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MHCTPYKIOHUA
110 IPUMEHEHHUI0
Ha6op pearenToB «TecT-cucTeMa HMMyHOXpoMaTorpaguueckas 1151 KauecTBeHHOI o BbIsiBeHus anTutena IgG/IgM k koponaBupycy
SARS-CoV-2 B o0pa3uax cbIBOPOTKH, MJIa3Mbl HJIM LeTbHOI KPOBH YeJI0BEKa»
«AMBHUAH-SARS-CoV-2 1gG / IgM UXA»

HA3BHAYEHUE

Hab6op pearenroB «Tecr-cucremMa IMMyHOXpoMaTorpaduieckasi Juisi KaueCTBeHHOro BeisiBiieHus antuten IgG / IgM  k kopoHaBupyCy
SARS-CoV-2 B 00pa3iax ChIBOPOTKH, IUIa3Mbl WA NETBHOW KpoBHU uelioBeka» «SARS-CoV-2 IgG / IgM» npenHa3HaveH Ui OJHO3TAITHOTO
OpIcTporo kauecTBeHHOro BoisiBIeHUs IgM w/mmm 1gG k xoponaBupycy SARS-CoV-2 B o0pa3max CBIBOPOTKH, IIa3MBbI WIH IEIEHOW KPOBH Ue-
JIOBEKA Y JIUI C KIMHUYECKOH CHMIITOMATHKOH pecHupaTopHOro 3adoneBanus ¢ momgo3peHreM Ha uHpekmmo COVID-19, a tawke y mum, He
HMMEIOIMNX TPU3HAKOB IPOCTYIHBIX 3a001€BaHUI W HE SBISIOIIMXCS KOHTAaKTHBIME ¢ OonbHBIMH COVID-2019 meromoM MMMyHOXpoMartorpa-
¢uueckoro ananmmsa (UXA).

DYHKIMOHAIbHOE HA3HAYEHHE!

HaGop ncronb3yercs, Kak BCIOMOTaTEIbHOE CPEJCTBO B JIMATHOCTHKE. Pe3ynbTaThl TECTHPOBAHMS HA aHTHTENA He AOJKHBI MCIIOIb-
30BaThCS B KQUECTBE €IMHCTBEHHOT'O OCHOBAHUS JUIS TIOATBEPIKICHIS WM HCcKiTtoueHns nHumposanus SARS-CoV-2 nmm s napopMupoBa-
HUS O cTaTyce HHpeKIwmn.

J1n1s1 ofHOKpaTHOTO IpHUMEHEHHs Habopa Mo Ha3HaYeHHIO.

JUi1st KITMHIYECKO 1ab0paToOpHON TUarHOCTUKH N Vitro.

IoTeHunanbLHBbIE MOTPEOUTEIH H3AEJTHA

JlaGopaTopHbIe moapa3aeneHus Je4eOHO-TIPOPIITAKTHYECKUX YIPEKICHHH.

IIpodeccnonanbHblii yPOBEHb NOTEHIMAIBHBIX I0/1b30BaTe e

HaGop mpenna3zHaveH I WCIOIB30BAHUS IIEPCOHATIOM KIMHUKO-IMArHOCTHYECKHX JlabopaTtopuii He Monoxe 18 et ¢ BICIINM H
CpeTHIM MEIHUIMHCKUM, OMOIOrMYeCKIM 00pa30BaHHEM, MPOIIEAINM COOTBETCTBYIOIIYIO ITPOPECCHOHATIBHYIO IIOITOTOBKY B 00JIaCTH HCIION b~
3YeMBIX METO/IOB M METOJIOB Oe30IacHON paboTHI C MaTOreHHBIMH OHONIOrnYecknuMu areHramu |-1V rpymm naToreHHOCTH.

JlaGopaTopHbie oapa3aeneHus JIedeOHO-TIPOPHITAKTHYECKUX YIPEIKICHHH.

Bpau kimrHIYecKoit 1abopaTopHON THAarHOCTHKH, MEJUIIMHCKHI J1a00paTOpHbIH TEXHUK.

IHoxa3zanus

Jlnst omHO3TAnHOro ObICTPOro KauecTBeHHOro BbisBieHus 1gG w/umm IgM k kopoHaBupycy SARS-CoV-2 B oOpa3uax CbIBOPOTKH,
TUIa3MBI WM [EJBbHON KPOBHU YENIOBEKa Yy JIMI] C KIMHHYECKOH CHMIITOMAaTHKOH PEecIHpaTOpHOro 3a00NieBaHMs C MOJ03PEHUEM Ha MH(EKIHIO
COVID-19, a Taxxe y 1111, He IMEIOIIMX MPU3HAKOB IIPOCTY/IHBIX 3200I€BaHUI U He SBISTIOIINXCS KOHTAaKTHBIME ¢ 6onmbHEIMH COVID-2019.

IIporuBonokaszanus

IMpu ucronb30BaHUH CHELMAILHO 00YYEHHBIM IIEPCOHATIOM U C Y4ETOM NPUMEHEHHs 10 Ha3HA4YEHHUIO IIPOTHBOIOKA3aHHs HE BbISBIIC-
HBI.

