HAYY4HO-NPON3BOACTBEHHOE OBbEAWHEHMWE
N~ JHAWATHOCTUMYECKWE CUCTEMHDbI

o
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NUHCTPYKIMUSA
110 MPUMEHEHHUI0 HA00pa peareHToB
«1C-UDPA-Tupoua-Tupeorso0yaun»
Tecr-cucteMa nMMyHOGQEepMEHTHAA IS KOJTUYECTBEHHOI 0 ONpe/e/IeHUus
THPEOrJa00yJIMHA

1. Ha3nayenme

1.1.  HaGop pearentoB «JIC-MDA-Tupoun-TupeornoOyann» npeaHa3HaueH
JUIsL  KOJIMYECTBEHHOTO oOIlpeAesieHus coaepxanus tupeorsiooynuna (TT) B
CBIBOPOTKE KPOBH Y€JIOBEKa METO/IOM UMMyHO(pepMenTHoro aHanmusa (MDA).

1.2. TupeornoOynuH — 00JIBIION HOAUPOBAHHBIN, TJIMKO3UIMPOBAHHBIN OEIOK
C MOJIEKYJIIpHOM Maccour 660 k/la, mpoayuupyercs KIETKaMHd IUTOBUIHOU
xese3bl. Ha ero moBepXHOCTH NMPOUCXOAUT CUHTE3 FOPMOHOB TPUHUOJITHPOHUHA
(T3) u Tupokcuna (T4). TupeornoOymun — ¢dopmMa XpaHCHUS THUPEOUTHBIX
TOPMOHOB BO BHEKJIETOYHOM KOJUIOWJIE IIMTOBUIHOM Xkemne3bl. Y 75% 310pOBBIX
monen 4dacte TIT u3 IUTOBUIOHOW >KEJIE3bl NOCTYIIAET B KPOBb. Y HacCeJCHUs
PErMOHOB, UCIBITHIBAIOIIMX AePUUUT iona, cpennuit ypoBeHb TI' moBbiieH. B
CBsi3M C 3TUM ¢ 1994 roma AaHHBIM TOKa3aTedb MCHOIB3YETCA KaK OJUH U3
UHJUKATOPOB 300HOU 3HAeMUHU. Bbicokas koHueHtpauus TI' B CBIBOPOTKE KpOBU
ONpeNEeseTCs NPU MHOTHX 3a00JIEBaHUSAX IIUTOBUIHOM >KEJE3bl: THUIEPTUPEO3,
TUpPEOUaNT, TudPepeHIIMpOBaHHAS KapIIMHOMA IIIUTOBUIHON KEJIE3hI.

Ouenka ypoBHs TI' Cy’>KUT OCHOBHBIM KPUTEPHUEM BEACHHUS U MOKU3HEHHOTO
HaOIr0/1IeHUsT OOJIbHBIX, ONMEPUPOBAHHBIX MO MOBOAY paka IIMTOBUIHOW KEJE3bI.
[Tocne npoBeaeHUs TUPOUIIKTOMUU MPOUCXOIUT OBICTPOE CHUIKEHHUE COJICPIKAHUS
TT'. ITocnenyrouiee HapacTaHUE KOHLUEHTPALIMKA 3TOr0 MapKepa B CbIBOPOTKE KPOBHU
CBUJIETEILCTBYET O peuuauBe 3aboineBanus. TectupoBanue Ha TI' HeoOXoauMo
TaKXe Ul NIPaBUWIbHOW TUATHOCTUKH U JICUEHUS TUIIOTUPE03a HOBOPOKICHHBIX.

B HekoTophix 00pa3nax ChIBOPOTOK MPUCYTCTBYIOT UUPKYJIUPYIOIIUE
anturena kK TI. Hamnume ayToaHTUTEN NPUBOJUT K JOKHOOTPULATEIBHBIM
pe3ynbratam 1ipu onpenesnieHun TI. llosTomy mnapauienbHO C  OLIEHKOU
coaepxkanusi TI' oOpa3ubl CHIBOPOTOK HEOOXOIMMO TECTUPOBATh Ha HAJIMYME
AHTUTEN K HEMY.
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1.3. HaGop paccunTan Ha nmpoBeAcHUE aHanu3a B Ayonukarax 40 HeM3BECTHBIX
npo0, ogHa MpoOa KOHTPOJIBHON CHIBOPOTKH, IIECTh CTAHJAPTHBIX KATUOPOBOYHBIX
po6 u ojHa TIpoba i onpenesneHus ontuyeckoit miiotHoctd TMb-CybcTtpaTHoro
pacTBopa IMpu OJHOBPEMEHHOM HCIIOJIB30BAaHUU BCEX CTPHIIOB IIJIAHIIETa (BCETO
96 omnpeneneHuii).

B ciyuae npoOHOro nmnpuMeHeHHss Habopa HEO0OXOauMO 00s3aTelIbHOE
WCIIOJIb30BaHNUE BCEX CTAHIAPTHHIX KAJIMOPOBOUYHBIX TPOO.

2. XapakTepuUCTHKA HaOopa

2.1. IlpuHUOMI Kl CTBHUSA.

B natope «1C-UDA-Tupoun-TupeorinoOyaun» NPUMEHEH «COHABUY»-BAPUAHT
tBepaodaznoro MDA, J{nsg peanvsanyul €ro MCIOJIb30BaHbI JIBA MOHOKJIOHAJIBHBIX
aHTUTENA C Pa3HOM CHEIM(PUIHOCTHIO K JIBYM JJOMEHAM MOJIEKYJIbI TUPEOrIo0yIMHa:
NepBbIE aHTHUTEJIa HMMMOOWIN30BaHbI Ha TBEpHOM (Qa3e, BTOpbIE (MEUEHHBIC
NEPOKCUIAa30i XpeHa) BXOAST B COCTaB KOHbIOrata. B iyHkax, mpu 1o0aBiIeHUH
UCCIIelyeMOro 00pasila U KOHbIorata antu-T1-mepokcuaasa, BO BpeMsl MHKYyOaIuu
OJTHOBpEMEHHO MpoucxoauT ummoomwmmanus TI', comepxaiierocs B UCCIETyeMOM
oOpasiie, ¥ CBSI3bIBAHUE €r0 ¢ KOHbIOratoM. Kolm4ecTBO CBSI3aBLIErOCsl KOHbIOraTa
PSIMO PONOPIUOHATIBHO KOJIMYECTBY TUPEOTIO0YIMHA B UCCIIEAYEMOM 00pasLie.

