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1. OBLLIAA UHOOPMAILHAL.

1.1. Ha3suauenme.

HaGop peareHToB mna uMMyHodepMeHTHoro onpeaencuus IgM anTtHTen k aHTHreHaM
SARS-CoV-2 B chBoporke (mnasme) kpoBn «SARS-CoV-2-IgM-U®A» npennasHaven Aans
Ka4eCTBEHHOTO H MONYKONHYECTBEHHOro onpeacneHus IgM antuten x anturenam SARS-CoV-2 B
CHLIBOPOTKE (nN1a3Me) KPOBH METOAOM TBepAO(Pa3HOro UMMYHOPEPMEHTHOTO aHANMK3A.

1.2. Bsenenne.

Koponasupychl THIOB & ¥ [} ABISIOTCA NATOTCHHBIMH TOJILKO JUIS MJICKOIMUTAIOUIMX; BHPYCH THIIA
Y B OCHOBHOM BBI3BIBAIOT HHQpeKUHM y nTHil. KopoHaBHpyCHl nepeaaloTcs MpAMBIM KOHTAKTHbIM
METOAOM C BBUICJICHHAMH HMIM BO3JYUIHO-KaNeNbHbIM NYTEM, HE HCKNIOYaeTcA Takke dexanbHo-
OpanbHuIlf MexaHM3M nepemaud uHpekuun. Ha ceroguswmu#i neHb cymlecTBYeT ceMb THUNOB
kopoHaeupyca uenoBeka (HCoV), xoropbie BBi3bIBalOT pecnuparophble 3aGonepanua: HCoV-229E,
HCoV-NL63, HCoV-0OC43, HCoV-HKUI1, SARS-CoV, MERS-CoV u HoOBHit kopoHaBHpyc SARS-
CoV-2. SARS-CoV-2 6bin oGnapyxen B 2019 roay B Yxawe, Kurali. Knunuueckue npossneuns
3aboneBalns - TUXOPAZKA, YCTANOCTD, KaIleNb, H APYTHE CHMITTOMBI, KOTOPbIE MOTYT OHICTPO NepepacTh
B TAKENYIO NHEBMOHHIO, IBIXaTeNbHYIO HEAOCTATOYHOCTb, CENTHYECKHA WIOK, MNOJHOPraHHYIO
HEJIOCTATOYHOCTD, TAXKEJBIC HAPYIUIEHHA KHCJIOTHO-MIENOYHOrO 00MEHa H T. A. YTO MOXET MPHBECTH K
NEeTAILHOMY HCXOAY.

1.3. Habop mpesnasHaueH Ana AHArHOCTHKH ux eumpo. HaGop peareHTOB npemsasHadeH B
KayecTBS BCIOMOTaTEbHOTO METOJAa AJIS ONpeAelcHHA 3apaxkeHns BupycoM SARS-CoV-2, mans Beex
rpynn HaceneHus,

1.4. OGnacts npHMeHeHN — KJIHHAYECKaA NabopaTopHas IHarHOCTHKA.

2. XAPAKTEPUCTHUKH HABOPA
2.1. Ha6op pearentoB «SARS-CoV-2-IgM-U®A » BrinycKaeTcs B 2 BapHaHTaX KOMIUICKTALIHH:
KoMmmitext 1 paccyntan Ha 96 onpeneneHuii, BKIMOYAs KOHTPOJH.

Komnnexr 2 paccuntan Ha 480 onpeaenenuii, BKOYas KOHTPOJH.

Cocras 96 480
Onucanue AHANMH30B AHAIN30B
Mnanwer NOJHCTHPONOBEIH, CTPHUIHPOBAHKLINA, HA BRYTpEeHHEH
96-nynounnif NOBEPXHOCTH NYHOK NAAKILETA MMMOOHMIH3OBAHKI ] wr. 5w,
anTHTeNa k IgM yenobeka, rotoB K HCNOALIOBAKHHIO.
OTpHUATERbHBIH KOHTPOND HHAKTHBUPOBAH, Ha OCHOBE CLIBOPOTKH KPOBH
YeN0BEKa, He coaepxatuei IgM-anTuren k anturedam| | ¢uakon ) pnaxon
SARS-CoV-2, GecuseTHan HIXOCTL, NOTOB K (1,0 mn1) (4,0 mn)
KCIONb30BAHMIO.
MonoxurenbHbili KOHTPOAb Mel| HHAKTHBHPOBAH, HA OCHOBE CHIBOPOTKN KPOBH
Yenopeka, coaepawell IgM-auruTena K anTHrenam 1 ¢nakon | ¢praxon
SARS-CoV-2, npo3pauHan OKpalICHHAR KHUAKOCTD (2,0 M) (10,0 Mn)
(UBET KOMITOHEHTA YKA3aH B aHANHTHYECKOM
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/ nacrnopTe), rOTOB K UCMO/b30BaHUIO.
MonoxuTenbHbIi KOHTPOAb No2  MHAKTMBMPOBaH, Ha OCHOBE CbIBOPOTKY KPOBY
yenoBeka, cofepxalleit IgM-aHTuTena K aHTUreHam

1 chnakoH 1 dhnakoH
SARS-CoV-2, npo3payHas oKpalLeHHas XXUAKOCTb ((fo M) (4(1*)0 M)
(UBeT KOMMOHeHTa YKa3aH B aHa/IMTUYECKOM ' '
MacropTe), roTOB K UCMOJb30BaHWIO.
1KoHbtorat Mpo3payHas oKpaLlleHHas XUAKocTb (LBeT 1 chnakoH 1 donakoH
KOMIMOHEHTA YKa3aH B aH/IMTUYECKOM MacrnopTe), (14 wn) (70 mn) nmm
roToB K MUCMO/b30BaHMIO 2 hnakoHa (35 mn)
NPA-bydep npo3payHas oKpaLleHHas XWUAKOCTb (LBeT 1 hnakoH 2 (hnakoHa
KOMMOHEHTA YKa3aH B aHa/IMTUYECKOM MacrnopTe), (100 mn) (250 mn1) nm
roTOB K UCMO/b30BaHMIO 10 dpnakoHoB (50 mn)
CybcTpaTHblii pacTBop npo3payHas 6ecLBeTHas XMLKOCTb, 1 dnakoH 1 pnakoH
TeTpameTun6eHsnamHa (TMB)  roToB K MCMO/b30BaHNIO. (14 mn) (70mn)
KOHLeHTpaT OTMbLIBOYHOIO 1 dnakoH
ACTBODA npo3spayHas 6ecLBeTHas XXUAKOCTb, 1 dnakoH (150Mn)nm
P P 26-KpaTHbI KOHLEHTpaT (22 mn) 3 chnakoa (50 M)
Cron-peareHT 1 ¢nakoH
npo3spayHas 6ecLBeTHas XXU4KOCTb, 1 dnakoH (70 mn) wm
rOTOB K WUCMO/Ib30BAHMIO. (14 mn)
2 (hnakoHa (35 mn)
Bymara gns 3aknevsaHus
4 A - 2 . 10 wr.
MnnaHLLeTa
VIHCTpYKUMSA MO NPUMEHEHUIO - 1w, 1w
lMacrnopT KOHTPO/IA KauecTsa
P P - 1w, 1w,