1. Mcrekimii cpok TOIHOCTH TecTa.

2. Hapymiena ynakoBka uzzenus.

3. Henaanexaiue ycioBHs XpaHEHHS M TPAHCTIOPTHPOBAHUS.

4. Ipyrue npoTHBONOKAa3aHHs OTCYTCTBYIOT, 33 UCKIIIOYEHUEM CITy4aeB, KOraa 3a00p Marepuaia He MOXKET ObITh OCYILIECTBIICH IO Me-
JMLMHCKUM MOKa3aHUSM.

Onncanue 1e1eBOro aHAJINTA, CBEJCHUs 0 ero HAY4HOWH 000CHOBAHHOCTH

DTOT HNPOAYKT HCIIONB3YETCs Ul KaueCTBEHHOro oOHapyxenus in vitro anruren IgG / IgM SARS-CoV2 B o0Opa3uax ChIBOPOTKH,
IU1a3MBbl WU LEIbHON KPOBU YeJIOBEKa.

Koponasupyc (CoV) orHocutcs k Nestovirus, Coronaviridae u neanTcst Ha TpU MOKoJeHus: o, [ u y. [Tokonenus o, B sBistoTcs nato-
TeHHBIMH TOJIBKO JUISl MIIEKOIIMTAIOIIHMX, IIOKOJICHHE Y B OCHOBHOM BBI3BIBAIOT 3apakeHue nruu. CoV B OCHOBHOM IEpelaeTcs uepe3 NpsMOi
KOHTAKT C BBIICICHUSAMH WM Yepe3 a’po30iH U Karui. EcTh Takoke J0Ka3aTenbeTBa TOro, YTO OH MOXKET IepeiaBaThes (eKanbHO-0pabHBIM
IIyTeM.

CymiectByer 7 tunoB koponaBupyca uenoBeka (HCoV), koTopbie BBI3BIBAIOT pecnuparopHoe 3adoneBaHue denoBexa: HCoV-229E,
HCoV-0C43, SARS-CoV, HCoV-NL63, HCoV-HKU1, MERS-CoV u SARS-CoV2, koTopble SIBISIOTCS Ba)KHBIMH ATOr€HAMH PECIIUPATOP-
HbIX MHpekuuii yenoBeka. SARS-CoV2 moxet Bbi3Barh nosienenne COVID-19, koropslii BriepBblie mosiBUics B YxaHb, Kuraii, B Hosiope 2019
roua.

Bo3byaurenem koponaBupycuoii unpexuun COVID-19 sBusercs Bupyc SARS-CoV-2. Tlocne 2-14 axeit MHKYOAIIMOHHOTO MEpUOa
MOT'YT HaOJIOAAThCS CIEYIOIME CHUMITOMBI: JIMXOpaJKa, Kalenb (CyXoil WM ¢ HEOONBIIMM KOJIMYECTBOM MOKPOTHI), OJBIIIKA, MHAITHH H
YTOMJII€MOCTb, OLIYIIEHHE 3aJI0KEHHOCTH B IPYIHON KIIETKE.

Oo6Hapyxenue panaux IgM Bo3moxHO yxe yepe3 3-7 aneit; 1gG anturena oOHapYKHBAIOTCSI K KOHILy BTOPOH HEJEIH MOCIIe 3apake-
HUS. BbLABIEHHE aHTUTET MOXKET HCIOJIb30BAaThCA KaK MHCTPYMEHT IIEPBMYHOM JUAarHOCTHKH KOPOHaBMPYCHOW MH(EKLMH, BbIABICHUS Oec-
CHUMITOMHBIX OOJIBHBIX, @ TaKkKe oleHkr nMmynutera kK SARS-CoV-2.

COCTAB U KOMIIJIEKTALIMSI HABOPA

HaGop Beimyckaetcsi B 2 6a30BbIX BapHaHTaX KOMILICKTALIUH:

koMIUIeKT Nel paccuuTan Ha uccienoBanue 1 oOpasia,

KoMIUIeKT Ne2 paccuuTaH Ha uccienoBaHue 25 00pasios.

HasBanue Onucanne Kommnexr | Kommmexr

Nel Ne2

Tecr-kaccera KonTeiiHep u3 miactuka ¢ rabapuTHbIMHU pazmepaMu 75x21x6 MM £ 1MM, ¢ OTBEPCTHSIMU 1 mr. 25 .

JUIsL BHECEHHMsI 00pasiia, U ISl aHATMTHYECKOM 30HBI, COAEPIKAIMI TECTOBYIO OJIOCKY.

Bybep anst ananuza | BydepHslii pacTBop, yrakoBaHHBIN B IUIACTHKOBBIN (DIIAKOH-KAIEIbHUILY, 00beMOM 4 MIT 1 mr. (4,0 1 mr. (4,0
MIT) MIT)

OpHopa3zoBasi u- OpHOpa3oBast INIACTUKOBASI MUIETKA JUIsl BHECEHHS 00pa3iia KpoBH, 00beMOoM Karuy 20 MK 1 mr. 25 .

meTka

Ckapuduxarop Ckapu¢ukarop oHOpPa30BbIH 1 mr. 25 mir.
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OJIHOPAa30BbIi

CaJ'I(I)CTKa CITUPTO- CHI/IpTOBaSI acernruycckas CaJ'ICbeTKa, YnakOBaHHas B HHZ[HBHI[yaHBHBIﬁ IIaKeT
Bas

1 . 25 mwr.

ITpumeyanus.

