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MHCTPYKUMA Mo MNPLWNe/AMALAN>NAB
MELaNNHCKOTI O nsgenusa ansa J1ILL:HPpCTUKA W w 1Ko

Ha6op"pLLI91A"B ans onpeaeneHns MHAeKca aBuAHOCTM UM (M wwobynuHos knacca G (IgG) K
BMpycy npoctoro repreca (BMI) tmnos 11 2 B cbiBOpOTKe (N1a3mMe) KPOBY YesioBeKa METOA0M
TBepAOMa3HOro HenpPsIMOro UMMyHodgepMeHTHOro aHanmsa (MPA)

«BIMIM-un 1gG AsugrocTb-UMBUAH-UDA», TY 21.20.23-129-41390295-2021

1. HA3HAYEHME HABOPA

1.1. Habop peareHTOB A/1 ONpefesieHns MHAEKCA aBUAHOCTM MMMYHOrNobynvHoB knacca G
(19G) K Bupycy npoctoro repneca (BINIr) tunos 1u 2 B cbIBOPOTKE (MNa3Me) KPOBW YesioBEKA METOLOM
TBepA0(asHOro HeNPAMOro MMMyHogepMeHTHoro aHanusa (MPA) «BIMIr-1,2 1IgG AsmaHoctb-MMBUAH-
NDPA», TY 21.20.23-129-41390295-2021 npefHasHaveH 414 onpeaeneHnsa NHAeKca aBUAHOCTU aHTUTenN
knacca G (IgG) K aHTWreHam BMpyca NPOCTOro repneca Tunos 1 u 2 (ganee no Tekcty: BIIM-1,2) B
CbIBOPOTKe U nsias3me (c renapuHom, A TA, UMTPaTOM HaTPUA) KPOBY YenioBeKa MeTO0M TBEPLO(A3HOro
HenpsMOro UMMyHO(ePMeHTHOro aHannsa (MPA).

Ha6op peareHToB «BIMI-1,2 1I9G ABngHocTb-MIMBUAH-N®A» pekomeHAyeTCA NPUMEHSATb ANS:

- oueHku aBngHocTn IgG anTuten K BIMIM-1,2 npy HQUUMpoBaHuu;

- BCMoMOraTe/lbHOro cpefcTsa N1abopaTopHON AMArHOCTUKMA WHMEKUMIA, BbI3BaHHbIX BUPYCOM

npocToro reprieca 1 wn/munm 2 TMNOB.

TonbKO ANs AMarHoCTUKKM in vitro.

1.2. O6nacTb NpYMeHeHMs - KNMHUYecKas nabopaTopHas AMarHoCTUKa.

13. Habop npegHasHauyeH [Ans  NPOMECCUOHAIBHOIO  MPUMEHEHUS B K/IMHUYECKOM
NabopaTopHOA  AMarHOCTMKe CrneuynanbHO O00YYeHHbIM  MEePCOHA/IOM C  BbICUMM WU CPeAHUM
MEAMLMHCKUM, WX BUONOrMYecKUM 06pa3oBaHVeM, NPOLUEALIMM MOATOTOBKY Ha INLEH3MPOBAHHbIX
Kypcax MepBMYHONM Crneuuanmsaumm no pabote C NatoreHHbIMW ANS 4Ye/loBeEKa MUKPOOPraHuM3Mamu u
MoNTlyYMBLUMM [OMONIHUTENbHOE CreuuaibHOe 06pa3oBaHMe Ha Kypcax MOBbILIEHMS KBa/IM(UKaLUW.
TpeboBaHUs 6e30MacHOCTU K MeAMLMHCKMM nabopatopusam npueedeHsl B FTOCT P 52905-2007.

2. XAPAKTEPUCTUKA N3OENTNA
2.1  CoctaB Habopa peareHToB «BIIM-1,2 IgG AsuaHocTb-MIMBUAH-N®A» npuBeféH B

Tabnmue 1
Tabnmua 1- CocTas HabopapeareHTOB

HasBaHue
OnuncaHne KOMMOHEHTa KonunyecTso
KOMMOHEHTa
3anasHHbIN B (h0NbrMPOBaHHbIA NakeT 96-1yHOUHbIN Pa3bopHbIi
NOMIMCTUPONOBBIA NAAHLLET A1 MMMYHOIOMMYECKUX Peakuuid ¢
mmyHocopbeHT P A y peaki 1wr.

NAOCKMM AHOM (12 cTpunoB Mo 8 NYyHOK) C copbupoBaHHbIMU
aHTureHamu BIIr-1,2.

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



iiftbiaB

MHaKTMBMPOBaHHbI MONOXUTENbHBI KOHTPONbHbIV 06paseL, Ha
OCHOBE  CbIBOPOTKM  KPOBM  YefoBeKa,  COAepXKalmii

Ksa(+) BbicOKOaBuaHble 1gG aHTUTENa K aHTUreHam BII-1,2. lg;”;ﬁ;) :
['0TOB K MPUMEHEHNIO.
Mpo3payHast >XMAKOCTb XKEeNTOro LBeTa.
VHaKTMBUPOBaHHbI NMONOXUTE/bHbIA KOHTPO/bHbIA 06pasel, Ha
OCHOBE CbIBOPOTKM KPOBY Ye/I0BEKA, COAePXKaLLMin HU3KOaBUAHbIE 1
(hnakoH
Kna(+) 1gG aHTUTENA K aHTUreHam BIIr-1,2. 2 mn)
[OTOB K NPUMEHEHNIO.
Mpo3payHas XXMLKOCTb XKENToro LiBeTa.
VIHaKTMBMPOBaHHbLIN OTpULIATE/NIbHBLIA KOHTPO/bHLIN 06pasel, Ha
OCHOBE CbIBOPOTKM KPOBM YenoBeka, He cogepxawmin 1gG 1
(hnakoH
K(-) aHTuTena K aHTureHam BIMIr-1,2. 2 wn)
[(0TOB K MPUMEHEHMIO.
Mpo3payHas XXMAKOCTb CUHErO LBeTa.
KOHLeHTpaT NpPOMbIBOYHOIO pacTBopa, 26-KpaTHblid. docdaTHo-
®CB-T(x26) coneBoli ByepHbIii pacTBOP C TBUHOM. 1 dhnakoH
Crerka onanecuupyowas, 6ecuBeTHas >XULKOCTb, BO3MOXHO (50 mn)
BblNageHve ocagka. TpebyeT pa3seseHus.
BythepHbIin pacTBop. PacTBop Ans passefeHns 06pasLoB. 1 hnakoH
PPO [(0TOB K NPUMEHEHMIO. (20 mn)
OnanecumpyroLas XnaKocTb P1OMIeToBOro LpeTa.
PactBOop KOHblOrata. PacTBOpP MbILWMHBIX MOHOK/IOHA/IbHbIX
PK aHTuTen npotus 1gG venoBeka c NePOKCULA30M XPEHa. 1 dpnakoH
"OTOB K NPUMEHEHWIO. (13 mn)
Mpo3payHast >XMAKOCTb 3e/1EHOTO LBETA.
PacTBop cpaBHeHus.
PC PacTBop hocthaTHO-coneBoro byepa. 1 ¢pnakoH
[(OTOB K MPUMEHEHMIO. (7 mn)
Mpo3payHast >XMAKOCTb CUHETO LiBeTa.
PacTBOp AMCCOLMMPYIOLLIETrO areHTa. 1 chnakoH
aA ["0TOB K NMPUMEHEHWIO. (7 mn)
Mpo3payHast >XMAKOCTb XXeNToro Lpeta.
PacTBop TeTpameTuI6eH3naMHa. 1 chnakoH
TMbB [(0TOB K MPUMEHEHNIO. (13 M)
Mpo3payHasn 6ecuBeTHas XULKOCTb.
CTon-peareT ["0TOB K MPVYMEHEHMIO. 1 dpnakoH
Mpo3payHas 6ecuBeTHas XNAKOCTb. (20 mn)
lMneHKa 4Nns 3aKknenBaHMa niaHLweTa 4 .
VIHCTpYKLMA MO MCMONb30BaHMIO Habopa peareHToB lwr.

B KOMMMEKT KaX4oW MOCTaBKM AO/DKEH BXOAWTbL MacrnopT KayecTBa B OAHOM 3K3eMMspe
He3aBMCKMO OT KO/IM4ecTBa HabopoB peareHToB B MOCTaBKe.

2.2.  Yucno aHanmanpyemMbix npob

Habop peareHTOB paccumTaH Ha 48 onpegeneHuii (Kaxabli obpasel, HeEO6XOAMMO MCCefoBaTb
ABaXAbl), BKMOYas KOHTPO/bHble 06paslbl, C WCNOMb30BaHWEM aHa/M3aTopa aBTOMaTUYEeCcKOro
MMMYHO(hEPMEHTHOTO OTKPBITOrO TUMa UM C NOMOLLGH0 PYYHOR MNOCTaHOBKM aHamn3a.

B0O3MOXHbI OTAe/bHble He3aBUCKMMble MOCTAHOBKM aHanm3a C Heob6XOAUMbIM  KOIMYECTBOM
Crpvinos ViIMMyHocop6eHTa.

