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[lpeaucnoBue

LlennunpuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHU4YecKOM perynupoBaHun», a npaBuna npmMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 PASPABOTAH YuypexageHnem PoCcCUUCKOM akageMunm MeauuUHCKUX Hayk ['emaTonormyeckuw
HayYHBIM LLIEHTPOM

2 BHECEH TexHnyeckum komutetom no ctaHgaptmusaumun TK 466 «MeguuMHCKMe TeXHONormm»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCcTBa rno TEXHNYECKOMY
perynupoBaHuo 1 metponorun Poccunckon ®egepauunn ot 28 oktsaops 2009 r. Ne 485-CT

4 BBEAEH BI'NEPBbIE

5 NMEPEN3OAHUNE. Hoabpb 2011 .

VIHgpopmMmayuss o6 UBMEHEeHUSIX K HacmosuweMy cmaHoapmy rybnuKkyemcs 8 exea200H0o u3oasaeMoM
UHpOPpMaULUOHHOM yKalamerse «HaluuoHanbHbie cmaH0oapmhei», a mekcm U3MeHeHUU U NMorpasoKk — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPpMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae riepecmompa
(3aMeHbl) Ui OMMeEHbI Hacmosaue20 cmaHoapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXXeMeCsIYHO U30asaeMoM UHpopMayUOHHOM yKka3zamerne « HayuoHanbHbie cmaHOapmeily. Coomeemcmey-
rowas UHgbopmayus, yeeooMIieHUe U meKkcmaei pa3Melaromcs makxe 8 UHpopMalyUuoHHOU cucmeme obuieao
rone308aHuUss — Ha oguuuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem
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HacToawumn ctaHaapT He MOXeT ObITb MNOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXMPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHns PegepanbHOro areHTCTBa Mo TEXHUYECKO-
MY PErympoBaHnto 1 MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

KPOBb JOHOPCKAA U EE KOMITOHEHTDI

O6Lmne TpeboBaHUA K obecneyeHUIO KayecTBa NMpPU 3aroToBKe, nepepaboTke, XpaHEeHUN
M UCNONb30OBaHUU AOHOPCKON KPOBU U €e KOMMOHEHTOB

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

NaTta BBegeHnsa — 2010—09—01

1 O6nactb NpMeHeHUA

Hactosawmni cTaHaapT ycTaHaBnUBaeT obuue TpeboBaHUA K obecneveHUo KavyecTBa Npu 3aroToBkKe,
nepepaboTKe, XpaHeHUN N UCTMONb30BaHUN AOHOPCKOW KPOBU N €€ KOMNOHEHTOB.

HacTosawmn cTaHaapT npeaHasHavyeH ang npuMeHeHUs opraH3aumssMmmn goOHOPCTBA KPOBU, MeaAULUHCKU-
MU OpraHnsaunaMmm nydpexxgeHnamm dpegeparnbHbIX, TEPPUTOPUaAnbHBIX U MYHULMNANBHBIX OPraHOB ynpasie-
HUASA 3apaBoOXpPaHEeHNEM, CUCTEM 0DA3ATENbHOrO N A0OPOBONLHOMO MEeAULIMHCKOrO CTpaxoBaHUA, APYTMMIA
MeAUUMHCKUMIK  OopraHMsaumMsiMmn  pasfiMuHbIX  OpraHun3aunoHHO-NPAaBOBLIX  MOPM  AeATEeNbHOCTH,
HanpaBneHHOW Ha oKasaHe MeaULUMHCKOM NOMOLLMN.

2 HopMaTuBHbIE CCbINKN

B HacTosiLeM cTaHOapTe UCNOMNb30BaHbl HOPMAaTUBHLIE CCHINKLA Ha creayiollme ctaHaapThl:

[OCT P WNCO 9000—2008 Cucrtembl MeHegkMeHTa kadecTBa. OCHOBHbIE NMOMOXKEHUA U CNOBapb

[OCT P 52938—2008 KpoBb aoHopckasi U ee KOMMNOHeHThl. KOHTeWHepbl C KOHCEPBUPOBAHHOW KPOBbLIO
M1 ee KoMnoHeHTaM. MapknpoBka

[TpnumeyaHune—Illpu NONb30BaAaHMM HACTOSILLMM CTAHAAPTOM LenecoodbpasHo NPOBEPUTL AENCTBUE CCbINOM-
HbIX CTaHO4APTOB B WMHMPOPMAUMOHHOW CUCTEME ODWero nonb3oBaHusag — Ha oduumanbHom cante PegepanbHOro
areHTCTBa NoO TEXHNYECKOMY PErynmpoBaHuUo U METPOIOrMU B ceTu MIHTEPHET nnun No eXXerogHo n3gaBaemMmomMmy nHQoOpma-
LMOHHOMY YKa3aTtento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYOBNMMKOBAH MO COCTOSHMIO Ha 1 SIHBAPS TEKYLWEro roaa, u
N0 COOTBETCTBYIOWMNM €XEMECAYHO U3daBaeMblM MHPOPMALMOHHBIM yKa3aTensam, onybriMKOBaHHbIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUMN HACTOSIWMM CTAaHAAPTOM CreayeT PyKOBOACTBO-
BaTbCH 3aMEHAKLWUM (MBMEHEHHBIM) CTaHAAPTOM. ECnun CCbINOYHbIM CTAaHAAPT OTMEHEH Be3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM gaHa CChINKa Ha HEro, MPUMEHSIETCSH B YaCTU, HE 3aTparmBatoLlEen 3Ty CCbISIKY.

3 TepMUHbI N onpegeneHus

B HacTodawem ctaHaapTte npuMmeHeHbl TepMuHbl no FOCT P NCO 9000, a Takke cnegyrowine TepMMHbBI C
COOTBETCTBYOLWMMU onpeaeneHNIMHN:

3.1 aygut(npoBepka): CuctemaTtnyeckmn, He3aBUCUMbIA N OOKYMEHTUPOBAHHBLIN NMPOLLECC NONYyYEeHUS
CBUAETENLCTB ayauTa (NpoBepKkn) N 0O BLEKTUBHOIO UX OLIEHUBAHWUSA AN YCTAHOBMNEHUA CTENEHW BbINOMHEHUS
cornacoBaHHLIX KpUTepueB ayguTa (NMpoBepKn).

3.2 Banupauua: [loaTesepxaeHne Ha OCHOBE npeacTaBneHns OO bEeKTUBHLIX CBUOETENbCTB TOro, UTO
TpeboBaHUA, NpegHa3HavYeHHble A1 KOHKPETHOMO MCNONb30BaHUA UM NPUMEHEHUS, BLIMOMHEHbI.

3.3 Bbicluee pykoBoacTBoO: Jlnuo nnu rpynna paboTHUKOB, OCYLLIECTBIAOLLINX PYKOBOACTBO U yNpaB-
NeHune opraHmnsaumen Ha BbiCLLIEM YPOBHE.

U3paHune odbmumanbHoe
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3.4 remoTpaHCcMUccUBHbIe UHbekUuUuU: VHdekLnmn, cBa3aHHble ¢ 3apaXkeHneMYepes KPoBb U ee NMpo-

OYKThI.
3.5 pokyMeHT: MlHdopmaLuns, npeacTaBlieHHasa Ha COOTBETCTBYIOLLIEM HOCUTENE.

[TpumeyaHwms:

1 Hocutenb MOXeT OblTb BYMaXHbIM, MarHUTHbIM, 3MNEKTPOHHBLIM UMM ONTUYECKUM KOMMBIOTEPHBIM OUCKOM,
doTorpadunen nnn 3TanoHHbIM 0BpPa3LOM, UNTU NX KOMBUHALIMEN.

2 KoMnnekrt 4OKYMEHTOB, HanpumMmep cneundukaumm v 3anncen, 4acto Ha3bIBalOT « AOKYMEHTaUNN Y.

3 HekoTtopble TpeboBaHunsa (Hanpumep, TpeboBaHusA K pasbopumBOCTU TEKCTA) OTHOCHATCSH KO BCEM BUAAM AOKYMEH-
TOB, 0AHAKO MOryT BbITb 0CObbIE TPebOBaHUA K cneynpukaunsam (Hanpmmep, TpeboBaHUE K yNpaBleHUo NEPECMOTPaAMM ) U
zanucsm (Hanpumep, TpeboBaHne K BOCCTAHOBINEHUIO).

3.6 3anucb: [OoKkymMeHT,coaepXalunn aoCTUTHYThIE pe3ynbTaThl UM CBUAETENbLCTBA OCYLLECTBIIEHHOW
nesaTenbHOCTA.

3.7 naeHTUMPUKaLUOHHbLIA HOMep AOHauUuu: YHUKaNbHbIA HOMEpP, NpUCBaMBaeMbld NPU KaXXKOoW
OoHaUMK ANs MapKUPOBKU BCEX KOMMNOHEHTOB U 0OpasLoB KpOBK, NONYYEHHbLIX B Xo4e A0oHaLUN.

3.8 ucnbitaHue: OnpegeneHune 0gHOU UNMN HECKONBKUX XapaKTepUCTUK CornacHo ycTaHOBMEHHOWU NPo-
Leaype.

3.9 KapaHTUH: 3anpeuleHue Ha nepexoa K cneayroulen ctagum npoLecca Ao 1ex nop, noka He oyayTr
BbINOJTHEHbI YCTAaHOBNEHHLIE TPeboBaHUS.

[TpnmeyaHwme— CraTyc NCXOAHbIX UM YNAKOBOYHbBIX MaTEPUanoB, NPOMEXYTOHYHbIX NPOAYKTOB NN FMOTOBbIX
KOMMOHEHTOB KPOBW, U3OMNMUPOBAaHHLIX hnanyeckn nnu apyrmm adpekTuBHbIM Cnocobom Ha Nepuog NPUHATUS peLleHns
OTHOCUTENBHO UX BbINyCKa, OTOPaKOBKM UNK nepepadoTKu.

3.10 kavyectTBO: CTEneHb COOTBETCTBUS COBOKYMHOCTU MPUCYLLNX XapaKTePUCTUK YCTaHOBMEHHbLIM
TpeboBaHUAM.

[TpyumevyaHNHs

1 TepMUH «Ka4eCTBO» MOXET NPUMEHATBCH C TAKUM NpunaraTeribHblM, KaK Nnoxoe, XopoLwee nnv npeBocxXoHoe.

2 TepMUH «npuUcywmny, ABMNAIKWUNCH NPOTUBOMONOXHBIM TEPMUHY «TMNPUCBOEHHbLINY, O3HA4YaeT UMEeLWNNCs B
4YEeM-TO, OCOBEHHO €CINKN 3TO OTHOCUTCH K MOCTOSAHHbBIM XapakTEPUCTUKAM.

3.11 KoHTponb: [lpoueaypa oLeHMUBAHUSI COOTBETCTBUS NYTEM HADMOAEHUA U CY>XKOEHUI, COMPOBOX-
NaeMbIX COOTBETCTBYHOLLNMNU U3MEPEHUAMMN, UCMBITAHUSIMW UMN KANMOPOBKON.

