NO3UTUBHUW KOHTPOJ1b ALEGRIA

Alegria Positive Control
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Bepcis 6

OcHOB0I0 _Npu__NnposedeHHi _aHasi3y € OpueiHan _iHcmpykuil
aHeniticbkolo Mo8oto, 8k1adeHol 8 Habip. Homep i dama sepcii
opueiHaay ma nepeknady iHCmpykuil No8UHHI cnisnadamu.

MPU3HAYEHHA
Mo3nTmBHMN KoHTponb Alegria® - TecT-cmyxka Alegria® Ha 6a3i DA,
npri3HayeHa AnA KOHTponio AKocTi cuctemu Alegria® Ta peareHTis Alegria®.
Llen npopykT € akcecyapoMm Ta Mpu3HauyeHWi nuvwe Ana npodeciiHoro
BMKOPVCTaHHS.

APUHUUN TECTY

AHani3 Alegria® Bkntouyae B ce6e 8-MUITYHKOBI MiIKPOCMYKI 3i LUITPUX-KOAaMU,
AKi HasvBawoTbcA TecT-cMmyKKamm Alegria®. KoxHa cMyXKa npusHaveHa ansa
aHanisy ofHoOro 3paska nauieHTa. TectoBa cMy>KKa MiCTUTb NOBHWUIA KOMMNNEKT
peareHTiB.

Ciofn BKoUeHi pepMeHTHUI KoH'loraT, pepmMeHTHUIN cybcTpaT, bydep ana
po3BefeHHA 3pa3KiB i cneundiuHMn TeCTOBUI KOHTPOJb. Kpim Toro, KoxHa
CMY>KKa Ma€ [Bi NIyHKW, MOKPUTI aHTUreHOM, AKi Cy>KaTb B AKOCTi peaKLiiHnX
NYHOK.

Y MNo3sutusHomy KonTponi Alegria® TecT-cmyxka Alegria® mMa€ no3uTUBHUIA
3pa3ok B JyHLi, AIKY iHaKle BMKOPUCTOBYIOTb AnA bydepa ana 3paskis. Y
LbOoMy aHanisi He BUKOPNCTOBYETbCA 3pa3oK nauieHTal

Bu3HaueHHA rPYHTYETbCA Ha HenpAMin  pepMEeHTHO-MOB'A3aHIN  IMYHHIN
peakuii 3 HaCTyNHUMK cTafiamn: AHTUTING, NPUCYTHI B MO3UTUBHUX 3pa3Kax,
3B'A3YIOTbCA 3 @QHTUITEHOM, HaHECEHVIM Ha MOBEPXHIO ABOX PeakLiiHUX NyHOK,
YTBOPIOIOUN KOMMEKC aHTUreH-aHTuTino. Micna iHkybauii, Ha nepwomy etani
NPOMMBaHHA BUAANAIOTbCA He3B'A3aHi | He cneundiyHO NoB'A3aHi Monekynu.
MocnigoBHO gofaHuMii GepMeHTHUIN KOH'IoraT 3B'A3YETbCA 3 iIMMOGINi3oBaHM
KOMMJIEKCOM aHTUTINO-aHTureH. [icna iHKy6auii nig yac gpyroi NpommBKu
BUOANAETbCA He3B'A3aHWN  depMeHTHU KoH'loraT. [logaBaHHA pPO34nHY
depmeHTHOrO cybCTpaTy Npu3BOAWTb AO rigponisaLii i po3BUTKY KObopy mif,
Yyac iHKy6aUil. IHTeHCUBHICTb CUMHBOTO KONbOPY BiANOBIZA€E KOHLeHTpaLil
KOMMIEKCY aHTUTINO-aHTUreH i Moxe 6yTu BUMipAHa poTomeTpryHO npu 650
HM.

