HAYY4HO-NMPON3BOACTBEHHOE OBbEAWHEHWE

N~ HAWATHOCTUYECKMWE CUCTEMHUbI

REF| RH-251 W% C€

Code: 1.1.RU

NMHCTPYKIOUA
110 IPUMEHEHUI0 HAa00pa peareHToB
«1C-UDPA-IIponakTun»
TecT-cucTeMa MMMYHO(EpPMEHTHAA I KOJIUYECTBEHHOI0
onpeaeJeHus NPOJIAKTHHA

1. Ha3nayenue
1.1. Habop pearentoB «/IC-UDA-IIponakTuny» npenHa3HayeH AJis KOJIMYECTBEHHOTO ONpeAeIeHus
IPOJIAKTHHA B CHIBOPOTKE KPOBU YEIOBEKAa METOAO0M TBEPIO(PA3HOIO0 MMMYHO(EPMEHTHOIO aHajau3a
(UDA).

1.2. [IponakTuH — TMOJUOENTUIHBII TOPMOH C MOJEKYyJIsIpHOM Maccoit okomo 22500 [la,
CUHTE3MPYEMBIM TiepenHe aonei runoduza. Habmomaercss uaMeHeHne ypoBHS MPOJaKTUHA B TEUEHUE
MEHCTPYaJIbHOTO LMKJIa — IIOBBIIIEHWE B MEPUOBYJATOPHBIM NEpUOJ M BO BTOPYIO IOJOBHHY

moTenHOBOM (a3bl. BceiencTtBue 3TOro peKOMEHIYeTCs ONpENeNsTh KOHIIEHTpAlMIO MPOJIAKTHHA B
nepByto (azy nukia. Cekpenus: MpojakTHHA YBEIUYMBAETCS BO BpeMs OEpeMEHHOCTH, JIAKTAallUu, MpU
¢u3nvecKkoil Harpy3ke W B CTPECCOBBIX CHUTyalUsX. B CBS3M ¢ HaJIWYMEeM CYTOUYHBIX KOJIeOaHWH
KOHIIEHTPALMHU MPOJIAKTHHA, BAXKHBIM SIBJISIETCS BpeMs 3a0opa KpOBH JUIsl UCCIIEOBaHUsA (BO BpeMs CHa
YPOBEHB MPOJIAKTHHA B HECKOJIBFKO pa3 BBIIIE, YeM B TCUCHHE JIHSA).

KonnyectBeHHOE ompeeneHre ypoBHs MPOJAKTHHA B KPOBU MMEET JUArHOCTUYECKOE 3HAYCHHE
KaK CKpUHUHTOBBIM TeCT mpH 00CIeI0OBaHUM CYNPY>KECKUX Map nmo nooay Oecrutogus. [latonornueckoe
YBEITMUYEHUE YPOBHS NPOJIAKTUHA OTMEYaeTcs IPH HAJIMYUM MPOJAKTHHOMBI (OMyXojb runodusa),
THMOQYHKINK IMTOBUIHOW JKENle3bl, IIOYEYHOH HemocTaToOYHOCTH. CHIDKEHHE KOHIEHTPaIuu
NpOJIaKTHHA HAOMIOZAaeTcss TMpH  XUPYPrUYeCKOM yAaJleHudu runodusa, TMpueMe THPOKCHHA,
PEHTTeHOTEpaITHH.

1.3. 1.3. HaGop paccunurtan Ha npoBejieHHe aHanu3a B qyOsukarax: 40 Hem3BecTHHIX MpoO, o1HA
mpoba KOHTPOJBHOM CHIBOPOTKH, IIECTh CTAHAAPTHBIX KaJIMOPOBOYHBIX MpoO M ojHA Mpoba i
ompeneneHuss ontuyeckod miaotHoctH  TMB-CyGcTtpatHoro pactBopa MpH  OJHOBPEMEHHOM
WCIIOJIb30BaHUH BCEX CTPHUIIOB TUTAHIIETa (BCero 96 ompeneneHuii).

B cnydae npoGHOro mnpumeHeHuss Habopa HEOOXOJMMO O00s3aTeIbHOE MCIOIB30BaHUE BCEX
CTaHJIaPTHBIX KAIMOPOBOYHBIX MPOO.
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2. XapakTepucTuka Habopa

2.1. IlpuHnun aeiicTBus.

B nabope «JIC-UDA-IIponakTuH» TPUMEHEH «COHIABHUY»-BapuaHT TBepaodazHoro MDA. [ns
pealM3aiyy ero MCIOJIb30BaHbI JIBA MOHOKJIIOHAIBHBIX aHTHTENA C Pa3HOW CHENM(PUIHOCTHIO K JIBYM
JIOMEHaM MOJIEKYJIbl TPOJaKTHHA: TEpBble aHTHUTENa MMMOOWIM30BaHbI Ha TBepAOl ¢aze, BTOpHIC
(MeueHHBIC TEPOKCHIAa30i XpeHa) BXOIAT B COCTaB KOHBIOraTa. B JyHKax, mnpu 1go00aBICHHUH
uccienyeMoro obpaslia M KOHBIOraTa AaHTU-TIPOJAKTUH-TIEPOKCHAA3a, BO BpeMs HMHKyOaIuu
OJTHOBPEMEHHO MPOUCXOIUT UMMOOUIH3AIMS MIPOJIAKTHHA, COJIEPIKAILErocsl B UccieayeMoM o0Opasie, u
CBSI3bIBAHUE €r0 C KOHBIOraToM. KonIMuecTBO CBSI3aBIIETOCs KOHBIOTaTa MNPSMO MPONOPIHOHATBHO
KOJINYECTBY MPOJIAKTHHA B HCCIEyeMOM oOpasiie.

Bo Bpems unkyOanmu ¢ TMbB npoucxoaut okpammBaHuE pacTBopa B JyHKaxX. CTENEeHb OKpPacKH
MPSIMO MPOMOPLIMOHATIbHA KOHIEHTPAIIMU CBA3aHHOTO KOHBIOTaTa aHTU-TIPOJIaKTHUH-TIepokcuasa. [locie
M3MEpPEHUs] ONTHUYECKOM TIJIOTHOCTH pacTBOpa B JYHKaX Ha OCHOBAaHUWU KalMOPOBOUHOTO Trpaduka
pacCcUUTHIBACTCS KOHIICHTPAIHS MPOJIAKTHHA B UCCIIEAYEMBIX MTPodax.

