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CBEJIEHHA OF H3JJE/IHH

o HaGop peareHTOB /U1 KONMUECTBEHHOTO onpenenenus [l-muvepa B
00pasiax CHIBOPOTKH H [U1a3Mbl KPOBH YeJIOBEKa METOJIOM JIATEKCHOI HMMYHOTYpOHammeTpu «xcnpeccM-I1-mimep TypGuy».

Hasuauenue usjenns:

HaGop peareHToB 115l KONMYECTBEHHOTO onpenenenys Jl-iMepa B oOpasiax CBIBOPOTKH M IUIa3MbI KPOBH
4esI0BeKa METOJIOM JIATEKCHOH MMMYHOTY] pHn « A-J1; p Typou» JUTS KOJIMYECTBEHHOTO
onpezenenns JI-mmepa B 06pasiax CHIBOPOTKH H IIIa3Mbl (C IMTPATOM HATPHA B KAUECTBE AHTHKOArYJIIHTA) KPOBH YeloBeKa
METOIOM JIaTeKCHOli HMMYHOTYP PHH C LENBIO Nep] il OleHKH TH PUCKA MM HAIHYHMS MPOLecca
TpoMO00OPa3oBaHHS.

@YHKIHOHAIBHOE HA3HAYEHHe:

BcromoratesbHoe CPesicTBO B IMArHOCTHKE, MOHHTOPHHT. [IpHMEHEHHE H3/IeIHs He HMEET MOMy IAIHOHHBIX i
JleMorpadHIecKHX OrpaHHUEHHIH.

I H npoT

HaBop peareHToB JUlsi KOJIMYECTBEHHOrO onpejeieHus Jl-mumepa B o0pastax CHIBOPOTKM M ILIA3Mbl KPOBH
YEIIOBEKA METOIOM JATeKCHOH uMMyHOTYpOHmuMerpun «DkenpeccM-JI-mumep TypOu» nokazan uis KOJTHYECTBEHHOIO
onpesenenus JI-umMepa ¢ Heibio AMarHocTHKH Tpombo3a riyGokux en u JIBC-cHHIpoMa, a Takike B KaueCTBE NEPBUUHOIM
OLICHKH HIp M MOHHTOPHHTA IIPOBOIMMON AHTHKOATYJIAHTHOI TEPAITHH.

TIpoTuBONOKa3aHuii HET.

ToTenuuanbubie NOTPEGUTEIIN: MCMLUMHCKHE YUPEHKICHHS; JIAGOPAaTOPHH.

Kpaaugukauusi nepconana: creuuaibHo OOYYEHHBIC CHEUMATMCTBI: Bpay KIMHUYECKOH J1abopaTopHoil
JIMArHOCTHKH, MEJMUMHCKHUIT TaGopaTopHblii TeXHHK ((enbep-1abopanT), Bpau-KIMHHIKCT.

ObaacTh NPHMEHEHHs:

Obnacts H3IEITHS — K. nabopaTopHast AMArHOCTHKA.

Onucanue uejiesoro anaunra. Hayunas suaunmocrs

Jl-numep — GenkoBblil (parMeHt, 06pasylommiics B YHCIE MPOYHX it mpu pacnaze ro
cryctka, Gopmupyromero Tpom6. [Tossaenne J[-mumepa B KPOBOTOKE CBA3AHO C TPOLECCAMH KOATYJISLMH H TOCIEIYIOEro
ubpurommsa. [losbimenue ypoBHs JI-amMepa HampsaMyio 3amcm OT aKTHBHOCTH pa3spyLieHHss GUOPHHA U KOCBEHHO — OT

AKTMBHOCTH TPOMGOOO] y M Jerpajauud Tpom0a HAaxXOmATCs B TECHOI
31. OO TpoMba MOXKeT Th HE TOJIBKO [PH HAPYLICHHH LEJIOCTHOCTH SHAOTENHS U Pa3pyLCHHH
(POPMEHHBIX S7IEMEHTOB KPOBH, HO M MPH NATONOMMAX CHCTEMEI T K M, CBASAHHBIM C

aKkTuBaumeii koarynsauuu. [pu T aHOMAJIbHOE (O TPoMOOB B cocynax. [Tpu
9TOM 3amycKaeTcs 06paTHbiit npouece pubpuHomI3a ¢ 06pasosannem JI-mumepos. Konuentpauus [I-1uvepa B KPOBH 3aBHCHT
OT pasmepa TpoMOa, a TAKKe CBA3AHA C TETBHOCTBIO ii Teparu.

Jl-mamep 06najiaeT BBICOKMM OTPHLATENLHBIM TPEIMKTHBHBIM 3HAYEHHEM, TO €CTh KOHIEHTPAIHs IaHHOTO
MapKépa HIKE MATOIOrHYECKOrO I0POroBOro 3HAYCHHs MO3BOIAET C BHICOKOI 10/1¢ii BEPOATHOCTH HCKIIOUHTH OCTPYIO Gopmy
COCTOSIHHS, BB 0 TPOM O J1-mamepa ©TCA Ul MAarHOCTHKH CHHIPOMA
JIMCCEMMHHPOBAHHOIO  BHYTPHCOCYMCTOro cBeprhiBanus (JIBC-cunapoma), tpombo3za riyGokux BeH, TpomMOGodaMOommi
JIErOUHOI apTEpHH, & TAKKE UL MOHMTOPHHIA IPOBOIMMOH aHTHKOATYJIAHTHOMH TEpanum.

CocTaB H3/IeJIHs M KOMILICKTAUHS H3/Ie/Ist:

Cocras 1
1 Pearent 1 — dakon ¢ GyQepHbiM pacTBOPOM.
2. Pearent 2 — gnakon ¢ Gy(epHbIM PacTBOPOM, COAEPIKALIMM YACTHILbI JIATEKCA, TIOKPBITHIC AHTHTEIAMU

K JI-mmepy ueioBeka.
Kanudpatop B cocras HaGopa He BXouT!
Jasi npoBenennsi ananmusa ¢ nomombio CoctaBa 1 HeoOX0aMMO HCIO/IB30BATH OCTATOYHBIE

kaauparopbt u3 Cocrasa 27, 160 paHee NOCTPOEHHYI0 KAJIHGP Y10 KPHBYIO ¢ TOpOB
u3 Cocrasa 2.

Cocras 2

1. Pearent 1 — ¢uaxon ¢ GydepHbIM pacTBOPOM.

2. Pearent 2 - ¢uakon ¢ GyQepHbIM PACTBOPOM, CONCPHKALUMM YaCTHIbl JIATEKCA, MOKPBITBIX

MOHOK/IOHAJIbHBIMH AHTHTE/IaMH crieuuuunbM JI-1MMepy ueoBeka.

3. Kaaudparopsi 1,2, 3,4, 5 n 6 (K1, K2, K3, K4, K5, K6) — ¢makossl ¢ 1H0(HIM3MPOBAHHOM (JUT KOMIUICKTOB
NeNel-6) mmn oxizkoii (a1 Kommektor NeNe6-12) ChIBOPOTKO# KpOBH tenoBeKa, cozepameii Jl-amvep B
pasmMuHbIX KoHUeHTpauusx Tounas kouueHTpaims JI-1MMepa ykasaHa Ha STHKETKE (IaKoHa M B MaCMopTe Ha
HaBop pearcHToB.

- Anammsatop OHoxuMHueckuil (ortomerpuuecknii kuHerHueckuii ABx®K-02-«HII-TM», OOO HIII
«TexHomemmka», Poccus (PY NedCP 2012/13802 ot 08.06.2017r.);

- Apromartnuecknii Onoxmmuueckuii anamsatop Konelab 20, ThermoElectron Oy, ®unmssmis (PY ®C Ne
2006/2924 ot 28.12.2006r.);

- Anamsarop O
ot 02.08.2012r.).