2.3.  TlpuHUmn metoaa

MpuHUMN [OeincTBMS Habopa peareHTOB — HEMNPSMOA TPEXCTaAWHbIA UMMYHOMEPMEHTHBIN
aHa/M3. Ha noBepxXHOCTH SIYHOK MOSIMCTMPO/IOBONO N/aHLLETa COPOUPOBaHbI PEKOMOVMHAHTHbIE aHTUMEeHbI
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BUpyca npoctoro repneca 1,2 tunos (BII-1,2). B nyHKN BHOCATCA KOHTPOJIbHbIE U aHaIM3MpPyeMble
o6pasLbl (Kaxkablil 06pasel, B ABe NYyHKW). 3aTeM B NyHKY ¢ 06pa3L,oM A06aBNSAOT pacTBOP CPaBHEHUS, a B
OPYTy0 NYHKY C TeM >ke 00pasuom [06aBnst0T pacTBOP AMCCOLMMPYIOLLEro areHta. lMpu Haivumm B
obpasuax cneymguuecknx IgG aHTuten K supycy BIIM-1,2 obpasyeTca KOMMNIEKC (aHTUreH-aHTUTeNo),
BbISIBNSIEMbIA NOCPEACTBOM MOC/EeAYHOLEA NHKY6aL M C paCTBOPOM KOHbIOraTa (BTOPUYHbIE aHTUTeNa K
IgG uenoBeka, MeueHble MepOKCcMAa3oil XpeHa). lMpu pobasneHun pactBopa TMB B pesynbTate
(hepMeHTATMBHON peakuMn COLEPXMMOE NYHOK MNfaHLWeTa OKpawmsaetcs. PepmeHTaTVBHAA peakuys
OCTaHaB/IMBAeTCA BHeceHVeM CTomn-peareHTa. VIHTEHCMBHOCTbL OKpalimBaHus (ONTUYecKas M0THOCTb),
nponopunoHasbHas nHaeKcy aBnaHocTh 1gG K aHTMreHam Bupyca BIMIM-1,2 B aHann3mpyemom obpasLie,
PErucCTPMpPYyeTCcs C NOMOLLbIO CNEKTPOOTOMETPA.

3. XAPAKTEPNCTUKN HABOPA PEANEHTOB

3.1.  AHanUTUYeCKne XapakKTepucTuku

3.1.1. YyBcTBMTENbHOCTL Habopa peareHToB.

UyBCTBUTENILHOCTL Habopa peareHToB «BIIM-1,2 1gG  ABugHOCTb-UMBUAH-UDA» npn
MCCnefoBaHMN Ha KOHTPO/IbHOM MaHenn CbiBOPOTOK «AHTU-BIIM-1,2 Tnnos 1gG-ABnaHOCTL paboyas
naHenb» (PULL ®TM) coctasnseT 100% 6e3 NOXXHOOTPULLATENbHBLIX Pe3y/bTaToB.

3.1.2. CreupdumyHocTb Habopa peareHToB

CneunmnyHocTb Habopa peareHToB «BIMIM-1,2 1gG  AsugHocTb-MIMBUAH-NI®A»  npu
MCCNefoBaHWN Ha KOHTPO/IbHOM MaHenn CbiBOPOTOK «AHTU-BIMIM-1,2 Trnos 1gG-ABMAHOCTL paboyas
naHenb» (PULL ®TM) coctanseT 100% 6e3 NOXKHOMNOMOXKXUTENbHbIX PE3Y/bTATOB.

3.1.3. TloBTOpPAEMOCTb

B pamkax npoBefeHWs BHYTPEHHMX WCMbITaHWA MOBTOPSEMOCTb OnpeAensnacb Ans Tpex
MOMOXMTENbHbLIX 06pa3yoB B 30 MNOBTOpax Ha AeBATU cepusx Habopa peareHToB «BIMM-1,2 IgG
ABnaHOCTb-MIMBUNAH-N®A». BHYTPUCEPUIAHBIA 1 MEXCEPUIHBIA KOIDMULMEHTLI BapraLmmn N3MepPeHNS
Ol He npesbicuin 8%.

B pamkax npoBefeHWs TEXHWYECKMX WCMbITaHWIA MOBTOPSEMOCTL Onpefensnacb Ans BOCbMU
noBTopoB Ksa(+). KoathhuumeHT Bapuauuy n3MepeHus ONTUYECKOW MNOTHOCTU Kea(+) B BOCbMU
NnoBTOpax Ha Habope peareHTOB He NpeBbicus 8 %.

B pamkax npoBefeHus KINHWYECKUX UCTbITaHWIA NMOBTOPSEMOCTb Ornpeaensnach 4ns 6 o6pasLos
CbIBOPOTKM KPOBM 1 6 06pasLioB MiasMbl KPOBY YenoBeka. BHYTpucepuiiHbIA KO3h(ULMEHT BapraLmm
pe3ynbTaToB 00pasLoB Kaxaoro Tuna B 10 NoBTOpax OAHOW cepun He npesblwaeT 8%. MeXCcepuiitHbIi
KO3hpuLMeHT BapmnaLmmy pesynbTaToB B OLHOM M TOM XXe 0bpasLe 419 KaKA0oro Tmna obpasua Ha Habope
peareHToB «BIMI-1,2 1gG AsngHocTb-IMBVAH-N®A» He npesbicun 8%.

3.1.4. Bocnpon3BoauMOCTb

[na onpefeneHns BOCMPOM3BOAMMOCTM aHanm3a Oblna MpoBefeHa OLeHKa pesy/bTaToB
MOBTOPAEMOCTM aHaM3a B Tpex fabopatopusax. BHYTPUCEPUIHBIA 1 MEXCEPUAHBIA KOIPQPULMNEHTI
BapuaumMn pesynbTatoB Habopa peareHToB «BIIM-1,2 1gG  AsugHoCTb-IMBUAH-®A»  nipu
1CCefoBaHUN NOMOXUTENbHBIX 00pasLoB, COAepXKalmUX aHTUTeNa K BMPYCY MpoCcToro repneca 1w 2
TMNOB He npeBbicun 8,0%.

3.1.5. TpaBWIbHOCTb

MpaBuIbHOCTL OMpeAeneHns B X0f4e NPOBeAeHUsS TEXHUYECKMX WCMbITaHUA Habopa peareHTOB
cocTtasuna 100%.

3.2.  [AnarHocTtunyeckue xapakTepucTuku

3.2.1. TlepekpecTHaa peakTUBHOCTb

B pamkax npoBefieHNs KIMHUYECKMX UCTIbITaHWUIA NePeKPeCcTHYHO peakTUBHOCTbL Habopa peareHToB
n3ydanm Ha 130 3aBeOMO OTpULATE/IbHBLIX CbIBOPOTKAX KPOBW YesioBeka M3 XpaHunuwia kposu ®UILL
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hro. Iffbl H

®TM, He cofiepXKawmx aHTuTena K BIMI 1 cogepkawmx aHTUTeNa K Bo3oyauTensm: BMpycy rpunna tmna
A, Bupycy rpunna tuna B, puHOBMpYyCy, maparpunny, afeHOBMpYCY, PecnupaTopHO-CUHLUTUAIbBHOMY
BUPYCY u4efioBeka, MeTanHeBMoBuMpycy 4enoseka (hMPV), kopoHasupycam HCoV, Mycobacterium
tuberculosis. Mycoplasma pneumoniae, Streptococcus pneumoniae, Haemophilus influenzae, Legionella
pneumophila.

PesynbTathl DA nokasaiv, YTO JIOXKHOMONOXUTENbHbIE Pe3ynbTaTbl MPU NPUMEHEHUM Habopa
OTCYTCTBYIOT'.

3.2.2. VHTepdepmpytoLLye BeLlecTsa

B paMkax KIMHUYECKUX UCTIbITaHUIA OLEHKY BAUSHUA UHTEP(EPUPYIOLLMX BELLECTB Ha pe3y/ibTar
aHanm3sa Habopa «BIMIr-1,2 IgG AsnagHocTb-MMBUNAH-N®A» nposoannv Ha 06pasuax CbIBOPOTKM KPOBU
Ye/ioBeEKa, cogepkawmnx 1 He cogepxkawmx IgG aHtuten K BINIr-1,2 tunos.

Ha pe3ynbTaT aHanm3a He OKasblBatoT remorsiobuH (ot 100 go 300 r/n), xonectepuH (ot 1,5 go 4
r/n), obwmin 6enok (ot 60 go 150 r/n), rnroko3a (ot 800 o 2000 mr/n), Tpurnuuepuasl (o1 1,5 ao 10 r/n),
ataHon (ot 100 go 2000 mr/n), moyeBmHa (0T 90 go 800 mr/n), monoyvHas kKucnota (0T 63 go 400 mr/n) n
06wmin bunnpy6omH (ot 10 4o 300 Mr/n) B KNIMHMYECKMX 0bpasLiax.

3.2.3. OKBMBAIEHTHOCTb

B pamKax KAMHUYEeCKMX WCMbITaHWIn OLEHKY 3KBMBAIEHTHOCTW Pe3ynbTaToB aHaan3a Habopa
«BlMr-1,2 1gG AsmgHoctb-MIMBUAH-N®A», nonyyeHHbIX NPU NOCTAHOBKE aHa/n3a Ha CbIBOPOTKE U
nnasMe Kposu yenoseka (C renapuHom, SATA, UMTPaTOM Harpus), MoAyYeHHbIX OT OAHOIO W TOrO e
nayueHTa NpoBOAWM Ha 06pa3Liax CbIBOPOTKM KPOBU YEN0BEKA, HE COAEPXKALLMX 1 COAepXKaLLMX aHTUTeNa
K BIIM-1,2 metogom N®A npu noctaHoske no npoueaype Nel v npoueaype Ne2.

B pe3ynbTate KIMHUYECKNX UCMbITaHWI Oblia NPOAEMOHCTPMPOBaHa 3KBUBAIEHTHOCTL ChIBOPOTKE
K niasme KpoBu yenoseka (C renapnHom, SATA, LMTpaTOM HaTpus).

