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BBEAEHHUE

Hactosmas WHCTpyKuMs Mo NpUMEHEHHIO pacnpoctpaHsercs Ha HabGop peareHToB s
KauyeCTBEHHOro HMMYHOGEepMEHTHOro onpeaeneHus auturen IgM k Bupycy renatuta A B CHIBOPOTKE
u nnasme kpoBu «BI'A IgM 3axsBar-UMBUAH-UDPA» no TY 21.20.23-486-41390295-2023 (nanee
Ha6op pearenroB «BI'A IgM 3axBaT-UMBUAH-UDA »).

CokpanieHHoe HaHMEHOBaHHE

BI'A IgM 3axBar-UMBHUAH-UDA

Ha3sunauenune nabopa

Ha6op pearentoB «BI'A IgM 3axsar-UMBHUAH-UDA» npeanasnayeH wis Ka4eCTBEHHOro
onpeaeneHus aHTUTeN Kiacca M (IgM) k Bupycy renatuta A B chiBOpoTKe M niasme (¢ Li renapuHoM,
Na renapuHoM, uutpatoM HatpHs 3,2%, KaOJITA, K33JITA) kpoBH yenoBeka METOJOM «3axBaTa»
HMMYyHO(pepMeHTHOro aHaiu3a (MDA).

IMonynasaunonHo-1emorpadniaeckne 0COOEHROCTH

Ha6op «BI'A IgM 3axBaT-UMBUAH-UPA» npeanazHauen mns obcnenoBaHUs BCeX rpynn
HaceJleHHs 6e3 rpajalny Mo aeMorpaduueckoMy WIH MOMYyNSLHOHHOMY NPH3HAKY.

POYHKUHOHAILHOE HA3HAYEHHE

BcnomorarensHoe cpeacTBo B IHarHOCTHKE.

IMoka3anus

- JUIS THAarHOCTHKM renarura A;

- ans auddepeHUHANTBHON IHarHOCTHKH 3a60J1eBaHU A, NPOTEKAIOLIUX C XKENTYXOH.

IIpoTuBonokazanns

OTCyTCTBYIOT.

INoTeHuHaIbHbIC MOTPeOHTEIH H3AENHS

Ha6op npennasHayeH uis npo¢eCCHOHAIBHOrO NMpHMEHEHUS B KJIMHHYecKOH nabopaTopHoii
JUAarHOCTHKE CMEelHaIbHO OOyUYeHHBIM NEPCOHAIOM C BHICIUMM HIH CPEAHHM MEIHLIMHCKHM, HIH
OuonornyeckuM o6pa3oBaHHEM, MPOILEALINM MOArOTOBKY Ha JIMIEH3HPOBAHHBIX KypcaX TNEepBHYHOM
cneuHanu3auMd no pabore ¢ MaTOreHHbIMH Ui YeJOBeKa MHKPOOPraHH3MaMH H IpPOIIEAIIHMM
COOTBETCTBYIOLIYIO NMPOdecCHOHATBbHYIO MOATOTOBKY B 06/1aCTH HCTIONb3yeMBIX METOROB Ge3onacHoH
paGotel ¢ maroreHHbIMM Ouonormueckumu areHtamH III-IV rpynn narorennoctn. TpeGosanus
6e30nacHOCTH K MeauUMHCKUM nabopatopusam npuBeneHsl B FTOCT P 52905-2007 (MCO 15190:2003)
«Jlaboparopuu MeauuuHckue. TpebGoBaHUA 6€30MacCHOCTHY.

IIpodeccnonanbHbli ypoBeHb

Bpau knuHuueckoit naGopaTopHO# IMarHOCTHKH, MEAMUHMHCKHA /1abOpaTOpHBIA TEXHHMK,
nabopaHr.

Ob6nacTb npHMeHEHHS

Knunuyeckas nabopatopHas quarHocTHka in vitro.

IlepevyeHs H ONMHCAHHE MATEPHAJOB MEAHUHHCKOT0 M3JCJIHN, BCTYNAMHX B
HenoCpexCTBEeHHbIH H/IH ONOCPEAOBAHHBIH KOHTAKT C OPraHA3MOM NALHEHTA (TeJIOM Je/I0BEKA)

OTCYTCTBYIOT MaTepHalibl, BCTyNalolHe B HEMOCPEACTBEHHBIA HIIH ONMOCPENOBAaHHbIH KOHTAKT
C OpraHH3MOM MalHeHTa.

IlepeveHb MaTepHANOB *KHBOTHOr0O M (HJIH) 4eJ0BEYECKOr0 MPOHCXOXKAEHHS,
JeKapCTBEHHBIX CPeACTB H papMaueBTHYECKHX CybcTaHun

K(+) coaepXHT CbHIBOPOTKY KPOBH Y€JOBEKa, HHAKTHBHPOBAHHYIO HAarpeBaHHEM IIpH
temneparype 56x1 °C B Teuenue 3 u.

HMMyHOCcOpOEHT COEPXKHT MBILLIHHBIE MOHOKIIOHAIbHBIE aHTHTENA NpoTHB IgM uYenoBexa.

H3nenne He CoOnepXUT JIEKApCTBEHHBIX CPEACTB H (hapMaleBTHYECKHX CyOCTaHLIHA.

MeToab! CTEPHJIH3ALHH H Ae3HHPEKIHH H3AeIHA
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3penvie HecTepusibHO, He TpebyeT CTepun3aummn 1 Ae3MHpeKLUN.
KpaTHOCTb NprMeHeHNsT MeSULVHCKOIO N3LeNnNs

W3genve npefHasHayYeHo A5 OAHOKPATHOMO NMPYMEHEHUS MO Ha3HaYeHWI0.
MporpammHoe obecneveHne paboTbl U3LeNns

OTcyTCTBYET.

TexHMYecKoe 06CyXXMBaHMe N PEMOHT U34ensA

3penvie He TpebyeT TEXHNUYECKOro 06CY>KMBAHUS U He MOLJIEXXUT PEMOHTY.

1 OCHOBHBbIE NMAPAMETPbI

11. KoMnieKTHOCTb

Ha6op peareHToB «BIA IgM 3axBaT-UMBUAH-N®A» paccumtaH Ha 96 onpegeneHui
(komnnekt Nel), 192 onpepgeneHus (komnnekt Ne2) v 480 onpegeneHwin (komnnekTbl Ne3 u Nod),
BK/HOYas  KOHTPO/IbHble — 06pasubl, C  WCMO/b30BaHWEM  aHanM3aTtopa  aBTOMATMYECKOro
VMMYHO(EPMEHTHOIO UM C MOMOLLbIO PYYHOI NMOCTaHOBKYM aHa/n3a.

KomnnektHocTb Habopa peareHToB «BI'A IgM 3axBaT-IMBUAH-VI®A» npeacTasneHa B
Tabnuue 1
Tabnmuya 1 CocTas HabopapeareHToB «BI'A IgM 3axsaT-UMBUAH-NDA»

Ha3BaHue Komnnekt Komniekt Komnnekt KommiekT
OnuncaHne KOMMOHeHTa Nel
KOMMOHEHTa 0 No2 Ne3 Ne4

96-NyHOYHbIA  Pa3bopHbIN 10
NYHOK MONCTUPONOBBIN
MNaHLET 415 UMMYHO/I0TMYECKMX
NmmyHo- peakumMii € NAOCKMM AHom (12

1. 2 L. S L. S LT,

COpP6EHT CTpUnoB Mo 8 JNyHOK) ¢
COP6MPOBaHHLIMM  MbILIVHbLIMY
MOHOK/IOH&/IbHbIMW ~ aHTUTENaMn
npotve IgM yenoBeka.
HaKTVMBMPOBaHHBIA
MONOXUTENbHBLIA  KOHTPO/bHBIN
obpaseL, Ha OCHOBE CbIBOPOTKY
KPOBM YenoBeKa, CofepXKallmia

K{+) IgM aHTUTENa K BIrA. 1dnakoH 1dnakoH 1dmmakoH 1dnakoH
Mpo3pauHast XuakocTb xentoro (1,0mn)  (2,0mn)  (5,0mn) (5,0 mn)
LBeTa.
Copep>kvT tpeHon (0,1 %).
pH" 7,2£0.4
[(0TOB K MPUMEHEHNIO.
OTpuLaTenbHbliA  KOHTPO/IbHBbIIA
obpasel, He cogepxawmin IgM
aHTuTena K BrA.
K() E;;Zpawaﬂ HUAKOCTB — CUHETO 1dnakoH 1ldnakoH 1dpnakoH 1 hnakoH

CO,U,E[.))KVIT MPOKMMH-300 (0.1 (20mn)  (40m1) (20,0 m1) (10,0 mn)
%).
pH=9.2+0.4
"OTOB K NPUMEHEHNIO.
KoHueHTpaTt MPOMbIBOYHOIO
pacTeopa.

DCE-T Crerka ONANECLPYHOLLaS, 1cnakoH 1dnakoH 1dnakoH 1 dpnakoH

GecLBETHasA XXMNAKOCTb, BO3MOXHO (50,0 mn) (10,0 mn) (2500 mn) (250,0 mn)

BbiNaJeHWe ocagka.
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Copep>knT 6eH3oaT HaTpus (0,2

%).

pH = 6.4+0.4

TpebyeT pasBeseHus.

PacTBop ons pa3BeaeHus

06pa3LioB.

OnanecumpytoLlas XUAKOCTb OT

CUHEero [o (h1oneToBoro LBera,
PPO BO3MOXXHO BbIMNajeHne 0caaka,

MCYE3aOLLLEr0 NPU BCTPSAXMBAHNN.

Copep>kvT npokunH-300 (0,1 %).

pH=9.2LLl4.

[(0TOB K NPUMEHEHNIO.

PacTBop KOHbrOraTa.

PekOMOVHaHTHbIE aHTUreHbI

1 BIr'A, KOHbHOIMPOBaHHbIe C

MepoKCMAa30M XpeHa.

Mpo3payHas XXMAKOCTb 3€e/1eHOr0

LBETa, BO3MOXHO  BblnageHue
PK ocafka, ncyesaroLLero npu

BCTPAXMBAHUMN.

Copep>kunT ¢oeHon (0,1 %).

Copep>xnT npoknmH-300 (0,1

%).

pH= 7,2+04.

"0TOB K MpYMEHEHUIO.

PacTBOp TeTpameTUN6eH3ngNHa.

