MuHucTtepctBo 3apaBooxpaHeHna Poccurckon ®Pepepaummn

HAYYHO-NPOW3BOACTBEHHOE OBBLEAWHEHUE
N~ JAWATHOCTUYECKWE CUCTEMOBI

MHCTPYKUWA

Mo npumMmeHeHuIo TecT-CUCTEMbI UMMYHOMEpPMEHTHOMN
ANA BbIABNEeHUA aHTUTenN Knacca lgG
K BUPYCY aTUNNYHON NMHEBMOHUM
«APA-AHTU-SARS-CoV»
HaGop 1

TecT-cuctema npegcrtasnsieT cobon Habop, BKMAYAKLWUA cnegyloume peareHTbl:
UMMYHOCOPBEHT — pPEKOMOBWHAHTHble aHTUreHbl Bupyca aTUNUYHOW  MHEBMOHUMW,
copbupoBaHHble Ha MNaHWweTe MNONMCTUPONIOBOM pas3bopHOM; KOoHbrat (21-kpaTHbIN
KOHLIEHTPAaT) — MOHOKIOHasbHble aHTUTENa MbIWK NPOTUB MMMYHornobynnHa G yenoseka,
MeYeHHble MNepoKCUOAa3on XpeHa; MNOJIOXKUTENbHbIN KOHTPOMbHbIN  Obpasey (K+) —
CbIBOPOTKa KpOBM YernoBeka B passegeHun 1:10, cogepxawas aHtTutena knacca 1gG  k
BUpPYCY aTunuyHon nHeBMoOHuM (aHTu- SARS-CoV-G), He codepxawas aHTutena K
HbsAg, BUY — 1,2 n Bupycy renatuta C, MHAKTUBMPOBAHHASA, XWUAKas;, OoTpuLaTeNbHbIN
KOHTpOnbHbIN 0bpasel (K-) — cbiBOpOTKa KpPOBW YerioBeka, He cogepxawas aHtu- SARS-
CoV-G, He copgepxawas adntutena k HbsAg, BWY -1,2 wn Bupycy renatuta C,
WHAKTMBUPOBAHHAasA, Xuakas; gocdaTHo-coneson pacteop ¢ TBuHOM —20 (PCP-T, 25-
KpaTHbIN KOHLEHTpAaT), Xwuakuin, Brok-pactBop Ans pasBedeHUs CbIBOPOTOK, XWOKWN;
pacTBOp ANs pa3BedeHUs KOHbioraTa, Xuakum; cybetpaTHbin 6ydepHbin pacteBop (Cb),
Xnokum; xpomoreH — TeTpameTunbeHsanauH (TMB), xwungkun; CTon-peareHT — cepHas
KucroTa B KOHUeHTpauun 1 monb/n .

Habop paccuutaH Ha npoBefeHne 96 aHanu3oB Ha aHTU- SARS-CoV-G, Bkntoyas
NMOCTaAHOBKY KOHTPOMbHbIX 06pa3LoB.

MMMyHOCOPBEHT — MNOMUCTUPONOBLIA MAaHWeT C Mpo3payHbiMKM  BecuBETHLIMMU
NyHKaMu; KOHUeHTpaTbl KoHbtorata n ®CP-T, 6GecuBeTHble WM >XeNnToBaToOro LBeTa, B
KoHueHTpaTe ®CP-T pgonyckaeTcs BbiNageHUe KpUCTaninyeckoro ocaaka;

K+, K-, BP - npo3payHble unu crnerka onanecuupyrowimne xuakoctu, K+ - manmHoBo-
KpacHoro ugeta, K- - 3eneHoro ueta, bP — cuHero uBeTta; pacTBOp Ans pasBefeHus
KOHblorata npu temnepatype ot 4 go 8 °C — npospayHas, 6ecuBeTHast XXWAKOCTb, Npwu
TemnepaTtype ot 20 go 24 °C craHoBuTCca  onanecuwupytowen, TMB — npospadHas
BecuBeTHasa unu ronybosaTtas xumakoctb, Cb 1 Cton-peareHT — npo3payHbie, 6ecuBeTHbIE
XNOKOCTW.