Bo Bpems nnkyOanuu ¢ TMb npoucxoaut okpainimBaHue pacTBOpa B JIyHKaXx.
CreneHb OKpacku MOpsIMO MOPONMOPUHUOHAIBHA  KOHUEHTPALIMU  CBA3AHHOIO
KoHbrOrara aHtu-TI-mepokcumasza. Ilociie u3MepeHHs ONTUYECKOM IIJIOTHOCTU
pacTBopa B JIyHKaXx Ha OCHOBaHUHU KaJdMOPOBOYHOTO rpaduka pacCUUTHIBAETCS
koHIeHTpalus TI' B uccieayembix mpooax.

2.2. CoctaB Ha0Oopa pearenToB «IC-UDA-Tupoua-Tupeoraodyann»

Taomumna 1

XapaKTepI/ICTI/IKI/I pearcHToB CDopMa BBIITYCKa

NMMyHOCOPOEHT - TUTAHIIET TMOJUCTHPOJIOBBIN pa30oopHbIi (12 cTpUmnoB mo
8 JIyHOK KaX1blil, pa300pHOCTh 10 | JyHKH) C KIMMOOWIM30BaHHBIMU Ha | .
BHYTPEHHEN MOBEPXHOCTH JTYHOK MOHOKJIOHAJIbHBIMU aHTUTENaMu K TT'.
Konstorar - MoHOKIOHanmpHbIE aHTUTEna K TI dYenoBeka, MeEUEHHBIC
nepokcuaa3oit xpena. Ilpo3paunas unu onanecuupyomas po3oBoro 1Bera 1 pnakon
KHUIKOCTh. B kauectBe koHcepBaHTOB conepxkuT: 0,1% mpoxmun 300, 12,0 M
0,004% rentamuinHa cynabdar.

Kamu6parop 0, Kamubpatop 1, Kamubparop 2, Kammbpatop 3,
Kanu6parop 4, Kanmubparop 5 — crangapTHble KaJIUOPOBOYHBIE MPOOHI,
aTTECTOBAHHbBIC MO CePTUPUIUPOBAHHOMY pedepeHcHOMy Matepuainy TI

6 (1akoHOB
CRM 457 BCR (bproccens), comepxamue u3BecTHOEe KonudecTBo TT. Hq()) 0.5 M
[Ipo3paunble WM CIIETKAa ONAJECUUPYIOLIME CBETIO-KEITOrO LBETA :
. (Kama6parop 0
KUJIKOCTU. 3HadyeHWs KoHIeHTpauud TI' B kKaimmOpoBOYHBIX TMpoOax — 2,0 M)

yKa3aHbl Ha 3TUKETKaX (DJJAKOHOB M B AaHAJIMTHYECKOM TAcIOPTe KauecTRa.
B  kawectBe koHcepBaHTOB  coxepxkar: 0,1%  mpoxmun 300,
0,004% renramunuHa cynbdar, 0,1% deno.
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KoHTposnbHas ChIBOPOTKA - CHIBOPOTKA C HM3BECTHBIM cojepxkanuem TT.
[Ipo3paunas wiM clerka onajeclUpyIomas CBETIO-KEJITOro IBeTa
KUAKOCTb. 3HadueHWe KoHueHTpauuu TI' B CBIBOPOTKE YyKa3aHO Ha 1 dhnakon
ATUKETKE ()JIaKOHA U B AHAJIUTUYECKOM MacIopTe KayecTBa. 0,5 mn
B  kauwectBe koHcepBaHTOB  comepxut: 0,1%  mpoxmuua 300,
0,004% renramununHa cynbdar, 0,1% denon.

I[IP (xoHueHTpaT X 25) — MPOMBIBOYHBIA PACTBOP, KOHIEHTpAT.

1 pnakon
[Ipo3paunass uiau cierka omnajecuupyomas, OecIBETHAas WU CBETJIO- 500 a1
KENTOTO LBETA HKUIKOCTb. ’
. 1 pnakon
TMB-Cy06cTpatHblit pacTBOp - po3payuHas OECIIBETHAS KUAKOCTb. l%f) 0 Mt
2
Cron-pearent/0,2M - cepHas kuciota B KoHueHTpaiuu 0,2 Moib/m. 1 gaxon
[Ipo3paunast GecriBeTHAsI JKUAKOCTb. 25,0 M
bnank 115 moctpoeHust KanuOPOBOYHON KPUBOM | .
WNHcTpyKiust 1o NpUMEHEHUIO0 1 mT.

JIOTIOTHUTEILHO B KOMITJIEKT ITOCTAaBKH MOTYT OBITh BKJIFOUCHBI:

— KpBIIIKA K TMOJUCTHPOJIOBBIM 96-TyHOUYHBIM IUJIAHIIETAaM WM 3alUTHas
ieHka a1 MDA 1miaHmeTos;

—  OJIHOPA30BbI€ HAKOHCUYHUKU;

— IUIACTUKOBBIC BAHHOYKH JIJISI KUJIKUX PEArcHTOB;

— IUIACTHUKOBAs CKpemKa JjIsl 3aKpbIBAaHMS MMaKeTa ¢ UMMYHOCOPOEHTOM WU
MMOJIMATUJIICHOBBIN ITAKET C 3aMKOM.