KomnmuecTBo BO3MOXKHBIX HcclenoBanmii HaGopa (X) paccunmteiBaercs mo dopmyne: X=V/VI, rie V — 06bém
pearenta Bo ¢uiakone, a V1 — 00béM pearenta, He0OXOMMBII JUIst aHal3a 0HOro obpasua (0,180 it — s pearenta 1, 0,060 M1
— JUIsl peareHTa 2 COOTBETCTBEHHO).

To4HOE KOJIMYECTBO ONPE/IC/ICHHH 3aBUCHT OT IaPAMETPOB IS BBOJIA, YKA3AHHBIX B PyKOBOJICTBE I10J1530BATEIIs! Ul AHAIM3ATOPA.

it AU480 ¢ npuna, Tmu, Beckman Coulter, Snonns (PY Ne®dC3 2010/06742

Ipumevanus.
1. HaBop BKJIIOYAET BCE pearcHThl, HEOOXOAMMBIC /U5l IOCTAHOBKH AHANIN3a, KPOME NPOOMPOK Juist cGOpa KPoBH,
JIO3UPYIOLIEro YCTPOHCTBA, TaliMepa, O/IHOPa30BbIX MEPUYATOK, ICHOHH it BOJIBL, KIOBET, GHO: YECKOI'0 aHAIM3aTOPa.
2. B coctaBe U3/ie/Ius OTCYTCTBYIOT JIGKAPCTBEHHBIC CPEICTBA H tpapmaucamqwmc cybcraHumn.
3. B cocraBe u3ie/usi OTCY TCTBYIOT MATEPHAIIBI, BCTYIIAIOIIE B KPAT
M HE COJICPIKATCS MaTepPHAJIbl, BCTYNAIOUME B OIOCPEIOBAHHBIH KOHTAKT ¢ OPraHU3MOM NALMEHTa H [IEPCOHAIIA, HCTIONb3YIOMIETO
M3/IeJIHE, NPH BBINONHEHNH TpeOoBanuil MHCTPYKLMH 110 TPUMEHEHHIO.
4. Kanubparop 1, kamuGparop 2, kanuGpatop 3, kanubparop 4, kanudpatop 5, kanmbparop 6 ne conepikar HBsAg,
antutena k BI'C, anturena k BUU-1,2.
B KOMIUIEKT MOCTABKH BXOJAT: HAbOp PeareHToB, HHCTPYKIMSA MO nacropr ( o
3anpocy). KommonenTs! HaGopa ynakoBaHbl B KOPOGKY, B KOTOPYIO BIIOKEHa HHCTPYKIIHS 110 IPHMEHEHHIO H TTACTIOPT (10 3a1pocy).
Onucanue NPHHIANA MeToaa
Tpusmun paGothl HaGopa pPearecHTOB OCHOBAH Ha MPAMOM BaphaHTe onpexenenns Jl-mivepa B obpasue
TypOMIUMETPHUECKHM METOIOM.
Jl-mavep B 00pasie KpOBH MAlMEHTa CBA3BIBACTCA C AHTHTENAMH, COPOMPOBAHHBIMH HA JIATEKCHBIX YaCTHIAX
Pearenta 2, ¢ 00pa3oBaHHEM KOMILIEKCA aHTHIEH-aHTHTENO, YTO TPUBOAMT K ArrIIOTHHAIMK C M3MEHEHHEM TypOHIHOCTH

BCHHBII KOHTAKT,

PEAKIHOHHOTO PACTBOPA, HIPH TOM CTENeHb npsaMo c Jl-nmmepa B ucciieryeMom obpasiie.
Konnentpamus JI-IMMepa paccUuTHIBACTCA 10 KamMOPOBOYHOW KPHBOM, MOCTPOGHHOH C TMOMOIIBIO COOTBETCTBYIONIHX
KaIHOpPaTopoB.

KparHocTh npHMeHeHust

HaGop peareHToB /u1st KOJIMYECTBEHHOTO Onpe/ieenus J[-umepa B 06pasuax ChIBOPOTKH U ILIA3Mbl KDOBU HEI0BEKA
METOJIOM JIATeKCHOH MMMYHOTYpOManMeTpun «kerpeceM-JT-mumep Typou» Brunouaer pearentst wisi 100, 200, 250, 300, 350,
400, 450, 500, 600 onpeienenuii 1-mumepa B o6pazuc 1POOBI — CHIBOPOTKH HIIH IU1a3Mbl KPOBH ueiioBeka (cM. n. Cocmas uzdenus).

Tlepen ucnons: Habopa pearcHTOB, HOMEpP CCPUH, HOMEP KOMILICKTa M CPOK
TOJIHOCTH /15l KaJKJIOTO KOMITOHCHTA Haﬁopa pca: CHTOB.

HaGop peareHTOB Npe/iHa3HAYCH TOJNBKO VIS OIHOKPATHOIO MPUMEHEHHS 110 HA3HAUCHHIO.

VeaoBust IKCIITyaTALHHI

1. HaBop peareHTOB Julsi KOJIMYECTBEHHOro ompeieneHus Jl-aumepa B o0pasuax ChIBOPOTKHM M IUIA3MbI KPOBH
YEJIOBEKA METOJIOM JIATCKCHOH HMMMYHOTYP eTPUH  «C p A-]T; p TypOu» JIOJDKEH OKCIUlyaTMpOBAThCs TPH
Temnepatype +20-25°C.

2. He 3aMOpaKuBaTh KOMIIOHEHTEI HaGopa.

MepbI NPeI0CTOPOKHOCTH

1. MoTenumanbibiii puck npumenenns HaGopa peareHTOB /15l KOTMHECTBEHHOTO onpeienenns [I-uvepa B obpasiax
CBIBOPOTKH H I1a3Mbl KDOBH Y€IOBEKA METOIOM JIATEKCHOH HMMYHOT, eTPHH « A-J1-mmep TypGu» — kace 2a.

2. Pearentst 1, 2 u kamubpaToph! cozepkaT HaTpUA asujl B Konuentpauun <0,1%. M3beraiite mporiaTbiBaHUs HIH
KOHTAaKTa ¢ KOXKeil HIM CIH3MCTBIMH 000704YKaMH. B cilydae KOHTAKTa ¢ KOKeil MPOMOIiTE MOpakeHHbIl yJacTOK GOmbIMM
KOJIMYECTBOM BOJIbL. B cilydae monafanus B 1/1a3a I NPH NPOrIATHBAHHH HEME/UICHHO 0OPATHTECH 33 MEIHIIHHCKOM TIOMOIIIBIO.

3. Kaymbpatops! 1-6, BXozsiue B cocTaB 2 HaGopa peareHTOoB, IPUTOTOB/ICHBI Ha OCHOBE Y€/I0BEYECKOH CHIBOPOTKH,
He cogepxateii HBsAg 1 anturena k BIC u BUY 1,2. Tem He MeHee, 00palaThesi ¢ HUMH CISAYeT ¢ OCTOPOKHOCTBIO, KAK C
MOTEHIHANBHO HH(EKIHMOHHBIMH MaTepPHATIAMH.