MmmyHOOGMONornyeckne cBomMcTBa

TecT-cuctema BbISIBNISIET aHTUTENa Knacca |gG K BUpycCy aTUNMYHOM NMHEBMOHUN B
CbIBOPOTKE (nnasme) KpoBWU 4YeJioBeka npu nomMoLin I/IMMyHOCpepMeHTHOFO aHalimnaa.

Ha3sHaueHue
TecT-cuctema npegHasHayeHa ans onpepeneHus antuten knacca IgG  k Bupycy
aTUNNUYHOW MHEBMOHUM B CbIBOPOTKE (Nriasme) KpoBWM YerioBeka C Lernbio crneymduyeckon
AVNarHOCTUKN MHAOEKLIUN.

Mepbl 6e3onacHocTun

C TecT-cuctemon u uccnegyembiMn obpasuamu cnegyet obpawaTtbCa Kak C
NoTEHUMAnNbHO WH(EKUMOHHBIM MaTepuanom: pabotatb B pPe3VHOBbIX nepyaTtkax; He
nuneTupoBaTb PTOM. TBepAable OTXOAbl  (UCMOMb30BaHHbIE MNI@HLWEThbl, HAKOHEYHUKU K
Aos3atopaMm 1 orakoHbl U3-Mof peareHToB) obessapaxusaroT norpyxeHmem B 6% pactBop
nepekucn Bogopoda ¢ 0,5% CMC wunm B 3% pactBop xnopamuHa b. OnutenbHoOCTb
AesaktmBauum — He MeHee 1 4. TBepable oTxodbl MOXHO o0b6e3BpexuBaTb
aBTOKMNaBMpoBaHMeM B TeyeHne 1 4 npu Temnepatype ot 124 no 128 °C v gpasneHun 1,5
k'c/em 2 . XXngkme otxodbl (NPOMbIBHblE BOAbl) B €MKOCTU Ans WUHMULMPOBAHHOIO
mMaTepuana obesspexuBaloT gobaBNeHNEM CyxOn XNOPHOW U3BECTU Unu xrnopamuHa b n3
pacdeTta 200 r/n, 4NMTENbHOCTb Ae3aKTuBaLMuM — He MeHee 1 4, Unu KunsyeHue B TedeHne
30 MUWH; MHCTPYMEHTbI 1 obopyaoBaHMe 4O U nocne paboTebl NnpoTupath 70 %-M 3TUNOBLIM
CrMPTOM.

Cnocob6 npumeHeHus

1. MpuroTtoBneHne pacTBOpoOB

Henb3sa ncnonb3oBatb peareHTbl U3 HABOPOB pasHbIX CEPUN UMM CMeLlMBaTb WX B
npouecce MNpPUroToBIEHUS PacTBOPOB, a TakXKe MWCMNOSib3oBaTb peareHTbl Mo UCTEeYEeHUU
Ccpoka ux rogHocTu!

Mepen Havanom paboTbl HeobxoAuMMO BcCe peareHTbl BbliaepxaTb 30 MUH npu
Temnepatype ot 20 o 24 °C. Kaxablh pacTBOp OTOMpatoT HOBbIM HaKOHEYHUKOM!

®CP-T — gna npombiBaHuA nnaHweta. [leped ucnonb3oBaHWEM COOEPXKUMOE
dnakoHa ¢ koHueHTpatoMm PCP-T nepemewmnsaot. Cogepxumoe grakoHa ¢ 25-kpaTHbIM
KoHueHTpaToMm ®CP-T pasBogsaT AUCTUNNIMPOBAHHON BOAOW OO KOHe4yHoro obbvema 0,5 n,
TUWaTenbHO nepemMeLLmBatoT.

Brnok-pacTtBOp — ONA pa3BedeHUd uccregyemblX CbIBOPOTOK. PacTBop rotoB K

NMPUMEHEHUIO.
I'Iepe,q UCroJsib3oBaHnemMm cogepxmmoe CbJ'IaKOHa TWaTeslbHO rnepemMeLllimnBatoT.
PaCTBOp AnAa  pa3BegeHUA KOHBHrata - TO0TOB K TMNPUMEHEHUIO. I'Iepe,q

NCMNoJSib30BaHWEM coaepKnmoe priakoHa TwaTesrlbHO NnepemMeLlmBatoT.

