Bepcusa 1-2021

2021 r.

[0 NpUMeHeHHI0 Habopa peareHToB [ ONpe/ie/ieHUs] KOHLEHTPALHMH XOJIeCTepHHa JIMIOMPOTEUI0B
BBEICOKO# MIIOTHOCTH B CBIBOPOTKE (I1a3Me) KPOBH SH3UMATHIECKUM KOTOPHMETPHYECKUM METOZI0M
¢ UMMYHOUHrHOHpoBaHueM, Oe3 ocaxIeHHs

«HDL-XOJIECTEPUH-BUTAJI»,
TV 21.20.23-107-94568735-2021

1. HABHAYEHMUE U OBJIACTh IPUMEHEHHUSA

1.1. HaGop peareHTOB Ans onpeaeieHus KOHUEHTPALKH X0NeCTEPHUHA JIUITONPOTEHIOB BEICOKO
TUIOTHOCTH B CBHIBOPOTKE (Tfla3Me) KpPOBHM SH3MMATMYECKMM KOJIODMMETPHYECKHM METOJIOM C
UMMYHOMHTHOUpoBaHueM, 6e3 ocaxjaeHus «HDL-XOJIECTEPUH-BUTAJl» (panee mo Tekcry -
Habop) npenHa3HadeH U1 KOJIMYECTBEHHOIO  OMNpEAe/]eHMs  KOHLEHTpPalUWH  XOJlECTEpHUHa
JMIONIPOTEU OB BhIcOKOM mmotHocTH (HDL-Xxonectepun) B CHIBOpOTKE (IU1a3mMe) KPOBH UYENOBEKa B
KMUHW4Ieckoit nabopaTopHoM [OHAarHOCTHKE, KIMHWYECKOM MeaulMHe, MEIWLMHCKOW OHOXMMHHM MU
Hay4HO-HcecIen0BaTeIbekol npaktuke. Habop npeanaszHayeH pis nabopatopHoi in vitro JUarHOCTHKH
W JO/DKEH MNPUMEHATHCS CIEeUMaTIucTaMy, HMMEIOMMH HeoOxoauMyro KeanuduKalUio B JaHHOH
obmacTH B COOTBETCTBMM ¢ TpeOOBaHUSMM JOKYMEHTOB, pEraMEHTHPYIOMIMX [AEATENBHOCTh
nabopatopuu.

1.2. TlokasaHus K MCONB30BAHMIO Habopa — onpeneneHue KoHuenTpauuu HDL-xonecrepuHa B
CHLIBOpPOTKE (I71a3Me) KPOBM YeJIoBeKa Ul OLEHKH JIMMUAHOro npoduis opraHu3Ma yelloBeKa, PUCKOB
pasBUTUSA aTepockiaepo3a W JApyrux 3a0oneBaHUM CepAeYHO-COCYAMCTOM CHCTEMBI, KOHTPOIIA
TUTOIMITHAEMUYECKON Tepariy, IMarHoCTHKH U KOHTPOJIA Tepaniy 3aboneBaHnit NeyeHu.

1.3. HaGop MOXeET GBITH MCTIONBE30BAH 71 MCCIENOBaHMsS BCEX IPYII HaceseHus Ge3 rpajaluu
10 AeMorpadMuecKoMy HITH MOMY/IALMOHHOMY MpH3HaKY. [IpoTHBONOKa3aHUH He UMEET.

1.4, Ilenesoit anamur. Jlunonporeuasl Beicokoit miotHocty (HDL) mnpeacrapnsior coboit
KOMITIEKC Oe/TKOB (arounonpoTerHoR A) u TUnuIoB (dochomunuaos, XonecTepuHa 1 ero 3(pHpoB) U
ofecreynBaOT TPAHCIOPT XOJNECTEpHHA OT KISTOK NepUdepHYEecKHX OpraHoB B II€4YeHb, TIE
MeTaboM3UPYIOTCST M SKCKpeTHpyroTes ¢ kenueto. Kpome HDL (anTHateporeHHON JNTHMHIHON
bpakuuu), B nepudepHuecKod KpPOBH Ccojepikarcs Junonporenasl Hu3ko# riotHoctd (LDL,
aTeporeHHas JIMnuaHas Gpakius), JTUIONPOTEN bl IPOMEKYTOUHOH TuioTHOCTH (IDL), muMmonpoTenasl
oueHb HU3KO# rmoTHoCeTH (VLDL) ¥ XUITOMHKPOHEL.