1. Habop exnrouaem ece peazcenmvl, HeoOX0OuMble 015 nocmanosku UXA, kpome npobupku 0na coopa odpasya niasmbl, Cbl@OPONKU
UU BEHO3HOU KPOBU, 003Upyiouje2o yempoucmea, maiumepa u 00HOPA308bIX NEPUAMOK.

2. B cocmase uzdenusi omcymemsyrom 1eKapCmeeHHble Cpeocmea u (hapmayesmuieckue cyocman-yuu.

3. H30enue codepocum mamepuaivl, 8CmMynaiowue 8 OnocpedO8aHHblI KOHMAKM C OP2AHUSMOM nayuenma (cangpemxa cnupmosas (PY
NeCP 2009/05438 unu 3apecucmpuposannwiii 6 PO ananoe) u ckapugpuxamop oonopazoguwiii (PY Ne@C3 2007/0050 unu 3apecucmpuposarnbiii
6 P® ananoe ) u nepconana, ucnonb3yue2o uzoenue, npu 6blNOIHEHUU mpebo8aHUL IKCIIYAMAYUOHHOU OOKYMeHmayuu (UHCMpyKyuy no npu-
MEHEHUIo).

KommoneHTsl HabOpa yrakoBaHbl B KOPOOKY, B KOTOPYIO BIOKEHA HHCTPYKIHUSI [0 IPUMEHCHUIO.

OCHOBHBIE IOTPEBUTEJIBbCKHUE XAPAKTEPUCTUKHU
Kommnexrsr Nel,Ne2 HaGopa paccunTansl Ha uccnenoBanue 1 1 25 00pasnoB, COOTBETCTBEHHO.
MeTtoasb! cTEpUIN3ANUA H3IETUs
Wznenne He TpeOyeT CTEpUITH3AIHN.
IIporpammHoe obecrieueHue padoTsbl U3e/IMs
OtcyrcTBYyeT.
TexHu4ueckoe 00C/TyKUBAHHE H PEMOHT H3/1eJIUs
W3znenne He TpeOyeT TEXHNYECKOTO OOCITY)KUBAHHS M HE MOJUICKUT PEMOHTY.

NPAHIAI JENCTBUS

B ocHOBe paboTHI TecTa JIEKUT METOJ KaUeCTBEHHOT0 IMMYHOXPOMATOr pahIeCKOro aHan3a.

[pn Hanmuuu B MccaeyeMoM oOpasiie aHTUTENT K KOPOHOBHPYCY OHH CBSI3BIBAIOTCS B OOJIACTH BHECEHHs MPOOBI CO CHEIU(PHIHBIM
KOHBIOTaToOM, IPE/ICTABISIONIMM co00i pexoMOMHaHTHEIH aHTHreH SARS-COV-2, KOHBIOTMPOBaHHOI'O C KOJUIOMIHBIM 305I0TOM. [Ipm 3TOM
(bopMHpyeTCsS KOMIUIEKC «aHTHTENI0-aHTHI'€H KOHBIOraTay, KOTOPBI MUTPHUPYET C TOKOM KHAKOCTH. B TecToBbIX 30HaX (M 1 G) MpOUCXOAUT
€ro B3aMMOJICHCTBHE ¢ IMMOOHIIN30BaHHBIME Ha MeMOpaHe anTuTenamu nmpotus IgM u IgG venoBeka ¢ 00pa3oBaHHEM OKPAIICHHBIX KOMILIEK-
coB. Hannuune 1BETHOMN JIMHUM yKa3bIBaeT Ha MOJIOKUTEIBHBIH Pe3y/bTaT, a e OTCYTCTBHE - Ha OTpUIaTenbHblil. Hempopearnposasiiii KOHb-
I0TraT B3aMMOJICHCTBYET C aHTHBHAOBBIMU aHTHUTEIaMH B 00JIaCTH KOHTPOJIBHOM 30HHI (30Ha C) ¢ 00pa30BaHNEM OKpaIIeHHOr0 HMMYHHOTO KOM-
uiekca. [[BeTHast KOHTpOJIbHAS JIMHUS (POPMHUPYETCS BCET/ia, HE3aBUCHMO OT HAJMYHs aHTUTEN K KOpOHAaBUPYCY B 00pasie.

AHAJIMTUHYECKUE U TUATHOCTHNYECKHUE XAPAKTEPUCTUKHA

UyBCTBUTENBHOCTh HAaOOpa (OMpeAenseTcsl 0 KOHTPOIBHOH MaHeIH MOJOKHUTENBHBIX 00pa3uoB «AHTH-SARS-CoV-2 pabouas ma-
HEJbY», COZCpIKAalllUX M HE COIEPXKAIUX aHTHTena K KopoHaBupycy SARS-CoV-2, kak IpoLEHTHOE colepkaHue oOpaslLioB, ONpeieIeHHBIX
Ha0OpOM Kak nonoxutenbHsie) - 100%.

CrieumduyHocTh Habopa (onpeenseTcs Mo KOHTPOIBHOM MaHeIH OTPHLATENbHbIX 00pa3uoB «AHTH-SARS-CoOV-2 pabouas maHemby,
coziep KallIuX U He COAepIKaliX aHTuTena K kopoHasupycy SARS-CoV-2 (COII-001), kak mporieHTHOE cofepkaHnue 00pa3LioB, OMpeie/ICHHBIX
HabopoM Kak orpurarenbubie) - 100%.

