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1. HABHAYEHME

1.1. Habop peareHToB [UIsi KOJIHYECTBCHHOIO HMMMYHO(DEPMEHTHOrO ONpPENCIEHHS AHTHICHA
CA 242 Bcomoporke kpou uenoseka «CA 242-Hmaxcus (IMAXYZ)»  mpemuasHaver ULl
KOMMYECTBEHHOTO ONpPEAeIeHHs KOHIEHTpalun onyxonesoro mapkepa CA 242 (panee — CA 242) B
CHIBOPOTKE KPOBH UEIOBEKA B KIMHMICCKOH 1abOpaTOpHOH [MarHOCTHKE, KIMHHYECKOH MEIMLMHE,
METUIIMHCKOH OMOXAMAM W HAy4HO-HCCIENoBATeNbekod mpakThke. Habop pearentoB «CA 242-
Umaxcuz (IMAXYZ)» npennastades i 1abopaTopHOl in vitro AHArHOCTHKE M JIOTDKEH HPUMCHATHCH
CTIELMATIHCTAMHE, MMEIOMIAMH HeoOXOAuMYI0 KBAIH(HKAIMIO B TaHHOH 00NacTH B COOTBETCTBHH C
TpeGOBaHMSIMHU JOKYMEHTOB, PETJIAMEHTHDPYIONHX JEATEIHOCTE Tab0paTOPHH.

1.2. Tloka3zaHus K MCIIONB30BaHKIO Habopa:

— KOHTPOJTh 3(Q(EKTUBHOCTH JTEUEHMs paka IOKEIyTOYHOH JKEIe3Bl, TOJNCTOTO KHIICYHHKA,
HPAMOM KHIIKY W BBLIBICHHS PELMANBOB 3a00IeBaHUS; _ '

— muddepeHpanbias AHATHOCTHKA 3JI0Ka4YECTBEHHBIX 00pa3oBaHUH JKEIyN0IHO-KHIIETHOTO
TpaKTa # J0OPOKAYECTBEHHBIX 3a007IEBAHMH, TAKHX KaK IAHKPEaTHT, 3a00/I1EBAHUA [IEICHH.

[TpoTuBOIIOKa3aHWH HET.

OYHKIMOHANEHOE Ha3Hadenwe Habopa — ompeneneHue KonueHrtpaunus CA 242 B CBIBOPOTKE
KPOBH, IPEIHA3HAYESHHOE /I JIMArHOCTHKA B KOHTPOJI JISUCHHUS paKa OpraHos HKETYI0UHO-KHILIEYHOT'O
TpaKTa.

1.3. CA?242 —. BBHICOKOMOJCKYISPHBIH T[JAKONPOTEHH, OTHOCAIIMACA K  CEeMEHCIBY
KapGormapaTHeIX adTureHoB. Kak u onkomapkep CA 19-9, BbpabaThiBacTCs KIETKAMH OIMHTCIIAA
JKeyJ0UHO-KMIIEYHOr0  TpakTa, HO obnagaeT Oonmee BBIPAXKCHHOH — YyBCTBUTCIBHOCTRIO U
crienuGHIHOCTRIO K 3J0KAUCCTBEHHEIM 00pasoBanusM. YposeHb CA 2472 MOBBIHASTCH TIPAKTHUECKH ¥
BCEX MALMEHTOB ¢ ONYXOISIMH JKelyJ09HO-KHIIEYHOr0 TPaKTa, 0COGEHHO IPH PaKe IMOJRKETYIOUHOH
JKEJIE3bI, TOJICTOro Kuileunuka u npsaMoil kumku. CA 242 mpopynupyercs OmyXONIeBhIME KICTKAMH 1
MOCTYIAeT B KPOBOTOK, YTO JemaeT ero 3(QQEeKTUBHBIM MApKEPOM OIYXOJH, MO3BOJIAIONIM
NMArHOCTHPOBATE 3a00NIeBaHKe HA PAHHEH CTAUU U CIIC/IUTh 38 €r0 TCYCHUCM.

['maBHOH ocoGennocteio CA 242 spndercs HU3Kas SKCIPecCHs MU J0OPOKAaUECTBEHHBIX
3a00/EBAHUAX ~ JKEIyNOYHO-KHINEYHOrO  TpPaKTa, Yro IO3BOJIAET  HCHONb30BaTb  €ro  JUld
nudpepeHIuaTbHON JHATHOCTHKE J0OPOKAaYSCTBEHHBIX M 3I0KAYCCTBCHHBIX omyxosieit. C moMoIbIo
JAHHOTO WCCIICIOBAHHMS BO3MOJKHO 38 5—0 MecsIleB CIPOrHO3UPOBATh PELHMIMBEL  paka TOJICTOIO
KHIIIEYHUKA W TIPIMOH KHIIKH.

TToka3aHo, 4TO KOMIUIEKCHOE ONpesieNienre omyxonesslx Mapkepos POA, CA 19-9 u CA 242
[IOBBIIAET YYBCTBUTENBHOCTh ¥ CIEMHPUYHOCTb TAa0OpaTOPHOrO HCCIENOBAaHUA NMPH JHATHOCTRKE
paKa TONCTOrO KUIIEUHWKA W NMPAMOH KHMUIKH W [OMOTAeT OLEHUTh CTA/MIO MPOMecca y IMALHEHTOR
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C YCTaHOBIEHHBIM JHArHO30M KOIOPEKTALHOTrO paka. HopManbHEIN YpOBEHB BCEX ITHX MApKEPOB MPH
KOJIOPEKTAJIbHOM  pake  HCKiIodgaeT y nauuedta IV cragumio  3aloneBanus  (oTHaliéHHOE
METacTa3supOBAHHE) U ¢ BEPOATHOCTEIO H6onee 85% CBUICTENLCTBYET 00 OTCYTCTBHH METACTATHYECKOIO
NOPaKeHHs PETHOHAPHBIX TUM(aTHIECKIX Y3II0B.

1.4. HaGop pearentoB «CA 242-Mmakcuz (IMAXYZ)» MoxeT OBITH HCIONB30BAH LA
o0crenoBanys BceX IPYII HacesleHus 0e3 rpajamud 1o JeMorpahryeckoMy M HOIYISIMOHHOMY
MPU3HAKY.

1.5. B cocraB nabopa BXOIST CeYIOHE KOMIIOHEHTHI:

— MHKpPOIUIAHOIET — | YIIaKoBKa,

— KomsbroraT — 1 ¢umakon (14 min);

— KOMIUIEKT KanuOpoBO4YHBIX Npod — 6 ¢uakoHOB (JIHOQHIM30BAHHBIE HIH IKHIKOCTH
no 0,5 mm);

— KOHTpOJIbHAA CBIBOPOTKA — 1 QakoH (rrmoduinu3oBaHHas WM xKuIKocTsb 0,5 M),

Bygep P — 1 dmaxon (3 min);

Bydep B — 1 dnakon (14 mi); ‘
pactBop TMb — 1 dmakon (14 mn);

cromn-pearedt — 1 drakon (14 mi);

bydep II -2 ¢nakona (mo 20 mn);

HaKeT 3aKphIBarolmiics — 1 mr.;

TUICHKA JUIS 3aKJIEHBAHUsI MHKPOIUIAHIIETa — 2 IIIT.;

BAHHOYKH J[JISI BHECEHHS peareHToOB — 2 MIT.;

— OJHOPa30BBIC HAKOHCYHUKH /IS 103aTOpoB — 16 miT.

1.6. Habop «CA 242-Mwmaxcu3 (IMAXYZ)» paccuduTad Ha IPOBEICHWE aHATH3a B IyOIMKaTax
40 Hen3BECTHBIX, 6 KaIMOPOBOYHBIX NP0O, 01HOH IPOOBl KOHTPOIBHOM CHIBOPOTKH M OIHOH ITPOOBI
IULSL OIIPENENICHHA  ONTHYECKOH IUIOTHOCTH pactBopa Terpametwnbensumuua (TMDB), Bcero

I

~ -s__QQpEPeﬂeneHgV, ~_ 21 ACTIONIG30BAHMH BCEX CTPHIIOB OJIHOBPEMEHHO.

e
o~ — - _-y4ae npoGHoro IIpUMEHEeH s HeoOxoaumMa o0si3aTeNbHast MOCTaHOBKA BCeX KaTMOPOBOYHBIX
HpOO JUis+ KQXKIIOTO OTHENBHOTO aHAIH3A.

