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1o NPHMEHEHHI0 HA0opa peareHToB
«A1C-UDA-T'onagorponns-XI'1»
TecT-cucTema HMMyHO(epMeHTHAS IS KOJTHYECTBEHHOI0 ONpeae/IeHus
XOPHOHHY€ECKOI'o TOHa0TPONHHA

1. Hasnavenue

1.1. Habop pearentoB «JIC-MDA-T"onanorponma-XIa» npeaHazHadeH I KOIMYECTBEHHOIO
OIIpe/ieNleHNs. XOPUOHUYECKOro NoHaJ0TponrHa desoBeka (X1 '9) B CBIBOPOTKE KPOBH YEJIOBEKA METOJIOM
BEpHOodhazHoro nMmyHodepmernTHOro anam3a (MDA).

1.2. XI'dy — TIJIMKONPOTEMHOBEIX TOPMOH € MOJIEKyIspHO# Maccoil okoino 40000 la,
CEKpeTUpyeMbIii TpopoOIACTUIECKUMH KJICTKaMU IIJIAllCHTHl ¥ HEKOTOPBIMH OITyXOJIIMH. XI9 COCTOHMT
U3 JBYX CyOwbeqmHMI] — aimbda (CXOMHOM y BCex TOPMOHOB IepenHeil nomm rumo¢msa) u Oera,
ompeessonieit GNOIOrnIecKyt0. akTUBHOCTh TOPMOHA.

KomraectBenHoe onpenenenne ypoBHs X1 U cunraeTcs Hanbosee HaJeKHBIM UHIUKAaTOpOM IIpU
paHHe# nuarHocTuke 6epeMEHHOCTH.

W3menenne KoHIeHTpanmu X9 B CHIBOPOTKE KPOBH OEpEMEHHBIX >KCHIWH SIBILIETCS BaXKHBIM
METO/IOM IIpeHaTAIbHOM THarHOCTHKH HEKOTOPBIX BPOXKIEHHBIX 3a00J1eBaHNi (OTKPHITHIE TIOPOKU METYI-
JsipHOM TpyOBI, cuHapoM Jlayna). Kpome Toro, 3T0T METO MHUPOKO INPUMEHSETCS B aKyIIEpCTBE IIPH
JIMarHOCTHKE MHOXKECTBEHHOM OEpeMEHHOCTH, YTPO3€¢ BBIKUIBIIIA ¥ BHEMATOYHOM OEPeMEHHOCTH.

VpoBens X194 onpenensioT B ciIydae 3I0KAYeCTBEHHBIX HOBOOOPA3OBaHMM, TaKMX KaK OITyXOJH
TpodobnacTa, pak sUYeK, SWIHUKOB, XOPHOHKAPIIMHOMA, ITY3BIPHBIA 3aHOC, paK JKeTy/Ka, MEeYeHH,
TOHKOM KHIIKH, TOJICTOM KUIIKH, [TOYEK, MEIKOKIETOYHBIM OPOHXOTE€HHBIH paK JIETKUX, paK MOJOYHBIX
XKeJie3, pak MaTKy. '

W3mepenne ypoHs X[ sBisieTcs BaXXHBIM METOJOM JIMarHOCTUKA W MOHWTOPHMHIA TaKMX
3a00JIeBaHUM.

1.3. Habop paccunTaH Ha TpoBeAcHUE aHaIWM3a B jayOnumkarax: 41 HemspecTHas mpoba, o/iHA
11poba KOHTPOJIbHOM CHIBOPOTKH, ISITh CTaHAAPTHBIX KaIMOPOBOYHBIX IIpo0 ¥ oOxHa mpoba it
omnpeneneanss ontudeckod 1wiotHoctH  TMB-CyOcrpatHoro  pacTBopa MHpH  OJHOBPEMEHHOM
VICTIONIb30BAaHMY BCEX CTPHIIOB IUIaHIIETa (Bcero 96 onpenenenuit). .

B ciydgae nmpobGHOro mpmMeneHWs HaOoOpa HEOOXOIMMO O00s3aTeNbHOE HCIIONIB30BAHUE BCEX
CTaHIAPTHHIX KJIMOPOBOYHBIX IPOO.

2. XapaKTepucTHKA Haopa
2.1. Ilpunun AecTBAA.
B nabope «IC-UDA-I" onagorponus-XI a» IpUMeHEeH «CIHIBUY»-BapHaHT TRepAodasnoro UDA.
Jliis peaym3aIiiy ero UCTIONB30BAHEI IBA MOHOKIOHAJIBHBIX aHTHTENA ¢ Pa3HOH creluUIHOCTRIO K IBYM
JoMeHaM MoneKyisl B-XI'4: mepBble aHTHTEIa IMMOOIIN30BAaHbl Ha TBEPHOH (ase, BTOpEIE (MEYEHBIE
HEPOKCHAA30i XpeHa) BXOAT B COCTaB KOHBIOTaTa. B TyHKax, Mpy 100aBIeHHA UCCIIEAyEMOro 00pasia 1
KOHBIOTaTa aHTH-XI U-TIEPOKCHUIa3a, BO BpeMsi HHKyOaluy OJHOBPEMEHHO NPOUCXOAUT MMMOOHIN3AIIA



X4, comeprkaiierocs B WccieayeMoM oOpaslie, W CBA3BIBAHHME €r0 C KOHBIOratoM. KommdecTBo
CBA3ABIIErOCS KOHBIOTATa IIPSMO IPOTIOPITHOHATFHO KOMHIECTBY X1 9 B HCCIeyeMoM oOpasiie.

Bo Bpems makybanmm ¢ TMB-CyOcTpaTHEIM pacTBOPOM MPOKUCXOAUT OKpAlIVBaHUE PAacTBOpA B
nyHkax. CTreleHb OKpacKd IMPsSMO IPOMOPIMOHATbHA KOHMEHTpanun XU B aHaIM3UPYEMbIX Ipodax.
[Mocrne M3MepeHns ONTHYECKON IUIOTHOCTH PacTBOpa B JIyHKaX Ha OCHOBAHHM KaIuOPOBOYHOTO rpaduka

PaACCUYUTBIBACTCA KOHIICHTPAIUA XTusB OIIPCACIIICMBIX 06pa3uax.

