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KaTt. Ne 3022C TONbKO 4N14 in vitro ANArHOCTUKK

Habop peareHTOB 415 OMpefesieHns KOHLEeHTpaLmy 06LLero XoiecTepmHa B CbIBOPOTKE U niasme
KPOBW 3H3MMaTUYECKNUM KONIOPUMETPUYECKUM METOLOM
«3KcnpeccM-XonectepuH»
200/300/400/500/600/640/720/750/800/960/1000/1600/2000/2400/4000/8000 onpegeneHmin*

CBEAEHNA OMNPOUN3BOAUNTEJE

Mpounssogutens: OO0 «3kcnpecc MaHydakTypa»

117105, ropog MockBa, BapLuaBckoe wocce, oM 28a, atax 5 nom. Xllla kom. 1

MecTo npoussoactea: 117105, ropog Mocksa, BAlwasckoe wwocce, oM 28a, atax 5 nom. XMa kom. 2,3, 5, 8
Tel.: +1 (495) 19 0000 5

e-mail: info@expressm-test.ru

CBEJEHWNA OB N3AENNIN

HavmeHoBaHve MeAWUMHCKOrO wu3genva: Habop peareHTOB [f1s  OMpefeneHus
KOHLEHTpaumMn O06LLero XoJfieCTepvHa B CbIBOPOTKE W Mia3mMe KpPOBM 3H3UMATUYECKUM
KONOPUMETPUYECKUM METOAOM «IKCMNPecCM-X0necTepuH».

HasHauyeHwne nsgenusa:

Habop peareHTOB A/19 onpefenieHnst KOHLEHTpauMm 06LLero XonecTepunHa B CbIBOPOTKE U
nnasmMe KpoBM 3H3MMATUYECKUM KOMIOPUMETPUYECKUM MeTogoM «3IKcnpeccM-XonectepuH»
npegHasHavyeH [ANS KOMMYECTBEHHOrO OMNpefeNieHns CoAepXXaHus O6Lero XonectepuHa B
CbIBOPOTKE WM M/1iasMe KPOBW YenloBeKa 3H3UMATUYECKUM KOMIOPUMETPUYECKMM METOLOM C
LIe/IbI0 AMarHOCTVKM aTepoCK/epo3a, ero OCMOXKHEHWI U HapyLUEHWIA TMNUAHOIO 06MeHa, Ans
OLUEHKN puUCKa OCNOXHEHWUIA  CepAeYHO-COCYAMCTLIX  3ab0feBaHWin, MNpWM  NNAHOBbIX
NPOMUIAKTUYECKMX OCMOTPAX.

dyHIOWOHaNbHOE Ha3HauyeHWe: BCroOMOrate/lbHOe CPeACcTBO B AMArHOCTUKE.
MprMeHeHne n3gennus He MMeeT NONYNALUMOHHBIX 1 4eMOrpagnyecKnX orpaHNYeHNIA.

lMoka3aHus 1 NPOTUBONOKA3aHMUA:

Habop peareHTOB A/19 OnpejeneHns KOHLEHTpaLum 06LLero XonecTeprHa B CbIBOPOTKE 1
nnasMe KpoBM 3H3MMATUYECKMM KOMOPUMETPUYECKMM MeToAoM «3IKcnpeccM-XonectepuH»
nmokasaH A4 WCMNOMb30BaHWA B [AMAarHOCTMKE C LeNbl0  OUEHKW pPUCKOB pasBuUTUA
aTepoCK/IepOTUYECKOr0  MOBPEXEHMS  COCY[0B, CepAevHO-COCYAMUCTbIX  3abonieBaHui,
HapyLleHUA NUNUAHOTO O6MeHa, (PYHKUMOHA/IbHOW aKTMBHOCTM MeYeHW, MOKeNyLOUHOW
enesbl N HAAMOYEYHWKOB, MPU MIAHOBbIX NPOPUIAKTUYECKUX OCMOTpPaX.

MpOTMBOMNOKAa3aHWiN HeT.

MoTeHUManbHble NOTPEOUTENN: MEAULMHCKNE YUpeXaeHns, nabopaTopun.

KBanuukaumsa nepcoHana: crneuynaibHO  00yYeHHble  CreuuanucTbl:  Bpay
K/IMHWYECKOI N1abopaTOpHOM AMArHOCTUKM, MEAULMHCKMIA TabopaTopHbIA TEXHUK (thenbaLuep-
nabopaHT), Bpay-KIMHULACT.

O6nacTb NPUMEHEHUSA:

O6nacTb NPUMeHEHNS N3L4eNns - in Vitro KNMHUYeCKas 1abopaTopHas AnarHoCTUKa.

OnucaHue Uenesoro aHanuMta. Hay4yHaa 3Ha4MMoCTb

XonectepuH (X0necTepon) - OpraHWYeckoe COefvHEeHVe LMKINYECKOW Npupogbl,
OTHOCUTCA K Tpyrnne HEOMbUISEMbIX JIMNUAOB - CTEPUHOB; ABNAETCA CTPYKTYPHbIM
KOMTMOHEHTOM M/1a3MaTUYeCKMX MeMOpaH KeTOK, NMPefLUIeCTBEHHNKOM CTEPOULHBIX TOPMOHOB
MOMOBLIX >Kefe3 W HafANOYeYyHUKOB, XXENYHbIX KWCMoT, BuTamuHa D3. B opraHusme
TpaHCNopTMpyeTcA B CBA3aHHOM BUAE B COCTaBe XW/IOMWKPOHOB (TPaHCMOPT XO/ecTepuHa
MULLKM B MEeYeHb), IMNONPOTENMHOB OYEHb HU3KOW MAIOTHOCTU, MPOMEXYTOYHON NAOTHOCTU W
HW3KOW NIOTHOCTY (M3 NeYeHW B TKaHW), IMNONPOTENHOB BbICOKON NNOTHOCTU (M3 TKaHel B

*Mpupacu” 0,25 mn peareHTa Ha 1 onpegeneHuve
VIHCTPYKUMSA No NpuMeHeHuIo Bepcus 3.0

Ha6op peareHroB fw( onpegeneHuns FOHLUEHTPALMM 06LLET0 X0/IECTEPMHA B CbIBOPOTKE W Na3Me KPOBU 3H3MMATUUYECKUM KOMOPUMETPUYECKM
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NIe9CHB), BHBOFHTCE B COCTABS MEIMHAIX KECIOT Jepe3 XelTyXOUHO-KHIICTHEN TPaKT. AHANH3
Ha o0mmit XoNecTEpHH HIMEPAeT CYMMAPHOEe KOJNHYECTBO XONECTEPHHA, NHPKYIHPYIOMETo B
KpOBH B BHA® JHIONPOTCHHOB, YBEIHYCHHE OOMErO XOJECTEpHHA HANPAMYIO CBS3aHO C
arepockcpo3oM. MOHETOPHHT YPORHS XOJICCTEPHEA B KPOBH PEKOMEHAOBAH BCEM MAIHCHTAM,
OTHOCAINXCS K IPYNIIE PHCKA PASBUTHA ATEPOCKISPO3a K €r0 OCNOKHeHHIH,

