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NHCTPYKLUWNA
Mo NpuMeHeH0 Habopa peareHToB 415 UMMYHOXPOMATOrpaguyeckoro
BbIABNEHMSA IgG n IgM aHTUTEeN K Bupycy SARS-CoV-2
B CbIBOPOTKe (M1a3me) 1 LieNIbHOW KpOoBW

«XEMATecT aHTn-8AK8-CoY-2»

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



1 OBWAA NHPOPMALINA.
1.1. Ha3HaueHue.

Habop peareHTOB Ans MMMYyHOXpoMaTorpaguyeckoro BbissfieHUs 1IgG u IgM aHTUTen K Bupycy
SARS-CoV-2 B CbIBOPOTKe (Nna3me) 1 LenbHon Kpoen « XEMATecT aHTU-8AK8-CoY-2» npeaHasHaueH
[NA KauyeCTBEHHOro pas3fenbHoro BbifBneHua IgG u IgM aHTuTen K aHtureHam Bupyca 8AR8-CoV-2 B
CbIBOPOTKe (nsia3me) 1 Le/ibHON KPoBY METOLOM UMMYHOXPOMATOrpagMyeckoro aHamsa.

1.2. BeefeHue.

KopoHaBumpycbl TUMOB a U (3ABNAKTCA NATOreHHbIMU TOMbKO A1 MIEKOMUTAIOLWMX; BUPYCbl TMNa
Yy B OCHOBHOM BbI3bIBAOT WHMEKUMN Yy NTUL. KOpOoHaBMpYCbl MepefaroTcs NPAMbIM - KOHTAKTHbIM
METOAOM C  BbIJENIEHUAMW  WAWN  BO3AYLUHO-KanesibHbIM  MyTeM, HE  MWCK/YaeTCAd  Takxke
(heKa/IbHO-OpasibHbIA MexaHU3M nepefadn MHpekumn. Ha cerogHaWHWn AeHb CyLecTBYeT CeMb TUMOB
KopoHasupyca 4enoBeka (HCoV), KoTopble BbI3bIBAOT pecnupaTopHble 3aboneBaHus: HCoV-229E,
HCoV-NL63, HCoV-0C43, HCoV-HKUI, 8ARs-CoV, MER8-C0oV 1 HOBbIn KopoHasupyc 8ARS-
CoV-2. 8AR8-CoV-2 6bin o6HapyxeH B 2019 rogy B YxaHe, Kutail. KnumHMYeckue nposiBNeHus
3ab0neBaHns - NMXopajKa, YCTanoCTb, Kallesb, U Apyrue CUMMITOMbI, KOTOPble MOTYT 6bICTPO NepepacTy
B TSKENYH [MHEBMOHUIO, [bIXaTeNbHY HeAOCTaTOYHOCTb, CEMTUYECKUA LUOK, MNOMMOPraHHyo
Hef0CTaTOYHOCTb, TSXKE/ble HapyLUeHWUsS KUC/OTHO-LLEN0YHOro 06MeHa M T. [. UTO MOXET NPUBECTU K
NneTasibHOMY MCXopay.

1.3. PyHKUMOHANbHOE Ha3HayeHNe.

Ha6op peareHToB «XEMATecT aHTU-8AK8-CoY-2» npefHa3HayeH ANs AUAarHOCTUKM WH BUTPO.
Habop peareHTOB npeAHasHayeH B KayecTBe BCMOMOraTe/lbHOro MeTofa A/ AWarHOCTUKU OCTPOro
nHUUMpoBaHUA Bupycom 8ARS8-CoV-2 u/unn BbISBEHNA aHAMHECTUYECKOro 3apaXKeHuUs 3TUM
BMPYCOM.

14. Ha6op peareHToB «XEMATecT aHTM-8AK8-CoY-2» npegHasHayeH [Ans OAHOPa30BOro
1CNO/b30BaHUS.

1.5. O6nacTb NPUMEHEHUS - KIMHWYeCKas nabopaTopHas AMarHocTuka.

2. XAPAKTEPUCTVKA HABOPA.

2.1. MpuHumn paboTbl Habopa.

OnpegeneHne OCHOBAHO Ha MPUHLUMNE UMMYHOXPOMATOrpagnMyeckoro aHaimnsa. AHaM3npyemblii
obpasel, abcopbupyeTcq MOrMoOWAKLWNM YYaCTKOM TecT-Monocku. Bo Bpems MpoBeAeHMs aHaimsa
aHTuTeNna n3 obpasuya CBA3bIBAKTCA CO CNeLMpUYecKMMM aHTUreHaMKn, HaHeCEHHbIMU Ha MOBEPXHOCTb
OKpalLeHHbIX MWKPO4YacTUL, M C aHTUTeNaMu, HaHeCeHHbIMM Ha MNOBEPXHOCTb TecT-Mosiockn. B
pesynbTaTe UX B3aMMOJENCTBUA 06pa3yeTcsi KOMMEKC, BUAUMBIA B (hOpMe LIBETHOW NNHUN.