(aHaMTMYecKWiA nacnopr)

2.2.  MpwuHumun pabotel Habopa.

OnpegeneHune IgM-aHTuTen npoTus aHTMreHoB SARS-CoV-2 B CbiBOPOTKe (Mjia3mMe) KpOBM
OCHOBAaHO Ha WCMO/b30BaHUN HENPAMOro BapuaHTa TBepLo(a3HOro MMMYHO(EPMEHTHOr0 aHanusa.
Ha BHYTpeHHell MOBEPXHOCTU JIYHOK naHweTa uMMo6unnsosBaHbl aHTUTena K IgM uyenoseka.
AHTHTena 13 obpasLa CBA3bIBAOTCA C aHTUTENIaMN Ha NOBEPXHOCTM NYHKKU. O6pa3oBaBLUMIICA KOMMNIEKC
BbIAABNSOT C MOMOLLbI CMECU KOHbIOraTOB PEKOMOMHAHTHbLIX aHTUreHoB SARS-CoV-2 ¢ nepokcmpaason
XpeHa. B pesynbTate o6pasyetca CBA3aHHbIA C MaCTUKOM KOMMJEKC, cofepkawiuii nepokcupgasy. Bo
BpeMs WHKyb6auum c cybcTpatHbIiM pacTBOpoM TeTpaMeTunb6eH3nanHa (TMB) npowucxogut
OKpalluvBaHWe pPacTBOPOB JIyHKaXx.

VIHTEHCMBHOCTb OKpacku npsamMo nponopuuoHanbHa cogepxaHuto IgM-aHTuTen K aHtureHam SARS-
CoV-2 B uccnegyemom o6pasue CbIBOPOTKM (Mnasmbl) KpoBu. WHAekc no3utuBHOcTM (MM) IgM-
aHTuTen K aHtureHam SARS-CoV-2 B CblBOPOTKe (nsa3Me) KPOBM pPacCuMTbIBAETCA N0 (HOpMmYyse,
npuBeAeHHONW B WHCTPYKUUM NO MPUMEHEHUIO.

3. AHATTNTNYECKWVE N ANATHOCTUYECKNE XAPAKTEPUCTUNKN

3.1.  AHanutn4yeckas cneyuuUHoOCTb.

MepekpecTHas PeakTUBHOCTb OLleHeHa Mo pesyfibTaTaM WCMbITaHUA 06pa3LoB CbLUOPOTKM (MNa3Mbl)
KpPOBW, MNAaLWEeHTOB WMEBLUMX B aHamMHese [pyrue Tunbl KOpoHasupyca, HBV, HCV, HIV-I, HIV-2,
Adenovirus, Human Metapneumovirus (hMPV), Parainfluenza virus 1-4, Influenza A, Influenza B,
Enterovirus 71, Respiratory syncytial virus, Rhinovirus, Chlamydia pneumoniae. Streptococcus pneumonia,
Mycobacterium tuberculosis. Mycoplasma pneumoniae, EBV. Hu ogHa 13 ucnbiTaHHbIX NPO6 He nokasana

HanMume NepeKpECTHOW PeaKTUBHOCTY.
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3.2. BocnponssoanMOCTb.

BHyTpucepuiiHblii KoahhuumeHT  Bapuaumu  onpegeneHus IgM-aHTuTen K aHTUreHam
SARS-CoV-2 B 0gHOM K TOM e o06pa3sue CbIBOPOTKM (nnasmbl) KpPoBWM C ucnonb3oBaHuem Habopa
peareHToB «SARS-CoV-2-IlgM-HOA» He npeBbiwaeTt 8,0%.

MexcepuiiHbIi KOaphuyneHT Bapuauumn onpegeneHnsa IgM-aHTuTen K aHTUreHam
SARS-CoV-2 B OJHOM K TOM e o6pasue CbIBOPOTKM (nnasmbl) KPOBM C Mcnosb3oBaHneM Habopa
peareHToB «SARS-CoV-2-IgM-HOA» He npesbiwwaeT 8,0%

3.3.  CneundunyHoCTb.

Mpu npoBepke Ha MaHenn NpeanpuaTUs, COCTOAWENW M3 HATUBHbIX 06pasLoB, JOCTOBEPHO He
cogepxawnx lgM-antnutena K aHtureHam SARS-CoV-2, gmarHoctuyeckas cneuympuyHoctb Habopa
peareHToB «SARS-CoV-2-IgM-HOA» cocTaBnset 100%.

3.4.  YyBCTBMTENIbHOETb.

Mpy nNpoBepke Ha nNaHenn MpeanpuATUA, COCTOALLEN W3 HATMBHbIX 00pa3LoB, [LOCTOBEPHO
cogepxawumx lgM-aHtutena K aHTureHam SARS-CoV-2, gnarHoctmyeckas 4yBCTBUTeNbHOCTbL Habopa
peareHToB «SARS-CoV-2-IgM-HOA» cocTtaBnsetr 100%.

3.5.  VHTeptepeHuus.

Ha pe3ynbTatbl aHanmM3a He 0Ka3blBa/lo BAMAHUA WCMNOMb30BaHWE aHTMKoarynaHtos OATA,
renapvHa W LMTpata HaTpus, a Takxke MNPUCYTCTBME TremMornobuHa, TPUTULepuaoB, XONIeCTEpPUHa,
ounupybuHa n obuwero 6enka B KOHLUEHTpaLMAX, He MNpPeBbIWAKWMX HOpPMasibHble K/IUHUYECKUe
3HaYeHuns.

3.6 KnnHnyeckas nposepka

Ons noaTBepXKAeHUS [AMarHOCTUYECKMX XapakKTepucTtuk 6bi10  uccnegosaHo 520 o6pasyos
CbIBOPOTKM W nnasMmbl KPoBW. [10 faHHbIM WUCC/efOBaHUA AUMArHOCTUYECKas YyBCTBUTeNbHOCTb 99,3%
(98,5 % - 100 %) c poBepuTenbHON BEPOSATHOCTbIO 95 %, AmarHocTmyeckas cneundunyHocTs 99,1 %
(97,8 % - 100 %) c foBEpUTENBHON BEPOATHOCTLIO 95 %.