CocTas B KOMIAEKTAIES HIIC/THE

Haop peareHToB At ONpeAeIcHAS KOBIIEATPAIMH O6IIero xonecTepHHa B CHBOPOTKE H
IUIA3ME KPOBH JHIAMATHYECKAM KOJOPHMETPEGCCKHM METONOM «JkcnpeccM-Xonectepaa»
BEIIyCKaeTes B AByX CocTapax:

Cocras 1

1. Pearesar — ¢nakoH ¢ pacTBOpPOM, COmepXamAM (ECPMEHTH (XONCCTCPHHOKCHAA3A,
XOJNIECTEPHEICTEpAsa H INCPOKCHIASR), XPOMOIeHH, CTR0HAH3IATOPH M KOHCEPBAHT (a3Hj
garpns, 0,095%).

PeareAT rotoB K HCIIOIB30BARHIO,

Kaxnbpatop B cocTas 1 naGopa ue sxoant!

Cocran 2

1. PearenT — (QIaKOH ¢ pPacTROPOM, COACPEANTAM (hepMEHTH (XONECTEPHHOKCHAA3E,
XOJICCTEPHHICTEpa3a H NECPOKCHAA2a), XPOMOPeHBI, CTaOHIM3aTOPH H KOHCCPBAHT (A3HA
Hartpag, 0,095%).

2. Kanubparop ~ dnaxor ¢ pacreopoM (Cocras 2), conepxampam xosecTeprn. TouHas
KOHIICHTpanud XOJIECTCPHHA YKA3aHa B NACTIOpTe K HAG0pY PEarcHTOB B Ha THKeTKe (rakona
¢ xanubparopon’.

BapHaRTH BCNOIECHUS:
Cocran 1 Coetasn 2
Komnaext M Pearesit KanGparop Pearent Kaanbparop |
Konmuext el | 5 ¢ mo 10 mn - ShnmolOmn | 1¢a0,5mn
Kommnexr Ne2 | 5 ¢x. oo 15mn - S¢go.nol5mn | 1da 0,5mn
Kommnexrr Ne3 5 én. mo 20 Mn 5 én. no 20 mn 1 én. 0,5 Mn
Kommnext Ned 2 ¢n. no 25 Mn - 2 . mo 25 Mn 1 dxn. 0.5 Mn
Kommnext No§ 5 ¢n. no 25 Mn - Son.mo25mn | 1dn 0,5mn
Koumnnext N6 S dn. no 30 M - 5 1. mo 30 Mn 1 n. 0,5 Mn
Kommunexr No7 | S dn no 37,5 mn - 5¢én.mo037,5mn | 1da.0,5mn
Kommurext Ne8 4 dn. o 40 mn - 4én.nod40mn | 1¢n. 0,5mn
Komnexr No9 | 4 &n. no 45 mn - 4én.nod45un | 1én. 0,5mn
Kommnext Nel0 1 ¢n. 50 Mn - 1 da 50 un 1 ¢n. 0,5 Mn
Kommnexr Nell | 4 da. mo 50 mx - 4drnoS0mn | 1da 0,5mn
Konmnext Ne12 | 4 dn. no 60 mn - 4 dn. no 60 Mn 1 dx. 0,5 Mn
Kommext Nel3 1 ¢, 100 Mn - 1 dpn. 100 20 1 ¢a. 0,5 mn
Kommnexr Me14 | 2 dau. no 100 mn - 2¢n no 100mn | 1 du. 0,5 mn
Kommutext NelS | 4 ¢n. no 100 an - 4dn.nm0o100mn | 1 dn 0.5mn
Komnnexr Ne16 | 6 ¢u. mo 100 Mn - 6dn.no100mn | 1dn. 0,5 Mn
Konmext Nel17 | 4 ¢ mo 125 mn - 4dn.n0125mx | 1¢n 0,5 mn
Kommext Nel8 1 . 250 mn - 1 dn. 250 Mn 1 da. 0,5 Mn
Kommnexr 19 | 2 én. oo 250 mn - 20n. 10250 M1 | 1 ¢ 0,5Mn
Komnaexr Ne20 | 4 ¢u1. mo 250 ma - 4dn 00250 mn | 1¢n 05 mn
Kommnext No21 1 ¢dn. 500 Mn - 1 . 500 M 1 dn. 0,5 Mn
Kommmext No22 | 4 ¢ua. no 500 ma - 4dn.mo500mn | 1 dn 0,5 Mn
KommuexT No23 1 ¢n. 1000 N - 1 da. 1000 mn 1 ¢n, 0,5 Mn
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Ha6op srmycxaercs B 23 6a30BRIX BADHAHTAX KOMIUICKTAINHE, PACCIHTAHEEIX Ha’:
Konmnexrst Nel, Ned u Ne10 - Ha uccnenopanue 200 o6pasnos,
Konmnext Ne2 - 5a uccnenosanue 300 o6pasnos,

Konmmuexttr Ne3 g Nel3 - ma uccneaosanre 400 o6pazmos,
Koamnext NeS - na necnenosaane 500 o6pasnos,

Komiunext Ne6 - Ha mccaesosanme 600 ofpasnos,
Kounnexr Mo7 - na necnenosanne 750 oGpasnos,

Kommnext Ne8 - Ha uccnenosanue 640 obpasnos,

Kommiext Ne9 - 5a ncenenosanne 720 obpasnos,
Kommnextsz Nel1 u Nel4 - Ha uccnenosanue 800 obpaznos,
Komnzext Nel12 - ga nccnenopasne 960 obpasnos,

Kommnext Nel$5 - ga mecnenopame 1600 o6paznos,

Komnnext Nel6 - na nccnenosanne 2400 obpaszuos,
Kommextar Nel 7, Ne19 r Ne21 - Ba Hecnenopatme 2000 o6pazuos,
Komurext Ne18 - va mccneosamme 1000 o6pasnos,
Konmnextsr Ne20 1 Ne23 - na uccnegonanne 4000 oGpaznos,
Kommnext Ne22 - ua nccnesosanne 8000 o6pa3nos.

