HABIP ANA BU3BHAYEHHA IgG
A0 SSA 52 KD

IgG anti SSA 52 KD

Kam. N2 : SSA52.CE Jlama sunycky incmpykuii: 2020/03

Bepcis: 2

OCHOB0I0 nNpu nNposedeHHi AaHAni3y € opuziHan iHcmpykuyii
aHanilicbkkolo Mogoto, 8kadeHoi 8 Habip. Homep i dama sepcii
opuz2iHanay ma nepeknady iHCmpyKuil NO8UHHI cnisnadamu.

ImyHopepmernmuuii ananis (IPA) ona kinekicHozo susHa4yeHHA 19G
aHmumin 0o SSA 52KDa y cupoeamyi ma naasmi n1o0uHu

- MinbKu 018 0iaeHOCMUYHO20 BUKOPUCMAHHSA «in Vitro» -

A.NMPU3HAYEHHA

Mpuctpin SSA52.CE - ue imyHopepmeHTHMIA aHani3 (IDA), npr3HayeHnn ana
KiNbKICHOro BU3HayeHHA ayToaHTuTin IgG Ao aytoaHTureHis SSA-52KD vy
nnasmi Ta cMpoBaTLi IoANHN.

TinbKn gna giarHOCTUKM in vitro.

B.BCTYN

AYTOIMYHHIiCTb - Le He3[aTHICTb OpraHi3aMy po3ni3HaTu CBOI CKNapoBi
YaCTUHM AK cebe, WO [O3BOSIAE IMYHHY BifiNOBiAb NPOTW BRACHWX KNITWH i
TKaHVH. Byfib-AKe 3aXBOPIOBaHHSA, AKe BUHMKAE BHACNIAOK Takoi abepaHTHOT
iMyHHOI BiANOBIfAi, Ha3VBaETbCA AYyMOIMYyHHUM 3GX80PHOBAHHSAM.

PeBmaTOifHi ayTOIMyHHiI 3axBOpIOBaHHA 4acTO MOB'A3aHi 3 MOABOIO
AYTOAHTUTIN MPOTU KiNbKOX AAEPHMX ab0 LIMTONNA3MaTUYHNX aHTUreHiB. M
MOXEMO  PO3PI3HATM aHmusadepHi aHmumina (ANA), nos'AasaHi 3
AYTOIMyHHUMMN CUCTEMHVMW 3aXBOPIOBaHHAMY, Takumu AK CYB (cuctemHnin
YepBOHUIA BoBYaK), PA (peBmaTtoigHuii apTpwuT), cknepopepmis, 33CT
(3MilmaHe 3axBOPIOBAHHA CMOMYYHOI TKaHWHWM) Ta cuHApom LlerpeHa; i
aHTUHYKNeapHi aHTUTiNa, wWo ekcTparyloTbca (ENA), nos'AasaHi 3
nonimiosntom, CYB, 33CT i cuHgpomom LLerpeHa.

Ro/SSA Ta La/SSB - ue umTonnasmatuyHi aHTUreHu, AKi 3ycTpivaloTbCa B
KOMbiHauii y nauieHTiB i3 cuHgpomom LllerpeHa. AyTtoaHTuTina fo
puboHykneonpoteiHy SSA-52 KDa € KniHiYHO BaXKIMBUMM, OCKINbKN BOHU
acouilTbcA 3 NIAroCcTPUM WKIPHUM yYepBOHMM BoBYakom (SCLE) Ta
HeoHaTasnlbHUM YepBOHUM BoBYaKoMm (NLE).

AHTU-Ro/SSA npucyTHi npubnusHo y 70% Takmx naLieHTiB.

C. MPUHLUUN TECTY

MikponnaHweTn NOKPWTI MpenapaToM aHTUreHy pekombiHaHTHoro SSA
52KDa. Mig uyac 1- iHKy6auii TBepay a3y obpobnaTb po3sefeHUMM
3paskamu, a aHTK-SSA52 IgG 3axonniotoTb, AKLLO €, TBEPAOK da3oio.

MicnA BUMMBAHHA BCiX iHWMWX KOMMOHEHTIB 3pa3ka nif 4ac 2-i iHKybauii
3B'A3aHi aHTN-SSA52 IgG BUABAAIOTD WNAXOM JofAaBaHHA aHTUTINa fo higG,
MiueHoro nepokcuaasoto (HRP).

QepmeHT, 3axonneHWn Ha TBepain  ¢asi, pilousm Ha  cymiw
cybCTpaT/XpOMOreH, reHepye ONTUYHWUIA CUrHan, NPONOPLIAHNIA KiNbKOCTI
aHTuTIN 1gG Ao SSA52, npucyTHiX y 3pasky. IgG y 3pasKy MOXHa KifbKiCHO
BM3HAUMTM 33 [OMOMOrol0 CTaHZAPTHOI KpWBOI, BigkanibpoBaHoi B
[OBIIbHUX OAUHULAX Ha MininiTp (arbU/mn), ocKinbkn Hemae MixkHapoZHoOro
CcTaHAapTy.

D. KOMMOHEHTU
KoXeH Habip MicTUTb JOCTaTHIO KiNbKiCTb peareHTiB Ana npoBefeHHA 96
TecTiB.

1. MikponnaHwet MICROPLATE

12 CMYXOK X 8 BiIpUBHUX JIYHOK, MOKPUTUX PEKOMOIHAHTHUM MPOTEIHOM
Ro/SS-A (52 KDa) y npucyTtHocTi 6uuyaumx 6inkis. MnaHweTy 3anakoBaHi B
nakeT 3 ocywysayem. [lepe BigKPUTTAM AanTe MiKpOMNnaHLWeTy HarpitTuca
[0 KIMHaTHOI TeMnepaTypu; NOBTOPHO 3aneyatante HEBUKOPUCTaHI CMYXKKMN
B MakeT 3 ocyluyBauem i 36epiraite npu 4°C (°C).

2. Kani6pyBanbHa kKpuBa: CAL N°...

6x2.0 mn/dnakoH (ml/vial). FoToBa 4O BUKOPUCTAHHA Ta MO3HAYeHa CUHIM
KONbOPOM.

CraHpapTHa KpuvBa, OTpMMaHa 3 MO3UTMBHOI nnasmu noauHn SSA-52KDa
1gG, TUTPOBaHOI 3a BHYTPILUHIM 3010TUM CTaHAapToM Yy Aiana3oHi: CALT =0
arbU/mn // CAL2 = 12.5 arbU/mn // CAL3 = 25 arbU/mn // CAL4 = 50 arbU/mn
// CAL5 =100 arbU/mn // CAL6 = 200 arbU/mn.
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Mictutb 6inkn crpoBaTku ntoguHY, 2% Kaseiny, 10 MM (mM) Na-uutpatHuin
6ydep pH 6.0 +/-0.1, 0.1% Tween 20, 10% deTanbHOI TeNAYOI CUPOBATKM
(FCS), 0.09% Na-a3wng, i 0.045% ProClin 300 sk KOHCepBaHTK.

3. KoHueHTpaT 6ydepy ana npomusaHHua: WASHBUF 20X

1x60 mn/nnawky (ml/bottle). 20-kpaTHNUI KOHLEHTPOBaHWUIA PO3umH. Micna
po3BeAeHHs MPOMUBHUIA PO3UnNH MicTUTb 10 MM (mM) dpocdaTHOro bydepy
pH 7.0+/-0.2 i 0.05% TBiH 20 Ta 0.045% Proclin 300.

