HAYYHO-NPOW3BOACTBEHHOE OBbEAOWHEHWNE

W OUWATHOCTMYECKMWE CUCTEMBI

REF| cH-251 W% C€

Code: 1.1.RU

NHCTPYKIOUA
10 MPUMEHEHUI0 HA00pa peareHToB
«1C-NDA-ADII»
TecT-cucremMa HMMYHO(EPMEHTHAS ISl KOJTMYECTBEHHOI 0 ONpe/IeIeHu s
ajgb(pa-Pperonporenna

1. Ha3nauyeHnue

1.1. Habop pearentoB «AC-UDPA-ADII» npeaHasHayeH s KOJIMYECTBEHHOTO OIPEIEICHUs
anbda-heTonpoTerHa B CBHIBOPOTKE KPOBU 4YeEIIOBEKa METOJOM TBEPAO(PA3HOI0O HUMMYHO(DEPMEHTHOTO
ananuza (MOA).

1.2. Ansda-peronporenn (ADII) - roukompoTenH ¢ MojekyspHoi maccoir 70000 Jla. ADII
CHHTE3UPYETCSI BO BpeMs 5SMOpPHUOHAIBHOTO pa3BUTHS, B OCHOBHOM, BHCLEPAJIbHOH SHTOAECPMOI
KEIITOYHOTO MeIIKa U MeYeHblo Iuiofa. Ha OTAenbHBIX cTagusX BHYTPHUYTPOOHOTO Ppa3BUTHS OH B
HEKOTOPOH CTENEeHW MOXET CHUHTE3HPOBATHCA AMOPHUOHAIBHON MOYKOW, MOKEIYIOYHOW Kene3ou u
SHTOJEPMOM KETyA0UHO-KHUIIEYHOro TpakTa. [locne poxnenus, koHueHTpaus ADPII B CBIBOPOTKE PE3KO
IagaeT, a KO BTOPOMY IO/ly ’KM3HHM U B JAIBHEWUIIEM, B HOPME COXPAHSIETCS JUIIb HE3HAUUTENBHOE €T0
konudecTBO (0T 0 1o 10ME/™mo).

[ToBbIlIeHHE €ro KOHLEHTPAIMK CBS3aHO C OCPEMEHHOCTHIO M HEKOTOPHIMH OHKOJOTMYECKHUMH
3aboneBanusamu. Ompeneneaue A®DII B CBHIBOPOTKE KpOBH OEpPEeMEHHBIX B HACTOAIIEE BpeMs
paccMaTpUBaeTCs Kak OCHOBA CKPUHHUPYIOIIUX MPOrpaMM JUIsl OOHApYKEHHs MMOPOKOB Pa3BUTHS ILUIOJA.
[Ipu HaMuMK y mI0/1a TAKUX MOPOKOB, KaK Ae(eKT HEpBHOM TpyOKH, TepaTomMa, SMOpHOHAIbHAS TPhIXKa,
oTMevaeTcsl pe3koe nosellieHHe KoHueHTpauuun A®DII B kpoBu martepu. Huskoe conepxkanue A®DII B
MaTEPUHCKON CHIBOPOTKE CBA3aHO C CHHAPOMOM JlayHa v IpyrUMH XpPOMOCOMHBIMH a0eppaiusimMu.

AO®II sBnsercs oHKonorndeckuMm MmapkepoMm. [loBbimenue ypoBHs A®II nHabmomaercss mpu
MIEPBUYHOM pPAKE M METACTa3ax 3JI0KAYECTBEHHBIX OIyXOJEeH B ME€YEHb, PAKE IMYHUKA, IUUYKA, JKEITYJIKa,
TOJICTOM KHIIKH, TO/KETYTOYHON MKeNe3bl, MOJOYHOW MKeNe3bl, a TaKKe OpPOHXHAIbHBIX OITyXOJISX.
Omnpenenenue ypoBHsi A®DII MoXkeT HCMONB30BaThCS i KOHTPOJST 3(P(HEKTUBHOCTH TPOBEACHHOU
TepanuH.

Hesnauntensroe moBbiieHue ypoBHs ADII Habmomaercs nmpu 3a00J€BaHMSIX TIEYCHH HEPAKOBOM
IIPUPOABI, CONPOBOXKIAIOIIMXCS MHTEHCUBHOHN pereHepamnueil ee TkaHeW (LUppO3 IEYEHU, BUPYCHBIE
TEIaTUTHI).

1.3. HabGop paccuuTan Ha mpoBeleHHE aHaau3a B AyonukaTax: 40 HEM3BECTHBIX MPoO, oaHA mpoda
KOHTPOJBbHON CHIBOPOTKH, IIECTh CTAHAAPTHBIX KATMOPOBOYHBIX MPOO U oAHA mMpoda JUIsl ONpeneieHUs
ontudeckoil miotHoctn TMB-CyGcTpatHoro pacTBopa NpH OJHOBPEMEHHOM HCIIOJIB30BAaHUHM BCEX
CTPHIIOB TUIaHIIETa (Bcero 96 onpeneneHuii).

B cnyuae npoOHOro mnpuMeHeHuss Habopa HEOOXOAMMO 0053aTeIbHOE HCIOJIB30BAHUE BCEX
CTaHJIaPTHBIX KAIMOPOBOUHBIX MPOO MpHU Kaxa0H MOCTaHOBKE.



2. XapakTepuCcTHKA Habopa

2.1. IIpuHoun aeiicTBus.

B mnabope «JAC-UDA-ADIl» npumeHeH «COHABUY»-BapuaHT TBepaodazHoro HDA. s
pealM3anyy ero MCIoJIb30BaHbl JBAa MOHOKJIOHAIBHBIX AaHTHTENA C Pa3HOW CHEHMH(PUYHOCTHIO K JIBYM
nomeHam Mosiekynsl  A®DIl: mepBble aHTHTENa HWMMOOWJIM30BaHBI Ha TBepaod (ase, BTOpHIC
(MedeHHBIE TEPOKCHAA30i XpeHa) BXOASAT B COCTaB KOHbIOraTa. B JyHKax mjaHmiera BO Bpems
MHKyOalu IpOUCXOAUT OJTHOBPEMEHHOE CBSI3bIBAHHME COJIEprKallerocs B uccienyemom oopasie ADII ¢
aHTUTENlaMU, HWMMOOWIIM30BaHHBIMH Ha TBepaoi (ase, W aHTUTENAMH, KOHBIOTHPOBAHHBIMU C
MEePOKCUAA301 XpEHA.

