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MNpeancnoBue

Lienu n npuHuunel ctaHaapTusauum B Poccuinckon e e pauuu yctaHosneHsl defie pasnbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHUYeCKoM perynmpoBaHnvy, a Npasuna NnpuMeHeHusl HauuoHanbHbIX
ctaHgapTtoB Poccuickon ®eagepauum — MOCT P 1.0—2004 «CtaHgaptusauus B Poccurickon deaepauuu.
OCHOBHbIE MONOXEHUSA»

CBeaeHunA o ctaHpapTe

1 PASPABOTAH YupexaeHunem Poccuitickoil akageMuu MeauuUHCKUX Hayk [ematonornydeckum
Hay4YHbIM LEHTPOM

2 BHECEH TexHuyecknm koMuTeToM no ctaHaapTusaummn TK 466 «MeauumHckue TeXHONOTUU»

3 YTBEPXIEH W BBEAEH B OEWCTBUE MMpukasom defepansHOro areHTCTBa Mo TEXHUHECKOMY
perynupoBsaHuio 1 meTponorim Poccuiickoin deaepaumm ot 28 oktsi6pst 2009 r. Ne 485-cT

4 BBEJOEH BMNEPBbBIE

5 NMEPEU3OAHUE. Hosbpb 2011 .

UHpopmayusi 06 UsMeHeHUsIX K Hacmosiwemy cmaHOapmy rybrnukyemcs 8 exe200H0 u3dasaemMom
UHghopmMayUoHHOM yKasamere « HayuoHarbHbie cmaHdapmbl», @ MEKCM U3SMEHEHUL U IoNnpasoK — 8 exeme-
CsIYHO U3dasaeMbiX UHGhOpMaUUOHHbIX yKa3amernsix « HauuoHanbHbie cmaHGapmbl». B criyyae nepecmompa
(3aMeHb!) unu ommeHsl Hacmosuweao cmarHlapma coomeememsyiouiee yeedomieHue 6ydem onybnukoeaHo
8 eXXeMecsI4YHO u30asaeMOoM UHOPMaUUOHHOM yKka3amene « HayuoHanbHbie cmaHOapmbi». Coomeemcmey-
rowas UHghopmayusi, yeedoMIIeHuUe U meKkecmbl pa3Mmeu,aomces makxe 8 uHghopmayuoHHol cucmeme obuwjez0
0/1b308aHUS — Ha oguluansHoM calime ®edepanbHo20 azeHmemesa 1o MeXHUYECKOMY pe2ynupo8aHuio U
mempoioauu 8 cemu VIHmepHem

© CraHpapTtunHdopm, 2010
© CTAHOAPTUH®OPM, 2012

HacToswuii cTaHaapT He MOKeT BbiTb NOMHOCTLIO UMW YaCTUYHO BOCTIPOU3BEAEH, TUPAXKMPOBAH U pac-
npocTpaHeH B kavyecTBe odurLmanbHoro usgaHusa 6es paspelleHns deaeparnbHoOro areHTCTBa No TEXHUYecKo-
MY PerynimpoBaHuio u MeTpornorimn
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HAUMWOHANBbHBIA CTAHAAPT POCCUUCKOWN SERJEPALUMN

KPOBb 1OHOPCKAA U EE KOMMOHEHTbI

O6wue TpeboBaHMA K o6ecneyeHUIo KayecTBa NpU 3aroToBke, nepepaboTke, XpaHEeHUU
U UCNONb30BaHUU [OHOPCKOM KPOBU U €€ KOMNOHEHTOB

Donor’s blood and its components.
General requirements for quality assurance of collection, processing storage and use of blood and its components

DaTtaBBegeHna — 2010—09—01

1 O6nactb NpUMeHeHunnA

HacToawuin ctaHgapT ycraHaBnusaeT obwme TpeboBaHus k obecrnedeHnto kadyecTsa npu 3aroToBske,
nepepaboTke, XpaHeHWU 1 UCMoNb30BaHUN JOHOPCKON KPOBMW 1 €€ KOMMOHEHTOB.

HacToawunin ctaHaapT NpegHasHaveH 4ns npuMeHeHNs opraHn3aunsaMm OHOPCTBA KPOBU, MEAULMHCKN-
MU opraHusaLMaMu U yupexaeHusaMu beaepansHbIX, TePPUTOpPUanbHbIX U MyHULIMTaNbHBIX OpraHoB yrnpasne-
HUSA 34paBooXpaHeHueM, cucTemM obsasaTenbHoro U 4o6POBOMBHOrO MEAULMHCKOrO CTPaxoBaHus, ApYriMy
MeOULMHCKUMKW  OpraHusaumsaMu  pasfinyHblX — OpraHU3aLuMOHHO-MPaBOBEIX  GOpM  AeATeNbHOCTH,
HanpasreHHOoN Ha okasaHue MegULMHCKON MOMOLLA.

2 HopmMaTuBHbIe CCbINIKK

B HacTosiLlem cTaHAapTe UCNOoMb30BaHbl HOPMATUBHBIE CCHINIKW Ha creyowme cTaHaapThi:

FOCT P NCO 9000—2008 CucTtembl MeHegkMeHTa kadecTBa. OCHOBHbIE MOMOXEHNA U CNOBapb

FOCT P 52938—2008 Kposb goHOpCcKas U ee KOMMNOHEHThI. KOHTenHepbl ¢ KOHCEPBUPOBaHHOWN KPOBLIO
unu ee KOMMoHeHTamn. MapkupoBska

M pwnmeyan ne — lNpyNonb3oBaHUM HACTOSILLUM CTaHAAPTOM LENecoobpasHo NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTaHAApPTOB B WH(OPMaUNOHHOM cucTeme OOLEro nonb3oBaHua — Ha oduumnanbHoM cante deaepanbHOro
areHTCTBa No TEXHUYECKOMY PerynmpoBaHuio U MeTporornm B cetu IHTepHe T unm no exeroaHo nsgasaeMomy nHopma-
LUMOHHOMY yKasaTenio « HaunoHanbHble CTaHAapTbI», KOTOPLIN ONYBNMKOBAH NO COCTOAHUIO HA 1 AHBapSA TeKyLWwero roga, n
Nno COOTBETCTBYIOWMM €XEMECSIYHO U34aBaeMbliM UHPOPMAaLIMOHHBIM yKa3aTenam, onybnmkoBaHHbIM B TEKYLWEM roay.
Ecnu cCbiNOYHbI CTAHAAPT 3aMeHEH (M3MEHEH), TO NPW NONb30BaHUM HACTOSAWMM CTaHAAPTOM cneayeTt PyKOBOACTBO-
BaTbCA 3aMEHAWMNM (M3BMEHEHHBIM) CTaHAAPTOM. Ecnu ccbinoyHbIv cTanaapT oTMeHeH 6e3 3aMeHbl, TO NONOXeHne, B
KOTOPOM faHa CCbINKa Ha Hero, NPUMEHSIETCA B YaCTK, He 3aTparmBaioLLLen 3Ty CChbINkKy.

3 TepMuHbI M onpepeneHun

B HacTosilem cTaHaapTe npumeHeHbl TepmuHbl no FOCT P MUCO 9000, a Takke cneayrowme TepMUHbI C
COOTBETCTBYIOLLMMN oNpeAeneHUaIMn:

3.1 ayaut(npoBepka): CucremaTuyecKkuil, HesaBUCUMBbIA N AOKYMEHTUPOBaHHLIM NPOLEeCC NOMYyYeHUA
CBUAETeNbLCTB ayauTa (NPoBepKM) U 06 EKTUBHOIO UX OLIEHUBAHWS A5l YCTaHOBINEHUS CTENEHUW BbINOMHEeHNs
COrnacoBaHHbIX KPUTEPUEB ayauTa (NPOBEPKN).

3.2 Banupauusn: lNoaTBepXaeHWe Ha OCHOBE NpefAcTaBfeHNsl 06 bEeKTUBHbIX CBUAETENbCTB TOrO, YTO
TpeboBaHus, NpeAHasHavYeHHble ANt KOHKPETHOIo NCMNOMb30BaHNA U NPUMEHEHWUS, BBINOMHEHbI.

3.3 BbIclWee pykoBoACTBO: [l1Lo unu rpynna paboTHUKOB, OCYLLECTBASIOWNX PYKOBOACTBO 1 yrpas-
neHve opraHusaLnei Ha BeICLLIEM YPOBHE.

UzpaHne ocpmumnanbHoe
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3.4 reMoTpaHcMUCCUBHbIe UHdeKkunn: UHdekunn, cBsizaHHbIe C 3apakeHeM Yepes KpoBb U ee Npo-

AYKThl.
3.5 poKyMeHT: ViHcbopmaLums, NpeacTaBneHHas Ha CooTBETCTBYOLLIEM HOCUTENe.

MpumevaHuns:

1 Hocutenb MoxeT GbiTb DYMaXHbIM, MarHWTHbIM, SNEKTPOHHBIM MMM ONTUYECKUM KOMMbIOTEPHLIM OUCKOM,
doTorpaduen unm sTanoHHbIM 06pa3sLOoM, UK UX KOMBMHaLUKeNn.

2 KomnnekT 4OKYMEHTOB, Hanpvmep cneummkauui n 3anmcen, 4acTo HasbiBaloT « GOKYMEHTaLUmny.

3 HekoTtopble TpeboBanus (HanpumMep, TpeboBaHus K pa3bopyMBOCTU TEKCTA) OTHOCATCS KO BCeM BUAaM AOKYMEH-
TOB, 04HaKO MOryT ObITb 0CO6bIe TpeboBaHus k cneundrkauusim (Hanpumep, TpebGoBaHKe KynpaeneHnio nepecMoTpamm) n
3anucam (Hanpumep, TpeboBaHUe K BOCCTaHOBIEHNHO).

3.6 3anucb: [oKkyMeHT,codepXallnii AOCTUTHYThIE pe3ynbTaThl UM CBUAETENbCTBA OCYLLECTBNEHHON
OeAaATenbHOCTH.

3.7 naeHTU(PMKALMOHHBIA HOMep AOHaUUU: YHUKaNbHbIA HOMEpP, NpUcBavMBaeMbll NPU Kaxaon
AoHaLMn AN MapKUPOBKN BCEX KOMMOHEHTOB 1 06pasLIoB KPOBW, NOMYYEHHBIX B X04€ AoHaLMN.

3.8 ucneiTaHue: OnpeaeneHve 0QHON UMM HECKOMbKAX XapaKTepUCcTUK COrNacHo yCTaHOBNEHHOM Npo-
uenype.

3.9 kapaHTUH: 3anpelleHve Ha Nepexoq K cneayoLen cTagum npouecca 4o Tex nop, noka He d6yayt
BbINOMHeHbI ycTaHOBNEHHbIe TpeboBaHus.

MpumeyvyaHne — CTaTyC NCXOQHbIX NN YNAKOBO4YHbIX Marepnanos, MNPOMEXYTO4YHbIX NPOAYKTOB UNu rotoBbiX
KOMMOHEHTOB KPOBW, W30NMPOBaHHbIX (OU3NYECKN Mnn Apyrmm 3bPeKTNBHLIM CMOCOGOM Ha Neproa NPUHATUS PeLLEHUS
OTHOCUTENBHO UX BbIMNYCKa, OTspaKOBKVI nnv nepepaboTku.

3.10 kavecTBO: CTeneHb COOTBETCTBUS COBOKYMHOCTU MPUCYLLUUX XapaKTepUCTUK YCTaHOBAEHHBIM
TpeboBaHuAM.

Mpumevanuns

1 TepMunH «Ka4ecTBO» MOXET MPUMEHATBLCSA C TaKMM NpunaraTenbHbIM, KaK NNOXoe, XopoLwee U NPeBoCcxogHoe.

2 TepMuH «NpUCYLLNIY, ABNAIOLWMIACA NPOTUBONONOXHBIM TEPMUHY «NPUCBOEHHBINY, 03HAYAET UMEIoWMICA B
4YeM-To, 0COBEHHO eCnK 3TO OTHOCUTCS K MOCTOSIHHBIM XapaKTEPUCTUKaM.

3.11 koHTponb: [Npoueaypa oLeHUBaHUS COOTBETCTBUSI NyTEM HabMNoAEHUS U CYXXAEHUIA, CONPOBOX-
JaeMblX COOTBETCTBYOLUMN N3MEPEHUSIMU, UCTIBITAHUSIMU NN KANTMOPOBKOM.

3.12 koppeKkTupylLllee aeMdcTBUE: [leiicTBUe, NpeanpUHATOE ANs yCTpaHeHUsi MpUduHbI 06HapyxeH-
HOro HECOOTBETCTBUSA UMW APYron HexenaTenbHOW cuTyauun.

3.13 kpuUTU4YecKue KOHTponbHbIe Touku: Llaru, aTanel npouecca, npoleaypbl, KOTOPbLIE, ECAN UX He
KOHTPOMMPOBAaTL, MOTYT NMPUBECTM K HU3KOMY Ka4eCTBY pe3ynbTaToB.

3.14 MeHemxMeHT: CkoopAnHUpOBaHHast AeATENbHOCTb MO PYKOBOACTBY U YNpaBliEHUIO opraHusa-
uuen.

3.15 MeHemXMeHT KayecTBa: CkooOpAWHMPOBAaHHasi AEATENbLHOCTb MO PYKOBOACTBY U yrnpaBneHuio
opraHusaunen NPUMeHNTENBHO K Ka4ecTBy.

3.16 MOHMUTOPUHr: [TOCTOSHHO BbIMOMHAEMbI COOP 1 aHanNU3 AaHHbLIX 06 OTAENbHLIX BUAaX AeATeNb-
HOCTM.

3.17 HecooTBeTcTBME: HeBbinonHeHue TpeGoBaHus.

3.18 obecneueHue kavecTBa: YacTb MeHeMKMEHTa KayecTBa, HanpasfeHHas Ha co3AaHne yBepeH-
HOCTU, 4TO TpeboBaHUs K kayecTBy BYAYT BbINMOMHEHbI.

3.19 o6opyaoBaHue usMeputenbHoe: CpeacTea M3MEpPeHWid, NPOrpaMMHbIE CPEACTBa, 3TanoHbI,
cTaHAapTHble o6pasLibl, BcriomoratenbHas annapartypa Uiy nx komeuHaums, HeobxoaumMble A1 BbINONHEHWA
npotecca U3MepeHust.

3.20 opraHusauuu OHOPCTBa KPOBU U €€ KOMNOHEHTOB (opraHuzauua): OpraHnzauun 30paBoox-
paHeHusl, Haykn U oBpa3oBaHus, a Takke NX CTPYKTYPHbIE NoApasaeneHus, OCYLLEeCTRSIOWLME 3aroTOBKY,
nepepaboTKy, XpaHeHue, TpaHcnopTupoBaHue, obecneyeHne Ge3onacHOCTM OOHOPCKON KpPOBU U ee
KOMMOHEHTOB.

3.21 nonutuka B o6nacTtu kavuecTa: OOLWMe HAMEPEHUS N HaNpaBneHe AesATeNbHOCTU opraHnsa-
Lnun B obnacTtu kavecTsa, oduLmansHo cchopMynnMpoBaHHbIe BbICLLIMM PYKOBOACTBOM.

3.22 nocrtaBuwuk: OpraHusauus unm nuuo, NpeaocTasnsitoLme NpoayKLMio.

3.23 noTtpebutenn: OpraHusauusi Unu N4MLUo, NonydaroLme NpoayKLmio.

3.24 npousBoacTBeHHas cpena: COBOKYMHOCTb YCMOBWIA, B KOTOPBIX BbINOMHSAETCSA paboTa.

3.25 npocnexunBaeMocTb: Bo3amMOXHOCTb MpocrneauTb UCTOPUIO, NPUMEHEHNE UMM MeCTOHaxoXae-
HWe Toro, YTo paccMmaTpuBaeTcs.

2
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3.26 npouepypa: YCTaHOBMEHHbIN cnocob ocyLlecTBNEHUs AeATENbHOCTU UMK NpoLiecca.

3.27 npouecc: COBOKYNHOCTb B3aMMOCBSI3aHHbIX 1 B3aUMOAENCTBYIOWMX BUAOB AeATESIbHOCTH, npe-
obpasytoLasi BXoAbl B BbIXOAbI.

3.28 npouecc usmepeHua: CoBOKYNHOCTb onepaLumin, MPOBOAUMBIX C Lebio onpeeneHus sHadeHust
BEINYNHBI.

3.29 pykoBoAcTBO No kayecTBY: [OKyMeHT, onpedensolMin cuctemy MeHe)kMeHTa kayecTsa opra-
HU3aUUN.

MpwnmeyaHune— PykoBoacTBa No Ka4eCTBY MOTYT pa3nuyarbCsi Mo AeTanbHOCTU U3NOXeHUs n popme, ncxoasi
U3 paaMepa u CrIOKHOCTW KOHKPETHOIN OpraHu3aLmu.

3.30 cucrema: COBOKYMHOCTb B3aMMOCBSI3aHHbIX 1 B3aMMOAEACTBYIOLIMX 3/IEMEHTOB.

3.31 cuctema kauvectBa: COBOKYMHOCTb OpPraHM3aLMOHHON CTPYKTYpbl, Npoueayp, NpoueccoB u
pecypcoB, HE06X0AUMbIX A8 BbINONHEHNS TpeboBaHNi kavecTBa.

3.32 cucrema MmeHemxmMmeHTa: Cuctema ans paspaboTky MOMAUTUKU U Lenerl U AOCTUKEHUA 3TUX
uenen.

3.33 cucrema MeHemKMeHTa kadecTBa: CucteMa MeHekKMeHTa AnA PyKOBOACTBa U ynpaBneHus
opraHuzaumei NpUMeHUTENbBHO K Ka4ecTBy.

3.34 cTtaHgapTHble onepaunoHHble npoueaypbl (COMbI): [lokymeHTanbHO 0hopMIIEHHbIE UHCTPYK-
LMK Mo BbINGMHeHMo paboyunx npoLeayp.

3.35 ynpaBneHue pokyMeHTamu: dopmanv3oBaHHOe yrpasiieHWe BbiNyCKOM, UCMOMb30BaHUEM U
NepecMoTPOM YTBEPXKAEHHBIX AOKYMEHTOB CUCTEMbI Ka4ecTRa.

3.36 ycnyra: Heocsizaemblii NpogyKT, KOTOPLIA SIBNSIETCA pe3ynbTaToMm, Mo KpalHel Mepe, O4HOro
BbINONHEHHOro A4eNCTBUA MPU B3aUMMOAeACTBUN MeXxay NOCTaBLLMKOM U NoTpebutenem.

3.37 xapaktepuctuka: OTnMUNTENbHOE CBOUCTBO.

4 OpraHusaumsi CUCTeMbl MeHeA)KMEHTa KauecTBa

HacToswuin ctaHaapT HanpagneH Ha obecneveHne BbINOMHEHUs criedyolLmx 3aaaq:

- co3gaHua HopMaTuBHOro obecneveHns AnNs paspaboTkm CUCTEM MEHEDKMEHTa KavyecTBa B opraHusa-
LUnsiX AoHOPCTBa KPOBU;

- 06ecneveHus 6esonacHoCT reMoTpaHcdy3uid.

4.1 O6sa3aHHOCTU pyKOBOACTBa

PykoBoacTBO opraHusauuu (aupekTop/rnaBHblil Bpay) HeceT OTBETCTBEHHOCTb 3a Ka4yeCcTBO BhbiMyckae-
MbIX KOMMOHEHTOB KPOBW.

PykoBoacTBo opraHusaumn AOMKHO AOBECTU [0 CBeAEeHNA BCEro rnepcoHana opraHnsauun BaxHoCTb
BbINONHeHUs1 Tpe6oBaHui noTpebutenei.

[upekTop (rnasHbIn Bpay) opraHusauum, HageneHHbIA NONHOMOUYMSIMU, AaHHBIMA BbILWECTOALWNM opra-
HOM, JOIDKEeH B3s1Tb Ha cebsl BeAyLLYyO pOrib B CTpaTernyeckoM niiaHMpoBaHUM 3aroTOBKU U NPOU3BOACTBA AOC-
TaTO4YHbIX 3anacoB 6e30NacHOM KPOBU.

PykoBoacTBy cnepnyeT paspaboTtaTb v peanusoBaTb NOMUTUKY, YCTaHaBNMBaWLWYo 06A3aTenscTBa B
OTHOLUEHWUM KayecTBa KOMMOHEHTOB KPOBMU.

PykoBoacTBy opraHusauum cneayet paspabotaTb cMCTeMY MeHeAXXMeHTa KavecTBa, OXBaTbiBaOLLYIO
BCe acnekTbl 4esATeNIbHOCTM OT NPUBIeYeHUs1 LOHOPOB, 3aroTOBKU M 06cneaoBaHNs KPOBU, NPOU3BOACTBA, Xpa-
HEeHUs N AOCTaBKU KOMMOHEHTOB KPOBU 0 UX UCTIONb30BaHUS.

AupekTop (rMaBHBIN Bpay) AOMMKEH MPOBOAUTL aHanus (PYHKLUMOHUPOBAHWUA CUCTEMBI KadecTBa U
npegocTasnaTb HeobxoanmMele pecypcbl ((PUHAHCKI, NepcoHan, HPaCcTPYKTYPY) ANA A0CTUKEHUS Tpebyemo-
ro kadyectsa u 6e30MacHOCTU BbiNyckaeMoi NpoAyKUMA (KOMMOHEHTOB AOHOPCKOW KPOBWU) U yCnyr (B3ATUSA
KpOBU Y AioHOpPA).

4.2 OpueHTauuA Ha noTpebuTtens

OvpekTop (rNaBHbIl Bpay) AomkeH o6ecnedunTsb, 4Tobbl TpeboBaHust noTpebuTenein Gbinn onpeaeneHsi,
AosefeHbl o NepcoHana opraHnusauun 1 BLIMOSTHEHEI.

[Ans aToro MOXHO UCNoNbL30BaTh:

- COBeLLaHu1s Mo KA4YeCTBY Ha BCEX YPOBHSIX OpraHusaLuu;

- BCe BUAbl 00yyeHus);

- cobpaHus 1 koHbepeHUMK;

- 0O3HAKOMJIIEHNe Npu Npueme Ha paboTy;

- HarNsagHy'o aruTauuio.

MpumeHumbl TpeboBaHuA 7.1 HacTosWwero cTaHgapTa.
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4.3 MonuTtuka B o6nacTu KayecTBa

O6s13aHHOCTM AnpeKTopa (rNaBHOro Bpaya) no obecrneveHunio kKauecTsa OCyLLECTBNAITCA Yepes NonmMTun-
Ky B 06nacTu ka4yecTBa, koTopasi oMKHa BKIoYaTh B cebs:

- OTHOLUEHWe opraHusaumm k TpeboBaHuam noTpebuTteneit n cnocobbl UX BbINOMHEHUS;

- OTHOLLIEHMS C MOCTaBLUMKaMU;

- OTHOLUEHWE K epcoHany cBoei opraHmsaLmm, cnocobbl BOBMEYEHHOCTU U 3aMHTEpeCOBaHHOCTU BCEro
rnepcoHana.

MonuTuka gomkHa 4eMOHCTPUPOBaTL, YTO PYKOBOACTBO 1 NePCOHan NOMTHOCTLI0 0CO3HAT 00s13aHHOCTU
1 ponb CBOE opraHUsaLmny Kak NocTaBLyMKa KOMNOHEHTOB KPOBW, 3aroTOBMEHHBIX ¢ cobnioageHneM ycTaHoB-
neHHbIX TpeboBaHui k X 6e3onacHOCTK, 4OCTaTOUHbIX 3aMacoB, a Takke NPaBUNbLHOrO U PpaLMoHanNbHOro Ux
NCnonb3oBaHWA,

5 Cuctema MeHea)XMeEHTa KayecTBa

[ns nnaHnMpoBaHUs 1 pasBUTUSA CUCTEMBI MEHEDKMEHTa KadecTBa Heo6xoaumo:

- OMpeaenuTb KItoYeBbIe NPoLecchl OpraHM3aLmn U B3anMoCBA3N MeXAY HUMU;

- MPOBECTW aHarnm1a BAUsIHNA OCHOBHbIX NPOLECCOB Ha KaueCcTBO U 6e30M1acHOCTb KOMMOHEHTOB KPOBW;

- onpeaenuTb UCXoAHbIe AaHHbIE, 06beM Bbinycka NPOAYKLMM, KOHTPOMbHBIE NAapaMeTpbl U pecypchbl.

Heobxoaumo paspabotaTb AOKYMEHTaLMIO CUCTEMbl KauyecTBa, BKIIOYAIOWY0 pernameHTupylowme
OOKYMEHTbI TpeX YpoBHe:

- cTpaTernyeckie QoKyMeHTbl: NONUTUKA KauecTBa U PYKOBOACTBO NO KAYeCTBY;

- NpoLeaypbl CUCTEMBI Ka4eCTBa;

- pabouyto AOKYMeHTauumio.

B opraHusauumn gomkHbl 6b1Tb onpeaeneHsl hopMbl Anst BeAeHUs MPOTOKONOB KavecTea.

5.1 OpraHu3auus, oTBETCTBEHHOCTb U NOTHOMOUYMA

[upekTop (rNaBHbIn Bpad) AnNs AOCTUXKEHUA KayecTBa U TpeboBaHuii 6e30nacHOCTU JOHOPCKOWN KPOBU 1
ee KOMMOHEeHTOB A0JDKEH pacnpeaenaTb 0TBETCTBEHHOCTb M MOSTHOMO4MS NO KAYecTBy.

OomxHa 6bITb paspaboTaHa opraHu3aLnoHHan CTPYKTYpa, BKIoYatollas B ce6a pacnpeaeneHune nNosHo-
MOYMI B OpraHusaLun.

HenernposaHne NOIHOMOYUIA OJPKHO COOTBETCTBOBATL KBanUukaLum, onbiTy M KOMMNETEHTHOCTU Nep-
coHana.