Huzkuit  ypoens HDL-xonectepuHa SBIAETCA [POTHOCTHYECKHM KPUTEPHUEM PasBUTHsA
zaboNieBaHUl  CepleyHO-COCYIMCTOW  cHUCTeMBl  (aTepocknepo3,  runeproHudeckas  Ooe3Hb,
uimeMudeckas OonesHb cepaia, WHGapKT MUOKapja), MOBPEXAEHHH COCYHOB TIOJIOBHOTO MO3ra
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(uHCynbT), novek (HedpOTHYECKHI CHHOpOM), HaGMIOZAeTCs MpHM HapyLICHUAX JTHMHAHOTO oOMeHa
(cemelinas runepnunuaeMus), caxapHom quadere. '

[loBeimennslit ypoBens HDL-xonecteprna oOBIMHO KOPpEIHPYET €O CHHIKEHMEM pHCKa
Cep/IeuHO-COCYAUCTLIX 3a0oneBanuii, HaOmogaeTcs npu 3aboneBaHusIX NMeUeHU (LMPPO3, XPOHUUECKHUI
renaTuT, aJKOroJI|3M).

1.5. BapuaHTbl UCTIONIHEHU:

Kommnekr 1:

- peareHT 1 — | dnaxon (45 mn),

- peareHt 2 — 1 dnakon (15 mm).

Kommnekr 2:

- peareHT | — 2 dnakona (1o 45 mi),

- peareHT 2 — 2 dnakoHa (mo 15 mum),

Kommnekr 3:

- peareHT 1 — 1 daaxon (45 min),

- peareHt 2 — | dnaxoH (15 mn),

- kanubpatop — 1 dnakoH.

Komnnexr 4:

- peareHT 1 — 2 duiakona (o 45 mi),

- peareHT 2 — 2 daxona (rmo 15 mi),

- kanubpatop — 1 drakoH.

Kommnexr 5:

- pearenT 1 — 2 daaxona (mo 40 m),

- peareHT 2 — 2 duiakoHa (no 14,5 M),

- kanubpatop — 1 duakoH.

Kommnekr 6:

- pearent 1 — 2 dnakoHna (no 40 mi),

- peareHT 2 — 2 dhnakoHa (ro 14,5 mi).

Komrmexr 7:

- peareHT 1 — 4 dnaxona (o 20 mi),

- peareHT 2 — 4 ¢nakona (no 7 mia),

- kanubpatop — | drakoH.

Komruiekr 8:-

- peareHT | —4 dnakona (no 20 mmn),

- peareHT 2 + 4 (naxkoHa (1o 7 mi).

Kommnekr 9:

- peareHT 1 — 3 dnakona (no 50 m),

- pearent 2 — 3 dnakona (ro 18 mi),

- kanuGpatop — 1*(rakoH.

Kommekr 10:

- peareHT 1 — 3 dnakona (o 50 mu),

- peareHT 2 — 3 dutakona (no 18 mu).

Komnnektl1:

- peareHT | — 2 ¢nakona (1o 64 mi),

- peareHT 2 — 2 (nakoHa (no 23 mi),

- kanubpatop — 1 duiakoH.

Komnnexr 12:

- pearenT 1 — 2 dnakona (1o 64 min),

- peareHT 2 — 2 cnakona (o 23 mu).
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Kommnnekr 13:

- pearent 1 — 1 dnakon (40 mn),

- peareHt 2 — 1 dnakon (14 mn).

Kommnexr 14:

- peareHT 1 — 3 dnakona (mo 16 min),

- peareHt 2 — | dnakosn (16 mu).

Kommnekr 15:

- peareHt | — 4 dnakona (rmo 45 mn),

- peareHT 2 — 2 dnakoHa (o 30 mur).

BapuaHThl HCNIOTHEHUA paccuUTaHbl® Ha:

Kommnext 1 — 100 onpenenenuii,

Kommnekt 2 — 200 onpenencHui,

Kommnext 3 — 100 onpenenexui,

Kommnext 4 — 200 onpeneneHui,

Komrmnext 5 — 280 onpeneneHuii,

Kommuiekr 6 — 280 onpenenenui,

Komrutekr 7 — 360 onpeneneHui,

Kowmmekt 8 — 360 onpeneneHui,

Komnnekr 9 — 510 onpenenenuit,

Kowmmiekr 10 — 510 onpenenenui,

Komnnekt 11 — 670 onpenenenui,

Komnnext 12 — 670 onpenenenuii,

Komrmutekr 13 — 140 onpenenenui,

Komnnekr 14 — 165 onpenenexui,

Komruekr 15 — 620 onpepeneHuit.