Jns nposencERd 1 ananE3a uenombayered 0,25 M pearcnTa. B ciiyuse BCHONE30BAHAS
aHAMAlETOpOB, Tpefylommx o0peM peaxmuonHOd cMecr Gommme maGo membme 0,25 mn,
Heo0X0ZEMO NPONOPIHOHANBHO H3IMCHATE 00BEMEl peareHTOB H 00pa3na, HeoOXOAMMEIX LIL
BEITIOTHCHAS aHATH3A,

Hpmenenemﬁopapeammnsmmpomonaﬁnoxmmmmmpax

- Buoxumuyecknit apamasarop Stat Fax 3300, Awareness Technology, Inc., CILIA (PY
Ne ®C3 2010/07669 ot 15.03.2011r);

- ARammsaTop Omoxmmmrdeckuit goroMerpiveckuit xuneTEdeckndt ABx®K-02-«HIIII-
TM», OO0 HIM «TexnoMeamKa,

Poccrs (PY Ne®CP 2012/13802 ot 08.06.2017r.);

- ApromaTHueckuit Gmoxmmmueckuit amammsarop Konelab 20, ThermoElectron Oy,
Ommmn(PY OC Ne 200672924 ot 28.12.2006r.);
Anamsarop Ouoxmmudeckmit AU480 ¢ mpmBapnexsocrsmm, Beckman Coulter,
ﬂnom (PY Ne®C3 2010/06742 ot 02.08.2012r.).

Kommgectso BoaMoxHEIX Hccnenonammit Hafopa (X) paccumThBaeTcs mo dopmyne:
X=V/V1, rae V - o0nén pearenra Bo ¢uaxone, a V1 - 065&m pearenTa, ReoGxomuMEilt aia
aHanE3a oyEoro o6pasna (0,25 Ma — AN peareHTa).

TouHOe XONMAYCCTBO OMpEfCICHHN 3ABHCHT OT NAPAMETPOB Ml BBONA, YKAAHRHHIX B
PYKOBOJICTRE IIONL30BATEINA JUIS AHATH3ATOPA.

Ipumevanus.

1. Habop Brmouaer BCE peareETHl, HCOOXOZEMEIC NI HOCTHHOBKH AHANA3A, KPOMC
npoﬁnpoxmcﬁopaoﬁpnswnmopommmmmxpom,mapymmemycrpoﬁm
TafiMepa, OMHOPA3OBHIX IepuaToK, QE3Eosmormdccxoroe pacreopa (0,9 % pacreop NaCl),
MECTR/THPOBARHOH BOMEL, G3OXHMHIECKOT0 aHATH3IATOPS.

2. B cocrase H3iCNHA OTCYTCTBYIOT JICKAPCTBCHHEIC CpelcTBA H GapMANCBTHIECKHS
cybcranmuan.

3. MarepEanu XHBOTHOTO HNPOECXOXKACHHSN, BXOAMIIAE B COCTAB PEarcHTOB H
xamROparopa, He NPeACTANILIOT OBACHOCTH JUIN eNIOBEKA B BCNIOME3YEMBIX KOHRNCHTPAHAX.

4. MeTponoreaeckas MpOC/ICAHBACNOCTs Kammbparopa Balopa NPOH3BOXHICE ¢
scnonssosanmen NIST SRM 909¢ “Frozen Human Serum”, xoTophiit ssaseTcas MeXAyEapoOIHO

2 Tipn pacadre 0,25 M pearesTa Ba 1 onpencxcime
Hmpynummmn
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MpM3HaHHbIM  KanubpatopoMm.  MeTposiorMyeckas  MPOC/IEXMBAEMOCTb  Kasmbparopa
OCYLLECTB/AETCA MyTEM BbINONHEHWSI NPOTOKO/A MepeHoca Kanmopoeku no NIST SRM 909c
“Frozen Hwnan Serum” ¢ Le/bi0 NPUMNUCLIBAHNUA LIENEBOMO 3HAYEHUS KannbpaTopy.

) Mpy NOCTAHOBKE aHasM3a MOryT ObiTb WCMOMb30BaHbl MHOFOKOMMOHEHTHbIE
KasmbpaTtopbl, aTTeCTOBaHHbIe AaHHbIM METOLOM W 3aperncTpMpOBaHHble B YCTaHOB/IEHHOM
nopsizKe.

B KOMMNNEKT NOCTaBKWU BXOAAT: HAbOp peareHToB, MHCTPYKLMSA NO NPUMEHEHWIO, MacnopT
(NpepocTaBnsieTca No 3anpocy). KomnoHeHTbl Habopa ynakoBaHbl B KOpPOGKY, B KOTOPYHO
BNOYKEHA MHCTPYKLIMSA N0 NMPUMEHEHUIO 1 nacropT (Mo 3anpocy).

Hab6op peareHToB «9KcnpeccM-XonecTepmH» paccumTaH Ha 200, 300 400,500,600,
640, 720, 750, 800, 960, 1000, 1600, 2000, 2400, 4000, 8000 onpefeneHni (B 3aBUCUMOCTM
OT KOMrieKTa)™.

OnucaHne NpHUMNa MeToga

B pesynbtaTe OKUCMEHWS OOLLEro XONecTepMHa B XoAe NocnefoBaTeNlbHbIX
(hepMEHTaTUBHBIX peakLMii, KaTaim3mpyeMblX XONeCTEPUHICTEPA3OI 1 XONeCTEPUHOKCUAA30NM,
o6pasyeTcsi MepeKkncb BOAOPOAR, KOTOpas MOA BO3AEACTBMEM MEpPOKCUAasbl OKUCASeT
cy6cTpatbl  4-aMUHOAHTUMUPUH U 4-xnopdeHon ¢ 06pa3oBaHMEM  XWUHOHUMWUHOBOTO
COefJMHEHNS, OMTUYeCcKas MOTHOCTb KOTOPOro M3MepsieTcsi (DOTOMETPUYECKU MpU A/INHE
BOMHbI 505 (480-520) Hm. OnpepeneHne aHanuTa NPOU3BOAUTCA METOAOM «MO KOHEYHOM
Touke». KOHUeHTpaums 06Lero Xo/ecTepMHa B aHa/IM3MpyeMblX 06pasuax npsimo
NPONoOpLMOHa/bHa BENMYNHE ONTUYECKON NNOTHOCTY.

KpaTHOoCTb npuMeHeHus

Habop peareHTOB BK/OHAET BCe Heobxoammoe ana nposegeHuns 200, 300, 400, 500, 600,
640, 720, 750, 800, 960, 1000, 1600, 2000, 2400, 4000, 8000 onpeaeneHwuii (B 3aBUCMMOCTU OT
HOMepa KOMMJIeKTa) onpejeneHnii obLLero xonectepmHa B 06pasue npobbl - CbIBOPOTKE WK
nnasme KpoBy YesioBeka.

[Mepea ncnonb30BaHWeEM NPOBepPbTe HAMMEHOBaHWE TeCcTa, HOMep CEPUN 1 CPOK FOAHOCTU
[NA KaXKIO0ro peareHTa.