4. B cocras Pearenra 2 Bxogust MOHOK. aHTUTENa, GHOIOTHYECKHM MATEPHATIOM
HKHBOTHOTO Th Ta moATBepKIacTCs ceprudukatom Gesomacroctr. Tem He Memee,
00paIaTLCA € PEAreHTOM CJICET ¢ OCTOPOKHOCTBIO, KaK C MO’ JIHO ONACHBIM M@

5. Jlanubiii Habop paspaGoTaH M HMCIHOIB3YETCS TONBKO JUIS JMATHOCTHKH N VItro, juis npodeccHoHanbHOro

TIPHMEHCHHSL.
6. Tlepen Hauanom PaGoTLI BHHMATEIBHO IPOUHTANTE JAHHYIO HHCTPYKIHMIO.
7. He ucnonb3yiTe KOMIOHEHTBI HabOpa PEareHTOB M0CJIEC OKOHYAHUs CPOKA FOJHOCTH, YKA3aHHOIO Ha ITHKCTKE
YIAKOBKH.
8. He nc YHTE PEareHThI ¢ MOBP i i
9. Tocne BekpeiTHA pearenTsl | 1 2 Xpanstes B Teuenne 30 aueit npu Temneparype +2-+8°.

10. B nomelenmu, r1e NPOBOMTCS aHAJIN3, 3aNPEUICHO MHTh, KYPHTb, IPUHHMATD NHILLY.

11. Tlpu paGoTe Bcer/a ciieyeT BBITONHATH CleIylomue TpeGoBaHms:

- Cresyer paccmaTpuBath npo0bl Kak ¢, OPraHU30BbIBATH PabOTY M XpaHeHHE
B COOTBETCTBHH C HALMOHATBHBIMI TPEGOBAHHAMH, TIPHHATEIMH B MEIMIHHCKOM YUPEIKICHHH.

- Ilpu npoBe/ieHHH aHAIH3a CICIYET HCIIONB30BATH CICAYIOUME MEPhI HHIMBHIYalIbHOH 3alMTHL 3aLIHTHYIO
OfIeskTy, TaKylo Kak 1aGopaTopHbIe XalaThi H OJHOPA30BbIe MepyaTku. He ynoTpeGnaTh MMIly W HAIMTKE H HE KypHTb B 30HE
npoBezienns ananu3a. M36eraTh KOHTAKTa PyK ¢ I/1a3aMH H HOCOM BO BpeMs cGopa 1 aHami3a mpob.

Yrunuzauus

MCIIo/1b30BaHHbIC PEATeHTB, PEAreHThl C HCTEKIIMM CPOKOM TOHOCTH, a TAKXKE HEHMCIIONb30BAHHBIC PEArcHTHI,
YMAKOBKY, OHOJNOTHYCCKHii MaTepHai, BKIIOYAs MATCPHANILI, MHCTPYMEHTHI M IPEIMCTEL 3arpAsHCHHBIC OHONOIHYCCKHM
MaTepuaom, v b (XPAHHTS U T 1poBars) B cootseretsin ¢ CanlTuH 2.1.3684-21 “Canntapho-
omy, HYECKH K TepPHTOPHii FOPOJCKHX H CETBLCKHX MOCEICHHIE, K BOIHBIM 0GBEKTaM, IHTHEBOI
BOJIE M IHTEEBOMY Bonocua6>xeumo aTMOC()ePHOMY BO3ZYXY, ITOYBAM, KHJIBIM ITOMEIICHHSM, IKCIITYaTALHH TPOH3BOICTBCHHBIX,

BapuanTst 5
Kommiekt Ne | Pearent 1 | Pearent 2 Kajuoparopst ° u.{ec'melll:zlx) opr " CAHHTEPHO-TIpOT) e ( THHCCKHX)
Cocran 1 HeHCIIONB30BAHHBIC PCATCHTEI, PEATCHTH C HCTEKIHM CPOKOM TOTHOCTH, YIIAKOBKA OTHOCATCA K KIACCY ONACHOCTH
Komnexr Nel 1 . 18 v 1. 6w - OTXO/0B A.
Komnsexr No2 11 36w T 12w - GO M30BAH HBIC PCATCHTSL, PATITHIC MPOGH 1N PearcTH v y6ipaTs 1 y
Kommnexr Ne3 3 . mo 12 Mo 1. 12 mn - Y CpEJICTBA B COOTBETCTBHH C MECTHBIMH TP 0 yup (CanlTnH 2.1.3684-21
Kowmruiekr Ned 1 . 45 mn T 15 mn - “Canmrapno- wucCKHE Tp K TeppuTopHii rop e i, K BOMHBIM
Kowmruiekt N 1 . 54 mn T 18 mn - OGHeKTaM, IHTHROI! BOE H ITHTHEBOMY HOIOCHAGAEIIIO, ATMOCICDHONY BOAYXY, HOUBAN, HILTHM TONCUICHHAN, OKCILTyaTaryi
Kommiekt Ne6, 1 . 63 mn 1 . 21 mn B NPOH3BOJCTBEHHBIX,  OBIUICCTBCHHBIX opra " CAHUTAPHO-TIPOT 7 W
Kowmmiekt Ne7 1 . 72 mn 1 1. 24 mn - (npodunaxTuyiccknx) meponpushii”), knace b.
Kommnext Ne§ 3 o0 24 win 1 . 24 wn N Tlo Bompocam, YTHIH3AIHH SKCTPECE TecTa, ciietyet obparmatsest k 000 "Ixenpece Manyaxrypa”:
rRST—— | . 81w 1. 27 wa - 117105, ropoa Mocksa, Baptuasckoe mocee, 1om 28a, 5tas 5 nom. XIIla kom. 1;
Kowmsiexr Nel0 11 90 11 30 - Tea: +7 495-190-00-05.
XapaKkTepHCTHKH TecTa
Konmnexr Noll 3 gn. 1o 30 1 . 30 mn = 1) AHaIHTHYeCKAst 4YBCTBHTEAbHOCTD: 0,5 MKI/MIT
Kommnexr Nel2 e 1 41; 108 1 dn. 36 mn - u3Mepena Ha 00pasiax CTaHJAPTHO! MAHEIH MPEIPHATHA, COEP)ANMX J{-IuMep B PasIMYHBIX KOHLICHTPALMAX
ocTaB (COI1-020).
Kowmmnekr Nel 1 ¢n. 72 mn 1 ¢n. 24 mn Kl -1 ¢n, K2 -1 ¢, K3 - 2) Juneiinocty:
Kommexr Ned 3 Q. 0 24 ma 1 . 24 mn 110?""1 K51 K6 B ananasone ot 0,5 10 30 MKI/MJI IPOLEHT OTKIOHEHHS OT «IHHEHHOCTH» COCTaBUI 5%
Komnexr Ne3 1 dn. 81 ma 1 . 27 ma ) ~ 1 n. KS — 1 gn, K6 — 3) TouHOCTE («TECT HA OTKPBITHE»):
Kowmmexr Ned 1 ¢n. 90 mn 1 ¢n. 30 mn bn. OTKIIOHEHHE OT TEOPETHYECKOH or it (mpu TpoGbl, TOTYYEHHOH MpH
Komnuiekr N5 3 ¢ mo 30 mt 1 ¢n. 30 mn cvewmmBanuu aByx o6pasios COTI-020) - ne Gosee 8% (o 92% 10 108%).
Kowmmnekt Ne6 1 . 108 M 1 . 36 M 4) Mpenusmonnocts:
Kowmmnekt No7 1 ¢n. 72 mn 1 ¢n. 24 mn K1 =1 . 1 mn, I 5 nyTém OB MOCTH 1 TH TIpH Tec
Kowmmnekt No§ 3 . mo 24 M 1 ¢n. 24 mn K21 ¢n 1 mm, K3 -1 . 1 Byx 06pasiios COTI-020 & 20 MOBTOPHBIX HIMEHCHIAX
Komiext Ne9 1 . 81 mn 1 . 27 mn M, K4 — 1 . 1w, ABYX 0P AL Top! P ’
Kowmext Nel0 1 1. 90 1 . 30 K5~ 1 ¢ 1w, K6 — 1 . 1 -+ | OBTOPACMOCTE:
Kommext Nel | 3 . 110 30 vt 1 . 30 M O6pazen Ne Cpeanee 3HaueHne, MKT/MI1 CV%
Kommekt Ne12 1 . 108 M 1 . 36 m 3 2 0.3
HaGop BbIMycKkaeTcs B BAPHAHTAX KOMTUTCKTATIHH, MAKCHMATBHO PACCUHTAHHBIX . 5 20 0.2
Cocras 1
. Ha ncenenopanue 100 06pasnos - Kommexr Nel, 4.2. Bayr = BOCIIPOH: -
. Ha uccnenosanue 200 06pasuos - Komrutexrsr Ne2 i Ne3,
. Ha nccreiosanue 250 06pasios - Kommekt Ned, OGpasen Ne Cpezice 3HateHme, MKr/MT Ccv %
. na nccnenosanue 300 06pasuos - Komruiekr Ne5,
. Ha uccnenosanue 350 06pasuos - Komruiekr Ne6, 3 2 12
. Ha uccnenosanue 400 06pasuos - Komruiekrsr Ne7 i Ne8,
. Ha uccnenosanue 450 06pasuos - Komruiekr Ne9, 5 20 08
. Ha uccnenosanue 500 06pasuos - Komrurekr Nel0 i Nel 1,
. Ha uccrenopanue 600 o6pasios — Kommiexr Nel2, 4.3. MexcepniiHasi BOCIPOH3BOIHMOCTh
Cocras 2 OGpasen Ne Cpennee 3Ha4CHHE, MKT/MIT CV %
. Ha uccnenosanue 400 06pasuos - Komrutekrst Nel, No2, No7 1 Ne8, pasel pet
. Ha uccnenosanue 450 06pasuos - Komruexrsr Ne3 i Ne9, 3 2 45
. Ha uccnenosanue 500 06pasuos - Komrutekrsr Ned, Ne5, Ne10 u Nell, 5 20 38
. Ha uccnesoarme 600 06pasios - Kommexter Ne6 u Nel2.