KonuyecTBO CBSI3aHHOTO aHTUTEIAMU KOHBIOraTa MPsSMO MPONOpLHHOHANBHO KoinuecTBy ADII B
o0pasiie CBIBOPOTKH KPOBH.

Bo Bpems unky6ammu ¢ TMB-CyOcTpaTHBIM pacTBOPOM MPOUCXOAMT OKpAIIMBAHUE PACTBOpA B
nyHkax. CTeneHb OKpacKd IpsiMO TMponopiioHanbHa koimuecTBy ADII B 00Opasiie CHIBOPOTKH KPOBH.
[Tocne u3mMepeHus ONTUYECKON TUIOTHOCTH PAacTBOpA B JIYHKAX Ha OCHOBAaHUU KAJIMOPOBOYHOTO rpaduka
paccunThiBaeTcs KoHeHTparus ADII B uccneayemsix oOpasimax.

2.2. CocraB Haoopa peareHToB «J1C-UDA-ADII»

Tab6muna 1

XapaKTepUCTUKU PEAreHTOB ®opMa BBIITyCKa

NMMyHOCOpPOEHT - TUTAaHIIIET TOJIMCTUPOJIOBBIN pa30opHbid (12 cTpHUMOB MO § IyHOK
KaXplid, pa3bopHocTh A0 | JyHKM) C MMMOOMIM30BAaHHBIMH Ha BHYTPEHHEH 1 mr.
MMOBEPXHOCTH JIYHOK MOHOKJIOHAJIbHBIMU aHThTenamMu Kk ADII.

Konsbrorar - MoHOKJIOHANIbHBIE aHTUTENA K ADII, KOHBIOTHPOBaHHBIE C IEPOKCUAAZ0M
XpeHa; Mpo3payHasl WM OMaJeCIUpPYIONIas PO30BOTO IIBETAa JKUIKOCTh. B KadecTBe 1 dnakon
koHcepBaHTOB coxaepxut: 0,05% mnpoxmuu 300, 0,004% rentamununHa cynbdart, 12,0 mn
0,1% denom.

Kamu6patop 0, Kamubparop 1, Kammbpatop 2, KamuGpatop 3, Kamubparop 4,
Kamubparop 5 — cranmapTHble KaauOpOBOUYHBIE MPOOBI, COAEPIKAIME W3BECTHBIC
KoHIeHTpauun A®II, aTTecTOBaHHBIE B COOTBETCTBHM C MEPBBIM MEXTyHAPOIHBIM 6 bmakoHOB

cranmaprom 72/225. Tlpo3pauHble WK OMAIECHHUPYIOUIME CBETIO-KEITOrO I[BETA o 0,5 M

KUAKOCTH. 3HaueHMs koHueHTpauui A®DII ykasanel Ha sTHKeTKax (akoHoB U B | (KamubGparop 0

AHAJIMTUYECKOM IMACTIOPTE KAYECTBA. - 2,0 M)

B KauecTBe KOHCEpPBAaHTOB coziepxar: 0,05% MIPOKJIVH 300,

0,004% renramunna cyiabdar, 0,1% denou.

KoHTposibHast CBIBOPOTKAa - CBIBOPOTKA C M3BECTHBIM cojepxkannem ADII.

[Ipo3paunas wiM omnajecuupyromas CBETIO-KEITOro IBeTa >KUIKOCTh. 3HAUCHUE

koHneHtpanuu A®II B CHIBOpOTKE yKa3zaHO Ha OJTHKETKEe (JakoHa H B 1 gakon

AQHAJTUTHYECKOM TacTIOpTe KauyecTBa. 0,5 mn

B KauecTBe KOHCEpPBAHTOB COJICPIKUT: 0,05% MIPOKJINH 300,

0,004% renramununa cyibdar, 0,1% denou.

[P (koHueHTpaT X 25) — MPOMBIBOYHBIM pacTBOp, KOHUEHTpaT. IIpo3paunas win 1 gakon

CJIeTKa omajieciupyromias, OeciBeTHas UK CBETJIO-KEITOTO [[BETA KUIKOCTb. 50,0 M

TMB-CybcTpatHblii pacTBOp - Ipo3payHast OeclBeTHAS KUIKOCTb. 11(3%311;?11{
)

Cron-pearent/0,2M - cepnas kucinora B KoHueHTpauuu 0,2 monb/n. IIpospaunas 1 gakon

OeclBETHAS KHUIKOCTb. 25,0 M

Bnank 11t mocTpoeHust KamuOpOBOYHOM KPUBOIA | mr.

WHCcTpyKIMs 110 TPUMEHEHHIO 1 .




JIOTIOJTHUTENBHO B KOMIUIEKT ITOCTAaBKUA MOTYT OBITh BKJIFOUEHBI:
- KpbIIIKa K TMOJIUCTUPOJIOBBIM 96-TyHOUHBIM IUIAHIIETaM WJIM 3alluTHas TuieHka st MDA
IIJIAHIIETOB;
- OJIHOpPA30BbIE HAKOHEYHUKU;
- IJJACTUKOBBIC BAHHOYKH ISl )KUJIKUX PEareHTOB;
- TUTACTUKOBAs CKpEIKa JUIs 3aKPhIBAHUS MMaKeTa ¢ UMMYHOCOPOCHTOM WIIH TTOJIMATUIICHOBBIN MAKET ¢
3aMKOM.
3. AHaJuTHYecKHe M JHATHOCTHYECKHE XapaKTePUCTHKU Hadopa
3.1. YUyBcTBUTENBHOCTh. MUHUMAJIbHASL TOCTOBEPHO ompezensiemMas Habopom koHIeHTpamus ADIT
B CBIBOPOTKE KPOBU 4enoBeKa cocraBisieT 1 ME/mur.
3.2. CnenmubuyHocTh. J[711  BBISABIEHUS  KPOCC-PEAKTUBHOCTH B  aHAJIM3€ TECTHPOBAJICS
YeJIOBEYECKHI CBIBOPOTOUHBIHN anb0yMHUH.

