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1. Ha3HaueHune Habopa

1.1. Habop peareHTOB A1 UMMYHO(EPMEHTHOrO OnpeaeneHnss UMMYHOI100y/IMHOB Knacca
G (IgG) Kk Ascaris lumbricoides B cbiBOpOTKe (Mnasme) KpoBu 4enoBeka «Ackapupa lgG*
NWMBUAH-N®A», TY 21.20.23-015-41390295-2021 npefHa3HayeH 415l KAYECTBEHHOIO BbIAB/IEHUA
aHTuTen knacca G (IgG) k Ascaris lumbricoides B cbiIBOpoTKe U nnasme (¢ SATA, renapyHoMm Wi
UMTPaTOM HaTpUs) KPOBM YesloBEKa MeTOLOM TBEpAO(Aa3HOro HernpsaMoro MMMYHO(epPMEHTHOIO
aHanmsa (MDA).
Habop peareHToB «Ackapuga IgG-MMBUAH-U®A» pekoMeHAYeTCA NPUMEHATb ANS:

. ANarHOCTUKN ackapuzosa.
. ANS AMarHOCTUKK in vitro.
1.2. O6nacTb NPUMEHEHNA - KNMHNYeCcKas fabopaTopHas agnarHocTvka. s AMarHoCTUKK in Vitro.

Ha6op peareHTOB «AcKapuaa 19G-MMBNAH-NPA» npefgHasHaveH ans
NPO(ECCMOHANIBHOTO  NPUMeHeHWs. ToTeHUMabHble NOTpebutenn usgenus: JlabopatopHble
nojgpasaeneHus NneyvebHO-NPoOPUNaKTUUYECKMX YUpeXAeHWiA, NMeroLLX CaHUTapHO-
3NMAEMUOMNOIMYECKOe 3aK/IloYeHne Ha paboTy C BO3OYAMTENAMU WHQEKUMOHHbLIX 60Me3Hei
yenoseka I11-1V rpynnbl naToreHHoCTw.

MpogeccMoHanbHbIn YpoBEHb MOTEHLMaIbHBIX MOMNb30BaTENEN.

Hab6op npefgHasHayeH 411 UCMOb30BaHUA MEPCOHANIOM K/IMHUKO-AMArHOCTUYECKMX nabopaTopuii ¢
BbICLUMM W CPeAHUM  MeAVUMHCKMM,  GMonormyeckum  obpasoBaHMeM,  MpoLUeALvM
MOArOTOBKY/MHCTPYKTaX MO BOMpocam obecrneyeHns TpeboBaHWn 6MONOrMyeckolri 6e3onacHocTy,
NPOBeAEHHbI COTPYAHUKaMW OpraHu3aunii 1 yupexzaeHuin PocnotpebHaasopa, oCyLeCcTBASHOWMUX
AesTeNbHOCTb C BO3OYAUTENSMU MHGEKLUMOHHbIX 601e3Hei Yenoseka II-1V rpynnbl NaToreHHoCTu.
Bpay KnMH1Yecko nabopaTopHON AnarHOCTUKKN, MeAULMHCKMI NabopaTopHbIA TEXHWK.

2. XapakTtepuctunka nsgenusa. Komnnekrauusa Habopa.

2.1.  CocrtaB Habopa peareHToB «Ackapuga IgG-MIMBUAH-NDA»:

Ha3BaHue
OnucaHne KOMMOHeHTa Coctas Habopa
KOMMOHEHTa
3anmasHHbIi B (DO/ILIMPOBaHHbLIA  NakeT 96-AyHOUHbIA  Pa3bOpHbIi
MOMMCTMPONIOBBIA  MAAHLIET ANS  UMMYHO/OTMYECKUX  peakumidi ¢
¥ ViMmyHOCOp6eHT nIockMMm fgHom (12 ctpunoB no 8 JyHOK) C COp6YPOBAHHBIM 1w
PEKOMOWHAHTHbIMM ~ aHTUreHamu  Ascaris lumbricoides. [0ToB K
NPUMEHEHUNIO
VIHaKTVBMPOBaHHbIA  MOMOXWTENbHBIA  KOHTPOMbHbIA  06pasel, Ha
K(+) OCHOBE CbIBOPOTKN KPOBW YefioBeKa, cofepxawmii 1gG aHTuTena K 1 nakoH
Ascaris lumbricoides. [0TOB K NpUMeHeHMIO. (1,5 mn)

Mpo3payHast XUAKOCTb XKENTOro LiBeTa
VIHaKTMBMPOBaHHbI OTPULIATENbHBIA KOHTPOMbHBI 06pa3eL, Ha 0CHOBe

o . 1 ¢nakoH
CbIBOPOTKM KPOBW Yesi0BEKa, He COAepawiuini aHtutena K Ascaris
K(-) A, (2,5 mn)
lumbricoides. 0TOB K npuvMeHeHuto. T1po3payHas >XULKOCTb CUHEro
uBerta
KOHLEeHTpaT NpOMbIBOYHOTO PacTBOPa, 26-KPaTHbINA. 1 (hnakoH
®CB-T (x26) Cnerka onanecuupytoLlas, 6ecLBeTHas XUAKOCTb, BOSMOXHO (30,0 mn)
BblnageHue ocagka. TpebyeT pasBefeHus '
Pactsop 419 pa3sefeHns 06pasLoB. 1 chnakoH
PPO OnanecumpytoLas >X1LKocTb PUONETOBOro LBeTa. 0ToB K (12,0 mn)
MPUMEHEHMNIO
PacTBop aHTWTEN NpoTKB I1gG YenoBeKa C NepOKCMIA30/ XpeHa. 1
thnakoH
PK lMpo3payHas >XNLKOCTb 3eM1eHOr0 LBeTa. (13,0 wn)
"0TOB K NPUMEHEHUIO '
TMB PactBop TMB. 1 dnakoH
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Mpo3payHas 6ecuBeTHas XULKOCTb. (13,0 mn)
"0TOB K NPUMEHEHUIO
PacTBOp CepHOI KNCNOTbI.

Cron-peareHT Mpo3spayHas 6ecuBeTHas XXUAKOCTb. (11(2”0&;31“)
"OTOB K NPUMEHEHUIO '
lMneHKa 419 3aKnenBaHns niaHLeTa 2 .
BaHHOYKa An1a peareHTOB 2 u.
HakoHeuHnKn o6beMoM 1o 200 MKN 16 wr.
VIHCTPYKLMA MO UCMO/Mb30BaHNI0 Habopa peareHToB 1w

2.2.  KomnnekTHOCTb Habopa.

Habop peareHTOB BbIN>TKAETCA B O4HOM BapraHTe KOMM/IeKTaLuu:

KomnnekT paccumTaH Ha 96 onpefeneHuid, BKNKOYas KOHTPOJbHbIE 06pasLibl, C UCMO/Mb30BaHNEM
aHasmM3aTopa aBTOMaTU4ecKoro UMMYHO(EPMEHTHOIO OTKPLITOTO TWUMa WKW C MOMOLLLI PYYHONA
MOCTaHOBKM aHaNn3a.

B03MOXHbI OTAeNbHbIE HE3aBUCKMbIE MOCTAHOBKM aHa/n3a ¢ He06X0AMMbIM KO/TMYECTBOM CTPUMOB
NN NYHOK IMMyHOCOp6eHTa.

2.3.  [puvHUmMn metoga

MpuHUMN  OeicTBMA Habopa peareHTOB -  HEMNPsSIMOM  [ABYXCTaAWMHbIA  TBepAO(a3HbIi
UMMYHO(EPMEHTHbIN aHa/M3. Ha NOBEPXHOCTW NYHOK MOIUCTUPOIOBONO MNiaHLeTa copbupoBaHbl
PEKOMOMHaHTHble aHTUreHbl Ascaris lumbricoides. B nyHKM BHOCATCA KOHTPOJibHblE W
aHanm3vpyemble o6pasubl. MNpy Hamuuy B o6pasuax cneumguuecknx 1gG aHTuTen K Ascaris
lumbricoides o6pasyeTca  KOMMNneKc  (aHTUreH-aHTUTENO0),  BbISABNSEMbIA  MOCPEACTBOM
nocnegyrowein nHKy6aumum c paboumm pacTBOPOM KOHblOrata (aHTuTena K 1gG  uyenoBeka,
MeYeHHble Mepokcugasoii XxpeHa). lMpu pgob6asneHun pabodyero pacteopa TMbB B pesynbTare
(hepMEHTATMBHON peakuMn COAePXXMMOEe JIYHOK MnaHLeTa OKpalumBaeTcs. PepmeHTaTUBHaS
peakuus  OCTaHaBNMBaeTCs BHeceHMeM Cton-peareHTa. VIHTEHCMBHOCTb  OKpalLMBaHWA
(onTryeckas NIOTHOCTL), NponopunoHanbHas KonnvecTsy IgG K aHTureHam Ascaris lumbricoides
B aHa/IM31pyeMoM 06pasLie, PerMcTpupyeTcs ¢ MOMOLLbHO CMEKTPO(OTOMETpA.

