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Hucrpykuust no npumenennio «JIC-UPA-AHTHU-SARS-CoV-2-G (S)»

HaGop peareHToB paccuuTaH Ha npoBejeHue 96 omnpeneneHui (0UH pa30OPHBIN
TJIAHIIET), BKJIIOYAs KOHTPOJIbHBIE.

|. HA3BHAYEHMUE
«Habop peareHTOB 117151 BBIsIBJICHUS aHTUTEN Kiacca G k spike 6enky SARS-CoV-2

mMerosoM uMMyHOpepMenTHoro aHammzay («IC-MDA-AHTU-SARS-CoV-2-G (S)»)
NpeHAa3HAYCH JJI KA4YeCTBCHHOTO BBIABICHUS aHTUTENn Kiacca G k spike Oenky
SARS-CoV-2, BebiBatoniero COVID-19, B chiBOpoTKe WM I1a3Me KPOBHM YeJIOBEKa
MeTO0JIoM UMMyHO(pepMeHTHoro aHaimza (MDA).

HaGop peareHTOB MOXeET OBITh HCIOJIB30BAaH B KAueCTBE BCIIOMOTATEIHHOTO
JMArHOCTHUYECKOTO CPEICTBA I IAOOpATOPHOM AMATHOCTHKHU TEKYIIeH HHPEKIIUU B
KOMIUJIEKCE C IPYTHUMH UCCIIEIOBAHUSIMU, a TAK)Ke JJI OIIEHKH UMMYHHOTO OTBETa Ha
nepeHeceHHyl0 SARS-CoOV-2 uHdpekuuio U onpenenaeHus TUTpa crenuUuuecKux
antuten kinacca G k SARS-CoV-2. Hampumep, npu NpoBEIEHUU HCCIECIOBAHUN
Cpeld HaceNeHUs C UEIbI0 H3YyYCHUs TMOMYJISIUOHHOTO WMMYHHUTETa W/WIU B
rpynnax  TMOBBIIMIEHHOTO  pucka  WHQUIMpOBaHUS, U1 OOCIeIOBaHUS
PEKOHBAJIECIIEHTOB — MOTEHIIUATIBHBIX TOHOPOB TUIEPUMMYHHOM TJIA3MBI.

[Ipennasnauen s NPOGECCHOHANBHOTO  UCIOJB30BAHUS  CIICIIMAIBLHO
OOy4YEHHBIM MEPCOHATIOM.

O0racTh MPUMEHEHUS — KITMHUYECKas JabopaTopHas THarHOCTHKA.
3aboneBanue COVID-19 BeizbiBaetcs kopoHaBupycom SARS-CoV-2. Jlannbiii

BUPYC SBIIETCS CEAbMBIM KOPOHABUPYCOM, CIOCOOHBIM 3apakaTh YeJOBEKa, U
TPEThbUM KOPOHABUPYCOM, BO3HHUKIIIUM 3a IMOCJCIHUE ABA JICCATUIICTHS, BHI3BABIIUM
BCIIBIIIIKM C BBICOKOHM TSKECTHhIO 3a00JIEBAaHUSI M 3HAYUTEIHLHONW CMEPTHOCTHIO Ha
tepputopuu pasHbix cTpad. Cummnrombel COVID-19 He UMEIOT OTAWYUTEIBHBIX
NPU3HAKOB M COBHAJAIOT C CHUMIITOMAMHU JPYTUX TSKEIbIX PECIUPATOPHBIX
unpexnuii MERS-CoV u SARS-CoV.

BbisiBieHbI  YeThlpe 3HAUMMBIX JUIA  Oku3HeHHoro 1ukia  SARS-CoV-2
CTPYKTYpHBIX Oeika. ['oMoTpuMepbl S-0eNKOB (hOPMHUPYIOT MDY Ha IMTOBEPXHOCTH
BUPYCHBIX YaCTHIl, YTO TMO3BOJISIET 00ECICUUTh MPUKPEIUVICHHE BUpYCa K PEEnTopy
«x03sMHa». M-0elok uMeeT Tpu TpPaHCMEMOpaHHBIX JOMEHA, CIIOCOOCTBYET
dhopMHupoBaHUI0 BUPHOHOB. E-O€liok ydacTByeT B COOpKE M BBICBOOOXKICHHUH BHUpYCA.
N-0es1oK coepKUT JiBa TOMEHA, KOTOPhIE MOTYT CBsI3bIBaThCs ¢ BUpycHOM PHK.

Il. TIPUHIUII TECTA

MeTton OTIpEICIICHHS OCHOBAaH Ha HETIPSIMOM IBYXCTaTUHHOM
UMMYHO(GEPMEHTHOM  aHajM3e. B JyHKax  MOJHCTHUPOJOBOrO  IIAHIIETa
MMMOOUIN30BaHbl PEKOMOWHAHTHBIE AHTUIEHBI C IOCIea0BaTeIbHOCThIO SARS-
CoV-2, Bkioyas MOCIEAOBATEIbHOCTh PELEnTop - CBsA3bIBaromero qomena (RBD)
MMOBEPXHOCTHOTO TJIMKONpoTenHa S. Ilpy Hanmuumum B HCCIeAyeMbIX oOpasiax
cnerupuuecknx antuten kimacca G k SARS-CoV-2 o6pasyercs HMMYHHBIN
KOMIUIEKC aHTUTEH-aHTUTENO (CTaaus 1), KOTOPBIN JIETEKTUPYETCS KOHBIOTATOM —
aaTuTena K IgG yenoBeka, MeUeHHbBIE IEPOKCUIA30M XpeHa (cTamus 2).
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Hucrpykuust no npumenennio «JIC-UPA-AHTHU-SARS-CoV-2-G (S)»

[Ipu noGabnenuu cyocrpatHoii cmecu (TMbB+CBb) B JyHKH T1UtaHIieTa
IPOUCXOIUT OKpalllUBaHWE pPacTBOpa B CHHUM IBeT. Peakiuio oCTaHaBIMBAIOT
n00aBJIEHUEM B PAacTBOpP CTOI-peareHTa. [Ipyu 3TOM CHHUI LBET pacTBOpa MEHSETCS
Ha XENTHIA. THTEHCUBHOCTH OKpaIIMBAHUS MPSIMO POMOPIIMOHATBHA KOHIICHTPAIUH
aututen K SARS-CoV-2 B obOpasme. Yu€r pe3ylnbTaToB MOXXHO MPOBOJIUTH MPH
utrHe BOoHBI 450 aM mwiu 450/620-680 am.

1. COCTAB HABOPA PEATEHTOB

@®opMa BhIITyCKa

XapakTepUCTHKU PEeareHTOB W
96

HNmmynocop6ent |[lnaHmer monuctuposioBbiit 96-1yHOUHBIM pa300OpHBIN 1O CTPUIIOB
(wM 10 JIYHOK), B JIyHKax KOTOpOro copOupoBaH Spike Oesok
SARS-CoV-2.

['0TOB K MpUMEHEHHUIO.

1 mmaumnrer

Konbrorar Konmenrpar (x21). Anrturena k IgG demoBeka, MeEYCHHBIC
nepokcuaazoil xpeHa. I[lpospaunas wim crerka omnanecuupyromas| 1 ¢ 0,6 ma
OecLBEeTHAs WJIM CBETIIO-KEITOTO I[BETA YKUIKOCT.

PPK PactBop s pasBeneHuss KoHblorata. ['OTOB K MNPUMEHEHHIO.
[Ipo3pavHas uiM clierka onajiecupyroIas *KEITOro BeTa XUAKoCcThb. | 1 ¢ur. 12,5 M
Conepxur 0,10% ProClin 300*.

K+ KoHTponeHbIil TONOXKUTENBHBIA 00pazerl. ['0TOB K MpHUMEHEHHIO.
[Ipo3paunas winu crerka omajecuupyromas KkpacHoro 1Bera| 1 ¢ur. 1,2 M
xuakoctb. Cogepskut 0,10% ProClin 300%*, 0,10% a3una Hatpus™.