4. MEPbl BE3OMACHOCTW MNP NCMNO/Ib3OBAHN HABOPA

4.1. MoTeHUManbHbIA pUCK NpumeHeHns Habopa - knacc 26.

4.2.  CbIBOPOTKM KPOBM YeNOBEKA, WCMOMb3yeMble MPXU MPUTOTOBNEHUW KOHTPOJ/IbHbLIX MpPoo,
WHAaKTMBMPOBaHbI M He cofepXaT aHTuTena K Bupycy renaturta C, aHtutena K BUY 1, 2 n aHTureHa p24
BWUY-1, aHTureH supyca renatnuta B (HBSAQ).

4.3. Habop npegHasHayeH TONbKO AN NPO(PECCUOHANIbHOTO NPUMEHEHNS.

4.4, Bee koMnoHeHTbl Habopa B MCNOJib3yeMblX KOHLEHTpauuax ABNSKTCA HETOKCUYHbBIMU.

45. Tlpun pabote ¢ Habopom Heob6xoAMMO MCNONbL30BaThb WUHAMBUAYaA/IbHblIE CPEACTBA 3aLLMThI
(xanaT, ronoBHOW y60p, pe3nHOBbIe WX NNACTUKOBbIE MepyaTKu, CreluanbHyo 06yBb, 3aLLUTHbIE OYKK
WA WKTOK), TaK Kak o06pasubl CbIBOPOTKM WAM MNa3Mbl KPOBW CleflyeT paccMarpuBatb Kak

NOTEHUMANbHO NH(UUNPOBAHHbI GuomaTepuan.
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4.6. PaboTy cnegyet npoBoAUTbL B cneumanbHO 060pyAOBaHHOM MOMeLLeHUM nabopatopuu,
oTBevarolleit TpeboBaHuam CI1 1.3.2322-08 «besonacHocTb paboTbl ¢ MuKpoopraHusmamu -1V
rpynnsl NaToreHHocTu (0NacHoOCTM) W BO3OYAUTENAMU napasuTapHbiXx 60ne3Hel». Mpu paboTe C
Habopom TpebyeTca cob6nwofatb «WHCTPYKLMO N0 MepaM NPOMPUIAKTUKU  pacnpocTpaHeHus
NHMEKLMOHHbIX 3abonesaHnii npu paboTe B KAUHWKO-AMArHOCTMYECKUX nabopaTopusax neyebHoO-
NPOUNaKTUYECKUX YyUPeXaeHUn», yTBepxaeHHON MuH3gpasom CCCP 17 auBapa 1991 roga; FOCT
P 52905 (MCO 15190:2003) «JlabopaTopumn meanunHCKue. TpeboBaHNS 6e30NaeHOCTM».

4.7. Bce uMCMNonb30BaHHble O0AHOPa30Bble MaTepuanbl chnegyetr nofsepratb  06paboTke
Ae3NHUUMPYIOWMMIN epeaeTBamMmn e noenegytowen ytunusauuneinn (cm. MY-287-113 «MeTognyeckme
yKasaHua no Ae3vH@ekunn, npeseTepuin3alnoHHOW 04YMeTKe U eTepunnsauum nsgennii MeuunHeKoro
Ha3HayYeHns»).

4.8. Bce 0TMbIBOYHbIe paeTBOpbI C/iefyeT eobupaTh B eneynanbHblil KOHTelHep U 06pabaTbiBaTb
0e3NHDULMPYOLWMMN  CpeacTBaMK,  paspelleHHbIMW AN NPUMEHEHUS Ha Tepputopum PO B
YCTaHOB/EHHOM MOPSAKE.

4.9. Bce TBepAble 0TX0A4bl cnegyeTt cobupatb B cheumnanbHblil KOHTeHep, o6e33apaxuBaTb U
yTUU3MpOBaTb B COOTBETCTBMM €  TpeboBaHusmm  CaHluH  2.1.7.2790-10 «CaHuTapHO-
3ANMAEMMONOrnyeckne TpeboBaHNs K 06paLLeHnto ¢ MegULUHEKMMMN OTX04aMU».

4.10. JlabopaTopHyl nocyay MHOropasoBOro WCMOMb30BaHUA W pacxofHble MaTepuansl,
KOHTaKTUpYylOLWe € ueenefyembiMv W KOHTPO/bHbIMKM 06pasuamu, cnegyeT o6e33apaxuBaTb C
MCNOMb30BaHMEM  [e3UHMULUPYIOWMNX CpefeTB, He COAepXalux aKTUBHbIA KWenopog u Xnop,
OKa3blBaKLWMX HEraTMBHOE BO3AeiCTBME Ha KauecTBo VDA,

4.11. WNHcTpyMeHTbl, o6bopyfoBaHuWe, a Takxe paboyme MNOBEPXHOCTU CTO/IOB HE06X04MMO
npotupats 70% pacTBOpOM 3TWU/IOBOIO CNMpPTA.

4.12. Tlpn WNCNOMb30BAHMW COrNAaCHO WHCTPYKUMW NO TMPUMEHEHUIO u3genne ABnseTcd
6e30nacHbIM (He HeeeT (YU3NUYECKUX, IKOTOTNYECKUX U UHbIX PUCKOB).

4.13. Habop peareHToB «SARS-CoV-2-1gG-I®A» He COLEPXUT NeKapCTBEHHbIX CPeAcTB ANA
MeANLUHCKOTO NPUMEHEHNS.

4.14. TlokasaHua K MNPUMEHEHUID MELULUMHCKOro W3Lennsa: NpPUMEHATb B COOTBETETBUM C
HazHa4YeHueMm.

4.15. T1poTMBOMNOKAa3aHMA K MPUMEHEHNIO MeAULUHCKOro n3genmsa: NMpoTMBONOKasaHUii B pamKax
YEeTaHOB/IEHHOI0 Ha3HayYeHns He MMeeT. He NPUMEHATbL He M0 Ha3HaYeHUIo.