2.2. Coctas Hab6opa pearenToB «/{C-UDA-T"onagorpomma-XI'1»

Tabmma 1
XapakTepUCTUKH peareHToB dopma BBIITyCKA
VIMMYHOCOPOEHT - IUIAHIIET MOJIMCTUPOJIOBBIA pa3dopHsbIii (12 cTpunos 1o 8 JIyHOK
KaX/IbIiA, pa30opHOCTh A0 1 IYHKM) ¢ UMMOOWIM30BAHHBIME Ha BHYTpEHHEN 1 mT.
MOBEPXHOCTH JIYHOK MOHOKJTOHAIGHBIMH aHTHTENIAMHA K X1 1.
Kownrprorar - MOHOKJIOHANMBHEIE aHTUTeNa K X[ 4, MEUEHHBIE NTEPOKCHIA301 XpeHa.
[Ipo3paunast wiM oagecIupyIomas po30BOro IBETA XKUIKOCTb. 1 ¢pnakon
B xauectBe koHcepBanToB coaepxut: 0,1% npoxmua 300, 0,004% renramMununa 12,0 Mt
cyabdar.
Kamb6parop 0, Kamubparop 1, Kammbpatop 2, Kamubparop 3, Kamabpatop 4 -
CTaHJapTHble KaTMOpPOBOYHBIE TIPOOBI, aTTeCTOBaHHBIE IO  UeTBepTroMy
Mexnaynapoaaomy crapaapry BO3 IS 75/589 (mpumstomy B3amen 3 IS 75/537), 5 (axomHoB
comepkamme  um3BecTHBle kommuectBa X[,  [Ipospaunble wimm  cierka
OTIAJIECITUPYIONINE CBETIO-KENITOrO [IBETA KUAKOCTU. 3HaYeHU KOHUEeHTpaui X1 1 HO6O’5 W 0
B KaJIMOPOBOYHBIX IMpo0ax yka3zaHbl Ha 3THUKETKaX (PJJAKOHOB M B AHAIUTHYECKOM (Ka.m; Opf;(;p a
,
macnopre KayecTsa.
B xauectBe koHCcepBaHTOB coaepxart: 0,05% mpoxmun 300, 0,004% reaTamuninHa
cynbdart, 0,1% denor. »
KonTponmpHas CHIBOpOTKa - CBHIBOPOTKA C M3BECTHBIM coaepikanmeM X[ 4.
IIpo3paunast wim cjerka ONANECIMPYIOMas CBETIO-KEITOr0 IBETa JKUIKOCTE.
3nadenue KoHIeHTpanuu XI1d B CHIBOPOTKE YKa3aHO Ha STHKETKe (prakoHa W B 1 ¢pnakon
aHAJMTUIECKOM TacIopTe KauyecTRa. 0,5 mn
B xauectBe KOoHCepBaHTOB cofepkut: 0,05% npoxmur 300, 0,004% rearamununa
cynbdar, 0,1% denor.
PPC - pactBop Aans pa3BEeIACHHS BBICOKOTHTPAXHBIX OOPa3llOB CHIBOPOTOK,
Mpo3payHas WM CJIerKa OMajecIpylolnasi CBETJIO-CHHErO IIBeTa >KHUIKOCTD, 2 raxona
JOIyCTUMO  00pa30BaHWE  OCagKa, IIOJHOCTBIO  PAacTBOPSIOMIErOCsS — NpH 15.0 M1
BCTPSIXHBAHMH. ’
B xauectBe koncepsanta cojepxur 0,1% npoxima 300.
[TP (xoHmEHTpaT X 25) - IPOMBIBOYHBIM pacTBOp, KOHIEHTpaT. lIpo3paunas wmm 1 dhnakon
CJIerKa OTaJIeCIMpYIOoNias, OecIBETHAS WITN CBETIIO-KENTOTO ITBETA XKUIKOCTb. 50,0 mn
TMb-CybcTpaTHBIit pacTBOP - po3pavHas OeCBETHAS XKHUIKOCTb. 11(41)%%;?;{
>
Cron-pearent/0,2M - cepHast kuciora B KoHreHTpanuu 0,2 Monb/1. IIpo3padnas 1 pmakon
OecrBeTHAs JKUJIKOCTb. 25,0 M1
brank Ass TOCTpoeHMs KaTOPOBOYHON KPUBOI 1 mT.
WHCTPYKINS 110 TPUMEHEHUIO 1 mr.

HOIIOJ]HI/ITGHBHO B KOMIIJICKT IIOCTaBKU MOT'YT OBITH BKIIFOUCHBI:

- KpBIIKA K MOJUCTHPOJIOBEIM 96-IyHOYHBIM IUIAHIIETaM KM 3alluTHas IuieHka st MDA

IJTAHIIIETOB;




- OMHOPA30BBIC HAKOHCUHUKH, v

- IJIACTUKOBBIC BAHHOYKH JJII XXKUAKHUX PCArCHTOB,

- TTaCTHKOBas CKpEIIKa IJid 3aKpPBIBAHUS IIaKCTa € I/IMMYHOCOp6eHTOM HWIIH TOJMATUIICHOBEIN
IIaKeT C 3aMKOM.

3. AHaINTHYECKHE ¥ TUATHOCTHYECKHE XapaKTePHCTHKHA Ha0opa
3.1. UyBCTBHTENBHOCT. MUHUMAITEHAS TIOCTOBEPHO OIpeiersieMas HabopoM KoHeHTpanus X1 q
B CBIBOPOTKE KPOBH YelloBeka He mpepbimmaet 1 MME/Mit.
3.2. CnenuduarocTts. JIist onpeieieHnst Kpocc-pPeakKTUBHOCTH B 00pasel] CBIBOPOTKU ¢ U3BECTHOM
xoHrenTpamueit XI'd 106aBsId KPOCC-pEeareHThl, yKa3aHHbIE B Ta0mmue 2.

Tabmuma 2
Kpocc-pearenr Kpocc-peakTHBHOCTD, %
X[q 100
Jr 0,9
oCT 0,1
TTC 0

3.3. Koo(duimeHnT Bapranuy pe3yJIbTaToB ompeneneHrs X[ 4 B OZHOM M TOM e oOpasue ¢
UCIIOJIB30BaHNEM Habopa He mpeBbimaeT 8%.

