YTBEPXJEHA
IIpukazom Poc3apaBHanszopa
ot 30 uromns 2009 r. Ne 6189-I1p/09

MHCTPYKLMUA
no npvMeHeHnio HaGopa peareHTOB TECT-CHCTEMa HMMMYHO(pEPMEHTHAs ISt
KOJINYECTBEHHOTO OIPEACICHNUS CBOOOAHOTO 3CTPHOIIA

“IPI" dcTpuosa ceodboaubiiit UDA”

1. HASBHAYEHUE.

Ha6op pearenros “JIPI" Octpuon cBoboanbiit UIDA” npeaHasHadeH s KOJTUYECTBEHHOTO OMpEIeeH s CBOOOAHOrO (HEKOHBIOTHPOBAHHOIO)
3CTPUOJIA B CHIBOPOTKE KPOBHU YEJIOBEKA METOOM HMMYHO(DEPMEHTHOTO aHAlIM3a Ha TBEPAO(A3HOM HOCHUTEIIE.

Octpuon (E3) — riaBHblif 3cTporeH, o0paszyemblii ¢eroraneHTapHoi enunuieid. CBOOOIHBII CTPHOI MPOXOIUT Yepe3 IUIALCHTY B KPOBOTOK
MaTepH, Iie NPAKTHYECKU Cpa3y IEPEXOAUT B COSAUHEHHS IIIIOKYPOHH] H Cylb(haT 1 SKCKpeTupyercs ¢ Modoii. Ilepuox momypacnana sctpuoa B
MAaTepUHCKOM KpoBOTOKe cocTaBisieT juib 20-30 munyT. Ero m3mepenue mo3BossieT OBICTPO M YAOOHO OLICHUTH COCTOSHHUE IUIOAA. DCTPUON B
IIa3Me KPOBM MOHOTOHHO YBENIMYMBAETCsS B TeUEHHE OEPEeMEHHOCTH U OCOOEHHO pEe3KO BO3pacTaeT B TpeTheM TpuMmecTpe (28-40 Hemens).
BHesanHoe moHmkeHHe ¢eromnanentapHoi npoxykimu E3 mpuBemer k peskomy magenuio E3 B chIBOpOTKE KpoBH MaTtepu. ECTh HECKONIBKO
npeuMyLiecTB u3Mepenust cBoboaHoro E3 mepen nzmepenuem obuiero E3 B Moue mitk CHIBOPOTKE. YPOBEHb CBOOOIHOIO 3CTPHOJA HE 3aBHCHT OT
20 }eKToB, KOTOpBIE MOTYT Ha HErO OKa3aTh II€UCHOYHbIe WM modeuHble aucdyHknuu. HexonbiorumpoBanusii E3 Gonee akTyalabHO oToOpakaer
BO3MOKHOCTb BBIKMJBILIA IPU OepeMeHHOCTH ¢ auabeToM. Tak kak He TpeOyercs ruapoius3a HecBs3aHHOro E3, To pe3ynbTaT MOKHO MOJIYYUTh
ObIcTpee.

Habop paccuuran Ha npoBesieHHe 96 onpeaeeHn, BKIoYas peepeHc-cTaniapThl, Ha | IiaHmere.

HaGop npeqHasHaveH TOIBKO JUIsl AMATHOCTHKY iN Vitro.

2. IPUHIUII METO/JIA.

Meron onpezeneHus: OCHOBaH Ha TBepA0(ha3HOM KOHKYPEHTHOM HMMYHO(EPMEHTHOM aHaJIN3€e C IPUMEHEHHEM ITOTUKJIOHAIBHBIX aHTHTEL.

Ha cTenkax J1yHOK IL1aHIIeTa UMMOOMIN30BaHbI KPOJIMYbH MONUKIOHAIBHBIE AHTUTENA K 9CTPHOIY. B JIyHKax IJIaHIIeTa S3HAOreHHBIH 9CTPHO
B 0o0pa3suax HCCIEeIyeMbIX ChHIBOPOTOK M ICTPUONI-KOHBIOTAaT C IEPOKCHAA30il U3 KOPHS XpeHa BCTYNAlOT B KOHKYPEHTHOE B3aHMOJEHCTBUE C
MMMOOWIM30BaHHBIMU Ha TBEPJOM HOCHTENE aHTHTENaMH, U (GopMHUpyeTcs MMMyHO(GEepMEeHTHBIH Komiuiekc. Ilocie 3aBepmieHHss HHKyOanuu
U30BITOK HECBSA3aBIIEroCsl KOHBIOIaTa YIAJSAIOT IPOMBIBKOM.

OO0pasoBaBuiMecs MMMYHO(EPMEHTHbIE KOMIUICKCHI BBIABIAIOT B XoJe HHKyOauumu c¢ cyocrpatrom TMB: npoucxomur okpamivBaHHe
COZIEP’)KMIMOT0 JIYHOK B CHHUH IBeT. IHTEHCHBHOCTH OKpPAaCKH OOpaTHO HPONOPHHOHANbHA KOHIIEHTpAlMH CBOOOJHOIO ICTPHONA B 00pasmax
HCCIIeYEeMbIX CBIBOPOTOK.

Tocne n3MepeHnst ONTHUYECKOW IIOTHOCTH pAacTBOpa B JIYHKAaX HA OCHOBAHHM KalHOPOBOYHOro rpaduka ONPEAESIOT KOHICHTPALMIO
CBOOOIHOIO 3CTPHOIIA B aHATHU3UPYEMBIX 00pasIax.