1dnakoH 1dnakoH 1dnakoH 1 dnakoH
(13,0 mn) (25,0 mn) (61,0 mn) (200,0 mn)

1cnakoH 1dnakoH 1dnakoH 1 dnakoH
(13,0 m1) (25,0 m1) (61,0 M) (80,0 mn)

Mpo3payHas becuBeTHas

HARKOCTD. 1cnakoH 1dnakoH 1dnakoH 1 piakoH
TMbB 0C/O()),q,ep»(l/lT 6eHsoaT HaTpuda (0,2 (130 w1) (250 mn) (61,0 wn) (80,0 mn)

pH=5.2+0.4.

"OTOB K NPUMEHEHWIO.

Mpo3payHas becuBeTHas

YXMOKOCTb.

CTon-peareHT Coaep>KnT KucnoTy cepHyto (1,0 1dnakoH 1dakoH 1dnakoH 1 dpnakoH
MOAL/NNTP). (13,0 m1) (25,0 mn1) (61,0 m1) (250,0 mn)
pH<1.0
[OTOB K NPUMEHEHWIO.

[ByxcnoliHas nieHka
MneHka ansg  NPSAMOYroNbHOM (hopmbl,
3aK/femBaHMs  COCTOALLAA W3 npo3payHoro v 3 LUT. 6 L. 15 wr. -

nNnaHweTta  Henpo3payHoro (6enoro LgeTa)
cnoes (135,0%82,0 mm)
N3penusa
Mo/IMMeEPHbIe
ans
MeaMUMHCKMX  acTmkoBast BaHHOUKa c
nabopatopuini  MMpaMUAaIbHbIM - Yry6neHnem 3 . 6 L. 15 wr.
no TY (30 mn, 100,0*47,0%19,0 mm)
32.50.50-001-
01813981-
2018:
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1.BaHHOuUKa
NS
peareHToB
(ons
MHOrOKaHa/lb
HbIX MUNETOK-
[,03aTOPOB)
BMECTMMOCTb
t0 30 Mn
(aptukyn T-
0100), PY Ne
P3H
2019/8202
HakoHeYHuK
00beMOM 10
250 mMKn
yHuBepcaibH  MnacTKoBble HaKOHEYHWKW
bIlA, UMANHAPUYeCKOn  dopmbl (250 24 wi. 48 . 120 w.
HenTpa/ibHbIA ~ MKN; 52*7,35*0,45 MMm)
1001, PY Ne
P3H
2019/9159

WHCTpYKUMA NO NPUMEHEHWNIO 1uwr. 1. 1w, 1wr.

B KOMMNEKT KaXaoi MOCTaBKWM [O/MKEH BXOAWTb MAcrmopT KayecTBa B OAHOM 3K3eMMNisipe
HEe3aBMCKMMO OT KONMYeCTBa HAOOPOB peareHTOB B MOCTABKe.

B0O3MOXHbI OTZe/bHble He3aBUCKMblE MOCTAHOBKM aHa/M3a C HeobXOAMMbIM KOMYEeCTBOM
CTpunoB MIMMyHocopbeHTa.

PactBopbl peareHToB PCB-T, PPO wu CTon-peareHT ABAAOTCA YHUDULMPOBAHHBLIMM
HecneumMpuUYeCcKMMN KOMMOHEHTaMN Habopa peareHToB M MOTyT NMPUMEHATLCA A5 UCC/ef0BaHNA B
NOOBbIX CepusaX HabOPOB pPeareHToB.

1.2.  TlpuHUUN mMeToda

MpuHUMN peincTBns Habopa peareHTOB OCHOBaH Ha MeTOfe «3axBaTta» WMMMYHO(EPMEHTHOrO
aHasm3a. Ha noBepxHOCTW JNYHOK MOSIMCTMPO/IOBONO MJaHLIeTa COp6rpoBaHbl MOHOK/IOHa/IbHbIE
aHTuTena K IgM aHTUTenam 4enoBeka (BTOPWUYHbIE aHTUTENa). B NYHKM BHOCATCA KOHTPOJ/IbHbIE U
aHanusupyemble 06pasupl. Mpy Hamuum B 0bpasuax cneunduyecknx IgM aHTuten K BI'A obpasyeTcs
KOMMAeKc (BTOPUYHOE aHTUTENI0-aHTUTENO), BbISABSAEMbIA NMOCPEACTBOM NOC/eAyHoLen NHKy6aummn ¢
PK (pekoMOWHaHTHbIN aHTUreH BICA, mMeyeHHbIM nepokcuiason xpeHa). Mpu gobasneHun TMB B
pesynbTate  (JepMEHTATMBHOM  peakuMy  COAEPKUMOe  JIYHOK  MMaHWeTa  OKpallMBaeTcs.
depmeHTaTMBHaA peakuuss OCTaHaB/MBaeTCs  BHeceHWem  Crton-peareHTa. WHTEHCUBHOCTb
OKpalmBaHua (ONTUYeCcKas MIOTHOCTb), MPONOPLMOHanbHasa Konndvectsy IgM K aHTureHy BIA B
aHanM3npyemom obpasLe, PermcTprupyeTcs C NMOMOLLLIO CrEeKTPooToMeTpa ((POTOMETpA).

2. AHAJTTMTUNYHECKWVE N ANATHOCTUNYHECKNME XAPAKTEPUNCTUKUN

2.1.  AHaNMTM4YecKas YyBCTBUTENbHOCTb (Npeaen 06Hapy>KeHns)

Bce 06pasLbl KOHTPOLHOM NaHen 0TpacnieBoro craHgapTHoro obpasya «OCO - BIA» (UL
®TM, Poccuns) ¢ KoHUeHTpaumed aHTuten K BIA 5,0 MME/Mn 1 6onee LO/MKHbI ONpefensiTbCA Kak
MONOXMTESbHbIE. T.e. aHa/IMTNYECKas YyBCTBUTENIbHOCTb A0/MKHA ObITb 5,0 MME/MA.

2.2.  YyBCTBUTE/ILHOCTb
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YyBCTBUTENBLHOCTL Habopa peareHToB «BI"A IgM 3axsaT-IMBUAH-V®A» npu nccnegosaHmmn
Ha KOHTPOJ/IbHON NaHenu CbIBOPOTOK «AHTU-BITA KOHTpO/bHas naHesfb CbiBOPOTOK» (PUL, ®TM)
coctasngeT 100 %.

2.3.  CneynduyHocTb

CneundmnyHocTb Habopa peareHToB «BICA IgM 3axBaT-VIMBUAH-U®A» npn nccnegoBaHnm
Ha KOHTPO/IbHOW MaHenu CbIBOPOTOK «AHTU-BITA KOHTPO/bHAA NaHesb CbiBOPOTOK» (PUL, PTM)
coctasnseT 100 %.

2.4.  TloBTOPAEMOCTb

B pamkax BHYTPEHHMX UCMbITaHWIA:

1) BHYTpUCEPUIAHBIA KO3(MMULMEHT BapyaLmmn pe3ynbsTaToB NOCTAHOBKM Ha Habope peareHToB
«BIrA IgM 3axeat-MIMBUAH-N®A» npn nccnefosaHnm 3 NonoXuTeNbHbIX 06pasLoB, COAepXKaLLmMX
IgM aHTuTen K BI'A, B 20 NoBTOpax Ha ABYX Cepuax KaXkaoro Komrniekra He npesbiwaeT 8,0 %;

2) MeXCepuiiHbIi KO3(h(hULMEHT Bapuauymn pesynbTaToB MOCTAHOBKM Ha Habope peareHTOB
«BIrA IgM 3axeaT-MIMBUAH-®A» npu nccnefoaHn 3 NOMNOXUTENbHLIX 06pasLoB, CoAepXaLlmx
IgM aHTuTen K BI'A, B 20 NoBTOpax Ha ABYX CepuaX KaxAoro Kommnaekra He npesbiwaeT 8,0 %.

B pamkax TeXHUYeCKUX WCMbITaHWiA MOBTOPSEMOCTb pe3y/bTaToB MOCTaHOBKM Ha Habope

f peareHToB «BI'A IgM 3axBaT-UMBUAH-N®A» nccnegosanm Ha 8 nostopax K(+). BHyTpucepuiiHbiii
Y MEXCEePUIHBIV KO3((ULMEHTbI BapraLmmn pe3ynbTaToB He npesbicuamn 8%.

B pamKax K/IMHUYECKUX UCTIbITAHWUIA:

BHYTPUCEPUIAHBIA 1 MEXCEPUMHBIN KO3PMULMEHTbI Bapuauumy pe3ynbTaToB MOCTAHOBKU Ha
Habope peareHToB «BIA IgM 3axBaT-IMBUAH-V®A» npu mnccnepoBaHun 10 NONOXUTENbHbIX
06pasLoB CbIBOPOTKM M 10 MONOXMTE/NbHLIX 06pa3LoB MnasMbl, cogepxawmx aHtutena IgM k BrA, s
10 noBTOpax Kaxaoro obpasua He npesbicuamn 8,0 %.

2.5.  [paBunibHOCTbL

[MpaBULHOCTL OMpeseneHns NOJMIOXKUTENIbHOrO KOHTPO/A B XOfe NPOBEAEHUA BHYTPEHHUX
UCNbITaHWIN Habopa peareHToB cocTasuna 100 %.

2.6.  [llepekpecTHaa peakTUBHOCTb

B pamkax KJIMHWYECKUX UCMbITAHWUIA MePeKPeCTHYI0 peakTUBHOCTb Habopa peareHTOB 13ydvanu
Ha 276 3aBefJOMO OTpULIaTeNIbHbIX CbIBOPOTKAX KPOBM YefoBeKa, He coaepkawmnx aHtutena lgM kK BIrA
1 cogepxallmx aHTuTeNa K supycam renatuta B, C, D n E, BUY-1,2, Bupycy npocToro repreca 1u 2
Tnos. Treponema pallidum. Chlamydia trachomatis. Takxe 66111 UCCNef0BaHbI 06pasLibl CbIBOPOTKM,
MoJlyYyeHHble OT OGepeMeHHbIX >KEHLMH, O60/bHbIX HEBUPYCHbIMW TrenatuTtoMm W COoAepKalume
PEBMAaTOUAHbIN (aKTop.

Pe3ynbTarbl DA rnokasanu, 4To JIOXKHOMONOXUTE/IbHbIE Pe3y/ibTaTbl MPY NPUMeHeHUn Habopa
peareHToB OTCYTCTBYHOT.