3.12 KoppekTupymrLlee aeucteue: [encteme, npeanpuHaAToe ANs ycTpaHeHUA NPUYUHBLI OBDHapYXKeH-
HOMO HECOOTBETCTBUA UMK OAPYTron HexXenaTerlbHOU CUTyaLunu.

3.13 KputTudeckue KOHTponbHbIe TOUKU: LUaru, atanel npouecca, npoueanypbl, KOTOpble, eCNn UX He
KOHTPONMMUPOBaTb, MOTYT NMPUBECTU K HU3KOMY Ka4yeCTBY pe3ynbTaToB.

3.14 MeHepXMeHT: CkoopAMHUPOBaAHHaAA AeATENbHOCTL NO PYKOBOACTBY U yNpaBNeHUo opraHunsa-
Len.

3.15 MeHepXXMeHT KavecTBa: CKkoOpAMHUPOBaAHHAA OedATeNbHOCTb MO PYKOBOACTBY U yNpaBleHUo
opraHusaunen NpUMeHUTErNbHO K Ka4eCcTBYy.

3.16 MOHUTOPUHr: [TOCTOAHHO BbINOMHAEMbIA COOP 1M aHaNM3 AaHHbIX 00 OTAENbHbIX BUaax AesiTesb-
HOCTMW.

3.1/ HecooTBeTCcTBUE: HeBbINONHEHUE TPpebOBaAHUA.

3.18 obecneveHune KayecTBa: YacTb MeHeIKMeEHTa Ka4eCcTBa, HanpaBneHHas Ha co3gaHue yBepeH-
HOCTW, YTO TpeDOBaHNA K Ka4eCcTBY OyAyT BbINMOJTHEHBI.

3.19 obopyaoBaHue naMeputenbHoe: CpeactBa U3MeEPEHUA, NporpaMmMmHble cpeacTBa, 3TaNOHbI,
cTaHAapTHbIe obpasLbl, BCnoMoratenbHas annapaTtypa nnm ux KomouHaumsa, Heodbxoaumele Ansi BbINONHEHUS
npoLecca NU3sMepeHus.

3.20 opraHuzauuMm goHOpCTBa KPOBU U €€ KOMMNOHEHTOB (opraHusauua): OpraHusaumm 3apaBoox-
PaHEeHWs1, HAayKU N 0Dpa3oBaHUA, a TakKKe UX CTPYKTYPHbIe nogpasgeneHunst, OCyLIECTBIAOLINE 3aroTOBKY,
nepepaboTKy, XpaHeHue, TpaHCnopTUpoBaHUe, obecrnevyeHUe ©0e30MNacHOCTU [OOHOPCKOW KPOBU U €€
KOMMNOHEHTOB.

3.21 nonutuka B obnacTtu KavyectBa: OO Me HamMepeHUa N HanpaBneHne AeaTeribHOCTU opraHnila-
LK B obnacTtu kavyecTBa, opuumansHo copMynnMpoBaHHbIE BbICLLIAM PYKOBOACTBOM.

3.22 noctaBwWuUK: OpraHusaumna unm nuuo, npegoctasngdrowme npoayKuunio.

3.23 notpedbutenb: OpraHusaums ANn N1Uo, nonydvatoLwme npoayKkuuto.

3.24 npousBoacTBeHHas cpepna: COBOKYMHOCTb YCIMOBUN, B KOTOPbIX BBIMOMHSETCS paboTa.

3.25 npocnexuBaeMocTb: BO3MOXHOCTb npocneanTb UCTOPUIO, MPUMEHEHUE UM MeCTOHaxXoXae-
HUe TOro, YTO paccMaTpUBaETCA.

2
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3.26 npouepypa: YcCTaHOBMNEHHLIN cnocob ocyLecTBNEHNA AEATENBHOCTU U NpoLecca.

3.27 npouecc: COBOKYMHOCTb B3aMMOCBA3aHHLIX M B3aUMOOEUCTBYIOLMX BUOAOB AeATENbHOCTU, Npe-
obpa3syoLasi BXo4bl B BbIXOAbI.

3.28 npouecc uamepeHua: COBOKYNHOCTb onepauun, NpoBoAUMBIX C LieNblo onpeaeneHnda sHavYeHUS
BEJTMYNHDI.

3.29 pyKOBOACTBO NO KadecTBY: [OKYMEeHT, onpeaendaowii CUCTeMY MeHepKMeHTa KadyecTBa opra-
HU3aUUN.

[Tpu™meyaHun e — PykoBoacTBa Mo Ka4ecTBy MOryT pasnuyatbCs No AeTanbHOCTU U3NOXEHUS U DOpMe, UCXOAs
N3 pasmMepa v CIOXXHOCTU KOHKPETHOW opraHmn3auum.

3.30 cuctema: COBOKYMHOCTbL B3aMMOCBSA3aHHbLIX M1 B3aMMOAEUNCTBYIIOLWNX 3NTEMEHTOB.

3.31 cucrema kKadecrtBa: COBOKYMNHOCTb OpraHuU3auMOHHOW CTPYKTYpbl, npoueayp, NPOLEeCcCoB W
pPecypcoB, HeobXoaAMMbIX ANS BbINONMHEHUS TpeboBaHNIN Ka4veCcTRa.

3.32 cucteMa MeHepKMeHTa: Cuctema ans paspaboTkm NMONMUTUKMA N Lenen U AOCTMKEHUS 3TUX
Leneu.

3.33 cucrteMa MeHeOXXMeHTa KavecTBa: CuUcTeMa MeHemMKMeHTa ANnd PYKOBOACTBA U ynpaBneHUA
opraHusaune NPUMeHUTENBHO K Ka4eCTBY.

3.34 cTaHpapTHble onepaunoHHblie npoueaypbl (COlMbI): JokymeHTanbHO 0pOopPMNEHHBIE MHCTPYK-
LI NO BLINOMTHEHWIO paboynx npoueayp.

3.35 ynpaBneHue AOoKyMeHTamMu: PopmMannscBaHHOE yrnpaBneHue BbINYyCKOM, UCMONb30BaHUEM U
NnepecMoTPOM YTBEPXKAEHHLIX AOKYMEHTOB CUCTEMBI KAYeCTBaA.

3.36 ycnyra: HeocsizaemMbln NPOoAYKT, KOTOPbLIN SIBNSIETCA pPe3ynbTaToM, Mo KpauHeEN Mepe, OOHOro
BbIMOJIHEHHOrO AEUCTBUS NPU B3aUMOOEUCTBUU MeXAY NOCTaBLUIMKOM U nMoTpedbutenem.

3.37 xapakrtepuctuka: OTNUUNTENbHOE CBOUCTRO.

4 OpraHu3sauma cucTteMbl MeHeA)XXMEeHTa KayecTBa

HacTosawmni ctaHaapT HanpaeneH Ha obecneveHune BbINONMHEHUS cneayiolmnx 3agay:

- CO34aHNA HOpMAaTUBHOMO obecnevyeHUs AnNs pas3paboTki CUCTEM MeHe)KMeEHTa KayeCTBa B OpraHuaa-
LUSIX AOHOPCTBA KPOBU;

- obecneveHunst besonacHOCTU reMoTpaHCdY3UN.

4.1 06A3aHHOCTU pYKOBOACTBA

PykoBOoACTBO opraHMsaunm (anpekTop/rnaBHbIN Bpay) HeceT OTBETCTBEHHOCTb 3a Ka4eCTBO BblNycKae-
MbIX KOMMOHEHTOB KPOBMW.

PykoBOACTBO OopraHM3auuMm AOMKHO AOBECTU A0 CBeAeHUs BCEro nepcoHana opraHmsaunum BaXKHOCTb
BbINMOMHEHUA TpeboBaHUK noTpebutenen.

Ounpektop (rNaBHbIKM Bpay) opraHmnsaLun, HageneHHbl NOJIHOMOUYUSAMIN, AaHHBIMU BbILLECTOSILLIMM Opra-
HOM, AOJTKEH B3ATb Ha cebs BeAyLLYHo POSib B CTpaTErM4eckom NaHUpoBaHUM 3aroToBKA U NPOM3BOACTBA A0C-
TaTOYHbIX 3anacoB 6e30MNacHOU KPOBW.

PykoBOACTBY crieyeT paspabotartb U peannsoBaTh NOMUTUKY, YCTaHaBNUBAIOLLYO 0bs13aTenbeTBa B
OTHOLUEHUN KavyeCcTBa KOMMNOHEHTOB KPOBMU.

PykoBOACTBY opraHuM3aunn cneayet paspabotarb CUCTEMY MEHE)KMEHTa KayvecTBa, OXBaThbIBaOLLYIO
BCE acneKThbl AeSATENBbHOCTM OT NPUBMNEYEHNSI AOHOPOB, 3aroTOBKU M 0bCcneaoBaHUsA KPOBU, MPOU3BOACTBA, Xpa-
HEeHWS1 U AOCTaBKM KOMMOHEHTOB KPOBU A0 UX UCNONb30BaHUA.

OunpekTop (rNaBHbLIN Bpay) O0MKeH NPOBOAUTbL aHanu3 PYHKUMOHUPOBAHUA CUCTEMBbI KavyecTBa U
NpeaocTaBnsATb HEOOXoAMMBIE pecypchl (PUHAHCHI, MepcoHarn, UHPPAaCTPYKTYPY) ANS AOCTUXKEHUA TPeDYyeMO-
ro KayecTtBa MU 0e30nacHOCTU BhINyCcKaeMon NPoayKLUUKN (KOMMOHEHTOB AOHOPCKOW KPOBMK) N YCNYT (B3ATUSA
KPOBU Y AOHOpPA).

4.2 OpueHTaLUusi Ha noTpedbuTens

OunpekTop (rNaBHbI Bpay) A0mKeH obecnevnTb, 4Tobbl TpeboBaHUA NoTpebutenen dbinu onpeaeneHxsl,
OoBedeHbl 40 nepcoHana opraHusauun U BbIMOSTHEHbI.

[119 3TOro MOXXHO UCNONb30OBAaThL:

- COBellaH1A No Ka4YeCcTBY Ha BCEX YPOBHSX OpraHusaLum;

- BCe BNAbl 0by4eHUs;

- cobpaHua n KoHgpepeHUnu;

- O3HAKOMIEHME npu npmemMe Ha paboTy:;

- HAarngaaHyr armTaymio.

[puMeHnmbl TpeboBaHWA 7.1 HacToALWEro cTaHaapTa.
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4.3 MNMonutTukKa B o6NacTu KayecTBa

ObasaHHOCTU AUpeKTopa (rMaBHOro Bpayva) no obecnevyeHnto Ka4ecTBa OCYLLECTBNAITCS Yepes NonnuTm-
Ky B obnactum Ka4ecTBa, KOTopas AomKHa BKNoYaTh B ceb4:

- OTHOLLEeHWe opraHn3aunn K TpedoBaHUAM noTpedbutenein n cnocobbl X BbINOTHEHUS;

- OTHOLUEHUSA C NoCTaBLMKAMU;

- OTHOLLEHUE K nepcoHany cBoeWn opraHmaasunmn, cnocodbbl BOBNEYEHHOCTUN N 3aUHTEPECOBAHHOCTM BCEro
nepcoHana.