3. COCTAB HABOPA

1. ImmyHocopOeHT - 96-TyHOUHBIH pa30OpHBIM IUIaHOIET U MMMYHO(EPMEHTHOrO aHanu3a, colepkamuid 12 crpumoB mo § JIyHOK, Ha
MOBEPXHOCTH KOTOPBIX MIMMOOMIIN30BaHbI OJIMKIOHAIBHBIE KPOINYbH AaHTUTENA K SCTPHOILY, TOTOBBIH JUIS HCIIONB30BaHMsA — | 10T,

2. KoHbtorat pepMeHTHbIN (Kr)— scTprosn, KOHbIOTHPOBAHHBIN ¢ MEPOKCUIA30i U3 KOPHs XpeHa, MPo3paYHas GeciBeTHas Hid PO30BOro
LiBeTa XMOKOCTb, [OMYCKaeTCa onanecueHUns, TOTOBBIH Ul Heons3oBanus, 14 miu— 1 ¢ur.;

3. Habop pedepenc-cTaHaapToB — 00pasiibl CHIBOPOTOK KPOBH UeIOBEKa, HHAKTHBUPOBAHHEIE, ¢ comepxanueM actpuona 0; 0,3; 1,2; 4,0;
15,0; 40,0 ur/mu, KOHIEHTpAILMH 3CTPHOIA B pedepeHc-CTaHaapTaX MOTYT HE3HAUHTENbHO M3MEHSTBCS OT CEPUH K CEPUH, TOUYHBIC 3HAYCHHUS
KOHIICHTPAIlMi yKa3aHbl Ha JTHKETKaxX ()IAKOHOB; MPO3padyHbIe CBETIO-)KENTOrO M PO30BOrO IBETa XKHUAKOCTH, JOIMYCKAeTCS ONaJIeCIICHIIHS,
TOTOBBIE TSI HCIIONb30BaHus, | M1 — 6 ¢ur.;

4. CyOcrpar-pacTBop ¢ TeTpaMeTWIOEH3UIMHOM™ - Mpo3payvHas 6ecuBeTHasi WM CO CBETIO-3€NEHBIM MM CBETIO-TONYOBIM OTTEHKOM
JKHAKOCTB, TOTOBBIH JJI HCTIOIb30Banus, 14 M — 1 ¢,

5. Cton-pactBop - 0,5M BoaHBIi pacTBOp CEpPHON KHUCIOTHI, NPO3payHast 6ecuBeTHas XMOKOCTb, TOTOBBII i UCTONb30Banus, 14 Mo — 1
¢u.;

6. [IPOMBIBOYHbIN pacTBOp (KOHUEeHTpaT x40), npo3pavsas GecLBeTHAs IEHSILAsCS KHUAKOCTh, BOSMOJKHO BBINAICHHE KPHCTAIMYECKOTO
ocajka Oemnoro nera, 30 M — 1 ¢ur,;

*TIpumedanue: BMecTo cyocTpaTHOTO pacTBopa ¢ Terpamerunoensuanaom CbP-TMb-1 B coctaB Habopa MOTYT BXOJHUTB:

4a. Cy6erparnsiit 6ydepusiit pactBop CBP, mpo3paunas GecuBetHas )KUAKOCTb, 14 mi — 1 ¢i.;

46. XpomoreH — Terpamermnoen3nanH TMb, npo3paunast GecBeTHas WIH CBETIIO- JKEITOTO IIBETa XKHUAKOCTD, 2 M — 1 it

Hab6op conepxut Bce HEOOXOMMMBIE IS TIPOBEACHNS aHAJIM3a PEareHThl, KpoMe AUCTHILTHPOBAHHOI BOJEL

JlononuurenbHplii  GrnakoH «HyieBoro» pedepenc-cranmapra (PCo) s pasBeseHuss 00pasloOB  CBHIBOPOTOK MOXET —IOCTABJISATHCS
JIOTIOJIHUTENBHO T10 TIPEABAPHUTEIEHOM 3asBKe.

4. AHAJIMTUYECKHUE XAPAKTEPUCTUKHA HABOPA.

4.1.Ciennduunocts. He oOHapykeHO HEePeKPECTHON peakIUH HOIHKIOHAIBHBIX aHTHTEN K ACTPHOIY C APYTHMH cTepounaMu. PesymbTaTs

HCCIIeJOBaHNsI TPUBEICHBI B TA0IHIIE.

Tabauya.
Hccnenyemsrii ctepons Konuenrpanus W3mepenHast KOHIIEHTpAIHS,
CTepouIa, Hr/MJI HI/MIT
Octpuon (E3) 40 39,67
TecrocTepon 16 0
Octpammnon (E2) 2 0
Octpon (E1) 2 0
Kopruson 800 0

4.2. Bocnpou3BOAMMOCTE.

Koo duurent Bapuarum pesynbTaToB ONPEASTICHHs COIEPIKaHHs CBOOOIHOTO SCTPUOIIA B OJHOM M TOM ke 00pasiie KOHTPOJIBHOM CBIBOPOTKH C
U3BECTHBIM COJEPXKAHUEM dCTPHOIIA He MpeBhImaeT 8%.

4.3. JInneiiHOCTD.

JInHeHOCTH ONpe/ieIeH s KOHIIEHTPAIuK CBOOOIHOTO 3CTPHOIA B uarna3oHe koHneHTparwit ot 0,3 1o 40 Hr/mi coctasister 90-110%.

4.4. TouHoCTB.

JlaHHBIH aHATUTUYECKHIT TapaMeTp MPOBEPSICTCS TECTOM Ha «OTKPBITHE». IIpOLEeHT «OTKpbITH» cocTaiser 90-110%.

4.5. UyBCTBHTEJIbHOCTb.

MuHMMasbHask JOCTOBEPHO ONpesensieMas HaOOpOM KOHIEHTPAIUs. CBOOOJHOrO 3CTPHOIIA B CHIBOPOTKE KPOBHU UEJIOBEKA HE MPEBBIIIACT
0,075 ur/mi.

4.6. IlunaMu4ecKHii Juana3oH.



Juanazon nzmepenuii merona 0 - 40 Hr/mi.