3. AHannTU4YecKne xapakTepucTuKm

3.1.  YyBCTBUTENLHOCTb HAOOPaA peareHToB
YyBCTBMUTENbHOCTL Habopa peareHTOB MNPV WCCNef0BaHUM Ha KOHTPO/IbHOW MaHenn CbIBOPOTOK

t «AHTU-Ascaris lumbricoides 1gG KoHTposibHasA naHesnb» (Npounssoautens PUILL ®TM) cocTasnser
100 % 6e3 N0XKHOOTpULATE/bHbIX Pe3y/bTaToB.

3.2.  CneundmryHoCTb Habopa peareHToB
CneymngunyHoCcTb Habopa peareHTOB NPU UCCeA0BaHMM Ha KOHTPO/IbHOM NaHeIn CbIBOPOTOK
«AHTUK-Ascaris lumbricoides 1gG KoHTponbHas naHens» (nponssoantens ®UILL ®TM) coctaBnser
100 % 6e3 10KHOMOOXKUTENBbHBIX Pe3y/bTaToB.

3.3.  [loBTOpseMoCTb

B pamkax npoBefeHUst BHYTPEHHWUX WCMNbITaHWIA MOBTOPSAEMOCTb Onpeensnacb Ans Tpex
NoMoXNTENbHLIX 06pa3uLoB B 30 MOBTOpax Ha Tpex cepusx Habopa peareHToB «Ackapupa lgG-
VMBUNAH-NDA». BHYTPUCEPUAHBIA U MEXCEPHUMHBIA KO3PMULMEHTbI Bapuaumm M3MepeHus
Ol He npeBbicunn 8 %.

B pamkax npoBefeHNs TEXHUYECKNX UCTbITaHWIA NOBTOPSEMOCTb ONpeaensiach A1s BOCbMM
nosTopoB K(+). KoaghduumeHT Baprauum M3MepeHns ontuyeckor naoTtHocTh K(+) B BOCbMM
MoBTOpax Ha Habope peareHTOB He npeBbicus 8 %.

B pamkax npoBeAeHUs KIMHWYECKUX WCMbITaHWIA MOBTOPSEMOCTbL onpegensnacb gns 6
06pasLoB CbIBOPOTKM KpoBM M 6 06pasyoB MnasMbl KPOBM YenoBeka. BHyTpucepuiiHbI
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KO3(h(hULMEHT Bapuauymn pesy/bTaToB 06pa3LoB Kaxaoro Tuna B 10 noBTOpax OAHOM Cepun He
npe.biwaeT 8 %. MexXcepuitHblin KO3h(hULMEHT BapuaLymn pesybTaToB B O4HOM 1 TOM XKe 0bpasLie
[NA KXKA0ro Trna obpasua Ha Habope peareHToB «Ackapuga 1IgG-MMBUNAH-N®A» He npcBucHji
8% .

3.4. [MpaBuIbHOCTL

3HayeHue onTuyeckoli nnoTHocTn (OI) B nymke ¢ K(+) 415 KaXk4oro U3 BOCbMM NOBTOPOB
K(+) (Al1-H1) gomkHo 6bITb He MeHee 0,500 o.e., T.e. NPaBUIbHOCTL 4O/MKHA ObITb 100 %.

3.5. BocnipovzBogumocTb. [nsi onpegeneHns BOCMPOM3BOAMMOCTU aHan3a NpoBefeHa
OLeHKa pe3y/bTaToB MOBTOPSAEMOCTM aHanm3a B Tpex Jabopatopusx. BHyTpucepuitHbIA 1
MEXCEPUIMHbLIA  KO3PMUUMEHTbI BapuaumMmn pesynbTaToB Habopa peareHToB «Ackapupa 1gG-
NMMBVNAH-®A» npu unccnegosaHMM MONOXKMTENbHbIX 006pasLoB, COAepXalmux aHTuTena K
Ascaris lumbricoides B 10 nosTopax He npeBbiwaeT 8,0 %.

3.6. lNepeKkpecTHaa peakTMBHOCTb

B pamKax KIMHUYECKMX UCMbITaHWUIA NepeKpecTHYH0 PeakTUBHOCTb Habopa peareHToB M3ydanm
Ha 210 3aBefOoMO OTpumLaTe/IbHbK CbIBOPOTKAaX KPOBWM YesioBeka M3 XpaHunuiia Kposu ®ULL ®TM,
He cofepXalmx aHTuTena K Ascaris lumbricoides n oTo6paHHbIX 06pa3LOB CbIBOPOTOK
cofepawmnx aHTuTena K pasinMyHbIM UHQeKUMOoHHbIM areHTam: Giardia lamblia, Toxoplasma
gondii, Trichomonas vaginalis, Opisthorchis felineus, Toxocara canis, Echinococcus granulosus,
6epeMeHHbIX YXEHLLMH. Pe3ynbTathl NPA nokasanu, yTo Hecrieyuguyeckmne
B3aMMOAENCTBMS PEKOMOMHAHTHBLIX aHTUreHoB Bupyca Ascaris lumbricoides ¢ aHTUTEnamu
PasNYHbIX MHPEKLMOHHbBIX areHTOB MaJIOBEPOATHbI.

3.7.  VIHTepb6epupytoLve BeLlecTsa

Ha pe3ynbTaT aHa/M3a He OKasblBatoT remornobuH (ot 100,0 go 300,0 r/n), xonectepuH (0T
15 po 4,0 r/n), obwmin 6enok (ot 60,0 go 150,0 r/n), rnokos3a (o1 800,0 go 2000,0 mr/i),
Tpurnuuepuasl (ot 1,5 go 10,0r/n), sataHon (ot 100,0 go 2000,0 mr/n), moyesuHa (o1 90,0 go 800,0
mr/n), monoyHas kucnota (ot 63,0 go 400,0 mr/n) n obwwmii GunmnpyouH (ot 10,0 go 300,0 mr/n) B
KIMHNYECKNX obpasLiax.

3.8. OKBUBA/IEHTHOCTb

B pamkax npoBefeHUs BHYTPEHHWX MWCMbITAHUA OLEHKY 3KBMBAJIEHTHOCTU pe3y/bTaToB
aHanm3a Habopa «Ackapuga 1gG-MIMBUAH-U®A», nonyyeHHbIX Npu MOCTaHOBKe aHain3a Ha
CbIBOPOTKE M MMa3vMe BEHO3HOW (C renapmHOM, LMTpaTtoM Hatpust U SATA), MONYyYEHHbIX OT
OLHOrO M TOr0 >e MnaumeHTa NPOBOAMAM Ha 006pasuax CbIBOPOTKM KPOBU YesioBeKa, He
cogepxawmnx n cogepxawimx aHtutena knacca G (IgG) k Ascaris lumbricoides metogom N®A npu
nocTaHoBKe no npoueaype Nel (Tepmoluerikep) u npoueaype No2 (TepmocTar).

3.9. [lnarHocTunyeckast 4yBCTBMTE/IbHOCTb HAbOpa peareHToB

B Xxoge KAMHMKO-NabopaTOpHbIX WCMbITaHWA AWArHOCTUYECKYHD YYBCTBUTENIbHOCTb
BbIfABNeHNs aHTUTeN knacca G (1gG) K Ascaris lumbricoides onpegensanm Ha 202 NONOXKUTENbHbIX
obpasuax, nokasaHa 100 % yyBcTBMTENbHOCTbL (LB 95%, A: 98,52% - 100%).

3.10 [AmarHocTtuyeckas cneum(bMyHOCTL Habopa peareHToB

B Xxofe K/IVMHWKO-NabopaTOpHbIX  WCMbITAHWA  AUAarHOCTUYECKYHD — CMeuUpUUHOCTb
BbIsiBNeHus aHTUTeN Knacca G (IgG) Kk Ascaris lumbricoides onpegensnn Ha 400 oTpuuaTenbHbIX
o6pasuax, nokasaHa 100 % cneumdmyHocTb (OB 95%, OAN: 99,25% -100%).

4. Mepbl NPegoCTOPOXKHOCTU
4.1. TIoTeHUMaNbHbIA  PUCK  MNPUMeHeHUs  Habopa peareHTOB Mo  HOMeHKnaTypHoW
Knaccuukaumm MefuUMHCKUX U3LeNniA, YTBePXAeHHON [lpukasoM MwuH3gpaBa POCCUIACKONA
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depepaymmn No 41 oT 6 nroHA 2012 roaa (B pegakumn Mprkasa Munsgpasa Poccum ot 25.09.2014
N 557H) - knacc 26.