Ta0nuua 2

YenoBedyeckHii CBIBOPOTOUHBIN anbOyMUH ITonmyyeHa HHTEHCUBHOCTb OKPACKH,
cooTBeTCTBYIOIAsA coaepxkannio ADII B
ceiBopoTke (ME/mi)

12,5 mr/mn <1,0
25,0 mMr/min <10
50,0 mr/mi <1,0
100,0 mr/mi <1,0

He o0OnapyXeHO NepeKpecTHOH peakiMi KOMIIOHEHTOB CHUCTEMBl C HIDKE IEepeunCIIEHHBIMU
peareHTaMHu, NpU UX J00aBlIeHWH B OOJBIIMX KOJUYECTBaX B OOpas3el] CHIBOPOTKH C HW3BECTHOM
koHnenrpauueit ADIIL: JII' — 10 ME/mun, nponaktud — 1 MKr/mit.

3.3. Koappumment Bapumarnuu pesynbraroB onpeneneHus ADII B ogHOM M TOM ke 00pasIe c
MCIOJIb30BaHNEM Habopa He mpeBbiaeT 8%.

3.4. Jlunertnocth. 3aBUCHUMOCTh KOHIeHTpanuu A®DII mMeeT NMHEHHBIM XapakTep B IUaIla3oHE
KOHIIEHTpaluid KanmuOpoBOUHbIX MpoO Noel-Ne5 3HaueHHe «IMHEHMHOCTH» JIOJDKHO HAXOAWUTHCS B
npexaenax ot 90 mo 110%.

3.5. Tounocth. JlaHHBI aHATUTUYECKUN MapaMeTp MPOBEPSETCA TECTOM Ha «OTKpbiTHe» ADII —
COOTBETCTBHE W3MEpeHHON KoHmeHTpammun A®Il mnpenmucanHoi B mpode, MOITYYEHHOH IyTeM
CMEUIMBAHUA DPAaBHBIX OOBEMOB KOHTPOJBHOM CHIBOPOTKM M KanuOpoBoyHOM mnpoObl Ne2. IlpoueHT
otkpeIThs coctaisier oT 90 1o 110%.

3.6. Xyk-3(hpekT BBICOKMX KOHLEHTpanuid. B uMMyHOpEpMEHTHOM aHalM3e, OCHOBAHHOM Ha
«COHIBUY»-TIPUHLIMIIE, MPH BBICOKMX KOHILIEHTPALMSX aHaJUTa 3aBUCHMOCTb BEJIMYMHBI ONTUYECKOU
IUIOTHOCTH OT KOHIIGHTPALlMM CTAaHOBHUTCA OOpaTHO mpomnopuuoHainbHOM. [Ipu ucnons3oBanuu Habopa
«JIC-UDA-ADI» xyk-3ddexT He 0OHapykeH BIUIOTh 10 KoHmeHTpauu 2000 ME/m.

3.7. Knununueckass mnpoBepka. Bepxuwmii mpenen conepxkanus A®PII B ChIBOPOTKE 370pPOBBIX
noHopoB okoio 10ME/mn. B tabnume 3 npuBeacHBI OKUIaeMble MEAMAHHBIC 3HAYCHUS KOHIICHTPAIIHI
AOII y >xeHIIMH C HOPMAJILHO MPOTEKaroIIel 6epeMeHHOCThIO Ha cpoKkax ¢ 14 mo 21 Hexenro.

Taomuma 3
Cpox GepeMeHHOCTH, Hefie, MOCIE Menuana, ME/min Hopwmanwasie npenenst, ME/mi
3a4aTus

14 25,24 13-63
15 32,59 16 - 81
16 36,78 18 - 92
17 37,47 19-94
18 38,25 19-96
19 50,70 25-127
20 58,19 29 - 145
21 53,51 27-134

[IpaBuna nepecuera pesynbpraToB: ME/min x 1,205 = ar/mi; ur/min x 0,83 = ME/mo.
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3.8. Pexomenayercs B KaxI0i 1abopaTopuu TMPHU HCMOJIB30BaHUM HAOOpa YTOYHUTH 3HAYCHUS
koHueHTpauuii ADII, cooTBeTCTBYIOIME HOPMATILHBIM 3HAUYEHHUSAM I KOHKPETHON TEPPUTOPUH.

4. Mepbl NPeIOCTOPOKHOCTH

JIoCTOBEpHOCTh PE3yJIbTaTOB 3aBUCUT OT MPABHJIBHOTO BBIMOJIHEHUS CIEAYIOMUX [PaBUII
1a00paTOPHOI MPAKTHKH:

4.1. TTocranoBky MDA ciemyeT MpoBOJHTE B TOMEIICHUH ¢ KOMHATHOM Temriepatypoi ot 18 mo 24 °C.

4.2. Henb3si WCHONB30BaTh pPEAreHThl U3 HA0OPOB pAa3HBIX CEPUH WIM CMENIMBATh WX MPH
MIPUTOTOBJIEHUH PACTBOPOB, KPOME:

- Hecnenuduuecknx kommoHeHToB (IIP (konmentpar x 25), TMB-CybcrparHbiit  pactBop,
Cron-peareHt), KOTOpble B3alMO3aMEHSIEMbl BO BCeX Habopax Ui HCCIIEeIOBaHUS TOPMOHOB U
oHkomapkepos, nmpoussojictea OO0 «HIIO «/luarHocTruecKue CUCTEMBDY.

4.3. Henb3s NCHOIB30BaTh PEAreHTHI IOCIIE UCTEUEHUS CPOKA FOJTHOCTH, YKA3aHHOTO HA YIaKOBKE.

4.4. PacTBOpHI TOTOBUTH OCTOPOKHO, HCKITFOYAst KaKOe-JIH00 3arpsi3HEHNE.

4.5. Henb3st mpoBOAWTh (PEPMEHTHYIO PEAKIMIO B TMPUCYTCTBUH PEAKTUBHBIX MapoB (KHCIIOTA,
IIeJI0Yb, AJIbJIETH/IbI) WM MBUTH, KOTOPBIE MOTYT MOBJIHTH HA aKTUBHOCTh KOHBIOTATA.

4.6. JlTabopaTopHasi mocyJa MOJDKHA OBITh THIATEIHHO TMPOMBITA; MPEANOUYTUTEIHLHO TMPUMEHEHNE
MaTepUajIoB OJHOPA30BOIO UCMOJIb30BAHNUS.