4.7. Knuau4eckasi mpoBepKa.

IIpu uccnenoBannu 06pa3LOB CHIBOPOTOK KPOBH 3OPOBBIX IAIMEHTOB € MCIONB30BaHHEM TecT-cucteMbl «/IPI" Dctpuon cBobomubiii UDA»
OBLIM IIOTyYeHb! CACAYIOMNE 3HAUCHHS COJICPIKAHHS CBOOOIHOTO 3CTPHOINA!

HaceJIeHHe KomnuectBo 5 %IlepueHTrib, 95 %llepueHTnis,
HCIIBITYEMBIX HI/MJI HI/MJT
MYKYUHBI 42 0,146 0,573
JKEHILMHBI (He OepeMEHHBIE) 43 0,057 0,822
HopMsl B TeueHne OEpeMEHHOCTH:
Henens OsxugaeMblil Henens OKugaeMblit MHOTOIUIOIHAs Oepe-
GepeMeHHOCTH JanasoH (Hr/mi) OepeMeHHOCTH | Auana3oH (Hr/mi) MEHHOCTb (HI/MJI)

12 0,3-1,0 22-23 2,7-16 3-18

13 0,3-1,1 24-25 2,9-17 3-20

14 0,4-1,6 26-27 3,0-18 4-21

15 1,0-4,4 28-29 3,2-20 4-22

16 1,4-6,5 30-31 3,6-22 5-25

17 1,5-6,6 32-33 4,6-23 6-39

18 1,6-8,5 34-35 5,1-25 7-39

19 19-11 36-37 7,2-29 9-38

20 2,1-13 38-39 7,8-37 13-40

21 2,6-14 40-42 8,0-39 -

T'emornobus (1o 4 mr/min), 6uanpyou (no 0,125 mr/min) u tpuraunepuas (10 30 Mr/miT) He BAUSIIOT Ha Pe3yJIbTaThl HCCIIEIOBAHUS.

B manHoM Habope Xyk-2pekT He HabIoRaeTcs.

Pexomenmyercs, 4TOOBI Kaxaas 1abOpaTOpHs YCTAHOBIIIA CBOI JMana30H HOPMAaJbHBIX U BEIXOSAIINX 32 IIpeJiebl HOPMBI 3HAUCHHI.

Onpenenenue sctprona (E3) B cbIBOpOTKE KPOBU MMeEET OOJIbILIOE KIMHUYECKOe 3HaueHHe. OHO UCIONb3yeTcs /Il MOHUTOPUHIA U KOHTPOJIS
pasBUTHs IUIOJA, Y JKEHLIMH BO BTOPOW IIOJOBHMHE OEPEMEHHOCTH, OCOOCHHO BXOJSLIMX B IPYIIy puCKa (Ipu OepeMeHHOCTH ¢ auaberom,
IPUBEIYHOE HEBBIHAIIMBAHUE, CEMEHHOE HOCHTEILCTBO XPOMOCOMHBIX OOJIE3HEH U T. IT).

YpoBeHb CBOOOIHOTO ACTPUOIIA OCTOSIHHO MOBbIIaeTcs 10 20 Helen U pe3Ko BO3pacTaeT B TpeTbeM TpumecTpe. OIHOKPAaTHOE ONpe/iesieHIe
YPOBHSI CBOOOJHOIO ICTpUONIA B IUIa3Me HEIOCTATOYHO HMHGOPMATHBHO, TAaK KaK AUANAa30HBI HOPMAIbHBIX U NATOJOTMYECKUX 3HAUYEHUH O4eHb
mmpoky. [loaToMy naruenTaM HeoOXOAUM ITOCTOSIHHBIN KOHTPOJIb (MOHHTOPHPOBAHNUE) 1L BBISIBICHNS HHANBHIYAILHON IIPEIpacIiOIOKEHHOCTH.

IlocTosiHHOE HU3KOE 3HAYEHUE UM PE3KOe MaJIeHHe YPOBHs CBOOOIHOIO 3CTPHOJIA B TPETheM TPUMECTpPE C OOJIBIION TOYHOCTBIO YKa3bIBAET HA
[IaTOJIOTUYECKOE COCTOSHME IUIOAA WIM €ro BO3MOXKHYI0 Tubeib. IIpu momydyeHuH TakuX pe3ylbTaToB HEOOXOAUMO IPOBECTU albTEPHATHBHBIE
METO/IbI OLICHKU COCTOSIHHMS IUIOAA.

OTK/IOHEHHE OT HOPMBI YPOBHS CBOOOJHOIO 3CTPHOJIA BCTPEUYAeTCsl Y MAlMEHTOB, IPHHUMAIOIUX AHTUOMOTUKY UM KOPTUKOCTEPOUIB] UIH Y
MALHEHTOB CO CHIDKEHHOH (DYHKIHEH TeUeHH.

Wurepnperanys pe3yabTaToB IOJDKHA HMPOBOAUTHCS B COYETAHHHU C APYIMMH KIMHHYSCKIMH TE€CTAMH H JUATHOCTHYECKHMH IPOLERypaMu,
TaKHMH KaK aMHUOILIGHTE3 U yIbTPa3BYK.

