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TmNdri

1 HasHa4yeHue Habopa
1.1 Habop peareHToB /19 MIMMYHO(EPMEHTHOIO OnpegeieHns UMMYHOI/1I06y/IMHOB Knacca M

(IgM) K aHTWUreHam OMUCTOPXMCOB B CbIBOPOTKe (Mnasme) KpoBW 4yenoBeka «Onuctopx IgM-
NMMBUAH-N®A», TY 21.20.23-160-41390295-2022 npefHasHayeH [15i KQUeCTBEHHOMO BbIAB/IEHNA
aHTuTen knacca M (IgM) K aHTUreHam OnMCTOPXMCOB B CbIBOPOTKE M nnasme (¢ SATA, renapuHom munm
UMTPaTOM HaTPWUA) KPOBU YesioBeKa METOLOM TBepAo(asHOro HenpsamMoro WUMMYHOM(EPMEHTHOMO
aHanusa (MPA).

Hab6op peareHToB «Onuctopx IgM-IMBUAH-N®A» pekomMeHAYeTCA NPUMEHATb ANS:

. ANarHOCTUKM OMNMUCTOPX03a.

. ANS AMarHoCTUKM in vitro.
1.2. O6nacTb NPUMEHeHUS - KIMHUYeCKas nabopaTopHasn AMarHocTuka. Jns AMarHocTuKM in vitro.

Hab6op peareHToB «OnucTopx IgM-UMBUAH-U®A» npegHasHayeH ans
NPOgecCUOHaNbHOr0  NpUMeHeHMs. loTeHUMaIbHble NOTpebutenn wusgenns: JlabopaTopHble
nogpasgeneHus NeYveBbHO-NPONNaKTUYECKUX yUpexXaeHui, VMEHLLMX CaHWUTapHo-
ANNOEMMNONOIMYECKOE 3aK/UeHWe Ha paboTy ¢  BO3OYAUTENSMU  MHGEKUMOHHBLIX BGONe3Hen
yenoseka I11-1V rpynnbl naToreHHOCTW.

MpodeccnoHanbHbI YpoBeHb NOTEHLMa/IbHbIX MO/b30BaTENEN.

Habop npefHa3HayeH 415 MCMOMb30BaHWS MEPCOHAIOM KIMHUKO-AMArHOCTUYECKMX fabopaTopuii ¢
BbICLULMM X CPeAHUM  MeAULUMHCKMM,  O6UMONnornyeckum  0bpasoBaHMEM,  MPOLLEALLIVM
NOArOTOBKY/MHCTPYKTaX MO BOnpocaM obecrneyveHnsi TpeboBaHWA G1ONOrMYecKoin 6e30MacHOCTH,
NPOBEAEHHbIN COTPYAHUKAMU OpraHmn3aumin n yupexaeHuin PocrnotpebHaasopa, OCyLLEeCTBSHOLMX
[eAaTeNIbHOCTb C BO30YAUTENAMU UH(EKLMOHHBIX 60ne3Hel yenoseka II-1V rpynnbl naTtoreHHoCTu.
Bpay KNMHM4YecKor nabopaTtopHOn AnarHoCTUKK, MeANLUUHCKNIA NabopaToOPHbIN TEXHUK.

2. XapaKTepucTumka musgennsa. Komnnekraumsa Habopa.
2.1. CoctaB Habopa peareHToB «Onuctopx IgM-IMBNAH-NDAx»:

Ha3BaHue KOMMOHeHTa OnvcaHne KOMMOHeHTa CocTaB Habopa

3anasHHbIA B (DOMLIMPOBAHHLIA  NakeT  96-1yHOUHbIN
pa3bopHbIi NOMUCTUPOSOBbIA nnaHwet ons
VMMYHO/IOMMYECKUX PeaKLyii ¢ MAockum gHoM (12 cTpunos

VIMMyHOCOPGEHT no 8 nyHoK) € copbypoBaHHLIM PEKOMOUHAHTHBLIMM Lum.
aHTUreHamm On1CTOPXMCOB.
["OTOB K MPUMEHEHWIO
VHaKTUBMPOBaHHbIA ~ MONOXKMTENbHBIA  KOHTPOMbHbIN
obpasel, Ha OCHOBE CbIBOPOTKM KPOBM  YeNOBEKa,
K(+) cogepxalumii IgM aHTUTeNa K aHTUreHaMm OrnmMCTOPXMCOB. I dpnakoH
[Mpo3payHas »KMAKOCTb XKeNnToro UgeTa (1,5 mn)
Cogep>knT npoknnH-300 (0, ! %).
"OTOB K NMPUMEHEHWIIO.
VHaKTVBMPOBaHHbI ~ OTPULATENbHBIA  KOHTPO/bHbINA
obpasel, Ha OCHOBE CbIBOPOTKM KPOBW 4enOBEKa, He
COAEPXKAaLMIA aHTUTeNa K aHTUreHam  ONMCTOPXMCOB. 1 pnakoH
KG) lMpo3payHast XXMAKOCTb CUHErO LiBeTa (2,5 mn)
Cogep>kunT npoknuH-300 (0,1%).
[(0TOB K NPUMEHEHWIO.
KOHLEHTpAT NPOMbIBOYHOIO PacTBopa, 26-KpaTHbIiA.
Cnerka onasiecuppytoLasi, 6ecuyBeTHas XMAKOCTb,
BO3MOXHO BbIMafeHvie 0CafKa. 1 dnakoH
OCB-T (x26) c
O0epP>XUT KOHUEHTpaT (ochaTHO-conesoro 6ydepa, (30,0 mn)
6eH30aT HaTpusa (0,2%).
TpebyeT pasBeaeHns
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PacTBop /191 pasBefeHns 0GpasLioB.

PPO OnanecuypyoLas XXMAKoCTb (PUONETOBOMO LIBETA. 1 chnakoH
Copiep>kuUT npoKnuH-300 (0,1%). (12,0 mn)
"oTOB K MPUMEHEHNIO
Pacteop aHTUTEN NpoTWB IgM YesnioBeka ¢ NepoKcHaasol
XpeHa. u
PK [Mpo3payHas XXMAKOCTb 3e/1eHOr0 LiBeTa. 1dpnakoH
Copfep>knT ochaTHO-conesoii bydep, cTabunmsaTopsl, (13,0 mn)
teHon (0,2%)
[oToB K MPUMEHEHUIO
Pactsop TMB.
Mpo3spayHas 6ecLBETHAA XXMAKOCTb.
1 prakoH
TMb Coaep>KUT TeTpameTUN6eH3naNH, CTabunusaTopsl,
(13,0 mn)
aumeTuncynbokens. 6eHsoaT HaTpua - 0,2 %
[oTOB K MPUMEHEHUIO
PaCcTBOP CEPHOIA KWC/OTbI.
CTOMN-peareHT lMpo3payHas 6ecLBeTHas XNAKOCTb. 1 dprakoH
COAep>KUT KUCNOTY cepHyto (1,0Mmons/anTp). (12,0 mn)
[(0TOB K NpPVUMEHeHU0
MneHka 4N 3aKnenBaHns niaHLeTa 2 um.
BaHHOUKa 19 peareHToB 2 um.
HakoHeuHMKN1 06beMoM 10 200 MK/ 16 .
VIHCTpYKUMS MO NpUMEHEHMIO Habopa peareHToB 1um

2.2.  KomnnekTHOCTb Habopa.
Habop peareHTOB BbLLYCKaeTCA B OAHOM BapuaHTe KOMMIeKTaLun:
KomnnekT paccumtaH Ha 96 onpefeneHuid, BKIOYas KOHTPO/IbHblE 06pasupbl, C MCMOb30BaHWUEM

aHanm3aTopa aBTOMaTUYeCKOro UMMYHO(EPMEHTHOIO OTKPBLITOrO TWUMa WM C MOMOLLBIO PYYHOMN
MOCTaHOBKM aHa/n3a.

BO3MOXHbI OTAe/bHbIE HE3aBUCKMbIE MOCTAHOBKM aHasm3a ¢ He0bX0AMMbIM KOIMYECTBOM CTPUMOB
NN NyHOK MIMMyHocopbeHTa.