2. IPUHIOMUII PABOTBI HABOPA

2.1. B =Habope «CA 242-Nmaxcus (IMAXYZ)» UCIO/IB30BAHA TEXHOJIOTHS KOMHYECTBEHHOIO
«COHJBUY»-BapHaHTa TBepAodazHoro mMMmyHodepmentHoro anammza (MDA) ¢ BeicokoahPpuHHOIM
CTpENTaByIMH-OHOTHHOBOH cHCTeMOH. J{s peaqn3anun 5Toro BapHaHTa Ha BHYTPEHHEH MOBEPXHOCTH
JIYHOK MHKDOIUIAHIIETa MMMOOMIN30BAH CTPENTABH/MH, ¢ KOTOPBIM CBS3aHBI OHOTHHUIMPOBAHHLIE
MOHOKJIOHANBHBIE aHTHTeNa K CA 242. JIpyrue monoxioHaibHEe aHTHTeNa K CA 242 KOHBIOTHPOBAHEI
¢ nepokcuasoi. Bo Bpems nuxybauuu nmpoucxomut cesssisanue CA 242, conepikarierocs B obpasuax,
KOHTPOJIBHBIX ~ MaTepHallaXx M KadTuOpOBOUHBIX Mpobax ¢ MOHOKJIOHAJILHBIMH  aHTHUTEIAMH,
MMMOOUIIM30BAHHBIMY Ha BHYTPEHHEH MOBEPXHOCTH JIYHOK M B3aUMOjeiicTeue cBazasuerocs CA 242
¢ MOHOKJIOHAJIbHBIMU aHTUTEIaMH, MEYEHHEIMH IIEPOKCHIA30H.

[To oxoHYaHMM HHKyOald BO BpeMs IIPOMEBIBKM IIPOMCXOIWT YOATCHHE BCEX HECBSI3aABIIMXCS
KOMIIOHEHTOB H3 30HBI PEaKI[1H.

Bo Bpems mukybauuu ¢ pactBopoM TMDB NpoHCXOAUT OKpalIMBaHHME B CHUHUH IBET pacTBOpa
B IyHKaX. CTemeHb OKpacKu MpsMO MpomopIHoHanbHa KoHmeHTpanmun CA 242 B aHATH3HPYEMBIX
obpasmax.

Peakiyio OCTaHABIMBAIOT, J00ABNAS CTON-peareHT (IPH 5TOM LBET pPAcTBOpAa MeEHAETCS
C CHHETO Ha XKeNThIH). M3MepsroT ONTHYECKYO INIOTHOCTh PACTBOPA B JIYHKAaX W IIPOBOJAT pacyer
koHleHTpanun CA 242 B uccnenyeMblx 00pasiiaX ¥ KOHTPOJBHBIX MaTepuanax o KamuOpoBOYHOMY
rpaduxy.

KanuGpoBouHbIH rpaHk cTPOUTCS Ha OCHOBAHUH Pe3yJIbTAaTOB aHaIHM3a KaTHOPOBOYHEIX IIP0D,
YUaCTBYIOIIUX B aHAIM3E OJTHOBPEMEHHO C UCCIIeAyeMBIME 0Opa3ramMH.

2.2. Habop «CA 242-Umakcuz (IMAXYZ)» ™MokeT OBITP HCIONB30BaH Ha (oToMeTpax
BEPTHKAIEHOIO CKAHHPOBAHHUS, IIO3BOJISIONIMX IIPOM3BOJAUTL H3MEPEHHE ONTHYECKOH IINIOTHOCTH
pacTBOpa B nyHKax npu 450 M. g nposenenus anannza HeoOX0IUM aBTOMaTHUECKHH IIPOMBIBATENh
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IJIsT MAKPOIUTAHIIETOR WM JIO3UpYHoLlee yCTPOHCTBO M HpHOOp I BCTPAXHBAHHA MUKPOILIAHIICTA
(TepMOCTATHPYEMBIH IIEHKEp), MO3BOSIOIIAN POM3BOJKTE BCTPSAXMBAHHE €O CKopocThio S00-
800 o6/mun mpu Temreparype +37 °C. HabGop Moer ObITh HCIIONB30BAaH Ha aBTOMATHYSCKHX
AMMYHO(QEPMEHTHBIX ~aHANM3aTOpax, IIPOrpaMMbl aJalTallMd Ha aBTOMATHYECKHE aHaH3aTOPbI
OPENOCTABIISAIOTCS 110 3aIIPOCy.

3. COCTAB HABOPA

MUKPOIIJIAHIIET 1 ynakoBKa

Pa3GopHBIA MOAMCTHPONBHBIMN MHKPOIUIAHIIET CO CTPWIIAMH, PasleNseMBIMH HA OTOCTIbHBIC
JIYHKH, ¢ IMMOOHIIH30BaHHBIMH Ha BHYTPEHHEH NOBEPXHOCTH JIyHOK MOHOKIOHAILHBIME AHTHTEIAMH
k CA 242, mapkuposad « MuKporuiadieT ¢ anturenamu k CA 242y,

KOHBIOT'AT dutaxon, 14 ma
Kouslorar MoHOKIOHaIRHEIX anTHTen K CA 242 ¢ nepokcuiasoif, MapkuposaH «KoHbrorary.
KAJIHUBPOBOYHBLIE ITPOBLI (KII) KOMILIEKT

Jluoghunuzoeantsle uny HUOKOCHU

KOMIUTEKT KaTuGpOBOUHBIX TNpo6 HA OCHOBE BOAHO-CONEBOrO Oydepa, H3rOTOBIEHHBIX
IPABAMETPHUCCKAM METOJIOM M aTTECTOBAHHBIX 110 BHYTPEHHEMY pe(EePEHCHOMY CTAHIAPTY IPOH3BOACTBA
AO «Buran JlepenonMenT KopHmopsHImHy», H3TOTOBIEHHOrO ¢ Hcmonb3oBaHHeM CA 242 (wictora 1O
nadnaeM BOYXX >98%), comeprkanmix n3BecTHOE KomudyecTBo CA 242

KIINe 1 — 1 uraxon, 0,5 mu, comepsxamuii m3BecTHoe KonuyectBo CA 242, mapxuposad
«Kamnbposounas npoda Ne 1».

KIT Ne 2 — 1 dmakon, 0,5 mn, comepskamuit u3pectHoe KomuduecTBo CA 242, MapKHpOBaH
«Kamubpoounas npoda Ne 2».

KIT Ne 3 —1 dmakon, 0,5 My, comepskamimii H3BecTHoe KommduecTBo CA 242, MapKUpoBaH
«Kaymbposounas ripoba Ne 3».

KIINed —1 ¢umaxon, 0,5 w1, comepxammii u3BecTHoe KommuecTBO CA 242, MapKupoBaH
«KamiGposounas mmpoda Ne 4.

KII Ne 5 -1 pnakon, 0,5wmm, comepkanmii u3BecTHoe KommdecTBo CA 242, mapkupoBaH
«Kamibposounas mpoba Ne 5».

KIINe6 -1 c¢axon, 0,5wm1, comgepskanmii m3BectHoe kommdecTBo CA 242, MapKupoBaH
«Kamrbpopounast mpoba Ne 6». .

KOHTPOJIBHAS CBIBOPOTKA (KC) 1 duakxon, 0.5 ma

KonTponmbHas — CBIBOPOTK Ha  OCHOBE  BOJHO-coneBoro  Oydepa,  M3rOTOBICHHAS
IPaBUMETPHYECKHM METOIOM U aTTECTOBAHHAS II0 BHYTPEHHEMY ped)epPeHCHOMY CTaHIapTy MPOM3BOJICTBA
AO «Buran JlesenonmenT KopropasHimH», M3roToBleHHOro ¢ mcmonp3oanueM CA 242 (uucroTa M0
nanasiM BOXKX >98%), comepikammx m3sectHoe koimmuecTBo CA 242, mapkuporaHa «KoHTpombHas
CBIBOPOTKAY.

IIpumeyanue -

To4Hble HOMHHAIE KaTAGPOBOYHEIX P06 ¥ KOHTPONLHON CEIBOPOTKH yKa3aHbl Ha 9THKETKAX
durakoHOB ¥ B nacnopre kK Habopy peareHToB.