5. MEPBI IPEJOCTOPOKHOCTHU.

Habop peareHtoB “/IPI" Dctpuon cBoboxubiii UDA” Guonormyeckn 6esonaceH, Tak Kak COAEPXWUT MHAKTUBMPOBAHHble 00pa3iibl
CBIBOPOTOK KpoBH denoBeka. OAHAKO Npu paboTe ¢ JroObIMH PeakTHBAMH, COAEPIKAIIMMH KOMIIOHEHTBI YeOBEYECKOM KPOBH, B TOM YHCIE C
TecTMpyembiMu 0obpasuamn, ux cieryeT pacCMaTpHBaTh Kak MOTCHIHAIBHO WHO)HIMPOBAHHBIA MaTepHa, KOTOPBI MOXKET COJIepXKaTh BHPYCHI
renatutoB, BUY u npyrux Bo3Oyautened 3aboneBanuii. [loatomy Bce paboThl ¢ HAOOPOM HEOOXOIUMO MPOBOJIUTH B PE3UHOBLIX Mepyartkax,
n30eraTb KOHTaKTa C KOXKEH M CIM3HCTBIMH 00OJIOYKaMH, HE NUNeTupoBaTb PTOM. s me3smHQEKIHH HCCIeayeMbIX 00pasIoB, IMOCYABl U
MAaTepuaaoB, KOHTAaKTUPYIOIIUX C HCCIEOYeMBIMH U KOHTPOJBHBIMH 0O0pa3LaMy, cIemyeT HCHOJIb30BaTh AE3HHOUIMPYIOIINE CPEACTBa, He
OKa3BIBAIOINE HETaTHBHOIO BO3meHcTBHs Ha KadecTBo M®A, Hampumep, KoMOMHHpoBaHHBIE cpencTBa Ha oOcHOBe YAC (YeTBEpTHUHBIX
AMMOHHUEBBIX COCANHEHNH), CITUPTOB, TPETHIHBIX aMHHOB.

Bce xomnoneHTH HA00Pa, 33 UCKITIOUEHHEM CTOI-PAacTBOPA, B UCHONIB3YEMbIX KOHIIEHTPALUSX SABISIOTCS HETOKCUIHBIMU.

Cron-pacTBop 061amaeT pa3apaxaromum aAeicTBueM. M36eraTs nomaganus Kamenb CTON-PacTBOPA HA KOXKY, CIM3UCTBIE 00O0IOYKY MU B IJ1a3a,
HCIIOIB30BaTh 3all[UTHEIE OYKH. B cirydae momanaHus — HeOOXOIMMO MPOMBITh OPaXKEHHBIH YIacTOK OOJIBIIMM KOIHIECTBOM IIPOTOYHOH BOJIBI.

6. HEOBXOJUMBbIE MATEPUAJIBI 1 OBOPYJIOBAHUE, HE BXOSIIIIUE B HABOP.

-CHEeKTPO(hOTOMETP BEPTUKATLHOTO CKAaHUPOBAHUS (PUIEP), MO3BOJISIONINIT TPOBOJUTD U3MEPEHHs ONTUUECKOHN IIIOTHOCTH PAacTBOpPA B JIyHKAX
IUIaHIIeTa npy juiHe BoiHb! 450 M (Hanpumep, DRG Instruments Microtiter Plats Reader);

-pydHOE M1 aBTOMaTHYECKOE YCTPOUCTBO [JIsl OTMBIBAHUS IITAHIIETOB MM §-KaHAIBHBIH IOIyaBTOMAaTUUECKHUI 103aTOD;

-TePMOCTAT-UHKYOATOD;

-11ab0paTOPHBINA XOJIOANIHHUK-MOPO3HIEHHK;

-J[03aTOPBI IIEPEMEHHOr0 00beMa (0AHO- ¥ MHOTOKaHAIbHbIE) C H3MEHAEMOIl €MKOCTBIO U ¢ IIOTPEITHOCTBIO0 H3MEPeHNUs He Ooee 4eM yKa3aHo B
[acIopTe Ha JaHHOE 000pyJOBaHHeE;

-HAKOHEYHHKH JIs 103aTOPOB UIIETOYHBIX O/THOPA30BEIC;

-IJTACTHKOBBIE OJJHOPA30BbIC BAHHOUKH;

-IUTHHAPB MEPHEIE,;

-Taiimep;

-Oymara uIIbTpOBaNIbHAS;

-TIepUaTKU PE3HHOBBIC JIATCKCHEIE;

-BOJIa AUCTHILTHPOBAHHAS,

-IIMHOBaHHas1 Tpaduyeckas (MIIUIMMETpOBast) Oymara.

7. AHAJIUBUPYEMBIE OBPA3ILIbI.

7.1 IloaroToBKa aHAJN3NPYEMBIX 00Pa3LOB CHIBOPOTOK KPOBH NMALHEHTOB.

KpoBb 0TOOpaTh BEHOMYHKIMEH, AaTh MOJTHOCTHIO CBEPHYTHCS, OT/CIUTH CBIBOPOTKY LIEHTPH(YTrHpOBaHUEM PH KOMHATHOH Temmeparype. st
CBEPTHIBAHMS KPOBH MALEHTOB, IOJYYAIOINX aHTHKOATYJSTHTHYIO TEPAIUio, MOXKET IMTOTPEOOBAThCs OOJIBIIIE BPEMEHH.

He ucnonb30BaTh reMOIM3HPOBAHHbIC MM JUMHIUCMUYHbIC 00pasiibl, a TakKe 00pasiibl CHIBOPOTOK KPOBH, MPOIICANINX HECKOIBKO [[UKIIOB
3aMOPAKMBAHUS M OTTAaHBaHHSI.

He ncnonb3oBaTtb pacTBOpbl U 06pasLibl CbIBOPOTOK, COAEpXaLLMe asug HaTpus.

7.2 XpaHeHne 00pa3loB CHIBOPOTOK.

OO6pa3mub! CEIBOPOTOK XPAHHUTH J0 IIOCTAHOBKY aHAIN3a B 3aKPBITHIX IPOOHpKax Ipu TemmepaType ot 2 1o 8§°C He Gonee 24 1.

Jlnst Gomee 1ONTOro XpaHeHWsI 0OpasLbl CHIBOPOTOK HEOOXOOMMO 3aMOpo3uTh (He Goiee omHoro pasal) mpu Temmeparype muHyc 20°C.
HemnocpencTBeHHo mepen MpoBeACHHEM aHauu3a  00pasmbl CBIBOPOTOK HEOOXOIMMO HPOrpeTh 40 KOMHATHOH TemmepaTypsl (oT 20 mo 25°C) u
TIIATENBHO IepemMeriaTs. He omyckaTs MOBTOPHOTO 3aMOPaKHBAaHUS 00PA3IOB CHIBOPOTOK!