Kaxgomy nogpasgeneHuio opraHMsauum cnegyet paspaboTaTte NonoXxeHue, ycTaHaBnuBaiowlee 3afa-
4n, PYHKLMMU 1 NOPAAOK B3AaUMOAEUCTBUSA C APYTMMN NoapasaeneHuamu.

Heobxoammo paspaboTtaTb 4OMKHOCTHbIE MHCTPYKLMA NS BCEX COTPYAHUKOB, AEATENbHOCTb KOTOPbIX
MOXeT BIIUATb Ha KAa4eCTBO.

[OMKHOCTHAs MHCTPYKUMST JOIDKHA onpefensitb 0bsa3aHHOCTU, a Takke chepbl OTBETCTBEHHOCTU U
NOMHOMOYUI COTPYAHUKA.

MepcoHan 4omKeH YeTKo 3HaTb CBOM 06513aHHOCTU 1 NMOSTHOMOUMSA, a Takke 0CO3HaBaTb CBOK POSlb B 40C-
TUXEHWN Lieneii opraHu3aLmnm 1 OCyLLIECTBIIEHAN ee MOMNUTUKW B 0bnacTu kavecTsa U 6e3onacHoOCTM NpoayKLum
nycnyr.

5.2 MNpepgcTtaBuUTENnb PyKOBOACTBA

OupekTop (rNaBHbIA Bpay) AOMKEH HasHaYUTbL NpeacTaBUTens No kavyecTBy (3aMecTUTens Unu cotpya-
HUKa noboro noapasgeneHnst), KOTopbI ByaeT HECTU OTBETCTBEHHOCTh 3a CUCTEMY MeHeA)KMeHTa KavyecTBa,
OTYETHOCTb 1 KoopAuHaumio paboT B pamkax cucteMbl. HazHauyeHHOro cotpyaHuka cneayert HaaenuTb cooT-
BETCTBYOLL MMM NOTHOMOYMSIMU U pecypcamin Ansi OCYLLECTBNEHUSA 3TUX MONTHOMOYNIA.

5.3 AHanus co CTOpOHbl pyKOBOACTBa

OupekTop (rNaBHbI Bpay) A0MKeH NPOBOAUTL CUCTEMATMUYECKUAN aHaNn3 COCTOAHWUA CUCTEMbI KauecTBa
1 ee pesynbTaTUBHOCTU.

[nsi aHannaa UcnonbayoT creayoLne BXOAHbIE AaHHbIE:

- pesynbTaTthl ayauToB (MPOoBEpPOK);

- UHbopmaLmio oT NnoTpebuTtenein (kanobel, peknamauuu, bnarogapHocTu);

- pesynbTaThbl paboTbl KOMUCCUN MO PACCMOTPEHUIO ClyYaeB NOCTTPaHCEHY3UOHHBIX OCIIOXKHEHWIA;

- CBEEeHMS1 O peaKLMsX U OCITOXKHEHUSIX Y JOHOPOB U PELMNUEHTOB;

- CBeJeHMs O MPoAYKLMM C UCTEKLLINM CPOKOM XpaHeHUs;

- cBeAeHMs 0 nopye NpoayKunn, MICNoPYEHHOW NPY XpaHeHWUU 1 TPaHCNoPTUPOBaHWM;

- cBeAeHus 06 oTBoAax JOHOPOB;

- CBeJeHus 0 MpoBeAeHNN UMK CPbIBE Bbl€3AHbIX aKLIUN 3aroTOBKN KPOBMU;

- CBeAeHMs O NOXKHOMOMOXNTENBbHLIX U NTOXHOOTPULLATENbHBIX peakuusix;
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- pesynbTaTthl UCCNeA0BaHUIN MapKepoB reMOoTPaHCMUCCUBHBIX MHGeKLMIA;

- pe3ynbTaThbl BXOAHOIO KOHTPOSt MaTepuanos;

- pe3ynbTaTbl MOHUTOPUHIa NPOLIECCOB N NPOAYKLUWK;

- NpeaynpexaaoLwme n KoppekTupylolmne AeNCTBUSA;

- peLleHuns No pesynbTaTam nNpeabiayLero aHanusa co CTOpOoHbl PYKOBOACTBA.

Ha ocHoBe 3TuUX BXOAHbIX AaHHLIX PYKOBOACTBOM OpraHusauumn NpoBoAUTCS aHanus, pesynbTaTthbl KOTO-
pOro Ucnonb3yT ANA:

- yny4weHuns kavecTsa 1 6e30nacHOCTN KOMNOHEHTOB KPOBMU;

- MOBBILLEHUA pe3yNbTaTUBHOCTN CUCTEMbI Ka4eCTBa;

- onpeaeneHusa notpebHOCTH B pecypcax.

5.4 [lokymeHTauus

[lokymeHTauns B opraHn3auusax cosfiaeTca ¢ Lenblo:

- obecneveHus cTabunbHOCTU U BOCTIPOM3BOANMOCTU NPOLIECCOB;

- oBecneveHna naeHTUdbMKaLMM 1 NPocNexnsaeMocTy eauHULBI NPOAYKLK;

- cO3A4aHNA HOPMAaTUBHOM 6a3bl Anst BHYTPEHHUX U BHELWHWX NPOBEPOK;

- co3aaHua 6asbl 4nNA 06y4eHNa nepcoHana;

- o6ecneveHns HeobxoanMon nHpopmaLn ANA NPUHATUA 06O0CHOBaHHBIX PELLEHWIA;

- COKpaLleHUs BO3MOXHbIX OLUMGOK;

- oBecneveHna HenpepbIBHOTO YIy4LUeHUA NPOLIEeCCOB.

JokymeHTauus, npuMeHaemas B opraHusauun, 4ofmkHa coaepkaTtb AOKYMEHTbI cneayoLwmnx BMaoB:

- PYKOBOACTBO MO Ka4ecTBY, BKNOYas NONUTUKY B 0bnacTu kavecTea;

- Npoueaypbl CUCTEMbI MEHEKMEHTa KavecTBa;

- OOKYyMEHTbI, Heobxoaumele Ana a3 eKTUBHON paboTbl opraHu3aLu, B TOM YUCHE BHELWHARA pernamMeH-
TUpYoLWaa AOKYMeHTauns;

- 3anncu (AaHHble O KayecTse).

5.5 Monutuka B o6nactu kavecTsa. PykoBoACcTBO NO KayecTBY

Mpw onpegeneHnn OCHOBHLIX HaNpaeneHni B 06nacTi kauecTBa opraHusaumns AoMKHa y4ecTb ocobble
YCTaHOBKM B OTHOLLEHUN 6e30nacHOCTUN KPOBW, AOHOPA, NEPCOHana 1 oKpyXXatowen cpeabl.

PykoBoACTBO MO KavyecTBY — ONUCaHWe CUCTEMbI MeHeKMEHTa KayecTBa, oTpaxarolee CTPYKTypy,
B3aMMOCBA3W U pacnpegeneHne 0TBETCTBEHHOCTU B OpraHu3aLmu.

5.5.1 [lokyMeHTMpOBaHHbIe NpoLeaypbl CUCTEMbl MEHeDKMEHTa KayecTBa

Mpoueaypbl CUCTEMbI MEHEIKMEHTA Ka4eCcTBa OMUChIBalOT AeATENbHOCTb MO KaYecTBY, KoTopas npumMe-
HUMa K OpraH13aLn B LIENTOM, YUUTBIBAS PUCKA, CBSI3aHHbIE CO crelucbMKon NoNy4YeHUst U MpUMEHEHUSA KOMNOo-
HEeHTOB KPOBW, pekoMeHAayeTCs paspaboTaTe Takue npoueaypbl, Kak:

- ynpaBsneHue JoKyMeHTaUmMen 1 3anncsamu;

- BXOOHOW KOHTPOIb;

- uccnefoBaHue peakLnii U OCMOKHEHWI Y AOHOPOB U PeLUMUEHTOB;

- MpoBedeHne BHYTPeHHero ayauTa (MpoBepok);

- B3aumopgencTaue c ne4ebHo-nponnakTUiecKUMm yupexxaeHusimu;

- ynpaBfeH1e HeCcoOTBETCTBYOLLEN NpoayKLMen (MaeHTUdMKaL WA U NOMELLeHWe Ha KapaHTUH);

- pab6oTa ¢ xanobamu;

- KOppeKTUpyloLme 1 npeaynpexaatoLme AencTBus;

- apyrue (n/vnun 3a UCKMYeHUeM) No YCMOTPEHMIO OpraHu3aLnin.

5.6 OokymeHTbl, Heo6xoaumble Ans adpdeKTMBHON opraHusaluu Npou3BoAcTBa KOMMNOHEHTOB
KpOBM

5.6.1 BHeluHue pernameHTUpyoLime A0KYMEHTbI

Onsa o6ecnevyeHns Npon3BoOACTBa KOMMOHEHTOB KPOBU, COOTBETCTBYHOLLMX YCTaHOBNEHHBIM TpeboBaHu-
SIM, B OpraH1saLm 4OHOPCTBA KPOBU AOMKHbI ObIThb B HANNMYUN HOPMATUBHbIE AOKYMEHTHI, yCTaHaBMMBaroLme
obsizaTenbHble TPEGOBaHNS K KPOBU 1 ee KOMMOHeHTaM, oT6opy 1 o6creoBaHNo AOHOPOB U perynupyoLume
[eATenbHOCTb B 06M1acTy 3aroToBKu, NPOU3BOACTBA U NepennBaHs KOMNOHEHTOB KPOBU: 3aKOHbI Poccuiickoi
degepauunn; HauMoHanbHble cTaHA4apThl, TEXHUYECKUe perfameHTbl, KiaccugukaTopsl; MpuKasbl U UHCTPYK-
unn, caHuTapHele npasuna nHopmbl (CanluH), ctpontensHele HopMel v Npasuna (CHIM) u gpyrvue HopmMaTuBe-
Hble JOKYMEHTHI.

5.6.2 Pabouue MHCTPYKLUU: cCTaHAaPTHbIE onepaluoHHble Npoueaypbl

B opranusaunm AomkHbl 6biTh paspaboTaHbl paboyne MHCTPYKLMU ycTaHoBNeHHoro obpasla Ha Bbinos-
HEeHMe KPUTUYECKMUX MPOU3BOACTBEHHBIX NpoLeayp, TaKMX Kak:

- NpueM, ngeHTudrkaLust U peructTpaunst 40HOPa;

- MeguumMHcKkoe obcneaoBaHme AoHoPa;
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- BEHEMNyHKUWUS;

- nnasma- 1 uutadepes;

- OKasaHve MeanLMHCKOW NOMOLLM AOHOPY B Criyyae peakuumn 1 OCIOXHEHWN;

- aHanus peakLm1in 1 OCroXHEHWUA y JOHOPOB M PELMMUEHTOB;

- 3TUKETMPOBaHMNE (KPOBW N KOMNOHEHTOB, 0OpasLI/oB, MaTepnanos);

- MeToAbl NOMy4YEeHNs PasnnyHbIX KOMNOHEHTOB;

- BbINYCK (MacnopTunsauns) roToBON NPOAYKLMK;

- TeXHu4yeckoe obcnyxunsarHme obopyaoBaHus;

- aKkcnnyaTauus 06opyaoBaHus;

- 0TOOp 06pasLIoB AN UccneoBaHNs KPOBU;

- opraH13aL s 3aroTOBKN KPOBU B Bble3HbIX YCIOBUSX;

- 3aKas U Bblga4va KOMNOHEHTOB KPOBU;

- XpaHeHu1e 1 TpaHCMopTUPOBaHUEe KOMIMOHEHTOB KPOBMU;

- y6opka noMeLLeHniA;

- 06paboTKka MHCTPYMEHTOB M 060PYA0BaHUS;

- cTepunMsaumsa matepuanos U UHCTPYMEHTOB;

- YTUNM3aLMs OTXOL0B;

- apyrue (UW/unu 3a CKIoYeHNeM) N0 YCMOTPEHWUIO OpraHu3aLuu.

5.6.3 3anucu (AaHHbIe 0 KayecTBe)

B opraHusauum 4omkHBI BECTUCL U NogaepxusaTbcs B paboyeM COCTOSIHAM 3amnvcK, YyCTaHOBIEHHbIE
denepanbHLIM OpraHoM UCNONHUTENBHOW rocyAapcTBEHHOW BRIAacTh, OTBETCTBEHHLIM 3a obecneyeHune Nonu-
TUKK B 0BnacTu 3gpaBooxpaHeHns, obecnevnsatoLme NPoCneXXmsaeMocTb €AMHAL KPOBU U CBA3AHHBIX C HUMK
pacxogHelX MaTepuanos, 06opyaoBaHNa 1 UCNONHUTENS, NoATBepXaatowme paboTy CUCTEMbI KavecTea U
COOTBETCTBUE BbINONHEHHON paboTkl yCTaHOBNEeHHBIM TpeboBaHUAM. 3anncu A0MKHbI BKIMKOYaTb criegytowee:

- MPOTOKOMbI COBELLAHWUIA NO KAYECTBY;

- 0TYeThl 06 0ByyeHnn nepcoHana;

- TeXHWYecKMe 3aJaHna Ha NpoBeAeHWe KOHKYPCOB Ha 3aKyrnku MaTepuanos u 06opyaoBaHus;

- 0T4YeThbl 0 BanMaaLum NpoLeccos;

- CBeJeHMs 0 MOHUTOPUHIe NPOU3BOACTBEHHOW Cpeabl;

- cBefeHus1 06 MaeHTUdhMUKALUM U NPOCNEXMBAEMOCTUW ABWKEHUS MaTepnarnos 1 NpoayKUUu;

- MaTepuansl 06 ynpasneHun cpecTBamMmmn U3MEPEHUS;

- pesynbTaTthl KANMBPOBKU/MNOBEPKA CPEACTB U3MEPEHUIA;

- pesynbTaTbl BHYTPEHHUX ayAUTOB;

- cBeAeHus 0 xapakTepe HeCOOTBETCTBUIA 1 BCeX NOCNEeAYOLWMX NPpeanpUHATLIX ASACTBUIA;

- pe3ynbTaThl KOPPEKTUPYIOLLMX U NpeaynpexaaoLwwmnx AeNcTBUiA;

- cBeAeHus yaoBneTBOpeHHoCTU noTpebutens (6narogapHocTy, xanobbl, oT4eThl 06 nccnenoBaHUsX
peakuuin n 0OCAOXHEHUI Yy JOHOPOB 1 MaLUeHTOoB).

Bce 3anucu gomkHbl 6bITb NoANMCcaHbl UCMOMHUTENAMU U HA HUX A0IDKHA BbITb YKazaHa AaTa BbiNorHe-
HWA 3anucen.

5.7 YnpaBneHue AoKyMeHTaLuen

B opranusauumn gonxeH 6b1Tb B HAaNU4Um nepeveHb JOKYMEHTOB (Kak BHELUHWX, Tak U BHYTPEHHUX), OTHO-
CALLMXCS K CUCTEME KavecTBa, C yKasaHneM:

- HAMMEHOBaHWIA JOKYMEHTOB;

- KOOOB OpraHM3aLuni;

- AOMKHOCTHBIX 1L, OTBETCTBEHHBIX 32 UX YTBEPXKAEHMWE;

- AaTbl YTBepXXAEHUS1 AeACTBYIOLLMX BEPCUIA JOKYMEHTOB;

- apecoB PaccChISKX KOMWIA 1 NopsaKa 4oCTyNa K HAM.

B opraHusavuum gonxkHa 6bITh ycTaHoBNEHa NpoLedypa ynpasneHUs JokyMeHTauueln, obecnednsaroLlas
ncnonb3oBaHne TOMbKo YTBEPXAEHHON AOKYMEHTaLWWU, coaepXalled HoBelwylo UHbopMauuto, BitoYas
BHYTPEHHWE N BHELLHNE OKYMEHTbI.

[nsi KOHTPONS BbINyCKa AOKYMEHTaLMN AoMmKeH BbiTb YCTaHOBMEH NOPAAOK, BKIOYaOLLMA B cebs:

- pa3paboTky JOKYMEHTOB;

- MPOBEPKY NPUroAHOCTN JOKYMEHTOB A0 UX BbINYCKa;

- YTBEPXAEHME AOKYMEHTALMN;

- perncTpaumio 1 KoaNPOBaHUE JOKYMEHTOB;

- obecnedveHure nonb3oBaTenei KoNnUAMN;

- BHECEHWE MU3MEHEHWNIA B JOKYMEHTALIMIO;

- eXerogHbli NepecMoTp JOKYMEHTOB C OTMETKOMN TEKyLLero craTyca;
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- USBATUE N aPXMBUPOBAHWE OKYMEHTOB.

JeiicTBytoWMe BEpCUN BCEX AOKYMEHTOB AOMKHbBI BbITh AOCTYMHBI UCMIONHATENSAM BO BCEX MYHKTaX UX
npUMeHeHus.

Heobxoaumo o6ecneunts KOHpUAEHLMANbHOCTL COOTBETCTBYOLLEH AOKYMEHTALIMM U MEpPbI 3aLLUMTbI OT
HecaHKLU1OHNpoBaHHOro goctyna. Cnuctema gomkHa obecrnevnTb 3alWmTy OT HernpeaHamMepeHHOro MCnosb3o-
BaHUsI YCTapeBLUMX AOKYMEHTOB U uaeHTUdmkaumo nobblx ycTapeBLMX AOKYMEHTOB, OCTaBMNEHHbIX Ans
Kaknx-nuéo Lenen.

Bce OOKyMEHTbI OMKHBI ObITh B3aUMOyBsi3aHbl Mexay coBGoi 1 ¢ pyKOBOACTBOM MO KayecTBy.

JokymeHTauus gomkHa bbITb MAEHTUDULMPYEMOIA.

Kaxgblin fOKYMEHT AomKeH ObiThb NpedHasHaveH Ans onpegeneHHon obnactn npuMeHeHns.

O6bemM goKymMeHTaummn 4omkeH 6bITb MUHUMAIbHBLIM, HO AOCTATOMHBLIM A5 NPaKTUYecKUX Lenen.

JoKkymeHTaLuus 4omkHa cogepKaTb TONbKO NPakTUYeckn BeINoNHUMbIE TpeGoBaHus.

5.8 YnpaBneHue 3anucsamu

B opraHusauum gomkHa ObiTb ycTaHoBNEHa AOKYMEHTUPOBaHHAsA npoleaypa ynpasneHust 3anucamu.
Cucrema perucTpaLim n coxpaHeHust JaHHbIX 0 kayecTBe AomkHa o6ecneyYnTb BO3IMOXKHOCTb Npocnexnsae-
MOCT NH0B0N e QUHNLbI KPOBU UMM KOMMOHEHTa KPOBM OT UCTOYHMKA (OOHOPA) OO0 KOHEYHOTO MyHKTa Haxoxae-
HUA ONS UccnegoBaHnsa NPUYUH PeakLMii U OCNOXKHEHWNIA Y AOHOPOB U peunnueHToB. Cuctema pernctpauumn n
COXpaHEeHMWs AaHHbIX JoSKHa BKItoYaTh B ce6s:

- NaeHTUMKaLMIO JOHOPA U PELUMNNEHTA;

- 3aNnCb pe3ysibTaToB KOHTPOSA U UCMbITaHWIA (06cneaoBaHnst JOHOPOB, UCCNEAOBAHNSA KPOBU U €€ KOM-
MOHEHTOB, NOBEPKN/KanMBpoBKM 060pPYAOBaHNS, CTEPUIU3ALUM UHCTPYMEHTOB U MaTepunanoB U T.M.);

- Hann4Me NoATBEPXKAALNX NoANNCEN (OTBETCTBEHHBIX UCMONMHUTENEN; AOHOPA O cornacuu Ha AoHa-
LMo U T.M.).

3anuncuy gomkHbI BHOCUTLCS B YYeTHO-PErncTpaLMoHHble hopMbl: XKypHanbl, 6naHku, BeAoMocTH, kap-
TOUYKN. DOPMEI U HOCUTENM 3anunceit (ByMaxHbIe, 3NEKTPOHHbIE), @ Takke B3auMOAENCTBUE KOMIMBIOTEPHLIX W
BYyMaxHbIX HOcUTenen AoMmkKHbl GbITb pernaMeHTUpoBaHbl HOPMaTUBHBLIMKA AoKyMeHTaMu. B cnyyae oTcyT-
CTBUSA YCTaHOBMEHHbIX 06pasLIoB, opraHusaLum creayet camoi paspaboTaTb Heobxoammble (hopMbI.

3aperncTprMpoBaHHble AaHHbIe A0MKHbI COXPaHATLCS B TEYEHUE YCTAHOBMNEHHOTO Nepuoaa AN AaHHbIX
Kaykaoro Buaa.

3anucu goskHbl 6bITb PasbopUMBLIMU U NOMTHBIMA.

BaxxHo 06ecnevnTb coxpaHeHune 3anucei B Te4eHNe yCTaHOBMNEHHOro Nepuoaa BpeMeHU Npu KOHTPonu-
PYEeMbIX YCIOBUAX, KOTOPbIE BKNIOYAIOT B cebs:

- CaHKUMOHWPOBaHHbIN AOCTYN K 3anUCAM;

- XpaHeHue 3anuceil B cneunanbHO YCTaHOBMEHHBIX MECTaxX U YCNOBUAX, UCKMHOYaloLWMX UX NOpYy U
noTepio;

- BOCCTaHaBNMBAEMOCTb 3anuceil;

- OTBETCTBEHHOCTb Ha3HAaYeHHbIX J11L, 32 COXPaHHOCTb 3anuce;

- apXUBHbIE AaHHbIe.

6 Pecypchl

6.1 MepcoHan

6.1.1 OGwue nonoxeHus

MepcoHan opraHu3auum ABNSIeTCs1 OAHUM U3 FNABHbBIX PECYPCOB, OT KOTOPOro 3aBUCAT Ka4eCTBO NPOAYK-
LMK 1 coXpaHeHne AOHOPCKUX KaapoB.

OpraHu3sauuu cnegyeT yCTaHOBUTL NpoLieaypy, onpeaensioLLyo nopsigok noabopa u noAroToBku nepco-
Hana, koTopas npegycMmaTpuBaeT:

- NNaHnpoBaHne n aHanus noTpebHocTn B NnepcoHane;

- noabop 1 oueHKy KBanudukauum nepcoHana;

- nnaHupoBaHue o6y4eHUs1 U NOBLILLEHUS KBanubukaLmu;

- NpoBeAeHne 0by4eHus;

- OLeHKY 0By4eHus.

6.1.2 Noa6op nepcoHana

Mpoueaypa nog6opa nepcoHarna AorpkHa NpegycMaTpuBaTh:

- OLEHKY ypoBHsi 06pasoBaHus, kKBanudukaumm n KOMNETEHTHOCTU NepcoHana npyu npueme BHOBb Ha
paboTy, a Takke NPU UCNONbL30BaHUM COBCTBEHHOMO pesepBa Kaapos;

- ycTaHoBneHne Kputepues (Npyu HeobxoanuMocTu) nogbopa nepcoHana AN BbINOMHEHUS KOHKPETHbIX
NpoLEeccoB UNW BUAOB AEATENBHOCTU.
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6.1.3 Ob6yueHue nepcoHana

OpraHuzauus gomkHa obecneunTtb HeoGxoauMyto NOAroToBKY NepcoHana. Cnegyet obyyartb nepcoHan
BCEX YPOBHEWN U KaTeropvi, y4acTBYOLUX B TpaHCdy3MOHHOM npoLecce, a Takke nepcoHan opraHusauuin,
BbIMOSHAIOLWUX paboTy No KOHTPaKTy.

Heobxoaumo onpeaenuTs, B kakoM 06y4yeHun HyxaaroTcs paboTHUKW opraHM3aLmMmn JOHOPCTBA KPOBU U
OpYrux B3aMMOCBSI3aHHbIX OpraHu3auuin ¢ y4eToM 3akoHoAaTenbHbIX TpeboBaHWi U pe3ynbTaToB aHanusa
CUTYaLUK Mo KayecTBy.

O6yueHue Bcex BUAOB criegyeT NoATBepAUTb NporpaMMmamMu obyyeHus, KoTopble OMKHbLI pacnpocTpa-
HATBLCA Ha BECb LITAT COTPYAHUKOB, BKMOYas PYKOBOACTBO, @ TakKe BPEMEHHBIX COTPYAHUKOB.

6.1.4 OueHka pe3ynbLTaTUBHOCTU Npolecca o6GyueHun

HeobxoamMmo npoBoauUTb Nepuoau4veckyto oueHKy addeKkTuBHoCTU 0byueHus nepcoHana. OcHoBHaA
uenb NpoBepkn pe3ynbTaTMBHOCTU — obecnevyeHne ynpasneHus NpoLeccoMm obyyeHust nyTeM YTOUHEeHUs,
W3MEHEHUsI 1 YNyULLIEHUS NporpamMm.

6.1.5 [lokymeHTaLuMsa no nepcoHany

YnpasneHue AoKyMeHTaMu, AeMOHCTPUPYIOLWUMK NpoLiecc nogbopa u NoAroToBKU nepcoHana, ocylle-
CTBISAIOT B COOTBETCTBMUM CS.7.

Buabl 4OKYMEHTOB Mo 06y4YeHuto:

- lWWTaTHOE pacnucaHue;

- AOMKHOCTHBIE UHCTPYKLUN;

- Nporpammel, nnaHsel, rpacdukn obyqeHus;

- oT4eThl 06 06y4eHUH;

- NPOYUNE AOKYMEHTHI.

6.1.6 3anucu no nepcoHany

B opraHusauuv 4omkHbI BECTUCH U NOAAEPXKUBATLCA B paboyem COCTOsIHUM 3anucK, cogepxalyue cee-
AeHus o Bcex Bugax obyveHUa coTpyaHUKOB, kak B Npouecce paboThl, Tak U ¢ OTPLIBOM OT paboThl (BHYTPU
caMoW opraHmnsaLm unnv B CTOPOHHEN opraHusauuu).