3.4,  JlubedHoCTh. 3aBUCHMOCTH KOHICHTparmmu X[y B oOpa3max CHIBOPOTKHA KPOBH IIPU
pazBemennu mx «KamOparopom O» wuMeeT IHMHEHHBIA XapakTep B JMama3’oHe KOHICHTpAIMit
KaMOPOBOYHEIX pob Nel — 4. 3HaueHHE WIMHEHHOCTHY JOIDKHO HaXOAUThCA B peaenax oT 90 mo 110%.

3.5. Tounoctb. Otpesensercs TeCTOM Ha OTKPBITHEY - COOTBETCTBHAE M3MEPEHHOM KOHIICHTPAIIH
XI'4 B npobe, MOTYYEHHOM CMEIIeHNEM PAaBHBIX 00BEMOB KOHTPOJIbHOM CHIBOPOTKU B «Kammbparopa 2».
[Tpouient otkprITEs coctapisieT oT 90 1o 110%.

3.6. Kimmamaeckast mposepka. KornenTpanuio X1 4 u3Mepsiii B CBIBOPOTKE KPOBH, B3ATOHU ¢ 9 110
119 y 200 3m0poBex smoxe#t B Boszpacte oT 21 mo 40 smer. Konnentparua XI'w me npesbimana 10
MME/Mi. B Tabimie 3 npuBeneHsl 3HAYSHUS OXKUTAaeMBIX rokazateneil X1 y jKeHIUH Ha pasId4HbIX
CpOKax HOpMaJIbHO IpOTEKaromell 0epeMEHHOCTH M COOTBETCTBYIOIIME UM PEKOMEHAYEMBIE Pa3BEICHUs
CBHIBOPOTKH Iepe] IPOBEICHAEM aHaAI3a. ’

Tabmmma 3
Cpok 2,5-p1id 95-prit
OepeMEeHHOCTH, Menuana, Pexomenyemoe
HeJielb 110CTe TPOLICHTHIIL, MME/Mn HPOTICHIHIIE, pa3BeleHUE CHIBOPOTKH
MME/Mn MME/Mn
3a4aTHs
1-3 50 7,74 THIC. 15 THIC. 6e3 pazenenus u 1:20
3-4 1200 20,1 THIC. 30 TrIC. 1:20 m 1:400
4-5 2500 33,8 THIC. 85 THIC. 1:400
5-6 8,5 trIC. 67,2 THIC. 155 ThIC. 1:400
6-7 12 THIC. 108,1 TEIC. 215 THIC. 1:400 n 1:2000
7-8 35 THIC. 132,9 THIC. 255 THIC. 1:400 u 1:2000
8-9 40 TBIC. 149,2 THIC. 280 TEIC. 1:400 u 1:2000
9-10 35 THIC. 137,8 THIC. 250 ThIC. 1:400 1 1:2000
10-11 30 THIC. 114,6 TrIC. 205 THIC. 1:400 u 1:2000
11-12 16 THIC. 100,6 THBIC. 195 THIC. 1:400
13-14 16 THIC. 60,4 TrIC. 165 THIC. 1:400
15-16 9,5 TEIC. 35 THIC. 100 TuIC. 1:400
17-21 7 THIC. 30,1 THIC. 75 THIC. 1:400

3.7. PexoMenyercs B KaXIo# JabOpaTOpUU IIPU HCIONB30BaHMU Habopa YTOYHHTH 3HAYCHUS

xoHmenTpaiwii X[ 4, COOTBETCTRBYIONIHE HOPMATBHBIM 3HAUEHHUSIM /111 KOHKPETHOM TepPUTOPUH.




4. Mepbl IpeJoCTOPOKHOCTH
JIOCTOBEPHOCTh  pe3yJIbTATOB 3aBHCUT OT IPABIJIGHOTO BBIIIOJHEHHS CIEAYIOIIMX IIPAaBUI
nabopaTopHOi IPaKTHKY: ‘

4.1. TIlocramoBky UDA crnegyeT MpOBOAUTH B IIOMEIIEHAN ¢ KOMHATHON TEMIEPAaTypoil OT
18 no 24 °C.

4.2. Hemb3s KCIIONB30BaTh peareHTHl W3 HAOOPOB Pa3HBIX CEpUN WM CMEIIMBATH UX IIPH
IIPUTOTOBJIEHIH PAacTBOPOB, KPOME:

- mecnemupuyeckux kommoHeHTOB (ITP (xommenTpar x 25), TMb-CyGcTpaTHBIil pacTBOp,
Crom-peareHrt), KOTOpbIe B3aMMO3aMEHSEMBl BO BCeX HabopaxX i HCCIENOBAaHHSI TOPMOHOB H
onkoMapkepos, mpouszBoacTea OO0 «HIIO «/[uarHocTuueckue CUCTEMBIY.

4.3. Hemp3s UCIOJB30BATh PEareHTHl MOCJE MCTEYEHUS CPOKa TOJHOCTH, YKa3aHHOIO Ha
YIIaKOBKE.

4.4. PacTBOpPHI TOTOBUTH OCTOPOKHO, HCKITFOYas KaKoe-Ir00 3arpsA3HEHHUE.

4.5. Henp3ss npoBoauTh (EPMEHTHYHO pEaKIMI0 B HPUCYTCTBUM PEAKTHBHBIX I1apOB
(KUCITOTA, IENI0Yb, aJTbACTH/Ib) WX LA, KOTOPhIE MOTYT IOBIUSATh Ha aKTHBHOCTH KOHBIOTATA.

4.6. JlaboparopHas TmTOCyAa JOJDKHA OBITH TINATEIbHO IIPOMBITA; IPENIOYTUTEIHEHO
MpUMeHEHNE MaTepPUaJIOB OJHOPA30BOT0 UCIIONB30BAHMS.

4.7. ®DepMeHTHas peakius 0co00 UYBCTBUTEIbHA K HMOHAM MeTaiuloB. Heibss nomyckaTth
KOHTAaKTa METAJUIMICCKUX IPEAMETOB C pacTBOPaMH KOHBIOTaTa Wi cyOcTpara.