4.7. depMenTHas peakius 0co00 YyBCTBHTEIbHA K MOHAM METa/IOB. Henmb3si qomyckaTh KOHTaKTa
METANTNYECKUX MTPEIMETOB C pacTBOpaMH KOHbIOraTa Win cyOcTpara.

4.8. HeoOX0a1Mo HCIIONIb30BaTh YMCThIM HAKOHEYHHK JUISI KXKI0T0 00pa3iia Uil pearcHTa.

4.9. [I[poMbiBKa JYHOK - BaXHBIM OTall TMPOBEACHHUS aHAIHW3a: HEOOXOAUMO COONIOAaTh
PEKOMEHIOBAHHOE KOJIMYECTBO IIUKIIOB MPOMBIBKH U YOCIUTHCS, YTO JYHKH IMOJHOCTHIO 3alOTHSIIOTCS
pactBopoM. He crenyer momyckaTh ocTaTka >KMIKOCTH B JyHKax IMOcie€ MpoMbIBKU. HempasuiibHO
MIPOBEICHHBIN ATAl MPOMBIBKH MOYKET MIPUBECTH K HETOYHBIM PE3yJIbTaTaM.

4.10. Henp3s wucnonp3oBaTh OJHY W Ty JK€ BaHHOYKY JUIsi BHECEHHS KOHBIOTaTa |
TMB-CybcrpatHoro pactBopa.

4.11. Heob6xoammo ucmoas30BaTh TOIBKO BATMAUPOBAHHBIC J03aTOPHI M 000PYI0BaHUE.

4.12.  Henb3s u3MEHATH NMPOLEAYPY MPOBEICHUS aHATTU3A.

4.13. Henp3s mnonBepraTh peareHThl BO3JICUCTBHIO BBICOKOW TEMIIEpAaTypbl WM TPSIMOTO
COJIHEYHOT'O CBETA.

5. HHcTpykums mo 6€30nacHoCcTH

5.1. Bce pearenTsl HaOopa MpeHa3HAYCHBI 1T Ta00paTOPHON JTUATHOCTUKH.

5.2. CbIBOPOTKM KpOBH YEJIOBEKAa, HCIONb3yeMble MpHU MpuroroBieHnu KamubpaTopoB u
KoHTpoJibHOM CHIBOPOTKH, HE COJEpkKAT aHTUTeNa K BUpycy renatura C, anturena k BUY-1,2, anturen
Bupyca renatuta B (HBsAg), p24 BUY-1 u anTuTena Kk Bo30yIuTento cuduiunca.

5.3. B nomMenieHny ¢ *MMYHOAHMArHOCTUYECKUMHU MaTepualaMy Helb3sl YIOTPeOIsaTh MUY, MHUTb,
KYPHTb, IPAMEHSITh KOCMETHUKY.

5.4. Henb3st mTUIIETUPOBATH PTOM.

5.5. Ilpu pabore ¢ uccneayeMbiMu 0Opa3liaMd HEOOXOauMO oOpamarbcs Kak ¢ MOTEHIUATbHO
OMACHBIMM MaTepHallaMy, T.K. HU OIMH HM3BECTHBIH METOJl TECTHUPOBAHUS HE MOXET TapaHTUPOBATh
OTCYTCTBHE HWH(EKIMOHHBIX ar€HTOB.

5.6. IIpu pabote c FOOBIM 000PYAOBAHHEM, KOTOPOE KOHTAKTUPYET C UCCIICTyEMBIMH 00Opa3liaMu 1
peareHTaMu, HeOOXOAMMO 0OpaIaTHCs Kak ¢ MHPEKIIMOHHBIMU MaTepHaIaMu.

5.7. IIpu pabote ¢ HAOOPOM PEareHTOB M MCCIEAYyEeMBIMU OOpa3liaMu HEOOXOIUMO HCIOJIb30BaTh
CIIELIO/ICXKTYy U OJTHOPA30BbIE MEPUYATKH, TIIATEILHO IPOMBIBATH PYKH MOCIE pabOTHI C HUMH.

5.8. HeoOxonumo m30erath pacruieCKMBaHHUS OOpaslloB WM PAacTBOPOB, COAEPIKAIIUX OOpa3Iibl.
[Tpu pacruieckuBaHUU HEMEAJICHHO J1€3aKTHBHUPOBATh MOBEPXHOCTH 3% pacTBOpoM xiopamuHa b.

5.9. Heobxogumo u3berate xkoHTakta TMb-CyOcTpaTHOro pacTBOpa, CTOI-peareHTa ¢ KOXKed H
CIIM3UCTBHIMHU.

5.10. ITocne mpoBeneHuss (HEPMEHTHOH pEaKIUA HEOOXOAUMO  HEUTpaTu30BaTh  HM/WIH
aBTOKJIaBUPOBATb PACTBOPHI, OTXOABI MIIH JIOOBIE KUAKOCTH, COAEpkKalue OHOJIOTrHYECKUue 00pasIibl 10
copoca B kaHanuzaluio. TBepabsie 0TX0Abl (HCIONb30BAaHHBIE IJIAHILIETHI, HAKOHEYHUKH K J103aTOpaM,
¢akoHbl, JabOpaToOpHas IOCYAa, OJHOPA30BbIe MEpPYaTKd M T.JA.) JOOJDKHBI OBITH 00e33apaKeHbI
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norpyxenuem B 6% pactBop nepekucu Bojgopona ¢ 0,5% CHHTETHYECKOro MOIOIIETO CPEeACTBA WIM B
3% pactBop xiopamuna b. JnurenbHocTh ne3uHbpekiun — He MeHee | 4. JlomycTuMO NpUMEHEHue
JPYToOro pa3peuieHHOro K MPUMEHEHHIO Ie3UHPUIMPYIONIETo cpeacTBa. TBEPAbIE OTXOABI TAKXKE CIEAYET
00e3BpeXMBaTh aBTOKJIABUPOBAHUEM B T€UEHHUE Yaca mpu temreparype oT 124 no 128 °C non naBieHuemM
1,5 k[c/em? (0,15 MITa). Kujkue oTxozs! (IPOMBIBOUHBIE BOJbI) ClIEAyeT 06e33apaKiBaTh 100aBIEHHEM
cyxoro xyiopamuHa b u3 pacuera 30 /11 (IUTENTBHOCT AE3MH(PEKIINH — HE MEHEE 2 4) WIJIM KUTISTYCHUEM B
Teuenue 30 MMH, MM aBTOKIABUPOBAHUEM B Tedyenue 1 4 moj gasienuem 1,5 k['c/cm? (0,15 MIla) npu
temmnepatrype oT 124 mo 128 °C. MHCTpyMeHTHI u 000pyJOBaHHME 0 W TOCiIe paboThl HEOOXOIUMO
nporupats 2 paza 70% 3THIOBBIM CIIUPTOM.

