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NMHCTPYKUWA no MPUMEHEHWIO
MEAVUNHCKOI O U3AENTNA ANA ANATHOCTUKW EYVITRO

Habop peareHTOB A1 UMMYHO(EPMEHTHOIO OnpesesieHns
nMmyHornobynumHoB Knacca G (IgG) K aHTUreHam TPUXMHENN B CbIBOPOTKE (M1asme) KpoBu
yenoseka «TpuxuHenna lgG-IMBUAH-N®A»
no TY 21.20.23-308-41390295-2022

1. OBWAA NHPOPMALWA

1.1. HasHaueHune Habopa.

Habop peareHToB 4711 UMMYHO(EPMEHTHOrO OMpeAesieHNsA UMMYHOr06y/IMHOB K& cca
G (1gG) K aHTUreHam TPUXMHEN B CbIBOPOTKe (Ms1a3me) KpoBU Yenoseka «TpuxuHenna 1gG-
MMBUNAH-N®A» no TY 21.20.23-308-41390295-2022 npeAHasHayeH AN  KayeCTBEHHOro
BbIIBIEHNA UMMYHOTr/106ynMHOB Kriacca G (IgG) K aHTUreHam TPUXMHEN B CbIBOPOTKE U Miasme (C

SATA, renapvHoOM WAWM LMUTPATOM HaTpus) KPOBW 4esioBeka METOLOM TBEPA0(a3HOro HemnpsiMoro
NMMYHO(epPMeHTHOro aHanmsa (M>PA).

Ha6op peareHToB «TpuxmHenna IgG-MMBUAH-U®A» pekoMeHLYeTCA NPUMEHSATb A/1:

. ANAarHOCTUKN TPUXMHeNIe3a.

. [J1 OLeHKM 3(h(heKTMBHOCTY CNeLmpUYHOCTI Tepanmmn TPUXUHeN Iesa.
. AN151 Cepo3aNUAEMNONIOrMYECKX UCCNeLOBaHMIA.

. [NA ANarHoCTUKK in vitro.

1.2.  O6nacTb NPUMeEHEHUS - KIMHMYeCKas labopaTopHas AMarHocTuKa.

1.3. TpegHa3HauyeHHbI N0/1b30BaTES b

Habop peareHToB «TpuxunHenna 19G-MUMBNAH-N®A» npegHasHaveH ans
NPO(eCCUOHANIbHOrO  MPUMEHEHMSI B K/IMHUYECKOW 1ab0paTOpHOM  AMarHoOCTMKe  CrneunanbHo
0O6YyYEeHHbIM MEpPCOHA/IOM C  BbICMWM WAN  CPEAHUM  MEeAWUMHCKUM, WU GMONOrMYeCKUM
obpa3oBaHMeEM, NPOLUEALWM NOAIOTOBKY Ha /IMLEH3MPOBAHHbIX Kypcax MepBUYHON crieumannsaumm
no paboTe C MaTOreHHbIMW A/19 4YenioBeka MUKPOOPraHM3mMaMu u MoayvmMBLUMM AONONHUTENIbHOE
creuunanbHoe o6pasoBaHMe Ha Kypcax MOBbILLEHUA KBamM(MKaumun. TpeboBaHWs 6e30macHOCTU K
MeANUMHCK1M nabopatopuam npueegeHsl B TOCT P 52905-2007.

2. XAPAKTEPUCTUKA N3LENNA. KOMITIEKTALWA HABOPA.
2.1. CoctaB Habopa peareHTOB npeacTas/ieH B Tabnumue No 1.

TabnmuaN91. CocTas HabopapeareHTOoB «TpuxuHenna IlgG-MIMBUAH-NDA»

Ha3BaHue

OnuvcaHne KOMMNOHEHTA CocTaB
KOMIMOHEHTAa

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



1Tblaj,

96-NyHOUHbIV pPa3bopHbIA MONCTUPO/OBBIA NAAHLLET
NS UIMMYHO/OTUYECKNX PeakuuiA € MIOCKUM [HOM

VIMMYHOCOPOEHT (12 Crpunos no 8 nyHOK) C COP6GUPOBAHHBLIMU L.
PEKOMOVHAHTHLIMU aHTUreHaMK TPUXUHESNN
VIHaKTMBMPOBaHHBIA MOMOXUTENbHLIA  KOHTPO/bHBbIV
obpaseL, Ha OCHOBE CbIBOPOTKM KpPOBM YENIOBEKA,
cofepxalumin MmmyHornobynmHbl knaccos G(lgG) K
1 chnakoH
K(+) aHTUreHam TPUXUHeN (15 wn)
Mpo3payHas XMUAKOCTb XKeNToro upeta ;
CopgepotonT npoknmH-300 (0,1%)
['0TOB K NPUMEHEHUIO
NHaKTVBMPOBaHHbLIN  OTPULATENbHBIA  KOHTPOJIbHBbIA
obpaseL, Ha OCHOBe CbIBOPOTKM KpPOBW YefioBeKa, He
codepXalmin MMmyHorno6ynuHel KnaccoB G(lgG) k
1 dhnakoH
K(-) aHTUreHam TPUXUHen (2.5 wn)
Mpo3payHas XXMAKOCTb CUHErO LiBeTa :
Copmep>knT npoknnH-300 (0,1 %)
C0TOB K NPUMEHEHNWIO
KOHLeHTpaT NPOMbIBOYHOIO pacTBopa, 26-KpaTHbIN.
Cnerka onanecuupytowas, 6ecLBeTHas XXNAKOCTb, 1 hnakoH
®CB-T (x26) BO3MOXXHO BbraafieHve ocajka (30,0 mn)
Copep>kunT 6eH3oaT HaTpus (0,2%) '
TpebyeT pa3BeaeHns
PacTBop 414 pa3BefeHns 06pasLoB
OnasecumpyoLLas >X1AKOCTb (PUONEeTOBOrO LiBeTa 1 dpnakoH
PPO Copep>kuT npoknmH-300 (0,1%) (12,0 mn)
['0TOB K MPUMEHEHNIO
PacTBoOp aHTUTEN NPOTUB UMMYHOT/100Y/IMHOB
knaccaG(lgG) yenoBeka c NepoKcuaason XpeHa 1
(hnakoH
PK Mpo3payHas XXMAKOCTb 3e/1eHOro LBeTa (13,0 mn)
Copfep>knT theHon (0,1%) ’
[(0TOB K MPUMEHEHUIO
PactBopTMbB
TME Mpo3payHas 6ecLBeTHasA XXULKOCTb 1 dpakoH
Copep>knT 6eH3oaT HaTpus (0,2 %) (13,0 mn)
COTOB K NPUMEHEHWIO
PacTBOp CepHOM KUCNOTbI
CTOn-peareHT Mpo3payHasn 6ecLBeTHasA XXMAKOCTb 1 (hnakoH
Copep>kvT KucnoTy cepHyto (1,0 monb/nuTp) (12,0 mn)
['0TOB K MPUMEHEHUIO
[neHKa ans 3aKnemBaHUA nnaHLweTa 2 LWT.
BaHHOuUKa 415 peareHToB 2 .
HakoHeuYHnKn o6bemom o 200 MK 16 wr.
VHCTpYKLUMA N0 NPUMEHEHNIO Habopa peareHToB 1w,

B komnnekT Ka)K,CI,OVI NOCTaBKMN [AO0/HKEH BXOAWTb MacCropT KayeCTBa B OAHOM 3K3eMMNsApe
HE3aBMCMMO OT KOJ/INYeCTBa H8.60pOB peareHToB B MNOCTaBKe.

2.2. KomnnekTHOCTb Habopa.
Habop peareHTOB BblMyCKaeTCcA B OAHOM BapuaHTe KOMMIeKTauuu:
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Komnnekt paccuMtaH Ha 96 onpegeneHuid, BK/OYas KOHTPO/bHble 06pasupl, C
1CMNOMb30BaHMEM aHaM3aTopa aBTOMAaTUYEeCKOro MMMYHO(EPMEHTHOIO OTKPBLITOrO Tuna Win C
MOMOLLbKO PYYHOI NMOCTaHOBKM aHa/n3a.

B0O3MOXHbI OTAeNbHble HE3aBUCKMMbIE MOCTAHOBKM aHaM3a C HeoOXOAMMbIM KOMMYECTBOM
CTPWMOB MM NYHOK IMMyHOCOp6eHTa.

2.3. TlpuHumn metoga

MpuHUMN  OeincTBMA Habopa peareHTOB -  HENpsIMOi  ABYXCTafuiiHbIA  TBEpPAOtasHbIii
MMMYHO(EPMEHTHBIN aHasM3. Ha NoBepXHOCTW NIYHOK MOAMCTUPOMIOBOrO MNaHweTa copbupoBaHbl
PEKOMOUHAHTHbIE AHTUrEeHbl TPUXMHeNsa. B NYyHKU BHOCATCA KOHTPO/bHblE W aHaM3npyemble
o6pasubl. [pn HasmumMm B obpasuax creumpruyecKnx MMMyHor06ynnMHoB Knacca 1gG K aHTUreHam
TpUXmUHenn obpasyeTcsa KOMMNIEKC (aHTUreH-aHTUTENO), BbISBMSEMbIA MOCPEACTBOM MOCNEAYHOLLEN
MHKybaumm ¢ paboumm pacTBOPOM KOHbIOrata (aHTutena K 1gG 4yenioBeka, MeYeHHble NepoKcuaasoin
XpeHa). Mpu pob6aeneHun pabouvero pactBopa TMbB B pesynbTate (hepMEHTATUBHOM peakuun
COEPXXMMOE JIYHOK nfaHWeTa OKpawwuBaeTcs. @PepMeHTaTMBHAA peakuus OCTaHaB/MBaeTCA
BHeceHMeM  CTomn-peareHTa.  WHTEHCMBHOCTb  OKpawmBaHus  (ONTMUYECKas  MIOTHOCTb),
nponopunoHasbHas KonmyectBy 1gG K aHTWreHam TPUXWMHENN B aHaiusupyeMoM obpasue,
PErmcTpmpyeTcs ¢ NOMOLLbIO CNEKTPOGOTOMETPA.

(D~

3. XAPAKTEPUCTUKN HABOPA PEATEHTOB
3.1. AHaNNTNYECKNE XapaKTEPUCTUKN
3.1.1. UYyBCTBMTENLHOCTHL HAGOpa peareHToB

UyBCTBUTENBHOCTL Habopa peareHToB NP UCCNeJ0BaHUN HA KOHTPO/IbHOM MaHeNy CbIBOPOTOK
«AHTM - Trichinella spiralis 19G koHTponbHaa naHenb» (Npoussogutesns P, $TM) coctasnset 100
% 6e3 IOKHOOTpULIaTENbHBIX Pe3y/bTaToB.

3.1.2. CneyuguryHocTb Habopa peareHTOB

CneunnyHoCcTb Habopa peareHToB NPY UCCNEeJ0BaHUIN HA KOHTPO/TbHOW NaHen CbiIBOPOTOK
«AHTY - Trichinella spiralis 1gG koHTponbHas naHenb» (Npoussogutens UL, @TM) coctasnseT 100
% 6€e3 NI0XKHOMO/MOXMTE/bHbIX Pe3y/bTaToB.

3.1.3. TloBTOpseMoCTb

B pamkax npoBefeHMsi BHYTPEHHMX WCMbITaHWIA MOBTOPSEMOCTb OMpeaensnacb Ans Tpex
NoMOXNTENbHBIX 06pasyoB B 30 NOBTOpax Ha Tpex cepusix Habopa peareHToB «TpuxuHenna IgG-
VMBUNAH-NDA». BHYTPUCEPUHBIA 1 MEXCEPHUNHBIA KO3PMULMEHTbI Bapraumumn namepeHns Orl
He npesbicun 8 %.

B pamkax npoBefeHUs TEXHUYECKMUX WCMbITaHWIn NOBTOPAEMOCTb OMpeaensnach 418 BOCbMU
nosTopoB K(+). KoaththmuMeHT BapmaumMm M3MEPeHUs ONTUYeCKoW nnoTHoctn K(+) B BOCbMM
MoBTOpax Ha Habope peareHTOB He npeBbicus 8 %.

B pamkax npoBefeHVs KAMHWYECKMX WCMbITaHU/ MNOBTOPSEMOCTb oOnpeaensnacb Ans 6
06pa3sLoB CbIBOPOTKN KPOBM 1 6 06pa3LioB MN1a3mbl KPOBU Ye/loBEKA. BHYTpUCEpUIAHbIN KOIW(ULNEHT
BapuaLum pe3ynbTaToB 06pa3LoB Kakaoro Tuna B 10 NoBTOpax OAHON cepun He npesbunaeT 8 %.
MeXCepuiiHbIA KOIPMULMEHT BapuaLmmn pesyibTaToB B O4HOM M TOM XXe 06pasue 418 KaX4oro Tvna
o6pa3Lia Ha Habope peareHToB «TpuxuHenna lgG-MIMBNAH-U®A» He npeBbicun 8 %.

3.1.4. T1paBu/bLHOCTb

3HayeHme onTryeckoi nnoTHocTy (OI1) B nyHKe ¢ K(+) ans Kakaoro U3 BOCbMM NMOBTOPOB
K(+) (A2-H2) gomxHo 6bITb He MeHee 0,500 o.e., T.e. NPaBUIbHOCTb A0/MKHA 6bITb 100 %.

3.2. [INarHoCTMYeCKne XapakTepucTuku.

3.2.1. TlepeKpecTHas peakTUBHOCTb

B paMKax KNMHUYECKUX UCTbITaHWI NEePeKPeCTHYHO PeakTUBHOCTL Habopa peareHTOB M3yyaau
Ha 172 3aBejOMO OTpULATE/IbHbIX CbIBOPOTKAX KPOBU YeNOBEKa, He cofepxallmx aHTuTena knacca G
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(IgG) K aHTMreHam TpPUXMHENsT M OTOBPaHHbIX 00pPa3LOB CbIBOPOTOK, COAepPXKalMX aHTuTena K
pas3MyHbIM  MH(EKUMOHHbIM areHTam: Opisthorchis felineus, Toxocara canis, Echinococcus
granulosus, Giardia lamblia, Ascaris lumbricoides, GepemMeHHbIX >XeHWMH. Pe3ynbtatbl VDA
nokasain, 4To Hecrneungpuyeckme B3aMMOLEACTBUA PEKOMOUHAHTHbLIX AHTUIEHOB TPUXMHENN C
aHTUTENaMMN Pas/INYHbIX UHPEKLNOHHBIX areHTOB He BbISB/IEHDI.

3.2.2. VHTepdhepupytoLme BelLLlecTBa

Ha pe3ynbTar aHa/im3a He okasbliBatoT remoriobuH (ot 100,0 go 300,0 r/n), xonectepuH (0T 1,5
Ao 4,0 r/n), obwmin 6enok (ot 60,0 go 150,0 r/n), rntokosa (ot 800,0 4o 2000,0 mr/n), TpUrANLEPUABI
(ot 1,5 go 10,0r/n), ataHon (ot 100,0 go 2000,0 mr/n), moyeBmHa (ot 90,0 go 800,0 mr/n), MonoYyHas
kucnota (ot 63,0 go 400,0 mr/n) n obwmin Gunnpybun (ot 10,0 go 300,0- Mr/n) B KAMHNYECKMX
obpasuax.