5. ObOPYAOBAHWE, MATEPNANB1 N PEATEHTBL,
HEOBEXOAMMBLE MNPV PABOTE C HABOPOM

- (boTOMETp BEPTUKANbHOIO CKaHMPOBaHMWA, MO3BONAKLWMIA M3MEPATb ONTUYECKYH MAOTHOCTb

COLEepP>XXMMOro NYHOK MmnaHwera npu anmHe BosiHbl 450 HM;

- TepmocTaT, nogaepxuBatowuin Temnepatypy (+37+3)°C;
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- [03aTopbl CO CMEHHbIMW HaKOHeYHMKamu, Mo3BofiAOWMe OTOMPaTh 06beMbl B AManasoHe
10-250 mKn;

- UWAMHAP MepHbIA BMecTMMOCTblo 1000 mn;

- Bofja 6MAMCTUNNIMPOBAHHAA (MW [LEeNOHU30BaHHadA);

- NepyaTk¥ pe3nHOBblE WIN NNACTUKOBBIE;

- bymara (unbTpoBanbHas.

6. AHANN3NPYEMBIE OBPA3LbI

B kauyecTse aHanm3npyemoro obpasua ncrnonb3yerca CbIBOPOTKa (naa3ma) KpoBMu.

6.1. Tlpouenypa nonyyvyeHUs aHanM3MpPyeMmoro marepuana.

6.2. Co60p 06pa3L0B KPOBM Ye/ioBeKa cnefyeT NPoBOANTL B COOTBETCTBUM C TEKYLLEA NPaAKTUKON
MeTOZOM BeHenyHKLUUK, cobntogas cTtaHfapTHble 1abopaTtopHble NpoLeaypbl.

6.3. [MoaroToBka aHann3Mpyembix 06pasLLoB.

Bbibop npobupoK AN NOMYYEHWUA CbIBOPOTKU WAW MNnas3mbl, MOLTOTOBKY, LEHTPU(YrupoBaHue,
XpaHeHne 1 TpaHenopTMpoBKY o6pasua MpoM3BOAMTL  eOrflaCHO  npasBuiaM  NpoBefeHus
npeaHaMTUYEEKOro 3Tana, YTBepXAeHHbIM Ansa nabopatopuu. PekoMeHLyemoe COOTHOLLEeHUe
aHTUKoarynsHta W 6uomartepmana, a TakXKe Cnocobbl MOArOTOBKM  obpasya U pexvmbl
LeHTpUdyrnposaHns  OMMcaHbl B  WHCTPYKUMW MO  TMPUMEHEHUIO  NPOOMPOK, UCMOJb3YyeMbIX
naboparopuen.

6.3.1. TloarotoBka aHanM3MpyemMblx 06pa3L,0B CbIBOPOTOK KPOBM NaLMeHTOB.

KpoBb o0TO6GpaTb BEHEMyHKUWeid, [aTb MOJHOCTbIO  CBEPHYTbCH, OTAENUTb  CbIBOPOTKY
LeHTPU(YrnpoBaHMeM Npu KOMHATHOW TemrnepaType.

6.3.2. TMoAroToBka aHanM3nmpyembix 06pa3LoB Mnaasmsbl.

C6op KpoBWM crefyeT MNpPoOM3BOAWUTbL B MPOOUPKKM eofepxalime aHTUKOArynsHTbl, COrMacHo
YTBEPXEHHOW npoueaype cbopa nnasmbl. B KauecTBe aHTUKOArynsHToOB nUcnonb3osatb SATA, renapuH
W UMTpaT HaTpms.

6.4. Ecnu aHanu3 npoBOAMTCA He B [eHb B3ATWA, 00pa3ubl CbIBOPOTKW, MNa3Mbl KPOBM,
cnefyer XxpaHuTb npu TemnepaType 2-8°C He 6onee 3 CyTOK. Jlonyckaetca OfLHOKpaTHOe
3amopaxueaHue 06pasL0B CbIBOPOTKY 1 nnasmbl (QATA, unTpart HaTpua) npu Temnepatype MuHyc 20°C
He 6onee 1 mecAua. NMoOBTOpHOE 3aMOpaXKMBaHWe-OTTaMBaHWe 06pa3L0B CbIBOPOTKU U nnasmbl (3ATA,
UMTpaT HaTpus) KPOBM He [JonyckaeTcda. 3amopaxumBaHue 006pa3LoB MnasvMbl € TenapuHoM He
[OonycKaeTcs.

O6pasybl C remMonn3om, runepanunuaemMuein Man 6akTepuanbHbIM MPOPOCTOM WCCNEA0BAHUIO He
noj/iexkar, a Takxke mnccrnefyemMble 06pasiibl, CoAepKalyve asng HaTpusa B KAUeCTBE KOHCEPBaHTa.

6.5. llepep npoBefeHUEM aHanmsa uccrefyemble 06pasubl CbIBOPOTKN (Nn1asmbl) KPOBU, crefyeT

BblAepXKaTb NPU KOMHaTHOW TemnepaTtype +18-25 °C He meHee 30 MUH.
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A 7. NOATOTOBKA PEATEHTOB ANA AHANN3A.

7.1. Mepea npoBefeHMEM aHanM3a KOMMOHEHTbl Habopa u uccnegyemble 06pasibl CbiIBOPOTKM
(nnasmbl) KPOBM CrefyeT BblgepXKaTb NpU KOMHATHOW Temnepatype +18-25°C He meHee 30 MUH.

7.2. MofroTtoBka nnaHLleTa.

BCKpbITb NakKeT ¢ NNaHWeETOM U YCTAHOBUTbL Ha pamMKy HeobXoAnMOe KOMIMYeCcTBO CTPUMOB.

OcTaBlUMECA HEeWCNONb30BaHHbIMWU CTPWUMbl TLWATENbHO 3akKnenTb 6Oymaroi And 3aknenmBaHus
nnaHwera, 4Tobbl NPeLOTBPATUTL BO3AENCTBUE HA HUX BMaru.

7.3.  TlpuroTtosBneHne 0TMbIBOYHOIO PacTBopa.

Copepxumoe (hnakoHa C KOHLEHTPATOM OTMbIBOYHOrO pacteopa (22 Mn), nepeHecTW B MepHbIR
uMnnHAp BmectumocTbto 1000 mn, po6aBuTb 550 MA AMCTUANWPOBAHHOW BOAbI W TWATeNbHO
nepemewatb. B cnyyae gpo6HOro ncnosib3oeaHua Habopa cregyeT oTo6paTh HEOOX0AMMOE KOUYECTBO
KOHLEHTpaTa OTMbIBOYHOrO pacTtBopa W pa3BecTM AUCTUANUPOBAHHOW Bogoin B 26 pa3 (1 mn
KOHLIeHTpaTa OTMbIBOYHOrO pacteopa +25 M AUCTUNNMPOBAHHOW (4EeMOHU30BaHHOW) BOAbI).

8. MPOBEAEHWVE AHATN3A

8.1. NMomecTnTe B pamKy HeobX0aMmMoe KOMMYECTBO CTPUMNOB — WUCCAefyemMble 06pasubl 1 4
NYHKWU [NS KOHTPO/bHbIX CbIBOPOTOK.