HUCCJIEAYEMBIE OBPA3IbI

OO6pa31ibl CBIBOPOTOK, 00pa3Ipl IIa3Mbl MM 00pa3Libl LeIbHOH KPOBH YeroBeka, 00bEMoM 20 MKIL.

1.Jly1s1 3a60opa oOpa3ioB LETbHONH KPOBU M3 BEHBI HJIM ILIa3Mbl KPOBH YeJOBEKa HEOOXOIMMO HCIONB30BaTh MPOOHPKH C aHTHUKOAry-
nstatamu (¢ DJITA, ¢ renmaprHOM, ¢ HUTPATOM HATPHS).

2. Otxenure CHIBOPOTKY KaK MOXKHO CKOpee BO BpeMs cOopa o0pasLoB, 4yToObl n3bexarh remonnsa. OOpasern MOXKeT XpaHUThCS B Te-
yeHue 5 qHeil npu temneparype ot 2 1o 8°C. J{ns Gojee AIUTEIHHOrO XpaHeHHe CIeIyeT 3aMOPO3UTh 00pasiibl pu Temieparype Hike -20°C,
n3berarh MOBTOPHOTO 3aMOpakuBaHusI 1 oTTauBanust. OOpa3ibl LETbHON KPOBU C aHTUKOATYJISIHTaMH HE CIIEAyeT XpaHUTh Ooliee 72 4acoB MpU
KOMHATHO#1 TeMiiepaTtype u He Gonee 7 quei npu remmeparype ot 2 1o 8°C.

3. Oxna<IeHHbIi / 3aMOPOXKEHHBIH 00pa3el To/KeH ObITh J0BEACH 0 KOMHATHOM TeMIepaTypbl M PaBHOMEPHO IepeMellaH Hepes
tecrupoBaHreM. OOpasibl CHIBOPOTKH U IUIa3MbI, COIEPIKAIINE OCAJOK, Mepe/l aHaau30M OTHeHTpudyrupoBath B Tedenue 10-15 muHyT npu
2500-3000 06/muH.

4. He nomyckaeTtcsi HCIOIb30BAHUE ISl UCCIIEAOBaHUS 00Pa3lioB C MOBBIMICHHBIM COAEPIKaHUEM JH-MUI0B U (WIM) C IPU3HAKAMU Te-
MoIu3a, U (WIK) ¢ BUAUMBIM MUKPOOHBIM IIPOPOCTOM. .

5. O0pa3upl HeTpHON KaMWUISPHON KPOBU U3 MaJbIla TODKHBI HCCIIEI0BATHCS HE3aMEUIUTENIbHO U XPAHEHUIO He TIOAJIeKAT.

UHTEP®EPEHIMUSA U INIEPEKPECTHBIE PEAKLIUA
Wnrepdepenuns He HaOIIOJANUCh NIPU UCCIEA0BAaHUM 00PA3LOB, COACPKAIMX OMIMPYOHH, JIHUIN/IBI WM TeMOIIO0OMH B KOHIEHTpa-
LMsIX, NIPEJICTABICHHBIX B TAOJIHILIE:

I'emorioOuH 10 mMr/mn
Tpurauuepu sl 15 Mr/mi
Bunupyoun 10 mr/mn

[IepexpecTHble peakuuu

C nomorpio Habopa MPOBOAMIIMCH aHAJIN3bI HAa 00pasiiax, KOTOpbIe ObUIH B3ATHI y MAIMEHTOB M JUISl KOTOPBIX OBUTH MOJYYEHBI HOJIO-
JKUTEJBHBIC Pe3YIbTaThl aHAIM30B HA HUJKE CIEIyIOlHe aHTHTea. VccneoBaHHbIe MONOKHUTENbHbIe 00pa3ipl anTuted IgG: K SHIeMHUYECKUM
koponaBupycam yenoBeka (HKU1, OC43, NL63 u 229E), k Bupycam rpunmna A u rpumnmna B, k puHoBupycy, Bupycy DmireiiHa-bapp, supycy
CBHHKY, BUPYCY KOpH, IUTOMETAJIOBHPYCY, Mycoplasma pneumoniae, Chlamydophila pneumoniae, aJICHOBUP Y-
Cy, SHTEPOBHPYCY, PECIIPATOPHO-CHHIIUTHAIILHBIN BUPYCY M BUpYyCYy BeTpstHOU ocmibl, HBSAQ, anTu-cudunmc, antu-H. [unopu, aatu-BUY u
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antu-BI'C. Pe3yJ'II)TaTI)I AaHaJIN30B, IPOBCACHHBIX C UCNOJIB30BAHUEM Ha6opa p€areHToB, CBUACTCIBCTBYIOT 00 OTCYTCTBHUHU ICPEKPECTHBIX PCAK-
U,

MEPBI IPEJOCTOPOKHOCTHU

[NoTtentmansHbIi pruck npuMeneHnst Habopa — xitace 26 (IIpukas M3 PO Nedn ot 6 mrons 2012 1.), TOCT 31508.

Meps! Ipe10CTOPOXKHOCTH NpH paboTe ¢ HabopoM — cobutoaeHne npaBmi "MHCTPYKINK 10 MepaM NMPO(HUIAKTHKN PacIpoCTPaHEHHS
nH(]EKIMOHHBIX 3a001eBaHU U paboTe B KIMHUKO-THArHOCTHIECKHX JIabopaTopusx JedyeOHo-podmakTnieckux yapexaenui” (YTB. Mun-
3apaBoM CCCP 17 strBaps 1991 r.), TOCT P 52905-2007 (MCO 15190:2003).