3.2.3. OKBUBAIEHTHOCTb

B pamkax npoBeAeHUss BHYTPEHHUX WCMbITAHWIA OLEHKY 3KBMBAIEHTHOCTWU pe3y/bTaToB
aHanmM3a Habopa «TpuxuHenna 19G-MIMBUAH-V®A», noflyyeHHbIX Mpy MOCTAHOBKE aHasm3a Ha
CbIBOPOTKE U M/1asMe BEeHO3HOW (C rernapuHoMm, LuTpaTom HaTpua n SATA), NonyYeHHbIX OT OAHOMO U
TOrO >Ke MauueHTa MPOBOAMIM Ha 06pasuax CbIBOPOTKM KPOBWM YenoBeKa, He cofepXawux u
cogepxawmnx WUMMYHOrnobynuHel Knacca 1gG K aHTMreHam TpuxuHenn wmetogom WVID®A npu
noctaHoBKe no npoueaype Nel (Tepmoluerikep) 1 npoueaype X«2 (TepmocTar).

3.2.4. BoCnpounsBoauMocCTb.

[nsa onpefeneHns BOCNPON3BOANMOCTM aHa/IM3a NPOBeLeHa OLeHKa pe3yNbTaToB

MOBTOPSIEMOCTN aHasM3a B Tpex JabopaTopusx. BHYTPUCEPUIHBLIA 1 MEXCepUiiHbIii
KOappuLmeHTbI Bapuaummn pesynbTaTtoB Habopa peareHToB «TpuxuHenna IgG-MMBUAH-NDA» npu
NCCMefoBaHNN  MONOXMWTENbHBIX 00pa3LoB, COAepXallMx WMMYHOrnobynuHel knacca IgG K
aHTureHam TpuxunHenn 8 10 noBTopax He NpeBbILLaeT 8%.

3.2.5. [lmarHoctnyeckas 4yBCTBUTE/IbHOCTb Habopa peareHToB

B xo4e KNMHUKO-1abopaTopHbIX UCMbITaHWI ANarHOCTUYECKYHO YYBCTBUTE/IbHOCTb BbISBEHMS
UMMYHOT100yIMHOB Knacca 1gG K aHTureHam TpuxuHensn onpefensnn Ha 202 nofoXKUTEbHbIX
obpasuax, nokasaHa 100 % uyscTBMTENbHOCTL (AB 95%, ON: 98,52% -100%).

3.2.6. [marHocTuyeckas crneuuguyHoCTb Habopa peareHToB

B Xo4e KIMHWMKO-abopaToOpHbIX UCMbITaHUIA AMArHOCTUYECKYHD CMeLnUYHOCTb BbISIBNEHUS
UMMYHOI106yNMHOB Knacca 1gG K aHTUreHam TPUXMHeNN onpegensnn Ha 362 oTpuuatesibHbIX
obpasuax, nokasaHa 100 % cneyunduuHocTb (OB 95%, A: 99,17% -100%).

4. MEPbI MPEAOCTOPOXHOCTU

4.1. MoTeHUManbHbIA  PUCK  MPUMeHeHWs Habopa peareHTOB N0  HOMeHKNaTypHOM
Knaccuukaumm  MeguLMHCKUX  U3AeNuin, yTBepXXaeHHoW [Mpukasom MuH3gpaBa Poccuiickol
®epnepaummn Ne 4H o1 6 noHA 2012 roga (B pegakumn Mprkasa MuH3gpasa Poccun ot 25.09.2014 N
557H)-knacc 26.

4.2. Habop peareHTOB MpefHasHayeH TOMbKO 4151 MPOMECCUOHANILHOIO MCMO/b30BaHUS.
PaboTy creflyeT NpoBOAWTL B CheuuasibHO 060pyA0BaHHOM MOMELLEeHUN NabopaTopun, OTBeYatoLLei
TpeboBaHuAM CaHlMnH 3.3686-21 «CaHuTapHO-3nuaeMmonornyeckme TpeéosaHus no npounaldie
MH(EKLMOHHbLIX 6one3Heli». Mpu paboTe ¢ HA6OPOM peareHToOB TpebyeTca cobnoaath «HCTPYKUMIO
no Mepam npoQuIaKTUKN PacnpocTpaHeHNs UHMEKLMOHHbLIX 3aboneBaHUiA Npu paboTe B K/IMHUKO-
AMarHocTMYecknx — labopatopmsx  nevebHO-NPOUIAKTUYECKNX — YUPEXAEHUN»,  YTBEPXKAEHHYIO
MwuH3zapasom CCCP 17 sHBaps 1991 roga; TOCT P 52905-2007 (MCO 15190:2003) «Jlabopatopum
mMeanumMHCKue. TpeboBaHmNs 6e30MacHOCTU.
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4.3. TaK KaK KOHTPO/ibHble U aHanM3upyemble 06pasLibl, KOMMOHEHTbI Habopa peareHTOB
ABNAOTCH NOTEHUMANILHO MH(PULMPOBAHHBIM BuomaTepuanomM, To npyu pabote ¢ HAGOPOM peareHTOB
HeobX0AMMO UCNOMb30BaTb UHAMBUAYaIbHbIE CPEACTBA 3anubl: XasaT, rofIoBHOW yoop, pe3vHOBbIE
WK NMNACTUKOBbIE MepyaTKu, CreumasibHyo 06yBb, 3alMTHBIE OYKM UIN LLMTOK).

4.4, O6pabaTbiBaTb pyku nocne  paboTbl C HAabOpPOM peareHToB U obpasuamu B
COOTBETCTBMU C [EACTBYHOLLEA HOPMATUBHON JOKYMEHTALMEN.

45. CbiBopoTKa (Mnasma) KpoOBU  YenoBeKa, MCMOb30BaHHAsA A1 NMPUIrOTOB/IEHNUS
NOMIOXKUTENbHBIX KOHTPO/EN, NHAKTUBMPOBaHa HarpeBaHvem npu Temnepartype (56x1)®C B TeueHue 3
4, COAEPXUT MMMYHOrN00ynuHbl Knacca IgG K aHTUreHam TPUXUHENN M He cogepxatr HBSAQ,
aHTUTena Kk BL4Y-1, BLY-2, BI'C.

4.6. CbiBopoTka (nnasma) KpoOBM  YesioBeKa, UCMONb30BaHHaA A1 NPUroTOB/IEHNSA
OTpULaTeNIbHONO0 KOHTPONA, MHaKTUBMPOBaHa HarpesaHuem npu Temnepatype (56x1)®C B TeueHue 3
4, He COAEPXMT UMMYHOTN00YINHBI Knacca 1gG K aHTureHam TpuxuHens, aHtutena Kk BY-1, BNY-2,
BI'C n HBsAg.

4.7. B coctaB komnoHeHTOB K(+), K(-), PPO, PK, TMB, ®CBb-T(x26) Bxogar

Ll KOHCepBaHTbl B KOHLEHTpauuax, SBNSOWMXCA HeTOKCUYHbIMU. K(+), K(-), PPO - 0,1% [poknuHa

A 300; PK - 0,1% theHona; TMB - 0,03% 6eH30ata HaTpus; PCB-T(x26) - 0,2% 6eH30aTa HaTpus. Bee

peakTVBbl, BXOLALLME B COCTaB KOMMOHEHTOB Habopa peareHTOB B UCMO/b3YeMbIX KOHLEHTPaLMAX,
ABNAKOTCHA HETOKCUYHBIMMU.

4.8. Crton-peareHT 06M1aaaeT pasgpaxkatollmMM [JeNCTBMEM, 3a CUYET KMCNOTbl cepHoit (5%)
BXoAsLLein B cocTaB. pu paboTte usberatb nonagaHus CTOM-peareHTa Ha KOXY W Cnv3ucTble. B
Cflyyae nonagaHus NPOMbITb MOPaXKEHHbIA Y4acTOK 60/bLUMM KOMMYECTBOM NPOTOYHONM BoAbl. Bce
KOMIMOHEHTbI, BXOAALLMe B COCTaB Habopa peareHToB, NpeAHa3HaveHbl TONbKO A5 AUAarHOCTUKK «in
vitro». Bce peakTuBbl B MCMO/b3YeMbIX KOHLEHTpaumax, BXOAsALLME B COCTaB KOMMOHEHTOB Habopa
peareHTOoB - HETOKCUYHbIE.

4.9. Bce MpoMbIBHble pacTBOpbl ChefyeT cobupaTb B CheunasbHblid  KOHTelHep W
o6pabatbiBaTb Ae3VHPULMPYIOLWMMU CPEeACTBAMU, Pa3peLLeHHbIMU A/ MPUMEHEHUS Ha TeppPUTOPUM
P® B ycTaHOBNEHHOM MOPSKe.

4.10. Bce TBepfple 0TX0AbI CnefyeT cobupaTh B CneumabHblii KOHTENHEP, 06e33apaxmBaTth B
cooTBeTcTBMM € TpeboBaHusmu  CaHlMnH  2.1.3684-21  «CaHUTapHO-3NUAEMUOOTMYECKME
Tpe6oBaHWA K COAEPXKaHUIO TEPPUTOPUIA TOPOACKUX N CENbCKUX MOCENEHUIA, K BOAHLIM 00beKTam,
NATLEBOW BOAE W MUTLEBOMY BOAOCHAOXEHWIO, aTMOC(epHOMY BO34yXY, MO4YBaM, XXW/bIM
NOMeLLeHNsAM, 3KCnyataumm MNpPOu3BOACTBEHHBIX, OOLWECTBEHHbIX MOMELLEHWIA, opraHu3auum u
NPOBeLEHNIO CaHUTapPHO-MPOTMBO3NUAEMUYECKUX (MPODNNAKTUYECKNX) MEPONPUATUI».

4.11. JlabopaTopHyk Mnocydy MHOropasoBOro WCMO/b30BaHUS U PacxXofHble MaTepuasbl,
KOHTaKTUpYIOLWMe C WUCCNedyeMbIMA U KOHTPO/bHbIMK 06pasuamu, crefyeT 06e33apaxuBarb C
NCNOMb30BaHEM AE3VH(ULMPYIOLMX CPEeACTB, He COAepXKalMX aKTUBHbIA KUCNOPOA W XNop,
OKas3blBatoLLMX HeraT1BHOE BO3AENCTBME HA KavyecTBO VDA,

4.12. WHCTpyMeHTbl, 060pyfoBaHMe, a Takxe pabouyve NOBEepPXHOCTM CTO/OB HeOOX0AMMO
npotupatb 70 % pacTBOPOM 3TUIOBOrO CrvpTa.

5. OBECIMNEYEHWE KAYECTBA NCCJIEAOBAHWNIN

5.1. BbINONHATL MpoLefypy aHanmsa cnefyeT B CTPOroM COOTBETCTBUM C MHCTPYKLUMEN,
rnpwnaraeMomn K Habopy peareHToB.

5.2.  He wncnonb3oBaTb peareHTbl C UCTEKLINM CPOKOM rOAHOCTMU.

5.3.  He ucnonb3oBatb peareHTbl 4pYruX Npon3BoLUTENEN.
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5.4. Henb3d Mcnonb30BaTb peareHTbl M3 HAabOPOB pa3HbIX CEPUn MM CMeLUMBaTb UX B
npovecce aHaM3a, KpoMe Hecneumgunuyecknx KOMMOHEHTOB Habopa (cMoTpu M. 2.2).

5.5. He noasepraTb peareHTbl BO3LENCTBUIO BbICOKMX TEMMEPATYp U NPSMbIX COMHEYHbIX
Nny4yein B NpoLecce UCMOb30BaHNSA N XPaHEHWS.

5.6. Heponyctumo 3amopaxvBaHue Habopa peareHToOB, Kak LIeIMKOM, TaK W OTAEe/NbHbIX ee
KOMIMOHEHTOB.

5.7.  VccnepoBaHus NPOBOAMTL B MOMELLEHMIN C KOMHATHOWM TeMnepaTtypoli (B COOTBETCTBUM
C AEVCTBYHOLLIE HOPMATMBHOW AOKYMEHTaLMEN).

5.8. He npoBoauTth MccnefoBaHUA B NPUCYTCTBUM MapoB LUenoYeld, KUCMOT, albAernaos, B
3anblIeHHOM MOMELLEHWN.

59. [Ans [esvHMeKuMM WCMNoib30oBaTb peareHTbl, He OKasblBalolMe BO3LENCTBUA Ha
(hepMEHTATMBHYIO peakuuio: Ae3vH(UUMPYIOLLMe CPeacTBa Ha OCHOBE YETBEPTUMYHBLIX aMMOHMUEBBIX
COeIVHEHWIA, CNNPTOB, TPETUYHbLIX aMUHOB.

5.10. B nomelyeHun, rae NPOBOAUTCA MCCNELOBaHUE, He MUCMO/b30BaTh Ae3VH(ULMPYIOLLME
CpefCcTBa, COAepKaLLme aKTUBHbIA KUCMIOPOA 1 Xop.

5.11. Wcnonb3oBaTb YACTYHO, TLLATENIbHO NPOMBITYHO /1a60paTOPHYHO Nnocyay.

5.12. Wcnonb3oBaTb NpoLUeALve BannaaLmio 403aTopbl 1 060pyA0BaHNE.

5.13. TMpu pabote ¢ obpazamu W peareHTamy Habopa WCMOMb30BaTb YUCTble, HOBblE
0HOpPa30Bble HAKOHEYHWKM OTAENbHO N1 K&XA0ro aHam3npyeMoro obpastia n KoOMnoHeHTa Habopa
peareHToB.

5.14. TlpyM 4aCTMYHOM WCNOMb30BaHUM Habopa peareHTOB 3amnpelleHo CAMBaTb OCTaTKU
HEenCcrnob30BaHHOIr0 KOMMOHeHTa Habopa 06paTHO BO (P/1aKOH.

5.15. VcknounTb KOHTaKT MeETaiMyecknx npeameTos ¢ TMb.

5.16. Wcnonb3oBaTb HOBble OAHOPa30Bble BaHHOYKM [18 KaXKAOro KOMMOHeHTa Habopa
peareHToB.

5.17. He wucnonb3oBatb OAHY W Ty >Xe& €MKOCTb, B TOM YWC/e U MHOropasoByto, Mocne
npombIBKK, ans TMB.

5.18. PekomeHayetcsa ona otéopa TMbB mcnonb3oBaTh pasHble 403aTOpbl NUMETOYUHbIE. [Mpu
MCNOMb30BaHWN OAHOr0 fo3atopa HeoOXOAMMO TLLATeNbHO CleAuTb 3a 4YMCTOTOM MoCcagoyHOro
KOHyca po3satopa. epef CMeHOM peareHTa TuiaTe/lbHO 06pabaTbiBaTb BHYTPEHHIOK W BHELUHIOH

m_ MOBEPXHOCTM NOCaA04HOro KoHyca 70% 3TWUM0BbLIM CNIUPTOM.

5.19. [ns oTMbIBKM IMMYHOCOpP6EHTA PEKOMEHAYETCA UCMO/b30BaTb aBTOMATUYECKOE UK
PY4YHOe MNPOMbIBOYHOE YCTPOWCTBO. B KOHUe paboyero AHA He06XO4MMO MPOBOAWUTL MPOMbIBKY
CUCTEMbI NOAAYU >KUAKOCTU AWUCTUNMPOBAHHON (AeWOHU3NPOBaHHOW) BodoW. He pexe 1 pasa B
Heaento cnegyeT obpabaTbiBaTh LWAHTUM M EMKOCTU MPOMbIBOYHOIO YCTpolicTBa 70% 3TWMNOBbLIM
CNUPTOM.

6. OBOPYAOBAHWNE N MATEPUAJbI

- TepMOrurpomMeTp, NO3BONAIOLMIA N3MEPATb TemnepaTypy Bodayxa B AnanazoHe 0-30°C
+ 0,2°C, 0THOCUTENbHYH0 BNaXXHOCTL - 20-90%.