K- KonTtposnpHblil oTpHLaTenbHbId 00pa3el], HHAKTUBUPOBAaHHBIA. ['0TOB
K npumeHeHuto. Ilpospaunas wmm  cnerka onanecuupyromas| 1 ¢ 2,0 ma
3€JI€HOT0 L[BETA YKUKOCTb.

bP biiok-pacTBOp 17151 pa3BeeHUs] CHIBOPOTOK. ['0TOB K NPHMEHEHHIO.
[Ipo3paunas waM cierka omanecuupyomas po3oBoro 1mBera| 1 ¢u. 12,5 Mo
YKHUJIKOCTb, JIOITYCTUMO 00Opa30BaHKE OCaIKA.

PPC PactBop Ansi mpenBapHTENBLHOTO pa3BEeHUs CHIBOPOTOK. ['0TOB K
npumeneHno.  Ilpospaunas wnmm  crnerka — omanecuupyromas| 1 ¢ 12,5 M
(hMONIETOBO-CHHETO IIBETA KUIKOCTD.

Inp ITpombiBounblid pactBOp. Konuentpar (%25) docdarHo-coneBoro
oydepnoro pactBopa ¢ TBUHOM (DCB-T). IIpo3paunas wimm cierka
onajecpyromas OecBeTHast WK CBETJIO-KENTOro IBETa KUAKOCTh, | 1 ¢i. 50,0 mn
JIOIYCTUMO 0Opa30BaHHE OCAJIKa, TOJTHOCTHIO PACTBOPSIOIIErOCs PU
temrieparype ot 35 110 39 °C u BCTpsSIXMBaHUHU.

Cron-pearenT PactBop ceproit kucnoter (0,2M)*. ToTOB K NPHUMEHEHHIO.
1 ¢n. 25,0 mn
[Tpo3paunast GeclriBETHAS JKUKOCTb.
Cb CybGctpatHblii OydepHsIii pacTBOp — LUTpaTHBIN Oydep, coaepxarnit

pactBOp mepekucu Bogoponaa. ['otoB k mpumeHenuto. [Ipospaunas| 1 ¢u. 25,0 ma
OecLBeTHAS KUIKOCTD.

TMb Konrenrpar (x11). PactBop, CoZIeprKaIIid 3,3°,5,5°-
TeTpameruioen3uauH. [Ipo3paunas 6ecrBeTHas )KUIKOCTh, BOSMOKHO [ 1 1. 2,5 M
HAJIMYME OKPACKH.

ITnagmnrer mis
MIPEBAPUTEITHHOTO
pa3BeeHus
CBIBOPOTOK

[TnaHIIeT NoMMCTUPOIIOBLINA ¢ OECIBETHHIMU JIyHKAMH. 1 nmnaHmer




Hucrpykuust no npumenennio «JIC-UPA-AHTHU-SARS-CoV-2-G (S)»

IInéuka 3ammrHas mig UDA-mianieroB 2 MIT.
HakoneuHnku ogHOpa30BbIe 16 mit.
Bannouka miacTukoBast IS JKUAKUX peareHTOB 2 mrT.
I[TakeT mOMMATHIEHOBBIHA ¢ 3aMKoM Zip-Lock 1 .
HHcTpyKIMs 110 IPUMEHEHUIO 1 wr.

* YKa3aHO COACPKKAHUEC BPECAHBIX BCIICCTB B OIIACHBIX KOHLCHTPALUAX IJId pearcHTOB, 0003HaYEHHBIX
CHMBOJIOM «BHUMaHHE.

HabGop KOMIUIEKTYEeTCSI TOTOBBIMU pearecHTaMu U KOHIEHTPUPOBAHHBIMU
pactBopamu. MmeeTcs MapKUpOBKa MOCPEJCTBOM IITPUX-KOJOB, a TaKXKE IIBETOBAs
KOJIUPOBKA MJIA psga pearcHToB. L[BeToBas KOIHMpPOBKAa pPEareHTOB — YCJIOBHOE
0003HauCHUE 1IBETa/OKPACKU KUJIKUX peareHToB: K- — 3enéusiii, K+ — kpacHsIil.

HabGop peareHTOB ymakoBaH B MOTPEOUTENBCKYIO YIAKOBKY (KOPOOKY
KapToHHy10). [lacmopT Ha ceput0o BXOIUT B KOMIUIEKT COIPOBOJUTEIBHOM
JOKYMEHTAIIMX Ha MPOYKIIHIO.

V. OPEKTUBHOCTb MEJAULIUHCKOI'O U3JEJIUA
4.1. IlmarHocTu4ecKkasi 49yBCTBUTEIbHOCTh

Jlnarnoctuyeckasi 4yBCTBUTENBHOCTh Habopa peareHtoB «JIC-MIDA-AHTU-
SARS-CoV-2-G (S)» npu TectupoBanuu o0OpasioB nmanenu “AccuSet™ SARS-CoV-2
Performance Panel”, SeraCare (n=11), USA, cocrasuia 100%.

Jnst onpeneneHuss IUArHOCTUYECKOM YYBCTBUTENBHOCTHM OblLIa HCCIIEIOBaHA
naHenab u3 S50 KIMHMYECKUMX OO0pa3loOB CHIBOPOTKM KPOBH MAIMEHTOB C
MOJTBEPKAECHHBIM  JIMArHO30M COVID-19 (MOJIOXKUTENbHBIE  PE3YJIbTAThI
[TIIP-TtectupoBanust u KT rpyanoit kinetku). Bece oOpasiisl OblIM 0OTOOpaHbl HE paHee
YeM uepe3 JBE ¢ MOJIOBUHOM Heleau OT Hayala MOsBJICHUS! CUMIITOMOB 3a00JI€BaHUsI.
Bce o00pa3upl mMokazanu MOJIOKHUTENBHBIM pe3yibTaT B Habope peareHTOB
«IC-UDA-AHTU-SARS-CoV-2-G (S)». JluarHoctuueckas YyBCTBHUTEIbHOCTH
Habopa peareHToB coctasuia 100% (95% CI: 92,86%-100,0%).

bbina oleHeHa dYacToTa BBISBJICHHMS AHTUTEN B pPa3HbIE CPOKU Pa3BUTHUSA
3a0oyieBaHusA, HUCCIAeAoBaHbl 225 00pa3lioB CHIBOPOTKM KpPOBHU MAIIMEHTOB C
NOATBEPKJICHHBIM ~ KIIMHMYECKUM U  jabopatopHbiM guarHozom COVID-19
(Tabnuma 1).

Tabmuua 1
PacnpenesieHue pe3yJibTATOB CEPOJIOTMYECKOI0 TECTUPOBAHNS B IpyIIIe
NANMEHTOB ¢ KIIMHUYeCKNM M JjadopaTtopHbiM auariosom COVID-19

Komnuectso % monoxxuTenbHbIX | OXHaeMblil ypOBEHb
Ne I'pynmna % o
o0pa3ioB pE3yJILTAaTOB cepokoHBepcun™, %
1 0-7 nHel OT NOSABICHUS IEPBBIX 98 30,88 3.6-50%
CUMIITOMOB
8-14 nuei 62 79,03 48,7-97,4%
15-47 nuen 65 100,00 ND

* naHHble mpuBeneHbl u3 o03opa Flodgren GM, Immunity after SARS-CoV-2 infection. Rapid
review 2020. Oslo: Norwegian Institute of Public Health, 2020.
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[IporectupoBano 159 00pa3oB CHIBOPOTKM KPOBH OT S5 TAIMEHTOB C
KIMHUYECKUM U JlabopatopHbiM  auarHozoM COVID-19, mnomydeHHBIX B
PCKOHBAJIECLICHTHBIM TEepHO 3a0ojieBaHus M mociie Bbi3goposicHus (59-289 neHb
MOCJIE BOBHUKHOBEHHSI CUMIITOMOB). [IpOLIEHT MOJIOKUTENBHBIX PE3YJIHTATOB COCTABUI

100% (95% CI: 97,64% - 100,00%).