2.7.  VHTepthepupytoLLme BelLecTBa

B pamkax MCnbITaHWin NPOBOAWAN OLEHKY B/IMSAIHWUS 3HAOMEHHbIX (reMOrnobuH, ounmpyouH,
XO/IleCTEPUH, O0O6LUMIA 6efoK, /K033, TPUIMLEPUAbI, 3TAHON, MOJIOYHAA KWC/OTa, MOYEBMHA) U
9K30TeHHbIX (LMKIOMepoH, BUMEPOH, POepoH A, TaKTUBWUH, NIErasioH, YpcocaH, auMKIoBMp, Karouer,
oceflbTaM1BUP, YMU(EHOBMP, TUIOPOH) MHTEPMEPUPYIOLLMX BELLECTB Ha pe3y/ibTaT aHa/im3a Ha Habope
«BlrA IgM-MMBUAH-N®A» Ha 400 o6pasuax CbIBOPOTKW KpPOBM 4esoBeKa, Cofepykalwux n He
cofepxatumx aHTutena K BIrA.

[loKa3aHo, Ha pesynbTaT aHa/M3a He 0Ka3blBatoT BUSHUE:

OHA0reHHble MHTepdepupytoLLye BellecTsa OK30reHHble MHTepP(EPMPYIOLLME BeLLeCTBa
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- remorno6uH (go 300,0 r/n); - yuknogepoH (go 125 mr/mn)

- 6unmpy6uH (o 300,0 mr/n); - BUpepoH (go 1,50 mr/mn);

- XonectepuH (go 4,0 r/n); - popepoH A (go 0,00000125 mr/mn);
- 06bwumii 6enok (go 150,0 r/n); - TakTBWH (8o 0,1 mn/mr);

- rmokosa (go 2,0 r/n); - neranoH (go 1,40 mr/mn);

- Tpurnuuepngpl (go 10,0 r/n); - ypcocaH (go 0,015 mr/mn);

- ataHon (go 2,0 r/n); - aumknosup (4o 40,0 mr/mn);

- Mo/I0YHas Kucnota (go 400,0 mr/n); - Karouen (go 3,0 mr/mn);

- MoyeBuHa (go 800,0 mr/n). - ocenibTammsup (o 15,0 mr/mn);

- ymudpeHoBmp (go 50,0 mr/mn);
- TMNopoH (ao 25,0 mr/mn).

2.8. OKBUBaIEHTHOCTb

B pamKax WCMbITaHWn NPOBOAWM OLEHKY 3KBMBASIEHTHOCTW pe3y/bTaToB aHa/im3a 06pasLioB
CbIBOPOTKM U Nfia3Mbl KpoBM YenoBeka (C Li remapuvHom, Na renapvHoM, umutpatom Hatpus 3,2 %,
Kr3ATA, K334TA), NofyyeHHbIX OT OAHOr0 M TOr0 Xe nauueHTa, COAepXKallmx 1N He codepxkaimx
aHTUTENa K BIA, MeTofom M@ A npu noctaHoBKe o npotesype Nel (Tepmolueiikep) n npouenype No2
(TepmocTar).

Pe3ynbTaTbl UCMbITaHUA NPOAEMOHCTPUPOBAIN 3KBUBA/IEHTHOCTb CbIBOPOTKU M/ia3me KpoBU
yenoseka (c Li renapvHom, Na renapvHom, uutpaTom Hatpusa 3,2 %, K23ATA, K3SATA).

2.9.  CrabuibHOCTb

B pamkax BHYTpPeHHUX WCMbITaHWn NPOBeAeHa OLEHKa CTabuIbHOCTUN A1t YCTaHOBNEHMSI CPOKa
FOAHOCTM M YC/OBWIA XpaHeHWs Habopa peareHToB.

Mo pesynbTaTam MCMbITaHWIA HabOp peareHTOB: COXPaHseT CTabWbHOCTL MPU TemnepaTtype
XpaHeHusa oT 2 go 8 °C B TeyeHMe CpoKa rofHocTn (24 mec.) u ewe 1 Mec. Noc/ie OKOHYaHUA Cpoka
FOAHOCTU; COXPaHSET CTabWbHOCTL MOC/e TPaHCMOPTUPOBKM Mpu TemnepaType ot 9 go 30 °C B
TeyeHUn 15 CyTOK M fanbHENLLEro XpaHeHust Npu Temnepatype oT 2 A0 8 °C B TeUeHMe CpoKa rofiHOCTH
(24 mec.) u ewe 1 mecaua nocsie OKOHYaHUA CPOKa TOAHOCTW; COXPaHseT CTabuibHOCTb Mnocre
BCKPbITUA KOMMOHEHTOB Habopa peareHTOB Y Aa/lbHEMLLEro XpaHeHWs UX Npy TemnepaTtype oT 2 Ao 8
°C B TeyeHMe Cpoka rogHocTn (24 mec.) u ewle 1 mecsua nocsne OKOHYaHUs CpoKa rogHoOCT U Npu
Temnepatype oT 15 o 30 °C B TeyeHne 10 cyTOK U eLle 1CyToK.

Bospgeicteue TemnepaTypsbl He Bbile 30 °C B TeueHue 15 CYTOK He BIUSET Ha XapaKTepUCTUKM
Habopa peareHTOB. JlonyCcKaeTca TpaHCMOPTUPOBaHMe npu TemnepaType He Bbiwe 30 °C B TeyeHne 15
CYTOK.

Pabounii NpoMbIBOYHBI pacTBop PCB-T XpaHMTCA B TeueHne 15 CyTOK M eLwé oOfHMX CYTOK npu
TemnepaType oT 18 Ao 28 °C munm 45 cyTOK U eLlé ogHUX CYTOK npu Temnepartype ot 2 4o 8 °C.

2.10. [wmarHoctuyeckas YyBCTBUTENLHOCTb

B Xofe 1abopaTopHbIX UCMbITaHUIA 4UarHOCTUYECKYHO YYyBCTBUTENIbHOCTb BbISIBIEHUSA aHTUTES
IgM Kk BT'A npu uccnefoBaHUM CbIBOPOTKM WM nfia3Mbl KpoBM (C Li remapvHom, Na renapuHoMm,
umTpaTom HatTpusa 3,2 %, K23A4TA, K3SATA) onpesensnu Ha 520 NoNoXKUTebHbIX 06pasLax, nokasaHa
100 % uyBcTBUTENLHOCTL (OB 95 %, AN: 99,42 % - 100 %).

2.11. [imarHocTmyeckas cneumpnuyHOCTb

B xofe nabopaTopHbIX WUCMbITAHWIA AMarHOCTUYECKYHD CreUM(pUYHOCTL BbISBNEHNS aHTUTEN
IgM K BT'A npu uccnefoBaHWM CbIBOPOTKM U Mna3Mbl KpoBW (C Li remapuvHoM, Na renapuHom,
umTpatom HaTpusa 3,2 %, K23A4TA, K334 TA) onpefensnn Ha 656 oTpuuaTenbHbIX 06pasuax, nokasaHa
100 % cneyundmyHocTb (OB 95 %, AN: 99,54- 100 %).

MEPbI NMPEAOCTOPOXHOCTIU
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MoTeHUManbHbIA PUCK NPUMEHEHWst Habopa peareHToB N0 HOMEHKNaTypHOW KnaccupuKkaumm
MeAULMHCKUX U3OeNnin, yTeepxaeHHoW Mpukazom MuH3gpaBa Poccuiickoin deaepaumm Ne 4H oT 6
noHa 2012 roga «O6 yTBEPXKAEHUM HOMEHKNATYPHON KnacCcuuKaunum MeauLMHCKUX U3LENUN») -
Knacc 3.

Mpn paboTe ¢ HabOpPOM peareHTOB HEOOXOAMMO WMCMO/b30BaTh MHAMBUAYa/IbHbIE CPeAcTBa
3alWMThI: Xanar, rofloBHOW y6op, MacKy, nepyatku, creyuanbHyr0 00yBb, 3alMTHbIE UKW U LLIUTOK.

ObpabatbiBaTb pyKM Mnocne paboTbl ¢ HAOOPOM peareHTOB M 06paslaMn B COOTBETCTBUM C
AEACTBYIOLLLEN HOPMATUBHOW AOKYMEHTaLUMEN.

CblBOpPOTKa KpOBM 4enoBeka, WCMOMb30BaHHad [A1A MPUrOTOB/IEHNUSA MOMIOXKUTENbHOIO
KOHTpO/bHOro o6pasuya K(+), MHaKTUBMpoBaHa HarpeBaHMeM npu Temnepartype 56x1 °C B TeueHue 3
4., cofepXut aHTutena IgM K BI'A 1 He cofepxut aHtutena K BUY 1, 2, Bupycy renatnta C n
NMOBEPXHOCTHbIV aHTUreH Bupyca renatuta B (HBsAQ).

B coctas komnoHeHTOB K(+), K(-), ®CB-T, PPO, PK, TMBE BX0AAT KOHCepBaHTbl B
KOHLIEHTpaumax, asnaowmxca HetokenyHeivmn. K(-), PPO, PK cogepxat 0,1 % npoknunHa 300; K(+),
PK - 0,1 % theHona; TMB 1 ®CB-T - 0,2% 6eH30aTa HaTpus.

Bce peakTuBbl, BXOAAWMe B COCTaB KOMIMOHEHTOB Habopa peareHTOB B WCMO/b3YeMbIX
KOHUEHTpaumnax, ABNAKOTCA HETOKCUYHLIMU.

CTon-peareHT 06MafaeT pasgpaxkaroLmm AeiiCTBUEM, 3a CHET KUC/OTbl CEPHON BXOASALLENA B
coctas. Npu paboTe n3beratb nonagaHus CTon-peareHTa Ha KOXy 1 CIU3NCTbIe. B cnyyae nonagaHus
MPOMbITb MOP&XKEHHbIA Y4YacTOK OGONbLUIMM KONMYECTBOM MPOTOYHOM BOAbl. Bce KOMMOHEHTHI,
BXOALLME B COCTaB Habopa peareHToB, NpefHasHayeHbl TOMbKO A4J1S AUarHOCTUKM in Vitro.

JlTabopaTopHylo nocyy MHOropasoBOro  WCMO/b30BaHUS U PAcXO4Hble  martepuabl,
KOHTaKTUpYytoLWmne € UCCrefyeMbiMM M KOHTPO/IbHbIMKU 0bpasuamu, crefyeT 06e33apaxusaTb C
MCNOMb30BaHMEM AE3VHPUUMPYIOWMX CPEACTB, HE COAepXallMX akTVBHbIA KUCMOPOA4 W Xnop,
OKas3blBatoLLMX HeraTMBHOe BO3MENCTBME Ha Ka4eCTBO aHa/Imn3a.

