AHTUTIIA IgG 4O MYTOBAHOTIO
LUMTPYNIHOBOIO BIMEHTUHY

Anti-MCV

Kam. N°: ORG 248 Jama esunycky iHcmpykuii: 2018-01-02

Bepcia 5

OCHOB0I Npu NpoB8edeHHi aHanizy € opueiHan iHcmpykuil
l aHaniticbkolo Mo8oto, 8kiadeHoi 8 Habip. Homep i dama sepcii
opuziHanay ma nepeknady iHCmpyKuii No8uHHI cnisnadamu.

MPU3HAYEHHA

Habip Anti-MCV aBnse cobolo TecT-cuctemy Ha 6a3i IOA ana kinbkicHoro
BMMIpIOBaHHA ayToaHTWTIN Knacy IgG Ao MyTOBaHOro LUTPYNiHOBOro
BiMeHTUHY (MCV) y 3paskax cupoBaTku abo nnasmu nioavHu. Llen npogykt
npu3HaYeHni TiNbKM Ana NpodecinHOro BUKOPUCTaHHA B in Vitro giarHocTuui.
BumiptoBaHHA aHTuTIin go MCV moxe [OMOMOrTM B pPaHHii AiarHocTumui
pesmatoigHoro apTputy (PA), ge piBHi aHTUTIN fo aHTN-MCV ABnAloTb coboio
OAVH MapameTp 6araToKpuTepianbHOro AiarHOCTUYHOro Mpouecy, LWo
OXOMJOE AK KNiHiYHI, TaK i nabopaTopHi OUiHKN.

NPUHLUUMN TECTY

MyToBaHu uMTPyniHOBMIN BiMeHTUH (MCV) HaHeceHMI B peakLinHi NyHKN.
AHani3 Alegria® Bkntouae B cebe 8-MUITYHKOBI MIKPOCMY»KKN 3i LUITPUX-KOAAMMU,
AKi Ha3mBaloTbcA TecT-cMyxkamm Alegria®. KoxHa cMyXKa npusHauyeHa ans
aHanisy ofHoro 3paska nauieHTa. TectoBa CMy»KKa MiCTUTb NOBHUIA KOMMNEKT
peareHTiB. Cloan BK/OUYEHi GepMeHTHUI KOH'loraT, depmeHTHUI cybcTpaT,
6ydep ana po3sedeHHs 3paskiB i cneundiuHNn TeCTOBMIN KOHTPOnb. Kpim
TOrO, KOXHa CMYXKa Ma€ ABi NyHKM, NOKPUTI aHTUreHOM, AKi ClyxaTb B AKOCTi
peakuiiHMX TYHOK ANA KOHTPOSIO Ta 3pa3ka naujieHTa.

Br3HaueHHA [PYHTYETbCA Ha HenpAMmii pepMEHTHO-NOB'A3aHIN  IMYyHHI
peakuii 3 HaCTyNHUMK CTagiamMn: AHTUTING, NPUCYTHI B NO3UTUMBHUX 3pasKax,
3B'A3YIOTbCA 3 @aHTUTEHOM, HAaHECEHMM Ha MOBEPXHIO ABOX PeaKLiiHUX YHOK,
YTBOPIOKOUN KOMMNEKC aHTUreH-aHTuTino. Micna iHky6auii, Ha nepwomy etani
NMPOMVBaHHA BMAANATLCA He3B'A3aHi | He cneuudiuHo NoB'A3aHi Monekynu.
MocnigoBHO AopaHWin depMeHTHUIA KOH'loraT 3B'A3yeTbcs 3 iMMOGini3oBaHUM
KOMMNEeKCOM aHTUTiNo-aHTuUreH. MMicna iHky6auii nmig uyac gpyroi npoMuBKM
BULANAETbCA He3B'A3aHUN GepMeHTHWMI KoH'loraT. [lofaBaHHA pPO3UMHY
depmeHTHOro cybCcTpaTy NpU3BOANTbL AO riaponisaLii i po3BUTKY KONbopy i
yac iHKy6auil. IHTEHCUBHICTb CMHbOIO KONMbOPY BiAMOBILAE KOHUeHTpauil
KOMMAeKCY aHTUTINO-aHTUreH i Moxe 6yTn BUMipsAHa doToMeTpuyHo npu 650
HM.