Ycnosusa akenyatauum
1. Habop peareHTOB 0/KeH 3KcnayaTupoBaTbes npu Temnepatype (+18°C go +30°C).
2. He 3amopakmBaTb KOMMOHEHTbI TECTa.

MepbI NPeaoCcTOPOXHOCTY

1 ToTeHUMaNbHbIA PUCK NPUMEHeHMst Habopa peareHToB - Knacc 2a (Mpuka3 MuHagpasa
Poccum o1 06.06.2012 N 4H).

2. Habop 6uonormuyeckn 6e3onaceH, HO Mpu paboTe € uUccnegyemMbiMy  0bpasLamm
CbIBOPOTKM WM MNa3mbl KPOBM HEOOXOAMMO 06paLlaTbCs C HAMM Kak C NOTeHUManbHO
NH(ULMPOBAHHBLIMK MaTepuaiamu.

3. Tepep Hayanom paboTbl BHUMATENLHO NPOYNTANTE AaHHYHO UHCTPYKLMIO.

4. He ncnonb3yiTe KOMMNOHEHTbI TECTa NOC/e OKOHYaHMA CPOKa FOAHOCTM, YKa3aHHOro Ha
9TUKETKE YMaKOBKMU.

5. Tpwu pabote ¢ HabopoMm cneayeT HageBaTb OAHOPA30BbIE PE3VHOBbLIE WM MNACTMKOBbIE
nepyaTkn, TaK KaK o06pasubl cnefyet paccMatpuvBaTb  KakK  MOTEHUMaIbHO
NH(MLMPOBaHHbIE, CMIOCOOHbIE COZlepXXaThb N06bIe BO3OYANUTENN UH(EKLMN.

6.  PeareHT un kanmbpatop (CocTas 2), BXOAsLLME B COCTaB Habopa, cofepyXart HaTpus asug B
KOHeYHoW KoHuUeHTpaumn 0,095 %. [aHHas KOHLEHTpaLums aBnseTcs 6e30MacHoM.

Mpw pacyeTte 0,25 Mn peareHTa Ha 1 onpegeneHue

NHCTpyKLMs no npumMeHeHuto sepcus 3.0
Habop pcarekros 41s onpefeneHns IOHLEHTpauum o~ er o Xo/ieCTepuHa B CbIBOPOTKE U M/1a3me KPOBM IH3UMATUYECKUM
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7. PearesT comep=uT TOKCH4HOE BemecTso — Qenon. Ilpu paSore ¢ HabopoM caexyer
co0/moAaTs OCTOPOXHOCT: H HE JIONYCKATH BALIXAHHA peareHToB H KanuGpartopa, HX
NONARAHME B IJA33, HA KOXYy H ciaEsEcTee. IIpH BAKXAHHH clexyeT HEMEMICHHO
00CCTICUHTE JOCTYN CBeXero Bosiyxa. [IpE nonanaHHm| B rasa, Ha KOXY H CIH3HCTHIC
cneayeT HeNeIIeRHO NPOMMTE NOpaXeHHOe MecTO G0NbIIAM KOMHYECTBOM MPOTOYHOH
BoZn ¢ MbUIOM. [Ipm mpornarsBaned caepyer shmmTh 0,5 O BOAEL, BHI3BATL PBOTY,
oOpaTHTLCA K Bpavy.

8. [lpu pabore ¢ RaGopoM cnenyer cobmonars I'OCT P 52905-2007.

YTaamanas

HCnONE30BAHAEIC PCANCHTHI, PEAreHTH ¢ HCTEKNIMM CPOKOM TONHOCTH, & TaKkKe
HEHCTIONB30BAHBLIS PEAleHTH, YIAKOBKY, OHONOIHYecKHN MATEpHRI, BKIIOYAS MATCpHAaNH,
HHCTPYMCHTH H NpCAMCTH, 3aIPA3HCHHEC OHONOIHYCCKHM MATepHAIOM, HEO0X0aAMO
YTRIH3IEPOBATh (XPSHNTL H TPAHCTIOPTHPORaTh) B cooTBercTRum ¢ CanmlimH 2.1.3684-21
“CaBRTapHO-3NBACMAONOTHYECKHE TPeOOBAHAA K COACPAXAHMIC TCPPHTOPHE TIOpPOACKAX H

CEJIECKEX MOCeNeHmii, X BOXHHN 00BeKTaM, MATHEROM! BOJC H MHTHEBOMY BOAOCHAGKEHMIO,
‘ aTMochepHOMY BOZAYXY, IOYBAM, AHILM NOMCICHASM, 3KCIUTATAITHH IPOH3BOACTBEHHBIX,
o0niecTBeHHBIX MOMCINCHHAH, OpraHRSANHEA H IIPOBEIERHIO CAHHTAPHO-
IPOTHBOMIHACMHEYECKHX (MPOPHHNTAKTHISCKHX) MeponpHaTHH”.

Heucnons30BaHHKIE PCAreHTHl, PEArCHTH C HCTEXIIMM CPOXOM TOJHOCTH, YNAKORKa
OTHOCATCH K KIACCY ONACHOCTH MEANIHHCKHX OTXOROB A.

Hcnons3opaHHNe peareHTH, PasiETHe DpobH WM pearcHTH HeoGXozuMo yOmpats H
Ae3MHPUUMPOBATS, BCHONB3YS ACIHHGHIEPYIOMHE CPEACTRA B COOTBETCTRHE C MCCTHEIME
TpeOopapmanm  MemumuHcKoro  yapexaeHES (CamllmH  2.1.3684-21 “Cammrapso-
SIEJCMHONOrEYecKHe TpeOOBARHA K COACPEAHHIO TCPPHTOPHE TOPOACKHX H CENRCKAX
noceneEwi, X BOAHEM O00BCKTaM, IHTHCBOE BOJe H NHTHEBOMY BOJOCHAOXKCHHIO,
aTMOChepPEOMY BOIAYXY, IOYBAM, XHIHM NOMEHICHHAM, SXCIUIYATANHE MPOR3BOACTBCHHLIX,
ofmecTBEHARIX noMemennit, OpraHB3amue H ApPOBEACHHIO CAHHTAPHO-
MPOTABOMHACMAYECKHX (MPOPHIAKTHISCKHX) MCpOTIpUATHIt”), Kiacc b.

ITo sonmpocam, XacAaOIEMCS YTRIM3AmAW Halopa pearcHTOB, ciacXyeT oOpamaToes X

000 «Jkcmpecc Marydaxrypa»: 117105, ropon Mockea, Bapmasckoe mocce, oM 28a; Ten.
+7(495) 19 0000 5.

’ Be30NACHOCTD HCNOIL3OBARNS.