- [fo3atopbl flabopaTopHble  MEpeMeHHOro obbema Of4HO- W MHOrOKaHaslbHble
BMecTUMOCTbO 0T 10 go 1000 mkn;
HaKOHEYHMKN OfHOpa3oBble K [03aTopam 1abopaTopHbiM BMeCTUMOCTbi0 oT 10 go
1000 mkrn;

- BaHHOYKW A/19 pa3BefeHNs KOMIMOHEHTOB;
MUKpoLeHTpuyra nabopatopHas Ha 1000-3000 06/MuH;
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TepMocCTaTupytoLee YCTPOMCTBO A1 MNAHWETOB (UM TEPMOCTaT) C  PeXrMoMm
TepMmocTatupoBaHus 37+1®C v opbuTanbHbIA TepMOLLEiKep, MOALEPXXMBAIONLLA
Temnepatypy 37+ 1°C 1 ¢ YacToTOI BpaLleHus nnatgopmbl 700 06\MUH.;

YCTPOMCTBO 4/1% NPOMbIBaHWSA NnaHLweTa (BoLep);

CMEeKTPOPOTOMETP  BEPTUKA/ILHOrO  CKaHWPOBaHWS  MO3BOMISIOWMIA  BbINOMHATH
M3MEpPEeHNs ONTWUYECKOW MIOTHOCTU COAEPXMMOro /yHOK nnaHweta npu 450 HM
(ocHoBHOI unbTp) M 620-680 HM (pedpepeHCHbIA  (UALTP) WAK  aHanM3aTop
aBTOMaTUYeCKUA UMMYHO(EPMEHTHBIA OTKPBLITOrO TUNA;

X0NOAWMNbHAsA UM MOPO3W/IbHAsA Kamepa;

UMNVHAPLI MepHble He HKe 2 Knacca TOYHOCTM o6bemom 100 m 1000 mn, konba
nabopatopHas BMecTUMOCTb0 1000 M,

eMKOCTb C KPbILLKOWA AN5 XWUAKOro Ae3.CPeAcTBa;

BOZAA AUCTUNAMPOBAHHAA WU [eNOHU3NPOBaHHaS;

Oymara (mnbTpoBa/IbHas;

Talimep;

0[JHOPa30Bble HECTEPUSIbHbIE MEAULMHCKME MepyaTKy,;

nabopaTopHas nocypa.

7. AHAJTM3NPYEMBIE MPOBEbI

7.1. HaTMBHaa cCbIBOPOTKa, Mnasma (C remapuvHoM, uuTpatom HaTpus, OSLATA) Kposu
yenoseka. AHa/IMTUYECKMIN 06beM o6pa3ua - 10,0 Mk,

7.2.  O06pa3subl CbIBOPOTKM (Ns1a3Mbl) KPOBM 40 aHann3a NP A XpaHUTb He 6osiee 7 CyTOK npu
TemnepaTtype oT 2 go 8 °C. AnutenbHoe XpaHeHue (00 6 MecsLEB) aHaIM3MPYeMbIX 06pasLoB
OCYLLEeCTBNATL Npu TemnepaType muHyc 20 °C.

7.3.  3aMOpOXeHHble 06pasubl nepes uccnefoBaHWeM MPoOrpeTs Ao Temnepatypbl (17 0o
27 C) TwWATenbHO nepemMellatb [A18 YCTPaHEHUS BO3HMKAIOWErNO Mpy  3aMOpPO3Ke rpajueHTa
KOHUeHTpaumin. Mpu paboTe € pasmMOpPOXXeHHbIMU 06pasuaMn CrefyeT YUYMTbIBaTb, UTO Kakias
rnocnegyrowas 3amMopo3Ka-pa3Mopo3Ka CHWXKaeT KayecTBo wuccnegyemoro Matepuana. C Uenbto
MoflyyeHWs [OCTOBEPHbIX pe3y/nbTaToOB  WCCMefoBaHWs, NPOM3BOAMTENb Habopa peareHToB
PEKOMeHAYeT MCMo/b30BaTh TOMbKO OAHOKPATHOE 3aMOpaXkKuBaHMWe-pasMopaxkmsaHvie 06pasLos, a
TaKXXe XpaHeHne HeCKO/IbKNX 3aMOPOXEHHbIX a/IMKBOT 06pasLia.

7.4. He pekomeHAyeTCA WCMONb30BaHWE NS WCCMefoBaHUs 06pasLoB C MOBbILLEHHBIM
COAEpPXXaHWeM NMNUAOB WM (WIn) C Npu3Hakamy remonusa, U (Wn) C BUAUMBIM MUKPOOHbLIM
3arpsasHeHnem («npopocTomM»).

7.5.  OO6pasubl, cofepxkallime 0CaloK, B3BELUEHHbIE YaCTULbl, Mepes aHaM30M MoABEPrHYTh
LeHTpUQyrmposaHuto B TedeHne 10 MuH npm yactoTe BpaLleHus 3000 06/MuUH.

BHuMaHuMe!

Mepepn NOArOTOBKOW peareHTOB K paboTe M NpoBefeHWEM UCCef0BaHUsA NPOU3BOAUTENb
HacTOATENIbHO pPeKOMeHAyeT euwe pa3 npoyutarb pasgen «Ob6ecneyeHne KayecTBa
nccnefoBaHNn» HACTOSLLEN UHCTPYKLMM NO NPUMEHEHUIO.

8. MoAroToBKA KOMMOHEHTOB ANA UCCNTIEOBAHNA

8.1.  TlpengapuTenbHble MaHUNYNALUM

Mepef MCNoNb30BaHNEM BCKPbITL YMAaKOBKY Habopa peareHToB 1 13B/MeYb BCe KOMMOHEHTDI,
BK/IOYaA 3areyaraHHblil IMMYHOCOpP6EHT.

Bblaep>kaTb KOMNOHeHTbI B TedeHe 30 MUH Npy Temnepatype oT 18 o 28 °C, akKypaTHO
nepemeLLaTh.
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Imblari

BHumaHue! K (+), K(-), PPO, PK, TMB n Cton-peareHT rotoBbl K UCMNO/b30BaHUIO N He
TPebyOT JONONHUTENbHBIX Pa3BeAeHNI.

Heuncnonb3oBaHHble K (+), K(-), PPO, PK, TMb n CTton-peareHT XpaHWTb B YMaKOBKe
NMpPOM3BOAMTENA MNP TemnepaType oT 2 0 8°C [0 UCTeYeHMs CpoKa FoAHOCTU Habopa.

KomnoHeHTbl @CB-T (X26) npeactaBneHbl B BUAe KOHLEHTpaTa. TpebytoT pa3BeieHus.

8.2. ToxoToBka VMiMmyHocopbeHTa

BcKpbITb MakeT ¢ IMMYHOCO6EHTOM. YCTaHOBUTL B paMKy IMMYyHOCO6eHTa Heobxoanmoe
KO/IM4eCTBO CTPMMOB. Hencnonb3yemble B JaHHOW NOCTaHOBKE CTPUMbI Cpasy Moc/e BCKPbITUSA nakeTa
C NaHLWEeTOM MOMeCTUTb B (PONIbIMPOBaHHBIA NaKeT C 3aCTeXKOW Tuna zip-lock. 3 nakeTa yganutb
OCTaTOYHbIN BO3AYX, 3aKPbITb 3aCTEXKY, YOpaTh B XONOAWULHYIO KaMepy.

XpaHUTb Hencnosib3oBaHHbIe CTPUMbI NpY Temnepatype oT 2 Ao 8 °C A0 UCTeYeHUs cpoka
rogHocTV Habopa peareHTOB.

PamKy  nnaHwerta cpady nocfie  WUCMOMb30BaHWS  MPOMbITb  AWUCTWUIMPOBaHHOWA
(oevioHM3MpoBaHHOM) BOAOK. 3ateM - 70% 3TWNOBLIM CMMPTOM W MOBTOPHO AMCTUAIMPOBAHHOM
(BevioHM3MpoBaHHOM) BOLOW. MpocyLwNTb, UCNOMb3YS PUNLTPOBASIbHYHO ByMary. XpaHWUTb B YNakoBKe
NPOV3BOANTENS BMECTE C APYTMMWN HENCMONb30BaHHLMUW peareHTamu.

4 MIMMyHOCOP6EHT (CTpuMbI) UCMO0/b30BaTh OAHOKPATHO!

83. [llpuroTtosneHne paboyero NpomMbIBOYHOro pacteopa ®Ch-T

BHumaHve! B npouecce XpaHeHWs W TPaHCMOPTUPOBKW KOHLEHTpaTa MPOMbIBOYHOIO
pactBopa (PCB-T (x26)) BO3MOXHO BbiNafeHNe ocafiKa CoMe.

Mpun Hannumm ocagka Bo hiakoHe ¢ PCH-T (x26) BblgepkaTb npu Temnepatype 37+1°C go
NOIHOrO PaCTBOPEHUS COMEN.

Pabounii NpoMbIBOYHBIA pacTBop PCB-T roToBAT CNeaytoLwmm 06pa3om: B KO6e CMeLLnBatoT
cogepxumoe thnakoHa @ Cb-T (x26) ¢ 750,0 Mmn BoAbI ANCTUNINPOBAHHON.

Mpn ncnonb3oBaHUM OLHOTO NN HECKObKUX CTPUNOB MIMMyHOCOp6eHTa Heobxoanmoe
KOMIMYeCcTBO paboyero NpombreoyHoro pactesopa ®Chb-T NpUroToBUTL B COOTBETCTBUM C Tabnunein No
2.

Pa6ounii NpoMbIBOYHbIA pacTBop ®CB-T XpaHUTb Npu Temnepatype oT 18 go 28°C He 6onee
10 aHelt nnn npy TemnepaType oT 2 Ao 8°C He 6onee 45 aHei.

Hencnonb3oBaHHbIA  KOHLEHTPAT MpoMbIBOYHOro pacteopa (®Ch-T (x26)) XxpaHuTb B
YMakoBKe MPOU3BOANTENSA NPy TeMnepaTtype oT 2 Ao 8RC A0 UCTeYeHNs CpoKa rofHOCTY Habopa.

« Tabnuua M2. CsofHasi Tabnuua npuroToBNeHns paboymx pacTBOPOB
KONMYeCTBO UCMOb3YeMblX > Pa6ounin npoMblBOYHBIA pacTBop PCH-T
cThanes. Wt ®CB-T (x26), mn Boga*, mn
1 2.0 50,0
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
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1ITbii [

1 22,0 550,0

12 30,0 750,0

MpumeyaHue: * Boga AUCTUINNPOBAHHAA UM LEMOHN3MPOBaHHAs

9. MPOBEAEHVE AHAJTN3A
Tabmmua N9 3 - MocTaHoBKa aHanm3a no npoueaype M1 (¢ ucnonb3oBaHMeM TepMoLLeVKepa)

JTan
aHaM3a Mpouefypa aTana aHanmsa MpumeyvaHue

1 YCTaHOBUTb HEOOX04MMOE KOIMYECTBO CTPMUMOB B paMKy MnJaHLeTta

2 BHecTn BogHY nyHKy 100,0 mkn K(+), BHecTu B aBe IYHKK no 100,0 mkn K(-).

Bpems BHECEHUS o6pasyos npu
B ocTanbHble NYyHKN MMMyHocop6eHTa BHecTn no 90,0 mcnonb3oBaHMM  BCEro  NiaHWeTa  He
MKkn PPO, a 3atem no 10,0 MK aHanM3npyemblX AOSIXHO NpeBbiwaTb 10 MUH.

3 06pasLos. HenpaBunbHOe COOTHOWEHWE B JyHKe
3aKnenTb NYHKN MMMyHocopbeHTa (cTtpynoB) o6bemMoB aHanu3Mpyemoro o6pasya wu
npunaraemMon K Habopy peareHTOB MJEHKOMN. PPO mMOXeT nNpuMBECTM K WCKaXeHUO

pesyfnbTaTa uccnefosaHus.

4 MHKy6mnpoBaTb MIMMyHOCOpP6EHT (CTPUNbI) B TedyeHne 25 MHM B opbUTanbHOM TepMoOLenKepe

npu cKopocTu BpaweHns 700 06/MmuH npu TemnepaTtypa UHKyb6aummn: 37+ 1°C
Tpwn pasa MpoOMbITb NnaHWeT, paboyum pacTBOpPOM
®Chb-T, BHOocA B NyHku 400,0 MK/ pacTtBopa.
OKCNo3nuna mexay atanamm oTMbIBKU —30 CEKYHA.
Mcnonb3oBaTb  PeXWUM  MEpPeKpPecTHOM NPOMbIBKM
O0TKaYMBaHUA XULKOCTM M3 ABYX TOUEK AHaA NYHKW.

5 Mpu OTCYTCTBUM BO3MOXHOCTU WUCMONb30BaTb PEXUM
NepeKpecTHOW MNPOMbIBKM HEOOX0AUMO  YBENUYUTH

BHumaHune! He ponyckaTb BbiCbiXaHue

KO/IMYeCTBO NMPOMbIBOK A0 MATK pas.

NYHOK WVIMMyHocop6eHTa B MepepbiBe
Mo OKOHYaHMW NPOMbIBKM MNpPU  HEOB6XOAMMOCTM
MeXAY  3aBeplIeHMEeM  MPOMbIBOK U
yhannuTb Bnary M3 NyHOK, MOCTyKuMBasa MJaHLWeToM Mo
. BHECEHWEM peareHTOB.
hnnbTpoBanbLHON bymare.

Bo Bce nyHKun MmmyHocop6eHTa BHecTn no 100,0 mkn
PK Bpemsa BHeceHua PK npwu mncnonb3oBaHuu

6 NOJIHOTO nnaHweTa He LOJKHO
3aknenTb NYHKN MMMyHOoCcOpbeHTa (ctpunog)
npesbiwarb 3 MUHYTHI.

npunaraemMoii K Habopy peareHTOB NEHKONA

BHumaHne! HepocTtatoyHas acnupayus
XUAKOCTU B JIYHKE MOXeT MpuBecTu K
NCKaXKeHWIo pesynbTarta UCcCnefoBaHuA.
MponssognTtenb peKoMeHayeT
MCcnosb3oBaTh pexum OTMbIBKMU c
NepeKPecTHON NPULOHHOM acnupaynen.

MHKyb6npoBaTb MMMyHOCOpPOGEeHT (CTpunbl) B TedeHne 25 MUH B OpbMTanbHOM TepMmoLllelikepe

! npu ckopocTn BpaweHna 700 o06/MHH npu TemnepaTtypa nHkybauun: 37+ 1°C
Tpu pasa MpoOMbITb nNAaHweT paboymm pacTBopoM BHumMaHue! HepocTtatouHas acnupaumsa
®CB-T, BHoca B iyHkn 400,0 mkn pacTtsopa. XNLKOCTN B NIYHKE MOXET MpuUBeCTU K
JKCno3nMuma mexay atanaMu oTMbIBKU - 30 CeKyHS. UCKaXeHNo pesynbTaTa uccnefoBaHus.
Mcnonb3oBaTb  pPeXuWmM  MNepeKpecTHOl npomMbiBKKU [pon3BoAUTENDb peKomeHpyeT
0TKAYMBAHMNA XXUAKOCTU U3 BYX TOYEK AHA NTYHKMW. MUcnonb3oBaThb pexum OTMbIBKM c
8 Mpu OoTCYTCTBUM BO3MOXHOCTU WUCNONb30BaTb PEXWUM MNEPEKPECTHON NPUAOHHOW acnupayunei.
NepeKpecTHOM MPOMbIBKM HEO6XOAMMO  YBENUYUTb
KO/TMYeCTBO MPOMbIBOK 10 NATU pas. BHumaHwne! He pgonyckaTb BbICbIXaHue
Mo OKOHYaHMM NPOMbIBKM NpU  HEO06XoAMMOCTU NYHOK WVMMyHocopbeHTa B nepepbiBe
yAanuTb BNary us NyHOK, NOCTYKMBaA MAaHWeTOM MO0 MeXAY  3aBeplleHMeM  MNPOMbIBOK U
hnnbTpoBanbLHOM bymare. BHECEHMEM peareHTOB.
Bpems BHeceHUd TMB npu
9 Bo Bce NyHKM nnaHweTta BHecTtn no 100,0 mkn TMB MCNO0/Sb30BaHMM MOMHOrN0 naaHweTa iie
JONIXXHO NMpeBbIWaTb 3 MUHYTHI.
MH6upoBaTb MIMMyHocop6eHT (cTpunbl) B TedyeHMe 10 MWH B opbMTanbHOM TepMoOLleKepe
10 npu ckopocTu BpaweHns 700 06/MnUH Npu TemnepaTypa MHKybauumn: 37+ 1°C
Bpema BHeceHns CTon-peareHTa npu
Y Peakuunio OCTaHOBUTbL BHECEHWEM B KaXAYO JYHKY NCOIb30BAHMN HOMHOFO NNaHWeTa He
MmmyHocopbeHTa no 100,0 mkn CTon-peareHTa
JOSKHO npeBbiWaTb 3 MUHYTHI
12 M3MepuUTb ONTMYECIO IO MNJIOTHOCTb COAEPXMUMOTo IYHOK BHuMmMaHwme!