4. PepmeHTHUIT KOH'loraT : CONJ

1 x 16 mn/dnakoH (ml/vial). PO3unH roToBuUin O BUKOPUCTaHHSA Ta KOBYETbCA
YepBOHNM KONbOPOM. MiICTUTb KOH'IOroBaHi 3 MEepOKCUAA30l0 XPOHY
noniknoHanbHi aHTUTINA Ko3un Jo 1gG nogmHu, 5% BSA, 10 MM (mM) Tpuc-
6ydep pH 6.8+/-0.1, 0.045% ProClin 300 i 0.02% reHTamiumH-cynbdaTty AK
KOHCEPBaHTW.

5. XpomoreH/Cy6cTpart: SUBS TMB

1x16 mn/dnakoH (ml/vial). Mictute 50 MM (mM) unTpat-PpocdaTHuin Gydep
pH 3.5-3.8, 4% pumetuncynbdokcug, 0.03% TeTpametnnbeHsmanH (abo
TMB) i 0.02% nepekunc BogHto abo H20.

Mpumimka: 36epizamu & 3axuweHomy 8i0 ceimsna micyi, ockineku yymsausi 0o
CUJIbHO20 OCBIMJIEHHA.

6. CipuaHa Kucnora: H250,0.3 M

1x15 mn/dnakoH (ml/vial). MictnTb 0.3 M po3unHy H2SOa.
YBara: [logpasHioloua peuyoBmHa (H315; H319; P280;
P332+P313; P305+P351+P338; P337+P313; P362+P363)

P302+P352;

7. Po3unHHUK anA 3paskKa: DILSPE

2x60 mn/dnakoH (ml/vial). FoToBMIA O BUKOPUCTAHHA Ta NO3HAUYEHWI CUHIM
Konbopom. MictnTb 2% KaseiHy, 10 MM (mM) Na-uutpatHoro 6ydepy pH 6.0
+/-0.1, 0.1% Tween 20, 10% ¢eTanbHoi Tenayoi cuposatku (FCS), 0.09% Na-
amg i 0.045% ProClin 300 sk KoHcepBaHTW. BukopuctoByeTbcs Aans
po3BeAeHHs 3paska.

8. YwinbHioBanbHa ¢ponbra gnA naaHweTa 2 Wwr.
9. Bknaguw iHcTpyKuii 1 w.

E. MATEPIAJIU, HEOBXIAHI, AIE HE NOCTAYAIOTbCA 3 HABOPOM

1. KanibposaHi mikponineTku (1000, 100 Ta 10 mkn (ul) Ta ogHopa3oBi
NNacTUKOBI HAKOHEUYHUKN.

2.  Bopa knacy EIA (noggiHoi anctunauii abo peionisauii, 06pobneHa
[epeBHUM BYrinnAaMm, AnA BUAANEHHA OKWUCIOBANbHUX XiMiKaTis, WO
BMKOPMUCTOBYIOTbCA AK Ae3iHdiKytoui 3acobn).

3. Talimep 3 giana3oHom 60 XBUNMH abo BULLE.

4.  A6copbytoui nanepoBi cepBeTKM.

5. KanibpoBaHuil MiKpONnaHIWeETHU TepMOCTaTUUHKIA iHKybaTop DA
(cyxuin abo Bonorui), 3paTHKIN 3abe3neuntn Temnepatypy +37 °C (°C)
(+/- 0.5 °C (°C) ponyctume BiAXWNEHHSA).

6. KanibpoBaHuin mikponnaHweTHuii 3untyBad QA 3 dinbtpamm 450 HM
(nm) (3unTyBaHHA) Ta 3 620-630 HM (NmM) (6naHKyBaHHSA).

7. KanibpoBaHuin MikponnaHweTHuii Bowwep [OA.

8.  BopTtekc abo nogfi6bHi 3milyBanbHi iHCTPYMEHTH.

F. MOMNEPEOKEHHA TA 3ACTEPEXKEHHA

1.  Habopom noBuHEH KopucTyBaTUCA fulwe KeanidikoBaHWiA Ta
HaNeXHMM YMHOM MiArOTOBIEHUN TEXHIYHMIA NepCcoHan Mig HarnAgom
nikaps, BignosiganbHoro 3a nabopatopito.

2. Becb nepcoHan, AKMin G6epe yyacTb y NMpPOBEeAEHHi aHani3y, NoBUHEH
HOCUTW 3axXWUCHWIN NabopaTopHUIA OfAr, pyKaBUUKKM 6e3 TanbKy Ta
okynapwu. Cnif yHUKaTU BUKOPUCTaHHA ByAb-AKNX rocTpux (ronku) abo
piXkyumx (nes) mpuctpois. Becb 3anyyeHun nepcoHan MOBUHEH GyTu
HaBueHuii npouegypam 6iobesnekn, AK pekomeHAaoBaHO LleHTpom
KOHTpoOnio 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX MOBifOMNAETbCA B
ny6nikayii HauioHanbHoro iHCTUTYTY oxopoHu 3g0poB’sa: «biobesneka
B MiKpobionoriyHmx Ta 6iomegnmuHmx nabopatopisax», Bug. 1984 pik.

3. Becb mepcoHan, AKuii 3aiMaEeTbcA 06pobKoto 3pasKiB, MOBUHEH ByTn
BakumMHoBaHWA npotn BIB Ta BIA, ana Akux BakuuMHW [OCTYMHI,
6e3neyHi Ta ePeKTUBHI.

4. JlabopaTOpHe cepefoBuULle CNif KOHTPOMOBATU TAaKMM YMHOM, W06
YHUKHYTW 3abpyAHeHb, Takmx AK nun abo MiKpoopraHiamu, wWwo
YyTBOPIOOTbCA B MOBITPi, MpW BigKpuTTi GnakoHiB 3 HabopiB Ta
MiKponnaHLuLeTiB Ta Npu NpoBeAeHHi TecTy. He nigaasavite XpomoreH
(TMB) pii cunbHOro CBiTNA Ta yHUKaiTe Bibpauii noBepxHi cTeHay, Ae
NpoBOANTLCA BUNPOOYBaHHA.

5. Nicna oTpumaHHs, 36epiraiite Habip npu Temnepatypi 2..8 °C (°C) y
XOJIOAWIIbHUKY 3 KOHTPONIEM TemnepaTypu abo B XONOAHIN KiMHaTi.



6. He OOMiHIONTE KOMMOHEHTM MIX Pi3HUMKM napTiasMu  Habopis.
PekomMeHayeTbcA, WO6 KOMMOHEHTM MiXK ABOMa Habopamu opfHiel
napTii He MiHAAn MicuamN.

7.  TepeKoHanTecs, Wo peareHTy NPo30pi Ta He MICTATb BUAUMUX BaXKKMX
YaCcTMHOK abo cKynueHb. AKWO Hi, MopeKkoMeHAynTe KepiBHUKY
nabopatopii po3noyat HeobxigHi NpoLeaypu LWOAO 3amiHK Habopy.

8.  YHukanTte nepexpecHoro 3abpyaHeHHA MiXK 3paskamu
CUPOBATKW/MNa3MK1, BUKOPUCTOBYIOUM OAHOPA30Bi HAKOHEUHWKM Ta
3MiHIOIYM X NICNA KOXKHOro 3paska. He BUKOpWCTOBYINTe OfHOPa30Bi
HaKOHEYHUKYM NOBTOPHO.

9.  YHukanTte nepexpecHoro 3a6pynHeHHsA MiXK peareHTamu,
BMKOPUCTOBYIOUN OAHOPA30Bi HAKOHEYHUKN Ta 3MiHIO0UYM X MiXK
BUKOPUCTAHHAM KOXHOrO 3 HuX. He BMKOpUCTOBYNTE OAHOPa30Bi
HaKOHEYHWKM NOBTOPHO.