[TonnTnka aomkHa AeMOHCTPUPOBATL, YTO PYKOBOACTBO U NepcoHan NOMHOCTLIO OCO3HAOT 00S13aHHOCTH
1 POSb CBOEN OpraHnsaLUnm Kak noctaBLlKa KOMMNOHEHTOB KPOBW, 3aroTOBMIEHHBIX C COBNIOAEHNEM YCTaHOB-
NeHHbIX TpeboBaHMM K X be3onacHOCTU, AOCTAaTOUHbIX 3aNacoB, a Takke NpaBUbHOro N paLMoHanbHOro UX
MCNONb30BaHUA.

5 Cuctema MeHeOXXMEHTA KavyecTBa

[nsa nnaHnpoBaHUS U pasBUTUS CUCTEMbBI MEHEKMEHTAa KayecTBa Heobxoanmo:

- ONpegennTb KNYeBble NpoLlecchl opraH1saunum U B3aMMOCBA3U MeXay HUMM;

- NPOBECTN aHaNM3 BITUAHUS OCHOBHbIX NPOLLECCOB HAa Ka4eCTBO U 6e30MNacHOCTb KOMMOHEHTOB KPOBU;

- onpeaennTb UCXoAHble AaHHble, 00BEM BbiNycKa NPOAYKLUUW, KOHTPOMNBHBIE NapaMeTpbl U pecypchl.

Heobxoanmo paspabotaTb AOKYMEHTAaUMK CUCTEMbI KayecTBa, BKMIOUANLWYIIO perfamMeHTUpyoLme
OOKYMEHTbI TpeX YPOBHEW:

- cTpaTernvyeckme AOKYMeEHThI: NONTUMTUKA KavyecTBa U PYKOBOACTBO MO KAYECTBY;

- Npoueaypbl CUCTEMbI Ka4eCcTBa,;

- pabouyyo AOKYMEHTaLMUIO.

B opraHusauum gormkHsl ObITb onpegeneHsl GopMbl A1 BeAeHUA NMPOTOKOOB Ka4vecTBa.

5.1 OpraHuzauusa, oTBeTCTBEHHOCTb U NOJTHOMOYUA

Ounpektop (rnaBHbIA Bpay) ANst AOCTUKEHUNA KavecTBa U TpeboBaHMM 6e30MacHOCTM AOHOPCKOU KPOBU U
ee KOMMNOHEHTOB ACMKeH pacnpeaensTs OTBETCTBEHHOCTb U MOMTHOMOYMS NO KAYECTBY.

[domkHa ObITb paspaboTaHa opraH1MsaLUnMoHHAas CTPYKTYpa, BKNovaroLas B cebs pacnpeaeneHune rnonHo-
MOUYNIN B opraHmnsaumn.

[denernposaHue NoMHOMOYNN AOITMKHO COOTBETCTBOBATL KBanUdpukaLUn, OnbiTY U KOMNETEHTHOCTU Nep-
coHana.

Kaxaomy noapasgeneHunio opraHmszaunm cneayet paspabotaTh NONoXKeHWe, ycTtaHaBnmeatrollee 3aaa-
Ui, PYHKLUMN N NOPAOAOK B3aMMOAENCTBUA C APYTMMU nogpasgeneHUamu.

Heobxoanmo paspabotatb AOMMKHOCTHLIE MHCTPYKLUMM ONSl BCEX COTPYAHUKOB, AEATENBbHOCTb KOTOPLIX
MOXET BNMUATb Ha KA4YEeCTBO.

LOMKHOCTHasA MHCTPYKUMA O0IKHA onpedensTb 0bA3aHHOCTU, a Takke cdpepbl OTBETCTBEHHOCTU U
MOJTHOMOYUNIN COTPYAHUKA.

[TepcoHan gomKkeH 4YeTKo 3HaTb CBOU ODA3aHHOCTU U MOTNTHOMOUUS, a TakKe OCO3HaBaThb CBOO POJIb B A0C-
TMXKEHUU Llenen opraHmnsaumm n ocyLLLECTBNEHNN ee NONUTUKK B 0bNacTm KavecTBa M 6e30nNacHOCTU NPpoayKLUK
N YCNyT.

5.2 lNpepacTaBUTeNb PYKOBOACTBA

OupekTop (rnaBHbIM Bpad) A40JKeH Ha3Ha4YUTb NpeacTaBUTeNns No Ka4vecTBY (3aMeCcTUTenNda UM coTpya-
HWKa Nboro nogpasaeneHns ), KOTopbin byaeT HECTU OTBETCTBEHHOCTL 32 CUCTEMY MEHEKMEHTA Ka4vecTBa,
OTYETHOCTb U KoOpAUHaL MO paboT B paMKax cUCTeMbl. HasHa4YeHHOro coTpyaHnka cneayet HagaenuTb CoOoT-
BETCTBYHOLWUMM NONTHOMOYUAMU N pecypcamMun 44 oCcyLecTBNeHUA 3TUX NOJTHOMOYNIA.

5.3 AHanu3 co CTOpPOHbLI pYKOBOACTBA

OupekTop (rnaBHbIM Bpay) AOIKEH NPOBOANTL CUCTEMATUYECKUN aHalnMM3 COCTOSHUA CUCTEMbBI KaYecTBa
N ee pes3ynbTaTUBHOCTMN.

[na aHanunsa Ucnonb3yT cneagytolme BXxoaHble JaHHbIE!

- pe3ynbTaTtbl ayguToB (NPOBEPOK);

- MHpopMaLunto OT nNoTpedbuTenen (kanobewl, peknamauuun, bnarogapHoOCTn);

- pe3ynbTaThl paboTbl KOMUCCUK MO PACCMOTPEHNIO CNy4YaeB NOCTTPaHCPY3IUNOHHBIX OCIMOXHEHUN;

- CBeeHNA O peaKkUuUaxX U OCNOXXHEHNAX Y AOHOPOB U PEeLUNNEHTOB;

- CBeeHNda 0 NpoayKUNUY C MCTEKLLMM CPOKOM XpaHeHNd;

- CBeleHnsd 0 nopye NpoayKLUnn, NCopYeHHOW Npu XpaHeHU N TRaHCNOPTUROBAHWUN,;

- cBeeHns1 ob oTBogax AOHOPOB;

- CBeJeHus1 0 NpoBeaeHU NN cpbiBe Bble3aHbIX akLUMN 3aroTOBKU KPOBU;

- CBeAeHNSA O NOXHONONOXUTENBbHBIX U NOXKHOOTPULUATENBHBIX PpeakUMsiX;
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- pesynbTaThbl UICCNea0BaHNN MapKepROoOB reMOoTPaHCMUCCUBHbBIX MHMPEKLIUN;

- pe3ynbTaTbl BXOAHOrO KOHTPONA MaTepuanos;

- pe3ynbTaTbl MOHUTOPUHIA NPOLLECCOB U NPOAYKLNA;

- NpeaynpexgarLne U KoppekTupyowme 4eUCTBUS;

- pelleHnda No pesynbTatam npeablayLero aHanmsa co CTOPOHbI PYKOBOACTBA.

Ha oCHOBe 3TUX BXOAHbLIX AaHHbLIX PYKOBOACTBOM OpraHmsalny NpoBoANTCA aHanus, pesynbTaThl KOTO-
POro UCMONb3YHT ANS:

- YNy4LleHns KavecTsa 1 6e30nacHOCTU KOMMNOHEHTOB KPOBU;

- NOBbILLIEHUA Pe3yNbTaTUBHOCTN CUCTEMbI KAYEeCTBAa;

- onpeaeneHna NnoTpedbHOCTU B pecypcax.

5.4 [okymMmeHTauus

[okymeHTauuna B opraHmsanlmnax cosgaeTcs C Lenblo:

- obecneyeHnsa cTabMNbLHOCTMU U BOCMPOU3BOANMOCTM NPOLLECCOB;

- obecneyeHUda naeHTUPUKaL MM U NPOCNEXNBAeMOCTU eAUHULLI MPOAYKLNN;

- CO34aHusi HopMaTMBHOW Basbl ANst BHYTPEHHMUX N BHELLHUX NPOBEPOK;

- co3aaHna B6asbl Anst obyveHUst nepcoHana;

- obecnevyeHUsa HeobxoanMmMoun MHpopmMaLunn Ans NPUHATUA 0OOCHOBAHHbLIX PeLLeHUN;

- COKpaLleHUs BO3SMOXXHbIX OLLNDOK;

- obecneveHnsa HenpepbIBHOMO yny4lleHWUsa NpoLeccoB.

[lokyMeHTauunda, npuMmeHaemMas B opraHusaummn, AomkHa cogepXaTbh AOKYMEHThI cnegyoWwnX BUOOB:

- PYKOBOACTBO MO KAYECTBY, BKMOYada NONMUTUKY B 06NacTu Ka4ecTBa;

- Npoueaypbl CUCTEMbl MEHEePKMEeHTa Ka4vecTBa;

- OOKYMEHTEI, Heobxoaumele Anda s ekTUBHON paboThl OpraHMsaunn, B TOM YMCe BHELUHAS pernamMmeH-
TUpYoLWada AOKYMeHTaUUS;

- 3anncu (gaHHbIEe O Ka4yecTBe).

5.5 NMonuTtuka B o6nacTtu kavyectBa. PyKoBOACTBO NO KayecTBY

[1pn onpegeneHn OCHOBHBLIX HAaNpaBneHU B 00NacTu KavecTBa opraHnsaLunst 4oMKHa y4ecTb ocobble
YCTAHOBKM B OTHOLLIEHUW Be30NacHOCTU KPOBW, AIOHOPA, NepcoHarna n okpy»xarLien cpeabl.

PyKoBOACTBO MO Ka4vecTBY — ONMUCAHME CUCTEMEI MeHeMKMeHTa KadecTBa, oTpa)alollee CTPYKTYpPY,
B3aMMOCBSA3N U pacnpeneneHne OTBETCTBEHHOCTU B opraHmnsauni.

5.5.1 HoKkyMeHTUpOBaHHbIe NpoLeaypbl CUCTEMbl MEHEeKMEHTa KavyecTBa

[Tpoueaypbl CUCTEMBI MEHEOXKMEHTA KauyeCcTBa ONUCLIBAOT AeATENbHOCTL MO Ka4YeCTBY, KOTopasi npume-
HUMa K opraHM3auuun B LLenom, y4UTbIBast PUCKU, CBA3AHHBbIE CO CNelndUKon nonyvyeHna U npuMeHeHsa KoMno-
HEHTOB KPOBW, pekoMeHayeTCd pa3padboTaTh TakMe npoueayphbl, Kak:

- yNpaBrieHMe goOKyMeHTauMeun n 3arnncamu;

- BXOOHOW KOHTPOIb;

- uccnegoBaHue peakum U OCNoXHeHUN y AOHOPOB U PeUnAeHTOB;

- NpOoBeAeHNe BHYTPEHHEero ayanuTa (NpoBepok);

- B3auMoaencTBune ¢ nevedHo-NpodnnakTn4eCcKMMm y4pexaeHUaMN;

- YNpaBneHne HeCOOTBETCTRYOLWEN nNpoayKunen (MaeHTUdpnkayma n noMmelleHne Ha KapaHTUH);

- paboTa ¢ xanobamu;

- KOppeKTupytowne U npegynpexaarowmne gencTemg;

- apyrune (M/unn 3a UCKNYEeHNEM) N0 YCMOTPEHUIO OpraHmnsaLnu.