3.2.4. [narHocTnyeckasa 4yBCTBUTE/NILHOCTb

B xofe KNMHNKO-N1abopaTopHbIX UCMbITaHUIA 4UarHOCTUYECKYHO YYBCTBUTENBHOCTL BbisiBNeHUs 1gG

aHTUTeN K BUPYCY NPOCTOro reprieca 1,2 TUNOB ONpeaensnv Ha 222 nonoxuTeNbHbIX 06pasuax, nokasaHa
100 % uyBscTBUTENLHOCTL (OB 95%, AW: 98,65% - 100%).

3.2.5. [AnarHoctuyeckasa cneumguyHoCcTb

B xofe KNMHUKO-1abopaTopHbIX UCTbITAHUIA AMarHOCTUYECKYHO CNeLUgUUHOCTb BbisiBieHNs 19G
aHTUTeN K BUPYCY NpocToro repreca 1,2 Tunos onpegensnn Ha 330 oTpuuaTe/ibHbIX 06pasLax, nokasaHa
100 % cneundumyHocTb (4B 95%, AN: 99,12% - 100%).

4. MEPBbI MPEAOCTOPOXHOCTWN

MoTeHUMabHbIA PUCK NPUMEHEHWA Habopa peareHTOB MO0 HOMeHKNaTypHOR Knaccugumkaymm
MeANLIMHCKNX U3AeNnia, yTBepXaeHHoM Mprkasom MuH3gpasa Poccuiickoin deaepauum Ne 4H OT 6 UHOHS
2012 ropga (B pepakumm MNpukasa MuHsgpasa Poccum ot 25.09.2014 N 557H) — knacc 26.

Habop peareHTOB MpeAHasHayeH TONLKO /1 MPOYeCCMOHaNbHOMO MCNo/b30BaHMs. PaboTy
cfiefyetT MpoBOAMTb B CheuuasbHO 060pYLOBaHHOM  MOMELLEHMN nabopaTopun, OTBeYatoLLeit
CaHlNunH 3.3686-21 «CaHnTapHO-3N14EeMUONOrMYecKne TpeboBaHNsA Mo NPopUIaKTUKe UHMEKLMOHHbIX
bonesHeit». lNpu paboTe ¢ Habopom peareHTOB TpebyeTcd cobnogatb «VHCTPYKUMIO MO Mepam
NPOUNIAKTUKA  PacrpoCTpaHeHMs  MHPEKLMOHHbIX 3aboneBaHWin  npu  paboTe B KAMHUKO-
AMarHoCTUYeCKMX  nabopatopuax — NevyebHO-NPOMUNAKTUYECKUX  YUPEXKAEHWU»,  YTBEPXKAEHHYIO
MwuH3zgpasom CCCP 17 danBapa 1991 roga; FOCT P 52905 (MCO 15190:2003) «JlabopaTopum
MeanLUHCKMe. TpeboBaHWsA 6e30MacHOCTU».

TaK Kak KOHTPO/IbHbIE W aHam3npyemble 06pasLibl ABAAKOTCA NOTEHLMaIbHO UH(ULMPOBAHHBIM
GruomarepvasioMm, To nMpu paboTe ¢ HABOPOM peareHTOB HEO6XOAUMO MCMO/b30BaTh MHAMBUAYA/bHbIE
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|~ Imblii

CpefCcTBa 3aWyWThl: XasnaT, FOMI0BHON ybop, MacKy, nepyaTku, cneuyanbHyto 00yBb, 3aLLMTHBIE OYKU UK
LLINTOK.

O6pabaTbiBaTb PyKW nocne paboTbl ¢ HabOpOM peareHTOB M Ob6pasliaMu B COOTBETCTBUW C
AEVCTBYHOLLIE HOPMATMBHOW LOKYMEHTaLMeEN.

CbiBOpoTKa (MnasmMa) KpoBW 4esioBeka, MCMo/b30BaHHAA A1 MPUTOTOBIEHUA MOMOXKUTENbHbIX
KOHTPO/Ee, MHAKTUBMPOBaHA HarpeeaHMeM npu Temnepatype (56£1)®C B TeueHue 34, COAEPXKMUT
aHTuTena 1gG k aHtureHam BIIM-1,2 n He cogepxuT aHTuTena K BWY-1,2, Bupycy renatmta C n
NMOBEPXHOCTHbIV aHTUreH Bupyca renatnta B (HBSAQ).

CbiBopoTKa (nnasma) KpoBM YenioBeKa, UCMO/b30BaHHAA ANS MPUrOTOBMIEHNA OTPULATENBHOMO
KOHTPO/IA, MHAKTMBMPOBaHa HarpesaHnem npu temnepartype (56x1)®C B TeyeHue 3 4, He COAEPXKMUT
aHTuTena K aHtureHam BII-1,2, aHtutena Kk BNY-1,2, Bupycy renatmta C 1 NOBEPXHOCTHbLIA aHTUMeH
Bupyca renatuta B (HBsAQ).

B coctaB KOMMOHEHTOB Kea(+), Kna(+), K(-), ®CB-T(x26), PPO, PK, PC, AA, TMB, BxogaT
KOHCepBaHTbl B KOHLEHTpaUMsX, ABAAIOLWMXCA HETOKCUUHLIMU. Kea(+), Kna(+), K(-) u PPO, PC, OA
cogepxmnT 0,1% npoknnHa-300; PK - 0,1% teHona; PCB-T(x26) u TMbB - 0,2% 6eH30aTa HaTpus. Bce
peakTVBbl, BXOAfALIME B COCTaB KOMIMOHEHTOB Habopa peareHTOB B WCMO/b3yeMblX KOHLEHTpaLmsX,
AB/MIAKOTCA HETOKCUYHBIMMA.

Cron-peareHT 0651a1aeT pas3gpaxkaroLmmM AeNCTBUEM, 3a CHET KMCMOTbI cepHol (5%) BxoasLuel B
cocras. Npu pabote nsberatb nonagaHus CTon-peareHTa Ha KOXy W Cnm3ucTble. B cnyyae nonagaHus
MPOMbITb NOPaXKEHHbIN YYaCTOK 60/bLUMM KOIMYECTBOM MPOTOYHON BOAbl. BCe KOMMOHEHTLI, BXOASALLME
B COCTaB Habopa peareHToB, MpefHasHayeHbl TOMIbKO 415 AMArHOCTMKM LW vitro. Bce peakTuBbl B
MCMO/b3yeMbIX KOHLEHTpaumsX, BXOAsWMe B COCTaB KOMIMOHEHTOB Habopa peareHTOB SBAOTCA
HETOKCUYHbIMHW.

Bce npombiBHblE pacTBOpbI CrefyeT cobupaTb B CreyuasibHbIi KOHTeHep M 06pabaTbiBaTh
Ae3NHPUUMPYIOLMMY  CPeACTBaMM, paspelleHHbIMU 418 NPUMEHeHUs Ha Tepputopun PP B
yCTaHOB/IEHHOM NOPSAAKe.

Bce TBepable OTXofbl cnefyeT cobupaTb B CrieumanbHblli KOHTeliHep, 06e33apaXuBaTb B
cooTBeTCcTBUN € TpeboBaHMAMK CaHlMnH 2.1.3684-21 «CaHUTapHO-3aNnAeMNonornyeckne TpeboeaHms K
COZlEPXXaHWIO TEPPUTOPUIA TOPOACKMX M CeNbCKUX MOCENEeHWUA, K BOAHbIM 0ObeKTaM, NMUTLEBOW BOAE U
MUTLEBOMY BOZOCHAOXEHMIO, aTMOC(EepHOMY BO3L4YyXY, MOYBaM, >XWIbIM MOMELLEHWNAM, 3KCriyaTaumm
MPOU3BOACTBEHHbIX, OOLECTBEHHbIX MOMELLEHWIA, OpraHM3auMm W MPOBEAEHUIO  CaHUTapHO-
MPOTMBO3NMAEMUYECKUX (MPOPUNAKTUYECKINX) MEPOMPUATUIAX.

NabopatopHyto  Mocydy  MHOropasoBOro  MCMO/b30BaHUA UM PacXofHble  MaTepuasbl,
KOHTaKTUpYIOLWMe C UCCNefyeMbIMA UM KOHTPOSbHbIMK - 0bpasuamn, crnefyet o6e33apaxuBaTb C
MCNOMb30BaHMEM  AE3VH(ULMPYIOWMX CPeACTB, He COAepXalmx aKTMBHBLIA KUCNOPOA4 W  X/op,
OKa3blBatoLMX HeraTMBHOE BO3/eNCTBUE Ha KavecTBO NPA.

MHCTpyMeHTbI, 060pyaoBaHMe, a TakKe paboune NOBEPXHOCTU CTOMOB HEO6XOAMMO NPOTMPAThb
70 % pacTBOPOM 3TW/IOBOrO CNMpTa WAW APYrUM paspelleHHbIM K MPUMEHEHUIO aHTUCENTUYECKUM
CpeLCTBOM.

5. OBECIMNEYEHVE KAUYECTBA NCCNELOBAHNI

BbINonHATL NpoLeAypy aHanmsa crefyeT B CTPOroM COOTBETCTBUM C MHCTPYKLMEN, Npunaraemoi
K Habopy peareHToB.

He 1cnonb3oBaTh peareHThbl ¢ UCTEKLLIVM CPOKOM FOAHOCTY.

He 1cnonb3oBaTh peareHTbl Apyrux NponsBoauTenei.

Henb3s 1CNoMb30BaTh peareHTbl U3 HABOPOB PasHbIX CEpPUiA UM CMeLLMBaTb MX B MpoOLecce
aHanmsa.
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He nopggepratb peareHTbl BO3L4EVCTBMIO BbICOKUX TeMMepatyp W NPsSMbIX CO/IHEYHbIX /lyydel B
rnpoLiecce UCNONb30BaHUA N XPaHEHUS.

HeponycTumo 3amopaxkvBaHve Habopa peareHToB, KakK LUe/MKOM, TaK W OTAeNbHbIX ee
KOMMOHEHTOB.