2.2. CocraB Ha0opa peareHToB «IC-UDA-IIposakTun»
Tabmuna 1

XapaKkTEepUCTUKU PEAreHTOB @dopmMa BBIITyCKa

MMMyHOCOpPOEHT - MJIAaHIIET MOJUCTUPOIOBBIN pa3dopHbli (12 cTpumoB mo 8 JyHOK
KaX/blid, pa300pHOCTh 10 | JyHKH) C WMMOOWIM30BAaHHBIMH Ha BHYTpPEHHEH 1 wr.
MOBEPXHOCTH JIYHOK MOHOKJIOHAJIbHBIMU QHTUTEJIAMHU K MPOJIAKTUHY.

Konbprorar - MOHOKJIOHANbHBIE AHTHTENAa K TPOJAKTHHY 4YEIIOBEKa, MEYCHHBIC
nepokcuaazoil  xpena. Ilpo3pauHas wiaM omajnecHupyromas po30BOrO IIBETa 1 pnaxon
KUAKOCTb. B  kauectBe koHcepBaHTOB cojaepxut: 0,05% mpokmua 300, 12,0 mn
0,004% re’ramuIHa Cyibdar.

Kamuoparop 0, Kamubpatop 1, KamubGparop 2, KamuOparop 3, Kamubparop 4,
KamuGparop 5 — craHgapTHble KaauOpoOBOYHBIE NPOOBI, aTTECTOBaHHbIE MO 3
MexnynapoaHomy cranaapty 84/500, coxepkamide H3BECTHBIE KOJWYECTBA 6 drakoHOB

nposiakTuHa. [Ipo3pauHble MM Cllerka OonajecUupyroIlue CBETJIO-KENTOro IBeTa no 0,5 mn
KHUJIKOCTH. 3HAUCHMs] KOHLIEHTpAlUi IpoJakTMHAa B KanuOpoBouHbIX mpoOax | (KamuGpatop O
yKa3aHbl Ha 3THUKETKaxX (IIaKOHOB M B aHAJMTUYECKOM IaclopTe KadecTBa. B — 2,0 mi)
Ka4yecTBe KOHCEPBAHTOB COJIepIKar: 0,05% MIPOKITUH 300,

0,004% rerramuIMHa CyiIbdar.

KOHTpOJ’IBHaH ChIBOPOTKA - CBIBOPOTKA C HU3BCCTHBIM COICPKAHUCM IIPOJIAKTUHA,
mpo3payHasd MW CJCrKka onajcCuupyromas CBCTIO-KECJITOr0 MOBCTAa XKXHUIKOCTb,

3HaYeHHEe KOHLEHTPAIMM MPOJIAKTHHA B CBIBOPOTKE YKa3aHO Ha THKETKE (prakoHa ! (()b JSI?\I;(I)H
U B aHAIUTUYECKOM IaclopTe KauyecTBa. B KauecTBE KOHCEPBAHTOB COJEPKUT: ’
0,05% npoxnun 300, 0,004% rentamuinrHa cyabdar.
[TP (xoHueHTpaT X 25) — MPOMBIBOYHBIN pacTBOp, KOHIEHTpaT. [Ipo3paunas wim 1 dnaxon
cllerka onajecuupyomias, OeclBeTHast WM CBETIIO-KENTOTO 1[BETA HKHUIKOCTb. 50,0 Mt
. 1 pnaxon
TMB-CyOGcTpaTHbIif pacTBOp - ITpo3padHasi OeclBeTHAS YKUIKOCTb. 14,0 M
Cron-pearent/0,2M - cepHast kuciora B KoHueHtpanuu 0,2 mons/n. Ilpo3paunas 1 pnakon
OeclBeTHAS KUIKOCTb. 25,0 M
brank 1151 mocTpoeHus KaTmOpOBOYHOM KpHUBOH 1 mr.
WMHCTpyKIMs 110 NPUMEHEHUIO | mr.

JIOTIOTHUTENHHO B KOMIUIEKT TIOCTABKUA MOT'YT OBITh BKITIOUEHBI:

- KpBIIKA K TOJUCTUPOJIOBBIM 96-IyHOUHBIM IUIAHIIETaM WJIM 3alllUTHas IUIeHKa JJIs
NDA mmaHmeros;

- OJIHOpAa30BbIE HAKOHEUYHUKH;

- TUIACTUKOBBIEC BAHHOYKH ISl )KUIKUX PEAr€HTOB;

- TJJACTHKOBAs CKPETKa JIJIsl 3aKPBIBAHUS TAKETa ¢ UMMYHOCOPOCHTOM WIIH TOJIMATUIICHOBBIN MaKeT ¢
3aMKOM.



3. AHAJIMTHYECKHE U THATHOCTHYECKHE XapPAKTEePUCTUKH Habopa
3.1. YyBcTBUTENBHOCTE. MUHUMAaIbHAS JOCTOBEPHO oOmpesenseMas HaObOpOM KOHIICHTpaIus
MPOJIAKTUHA B CBIBOPOTKE KPOBH 4esioBeka coctapiser 10 MME/m.
3.2. CneunguvnocTtb. [[i1s onpeseneHnss KpOCC-peakTUBHOCTH B 00pa3el] CHIBOPOTKU C W3BECTHOU
KOHIIEHTpAIMeH MPOIAKTHHA JOOABIISUIH KPOCC-PEareHThl, yKa3aHHbIC B TA0JIHIIE 2.

Tabmauua 2
Kpocc-pearent Kpocc-peaktuBHocTs, %
[TponakTun 100
OCT 0,9
JIT 0,2
XI'y 0,02
TTC 0

3.3. KoapdunmenT Bapuanmu pe3ynbTaToOB ONPEACTICHUS TPOJAKTHHA B OJHOM M TOM e 00paslie C
UCIIOJIb30BaHUEM HA0Opa He mpeBbimact 8%.