4.2. Habop peareHTOB NpefHasHayeH TOMbKO 415 MPOJeCCUOHANbHOIO UCMosb3oBaHus. PaboTy
cneflyeT MpoBOAUTL B CreuuansHO 060pyLOoBaHHOM MOMELLEHUM nabopaTopun, OTBEYaroLLEei
Tpe6oBaHuam  CaHlMuH  3.3686-21  «CaHuTapHO-3nMAeM1oNorMyecknue  TpebosaHus Mo
NpoMNakTuKe WHGEKUMOHHBbIX 60ne3Hei». [Mpu paboTe ¢ HabopoMm peareHTOB TpebyeTcs
cobnogatb  «/HCTPYKUMIO MO0 Mepam MPOgUIAKTUKM  PacrpoCTPaHEHUS  MH(EKLMOHHBIX
3aboneBaHMii  Npu  paboTe B KAMHWKO-AMArHOCTUYECKMX  flabopatopusix  nieyebHo-
NPOUNAKTUYECKMX YUPEXAEHN», yTBepXAeHHY0 MuH3gpasom CCCP 17 aHBaps 1991 rogg;
FOCT P 52905-2007 (MCO 15190:2003) «Jlabopatopun MeauumuHCKue. TpeboBaHUSs
6e3onacHoOCTU».

4.3. TaK KakK KOHTpOSfibHble W aHanmaupyemble 00pasubl, KOMMOHEHTbI Habopa peareHTOB
ABNAIOTCA MOTEHUMANIbHO MHMUUMPOBAHHLIM  GuoMaTepuaniom, TO npu pabote C Habopom
peareHTOB HeOO6XOAMMO MCMOMb30BaTb WHAMBUAYa/IbHbIE CPEACTBa 3alWTbl: XanaT, FO/IOBHON
ybop, pe3vHOBbIE U/ M/IACTUKOBBIE MepYaTKu, CreLnanbHyr 00yBb, 3alUTHBIE OUYKU UMW LLUTOK).
4.4. O6pabaTbiBaTb PyKM Mocne paboTbl C HAOOPOM peareHToB U 06pasLaMn B COOTBETCTBUM C
AEVCTBYHOLLIEN HOPMATUBHOM [OKYMEHTaLMEN.

4.5. CbiBopoTKa (Mnasma) KpoOBM  YefioBeKa,  WCMOMb30BaHHasA  AN1F  MPUrOTOB/IEHUSA
MOMOXKUTENIbHBIX KOHTPO/EW, WHaKTMBMpOBaHa HarpeBaHueM npu Temnepatype (56+1)®C B
TeyeHue 3 4, cofepxuT aHTuTena IgG k Ascaris lumbricoides n He cogepxat p24 BY-1, HBsAg,
aHTuTena Kk BP14-1, BMNY-2, BI'C 1 Treponema pallidum.

4.6. CbiBOpoTKa (nNnasmMa) KpPOBM  YenoBeKa, WUCMOMb30BaHHad AN MPUTOTOB/EHUA
OTpULLATENILHOTO KOHTPONA, MHAKTUBMPOBaHa HarpesaHneM npu temneparype (56+1)°C B TeyeHue
3 4, He copepxut aHTuUTena lgG Kk Ascaris lumbricoides, aHTMTena k BWY-1, BWNUY-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, ABNAOWMXCA HETOKCUYHbIMU. K(+), K(-), PPO - 0,1% MpoknuHa 300; PK - 0,1%
(heHona; TMbB - 0,03% 6eHsoata HaTpus; PCB-T(x26) - 0,2% 6eH3oaTa HaTpus. Bce peakTuBbl,
BXOZALLME B COCTaB KOMMOHEHTOB HAbopa peareHToB B UCMO/b3YeMbIX KOHLEHTPaLMAX, ABNAOTCA
HETOKCUYHBIMU.

4.8. Cton-peareHT 006nafaeT pasgpaxarolmMm [AenCTBMEM, 3a CYeT KMUCNoTbl cepHoi (5%)
BX0AALLein B cocTa. Mpy paboTe m3beratb nonagaHus CToM-peareHTa Ha KOXYy W CivsucTble. B
cnyyae nonagaHns NPOMbITb MOPaXKEHHBbIV YHaCTOK 60/1bLLMM KOIMYECTBOM MPOTOYHO BoAb!. Bee
KOMMOHEHTbI, BXOAALLMe B COCTaB Habopa peareHTOB, MpefHa3HayeHbl TOMbKO A1 AMarHOCTUKN
«in vitro». Bce peakTuBbl B UCMO/b3yeMbIX KOHLEHTpaUMsAX, BXOAALLME B COCTaB KOMMOHEHTOB
Habopa peareHToB - HETOKCUYHbIE.

4.9. Bce NpoMmbIBHblE PacTBOPbI CnefyeT cobupaTb B CreuuasibHbIA KOHTeHep U obpabaTbiBaTh
LAE3NHUUMPYIOLWMMK  CPeACcTBaMK, pas3peLleHHbIMU  ANS NPUMEHeHUs Ha Tepputopun PO B
YCTaHOB/IEHHOM MOPSAKE.

4.10. Bce TBepfble OTX04bl CrefyeT cobupaTb B CrneumasbHbliA KOHTeHep, 06e33apaxuBaTb B
cootBeTcTBMM C TpeboBaHuamu CaHlMH 2.1.3684-21 «CaHuTapHO-3NUAEMNONOrMYecKme
TpebOBaHMS K COLEPXaHUKD TEpPpPUTOPUIA TOPOACKMX W CeNbCKMUX MOCENeHU, K BOAHbIM
06beKTaM, MUTLEBO BOAE M MUTLEBOMY BOAOCHAGXEHMHD, aTMOCHEpPHOMY BO34yXY, NOYBaM,
XWUNbIM  NOMELLEHMsAM,  3KCnyaTaumMm  NPOU3BOACTBEHHbLIX, OOLLECTBEHHbLIX MOMELLEHWA,
opraHmsauMmM ¥ NPOBEAEHUIO  CAHUTapPHO-MPOTMBO3NUAEMUYECKUX  (NMPOPUNAKTUYECKMNX)
MepONpUATUIA». A
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4.11. JlTabopaTopHy0 Mnocyfly MHOropasoBOro WCMO/b30BaHUA W PacxofHble  MaTepuasibl,
KOHTaKTUpYyIoLye C UCCMefyeMbIMU N KOHTPO/IbHbIMU 06pa3uamu, cnefyeT 06e33apaxuBaTb C
MCNOMb30BaHMEM AE3UHULMPYIOWMX CPeACTB, He COAepXalimX akTWMBHBIA KUCNOpOL W X/1op,
OKa3bIBaKOLLMX HEraTMBHOE BO3AENCTBYE Ha KauecTBO VDA,

4.12. 'HCTpymeHTbIl, 06opyfoBaHWe, a TakKxe paboume MOBEPXHOCTM CTOMIOB HEOOXO4MMO
npotupatb 70 % pacTBOPOM 3TUIOBOIO CNMpTa.

5. O6ecneyeHne Ka4yecTBa UcCCnef0oBaHNM

5.1. BbINONHATL Npouedypy aHanmsa cnegyer B CTPOrOM COOTBETCTBUM C  MHCTPYKLUMEN,
npunaraemoii K Habopy peareHTOB.

5.2. He ncnonb3oBaTh peareHTbl C UCTEKLLIMM CPOKOM FOAHOCTM.

5.3. He ncnonb3oBath peareHTbl Apyrnx Npon3BoaUTENEi.

5.4. Henb3a MCnonb3oBaTh peareHTbl U3 HABOPOB pPasHbIX CEpUin UM CMeLIMBATL UX B NpoLiecce
aHann3a, Kpome Hecneumgpuyeckmx KOMNOHEHTOB Habopa (cMoTpu . 2.2).

5.5. He noggepratb peareHTbl BO3AENCTBMIO BbICOKMX TeMNepaTyp M NPAMbIX CO/IHEYHbIX /TyYeil B
rnpoLiecce UCNO/b30BaHNA N XPaHeHUs.

5.6. Hegonyctumo 3amopaxuBaHue Habopa peareHTOB, KakK LEIMKOM, TaK W OTAeSlbHbIX ee
KOMIMOHEHTOB.

5.7. WccnefoBaHus NpOBOAMUTL B MOMELLEHWM C KOMHATHOM TemrnepaTypoil (B COOTBETCTBUM C
[eCTBYIOLLEN HOPMATMBHOWN AOKYMEHTaLMeN).

5.8. He npoBoauTb uUCCnefoBaHMS B MPUCYTCTBUW MapoB LUEMOYel, KWUCMOT, aNbAeruaos, B
3arnblIeHHOM MOMELLIEHNN.

59. Ans [gesnHGeKuMM MCMoNb30BaTb  peareHTbl, HEe OKasblBalolMe BO3AENCTBMS  Ha
(PEpPMEHTATMBHYIO peakLumio: Ae3VHMULMPYIOLLME CPeACTBa HA OCHOBE YETBEPTUYHbLIX aMMOHMEBbIX
COeIHEHWIA, CNUPTOB, TPETUYHbLIX aMMHOB.