Komnamms OO0 «Oxcapecc MarydaxTypa» NOATBEpAXAALT, 910 HC HMENa KaKEX-MHE60
H3BCCTHRIX HHIHCHTOB, HNH HCXCIATCIBHEX SRICHAE, HIH XoppexTHpyionmax pelicramit,
CBN3AHHEIX ¢ OesomacHOCTEIO, B oTHOmeHHE HalGopa pearcHTOB AN  OUpeACHCHEN
KOHICHTPANAH OOMEr0 XOJCCTCPHHAE B CHBOPOTKS RIM IUIA3MC KPORE SHIMMATHIECKHM
KOJIOPHMETPHIECCKHM METOA0M «xcmpeccM-. ».

XapaKTepECTHKE TecTs

1) Jimnetinocrs:

JInnettnocTs Obina ompeznenena B mmanazone 0,5 - 20 mmoms/n (19,3 - 773 mr/pn) ¢
OTKJIOBEHHEN He Gonee 5%.

2) YyBCTBRTEALHOCTD:

YyBcTBETEIBEOCTD OBUIA OLpeeIeHa IO CTARKAPTHON nanear o6pa3nos NpeANpPHATHS,
COTEPAAIIAX XONCCTCPHE B pasmarol xomnernTpamms (COII-016)* - 0,5 MMons/n.

3) ToanocTs («TecT HA OTKPLITHE®):

OrxnoHeHHe OT TeopeTEuecKOH BEMUWHEI OT onpejciaseMoilt (DpE HCCACAOBARMH
TpobH, mony9eHBo# mpu cMemBRanEE ABYX ob6pasnos COIN-016) - He Gosee 8%.

4 arrectosana no NIST SRM 909¢ “Frozen Human Serum”
6
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4) KoahhmumneHT Bapraumnm:

coctasus He 6onee 5%.

5) Bocnpon3BoANMOCTb:

oLeHMBasnacb MyTEM OMpefesieHnss BOCMPOM3BOAMMOCTU MpPW TECTUPOBAHUN [BYX
o6pasyos COIM-016 B 10 NOBTOPHbIX M3MEPEHUAX C NMOMONML>H0 2 HA6OPOB peareHToB.

5.1. BHyTpucepuiiHas BOCMPON3BOAMMOCTb

O6pasew, Ne CpefHee 3HaueHue CV%
4 3,6 MMOnb/n 1,02
5 11,8 Mmonb/n 0,80

BHyTpucepuitHas Bapuaumsa He npesbnnana 2,0%.
5.2. MexcepuiiHas BOCNPOM3BOANMOCTb

O6paseL, No CpepHee 3HayeHue CV%
4 3,6 Mmosb/n 3,80
5 11,8 Mmonb/n 4,12

MexcepuiiHas Bapraums He npesbnnana 4,5%.

6) AHanuTu4yeckas cneymuYHOCTb Habopa:

MoTeHLManbHO MHTEP(epupyoLLve BellecTBa (FreMornobuH 40 KOHUeHTpaumm 2,9 r/n,
Tpurnuepuabl 40 KoHueHTpauum 450 mr/an, 6unmpyomH A0 KoHueHTpaumm 50 mr/gn w
ackopbuHoBas Kucnota [0 KOHUeHTpauuu 10 mr/gn) He BAMAKOT Ha MPaBWUIbHOCTb
onpeAeneHns KOHLEeHTpauum obLero XonecTepuHa.

KoapduuymeHT koppensaymm - 0,9905.

KayectBo Habopa MOXET NPOBEPATLCA MO KOHTPO/IbHLIM MaTepuanamM, aTTeCTOBaHHbIM
[aHHbIM METOA0M Y 3apermcTpUpPoBaHHbLIM B YCTAHOB/IEHHOM MOPSALKE.

AHaIMTUYECKME XapaKTepUCTUKM Habopa ycTaHoBNeHbl B cooTeetcTBun ¢ FTOCT P
53022.2-2008, OCT 1SO 17511-2011.

WNccnenyemble 06pasubl
O6pasLbl CbIBOPOTKM UNN M1a3Mbl KPOBY - He MeHee 2,5 MKJI.

1. O6pa3sup! CbIBOPOTKN WA MNasmbl KPOBW 4O MPOBELEHWUA aHaM3a MOXHO XPaHUTb Npu
Temnepatype oT 2 o 8°C He 6onee cemu CyToK. [Mpn HEO6XOAMMOCTM XpaHEHWS
06pa3LoB CbIBOPOTKM 6onee 7 [Heli PEKOMEHAYETCS pasfennTb UX Ha aJMKBOTbl U
XpaHuTb Npn Temnepatype MuHyc 20°C (B TeveHue 1 Mecsaua). PasMopoxxeHHble 06pasupl
rnepes MccnefoBaHNEM HYXKHO TLLaTelbHO nepemeluats. Mpu paboTte ¢ pasMOPOXXEHHbLIMU
obpasuamu cneayeT YUUTbIBaTb, UTO KaXKABIA LMK OTTaMBaHMsA-3aMOPaXKMBaHNS CHIDKAET
KayecTBo uccnegyemoro marepuana. C Uenbio MnosyyeHus LOCTOBEPHBLIX Pe3y/nbTaTos
nccnefoBaHNs PeKOMEHAYETCA WCMONb30BaTh TO/IbKO OLHOKPATHOE 3aMopakuBaHue-
OTTavBaHue 06pasLoB.

2. OO6pasupbl CbIBOPOTKN KPOBU WM Nia3Mbl LO/MKHbI ObITb MOMYYeHbl C KUCMO/b30BaHUEM
cneyunanbHbIX NPOGUPOK AN B3ATUSA KpoBW. pobupku ¢ obpasuyamu cnegyet naoTHO
3aKpbiBaTh. [lonyckaeTca NpoBeAeHWe aHanm3a c UCMosb30BaHEM 06pa3L0B, NMOMYYEHHbIX
n3 Npobupok ¢ renapuHoMm mnn SATA B KayeCTBe aHTMKoarynsHta. He gonyckaeTcs
1CMo/b30BaTh 415 UCCMEA0BAHUA LUTPATHYHO Nnasmy.

3. He ponyckaetca wWCnonb3oBaHWe [ WCCMefoBaHWs 06pasuoB C  MOBbILUEHHBIM
CofiepXXaHnem MNuAoB 1 (Un) ¢ Npr3Hakammn reMonnsa, n (MNKN) ¢ BUAUMbIM MUKPOOHbLIM
MPOPOCTOM.

4. O6pasubl  CblBOPOTKW,  cofepxalive  BUAUMbIA  OCafoK, Mepes  aHaIn3oMm
oTuUeHTpUMyrmnposatb B TeyeHne 10-15 muHyT npu 2500-3000 06/MUH.