3. AHaJIMTH4YeCKHe U JUATHOCTHYECKHE XapaKTePUCTUKU Hadopa
3.1. UyBCTBUTEIBHOCT. MuHumanibHasi ~ JIOCTOBEPHO  ompejessieMast
KOHILIEHTpaLUs TUPEOTJIO0YJIMHA B CBIBOPOTKE KPOBH cocTaBisieT 1,5 Hr/mut.
3.2. Cnenuduynocts. g ompeaeneHus KpOCC-pPEaKTUBHOCTH B 0Opaszerl
CBIBOPOTKM C U3BECTHOM KoHIeHTparued TI mobaBisiiim Kpocc-peareHTh,
yKa3aHHbIEC B TabyuIiie 2.

Ta0muna 2
Kpocc-pearenr Kpocc-peakTtuBHOCTB, %
TUPEOTIO0YIINH 100
TPUHOATUPOHUH 0.007
TUPOKCHH 0.248

3.3. Koabdunment  Bapumauum  pe3yJabTaTOB  ONPEACIICHUS  YPOBHS
TUpeOorao0yIruHa B OJHOM M TOM e 00pasiie He npeBsbiiaet 8%.

3.4. JlunelHOCTh. 3aBHCUMOCTb KOHIGHTparuu TI wHMeeT JIUHECHHBIN
XapakTep B Jvana3oHe KOHIIEHTpalui KanuOpoBO4YHBIX MPoO Nel—Ne5. 3HaueHue
«JIMHEMHOCTW» JOJDKHO HaxoauThes B npenenax oT 90 mo 110%.

3.5. TounocTh. J[aHHBIN aHATUTUYECKUN IMapaMeTp MPOBEPSETCS TECTOM Ha
«oTkpsiTUe» TI' — cOOTBETCTBHE M3MEPEHHOM KOHUEHTpauu T1°, mpeanucaHHon B
poOe, MOTYUYCHHOM MyTeM CMEIIMBAHUSI PaBHBIX 00bEMOB KAIIMOPOBOYHON MPOOBI
Ned4 u xoHTpOIBHON ChIBOPOTKH. [IponieHT oTkphiTHS cocTaBisieT oT 90 no 110%.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



3.6. Kimmanueckas mnpoBepka. Konnenrpamuio TIT u3Mmepsin B CBHIBOPOTKE
KpoBH, B3siTON y 350 3m0poBbIX dtoaeit B Bo3pacte ot 21 no 40 ner. 3mepenHas
KOHIICHTpallUsl He MpeBbIaia 67,8 HIr/MIL.

3.7. PexoMeHyeTCs B KaXI0W J1abopaTopuu TPU HCIOIB30BaHUU Habopa
YTOYHUTh 3HAYEHUs KOHLIEHTpauuud TI, COOTBETCTBYIOIIHE HOPMAaJIbHBIM
3HAYEHUSM JJIs1 KOHKPETHON TEPPUTOPHH.

4. Mepbl IpeI0CTOPOKHOCTH

JIoCTOBEpHOCTh ~ PE3YyJbTATOB 3aBUCUT OT MPABHJIBHOTO  BBIMOJHEHUS
CJICIYIOIIUX TTPaBUJI JIAOOPATOPHOM MPAKTUKHU:

4.1. IlocranoBky M®A cneayeT OpoBOAWTh B MOMEIIEHUM C KOMHATHOM
Temriepatypoii ot 18 g0 24 °C.

4.2. Henb3s WCMONB30BaTh pPEAreHTbl W3 HAa0OpPOB pa3HbIX CEpPUM WU
CMEUIMBATh UX MPU IPUTOTOBIECHUU PACTBOPOB, KPOME:

— Hecnierduueckux komnoneHToB (1P (konnentpar x 25), TMb-CyOcTtpaTHblit
pactBop, CTom-peareHT), KOTOpbIE B3aMMO3aMEHSEMbl BO BceX Habopax JuIs
UCCIIENOBAaHMsI TOPMOHOB M OHKOMapkepos, mnpomsBoactea OO0  «HIIO
«/lnarnoctudeckue CUCTEMbD».

4.3. Henb3sl HMCHOJIB30BAaTh PEAreHThl IOCIE HCTEUEHHUS CpOKa TOIHOCTH,
YKa3aHHOTO Ha yIaKOBKE.

4.4. PacTBOPBI TOTOBUTH OCTOPOKHO, UCKITIOYAsl KaKoe-JI00 3arpsi3sHEHUE.

4.5. Henb3s npoBOauTh (DEPMEHTHYIO PEAKIIMIO B MPUCYTCTBUU PEAKTUBHBIX
napoB (KHUCIIOTa, IIEJI0Yb, albJACTH/Ibl) WM MbUIM, KOTOPbIE MOTYT IOBIHUSTH Ha
aKTUBHOCTbh KOHBIOTATOB.

4.6. JlabopatopHas  mocyaa  JOJDKHA  ObITh  TINATEJIBHO  TIPOMBITA;
MPEANOYTUTEIHLHO MPUMEHEHNE MaTePUAIOB OJTHOPA30BOT0 HCTIOJIb30BAHUSI.

4.7. ®epMeHTHasE peakuus O0co00 YyBCTBUTEIbHA K HOHAaM METaJUIOB.
Henp3st pomyckaTh KOHTAaKTa METAUIMYECKHUX TMPEAMETOB €  PacTBOpPAMHU
KOHBIOTATOB WJIU CyOCTpara.

4.8. Heo0x0oauMO HCIIOIB30BaTh YHCTHIM HAKOHEYHHUK JISI KaXKJI0ro oOpasia
WM peareHTa.

4.9. ITpoMbIBKa JIYHOK - BaXKHBIM ATam MPOBEJCHUS aHAIU3a: HEOOXOIUMO
COOJII0/IaTh PEKOMEHIOBAHHOE KOJIMYECTBO ITUKIIOB MPOMBIBKU U yOEIUTHCS, UTO
JYHKH TIOJTHOCTBIO 3aIlOJHSIOTCS pacTBOpoM. He criemyer momyckaTh ocTaTka
KUJKOCTH B JIyHKax IIOCJ€ MpPOMBIBKM. HenpaBuiabHO MNpPOBENECHHBIM H3Tam
MIPOMBIBKUA MOXET MIPUBECTU K HETOUHBIM pPe3yybTaTaM.