5.10. B nomewieHun, rae MNpPOBOAWUTCA WCCNefoBaHWe, He WCMNOMb30BaTb Ae3VHMUMpyoLLme
CpefCTBa, COAePXKaLLye aKTUBHBIA KUCOPOZ U X/0p.

5.11. Vicnonb3oBatb YMCTYHO, TLLATE/IbHO NPOMbITYHO /1a60PaTOPHYHO MOCYAY.

5.12. Vicnonb3oBaTh NpoLUe/LLIMe BaMaaL Mo 103aTOpbl M 060pyJ0BaHNME.

5.13. MNpu paboTe ¢ obpasamn 1 peareHTamy Habopa MCNob30BaTb YMCTbIE, HOBblE OLHOPA30Bble
HaKOHEYHWKWN OTAeNIbHO A1 KaXKAOro aHa/m3vMpyemoro obpasiia 1 KOMMoHeHTa Habopa peareHToB.
5.14. Mpn  4aCTMYHOM MCMOMb30BaHWM Habopa peareHTOB 3arpeLlieHo CAMBaTb  OCTaTKU
HEeMCcnosb30BaHHOI0 KOMMOHEHTa Habopa 06paTHO BO (P/1AKOH.

5.15. VICKNOUYMTb KOHTAKT MeTal/inyecknx npeametos ¢ TMB.

5.16. Mcnonb3oBaTb HOBblE OAHOPA30Bble BAHHOUKM [/19 K&XA0ro KOMMNOHeHTa Habopa peareHToB.
5.17. He ncnonb3oBaTb Of4HY U Ty Xe €MKOCTb, B TOM YMC/ie N MHOrOpas3oBYyto, NMOC/e NPOMbIBKMU,
ana TMB.

5.18. PekomeHayeTcs ana otéopa TMB uMcnonb3oBaTh pasHble [403aTOpbl MUMNETO4YHblE. [pn
MCMOMb30BaHNM OAHOr0 [o3aTopa HeoOXOAUMO TLiaTeNbHO CAeAWTb 3a YMCTOTOM MNOCaf0YHOro
KOHyca fo3atopa. INepea CMeHOI peareHTa TWaTeNbHO 06pabaTbiBaTb BHYTPEHHIOK W BHELLHIOK
MOBEPXHOCTN NOCaA04HOro KoHyca 70% 3TWUMI0BbLIM CIUPTOM.

5.19. ina oTMbIBKM WMMMYyHOCOp6eHTa pPeKOMeHAYeTCA WCMOo/b30BaTb aBTOMATUYECKOE WK
Py4YHOE MPOMbIBOYHOE YCTPOWCTBO. B KOHLE paboyero fHA HeoOXO4MMO MPOBOAUTL MPOMbIBKY
CUCTEMbI MOLAYN XKUAKOCTU LUCTUNIMPOBAHHONM (AeMOHM3NPOoBaHHOM) Bogol. He pexe 1 pasa B
Hefento crefyet obpabaTbiBaTb LUIAHTU M EMKOCTU MPOMbIBOYHOrO ycTpoictea 70% 3TWUN0BbIM
CNUPTOM. ,
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6. O6opyaoBaHue U MaTepuansbl

- TEPMOrMrPOMETP, MO3BONSAIOLLIMIA N3MEPSATL TEMMEPaTypy Bo3ayxa B Avana3oHe 0-30°C + 0,2RC,
OTHOCUTE/IbHYIO BNIAXKHOCTL - 20-90%.

- flo3aTopbl nabopaTopHble NMepeMeHHOro o6bema O4HO- M MHOrOKaHaslbHble BMECTUMOCTBIO OT 10
o 1000 mkn;

- HAKOHEYHWKW OIHOPa30Bble K A03aTopaM /1abopaTtopHbIM BMECTUMOCTbIO 0T 10 4o 1000 MK,

- BaHHOY1CV AnA pas3BefeHNs KOMMNOHEHTOB;

- MUKpoLeHTpudyra nabopatopHas Ha 1000-3000 06/MuH;

TepMoCTaTupytollee  YCTPOMCTBO  ANA  M/aHWeToB (MM TepMocTaT) C  PEXUMOM
TepmocTatupoBaHus 37+1°C vnu opbuTasibHbIA TepMOLLEiKep, NOALEPXMBAKOLWMIA TemnepaTyp}
37+ 1°C 1 ¢ yacToTOl BpaweHus nnatgopmsl 700 06\MUH.;

- YCTPOWAC'TBO 15 NPOMbIBaHMS MaHLeTa (BoLep);

- CMEeKTPO(OTOMETP BEPTMKA/IbHOTO CKaHWPOBAHWSA MO3BONAIOWMIA  BbINOMHATD  U3MEPEHWS
ONTUYECKOM NNOTHOCTM COAEPXKMMOro NYHOK nnaHweTa npy 450 HM (OCHOBHOW (unbTp) K 620-
680 HM (pedepeHCHbIA UNbTP);

- aHa/IM3aTop aBTOMATUYECKMI UMMYHOMEPMEHTHBI OTKPBLITOrO TUNQ;

- XONoAnNbLHasA NN MOPO3UbHasA Kamepa,

- UMNUHAPbI MEpPHbIe He HMKe 2 Knacca TouHocTM o6bemom 100 1 1000 mn, konba nabopaTopHas
BMecTUMOCTbLIO 1000 mn;

- EMKOCTb C KPbILLKOI AJ151 XKUAKOr0 [1e3.CPEACTBa,;

- BOJa AUCTUNNPOBaHHAA NN feMOHU3MPOBaHHas;

- bymara mnbTpoBasibHas;

- Taimep;

- 0O[lHOpa30Bble HeCTepUsbHbIE MEAULIMHCKIME NepyYaTKy,

- nabopatopHas nocypa.

1 AHanunsnpyemble npoosbl

7.1. HatuBHad CblBOpOTKa, Mnasma (C renapuMHoM, uuTpaToM HaTpus, SLTA) Kposu
yenioBeka. AHaIMTUYeCKMin 06beM obpasua - 10,0 MKn.

7.2. O6pa3sLibl CbIBOPOTKM (M1a3mbl) KpoBK L0 aHanm3a VPA xpaHUTbL He 6osee 7 CyTOK npu

TemnepaTtype ot 2 go 8 °C. [Anute/ibHoe XpaHeHue (40 6 MecAueB) aHaM3MpyeMbix 06pasLoB
OCYLLEeCTBIATL NpKn Temnepatype muHyc 20 °C.

7.3. 3aMopoXKeHHble 06pa3Lbl Nepes UccnefoBaHMemM NporpeTb Ao Temnepatypsl (17 go 27 C)
TUlaTeNlbHO MepemMellaTtb AN YCTpaHeHUsi BO3HWMKAIOLWEro npu  3aMOpPO3Ke  rpafueHTa
KOHUeHTpauuii. Mpy paboTe ¢ pasmMOPOXKEHHbIMM ObpasLaMn crefyeT YUYuTbIBaTb, YTO Kaaas
nocnefyoLlas 3amMmopo3Ka-pa3Mopo3Ka CHUXAET KauyeCTBO uccrnegyemoro marepuana. C uenbio
Mosly4yeHns [OCTOBEpPHbIX pPe3ynbTaToB WCCNefoBaHWA, MPOM3BOAMTENb Habopa peareHToB
PEKOMEHAYET MCMO0/b30BaTb TO/ILKO OLHOKPATHOE 3aMOpaXknBaHMe-pasMopakuBaHue 06pasuos, a
TaKXXe XpaHeHVe HeCKO/bKMX 3aMOPOXXEHHbIX a/IMKBOT 06pasLia.

1.4, He pekomeHZyeTCs WCNONb30BaHWe [ANA UCCNefoBaHMA 00pasLoB C MOBbLILIEHHbLIM
COAepXXaHvuem NUMMAOB U (MM) C nNpu3Hakamn remonusa, u (WM) € BUAUMBIM  MUKPOOHLIM
3arps3HeHneM («npopoCcTOM»).

7.5. O6pasupl, cogepxaliye 0CafoK, B3BELLEHHbIe YacTuLbl, Nepes aHaM30M MOABEPrHYTh
LleHTpUyrmposaHuto B TedeHne 10 MMH npu yacToTe BpaweHms 3000 06/MUH.

BHumaHwme!
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Imbia”

Mepen NOAroTOBKOW peareHTOB K paboTe W MpoBefeHWEM WCCNefoBaHUSA NPOU3BOAUTENb
HacTOATENIbHO peKOMeHAyeT elle pa3 npoumTtatb pasgen «ObecneyeHrve KayecTsa
MccnefoBaHNN» HACTOALLE UHCTPYKLUW MO NPUMEHEHUIO.