4.2. JluarHocTu4yeckasi cnenupuaHoCTh

HuarHoctuueckasi cnerupuyHocTs Habopa peareHtoB «JIC-UDA-AHTU-
SARS-CoV-2-G (S)» ObL1a o1icHEHA MPU UCCIICIOBAHUU:

— 353 00pa3IoB CHIBOPOTKH KPOBH CIy4allHOW BBIOOPKH JOHOPOB, 3a0paHHBIX
no Hosopst 2019 roma. Crnenmduunocts cocraBuiaa 100,0% (95% CI:. 98,92% -
100,00%);

— 90 oOpa3lnoB  CBHIBOPOTKM  KPOBU  TOCHHUTAJIBHBIX  MAIMEHTOB  C
HEUH(PEKIMOHHBIMUA  3a00JieBaHUsIMM, 3a0paHHBIX 10 Hosa0ps 2019 ropa.
Crenuduunocts coctasuia 100,0% (95% Cl: 95,91% - 100,00%);

— 90 00pa3IoB CHIBOPOTKH KPOBH OEPEMEHHBIX KEHIIWH, 3a0paHHbIX 0 HOSIOPS
2019 roga. Cnemuduyanocts coctapmiia 100,0% (95% Cl: 95,91% - 100,0%);

— 99 00pa3noB CHIBOPOTKH KPOBU YEJIOBEKa, 3a0paHHBIX 10 HOAO0ps 2019 rona,
COJICpIKAIlUX aHTUTEJNIa K BO30YyAUTENSIM MHPEKITMOHHBIX 3a0osieBaHuii: Coronavirus
229E, Coronavirus OC43, Coronavirus HKU1, Coronavirus NL63, Influenza A,
Influenza B, Respiratory syncytial virus, Haemophilus influenza, HBV, HCV,
HIV-1,2, EBV, Chlamydia pneumonia, Mycoplasma pneumonia. /luarHoctuyeckas
cnenuduyaHocts coctaBmita 100,0% (95% Cl: 96,26% - 100,0%).

Oobmas auarHoctudeckas cnenuduaHocth Habopa peareHToB «/IC-UDA-AHTU-
SARS-CoV-2-G (S)» cocrasuia 100,0% (95% CI: 99,40%-100,00%).

4.3. AnajuTuyeckasi cneuupuuHoOCTh

e BiusiHue uHTEp(PepUpPYOIIUX BeLeCTB

BausiHue noTeHIManbHO MHTEPPEPUPYIOIMX BEIIECTB Ha paboTy MEIUIMHCKOTO
m3nienust «JIC-UDA-AHTU-SARS-CoV-2-G (S)» ObLIO OIICHEHO MPH UCCIICTIOBAHUH:

- 50 o6pa3ioB nmanenu uatepdepupyromux BemectB IN.VENT. Onpeneneno, 4ro
OepeMeHHOCTh, HAIMYKE B OOpa3liax ChIBOPOTKHM KpoBu aHTUTen kK EScherichia coli,
HAMA, a taxxe peBmatouHoro (axropa no 77,4 En/min, oO6pasiioB ¢ JUNHAEMHUEH,
coneprkammx 10 204 mr/mn (2,04 Mr/min) XonecTeprHa, HE BIUSACT Ha CHCHU(MUIHOCTD
«1C-UDA-AHTU-SARS-CoV-2-G (S)».

Omnpeneneno, 4to Haimuuue B 00pasliax ChIBOPOTKHM KPOBH TIeMOrjoOWHa B
koHneHTpanuu 10 500 wmr/mn, OwnmmpyO6mHa mo 60 Mr/mia, TPUTIUIEPUIOB 0
100 mr/an He BausieT Ha 3(dexkTuBHOCTH, Habopa peareHTOB «IC-UDA-AHTU-
SARS-CoV-2-G (S)».

L HepereCTHaH P€AKTUBHOCTD

— He oOHapy»)eHO TepeKpeCcTHON peaKTUBHOCTU TpHu uccienoBanuu 99 oOpasion
CBIBOPOTKH KPOBH 4YCJIOBCKA, COACPIKAIIUX AHTHUTCIIA K B036YI[I/IT€JI$IM I/IH(beKI_[I/IOHHI)IX
3aboneBanuii: Coronavirus 229E (0/12), Coronavirus OC43 (0/11), Coronavirus HKU1
(0/18), Coronavirus NL63 (0/5), Influenza A (0/7), Influenza B (0/6), Respiratory
syncytial virus (0/5), Haemophilus influenza (0/5), HBV (0/5), HCV (0/5),
HIV-1,2 (0/5), EBV (0/5), Chlamydia pneumonia (0/5), Mycoplasma pneumonia (0/5).
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4.4. Bocnpou3BoAMMOCTb

Koaddumument Bapuanuu TECTHPOBAHUS IOJIOKUTEIBHBIX OOpa3IoB BHYTPHU
IUTAHIIIETa, MKy TUIAHIIETaMU OJHOU CEPUH M MEXKIy CEpHsIMH Habopa pearcHTOB
«IC-UDA-AHTU-SARS-CoV-2-G (S)» ue npersimaet 10%.

4.5. JKBHBAJIEHTHOCTH 00pPa31[0B CHIBOPOTKH H IJIa3Mbl KPOBH YeJI0OBEKA
HccnenoBaHveM MOJOXUTENBHBIX (N=25) u oTpunarenbHbix (n=25) Ha
SARS-CoV-2-G mapHbIXx 00paslloB CHIBOPOTKM M IUIa3Mbl KpPOBU 4YEJIOBEKa,
cofepxaiieid pasinuunble aHtukoaryssiHtel (D TA, remapus, uutpar Hatpus), ObLia
MoKa3aHa WX YKBUBAJIEHTHOCTh, YTO MO3BOJISIET OTHECTH TOKA3aTeNU TUArHOCTHUYECKOM
qYBCTBUTEJILHOCTH M CIICIIM(DUIHOCTH K OOOMM BHIaM HUCCIEAYEMbIX 00pa3IioB.

V. MEPBI IIPEJOCTOPOKHOCTH

5.1. HectepunbHoe  MEOUIMHCKOS  HM3AEIWE JJIS  OHArHOCTHKH  in  Vitro.
[ToTeHumanpHbIl pUCK nMpuMeHeHus: Habopa — kiacc 20 (IIpuxa3 Munznpasa
Poccun ot 06.06.2012 r. N 4h).

5.2. Habop npeanazHayeH i npodheCCUOHAIBHOTO UCIOIb30BaHUS B KIMHUYECKOM
71a00paTOPHON TMATHOCTHUKE CHEIUalIbHO 00y4YeHHBIM niepcoHanioM. [Tpu pabdote
¢ HabopoM peareHToB cienyeT cobmoaars [[OCT P 52905-2007 «JlaGoparopuu
MenuiuHckue. TpeboBaHus K O€30MaCHOCTH.

5.3. Pearentsi Habopa He Toproune. BHemHsSs yHmakoBKa HE  SIBJISETCA
CaMOBOCIIJIAMEHSEMOM, B3PBIBOOIIACHOM.

5.4. PearenThbl HaOopa HE COAEPKAT BPEAHBIX BEHIESCTB B OMACHBIX KOHIICHTPAIUSIX,
32 HMCKJIIOUYEHHWEM pPEareHTOB, 0003HAa4YeHHBIX cUMBOJIOM «Buumanue». [lpu
UCIIOJB30BAaHUM 110 HA3HAUYEHUIO BEPOSTHOCTh HETATUBHOI'O BO3JCHCTBHS Ha
OpraHu3M 4YeJIOBEKa He3HauuTesibHa. PacTBOPHI B MpENICTaBICHHBIX 00BEMAX U
KOHIICHTPALIUSIX HE OMACHBI MPU BJIBIXaHUU.

Mepsbl nepBoii momomu (ripu HeoOxoauMmocTH): [lpu monmagaHuu Ha KOXKY/B
rjiaza — IPOMBITH OOJBITUM KOJUYECTBOM BOJBI. 3arpsI3HCHHYIO Oy CHSTb.
[Ipu HEOOXOAMMOCTH OOPATUTHCS 32 MEIUIIMHCKON TTOMOIIBIO.

5.5. KonrposnpHblii oTpuniaTenbhbiii o6paszen (K-) mpuUroToBiieH ¢ HMCIOJIB30BaHUEM
WHAKTHBUPOBAaHHOW CBHIBOPOTKM KpOBH 4deNOBeKa, He coxaepkamed 1gG
SARS-CoV-2, HBsAQ, anturen p24 BUY-1, anturena k BUY-1, 2 u HCV.