7.3. Pa3BeieHue 00pa3uoB CbIBOPOTOK.
Ilepen mpoBenenneM aHanu3a oOpa3ibl, B KOTOPEIX KOHIIEHTPALUs OKa3alach OONbIIE CaMOTro BEICOKOTO 3HAYCHHS pedepeHc-CTaHaapTa, IH00
00pa3Lbl ¢ MpenoaaraeMoil 04eHb BEICOKOM KOHIIEHTpaLHeil HEOOXOIHMMO Pa3BECTH «HYJIECBBIM» Pe(epeHC-CTaHIapPTOM.

IIpumep:

a) Pazsenennue 1:10: 10 mMxa ncxognoro odpasma + 90 MK «HyJeBoro» pedepeHc-cTannapTa (TIATeNbHO IepeMeaTh);

6) PasBenenue 1:100: 10 Mk oOpasia, pa3BeleHHOro, Kak yka3aHo B . a) + 90 Mki «HyseBoro» pedepeHc-craHmapra (TLIATENbHO
nepeMerars).

7.4. IIpuroToBIeHHE ONOTHUTEIbHBIX KOHTPOJIBHBIX CHIBOPOTOK.

JInodunn3soBaHHbIE CHIBOPOTKH KOHTPOJIBHOH NaHENIN Pa3BOAUTH TPEOyeMbIM KOJIMYECTBOM AMCTHIUIMPOBAHHOH BOABI M MCIIONIb30BAaTh B
COOTBETCTBUHU C MHCTPYKLHEH 110 UX IPUMEHEHHIO.

8. TIPOBEJIEHUE AHAJIU3A.

8.1. O6uue 3aMeyaHHs1 ¥ MPeAYNpeKAeHHsI IPH PadoTe ¢ HAGOPOM.

- PearenTsl Habopa cTaOMIIBHBI 1O UCTEUYEHUSI CPOKA M'OIHOCTH, YKa3aHHOIO Ha ATUKETKE, TOJIBKO NPU TeMieparype XpaHeHus ot 2 1o 8°C.

- Heo6xoxuMo 1o1630BaThCsl HOBBIM OJJHOPA30BBIM HAKOHEYHHKOM UL KaXKI0T0 00pasia.

- 3anpernaercs UCIoIb30BaTh PEAreHTHI U3 HAOOPOB Pa3HBIX CEPHIl MM CMEIINBATh UX B HPOLIECCE PUTOTOBJICHHUS PACTBOPOB.

- He myTaTh KONIIauKy peareHTOB BO H30EKaHUE KPOCC-KOHTAMHUHALHN.

- IInoTHO 3aKphIBaTh ()IAKOHBI C pEareHTaMH Cpa3y MOCIIE HCIOIb30BaHHS.

- IlunernpoBaTh CTAHAAPTHI M 00Opa3Lbl HA JHO JIYHOK. J{si mUIeTHpoBaHUs (PEPMEHTHOTO KOHBIOTaTa M CTON-PACTBOPA PEKOMEHIYETCS
JIepiKaTh MUIETKY BEPTUKAIBHO HAJ JIyHKOH M pacKaIbIBaTh COOTBETCTBYIOIIMI PACTBOP B LEHTP JIyHKH JUIS JOCT)KCHUS IIOJTHOTO CMEIIHBAaHU.

- Bce peareHTsl n TpeOyeMoe KOJIMYECTBO CTPHUIOB (WM IUIAHIIETOB) O Hadaja aHalM3a BhIAEpkaTh He MeHee 30 MHH NpHM KOMHATHOMH
temmneparype (ot 20 mo 25°C). Bee pearenTsl HEOOXOAUMO MEpeMeNIaTh, U30eras MOSIBICHHS MEHbl. YAKOBKY IUIAHIIETa HEOOXOJAUMO BCKPHIBATh
TOJIBKO IO MCTEYEHNH YKa3aHHOTO BPEMEHHM IPOrpeBa, YT0o0b! M30€KaTh KOHACHCAIINY BJIaTd HA OXJIAXKIEHHON IIOBEPXHOCTH JIYHOK, IPUBOJAIIEH K
UX Iopye.

- Kak npaBuiio, hepMeHTHas peakiysi IpsSMO MPOIOPLHUOHAIbHA BPEMEHH M TEMIIEpaType, MO3TOMY Iepe]] HauajloM aHaan3a PEeKOMEHIYeTcs
COCTAaBHTB IIIAaH PACTIONIOKEHUS 1T BCeX pedepeHc-CTaHAapTOB, KOHTPOIBHBEIX M MCCIIEAyeMBIX 00pa3IoB, paccuuTaTh M 0TOOpaTh HEOOXOAMMOE
UL QHAJIM3a KOJIMYECTBO CTPHIIOB, 3aKPEIHTh HX B JepiKaTelle, MOATOTOBUTE BCE PEAareHTHl U T. A. DTO 00ECIIEeUHT paBHBIC IPOMEKYTKH BPEMEHHU
[IPH PacKaIbIBAHUM U POBEICHUH aHANIH3a.

- CybcTpar-pacTBop JIOJDKEH OBITh OECIIBETHBIM MIIM HMETh CBETIIO-3€JICHBIN MIIM CBETIO-TONY00i oTTeHOK. Ecim 3TOT peareHT nMeer TeMHO-
CHHHMH LIBET, TO €T0 HENb3s HCTIONb30BaTh.

- Bo Bpems unkyOanuu ¢ cyocrpar-pactBopom ¢ TMB He JiomycKaTth 1onaiaHus Ha CTPUIIBI HPSIMBIX COJTHEUHbBIX JTy4eil.

- ITocne Havana aHamM3a BCE ITAIbl HEOOXOAMMO POBOINTH O€3 IEPEPHIBOB.