[aHuni TecT 3acHOBaHWUWM Ha 3anaTeHToBaHin SMCe-TexHonorii (Sensotronic
Memorized Calibration): iHdpopmaLisa Npo TecT, aHasi3 Ta MOro ouiHKa, a TaKoX
TEPMiH NPUAATHOCTI ANA KOHKPETHOI MapTii MICTATbCA Ha LWTPUX-KOAi,
3a3HaYEHOMY Ha KOXHill TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MOXHa  BMKOPUCTOBYBAaTM 3 [iarHOCTUYHUM
iHCTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHVM aHani3aTopom 3
[OBiNbHUM gocTynom. 3a gonomoroto SMC®-TexHonorii AaHi, 3aKkofoBaHi Ha
WTPUX-Kofdi, nepedaoTbca Bif TecT-cMyKu Alegria® go npwnagy Ta aHanis
ABTOMATMYHO 0OPO6NAETbCA | OUiHIETbCA. Mpunag 34nTye faTy TepmiHy
npuaaTHOCTI i BiAKMAAE rMopanblly O6POOKY, fKIWO BUALWOB TepMiH
NpWAATHOCTI TeCT-CMyXKK Alegria®.

NMONEPEAXEHHA TA 3ACTEPEXKEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKM AnA AiarHOCTUKK in vitro.

. KoMnoHeHTV Habopy MICTATb maTepiann NIOACbKOrO MOXOAXEHHSA, AKi
npoTtectoBaHi metoaamu, cxBaneHumu FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BUI. OpHak, ofeH MeTof He MoXe rapaHTyBaTtW, WO
NPOAYKTW NMIOACBKOIO NMOXOKEHHA He iHdiKoBaHi. OTXe, 3 peareHTamu
Ta 3pa3Kamy CUPOBATKM CMif NOBOAUTUCD SIK 3 MOTEHUINHO iHbEKLiHO
Hebe3neyHnmu.

. Bryaunii cupoatkoBumin anbbymiH (BCA), BUKOPUCTaHUI B KOMMOHEHTaX,
6yB NpoTecToBaHM1 Ha BSE i BUABMBCA HEraTUBHUM.

. YHuKanTte koHTakty 3TMB (3,37, 5,5° - TeTpameTnn6eH3nanHoOMm).

. PionHa cnctemmn micTnTb KUCNOTY, Knacudikauis - HebesneuHa. YHUKaTH
KOHTaKTY 3i WKipoto.

. KoHTponb, 6ydep ans 3paskiB i npoMusHMi Bydep MicTATb asug HaTpilo
0,09% B AKOCTi KOHcepBaHTy. LlA KoHueHTpauia KnacnoikyeTbca sk
6e3neyHa.

. DepMeHTHUI KOH'IoraT, KOHTponb i 6ydep ana 3paskiB mictatb ProClin
300 0.05% B siKOCTi KOHCepBaHTY. LiA KoHUeHTpauia KnacndikyeTbca Ak
6e3neyHa.

Min yac 06pobKM BCix peareHTiB, 3pa3kiB i CMPOBATKM AOTPUMYyBATUCA

iCHytouMx npaBmn nabopaTopHoi 6e3neKkn i HanexxHoi N1abopaToPHOT MPAKTUKU:
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. 3axoau nepuuoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTenbHoO
NPOMUTY BOLOIO 3 MUIIOM. 3HATW 3abpyAHEHWU ofsAr i B3yTTA | BUMUTK
nepep MoBTOPHUM BUKOPUCTaHHAM. AKLWO pigvHa CUCTEMWU BCTYMNa€ B
KOHTAaKT 3i LWKipoto, peTenbHO NpomMunTe BoAoto. [licna KOHTaKTy 3 oumma
peTenbHO NPOMUTW BiAKPUTE OKO MPOTOYHOW BOAOID MPOTArOM He
MeHLwe 10 XBUNNH. 3BEPHITLCA A0 NiKaps, AKLWO Le HeobxiaHo.