5.6. KonTponbHblii nosoxkurenbHbiii o0pasenr (K+) conmepxkut antutena kiacca G k
SARS-CoV-2 RBD.

5.7. Tlpu pabore ¢ peareHtramu Habopa (K+ u K-) u uccinenyempimu oOpasiiaMu Hy>KHO
oOpalarbcst Kak ¢ MOTEHIIMAIIbHO OMACHBIMH MaTephajiaMu, T.K. HU OJIMH METO]]
TECTUPOBAHUS HE MOXKET FapaHTUPOBATh OTCYTCTBHE MH(PEKITMOHHBIX areHTOB.

5.8. OTnenpHble  peareHThl  HabOOpa  TMPUTOTOBJIEHBI € HMCIIOJb30BaHUEM
OMOJIOTHYECKOTO MaTepuralia )KUBOTHOTO TPOUCXOKICHHUS.

5.9. [Tacmopt 6e3omacHOCTH JUIsi HAOOpa PEareHTOB MOXKET OBITh MPEACTABICH TIO
3aMpocy KIUEHTA.

5.10. Jlmst mosrydeHust HaJEKHBIX PE3yIbTAaTOB HEOOXOAMMO:

- 00ecneYnTh YCTAHOBJICHHBIE YCIIOBHS XpaHEHUs Ha0opa;
- crporo coOmoaare TpeboBanuss WHCTpyKIMH 10 NpUMEHEHHI0 Habopa
pEareHToB.
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5.11. He ucnoap3oBate MU:
- [IPY IOBPEXIEHUU LIEJTOCTHOCTH YIAKOBKH PEareHTOB;
- IPU HECOOTBETCTBMM BHemIHero Buaa peareHToB (cMm. m. III CocraB Habopa
pEareHToB);
- [IPY TIOBPEXIEHUNU MAPKUPOBKHU.

VI. YTUJIN3ALIUA U YHUUYTOXKXKEHHUE

6.1. U3nenust B mporiecce XpaHEHUSI W TPAHCIIOPTUPOBAHUS HE BBIICISIOT BPEIHBIX
BEIIIECTB, 3arps3HSIONINX OKpYXKamoIlyto cpeny. OTXonbl, oOpasyromuecs B
pe3yJibTaTe NMpUMEHEHUs] Habopa peareHTOB 10 Ha3HAYCHHIO, YCTAHOBJICHHOMY
MPOU3BOJIUTENIEM, a TaKXK€ HE HCMOJIb30BAHHBIC H3JEusl (MCTEKIINI CpPOK
TOJTHOCTH, MOBPEXKICHHAS MOTpPEOUTEIBCKAS yIaKoBKa/MapKUPOBKa,
MOBPEXKJCHHAS  YIMaKOBKAa/MapKUpPOBKAa pEareHTOB MW T.JA.) OTHOCSTCA K
MEIUIIMHCKUM OTXoJaM Kiacca «A», «b» m «I'» B cooTrBeTcTBHUH CcO CT. 49
®denepanpHoro 3akoHa ot 21.11.2011 1. N 323-®3 «O06 ocHOBax OXpaHBI
310pOBbs rpaxian B Poccuiickont denepauum».

6.2. MeaunMHCKUE OTXOAbl TOMJICKAT COOpy, OOE3BPSKUBAHHUIO, Pa3MEILCHHIO,
XpaHECHUIO, TPAHCIIOPTUPOBKE, YYETy MW YTWIM3AllMU B COOTBETCTBUH

c aeiicTtByromuMu npaBuiamMu U HopMaruBamu (CanlluH 2.1.3684-21,
CIT 1.3.2322-08, MY 287-113).

VII. HEOBXONUMBIE MATEPUAJIBI U OBOPYJIOBAHME, HE
INOCTABJISIEMBIE C HABOPOM PEAT'EHTOB

Bona nuctrinmupoBanHas (A€MOHU3UPOBAHHAS);

Jlo3aTophl MUIMETOYHBIE IEPEMEHHOT0 00bEMa JJIs1 0TOOpA KUIKOCTEH;

HakoHeuHHKM OTHOpa30BbIE JJIA 103aTOPOB MUIETOYHBIX;

NukyOarop mukpomianierHbii (tepmocrar) (37,0 = 1,0) °C;

Y CTpoiCcTBO 1711 MPOMBIBaHUS TIJIAHILIETOB (BOIIIED);

[Inanmernsiii cnekrpodoromerp (MDPA-puaep) ¢ dunbrpamu 450 HM U

620-680 HM;

Bbymara ¢unsTpoBanbHas adopaTopHas;

e (CpexncrBa u3mMepeHus: BpeMeHu (4achl, TaiMep);

o l®A-ananuzarop otkpeiToro Tumna ¢ Quibtpamu 450 HM win 450 wu
620-680 uM (17151 mocTaHOBKH DA B aBTOMaTHYECKOM PEXKUME).

VIII. OTBOP U ITOAT'OTOBKA OBPA3IIOB

COop 00pa3ioB KpOBH 4YeJIOBEKa IIPOBOAUTH B COOTBETCTBHH C TEKYIICH
MPAKTUKOW METOJIOM BEHENMyHKIMHU. JIJIsi aHaim3a MCIOJIb30BaTh TOJIBKO HATHBHBIC
(Hepa3Be€HHBIE) O00pa3lbl CHIBOPOTKM KPOBU YEJIOBEKAa WM IUIa3Mbl KPOBU
YyesjoBeKa ¢ pa3nuuHbIMu aHTukoaryisiutamu (3/TA, renapun, uutrpar Hatpus). Bo
n30eKaHWe TeMoJih3a HEOOXOIMMO KaK MOXHO OBICTpee OTACIUTh IUJIa3My OT
SPUTPOLIMTOB WM CBHIBOPOTKY OT cryctka. OOpasiibl, cOoAepiKallue arperatrbl WiIn
OCaJIOK, OCBETJATh UeHTpudyrupopanveMm. [lns wucciaenoBaHusi MOTyT OBbITh
UCIIOJIb30BaHbl  00pasilbl  CHIBOPOTKHW/TIJIA3MBI  KPOBH  4YEJIOBEKa, MPOLIEIIINE
TepMOUHAaKTUBaLMIO B TeueHune 30 munyT npu 56 °C.
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OOpa3ibl ¢ BBIPAKEHHBIM T'€MOJIM30M, TUIMEPIUNHUACMUEH U OaKTepHaTbHBIM
pPOCTOM aHaAIU3y HE MOJJIexkar!

OOpasibl  XpaHUTH/TPAHCIIOPTUPOBATH B COOTBETCTBUU C TPEOOBAHUSIMU
CYIIECTBYIOIIMX  HOPMATUBHBIX  JIOKYMEHTOB. Jlonyctumo JIBYKpaTHOE
3aMOpaXMBaHWE/OTTauBaHUE 00Pa3IIOB.

IX. HIOATI'OTOBKA PEATEHTOB
9.1. O6mme TpedGOBaAHMS U PEKOMEHAAIUN:

e Henb3st Mcnonap30BaTh peareHThl U3 HAOOPOB Pa3HBIX CEPUIl UM CMEIIUBATh
UX MPU MPUTOTOBIICHUU PACTBOPOB, KpOME:

— Hecnennduueckux pearentor (ITP, CB), KoTOpble B3aMMO3aMEHIEMBI BO
Bcex Habopax peareHTtoB mpousBoacTBa OO0 «HIIO «J/lmarnoctuueckue
CUCTEMBI»;

— Cron-pearenra, KOTOpbIi MOXET OBbITh  B3aMMO3aMEHSIEMBIM B
3aBUCUMOCTH OT MOJIIPHOCTH pacTBOpa;

— NIpyTHE€ PpEareHThl Takke MOTYT OBITh B3aWMO3aMEHSEMBIMU IS
MOCTAHOBKU B  OoibIIMHCTBE  HaOopoB-peareHtoB OO0  «HIIO
«/InarHocTuyecKkue CUCTEMBI»;

— 3a Ooisiee JneTanbHOM uWHGMOpPMaALMEl OTHOCUTENBHO JIPYTUX pPEareHTOB
oOpaturech B CHOykOy TMOJJEPX KU TOJb30BaTele 1o  TenedoHy
oecrmatHor JuHUM 8-800-555-0300 (100. 7626, 7655) wiu mo E-mail:
info@npods.ru; help-ds@npods.ru.

e Paboune pacTBOpbl TOTOBUTH OCTOPOXXHO, HCKJIIOYas  Kakoe-Ir0o
3arpsi3HeHue. Mcronb30BaTh  OJHOPA30BYI0 MM XUMHUYECKH YHUCTYIO
nabopaTOpHyl0 MOCYyAy [UIsi OPUTrOTOBJIEHUst peareHtoB. He nomyckatb
KOHTAaKTa METAUTMYECKUX MIPEIMETOB C peareHTamu.

o Kaxnas nynka HMmmyHocopOeHTa mpeAHa3HayeHa Il OJHOKPATHOTO
UCIIOJIb30BAHUA.

e He monBseprath peareHTHl W pabounre pacTBOPHI BO3JCUCTBUIO BBICOKHX
TEMIIepaTyp WJIU IPSIMOTO COJIHEYHOTO CBETA.

e Ilepen ucnonp3oBaHneM (IAKOHBI C JKUJIKUMH pEarceHTaMu IepeMeniaTh,
HE JIOMyCKasi BCTICHUBAHUSI.