4.8. HeobxoamMo HCIOIB30BaTh YACTHIN HAKOHEUYHHUK IJI KOXI0r0o 00pa3lia WIKA pearcHra.

4.9. TlpombIBKa JTYHOK - BaXKHBI 93Tal MPOBEJCHUS aHalM3a: HEOOXOAMMO COONIOAATH
PEKOMEHIOBAaHHOE KOJIMYECTBO IUKJIOB IIPOMBIBKU U yOEAUTHCS, YTO JIyHKH IOJTHOCTBHIO 3aIIOJIHAIOTCS
pactBopoM. He criemyeT momyckaTh OCTAaTKa XHUJAKOCTH B JIyHKax Iocie NMpOMBIBKH. HempaBuibHO
TIPOBEACHHBIN ATAIl MPOMBIBKYA MOXET MPUBECTH K HETOUHBIM Pe3yJIbTaTaM.

4.10. Henp3s WCMONIB30BaTh OJHY M TY K€ BaHHOYKY I BHECEHHMS KoHbrorata u TMb-
Cy0cTpaTHOrO pacTBOpAa.

4.11. Heo6xoauMo UCIOIB30BaTh TOJIBKO BAIM/IMPOBAHHBIE JI03aTOPHI U 000PYAOBaHHE.

4.12. Henp3sa N3MEHATH IPOLEAYPY IPOBEICHNS aHAIM3A.

4.13. Hemp3s moaBeprarh peareHTH BO3JACHCTBHIO BBICOKOHM TeMIlepaTyphl WM IpPSIMOTO
COITHEYHOT'O CBETA. '

S. HucTpyKnus mo 6e300acHOCTH

5.1. Bce pearentsl Habopa mpeiHa3HAYESHBI SIS na6opaTopHoﬁ JIIAaTHOCTHUKY.

5.2.CHIBOPOTKM KpOBH UeEIOBEKa, MWCIOIh3yeMble TPH IPUTOTOBICHUH KaauOpaTopoB u
KOHTPOJIBHOM CBIBOPOTKH, HE COJIepKaT aHTUTeNla K BUpycy rematura C, aHTUTeNa K BUU-1,2,
aHTUreH BUpyca remaruta B (HBsAg), p24 BUU-1 un antutena Kk Bo30yauTemo cupuimca.

5.3.B moMemeHurd ¢ MMMYHOJMAarHOCTUYECKUMU MaTepHallaMy Hellb3sl YIOTpeOJATh IHINY,
MATh, KYPUTh, IPUMEHATH KOCMETHKY.

5.4.Henp3sa numeTupoBath proM.

5.5.ITpu pabore ¢ uccieayeMBIMU 00pa3liaMu HeoOX0IUMO o0pamaThea Kak ¢ IOTEHIUANILHO
OTIACHEIMHU MaTepHaJlaMH, T.K. HA OJWH W3BECTHHIA METOJ| TECTHPOBAHUSA HE MOXKET rapaHTHPOBATh
OTCYTCTBHUE UH(DEKITUOHHBIX aTCHTOB.

5.6.IIpu pabore ¢ MOOBIM 00OpYyJOBaHMEM, KOTOPOE KOHTAKTHPYET € HCCICAYCMbBIMH
obpasiiamMu ¥ peareHTaMu, HeoOX0IuMOo 00pamaTbes Kak ¢ MHQEKUMOHHEIMI MaTepraIaMi.

5.71Ipu pabore ¢ HaOOPOM pEArcHTOB W HCCIACAYeMBIMH 00Opa3laMu Heo0XOmUMO
FICIIOJIB30BATh CIIELIOAEKIY A OJJHOPA3OBHIE MEPUYATKHM, TIIATEIHHO IIPOMBIBATh PYKH II0CHE PabOTH C
HUMH. ‘



5.8.HeoOxomumMo n3berath pacIuieCKABAaHUS 0OPa3IoOB WM PacCTBOPOB, COAEPKAMUX 0OpasIHL.
IIpu paciieckuBaHUY HEMEJIEHHO Ne3UH(GHIMPOBATh IIOBEPXHOCTH 3 % pacTBOPOM XjIopaMuHa b.

5.9.Heobxomumo u3berath koHTakTa TMbB-Cy6CcTpaTHOrO pacTBOpa, CTOI-peareHTa ¢ Koxei u
CIIM3UACTHIMH. , |

5.10.Tlocime mpoBeneHuss (epMeHTHOW peakmuh HEeOoOXOAUMO HeHTpanu30BaTh W/WIH
ABTOKJIABMPOBATH PACTBOPBI, OTXOJBI I JTIOOBIE )KUAKOCTH, COAEpIKaAIIue OHONOrudeckue oOpasIsl
n0 cOpoca B KaHanm3anuio. TBepable OTXOABI (HCIIOJIB30BAHHBIE ILIAHINETHI, HAKOHEYHHKH K
no3aTopaM, (IakoHB, JabopaTopHas IOCy[a, OJHOPA30BBEC IEpUaTKM H T.J.) MOJDKHBI OBITH
obe33apaxeHsl OrpyxeHueM B 6 % pacTtBop nepekucu Boxopoga ¢ 0,5 % CHHTETHYECKOTO MOIOIIETO
cpenctBa win B 3 % pactBop xyopamuta b. JlnurensHOCTh Ne3uHpeKr— He MeHee 1 4. JlomycTtumo
[IPUMEHEHHUE JIPYroro pa3pemieHHOro K HPUMEHCHMIO Ae3MH(QUIUPYIOMEro cpeiacrsa. TBépnbie
OTXOJBI TAKXKE CIEAYET 00E3BPEKUBATh aBTOKIIABUPOBAHMEM B TCUCHHE Yaca IIpK TemIieparype ot 124
10 128 °C mop masnenwem 1,5 kI'c/em® (0,15 MITa). XKumkue 0TX0aB! (TIPOMBIBOYHEIE BOJBI) CIIEAYET
o0e33apaxkuBarh J00aBIEHUEM CyXOoro ximopamuHa b u3 pacuera 30 /1 (AIUTENPHOCTD Je3UHEKITHH
— He MeHee 2 4) WIK KUMsgYeHneM B TedeHne 30 MUH, WM aBTOKJIABUPOBAaHHMEM B TedeHMe 1 9 moj
nasnenmem 1,5 x[c/em® (0,15 MIla) mpu Temmeparype oT 124 o 128 °C. MHCTpyMeHTH H
00opyI0BaHHUE JI0 | TOCe pabOTH HEOOXOAMMO MPOTUPATh 2 paza 70 % 3THIOBBIM CIIUPTOM.