C NOMOLULbIO cneKTpooToMeTpa Mpu ASMHe BOMHbI 450 YueT peakumm Heo6X0AMMO NPOU3BECTU
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HM
WA UCnonb3ys aBa punbTpa:
OCHOBHOW - 450 HM

petepeHCHbIN - 620>680 HM.

Irblal]

Tabnuua Ne 4 - MNocTaHoBKa aHanmnsa no npouegype M2 (c ucnonb3oBaHneM TepMocTaTa)

oTan
aHanusa

10

11

12

Mpouefypa aTana aHanmnsa

YCTaHOBUTb HE06X04MMOE KOIMYEeCTBO CTPUMOB B paMKy naHLweTa
BHecTn BoAgHY nyHKY 100,0 mkn K(+),BHecTn B gBe NIyHKku nol100,0 mkn K(-).

B ocTtanbHble NyHKU MMmyHocopbeHTa BHeECTU Mo
90,0 mkn PPO, a3artem no 10,0 MK aHannsnpyemblx
o6pasuos.

3aknentb NyHKU KM mMmMyHocopbeHTa
npunaraemoin K Habopy peareHTOB MJ/IEHKOIA.

(cTpunog)

He nos3fgHee, 4Yem 4epe3 5 MWH. rnocne
OCTaHOBKW peakunu
MpumeyaHwue
Bpems BHeCeHUA obpasLos npu

MCMNONb30BaHNM BCETrO NAaHLeTa He J0JIKHO
npesbiwartb 10 MuH.

HenpaBunbHOe COOTHOLWIEHWE B JIYHKe
06bemMoB aHanusmpyemoro o6bpasua u PPO
MOXET MPUBECTM K MCKaXeHUo pesynbTaTa
nccnefoBaHms.

MHKybupoBaTb MMMYyHocop6eHT (cTpunbl) B TedeHue 30 MHs B TepmocTaTe, TemnepaTtypa

UHKy6auun: 37+ 1®C

Tpu pasa MNpoMbITb MNJaHWeT paboynm pacTBOPOM
®CbBb-T, BHocA B nyHku 400,0 mkn pacTtBopa.
JKCNo3NLUNA Mexy aTanaMmu OTMbIBKN - 30 CeKYHS.
Mcnonb3oBaTb pPeXuUM MepekpPecTHOW  NPOMbIBKU
O0TKayMBaHNA XNAKOCTU M3 IBYX TOUEK fHa YHKWN.
Mpu OTCYTCTBUM BO3MOXXHOCTW MUCMOSIb30BATb PEXUM
NepeKpecTHOW MNPOMbIBKM HEOO6XO0AMMO YBENUYNUTb
KO/TIMYeCTBO NMPOMbIBOK 0 NATWU pas.

M0 OKOHYaHWW MNPOMbLIBKM MPU  HEo6X04MMOCTU
yAanuTb Bnary U3 NyHOK, MOCTYKMBasA NJaHLWeToM Mo
(hnMNbTPOBaNbHON bymare.

Bo Bce nyHkn MmmyHocopbeHTa BHecTum no 100,0
MK PK.

3aknentb  NyHKn KMmmyHocopbeHTa
npunaraeMmoii K Habopy peareHTOB NJIEHKON

(ctpunos)

BHumaHue! HepocTtatoyHas acnupaumsa
XUAKOCTU B JIYHKE MOXEeT MpuBecTn K
UCKaXeHWo pesynbTaTta UccnefoBaHuA.
MpownssognTtens peKoMeHayeT
McnonbL3oBaThb pexxum OTMbIBKU c
nepeKPecTHON NPULOHHON acnupayune.
BHunmaHune! He ponyckatb BbiCbiXaHue
NyHoK W mMMyHocop6eHTa B nepepbiBe
Mexay 3aBeplUeHnemM NPOMbIBOK "
BHECEHMEM peareHToB.

Bpema BHeceHua PK npu mncnonb3oBaHuu
NOMHOro NnaHwWeTa He A0/HKHO MNpesBbilwaTh
3 MUHYTHI.

MHKy6upoBaTb MMMyHocop6eHT (cTpunbl) B TedeHue 30 MUH B TepmocTaTe, Temnepatypa

MHKybauun: 37+ 1®C

Tpu pasa NPOMbITb MNaHWeT padoymm pacTBOPOM
®CB-T, BHocA B NnyHKM 400,0 MK pacTBopa.
JKCMo3nUmMa MexXxay atanaMmu oTMbIBKU - 30 CEKYHS.
Mcnonb3oBaTb  PeXUM  MNEPeKPecTHOW  MPOMbIBKU
O0TKAYMBAHUA XXUAKOCTU U3 BYX TOYEK AHA NTYHKMW.
[Mpn 0TCYTCTBMM BO3MOXHOCTU UCMOMb30BaTb PEXUM
NepeKpPecTHOW MNPOMbIBKWM HEOOXOAUMMO YBENUYUTb
KO/INYeCTBO MPOMbIBOK 10 MATU pas.

M0 OKOHYaHWM MNPOMbLIBKM MNPW HEO6X04MMOCTMU
yAanuTb Bnary u3 yHoK, NocTyKnBasa nNaaHLWeToM Mo
hnnbTpoBanbHO bymare.

Bo Bce NnyHKU nnaHweTta BHecTu no 100,0 mkn TMB

MHKybupoBaTb MmMMyHOCOp6eBT (cTpunbl) B TedeHuMe 15 MUH B TepmocTaTe,

BHumaHue! HepgocTtaTto4Hasn acnupauus
XUAKOCTM B JIYHKE MOXeT nMpuBecTn K
NCKaXKeHWo pesynbTaTa UcciefoBaHus.
MpownssoguTens peKoMeHAyeT
ncnonb3oBaTb pexxum OTMbIBKM c
nepeKpecTHOW NPUAOHHON acnupawmnei.

BHumaHune! He nonyckaTb BbICbiXxaHue
NyHOK VMMYyHocopbeHTa B nepepbiBe
Mexnay 3aBepLUeHnemM NPOMbIBOK "

BHECEHWEM peareHTOB.

Bpemsa BHeceHns TMbB npu ncnonb3oBaHUmn
NOMIHOrO MNjaHLweTa He A0JIXKHO NnpeBbIlWaThb
3 MUHYTHI.

TemnepaTtypa

UHKybauun: 37+ 1NC. Bo3MOXHa WMHKyb6auusa npu KOMHaATHOW TemnepaType B 3aWWLWEHHOM OT

cBeTa MecCTe.

Peakuunio 0CTaHOBUTb BHECEHMEM B KaXXAYIO JNYHKY
MmMmmyHocopbeHTa no 100,0 mkn CTon-peareHTa.

Bpemsa BHeceHMss CTon-peareHTa npu
MCMONb30BaHMN MOJIHOTO MaaHWweTa He
LO/DKHO NpeBbIWaTh 3 bLWHYThI

N3MepuTb ONTUYECKYH NAOTHOCTH COAEPXUMOro iyHe BHumaHwue!
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C NOMOLbIO CNeKTpohoTOoMeTpa Npu ANNHE BOMIHbI 4! YyeT peakuuu Heo6X04MMO MPOU3BECTU He
HM nosfHee, 4YemM 4epes 5 MwWH. nocne
nnun ncnonb3ys asa unbTpa: O0CTAaHOBKMW peakuuu

OCHOBHOW - 450 HM

pedhepeHCHbI - 620-680 HM.

Mcnonb3oBaHne NP A-aHa1M3aTopoBs

Habop peareHToB «TpuxuHenna 1gG-MIMBUAH-U®A» afantvpoBaH Ans M06bIX OTKPbITbIX
aBTOMaTUYECKNX NUMMYHO(EPMEHTHBIX aHa/IM3aTOPOB.

Mpoueaypy aHanmM3a NPOBOANTL TaKXKe, Kak 1 Ansi py4YHO NOCTaHOBKM aHam3a.

10. PACYETbI

Pe3ynbTaTbl PErMcCTPUPYHOT NPY MOMOLLM CMEKTPO(POTOMETPA BEPTUK/IbHOIO CKaHWPOBaHUS.
OnTuyeckyto NAoTHOCTb (ON) n3mepsaoT Npu A/iMHe BOSHbI 450 HM MK UCNONb3ys ABa (unbTpa —
450 HM (OCHOBHOW (hunbTp) M 620-680 HM (pedepeHCHbI (UNLTP).

HyneBoi1 ypoBeHb («b6naHK») 3a4at0T No BO3AYXY.

10.1. Kpwutepum npaBubLHOCTA TeCTa

3HaudeHue Or1 B nyHKe ¢ K(-) gomkHo 6bITk He 60nee 0,200.

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

Ecnn nonyyeHHble 3HaueHns Ol B IyHKaX € KOHTPO/IbHbIMW 06pa3Lamu He COOTBETCTBYIOT
KpUTEPUAM NPaBWIbHOCTU TecTa, pe3y/bTaTbl TecTa He Y4yuTbiBalOT. liccnepoBaHWe nNpPOBOAAT
NMOBTOPHO.

PaccumTaTb KpuTnyeckoro yposHs - Ol kput.(CLU off):

On Kput. = OMN K(-) cpegHee + 0,200*

*0,200 - KO3(h(hMUMEHT, OnpeseneHHbIA METOAOM CTAaTUCTUYECKOW 00paboTKM pe3y/ibTaToB
1ccnefoBaHWin Ha NPeAnpPUATAN-U3rOTOBUTESE.

PaccuunTarite KoathmumeHT nosmTneHocTy (KIM): KM = Ol o6pa3ya/Orkput

10.2. WHTepnpeTauus pe3ynLTaTos

Ecnn KIM Tectupyemoro o6pasua mMeHblle (<) 0,8, pesynbTart UccnefoBaHns obpastia cumTatoT
OTpULATe/IbHBIM: UMMYHOTI06Y/IMHBI Knacca 1gG K aHTUreHam TPUXUHEN He 06HapY>KeHb!.

Ecnm KIM Tectupyemoro o6bpasua 6Gonblie wunuM paBHo (>) 1,2, pesynbtar WCC/efoBaHuWs
obpasua CuMTalOT MOMOXKUTENbHBIM:  MMMYHOIrNo6YIMHbI Knacca 1gG K aHTUreHam TPUXUHENN
06Hapy»XeHbl.

Ecnn KIT Tectnpyemoro obpasua 6onblue mam pasHo ) 0,8 1 MeHblie (<) 1,2, pesynbTart
nccnefoBaHns obpastia cCHUMTarOT NOrPaHNYHbIM.

B cnyyae norpaHuW4yHOro pesynbTata pPeKOMeHAYeTcs MOBTOPHO WCC/efoBaTb 3T 06pasLibl
napanniefibHo ¢ 06pasyaMm JaHHbIX MaUVeHTOB, B3ATbIX Yepes 2-4 Hefenu.

[na oueHkn TWUTpa obpasua onpefenuTe [AManasoH, B KOTOPbIA nonajaeT 3HayveHue KIT
obpasua:

Tabnmuya J*5. OpreHTVPOBOYHOE COOTBETCTBME KoadhuuymeHTa nosmTueHocTM (KIM) n TuTpa
nceneayemoii cblBOPOTKM

3HauyeHue KI1 PesynbTaT
MeHbLUe 0,79 oTpULAaTeNbHbIN
ot 0,8 g0 1,19 NnorpaHnUYHbIN
oT 1,20 0 2,00 MonoxunTenbHbIN, 06pasew, c TUTPOM MMMYHOI100y/IMHOB

Knacca 1gG K aHTureHam TpuxmHenn 1:100

oT 2,01 10 4,00 MonoxuTenbHbIN, 06pasew, C TUTPOM MMMYHOI/100yIMHOB
Knacca 1gG K aHTuUreHam TpmxuHenn 1:200
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Imbiéafl

ot 4,01 no 8,00 MonoXunTenbHbli, 06paseL, C TUTPOM UMMYHOTN06Y/IMHOB
Knacca IgG K aHTureHam TpuxuHenn 1:400

o1 8,01 go 16,00 MonoXxunTenbHbI, 06pasew, C TUTPOM UMMYHOTN06Y/TMHOB
knacca IgG k aHTureHam TpuxunHenn 1:800

6onblie 16 MonoXunTenbHbIA, 06paseLl, C TUTPOM MMMYHOT/I06Y/IMHOB

Knacca IgG K aHTureHam TpuxumHenn 1:1600

11. YTUJIN3AUNA OTXO40B

11.1. YHWYTOXeHWe M YyTUIn3aLmio HabopoB peareHTOB CieayeT NPOBOANTL B COOTBETCTBUU
¢ CaHlMuH 2.1.3684-21 «CaHWUTapHO-3N1AEMUONOTMYECKME TPeOOBaHNSA K COAEPXKAHUIO TepPUTOPUIA
FOPOACKUX W CeNbCKMX MOCeNeHN, K BOAHbIM 00beKTaM, MWUTbLEBOM BOLE W MUTLEBOMY
BOAOCHAOXeHWIO, aTMOC(epHOMY BO34yXy, MNOYBaM, >XWbIM MOMELLEHUSM, 3KCnyaTauum
NPOW3BOACTBEHHbIX, OOLECTBEHHbLIX MOMELLEHWIA, OpraHM3auuy W MNPOBEAEHUID CaHUTapHO-
NPOTUBO3INUAEMUYECKMX (NPOIUIAKTUYECKMX) Meponpuatuin» u MY-287-113 «MeToanueckue
yKasaHus Mo  Ae3nHpeKumn, npeacTepuin3alMoOHHON  OYMCTKE W CTepunmMsauum  U3aenui
MeAMULMHCKOrO Ha3HauYeHNs».

11.2. Bce NpoMbIBHbIE PacTBOpbl, COBpaHHbIe B CneuuabHbli KOHTelHep 1 06paboTaHHble
[e3NHOUUMPYIOLMMU - CPeACcTBaMK, paspelleHHbIMM AN NPUMeHeHUs Ha Tepputopun PP B
yCTaHOB/IEHHOM MOPAAKeE, CeflyeT yTUIN3MpoBaTb Kak 0TXoAbl Knacca b.