BYO®EP P 1 daaxon, 3.0 ma
Boaro-coneroit pactBop, MapkupoBal «Bydep P».

BY®EP B 1 daakon, 14 ma
Boro-conesoit pacteop, Mapkuposal «Bydep B».

PACTBOP TMB 1 dhaakoH, 14 M
Pactpop TeTpametuiben3nanna, mapkuposas «Pacteop TMby..

CTOII-PEAT'EHT ' 1 daakon, 14 ma

IM comnsauas xucinora (HCI), mapkuposan «CTom-peareHry.

BY®EP II 2 duiakona, o 20 ma

KOHIEHTpHPOBAHHBIA  BOJHO-CONEBOM  pacTBOp JUIA INPOMBIBKH JIYHOK  (20-KpaTHBINA
KOHIIEHTpaT), MapkuposaH «bydep II».

IMaker 3aKkppIBaOIMiics 1 mT.

[TakeT Mpo3pavHbli ¢ 3aMKOM W3 IDICHKH IIOJHITHICHOBOH, MPEAHA3HAUCHHEBIH I XPaHCHMS
MHKpOILIaHmieTa ¢ antutenamu Kk CA 242 B ciydae ApoGHOro HCIob30BaHMs Habopa.
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Ilnenka a5 3aK/JI€HBAHUA MHKPOILIAHIIETA 2 mT.

[MpospayHast LeUTIONO3Has IUIEHKA Ha JIMIKOH OCHOBE, IpEeIHAa3sHA4YeHHAs AN 3aKICHBaHWs
MHKPOIUTAHIIETA [PH MPOBEJCHHH HHKyOal[uu i IPeJOTBPALICHHS HEPAaBHOMEPHOIO HCIApEHMs
PEAKIIMOHHOM CMECH M3 JIYHOK MUKPOILTAHIIETa U Vsl 3alATHI OT 3ar PSI3HCHHUL.

BanHo4YKH NI BHECEHHH PeareHToB 2 mT.

BaHHOYKA W3 IIONMMIIPONMJIEHa, MNpEAHA3HAYCHHBIE JUIs ONTHMH3AlMH O0TOOpa pacTBOPOB
xoHstorata 1 TMb 8-xaHanpHBIME 103aTOPaMH BO H30€XaHUE X KOHTAMHHALIAH.

OpHopa3oBble HAKOHEYHUKH /ISl 103aATOPOB 16 m.

Konycoo6pasHble HAKOHEUHWKH K3 TOJHIIPOIAICH], IPeHa3HaYeHHbIE s 0TO0pa PacTBOPOB
koHbtorata 1 TMb nipu moMoIy 103aTopos.

IIpumeuanus

1. MaTepuanbl KMBOTHOTO IPOWCXOXIEHHMS, BXOAAIIME B COCTAB KOMIIOHEHTOB Habopa,
HE IPeCTaBISIFOT OMACHOCTH IS YETIOBEKA.

2. CBIBOPOTKH KpPOBH YeJIOBEKa M KOMIIOHEHTEI CHIBOPOTKM KpPOBH, BXOJSIIHE B COCTaB
KaIHOPOBOUHEIX P00 ¥ KOHTPOILHOM CEIBOPOTKH, HHAKTUBMPOBAHEI H MIPOTECTHPQBAHbI HA OTCYTCTBUE
artuten Kk BUY 1,2, supyca renaruta C u HBsAg.

3. MeTponoruueckasi MpociekKuBaeMOCTh KaTHOPOBOUYHBIX MPOO W KOHTPONBHOH CBIBOPOTKH,
Bxomamux Bcoctas Habopa «CA 242-Mmakcu3 (IMAXYZ)» 0oCymECTBISCTCS € HCIOIb30BAHHEM
auturena CA 242 (umctota mo manHsIM BIXKX >98%). KamuGpoBourble mpoOGb B KOHTPOIbHAS
CBIBOPOTKA ATTECTYIOTCS OTHOCHTENBHO BHYTPEHHHX Pe(EPEHCHBIX CTAHAAPTOB, H3TOTOBJIEHHBIX C
JICIIOJIb30BAHFEM TIepBHYHOro kanubparopa (anturena CA 242, wictoTa o ganHenM BOXX >98%) B
COOTBETCTBHH ¢ MPOTOKOIOM Ieperoca kamubporku o 'OCT ISO 17511-2011.

4. B ciny4ae eciM MUKDOIUIAHIIET YIAKOBAH B [TAKET 3aKPLIBAIOIIMICH, HONOIHUTEIBPHBIA TAKET
B cOCTaB Habopa He BXOIHT.

4. AHAJIUTUYECKHE U JUATHOCTHYECKHUE XAPAKTEPUCTHKH HABOPA

4.1. YyBcTBHTEAbHOCTh. MUHUMAIIBHAS JOCTOBEPHO ONpesenseMas HabopoM KOHLEHTPALUS
CA 242 B ceiBopoTKe KpoBH denoseka — 0,4 Ex/mir

4.2. Cnenuduynoctb. MOHOKIOHATBHEIE aHTHTENd, HCIONL30BAHHEIE B 3TOM Habope
peareHTOB BBICOKOCTenupuynHel kK Monexkyne CA 242. IlepexpecTHOM peaknuy MOHOKJIOHAIBLHBIX
antuten ¢ POA, CA 15-3, CA 19-9, CA 125, CA 72-4, CA 50, TICA ne oGHapy:KeHO. '

Takue NOTEHIHANLHO MATEp(EPUPYIONIHE BEIECTBa, KaK TeMOrTo0MH B KOHLEHTPALAH 10 5
T/7, TPUITHIEPHAB 70 KoHNeHTparud 20 MMOIB/n ¥ OmwmpyOuH IO KOHMEHTpauuu 50 Mr/an He
BIMSIIOT HA MPAaBUIIBHOCTE ompenenends kouneHtpauun CA 242 ¢ momomiero nabopa «CA 242-
Hmakcnsz (IMAXYZ)».

Hcnone3osanre B Habope pearcHTOB crelM(UUYecKHX ONOKHPYIOMMX areHTOB HCKITIOYaeT
BO3MOYKHOCTD IIOJIYYEHHS JIOYKHOIOIOKHUTEIBHEIX PE3y/IbTaTOB B CBIBOPOTKAX KPOBH, COJCPIKallHX
retepodHIbHBIE, B TOM yrcie anTuMbimuabie (HAMA), antuTena.

4.3. Tounocrs. CooTBeTcTBHE H3MepeHHOM KoHuenTpanuu CA 242 B npobe, MOMydYeHHOH
IyTeM CMEIIMBAHUS PABHBIX OOLEMOB KOHTPONBHOH CHIBOPOTKH H KanuGpoBouHoH mpolbr Ne 3,
cocrapsier 90—110%.

4.4. JInneiinocrs. 3aBucumocTh KoHUeHTpauun CA 242 B oOpasnax CLIBOPOTKH KPOBH IIPH
pasBelleHHH BydepoM P, mMeeT JMHEHHBIH XapakTep B AHANA30HE KOHIEHTpau# KandOpOoBOYTHAIX
upob Ne 2 — Ne 6 u coctasiszer 90-110%.

4.5. Xyk-3dbdexT BbIcOKMX KoHUeHTpauuil. [Ipu wmcmome3oBaHuu Habopa pearcHTOB
«CA 242-Umakcus (IMAXYZ)» xyk-3ddekT He o6HapyxeH 1o konientpauun CA 242 30000 Ex/m.

4.6. KooduuuenT Bapuanun pesynsrartos onpenenenus CA 242 B olHOM U TOM ke 0Opasie
¢ ucronp3opanueM Habopa «CA 242-Mmakcus (IMAXYZ)» He npesbimact 8%.

4.7. Hopmaabnble 3Ha4enns. Hopmansaele 3nauenns CA 242 B KpOBH 3/10POBEIX JIOHOPOB
He npesbimany 20 Exn/mor.

[Ipr HCrONB30BaHMM Habopa PeKOMEHJyeTcs YTOYHMTH 3HAYEHMs KOHLCHTPALMH aHTHIeHA
CA 242, cOOTBETCTBYIOIINE HOPMATBHBIM, C YIETOM 0COOCHHOCTEH ITOIYJISIIHH.
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4.8. AHATATHYECKHE XapaKTEPHCTHKM METOJa WHCCIEOBaHHS, HCIOIB3yeMoro B Habope
«CA 242-Vmaxcus (IMAXYZ)», ycranosmeHsl B coorBerctBuu ¢ Tpeboanusmu ['OCT P 53022.2-
2008, TOCT ISO 17511-2011.