[aHuin TecT 3acHOBAHMWI Ha 3anaTeHToBaHi SMC®-TexHonorii (Sensotronic
Memorized Calibration): iHdopmaLis Npo TecT, aHani3 Ta NOro oLiHKa, a TaKoX
TepMiH MNPUAATHOCTI ANA KOHKPETHOI NnapTii MICTATbCA Ha WTpUX-Kogi,
3a3HaYeHOMY Ha KOXHil TecT-cmyxLi Alegria®.

Tect-cmyxkmn  Alegria® MOXHa  BMKOPWUCTOBYBATW 3 [iarHOCTUUYHUM
iHcTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHWM aHasi3aTopom 3
[OBiNbHMM pocTynom. 3a gonomoroto SMC®-TexHonorii AaHi, 3akofoBaHi Ha
WTPUX-KoAi, nepeaalnTbcs Bif TecT-cMyxKu Alegria® fo npunagy Ta aHanis
aBTOMATMYHO OOPOGNAETbCA i OUiHIETbCA. Mpunag 3unTye JaTty TepmiHy
npuvaaTHocCTi | BigKupgae nopanblly 06pPOO6KY, AKWO BUALIOB TEPMIH
nprAaaTHoCTi TecT-cMykKn Alegria®.

NONEPEMAKEHHA TA 3ACTEPEXKEHHA

. Bci peareHTV Habopy NpW3HayeHi TiNbKM Ans AiarHOCTUKK in vitro.

. KomnoHeHTV Habopy MICTATb MmaTepiany JIOACbKOro MOXOMMEHHS, AKi
npoTtecToBaHi meTogamu, cxsaneHumn FDA, Ha BigCyTHICTb aHTUTIN Ao
renatuty B i BIJl. OgHak, »ogeH meTol He MOXe rapaHTyBaTu, LWO
NPOAYKTU NIOACHKOrO MOXOAXEHHA He iHdikoBaHi. OTXe, 3 peareHTamMu
Ta 3pa3kamy CUPOBATKU CJli MOBOAUTUCH AK 3 MOTEHUiNHO iHdeKLiiHO
Hebe3neyHrMu.

D Bryaunii cuposaTtkoBumi anbbymiH (BCA), BAKOPUCTaHWI B KOMMOHEHTaX,
6yB NpoTecToBaHuii Ha BSE i BUABMBCA HeraTMBHMM.

D YHuKaiiTe KoHTakTy 3 TMB (3,37, 5,5 - TeTpameTunbeH3nanHom).

. PignHa cnctemn micTnTb KUCNOTY, Knacudikauisa - HebesneuHa. YHUKaTu
KOHTaKTY 3i LWKipoto.

. KoHTponb, 6ydep ana 3pa3kis i npomnBHUiA bydep MicTATL a3ua HaTpilo
0,09% B AKOCTi KOHcepBaHTy. Lla KoHUeHTpauia Knacndikyerbca Ak
6e3neyHa.

. DOepMeHTHUIN KOH'loraT, KOHTponb i 6ydep ana 3paskis mictatb ProClin
300 0.05% B AKOCTi KOHCepBaHTY. Lia kKoHUeHTpauis KnacndikyeTbca Ak
6e3neyHa.

Migp uyac 0O6POOGKM BCiX peareHTiB, 3pa3KiB i CUPOBATKU [LOTPUMYBATMCA

icHytounx npaBun nabopaTopHoi 6e3nekn i HanexxHoT 1abopPaToOPHOT NPAKTUKU:
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. 3axoau nepwwoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTesbHO
NPOMUTK BOAOIO 3 MUNOM. 3HATU 3abpyAHeHUA OaAr i B3yTTA i BUMATK
nepef NMOBTOPHMM BUKOPUCTAHHAM. AKLWO piAvMHa cUCTeMU BCTyna€ B
KOHTAaKT 3i LWKipOoIo, peTenbHO NpomMuinTe BoAolto. [icna KOHTaKTy 3 oumma
peTenbHO MPOMUTY BiJKPUTE OKO MPOTOYHOK BOAOIO MPOTArOM He
MeHwe 10 XBUMH. 3BepHITbCA A0 NiKapsA, AKLO Le HeobXiaHo.