10. He BuKopwucToByWTe Habip nicnA 3akiHYeHHsA TepMiHy MPWUAATHOCTI,
3a3HAaYEHOro Ha 30BHILUHbOMY KOHTEWHepi Ta BHYTPIWHIX eTuKeTKax
(dnakoHax). [ocnigKeHHs, npoBefdeHe Ha BiAKPUTOMY Habopi, He
BKasano Ha OyAb-AKy iCTOTHY BTpaTy aKTMBHOCTI [AO LWecTu
BUKOPUCTaHb NPUCTPOIO Ta A0 3 MicAUiB.

11. Po3rnapaiiTe BCi 3pa3ky AK noTeHUiliHO iHbeKLUinHI. 3 ycima 3paskamu
CMPOBATKM NIIOAMHU CJliff MOBOAUTMCH Ha PiBHI 2 6iobesneku, sK ue
pekomeHpaye LleHTp KoHTponio 3a 3axsoptoBaHHAMU, ATnaHTa, CLUA,
BifNOBiAHO J0 Ny6nikaLii IHCTUTYTY OXOpoHM 300poB'A: «biobe3neka B
MiKpobionoriyHux Ta 6iomegnuHmx nabopartopisax», Bua. 1984 pik.

12. BukopwucToByBaTh OAHOPa30BMN nNNacTMKoBMUN nocya
PEKOMEHAYETbCA ANIA MPUrOoTyBaHHA PIOKMX KOMMOHEHTIB abo anAa
nepeHeceHHs KOMMOHEHTIB Ha aBTOMATM30BaHi poboui micus, o6
YHUKHYTUN NepexpecHoro 3abpyaHEHHs.

13. Bigxoawn, wo yTBOpWMAMCHL Mif Yac BMKOPWCTaHHA Habopy, cnig
yTUNi3yBaTV BiANOBIAHO [O HaLUiOHaNbHUX AUPEKTVB Ta 3aKOHIB, LWO
CTOCYIOTbCA  NIAabOpaTOpHMX  BiAXofiB XiMiYHMX Ta  6ionoriuHmx
peyoBUH. 30Kpema, PpigKi BigxoAaw, WO YTBOPIOKWTbCA BHACNIAOK
npouenypy NPOMVBaHHA, 3aNMLWKIB KOHTPONIB Ta 3paskiB, MOBUHHI
6yT™m 06pobneHi AK MOTEHUiINHO iHdeKUiiHMiA  maTepian Ta
iHaKTMBOBaHI nepep yTunisaui€lo. 3anponoHoBaHi  npoueaypwu
iHaKTMBaLjii - Le 06pobKa 10% KiHLEBOI KOHLEHTpaLli€lo nobyToBOro
BigbinoBaya npotArom 16-18 roavH abo iHaKTMBaUia Tennom
aBToknasom npu 121 °C (°C) npotarom 20 x8 (min).

14. BunapkoBi po3nvBM 3pa3KiB Ta Nifg 4ac pPo6OTM MOBUHHI OyTn
apcopboBaHi  NanepoBMMM  PYLIHMKAMK, 3MOYEHUMM NOGYTOBUM
Big6inioBauem, a notim Bogoto. MoTiM PYWHKKK crig yTuRisyBatn y
HaneXHi KOHTeNHepw, MpW3HayeHi AnA NabopaTopPHUX/NiKaPHAHMX
Bigxoai..

15. CipyaHa Ku1cnoTa € nogpasHUKOM. Y pasi po3nusy NpoOMUTN MOBEPXHIO
BENMKOIO KinbKicTio BOAK.

16. IHWi BigxoAwW, WO YTBOPIOWTHCA BHACNIAOK BUKOPUCTaHHA Habopy
(NMpYiKnag: HakOHEYHWKM, WO BMKOPUCTOBYIOTbCA ANA 3pasKiB Ta
KOHTPOJiB, BWKOPWCTaHi MikponnaHweTn), cig obpobnatn Ak
NOTeHLiNHO iHPeKUiHi Ta yTuni3yBaTh BiANOBIAHO JO HaLiOHANbHUX
OMPEKTUB Ta 3aKOHIB, L0 CTOCYI0TbCA NabopaTopHYX BigXoaiB.

G. 3PA3KU: NIArOTOBKA | PEKOMEHIALLIT

1. KpoB 3abvpa€Tbca acenTMUHO LWIAXOM BeHenyHKLUii, a nnasma abo
CUMpOBATKa TrOTYIOTbCA i3 3aCTOCYBaHHAM CTaHAAPTHUX METOAMK
NiAroTOBKM 3pa3KiB Ansa KniHiyHoro nabopatopHoro aHanisy. Bnnusy
Ha MpurotyBaHHA 3pa3ka 3 uuTpatom, EATA Ta renapuHom He
crnocTepiranocs.

2. 3pasky NOBUHHI ByTK UiTKO ineHTUdIKoBaHi kogamu abo Ha3Bamu, LWo6

YHUKHYTW  HeMnpaBWNbHOrO TIyMauyeHHA pe3ynbTtaTiB. HacTiiHo
peKoMeHAYETbCA MapKyBaHHA 3i LWITPUX-KOAOM Ta efleKTPOHHe
3UMTYBaHHSA.

3. Temoni3oBaHi (4epBOHi) Ta NOMITHO rinepninemiyHi (kMONOYHiI») 3pa3Kkun
cnif BiOKMHYTW, OCKiNbKM BOHW MOXYTb MPU3BECTU A0 XUOHWX
pe3ynbTaTiB. 3pasky, WO MIicTATb 3anuwkn GibpuHy abo BaXKKMX
YacTUHOK abo MIKPOOHI HUTKW Ta Tina, cnig BiAKMAATMW, OCKINbKN BOHN
MOXYTb NMPU3BECTM A0 XMOHUX pe3ynbTaTiB.

4.  CupoBaTKy Ta mia3my MoxHa 36epiraty npu + 2°.. + 8°C (°C) y
npobipKax Ana nepBMHHOro 360py NPOTArom N'ATW AHIB nicna 360py.
He 3amopoxyiiTe nepBuHHI npobipkn pna 36opy. Ona 6Ginbw
TpuBanoro nepiogy 36epiraHHA 3pa3kyM CUMPOBATKM Ta Mnasmu,
06epexHO BUMHATI 3 MNEPBMHHOI MPOBIpPKKM, MOXHa 36epiratu
3amopoxeHumun npu -20 °C (°C) npuHanmHi 12 micauis. byab-aki
3aMOPOXKEHIi 3pa3ku He CJlif 3aMOpPOXKYBaTN/PO3MOPOXKYBaTK binblue
OAHOFO pasy, OCKINIbKM Le MOXe YTBOPUTU YaCTUHKY, AKi MOXYTb
BMJIMHYTW Ha pe3yfbTaT TecTy.

5. AKWO NpUCYTHI YacTUHKK, LeHTpudyryiiTe npu 2.000 06/xB NpPOTArom
20 xB abo dinbTpyiiTe 3a gonomoroio ¢inbTpis 0.2-0.8uU ANA OUNLLEHHSA
3paska nepep TeCTyBaHHAM.
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H. NIArOTOBKA KOMMOHEHTIB | NONEPEAEHHA

MikponnaHweTtn:

Mepen BIOKPUTTAM KOHTeWMHepa pfaviTe MiKpOMNnaHWeTy Harpituca fo
KiMHaTHOI TemnepaTypu (npnbnnsHo 1 rog). MepesipTe, Wob ocywysay He
CTaB 3efIeHUM, WO BKa3ye Ha fedeKT 36epiraHHsA.