4.10. Henb3s wucnonb3oBath OAHY U Ty K€ BAHHOUYKY I BHECCHUS
koHbtorata 1 TMb-Cy0GcTpaTHOro pactBopa.

4.11. Heo0xoauMO HCMOJIB30BaTh TOJLKO BaJIUJIUPOBAHHBIC J03aTOPHI U
00opyI0BaHUE.

4.12. Henb3s U3MEHSATH MPOIEAYPY MPOBEICHUS aHAIIN3A.

4.13. Henb3s noaBepratb peareHThl BO3ACHCTBUIO BBICOKOW TeMIIEpaTyphl
WJIM IPSIMOTO COJIHEYHOI'O CBETA.
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5. HHcTpyKnus mo 6€30MacHOCTH

5.1. Bce pearenTsl Habopa MpeaHa3HAYCHBI JIJIs Ja00paTOPHOU TUAarHOCTHUKH.

5.2. ChIBOPOTKM KpOBH 4YEJIOBEKA, WCIOJb3yeMble TMpU MPUTOTOBICHUU
KOHTpOIBHOM CHIBOPOTKH, OBLIM MPOTECTUPOBAHBI U OIPEACIICHbI HEPEAKTUBHBIMU B
OTHOIIIEHUHU aHTUreHa Bupyca renatuta B (HBsAg), anturen k Bupycy renatuta C,
antuten kK BUY-1,2 u anturena p24 BUY-1.

5.3. B momenieHun ¢ HWMMYHOJUMArHOCTUYECKMMH MaTepHallaMH HEJb3s
yHOOTPEOJISITh MUY, TUTh, KYpPUTh, IPUMEHSITH KOCMETHUKY.

5.4. Henb3st NUNETUPOBATH PTOM.

5.5. Ilpu pabote ¢ uccieayemMpIMu o0pas3aMu He0O0X0IMMO 00paIaThCs KaK ¢
NOTEHIMAIBHO OMAacCHbBIMU MaTepuajaMu, T.K. HH OJUH H3BECTHBIM METOJ
TECTUPOBAHUS HE MOXKET TAPAHTUPOBATh OTCYTCTBUE MH(PEKIIMOHHBIX ar€HTOB.

5.6. Ilpu pabore ¢ m0OOBIM 000pPYyAOBAaHUEM, KOTOPOE KOHTAKTUPYET C
uccieyeMbIME  oOpas3iiaMu, HeoO0XOauMO oOpamaTbCsl Kak ¢ MOTEHIIMAIbHO
OMACHBIMU MaTepHaIaMHU.

5.7. Ilpu pabore c HAOOPOM pEareHTOB M UCCIEAYEMbIMH OOpa3laMu
HEO0OXOJMMO HCIOJIb30BaTh CIEHOACKAY W OJHOPA30BBIC IMEPYATKU, TIHIATEIHHO
IPOMBIBATh PYKH MOCIe PabOThI C HUMHU.

5.8. HeoOxoaumo wu30erath pacruieCKUBaHWs OOpas3loB WU PacTBOPOB,
comepxamux o0pasupl. [lpu pacmiieckuBaHMM HEMENJIEHHO Ae3WMH(ULIHUPOBATH
MOBEPXHOCTh 3% pacTBOpoM xJjiopamuHa b.

5.9. HeoO6xomumo  m3b6erath koHTakta TMB-CyOcTpaTtHoro pacTtBopa,
CTOI-pEareHTa ¢ KOXeH U CIU3UCThIMU.

5.10. Ilocne npoBenenusi pepMEHTHON peakui HEOOXOIUMO HENTPAIU30BaATh
W/WIA aBTOKJIABUPOBATh PACTBOPBI, OTXOJbI WJIM JIOOBIE MKUIAKOCTH, COICpIKAIINe
ouosormueckie oOpasibl  J0 cOpoca B KaHaIu3aluioo. TBepable  OTXOJIbI
(MCTIOJIb30BAHHBIE TUTAHIIETHl, HAKOHEUHUKH K J03aTopaM, (prakoHbl, JaboparopHas
MOCYy/1a, OJTHOPA30BbIC TIEPUYATKU U T.JI.) JOJDKHBI OBITH 00€33apaKeHbl MOrPYKEHUEM
B 6% pactBop nepekucu Boaopoaa ¢ 0,5% CHHTETHYECKOTO MOIOIIETO CPE/ICTBA WU
B 3% pactBop xjopamuHa b. [InurensHocTh ne3uHdexnuun — HE MeHee 1 u.
Jomyctrumo OPUMEHEHUE  JIPYroro pa3pereHHOro K  IPUMEHEHHUIO
NEe3UHGUITUPYIONIETO cpelcTBa. TBEPIBIE OTXOMBI TAKXKE CIEAyeT O00E3BPEKHUBATH
aBTOKJIAaBUPOBAHUEM B TEUYEHHME Yaca Ipu Ttemreparype ot 124 pgo 128 °C mop
masnennem 1,5 k['c/em” (0,15 MITa). Kunkue 0TX0mbI (IPOMBIBOYHBIE BOJI) CIICLYET
o0e33apakuBaTh Jo00OaBieHMEM cyxoro xJyopamumHa b wu3 pacuera 30 1/n
(ITUTENBHOCTD AC3UH(EKIIMY — HE MEHee 2 4) WM KurssueHueM B TeueHue 30 MuH,
VI aBTOKJIABMPOBAHHEM B TeueHue 1 1 o masienueM 1,5 k['c/em? (0,15 MITa) npu
temriepatype oT 124 no 128 °C. MHCTpyMeHTHI U 000py0BaHHUE JI0 U MOCiE PadOThI
HEO0X0AMMO NIPOTUPATh 2 paza 70% 3TUIOBBIM CTUPTOM.