KoHbloraTt — 21-kpaTHbIN KOHUEHTpAT KOHbtorata passogat fobasneHvem 10,0 mn
pacTBopa Ans  pa3BedeHus  KoHbioraTa, TwaTtenbHo nepemewmsatot. Pabouee
pa3BeaeHMne KOHblOrata rotToBUTCS nepea UCNofib3oBaHUEM.



Cyo6cTtpaTHaa cmecb (CC) — 0,5mn TMB nepeHocat Bo ¢pnakoH ¢ 10,0 mn Cb wu
TWaTenbHO nepemelLunBatoT. PacTBop rotoBAT nepeg UCMonb30BaHUEM — XPaHEHUIO He
noanexur.

2. NogroTtoBKa uccrneayemMmbix oopasuoB

Ana  VCKNYeHMs TNOXHbIX pe3ynbTaToB uMccregyemble 00pasubl Heobxoaumo
oTOMpaTb M XpaHWUTb B YCIOBUSIX, NpeaoTBpallarLmx 6aktepuanbHbii NpopocT. Kaxabin
obpaseL, CbIBOPOTKM OTOMpPaOT HOBbIM  HakKOHEeYHMKOM. OTobpaHHble 06pasubl
npeanoYTUTENbHO XPaHUTb B 3aMOPOXXEHHOM COCTOSIHMM MpU TeMNepaType He Bbille MUHYC
20 °C (ob6pasubl MOryT nogBepraTbCsl 3aMOpPaMBaHUIO N OTTamBaHUIO He Gonee 1 pasa).
[onycTumo XpaHeHune cBexux obpasuoB npu Temnepatype ot 2 ao 8 °C He bonee 48
yacoB. OOpa3ubl C BbIpaXeHHbIM TreMosfin3oMm, OakTepuarnbHbIM MNPOPOCTOM,
runepnunuaeMmumen (CUnbHas onanecueHums) aHanu3y He nognexart! O6pasubl
CbIBOPOTKM (Mna3mbl) KPOBWU, coaepkaluue arperaTbl UM 0cagok, HeoOXoaMMO OCBETNATb
LeHTpundyrnpoBaHnemM.

3. NMpoBepeHne UOA

1. mmyHOCOpbBeHT nepen MOCTAHOBKOWM OTMbIBaOT 2 pasa pactBopom OCP-T,
3anonHAs NyHKM OO KpaeB W oTcacbiBasg Wucnonb3oBaHHbin PCP-T. Bpema wmexay
3anosiHeHMeM 1 ONOPOXHEHMEM JTYHOK JOSMKHO BbITh He MeHee 10 cekyHA.

2. B 2 nyHkun ummyHocopbeHTa, Hanpumep, A-1 n B-1 gosatopom nMNETOYHbIM
BHocAT no 100 mkn K+, B 4 nyHkn C-1, D-1, E -1, F-1 no 100 mkn K- . B ocTanbHble NyHKK
nMmmyHocopbeHta BHocaT no 90 mkn 6nok-pactBopa, 3atem no 10 mkn obpasuos
nccnegyemblx CbiBOPOTOK (passefeHue cbiBopoTok 1:10). Cogepxumoe nyHOK TLlaTensHO
nepemMeLLBaloT OCTOPOXHbBIM MOCTYKMBAHMEM MO Kpak MnriaHweTa Unn nunetupoBaHUEM.
MnaHweT 3akpbiBaloOT KPbILWKOW U BbiaepxusatoT 30 MuH npu Temnepatype 37+0,5 °C.

3. Copepxumoe NyHOK OTcacbIiBalOT B €MKOCTb AN MHPULMPOBAHHOMO MaTtepuana
N NnaHweT npombiBatoT 4 pasza PCP-T kak B n.1/, oTcackiBasi UCNOSIb30BAHHYO NMPOMbIBHYHO
XWOKOCTb B €MKOCTb AN UHPULMPOBAHHOIO MaTtepuana.

4. Bo Bce nyHkn nnaHweta BHocAT no 100 mkn koHblorata. lNnaHweT 3akpbiBaOT
KpbiLwKou u BeligepxumeatoT 30 MyuH npn Temnepatype 37+0,5 °C.