. OcobucTa 6e3neKa, 3axXMCHe CNOPALKEHHS | HaA3BMYaWHI 3axoaun:

[oTpumyBaTnca NpaBun TexHiku 6e3nekn nabopaTopii. YHNKATN KOHTAKTY 3i

WKipoto Ta ounma. He kosTatu. He ninetysatn potom. He npuiimatu ixy, He

NUTW, HE KYPUTU i He HAHOCMTM MaKifK B TUX 06nacTaAX, Ae 3HaxoAATbcA

3pa3ku abo peareHTU Habopy. [Mpu po3nuBaHHiI 3i6paTn 3 iHEPTHUM

maTepianom i ytunisysatu.

. 3acobu iHAMBiAyanbHOro 3axucty: OpfAraTV 3axXWMCHi PYKaBUYKM 3
HITPUTHOrO KayuyKy abo HaTypanbHOro natekcy. HociTb 3axucHi
oKynapwu.

. YMoBM, AKMX cnifi yHMKaTy: Tak AK po3unH cybCcTpaTy € CBITIOUYTANBUM,
36epiratyi cMy<kun Alegria® B TempsBi.

. [na yTunisauii nabopaTopHMX BigxomiB JOTPUMYBATUCA HaLiOHaIbHOro
abo perioHanbHOro 3aKOHOAABCTBA.

LoTprmyinTech pekomeHaaL il ANA BUKOHAHHA KOHTPOMIO AKOCTI B MEANYHMNX

naboparopisx WAAXOM aHasi3y KOHTPOIO i/abo 06'eagHaHNX CMPOBATOK.

BMICT HABOPY
24 ORG 248-24
TecToBi CMyXKU
Alegria 24

[ocTaTHbO AnA NpoBefeHHA 24 aHanisis
Tect-cmyxku Alegria® € mogynamm no 8 NyHOK KOXHa,
AKi CKNagaTbCA 3:
JTyHKN 1+2: MopoxHi i 6e3 HaHeceHHA (NyHKW Ans
— po3BeAeHHA 3pa3kKis)

JlyHkun 3+4:  BKpwTi aHTreHom (peakuiHi nyHKu)

JlyHka 5: KOHTpOsb; KOBTOro KONbOpPY; MICTUTb
cneumndiyHi aHTuTING, PBS, BCA, Mutounin
3aci6, KoHcepBaHT a3uay Hatpito 0,09% i
ProClin 300 0.05%.
QepMeHTHUN KOH'lorar; CBiTNO-
YepBOHUI; MICTUTb aHTWoACbKI 1gG
aHTuTina, mivyeHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.
Bypep pgna po3BepgeHHA  3paskKis:
XKoBTWI; MicTuTb PBS, BSA, mutounii
3aci6, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.
TMB cy6cTpaT: npo3opuid; mictutb 3,3/,
5,5' - TeTpameTn6eH3nguH.
LWrpwnx-kog: MCV Ha po3gpykisui: Anti-MCV

JlyHKa 6:

JlyHka 7:

JlyHka 8:

1x20mn  lMNpomusHuin 6ydep, wo mictutb Tpic, Mmuounii 3acib,
KOHCepBaHT a3ungy HaTpito 0,09%; 50 x KOHLeHTpaT
1x25mn  CucremHa piguHa, MicTuTb Kncnoty; 1000 X KOHLEeHTpaT

1 Ceptudikat aHanisy

3BEPIFTAHHA TA CTABUIbHICTb

. 36epirati Habip npu 2 - 8 °C B TeMpABi.

. He nippaBaTv peareHTV AnA aHanisy BNAMBY TeNna, COHUA abo CUbHOro
CBiTNa B Nepebiry 36epiraHHA Ta BUKOPUCTaHHA.