3.4. JIuHeiHOCTh. 3aBUCMMOCTh KOHIICHTPAIMH MPOJIAKTHHA B 00pa3lax ChIBOPOTKH KPOBU MMEET
JUHEWHBIA XapakTep B JWAla30HE KOHIEHTpaIMid KammOpoBoyHbIX mpoOd Nel — 5. 3HaueHwue
«JTMHEWHOCTU» JTOJDKHO HaxoauThes B mpeaenax oT 90 mo 110%.

3.5. TouHocTh. JlaHHBI aHAIUTUYECKUH TIApaMETp TPOBEPSCTCS TECTOM HA  «OTKPBITHE»
NpPOJIAKTMHA — COOTBETCTBUE W3MEPCHHOW KOHIICHTpPAIMM TPOJIAKTHHA MPEINHMCaHHOW B mpole,
MOJYYCHHOW MyTEM CMEIIMBaHUS PaBHBIX OOBEMOB KaTMOPOBOYHOW MTPOObI Ne2 W KOHTPOJBHOU
ceiBopoTkH. [TporieHT oTkpeiTus cocrapiseT ot 90 go 110%.

3.6. Kiimanueckas npoBepka. KoHIIEHTpaIUio NpoJIakKTHHA M3MEPSUIA B CBIBOPOTKE KPOBH, B3STOU
¢ 9 no 11 uy 120 3m0poBsIx Jrozel B Bo3zpacte ot 21 1o 40 ner.

['pynma Pa36poc konnentpauuii, MME/n
KeHmMAEI Ot 74 no 745
My>KUnHBI Ot 50 g0 552

[IpaBuna nepecueTa pe3ynbTaToB:
Hr/ma x 21,2 =MME/n; MME/n x 0,047 = Hr/mo.
3.7. Pexomennyercss B KaxaoW 1a00paTOpuy TpPH HCIOJIB30BaHUM HAOOpa yTOYHHUTH 3HAUCHUS
KOHIIEHTPAIIUH POITAKTHHA, COOTBETCTBYIOIINE HOPMATBHBIM 3HAYCHHSM JIJISI KOHKPETHOH TEPPUTOPHUH.

4. Mepbl IPeI0CTOPOKHOCTH
JIOCTOBEPHOCTh pe3yJIbTaTOB 3aBUCUT OT IMPABUIBHOTO BBINOJIHEHUS CIEAYIOLUMX IpaBUil
abopaTOPHON MTPAKTUKH:
4.1. TTocranoBky DA criemyer npoBOAUTH B IOMEIIEHUN ¢ KOMHATHOMU TemriepaTypoii ot 18 1o 24 °C.
4.2. Henp3si WCIIONIB30BaTh pEareHTHl W3 HAa0OPOB pPAa3HBIX CEpUH WIM CMENIMBATh WX TMPH
MIPUTOTOBIIEHUH PACTBOPOB, KPOME:

- Hecnenuduyeckux komnoHeHToB (IIP (xonumentpar x 25), TMB-CyGcTpathsiii pactBop, Cron-
peareHTt), KOTOpbIE B3aMMO3aMEHsE€Mbl BO BCeX Habopax Ui HCCIEOBaHUS TOPMOHOB U
oHKoMapkepoB, nmpoussojictea OO0 «HIIO «J/lnarHoCcTHYECKUE CUCTEMBIY.

4.3. Henb3s UCTIOJIB30BATh PEareHThl MOCIIE UCTEUEHHS CPOKA TOHOCTH, YKa3aHHOTO Ha YIaKOBKe.

4.4. PacTBOpBI TOTOBUTH OCTOPOKHO, UCKITIOUasi KaKoe-I100 3arpsi3HEHuE.

4.5. Henp3st mpoBOoAuTh (EPMEHTHYIO PEAKIMI0O B MPUCYTCTBUM PEAKTUBHBIX MapoB (KUCIOTA,
I1EJI09b, ATBJIETUIBI) WITH MTBLUTH, KOTOPBIE MOTYT MTOBJIMSATH HA aKTHBHOCTH KOHBIOTATA.

4.6. JlabopaTopHas mocyaa IOJDKHA OBITh TIIATEIBHO MPOMBITA; MPEANOYTHUTEIHHO MPUMEHEHHE
MaTepraJioB 0THOPA30BOT0 HCIOIb30BAHMS.

4.7. depmeHTHAs peakuusi 0co00 YyBCTBUTENIbHA K HOHAM MeTauioB. Henmb3s nomyckaTh KOHTaKTa
METAJUINYECKUX MPEAMETOB C paCTBOPAMU KOHBIOraTa WM cyocTpara.

4.8. Heo0Ox011MMO HCII0NIb30BaTh YHCThIM HAKOHEUHHUK IS KaXI0r0 oOpasiia WM peareHra.




4.9. [IpoMbiBKa JYHOK - BaXHBIM OTall TMPOBEACHHUS aHAIM3a: HEOOXOAMMO COONIOAATh
PEKOMEHIOBAHHOE KOJIMYECTBO ITUKJIOB MPOMBIBKH U YOEIUTHCS, YTO JIYHKH MOJHOCTHIO 3aIlOTHSIOTCS
pactBopoM. He cienyer momyckarh ocTaTKa >KHIAKOCTH B JIYHKAaxX IOCIIe MPOMBIBKH. HempaBHIBHO
MIPOBEICHHBIN ATAN MPOMBIBKH MOXKET MIPUBECTH K HETOUYHBIM PE3YJIbTAaTaM.