2.2. KOMNNeKTHOCTb:

CocTaB OnucaHne Konnyectso
Kacceta KacceTa 13 6en1oro niactuka, repMeTmyHo 20 LLT.
yrMakoBaHHas B MakeT 13 (ho/bru
Bythep ans obpasua BecupeTHas »AKOCTb 1 dakoH (4 mn)
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2.3. OpHa Kacceta npefHasHayeHa Ana npoeefeHWs of4HOro BbisBneHUA IgG n IgM aHTuTen

aHTUreHam Bupyca SARS-CoV-2 B CbIBOPOTKe (n1a3me) v Le/ibHON KPOoBW.

3. AHAJIMTNYECKWVE N ONATHOCTUYECKUME XAPAKTEPUCTUKW.

3.1. AHa/IMTUYeCKaa CneunpuUYHOCTD.

MepeKkpecTHas peakTUBHOCTbL OLEHeHa Mo pe3y/bTaTaM MCMbITaHUA 06pasLoB KpPoBW, MauveHToB
MMEBLUNX B aHaMHe3e Apyrve Tunbl KopoHasupyca, HBV, HCV, HIV-1, 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 oaHa 13 ncnbiTaHHbIX NPO6 He MoKasana Hanure NepekpEcTHON peakTUBHOCTY.

3.2. NHTepdepeHLms.

Ha pe3ynbTatbl aHa/iM3a He OKasbLUalo B/IMAHWA MCMO/b30BaHME aHTUKOarynsHTa umTpara HaTpus,
JOTA, renapuHa, a Takke MPUCYTCTBUE TFeMOrnobuHa, TPUrINLEPUAOB, XOMecTepuHa, 6unmpybrHa u
06LLero 6es1ka B KOHLEHTPaLMAX, He NPeBbMHAOLLMX HOPMa/IbHbIE KIIMHWUYECKME 3HAUYEHWS.

3.3. Bpemsa nposefeHna aHanm3a.

O6buee Bpemsi BbisiBneHus 1gG n IgM aHTuTen K aHTureHam Bupyca SARS-CoV-2 MeToaom
NMMYHOXpoMaTorpagmyeckoro aHaamsa c wucnosb3oBaHneM Habopa peareHToB «XEMATeCT aHTU-

SARS-CoV-2» He npeBbIWwaeT 15 MUH.
3.4. O6bem nccnefyemoro obpasua.

Ona BbigBneHus I1gG mn  IgM  aHTMTen K adHTureHam Bupyca SARS-CoV-2 MeToLoM
MMMYyHOXpOMaTorpauyeckoro aHaimsa C  uUcnonb3oBaHWeM Habopa peareHToB «XEMATecCT
aHTH-SARS-CoV-2» TpebyeTcsi He 60nee 20 - MKA uccnegyemoro obpasua CbIBOPOTKM (Nnasmbl) u
LIeNIbHOIN KPOBMW.

3.5. KnnHuyeckasa nposepka.

[na  nofgTBepXAeHMs  AMarHOCTMYECKMX XapaKTepucTUK Oblno  uccnegosaHo 250 06pasuyos
CbIBOPOTKM, NAasmbl 1 LEMbHOA KPoBM. 10 AaHHbLIM MCCNeA0BaHMA AMarHOCTUYECKas YyBCTBUTENbHOCTb
100% (AN 95%: 96,25% - 100%) cC [0BepUTENIbHOM BepPOATHOCTbIO 95%, AMarHocTuyeckas
cneundmnyHocTb 100% (AN 95%: 97,91% - 100%) ¢ AOBEPUTENBHON BEPOATHOCTLHO 95%.

4. MATEPUA/bI OBOPYAOBAHWE I PEAFEHTDI
HE BXOAAWME B KOMMNMEKT NOCTABKIN
- Yacbl, TaliMep WM CEKYHOOMEP;

- [103aTopbl CO CMEHHLIMW HAaKOHEYHUKaMW,

- MepyaTKn MeAMLMHCKUE 0HOPA30BbIE.
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5. MEPbI MPEAOCTOPOXXHOCTW.