5. AHAJIM3UPYEMbLIE OBPA3IIbI

5.1. HUccnenyemeie 06pa3sibl — HEreMONIH3UPOBaHHAS, IPO3padHasi, HEIHUIEMHIHASL CBIBOPOTKA
KpOBH.

5.2. B3atue KpoBH Ui aHaIM3a CIEAyeT IPOBOJUTH C MCIONB30BAHHEM CTAHAAPTHBIX
MPONIEAYP [V BEHO3HOM KPOBH, & 00pa3Ibl CEIBOPOTKH JIOJIKHEL OBITh 0CBOOOKIEHB! OT KIETOK KPOBU
nentpudyruposanmem. Ilocme neHTpuQyrupoBanus ChHIBOPOTKA KPOBH AOTDKHA OBITH TIEpEHECEHA
B OTICTBHYIO IIPOOHPKY.

5.3. Cremyer u36eraTh MCIOJB30BAHKS B aHAM3E IIIA3MBI KPOBH, TEMOJIH30BAHHOH, MYTHOH
HJTH THIEPIIATIEMHYHON CHIBOPOTKH.

5.4. He nomyckaercs HCIONb30BaHHE B KayecTBE KOHCEPBaHTA asyia HaTpud, TaK Kak OH
SBJIETCS. MHTHOHTOPOM (DepMEHTHOM METKH, BXOJIAIIeH B cocTas Habopa. .

5.5. O6Gpa3ipl CHIBOPOTKM KPOBH CJEIyeT HCIOIb30BATL B TCUCHHE 5 CYTOK C MOMEHTa HX
IOTy4YeHAs TP YCIOBMH XpaHewns Ipu Temmeparype +2-8 °C. [l Gonmee ANUTENBHOTO XPAaHCHUS
06pasipl HeoOXOIMMO 3aMOPO3UTL IpH Temreparype Hike —20 °C nme Oomee geM Ha 1 Mmecdr.
IIpn meoGxonumocTy Gonee MIMTENBHOTO XpaHeHHs 00pasibl 3aMOPO3HTE TIPH TEMIEPATYPE HUIKE —
70 °C. U36eraTh MOBTOPHOTO 3aMOPaKHUBAHAL 00Pa3IoB.

6. MEPBI [IPEJOCTOPOXXHOCTH

6.1. [loTeHIManEHEIA pHCK TpuMeHeHHs Habopa — Kiacc 26.

6.2. Pearentsl, BXOAfIMEe B cocraB Habopa, IpeJHa3’HauYeHbl MCKIIOYHTENBHO LA
naBopaTopHoi in vitro JHArHOCTHKH, HAOOP AOJUKEH NPUMEHATHCA CIELAATMCTAMH, HMEIONMMA
HEOOXOMUMYI0 KBATH(HUKAIIMIO B JAHHOH 00IacTH B COOTBETCTBHM C TPEOOBaHHAMH MOKYMEHTOB,
periaMeHTHPYIONIUX AeSTeIbHOCTE 1ab0PaTOPUH.

6.3. Crom-pearent mpencrasusier coboit 1M pacTBop CONSHOH KHCIIOTHL H3zberats
pa3GpBI3TEBAHMS U TOTAJAHUS Ha KOXKY H CIIM3HCThIE 000I0UKH. B ciydae IoIanaHus pacTsopa CTom-
peareHTa Ha KOy M CIHM3HUCTBIE 00OTOYKH HEOOXOAMMO IPOMBITE MOPAKEHHBIH y4acTOK GosbIINM
KOJUYECTBOM IIPOTOYHOH BOJIBL. '

6.4. B yupexieHHAX, B KOTOPBIX OCYIIECTBIAETCs paboTa ¢ HabOpaMH pPearcHToB, CIELYET
cobmonars T'OCT P 52905-2007 «JlaGoparopun MenuimHcKkie. TpeGoBanus Oe30macHOCTH» 1
CIT11.3.2322-08 «besomacHocTs paborsl ¢ MuKpoopranmsmamu III-IV  rpynm naroreHHoCTH
(oracHOCTH) ¥ BO30YAUTEIISIME TTapasuTapHEIX O0TIe3HeH».

6.5. HecMmoTps Ha TO, 4TO IPOM3BOHKIC KPOBH HeJIOBEKd, BXOIAIIME B COCTAB HabOpoB, OLLIH
nposepensl Ha Hampyue aHtHTenl K BUY 1 u 2 Tuma, BUpYyCy ICIaTATa C, a taxke HBsAg u namm
OTpHUATENHHBIN pe3yibrar, HeoOXomuMo ¢ KanuOpaTopaMH M KOHTPOJBHBIMH —MaTcpHalaMu
obpamarecs Kak ¢ o0pasmaMi, HeCylIMMH HH(EKI[MOHHYIO ONACHOCTh, TaK Kak HH OIMH
CYILIECTBYIONIME METO/ TecTHpoBaHus He MoxeT Ha 100% rapaHTHpOBaTh OTCYTCTBHE HHPEKIUOHHBIX
areHToB. llpu pabore ¢ HccaeayeMpiME 00pasnamMy IALHEHTOB  CIIEAYCT cobmoaTth MEpbI
NPEeOCTOPOKHOCTH KAk B OTHOIIGHMM HH(EKIHOHHO OIIACHOTO — Marepuana. HacTogatensHo
PEKOMEH/IYeTCs HMCIIONE30BAHHUE OJIHOPA30BBIX NEPYAaTOK M JPYTHX PEKOMEHIOBAHHBIX MEpP 3alllUTLI
(CTICTIOMIE K IbI), TIO3BOTSIOIIMX CHU3MTH PUCK HH(UIMPOBAHILAL.

6.6. Bce MaTepuaibl, KOHTAKTHPOBaBIIKE ¢ 0OpasiaMy KpOBH NAlMCHTOB, KOHTPONLHAIMH H
KaTHOpOBOYHBIMH MaTepHallaMH, JIOTIKHEI OBITH HHAKTHBUPOBAHDI oHuIHAIBHO
perTaMEHTHPOBAHHBIME METO/laMH  (aBTOKJIABUPOBAHHEM B TCUCHHE 1 yaca mpu +121°C wnmm
06paloTKOil B COOTBETCTBAN ¢ HHCTPYKIHEH Kakum-1u00 abopaTopHEM nesuHdektanToM). Kuaxue
OTXOJBI, BKJIIOYAs MPOMBIBOYHEIE BOJBI, MODKHBI ObITh HHAKTHBMPOBAHBI B COOTBETCTBHH €
HHCTPYKIHEH KakuM-J1i00 Tab0paTopHBIM Je3HHPEKTAaHTOM, IPSAHA3HAYCHHBIM JULT ITHX Tenei.

6.7. ®usuveckue pHCKH (BO3MOJKHOCTE CAMOIIPOM3BONBHOIO  B3pPEIBA M BO3TOPaHMA)
OTCYTCTBYIOT.
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6.8. 3ampemaeTcss IIpHEM I[MINH, HCIOTH30BAHHE KOCMETHYECKHX CpeJCTB H KypeHue
B IIOMEILEHHUAX, TPeIHasHAUeHHBIX Ul paboTEl ¢ HabOpaMM PeareHToB.