*B 3aBUCMMOCTH OT MapamMeTpoB s BBOJA, YKA3aHHBIX B PYKOBOJCTBE IOJB30BATENs JUls

aHanmu3aropa.

2. IPUHIIUII PABOTBI

AHTHTENA MPOTHB P-ITHUNONMPOTEHAOB YEIOBEKa, BXOIILIKE B COCTAB peareHTa 1, CBA3BIBAIOT BCE
¢dpakumu nunonportenior, kpome HDL. OGpazoBaBuuniics MMMYHHBIH KOMIJIEKC He B3auMoJieicTByeT
C XOJIECTePHUHICTEPa30H M XONEeCTePUHOKCHIA30M, BXOMSAIIMMHU B cocTaB peareHTta 2. Ilpu rumponuse
HDL-xonecrepuna xonectepuHacTepa3oil obpasyercsi cBOOOAHBIH XONECTEPHH, KOTOPBIA OKUCISETCS
KHUCJIOPOJAOM BO3/lyXa I10J JCHCTBHEM XOJISCTEPUHOKCHIA3bl ¢ 00pa3oBaHUEM 3KBUMOISAPHOTO
KONIM4YecTBa Iepekucu Bojopoja. [lox JelCTBHEM NEPOKCHAA3bl TMEPEKUCh BOJAOPOJAA OKHUCIAET
XpOMOTeHHEIN cyOcTpar ¢ o0pazoBaHHMeM OKpAIeHHOro MPOAYKTA, ONTHYecKas IIOTHOCTh KOTOPOro
usMmepseTcst GoToMeTpuueckd mpu AnuHax BoaH 578 (570-600) / 700 M. Konuentparus HDL-
XO0NecTepuHa B aHanu3upyeMmeix ofpasinax npsaMo MpONOpUUOHATRHA BeTMYMHE ONTHYECKOH
MJIOTHOCTH. ' :

3. COCTAB

- peareHT | — Oydep, comepxammii ackopbarokcuiasy, He meHee 2,7 E/Mn; nepokcuaasy, He
menee 2,4 E/MI, KO3bM aHTHTENa K YEJIOBEUECKOMY [B-JHUIONPOTEUHY, HE MeHee 7 MI/I; TOTOB K
UCIOJIBE30BAHUIO:

- komraekt 1 - 1 grakon (45 mn),

- KOMIUIEKT 2 - 2 ¢nakona (ro 45 mi),

- KOMITIeKT 3 - 1 dmakon (45 M),

- KoMIiekT 4 - 2 ¢axona (110 45 M),

- KOMIIEKT 5 - 2 ¢nakoHa (o 40 mi),

- kKomrekT 6 - 2 ¢nakona (o 40 M), ;

- KOMILEKT 7 - 4 dnakona (rno 20 mi),

- KOMTUTeKT 8 - 4 dhmakoHa (mo 20 M),
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- KomIuiekT 9 - 3 dnakona (o 50 mn),

- komruiekT 10 - 3 dnakona (o 50 mu),

- komruiekt 11 - 2 dnakona (o 64 mi),

- KOMIUIeKT 12 - 2 dakona (1o 64 min),

- kommiekT 13 - 1 dnakon (40 mn),

- KOMITIeKT 14 - 3 dutakona (no 16 mun),

- KOMITIEKT 15 - 4 dnakona (o 45 mu).

- peareHt 2 — Oydep, copep:Kalluii XonecTepUHOKCHIa3ly, B auanasone 18-22 E/mu;
XONecCTepUHICTEpasy, B quanasone 2,6-5,0 E/mMit; roTOB K HCIIOIB30BAHUIO!

- koMmekt | - 1 cnakon (15 min),

- KOMILIEKT 2 - 2 ¢aakona (o 15 mu),

- koMmIutekt 3 - 1 dumakoH (15 min),

- KOMIUIEKT 4 - 2 diaxoHna (1o 15 m),

- KOMIUIeKT 5 - 2 dnakoHa (ro 14,5 mn),

- KOMIIIEKT 6 - 2 pakona (o 14,5 mn),

- KOMIUIeKT 7 - 4 dnakoHa (rno 7 mn),

- KOMILIEKT 8 - 4 dprakoHa (1o 7 mi),

- KoMIIexT 9 - 3 ¢nakona (ro 18 mi),

- koMmrutext 10 - 3 ¢akona (o 18 mn),

- kKoMrexT 11 - 2 dmakona (o 23 mi),

- koMrnexT 12 - 2 ¢nakona (o 23 mn),

- koMrekT 13 - 1 dmakon (14 mn),

- koMrnexT 14 - 1 ¢gnakon (16 mn),

- koMInexT 15 - 2 ¢gnakona (ro 30 mn).