WccnepoBaHus npoBOAMTb B MOMELLEHWM C KOMHATHOW TemrepaTypoii (B COOTBETCTBUM C
[eCTBYIOLLEN HOPMATMBHON AOKYMEHTaLMeN).

He npoBoAMTb 1CCnefoBaHNA B NPUCYTCTBUM NapOB LLEN0Yeid, KUCNOT, abAernios, B 3arbl/IeHHOM
MOMeLLEeHUN.

[ns fe3nHpeKUmMn NCnonb3oBaTb peareHTbl, He 0KasblBatoLMe BO3AENCTBUA Ha (DePMEHTATUBHYHO
peakLuio: Ae3nHpULMPYLOLLMe CpeacTBa Ha OCHOBE YETBEPTUYHBLIX aMMOHWEBBLIX COELUHEHWI, CNIMPTOB,
TPETUYHBIX aMVHOB.

B nomelyeHun, rae NpoBOAMUTCA UCCNeL0BaHME, He UCMO0/b30BaTh Ae3VHMULMPYIOLLME CPeACTBa,
cofiepXKallime aKTVBHbIV KUCNOPOA 1 X/10p.

Acnonb30BaTth YMCTYHO, TLLATE/ILHO MPOMBITYHO NabopaTopHyHo Nocyay.

Vcnonb3oBath NpoLlellne Bamaaumnio 403aTopbl 1 060pyL0BaHNE.

Mpn paboTe ¢ obpasamy K peareHTaMn Habopa WCMO/b30BaTb YMCTblE, HOBble O4HOPA30BbIE
HaKOHEYHWKM OTLE/NIbHO A1 KXKA0r0 aHaIM3mMpyemMoro obpasLa 1 KOMMoHeHTa Habopa peareHToB.

ICKNIOUNTL KOHTAKT MEeTa/l/IMYeCKMX NPeLMeTOB € pacTBOpoM KoHbtorata (PK), pacteBopom TMB.

cnonb30BaTh HOBblE OAHOPA30Bble BAHHOUKM [/151 K&XA0ro KOMMOHeHTa Habopa peareHToB.

He ucnonb3oBartb OAHY U Ty YK€ eMKOCTb, B TOM YMC/IE ¥ MHOrOpas0oBYO MOC/E NPOMbIBKMK, AN
pacTBopa KoHblorata PK 1 pactsopa TMb.

PekomeHgyeTca ana otéopa pacteopa KoHbtorarta (PK) v pactsopa TMB mcnonb3oBaTb pasHble
[,03aTopbl MUMNeToYHble. [py UCMONb30BaHWM OLHOMO [03aTopa HeoO6XOAMMO TLiATeNlbHO CNefuTb 3a
YMCTOTOM MOCALOYHOr0 KOHyca pfo3atopa. [lepes CMeHOM peareHTa TulaTeslbHO 06pabaTbiBaTh
BHYTPEHHIOIO 1 BHELLIHIOK MOBEPXHOCTW NOCafo4HOro KoHyca 70% 3TMI0BbIM CIMPTOM.

[na oTMbIBKM VIMMYyHOCOpPGEHTa PEKOMeHAYEeTCA MCMO0/b30BaTb aBTOMAaTUYECKOe WU PYyYHOe
NMPOMbIBOYHOE YCTPONCTBO. B KOHLEe paboyero fHA He06X0AMMO NPOBOAMTL MPOMbIBKY CUCTEMbI NMOAAYUM
XMAKOCTU AUCTUNNMPOBAHHON (OEeMOHM3MPOBAHHOW) BOAO. He pexxe 1 pasa B Hegento cnegyet
06pabatbIBaTh LUMAHT N EMKOCTM NPOMbLIBOYHOIO YCTpoiicTBa 70% 3T1N0BLIM CIMPTOM.

[N NCKNoYeHVs KOHTaMMHaLMK 06pasLoB apyr ApyroM 1 Kea(+), Kna(+) TpebyeTcs akkypaTHas,
TwlarenbHasa paboTa 6e3 pa3dpbI3rMBaHNA KOMMNOHEHTOB U 06Pas3LLoB.

6. OBOPYOBAHUME N MATEPUADI
MepeyeHb 060PYAOBaHNSA U MaTepKanoB, HEOOXOANMbIX [/15 NOCTAHOBKM aHa/In3a:

- [03aTopbl labopaTopHble NepeMeHHOro 06beMa OA4HO- M MHOTOKaHa/IbHble BMECTUMOCTbIO
oT 10 go 1000 mKr;

- HaKOHEYHWKW O[HOPa30Bble K fo03aTopam f1abopaTtopHbIM BMecTMMOCThI0 0T 10 o 1000
MK

- BaHHOYKM AN pa3BefeHNs KOMMOHEHTOB;

- MuKpoueHTpudyra nabopatopHas Ha 1000-3000 06/MuH;

- TepMmocTaTupylolee YCTPOMCTBO ANs  MNMaHWeToB (UM TepmocTaT) C  PeXVMOM
TepmocTaTMpoBaHus 37+1°C  uim  opbuTasibHbIA - TEPMOLLEKEP, MNOALEPXXMBAIOLLMNIA
Temnepatypy 37+ 1°C 1 ¢ 4acTOoTOI BpaLieHus nnatgopmbl 700 06/MUH.;

- YCTPOWCTBO 4/19 MPOMbIBaHMA MiaHLeTa (BoLLep);

- CMeKTPohOoTOMETP BEPTUKa/IbHOMO CKaHWPOBaHWS MO3BONAKOLLMIA BbINOMHATL M3MepPeHUs
OMNTUYECKOW NMOTHOCTU COAEPXKUMOr0 TYHOK NnaHweTa npy 450 HM (OCHOBHOW (NbTP) 1
620-680 HM (pedhepeHCHbI GUnbTP);
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- aHa/In3aTop aBTOMATUYECKUIA UMMYHO(EPMEHTHBIA OTKPLITOrO TUNA;

- XONOAWUNbHaA UM MOPO3WbHAsA KaMepa;

- UMAMHAPbLI MepHble He HWKe 2 Knacca ToYyHocTu ob6bemom 100 m 1000 mn, konba
nabopaTopHas BMeCTUMOCTbO 1000 mn;

- €MKOCTb C KPbILIKOW AN XUAKOr0 Ae3MHPULMPYIOLLEro CPeacTsa;

- BOJa AUCTUINMPOBaHHAA NN AEVOHU3MPOBaHHaS,

- bymara (pnbTpoBasibHas;

- Talimep;

- O[IHOPa30Bble HECTePU/IbHbIE MeMLMHCKME NMEepUaTKu;

- nabopartopHas nocyga.

7. AHAJNMM3NPYEMBIE MPOBEbI

AHanm3npyemblii 06paseL,; HaTMBHas CbIBOPOTKa, Miasma (C renapuHoM, LMTpaTom HaTpus, SATA)
KPOBW Ye/0BEKa.

AHanuTU4yecknin 06beM obpasya— 10 MKn.

O6pasubl CbiIBOPOTKM (Mna3mbl) KpoBM [0 aHanm3a MNPA xpaHUTb He 6onee 7 CYyTOK npu
Temnepatype oT 2 pgo 8°C. [AnuTenbHoe XpaHeHue (40 6 MecsUeB) aHa/M3MpyeMblX 06pasLoB
OCYLLECTBNIATL Npu Temnepatype -20@C.

3aMopoXKeHHble 06pa3Lbl nepep MccnefoBaHeM Nporpetb 4o 18-25°C, TuiaTenbHO nepemeLlatb
A1 yCTpaHeHUs BO3HUKAKOLLETO MPY 3aMOPO3Ke rpagneHTa KOHLEHTPaLMIA.

Mpn pabote C pa3MOpPOXeHHbIMK 0bpasLaMu CrefyeT YUYUTbIBaTb, YTO Kaias nocnefyroLlas
3aMOpO3Ka-pa3MopOo3Ka CHMKAET KayecTBO Uccneayemoro marepuana. C Lenbio NonyyeHnUsa OCTOBEPHbIX
pe3ynbTaToB WCC/Mef0BaHMA MPOU3BOAWTENb HAbopa peareHToB PeKOMeHAyeT WCNO/b30BaTb TO/bKO
O[HOKpATHOE  3aMOpaXMBaHWe-pa3mMopakmpaHMe 06pa3LoB, a Takke XpaHeHUWe  HECKO/bKUX
3aMOPOXKEHHBIX A/IMKBOT 06pasLia.

He pekomeHzyeTCA MUCMO/b30BaHUE ANS UCC/ef0BaHMA 06pa3sLoB C MOBbLILEHHBIM COAEpXaHNeM
amnugos U (M) C NpusHakamu remonusa, u o (MaM) € BUAWMbIM - MUKPOOHBLIM  3arpsisHeHVEM
(«mpopocTom»).

O6pa3supl, CoAepXKawiye O0CafOK, B3BELUEHHble YacTuupbl, Mepej aHaIM3oM MOABEPrHYTb
LeHTpuyrmposaHuto B TedeHne 10 MMH npu YacToTe BpatieHns 3000 06/MUH.

BHumaHwne!

Mepen NOAroTOBKOM peareHTOB K paboTe M MPOBeAEHWEM WCCNeAoBaHWA NPOU3BOAUTENb
HacTOATENbHO PEKOMEHAYET elle pa3 npounTaTh pasgen «ObecneyeHre KayecTBa UCCNeLOBaHU»
HaCTOALLEN UHCTPYKLUMN MO MPUMEHEHNIO.