5.L MoTeHumanbHbIA pyUcK NpuMeHeHns Habopa - knacc 26.

5.2. [ina ncnonb3oBaHNA B AUMarHOCTUKN T BUTPO.

5.3. Bce komMnoHeHTbl Habopa ABNAKTCA HETOKCUYHBIMMU.

5.4. BHumaHue! Mcnonb3oBatb CTPOro cornacHo WHCTPYKUMM MO NPUMEHEHUIo. He npuHUMaTh
BHYTpb!

55. Habop peareHToB «XEMATecT aHTU-8AK8-CoY-2» 6uonornyeckn 6esonaceH, OfHaKO ¢
nccrnefyembiMm - obpasuamy  HeobxoAMMO 06pawartbCs, Kak € MNOTeHUMaibHO  MH(ULMPOBaHHbLIM
matepuasioM. [pu paboTe c uccnegyeMbiMy o6pasLamyv PeKOMEHAYeTCs WMCNo/b30BaTb Pe3MHOBbIE
nepyartkm.

5.6. VIHCTpyMeHTbl 1 060pyfoBaHMe, a TakXXe MOBEPXHOCTW, Ha KOTOPbIX MPOBOAWUJICA aHan3,
06paboTaTb COOTBETCTBYHOWMMU AE3NHPULMPYIOLMMUK CPeACTBaMU, paspelleHHbIMU 418 NPUMEHEHMUS
Ha TeppuTopumn P®.

5.7. He wncnonb3oBatb MO WCTEYEHWW CPOKa roAHOCTW. He wucnonb3oBaThb, €CAN  YNaKoOBKa
noBpeXaeHa Uy NNoxo 3anasHa. Mepes NpuMeHeHVEM y6e4nTbCA B LEe/IOCTHOCTU KOMMOHEHTOB Habop
Mpn pab6ote cneayetT cobnogatb TpebosaHms TOCT P 52905 (180 15190:2003) «Jlabopatopum

MeauLMHCKMe TpeboBaHus 6e30MacHOCTU.

5.8. Ha pe3ynbTaThl aHa/iM3a ¢ UCNo/b30BaHNEM Habopa peareHTOB MOTYT BUSATL Takue (DaKTopbl,

KaK HETOYHOCTb BbIMO/IHEHUA aHa/IU3a NN OTCTYM/IEHNE OT MHCTPYKLUN.

5.9. He cofiepXXuUT Kakux-nmbo NeKapCTBEHHbIX CPeACTB AN MEANLIMHCKOrO MPUMEHEHMS, a TaKxKe

MaTepuanoB XXMBOTHOIO 1 Y€/10BEYECKOIO NMPOUCXOXKAEHUA.

5.10. Mpu “CNONb30BaHUM COMNACHO MHCTPYKLMU MO NPUMEHEHNIO 13LeNne SBNseTcs 6e30nacHbIM
(He HeceT (YM3NYECKNX, IKONOTMYECKNX U UHBIX PUCKOB).

5.11. TokasaHWs K MPUMEHEHUIO MEAMUMHCKOrO M34eNnsd: MNPUMEHATb B COOTBETCTBUM C
Ha3HaYeHVEeM.

5.12. MpoTMBONOKa3aHWs K MPUMEHEHMNIO MEAULMHCKOTO M3Aenns: MPOTMBOMOKAa3aHW B paMKax

YCTaHOB/IEHHOr0 Ha3HayYeHUs He NMeeT. He NPUMEHATb He MO Ha3HAYeHUIo.

6. AHANN3VPYEMBIE OBPA3LbI.

B kayecTBe aHa/sM3MpyeMoro obpasua MCMosib3yeTcs CbIBOPOTKA, MnaasmMa C LUTPaToM HaTpus,
SAOTA vnn renapyvHoMm, LenbHaa BeHO3Haa KpoBb C LuTpaTtom Hatpus SOTA unv renapuvHoMm, LenbHas

KanunnsipHas KPoBb.