7. OBOPYJIOBAHUE N MATEPHAJIBI, HEOBXO/JMMBIE IIPH PABOT E
C HABOPOM:

— OOHO- WM MHOTOKAaHAIBHBIE J[I03aTOPhl ¢ M3MEHAEMBIM O00BEMOM 0TOOpa JKHAKOCTCH
B muamazonax 10—100 mxir, 50-300 MK U1 HOCTAHOBKH aHamu3a | B juarnaszorax 100—1000 mxir, 1000-
5000 Mk, 1000—10000 MK 171 IIPUTOTOBICHHS PEareHTOB; '

— OJIHOPA30BBIE HAKOHEYHMKH JUIs J03aTOPOB;

— BaHHOYKH JIJIS BHECCHHS PEareHTOR;

— (oTOMETp BEepPTHKAILHOTO CKAHHPOBAHWSA, TO3BOJIOIIMA  IIPOM3BOJMTE  M3MEPCHHE
ONTUYECKOH INIOTHOCTH PACTBOpa B TyHKax mpu 450 HM;

— aBTOMATMYECKHMil IPOMBIBATENE IS IUTAHIIETOB MK JIO3UPYIOLIEe YCTPOHCTBO;

— mpubop JUIs BCTPAXHBAHUS MHKPOILIAHIIETA (TEPMOCTATHPYEMBLH MICKHKED), MO3BONIAIOIMAN
IPOU3BOIUTE BCTPAXUBAHEE cO cKopocThio S00-800 06/MuH nipu Temnepatype +37 °C;

— ¢unsTpoBanbHas Oymara;

— IUIHHIp MepHBIH Ha 200 Mi;

— CTAKaH CTEKIIMHHLIN BMecTHMOCTRIO 500 MiT;

— BOJA JIEMOHU30BAHHAS HIIH JUCTHUITHPOBAHHAS,

— IIepUaTKH OJHOPA30BbIE.

8. MIOAI'OTOBKA

8.1. Bce peareHTHI mepejl NMPOBSACHHEM aHAIN3a JOILKHEI OBITh TINATEILHO NEPEMEIIAHbI M
JIOBEJIEHEI 10 KOMHATHO# TeMnepartypsl +18-25 °C.

8.2. Mukpomaangmer. Ilepej BCKPHITHEM YIAKOBKY C MMKPOIIAHIIETOM —HEOOXOIMMO
BLIIEpPsKATh TIPH KOMHATHOH Temmeparype +18-25 °C me Menee 30 MUHYT BO H30eKaHHE KOHACHCALMH
BJTArH Ha IOBEPXHOCTH JyHOK. OTKPBITH YIAKOBKY H [IEPECTABHTh HA CBOOO/HYIO PaMKy HeoOXOImMOoe
KOJIHYECTBO CTPUMNOB uid JiyHOK. OcTaBlipecs CTPHIBI XpaHHTh B YNAKOBKE M B IIAKCTC
3aKpBIBAIOIIEMCS ¢ TEPMETHYHO 3aKPBITBIM 3aMKOM IIpH TeMmepaType +2-8 °C B TeueHHe BCero cpoka
rOHOCTH. .

8.3. [IpeaBapuTe/ibHOE pa3BeIeHHE HCCIEXYEeMbIX oOpasuos. Ecmu 3nauenms CA 242 B
HCCHENyeMbIX — 00pasiax IO IIPeBapUTENbHLIM  JIAHHBIM — BBINIC  3HAYEHHMA  KOHLCHTpAIUN
Kanu6poBodHOi Ipobe! Ne 6, 06pasip! ciepyer passecty bydepom P B 20 pas:

190 mx1 Bydepa P + 10 Mk ucenenyemoro obpasia.

TmarensHO nepeMenaTh.

8.4. IlpuroToBaenne npomeiBounoro oydepa. Heobxomimoe komuectso bydepa 11 passectn
JAUCTHIIMPOBaHHOM Bomo# B 20 pas.

Hanpumep: '

10 mut Bydepa I + 190 M1 1erOHM30BAaHHON WM JUCTHIUIPOBAHHOHN BOIBL.

TuratensHo TepeMernarh, u30eras mneHooOpasopanus. ['OTOBBIH K HCHONB30BAHUIO
IPOMBIROUHEIH Gydep XpaHWTh 3aKPBITBIM [IPH KOMHATHOM Temnepatype +18-25 °C e bonee 5 CyTOK.
OcTapmuics Henconb30BaHHbM 20-kpaTHEni Bydep I XpaHuTh 3aKPEITEIM IpH Temnepatype +2-8 °C
B TEUSHUE BCEIO CPOKA I'OJIHOCTH.

8.5. KanuOpoBouHbie MpoObl H KOHTPOJIbLHAA CHIBOPOTKA.

[lepen BCKpbITHEM (IIAKOHOB C  JIHOMUAUZO6AHHbIMU  KATHOPOBOYHBIMH npobamu  H
KOHTPOJBHOM CHIBOPOTKOM CTPSXHYTh YaCTHIB! JTHO(MHUIM30BAHHOTO IOPOMIKA, NPHIUIIIKHE K CTEHKaM
(ITAKOHOB M KPBIIIKaM, AKKYPATHO OTKPHITH (IAKOHBI ¥ MOJNOXKATE MPOOKH MEPEBEPHYTHIME Ha CYXYIO
IIOBepXHOCTh. B Kakmeiil urakoH BHecTH mo 0,5 MIJI JICHOHH30BAaHHOH BOJBI, 3aKpbITh (haKoHbI
KPBIIIKAMH ¥ BEIIEPATh B TedeHne 20 MHHYT IIPH KOMHaTHOH Temmeparype +18-25 °C. Ilepememars
cozepKuMoe (IAKOHOB, AKKYPATHO HAKIOHSS H BpaIas uX, n30eras ICHO0OPa3OBAHHA.

JKuokue kanubposouHsle RPOOLL U KOHMPOJILHAA CbI6OPOMKA TOTOBBI K HCTIONB30BAHMIO.

8.6. Konniorar, Bydep B, pacteop TMb 1 cTon-peareHT roTOBbI K HCIIOJIB30BAHMIO.
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9. TIPOBEAEHUE AHAJIU3A
9.1. CocTaBUTE IPOTOKOJI MAPKUPOBKH JIYHOK. JIYHKH TPOMapKUPOBATE CIEYOIHM 00pa3oM:
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9.2. Bo Bce nmynxku, kpome Al u A2, saectu mo 100 Mk Bydepa B.

9.3. BHeCTH B COOTBETCTBYIOMIME TYHKH 10 25 MKJI KalHOpOBOYHEIX NPo6 ¥ KOHTPOILHOM
CBEIBOPOTKH, B OCT@BIIHECH JIYHKH 110 25 MKJI HCCIeIyeMOH CBIBOPOTKH KpPOBH B jJyOmukarax. Obmiee
BpeMs BHECEHHS KamMOPOBOYHEIX IPO0, KOHTPONBHOM CHIBOPOTKH M HCCHENyeMBIX 00pasloB He
JOJDKHO IpeBBImaTh 20 MAHYT.

9.4. 3aKyenTh TYHKH MHKPOIUIAHIIETa INIEHKOH, BXOAAIIEH B cocTaB Habopa.

9.5. MukyOupoBaTh MUKPOIUIAHIIET [PH BCTPAXHBAHUKA B TedeHue 30 MHUHYT B TEpMO-
CTaTHPyeMOM Iieikepe npH Temneparype +37 °C co ckopocteio 500-800 06/MuH.

9.6. Ilo oxoH4YaHuyM MHKYOAlMK YAAIHTE IUICHKY, YAAIUTH COAEPKUMOE JTYHOK B CIEIUATEHYIO
eMKOCTh st cOopa WH(PULMPOBAHHOIO MaTepHaIa i IPOMBITE JIYHKH [STh pas. [Ipy Kaxmoi IpoMEIBKe
BO Bce JyHKH pno0aButh mo 300 MKI OpOMBIBOYHOTO Oydepa, IpPHIOTOBIEHHOro Mo 1. 8.4.
C HOCJIEAYIOUTHM YOATICHHEM KHJIKOCTH B €MKOCTb A HHPUUMPOBAHHOrO Matepuana. [1o oKoHYaHMH
IIPOMBIBKH TINATEIBHO YHAJIHTh OCTATKH JKHIKOCTH M3 JYHOK ITOCTYKHBAHHEM MHKPOIUIAHIIETA
B IICPEBEPHYTOM IIOJIONKEHMM 10 (MIBTPOBAILHOM Oymare J0 WCYE3HOBEHMS CIIEIOB HaIH4Ms
JKUIKOCTH B JIyHKaX. 1IpH MCIONB30BaHHH aBTOMATUYECKOTO [TPOMBIBAIOIIETO YCTPOMCTBA TIATENLHO
CJICTUTD 33 TOYHOCTHIO HAMOJIHEHN H IOMTHOTOH yIaleHUs JKUIKOCTH U3 IYHOK MHKPOILIAHIIICTA.