2.3. MpuHunn meToga

MpuHUMN  JeiicTBMA  Habopa peareHToB -  HEMNpAMOW  ABYXCTaAuiHbIA  TBepAodasHbIi
MMMYHOMEPMEHTHbIN aHann3. Ha MOBEPXHOCTM lYHOK MOAUCTMPONOBOr0 MiaHLeTa COpOoMpPOBaHbI
PEKOMOUHAHTHbIE aHTUMeHbl OMUCTOPXMCOB. B NYyHKWM BHOCATCS KOHTPO/bHbIE U aHa/M3MpyeMble
o6pasubl. Mpu HaimMumm B obpasuax cneymdmyecknx IgM aHTUTEN K aHTUreHam OMMCTOPXMCOB
06pa3syeTcs KOMMNeKC (aHTUreH-aHTUTEeNO), BbISBNISIEMbIi MOCPEACTBOM NOC/EAYHOLLEN MHKyGaLmm C
pacTBOPOM KOHbiOrata (aHTuTena K IgM 4YenoBeka, MeYeHHble MepoKcuMaason XxpeHa). [Mpu
po6asneHnn pacteopa TMB B pesynbTaTe (hepMeHTaTUBHOM peakLum COAEPXKMMOE NIYHOK MiaHLLIeTa
OKpalmBaeTcsi. ®depmeHTaTMBHas peakuusi OCTaHaB/MBaeTCA BHeceHnem CTomM-peareHTa.
VHTEHCMBHOCTL OKpalumBaHus (ONTUYecKas MI0THOCTb), NPOMOPLUMOHanbHas KonuyecTsy IgM K
aHTUreHaMm ONWCTOPXUCOM B aHa/M3MpyemMoM  0b6pasue, PerucTpupyetcs € MOMOLLbHO
CMeKTpooTOMeTPA.

3. XAPAKTEPNCTUKWN HABOPA PEATEHTOB

3.1.  AHannTuyecKune xapakTepucTuku
3.1.1. UYyBCTBUTE/NLHOCTbL HAbOpa peareHToB
UyBCTBUTENIBHOCTL Habopa peareHTOB MpW WCCMeA0BaHUM Ha KOHTPONbHOW MaHenu CbIBOPOTOK

«AHTU-Opisthorchis  felineus 1gM  KOHTposibHas naHenb»  (npowssogutens PULL  PTM»
(npounssoauTens UL, ®TM) coctaBnset 100 % 6e3 NOXHOOTPULATENbHbIX Pe3y/bTaToB.

3.1.2. CneymngpnyHocTb Habopa peareHToB
CneunduryHocTb Habopa peareHTOB MpW UCCeA0BaHUM Ha KOHTPO/IbHOM NaHenu CbIBOPOTOK

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



«AHTKN-Opisthorchis felineus 1IgM KoHTposibHasA naHenb» (npounssoguTtens UL, ®TM) coctasnseT
100 % 6e3 N0XKHOMONOXUTENbHbIX PE3Yy/bTaToB.

3.1.3. TlloBTOpsieMOCTb
B pavkax npoBefeHVsi BHYTPEHHUX WUCMbITaHUA MOBTOPSEMOCTb OMpedensnach A8 Tpex

MONOXNTENbHLIX 06pa3LoB B 30 MOBTOpax Ha Tpex cepuax Habopa peareHToB «Omnuctopx IgM-
NMBUAH-N®A». BHYTPUCEPUINHBIA 1 MEXCEPHUIHbIA KO3((ULUMEHTLI BapraLmm namepeHns Ol
He npesbicuIn 8 %.

B pamkax npoBefeHnst TEXHNYECKMX UCTbITaHWI NOBTOPAEMOCTb OMNpefensnach A3 BOCbMM
nosTopoB K(+). KoahmupeHT Bapmauuy uamepeHust OnTuyeckor nioTHoctM K(+) B BOCbMU
noBTOpax Ha Habope peareHTOB He Npesbicu 8 %.

B pamkax npoBefeHUs KMHUYECKMX WCMNbITaHWA MOBTOPSEMOCTb ornpeaensnack And 6
06pa3LoB CbIBOPOTKM KpoBM M 6 06paslyoB Mnasmbl KPOBM YenoBeka. BHyTpucepuiiHbIi
KO3(h(hMUMEeHT Bapuauumn pe3ynbTaToB 06pasloB Kaxaoro tuna B 10 NoBTOpax OAHOM Cepun He
npe.biwaeT 8 %. MexXcepuitHbIi KO3((ULMEHT BapuaLm pe3ynsTaToB B OAHOM M TOM e 00pasTTe
[NS KaKAoro Tuna obpasua Ha Habope peareHToB «Onuctopx IgM-MIMBUAH-N®A» He npeBbicun
8%.

3.1.4. TMpaBunbHOCTb. 3HaYeHme onTnyeckoi NnoTHocTn K(+) (Al-H1) B KaXaoi nyHke
[lO/1KHO 6bITb He MeHee 0,500 o.e. MpaBunbHOCTL - 100%.

3.2.  [AnarHocTun4yeckune XapakKTepPUCTUKN.
3.2.1. BocnpounssognmocTb

[ns onpefeneHns BOCNPOM3BOAMMOCTM aHanM3a Oblia MpoBefeHa OLEeHKa pe3y/bTaToB
MOBTOPSEMOCTM aHa/In3a B Tpex /1abopaTopusx. BHYTPUCEPUIMHBIV 1 MEXXCEPUINHBIA KOIPMULMEHTI
BapuayMmn pesynbtaToB Habopa peareHToB «OnucTopx IgM-VIMBIIAH-U®A» npu nccnegosaHm
NOMIOXKMUTENIbHLIX 00pasLoB, COAEPXKaLWMX aHTUTEeNa K aHTUreHam OnNUCTOPXMCOB, He npeBsbiwaeT 8,0
%

3.2.2. TlepekpecTHas peakTUBHOCTb

B paMKkax KIMHUYECKMX MCMbITaHWIA NEepeKPecTHY0 peakTUBHOCTbL Habopa peareHTOB M3ydan
Ha 209 3aBefOMO OTpuULATENbHBLIX CbIBOPOTKAX KPOBU 4YenoBeka M3 xpaHunuwa Kposn ®ULL ¢TM,
He cogepxawmx aHTuTena K Opisthorchis felineus 1 0To6paHHbIX 06Pa3LL0B CbIBOPOTOK COAEPXKALLIMX
aHTUTeNa K pa3MYHbIM MHPEKLMOHHLIM areHTam: Giardia lamblia. Toxoplasma gondii, Trichomonas
vaginalis, Ascaris lumbricoides. Echinococcus granulosus, Toxocara canis. Pesynbtatel VIPA
nokasain, 4TO Hecneyuguyeckme B3aUMOLENCTBUS PEKOMOMHAHTHbLIX aHTWUIeHOB BUpyca C
aHTUTeNaMm pasiMiHbIX MHEKLMOHHBPC areHTOB Ma/lOBEPOSTHBI.

3.2.3. NHTepbepupytoLLne BelllecTBa

Ha pe3ynbTar aHanM3a He okasblBatoT remorniobuH (ot 100,0 go 300,0 r/n), xonectepuH (0T
15 po 4 r/n), obwwii 6enok (ot 60,0 go 150,0 r/n), raoko3a (ot 800,0 go 2000,0 wmr/n),
Tpurnamyepuasl (ot 1,5 go 10,0r/n), ataHon (ot 100,0 go 2000,0 mr/n), moyeBuHa (oT 90,0 go 800,0
mr/n), mono4yHas kucnota (ot 63,0 4o 400,0 mr/n) 1 o6wmin GunmpyouH (ot 10,0 go 300,0 mr/n) B
K/IMHNYECKMX 0bpasLiax.

3.2.4. OKBUBANEHTHOCTb

B pamkax npoBeAeHUs BHYTPEHHUX WCMbITAHUA OLEHKY 3KBUBAEHTHOCTW pe3y/bTaToB
aHanmsa Habopa «Onuctopx IgM-MIMBUAH-N®PA», nony4yeHHbIX MNPy NOCTAaHOBKE aHa/lu3a Ha
CbIBOPOTKE U MasmMe (C renapuHoM, UUTpaTom Hatpus u OATA), NoNyYeHHbIX OT OAHOTO U toi o XKE
nayueHTa NPOBOAUAN Ha 06pa3Lax CbIBOPOTKM KPOBM YE/IOBEKA, HE COAEPXKALLUMX U COAepKaLimX
aHTUTEena knacca M (IgM) K aHTUreHam OMNMCTOPXMCOB MeTogoM MDA npu NOCTaHOBKE MO
npoueaype Nel (TepmoLueiikep) v npoueaype Ne2 (TepmocTar).
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IrobiaE

3.2.5. TTwuarHocTuyeckas YyBCTBUTENbHOCTb HAOOPa peareHToB

B xoge t0iMHMKO-NabopaTOPHbIX MWCMbITAHWA  AMArHOCTUYECKYKD — YYBCTBUTE/ILHOCTb
BbliBNIeHUA aHTUTen knacca M (IgM) K aHTureHam OMUCTOPXMCOB onpegensnu. Ha 202
NONOXMTENbHbIX 06pa3uax, nokasaHa 100 % uyBcTBUTENLHOCTL (4B 95%, AN: 98,52% -100%).