5.11. >x. Hexotopsle pearentsl coxaepxkar 0,1% npoxmun  300.
[Tpoxmun 300 0,1% - pazapaxatomiee BemecTBO. MOXKET BbI3BaTh CEHCUOMITU3ALINIO
pU KOHTakTe ¢ Kokeil. [Ipu KOHTakTe ¢ KOXKEW MPOMBITH O0JACTh KOHTAKTa
OOJIBIIMM KOJMYECTBOM MbLIa U BOJIBI.
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6. OOopynoBaHue U MATEPUAJIbI, HEO0X0IMMbIE IPH padoTe ¢ HAGOPOM:

— cnekTpoOTOMETP BEPTUKAIBHOTO CKAHUPOBAHUS, MTO3BOJISIONINNA U3MEPSIThH
ONTHYECKYIO TUIOTHOCTh PACTBOpA B JIYHKaX IUIAHIIIETa TIPH JIJTHHE BOJTHBI 450 HM;

— TEPMOCTATUPYEMBIN IIECUKEP, IMO3BOJISIIOIIAN MTPOU3BOAUTH BCTPSIXUBAHUE
co ckopocthio oT 500 1o 800 06/mun npu temmeparype (37,0 = 0,5) °C;

—  YCTpOWCTBO JJIsl HPOMBIBAHUSI TUIAHIIETOB (BOILLEP);

— 703aTOphl  MHUIETOYHBIE  TOJIyaBTOMAaTHYECKHE  OJHOKAHAIBHBIE  C
U3MEHSEeMBbIM 00BEeMOM oOTOOpa >kuakocted: Ha 5-50 Mk, Ha 40-200 MK,
Ha 200—-1000 mx; Ha 1000-5000 MKJI ¢ HAKOHEUHUKAMH;

—  03aTop MMUTICTOYHBIN MOJIyaBTOMAaTHUYECKU  BOCHBMHUKAHAIBHBIM,
MO3BOJISIONINN OTOMpPATh 00BEeMBI )KUIKOCTH 10 300 MK, ¢ HAKOHEYHUKAMHU;

— 1uuiuHap MepHbii (200 mut, 500 mun);

— crakaH crekiasHab (500 mu);

— BOJIa JUCTWIJIMPOBAHHAS;

— Oywmara GuIbTpoBaIbHas JJabopaTOpHas;

— TIepYaTKH PE3WHOBBIC WIIH TIACTUKOBBIE.

/. AHajau3upyemMble 00pa3ubl CbLIBOPOTOK KPOBH 4YeJI0OBeKAa

JInst UCKITIOYEHUS! JIOKHBIX PE3YJIbTaTOB HENb3 TMOJBEPIraTh HCCIEAYEMbIE
00pa3ilbl TEPMOMHAKTUBUPOBAHHIO, HEOOXOIUMO OTOUPATh U XPAaHUTh UX B YCIOBUSIX,
npeoTBpaIIaomnX 0akTepuanbHbii poct. HegomycTuMo ucnosib3oBanue 00pas3non
c no0aBJjieHMeM a3Waa HaTpusi B KauyecTBe KoHcepBaHTa! Kaxneiii oOpazen
UCCIIEAYEMOUN CBIBOPOTKU CIIEAYET OTOMpaThb HOBBIM HakoHEUHUMKOM! OTOOpaHHBIE
oOpasiibl XpaHuTh mpu Temneparype oT 2 a0 8 °C He Oomee 3-x cyTtok. boinee
JUIMTEIIbHOE XPAHEHHUE I0OIYCTUMO IpH Temiieparype He Bbliie Munyc 20 °C (00pa3iibl
MOTYT TOJABEPrarbCs 3aMOPAKMBAHUIO U OTTaMBaHWIO He Oosiee 1 paza). Henb3ss
UCTOJIB30BaTh 00pa3ilbl C OAKTEPUAIBHBIM POCTOM, BBIPAKEHHBIM T'€MOJIH30M H
runiepnuaeMueid. O0pasiibl CEBIBOPOTKUA KPOBHU, COJIEPIKAIINE arperaThl WM OCAJIOK,
HeoOxomuMo ocBeTATh HeHTpudyrupoBanueM npu 1000-2000 o6/MuH B TedeHHE
15 mun ipu Temneparype ot 4 o 8 °C.

8. IloaroroBka peareHTOB JJIfl AaHAJIU3A

[lepen wucnonb3oBaHMEM BCE peareHThl Habopa BbAepkath 30 MuH npu
KOMHATHOM TEMIIEpaType.

8.1. UmmyHocopOeHT. BHMMaHue: B0 u30exkaHMe KOHJAEHCAIlUM BJIATH
BHYTPH JIYHOK He00XOAMMO BbIJ€pP:KaTbh HMMYHOCOPOEHT NPU KOMHATHOM
TeMIepaType B 3aKpPbITOM nakere He MeHee 30 MuHYT!

BcekpeiTh QosibrupoBanHbiil naket, oTcTynuB 1,0 cM oT kpast nakera. BeiHyTh
U3 MMaKeTa paMKy U HEOOXOUMOE KOJIMYECTBO CTPUIIOB, BCTABUTH CTPUIIBI B PAMKY.