VIHCTpymeHTBI, 060py0BaHMe, a TakxKe paboyre NOBEPXHOCTUN CTOIOB HEOOXOAMMO NPOTUPaTh
70 % pacTBOPOM 3TWUIOBOIO CNMPTA.

BbinonHATL  Mpouedypy aHanusa creflyeT B CTPOroM COOTBETCTBMM C  MHCTPYKLMEN,
npunaraemoni K Habopy peareHToB.

He 1cnonb30BaTth peareHTbl C UCTEKLIMM CPOKOM FO4HOCTM.

He ncnonb3oBaTb peareHTbl ApYrnx Npovu3BOAUTENE.

He ncnonb3oBaThb peareHTbl U3 HAGOPOB pasHbIX CEPUIA M CMELUMBATDL KX B NPOLECCe aHa/n3a
(Kpome YHU(MUMPOBaHHBLIX KOMMOHEHTOB Habopa: PCB-T, PPO 1 Cton-peareHTa).

He noggeprartb peareHTbl BO3LEACTBMIO BbICOKUX TEMMEPATYP U NPAMbIX CO/THEUYHBIX NyYeil B
npoLiecce UCMNobL30BaHUA U XPaHEeHUS.

He 3amopaxuBaTb HabOp peareHToB, Kak Lie/IMKOM, TaK 1 OTAe/lbHble er0 KOMMOHEHTbI.

WccnefoBaHns NpoBOAMTL B COOTBETCTBUM C YCMOBUSMWU BHELLHEW cpefbl 415 MOCTaHOBKM
aHanm3a, NpeAcTaB/ieHHbIMY B Tabmue 2.

Tabnuua 2. Ycnosust BHELLUHeN cpedbl 418 NOCTaHOBKY aHain3a

Ne n/n Mokaszatenun 3HaueHus
1 TemnepaTypa Bo3ayxa 15-30 °C
2 OTHOCUTENbHAA BNXXHOCTb 20-80 %

He npoBoguTb uccnegoBaHWa B MPUCYTCTBUM MapoB LI.I,EﬂO‘-IEVI, KNCNOoT, anbAernnos, B
3arbl1€HHOM MOMELLEHUN.
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Wcnonb3oBath  ANA  A€3MH(EKUMM  peareHTbl, He OKasblBalolme BO3AEWCTBUA  Ha
(hepMeHTaTMBHYIO peakuuio: Ae3NHMPUUMPYIOLLMe CPeACcTBa HA OCHOBE YETBEPTMYHLIX aMMOHMWEBbIX
COeAMHEHWIA, CNMPTOB, TPETUYHLIX aMUHOB.

He ncnonb3oBath Ae3MHMULMPYIOLWME CPeACTBa, COAepXKallime aKTUBHbBIN KUCOPOL U X1op, B
NomeLLeHnK, rae NPoBOAUTCA UCCNefoBaHuE.

icnonb3oBaTb YUACTYHO, TLUATENBHO MPOMbITYHO 1ab0PaToOpPHYO MOCyay.

Vcnonb3oBaTh NpoLLelne BaM4aLmMIo 403aTopbl U 060pyLoBaHue.

Vcnonb3oBaTb HOBble OAHOPA30Bble HAKOHEYHWKW OTAENbHO AN1A KaKAOro aHaiM3vpyemoro
obpasua 1 KOMNOHeHTa Habopa peareHTOB Npu paboTe ¢ 0bpasLamy 1 peareHTaMn Habopa.

VICKNIOUMTb KOHTaKT MeTa/IIMYeCKMX MNpeaMeToB C pacTBOpPOM KoHbtorata PK, pactsopom
TeTpameTunbeHsngnHa TMB.

icnonb3oBaTb HOBblE OAHOPA30Bble BAHHOUKM [/151 KXKAOro KOMMOHEHTa Habopa peareHToB.

He ncnonb3oBaTth O4HY M TY K€ eMKOCTb, B TOM YMC/IE U MHOrOpa3oBYyHo, MOC/e NPOMbIBKM, 414
pacTBopa KoHbtorata PK 1 pacteopa TeTpameTnnéeH3nanHa TMbB.

PekoMeHfyeTcsa A/t 0T60opa pacTBopa KoHbtorata PK 1 pactBopa TeTpameTunéeHsngmHa TMb
MCNONb30BaThb PasHble [03aTopbl MUMETOYHbIE. [py UCNOIb30BaHUM OAHOr0 fo3atopa HeobXo4AMMO
TLATENbHO CNeAMTL 3a YNCTOTOM NOCALOYHOr0 KOHyca Ao3atopa. lepes CMeHoI peareHTa TLLATeNbHO
obpabaTbiBaTb BHYTPEHHIOKD W BHELUHIOK MOBEPXHOCTU MOCALOYHOr0 KoHyca 70% 3TWIOBbIM
CMMPTOM.

PekoMeHAYyeTCA MCNob30BaTb aBTOMaTUYECKOE WM PyYHOe NPOMbIBOYHOE YCTPOMCTBO ANf
OTMbIBKM VIMMyHOCOp6eHTa. B KOHUe paboyero AHA HEO6XOAMMO MPOBOAWUTL MPOMbIBKY CUCTEMBI
nofayn XWUAKOCTM AVUCTUANMPOBaHHOW BodoW. He pexxe 1 pasa B Hefento crefyeT obpabatbiBaThb
LUNaHTM 1 EMKOCTW MPOMBIBOYHOIO YCTpoicTBa 70 % 3TWUI0BLIM CMIUPTOM.

[ns VCKNIOYeHns KOHTamyHauuy o6pasuoB Apyr gpyrom u K(+) TpebyeTtcs akkypaTHas,
TwlarenbHas paboTa 6e3 pa3dpbI3rBaHNA KOMMNOHEHTOB M 06Pa3LLoB.

CneflyeT NOMHWTb, YTO pe3y/bTaTbl TECTUPOBAHUA Ha aHTuUTena IgM K BICA He MOryT ObITb
eIMHCTBEHHbIM KPUTEPUEM [/151 AUArHOCTUKM U UCKNKOYeHNs BITA nHgekumn, nnv ana onpeseneHns
cTaTtyca UH(eKumn.

OTpuuatenbHbIi  pe3ynbTaT  UCCefOBaHUA MNPU  Hanuuum  uHhUumMpoBaHus BIFA
BO3MOXKEH:

- BO Bpems CepoHEeraTMBHOrO OKHa - Mepuoj BpemeHu npu BIrA, gnawmiica ¢ MOMeHTa
VHULUMPOBAHUA [0 BbIpabOTKM WMMMYHHOW CUCTEMOW aHTWUTEN; CEpPOHErOTUBHOE OKHO MOXET
COCTaB/IATb OT 2-X Hefenb A0 3-X MecALes;

- Y NaLneHToB CO C1abbIM UMMYHHBIM OTBETOM (COCTOSIHVIE UMMYHOCYMPECCUN).

4. OBOPYAOBAHVE N1 MATEPUAJIbI

4.1. [na  py4yHON NOCTAHOBKM aHasm3a HeoOXO4MMbI Chefylowme 060pyfoBaHue |
marepuabl:

- TepMOrmMrpomMeTp, NO3BONAOLLMIA N3MEPATL TEMMNEPATYpPy Bo3ayxa B AnanazoHe 0-30 °C
0,2 °C, oTHOCUTENbHYIO BNaXXHOCTL - 20-90 %;

- XONOAUNIbHUK U MOPO3NNbHaA KaMepa;

- LUMVHAPLI MepHble He Hue 2 Knacca TovyHoctu obbemom 100 m 1000 mn, konba
nabopatopHas BMeCTUMOCTbHO 1000 m;

Boga AauctunnmposaHHas (FTOCT P 58144-2018 «Bopga AuctunaunpoBaHHas.

TexHW4YecKye ycnosus») Um soga oumieHHas (9C.2.2.0020.18 ot 31,10.2018 «Bofa oumnLLeHHasn»);

- bymara (unbTpoBaHHas;

~ Talimep;
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- 0[JHOpa30Bble MeAULIMHCKME NepyaTKy,;

- nabopaTopHas nocyza;

- fo3atopbl  nabopaTtopHble  MepemMeHHOro o06bemMa OfHO- W MHOFOKaHaJlbHble
BMecTMMOCTbHO 0T 10 go 1000 mMKn;

~ HaKOHeYHMK OAHOPAa30BbIi K A03aTopam NabopaTopHbIM BMeCTUMOCTbO OT 10 go 1000
MKJ;

- BaHHOYKA [/19 pa3BefeHNs KOMMNOHEHTOB;

MUKpoLeHTpudyra nabopatopHas Ha 1000-3000 06./MuH;

- opOuTanbHbIA TepMOLLEKEp, NoaaepXuBatoWwnii Temnepatypy 37+1 °C 1 ¢ yacToTon
BpaLLeHus nnatgopMbl 700 06./MUH;

- YCTPOMCTBO A4/15 MPOMbIBaHUA NaHLWweTa (BoLUep);

- cnektpodotomeTp  ((hOTOMETP)  BEPTUKAIbHOTO  CKaHWPOBaHMSI  MO3BONSAOLLMI
BbINOMHATb N3MEPEHNS ONTUYECKOIN NIOTHOCTU COAEPXKMMOrO NYHOK nnaHweTa npy 450 HM (OCHOBHO
GhunbTp) 1 620-680 HM (pethepeHCHbIN UNbTP).