9.7. Bo Bce nmyHku, kpome Al u A2, saectu o 100 Mk Konsrorara.

9.8. 3aK/IeMTh JIyHKH MMKPOIUIAHIIETa IUICHKOM, BXoZsmiedl B cocraB Habopa. He mpumeHsTh
MOBTOPHO IUIEHKY, HCIIOJIb30BABIIYIOCS HA MIEPBOH CTAIHK aHamw3a!

9.9. MakyOHupoBaTek CTPHIIEI COrJIACHO II. 9.5.

9.10. ITo oxoHYanuH MHKYOAIMM YHATHTh IUIEHKY, YAAIHTh COASPIKMMOE JTYHOK W IIPOMBITH
JYHKH COTJIaCHO II. 9.6.

9.11. Buectu Bo Bce myHku mo 100 mxn pactBopa TMB.  MHKYOMpOBaTR MUKPOIIIAHIIET
B TeMHOTe. Bo3moskub! 2 BapuanTta uHkybannu ¢ TMb:

— HHKYOMpOBaTh MUKPOIUIAHIIET B TeueHue 10 MHHYT B TEeMHOTE MPH BCTPAXHBAHHUH B TEPMO-
cratupyeMoM Iuelikepe npu Temnepartype +37 °C co ckopoctsio 500-800 06/muH;

— HMHKyOHMpOBaThP MHKPOIUIAHIIET B TedeHHe 15-30 MUHYT, B 3aBHCHMOCTH OT CTEIEHH
pasBHTHA OKPacKH, B TEMHOTE 0e3 BCTPAXMBAHMSA MPH KOMHATHOI TeMnepatype +18-25 °C.
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9.12. OCTaHOBUTEH (PEPMEHTHYIO peakuuio aobaBlieHHeM B Kaxayio JiyHky mo 100 mxn cror-
pearenTa. L[BeT peakIMOHHON CMecH B JIyHKaX JODKEH U3MEHHTHCS ¢ CHHEro Ha JKeNTHIH. BeTpsaxHyTh
Ha melkepe B TedeHue 1-2 MHH JUId PaBHOMEPHOTO IlepeMEIIHBaHHsA. Bpems Mexmy OCTaHOBKOH
peaxuuu 1 uamepenuem OII He noykHO npeBpnnath 20 MUHYT.

9.13. B ciydae npoOHOro HCIONB30BaHMS MMKPOIUIAHIIETAa HEOOXODMMO pPa3eNHTh MHKPO-
IUIAHIIET Ha CTPUIIBI H HCIIOIB30BaTh IPH MPOBEEHHN aHaIN3a HEOOX0IMMOE KOJTMUECTBO CTPHIIOB.

IIpumeuanue.

Maxkcumansras OII npu nposeneHun pepMEHTHOH peakLlMd HE IOJDKHA IIPEBBIIATE IIPEIENOB
JIMHEHHOro M3MepeHus npubopa, ucnonas3yeMoro B nabopaTopuu. /lnama3oH ITUHEHHOCTH M3MEPEHMUs
Heo0X0IMMO YTOYHUTH B macropte npudopa. PexoMenmyemast MakcuMambHasi ONTHYECKAs INIOTHOCTD —
He Oonee 2,5 exn. OI1.

Cxema npoBeeHus aHamu3a npuBeeHa Ha Pucynke 1.

10. PETUCTPALIUS PE3YJIBTATOB

10.1. M3meputs Ha doTOMETpe BepTHKalbHOrO ckaHuposanus OIl pacTBopa B IyHKax IIpH
JuAHe BOMHBL 450 HM.

10.2. Ompenemats cpennee 3nauenue OII B nyrkax Al u A2 (korTposis TMDB) 1 BeIYecTb €ro U3
cpennero 35aveHns Ol kanubpoBoUHEIX P06, KOHTPOILHON CHIBOPOTKH U aHATH3UPYEMBIX 00pa3LoB.

11. YYET PE3VJIbTATOB

11.1. Pesynbrarhl aHalld3a CleQyeT YYHUThIBATh, ecid cpeaHee 3HadeHue OII B mynkax Al u A2
ne npesslmaer 0,1 ex.OIL

11.2. B nuHeWHBIX KoopAWHaTax mocTpouth rpadux 3aBucumoctd OII (ex.onT.nmiaoTH.)
ot koHneHTpauun CA 242 B xamubposounsix mpodax (Ea/mim), mcmomssys cpemume 3maueHus OI1
TyOMHKATOB.

11.3. Ompenenuts conepxkanue CA 242 B mccnenyeMbIx 00pasnax B KOHTPOIBHOH CBIBOPOTKE
o kanuOpoBOYHOMY rpaduKy, HCob3ys cpennee 3Hauenue OIT mia nyGnukaToB.

11.4. Tlpy HanM4YMH aBTOMATHYECKOH MPOrpaMMEI pacueTa Ha (oToMeTpe B KadecTBe METOMA
alIpOKCUMAallii KamHOPOBOYHOM KpuBOit BEIOpaTh MeTox 4PL, SPL unu kyGuueckuit cruiaii.

Ha pucyske2 mnpuBeneH TunuuHbli rpadux 3aBucumoctd OIl xamubpoBounbX mpod
oT koHUeHTpauuu B HUX CA 242. JlauHBIH rpadHK NMPHBEISH HCKIIOUYHTEIRHO B IEJBIX HUTOCTPALMH U
HE MOXKET OBITH HCIIONB30BaH [y pacuera koHuentpauun CA 242 B ofpa3uax ChIBOPOTOK IALUSHTOB.
Bremnuii Bug rpadrka 3aBUCHT OT BEIOPaHHOT'O METO/IA alllIpOKCHMAL|MH.
Pucynox 2
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12. OTPAHUYEHMNS ITPU ITIPOBEJAEHUU AHAJIU3A

12.1. TTpu ucnons3oBaHuy Habopa AT IPOBEAEHNS HECKONBKHX HE3aBUCUMBIX CCPHIl aHaTH30B
HeoOXO0MMO MMETh B BHJY, 9TO KOJIHYECTBO HE3aBHCHMBIX DKCICPHMEHTOB OIPAaHHYEHO 00HLEMOM
KaIMOPOBOUYHBIX ITPo0l.
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12.2. JIns KaXXaoro HE3aBHCHMOIO SKCIEPUMEHTA HACTOATEIBHO PEKOMEHJIyeTCs IOCTPOSHHE
HOBOT'0 KaTHOpOBOYHOTO rpaduKa U onpeneicHie KOHIIEHTPAlUH aHAJIUTa B KOHTPOJIBHOH CBIBOPOTKE.

12.3. He momyckaeTcsl MCIONBL3OBAHKUE PEarcHTOB PA3HBIX CEPHH NPH NPOBEJECHMM aHalu3a, a
TaKke ucrmons3osanue TMDb, cTom-pearenTa u mpoMeIBOUHOTO Oydepa Apyrux GUpM-IIPOU3BOAUTENCH.

12.4. Ilocine OKOHYAHKS BHECEHUS PEAreHTOB He0OXOUMO IIOTHO 3aKPBITh KPBIIKH (IakoHOB
W TIOMECTHTDH HX Ha XpaHeHHe IpH Temneparype +2—8 °C.

12.5. Yporensp CA 242 He MOKET OBITh HCIONB30BaH B KayecTBE aOCOMOTHOTO I0KA3aTeIbCTBA
Ha HaJW4He WIH OTCYTCTBHE 3JI0KAYeCTBEHHOrO 3afoneBaHust W TecT Ha ompejenenne CA 242 pe
MO3KeT OBITh HCII0JIb30BAH /IS CKPHHUHTA,

Pesynprarel Tecta JO/DKHBI HMHTEPIPETHPOBATHCA TONBKO B COYETAHMM C  JIPYTHMH
UCCIIEOBAHUSIME M IPOLEAypaMy MPH JUarHOCTHKE M MOHHTOPHHIE 3a00JIeBaHHs, a HCCIeI0BaHue
nauueHToB Ha CA 242 He IOJDKHO 3aMEHSITh JIpyrie KIMHUYECKHE METOABI 00CIe10BaHus.