4.10. Henp3s wWCmonb30BaTh OJHY M Ty JK€ BAHHOYKY JUIA BHECCHHMS KOHBIOrara H
TMB-CybctparHoro pacTBopa.

4.11. Heo6x0oaMMO HUCIIOIB30BaTh TOJBKO BaIUAMPOBAHHBIE 103aTOPBI K 000PYI0BaHHE.

4.12. Henb3s U3MEHSITH MPOLICAYPY MIPOBEICHUS aHAIIN3A.

4.13. Henp3s mojaBepraTth peareHThl BO3JACHCTBHIO BBICOKOW TEMIIEpPaTypbl WM IPSMOTrO
COJIHEYHOT'O CBETA.

5. MHcTpykuus mo 6e30nacHOCTH

5.1. Bce pearentsl HaOopa npeaHa3HAYEeHBI JJIs1 1a00paTOPHOUN TUATHOCTHKHU.

5.2. CbIBOPOTKM KpOBH 4YeNOBEKa, HCIIOJIb3yeMble NpPU TMPHUTOTOBICHUH KaauOpaTopoB U
KOHTPOJIbHOW CBIBOPOTKH, HE COJIEpkaT aHTUTeNa K BUpycy renatuta C, antutena k BUY-1,2, anturen
Bupyca renaruta B (HBsAg), p24 BUY-1 u anTuTena k Bo30yauTento cuduiuca.

5.3. B noMernieHny ¢ *MMYHOAMArHOCTUYECKUMU MaTepUaiaMU HeNb3sl YIOTPeOIATh MUILY, MUTh,
KYpHUTh, IPAMEHSATh KOCMETHKY.

5.4. Henp3si mUIIETUPOBATH PTOM.

5.5. Ilpu pabore ¢ wmccineayeMbiMu 0Opa3liaMd HEOOXOJUMO 0OpamaThCsi Kak ¢ TMOTEHIIUAIBHO
OMACHBIMH MaTepHallaMu, T.K. HU OJMH HW3BECTHBIH METOJ| TECTUPOBAHUS HE MOXKET TapaHTHPOBATh
OTCYTCTBHE WH(PEKITMOHHBIX areHTOB.

5.6. IIpu pabote ¢ 11006IM 000pYAOBaHHUEM, KOTOPOE KOHTAKTUPYET C UCCIEAYEMBIMU 00pa3liaMu U
peareHTaMu, He0OXOAMMO 00paIaThCs KaK ¢ MHPEKITMOHHBIMU MaTepUaTaMu.

5.7. Ilpu pabote ¢ HAOOPOM pEareHTOB W UCCIEIyeMbIMU 00pa3liaMd HEOOXOIMMO HCIOIb30BaTh
CTIELIO/ICKTY U OJJHOPA30BbIE MEPUYATKH, TIIATEIFHO IPOMBIBATH PYKH MOCIE PabOThHI ¢ HUMH.

5.8. HeoOxomumo m30erath pacruieCKHBaHHUS OOpaslloB WJIM PAacTBOPOB, COACPKAIIUX OOpa3Iibl.
IIpu pacruieckMBaHMM HEMEUIEHHO J1€3MH(QUIIMPOBATh IOBEPXHOCTH 3 % pacTBOpoM XjopamuHa b.

5.9. Heo6xoaumo mu3berats koHtakta TMB-CybOcTpatHoro pactBopa, CTON-peareHta ¢ Koked u
CIIM3UCTBHIMHU.

5.10. Ilocne mpoBeaeHus (EpMEHTHOM peakuu HEOOXOIUMO HEWTpanu30BaTh W/WIN
aBTOKJIAaBHPOBATH PACTBOPHI, OTXO/IbI HIIU JFOOBIEC KUKOCTH, COJepKAIIie OMOIOTHIeCKHe 00pasIibl, 10
cOpoca B KaHanu3anuio. TBepiable OTXO0Jbl (MCIOJIb30BaHHBIE TUIAHIIETHl, HAKOHEYHUKU K J103aTopam,
(dbnakoHbl, JabopaTopHas TOCYJa, OJHOPA30BbIe MEPYATKH W T.A.) JOJDKHBI OBITH 00€33apa’keHbl
norpyxeHuem B 6% pactBop nepekucu Bogopona ¢ 0,5% CHHTETHYECKOTO MOIOLIETO CPeACTBA HIIU
B 3% pactBop xyopamuHa b. JnuTenpHOCTh ne3uH(peknnu — He MeHee | 4. JomycTUMO NMpUMEHEHHe
JAPYTOro pa3pelieHHOro K MPUMEHEHHIO Je3UH(PHUIUPYIOIEro cpeacTBa. TBEPAbIE OTXO0/IbI TAKXKE CIETyeT
00e3BpexnBaTh aBTOKJIABUPOBAaHMEM B T€UEHHE Yaca IpH Temiieparype ot 124 no 128 °C nox naBieHuem
1,5 klc/em? (0,15 MITa). XKunakue oTxo/1bl (POMBIBOYHBIE BOJIBI) CIIEIYET 00€33apakuBaTh T00ABICHIEM
cyxoro xysopamuHa b u3 pacuera 30 /11 (ATUTETBHOCTH €3aKTUBALMN — HE MEHEe 2 4) WU KUIISTYCHUEM
B TeueHre 30 MUH, WJIM aBTOKJIABUPOBAHKMEM B TeueHue 1 4 nox nasieHuem 1,5 k[c/em? (0,15 MlIla) npu
temneparype ot 124 no 128 °C. UucTpymMeHTH M 00OpYyZOBaHUE O M Mocjie paboThl HEOOXOIMMO
npotupats 2 paza 70% STUIOBBIM CIUPTOM.

5.11. Xi Hexkoropsie pearentsl copepxkar 0,05% mpokmun 300. ITpokmua 300 0,05% -
pasapaxaroree BemecTso. MoKeT BbI3BaTh CCHCHOMIM3AIMIO NP KOHTAaKTe ¢ Kokei. ITpu KOHTaKTe ¢
KOKEH MTPOMBITH 00JIACTh KOHTAKTa OOJIBIINM KOJIMIECTBOM MbIJIa U BOJBI.