6.2 [loHopbI

[oHOpPbI ABNSAOTCA FNaBHLIM PECypPCoM Mony4yeHUs KPOoBU U ee KOMNOHEHTOB. [na obecneyeHuns gocTa-
TOYHbIX 3anacoB 6e3onacHo KpOBM OpraHUM3auunsa AokHa:

- OLLeHUTb NOTPEBHOCTL B 3aroTOBKE KPOBU;

- paspaboTaTb 3hDEKTUBHYIO NporpaMMy MOTMBaLMK, Habopa 1 NpocBeLLeHNst AOHOPOB;

- onpeaennTb 3aTpaTel, HeobxoauMble Ans opraHusaumMn 3 MEKTUBHON KaMNaHUA Mo NPOCBEeLLeHuIo,
MOTMBaLUW U HAbopy JOHOPOB, U BEIAENNTL HEObX0AMMbIE CPeACTBa;

- €034aTb CeTb NOCTOSIHHBIX 40OPOBONbHBLIX 6€3B03Me3AHBIX JOHOPOB C HAMMEHbLIMM PUCKOM Nepefayun
reMoTpPaHCMUCCUBHBIX MHeKLNA.

6.3 MomeweHun

Ons obecneyeHnst cOXpaHHOCTM 34aHMIA M NOMELLLEHWUI B NPoLIecce UX 3KCMiTyaTalum opraHnsaums 4o5mk-
Ha MPOBOAUTb TEXHUYECKME OCMOTPEI, TEKYLLNE U KanuTarbHble PEMOHTHI.

MomeLleHns 4omkHBI ObITL pasferneHsl Mo Buaam NpoBoAUMbIX paboT M UCMONb30BaTbLCS B COOTBETCTBUU
C VX Ha3Ha4YeHneMm: NPonU3BOACTBEHHbIE NMOMELLEHUS (30HbI); MOMeLLeHUs ANS XpaHeHus (cknagbl); 6biToBble
noMeLleHus.

B opraHuzauumn 4onmxkHbl ObITb BblgeneHbl 0TAe bHble NoMeLUeHUs (CKNnaabl) A XpaHeHus!:

- pacxoaHbIX MaTepuanos (NoNMMepPHbIX KOHTeAHePOB A1 3aroTOBKU KPOBU U ee KOMMOHEHTOB, Habopos
peareHTOB 1 Apyrnx matepuanos);

- KPOBM 1 ee KOMMOHEHTOB, UMEIOLLMX Pa3HbIA CTaTyC KOHTPOSISA (FroToBasi NPOAYKLMS; BO3BpaLLEeHHAas Unn
0TO3BaHHasA y noTpebuTens; HecooTBETCTBYOLas, GpakoBaHHas, Ha KapaHTUHe).

Mpun oTCyTCTBMM TaKkMX MOMELLEHWn HeoBXOAUMO BbIAENNTL U30NMPOBaHHbIE 30HbI, CTENNaXu, Xono-
OUNBHNKA.

Ckrag rotoBoi NnpoayKLUmMn AormkeH BblTb pacnonoXeH B NOMeLLeHnA, AOCTYNHOM € BbiXxo4a Uiu Bxoaa
opraHusaugun.

B opraHunzauum gomkHbl 6bITb NpeaycMoTpeHbl rapaepobHele, KOMHaTbl 0TAbIXa, CaHUTapHO-ObITOBLIE
noMeLLeHus 1 TyaneTbl, pacrnosnoXeHHble B6MN3N, HO U30IMPOBAHHO OT NPON3BOACTBEHHBIX NMOMELLEHNN,
OCHalleHHble COOTBETCTBYIOLMM 060pyAoBaHNEM, MOOLWMN 1 Ae3HbULMPYOLWNMK cpeacTBamn, yoopou-
HbIM UHBEHTapeM.

MomelLLieHMA 1 30HBI 4OMKHBI MMETb YeTkoe 0603HaYeHe U orpaHNYeHHbIA JOCTYn.
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6.4 O6opyaoBaHue

6.4.1 O6wwmue Tpe6GoBaHUA

OpraHusauusa gomkHa o6ecneunTs Heobxoaumoe o6opyaoBaHue U opraHn3oBaTh ero MOHTaxX, yCTaHoB-
Ky, aKkcrinyaTauuo, o6cnyxmBaHne 1 peMoHT Takum o6pasoM, 4Tobbl oHO BbIfio NpUrogHo Ans NponsBoaCTBa
KOMMOHEHTOB KPOBW, COOTBETCTBYIOLLUMX YCTAHOBMNEHHbLIM TpeboBaHNAM.

OpraHusauus AomkHa HasHaunTb ML, OTBETCTBEHHOE 3a COCTOsIHNE, TeXHUYeckoe 0BCnyxusaHue 1
PeMOHT 060pyAoBaHMS.

Bce o6opygoBaHue, npumeHsieMoe B MPOU3BOACTBE M MPW KOHTPOIE KauecTBa KPOBU U €€ KOMMOHEHTOB,
noanexut ydyeTy. Ons opraHusauum ydeTa criedyeT COCTaBWTb nepedyeHb U paspabotatb cuctemy
naeHTUMKaLm obopyaoBaHus.

OpraHusauus gomkHa obecnedynTs HeobxoaMMble Mepbl OXpaHbl Tpyaa U TeXHUKKM GesonacHocTu npu
MOHTaxe, aKcryaTaLlmMmn U peMoHTe 06opyaoBaHNs.

MepcoHan gonkeH 6biTb 0By4eH NpaBULHOR 3KCMNyaTauum 1 yxoay 3a obopyaoBaH1eM.

6.4.2 Tpe6oBaHuA K akcnnyatauum o6opyaoBaHus

O6opyaoBaHme gomkHO BbITb MPOCTLIM B yNipaBneHni 1 6e3onacHbIM B MpUMEHEHUN.

KoHceTpyKumMa 1 dyHKLMM 060pyaoBaHns AoMKHBI MakcuMarnbHo crnocobeTBoBaTh nonyyeHuo 6esonac-
HbIX MPOAYKTOB KPOBU, COOTBETCTBYIOLLUMX YCTaHOBIIEHHBIM TpeBOoBaHUSIM.

KoHcTpykuns o6opyaoBaHust U Matepuarbl, U3 KOTOPOro OHO U3rOTOBMEHO, AOMKHBI MO3BONATL OCYLUe-
CTBNSATb €ro OYUCTKY U NpocyLUMBaHue, a Takke obnagatb CTOMKOCTbIO K BO3AENCTBNIO Ae3UHDULMPYHOLLINX
cpeacts. O6paboTka 060pyA0BaHMS MOKOLLMMUN N Ae3MHDULMPYIOWNMA cpedcTBaMy AOSMKHA NPOBOAUTLCS B
COOTBETCTBMUW C MUCbMEHHbLIMU UHCTPYKLMAM (COTT).

KoHcTpyku el o6opyaoBaHis AomkeH BbiTb NOMHOCTLI0 UCKIIOYEH ero HenocpeACTBEHHbIA KOHTaKT ¢
KPOBbIO B NpoLiecce 3aroTOBKW U MPOU3BOACTBA KOMMOHEHTOB.

HenocpeACTBEHHBI KOHTAKT C KPOBbLIO B NMPOLECCe 3aroToBKM U NPOU3BOACTBA KOMNOHEHTOB AonycKaeT-
csl TONbKO B NPUCNOCOBNEHUAX, NPON3BOAUMBIX MPOMBILLNEHHBIMU NPeANPUATUSIMU B CTEPUITBHOM UCMOMHe-
HUAW, He BbI3bIBAKOLWMX HEBMaronpuUATHBIX U3MEHEHWA B KPOBUM U UCNOSb3YEMbIX OAHOKpaTHO. [aHHble
npucnocobneHna MoryT 6biTb MCMOMb30BaHbl TOMLKO B KOMMekTe ¢ 06opyAoBaHUEM, ANt KOTOPOro OHU
npeaHasHayeHsbl.

O6opydoBaHuWe, KOTOPOE conpukacaeTcsi C MONIMMEPHBIMUA KOHTeHepamMu Unu Tpybkamu, He JOJTKHO
cofepxaTb geTarnei unn Matepuarnos, KOTopble MOryT NoBpeauUTb NNacTuk. Yactn o6opyaosaHus, perynapHo
conpukacaroLwmecs ¢ KOHTEAHepamu, AOSMKHBI NOABEPraTbCA exeaHeBHON 06paboTke MowLWMMN CpeacTBaMum
n nepuoandeckon aesunHdbekuun. B cnyyvae sarpasHeHns ob6opyaoBaHus, HanpuMep Npu paspbiBe MeLlka,
06paboTky 1 aesnHdpeKuuIo cnegyeT NPoOBECTU HEMeANEHHO.

6.4.3 CneuuanbHble TpeGoBaHUA K 060pyAOBaHUIO, HENOCPEACTBEHHO BNUAIOLWEMY Ha Ka4eCcTBO
1 6e3onacHOCTb KPOBU

MepeyeHb OCHOBHOrO 060pYAOBaHNA ONPeAenAlT AeACTBYIOLME HOPMATUBHBIE AOKYMEHTHI.

Mpu BbIGOpPE, 3KCNYaTauum M 06cnyxMBaHUM 060pyAOBaHNUsA, HeNMoCPeACTBEHHO BNUAIOWWEro Ha KavecT-
BO M 6€30NacHOCTb KPOBU, CReAyeT YUUTbIBATb NOTEHUMAalbHbIE PUCKU, CBSI3AHHbIE C KPUTUYECKUMU 3Tanamu
NpoLLECCOB 3aroTOBKW, NPON3BOACTBA, 06CneqoBaHWA, XpaHEHUs, TPAHCNIOPTUPOBaHWS U NepenMBaHns KPOBK
B COOTBETCTBUM C 7.5.

K 06opyaoBaHuio, CBA3aHHOMY C KPUTUHECKUMU STanamMm OTHOCATCS:

- OOHOpPCKNe Kpecna;

- annapartbl 4Na 3aroToBKN KOMMOHEHTOB KPOBW MeToailoM achepesa;

- ueHTpudyru;

- Becbl-noMelunBaTeny;

- cneunanuManpoBaHHOE XonoaubHoe U Mopo3nuiibHoe obopyaoBaHue, B TOM Y1che 6bicTpo3amopaxu-
BaTenu NNasmbl;

- KpMOXpaHUNULLA;

- TPOMBOMUKCEPLI U TEpMOCTaTl;

- 3anaveaTeny NNacTUKOBbLIX MarucTpanen;

- annapartbl ANA CTEPUIbHOIO coeguHeHUs Maructpanen;

- nabopatopHoe obopyaoBaHue;

- cneuunanusnpoBaHHoe MoGUbHOE XoNoanneHoe o6opyaoBaHue A TpaHCNoPTUPOBaHUSA KOMMOHEH-
TOB KPOBMU;

- obopyaoBaHue ans pasMopaxkuBaHus U NoJorpeBa KOMMNOHEHTOB KPOBY;

- obopyaoBaHue Ansa cTepunMsalum matepunanos;

- KOMMNbIOTEPHOE, LUTPUXKOAOBOE, NepudepuinHoe U MapKnposoyHoe obopyaoBaHue.

TpeboBaHus kK UaMepuTenLHOMY 060pyaoBaHNIO paccmaTpmBatoTed B 7.14 HacTosLero cTaHaapTa.
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6.4.3.1 [loHopckue Kpecna

[oHopckue kpecna AomkHbl 06ecneunBaTb KOMMOPTHBIE YCIOBUS A OHOPA U B 3KCTPEHHBIX CUTYaLUu-
AX NErko M3MeHATL NofoXxeHue, obecneunBatoLee Nnepexo Tena aoHopa B nosnoxeHue TpeHaeneHbepra.

6.4.3.2 AnnapaTbl 4NA 3aroTOBKU KOMNOHEHTOR KpOBU MeToZloM acpepesa

Annapartbl A4NA 3aroTOBKA KOMMOHEHTOB KPOBU MeToA0M adhepesa AomkHbl 0becneunBaThb:

- KayecTBO cepBuca (BbICTPOTY OTKIINKA U BO3MOXXHOCTb KOHTPOIA NpoLiedypbl);

- KOMcpOpT AOHOPA;

- KOMBUHMPOBaHHBIN cOOP ABYX KOMMOHEHTOB U/UNn cbop ABYX 403 OAHOTO KOMMNOHEHTa OT 0AHOro A0HO-
pa, a Takke

- 6bITb NEPEHOCHBIMU U MOBUIMLHBIMUY 1151 NPUMEHEHUS TaM, F4e eCTb AOHOPbI.

6.4.3.3 UeHTpudyrm

LieHTpurdbyru gomxkHbl o6ecneunBatb:

- Habop pexxMMoB LeHTpUdYrupoBaHusi, 4OCTaTOUHbIN ANs1 NOSy4eHNUs 3asiBNIEHHON HOMEHKNATypbl MPo-
OyKTOB 1 NabopaTopHbIX UCCIEeA0BaHWUA;

- athpeKTUBHOCTL pasaeneHus:;

- 6esonacHocTb (OTKIHOYEHWe Npu pasdanaHcupoBKe; MakcuMarbHbIA AMcbanaHc rpy3os, Npu KOTOPOM
He npoucxoauT pasbanaHcUpoBKU; MUHUMAarbHasi BUbpauus).

6.4.3.4 Becbl-nomelumsartenu

Becbl-nomeluMsarteny 4omkHb obecneumBaTh:

- aMnNInTYAay v NepuoandHOCTb NOMELLUBAHUS;

- 3BYKOBYIO 1 CBETOBYIO CUrHanNM3auuio.

6.4.3.5 CneunanuavpoBaHHOe XonoausibHOe U MOpo3unbHoe o6opyaoBaHue, B TOM Yuchne bbicTposa-
MOpaXuBaTenu niasmbl

Ha Bcem xonoannsHOM 1 MOpOo3uIibHOM 060pya0oBaHWMuU A0IkHA ObITb YCTaHOBIEHa cucTema cUrHanuaa-
Lun, n3seLliatollasi 0 HefOMyCTUMOM U3MEHEHUN TeMNepaTypbl, HEUCMPABHOCTU UITU aBaAPUINHOM OTKHOYEHUN.

MoposunsHoe obopyaoBaHue

MoposunbHoe 06opyaoBaHue AOMKHO ob6ecneunBaTh:

- YCTaHOBMEHHYIO TEMMEpaTypy 3amopaXXMBaHUA KOMMOHEHTOB KPOBM (MNasMbl, 3pUTPOLUTOB, TPOMbBO-
LUATOB);

- CKOPOCTb 3aMOopaXxmBaHUs NnasmMel, ob6ecneunBaroLLyo AoCTUXeHUe TemnepaTtypbl MuHyc 30 °C B cepa-
LeBuHe koHTelHepa o6bemom 300 mn 3a 30 MuH;

- Mporpammel 3aMopaKuBaHus, HeobxoarMble AN NOMYyYeHUs 3aABEeHHON HOMEHKaTypbl KOMMNOHEeH-
TOB KPOBMU;

- 3alMTy OT HeCaHKLMOHNPOBAHHOMO A0CTYNa;

- MOHUTOPUHT peXnma 3aMopakKnMBaHNS;

- KOMMbIOTEPHBIN NHTEepdenc.

XonoaunsHoe o6opyaosaHue

XonoaunnsHoe o6opyaosaHue gomkHo obecneunsats:

- YCTaHOBEHHYI0 TemnepaTypy XpaHeHNs U TpaHCIopTUPOBaHUA BCEX BUAOB NPOAYKTOB (KPOBM, KOMMO-
HEeHTOB KPOBW, 06Pa3LLOB KPOBU, peareHToB);

- MOCTOSHHYIO TemnepaTypy COAEPKMMOro KOHTEMHEPOB B 3aAaHHbIX Npegeriax, B TOM Ynice B pexume
camMopa3sMopaKuBaHNA XonoAurbHUKa, NPy HanuynmM Takomn pyHKLUN;

- BbICTPOE BOCCTaHOBNEHNE UCXOAHON TEMNEPATYPbI NPU KPaTKOBPEMEHHOM OTKPbIBaHWUM ABEPLbI XO0-
OUNbHUKA;

- MOHUTOPWHT YCITOBUIA XpaHeHNs;

- CUTHan TpeBork Npu OTKIOHEHUN TeMnepaTypbl OT yCTaHOBMEHHbIX Mpeaesos;

- Hanu4yne cneumnanbHbIX NOMOK ANA XpaHeHusl, obecneunBaroLMX BU3yanu3aluo nHaMBMayansHoNn
MapKNPOBKN;

- 3KOHOMUYHOCTb;

- Hanu4yune CTeKNaAHHOW ABEepPU (41 XpaHeHNS 3PUTPOLIMTCOAE PXKaLLMX KOMMOHEHTOB KPOBU);

- NMPUHYAUTENBHYHO LMPKYIALUIO BO34yXa BHYTPU XONOANIbHNUKOB;

- 3aLUMTY OT HECaHKLMOHUPOBAHHOMO A0CTYNa;

- KOMMbIOTEPHbIN MHTEPdENC.

KpuoxpaHunuiya

KpuroxpaHunuia gomkHol o6ecneunsats:

- cTabuUnbHOCTL TEMMEepaTyphl;

- NIerkvii 4OCTYN K pa3MeLLeHHOM B HAX NPoayKLMN;

- BO3MOXHOCTb 3/1EKTPOHHOM0 KOHTPONS TeMnepaTypbl BHYTPU XpaHUmLLa;
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- BO3MOXHOCTb aBTOMaTU4eCKOM NOANUTKU XUAKUM a30TOM;

- 3aLUMTY OT HECaHKLMOHUPOBAHHOIO 4OCTYNA.

6.4.3.6 TpombomuKcepbl U TPOMOCTaTHI

TpombomMuKcepbl AOMMKHBI:

- NoAAePK1MBaTb TPOMBOLUNTBI BO B3BELLEHHOM COCTOSIHUW;

- obecneunBaTh 4OCTYN BO34yXa BHYTPb KOHTEWHepa;

- obecneunBaTh XOpoLLNiA 0630p KOHTENHEPOB.

TepmocTaThl 45 TPOMOOLMTOB AOSDKHBLI 06ecnevmBaThb:

- co3[aHuve 3afjlaHHON TemrnepaTypbl B KOPOTKUE CPOKM (3a CHET BEHTUMALMK BO3AyXaA);

- XpaHeHne TPoMOGOLUTOR NPU 3agaHHON TeMneparype;

- BbIcTpoe BoccTaHOBMNEHNE TeMnepaTypbl NPU KPaTKOBPEMEHHOM OTKPbIBaHUW ABEPU;

- XopoLwunii 0630p KOHTEMHEPOB (3a cHeT NPO3pavHOCTUN ABEPN).

6.4.3.7 Annapatbl 4N CTEPUNBHOIO CoeaUHEHUst MarucTpanen

Annaparthbl Ana cTepunbHOro coeauHeHNa marucTpanein oomkHbl o6ecneunmBaTb repMeTU4HOe coeanHe-
HWe MarnucTpanen.

6.4.3.8 CneumnanusmpoBaHHoe MobBunbHoe xonoaunbHoe obGopyaoBaHWe Anst TPaHCNOPTUPOBaHUSA
OOHOPCKOW KPOBU 1 €€ KOMIMOHEHTOB

CneuunanunanpoBaHHoe MobunbHoe xonoaunbHoe obopyaoBaHue AN TpaHCMOPTUPOBaHUSA AOHOPCKON
KPOBW 1 ee KOMMOHEHTOB A0MKHO 06ecneynBaTh:

- nogaepxxaHue cTabunbHOM TemnepaTypbl BHYTPU KOHTEAHEPOB B TeYeHWe BCero nepuoga TpaHcnopTu-
poBaHNs;

- MOHUTOPWHT TeMNepaTypbl BHYTPU KOHTEAHEPA;

- 3aLUMTY OT HECaHKLMOHUPOBAHHOIO AOCTYNa;

- yAo6CTBO CKMaaMpoBaHUs HECKOMbKUX KOHTEMHEPOB MNPy TPaHCNOPTUPOBaHUN;

- MPOYHOCTb U KECTKOCTb KOHCTPYKUMM ANA NpeaoTBpalleHns (husnyeckoro NoBpeXxaeHust TEPMOKOH-
TeHepa, B TOM uncie oT Bubpaunmu yaapa;

- HanM4We TepmoperucTpaTopa BHyTPU KOHTENHepa;

- cooTBeTCTBMNE TPeboBaHMUAM B1oBGe30NacHOCTU NepeBO3UMbIX NPOAYKTOB.

6.4.3.9 ObopyaosaHue oNnsA paamopaxuBaHua U nogorpesa

Mpwn pasmMopaxkmBaHMn U NOQOrPeBe KOMMOHEHTOB KPOBM HEOBX0AMMO MCMONb30BaTh cneuuansHoe
obopyaoBaHue, UCKtoYaroLlee HeMOCPEACTBEHHBIA KOHTAKT € TennoHoCUTeNnsaMu n Gaktepuonornyeckoe
3arpssHeHne.

O6opyaoBaHMne 4ns pa3MopaXMBaHUa U NoAOrpeBa KOMMOHEHTOB KPOBW AOMKHO obecneunsatsb:

- YCTaHOBIEHHYIO CKOPOCTb Pa3MopakuBaHUA U NOAOrpeBa;

- NpeAoTBpalleHNe KOHTaMUHaUuu;

- MOHWUTOPWHT pexnma pasmMopaxusaHus U nogorpesa.

6.4.3.10 O6opynosaHuve Ansi cTepunusauum MaTepuanos

Ob6opyaoBaHue Ans cTepunusaumm maTepuarnos 4OMKHO 0becnevmBaThb HaaeXkHOe YHUMTOXEHNE KOHTa-
MUHWPYOLLMX MUKPOOPraHN3MOB.

6.4.3.11 KomnbloTepHoe, LUTPUMXKOAOBOE, NepudepuitHoe 1 MapkupoBovHoe obopyaoBaHue

KomnbeloTepHoe obopygoBaHme JOIPKHO obecneunBaThb:

- cpecTBa ayTeHTUdMKaLMmn COTPYAHUKOB (3NEKTPOHHBIMU KIlo4aMu Uiy cMapT-kapTamu);

- cpeacTBa MaeHTUUKaL MM AOHOPOB (C UcNonb3oBaHUeM LndpoBbix hoTorpadumin unu cpeacTs 6Guon-
AeHTudpmkaumm);

- HanM4me WTPUXKOAOBLIX CKAHEPOB AN uAeHTUGMKaLMM MapKUPOBaHHBIX 06 LEKTOB (KapThl, NPoBupku,
KOHTEMHEepbl C KOMMOHEHTaM1 KPOBU, AOHOPCKUe BpacneTol).

Ltpuxkoaosoe o6opyaoBaHme A0ImMKHO obecneyunBaTh:

- NpemmyLlecTBeHHOe 6eCKOHTaKTHOE CKaHUPOBaHMWE LITPUXOBLIX KOAOB;

- BbICOKYH CKOPOCTb U HaAEXHOCTb CYATBLIBAHUSA Koa B YCIMOBUSIX 3anoTeBaHus U U3rnba aTMKeTKU KOH-
TelHepoB, 60MbLOro n3rnba aTMKeToK Ha Npobupkax.

MapknpoBoyHoe 060pyaoBaHue AomKHO obecneunBaTh:

- nevyaTb 3TUKETOK BbICOKOW CTOUKOCTU;

- COXpPaHHOCTb MapKMpPOBKA B YCIIOBUSIX NepepaboTKkn KOMMNOHEHTa KpoBU (LeHTpudyruposaHue, 3amo-
paxusaHue oo Temnepatypbl MUHYC 80 °C, BbicOKasa BaXHOCTb, CNUpTocodepKallne U UHbIe pacTBOPLI).
MpepnouTuTeneH TepMoTpaHcePHbIN PEXKUM NeYaT ITUKETOK;

- NCMoNb30BaHWe KreeBol OCHOBBI, obecneunBaroLein HaaeXXHoe coXxpaHeHue 3TUKeTOK Ha KOHTEelHe-
pax ¢ KOMMOHEHTaMM KPOBU NPY BCEX TEXHOMOTUYECKUX PEXNMaX;

- KNeeBYy OCHOBY, COOTBETCTBYHOLLYIO CAHUTapHO-TUrMeHNnYeckum TpeboBaHuaM.
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OpraHusauus gomkHa obecneunTb pesepBHbIA MCTOYHUK NUTaHUa Ans 6ecnepeboliHol paboTl 060py-
[oBaHuA.

6.4.4 PemoHT o6opyaoBaHus

CnepyeT NpoBoAUTb NNaHOBO-NpeaynpeaAUTenbHbIA PeMOHT 060pyaOBaHUA B COOTBETCTBUM C YTBEPXK-
OeHHbIM rpaduKoMm.

HeobxoauMmo peructpupoBaTh criyday NooMoK Unmu otkasos obopyaoBaHus. B cnyvae oTkasa gomkeH
COCTaBMISATLCS aKT (B CPOKM, YCTaHOBMEHHbIE U3roTOBUTENEM 060pYAOBaHUA KaXaoro Buaa), Hanpasnsemoii
nsrotoButemo nubo opraHusaumu, obecrneunBalolled TeXHUYEeckoe cepBuUcHoe obcnyxuBaHue
obopyaoBaHus.

HeucnpaBHoe 06opyaoBaHue AOMKHO HeMeAIEHHO MapKUPOBaTLCA Kak «HeNpurogHoe aAnsa UCnonb3o-
BaHUA».

PeMOHT HeucnpasHoro o6opyaoBaHusa crieayeT NpoBOANUTL B KpaTyalLLWii CPoK.

PaboTbl No peMOHTY 1 06CNY>XMBaHUIO He AOIMKHBI co3AaBaTh Yrpo3bl Ka4ecTBY NPOAYKTOB.

K TexHuyeckomy obCcnykMBaHuio U peMoHTY 060pyAoBaHUA AOMMKEH AONYCKATLCA TOMLKO NPOLIeALUNIA
0by4eHne naTTecToBaHHbIA NepcoHan. B cnyyae oTcyTCTBUSI aTTECTOBAHHOIO NepcoHana opraHn3aumna Aonx-
Ha B yCTaHOBSIEHHOM MNopsiike 3aKIMioUUTb JOroBOp Ha TexHUYeckoe obenyuneaHue o6opyaoBaHusA.