5.11. Xi  Hexoropsie pearents! cogepkar 0,05% wmua 0,1% mpoximua 300. IIpoxia
300 0,05% u 0,1% - pa3apaxkaromiee BemeCTBO. MOKET BBI3BAaTh CEHCHOWIM3AIMIO IIPU KOHTAKTE C
kooxeit. ITpu KOHTaKTe ¢ KOXKel TPOMBITh 00J1aCTh KOHTAKTa OONBIINM KOJTHYIECTBOM MELIA U BOJBL.

6. OdopynoBanne H MaTepPHAJILI, HEOOX0OTUMBIE P padoTe ¢ HAGopoM:
- CHEKTpO(OTOMETP BEPTHKATHHOTO CKAHUPOBAHWS, ITO3BOJLIOIUM HM3MEPATH ONTHUYECKYIO
IUTOTHOCTH PacTBOpA B JIyHKaX IUIAHINIETa IIpY JUIHe BOIHBL 450 HM;
- TEPMOCTATHPYEMBIH TIEHKep, TO3BOJISIOIIMN IIPOU3BOAUTH BCTPSAXUBAHKE CO CKOPOCTBIO 0T 500
10 800 06/MuH Tipw (37,0 + 0,5)°C;
- YCTpOMCTBO 715l TPOMBIBAHHS IUTAHIIETOB (BOLIED);
- TepMocTaT s maKyOanuu npu remneparype (37,0 + 1,0) °C;
- JI03aTOpPBl THIIETOYHBIC TIOJyaBTOMAaTUYECKHE OJHOKAHATBHBIE C W3MEHSIEMBIM O0BEMOM
orbopa xwuukocrei: Ha 5-50 mxn; Ha 40-200 mxm; Ha 200-1000 mxi; ma 1000-5000 Mxn c
HaKOHEYHUKAMU;
- J103aTOp TMIIETOYHBIA IIOJTyaBTOMaTHYeCKHH BOCHMMKAHAILHBIN, IO3BOJSIIOUIMIA OTOMpaTh
00BeMEI JkuaKocTH 40 300 MKII, ¢ HAKOHEUHUKAMU,
- maEAp MepHBbIH (200 mut, 500 M),
- cTakaH cTekaaHub (500 M),
- BOJa JUCTHIUIAPOBAHHAS;
- Oymara ¢puipTpoBalibHas 1abOpaTOpHas;
- IepYaTKU PE3VHOBBIC WM IIACTUKOBEIE.

7. AHaJIH3MpYyeMble 00pa3ibl CHIBOPOTOK KPOBH Y€/10BEKa

Jinds  WCKIIOYEHWs JIOKHBIX — pe3yIbTaTOB HEb3s IOABEprarh HCCIEAyeMble  OOpasIbl
TEPMOMHAKTABHPOBAHMIO, HEOOXOAMMO OTOMpaTh M XpaHUTh HMX B YCIOBHSX, MPEIOTBPAIIAIOLIAX
OakrepranbHblii poct. HexomycTnMo HCIOJIb30BaHHE 00pasnoB ¢ J00apjieHHeM asHIa HATPHS B
KavecTBe KoHcepsanTa! Kaskawbiii ofpasen mcciieyeMoil CHIBODOTKH CJIeXyeT OTOMPATL HOBBIM
HakoHeunHKkoM! OToOpaHHEIe 06PA3ILl XPaHUTE TIPU TeMIeparype oT 2 1o 8 °C He 6onee 3-X CyTOK.
bonee AMMTENEHOE XpaHEHHUE TOIYCTHMO IIPU temmeparype He Boime MuHyc 20 °C (00pasisl MOryT
TTOJIBEpraThcs 3aMOPAKHBAHUIO W OTTAMBaHMIO He Gonee 1 pasa). Hempss mcmons3oBaTh 06pasmel ¢
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OaKTepHAIIBHEIM POCTOM, BHIPAKEHHBIM I'€MONIM30M M runepiunuaeMueii. O6pasipsl CEIBOPOTKH KPOBH,
colepiKalie arperaThl WIM OCaI0K, HeoOXOAUMO OCBeTIATh IeHTpu(yruposanueM npu 1000-2000
00/MuH B TedeHue 15 MuH npu temiiepatype ot 4 1o 8 °C.

8. IloAroToBKa peareHTOB /LISl AHAJIH3A

[lepen ucrop30BaHrEM BCe peareHTH Habopa BeiiepkaTh 30 MUH [Ipr KOMHATHOW TEMIIEPATYPE.

8.1. MmMmynocopbenT. BHmMaHme: BO mH30exkaHHe KOHACHCAIHH BJIATM BHYTPH JIYHOK
HEO0XO0HMO BBIIEPKATH HMMYHOCOPOEHT MPH KOMHATHOH TeMIepaType B 3aKpPBITOM IaKeTe HE
Menee 30 MuHyT!

BCKpBITE (hOMBIUPOBAHHBIN NAKET, OTCTYUB 1,0 ¢M OT Kpas I1aKkeTa. BEIHYTh U3 aKeTa paMKy U
HEOOXO0IMMOE KOJIMYECTBO CTPHUIIOB, BCTABUTEH CTPHITHL B PAMKY.

[TakeT ¢ HEWCMOJIB30BAHHBIMY CTPUIAMHA TIIATEIFHO T€PMETU3UPOBATE C IIOMOLIBIO CKPEIIKH
it pOTBrUPOBAHHOTO TaKeTa (He yaanss ocymurens!). JIng sToro kpai makera ciaefyer CBEpHYTh 2-
3 pasa ¥ 3aKpeluTh, HAJIEB CBEPXY CKPEIKY s POoIprupOBAaHHOIO HaKeTa. i moMecTUTh BCKPBITHIIA
($ONBIHPOBAHHBINA TTAKET C UMMYHOCOPOEHTOM B IIOJIMATUICHOBBIN IIAKET € 3AMKOM.