Jlns nposenienmst | ananmsa nemombsyeres 180 micn pearcna 1 1 60 Mic1 pearcna 2. B cryuae HCros3osamms
aHATM3aTOPOB, TPEOYIONIX 0GHEM PEAKIMOHHOI CMech GoTbile THG0 MeHbiie 240 MK, HEOGXOMMO MPOMOPIHMOHATHHO
M3MCHHTH OGHEMBI PEareHTOB M 00pA3ILa, HEOGXOMMBIX JUA BHINOTHEHIS AHATH3A.

TIpuMeHeHME HAGOpA PEATeHTOB BAIHMPOBAHO Ha GHOXHMHYCCKHX aHATH3ATODAX:

- Anamusatop noyasTomatiucckuii Groximnueckuiit MULTI+, "[13 KOPMEI C.A.", Tonbma (PY Ne dC3
2012/13137 01 29.10.2012r.);

* [Ipn pacuére 0,24 Mt cMecH peareHToR Ha | onpejererie
2 KonmuecTsennoe onpenenenne J-mmepa ¢ nomombio Coctasa | BO3MOKHO TONBKO NPH HCHIONB30BAHHH KaJHGPOBOUHOI
KPHBOi, OCTpOCHHOf Ha KannGpatopax i3 Coctasa 2.

HHCTpyKIMs 1Mo NpUMeHeHHto Bepens 3.0

5) AnaauTHYecKas cnenHpHYHOCTE
5.1. BIMSIHHSL HHTEPD IMX BEIIECTB:
B obpasupr COIN-020. Jlanmbie BemiecTBa B YKa3aHHBIX

Bewecrsa, nep ke,
KOHLICHTPALHAX HE OKa3bIBaJIM BIIMSHHUS HA PE3YJIbTAT aHaJIu3a.

# Ipu pacuére 240 M1 0Gbema ii cvecn wa 1

KanMopoBKN

, Be3 ydera 06beMa, HEOOXOIMMOTO JUTs IPOBEICHHS

HaBop peareHTOB 151 KOJIMUYECTBEHHOTO onpesieneHns JI-mmepa B 06pa3uax ChIBOPOTKH U MJIa3Mbl KPOBH UeJIOBEKa METOJIOM JIaTeKCHOI HMMMyHOTYpOnmmeTpin «dkenpeccM-JI-mmep Typou» OO0 «dkenpece Manydaktypa» 1



BemecrBa Konuentpamun
GuupyGun 18 mr/un
reMornoGnH 500 mr/m1

TPHIIHIEPHIbE 2000 mr/nn

5.2. McesteioBanme KPocc-peakTHBHOCTH

1a M3yYeHa NepeKPecTHas peakTHBHOCTh CO ClE/IYIOUMMH BEIECTBAMH (TabinIa HHKe)

BemectBo Konuenrpauus
Dubpuroren 1 /v
PepmaTonmblii hakTop 300 ME/mn

O6pasusr COIN-020, conepxanmyie BEIECTBA B YKA3aHHBIX KOHIEHTPAUMAX, ObUIM OTPHIATEIBHBIMU TPH
TECTHPOBAHHMHU C MIOMOIIIbI0 HaGOPa PeareHToB.

6. Koddpdpuument xoppeastmn R? - 0,9908.
Hccaenyembie 06pasubi
1. AHaiu3 BBITIOJHSACTCS HA IPOGAX CHIBOPOTKH MITH ILTa3MbI KPOBH YEIIOBEKA (C IATPATOM HATPHSI B KAYECTBE AHTHKOATY/LIHTA).
JUns npoBe/ieH s 0IHOTO aHaH3a HEOOX0MMO MHHHMYM 4 MKJI HCCIIeTyeMoro oGpasiia.
2. Jlnst mOMyYeHHs CHIBOPOTKH HITH TUIA3MBI HCTIONB3YIOT BEHO3HYIO KDOBB, TOTYUCHHYIO B JIaGOPATOPHBIX YCIOBHAX B
BaKyyMHbIe KoHTeiiHepbl B cootBeTcTBrn ¢ TOCT P 59778-2021, TOCT P MCO 6710-2021. KpoBb LieHTpH(YTHPYIOT B TeUeHIE
10-15 munyT pu 1000-1200g mpu komuaTHOI TemmepaType (15-25°C) He mo3nHee, deMm yepe3 | dac mocie B3sTH 0Opasia.
3. OBpas3ibl CHIBOPOTKH HIIH I1J1a3Mbl KPOBH JI0 HCCIIEI0BAHMS MOKHO XPaHHTh He Gosee 7 CyTOK npH Temmepatype ot 2 10 8°C
wm 1 mecsan npu temmnepatype muxyc 20°C wmm Goiee Hu3KOf. JIOMycKaeTcs TOJBKO OJHOKPATHOE 3aMOPaKHBAHHE-
P 00pasibl mepez TIIATENBHO Th.