6.4.5 [lokymeHTauus Ha o6opyaoBaHue

HokymeHTauus Ha obopyaoBaHue AOMKHA BKIoYaTh B cebsi:

a) nepeveHb (KypHan ydeTa) 060pya0BaHuUs ¢ ykasaHUeM UAEHTUPUKALUOHHBIX AaHHbIX:

- HaMMeHoBaHusA Npubopa;

- TUna npubopa;

- 3aBOACKOr0 HOMEpPa;

- 4aTbl BbINycka 1 AaThl NOCTYNNEHUSA B 3KCMITyaTaLMio;

6) nacnopTa Ha ob6opygoBaHue;

B) MHCTPYKLMMW MU3rOTOBUTENA MO SKCNyaTauum Kaxaoro Buaa o6opyaoBaHUsA Ha PyCCKOM A3bIKE;

r) cTaHgapTHble onncaHua npoueayp no:

- UCMONb30BaHNI 060PYAOBaHNUA Ha KOHKPETHOM MecTe aKCnnyaTauuu;
- 06paboTke 1 aesnHbekumm o6opyaosaHus;
- TexHuke B6esonacHoCTH;

) nnaH AerncTBUA Ha cryyai HenpeABUAEHHbIX U Ype3BbIYaMHbLIX 0OCTOATENLCTB.

6.4.6 3anucu Ha o6opyaoBaHue

OpraHunzauns 4omKkHa BeCTU HeobXoaMMble 3annucu, opopmMnaTb, XpaHWUTb U YNPaBsATL STUMU 3anncamm
B COOTBETCTBUU C Tpe6oBaHUSAMU, YCTAHOBMNEHHBIMU 5.8 HAcTosAILLEro CTaHdapTa.

3anucu Ha 06opyaoBaHue AOMKHbI UMETb:

- OTMETKY O BbINOSIHEHWUM TEeX0bCnyX1BaHUs/NNaHoBo-NpeaynpeanTelsHoro peMoHTa;

- perncTpauuio ownGoK Mnmn noniomok o6opyaoBaHus;

- NoANnUcK N, NPOBOAMBLLMX PEMOHT, TEXHUYECKOE UMW CepBUCHOe 0bCnyXuBaHue/perynuposaHune ¢
yKasaHueM AaThl BbINOMHeHUs paboThbl;

- npoune.

6.5 MpousBoacTBeHHas cpeaa

OpraHunsauus goimkHa cos3gaTb NPOU3BOACTBEHHYIO cpealy, HeobxoauMmyto Ansa obecneyeHnsa cooTBeT-
CTBUSI JOHOPCKOW KPOBW 1 €€ KOMMOHEHTOB YCTaHOBIIEHHLIM TpeGoBaHUAM B NpoLiecce UX 3aroTOBKW, Nepepa-
60TKN, obcneaoBaHnsa, XpaHeHUsl U TPaHCMOPTUPOBaHUSA, a Takke Mepbl, Ucknovalolwne GakTepuansbHoe
3arpsAsHeHne JOHOPCKON KPOBM M ee KOMMOHEHTOB.

[na npegoTepalleHms 3arpsasHeHUs OHOPCKON KPOBU U ee KOMMOHEHTOB HanpaBreHue NOTOKOB MaTte-
pvanoB U nogen B NomeLLeHUsaX OoMKHO ObiTb OpraHM3oBaHO B COOTBETCTBUM C NocnenoBaTeflbHOCTbIO
BbINONHEHWA NPON3BOACTBEHHbIX OnepaLuiA.

PaboTbl, Ansa koTopbix TpebyloTca acenTuyeckue yCrnoBusl, A0SPKHbI OCYLLECTBATLCS B «HUCTBIX MOMe-
LLLeHUAX» UN NoMeLLeHUAX, 060pyaoBaHHbIX TaMUHaPHbLIMU YCTaHOBKaMU. Krnacc YNcToTbl TOMeLLLEeHUS onpe-
[ensieTcsa BUAOM NPOBOANMbIX paboT.

3aroToBka M nepepaboTka KPOBU HA KOMMOHEHTHI B 3aMKHYTOW CUCTEME NNACTUKOBLIX KOHTEMHEPOB
MOXeT OCYLLECTBNATLCA B cpeae 0BbIMHBIX MOMELLeHWIA Npy cobnioeHnn o6LUmMX NpaBun caHNTapHo-anuae-
MUWOIOrMYECKOTO peXxnma.

OnsnpenoTBpalleHNst KOHTAKTHOTO UHULIMPOBaHWUS KPOBU NPU ee 3aroTOBKe NepcoHan AofmkeH cobnio-
Aatb Tpe6GoBaHusa acenTuKM U aHTUCENTUKN. CTOYHUKaMn MHbULMPpOBaHMSA MOTyT BbITb: MUKpodiopa Bo3ay-
Xa, PyKM MegnepcoHana, koxa NoKTEeBoro crmba AoHOpa, HapylleHUe repMeTUYHOCTU KOHTEWHepoB AnA
3aroTOBKM KpOBM 1 Ap.
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6.6 Mporpamma no rurueHe

Mporpamma no rurneHe A4oMKHa BKINOYaTL B cebs:

- MeguLMHCKoe o6cnenoBaHune nepcoHana, perucTpawuio criydyaes BhisiIBNEHUS MHpEKUMOHHBIX 3abone-
BaHWI 1 NpoLeaypy OTCTpaHeHUs nepcoHana ot paboThl, CBA3aHHON C BO3MOXKHOCTbIO Nepeaaqn uHdekuui B
Takux cny4asx;

- oBy4eHue nepcoHana npasunam MMYHON r1rMeHbl, r’MrueHbl Tpyaa v opraHusauum pabodero mecra;

- obecneyeHne nepcoHana TeXHOMONMYeCckon oAeXaon U MHAMBMAYaNbHBIMA CPEeACTBaMU 3allUThl B
COOTBETCTBUM C YCTaHOBMEHHBIMW HOPMaMU;

- Npoyre MeporpuUATUA.

6.7 MporpammMa no caHuTapum

[ns obecneyeHna Hagnexawero nopsiaka B NOMELLEHUSX U YUCTOTbI OKpY>KatoLLen cpefibl opraHusauns
AOMKHa HasHa4YMTb NULO, OTBETCTBEHHOE 3a CaHUTapHO-3NMAEMUONOrMYeckniA pexum, u paspaboraTb AOKY-
MEHTUPOBaHHYHO NPOrpaMMy MepONpPUSATUA, yCTaHaBNMBaOLWLY0 06beKTbl, CpeacTBa, MeToAbl U Nepuoany-
HOCTb Y6OPKN 1 Ae3nHbeKLmn nomeLLeHnia n 0bopyaoBaHus.

6.8 YpaneHue oTxopos

OTxoakbl, obpasyowmecsa Nnpu saroToeke, 06cneaosaHUM KpOBU, NPOU3BOACTBE U NEPefMBaHNM ee KOM-
MOHEHTOB, OTHOCATCA K NOTEHUMaNbHO MHPULMPOBAHHBEIM MaTepuanam.

OpraHunsauns gomkHa Ha3Ha4YUTb OTBETCTBEHHOE NALIO U BbIAENUTb He06X0AUMbIE pecypchl Ans yrnpas-
neHns oTxo4amu.

Mpoueaypa ynpaBneHus oTxoaamu, paspaboTaHHas Ha OCHOBE AEUCTBYIOLMX HOPMaTUBHbBIX AOKYMEH-
TOB, 4OJIKHa BKMoYaTh B cebsi:

- Mepbl N0 YMeHbLUEHWIO KoNnyecTBa OTXOA0B;

- MeToAbl NepeBoaa 0TX0A0B B 6e3onacHoe cOCTOsHUE;

- pasgeseHne 0TX0A0B Ha kaTeropun (Mo cnocodby yTunusauum);

- YCNOBWSA XpaHeHWs OTXOA0B NPOM3BOACTBA U NOPSAOK UX BLIBO3A;

- CNOCcob YHUUTOXEHUSA (YTUNM3aLMN), He 3arpsasHAOLLMIA NPoAYKTEI U 6e3onacHbI AN NoAen N okpyxXa-
oLwen cpedel (B TOM Yuche, Koraa yHUYTOXeHME NpoBOAUTCS APYron opraHusaunemn no 4orosopy).

6.9 OxpaHaTpyAa M TexHUka 6e3onacHocTU

B opraHusaumm cnyx6bl KpoBU A0mKeH OblTb HadHa4YeH COTPYAHWUK, OTBETCTBEHHbIN 3a oXpaHy Tpyaa u
TexHuKy 6esonacHocTu.

B cooTBETCTBUM C prckaMuy 41151 KaxKa oM paboyein 30HbI 40MKHbI ObITb YCTaHOBMNEHBI U AOKYMEHTUPOBaHbI
npaswna v npoueaypbl 6e3onacHoCTU, BKHOYas:

- ycnosusi, obecneynBatoLLme oXpaHy 340poBbs 1 6e3onacHoCTb AoHOpa 1 NepcoHana;

- MeToabl paboThl;

- 3aWuTHOE 0BOopPYAOBaHMNE, TEXHOMOTMYECKYH oAeXay N MHAMBMAYaNbHbIE CPeACTBa 3allUThl.

Bo3mMoXHO NpMMeHeHKe NporpamMmm UMMYHU3aLMM nepcoHana n cTpaxoBaHus JOHOPOB.

B opraHuzauum AomkHbl 6bITh paspaboTtaHbl paboyne MHeTpykummn (COMMbI) Ha BbINOMHEHWe KOHKPETHBIX
paboT no cosaaHunio COOTBETCTBYIOLLMX YCIOBWIA OKpyXatoLe i cpebl (YGopKy NOMeLLeHWA, 04UCTKY U Ae3NH-
chekumio 060pyaAOBaHNSA; NPUTOTOBIIEHWE Ae3UHMDULMPYIOLLMX PACTBOPOB; MOArOTOBKY MHCTPYMEHTOB 1 MaTe-
pPUAanoB; MHCTPYKLUMM NO TEXHWKe 6e30MacHOCTM U T.1M.).

6.9.1 MoHUTOpPUHT

Ycnosusa npon3BoACcTBEHHOM Cpebl AOMKHEI KOHTPONMPOBATLCH, FAe 3TO NPeaycMOoTpeHo, TpeboBaHus-
MW K poBedeHuto paboT.

6.10 UHdopmaLMUOHHbIe pecypchl

6.10.1 [JoHOpCKMUe AaHHble

B opraHusaummn oMmKHbI BECTUCH 1 NoaaepXuBaTbes B paboyemM CoCTOsIHUM AOKYMEHTI, cogepxalime
criegytowive gaHHele 0 JOHOpax:

a) cefeHust (M3 opuLManbHbIX UCTOMHUKOB) O MOTEHLUMAamNbHbIX JOHOPaX;

6) cBeAeHWs o JOHOPaX, CAABLUMX KPOBb (pe3ynbTaThl MeauuMHckoro obcneaoBaHus, MICTOpUo AoHa-
LWiA U ApYryto MeguunHCKYo UHgopMaunio);

B) CMUCKMU:

- 0TBeEeHHbIX 4OHOPOB;
- TUNUPOBAHHLIX JOHOPOB;
- IMMYHU3UPOBaHHbLIX 4OHOPOB.

Mpwy ncnonb3oBaHUM KOMMbLIOTEPHLIX TEXHONOMIA AN nogaepxaHus 6a3 AaHHbIX AOMKHO GbITb Npeay-
CMOTPEHO co3aHmne pe3epBHBIX KOMUIA 1 UX apXnBNpoBaHue.
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6.10.2 [laHHble 0 KOMMOHEHTaxX KPOBU

OpraHunsauus AoMmKHa UMeTh MHOPMaLMIo O 3aroTOBKe, MPOMU3BOACTBE, KOHTPOSIe, XpaHeHn 1 ctaTyce
npoayKumun.

6.10.3 MporpamMHoe o6ecnevyeHue

MporpammHoe obecneveHne, UCMonb3yemoe B npoLieccax 3aroToBKu 1 06crieoBaHUs KPOBU, MPON3BOA-
CTBa, XpaHeHWs, TPaHCMOPTUPOBaHNSA, BbINyCKa U Bbida4yu KOMIOHEHTOB KPOBU, AOMKHO ObITh JOKYMEHTUPOBa-
HO, AEHTUMLMPOBaHO U NOABEPTHYTO KOHTPOIIO, YTOBEI 0BecneynTb yBEPEeHHOCTL B €70 MPUrogHoCTU.

MporpammHoe obecneveHve AOMKHO GblTb NPOTECTUPOBAHO W/WAW BanuaMpoBaHO A0 Hayana ero
ncnonb3oBaHnsa. TecTupoBaHue MOXeT BKIoYaThk B cebs NpoBepKy Ha BUPYChI 1 NPOBEpPKY 3anporpaMmmMmupo-
BaHHbIX anropnTMoB.

[na co3gaHns pesepBHbLIX KOMUA MOXET UCNONb3oBaThCH CyLLecTByioLee Unm 6biTe NpeaycMoTpeHo
cneuuansbHoe nporpaMMHoe obecnedeHune.

7 YnpaBneHue npoueccamu

7.1 Mpoueccobl, cBA3aHHbIE C NOTpebuTenem

7.1.1 OnpepeneHue Tpe6oBaHU, OTHOCALLMXCA K NPOAYKLMUK

OpraHusauus gormkHa onpeaennTb:

- 3aKoHodaTesbHble TpeboBaHWs K KOMNOHEHTaM KPOBW, YCTaHOBIEHHbIEe rocyAapCcTBEeHHBIMU U OTpac-
neBbIMU HOpMaTUBHBIMU JOKYMEHTaMu (3akoHamu Poccuinckonn ®egepaunn, HaLMoHanbHLIMU cCTaHAapTaMu,
TEXHUYECKNMU perfiaMmeHTamm, npukasamMmm U UHCTPYKLUAAMU U T.M.), BKItovas TpeboBaHus K B3auMo4eNCTBUIO C
ne4vebHo-NponNakTUHECKUMU YUPEXAEHUAMN MO BONPOCAM XpaHEeHWUs, TPaHCNOPTUPOBaHUS, NPUMEHEHNS 1
paLMoHansHOro UCMonb3oBaHNs KOMMOHEHTOB KPOBW, UCCIEA0BAHUA peaKkLnii U OCIIOKHEHWUI Y peLMMUEHTOB
nT.n.;

- AONOMHUTEMbHbIe 3anpockl NOTpebuTenen, B 3aBUCMOCTI OT Ha3HaYeHUs TPOAYKTOB KPOBM.

7.1.2 pynnbl noTpeburenen

OpraHuzauns 4omxHa onpeaennTb KaTeropnn CBoMx noTpebutenen.

MoTpebutensiMu opraHusaLmn siBNSHOTCS:

- NevyebHo-NpodmnakTUIecKNe yUpexaeHns, BKoYas naLumMeHToB U nepcoHan;

- OOHOPbI (Kak NoTpebutenu ycrnyri B3siTs KpoBu);

- 3aBoApbl Mo hpakUMOHNPOBaHWIO NNa3Mbl;

- Hay4yHO-MCCNeAoBaTeNbCKUE YUPEXKAEHNS;

- opraHbl ynpasneHus 3gpasooxpaHeHueMm, obecneumsaowme hHaHCUPOBaAHUE;

- obwecTBo B LEenom nnn obLiecTBeHHble rpynmnbl (Hanpumep, oblectBo 60nbHbIX reModunuein unu
06LecTBO AOHOPOB);

- Apyrve CTOPOHbI, 3aMHTepPEeCcoBaHHbIe B pe3yrbTaTax AesiTeNbHOCTU OpraH13aLum.

7.2 TpeboBaHusa noTpebutenen

3apadeit cMCTeMbl kKa4yecTBa opraHusaLmmn siBNseTcs NpaBuibHas MHTepnpeTauust TpeboBaHuA NnoTpe-
6utenen.

TpebosaHus noTpebuTtenein 4oMmKHbI ObiTb 4OKYMEHTUPOBAHI.

7.2.1 JNe4ye6Ho-NpodunakTMyecKue yupexaeHus

C nevebHo-npodnnakTM4eCcKUM yupexaeHuem, NPUMEHSIIOLUM KOMMOHEHTbl AOHOPCKON KpoBWu ANA
TpaHcdy3mnin, HeobxoauMo cornacoBsaTh:

- NOTPebHOCTL B MPOAYKTaX KPOBMU;

- NopAAOK 3aKasa;

- cnocob gocTaBku;

- YNakoBKY;

- UHCTPYKLUM NO NPUMEHEHNIO;

- NOTPeBHOCTL B KOHCY bTaLMsIX M 0By4YeHUn nepcoHana nevebHOro yupexaeHus.

Onsa ynydwenns KNMHAYECKON NpakTUKN, a Takke AN KOHTPOMS U OLEHKU KNMMHUYECKOro NpUMeHeHus
KpoBM cnieayeT pa3paboTaTh U BHEAPWUTL CTanAapTHYH hopMy GraHka 3akasa Ha KOMMOHEHTHI.

Onsa peunnneHToB Hanbonee ya3BMMbIX rpyn, Takux Kak rpyaHble MiageHLbl, 6epeMeHHbIe XXeHLWWHDI,
nuua, KoTopbIM HEOAHOKPaTHO Neperveanachk KPOBb UMM ee KOMMOHEHTEI, criedyeT corfacoBaTtb 06bLeM Ao3bl,
HeobXoAMMOCTb MHAUBMAYaNbLHOro Noadopa, CPOK FOAHOCT M NPOAYKTOB HAa MOMEHT NOCTaBKN, HeOBXOAUMOCTb
OOMOSNMHUTENbHBIX UCCNeA0BaHWN KpOBU U T.M.
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7.2.2 foHopbI

Cornacve goHopa Ha foHauuio asnaeTcs opMoin cornalueHns. B opraHMsaummn aomkHa 6biTe Nnpeay-
CMOTpeHa npoueaypa nonyvyeHusa nHhopMUPOBaHHOTO corfacus AoOHOPa Ha AoHauMio, KOTopas BKNYaeT B
ceba:

- onpeaenexue uHopMaunu, HeobxoaUMo NoTeHUMansHOMyY AOHOPY AN OCO3HAHWUS UM PUCKOB U Npu-
HATUA peLUeHNs 0 AoHaLMK;

- hopmMy MHPOPMUPOBAHHOIO cornacusl 4oHopa, AOCTYMHYIO AMs er0 NOHUMaHUS;

- obecneyveHne koHuaeHUManbHOCTU MHOPMaLMK, KOTopyto coobuiaeT o ce6e AoHOP.

7.2.3 OpraHbl ynpaBneHus 3gpaBooxpaHeHUemM

C opraHom, ocyLLeCTBAAIOWNM ynpasneHue U puHaHCUpoBaHWe opraHMsaLMmn QOHOPCTBA KPOBU, AOMK-
Hbl O6bITb cornacoeaHbl NOTPeBHOCTU B NpodyKTax KPOBU U pecypcax, MepornpusAaTUA No coepexeHuno sHeprumun
Apyrux pecypcos U T.1.

Mpu aHanuse kOHTpaKTa (Aorosopa) opraHUsaums gorbkHa ybeautbes, yto TpebosaHua notpebutenei:

- TOYHO onpeAaerneHbl;

- NPaBUNbHO MOHATbLI BCEMW COTPYAHUKaMM (MogpasfeneHnsiMum opraHusanmm), kotopble 6yayT y4acTso-
BaTb B BbINOSTHEHUW 3aKa3a;

- MOryT 6bITb BbINOMHEHEI OpraHu3auueit (Bknoyas oLeHKy noTpebHocTH B pecypcax).

Horosop (cornaweHne) Ha NPoON3BOACTBO U NOCTaBKy KOMIMOHEHTOB KPOBW, a Takke npeaocTasneHne
ycnyr AomkeH 6bITb NpaBunbHO cchopMynMpoBaH, AOKYMeHTanbHO opopMIIEH U CcornacoBaH ¢ noTpebutenem
[0 ero yTsepxaeHusl.

7.3 B3aumopeucTBue c noTpebutenamu

7.3.1 B3aumogencTBue c neveGHbIM yupexaeHneM (KnuHUu4eckoe B3auMoaenucTeune)

[na obecneyeHns KayecTsa NepenuBaHUA KPOBW OpraHusauums 4oSKHa TeCHO B3aUMOAeNCTBOBaTb C
nevyebHbIM y4pexxaeHnem no Bonpocam pauuoHanbHOro UCMoNb30BaHUS KPOBU, NopsiAka 3akasa, NoCTaBKu 1
aHanusa ahpeKTUBHOCTU TPaHCHY3UIA.

B3aumopgencTene MoXeT OCyLLEeCTBAATLCA NOCPEACTBOM:

- NMPAMOro KOHTaKTa ¢ Bpavyamu, HazHavaroLLMMn U OCYLLECTBIISIIOLLIMMU TpaHCy3nu;

- Nepegayv cBegeHUN 0 KOMNOHEHTaX KPOBU (B TOM YMCIIe KOMMbIOTEPHBIMU CPEACTBaMMN);

- KOHCYNbTUPOBAHWSA U 06yYeHUs NepcoHana nevebHbIX yupexaeHui;

- aHanusa KoOHTpaKTa, BKIoYasi Nonpasku 1 MopsiAoK 3aKasa KpoBU;

- COBMECTHOr0 y4acTusa B paboTe KOMUCCUU NO PACCMOTPEHMIO Crly4aeB NoCTTPaHCKY3MOHHBIX OCIIOX-
HEeHW;

- NpoBeeHUsi COBMECTHbIX KOHhepeHLUIA.

7.3.2 BsaumopencTBue c JOHOpamu

B3aumopaencTeue ¢ AOHOPaMu MOXET OCYLLECTBNATLCS NOCPEACTBOM:

- nccnegoBaHnsa HebnaronPUATHBLIX PeaKLMin U OCNOXKHEHWA Y AOHOPOB;

- aHanusa uHdpopmaLmn o JoHopax nocrne goHauuu (MHopMaLmMs 0 COOTBETCTBUM OHOPA YCTaHOBMEH-
HBIM KPUTEPUAM);

- npuyrnalweHnst A0HOPOB AnNsi MOBTOPHLIX MTAHOBLIX AOHALMIA UMM NOBTOPHOTO obcreaoBaHus, obecne-
YMBaIOLLIEro NPOLECC KapaHTH13aunu;

- paccMOTpeHUst xanob.

7.3.2.1 Paborta cxanobamu

XKanobbl, peknamaunm n apyrue BUabl BHELLUHUX COOBLLEHNIA O HECOOTBETCTBYOLLEN NPOAYKLMU/HECOOT-
BETCTBUAX AOJIKHBI PErMCTPUPOBATLCA U paccMaTpuBaThbCs cpasy Mocre WX MoSyvyeHus, He3aBucuMo OT
NCTOYHWMKA 1 HocuTens uHdopmaumn. C6op nHopMaL M MOXeT OCYLLEeCTBATLCA Ha PasHbIX YPOBHSAX, HO
3TOT npoLecc AoMKeH KOoOpAMHUPOBaTb COTPYAHUK, OTBETCTBEHHEIN 32 Ka4yecTBO B opraHu3aunm cryxobl
KPOBM.

Ons acpdbekTMBHOrO 0bpaLLeHus ¢ xanobamu, peknamauusaMmm 1 opyrumn coobLeHUSIMM O HECOOTBET-
CTBUAX OpraHu3aLumn cnegyeT cTaHgapTU3oBaTh Y MMCbMEHHO odbopMUTL 3Ty Npoueaypy B Buae COMunu apy-
roro AoKymeHTa.

CucTema gomkHa 6bITb HanpasneHa Ha UccrefoBaHune U yCTpaHeHWe NpUymH, NoaTomy xxanobbl, pekna-
Mauuu 1 nobble coobLLeHNs 0 HECOOTBETCTBUAX AOMKHbI PACCMaTPUBATLCS Kak « BO3MOXHOCTb YIyYLLIEHUNY.

3akntodeHre No paccMOTPeHUo xanobbl, peknaMaumun unu cooblueHns 0 HeCOOTBETCTBUM criegyeT
HanpasUTb NLLY UMK OpraHnsaLn, OT KOTOPBIX MOCTyNMa MHdopMaLus (QOHOPY, NauneHTy, Bpady, ne4ebHo-
MYy YUpexOeHWio, opraHy ynpaBreHusl, npeacrtasutento obLiecTBEeHHOCTU U T.M.), Kakumu 6bl HU Obinn
pes3ynbTaTtbl UCCNea0BaHNS.
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HecooTBeTcTBME HEOEXOAMMO NAEHTUDULMPOBATL, MPOAYKLMIO UM YCAYTY B3SITh NoA KOHTPOrb U pas-
paboTaTb COOTBETCTBYIOLLEE KOPPEKTUPYHOLLEee BO3AeNCTBME B COOTBETCTBUM ¢ 7.16.10 HacTosAWwero cTaH-
aapTa.

7.4 3akynku

7.4.1 O6wme nonoxeHus

KauyecTso npoayKkToB, Nosly4aemblX U3 KPOBU, CYLLLECTBEHHO 3aBUCUT OT Ka4eCTBa UCMofb3yeMblX pac-
XOAHBIX, YNakoBOYHbIX 1 BCiomMoraTterbHbIX MaTtepuanos, obopyaoBaHuns 1 notpebnsemblx yenyr. Ans Toro
4yTOObI MPUMEHSIeMble MaTepuarnbl, 060pyAoBaHUE U YCNYrM COOTBETCTBOBAIIM YCTAHOBMNEHHLIM TpeBoBaHNAM,
opraHusaLumu cnegyeT obecnednTs yrpasnsemMyro cUCTeMy 3aKymnok.