[lakeT ¢ HEUCHOJIB30BAHHBIMU CTPUIIAMH TIHIATENIBHO TE€PMETU3UPOBATH C
MOMOILBIO CKPENKHU 1711 (POJILFUPOBAHHOIO TakeTa (He yaaisas ocymutens!). s
ATOr0 Kpau IaKeTa CIEeAyeT CBEPHYTh 2-3 pa3a W 3aKpElHTh, HAIEB CBEPXY CKPEMKY
111 (POJIBTUPOBAHHOTO MakeTa. M moMecTUTh BCKPBITHIN (DOJIBIMPOBAHHBIN MAKET C
UMMYHOCOPOEHTOM B MOJIMITUIICHOBBIN MAKET C 3aMKOM.
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8.2. TIP - pabGoumnii npoMbIBOUYHBIM pacTBOp. Coaepxkumoe (rakoHa ¢
koHluieHTparoM [IP TmarensHo nepememars. s mpuroroBinenus padouero [P
HEO0OXOJMMOE KOJUYECTBO KOHIIEHTPAaTa MPOMBIBOYHOTO pacTBOpa pa3BECTH B
25 pa3 BoJoM AUCTUILUIMpOoBaHHOM (Hampumep, K 10 M koHuentpara [P no6aBuTh
240 mi1 Bozibl). [TomyueHHBIM pacTBOP TIIATEIBHO IEPEMEIIATD.

8.3. Konbrorar — roToB K IpUMEHEHHUIO.

8.4. CranjapTHbie KaTMOPOBOYHBIE MPOOBI - TOTOBBI K MPUMEHEHHUIO.

8.5. KonTposbsHas CBIBOPOTKA - TOTOBA K MPUMEHEHHUIO.

8.6. TMb-CyOcTpaTHBIii pacTBOp - TOTOB K PUMEHEHHUIO.

8.7. Cton-peareHT — rOTOB K PUMEHEHHUIO.

9. IIpoBenenue anaau3a

9.1. CrangapTHbie KaaMOpPOBOYHBIE MPOOBI K KOHTPOJIBHYIO CBHIBOPOTKY
BHOCUTh 10 50 MKJ B JBYX MOBTOpax. PekomeHIyeTcsi OCTaBUTh 2 JIYHKH IS
uzmepenust OIl TMb-CybcTpatHoro pactBopa.

B ocranbhpie ayHKM BHEeCTH MO 50 MKJ HCCIEAYyEMBIX OOpasIoB CHIBOPOTOK
KpoBU B nyoOnukatax. BHumanume! Bpemsi BHeceHHsI 00pa3loB He T0JI2KHO
npeBbimaTh 10 MuUHyT!

9.2. Bo Bce yHKH, KpoMe JIyHOK ¢ KoHTposiem TMB-CybctpaTtHoro pactBopa,
BHecTH 10 100 MKI KOHBIOraTa, CTPUIIBI IUIAHIIETA 3aKPBITh KPBIIIKOW WU
3allIUTHOM IUICHKOM M MHKyOMpoBaTh 60 MunyT nipu Temnepatrype (37,0 £ 0,5) °C
Ha IIeiikepe mpHu BCTpsXUBaHUU cO cKOpocThio oT 500 g0 800 06/MuH.

9.3. Ilo ucreyeHMM YyKa3aHHOIO BPEMEHU COJEPKUMOE JYHOK YAQIUTH C
MOMOIIbIO BoIlepa (MM MHOTOKAHAJIBHOM THUIETKH) B EMKOCTH s cOopa
WHOUIIMPOBAHHOTO Marepuajga, UMMYHOCOPOEGHT MpOMBITH 5 pa3 pabouum IIP,
3aJIMBasi €ro 10 Kpaes JIyHOK (He MeHee 300 MKII B JIYHKY) U yJausisi IPOMBIBOUYHbBIN
pacTBOp ¢ MOMOIIbIO Bouliepa (WM MHOTOKAaHAJIbHON MUNETKH) B €MKOCTbH IS
coopa uHpuIUpoBaHHOTO Marepuana. [lo OKOHYAaHWUM TPOMBIBKU TINATEIHHO
YAAIUTh OCTATKU YXKUJKOCTU M3 JYHOK MOCTYKMBAHMEM PaMKH CO CTpUIIaMHU B
NEePEBEPHYTOM MOJOKEHUU O (PuiIbTpoBaibHOM Oymare. He gomyckaTh ocTaTka
KUJKOCTU B TyHKaX IJIaHIIETA.

9.4. Bo Bce JYHKHM OTMBITOrO IUIaHIIETa HeMeajeHHO BHectu mo 100 mki
TMB-Cy06ctpatHoro pactBopa u Bbiaepkath oT 20 1o 30 MMH B TEMHOTE MIpH
KOMHATHOM TEMITEpaTypeE.

9.5. Peaknuto ocTaHOBUTH J100aBIEHWEM BO BCE JIYHKH MuiaHimera mo 150 Mk
CTOII-peareHTa, BCTPSIXHYTh CTPHUIBI Ha Ieikepe B TeueHue 5-10 cexyHa u
MPOBECTU YYET PE3yJbTaTOB. BpeMs Mexay OCTaHOBKOW peakluu U U3MEPEHUEM
OII He nomxHO npeBbIaTh 20 MUH.

9.6.CnexkTpodoTomMeTpryecKHii  KOHTPOJIb BHECEHHSI CHIBOPOTOK U
peareHTOB NpH NocraHoBKe TecT-cucremMbl «/IC-UDA-Tupoua-Tupeorio0yamn»
Ha aBromarnuecknx MWdA-anaim3zaropax. KoHTpoilb BHeceHUsI KOHBIOrara
PEKOMEHTyeTCsl MPOBOIUTH MpH THAX BOIH 540 (550) um, kputepuii: OI1 > 0,500.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



10. PerucrTpauus pe3yjbTaTOB
Perucrpanuio pe3ynabTaToB MPOBOJHUTH CIEKTPOGOTOMETPUUYECKU TMPU JJIUHE
BOJIHBI 450 HM.

11. Y4ert pe3yabTaToB

Peakiuto cienyer y4uThiBaTh, eciu cpenHee 3HadeHue OIl B syHkax c
koHTposeM TMb-CybctparHoro pactBopa - He 6osnee 0,1.