3ampermaercss HCIOIb30BaHIE HAbopa 1 ero KOMIIOHEHTOB II0CIE HCTEUESHUsI CPOKa T'OHOCTH WM ITPH HATMYUH BHIUMBIX J1e()EKTOB.

[Ipu pabore ¢ HabopoM ciemyeT HaJeBaTh OAHOPA30BbIE PE3NHOBEIE WM INTACTUKOBBIE IIEPYATKH, TaK Kak 00pasIsl CIeayeT paccMaT-
pHBaTh KaK MOTESHIMAIFHO HH(UIMPOBAaHHBIE, CIIOCOOHBIE COAEPKATH JIF0ObIe BO3OYIUTEIN HH(EKIHN.

He cmemmBaiiTe KOMITOHEHTHI M3 KOMITIEKTOB C Pa3HBIMU HOMEPAaMH CepHid.

W3beraiite MUKpOOHOTO 3arpsi3HEHHS peareHTOB.

Hcrnonp3yiiTe TecT-KacceTy KaKk MOXKHO CKOpee IOCIIe OTKPBITHS, YTOOBI 3all[UTHTH €ro OT BIArH.

He munernpyiite 06pasiis! prom.

He kypure, He embTe, He nieiTe npu padote;

Orot Habop Oy/meT MOoKa3kIBaTh OTPHIATENLHBIE PE3YIIBTATHI TIPH CIEAYIONMX YCIOBHSX: Koraa THTp anturesn SARS-CoV?2 B obpasie
HIDKE MUHUMAJIBHOTO TIpejiena oOHapyxeHus Habopa, win anTuTeno SARS-CoV2 He mosBHIIOCE BO BpeMst 3aopa oOpasia.

O06pa3iel, coneprkanye 6ojee BHICOKHE THTPBI TeTepOQHIBHBIX aHTUTEI WM PEBMAaTOUIHBIX ()aKTOPOB, MOT'YT IOBJIMSATH Ha OXKHae-
MBI€ Pe3yJbTaThl.

Yka3anue Ha HeOOXOAMMOCTH CHEIHAJBHBIX Mep MPeIOCTOPOKHOCTH NMPH YHHUYTOKEHHH HEMCNOJb30BAHHBIX MeIUIINHCKHX
W3 1eJTHI

HaGop pearentos, B coorBerctBum ¢ CanlluH 2.1.7.2790-10 «CanutapHO-5IHAEMHOIOrHIECKHe TPEOOBaHHS K OOPAIIECHHIO C ME/IH-
LIMHCKAMH OTXOJIaMM» OTHOCUTCS K KJIacCy A - OTXOJIbI, He UMEIONHe KOHTAKTa ¢ OHOJIOrHYeCKUMH KHUAKOCTSIMA MAalleHTOB, MH(EKIIMOHHBIMH
OOJBHBIMU ¥ Ki1accy b (3MHIeMHOIOrHYecKy OacHbIe OTXO/Ibl) — HHHIMPOBAHHBIE W TIOTEHINATEHO HH(UIMPOBAHHBIE OTXO/bI, MaTePHAIIBI U
HWHCTPYMEHTBI, IPEIMETHI, 3arpsi3HEHHbIE KPOBBIO H/WITH IPYTUMHU OHOJIOTHUECKUMH JKUIIKOCT IMU.

VTunmzanuio Wi yHUUTOXEHHE, Je3MH(PEKII0 HabOpOB PeareHToB cielyeT NpoBoAuTh B coorBercTBuu ¢ CanlluH 2.1.7.2790-10
"CaHUTapHO-SIHIEMHONIOTHIeCKre TPeOOBaHMs K 00paleHHuIo ¢ MeAUIIMHCKUMHU oTxonaMu" u MY 287-113 "Meroaudeckue yka3zaHus 1O Jie3-
HMH(}EKIHH, MPeJICTePUITN3ALUOHHON OYNCTKE U CTEPITN3AIIMH U3/ISNTHI MEUIITHCKOTO Ha3HAYeHU .

CIIOCOb NIPUMEHEHUS

O0opynoBaHHEe M MATEPHAJIBI

[lepuarku.

Lentpudyra.

Taiimep.

X00AUIBHUK C MOPO3UIIBHON KaMepoH.

70 %-Hblil pacTBOp CIUPTA ITUIOBOrO U 6 %-HbIil PacTBOpP MEPEKUCH BOAOPOIA (A€3. PaCTBOPBI) MM PACTBOPBI MHBIX Je3UH(EKTaH-
TOB, pa3pelleHHbIX K npumenenuto CII 1.32322-08, kpome xsopcoaeprkaIiux.

JlonmyckaeTcs UCIIONIb30BaHUE ABTOMATUYECKHX J103aTOPOB.

Bce peareHTsI rOTOBBI K MPUMEHEHHIO.

1. BassTie KPOBH [UIs aHaNM3a LEeJIbHON BEHO3HOH KPOBH, a TaKKe KPOBH IS MOMYYCSHHS CBIBOPOTKH ¥ [Ia3MBI OCYIIECTBIISCT-
sl B CTAQHIAPTHBIX J1aDOPATOPHBIX YCIOBHSX.
2. st cbopa oOpa3ua KanuUISIPHOH KPOBU M3 MANbIa HEOOXOIUMO:

-BBIMBITh PYKH C MBLJIOM,

-[IPOMAacCHUPOBATh PYKY JABMKEHUSIMU OT MPEAIUIEUbs 0 KOHUUKA MaJIbIIA.