9.2. PeareHTbl, rOTOBbIE K HCII0JIH30BAHHIO:
e mmyHocopOeHnT. [Inanuer, cocrosimuii u3 12 CTpUNoB U pamMKH, YIaKOBaH
B (pOJILTUPOBAHHBIN TTaKeT. BCKPHITH (OIBTUPOBAHHBIN MAKET, OTCTYNMHB 1 cM
OT Kpas MaKeTa, U B3ATh HEOOXOJMMOE KOJIMUECTBO CTPUIIOB.

o K+, K-, BP, PPC, Cron-pearent (0,2M).

9.3. Pearenrsbl, TpeOyloniue NpeaBapuTeILHOTO0 NPUTOTOBJIEHHS:

e PaGoumii IIP: HeoOxomumpii 00bEéM KoHIleHTpaTa IIP (%X25) pa3Bectu
B 25 pa3 COOTBETCTBYIOIIUM O00BEMOM BOJIbI AUCTHIIMPOBAHHOM (JICMOHU3UPOBAHHON)
Y TIIATEIBHO MEepeMeIIaTh.
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e PaGounii Konbrorar: HeoOxoaumeiii 00béM koHIleHTpaTa Konbrorara (%21)
pazBectd B 21 pa3 coorBercTByrOmMM 00BEMOM PPK, ocTtopokHO mepemeniars,
HE JOITyCKasi BCIICHUBAHMUSI.

e CyocrpaTHas cmech (CC): HeoOxonumbiit 06bEM KoHIIeHTpaTa TMb (x11)
pazBect B 11 pa3 coorBerctByrommm o0béMoM Cb M TiIarenbHO mnepemenarh.
Bo3moxxno mpuroroBienue CC HemocpenctBeHHO Bo (uakone ¢ Cb. lns atoro
HY>)KHO OTOOpaTh 103aTOPOM MHUIETOYHBIM HeoOXxoaumblii o0béM TMbB (2,5 M),
nepeHecTt Bo ¢iakoH ¢ Cb (25,0 M) u TiiatensHO NepeMeniarh.

Pacxoa peareHTOB Ha0opa B 3aBUCHMOCTH OT KOJIHYECTBA
HCI0JIb3yeMbIX CTPHIIOB

KoanuectBo
HCNOJIb3yeMbIX CTPUIIOB

1 2 3 4 5 6 7 8 9 10 11 12

TP (x25), w1 | 30 | 60 | 90 [ 120 | 150 | 180 | 21,0 | 24,0 | 27,0 | 30,0 | 33,0 | 40,0
Pa6ouuii ITP
Bosa, Mt 72,0 | 144,0|216,0 | 288,0 | 360,0 | 432,0 | 504,0 | 576,0 | 648,0 | 720,0 | 792,0 | 960,0
| Komsiorat 555 1 010 | 0,15 | 020 | 025 | 0,30 | 035 | 040 | 0,45 | 0,50 | 055 | 0,60
Paooumii | (x21), M
Konblorar PPK, M1 10 | 20 | 30 | 40 | 50 | 60 | 70 | 80 | 9,0 | 10,0 | 11,0 | 12,0
IMBCAD. 1 01 | 02| 03| 04| 05| 06| 07| 08|09 10]11]12
cC M1
CB, M1 10 | 20 | 30 | 40 | 50 | 60 | 70 | 80 | 90 | 100 | 12,0 | 120

X. MMPOBEJAEHUE AHAJIU3A
10.1. O61mme TpeGoBaHNS U PEKOMEHIAIMU:

e licnonk3oBaTh BAIUAMPOBAHHBIE J03aTOPhI U O0OPYI0BAHUE.

¢ licnonp30BaTh HOBBIM HAKOHEYHHK IS KaXKJI0T0 oOpasia.

e [lepen ucnosnb3oBaHUEM HAOOp peareHTOB BblEpkaTh He MeHee 30 MUH TIPU
KOMHATHOM TEMIIEpATYPE.

e [lepen HWCHONBL30BAHMEM BAHHOYKM IIJIACTUKOBBIE JISl KUJIKUX PEAreHTOB
OTMOJIOCHYTbh BOJIOW JUCTULTUPOBAHHOM (JIEMOHU3UPOBAHHOM).

e He umcnonb30BaTh OJHY W Ty K€ BAHHOYKY IUIACTHMKOBYIO JJII BHECCHMS
Konstorara u Cy0cTpaTHO# cmecH.

e l130erarh pacruieckuBaHusi 00OpPa3IOB UM PACTBOPOB, COACPIKAIINX 00Pa3IIbl.

e He nomyckaTh BbICHIXaHUsI JIYyHOK MIMMyHOCOpOEHTa MEXITy OTICIbHBIMU
onepalusiMHu.

e CoOmomath TpeOOBaHUS K TPOMBIBKE (PEKOMEHIOBAHHOE KOJHUYECTBO
IIUKJIOB, 00BbEM pacTBOpA MPU HAMOJHEHUU, BpEMEHHbIE UHTEPBaJIbI, 3 ()PEKTUBHOCTD
OTCaChIBaHMUS).

o [In€nku 3amurHbie 11 MDA 1UIaHIIETOB SBJIAKOTCA OJHOPA30BBIMH H
IIOBTOPHOMY HMCIIOJIb30BAHUIO ITOCIIE CHATHUS HE MOJJIEkKAT.
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10.2. IIpoBeaenue UDA:

Oran IIpouenypa noCTaHOBKHU

B nyHku nasmiera ais NpeaBapUTEbHOIO pa3BEACHMS CHIBOPOTOK BHECTH 1O 90 MK
1 |PPC u mo 10 Mki uccienyemsix oOpa3LoB, TIIATEIBHO MEPEMEIINBAs MTUIETHPOBAHUEM.
ITpu 3TOM (PHOIETOBO-CUHUH IIBET JOHKEH U3MEHUTHCSI HA TOIyOOBaTO-3€JEHBIN.

Buectu B nynku Ummynocop6enTa no 100 mxn K+, K-.

2 |1 crpun — 1 nynka K+, 1 mynka K-;

2 crpuna u 6osee — 1 nynka K+, 3 nynku K-.

B ocranbubie snyHkun WMmmyHocopOenta BHectH mo 90 Mxkn BP u mo 10 wMkn
3 |mpeaBapuUTENBHO Pa3BENEHHBIX HUCCIEIYEMBIX 00pa3loB (KOHEYHOE pa3BEICHHE
uccienyembix oopasnos 1:100), TiiaTenbHO NepeMelinBasi MUIETUPOBAHUEM.

[InaHmeTr HakpwITh 3AIIATHOM IUIEHKOM M BBIAEpKAaTb B Tepmocrare 30 MHUH mpH

4 temneparype (37,0 + 1,0) °C.
C nomomp NPOMBIBOYHOIO YCTPOMCTBA YNAIUTh CONEPKUMOE JIYHOK B EMKOCTH C
Ne3MHGUIHUPYIONIMM PAacTBOPOM U MPOMBITH TUTaHIIeT 4 pa3a pabounm pactBopom [IP.
st aToro octopokHo BHecTH padouuii [IP B nyHku 1utanmiera 10 kpaéB (HE MeHee
5 350 MKn B JIyHKY), 3aT€M YAQJIUTh B €MKOCTb € Je3WH(UUIMpYyrOIMM pacTtBopoM. [Ipu

HEOOXOAMMOCTH yJaluTh OCTAaTKH BJIATU IyTEM OTCTYKHBAaHHMS IO CIIOKEHHOU B
HECKOJIbKO  CJ0€B  (QuibTpoBaJibHOM  Oymare.  PexomeHOyemcs — UCNONIb308aNb
agmomamuyeckuii. Mukponianuiemuslii eowep. Hedocmamounas npomwvieka modrcem
HeONa20NPUSMHO NOBIUAMb HA MOYHOCIb AHAIU3A.

