DIAMER

HaGop ansa ogHoBpeMeHHOro onpeaeneHus
IgG aHTuTen K muenonepokcugase (MPO)
n/vnn npotenHase-3 (PR-3)

Kamanoe. Ne 1111-1681-2
Konuyecmeo  : 96
Mpouseodumens: DAI (CLUA)
Memoduka om 01-05-2008

BHumaHue: ocHogol rpu rpogedeHuUu aHanusa ecmb opuauHar
UHCMPYKUUU Ha aHauliCKoM 5i3bIKe.

TOJIbKO 4118 QUArHOCTUYECKOIO NTPUMEHEHUNA IN VITRO

NPUHLUMN UDA

HacTtosiwaa cuctema aHanu3a  paspaboTtaHa Ansa  OGHapyXeHus
aHtuTen knacca IgG k MPO w/unn PR-3 B 4enoBeyeckuil CbiBOPOTKaXx.
Mpouenypa aHanuaa BKMoYaeT TPU MHKYBaLMOHHBIX aTana:

1. AHanuaupyemble  CbIBOPOTKM (OOMKHbIM 00Opa3om pasbaBneHbl)
MNHKYBMpYIOTCSt B MUKPONYyHKax, NokpbiTeix MPO (aHTureHom). AHTU-MPO
cneunduyeckne IgG  aHTuTena B obpasue  cBs3BalOTCs  C
3ahMKCUPOBaHHbIM aHTUreHom. [ns yaaneHusi HeCBs3aHHOrO aHTuTena
1 Apyrue ceponornyecknx KOMMOHEHTOB NPOMbIBAETCS MNaHLLeT.

2. B nyHkn pobaBnsieTcs nepokcupasa, KOHBIOrMPOBaHHASA KO3MUHbBIM
aHTu-vyenoseyeckum IgG 1 NnaHweT MHKybupyeTcs.

KoHbloraT BCTYNMUT B peakumio C aHTUTenom, 3adVKCMPOBaHHbIM B
TBepaon chase Ha atane 1. AN yaaneHns He BCTYNUBLLErO B peakuuio
KOHBIOraTa NpoMbIBalOTCS MYHKW.

3. JlyHkKM Ha  MMKPOTUTPOBANbHOM  MnaHweTe,  coAepxalive
3ahMKCUPOBaHHbIV KOHBIOraT Nepokcuaasbl MHKYOMPYIOTCS C pacTBOPOM
cybctpata nepokcupasbl.  [mgponua  cybcTtpata  nepokcuaason

npon3BoaMT U3MeHeHue uBeTa. [locne HeKOTOpPOro BpPeMeHW peakuuvs
OCTaHaBMMBAeTCA W  WHTEHCMBHOCTb LiBeTa pacTBopa W3mepsieTcs
doTtomeTpuyeckn. WHTEHCMBHOCTbL LBeTa pacTBopa 3aBUCUT  OT
KOHLeHTpaLmn aHTuTen obpasue Ans aHanmsa.

3ABOP OBPA3LOB

B aTom aHanuse AomkHa UCNonb3oBaThCs TONbKO HEAABHO COOpaHHble 1
OOMKHbIM 0Bpa3oM COXpaHEHHblE CbIBOPOTKM KPOBW, MOMYyYEHHbIE
0006peHHbIMM  acenTuyeckumy npouefypaMmu BeHonyHkuun. Hukakue
NpOTMBOCBEPTLIBaOLLME CPeACcTBa WIU  KOHCEPBaHTbl HE  [AOIMKHbI
nobaensiTbes. W3berainte MCMorb30BaHUst reMonn3npoBaHHbIX,
NMNeMUYEcKmX Unm 6akTepuonormyeckn 3arpsi3HEHHbLIX CbIBOPOTOK.
XpaHuTe obpasel, B KOMHATHOW TemnepaTtype He 6oree yem 8 4acos.
Ecnn aHanus He BbINOMHsieTcs B npefenax 8 4acos, CbIBOPOTKA MOTyT
xpaHutca npu 2-10°C He Gonee uem 48 yacoB. Ecnu oxwupaetcs
3ajepxKa B aHanu3e, XpaHuTe CbIBOPOTKM Anst aHanu3a npu -20°C nnu
Hwke. WM3beraiiTe  LUMKNOB  MHOrOKpaTHOro  3amopaxuBaHust  /
pa3MopaxuBaHUsi,  KOTOpble MOrYyT BbI3blBaTb MOTEP aKTUBHOCTU
aHTUTEnN 1 AaBaTb OLIMOOYHbIE pe3ynbTaThl.

