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BBepgeHne

MpeaHanMTNYeECKNiA 3Tan SABNSETCS NepBbIM B NOC/efoBaTe/lbHOCTM 06Lero npolecca 1abopaTopHoi
OVarHOCTMKW, NO pe3y/sibTaTaM KOTOPOro MPUHUMAKOT K/IMHUYECKME peLleHusi, N MO3TOMY OCOOGEHHO BaXeH.
MosiBNeHVe faxe He3HauyMTeSIbHbIX OWMOGOK Ha fipeaHasIMTUYECKOM 3Tane HeuM3BGexHO MPUBOAUT K UCKaxke-
HUIO pe3yNbTaToB /1abopaTopHbIX UCCnefoBaHWiA. MNMpeaHaIMTUYECKUA 3Tan Ha4yMHaeTCs B XPOHOJIOMMYEeCKOM
nopsiaKe;

- C K/IMHMYECKOr0 3anpoca, KOTopbll/i BKIOYaeT B cebsi NoAroToBUTE/IbHbIE MPOLECCHI, BAUSAIOWME Ha
niaHnpyemoe nccnegoBaHue:

. 3arnosiHeHne Hanpas/IeEHNA Ha NccneoBaHnS;
* NpoOBEpPKY 3arnpoca;

. NoAroToBKY 1 naeHTUmkKaunio nayneHTa:

- B3ATVE NepBUYHO Npo6bI (Mpo6b):

* nepBuYHY0 06paboTKy Npo6bl;

- TpaHCcnopTupoOBaHue B K/ITMHUYECKYHO flabopatoputo (ganee nabopartopun);

- pernctpaumio, naeHTUrKaLmio, OLeHKY Npobbl B nabopatopun, uccnegosaHve npoobl;

* HayanI0 aHaIMTUYECKOrO NCC/1Ie40BaHA.

Ha npeaHa/inTuyeckom aTarne BbINO/HAOT B3ATNE KPOBU U3 BEHbI UM B3ATUE KanUANSAPHOW KPOBU ANS
nabopaTopHbIX nccnegoBaHunin. ®eboToMmnss — ofHa U3 Hanbosiee YacTo BbIMO/HAEMbIX MeANLNHCKNX UHBa-
3MBHbIX NpoLeayp, Heobxoanumasi N B3ATUS NPO6bl 6UONOrNMYECKON XUAKOCTU (BEHO3HOW KpOBKW) A1 nocne-
OYIOLLEr0 AMarHOCTUYECKOro nccnegoBaHma. OWmnbkM Nnpy nposegeHun doieboTtoMnn 1 Npu B3ATUM Kanuninsap-
HOI KPOBW MOTYT Bbi3BaTb 60/1€Bble OLLYLIEHNS Y MauneHTa, NPMBECTU K 3apaXkeHUI0 NauMeHTa 1 nepcoHana
BO36yAUTENSAMU FreMOKOHTaKTHbIX MHADEKUUI NI CHU3UTb Ka4ecTBO B3SITOTO GMOJIONMYECKOTO MaTepuana, uto
MOXEeT MPUBECTU K NCKaXEHWIO pe3yfibTaTa uccregoBaHusa. CTaHgapTusauvs npouenypbl B3ATUS KPOBU U3
BeHbl 1 Kanunnspa obecneunBaeT Haanexalnini ypoBeHb 6e30NacHOCTM NauueHTa M KayecTBa OKa3biBaemoii
MeANLMHCKOM MOMOLUMW.

BeHO3Has KpOBb — BaXXKHEWLWINI MaTepuan 19 onpefesieHNsa remaTosiorMyecknx, BUOXMMNYECKNX, rop-
MOHaJTbHbIX. CEPOJIOTMYECKNX U MMMYHOJTIOTMYECKNX MOKa3aTesieii.

B3saTve KanunsapHOW KPOBU NMPUMEHSIOT B NeamaTtpumn, 0CO6eHHO Y HOBOPOXAEHHbIX U AeTel [0 O4HOro
roaa, NOCKOJIbKY C MOMOLLBbIO 3TOM NMpoueaypbl MOXHO B3ATb HEGO/MbLLOE, HO AOCTAaTOYHOE KO/IMYECTBO KPOBU
[Nsa nabopaTopHbIX UCCef0BaHWNA.

B3aTue Npo6 KanuansapHOM KpOBU NPUMEHSKOT U Y B3POC/IbIX NALNEHTOB:

- npv 60/1bLLIOM NPOLEHTE 060X KEHHOM MOBEPXHOCTH:

- y NayMeHToB C 36bITOYHO Maccoli Tena (C MHAEKCOM Macchl Tena 6osee 40):

- Yy NaLMeHTOB CO CK/TIOHHOCTbLI K TPOM603Yy;

-y NOXW/bIX NauMeHTOB NN NALNEHTOB, Y KOTOPbIX MOBEPXHOCTHbIE BEHbI NCNOJ/Ib3YIOT AN BHYTPUBEH-
HOW Tepanun, HeJOCTYMNHbI U OYEHb XPYTIKU;

- Yy MauMeHTOB, UCMOJIb3YOWNX AOMALIHUE aHa/IM3aTopbl (Hanpumep, 418 MPOBEPKM YPOBHS [/1HOKO3bI
B KPOBW);

- Yy TPEBOXHbIX MayMeHTOB;

- 019 TECTUPOBaHUSA KPOBU B HEOT/I0XHBIX CUTYaLMSAX B MECTE OKa3aHUs MeANLMHCKOW NOMOLLN;

- MpU NOCTOAHHOM MOHUTOPUWHIE OAHOrO M TOrO Xe NnokasaTtesis B TeYeHue 4/INTeNIbHOro BpemMeHu [rnto-
KO3a. MeXxayHapoaHOe HoOpMasin30BaHHOe oTHoLweHne (MHO) KpoBW) 4151 COXPaHEHUS LLe/IOCTHOCTU BEH.

OrpaHunyeHnemM A B3ATUSA NPO6 KanuaNsapHOW KPOBU SIBASKOTCS COCTOSAHUS, CBs3aHHblE C 06€3BOXN-
BaHVEM MauMeHTa, HaJIM4YMeM MJI0XOro Nepudiepruyeckoro KpoBoobpalleHUss Unu Apyrux npuuuH (Hanpumep,
13-3a neprndpeprnyeckoro oteka), korga HEBO3MOXHO B3ATb AOCTAaTO4YHbIN 06beM KPOBMW, UCC/ef0BaHus Koary-
NlorpamMmmbl 1 Ky/1bTYpPbl KPOBU.

Ycnyrn nabopatopuii fO/MKHbI 6bITb KAYECTBEHHLIMU 1 OTBeYaTb OXUAAHUSAM NauueHTOB U NOTpPeOHOo-
CTAM MEOULMHCKNX CMEeunancToB (3aka3unkoB f1labopaTopHbIX YC/yr), OTBETCTBEHHbIM 3a OKa3aHne NMoMOLUMW.
3TV yCnyrn BK/IHOYAKOT MOArOTOBKY QOPM HamnpasB/iIEHMA Ha aHasIn3, MHCTPYKLWIA MO NOAroTOBKE MauueHTa K
B3ATMIO MPO6, NPOCAEXNBAEMOCTb MAEHTUMKALMN NaUVEeHTOB, B3ATUE Npo6, X TpaHCNopTupoBaHWe, Xpa-
HeHuve. 06paboTKy M UCcefoBaHWe, a Takke Mepbl NO o6ecnevyeHnto 6e30nacHOCTM U cobnogeHno TpeboBa-
HUIA feoHTONOrMN B cchepe nabopaTopHbIX YCAYT.

MepBbIM Warom naboparopun B AOCTVXKEHUM KadecTBa 06cnefoBaHMA nauyveHTa A0J/HKHa cTaTb paspa-
60TKa cucTembl yrnpasrieHus kadectsa B cooTBeTcTBUM ¢ FTOCT P NCO 15189. ana vero nabopatopunsa [O/HKHA
onpenennTb NPUOPUTETbI CBOEWN AEATE/IbHOCTU, OCHOBbLIBAsCb Ha MOTPEOHOCTSAX MaUUEHTOB U 3aKa34yMKOB,
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KO/NIMYeCTBE CBOUX PECypCoB, a Takke pekoMeHAauusax MmHuCTepcTBa 34paBooxpaHeHus Poccuiickoii depe-
pauumn.

O6LMe NoNoXeHNA B YacTy TpeboBaHW K OTAe/IbHbIM BUOMOTMYECKUX MaTepmasiaMm U OTAEe/IbHbIM U3y-
YyaemMbIM B HUX aHanuTam yctaHoBneHbl B TOCT P 53079.4. Ha ocHOBaHUM MX B KaX40W MeAULMHCKOW opra-
HM3auMn cnegyeT paspabaTbiBaTb M BBOAUTL A1 0653aTe/IbHOr0 NCNOMIHEHNS BHYTPEHHME NpaBuia BeAeHUsI
npeaHaJIMTUYECKOr0 3Tana NPMMEHUTESTIbHO K KaXKAOMY BUAY NCCeA0BaHUiA.

B pamkax HacTosero crtaHgapTa yCcTaHOBJ/IeHbl TpeboBaHMA K npoueaypam B3sTUSA NPo6 BEHO3HON u
KanuaisipHOM KPOBW B CTaUMOHAPHbIX M aMmOynaToOpHbIX YCN0BUAX, KOTOPble MOTYT ObITb MPUMEHEHbI Meau-
LMHCKNMUW OpraH1saumsamMm Npu pa3paboTke BHYTPEHHUX NpaBun (CTaHAAPTHbLIX ONepPaLnMoHHbIX NpoLeayp).
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HALIMOHAJIbHbIN CTAHOAPT POCCUNCKON ®EAEPALLAN

MPOLIEAYPbLI B3ATNA MPOB BEHO3HOW 1 KAMWIAPHOW KPOBU
ONA NABOPATOPHBIX MICCNELOBAHUI

Procedures for taking samples of venous and capilary Wood lor laboratory tests

[ata BBegeHus — 2022—04—01

1 O6nacTb NpPUMeHeHns

HacToswmii ctaHgapT ycTaHaBnvMBaeT TpeboBaHUsS K npoueaypam B3siTUA Npo6 BEHO3HOW M Kanun-
NAPHOM KPOBU Y NaUMEHTOB B CTaLMOHapPHbIX M ambBynaTOpHbIX YC/IOBUSAX U NpeAHasHavyeH A5 NpUMeEHEeHUs
MeAVLMHCKMWN OpraHn3aLmsiMn, OCYLLECTBISAIOWUMA B3SATUE KPOBWU AN HarnpaB/ieHWs Ha UccriefoBaHve B
naboparopuun.

Mpouecc B3siITUS KPOBU B amMByNaTOpPHbIX YC/IOBUSX MMeEET OCOBEHHOCTM B NOATOTOBKE MauneHTa, CBs-
3aHHbIl C cobageHnemM gMeTbl, NONOXEHVEM Tena nauyneHTa (CM. NnpuioxeHne A) U ero oM3nyeckonm akTmB-
HOCTbIO [10 B3ATUSI KPOBW.

Mpoueaypbl, ONUCaHHble B HACTOSLWEM CTaHAapTe, MPUMEHUMbI TOSIBKO MPU UCMO/Ib30BaHUN 3aKPbITON
CUCTEMbI B3STUS BEHO3HOMN KPOBU (KOHTEiHEpa — CUCTEMbI, B KOTOPOI KpbIlWKa NPOOGUPKN HE OTKPbIBAETCS Ha
NPOTSHKEHUW BCErO Nnpouecca B3ATUS KPOBW).

HacTosiwmii cTaHgapT He COAEPXUT yKasaHuiA Mo B3STUIO KPOBU C MOMOLLbIO OTKPbITbIX cUcTeM (UMbl U
wnpuya).

2 HopmaTumBHbIE CCbIJIKA

B HacTosLeM cTaHA4apTe UCMO/Ib30BaHbl HOPMATUBHbIE CChIJIKM Ha cnefyrolme cTaHaapTbl:

FOCT P NCO 9001 Cnctembl MeHeg)KMeHTa KavecTBa. TpeboBaHus

FOCT P NCO 15189 Nlabopatopun MegunuMHcKMe. YacTHble TpeboBaHUS K KayeCTBY M KOMMNETEHTHOCTU

FOCT P 52905 (MCO 15190:2003) JlabopaTtopuu MmeaunLmnHCKme. TpeboBaHNA 6e30NacHOCTH

FOCT P 53079.4 TexHonorun nabopatopHble KaMHu4deckme. Ob6ecneveHne KadecTBa K/IMHUYECKUX Na-
60paTopHbIX UccnegoBaHnii. YacTb 4. MpaBuna BefeHUA NpeaHa/IMTUYeCcXoro atana

FOCT P NCO 6710 KoHTeliHepbl A/1s1 B3TUSA NPo6 BEHO3HOM KpPOBM ofHOpPa3oBble. TexHn4yeckue Tpebo-
BaHWsA 1 METOAbl UCTIbITAHWUIA.

MpumeyaHve — TMIpu NOSbL30BaHUM HACTOSLMM CTaHAAPTOM LesiecoobpasHo MpoBepuTb AelicTBME CCbII0Y-
HbIX CTaHAAPTOB B MH(OPMALMOHHOM cucTeme O6LLEro nonb3oBaHWs — Ha ouuManbHOM caliTe deAeparbHOro areHT-
CTBa MO TEXHWYECKOMY PerysiMpoBaHuIO Y MeTPOJSIorMn B CETU VIHTEPHET WM MO eXerofgHoMy MHGOPMaLMOHHOMY ykasa-
Tento «HauvoHasbHble CTaHAAPThbI», KOTOPbI ONy6/IMKOBaH MO COCTOSIHMIO Ha 1 siHBaps TeKyLlero roga, U Mo Bblnyckam
€XEMECSIYHOr0 MH(OPMALMOHHOIO yKasaTtensl «HauuoHaslbHble CTaHAapThi» 3a Tekywwuii rod. EC/M 3aMeHeH CCbIIOYHbIN
CTaHOapT, Ha KoTopblli JaHa HeJaTUpPOBaHHAs CCbIIKa, TO PEKOMEHAYEeTCs UCMO/b30BaTb AeliCTBYIOLLYIHO BEpCU0 3TOro
CcTaHAapTa C YY4eTOM BCEeX BHECEHHbIX B [aHHYH BEPCUIO M3MEHEHWA. ECNn 3amMeHeH CCbIIOYHbIV CTaHAAapT, Ha KOTOPbIi
JaHa [aTMpoBaHHasi CCbIKa, TO PEKOMEHIYETCs MCMO/b30BaTb BEPCUIO 3TOT0 CTaHAapTa C YKasaHHbIM Bbille rofoM yT-
BepXaeHusi (MpuHATus). Ecnn nocre yTBepXAEHWsl HACTOSILLEro CTaHAapTa B CCbIIOYHbIA CTaHAApPT, Ha KOTOPbI/ AaHa
[JaTMpOBaHHasi CCblSIKa, BHECEHO M3MEHeHVe, 3aTparuBatoLiee MOJSIOXKEHUE, HAa KOTOPOE fAaHa CCbisika, TO 3TO MOJIOXKEHUe
pekoMeHAyeTCsl MPUMeHATb 6e3 yyeTa AaHHOr0 M3MeHeHWsl. ECNM CCbIJTOYHbIN CTaHAapT OTMeHeH 6e3 3aMeHbl, TO MoJo-
XXEHMEe. B KOTOPOM [aHa CCbI/IKa Ha Hero, PeKOMeHAyeTCsi MPUMEHSITb B YaCTU, He 3aTparMBatoLLeit 3Ty CCbI/Ky.