6 |Bo Bce mynku manmiera Baectr o 100 Mk pactBopa pabodero Konsrorara.

[InaHmeT HaKpbITh 3AIIUTHOW TUIEHKOM M BBIAEPKAaTh B TepMmocTaTe B TeueHue 30 MHH
npu temneparype (37,0 £ 1,0) °C.

C noMmolIbl0 NMPOMBIBOYHOTO YCTPOWCTBA YAAIUTh COAEPKUMOE JIYHOK U NPOMBITh
wiadmeT 4 pasa pabounm 1P, kak onricano B 1 5.

9 |Bo Bce nynku miuanmieta BHectd 1o 100 mxi CC.

10 [Inanmer Bblaepkarh 20 MHH B 3alIMIIEHHOM OT CBETa MECT€ IPU KOMHATHOM
temneparype: (18-25) °C.

Peaknuro octaHOBUTH q00aBieHHEM BO Bce JyHKH mo 150 mkxn Crom-peareHTa W depes
11 |1-2 muH, HO He no3aHee 20 muH, m3meputh OIl mpu amune BoaHbl 450/620-680 HM.
Jomyctumo umepsite OIl ipu ogHOM nayivHe BOTHBI — 450 HM.

Cxema nipoBeaenust MDA npusenena B [Ipuiioxxenun.
[To Bompocam nmocTaHOBKM Ha aBToMatudeckux MDA -ananuzaTopax OTKPBITOTO
THUMa 00paIaThCs B aipec MPOU3BOIUTENS HAOOpa PeareHTOB.

10.3. s onpeesieHusi TUTPA AHTUTE] B HCCIIeAyeMoOM odpasiie:

Cmoco0 1.

1. Hccnenyembie obOpasubl paszBectu PPC B 10 pa3. [[ns 3TOoro B JIyHKHU
BEPXHEro psija IUIAHIIEeTa JJIs MPEIBapUTEILHOIO pa3BeAcHUs BHECTH Mo 90 MK
PPC u o 10 Mk ucciaemyemoro oopasia.

2. B ocranpHble JYHKH TUIaHIIETa JJI MPEBAPUTEIHLHOTO Pa3BEACHUSI BHECTH
no 50 mxn pabouero IIP u mpoBecTu ABYKpaTHOE TUTPOBAHUE W3 TMEPBOM JTYHKH
ctpuna. [{ns storo 50 Mk pa3BegeHHoro B 10 pa3 oOpasia U3 nepBoii JIyHKU cTpUra
MIEPEHECTH B CIEAYIOUIYIO JYHKY CTPHUIA, IMOCIE YEro COAEPKUMOE ATOH JyHKH
THIATELHO TEpeMEIIaTh U MOBTOPUTH JO KOHIIA CTPHUIIA, MOCIE MEepEeMEIINBaHUS
50 MKJ COAEpPXKUMOTO MOCJIEeAHEH ITyHKH OTOOpaTh M MEPEHECTH B €MKOCTh IS
ne3nH(EKIIMOHHON 00paboTKU OuoMaTepuania.

11



Hucrpykuust no npumenennio «JIC-UPA-AHTHU-SARS-CoV-2-G (S)»

3. B nmynku MUmmyHocopOenTa, coaepsxkamue mo 90 mxn bP, BaecTn mo 10 Mk
pPaCTUTPOBAHHBIX B IUIAHIIETE JUIsI TPEIBAPUTEIIHLHOTO pa3BelleHUs 00pa3iioB,
nepeMenInBas MUINETUPOBAHUEM.

[Tocnenyroiuye onepanuu BBIOJIHUTh B COOTBETCTBUM C 3TanoMm 4-11 mm. 10.2.
(npoBenenue M®DA). 3a TuTp aHTUTEN NPUHUMAIOT MAKCHUMAaJIbHOE pa3BelICHUE
oOpaslia, Mpu KOTOPOM PETUCTPUPYETCS MOJIOKUTEIbHBIN pe3yIbTaT.

Cmoco0 2.

OnpeneneHre TUTpAa MCCIEAYEMOro oOpa3lia MOXET OBbITh MPOBEAEHO IO
ko3 punmenty nozutuBHocTH (KII), koTOpbIii paccuuThiBaeTcs kak oTHomeHue Ol
uccnexyemoro oopasua k Ollkpur. no hopmysie:

KII=OIl/Ollxpwur.

O6paziet ¢ KII(1:100) < 2,5 umerot tutp 1/100.

O6pasier ¢ KI1(1:100) > 2,5 neobxoaumo pazsectu B 1000 pa3 u onpeaenuTs ux
tutp 1o Tadnuie coorerctBust KII(1:1000) Tutpy anturen. s storo:

1. HWccnenyembie oopasiibl pazBectu PPC B 10 pa3. s 3TOTO B MEPBYIO JIYHKY
CTpHIIA TJIAHILIETA JJI1 IpeaBapuTeabHoro passeaeHus BHecTr 90 Mk PPC u 10 Mxn
uccaeayemMoro oopasma (passeacHue B 10 pa3).

2. Bo BTOpyIO JyHKY CTpHUIIA TUIAHIIETA JJIs MPEABAPUTEIHHOTO Pa3BEICHUS
BHecTH 90 Mk padodero IIP u 10 mMxn pa3BenenHoro B 10 pa3 oOpasiia u3 mepBoi
nynku (pa3Benenue B 100 pa3z).

3. B nynku UMmyHocopOeHnTa, coaepxamue no 90 mxn BP, BHecTu no 10 Mk
o0Opa3iuoB, pa3BeaeHHbIX B 100 pa3 B muiaHIieTe s IpeABaAPUTEIbHOTO pa3BeACHUs
o0pa31oB, nepeMenirBas nunetupoBanrem (passeaeHue B 1000 pas).

4. Tlocnenyroiue onepaluy BBIMOJHUTH B COOTBETCTBUM ¢ dTanoM 2 . 10.2.
(npoBenenue UDA).

5. Omnpenenuty TUTp anTUTen 1Mo Tadmaune «CooTBercTBue BenumuuHbl KII
(1:1000) Tutpy antuten kinacca G k SARS-CoV-2».

[Ipumeuanue: gomycTumasi TOTPEHIHOCTh OINPEAETICHUS TUTpa MO Taliauie
COOTBETCTBUS * | TUTP.

CootBercrBue BesimunHbl KII (1:1000) TuTpy anTuTen kiaacca G k SARS-CoV-2

KII (1:1000) Tutp anTuTen

J10 0,53 1/200

ot 0,54 1o 1,53 1/400

ot 1,54 no 3,21 1/800

ot 3,22 5o 4,66 1/1600

ot 4,67 no 8,83 1/3200

or 8,84 o 10,25 1/6400
or 10,26 > 1/12800
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XI. YUET PE3YJIbTATOB

VY4ér pe3ysbTaToB MPOBECTU CHEKTPO(HOTOMETPUUYECKU NPU JBYX JUIMHAX BOJH —
450 am u npu pedepeHc-JIMHE BOIHBI B rana3zone ot 620 1o 680 HM ¢ HACTpOUKOM
npudopa no «Bo3ayxy». Jlomyctum yd€T pe3ysbTaTOB MPU OJHOU JJIMHE BOJHBI —
450 HM.

Peakunio yuutheiBaTh, €ciid 3HaueHUE ontudyeckor miaotHoctu (OII) B myHKE C
K+ — ne menee 1,500, a cpennee 3nauenue Ol B nynkax ¢ K- — ne 6onee 0,150.