OBOPYOOBAHUE U MATEPUATDI
Tpebyemble, HO He NOCTaBMseMble JONOJIHUTENIbHbIE MaTepuanbi

. CuutbiBatowee yctpornicteo UPA, cnocobHoe K CUYUTbIBAHMIO

npu AnvHe BonHbl 450 HM.

. MwukponuneTku, ¢ TodHOCTbo nogadn 10 n 200 mkn.
Perynvpyembii MHorokaHanbHas nunetka (50-200 mkn) ans
pacnpefeneHusi KoHbtorata, cybcTparta v cTon pacTeopa.
PesepByaphbl Ansi pereHToB Anst MHOrOKaHarbHbIX MUNETOK.
MpombiBoYHas ByTbinka Unu cucteMa NPOMbIBKY NaHLeTa.
OuctunnupoBaHHasn nnv 4eENOHN3MPOBaHHasA BoAa.

MepHbI UMnuHApP € AeneHnsamu Ha 1 nuTp.

Ceponoruyeckue nuneTku.

OpHopa3oBble HAKOHEYHUKMN.

BymaxHble nonoTeHua.

Tarimep anst HabnogeHUs 3a aTanamy UHKYGULmK.

EmkocTe Ans oTxogoB M Ae3nHduUMpylollee CpeacTBo
(Hanpumep: mnoxnopua Hatpus 0.5 %, 10 % ObiToBoe
oTbenuBatoLlee BELECTBO).

KOMMNOHEHTbI HABOPA

PeareHTbl

1. OBeHaguaTb NYHOUHbIX MOMOCOK 1 X 8, NOKPbITbIX MUenonepokcMaa3on
(aHTureHom). [lonocku ynakoBaHbl B fAepxaTene nAnsi MOMIoCOK U
3arepMeTM3VpOBaHbl B MakeTe C OCyLLUTENEM.
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2. KoHbtoraT. KoHbIOrMpoBaHHbIN (NepoKCMAa30M XpeHa) KO3MUHbIN aHTu-
yernoBeyeckuii IgG (y-uenb cneunduyeckmn). [oToBbLIN K
ncnonb3oBaHuio. OguH 15 Mn nakoH ¢ 6enom KpbILLIKOW.
3. MonoxuTenbHbI KOHTPONb (YenoBeyeckas cbiBopoTka). OguH 0.35 mn
brakoH C KPaCHOW KPbILLKOW.
4. Kanubpatop (4enoBeueckass cbiBopoTka). OgmH 0.5 mn cnakoH c
CUHEN KPbILLKOW.
5. OTpuuaTtenbHbI KOHTPOMb (YenoBeveckas cbiBopoTka). OauH 0.35 mn
(PriakoH C 3e1eHON KPbILLKOW.
6. PasbaBuTenb obpasua. OgHa 30 mn  GyTbinka (3eneHast Kpblllka),
copgepxawaa Tween-20, BSA n PBS, pH 7.2 +/- 0.2. loToBBIA K
ncrnonb3oBaHuio. lMpumevaHue: nepen  MCNONb3OBaHWEM  XOPOLLO
BCTPsixHyTb. Homep uspgenus 005CC). NPUMEYAHUE: 3ToT peareHT
MOXeT WCMonb3oBaTbCcs C nobon cuctemon aHanu3a Tuna Zeus,
ncnonb3ylowen msgenne Homep 005CC. B npucyTcTBUM CbIBOPOTKM
pa3baBuTenb U3MEHSIET LIBET.
7. TMB. OpgHa 15 mn sHTapHasa OyTbinka, cogepxawas 3,3 '5,5 '-
TeTpameTunbuHsnagmH (TMB). ToToBbI K wucnomnb3oBaHuio. OpepxuT
DSMO < 15% (w).
8. Cton pactBop. OpHa GyTbinka 15 mn (kpacHas kpbiwka) 1M H2S04,
0.7M HCI. loTOBBIN K MCNOMNb30BaHMIO.
9. KoHueHTpaT npombiBoyHOro 6Oydepa (10x): pasbasutb 1 4acTb
KOHLUEeHTpaTa + 9 vyacTell OeVMOHU3UPOBaAHHON WM AUCTUNIMPOBAHHON
Boabl. OgHa 100 mn OyTbinka (Mpo3payHas Kpbillka), cogepaluas
doctaTt OGydepusoBaHHbIi coneBoi pactBop M Tween-20. 10X
KOHUeHTpaT. Pacteop cuHero useta. IPUMEYAHUE: 1X pacteop numeet
pH 7.2 +/-0.2.
CnepytolimMe KOMMNOHEHTbI HE 3aBUCSIT OT ONpefeneHHi napTum u mMoryt
ncnonb3oBaTbCs B3ammosameHsiemo ¢ WPA: TMB, cton pactsop,
NPOMBbIBOYHbIV Bydep.