- kanubparop — xanubpopounsid ofpasen HDL-xonectepiHa Ha OCHOBE CBIBODOTKH KPOBU
YeJI0BEKa, THODUIN3NPOBAHHBIH, colepsKalluil mocne pacTBopeHus B 3,0 M1 AUCTUNNHPOBAHHON BOJEI
HDL-xonectepun, TO4HAas KOHLUEHTPALMs KOTOPOrO yKa3aHa B rnacropte Ha Habop M Ha ITHKETKE
dnakona; arrectoBad o NIST SRM 1951b «Lipids in Frozen Human Serumpy:

- kommnexts 3-5,7,9, 11 - 1 dnakoHn.

B coctaB kommnektoB 1, 2, 6, 8, 10, 12-15 naGopa kanubpatop He Bxoaut. [Ipu mocTaHOBKe
aHajnu3a Moryr ObITb MCIONb30BaHbl KamuOpaTopel, aTTeCTOBRAHHBIE MJaHHBIM METOOOM U
3apErHCTPHPOBAHHBIE B YCTAHOBIEHHOM TOPSAKE.

[Ipumeuanue:

1. KoMNOHEHTB! CBIBOPOTKM KPOBH 4HE€JIOBEKAa, BXOMSIIME B cOcTaB Kanubparopa, SBISKOTCS
MPOAYKTOM INIy6OKOH nepepaboTKH KPOBH 4YeIOBeKa, WHAKTHMBUPOBAHHOM M TPOTECTUPOBAHHOW Ha
orcytcTBue anTUTeN kK BUY 1,2, Bupycy renatura C u HBsAg.

2, MaTtepualiel )KHBOTHOTO MPOHCXOXKICHHUS, BXOAAIINE B COCTAB PEArcHTOB, HE IPEJCTaBIIAIOT
OTIACHOCTH [IJIs1 YeNIOBEKA.

3. Merponoruyeckas ImpociexuBaeMocTs KanubpaTtopa, BXoasllero B cocrtaB Habopa,
NPOM3BOJMTCA ¢ HUCMONB30BaHHEeM cTraHzapTHoro marepuana NIST SRM 1951b «Lipids in Frozen
Human Serum», koTopelil sBnAeTcs MeXIYHapOAHO NMpPHU3HAHHBEIM KanubpaTtopoM. MeTponoruyeckas
NPOCNEKUBAEMOCTE  KanuOpaTtopa OCYIIECTBISETCS ITyTeM BBINOJHEHHs [POTOKOJA [epeHoca
KanuOpoBku 1o craHzaptHomy Matepuany NIST SRM 1951b «Lipids in Frozen Human Serum» ¢
LE/BIO MPUITKCEIBAHKSA LIEIEBOTNO 3HAUEHUA KaluOpaTopy, BXOAALLIEMY B cocTaB Habopa.

4. AHAJIMTHYECKHUE U TUATHOCTUYECKHUE XAPAKTEPUCTHKHA
Jlunelinas obnactsb onpeaeneHus — B nuanazone 0,026-4,66 mmons/n (1,0-180,2 mr/mn).
YyscTeutensHocTs — 0,026 mmone/n (1,0 mr/ ).

Koadduuuenr sapuanuu — He Gonee 5 %.
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Ananutuyeckas criellupuyHocTs Habopa: TaKue NOTEHLUHATBHO HHTSPPEPUPYIOLIHE BEIIECTRA,
KaK remornoGWH [0 KOHUEHTpaLUMM S I/, TpUrIMUepwel 0 KoHueHTpauuu 11,4 mmone/n,
OunupyOuH 10 KOHLIEHTpaUUH 855 MKMOTIE/TT ¥ 00uMit 6ok 10 KoHueHTparmu 130 1/ He BIHAIOT HA
MpaBUIILHOCTE onpeaenenus KonueHnTpauun HDL-xonectepuna.

KauectBo Habopa MOKeT MNpOBepAThCS II0 KOHTPONBHEIM MaTepHanaM, aTTeCTOBaHHBIM
JAHHBIM METOAOM U 3apErHCTPUPOBAHHEIM B YCTAHOBIEHHOM IMOPSIKE.