Y ubomy BunagKy 3atenedoHyiiTe o cnyK6m nigTpumKM KnieHtis Dia.Pro.
HeBUKOpUCTaHi CMYXXKN NOTPIGHO MOKNACTV Ha3aj B antoMiHIEBUI MilleUoK
3 ocyllyBayeMm, WinbHO 3acTebHyTN Ha 6nmnckasky i 36epirat npu +2°..8°C
(°C). NMicna neplioro BIAKPWTTA HEBUKOPWUCTAHI CMYXKKWM CTabinbHi AOKK
iHAMKaATOp BONOroOCTi BCEpPefuHi MakeTa 3 OCyllyBayem He 3MiHWUTbCA 3
»KOBTOrO Ha 3eNeHuNn.

Kani6pyBanbHa KpuBa:
[OTOBI 4O BMKOPWUCTaHHA KOMMOHEeHTW. [epel BUKOPUCTAHHAM pobpe
nepemiwarnTe Ha BOPTEKCI.

KoHueHTpat lMpommnBHoro 6ydepa:

Becb BMICT KOHLEHTPOBAHOIO PO3YMHY HeobxifHO po3baBuTn 20X
6iAMCTMNBLOBAHOIO BOAOIO | 06epeXKHO MepemilaTi 3Bepxy AOHWU3Y nepen
BMKOPUCTaHHAM. [ig yac NPUroTyBaHHA yHMUKanTe CNiHIOBaHHA, OCKiNbKn
HaABHICTb OynbballoK MoXe BMAMHYTM Ha edeKTUBHICTb  UMKNiB
NPOMVBaHHA.

Mpumimka: nicns po3sedeHHs NPOMUBHUL po34yuH cmabinbHuli npomszom 1
muxHa npu +2..8°C (°C).

(®epMeHTHUIA KOH'IOraT:

[oToBUIA O BUKOPUCTAHHSA. MNepen BUKOPUCTaHHAM JoOpe nepemiwaTtin Ha
BOPTEKCi.

YHuKanTe 3a6pyaHeHHsA PiaVHN OKNCIOBAIbHUMUN XIMIYUHMU PEeYOBMHAMM,
nunom abo Mikpobamu.

AKWO Lel KOMMOHEHT HeoOXiAHO MepeHecTy, BUKOPUCTOBYWTE TiNbKM
NAacTUKOBI Ta, AKLLO MOXINBO, CTEPUIbHI OAHOPA30Bi KOHTENHEPW.

XpomoreH/Cy6cTpar:

[oTOBUIA AO BUKOPUCTaHHSA. lMepel BUKOPUCTaHHAM Aobpe nepemillainte Ha
BOPTEKCi.

Byabte obGepexHi, Wo6 He 3abpyaHWUTM
XimikaTamu, NOBITPAHMM NIOM abo MiKpobamu.
He nippaBante CUNbHOMY OCBITNIEHHIO, OKUCIIOBayaM Ta KOHTaKTy 3
MeTaneBVMU MOBEPXHAMMU.

AKWO Le KOMMOHEHT [OBOAWUTbCA MEPEHOCUTH, BUKOPWUCTOBYWTE nuLlie
NNacTUKoBY, AOCTYMHY CTePUIIbHY OAHOPA30BY Tapy.

piﬂI/IHy OKuncnoBanabHNM

PO3UMHHUK ANnA 3pa3Ka:
[OTOBUIA 1O BUKOPUCTAHHA KOMMOHEHT. Mepes BMKOPUCTAaHHAM 06epexHo
nepemilaTn Ha BOPTEKCi.

CipuaHa Kucnora:

[oToBa [0 BUKOPUCTAHHSA. MNepen BUKOPUCTaHHAM Aobpe nepemiwainte Ha
BOPTEKCi.

YBara: [logpasHioloua peuyoBuHa (H315; H319;
P332+P313; P305+P351+P338; P337+P313; P362+P363).

P280; P302+P352;

JNereHpa:

MonepenxyBanbHi H-ppasn:
H315 - Buknukae nogpasHeHHs Wkipw.
H319 - Buknukae cepiniosHe nogpasHeHHs oYen.

MonepenxyBanbHi P-¢ppasu:

P280 - OpAraTn 3aXMCHi pyKaBWMUKW/3aXMCHUIA OAAr/3axuCT ouel/3axmcTt
o6nunyus.

P302+P352 - [P/ NONALAHHI HA LLKIPY: 3MnTK BENUKOLO KiNbKicTio Muna
Ta BOAMW.

P332+P313 - AKL0 BUHNKAE NOAPA3HEHHA LKipU: 3BEPHITbCA 32 MEANYHOIO
KOHCY/bTaLi€lo/A0NOMOroto.

P305+P351+P338 - NPV MOMALAHHI B OYl: O6epexHO NpommnBaT BOAOD
NPOTArOM AEKINbKOX XBUJIVH. 3HiMiTb KOHTaAKTHI NiH3U, AKLWO BOHU € i Ue
nerko 3po6uti. MpoJoBXyTe NPOMMUBaHHSA.

P337+P313 - fkwo noapasHeHHA ou4eli He 3HWKA€E: 3BEepHiTbCcA 3a
MEeANYHOI0 KOHCYNbTaLli€lo/[oNoMoroio.

P362+P363 - 3HimiTb 3a6pyaHeHNIn ogAr i BUNepiTb NOro nepes NoBTOPHUM
BVKOPUCTaHHAM.

I. APUNAAN TA IHCTPYMEHTU, WO BUKOPUCTOBYIOTbCA B

KOMBIHAL}Ii 3 HABOPOM

1. MikponineTkn MOBMHHI OyT BigKanibpoBaHi, wWo6 3abesneunTtn
NpaBWIbHUIA 06’€M, HeOOXiAHWIA ANA aHanily, a TakoX MPOBOAUTU
perynspHe 3He3apaxeHHA (mobytoBuin cnupt, 10%  PO3UUH



Big6inioBaya, AesiHdikyloui 3acobM MefUYHOro MPU3HAYEHHA) TUX
UaCTWH, AKI MOXYTb BUMAAKOBO NOTPANWUTK Ha 3pa3ok. Ix TakoxX cnig
perynapHo obcnyrosyBaTh, Wo6 MOKasaTu TOYHiICTb 1% Ta
npaBamBicTb  +/- 2%. [e3akTuBauilo po3nuBiB abo  3anuLLKiB
KOMMOHEHTIB HabOPY TaKoX CAifi NPOBOAUTY PErynAapHO.

IHKky6aTop IOA cnig BctaHoBKTY Ha +37 °C (°C) (monyck +/- 0.5 °C (°Q)) i
perynspHo nepeBipATH, WOo6 NiATPMMYBaTV NPaBUbHY TemnepaTypy.
Ona iHKybauin nigxoaaTb AK cyxi iHKybaTopw, TaK i BOAAHI BaHHW, 3a
YMOBWY, WO Npvnag nigTeepmkeHnin ana iHky6auii Tectis IOA.

Bowep IDA € Haf3BMYAMHO BaXXIVMBMM AN 3arafibHUX MOKa3HUKIB
aHanisy. Bowep noTtpibHo 3a3ganerigb peTenbHO OLiHUTY, NepeBipuTY,
UM BHOCWTbCA MOTPIOHMI 06’'eM BMAaui, Ta PerynsapHoO NoaasaTn Ha
TexHiyHe 06CNyroByBaHHA BiANOBIAHO A0 IHCTPYKL BUPOOHMKa LWOAO

BUKOPUCTAHHA. 3o0KkpeMa, nicna 3aKiHUYEeHHsA LWoAeHHOro
HaBaHTaXEeHHA BoOlWep Cil peTenbHO ouuwaTtn Big conen
neioHizoBaHoo Bogow. [lepeg BMKOpUCTAHHAM  Bowep  cnif

npanmyBaTtun po3seaeHnM MpomneHUM Po3urHoMm.