Hab6op Takxke coaepxur:
1. TlepeyeHb KOMMOHEHTOB
yKa3aHusiMu X napTui.
2.  Bknagblw € MHCTPYKUMSIMM NO NPUMEHEHUIO.

BHYTPU  yNakoBKK Ha6opa C

YCnoBuA XPAHEHUA

1. XpaHutb HEBCKPbITbIN Habop npu 2-8°C.

2. MNoKpbITble aHTUreHOM MMWKPOMYHOYHbIE MONOCKU: FIULIHWE  MOMOCKM
OOMKHbI BbITb HEMeANEHHO MOBTOPHO 3anevyaTtaHbl C BbICYLUMBaOLLUM
CpeacTBOM M BO3BpalleHbl Ans  XpaHeHus npu B 2-8°C. [Momnocku
yCcToMuMBbI B TedeHve 60 AHeln nocne Toro, kak obornoyka bbina oTkpbITa
1 [OIMKHBIM 06pa3oM BTOPUYHO 3aKpbIiTa, ¥ UHOUKATOP OCTAETCH CUHUM.
3. Konntorat. Xpanutb npu 2-8°C. HE BAMOPAXWNBATD.

4. KanubpaTtop, NonoXuUTENbHbIN U OTpULaTENbHbIN KOHTPONU: XpaHUTb
npu 2-8°C.

5. TMB. Xpanutb npu 2-8°C.

6. KoHueHTpaT npoMbiBoyHOro 6ydepa. XpaHutb npu 2-25°C. CtabuneH
B TeueHne 30 gHel npu 2-8°C nocne pas6asneHus k 1X, unu 7 gHen
€CINUN XpaHUTb NMpPU KOMHATHOWN TeMneparype.

7. PasbaButens. XpaHutb npu 2-8°C.

8. Cton pactBop. XpaHuTb npu 2-25°C.

KOHTPOIIb KAYECTBA
1. Bo Bpewms kaxgol npouedypbl aHanu3a kanubpaTtop [OOSKeH
aHanuaupoBaTbCsi B Tpex  9K3emnnsipax. Bnank  peareHrT,
NONOXMWTENbHBIN U OTPULATENbHBLIA KOHTPONW AOSKHLI Takke ObiTb
BKIMIOYEHbI B KaXKAblil aHanus.
2. BbluucnuTe cpegHee 3HaveHWe Tpex NyHOK kanubpartopoB. Ecnum
noboe n3 Tpex 3HayeHWn oTnuyatotca Gonbwe yvem Ha 15% ot
cpepHero, oT6pocbTe ATO 3HAYeHWe, U BblYUCIIUTE CpefHee OcTallbHbIX
[OBYX NYHOK.
3. CpepHee 3HauveHne OIll ans kanubpaTtopa u 3Havenun Ol gns
MONOXWTENBHOrO U OTPULIATENbHOTO KOHTPOMEN AOMKHO HaxoauTcs B
npegenax cnepyoLmx A1anasoHoB:

Ouana3sox O

OTpuuaTtenbHbI KOHTponb < 0.250
Kannbpatop >0.300
MonoxuTtenbHbIN KOHTponb > 0.500

a. Oll oTpuuaTenbHOro KOHTPOMs, pasgeneHHas Ha cpegHioo Ol
kanvbpartopa fosmkHa cocTaBnsaTh < 0.9.

b. Ol nonoXuWTenbHOro KOHTPOMs, pasfdeneHHas Ha cpedHwow Ol
KanMbparopa gommkHa cocTaBnsaTb > 1.25.

c. Ecrmm 3HayeHns koHTporenW He HaxopAtca B
BbILLEYNOMSIHYTbIX [AnanasoHoB, aHanus cnenyet
HeAeNCTBMTENbHbIM, 1 ero Heo6x0aUMO NOBTOPUTb.