5.6 JoKyMeHTbl, Heobxoaumble gna 3adpdpeKTMBHON opraHusauum Npou3BOACTBa KOMMOHEHTOB
KpOBW

5.6.1 BHelWwlHNe pernameHTUpyOLLMNE JOKYMEHTDI

[ns obecnevyeHnsa Npon3BoacTBa KOMMOHEHTOB KPOBU, COOTBETCTBYHOLLUX YCTAHOBMEHHBIM TPEDOBaHU-
M, B OpraHnsaum AoHOPCTBA KPOBU AOMKHBI ObITh B HANMUYUN HOPMAaTUBHbIE AOKYMEHTHI, YyCTaHaBMBatoLLME
obsizaTenbHble TpeboBaHUSA K KPOBU U €e KOMMNOHEHTaM, oTOOpY 1M 0bcneaoBaHUIO AOHOPOB U PerynupyroLme
nesaTenbHOCTb BODNACTN 3aroTOBKA, NPOM3BOACTBA U NepermiMBaHUs KOMMOHEHTOB KPOBW: 3aKoHbI PoccHUnCcKon
Penepaunn; HauMoHanNbHble CTaHAAaPThl, TEXHUYECKUe pernameHThl, KnaccudukaTopsbl; NpUKasbl 1 MHCTPYK-
LK, caHUTapHble npasunanHopmebl (CanllnH), ctpouTenbHble HopMbl M NpaBuna (CHWI) u apyrme HopMaTUB-
Hble JOKYMEHTHI.

5.6.2 Pabouue MHCTPYKUUU: cTaHAAPTHbIEe onepauuoHHble npoueaypsbl

B opraHunsaunn gomkHbl ObITh paspaboTaHbl paboune UHCTPYKLUMKM YCTaHOBMNEHHOrO obpasLa Ha BbIMOJI-
HeHWe KpUTHUYEeCKNX NPOon3BOACTBEHHLIX MpoLueayp, Takmx Kak:

- NIpUeM, MaeHTUPUKaLna 1 peructpauunsa goHopa;

- MeguuHcKkoe obcrnegoBaHmne AoHOPa;
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- BeHEeNYyHKLUUA;

- Nnasma- u untadpepes;

- OKasaHue MeanLMHCKOW NOMOLLM AOHOPY B clyyae peaKLUnUn U OCINOXXHEHUN;

- aHanu3 peakunn 1 OCnoXXHeHUN y AOHOPOB U PeLUNUeHTOB;

- 3TUKETUPOBaHKE (KPOBWU N KOMMNOHEHTOB, 0Opa3LoB, MaTepnanoB);

- MeToAbl NoNy4YeHna pasnnyHbIX KOMMOHEHTOB;

- BbINYCK (MacnopTusaumnsa) rotToBOU NpoayKLUnn;

- TeXHn4eckoe obcnyxneaHne cbopyaoBaHUS;

- aKkennyaTtaumsi obopyaoBaHUS;

- 0THOpP 0B6pa3LoB AN UccrneaoBaHUs KPpOBU;

- opraHnsaung 3aroToBKU KPOBU B Bble3gHbIX YCINOBUAX;

- 3aKa3 1 Bblga4Ya KOMMNOHEHTOB KPOBW;

- XpaHeHne U TpaHCnopTUpPOBaAHNE KOMMOHEHTOB KPOBW;

- ybopKa noMeLleHUN;

- 0bpaboTKa NHCTPYMEHTOB N 0DOpPYyaAOBaHNUS;

- CTepUnM3aymna matepmanoB M UHCTPYMEHTOB;

- YTUNU3aLKMa OTXOO0B;

- apyrue (W/mnu sa NCcKno4veHnem) no yCMOoTPEHUIO opraHusaLmm.

5.6.3 3anucu (4aHHbIe O KavyecTBe)

B opraHmnsauun gomkHbl BECTUCL U NogAepKMBaTbCs B paboyemM COCTOAHUKU 3annucu, YCTAHOBIEHHbIE
peaepanbHbIM OpPraHoOM UCMONMHUTENBHOW FOCYAapCTBEHHOM B1IACT, OTBETCTBEHHBIM 3a obecneveHne nonm-
TUKN B 0BNacTn 3gpaBooxpaHeHns, ocbecnevmnBatoLme npocneXXxmBaemMocTb eUHNL, KPOBU U CBA3AHHBLIX C HUMWU
pacxodHbIX MaTepuanoB, cbopyaoBaHUA U UCNOMHUTENS, NoATBEepPXaaLWwme paboTy CUCTEMbl Ka4ecTBa U
COOTBETCTBUE BbINONHEHHOM pabOoThl yCTaHOBNEHHBLIM TPEDOBaAHMAM. 3anUcK AOMKHbI BKIMoYaTk cneaytollee:

- NPOTOKONbI COBELaHUA Mo Ka4eCcTBY;

- 0T4eTbl 00 00y4YeHUN NepcoHana;

- TEXHUYECKUE 3aaHnNs Ha NpoBeAeHNEe KOHKYPCOB Ha 3aKyrnkyu MmaTepuanos n 00opyaoBaHUS;

- OTYEeThl 0 BanuaaLunn npoL,eccoB;

- CBeaeHns 0 MOHUTOPUHIe NPON3BOACTBEHHOW cpeabl;

- cBegeHns 06 ngeHTUUKaLMM N NPOCNEXMBAEMOCTU ABMKEHUS MaTepuarnoB U NPoayKLNN;

- MaTepuansl 0b yrnpasrneHnm cpeacTBaMmm NU3amMepeHuns;

- pe3ynbTaTthl KAaNMOPOBKN/MOBEPKN CPEeACTB USMEPEHUI;

- pe3ynbTaTbl BHYTPEHHUX ayaUTOB;

- CBeeHns 0 xapakTepe HeCoOOTBETCTBUN U BCeX Nocneayrownx npeanpuHATbIX AeUCTBUN;

- pe3ynbTaThbl KOPPEKTUPYIOLLUX U NpedynpeXxaarlmx AeUCTBUN;

- CBeJeHUA yaOOBNETBOPEHHOCTU NoTpedbuTtens (bnarogapHoOCTU, XKanoodbl, oT4eThbl 00 nccnegoBaHUNAX
peakynm 1 OCNOXHEeHUN Yy AOHOPOB U NaLUEHTOB).

Bce 3anncu aomkHbl ObITh NognucaHbl UCNONHUTENSAMU U Ha HUX A0JTKHA ObITb YKaszaHa gaTta BbINofHe-
HUS 3anncen.

5.7 YnpaBneHue AOKyMeHTaLueu

B opraHmnsaumm aomkeH ObiTb B HANU4YUM NepeveHb AOKYMEHTOB (Kak BHELLIHUX, TaK M BHYTPEHHUX), OTHO-
CALLIMXCA K CUCTEME KaveCTBa, C yKa3aHNeM:

- HAUMEHOBaHUN AOKYMEHTOB;

- KOOQOB opraHnsaLnin;

- AOMKHOCTHbIX NMAL,, OTBETCTBEHHbIX 3a UX YTBEPXAEHUE;

- AaTbl YTBEPXXAeHUA OeUCTBYOLWUX BEPCUN OOKYMEHTOB;

- apecoB paccChbINIKM KOMUA 1 NopAaKa AoCTyna K HAM.

B opraHuzauum aomkHa obiTb yCTaHOBNEHA NpoLeaypa ynpasneH1Ua AoKyMeHTauunen, obecnevmsaroLlas
MCNONb30OBaHNE TOMNbKO YTBEPXAEeHHOW OOKYMeHTauuW, cogepxallen HOBeWllyo UHgopmMalunto, BKNoYad
BHYTpeHHWE N BHELWIHNE JOKYMEHTHI.

[ns KOHTpONA BbINyCKa AOKYMEHTaL UK A0MMKeH ObITb YCTAaHOBMNEH NOPAAOK, BKNHOYAOLWNN B ceb4:

- pa3paboTKy JOKYMEHTOB;

- NMPOBEPKY NPUroAHOCTU AOKYMEHTOB A0 UX BbINyCKa;

- YTBEepXaeHne AoKyMeHTauuu;

- perncTpauuio U koegnpoBaHmue AOKYMEHTOB;

- obecnedyeHue nonb3oBaTenen KonnamMm;

- BHeCeH1e U3SMeHeHNN B JOKYMEHTaLNIO;

- eXXerogHbli NepecMoTp AOKYMEHTOB C OTMETKOW TeKyLero ctatyca;
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- N3BSATUE N apPXUBUPOBAHNE OOKYMEHTOB.

[dencTeyolme Bepcnn BCEX AOKYMEHTOB AOMMKHbI ObITb AOCTYMNHLI UCNONMHUTENSAM BO BCEX MyHKTaX UX
MPUMEHEHUS.

Heobxognmo obecneuntb KoHPUAEHLMANbHOCTL COOTBETCTBYIOLWEN AOKYMEHTaUN U Mepbl 3alNTbl OT
HecaHKLMOHUPpOBaHHOTO Aoctyna. Cuctema gomkHa obecnevnTs 3almMTy OT HeENpeaHaMepeHHOro NCnosb3o-
BaHWA yCTapeBLUMX AOKYMEHTOB U MAaeHTUdUKaL MO NoBObIX yCTapeBLUX AOKYMEHTOB, OCTaBMNEHHbIX ANS
Kaknx-rnmbo uenen.

Bce noKymMeHTbl A0ITKHBI ObITb B3aUMOYBSI3aHbl MEXAY COOOW N C PYKOBOACTBOM MO KAYECTRY.

LdokymeHTauusa gomkHa 6biTb UAEHTUDRULIMPYEMON.

Kaxabli AOKYMEHT AoIKeH ObIThb NpeaHasHa4vYeH Ans onpeaeneHHon obnact npUMeHeHus.

Ob6beM AOKYMEHTALUM AOITKEH ObITb MUHUMATNbBHBIM, HO AIOCTATOYHBIM 4151 NPaKTUYECKUX Lenen.

[okyMeHTauns AoimKHa cogepKaTb TOMbKO NpakTUYecKy BeINONHUMbIE TpeboBaHUS.