3.2.6. [varHocTuueckas cneyngpuyHoCcTb Habopa peareHToB

B xofe KIMHMKO-N1abopaToOpHbIX UCMbITaHWIA AMAarHOCTUYECKYHO CMEeUUpUYHOCTb BbISB/IEHUS
aHTuTen knacca M (IgM) K aHTWreHam OMNMUCTOPXMCOB onpefensnn Ha 399 oTpuLaTenbHbIX
ob6pasuax, nokasaHa 100 % cneundumyHocTb (4B 95%, AN: 99,25% -100%).
4. Mepbl NpegoCcToOPOXKHOCTU
4.1. TloTeHUManbHbIA PUCK NPYMeHeHNs Habopa peareHToB N0 HoMeHKNaTypHOW Knaccugmkaumm
MeANUNHCKNX M3Aenuia, yTeepxxaeHHou Mpukasom MuH3apasa Poccuiickont ®@egepaumm Ne 4H oT 6
noHsA 2012 roga (B pepakumm Mpukasa MuH3gpasa Poccum ot 25.09.2014 N 557H) - knacc 26.
4.2. Habop peareHTOB npefHa3HauyeH TOMbLKO AN MPOGecCMOHaNbHOIO MCNo/b3oBaHus. Paboty
crnefyeT MpOBOAMTL B CheulMaibHO 0060pYAOBaHHOM MOMeLLEHUK fabopaTtopuu, OTBeYaroLlei
TpeboBaHuaM  CaHlunH  3.3686-21  «CaHUTapHO-3aNUAEMUONOrMYecKne  TpeboBaHUs MO
NPohnNakTKe WHPEKUMOHHBIX 60ne3Hei». [pyu paboTe ¢ Habopom peareHTOB TpebyeTcs
cobnogate  «/HCTPYKUMIO MO Mepam  MPOUIAKTUKA  PacrpoCTpaHeHUs  MHMEKLMOHHbIX
3a60neBaHuii Npu paboTe B KIMHMUKO-ANArHOCTUYECKMX nabopaTopusx ievebHO-NpodmnaakTMyecKmx
yupexaeHuin», yTeepkaeHHyt0o MuHsgpasom CCCP 17 anBapsi 1991 roga; FTOCT P 52905-2007
(MCO 15190:2003) «J1abopaTopmmn MeanMUUHCKME. TpeboBaHNs 6e30MacHOCTU.
4.3. Tak Kak KOHTPO/ibHbIE 1 aHasM3npyemMble 06pasLibl, KOMMOHEHTbI HA60pa peareHToB AB/IAKOTCA
NOTEHUNIbHO  MH(UUMPOBAHHBLIM  GroMaTepuaniom, TO npu pabote ¢ HaboOpoOM peareHTOB
Heob6X0AMMO MCMNOb30BaTb UHAMBUAYANbHbIE CPEACTBA 3aLliMTbl: XanaT, ro/IoBHOM Y60p, pe3nHOBbIe
WU NNaCTUKOBbIE MepyaTkuy, CreuuabHyo 00yBb, 3alUMTHbIE OYKN WIN LLMTOK).
4.4. O6pabaTbiBaTb pyKu nocne paboTbl ¢ HAGOPOM peareHTOB M 0bpa3uamu B COOTBETCTBUM C
AEVCTBYHOLLIEN HOPMATUBHOW JOKYMEHTaLMEN.
4.5. CblBOpOTKa (M/71a3Ma) KPOBW YesioBeKa, UCMOob30BaHHasA A4/ NMPUIrOTOBEHUS NMOMOXNTENbHbIX
KOHTPO/EN, MHaKTUBMPOBaHa HarpeBaHvem npu Temnepatype (56+1)°C B TeueHue 3 Y, COAEPXKUT
aHtutena IgM K aHTuUreHam onmMcTopxmcoB N He cogepxkat p24 BNY-1, HBsAgQ, aHTuTena Kk BAY-1,
BWY-2, BI'C n Treponema pallidum.
4.6. CbiBOpoTKa (Nnia3ma) KpoBW YenoBeKa, UCMOo/b30BaHHaA AN1s MPUTOTOB/IEHUA OTPULIATENIbHOTO
KOHTPONS, MHaKTUBMPOBaHa HarpesaHveM npu temnepatype (56x1)®C B TeueHne 3 4, He COAEPXKUT
aHTUTeNa K aHTUreHaMm ONMCTOPXMCOB, aHTUTena K BNY-1, BNU-2, BI'C, Treponema pallidum,
p24 BNY-1 n HBsAg.
4.7. B coctaB komnoHeHTOB K(+), K(-), PPO, PK, TMB, ®Cb-T(x26) BXOAAT KOHCEpBaHTbI B
KOHLIEHTpaUMAX, ABNAKOLMXCA HETOKCUYHbIMK. K(+), K(-), PPO - 0,1% MpoknuHa 300; PK - 0,1%
theHona; TMbB - 0,03% 6eH3oata HaTpusi; PCB-T(x26) - 0,2% 6eH30aTa HaTpus. Bce peakTuBbl,
BXOsLLME B COCTaB KOMMOHEHTOB Habopa peareHTOB B MCMO/b3YeMbIX KOHLEHTPaLMsaX, SBASHOTCS
HETOKCUYHbIMW.
4.8. Cton-peareHT o06n1afaeT pasgpaxarolmm [LeincTBmMeM, 3a CYeT KUCNOTbl cepHoin  (5%)
BXogAWein B coctas. Mpu paboTte nsberatb nonagaHnsa CTor-peareHTa Ha KOXY W Civ3ucTble. B
cyyae nonagaHus NpPOMbITb MOPAXKEHHBIA Y4aCTOK BONbLUMM KONMYECTBOM MPOTOYHOM BOAbI. Bec
KOMMOHEHTbI, BXOAALLME B COCTaB Habopa peareHToB, NpeAHa3HayueHbl TONbKO A4J1F ANarHOCTUKM «in
Vvitro». Bce peakTuBbl B MCNO/b3YeMbIX KOHLEHTPAUWSAX, BXOASALLME B COCTaB KOMMOHEHTOB Habopa
peareHToB - HETOKCUYHbIE.
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Itbe

4.9. Bce npoMbliBHble PacTBOpbl CrefyeT cobupaTb B CreuuanbHbIii KOHTeliHep 1 06pabaTtbiBaTb
Ae3VHQUUMPYIOWNMN  CPeACTBaMK, paspeLLeHHbIMU 41 NPUMEHEHWS Ha Tepputopun PP B
YCTaHOB/IEHHOM MOPSIZKE.

4.10. Bce TBepable OTX0fbl CnefyeT cobupaTb B CreuMabHbliA KOHTelHep, 06e33apaxuBatb B
COOTBETCTBMM € TpeboBaHuamyn CaHlMnH 2.1.3684-21 «CaHuTapHO-3NUAEMMONOrNYECKNE
TpeboBaHUA K COLepXXaHWNI0 TEPPUTOPUIA TOPOACKUX U CENIbCKMX MOCENIeHUH, K BOAHBIM 06beKTaM,
NMUTLEBO BOAE W MNUTLEBOMY BOLOCHAGXeHWIO, aTMOC(epHOMY BO34yXy, MOYBaM, >XWUiam
MOMELLIEHUAM, 3KCrlyaTaumy NPOU3BOLCTBEHHBIX, OOLLECTBEHHbLIX MOMELLEHWIA, opraHu3aumMm u
NPOBELEHNIO CAHUTAPHO-MPOTUBO3NUAEMUYECKUX (NPOPUIAKTUYECKIX) MEPONPUATUIAY.

4.11. NNabopaTopHyt0 MocyZy MHOropasoBOro WCMO/b30BaHUA W PacXOfHble  MaTepuaibl,
KOHTaKTMpyIoLLMe C ucCnedyeMbiMM U KOHTPO/IbHbIMKW 06pasuamun, cnegyeT 06e33apaxusarb C
MCNOJb30BAHMEM [Ee3VHPULMPYIOLLMX CPeLCTB, HEe COAepXallMX akTUBHbIA KWUCMOPO4 W XJiop,
0OKa3broaroLmx HeraTVBHOE BO3/ENCTBYE Ha kavyecTBO NDA.

4.12. \HCTpyMeHTbI, 060pyAoBaHMe, a TaKxke paboune MOBEPXHOCTU CTOMIOB  HEobXo4MMO
npoTtupatb 70 % pacTBOPOM 3TUIOBOrO CNNPTA.

5. O6ecneyeHre KayecTBa 1UCCNejoBaHN

5.1. BbINoMHATL MpoLeasypy aHanmsa crefyeT B CTPOrOM COOTBETCTBUM C  UHCTPYKLMER,
npunaraemMoi K Habopy peareHToB.

5.2.  He ncnonb3oBaTb peareHTbl C UCTEKLLMM CPOKOM FOAHOCTW.

5.3. He ucnonb3oBatb peareHTbl Apyrnx NPoVU3BOANUTENEN.

5.4. Henb3a ncnonb3oBaTb peareHTbl U3 HAaBOPOB PasHbIX CEpUA UM CMeLLMBaTb MX B MpoLecce
aHanm3a, Kpome HecreLmprUyecKx KOMNOHeHTOB Habopa (cMoTpu n. 2.2).

5.5. He noggepratb peareHTbl BO3AENCTBMIO BbICOKMX TEMMepaTyp M MPAMbIX CO/THEYHbIX NyYell B
npoLiecce NCNoMb30BaHNA U XPaHeHUS.