4. TonoxutenbHbIA M OTpULATENbHBIA KOHTPONW MpeAHa3HayveHbl Ans
KOHTPOS CyLEeCTBEHHOrO HECOOTBETCTBUS peareHTa U He rapaHTupyeT
TOYHOCTM B MOPOroBOM Mana3oHe aHanmaa.

5. B cooTBeTCTBUM C pekOMeHAAUMSMU unv TpeboBaHUAMU MECTHbIX,
rocyfapCTBEHHbIX W/vnn deaepanbHbIX NMPaBun U akKpeaUTOBaHHbIX
opraHu3auuii, MoryT aHanM3upoBaTbCsl AOMONHUTENbHBLIE KOHTPOIN.

npeaenax
cuutaTtb



NPOLIEAYPA AHANN3A

1. WsBnekute oTAenbHble KOMMNOHEHTbI Habopa, 1 No3BonbTe UM
HarpeTbCs 4O KOMHaTHOWM Temnepatypbl (20-25°C).

2. Onpepenute Tpebyemoe KONMMYECTBO MUKPOMYHOK. [MpoBeanTe
6 onpeneneHuin KoHTponew/kanubpaTopos (1 6naHka, 1 oTpuu,.
KOHTpons, 3 kanubpaTopoB ¥ 1 MOMOX. KOHTpOns) B
npoueaype. bnaHk peareHT p[omkeH aHanuaupoBaTbCs B
Kaxxgon  npouedype. [Onsa  npaBUMbHOCTM  HACTPOWKM
KOHdUrypaummn KoHTponew/kanmbpaTtopa nposepbTe O wu
TpeboBaHWA K cuMThIBaTENIO. HEHYXHbIE ANa aHanu3a nonocku
HeobXoAMMO MOMNOXWTb B 3arnevaTbiBAOLMACA MeLUOoYeK,
repMeTUYHO 3aKpbITb U BEPHYTb Ha XpaHeHue npu 2-8°C.

MPUMEP CXEMbI MNAHLLETA
1 2

A BnaHk MauueHT 3
B OTpuL. KOHTpOnb MaumneHT 4
C Kanun6patop nT.a
D KannbpaTtop
E Kanun6patop
F [Monox. KOHTPOIb
G MauveHT 1
H MNaumneHT 2

3. MpuroTtoButb 1:21 pasbaBneHue (Hanp.: 10 MKN CbIBOPOTKM +
200 wmkn pasbaButens obpasua). lMpumeyaHue: XxopoLLO
BCTPSIXHWTE Meped  WCMOMb3OBaHWEM) MONOXUTENBHOTO U
OTpULATENBHOrO KOHTPOMEW, NONOXUTENBHOTO KanubpaTopa u
KaX0 CbIBOPOTKM NauueHTa.

4. [OobaBbte no 100 mMkn kaxaoro pas3baBneHHOro KOHTPONs,
kanmbpaTtopa u obpasua. Yoeautecb. UTo o6pasubl 4OSMKHbLIM
obpasom nepemeluaHbl. Ons kaxgoro obpasua vcnonb3ynte
OTAENbHbI HAKOHEYHUK.

5. [Hob6aebte 100 mkn pasbaButenst obpasua B nyHKy A1 kak
6naHk peareHT. [nsi npaBUnbHOCTU HACTPOWMKU KOHpUrypaLumm
nyHkn 6naHk peareHta nposepbTe 1O un TpeboBaHus K
cunTbIBaTEN!O.

6. WHkybupywtTe nnaHweT npu KOMHaTHOM Temnepatype (20-
25°C) B TeveHun 25 +-/ 5 MuHyT.

7. TlpomoWTe MUKPOMYHOUYHbIE MONOCKM 5X.

A. Py4Hasi npouyedypa npomMbi8Ku

a. OHEePrnYHO BbITPAXHUTE XUAKOCTb U3 IYHOK.

b. 3anonHuTe Kaxgyl NyHKY MNpPOMbIBOYHbIM Bydepom.
YpocToBepuTeCh B OTCYTCTBUM B JTYHKaX BO3AYLLUHbIX
Ny3bIPbKOB.

c. NosTtopute atan a. u b., ytobbl B cymme 6bINO  NATb
NPOMBbIBOK.

d. BbITpAXHWTE NPOMBLIBOYHBLIA pPacTBOp W3 BCEX JTyHOK.
lMepeBepHuTe nnaHweT Ha OGymaxHoe MONoTeHue
XECTKO NnocTyuuTte, YTobbl yaanuTe n3 NyHoOK nobon