OpranusaLus AofbkHa onpeaenvTb U obecneynTb pecypcbl, Heo6xoanMble Ans 3aKy KX No3ULMIA, BNWSI-
OLLMX Ha Ka4ecTBO 1 6e3onacHOCTb KPOBU 1 ee MPOAYKTOB.

PexomeHayeTcs paspaboTate npoLeaypy (B Buae COMMunum gpyroro JoKyMeHTa opraHusaLum), yctaHas-
nvBaloLLYIo NOPSAA0K B3aMMOAENCTBNA U pacrnpedeneHns 0TBETCTBEHHOCTU Mexay noapasaeneHusamu, ocy-
LLLeCTBSIOLLMMMI 3aKYMKN, BKITHOYas 3Tanbl:

- NNaHNpPOoBaHUs;

- pa3paboTku TEXHNYECKOro 3aaHusi Ha NPOBeAEHUE KOHKYPCOB 1 ayKLUOHOB;

- NpUeMKn NPoAYKLMU NOCTaBLLUMKa Ha cKnag;

- BXOQHOr0 KOHTPONS;

- aHanmsa npowecca 3akynok.

7.4.2 TnaHupoBaHUe 3aKynokK

MnaHnpoBaHue 3aKynok KntoyYeBbIX MaTepunanos, o6opyaoBaHNsa 1 ycnyr Heo6XoauMO OCYLLECTBAATL ¢
y4eToM cTpaTernmn opraHnsaumm B o06nactui kavyecTsa.

KntoyeBbiMU B opraHvsaLnm sBAsSTCA Te NosuLmn, KoTopble HeNnoCcpeacTBEHHO BAUAIOT Ha KavecTBO
3aroToBku, obcnegoBaHust, nepepaboTkn, XpaHEHNS 1 UCMONb30BaHUA KOMIMOHEHTOB KPOBU:

a) KOHTeWHepbl AN1S1 3aroTOBKM KPOBM U €€ KOMMOHEHTOB;

6) obopyaoBaHue U pacxodHble MaTepuanbl AnNA annapaTHbIX METOAOB 3aroTOBKY, a Takke NpoLEeccoB
nepepaboTky, UCCreaoBaHWs, XpaHeHUsl, TPAHCNOPTUPOBaHUA, KOHTPONSA KayecTBa U NepenuBaHns KpoBu,
BKNtOYas:

- IMMYHOTeMaToorMyeckne peareHThbl;
- peareHTbl A5l CKpUHWHIA 06513aTeNIbHbIX FeMOTPAaCMUCCUBHbBIX MHDEKUNIA;
- AesnHduLMpylowme cpeacTsa;
B) ycnyruno:
- NoBepke, kannbpoBKe U cepBUCHOMY 0bcnyxuBaHuio 0bopyaoBaHus;
- CaHUTapHO-3MMAEMMNOSIOrM4ECKOMY KOHTPOSIO;
- BbIBO3Y U YTUNU3aLIMU OTXOA0B;
- 06y4eHuio;
- Npo4une ycnyru.

7.4.3 Pa3paboTka TeXHU4eCKOoro 3afaHusl Ha NpoBeAeHUe KOHKYPCOB U ayKLIUOHOB

Pa3paboTky TEXHUMEeCKOro 3aaHus Ha NpoBeAeHne KOHKYPCOB M ayKUMOHOB cnedyeT NpoBoAUTb C y4ye-
TOM BNUAHNA 3aKynaemoro obopyaoBaHusl, MaTepyarnos 1 YCIyr Ha KaueCTBO AOHOPCKOW KPOBU 1 €€ KOMMOHEH-
TOB, @ TakKe Ha 30pOBbEe JOHOPA U COXPaHeHUe JOHOPCKUX KaapoB.

7.4.3.1 Bblbop KOHTEWHepoB

[na obecneyeHust Ka4ecTBa U CHKEHUS pUCKa KOHTaMUHaLUW NPU 3aroTOBKE KPOBU U €€ KOMMNOHEHTOB
Heo6Xx0AMMO UCNOMb30BaTh NPEUMYLLIECTBEHHO 3aKPLITbIE CUCTEMbI NOAUMEPHBIX KOHTEAHEPOB B COOTBET-
CTBWU C Ha3Ha4YeHNeM noslydaemblX KOMMOHEHTOB.

7.4.3.2 N\mmyHoremaTonornieckue peareHTbl U peakTuBhbI

BblGop MMMYHOreMaTONOrM4eckux peareHToB U PeakTUBOB ANS CKPUHUHIa obsizaTenbHbIX reMoTpaH-
CMUCCUBHBIX UHbEKLUIA AIBNSIETCSA BaxkHelLwel o6nacTbio o6ecneyeHua 6e30nacHOCT KpOBU U ee KOMMOHEH-
TOB, MO3TOMY Npu pa3paboTke TexHUYeckoro 3agaHua HeobXoaMMO OpWEeHTMPOBAaTbCA Ha credyolume
OCHOBHbIE XapaKTepUCTUKN peareHToB:

- cneunuyHOCTD;

- YyBCTBUTENbHOCTD;

- TUTP;

- NpoYue B 3aBUCUMOCTU OT BUAa peareHTa.

CneayeT Takke NpUHMMaTL BO BHAMaHUE U ApYrue XapaKTepucTuku, onpeaensiowmne npaktnieckoe
UCMoNb3oBaHWe peareHToB, Takne Kak CPOK FOAHOCTU, YCMOBUSI XPaHEHUSA, YUCNO TECTOB B KaXAOM Habope;
XKM3HecnocobHOCTb peareHTauT.n.,
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7.4.3.3 Breibop ycnyr

Mpu paspaboTke TEXHUHECKOro 3aJaHns Ha NnpeaocTasneHune yenyr (no nosBepke, KanubpoBke, TEXHNYEC-
KOMY 1K CEPBUCHOMY OBCIYXUBaHWUIO 060PYAOBaHNUA; CAHUTaPHO-3NUAEMMUOSIONMYECKOMY KOHTPOMIO; YHUY-
TOXEHNIO OTXOAO0B; JOCTaBKe KPOBU, ECIIA OHA OCYLLECTBAAETCA CTOPOHHEN opraHu3auunei, obydeHuno u 7.n.)
Heobxo4MmMo pyKoBOACTBOBaTbCS TpeboBaHMAMWU HOPMATUBHBLIX AOKYMEHTOB U AEWACTBYIOLLEro 3aKkoHoAa-
TenbCTBa B COOTBETCTBYOLen obnacTu. OpraHnsauum, npeaoCcTaBnsoLWne YCIyru, 40MKHbI ObITb IMLEH3UPO-
BaHbl (ecnn WX YCnyru SIBASIOTCA NUUEH3NPYeMbIM BUAOM AEATENbHOCTU) WM aKKpeauToBaHbl B
yCTaHOBMEHHOM 3aKOoHO4aTeNlbCTBOM MOpsAKe.

7.4.3.4 Bbibop ae3anHbUUMpYIOLLIMX CpeacTB

MpumeHeHne ae3nHbUUMpyoLWMX cpeacTs ANnsa 06paboTku pyk nepcoHarna, KoXu NoKTeBoro crnba AoHo-
poB, 060pyaOBaHUSA U MHCTPYMEHTOB, 06e33apaxmnsaHua 0TX0408B, yBOPKM MOMELLEHWIA U T.N. SABNSIETCS Nep-
BOCTENeHHoM NpodunakTuyeckon Mepoin, HanpasneHHoW Ha nNpedynpexaeHne KOHTaMUHaLUM KpoBU U ee
KOMTMOHEHTOB, a Takke 3aWwUTy AoHOPa U nepcoHana. MNpu paspaboTke TEXHAYECKOTo 3aaHWsA Ha 3aKynKy Aes-
NHMLMPYIOLLUMX CpeacTB ocoboe BHUMaHWe cneagyeT o6patuTb Ha nx cneuuduyeckue XxapakTepucTUKK.

Mpu onpeaenexHuu NoTpebHOCTU B OCHOBHBLIX MaTepuanax u ansa obecneyeHus UX pesepBHOro 3anaca ¢
y4eTOM M3MEHYMBOCTM cnpoca (Hanpumep, No nepuogam roga) Heob6xoAMMO NPOBOAUTL aHaNMUs 3anacoB Ha
cknapax.

7.4.4 lMpuemka npoayKuuu NocTaBlUKa Ha cknaa. BxogHOW KOHTpOnb

Mpoaykuus noctaswmka (0bopyaosaHue, MaTepuansl) 4oskHa BbITb NPUHSATA Ha CKNaz Nnocre NPoBepPKX
COMpPOBOANTENbHON JOKYMEHTaLUK.

Mpoaykuus, noctynueLuas 6e3 HeobxoaMMon ConpoBoANTENbHON AOKYMEHTALIMU, A0IPKHA OblTb Heme-
neHHo nsonuposaHa. Ecnv matepuansl nonanu B NPOU3BOACTBO, OHWU A0JDKHBI BbITb U3bLATHI MO cNeLuanbHOR
npoueaype, npeaycMmoTpeHHon 7.16 HacToswero ctaHaapTa.

[o nonyyeHns pe3ynbTaToB BXOAHOrO KOHTPOMA MaTepuanbl A0MMKHbI pa3MeLLaTbCsl OTAeNbHO OT NpoBe-
PEeHHOM NPOAYKLNU (KapaHTUH).

BxoaHOW KOHTPOMb AABNSAETCS HEOTHEMEMON HYaCTbIo NPoLecca U3roTOBEHUS KOMMOHEHTOB KPOBU, OH
NpoBoANTCA AN NpeAoTBpaLLeHUs UICNONb30BaHNA B NPOU3BOACTBE MaTepuarnos UK YCIyT, He OTBEYaIoLLMX
yCTaHOBMNEHHbIM TpeBoBaHNAM, U COKpaLLeHUA HeNPOU3BOAUTENbHLIX PACXOA0B.

B goKkyMeHTMpOBaHHYH npoueaypy BXOAHOMO KOHTPOMs HeOOX0AMMO BKIMHOUUTL NepeveHb OCHOBHbIX
mMaTepuanos Unn ycryr, noanexaluux BXOAHOMY KOHTPOSIO, U U3NOXUTb NOPAAOK:

- ngeHTUMKaL M1, MapKUPOBKN U pasMeLLIeHUsI MaTepuarnos Ha KapaHTUH;

- NpoBeAEeHUS UCTIbITaHWNR;

- MPUHATUA peLLeHWs 0 JonycKe B MPON3BOACTRO;

- BblJa4u Nnosnb3osaTensim;

- perncTpaummn AaHHbIX, OTHOCALLMXCA K KaYeCTBY 3aKyrmaeMbIX MaTepuasnos U/unn ycnyr.

MepeyeHb MaTepuanos, nokasaTtenen, noanexalx BXo4HOMY KOHTPOSIO, a Takke 06beMbl KOHTPONs
yCTaHaBMMBAKOTCSA C Y4ETOM UX BIINSAHWA Ha Ka4eCTBO roTOBOro npoaykrta. MNokasaTenu u kputepumn kavectea
yCTaHaBnMBaloTCA Ha 0CHOBE TpeboBaHW HOPMaTUBHbBIX AOKYMEHTOB dedepanbHOro opraHa rocyaapcraeH-
HO Bf1ACTU, OTBETCTBEHHOrO 3a NONUTUKY B 06r1acTy 34paBooXpaHeHns.

MaTepuansl, NpoLueLlne BXOAHOW KOHTPOMb, AOMMKHbI BbiTb NMPOMapKUpPOBaHbl U NepeBeaeHb! U3 KapaH-
TWHa B aKTUBHLIW 3anac. Ecnv npu BXoAHOM KOHTpOIe BbisSIBIIEHO HECOOTBETCTBNE MaTepunana ycTaHoBMNeH-
HbIM TpeboBaHusIM, Heobxoaumo OopMUTL peknaMauMOHHBIA akT, maTtepuansl UMAeHTUMULNPOBATL U
XpaHUTb B crieluansHo oTBeaeHHOM MecTe. He gonyckaeTcs COBMeCTHOe XpaHeHne maTepuanos, MMetoLnx
pasHblA CTaTyCc BXOOHOTO KOHTPONs. YnpaBrneHue HecoOTBETCTBYOLMMU MaTephanamu ocyLlecTBnsieTcs
cornacHo TpeboBaHnaAM 7.16 HacTosLero cTaHgapTa.

7.4.5 AHanus npouecca 3aKkynok

AHanua npouecca 3akynok cregyeT NpoBoAUTb PErynsipHo Ha OCHOBE CreayoLnX AaHHbIX:

- pesynbTaToB BXOAHOMO KOHTPOMS, CBUAETENLCTBYIOWMX O (hakTUHECKOM KavyecTBe 3akynaemon npo-
AyKunu;

- pesynbTaToB aHarnusa 3anacoB MaTepuaroB Ha cknage;

- pesynbTaToB aHanusa UCMonHeHUs blogxeTa;

- pe3ynbTaToB aHanusa A4ebUTopCKON U KpeaUTOPCKON 3a40MMKeHHOCTe .

7.5 YnpaBneHue npoueccamMmu NpoM3BoACTBa

[ns obecnevyeHus ynpaBneHus npoLeccammn Npon3BoaCTBa 1 ycnyr Heo6Xoaumo:

- HanM4me HOpMaTUBHBIX JOKYMEHTOB, yCTaHaBN1BaOWMNX TPEGOBaHNA K 4OHOPCKOM KPOBW 1 €€ KOMMO-
HeHTaM;

- Hannyue pabounx nHcTpykumia (COM nnm Apyrux HopMaTUBHBIX AOKYMEHTOB) Ha BbIMOMHEHWE NPon3-
BOOCTBEHHbIX Npoueayp;
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- CO34aHue COOTBETCTBYHOLNX MPON3BOACTBEHHbBIX YCIIOBUI MPU BbINONHEHUM paboT (cM. 6.5);

- HeobxoamMmoe obopyaosaHue (cm. 6.4);

- KOHTPOSbHbIE U M3MepuTenbHble Npubopsbl (cM. 7.14);

- OCYLLECTBNEHNE MOHUTOPUHIA U U3MePeHNIA ANs NPoLEeccoB NPon3BoAcTBa (M. 7.12);

- OCyLLeCTBNEeHNe HeobXo4UMbIX BUOOB KOHTPOIS U MPOBEpKN Npwv Beinycke (cM. 7.11);

- achheKTNBHOE B3aUMOAENCTBME C NIeYeBHBIMU yUpEXKAEHNUAMU.

B opraHuzauummn gomkHa 4eNcTBOBaThL NpoLeaypa BbisIBNEHWS KPUTUYECKMX 3TanoB Npyu NPOUsBOACTBE
KOMMOHEHTOB KPOBW, HAYMHAs OT NPUBMREeYeHNs 1 0TOGopa AOHOPOB, B3ATUA 1 06CcneaoBaHust KpoBK, NPoU3Boa-
CTBa, XpaHeHus, Bbl4aun, JOCTaBKA KOMMOHEHTOB KPOBU M 40 MX MCNOMb30oBaHuA. JTa npouedypa AoikHa
BKITHO4aTb B cebs:

- onpeaeneHne KpUTUHeCKNX Tovek, NpoLieayp, 3Tanos NpoLEeccoB, KOTOpble HEOBXOAUMO KOHTPOUPO-
BaTb ANns obecneveHns 6€30nacHOCTU KPOBU 1 €€ KOMMOHEHTOB;

- CBeJeHMs 0 AoHopax, peLunneHTax, nepcoHane;

- YCTaHOBMEHWE KPUTUHECKMX NPeaenos;

- CO34aHue CUCTEMBI NMPOBEPKM KPUTUHECKUX KOHTPOJIbHBLIX TOYEK C MOMOLLBIO 3aniaHUPOBaHHbIX UCMbI-
TaHWA U N3MEPEHNA;

- BbINOMHEHWe NocrneayroLnx KoppeKTUPYIoLWUX AeCTBUIA, KOorga B NpoLecce MOHUTOPUHIa yCcTaHoBe-
HO, UTO KOHTPOJTb KOHKPETHOM KPUTUYECKOWU TOYKU HEBO3MOXKEH.

Mpwn onpegeneHnn KPUTUHECKUX NPOLLECCOB B OpraHu3aLum cnefyeT y4uTbiBaTh:

- CTeneHb BMMSIHUSA NPOoLECcca Ha Ka4eCcTBO NPOAYKTOB U YCIYT;

- PVCK HeYA0BNETBOPEHHOCTU AOHOPOB 1 PELIUNNEHTOB;

- 3aKoHofaTesbHble U perynupytowme TpebosaHus;

- KOMMeTEHTHOCTb NepcoHana;

- CMOXXHOCTb NPOLLECCOB.

7.5.1 MpuBneyeHue AOHOpPOB

B opraHusauumn gomkHa bbiTh paspaboTaHa cTpaterusi npueneveHns 6e3onacHbiX 4OHOPOB, COOTBET-
CTBYIOLLAA Liensm opraHnsaunm B 06nactu kauecTsa, KotTopasi 4oMKHa OnpeaennTb:

- OCHOBHbIE NMPUHLMMBI AOHOPCTBA (A06poBONbHOE, besBo3mesgHoe);

- LueneBsble rpynnbl HaceneHa 4nNa NpuBNeYeHUs AOHOPOB;

- MeToAbl CTUMYIMPOBaHUS U NPOCBELLEHUS MOTEHLUANBbHBIX JOHOPOB;

- NMOMUTUKY COXpaHeHNs1 AOHOPCKUX KapoB.

[nsi ocywecTeneHusi paboTbl Mo NPUBNEYEHUIO JOHOPOB HEOBX0AMMO BbiAeNUTb (PUHAHCOBLIE CPEACTBA
1 0By4eHHbIA nepcoHan.

7.5.2 MeauuuMHckoe o6cneaoBaHue 4OHOPOB

7.5.2.1 Kputepuu gonycka goHopa K AoHauuu

[ns gonycka AOHOPOB K AOHALMMU A0IPKHBI NPUMEHSATLCSA KPUTEPUN, YTBEPXKAEHHbIE AEACTBYIOLIMMU HOP-
MaTUBHLIMU [OKYMEHTaMW C Y4eTOM MECTHbIX YCMOBWA (Hanpumep, 3anuaemMuyeckoil obcTaHOBKU) U
CYLLeCTBYIOLLEN MPaKTUKA.

7.5.2.2 KoHdumaeHUnansHOCTb

CobecegoBaHue 1 ocBUAeTENBCTBOBaHWE AOHOPA Nepes AoHaLUMER AOMMKHO OCYLLEeCTBNATLCA B KOHU-
AeHumMarnbHbIX YCOBUSIX.

7.5.2.3 MepcoHan

[ns obecnevyeHns HageXHOro 0TBOAAa AOHOPOB MO YCTaHOBMEHHBIM NPOTUBOMOKA3aHUSIM U COXpaHeHUs!
MOCTOSHHbIX JOHOPCKUX KafpoB NepcoHarl, BhIMOSHSAWMA 3Ty paboTy, A0MKEeH UMeTb COOTBETCTBYIOLLYIO
nogroToBKy. Heo6xoanmo kpome npodeccroHanbHbIX 3HaHUIA pa3BuBaTh YMeHUe nepcoHarna BbisBMATb Npu-
3HaKM HapKoOMaHUU UM NoBeAeHWs], NMPUBOASILLErO K PUCKY 3apaeHust HeKUMOHHbIMU 3aboneBaHuaMN,
nepegaBaeMbiMU C KPOBbIO, @ Takke HaBbIk OBLLEHNsI C OHOPOM.

7.5.2.4 3anucu

HanHble MeguumMHckoro obcnefoBaHms AOHOPOB AOMKHbI ObITb 3aperncTpupoBaHbl B COOTBETCTBYHOWMX
dopmax, noanmcaHbl UCMOAHUTENEM U BHeCeHbl B 6a3y AOHOPCKMX AaHHbIX (cM. 6.10). Mpu ucnonsaosaHun
KOMMbIOTEPHON 3anucu nHdopmaumm cnegyeT NpefycMoTpeTb CPpeacTBO UASHTUMDUKALUN UCMONMHUTENs 1
CO3[aHusA apXMBHBIX KOMWiA 3anucei (cm. 6.10.1).

Perunctpauun nognexar:

- naeHTUdUKaLNOHHbIE AaHHbIe (bamunus, UH1LManel, agpec, AaTa POXASHUSA U T.M.);

- nHbopmauust 06 oTBoAAX NO MEANLMHCKAM NOKasaHUAaM;

- MeguumnHckas nHdopmauums (pesynbTaTbl MeguLMHCKoro o6crne4oBaHns U aHanMsos 1 Apyrne oTHoCs-
LLMecs K aHaMHe3y AaHHble);

- UcTOpUA AoHaUWI (YMcno, AaTbl, Nobble peakLumi N OCMIOXKHEHWUS BO BpeMS AoHaLUK).
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Bca noHopckasa nHgopmaumsa asnseTca KoHuaeHUnanbHOW 1 JoMmKHa codepXaTbCsl B OXpaHsieMbiX
ycnosusx. Jluua, umetoLme AoCTyN K 3anucsiM, cogepkallum nepcoHarbHble AaHHble JOHOPa, AOMKHBI UMEeTb
Ha 3TO CaHKLMIO PYKOBOAUTENS yUpeXaeHUs, YNCNO TaknxX NnL, 4OMKHO BbITb OrpaHUYeHo.

7.5.3 3arotoBKa kpoBU

Heobxoaumo obecneunts NpoBepky Mmatepuanos 1 obopyaoBaHus Ao Havana goHauun. KoHTelHepbl
(TvN KOHTEHEpa, CPOK rOAHOCTU, OTCYTCTBUE 3arpA3HEHNA U NOBPEXAEHUS) U pacTBOPbI, UICMONb3yeMble ANs
cbopa, KoHCepBUPOBAHWUA U XPaHEHUSsI KPOBU UM ee KOMNOHEHTOB, A0IDKHbI ObITh MPOBEPEHBI A0 AOHALIMM Ha
npurogHocTb Kk paboTe.

7.5.3.1 UaeHTudumkauma

HeobxoaumMo obecne4unTb naeHtTudmukaumnio goHopa, NPoAyKTOB AoHaLMK, 06pasLoB KpOBU U NepcoHa-
na, ocywWwecTBNALWEro B3ATUE KPOBMU.

[o BeHenyHKUMK cneayeT NPOBepUTh: KapTy AoHopa, 610K TEXHONOrMYECKUX 3TUKETOK C €AUHBIM HoOMe-
pPOM AOHALMM U NPOBECTU AEHTUMKaLMIO AOHOPA.

MeToabl naeHTUduKaLmn AoHopa A0IPKHbI ObITb UHTEPAKTUBHBIMMA.

Ha koHTeWHepax Ansa KpoBU U KOHTeHepax-cnyTHUKax, Ha Npobupkax Ans obpasLos KpOBU U KapTouke
OOoHOpa A0MKHbI ObITb HakNneeHbl UAEHTUYHO NPOHYMEPOBaHHbIE TEXHOMNOIMYECKUEe 3TUKETKM.

MpumeHumbl TpeboBaHna 7.9 HacTosiero ctaHaapTa.

7.5.3.2 3awwuTa ot 6akTepuansHOro 3arpsisHeHUs

OpraHunzauus 3awmuTbl 0T 6akTepUanbHOro 3arpsasHeHUs, BKIloYas yaaneHue 0TX0A0B Nocre B3ATUs Kpo-
BU1, OMKHA COOTBETCTBOBaTL TpeboBaHUsM 6.5 HacTosLwero cTaHaapTa, a Takke criegyrolmm TpeboBaHnsaM:

- KPOBb A0SMKHA 3aroTaBnMBaThCsl B CTEPUITbHBIE 3aKPbITbie CUCTEMBI;

- Ae3uHULMPYIOLWWIA areHT U MEeCTO BEHENYHKLUN A0MKHbI ObITb BbIGpaHbl U NOAroTOBMEHbI Tak, YTo6bI
YMeHbLUNTb pUck BakTepuanbHOW U BUPYCHON KOHTaMUHaLWK;

- yaaneHne oTX0A0B Nocne B3ATUS KPOBU — B COOTBETCTBUM € 6.8 HacTosALlero ctaHaapTa.

7.5.3.3 TexHonorua

MeTopg B3aTUS KpOBU gosmKkeH obecneynBaThb:

- MOCTOAHHOE NepeMelLMBaHe 3abupaeMoil KPOBU N aHTUKOArynsHTa/ KoHcepBaHTa B KOHTeWHepe Ans
cbopa kpoBu;

- HenpepbIBHOCTb KPOBOTOKA;

- YCTaHOBJIEHHYIO NPOAOIIKUTENBHOCTL AOHaLMN.

O6bem KpoBM B KOHTENHEPE AOIKEH COOTBETCTBOBATL HOPME, YCTaHOBNEHHOW HOPMaTUBHOW AOKYMEH-
Tauuen Ha NCMonb3yeMblii KOHTEHEep KOHKPETHOro TUna.

KpoBb, 3aroToBreHHas ¢ HapylleHWeM YCTaHOBMeHHbIX TpeGosaHui (6onee ogHOro Npokona BeHbl;
HenonHasi 4o3a KPOoBW 1 T.M.), He JOSDKHA UCMONb30BaTLCs AnA TpaHcysun. Mopagok paboTel € KPOBLIO U ee
KOMMOHEeHTaMu, NoAyyYeHHbIMU NPU HapyLeHNN YyCTaHOoBMeHHbIX TpeboBaHuiA, OCyLLeCTBNSAETCA B COOTBET-
cTBUM ¢ 7.16 HacTosILero cTaHgapTa.

7.5.3.4 O6pasupl ona nabopaTopHoro o6crneaosaHus

O6pa3subl KpOBM AOHOPA, NPeAHa3Ha4YeHHbIe AN UCCreaoBaHNS, A0MKHBI 0TOMpaThea Npu cobnogeHun
YCroBWIA acenTUK1 HEMOCPEACTBEHHO 13 MarncTpany unu cneumansHoro KoHTeHepa ana npob, Bxoaawero B
COCTaB CUCTEMBI.