4. TpaHCTIOPTHPOBAHHE POO OCYILECTBISIOT M Th 1IPO0, a TaKkKe GE30MaCHOCTb Kypbepa
u oxpyxatomux Juoaei. Koureiinepsl ¢ npobamu T MPYIOTCSi B BEPTHKAJ el c
TEMIIEPaTYPHOrO pexuma ycnosuii xpanenus. He nomyckaercs T

HeotuenTpudyrHp npo6
CBIBOPOTKH M [1a3Mbl KPOBH, KOHTAKTHPYIOIIMX C OCAJK/ICHHBIM CTYCTKOM.
5. C6op, 06paboTKa, HOATOTOBKA U T
TOCT P 53079.4-2008, TOCT P 59778-2021.
6. U st c JIMITHJIOB U (MJTH) C IPH3HAKAMH TeMOIH3a, U
(/M) C BUAMMBIM MHKPOGHBIM IPOPOCTOM MOJKET NIPUBECTH K HE BEPHBIM Pe3yJIbTaTaM aHaIM3a.
7. OGpa3tibl, cojieprKalme 0cajIoK, Epe/l aHAM30M OTUEHTPU(YrupoBaTh B TeueHue 10-15 mun npu 2500-3000 06/mMuH.

Cnocod npumenenust

Py H MATEPHATIBI, He B cocTas HaGopa

= TIpoGupKy JUIsi TOMYYCHHs CHIBOPOTKM HMJIM IUIa3Mbl KPOBH C LMTpaTOM Hatpus (Hanpumep, IpoGupku
BakyymHble 1iactikoBbie BD Vacutainer n BD Vacutainer Plus juist B3situs KpoBH B HaG0pax M OTAIbHBIX yrakoBkax (PY
NeP3H 2013/1139 ot 22.09.2021r).

= Tlepuarku, Bata.

MPOBKA aHAJIH X JIOJDKHBI OCYIIECTBIIAETCS B COOTBETCTBHH C

= Jlosatop (nMMmeTKa MOJIyaBTOMATHYCCKAs J (\Gmm ( JlozaTopst c
JIBOHHBIM TEPMOCTATHPOBAHHBIM LIBETHBIM KOPITYCOM C oMz 103, OjHO- W
muorokanasbibie "Komop" mo TY 9452-002-33189998-2007, AO "Tepmo fDMuJep Caitentudux", Poccus, PY ®CP 2007/01430
0122.11.2016 1)) a1 1po6 ¢ HaKol IMH.

= Jlenonn3upoBanHas BOA.

= Taiimep.

= IlomyaBTOMATHYECKHIi HIM aBTOMATHUCCKHIi GHOXHMHYECKHIl aHATM3ATOP C BO3MOJKHOCTBIO BBINOIHEHHS
usMepennst npu gmHe Boauel 700 (£10) HM mpum Temmeparype uukybammm +37°C  (Hampumep, AHAIH3aTOp
oo, yeCKHii GHOX) it MULTI+, "I[13 KOPMEW C.A.", Monbuia, PY Ne ®C3 2012/13137 ot 29.10.2012r.;
Anammsarop Guoxumirdeckuii poromerpruecknii kunerndeckuii ABX®K-02-«HIIT-TM», OOO HIIII «TexHomennkay»,
Poccust (PY NeddCP 2012/13802 ot 08.06.2017r.); ABTOMaTHYecKuii Gnoxumirdeckuii anamusatop Konelab 20, ThermoElectron
Oy, ®umwrsmus (PY ®C Ne 2006/2924 ot 28.12.2006r.); Ananusatop Gnoxumudeckuii AU480 ¢ MpHHAUIOKHOCTAMH,
Beckman Coulter, Smouust (PY Ned®C3 2010/06742 ot 02.08.2012r.). Hcnonb3oBanne Habopa pearcHTOB Ha KaKIOM
AHAJIM3aTOPE OCYLIECTBIETCS B COOTBETCTBHH C PYKOBOJICTBOM I10JIb30BATEIIs! JUIsl AHAIM3ATOPA.

= X0nosHIBHHK ¢ MOPO3HIILHOM KaMepOit.

= Jle3. pacTBOpEI, pazpeienHbie Kk npuvenennio CaulTnH 3.3686-21, kpome XJ10pcoaepKaiyx.

TToAroToBKA K NPOBEICHHIO AHAJIH3A

& Jlns moCTPOEHHs KaTiOPOBOYHOI KPHBOIi PEKOMEH/IyeTCs T HaGOp
Jl-mumep B 6 konuentpauusx (Cocras 2). Ilpumenenne CoctaBa 1 BO3MOXKHO IPH HCIIOJIB30BAHUH KaTHOPOBOYHOMN KPHBOIA,
NOCTPOEHHOI ¢ MOMONIBIO OCTATOUHBIX Kamibpatopos u3 CocTasa 2, WK NpH TeNbHOI
N0CTpoeHHOl Ha Kamibpatopax w3 Cocrasa 2. Ilpu mcrio: JIPYTHX Ka or ¢ Teseii
MaKCHMAJIbHAsl I0CTOBEPHOCTD H KaUeCTBO Ppe3yJIbTaTOB He TapaHTHpyeTcs. OGHOBIATH KaTHGPOBOUHYIO KDHBYIO
PEKOMEH/IETCs Yepe3 Kabie 2 Heei.

o JInodpuimzupoBanHbie KaMOPaTopbl TPEOYIOT NPEBAPUTEILHOIO PA3BECHUS:

1. PactBopuTe JMOGUIM3HPOBAHHYIO CHIBOPOTKY B | MJI JICHOHM3HPOBAHHOI BOMbL TIIATENBHO H AKKYpaTHO
NepeMeIaiiTe 10 MOTHOTO PACTBOPEHHS CYXOTO MOPOIIKA, H30eras HH 0 BCTE u TICHBL.

2. Beizepxats B TeueHHe 15 MHHYT B TEMHOTE.

3. Bu3syalbHO OLEHHTH TOIHOTY PACTBOPHMOCTH.

e Pearente! 1 1 2 roTOBBI K HCTIOJIB30BAHHIO.

e B cBa3M C TeM, YTO WACTHUBI JaTeKca CKIOHHBI K OCEIAHHMIO HA IHO (rakoma, Pearent 2 mepex
HCTIONB30BaHAEM HEOOXOIMMO TIIATENBHO, HO OCTOPOXKHO NepeMenaTh 6e3 B30aNTHIBAHHS H PE3KOTO BCTPAXHBAHHSL.

o Henocpe/cTBeHHO Mepe/t HETIoMh30Ba JoBecTn Pearentsi 1 1 2 /10 KOMHATHO# TeMIIEpaTyphI.

Tpouenypa ananusa

OcHoBHas uHa BOJHBI - 700 HM

Benomoratenbhas imuna BoHbl - 800 HM

Jlmuna ont. myTH - 1 cM

Temneparypa - +37°C

J1151 aBTOMATHYECKHX. YCCKHX
o Co3xath, OTPEIAKTHPOBATH, THOO BHIGPATH HA AHAIM3ATOPE TOTOBYIO NMPOrpamMMmy Ui onpeneneus J[-
JUIMEpa, COOTBETCT napameTpam, mp B Tabmane 1.

* 3arpysuth B anamsartop Pearentst 1 i 2 n3 Habopa peareHToB.

o TIpn Heobxoanmoctu (cM. n. Konmpois kauecmea) 3amycTTh MpOUETYPY MOCTPOCHMS KATHOPOBOUHO!
KPHBOIi COMIACHO PYKOBOJICTBY 110 IKCITYaTaIHH,

o Pa3sMecTHTh HCCIIEyeMbIC 0GPA3IIbI CHIBOPOTKH HITH ILTa3Mbl KPOBH YElIOBEKA (C LATPATOM HATPHS B KA4ECTBE
QHTHKOATYIAHTA), @ TAKKe MPH HEOOXOMMMOCTH - KalMOPaTOphl M/MITH KOHTPOIBHBIE 06PA3Ibl B COOTBETCTBYIONINE AUCHKH
aHAIM3aTOPA.