OCTaTOK NPOMbIBOYHOIO  pacTBopa. OCMOTpVITe
nnaHLwer, y69ﬂVIBLIJVICb B OTCYTCTBUM OCTaTKa
NPOMbIBOYHOIo  pacrtBopa. B koHue kaxgoro

paboyero gHsi cobupaiTe NPOMbIBOYHbIA pPacTBOp B
KOHTEMHep And oTxodoB, W  ob6pabaTbiBanTe

runoxnoputom  Hatpuss  0.5% (10% ObiTOBBIM
oTbenuBatenem).

B. Aemomamu3upoeaHHas npouyedypa npombieKu

Mpyn wncnonb3oBaHUM  aBTOMAaTU3MPOBAHHOW MOEYHOW  YCTaHOBKW,

oTperynupyite ob6bem pacnpegeneHuss Ha 300-350  MKN/NyHKy.
HactpoiiTe uukn MNpoMbIBKM Ha 5 nNpombiBOK 6e3 3afepxku Mexay
NPOMbIBKaMMK. M3Bneknute  MMKPOTWUTPOBASbHLIN nnaHwer  u3
npomMbiBaTens, nepeBepHUTe nnaHwWeT Ha OymaxHoe nonoTeHue wu
KECTKO MOCTyuuT, u4TOObl yAanmuTb M3 MyHOK mobon  ocTaTtok
NPOMbBIBOYHOIO pacTeopa.

8. [obGaebTe 100 MKN KOHblOraTa B KaXayld NyHKYy B TOM Xe
TemMne u nopsake 4to M 0b6pasubl, BKMYasd FyHKY OnaHk
peareHTa.

9. WukybupyinTe npu KomHaTHOW Temnepatype (20-25°C) B
TeyeHun 10-15 MuHyT.

10. lpomonTe MUKPONYHKK, cneays npoueaype B n. 7.

11. Hob6asbte 100 mkn TMB pactBopa cybcTpata B kaxayto NyHKy
B TOM Xe TeMrne 1 nopsiake kak Aobasnsanucb obpasbl.

12.  WHkyBupywiTe nnaHweT npu KOMHaTHOW Temnepatype (20-
25°C) B Te4eHunn 10-15 MUHYT.

13. [Hob6aBbTe 50 MKn cTOM pacTBOpa B KaXAyH NyHKY B TOM Xe
Temne W nopsigke kak gobGasnanca  TMB  pacteop.
MonoxwuTtenbHble 06pas3Libl U3 CUHEro LBeTa CTaHyT XenTbIMU.
Mocne pobasneHns cTon pacTBopa MOCTy4nTe MO MNaHLIEeTy
HecKkonbko pa3 ybeaMBLUMCb, YTO 06pasubl MOMHOCTLIO
CMeLUaHbl.
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14. Hactponte cuutbiBalLlee YCTPOWCTBO AMS CYATbIBAHUS MNpu

AnuHe BonHbl 450 HM 1 u3MepbTe ONTUYECKYH MoTHOCTL (OI1)

KaXkOon NyHKu NnpoTuB BnaHk peareHTa. [naHweT Heobxoammo

cumtate B npegenax 30 MuHYT nocne pobaBnenus cTon
pacTtsopa.

MHTEPNPETALUA PE3YNIbTATOB

A. BbiyucneHusi

1. KoaghchuyueHm koppekyuu
3HauveHve npegena obHapyxeHus Ol Ans nonoxutenbHbIX 06pas3uos
6blo  onpefeneHo  Npou3BOAMTENEM U CKOPPEKTUMPOBAaHO Mo
OTHOLWeEHWIO K kanubpatopy. KoaddwuumeHT koppekuun (KK) paet
BO3MOXHOCTb OMpeAenuTb 3HadyeHWe npegena obHapyxeHus Aans
NMONOXUTENbHbIX ~ 00pa3LoB U WCMpPaBUTb  He3HaYUTeslbHbie
eXefHeBHble OTKNOHeHUs1 B pe3ynbTaTtax aHanusa. KK onpepensietcs
ANs KaXZoW napTuM KOMMOHEHTOB HabopoB W ykasbiBaeTcsi B B
nepeyHe KOMMOHEHTOB, NOCTABNSIEMOM B ynakoBke Habopa.