5.6. Heponyctumo 3amopaxumBaHWe Habopa peareHTOB, KakK LENMKOM, TaK W OTAeNbHbIX ee
KOMIMOHEHTOB.

5.7. WccnefosaHusi NpoBOAWTb B MOMELLEHUM C KOMHATHOW TemnepaTypoil (B COOTBETCTBUM C
[EVCTBYHOLLIEN HOPMATUBHOM JOKYMEHTaLMENR).

5.8. He npoBoguTb wWccneaoBaHWs B MPUCYTCTBUM MapoB  LUEMOYEN, KWUCNOT, anbernios, B
3arbl/IeHHOM MOMELLEHUN.

59. [Ans pe3vH(eKuMM  MUCNOMb30BaTb  peareHTbl, He OKasblBalowie BO3JeACTBUA  Ha
(PepMEHTATMBHYIO peakumio: Ae3nH(pULMPYIOLLMe CpeicTBa HA OCHOBE YETBEPTUYUHBLIX aMMOHMUEBbIX
COeAMHEHWIA, CNMPTOB, TPETUYHBIX aMWUHOB.

5.10. B nowmelleHnn, rae NpOBOAUTCS WCCNeLOBaHWe, He WCMo/b30BaTh Ae3vHpUUMpyoLwme
CpeacCTBa, COAepXKaLLye aKTUBHbIV KACIOPOA 1 X/10p.

5.11. cnonb3oBaTth YMCTYHO, TLLATENbHO MPOMbITYHO 1ab0OPaToOPHYHO Nocyay.

5.12. Vcnonb3oBath NpoLlefline Bainaauunio 403aTopsl U 060pyL0BaHuMe.

5.13. Mpwn paboTe c obpasamMn K peareHTamy Habopa MCMo/b30BaTb YMCTbIE, HOBble OAHOPA30Bble
HaKOHEUYHWKMN OTAENbHO A/1 KKA0ro aHaM3npyemoro obpasua 1 KOMMoHeHTa Habopa peareHTos.
5.14. Tlpn 4aCTMYHOM MCMOMb30BaHUM Habopa peareHTOB 3anpelleHo CAMBaTb  OCTaTKU
Hencnosib30BaHHOr0 KOMIMOHEHTa Habopa 06paTHO BO (P/1AKOH.

5.15. VICKNOUYUTL KOHTAKT METAIIMYECKNX NpeameToB ¢ TMB.

5.16. cnonb3oBaTh HOBble OHOPA30Bble BAHHOUKM [/15 K&XA0ro KOMMNOHEeHTa Habopa peareHToB.
5.17. He ncnonb3oBaTb OAHY U TY XK€ EMKOCTb, B TOM YMC/lIe U1 MHOrOpasoBYtO, MOC/E MPOMbIBKY,
ana TMB.
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5.18. PekomeHayeTcs and otéopa TMB umcnonb3oBaTh pasHble [03aTOpbl MUMETOYHbIE. [pw
MCNOMb30BaHNWN OAHOr0 [J03aTopa HeoOXOLMMO TLIATeNbHO CeAMTb 3a YUCTOTOM MOCaf04yHOro
KOHyca [fo3aTtopa. [lepef CMeHOW peareHTa TLiaTe/lbHO 06pabaTbiBaTb BHYTPEHHIOK W BHELLUHIOK
MOBEPXHOCTM NOCaA04HOro KoHyca 70% 3TUI0BbIM CINPTOM.

5.19. Ansa oTMbIBKM VIMMYHOCOp6eHTa peKOMEHAYeTCS UCMO0/b30BaTb aBTOMATUYECKOE W/ PYUHOE
MPOMbIBOYHOE YCTPOMCTBO. B KOHUe paboyero fHA HEOOGXOLMMO NPOBOAWTL MPOMbIBKY CUCTEMBI
nofayn >XMAKOCTU LUCTUNINPOBAHHOW (LevoHM3MpoBaHHOM) Bogoiln. He pexxe 1 pas3a B Hegelllp
cnefyet obpabaTtbiBaTh LUAHI M eMKOCTY MPOMbIBOYHOIO yCTpoiicTBa 70% 3TUI0BLIM CINPTOM.

6. O6opyaoBaHve 1 MaTepuasibl

- TepMOrMrpoMeTp, NO3BOMIAIOLWMIA N3MEPATL TeMMepaTypy Bo3gyxa B Avana3oHe 0-30°C + 0,2°C,
OTHOCUTENbHYIO BNaXXHOCTb - 20-90%.

- A03aTopbl labopaTopHble NepeMeHHOro 06beMa 0HO- N MHOrOKaHa/IbHble BMECTUMOCTbIO OT 10 10
1000 mkn;

- HAKOHEYHWNKWN 0AHOpPa30Bble K f03aTopaM 1abopaTopHbIM BMeCTUMOCTbLIO 0T 10 4o 1000 MK,

- BAHHOYKW A/19 pa3BefeHNs KOMMOHEHTOB;

- MUKpoLEeHTpudyra nabopatopHas Ha 1000-3000 06/MuH;

TepMmocTaTupytoLee  YCTPOWCTBO  ANS  NJaHWeToB (MM TepMOCTaT) C  PEXUMOM
TepmocTaTnpoBaHna 37+1°C munm opbutasbHbI TepMOLLEKepP, MOAAEPXKMBAIOLWMIA TeMnepaTypy
37+ 1°C n ¢ yacToTOI BpalleHns nnatopmbl 700 06\MUH.;

- Op6UTaNbHbIN TePMOLLEKep, NogaepKmBatowmii Temnepatypy 37+ 1°C 1 ¢ YaCTOTOI BpaLLeHWs
nnargopmbl 700 06\MUH.;

- YCTPOMCTBO /15 MPOMbIBaHMA MaHLleTa (BoLuep);

- CMEKTPO(OTOMETP BEPTUKAIbHOMO CKAHMPOBAaHUA  MO3BOMIAIOWMIA  BbINOMHATL  U3MEPEHWS
OMTUYECKOIN MMIOTHOCTM COAEPXXMMOr0 NIYHOK niaHweTa npu 450 HM (0CHOBHOW (hunbTp) 1 620-680
HM (pedepeHCHbIn UNbTP);

- aHa/IM3aTOpP aBTOMATWUYECKNIA UMMYHO(EPMEHTHbIN OTKPLITOrO TUMA;

- X0104WNbHAA UM MOPO3U/IbHAA KaMepa;

- UWIMHAPbLI MepHble He HuKe 2 Knacca TOYHOCTU obbemom 100 1 1000 mn, konba nabopatopHas
BMecTUMOCTbHO 1000 mn;

') - eMKOCTb C KPbILLKOW AN XNAKOro 4e3.CPeAcTBa;

- BOJa ANCTUNIMPOBaHHas;

- bymara (punbTpoBasibHas;

- Talimep;

- O[lHOpa30Bble HECTEPU/bHbIE MEAULMHCKNE NEpUaTKW;

- nabopaTopHas nocyza.

7. AHanunsnpyembie npoosl

7.1. HaTtuBHas CbIBOPOTKa, nsasma (C renapvHom, umMTpaTtom Hatpus, SLTA) KpoBK YenoBeka.
AHanuTuyeckuii o6vem obpasua - 10 MKn.
1.2, O6pa3sup! CbIBOPOTKM (NnasMbl) KPOBK A0 aHanm3a MDA XpaHUTb He 6onee 7 CyTOK npwu

TemnepaTtype ot 2 go 8 °C. [nTenbHOe XpaHeHue (40 6 MecsueB) aHaIM3MpyemblxX 06pa3LoB
OCYLLIeCTBNATL Npu TeMnepatype muHyc 20 °C.

73. 3aMopoXKeHHble 06pa3Lbl Nepes MccnefoBaHeM NPOrpeTs Ao Temnepatypbl (17 go 27 C)
TLWaTeNbHO NepemMeLLaTh 19 YCTPaHeHMs BO3HWKAIOLLEro MNPy 3aMOPO3Ke rpagneHTa KOHLEeHTpaLWid.
Mpn paboTe C pasMOPOXeHHbIMM obpasuamu crefyeT yyuTbiBaTb, UTO Kaxzas NoOC/eayroLLas
3aMOpO3Ka-pa3Mopo3Ka CHMXKaeT KayecTBo uccrnegyemoro marepvana. C  Uenbl  NoyyYeHus
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[OCTOBEPHbIX pe3y/ibTaTOB  UCCNeA0BaHWs, MNPOM3BOAUTENb Habopa peareHTOB pPEKOMeHAyeT
1CNOJb30BaTb TObKO OAHOKPATHOE 3aMOpaXKMBaHMe-pasMopaxkmBaHme 06pasLioB, a TakKe XpaHeHue
HECKO/bKNX 3aMOPOXKEHHBIX a/IMKBOT 06pasLia.