® 3amycTHThL IPOrpaMMy ONpPENIe/eHHs KOHUEHTpauH JI-miMepa.

o CumTaTh pesynbTaThL

Tabmmua 1.
OcuoBHas Juna O6paser nim
» 700 am paselt 4 MK
BOJHEL Kanmopatop
Bcenomorarenbnas Pearent 1
800 M 180 MK
JUIHHA BOJIHBI
TemnepaTypa peakiun 37°C Pearent 2 60 MKt
Jlnuua onT. myTH " JIByxTOUeqHast M0 KoHeuHoi Touke (TWo
KIOBEThI lem Tun peatum Point End)
Tpunevanue:

1. TlpuBeieHHbIC B TAOMHIE | NAPaMETPBI PS/UIArAIOTCS B KAYECTBE IIPHMEPA JUIS GHOXMMHHUCCKOTO aHAIN3ATOPA.
Hitachi 917 ISE, Roche Diagnostics GmbH, M3 P® Ne 2003/862 ot 06.06.2003r.

st no; THYECKHUX O MX AHA3ATOPOB:

e Tlpn OTCYTCTBHM B MamsTH MPHGOPA MPOrPAMMBI C TPEOYEMBIMH TTapaMeTpaMi (MOZCTh PEaKIIH, MOZICTh
pacdeta, TeMIepaTypa, JUTHHA BOJHBI), HCIIOMb3Ys PYKOBOACTBO MO SKCIUTyaTalMd MPHOOpA, OTPEIaKTHPOBATH TapaMeTphbl
METO/Ia, COTNIacHO NpHUBEAEHHBIM B Tabmuue 1. TIpu ™ (cM. n. Ke ) 3alyCTUTH TIPOLIEYP,
TIOCTPOCHHS! KaIHGPOBOYHOI KPHBOIT COIIACHO PYKOBOACTBY 110 YKCILTyaTaLHH.

e Tlpn HamMuMM B MAMATH TMPHOOpA MPOTPAaMMBI C TPEOYEMBIMH MapavieTpami (MOZIEh PeakiiH, MOZCTh
pacueTa, TeMIepaTypa, JUIHHA BOJHBI) BOCTOTB30BAThCA JAHHON MPOTPAMMON M MPOBECTH aHATM3 COTIACHO CIEyromei
npouenype (tabnuna 2). Tlpu HeodxomnumocTH (cM. n. Konmpons Kauecnea) 3amycTuTh mp Py TIOCTPOCHHS KaMOPOBOUHOH
KPHBOii COTTACHO PYKOBOJICTBY 10 SKCTLTyaTaIIHH.

TabGmiua 2.

JI0GaBuTH B KIOBETY:

OGpazel [ 10 micn
Pearenr | | 450 mxn
Xopomo Tc 1 MHKYOMpyiiTe B TeucHie 5 murHyT npn 37°C

Pearenr 2 [ 150 mxn

Xopoluo nepemenaiite u uaKyGHpyiiTe 30 cexy npu 37°C, canTaiite BemumHy abcopoumm Al;
HnxyGupyiite eme 270 cexyH, cunTaiite Bemumny abcopoimm A2.

Paccunraiite A, 1

Tlpunewanus:
1. TapameTpbl /st pasHbIX Mozeneii X MOTyT 0 oran4arthes. [Toxkanyiicra,
BHHMATEITHHO [IPOUTHTE P BO Tens TIepeI HACTPOIIKOI MapaMeTPoB.

2. AjianTaiyu porpaMM JUlsi pasiiHIHbIX MOJIe/Ieii aHAIM3AaTOPOB NPEIOCTABJISIOTCS 110 3aMpocy.

3. Pacxox pearenToB HaGopa Ha | aHamu3 H 00bEM aHATH3HPYEMBIX 0OPA3LOB 3aBHCHT OT THIIA HCIIOIB3YEMOTO
npiGopa 1 06beMa KIOBETbL.

Yuér pe3yanTaToB

HHCTpyKIMs 1Mo NpUMeHeHHto Bepens 3.0

Kontentpauns  J[-numepa B P o
MareMaTHYECKOH cnnaﬁH-Mo;lenu. B cootsetcTBHM C©
T GHYI0 KPHBYIO H T KOHUEHTPAIHIO
aﬁcopnuuu B obpasiie. Berunciienne pesysisTaToB p
oTobpakaeTcs Ha JwcIiee npubopa.

MHTepuperanys pe3yibTaTon

Pedepentroe 3HaueHne: Meree 0,5 MKI/MIL.

B kpoBH GepeMEHHBIX TOT I10KA3aTe/ b MOKET YBEINIMBATLCS B 2-4 pasa, pe)epeHTHbIC 3HAUCHHS! BAPLUPYIOT B
3aBHCHMOCTH OT TPHMECTPA.

V mozeii crapuie 50 sier Hopma cojepkanus JI-1Mmepa H3MEHAETCS M MOKET ObITh paccuuTana 1o Gpopmyiie:
sospacm * 0,01 mxe/mn.

TlpuBesienHble BEMUMHBI CIEMyeT PAacCMaTpHBAaTh KAk OPHEHTHPOBouHble. JlaGopaTopusam mpejuiaraetcs
YCTaHOBHTH CBOi COOCTBEHHBIH pedepeHTHBII IMana3oH B 3aBHCHMOCTH OT BO3PACTA, 110J1a K PETHOHA NPOKMBAHUSA NIALIMEHTa.

Kontposs kavecrsa

Jlns KOHTPOJIA KayecTBa HEOOXOMMMBI KOHTPOJbHBIE MAaTepHaibl, comepkaume J[-mamep. Pe3ynm‘aru,
TIOJyuCHHBIC TIPH HCTIONB30BAHHH KOHTPOIBHBIX MATEPHAIOB, IOUKHBI OBITH B 0
Eciu pesysibTaThl OTKJIOHSIOTCS OT IMANa30Ha, BBIACHUTE PHUMHY, BHITOIHUB cliefylomue sieficteus: 1. [IposepbTe Hac'rpouxy
TIapaMeTPOB U MCTOUHHK cBeTa. 2. [IpoBephTe YMCTOTY KIOBETBI H MIIIBI T 0T60pa npoG. 3. TIposeprTe, He 3arpssHeHa M Boaa.
BakTepuabHblii pOCT MOKET IPHBECTH K HEMPABHIbHBIM pesyiibrata. 4. [IpoBepbTe Temnepatypy nukybGammi. 5. [Ipoepste
CPOK TOJHOCTH KOMIIOHEHTOB Habopa.

B cootseTcTBHHM C TPeG i PbI Ka M KOHTPOJISl KAueCTBA, H3T0KCHHBIMH B PYKOBOJICTBE
N0 SKCIUTyaTalMi GHOXMMHHYECKOTO aHATM3aTOpa, KakKias JNabopaTopHs yCTAaHAaBIMBAET CBOK) coﬁcrseuuym npouenypy
KajiuOPOBKHM M KOHTPOIS KAaueCTBA B COOTBETCTBUM C KOHKDCTHBIMH Y Tp K p M yacTore:
PEKOMEHJYeTCs NMPOBOAUTL KaiuOPOBKY Kabie 2 Hesend. ITpu BOZHHKHOBEGHHH CIIEIYIOWMX YCIOBHI PEKOMEHIyeTCs
NPOBECTH BHEIUIAHOBYIO KaJIMOPOBKY: BHYTPCHHHI KOHTPO/Ib KAueCTBA BBISIBUI HECOOTBETCTBHSA, PEMOHT, 3aMEHa jeraieit
(MCTOYHHK CBETa, KIOBETA) MIIH TEXHHYECKOE 00CIyKuBaHHE OHOXHMHUYECKOr0 aHAIN3aTOPa.