2. 3HayeHue npedena obHapyxeHus1 Of1
[Ans nonydeHusi 3HayeHusi npedena obHapyxeHusi Of ymHoxbme KK
Ha cpedHee OF1 kanubpamopa, onpedenieHHoe 8bilie.
(KK x cpedHee kanubpamopa = 3Ha4eHue npedesia 06HapyXeHusi
or)

3. Koagppuyuenmsbi 3Haq4eHuli unu koagpguyueHmsi Of1

Bbiyucniume koaghgpuyueHm 3HadeHusi unu koaggpuyueHm OfF1 ons

Kaxdo20 obpasuya nymem pasdeneHusi eeo 3HaveHusi Ol Ha npeden

obHapyxeHusi Of1 u3 amana 2.

lpumep:
CpedHee Of1 kanubpamopa =0,793
Koagppuyuenm koppexyuu (KK) =0,25

.793x 0,25 =0,198
0,432

Of1 npedena obHapyxeHusi

Ol HeussecmHoz20 obpa3ua
KoagppuyueHm 3HaveHus1 obpasya
unu koaghgpuyueHm Of1

=0,432/0,1980 = 2,18

B. Mumepnpemayus

KoathpmumeHTbl 3HaveHun unu koadduumentel Ol npeacraBneHbl
cnegywowmm  obpasom:  WU3rOTOBMTENb  YCTAHOBWUN  crefyolive
pekoMeHaaumn Ans MHTeprpeTaumMm o6pasLoB NaLMeHTOB:

OTpuuaTtenbHble 06pasubl < 0.90
ComHuTtenbHble obpasubl 0.91-1,09
MonoxuTensHble obpasupl > 1.10

B. Mumepnpemauus

1. KoadbdpmumeHt Ol < 0.90 He ykasbiBaeT Ha obHapyxwusaemble IgG
aHTUTena K Muenonepokcuaase unu npotemHase-3.

2. Koadpduument O > 1.10 peaktuBeH pana IgG aHTMTEn K
Muernonepokcugase wunu npotemHase-3. PesynbTaTbl 3TOW CUCTEMbI
aHanusa SBMSIOTCA Ka4YeCTBEHHbIMW; 3HaYeHus koaddpuumeHTa B
pEeaKkTUBHOM Auana3oHe He yKa3blBalT Ha KONMYECTBO NMPUCYTCTBYHOLLNX
aHTUTen.

3. O6pasubl co 3HayeHusiMM KoadbduumeHta OF B COMHUTENbHOM
ananasoHe (0.91-1.09) gomxHbl aHanM3npoBaTbcs NoBTOpHO. O6pasLbl,
KOTOpblE OCTalOTCA COMHUTENbHBIMW NOCIE NOBTOPHOIO aHanunsa fOSMKHO
aHanu3npoBaTbCs AOMONHUTENBHON CEPONOrM4eCcKon NpoLeaypo.

NMPEOOCTOPOXHOCTHU

1. lns AnarHoCTU4eCcKoro ncnonb3oBaHus in vitro.

2. MUKpOnyHOYHble NMOMOCKN He coaepXaT Kakmx nmbo >XM3HEeCNOCOBHbIX
BOo36yautenen nHdekuuin. OgHaKko, NOMOCKM [OJMKHbI paccMaTpuBaThCs
KaK MNOTeHUManbHO WHMEKLUUOHHbIe, Tpebylolwme COOTBETCTBYHOLLEIO
obpayeHusi. NMpombIBOYHbIE PaCcTBOPbI AOIMKHBI COBMPATLCA B €MKOCTU
ans ytunu3aumm u obpabatbiBaTteCA B KOHUe pabouero gHa 0.5 %
rmnoxnopuaoM HaTpusi (10 % GbITOBbIM OTOENMBAIOLLMM BELLECTBOM.

3. He wucnonb3oBatb nnaHweTt WN®A, ecnu nonocka mHaukatopa Ha
MELLOYKE BbICYLLUMBAIOLLEro CPeAcTBa NpeBpaTunacb U3 CUMHEro LBeTa B
PO30BbINA.

4. BbITpuTe OHO MnaHLWeTa He OCTaBMsAs XMAKOCTU U /M OTnevaTKoM,
KOTOpblE€ MOTYT U3MEHUTb OMTUYECKYH0 MNOTHOCTL (Ol) cynTbIBaHUA.