8. noAroOTOBKA KOMMOHEHTOB ANnAd NCCNEQOBAHNA
8.1. lMocTaHOBKa aHanM3a C UCMOMb30BaHNMEM Habopa peareHTOB A0/MKHA ObITb MPOBeAeHa B

HOPMa/TbHbIX KIMMaTUYeCKMX YCMOBUSX U NOKa3aTeNsx BHELLHEN cpefpl, YKa3aHHbIX B Tabnuue 2.
Tabnuua 2. Ycnosus BHeLLHel cpeabl 4ns NOCTaHOBKN aHanMsa

Nen/n Moka3aTenu 3HayeHus
1 Temnepatypa Bo3gyxa 18-25®C
2 OTHOCUTENbHASA BMaXHOCTb 40-60%

8.2.  [penBaputensHble MaHUMYNALUN

Mepes MCMONb30BAHWEM BCKPbITb YMakOBKY Habopa peareHTOB M WU3B/EYb BCE KOMMOHEHTHI,
BK/tOYasA 3anevataHHbI IMMyHOCOpP6OeHT. Bce KOMMOHEHTbI HEOOXOAMMO BblAepXXaTb MPU KOMHATHOM
Temnepartype B TedeHne 30 MUHYT.
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BHumaHue!

Kba(+), Kna(+), K(-), ®Cb-T(x26), PPO, PK, PC, OA, TMBE n Cron-peareHT rotoBbl K
MCNOMb30BaHUIO U He TPeOYOT JONONHUTENbHBIX pa3BefeHuiA.

Heuncnonb3oBaHHble Kea(+), Kna(+), K(-), ®CBb-T(x26), PPO, PK, PC, A, TMB 1 Cton-peareHT
XpaHWTb B YMaKoBKe MPomn3BoAMTENS Npu TeMnepaType oT 2 o 8°C [0 UCTeYeHMs CpoKa rogHOCTM Habopa.

®Chb-T(x26) npencTtasneH B BUAe KOHUeHTpaTa. TpebyeT pasBefeHus.

8.3. MoarotoBka MMmyHocop6eHTa

BckpbITb MakeT ¢ VIMMyHOCOp6EHTOM. YCTaHOBWUTL B pamKy KMMyHocopbeHTa Heobxoavmoe
KOMIMYECTBO CTPUMOB. Hencrnonb3yemble B JaHHOW NOCTaHOBKe CTPUMbl Cpa3y Noc/ie BCKPLITUA NakeTa C
NNaHLLETOM MOMECTUTb B (DOSbIMPOBaHHbIA MaKeT € 3acTeXkou Tuna zip-lock. M3 naketa ypanuntb
OCTaTOYHbIN BO3AYX, 3aKPbITb 3aCTEXKY, yOpaTb B XONOAWUbHYIO KaMepy.

XpaHWTb HEUCMO/Ib30BaHHbIe CTPUMbI MPY TemnepaType oT 2 4o 8°C 0 UCTeYEHUsS CPOKa FroAHOCTH
Habopa peareHTOB.

PaMKy nnaHwerta cpasy nocne ucnonib3oBaHus  70%  3TWMOBBIM - CNUPTOM,  3aTeM
ANCTUNNMPOBAHHOW (4eVOHM3MPOBaHHON) BOAOW. [pocylwnTb, WUCNOMb3ys (UNbTPOBa/IbHYKO Gymary.
XpaHuTb B yNakoBKe NpPOV3BOANUTENS BMECTE C APYTUMU HEUCNO/b30BaHHbIMU peareHTamm.

MMyHOCOp6EeHT (CTpuMMbl) MCMONb30BaTb OAHOKPATHO!

8.4.  TMpuroTosneHue paboyero NPombIBOYHOro pactesopa ®Chb-T

BHumaHve! B npouecce XpaHeHUs W TPAHCMOPTMPOBKM KOHLLEeHTpaTa MpPOMbIBOYHOIO
pactBopa (PCB-T (x26)) BO3MOXHO BbiMafeHNe ocaaka conei. Mpu Hannumm ocagka BoO (p1lakoHe C
®CB-T (x26) Bbigepxatb npu TemnepaType 37+PC [0 NONHOrO pacTBOPEHUSA COJEN.

Copepxunmoe nakoHa ¢ ®CB-T (x26) nepennTb B MEPHbIN LMAMHAP MOAXOAALLEro 06bEMA 1
[l0BECTM 00bEM pacTBopa 40 1250 M1 BOAOK ANCTUNNMPOBAHHONM (4EMOHN3MPOBAHHOM).

Mpn M1CMoNb30BaHUM OAHOrO WM  HECKONbKUX CTpMNoB KIMMYHOCOp6eHTa Heobxoaumoe
KO/IMYECTBO paboyero NpombIBOUHOMO pacteopa ®ChB-T NpuroToBUTL B COOTBETCTBMK C Tabnuuen 3.

Tabmmuya 3. Tabnuua cooTBeTCcTBUA 06BEMOB PCB-T (X26) W BOAbI AMCTWUAIMPOBAHHON (AENOHM3UPOBAHHOI) ANs
NpUroTOoBNEHNS paboyero NpomeIBoYHOro pacTeopa ®CB-T.

KonnyecTtBo

1CMOMb3yeMbIX 1 2 3 4 5 6 7 8 9 10 1 12

cTpunos, WT.
ocB-T (2B)mn 4 8 12 16 20 24 28 32 36 40 44 48

Boga*, M/l 100 200 300 400 500 600 700 800 900 1000 1100 1200

MpumeyaHne: *Boga AMCTUNIMPOBAHHAS UMW AENOHU3MPOBAHHAS

Paboumnin NpoMbLLUOYHbIA pacTBop PCB-T XpaHUTb Npy Temnepatype oT 18 go 28RC He 6onee
10 gHei nnn npu Temnepatype oT 2 Ao 8°C He 6onee 45 aHei.

Hencnonb30BaHHbIA KOHLEHTPAT NpoMbIBOYHOro pacteopa (PCB-T (x26)) XpaHUTb B YMNakoBKe
MPOU3BOANTENSA NPU TeMnepaTtype OT 2 [0 8RC 40 UCTEYeHMs CPOKa rogHOCTM Habopa.

9. NMPOBEAEHVNE AHANIN3A

9.1. PekomeHAyeMas cxema NoCTaHOBKM aHasimM3a npueefeHa B Tabnuue 4.
Tabmuua 4. PekomeHgyemas cxema NocTaHOBKM aHanusa (Npy ncnonb3oBaHnu 12 cTpunos).

Kea(+) 5 13 21 29 37 Ksa(+) 5 13 21 29 37
K naf+) 6 14 22 30 38 K na(+) 6 14 22 30 38
K (-) 7 15 23 31 39 K(-) 7 15 23 31 39
K(-) 8 16 24 32 40 K( ) 8 16 24 32 40
9 17 25 33 41 1 9 17 25 33 Hl

2 10 18 26 34 42 2 10 18 26 34 42

3 1 19 27 35 43 3 7 19 27 35 43
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KOHTpPONbHbIe NYHKU — NIYHKW ANs BHECEHUS pacTBopa

oT1an
aHanunsa

1
2
3

10

12 20 28 36 44

cpaBHeHus PC

Mpoueaypa Nel (¢ Mcnonb3oBaHWEM TEPMOLLIENKEPA)

Mpoueaypa sTana aHanunsa

Y CTaHOBUTb HEOOXO4MMOE KONMYECTBO CTPUNOB B paMKy MaHLeTa.

BHectn B gBe nyHKku 100 MkN Kea(+)ak wa(+) n K(-).
B ocTanbHble nyHKU MMMyHOocOop6eHTa BHecTu no 90
MKn 6ygepHoro pacteopa PPO, a3atem no 10 MKn
aHanuanpyembix 06pa3LoB B BYX NOBTOPaXx.
3aknentb NyHku WmmyHocopbeHTa  (CTpMMoB)
npunaraemoi K Habopy peareHToB NAEHKOMN.

4 12 20 28 36 44
Ouccounmpyrowme nyHKu — NYHKWU ANA BHECEHUA pacTeBopa
OA

MpumeyaHue
[Ona  ypobctBa  MOCTaHOBKM — pPeKOMeHAyem

BHOCUTb MNO3TanHO CHayana Mo OJHON nyHKe
KaXX[0ro KOHTpoAns n o6bpasya, 3aTeM BHOCUTb HU
BTOPOW NyHKe KOHTPOJe 1 Kaaoro obpasua.
Bpemsi BHeceHMs 06pasL,0B Npu MCMOb30BaAHUM
BCEro nnaHLweTa He JO/HKHO npeBbiwats 10 MUH.
CMOTpKM peKOMEHAYEMYIO CXEMY MOCTAHOBKE B
Tabnuue No4

MHKybupoBaTb UMMYHOCOPOEHT (CTpUMbI) B TeYEeHME 25 MUH.
[na nHKy6aLumn ncnonb3oBaTh OpOUTaNbHbIN TEPMOLLEKEP.
CKOpoCTb BpaleHnsa nnaTgopmbl weiikepa: 700 06/MuH.; Temnepatypa UHKy6auun: 37+ 1RC.

C nomouiblo NpoMbiBaTens 418 NAaHWeToB YAanuThb
COlEPXXMMOE NYHOK.

UeTblpe pa3a NpoMbITb NNaHLWeT paboymmM pacTBOPOM
®CB-T, BHOCcA B IyHKM 300 MK/ pactBopa.
Kcno3numa mexay aranaMmy 0TMbIBKM — 30 CekyH.
Mo OKOHYaHUM MPOMbIBKM MPU  HEOO6XOLMMOCTM
yhanuTb Bnary u3 fIiyHoK, NOCTYKUBas MnjiaHLWeToM no
(hnnbTpoOBanbLHOI Gymare.