4.2. [na nocTaHOBKM aHaiM3a Ha aHan3aTope aBTOMAaTUYeCKOM WMMYHO(EePMEHTHONM
HeobXxoaMMbl CrefytoLime 060pyaoBaHNe U MaTepuasbl;

- TEPMOr1rpomMeTp, NO3BONAIOLWMNIA U3MEPATb TEMMEPATYPY Bo3ayxa B ananasoHe 0-30 °C
+ 0,2 °C, OTHOCUTENBbHYIO BIAXXHOCTb - 20-90 %;

- XOM0ANBHUK NN MOPO3NNbHAA KaMepa;

- LUMAMHAPLI MEepHble He HWXKe 2 Knacca TOYHOCTM obbemom 100 n 1000 mn, Konba
nabopaTopHas BMECTUMOCTbIO 1000 mn;

- 0fHOpa30Bble MeAMLMHCKNE MepYaTKu;

- nabopatopHas nocyza;

- [03aTopbl  nabopaTtopHble  MepemMeHHOro o6bemMa OLHO- W MHOFOKaHaslbHble
BMecTMMOCTbHO 0T 10 go 1000 MK,

HaKOHEeYHMK OAHOPa30BbIM K Ao3aTopam nabopaTopHbIM BMECTMMOCTLIO OT 10 Ao 1000
MKJ;
- BaHHOYKA /19 pa3BefeHNs KOMMNOHEHTOB;
MUKpoLeHTpudyra nabopatopHas Ha 1000-3000 06./MuH;

- aHanM3aTop  aBTOMAaTUYECKUA  MMMYHO(EPMEHTHBIA (OTKpbITas cuctema  and
NpoBeLeHNs BCeX TUMOB MMMYHO(EPMEHTHbIX TECTOB Ha 96-TyYHOUHbIN MUKPOM/IaHLIEeTax);

- Boga AuctunimposaHHas (TOCT P 58144-2018 «BopjaaucTUIMpPOBaHHaS.
TexHunuyeckue ycnosus») nnv soga ouniieHHas (PC.2.2.0020.18 ot 31.10.2018 «Boja ounLLeHHasA»).

5. AHANTM3VNPYEMBbIE OBPA3LbI

HatuBHasa cbiBOpoTKa, nniasma (C Li renapuHom, Na renapvHom, uuTpatom Hatpua 3,2 %,
KeSATA, K33ATA) KpoBu Yenoseka. AHaIMTUYECKMIA 06bem 06pasua - 10 MK

O6pa3subl CbIBOPOTKM (MnasmMbl) KpoBu A0 aHanm3a MPA xpaHuTb He 6Gonee 7 CyTOK Mpw
Temnepatype oT 2 go 8 °C. [OaumTenbHoe XpaHeHWe (A0 6 MecsAueB) aHaM3MpyemblX 06pasLoB
OCyLLeCTBNATL Npu Temnepartype MuHyc (20+5) °C.

3aMopoXKeHHble 00pasubl nepes MccnefoBaHWeM Nporpetb Ao Temnepatypbl (17 go 27 °C)
TWaTeNbHO NepemMeLlaTh 419 YCTPaHeHWst BO3HUKAIOLWEro Mpy 3aMOPO3Ke rpagueHTa KOHLEHTpaLui.
Mpn paboTe C pasMOPOXEHHbIMM 00pasuamMu CredyeT Yy4uuTblBaTb, 4YTO Kaxgas MocnenyroLas
3aMOpO3Ka-pasMopo3ka CHWXaeT KauyecTBO uccregyemoro wmarepuana. C  Uenbo  Mnosy4veHus
[OCTOBEPHbIX Pe3y/IbTaTOB  MCC/ef0BaHNsA, MNPOW3BOAUTE/Ib Habopa peareHToB pPeKOMeHAyeT
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1CNOMb30BaTh TO/IbKO OAHOKPATHOE 3aMOpaXkuBaHVe-pasMopaxXmBaHe 06pasLoB, a TaKxKe XpaHeHue
HECKONbKNX 3aMOPOXEHHBIX a/IMKBOT 06pasLia.

He pexkomeHZyeTcs MCNO/b30BaHWE 1S UCCNefoBaHWA 06pasLoB C BUAMMBIM MUKPOOHLIM
3arpsisHeHMeM («NPOPOCTOM»).

O6pasupl, cofepXkalime O0CafOK, B3BELUEHHble YacTuubl, Mepes aHaIM30M MOABEPrHYTb
LieHTpUyrmpoBaHuto B TedeHne 10 MyH npun YacToTe BpaLleHus 3000 06./MUH.

BHuMaHMe!

Mepen NOAroTOBKONM peareHTOB K paboTe M NpoBefeHVEM UCCNef0BaHNS MPOU3BOAUTE b
HacTOATENIbHO PeKOMeHAyeT euwle pa3 npountarb pasgen «ObecrneyeHVe KayecTBa
MCCNefoBaHUM» HaCTOSALLEA NHCTPYKLMKN MO MPUMEHEHWIO.

6. NnoAr OTOBKA KOMIMOHEHTOB A4 NCCNEAOBAHUA

MpeaBapuTenbHble MAHUNYAALUA

Mepes “CNosb30BaHNEM BCKPbITb YMAaKOBKY Habopa peareHTOB W U3B/ieYb BCE KOMMOHEHTI,
BK/ItOYasA 3aneyaraHHblil IMMYHOCOPGEHT.

Bblgep)kaTtb KOMMOHeHTbl B TeyeHne 30 MuH npu Temnepatype oT 15 go 30 °C, akKypaTHO

N nepemeLlatsb.

BHuMaHMe!

K(+), K(-), PPO, PK, TMB u CrTon-peareHT rotosbl K WCMO/Ib30BaHUIO U He TpebytoT
AOMNOMHUTENbHBIX Pa3BeeHNIA.

Heuncnonb3oBaHHble K(+), K(-), PPO, PK, TMB n CTton-peareHT XpaHUTb B YNaKOBKe
Npoun3BoANTENSA NpU Temnepatype ot 2 ao 8 °C [0 NCTeYeHUs CpoKa rogHoCcT1 Habopa.

KomnoHeHT dCB-T npeAcTas/ieH B BUAe KOHLEHTpaTa. TpebyeT pa3seieHus.

MogrotoBka immyHocopbeHTa

BCKpbITb MakeT ¢ VIMMYHOCOG6EHTOM. YCTaHOBUTL B pamMKy MIMMyHOCO6eHTa HeobxoanmMoe
KOMIMYECTBO CTPUNOB. Hencnonb3yemble B JaHHON NOCTAHOBKE CTPUIbI Cpa3y Moc/ie BCKPbITUA NakeTa
C MMaHLIETOM MOMECTUTb B (hO/IbIMPOBaHHBIN MaKET C 3aCTEXKOM TUMa «31n-NoK». 3 naketa yganmTb
OCTaTOYHbIA BO3AYX, 3aKPbITb 3aCTEXKY, yOpaTb B XONOAUbHYIO Kamepy.

XpaHWUTb Heucrosib3oBaHHbIe CTPUNbI NpyU Temnepatype oT 2 Ao 8 °C 40 MUCTeYeHUsA Cpoka
rofHOCTWN Habopa peareHToB.

A PamMKy nnaHwleTa cpasy nocse UCronb30BaHNsA NPOMbITb AUCTUNNMPOBAHHOM BOAONW. 3aTem - 70
% 3TUMOBLIM CNMPTOM. [poCyLIMTb, WUCNOMb3YA (UNBTPOBA/IbHYKO OyMmary. XpaHWTb B YMakOBKe
NMpou3BOAUTENSA BMECTE C APYTMMU HENCMO/b30BaHHbLIMK peareHTamu.

iMMyHOCOpPOEHT (CTpubl) MCNOJb30BaTb OAHOKPATHO!

MpurotoBneHne paboyero NPOMbIBOYHOIo pacteopa ®Chb-T

BHumaHwme! B npouecce XpaHeHWs U TPaHCMOPTMPOBKU KOHLIEHTpaTa NpoMbIBOYHOI0 pacTeopa
$CB-T BO3MOXKHO BbIMagHNe 0caaKa Coseil.

Mpy Hannumm ocagka Bo (hakoHe ¢ PCH-T BblgepXkath Npu TeMnepatype 37+1 °C 40 NOMHOrO
pacTBOPEHUS CONeA.

MpenycmoTpeHo 3 BapuaHTa pa3sefeHns PCh-T: 20-kpaTHoe, 25-KpaTHoe U 26-KpaTHoe.

Bo3moxHble BapnaHThl passegeHns ®Ch-T npefcrasneHsbl B Tabnmue 3.

Pabounii NpoMbIBOYHBIA pacTBop PCB-T xpaHUTb Npu TemnepaType oT 18 1o 28 °C He 60nee
15 cyToK nnun npu Temnepatype ot 2 4o 8 °C He 6onee 45 CyTOK.

Hewncnonb3oBaHHbI PCB-T XpaHWUTL B YNaKOBKE MPOU3BOAMTENS NPU TeMnepaType oT 2 Ao 8
°C [10 UCTeYeHUs CpoKa roqHoCTH Habopa.
Tabnuua 3. MpuroTosneHne paboyero NPOMbIBOYHOrO pacTeopa ®Chb-T
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KonwnyectBo
MCMOJb3YyeMbIX
CTPUNMOB, LUT.

© 00 N o o b~ w N

S 5

12

20-KpaTHoe pa3BefeHve

®CB-T

25-KpaTHoe pa3BeneHvie

®CB-T

26-KpaTHOe pa3BefeHuve

®CB-T

®CB-T, mn : Boga*, mn  ®CB-T, mn Boga*, M1 ®CB-T, mn Bopga*, mn

40

80

120
16,0
200
240
280
320
36,0
40,0
44,0
500

76,0
152,0
228,0
304,0
380,0
456,0
532,0
608,0
684,0
760,0
836,0
950,0

40 96,0 40 100,0
80 192,0 80 200,0
12,0 2880 12,0 3000
16,0 384,0 16,0 400,0
200 480,0 200 500,0
24,0 576,0 24,0 600,0
28,0 672,0 28,0 700,0
32,0 768,0 32,0 800,0
36,0 864,0 36,0 900,0
40,0 9600 400 1000,0
44,0 1056,0 44,0 1100,0
50,0 1200,0 50,0 1250,0

MpumeyaHue: *Boga gucTunamposaHHasa no FTOCT 58144-2018 «Boga gucTunamposaHHas. TexHUYecKue yCcrnosus» nnu
BOZY ouuileHHyto no ©C.2.2.0020.18 ot 31.10.2018 «Boga ounieHHas».

7. NMPOBEAJEHVE AHAJIU3A

MpesyCcMOTpeHbI Ba BapraHTa py4HO NOCTaHOBKM aHaim3a: npouenypa Nel (rcnonb3oBaHue
TepmoLLelikepa) v npouenypa No2 (Mcnosb3oBaHWe TepmocTaTa). BapmaHT MOCTaHOBKWM aHanu3a no
npoueaype Nol npeactasneH B Tabnmue 4, BapuaHT NOCTaHOBKM MO npoueasype No2 npeacrasieH B

Tabnuue 5.