8.2. Pa3baBbTe 06pa3ybl CbIBOPOTKY (Nnasmbl) Kposu B 101 pas, ucnonbsys NP A-bydep.

Mpumep: 10 mkn obpasuya + 1 mn NP A-bydepa.

BHnMaHMe! KoHTponbHble CbIBOPOTKM He pa3baBnsiTh.

8.3. BHecuTe B COOTBETCTBYIOLWME NYHKM No 100 MK KOHTponeid - OTpuuatenbHbliA KOHTPONb - 1
nyHkKa. TMonoxutenbHbll KOHTPOAb Nel -2 nyHKW. T10N0XUTENbHbIA KOHTpPONAb Ne2 - 1 nyHka). B
ocTasibHble NYHKW BHecuTe no 100 mkn pas3baBiieHHbIX MccnefyemMbiX 06pasLoB CbIBOPOTKM (Masmbl)
KpoBu. BHeceHne KOHTposiel 1 uccnesyembix 06pasy08 He06X04MMO NMPOU3BECTU B TeYeHUe He Gosee,
yeM 10 MUHYT.

8.4. AKKypaTHO nepemMeLuarirte cofepXXnumMoe nnaHLwweTa KPYroBbIMn OBVDKEHUAMM MO
rOpM30HTAIbHON MOBEPXHOCTMW, 3aK/eilTe nnaHweT 6ymaroi ANA 3aknemBaHWA NaHLwweTa.

NHKybupyiiTe nnaHweT B TedyeHue 30 MUHYT npu Temnepatype +37°C.

8.5. Tlo OKOHYaHUM WHKyb6auuu ypanuTe COLEPXMMOe NYHOK acnupayuein (Hanpumep, cC
MOMOLLbIO BOAOCTPYMNHOrO0 Hacoca) WM [eKaHTUPOBaHWEM W OTMONTe NyHKkM 3 pasa. [pu Kaxzol
OTMbIBKe f[06aBbTe BO BCE NYHKM no 250 MK/ OTMbIBOYHOrO pacTBOpa, BCTPAXHWUTE MNaHLIeT
KPYroBbIMW [BVKEHUAMU MO TOPU3OHTA/IbHON MOBEPXHOCTU W YyAanuTe XWUAKOCTb acnupauunein wnu
JeKaHTMpoBaHMeM. 3afiepXka npu OTMbIBKe (3aMaumBaHuMe NYHOK) He Tpebyetca. MNpyu  Kaxzgom
[JEeKaHTUPOBaHUM Heob6X0AMMO TLLAaTe/lbHO YAaNnATb OCTATKW XWUAKOCTU W3 JIYHOK.

8.6. BHecuTe BO BCe NyHKM No 100 MK KOHblOraTa.

8.7. 3akneliTe nnaHweT 6ymaroi Ans 3aknemMBaHusA nnaHweTta U UHKYy6upyinTe B TedeHue 30
MUHYT Npu Temnepatype +37°C. M0 OKOHYaHWWM WHKYybauuwn ypanute COAEPXMMOE NYHOK W OTMONTe

NIYHKKM 5 pas.
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8.8. BHecuTe BO BCe iyHKM no 100 MKn cy6CcTpaTHOro pacteopa TetpameTun6eHsngmHa (TMB).
'BHeceHne cybcTpaTHOro pacteopa TeTpametunbeHsmgmHa (TMB) B NyHKM He06X0AMMO NpouM3BecTU B
TeyeHne 2-3 MUHYT. WHKYOupyinTe nnaHweT B TEMHOTE NpW KOMHaTHOW Temnepatype +18-25°C B
TeyeHue 10-20 MUHYT B 3aBUCUMOCTU OT CTEMNeHU pa3BUTUA CUHEr0 OKpaLlMBaHUA.

8.9. BHecuTe BO BCe /IyHKM C TON K& CKOPOCTbKD M B TOW >X&€ MOCNeA0BaTENbHOCTM, KaK W
cybCcTpaTHblii  pacTBOp TeTpameTtuno6eHsmanHa (TMB), no 100 wMKn cTon-peareHTa, nMpW 3TOM
COAEepPXMMOe NYHOK OKpalluBaeTCH B APKO-XeNTbln LBET.

8.10. N3mepbTe BeANUYUHY ONTUYecKOW nnoTtHocTM (Of) coAep>XMMOro NyHOK MNnaHLWeTa Ha
(hoTOMeTpe BEPTUKANIbHOIO CKaHMPOBaHWA Mpu AnnHe BOMHbI 450 HM. N3mepeHne OI1 cogepXxumoro
NYHOK MnaHweTa Heo6Xo4MMO MpOM3BeCTM B TeyeHUe 15 MUHYT NOC/e BHECEHMWS CTOM-peareHTa.
BnaHk QoTomeTpa BbiCTaBnANTe MO BO3LYXY.

9. YYET PE3YNBTATOB. KOHTPO/Ib KAYECTBA.
9.1. PaccuuTaiite cpegHtoto Ol NONOXKMUTENLHOT0 KOHTPONA Nel;

on (K1)Cp = {ON1(K1) + ON2(K1)}/2

Pe3ynbTaTbl aHann3a C4MTaTb JOCTOBEPHbLIMU, ECIIN:
- O oTpuuatensHOro KOHTPoAns He Bbiwe 0,15 onTnuecknx eguHu, (OE);
- cpepHaa Ol nonoxutenbHoro KoHTponsa Nel He Huxe 0,35 onTuyecknx eguHuy (OE);
- Ol nonoxntenbHoro KoHTpons Ne2 + He HMXe 1,0 onTuyecknx eanHuy, (OE).
9.2. PaccunTaiiTe YpOBeHb TrpaHWYHOro 3HayeHus (Cut-off). [ns 3Toro yMHOXbTe CpefHee

3HauveHue Ol MONOXUTENLHOrO KOHTPONA Nel Ha KoappuumneHT A.

MpaHMyHOe 3HayeHne (Cut-off) = A * Ol (K1)Cp
3HayeHune KoahuumeHTa A yKasaHO B MacnopTe KOHTPO/SA KavyecTBa (aHaNIMTUYECKUIA NacnopT).
9.3. PaccunTainte nHgekc nosutusHoctn (UM, %). Ans kaxgoro nccnegyemoro obpasua, 41a atoro

OM o6pasya pasgennTte Ha 3HadyeHne Cut-off:

NN = OMo6pa3sua/Cut-off
10. WHTEPNPETALWNSA PE3Y/IBTATOB

Mpu UM > 1,0 —o6pasew, NON0XKUTENbHbINA.