N3paHve odmumanbHoe
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3 TepMuHbI N onpeaeneHus

B HacTosLWwem cTaHgapTe NPUMEHEHbI cneaytolwme TEpMUHBI C COOTBETCTBYHOLWLNMY OnpeaesieHNAMN:
3.1

aHanuT (analyte): KOMNOHeHT, NpeACTaB/IEHHbIV B HAMMEHOBAHUN N3MEPSIEMOIA BENTNUMHBI.
(FTOCT ISO 17511—2011, nyHkKT 3.2]

3.2 anukeoTa: MNopuusi maTepuana, B3siTasd U3 NepBUYHON NPO6LI, A4/1s1 NPOBEAEHUSI U3MEPEHUsI COOT-
BETCTBYHOLLErO aHamTa.

3.3 aBTOMaTM4YecKoe YCTPOWCTBO A/A MyHKUMU KOXM: OfHOpa30oBoe YCTPOWCTBO, UCMO/b3yeMoe A/1s
B3ATUA NPO6 KanUIISPHOL KPOBU, KOTOPOE MPOKa/ILIBAET WM paspe3aeT KOXY C MOMOLLbIO NlaHueTa unm nes-
BUS U aBTOMATUYECKN BTATMBAETCS B 3aLMTHbI KOPMyC.

34

KOHTelHep (container): Cocyp, BaKyyMHbIi WM HeBakKyyMHbIW, NpegHa3Ha4dyeHHbI Al 3anosiHe-
HUA npo6oi (cm. 3.15) coBMeCTHO cO BcCnomoratesibHbiM Matepuasiom (cm. 3.1), gob6asBkoi (cm. 3.2) un
KPbILWKOW (CM. 3.3) B KOMIJIEKTE.

(TOCT P NCO 6710—2021. nyHKT 3.4]

3.5

BaKyyMHbIli KOHTeliHep (evacuated container): KoHTeliHep (cm. 3.4), npeAHa3sHayeHHbIN Ans cbopa
KPOBM MOCPeACTBOM W3B/IEYEHMS 3a CYeT CO3[aHHOro Mpou3BOAMTEsIeM KOHTeliHepa (Hanpumep,
npegBapuTesibHO CO34aHHOIO pas3pshkeHus BO34yxa) WM CO3[4aHHbli Nosib30BaTeneM A0 Havana
cbopa KpoBU UM BO BpeMsi NpoLeaypbl.

(FTOCT P NCO 6710—2021, nyHKT 3.7]

3.6 BeHenyHKUMA: [POKO/ KOXN 1 BEHbI C MOMOLLIO UMbl AN B3ATUSA KPOBU U (M) /151 UHBEKUUN.

3.7 B3ATMe Npob6bl KPoBU: MoslyYeHe NOPLUN BEHO3HOM MAN KanWIISIPHOM KPOBU B COOTBETCTBUM C
yCTaHOB/IEHHOW NpoLEeaypPON.

3.8

WHCTPYMEHT AN avarHoctukm in vitro (in vitro diagnostic instrument): O6opyaoBaHve naM npuéop,
npefiHasHaueHHbli N3roToBUTENEM A5 MPUMEHEHMS Kak MeaLMHCKOe usaenve ans AnarHocTuku in vitro.
(TOCT P NCO 18113-1— 2015. nyHKT 3.26]

3.9 Hagpes/mpokosi: Paspes KOXu C UCNosIb30BaHNEM YCTPONCTBA AJ/151 B3ATUSA Kanu/IsipHOR KPOBMU.
3.10

obecneyeHme kayecTBa (quality assurance): YacTb MeHeMKMEHTa KadecTBa, HanpaB/ieHHasi Ha
co3aHne yBepeHHOCTU, YTO TpeboBaHUs K KaUeCcTBY OyAYT BbIMOJIHEHbI.
(TOCT P CO 9000—2015. nyHKT 3.3.6]

3.11

OCHOBHOW uBeT (primary color): JoMMHaHTHbIN UBeT Kpblwku (cM. 3.3), go6aBku (cMm. 3.2) B KOHTEN-
Hepe (cm. 3.4), cornacHo pekoMmeHgauusim, npuBegeHHbIM B Tabnnye F.1.

MpumeyaHne 1 — [JOMUHAHTHLIM CHUTaETCA LBET, KOTOprI7I 3anosnHaeT 60ﬂbLIJyP0 4acCTb NOBEPXHOCTMW.

(TOCT P NCO 6710—2021. nyHKT 3.12]

3.12 npoba: bnonornyeckas XMaKocTb (KPOBb), B3ATas C Lie/Ibi0 0OHapPY>XeHNs1 CBOWCTB U U3MEpPEHUs
O,CI,HOVI NN HECKOJ1bKNX BEJTNYNH.

MprmeyaHne — V13 Npo6bl UV NEPBUYHOL NMPO6bLI MOXET GbITh B3ATa arMKBOTA.
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3.13

nepBuyHasi npoba, ob6pasey, (primary sample, specimen): OTaenbHas nopuusi GMOIOTUYECKON XNA-
KOCTU UAN TKaHW, B3aTas A9 UCCMef0BaHVs, N3y4YeHUs UK aHanm3a O4HOM UM HECKONbKUX BENIUYNH NN
XapaKTePUCTUK AN OonpeaesieHns Xapakrepa Lesoro.

MpumeyaHna

1 Pa6ouas rpynna no rno6asbHOI rapMoHM3aLMn UCNosib3yeT TEPMUH «o6pasel» B rapMOHU3MPOBAaHHbLIX PYKO-
BOAALWMX AOKYMEHTax A/ 0603Ha4YeHus npobbl (3.64) 61M0/I0MMUYECKOro MPOUCXOXAEHWs!, npegHa3HauyeHHon ana uc-
cnlef0oBaHNs B MeANLMHCKO nabopaTtopum.

2 ApantnpoBaHo n3 [51].

[FOCT P NCO 18113-1—2015, nyHKT 3.54]

3.14

npobupka: YacTtb koHTeliHepa (cM. 3.4) 6e3 Kpbiwkn (cMm. 3.5). koTopas cogepxut nNpoby (cm. 3.15).
[FOCT P NCO 6710—2021. nyHKT 3.16]

3.15

peareHT Ana guarHocTuku /n vitro (in vitro diagnostic reagent): Xumuueckue, 6uonorudeckne unm
NMMYHOMOTNYECKME KOMMOHEHTbI, PaCTBOPbI WM NpenapaTkl, NpeaHasHaueHHbIe N3roToBUTENEM A1 Npu-
MEHEHMA B KauecTBe MeAULMHCKOro U3aenvs Ans AUarHocTuku in Vvitro.

[FOCT P NCO 18113-1—2015. nyHKT 3.28]

3.16 cTabunbHOCTb: CNOCOBGHOCTL NPOObLI UK aHa/IMTOB B Npobe, coaepxallencsa(nxcsa) B onpeneneH-
HbIX YCNOBUSX, NOALEPXMBATb YCTAHOB/IEHHbIE CBOWCTBA UM 3HAYEHNS BE/IMYMH B ONpeesieHHbIX npegenax
B TeYEHWNE ONnpesesIeHHOro BpeMeHM.

3.17 doneboTomMus: MNpoueaypa NOArOTOBKN N B3SATUSI KPOBU N3 BEHbI ANS1 KIMHUYECKUX NTabopaTopHbIX
nccnefoBaHniA.

4 YnpaBneHne KauyeCTBOM B3ATUA KPOBU U3 BEHDI

4.1 B opraHu3saumsax, BbINOJHAKOLWMX YCAYT N0 B3ATUIO N NOATOTOBKY NEPBUYHBLIX NPO6 ANA OTNpaBku
B naboparopun 018 UX uccnefoBaHusa, AosHkHa ObITb pa3paboTaHa, 3a0KyMeHTUpOBaHa, BHeApeHa v noj-
[EepXBaTbCA CYCTEMa KOHTPO/SA KayecTBa, a COTPYAHUKU AO0/DKHbI MOCTOSAHHO paboTaTb Hag NOBbIWEHUEM
30 hEKTUBHOCTM 3TOW cucTeMbl B cooTBeTcTBUM ¢ FTOCT P MMICO 9001 1 TOCT P UCO 15189.

4.2 [nA BHeApeHUS CUCTEMbI yrNpaB/ieHUS KayeCcTBOM, a Takke ee nogaepXxaHusi U nocTossHHOro pas-
BUTUSA. PYKOBOACTBO /laboparopun 1 OTBETCTBEHHbIE COTPYAHUKM MPOBOAAT Cneayloume MeponpusaTus:

a) pPasbACHAKT NepPCOHasTy BaXHOCTb YA0B/1ETBOPEHUS NOTPEOGHOCTEN U TPeOGOBaHMIN NOTpeduTenei yc-
JIyr. a TaKKe COOTBETCTBUSA TPeEOOBAHUAM PErySIMPYIOLWNX U aKKpeaUTYIOLWLNX OpraHoBY);

0) BHEZPSAIOT NOSINTUKY KOHTPOJIS KavecTBa:

B) CTaBAT 334a4uM No ob6ecneyeHnto KayecTBa 1 paspabarbiBatoT NJ1aH Mo UX PELLUEHNIO:

r) paspabatbiBalOT NEPCOHa/IbHblE 06SA3aHHOCTN U AO/HKHOCTHbIE NHCTPYKUUN, NOSTHOMOYNS U NOPSAL0K
B3aMMOZeliCTBNSA COTPYAHMKOB B COOTBETCTBMN C NPOECCUOHA/IbHBIMI CTaHAApPTaMu;

n) paspabaTbiBalOT 1 YTBEPXAAIOT NOPSAOK BHYTPEHHUX CBSA3EN B OpraHmM3aumu;
e) Ha3Ha4aloT COTPyAHMKa, OTBETCTBEHHOrO 3a 06ecrneyeHne KOHTPOIS KayecTBa,;
X) OpraHn3oBbIBalOT NPoBepPkU (ayanTbl) B chepe ynpasrieHus;

M) MpPOBOAST O6yYeHMe M aTTecTauuio NepcoHasnia, BbIMOJIHSIOWEro Te UAn NHble 0683aHHOCTU, MOoA-
TBEPXAAOLLY0 €ro KOMMNETEHTHOCTb;

K) o6ecrneuvBalOT HaAEXHOCTb UCTOUYHUKOB A1 pa3paboTKM OOKYMEHTUPOBaHHbIX Mpoueayp npeaHa-
NINTNYECKOro 3Tana.

1> B HacTosilee Bpemsi perympyowmmMn opraHamMy siBfsitoTcs defepasibHas cyx6a no Haasopy B cdepe 34paBo-
oxpaHeHusi U deflepasibHas Cryx6a No akkpeauTauum.
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5 TpeboBaHuA K MOMELLEHNSAM 1 060pYyA0BaHNIO AJ1S NpoLeayp B3ATUS KPOBU

5.1 TpeboBaHusa 6e3onacHoCTM nabopatopuii npuBegeHbl B FTOCT P 52905.

5.2 MeavuMHCKue nsaenus st AMarHoCTMKK iN Vitro (peareHTbl U UHCTPYMEHTbI), NpuobpeTaemble na-
6opaTopueit. 4O/KHbI 6bITh 3aperncTpMpoBaHbl B COOTBETCTBUM C [1].

5.3 TlocTynuBluMe B aKcnayaTaunio o6opyaoBaHve, MUHCTPYMEHTbI, peareHTbl U pacxofHble marepuanbl
HEOOXOAUMO Ba/MAMPOBaTb, MCMNOJIb3ys METOAMKN KOHTPOJ/IA KayecTBa /1abopaToOpHbIX UCCefoBaHui vuam
MHAMKATOPbI KaYecTBa IpeaHasIMTMYeCcKoro aTana.

5.4 PyKoBOACTBO slabopatopun UM OTBETCTBEHHbIE COTPYAHVKN o6ecneynBaloT nogpasgernieHuns, Bbl-
NoSHSAOWME npoueaypbl B3ATUSA KPOBW, CreAylowmM 060pyA0BaHVEM: MaHUMNYASAUMOHHBIA CTOMUK, NOTKM,
WTaTUBbI, NepyaTku, eAnHbIe CUCTEMbI B3ATUS KPOBU C 3aUTHLIMU MeXaHu3Mamu (3alMTHble KOJINayuku Ha
OBYCTOPOHHWE UMbl U AepxaTtenn Wan LBYCTOPOHHWE WIMfibl CO BCTPOEHHbIMU AepXaTensmu), KOHTeliHepbl
0151 B3SITUS KPOBU (MOJIHbIN AMana3oH KOHTeliHepoB He06X0AMMOro o6bema ¢ cobnAeHeM CpOKa rogHOCTH),
XryTbl (NPeanoyYTUTEIbHO OAHOPa30BbIe), aHTUCENTUKM AN Ae3uHAIEKUNN MecTa NYHKUUN, NOBA3KM ANs uk-
caumm NOKTEBOro CycTaBa, KOHTEHepbl ANA KOMOWUX U PexyLmnx OTX040B, MeLlanky AN nepemelnsBaHns
COZLEPXMMOTO KOHTENHEPOB (M0 BO3MOXHOCTU), repMeTUYHbIE TPAHCNOPTHbIE CYMKU/KOHTEHEepPBbI.