5.8 YnpaBneHue sanncamn

B opraHuzauum aommkHa bbiTb YCTAHOBNEHA AOKYMEHTUPOBAaHHAaA npoLeaypa ynpasneHust 3anncsimu.
Cucrtema perncrtpaunm n coxpaHeHusa AaHHbIX O Ka4YecTBe AoMmKHa obecnevmnTb BO3MOXHOCTb MpocneXXnBae-
MOCTW NMIOOON e AUHNLIBI KPOBU UM KOMMOHEHTA KPOBU OT MCTOYHUKA (AOHOPAa) A0 KOHEYHOro NyHKTa Haxoxae-
HUSA ANS nccnegoBaHUs NMPUYKUH peakLUnin N OCINOXHEHUIA Y AOHOPOB U peunnmMeHToB. CUucTemMa peructpasnm u
coxpaHeHUs AaHHbIX AO/MKHA BKITHoYaThb B cebs:

- U AeHTUdnKaL o goHopa 1 peLnMnmeHTa;

- 3annchb pe3ynbTaToB KOHTPOA U UCTbITaHU (0BCcneaoBaHuUsa AOHOPOB, UCCNEeA0BaHNUS KPOBU U €€ KOM-
MOHEHTOB, NOBEPKU/KaNUBpoBKM 0DOPYAOBaAHUS, CTEPUNU3ALIN MHCTPYMEHTOB U MaTeEpUanoB U T.M.);

- Hanu4Me noaTeepxXaarwWmx noanmcen (OTBETCTBEHHbLIX UCTIONMHUTENEW; A0OHOPAa O COornacum Ha AoHa-
LU0 U T.N.).

3annucun OoMKHbl BHOCUTLCH B YYETHO-PErMcTpaunoHHble popMbl: XXypHansl, OnaHKu, BeAOMOCTU, Kap-
TOUKU. POPMBI N HOCUTENN 3anncen (ByMakHble, 3NEeKTPOHHBIE), a TakKe B3auMOAENCTBNE KOMMbIOTEPHBLIX U
OYMaXKHbIX HOCUTENEN AOIKHbI ObITb pernameHTUpOoBaHbl HOPMATUBHBIMU JOKYMeHTaMn. B cny4vyae oTcyT-
CTBUSI yCTAHOBMNEHHBLIX 00pa3LOoB, ocpraHusaLnm crneayet camoun paspabdboTtaTtb Heobxoaumbele POPMBI.

3aperncTpmpoBaHHble AaHHble A0MKHEI COXPaHATLCS B TEYEHUE YCTAaHOBNEHHOo nepuoada Ans gaHHbIX
Kaxkgoro suaa.

3anunucm gomKHbl ObITb pasdopYMBLIMU 1 NOSTHBIMA.

Ba)xHO obecnevnTb coxXpaHeHune 3anncen B Te4eHne yCTaHOBIEHHOIC Nepuoaa BpeMeHU NP KOHTPOK-
PYyEeMbIX YCIOBUSIX, KOTOPbIE BKHOYaIoT B Ceb4:

- CAHKLUMOHNPOBAHHBLIN AOCTYM K 3aNMUCAM,;

- XpaHeHne 3anucen B cneunanbHO YCTAaHOBMEHHbBIX MecTax U YCIMOBUSIX, UCKITHOYAoOLWMX NX NopYy U
noTeplto;

- BOCCTAaHaBIMBaEeMOCTb 3anucen;

- OTBETCTBEHHOCTb Ha3Ha4YeHHbIX NI1L, 38 COXPaHHOCTb 3arnuncen:

- apXMBHbIE JaHHbIE.

6 Pecypchbl

6.1 lNepcoHan

6.1.1 O6wune nonoxeHus

[TepcoHan opraHmnsaunm ABNsieTc 04HUM N3 rMaBHBIX PECYPCOB, OT KOTOPOI0 3aBUCAT KAYECTBO NMPOaYK-
LI N COXpaHeHWe AOHOPCKNX KaapoB.

OpraHusaunm cnegyeT YyCTaHOBUTL NpoLeaypy, onpeaenstolyo nopsack nogdopa v nogroToBKM Nepco-
Hana, KoTopas npegycmaTpmBaerT:

- MaHNPOBaHMNE U aHanNM3 NOTPEeObHOCTU B NepcoHane;

- Noadbop 1 oUeHKY KBanudurkauum nepcoHana;

- NNaHUpoBaHne obyveHns 1 NOBbILLEHNS KBanudukaLum:;

- NpoBegeHne obyyeHus;

- OLLeHKY 0by4YeHuns.

6.1.2 NMopbop nepcoHana

[Mpoueaypa nogdopa nepcoHana AoimKkHa rnpeaycMmaTpuBaTh,

- OLLEHKY YPOBHSA 0bpa3oBaHusl, KBanndukaumum n KOMNeTEHTHOCTX NepcoHana npu npmemMme BHOBb Ha
paboTy, a TakkKe rnpm UCnosib3oBaHUM COBCTBEHHOIO pe3epBa KaapoB;

- YCTAHOBNEHME KpuTepner (Npm HeobxoammocTn) noadbopa nepcoHana Anst BbINOMHEHUS KOHKPETHBbIX
MPOLLeCCOB U BUOOB OEATENTbHOCTN.
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6.1.3 Oby4yeHUe nepcoHana

OpraHnsaumsa gomkHa obecneduntb HeobXoaAUMYHO NOAroTOBKY NnepcoHana. Cneagyet obyvaTth NepcoHarn
BCEX YPOBHEN N KaTeropui, y4acTByOWMX B TpaHCY3IMOHHOM MNpoLecce, a Takke nepcoHasn opraHmsaunn,
BbIMOMHAKLWLMX paboTy NO KOHTPaKTY.

Heobxoanmo onpeaenuTtb, B KAKOM 0DyvYeHNU HyXaatoTca paboTHUKK opraHnsaLmMm AOHOPCTBA KPOBU U

APYrMxX B3aMMOCBSA3aHHbIX OpraHM3aLin ¢ y4eTOM 3akoHodaTeNbHbIX TpeboBaHU N pe3ynbTaToB aHanmaa
CUTYaLNKU MO Ka4yecTBy.

Oby4yeHune Bcex BUOOB criegyeT NoATBEpANTb NporpaMmmamMmimn obyyeHuns, KoTopble A0MKHbI pacnpocTpa-
HATBLCA Ha BeCb LUTAT COTPYAHMKOB, BKITHOYas PYKOBOACTBO, a TakKe BpeMEHHbIX COTPYAHNKOB.

6.1.4 OueHkKa pe3ynbLTaTUBHOCTU NpoLecca obyvyeHUsA

Heobxoanumo npoBoAUTbL nepuogundeckyto oueHKy addekTUBHOCTU 0bydeHust nepcoHana. OCHOBHas
Lleflb MPOBEPKN pPe3yrnbTaTUBHOCTM — obecrnedeHne ynpaBfieHUs1 npoLeccoM obydeHnst nytem yToYHEeHUs,
N3MEHEHUS N YNYUYLLEHUS MporpamMmm.

6.1.5 HokyMeHTauua no nepcoHany

YnpaBneHne AoKyMeHTamMun, AeMOHCTPUPYIOLLMMK npoLecc noadopa 1 noaroToBKU NepcoHana, ocylle-
CTBISAIOT B COOTBETCTBUMN C D.7.

Buabl AOKYMEHTOB Mo 00y4YeHMIo:

- LWUTATHOE pacnucaHume,;

- AOMKHOCTHbIE UHCTPYKLU M,

- MporpamMmmesl, nNnaHel, rpadonkn ody4YeHUs:;

- OTYETHI 0D 0bYyYEeHUN;

- NpoYne AOKYMEHTHI.

6.1.6 3anucu no nepcoHany

B opraHusauunm gomKkHbl BECTUCH U NOAAEPKUBATLCS B pabovemM COCTOSAHUN 3anncu, cogepxalliue cee-
OeHns o Bcex Biaax obyvyeHns cCOTpyYAHUKOB, Kak B npouecce paboThl, Tak U C OTPLIBOM OT paboThl (BHYTPH
camMoun opraHunsauum UM B CTOPOHHEW opraHmnsauun).

6.2 [oHOpbI

[1OHOpPLI ABNAKOTCA rMaBHLIM PECYPCOM MONYyYEHUA KPOBU 1 ee KOMMNOHEHTOB. Ansa obecnevyeHns AocTa-
TOYHbIX 3aMacoB 6e30NacHoON KPOBU OpraHn3aLns OormKHa:

- OLIEHUTb NOTPEOHOCTL B 3aroTOBKE KPOBU;

- paspaboTaTb 3PP EeKTUBHYIO NporpamMmy MoTUBaLmn, Habopa 1 NPocBeLeHNA JOHOPOB;

- ONpeaennTb 3atpaTthl, Heobxoaumele Anga opraHusaunn sdp@eKTUBHON KaMnaHUM Nno npocBeLLEHNIO,
MOTUBALMN U HAOOPY ACHOPOB, N BbIAENMUTb HECOXOANUMbIE CPeaCTRa;

- CO34aTb CETb NOCTOAHHBLIX 40DPOBONbHBLIX D€3BO3ME3QHbIX AOHOPOB C HAMMEHbLLIMM PUCKOM Nepeaavin
reMoTPaHCMUCCUBHBIX UHJPEKLIUN.

6.3 NomelwleHUn

[ns obecnevyeHnst CoOXpaHHOCTU 34aHUA M NOMELLEHU B MpOoLIecce UX 3KennyaTaLum opraHmM3aLms 4omnx-
Ha NPOBOANTb TEXHUYECKME OCMOTPLI, TEKYLLME N KanTanbHbIE PEMOHTHI.

[TomMmeLlleHNUs ACITKHBI ObITh pasaeneHsl Mo Bugam npoBoanMbIX paboT MMCNoNb30BaTLCHA B COOTBETCTBUM

C UX Ha3Ha4YeHNeM: NPON3BOACTBEHHbIE MOMeLLEeHUs (30HbI); NOMELLEeHNA Ana XpaHeHns (ckragbl); ObiTOBbIE
noMeLleHuns.

B opraHnsauuy 4omKkHsbl ObITb BblAeNeHbl 0TAEMbHbIE NOMELLEHWs (CKnaabl) AN XpaHeHUs:

- pacxogHbIX MaTepuanoB (NONMMMMEPHBIX KOHTEMHEPOB A1 3aroTOBKN KPOBU U €€ KOMMOHEHTOB, HABOPOB
peareHTOB U APYrMX MaTepuanoBs);

- KPOBU U €€ KOMIMOHEHTOB, UMEIOLLIUX Pa3HbIN CTaTyC KOHTPONS (roToBasd NPoAYyKLUS; BO3BPpaLLEHHAsA UM
OTO3BaHHas y noTpedbuTtensi; HeCOOTBETCTBYOLWAs, bpakoBaHHAaA, Ha KapaHTUHE).

[Tpyn OTCYTCTBUM TakMX NOMELLEHNA HEOBX0AMMO BbIAENNTb U3CTTIMPOBAHHBIE 30HbI, CTENNaXN, XONo-
OUNMBbHUKN.

Cknag roToBon NpoayKuum aormkeH 6biTb pacnonoXkeH B NOMeLLEeHNK, AOCTYNHOM € BbIXoda UM BXo4a
opraHusauuu.