6. OGopyaoBaHue U MaTepHaJIbl, HEOOXOAMMBbIE MPH padoTe ¢ HaAbopoMm:
- CHEeKTpO(QOTOMETp BEPTUKAJIBHOIO CKAaHUPOBAHUS, IO3BOJIIOUIMA U3MEPATh  ONTHYECKYIO
IJIOTHOCTBH PACTBOpA B JIYHKaX IUIAHIIETa P JJIUHE BOJTHBI 450 HM;
- TEpMOCTaTUPYEMBIN IIECHKEp, MO3BOJAIOIINUNA IMPOU3BOAUTHL BCTPSAXUBAHUE CO CKOPOCTBIO
ot 500 10 800 06/muH mpu (37,0 + 0,5)°C;

- YCTpPOMCTBO AJI HPOMBIBaHMS IJIAHIIETOB (BOLUIED);
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- TepMocTaT aJis nHKyOaruu rpu Temmneparype (37,0 = 1,0)°C;

- J103aTOPBI MUIETOYHBIC TOJYyaBTOMATHYECKHE OJHOKAHAIBHBIE C M3MEHSEMBIM O00BEMOM OTOOpa
)kuakocreii: Ha 550 mxir; Ha 40-200 Mmxir; Ha 200-1000 Mxa; Ha 1000—-5000 MK ¢ HAKOHEYHUKAMHU;

- J103aTOp MUNETOYHBIN MOTYaBTOMATHYECKUN BOCHMUKAHAIBHBIN, MTO3BOJISIONINN OTOMPATh 00BEMBI
JkugkocTH 10 300 MKJI, ¢ HAKOHCUYHHKAMMU;

- nuuHAp MepHbIi (200 mi, 500 mi);

- crakaH cTekJstHHbINA (500 mi);

- BOJIa JUCTUJUIMPOBAHHAS,

- Oymara ¢uibTpoBajbHas Ja0OpaTOpHAas,

- TepyaTKU PE3UHOBBIC WU TUIACTUKOBBIE.

7. AHajauM3upyeMble 00pa3lbl CbIBOPOTOK KPOBH Ye10BeKa

JUis  MCKIIIOYEHHUs JIOKHBIX pPE3yJIbTaTOB  HeNb3sl TOJABEpPraTh HUCCIeayeMble  00pasIbl
TEPMOVMHAKTHUBUPOBAHHIO, HEOOXOIUMO OTOMpATh M XPaHUTh WX B YCJIOBHSIX, MPEIOTBPAMIAIONINX
OakTepuanbHbIi pocT. HemomycTumo rcrnonib3oBanue 00pasioB ¢ 100aBlIeHHEM a3u/ia HATpUsl B KAUECTBE
koHcepBaHTa! Kaxkaplii oOpasel ucciaenyemMoi ChIBOPOTKU CJIEAYeT OTOMpPaTh HOBBIM HAKOHEYHUKOM!
OTtoOpannbie 00pa3ibl XpaHUTh Mpu Temieparype ot 2 a0 8 °C He 6onee 3-x cyrok. bonee miaurensHoe
XpaHEHUE JOMYCTUMO Tpu Temneparype He Bbime MuHyc 20 °C (0Opa3ibl MOTYT MOJBEPrarbCs
3aMOpaKMBaHUIO U OTTaMBaHWIO He Oonee 1 pasza). Henb3s ucnonb3oBaTh 00paslbl ¢ OaKkTepHaTbHBIM
pPOCTOM, BBIPQXKEHHBIM T€MOJIM30M U runepiaunuaeMuei. O0pasibl CHIBOPOTKH KPOBH, COJAEpIKAIUE
arperatsl WId 0CaJIoK, HEOOXOAUMO OCBETINIATH LeHTpudyrupoBanuem npu 1000-2000 06/MuH B TeueHHe
15 mun npu Temnepatype ot 4 1o 8 °C.

8. IloaroroBKa peareHTOB /ISl AaHAJIHM3a

Ilepen ncnonbp3oBaHKUEM Bce peareHThl Habopa BelaepkaTh 30 MUH IPU KOMHATHON TeMIlepaTrype.

8.1. UmmyHocopOeHT. BHHMaHue: BO u30eKaHHe KOHJAEHCAUMM BJIATH BHYTPH JIYHOK
He00X0AUMO BbIAEP:KATH MMMYHOCOPOEHT NPHM KOMHATHOH TeMIlepaType B 3aKpPbITOM IakKeTe He
MeHee 30 MunyT!

BckpbiTh donbrupoBanHblil maker, orcTynuB 1,0 cM OT kpas naketa. BeIHYyTh U3 makeTa pamKy U
He00X0/IMMO€E KOJIMYECTBO CTPUIIOB, BCTABUTh CTPUIIBI B paMKY.

[Taker ¢ HENCIOJIB30BAHHBIMM CTPUIIAMU TIIATEIBHO FEPMETU3UPOBATH C MOMOILBIO CKPENKU JUIS
(dhonprUpoBaHHOTO MaKeTa (He yaamsis ocymuTens!). s aToro kpail makera cieayeT CBEpHYTh 2-3 pasza
U 3aKpenHTbh, HAJEB CBEPXY CKpenKy Juisl (OJIBTMpPOBAHHOrO makeTa. MM MOMECTUTh BCKPBITHIM
(OJIbrUPOBaHHBIN MTAKET C UMMYHOCOPOEHTOM B MOJIMATUIICHOBBIH MMAKET ¢ 3aMKOM.

8.2. [P - paboumii mnpombiBouHBI pacTBOp. Copepxumoe ¢uiakoHa ¢ KoHIeHTpatom [IP
TIIATENbHO Tiepemeriarh. st mpuroroBieHusi padoudero [P HeoOxoammoe KOMMYECTBO KOHIIEHTpaTa
IIPOMBIBOYHOTO pacTBOpa pa3BecTM B 25 pa3 BOAOH AMCTWIIMPOBaHHOM (Hampumep, k 10 ma
koHueHTpara [1P no6asuts 240 M Bozsl). [lonmydueHHbIN pacTBOpP THIATEIBHO MEPEMEILATh.