. Ocobucra 6e3neka, 3axX1cHe CNopAIKeHHSA | HaA3BMYalHI 3axoau:

[JoTpumyBaTucs NpaBun TexHiKW 6e3nekn nabopatopii. YHWKaTU KOHTaKTY 3i

WKipoto Ta ounma. He kosTaTn. He ninetysatn potom. He npuimatu ixy, He

NUTK, HE KYPUTU i HE HAHOCWTM MaKisXK B TMX 06nacTax, Ae 3HaxomATbCA

3pa3ku abo peareHTM Habopy. [Mpu po3nuBaHHi 3ibpaTn 3 iHEPTHUM

MaTepianom i yTunisysaTtu.

. 3acobu iHAuBigyanbHOro 3axucty: OpAraT 3axUCHi  PyKaBUYKM 3
HITPUTHOrO KayuyykKy abo HaTypanbHOro natekcy. HociTb 3axumcHi
OKynApU.

. YMoBU, AKMX cnifi yHUKaTK: Tak AK po3unH Ccyb6CTpaTy € CBITIOUYTIBUM,
36epirat cmyxkm Alegria® B TeMpsBi.

. [nAa ytunisauii nabopaTopHMX BiAXoAiB 4OTPUMYBATUCA HaLiOHaNbHOrO
abo perioHanbHOro 3aKOHOAABCTBaA.

[oTprMmyinTecb pekomeHAalii ANA BUKOHAHHA KOHTPOJIIO AKOCTI B MeAUYHMX

nabopaTtopisAx LWAAXOM aHani3y KOHTPoio i/abo 06'efHaHNX CPOBATOK.

BMICT HABOPY

24 ORG 310 [ocTaTHbO AnA NpoBeAeHHA 24 aHanisis
TectoBi cMmyxKkn  TecT-cmyKn Alegria® € moaynamm no 8 NyHOK KOXHa,
Alegria24  Aki cknapaloTbca 3:

JlyHkn 1+2:  TopoxHi i 6e3 HaHeceHHA (MyHKW AnA
e po3BefeHHA 3pa3kKiB)
JlyHkn 3+4:  BKpwTi aHTUreHoM (peakuinHi nyHKm)
JlyHka 5: KoHTponb; »OBTOro Konbopy; MiCTUTb
cneunodiyHi aHTUTING, PBS, BCA, Mutounia
3acib, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.
DMepmeHTHUIA KOH'torat; cBiTNO-
YepBOHWIA; MICTUTb aHTUMOACLKI 1gG
aHTuTINa, MiveHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.
MosntnBHMII  KoHTponb:  KOBTUI;
mictutb  PBS, BSA, Mutounii  3aci6,
KOHCepBaHT a3ugy Hatpito 0,09% i
ProClin 300 0.05%.
TMB cy6cTpat: npo3opuis; mictutb 3,3 ',
5,5' - TeTpameTn6EH3MANH.
LWtpux-kopa: Pos Contrl Ha po3gpykisui: CntrPos

JlyHka 6:

JlyHka 7:

JlyHka 8:

1x20mn  MNpomusHuin G6ydep, wo mictutb Tpic, Muounii 3acib,
KOHCepBaHT a3ugy Hatpito 0,09%; 50 X KOHUeHTpaT
1x25mn  CucremHa piguHa, MictuTb Kncnoty; 1000 X KOHLeHTpaT

1 Ceptudikat aHanisy

3BEPIFAHHA TA CTABUIbHICTb

. 36epiratu Habip npu 2 - 8 °C B TempsBi.

. He nigpaBatu peareHTn ans aHanisy BNAUBY Temnna, COHUA abo CUbHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHA.