Tabnuua 4. MocTaHoBKa aHanu3a no npouedype Nal (c ncnonb3oBaHMeM TepmoLLelikepa)

3Tan
aHanM3a

IMpouenypa aTana aHa/M3a

1 YCTaHOBUTb HEOOXOAMMOE KO/TMYECTBO CTPUIMOB B paMKy M/iaHLLeTa
BHecT B oHy nyHKyY 100 MKn K(+).
BHecTu B age /yHKu no 100 Mk K(-).

BbIGOp J/IYHOK [y11 PacriofiOKeHNs  KOHTPO/ien
Npov3BOsbHBIA. Hampuvep, nyHka Al - K(+),
nyHkn B1 nClL - K(-).

B octanbHble yHKNM VIMMyHOCOp6eHTa BHECTU
no 90 mkn PPO (PPO nepen BHECEHWEM
WMHTEHCMBHO B360NTaTth), @ 3arteM no 10 MKn
aHa/IM3MpyeMbIX  06Pa3LIoB.
MmMmyHocop6eHTa (CTpMMOB) MpwiaraeMoin K

Habopy peareHToB M/IEHKON.

3aK1enTb  JTyHKN

Mpy  m1cnob30BaHUA
BHeceHve K(-) B 1 /TyHKy.

MpumeyvaHne

1 cTpuna [JoryckKaeTcst

Bpemsi BHeceHMA 06pasuoB MpU UCMO/Ib30BaHNN
BCEro rviaHLLleTa He J0/MKHO rpesbILaTs 10 MUH.
Mpn BHeceHUM aHa/IM3MpyeMbIX 06pasLoB ¢
MOMOLLIbIO Mo/TyaBTOMaTUYECKOMN MUMeTKN
TLLATE/TEHO MepeMeLLiaTb COAEPXKUMOE JTYHOK, Mpu
3TOM [O/DKHA HabnodaTbCA LBETOBasA UHAVIKALMA B
JyHKax.

HenpaBwibHOE COOTHOLLEHVE B JlyHKe 0ObEMOB
aHanm3npyemoro obpasua n PPO MoXeT npmBecTn
K VICKa)KEHWIO pe3y bTaTa Ucc/iefoBaHus.

Mpn OLLIMOKe BHECEHWA aHa/M3MpyeMoro obpasua
JYHKa 6pakyeTcA. 3anpeLlaeTca yaaieHne pactsopa
Vi3 STyHKU C MOC/ieytoLLIM BHECEHEM B HEe HOBOTO

obpasua.

MHky6uposate IMMyHOCOPGEHT (CTpUNbI) B TedeHWe 25 MUH.
[19 nHKy6aLmmn 1cnonb30BaTh OPOUTaSbHbIA TEPMOLLIEKED.
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CkopocTb BpauieHus rnatdopms! wiedikepa: 700 06./Mun; Temnepatypa uiky6auuu: 37+1°C.

C nomowplo NpoMbiBaTeENs ANS IUIAHLIETOB
yAANHTb COACPIKUMOE NYHOK.

Tpu pasa npoMbiTh MIaHwer paboyum
npombiBo4HbIM pactBopom @PCB-T, BHOCA B
nyHkH no 400 Mmxa pacTBopa, HCIOJIb3YA PEKHM
nepexpecTHoifi  NPOMBIBKH  OTKAYHBARHHA
AKHAKOCTH H3 IBYX TOYEK AHA JYHKH.
DKCNO3HUMA MeXIy 3TanaMH OTMbIBKH — 30
CeKYyHA.

[lpn OTCYTCTBHH BO3MOXKHOCTH HCMONbL3OBAHHA
peXMMa NepeKpPecTHOMH MPOMbIBKH HeobxoauMo
YBETHYHTb KOTHYECTBO NPOMBIBOK /10 MATH pa3.
[To OKOHYaHHH MPOMBIBKH NMpPH HEOOXOAHMOCTH
yoanuTh BRary M3  JIYHOK, MOCTYKHBas
njaaHweroM no GuibTpoBanbHOH GyMmare.

Buumanue! HenocrarouHas acnupaims )kuaKOCTH B
NYHKE MOXET NMPHBECTH K HCKAXEHHIO pe3ynbTara
HCClIEA0BaHHA.

Buumanue! He pomyckaTth BbICBIXaHHE JTYHOK
HmmyHocopbenTa B nepepsiBe Mexay
3aBEpLICHUEM MPOMBIBOK H BHECEHHEM PEarcHTOB.

Bo Bce nyHku UmmynocopbenTta BHectd no 100
mka PK (PK nepex BHecenHeM HHTEHCHBHO
B360OATATD).

3akneutb nyHkd Hmmynocopbenta (cTpHnos)
npuiaraemMoi Kk Habopy peareHToB NJEHKOH.

Bpems sHecenns PK npH ucnons3oBaHHH NMOJHOrO
TU1aHILETa HE I0/KHO MPEBbIATh 3 MHH.
Buumanue!

Ocratky PK u3 BaHHOYEK YTHIH3HpOBaTh:
NOBTOPHOE HCMOJb30BaHHE 3aNpeLleHo!

Huky6uposats HMmMyHocopGenT (cTpunbl) B Te4eHHE 25 MHH.
s nuky6auumn Mcnonb3oBaTh OpOHTaNbHBIH TepMoLIerikep.
CkopocTh BpauleHHs naatdopMbl eiikepa: 700 06./mun; Temnepatypa HHKyb6aunu: 37+1°C.

C noMouwblo NpoMbiBaTeNs IS  IU1AHLIETOB
YAQTHTD COAEPIKHMOE JTYHOK.

Tpn pa3a npombiTh TIaHWeET paGouuM
npoMbiBouHbIM pacTtBopoM @®CB-T, BHOCA B
ayHku no 400 Mk pacTBOpa, HCTIObL3Ys PEKUM
nepekpecTHOlf  MPOMBIBKH  OTKAYHBAHHR
AHAKOCTH H3 IBYX TOHEK AHA JYHKH.
DKCNO3HUKA MexXIy 3TarnaMH OTMbIBKH — 30
CeKYHA.

[Tpy OTCYTCTBHH BO3MOXHOCTH KCMONbL3OBAHHA
peKHMa NepeKpecTHOH NpOMbIBKH HE06X0AHMO
YBEJTHYHTb KONTHYECTBO MPOMBIBOK 10 MATH pa3.
[To OKOH4YaHHH NPOMBIBKH NMPH HEOGXOAHMOCTH
yAanWTb Bnary M3 JIyHOK, TOCTYKHBas
rulaHuieToM 1o puabTposanbHol Gymare.

Bhumanue! HempocraToutas acnupauns »xnakocTH B
JIyHKE MOXET MPHBECTH K MCKDKCHHUIO pe3y/bTaTa
HCC/IE1I0BAHHA.

Buumanue! He pomyckarb BbICBIXaHHE JTYHOK
MaHWeTa B TMepepbiBe MEXAY 3aBEPLICHHEM
MPOMBIBOK H BHECEHHEM PEarcHTOB.

Bo Bce nyHku nnaHuwera BHectd mo 100 mka
TMB

Bpems BHecenns TMB npH HCNoONb3OBaAHHH
NOJIHOrO MUIAHILETA He I0MKHO MpEeBbILLATh 3 MHH.
Buumanue!

Ocratku TMB #3 BaHHOYEK YTHJIH3HPOBATh:
MOBTOPHOE HCMOJIb30BaHHE 3anpeLieHo!

10

Hukybuposatb HmmynocopGent (cTpunsi) B
TeyeHue 10 Mun.

Jns uHkyGauuu ucnonb3oBaTb OpOMTaNbHBIHA
Tepmoueikep.

CxopocTb BpauteHus nnatdopmsi weiikepa: 700
06./Mun; TeMneparypa uHky6aunn: 37+1°C.

Buumanue!
HHky6aunio npoBoauTh B 3alllMILEHHOM OT CBETa
MECTEC.

11

Peakuuio OCTaHOBMTb BHECEHHEM B KaKAYIO
nynky HmmyHocopGenta mo 100 mxa Cron-
pearenTa.

Bpems BHECEHHS Cron-pearenTa npu
MCNOABb30BAHHHM MOJIHOTO [UIAHIIETa HE MAOJDKHO
npeBbILIAaTh 3 MHH.

12

Hameputb OMNTHYECKYIO NJIOTHOCTB
COAEPIKUMOTO NYHOK c NOMOLLBIO
cnektpodoroMerpa (dporomerpa) npu UTHHE
BOJIHbI 450 HM, MK HCNO/IB3YA ABa QUAbTpa:

—  OCHOBHO# — 450 HM;

~  pedepeHcHBIH — 620-680 HM.

Buumanue!
Vyer peakuMn HeoOXOAMMO TNPOH3BECTH HE
rnosaHee, 4YeM uepes S MHH rnocne OCTaAHOBKH
peaKiuH.
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Tabauya 5. Hocmanoexa ananuaa no npoyedype Ne2 (¢ ucnonvsosanuem mepmocmama)

JTan
AHATA2A

IIponeaypa 3rana anANK3A

Mpumevanne

Y CTAHOBHTL HEOOXORHMOE KOJTHIECTBO CTPHNOB B PAMKY IUIAHWIETA,

Brectu B onuy nysxy 100 meen K(+).

Bsectu B aBe myHkK no 100 mxa K(-).

BuiGop NyHOK AnA pacnoNIOKEHHA KOHTponedH
nponssonbHeiil. HanpuMmep, aynka Al - K(+),
ayaxu Bl 1 C1 — K{-).

[pn Hcnoss30BaHMM | CTpHNa AoNycKaeTcs
sHeceHne K(-) B 1 nyHKky.

B ocranbubie myskin HMmysnocopfenTa BHeCTH
no 90 mxa PPO (PPO nepex sneceHHeM
HATeHCHBHO B300TATD),

a 3aTeM Mo 10 MK aHanu3HpyeMbix obpasuos
PYKOBOACTBYACH cXeMol, npHBeaSHHOH Ha
pucyHke 1.

3akneuts nyHks HmmynocopGenTa (CTpHnoR)
npunaraemoli K HaGopy peareHTOB NUICHKOi.

Bpema BHECECHHA 00pa3iloB NPH UCTIONbL30BAHHA
BCOro IUIAHLICTA HE JO/DKHO NpesmiaTs 10 mum.
INMpu BHeceHun ananmIMpyembix ofpasuos ¢
NOMOIIBI0  NOJYABTOMATHYCCKOR  MHNECTKH
TUIATENEHO NEPEMEIlaTh COAGPKHMOE JIYHOK,
Np# 5TOM RODKHA HAOMIOAATBCA  LBETOBAX
HHAHKALHUA B JIYHKAX.