8. MoAroToBKa KOMMNOHEHTOB A1 UCC/EeL0BaHNS

8.1. [MpeaBapuTeNbHble MaHUNYNALUN

lMepes “cnonb3oBaHMeEM BCKPbIThb YAKOBKY Habopa peareHTOB 1 U3B/ieYb BCe KOMMOHEHTb,
BK/HOYas 3arneyaTaHHblin VIMMYHOCOPOEHT.

BblaepXaTb KOMMOHeHThI B TedyeHre 30 MUH npu Temnepatype oT 18 o 28 ®C akKypaTHO
nepemMeLLarb.

BHumaHve! K (+), K(-), PPO, PK, TMB u Cton-peareHT rotoBbl K WCMO/b30BaHUO U He
TpebyoT LONOMHUTENbHbBIX Pa3BeAeHNA.

Heucnonb3oBaHHble K (+), K(-), PPO, PK, TMB u CTton-peareHT XpaHUTb B YMakoBKe
NMpoun3BoAUTENSA NPKU Temnepartype oT 2 1o 8°C [0 NCTeYeHNs Cpoka rofLHOCTM Habopa.
KomnoHeHTbl @CB-T (Xx26) npescTaB/eH B BUAe KOHUEeHTparta. TpebyroT pa3seaeHus.

8.2. MoarotoBka MIMmyHocopbeHTa

BCKpbITb MakeT ¢ VIMMyHOCOGEHTOM. YCTaHOBMTb B pamky KVIMMyHoco6eHTa Heobxoumoe

" KONMYeCTBO CTpMNOB. Heucnosb3yemble B AaHHOW MOCTAHOBKE CTPUMbI Cpa3y Moc/ie BCKPbITUA
rnakeTa ¢ NNaHLWeTOM NOMECTUTL B (DO/IbIMPOBaHHBIV MakKeT ¢ 3aCTeXKON Tuna zip-lock. V3 nakeTa
YLanTb OCTaTOYHBbIA BO3AYX, 3aKPbITb 3aCTEXKY, Y6paTh B XONOAWbHYIO Kamepy.

XpaHUTb Hencnonb3oBaHHbIE CTPUMbI MpY Temnepatype oT 2 Ao 8 °C [0 UCTeYeHUs CpoKa
rogHocTV Habopa peareHToB.
PamKy nnaHLLeTa cpa3y nocne UCNob30BaHMS NPOMbITb ANCTUNIMPOBAHHON BOAON. 3aTem - 70%
3TWUNOBbLIM  CMMPTOM M MOBTOPHO  AUCTUNNMPOBAHHOW  BOLOW. pocyLnTb,  MUCNOMb3YS
(unbTpoBasibHYt0  6ymary. XpaHuTb B YMakoBKE MPOW3BOAWUTENs BMeECTe C  ApYyrvmu
HencnoNb30BaHHbIMU peareHTamMu.
IMMyHOCOP6EHT (CTpuMbI) MCMOJIb30BaTb OAHOKPATHO!
8.3. MpuroTtosneHne paboyero NPoMbIBOUYHOro pacteopa PCb-T
BHumaHue! B npouecce XpaHeHWA M TPaHCMOPTUPOBIOT KOHLEHTpaTa MpoMbIBOYHOIO pactsopa
(PCB-T (x26)) BO3MOXHO BblIMafeHue ocafiKa Coseil.

¢ Mpy Hammumm ocagka BO (nakoHe ¢ ®CH-T (x26) Bbigepxatb npu Temnepatype 37+1°C go

MOSIHOrO PacTBOPEHUS CONEA.
Paboumii NpombLUOYHbIN pacTBop PCB-T roToBAT creaylowmm o6pasoM; B Konbe CMeluvBaroT
coaepxmnmoe thnakoHa PChb-T (x26) ¢ 750,0 mn BoAbl AUCTUNIMPOBAHHOIA.
Mpy UCMONb30BaHUM OAHOIO WM HECKO/TbKMX CTPUNoB MiIMMyHocopbeHTa Heobxoammoe
KONNMYECTBO paboyero npombiBoYHOro pactsopa ®Chb-T NpuroToBUTL B COOTBETCTBUN C Tabnuuein
2.
Pabounin NpoMbIBOYHbIN pacTBop PCB-T XpaHuUTb Npu TemnepaTtype oT 18 10 28RC He 6onee 10
[Hen nnn nNpy Temnepatype ot 2 10 He 60nee 45 OHei.
Hencnonb3oBaHHbIA KOHLEHTPAT NpoMbIBOYHOMO pacteopa (P CB-T (x26)) XpaHUTb B YNakoBKe
MPOn3BOAUTENSA NPU TemnepaType oT 2 10 8RC 0 UCTEYEHNS CPOKa ro4HOCTM Habopa.

Tabnuua 2. CeofHas Tabnmua NPUroToB/ieHNA paboumx pacTBOpPOB

KONMYECTBO NCMIONb3YEMbIX Pabouunii NpoMbIBOYHbINA pacTBop ®Ch-T
c 0B, LUT.
TPUnoB, Wt ®CB-T (x26), mn ] Bopga*, mn
2,0 50,0
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2 4,0 100,0
3 6,0 150,0
4 8,0 200,0
5 10,0 250,0
6 12,0 300,0
7 14,0 350,0
8 16,0 400,0
9 18,0 450,0
10 20,0 500,0
n 22,0 550,0
12 30,0 750,0
MpumMevaHve: * Boga AUCTUNNMPOBaHHASA
9. lNpoBegeHne aHansa

dran Mpouenypa aTana aHanusa M

aHanusa poueayp puMeyaHue

1 YCTaHOBMTb HEOOX0AUMOE KOMYECTBO CTPUMOB B paMKy MmaHLweTa

2 BHecTn B oaHY nyHKy 100,0 mkn K(+), BHecTu B 04HY nyHKY 100,0 mkn K(-).

Bpewms BHECEHMSA obpasuos  npu
B ocTanbHble NiyHKW VIMMyHocop6eHTa BHECTM MO UCNOMb30BaHWM BCEro MAaHlieTra He
90,0 mkn PPO, a 3atem no 10,0 MKN aHaNM3NPyeMbIX A0MKHO NpeBbiWaTh 10 MUH.

3 06pasLos. HenpaBunbHOE COOTHOLUEHWE B JIYHKe
3aknentb  NyHKU VImmyHocopbeHTa  (CTPUMOB) 06bEMOB aHaM3MpPyemoro o6pasua u
npwuiaraemoi K Habopy peareHTOB M/IEHKOIA. PPO MOXeT MPUBECTU K WCKaKEHUIO

pesynbTaTa UccnefoBaHuA.

4 VHKybupoBaTb MIMMYyHOCOpP6GeHT (CTpuNbl) B Te4eHne 25 M1UH B Op6MTanbHOM TepMolleinkepe
npu ckopocTy BpaweHus 700 o6/MuH npu TemnepaTypa nHkKybaummn: 37+ 1RC
Tpu pasa NpPoOMbITb MaHWeET, paboyum pacTBOPOM

BHumaHue! HepoctaTtoyHas acnupaums
®CB-T, BHOCA B niyHKM 400,0 MK pacTeopa.

XUAKOCTU B JIYHKE MOXET MNPUBECTM K
KCno3nunsa mMexay atanamy OTMbIBKU - 30 CEKYHS,.

o NUCKaXKEHWIO pe3ynbTaTta UCCeLoBaHuS.

Mcnonb3oBaTb  PeXuUM  MEPEKPeCTHOW  NPOMbIBKM

MpounssoauTens pekomeHayeT
OTKaUMBAHUA XNLKOCTU U3 fBYX TOUEK fHA NTYHKMW.