5.5 B nyHkTax B3ATUA 6MomMaTepuasia, pacrnosioOXeHHbIX Ha YAa/leHHOM paccTossHUM OT nabopaTtopuu,
yCTaHaB/MBalOT LUeHTPUdyrn 4na nogrotoBkM Npo6 K TpaHCNOPTUPOBaHWUIO. ICMoNb3yloT CUCTEMbI, KOTOPbIe
obecneumBaloT MOJSIHYKO COBMECTUMOCTb MeXAy KOMMOHeHTamu. [py MCNonb30BaHUN KOMMOHEHTOB pPa3HbIX
npovsBoguTeneil BaiManpyT COBMECTMMOCTb KOMMOHEHTOB CUCTEMbl B OTHOLUEHMW Mpeanosiaraemoro uc-
nonb3oBaHnsa. OTCYTCTBME NPOBEAEHNS COOTBETCTBYIOLWLEN Bangauumn cUCTeM 4715 B3ATUSA BEHO3HOM KPOBM C
MCNO/Ib30BaHMEM KOMMOHEHTOB pa3HbIX NPOM3BOAUTENE MOXET NOCTaBUTb MO Yyrpo3y 6e30nacHOCTb nauu-
eHTa U MeAMLMHCKOro paboTHUKA, YXYALWNTb Ka4eCcTBO NPO6bI.

5.6 PykoBOACTBO MM OTBETCTBEHHbIE COTPYAHUKM NabopaTtopum pa3pabarbiBaloT 1 BHeAPSAOT npasuia
1 Npoueaypbl, peryanpytoLlime nopsakn Bblbopa n UCNosib30BaHWs YCNyr, NpeaocTaB/iieMbIX CTOPOHHMMN Op-
raHM3aumsaMn. a Takke nepeyHn obopyaoBaHNsA N PacxXofHbIX MaTeprnasioB, KOTOpPble MOryT OKa3blBaTb BAUSA-
HVe Ha Ka4yecTBO npoueaypbl hneboTomum 1 npoueaypbl B3ATUS KanuaispHON KPOewu.

6 Mepbl N0 NPOUIAKTUKE 3apaXKeHUS

6.1 [na npodunnakTuki pacnpocTpaHeHUs MHEeKLMOHHbIX 3a60/1eBaHUi NPOBOAAT CreAytowme Mepo-
npuATUA:

6.1.1 T[lomelweHnsa ans npuemMa naumeHToB oGecrneynBatoT BEHTUASAUMEN, COOTBETCTBYHOLLEN caHuTap-
HbIM TpeboBaHWAM, a MecTa OXUAAHWA pacrnosiaraloT Ha [OCTAaTOYHOM PacCTOsHUW ApYyr OT Apyra, 4ToObl
MWHUMM3MPOBATb HENOCPEACTBEHHbIV KOHTaKT MexXAy nauneHTamu.

6.1.2 B cny4dae BbICOKOro YpoBHSA 3a60/1€BaeMOCTU PECNMPATOPHbIMU UHADEKLMAMUN Cpean HacesneHus,
B TOM 4uMC/ie BO BPEMS CE30HHbIX BCMbIWEK rpurnna uin rnoBbIWeHVs 4acToTbl 3a60/1eBaEMOCTU KakUM-/In60o
MHbIM 3aboneBaHWeM, nepegalWwymMmca BO3AYLIHO-KanesbHbIM NyTeM, C LeNblo npeaoTBpalieHns pacnpo-
CTpaHeHus uHdekuMn naumeHTam npefocTasB/igioT O4HOPa30Bble MEOVULIMHCKME MAacKu U cpeacrtBa A/is noa-
JepXXaHus rnMrveHbl pykK. B TOM YMc/e Ae3nHULMpyoL e cpeacTea Ha OCHOBeE crvpTa.

6.1.3 CaHunTapHyto 06paboTKy PyK M CMEHY MepyaTtoK NpoBOAAT Kak MUHMMYM [0 KaxAOoro KOHTakTa C
naumeHTamu.

6.1.4 CoTpyAHVKaM opraHusaunn criegyeTt nsberatb UCKYCCTBEHHbIX HOITENM, Kofel € KPYMHbIMU Kam-
HAMW 1 HENJ0THO MpU/ieralmx K Teny ykpaweHuii. Hortu criegyeT CTpUdb KOPOTKO BO M3bexaHue paspbliBa
nepyaTok.

6.1.5 3anpewaeTtca cnmeaTtb NPoObI B PaKOBUHbI /19 MbITbS PYK.

6.1.6 Bo BpemMs NpoBefeHUsA NpeaHasINTUYECKNX npoLeayp COTPYAHNKN OpraHu3aumn UCnosb3yroT nep-
COHaU/lbHble 3alMTHbIE cpeAcTBa (NepyaTkn, Xanartbl, Mackn), KOTOpble AO/MKHbI ObITb NOA06pPaHbI MO pa3mMepy.
CMeHa nepyaTok Jo/HKHa NPOBOANTLCA NOC/Ie KaXKA0ro B3ATUSA NEPBUYHBLIX MPO6.

6.1.7 Tpn Heo6xXoA4MMOCTM COTPYAHMKOB 06ecneynBaloT rmnoassiepreHHbIMU NepcoHasIbHbIMU 3alunT-
HbIMN MeANUVHCKAMU N3LeNAMU (Hanpumep, nepyarkamu, U3roTOBMIEHHbIMU N3 MaTepuasioB, HE COAepXa-
LLMX NaTekc).

6.1.8 OpHOpa3oBble pacxofHble Marepuasbl YTUAN3MPYIOT NOC/e KaX4oro B3ATUS Npobbl B COOTBET-
CTBUW C CAHUTAPHO-3INNAEMNYECKNMN TPEOOBAHUAMMU.

6.2 UucTtoTa nomelleHuWid, rae ocyllecTBnseTca B3sATME Npob, Ao/MKHA NogaepXmnBaTbCa C CobntoaeHnem
cneayowmnx TpeboBaHmii:

4



FOCT P 59778—2021

- MecCTO paboTbl MEAULMHCKOM CECTpbl, KYLIETKMA U FOPMU30HTa/IbHbIE MOBEPXHOCTU B KabUHETax B3SITUS
nepBUYHbIX MPO6 (MMCbMEHHbIE N pabo4vne CTOsIbl, CTOMKKW, NOJSbl U T. 4.) AE3NHUUMPYIOT KaK MUHUMYM OAWNH
pa3 B AeHb, a Takxke Mo Mepe 3arpsa3HeHus;

- y6OpKy 3a/10B OXUAAHMA nprema A/1s nauMeHToB NpoBOAAT eXeqHEBHO;

e MOBEPXHOCTU, K KOTOPbIM NpUKacatoTCs nayneHTbl (MOPYYHU N MOBEPXHOCTU KyLUETOK, NOA/TOKOTHUKN)
Oe3VHMUMPYIOT NOC/e KaXKAoro naymeHTa.

6.3 MMpu B3ATUK NPO6 13 BEHbI Y NaLMeHTOB, Npu paboTe C KOTOPbIMU TPeByeTCcsl CO60AEHNE A0NOSTHU-
TesIbHbIX Mep NPeAOCTOPOXHOCTM (TaKMMUM KaK NaLuMeHTbl ¢ UMMyHOoAedMLUMTaMn, KOTOPbIX Ha40 U30/1MpoBaTh
OT NpouuXx), CrieayoT NpaBmnam 1 npoueaypam, pa3paboTaHHbIM B KOHKPETHO MeAVLIMHCKO opraHu3aymu.

7 TMpeaHannTMyecKnii atan

7.1 TpeaHaINTMYECKNI 3Tan BKAKOYAET ABE YacTu:

- BHenabopatopHas (BHenabopaTopHas npeaHasIMTMKa). KOTopasi COCTOUT M3 Ha3HayYeHWs uccrnenoBa-
HMUS BpadyoM, 3amnosIHEHUS HarnpaB/iIeHUst Ha uccnefoBaHve, NOATOTOBKU MauMeHTa, UAaeHTUdMKauum n npo-
BeAeHUs npouenypbl B3ATUS NMPob6 6uomaTtepmasia, MapkKUpPoOBKN MPo6, HeO06XoAMMOIN NEPBUYHON 00PabOTKM,
KPaTKOCPOYHOro XpaHeHusi, TpaHCNOPTMPOBaHMS B nabopaTopuio;

- BHyTpuiabopatopHasa (BHyTpusiabopaTtopHas npeaHaIuTvKa), COCToswas M3 uaeHtuukaumm npo-
Obl. perucrtpaymm bnomartepuasnia, OUeHKN NPoobl, NPO60NOAroTOBKN (LEHTPUAYTMPOBaHMSA NPU HEOHXOANMO-
CTUW) N XPaHEHUN [0 NCCNEeA0BaHUS.

7.2 NageHTudmkaumsa npoobl

[nsa ycTtaHOBNEHNS CBA3N MexXAy NepBUYHbIMU NMPOo6aMn KPOBU U NaumMeHTamMu UCNOoJsb3YyHT UAEHTUGN-
KaLMOHHbIN HOMEP HanpaB/lIeHUS Ha UccrefoBaHue. MepBUYHbIE NPOObLI, HA KOTOPbIX HE YKaszaHbl HeObGxoAu-
Mble MAEHTUMKAUMOHHbIE AaHHble, HE MPUHUMAIOTCA 1 He 06pabaTbiBatoTCsl TabopaTopueii.

MepBMYHbIE NPO6LI MOMeYaloT A0 WM NOC/e NpoBeAeHUs npouenypbl oie6oToMumn, Ho 06a3aTeNIbHO B
NPUCYTCTBMM NaUMeHTa. Ha aTUKeTKe KOHTelHepa ¢ Npo6oii yKa3bIBatOT C/1eAyHLyH MHpopMaLnio:

- naeHTMdMKaTop naumeHTa (N0 BO3MOXHOCTU, 6€3 NPSIMOro yKazaHus UMeHN 1 oamMuinm NaumeHTa);

- KaK MVHMMYM, OAWNH O,ONOSHUTE IbHBIA nAEHTU(MKATOP NaumneHTa:

- [aTy u BpeMs B3ATUS NMPob6bl KPOBY;

- MAEHTU(MKATOP COTPYAHVKA, BbIMOJHSIOLErO B3SiTUE KPOBU U3 BEHbI.

MpumedaHne — T[py HEBO3MOXHOCTM HaHEeCeHUs LWTPUX-KOAa, coepXallero Tpebyemble [aHHble, Ha 3TUKET-
Ky pa3bopynmBO HAHOCAT MMS. OTHECTBO, haMUINIO U AaTy POXAEeHUS naumneHTa.

B HEKOTOPbIX CAyYasX AMYHOCTb NauveHTa He A0/hKHA packpbiBaTbCsa faboparopumn. B Takmx cutyaumax
MeAMLUMHCKasi opraHusauusi paspabaTbiBaeT COOTBETCTBYHOLIME WHCTPYKUMU MO 06ecneyvyeHnto Hagsiexallei
MAeHTMrKaum Npob Ha NnpeaHasINTUYECKOM JTare.

7.3 WHdopmaumsa, Heobxogmmasa onsa npoBeaeHns paboT

PykoBoauTenb nabopatopumn paspabaTtbiBaeT UHCTPYKUMM UKW CTaHAApTHbIe OnepalvoHHble Nnpoueay-
pbl (COIM), conoepxallme MHOPMaLUI0 MO Haa/iexallemMy B3ATWIO, MOATOTOBKE U Nepefadve NepBUYHbBIX NPo6
Ha nccrefoBaHve, Takne Kak:

- MO NPYMEHEHU0 Pas3/IMUHbIX TUMOB N 06bLEMOB KOHTEHEPOB C A06aBKaMu, p/1akOHOB A/1s1 NOceBa Ha
CTEPWIBHOCTb WM UHOE 1 KOIMYECTBA NPpo6 Assi B3ATNSI HE0O6X0AUMOro 6uomatepurana:

- WHCTPYKLMS MO B3ATUIO BEHO3HOW 1 KanusipHOW KPoBU.

« Nopsilok 06paboTKU, XpaHeHUS 1 TPaHCNOPTMPOBaHUs NPo6bl 40 Nepegayn B 1a6opaTopuio;

- NOPSIAOK NMpUEMa 1 perucTpauumn npo6 B la6opatopum, NpUUYUHbLI 0TKa3a nprema npoo.

7.4 VIHopmMupoBaHHOe corsiacue

Tpe6oBaHMe O MOMyyYeHMM OT MauMeHTa corslacus Ha npoBeaeHve npoueaypbl 3akpensaeHo B [1]. Heo6-
XOAMMO YUYMTbIBATb, YTO BCe NabopaTopHble NUCC/eA0BaHNs, BKIOUYAs reHeTUYeckne UCcneqoBaHnst C Lesbio
BbISIBNIEHNS1 HAC/EACTBEHHbIX 3a60M1€BaHN U HApYyLLEHWIA, MOTYT 6biTb MPOBEAEHbl TOMIbLKO MOC/E MPUHSITUS
nauveHTOM COOTBETCTBYHOLLErNO PeLleHnst Ha OCHOBaHWM NpeaocTaB/ieHHOM eMy MHdopmaumu. SlaéopaTopun,
BbIMNOJIHSAIOLIME FeHEeTUYECKNIA aHaNN3, HEeCYT OTBETCTBEHHOCTb 3a KOHM(UAEHUMA/TbHOCTL MHJ)OPMaLMK O na-
LMeHTe. HEOBXOAVMOI AN1A MPUHATUSA PELLEHWNSI HA OCHOBE MOJYHYEHHbIX AaHHbIX.



FOCT P 59778—2021

PekomeHAaLmm nNo 06LWEeHNIO C NauMeHTOM:

a) COTpPYAHUK, BbIMO/IHSAOWMWIA B3sITUE NPOOLI, A0/HKEH OOBACHUTL NMOPSAOK NpPoBeAeHNs npoLleaypbl na-
LMEHTY. NCNO/Ib3YS NOHATHYI0 MY TEPMUHOJIOTUIO;

6) cornacue nauneHTa Heo6xoANMMO NOYUUTL A0 TOro, Kak COTPYAHUK NPUCTYNUT K B3ATUIO NPO6bLI;

B) €c/1 BO3pacT NauueHTa He COOTBETCTBYET YCTaHOBJIEHHOMY 3aKOHOM /151 NpeAoCcTaB/ieHns corna-
CVsi. JaBaeMOro Ha OCHOBaHWM NOJIYYEHHOW MHopMaLUKn, UM ecnuv NaunueHT He B COCTOSIHAN CaMOCTOSITE b-
HO AaTb cor/acue Ha NpoBeeHre NpoLeaypbl, TO 3TO corflacue AO0/HKHO GbITb NOJSTYYEHO OT COMPOBOXAAtOLLLE-
ro PoAuTEsISt UM 3aKOHHOTO NpeACcTaBUTESS NaLNEHTa,;

r) B C/lydae OTKasa nauueHTa OT npoueaypbl COTPYAHUK, OTBETCTBEHHbLIN 3a ee NMpoBeAeHne, OO/DKEH
3aperncTpmpoBaTtb (PakT OTKaza B AOKYMeHTauuu, a Takke yBeAOMUTb Bpaya, HanpaBMBLUEro naumeHTa Ha
AaHHYto npoueanypy.