6.1. Tpoueaypa NonyyeHnst aHaIM3MPYeMOro MaTepumana.
C6op 06pasLoB KpoBWM 4YenoBeKa NPOBOAMTb B COOTBETCTBMM C TEKYLLUEA MNPaKTUKON METoAOoM
BEHENYHKLUMN (BEHO3HAst KPOBb) WM CKapU(MKATOPHbIM METOAOM KanunnspHas KpoBb, cO6Mt0fas

CTaHAapTHble NabopaTopHble MNpoueaypbl. s aHanM3a WUCMOMb30BaTh HepasBeAEHHYH CbIBOPOTKY,
@ 000 LPMH () INFOGCIRMLRU @ WWW.GOSZORAVNADZOR RU



6.2. TloAroToBka aHa/M3MpyemMbIX 06pasLoB.

Bblbop npobupoK [ANs  MOyYeHUst CbIBOPOTKM, Masmbl W LEMIbHOW KPOBW, MOArOTOBKY,
LEeHTPUYrpoBaHne, XpaHeHWe W TPaHCMOPTUPOBKY 06pasua MpoM3BOAUTL COr/IaCHO Npaswiam
MPOBefeHNA  MpeaHaMTUYECKOro 3tana, YTBEPXAEHHbIM A4  fabopartopuun.  PekomeHayemoe
COOTHOLLUEHMe aHTUKoarynsaHta u buomarepuana, a TakkKe Cnocobbl NOArOTOBKM 06pasua U pexuMbl
LeHTPU(YrnpoBaHMss  OnmncaHbl B WHCTPYKUMW MO MPUMEHEHMIO  MPOBMPOK,  WUCMO/b3YeMbIX
naboparopuei.

6.2.1. puroToB/eHVe aHaNN3NPyeMbIX 06pa3LLI0B CbIBOPOTOK KPOBM NaLMEeHTOB.

KpoBb 0TOOpaTb BeHenyHKuuen, fAaTb MOSHOCTbIO  CBEPHYTLCS, OTAENUTb  CbIBOPOTKY
LIEHTPUDYTMPOBaHMEM NPY KOMHATHOI TemnepaType.

6.2.2. TlpuroToBneHVe aHaIM3MpPyeMbIX 06pasLoB MiasMbl.

Coop KpoBM cnefyeT MNPOBOAMTb B MPOGUPKKM, COoAepXKalime aHTUKOAarynsHTbl, COr/laCHO
YTBEPXAEHHOM Mpoueaype coopa nnasmbl. B KauyecTBe aHTUKOArynsHToB Mcnonb3osatb 3ATA, renapvH
N UUTpaT HaTpus.

6.2.3. MpuroToBneHne 06pasLLoB LieIbHOM BEHO3HON KPOBW.

C6op KpoBu cnefyeT MpPOBOAWUTL B MPOOMPKK, cofepxKalime aHTUKOarynsHTbl, COrnacHo
YTBEPXEHHOIN npoueaype cbopa LenbHOM KpoBu. He LeHTpudyrnpoBaTb. B kayecTBe aHTUKOarynsHToB
ncnonb3osatb ATA, renapvH n LATPaT HaATPUS.

6.2.3. MNpuroToBneHne 06pasLLoB Le/IbHOM KanuansapHOW KPoBK.

KanunnapHyto KpoBb 0T0BpaTh CKapuUPUKaToOpHbIM METOAOM.

6.3. Ecnn aHasm3 nNpoBOAUTCA He B [eHb B3ATWUA, 00pasLibl CbIBOPOTKM, Mna3mbl KPOBW, cregyet
XpaHUTb Npu Temnepatype +2-8°C He 6onee 3 cyToK uam npu Temnepatype -20°C He 6onee 2 Hepenb.
[JonyckaeTcs 04HOKpaTHOe pasMopaXKkmBaHue/3amopaxrBaHmne 06pasLoB.

[MoBTOpPHOE 3aMopaXnBaHve-oTTarBaHe 06pasLLOB CbIBOPOTKYM (M1a3mbl) KPOBW He [OMYyCKaeTcs.

LlenbHas BeHO3Hast M KanuansapHas KPOBb XPaHEHUIO He MOAMEXUT U A0/HKHA ObiTb MPOTeCTUPOBaHa
HeMeL/TeHHO.

6.4. TwartenbHO pasmellaliTe aHaM3Mpyemblid 0bpasel;; 06pasubl CbIBOPOTKM (MnasMbl) KpPOBM,
cofepalime yactuubl (0COGEHHO pa3sMOpOXKeHHble 06pasubl MnasMmbl), nepes TeCTUPOBaHWMEM
Heo6X0AMMO OCBETUTL LIEHTPUQYTMPOBaHUEM.

BHVMAHWE: MyTHble, X1Ne3HbIE UM FEMONUTUYECKME 06pasLibl NPW TECTUPOBAHUM MOTYT AaTb
TPYAHO UHTEPNPeTUPYEMbIE Pe3Y/bTaTbl.