Mpwnag cnig WOTWMXKHA MofaBaTV Ha Ae3aKTuBauilo 3rigHo 3 oro
KepiBHMLUTBOM (NponoHyeTbca ae3aktnaauia 0.1 M NaOH).

5 uMKniB NpoMMBaHHA (acnipauisa + Ao3yBaHHA 350 MKN/nyHKy (pul/well)
NPOMMBHOIO PO34MHY + 20 CeKyHp 3amouyBaHHA = 1 LMKN) AOCTaTHbO
onA 3abe3neyeHHA aHani3y i3 3aABNEHVMU XapaKTepUCTUKaMU.

AKLLO 3aMOUYyBaHHA HEMOXNVBO, AOAANTE Le OAUH LMK NPOMUBAHHA.
HenpaBunbHWiA LMKN MNPOMMBaAHHA abo ronkw, 3abuti cinno, €
OCHOBHOIO MPUUYNHOIO MOMUAIKOBO MNO3UTUBHUX PeaKkLiii.

Yac iHky6aLii ma€e gonyck + 5%.

3untyBau IOA noBuHeH 6yTn obnagHaHuMi GiNbTPOM 3unTyBaHHA 450
HM (nm) Ta apyrum ¢inbTpom 620-630 HM (nm), 060B'A3KOBUM LNA
6naHKyBaHHA. Mloro cTaHaapTHI xapakTepucTUKM MOBUHHI 6yTn (a)
NponycKHa 3aaTHicTb < 10 HM (nm); (b) giana3oH nornnHaHHA Big 0 Ao
> 2.0; (c) niHinHicTb fo = 2.0; (d) noBTOpPIOBaHICTb > 1%. bnaHKyBaHHA
NPoBOAMTLCA Ha NyHUi, BU3HauyeHin y po3gini «[lpoueaypa aHanisy».
ONTWMYHY CUCTeMy 3UMTyBauya MOTPIGHO PerynapHo Kanibpysaty, Wob
3abe3neunTy NpaBUIbHE BUMIPIOBAHHA ONTWYHOI winbHocTi. i cnig
perynspHo nigTpuMyBaTy BifNoBiAHO [0 iHCTPYKLi BUPOGHNKa.

Mpy BMKOpWCTaHHI aBTOMaTM30BaHOI pobouoi cTaHuii IDA Bci
KPUTUYHI KPOKW (BHECEeHHs, iHKybaLjis, MPOMWBAHHA, 34MTYBaHHA,
06po6Ka faHVx) NOBMHHI 6yTW peTenbHO BCTaHOBNEHI, BifikanibpoBaHi,
KOHTPONbOBaHi Ta perynapHo obcnyroByBaTtucs, Wob Bignosigat
3HayeHHAM, HaBefileHUM Yy po3fini O «BHYTPILHIN KOHTPONb AKOCTI».
MpoTokon aHanisy mnoBMHeH OyTW BCTaHOBNEHWI B omnepaLiiHiii
cucTeMi NMPUCTPOlO Ta NepeBipeHW AK AnNA Bolepa, Tak i Ana
3ynTyBaya. Kpim Toro, yactnHa ctaHuii gna nopayi pignHn (Ao3yBaHHA
Ta MNPOMVBaHHA) MOBMHHA OyTM nepeBipeHa Ta MpaBUIbHO
BCTaHoBneHa. Ocobnusy yBary MOTPIGHO NPUAINNTY, WOO6 YHUKHYTU
NnepeHeceHHA Fofikamyl, WO BUKOPWUCTOBYIOTbCA ANA [O3YBaHHA Ta
npomnBaHHA. Lle noTpibHO BMBUMTM Ta KOHTpONOBaTW, LOO
MiHimi3yBaTn MOXNIBICTb 3abpynHeHHsA CyCifHix JTYHOK.
PekoMeHAy€eTbCA BMKOPWCTOBYBAT aBTOMAaTM30BaHi poboui cTaHuil
IOA, Konu KinbKicTb pocnigKyBaHUX 3pa3kiB nepesuwye 20-30
OAVIHULb 32 OAUH 3aMycK.

Cnyx6a nigTpymky  Knientis  Dia.Pro  nponoHye  MigTPUMKy
KOpUCTyBayeBi B HanawTyBaHHi Ta nepeBsipui npunagis, wWo
BMKOPWCTOBYIOTbCA B NOEAHAHHI 3 HAOOPOM, 3 MeTOlo 3abe3neyeHHs
BiANOBIAHOCTI onucaHUM BMMOram. TakoX Hafa€eTbCcA NigTPUMKa AnA
BCTAHOB/EHHS HOBUX iIHCTPYMEHTIB, AKi 6yAyTb BUKOPUCTOBYBATUCA 3
Habopom.

L. KOHTPOJ1b TA MAHINYNALIT A0 NPOBEAEHHA AHANI3Y

1.

MNepeBipTe TepmiH NPUAATHOCTI HAGOPY, HALPYKOBAHWUI Ha 30BHILLHIl
eTuKeTUi KOpobkn 3 Habopom. He BMKOpWCTOBYBaTU, AKLIO TEPMiH
npUAATHOCTI MAHYB.

MepekoHanTech, WO PiAKi KOMMOHEHTVN He 3abpyAHeHi YacTUHKaMu
a60 CKynuYeHHAMN, BULUMAMWN HEO36POEHVIM OKOM.

MNepekoHanteca, wo XpomoreH (TMB) 6e36apBHUA abo 6nigo-
6NnakuTHWIN, acnipylunm HEBEeNWKUA NOro O6'€M  CTepUSIbHO
NPO30pPOIo NNACTUKOBOIO NINeTKOH.

MNepeKoHanTecs, WO NpW TPAHCMOPTYBaHHI He CTanocCA NOMOMOK i He
NPoOAUTO  PiaUHN  BCepeauHi  Kopobku. [lepekoHalnTecb, WO
ANIOMIHIEBUA MILIOK, WO MICTUTb MIKPOMIAHLWET, He NPo6GUTUIA i He
MOLWKOOPKEHWNIA.

Po3Begitb Becb BMICT 20X KoHUeHTpaTy lMpommBHOro Po3umHy, Ak
onucaHo BuLLe.

[avite BCiM iHWMM KOMMOHEHTaM [OCArTM KiMHaTHOI Temnepatypu
(npnbnm3Ho 1 rog), a NOTIM 06epeXXHO NepemillaiiTe Ha BOPTEKCI yci
pigki peareHTun.

BctaHoBiTh IOA iHKyb6aTop Ha +37°C (°C) i migroTyiite Bowep IDA,
npanmyloun  po3BeAeHUM  MPOMMBHWM  PO3YMHOM, 3rifHO 3

Mepeknaday Pomattok H. I1.

IHCTPYKLiAMN BUPOGHMKA. YCTaHOBITb MOTPIGHY KiNbKiCTb LMKNIB
NPOMMBAHHSA, AK 3a3Ha4YeHO B creLiafibHOMY po3gaini.

8. MepekoHaiitecs, wo IOA 3untyBay yBiMKHEHO abo nepeKoHanTecs, Wo
BiH YBIMKHEHUI NpUHaNMHi 3a 20 XBUIVH A0 3UNTYBaHHA.

9.  flKWO BMKOPUCTOBYETbCA aBTOMATM30BaHa poboya cTaHLif, YBIMKHIiTb,
nepeBipTe HanalwTyBaHHA Ta NepPeKOoHanTecs, Wo BN BUKOPUCTOBYETE
nNpaBuIbHUI NPOTOKON aHanisy.