11.3. Bce TBepaple 0Tx0fbl, COOpaHHble B CreLMabHbI KOHTeHep, 06e33apaXKeHHble B
COOTBETCTBMM ¢ TpebosBaHusamyu  CaHluH  2.1.3684-21  «CaHWUTapHO-3MUAEMUONIOTMYECKME
TpeboBaHMA K COAEPXKaHUIO TEPPUTOPUIA TOPOACKUX U CENbCKUX NOCENIEHUI, K BOAHbIM O0beKTaM,
NATLEBOA BOAE W MWUTbEBOMY BOAOCHAOXEHMIO, aTMOC(epHOMY BO34yXY, MO4YBaM, >XW/bIM
MOMELLIEHUAM, 3KCr/lyaTaumum NPOM3BOACTBEHHBIX, OOLLECTBEHHbIX MOMELLEHWNIA, OpraHusaummn u
NPOBEAEHNI0 CaHMTapHO-NPOTMBO3NUAEMUYECKUX (MPOPUNAKTUYECKNX) MEPONPUATUIA», CcnepyeT
YTUNU3NPOBATL KaK 0TX0/bl Knacca b.

11.4. Hewncnonb3oBaHHble HabOpbl pPeareHToB C MWCTEKWWM CPOKOM T[OAHOCTU  repeq
yTunmn3aumeii cnegyet pasyKoMmnieKToBaThb.

11.5. Hencnonb30BaHHbIN KOHLEHTPAT NPOMbIBOYHOIO pacTBopa cnepyeT YTWAU3UPOBATb,
Kak 0TXoAbl Knacca A.

11.6. Hewucrnonb3oBaHHble K(+), PK VMMyHOCOpPGeHT cnefyeT 06e33apaxunsatb U
YTUNN3NPOBATb, KakK MeAULIMHCKNE OTX0AbI Knacca b.

11.7. Hewncnonb3oBaHHble TMB 1 cTON-peareHT cneayeT yTUAU3NPOBaTh, Kak 0TXO0Abl Knacca
r.

11.8. YTunusaums npoBOAMTCA CMELUaIN3MPOBaHHLIMW OpraHu3aLnsamm, KoTopbled UMeroT
JIMLEH3NIO Ha NpaBo yTuUAn3aumMm MegULNHCKNUX OTXOL0B.

12. OFPAHWYEHWME TECTA

CnepyeT NOMHUTb, YTO pe3y/ibTaTbl TECTUPOBaHMS Ha aHTUTEeNa He MOTYT ObITb €AMHCTBEHHbLIM
KpuTepreM A1 AMarHOCTUKA WU UCKNOYeHUs TpuxuHennesa, waM N8 OnpegeneHus craTyca
NHeKunn.

OTpuuaTenbHblIin pe3ynbTaT UCCNe[0BaHUS MPU HAMMYUN MHOULUPOBAHUSA TPUXUHEN b
BO3MOXXEH:

- B IHKYGaLUMOHHBIN 1 HaYasbHbIA Nepuoabl 3ab0/1eBaHNS;

- Y NayMeHTOoB CO C1abbIM UMMYHHbIM OTBETOM (COCTOSIHWME MMMYHOCYMNPECCUN).

13. CPOKTOAHOCTH, yCnoBna TPAHCNOPTUPOBKWN N XPAHEHWA
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CpoK rogHoCTW, YC/oBMSi TPAHCMOPTUPOBKM U XpaHeHWs Habopa peareHToB U KOMMOHEHTOB
npefcTasfieHbl B Tabnmue No 6.
Tabnmua M 6. CpoK rogHOCTW, YCNOBUS TPAHCMOPTUPOBKM W XpaHeHWs Habopa peareHTOB W
KOMMOHEHTOB
IMapameTp Mepwnog YcnoBus
XPaHWUTb B YMaKOBKe MPou3BOANTENSA MPY
CpoK rogHocTu Habopa 24 mecsia Temnepatype oT 2 go 8°C
peareHToB BHuMaHMe! 3amopaxunBaHue He
[onycKaeTcs
B TEYEHMe CPOoKa
TpaHcnopTMpoBaHme rofHoCTN
10 cyTOK npu Temnepatype o 28RC

npw Temnepatype ot 2 o 8° C

BCKpbITble KOMMOHEHTbI:
K(+),K(-),®CB-T(x26),
TMB, PK, PPO, Cton-
peareHT, iIMMyHOCOPOEHT
Pa6ounii NPOMbIBOYHbIA He 607ee 10 CyTOK npu Temneparype ot 18 fo 28°C
pactBop PCB-T

B TEUEHWE CPOKa
roflHOCT Habopa
peareHToB

XPaHWUTb B YMaKOBKe MPOM3BOAUTENA MPU
Temnepatype o1 2 go 8 °C

He 6onee 45 cyTOK npu Temnepatype o1 2 fo 8°C

14. FAPAHTUAHBIE OBA3ATE/ILCTBA
Mpoun3soanTeNb rapaHTMPYeT COOTBETCTBME Habopa peareHToB «TpuxuHenna lgG-MMBUNAH-
N®DA» TpeboBaHMSM HOPMATUBHON 1 TEXHUYECKOW AOKYMEHTAL MK, a TaKXKe Ka4eCTBO U 6e30MacHOCTb
NPOLYKTa B TeYEHWE BCEro CPOKa rogHOCTU.
Peknamauuy Ha crieumguyeckne 1 (r3nyeckre CBONCTBA Habopa peareHTOB Hanpas/fTh B
agpec npegnpuatusa-nsrotosutens: OO0 «MMBUAH J1AB», 630559, o6n. Hosocubupckas, p.u.
KonbLoso, Cagosas, AoM 2/7, aTaxK 2 noMeLl. 2
Ten. +7(383)2130071, info@imbian.ru. www.imbian.ru.

15. SOPMA TMOJAYUU PEKNTAMALWA

[ns npoBefieHNs paccnefoBaHWs M MONYYEHNUs O6BLEKTMBHBLIX BbIBOAOB MO 3asiBNIEHHON
peKknamaLymn Heo6X0AMMO MPEeAOCTaBUTh:

- peKnaMaUMOHHbIA HaBop peareHTOB C COMPOBOAWTENbHBIM MUCLMOM, COAEPXKaLLVM
MHAOPMALMIO O BbISIBNEHHbIX HECOOTBETCTBUSIX;

- NccneflyemMble 06pasLpbl; n

- MPOTOKOMbI WCCMEAOBaHWIA, BbIMOMHEHHbIX APYTM MeToAOM (yKa3aTb HalMEeHOBaHMe,
Ceputo, CPOK roHOCTY Habopa);

- NPOTOKO/bl UCCNEIOBAHWIA, BbINOMHEHHbIX PEEPEHCHbIM HaBopoM (YKasaTb HaMMEeHOBaHUE,
Ceputo, CPOK roHOCTY Habopa).

16. CUMBOJIbl MAPKNPOBKW
Tabnmua M7 - CuMBO/IbI, NPUMEHAEMbIE MPU MapPKUPOBKe

CumBon HanmeHoBaHWe cumBona CumBon HanmeHoBaHue cumBona
VICrO/b30BATS 10 3anpeT Ha NOBTOPHOE
A npuMeHeHue
aTa N3roToBfeHns OcTopoXHO!
C 3 A A Y

He gonyckaTb BO34eNCTBUA
EZ 1l  Howmep cepun CO/IHEYHOTO CBETa
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17.

Homep no katanory

Ob6paTtnTech K MHCTPYKLUK NO
MPUMEHEHUIO

TemnepaTypHbIii Arana3oH

bepeub OT Bnaru

H302: BpeaHo npu
npornarbiBaHum

H315: Mpu nonagaHnm Ha KOXy
BbI3bLLIAET pasgpaxeHue

H319: lNpu nonagaHun B rnasa
Bbl3blBaET BbIpaXKeHHoe
pasgpaxkeHvie

LTPNXKOA

(8)

imbtal

Copfep>XMMoro foCTaTouHO And
96 TecToB

M3rotoBuTesNb

He ncnonb3oBaTh Npu
NOBPEXAEHHON YraKoBKe

Bronornyecknin puck

MeauumuHcKoe n3genune ans
[ANarHoCTUKK in Vitro

17,1 Wtpnxkog Habopa peareHToB «TpuxuHenna 1IgG-IMBUAH-VN®Ax»- 4 620102 803765
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Imbian

OO6LLECTBO C OrpaHNYeHHO OTBETCTBEHHOCThHO
«NMBWAH NAB»

(OO0 «MMBWAH NABE»)
Hosocubupckas 06n., p.n. Konbuoso yn. Cagosas 2/7, aTax 2, NomeLleHue 2
Ten.: 8 (383) 209-34-54, www.imbian.ru, e-mail: info@imbian.ru
WHH 5406800279 / KINM 543301001, OI'PH 1195476065047

MACTIOPT BE3SONMACHOCTI NeO1

MEAULHCKOE U3OE/VE

Habop peareHTOB A1 UMMYHO(EPMEHTHOI0 ONpeaesieHNa MMMYHOr106y/IMHOB Knacca G
(1gG) K aHTUreHam TPUXMHEN B CbIBOPOTKE (M/1a3Me) KPOBW YesioBeKa
«TpuxuHenna IgG-UIMBUNAH-N®J1» no TY 21.20.23-308-41390295-2022

PY:- BBepeH B gelicteme: 11.04.2022
CpoK geiicTBus: 6eCCPOYHO
Bepcua: 01

PA3AEN 1. NOAEHTN®UNKALUNA HABOPA PEATEHTOB 1 CBEAEHWA O
NMPON3BOOUNTEE

1.1 HanmeHoBaHMe Habopa peareHToB

Habop peareHTOB A1 MUMMYHO(EPMEHTHOIO OMpefesieHnss UMMYHOT/100y/IMHOB Kacca
G (1gG) K aHTMreHam TPUXUHEN B CbIBOPOTKe (Mn1a3me) KpoBu yenoseka «TpuxuHenna IgG-
NMMBUNAH-NDA» no TY 21.20.23-308-41390295-2022

1.2 PeKOMeH/anmMm 1 orpaHnyeHnst o NpUMeHeHNo Habopa peareHToB

Habop peareHTOB 4151 UMMYHO(EPMEHTHOrO OMpeAenieHns UMMYHOT/I00YIMHOB Kacca
G (1gG) K aHTMreHam TpUXMHEN B CbIBOPOTKe (mnasme) igx)BH uvenoseka «TpuxuHenna l1gG-
VMMBUAH-®A» no TY 21.20.23-308-41390295-2022 npefHasHayeH AN KA4yeCTBEHHOrO
BbISBNEHUS UMMYHOrNno6ynuHoB knacca G (IgG) K aHTWreHam TPUXMHEN B CbIBOPOTKE W
nnasme (c SATA, renapuHoM WUAu UATPATOM HATPUA) KPOBU Ye/ioBeKa MeTOL0M TBepLodasHoro
HenpaMoro MMMyHodgepMeHTHoro aHanmsa (PA).

Hab6op peareHToB «TpuxuHenna IgG-MMBUNAH-N®A» pekomeHLYyeTCs NPUMEHATb A/15:

. ANarHOCTUKM TPUXMHENNe3a.
. A719 OLLeHKMN 3(h(heKTUBHOCTY CNeuntUYHOCTM Tepanmmn TpUXmnHennesa
. A1 CepoanunaeMmonorMyeckmnx NccnefoBaHuii.

. AN AMarHocTUKK LW vifro.

O6nacTb NpUMeHEHUs - KIMHWYecKas nabopatopHas AmarHocTuka [Ans AMarHoCTUKK in
vitro.

Habop peareHToB  «TpuxuHenna 1gG-UMBUAH-N®A»  npegHasHayeH — ans
NPOheCCMOHANIBHOIO MpUMeHeHus. ToTeHUManbHble MoTpebutenn wusgenus: JlabopaTopHble
noapasfeneHns  NevyebHO-NPOUIAKTUYECKUX  YUPEXAEHWUI,  UMEeKLWMX  CaHUTapHO-

1
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3NMAEMUONONMYECKOe 3aK/loyeHMe Ha paboTy C BO3OYAUTENAMM MHQEKUMOHHbIX 60/e3HeR
yenoseka IlI-FV rpynnbl NaToreHHoCTu.

MpodeccnoHanbHbIV YpoBeHb MOTEHLMaNIbHBIX NONb30BaTENeN.

Habop npefHasHayeH AN1f WMCNONb30BaHMS MEPCOHAIOM  KMHWUKO-AMArHOCTUYECKNX
nabopaTopuii  C BbICIUMM W CPeAHUM MEeAULMHCKUM, ONOMOrMYecKMM 06pa3oBaHMUEM,
NpoLUeALLINM MOArOTOBKY/MHCTPYKTaX MO BOMpocam obecrneyeHus TpeboBaHuiA 61OI0rMYecKoii
6e30nacHOCTM, NPOBEAEHHbIN COTPYAHMKAMM OpraHM3auuin n yupexgaeHuii Pocnotpe6Hasasopa,
OCYLLECTBAAOLLMX AeATeNbHOCTb C BO30YAUTENSMU MHDEKUMOHHBIX 60ne3Helt yenoseka -1V
rpynnbl  NaToreHHOCTW. Bpay KAMHWMYECKON N1abopaTOpHON AWMArHOCTUKK, MeULMHCKNIA
NabopaToPHbIA TEXHUK.

1.3 KoHTaKTHbIe fJaHHble NPonU3BOANTENSA

OOLLECTBO C OrpaHMYeHHoO oTBeTCTBEHHOCTLIO «MIMBUAH JTAB» 630559, Poccuiickas
depepaums, Hoocmbumpckas obnacts, p.n. Konbyoso, Cagosas ynvua, 4. 2/7, nomewy.2 atax 2,
e-mail: info@imbian.ru

1.4 SKCTPEHHbI KOHTaKT
Ten.: 8 (383) 209-34-54

PA3JEN 2. UVAEHTU®UKALMA OMACHOCTU (ONACHOCTEN)

2.1 CsefieHMs1 0 KnaccUMKaLMn onacHOCTM Habopa peareHToB B COOTBETCTBUM C
3aKOHOAATEe/IbCTBOM, e/ACTBYIOLLMM Ha TEPPUTOPUN 06paLLIEHUSI NPOAYKLM

MoTeHUmManbHbIA PUCK NPUMeEHEHNs Habopa peareHToB - Knacc 26 [3].

CTon-peareHT 06nafaeT pasfpaxarowmm aerictsmem [8].

K(+),1 K(-) - noTeHuuaIbHO UHDULMPOBaHHBI 6ruonoruyeckunii Matepuan [4 - 7].

Mpn nocTtaHOBKe aHa/mM3a BCe OCTa/lbHble KOMMOHEHTbI Habopa peareHToB, a TakKke
ynakoBka  (WOy-60KC M3 KapToHa, (nakoHbl € KpblKamy,  BKadbiW U3
MoNMaTUNeHTepediToNnaTa), NneHKa [N9 3aKMemBaHUA MNfaHWeTa He OKasblBalT BPeAHOro
BO3[eliCTBMA Ha OpraHn3M YenioBeka. CocTaB XUAKMX KOMMNOHEHTOB Habopa peareHToB cM. 3.2.

2.2 INeMeHTbl MapKMPOBKMN, BK/IKOUasi Mepbl NPeaoCcTOPOXHOCTU

BHeLHAS MapKMpOBKa, HaHeCeHHas Ha Habop peareHTOB, U BHYTPEHHSS MapKMPOBKa,
HaHeceHHas Ha KOMMOHeHTbI, ro [9,10].

Ha 3TUKeTKax BceX KOMMOHEHTOB yKa3aHo: «MeanLMHCKOe n3fenve Ans AnarHOCTUKM in
Vitro», yCnoBms XpaHeHus.