5.11. : : Xi Hekotopsle pearentsl coxepxkar 0,05% npoxmun 300. IIpoknun 300 0,05% -
pasnpaxaroniee BemecTBo. MoXKeT BhI3BaTh CEHCHOMIM3AIMIO MPU KOHTaKTe ¢ Kokel. [Ipu KoHTakTe ¢
KOXeH MPOMBITh 00J1aCTh KOHTaKTa OOJBIINM KOJIMYECTBOM MbLIIA U BOJIBI.

6. OOopynoBaHHMe U MaTepHaJIbl, HeO0OX0AMMbIE MPU padoTe ¢ HAGOpOM:

- cnekTpooToMeTp BEPTUKAIBHOTO CKAaHWPOBAHUS, IMO3BOJSIIONIMNA H3MEPSATh  ONTHYECKYIO
IJIOTHOCTh PACTBOpA B JIYHKaX IUIaHIIETA MPHU JUTMHE BOJIHBI 450 HM;

- YCTpOWCTBO [JIsl IPOMBIBAHHUS IIJIAHILIETOB (BOLIED);

- TEpPMOCTaTUPYEMBI IIEHKep, MO3BOJISIIOIIUA MPOU3BOAUTH BCTPIXMBAHUE CO CKOPOCTBHIO
500 o6/muH npu Temneparype (37,0 + 0,5)°C;

- 7103aTOpbl MUIIETOYHBIE MOJTyaBTOMAaTHYECKHUE OJHOKAHAJIBHBIE C M3MEHSEMBIM 00bEMOM OTOOpa
xkuakocredi: Ha 5-50 wMia; Ha 40-200 Mo, Ha 200-1000 Mxa; ma 1000-5000 mxm c
HaKOHEYHHUKaMU;

- J103aTOp IHUIETOYHBIN MMOTyaBTOMATUYECKUN BOCBMHUKAHAJIBHBIN, TO3BOJISIOMUN OTOMPAaTh 00BEMbI
JkugkocTH 10 300 MKJI, ¢ HAKOHCYHUKAMMU,

- umHAp MepHbIi (200 mit, 500 m);

- crakaH crekasHubIi (500 Mi);

- BOJA AUCTHJLIMPOBAHHAs;

- Oymara uibTpoBaigbHas JabopaTopHasi;

- IepYaTKy PE3UHOBBIC WM MJIACTUKOBBIE.

7. AHaam3upyemble 00pa3ibl CLIBOPOTOK KPOBH YeJI0BEKA

JUis  WCKIIIOYEHUs JIOKHBIX  Pe3yJbTaTOB HENb3sl IMOJABEpPraTh HCCleayeMble  00pa3Iibl
TEPMOMHAKTUBUPOBAHUIO, HEOOXOIMMO OTOMpaTh M XPaHUTh UX B YCIOBHUAX, HPEAOTBPALIAIONIUX
OakTepuanbHbBIA pocT. HemomycTumMo ucmosib30BaHHe 00pa3inoB ¢ jJ00aBJjeHHEM a3uaa HATpusi B
KayecTBe KoHcepBaHTa! Kaxielii oOpasen HcCCleayeMON CBHIBOPOTKH CIEAyeT OTOMpaTh HOBBIM
HakoHeuHHKoM! OToOpaHHBIE 00pa3llbl XpaHUTh MpU Temmeparype oT 2 no 8 °C He Oonee 3-X CyTOK.
Bonee mmTensHOE XpaHEHHE AOMYCTHUMO IpH Temieparype He Bbimie MuHyc 20°C (0o0pasubl MOTYT
MOABEPTaThCS 3aMOPAKMBAHHUIO W OTTanBaHWIO He Ooznee 1 pasza). Hemb3s mcmosib3oBaTh 0Opasibl C
0aKTepHaIbHBIM POCTOM, BBIPAKCHHBIM T'€MOJU30M M runepiunuiemMueii. OOpasipl ChIBOPOTKH KPOBH,
colepKalllie arperaTbl WM  OCaJ0K, HEOOXOIUMO OCBETJISITh LEHTPUPYTUPOBAHUEM  IIpU
1000-2000 o6/muH B Teuenue 15 mun nipu Temmeparype ot 4 g0 8 °C.

8. IloaroTroBka peareHTOB /IJisl aHAJIN3A

[Tepen ncnonp30BaHUEM BCE peareHThl Habopa BbiAepkaTh 30 MUH NP KOMHATHOW TEMITepaType.

8.1. UmmyHocOopOeHT. BHuMaHmMe: B0 wu30e:KaHWe KOHAEHCAIIMM BJIArd BHYTPH JIYHOK
HEeO00X0IMMO BbIIepP:KaTh UMMYHOCOPOEHT NMPU KOMHATHOW TeMIlepaType B 3aKPbITOM IMaKeTe He
MeHee 30 MUHYT.

BcekpeiTh donbrupoBanHbiii maker, orctynuB 1,0 cM oT Kpas makera. BeIHyTh U3 makeTa pamKy u
HE00X0IUMO€E KOJTMYECTBO CTPUIIOB, BCTABUThH CTPUIIBI B PAMKY.