MCNONMb30BaTb  PEXWM  OTMbIBKM  C

5 Mpn OTCYTCTBUM BO3MOXHOCTW MCMOJb30BATb PEXUM o . .

o nepeKpecTHOW NPUAOHHONW acnupaunen.
MEepeKPecTHOW MPOMbIBKM HEO06X0AUMO  YBENUYNTb
BHumaHue! He ponyckatb BbICbIXaHue
KOMIMYeCTBO MPOMbIBOK O MATK pas.
NYHOK WmMyHocop6eHTa B MepepbiBe
Mo OKOHYaHWM TNPOMbIBKM MNpU  HEOBXOLMMOCTM
MEXAY 3aBEepLUEHWEM  MPOMbIBOK W
y4anuTb Bnary U3 fiyHokK, NOCTYKMBas MaHLWeToM Mo
o BHECEHWEM peareHToB.
thunbTpoBanLHOM bymare.
Bo Bce nyHkn MmmyHocop6eHTa BHecTu no 100,0
MKn PK Bpems BHeceHus PK npwm

6 ' MCNOJSIb30BaHMM MO/HOTO MfaHWeTa He
3aknentb  NyHKM  MMMyHocopbeHTa  (CTpWMNOB)

o o [0OMKHO MPEBbIWAaTb 3 MUHYTHI.
npunaraemon K Habopy peareHToB MEHKOW

7 MHKybupoBaTb MMIMMYHOCOP6EHT (CTpuMbl) B TeyeHne 25 MUH B OpOUTaNbHOM TEPMOLLERKEpPC

npu ckopocTu BpaweHnsa 700 06/MUH npu TemnepaTypa MHKyb6auuun: 37+ 1°C
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10

12

Tpu pasa NpPOMbITH MaHWeT paGouyMm pacTBOPOM

O CB-T, BHocA B nyHKK 400,0 mkn pacTBopa.

aKcnosnumsa me>eqy atanamu OTMbIBKU - 30 CEKYHA,
Mcnonb3oBaTb PeXWM  MepeKpecTHOW
0TKa4YMBaHUSA XXULKOCTU U3 ABYX TOUEK JHA TYHKMN.

Mpn OTCYTCTBMU BO3MOXHOCTW UCMOMb30BaTh PEXUM

MPOMbIBKU

BHumaHue! HepocTtaTtoyHas acnuvoamus
XUAKOCTU B NYHKE MOXET NPUBECTU K
NCKaXeHUI0 pe3ynbTaTa UccnefoBaHus.
lMpounssoauTenb pekomeHayeT
NCMO/b30BaTb  PEXUM  OTMbIBKM  C
NMepeKpecTHOW NPUAOHHOR acnupaymen.

HepEKpECTHOVI NPOMbIBKU H806XOAMMO YBENNYNTDL

KONN4eCTBO NPOMbIBOK A0 MNATK pas.
1o OKOHYaHWM NPOMLIBKKM MpwU

thnbTpoBanbLHOM Bymare.

Bo Bce nyHku nnaHweta BHecty no 100,0 mkn TMB

HEeo6X04MMOCTH
yAanuTb Bnary 13 nyHoK, nocTyKuMBas nnaHWeToM no

BHumaHue! He nonyckaTb BbiCbiXxaHue
NYHOK WMmmyHocop6eHTa B mMepepbiBe

MeXJy 3aBeplueHMEM  MNPOMbIBOK U
BHECEHWEM PeareHTOB.
Bpewms BHeceHus TMB npu

MCMONb30BaHUM MONTHOTO NiaHWweTa He
[O/KHO MpeBbiWaTh 3 MAHYTHI.

MHKy6upoBaTb MMIMMYHOCOP6EHT (CTpunbl) B TedeHne 10 M1UH B OpOUTaNbHOM TepMOLLEenKepe
npu ckopocTu BpateHns 700 06/MUH Npu Temnepatypa MHKyb6auuun: 37+ 1°C

Peakynto 0CTaHOBUTb BHECEHWEM B KaXXAyr JNYHKY

MmmyHocop6eHTa no 100,0 mkn CTon-peareHTa

M3MepuTb ONTUYECKYH MAOTHOCTb

Bpemsa BHeceHmsa CTon-peareHTa npu
NCMOJIb30BaHMM MOMIHOIO MNaHLWeTa He
[O/KHO NpeBbiWaTb 3 MUHYTHI

CO/ZlEPXXMNMOT0

NYHOK C MOMOLLbIO CNeKTpogoToMeTpa MNpu AMHe BHuMmaHue!

BOJIHbI 450 HM

NN ncnonb3ys Asa hunbTtpa:
OCHOBHOW - 450 HM
pethepeHCHbIn - 620-680 HM.

BapuaHT Ne2 (“Mcronb3oBaHve TepMocTara).

aTan
aHanmsa

1
2

Mpoueaypa aTana aHanusa

YyeT peakunnm Heo6Xo4MMO NPOU3BECTY
He Mo3fHee, ueM 4epes 5 MUH. Mocne
OCTaHOBKM peakLum

MpumeyvaHune

YCTaHOBUTb HEOOXO4MMOE KOIMYECTBO CTPUNOB B PaMKy MnaHLieTa
BHecTu B 04HY NnyHKY 100,0 mKkn K(+), BHeECTM B 04HY NyHKY 100,0 mkn K(-).

B ocTanbHble NYHKU I/ImmyHocop6eHTa BHECTW MO

90,0 mkn PPO, a 3arem no 10,0 wmkn
aHanusupyembix 06pasLos.
3aknentb nyHkn WmmyHocopbeHTa (CTpunos)

npunaraeMmoii K Habopy peareHToB MIEeHKOA.

Bpemsa

HenpasunbHoe

BHeceHuA
Ncnoab3oBaHn BCEro

o6pasyos npu
nnaHwerta He

LOMXHO NpeBbllaTh 10 MUH.

COOTHOLUEHWEe B NYHKe
06bemM0B aHanusupyemoro o6pasua u PPO
MOXEeT MPUBECTN K MCKaXEHMNIO pesysibTaTta
nccrefoBaHus.

MHKybupoBate MmmyHocopbeHT (cTpunbl) B TedyeHue 30 MUH B TepMmocTaTe, TemnepaTypa

NHKyb6auumn: 37+ 1®C

Tpu pasa NpoMbITb NaaHWeT paboynum pacTBOpPOM
®CB-T, BHOCA B yHKK 400,0 MK/ pacTBOpa.
3Kcno3nyma Mexay stanamu OTMbIBKM - 30 CEKYHA,.
Mcnonb3oBaTb pexum MNepekpecTHOW NPOMbIBKY
0TKa4YMBaHUA XNLKOCTU U3 [BYX TOYEK LHA TYHKMN.
Mpu OTCYTCTBMU  BO3MOXHOCTWM  MCNO/Mb30BaTb
PeXXUM  NEepPeKpPecTHON MNPOMbIBKM  HE06X0AUMO
YBeMYNTbL KOSIMYECTBO NPOMBIBOK 10 NATU pas.

Mo OKOHYaHMWM NpPOMbIBKM MpPU HEOBXOAMMOCTU
YAanuTb Bnary n3 fyHOK, MOCTYKWBas MIaHLWETOM
no uibTpoBanbLHONM bymare.

Bo Bce nyHkn MimmyHocopbeHTa BHecTu mo 100,0
mKn PK.
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BHumaHne! HepgocTtatouHad acnnoammns
XWULKOCTU B JIYHKE MOXET MPUBECTU K
NCKaXXeHWI0 pe3yfbTaTa UCCNefoBaHuA.
MpounssoguTtens pekomeHayeT
NCMO/Ib30BaTb  PEXUM OTMbIBKM  C
MepeKpecTHON NPUAOHHON acnupaymen.

BHumaHne! He ponyckaTb BbICbIXaHue
NyHOK WmmyHocopbeHTa B MepepbiBe
MEeXJy 3aBeplieHueM  MPOMbIBOK U
BHECEHUWEM peareHTOB.

Bpemsa BHeceHus PK npu mncnonb3oBaHuu
MosIHOro nnaHwera He LOMKHO



3aknenTb NyHKM KMmmyHocopbeHTa (CTPMMOB) MpeBbiWaTb 3 MUHYTHI.

npwunaraemoi K Habopy peareHTOB MIEHKOW

NHkybupoBaTb MIMMyHOcopbeHT (cTpunbl) B TedyeHue 30 MUH B TepmocTaTe, Temnepartypa

NHKybauuu: 37+ 1RC

Tpwn pasa NpomMbITb NnaHWweT pabounm pacTeopom BHumaHnue! HepoctaTtouHas acnunanus

®CB-T, BHocA B nyHKK 400,0 MmKn pacTBOpa. XUAKOCTM B JIYHKE MOXET TMPUBECTU K

3kcnosnuma mexay atanamu oTMbiBKM —30 ceiQua. UCKaXeHWUto pesynbTaTa Ucc/efoBaHus.

Micnonb3oBaTb pPeXWM MEPEeKPecTHOW MpoMbIBKM [pon3BoguTenb pekomeHayeT

0TKaYMBaHUA XULAKOCTU U3 ABYX TOUEK AHA NYHKN.  WUCMNOJIb30BaTh pexum OTMbIBKM €

8 lMpu  OTCYTCTBMM  BO3MOXXHOCTW  MCNO/Ib30BATb MEPEKPECTHON NPUAOHHONR acnupayuei.
PEeXWM  MNEepeKpPecTHOW MPOMbIBKM  HE06X0AMMO
YBeNUYUTL KONMYEeCTBO NPOMBIBOK 0 NATU pas. BHumaHue! He ponyckaTb BbiCbiXaHue
MO OKOHYaHMW NPOMbLIBKM MpU  HEob6XoAMMOCTU NYHOK WMMMyHocop6eHTa B nepepbiBe
yAanuTb Bnary w3 SIyHOK, NMOCTYKMBaa MaHWeTOM MeXAay  3aBeplieHWeM  MPOMbIBOK U
no MAbTPOBANLHO Bymare. BHECEHWEM peareHToB.