CermeHTbl 0bLeln AOHOPCKON MarncTpany AOMKHbl OTAENATLCA OT KoHTeHepa 6e3 HapylleHus cTe-
PUNbHOCTU KOHTENHepa.

Twn n o6bem obpasLia 4oKHbI COOTBETCTBOBATL BUAY 0b6cneaoBaHus.

Ycnosus xpaHeHust 06pasLoB 4o NpoBeaeHUst 1abopaTopHbIX TECTOB AOMKHEI 0TBeYaTh TpeboBaHnaM,
YCTaHOBMNEHHBLIM B MMCbMEHHBIX MHCTPYKLUMSX M3roTOBUTENel HAabopoB peareHToB.

7.5.3.5 MeToa acbepesa

Mpw B3ATUN KPOBU METOAOM adepesa AOSKHbI ObITb BhIMOMHEHBI AONONMHUTENBbHEIE TPeboBaHus, obec-
neynBaroLLme:

- BesonacHoCTb penHdy3nn ayTonorniHbIX 3abrpaembix KOMNOHEHTOB;

- YCMOBUS, UCKITOYatoLLMe BO3AYLUHYO aMBOoNuto;

- o6LLiee KONMMYECTBO MMa3Mbl He OMKHO MpeBbIWaTh YCTaHOBNEHHOro obbema.

7.5.3.6 MeToa anckpeTHoOro nnasmacdepesa

Mpu B3ATUM KPOBU METOAOM ANCKPETHOrO Nnasmacdpepesa Heobxoanmo obecneymnTb:

- UCMNONb30BaHNEe ABYX HE3aBUCUMBIX CPEACTB UAEHTUDNKaLUN A0HOPa U eAUHULBI BO3BPaLlaeMbiX eMy
3pUTPOLINTOB;

- cobnogeHne ycTaHOBMEHHOro BpeMeHn Bo3BpaTa AOHOPY ero 3puTPOLUTOB;

- COOTBETCTBME 06LLEro KoNMYecTBa KPoBK, 3abupaemoro y AoHopa 3a 0A1H pas (UCKIoYas aHTukoary-
NAHT), yCTaHOBMNEHHOMY KPUTEPULO.
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7.5.3.7 Metoa untadepesa

OorxHa 6bITb 06ecneveHa JOKYMEHTUPOBaHHas NpoLieaypa Ha 3aroToBKY KOMMOHEHTOB KPOBU METOAOM
untadepesa, Bknovawowaa B cebs HOpMy O03MPOBaHUS BCEX NPUMMEHSEMBIX BCTIOMOraTesibHbIX areHToB
(nekapcTBeHHbIX CPeACTB).

7.5.3.8 ¥Yxopa 3a AoHOpPOM (CoXpaHeHWe AOHOPCKUX KagapoB)

B npouecce B3TUS KPOBU crieayeT o6ecneynTb:

- MeToA BeHeNYHKLMU, He BbI3blBaOLWNA HENPUATHBIX OLLYLWLEHWIA Y A0OHOPA;

- Be3onacHoe u komcopTHOe paboyee MeCTo ANS B3ATUA KPOBMU;

- HabnoaeHWe 3a AOHOPOM BO BpeMS AoHaLWK;

- nepcoHan, oby4yeHHbI pacrno3HaBaTb NPU3HaKKM HeBNAronpPUATHBIX PeakLMii U OCIIOKHEHUA N OKa3bl-
BaTb HEOH6XOANMYIO MOMOLLb, a TAKKE UMEIOLLMIA XOPOoLUNE HaBbIKA 0BLLEeHMS ¢ AOHOpaMu;

- HanU4ue cpeAcTB OKa3aHUsi MOMOLLM B criydae peakLuil U OCIIOXKHEHUI Y JOHOPOB;

- Hanu4ue COIM Ha okasaHWe NepBo NOMOLLM JOHOPY.

7.5.3.9 3aroToBKa KPOBU B BbI€3JHbIX YCIIOBUSIX

[lna 3aroToBKkW KPOBU B BbIE3HbBIX YCNOBUSAX HE0bXx0aMMo obecneunTb OKYMEHTUPOBaHHYIO npoueaypy
3aroTOBKM KPOBUW B Bble3AHLIX YCIIOBUSIX, BKIHOUatoLLyto B cebs kpome obLumnx TpeboBaHWUiA K 3aroToBKe KPOBMU,
cneaywowme:

- 9Tan TpaHCcNopTUPOBaHUs NepcoHana, 06opyaoBaHUs U 3aroTOBNEHHOM KPOBY;

- ycnosusa koHdbuaeHUManbHOCTU NpoBeaeHUs cobeceqoBaHUs C JOHOPOM;

- Mepbl OKasaHWUs NOMOLLM B YCIIOBUSIX YAaNIEHHOCTU OT CTauMoHapa.

7.6 MNMepepaboTka KPOBU U NONyYEeHUE KOMIMOHEHTOB

7.6.1 O6wue nonoxeHus

TexHonoruu, Ucnonb3yemole Npy 3aroToBke, NnepepaboTke, XpaHeHUU U TPAHCMOPTUPOBaHWUU AOHOPCKON
KPOBW 1 €e KOMMNOHEHTOB, A0JKHBI 0BecneunBaTb NpegynpexaeHue Ux KOHTaM1MHaLUUK u coxpaHeHue 6uono-
rMY€CKNX CBOUCTB KPOBU U €€ KOMIMOHEHTOB.

[aHHble MOHUTOPUHra NpoLeccoB nepepaboTkun n Nofy4YeHUsi AOHOPCKOM KPOBU 1 €€ KOMMOHEHTOB AOMXK-
Hbl BbITb 3aperncTpPUPOBaHbI.

MeTogaebl, ncnonb3yemMble B NPOU3BOACTBE KOMMOHEHTOB KPOBU (LIeHTpudyruposaHue, 3amopaxusaHue,
pasMopakuBaHue, hunbTpauus, OTMbIBaHUe, AernMuepuHnsaumns, nynupoBaHue U apyrue), 4ormkHbl obecne-
YMBaTb rePMETUYHOCTb CUCTEMBI MONIMMEPHBIX KOHTEMHEPOB U He AoNyCKaTb HapyLWEeHUs LIeNoCTHOCTH.

7.6.2 LeHTpudyruposaHue

CocTaB BblAeNAeMoro KOMMOHeHTa PerynupyloT BbiGOpoM pexuma LeHTpudyrMpoBaHusl, KOTOPLINA
BKItovaeT B cebs TemnepaTtypy, BpeMS U CKOPOCTb LEHTPUYrupoBaHus.

[ns kaxpon LeHTpudyrn 4omkHbI BbITb onpeaeneHsl CBOM PEXUMBI.

MeToabl NONy4YeHNs KOHEYHBIX NPOAYKTOB NpeacTaBnsoT coboi B3auMoCBA3aHHY0 CUCTEMY.

[ns pazgeneHus nnasmel U KNETOK MOTYT UCMOMb30BATLCA APYrie METOAbI OCAXKAEHUS KIeTOK: LIeHTpuU-
dyrMpoBaHue ABMKYLLENCa KpOBW, NPOTOYHOE (NNaBatoLee) LeHTpudyruposaHune B rpagueHTe MnioTHOCTY,
NPOTMBOTOYHOE LeHTpudyrupoBaHune (NpoMeliBaHue), punbtpaums.

7.6.3 3aMopaxuBaHue Nnasmbl

Ona MmakcumanbHoOro coxpaHeHus coaepxaHus hakTopoB ceepThiBaHUSA obLuee Bpems 3amopaXuBaHus
nnasmbl 4o MuHyc 30 °C He gormkHO npeBbiwaTh 1 4.

7.6.4 3amopaxuBaHue (KPMOKOHCEPBUPOBaHUE) KNETOYHbIX KOMNOHEHTOB

[ns [onrocpoYHOro KOHCEPBUPOBAHMSA KIETOK KPOBM (3pUMTPOUMTOB, TpomMbBouuToB) Heobxognmo
MCnonb3oBaTbh METOAbl 3aMOpPaXXMBaHUA, paspeLleHHble AN NPUMEHeHUs B YCTaHOBIIEHHOM MopsaKe.

MoAroToBKy KNETOYHbLIX KOMMOHEHTOB K 3aMOpaXKUBaHMIo MPOBOAAT B acENTUYECKUX YCIIOBUSIX.

KpuokoHcepBupoBaHWe AOMKHO OCYLLUECTBMATLCA B COOTBETCTBUM C UHCTPYKUMEN U3rOTOBUTENS Ha
obopyagoBaHun, paspeLleHHOM K MPUMEHEHUI0 B YCTaHOBNEHHOM Nopsiake.

Jonyctumoe BpeMst XpaHeHWUs 3pUTPOLIMTOB OT MOMEHTa NoyYeHUs 40 3aMopaXkuBaHUs He AOSKHO npe-
BbILLaTh 5 CyT.

TpomBoUunThI, MoNyYeHHble NoGbIM METOAOM, A0MKHbBI BbITb 3aMOPOXeHbI He No3aHee 24 4 nocne 3aro-
TOBKM KPOBW OT IoHOpa unu TpoMmboumTadepesa.

[na opraHusauum QIUTeNbHOTO XpaHeHUs KNeToK KpoBU HeobxoanmMo obecneynTs:

- KpuoreHHoe obopyaoBaHue;

- Mopo3unbHoe obopyaoBaHue;

- NoMeLLeHWe ansa pasmeLleHus 06opyaosaHns;

- nepcoHarn, 06y4YeHHbIA 0BCNY>KUBaHUIO KPUOreHHOro 060pyA0BaHUA.
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7.6 5 PasmopaxuBaHue (oTTauBaHue)

Mnasma gonxkHa pasMmopaknsaTbCs NpU yCTaHOBNEHHON TeMnepaType ¢ UCNonb3oBaHNeM crneLannsm-
POBaHHOro 060pyaoBaHNS.

MpoAaykT, Nony4YeHHbIA Nocne pasMopaXxnBaHusi, He AOMMKEH CoAepXaTb HEPACTBOPUMOro ocajKa.

PasmopoxeHHas nnasmMa He MognexuT MoBTOPHOMY 3aMOpPaskKMBaHMIO.

7.6.6 PasmopaxuBaHUe 3pUTPOLMTOB U TPOMGOLUTOB

OpuTpounTbl N TPOMOOLUTLI HEOOXOONMO Pa3MOPO3UTb C UCMONbL3OBAHNEM CreunannsvpoBaHHOro
obopyaoBaHust, OTMbITb 1 406aBUTb COOTBETCTBYHOLLMIA PpecyCrieHaAMpYIoLLUIA pacTBop.

[Ana oTMbIBaHWUSA 3PUTPOLUTOR AOMKHBLI MPUMEHATLCS PaCTBOPLI, 3aperncTpupoBaHHble B YCTaHOBMEH-
HOM nopsiake.

7.6.7 PeHTreHoBcKoe Unu raMma-o6nyyeHue

MeToga obnyyveHuns gomkeH obecneunTtsb 4osy ot 25 40 50 IMp.

Bpems akcnosuumm, yCTaHOBMEHHOE AN KaXKAoro Ny4eBoro UCTOYHMKA, OOHKHO KOHTPONMPOBaThLCs
yepes MHTepBarlbl, yCTaHOBMNEHHbIE B UHCTPYKLIMA U3FOTOBUTENS.

OpuTpounTCcoaepKaLlmMe KOMNOHEHTEl MOTYT NoAaBepratbcs 0bnyveHuo B TedeHne 14 gHel ¢ MOMeHTa
nonyyYeHns N XpaHUTbCs B TedeHue 28 aHen.

7.7 MapkupoBKa roroBou npoaykuum

MapKnpoBKy roToBOM MpOAYKLMN NMPOBOAAT C MOMOLLbLIO 3TUKETOK. JTUKEeTKa AOMKHa COXPaHATLCS B
TeyeHue Bcero cpoka roqHoCTU 1 NpY BCEeX PEXNMaXxX XpaHeHUsl U UCMOoSb30BaHWUs eQuHULBI FOTOBOI MPOAYK-
UK, a nHcpopmaums, NnpuBeaeHHas Ha 3TUKeTKe, A0IKHA OCTaBaTLCS JTerko YATaeMo.

MpeanouTnTenbHLIM ABNSETCA NPUBEAEHME HA 3TUKETKE MalLUMHOYMTaeMoin MHdgopMauun, npeaHasHa-
YeHHON AN cpeAcTB aBTOMATUYECKON MAeHTUMUKALUN KOHTEAHEPOB C KOHCEPBMPOBAHHOW KPOBbIO UMU ee
KOMMOHeHTaMMu.

Mapk1poBka roToBOW NPOAYKLMM pacnpoCcTpaHsieTCsl Ha AOHOPCKYO KPOBb M ee KOMMOHEHTI, npoLue-
LWe Bce cTagunm nepepaboTkn U CCrnefoBaHNin, COOTBETCTBYOLWME BCeM TpeboBaHUAM, NPeabABAAEMbIM K
OOHOPCKOW KPOBU U ee KOMMOHeHTaM. Hanvuuve MapKnpoBKM roOTOBOM MPOAYKLIMK ABNSIETCA MOATBEPXKAEHNEM
FOAHOCTMN K MPUMEHEHMI0 KOHKPETHOW eAnHULLI NPOAYKLMM B MeaULUMHCKOR npakTuke. MpeasaputensHoe (Ao
OKOHYaHUWs Bcex cTaguii nepepaboTky 1 UccredoBaHUn) HaHeCeHNe MapKUPOBKU FOTOBOWM NPOAYKLMK, a Takke
HaHeceHWe Ha Hee NpeaBapuUTENbLHON (He NoATBEPXKAEHHOW pernameHTMpoBaHHbIMU TlabopaTopHbIMKU TecTa-
MU) MHpopMaLmn He fonycKaeTes.

MapKnpoBKY KOHTENHEPOB C KOHCEPBUPOBAHHON KPOBLIO MM €€ KOMMOHEHTaMu crieflyeT OCYLLEeCTBIISATh
B cooTBeTcTBUN C TOCT P 52938.

Mapk1poBka roToBOM NpoAyKLMn ABAsieTCA 06nacTbio NoTeHUManbHbIX Cepbe3HbIX OLUMGOK. [ina uckto-
YyeHns ownbok Heobxoaumo obecnednTs:

- OTCYTCTBME OTBIeKaoLWwmX hakTopos (LUYM, MOTOKU Noden);

- NopsiAoK Ha paboyem MecTe;

- BO3MOXXHOCTb OHOBPEMEHHOTO 3TUKETUPOBAHNA OAHONMEHHON NPOAYKLUNM;

- cneyunansHoe oby4veHne nepcoHana;

- NPUMEHEeHNe CUCTEMbI MPOBEPOK.

7.8 Banupgauua

7.8.1 OOwue nonoxeHus

Banngaunsa HenocpeacTBeHHO coaencTByeT 6e30nacHOCTU NOCTaBAAEMbIX KOMIMOHEHTOB AOHOPCKOW
KPOBU TEM, 4TO NOATBEPXAaeT CNOcobHOCTL NPOLECCOB AOCTUraTh 3anaHUPOBaHHLIX Pe3ynbTaToB.

OpraHnsauumu cnegyet onpenenvTs BCe NpoLecchl 1 NpoLleaypsbl, pesynbTaThl KOTOPbIX He MOTyT ObiTb
npoBepeHbl nocneayroLwnmM MOHUTOPUHIOM U U3MEPEHNAMN, 1 BanuanposaTb UX A0 NpUuMeHeHus. K HUM OTHO-
CSAITCS1 MPOLLeCChl, HEQOCTaTKN KOTOPBIX CTAHOBATCA OYEeBNAHBIMN TOMBKO NOCIe Havana Ucnonb30BaHuUs KOM-
MOHEHTOB KPOBM UIA NOcNe npefocTasneHns yenyru. K Takum npoueccam oTHOCATCS pasgeneHue KpoBy Ha
KOMMOHEHTEI, 3amMmopaXunsBaHie KOMNOHEHTOB, XpaHeHne 1 TpaHCNopTUpoBaHWe, CTepUnn3aumns maTepuarnos
nT.m.

7.8.2 MnaHupoBaHWe Banugauumn

MnaHupoBaHne Bannaaummn BkrovaeT B cebs:

- onpegeneHne Lenu sannaauuu;

- onpeaeneHue TpebyeMblX 1 0XXMAaEMbIX XapaKTepUCTUK, a Takke KpUTEPUEB NPUEMNEMOCTH;

- onpegeneHne Heo6xoaMMoro Yncna obpasLoB (UCMbITaHUIA, UCCreJ0BaHuUM);

- COOTBETCTBYOLEe 060pyAOBaHME 1 KBANNMUKaLMIC NepcoHana;

- onpeAeneHune yCrosnin U MeTo4oB Banugauuu.

7.8.3 lMopgroToBKa K BanMaauumn

[lns npoBefeHns Banuaaumm npoLeccoB Heo6XoaMmMo NCNOMb30BaTh:
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a) obopyaosaHue, COOTBETCTRYIOLLEE CMEAYIOLNM YCIOBUAM:

- CPOK 3KCMyaTaunm KOTOPOro He AOSKEH NpeBbILLaTh PECYPC, YCTAHOBIEHHbIN N3roTOBUTENEM, a B
cryyae npeBbleHUst pecypca AomkHa ObITb MPoBeAEeHa KOMUCCUA COBMECTHO C U3rOTOBUTENEM;

- 3aperucTpupoBaHHoe B yCTAHOBIIEHHOM MOPSIAKE;

- oTBevatwLLlee TpeboBaHMAM HOPMaTUBHON JOKYMEHTaLIUM;

- NpoxogsLuee perynsipHoe TeXHNYeckoe ob6CnyXnsaHue;

- obecre4yeHHoOe pacxo4HbIMU MaTepuanamu;

- 6esonacHoe B akcnnyaTauuu;.

6) peareHTbl, NpUMeHsieMble Ans obcnefoBaHNsa 06pa3LOB KPOBKU AOHOPA U KOHTPOSSA KAaYecTBa 4OHOP-

CKOW KPOBM 1 €€ KOMMOHEHTOB!

- 3aperncTpupoBaHHble B yCTaHOBNEHHOM NOPSKeE;

- NoMyYeHHbIe OT YTBEPKAEHHOIO NOCTaBLLMKA;

- C XapakTepucTukamn (BHeLHWIA BUA, cneUnpUYHOCTb, YyBCTBUTENBbHOCTbL, TUTP W T.M.), COOTBET-
CTBYHOLMMU YCTaHOBMEHHEIMU TpeboBaHMAM;

B) TeCT-CUCTEMbI, MPUMEHSAIEMbIE AMs1 CKPUHUHIA reMOTPaHCMUCCUBHbLIX MHGeKLMIA, obecnevnBatome
BbISIBIIEHNE BCEX MH(PULNMPOBAHHbBIX JTUL, C BEPOSITHOCTbIO, YKasaHHOM B MacnopTe;

r) UMMyHOreMaTonornyeckne peakTuBbl, obecneynBaole BO3SMOXHOCTb MNPaBWUIbHO onpeaensaTb
rpynny kposu ABO, peayc-thaktop, annoaHTU3pUTpoLUTapHble aHTUTeNna ¢ BepOSITHOCTbIO, yKasaHHOW B
nacnopTe;

) KOHTelHepbl Ans cbopa KpoBu:

- 3aperncTpupoBaHHble B yCTaHOBNEHHOM NOpSAKe;
- MOMyYeHHbIe OT YTBEPKAEHHOIO NoCTaBLLMKA;
- C XapaKkTepucTukamu, COOTBETCTBYIOLLIMMU YCTaHOBMNEHHbIM TpeboBaHUAM;

e) nporpaMMHble cpeacTsa:

- obecrieveHHble COOTBETCTBYIOLLEN KOMMBHOTEPHON TEXHUKOMN;
- He NpoTMBOpeYaLl e ApyrM NporpaMMam /cuctemam;
- 3alUMLLEHHbIE U UMetoLLMe pasHble YPOBHM AOCTYMa NoNb3oBaTenen.

7.8.4 BbinonHeHue Banugauuu

Banuaauns AonmkHa BeINONHATLCSA B COOTBETCTBWM C NNaHoM.

CobpaHHble AaHHbIE HeOBX0AMMO MPOaHaNM3npPoBaTh U MO pesynbTaTtaM MNPUHATL peLleHne, KoTopoe
OOMKHO BbITb AOKYMEHTUPOBAHO.

7.8.5 [oKkyMmeHTaLus no Banuaauun

Mo ycMoTpeHutc opraHusauumn MoxeT 6biTb paspaboTaHa COlM Ha Banvaauuio.

7.8.6 3anucu no Banuaauuu

MpuHATHI cnegylowme BUALI 3anuMcen No Banuiauuu:

- NNaHbl Banuaauuu;

- NPOTOKONbI;

- aKThl;

- OTYETHI.

7.9 UpeHTudukauumsa u npocnexmBaeMocTb

7.9.1 Obwue nonoxeHus

OpraHusauusa gomkHa obecnevnTb MaeHTUUKaUuo U NPOCNeXMBaeMoCTb JIOHOPOB, KPOBU U €€ KOMMO-
HEHTOB, pacXxoAHbIX MaTepuanos (KOHTeAHepb! Ansi cbopa KPoBU, peareHThl, Ae3uHhULMpyoLLMe cpeacTsa),
nabopaTopHbIX 06pa3uUoB U perucTpauuoHHbIX AaHHbIX (3anucu) 1 ucnonHutenen pabor.

KaxxgoMy aoHOpY 1 kaxaoi AoHaLUMKN AomkeH 6bITb NPUCBOEH MAeHTUUKALNOHHBIN HOMED.

MpocnexuBaemocTb obecneuMBaeTcsl MapkUpOBKOA obbekTa uaeHTUdUKaummM ¢ nocnegoBartesnibHOW
pervucTpauuneint Heo6xoaMMbIX AaHHBIX O AOHOpPaX, MPoAYKTax AOHALMA, pacXoAHbIX MaTepuanax, BbinofHEeHUN
paboT 1 ucnonHUTenax paboT B yTBEpPXAEHHbLIX perucTpaLMoHHO-y4eTHbIX hopMax (KypHarnax, kapTodkax v
Ap., B TOM YUcCne B 3NEKTPOHHOM Buae).

MaeHTUdMKaLMOHHBIN HOMeP AoHaLMN AOIDKeH BbITb YKasaH Ha 3TUKEeTKe KaXaon 403kl (€ ANHULbI) KPOBU
U1 ee KOMNOHEHTOB, 06 pas3Lie AOHOPCKOM KPOBU U NePenpoBepsATLCS (CMUYaTbcA) Ha KaXaoM aTane paboTbl ¢
OOHOPOM 1 NONYYeHNsA AOHOPCKOWM KPOBU U €e KOMMNOHEHTOB OTBETCTBEHHBIMU UL aMU OpraHusauuin 4oHop-
CTBa KPOBU U €€ KOMNOHEHTOB.

B npouecce 3aroToBku 1 NepepaboTky KaXkabiii OTAENbHBLIA KOHTEAHEP C KPOBbLIO 1 €8 KOMMOHEHTaMu,
Kaxabin o6pasel KpoBM AOHOPA, CBSI3AHHBIN C COOTBETCTBYIOLEN AOHALMEN, AOMKHbI UMETb OAWUH U TOT Xe
HOMep.
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s o6ecneveHns naeHTUUKaLMM NpyU XpaHEHNU NPOAYKLUK, UMetoLLell pasHbli CTaTyc KOHTPONS (rof-
HOW; MPUrOTOBNEHHON ANS BblAa4yM KOHKPETHBLIM MauueHTaM, BKIoYas ayToNorMiHble JoHaLUNK; Ha KapaHTUHE;
HeCOOTBETCTBYOLLEN N 3abpakoBaHHON), AOIPKHO ObITh BbiAeNeHo oTAenbHoe obopyaoBaHuve.

Mapku1poBka ob6opyaoBaHusa OOSDKHA BKIoYaTh B cebs BUA NpodyKTa; cTaTyc KOHTPOMS; rpynny KPoBu 1
pesyc-hakTop.

7.9.2 3anucu

Ons obecnevyeHns uaeHTUMUKALMN 1 NPOCTNEeXnBaeMocT HeobxoauMo nocreJoBaTeNbHO 3anucbiBaTh
1 BHOCUTb B XXypHanbl U kapToTeku MHopmaLmio, NpeaycMoTpeHHyo TpeboBaHUsAMN AeACTBYIOLMX HOpMa-
TUBHbIX JOKYMEHTOB thegepanbHOro opraHa rocygapCTBEHHON BNacTW, OTBETCTBEHHOrO 3a MONUTKKY B obnac-
T 34paBoOXpaHeHUs, a TakkKe BHYTPEHHWX HOPMaTMBHbIX [AOKYMEHTOB OpraHusalum B OTHOLUEHWUM
naeHTndmkalnn:

- OHOPOB;

- KPOBW 1 ee KOMMOHEHTOB;

- NepcoHana;

- 06pasLoB KpoBM;

- pacxoaHbIX MaTepuarnos;

- MECTOHaxoXAeHWUs MPOAYKTOB U MaTepnanos.

Bce nageHTtundmrkaLMoHHble 3anmcn 4OMKHBI XPaHUTLCS U YNpaBisaTLCA B COOTBETCTBUM ¢ 5.8 HacTosAwero
cTaHgapTa.

Bepnenve n nogaepxaHue 3anucein B pabodvem COCTOSIHUM OOMKHbI 0becneunts MaeHTUdUKauuw B
cnyvae:

- U3BATUS NPOAYKUNN;

- paccnenoBaHus peakLunii n OCIIOKHEHWUIA;

- MpY oLeHKe NoTeHLUManeHoro BMSHUS HeyAOBETBOPUTENbHBIX Pe3YbTaToB KannBpoBKM Unn noBep-
Kn obopyaoBaHna Ha Te NPOoAYKTbl Unn/pesynbTaThl, KOTOPbIE BbINM N3roTOBAEHLI UMM NOMYYEHbI HA JAHHOM
obopyaoBaHUM co BpeMeHW nocneaHei NonoXxnTensHom kanmbposkn UK NOBEpPKU N T.4.