Mpu UM < 0,9 - o6pasew, oTpMLATE/NbHBbIN.

Mpu 3HavyeHnn NI, nexxawem B npomexyTke oT 0,9 go 1,0 - pe3ynbTaT B NOrpaHUYHOM 30He (+/-).

Takue CbIBOPOTKM PEKOMEHAYETCS uMccnefoBaTb MOBTOPHO. EcCAM NOBTOPHbLIA MNOMYYEHHBbIT
pe3ynbTaT 6yaeT HeonpeAeneHHbIM, TO CnefyeT MPOBECTW TECTUPOBAHWE CbIBOPOTKMW, MONYYEHHO
yepes 1-2 pgHA. B cnyyae nonyyeHWs HeomnpedeneHHbIX pe3ynbTaToB Takume 06pasubl cuMTaTh
oTpULaTeNbHbIMU.

Mcnonb3oBaHne MHAEKCA MO3MTUBHOCTW MO3BOMAET MPOBOAWUTL CPABHUTENbHbIA aHann3 ypoBHA

cneunpuUecKknx aHTUTeNn B MapHbIX CbiBOpOoTKax kKposu. WM B npegenax 1,1-7,0 nmponopuunoHaneH
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aflepXaHunio crneumnpuyeckmx aHtTmuTen knacca IgM. 3To No3BONAET NPOBOAUTL UCCNEf0BaHNE NaPHbIX
/CbIBOPOTOK, MOMTyYEHHbIX OT NaLMEHTOB C MHTEpPBasioM B 1-2 AHA.

Ecnn MM ob6pasua coctaBnseT Bbie 7,0 418 KOPPEKTHOW OUEHKM OTHOCUTENbHO COAepXXaHus
cneynpuyecknx aHTUTeN, PeKOMeHAYeTCs MPOBECTW MOBTOPHbLIA aHanvM3 obpasua, npeaBapuTesibHO
passefeHHoro N®A-bygepom B 10 pas. MNMpu onpefeneHnn NHAEKCA NO3UTUBHOCTU CNeAYyeT YMHOXUTb
nony4yeHHoe 3HayeHue LI Ha 10.

Takol cnocob nHTepnpeTaunn pe3ynbTaToB aHann3a no3BosseT onpesensiTb JUHAMUKY U3MEHEHUS
KonmyecTBa cneynguyeckux lgM-antnten Kk SARS-CoV-2, a TakXe CpaBHMBaThb pas3nyHble 0b6pasubl No
cofepxaHuto IgM-aHtnten kK SARS-CoV-2.

11. OrPAHMYEHME METOOA

11.1. Hab6op peareHTOoB «SARS-C0oV-2-IgM-HOA» npegHasHayeH 414 AUarHOCTUYECKUX Lenen,
0fHaKO OKOHYaTeNbHbIA AMarHo3 He LO/MKEH OCHOBbLIBATLCA TO/IbKO Ha pe3y/ibTaTax fAaHHOro TecTa.

11.2. [AwnarHo3s go/HkeH 6biTb NOCTaB/eH Bpa4oOM NOC/e NOHOTO KANHUYECKOro 1 nabopatopHOro

06cnefoBaHMA MaLKUeHTa.

12. YCNnoBWA TPAHCIMNOPTUPOBKW, XPAHEHNA U SKCIMNNTYATALWN HABOPA.

NHpopmaumns, 06 0C06eHHOCTAX TPaHCNOPTUPOBAHUA [O/KHA YUYUTbIBATLCA BCEMU JNMLAMMU,
Yy4acTBYHOLWMMU B XPAHEHWUN, MEPEBO3KE N YTUNN3AUNN (YHUUTOXEHNN) 3TOTO U3LENuS.

12.1. TpaHcnopTupoBaHue.

12.1.1. TpaHcnopTuMpoBaHue Habopa  peareHTOB «SARS-CoV-2-IlgM-HOA»  fonxHo
NMPON3BOANTLCA BCEMU BMAAMW KPbITOrO TPAHCMOPTa B COOTBETCTBUM C TPebGOBaHMAMM W NpaBuiamMu,
YCTaHOBNEHHbIMW  Ha fJaHHOM BWAe TpaHcnopTa, npu Temnepartype +2-8°C. [lonyckaetcs
TpaHcnopTuposaHue Habopa npu Temnepatype fo +25°C He 6onee 15 cyTok. He ponyckaercs
3aMopaxkvBaHue Lenoro Habopa.

12.1.2. TpaHcnopTupoBaHue M3AeNuii Npu Temnepatypax, Tpebywwmx cobnogeHns "Xonoaosoi
uenun”, obecneynBalolleil COXPAHHOCTb TEMMEPATYPHOro pexuma, [O/DKHO OCYLeCTBNATLCA B
TEPMOKOHTeliHepax  OAHOPA30BOro  MNO/Ib30BaHUS,  COAepXalMX  X/aj03/IeMeHTbl, UK B
TEPMOKOHTEHEPaX MHOrOKPaTHOro nNpMMeHeHUs C aBTOMaTW4YecKn MOAAepXMBAeMOi TeMrepaTypol
UNn B aBTOpedpuKepaTopax ¢ UCNOMb30BAHWEM TEPMOUHANKATOPOB.

12.1.3. W3penus, TpaHCNOPTUPOBaHHbIE C HapyLIEHWEM TEMMNEPATYPHOro pexunma, NpuMeHeHur
He rnognexart.

12.2.  XpaHeHue.

XpaHeHne n3genuii n/mnn KOMMNOHEHTOB Npu Temmnepatype +2-8 °C AO/HKHO OCYLECTBAATLCA B
XONOAMUMbHBIX ~ KaMepax WAM B XONOAWNbHMKAX, ob6ecneymBarolUX  pernaMmeHTUPOBAHHbIN
TemnepaTypHbIN pexum c exeaHeBHON perucrpauueid TemnepaTypbl. XpaHeHUe CBETOYYBCTBUTE/IbHbIX

VI3,EI|eI'II/II7I n/Man KOMMNOHEHTOB [O/KHO OCYLWECTBNATLCA B TEMHOM MECTE.
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12.2.1. Habop peareHToB «SARS-CoV-2-IgM-HOA» ponmkeH XpaHUTbCA B  YMNaKOBKe
NpeanpuAaTUA M3roTOBUTENA Mpu Temnepatype +2-8°C B Te4eHUe BCero Cpoka rofHocTu, yKasaHHOro Ha
ynakoBke Hab6opa. Jonyckaetca xpaHeHne Habopa npu Temnepatype go +25°C He 6onee 15 cyTok. He
[0MycKaeTca 3amopaxusaHue Lenoro Habopa.