13. YCJIOBHs XPAHEHHSI 1 TPAHCIIOPTUPOBAHUA HABOPA

13.1. HaGop peareHTOB IS KOJMHYESCTBEHHOTO MMMYHO(EPMEHTHOIO OIIPEIEIECHHs aHTUIEHa
CA 242 B ceiBopoTKe KpoBH uenoBeka «CA 242-Umakcus (IMAXYZ)» 10/DKEH XpaHHATBCS B YITAaKOBKE
TIPEIPUATHA-H3TOTOBHTEINS IIpH Temieparype +2—8 °C B TeueHue Bcero cpoka roIHOCTH.

13.2. Tpancnoptupoanue HaOOPOB [JO/KHO TMPOM3BOJMTECH BCEMH BHIAMH  KPBITOTO
TPAHCIIOPTa B COOTBETCTBHHU C TpeOOBaHMAMH U IpaBHJIaMH, IPUHATEIMU HA JAHHOM BHIC TPaHCIOPTA,
npu Temneparype +2-8 °C. Jlomyckaercs TpaHCIOPTHpoBaHKHe HabOpoB IpH Temieparype po +25 °C
He 6osee 10 cyTok.

13.3. 3amopaxuBaHue KOMIIOHEHTOB He JIOITYCKAETCSL. Hcnonme3oBanue Habopa,
TPAHCIOPTHPOBABIIErOCS WIM XPAaHUBIIErocs ¢ HapyLNICHHEM PErIaMEHTHPOBAHHOIO TEMIIEPATYpPHOIO
pexuMa, He T0IMYCKAeTCs.

14. YCJIOBUS SKCIINIYATAIIUH HABOPA

14.1. Cpox rogmocta Habopa — 24 mecsna. J[o OKOHYaHHS cpoKa FOQHOCTH Habopa peareHToB,
IPY YCIOBHU COOMIONEHUS TEMIIEPATypHOrO PEKUMa XPaHEHHUS, TPaHCIIOPTHPOBAHKS M OKCILTyaTaI|,
[POM3BOJUTENb TapaHTUpyeT paboTocrocoOHOCTh Habopa M COOTBETCTBHUE BCEX AHAHUTHYCCKHX
XapakTepucTHK Habopa 3asBICHHBIM. He pgomyckaeTcs HCIONMB30BaHHWE Habopa pearcHTOB II0
HCTEUEeHHIO cpoka rogHocTd. Habop peareHTOB He IOMISKHT PEMOHTY M TEXHHYECKOMY
00CITy KHUBAHHIO.

14.2. B ciyuyae jijpoGHOTO MCHOTB30BAHUS KOMIIOHEHTH Habopa HE0OXOAMMO I0CHE BCKPBITHS
XPaHUTH CIEIYIOIIUM 00pa3oM:

— CTpHIBI MMKPOIUIAHIIETA [TOMECTHUTH B YIAKOBKY C JTUKETKOH (€CIM CTPHIIBI yHAKOBAHEI
B YIIAKOBKY W3 2-CIIOMHOr0 IOJMITHIIEHA), KOTOPYIO 3aT€M BIIOXKHTH B IIAKET 3aKphIBAKOIIMACH U
TEPMETHYHO 3aKPhITh, XPAHUTh B FEPMETHYHO 3aKPLITOM MakeTe IpH Temmeparype +2-8 °C B TedeHue
BCETO CPOKA FOJHOCTH;

— JKHJIKHE KaliOGpOBOUHbIE MPOGHI M KOHTPOIBHBIE CHIBOPOTKH IIOCITE BCKPBEITHS (IIAKOHOB
XPaHHUTh B YIIAKOBKE MPENIpPUATHI-U3rOTOBUTENS IIpH TeMIepaType +2—8 °C B TeyeHHe BCEro Cpoka
TOJTHOCTH;

— KanmuOpoBOYHBIE IIPOOHI U KOHTPOIBHYIO CHIBOPOTKY IIOCIIE BOCCTAHOBICHHS U3 THODUIU3ATA
xpaHuTh He Gonee 1 Mecsna npu Temneparype +2...8°C, mpa HeoOXOAMMOCTH JUIMTEIBHOIO XPAHCHUS —
AIMKBOTHPOBaTh M 3aMOpO3uTh IpH Temmeparype Hipke -20°C, u3berars HOBTOPHBIX IMKIIOB
3aMOPaKHBAHUSA/Pa3MOPaKUBAHHNS;

— kombiorar, pacrsop TMB, Bydep B, Bydep P, xonuentpupopanusni Bydpep IT u cron-
pearedTt, II0CJI€ BCKPHITHA (IaKOHOB, XPaHHUTb B YIAKOBKE IPEANPHATHI-M3TOTOBUTEINS IIPH
tTemneparype +2—8 °C B TeUeHHe BCEro CpoKa roHOCTH;

— IPOMBIBOYHBEIA Oydep, MOATOTOBICHHBI K HCIONB30BAHHIO, XPAaHMTh 3aKPBITBIM TIPH
KOMHaTHOM Temmeparype +18-25 °C He Gonee 5 cyrok. He mo0aBiars B €eMKOCTH € HCIONB3YEMBIM
IIPOMBIBOYHEIM PACTBOPOM BHOBE IIPUTOTOBJIEHHBIH PaCTBOP.
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14.3. Tlpoussomutens Habopa AO «Buran [lesenonMent Kopmops#mmy —npoussen
BepuuKamuio H Banupanuo Habopa «CA 242-Mmaxcuz (IMAXYZ)». PesynbpraTtel BepHOHKalUH H
BallMIAllK, OTPaKEHHBIE B MIPOTOKOJAX IIPE/BAPHTENBHBIX HCIBITAHUH ONBITHBIX NapTuil Habopa,
TIPU3HAHFI YAOBIETBOPSAIOIIMMHE ITapaMeTpaM, 3asiBJICHHBIM B HACTOAIEH TEXHUUESCKOM JOKYMEHTAILMH.

14.4. B npouecce Bepudukauuu u Bammgauuu Habopa «CA 242-Hmaxcus (IMAXYZ)» Oblia
[IpOBENEHA OIeHKA CTa0MIBHOCTH Habopa IIpM XpaHEHWH, HCIONB30BAaHHH H TPaHCIOPTHPOBKE
(I'OCT P MCO 23640-2015); pe3ynsTaThl, OTpa)KeHHBIE B IPOTOKOJIAX CTaOMIBHOCTH Habopa H €ro
KOMITOHEHTOB, COOTBETCTBYIOT 3asBIIEHHBIM CpOKaM TIOJHOCTH [pH XpaHEHWH, HCIIONb30BAHWH H
TPaAHCIIOPTUPOBKE B COOTBETCTBYIOMINX YCIOBHAX.

14.5. B mpomecce paspabotku Habopa «CA 242-Mmakcus (IMAXYZ)» OpuH OIEHEHBI PHCKH,
CBA3aHHEIE C BO3MOKHBIM HM3MEHCHHEM I[ApaMeTpPOB IIPOBEJEHHUS aHajuu3a B 1adopaTopHsx
moTpeOuTENEH: M3MEHEHHE TEMIEpaTyphl HHKyOallMH, CKOPOCTH BpalleH#s MNIeHKepa H BpEeMEHH
packarneBanus 06pasinos. Ouenka mpoBoamnack B coorercTBur ¢ MM CMK 07 mo KCO 14971:2007
«MenuuuHCKHE w3lenus — [IpuMmeHenne MeHEKMEHTa pHCKa K MeJUIMHCKHM u3zemuamy. Ilo
pe3yIbTaTaM aHaJIH3a PUCKM MHHUMU3UPOBAHEI IO YPOBHS «IIPHEMIIEMBIH ».

14.6. J{yist mosrydeHnst HaJ[@/KHBIX pe3yIbTaToB HE0OXOIHUMO CTPOroe cobmioieHue HHCTPYKIIUH.
JIroOBle OTKIIOHEHHS OT PEeKOMEHJIOBAHHBIX IIPOIENyp IpOBEINCHMsS aHajld3a M NPHTOTOBJICHHUS
PeareHTOB MOTYT IIPUBECTH K IMOJTYYEHUIO HEBEPHBIX PE3YIbTATOB MCCIIEA0BAHMI.