8.2. IlpuroroBieHHe pa6o4ux pacTBOPOB.

8.2.1. IlpoMbIBOUHBIA pabounii pacTBOp. [Ipyi HaMHYKHK B KOHIIEHTPATE IIPOMBIBOYHOTO PACTBOPA OCAIKA COJICH coeprkuMoe (h1akoHa MPOrpeTh
nepes pasBeAeHUeM mpu temmepatype oT 35 1o 37°C 1o mojHOro pacTBOpeHus ocaika. [isi OpUrOTOBICHHUs POMBIBOYHOIO pabovero pactBopa
cozmeprxumoe ¢irakoHa ¢ [Pk (mpoMbIBOYHBIM pacTBOpoM 40-KpaTHBIM KOHLIEHTPATOM, COAepUT 30 MJI) HepeHeCTH B MEPHBIN LUIHHADP U IOBECTH
00beM pactBopa 1o 1200 Mt aucTHIIMpPOBaHHOM Bomoi. IlomydeHHbIH pacTBOp TIIATENBHO IIepeMenIaTb. XpaHUTh IPOMBIBOYHBIN pabounii pacTBOp
He Gosiee 2 HeJleNb IIpU KOMHATHO# Temmieparype (ot 18 o 25°C).

8.2.2. Pabouwmii cybcrparHbIii Oy(hepHBII pacTBOpP ¢ TETPaMETHIOSH3MAMHOM, TOJBKO TPH KOMIUIEKTAaIMM Habopa 2-X KOMIOHEHTHBIM
cyberparom: (CBP u TMB). 10,5 mut cy6erpartoro 6ydeproro pactsopa (CBP) nepeHectr B 4MCTYIO TOCY/y U3 TEMHOTO CTEKJIA UIIH B OHOPA30BYIO
TUIACTUKOBYIO TOCymy M J106aBuTh 1,5 Mt xpomorena - TMb, tmarensHo mepementats. CoOmoaTe MOC/IE0BaTENbHOCTh BHECEHNMS. VICKTIOUNTD
KOHTaKT C METAIMYECKOH MOBEPXHOCTBIO MIIM C MOHAMM METaiuioB. M30eraTh NpsAMOro COJHEYHOro cBeTa. PacTBOp XpaHEHMIO HE MOJJICKHT,
TOTOBUTB HETIOCPEICTBEHHO TIEpPE/l BHECEHHUEM B JTyHKH IUIAHIICTA.

8.3. lIpoBenenne UDA.

8.3.1. BrecTn, mcnone3ys Ui KaXaoro oOpasna HOBBIH HAKOHEUHHK 11 mumneTok, nmo 10 mMka pedepeHc-cTanaapToB, KOHTpoJei U
HCCIIElyeMbIX 06Pa310B CHIBOPOTOK KPOBU B COOTBETCTBYIOIIME JIYHKH.

8.3.2. Brectn B kaxyto iyHKY 110 100 MKJ1 pepMEHTHOr0 KOHBIOTaTa.

8.3.3. TmarensHO epementaTs B Tedenne 10 cex. Baxxao T0OHTHCS MONHOTO CMEINMBAHKS PEareHToB.

8.3.4. Vukybuposath B TeueHue 60 MmuH npu komHatHo# Temreparype (ot 20 no 25°C).

8.3.5. BHITpSIXHYTh COIEp)KUMOE JTYHOK B COCYJ I cOOpa OTpabOTaHHBIX PacTBOPOB (C MOCIeRyIoNIell Te3nHpeKIueil CoIepKIMOro cocyna).

IIpombITe JIyHKH 4 pa3a IPOMBIBOYHBIM padoduM pacTBopoM (cM.1m.8.2.1), BHOCcS okomo 400 MKJI Ha JIYHKY, He IOIyCKas HepeHBaHUs
pacTBOpa U3 JyHKH B JIYHKY. Bpemst Mexay BHeCEHHMEM pacTBOpa M €ro yAaJeHHEeM U3 JIYHKH JO/DKHO ObITh He MeHee 30 cek. Jlns momydeHus
HaJI©KHBIX Pe3yJIbTaTOB aHAJIN3a OYEHb BaXKHO CIIEAUTH 33 KAYeCTBOM IPOMBIBKA. UyBCTBHTENIBHOCTD M CIICHU(UIHOCTD aHAITH3a HAIIPSMYIO 3aBUCST
OT Ka4ecTBa OTMBIBKH JIYHOK IIIaHIIETa.

OcTaTKy pacTBOpa yAQINTh U MOJTHOCTHIO OCYIINTH IUIAHIIET, PE3KO MOCTYKHBAs B IIEPEBEPHYTOM ITOJIOXCHHH 10 CIIOKECHHOI B HECKOJIBKO pa3
yuCcTON (GUIBTPOBANILHOW OyMare, TOMEIIEHHON B JIOTOK.

8.3.6. BHecTH B Kaxayto JiyHKy 1o 100 Mk cy6cTpaT-pacTBopa ¢ terpameriinoensuauHom (CBP-TMb-1), a mpu kommiekranun Habopa 2-X
kommoneHTHbIM cybctparom: (CBP u TMB) - paGodero cydctpaTHoro 0ythepHoro pacTBopa ¢ TeTpaMeTHIOeH3nanHOM (CM.11.8.2.2).

8.3.7. Uukybuposats B Tederne 30 MuH mpu komuaTHO# Temmeparype (ot 20 o 25°C).B 3aMIEHHOM OT CBeTa MECTe.

8.3.8. OcTaHOBUTH (PepPMEHTHYIO pEaKIHIo, 100aBUB B JIyHKH 110 100 MK cTON-pacTBopa.

9. PETUCTPALIMSA PE3YJIBTATOB.

Pesynprater MDA peructpupyror Ha criekrpodoromerpe B TeueHne 10 MMH T1ociie BHECEHHUsI CTON-pacTBopa. ONTHYECKYIO INIOTHOCTh BCEX

JYHOK U3MepsIoT 1pu JumHe BosHbl 450+10 HM. PexomentyeTcs ncnoinb3oBaHne pedepeHc-CBEeTOPUIBTPA ¢ JUIMHOM BOMHBI 630 HM.
10. YYET PE3YJIbTATOB AHAJIM3A.