[TakeT ¢ HEHCIOJIb30BAHHBIMHU CTPUIIAMHU TIHIATEIHLHO F€PMETU3UPOBATH C OMOIIBIO CKPENKU IS
(boNIBErupoBaHHOTO MakeTa (He yAasss ocymmurens!). st aToro kpail makera cieayer cBepHyTh 2-3 pasa
U 3aKpenuTb, HAJEB CBEPXY CKpenKy Ui (OJbrHpOBAHHOrO MakeTa. MM MOMECTHTHh BCKPBITHIH
(ONBrUPOBaHHBIN MMAKET C HMMYHOCOPOCHTOM B IMOJTHATUICHOBBIN MAKET C 3aMKOM.
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8.2. 1P — pabouniti mnpomeiBouHbIi pacTBOp. Comepxkumoe ¢IakoHa C KOHIIEHTPATOM
MIPOMBIBOYHOTO pPAcTBOpa TIIATENbHO mepememniarb. [[ns mpurotosienus pabdouero [P neobxommmoe
KOJINYECTBO KOHIIEHTpaTa MPOMBIBOYHOTO pPacTBOpa pa3BeCcTH B 25 pa3 BOAOW AMCTUIUIMPOBAHHOMN
(marmpumep, k 10 M konmenrpara IIP noGasute 240 mu Bozsl). IlomydyeHHBIM pacTBOp THIATEIHHO
nepeMenaTh.

8.3. Konbtorar — rotoB Kk mnpumenenuto. [lepen ucnoib3oBaHueM O0TOOpaTh HEOOXOIUMOE
KOJMYECTBO B YUCTYIO EMKOCTb.

8.4. CrangapTHble KaTMOPOBOYHBIE TPOOBI - TOTOBBI K TPUMEHEHHIO.

8.5. KoHTposibHas CHIBOPOTKA - TOTOBA K IPUMEHEHHIO.

8.6. TMb-CyOcTpaTHblii pacTBOp — TOTOB K MpuMeHeHHio. [lepen ucmonp3oBaHHEM OTOOpATh
HE00X0IMMOE KOJIMYECTBO B UUCTYIO EMKOCTb.

8.7. Cron-peareHr - roToB K IPUMEHEHHIO.

9. IIpoBeneHue aHaamu3a

9.1. Baectn nuneTodHbIM fgo3aTopoM 1o 100 MK KOHBIOTaTa BO BCE JIYHKH IUIAHIIIETa, KpOME JIBYX
JYHOK, KOTOpPBIE pEKOMEHYeTCsl OCTaBUTh IycThiMU JUIst u3Mepenus OIl TMB-CyGcrpaTHoro pactBopa.

9.2. CranmapTHble KaaMOpOBOYHBIC MPOOBI, KOHTPOIBHYIO CBIBOPOTKY, HCCIEIyeMbIe OOpa3Ilbl
BHECTH O 25 MKJI B COOTBETCTBYIOIIME JYHKH B JBYX MoBTOpax. Coaep>KuMoe JTYyHOK TUIATEIbHO
nepeMeliaTh nuneTupoBaHueM. BHumanmue! Bpemsi BHeceHHsi 00pa3noB He [JOJIKHO NpPeBBINIATH
10 mun! Bo BpeMms nocneayromiei HHKyOaIuy CTPUITBI TUTAHIIIETA TOJDKHBI OBITh 3aKPBITHI KPBIITKOW HITH
3aIUT HOH INICHKOH.

9.3. Bo3MOHBI IBE TIPOLIEIyphl MHKYOAIMH TIIaHIIIeTa:

IIpouenypa 1 (repmocTaTnpyembiii meiikep, (37,0 £+ 0,5)°C):

[Tnanmer wHKyOuMpoBaTh 60 MHHYT Ha TEPMOCTATHPYEMOM IIEHKepe MpU BCTPSIXUBAHUH CO
ckopoctbio 500 06/mMuH u Temmepatype (37,0 + 0,5)°C.

IIpouenypa 2 (kOMHATHAs TeMIlEpPaTypa):

[Tocne BHeceHUs B TYHKH IJIAHIIETa KOHBIOraTa U 00pa3lioB COIEPKUMOE MepeMeliaTh akKypaTHbIM
MOCTYKMBAaHUEM MO KpasiM IuiaHiera B TedeHue 30 CeKyHI, CTPHUIIbI 3aKPbITh KPBIIIKON WM 3alllUTHOMN
IJICHKOW ¥ MHKYOHpOBaTh B TedeHue 120 MUHYT nipu KoMHaTHOU Temneparype (3aeck 20-25 °C).

9.4.Tlo OKOHYAaHMU HWHKYOAIlMM COAEPKUMOE IYHOK YAAJIUTh C IOMOUIbIO HPOMBIBOUYHOTO
yCTpOHCTBa B EMKOCTH /I cOOpa MHPHUITMPOBAHHOTO MaTepHuaa, TUIaHIIeT TPOMBITh 5 pa3 pabouum [1P
(cMm. 1. 8.2), nobGaBsis Bo Bce MyHKH mianmera He MmeHee 300 mxi pabouero 1P u ynanss pabounii I1P ¢
MTOMOIUIBI0 MTPOMBIBOYHOTO YCTpPOICTBa B €MKOCTh uis cOopa HHUIMpoBaHHOro Martepuana. [locne
IIOCJIEAHETO MPOMBIBAHUS TIIATENBHO YJAJIUTh OCTATKH >KUJIKOCTH M3 JYHOK IOCTYKHBAHHEM PaMKHU CO
CTpUIIaMU B IEPEBEPHYTOM MOJIOKEHUU MO (HUIBTPOBAIBHOMN Oymare.

9.5. Hemennenno BHecTH BO Bce nmyHkH Iutanmiera mo 100 mxn TMB-Cy6GcerpatHoro pactBopa u
BbIIEPKATh [IPU KOMHATHOI TeMIiepaType B TEMHOTE:

Ipouenypa 1: 20-30 muH.

IMpouenypa 2: 30 MuH.

9.6. Peakunio ocTtaHOBUTH J0OaBlieHMEM BO BCe JYHKHM IutaHmiera mo 150 Mki cTom-peareHTa,
BCTPSIXHYTh CTPHUIIBI Ha IIeHKepe B TeueHue 5-10 CeKyHI U MPOBECTH yUET pe3ysibTaToB. Bpems Mexmy
ocTaHOBKOH peakunu u usmepenueM Oll He nomkHO npeBpimaTh 20 MUH.

9.7. CnektpopoToMeTpuYeCKHi KOHTPOJb BHECEHHS CBHIBOPOTOK W PeareHToB MNpH
nocraHoBke TecT-cucremMbl «IC-UPA-ADI]» na apromarudyeckux UDA-ananusaropax. Kontponsb
BHECEHHUsI 00pa3lOB CHIBOPOTKM M KOHBIOTATa PEKOMEHAYEeTCS MPOBOJIWUTH NpU JuIMHE BOJHBI 405 HM,
kputepuii: OIT > 0,100.