-TILATEIIBHO MPOTEPETh MOMYIIEYKY O€3bIMSHHOIO MaJIbla CIUPTOBOH cal(eTKOH,

-[IPOKOJIOTH MOJYIIEYKY O€3bIMAHHOrO MaJIblia YyTh B CTOPOHE OT LieHTpa (hajaHIHy,

-CTepEeTh MEPBYIO KAIUTIO BBICTYIHUBIIEH KPOBU BaTHBIM TAMIIOHOM,

-aKKypaTHO NOTEPETh PyKy OT KUCTH JI0 MaabLEB /Ul (OPMUPOBAHUS KAILIU B 00JIACTH IIPOKOIIA,

- BBICTYIHUBIITYIO KaIUTIO KPOBH, HE TPUKacasich K Koxe, 3a0paTh BO BXOAAIIYIO B HAOOp OJHOPA30BYIO MHUIIETKY.

IIpoBeeHue anaau3a
1. U3Bnekure TecT-KacceTy W3 MHAMBHIyalbHOH yrnakoBku. [IpoMapkupyiiTe TecT-kacceTy aMuiinei Wid KOIOBBIM HOMEpPOM Iia-

LIUEHTA U MOJIOKUTE YCTPOICTBO Ha POBHYIO FOPH30HTAJIBHYIO IOBEPXHOCTb.
2. 3anonHUTe OAHOPA30BYIO MUIIETKY, BXOAIILYIO B HAOOD,
HcclieyeMbIM 00pa3ioM B 00beMe 20 MKIL.

-yIepKUBas MUNETKY BEPTHKAIBHO, HAKAaTHEM BHECHTE TPOOY B OTBEPCTHE TECT-KACCETHI,
MpOMapKUpOBaHHOe OYKBO# «S» (prcyHOK 1)

SARS-CoV2
1gG/1gM
[
G
M
No

-yaepKuBasi (PIakOH-KaIeIbHHIY BEPTHKAIBHO HA/l KPYTIIBIM OTBEPCTHEM
TecT-KacceThl, BHecuTe 2 -3 kariu Oydepa asist ananu3a (okono 70-100 M)
B OTBEPCTHE TECT-KACCETHI, IPOMAPKUPOBAHHOE OYKBOM « S » (pHC. 2)

SARS-CoV2
1gG/lgM
s@o o

-3aIlyCTUTE TaiMep.
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/s ka)3coozo 0opazua HeoOX00UMO UCHOTB308AMb OMOECIbHYI0 HEeCM-KACCeny U 00HOPa308yto nunemky!
3. O1eHUTD pe3yabTaT peakiuu Bu3yaibHo yepe3 15 munyr. He unTepripeTupoBath pe3yinbrathl mo3aaee 20 MUHYT 1OCIe BHECEHHS
TIPOOEI.
YueT U HHTEpNpeTALUS Pe3VJIbTaTOB
MHTEHCHBHOCTH OKpACKH JTUHAN MOXET MEHSTHCS B 3aBUCUMOCTH OT KOHIIeHTparuu antutell kK SARS-CoV-2 B uccnexyemMoM oopas-
11e. JIMHUS B TECTOBOM 30HE MOKET OBITH €100 OKpAaIlIeHa BCIISICTBUE HU3KOTO YPOBHSI aHTHTEIN B TP o0e.

OTpunaTeabHbII ITonoxurenbHbI
pe3yabTar: pe3yabTar:

Opna myprypHo-KpacHast win  po3oBast | 1. Ecim B tectupyemoii obmacti nosisisttorcs C-muHHSA W BUAUMAas M-THHUS, 3TO O3Ha4aeT, 4To
JIMHUST TOSIBISIETCS B KOHTPOJNBHOHM JH- | ObuTH oOHapyxeHs! aHTurena npotuB SARS-CoV2 IgM, u pe3ynbraT okazacs IMOJI0KHTEIEHBIM 110
Hum C, a B TecToBOM oOnactu Het nuaui | 1gM (puc.4)

G u M. Yro mokaseBaer, uto SARS- | 2. Ecnu B Tectupyemoii obnactu nossistorcs C-muHus U BuauMas G-IUHAS, 3TO O3HAYaeT, 4To
CoV2 IgG / IgM He Obu1 0OHapyxeH u | ObLIM OOHapyxkeHbl anTuTena npotuB SARS-CoV2 IgG, u pe3yapTar oka3aics MOIOKHTEIBHBIM 110
pe3yabTaT OTpUIATENBHEIH (prc.3) 1gG (puc.5)

3. Eciu B TecroBoli obnactn nossistorcss C-nmuaus, BuauMas M-muaus 1 G-IHHMS, 9TO 03HAYAET,
4To ObLIM 0OHapyxeHsl aHTUTena npotus IgG n IgM SARS-CoV2, n pe3ynbTar oKa3aucs MoJIoXKH-
tespHBIM 110 1gG 1 IgM (puc.6)

-C = mE ¢ m
G G -lg6 G m —_— G
Igh ™ " o

Mom M-lg

. Monoxureanusrii [gM Monoxurennubrit IgG TMoaoxurenanupiii IgM u IgG

OTtpuuarteybHbII

Puc.3 Puc.4 Puc.5 Puc.6
HeneiicTBUTEILHDBIN
pe3yJbTAaT:

Ecnu nuans koHtpons kadecrBa C He MOSBIIACTCS, PE3yJIbTaT CYNTACTCS HEJCHCTBUTENBHBIM HE3aBUCHUMO OT TOTI'0, OTOOPaXKaeTCs JIM TECTOBas
JIMHMS, U TECT CIIE/IyeT MOBTOPUTH (pHC.7)

C C c c
— G G — G G
M - M - M M
Puc.7
KOHTPOJIb KAYUECTBA

JlaHHOe W37eNue CONePKUT BHYTPEHHHUI KOHTPOIIb KauecTBa (PO30Bast JIMHUS B KOHTPOJIbHON 00actu). OOpasibl Ui BHELIHETO KOH-

TPOJIA Ka4eCcTBa JOJDKHBI ObITh IPOTECTHUPOBAHBI B COOTBETCTBUHU CO CTaHJAPTAMH KOHTPOJIS KA4€CTBa, yCTAHOBJICHHBIMU B Balllell 1a00paTopuH.
OI'PAHUYEHHUSA

1. HaGop pearenroB «SARS-CoV-2 IgG/IgM» npenHasHaueH TOIBKO IS HCCIIEHOBaHUs 00Opa3IoB CIBOPOTKH, IIIA3Mbl HIIH LEJIBHON KPOBH
YeJIOBeKa y JIMIL[ ¢ KIMHUYECKOH CHMIITOMATHKON pecrnupaTopHoro 3aboneBanus ¢ nogo3penueM Ha nHpekmuo COVID-19, a tawke y i, He
HMMEIOIINX TPU3HAKOB MIPOCTYIHBIX 3a00JICBaHMUIT M HE SBISFOLIMXCS KOHTaKTHBIMU ¢ OonbHbIMEH COVID-2019.
2. Ha6op pearentoB «SARS-CoV-2 1gG/IgM» obecrieurBaeT TOIBKO KaueCTBEHHOE OIpe/IeieHHe aHTUTEN K KopoHaBupycy SARS-CoV-2.
3. MonoxkurenpHbiii pesynbrar aHann3a «SARS-CoV-2 1gG/IgMy, ykasbiBast Ha Hanuuue aHTHTEN K KopoHaBupycy SARS-CoV-2 B ucciemnye-
MOM 00pas3iie, He MOXKET CITY)KUTh €IMHCTBEHHBIM KpHUTEpHEM JIs TocTaHoBKH auarHoza COVID-19.
4. UccnenoBanue obpasua OT NALMEHTa C paHHel craauell MHEKIMOHHOro Nponecca MOXKET IIPUBECTH K JIOKHOOTPULIATENIBHBIM Pe3yIbTaTaM
10 MPUYKMHE OTCYTCTBUS WM HU3KOM KOHICHTPAIMH Crielin(pUUSCKUX aHTUuTeN K kopoHaBupycy SARS-CoV-2 B mpoGe.
5. IMonoxuTenbHbIN pe3yabTaT TECTUPOBAHMUS MOXKET HAOIIOAAThCs Y MAlMeHTOB 0e3 mpu3HakoB akTuBHOM nHpekin COVID-19, y nu, nepe-
HEcIMX 3a00JIeBaHHUE.
6. He ucnionb30Bath u3aenue ¢ BUAUMBIMA JedeKraMmu
7.Hacrosiee u3aenue npegHa3HaueHO TONBKO [UIs aHAIKM3a 00pa3oB CHIBOPOTKH, TIa3Mbl WM LEJIbHOW KPOBH MAIHEHTA.
8.Jlaxke eciu pe3yNbTaT aHalli3a OTPUIIATENIBHBIH, 5TO HE 03HAYAET OTCYTCTBHE KOPOHABHUPYCHOM uH(ekimu HoBoro Tuma (SARS-CoV-2).
9.Pe3ynbTaT aHAIN3a NPUBOJMTCS JIMIIB JUIS CIIPABKU M HE JJOJDKEH PaccMaTpUBAThCA KaK €JMHCTBEHHOE OCHOBaHHUE JUIS IOCTAHOBKH JIMArHO3a
u neyenus. KnuHudeckas Tepanus NAalJMEHTOB JIOJDKHA MPOBOJUTHCS C YYETOM HUX CHMIITOMOB, (PU3MYECKUX CHMIITOMOB, HCTOPUM OONIE3HH,
PE3YNIBTAaTOB APYrHX J1abOpaTOPHBIX aHAIU30B (OCOOEHHO ATHONOTHYECKOr0 aHan3a), d3QGeKTa JIeYeHUs U SMHIEMHOIOrMYeCKOil HHPOPMAIHH.
10. {5 NauMeHToB, MMEIOLIMX OCIA0IEHHYI0 HUMMYHHYIO CHCTEMY HIIM MPOXOIAIINX MIMMYHOCYIPECCUBHYIO TEPAIUI0, KOHTPOJIBHOE 3HAUCHHE
JUIsL CEPOJIOTMYECKOT0 aHAITM3a KPOBH Ha QHTHUTENA OrPAHHYEHO.
11. TTonoXUTENbHBIH pe3ynbTaT aHanu3a Ha Haauane antuten [gM unu [gG Bo3MOXkeH He TOJBKO MPU MEPBUYHOM, HO U IIPH BTOPHYHOM HH( U-
LIUPOBAHMUH.
12. Ienp ananusa — onpexaenenue Hamuuus anturen IgM nu 1gG x xoponaBupycy HoBoro Thna (SARS-C0OV-2), 4To He MOXKET CIIY)KHTb Ips-