Bpems BHeceHus TMB npu

MCNoNb30BaHUM MOMHOr0 MaHWeTa He

[LO/MKHO NpeBbIaTh 3 MUHYThI.
NHKy6uposatb MMMyHOCOpP6EHT (CTpunbl) B TeyeHne 15 MUH B TepmocTaTe, Temnepartypa

10 nHKybaunn: 37+ 1®C. Bo3MOXHa MHKyb6aLmsa npy KOMHaTHOM TemnepaType B 3alWULWEHHOM OT
CBeTa MecTe.

Bo Bce nyHku nnaHweta BHectu no 100,0 mkn
TMB

Bpema BHeceHua CTon-peareHta npu
PeakLu1o OCTaHOBUTb BHECEHMEM B KaXXAYH NYHKY
1 MCMOMb30BAHMM MOJMIHOTO NAaHwWeTa He
MimmyHocop6eHTa no 100,0 mkn CTon-peareHTa.
[0/MKHO MpeBbIWaTb 3 MUHYThI
N3mepuTb ONTMYECKYKD MJIOTHOCTb COLEPXKMMO!

NYHOK C MOMOLLbIO CMeKTpothoToMeTpa npu Anu™ BHuMaHue!

12 BOJIHbI 450 HM Yuet peakuun Heo6xo4MMO NPOU3BECTU He
MIn UCNonb3ysa fBa QUNbTPa; nosgHee, uyem 4epes 5 MWH. mocne
OCHOBHOW - 450 HM OCTaHOBKW peaKkuun

pedepeHCHbIR - 620-680 HM.

Vcnonb3osaHne N® A-aHanm3aTtopos

Habop peareHToB «Ackapnga IgG-MMBUAH-N®A» agantupoBaH AN NHOObIX OTKPbITbIX
MoslyaBTOMaTUYeCKNX 1 aBTOMAaTUYECKNX MMMYHO(EPMEHTHbIX aHa/1M3aTOPOB.

Mpoueaypy aHan3a NPOBOAUTL TaKXKe, Kak ¥ A5 PYYHOW NOCTaHOBKW aHa/n3a.

10. PacueTbl

Pe3ynibTaTbl PErMCTPUPYHOT NPU MOMOLLM CNEKTPO(OTOMETPA BEPTUKAIbHOrO CKaHUPOBAHWS.
OnTnyeckyto NNOTHOCTL (OIT) n3mepsAtoT Npu 4MHE BOSHbI 450 HM 1K ncnonb3ys Asa uabTpa-
450 HM (OCHOBHOM (hnnbTP) 1 620-680 HM (petepeHCHbIN UNbLTP).

Hynesoi ypoBeHb («61aHK») 3a4at0T No BO3AYXY.

10.1. KpuTtepumn npaBuibHOCTU TeCTa

3HadeHune Ol B nyHKe ¢ K(-) 4omkHO 6bITb He 60n1ee 0,200.

3HayeHune Ol B nyHKe ¢ K(+) gomkeH 6bITb He MeHee 0,500.

Ecnun nonyyeHHble 3HaveHNs Ol B IyHKaX € KOHTPO/IbHbIMU 06pa3Lamu He COOTBETCTBYHOT
KpUTEPUAM NPaBUILHOCTU TeCTa, pe3ynbTaThbl TeCTa He YUMTbIBAKOT. lccnefoBaHNe NpoBoaAT
MOBTOPHO.

PaccunTtaTb KpuUTHYecKoro ypoBHs - O kpuT.(Cul off)-

Or Kpur. = O K(-) cpeaHee + 0,200*

*0,200 - KO3 ULMEHT, OMpeaeneHHbIn METOAOM CTaTUCTMYECKOM 06paboTKM pe3ynbTaToB
nccnefoBaHWn Ha NPeanpUATUN-U3rOTOBUTENE.

PaccumTaiite KoaththmumeHT nosutmusHocTh (KM): KM - OM o6pasya/ONkput
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10.2. WHTepnpeTaumsa pesybTaToB

Ecnn KIM Tectupyemoro obpasua meHblie (<) 0,8, pesynbTaT UcCnefoBaHWs obpasua cumTaroT
oTpuuarensHbiM: 1gG aHTUTENa K Ascaris lumbricoides He 06HapyXeHb!.

Ecnn KIT Tectupyemoro o6pasua 6onblie nnm pasHo (>) 1,2, pe3ynbTaT mccnefoBaHns obpasua
cumnTaroT NonoxuTensHbIM: 1gG aHTMTena K Ascaris lumbricoides 06Hapy»XeHb!.

Ecnn KI1 Tectnpyemoro ob6pasua 6onbwwe wunm paBHo (>) 0,8 m meHbwe (<) 1,2, pe3ynbtar
nccnefoBaHMs 0bpasua CUATAOT NOrPaHNYHbIM.

B cnyyae norpaHWYHOro pesynbTata PeKOMeHAYeTcs MOBTOPHO WCCnefoBaTb 3TW  06pasupl
napaensHo ¢ obpasuamMmn AaHHbIX NaUMEHTOB, B3ATbIX Yepes 2-4 Hefenn.

[ns oueHKn TUTpa o6pasLa onpesennTe guanasoH, B KOTOpbIA nonagaet 3HadeHne KIM obpasua:

3HaueHue KI1 PesynbTar
MeHbLe 0,79 OTpULATENbHbIA
oT1 0,8 no 1,19 norpaHnYHbIN
ot 1,20 go 2,00 MonoxuTtenbHbIin, 06pasey, c TUTpoM IgG
aHTuTen K Ascaris lumbricoides 1:100
oT 2,01 o 4,00 MonoXuTenbHbIn, obpasew, c TUTPOM 1gG
aHTuTen K Ascaris lumbricoides 1:200
ot 4,01 go 8,00 MonoXxuTenbHbIn, obpasew, ¢ TMTPOM 1gG
aHTuTen K Ascaris lumbricoides 1:400
ot 8,01 go 16,00 MonoxuTenbHblid, 06pasel, ¢ TUTpom IgG
aHTuTen K Ascaris lumbricoides 1:800
6onbLue 16 MonoxuTensHblid, obpasew, ¢ TUTpoMm IgG
aHTuTen K Ascaris lumbricoides 1:1600
11. YTunumsayna oTxon0s
11.1. YHUUTOXEHNE N YTUIN3AUMIO HAOOPOB peareHToB C/ieayeT NPOBOANTL B COOTBETCTBUN

¢ CaHlnH 2.1.3684-21 «CaHuTapHO-3NMAEMUONOrNYecKMe TpeboBaHUA K  COAepPXaHWHo
TEPPUTOPUIA TOPOACKMUX W CENbCKUX MOCENIEHNIA, K BOAHbIM O6BEKTaM, MUTLEBOW BOAe W
MUTLEBOMY BOLOCHaOXEHWIO, aTMOC(epHOMY BO34yXy, MNOYBaM, XXWUbIM  MOMELLEHMAM,
aKcnnyatauuy NpPov3BOLCTBEHHBIX, OOLLECTBEHHbLIX MOMELLEHWI, OpraHv3auum U nNpoBeAeHUIO
CaHUTapHO-NPOTUBO3NUAEMUYECKMX  (MPOPUNAKTUYECKMX) MeponpuaTuii» 1 MY-287-113
«MeTofnYecKme yKaszaHus No Ae3vH(eKUMN, npeacTepunn3auMoHHON OYUCTKE U CTepUIn3aumm
N34eNNIA MEANLMHCKOrO Ha3HauYeHNs».

11.2. Bce npombiBHbIE pacTBOPbI, COOpaHHble B CNeLnabHbIA KOHTENHEP 1 06paboTaHHble
AEe3NHPUUMPYIOLLMMIN  CPeACcTBaMK, paspelleHHbIMUA AnS MpUMeHeHus Ha Tepputopun PP B
yCTaHOB/IEHHOM MopsAAKe, CneayeT YTUAn3nMpoBaTb Kak 0TXoAbl Knacca b.