Ha aTukeTke naketa ¢ «/IMMyHOCOP6EHTOM» [LO/MKHO OblTb yKa3aHO «3anasHHbIA B
(hONbrMPOBaHHbIA  NakeT  96-NyHOYHbIN  Pa3bopHbIA  NOAUCTUPONOBBLIA  NAaHWeT A
MMMYHO/OMMYECKNX peakLUmin ¢ NAOCKMM AHOM (12 cTpunoB No 8 NyHOK) C COp6MpPOBaHHLIM
PEKOMOVMHAHTHBLIMW ~ aHTUreHaMn  TpUxuHenna, «He wncnonb3oBaTb  MOBTOPHO», «He
MCNOMb30BaTb MPY  MOBPEXAEHHOM  YMakoBke», «CofepXMMOro fAoctaTtoyHo pgna 96
onpefeneHnii», «bepedb 0T BNarm».

Ha 3TUKETKax (hnakoHOB c KOHTPO/IbHbIMM obpasuamu (K(+)m
K(-)) A0MmKHbI 6bITb HAHECEHbI CBEAEHMS 06 MHAKTUBALMN N YKa3aHO «BMON0rnyeckunin puck».

Ha aTukeTkax nakoHoB ¢ TMbB J0/mMKHO 6bITh YKa3aHO «He fonyckaTb BO3Ae/CTBUS
COJIHEYHOr O CBETax.

Ha aTtuketkax Crton-peareHta, K(-), K(+),®Cb-Tx26, PPO, PK,TMB A0mKHO O6biTb
yKa3aHo «OcTopoxHO! O6paTuTech K CONPOBOAUTENBHON JOKYMEHTaLMM». )
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Ha aTukeTkax hnakoHoB co CTOMN-peareHTOM [O/KHa ObIThb YKa3aHa npefynpeanTesibHas
MapKMPOBKa «BOCK/IMLATENbHBIN 3HAK».

Ha 3TukKeTKe KOpOOKM C HabopOM peareHTOB yKa3aHO «AHTMTena K BY-1,2 n Bupycy
renatuty C n HBsAgQ OTCYTCTBYIOT», Y TOBapHbIA 3HaK NPeAnpusTUS U3roToBUTENS, HAHECEHDI
CUMBO/bI «BMOMOrMYECKMIA PUCK», «BOCKNULATENbHBIA 3HAaK», «[f18 OMarHOCTUKW in Vitroy,
«[na  KNUHUYeCKOW N1abopaTOpHOM  AMAarHOCTUKKM», «O6paTUTECh K  UHCTPYKLMK
MPUMEHEHNIO», KOMIMYECTBO OMNpPeaeneHnin N Haanucb «3amMmopaXkuBaHue He [OMyCKaeTCs».

2.2.1 CurHanbHoe cioBo «OCTOPOXKHO»

2.2.2 CMBO/IbI OMACHOCTK

«BocKnmuaTenbHbIin 3HaK» [D

HaHeceHo Ha ynakoBke Habopa peareHToB 1 CTOM-peareHT

H302: BpefHo npu npornarbiBaHumn

H315: Mpv nonagaHny Ha KOXY BbI3bIBAET pasgparkeHune

H319: NMpu nonagaHnK B rNasa BbI3bIBAET BbIPaXKEHHOE pasfparkeHne

«BMONOrMYecKnii puck»
HaHeceHo Ha ynakoBke Habopa peareHToB, K(+) 1 K(-)[9].

PA3/IE/N 3. COCTAB (MH®OPMALLNA O KOMMOHEHTAX)

3.1 CBefieHUNst 0 Habope peareHTOB

HaGop peareHToB - KopoGKa ¢ BKAaabllWeM, coepXaliasa KOMMNOHEHTbI M 3KCMNyaTauMoHHY0

LOKYMeHTaL o

3.2 CBefileHNs 0 KOMMOHEHTAX

HanmeHoBaHVE KOMMNOHEHTA U
ero cocrtaBs

K(+):

MHaKTUBMPOBaHHbIA
NONOXUTeNbHbI
KOHTPO/IbHbIN 06pasey Ha
OCHOBE CbIBOPOTKMN KPOBWU
YyenoBeKa, cogepxxaiyuni
UMMYHOTNOOYNNHBI Knacca
G (IgG) k anTurenam
TpUXuUHenn

npoknnH-300

PPO:

npoknunH-300
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KoHueHTpaly, fmrneHndeckue BnvaHve Ha opraHusm
VA Bewectea™ HOpMaTuBbI B
B BO3ayXxe pabouei
KOMMOHEHTE, 30HbI
% n1i,121
nakK Knacc
pP.3, onacHocTu
Mr/M
NoTeHUMaNbHO MHULUNPOBAHHbI 6MONOrMYecKUin MaTepman \A-71

paccumnTbiBa-
eTcs
UHLUBUAY-
anbHo

0.1

0,1

noTeHUManbHO WHULNPOBaHHbIN
6unonornyecknii matepuan [4 - 7]

TOKCUYHOE BellecTBO, annepre,
MOXeT Bbl3BaTb pecnupaTtopHyto
ceHcmbmnnusayunto Ms1

TOKCUYHOE BeLLLecTBO, annepre,
MOXeT BbI3BaTb pecrnuMpaTopHyto



PK:
Bblunii cbIBOPOTOUHbIN
anboyMuH

Kanbuuin xnopucTtbiii 2-
BOAHbI
deHon

dCB-T(x26):
HaTPWUIA XTOPUCTbIN

HaTpuii POCPOPHOKUCABIN
ABYy3aMelWeHHbl1 12-BOAHbIN

HaTpUil POCHOPHOKMNCbINA
0A4HO3aMeLLeHHbIA 2-BOAHbIN

HaTpusa 6eH3oaT

TMB:
OnmeTtnncynbokeuny

Hatpusa 6eH3oaTt

TpeT-6yTUA-TUAPOXMHOH

«CT00-peareBT»:
KNCNoTa cepHasa

0,2
0,3 2,0
oA 0,3
21,25 2,0
6,86 10,0
0,89 10,0
0,2 5,0
99 20,0
0,2 5,0
0,0001 1,0

ceHcubunmsaumnto [15]

npu BfAbIXaHUW  MOXeT  BbI3biBalb
ro/I0BHYHO 60/b, pasgpaxeHue
AblXaTeNbHbIX nyTten (kawens,
ynxaHwve, BblfeneHnss N3 Hoca, 60/1b B
HOCY W ropne);

npu npornatbiBaHUM MOXET BbI3blBaTb
60N1b B XXMBOTE, XeNyjoYHO-KULLEYHOe
pasfpaxeHue: pacCTPONCTBO Xenypnka,
TOLWHOTY, .pBOTY U fuapeto [14]

npy nonajgaHWuM B Trnas3a BbI3bIBAET
pasgpaxeHune Koxu rnas el

ocTpas TOKCMYHOCTb (opanbHas,
KOXHasl, Npu BAbIXaHWW), pasbenaHue
KOXW, cepbesHoe nospexgeHue/

pasgpaxeHue rnas [191

MOXeT BbI3blBaTb pasfpaxXeHune KOXW,
cnnsncTom rnas, BEPXHMUX
AblXaTenbHbIX NyTei [181

B 00MbWINX  KOMMYECTBAX  MOXET
BbI3blBaTb pasgpaxeHue CAU3UCTbIX
060104eK N Koxu [201

B 60MbWKNX  KOMAMYECTBAX  MOXET
BblI3blBaTb pasfjpaXeHue CAN3UCTbIX
060n104eK N Koxu [211

Bbl3blBaeT pasfpaxeHue rnas,
fbncaTenbHbIX MNYyTed W KOXW, Mblb

MOXeT BblI3bIBaTb MexaHn4eckune
noBpexXaeHuUs. MoxeT BbI3BaThb
AUCHYHKL IO nuLLeBapUTENbHOM

cucTembl [221

MOXeT pasgpaxaTb KOXY, 0C06eHHO
HepasbaBneHHbIN [23;]

Nerko noctynaeT B OpraHusMm 4epes
HEMOBPEXAEHHYID  KOXY, MN0O3TOMY
pacTBOpbl TOKCUYHbIX BeLecTB B
AUMeTUNCYNbMOKCHAe MOTYT NPUBECTU
K OTpaBfleHWi0 npu nonagaHuu Ha
KOXY

Bbl3blBaeT pasfpaxeHue rnas,
fblXaTeNbHbIX NYTel U KOXWU;

Mbl/lb MOXET BbI3blBaTb MexaHW4ecKue
NMoBPeXAeHUs, a TaKXe AUCHYHKLUIO0
NULLEBAPUTENBHONM cucTeMbl [22]
TOKCUYEH, MyTareH, KOXHbIl anneprex,
obnapaet KaHLeporeHHbIMMN
cBolictBamu [24]

o6napgaeT pasgpaxatouwnm geictemem [8]

0,09 1,0

o6nagaeT pasjgpaxawwum pencTBuem
18]

M pHMME YA HH e:BewecTsa MHPopMauuyu 06 0NacHOCTU KOTOPbIX HET, BELLECTBA HE OMacHble.

KoMMOHEHT IMMYHOCOpP6GEBT - He omaceH
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PA3AEN 4. MEPbI MEPBOW MOMOLL W

4.1 Habnogaemble CUMNTOMbI

4.1.1 Mpun oTpaBNeHNN UHTaNALMOHHbIM NyTeM (Npu BAbIXaHWUK)

He BO3MOXXHO NOMY4nTb OTPaB/IeHNE NHTANIALMOHHBIM MyTeM KOMMOHEHTaMK.
4.1.2 Mpu BO3AECTBUN Ha KOXKY

Pazgpaxarollee AeCTBNE Ha KOXY OKasbiBaeT CTOM-peareHT;

K(+), K(-) cnepgyer paccmatpuBaTb KakK MOTEHUMAbHO  UHMMLUMPOBAHHbIN
61ON0rnYecKnin MaTepuan;

4.1.3Mpun nonagaHum B rnasa

CTon-peareHT 0KasblBaeT pasjpaxatoLLee LeiiCTBIE Ha C/IM3UCTLIE;
K(+), K(-) paccmaTpvBaTb KaK MOTEHUMANbHO WH(PULUMPOBAHHBIA GMONOTrMYECKWIA
maTepuan;

4.1.4T1pn oTpasneHnn nepopanbHbIiM NyTeM (Npu npornaTbiBaHUK)

YuntbiBaTb NpU NPUMEHEHUN:
- CTon-peareHT OKasbIBaeT pasgparkaroLLiee ,D,eVICTBMe Ha C/IM3NCTBLIE;

- K(+), K(-) cnemyeT paccmaTpuBaTb KakK MOTeHUMaNbHO WHMULMPOBaHHbIN
610/10rMYECKNIn MaTepuarn,

4.2 Mepbl N0 0OKa3aHWIO NepBOI NoMoLM nocTpagaswmm |1,2]

4.2.1 Tpun BO3AENCTBUN HA KOXKY

MpoMbITb 06MILHO BOAOI. Mpy HEOBXOANMOCTM 06PaTMTLCA 3a MEAULMHCKOM NOMOLLbH
4.2.2 Tpu nopagaHun B rnasa

OCTOPOXXHO MPOMbITb MOA MPOTOYHON BOAOV B TEUEHWE HECKONbKUX MWUHYT rfasa u
nnuo. Fpyu HaIMYMK IMH3 CHATbL MX. OBPaTUTLCA 3a MeAULMHCKOW NOMOLLbHO

4.2.3Mpun oTpasneHnn nepopansHbIM NyTEM

BbInnTb 60/bLLIOE KONMYECTBO BOAbl. O6paTUTHLCA 38 MEAULMHCKON MOMOLLbHO
4.2.4 TpoTMBONOKa3aHua

Henb3a npu npornatbiBaHuy CToN-peareHTa HaMepeHHo Bbl3blBaTb PBOTY [8]

PA3LEN 5. MEPbI A CPEACTBA OBECITEYEHWA
MO>XXAPOB3PbIBOBE3OINMACHOCTU
51 Oo6buwas XapakTepucTmka NoXapoB3pbIBOONACBOCTH. [Moka3aTenu

MO0XapoB3PbIBOONACHOCTU. MpPOAYKTbI FOpeHns W/Mnn TepMoAecTPYKLMN 1 Bbl3biBaeMas
MMM OMacHOCTb

KomnoHeHTbl Habopa peareHToB MimmyHocop6eHT, K(+), K(-), PPO,PK, ®CB-T(x26),
TMB, CTon-peareHT, NnieHKa A4Na 3aKneMBaHWUs NaHLWeTa, 3KCr/yaTauMoHHas LOKYMeHTaums,
yrnakoBKa Habopa peareHToB NoXkapo B3pbiBo6e3onacHbl [26].

Mpy H UMM BHELLHErO UCTOYHUKA FOPeHMS:

- BO3MOXHO BO3ropaHue KOpoObKM 1N MHCTPYKLMUK;

- (hlakoHbl C KpbILIKaMy  pas3pyLuatoTcst C BblAe/leHMEM BpefHbIX BeLlecTB [27 -

29
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- BO3MOXHO BO3ropaHue ViMmMmyHocop6eHTa 1 BKiagplua. TopsAT CUIbHO KONTALLMM
nnamMeHeM, BblensieTcs 60bLIOE KONMYECTBO Tenna. MpoayKTbl pasnoXeHnst TOKCUYHbI [30,31]

5.2 PekomeHyeMble CpefcTBa TYLUEHNSA NOXKapoB

Mpy BO3ropaHMM TYLWUTb YINIEKUCAOTHLIMUA W MOPOLUKOBLIMU OFHETYLUUTENAMU W/
BOZOM.

5.3 3anpeLLeHHbIe CpeacTBa TYLLEHMA NoXapoBs

MHpopmaums oTcyTcTByeT

5.4 CpepfcrtBa UHAVBUAYATbHOM 3alUThl NPU TYLLEHUW MOXKapoB

Mpn cunbHOM BO3ropaHumn B MOMELLEHMM UCNO/b30BaTh NMOHOE 3aLUUTHOE CHapsXKeHWe

PA3JIE/T 6. MEPbl MO TMPEAOTBPALLEHNIO W JINKBUOALINMA
ABAPUNHbBbIX U YPE3BbIYAVHbBLIX CUTYALIIA 1 X MOCNEACTBUI

6.1 Mepbl 06ecneyeHnss MHAMBUAYA/IbHOW W KOMNMEKTMBHOW 6e30rmacHOCTV Mpu
aBapPUNHbIX 1 Ype3BblYaliHbIX CUTYaLMSIX

6171 Heobxoaumble AeiicTBMUA OOLLEro XapakKTepa npu aBapuiiHbIX U Ype3BblyaiiHbIX
cuTyaumax

BbIHECTM BCeX MNOCTOPOHHUX NOAel. B onacHy 30HY BXOAMUTb B 3aLMTHbIX CPeACTBax.
MocTpafaBLUMM OKa3aTb NepByto MOMOLLb (CM. 4.2)

6.1.2 CpeacTBa MHAMBUAYANLHOW 3alWMTbl B aBaPUIAHbIX CUTYyaLusax
Cwm. 8.3.3
6.2 TMopsaoK AeicTBUIA NPU NMKBUAALMN aBapUAHbBIX U YPe3BbIYaHbIX CUTYaLWii

HageTb Xanar, Tanoyku, Lwanovyka MeguumHcKas, nepyaTkn MeguumMHCIOTE 04HOPa30BbIe,
3alMTHbIE OYKWN.

Ecnun 6binn paznutbl PPO, PK, ®CB-T(x26), TMb, CTon-peareHT, cobpaTb KOMMOHEHT C
MOMOLLbIO CalPeTKM. Y TUNIU3MPOBATL MaTepran Kak 0TX04,.