MHCTpYKUMa No npuMeHeHuto Bepcus 3.0
Habop peareHros 41 onpeAesieHNsi KOHLeHTpauuy obLuero xonecTeprHa B CbIBOPOTKE U MJia3Me KPOBU 3H3MMAaTUYECKUM
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Cnocob npumMeHeHNA
1. O6opynoBaHuVe 1 MaTepuasibl, He BXOAsLLME B COCTaB Habopa

1. [Mpobupku ons B3ATUA 06pa3L0B CbIBOPOTKN UMM M1a3Mbl KPOBU, MepUaTKu, LEeHTpUdyra,

BaTHble TamroHbl WM MapneBble caneTku, TarMep, XONOAWIbHUK C MOPO3W/bHOM

KaMepoia.
2. 70 %-Hblin pacTBOpP CrMpTa 3TUNOBOIO U 6 %-HbI pacTBOpP nepekucu Bogopoda (aes.
pacTBOpbl) WM PacTBOPbl MHbIX Ae3MH(EKTAHTOB, paspelleHHbIX K npumeHeHuto Crl
1.32322-08, kpome xnopcofepxatimx.
ABTOMaTNYECKME [03aTOPbl C 04HOPA30BbIMM HAKOHEYHMKaMK 415 06bEmoB 10-50 M.
dusnonornyeckuin pacteop (0,9 % pacteop NaCl), guctmnnnpoBaHHas Boja.
MonyaBTOMAaTtUYeCKMiA UM aBTOMATUYECKUA  OMOXMMUYECKUIA  aHanmM3aTop ¢
BO3MOXHOCTbIO BbLUO/IHEHUS U3MeEPeHUs Npu AsiMHe BOSHbI 505 (480-520) HM npwu
TemnepaType UHKyb6aumm +37°C (Hanpumep. Broxummyeckunin aHanmsaTop Stat Fax 3300,
Awareness Technology, Inc., CLUA (PY Ne ®C3 2010/07669 ot 15.03.2011r); AHanm3aTop
OMOXMMUYECKMNI (POTOMETPUYECKMIA KMHETUYECKUA ABX®PK-02-«HIMM-TM», OO0 HIMM
«TexHomeanka», Poccua (PY NedCP 2012/13802 ot 08.06.2017r.); ABTOMATUYECKMiA
ornoxmmmueckuii aHanmsatop Konelab 20, ThermoElectron Oy, ®uHnsaHana (PY ®C Ne
2006/2924 ot 28.12.2006r.); AHanmn3aTtop Groxmmmuyecknin AU480 ¢ nprHaaNeXHOCTAMU,
Beckman Coulter, AnoHusa (PY NedC3 2010/06742 ot 02.08.2012r.). Vcnonb3oBaHue
Habopa peareHTOB Ha KaX[AOM aHa1M3aTope OCYLLECTBNSAETCA B COOTBETCTBUM C
PYKOBOZCTBOM M0/1b30BaTe/Ns 419 aHa/msaTopa.

SN

2. [MogrotoBKa K NpoBeAeHUI0 aHanm3a
1 BCKpbITb YNakoBKY C KOMMOHeHTamMn Habopa peareHToB. (PakOHbl MPOBEPUTL Ha

LIeNOCTHOCTb U CPOK roAHOCTU. Tpn 0OHApYXXeHUU MOBPEXAEHUA WU MPU UCTEYEHUU
CpOKa roAHOCTM KOMMOHEHTbl Habopa peareHTOB CrefyeT 06paboTate B COOTBETCTBMM C
pasfenom «YTunmsaums» HacToALWe MHCTPYKUMM NO NPUMEHEHNIO.
2. TMoprotoBka K aHam3y peareHTa (Coctasbl 1-21 1 kanmbpartopa (Cocrtas 2):
» PeareHT roToB K MUCMO/Ib30BaHMIO.
» Kanmnbpartop rotos K UCMo/b30BaHNIO.
4. Tlepen HayasioM paboTbl MepemellaTtb BCE KOMIMOHEHTHI, KHOBETbl OUOXMMUYECKOrO
aHanmsaTopa HarpeTb Ao Temnepatypbl 37+0,5°C.

3. TpoBefeHve aHann3a
[nnHa BosHbl: 505 (480-520) Hiw;
JnnHa ontmuyeckoro nytu: 10 Mwm;
Temnepatypa MHKyb6aummn: +37°C;
PoTOMETPUPOBAHME: NPOTUB KOHTPOJIbHOM (XO/10CTO) NPOO6bI.

OTMepuTbL N BHECTU B OnbITHaA KannbposoyHas KoHTponbHas
NPOGUPKK, MK/ npob6a npob6a (xonocras)
npob6a
PeareHT 250
Obpasel, 2,5 :
Kannbparop : 2,5 :
AuctnnnnposaHHas Boga : : 250

1. Mpo6bl TWaTelbHO NepemMeLLaTb
2. CMmecb MHKY6MpoBaTb 5 MUHYT +37°C,
3. N3MepuTb ONTUYECKYHO NIOTHOCTb OMNbITHOM NPo6bl (Eon) 1 KaMbpoBOYHON MPOO6bI
(Exan) NpOTUB KOHTPO/bHOM (XON0CTOM) NPOGBI.
8

MHCTpYKUMa No npuMeHeHuto sepcua 3.0
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MpaMeuanng.

1. Oxpacka crabmibEa B TE4CHHE HE MEHee 2 9acOB IOC/IC OKOHUAHAS HHKyOaIuH B
TEMHOTE.
2. Pacxon pearenroB Habopa H 00BeM aHaIM3ApyeMBIX 00pa3smoB 3aBHCHT OT THOA
HCIOJIB3yeMoro mpabopa H 06beMa KIOBETHI.

3. Pacxon pearenTa Habopa Ha 1 aHaMH3 H 00bEM aBAMH3APYeMBIX 00pa3noB 3aBHCHT
OT THIA HCNONb3yeMoro mpaGopa B obveMa kioBeThl. OOBEMEI peareHTOB H 0oOpa3sna MOryT
OHITh mPONOPHHOHANLHO H3MEHEHH NpH COOMOACHHH COOTHOMEHMA o0pasen/peareHT Kak
1:100.

4. Ecym 3HaYeHHEe KOHICHTPAIlMH XOJECTEpHHA B aHAIH3HpyeMol mpobGe mpeshlnacT
20 mMomw/n (773 Mr/mn), aHamM3ApyeMylio npoOy ciexyer pa3sBecTH (H3HOJIOTHUYCCKAM

pactBopoM (0.9% NaCl) u noBTOpHTH OnpeNeNeHHe H NONYYCHHRI pe3yIbTaT YMHOXKHTDL Ha
¢axTop pazBenicHHEA.