11.3. Bce TBepable 0TX0Abl, COOpaHHblE B CreuuasbHbI KOHTENHeP, 06e33apakeHHble B
COOTBETCTBMM C Tpe6oBaHusamM CaHlMH 2.1.3684-21 «CaHWUTapHO-3MMAEMMNONOrNYeCKme
Tpe6oBaHWS K COAEPXaHW TeppuUTOPUIA TFOPOLCKMX W CEeIbCKUX MNOCeNeHW, K BOAHbIM
ob6beKTaM, MUTLEBOM BOAE W MUTLEBOMY BOLOCHAGXEHWUIO, aTMOC(EepHOMY BO34yXy, MO4YBaM,
XWUNbIM  NOMELLEHUAM,  3KCMlyaTaumun  MPOU3BOACTBEHHbIX, OOLLECTBEHHbIX  MOMELLEHWA,
opraHusauum 1 MPOBEAEHUIO  CaHUTapPHO-MPOTMBO3MUAEMUYECKUX  (MPOPUNAKTUYECKNX)
MeponpuATUIA», cneayeT YTUIN3MPOBATb KaK 0TX0/bl Knacca b.

11.4. Hencnonb3oBaHHble HaGOpbl PeareHTOB C MCTEKWMM CPOKOM TOAHOCTY  nepeq
yTunusaumeii cneyeT pasyKoMnieKToBaTb.
11.5. Heuncrnonb3oBaHHbIA KOHLEHTPAT MPOMbIBOYHOFO PacTBopa CrefyeT YTUM3MPOBaT,

Kak oTxofbl Knacca A.
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11.6. Heucnonb3oBaHHble K(+), PK uMMyHOCOp6eHT cnefyeT ob6e33apakuBatb W
YTUINM3NPOBaATh, KaK MeAULMHCKME OTX0AbI Knacca b.

11.7. Hewncnonb3oBaHHble TMbB 1 cTon-peareHT cnegyeT yTUAM3MPoBaTh, Kak 0TX0A4bl Knacca
r.

11.8. YTunusaums npoBoAMTCA Cheumnanm3vpoBaHHbIMU OpraHuM3aumsMu, KOTopble UMEHT

JIMUEH3NIO Ha npaso yTuinsaunn MeguUNHCKNX 0TXO0A0B.

12. OrpaHnyeHue TecTa

CnepyeT MOMHUTb, YTO pe3y/ibTaTbl TECTUPOBAHUA HA aHTUTENAa He MOTyT 6blTb €AWHCTBEHHbLIM
KpuTepueM AN AWArHOCTUKM WM UCKKYeHMs AcKapuposa, Wav Ans ornpegeneHus crartyca
NHDEKLMN.

OTpuuaTenbHbI  pe3ynbTaT WUCCAEA0BaHUA MPU  Ha/MuMM  UHADMUMPOBaHMA  Ascaris
lumbricoides BO3MOXeH:

- B MHKY0aLMOHHBIN 1 HaYa/IbHbIA Neproabl 3a601eBaHNS;

- Y NaLMEHTOB CO CNMabbIM MMMYHHbIM OTBETOM (COCTOSIHUE MMMYHOCYMPECCUn).

JI0KHOMONOXUTENbHbIA  pe3ynbTaT  UCCNeAoBaHUSI  HeNb3s  WCK/IUYATb  BO3MOXHOCTb
nepekpecTa VMMYHOMOTMYECKUX peakLUmiA npu 3a60/7eBaHMsX OMMCTOPX030M, TOKCOKAapO3oM,
TPVUXEHHENNIE30M 1 9XMHOKOKKO30M. TO MOXET BbITh CBSA3aHO KaK C COBMECTHOI 1HBa3el, TakK v
C B3aMMO[EICTBMEM aHTWUTEN C TreTepoNorMYHbIM aHTUFEHOM 3a CYET MMMYHOMOTMYECKUX
MepeKpPecToB MeX/ay aHTUreHamm

MocTaHOBKAa AvarHo3a MpOBOAMT flevallyii Bpad C Y4YeTOM M3y4eHUs MOMHON KIMHMYECKON
KapTVHbI.

13. CpOK rofjHoCTH, YC/10BUSI TPAHCMOPTUPOBKUN U XpaHeHUS

CpoK rofHoctu, YC/oBUS TPaHCMOPTMPOBKM W XpaHeHWUs Habopa peareHToB M KOMMOHEHTOB
npeacTaBeHbl B Tabnumue 3.

Tabnuua 3. CpoK roAgHOCTW, YCNOBMS TPaHCMOPTUPOBKM W XpaHeHUs Habopa peareHToB U
KOMMOHEHTOB

XPaHUTb B YNakKOBKE MPOn3BOAUNTESNA B

CYXOM, 3aLlMLLIEHHOM OT CBETa MeCTe,
CpOK rofiHocT Ha6opa y M

24 mecaua npwn Temneparype o1 2 fo 8°C.
peareHToB |
BHuMmaHume! 3amopaxkuBaHue He
[lonycKaeTca
B TEHEHVE cpoka npu Temnepartype ot 2 go 8RC
TpaHcnopTupoBKa rogHoCTU
10 cyTOK npu Temnepatype Ao 28RC
BCKpbITble KOMMOHEHTbI: XPaHUTb B YNakoBKe Npov3BOAUTENS B

B TEUEHMEe CPOKa

K(+),K(-), P CB-T(x26), roiHoCTV Ha6opa

CyXOM, 3aljieHHOM OT CBETa MECTE,

TMB, PK, PPK PPO, Cton- npw Temnepartype
peareHToB o
peareHT, IMMyHOCOPOEHT ot2p08°C
Pabounii NPOMbIBOYHbII He 6onee 10 CyTOK npu Temnepatype ot 18 1o 28RC
pacteop ®CB-T
He 6onee 45 cyToK npu Temnepatype ot 2 A0

14. CapaHTuWliHble 0653aTeNbCTBA
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MpousBoauTenb rapaHTUpYeT COOTBETCTBME Habopa peareHToB «Ackapuga 1gG-MIMBUAH-VIDA»
TpeboBaHMSIM HOPMATUBHON W TEXHUYECKOM AOKYMEHTAaLUMKM, a TakkKe KayecTBO M 6e30MacHOCTb
NPOAYKTa B TeYeHMe BCEro CpoKa rofHOCTU.

Peknamauuy Ha cneumguyeckre 1 pranyeckre CBOCTBa Habopa peareHTOB HaNpaBNAThL B afpec
npegnpuatua-usrotosutens: OO0 «VMBUAH J1AB», 630559, o6n. Hosocubupckas, pn
Konbuoso, Cagosasd, Aom 2/7, aTax 2 nomewy, 2

Ten. +7MA372M0071. info@imbian.ru. www.imbian.ru.

15. dopma nogaun peknamawmi

[lns npoBeAeHNs paccnefoBaHNsA U NOMyYeHUs 06bEKTMBHBIX BbIBOLOB MO 3aiB/IEHHONM pekiamaLmm
Heob6X04MMO NPesoCTaBUTb:

- peKnaMaLmoHHbIA Habop peareHTOB C CONPOBOANTE/IbHBIM MUCbMOM, COZePXKaLlM MH(OpMaLMIO 0
BbIABNIEHHbLIX HECOOTBETCTBUSAX;

- uccnefyemble 06pasupbl;

- NPOTOKO/Ibl UCCNEef0BaHNIA, BbLUOHEHHbLIX APYTrMM MeTOAOM (yKasaTb HaMMeHOBaHWe, CEpPULO, CPOK
rofHoOCTH Habopa);

- NPOTOKO/bl WCCNeA0BaHUA, BbINOMHEHHBLIX PefiepeHCHbIM HabopoM (ykasaTb HaUMEHOBaHWE,
Ceputo, CPOK roAHOCTY Habopa).
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CUMBO/IblI MApPKMPOBKU

CumBon HanmeHoBaHWMe cumBona
Vicnonb3osatb Ao

[ata n3rotosneHuns

Koz naptun
LOT

KaTanoxHsblii Homep
REF

O6paTnTech K MHCTPYKLUMM
G_LI MO NPYMEHEHNIO

(v8°C TemnepaTypHbIit
2% -4 AvanasoH

bepeuyb 0T Bnarun
H302: BpeaHo npu

npornatbiBaHn
H315: MNpn nonagaHun Ha

KOXY BbI3blBaeT
<N> paspaKeHme
H319: lNMpn nonagaHun B
rnasa BbI3blBaeT

BbIPXKEHHOE Pa3paxKeHe
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Paspabotan

15

HaumeHoBaHWe cuMBOa
He ncnonb3oBath
MOBTOPHO

OcTopoXHo!

He ponyckatb
BO3A€EMCTBNSA COMTHEYHOrO
cBeTa

Copepxxmumoro
[ocTaToyHo ans 96
onpegeneHnii

CvMBON Mpon3BOANTENS
(conpoBoxpgaetca
Ha3BaHWeM W1 afpecom)

He ncnonb3oBaTh npu
MOBPEXAEHHOW YNaKoBKe

Buonornyeckunin puck

MeauumHckoe — m3genue
ANA AMarHoCTUKK in vitro

[.B. byTopuH



MPOLLIHYPOBAHO, MPOHYMEPOBaHO
1 CK|[N/EHO NeyaTbio

VPEKTOP
NAHJIAB»
B.B. Ocunosa
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