8.3. Konbrorar — roToB K NpUMEHEHUIO.

8.4. CrangapTHBIE KQTMOPOBOYHBIE TPOOKI - TOTOBBI K TPHUMEHEHHIO.

8.5. KonTponpHast cbIBOPOTKA - TOTOBA K PUMEHEHHIO.

8.6. TMB-Cy0GcTpaTHBbIif pacTBOp - TOTOB K IPUMEHEHHIO.

8.7. Cron-peareHT — roToB K IPUMEHEHHIO.

9. IIpoBenenue aHaau3a

9.1. CrangapTHble KanuOPOBOYHBIE TPOOBI M KOHTPOJIBbHYIO CBIBOPOTKY BHOCHUTH I10 25 MK B ABYX
noBTopax. Pekomenayercs octaButh 2 ayHku i usmepenust OI1 TMb-CyGcrpatHoro pactBopa.

B ocranbHble JyHKH B JBYX MOBTOpax BHECTH MO 25 MKJ HCCIIEAYEMBIX 0Opa3lOB CHIBOPOTOK
KpoBHu. Buumanue! Bpemst BHeceHus1 00pa3uoB He J0/1KHO npeBbimaTe 10 muH!

9.2. Bo Bce myHKH, KpoMme JIyHOK ¢ KoHTpojieM TMB-CyOcTtpaTHoro pactBopa, BHecTH 1o 100 Mk
KOHBIOTaTa, CTPUIIBI IJIAHIIETA 3aKPBITh KPBIIIKON HMJIU 3alIUTHOMN IJIEHKOM.

9.3. Bo3MOXHBI TpU NpOILEAyphl HHKYOAIUH TUIAHIIeTA:

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

[Tnanmer wHKyOupoBaTh 30 MHUHYT Ha TEPMOCTATHPYEMOM IIEHKepe NpU BCTPAXUBAHUU CO
ckopocthio ot 500 1o 800 06/MuH u Temneparype (37,0 = 0,5)°C.
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IIpouenypa 2 (repmocrar, (37,0 = 1,0)°C):

[Inanmer wHKyOMpoBaTh 60 MHUHYT BO BJIQKHOM KaMepe B TEPMOCTATe MPHU TEMIIEpaType
(37,0 £ 1,0)°C.

J51g co3anus BIaKHOW Kamephl TUIAHIIET 3aKPBhITh KPBILIIKOM, HA KOTOPYIO MOJIOXKUTh CMOYEHHYIO
BOJIOM (UIBTPOBaNbHYIO OyMary, IJIaHIIET NOMECTHTh B TOJMATHICHOBBIA TAKeT, IOCIE 4Yero Kpas
MakeTa 3aBepHYTh BHU3.

IIpouenypa 3 (koMHATHAsI TeMIIePaTypa):

[locne BHeceHWsI B JYHKM IUIaHIIETa OOpaslloB M KOHBIOTAaTa COACPKUMOE IepeMeaTh
aKKypaTHBIM IIOCTYKHBAaHUEM I10 KpasM IUIaHuIeTa B TeueHue 30 CeKyH]I, CTPUIIBI 3aKPBITh KPBIIIKON MU
3a0IMTHOM TUICHKOW M HMHKYOMpoBaTh B TeueHne 90 MHHYT 0pH KOMHATHOM TemIeparype
(3mecw 20-25 °C).

9.4. Tlo ucTedyeHUHM YKa3aHHOTO BPEMEHHU COAEPKUMOE JYHOK YAAJIWTh C TIOMOIIBIO BOIIEpa
(MM MHOTOKaHAJIbHOM MUIETKH) B EMKOCTb I cOOopa MH(UIMPOBAHHOTO MaTepuaa, UMMYHOCOPOEHT
npoMBITh 5 pa3 pabounm [P, 3amuBas ero mo kpaeB JiyHOK (He MeHee 300 MKJI B JIYHKY) H YyOauss
IIPOMBIBOUHBIA PACTBOP C MOMOLIbIO Bollepa (MM MHOTOKaHAJIbHOM MMIIETKH) B EMKOCTb JUIsl cOopa
MHOUIMPOBaHHOTO Marepuaia. [0 OKOHYaHWUM MPOMBIBKH TIIATENHFHO YJAIUTh OCTATKU JKUIKOCTH W3
JYHOK IOCTYKMBAaHHEM PAMKH CO CTPUIIAMH B IEPEBEPHYTOM IOJOKEHUU O (UIBTPOBAIBHOM Oymare.
He nonyckarh ocTaTka >KMJIKOCTH B JIYHKaX IJIaHILETA.

9.5. Bo Bce nyHku ormeiToro ruianuiera BHectd no 100 mxin TMB-Cy6GcerpartHoro pactBopa u
BbIIEPKATh [P KOMHATHOM TeMIlepaType B TEMHOTE:

IIpouenypa 1: 20-30 muH.

Ipouenypa 2: 20-30 muH.

IIpouenypa 3: 15-20 mum.

9.6. Peakunio OCTaHOBUTH J00aBICHHEM BO BCE JYHKM IUiaHmeTra nmo 150 MKy crom-peareHTa,
BCTPAXHYTh CTPUIIBI Ha ILIeiKepe B TedeHue 5-10 cekyHa U MpoBECTH ydeT pe3ysbTaToB. Bpems mexay
ocTaHOBKOH peakuuu u uzmepenueM Oll He noikHO npeBbiaTh 20 MUH.

9.7. CniexTpooTOMETPHYECKHIi KOHTPOJIb BHECEHHs] CHIBOPOTOK W PeareHToB MNpH
nocranoBke Tecr-cucrembl «/{C-UDA-IIpoaakTtun» Ha aBromarndeckux HDA-anaamsaropax.
KoHTposb BHeCEeHUS! KOHBIOraTa peKOMEHYeTcsl MPOBOUTH MpH JuinHax BosH 540 (550) HM, KpuTepuid:
OIT > 0,500.

10. Peructpanus pe3yJibTaTOB
Perucrpanuio pe3yabTaToB MPOBOAUTH CIIEKTPOPOTOMETPUUECKH NPU AJTUHE BOIHBI 450 HM.

11. Vu4er pe3yabTaToB

Peaknuio crenyer yuumThIBaTh, ecium cpenHee 3HaueHue OIl B JyHKax ¢ KOHTpOJieM
TMB-Cy0OcTpatHoro pactBopa - He 6omee 0,1.