OrpanHyenns MeToj1a

1. Hanuune pesmatouHoro gakropa B GOJBIIMX KOHUCHTPALMAX MOKET PUBECTH K 3aBBILCHHBIM 3HAUCHUAM

KPHMBOH € HCIOIb30BaHHEM

aHATH3aTOP ABTOMATHUECKH
0 aHaIMTa MO

T 1o My OTEpaTopoM anropuTMy M

Jl-mamepa.

2. TonoxurenbHsiii pesynprar tecta (Gonee 0,5 Mkr/mi) He Hecer HH( o mp
TpoMmOa 1 €ro JIOKaIH3aLHH.

3. C Bo3pacTom KOHLEHTpalHs Jl-1MMepa B KPOBH IOBBIIACTCS, YTO ABJIACTCH (PU3HOIOrHUECKOH HOPMOIA. ITO
HEOOXOAMMO yHHTHIBATH IPH HHTEPIPETALMH PE3yJITATOB AHAIM3.

4. HesepHble pe3y/IbTaThl T€CTa MOTYT ObITh IIOTYUEHbI IPH cbope obpasia 1
HEBEPHOM IPOBE/ICHHH aHaH3a.

5. TlomoxuTenbHbIil pe3yabTar Tecta (6osee 0,5 MKI/MIT) MOKET HAOMIONATHCS y MALHEHTOB ¢ 3a00/ICBaHMsAMH,
He ¢ TpomG ii: mHdapkT aTepOCKIEPO3, IMPPO3, CETICHC, PaK, a TAKKe MPH GepeMEeHHOCTH,
HEJIABHHX TPAaBMAX HIIH XHPYPTHUECKHX BMEIIATEIBCTBAX (B TCUCHHE 4 HEIE/Ib), AHTHKOATYIHTHOM Tepanueii.

6. PesynbraTel onpenenenmii Jl-iumMepa, CleNaHHbiE B PasHBIX J1aGOPaTOPHAX, MOTYT pasiHuaThcs B
3aBHCHMOCTH OT TPHMEHAEMOTO METOJd, IOJTOMY pit pa B Jyuiie NpOBOAHTH B OMHOM
11a60PATOPHH HIIH TEM JKE METOOM.

7. HeobGXxommMo HEMEUIEHHO MPOMBIBATh KIOBETHI MOC/E H
MOIOIIHIi PAcTBOP, KOTOPBIii MPe/HA3HAUEH U1l KOHKPETHOTO aHATH3aTOPa.

8. He ucnons30BaTh KOMIIOHEHTBI C IIOBPEKAEHHON YIIAKOBKOH MIIH ¢ HCTEKIIMM CPOKOM FOJTHOCTH.

Vci10BHsI XpaHEHHs! M CTAGHIBHOCT PEAreHToB

1. Bee komnonenTsl HaGopa peareHToB /111 KOJIMUYECTBEHHOIO onpeienenus J[-mumepa B 06pasiiax CIBOPOTKH U
IUIa3Mbl KPOBH 4EJIOBEKA METOIOM JIATCKCHOH HMMYHOTYpOHauMeTpun «xkenpeccM-JT-mmep TypOu» J0KHBI XPaHUTHCS B
‘TemHoTE npH Temnepatype (+2°C 10 +8°C) B yIakoBKe MPOM3BOAMTCA.

3. Bee komnonentsi HaGopa peareHTos Juisi KOJIMUECTBEHHOTO onpesenenns Jl-mepa B o0pasiax CHIBOPOTKH H
TUIa3Mbl KPOBH Y€JIOBEKA METOZIOM JIATCKCHOI HMMYHOTYpOHAMMETPHH «~ p A-]T p TypGu» B hadp)

CTaGHIIBHBI 10 HCTEUEHHS CPOKA FOIHOCTH, YKA3aHHOTO Ha HTHKETKE yTAKOBKH.

4. Tlocte BCKpBITHS pearcHThl XpaHstes B Teuenne 30 aueii npn temneparype +2°C 10 +8°C B X0J10MIbHUKE
Wik Ha GopTy aHanu3atopa. PeareHTbl M3 MOBPEXK/ICHHO! YNAKOBKH HE NPUIOHBL /IS IPOBCICHUS aHATTH3A.

5. Jluodumsnposannbic KambGpaTopsl MOCIE PaCTBOPeHUs CTaOuIIbHBI B TeueHue 14 el npu temnepatype
+2°C no +8°C

6. Kujkne kanuGpaTopbl CTabUIIbHbI 10CIIE BCKPBITHS (iakoHOB B Teuenue 14 aueit npu temnepatype +2°C 1o

J-mamepa. U iite

+8°C.

Cpok rogHocTn

Cpok romsocts HaGopa peareHTOB Ui KOMHYECTBEHHOTO ,D.-;mMepa B CHIBOPOTKH H
TUTa3Mbl KPOBH 4€JOBEKa METOJIOM JATEKCHOH MMMYHOTYPOH, pHH p Typ6u» (mpu cobmoneHum

YCII0BHil XpaHEHHS, TPAHCIOPTHPOBKH) - 18 Mecsues npu Temnepatype (ot +2°C 10 +8°C) npu XpaHeHHH B OPHIHHAILHONK
3aBOJICKOIl YIIaKOBKe.

DnaKoHbI IOIKHBI ObITh MIOTHO 3aKPBIThI CPE3Y K€ MOCTIE HCTIOMB30BAHHS PEareHToB.

He 3amopauBaTh KOMIOHEHTHI HaGopa!

Vci10BHsI TPAHCTIOPTHPOBKH

TpaHCOPTHPOBKA M3]IE/HS MOKET OCYLIECTBIATHCS BCEMH BHIAMH T B KPBITBIX T HBIX
CPEACTBAaX B COOTBETCTBHH C MPABHIAMH IIEPEBO3OK, ACHCTBYIONIMMH Ha TPAHCIIOPTE JAHHOTO BHIA. TpaHCOPTHPOBKA

TOJIBKO C yenosuit

W3aemus, Tp POBaHHBIC C HApy TEMIIEPATYPHOTO PEXKMMa, NPHMEHEHHIO HE mojuiexkar. Bee
komnonenTsl HaGopa puarcu-n)a JUISl KOJIMYECTBEHHOTO onpesieneHus JI-immepa B 00pa3suax ChIBOPOTKHM M ILIa3Mbl KPOBH
YEJIOBEKA METOJIOM JIATEKCHOH MMMyHDTypGM,ﬂMMCTpMM «AxenpeceM-]T-, ;mmcp TypGu» }J\\H)KHH MEPEBO3UTBLCA  TPH
remnepatype ot +2°C 10 +8°C B Tep: o Th, M B
TEPMOKOHTEHHEPAX ~ MHOTOKPATHOTO npumcucnm C  aBTOMAaTHYCCKH  MOUICPXKHBACMON  TEMIIEPaTypod Wi B

ap TOpax ¢ Hc TepM TOpOB,
TepeBo3ka pasperieHa BCEMH BHIAMH KPHITOTO TPaHCIIOPTA MpPH YCIIOBHii TP
TPaHCNOPTHPOBaHKE NpH Temnepatype ot +9 °C 1o +25 °C B TeueHue 7 cyT.
COBMECTHMOCTE € IPYTMMH METHIMHCKHMH H3ETHAMH
HaGop peareHTOB JUlsi KONHYECTBEHHOro onpesesieHus Jl-iMepa B 0Opasiax ChIBOPOTKH M IUIa3Mbl KPOBH
YETOBEKA METOZIOM JITeKCHOH HMMYHOTYpOWAHMETpHH «kenpeccM-JT-ivep Typou» COBMCCTHM C aBTOMATHYECKAMH ¥

Th TEMIEPATYPHOTO PEXHMA.