7.4. He pekomeHAyeTCs WCMoNb30BaHWe [ANS WCCMef0BaHUA 06pas3LoB C MOBbILLIEHHBIM
COAEpPXXaHVemMm NUMMLoB W (WM) C Mpu3HaKamy remosnnsa, u (Mm) ¢ BUAWMBIM MUKPOOHBIM
3arpsasHeHmeM («rMpPopoCTOM»).

7.5. O6pasupl, cofepkallme 0CafoK, B3BELLUEHHble YacTuLbl, Nnepes aHaiM3oM NOABEPTHY
LIeHTPUQyrmposaHunto B TeueHrie 10 MuH npm yactoTe BpaLLeHus 3000 06/MUH.
BHuMmaHne!

Mepes NOArOTOBKOW peareHToB K paboTe M NpoBeAeHWEM WCCNefoBaHWUSA MPOU3BOAUTENb
HacTOATeNIbHO peKOMeHAyeT elle pa3 npounTatbh pasfen «ObecneyeHne KayecTBa
NccnefoBaHNM» HACTOALLE UHCTPYKLUW MO NPUMEHEHWIO.

8. [MoAroToBKa KOMMNOHEHTOB AN Uccneg0oBaHUA
8.1. NpenBapuTenbHble MaHUNYNALNN

Mepea MCnosb30BaHEM BCKPbITh YNakoBKY Habopa peareHTOB U 13B/ieYb BCE KOMMOHEHTHI,
BK/1OYas 3aneyataHHbIin IMMYHOCOP6EHT.

BblaepXaTb KOMMOHeHTbI B TedeHne 30 MUH npu TemnepaType oT 18 fo 28 ®C akKypaTHO
nepemMeLLaTh.

BHumaHnume! K(+), K(-), PPO, PK, TMbB 1 CTon-peareHT rotosbl K UCMNO/b30BaHUIO U He TPebytoT
[OMNOMHUTENbHBIX Pa3BefeHuiA.

Heucnonb3osaHHble K(+), K(-), PPO, PK, TMB wun Crton-peareHT XpaHUTb B YMakoBKe
NMpon3BOAUTENSA MPU TeMnepatype oT 2 10 8RC [0 UCTeYeHNs CpoKa rofHOCTM Habopa.

KomMnoHeHT ®CB-T (x26) npeacTaBneH B BUAE KOHLEHTpaTa. TpebytoT pa3seaeHus.

8.2. MoaroToBka MIMMyHOCOO6EHTa

BckpbiTb nakeT ¢ VIMMyHOCOGEHTOM. YCTaHOBWUTb B pamky VIMMyHOco6eHTa Heobxoammoe
KO/IMYeCTBO CTPUMOB. Hewncnonb3yemble B [JaHHOW MOCTAHOBKE CTPWUMbI Cpa3y MOcne BCKPbITUSA
nakeTa C MAaHLWeTOM NOMECTUTb B (hO/IbIMPOBAHHBINA NakKeT C 3aCTeXKON Tuna zip-lock. M3 naketa
YLaUTb OCTaTOUHbI BO3AYX, 3aKPbITb 3aCTEXKY, YOPaTh B XON04NbHYIO Kamepy.

XpaHnTb HENCMonb30BaHHbIE CTPUMbLI NPU Temnepatype oT 2 10 8 °C 40 UcTeveHns Cpoka rogHoCcTu
Habopa peareHTOB.

PamKy nnaHLleTa cpasy rocsie UCrosb30BaHWA MPOMbITb AUCTUNNMPOBAHHON BOAON. 3aTem - 70%
3TUNOBbIM  CMMPTOM W MOBTOPHO  AUCTWNNMPOBAaHHOW  BOAOW.  [pocywmnTb,  MCMOJb3yA
(unbTpoBasibHYO  Oymary. XpaHuTb B YMakOBKE MNPOW3BOAWTENA BMeCTe C  ApYrumu
HENCnosib30BaHHbIMUN PeareHTamm.

IMMyHOCOpP6EeHT (CTpurbl) MCNO/b30BaTb OAHOKPATHO!

8.3. MpuroTtosneHve paboyvero NPoMbIBOYHOro pacteopa ®Chb-T

BHumaHme! B npouecce XpaHeHUs M TPaHCMOPTUPOBKM KOHUEHTpaTa MPOMbIBOYHOIO pacTsopa
(PCB-T (x26)) BO3MOXHO BbINaAeHNe ocafKa CONen.

Mpn Hannumm ocagka Bo diakoHe ¢ P Ch-T (x26) BblgepaTb npu Temnepatype 37+1®C o
MO/IHOIO PacTBOPEHWS CONeEN.

Pa6ounii NpoMbIBOYHbIV pacTBop ®CB-T roToBAT cneaytowmm 06pasom: B Konbe CMeLLnBatoT
cogepxumoe nakoHa PCB-T (x26) ¢ 750 mn BoAbl ANCTUNANPOBAHHOIA.

MpK MCNOMb30BaHUIN OJHOTO U HECKO/IbKUX CTPUMNOB MIMMYyHOCOp6eHTa Heobxoanmoe
KOMYecTBO paboyero NpombIBOYHOro pacteopa ®Chb-T NpUroToBUTL B COOTBETCTBUMN C TabNNLER 2.
Pabouunin npombTOYHbIN pacTBop PCB-T XpaHWUTb Npu Temnepatype oT 18 o 28°C He 6onee 10
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AHel unn npu TemnepaType oT 2 4o 8°C He 6onee 45 aHel.
Hencnonb3oBaHHbI KOHLEHTPAT NPOoMbIBOYHOIO pacteopa (PCB-T (x26)) XpaHWUTb B YNakoBKe
npoun3BoAnTeNs Npu Temnepatype ot 2 1o 8°C [0 UCTeYeHUs CPOKa rofAHOCTM Habopa.

Ta6numua 2. CBofHas TabnuLa NPUroTOBNEHUS Pabounx pacTBOPOB

KOMNYeCTBO UCMONb3YeMbIX Pabounii NpoMbIBOYHbIN pacTBop PCE>T
cTpunos, tr. ®CB-T (x26), Mn Boga*, mMn
1 2,0 [0 50,0
2 4,0 fo 100,0
3 6,0 4o 150,0
4 8,0 40 200,0
5 10,0 [0 250,0
6 12,0 4o 300,0
7 14,0 4o 350,0
8 16,0 [0 400,0
9 18,0 [10 450,0
10 20,0 40 500,0
M 22,0 [0 550,0
12 30,0 4o 750,0

NpyMeyaHue: * Bofa AUCTUIIMPOBaHHAA

9. NpoBeneHWe aHaIM3a

JTan
aHann3a

1
2

Npouenypa sTana aHan3a MpumeyaHne

YCTaHOBUTL HEOOXOAMMOE KO/IMYECTBO CTPUIMOB B PaMKY r/1aHLLeTa
BHecTu B ogHy nyHKy 100,0 mkn K(+), BHecTu B ogHy iyHKy 100,0 Mk K(-).

Bpems  BHeceHwWss  00pasuloB  Mpwu
B octaibHble NyHKM MIMMyHOCOp6eHTa BHECTW MO WMCMOMb30BAaHWW  BCErO  M/IaHLLETa  He
90,0 mkn PPO, a 3arem ro 10,0 MKn aHa/m3MpyembIx AOMKHO Npesbiath 10 MUH.
00pasLioB. HenpasuibHOe COOTHOLLEHWE B JIyHKe
3aknentb  NyHkM  MimmyHocopbeHTa  (CTpMMoB) O6BLEMOB aHa/mM3Mpyemoro o6pasua U
npunaraemMoii K Habopy peareHToB M/IEHKOM. PPO MOXeT MNpMBECTU K WCK&KEHWIO

pe3y/bTara 1CCMefoBaHS.
HKy61poBaTb IMMYHOCOPGEHT (CTpUMbI) B TeueHre 25 MHH B OpbuTasibHOM TepMOLLEnKepe
Mp¥ CKOpOoCTY BpaLLeHns 700 06/MUH Npuy TemnepaTypa UHKyGaumm: 37+ 1°C
Tpn pasa MpoOMbITb MJIAHLLET, paboyvm PacTBOPOM
®CB-T, BHoca B yHKM 400,0 MKN pacTsopa.
JKCMo3nUmMa MeXXay sTanamm OTMbIBKU - 30 CEKyHA,
Mcnonb3oBatb  PeXXMM  MEepeKpPecTHON  MPOMbIBKM
OTKAUVBaHNA XXMAKOCTM U3 [IBYX TOUEK [HA JTYHKN.
Mpy OTCYTCTBAM BO3MOXHOCTM WCMO/b30BATb PEXUAM
NEPEKPECTHON MPOMbIBKA  HEOOXOAMMO  YBENNY1ITh
KO/IMYeCTBO MPOMbIBOK [0 MATKN pas.
MO OKOHYaHUM MPOMbIBKA MpY  HEOOXOAVMMOCTY
Y[a/MTb Bfiary u3 NiyHOK, MOCTYKMBas M/IaHLLETOM o
(hMNbTPOBasILHON ByMare.
Bo Bce nyHkn mmyHocopbeHTa BHectn o 100,0 Bpems BHeceHusi PK npu 1cnonb3oBaHWm