6.5. Tllepen npoBefeHMeM aHaiM3a uccnefyemble 06pasubl CbIBOPOTKM (Nnasmbl), creayet

BblAep>XXaTb NPV KOMHATHOW TemnepaType +18-25°C He meHee 30 MUH.

7. NMPOBEAEHVE AHAJIN3A.
7.1 Mepen NpoBeAgHMEM aHanM3a peareHTbl Habopa cneayeT BblAepXKaTb MPU KOMHATHOM

Temnepatype +18-25°C He meHee 30 MUH.
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7.2. N3BnekuTe KacceTy M3 YNakOBKW W MOMECTUTE €€ Ha CyXYK FOPU30HTa/IbHYK MI0CKOCTb
TECTOBOW MOBEPXHOCTbLH BBEPX.

7.3. C nomoulbt0 fos3atopa WM OAHOPa30BOM MMIaCTUKOBOW NUMETKM BHecuTe 10 MKA
TecTypyemoro obpasua CbIBOPOTKM, nasMmbl uanm 20 MK TecTMpyemoro obpasua LenbHOW KpoBU B
OKoLKO ana obpasua (S) Kaccetbl, gob6asbTe 2 kanan (100 mkn) Bydepa ana obpasya. Mpu aTom
JepXxuTe (hNakoH-KanenbHULY BEPTUKaIbHO, YTOObI N36eXaTb 06pa3oBaHne BO3AYLLHbLIX My3bIpen.

7.4. Bo Bpems NpoBefieHNs TeCcTa He TpOranTe 1 He nepemMellainTe Kaccety.

8. MHTEPIPETAUWNA PE3Y/IbTATOB.

BHUMAHWE! CuuTbiBaHWe pe3ynbTaToB MNpPOBOAUTE uYepe3 15 MWHYT Mocne BHeCeHus
uccnefyemoro obpasua, Ho He nosgHee 15 MUHYT. Peructpaums pesynbTatoB aHasn3a fno UCTeveHUn

6onee yem 20 MUHYT HelOMYCTUMA, TaKne pe3yNbTaTbl ABNAIOTCA HeLOCTOBEPHBLIMMU.
8.1. OTpumuaTe/bHbIA pe3ynbTar.

MpucyTCcTBME B TECTOBOM 30He OAHOM OKpalleHHOW nonocbl (KOHTponbHOW C) yKasblBaeT Ha
OTpULATENbHbIN pe3ynbTaT. 310 03HayaeT, uyTo unm IgG/IgM aHTuTena K Bupycy SARS-CoV-2 uyenoBeka
OTCYTCTBYET B 06pasLie UM NX KOHLEHTPALWS HUXKe MOPOroBOro 3Ha4eHus.

8.2. MMoNoXNTeNbHbIN pe3ynbTar.

MpucyTCTBNE B TECTOBOI 30HE ABYX M 60Miee OKpaLleHHbIX Nonoc (KOHTposnbHoW C 1 TecToBoin T)
He3aBMCMMO OT TOro, Kakas rnosoca MnosiBuiack NepBoi, YKasblBaeT Ha MOMOXUTeNbHbIA pe3ynbTar. 310
O3Ha4aeT, yTo cofepXaHue aHTUTen K Bupycy SARS-CoV-2 4yenoBeka paBHa WAM BbILE MOPOroBbIX
3HaYeHWI 4Ns COOTBETCTBYIOLLEro Kacca aHTUTeN:

- KOMOuHaumsa suaumbix nonoc C u 1 roBopuT o Haamuum IgM aHTuten K Bupycy SARS-CoV-2
YenoBeKa.

J - KOMOMHaumsa Buanmbix nosoc C n 2 rosoput o Haamumn 1gG aHtuten K Bupycy SARS-CoV-2
Ye/noBeKa.
- KOMOVHaums Buammblx nonoc C, 11 2 rooput o Hannuum IgG n IgM aHtuten K supycy SARS-CoV-2
Ye/noBeKa.

8.3. HenpaBunbHbI pe3ynbTar.

8.3.1. OTCcyTCTBME B TECTOBOI 30HE KaKMUX-1M60 BUAMMbIX MOIOC Nocne nposegeHns OTCyTCTBYE B
TECTOBOW 30HE KaKMX-M60 BUAMMBIX MOMOC MOCNe MNPOBEAEHUS TecTa YKas3blBaeT Ha HerpaBW/IbHbIN
pe3ynbtaT. [puMUMHON  MOXeT ObITb  HEenpaBWIbHOE BbINO/HEHME NPOUEeAypbl  aHanM3a  Uan
HenpurogHocTb KacceTbl ANt aHanm3a. PekoMeHayeTcs NpoTecTMpoBaTb 0bpasel, nauyeHTa NoBTOPHO.