. Tpumatn  MIKpONnaHWeTHi  NiYHKM B TFepMeTUYHOMY Milleyky 3
ocyulyBayem.

. TepmiH NpraaTHOCTI 3aneyaTaHoro Habopy CTaHOBMTb 15 MicauiB Big
JaTW BUrOTOBNEHHsA. PeareHTU CTabiNbHi [0 3aKiHYEHHA TepMmiHy
npyaaTHOCTI Habopy.

. Po3ssegeHunn bybep pna 3paskis Ta CuctemHa PignHa cTabinbHi
npuHaimMHi 30 aHiB npm 2-8 °C. PeKOMeHAYETbCA BUKOPUCTAHHA B TON Xe
[eHb.

HEOBXIAHI MATEPIANIN

. BopTtekcHun mikcep

. MineTkn Ha 10 mkn

. MipHuin umningp Ha 1000 mn i 2500 mn
. OnctunboBaHa abo AeioHizoBaHa Boja

3bIP, 3BEPIFAHHA | POBOTA 31 3PA3KAMU

. 36epiTb 3pa3ky LiNbHOI KpPOBi, BUKOPWUCTOBYIOUM MPUAHATHY MeAnNYHY
TEXHOJOTII0, YHNKaoUM remonisy.

. [anite MOXNMBICTb KPOBi 3ryctutnca i
LieHTpUYryBaHHAM.

. CupoBaTka MOBMHHA O6yTW umucTol0 i HeremonizoBaHow. HeobxigHO
YHUKATU reMosiTMYHOI abo ninemiyHoi cupoBaTKu.

. 3pa3ku NoBuUHHI 36epiratnuca npu 2-8 °C go 5 gHis abo npu -20 °C po
wecTn micauis.

. YHuKanTe NOBTOPHOrO 3aMOPOXKYBaHHA i PO3MOPOXKYBaHHA 3paskis. Lle
MOXe NMPU3BeCTn A0 BTPATWN aKTUBHOCTI ayTO aHTUTINaMW.

BiJoKpemTe CMpOBaTKy



. He pekomeHAOBaHO TeCTyBaHHA iHAKTMBOBAHOI TENIOM CPOBATKMU.

NMPOLEAYPHI 3AYBAXEHHA

. He BuKOpuCTOBY/TE KOMMOHEHTV Habopy MicnA 3akiHYeHHA TepMmiHy
npuaaTHOCTI.

. Bci maTepianu cnig npmBecTy o KiMHaTHOI TemnepaTtypu.

. [na 3anobiraHHA 3a6pyAHEHHA MIHANTE HAKOHEYHVIKM MiXK 3pa3kamu.

MIAroTOBKA PEATEHTIB

lMpomueruti 6ypep

Po3Bepitb  KoHueHTpaT [lpomuBHOro 6Gydepa (50x) 3  5-KpaTHUM
KOHLeHTpaToM Gydepa 3pasKiB AUCTUNbOBaHO abo feioHi30BaHOW BOAO
o KiHueBoro o6'emy 1000 mn nepern BUKOPUCTaHHAM. BHecTn po36aBneHuii
NpoMuBHUI Gydep B KOHTEHep ANA peareHTy iHCTPYMeHTY. AKLO TinbKu
OAVIH aHasi3 Ha fleHb MPOBOAUTUMETbCA, MW PEKOMEHAYEMO BHOCUTU TifIbKM
500 mn po3sefeHoro MNMpommsanbHoro bydepa.

CucmemHa piouHa

Po3Bectn KoHueHTpaT CuctemHoi Piguuu (1000x) 3 AnMCTUNbOBaHOW abo
[leioHi30BaHOI0 BOJOIO A0 KiHLEeBOro 06'emy 2500 mMn nepes BUKOPUCTAHHAM.
MepeHecTn posbasneHy CuctemHy PiguHy B KOHTeliHep ANs peareHTy
IHCTpYMeHTY.