8.2. IIP - paboumit mpoMbIBOUHBIA pacTBOp. Conepxumoe (uakoHa ¢ KoHieHTpatom I[P
TIOATeNbHO TepeMemmars. [ npurorosieHus padodero ITP HeoOXoauMoe KOIMYECTBO KOHIICHTpaTa
MPOMBIBOYHOTO PacTBOpa pa3BecTH B 25 pa3 BOJOW IUCTWUIMPOBAaHHOM (Hampumep, K 10 M
konteHTparta [1P mo6asuts 240 M Bogsr). [TomydueHHBIH pacTBOpP TINATEIHHO IEPEMEIIATh.

8.3. Konslorar — roroB K IIpUMEHEHHIO.

8.4. CrannapTHbIE KaTMOPOBOYHBIE IPOOHI - TOTOBHI K IIPUMEHEHUIO.

8.5. KoHTpOIbHAas CBIBOPOTKA - TOTOBA K IPUMEHEHUIO.

8.6. PPC — roToB K IPIMEHEHHUIO.

8.7. TMb-Cy0cTparHBlii pacTBOp - TOTOB K IIPUMEHEHHIO.

8.8. Cton-peareHT - rOTOB K IPHMEHEHHIO.

9. IlpoBeneHue aHATH3A

9.1. CrangaprHble KAMMOPOBOUHBIE IPOOB! ¥ KOHTPOJIBHYIO CHIBOPOTKY BHOCUTS 110 25 MKJI B IBYX
nopropax. Pexomenayercst ocraButs 2 yHKH A m3Mepenus OI TMb-Cy6cerparsoro pactsopa.

B ocranpHBIE JTyHKH B ABYX IOBTOpax BHECTH IIO 25 MKJI HCCIEIyeMBIX 0Opa3moB CHIBOPOTOK
kpoBu. Bunmanue! Bpemsi BHeceHus1 00pa3noB He J0/LKHO NpeBbIaTh 10 MuH!

9.2. Bo Bce myHKH, KpoMe JIyHOK ¢ KoHTposiem TMBbB-Cy6cTpatHoro pactBopa, BHecTH 1Mo 100
MKJI KOHBIOTaTa, CTPHIIEI IUTAHIIETA 3aKPBITH KPBIIIKON WM 3alUTHON IICHKOM.

9.3. BO3MOXHBI TpY IPOLIEAYPHl HHKYOAINH TIIAHIIETa:

IIponexypa 1 (TepmocraTupyemslii meiikep, (37,0 + 0,5) °C):

ITnanmer wmHKyOupoBaTh 30 MUHYT Ha TEpMOCTAaTHPYeMOM INeiiKepe IIpH BCTPSIXMBAHUU CO
ckopocThio o1 500 10 800 06/MuH u Temmeparype (37,0 + 0,5) °C.

IIpouenypa 2 (tepmocrart, (37,0 £ 1,0) °C):

ITnanmer wHKYOMpOBaTsH 60 MUHYT BO BIAKHOW KaMepe B TepMocTare Ipu Temueparype (37,0 £
1,0) °C.

JUis co3anmsl BIXKHOM KaMeph! IUIAHIIIET 3aKPBITh KPBIIIKOM, Ha KOTOPYIO IIOJIOKUATE CMOYEHHYIO
BOJION (UIbTPOBATBHYIO OyMary, IUIAHOIET IIOMECTUTh B IIOJMITHIICHOBBIA IIAKET, IOCIE 4YEro Kpas
IIaKeTa 3aBepHyTh BHU3.

IIponenypa 3 (koMHATHASI TeMIIepaTypa):
ITociae BHeceHWs B JIYHKH IUIaHIIETa oOpa3lloB W KOHBIOraTa COAEPKHMMOE IepeMelIaTh
aKKypaTHBIM ITOCTYKMBaHHEM IO KpasM IUTaHmieTa B TedeHne 30 CeKyH., CTPHIBI 3aKPHITh KPBIIKOH



WM 3AIMUTHOM MIIEHKOM W MHKYyOUpOBaTh B TedeHHe 90 MUHYT IIpM KOMHATHOHN Temileparype (31ech
20-25 °C). ,
9.4. TTo ucTeYeHUM YKa3aHHOTO BpeMEHH COJEPKMMOE JYHOK YAAIWTh C MOMOIIBIO BomIepa (Wid
MHOTOKaHAJILHON ITMIIETKH) B EMKOCTH U cO0pa MHGUIMPOBAHHOTO MaTepraia, IMMYHOCOPOEHT IIPOMBITh
5 pa3 pabounm I1P, 3ammBas ero 10 kpaeB JIyHOK (He MeHee 300 MK B JIyHKY) M yJaJisisi IIPOMBIBOYHBIN
PacTBOp ¢ IMOMOIIBIO BOmepa (WM MHOTOKAHAIBHON IHIIETKH) B EMKOCTH JUI cOOpa MHOUIMPOBAHHOIO
marepraia. [10 OKOHYaHWM MPOMBIBKY TINATEBHO YAAIUTh OCTATKH XKAAKOCTU U3 JIYHOK IIOCTYKHBAHHEM
PaMKH cO CTpUIIaMH B IIEPEBEPHYTOM IIONOKEHHU IO (uibTpoBagbHOW Oymare. He momyckaTe ocraTka
JKW/JIKOCTH B JIyHKAaX IUIAHIIETA.

9.5. Bo Bce nmynku crpurioB BHecTd o 100 mxnm TMB-CybcrpaTtHOro pacTBopa M BEIIEP)KATh B
TEMHOTE IIpA KOMHATHOM TeMIleparype:

IIpouenypa 1: 20-30 mu=.

Ipouenypa 2: 20-30 MuH.

IIponexypa 3: 20-30 MuH.

9.6. Peakro OCTaHOBUTH JOOABJICHHEM BO BCE JYHKH IUTaHImmeTa mo 150 MKJI cTOm-pearcHTa,
BCTPSIXHYTh CTPHITHI HA IMIelikepe B TeueHue 5-10 ceKyHJ U IIPOBECTH YdeT pe3ylhbTarToB. Bpems Mexiy
OCTaHOBKOM peakuuu u uzmepenuem OII He 1omkHO npeBbuars 20 MuH.