B opraHmsauun gomkHbl ObITb NPeaycMoTpeHbl rapaepobHble, KOMHAaThl OTAbIXa, CaHUTapPHO-OLITOBLIE
MOMELEHNST N TyarneTbl, pacrnonoXeHHble BONN3K, HO N3ONUPOBAHHO OT NPOU3BOACTBEHHbLIX NMOMELLEeHUN,
OCHallEeHHble COOTBETCTBYHOLWUM 0DOpYyaAOBaAHUEM, MOKOLLMMN U Ae3UHDULMPYHOLWMK cpeacTBaMun, ydoopou-
HbIM MHBEHTapEeM.

[TomeLleHNa U 30HbI ACIKHBI UMEeTb YeTKoe 0003Ha4YeHne 1 orpaHUYeHHbI 4OCTYI.
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6.4 ObopyaoBaHue

6.4.1 O6Lwune TpeboBaHuUA

OpraHusauua gomkHa obecneunts Heobxognumoe 0dbopyaoBaHNE U OpPraHN3oBaTb ero MOHTaX, YCTaHOB-
Ky, aKcnnyaTtauuto, obcnyxmBaHme n peMoHT Takmm obpasom, YTodbl 0HO BbINO NPUroaHO ANsS NPOU3BOACTBA
KOMMOHEHTOB KPOBW, COOTBETCTBYHOLLMX YCTaHOBNEHHLIM TpeboBaHUAM.

OpraHunsaunst 4o/MKHA HAa3HAYUTb NULLO, OTBETCTBEHHOE 3a COCTOsIHME, TeEXHMYeCcKoe obcnyXXmuBaHne u
PEMOHT 0O0pYyaAOBaHUS.

Bce obopyaoBaHme, npuMeHseMoe B NPOU3BOACTBE U NMPU KOHTPOIE KavyecTBa KPOBU U ee KOMMNOHEHTOB,
nognexuT ydety. Ona opraHusauum ydeTta chnegyetT COCTaBUTb MNepeveHb W paspaboTaTb CUCTEMY
naeHTudgnKaLmm ooopyaoBaHus.

OpraHusauunsa aomkHa obecneynTs HeobxoanmMble Mepbl OXpaHbl Tpyaa U TEXHUKN BEe30NacHOCTU Npu
MOHTa)e, aKkcnnyatauum n peMoHTe obopyaoBaHus.

[TepcoHan gormkeH ObITb 0OYYEH NPaBUNbHOM 3KCNyaTaun U yxoay 3a obopyaoBaHUEM.

6.4.2 TpeboBaHUA K 3aKcnnyartayuuu o6opyaoBaHuUA

ObopyaoBaHne A0MKHO BbITb MPOCTLIM B yNpaBneHnn 1 6e3onacHbIM B MPUMEHEHNUN.

KOHCTpyKUUA 1 YHKLUN 0D0pYyaAOBaHUA AOMKHBbI MakCUMalibHO CNOoCcODCTBOBATL NOMyYeHUo besonac-
HbIX NPOAYKTOB KPOBWU, COOTBETCTBYIOLLMX YCTAHOBMNEHHbLIM TPEDOBAHUSIM.

KOHCTPpYKUUA 0O0OpYyaoBaHUSA U MaTepuarnsl, U3 KOTOPOTrO OHO U3rOTOBJIEHO, AOMKHbBI MO3BONSATH OCYLLE-
CTBMATb €ro OYUCTKY N NPOCYyLUMBaAHUE, a TakKe obnagaTb CTOUKOCTbIO K BO3AEUCTBUIO AE3NHRULMPYIOLLNX
cpeactB. ObpaboTka 0bopyaoBaHUA MOKLLMMU N A€ 3NHPULUNPYIOLWLIMMK cpeacTBaMM A0ITKHA NPOBOAUTLCH B
COOTBETCTBUU C MUCbMEHHbIMN MHCTPYKUMAM (COIT).

KoHCTpyKUMen obopyaoBaHUa A0MKeH ObITb NOMHOCTBHO UCKMKOYEH ero HenocpeaCTBEHHbIN KOHTAaKT C
KPOBbIO B NpoLecce 3aroToBKU U MPpon3BoACTBa KOMMNOHEHTOB.

HenocpeaCTBEHHbLIN KOHTAKT C KPOBbLHO B NPOLLECCEe 3aroTOBKN U NPOU3BOACTBA KOMMOHEHTOB A0MNYCKaeT-
CHl TOMbKO B NpUCnocobrneHnsax, Npon3BoAUMbIX NMPOMbILLIEHHBIMK NPpearnpUSATUSIMA B CTEPUITBHOM UCMOSHE-
HAW, HE BbI3bIBAOLWMX HEBMAronpUATHLIX U3MEHEHUA B KPOBU M WUCMONb3YEMbIX OAHOKpaTHO. [aHHble
npucnocobneHnsa Moryt O6biTb MCNOMb30BaHbI TOMLKO B KOMMNNEKTe ¢ 0bopyaoBaHMEM, ANSl KOTOPOro OHU
npeaHasHaveHsbl.

ObopyaoBaHue, KOTOpOE conpukacaeTcsl ¢ NONMMMMEPHbLIMUA KOHTEMHEPaMKU N TpybKamMn, He ACITHKHO
coaepKaTb AeTanen Ui MmatepuanoB, KOTopble MOTyT NOBPeAnTb NNacTuK. Hactn obopyaoBaHus, perynapHo
cornpuKkacarLnecs c KoOHTenHepamMmun, A0IMKHbI NoABepraTbCcs exxeagHeBHON 0bpaboTke MOKLMMIN cpeacTBaMu
n nepunogundeckon aesnHdgekunn. B cnydvae sarpasHeHUs obopyaoBaHUA, HanpumMmep npu paspbiBe MeLlKa,
0bpaboTKy N agesnHgeKkLnto cregyeT NPoOBECTU HEMEATEHHO.

6.4.3 CneunanbHble Tpe6OBaHNA K 000pPYyAOBaHUIO, HENOCPEACTBEHHO BNUAKOLLEMY Ha K&A4eCTBO
n 6e30nacHoOCTb KpoBU

[TepeyveHb OCHOBHOIO 000OpyaoBaHUS onpeaensatoT AeNCTBYHOWMNE HOPMATUBHBIE JOKYMEHTHI.

[Tpn BEIOOPE, aKCNNyaTaunumn n obcnyxXnsaHnm obopyaosaHuUda, HeNnocpeacTBEHHO BNUAIOLLEro Ha KayecT-
BO U Be30MacHOCTb KPOBW, CreayeT y4UTbIBaTb NOTEHUMANbHBIE PUCKW, CBA3AHHBLIE C KPUTUYECKUMMN 3Tanamu
NPOLECCOB 3aroTOBKW, MPOU3BOACTBA, 0OCNeaoBaHUSA, XpaHEHUS, TPAHCMOPTUPOBAHUS U NepenMBaHnUs KPpOBU
B COOTBETCTBUUC /.5.

K 06opyaoBaHuto, CBSI3aHHOMY C KPUTUYECKAMN 3TanamMun OTHOCSITCS:

- JOHOpPCKME Kpecna;

- annaparThl A4S 3aroToBKU KOMMOHEHTOB KPOBU MeToA0M adepesa;

- LEHTPUQYIA;

- BECbI-NOMELUNBATENMN;

- cneymnanmsnpoBaHHoOe XoNnoaunbHoOe N MOpo3nnbHoe 0bopyaoBaHNe, B TOM YMCNe DbICTpO3aMopaXKu-
BaTesNn NNa3mbl;

- KpUOXpaHUnuLa;

- TPOMBOMUKCEPBI N TEPMOCTATHI;

- 3ananBaTenv NNacTUKOBbLIX MarucTpaneu;

- annapatbl AN CTEPUNBHOIC CoeAUHEHUA MarncTpaneu;

- nabopaTopHoe obopyaoBaHue;

- cneymnanmsnpoBaHHoOe MODUNBHOE XoNoauMbHoe 0bopyaoBaHNE AN TPAHCMOPTUPOBAHUSA KOMMOHEH-
TOB KPOBU;

- obopyaoBaHue Anst pasMopaXKMBaHusi U NogorpeBa KOMMOHEHTOB KPOBU;

- 0bopyaoBaHue aAnga ctepunnsalmm maTtepuanos;

- KOMMNbIOTEPHOE, WITPUXKOOOBOE, NepudepunHoe N MapkMpoBoYHOE 00opyaOBaHME.

TpeboBaHWA K 3MepuUTensHOMY 000pyaoBaHUIO paccMmaTpuBatoTes B 7.14 HaACcTosALWEro ctaHaapTa.
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6.4.3.1 doHopcKuMe kpecna

[JoHOpCKMe Kpecna AomkHbl obecnevmnBaTb KOMPOPTHBLIE YCNOBUA ANS1 AOHOPA U B SKCTPEHHBIX CUTYaLIN-
X NIErKO M3MEHSITb NMONOXeHNe, obecnevmnBatroLee nepexoq rena aoHopa B nonoXxeHuwe TpeHageneHbepra.

6.4.3.2 AnnapaTtbl ANs 3aroToOBKU KOMMOHEHTOB KPOBU METOAOM adpepesa
Annapartbl 4519 3aroToOBKU KOMMNOHEHTOB KPOBM MeTOA0M adpepesa A0MKHbI obecneunBaTh:
- Ka4ecTBO cepBUca (DbICTPOTY OTKIIMKA M BO3SMOXHOCTb KOHTPONMA NpoLeaypbl);
- KOMJPOpPT AOHOPA;
- KOMOUMHUPOBAHHLIN COOP ABYX KOMMOHEHTOB U/ COOP ABYX 403 OAHOIMo KOMMNOHEHTAa OT OAHOTO AOHO-
pa, a TakkKe

- BbITb NEePEHOCHLIMU U MOBUIbHBIMW A9 NTPUMEHEHNA TaM, rae ecTb AOHOPbI.

6.4.3.3 UeHTpndyrn

LleHTpudoyrn gomkHel obecneynBaTsb:

- HAOOP PEXMMOB LEHTPUPYTMPOBaAHUS, AOCTATOUHBIN ANS NONTYYEHUS 3a8BNEHHOW HOMEHKNAaTYyphbI NPOo-
OYKTOB U NabopaTopHbIX NCCneaoBaHUN;

- 3P EKTUBHOCTL pasgerneHuns;

- be3onacHoOCTbL (OTKMNOYEHUE NpK pasbanaHCcUpoBKe; MakcUManbHbIM AucbanaHc rpy3oB, NPU KOTOPOM
He npouncxoauT pasdanaHCMpPoBKU;, MUHMUMAaTbHas BUOpaLus).

6.4.3.4 Becbl-noMewimBartenu

Becbl-nomewmsaTenn AomKHbl obecne4vmBaTh:

- aMnnnTyay unepnognvHoOCTb NOMeLINBaHUS;

- 3BYKOBYIO U CBETOBYHO CUTHANU3ALMIO.