HenpaswibHoe COOTHOMOHHE B JYHKE 00beMOB
aHanusupyemoro obpasua # PPO moxer
MPHBECTH K  HCKAKCHWIO  pPe3y/bTara
HCCTIEN0BaHNA.

[Ipn ownbke BHECEHHMA  AHATHIMPYEMOrO
ofpasua nyHka Opakyercs. 3anpewnaercsa
yAaneHWe pacTBOpa W3 JIYHKH C MOCHEAYIOMMHM
BHeCEHHEM B Hee HOBOIO obpasiia.

Unky6uposars HMmysocopbent (cTpune) B TeueHue 30 MuR.

Jina uHKyGaLn HCROIB3OBATL TEPMOCTAT.
Temmepatypa uHkyGammm: 3741 °C.

C noMombIO MpPOMBIBATENA JIA IUIBHILETOB
YAANIHMTDb COACPIKHMOE TYHOK.

Tpu pa3a 0poMuiTh IUaHWeT pabodnm
npombieo4HEIM pacteopoM ®CB-T, sroca B
ayuky mo 400 mxn pacTBOpR, HCNONB3YH
pexRAM nepexpecTaoit NPOMEIBKH
OTKRYHBAHHS XRIKOCTH H3 ABYX TOUEK AHA
AYHKH.

DKCTIOHUMSE MEKIY STaNaMH OTMbIBKH — 30
CeKyna.

TTpH OTCYTCTBUM BOZMOXHOCTH HCAIONB3OBAHHA
pexHmMa nepeKpecTHOM TPOMBIBKH
weobxoanmo YBEIHUKTD KOJIHYECTBO
NIPOMBIBOK IO HSTH PR3,

IMo oxOHYAHWA MPOMBIBKH MPH HEOGXOAHMOCTH
YOANWTh RAArY M3  JIYHOK, MOCTYKHBadA
NAZHIETOM NO GHALTPOBANLHOH GyMare.

Bunmanue! — Hegoctatownas  acnupaims
MHOKOCTH B JIYHKE MOXKET MPHUBECTH K
HCKKEHHIO Pe3yJIbTATa HCC/ICAOBAHHA,
Buumanve! He gomyckats BbICHIXAHME JYHOK
HAmmysocopbeRTa B MepephiBe  MEXAY
3ABCPIICHHEM  TPOMBIBOK M BHECCHHEM
peareHTos.

Bo sce nynku Hmmynocopbenta shecTH mo
100 mxn PK (PK nepen BHeceHHEM

Bpems Brecenms PK npr  scnoms3oBaHuH
MOJHOTO IVIAHWIETA He AOMKHO NpeBbinars 3
MHH.

6 SHTEHCHBHO B360/ITATH).
e!
3aknents TyHkn HumysocopbeaTa (CTpHNOR) mo PK W3 BAHHOWSK YTHIHSHPOBATE:
npunaraeMoil k HaGopy pearewtop nieHkoH. HOBTOPHOS HCTIONE3OBAHHE 3anpereHo!
UukySuposars HumyaocopbenT (cTpumst) B Tederse 30 Man.
7 Jiia vHky6altMi HCTIONB30BATE TEPMOCTAT.
Temnepatypa uuxyGawmn: 371 °C.
C HOMOI;I:!O npouuna‘r::: AN TNAHINCTOR | B, Manmel HeaoctraTouHas acnupauus
8 YAATHTS CONCPIKHMOS TIyHOK. KHMAKOCTH B JIYHKE MOXET MPHBECTH K

Tpn paza npomeiTe nAaHWeT paGovwnm
npombiBouHBIM pacTsopoM ®CB-T, BHOca B

HCKAKEHMIO Pe3yILTATA HCCIICOBAHMS.
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ayHku mo 400 mkn pacrBopa, ucnonbiys | Buumanue! He nomyckats BbiChbIXaHHE JTyHOK

peXHM nepexpecTHo#H npombiBkh | HMmyHnocopbenta B nepepbiBe  Mexay
OTKAYHBAHHS )KHAKOCTH H3 BYX TOYEK XHA | 3aBEPLICHHEM  TPOMBIBOK W  BHECEHHEM
JYHKH. peareHToB.

OKCMO3HLUMA MEXAy 3TanaMH oTMbIBKH — 30

CEeKYHA.

ITpu oTCYTCTBHH BO3MOXHOCTH HCMONB30BaHHA

pexuma nepeKpeCTHOMH NPOMBIBKH

Heobxoaumo yBEJIMYHTD KONHYECTBO

NPOMBIBOK J10 NSITH pa3.

Mo oKOH4YaHHH NPOMBIBKH NPH HEO6XOAHMOCTH
yaanWTh Bnary M3 JIyHOK, MNOCTYKHBas
nNaHwWeToM no ¢puabTpoBabHO#H Gymare.

Bpema BHecenua TMB npu Hcnonb3oBaHHH
NOJIHOTO [UIAHIIETA HE JOMKHO MpeBbillaTh 3
9 Bo Bce nyHku HmmyHocopGenTa BHECTH MO | MHH.

100 mxn TMB. Buumatine!

Octatku TMB H3 BaHHOYEK YTHIM3HPOBAThH:
NOBTOPHOE HCMOJIb30BAHHE 3alpeLLeHO.

Huky6uposate HmmynocopGenT (cTpHnbl) B
TeyeHue 10 MuH.

Buumanue!
Jns nHKy6auumn HCnosb3oBaTb TEPMOCTAT.
10 Temnepatypa S S— 37+1°C HHky6auuio NnpoBOANTD B 3aLIMLIEHHOM OT CBETa
: Mecre.

(nomyckaeTca HHKyGauua Npu Temneparype ot
15 no 30 °C 6e3 Hcnob30BaHHA TEPMOCTATA).
Peakuuio OCTaHOBHTL BHeCEHHEM B Kakayio | Bpema  BHecenus  Crom-pearenTa  npH

11 nyuky UmmynocopGenta no 100 mx Cron- | HCONB30BAHHH MOJTHOMO MUIAHWIETa HE AOKHO
pearexTa. TpeBbILLATh 3 MHH.
Hameputb ONTHYECKY10 MIOTHOCTL | BHuMaHue!
COAEPKUMOro NyHOK c noMoLblo | YyeT peakuHd HEOOXOAHMO TpPOH3BECTH He
cnektpodotomeTpa (poTomeTpa) NpH JUIHHE | MO3RHEe, €M 4epe3 5 MHH Mocie OCTaHOBKH
12 BonHbE 450 HM PeaKLHH.

WH HCTIONb3Ys ABa GUAbTpa:
— OCHOBHOI — 450 HM;
— pedepencHbid — 620-680 HM.

Hcnoabiosanue HDA-ananuszaTopos

Ha6op pearentoB «BI'A IgM 3axBar-UMBUAH-UDA» anantupoBan ans mobbIX
aBTOMAaTH4YE€CKHX HMMYHOQEPMEHTHBIX aHATH3aTOPOB.

[Tpouenypy aHann3a MPOBOAMTH TAKXKE, KaK H JUIA Py4YHOH MOCTAaHOBKH aHA/IM3a.

PexoMeHIyeTcsl HacTpouTh crekTpodoToMeTpHyecKylo ((oToMeTpHyecKyto) BepHHKaLHIO
3TanoB aHanusa. Jis 3Toro Heo6XOAMMO OOpaTHTBCA K NpPEACTAaBHTEMO NMpPOM3BOOMTENA Habopa
peareHToB.

TexHHYecKHe XapaKTePHCTHKH

3nauenue OI1 B mynke ¢ K(+) nomxHo GbiTh He MeHee 0,500 o.e.

Cpennee 3Hauenue B yHkax ¢ K(-) nomkHo 6biTe He 6onee 0,200 o.e.

Ipu ucnons3oBanuu 1 crpuna 3uavenue OIT K(-)ep cpennee He onpenensior, 3Hayenue Ol B
nyHke ¢ K(-) nomxHo 651Th He Gonee 0,200 o.e.

Ecnu nomyvennsie 3Hayenus OIl B JyHKax ¢ KOHTPOJBHBIMH 00pa3uaMH HE COOTBETCTBYIOT
KPHUTEPHSM TNpaBHJILHOCTH TECTa, pe3ylbTaThl TeCTa He y4HThIBaloT. Hccnemosanue npoBoat
MOBTOPHO.

PesynbraThl perucTpHpyloT npu nomoum crnekrpogporomerpa (poromerpa) BEPTHKAILHOIO
ckaHupoBaHus. OnTHyeckyio mIoTHOCcTS (OIT) H3MepsAIoT npH AnKHE BoIHBI 450 HM KK HCNIONBL3YS JBa
¢unbrpa: 450 HM (ocHOBHOM PunbTP) M 620-680 HM (pedepeHcHbIN GHILTD).
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8. YYET PE3YJbTATOB

Pacaerni

Jing onpeAcncHHS COOTBETCTBHA TMOMYYCHHBIX PE3YNBTATOB M3MECPCHHA  KPHTCPHAM
NPaBHIBHOCTH TECTa PacCHUTHIBAIOT cpeaHee 3HaueHue OI B nynkax ¢ K(-) no dopmyne:

ONMK(-), + O K(—
O K(-)p = SR + OTKE)y)
Paccuurars OIT kpuTHveckoro yposens (cut off):
OMypyr = ON K(—), + 0,200¢
TIpn ucnons30BaHHK OAHOTO CTPHNA!
Ol = OI K(-) + 0,200*

ITpumenanue. 0,200 — xoagyduyuenm, onpedenennvili Memodom cmamucmunecxoii 06pabomxu pe3yabmamos uccredosanus
Ha npeonpusmuu-us20mosumese.

Hnu paccuntats koadumuent nosurueHocTH (KII):

KN = Ollosy
Ollypur

Hurepnperanns pesyabTaToB
[ Ecmu OI1 anammaupyemoro obpasua menpme (<) Ollgwr (wm KIT<1,0), To pesymertar
HCCNeAOBaHNs o6pasiia CUMTAIOT OTpHLIATeNbHBIM: aHTHTeNa knacca M (IgM) x Bapycy remartura A He
O0HapyXeHBI,
Ecnu OI1 anamuzmpyemoro ofpasuma Gompme () Ollgwe (mma KII121,0), To pesynsrar
HccaeaoBanus ofpasia CUMTAIOT MONOKHTENLHEIM: aHTHTeNMa Kiacca M (IgM) k supycy renaturta A

o0HapyXeHbI.