Tecmoei cmy»xKu

[licTaT HeobXigHY KinbKiCTb TECT-CMYXOK 3 YNakoOBKM i MpuBectn ix Ao
KiMHaTHOI TemnepaTypu (20-28 °C). He 3HimMaTV MOKPUTTA 3 MOPOXKHIX JIYHOK,
MOKW BM He FOTOBi pO3noyaTu aHais.

METOAUKA NMPOBEAEHHA AHANI3Y
TecT-cmyxkn  Alegria® 3 TexHonorielo  SMC®
AiarHOCTUYHUM iHCTpyMeHTOM Alegria®.

[leTanbHy iHpopmaLilo Npo poboTy 3 NpuaAoM MOXHa 3HaTK B iIHCTPYKLi

LLIOAO 3aCTOCyBaHHS.

1) 3HiMiTb NOKPUTTA 3 MOPOXHiX NYHOK 1-4 Ha TecT-cMmyxKax Alegria®.

He 3HimaliTe NOKpUTTA 3 NIYHOK 5-8 3 HaHECEHMM Ha HMX WWITPUX-
KofoMm.

2) NinetyBatn 10 MKN Hepo36aBneHOro 3pa3ka nNaiieHTa (cMpoBaTka abo
nnasma) B H/KHIO YaCTUHY NyHKM 1.

3) TMomicTitb cMyxKy B SysTray. [MocTaBWTM 3aBaHTakeHWn SysTray B
npaBuibHe MONOXeHHA B npwunagi Alegria® i nouyatm po6oty. Bci
nofanblui Kpokn 6yAyTb 3pobneHi aBTOMaTUYHO.

MpoBeneHHA aHanisy BBaXa€TbCA 3aBepLUEHWM, KONW Npuiaj novmHae
PyKyBaTu pe3ynbTaTu.

BUKOPUCTOBYKOTbCA 3

KANIBPYBAHHA
Llto cuctemy aHanisy 6yno BifkanibpoBaHO B BiJHOCHUX YMOBHUX OAMHULIAX,
OCKINbKM XX0AHa Mi>kHapoAHa pedpepeHTHa NiAroToBKa He € JOCTYMHO [0 CMX

nip.

NIAPAXYHOK PE3YJIbTATIB

3a gonomoroto SMC® TexHonorii BCi TeCToBi faHi nepepaloTbCa B cuctemy
yepes OKpeMi LITPUX-KOAW Ha TecT-CMyXKax. Po3paxyHOK i iHTepnpeTauis
pe3ynbTaTiB BUKOHYBaT/MYTbCA aBTOMaTMYHO.

POBOYI XAPAKTEPUCTUKU
[liana3oH BUMipoBaHHA
Po3paxyHKoBwWIA fliana3oH Ana gaHoro aHanisy ctaHosuTb 0-1000 Oa/mn

OuiKyBaHi pe3synbtatn

Y HopmanbHOMY [OCHIAKEHHI 3 BUKOPWUCTAHHAM 3paskiB Bij 3[0pOBUX
IOHOPIB KPOBI TaKi Ajiana3oHn 6ynn oTpyvMaHi 3 JaHUM aHanizom: [paHuyHe
3HaueHHsa Cut-off: 20 Oa/mn

IHTepnpetauia pesynbTaris
HopmanbHui: <20 0p/mn
NinBrweHnn: >200pa/mn

OBMEXEHHA NPOLEAYPU
Llen awHani3 npu3HaueHun B AKOCTI AiarHOCTMYHOI fonomoru. [leBHWIA
KNiHIYHWI AiarHo3 He MOBMHEH IPYHTYBaTUCA Ha pesyfbTaTaX OAHOroO TecTy,
BiH MOBUHEH O6yTU 3pOONeHUn nikapem MicnA OUiHKM BCiX KiHIYHUX Ta
nabopaTopHUX AOCHIKEHD.
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TaKkoXK KOXKHe pilleHHA fna Tepanii cnig npuiAMaTy iHAMBIAYanbHO.