) nayMeHT MMeET NpPaBo 0TO3BaTb corsacue B N1t0601 MOMEHT B X04e NpoBeAeHNS NpoLeaypbl.

7.5 WpeHTndumkaums naymeHTa

7.5.1 TouHas naeHTUUKaUUSa NauveHTa sIBAISIETCS BaXHENLWVM LWarom npeaHa/IMTUYECKOro atana na-
60paTopHbIX UCC/eA0BaHNA N A0/HKHA TWATEe/IbHO KOHTPOIMPOBAaTLCA BO M3b6exaHne ownboK Npu nocTaHoB-
Ke AuarHosa M HasHadyeHuu nedeHus. Bepudmkauuio naeHTMOUKaAUMOHHbIX AaHHbIX NauueHTa, NpoBOAMMYIO
[0 B34TVSA NPoObl U3 BEHbI, MPOBOAAT Kak MMHUMYM MO ABYM naeHTudmkaTtopam, COOTHOCUMbIM C NaleHTOM
M NCNosib3yeMbIM B [aHHOM opraHmsaumn. Kak npaBuio, MCNOJb3YHT UMS. OTYECTBO M haMnanio naumeHTa,
[aTy poXaeHns, HOMep UCTOPUK 6ONE3HU NIV HOMEP MEeANLMHCKOW KapTbl.

7.5.2 Tlepepn npoueaypoi B3ATUS KPOBU COTPYAHVIK, NPOBOAALWMI Npouenypy, AO/HKEH NPOBEPUTL AaH-
Hble O NIMYHOCTU NaumeHTa:

7.5.2.1 YTouHdAeT y nauueHTta oamMunuio, OTYeCTBO, UMA N ATy POXAEHUA, KOTOpble cpaBHUBAET C UH-
chopmauymein. ykaszaHHOW B HanpaB/IEHUN Ha UCCefoBaHMe, Bbl4aHHOM OpraHmM3auuen.

7522 Ecnu naumeHT He cnoco6eH Ha3BaTb UAEHTUIUKALMOHHbIE AaHHbIE:

- JINYHOCTb NauueHTa MOXeT 6bITb NMOATBEPXAEHA NMLIOM, COMPOBOXAAKWMM MauMeHTa, Hanpumep,
€ro poACTBEHHWKOM WU/IN OMNEKYHOM;

- UMSA 1 hamunnio N1ua, NoATBEPANBLLETO JIMYHOCTb NAaUVEHTa, PEFMCTPUPYIOT B JOKYMEHTALNN.

8 B34aTuve npobbl 13 BEHbI

8.1 Oco06ble ykazaHus Npu BbIMO/IHEHUN hrie6oTOMUN

8.1.1 [AnMTeNIbHOCTb HaJIOXEHUS XIyTa A5 BU3ya/iM3auum BeHbl COCTaBsSIET He 60n1ee 1 MUH.

8.1.2 B3aTne Npob KPOBU Ha BaKTEPUEMMIO OCYLLECTBAAIOT B aCENTUYECKUX YCNOBUAX. [pn B3ATUM KPO-
BU AN MccnefoBaHnsa UCMNOb3YHOT Napbl d)/1IaKOHOB A1 a3pO06HOI/aHaspO6HOM Ky/ibTypbl € ONTUMa/IbHbIM
B3sTMEeM 10 cm® (M) KPOBU B KaxXabli o/1akoH. B3sTne npo6 oCcylLecTBASKT B COOTBETCTBUM C UHCTPYKLUMSIMU
npousBoguTens o1akoHoB. [pu Ha/IMuMM NokasaHuii MOryT MPUMEHSITbCSA CNeLnain3npoBaHHble /1akoHbl
ON51 KyNTbTUBUPOBaHNA rpMboB 1 APOXOKEN, hN1akoHbI, coaepXaline KOMMOHEHTbI, paspyLluatrolmne NenkounTbl
KPOBW AN151 BbICBOOOXAEHMSA (harouTMpoBaHHbIX MUKPOOPraHM3MOB.

8.1.3 B3ATMe KpOBM He BbIMOJHAIOT Ha CTOPOHE, rae paHee 6blsia NpoBeAeHa MacTakTtoMmus. B cnydae
OBYCTOPOHHEN MacTIKTOMUW criefyeT CBA3aTbCs C flevallMM BpayoM nauueHTa 415 onpejesieHns noaxoas-
LLNX MECT B3ATUSA BEHO3HOW KPOBW.

BeHenyHKUMIO He BbINOJIHAKOT Ha yYacTKax KOXMK C NMpu3Hakamu oTeka Uian remaToMbl, a Takke Ha yyacT-
Kax ¢ 60/IbWMM KONMYECTBOM py6LOB, HeJaBHO HAHECEeHHbIMW TaTyMpoBKaMu, OXOramu, fnoBpexaeHnsasMu
VN HapyLUEeHMEM NPOXOANMOCTU BEHbI 1 OUCTy1aMu.

8.1.4 Bo Bpemsa npouenypbl B3ATUSA KPOBU pyKa NauueHTa A0/kHa ObITb paccnabneHa (NauueHT He
CXKMMaeT/He pa3XnMaeT Ky/ak).

8.2 WHy3umn

B3ATne KpOBW BbINO/IHAOT U3 BEPXHE KOHEYHOCTU, KOTOpas He NCMosib3oBasiacb 418 BBeAeHUs (MHy-
31M) Kaknx-NMbo pacTBOPOB (a Takke nepesiMBaHWiA KPOBU MW ee KOMMOHEHTOB). 8 cryyae, ec/in 3TO HEBO3-
MOXHO:

a) BHYTPUBEHHYIO MHY3MIO NpeKpaLlaroT, Kak MUMHUMYM, 3a ABe MUHYTbI A0 hieboTomumn;

0) NYHKUMIO BEHbI BbIMOJTHAIOT Ha HEKOTOPOM PACCTOAHUM OT MecTa MHAY3UK, NPU 3TOM XIYT OOSDKEH
pacrnonaraTbCa Mexay MecToM UHAY3MU U MECTOM NMYHKLUUKN BEHBbI. T. €. ANCTa/IbHEee MecTa UHAY3UN;

8
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B) B HanpaB/IEHUU Ha UCC/Ief0BaHUE, a TaKKe B 3/IEKTPOHHOI KapTe nalveHTa U OTYETE AenaroT NomeT-
Ky C yKasaHWeM pacTBOpa, KOTOPbIi BBOAUIICS NaUMEHTY Nnepes BblNosiHeHneM dorie60ToMum.
MopsifoK B3ATKS BEHO3HOW KPOBW NpUBEAEH B NPUIOXeHUN B.

8.3 Cuctembl A1 B/VBaHUS pPacTBOPOB, renapuHOBbIE 3aMKWM M 3aMK/ U3 (DU3NOMOTMYECKOrO
pacTBopa, yCTpoiicTBa COCyAUCTOro AocTyna

8.3.1 B3sTMe Npob6 KPOBM M3 YCTPOIiCTBa COCYANCTOro AOCTYNa BO3MOXHO TOJIbKO:

a) rnocrie onpegesieHUss COOTHOLLEHUSA pUCKa 1 Nosb3bl;

0) kBanMnuMpoBaHHbIM COTPYAHNKOM B cooTBeTcTBMK ¢ COIT;

B) B COOTBETCTBMW C OpraHu3auMoHHbIMY npasunamu n COrl.

8.3.2 Tpwu B3ATUM Npo6LI criegytoT COlM(am), o6ecnevmBarOLMM MUHUMa/IbHBIA PUCK MHULMPOBaHUS
naumneHTa vyepes KaTetTep U ONTUMa/IbHbIV YPOBEHb LIE/TIOCTHOCTU NPOO6BLI.

8.3.3 Ecnu B3aTME Npob6bl KPOBU NPOBEAEHO TOMILKO Yepe3 CUCTEMY COCYAUCTOro A0CTyna, nepes, B3s-
TveM npobbl KPOBM Ha UccnefoBaHne yaansioT HEKOTOPOE KOSIMYEeCTBO KPOBU M3 COCYAMCTOro AOCTyna, npo-
MbiBasi KateTep. TOYHbIA 06bEM KPOBU, KOTOPbIV cnegyeT yaa/inTb, ONPeaensioT B 3aBUCUMOCTM OT 06beMa
KOHTeWHepa:

- B ABa pa3a npeBbilalowmnii 06-beM 0T6MPaeMoi KpOBU B KOHTEHEpP, eC/iM aHa/IM3 NpoObl He BK/IOYa-
€T KoaryJsioflormyeckmx nccriefoBaHunii;

* B WWECTb pa3 npeBbiwaloWwuii 06beM KoHTeliHepa [nn6o 5 cm® (M) KpoBW), ecniv B3ATUE NPO6bl KPOBU
OCYLLECTBAT A4/15 KOary/10/10rM4ecknx nccaegoBaHui.

8.3.4 Tlocne B3ATMA NPOO6bI YCTPOMCTBO COCYANCTOrO AOCTyna NpoMbiBatoT B cooTBeTCcTBUM ¢ COIl.

8 HanpaBneHuu Ha aHasiM3 U B OTYeTe MO pe3y/ibTaraM aHaIM3a ykasblBaloT, YTo npoba KpoBu 6Gblia
B35Ta Yepes yCTPOICTBO COCYAUCTOro AOCTyna.

MNpumedvaHne — HacToAwmMliA cTaHAapT He COAEePXWUT MOJSIHOW WMHCTPYKUUW MO B3SATUKO KPOBW U3 COCYAUCTOro
poctyna.

8.4 KOHTelHepbl B3ATUS KPOBU C o6aBKamMu

8.4.1 TpuMeHsIOT cregytouime BaKyyMHble KOHTEHEpPbl C OCHOBHbIM LIBETOM KPbILLKWA, COOTBETCTBYHO-
wym gobaske cornacHo NOCT P MCO67HO (tabnuua F.1):

- KOHTeliHep (do/1akoH) AN aHaIM3a Ha CTepUsIbHOCTb;

B KOHTEHep C uMTpaTomM HaTpusa (418 amOynaTOpHbIX NayMeHTOB) AW NMPO6MpPKa Ha yTUIn3aunto:

* KOHTElHep C uMTpaToM HaTpua 4J/15 NauMeHTOB cTaumoHapa /19 pa3BepHyTO koaryiorpaMmmbl:

- KOHTelHep 6e3 [06aBKM UMM KOHTEHEpP C aKTMBaTOPOM CBePTbIBaHUS (BO3MOXHO, aKTUBaTOPOM
CrycTKa);

* KOHTEWHep C renapuHom;

- KOHTeliHep c JATA;

* KOHTEAHep C MHIMGUTOPaMM FIMKO/N3a.

8.4.2 ECNn KOHTelrHep C uMTPaToOM HaTPUs UCMOMb3YIOT NEPBbLIM UV TPeOYyeTCHA TOIbKO 3TOT KOHTENHep,
TO:

* NpU NCNosb30BaHUN UrN-6aboyek A0 HaMOSIHEHUS KOHTEMHEPOB C LMTPaTOM KPOBbIO pekoMeHAayeTcs
MCMNoNb30BaTb MEPBbIV KOHTENHEP 6e3 Ao6aBKuU (A1 nocieayowen ytunmusaunm), 4tobbl 3ano/IHUTb MycToe
NPOCTPaHCTBO KaTeTepa WUrMbl-6aboykM 1 obGecneunTb, TeM CaMbiM, 3aroJ/IHEHUE CeAYHOLWEero KoHTelHepa C
LMTpaToOM [0 HY)XXHOrO ypOBHSA. B Takom cnyyae 6yAeT cOXpaHeHO KpUTMYHOE A1 Koaryao/0rnyeckux muccre-
[0BaHNin COOTHOLLEHME KpOBb/Aob6aBkKa:

- €CNn ANnsa B3ATUA KPOBU NCMNOMBb3YHOT NPAMYIO Uy, TO B3ATNE KPOBU B ﬂepBbIVI ,EI|OI'IOI'IHI/ITeJ'IbeII7I KOH-
TeliHep He TpebyeTcs.

8.4.3 CnepyeT ybeguTbCS, UTO KOHTENHEPbI NO/IHOCTbIO 3aMoJIHEHbI (T. €. A0 YKa3aHHOrO Ha KOHTelHepe
YPOBHSI NGO A0 YPOBHSA MMHUMa/IbHOrO HamnosiHeHWUs). HelocTaTOYHOE 3arnosIHeEHME KOHTelHepPOB (KOHTENHe-
pbl, 3anosiHeHHbIe MeHee YeM Ha 90 % o6bema) Hernpuemsiemo.
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9 B3ATMe NpoO6bI KAaNUNNAPHOW KPOBU

9.1 O611acTV NYHKUUN KOXW A/151 B3ATUS KanusisipHOW KpoBY

9.1.1 MnageHubl

9.1.1.1 Y mMm/lageHueB B BO3pacTe A0 O4HOro roga NMyHKUUM OObIYHO BbINOIHAKOT Ha NOAOLWBEHHON NO-
BEPXHOCTU MATKU (CM. pUCYHOK 1). MNpu nNpokasibiBaHUM NATKUM MafeHLa Yy4YacTOK AO0/DKEH HaxoAUTbCsS Ha
NoOAOLIBEHHOM NOBEPXHOCTU MeAUasIbHO K JIMHUN, NPOBEAEHHONM OT cepeAuHbl 60/bLWOro nasbua K cepeanHe
MATKW, WM NnaTepasibHO K JIMHUMW, NPOBEAEHHOW OT MecTa MexXAy YeTBepTbiM U MNATbIM NasibLamu K cepenuHe
nATKM (CM. pucyHok 1). Nofg ykasaHHbIMM 061acTAMU He pacrnosiaraeTcs NAToYHas KOCTb.

PUCYHOK 1 — PekoMeHA0BaHHble 06/1acTu 4715 MYHKLUUN KOXWN Y HOBOPOXAEHHbLIX 1 M/1aAeHUeB

9.1.1.2 3aTeHeHHble 061acTu, HA KOTOPble YKa3bIBalOT CTPESIKM Ha PUCYHKe 1. 3TO pekoMeHayemble 06*
nactn gna nyHKUum MiaZieHueB.