BHumaHme! HepoctatouHaa acnvpaums
XXMIOKOCTU B NIYHKE MOXET MPUBECTU K
NCKaXKEHWIO pe3yribTaTa UCCef0BaHuA.
[MpownssoguTens peKoMeHAayeT
NCMOMb30BaTb  PEXUM  OTMbIBKM  C
MEePEKPECTHON NPUAOHHON acnmpaLyei.
BHumMaHve! He pgonyckatb BbICbIXaHue
NYHOK IMMyHocop6ebiTa B Mnepepbise
MEXIYy 3aBepLUeHVeM MPOMbIBOK U
BHECEHVIEM peareHToB.
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MKn PK. MOIHOMO  M/aHWeTa  He  A0/DKHO
3aKknentb  NyHKM  VIMMyHOcop6eHTa  (CTPWMOB) MPEBbILLATH 3 MUHYTDI.
npuaraeMoii K Habopy peareHToB MyIeHKOM
Hky6mpoBaTh VIMMYyHOCOPOEHT (CTpuNbI) B TeueHne 25 MHH B OpOUTa/lbHOM TEPMOLLIEVKEpe
MNp¥ CKOPOCTM BpaLleHus 700 06/MUH Npum TeMnepaTypa nHKybaumn: 37+ 18C A
Tpn pasa MpoMbITb M/aHLET paboysm pactBopoM BHuMaHwe! HepoctaTtouHas acnvpaLys
®CB-T, BHocA B yHKK 400,0 MKN pacTBopa. XXWUOKOCTU B NIYHKE MOXET MPUBECTU K
SKCMNOo3ULMA MeXy aTanaMn OTMbIBKU - 30 CeKyHA, NCKaXKEHWIO pe3yribTaTa UCCefoBaHus.
Mcrnonb3oBatb  pPeXXMM  MEPEKPECTHO  MPOMbIBKU [pou3BoauTesib pexkomeHayeT
OTKaUMBaHNSA XXUOKOCTU U3 ABYX TOUEK [HA TYHKW. NCMO/Mb30BaTb  PEXXMM  OTMbIBKM  C
Mpn OTCYTCTBMM BOSMOXHOCTU WCMOMb30BaTb PEXMM MEPEKPECTHON MPUAOHHON acrivipaLmen.
MEepeKPecTHON  MPOMbIBKMA  HEOOXOAUMO  YBE/IMUMUTb
KO/IMYeCTBO MPOMbIBOK A0 NATU pas. BHumaHve! He ponyckarb BbiCbixaHve
Mo OKOHYaHWM MPOMbIBKLA MPU  HEOOXOAMMOCTM flyHOK IMMyHOCOp6eHTa B rMepepbise
YL MTb Bfiary U3 IyHOK, MOCTYKMBas M/1aHLLETOM M0 MeXy 3aBepLUeHVMeM  MPOMbIBOK U
(hmnbTPOBasILHON ByMare. BHECEHMEM peareHToB.
Bpemsa BHECEHWS TMbB npu
Bo Bce nyHku nnaHwweta BHecTy no 100,0 mkn TMB  1MCMOMb30BaHUM  MOMHOTO  M/1aHLLIETa He
[0/DKHO MPeBbILLAaTh 3 MAHYTbI.
NHKy61poBaTh IMMYHOCOP6EHT (CTpuMbl) B TeyeHe 10 MUH B OpOUTaSIbHOM TepMoLLeinKepe
Mpy CKOpOCTM BpaLLieHns 700 06/MUH Npum TeMnepaTypa NHKyGaummn: 37+ 1RC
Bpema BHeceHuss Cron-peareHTa mpu
1CMOMb30BAHUN  MOMIHOMO M/1aHLLIeTa He
[0/DKHO MPeBbILLAaTL 3 MUHYTHI

PeakuUmMio OCTaHOBUTb BHECEHMEM B KXyt Ny’
MmyHocopbeHTa no 100,0 mkn CTon-peareHTa

3mepuTb  ONTMYecKyrd M/IOTHOCTb — COAEPXKUMOrO
NIYHOK C MOMOLLBHO CrieKTpodpoTomeTpa npu fimHe BHumaHme!

BO/HbI 450 HM Y4eT peakuym Heob6XOAMMO MPOU3BECTY
N UCronb3ys ABa wbTpa: He no3gHee, YeM uepe3 S5 MWH. roc/e
OCHOBHOM - 450 HV OCTaHOBKW peaKkLyn

pethepeHCHbIN - 620-680 HM.

BapuaHT X02 ("vcnosnb30BaHvie TepMocTaTa).

3Tan
aHanu3a

1
2

Mpouenypa sTana aHan3a MpumeyaHve

YCTaHOBUTb HEOOXOAMMOE KONMYECTBO CTPUMOB B PamKy M/iaHLLeTa

BHectv B ogHy niyHKy 100,0 Mk K(+), BHeCTV B ofHY niyHKy 100,0 mkn K(-).

Bpema  BHeceHMs  06pasLoB npu
MCMOMb30BAHNN  BCErO  M/aHLleTa  He

B ocTanbHble NyHKU VIMMyHOCOpP6eHTa BHECTW 0 [I0/DKHO MPeBbILLATS 10 MYH.

90,0 mkn PPO, a 3arem no 10,0 wmkn
aHa/IM3MpPyeMbIX 06pasLoB.

3aKknentb  NiyHkM  MimmyHocopbeHTa  (CTpUMoB)
npuaraemoi K Habopy peareHToB M/IEHKOA.

HenpaBuibHOe COOTHOLLEHWE B JIyHKe
06bEMOB aHa/M3Mpyemoro obpasua n PPO
MOXET MPUBECTUN K UCKKEHMIO pesy/ibTaTa
CCejoBaHA.

WHKy6upoBatb VIMMyHOCOp6eHT (CTpunbl) B TeueHne 30 MMH B TepMmocTaTte, Temneparypa
MHKyGaumn: 37+ 1°C

Tpu pas3a NPoOMbITb NMAHLIET paboumMM pacTBopoM  BHumaHve! HepoctatouHas acnvpaums

@®CB-T, BHocA B /iyHkM 400,0 MKn pacTsopa. YXVOKOCTU B JIYHKE MOXET MpPUBECTU K
IKCMOo3ULWA MeXKay Tanamu OTMbIBKU - 30 CeKyHA.  VICKaXKEHWIO pe3y/ibTaTa UCCe[oBaHuS.
cnonb3oBaTb  peXxyM  MepekpecTHOM  MPoMbIBKY — [pon3soauTesb peKoMeH/yeT

OTKaUVBaHA YXUAKOCTU U3 1BYX TOUEK [HA JTYHKU. UCMonb3oBaTb  PEXXMM  OTMbIBKU €
[Mpyv OTCYTCTBMM BO3MOXXHOCTM MCMO/b30BaTb PEXUM  MEPEKPECTHON NPUAOHHOMN acnvpaLyei.
MEePEeKPECTHON MPOMbIBKA  HEOOXOAMMO  YBENMUMTb

KO/MMYECTBO NPOMBIBOK A0 MATY pas. BHumaHve! He pgonyckaTb BbiCbIXaHWe
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Mo OKOHYaHWM MPOMbIBKMA MPU  HEOOXOAMMOCTM JIYHOK VIMMyHOCOpGeHTa B Mepepblse
Y[a/MTb B/ary U3 IyHOK, MOCTYKNBasA MMAHLLETOM M0 MEXAy  3aBeplUeHVeM  MPOMbIBOK U
(hnbTpOBaSILHON OyMare. BHECEHWEM PeareHTOoB.
Bo Bce nyHKn MimmyHocop6eHTa BHecTn ro 100,0
MKn PK.
3aKknentb  NiyHKM  IMMyHocopbeHTa  (CTpMnoB)
npunaraemoii K Habopy peareHToB M/IeHKOM
7 HKy6upoBaTb IMMyHOCOP6eHT (CTpunbl) B TedeHve 30 MHH B TepMocTare, Temreparypa
VHKy6aLym: 37+ 1RC
TpH pasa MpoMbITb MiaHWeT paboyumMM pacTBOpoM BHuMaHVe! HepoctatouHas — acnmoaHus

Bpema BHeceHna PK npu 1cnonb30BaHnm
MOMHOrO MMaHLLETa He AO/MKHO MPEBbILLIATL
3 MUHYTBI.

®CB-T, BHoca B yHKM 400,0 MKn pacTsopa. YXVOKOCTU B JIYHKE MOXET NPUBECTU K

3KCNo3nUMA MeXy aTanamy OTMbIBKM - 30 CEKYH.  UCKaXKEHWIO pesynbTaTa UCC/eA0BaHNS.