Heob6xoaumMo mOCTpOUTh KaaMOPOBOUHBIM Tpaduk MO CPeAHUM BEIUYMHAM
OIl «Kanubparopa 0»; «Kamubpatopa 1»; «Kanubpartopa 2»; «Kanubparopa 3»;
«Kanmubparopa 4»; «Kanmubparopa 5». Ha 6ianke a1 mocTpoeHus: KaauOpoBOYHOM
KpuBOi 1o ocu abcuucc X OTKIAABIBAIOT COOTBETCTBYIOIIME 3HAYCHUS
KoHreHTpanuu TI', BBIpa)X€HHOM B HI/MJI, IO OCH OpAWHAT Y OTKJIAJbIBAIOT
cpennue 3Hauenuss OIl cranmapTHbIX KanuOpoBouHbIX Mpo6. [lo momydeHHBIM
TOYKAM CTPOSIT KaJIUOPOBOYHYIO KPUBYIO.

KoHTposbHAasT CHIBOPOTKA CIYKHUT ISl MPOBEPKU TOUYHOCTU M JIOCTOBEPHOCTH
pesynbraTtoB. IlomyueHnHnele BenmuuuHbl KoHIeHTpanuii TIT B oOpasimax cuumTaTh
JIOCTOBEPHBIMH, €CJIM BBIYUCIECHHOE IO KaauOpPOBOYHOMY TpaduKy 3HaueHUE
koHieHTpanuu TI' B KOHTpOJBbHOM 00paslie IMoMajaaeT B Mpejeibl, yKa3aHHbIC Ha
TUKETKE (hJIaKOHa.

12. OrpanuyeHus Tecrta

12.1. Bce  pearentsl = Habopa  MpeJHA3HAYEHbl  JJISI  OMNpPEHCIICHUS
tupeornodynuna (TI') B ceiBopoTKe kpoBH yenoBeka. Habop He npenHasHadyeH st
onpenenenuss tupeornodynmuna (TI) B chmrioHe, 1azMe W Jpyrux oOpasiax
YEJI0BEYECKOT 0 MJIM KUBOTHOTO ITPOUCXOXKICHUS.

12.2. HenpaBuiabHOe oOpalieHue ¢ oopa3liaMu 1 U3MEHEHUE MPOLEAYPhI TECTa
MOTYT MOBJUSTH HA PE3YJIbTATHI.

12.3. Jlnsi pa3BeneHus oOpasIoB CHIBOPOTOK C BBICOKHM COJACpP>KaHHEM
TupeornoOynuHa cieayer ucnoib3oBaTh TobKo «Kamubpatop O». Ilpumenenue
JIPYTUX PEAr€HTOB MOXKET MPUBECTH K JIOKHBIM PE3YJIbTATAM.

12.4. 3axnoyeHue O KJIMHUYECKOM JUarHo3e HE MOXET OBITh OCHOBAaHO
TOJIKO Ha  pe3yJbTarax JaHHOro Tecta. JIoOoi nabopaTopHbI pe3ynbTar
SIBJISIETCS TOJILKO YaCThIO OOIIEH KIIMHUYECKON KapTHUHBI Mal[UEHTA.

12.5. Habop He mpenHa3HayeH JjIsl TECTUPOBaHUSI 00pPa3IlOB CHIBOPOTOK KPOBU
HOBOPOXK/ICHHBIX.

13. YciaoBusi XxpaHeHHsl U IKCILIyaTalluu Hadopa
13.1. Habop peareHTOB MAOJKEH XPaHUTHCS B YIAKOBKE MPEATPUSITHS-
W3TOTOBUTEINS MpU TemnepaTrype oT 2 10 8 °C B 3alIMIIEHHOM OT CBETa MECTE B
TE€UEHHE BCero cpoka rogHocTu. Cpok rognocty Hadbopa — 18 mecsiies.
13.2. TpancniopTupoBaHue Habopa peareHTOB MPOBOIUTH MPU TEMIIEPATYPE OT
2 no 8 °C. JlonmyctuMo TpaHCIOpTHUpoBaHue npu temneparype ot 9 no 20 °C ne
oonee 10 cyToxk.
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13.3. B caydae npoOHOTO HCIOIH30BaHMUS KOMIIOHEHTHI Habopa HEOOXOIUMO
XPaHUTD CICIYIOIIMM 00pa3oM:

— HWMMyHOCOpOGHT — TakeT C HEUCNOJIb30BAHHBIMU  CTpUIAMU U
CHWJIMKAarejeM TIIATeIbHO TepMeTU3upoBath. [lociae mepBOro BCKPBITHUS IMaKeTa
UMMYHOCOPOEHT CTaOuJ€H Ha TNPOTSKEHUM CpOKa TOJHOCTU Habopa Ipu
temneparype ot 2 1o 8 °C.

— IIP - mocine BCKpbITHA (PJIaKOHA OCTABLIMHCSA  HEUCIIOJIb30BAHHBIM
[1P (koHIIEHTpaT X 25) XpaHUTh BO (pJIAKOHE, TUNIOTHO 3aKPHITOM BUHTOBOW KPBILIKOH,
Ha MPOTSHKEHUHU CpOKa TOTHOCTH Habopa mpu Temmeparype ot 2 jo 8 °C.

— PaOouuii mpOMBIBOYHBIM PacTBOp, MOJTOTOBJIEHHBIM K HCIIOJIb30BaHUIO,
XPaHUTh B YUCTOM IJIOTHO 3aKPBITOM €MKOCTH B T€YeHUE 14 CyT. Mpu KOMHATHOU
TeMmneparype wim 28 cyT. npu temneparype ot 2 10 8 °C.

— Kownbroratr — mocie BCKPBHITHS (pIaKOHA OCTABIIMIICS HEUCIIOJIH30BAHHBIM
KOHBIOTAT XPaHUTh BO (PJIaKOHE, IJIOTHO 3aKPHITOM BHHTOBOM KpBIIIKOW, Ha
IPOTSKEHUH JIBYX MECSALIEB ITpU Temneparype ot 2 a0 8 °C.