9.1.1.3 MYyHKUMN He BbINOTHAKOT:

a) Ha 3agHem n3rnoée NATKU;

0) UuUeHTpasibHOI ob6nlacTn cTonbl MiageHua (06nacTb apku) (CM. pucyHok 1). Mpokosbl B 31O 06nactu
MOTYT NPUBECTUN K MOBPEXAEHMNIO HEPBOB, CYXOXUUIA 1 Xpsla. O6nacTb apkn He faeT HUKaKNX NpevMmyLlecTs
Mo CpaBHEHMIO C NPOKa/ibIBaHNEM NATKM U HE A0JIKHA NCMO/Ib30BaTbCS;

B) MNaslbLax HOBOPOXAEHHOro N1 MiageHua Mnagle ogHoro roga. PacctosiHne OT NMOBEPXHOCTU KOXMU
[0 KOCTM B CaMOW TOJICTOM 4aCTu MOCMefHero CerMeHTa Kaxaoro nasbla HOBOPOXAEHHbIX BapbUPYeTCHA OT
1.2 o 2.2 mm. Mpn NCNosib30BaHUM NaHLETOB KOCTb MOXeT ObITb NIENKO NOBpexaeHa. Y HOBOPOXAEHHbIX Npu
NYHKUUW NasbLa MOryT BO3HUKATb NOTEHUNa/IbHbIE OC/TIOXXHEHUS B BUAE MECTHOM MHADEKLUN N FTaHTPEHbI;

r) y4acTke OTeka 1 BOCMasleHus;

0) npeablaywmx mectax nyHKuuu;

€) MouKax yLIei.

9.1.14 MyHKUMA NATKN AO/HKHA ObITb He rnyoxe 2.0 mm (cm. 10.1).

9.1.1.5 YpesmepHblil NNay MOXeT oTpuLaTesIbHO NOBMANATL Ha KOHLEHTPaLMI0 HEKOTOPbIX NoKa3aTesnei
(HanpumMep, Ha KOHLEHTPauuio /IelikoUMTOB 1 ra3oB KanuanspHoWi KpoBu). Ecan HasHayeHbl K ucciegoBaHuio
3TK NokasaTenn, hakT naava oTpaxaroT B JOKyMeHTaunun.

9.1.2 [eTwn cTapLuero Bo3pacTta (MoApOoCTKN) N B3POC/ible

Korga nyHKUMIO KOXM BbIMOMHAKOT Ha Nasblax B3pOC/bIX WX geTeli cTapllie O4HOro roga, cregytoT
VHCTPYKUMAM N3TOTOBUTENSA UM PEKOMEHAAUUAM B OTHOLUEHUM r1yBuHbl NPoKosia Koxu. CobogatoT cneay-
owme TpeboBaHus;

8
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- MYHKUUVIO BbINOJIHAKOT Ha /1a40HHON NOBEPXHOCTU ANCTa/IbHOTO CerMeHTa cpefHero nnam 6e3bIMAHHOro
nasibLa nornepek nasibLUeBbIX IMHUIA, a He Napasi/ieSIbHO UM (CM. PUCYHOK 2);

* He BbIMOJIHAOT NpoLeaypy B3ATUSA KanUNAPHOW KPOBU N3 OTEYHbIX MECT UM MecCT, r4e HegaBHO Bbl*
MOAHANMNCH MYHKUUN KOXW.

BHMMAHVME — He pekomeHAayeTCs A8 KanuinsipHOro B3SATUSI KPOBW MCMNO/b30BaTb 060/bLUIOA U
yKazaTe/lbHbI NaseLl, MU3NHeL,

PUCyHOK 2 — PekoMeHAyemast 06/1acTb MyHKLUMN KOXMW Yy B3POC/IbIX U AeTei cTapliero Bo3pacTa

9.2 ToBegeHVe NepcoHasnia B OTHOLLEHUW NauneHTa, aeHTudmnKaums

MeANUNHCKUI paboTHMK AO/DKEH NPEACTaBUTLCS B APYXENOGHOW MaHepe, yCTaHOBMB B3aMMOMOHUMa-
HVMEe W pacnosioxeHue naumeHTa. VHgopmauusa, npegocTaBrisiemMass NauMeHTy OTHOCUTENbHO Npegnosarae-
MOro TeCTUpPOBaHUS U NpoLeaypbl B3ATUA 6uomMaTepmana, AO/IKHA COOTBETCTBOBATL NpaBwuiaM MeaULMHCKON
opraHusauuun. B3siTe KPOBU HE AO/MKHO NMPOBOAUTLCA 6e3 cornacus naumMeHTa WanM ero npeacraButens. He-

06X04UMO COO6LLMTL O Hecor/Jiacun nauveHTa K NpoBeAeHuIo Npoueaypbl Bpady U caenatb 3anucb B COOT-
BETCTBUM C NMpaBuiaMn MeauLMHCKOW opraHnusauun,

9.3 TMpouenypbl B3ATUSA KanuISspHOM KpoBU

9.3.1 Tlpoueaypa corpeBaHUs Yy4yacTKa KOXW nepes NyHKUMENR (yBesiMdeHne npuToKa Kanuninsp-
HOWi KpOBW)

CorpeBaHme MecCTa NYHKUWNN KOXWN MOXET YBEJIMYNTb YPOBEHb KPOBOTOKa B CEMb pas. NO3BOJIAA B3ATb
npoby KpoBW, Mo cocTaBy 6/IM3KYI0 K apTepuanbHoii. Tensoe, BNaxHOe NosoTeHue (Mnn opyroe corpesatollee
YCTPOWCTBO) C TeMNepaTypoii He Bblwe 42 *C NCNOo/b3yT A/151 COrpPeBaHNs KOHEYHOCTU B TeYEHUe Tpex-nsaTu
MUHYT.

3anpeljaeTcs okasblBaTb faBsieHNE B 06/1aCTU NYHKUMN C LEbIo B3SATUSA Karn/ain KpOBU, 3TO MOXET Npu-
BECTM K FeMosI13y Npobbl N UCKXKEHNIO pe3y/ibTaTa nccnefoBanus. KpoBb 40/DKHA MATU CAMOTEKOM.

MpumeyaHme — TlOCKONbKY KanwinsipHasi KpoBb, B3ATas MNpW MNyHKUWM KOXMW, NpeacTaBnsieT coboii cmecb
XUAKOCTEN, oXuaaeTcs, YTo JaBnieHne kucnopoga kposu (pO,)B Heli ByfeT Hike, YeM B apTepuasibHON kpoBu. Hanbosb-
Wwas pasHuLa 3aMeTHa C BbICOKO apTepuasibHbiM PO, U MefsieHHbIM KPOBOTOKOM. Y HOBOPOX/AEHHbIX C aHaTOMWUYEecKM
OTKPbITbIM apTepuasibHbIM MPOTOKOM U OBa/IbHbIM OTBEPCTMEM MJlady MOXET BbI3blBaTb (PYHKLUMOHANbHbIW LWYHT crpaBa
HasleBO, TakuM 06pasoM CHuxas apTepuasibHoe pO,. CrepoBaTerbHO. KanuaispHas cAoba KpoBWU MPU MYHKLMU KOXM
HOBOPOX/AEHHbIX UMEET OrpaHNYeHNs 4718 TAYHON OLeHKM HACbILLEeHUA KUCIOPOAOM, PACCUUTAHHO Mo n3mMepeHusim po,.



FOCT P 59778—2021

9.3.2 Mpouenypa 06paboTkn 0671aCTN NYHKLMN KOXMN

YyacToK MyHKUMU KOXW O4YMLLAKT C nomoulbi 70 %-HOro BOAHOro pactBopa msonponaHona (70 % v/v)
AN NOAXOAALLErO AEe3UH(ULNPYIOLLErO CpeacTBa.

Mocne 06paboTKN PpaCTBOPOM YUacCTKy KOXMU Aat0T BbICOXHYTb.

MpumeyaHne — HEO6XOAMMO Bpem4, 4YTOGbI aHTUCENTUYECKME CBOCTBA cnnpTa CMOrnn nposBUTbLCA.

9.3.3 Mpouenypa NyHKUMN KOXKN

OnTumasnibHasn rnybuHa NPoKosa KOXW, MNPy KOTOPOM MOXHO B3SATb AOCTATOYHYKO NPOOYy KPOBMW, HE Npwu-
YNHASA Bpefa HOBOPOXAEHHbIM, AO/HKHA ObITb OCHOBaHa Ha TOM. UYTO Y HEKOTOPbIX M/iafeHLeB (B TOM 4ucre
Yy He[OHOLUEHHbIX) NPOKoa rnyoxe 1.0—2.0 MM Ha NOAOLIBEHHOM NMOBEPXHOCTU NATKM MOXET OblTb Ype3mep-
HbIM.

MpumeyaHne — OCHOBHbIE KPOBEHOCHblE COCYAbl KOXW pPacnosioXeHbl B 061acTV NOAKOXHOW KneTyaTku, KO-
Topas B MATKE HOBOPOXAEHHOro HaxoauTcs Ha paccTosiHim ot 0.35 go 1,6 MM riy6xe NOBEPXHOCTU KOXW. [oaToMy gaxe
Yy camMoro MasieHbKoro pebeHka NpokKon riyo6uHoi MeHee 2.0 MM Ha MOAOLBEHHOM MOBEPXHOCTU MATKU AO/HKEH MPOHUKATb
B OCHOBHYIO COCYAMUCTYIO CETb KOXU 6€3 prCKa NoBpeXaeHNs KOCTHU.

OonTnmasnibHaa ryovHa AAa NPOoKOoNa KOXW Y NOXUAbIX NauMeHTOB A0J/HKHA OCHOBbIBATbLCA Ha Tpebo-
BaHMAX K TECTMPOBAHUIO N peKOMeHAaLUAX U3roTOBUTESIA MO UCMNOMb30BaHUIO MeAUUMHCKOro msgenvs ans
npokosa.

9.3.4 MopsA[oK NYHKLUNK KOXN

9.3.4.1 TlopsaoK NYHKUMW C NCMOJIb30BaHNEM BblABWXHbIX (aBTOMaTU3MPOBaHHbIX) YCTPOWCTB

Mpn Ncnosib30BaHMM aBTOMaTU3NPOBaHHbLIX YCTPOWCTB cneayeT pykOBOACTBOBATLCA MHCTPYKUNAMUN U3-
rotoBuTeNs:

a) [Ae3nHMUUMNPYIOT YHacTOK KOXN N Aal0T eMY BbICOXHYTb:

0) wn3B/IeKalOT YCTPOWCTBO N3 YMNaKOBKU:

B) €C/IM YCTPOMCTBO UMEET 3KpaH NAn 6/10KMPOBKY, YAANAKT/OTAyCXaloT 3alnTy B COOTBETCTBUM C pe-
KOMeHAaLNAMUN U3roTOBUTENA:

r) LepXaT yCTPOMCTBO MexAy NasibLamMu, cnenys MHCTPYKUUSM N3roToBUTENA:

0)  yOepXMBalT NATKY WaW Naney naumeHTa, 4Tobbl NpeaoTBpaTUTh BHE3anHoe ABvkeHue (cm. 9.1 ansa
Bbl6GOpa COOTBETCTBYHOLLErO y4acTKa MyHKLUN);

€) NpOBOAAT MYHKLUNIO KOXN:

X) YTUIM3MPYIOT YCTPOMCTBO B KOHTENHEP A/151 OCTPbIX NPeAMEeTOB:

1) yAANA0T NepBYIO Kansko KPOBU YMCTON MaprieBo casiheTKoi.

BHVMAHVWE — CrnieayeT wus6beraTb CW/IbLHOIO MOBTOPSIOWEroca AaBfeHusi B 0061acTu  NYHKUWK,
3TO MOXET NPUBECTU K FEMOJIN3Y.

MpumeyaHna

1 B uensix B3siTUs HEO6XOAUMOro A5l UcCreloBaHns 06 beMa KpOBU MOTYT UCMO/b30BaTbCsl O4HOPA30Bble YCTPOIi-
CTBa A/151 NMYHKUMUM KOXU Pas/IMYHbIX KOHCTPYKUMIA, B TOM YMC/ie NaHLETbI CO CKPbITbIM JIE3BUEM W/IN KOMBEM, BbIABUrato-
WMecst NaHUeTHble/HaZpe3Hble YCTPOICTBa, KOTopble 6e30MacHbl A/1s1 MeANLMHCKOTo paGoTHMKA U NauneHTa.

2 HekoTopble 13 YCTPOICTB NPOKasbIBAKOT KOXY, a Apyrue obecrneunBatoT Hagpes (B 3aBMCMMOCTM OT KOHCTPYKTUB-
HbIX 0COBeHHOCTel). 3TN ycTpolicTBa NpeAHasHaueHbl 4151 KOHTPOS A/IMHBI U TTy6UHBI NPOKOa Uy Hagpesa.

3 TlpokanbiBatollee YCTPOCTBO BbIGUPAOT, UCXOAA U3 psAa NepemMeHHbIX napamMeTpoB ry6uHbl U A/IMHBLI cpe3a
B 3aBMCKMMOCTM OT XE/laeMOro KpOBOTOKAa, BO3pacTa M Beca nauueHTa. [Moapo6Hble UHCTPYKLMU MO NpUMEHeHWIo npeno-
CTaBNSAOTCA U3rOTOBUTENAMU U AO/MKHbI GbITb NPeABapUTENIbHO U3ydeHbl A1 JOCTWKEHUST ONTUMAa/IbHbIX Pe3y/bTaToB.
HekoTopble Ne3Bus NaHLeTOB UMEKT A/IMHY CBblile 2.0 MM 1 MOTyT NOBPeAUTb MATOYHYH KOCTb HOBOPOXAEHHOTO.

9 .3.4.2 MopAAoK NYHKUMN C UCMOIb30BaHUEM YCTPOICTBA C OTKPbITbIM /IE3BUEM.

Heob6xoaumo cobnogaTb CneayoLLyro npoueaypy NyHKUMN KOXN NP NCMOMb30BaHUN NlaHLEeTa-KoMbsA:

a) oynLaloT Y4YacTOK U JaloT eMy BbICOXHYTb (CM. pasgen 9 Ana Bblbopa COOTBETCTBYIOLLEro yyacTka
MyHKUUN);

6) M3BJ/IeKatoT IAHUET U3 YMaKOBKU;

B) KPErNKo yAepXuBatoT NaHueT Mexay nansuamu. MNpyv ncnosb3oBaHUN NOANPYXUHEHHONO MexaHu3ma
Heo6XxoAuMO cnefoBaTb PeEKOMEeHOAUUAM M3roTOBUTENS MO YCTaHOBKE OCTPOro U akTMBUPYHOLWEro yCTpOoii-
cTBa:

r yAepXuvBaloT nasiel nauueHTa, YTobbl NPeoTBPaTUTL BHE3amNHbIe ABVKEHUSA, N pacnonaratoT flaHueT
Hag, BbI6GpaHHbIM Y4acTKOM:

10
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n) €C/I1 3TO NPeAyCMOTPEHO, CHAMAIOT 3alUTHbIA KONNAa4yoK Uan ApYroe YyCTPOMCTBO C UMbl
e) COo006WatoT NaumneHTy O NMPOKOSe;
X) [enaroT NPoKoa OAHUM N1aBHbIM ABUXEHNEM.