9.7. CnextpodoToMeTpHIEeCKHIl KOHTPOJIb BHECEHHSI CHIBOPOTOK H PEareHToB NpH
nocranoBke TecT-cHcTeMbl «/{C-U®A-T'onagorponnua-XI'u» nHa asTromaTmyecknx HDA-
anagmsaropax. KonTpons BHECEHMS KOHBIOraTa PEKOMEH/YETCsl IIPOBOJUTH NP JUIMHAX BOIH 540
(550) um, xputepuii: OI1 > 0,500.

10. Perucrpanust pe3yJibTaTOB
Perucrparyro pe3ynbTaToB IIPOBOMTE CIIEKTPOPOTOMETPUUECKHU MIPH JUTHHE BOTHBI 450 HM.

11. Yuer pe3yabTaToB

Peaknuto crnemyer yduuteiBaTh, eciu cpeanee 3Hadenwme OII B mymkax ¢ kontporem TMB-
CybcrparHoro pactopa - He 6omee 0,1.

Ha tpadapere Ui KaIMOPOBOYHBIX MPOO B JIMHEHHBIX KOOPAWHATAX ITOCTPOUTH KATMOPOBOUHYIO
KpuByro: ock abcuucc — KoHHeHTparmsa X[4a (MME/mi), och opambar — 3HadeHus cpegmeii OII
KauObpoBogHBIX 11po0. I1o kanubpoBodHOMY rpaduKy ONpeIeUTh KOHIIEHTpauio X1 9 B HCCIIEAyEMBIX
npobax. B ciryuae IpeIBapUTeNBHOTO pa3BeeHUs 00pa3loB HEOOXOANMO M3MEPEHHYIO KOHIICHTPALIUIO
X1 yMHOKUTB Ha (paKTOP pa3BeIeHNUS.

KoHTponpHasd CHIBOPOTKA CIYXHT JUISI TIPOBEPKH TOYHOCTH M JOCTOBEPHOCTH DPE3YILTATOB.
ITonyuenHsle BEIMYMHBI KOHIEHTpAIMi X1 9 B 00pa3max CuuTaTh JOCTOBEPHBIMH, €CIIM BEIYUCIEHHOE T10
KaJIMOpOBOYHOMY I'padyiKy 3HAUCHHE KOHIEHTparwy X1 9 B KOHTPOJILHOM 00pasIie TMonaiaeT B IpeIesl,
yKa3aHHBIE Ha STUKETKe (priakoHa.

Ecim 3magenms X4 B mccneqyeMbIX oOpasnax BhIIIE KaTMOPOBOYHOW MpoOBl Ned, obpasiisr
cienyet passect PPC B 20, 400 u 2000 pa3s, ucnons3ys Ui 3TOTO CTPHUIIB JJISI TIPEIBAPUTEITEHOTO
pa3BellcHUS W TOBTOPUTH aHamm3. [lomydenHoe 3HaveHume cojepkanus XI[9 yMHOXUTH Ha (akTop
pa3Be/IeHUS.

IIpumep pazBeacHus:

passenenue B 20 pa3: 190 mxa PPC + 10 Mk uccrneryeMoro obpasiia;

paszsenenue B 400 pa3: 190 mxa PPC + 10 mxn passenenus 1:20;

passezenue B 2000 paz: 80 mxi PPC + 20 Mk pazsenenus 1:400.

ITpu kax oM pa3BeieHnn TpeOyeTesl TIIATeNIFHOE IepeMENINBaHNE.



12. Orpannvenus TecTa

12.1. Bce pearenTsl Habopa MpeaHa3HaveHb! IS onpezesieanst X1 U B CBIBOPOTKE KPOBU YEIIOBEKA.
Ha6op He npeqrazHadeH 1 onpenenenus X1 9 B CIIOHE, IUTa3Me U IPyIUX 00pa3lax 4elnoBedecKoro Wwin
JKAUBOTHOT'O IIPOUCXOXKICHIIL.

12.2. HenpaBuisHOE oOpalteHue ¢ odpa3aMu 1 n3MeHeHue MpoIeayphl TeCTa MOTYT IOBJIHMATEH Ha
PE3yNIbTaThI. :

12.3. Jlna pasBejieEnss o0Opa3lioB CBHIBOPOTOK C BBICOKAM COAcpKaHMEeM XI'9 crlexyer
ucnomns3oBats PPC. IIpuMeHeHre ApyriuX peareHToB MOXKET IIPUBECTH K JIOKHBIM pe3yJIbTaTaM.

12.4. 3akmoueHHE O KIMHAYECKOM JUarHo3e He MOXKET OBITh OCHOBAHO TONBLKO HA pe3ysbTarax
JAHHOTO TecTa. B JIMAarHOCTHYECKMX TENsIX pe3yibTaThl JOJDKHBI 00A3aTENbHO HCIOJIb30BaThes B
COYETAaHWU C JAPYTUMH JAaHHBIMH: CHMIITOMaMy, oOOmed KIMHWYEeCKOX KapTHHOH, pe3ysbTraTamMu
WCCIeTOBaHUSI APYTUMHU TeCTaMHU. '

12.5. Hanvuwe reTepouUIbHBIX AHTUTEN Yy NAIUEHTOB, MMEIOMMX €0 C XHUBOTHBIMU WIH
[IOJIy9aBIINX MOHOKJIOHAJIbHBIE aHTUTENAa B KadecTBE JICUCHHS, MOXET OKa3blBaTh BJIMSIHWE HA
pe3yabTaThl IMMYHOJIOTHYECKHUX TECTOB.

12.6. Xyx-3¢dekr B manroM Tecte 10 400 000 MME/MiT He HabmOqATICS.

13. YcaoBust XpaneHus U HKCILIyaTauuu Hadopa

13.1. Habop peareHTOB JOJDKEH XpaHWUTHCS B YIAKOBKE IPEAIPHUITUS-U3TOTOBUTENS MPH
Temrieparype oT 2 10 8 °C B 3aIIMIIIEHHOM OT CBETA MECTE B T€YEHHE BCETO CPOKA T'OTHOCTH.

Cpok TromHocTi Habopa — 18 MecsIIeB.

13.2. TpancnoprupoBaHnue HabOpa peareHTOB IIPOBOMUTH IIpu Temmeparype oT 2 mo 8 °C.
Jomyctumo TparcnoptupoBanue npu temiepatype ot 9 mo 20 °C ue 6omee 10 cyTok.