Heo6xoauMo nocTpouts KamnOpoBoUHbIM rpaduk mno cpeaaum BenuunHam OIl «KamubpaTtopa 0»;
«Kamubparopa 1»; «Kammbpatopa 2»; «Kamubparopa 3»; «Kammbparopa 4», «Kammbpatopa 5». Ha
OnaHKe A MOCTPOEHHs KAIMOPOBOYHOM KPHBOHM MO ocu abcuucc X OTKIIAAbIBAIOT COOTBETCTBYIOIUE
3HA4YCHUsI KOHIICHTPAINH MTPOIAKTHHA, BEIpakeHHOW B MME/1, o ocu opauHaT Y OTKJIaIbIBAlOT CPEIHNE
3HayeHus: OII cTaHgapTHBIX KaauOpoBOUYHBIX MpoO. 110 MoTydeHHBIM TOYKAM CTPOAT KAIHOPOBOYHYIO
KPHUBYIO.

KoHTponbHast CBIBOPOTKA CIYKUT JJsl NPOBEPKHM TOYHOCTH M JOCTOBEPHOCTU PE3YJIbTATOB.
[TonmydyeHHbIE BENMWYMHBI KOHIIEHTPAIIMA TPOJAKTHHA B 00pa3lax CYHTaTh JOCTOBEPHBIMH, €CITH
BBIUUCIIEHHOE TIO0 KaJMOpPOBOYHOMY TpaduKy 3HAYCHHE KOHICHTPAIMK MPOJIAKTHHA B KOHTPOJIHHOM
o0pasiie oMaaaeT B Mpeiebl, yKa3aHHbIE Ha ATUKETKE (hIaKoHa.

s ob6pasua ¢ OII Bbime, yem B KanuOpoBouHOM mpoOe NoS, BblgaeTcs pe3ynbTar: OoJiblie
HomuHaimu «Kanmubpatopa 5» wmnm 3TOT oOpasen; AOKEH OBITh HPOTECTUPOBAH B pa3BEACHUU
(ma «Kammbpatope 0»). B cnyuae pasBemeHuss oOpaszia HEOOXOAMMO H3MEPEHHYIO KOHIICHTPAIIHIO
[TponakTrHa YMHOXHTB Ha (DAaKTOp pa3BeCHHUS.



12. OrpanuyeHus Tecra

12.1. Bce peareHThl HaOopa MpeaHa3HAYCHBI JJIS OMPEISICHUS MPOJAKTUHA B CHIBOPOTKE KPOBHU
yenoBeka. Habop He npeaHasHaueH s OMpeesieHus MPOoJIakTHHA B CIIOHE, IIa3Me U APYyrux oOpasiax
YeJI0BEYECKOT'0 MIIN )KUBOTHOTO TIPOUCXOXKICHHS.

12.2. HenpaBwibHOE oOpaiieHue ¢ oopa3iaMu U U3MEHEHHUE MTPOIIeAYPhl TeCTa MOTYT TOBJIHMAThH Ha
pe3yabTaTHhI.

12.3. lns pa3BeneHus OoOpas3lOB CHIBOPOTOK C BBICOKUM COJIEpP)KaHUEM MPOJAKTHHA CIEAyeT
ucnonb3oBath «KamuOpartop O». [lpumeHeHHE IPYrux pEareHTOB MOXET MPUBECTH K JIOKHBIM
pe3ynbTaTam.

12.4. 3axiroueHne O KIMHUYECKOM JIMarHO3€ HE MOXET OBITh OCHOBAaHO TOJBKO HAa pPE3yiIbTaTax
JAHHOTO TecTa. B JMarHOCTHYECKUX LENsAX pe3yibTaTbl JOKHBI 00s3aTeNbHO HCIOJIb30BaThCS B
COUYETAHWH C JPYTUMH JaHHBIMH: CHMITOMAaMH, OOIIEH KIMHUYECKOW KapTHUHOW, pe3ylibTaTaMu
UCCIIEIOBAHUS IPYTUMH TECTaMHU.

12.5. bepeMeHHOCTb, Ha3HAYECHHUE SCTPOTEHA, MOYEYHAs HEAOCTATOYHOCTh M TUIIOTUPEO3 MOTYT
BIIUSITH HA YPOBEHB IIPOJIAKTHHA.

12.6. Haiimune rerepoMIIbHBIX AHTUTEN Y MAlMEHTOB, WMCIOIIMX [0 C JKUBOTHBIMH WJIH
MOJIyYaBIIUX MOHOKIJIOHANBHBIE AaHTHUTENa B KauecTBE JIEYCHMs, MOXKET OKa3blBaTh BIUSHUE Ha
pe3yabTaThl UMMYHOJIOTHYECKUX TECTOB.

12.7. B Tect-cucteMax, OCHOBAHHBIX Ha OJHOCTAIMMHOM «COHIBHY» - BapuaHTe TBEpAO(ha3HOrO
MDA, npu BBICOKMX KOHIICHTPAIMSAX aHAJIWTA 3aBUCHMOCTh BEIMYMHBI ONTHYECKOH IUIOTHOCTH OT
KOHIIEHTPAIIMU CTAaHOBUTCS 00OPaTHO MPOMOPIHOHATIBHON  (XYyK-3((EeKT BHICOKMX KOHIIEHTpanuii). B atom
ciydae cienyet pasBectu oopasenr B 100 pa3 Kanubparopom 0 u mpoaHaim3anpoBaTh MOBTOPHO. M3MepeHHYI0
KOHIIGHTPALIMIO CIIEAyeT YMHOXUTh Ha Qakrop paszBeaeHus. B tect-cucreme «IC-UDA-IIponaktuny»
XyK-3QQeKT ObUT BBISBICH P KOHIEHTpauu npoiaktiHa 6onee 100000 MME/m.

12.8. Habop He mpenHa3HayeH JJIsl TECTUPOBAHUS 00Pa3LIOB CHIBOPOTOK KPOBH HOBOPOKICHHBIX.

13. YciaoBusi XpaHeHHs U IKCILIyaTaluu Habopa

13.1. HaGop peareHTOB [IOJDKEH XPAaHUTHCS B YIAKOBKE TPEANPHITUS-U3TOTOBUTENS TIPU
temneparype or 2 no 8 °C B 3alMILIEHHOM OT CBETa MECTE€ B TEUYEHUE BCEro cpoka rogHoctu. Cpok
rogHocTy Habopa — 18 mecsiieB.