8.3.2. OTcyTCTBME B TECTOBOM 30HEe KOHTPO/IbHOW MOOCbI YKa3blBaeT Ha HefeCTBUTESIbHbIN
pesynbTar. loBTOpMTE TECT, UCMOMb3ys HOBYK KacceTy W TulatenbHO co6/ofas BCe OnucaHHble B

VHCTPYKLMW YCNOBUS.
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8.3.4. MoNOXWUTENbHBIA pe3ynbTaT aHann3a He MOXET CNYXWUTb OCHOBaHWEM A/ MOCTaHOBK
AMarHo3a v o/MKeH MUCMo/b30BaThCA B KOMM/EKCE C KIMHUYECKM HAabMOAeHMEM 1 ApYTMMX MeTogaMu

AnarHocTukm!

9. OrPAHNYEHVE METOLA

9.1. HecobntofeHue npoueayp TeCTUPOBaHUS N MHTEPNpeTaLuy pesy/ibTaToB MOXKET OTPULLATE/IbHO
CKa3aTbCA Ha NpoLiecce TECTUPOBaHUA U (MK) NPUBECTU K MOSTYHEHUO HEAOCTOBEPHbIX Pe3y/bTaToB.

9.2. OTpuuaTenbHblii  pe3ynbTaT TECTUPOBAHUA He UCK/OYaeT WHMUUMPOBAHNA  BMPYCOM
SARS-CoV-2. lonyyeHne oTpuLaTENLHOIO pesybTata TECTUPOBAHUSA MOXKET CBUAETe/IbCTBOBATL O TOM,
YTO YPOBEHb aHTUTEN B 06pasLie HWdKe npeaena 06Hapy>XXeHNs UIKN yKasblBaTb Ha TO, YTO 06pasupbl 6b11m
cobpaHbl HernpaBu/bHO.

MauueHTbl C HapyLeHHOW WMMYHHON (YHKUMER WM nonydaroliye MMMYHOCYMNPECCUBHYHO
Teparnuio UMET CHUMXKEHHbIE YPOBHW aHTUTES BN/IOTb A0 UX MOSIHOrO OTCYTCTBMA. AHTMTeNa B obpasuax
MOTYT paspyLwiatbcsi. MonoXxutesibHble pes3ynbTaTbl A0/MHKHbI ObITb NOATBEPXKAEHLI APYTUM LOCTYMHbLIM
METOZOM N MHTEPMPETUPOBaHbI B COYETAHUN C KIIMHNYECKOI MH(opMaLmelt naumeHTa.

9.3. lonyyeHHble pesynbTaTbl PEKOMEHAyeTcA MOATBEPAWUTL MNyTEM MPOBeAeHUA MOBTOPHOIO
aHanmsa uvepe3 3-5 fgHeil. Ecnn pesynbTar MONOXWTENbHbIA WUAN BbI3bIBAaET COMHEHME, Heob6X0AMMO
06paTnTbCA K Bpady. [marHo3 [Jo/mMKeH OblTb MOCTaBfieH BpPayoM Mocse MOSIHOMO  K/MHWYECKOro W

nabopaTopHOro 06cnejoBaHMS NaLMeHTa.

9.4. MyTHble, XUNE3Hble UM TeMONUTUYECKMEe 06pasLbl NpU TECTUPOBAHUM MOTYT faTb TPYAHO

VHTEPNPETUPYEMbIE PE3Y/bTaThbl.

9.5. KOMNOHeHTbl JaHHOro TecT-Habopa MpefHasHayeHbl ANA pasfe/nibHOro BbisBieHus 1gG- u
IgM- aHTuTen K BUpycy SARS-CoV-2 B 06pasLax CbIBOPOTKM, Nia3Mbl UM LebHOW KPOBU.

J 9.6. 3TOT TeCT MOXeT ObITb MCMO/Mb30BaH TOMLKO AN 06HApY>XeHUs aHTuTen K Bupycy SARS-
CoV-2 B CbIBOPOTKe, Nia3me Uan LenbHOW KpoBU YenoBeka. OH He MOXET ObITb UCMO/b30BaH C APYTryMu
XVAKOCTAMM OpraHu3Ma Unn BoLUENeHUAMM.