M) nocrie Toro, Kak nesBue NaHLeTa Ha BCHO Iy6UHY MPOHUKIO B KOXY, U3B/IEKatOT NlaHUET OAHUM OBU-
XeHVeM BBepX N HeMe/1eHHO YTUMIM3NPYHOT ero B COOTBETCTBYHOLLMIA KOHTEHEP A/151 OCTPbIX NPeAMETOB;

K) YAansaiT NepBYyO Kanak KPoOBM YNCTOW Map/ieBoii candoeTkol (ecnn U3roToBUTENb YCTPOIiCcTBa ANns
OKazaHus MeZMLIMHCKOM MoMOoLLM He TpebyeT TeCTUPOBaHUSA NepBOii Kanan), T. K. NepBasi kanss, CKopee BCEro,
COAEPXUT N30bITOK TKAHEBO XNAKOCTU.

CnepyeT nsberatb CULHOrO NOBTOPSIOLLErOCa AaBNEHNSA Ha 06/1aCTb MPOKONa, T. K. 3TO MOXET npuBe-
CTWU K TeMOIN3Y UK 3arpPsA3HEHMIO NPO6bLI TKAHEBOW XUAKOCTLIO.

MprmeyvaHne — HemeaneHHast NOBTOPHasi MyHKUMS (ABOWHOe NCNorb3oBaHWe YCTPOCTBa) HeA0NyCTUMO.

BHUMAHWE — Tlpy BbINONHEHUM TMPOKOJSIOB KOXW HEOO6XOAMMO HafeTb nepyaTkui, 4YToObl MWHU-
MM3MPOBaThb PUCK KOHTaKTa C NauneHToOM U 6UOA0rMUYECKUMU XNLKOCTAMMN.

9.4 TlopsiAoK B3ATUSA Kanu/sSpHON KPoBU

MopsaoK B3ATUS KanuisipHOM Npo6bl oT/IMYaeTcsa OT Nopsiika B3SATUS BEHO3HOIA:
a) npoba ans uccnenosaHma rasoB Kposu (FTAK);

0) npoba c aTuIeHaaMUHTETPayKCYCHOM kucnoTtom (SATA);

B) Npo6bl C HbIMU A06aBkamMu;

r) nNpo6bl A1 NOSTyYEHUS] CbIBOPOTKN.

MNpumedvaHne — T[lpoba KanUAIAPHOW KPOBM He MOXEeT ObiTb MCMNOSb30BaHa A/ UCCNefOBaHUs CUCTEMbI
remMocTasa, Ky/ibTypbl KPOBMU.

9.5 3anosHeHve N NnepemMeLLnBaHVe KanuaasapHon Npoobl

KpoBb, cO6paHHYl0 B MWKPOMPOOMPKW, cCoAepXalime aHTUKoarynsHTbl, Cpa3y 3aKpblBatOT KPbILKOA 1
nepemMeLwnBaroT (B COOTBETCTBMU C MHCTPYKUUAMMN M3roTOBUTENS), YTOObI 06ecneynTb paBHOMeEpHOe nepe-
MeLUnBaHue peareHTa c KpoBblO.

BHUMAHWVE — CnepgyeT mn36eratb CW/bHbIX BCTPAXMBAHWA, Tak Kak 3TO MOXET MNPUBECTM K remo-
nnay. NMpobupkn AO0/MKHbI 6bITh 3aM0sIHEHbI 40 METKM.

9.6 B3daTne KpoBU ANA onpefeneHnsa rematokpmuTa

KpoBb ans onpegeneHus rematokputa (PCV; «MUKPOremaTOKpUT») MOXEeT 6biTb cobpaHa Hemnocpe-
CTBEHHO B renapuHU3npoeaHHbie KanunnsipHble TPY6KU. [11si NoyyYeHnst TOUHbIX Pe3y/ibTaToB TPY6OKM JO/MKHbI
6bITb 3aMoJIHEeHbI Ha ABE TPETU UN [0 TPeX YeTBepTeid. MNocne 3anosiHeHusl Kanussipa OAvH KOHel, 3aKpblBa-
0T MO UHCTPYKLMU NPOU3BOANTENS.

9.7 VaeHTrKauus 1 MapKupoBKa Npo6 KanunsipHo KpoBU

MapknpytoT npoby cpasy nocne B3ATUS M NepeMellnBaHnsa B Npobupke. Ha 3TMKeTke ykasbiBaloT UAEH-
TUPMKALMOHHBI HOMEpP, ATy N BpeMs B3ATUA NPoObl, a Takke AaHHble COTPyAHMKa, 6epyLiero KpoBb. VMms.
OTHEeCTBO, (haMU/INIO N [aTy POXAEHUS MauveHTa yKasbiBaloT TO/IbKO B C/lydae HEBO3MOXHOCTU UCMNO/b30-
BaHUA MAEHTUMVKALMOHHOIO HOMepa. Ecnu vcnonb3yloT LWTPUX-KOA. €ro NPUKPEnsisioT B COOTBETCTBUM C
YCTaHOB/IEHHbIMW MpaBWUIaMn MeULMHCKOM opraHm3auuun. B cnyyae MCcnosib30BaHWs WTPUX-KoAa paspaba-
TbIBAOT N CUCTEMY UAEHTUIMKALMN ANA 3anMMCy UMEHW CNeuvanincTta, B3SBLUEro KpoBb. Kaxaoe ycTpoiicTBO
ON9 B3ATUA KPOBU LO/MKHO ObITb MApKMPOBaHO MHOMBUAYaTBHO.

Mpo6bl KAaNUAASIPHOW KPOBK COBUpalOT B TPYOOUKN A1 onpeaesieHnst reMaTokpuTa, MasieHbKue repme-
TUYHbIE KanuNspHble TPYOKM OT KaXXAOro nauueHTa rnomellarT B OTAEe/IbHYH 60/1bLUy0 NPO6UpKY U MapKu-
pytoT 3Ty Npobupky. MNpu B3ATUM Yy NaumeHTa npo6 B HECKOJIbKO KanuanspHbIX TPYO6OUYEK 3TUKETKY MOMeLLaroT
BOKPYr Kanunnspa (B Buae diara), a 3ateM MapKMpoOBaHHYK rpynny nomewiaiot B 60bliyt0 npobupky. Ha
3TUKETKE YKa3bIBalOT MAEHTU(MKALMOHHBI HOMEpP, AaTy N BPeMS B3ATUA NPo6bI, a Takke UAEHTUMVKaLOH-
HbIA HOMepP creunanncTa, B3siBLWEro npody (pekoMeHayeTcsi nsberarb ykasaHusi UMeHU 1 hamMmuinm naymeH-
Ta. 3aKoAMpPOBaHHYHO (LWUTPUX-KOA) 3TUKETKY MPUKPENSIOT B COOTBETCTBUM C YCTAHOBJ/IEHHbLIMWU MpaBuiamMu
MeANLMHCKOW opraHmn3auunm.
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10 LlenocTtHOCTb 1 CTabW/IbHOCTL NPO6

10.1 UenocTtHOCTb

[0 BbINO/IHEHVSI UCC/eAOBaHNS U B TEYEHNE YCTAHOB/IEHHOIO BPeMeHU nocsne (Ha cryyail BO3HUKHOBE-
HMS HEOBXOAMMOCTY B MOBTOPHOM NMPOBEAEHNN UCCeA0BaHNsl) NPO6bl XpaHAT B YC/IOBUSIX, 06ecrnevmBatolmx
MX LenocTHOCTb. VHdhopmMayms o cTabuiibHOCTU NMPOo6bLI MOXET BK/IOYaTb YKa3aHWe Cpoka, MO0 UCTEYEHUN KO-
TOPOro BO3HUKAET yrpo3a HapyLleHUss CTabunbHOCTU NPO6GLI NN BbISIBASEMOro B Npo6e aHannTa(oB).

Mpoueaypbl N0 06ecneyeHnto LiesIOCTHOCTN NPO6 B XO4e NpeaHasIMTUYEC)KOro aTana AO/HKHbl ObITb Ba-
NManpoBaHbl 1 Nognexar perysspHoii NpoBepkKe.

MpumeyaHne — K dakTopam, KOTOpble MOFYT HapywWTb CTabWIbHOCTb aHanuMTOB. OTHOCATCS: MeTabormam
KNETOK KPOBW, MCMapeHue, XUMUYECKME peakuun, MUKPOBMOSIOTMYECKOe Pas3foXeHne WM POCT uucsia MUKPOOPraHU3MOB
B Npo6e, BO34eCTBUE CBETA, ra3oBas Anddy3us, NPOAO/KUTENIbHOCTb XPaHEHUs], TEMMepaTypa XpaHeHus!, yTeuka.

10.2 CtabunbHOCTb

Na6opaTopus, BbINOSHAKOWAA aHa/In3, yKasbiBaeT BO BHYTPEHHUX WHCTPYKUMAX, B KakMX Crlyyasx He-
06X0ANMO COXpaHeHMe CTabu/IbHOCTM NPO6LI, a Takke A0MYCTUMbIA CPOK XpaHeHMst NPo6 A0 U nocrie npo-
BeAEeHNs1 npoueayp MO COXPaHEHUo CTabusibHOCTM MNpo6. 3Ta MHopmMaumsa o/MKHA ObITb MpegocTaB/ieHa
COTPYAHMKaM, OTBETCTBEHHbIM 3a NPOBeAeHMe Npoueayp No o6ecneyeHmno cTabuabHOCTU Npob.

11 TpaHcnopTupoBaHue nNpob

Na6opaTopun HecyT OTBETCTBEHHOCTb 3a NpeAocTaB/IeHNe NOb30BaTe/ 1AM CBOUX YCYT TOUHOM MHAOP-
MaLM1M NNn MHCTPYKLUMIA No npoueaypam B3ATUS, MapKMpoBKe, NOArOTOBKe M nepefadve nNpo6 B nabopatopuio
ONA NpoBefeHns 3asiB/EHHbIX nabopatopueli uccregoBaHuii. TpaHcrnopTupoBaHue Npo6 B nabopaTtopuio
OCYLLECTB/IAIOT B COOTBETCTBMN C UHCTPYKUMAMU, NMpefocTaBnseMbiMy nabopaTtopueil, B KOTOPYH NPo6bl Ha-
npaBNAOT Ha NccnefoBaHus. HCTPYKUMY NO TPaHCNOPTMPOBaHWIO NPO6 AO/MKHbI BKAKOYAaTb CBEAEHNSA O Haf-
nexauleM TemMnepaTypHOM pexume Mnpu TPaHCMOpPTUPOBaHWK (Hanpumep, TeMnepatypa OKpyXatoulen cpe-
Obl). HE06XOANMOCTU NCMOJIb30BaHUS XOMI0AU/bHbBIX KaMep, HEO6X0AMMOCTN HEMEAJIEHHOW OTNpaBKM NPO6 n
npouure ycnoBusi TPaHCMOPTUPOBaHNSA.

TpaHcnopTMpoBaHMe Mpo6 OCyLEecTBAT CNoco60oM, obecnevymBalrOLMM COXPaHHOCTb LE0CTHOCTU
npo6, a Takke 6€30MaCHOCTb Kypbepa 1 OKpyXXaroLwmx ntoaen.

[nsi TpaHCnopTMpoOBaHMA Npo6 B Npefesiax 04HOro 3[aHnsi UCNO/b3YHT MPOYHbINA UM HEMPOMOKaeMbIi
KOHTEHep (Hanpumep, CneunasibHY0 TENEXKY NN NNIaCTUKOBbIA KOHTENHEP C 3aCTEXKOM).

KoHTeliHepbl ¢ npo6amu TpaHCNOPTUPYIOT B BEPTUMKa/IbHOM MOJIOXKEHUU ANS MUHMMU3ALUN pUCKa Bbl-
TekaHusl. a Takxke 4J/1s TOro, YTobbl B KOHTeliHepax ycnesan cpopMmMpoBaTbLCS CryCTKU U BO n3bexaHne n3nuu-
HEero nepemMeLlnBaHns KPOBU B KOHTeMHepax (UHTO MOXET NMPUBECTU K reMoIn3y npoo).

HanpaBneHus Ha uccnefoBaHve U Npoyne AOKYMEHTbl He AO/MKHbl ObITb BMECTe C KOHTelHepamu Ans
NCKNHYeEHNA nonagaHna KpoBUM Ha AOOKYMEHTbl Npu HapylweHunn LUe10CTHOCTU CUCTeMbl A1 B3ATUA KPOBU
(MPOBUPKN 1 KPbILLKK).

B npouecce TpaHCNOpPTUpPOBaHMS NPO6 MHGopMaLmMs O NauMeHTax AOJ/HKHA COXPaHSATbCA B TaliHe.

Bo Bpems TpaHcnopTupoBaHus Npob B s1abopartopuio HEOBXOAMMO OTC/EeXmMBaTb COOGM0AEHNE Temne-
paTypHOro pexuma, onTUMasibHOro AJ/1S MPoBeAEeHUs NCCeAO0BaHus, a Takke ApYrMx ycroBuid. Bce cnydan
HapyLleHns yC0BUIA TPaHCNOPTUPOBaHNA UM CPOKOB A0CTaBKU A0/DKHbI 6bITh 3aperMcTpnpoBaHbl B Hanpas-
eHnn Ha nccnegoBaHume, MG,CI,VILI,VIHCKOVI KapTe nayneHTa n ot4yeTe no pesysibtatamMm nccsienoBaHunA.

TpaHcnopTMpoBaHMe Npo6 CbIBOPOTKM, Mia3dMbl UM a/IMKBOT OCYLLECTBASAKT B KOHTeliHepax C cena-
patopowm (resiem). He gonyckaeTcsi TpaHCNOPTUPOBaHME HeOTUEHTPUMYrMpoBaHHbIX NPO6 KPOBU, CbIBOPOTKU
UNN NnasMbl, KOHTaKTUPYIOWNX C OCaXAEeHHbIM CrycTkoMm. lNMpaBwuia nNpoBefeHuns LeHTpudyrmposaHns — B
COOTBETCTBUN C NPUIOXKEHVEM B.