10. lMepekoHanTecs, WO MiKponineTKn BCTaHOB/EH] HAa HEOOXigHWNI 06'em.

11. MMepeBipTe, un Bce iHwWe ob6nagHaHHA [OCTyMHe Ta roToBe AO
BUKOPUCTaHHS.

12. Y pasi npobnem He NPOLOBXYiiTe NOAaNblue TeCTYBaHHA Ta NOBigOMTE
KepiBHUKY.

M. NPOLIEAYPA AHANI3Y

AHani3 NoBMHEH MPOBOAWUTUCA BIiANOBIAHO A0 TOrO, WO NOBIAOMIAETLCA
HUXYe, 3 obepexHicTio, Wob NiaTPYMyBaTU OAHAKOBUIA Yac iHKybauii ana
BCiX 3pa3kKiB Mif Yac TeCTyBaHHsA.

4.

Baxnuea npumimka:

Po3Begitb 3pa3ku 1:101 y BiANOBIAHO BW3HAueHin npobipui ansa
po3BeaeHHA (Npuknag: 1000 mkn (ul) Po3unHHMKa gna 3paska + 10 mkn
(ul) 3paska). He posbaBnaiite Habip AnA KanibpyBaHHA, OCKiNbKu
Kanibpatopy roToBi 4O BUKOPUCTAHHA. PeTenbHo nepemiwante BCi
pifiKi KOMMOHEHTN Ha BOPTEKCi, a MOTIM AiTe, AK ONMCAHO HUKYe.
Po3micTiTb HeobXigHy KinbkicTb MikponyHOK y Tpumaui. 3anuwitb
nyHkn A1 Ta B1 nopoxHimm ansa 6naHKyBaHHS.

Motim BHeciTb 100 mKkn (ul) KanibpaTtopis y ABoX npumipHuKax. MoTim
poganTte 100 mkn (ul) po3BeaeHux 3paskiB y BiANOBIAHI NyHKM.
IHKyOyBaTV NnaHweT npoTarom 45 xB npu +37°C (°C).

NOBUHHI 3aKneeHi  Knelikoro

CmyxKU 6ymu

2epMemu3yoqolo (hob2ot, Wo 8xo0ums 00 Habopy, minbku modi, Koau
mecm nposodumbca 8pyyHy. He Hakpugalime CMyXKu nid 4ac 8UKOPUCMAHHA
asmomamudyHux iHcmpymenmis IQA.

5.

MNMpomunte MiKponnaHwer
noBigoMnAETbCA y po3gini I.3.
BHecitb 100 mKkn (pl) DepmMeHTHOrO KOH'IOraTy y KOXKHY JIYHKY, OKpim
A1 + B1, Ta HakpuiiTe repmeTuyHot nniBkoto. MNepesipTe, Wob uen
KOMMOHEHT YepBOHOTO KOonbopy 6yB NofaHui y BCi NyHKK, Kpim AT Ta
B1.

ABTOMATUYHUM BoLwlepom, AK

Baxxnuea npumimka: bydbsme obepexHi, Wob He MopKamuca ni1acmukosoi
8HYMPIWHbLOI NOBEPXHI JIYHKU HAKOHEYHUKOM, HanosHeHUm (DepmMeHMHUM
KoH'tocamom. Moxe 8i0bymucs 3a6pyOHeHHs.

7.
8.
9.

IHKyOyBaTV MikponnaHweT npoTarom 45 xs npu + 37°C (°C).
MpomunTK MIKPONyHKHM AK Ha eTani 5.

BHecitb 100 mkn (pl) cymiwi XpomoreH/CybcTpaT y KOXHY JIyHKY,
BKMIOYaloun 6naHk-nyHku A1 ta B1. MMoTim iHKy6y#Te MikponnaHweT
npoTArom 15 xBMANH Npm KiMHaTHi Temnepatypi (18 -24°C (°C)).

Bax<nuea npumimka: He niddasalime cunbHOMY NpAMOMY C8imJ1y, OCKibKuU
MOXe ymeopumucs 8ucokuli ¢hoH.

10.

BHeciTb ninetkoto 100 mkn (ul) CipuaHoi Kucnotu B yci NyHKK, wWwob
3yMUHUTM  pepMeHTaTMBHY peakuilo, BUKOPUCTOBYIOUM Ty X
NOC/NifOBHICTb NiNeTyBaHHA, Wo N Ha etani 9. [logaBaHHA KUCIOTU
nepeTBOPUTb MNO3UTUBHI KanibpaTopu Ta MO3UTUBHI 3pa3Kkn 3 CUHbOTO
KOJIbOPY Ha XOBTUW.

BumipanTe IHTEHCUBHICTb KOMbOPY PO3YMHY B KOXHIM NyHUi, fAK
onuncaHo B po3aini .5, 3a gonomoroto 3unTyBaya MiKpornnaHLLeTis npu
450 HM (nm) (3unTyBaHHA) i Npy 620-630 HM (NmM) (BiaHIMaHHA ¢oHy,
060B'A3KOBO), 6naHKylounm iHCTpymeHT Ha Al um Ha B1, abo Ha
obunasox.

3azaneHi eaxcnuei 3ayeaxieHHa:

1.

MepexoHalimecs, Wo HA HUXHIU 4acmuHi MiKposlyHOK HeMage 8i0bumkie
nanvyie  neped  3uumysaHHAM. Llle  moxe  npusgecmu 0o
XUBHONO3UMUBHUX pe3yibmamie Npu 34UmyeaHHi.

34umyeaHHA Nos8UHHO nposodumucsa 8idpasy nicna 0ooasaHHa Cmon-
pO34UHy, i 8 6yOb-AKOoMY pasi He dosuwie, Hix yepe3 20 X8UUH Nic/iA Lio2o
0odasaHHaA. Moxe cmamucsa Oeske CAMOOKUC/IEHHA XPOMOZEHY, WO
npu3800UMb 00 BUCOKO20 (hOHY.



N. CXEMA AHANI3Y
MeTopa Onepauii

Kani6paTopu (*) 100 mkn (pl)
Po3BepgeHi 3pa3zkm 1:101 100 mkn (pl)
1-a iHKy6auin 45 xB
Temnepatypa +37°C(°Q)
Etan npomunsaHHsa 5 umknis i3 20 xB. 3aMouyBaHHA

ABO

6 UMKNiB 6e3 3aMoYyBaHHA

(QepMeHTHUIN KOH'toraT 100 mkn (ul)
2-a iHKy6auin 45 xB
Temnepatypa +37°C (°C)
Etan npomunsaHHsa 5 umknis i3 20 XB. 3amouyBaHHA

ABO

6 umKniB 6e3 3aMouyBaHHsA

TMB/H,0> 100 mkn (ul)
3-1 iHKy6auin 15 xB
Temnepatypa KT
CipyaHa KnucnoTta 100 mkn (ul)
3umntyBaHHsa Ol 450 HM (nm) /620-630 HM (nm)

Huxue y TabnuLi HaBegeHO NpUKNag cxemu Buaadi Ans KinbKiCHOro aHanisy:

MikponnaHwet
1 2 3 4|/5(6|7[8]| 9 10 | 11 12
A BLK CAL4 S3
B BLK CAL4 S4
C CAL1 CAL5 S5
D | CAL1 CAL5 S6
E CAL2 CAL6 S7
F CAL2 | CAL6 S8
G CAL3 S1 S9
H CAL3 S2 S10
JNerenpa: BLK = BbnaHk CAL = KanibpaTtop S =3pasok

0. BHYTPILUHIA KOHTPOJ1b AKOCTI

MNepeBipka Banigauii 34iiCHIOETbCA Ha KOHTponAX i KanibpaTtopi wopasy,
KON BUKOPUCTOBYETbCA Habip, Wo6 nepeBipuTW, Yn pe3ynbTaTi aHanisy
BiANOBIAAIOTb OYiKYBaHHAM.