5. Copepxumoe NyHOK OTCacbIBalOT 1 NMaHLIET NpoMbIBaloOT 4 pasa kak B n.3/.

6. Bo Bce nyHKkn oTMmbITOro nnaHweta BHocAT no 100 mkn cybcTpaTHOM cMmecu m
MOKPbITLIN KPbILWKOW niaHweT MHKYOupyoT 20 MUH. B 3alUULLEHHOM OT CBeTa MecTe npwu
TemnepaTtype o1 20 go 24 °C.

7. Peakumio octaHaBnuawT gobasrneHveM BO BCe NyHKM MnaHweTa no 50 mkn
CTton-peareHTta u, cnycts 4-5 MUHYT, NPoBOAAT y4eT pe3yrnbtaTtoB NOA.

YyeT pe3ynbTaTtoB
Y4yeT pe3ynbTaTtoB MPOBOAAT CNEKTPOPOTOMETPUYECKN NpWU ABYX AnNuHax BomH 450
/620-680 HMm. [donycTum y4eT pe3ynbTaToB MNpu OAHOW AnvHe BOMHbI450 HM. Peakumio
YYMTbIBAIOT, ECININ CpeaHue 3HavdeHusa ontudeckomn nnotHocTu (Ol1) B nyHkax ¢ K- He 6onee
0,15 ontmyeckon eguHuubl, a B nyHkax ¢ K+ - He Huxke 0,4. PesynbTaTbl aHanusa



CbIBOPOTOK CYMTAIOT NONOXUTENbHBLIMU, ecnn 3HadveHne Ol uccnegyemoro obpasua Bbille
kputnyeckoro (Ol kput.). Ol KpUT paccynTbIBaOT N0 PopMyre:
Onl kpuT. = cp. 3Hau. Ol K- +0,15,
roe 0,15 — k03 PUUNEHT, YCTAaHOBMAEHHbBIN METOAOM CTaTUCTUYEeCcKon 0bpaboTkn Ha
npeanpuaTUn—n3rotTosBuTene.

Popma BbinyckKa

TecT-cuctema BbinyckaeTcs B Buae Habopa, BKMAYawwero: UMMyHocopbeHT B
repMeTUYHO 3anasiHHOM nakeTe - 1WT, KoHbtorat (KoHueHTpaT x 21) — 0,5 mn BO ¢hnakoHe -
1 wT, K+ (MHakTMBMpoBaHHbI) — 0,5 Mn BO chrnakoHe -1 wt., K- (MHaKTMBUPOBAHHbLIN)
— 0,5 mn Bo nakoHe-- 1wrT., ®CP-T — pocdaTHO-coNneBon pacTBop C TBUHOM
(koHueHTpaT x 25) — 20,0 mn Bo dhnakoHe - 2wT., brniok—pacteop — 10,0 Mn BO dhnakoHe -
1wT., PactBOop Ansa pa3seneHus koHbiorata — 11,0 Bo donakoHe - 1wr., Cb - 10,0 mn
BO donakoHe- 1wT., TMB — 1,0 mn BO priakoHe - 1wrt., Cron-peareHT — 5,0 mMn BO
dnakoHe - 1wT., Pamka ana ctpunoB - 1wT., HCTpYyKUMS NO NpUMeHeHuo - 1LT.

CpOK rogHoCTU. YCNoBus XpaHeHUs U TpPaHCNOPTUPOBaHUA
CpokK rogHOCTU — 6 MecsiLEB.
XpaHeHune — B cootBeTcTBMM ¢ CI1 3.3.2.028 — 95 B 3awmuieHHOM OT cBeTa MecTe
npu Temnepatype ot 2 go 8 °C. TpaHcnopTuposaHue B cootseTctBum ¢ CI1 3.3.2.028 — 95
npu TemnepaTtype oT 2 go 8 °C (gonyckaeTcs TpaHcnoOpTUpoBaHue npu Temnepartype 4o 20
°C He 6onee 10 gHen). 3amopaxuBaHue He OonycKaeTcs.
Peknamauum Ha cneundudeckne n domsndeckme CBOMCTBA Npenaparta HanpaeBnsTb B
PIMCK um. J1.A. Tapacesuya no agpecy 121002, r. Mockea, CuBueB Bpaxek, Aa. 41,
TenedoH 241-39-22 v B agpec npeanpusaTus-usrotosutens, tenedoH (8312) 34-34-54.



