KoxHa nabopatopis NMOBUHHA BCTAHOBMTW CBOI MeXi HOPMasibHUX 3HayeHb,
IPYHTYIOUMCb Ha BRAaCHUX MeTofaX, KOHTPONAX, obnagHaHHi i monynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMY BCTAHOBIEHMM NpoLiefypamu.

Y BuMnapKky, KONM 3Ha4yeHHA KOHTPOJIB He BiANOBiAaloTb KpuTepiam, TecT €
HefiCHUM | MOBUHEH GYTY MOBTOPEHUIA.

HactynHi TexHiuHi AaHi NOBWMHHI OyTM nepeBipeHi: TepMiH MpPUAATHOCTI
(NnpuroToBneHux) peareHTiB, yMoBW 36epiraHHA, NineTku, npunagu, GoTomeTp,
YMOBM iHKy6aLlii i MeToiM NPOMUBKM.

AKWO npoTecToBaHi 3pa3ku MOKasylTb 3HAYeHHA, AKi BiAXMNATbCA Bif
BCTaHOBNEHUX, abo KpuTepii MepeBipKM He BUKOHYIOTbCA 6e3 Barommx
npuunH, 6yAb nacka, 3BepPHITbCA [O BMPOOHMKA UM MOCTavyanbHUKa TecT-
Habopy.

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

HeraTtusHwmia: 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 AaHi

Marepian 3paska:
O6cAr 3paska:

cMpoBatka
10 mKkn 3paska, po3segeHoro 1:101 B 1x

6ydepi ansa 3paskis

3aranbHuin yac iHKy6auii: 90 xBunuH npwu 20-32 °C/68-89.6 °F

[MlianasoH Kani6pyBaHHA: 0-300 Og/mn

AHaniTn4Ha YyTAnBiCcTb: 1.0 Oag/mn

36epiraHHsA: npwv Temnepartypi 2-8 °C/35-46 °F
BVMIKOPUCTOBYNTE TiNbKW OPUriHaNbHI
dnakoHun

KinbkicTb BU3HaueHb: 96 TecTiB

10. laHi npoAyKTNBHOCTI

10.1 AHaniTnyHa YyTnusictb
TectyBaHHs Oydepa ana 3paskiB 30 pasiB Ha AESKULISA ssDNA-G pano
aHaniTMuHy vyTnmeictsb 1.0 Oa/mn.

10.2 CneuyundiyHicTb i yyTANMBICTD

MikponnaHweT nokputuii pekombiHaHTHUMU sSDNA nioguHn.  lNepexpecHa
PEaKTUBHICTb A0 iHWMWX ayTOAHTUreHiB He cnocTepiranacb. AHTUTINI go sSSDNA
BUVSIB/IEHi NPV Pi3HMX 3aXBOPIOBaHHSAX, MPeACTaBIeHMX B TabNULi HpKue:

(fus. opueiHan iHcmpykui).
10.3 JliHifHicTb

O6paHi cupoBaTKkM TecTyBanncb 3 UMM Habopom i 6yno BCTaHOBNEHO
NiHINHICTb po3BefileHHA. TUM He MeHLUe, yepe3 HeOAHOPIAHICTb  XapaKkTepy

(dus. mabnuyto 8 opueiHani iHcmpykuir).

10.5 Kani6pyBaHHsa
Yepes Opak MiKHapOAHOTO €TalOHHOTO  KanibpyBaHHA Len
BigkanibpoBaHui1 B fOBiNbHUX oguHMLUAX (Og/mn).

aHani3

MosicHeHHA cuMBoONiB, WO BUKOPUCTOBYHOTbCA Ha MapKyBaHHi:

MegunuHuia BUpi6 ana fiarHOCTWKM in vitro

E KaTanorosuii Homep

&ed

(0] Kog naprii

CE mapkyBaHHs

m
Q)

HauioHanbHWIn 3HaK BignoBigHOCTI

96 TecTiB

O3HaNoMNeHHA 3 iIHCTPYKLiAMM ANA 3aCTOCYBaHHA

e

Bukopucratn go

TemnepatypHi o6mexeHHA (2-8 °C)

e

BupobHuk

CO-CAL Kani6patop Cut-off
CON+ Mo3UTUBHMI KOHTPOMb
CONI- HeraTusHwit KOHTpONb

=

KanibpaTop

BinHoBntOBaY

KoH'torat

MikponnaHwet

3 S|zl
2lRllele

MnaHweTt
VASHBI50x | MpomueHmii Gydep
U CybcTpat

STOP

Cron po3ynH

Bydep ans 3paskis

AESKU.DIAGNOSTICS GmbH & Co.KG

Mikroforum Ring 2, 55234 Wendelsheim, Germany
Phone: +49-6734-9622-0

FAX: +49-6734-9622-2222

WWW.AESKU.COM

G | 2
E (v s]




oIAMEB)

YMOBHOBAXEHUW NMPEACTABHUK

TOB «[JIAMEB»
8ys1. YopHosona, 97
M. IsaHO-®paHkiscbk, 76005
men.: +38(0342) 775 122
¢akc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.com

€ C€ Mm@ |

© [NMepeknap Ha ykpaiHcbKy mosy TOB «JIAMEB»


mailto:info@diameb.ua