13.3. B ciyuae apoOHOrO WCHONB30BaHUS KOMIIOHEHTH Habopa HEOOXOIUMO XpaHHTh
CIIEIYIOIUM 00pa3oM:

- NmMmyHOCOpOEHT — MakeT ¢ HEHWCHOJIb30BAHHBIMHA CTPUNAMH M CHJIMKAarejieM TINATEHLHO
repMeTU3upoBarh. Ilocie mepBoro BCKPHITHS I1aKeTa HIMMYHOCOPOEHT CTaOWJIEH Ha MPOTSHKEHUH CPOKa
rogHocTH Habopa mpu TeMiepaType ot 2 10 8 °C.

- IIP (xommeHTpaT X 25) - mocie BCKPHITHS (PJIaKOHA OCTABIIMMCS HEHMCIONb30BaHHBIM [P
(koHIIeHTpaT X 25) XpaHUTh BO (UIAaKOHE, IUTOTHO 3aKPHITOM BUHTOBOM KPBIIIKOM, HA MPOTSDKEHUH CPOKa
rofHOCTH HAabopa ImpH. TeMIieparype ot 2 1o 8 °C;

- Pabounii mpoMBIBOYHBII pPacTBOp, MOATOTOBIECHHBI K HCIIOJIb30BAHWIO, XPaHUTh B YUCTOM
IJIOTHO 3aKpBITOM €MKOCTH B TedeHWe 14 CyT. IpM KOMHATHOH Temmeparype wim 28 cyT. mpwm
Temreparype ot 2 1o 8 °C.

- Konsrorar — nociie BCKpHITHA (pIaKOHA OCTABINHIACS HEUCIIONIB30BaHHBIM KOHBIOTAT XPAHUTh
BO (pIIaKOHE, IIOTHO 3aKPHITOM BUHTOBOM KPHIIIKOH, HA IPOTDKEHHUH JBYX MECSIIEB IPH TEMIEPaType
ot 2 1o 8 °C.

- CraggaprHele  KaMOpPOBOYHBEIE TPOOBI - TOCNTE BCKPHITHA ()JIaKOHA  OCTABIIHECS
HEWCIOJIb30BAHHBIMU KaJMOPOBOYHBIE MPOOBI XPaHUTH BO (UIAKOHAX, ILIOTHO 3aKPHITHIX BHHTOBBIMH
KPBIIIKaMH, Ha MPOTSDKEHUH JIBYX MECSIIEB IIPH TeMIreparype ot 2 1o § °C.

- KoHTponbHas CHIBOpOTKa - MOCHE BCKPHITHS (DIIAKOHA OCTABINYIOCS HEUCIIOIB30BAHHOM
KOHTPOJIBHYIO CBIBOPOTKY XPaHUTh BO (PIIAKOHE, IIIOTHO 3aKPHITOM BUHTOBOM KPBIIIKOHM, Ha TPOTSHKEHUH
JIByX MeCAIIEB IIpH TeMIieparype oT 2 1o 8°C.

- PPC — nocrnie BCKpHITHS (DIIaKOHA OCTABIIMICS HEUCIONb30BaHHbEIM PPC XpaHUTh BO (IIakoHe,
TUTOTHO 3aKPBITOM BUHTOBO# KPHIMIKOH, HA MIPOTSHKEHUH CPOKa TOJHOCTH Habopa MpU TeMIieparype oT 2
no 8 °C. :

- TMB-CybcTparHBIii pacTBOp - TOCTE BCKPBITHS (PIIaKOHA OCTABIIMICA HEHCIONB30BAHHBIM
TMb-CyOcTpaTHblif pacTBOp XpaHuTh BO (IaKOHE, IUIOTHO 3aKPhITOM BHHTOBOM KPBIIIKOM, Ha
HPOTSDKEHHH JIBYX MECSIIEB IIPH TeMreparype ot 2 1o 8 °C.

- Crom-peareHT - Mmocjie BCKPHITUS ()IaKOHA OCTABIIMICA HEWCIONb30BaHHBIM CTOI-peareHT
XPaHUTh BO (HIAaKOHE, IUIOTHO 3aKPHITOM BUHTOBOM KPHIMIKOM, Ha IPOTSHKEHHU CPOKa rogHocTH Habopa
npu Temreparype ot 2 jgo 8 °C.



13.4. J{ya morydeHus HaJISKHBIX PEe3y/IbTATOB HEOOXOIMMO CTPOroe COOIOAeHIE NHCTPYKIIHH.

Pexmamanum Ha crnenuduyeckue n (U3MUECKHE CBOMCTBA IIpemapaTa HAIpaBIATh B ajpec
npeanpustus-uzroroputens - OO0 «Hayuno-npounsBojacTBeHHOE oOBenuHEHME «JlMarsocTuyeckue
cucteMbl» 603093, Poccus, r. Huwxuwmit HoBropog, yiu. SI6ioneBas, 1. 22, Ten/pakce: (831) 434-86-

83 mwmm Tten.: (831) 434-97-12.

14. O0nsacHeHNE CHMBOJIOB

q3

EC Mapxkuposka (EBpornetickas gupextusa 98/79/CE no in vitro
J@arHocTuaeckum MY)

Tonbxo mns nabopaTopHOTO HUCIONB30BaHuUs (in vitro diagnostic)

IIpoussonuteis

Karanoxnsiit HoMep

KonuuecTBo ompeeneHui

Howmep naptuu (cepun)

TemmepaTypHsble peesl XpaHSHUS

Cpok romHOCTH AaTa/MECSI/TO

CMOTpUTE HHCTPYKIMIO N0 PHMEHEHUO

Conepxut pazapaxkaroniee BEIIeCTBO

JAHpeKTOp MO0 NPOU3BOACTBY

000 «Hay4yHo-npoH3BOJACTBEHHOE 00hETHHEHHE

«I.[I/Ial"HOCTI/I‘leCKHe CHCTEMBD»

"COI''IACOBAHO
3as.xkadenpoii KIHHAYECKOI
JIa0opaTopHOi IMATHOCTHKH
I'bOY AIIO PMAIIO
MuH3apaBCcoOnpPA3ZBUTHS Poccml
A.M.H; npodgeccop
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