7.10 XpaHeHue U TpaHCNOpPTUpPOBaHUe

OpraHnzauns gomkHa obecnevmTb COOTBETCTBME KPOBU N €€ KOMMOHEHTOB YCTaHOBMEHHLIM Tpe6oBaHu-
SIM B NpoLecce UX nepepaboTkn, XpaHeHUs U TPaHCMOPTUPOBAHMSA K MECTY Ha3HaYeHUS.

Ha Bcex aTanax xpaHeHusi U TpaHCnopTUPOBaHNS KPOBU U ee KOMIMOHEHTOB Heobxoanumo obecnevnTs:

- ngeHTUdLMKaLno NPoayKTOB;

- YCNOBUSA XpaHEHWS;

- pasgenbHoe XpaHeHWe NpodyKuun no cTatycy KOHTPOIs, Buaam MpoAaykTos, rpynnam kposu ABO u
pesyc-thakTopy RhD;

- 3alUTY OT MOBPEXAEHUS;

- nomMeLnBaHme TPoMGoLUnTOB;

- KOHTPOb YCIOBWIA BHELLHE cpeapbl;

- perncTpaumio AaHHbIX HabnoaeHns.

TemnepaTypa XpaHeHUs KDOBU 1 ee KOMNOHEHTOB onpeaensieTcsl yCnosusiMu, HeobxoaumeiMu ansa obec-
rneyYeHns Xn3HecnocoBGHOCTU, U NoapasaenseTcsa Ha TpU MHTepBana:

-0120°CpHo24°C;

-0T12°CHo6°C;

- Npu Temneparype He Bbile MUHyc 25 °C.

TpaHcnopTUpoBaHUE KPOBU U ee KOMMOHEHTOB AOMMKHO OCYLLECTBATLCA B T@PMONIONALNOHHBIX KOH-
TelHepax ¢ cobnogeHNnem caHUTapHO-rMrmeHnYeckux TpeboBaHuii.

Heobxoaumo pernctpmpoBaTbh B COOTBETCTBYIOLWMX YYETHO-pPermcTpaunoHHbIX dopmax criegytowme
napameTpbl XpaHeHUs U TpaHCMNOPTUPOBAHUS:

- Temneparypy;

- YPOBEeHb 3anacoB NPoAYKTOB AN KIIMHNYECKOrO UCMOMb30BaHuUs;

- OTMpaBreHHble MPOAYKTHI U pearbHO MOJTy4YEeHHbIE;

- BpeMsi OTNPaBKu 1 NOAyYeHust;

- NoANUCK OTBETCTBEHHbIX JTULL.

7.11 KapaHTuH. Beinyck rotoBon npoaykuuu. Beigaya. loctaBka

7.11.1 KapaHTuH

B opraHuzauuu gomkeH 6bITb onpeaeneH nopsiaok pasMelleHns Ha KapaHTrH:

- HeobcnegoBaHHOM KPOBU 1 ee KOMMOHEHTOB A0 MonyveHns pesynbTatoB obcnegosaHus obpasuos
OOHOPCKOM KPOBU;
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- o6crnegoBaHHOM CBEXE3aMOPOXEHHOW NNasmbl 40 NOSyYeHWs pesynbLTaToB NOBTOPHOro o6eneaosa-
HWs1 JOHOpPa Ha Hanu4e MapKepoB MHeKLA, NepedatoLLnXcs Yepes KpoBb;
- pacxogHelX Matepuanos (KOHTeHepoB Ana cbopa KpOoBMW, peareHToB, Ae3UHMULMPYIOWNX cpeacTs
1 ap.) 40 NONYYEHNs pe3ynbTaToB BXOAHOMO KOHTPONS.
KpoBb 1 ee KOMMOHEHThLI, a Takke MaTepuarbl, UMeloLMe CTaTyC «Ha KapaHTUHE», OOIMKHbI XpaHUTbCA
OTAenNbHO OT NPoAYKLMN, paspeLleHHON K UCNOMb30BaHuIo.
7.11.2 BbInyck rotoBoi npoayKkuuu
7.11.2.1 OBwume NnonoxeHna
[ns npefoTepalleHns BbinycKka NpoayKuum (KpOBKU U ee KOMMOHEHTOB), He COOTBETCTBYIOLLEN YCTaHOB-
NeHHbIM TpeboBaHWAM, B OpraHnsaLnm B agMMHUCTPaTUBHOM NOpsaKe A0MMKHbI ObITb HAa3HAYEHbI OTBETCTBEH-
Hble n1ua, UMetoLL e NosTHOMOYUS Ha UBMEHEeHWe cTaTyca KOHTPOSS U BbIMYCK FOTOBOW NpOAYKLIMK.
PelueHune o rogHOCTM Kaxkao eauHULLBI TPOaYKLUM MOXKET BblTb MPUHATO TONBKO NOCHe NPOBEpKU:
- naeHTUMKaLUM NPOAYKLNK;
- pesynbLTaToB NUccneaoBaHWs 06pasLoB JOHOPCKOM KPOBY;
- BHELWWHero B1uaa 1 LeffoCTHOCTU YNakoBKu;
- PerMcTpaumnoHHbIX AaHHbIX 06 YCNOBUAX XpaHeHUs MPOAYKUMN.
MapKkunpoBKa roToBoM NPOAYKLMUA MOXKET OCYLLECTBMSITLCA TONLKO MOCNE TOro, Kak KpOBb U €€ KOMMOHEH-
Thl NPOLUSIM BCE CTaaumn nepepaboTki U nccneaoBaHns B COOTBETCTBUM C YCTaHOBIEHHbIMU TpeGoBaHUAMMN.
M3meHeHne cTaTyca KOHTPONs 40MKHO BbiTb 3aperucTpupoBaHo B YCTAHOBIIEHHOW perncTpaunoHHOM
dopme, roToBas NpoAYKLNA NepefaHa Ha ckrag roToBon NpoayKuun.
CucTema KavecTBa He 10fKHa oMNycKaTb BbiNycka U NOCTaBku B neuebHo-npodunakTuieckme yupexae-
HWS NPOAYKLAW, HENPUIOAHOW AN KITUHUYECKOro UCNOSb30BaHUS.
7.11.2.2 JokymeHTaums
Heobxoaumo paspaboTath 1 BHegpuTb COM Ha BbINYCK rOTOBOW NPOAYKLIMN.
Mpu BbINYCKe NpoAYKLMN He0BXOAUMO BECTU 3anNuUCH:
- 0 y4eTy NpoayKToB;
- 0 NepeMeLLeHUN MPOaYKTOB;
- O BbISIBITEHHbIX HECOOTBETCTBUSAX.
Mpu BeaeHWM 3anmceit Heo6xoANMO yKa3sbiBaTb AaTy U BpeMsi Bbiycka NPpoAYKLMU U NPOBEPATL NOANUCU
YMOMHOMOYEHHbBIX UL,
7.11.3 Bblgaya KOMNOHEHTOB KPOBU
7.11.3.1 O6wme nonoxeHns
Mopsaok 3akasa KpoBU, BKoYas cTargapTHY0 hopMy 3akasa, A0MKeH BbiTb cornacoBaH ¢ neyebHbIM
yypexaeHueMm, kak npegycMoTpeHo B 7.2 HacToswero ctaHgapTa.
KoMMOHeHTBI KPOBW AOMKHBI OTMYCKATLCA HAa OCHOBE 3asABKW, NOANUCAHHOMN NIMLOM, OTBETCTBEHHBIM 33
TpaHcdysuio.
3aka3s MoxeT 6bITb MPUHAT TOMBKO OT MEAUUMHCKOrO paboTHUKA, YNONTHOMOYEHHOrO NedYebHbIM yupex-
AeHneM Ha rnoslydeHue KOMMOHEHTOB kposwW. Mpu nNpuemMe 3asskn criegyeT MASHTUPULMPOBATL SIMYHOCTb
npeabABUTENS U NMPOBEPUTL NPaBUIILHOCTbL O0opMNeHUa 3aaBkn. HenpaBunbHO oopMNeHHyo 3asiBKy
(oTcyTCTBUE HEOBXOAMMBIX MOANUCER, AaHHLIX U T.N.) cneayeT BO3BpaTUTL B nedYebHoe ydpexaeHue aAns
nepeodopmneHus.
Mpoaykumnsa, umeroLas cTatyc «paspelleHHasa Ansa Bblaauny», AoMKHA ObiTb pasMelleHa B OTAENbHON
3almLeHHON 30He (oTAena Bbigaun, akeneauuun).
Mpu BbIAaYe NpoayKL MM Heo6X0aAMMO:
a) uaeHTMULMPOBATL KOHTEAHEP C NPOAYKTOM KPOBM;
6) npoBepuTh:
- cTaTyc «paspelueHa s Bbiaauny (pekoMeHayeTcs, 4Tobbl aTa npoBepka 6bifa aBToMaTu3MpoBaHa
YCTPOWUCTBAMU CHUTLIBAHUS);
- LernoCTHOCTb YNAKoBKW U BHELUHWIA BUA NPOAYKTA;
- 3TUKeTKy (opopmneHne Haanucen AOMKHO COOTBETCTBOBAaTL Tpe6oBaHUAM, yCTaHOBNEHHBIM B 7.9
HacTosLlero cTaHaapTa);
- CPOK rOHOCTW.
BblaaHHasa npoayKums A0mKHa BbITb yUTEHa.
7.11.3.2 JokymeHTauus
Mo ycMoTpeHuto opraHusaLmMn MoryT 6biTb paspaboTaHbi:
- COIM Ha odopMnieHre 3aKkasa Ha NpoayKLUuLo;
- COIN Ha BbIgavy roToBoi NpodyKLuumn No 3akasy, BKItoyasi Topsaaok AeUCTBUIA B Cllydyae HeCOOTBETCTBY-
rowiero ocpopmIieHUs 3aKkasa Ha KPOBb.
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Mpu Bbligaue KOMNOHEHTOB KPOBU HEOBXOANMO BECTU 3anUCHu:

- 0 npveme 1 Bo3BpaTe 3asiBOK;

- 0 Bblgaye roToBOW NpoayKLMN.

Mpu BeaeHWn 3anncen Heobxo4MMO yKasbiBaTb AaTy BblAayn U MPOBEPSATb NOANUCH YNONHOMOYEHHBIX
nuu (opraHusaunm cnyxoébl kposu, NMY, TpaHCNOPTHON opraHU3aLnm).

7.11.4 JocTtaBKka

[locTaBka MOXeT OCYLLEeCTBMAATLCA opraHusaumeil, MMerLwen MeauuHCKyIo NuueH3uto Ha paboTy no
«TpaHcnopTupoBaHuio». Cuctema [dOCTaBkM [oOmkHa obecreynBaTb COXPaHHOCTb MPOAYKUMMA MpK
TpaHCMopTUPOBAHMWN.

7.12 KoHTponb. UaMepeHus. YnyuwieHua

7.12.1 OO6wwune nonoxeHus

OpraHusauns 4omKHa NPOBOANUTL KOHTPOSb, MOHUTOPWIHT, USMEPEHUS, aHann3 1 yny4eHus, Heobxoam-
Mble ANs NOATBEP>XAEeHUsl COOTBETCTBUS KPOBU 1 €€ KOMMNOHEHTOB YCTaHOBMNEHHbIM TpeboBaHMsIM U NOCTOSIH-
HOro NOBbILLEHUS Pe3ybTaTUBHOCTU CUCTEMbI MEHEXKMEHTAa KayecTBa.

PesynbTaThl 4OMKHBI 6bITE 0POPMIIEHBI 4OKYMEHTANBHO.

7.12.2 BHyTpeHHUe ayauTbl (NpoBepKM)

7.12.2.1 O6Lme nonoxeHns

AyaunT aBNSeTCS OCHOBHBIM ABUraTenieM npoLecca NOCTOAHHOIO YiyyLeHNs U rlaBHbIM UHCTPYMEHTOM
ONs1 TPOBEPKM COCTOSIHUSA Ka4eCcTBa B OpraHmM3aLnu.

Llensmu ayguta sisngaoTcs:

- MpoBepka CUCTEMbI Ka4ecTBa Ha COOTBETCTBUE YCTaHOBMNEHHbIM TpeboBaHUAM;

- onpegeneHune obracTein BO3MOXKHOIO YyyLUeHUA CUCTEMbI Ka4ecTBa;

- NpoBepka 1 oLueHKa 3¢ppeKTUBHOCTU KOPPEKTUPYIOLLIUX MEPOMPUATUIA.

HopmaTtusHoM OCHOBOW ayAnTOB SAABNAIOTCA CTaHAAPThl HA CUCTEMY KayecTBa U COOTBETCTBYIOLWAA HOP-
MaTUBHasi OKYMEHTaLUs opraHn3aunm cnyxobl KpoBU:

- 3aKoHbl Poccuinckon ®egepauun;

- HaUMoHarnbHble CTaHAapThbI;

- TeXHUYecKMe pernamMeHThl;

- MpUKasbl N UHCTPYKLUK;

- paboyas gokymeHTauus (COMbl, METOAMKM BLINOMHEHUS aHaM30B, UHCTPYKLMKU MO 3KCyaTauum
060pyAoBaHUA, UHCTPYKLMM NO TEXHUKe Be30nacHOCT) U T.4.

BHyTpeHHWe ayauThl (NpoBepKN) AOMKHBI MPOBOAUTLCSA B COOTBETCTBUAM C AOKYMEHTaslbHO 0chopMieH-
HO 1 yTBEPXAEHHON NpoLeaypon, koTopas BKIloYaeT B cebsi:

- NNaHMpoBaHne ayauToB;

- paspaboTky nnaHa ayaMToB (MPOBEPOK);

- NoAroToBKy paboyer AOKYMEHTaLWM (B T. Y. ONPOCHBIX NINCTOB);

- NopAOOK NPOBEAEHUS NPOBEPOK B OpraHM3aLmm;

- OTYETHOCTb MO pesyrbTaTamM NPOBEepoK;

- opraHusaLuio MeponpuUsITUiA No NPOBEAEHNUIO KOPPEKTUPYIOLNX ASACTBUIA U KOHTPOMb UX BLINOMHEHUS;

- NOPSAOK NOAroTOBKN 1 0ByYeHUs BHYTPEHHNX ayAUTOPOB;

- OLLeHKY WX 3HaHWIA 1 KBannbukaumm.

BHyTpeHH/e ayauTbl He06X0AMMO NPOBOANTL Ha PErynspHO OCHOBE C Y4eTOM pe3ysibTaToB npeablay-
LMX ayauTOB.

AyanTopbl 4OMKHBI UMETb CcreLMarnbHYo MoAroTOBKY Mo ayanTy cUcTeM KadecTBa B Takux 06n1acTsx, Kak:

- 3HaHWe 1 NoHUMaHWe CTaHO4AapPTOB, Ha COOTBETCTBUE KOTOPBLIM MOXET NPOBOAUTLCH ayauT CUCTEMbI
KavecTBa;

- MeToAbl cbopa CBUAETENbCTB, MX OLIEHKN 1 COCTaBIEHWS OTYETa,;

- OOMNOMHUTENbHBIE HaBbIKW, TakMe Kak niaHupoBaHue, opraHnsauus, obuieHne, cnocobHOCTb ACHO 1
cBob0AHO hopMYyNNpoBaThL KOHLENLUK.

MpoBsepsiemoe noapasaeneHve cnegyeT 3apaHee yBeoOMUTbL O LieNsiX M cpokax ayauta. AyauTop He gon-
)KEeH NPOBEPATb CBOK COBCTBEHHYO paboTy.

7.12.2.2 OTBETCTBEHHOCTb 1 pecypchl

[ns pe3ynbTaTUBHOrO BhIMNOMHEHWUS BHYTPEHHEro ayauTa B KOHKPETHbIE CPOKM PYKOBOACTBO OpraHuaa-
LMW SOSDKHO MPeAoCTaBnTb COOTBETCTBYOLIMM NLAM NOTHOMOYMA U BbIAENNTL HE0BX04UMble PecypChl.

7.12.2.3 lNnaHupoBaHWe BHYTpPEHHero ayanta

Mporpamma BHyTPEeHHUX NPOBEPOK A4OSMKHA paspabaTbiBaTbCs COTPYAHNKOM, OTBETCTBEHHBIM 33 KavecT-
BO, M YTBEPXAaTbCA PYKOBOAUTENEM OpraHusaunm.
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Mpouecchl cUcTeMbl MEHEQKMeHTa KavecTBa U kaxaoe noapasfeneHne opraHusauumn cnegyet npose-
PSIThb, NO KPaUHEn Mepe, OIMH pa3 B rog unuvatle, B 3aBUCUMOCTU OT UX 3HAYNUMOCTN U HeBaronpuATHoOro BNK-
AHWA Ha kayecTBO (0bcrneaoBaHne KpoBU, 3TUKETUPOBaHWE, BbIMYCK U3 KapaHTUHA KPOBWU U €€ KOMMOHEHTOB;
CaHUTapHO-3MMAEeMUONOrMYECKUIA PEXUM U T.N.).

7.12.2.4 TpoBeaeHne BHyTpeHHero ayauTa

"MaBHbBIMW 3a4a4aMN BHYTPeHHero ayanta asnsaoTcs:

- NOATBEPXKAEHNE HaNNYUA U AOCTYNHOCTU BCEX AOKYMEHTOB CUCTEMbI kavecTBa, 0bsizaTenbHbIX ANA
BbITMOSTHEHNSA B NPOBEPSAEMOM NnogpasaeneHnn unn Ha nposepsiemom obwekte: COlMNoB, METOAMK BLIMNOSTHEHUA
aHanu3oB, PYKOBOACTB, rpacdukoB TexobcnykuBaHusa U KanubpoBKK UNN NoBepku oGopyaoBaHUs U Apyrux
CTaHOapToB M HEOBXOAUMBIX 3aMnnCcei;

- noATBePKAEHNe COOTBETCTBUS AEATENbHOCTU NoApasfesieHnin N ux pesynbTaToB YCTaHOBIIEHHbIM
TpeboBaHUAM V1 3aNaHUPOBaHHBIM MEPONPUATUAM;

- NOATBEPXAEHNE COOTBETCTBUSA 3HAHUIN U YMEHUIN COTPYAHUKOB NoapasaeneHuns yCTaHOBIEeHHbIM Tpe-
60BaHMAM B 06N1acTu kKavecTBa.

B xopae BHyTpeHHero ayanTa B nposepsieMblx nogpasaeneHusax Heo6xoauMo NonyunTb 06 bEKTUBHYIO U
[0CTOBEPHYHo MHDOPMaLMIo, Ha OCHOBE KOTOPOW A0SMKHBI BbIThb cAeNaHbl 060CHOBaHHbIE BbIBOAbLI O COCTOSIHUN
JedATeNnbHOCTU No cucTeme KavecTsa. [laHHble MOXHO NOAYYUTb NyTEM ONpoca COTPYAHWUKOB, 3KCMEPTU3bl
AOKYMEHTOB, aHanusa pesyfbTaToB npeabiaywmnx NpoBepoK U MeponpusaTUl NO YCTPaHEeHUIo He4OCTaTKOB.
Bce HabnioaeHns 1 HeCOOTBETCTBUSA, BLIABNEHHLIE B XOAe NPOBEPKU, criegyeT 4OKYMEHTUPOBaTb.

OpraHusaunn cnegyet onpegenute HeobxoauMble BMABI 3anuceid AnA NNaHUpPOoBaHUS, NpoBeAeHUA
BHYTPEHHUX ayaNTOB, BEAEHUSA OTYETHOCTU U NPOBEPKN KOPPEKTUPYIOLLMX AEUCTBWUIA. YNpaBrneHue sanucsaimm
OCYLLECTBAOT B COOTBETCTBNM C YCTAHOBMAEHHOW NpoLeaypo.

7.13 MOHUTOPUHI U UIMEPEHUe NpoLeccoB

OpraHusauus gormkHa NpoBoAUTL MOHUTOPWUHI U U3MEpeHUe NpoLeccoB NPON3BOACTBA, a Takke ApYrux
NpoLeccoB cUCTEMbI MEHEe)KMEHTa KadecTBa (3aKkynku, obydeHue, B3auMoaeincTeume ¢ nevyebHbIMU yupexae-
HUAIMW 1 T.N.) AN SOCTUXEHNA 3anfaHNPOBaHHbIX pe3ynbTaTos.

KoHTpOomb, NPOBEPKM 1 M3MepeHua criedyeT NPOBOAUTL Ha KPUTUYECKUX CTaaMAX npoLecca NpovsBoa-
CTBa 1 UCNONb30BaHNS KPOBMU.

[ns npoBefeHNs KOHTPONA U U3MEPEHUIn NPOLECCOB crieyeT YCTaHOBUTb KPUTUYECKNE KOHTPOSIbHBIE
TOYKN 1 METOAbI KOHTPONS.

KoHTponb Npor3BoACTBEHHbIX NPOLIECCOB BKIIOYaeT B ce6a NpoBepKy:

- TEXHOMOrM4YeCcKUX NapamMeTpoB;

- COCTOSIHMS NPOU3BOACTBEHHOW Cpeabl;

- UIHXEHEePHBIX MH(PPaCTPYKTYP;

- COCTOSIHMSA U TexHU4eckoro obecnyxusaHus 0bopyaoBaHus;

- nepcoHana.

7.13.1 MOHUTOPUHI XpaHeHUA

Cuctema HabnoaeHWs Npu xpaHeHUU (KPOBU, KOMMNOHEHTOB KpoBUW, 06pasLoB, peareHToB, KOHTENMHepPoB
ansi cbopa KpoBu 1 T.M.) AOIDKHA BKIIOYATh B cebsi:

- cpefAcTBa U3MepeHus TeMmneparypbl;

- cUCTeMy perucTpauum TemnepaTyphbl (BKIFOYasa NEPUOAUYHOCTb 3aMepPOB);

- cUCTeMy OroBeLLeHUs], YCTaHOBMNEHHYIO Ha BceM 0b6opyaoBaHuK, KoTopas AoSKHa nogasaTb cUrHan
TPEBOIY NPU HapyLLEeHUN TeMNepaTypHOro pexxnumMa.

PekomeHayeTcs (0cobeHHO Npy yCrioBUM KapaHTUHU3 ALK NNa3mbl) YCTAHOBUTL €4WHBIA NYNbT KOMMblO-
TEPHOro KOHTPONs.

7.13.2 MOHUTOPUHT TPaHCNOPTUPOBaHUA

Heobxoammo BecTu HabniogeHue:

- 3a TemnepaTypoW B Havarne, B NpoLiecce TPaHCNOPTUPOBAHUA U MO NPUBHITUN B KOHEYHBIA NYHKT;

- 3@ NPOAOIXUTENBHOCTLIO TPAHCMOPTUPOBaHUA 13 MYHKTA BblAaun B MYHKT HasHavYeHUs!;

- 33 LLeJTIOCTHOCTbIO YNAKOBKM Mo NpubbITUN.

HabniogeHne 3a TemnepaTypold U BpeMeHeM TPaHCMOPTUPOBAHUA pekoMeHAyeTCca OCyWecTBNATb
nocpeaCcTBOM cneLmarnbHO YCTaHOBMEHHbIX AaTYMKOB U NpubopoB.

7.14 YnpaBneHue usmeputenbHbiM 060pyaoBaHueM

7.14.1 OGOLwMe NoNoXeHUn

Mpu npoussBoAcTBE N KOHTPOJSIE KavyecTBa KPOBU U €€ KOMMOHEHTOB WCMONb3yeTCsl U3MepuTeribHoe
obopyaoBaHue (CpeacTBa U3MepPEHUIA, MPorpaMmMHbIe CPEACTBA, 3TaNOHbI, CTaHAapTHLIE 06pasLibl, BCNOMOora-
TenbHasi annapaTtypa unmn ux komouHauums, Heobxoanmele Ansa BLINOMHEHUA Npouecca uamepexus). ns obec-
nevyeHus1 YBEPEHHOCTU B NOMyYeHUN OBBLEKTUBHLIX, AOCTOBEPHLIX Pe3ynbTaToB U3MEpPEeHUin (pesynsLTaTos
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TECTOB), UCMOMb3YeMbIX B LLeNAX 3aUThl KU3HWU 1 300POBbA AOHOPOB U peuunueHToB, Heobxoaumo obecne-
YATb COOTBETCTBUE 3MepuTenibHoro obopygoBaHus TpeboBaHUAM, YCTaHOBMEHHBIM 3aKOHOAATENbCTBOM
Poccuitckon ®eaepauun 06 obecneveHnn eguHcTBa namepeHnin [1] n sakoHogatenbcteom Poccuiickont deae-
paLnmn 0 TEXHUYECKOM PerynmpoBaHuu.

N3mepeHus, BNnsiroLmne Ha kavecTBO MPOn3BOAMMON U3 KPOBU NPOAYKLUK, a Takke Ha 340pOBbe AoHOpa
1 peLunnueHTa, OMMKHbI MPOBOAUTLCA C NPUMEHEHUEM CPeACTB U3MEPEHWNA (M3MepUTeNbHOro 06opyaoBaHUs)
yTBEPXAEHHOro T1na, Npolwealwmnx nosepky. PesynbraTbl UamMepeHuin AoMKHbI BbITb BbipaXeHbl B eauHULax
BeNUYMH, 4ONYLLEHHBIX K MpuMeHeHuio B Poccuiickon ®eaepaunn.