9.7. OaHHbIA TeCT npefHa3HayeH TONbKO [1f KAYeCTBEHHOro TeCTUPOBaHWA. KonmuecTBeHHOe

1 cofepXaHie Kaaoro rnokasaTens f0/HKHO 6bITb 3MEPEHO C MOMOLLLIO APYTMX METO/0B.

10. KOHTPO/JIb KAYECTBA

| 10.1. B kayecTBe KOHTPONS pe3ynbTaTa aHa/in3a BbICTyMaeT MPUCYTCTBME KOHTPOMbHOM MOMOCHI,

YTO yKa3blBaeT Ha [OCTaTOYHbIi 06beM 06pasuya. OKpalleHHas AMHMA, MOSBNAKOLIAACA Ha YpPOBHe
MapKUPOBKN «C» TECTOBOI 30Hbl.
10.2. KoHTponbHas monoca nosiBNSeTCA BO BCEX CAy4vasix MPaBMIbHOTO BbINOSHEHMS Mpoueayp!

aHa/In3a.
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11. YC/IOBUA TPAHCIMOPTUPOBKW,
XPAHEHWA N SKCMNNYATALMN HABOPA.

WHdopmaums, 06 0COO6EHHOCTAX TPAHCMOPTUPOBaHUA [O/DKHA Y4YMTbIBATLCA BCEMWU NMLAMMU,
Y4acTBYIOLLMMW B XPaHEHWNW, NEPEBO3KE U yTUAM3aLnUN (YHUUTOXKEHWUIN) 3TOr0 N3Lenus.

11.1. TpaHcnopTupoBaHue.

11.1.1. TpaHcnopTtupoBaHue Habopa peareHToB «XEMATecT aHTU-8AK8-CoY-2» A0/MKHO
NMPOU3BOAUTLCA BCEMM BMAAMW KPbITOr0 TPaHCMopTa B COOTBETCTBUWM C TpeboBaHMSMMU U Npasuiamu,
yCTaHOB/IeHHbIMW Ha JaHHOM Bufe TpaHcnopTa, Npu Temnepatype + 2-30°C.

11.1.2. N3penus, TpaHCNoOpPTMPOBaHHbIE C HapYLLEHNEM TeMMepaTypHOro pexxumMa, NPUMEHEHNIO He
MOZL/IeXaT.

11.1.3. CgolicTBa KOMMOHEHTOB Habopa A0NycKakT ero HeMeAneHHoe NPUMEHEHWE ANS aHanum3a
rnoc/e TPaHCNopPTUPOBAHWS.

11.2. XpaHeHue.

11.2.1. Hab6op peareHToB «XEMATecT aHTU-8AK8-CoY-2» [O/MKEH XPaHUTLCA B OPUTMHASIbHOM
YNaKoBKe NPeanpuATUA-U3rotTosmTens npu Temneparype +2-30°C B TeUYeHMe BCero cpoka rogHoctn - 36
MEC.

11.2.2. He ponyckaeTcsi 3aMopaxkuBaHue Lienoro Habopa.

11.2.3. AnntensHomy XpaHeHUO0 KacceTa nocse BCKPbITUA YNaKoBKN He MOANEXNT.

11.2.4. V3penus, XpaHUBLUMECH C HapyLUeHWEM PernamMeHTUPOBAHHOTO PeXMMa, NMPUMEHEHNIO He
nog/iexar.

11.3. 3Okcnnyartaums.

11.3.1. TMocne BCKPbITUA WMHAMBMAYANIbHOW FepMETUYHON Henpo3payHOoil YnakoBKM ¢ KacceTomn
aHa/n3 [o/MKeH ObITb MPOM3BEAEH He NO3aHee, YeM Yepe3 3 yaca Mnpu YCnoBum co6/H0AeHNS KOMHATHOM
Temnepatypbl (+18-25°C) 1 BnaxXHOCTW He 6onee 75%.

11.3.2. Bce KomnoHeHTbl Habopa peareHToB «XEMATecT aHTU-8AK8-CoY-2» npu cobntogeHnm
TpeboBaHWi fJaHHOW HCTPYKUMK CTabu/bHbI B TEYEHWUMN BCEr0 CPOKa roAHOCTY.

11.3.3. He ucnonb3yiite Habop ¢ UCTEKLIMM CPOKOM rogHocTu. Cpok rogHoctn Habopa ykasaH,
Ha BHELLHel CTOPOHE YNaKOBKM.

11.3.4. He ncnonb3oBaTb Habop peareHTOB, eC/N yNakoBKa NOBpeXaeHa.

11.35. Kacceta B MHAMBMAYaNnbHOW TrepMETUYHOM HEMpo3pavyHoOil YnakoBKe C OCYyLUUTENeM-
cunukarenem, bytep ans obpasua npeaycmaTpyBaroT TONBKO 04HOKPATHOE NPUMEHEHMe.