Mcnonb3oBatb  peXxxiuM  MepeKkpecTHoO/  NpombiBkY - Mpon3BoguTeSb pekoMeHayeT

OTKauMBaHUA XXMOKOCTU 3 ABYX TOYEK IHA lYHKW.  WCMO/Mb30BaTb  PEXXUM  OTMbIBKM  C
8 [Mpy OTCYTCTBIAV BO3MOXHOCTM UCMO/b30BATh PEXVIM MEPEKPECTHOM NPUAOHHOW acnmpaLyei.

MEPEKPECTHON MPOMBbIBKM HEOOXOAUMO  YBENNUNTL

KO/IMYECTBO NMPOMbIBOK [0 NATK pas. BHuvaHve! He ponyckarb BbICbIXaHWe

Mo OKOHYaHUM MPOMbIBKY MPU  HEOBXOAMMOCTM JIYHOK VIMMyHOCOpGeHTa B Mepepbise
Y[a/WTb BMary 13 iyHOK, MOCTYKVBast MIAHLLETOM M0 MEXOY  3aBepLUEHMEM  MPOMbIBOK U

(hMnbTPOBa/ILHOM ByMare. BHECEHWEM PeareHToB.
Bpema BHeceHua TMB npu 1cnonb3oBaHum
9 Bo Bce niyHKm nnaHLLeta BHecTn o 100,0 mkn TMB  MOMHOrO MAiaHLLETa He A0/MKHO NMPEBbILLIATL
3 MAHYTBI.
WHKy6uposatb VIMMyHOCOpGeHT (CTpunbl) B TeyeHue 15 MHH B TepMmocTaTe, Temneparypa
10 nHK aumn: 37+ 18C Bo3MoxHa MHKy6aLms Npy KOMHATHON TemnepaType B 3alULLEHHOM OT
cBeTa MecCTe.

Bpema BHeceHusa CTon-peareHTa npu
Peakumo OCTaHOBUTL BHECEHWEM B KaXKAYHO NYHKY

1 VIMMyHoCOpGeHTa 1o 100,0 MK/ CTON-peareHTa MCMOMb30BaHWN  MOSIHOTO  MJiaHLLeTa He
’ ' [0/MKHO NPEBbILLATL 3 MAHYTBI
V3mMepuTb  OMTUYECKYHO TM/IOTHOCTb  COAEPXKMMOrO
NIYHOK C MOMOLLIO CMEeKTPO(OTOMETPa NMpU AvHe  BHUMaHKe!
12 BO/HbI 450 HM YUeT peakuym Heo6X0oaMMO NPOU3BECTM He
W UCMONb3YA ABa uibTpa: nosgHee, Yem 4Yepes S5 MWH. riocne
OCHOBHOW - 450 HV OCTaHOBKM peaxLimn

pecthepeHcHbIN - 620-680 HW.
Mcnonb3oBaHne NP A-aHan13aTopos
Ha6op peareHToB «Onuctopx IgM-MIMBUAH-N®A» afantypoBaH Ans  f06bIX  OTKPbITbIX
noslyaBTOMaTUHYeCKnX 1 aBTOMaTUHYeCKUX UMMYHO(DEPMEHTHbIX aHa/IM3aTOPOB.
Mpouenypy aHanm3a NPOBOANTbL TakXKe, Kak 1 411 PYYHOI NOCTaHOBKWN aHan3a.

10. PacueTbl
Pe3ynbTaTbl PerMcTpypyroT Npu NOMOLLY CMEKTPO(POTOMETPA BEPTUKA/IbHOTO CKAHNPOBAHWS.
OnTnyeckyto NNOTHOCTL (OI) n3mepsAoT NPy ANNHe BOMHbLI 450 HM 1M MCNonb3ys ABa huUnbTpa -
450 HM (0CHOBHOI (hnnbTp) 1 620-680 HM (pedepeHCHBbIN UALTP).
Hynesoi ypoBeHb («6/1aHK») 3a4atoT Mo BO3AYyXY.
10.1. Kputepumn npaBuibLHOCTY TecTa
3HaueHme OI1 B nyHKe ¢ K(-) aomkHo 6bITb He 60nee 0,200.
3HaudeHme Ol B nyHKe ¢ K(+) fo/mkeH 6bITb He MeHee 0,500.
Ecnn nonyyeHHble 3HaveHNsa Ol B IyHKaX C KOHTPO/IbHbIMW 06pasLiaMn He COOTBETCTBYHOT
KpUTEpUAM NPaBUIbHOCTM TeCTa, Pesy/ibTaTbl TeCTa He yYuUTbIBAKOT. LccneoBaHne nNpoBoaAT
MOBTOPHO.
PaccunTtaTb KpUTUYecKoro ypoBHs - Ol kpuT.(CLL, oi1):

Ol Kput. = OMN K(-) cpegHee + 0,200*
*0,200 - KO3(hPMUMEHT, ONpedeneHHbIi METOLOM CTaTUCTUYECKOW 00paboTKM pe3ynbTaToB
nccnefoBaHnii Ha NPeanpUATAN-U3rOTOBUTESE.
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PaccunTaiite KoadduumeHT nosutmsHocTn (KIM): KM = O o6pa3ua/OrNkput
10,2. WHTepnpeTauma pesynbLTaToB

Ecnn KIM Tectupyemoro o6pasya MeHblie (<) 0,8, pesynbTaT uccnefoBaHus obpasiia cumTaroT
oTpuuatenibHbIM: IgM aHTUTeNa K aHTUreHaMm OnmcTOPXMCOB He 0GHAPYXKEHBI.

Ecnn K Tectnpyemoro o6pasua 6onblie unu pasHo (Y 1,2, pesynbTar MccnefoBaHus o6pasua
CUMTAIOT NONOXUTENbHBLIM: IgM aHTUTeNa K aHTUreHam OnmcTOPXMCOB OBHaPYXKEHBbI.

Ecnm KIM Tectupyemoro o6pasua 6onblie unv pasHo (>) 0,8 u meHbwe (<) 1,2, pesynblar
nccnefoBaHns obpastia CHUTatT MOrPaHNYHbIM.

B cnyuyae norpaHWYHOro pesynbrata PEKOMeHAYeTCA MOBTOPHO MWCCnefoBaTh 3TV 06pasupl
napaiesibHo ¢ 06pasyaMmn AaHHbIX MaLVEeHTOB, B3ATbIX Yepes 2-4 Hefenn.

[ns oueHKy TUTpa obpasLia onpeaennTe ananasoH, B KOTOPbIA nonagaet 3HadeHne KIM obpasua:

3HayeHwue KI1 Pesynbtar
MeHbLe 0,79 oTpuLaTeNbHbIN
ot 0,8 oo 1,19 NorpaHuYHbIN
o1 1,20 no 2,00 MonoxXuTenbHbIN, 0bpasew, c TUTpoM IgM
aHTUTEN K aHTUreHam onucrtopxmcos 1:100
ot 2,01 o 4,00 MonoXuTenbHbId, obpasew, ¢ TMTpom IgM
aHTUTEN K aHTUreHam onmcropxmcos 1:200
o1 4,01 go 8,00 MonoXuTensHblin, obpasew, ¢ TMTpom IgM
aHTUTEN K aHTUreHam onuctopxucos 1:400
ot 8,01 go 16,00 MonoXnTenbHbIR, obpasey, c TMTpoM IgM
aHTUTeN K aHTUreHam onucrtopxucos 1:800
6onblie 16 MonoxuTtenbHbI, 0bpaszey, c TMTpoM IgM
aHTUTEN K aHTUreHam ONUCTOPXMCOB
1:1600
11. YTnnnsayma otxogos
11.1. YHUUTOXEHUNE U YTUNN3ALMIO HAOOPOB peareHToB CrefyeT NPOBOAUTL B COOTBETCTBUN C

CaHllMunH 2.1.3684-21 «CaHWUTapHO-3NMAEMUONONNYECKME TPEO0BaHNSA K COAEPXKaHMIO TEPPUTOPUIA
FOPOACKMX W CENbCKMX MOCENEHNA, K BOAHbIM 00bEKTaM, MWUTLEBOM BOAE W MUTLEBOMY
BOAOCHaOXEHNIO, aTMOCHEPHOMY BO34yXYy, MO4YBaM, >KWIbIM TMOMELEHUAM, 3KChayarauum
MPOM3BOACTBEHHbIX, OO6LLECTBEHHbIX MOMELLEHWIA, OpraHu3auuy W MNpPOBEAEHUIO CaHUTapPHO-
NPOTMBO3NUAEMUYECKNX (NPOUNAKTUYECKMX) MeponpuaTtuii» n MY-287-113 «MeTtoguyeckue
yKazaHus No  Ae3suH(eKunn, npeacTepunn3almMoHHON OYMCTKE W CTepunmnsauuy  M3Lenuii
MeZMLNHCKOro HasHauYeHns».

11.2. Bce npombiBHbIE PacTBOpbl, COOpaHHbIe B CreuManbHbId KOHTeHep 1 06paboTaHHble
[Ee3NHPUUMPYIOLLMMIN  CPeACTBaMK, paspelleHHbIMW AN MPUMeHeHUs Ha Tepputopun PO B
yCTaHOB/IEHHOM MOPAAKE, CreayeT yTUAn3npoBaTh Kak 0TXo4bl Knacca b.