P ycKa

MOTyaBTOMAT 610 aHaH’ L TPOBOIUTH TIpH JUTHHE BOXHEI 0T 700
(£10) nm. IIprGops! i HHbIE MEMIIMHCKHE H3/EIH, C KOTOPBIMH BAIHIHPOBAHO IIPUMEHEHHE Habopa peareHToB «DKcrnpeccM-
J-mamep Typ6u», B n. Cnoco6

Be30nacHoCTh HCNOAB30BAHMS.

Kommanus OO0 "Ixcnpece Manydakrypa” NOATBEPKAACT, YTO HE MME/IA KAKMX-TTHO0 H3BECTHBIX HHIIM/ICHTOB,
MM HEKENATCIBHBIX ABICHHIA, HIH Koppemupymmux ueuc'rmu CBA3AHHBIX C GE30MacHOCTBIO, B oTHOmeHHH HaGopa
PEAreHTOB AUISl KOIHHECTBEHHOTO CHIBOPOTKH M IUIA3MBI KPOBH HE/OBCKA METOIOM

HMMYHOTY)] PHH «- 1-]1-, nuMep Typ6m,

Cae/ieHusi 06 0CTATOUHBIX PHCKAX

Amnami3 prckoB HaGopa pearcHToB [UIsi KOJHYECTBEHHOTO it pa B 00] CBIBOPOTKH 1
TUIa3Mbl KPOBH HEJOBEKa METOJOM NaTeKCHOH HMMYHOTYpOHmMeTpun «JxenpeccM-JI-mumep TypGu» Gbut mposesieH B
cooteercteun ¢ 1SO 14971-2011 konektnom cnenmamicto OO0 "Dxenpece ManyakTypa”, CBA3aHHBIX ¢ Pa3paboOTKOii,
NPOH3BO/ICTBOM JIAHHOTO HaBopa PEarcHTOB, BKIIOUAs MPe/CTaBHTeNeH OTAEa KORTPOIA KauecTa.

BOBIINHCTRO PHCKOB, CBA3aHHBIX ¢ paGoToii HaGopa pearentos ans BEHHOTO i p
B 06pa3iax ChBOPOTKH M TLIa3Mbl KPOBH HCTOBEKA MCTOZIOM JATEKCHON MMMyHOTYpOMaMMETpHH «JkcnpeceM-Jl-mmmep
Typou», GbUIH CHHIKEHBI 10 TPHEMJICMBIX YPOBHEIi ¢ IOMOIIILIO AHATH3A XAPAKTEPHCTHK MPOLECCa.

Hndopmannsi 0 nopsijike 06paboTKH MeIHIHHCKOI0 H3/1€/1Us1 JUISI €10 NOBTOPHOT0 HCHOJIL30BAHMSI.

HaGop peareHToB utst BEHHOTO ¢ pasiax CHIBOPOTKH H TIA3MBI KPOBH
HENOBEKA MTOLOM JIATKCHOH MMMyHOTYpGHmAMTpHH (xempeccM-1l- ,rmmp Typou» HC TOICKHT TOBTOPHOMY
HCTIONB30BAHMIO.

Texuuueckoe 06C/Iy:KHBAHHE H PEMOHT

JlanHoe H3eHE HE TO/UICKHT TEXHHUCCKOMY 0GCTY/KHBAHHIO H PEMOHTY.

MeToab! CTepHITH3ALNM H31e/THsE

Wsnenme He TpebyeT cTepuim3aiim.

TIporpammHoe ofecniedenne padoThl H31eaust

OrcyTeTayer.

Yeaosus ornycka

Jlnsn yupe&acHnii 3ApaBOOXPaHCHHA,

Pexsiamaunn

B ciyuae npetensuii K KauecTBy wnm KomriektHocTH HaGop pearenToB s
KOJMUECTBEHHOrO onpesenenns Jl-uMepa B 00pa3suax CHIBOPOTKM W IUIA3Mbl KPOBHM UEIOBEKAa METOJOM JIaTeKCHOt
HMMyHOTYpGHIIvETpHH «KenpeccM-Jl-mmvep Typ6i» oOpam@iiTech K BamieMy NMOCTABUIKY MM HETIOCPEICTBCHHO B
kommannio 000 "Dxenpece Manydakrypa":

1. Mocksa, Bapmasckoe mocce, 1om 28a, stak 5 nom. Xllla kom.

Tel.: +7 495-190-00-05

e-mail: info@expressm-test.ru

Tapanrniinbie 06s3aTebCTBA

TIpOH3BOACTBO MMEET CepTH(HIMPOBAHHYIO HA COOTBETCTBHE TPEOOBAHHAM MEXK/yHAPOHOTO CTaHxapra 1ISO
13485:2016 cucreMy MEHEDKMEHTA KaueCTBa.

HaGop peareHTOB UIsi KOIHYECTBEHHOTO )ig pa B CBIBOPOTKH H ILIA3MBI KPOBH
YeJIoBEeKa METOIOM IIATeKCHOi MMMyHOTYypOHmiMeTpun «JkcrnpeccM-/I-mumep TypOu» coorserctByeT HarmoHanbHbIM
cranjgapraM P® ¥ HOpPMATHBHBIM JIOKYMEHTaM B 4acTH TpeGoBammii Gesomacuoctd u dddekrnsroctn (cm. Ceenenns o
HOpMATHBHOH JoKymenTauuu). Tapantus OO0 "3|<cnpecc Manydaxrypa" aeficTByeT Tonbko npH yciosuu, uto HaGop
peareHToB Ui KONHYECTBEHHOTO B CBIBOPOTKH M IUIA3MBI KPOBH HC/IOBCKA METOOM
JIATeKCHO HMh1y|lOTyp5HHHI\ICTpHH «G)kcnpechI[uuMep TypOu» HCIONB3YeTCS B COOTBETCTBHH C MHCTPYKIMCH 10

1eHHS B HHCTPYKUHH 110 IPUMEHEHHUIO, CIIE/TyET CYMTaTh HEOGXOMMMOIi 4acThio

TapaHTHH. OOO "3|ccnpecc Manydakrypa" obecrieunBaeT rapaHTHIO Ha CBOM M3JIC/IHs 0 1aThl «['OJIeH J10», YKA3aHHOH Ha
YIaKoBKe.

B cityuae BLIABICHIS KAKHX-THO0 Ie()EKTOB yNaKOBKH HIIH CAMHX M3ICIHIA, 4 TAKIKE 110 BONPOCAM, KACAIOMHMMCS
KauecTBa M oOpareHis Habopa peareHToB, cieyeT obpamarhes o ajapecy r. Mocksa, Bapiiasckoe mocce, oM 28a, stax 5
mom. Xilla xom. 1; OBmectso ¢ Orpammiennoii OTseTcTBenHocThIO "Dkcmpece Manyaxrypa” (000 "Dxerpece
Martydaxrypa"); Ten. 8495-190-00-05.

HaBop peareHTOB 151 KOJIMUYECTBEHHOTO onpesieneHns JI-mmepa B 06pa3uax ChIBOPOTKH U MJIa3Mbl KPOBH UeJIOBEKa METOJIOM JIaTeKCHOI HMMMyHOTYpOnmmeTpin «dkenpeccM-JI-mmep Typou» OO0 «dkenpece Manydaktypa» 2