6.4.3.5 CneunannampoBaHHOE XONoaUnbHOE U MOpPO3nNbHOe 0bopyaoBaHUe, B TOM YnUCne ObICTpOo3a-
MOpaXmneaTtenu nnasmel

Ha BcemM xonoaAnnsHOM M MOPO3UNbHOM 0b0pYyaAOBaHUM AOMKHA ObITh YCTaHOBNEHAa CUCTEMa CUTHANK3a-
LN, n3BeLlaroLlas o HeaonycTUMOM U3MEHeHUU TeMnepaTypbl, HEMCNPaBHOCTU N aBapUAHOM OTKITIOUEHUN.

MoposunbHoe 0bopyaoBaHMe

Mopo3unnsHoe 0bopyaoBaHue JoMKHO obecneunBaTh:

- YCTAHOBNEHHYIO TEMMEepaTypy 3aMopaXKMBaHUSA KOMNOHEHTOB KPOBU (N1asmMbl, SpUTPOLUTOB, TPOMBO-
LMTOB);

- CKOPOCTb 3aMOopaKnBaHUa Nnasmel, obecnevnsaroLLyo AoCTMXKeHNe TemnepaTypbl MUHYC 30 °C B cepa-
LeBUHe KoHTenHepa obbemomM 300 mn 3a 30 MUH;

- MporpaMmMbl 3aMmopaXXnBaHus, Heobxogumele ANa NoNyvYeHuUs 3asiBNeHHON HOMEeHKNaTypbl KOMMOHEH-
TOB KPOBW;

- 3aLlUMTY OT HECAHKLUMNOHUPOBAHHOIO A0CTYNA;

- MOHUTOPWHT pexXmnuma 3amMmopaKMBaHUs;

- KOMNbIOTEPHLIN UHTEPdENC.

XonoannebHoe obopyagoBaHue

XonoaunbHoe obopyaoBaHue AoMKHO obecnevnBaThb:

- YCTAHOBNEHHYIO TEMNepaTypy XpaHeHUs N TpaHCMoPTUPOBaHUA BCeX BUOAOB NPOAYKTOB (KPOBU, KOMIMO-
HEHTOB KpOBU, 0OpasLLOB KPpOBU, peareHToB);

- MOCTOSAHHYIO TeMMnepaTypy CoaepXMMOro KOHTEMHEPOB B 3adaHHbLIX Npegenax, B TOM YMCe B peXxume
caMopasMopaXXMBaHUA XxonoaunbHUKa, Npmu Hannydmnm Tako PyHKLNN;

- ObICTPOE BOCCTAHOBNEHNE UCXOQHOU TEeMNepaTypbl NPU KpaTKOBPEMEHHOM OTKPbLIBAHUM ABEPL bl XONO-
OUNbHUKA;

- MOHUTOPWHT YCINOBUN XpaHEHUS;

- CUTHaN TPeBOr NP OTKNOHEHNN TeMNepaTypbl OT YCTaHOBNEHHLIX Npeaenos;

- Hann4yune crneunanbHbIX NOMOK AN XpaHeHus, obecrnevymnBarolnX BU3yanusauuw MHAUBUAYaNbHOW
MapKUPOBKMU;

- 3KOHOMWYHOCTb;

- Hanu4ne cTeknaHHou asepu (AN XpaHeHUsa sapuTpoumTcoaepXalx KOMNOHEeHTOB KPOBU);

- NMPUHYANTENBHYIO LUPKYNSALNIO BO3ayXa BHYTPU XONOAUNBHUKOB;

- 3aLlUMTY OT HECaHKLUMOHNPOBAHHOIO A0CTYNA;

- KOMMbIOTEPHLIA UHTEpdEeNcC.

KpmnoxpaHunuiia

KpuoxpaHunuiwa aomkHbl obecrneymnBaThb:

- CTabUNbHOCTL TEMNEPAaTYPHbI;

- Nerknn AocTyn K pasmelleHHOU B HUX NpoayKLUUN;

- BO3MOXXHOCTb 3MTEKTPOHHOMO KOHTPONS TeMnepaTypbl BHYTPU XpaHUULLA;
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- BOSMOXXHOCTb aBTOMAaTUYEeCKON NOANUTKN XKUOKUM a30TOM;

- 3aLlUUTY OT HECAHKLUMOHUPOBAHHOIO A0CTynNa.

6.4.3.6 Tpombomukcepsbl U TPOMOCTATHI

Tpombomukcepbl AOTTKHbI:

- nogaepXXneaTb TPOMOOLUTBI BO B3BELLEHHOM COCTOSIHUM;

- obecneyvnBaTb 4OCTYMN BO3AyXa BHYTPb KOHTEUHEPa;

- obecneyvymBaTb XopoLIN 0H630p KOHTEUHEPOB.

TepmocTaThl ANA TPOMBOLUTOB AOKHBI 0becnevmBaTh:

- CO34aHue 3agaHHOU TeMnepaTypbl B KOPOTKME CPOKK (3a cHeT BeHTUNALMN BO3ayXa );

- XpaHeHne TpoMboLUNTOB Npn 3agaHHON TeMnepaType;

- ObICTPOE BOCCTAHOBNEHWE TeMMepaTypbl NPpU KpaTKOBPEMEHHOM OTKPbIBaHWUW ABEPU;

- XOpOoLLnin 0630p KOHTENHEPOB (3a cYeT NPOo3pavYHOCTN ABEPK).

0.4.3.7 AnnapaTbl ANgd CTepUNBHOro coeanHeHUS MarmcTpanen

Annapartbl 4N9 CTEPUNBbHOIC CoeANHEHNS MarncTpanen AomkHel obecnevymBaTb repMeTUYHOE coegnHe-
HUe MarucTparnen.

6.4.3.8 CneunanuampoBaHHoe MObWUMbHOE XonoaunbHoe obopyaoBaHWMe ANS TpaHCNOPTUPOBaHUA
OOHOPCKOW KPOBU M ee KOMMOHEHTOB

CneunannsnpoBaHHoe MObunbHoe xonoaunsHoe obopyaoBaHne Ans TPaHCNoOPTUPOBAHUSI AOHOPCKOM
KPOBU N €€ KOMMOHEHTOB AOIMKHO obecne4vnBaTh:

- nogaepXaHume ctabunnbHOU TeMnepaTypbl BHYTPU KOHTEMHEPOB B TEYEHWE BCEro nepunoaa TpaHCnopTu-
POBaHUS;

- MOHUTOPUHT TeMnepaTypbl BHYTPU KOHTeNHepa;

- 3aLlUUTY OT HECAHKLUMOHUPOBAHHOIO A0CTYNA;

- yAoOCTBO CKNaaANpOBaHNA HECKONbKUX KOHTENHEPOB NP TPAHCMOPTUPOBAHUMN;

- MPOYHOCTL U XKEeCTKOCTb KOHCTPYKUWW ANA npeaoTepalleHnsa rusnyeckoro noBpeXxaeHns TepMOKOH-
TenHepa, B TOM YUChe oT BUbpauum nyaapa;

- Hanu4ymne TepmMmoperncTpartopa BHYTPU KOHTEUHEPa;

- COOTBETCTBME TpeboBaHNAM DMOoDe30nacHOCTU NepeBO3NMBbIX MPOOAYKTOB.

6.4.3.9 ObopyaoBaHuMe ANs pasmMopaKMBaHua U Noaorpesa

[lpn pasmopamBaHUM KU NOOOrpPeBe KOMMOHEHTOB KPOBW HEODXOOAUMO UCMOMb30BaTb creuuanbHoe
obopyaoBaHue, UCKNYarollee HEeNnoCPeaACTBEHHbIN KOHTAKT C TEMNOHOCUTENAMN N DaKTepuonormieckoe
3arpsasHeHue.

ObopyaoBaHUe ANs pasMopaXkKMBaHUA U NoAorpeBa KOMMOHEHTOB KPOBU A0MKHO obecnevnBaThb:

- YCTAHOBJIEHHYIO CKOPOCTb pasMopaXXMsaHU4a 1 No4orpesa;

- NpegoTBpaLleHne KOHTaMUHaLUnu;

- MOHUTOPUHT peXXnmMa pasmMmopakMBaHUAa 1 NoAOrpeBa.

6.4.3.10 OBopynoBaHue Ang cTepunmaaunm matepunanos

ObopyaoBaHMe Ans cTepunmsaLnum MaTepmanoB A0MKHO obecnevnBaTb HAAEXKHOE YHUUTOXKEHNE KOHTa-
MUHUPYIOLWNX MUKPOOPTaHN3MOB.

6.4.3.11 KomnbloTepHoe, WITPUXKOAOBOE, NepudrepuniHoe U MapKUpoBOUYHOE 0bopyaoBaHUE

KomMmnbloTepHoe obopyaoBaHue AomKHO obecnevnBaTh:

- CpeacCTBa ayTeHTUPUKaLU COTPYAHUKOB (SNEKTPOHHLIMU KIto4aMnu UM cMapT-KapTaMu);

- cpeacTBa UaeHTUgUKaLmMm OoHOPOB (C Ucnonb3oBaHUeM LdpoBbiX oTorpadun Unn cpeacTs bUon-
OeHTUpUnKaummn);

- HanM4yue LUTPUXKOOOBLIX CKaHepOoOB ANS MAEHTUMPNKALIUMA MAaPKUPOBaHHBLIX 0O BEKTOB (KapThl, NpobUnpKuU,
KOHTEWHEepPbI C KOMMOHEHTaMW KPOBW, ACHOPCKUE DpacneThl).

LLITpuxkoaosoe obopyagoBaHmne AomkHo obecnevnBaTh:

- MPENMYyLLIECTBEHHOE DECKOHTAKTHOE CKaHNPOBaHUE LUTPUXOBBLIX KOOOB;

- BbICOKYH CKOPOCTb U HAAEXHOCTb CHUTLIBAHUS KOAa B YCNOBUSIX 3aMNoTeBaHUA U U3rMbDa 3TUKETKM KOH-
TenHepoB, DONbLLUIOIo N3rnda 3TUKETOK Ha NpodupkKax.

MapknpoBo4vHoe obopyaoBaHMe AomkKHO obecnevnBaTh:

- NeYvaTb 3TUKETOK BbICOKOU CTOUKOCTU;

- COXPaHHOCTb MapPKUPOBKA B YCINIOBUAX NMepepaboTkn KOMMOHEHTa KPOBU (LLIeHTpUYrmpoBaHme, 3amo-
paXxusaHne ao temnepatypbl MUHYC 80 °C, BbICOKad BNa)XXHOCTb, CNUAPTOCoAepXKallue U UHble PacTBOpPhI).
[lpegnodTuTeneH TepmMmoTpaHcdepHbIX peXxXnm nevaTt 3TUKETOK;

- ICMOJb30BaHUE KNeeBo OCHOBLI, obecnevmnBaroLllen HagexXHoe coxXpaHeHNe 3TUKETOK HA KOHTEMNHE-
pax ¢ KOMMOHEHTaMU KPOBU NPU BCEX TEXHONMOTMYECKMNX peXXnmax;

- KITEEeBYHO OCHOBY, COOTBETCTBYOLUYIO CAHUTAPHO-TUTMEHNYECKUM TPeOOBaHUAM.
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OpraHusauunsa gomkHa obecnevnTsb pe3epBHbIN UCTOUYHUK NUTaHUA AN 6ecnepebonHon paboTbl 00OpPY-
NOBaHUS.