Hopmanbuele BenuuuHbl KoHUeHTpauuu HDL-xonecteprHa B ChIBOPOTKE (I1asme) KpPOBHU
cocraenaoT 1,04 — 1,55 mmons/n (40,2 — 59,9 mr/mn).

Pexkomenayetcs B Kax0oi nabopaTopud YTOYHHMTH AMANa3oH 3HAYEHWH HOPMAaJIbHBIX BEJIMYMH
anst o6eneayeMoro KOHTUHIeHTa I AeH.

AHanuTHYecKHe XapakTepucTHKM Habopa ycraHoBineHb! B cooTBercTBuM ¢ ['OCT P 53022.2-
2008, 'OCT ISO 17511-2011.

5. OBPA3IIbI

Ceeskas HEreMOJIM3MPOBAHHAS CHIBOPOTKA KPOBH WIIH TIJ1a3Ma KpoBH (remapuH).

BasTue KpoBM U1 aHANIM3A CIEAYET MPOBOAMUTE ¢ MCIIONB30BAHUEM CTAHJAPTHEIX MPOLELYp A
BEHO3HOH KPOBHU.

OGpasiupl MOXKHO XpaHUTh He Gonee 2 cyTok mpu Temneparype +2-8°C unu He Gonee 1 mecsaua
npu Ttemnepatrype -18°C. IlorTopHOe 3amopakuBaHue OOpa3LOB CBHIBOPOTKH (IUIa3MEI) KPOBH He
nomnyckaetcs. [Tpobupku (prnakoHs!) ¢ ofpasuamu ciepyeT MI0THO 3aKPEIBATE.

6. MEPBI ITPEJOCTOPOXHOCTH

[ToTeHuuanbHBIN pHCK MpUMEHEHHs Habopa — Kiace 2a.

Bce koMIIOHEHTEl HabOPa B UCHONB3YEMBIX KOHLEHTPALMAX ABIAIOTCA HETOKCHYHBIMH.

[Ipu pabore ¢ HaGopom cnepyeT coiroaTh OCTOPOKHOCTH W HE JONYCKaTh BIBIXaHMSA
peareHToB M Kanubpartopa, X MOMajaHMs B I7lasa, Ha KOXKY M clIM3UCThIe. [Ipy BABIXaHMH ClEIyeT
HeMeJIeHHO o0ecnevnTh JOCTYN CBe)kero Bo3ayxa. Ilpu momagaHuu B rnasa, Ha KOXKY U CIH3MCTHIE
cleyeT HEMEUICHHO NIPOMBITh TOpaXKeHHOe MeCTO GONBILMM KOTMYECTROM NPOTOYHON BOJBI C MBLTIOM.
[Tpu npornarsiBaHuK cefyeT BHIMUTE 0,5 7T BOIBI, BEI3BATh PBOTY, OOPATUTLCS K Bpady.

[Tpu pabote ¢ HaGopowm cnenyer cobmrogare TOCT P 52905-2007 u CIT 1.3.2322-08.

[Ipu pabote ¢ HaGopoMm 1 obpa3Lamu CBIBOPOTKHM (IJIa3MBI) KPOBM YellOBeKa Clle/lyeT HajleBaTh
OJHOPA30BLIE PE3WHOBBIE WM TJIACTHKOBEIE NMEPYaTKH, paccMaTpHBaTh 00pasibl Kak MOTEHIHATBHO
MHOHLMPOBaHHBIE, CMIOCOOHBIE [UTMTENBEHOE BPEMs COXPaHATE U nepenasate BUU, Bupyc remarura uiu
moboit apyro#t Bo3OyauTens BUpYCHOH HHGEKLHH.

@u3nyeckre pUCKH (BOZMOKHOCTE CAMONIPOU3BOILHOTO B3PEIBA HITH BORTOPAHMS) OTCYTCTBYIOT.