B cooTBeTcTBMM C Tabnuueir Ne4 B MONOBUHY NYHOK
MmmyHocopbeHTa BHecTn no 100 mkn pactsopa PC,
a B Apyryt nonosuHy BHectn no 100 mkn pacTeopa
LA, Tak 4ToObl B NYHKax C KaXAblM KOHTPONEM U
o6pasuom 6611 1 pacteop PC, n pacteop AA.
3aknentb nNyHkn MMMyHocopbeHTa  (CTPUNOB)
npuiaraeMoin K Habopy peareHTOB MAEHKOM.

BHumaHne! He ponyckaTb BbICBIXAHUE nywo«

NvmmyHocop6eHTa B MepepbiBe  MeXay
3aBepLIeHMeM  MPOMbIBOK W BHECeHWEM
peareHTOB.

Bpemsa BHeceHua pactBopa PC wun QA npu
MCNonb30BaHUM NOMIHOTO NAaHLeTa He AO0AXHO
npesbIWaTh 3 MUHYTHI.

NHKkybuposaTb MMMyHocopbeHT (cTpunbl) B TeyeHne 10 MUH.
[nsa nHKy6aumMm ncnonb3oBaTb OPOMTa/IbHbIA TepMOoLLEKep.
CKopocCTb BpalleHUs nnaTgopmbl welikepa: 700 06/MUH.; TemnepaTypa UHKyb6aumu: 37+ 1°C.

C nomoulblo NpoMbIBaTens Ana niaaHWeToB yaananTb
COEPXMMOE NYHOK.

YeTbipe pasa NPOMbITb NaHWeT paboymM pacTBOPOM
®CB-T, BHocA B nyHKu 300 MK pacTBopa.
JKCno3numa mexay atanamu oTMbiBKU — 30 CEKYHA,.
MO OKOHYaHMM NPOMbLIBKM MpU  HEOOXOAMMOCTH
yAanuTb BNary U3 NyHOK, MOCTYKMBasA MAaHLWETOM No
thunbTpoBanbHOI bymare.

Bo BCe NYHKU VIMMYyHOCcOp6eHTa BHecTM no 100 MKn
pacTteopa PK.

3aknemTb NyHKM MMMyHocopb6eHTa  (CTpUNOB)
npunaraemoi K Habopy peareHTOB MAEHKON.

BHumaHne! HepocTatouHas acnupauus
XWUAKOCTU B NIYHKE  MOXET TMpuBeCTU K
WCKAXEHWIO pe3ynbTaTa UccnefoBaHus.
BHumaHue! He ponyckatb BbICbIXaHWe NIYHOK
MiMmyHOcop6eHTa B  MepepbiBe Mexay
3aBepLUeHneM NMPOMbIBOK " BHECEHMNEM
peareHTOB.

Bpems BHeceHus pacTBOpa PK npu
MCNOMb30BaHUW NOJIHOTO MJaHLWeTa He AO0JIKHO
npesblWaTs 3 MUHYTHI.

MHKy6upoBaTb UMMYHOCOpPOEHT (CTPUMbI) B TeUeHue 25 MUH.
[ns nHkKy6auny ncnonb3oBaTb OpOUTabHBIA TEPMOLLEKEP.
CKOopoCTb BpalleHust nnatopmsbl wwelikepa: 700 06/MuUH.; TemnepaTypa MHKy6aumun: 37+ 1RC.

C nomoLbo npombiBaTeNns ANA NAaHLWeToB yAannuTb
COLep>XXMMOoe NYHOK.

UeTblpe pa3a NPOMbITb NaHLWeT paboynm pacTBOPOM
®CB-T, BHocA B nyHKM 300 MK pacTeopa.
3KCcno3numa Mexay atanamm oTMbIBKM — 30 CEKYHA,.
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BHumaHne! Hepoctato4yHas acnupauus
XWUOKOCTM B JIYHKE  MOXET TMpuBECTU K
NCKaXXeHU0 pe3ynbTaTa uccnefoBaHus.

BHumaHne! He ponyckaTb BbiCbIXaHMe NYHOK
MiMmyHOCcop6eHTa B nepepbiBe Mexay
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Mo OKOHYaHWW MPOMbIBKM MpU  HEo6XOAUMOCTU
yAanuTb BAary u3 AyHoK, NOCTYKMBasA NiaHWeToM no
thnnbTpoBanbLHOM Bymare.

Bo BCe NIYHKWN MnaHLeTa BHECTH

no 100 mkn pabouyero pactesopa TMbB.

Tamm

3aBepLlieHnem n BHECEHUNEM

peareHToB.

NPOMbIBOK

Bpemsa BHeceHus pabouyero pactesopa TMB npu
MCMONb30BaAHUM MOJSIHOTO MAAaHLIeTa He JO0/KHO
npesbllaTh
3 MUHYTHI.

NHKybuposatb MMMyHOCOP6EHT (CTpuMbl) B TedyeHne 10 MUH.
[na nHKy6aumm ncnonb3oBaTb 0PO6UTANbHbLIN TepMOLLEKep.
CKopoCTb BpalleHns nnatopmbl weikepa: 700 06/MuH.; TemnepaTypa MHkKybayuu: 37+ 1°C.

Peakunto OCTaHOBUTbL BHECEHWEM B KaXKAylo NIYHKY
MmmyHocop6eHTa no 100 mkn CTon-peareHTa.

N3mepuTb ONTMYECKYHO MNAOTHOCTbL COAEPXKUMOro
NYHOK C MOMOLLbIO CMeKTpodoToMeTpa npu A/nHe
BOJIHbI 450 HM UM UCNONb3YA ABa PUNbTpA:

- OCHOBHOW 450 HmM,

- pedepeHCHbI 620-680 HM.

BapunaHT Ne2 (ucrnonb3oBaHue TepmocTara)
Mpouenypa aTana aHanusa

Bpems BHECEHUSA CTton-peareHTa npwu
NCMO/Ib30BaHUM MOJIHOTO MAaHwWweTa He AO0/HKHO
npesbIWaTh 3 MAHYTHI.

BHumaHme!

YyeT peakuunm HeobX0AMMO MNPOU3BECTU He
nosfHee, 4Yem 4yepe3 5 MWH. MOcCne OCTAHOBKM
peakuuu.

MpumeyaHune

Y CTaHOBUTb HeO6XO,qMM06 KONMn4eCcTBO CTPUNOB B PpaMKy NnaHLWeTa.

BHecTtu B aBe NyHKN 100 mkn K sa(+)» K na(+) u K(-).

B octanbHble nyHku MMMyHocop6eHTa BHecTu no 90
MKn 6ygepHoro pacteopa PPO, a3atem no 10 Mkn
aHanu3npyembix 06pasLoB B iBYX MOBTOpax.
3akfenTb  NyHKM WIMmyHocopbeHTa  (CTpMMOB)
npunaraemoi K Habopy peareHTOB NAEHKO.

[Ons  ypobcTBa MOCTAaHOBKM  PEKOMEHAYEM
BHOCUTb MO3TanHO CcHayana No OAHOW NyHKe
KaXX[0oro KOHTpons u o6pasya, 3aTeM BHOCUTL MO
BTOPOI NyHKe KOHTPONel 1 Kaxaoro obpasua.
Bpems BHeceHMs 06pa3L0B Npu MCMOMNb30BaHUN
BCero nnaHwera He JO/MKHO npesbiwaTth 10 MyUH
CMOTpU peKOMEHAYEMYIO CXEMY NOCTaHOBKE B
Tabnuue N4

NHkybuposaTb MIMMyHOCOpP6eHT (cTpunbl) B TedeHne 30 MUH.
Ana nHkybaumm ncnonb3osarb TepMOCTaT; TemnepaTtypa nHkyb6auumn: 37+ 1°C.

C nomoubto NpombIBaTeNs 415 NAaHLeToB yAannThb
COZepPXXUMOE NTYHOK.

YeTblpe pa3a NPOMbITb MAaHLLET paboynmM pacTBOPOM
®CB-T, BHocA B 1yHKM 300 MK/ pacTeopa.
JKCNo3nyma Mexay atanamm 0TMbIBKM — 30 CEKYHA,.
Mo OKOHYaHWM NPOMbIBKM MpU HEeob6XoanMOoCTK
yAanuTb Bnary u3 nyHoK, NOCTYKUBas NAaHLWeTOM Mo
(hmnbTpoOBanbHOI bymare.

B nonoBuHy nyHok UMmyHocop6eHTa BHecTn no 100
MK pacTtBopa PC, a B Apyryt nosioBUHY BHECTU MO
100 mkn pacTtBopa [AA, Tak 4T06bl B JyHKax c
KaX[blM KOHTpoOsieM 1 06pa3uom 6bin n pactsop PC,
n pacteop OA.

3aknenTb NyHKM WMMyHocopb6eHTa (CTpunoB)
npunaraeMoi K Habopy peareHToB M/EHKOA.

BHumaHue! He nonyckatb BbICbIXaHWE NYUOK
MmmyHocopb6eHTa B nepepbise Mexay
3aBepLeHnem NPOMbIBOK n BHECEHNEM
peareHTOB.

Bpemsa BHeceHus pactBopa PC un A npu
MCNOJIb30BAHWUM MOJIHOTO MJaHLWeTa He LO/MKHO
npeBbIWaTb 3 MUHYTHI.

NHKkybuposaTb MIMMYHOCOPGEHT (CTpuUnbl) B TeueHue 15 MUH.
[ns nHky6aumm ncnonb3oBaTb TEPMOCTAT; TemMnepaTypa nHkybayum: 37+ 1RC

C nomouwbio MpoMbIBaTENS ANA MJIAHLWETOB YAaNUTb
CO/lepXXMMOE IYHOK.

UeTblpe pasa NpoMbITb NaaHWweT pabounm pacTBoOpoM
®CB-T, BHocs B 1yHKM 300 MK/ pacTBopa.