He ncnonb3yiite KacceTy, ecnv ynakoBKa NOBPeXAeHa.

11.3.6. VckniounTb NPAMOEe BO3LENCTBME COMHEYHbIX /lyYei Ha KacceTy BO Bpems MpoBeAeHUs
1ccnepoBaHus.

11.3.7. HenpaBuibHoe obpalleHve ¢ obpasuamy M U3MeHeHue MnpoLeaypbl NOCTAHOBKM aHamM3a
MOryT MOB/UATL Ha pe3ynbTaTbl. [N NONYYEHUS HaLeXHbIX pe3y/bTaToB Heob6XoAMMO CTpOroe

cobnoaeHve VIHCTPYKUMKM Mo NpuMeHeHnIo Habopa.
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11.3.8. He ucnonbs3oBath KOMIIOHEHATH Habopa NOBTOPHO.

11.4. YTunuzaums.

11.4.1. Usnenna, npuwenmne B HENPHrOAHOCTb, B TOM HHCAE B CBA3H C HCTEYEHHEM Cpoka
FOJHOCTH, NOAJICHKAT YTHAH3ALMH.

11.4.2. Meanunackne orxoabl knacca b. YTuansaunio HaH yHHYTOXeHHe HAaOOpOB peareHTOB
cnenyer npoeoauts B coorsercTBuH ¢ CanllnH 2.1.7.2790-10 «CanutapHo-3nHAeMHONOTHYECKHE
TpebGoBaHHA K OOpallIeHHIO ¢ MEAMUHHCKHMH OTXodaMu» 1 MY-287-113 «Mertoanueckue ykasaHHA 1O
Ae3uHPEKLHN, NPeACTEPHIH3ALHOHHON OYHCTKE U CTEPHAH3ALMH H3AENKH MEAMUMHCKOrO HA3HAYECHHA).

11.4.3. Tlocne wucnonb3oBanns Bce KoMnoHeHThl HaGopa M ynmakoBKy BHIOPOCHTL B
MYCOpOCOOPHHK.

11.4.4. YTunnsauMs NpPOBOAMTCA CHELHANH3HPOBAHHBIMH OpPraHW3aLMAMH, KOTODbIE HMEIOT

JIMLCH3HIO HA NPaBO YTHAH3ALUMH MCAHMIIHHCKHX OTXOA0B.

peanpusTHE-HIrOTOBUTEAL rapaHTHpYeT crabunbHocTh xoMnoHeHToB H HaGopa «XEMATecr
antu-SARS-CoV-2», a Takke coorsercTue HaGopa «XEMATect anTH-SARS-CoV-2» TpeGoBanuaM

Texnnveckux ycnopuit npu coGmoeHNN yCIoBHI TPaHCNOPTHPOBAHHSA, XPAHEHUA N IIPHMEHEHUS.,

ITo eonpocam, racaiowjumcs xasecmea Habopa peazenmos «XEMATecm anmu-SARS-CoV-2»,
caedyem obpawamvcs 8 000 «XEMA» no adpecy: 105264, Mockea, ya. 9-aa Haprosas, 0. 48, k. 4,
mea/haxc (495) 510-57-07, (495} 510-77-07.
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y rI MponssoauTens

[JaTa npon3BojcTBa

LOT Homep cepun

CoepXXMMOro J0CTaTOUHO /15 NPOBeAeHNs
M KONMYeCTBa UCCNeA0BaHUIA

KMcnonb3osatb Ao (rog-mecsi,)

\X 1OrpaqueH|/|e Temneparypsl

MD 1 TonbKo Ans AMarHOCTWKU VH BUTPO

I O6paTUTECh K UHCTPYKLMM N0 NPUMEHEHUIO

He gonyckaTb BO3AeNCTBUS COHEYHOrO CBETA

bepeub OT Bnaru

He ncnonb3oBatb NOBTOPHO

A BHuMaHme!

Bytep ans obpasua
DIL yoep 4 pasLy

3amMecTuTe/lb reHepasIbHOro AMpeKTopa
no TexHonornn OO0 «XEMA» KocTpurkuHa E.C.
» bu 2020 r.
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MpOHYMepoBaHO, MPOLINTO K

penneHo neyarbto

« JINCTaxX

/V\2 JON

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