7. OBOPYJIOBAHUWE U PEAI'EHTHGI:

- chnekTpodoTOMETp, NMOTyaBTOMATHISCKHH UM aBTOMAaTHYSCKUI OMOXMMHYECKUH aHATH3aTOp
C BO3MOXKHOCTBIO BBINOJIHEHUS M3MEPEHMs MpH JUIMHAX BoaH 578 (570-600) / 700 HM mpu
TeMneparype uHkybauun +37°C;

- TepmocTarT, ofecneunBaloUnii Temneparypy +37+1°C;

- CeKyHIOMep;

- [103aTOpHI N0J1yaBTOMaTHYECKHE OJJHOKAHANIBHEIE C OHOPA30BLIMH HAKOHEUHUKAMU;

- npoOHUpKHU BMECTUMOCTEIO 1,5-2 MI;

- JIUCTHIIMPOBAaHHAS BOJA;

- (uznonoruyeckuit pacteop (0,9 % pacteop NaCl);

- KanubpaTop XoJecTepHHA JTUMONPOTEHA0B BBICOKO# MIOTHOCTH (/IS MPUMEHEHHS B
Kommnekrax 1, 2, 6, 8, 10, 12-15);

m MMepHaTKHu pe3HHOBI—:Ie HITH TTNTACTHUKOBEIE.
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[lpumeuanue. Mcnonp3oBanue Habopa Ha KakIOM aHANM3aTOpe OCYLIECTBIAETCS B
COOTBETCTBMH C PYKOBOJACTBOM I0MB30BATENA AA aHanusatopa. [lapameTpsl J/1d BBOJA B IpOrpaMmy
aHAIM3aTOPOB IPeIOCTABIIIIOTCSA 110 3aTIpocy.

8. IOATOTOBKA K AHAJIU3Y

IToaroToBka peareHToOB

PearenTsl 1, 2 rOTOBEI K MCIIONIB30BAHHIO, :

Ioaroroeka kanubparopa

- A9 koMnjexkTor 3-5, 7,9, 11;

Bo dutakon ¢ nuodunuzvporaHHeiM KanubpaTopoM BHecTd 3,0 M OJUCTHIUIMPOBAHHON BOJBI
KOMHaTHOH Temmeparypbl (+18-25°C) u nerkum BpamieHueM ¢rakoHa OOBOAHUTE BeCh CYXOH
matepuan. Crenyer usberath BCTpsixuBaHus drakoHa v obpasoBaHus neHsl. HeobXxomauMo cieauTs 3a
cMauyMBaHUEM BCEeH CyXO#l MacChl, MOCTOAHHO TMOMEIIMBas COAep:KMMOe (pakoHa KpPYTOBBEIMH
JABHIKEHMAMM, He Jonyckas notepu Matepuana. [Tocne pacTBopeHus nuoduiuzata Beiaep:xkarbh 10
MHHYT IIpHM KoMmHaTHOW Temmnepatrype (+18-25°C). Tounas koHueHTpauus HDL-xonectepuna B
KanubpaTope ykasaHa B nacnopte Ha Habop U Ha STUKETKe dakoHa.

-1J19 KoMIjaekToB 1, 2, 6, 8,10, 12-15:

[TogrotoBka kanubpatopa U ero XxpaHeHHe OCYLLECTBISIETCS B COOTBETCTBUM C MHCTPYKLHKEH 10
MpUMEHEHHUIO Kanubpatopa.

HernocpeacTBeHHO Mepej HMCIOIB30BAHMEM HArpeTh KIOBETY HW3MepHTeanHOro rpubopa,
peareHTh! 1,2, aHanu3upyemsle 0Opa3uel U kanubpaTop Ao TeMneparypsl +37°C.

9. TIPOBEJAEHHWE AHAJTU3A
HnuHa BonHser: 578 (570-600) / 700 uM;
Hvna ontudeckoro nytu: 10 Mm;
Temnepatypa uHkyOauuu: +37°C;
DOTOMETPUPOBAHKE: MPOTHB KOHTPOIBHOH (X0NOCTOH) Mpobsl;
Tun peakLuy — «110 KOHEYHOH TOHKe».

OTMepHUTH U BHECTH OneitHas | KanubposouHas Kontponenas
B TpoOUPKH, MKJI npoba npoba (xonoctas) npoba
CeiBOpoTKa (11J1a3Ma) KPOBU 5 - -
Kanu6patop - 5 -
Pearenr 1 450 450 450

TTpoGsl TIIATENBHO NEpeMeIaTh, MHKYOHpOBaTh pu +37°C B TeueHHe 5 MHHYT
(TOYHO) ¥ U3MEPUTH BENIMUMHY ONTHUECKOHN MIIOTHOCTH OTBITHBIX TPO6 U
KanuOporoyHOH Npobk! (E1) NpoTHB KOHTPOIBHOH (X010CTOMH) NpoGhl

Pearent 2 | 150 | 150 | 150
[IpoGbl TUIATENBHO Nepemelnath, WHKYOupoBaTh npu +37°C 5 MMHYT (TOYHO), TOBTOPHO
M3MEPUTEL BEIMYHHY ONTHYECKOH IMIOTHOCTH aHanu3upyeMmblX npob M kanubporouHoit mpobel (E2)
[IPOTHB KOHTPOMBHOM (XONOCTO#) MpobHL.
[IpumeyaHue.
Pacxon pabouero peareHta, peareHTOB 1, 2 M aHanmM3UpyeMEBIX OOpaslOB 3aBMCUT OT THIIA
“crons3yemoro npubopa u obbeMa KIOBETHL.