7.14.2 YnpaBneHue uamepurtenbHbIM 060pyaoBaHueM

Onsa ynpaBneHusi usMeputenibHbIM 060pyi0BaHUEM OpraHu3auumn cneayeT:

- Ha3HaunTb (MPUKa3oM) OTBETCTBEHHOIO 3a COCTOsIHWMEe MeTponorideckoro obecneveHuns (pykosoau-
TeNb nogpasgeneHuns, rae nMeeTca usmeputensHoe obopyaosaHune, Takke HeceT OTBETCTBEHHOCTb 3a COCTO-
SIHAE 1 NPUMEeHeHNe N3MepUTeNbHOro 06opyaoBaHUA U ero CBOEBPEMEHHYIO NOBEPKY);

- onpeaennTb, KaKUMU CpeACTBaMm AOIMKHBI BbITb NPpoBeAeHbI U3MepeHUs, TpebyeMble AnanasoH U ToY-
HOCTb N3MepeHWIA;

- paspaboTaThb 1, Npyu HeoBX0AUMOCTH, aTTeCTOBaTb METOAUKU (MeTOAb!) U3MEPEHWIA;

- COCTaBMWTb NepeYveHb NPMMeHSIEMbIX CPEACTB U3MEPEHUIA, a Takke rpadnk NOBEpKU CpeacTB usmepe-
HWI1 (cornacoBaThb B yCTAHOBIEHHOM MOPSIAKE);

- 0603HaunTL cTaTyc 060pyA0BaHUs B OTHOLUEHU NOBEPKU (C MOMOLLLIO MAPKUPOBKM, 3TUKETKM, YTBEPX-
AEeHHOW 3anncu Uiy Apyrum MeToaom);

- 3aKITHYMTb JOTOBOP Ha perynsipHoe TexHudeckoe/cepBucHoe obcnyXMBaHue CpeacTB U3MepeHui ¢
topUANHECKUMIA NMLAMU UM UHAUBUMAYANBHBIMU NPEANPUHUMATENAMN, UMEIOLLMMU NINLIEH3NI0 HA PEMOHT
CcpeacTB U3MepeHUH;

- 3aKITH04YNTH JOrOBOP Ha BBIMOSIHEHWUE NOBEPOUHBIX paboT ¢ opraNEecKUMM NMLaM1M U UHANBUAYaNb-
HBIMW NPeANPUHUMATENSAMU, aKKpeAUTOBaHHBIMU B YCTaHOBIIEHHOM nopsake B obnacTtu obecneveHns eguH-
CTBa N3MEPEHUI;

- noasepraTb 060pyaoBaHMe NoBepke:

1) nepBMYHOW (00 BBOAA B 3KCMyaTaumio, a Takke Nocne peMoHTa);

2) nepuoanyeckon (B npoLecce akcnnyatauun);

3) BHeouepeaHol [Mpy NOBpEXAEHUM 3HaKa NOBepPKU, B Cyyae yTpaTbl CBUAETENLCTBA O NOBEPKE, B
cnyyae BBOAA B 3KCMnyaTaLmio cpeacTB U3MePEeHUi Nocne AnuTenbHOro xpaHeHus (6onee ogHoOro Mexxnose-
POYHOro MHTEpPBana), U3BeCTHOM UK NpeAonaraeMom yaapHOM BO3AeUCTBUN Ha CPEACTBO U3MEPEHUIA UK
HeyaoBneTBOpUTENLHOM paboTe Nnpubopal.

PesynbTaThl NOBEPKN CPEACTB U3MEPEHUI YAOCTOBEPAOTCA 3HAKOM NOBEPKN U (MNN) CBUAETENLCTBOM O
nosepke. KOHCTpyKLMS cpedcTBa M3MepeHNA fomkHa o6ecrneynBaTb BO3MOXKHOCTb HAHECEHUS 3HaKa NOBEPKN
B MecTe, AOCTYNHOM ANs npocMoTpa. Ecnn ocobeHHOCTN KOHCTPYKLIMIA MW YCNOBUA 3KCnyaTauum cpeacTea
N3MepeHniA He NO3BOMAKT HAHECTU 3HAK MOBEPKN HEMOCPEeACTBEHHO Ha CPeACTBO U3MEPEHUIN, OH HAHOCUTCA
Ha CBMAETeNbCTBO O NMoBepkKe.

Mony4yeHHble pesynbTaTbl NOBEPKU, TEXOBCMYKMBAHNA OODKHBI ObITb 4OKYMEHTanNbHO oopMeHbl U
coaepXaTtbCcs B NopsaaKe.

Ecnu npu nsmepeHUax npuMeHsItoT KoMbHoTePHbIe MPorpamMmmHbIe CPeACTBa, TO B cocTas 06s3aTeNbHbIX
TpeboBaHWI K cpeacTBaM U3MEPEHUI BKIoUaoTCs Takke TpeboBaHusA K nporpaMMHoMy ob6ecrneyeHunto.

KoHcTpyKLMen nsmeputensHoro o6opyaoBaHus AomkHO GbiTh obecnedeHo orpaHuyeHue gocTyna K
onpeaeneHHbLIM YacTsiM CPeACTB U3MepeHUin (BKItovasi porpammHoe obecneveHne) B Liensx npegoTepalle-
HUS HECaHKLMOHMPOBaHHBIX HACTPOMKN U BMELLATENbCTBA, KOTOPbIE MOTYT MPUBECTU K UCKaXXEHUAM pe3yribTa-
TOB U3MEPEHUNA.

7.14.3 [eAcTBUSA NpU HEYAOBNEeTBOPUTENbHbIX pe3yNnbTaTax NoBepKu

B cnyyae HeyQoBNETBOPUTENbHBIX PE3YLTATOB NOBEPKN CreayeT:

- NMPU3HaTL CPeaCTBO N3MEPEHUIA HeNPUroaHbIM K pUMEHEHUI0, U HAHECT U Ha Hero 3HaK HenpPUrogHoOCTU;

- aHHynunpoBsaTb «CBMAETENbCTBO O MOBEPKEY;

- BbiNncaTh «/3BeLleHne 0 HenpUrogHoOCTUY;

- BHECTU COOTBETCTBYIOLLYIO 3aMUCL B TEXHUYECKYHO AOKYMEHTaLMo, MPY 3TOM OTBETCTBEHHbIV 32 METPO-
nornyeckoe obecnevyerHne 06a3aH BeIBECTU 060PYAOBaHNE U3 3KCTTyaTaLMK, a TakkKe NPUHATL KOPPEKTUPYHo-
e OeNcTBAS B OTHOLIEHUW MpPOAYKTOB (pe3ynbTaToB), KOTOpble Obinn W3roTOBMEHbl (MOMyYeHbl),
nccneaoBaHbl UK TECTUPOBaHbI Ha AaHHOM 0GOPYA0BaHUN CO BPEMEHM NOCneaHe N NOMOXUTENbHON NOBEPKA.
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7.14.4 KoppekTupyolwue AecTBUA

OpraHuzauus gomxkHa paspaboTaTte NOAUTUKY U NpoLeaypy 1 onpeaenivTe COOTBETCTBYHOLLME NOSTHOMO-
UYKsl Ha NPUHATUE KOPPEKTUPYIOWWMX ASNCTBUIA B CriydasiX, €Crn BbisIBfieHbl HECOOTBETCTRYIOWasA paboTa unu
OTCTYNMeHus1 OT NpoLieayp, NPeAyCMOTPEHHBIX CUCTEMON MEHEPKMEHTA UMW TEXHUYECKUMUA onepaLuaMu.

B cny4yae Heobx0aAMMOCTU NpoBeaeHUA KOPPEKTUPYIOLMX ASACTBUIA OpraHM3auus AomkHa BbibpaTb 1
npuHATbL AecTBUe(s1), Hanbonee noaxoaslwee(ne) AnA ycTpaHeHUs npobnemMbl U NpegoTBpaLleHus ee (Ux)
NOBTOPEHUS.

Koppektupylouwie aOeicTeus OOMKHBI ONTUMalnbHO COOTBETCTBOBATb MacwiTaby W onacHocTu
npo6nembl.

OpraHusauus gomxHa 3afokyMeHTUPOBaTb U peannsoBaTth Bce TpebyeMble U3MeHeHUs], UCXOAA U3 aHa-
nn3a KOPPEKTUPYIOLWNX AEACTBUNA.

7.15 MOHUTOPUHI U KOHTPONb NpoAayKLUU

OpraHusauus AofmkHa OCyLeCTBATbL BXOAHOW KOHTPOSb, KOHTPOSb B NpoLecce NPpou3BoAcTBa, BblIbo-
POYHbIA KOHTPOSb U KOHTPOSb Ka4yecTBa rOTOBOM MPOAYKLIMN.

7.15.1 BXxoQHOMN KOHTpONb

BxoaHOWM KOHTpOSb SAIBASIETCA HEOTHLEMIIEMON YaCThbi0 MpoLecca U3roToBNEeHUS KOMMNOHEHTOB KPOBW, ero
NpPOBOAAT ANA NpeAoTBPaLLEHNA UCNIONb30BaHUS B MPOU3BOACTBE NPOAYKTOB U MaTepUarnoB, He OTBeYaloLWnxX
yCTaHOBIIEHHbLIM Tpe6GoBaHUAM.

MepeyeHb pacxoAHbIX MaTepuanos, NoanexXawmx BXOgHOMY KOHTPOIO, YCTaHaBNMBAIOT C Y4ETOM UX
BMUSIHUSA Ha Ka4eCTBO rOTOBOMO NpoaykTa. [NokasaTtenu n Kputepum KayecTsa ycTaHaBNMBAalOT Ha OCHOBE Tpe-
60BaHMN HOPMATUBHBIX AOKYMEHTOB.

BxogHOMy KOHTpOnto noanexar:

- 3aKyrnaemble MaTepuarnsl (KOHTeHepbl Ansi cbopa KpoBU, peareHTbl, TeCT-CUCTEMbI, A€3UHDULUPYIO-
Lme cpeacTaa v apyrue);

- o6pasLbl AOHOPCKOM KpoBU (Npy NpueMKke B nabopaTtopuio);

- eAMHNLbI AOHOPCKOW KpOoBM (Npy NpMeMke Ha nepepaboTky, B oTAen Bblgaun Npoaykuunm).

7.15.2 KoHTponb B npouecce NpoU3BoOACTBa

KoHTponio B npoLecce NpousBogCcTea nogriexar:

- pacxogHble MaTepuansl (KOHTelHepbl Ans cbopa KpoBW, peareHTbl, TeCT-CUCTEMbI, Ae3UHbULUPYIO-
Lne cpeacTBa, UHCTPYMEHTHI, MSITKUe MaTepuansl 1 Ap.);

- 06beKTbl BHELLHe cpebl (PYKU MeANLIMHCKOro NepcoHana, koxa Nnokresoro cruba goHopa, npobbl BO3-
Ayxa, NOBEPXHOCTU CTOMOB, CTEH, MOTONKOB, 060pyAOBaHNA U T.N.).

7.15.3 KoHTponb rotroBou npoayKuuun

7.15.3.1 O6LwWune nonoxeHus

OpraHunsauus gomkHa ocyLLeCTBAATL KOHTPONb KavyecTBa rOTOBOW NPOAYKLUMN Ha COOTBETCTBUE YCTa-
HOBIIEHHbIM TPeboBaHMAM.

KoHTponb kayecTBa KOMMOHEHTOB KPOBU cneayeT NpoBoAUTL BLIBOPOUHO No 3apaHee paspaboTaHHOMY
nnaHy, KOTOpbIN BKMoYaeT B cebsi:

- 4acToTy NpoBeAeHUsI MPOBEPOK;

- cnocobbl 0THOpa Npob;

- 06beM BbIGOPOK.

MnaH cneayeT paspabaTbiBaTb C y4ETOM PUCKOB NEPEKPECTHOro 3arpsasHeHus (NpoaykToB, o6pasuos
Mpyu UCNOMb30BaHUM HeCcoBepLUEHHBIX MeToAoB 0T6opa Npob), a Takke PUCKOB, BO3HUKAOLMX NPy NpoBeae-
HUW KOHTPOIS U UCNBITAaHUIA KPOBU N €€ KOMMOHEHTOB.

7.15.3.2 KoHTponb nepeq Boigavel B nevebHoe yupexaeHue

HenocpeacTBeHHO nepepn BblAavelt roToBoM NpoaykuMn B nevebHoe yupexageHne HeobxoanuMo npo-
BEpUTH:

- upeHTUMKaUmo NpoayKTa;

- cTaTyc KOHTPONS;

- cooTBeTCTBUE rpynnbl ABO 1 pesyc-chakTopa KOMNOHEHTa KpOBM 3aKasy;

- CPOK rOHOCTY;

- BHELLHWIA B1A.

[aHHbIe 0 pe3ynbTaTax KOHTPOMSA AOMKHBI PErUCTPUPOBATLCA.

MeToabl M KPpUTEPUUN KOHTPOA YCTaHOBMEHbBI HOPMATUBHBIMW NPABOBLIMU aKTaMu, a Takke BHYTPEHHUMU
[OKYMeHTaMu opraHusaLum cryx6bl Kposu.

KoHTponb kauecTBa KOMMNOHEHTOB KPOBU MO APYrMM nokasatensM (06bem KOMMOHEeHTa; akTUBHOCTb
AelicTBytoLero chakTopa; cTepunbHOCTb; pH 1 T.1.) cregyeT npoBoANUTbL BbIBOPOYHO, Mo 3apaHee paspaboTaH-
HOMY nnaHy.
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OpraHuaauna AomkHa perncTpupoBaTh B COOTBETCTBYHOLEN Y4ETHON AOKYMEHTaLUN AaHHLIE O pe3yb-
TaTax KOHTPONS, UCNbITAHWUIA, U3MEePEHUIA NPOLLECcCOoB U NpoAyKUMKU. 3Ty nHdopmaumio Heo6xoanUMo BHOCUTL
B 6a3bl JOHOPCKUX AaHHBIX U KOMMOHEHTOB KpoBu (cM. 6.10).

B 3anucax gomkHbl 66iTb NpeaycMoTpeHbl NoANUCHU NnL, CaHKLMOHUPOBABLUMX pesynbTaTbl KOHTPOA U
U3MepeHnn.

7.16 YnpasneHue HecoOTBETCTBYIOLLEN NpoayKUUen

7.16.1 O6wue nonoxeHun

OpraHusauua gomkHa onpedenutb nopsiaok paboTbl ¢ HECOOTBETCTBUAMU U HECOOTBETCTBYIOLLEN NPo-
AyKUMEN, KOTOpbIN AOSMKEH BKMoYaTh B cebsi:

- perncTpaumio HeCoOTBETCTBUNA;

- MOBTOPHbLIA KOHTPOSb NPOAYKLMNA.

OpraHunsauus gomkHa obecneunTb, YTOBbl NPOAYKLUNA, HE COOTBETCTBYOWAaA TpeboBaHUAM, Gbina BbiSB-
neHa n HaxoAunachb Mo KOHTPONieM C Lenbio NpefoTBpalleHns ee MOCTaBku WM HenpegHaMepeHHOro
NCNONb30BaHMSA.

7.16.2 O6BeKTbI HECOOTBETCTBUMA

Ob6bekTaMn HeCOOTBETCTBUI B OpraHvu3aLmm cnyx6bl KpoBU MOTyT ObITb:

- KPOBb M KOMIMOHEHTLI KPOBMU;

- AOHOPbI (MMeloLLME NMPOTUBOMNOKasaHUs K AOHALUAM);

- ycnyru (peakummn 1 ocnoXHeHUs1 y AOHOPOB Ha A0HALMIO; NOCTTpaHChY3NOHHBIE OCNIOKHEHUS Y peLunu-
eHTOBUT.A4.).

7.16.3 BbisiBNeHMe HECOOTBETCTBYIOLLEN NPOAYKUUN

HecooTBeTcTBylOWasA NpoayKUUa MOXeT BbITh BhISIBNEHA B pe3ynbTaTe:

a) KOHTPOnNs creayoLmx BUA0B:

- BXOOHOr0 KOHTPOJS NPOAYKTOB U MaTepuaros;
- MeauuuHckoro obcneaoBaHus OHOPA;

- obcnenoBaHusl AOHOPCKOM KpOBY;

- TECTOB Ha COBMECTUMOCTb;

- TEXHOTOMMYECKOro KOHT OIS MPON3BOACTBA;

- KOHTPOMA CTEPUINBHOCTH;

- KOHTPOS TOTOBOW NPOAYKLNM;

- KannbpoBKKM /noBepkM 0Bopya0BaAHUS;

- MOHUTOPUHra (HabnoaeHus);

6) BHYTPEHHUX COODLLEHWNIA O HECOOTBETCTBUSX (OT MoApasgaeneHuin);

) BHYTPEHHMWX W BHELLHUX ayaMTOB Ka4ecTBa;

4) paccMoTpeHus xanob notpebutenein;

€) aHanusa pekramaunii v NpeTeH3ni.

7.16.4 TMpoueaypaynpaBneHUs HeCOOTBETCTBYIOLWEN NpoayKLmen

OpraHnsauns 4ormkHa yCTaHOBWTb NpoLeaypy Mo YrpasnieHuio HECOOTBETCTBYIOLLEN NPOAYKUNEN, KOTO-
pas BKntovaeT B cebs:

- OTBETCTBEHHOCTb 1 NOMHOMOYUA Ha MPUHATAE PELLEeHUSA B OTHOLLEHUN HECOOTBETCTBYIOLLE NpoayK-
U/ AOHOPOB, HENPUroAHbIX ANl AOHALNK;

- naeHTUMKaLMIO M N30NMPOBaHNE HECOOTBETCTBYOLLE N MPoAYKLMW/OTBOA OT AOHOPCTBA;

- NpoBedeHNe NOBTOPHOIO KOHTPOS;

- AOKyMeHTanbHoe ohopMIieHne;

- OT3bIB NPOAYKLMM (NpK HeobXoaNMOocCTH);

- YTUAN3aL Mo NPOAYKLMN B Criydae Npu3HaHus ee okoH4YaTenbHOro HECOOTBETCTBUS.

B opraHunsaunm 4omkHbl 6bITb Ha3HaYeHbl OTBETCTBEHHbIE N1La, MOSTHOMOYHbIE MPUHUMATb PELUeHNs Mo
HeCcooTBETCTBUAM (OTBEAEHNe OT JOHOPCTBA, BOCCTAHOBIEHWE B JOHOPCTBE, CaHKLMOHUPOBaHNE NCNONb30-
BaHWSA NPOAYKUWMK, Npu3HaHue bpaka, yTunmsaumm npoaykumMm n .4.).

7.16.5 O6palleHue c pa3nMyHbiMU 06 bEKTaMU HECOOTBETCTBUSA

7.16.5.1 Mopsaaok obpalleHns c HeCOOTBETCTBYHOLWEN NPOAYKLNeA/HECOOTBETCTBUAMM

HecooTBeTcTBYlOWAs NPoAYKUMA A0MKHA BbITh NAGHTUDMLMPOBaHa, B3ATa Ha y4YeT 1 nepeMelleHa B
cneunanbHo OTBeAeHHOE U 3almieHHoe oT cBoboaHOro AocTyna noMelueHune (MecTo).

B cniyyasx, korga nocre Bblga4m KOMNOHEHTOB KPOBU B fieHe 6HO-NpounakTnyieckoe yupexaeHne Beisis-
naTes:

- FeMOTPaHCMUCCUBHBIE UHPEKLMM Y OHOPOB, Bbl3BaHHBIE U3BECTHLIMA HA MOMEHT 3aroTOBKUA KPOBU
naToreHHbIMU BUONOrMYECKUMU areHTamu;

- NaToreHHble 61oNorMyeckne areHThl (B Nnasme) B AOHOPCKOM KPOBM;

29



rOCT P 53420—2009

- HapyLUeHWs npoLieaypbl UICCNIeA0BAHNSA KDOBU Ha HanM4Me natoreHHbIX GUOIorMYeckuX areHTos,

a TaKke B Cry4ae nony4eHns nHopmaumm o BbIIBNEHUW Y peLneHTa nHdeKLUMOHHOro 3aboneBanms,
NCTOYHNKOM KOTOPOTo BbIn nnv mMor BbITb 4OHOP, OpraHn3aLmsa AOHOPCTBA KPOBU OOIIKHA:

- NPOBECTU PETPOCMEKTUBHbIA aHanu3 npeabiayLUMX AoHaLuiA 3a Nepruoa He MeHee 6 Mec;

- OLIeHNUTb HeOBXOAMMOCTb OT3bIBA U3rOTOBMNEHHBIX MPOAYKTOB KPOBU, NPUHUMAs BO BHUMaHWe BMA 3a60-
neBaHWsA, NHTepBarn BpeMeHn Mexay AoHaLumnen n uccregosaHnem KpoBU;

- NMMCbMEHHO NPoNHMOPMUPOBaTL NoTpebuTenei;

- MPOBECTW MEPONPUATUS, HanpaBeHHble Ha NpeaynpeXxaeHne HeCoOOTBETCTBUNA.

7.16.6 3anucu

Jtoboe HecooTBETCTBME KavyecTBa 1 NPUHATLIE A4eNCTBUSA OOIMKHbI OblTb 3aperncTpupoBaHbl no dopme,
yCTaHOBMNEHHOW B opraHusaLm (B Buae coobLueHus1, oT4eTa, KapTouKy, akTa n T.n.).

3anncu o xapaktepe HeCOOTBETCTBMA 1 NOBbLIX NOCNeayroWmMX NpeanpuHATEIX AEeACTBUAX, BKoYas
CaHKUMOHNPOBaHHOE paspelleHne Ha BOCCTaHOBMEHWE B AOHOPCTBE, BhINYCK/NMPUeMKY NpodyKunm, skcnnya-
Tauuo obopyaoBaHus 1 T.M., AOMKHbI NOAAEPXKMBATLCA B paboyeM cocTosHUN cornacHo TpebosaHuam 5.8
HacTosiLero cTaHaapTa.

Mpu BbIfBNEHWUM NOBOro HecooTBETCTBUA 06A3aTENLHO NPOBEAEHNE NOBTOPHOIO KOHTPOMS.

7.16.7 [eAcTBUA NpU BbISIBNIEHUN HECOOTBETCTBUSA

Ecnv HecooTBeTCTBUS BbISBIIEHBI MOCHE MOCTaBKM UM HaYana UCnosib3oBaHUs KPOBU UM ee KOMIMOHEH-
TOB, Heo6xoaMMo:

- OMOBECTUTb 3auMHTEepPecoBaHHbIX MoTpebuTenei (nevebHble ydpexaeHUs, BbILLECTOosLMe opraHbl
ynpaeneHusi 3gpaBooxpaHeHnem U T.n.);

- 0TO3BaThb OT NOTPebUTENs HECOOTBETCTBYIOLLYIO NPOAYKLMIO;

- NPOAYKLMIO, MOMYYEHHY0 C NPUMEHeHNeM HeCOOTBETCTBYHOLUMX MaTepunanoB unu obopynosaHus ¢
HeyaoBMNeTBOPUTENbHBIMU pesynbTatamu KannbpoBKU/NOBEPKU, MAEHTUDMLMPOBATL, NpoaHanM3upoBaTh
nocrneacTBus U, B CryYae BbICOKOrO puUcKa yxydlleHWs kadecTBa M 6e30macHOCTM, Takke OTo3BaTb OT
noTpebutenen.

Ecnu B pesynbTaTe aHanusa HecooTBETCTBUIA KPOBb U €€ KOMMOHEHTHI NPU3HaHLI OKOHYaTESbHO Henpu-
roAHBLIMU A1 UCMOSb30BaHUS, TO MPOAYKLMA A0MKHA BbITb YHUUTOXEHA B COOTBETCTBUU C AOKYMEHTUPOBAH-
HOW NpoLieaypon.

7.16.8 AHanus gaHHbIX

OpraHuszauns gomkHa onpegenstb, cobupaTb M aHanusuposaTb He06xoAMMbIE AaHHbIE AnA NOATBEpXK-
AeHUs1 NPUroaHOCTN U pe3ynbTaTUBHOCTU CUCTEMbl MEHeKMEHTa KayecTBa. ITU AaHHbIe MOTyT BKNoYaTh B
cebs:

- AaHHbIe O Ynche eanHUL, NPOU3BEAEHHON NPOAYKLMN;

- uHcbopMaumio o pesynbTaTax obcrneoBaHUs AOHOPCKON KPOBM NMPU BbIMYCKE U3 KapaHTUHA U MapKUpOB-
Ke npoayKuuu;

- AaHHble Xanob, peknamauui, npeteH3ui NMY n apyrux notpeburtenen;

- 3aperucTpupoBaHHbIE pe3ynbTaThl 06cnei0BaHUS U KOHTPOSIS Ka4eCcTBa rOTOBOM NpoAYKUMN.

7.16.9 YnyuweHusn

OpraHusauusi 4oMKHa NOCTOSIHHO NOBLIWATHL Pe3yNbTaTUBHOCTb NPOLIECCOB CUCTEMbl MEHEeKMEHTa
KauecTBa NocpeACTBOM UCMOMb30BaHWS AaHHBIX NPOBEPOK I0ObIX BUAOB (B TOM YMiChe ayauTos), aHanunsa
OaHHbIX, KOPPEKTUPYIOLWNX U Mpedynpexaalolnx OeNCTBUN, a Takke aHanusa CUCTEeMbl MeHeQKMeHTa
KayeCcTBa CO CTOPOHbI BbICLLETO PYKOBOACTBA.

7.16.10 KoppekTtupyiowue 1 npegynpexaaoLiue AeNCTBUA

OpraHusauus 4orpkHa npegnpuHUMaTh KOpPeKTUpyoLwmne unu npegynpexaatowme AeicTBUA B pesyrib-
TaTe NPOBEPOK, KOHTPOSISA, UCNIbITAHWIA (B TOM YUCHe ayauTOB) ANS yCTpaHEeHUs! MTPUYUH HeCOOTBEeTCTBUI 1 ANS
npeaynpexaeHnst UX NOBTOPHOro BO3SHUKHOBEHMUS.

OpraHusauus AomKHa onpeaennTb AeACTBUSA, YTOBbI yCTPaHUTb MPUYNHBI BO3MOXXHBIX peaKL Ml v OCIIOX-
HEHWIA Y IOHOPOB U PELMNUEHTOB, NONyYaloLWUX TpaHchy3un.
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Bubnuorpadua

[1] ®enepanbHbIf 3akoH «O6 o6ecneveHMn eguHCTBa N3MepPEeHUn» oT 26 nioHst 2008 1. Ne 102-03
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