5. KoHTpornbHble CbIBOPOTKM, KOHBbIOTa M NMPOMBIBOYHbLIN Bydep cogepxat
KOHCEPBAHT, KOTOpbIN MOXeT ObiTb SA0OBUT NpWU  3arnaTtbiBaHWu;
TuMepocan npu KoHueHtpauum 0.04 % (w/v). PactBoputens obpasua
coAepXuT asug HaTpus B koHueHTpauum 0.1 % (w/v).

6. Asug HaTpusi cuMTaeTcsa Takum, KOTOpbIi obpa3syeT a3uabl CBUHLA U
Meau BO BHYTPEHHeWn KaHanusauuv nabopartopuu. YTo MOXET BbI3BaTb
B3pbIB MNpu yaapeHun. Bo wusbexaHue 3Toro, TLaTenbHO NPOMONTE
pakoBMHY BOOM NOCMe yTUNu3aumMmn pacteopa C asuom HaTpusi.

7. PasbaBneHve unm npuMeLlBaHne 3TMX peakTMBOB MOTYT MPUBOAUTL K
noTepe YyBCTBUTEMbHOCTH.

8. He noacraensiite peareHTbl OT HAabOOPOB C PasNMYHbLIMW HOMEpPaMU
napTui UNu oT APYrux N3roTOBUTENEN.

9. Kaxpas poHopckasi eauHuua, WCMonb3oBaHHAas B MOATOTOBKE
KOHTpOMei okasanacb OTpULATENbHOM Ha HanuyMe MOBEPXHOCTHOrO
aHTureHa renatuta B n antuten k BUY-1, BUY-2, n Bupycy renatuta C.
npu aHanu3e meToankon, yteepxxaeHHon FDA.



NPEAYNPEXOEHUE - NOTEHUWANIBLHO EUOONACHbLIV MATEPUATN
Mockomnbky  HWKaKoOM MeToh aHanuM3a He  MOXET  MOJIHOCTb
rapaHTMpoBatb oTcyTcTBue BWY, Bupyca rematmta B unu  gpyrux
B03byauTenen MHMEKUMA, aTn obpasLpl / peakTuBbl, Takke Kak obpasLbl
naumneHToB, [OOMKHbI UCMOMb3oBaTCs C cobnogeHnem 2  ypoBHS
buonormyeckon  onacHOCTUM  Kak  pekomeHayeTcs  Ana  nobon
noTeHumanbHO MHMEKLMOHHON YenoBeYeCKON CbIBOPOTKM unu obpasua
KpOBM.

10. Hukorga He nunetupynte ptom. M3beramte KoHTakTa peareHToB U
06pa3sLoB NaLMEHTOB C KOXeW Uin CnmM3ncTeiMmu obonoykamm.

11. N3bGeraiite MmKkpobMOMoOrM4yeckoro 3arpsi3HeHusi peareHtoB. MoryT
ObITb MOMYyYeHbl HeNpaBUmbHblE pe3yrnbTaThl.

12. TepekpecTHOe 3arpsisHeHWe peareHToB w/unu ob6pasuoB MOXeT
BbI3BaTb OLIMBOYHbIE pe3ynbTaThl.

13. BarpsisHeHue cybecTpaTtHoro TMB pacTtBopa C KOHbKOratom wnm
OPYrVMU OKUCIIUTENSIMU MPEXAEBPEMEHHO BbI3OBET M3MEHEHWe uBeTa
pactBopa. He wucnonb3yinte cybGCcTpaTHbIi pacTBOp, €cnv OH Havan
CTaHOBUTCS CUHMM. YTOObI M3bexaTb BO3MOXHOCTU 3arpsi3HEHus,
obpatutecsb k Mpouenype aHanusa, Pasgen D.1.

14. MHoropasoBasi CTeknsHHas nocyga [ofbkHa ObiTb BbIMbITA U U
NOMHOCTbLO OMOrIoCKaHa, YToObl 0CBOGOAMTCSA OT BCEX AETEPrEHTOB.

15. YeTkoe cnepgoBaHMe onpefeneHHOMY BpeMeHVW M TemnepaType
MHKyBauuMin BakHO ANS TOYHbIX pe3ynbTaToB. Bce peakTvBbl OOMKHbBI
6bITb NpMBeaeHbl kK Temnepatype 20-25°C nepen Havyanom aHanusa. .