MBIM JIOKa3aTeIbCTBOM HaJIM4YMsl KOPOHABHpYCa B 00pasLie.
13. 30-MuHyTHast MHAKTUBALKS 00pa3oB Npu TeMneparype S6°C He BIMSAET Ha Pe3y/IbTaThl aHAIU3A.
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CPOK I'OOHOCTH
Cpok rogHoctH Habopa — 24 mecsiiia. Habop ¢ HCTEKIIMM CPOKOM TOTHOCTH IPUMEHEHHUIO HE HOICHKHT.
XPAHEHUE U TPAHCIIOPTUPOBAHUE
3amopaxuBaHKe He JoIycKaeTcs!
HaGopbl peareHToB, XpaHHUBILHECS U TPAHCIOPTUPOBABILNECS C HAPYIICHHEM PETJIAMEHTHPYEMOro PeXUMa, MPUMEHEHHIO HE IO/
JIeKAT.
XpaHenue
B ymakoBke npennpusTHI-H3roTOBHTENS Ipu Temieparype ot 2°C no 30°C.
TTociie BCKPBITHS YIIAKOBOK HEHCIIONB30BAHHBIE TECT-KACCEThI JIOMYCKACTCS XPaHUTh Mpu Temieparype ot 18 no 25°C ue Gonee 1
yaca. Bybep [uisl aHan3a 1Mociae BCKPBITHS JOMYCKAeTCsl XPaHHUTh 10 KOHI[A CpPOKa IOJHOCTH Habopa peareHTOB. ITOBBILICHHBIC BIAXHOCTH U
TeMIIepaTypa MOr'yT HeOIaronpusITHO CKa3aThCsl HA Pe3yJbTaTe TECTUPOBAHUSL.
Tecr-KacceTa U3 MOBPEKICHHON HHINBHIYAIbHON (DOIBIUPOBAHHOMN YITAKOBKH HE TIPUTO/IHA TS IPOBE/ICHHS aHAIU3A.
TpancnoprupoBanue
TpancroptupoBaHue HabopoB - ipu Temmeparype ot 2°C 1o 30°C, TpaHCIOPTOM BCEX BUIOB B KPBITHIX TPAHCIIOPTHBIX CPEICTBAX B
COOTBETCTBHH C TIPaBHJIaMH [IEPEBO30K, ACHCTBYIOIIMMH Ha TPAHCIIOPTE JAHHOTO BH/A.
YCJIOBUS OTITYCKA
JUi1st yapesKIeHHH 31paBOOXPaHEHHSI.
TAPAHTHUU ITPOU3BOAUTEJISA
Ha6op pearenroB «TecT-cucreMa UMMyHOXpoMmaTtorpaduueckast jisi Ka4eCTBEHHOTo BbisiBiieHUs antuten IgG/ IgM Kk KopoHaBUpYCY
SARS-CoV-2 B obpa3uax CbIBOPOTKH, MJIa3Mbl WM LEJIbHOI KpoBH uenoBeka» «SARS-CoV-2 IgG/IgM» cooTBeTCTByeT HOPMaTUBHBIM JIOKY-
MEHTaM B 4acTH TpeboBaHuii Oe3omacHOCTH U 3(DPEKTUBHOCTH U HAIMOHATIBHBIM CTaHAapTam Pd.
ITo BoOmpoOCcaM, KacarolIUMCsI KavuecTBa U oOpaiieHus Habopa peareHToB «SARS-CoV-2 1gG/IgM», crenyer obpamarses Mo ajapecy B
OOI1IeCTBO C OrPaHUYEHHONW OTBETCTBEHHOCTHIO
" Nm6uan JIa6 " (OO0 «mbuan J1aby),
630559, HoBocubupckas obmacts, p.1. Kosbioo, Bekroproe mocce, qom 19/1
ten. 8 (800) 600-90-77,
8 (383) 209-34-54,
info@imbian.ru.
www.imbian.ru
CHUMBOJIBIL, UCITOJIB3YEMBIE HA YITAKOBKE U D TUKETKAX

IVD TonbKo [Is ANATHOCTHKH iN Vitro
Ocropoxno! O6paTuTech K MHCTPYKLIMH T10
HNPHMEHECHUIO
+30°C
Xpanuts npu Temneparype +2°C ...+30°C
+2°C

I[aTa HCTECUYCHUA CpOKa 'OAHOCTH

He ucnonp3oBath NoBTOPHO

CMOTpHTE HHCTPYKIIUIO 110 TPUMEHEHHIO

Howmep cepun

Homep mo katanory
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KonnuecrBo, Ha KOTOpOE paccuuTaH HadOp

ec | rep YnonHOMOUEHHBIH NpeIcTaBUTENb EBponeii-
ckoro Coroza
? XpaHUTb B CyXOM MECTE
=
- N XpaHUTh BIAIH OT COTHEYHOTO CBETA

He ncnonb3yiiTe nponykr, ecinu ynakoBka
MOBpPEXICHA

(S"}\ Buosnoruueckuii puck
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