10

XNAOKOCTH

BHuMaHue! HepocTatouHas acnupanms
B JIYHKe MOXeT npuBeCTU K

NCKaXXeHWNIO pe3ynbTaTta nccregoBaHuns.



Imbian

3Kcnosnuma Mexay atanamm oTMbiBKU — 30 ceKyHA. BHumaHue! He nonyckaTb BbICBIXAHUE nywo«
Mo OKOHYAaHMW MPOMBIBKM MNpu HeobxogumocTn MMMyHocopbGeHTa B nepepbise mMexay
yAanuTb BNary U3 nyHoK, NocTyKuBas NiaHLeToM Mo 3aBepLUeHMEM NPOMbIBOK n BHECEHUEM

thnnbTpoBanbHON 6ymare peareHTOB.
Bo Bce nyHKU MMMMyHocop6eHTa BHecTu no 100 mkn Bpems BHeCeHuns pacTtsopa PK npu
9 pacTtBopa PK. MNCNOMb30BaHWUW MOMIHOTO NaHLleTa He JO/KHO

3aknentb  NyHKM VIMmMyHocop6eHTa  (CTPUNOB) MpeBbIWaTb 3 MUHYThI.
npunaraemoin K Habopy peareHTOB MJEHKON.
VHKy6umpoBaTb MMMYHOCOP6EHT (cTpunbl) B TedeHne 30 MUH.

10 [na nHkybaumm ncnonb3oBaTb TEPMOCTAT; TeEMMepaTypa MHKyb6auun: 37+ 1RC
C nomoubio NpoMbIBaTENS ANA MAaHWeToB yaanute BHumaHue! HepocTtatoyHas acnuoanus
COZEPXKUMOE NYHOK. XUAKOCTU B NYHKE  MOXET MpuBecTn K
YeTblpe pasa NpoMmbITb NaHLWweT paboynm pacTBOPOM WCKaXeHUIO pe3ynbTaTa UccnefoBaHus.

1 ®CB-T, BHocAa B nyHKK 300 Mk pacTeopa. BHumaHue! He pfonyckaTb BbICbIXaHUE nywo«
JKcnosnuma mexgy atanaMmv oTMbIBKM — 30 cekyHa. VimmyHocop6eHTa B nepepbise Mexay
Mo OKOHYaHWWM NPOMbIBKA MpU  HEOOXOLMMOCTU 3aBEPLUEHUEM NMPOMbIBOK n BHECEHMNEM
yAanuTb Bary 13 IiyHoOK, NMocTyKMBasa niaHLWeToM M0 peareHToB.
thnnbTpoBanbHON Bymare.
Bo Bce nyHKV nnaHLeTa BHECTU Bpems BHeceHus paboyero pactsopa TMbB npu

12 no 100 mkn pa6oyero pactsopa TMB. NCMONb30BaHUN NOJSIHOTO MAaHLIeTa He AO0KHO

npesbiWaTs 3 MUHYTHI.
13 MHKybupoBaTb IMMyHOCOp6GeHT (cTpunbl) B TedeHne 15 MuH.

Lnsa nHkyb6aumm ncnonb3oBaTb TepMOCTaT; TemnepaTypa MHKybauuu: 37+ 1RC.
Peakuuo OCTaHOBUTb BHECEHMEM B KaXAYK NYHKY Bpewms BHeceHua Crton-peareHTa npu
14 MmmyHocopbeHTa no 100 mkn Cton-peareHTa. MCMNOoNb30BaHNM MOMIHOTO NJaHLWeTa He LOJ/KHO
npesbiaTs 3 MUHYTHI.
M3MepuTb OMTUYECKYK MNNOTHOCTL COAepXXMmoro BHumaHue!
NYHOK C MOMOLLbIO CNEKTPO(hOTOMETPa MPU A/IMHE Y4yeT peakuum HeoO6XOAMMO MNPOU3BECTM He
15 BO/IHbI 450 HM MM UCNoNb3ya ABa QUNLTPA; nosgHee, yem 4epe3 5 MWH. Moc/ie OCTaHOBKMW
- OCHOBHOW 450 Hm, peakuuu.
- pedepeHcHbIin 620-680 HM.

9.2. Habop peareHToB «BIMIr-1,2 1gG AsngHocTb-MMBUAH-V®A» aganTupoBaH Ans ik
OTKPbITbIX MO/lyaBTOMaTUYECKUX U aBTOMATUUYECKNX UMMYHO(EPMEHTHBIX aHa/IM3aTOPOB.

10. PACYETHbI
PesynbTaTbl PermcTpypyroT Npu MOMOLLM CMEKTPOOTOMETPa BEPTUKASIbHOTO CKaHMPOBaHWA.
OnTtnyeckyto noTHOCTL (ONT) M3MepatoT NpY ANNHE BOMHBI 450 HM UK ncnosnb3ys Aea punbTtpa: 450 HM
(ocHoBHOW (hnnbTp) 1 620-680 HM (pedepeHCHbLIN PUNbLTP).
Hynesoi ypoBeHb («61aHK») 3a4at0T Mo BO3AyXY.
10.1. KpuTepun LOCTOBEPHOCTN TeCTa
10.1.1. PacyéTt KpUTMYECKOro YpOBHS.
[na onpegeneHns 4OCTOBEPHOCTU NOMYyYEHHbIX Pe3y/IbTaTOB TECTA HAXOAAT cpesHee 3HaveHue Orl
B nyHKax ¢ K(-)pc, K (-) aa, v paccumntbiBatoT cpeHee 3HaveHue ONk(-)Cp no dopmyre:
orycp 2K EIper OMKE)A
[anee paccunTbIBalOT KPUTUYECKUIA YPOBEHB MO (hopmyre:
OMgpur = OMNK()Cp + 0,200*
*0.200 — «ko3(bhMuMeHT, ONpeAeneHHbli MeTOAOM CTaTUCTUYECKOH 06paboTKM pe3ynbTaTOoB WCCAeAOBaHWA Ha
npeanpuaATunnN-N3roToBUTENE.
10.1.2. CpefHee 3HayeHue Or1 B nyHKe ¢ Kea(+) ¢ pactBopoM PC fo/1KHO 6bITb He MeHee 0,500.
10.1.3. CpeaHee 3HayeHne Or1 B nyHKe ¢ KHa(+) c pactBopom PC f0/mMKHO 6bITh He MeHee OlKperT.
10.1.4. CpepnHee 3HayeHne Ol K (-)pc B nyHKax ¢ PC gomkHo 6bITb He 6onee 0,200.
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10.1.5. npekc asugHocT UNA(%) ans Kea(+), paccuuMTaHHbIN HWDKeNpyUBeAEHHON (opmye,
[l0/KeH 6bITb He MeHee 50%:

hen = X100%.

- Oonkaa(+)BnyHkecPC
10.1.6. MHpgekc aBugHocTn WA(%) gna Kna(+) paccuuTaHHbI HWXKenpuBeaéHHOW Gopmyrne,
[ONXeH 6bITb He 6onee 30%:

Ecnn nonydyeHHble 3HayeHns Ol B JIyHKax C KOHTPO/IbHbIMW 06paslamy He COOTBETCTBYHOT
KpuTepusaM LOCTOBEPHOCTY TeCTa, pe3y/ibTaTbl TECTa He YUNUTbIBAKOT. VIccnefoBaHve NPOBOAAT NOBTOPHO.
10.2. VIHTepnpeTauusa pesynbTaToB

Ecnn B pesynbTtate aHanm3a Ol aHann3mpyemoro obpasua B fyHke ¢ PC meHblie (<) OIKpKr.,
pe3ynbTaT UcCcrnefoBaHnsa obpasla cuMTaroT oTpulateibHbiM: 1gG aHTUTena K aHTureHam BIMIM-1,2 nc
0BHapy>XeHbl.

Ecnun B pe3ynbTtaTe aHanmnsa Ol aHann3mpyemoro obpasua B iyHke ¢ PC 6onblue uav paBHa (>)
Orkpet, pe3ynbTat UccnefoBaHms obpasilia CUMTaOT NONOXKMTENbHLIM: 1gG aHTUTena K aHtureHam BT -

0BGHapYy>XeHbl.

[ns aHanM3npyemMbIx 06pasLoB HE06X04MMO paccunTaTb MHAEKC aBugHocTh NA no dopmyrne:

A= Orlo6pBnyHkecPC X 1000/,

Ecnm 3HaueHne VA meHee 30% — IgG aHTUTeNa K aHTUreHy BIMIM-1,2 B aHanmM3npyeMom obpasue
06nafarT HU3KOW aBUAHOCTbHO;

ecnn 3HavyeHne VA nexxunt B npegenax ot 30% po 50% — 1gG aHTUTeNna K aHTureny BIlM-1,2 B
aHanmM3npyemom o6pasue 061aaatoT cpeaHein aBUaAHOCTbIO;

ecnn 3HaveHne A 6onee 50% — IgG aHTUTeNa K aHTUreHy BINI-1,2 B aHanM3npyeMmom obpasuie
061a7at0T BbICOKOIN aBMAHOCTLHO.