10. PACUHETHI
H3menenne ontuueckoi mioTHocTH (AE) kax 104 npobsl paccuurats 1o hopmysie:
AE = E>-E;.
Konnentpanuto HDL-xonectepuna (C, mmons/n) B ofpasie ChIBOPOTKH (IU1a3Mbl) KPOBU
ONpEeaeIUTh o hopMmyIe:
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AEOH
AE}\HH’
rae:  AEomg— W3MeHeHHe ONMTHYECKOH MIOTHOCTH OTBITHOM NpoGEl, e/, OIT. MIIOTH.;

AEg4r— W3MEHEHHE OTITHYECKOH MIOTHOCTH KanuOpoBoUuHOit MPoOEL, €. ONT. MJIOTH.;
Cran — xoHuenTpauus HDL-xonectepuna B kanubpatope, MMOJIB/JI.
[IpumeuaHnwus.
1. KoadduumneHTrl nepecuera eMHULL H3MEpEHUA: MMonb/n X 38,67 = mr/mn; mr/mt x 0,0259 =
MMOJTB/JI.
2. Ecniv 3Hauenue koHueHtpauun HDL-xonectepuHa B aHanuzupyemMoit nmpoGe npeseinaet 4,66
mMons/n (180,2 mr/am), ananusupyemyro npoOy cieayer pasBecTH (GHU3HONOMMYECKUM PacTBOPOM,
MOBTOPHUTE OTIPEE/IEHHE W NOMYUYEHHBIH pe3ynbTaT YMHOKHUTE Ha G)akTop pazBeleHus.
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11. YCJIOBUA XPAHEHHUA U TPAHCIIOPTUPOBAHMS
XpaHenue Habopa B yNakoOBKe MPealpUATHA-U3TOTOBUTENS U €ro TPAHCIOPTUPOBAaHHE BCEMH
BHJaMH KPBITOTO TPAHCIIOPTA JOIyCcKaeTes py Temiepatype +2-8°C B TedeHue BCEro cpoka roJJHOCTH,
npu Temneparype ao +25°C — He Oomee S5 CyTOK, 3aMOpakMBaHHE KOMIIOHEHTOB Habopa He
IOMYyCKaeTCH.
Hcnonp3oBanne Habopa, TpaHCHOPTHUPOBABIIECTOCS WM XPAaHMBIIErocs C HapylCHUEM
pErIaMEHTUPOBAHHOTO TEMIIEPATYPHOTO pPeKUMa, He IOMyCKaeTCs.

12. YCJIOBHUS SKCIINIYATAIIUH

Cpok rofHocTH Habopa — 24 Mecsia.

PearenTs! 1, 2 nocne BCKpEITHA (IaKOHOB MOKHO XpaHHUTh NpH Temneparype +2-8°C He Gonee 1
MecsLa.

KanuGparop nocne pacTROpeHUs MOXHO XpaHUTh Npu Temneparype +2-8°C He Gonee 2 Hezens,
npu temneparype —18°C ne Gonee | mecsua. IToTopHOe 3amopakMBaHME He AOmMyckaercs. Bpewms
TIOJTHOTO pacTBOpeHUs Kanubparopa — He Gonee 10 MUHYT.

Pearentsl 1, 2 mMokHO XpaHuTh Ha OopTy aHanmsatopa He Oomee 1 Mecsla MpH YCIOBHU
KPYrJI0CYTOUHOro oxXnaxaenus. KanubpoBka BEIMONHAETCS IO Mepe HeOOX0IMMOCTH.

Heobxoamumo ofecnednBars I0CTATOUHYIO TepMETHYHOCTE (IIakoHOB!

JUtst ToNy4YeHHus: . HA[eKHBIX PE3yJIbTaTOB HEOOXOAMMO CTPOroe COOMIONEHHE HHCTPYKLMH.
JIioGBle OTKIOHEHMA OT PEeKOMEHAOBAHHBIX TMPOLENYp MPOBEASHHS aHamh3a MOTYT NPHBECTH K
TIOTY4eHHIO HEBEPHBIX Pe3yJIETATOB HCCIIEIOBAHHS.