10. Permcrpauus pe3y/ibTaToB
Perucrparnuto pe3yabTaToB MPOBOAUTH CIEKTPOGOTOMETPUICCKHU TTPH JJIMHE BOTHBI 450 HM.

11. VYd4ert pe3yabTaToB
Peakuuto cienyer yduThiBaTh, €clu cpeAaHee 3HaueHue ontuueckor muotHoctu (OIl) B myHKax c
koHtposieMm TMb-CybctpatHoro pactBopa — He 6osee 0,1.



Ha Gnanke mocTtpoeHHMs KaqIuOpPOBOYHON KPHUBOM B JIMHEWHBIX KOOpIWHATax Mo ocu abcumcce X
OTKJIA/IBIBAIOT COOTBETCTBYIOIIME 3HaueHHss KoHleHTpauuu ADII, BeipakenHnoit B ME/mi, mo ocu
opauHaT Y OTKJIaAbIBatOT cpeanue 3HaueHus OIIl cranaapTHBIX KaluOpoBOYHBIX Mpo6. 1o momyyeHHbIM
TOYKaM CTPOAT KATUOPOBOYHYIO KPUBYIO.

Jlst uccnenmyeMbIx 00pas3iioB onpenelsitoT kKoHneHTparuioo ADII mo xaauOpoBoyHOMY Trpaduky.
Jnst aToro Ha ocu opauHat Y ormevaroT 3HaueHue OIl mcciemyemoro oOpasia, MpoOBOAAT MPSIMYIO 10
IepeceyeHusl ¢ KalUOpOBOYHOM KPUBOM, OT IOJyYEHHOM TOYKM HPOBOJAT MNEPHEHIUKYJAP 10 OCU
abuucc X. Touka mepecedeHUs] MOKaXKeT 3HaueHHe koHueHTpauuu ADII B umcciemxyemom obOpasle,
BBIpaXeHHYI0 B ME/MI1.

KoHTposbHast CHIBOPOTKA CIY>)KUT I HPOBEPKM TOYHOCTH U JOCTOBEPHOCTH PE3YJIBTATOB.
[Tonyuennbie BenumunHbl KOoHIIEHTpanuii ADII B 00pa3ax cuutath JOCTOBEPHBIMH, €CIM BHIYHUCICHHOE
no KaauOpoBOYHOMY Tpaduky 3HaueHue KoHieHTpauuu ADI] B KOHTpoIbHOM oOpasie MomajgactT B
IpeJenbl, yKa3aHHbIE HA 3TUKETKE (iakoHa

Hnst obpasua ¢ OII Beime, yemM B KanuOpoBouHOW mpoOe Ne5, Bwimaercss pesynbraT: Oosiblie
HoMmuHaiu «Kanubpatopa 5» wmnm 3TOT oOpasen AOKEH OBbITh NPOTECTUPOBAH B pa3BEICHUU
(na «Kamubparope 0»). B ciiyuae pa3Benenust oopasia He0OX0AUMO U3MEPEeHHYI0 KOHIeHTparuio ADIT
YMHOXHTb Ha (DakTop pa3BeeHHUS.

12. OrpannyeHus Tecta

12.1. Bce pearenThl HabOopa TpeaHa3HAYCHBI IS ompenencHust anbda-peronporenna (ADII) B
CBIBOPOTKE KpOBU 4enoBeka. Habop He mpeaHasHaueH A onpenenenus aibda-peronporenna (APII) B
CITIOHE, IJIa3Me U APYTUX 00pa3iiax YeIOBEUECKOTO WITH KHUBOTHOTO TIPOUCXOKICHHSL.

12.2. HenpaBuibHOe oOparenne ¢ o0pa3laMu ¥ U3MEHEHHE MPOIelyphl TECTa MOTYT MOBJIUATH Ha
pe3yIbTaTHhI.

12.3. lna pasBeneHuss oOpa3lOB CHIBOPOTOK C BBICOKMM coaepkanueM A®II cremyer
ucnonb3oBate «KamubOpatop O». I[IpuMeHeHWe APYrUX peareHTOB MOXKET TPUBECTH K JIOKHBIM
pe3yabTaTram.

12.4. 3akinoueHre O KIMHUYECKOM JMArHo3€ HE MOXET OBITh OCHOBAHO TOJIBKO Ha pe3ysbTaTax
JaHHOTO TecTa. B JMarHOCTMYECKMX LENAX pPe3ylbTaThl JOJDKHBI 00s3aTEIbHO HCIONb30BATHCS B
COYECTaHUM C JPYTMMHU JaHHBIMH: CHMIITOMaMH, OOIIEeH KJIWMHUYECKOW KapTUHOW, pe3yJbTaTaMu
MCCIICIOBAHMSI IPYTUMHU TECTaMH.

12.5. Hanmuuue rerepodmyibHBIX aHTHUTEN Y MAIlMEHTOB, WMEIOIIMX JIEeJ0 C >KUBOTHBIMU WIIH
MOJyYaBIIMX MOHOKJIOHAJbHBIE aHTHTEJIa B KauyecTBE JICYCHMS, MOXKET OKa3bIBaTh BIMSHHE Ha
pe3yabTaThl UIMMYHOJIOTHYECKUX TECTOB.

12.6. Xyx-3¢pdpexr B gannom tecre 10 2000 ME/Mn e Habmromancs.

12.7. HabGop He npeaHa3HauYeH ISl TECTHPOBAHUS 00Pa3Il0B CHIBOPOTOK KPOBH HOBOPOKICHHBIX.

13. YcioBus XpaHeHUsl U IKCIIyaTalluu HA0opa

13.1. HaGop peareHTOB MAOMKEH XPAHUTHCS B YIAKOBKE MPEANPHUATUA-U3TOTOBUTEISI TPU
temneparype oT 2 a0 8 °C B 3alIMIIEHHOM OT CBETa MECTE€ B TE€YEHHME BCEro cpoka rogHoctu. Cpox
roJIHOCTH Habopa — 18 mecsies.