— CraHgapTHele KaJaMOpOBOYHBIE MPOOBI - TOCIE BCKPHITUA (Pr1akoHa
OCTAaBIIIMECS] HEUCIIOIb30BAHHBIMU KaJTUOPOBOYHBIE MPOOBI XpaHUThH BO (hJIaKOHAX,
IUIOTHO 3aKPBITBIX BUHTOBBIMHU KPBIIIKAMH, HA MPOTSHKEHUM JBYX MECSIEB IPH
temneparype ot 2 1o 8 °C.

— KouTponbHast CBIBOPOTKA - TOCJE€ BCKPBITHUA (PIAKOHOB OCTaBIIYIOCS
HEHUCIIOJIb30BAHHOW KOHTPOJIBHYIO CBIBOPOTKY XpaHWUTh BO (IakoHE, TIIJIOTHO
3aKpPBHITOM BUHTOBOM KPBIIIKOM, HAa MPOTSKEHUU NIBYX MECSLEB IPHU TEMIIEpaType
ot 2 1o 8 °C.

— TMBb-CyOcTpaTHblil pacTBOp - MHOCIE BCKPBHITHS ()JIaKOHAa OCTaBIIUKCS
Heucnonb3oBaHHbIM TMbB-CyOcTpaTtHbiii pacTBOp XpaHUTh BO (DJIaKOHE, IMJIOTHO
3aKPBITOM BUHTOBOM KPBIIIKOW, HAa MPOTSKEHUU JIBYX MECSIEB MPHU TEMIIEpaType
ot 2 o 8 °C.

— Crom-peareHT — mocie BCKPBITH (hJIaKOHA OCTaBIINIICS HEUCIIONB30BAHHBIM
Cron-peareHT XpaHuTh BO (hJIaKoHE, IJIOTHO 3aKPHITOM BHUHTOBOW KpBIIIKOW, Ha
NPOTSHKEHUH CPOKA TOJJHOCTH Habopa npu Temneparype ot 2 1o 8 °C.

13.4. Jlns  moitydeHHs HAJEKHBIX PE3yJIbTaTOB HEOOXOIUMO CTPOTOE
COOJIFOICHNE UHCTPYKIIUH.

Pexnamann Ha crienuduyaeckue v puznyueckre CBOWCTBA Mpernapara HarpaBysTh
B aapec npeanpustus-uzrorosurens - OO0 «Hayuno-npons3BoACTBEHHOE
o0benuHenne «Jluarnocruueckue cuctembl» 603093, Poccust, r. Huxuuii HoBropog,

yi1. SIononeBas, 1. 22, ten./dakc: (831) 434-86-83 wmm ten.: (831) 434-97-12.
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14. O0bsicHeHHe CUMBOJIOB

q3

EC Mapkuposka (EBpomneiickas mupexktuBa 98/79/CE mo in vitro
JrarHocTudeckuM MY)

IVD

Tonbko 1151 TabopaTOPHOTO MCTOJIb30BaHUs (in vitro diagnostic)

[IpousBoautenn

REF

KaranoxHb1ii HOMED

KonnuecTBo onpeneneHuin

LOT

Howmep maptuu (cepun)

>

+8°C

+2°C

.k\g

TemnepaTypHbI€ MPEIEIIbl XPaHCHUS

Cpok rogHOCTH J1aTa/Mec1l/To

CMOTpHTE HHCTPYKIUIO 110 IPUMEHEHUIO

CollepKuT pazapaxkaromiee BeiecTBO
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JonosanutenbHas uadopmanus B coorserctBun ¢ FOCT P 51088-2013

o «HabGop mpennasHaueH s TPO(PECCHOHATHLHOTO HCIONB30BAHUSA B
KJIIMHUYECKOW 1a00paTOpPHON JAMArHOCTUKE CIEHHATBHO OOYYEHHBIM MEPCOHAIOM.
[Ipu pabore ¢ Habopom pearentoB cieayer codmogate ['OCT P 52905-2007
«JIaboparopuu MmenunuHckue. TpeboBaHUs K 0€30MaCHOCTI».

o «Pearenthl Habopa He cojJepkKaT BpEIHBIX BEHIECTB B OIMACHBIX
KOHIIEHTPALMSIX, 32 HCKIIOYEHHEM pEareHToB, OO0O3HAYCHHBIX CHMBOJIOM
«Buumanuey. [lpu momaganuu Ha KOXKY WM CIU3UCTHIE HEMEUICHHO MPOMBITH
OOJBIITUM KOJMYECTBOM BOJIBI.

e Pacumdposka cumBosioB o I'OCT P 15223-1-2014 «3aenmust METUIIUHCKUE.
CuMBOJIBI, TPUMEHSIEMbIE ITPU MAPKUPOBAHUK HA MEJIUIIUHCKUX U3ACTHUSIX, ITUKETKAX
U B COMPOBOAUTENHHON TOKyMeHTanuu. Yacts 1. Obmme TpedoBaHus .

&I — Hata uzrorosiierus (YYYY-MM), cumBoi 5.1.3;

g — Cpok romHocTu (Hata HMCTEUEHHs] CpoOKa TOAHOCTH B Qopmare
YYYY-MM-DD), cumBou 5.1.4 (B3aMeH CHMBOJIa g EXP.);

e .

.T%'-E — He nmonmyckaTh BO3AEUCTBUSA COJTHEYHOTO CBETA, CUMBOJ 5.3.2;

T — Bepeus ot Biaru, cumsoin 5.3.4;
A — Buumanue, cumBoi 5.4.4;

x . — CozepxuT pasapaaioliee BeIecTBO (CUMBOJI UCKJTIOUECH).
I

11 127-2019-09-16-016
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