12.2.2. B cnyvae Ap0o6HOro MCcrnonb3oBaHWAa Habopa KOMMOHEHTHI ClefyeT XpaHUTb Clefyrowmnm
obpasom:

- OCTaBLUMECA Heucnosib30BaHHbIMW  CTPWMbI, YTO6bI MPEfOTBPATUTL  BO3AENCTBUE HA HUX
Bfarun, TuwaTe/lbHO 3aKneuTb 6ymMaroil Ans 3akneMBaHUs NNaHWweTa U XpaHUTb NpU Temnepatype +2-
8°C B TeueHWe BCero cpoka rogHoctu Habopa.

- KoHblorat, NPA-byep, cybecTpaTHbili pacTBop TeTpametunbeHsnguHa (TMB), cTon-peareHT
nocne BCKPbITUA PNakoHOB C/efyeT XpaHUTb Npu TemnepaTtype +2-8°C B TeHeHMe BCEro cpoka rogHocTu
Hab6opa;

- MNOJIOXUTENIbHblE KOHTPOAU W OTpULATE/IbHbIA KOHTPO/Ib NMOC/e BCKPbITUSA (DIAKOHOB crefyeT
XpaHuTb Npu Temnepatype +2-8°C B TeyeHMe BCEro cpoka rogHocty Habopa.

- OCTaBLUMIACA HEWCNO/b30BaHHbIM KOHLleHTpaT OTMbIBOYHOrO pacTBopa cfiefyeT XpaHuUTb Mpu
Temnepatype +2-8°C B TeueHMe BCEro cpoka rogHoctn Habopa.

- NPUrOTOBNEHHbIA OTMbIBOYHbIA PacTBOP XpaHWUTb Npu Temnepatype +2-8°C He 6o0nee 45 CyTOK,
[OMYCKaeTCA XpaHeHUe nNpu KOMHaTHOW Temnepatype +18-25°C He 60nee 15 cyToK.

MpumeyaHue. [locne WCNONb30BaHUSA peareHTa HEMEA/IEHHO 3aKpbiBaiTe KPbIWKY (nakoHa.
3akpblBailTe  KaxAbll  (hnakoH  CBOE  KpblWKOW  W3penusd, XpaHuMBLIMECS C  HapyLeHuem
PernaMmeHTUPOBaHHOIO peXxnmMa, NPUMEHEeHNIO He NMOAJeXarT.

12.2.3. N3gennd, XpaHuBLLUMECA C HapyLleHWeM persaMeHTUPOBAHHOIO pexuma, NPUMEHEHUID He
nogasiexar.

12.2.4. Cpok rogHocTn Habopa peareHToB «SARS-CoV-2-IgM-HOA» - 24 meesua.

12.3. 9Okcnnyartayus.

Bce BapvaHTbl KOMMNeKTaUnini Habopa npefHa3HayeHbl 415 PyYHOW NMOCTaHOBKM W A1 NMOCTaHOBKU
Ha aBTOMaTM4YecKuMx aHanms3aTopax A9 VMMYHO(EPMEHTHOro aHanmsa OTKPbLITOro Tuna c
BO3MOXHOCTbIO, KaK APO6GHOro Mcnonb3oBaHUsA nnaHweTa (Habopa), Tak M AN NOCTAHOBKU LENoro
nnaHweta (Habopa). O6Wee KONMYEeCTBO MOBTOPOB OMpefensercs Keanugukayuein nepeoHana w
pekomeHgaunamun GLP.

PekomeHZyeTcs MOCTaHOBKA uccnefyeMbix 06pasyoB B Ay6numkatax. Paspelsaetcs nposefeHue
aHanusa B MoHonaukartax. MpousBofguTens rapaHTUpPyeT OXpPaHEHMe BCEX TEXHUYECKUX XapaKTepuUCTUK
Ha6opa 1 J0CTOBEPHOCTb pe3y/bTaTos.

rMoTeHumManbHbIi noTpeéuTens - Bpaum KNMHUKO-ANArHOCTUYECKUX nabopaTopui.
MpoeccnoHanbHas KBanngukaLMoHHas rpynna "Bpaum n nposm3opbl” Bcex ypoBHen (Mpuka3 Ne526 ot
06.08.2007 r. «O6 yTBepXAeHUN NPOMECCUOHANIbHLIX  KBaM(PUKALUOHHBIX Tpynn  [O/HKHOCTeNR

MeAULMHCKMX 1 hapMaLleBTUUYECKUX PAaBOTHNKOBY).
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MeanLUHCKNIA nepcoHan K/IMHUKO-ANArHOCTUYECKUX nabopartopwuii [0JKEH NMeTb
[LOKYMEHTUPOBAHHOE MOATBEPXKAEHUE MPOBEAEHHOr0 06YYeHWs, CBA3AHHOIO C NOTEHLMaNbHbIM PUCKOM,
coyeTatowmmes ¢ paboToi ¢ N06bIM MeAULUHCKUM (KNMHUYECKUM) NabopaTopHbIM YCTPONCTBOM.

12.3.1. Tlpu ncnonb3oBaHMK Habopa HEOOGXOAMMO MPUAEPXKMBATLCS CAeAYHOLIMX NPaBU..

- He ucnonb3oBatb Habop nocne 0KOHYaHMSA CPOKa rOgHOCTH;

- He ucnosnb3oBatb Habop peareHTOB, €CNN YNakoBKa NOBPEXAEHA;

- He cMewwuBaTb KOMMOHEHTbl HAabopOB pa3HbiX CEpPU, KPOMe YHUPULMPOBAHHbLIX
HecneummuyeckMx peareHToB (KOHLEHTpaT OTMbIBOYHOrO pacTBoOpa, CTOM-peareHT, Ccy6CTpaTHbIN
pacTteBop TeTpameTun6eHsnanHa (TMB));

- TulaTenbHO MepemelnMBaTb peareHTbl Npu NOArOTOBKE M NPOBEAEHUN aHaNn3a;

- NCNONb30BaTb ANA MPUrOTOB/IEHUS pPeareHTOB XUMMUYECKM 4YuCTYk nocygy, o6paboTaHHYHO
OVNCTUNNNPOBAHHON BOAON;

- MCMONb30BaTb TO/ILKO 060pyAOBaHuMe, NpowejLlee MeTPOAOrMYeCKy 0 NOBepKyY;

- WCK/IIYUTb NpsAMOEe BO3AENCTBUE COJIHEYHbIX Jlydyeil Ha MiaHWeT BO BPeMs NpoBeAeHUA
nccnenoBaHus;

- He [onyckaTb MNPUCYTCTBMSA MapoB Mepekucu BOJOpOAA W Xopa B MOMEWEHUU npu
npoBefeHU UMMYHO(DEPMEHTHOIO aHann3a;

- Nocne WUCNOJib30BaHUSA peareHTa HeMef[J/IeHHO 3aKpbiBaliTe KPbIWKY (nakoHa. 3akpbiBanTe
KaXK/bli )1aKOH CBOEN KPbILLKOIA.