13.2. TpancnoptupoBaHue Habopa peareHTOB MPOBOAWUTH IpH Temreparype or 2 mo 8 °C.
JlomycTumo TpaHcopTupoBanue npu temrneparype oT 9 no 20 °C we 6osee 10 cyToxk.

13.3. B cnyuyae 1poOHOTO HCIIOJIB30BaHUS KOMIIOHEHTHI Ha00opa HEOOXOIMMO XPaHUTh CIIEIYIOIIUM
o0OpazoM:

- HMMyHOCOPOEHT - TMaKeT C HEHCIOJb30BaHHBIMH CTPUIIAMH U CHUJIMKAarejeM TIIATeJIbHO
repMeTu3upoBarthb. [locie nepBoro BCKPBITHS MMaKeTa UMMYHOCOPOEHT cTabuiieH Ha MPOTSKEHUH CpPOKa
TOJIHOCTH Habopa mpu Temmneparype ot 2 110 8 °C;

- IIP (koHmentpar X 25) - mocie BCKpbITHA (hJIakOHA OCTABIIMICS HEUCHOJb30BaHHBIM [IP
(koHIIEHTpAT X 25) XpaHUTh BO (IaKOHE, TJIOTHO 3aKPHITOM BUHTOBOM KPBIIIIKOHM, HA MPOTSKEHUU CPOKa
rogHocTH Habopa mpu Temreparype ot 2 a0 8 °C;

- PabGounii mpoMBIBOYHBII PacTBOP, MOJATOTOBIEHHBIN K UCIIOJIB30BAHHIO, XPAHUTh B YUCTOM TJIOTHO
3aKpBITOM €MKOCTH B TeueHue 14 cyT Ipu KOMHATHOM Temmeparype wid 28 CyT NpU TEMIlepaType
ot 2 o 8 °C



- Kownbtorar — nocsie BCKpbITUs (IaKOHA, OCTaBIIMICS HEHCIOIb30BaHHBIM KOHBIOTAT XPAHUTH BO
(1akoHe, TUIOTHO 3aKPHITOM BHUHTOBOM KPBIIIKOM, HA MPOTSHKEHUH JBYX MECSIEB IpPU TEeMIlEparype
ot 2 5o 8 °C.

- CranpmaptHele  KaIMOpOBOYHbIE  HPOObI -  MOCHE  BCKPBITUS — (pIakOHA  OCTaBILUECS
HEHCIOJIb30BaHHBIMHU KaJHMOpPOBOYHBIE MPOOBI XpaHUTh BO (hIaKOHAX, IJIOTHO 3aKPHITHIX BHUHTOBBIMU
KpBIIIKaMH, Ha POTSHKEHUH ABYX MECALEB IpHU TemriepaType ot 2 ao 8 °C.

- KouTponbHas chlBopoTka - TOoclie BCKPBITUS (hJaKOHa OCTaBIIYIOCS HEUCIOJIb30BAaHHOM
KOHTPOJIbHYIO CBIBOPOTKY XPaHUTh BO (hJIaKOHE, IIIOTHO 3aKPHITOM BUHTOBOW KPBILIKOM, HA TPOTSHKECHUN
JIBYX MecsIeB pu Temneparype ot 2 1o 8 °C.

- TMBb-CybcTpaTHblii pacTBOp — TOCIE BCKPBITHS (DJIaKOHA OCTaBIIUMCS HEUCIIOIh30BAHHBIM
TMB-Cy0cTpaTHblii  pacTBOp XpaHUTh BO (PJIakOHE, IUIOTHO 3aKPBITOM BHHTOBOW KPBIIIKOW, Ha
MPOTSHKEHUH ABYX MECALEB IIpu Temrneparype ot 2 no 8 °C.

- Crom-peareHT - TOCJIE BCKpBHITHSA (PIaKOHA, OCTABUIMICS HEUCIOIb30BAHHBIM CTOI-PEAreHT
XpaHUTh BO (pJIaKOHE, MJIOTHO 3aKPHITOM BUHTOBOM KPBILIKOM, Ha MPOTSHKEHUH CPOKa FOJTHOCTH Habopa
npu temneparype ot 2 a0 8 °C.

13.4. JIns momydeHus: HAJICKHBIX PE3yIbTaTOB HEOOXOIMMO CTPOTOE COOIOICHNE HHCTPYKITUH.

Pexnamarmuu Ha cnermuduueckne u  (QU3MYECKHE CBOWCTBa HabOopa HaINpaBiIsTh B apec
npennpusitus-uzroropurens - OOO «Hay4yHo-npousBoicTBeHHOE 00beauHEHUE «Jlnarnocrtuueckue
cucteMbl» 603093, Poccus, r. Hwkuanit HoBropon, yn. Sl6noneas, 22, Ten./daxc: (831) 434-86-83 wim
ten.: (831) 434-97-12.

14. O0BLsACHEeHUE CHMBOJIOB

c € EC Mapxkuposka (EBponeiickas nupexktusa 98/79/CE 1o in vitro
TuarHoctTuaeckum MY)

VD Tonbko st 1abopaTopHOro ucnoab3oBanus (in vitro diagnostic)
d [TpousBoauTenn
R E F Karanoxhslii HOMep

KonnuectBo onpenenenuit

LOT Homep maptuu (cepun)

+8°C

e /( TemrmiepaTypHbIe TpeIeibl XpaHSHUS

g CpoOK TOAHOCTH J1aTa/MECSI/TO
EXP
EIE CMOTpHUTE HHCTPYKIIHIO IO TPUMEHEHHIO
x - ConepxuT pazapaxaroliee BeecTBO

I
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	1.1. Набор реагентов «ДС–ИФА–АФП» предназначен для количественного определения альфа-фетопротеина в сыворотке крови человека методом твёрдофазного иммуноферментного анализа (ИФА).
	1.2. Альфа-фетопротеин (АФП) - гликопротеин с молекулярной массой 70000 Да. АФП синтезируется во время эмбрионального развития, в основном, висцеральной энтодермой желточного мешка и печенью плода. На отдельных стадиях внутриутробного развития он в не...
	1.3. Набор рассчитан на проведение анализа в дубликатах: 40 неизвестных проб, одна проба контрольной сыворотки, шесть стандартных калибровочных проб и одна проба для определения оптической плотности ТМБ-Субстратного раствора при одновременном использо...