13.2. 13.2. TpancnoptupoBaHue Habopa peareHTOB NMPOBOAUTH MpH Temmeparype oT 2 1o 8 °C.
JlonmycTUMO TpaHcnopTupoBaHue npu Temreparype oT 9 1o 20 °C ne 6onee 10 cyTok.

13.3. B cnyyae qpoOHOTO HCIIONB30BaHMsI KOMITIOHEHTH Ha0opa HEOOXOUMO XPaHHUTh CIIETYIOIIHM
obpa3zom:

- HNMMyHOCOpOEHT - makeT C HEUCIHOJb30BAHHBIMM CTPUIIAMM W CHJIMKarejieM TIIATeIbHO
repMeTn3npoBatk. Ilocie nepBoro BCKPHITHS MMakeTa UMMYHOCOPOEHT CTaOWJIeH Ha MPOTSHKEHUM CpOKa
roJHOCTH Habopa npu Temmeparype ot 2 1o 8 °C.

- IIP (xoHuentpar X 25) - mocie BCKpbITHS (pakoHa OCTaBIIMICS HEUCHOJIb30BaHHBIM [IP
(KoHILIEHTpAT X 25) XpaHUTh BO (UIAKOHE, IIJIOTHO 3aKPhITOM BUHTOBOM KPBILIKOM, HA MPOTSHKEHUH CPOKa
rOAHOCTH Habopa npu Temnepatype ot 2 110 8 °C;

- Pabounii mpOMBIBOYHBIN pacTBOp, MOATOTOBJIEHHBIN K HCIIOJIB30BAaHUIO, XPAaHUTh B YUCTOU MIJIOTHO
3aKpBITOM €MKOCTH B TeueHue 14 CyT mpu KOMHATHOW TemmepaType Wik 28 CyT NpH TeMmIepaType
or 2 no 8 °C.

- Kousplorar — mnocsne BCKpbITHS (IaKOHA OCTABIIMKCA HEHUCIIOJIb30BAHHBIM KOHBIOTAT XPAaHUTh BO
(1akoHe, TUIOTHO 3aKPBITOM BUHTOBOM KPBIIIKOH, Ha MPOTSDKEHUHM JBYX MECSIEB MpPU TeMIleparype
ot 2 °C no 8 °C.

- CranpnaptHble  KanuOpoBOUHbIE MpPOObI -  MOCNIe  BCKPBITHA  (JIakoHa  OCTaBIIMECH
HEHCIIOJIb30BaHHBIMU KaTMOPOBOYHBIE MPOOBI XPaHUTh BO (hIaKOHAX, MJIOTHO 3aKPHITHIX BHHTOBBIMHU
KPBIIIKaMH, Ha IPOTSKEHHUH JIBYX MecseB Ipu temneparype ot 2 °C no 8 °C.

- KonTponbHas CbhIBOpOTKa - TOCJI€ BCKPHITHS (DIAKOHOB OCTaBIIYIOCS HEHCIIOJIb30BaHHOMN
KOHTPOJIbHYIO CBIBOPOTKY XPaHHUTh BO ()JIAKOHE, IMJIOTHO 3aKPBITOM BUHTOBOM KPBIIIKOM, HA IPOTSKEHUN
JBYX Mecs1eB mpu temneparype ot 2 o 8 °C.



- TMB-CybcTpaTHbIii pacTBOp - TOCIIE BCKPBITHS (JIaKOHA OCTaBIIMKCA HEWCITOIh30BaHHBIM
TMB-Cy0cTpaTHblii  pacTBOp XpaHUTh BO (pIaKkoHE, IUIOTHO 3aKpHITOM BHMHTOBOM KpBIIIKOW, Ha
MPOTSHKEHUH ABYX MECSILEB Ipu Temmneparype ot 2 no 8 °C.

- Cron-peareHT — IMoOcjieé BCKpBITHS (hJIaKOHA OCTaBIIMICS HEHUCNONb30BaHHBIM CTOm-peareHT
XpaHHUTh BO (pJ1aKoHe, MIOTHO 3aKPHITOM BUHTOBOM KPBILIKOW, HA MPOTSDKEHHH CPOKa TOJHOCTH Habopa
npu temneparype ot 2 a0 8 °C.

13.4. Jlna nonmy4eHus: HaIe)KHBIX PE3YJIbTaTOB HEOOXOAUMO CTPOTo€ COOI0IEHIE HHCTPYKIIHH.

Peknamanuu Ha crnenuduueckue W (U3MUYECKHME CBOWCTBA Tperapara HalpaBisTh B aJpec
NPEANPUSITUSA-U3TOTOBUTEIS - 000 «Hay4HO-1IpOr3BOJCTBEHHOE oObeuHEeHNe
«/Inarnoctuueckue cucremsl» 603093, Poccusi, r. Hwxuuit Hosropoa, yn. S6noneBas, a. 22,
ten./dakc: (831) 434-86-83 nmu Tein.: (831) 434-97-12.

14. O0bsicHEeHHE CHMBOJIOB

EC Mapxkuposka (Esponeiickas aupexktuna 98/79/CE no in vitro
nuarHoctTuueckum MY)

|VD Tonpko 1151 JTabopaTOpHOTO HUCIONIb30BaHu (in vitro diagnostic)

[TponsBoauTenb

R E F KaTanoxHs1ii HomMep

KonunuectBo OHpCI[CJ'ICHI/Iﬁ

LOT Howmep naptuu (cepun)

+8C
. /ﬂ/ TemmepaTypHbIe NpeIebl XpaHEHUs
g Cpok roTHOCTH AaTa/MecsI/Toa
EXP.
DE CMOTpUTE UHCTPYKIUIO TIO TPUMEHEHHIO
x CoaepxuT pazapakaroliee BemecTBO
Xi
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