Ornpenenenne KOHIEHTPAIMH CBOOOIHOTO 3CTPHOJIA B KaXKI0M 00pasIie CHIBOPOTKH KPOBH ITAIlEHTA ITPOBOJUTE CICAYIOIIMM 00pa3oM.

10.1. PaccunTath CpeHIe 3HAYEHHS ONTHIECKOM MIIOTHOCTH pedepeHc-CTaHIapTOB, KOHTPOIBHBIX U UCCIIEYEMBIX 0OPa3IioB.

10.2. Vcnone3yst nMHOBaHHYIO rpaduyeckylo Oymary, MOCTPOUTh CTaHAAPTHYIO KPHBYIO, IIOMECTHB CPCAHIOK BEIHYMHY ONTHYECKON
TUIOTHOCTH JUISL KaXJ0ro pedepeHc-cTaHaapTa Ha BepTHKainbHOH ocH (Y) IMPOTHB COOTBETCTBYIONIEH KOHIGHTPAIMH B HI/MJI HA TOPU30HTAIBHON
ocu (X).

10.3. Ucnonb30BaTh CpeaHKUE 3HAYCHHS ONTHYECKOH IUIOTHOCTH I KaXHOro oOpasua s ONpPEEICHHs COOTBETCTBYIOIICH KOHIICHTPALNN
CBOOOJJHOTO 3CTPHOIIA ITyTEM TIPOCTOI HHTEPITOJISIMH IT0 CTAHaPTHOH KPUBOH, TP HEOOXOAMMOCTH YMHOKask Ha KO3(MHUIIUEHT pa3BeaCHNS.

10.4. Tlpu MCHOIB30BaHUHE ABTOMATHYECKOTO METO/A PE3YIbTAaThl aHAIN3a PACCYUTHIBAIOTCS aBTOMATHYECKHU, UCIIONB3YS JOTapH()MUYECKYIO
JIOTHCTHYECKYIO MOJIENb C YeThIpbMs apamerpamu (4PL).

10.5. OOpa3ipl ¢ KOHIEHTpanusMu Oosee BBHICOKMMH, YeM KOHIIGHTpAIMs CaMOro BBICOKOTO pedepeHc-CTaHaapTa, HEOOXOINMO pa3BeCcTH
(mpuMep pa3BelieHHs CM. 1. 7.3.) ¥ IOBTOPUTH UCCIICIOBAHUE.

Iporpammer DRG ELISA MAT 3000 u DRG Regression Program mo3BoisioT cYHTBHIBaTH W 00OpabaThiBaTh Pe3yJbTAThl C IIOMOLIBIO

KOMITbIOTEPA.
10.6. Creayromye JaHHbIC IPUBEACHBI TOIBKO I MIUTFOCTPALMHK U HE JODKHBI HCIIOIB30BAThCS IS BBIUMCICHHUS PE3y/IbTATOB.
Pedepenc-crangapt OII (450 um)
Cranpapr 0 (0 Hr/min) 1,79




Crangapr 1 (0,3 Hr/mi) 1,48
Cranpapr 2 (1,2 Hr/mi) 1,18
Cranmapr 3 (4,0 ur/mn) 0,81
Cranpapr 4 (15,0 Hr/mi) 0,52
Cranpapr 5 (40,0 Hr/mi) 0,38

3HaueHus pedepeHCc-CTaHAApPTOB M COOTBETCTBYIOLINE PE3YJbTAaThl JJAOOPATOPHM KOHTPOJS KayecTBa YKa3aHbI B JIHCTE KOHTPOJS KauecTBA
(macriopre OTK), BiokeHHOM B HabOp. 3HA4YeHUS M JHUANA30HbI, yKa3aHHBIC HA JIUCTE KOHTPOJIS KauecTBAa, BCETJa OTHOCATCS K TEKyIIEH cepuu
Ha0opa U JODKHBI HCTIONB30BAThCS IS IPSIMOTO CPABHEHHUS PE3YIILTAaTOB.

Taxoke peKOMEHIyeTCs MCIIONb30BaTh HALMOHAIBHBIC W MEXIyHApOAHbIC IPOrPaMMBbI OLEHKM KAueCTBa JUIS TOrO, YTOOBI YJOCTOBEPHUTHCS B
[PaBHJIBHOCTH MOJy4aeMbIX pE3yJIbTaToB. PEKOMEHIyeTCs HPOBOAWTH KOHTPOIM C KaKIOH KaanOpoBOuHOH KpuBoi, ncmonb3ys Lyphochek
Immunoassay Plus Control Levels 1, 2 and 3 qus UPA mnpoussoxctsa «bruo-Pamy, kat. Ne Ne 371, 372, 373, koTOpbIE Tak)Ke MOKHO HPHOOPECTH B
xommnanun 3A0 «[PI Texcucteme.

COOTBETCTBYIOIINE CTATHCTHIECKUE METOIbI TAKXKE MOXKHO HCIIOJIB30BATH ISl aHAIN3a KOHTPOIBHBIX 3HAYCHUI ¥ TEHCHIUH.

JIo60e HeHaUIeKAIIee oOpaleHne ¢ oOpa3naMy WK MOAU(HKAIUI JaHHOTO METO/a MOT'YT IIOBJIUATH Ha Pe3yIbTaThl HCCIIEIOBAHMS.