Ecnn 6bin pasnut  CTOn-peareHT cobpaTb MPOAWUTLIA  KOMMOHEHT € MOMOLLbHO
CBA3bIBAIOLLEr0 XXMAKOCTb MaTepuana (Hanpumep, necok). HeliTpanusoBaTb. YTWUAM3MPOBATb
HeMTpasIM30BaHHbIA MaTepuan Kak 0TX0p,

Ecnm 6binm pasnuTbl K(+), K(-), cobpaTb NponuTbIii KOMMOHEHT C NMOMOLLbHO CangeTKu,
MOMECTUTb ee B eMKOCTb C 6 %-HbIM pacTBOPOM MepeKkuncy Bogopoaa. Nposectu Ae3nHMEKLUIO C
nomoLpto 6 %-HOro pacTBopa Mepekucu BOAOPOAA W BNaXHYH YOOpPKY MecTa nponuea
ObpaweHre (cbop, BpemMeHHOe XpaHeHWe, o6e33apakmBaHWe w/unm 06e3BpeXXmBaHne U
TPaHCMOPTMPOBaHME) OTXOL0B, 00pasyHOLLUMXCA B MPOLIECCE WUCMOMb30BAHUA W YTUIM3aLUM
Habopa peareHTOB C WCTEKLIMM CPOKOM TOAHOCTM, MPOBOAMTb cornacHo [32, 33] uepes
opraHun3auum, UMeroLLue IMLEH3NI0 Ha 3TOT BUL AeATe/IbHOCTW.

He ponyckaTb nonajaHus Habopa peareHTOB W OTXOLOB, 06pa3ytoLuXcs B npouecce
MCMOMb30BaHNUA U YyTUAN3aUMM Habopa peareHToB C MUCTEKLMM CPOKOM TFOLHOCTU B BOAOEMbI,
nofBaibl, KaHaM3aUmo
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PASOEN 7. TIPABUWIA XPAHEHVA HABOPOB PEATEHTOB I
OBPALLEHUNA C HUMW TTPU MOTIMPY304YHO-PA3IMPY304HbIX PABOTAX

7.1 Mepbl 6e30MacHOCTV NpK 06paLLeHn ¢ HabopoM peareHToB
7.7.7 CNCTEMbI MH>XKEHEPHbIX Mep 6e30mMacHOCT

Cobnogatb TpeboBaHua [34,35]

7.7.2 Mepbl N0 3aW1MTe OKpy>KatoLlei cpeibl

OTX0/fbl, 06pasytoLLMecs B MPOLLECCE UCMO/b30BAHUS U YTUU3ALMM HAGO0POB PeareHToB
C WCTEKLUMM CPOKOM FOAHOCTM, He TOKCMYHbl. OTXOAbl YTUAM3MPYHOT uYepe3 opraHusauum,
VIMEIOLLME NIMLIEH3NIO Ha 3TOT BUA AEATENbHOCTU

7.7.3PekomeHganuu no 6e30nacHOMy NepeMeLLeH1I0 1 NepeBo3ke

He Hapywarb LeNoCTHOCTM YNakoBKM HAbOpPOB peareHTOB W TPaHCMOPTHOM Tapbl.
Mepemewiatb M MEPEBO3UTb C YUYETOM MaHWUMYNALMOHHBIX 3HAKOB «Xpyrnkoe» OCTOPOXHO»,
«Bepx» 1 npegynpeauTenbHON Hagnuen «He 6pocaTb»

7.2 MNMpaBuna xpaHeHUs1 HA60POB peareHToB

7.2.7 YcnoBusi n Cpokn 6e30MacHOro xpaHeHnsa (B Nu4. rapaHTUIHbINA CPOK XpaHeHna”
CPOK FOAHOCTM; HECOBMECTUMbIE NPU XPaHEHMM BellecTBa U MaTepuanbl)

Habop peareHTOB XpaHWUTb B YMakoBKe MNPeAnpuUATUS-U3rOTOBMTENS B TEYEHME CpPOKa
FOAHOCTK, B COOTBETCTBUU C [1, 2]. YCnoBMs XpaHeHWst U CPOK FOAHOCTM YKa3aHbl Ha 3TUKETKe
Habopa peareHToB. BCKPbITble KOMMNOHEHTbI XPaHWUTL B YCMIOBMAX, YKa3aHHbIX B MHCTPYKLMK MO
NMPUMeHEHNIO Habopa peareHToB

7.2.2 Tapa nynakoska (B nu4y, MaTepuanbl, U3 KOTOPbIX OHW U3rOT OBNEHbI)

MMYyHOCOP6EHT  [JO/KEH ObiTb  repMETUYHO yrnakoBaH B NakeT U3 (hoNbru
NaMUHUPOBAHHON [N19 BaKyyMHOM YNakoBKM ¢ Zip 1oK; B nakeT [O/DKeH ObiTb B/IOXKEH
CUMKareslb TEXHUYECKNI (DaCOBaHHBIA.

K(+), K(-), PPO,PK, TMB, ®CB-T(x26), Cton-peareHT JO/MHKHbI ObITb [03MPOBaHbI BO
(hflakoHbI 13 MOMMITWIEHA BbICOKOIO AaBEHNUS N FEPMETUYHO YKYMOPEHbI 3aBUHYMBAIOLLMMICA
KPbNMKaMu 13 nonuaTUIeHa BbICOKOr0 JaB/eHUs.

®1akoHbl C KOMMOHEHTaMM, NakeT ¢ VIMMYyHOCOPOGEHTOM, MHCTPYKLMA MO MPUMEHEHNIO
Habopa peareHTOB, MN/eHKa 415 3aKIenBaHWsA NiaHweTa LO/MKHbI ObITb YNakoBaHbl B Maykul ¢
BKNaJblLLeM M3 NONMaTUeHTepedToNnaTa.

PA3JIE/T 8. CPEACTBA KOHTPO/SA 3A OMACHbIM BO3AEVCTBVEM W
CPEACTBA VHAMBBAYATbHOW 3ALWMNTHI

8.1 MapameTpbl pa6oueli 30HbI, Nognexaliue 06s3aTe/lbHOMY KOHTPO/I, WX
npeaenbHO-A0MYCTUMbIE 3HAUYEeHUS], GUOMOrMYecK 6e3onacHble AN NepcoHana

CocTaB/stoLLMe KOMMOHEHTbI C MpPefebHbIMU 3HAYEeHUAMI, TPeByHoLLMe MOHUTOPUHIA
Ha paboumx MecTax OTCYTCTBYHOT

8.2 Mepbl 06ecrneyveHns U KOHTPO/IA 3a YCTaHOB/IEHHbIMU NapameTpamu
He TpebyeTtca
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8.3 CpeacTtsa MHAMBUAYANBHON 3alLUTbI NepcoHana

8,3/1 O6uwmne pekoMmeHaaLnu

Mpn paboTe ¢ Habopom peareHTOB cobntohaTh TpedosaHus [1,2]

8.3.2 3alMTa opraHoB AbpcaHns

He TpebyeTtcs

8.3.3 CpeacTBa 3awmnThl (MaTepuan® Tun) (cneyodexkga™ cneuobysb, 3allnTa pyk,
3awuTa rnas)

MeamumHckmin xanat (Hanpumep, TOCT 12.4.131-83), Tanouyku (Hanpumep, TOCT P
12.4.187-97), wanoyka MmefMunHCKas, nepyaTku MeanUMHCKNE OLHOPA30BbIe, 3alUTHbIE OYKU

PA3AEN 9. PNSNKO-XNMUNUECKIUNE CBOWCTBA
9.1 dun3mnyeckoe cocTosiHMe (arperaTHoe COCTOsIHUE, LiBET, 3anax)

- IMMYHOCOpPO6EHT;

- K (#) - MHaKTMBUPOBaHHBLIA NONOXKUTE/bHBIA KOHTPO/bHBIV 06paseL;
S - K(-) - nHaKTMBUPOBaHHbI OTPULATENbHBIA KOHTPO/bHBIA 06paseL;

- @®CB-T (x26) - KOHLEeHTpAT NPOMbIBOYHOI 0 PacTBOpa;

- PPO - pactBop gnsa pa3sefeHunsi 06pasLos;

- PK - pactBop KOHbBlOraTa,

- TMB - pactBop TMb;

- Cron-peareHrT;

- [neHKa onsa 3aknensaHWsa NiaHLLIETa;

- BaHHOYKa Ans peareHToB;

- -HakoHeyHukn o6bemom Ao 200 MK,

- [naHwer anga npegpassegeHuns;

- VIHCTpyKUums no ncnonb3oBaHM0 Habopa peareHToB.

9.2 MapaMeTpbl, XapaKTepusyole 0OCHOBHbIE CBOCTBA MPOAYKL MY

BHeLwHWIA B KOMMOHEHTOB (cM. 9.1).

TexHU4YecKas XapakTepucTuka Habopa peareHToB: CpeaHee 3HaveHne Ol K(-) AomkKHO
ObITb He 60nee 0,200; 3HaueHue Ol B nyHKe ¢ K(+), A0/MKHO B6bITh He MeHee 0,500.

UyBCTBMTE/NILHOCTb Habopa peareHTOB MpW WCCNeA0BaHWM Ha KOHTPO/IbHOW NaHenwu
CbIBOPOTOK «AHTK- Trichinella spiralis 1gG paboyas naHenb» (npoussoantens ®ULL OTM)
coctaBnseT 100 % 6e3 NOXHOOTpULATE/TbHbIX PE3Y/bTATOB.

CneungunyHoCTb Habopa peareHTOB MpW MCCMef0BaHUM Ha KOHTPO/IbHOM MNaHenu
CbIBOPOTOK «AHTU- Trichinella spiralis 1gG paboyas naHenb» (npoussogutens OUILL ®TM)
cocTaBnseT 100 % 6e3 NOXHOMNONOXUTE/bHBIX Pe3y/bTaToB.

MosTOpsieMocTb. KoapduumeHT Bapuaumn pesynbtaToB naMmepeHnst Ol B 04HOM 1 TOM
e 0bpasLie ¢ 1Cnosb30BaHNEM Habopa peareHToB LO/MKeH 6bITb He 60n1ee 8 %.

MpaBuAbHOCTb. 3HayeHne onTuyeckoi nnoTHoctu (OI) B nyHke ¢ K(+) u3 BOCbMU
nosTopoB K(+) (A2-H2) pomkHo 6bITb He MeHee 0,500 o.e., 4omkHa 6b1Tb 100 %.
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PA3AEN 10. CTABW/1bHOCTb 1 PEAKUVMOHHAA CINTOCOBHOCTb

10.1 Xwumunyeckast CcTabunbHOCTb (ANA  HecTabusibHOM MNPOAYKUUM  YyKasaTb
MPOLAYKTbI Pa3/oXKeHNs)

Habop peareHTOB cTabusieH Npu Co6/II0AEHNN YCNOBUIA XPaHEHWNS U UCMO/b30BaHUA
10.2 PeaKLMOHHas crocobHOCTb
He npumeHnmo

FO/1 YcnoBus, KOTOpbIX creayeT usberaTb (B T.4. OMacHble MPOSABMIEHUA MNpu
KOHTaKTe C HECOBMECTUMbIMW BELLECTBAMU U MaTepuasiamm)

He npumeHumo
PA3AEN 11. NUHPOPMALUMNA O TOKCUNYHOCTI

11.1 ViHdhopMaLms 0 BEPOSATHbIX MYTAX BO3AENCTBUS (Uepes opraHbl AbIXaHus, Npu
nonagaHny BHYTPb OPraHn3Ma, B rasa 1 Ha KoXy)

Cm. 4

* 11.2 CseaeHuss 06 onacHbIX [A/1s 3[0POBbsi UesioBeKa BO3AENCTBUAX Mpu
HenocpeaCTBEHHOM KOHTaKTe C Hab0pOM peareHTOB, a TaKXe MOC/eACTBUSA  3TUX
BO3AEMCTBUIA N cBefileHUs 06 OMacHbIX OTAA/IEHHbIX MOCMEACTBUSIX BO3AEACTBUSA Ha
opraHvmsM  (Hanpumep,  CEHCMOWMNM3AUMSl,  KaHLEPOreHHOCTb,  PenpofyKTUBHas
TOKCUYHOCTb M Np.).

MokasaTenn OCTPOIA TOKCUYHOCTU; A03bl (KOHLIEHTpauuu), obnagatolime MUHUMabHbM
TOKCWUYHbIM [ECTBMEM, W [PYrMe UWCNeHHble 3HAYEHWs,, XapaKTepusytolime BO3AeNCTBYE
Habopa peareHTOB Ha 3[J0POBbE YeN0BEKa

OG6 onacHbIX [/15 30POBbs Ye/oBeKa BO3AEACTBUAX MpY HEMOCPeACTBEHHOM KOHTAKTe C
HabopoM peareHTOB cM. 4. [TOCNeACTBUS 3TUX BO3AENCTBUIA M CBefieHMs 06 OMacHbIX
OTAaNeHHbIX NOCNEACTBUSX BO3AENCTBUS HA OPTraHN3M He U3yYanuch

PASOEN 122 MHPOPMALIMA O BO3,£I,EI7ICTBI/II/I HA OKPY>XARKLLYHIO
CPEQY

12.1 OugeHKa BO3MOXHbIX BO3/IE/CTBIIA Ha OKPYXKatoLLLyto cpefy (BO3ayX, BOAY, NOYBY)

HaGop peareHTOB, OTXOfbl, 06Pa3yHoLLMECS B MPOLIECCE UCMONb30BaHUA M YTUM3ALMM
Habopa peareHTOB C UCTEKLUMM CPOKOM FOAHOCTM, He TOKCUUHbI. OTXOfbl YTUMN3UPYIOT Yepe3
OpraHm3aLyu, UMEHLLME NIMLIEH3NIO Ha 3TOT BUJ, AEATENbHOCTM

PA3AE/N 13. PEKOMEHOALUWN MO YAANNEHNKO OTXO40B (OCTATKOB)

13.1 PekomeHgaumMm no 6e3onacHoi 06paboTKe 0TX0A40B (OCTAaTKOB) Habopa
peareHToB

B npolecce 1crnonb3oBaHKWs Habopa peareHToB M YTWAM3aLUMM HaGOPOB PEareHToB C
MCTEKLLVIM CPOKOM FOJHOCTM TOKCUYHbIE OTXOAbI HEe 06pa3ytoTCs.