. Tpumatn TectoBi Cmyxku Alegria® B repMeTMYHOMY MilIEYKY 3
ocyLyBayem.

. TepmiH NpyAaTHOCTI 3anevyataHoro Habopy craHoBUTb 15 MmicAuiB BiA
JaTW BUrOTOBNEHHA. PeareHTM cTabiNbHi [0 3aKiHUEHHS TepMiHy
npraaTHOCTI Habopy.

. Po3ssegenun bBydep pna 3paskie Ta CuctemHa PignHa cTabinbHi
npuHaimMHi 30 aHiB Npur 2-8 °C. PeKOMeHAYETbCA BUKOPUCTAHHA B TOM Xe
[€Hb.

HEOBXIAHI MATEPIAJIA
. MipHui unniHgp Ha 1000 mn i 2500 mn
. [ncTunboBaHa abo feioHizoBaHa Boga

3bIP, 3BEPIFTAHHA | POBOTA 31 3PA3KAMU
He 3acTtocoByetbca.

MNPOLIEAYPHI 3AYBAXEHHA

. He BuKOpuCTOBYMTE KOMMOHEHTW Habopy nicnA 3akiHYeHHA TepMmiHy
npuaaTHOCTI.

. Bci maTepianu cnig npreecTn Ao KiMHaTHOI TemnepaTtypu.

MIArOTOBKA PEATEHTIB

IMpomusHuii 6ygep

Po36aBTe KoHUeHTpaT MpomusHoro bydepa (50x) 3 5-KpaTHUM KOHLEHTPaTOM
6ydepa 3paskiB ANCTUNBLOBaHOI abo [eioHi30BaHO BOAOI O KiHLEBOro
ob'emy 1000 Mn nepepn BUKOPUCTAHHAM. BHecTn po36aBneHunit NPOMUBHWIA



6ydep B KOHTelHep ANA peareHTy iHCTPYMEHTY. fKLLO TiNbKW OAVH aHani3 Ha
[eHb MPOBOAUTUMETbCA, MU PEKOMEHAYEMO BHOCUTU Tinbku 500 mn
po3BeneHoro MNpomusanbHoro bydepa.

CucmemHa piouHa

Po3Bectn KoHueHTpaT CuctemHoi PiguHu (1000x) 3 AncTUAboBaHOl abo
[leioHi30BaHOI0 BOAOIO A0 KiHLEeBOro 06'emy 2500 mn nepes BUKOPUCTAHHAM.
MNepeHecTn posbaBneHy CuctemHy PiguHy B KOHTeliHep [ONiA peareHTy
IHCTPYMEHTY.

Tecmoei cmyxKu

Lictath HeobXigHY KinNbKiCTb TeCT-CMYXOK 3 YMaKOBKW i npuBectn ix Ao
KiMHaTHOT Temnepatypu (20-28 °C). He 3HiMaTV NOKPUTTA 3 MOPOXKHIX NYHOK,
MOKW BY He roToBi po3noyaTyi aHanis.

METOAUKA NPOBEAEHHA AHANI3Y
Tect-cmyxkmn  Alegria® 3 TexHonorielo  SMC®
LiarHOCTUYHMM iHCTpyMeHTOM Alegria®.

[LeTanbHy iHbopMaLUilo Npo poboTy 3 NPWUIAAOM MOXKHA 3HANTK B IHCTPYKLT

LLIOA0 3aCTOCYBaHHA.

1) 3HIMiTb NOKPUTTA 3 NOPOXKHIX NYHOK 1-4 Ha TecT-cMy»Kax Alegria®.

He 3HimaiiTe NOKpUTTA 3 NIYHOK 5-8 3 HaHECEHUM HA HMX LWITPUNX-
KogoM. JlyHKa 1: 3anuwnTu BinbHolo.

2)  [MomicTiTb CMyXKy B SysTray.