Ecnu pesynbrar aHanu3a He yKIaJblBacTCsl B PaMKH YCTaHOBJICHHBIX HPHUEMIIEMBIX AMAINa30HOB KOHTPOJIBHBIX MaTEpUAalOB, PE3yJIbTaThl
MAIEHTOB CUMUTAIOTCS HeJeHCTBUTENBHEIMH. B 5TOM ciydae HEOOXOOMMO NPOBEPUTH CIEAyIOIee: MPUOOPHl AT MHIETHPOBAHUS — J03aTOPEI
[HUIETOYHbIE, HAIMYUEe UX IOBEPKH U KaIMOPOBKHU, HCIPABHOCTh M HANM4YHE IOBEpKH (hoToMeTpa (puaepa), CPOKH TOJHOCTH BCEX PEareHTOB,
YCIJIOBHS XPaHEHHs U HHKYOALNH, Ka4eCTBO IIPOMBIBKH.

B cimyuae ecnu nmpoBepka BCeX BBIIMICYIIOMSHYTHIX MOMEHTOB HE BBIBHIJIA HUKAKUX HapyIICHUH, HEOOXOAUMO 0OpaTUThCS K IIPOH3BOAUTEIIO -
3AO0 «[PI Texcuctemcy.

11. YCJIIOBUSI XPAHEHUS U DKCIIVIYATAIIUU HABOPA.

11.1. Habop pearenroB “/IPI" Ocrtpron cBoboxubli DA” nomkeH XpaHUTBCS B YIIAKOBKE IPEANPHATHA-U3TOTOBHTENS B COOTBETCTBHU C
CII 3.3.2.1248-03 npu temneparype ot 2 1o 8°C, B CyxoM, 3aIJHIIEHHOM OT CBETa MECTE M OTHOCHUTENILHON BJIa)KHOCTH BO3xyXxa He 6onee 70% B
TeYeHHE BCEro Cpoka roqHocTr. Cpok rogHocTH Habopa — 12 mecsnes.

11.2. Kateropuyecku 3ampeniaetcs 3aMOpaKHBaTh HAOOP HIIH €ro OTAEIbHbIE KOMIOHCHTHI.

11.3. B cirygae qpoOHOro UCIONB30BaHUS HabOpa HEHCIIOIb30BAaHHBIE CTPUITEI HEOOXOAUMO XPAaHHUTh B IUIOTHO 3aKPBITOH MCXOJHON yIIaKOBKE
((ombrupoBaHHOM I1aKeTE C OCYLINTENEM-CHIIMKAreleM), yAAINB U3 HErO BO31yX. IMMyHOPEaKTHBHOCTD JIYHOK IIOCHIE TIEPBOTO BCKPBITHS TTaKeTa ¢
IUIAaHIIETOM COXpaHsieTcsi He Goiiee 2 MecsLeB IpHU MOCIeAYOIEeM XpaHeHHH Npy TemnepaType oT 2 no 8°C B IJIOTHO 3ale4aTaHHOM ITaKeTe ¢
ocymuteneM. JKuakue, ToToBble K HCIOJIb30BAHHIO peareHThl Habopa Iociie MEepBOro BCKPBITHS (hIakOHA CTAOWIIBHBI B TE€UEHUE 2 MECSLEB NPHU
YCIIOBHH XpaHEHHMSI B IUIOTHO 3aKPHITHIX (I1akoHax Mpy TemnepaTtype ot 2 o 8°C.

11.4. 3anpemniaercss UCHONB30BaTh BMECTE CTPUIIBI M3 PasHbIX cepuid. He pekomeHmyeTcs Takke HCIONb30BaTh B OJHOM aHAJIM3E CTPHUIIBI
Pa3HBIX IUIAHIIET Ja)ke U3 OJHOW CepHH, TaK KakK pa3Hble HaOOPHI MOIIM XPaHUTHCS WM TPAHCIIOPTHPOBATHCS IPH PA3HBIX YCIOBHUSX, B Pe3yJbTaTe
YEro CBS3bIBAIOIINE CBONCTBA IUIAHIIET MOIYT HEMHOTO Pa3JIMYaThCsl.

11.5. He nomyckaercs UCIOIb30BaHUE PEATSHTOB I10CIIE OKOHYAHUS CPOKA FOIHOCTH, YKa3aHHOIO Ha 3THKETKE.

11.6. 3anperaercst KCIOJIBL30BATh PEAreHThI APYruX (PHUPM-TIPOU3BOJUTEIICH.

11.7. He nomyckaTb KOHTaKTa cyoctpar-pactBopa ¢ TMB u cTom-pacTBopa ¢ MeTaJLIMI€CKUMHU TOBEPXHOCTSIMH ¥ HOHAMH METaJIIOB.

11.8. Jlns mosty4eHus: HaJ@XKHBIX PE3yIbTaTOB HEOOXOIUMO CTPOroe COONII0IEHIE HHCTPYKIMHU 110 IPUMEHEHHIO Habopa.

11.9. TpaucnoptupoBanue — npu temmepatype ot 2 1o 8°C. [lomyckaercst XpaHeHue Tub0 TpaHCIOPTUPOBAHIE HAOOPOB MPU TeMIepaType oT 9
10 25°C He Gomnee 72 4.

11.10. VcnoBust OTmycKa — TOJBKO I JAWATHOCTUKH N VIitro, ajis JedeOHO-TpO(HIAKTHIECKUX W CaHWUTapHO-NPodUnaKkTU4eckmnx

yupexaeHun.

Ilo Bompocam KayecTBa Habopa peareHToB “JIPI" Dctpuon cobomusii UDA” cnefyeT olpamarscs 1mo agpecy npeanpuatus-
narotosutens: 3A0 «PI" Texcucremcy,
ropunnyeckuii agpec: 123610, r. Mocksa, KpacHonpecHeHckas Hab., 12;
mouToBsIif anpec: 121248, r. Mocksa, Ha6. Tapaca IlleBuenko, 3;
Ten.:(499) 243-40-28/ 52-28/ 56-21, dpakc: (495) 258-83-80, (495) 232-02-11.