14.7. JIoCTOBEpPHOCTE H BOCHPOM3BOAMMOCTE PE3YJILTATOB aHAIM3a 3aBHCAT OT BBINOJIHEHUs
CIIEYIONIMX OCHOBHBIX ITPaBWI ITpH paboTe ¢ HablopOM peareHToB:

— Juis Jae3uH(EeKIWH HcclIeIyeMBIX o00pa3ioB, IMOCYJbl M MaTePHalOB, KOHTAKTHPYIOLIHX
C HCCNIElyEMBIMH M KOHTPOJIGHEIME 00pa3LiaMH, clelyeT HCIONb30BaTh JE3HH(UIHMPYIONHE CPEICTRA,
HE OKa3hIBAIOIIME BO3JEHCTBHS HA peareHThbl, HCIONB3yeMble Ipu mnposeneHun MDA, mampumep,
KOMOMHHPOBAHHBIE CPEJCTBA HA OCHOBE YETBEPTHUHBIX aMMOHHEBBIX coemuneHuit (HAC), cnupros,
TPETHYHBIX aMHHOB. Mcmonp3oBanue Ae3MHGUIHUPYIONUX CPEACTE, COAEPIKAIINX aKTHBHBIH KHCIOPOJ
| XJIOp, a TAK)KE allbJACTHIB! B IOMEIICHHSAX, HCIONB3YEeMBIX JIs TocTaHOBKH MDA, MOXKET IPHBOANUTE
K IIOJIYYEeHHIO HeNPABHJIBHBIX PE3yNILTATOB aHalH3a;

— MOCKOJIBKY HAJIHYHE MapOB KHCIOT, MIETOYeH, aTbJeTUA0B MOKET MEHIATh (PepPMEHTaTHBHYIO
aKTHBHOCTH KOHBIOratoB ¥ TMB, Henb3s MpoOBOAWTH aHATH3 IPH HATHYHH B BO3AyXe paboueil 30HEI
TaKHUX COeIMHEHUH;

— CTajus, KOT[a MpoBOMHTCA peakuus okpauuBanus ¢ TMDB, 4yBcTBHTENbHA K NPUCYTCTBHIO
HOHOB METAJJIOB, IMO3TOMY KOHTAKT KaKHX-THOO METAUIMYECKHMX IIPEIMETOB ¢ KOHBIOTATOM H
pactBopoM TMb MoKeT U3MEHHTH X0 PeaKIuH;

— WCMONB3yHTe B pafoTe YHUCTYIO MOCYAy M 9HCTBIE OJHOPA30BbIE HAKOHEYHUKH IS KaXKI0r0
peareHTa, KOHTpojs, obpasna Bo H3bexaHne MUKpOOHOM KOHTAMHMHAIIMH KOMIIOHEHTOB Habopa u
3HAYATEIFHOTO CHUKSHHS CPOKOB XPAHEHH A KOMIIOHEHTOB, BXOAIHUX B €T0O COCTAB;

— 3ampelaeTcs UCIOIL30BAHME OIHOM H TOH K€ eMKOCTH i KOHBIOrata M pacTBopa TMb
BO M30eKaHue UX NEPEKPECTHON KOHTAMUHAIIME U HCKAKCHUS Pe3yIIbTaTOB aHaIH3a;

— mpH 4acTH4HOM oTOOope pactBopa TMB w3 ¢rmakona ciaemyeT yduThIBaTE TOT (Qaxrt, 4To
3arps3HEeHHe [TOBEPXHOCTH ITHIIETOK KOHBIOIaTOM MOJKET TIPHBECTH K KOHTAMHHAIIMH BCEro
conepxumoro ¢uiakona ¢ TMB u, kax clieIcTBHE, H3MEHEHHUIO €ro IBETA,

— ec/| JomyiieHa ommuOKa [IpH BHECEHUH PEareHTOB HNM 00pas3lloB B JIYHKY, HEJL3S, YOAIUB
HEIPAaBUILHO BHECEHHBIE pPEareHTHl, BHOCHTH B HEE HOBBIH peareHT;, Takas JIyHKa JOJDKHA OBITh
MCIJTIOYEHA TIPU YUETE Pe3yJIbTaTOB aHaH3a;

— paboume NOBEPXHOCTH CTOJOB, obopymopanms cienyeT obOpabareBate 70% 3THIIOBEIM
CIIMPTOM MM CHCIMATBHEIMH PAacTBOPAMU HA OCHOBE CIMPTOB- (HE IOIYCKAaeTCs HCIIONb30BAHME
HEPEKKCH BOJOPOJIA, XITOPCOAEPIKAITHX 1 albIeTHIICOAEPKAIINX PACTBOPOB);

— B CBSI3M C T€M, YTO Ka4eCTBO IIPOMBIBKU JIYHOK MHKPOILIAHIIETA MIpaeT BaXXHYHO POJIb s
TOJyYeHHs] TIPABHJIBHBIX PE3YJIbTATOB aHalu3a, TO AN yHaleHus He CBI3ABINHXCS KOMIIOHCHTOB
pEaKkIK W3 JIYHOK MHKPOIUIAHINETa M TIOCHEAYIOINEH IIPOMBIBKA DPEKOMEHIYETCs HCIOIb30BaTh
aBTOMAaTMYECKOE MM PydYHOE MPOMEBIBAIONIEE YCTPOMCTBO M KOHTPOIMPOBATH PABHOMEPHOCTE H
Ka4E€CTBO HAMIOJIHEHHS JYHOK, a TAK)Ke MONHOTY YIAIeHH U3 HUX JKHIKOCTH.
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15. CBEJAEHHS Ob YTHJIHN3AIIUHN

Cormacuo xmaccubpukamuu o CamllmH  2.1.7.27910 «CanurapHO-3IHIEMHAOTOTHIECKIE
TpeGoBaHus K OOPAIEHHIO ¢ MEIUIMHCKAMA OTXOIaMH» KOMIIOHEHTEI Habopa MOTYT OBITE OTHECEHBI
K Kiaccy «By». YTHIH3alMiO HCIIONB30BAHHBIX PEAT€HTOB M PEAreHTOB ¢ HCTEKIIMM CPOKOM T'OJHOCTH
npousBouTs B coorsercTBuy ¢ CanlluH 2.1.7.27910 B oTHOImEHHH O0TX00B Ki1acca «by.

Je3uH(pEKIHIO Clle/lyeT MPOBOAUTE B COOTBETCTBHH ¢ MV 287-113 «MeTtonudecknue yKasaHHS
0 AC3UH(EKIHH, MOPEACTEPHIH3ALUOHHON OYMCTKE H CTEPHIM3ALUH H3HACTHH MEIHLMHCKOIO
Ha3HAYCHU).

16. 3AIIMTA OXPAHBI OKPYKAIOIIEN CPEJBI

[IpousBoxuTens TapaHTHpPYeT, 4ro HaGop peareatoB «CA 242-maxcus (IMAXYZ)» mns
MMMYHOGEPMEHTHOTO AHANTM3a pa3paboTaH M MPOM3BEJEH C HETBIO NPeNoTBpalleH s JIOOBX PHCKOB
Juis OKpyxatomedt cpexsl. HaGop, B mponecce HCIONB30BAHHA, HE OKasblBaeT BO3ICHCTBHS
HA OKPY’KarOIIyI0 CPey U He IPHBOMT K yiepOy AId Hee IpU CoOIIOIeHHH BCeX Mep 0e30macHOCTH U
yTHIM3aUiH Habopa, peKOMEHI0OBAHHBIX IIPOH3BOJUTETIEM. 3

17. TOIOJIHUTEJBbHASA HHO®OPMALIUA

[To BompocaM, KacaromuMmes kadectsa Habopa «CA 242-Hmaxcus (IMAXYZ)», cuenyer
obpamaTecs K MpoH3BOAUTENO — B AxipoHepHoe O6mecteo «Buran [lesenonvent Kopmopaimis»
(AO «Bwuran [egenomvent Kopmopa#HuIs») mo ajpecy:

194356, Poccust, Cankr-IleTepOypr, nopora B Kamenky, 1. 56, mur. A

Ten./paxc +7 812 702-10-86.

['enepanbHBIL TUPEKTOP
AO «Buran [leBenonMeHT KoprnopaHniay A.T'. [Inexos

)

['eHepanpHEIA THPEKTOP
000 «BbIMIIEJI-MEJILUEHTP » '
i \¢

I1.K. BapnaBuuyc
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