MNepeKkoHanTecs, Wo Taki fAaHi 36iraloTbca:

MNMepesipka Bumorn
bnaHk-nyHka < 0.100 3HayeHHa Ol 450 HM (nm)
CAL1 < 0.150 cepepHe 3HaueHHA OLL 450 Hm
0 arbU/mn (nm) nicnsa 6naHKyBaHHA

KoediuieHT Bapiauii <30%

CAL?2 Ol 450 Hm (nm) > OL450 Hm (nm)
12.5 arbU/mn CAL1+0.100
CAL6 OLL450 HmM (nm) >1.000
200 arbU/mn

AKWwo pe3ynbTaT TecTy BIAMNOBIAAIOTb BUMOraMm, 3a3HauyeHWM BuLle,
nepewnaiTb 4O HAaCTYMHOro po3gainy.
AKLLO LbOro He CTanocs, He MPOAOBXKYNTE Aasi Ta BUKOHAWNTE HacTynHe:

Mpo6nema MepeBipka
BnaHk-nyHka 1. wob posumH XpomoreHy/CybcTpaty
>0.100 He 6yB 3abpyAHEeHUIA Nig Yyac aHanisy
CAL1 1. wo6 npoueaypn NPOMUBAHHA Ta
0 arbU/mn HanawTyBaHHA BoLlepa 6ynu
>0.200 OLU450 HM (nm) | nigTBEpAXKeHi B nonepeaHbomy

nicna 6naHKyBaHHA kBanidikauiiHoMy AocnigKeHHi;

2. wo 6yB BUKOPWUCTaHWUIA BiANOBIAHMIA

KoedoiuieHT Bapiauii >30% MUIOYMIA  po3uMH i Bowep  6yB
npaviMoBaHUn HUM nepen
BUKOPUCTaHHAM;
3. He 6yno AONYLLEHO KOAHOT MOMUITKMN B
npoueaypi aHanisy (Bnpava
No3MTMBHOIO  Kanibpatopa  3amicTb
HeraTmBHOro;
4, wo opaHoro 3abpyAHEHHA

HeraT1BHOro KanibpaTtopa abo NiyHOK, He
BiAOYnocA yepes NO3nNTUBHI 3pa3skn abo
depMeHTHIMIA KOoH'loraT;

5. WwWo mikponineTkn He 6ynu 3abpyaHeHi

Mepeknaday Pomattok H. I1.

NO3NTUBHMMMN 3pasKamu abo
depMeHTHIM KOH'loraTom

6. WO rOfKU Bolepa He 3abnoKoBaHi
260 YaCTKOBO He 3abpyaHeHi

CAL 2 1. wo npoueaypy
12.5 arbU/mn nNpaBuIbHO;

OLL450 Hm (nm) < OLL450 | 2. wo nig 4Yac amcTpubyuii He cTanocs
HM (nm) CAL1+0.100 KOAHOI nomunky (Hanpuknag: Aoganv
HenpaBWIIbHUIA KanibpaTop);

3. Wo npouesypa NPOMMBAHHA Ta
HanawTyBaHHA Bollepa 6ynu nepesipeHi

npoeefeHo

nig yac nonepenHbLOro
kBanidikaLifiHOro AoCNigKeHHS;
4. wo He Bigbynoca  KopgHoro
30BHIiLUHbOIO 3abpyAHEHHSA
Kanibpartopa.
CAL 6 1. o npouenypy nposeAeHo
200 arbU/mn NpaBuIbHO;

2. WO nig vac aucTpubyuii He cTanocs
KOAHOI nomunky (Hanpuknag: Aoganv
HenpaBWIIbHUIA KanibpaTop);

3. Wwo npouesypa NPOMMBAHHA Ta
HanalwTyBaHHA BoLlepa 6ynu nepesipeHi
nig yac nonepenHbLOro
kBanidikaLifiHOro AOCigKeHHS;

4. wo He Bigbynoca  KopgHoro
30BHIiLUHbOIO 3abpyAHEHHSA
NO3UTVMBHOIO KOHTPOJIIO.

< 1.000 OLLI450 Hm (nm)

AKWoO BMHMKNa byfb-AKa 3 MepepaxoBaHuX BuLLe Npobnem, NosigomTe Npo
npob6nemy KepiBHVKY 418 NofanbLUKX Ail.

Baxnusa npumirtka:
AHani3 cnio BUKOHYBAMU, K eman 34umyedaHHs, onucaHuti y po30ini M, nyHkm
11.

P. PE3YJIbTATU

AKWO TecT BUWABNAETbCA AINCHUM, CKOPUCTaNTeCA 3aTBepAXeHOol
nporpamoio MiAroHKM KpUBOI, W06 HaKpecnnTy KanibpyBanbHy KpuUBY Ha
OCHOBi 3HayeHb, OTPMMaHUX MpW 34nTyBaHHi npum 450 Hm (nm)
(NponoHyeTbcA 4-napameTpryHa abo KBagpaTnyHa iHTeprnonsayis). MoTim 3a
KanibpyBanbHOIO KPUBOK PO3PaxoBYOTb KOHUeHTpauito 1gG aHTuTina go
SSA-52 y 3pa3Kax.

Mpwviknaa KanibpyBanbHOI KPUBOI HaBEAEHWI HIKYe.

n

0D 4500m 1
)

150 200 250

190 Arhy/mi

Baxxnuea npumimka:
He sukopucmosyiime HasedeHy 8utye kpuay 0715 064UC/IeHb.

Q. IHTEPNPETAL|IA PE3YJIbTATIB

3pa3ku 3 KoHUeHTpauielo Hukue 12.5 arbU/mn BBaXKaloTbCA HOpPManbHUMUK
ana IgG aHTuTin go SSA-52KDa.

3pasKu 3 KoHUeHTpaui€to Buwe 25 arbU/mn € no3nTnBHMMK Ha |gG aHTUTING
no SSA-52KDa.

3pa3ku 3 KoHueHTpauiew Big 12.5 arbU/mn po 25 arbU/mn BBaxaoTbca
CYMHIBHUMW.

arbU/mn IHTepnpeTauis
<125 HopmanbHun
12.5 <arbU/mn <25 IpaHNYHWI
>25 MigBuweHnn




PekomeHpyeTbca, Wo6 KoxHa nabopaTopia BCTaHOBIIOBana CBOI BRACHI
[ianasoHn HoOpMK Ta NaTonorii.

Baxknuei npumimku:
1. OOHux pe3ynbmamie yb020 mecmy HedoCMAamHeO 071 8CMAHOB/IEHHA
4imkozo  0iaeHo3y — aymoiMyHHO20  3axeoplosaHHsA.  HeobxioHo

nposooumu HWi 0iazHOCMUYHi mecmu, 0co6uUB0 8 NOEOHAHHI 3
iHWumu aymoaHmuminamu. KapmuHa pi3Hux kombiHayiti ahmumin ma
iX KoHYeHmMpauia pasom 3i 8Ci€l0 KNiHIYHOI KapmMuHO nauieHma €
KOPUCHUMU  0id2HOCMUYHUMU  iHCmpymeHmamu — npu  OUiHyi
peBMamolioHUX aymoiMyHHUX 3aX80PIOBAHb.

2. [o3umusHi pe3ynbmamu nosuHHi 6ymu niomeepoxeHi ujo0o 8cb0o20
KNiHIYHO20 CMAHy nauieHma.