9. YTHIHN3AIIAA OTXOA0B

B npouecce HCNONB30BAHAS H YTHIH3ALAH HabopoBs pearcHTOB 05pa3yloTcs OTXOMBI KIAcCoB A,
B, B n T, xoropuie HeoGxoanmo 06e33apaXHBaTh H YTHIH3IHPOBATH B COOTBETCTBHN ¢ TpeGOBAHHAMH
CanlluH 2.1.3684-21 «CaHHTapHO-3NMHAEMHAONIOTHYCCKHE TPeOGOBaHHA K COACPXAHHIO TEPPHTOPUiH
TOPOACKHX H CEMbCKHX MoceneHuil, K BOAHBIM OOBCKTaM, NHTBEBOH BOJe H [HTBCBOMY
BOOOCHAOXKEHHIO, aTMocepHOMY BO3AYXY, MNOYBaM, KUNBIM NOMCIICHUAM, ISKCIUTyaTauun
NPOU3BOACTBEHHKIX, OOINECTBEHHLIX NOMENMCHHH, OpPraHM3alMH H MPOBCACHHIO CaHHTApHO-

. NPOTHBOIMUAESMHONOrHYECKRX (IPOPHNAKTHIECKHX) MEPONIPHATHI» 4epe3 OpraHu3alMy, HMEomue
MHUEH3UIO Ha 3TOT B AATEALHOCTH.

Bce npoMeiBHEIE pacTBOpH, coOpaHHHE B CHeOHanbHBIR KoHTeHHep M obpaboTaHHbE
A3MHOUUAPYIOWMMH CPEACTBAMH, pa3peliecHHHIMH JUIA TIPHMCHCHMA Ha TeppuTropu PO B
YCTAHOBICHHOM MOPAAKE, CASAYET YTHAM3HPOBATH KaK OTXOAH Kiacca B.

Bce TBepAmie OTXOAW, COOpaHHEIE B CHCUHANbHEIN KoHTeliHEp, 00¢33apaXcHHLIE B
cooTBercTBHY ¢ TpeSoBanuamu CaulTuH 2.1.3684-21 «CaHHTapHO-3ITHACMHONOTHYCCKHE TpeGOBARNA
K CONEPKaHHIO TEPPUTOPHH rOPOACKHX H CEILCKHX MOCENECHAH, K BOAHEIM 00LEKTaM, MHTBEBOA BOAE H
NMUTBEBOMY BOJOCHAOXKEHHIO, AaTMOCHEPHOMY BO3AYXY, NMOUBAM, JKHILIM NOMEIICHUAM, 3KCIUTY ATAIAH
NPOU3BOACTBEHHBIX, OOMIECTBEHHBIX MOMEINCHHH, OpraHH3alMd H OPOBEACHHIO CAHHTAPHO-
MPOTHBOSHACMHONOTHYECKHX (NPOGHNAKTHYECKHX) MEPONPHATHI», CIeXYeT YTHANSHPOBATH KaK
oTxomH knacca B.

Hencnonb3oBannsle HaGOpEl PeareHTOB ¢ HCTEKIKM CPOKOM TORHOCTH NEpen YTRIM3aIHEH
CleAyeT pasyKoMiiekToBarth. Illoy-Goke, BKnampil W3 nonuaTeneHdToNnara, GprnakoHsl, KPHIIKK ANA
¢nakoHOB, naKkeT (PONMBrUPOBAHHHIH M MHCTPYKUMIO NO NMPHMEHEHHIO YTHIK3HPOBATH KAK OTXOZMI
Knacca A.

Hencnonssopaunsnie K(-), ®CB-T u PPO u cieqyer yTHim3npoBars, Kak OTXOAH Knacca A.
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Heucnonszopanurie Hmmymocopbent, K(+) u PK u cneayer ofeszapaxHBaTh H
YTHIH3HPOBATH, KAK MEAWIWHCKHE 0TX0H! Knacca b.

Heuncrnonssosannsic TMB 1 CTon-peareHT cleAyeT yTHRH3UPOBATh, KaK OTXOAH Kiacca I,

VTHIHM3AIHA NTPOBOAMTCA CTICLHANTH3HPOBAHHBIMH OPraHH3alMAMH, KOTOPhIE HMEIOT THICH3HIO
Ha NPABO YTHJIH3ALMY MCMIMHCKMX OTXOAOB.

10. CPOKT'OJHOCTH, YCJIOBHA TPAHCIIOPTHPOBAHHNA H XPAHEHHA
Tabruya 6. Cpox 200HOCMY, YCNOGUR MPAKCROPMUPOBAHUR U Xpanewus Habopa peazewmos u
KOMNOHENMO8

Ilapamerp Ilepuox Ycaosus
Cpox romHocTH Habopa | 24 mecana XpaHHTh B YNAKOBKE MNPOM3BOJUTEIA B
peareHTOB CYXOM, 3aUIMIIEHHOM OT CBETA MECTE, NpH
TeMneparype ot 2 go 8 °C.
Barmanne! 3aMopakuBaHUE HE
JOITyCKAETCH
Tpaucnopraposannae B TeUeHHAE  CpoKa | mpu TeMneparype ot 2 oo 8 °C
TOQHOCTH
15 cyTok npu Temneparype ot 9 1o 30 °C
BCKpHITEIE  KOMHOOHEHTH: | B TEUCHHE  CPOKa | XpaHHTh B YNAKOBKE IPOH3BOAUTENA B
K(+), K(-), ®CB-T, | rogsocTH Habopa | cyXoM, 3aIIHIIEHHOM OT CBETZ MECTE, IPH
TMB, PK, PPO, Cron- | peareHToB TeMneparype ot 2 10 8 °C
pearent, MMmynocopSenT | He Gonee 10 cyTox npu Temneparype or 15 ao 30 °C
PaGoumii  mpommBouHEif | He 6osee 15 cyTOK npr Temneparype ot 18 no 28 °C
pacteop PCB-T He Gonee 45 cyTok Ip# TeMneparype ot 2 Ji0 8 °C

TpaucnoprupoBaaMe ¥ XpaHeHHe Habopa peareHTOB PEROMEHIYETc OCYIECTBIATL B
cootBercTBrH ¢ . 12 TOCT P 51088-2013.

11. TAPAHTHHHBLIE OBST3ATEJILCTBA

TIpon3BOAKTENs rapAHTHPYET COOTBETCTBHE HaGopa pearentos «BI'A IgM saxear-HMBHAH-
W ®A» TpeSoBaHnsM HOPMATHBHON H TEXHHIECKON SOKYMCHTAIHH, & TAKKE Ka9ecTBO K 6€30MacHOCT
NpOAYKTa B TEIEHHE BCENO CPOKA MOHOCTH.

Pexnamauuu Ha crienududeckue u dpusuueckne cpolicTsa HaGopa pearentoB « BI'A IgM 3axsar-
UMBUAH-VUOA» HanpaBnaTs No afpecy NpeNpuATHA-H3roToBHTeNd: O6mecTBo ¢ OrpaHHueHHOH
orsercreentocTsio K AIMBUAH JIAB» (000 «MMBHUAH JIAB»), 630559, Poccnsa, Hosocubupckas
obnacTs, r.o. pabounit noc&nok Konsuoso, p.n. Konsuoso, yn. Canopas, a. 2/7, arax 2, noMemn, 2, TeiL.:
+7 (383) 209-34-54, info@imbian.ru, www.imbian.ru.

12. ©®OPMA HOAAYH PEKJIAMALIHHA
Jina npoBeAcHHs PACCNCAOBAHMA H MONYYeHHA OOLEKTHBHHIX BHBOJOB N0 3afB/IEHHOMN

pexaManua Heo6XoauMO PeJOCTaBUTD:

- peKnaMallHOHHbIH HaGop peareHTOB (IPH HANMHYHH) C COMPOBOUTENLHBIM MHCEMOM,
cofepXalluM UHGOpMaLHIO O BIABJICHHKIX HECOOTBETCTBHAX;

- HCCIexyeMblie 00pasin;

- NPOTOKONE! HCCNEROBAHKN, BHIMOIHEHHBIX APYIHM METOHOM (YKa3aTh HAMMEHOBAHHE,
CEpHIO, CPOK NOIHOCTH HaGopa);

- NPOTOKONEI MCCNEAOBAHHNY, BLIMONHEHHHX pedepeHCHHM HabopoM, HMEIOmAM
perncTpalunoHHOe yaocToBepeHne Poccuiickolt ®enepamnmn (ykalaTh HaMMCHOBAaHHE, CEPHIO, CPOK
roaaocTH Habopa).

13. CHMBOJIbI MAPKAPOBKH
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Tabruya 7. Cumeonsl, npuMensemvie npu Mapruposxe

Cumson HauMeHoBaHHE CHMBOJIA CnmMeon HanmeHnoBaune CHMBONIA
g Hcnons3osarts 10 1® 3anper Ha IOBTOPHOC IPUMCHCHUE
d Jata wsroroBnenus d HarotosuTens
e
e, |He pomyckars  BO3fmekcTBHA
LOT HoMmep cepun 4\ CUHOTO CBeTA
REF HoMmep 1o karanory W ConepxuMoro JOCTATOYHO JUIA
n | MpOBeNeHHS N TECTOB
=T O0patuTech K HHCTPYKIHH IO Meaummnckoe — M3gemme Ui
i VD A
L NPHMEHEHHIO AMaTHOCTHKH in vitro
_/ﬂ}"‘ Tveren TeMIn - @ He HCTIONB30BATH npu
e pea eparyp MOBPEXIEHAH YNIAKOBKH
fi bepeuw oT BArN & Buonoruveckuii puck
Xpynkoe, obpamaTsca c|.
OGpamarses ¢ OCTOPORKHOCTHIO ! OCTOPOXHO
H302: Bperuo npu
TpOrNaTHIBaHHH
H3135: Ilpu nonazanuy Ha KOXY
Bepx BHI3BIBAET PA3APAXCHHE
H319: Ipu monagaHum B Iviasa
BBI3BIBACT BBIpaXKeHHOE

14, IHTPUXKOJ
Tabmuna 8. IllTpuxkon HaGopa pearentos «BI'A IgM 3axsaT-HMBUAH-UDA»

Nt KOMILIEXTa ITprxxon
Komnnext Nel 4620102805219
Kommuext Ne2 4620102805226
Kommnext Ne3 4620102805233
Komnnext Ned 4620102805240
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