12.3.2. He pgonyckaeTca UCMONb30BaHMe NONOXKUTENbHbIX KOHTPO/ER, ecnn pacTBop BO (h1akoHe
MYTHbI, Hab104aeTcsa 0CafloK UM HENPUATHBIN 3anax.

12.3.3. Bce KomnoHeHTbl Habopa peareHtoB «SARS-CoV-2-IgM-HOA» npu cobntogeHun
Tpe60oBaHUIi AaHHOW VNHCTPYKLMKU CTabUNbHbI B TEUEHME BCEro Cpoka rogHoctu. CpoK rogHocTu Habopa
yKa3aH Ha BHeLIHen CTOPOHE YNaKoBKMU.

12.3.4. HenpaBunbHoe obpalleHne ¢ obpasyamMu 1M M3MeHeHUe Mpoueaypbl NPoBeLeHUsA aHanusa
MOTYT MOBAUATbL Ha pe3ynbTaTbl. [n8 MNONYyYeHUS HaAeXHbIX pe3ynbTaToB He06X04MMO CTPOroe
cobntofeHre VIHCTPYKLUMUK MO NPUMEHEHMIO.

12.3.5. He ncnonb3oBaTb KOMMNOHEHTbI U3 Apyrux Habopos.

12.3.6. PaspewlaeTca npoBefeHWe aHanuM3a B MOHonAukarax. [lpy 3TOM nNpoOM3BOAMTENb
rapaHTMpyeT COXpaHeHMe BCeX TEXHMYECKUX xapakTepucTtuk Habopa peareHToB «SARS-CoV-2-1gM-
N®A» n 1OCTOBEPHOCTbL pPe3y/bTaTos.

12.3.7. WN3pgenua n/unn KomnoHeHTbl Habopa peareHToB «SARS-CoV-2-IgM-HOA» peMOHTY U
TEXHNYECKOMY 00CY)XXMBAHUIO He Nognexar.

12.4.  YTunnusauus.

12.4.1. W3penna, npuweplivne B HENPUrogHOCTb, B TOM YWUCNe B CBA3M C UCTEYEHWEM CPO

rogHoCTn, nognexat yTuamnsauynn.
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12.4.2. MeanumMHCKue 0TX0Abl Knacca b. YTunumsauuio nam yHUUTOXeHUWe HAaboOpOB peareHToB
cnepyet nposoguth B cootBetcTBuM C CaHlMuH 2.1.7.2790-10 «CaHuTapHO-3nnaemMmnosiornyeckume
TpeboBaHMA K 06paleHN0 ¢ MeAULMHCKUMKU oTXohamu» n MY-287-113 «MeTogn4veckne ykasaHusa o
Je3VH(eKUUN, NpeacTepunmn3alMoOHHON O4YNCTKE U CTepUn3aLmum n3Lennii MegUUNUHCKOro HazHauYeHUs».

12.43. YTunusauma npoBOAUTCA CNeuManu3sMpoBaHHbIMM OpraHusaumMamMun, KOTopble WMEKT

NNLEH3NIO Ha MPaBO YTUNM3ALNN MeLULMNHCKNX OTXOA0B.

MpegnpuATUe-U3roToBUTENIb FapaHTUpyeT cTabuibHOCTb KOMNOHEHTOB M Habopa «SARS-CoV-2-
IgM-NPA», a Takke cooTBeTcTBue Habopa «SARS-CoV-2-IgM-HOA» TpeboBaHMAM TexHUYeCKUX

YCNOBWIA MpU COBGMOAEHMMN YCIOBUIA TPAHCNOPTUPOBAHUS, XPAHEHUS U MPUMEHEHUS.
Mo Bonpocam, KacarowmMmcs KayecTsa Habopa peareHToB «SARS-CoV-2-lgM-HOA», cneayeT

o6pawaTbea B OO0 «XEMA» no agpecy: 105264, Mocksa, yn. 9-as MNapkosas, A 48., Ten/dakc (495)
510-57-07, (495) 510-77-07.
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Cxema npoBepneHua aHanunsa /Test procedure

PasBepgeHve BHeceHune KOHTPOJIbHbIX
nccnenyembix o6pa3u,03 1:101 CbIBOPOTOK 1 UCcrsiegyemMmblixX 06pa3LI,OB

1000ivL

10aL

OTmbIBKa 5 pa3s /
wash 5 times
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CuwmBon 3Ha4YeHne cMMBO/a
MponssoanTens

[Jata npoussoacTsa

[1r| Howmep no katanory
1ot Homep cepum

CoAepXMMOro AoCTaToO4HO A8 MPOBeAeHUs
M KONMYecTBa UCCNeN0BaHUIi

Mcnonb3oBatb Ao (rog-mecsd)
OrpaHunyeHne TemnepaTypbl

TONbKO ANS UM BUT PO ANATHOCTUKM

1 1
A OcTopoxkHo! O6paTmTeCh K UHCTPYKLMUN MO

NMPUMEHEHWIO
O6paTnTeCh K MHCTPYKL MW NO NPUMEHEHWNIO

Bepeub OT Bnaru

He nonyckaTb BO3Je/CTBMS COTHEYHOTO CBeTa

»S
B cocTaB BXOAAT «pasgpaxaroline» BeLlecTBa.
He asngawTca eaknmu.

SORB MTP MnaHwert

CONTROL - OTpuuaTenbHblli KOHTPOb

CONTROL Nel MONOXUTENbHbIA KOHTPONbL Nel

CONTROL No2 MONOXUTENbHbIA KOHTPONb No2

CONJ HRP KoHblorar

OIL NDA-Bydep

SUBS TMB Cy6CcTpaTHbIii pacTBOp TeTpameTunbeHsnanHa (TMB)

BUF WASH n->c KOHLEeHTpaT 0TMbIBOYHOIO pacTBopa

sTOP Cton-peareHT

3amecTuTeNb reHepanbHOro AupekTopa
no texHonornn OO0 «XEMA» KocTtpukuHa E.C.
«16 » uoHa 2020 .
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AHyMepoBaHO, MPOWNTO WU

o NHASANNHO nedatbo Ha N

nncTax
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