MpvmeyaHne — B cfyy4aB, ec/M MauveHT CamMoCTOSTE/IbHO [OCTaB/fisieT MNpoby e 1abopaTopuio, OH A0JSDKEH
6bITb NpeaynpexaeH O PUCKe, COMPSHXKEHHOM C BbITEKaHWEM KpOew Mpv HapylweHWn LefIoCTHOCTU CUCTEMbI A1 B3SATUS
KPOBY, a Takke NPOMHOPMUPOBAH O NPaBU/ILHON 1 6e30MacHol ynakoBke A1t TpaHCNOPTUPOBaHUS NPo6bI.
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12 TMNonyyeHue Npobbl, ee oueHka, 06paboTka U XpaHeHne B nabopatopuu

12.1 Mony4eHwne NpoobbI

Bce npo6bl, nonyyaemble nabopatopueid, nognaexar CUCTEMATUYECKON OLEHKE Ha COOTBETCTBME yCTa-
HOBJ/IEHHbIM B nabopatopuun COI.

8 cBoeli paboTe naboparopms A0/HKHA NCMONb30BaTh akTyaibHble pegakumn npasus n COIM no nonyye-
HUIO. OLEHKe, 06paboTKe M XpaHEeHUIO NPob, coaepXXallMe UcHepnbiBaloLLy0 NHOPMaLUI0 A/ BbINO/THEHUS
BCeX HEOO6XOANMBbIX OeNCTBUIA.

Mpoueaypbl npuema Npo6 A0/KHbI ObITb pa3paboTaHbl A1 BCexX TUNOB Npob, o6pabaTbiBaeMbIX 1abo-
paTopueil.

MaeHTUrKaLMoHHble AaHHble MayMeHTa Ha 3TUKeTKaxX KOHTEMHEPOB AO0J/DKHbl COBMaAaTb C yKa3aHHbl-
MW Ha HarnpaB/IeHUN.

12.2 Kputepun npmvema n otkasa ot npuema npoobbl

NabopaTopus AofmkHa NpefoCcTaBNsATb KPUTEPUM NpMeMa M oTkasa OT npuema npob, HanpabBiEHHbIX Ha
3as1B/IeHHOE slabopatopueli nccnegoBaHne, B MMCbMEHHOW dhopme. 3TU KpUTEPUU O0/DKHbI BK/KOYaTb crieay-
owune cuTyaumm:

- HenpaBwW/ibHas NOAroTOBKa UM TPaHCNOPTUPOBaHWE NPo6;

- HenpaBwW/bHas MapkupoBKa MPoO6bl, NCMO/Ib30BaHME HEHaA/IeXallnx aHTUKOarynsHToB, Hasimdune re-
MO/InM3a. CrycTKOB, NpeaocTaB/ieHne Npobbl He TOro TUNa;

- OTCYTCTBME YHUKa/IbHbIX NAEHTU(MKATOPOB Ha 3TUKETKE NPOOGLI UKW B HaNpaB/ieHUN Ha aHa/n3;

e OTCYTCTBME VHOI MH(pOopMaLUn, HEOOXOAUMOW A5 OLLEHKN LLeN1iecoo6pa3HOCTU BbINOSIHEHNSA aHa/n3a
M UCMOJb30BaHWA AAaHHOro TUMna Npo6bl AN pPeLleHns KITMHUYECKOW 3aauun;

- npepocTaBfieHne Npobbl, KOTOpas NoaBepraslacb BO3LENCTBMIO TeMrepaTtyp BHe AOMYCTUMOro Auva-
nasoHa. YTO MOXET CKa3aTbCS Ha CTabW/IbHOCTU U LEe/IOCTHOCTU NpPo6bl; NPo6bl C reMosIM30M, IMnNemMuein n
VMKTEPUYHOCTbIO;

- npepocTaB/ieHNne HeAoCTaTOYHOro o6bLemMa NpoobbI.

Na6opaTopusa go/mkHa B KpaT4yalilumii CpoK yBeAOMMUTb YMNOJIHOMOYEHHOIO COTPYAHMKa OpraHus3auum o
HECOOTBETCTBUN NPO6LI KPUTEPUAM MPMEMA U O ee HEMPUTOAHOCTU A/ UCCNef0BaHus.

12.3 Mpo6bI ¢ HenpaBU/IbHOW MapPKNPOBKOIA

Kak yka3aHO B 7.1. Npo6bl A0/HKHbI MapKMPOBaTbCA TakMM CNOCOOOM, YTOObI 6bISI0 BO3MOXHO YCTaHO-
BUTb JINYHOCTb NaLyMeHTa, Y KOTOPOro OHM 6b1aun B38Tbl (Kak NpaBnio, A5 3TOro NCNOb3YIOT Hanpas/ieHne Ha
aHanun3). MepBnYHbIe NPO6bLI, HA ATUKETKAaX KOTOPbIX OTCYTCTBYIOT TpebyemMble NAEHTUMNKATOPBI, HE AO/KHbI
npuvHMMaTbcsa naboparopueit 4nsa aHanmaa.

Ecnn nabopatopuun 6b111 NpegocTaB/ieHbl NPO6bl C HEMPaBW/IbHOM MapKMPOBKOM, OTCYTCTBMEM MapKu-
POBK/ NN C MapKMPOBKOW, cofepxalleil HeoCTaTOYHOEe KOIMYECTBO AaHHbIX, NOBTOPHaA MapKupoBka npood
COTPYAHUKaMu naboparopuun He gonyckaetcs. MIaMeHeHUss B MapKMPOBKY NPO6bl MOTYT 6bITb BHECEHbI TO/IbKO
TeM COTPYAHUKOM, KOTOPbIA NPUHVUMa U perncTpmposasn npoby.

8 cnyyae COMHEHWIi B MPaBWUbLHOCTU MAEHTUIMKAUMM NEPBUYHON MNpO6bLI, a Takke B C/lyyae HecTa-
OGUIHOCTM aHa/INTOB B NEPBUYHON Mpobe, KOTopasi He MOXET ObITb NMpeAcTaBsieHa NOBTOPHO, slabopaTopus
MOXET BbIMOMIHUTL aHa/IM3 NPoObl, OAHAKO ee pe3y ibTaTbl AO/DKHbI ObITh NepeAaHbl 3aKkas3ymKy TOIbKO nocse
TOro, Kak Bpad, HazHa4yMBLUWIA aHaNu3, WM COTPYAHVK, BbINO/IHABLUNA B3SATUE NPO6bI, BO3bMET Ha cebsi OT-
BETCTBEHHOCTb 3a WAEHTUdUKaLMIo Npobbl U ee npuem U (UAnN) NPeaocTaBUT HEOOXOAUMYK MHOPMAaLMIO.
B TakMx cnyyasx noanvicb nuua, B3sBLUEro Ha ce6s OTBETCTBEHHOCTb 3a uaeHTUrkaumio npobbl, [O/MKHA
cofiepXaTtbCa B Hanpas/ieHUM Ha uccnefoBaHve, MO0 B HanpasfieHUn AO0/DKHbI OblTb yKa3aHbl CBefeHUs O
LOKYyMeHTauumn, rge coaepXuTcs aTa NnoAnucb. B cyvyae HEBbIMOSTHEHUS 9TOro TpeboBaHMA 1 NPOBEAEHNN UC-
criefoBaHus. B OTHeTe Mo ero pesynbTartamM SO/DKHO ObiTb YKa3aHO MMSA OTBETCTBEHHOro nunua. Npobbl, XpaHs-
Lwmeca B flabopartopuun A8 falibHeRWnX nccnefoBaHnii (Hanpuvep, 4015 BbIABNEHUSA aHTUTEN K BUpycam uamn
MeTaboNnTOB, KOTOPble MOrYT yKa3blBaTb Ha MPUUUHY PasBUTUSA Y MaumeHTa Kakoro-imbo CUHApOMa), Takke
OO/IKHbI 6bITh MAEHTUOULNPOBaHbI A0/HKHLIM 06pa3oMm.

ANVKBOTbI A0/KHbI OblTb MapKMpoOBaHbl TakuM 06pa3oM, YTOObl MOXHO OblNI0 YCTAHOBUTbL UX CBA3b C
nepBUYHON NPOGOIA.

13



FOCT P 59778—2021

12.4 YueT npo6

CBefeHMs 060 Bcex NoJslydeHHbIX slabopaTopuein npobax 3aHOCAT B KHUTY yyeTa, MaaH-oT4eT, nHdop-
MaLMOHHYIO cUCTeMy naboparopum WaM B MHYHO aHasIOTMYHYHO CUCTeMY. OTU CBefeHUs [OJ/DKHbI BKIOYaTb
crnepymoume faHHble:

- naeHTUUKaumMlo naymeHTa (paMuns, UMsa U YHUKa/TbHbIV naeHTUhnKaTop naymeHTa);

- MAEHTUMVKALUVOHHbBIA HOMEP NauueHTa, ecriv NPUMEHUMO (Hanpumep, NOPSAKOBbIV HOMEP);

- [aTty v Bpems B3siTUsi NpoObl, AaHHblE CNeLnanncTa, OcyLLEecTB/SABLLENO B3ATNE NPOObI;

- [gaTy 1 Bpemsi nony4veHus npobbl nabopaTopuei;

- [AaHHble COTPYyAHMKa, KOTOPbI NPMHSAA Npoby B nabopaTopui;

e TVN NOJIYYEHHO NPobbI;

- NpV Heo6XO04MMOCTM — MPUMEYaHUSA, Kacalolmecs KayecTBa Npobdbl (HanpumMep, O HaJIMYUK FreMOosn-
3a. HeoCTaTOYHOM 06beMe B3ATOM KPOBU, O B3ATUM MEPBUYHOM NMPoObl M3 yYacTKa BeHbl, PacnosI0XEHHOro
Bbllle MecTa CUCTEMbI A/151 BHYTPUBEHHbIX BAIBAHWUIA);

- nHpopmauuio o npobax, B npMemMe KOTopbIX 6b1/10 0TKa3aHo, 1 O NPUYMHAxX OTKasa, ec/in MPUMEHUMO.

Mpo6bl n conposoanTesibHas fOKYMeHTaums (M1aHbl-0TYEThI MO NPOBEAEHUIO UCCefoBaHnsA, npeameT-
Hble cTekna U T. A4.) [O/MKHbI O6bITb CHabXeHbl 0O4MHAKOBOW MAEHTUHMKALVNOHHOW NHopMmaumeli Ha Bcex aTa-
nax nccnegoBaHus.

MpumevaHne — KMpaeHTudmkauma npobbl MOXeT ObITb 0becrneyeHa MNPUCBOEHMEM Mpo6am YHUKasbHOro sabo-
paTopHOro Homepa. Kak npaBuno, aTo Hambosee yao6HbIi cnocob, B 0OCOGEHHOCTM NMpu paboTe C¢ 60/bLIMM KO/INYECTBOM
npo6. [pyroii cnoco6 nogpasymeBaeT ykasaHue oboux naeHTudmkaTope» nauueHTa (Hanpumep, aMuanm n UMEHU na-
LUMeHTa 1 AaTbl €r0 POXAEHUS WAN HOMepa MefULMHCKOM KapTbl) Ha 3TUKeTKax Npob6 M B COMPOBOAUTENIbHOW AOKYMEH-
Tauun. NMpu NPMCBOEHUN HOMEPOB NPO6aM HEeOGXOAMMO YUMTbIiBaTb CPOKM UX XpaHeHus (B flabopaTopun He MOryT OfHO-
BPEMEHHO HaxX0AMTbCS ABe NPo6bl C 0ANHAKOBbLIMU HOMEpPamW).

12.5 XpaHeHue nNpob n AoKyMeHTauum

Bce Hanpas/ieHust Ha aHa/IM3 noasiexxaT XpaHeHUo B TeUeHre CPoKa, yCTaHOB/IEHHOIO opraHm3almei.

JlabopaTtopusi, BbIMOHSAOLWAS UCC/leqoBaHmne, AO/MHKHA YKasblBaTb CPOKM U YCNOBUS XpaHeHusi Mpo6 no-
cfe BbIMNOJ/IHEHWS UCCMEA0BaHMS Ha C/y4aii, ecnun no pesynbTaTam COMyTCTBYIOWUX UCC/efoBaHnii noTpeby-
eTCsl NOBTOPHOE MCCeaoBaHme npobbl (40MNosHUTENbHOE 1abopaTopHOe UCC/eA0BaHe).

XpaHeHve 1 yTunmsaumst Npo6 nocsie NnpoBeaeHNsi UCCNeaoBaHns PeryiMpyoTcsl BHYTPEHHUMN perna-
MEHTaM1 MeAMLUHCKOV opraHusauuu, a Takke Tpe60oBaHMSIMU KOHTPOSIbHO-pa3pelunTesibHbIX OpraHoB U Co-
OTBETCTBYHOLLMMMN CAHUTAPHO-3NNAEMNYECKUMUN TPEGOBAHMAMU.

XpaHeHne Npo6 CbIBOPOTKU WM MNa3Mbl OCYLLECTBASAOT B MPeaBapuTesibHO OTLEHTPURYIMPOBaHHbIX
KOHTeliHepax c resiemMm UaM oTo6paHHbIX a/IMKBOTAaxX B COOTBETCTBUU C MHCTPYKLUME K MeToAdy uccriefoBaHus.
MpaBuna xpaHeHUss NPo6 — B COOTBETCTBUM C NPUIOXEHMEM T

MprvmeyaHve — B OTHOWEHUM XPaHeHUs OOKYMeHTauuum u 61MOoSIorMYeckoro maTtepvana Heo6XOo4MMO PYKOBOA-
CTBOBAaTbLCS pekoMeHAaumsiMy1 MYHUCTEPCTBA 34paBooxpaHeHmnst Poccuiickoil deaepauun.
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MpunoxeHune A
(ob6s3aTENBHOE)

MonoxeHwe nauveHTa

VI3MeHeHVe MOOXEHUSI Tesla U3 TOPU3OHTA/ILHOTO B BEPTUKA/IbHOE M HA060POT MOXET B 3HAUUTE/IbHON CTeneHu
NIOBIMSITb Ha pe3y/bTaTbl UCC/eAoBaHus. Mo3ToOMy MauMeHT He AO/HKEH MEHsiTb CBOEe MOJSIOKeHWe B TedeHue 15 MUH A0
B3ATWS KPOBWU. EC/N NaLMEHT NIeXMUT, TO B3siTUE KPOBU [AO/HKHO MPOBOAUTLCS B MOSIOXEHWUM fliexa (OTHOCUTCS K cTauuo-
HapHbIM NauveHTam). AMBYnaTopHble NauWeHTbl AO0/MKHbI CUAETL B TedyeHne 15 MWH [0 B3ATMS KpoBUW. Ecnv a TeueHue
15 MWUH U3MEHEeHWe MOJIOXKEHUs Tesla NaumeHTa HeM36exHo, 3TO AO/HKHO 6biTb 3al0KYMEHTMPOBAHO B COMPOBOAUTE/ILHOM
[OKyMeHTauun Ansi NpaBUbHOM MHTepnpeTaumMn pesynbTaToB aHanv3a. ECTbl NauuveHT oTAbIxaeT B TedyeHue 15 MUH B
30He OXUAaHWs, TO Nepexof Ha KOPOTKOE PacCTOsiHMe OT 30Hbl OXUAAHWSA K 30He B3ATUS KPOBM CUUTAETCS MpuemsieMbiM
N He HYXA3aeTcsl B JOKYMEHTUPOBaHNW.
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MpunoxeHve b
(ob6s3aTenLHoeE)

MopsgoK NpoBeAeHNs NPoLEeaypbl B3STUS BEHO3HOW KpoBy (dhie6oToMnm)

1 WAaeHTUhUumMpyroT NauneHTa.

2 Y6expgarTcs, 4TO Npoueaypa 6yaeT npoBegeHa HaToLak 1 NauMeHT NpaBu/ibHO NOArOTOBJ/IEH K UCC/1ef0BaHNIo0
(cnpawwvBatoT nauneHTa, cobnoaan M OH NHCTPYKLUMIO MO NOAroTOBKe K npoueaype).