Buwie 3a3HauyeHi naTonoriyHi i HOpMasnbHi fAianasoHW AnNA aHTUTIN B 3pa3Kax
nauieHTa cnig posrnagatv TiNbKM AK pekoMeHfauil. KoxHa na6opatopis
NMOBVHHA BCTAHOBUTU CBOI BIAacHi HopMY, BignosigHo fo 1SO 15189 abo iHwi
Zitoui npaBuna nabopatopil.

JNininHicTb

Tpw 3pa3km NauieHTiB, AKi MiCTATb BUCOKI PiBHI cneundiyHUX aHTUTIN, cepiliHo
po3Bogunu B Gydepi AnA 3paska, WOO NPOAEMOHCTPYBaTM AUHAMIUYHUIA
Ziana3oH aHanisy. AKTUBHICTb AJil KOXHOTO po3BeAeHHs Byno po3paxoBaHO
3a gonomoroto TexHonorii SMC®.

Sample Dilution Observed Expected O/E
U/ml U/ml [%]
1 1:100 726.6 726.6 100
1:200 351.2 363.3 97
1:400 183.9 181.7 101
. 1:800 89.2 90.8 98
2 1:100 3115 311.5 100
1:200 153.2 155.8 98
1:400 78.3 779 101
1:800 401 38.9 103
3 1:100 103.6 103.6 100
1:200 526 51.8 102
1:400 246 25.9 95
1:800 12.7 13.0 98
YyTtauesictb
DyHKUioHanbHa YyTnMBICTb 6yna BU3HaUYeHa fK: 10a/mn

BigTBOploBaHicTL

TouHicTb B Mexax Tecty: KoediuieHT Bapiauii (CV) po3paxoBysanu pana
KOXHOrO 3 TPbOX 3paskiB 3 pe3ynbTaTiB 24 BM3HaYeHb B OJHOMY aHanisi.
PesynbTaTy AN1s TOYHOCTI B MeXax aHanisy HaBedeHi B Tabnuui Hxue.
Tounictb MixK aHanizamu: KoediuieHT Bapiauii (CV) po3spaxosyBanu ana
KOXHOTO 3 TPbOX 3pa3kiB 3a pe3ynbTaTaMu 6 BU3HaUeHb B 5 Pi3HMX aHani3ax.
Pe3ynbTtaTvi ANA BUKOHaHHA [0 3aMyCKy TOYHOCTI HaBefIeHi B TabnuLi HUXKue.

B cepepuiHi aHanisy Mix aHanisamn
CepeniHe v CepeniHe cv
3pa3ok 3HayYeHHA [%] 3pa3ok 3HaYeHHA [%]
Op/mn Op/mn
1 36.9 7.0 1 37.6 9.8
2 182.1 54 2 195.3 5.8
3 670.1 6.2 3 765.4 57

InTepdepyloui peuoBrHMN

He cnoctepiranocsa iHTepdepeHLii Npu TecTyBaHHi 3pa3kiB 3 remosnizom (oo
1000 mr/gn), ninemieto (go 3 r/gn Tpurniuepuais) abo NiABULEHNM BMICTOM
6inipybiHy (o 40 mr/gn). He cnoctepiranoca 6yfb-Akoro BrAvBY npwu
BMKOPUCTaHHi aHTuKoarynanTtis (Uutpat, EOTA, renapuH). OpHak, He
peKOMeHAYETbCA BUKOPWUCTOBYBATU 3Pa3kM 3 CUbHUM remonizom abo
ninemieto.

PesynbTaTu pocnigxeHb

Study population n npos %
Rheumatoid arthritis 100 82 820
Normal human sera 230 5 22

Clinical Diagnosis

Pos Neg
ORG 248 Pos 82 5
Anti-MCV®  Neg 18 225
100 230 330
YyTnmsicTtb: 82.0 %
CneundiyHicTb: 97.8 %
3aranbHa y3rofKeHicTb: 93.0 %
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