3. IHmepnpemauyia pe3ynbmamie noguHHa 30ilicHloeamuca nio Haz2naoom
8i0N08idanbLHO20 nabopamopii, Wob 3mMeHWUMU pusuk NOMUIOK ma
HenpagusibHo20 MyyMAayeHHs.

4. Konu pesynsmamu sunpobysaHb hepedaomscs 3 1abopamopii 8 iHuly

ycmadosy, HeobxiOHO 38epHymu ysadzy, Wob YHUKHymMu nOMUJIKOBOI

nepeoayi 0aHuXx.

R. POBOYI XAPAKTEPUCTUKU
OUiHKY NPOAYKTUBHOCTI NPOBOAUAN Ha NaHeNAX NO3UTUBHUX i HEraTUBHUX
3paskiB 3 NOCUNaHHAM Ha pedepeHcHMit Habip 3 CE mapKyBaHHAM.

1. Mexa BUABNEHHA:

€BponencbKke CNiBTOBapUCTBO AOCI HE BM3HAYMIO »KOAHOMO MiXXHapOAHOro
CTaHAapTy Ana suasneHHa IgG aHTuTin go SSA-52KDa.

3a 110ro BiACYTHOCTI BU3HAYeHO BHYTPILWHi 3onoTuin ctaHaapT (abo IGS),
OTPMMaHWUI i3 Nnasmu NIOANHN 3 BUCOKOIO KoHLUeHTpauielo SSA-52KDa IgG,
o6 3a6e3neyunT NOCTiliHY Ta XOPOLUY YyTIUBICTb NPUCTPOIO.

Mexa BuAaBneHHa po3paxoBaHa Ak cepefHAa OLL450 HmM (nm) /620-630 HM
(nm) Kani6paTtop 0 MO/mn (IU/ml) + 5 CB.

Y Tabnuui HUXKYe HaBefeHi cepeaHi 3HaueHHA OLLI450 HM (nm) /620-630 HM
(nm) Ana uboro ctaHAapTy NP Po3BefeHHI, a NOTIM AOCNIAXKEHHI B aHani3i.

arllf.limn JlotP1 | JloT P2
200 2.839 2.812
100 2318 2.378
50 1.562 1.601

25 0.883 0.902
12.5 0.461 0.438

0 0.030 0.019

2. [liarHoCcTNYHa YyTAuMBicTb Ta cneyuniyHicTb:

[iarHoctyHa uyTnuBicTb Oyna nepeBipeHa B AOCHIMKEHHI  OLIHKM
edeKTMBHOCTI Ha MaHenAx 3paskiB, AKi 6ynn knacudikoBaHi AK NO3UTUBHI
pedepeHcHM Habopom i3 mapKyBaHHAM CE.

[iarHocTUHY YyTAMBICTD AOCNIAXKYBany LWOHaNMeHwWwe Ha 50 3paskax,
NO3NTUBHUX 3a Jonomoroto pedpepeHcHOro Habopy. Mo3unTrBHI 3pasku Oynu
3i6paHi y naLi€eHTiB i3 KNiHIYHOLO iCTOPIEID ayTOIMYHHOIO 3aXBOPIOBAHHA.

[iarHocTnuHy cneumdivHicTb BM3HaYanM Ha naHenAx i3 noHag 50
HeraTMBHWX 3pasKkiB Bil HOPManbHWX ftofen | [OHOpPIB  KPOBI,
KnacndikoBaHMX AK HeraTMBHI 3a [oMomorol pedepeHcHoro Habopy,
BKJIIOYaOUM 3pasKy, WO NOTEHLiNHO iHTepdepyioTb.

[inA BU3HaueHHA cneuundiuHOCTI BUKOPUCTOBYBANM AK Niasmy, OTPYMaHy 3a
[IONOMOrOI0 Pi3HMX CTaHAAPTHUX MeTOAiB NpurotyBaHHA (uutpaT, EATA Ta
renapviH), Tak i cupoBatky. »KOAHOI MOMWIKOBOI peakTUBHOCTI Yepe3 MeToA
NPUroTyBaHHA 3pa3ska He cnocTepiranocs.

3aMopoXeHi 3pa3km Takox OynuM npoTecToBaHi, Wo6 nepeBipuTW, un
3aMOPOXKYBaHHA 3pa3KiB MepellKokae BUMKOHaHHIO TecTy. Ha umctmx
3paskKax i 3pa3kax 6e3 YaCTUHOK HIfIKUX NepeLLKoa He cnocTepiranocs.
TecT-Habip IgG aHTMTINA O SSA52 € cneundiuyHUM nuwe ANA ayToaHTUTIN,
CNPAMOBaHMX A0 BiANOBIAHOrO aHTUreHy. lNepexpecHoi peakTUBHOCTI He
cnocrepiranoca.

OuiHka epeKTUBHOCTI Halana TaKi 3HaUEHHs:

> 98%
> 98%

Yytamsictb:
CneyngiyHicTb:

3. TouHicTb:

[ocnigxeHHA, npoBeAeHe Ha TPbOX 3pa3kax 3 Pi3HOK peakTuBHIcTIO IgG
aHTUTIN fo SSA52, gocnigkeHunx y 16 noBTOpax y TPbOX OKpPeMmUX 3anyckax,
nokasano 3HayeHHa KB% B fliana3oHi 4-20% 3anexHo Bif 3unTyBaHb OLL450
HM (nm) /620-630 HM (nm).

Mepeknaday Pomattok H. I1.

4. locTOoBipHICTb:
[ocToBipHicTb aHanisy 6yna nepeBipeHa po3BefeHHAM. byno BuknioyeHo
«XyK-eeKT», HelOOLiHKY, L0 MOFMa CTaTUCA NPU BUCOKKX A03aX aHaNITy.

S. OBMEXKEHHA

BakTtepianbHe 3abpyAaHeHHA abo TemnnoBa iHaKTMBaUiA 3paska Moxe
BMIMHYTW Ha 3HAYeHHA NOTMMIMHAHHA 3pa3kiB 3 MOAANbLUOK 3MIHOK PiBHA
aHaniTy.

3aMoporKeHi 3pasKku, WO MICTATb YacTuHKM GibpuHy abo arperaty nicns
PO3MOPOXKEHHA, MOXKYTb AaBaTLN AELLO NMOMUIKOBI pe3ynbTaTy.

Llen TecT nigxoauTb nuvwe AnA TeCcTyBaHHA OKpeMuX 3paskiB, a He
NynoBaHMX.

[liarHo3 ayToiMyHHOro 3axBOPIOBaHHA He Chif BCTAHOBNIOBATU HA OCHOBI
oflHOro pe3ynbTaTy TecTy. HeobXigHO BpaxoByBaTU KANiHIYHMIA aHamHe3
naui€HTa, Noro CUMNTOMATUKY, @ TaKOX iHLLI fiarHOCTUYHI AaHi.
MoMUNKOBa-NO3UTMBHICTb OLHIOETbCA AK MeHLWe HiXK 2% Bif HOpManbHOI
nonynauii.
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Bcsa npoaykuis IVD, BupobneHa KomnaHieto, nepebyBa€ nig KOHTponem
cepTudikoBaHoi Cuctemn ynpaBniHHA AKICTIO BiANOBiAHO A0 MpaBuna
I1SO 13485. KoxHa napTia NPOXOAUTb KOHTPOSb AKOCTI Ta BUMYCKAETbCA
Ha PVHOK fuwe 3a YMOBM, WO BOHAa BIAMNOBIJAE TEXHIYHUM
cneyndikauiam €C Ta KpyUTepiam NPUNHATHOCTI.
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