3 ToTOBAT HEO6XOAMMbIE MaTepuasbl AN B3ATUS BEHO3HOM KPOBU.

4 MapkupyroT/MaeHTUNLNPYIOT KOHTENHepbI.

5 HagesaloT nepyartku.

6 HaknagblBaroT XryT.

7 BblbnpatoT MECTO MYHKUUN BEHBI.

8  [e3nHUUUPYIOT MEeCTO NMyHKLUN.

9 TyHKTUPYIOT BEHY, NOACOEANHAIOT KOHTENHep.

10 OTmeuaroT NOSIBNIEHME KPOBU B KOHTEMHEpE.

11 CHuMAaIOT UK 0C1abNAT XIyT, 3an0/THAOT NepBbIiii KOHTENHeP.

12 AkKypaTHO NnepeBOpaynBaloT KOHTEMHEepP U CTaBAT B LUTATMB.

13 3anosHAT OpYyrue KOHTelHepsbl.

14 YpansioT urny U3 BeHbl U aKTUBUPYIOT 3alUUTHBIN MEXaHU3M.

15  YTunusunpyrot urnay.

16 HaknafgbiBatoT MOBA3KY HA MECTO NMYHKLUMUN.

17 TpocAT naumeHTa NpmxaTb NOBA3KY N yAepXnBaTb B TeueHne 5—10 MUH. He crnbas pyky.

18 AKKypaTHO NepeBOpayMBalOT BCE KOHTEMHEpPb! YeTbIpe pa3a 1 CTaBAT B LUTATUB.

19 CHuMaloT nepyartku.

20 PexkomMeHAyIOT NauneHTy OTAOXHYTb B TedeHne 5 MUH 1 y6exaatoTcs, YTO Npu BbIXOAe N3 NOMELLEHNSA A1 OXU-
[aHnA y naumeHTa ocTaHaB/IMBAETCA KPOBOTEYEHNE U3 MecTa MyHKLUMUN.
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MpunnoxeHne B
(ob6s3aTENBHOE)

MpaBnia NpoBeAeHNs LEHTPUGYTMPOBaHMS

B.1 LleHTpudoyrmpoBaHue CnyxuT A5 pasfesieHns XUAKON YacTu KPOBWU U K/1eTOoK. Ecnn ueHTpudyrmposaHne Bbl-
MOJIHEHO C OLLINBKaMK, TO:

a) ocaxaeHve KNeTok 6yaeT HeNO/IHbIM, 06beM MNasMbl UN CbIBOPOTKN A/18 aHa/IM3a YMEHbLUNTCS;

6) Npu UCNONb30BaHUM KOHTEMHEPOB C resieM, €C/IN YCKOPEHUE MNpU LEeHTPUAYrMpoBaHUM MeHbLUIe, YeM HeobXxo-
OVMO MO MHCTPYKUUN MPOU3BOAMUTENS, Teflb HE BbINOSIHUT (PYHKUUIO pa3feneHnst CrycTka U XUAKOW YacTu KpoBU, He Nof-
HMMETCA N0 CTEHKaM Npo6UpKY;

B) €C/lM YCKOpEeHMe Mpu LeHTpudyrmpoBaHum 60sblie, MeM HeO6X0AMMO, TO MOTYT MOBPEeAUTbLCS K/1ETKM, YTO CKa-
XeTCA Ha pe3y/ibTaTax UccrafoBallsi.

B.2 MpaBuna LeHTpudyrnposaHuns

O6Lwme pekoOMeHAaLMn NO BPEMEHU LEHTPUYrmpoBaHns M OTHOCUTE/IbHOM LIEHTPOOEXHOW cuie A pasnnyHbIX
TUMOB KOHTENHEepPOB NpuBeAeHbl AN YAAIEHHO PacnosIoXeHHbIX NYHKTOB B3ATUSA KpoBW. Cnegyet NpuHMMaTb BO BHUMa-
HMe. YTO AaHHble, NpMBEAEHHbIE B Tabimue B.1. MOryT HECKO/IbKO OT/INYATBLCS Y pa3HbIX NPOM3BOAUTESNEN.

Ta6bnnua B.1
PekomeHgyemasn oTHocUTe IbHas PekomeHayemoe Bpems
Tnn npoGupxy LeHTpob6exHas cuna (OLC), 9 LeHTPUdyrmpoBaHuns, MUH

KoHTelHepbI C pa3gennuTerbHbIM resiem

PbI € pasA 1500—2000 10
ONs1 UCCrleloBaHnsi CbIBOPOTKN
KoHTelHepbl C renapvHoOM 1 pasaesinTesibHbIM

P P PasAy 1500—2000 10
resiem gns nccnefoBaHus niasmbol

OTHOCUrerbHyto LieHTpobexHyto cuny OLC. cMm. BbIYUC/IAOT MO hopMysie C y4eTOM paguyca potopa LeHTpudyrn un
CKOpOCTW BpaLleHns potopa [paauyc nsMepstoT OTHOCUTENIbHO AHa NPOGMPKM NpU ee ropn3oHTa/IbHOM MOJSIOKEHMN (POTOP
LeHTpudyrn nveeT cBO604HO BpaLLaroLLnecs rooBku)]:

OUC =1.118-10-%(rpT)2n

rae rpes — KONM4ecTBo 060POTOB B MUHYTY.
r— pagmyc poTopa, CMm.

B nacrnopTe UeHTpUdyr npuBedeHa HOMOrpamma, Mo KOTopoi onpegensitoT OLIC Ans Kaxgoro potopa C y4yeTom

paguyca poTopa 1 CKOPOCTW BpaLleHUS.
OUC n panTerbHOCTb LEeHTpUdyrmpoBaHus BblibupaeTcss nabopatopuein npu BHYTpUIabopaTopHOM o06paboTke
npo6bl B cooTBeTCcTBUN COl 1 C pekomeHgaunamMmm mMetoga nccrefoBaHuns npoo.
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MpunoxexHve I
(ob6s3aTenLHoeE)

MpaBuna xpaHeHMs Npo6

.1 NpaBwuna xpaHeHWs Npo6

Bpems 1 TemnepaTypa XpaHeHusi Npo6 MpsAMO CBA3aHbl CO CTabU/IbHOCTLIO aHa/IMToe U AO/MKHbI ONpeaenAaTbCcsa B
COOTBETCTBUM C KIIMHNYECKMMU PYKOBOACTBaMM No 1abopaTtopHbIM UCC1e40BaHUAM.

Mpob6bl BCcerga XpaHAT B 3aKpbITbIX MPoO6GUpKax A/ COXPaHeHUs LEeNoCTHOCTU Npob6. PasgenvTesnibHble 3/1€MEeHTbI
(renb) noBbIWalT CTabUIbHOCTbL NMPO6bI U CPOKM XpaHeHus. CnegyeT m3beraTb BCTPSAXMBaHWA MPobupok ¢ npobamu, Tak
KaK aTO yBe/Nn4MBaeT PUCK remMosnnsa.

MN36eratoT xpaHeHWs LesbHON KPOBW, LeHTpudyrnposaHve npobbl fO/HKHO ObiTb MO BPEMEHW BbINOJIHEHO B 3aBUCU-
MOCTM OT Tuna npo6 (cm. npunoxeHune [).

MnacTukoBble NPOBGMPKM C aIMKBOTaMy NPo6 3aMOpaxXMBalOT NPU YCMOBUW, YTO 3amMOpPaXuBaHVWE He NOB/IMSAET Ha
ncecnegyemMble aHanTbl, NPU 3TOM Temrepartypa A1 60/blUMHCTBA aHa/IMToe A0/MKHA OblTb Huke mMuHyc 20 'C. HekoTto-
pble aHaNUTbl MOXXHO XpaHUTb Npu TemnepaTtype MuHyc 70 *C.

R2 MpaBuna 3amopaxnBaHusi KOHTEHEPOB C refiem (COrnMacHoO UHCTPYKLUMU NPOV3BOAUTENS)

Mcnonbe3yloT cTyneH4yaToe 3aMopaxmnBaHue:

- XpaHelle B TeYeHMe 2 Y B XON104n/IbHUKE Npu Temneparype 4 *C:

* 3aMOpaxuBaHue CO CKOPOCTbIO 0K0s10 0.5 "C/MUH.

Mpu 3amMopaxvBaHUM NPOGUPKN AO/MKHbI pacnonaraTbCsa Ha AOCTaTOYHOM PacCTOsSiHUMM ApPYr OT Apyra, YTobbl obe-
CNeYvnTb LMPKYIALNIO BO34yXa MeXay HUMU.

Pa3mopaxnsaHve OO/HKHO NMPOBOAUTBLCA MPW KOMHATHOM Temnepatype WM HeobxoAumo cnefoBaTb YCTaHOBJIEH-
HbIM peKOMeHAaunsaM nccriefoBaHus.

18



FOCT P 59778—2021

Mpunoxexwve [
(ob6s3aTENBHOE)

MNpegaenbHblie CPOKN NOCTAHOBKU N1abopaTopHbIX TECTOB
npw NCNosib30BaHUM KOHTeliHepoB

[.1 CbiBOpOTKa

[na Toro, 4to6bI KPOBb MOJIHOCTLIO CBEPHYNach, CriefyeT BblAepXaTb BPeMs, yKasaHHOE HWwkKe AN pasfnTbIX
TUNOB NPOGUPOK.

* MNacTUKOBble KOHTENHEPbI C aKTMBATOPOM CBePTbIBaHNA — OT 60 MUH (3aBUCUT OT NPON3BOAUTENS KOHTENHEPOB);

* MNacTUKOBble KOHTENHEPbI C pa3feniTesibHbIM refiemM 1 akTMBaTopoM cBepTbiBaHUss — OT 30 MUH;

* KOHTeliHepbl C aKkTMBaTOpOM CBePTbIBaHUA (TPOMOWH) — 5 MUH, NCMONbL3YIOT A7 NPOBeAEeHUs 3KC/pecc-aHan-
30B. a TaKke 415 NauMeHToB, HaXOAALWNXCA Ha remoananinse 1 NosyyaroLmx Tepanuio renapuHomMm.

Mocne Norbioro GopMMpPOBaHKS CrycTka NPobbl NPOBOAUTCA ee LeHTpUdyrmpoBaHme.

Mpn MCNosb30BaHWM KOHTEMHepoB 6e3 pas3fenuTesbHbIX 3/1EMEHTOB (reflb) UccnefoBaHWe CbIBOPOTKM [O/DKHO
6bITb NPOBEAEHO HEe NO3AHee ABYX-TPeX YacoB Moc/e B3ATUSA KPOBMU.

KoHTeliHepbl A1 MccnefoBaHUsA CbIBOPOTKM criedyeT LeHTpudyrnpoBaTb He paHee BPeMeHW, Heo6XxoaMMOoro Asis
NoHOro hopmMMpoBaHus Crycrka.

KoHTeliHepbl C pasgenuTenibHbIM refieM cnegyeT LEeHTpudyrmpoBatb He Mo3gHee 4YeM 4epe3d 2 4 nocse B3ATUA
KpOoBW.

[.2 NMnasma

[.2.1 MNMocne B3ATUA KPOBU BO3MOXHO Cpa3sy LeHTpUdyrmpoBaHme npoo.

[.2.2 Mpu ncnonb3oBaHUM KOHTENHEPOB 6e3 pasfesiTesibHbIX 3NeMEHTOB (resib) MccriefoBaHue naas3Mbl LOSTHKHO
O6bITb NPOBEAEHO He Mo3fHee ABYX-TPEX 4acoB Mocsie B3ATMS KPOBUW. [py MCNOAb30BaHUN KOHTEiHepOB C pasgenunterb-
HbIM refieM WM MeXaHWYeCKMM cenapaTtopoM aHa/M3 nnasmbl MOXeT ObITb MpoBedeH B TeyeHwe 48 4 nocne B3ATUA
KpOBUW, NpWU YCNOBUWU MpefBapuUTesibHOro LeHTpudyrmposaHms nNpobbl 1 pasgeneHnn npoodbl Ha KNeTOYHble 3/1EMEHTbI U
XUAKYHO YacTb.

[.2.3 Ecnn aHann3 rnoko3bl B KPOBU HE MOXET ObITb NPOBefileH B TeyeHne ABYX YacoB Mocsie B3ATUA KPOBU Y Na-
UMeHTa. TO Heo6GXOAMMO HapoAy C aHTUKOoary/nssHTOM WCMO/b30BaTb CTabuM3atop [/10KO3bl, KOTOPbIV npegoTBpaliaeT
noTpe6/ieHNe /1I0KO3bl apuTpoumTamu. Icnonb3yoT KOHTeliHepbl ¢ ITOPMAOM HaTPUs U OKCanaToKT Kasima unu nopauera-
TOM UM renapuHoM nntusa, Topnaom HaTpusa n SATA. UHLIMW BO3MOXHbLIMW MHIMGMTOPaMn rAvkonusa. B ycnosusx nmm-
6upoaaHns rNoko3a ctabunbHa B Npobe KpoBU B TeyeHne 24 4. MockosibKy Npobupkn ¢ ptopnagom/okcanatoM 0CO6eHHO
noaBepXeHbl reMoIn3y, CoOAePXXMMOe He06X0AMMO NnepeMeLlnBaTb C 0CO60I OCTOPOXKHOCTLIO.
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Bubnnorpadus

[1] ®epepanbHbIi 3akoH OT 21 HOAG6pPsA 2011 . Ne 323-d3 «O6 OCHOBax OXpaHbl 340P0Bbs rpaxaaH B Poccuiickoi de-
Aepaunn»
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