4. Yaér pe3ynTaToB

. KonnenTpamaio o6mero xonecrepuna (C, MMos/T) B 06pasne onpeaensTs o popMysie:
E.c

rae:  Eo.n — onTHYecKas IUIOTHOCTh ONBITHOH MPOOK, €41, OnT. IUIOTH.;
Era: — onITHYECKAS IUIOTHOCTD KAMMOPOBOYHOHA MPOOH, €A1, ONT. IUIOTH.;
C - KoHIEeHTpamHs o0mero xoiecTepaHa B KamAOparope, MMOJIB/IT.

Ko3¢pPunuenT nepecuera
Mmr/mn = MMoib/n x 38,65

Ilpumevanue.
1. IlpuBeneHHHe B TabiHile MapaMeTphHl IpeIaraloTcd B KadecTBE NpHMEpa s
‘ 6uoxummuaeckoro amammsaropa Hitachi 917 ISE, Roche Diagnostics GmbH (M3 P® Ne
2003/8620t1 06.06.2003r.). ITapaMeTphl ;Ui pasHEIX MoAele# GHOXHMHYECKHX aHAA3ATOPOB
MOIryT HecKOnbko orTimdarscd. [loxamylicta, BHHAMATEILHO NPOYTHTE PYKOBOACTBO
N0JIb30BaTE)IA AHATH3ATOpA Nepell HacTpoiKkol mapaMeTpoB.
3. OnTHveckas IJIOTHOCTh peareHTa, H3MepeHHas OpH JUmMHE BonHb 505 HM B KioBeTe ¢
JumHOM onTHdeckoro myTH 10 MM, He JomkHa npesnmars 0,28 exn. onT. mwioT.

HETepupeTranns pe3yasTaToB

HopMmansHEE BeIAYAHR KOHIICHTPAIHH 00Mero XojeCTepHHEa COCTABIISAIOT:

HOpPMATbHEIE 3Ha9€HAA < 5,2 MMOJIB/IT;

JOIyCTHMEIE 3HaueHHs 5,2-6,5 MMOIB/IT;

NaTONOrHvYecKAe 3Ha9eHHAs > 6,5 MMOJIB/JI.

Ina pasEeX mopedf ¢ pasHBIM KONHYECTBOM (pakTOpPOB pHCKA HOpPMa XOJIECTEpHHA
Oyzer oTiMYaThca. PekoMeHayeTcs B Kakmolf naGopaTopHH YTOYHHTH JHANa3OH 3HAYCHHH
HOPMAILHLIX BEJIMYHH 1 00c/eyeMoro KOHTRHICHTa noAeH.

B ciyuae pa3pesenns obpasia (pH3HOIOrHIECKAM pacTBOPOM HEOOXOMHMO JOMHOXHTD
NOTyuCHHBI! pe3y/bTaT Ha aKTop pa3sBeJCHHS.

KonTpoas xavecrsa
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O6pa3mul fng BHEMIEETO KOETPOJIR KAYCCTBA JONKHE OHTH IPOTECTRPOBAHH B
COOTBCTCTRHH CO CTAH/IAPTAME XOHTPOJIN Ka%eCTBA, YCTAHOBICHHEIME B Bamel

Hpomompexouemermomnmﬁpmopxonecmpma(nmm2a
3). Ipa HcHONb30BAHMHE APYTHX KAMHGPATOPOB 0T CTOPOHHAX NPOR3BOZATENeH MAKCHMATLHAS
ZOCTOBCPHOCTD H KAYECTBO IONYICHHEIX Pe3yAbTaTOB HE FAPAHTHPYETCA.

Orpanmiesns MeToAR

1. Habop pearcrroB «3JxcnpeccM-Xonecrepun» o0ecneIMBACT KOMHICCTBCHHOS
onpeneneHne oOmero XonecTepana.

2. Tpr ofpafoTke DmOCYAH I S8HAIN3A M KIOBET HE NONYCKAeTCA HCHOIB3OBATH
MOIOIIHC PACTBOPH, COACPRANHE MEPEKHCH BOZOPOAA B CepHEI (REITANORHI) 2dup.

3. [onyqennsilt pesynsTar aBaNH3a MO3BOJNCT ONPEACHETE KOHUCHTPALMIO 0obmiero
XONCCTCPREA, OAHAKO PESYNLTAT HCCNCAOBARAS HE YCTAHABIMBACT OKOHIATC/ILHEIN AHATHO3 H
HE AakT CYHMTH O CTaAHH 3a00ICBAHAS.

4. KornenTpanus o0mero XonecTepaHa MOXeT MEHSTHCE B 38BECHEMOCTH OT BPEMCHH
CYTOK, COO/IOICHEE HMH EeCOOMONCHAR NRCTEL

5. OGpasnsi, NONyYCHEERC OT 3AOPOBLIX JIHI, MOTYT A8BATH NOBLINCHAELEC YPOBHH
ofmero xonecrepEBEa IpA HEKOTOPHIX (HIHONOTHYCCKHX COCTOSHEAX (GepemeHHOCTH,
JUIATCNEHOM TONOJAHHM, KXypeHHH, NpHEMC CTCPOHAHHIX HPCHOAPATOBR HJIHM AHAPOTCHOB).
ToBLINEHEEIE KOHUCHTPANEE OOIMEro XONSCTEPHHA MOTYT GLITH NOJYYCHHM NpH aHANH3E
o6pasnoB or GONBHRX ¢ RehPOTHYCCKHEM CHHAPOMOM, XONCCTa30M, 3a60NCBARAIMA NCICHH H
MOYex, OXHpenneM, ROBOOSPA30BPAHHAMHE NPOCTATH H NOIKENYAOTHOMN Xee3hl.

6. ITormxennsic YPOBHE XOIECTCPHEA MOTYT HAOJIOAATHCA y NAITHCHTOB ¢ OCTPRIMH
AHGEXIMOHHNIME mponeccaMy, GoMbHEX TYGepKynEsoM, TIEICPTHEPEOIOM, ACQHIHTOM
¢omeno#t xucnoTH WM B12, XpoHHYeCKHX 3a60NCBAHHAMHE NETKEX, NPE OEPPO3C NCUCHH,
MOKASECTBEHHEIX OMYXO/IAX [eYeHH, peBMATOHIHEON apTPHTe.

7. Onpeaenetne oSmero xonecrepana Heo6X0MMO IPOBORETE, KOT/I8 I€I0BEK 320POB
(He panee, geM ucpes 1,5-2 Mecana nocie octphix 3a001eBanuil, onepanuif, TpaBM).

7. Pesymerar Tecra «OkcmpeccM-XonecTepHH» SBISETCA TNPEABAPHTEALHEIM.
TonyqeHnnlt pesyabTaT aHAMM3A ACMECSE OBITH COOTHECEH ¢ KIHHMKO-TAGOPATOPHBIMH
RagnbivE, Jine YTOYHCHHME JHar€osa HeoOXOZEMO OpoBeficHHE NONOIHATEILHRIX
HCcnenoBanuit ¢ BCNONE30BARACM ATHTCPHATHBHEIX METOHOB.