Paccuurats Ollkpurt. o opmyie:

Ollxpur. = Ollcp.K- + A (A=0,300),

rne A —  KkodQPUIMEHT, oOmpenenseMblii  NPOU3BOAUTEIIEM  METOJOM
CTaTUCTHUYECKON 00pabOTKM pe3ynapTaroB mocTtaHOBKM MDA, BemuunHy KOTOPOTO
YKa3bIBAIOT [T KaXKJAO0W CEPUU B MHCTPYKLMH 10 TPUMEHEHUIO U B ITACIIOPTE HA CEPHIO.

Paccuutate KII mo dbopmyne, nmpuBenennoit B . 10.3 (cmoco0 2) Hacrostiei
WHCTPYKITUH.

Hccneayemble 00pa3iibl paclicHMBATh KaK IMOJ0KHATEIbHbBIE: eciau KIT > 1,2,
Mccnenyemble 00pa3libl paclicHMBATh Kak orpunarensHelie: ecin KII < 0,8.
Hccnenyemblie 00pa3iibl paciicHUBaTh Kak Heonpeaenéannle: ecan 0,8 < KII<1,2.

[Ipyn monydenuun HeompenaenéHubix pesynpraToB 0,8 < KII < 1,2 HeobxoamumMo
WCCJIEIOBAaHUE CHIBOPOTKH (TI1a3Mbl) KPOBU YENIOBEKa HA HAIMYME aHTUTEN Kiacca G
kK SARS-CoV-2 wuepe3 1-2 Hemenn. B cimydae mnofydyeHHs HEONpeEIETEeHHBIX
PE3yNbTATOB TaKHWE 00PA3Ihl CYNTATH OTPHUIIATCIIEHBIMH.

Hcnonb3oBanue  KodpdUIlMeHTa MO3UTUBHOCTHA  IO3BOJSIET  MPOBOJUTH
CPaBHUTEIBHBIA aHaU3 YPOBHS CIENU(PUYSCKUX aHTUTEI B TMapHBIX 00pasmax

CBIBOPOTKHA KPOBHU W OTCJIECKHBATh NTUHAMHUKY W3MEHEHHUS YPOBHS CHEIU(PUUECKUX
IgG-antuten k SARS-CoV-2.

XIl.OTPAHUYEHMUS TECTA

e Pe3ynbTarhl, NOJYYEHHBIE B 3TOM HIIH JO0OOM APYroM AHUArHOCTUYECKOM TECTE,
JOJDKHBI  OBITh HCITIOJB30BaHBl W HMHTEPIPETUPOBAHBI TOJIHKO B KOHTEKCTE BCEM
KIIMHAYECKOU KapTHHBI.

e /luarHoctuka wuHpeknuun SARS-COV-2 Bo3MOXHA TOJBKO MpPHU HAJIUYHUU
KIIMHAYECKUX MPOSBIECHUN W KOMIUIEKCA JJa0OpaTOPHBIX UCCIE0BAHUMN (BBISBICHUE
yBenudeHus: ypoBHs aHTuTeNl K SARS-C0OV-2, nonoxurenbueiit pedynstat [11[P).

o OtpuniatelbHbId peE3yJIbTaT TECTa HE MCKIIYAeT BO3MOXXHOCTH HAJIUYUS
uapekmu SARS-CoV-2, T.k. 3a00p KpPOBH MOXET OBITH OCYIIECTBICH B TEPHOJ
CEpOHETAaTUBHOIO OKHA.

e Huskuii KII (KII < 2,0) MOXET CBHAETEIHLCTBOBaTh O HAJIMYHMHM CIA00r0 WM
Hecnenuduueckoro ummynurera kK SARS-CoV-2, cBsizaHHOTO ¢ KPOCC-PEaKTUBHOCTHIO
C JIpyTUMHU KOPOHABUPYCAMH.
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Pe3ynbrarel 0IHOTO M TOro e 00pasla, MPOTECTUPOBAHHOIO B TECT-CUCTEMAax

pa3HBIX MPOU3BOJAUTENEH, MOTYT pa3nIuyarbCsi. OTO CBS3aHO C Pa3HOOOpazueM
UCMOJIB3yEMOT'0 ChIPhsl W/UIN opmara TecTa.

[Ipy WMMMYHOACPUIUTHBIX COCTOSIHUSIX MOXET HaOMIOaThCsa — 3ajiepKKa
oOpazoBanus anturena k SARS-CoV-2.
XIll. CPOK IrogHOCTHN. YCJIOBUA XPAHEHUS "
TPAHCIIOPTUPOBAHMUS

13.1 |Cpok roanocTn Ha6opa peareHToB 12 mMecsineB: HaGophl ¢ HCTEKIIMM CPOKOM TOIHOCTH
HCMOJIb30BAHUIO He MOJIJIeKAT.

13.2 | YcaoBus XpaHeHust HA0oOpa peareHToB
XpaHuTh HaOOpHI Tpu Temneparype oT 2 a0 8 °C B cyXoM, 3alllIIIEHHOM OT CBETa MECTE C
UCTIOJIB30BAaHUEM OOOPYAOBaHMSI W TOMEIICHHA, OOECICUMBAIONINX 3aJIaHHBIC YCIIOBHSA, B
COOTBETCTBHHU C YCTAaHOBJICHHBIMHU MTPAaBUIAMU. 3aMOPKUBAHNE HE JOMYCKACTCA.
HaGopsl, XpaHUBIIHECS ¢ HApyIICHHEM PETJaMEHTHPOBAHHOTO PEXHMa, HCIOIL30BAHUIO HE
TIOJIEKAT.

13.3 | Yca0oBust TPAHCIOPTHPOBAHNMS HA00PA peareHToB
TpancnopTupoBaTh HAOOPHI CIEAYET KPBITHIM TPAHCIIOPTOM, C COOIIOJIEHUEM TEMIIEPATYPHOTO
pEeKHMMa, YCTAaHOBJICHHOTO HM3TOTOBUTEJIEM, B COOTBETCTBHHM C YCTAHOBJICHHBIMH IPABUIAMH
nepeBo3ok. Habopbl, TpaHCHOPTUPOBAHHBIE C HAPYIIEHHEM TEMIEPATYPHOTO pPEKUMA,
WCTIOJIH30BAHHIO HE TIOJIC)KAT.
Habopsl peareHToB TpaHCIOPTUPOBATH Npu TeMmeparype ot 2 1o 8 °C.
Jlommyckaercs TpaHCTIOPTUPOBAHUE:
npu Temneparype ot 9 no 25 °C He 6onee 10 cyT

13.4 | YcaoBusi 4 cpokM XpaHeHHsI paG0YnX pacTBOPOB
(Xxpanums 6 YUCmMuIX PIAKOHAX 8 3AUWUEHHOM OM C8ema Mecme)
PaGouuii TIP npu temmeparype ot 2 1o 8 °C He 6onee 28 cyT

nipu Temnepatype ot 18 mo 25 °C He Oosee 14 cyT

PaGounii Konbrorat npu temmeparype ot 2 o 25 °C He 6onee 12 u
CC npu Temmnepatype ot 2 o 25 °C He 6osee 10 u

13.5 | YcioBusl M CPOKH XpaHeHHUsI HEHCIO0JIb30BAHHBIX peareHToB Hadopa mocje BCKPbITHS

XpaHUTh B CyXOM, 3alIMIIEHHOM OT CBeTa MecTte mpu Ttemmepatrype or 2 go 8§ °C.
3amMopakuBaHUe HE JOMYCKAeTCsl.

Ilocne BCKpBITHSI HEHUCIIOJIB30BaHHBIE | B TEUEHUE 6 MECSLIEB
cTpunbl 0e3 paMKH [OMECTHTh B
(GoNBrUpoBaHHbBI TakeT (He yaass
CUJIMKAreb!) u TIIATEIBHO
repMeTusupoBats. [l sToro  kpau
nakera CleQyeT CBEpHYTb 2-3 pa3a u
MOMECTUTH (DOJILIMPOBAHHBIN MaKET CO
CTpUIIAMU B TOJUAITUIICHOBBIA MAKET C

3amkoM Zip-Lock.

HNmmyHocopOeHT

Konwrorar, PPK, K+,
K-, BP, PPC, TIIP,
Cron-pearent, Cb, TMb

®1aKOHBI MJIOTHO 3dKPbITh BUHTOBBIMU
KpbIIIKaMU W XPAaHUTb B YIIAKOBKC
IMPON3BOANTCIIA.