11.3. Bce TBepable 0TX04bl, COOpaHHble B CreuuasbHbl KOHTeliHep, 06e33apaXKeHHble B
cooTBeTCTBUM € TpeboBaHuaMM CaHlMnH 2.1.3684-21 «CaHMTapHO-3NUAEMMOONMYECKNE
Tpeb0oBaHMA K COAEPXKaHWIO TEPPUTOPUIA TOPOACKNX U CENbCKUX NOCENIEHNIA, K BOAHbLIM 0ObeKTaM,
NMUTLEBOM BOAE W MWUTbEBOMY BOJOCHAOXEHMIO, aTMOCHEPHOMY BO3AyXY, MOYBaM, >KW/bIM
MOMELLEHNAM, 3JKCMyaTauuy NPOU3BOLCTBEHHBIX, OOLLECTBEHHbLIX MOMELLEHWI, opraHu3auumn u
MPOBeLEHNIO CaHUTAPHO-MPOTUBO3NNAEMUYECKNX (NPOIMIAKTUYECKMX) MEPONPUATUA», cnepyeT
YTUNN3NPOBATb KaK 0TX0/bl Knacca b.

11.4. Heuncnonb3oBaHHble HabOpbl PeareHToB C WCTEKLUMM CPOKOM T[OAHOCTM nepes,
yTunu3auueni cnefyeT pasyKoMmnaeKToBaTb.
11.5. Heuncnonb3oBaHHbIA KOHLEHTPAT NPOMbIBOYHOIO pacTBopa cneayeT YTUAU3NpoBaTh, Kak

0TX0A4bl Knacca A.
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11.6. Heucnonb3oBaHHble K(+), PK ummyHocop6eHT crnegyeT o06e33apaxusatb U
YTUNN3NPOBATh, KaK MefULMHCKME 0TXO0Ab! Knacca b.

11.7. Hewncnonb3oBaHHble TMB 1 cTOM-peareHT cnedyeT YyTUAN3MPOoBaTh, Kak OTX04bl Kacca
r.

11.8. YTunnsaums npoBOAMTCA CMEeLnaiM3vpoBaHHbIMU OpraHn3aumMaMun, KOTopble MMEKT

NMLEH3UIO Ha NPaBO YTUAMU3ALMN MEAVLIMHCKX OTXO/OB.

12. OrpaHunyeHue TecTa

CnepyeT MOMHUTb, YTO pe3y/ibTaTbl TECTUPOBAHWUA Ha aHTWUTENa He MOryT ObiTb eAUHCTBEHHbIM
KpuUTepuem [ANA AWarHOCTUKW WU UCK/KOYEHWA OMUCTOPX03a, WM ANA ONpefeneHns crartyca
NHEKLMN.

OTpuLaTeNbHbI pe3ynbTaT UCCNeA0BaHNS MPU HANMYUN MHDULMPOBAHMS ONUCTOPXMUCAMU
BO3MOXEH:

- B VHKYGaUMOHHBIVi 1 HaYaNbHbIi Neprofbl 3a60NeBaHNS;

- y NaLMEHTOB CO CNabbiM MMMYHHbLIM OTBETOM (COCTOSIHIE MMMYHOCYNPECCUM).
J10XXHONONOXNTENbHbIV Pe3ynbTaT UCCNeA0BaHNUS HEMb3S UCKMIOUNTL BO3MOXHOCTbL NepeKpecTa
VMMYHO/IOTMYECKMX peakLyii Npu 3a60M1eBaHKsAX TOKCOKApO30M, ackapuao3oM, TPUXEHHENE30M 1
3XMHOKOKKO30M. 3TO MOXET BbITb CBS3aHO KaK C COBMECTHOI MHBa3Vel, TaK 1 C B3aMOAECTBIEM
aHTUTENl C TeTepo/OrMYHbLIM aHTUrEHOM 3a CYET WMMYHOMOTMYECKUX MEPEKPECTOB  MeXay
aHTUreHaMmu

MocTaHOBKa AMarHo3a npoBoAWT Neyallinii Bpad ¢ yYeTOM U3YUeHs NOHOW KNMHWUYECKO KapTyiHbI.

13. CPpOK rofIHOCTU, YCNOBUSI TPAHCMOPTUPOBKYM 1 XPaHEHWS
CpoK TOAHOCTW, YCMOBUS TPAHCMOPTUPOBKM W XpaHeHWst Habopa peareHToB WM KOMMOHEHTOB
npeacTaB/eHbl B TabnuLe 3.

Tabnuua 3. CpoK rogHOCTW, YCMOBWUS TPAHCMOPTUMPOBKM M XpaHeHUs Habopa peareHToB W
KOMMOHEHTOB

XPaHUTb B YMaKOBKE NPOn3BOANTENA B

CYyXOM, 3alLMLLEHHOM OT CBETa MeCTe,
Cpok rogHocTu Habopa Y i

24 mecaua npwn Temneparype o1 2 fo 8°C.
peareHToB |
BHumaHue! 3amopaxknBaHue He
[ornyckKaetcs
B TEHEHIAE CpOka npu Temnepartype ot 2 go 8° C
TpaHcnopTMpoBKa rofHocTu
10 cyToK npu Temnepatype go 28°C
BCKpbITbIE KOMMOHEHTbI: XPaHUTb B YMaKOBKe MPou3BOAUTENS B

B TEUEHWE CPOKa
rogHOCTU Habopa
peareHToB

K(+),K(-),®CBb-T(x26),
TMB, PK, PPK PPO, Cton- npv Temnepartype

peareHT, IMMYHOCOpP6EHT oT2p08°cC

Pa6ouunii NPOMbIBOYHBII He 6onee 10 CyTOK npv Temnepatype oT 18 o 28°C
pactBop ®CB-T

CyX0oMm, 3aljnileHHOM OT CBETa MECTE,

He 6osee 45 cyToK npu Temneparype ot 2 go 8°C

14. MapaHTWitHbIE 06513aTENbCTBA

MpousBoauTeNb rapaHTUpyeT COOTBETCTBME Habopa peareHToB «OnuctopX 14M-MIMBUAH-U®A»
TpeboBaHWAM HOPMATVMBHON M TEXHUYECKOW [OKYMEHTaLUMM, a Takke KayecTBO M 6e30MacHOCTb
NPOAYKTa B TeYeHWe BCero CpoKa rogHoCTu.

Peknamauun Ha cneyuguyeckme 1 gusnyeckre CBOMCTBA Habopa peareHTOB HaMpaBnATb B afpec
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15. dopma nogaumn peknamaymii

[na npoBefeHns paccnefoBaHns 1 MonyYeHUs 06bEKTUBHBIX BbIBOAOB MO 3asBIEHHOM pekiamaumm
HeobX0AMMO NPeaoCTaBUTb:

- peKnaMaLMOHHBbIA Habop peareHToB C COMPOBOAMTE/IbHBIM MUCbMOM, COAEPXKALLMM UHDOPMALMIO O

BbISIB/IEHHbIX HECOOTBETCTBUAX;

- nccnegyemble 06pasLibl;

* NPOTOKONbI UCCNEeA0BaHWN, BbLLUONHEHHBIX APYrMM MeToA0M (YKa3aTb HavMEeHOBaHWE, CEpuMIO, CPOK
rofHOCTM Habopa);

- MPOTOKO/bI UCCNE0BaHWI, BbINMOMHEHHbIX pediepeHCHbIM HabopoM (yKaslaTb HaMMeHOBaHMWeE, CEpULO,
CPOK rogHOCTH Habopa).

CUMBONbI MapKUPOBKM

Cuwmson HanmeHoBaHuMe cumBona CnmBon HanmeHoBaHMe cumBona
Kcnonb3oBartb 40 He ucnonb3oBathb
0 ® MOBTOPHO
[ata n3rotosneHns OcTopoxcHo!
Kopg naptum He ponyckatb
ra BO3/€eNCTBUSA CO/IHEYHOIO
cBeTa
Howmep no katanory Copfepxumoro
REF focTtatovyHo ang 96
onpeaeneHni
O6paTnTech K MHCTPYKLMA W3rotoButens
Mo NpYMeHeHUIo
0 3 ; M
[b8T Mpepen Temnepatypol He ncnonb3oBath Npu
2C-A (5) MOBPEXAEHHON YNaKOBKe
Bepeyb OT Bnaru Bronorunyeckuii puck

H302: BpeanHo npu
npornaTbiBaHun
H315: lNpu nonafaHun Ha

KOXY BblI3blBaeT VD MepgunumHcKoe u3penve
pasgpaxkeHune ANA AMarHOCTUKM in Vitro
H319: Mpn nonagaHun B
rnasa BbI3blBaeT
BbIPaXKEHHOE pa3gpaxeHue

PaspaboTtan [.B. byTtopuH
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MpOLLHYPOBaHO, MPOHYMEPOBAHO
11 CKPEM/IEHO NMeYaThbio
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