Jlo oxoHuUaHHs cpoKa rojJHoCTH Habopa, NP YCIOBUM COOMIOAEHUS TEMIIEPaTYPHOTO pexuma
XpaHeHus, TPAaHCMOPTUPOBAHUA M 3KCIUTyaTallMd, MPOU3BOJUTENs rapaHTUpyeT paboTocrnocobHOCTE
Habopa 1 COOTBETCTBHE BCEX aHATMTHYECKHUX M IMArHOCTHYSCKHX XapaKTepUCTHK Habopa 3asBIeHHEIM.
He pomyckaercs ucmonp3oBaHue cepud Habopa MO HCTEYEHHM CpOKa €€ TOJHOCTH. TeXHHYEecKoe
ofcnyKHBAHME W PEMOHT MEIHLIMHCKOTO U3JEMHA IJIsl AUarHOCTUKH in Vitro He MPUMEHSIOTCH.

[TpoussoauTene npoussen BepuHKALUIO, BaTMIALMIO M OLEHKY crabuiabHOCTH Habopa B
cooreercTBUM ¢ T'OCT P HCO 23640-2015. PesynsTaTel HCCNeOOBaHHH, OTpaKCHHBEIE B
COOTBETCTBYIOIIMX TPOTOKONAX, IPU3HAHBEl YIOBNETBOPSIOIMMU [apamMeTpaM, 3asBIEHHBIM B
HACTOsLLIEH TEXHUYECKOH IOKyMEHTaLMH.

OueHka pHCKOB, CBA3aHHBIX C BO3MOXHBIM W3MEHEHHMEM MapaMeTpOB MpPOBENCHMS aHalIu3a
(M3MeHeHue TeMnepaTypsl ¥ BpeMeHH MHKyOauuu), npoeoauiack B cooteetctBru ¢ [OCT ISO 14971-
2011. I'To pesynbTaTtam aHaaM3a pUCKH MUHUMH3HUPOBAHEI 10 YPOBHS «IIPHEMIIEMEIH».

13. CBEJEHHS Ob YTHJIM3AITMHA
YTUnuzauuio MCMoNb30BAaHHBIX pEareHTOB W PEeareHTOB € MCTEKIIMM CPOKOM TOJHOCTH
Npou3BOJUTE B cooTBeTcTBUM ¢ CanlluH 2.1.3684-21 B oTHOIIEHHH OTX0/10B Kiacca «b».
Je3undekuuio crneyeT MpoBOAUTE B COOTBETCTRBMH ¢ MY 287-113.
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14. 3AIIUTA OKPYIKAIOIIEN CPEJBL
[Ipou3BOUTENb TAPAHTUPYET, YTO Habop pa3paboTaH M IPOU3BEIEH C IIEJIBIO IIPEIOTBPALCHI
MOOBIX PUCKOB JUIS OKPYKAaIOUIEH CpeJibl. Habop B mpomecce HCIONB30BaHUS HE OKas3bIBacT
BO3ACHCTBHA HA OKPYKAIOIIYIO CPely H HE IPUBOIUT K yiepOy Juist Hee IPH COOIFONEHUH BCEX MEp
0E30IaCHOCTH | YTAITU3alTu A Ha6opa, PEKOMEHTOBaAHHLIX IIpOI/IBBOJIIfITeJIEM.

15. AOIIOJIHUTEJIbHASI THO®OPMAILIUA
ITo BompocaM, KacaloIluMcs KadecTBa HaOopa, ciemyeT o0pamarbes K MPOM3BOUTENO - B
Axrmonepaoe  O6mectso  “Buran  [lesenonment Kopropoinmm” (AO  “Buran  JleBenonMeHT
Kopnop»itma™) no axpecy:
194356, Canxr-IleTepOypr, Jlopora B Kamenky, 1. 56, nmuT. A.
Ten/daxc: (812) 702-10-86, 8(800) 200-23-24

TenepanbHbLl TAPEKTOP
AQO «Buran JesenonmenT Kopropaiimmy AT Ilnexos

['eHepalILHBINA TUPEKTOP
000 «BBIMIIEJI-MEJLIEHTP»

Perucrpanua MU B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru



S

IPOLLKATO
B KOJIMUECTBE £ JIMCTOB

Jiicra(on)

Iaexon ALl