11.  YTUIN3AUNA OTXO40B

YHUUTOXEHNE N YTUNN3aLMI0 HAGOPOB peareHToB CrieflyeT NPoBOAUTL B cooTBeTCTBUM ¢ CaHluH
2.1.3684-21 «CaHMTapHO-3MMAEMNONOrNYECKME TPeboBaHMS K COAEPXKaHUO TEPPUTOPUIA TOPOACKUX W
CeNbCKMX MOCEeNeHUA, K BOAHbIM 060beKTaMm, MWTbEBOM BOLe W MUTLEBOMY BOLOCHAOXEHUIO,
aTMOC(epPHOMY  BO34yXYy, TMO4YBaMm, >KW/bIM  TMOMELLEHUAM, 3KCMyaTtaumm  NPOU3BOACTBEHHBbIX,
OOLLECTBEHHbIX MOMELLEHWIA, OpraHu3auuM 1 MNPOBEAEHUD  CaHUTAPHO-NPOTUBO3NUAEMUYECKNX
(NpomnakTnyecknx) meponpuaTuii» un MY-287-113 «MeToanueckne ykasaHus No  Ae3vHGpeKunu,
NPeLCcTePUNN3ALMOHHON OUNCTKE N CTEPUNN3ALMMN U3LENIA MEAULMHCKOTO Ha3HaYeHUSA».

Bce MpoMmbIBHbIE pacTBOPbI, COOpaHHblE B CMeUMasbHbI  KOHTEHEP W 06paboTaHHble
[e3VHULMPYIOWUMY  CPeACTBaMK, paspelleHHbIMW A1 NPUMEHeHus Ha  Tepputopun PP B
yCTaHOB/IEHHOM MOpAAKe, cneayeT yTUAM3MpoBaTh Kak 0TXo4pl Knacca B.

Bce TBepAble 0TX0AbI, COBpaHHble B CrieLmanbHbIi KOHTelHep, 06e33apaXkeHHble B COOTBETCTBUN C
Tpe6oBaHuaMKn CaHlMnH 2.1.3684-21, cnefyeT yTUAN3MPOBAaTb Kak 0TX0/bl Knacca B.

Heuncnonb3oBaHHble HaboOpbl peareHTOB C WUCTEKLWMM CPOKOM FOAHOCTU nepes YTunusaumen
CneayeT pasyKoMM/IeKToBaTb.

Hencnonb30BaHHbI KOHLEHTPAT NPOMbIBOYHOIO pacTBopa CineayeT yTUAN3MpoBaThb, Kak 0TXoAb!
Knacca A.

Heuncnonb3oBaHHblE MOMOXKUTE/bHBIE W OTpULATENIbHbIE KOHTPOAM Habopa, KOHbtorar W
MMMYHOCOPOEHT CrieflyeT 06e33apaxxmBaTb 1 YTUIU3MPOBATb, KakK MeAULMHCKME 0TX0Abl Knacca b.

Heuncnonb30BaHHbIN CTOM-peareHT creayeT yTUAn3npoBaTh, Kak 0TXoAbl Knacca I

YTununsaums npoBOAUTCA CreLMan3vpoBaHHbIMN OpraHu3aLMsammn, KOTopble MMERT NINLLEH3NIO Ha
npaso yTuau3aunm MeguULNHCKUX OTXOL0B.
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12. OTPAHNYEHWE TECTA
CnefyeT NOMHUTb, YTO Pe3ynbTaTbl TECTUPOBAHWUA Ha aHTUTENA HE MOTYT ObITb €AVHCTBEHHbLIM
Kputepuem ANs AMArHOCTUKW WAN UCKOYEHWUA WHgekuun BIT-1,2 wnn gna onpegeneHuns craryca
NHEKLNN.
OTpuuaTenbHbIV pesynbTaT UCCNeAoBaHNsA NPy HaMNMYMK MHULMpoBaHua BII-1,2 BO3MOXeEH:
- B VHKYGaUMOHHbIN 1 HaYa/IbHbI Nepuobl 3a60/1eBaHUS;
- Y NauMeHTOB CO CNabbiM UMMYHHbIM OTBETOM (COCTOSHME UMMYHOCYNPECCUN).
J10)XHONONOXUTENbHBIV pe3ynbTaT UCCNef0BaHNS BO3MOXKEH:
- Ha/mume napannenibHbIX BUPYCHbIX H(ekuuid (BY, Bupyc renatmuta B u cugmnmc);
- Ha/Muyme pasnnYHbIX COMaTUYECKMX 3a60/1eBaHN (A3BeHHbIe npouecchl B XKKT, anaber).

13. CPOK INOAHOCTH, YCNnoBUA TPAHCNOPTUPOBKWN N XPAHEHUA

CPOK TOAHOCTW, YCNOBWUS TPAHCMOPTUPOBKM W XpaHeHWst Habopa peareHTOB U KOMMOHEHTOB
npeAcTaBneHbl B TabnuLe 5.

Ta6nmu,a 5. CpOK rOAHOCTMW, YCNOBMA TPAHCNOPTUPOBKN U XPaHEHNA Ha60papeareHTOB M KOMMNOHEHT OB

MapameTp Mepwop Ycnosus

Cpok rogHocTv Habopa peareHToB 24 mecsaua XpaHuTb B yNakoBKe NPOU3BOANTENS B
CYXOM, 3aLlMLLEeHHOM OT CBeTa MecTe, npu
TemnepaType oT 2 go 8°C.
3aMopakmBaHvie He JOMYCKaeTcs.

TpaHcnopTMpOBKa B TeueHwue cpoka Mpun Temnepatype ot 2 go 8°C.

rogHocTu

7 CYyTOK Mpwn Temnepatype oT 9 fo 28RC.
BCKpbITble KOMNOHEHTBI: Kea(+), B TeueHue cpoka XpaHuTb B YNakoBKe NPou3BOAUTENS B
Knha(+), K(-), ®CB-T (x26), PPO,  rogHocTtu Habopa CYXOM, 3alULLEHHOM OT CBETA MeCTe, Npu
PK, PC, OA, TMB, CTon-peareHT, peareHTOB Temnepatype o1 2 ao 8°C.
VIMmyHocop6eHT
Pabounin npoMbIBOYHbLIV pacTBop  He 6onee 10 aHel Mpy Temnepatype oT 18 go 28RC.
OCBb-T He 6onee 45 gHeli Mpu Temnepatype o1 2 go 8°C.

14.  TAPAHTUWHbLIE OBA3ATE/IbCTBA

MpousBoauTenb rapaHTUPyeT COOTBETCTBME Habopa peareHToB «BIIM-1,2 1gG ABWMAHOCTb-
NWMBUNAH-NPA» TpeboBaHWAM HOPMaTUBHOW M TEXHWYECKON [OKYMEHTaLUMW, a Takke KayeCTBO M
6e30MacHOCTb NPOAYKTa B TEYEHWE BCEr0 CPOKa roAHOCTW.

Peknamaumy Ha crneumguyeckre n prsanyeckme CBOMCTBA Habopa peareHTOB Hanpas/sTh B afpec
npeanpusatua-nsrotosutens: 000 «MMBUAH J1ABb», 630559, P®d, HoBocnbupckas o6nactb, T.0.
pabounii nocénok KonbLoso, p.n. KonbLoso, yn. Cagosas, 4. 2/7, aTax 2, nomell. 2.

Ten. +7 (383) 209-34-54, infQ@imbian.m

www.imbian.ru

15. ®OPMA TMOLJAYUN PEKNTAMALINWN
[ns npoBeaeHMs paccnefoBaHMs W MOMy4YeHUs OOBLEKTMBHBLIX BbIBOLOB MO  3asBNEHHON
peknamaLmy Heo6XxoanMo NpPeoCTaBUTb:

- peKﬂaMaLLMOHHbIM Ha6op peareHToB C COMPOBOAUTE/IbHBIM  MUCbMOM, COAepXalinm
VIH(*)OpMaLIIVIlO 0 BbIABNIEHHbLIX HECOOTBETCTBUAX;
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- unccnepgyembie 06pa3u,b|;

- NPOTOKO/bI UCCNEA0BaHMIA, BbIMOMHEHHBIX ApyramMm MeTooM (YKa3aTb HaMMeHOBaHWe, Ceputo,

CPOK rofiHOCTY Habopa);

- MPOTOKOMbl UCCNE0BaHUIA, BbIMO/HEHHBIX pedepeHTHbIM HabopoM (YKasaTb HaVMEHOBaHME,

Ceputo, CPOK FOAHOCTU Habopa).

16. CMBOJIbl MAPKNPOBKWN
CumBon HanmeHOBaHMe CUMMBO/IA

I I I M3rotoBuTtesnb

[lata n3rotoeneHus

M Koz cepun

[l p I KaTanoxHsblii Homep

O6paTnTech K MHCTPYKLMK MO

CI/I MPUMEHEHUIO

2C-N TemMnepaTypHbIiA Ananas3oH

bepeub OT Bnaru

B1OMorMyeckuin prck

H302: BpegHo npv npornaTbiBaHum

CumBon

A

A

8

HanmeHoBaHue cnmBoia

Vcnonb3oBatb [0

He ncnonb3o0BaTh NOBTOPHO

OcTopoxHo!

He gonyckaTb BO3AeincTBUS
CO/THEYHOr 0 CBeTa

CofepXMMOro OCTaTOYHO AN
48 onpeaeneHuii

MeguumHckoe n3genve ans
AMarHoCTUKK in vitro

He ncnonb3oBatb npu
MOBPEXAEHHOW YNaKOBKe

$ H315: Npun nonagaHnNn Ha KOXY BblI3bIBAeT pas3fparkeHune
H319: MNpu nonagaHwu B rnasa Bbl3blBaeT BbIPXKEHHOE pasaparkeHue

17. LUTPNXKO[ Habopa peareHTOB
nMmmyHornobynuHos knacca G (IgG) kK Bupycy npoctoro repneca (BN Tunos 11 2 B CbIBOPOTKe (M1a3me)
KpOBM YesioBEKa METOAOM TBePAO(ha3HOro HeNpPAMoro MMMyHoepMeHTHOro aHanmsa (M®A) «BIMr-1,2
19G AsngHocTb-UMBUAH-®A», TY 21.20.23-129-41390295-2021: 4 620102 802430

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

14

ans

onpeaeneHnA MHAgekca  aBMAHOCTU
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