8. He ncnonn3obaTh B3AeHe ¢ BHARMBIME AedexkTamu.

9. Jlis DOAySCHAS TOYHHIX pe3YARTATOB HEOOXOAEMO CTPOroe eo&nonerme
HECTpyKimH. JhoOHe OTWIOHCHHR OT PEXOMCHAOBAHHEX HNPONEAYP NPOBCACHHN AHATH3A
MOTYT IPHBCCTH K NOMYYCHHEIO HCBSPHBIX Pe3yAbTATOB HCCICHAOBANAL.

Ycnosag xpaseting M cralEIbHOCTS peareEToR

1. Bee XOMIOREHTH TECTA AOJDKHE XPAHHTHCH IPH TeMmeparype +2°C no +8°C.

2. He samnopaxuBaTh KOMIIOHEHTH TECTA.

3. PeareAr mocie BCKpHITHN (MaKoHA MOXHO XPaHHTH NpH TeMneparype +2-8°C p
TCMHOM MECTE B TeUeHHE BCEro CpOKa NORHOCTH,

4. KaxmGparop nocne BCKPHTAS (aKOHA MOKHO XPAaHATS IIPH TemMueparype +2-8°C He
Gonee 7 aneit,
KamGpoaka BLITONHAETCA N0 Mepe HeoOX0MAMOCTH.

Cpox roamocTm: Cpox romsocTn Habopa (OpHE COOMORCHME YCUOBHM XpaHeHus,
TPAHCOPTHPOBKH) — 18 Mecamen mpa mepa‘rype or +2°C mo +8°C., Habop pearenros ¢

Yenosas TpadCHOPTHPOBKE
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TpaHCNOPTMPOBKA M3[eNNs MOXET OCYLLECTBAATLCA BCEMM BMAaMU TpaHCropTa B
KPbITbIX TPAHCMOPTHbIX CPEeACTBaX B COOTBETCTBMM C NpaBuiammn nepeBo3oK, ANCTBYHOLWMMM
Ha TpaHCnopTe A4aHHOro BMAa. TpaHCNOPTMPOBKA BO3MOXKHA TOMbKO C COB/MOAEHMEM YCNOBWUIA
XpaHeHus. W3genus, TpaHCNOPTMPOBAHHbIE C  HAapYyLUEHMEM TemrepaTypHOro pexumMa,
NPUMEHEHMIO He noAsiexar. [onyckaeTcs TpaHCNOPTMPOBaHUe nNpu TemnepaType oT +9 °C ao
+25 °C B TeyeHue 7 CyT.

CsefieH1A 06 0CTaTOYHbIX PUCKax

AHann3 puckoB Habopa peareHToB [ns ONpPeAeneHns  KOHLUEHTpauuu  0OLLero
XO0MecTeprHa B CbIBOPOTKE U M/ia3Me KPOBU 3H3UMATUYECKUM KOTIOPUMETPUYECKUM METOAOM
«3KcnpeccM-XonecTepuH» 6bin NpoBegeH B cooTBeTCTBUM C 1ISO 14971-2011 KONMNEKTUBOM
cneymnanuctoB OO0 «3kcnpecc MaHyhaKTypa», CBSA3aHHbIX C pa3paboTKOW, NPOM3BOACTBOM
3TUX TECTOB, BK/OYasA npeactasuteneid OTaena KOHTPoNs Kadectsa v OTaena HOpMaTMBHO-
MpPaBoBOro perynpoBaHus.

BOMbLIMHCTBO PUCKOB, CBSI3aHHbIX C paboTol Habopa peareHTOB, OblM CHWXKEHbI [0
NpYeMNEMbIX YPOBHEN C MOMOLLbIO aHa/M3a XapakTepUCTUK MpoLecca.

WHopmaums o nopsigke 06paboTKn MeAULMHCKOro 1U3gennsa ans ero noBTOPHOro
NCMNO/Ib30BaHUA.

Habop  peareHTOB  «3KcnpecCM-XonecTepnH»  He  MNOA/MEXWUT  MOBTOPHOMY
MCNO/Mb30BaHNIO.

TexHN4YecKoe 06C/Ty)KMBaHME N PEMOHT

[aHHoe n3aenne He NOLNEXUT TEXHNYECKOMY 0O6CNY>XXMBAHUIO U PEMOHTY.

MeToab! cTepunmsaLmn n3genus

LLlInenvie He TpebyeT cTepunmsaLlmm.

MNporpammHoe obecrieveHve paboTbl U3aeunsa

OTcyTCTBYET.

Ycnosusa oTnycka
[na yupexxaeHnin 34paBooXpaHeHus.

Peknamauun

B cnyyae BO3HUKHOBEHWS KaKUX-IMO0 MPETEH3UIA K Ka4yeCcTBY UM KOMMNIEKTHOCTM TecTa
obpalLainTech K BalleMy MOCTaBLUMKY WM HEMnocpeacTBeHHO B KomnaHuto OO0 «3kcrnpecc
MaHydakTypa»:

000 «3kcnpecc MaHydakTypa» 117105, ropos Mocksa, BapLuasckoe Liocce, oM 28a,
aTak 5 nom. XlUa kom. 1,

Tel.: +7 495 19 0000 5; e-mail: info@expressm-test.ru

[rapaHTUiHble 06513aTeNbCTBA

Mpon3BOACTBO  MMEET  CEPTU(MLMPOBAHHYIDO Ha  COOTBETCTBME  TpeboBaHMAM
MeXxayHapoaHoro ctaHgaprta 1SO 13485:2016 cucteMy MeHepKMeHTa KayecTsa.

MapaHTna OO0 «3kcnpecc MaHydaKTypa» AeNCTBYET TOMbKO MPW YCNOBMK, YTO Habop
peareHToB «JKcnpeccM-XonecTepuH» MUCMONb3yeTCs B COOTBETCTBMM C WMHCTPYKUMEW Mo
npuMeHeHVIo. Bee npefynpexaeHus, cofepXallmecs B MHCTPYKLUMM N0 NPUMEHEHWIO, CrieayeT
cumTatb Heo6xoaMMOM 4acTbio rapaHTMn. OO0 «3kcnpecc MaHydakTypa» o0b6ecneumsaeT
rapaHTMIO Ha CBOW M3aenns Ao Aatbl «FofeH [0», YKa3aHHOW Ha yNnaKoBKe.

B cnyuae BblISiBIEHNSA KaKMX-NM60 AetheKTOB YNaKOBKM UM CaMUX U3LENNIA, CBSIKUATECH C
000 «3kcnpecc MaHydakTypa».
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