16. HenpasunbHoe npomMbiBaHve npveenet K ownboyHo
NOMOXMTENbHBIM UMW OWMBOYHO  OoTpuUaTenbHbIM  pe3ynbTaTam.
Yb6eoutecb, 4TO B nnaHWeTax He ocTanocb nwboro ocrtaTtka
NMPOMBIBOYHOIO pacTBopa neped AobaBrneHneM KoHblorata unm pacteopa
cybcTpaTta. He no3sonsiiTe nyHkaM BbiCbIXaTb MEXAY MHKYDaLuusmu.

17. He nosBonsite cTon pacTBOPY BCTynaTb B KOHTAKT C KOXeEW Wi
rnasamu. Ecnun KOHTaKT MPOUCXOAUT, HEMEAIEHHO CMONTE BOAOMN.

18. Mpepoctepexenne: Xnagkne otxodbl B kucrnote pH [omkHbI ObiTb
HelnTpanu3oBaHbl nepef [AoGaBrneHWem K  runoxmopuay — Hatpusi
(oTbenuBatoLero BeLlecTsa).

19. U3beraiiTe GpbI3roB unu obpasoBaHne aspo3onen.

20. He nopgBeprante peareHTbl CUIIbHOMY CBETY B TEYEHMEe XpaHeHus
VIV NHKyOaumu.

21. TprBOAA MUKPOSYHOYHblE MOSIOCKM W AepxaTenb K  KOMHaTHOMW
TemMnepartype nepeq BCKPbITUEM, 3aLLMTHbLIA KOHBEPT 3aLUMTUT MYHKU OT
KOHAEHcauuu.

22. He nosBomnante KOHbIOraTy BCTYNaTb B KOHTAKT C €©MKOCTAMM,
KOTOpble, BO3MOXHO, NPEXae cofepxanu pacTBopbl, UMeulle B CBOEM
cocTaBe asnj HaTpusi kak KoHcepsaHT. OcTaTouHble KonmM4yecTBa asvaa
HaTpUs MOTYT YHUYTOXWUTb (PepPMEHTHYI0 AeATeNbHOCTb KOHbloraTa.

23. He nogseprante HUKakoW M3 peareHTOB BO3AEMCTBMIO pPacTBOPOB,
copepxawmx oTbenuBatowee BewectBo. OcTaToyHOE KONMUYECTBO
oTbenuBatowiero BellecTBa (rMNoOXnopuaa HaTpus) MOXET YHUYTOXWUTb
BGuonormyeckyto akTMBHOCTb MHOTUX peareHToB U3 3Toro Habopa.

OrPAHMYEHUE AHATTU3A

1. lnarHo3 He [OMmXeH AenaTbCsl TOMIbKO Ha OCHOBAHWM pe3ynbTaToB
N®A ANCA Screen. Pesynbtatel ananm3oB ANCA Screen [omkKHbl
MHTEepNpeTnpoBaTbCA BMECTE C KIIMHUYECKOW OLEHKOW W pesynbTatamu
OPYrux AnarHocTu4eckux npoueayp.

2. Paboune xapaKkTepucTuku aToro Habopa He ObInM yCTaHOBIEHbI ANs
NUNEMUYECKNX, FTeMOSIM3NPOBAHHLIX W XENTYyLUHbIX 06pasLoB; NO3TOMY,
3TV 06pasLbl He AOMKHBI aHaNM3MPOBaTLCS C MOMOLLLIO 3TOro Habopa.
3. Xota ANCA Screen ob6HapyxuBaeT aHTutena, n k MPO n PR-3,
aHanu3 He pasnuyaeT ux. MonoxwutenoHble ANCA Screen o6pasubl
OOMKHbI  NpoBepsiTbCa  oTAenbHbiMn  MIOA  komnaHum  Diagnostic
Automation, Inc., 4ToGbl onNpeaennTb, Kakoe aHTUTErNo NPUCYTCTBYET.

4. PesynbTaTbl 9TOr0 aHanusa - He AMarHocTU4eckoe [0Ka3aTenbCTBO
npucyTCTBUA UNKN OoTCYTCTBMUA BonesHn. MiMMmyHonogaenstowas Tepanus
He [JOMKHa Ha4YMHAaTbLCS, OCHOBBLIBASCh Ha MOSIOXUTENBHOM pesynbTaTe.

UHOOPMALINA )15 3AKA3A:

ymnn «guUAMEB»
yn. YopHoeona, 97, 2. MUeaHo-PpaHkosck, 76005
Ten.: (0342) 775122
®akc: (0342) 775612
E-mail: info@diameb.com

www.diameb.com
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