Heuncnonb3oBaHHbI KOHLIEHTPAT NPOMbIBOYHOIO pacTBopa CNeAyeT YTUIN3NPOBaTh, KakK
oTXoAbl Knacca A. Hencrnonb3oBaHHbIE MOMOXUTENbHbIE U OTpULIATE/bHbIE KOHTPOM Habopa,
KOHbIOraThbl, PacTBOpbl [/11  pasBefeHNs KOHbIOraToB M UMMYHOCOPGEHT — cregyeT
06e33apaXmBaTh 1 YTUIN3MPOBATb, KaK MeAMLMHCKME 0TX0abl Knacca b. Hemcnosnb3oBaHHbIE
KOHLIeHTpaT TMB-cy6cTpaTa U CTOM-peareHT crefyeT YyTUAM3MpoBaTh, Kak 0Txofpl knacca I,

Ans  06e33apaxnBaHNs /MU  06E3BPEXMBAHNS OTXOAOB B COOTBETCTBUM C [32]
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CMO/b30BaTh 3aperncTpupoBaHHble B P® aescpeactBa M o6opyaoBaHMe B COOTBETCTBUM C
VHCTPYKLIMSMM MO UX MPUMEHEHNIO

13.2 CeefeHNA Mo yjaneHuto, yTuamsauum WHAN NUKBUAALUN  OTXOA0B
COOTBETCTBMM C ANCTBYIOLMM HauMoHa/IbHbIM 3aKOHOAATE/IbCTBOM

O6pawieHne (cbop, BPEMEHHOE XpaHeHWe, 06e33apaxmBaHne U/mnn o06e3BpeXxxmBaHne n
TpaHCMOPTMPOBaHME) OTXOA0B, 06pa3ylLMXCA B MPOLECCE MCMOMb30BaHUA W yTUAM3aLUK
Habopa peareHToB C UCTEKLLMM CPOKOM rOAHOCTU, MPOBOANTL COrnacHo [32, 33]

133 Cnocobbl 1 MecTa NUKBUZaUUN (YHUUTOXEHMS) OTXOA0B W 3arpsA3HEeHHOM
ynakoBKwu (Tapbl)

OTX0fbl YTWNM3MPOBATb 4Yepe3 OpraHM3auuu, VMERLMe fIMLEH3NKO Ha 3TOT BUA

[eATeNbHOCTU
PA3E/ 14. NHPOPMALINA MNP MNMEPEBO3KAX
| (TPAHCINOPTUPOBAHWNW)

14.1 Homep OOH B cooTBeTCcTBUU ¢ PeKomeHgaumamn OOH
He npvmeHumO

142  Hapnexallee  OTrpysoyHoe  HauMeHOBaHMe B COOTBETCTBUW  C
PekomeHgaumsamn OOH n/unu TpaHCNopTHOE HauMeHoBaHMe

He npumeHumo

143 Buabl TpPaHCNOPTHBLIX CPEACTB

Jo6oii

14.4 Knaccumkaums onacHoOCTU Npu rnepeBo3Ke

He npumeHumo

14.5 TpaHcnopTHas MapKMpPOBKa 1 rpynna ynakoBKu

Ha TpaHcnopTHyto Tapy HaHeceHsl [2,9, 10, 36, 37]:

Ha TpaHCnopTHYIO Tapy HaHeceHbI:

- MaHUMYNALMOHHBIN 3HaK «Bepx»;

- cumBofibl - «Xpynkoe.  OCTOpPOXHO», «bepeus OT Bnaru», «[lpegensl
Temnepartypbi», «A3aenve meLMUNMHCKOE A5 ANarHOCTUKM «in Vitro»;

Mepbl NMPeJOCTOPOXHOCTY «3aMOpaXkMBaHVe He [ONycKaeTcs», «CpoyHbIi rpy3», «He

bpocaTb»

14.6 PekomeHfaumm no 6e3ornacHoi nepeBoske (B T.4. BHYTpPU MpeanpusaTus) B
COOTBETCTBMM C JENCTBYIOLMMM NpaBmIiamMmu

Cobntogatb TpebosaHus [2,36,37]
PA3OEN 15 NH®POPMALMNA O HAUNOHAJIBHOM N MEXXAYHAPOAHOM

3AKOHOOATEJ/IbCTBAX
151 CBefleHMs 0 3aKOHOAATeNbCTBe, PersiamMeHTUPYHOLEM obpalleHne Habopo
peareHToB

3akoH P® «O TexHWYeCcKOM perynvposaHum» (NpuHAT 27.12.2002 r1.). HopMmbI
6esonacHoCTW, NpaBuia OXpaHbl TpyAa W 3KOMOTMYeCKUe HOPMATUBbI, AedCTBYHOWME NS

MeAVLMHCKNX U3aenuii
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3aKkoH P® «O caHUTapHO-3NMAEMMONOrMYeckom Gnarononyyunu HaceneHuns» (N 52-d3
ot 30.03.1999 r.).

15.L.2 CsefieHusi 0 JOKYMeHTauuu™ pernameHTuUpyouein TpebosaHus no sawmTe
yeNoBEKa 1 OKpY>KaroLeil cpepl

Cwm. [4]
15.2 CBefeHUs 0 MeXayHapoAHOW npeaynpeanTeNbHON MapKNPOBKe
He npymeHnmo

PA3AEN 16. AOTNO/THUTE/TIbHAA MHPOPMALIA
16.1 CBeaeHMA 0 nepecmoTpe (NepensgaHnmn) nacnopta 6e30nacHOCTM

IMB pa3paboTaH BnepBble

MB ABnseTCA 4ONOMHEHNEM K MHCTPYKLMKN NONb30BaTeNs, B/IOXKEHHON B YNaKOBKY, HO He
3ameHseT ee. Hdopmaums, cofepxkallasnca B 3TOM [OKYMeHTe, Oblna cobpaHa v3 [aHHbIX,
NPeACTaBeHHbIX B Pa3MYHbIX CMeuuann3vpoBaHHbIX WCTOYHUKAX; CUMTAETCH TOYHOW W
OTPaXKaeT caMble aKTya/lbHble Ha AaHHbIA MOMEHT 3HaHWUA B 3Toil obnactn. OO0 «MMBVAH
NAB>» He faeT rapaHTUiA U He HeCeT OTBETCTBELLLIOCTM 3a HerpaBnIbHOE UCNO/b30BaHNEe AaHHOM
MH(opMaLUM WM HenpasuIbHOe O0bpalleHne C peareHTOM. [lonb3oBaTeny LOSIKHbI CTPOro
cnefoBaTb  WMHCTPYKUMKW,  BMIOXKEHHOW B ynakoBKy. [lofb3oBaTeslb  HECeT  MOJHYHO
OTBETCTBEHHOCTb 3a OMNpejeneHne MPUrogHOCTU AaHHOW WMHGopMauumM U obecneynBaeT
NMPUHATNE HEOOXOAMMBIX Mep NPeLOoCTOPOXKHOCTY.

16.2 MepeyeHb NCTOYHMKOB AaHHbIX, UCMOMb30BaHHbIX MPW COCTaB/IEHMM MacnopTa
6e3onacHocTun

1 Habop proareHToB A1 UIMMYHOMEPMEHTHOIO OnpeAeneHns UMMYHOT 100y MHOB
Knacca G (IgG) K aHTUreHam TPUXMHENN B CbIBOPOTKe (Mn1a3me) KpoBY YenoBeka «TpuxuHenna
19G-IMBUAH-®A» no TY 21.20.23-308-41390295-2022.

2. TexHuyeckue ycnosud. Habop peareHTOB A1 MMMYHO(EPMEHTHOrO
onpegeneHns uMMyHornobynmHos knacca G (IgG) K aHTUreHam TPUXMHENN B CbIBOPOTKe
(nnasme) Kposwu yenoseka «TpuxuHenna IlgG-MMBVNAH-N®A» no TY 21.20.23-308-41390295-
2022.

3. Mpukas M3 P® Ned4H ot 06.06.2012 r. «O6 YTBEPXKAEHMN HOMEHKIATYPHOM
Knaccuumkaumm MegULMHCKNX U3LENNR».

4, CaHlMH  3.3686-21  "CaHuTapHO-anuaeMmnonornyeckne  TpeboBaHUA  No
NpognnakTNKe NHHDEKLMOHHbIX 60ne3Hel".

5. FOCT P 52905-2007 (MCO 15190:2003). «JlabopaTopun MeAMLIMHCKME.
TpeboBaHMa 6e30MacHOCT»

6. «/HCTpYKUMA Mo MepaMm MNPOPUIAKTUKM PaClpPOCTPaHEHNA MH(EKUNOHHbIX
3aboneBaHWin  npu  pabote B K/IMHWKO-AMArHOCTUYECKMX  nabopaTtopusix  fievyebHo-
npodmnakTnyecknx yupexaeHunii» (¥18. M3 CCCP 17 aHBapst 1991 r.).

7. FOCT P EH 13641-2010 «YCTpaHeHVe W CHWKEeHVE pUCKa WMHMULMPOBAHWS,
CBSI3aHHOr 0 C peareHTamu A5 AMarHOCTUKK «in Vitro»».

8. MHpopmaumoHHad  kapTa  MOTEHLMaIbHO  OMacHoOro  XMMMWUYecKoro u
6uonorunyeckoro Bellectsa. CepHas kucnota. CBMAETENBCTBO O rOCYLapCTBEHHOMW permcrpauum
cepusa AT N 000058 ot 17.06.94 1. - M., PTTOXB, 1994 . -5 c. 3meHeHuA BHeceHbl 25.08.2005
r.
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9. FOCT P NCO 15223-1-2020 UN3penuns megmumHckne. CUMBOSbI, NPUMEHAEMbIE
npy  MapKMPOBaHWM  MEAMUMHCKUX W3[eNNiA, Ha 3TUKETKaXx W B  COMPOBOAUTE/IbHOM
LOKyMeHTauun. Yactb 1. OCHOBHbIe TpeboBaHMS.

10. FOCT 31340-2013. MpegynpeanTenbHas MapKUpPOBKa XMMUYECKON NPOAYKUUN.
M., CtaHgapTvHgopm. Pa3paboTaH TeXHMYECKMM KOMUTETOM Mo cTaHaapTusaumm TK 339
«XnMmMYeckas 6e30MacHOCTb BeLecTB U matepuanos. MpuHAT 01.08.2014 r.

11. MH 2.2.5.1313-03. lpegensHo ponyctumMble KoHueHTpauun (MAK) BpeaHbIX
BELLLECTB B BO3Ayxe pabouyelt 30Hbl. MH 2.2.5.1314-03. OpreHTMPOBOYHbIE 6e30NacHbIe YPOBHM
Bo3genicTeua (OBYB) BpeAHbIX BELLECTB B BO3A4yxe paboyeid 30HbI. - MY M3 P®, 2003. - 335 c.

12, TOCT 12.1.005-88. CCBET. OG6Lime CcaHWUTapHO-TMrmeHn4eckne TpeboBaHWA K
BO3AyXy paboueit 30Hbl. [arta BBeAeHus 1989-01-01. YTBepXaeH W BBefeH B [AeliCTBUE
MocTaHoBneHunem [MocygapcTeeHHoro komuteta CCCP no ctaHzaptam o1 29.09.88 Ne 3388

13. MacnopT 6e30MacHOCTM XMMUYECKOW npoaykunn. Kapbamupg (MOYEBMHA).
PanKeac AppWCbet fata neyatn ot 09.07.2019 r., [ata pepaktupoaHusa 09.07.2019 r.
Bepcusa 5.

14. MacrnopT 6e30nMacHOCTN BbluMil  CbIBOPOTOUHLIA anbbyMuH. [ata co3gaHus
7.13.1999, pata pegaktmposaHua: 7.20.2009 r., M808 # 89337.

f 15. Macnopt 6e3onacHocTn «ProClt® 300» B COOTBETCTBUM C [1OCTAHOBNEHVEM
(Ewn) Ne 453/2010, Bepcus 5.2, pata pesusmun 28.09.2015 .

16.  TMacnopt 6e3onacHoOCTM Kanbuuin XnopucTtbidi - 2 BoAHbIn PanKeac App/Cbet
[Jata nevatn ot 17.03.2018 r.. AaTa pepaktnposaHuma 17.03.2018 r. sepcusa 3.

17. MacnopT 6e3onacHocTy «HaTpuii xnopucTelin» PanKeac AppUCbet [ata nevatu
o1 07.02.2020 r., Aata pegaktuposaHua 07.02.2020 r. Bepcusa 20.

18. Macnopt 6e3onacHocT ®eHon. PanKeac AppMCbet [ata neyatn oT 14.07.2018
r.. [lata pegaktmposaHusa 14.07.2018 r. Bepcus 5.

19. T'OCT 4172-76. PeakTuBbl. HaTpuii (hoCcthopHO-KMUC/bIA ABY3aMelleHHbI 12-
BOLHbI. TeXHUYECKMe YCNoBmA

20. TOCT 245-76. PeaktmBbl. HaTpuii (HOCHOPHOKMCAbIA OAHO3aMELLEHHbIA 2-
BOAHbIV. TeXHUYECKMe YCNOoBUS

21. Macnopt 6e3onacHOCTM «BbeH30aT HaTpus» faTta co3gaHus: 09.22.1998 r.,
pepakumax« 1ot 12.02.2008 .

22. MacnopT 6e3onacHOCTK B cooTBeTCTBMU C NocTaHoBneHnem (EO) Ko.1907/2006
Onvetuncynsgokeng Aata Pesunsunn 12.03.2019 Bepcus 1.6

23. Macnopt 6e3onacHOCTK «IMMAPOXMHOH» B COOTBETCTBMM C [NocTaHoBNeHMeM (ELIN)
X91907/2006, pata pesusum 23.02.2015 r., Bepcusa 2.1

24, MOCT 10929-76 (CT C39B 5768-86) PeaktvBbl. Bopgopoga nepokcuma,
TexHuyeckme ycnosus c(c N3meHeHUAMU X« 1,2)

25. oCT 12.1.044-89. Cucrtema  CTaHOapTOB 6e3onacHoCT TpyZa.
Mo>kapoB3pbIBOONACHOCTb BELLECTB M MaTepuasioB. HoMeHKnaTypa nokasartesniein n Metofpl Ux
onpeaeneHuns. BeeaeH B geinctame 01.01.1999 r., c.- 99

26. CBT 1517-2004. Tapa noTpebuTenbCcKas nonvMmepHas. O6LLUME TEXHUYECKMe
ycnosus. oCyfapCTBEHHbIA KOMWUTET MO CTaHAapTusaumm Pecnybnukn  benapych. [ata
npuHATna 30.12.2004 r., BBefeH B feincteme 01.07.2005 .
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27. TY PB 100626757.001-2003. WM3genusa nnactmaccoBble [N YMNakoBKU U
YKYNOPKWN NeKapCTBEHHBbIX CPeACTB BMeCTUMOCTbiO OT 4,0 e go 500,0 cm™ (hnakoHbl B
KOMMJ/IEKTE C YKYMNOPOUHbIMY CpefcTBaMm (MPOGKOi, KONMavkom)

28.  [Oemupgos MN.I., WaHabi6a B.A., Wernos M.MN. «opeHne v CBOMCTBA rOPHOUNX
BewectB». M., CTpoinnsgat 1992r., c. 111

29. LLlernos I.11., iBaHHUKOB B.J1. «[10XapoonacHOCTb MOMMEPHbIX MaTepuaioB.
M., CTpoiimnsgar 1992r., c. 110

30. CaHlMH 2.1.3684-21 «CaHuTapHO-3aNugeMnonornyeckme TpeboBaHUA K
COAEPXXaHWIO TEPPUTOPUIA TOPOACKUX N CENbCKUX MOCENEHNI, K BOAHBIM 06beKTaM, MUTLEBOM
BOJE U MUTLEBOMY BOAOCHaGXEHWNIO, aTMOCHEepHOMY BO3AYXY, NOYBaM, XXU/IbIM NMOMELLEHUAM,
aKCnJyaTaumm nNpon3BoACTBEHHbIX, 06LWECTBEHHbIX NOMELLEHWNIA, OpraHM3aLmMn 1 NPoBeAEHUIO
CaHUTapHO-NPOTUBO3ANUAEMUYECKMX (NPODUNAKTUYECKUX) MEPONPUATUIN»

31. MY 287-113 «MeTtogmnyeckume yKaszaHus no Ae3NHpeKLMN,
NpeACTEPUIN3ALMOHHON OYMCTKE U CTEPUNN3ALMN U3LENNIA MEAULMHCKOTO Ha3HAYeHNs»

32. MOCT 14192-96. MapkupoBKa rpysos. [ata seefeHuma 01.01.1998 r. NiameHeHne
Ne 10T 22.06.2000 r. npotokon Ne 17 n N3ameHeHne Ne 2 ot 08.06.2007 r. npoTokon Ne 31

33. FOCT 19433-88. [Ipy3bl onacHble. Knaccugmkaums u mapkuposka. [ata
BBefeHmA 01.01.1990 r.

I"eHepanbHbIin gnpekTop «MMBUNAH TAB» \ B.B. Ocunosa
«Y » -10 2022 T.
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