B T€YEHHE CPOKa T'OJHOCTHU
Habopa peareHToB

* He BepuUIIMPOBaHO JAHHBIMU MCCIIEJOBAaHUS B PEaIbHOM BPEMEHH.

XIV. TEXHUYECKOE OBCJIY)KUBAHUE U PEMOHT
HaGop pearearoB «JIC-UDA-AHTU-SARS-CoV-2-G (S)» TexHHUECKOMY
OOCITYKUBAaHUIO U PEMOHTY HE MOJICHKUT.
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Hucrpykuust no npumenennio «JIC-UPA-AHTHU-SARS-CoV-2-G (S)»

XV.TAPAHTUHHBIE OBSA3ATEJBCTBA

[TpouzBoauTensb (M3roroButTesh): OOIMIECTBO ¢ OrPAaHMUYEHHON OTBETCTBEHHOCTHIO
«Hayuno-npousBoicTBeHHOE 00beauHeHne «/lnarnoctuueckue cucremsn» (OO0
«HIIO «/Iluarnoctuueckue cucrembl»), 603014, Poccus, r. Huxnauit Hosropog,
yi. Komunrepna, 47. IlouroBsii anpec: 603093, Poccus, r. Huwxuuit Hosropon,
yi1. SI6noneBas, 22.

[IpousBoguTens  TapaHTUPYET COOTBETCTBHUE  BBHITYCKAEMOIO  MPOIYKTa
TpeOOBaHUSIM HOPMATUBHOM U TEXHUUYECKON JOKYMEHTAIIUU.

be3onacHOCTh U KauecTBO HAOOpa peareHTOB rapaHTUPYIOTCS B TEUEHUE BCETO
YCTAHOBJICHHOTO CPOKa FOJIHOCTH.

["apanTuy TPOU3BOAMUTENS HE PACHPOCTPAHSIOTCS NPU HAPYIICHUH YCIOBUHN
XpaHEHUs U TPAHCTIOPTUPOBAHUS, a TAKXKE B CIIydae HECOOIIOICHUS] MHCTPYKIINHU
10 IPUMEHEHHUIO.

Pexnamarnu Ha cnenuduieckue u puanyeckre CBOKWCTBa Ha0Opa HAIMPABISATH B
aapec NpOU3BOIUTEIIA:

000 «HIIO «/IluarnocTuyeckue CUCTEMbD»

603093, Poccus, r. Huxuuit Hosropogn, yi. l6nonesas, 22

Ten./daxc: (831) 434-86-83, 8-800-555-0300

E-mail: info@npods.ru, www.npods.ru.

I[J'Ii[ IPOBCACHUA PACCICAOBAHNA KW IIOJIYUYCHHA 00BEKTUBHBIX BBIBOJIOB IIO

3asBJICHHOM pPeKiIaMalnumu H€06XOI[I/IMO npcaoCTaBJICHUC!

1) pexiaManiMOHHOTO HA0OPA;
2) Bcex 00pa3IoB KpOBO/1ay MAIMEHTA;
3) TPOTOKOJIOB UCCIENOBAaHWNA C HCIIOJB30BAaHUEM JPYTUX TECT-CUCTEM C

YKa3zaHHuEM IPOU3BOANTEIIA, CCPUU, CPOKOB I'OAHOCTH.

XVI. OFbACHEHHUE UCITIOJIB3YEMbIX CUMBOJIOB

MenunuHcKoe U3IeNie T JUATHOCTHKH N Vitro
- |OGparurech K HHCT uu 1o
d N3rorosurens D:l: P PYKHL
NPUMEHEHHUTO
I~ +8°C
REF| |Howmep mo karanory e TemrepaTypHblii Auana3on

ConepKuMoro OCTaTOYHO I -
71ep A a _=eZ |He nomyckarh BO3IEHCTBUSA COJHEYHOT'O
71
HpoBeAeHUs N-KosimdecTBa TecToB| AN cBeTa
]

(KOJIMYECTBO ONPEAEIECHUI)

LO Kox maptuu (Homep cepun)

bepeus ot Biaru

Cpox TromHOCTH (Jmata WCTEYEHHS
cCpoka  TrogHocTM B (hopmaTte
YYYY-MM-DD)

Bepx

®| 1o |[&| 8| <

He ucnonb3oBaTh npu MOBPEXKICHUU

Xpymkoe, 00pamarscst 0CTOPOKHO
yIIaKOBKH Py » O0patl P

Jara usrotosiacaus (YYYY-MM) & Buaumanue




Hucrpyknus no npumeHenuo «IC-UPA-AHTU-SARS-CoV-2-G (S)»

Ipunoxkenue
KpaTkas cxema
(Oonycraenca ucnoab306anie Kax Gopmsl 3anicii)
Cepm
Tomen go: JaTa npoeeneHnT

Ormetxao
3Tanbl OpoBeJeHHA aHAIH3Aa

BBINOJIHEHHH

aag:u?;:f:;os Z He menee 30 ymmn, (18-25)°C
5
E‘;‘;{,‘:&?E’ I % 1 9acts P (x25) + 24 gactn H,0

.\Iamm}':lﬂmm Ha IUTaHIIeTe 1)1A NpeJBapHTe/IbHOI0 pasBeJeHNA

i

1

i 1715 onpeJe/IeHNs THTPa aHTHTe.T 1715 ompeJesieHNns aHTHTE] Ki1acca G
| BmrecTn B BepxHile JYHKH CTPHIIOB -

H PPC mo 90 Mxa BrecTH B AVHKH ILTAHIIETA

I Hccaeayempre obpasuer mo 10 »ma PPC mo 90 mxa

1

1

: mo 50 mxa padouero ITP .

1 = = =
Ii13 BepxHeil TyHKN cTpima meperect) 503 503 50 anca
il B HIDKHIe JTYHKH cTpHna mo 50 Mka

I\___pacTBopa MeToZoMm mepekaTa_ )

1
1
1
1
1
1
1
1
1
1
1

B ocTagbHBIE JYHKH CTPHIIOB Hecaegyemsbie odpasubr mo 10 mxa H
1
1
1
1
1
1
1
1
\

i Brecrn 1 [ B ayakn HmMyHocopderTa mo 100 Mx:
K+, 1 crpun - 1 ayaxa K+, 1 ayara K-;
K- L 2 crpuna u Soaee— 1 ayaxa K+, 3 ayaxu K-
Brectn [ B octanprbie ayERu HdyniyHOocopbeHTa R
BEP BP no 90 MKA B Ka&IyI0 JVHKY
[[pe;napn're;]bﬂo pa;ae_]'e'ﬂgue Hpenapn‘renbuo pa:aen?naue HCCAeaveMbie oépamu
\ HecaeaveMble 00pa3ubl / \_ no 10 mMxa y
HeKyOHpoBaTh HaxkpeiTh maénkoi, (37,0+1.0) °C, 30 vun
TporerTs ITo 350 MK 4 pa3a B KaKIYIO JIYHKY
Padounm ITP S S
. —
IIpuroToBHTH

1 gacTe Konntorara (x21) + 20 gacreii PPK

Patogmii Koablorar

Brectn
Patoumi Konsrorar

I HekyoHnpoBaTh I
[ —————————

IIpoMBITE
Pa6oumy [P

IpuroroBuTH
CybocTpatHyI0 cMech (CC)

Io 100 MK B KaXKIYIO JIVHKY

HakpreiTh ménkoi, (37.0+1,0) °C, 30 Mmn

T ————————
ITo 350 MK 4 pa3a B KaXKIYIO JYHKY

i Bt ca 1B 1B

1 gacte TMB (x11) + 10 9acTeii CB

Bﬂégm o 100 MK B KaKAYH0 JIYHKY
HexyonpoBaTth (18-25) °C, B TemHOTe, 20 MIH
Brectn

5 ME mags J -
Cron-pearesT ITo 150 MK B KAKIYIO JYHKY

Q¥Bra B

H3mepnts OII IIpn 450/620-680 HM mam 450 BM

[ Paccunrats OllxkpuT. 1 KII. IIpoBecT 0LI€HKY pPe3y.1bTATOB ] D

Brmonuun (@HO)
[Tporepun (@HO)

(noonicy)

(nooniice)