3) MNoctaBTe 3aBaHTaxeHU SysTray B NpaBuWibHe MNOJIOXEHHA B Mpunagi
Alegria® i nmouHiTb poboty. Bci momanbuwi Kpoku 6yayTb 3pobneHi
aBTOMaTWuHO. [poBeAeHHA aHasisy BBaXa€TbCA 3aBEPLUEHVM, KOMn
npunag noumHae fpyKyBaTu pesysbTaTu.

BUKOPUCTOBYIOTbCA 3

KAJIBPYBAHHA
AHaniTMyHa cuctema BigKanibpoBaHa y BiHOCHVX YMOBHUX OAWHULAX, TOMY
O ANA LbOro aHanily HemMa€e Mi>kHapoHOT 0BiIAKOBOI MNiArOTOBKM.

NIAPAXYHOK PE3YJIbTATIB

3a gonomoroto SMC® TexHonorii BCi TeCTOBi AaHi nepepalTbca B cucTemy
yepes OKpeMi LITPUX-KOAW Ha TecT-CMyxKax. Po3paxyHOK i iHTepnpeTauis
pe3ynbTaTiB BUKOHYBaTUMYTbCA aBTOMaTUYHO.

POBOU4I XAPAKTEPUCTUKH
Aiana3soH BUMIpIOBaHHA: He 3aCTOCOBYETbCA.

OuiKkyBaHi 3HaueHHsA: L|inboBe 3HaueHHA Ta OYiKyBaHWI Aiiana3oH BKa3aHi B
cepTudikati aHanisy.

JliHiNHiCcTb: He 3aCTOCOBYETLCA.
Mea BUABNIEHHA: HE 3aCTOCOBYETHCA.

BiaTBOploBaHicTb

TouHicTb B mexax Tecty: KoeoiuieHT Bapiauii (% CV) 6yno pospaxoBaHo 3
pe3ynbTtatiB 12 TecT-cmyok Alegria® ORG 310, aHani3oBaHMX Ha OfHOMY
iHcTpymeHTi Alegria®.

TouHicTb mix aHanizamum: KoeoiuieHT Bapiauii (% CV) 6yno pospaxoBaHo 3a
pesynbtatamm 12 TecT-cmyxok Alegria® ORG 310, npoaHanizoBaHux Ha 7
npunagax Alegria®.

CeptudikaT aHanizy nokasye cneundiyHe LinboBe 3HAYeHHs JIOTY Ta Moro
NPUAHATHUIA Aiana3oH.

B cepepuHi aHanizy Mix aHanizamu
CepepHe v CepepHe v
3HayeHHA [%] 3HayeHHA [%]

On/mn Ogn/mn
ORG 310 105.0 3.8 ORG 310 107.0 4.1

IHTepdepyloui peuoBUHU: He 3aCTOCOBYETHCA.

OBMEXEHHA NPOLIEAYPU

Llenn aHani3 € gogatkom fo cuctemn Alegria®. KOHTpOsib BUKOPUCTOBYETHCA
OnA nepesipKu NpaBuibHOI poboTy aHanizatopa Alegria®. PekomeHayeTbcs,
o6 KoXHa NlabopaTopisi BCTaHOBMAA CBOI BfacHi Aiana3oHu BignosigHO Ao

Mepeknaday 3enexcokaT. |.

BMMoOr cTaHgapTy ISO 15189: 2007 Bumoru go AKoCTi Ta KOMNeTeHLii, 30Kkpema
AnA MeanyHnX nabopatopilt, abo iHLWMX 3aCTOCOBHMX iIHCTPYKL i nabopaTopil.

BUPOBHUK

OP[IXKEHTEK fiaeHocmuka ITm6X
Kapn-Uatic-LLImpacce 49-51
55129 MaliHy - Himeu4uHa
TenegoH: +49 (0) 61 31/92 58-0
Dakc: +49 (0) 61 31/92 58-58
IHmepHem: www.orgentec.com
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