6.4.4 PeMOHT 060pyaoBaHuA

CnegyeT NpoBOAUTL NMAHOBO-NpeaynpeanTeribHbi PEMOHT 060pYya0OBaHNUSI B COOTBETCTBUN C YTBEPXK-
OEHHbIM rpadoUKoM.

Heobxoanmo pernctpupoBaTh cliydan NonoMoK Unn oTkasoB o0bopyaoBaHus. B cnyvae oTkasa AomKeH
COCTaBNATLCS aKT (B CPOKWU, YCTAHOBMNEHHbIE N3rOTOBUTENEM ODBOPYAOBAHUS KaXKaoro Bnaa), HanpasnseMbliif
narotoButento  nubo  opraHmsaumn, obecnedvmBalollen TeXHUYEecKoe CepBUCHOEe  obcnyXuBaHume
obopyaoBaHus.

HeuncnpaBHoe 0bopyaoBaHmMe JOTMKHO HEMEANTEHHO MapKUpPOoBaTbLCH KakK « HEMPUroaHoe Ans NCnonb3o-
BaAHUAY .

PeMOHT HencnpaBHOro obopyaoBaHus cneayeT npoBoAUTb B KpaTHanLLnii CPpoK.

PaboTbl N0 pEMOHTY N 0DCNYXMBAHUIO HE AOIKHBI CO3aaBaTb Yrpo3bl KAYECTBY NMPOAYKTOB.

K TexHu4eckomy obCnyXnmBaHuio U peMOHTY 0DOopyaoBaHUA AOMKEH AoNycKaTbCs TONLKO nNpoLlleaLwmnm
oby4veHne naTTecToBaHHbIN NepcoHan. B cnyyvae oTCyTCTBMSA aTTECTOBAHHOMO NepcoHarna opraHmMsaLns OomK-
Ha B YCTAHOBMNEHHOM NOPSAAKE 3aKMIoYUTb AOrOBOP HA TEXHUYECcKoe obcnyXnuBaHue ocbopyaoBaHuUS.

6.4.5 [JokymMeHTauus Ha obopyaoBaHue

[dokymeHTauns Ha obopyaoBaHUe AoMKHa BKNoYaTh B Cebs:

a) nepedveHb (KypHanydyeta) obopyaoBaHUS ¢ yKasaHUeM aeHTUUKaLMOHHBIX JaHHbIX:

- HAUMEHOBaHUSA NPUBdOPA;

- Tna npundopa;

- 3aBOCKOro HOMepa;

- AaTbl BbINyCKa U AaTtkl MOCTYMNNEHUS B 3KCNyaTauuto;

0) nacnopta Ha cbopyaoBaHUe;

B) WHCTPYKUMU U3roTOBUTENS MO IKCMNyaTaLnm KaxXaoro Buaa odbopyaoBaHMs Ha PYCCKOM A3bIKE;

) cTaHgapTHbIe onucaHusa npoueayp no:

- UICNONb30BaHWUIC 060PYAOBAHNS HA KOHKPETHOM MECTE 3KCnnyaTaLuuu;
- 0bpaboTKe N gesnHdpeKkLnm 0bopyaoBaHUS;
- TEXHUKe Be30MnacHOCTHU;

) nnaH AencTBUU Ha crnydan HenpeaBUAEHHbIX N Ype3BblYanHbIX 0OCTOATENLCTB.

6.4.6 3anucu Ha obopyaoBaHue

OpraHunsauunsa aomkHa BeCTU Heobxognumele 3anmci, opopMnaTh, XPaHUTb MYNPaBiaTb STUMKU 3aNMUCAMU
B COOTBETCTBUU C TpeOOBaHUSIMW, YyCTAHOBNEHHBLIMW 5.8 HACTOsILLEro cTaHaapTa.

3anucun Ha obopyaoBaHUe AOMKHBI UMETb:

- OTMETKY O BbINOJTHEHUK TEXOOCNYKMBaAHUA/NNaHOBO-NpeaynpeanTenbHOro peMoHTa;

- perncTpaLuto cLUMBoK NN NOIOMOK 060pya0BaHNUS;

- MoANUCK NULL, NPOBOAUBLUNX PEMOHT, TEXHUYECKOE UMK CEPBUCHOE OBCNYyKNUBaHUE/perynupoBaHue ¢
yKaszaHueM AaThbl BbINMCIHEHNS paboThl;
- Npoyue.

6.5 lNpounzBoacTrBeHHanA cpena
OpraHunsauunsa aormkHa co3gaTtb NPOM3BOACTBEHHYIC cpeny, Heobxoanumyto anst cbecneyveHnUs COOTBET-

CTBUA JOHOPCKOM KPOBU N €€ KOMMNOHEHTOB YCTaHOBIIEHHBIM TpeboBaHUAM B NpoLLecce NX 3aroToBKU, Nepepa-
O6oTKn, obcnegoBaHUA, XpaHEeHNS U TPaHCNOPTUPOBAHUA, a Takke Mepbl, UCKYatowmne dakrepmnanbHoe
3arpsasHeHne JOHOPCKOW KPOBU U ee KOMIMOHEHTOB.

[1nsa npegoTBpalleHnsa 3arpasHeHna AOHOPCKOM KPOBWN U ee KOMMOHEHTOBR HanpaBieHne NoTOKOB MaTe-
pnanoB U nNaen B nomelleHUsax AoOMKHO ObiTb OpraHM3oBaHO B COOTBETCTBMW C NOCNeAoBaTeNlbHOCTbHO
BbINONTHEHNSA MPON3BOACTBEHHbLIX OnepaLiA.

PaboTbl, AN KoTopbIX TpedbyoTca acenTuyeckme yCrnoBusa, JOKHbI OCYLLECTBATLCA B « YUCThIX NOMe-

LLIEHUSX» UM NOMELLIEHUAX, 0B60pYAOBaHHBIX NTaMUHAPHBLIMW YyCTaHOBKaMK. Knacc YncToThl MOMELLEHNS Onpe-
nensaeTca BUAOM NPoBoAUMbIX paboT.

3aroToBka 1 nepepaboTka KPOBU HA KOMMOHEHTbl B 3aMKHYTOW CUCTEME MNacTUKOBbLIX KOHTENHEPOB
MOXET OCYLLEeCTBNATbCA B cpede 0ObIMHbIX MoOMeLLeHnin Npy cobntogeHnn obLLMX NpaBun caHUTapHo-3annae-
MUOSIOTUYECKOro pexunuma.

[nanpepoTBpaLleHNa KOHTaKTHOrO MHAOULIMPOBaHWA KPOBU MPU ee 3aroTOBKE NepcoHan AoMKeH cobnnto-

aaTb TpeboBaHUA acenTUKU N aHTUcenTUkN. cTouHrMKamm MHULMpoBaHnUa MoryT ObiTb: MUKpodiopa Bo3ay-
Xa, PyKM mMegnepcoHana, Ko)a nokteBoro crumba goHopa, HapylleHue repMeTUYHOCTU KOHTEeMHepoB ANS
3aroTOBKW KPOBU U AP.
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6.6 lNporpamma no rurueHe

[Mporpamma no rurneHe AokKHa BKoYaTh B cebs:

- MeauLUHcKoe obcnegoBaHue nepcoHana, permcTpauunio cnyyaes BbISIBNEHUA MHPEKLNOHHbIX 3ab0re-
BaHW N NpoLeaypy OTCTpaHeHUsa nepcoHana oT paboThl, CBA3AHHOW € BO3SMOXKHOCTbLIO Nepeaavn i ek B
TaKUX crnyvasx;

- oby4yeHne nepcoHana npasunam NUYHOW r’MrMeHbl, TMrneHsl Tpyaa n opraHusaumm pabodero MecTa;

- obecneyeHne nepcoHana TeEXHOMOMMYEeCcKkon oaeaon n nHanBuayanbHbIMU cpeacTBaMM 3allUThl B
COOTBETCTBUU C YCTAHOBNEHHBIMU HOPMaMMU;

- NpoYMNe MeponpPUATUS.

6.7 lNMporpamma no caHutTapum

[ns obecneveHns HaaneXxawlero nopsaaKka B NOMeLEeHUSAX M YNCTOThI OKpYKatoLen cpeabl opraHnsaums
OOJPKHA HAa3HavYUTb NULO, OTBETCTBEHHOE 3a CaAHUTaPHO-3NUOEMNONOTNYECKNIA PEXUM, U pazpaboTaTb AOKY-
MEHTUPOBAHHYIO NPOrpaMmmMmy MepPONpPUATUIA, YCTaHaBMUBAKOLWYIO 0OBLEKTLI, cpeacTBa, MeTodbl U Nepnoand-
HOCTb YOOPKU N Ae3nHMpEKLINA NMOMELLEHNI 1 0BopYyaOBaHUS.

6.8 YaoaneHue oTxonosB

OTxoabl, obpasytoLlmecd Npu 3arotToBke, obcrnegoBaHUmM KPOBU, NPOU3BOACTBE U NEPENMBAHNN €€ KOM-
MOHEHTOB, OTHOCATCA K NOTeHLUUanbHo MHPULIMPOBAHHBIM MaTepuanam.

OpraHunsaunst 4oMKHa Ha3HavYUTb OTBETCTBEHHOE NULIO U BblAENUTb HeoOXoaAMMbIE pecypchl ANS ynpaB-
NeHns oTXoaamu.

[Tpoleaypa ynpaBneHusa oTxogaamu, paspabotaHHasa Ha 0CHOBE ASUCTBYIOLLMX HOPMaTUBHBLIX AOKYMEH-
TOB, AOITKHA BKI1OYATbL B ceba:

- Mepbl N0 YMeHbLUEeHUIO KoNnyecTBa OTXOO0B;

- MeTodbl NepeBoaa 0TX040B B 6e30nacHoe COCTOSIHNE;

- pasgeneHne oTXoA0B Ha KaTeropum (No crnocoby yTunusauunm);

- YCNOBUA XpaHeHNAa O0TX040B NPOU3BOACTBA M NOPAAOK UX BbIBO3A;

- CNOCO0 YHUUTOXKEHNA (YTUNU3aLUNK), HE 3arpsasHsAaoLLMA NpoayKThl M 6e30nacHLIN ANdA Noaen U okpyXKa-
lolen cpeabl (B TOM Yncne, Korga YHU4TOXKeHue NnposBoguTca gpyron opraHmnsaunen no AoroBopy).

6.9 OxpaHaTpyaau  TexHuka 6ezonacHoOCTH

B opraHusaunmn cnyxobl KpOBWU ACITKEH ObITb HA3HAYEH COTPYAHUK, OTBETCTBEHHLIN 3a OXpaHy Tpyaa U
TeXHUKY De30NacHOCTN.

B cOOTBETCTBUM C pUCKaMK ANS KaxXAon paboyvein 30HbI A0MKHbI ObITb YCTAHOBMNEHbI U AOKYMEHTUPOBAHBI

npasuna v npoueaypsbl 6e3onacHOCTU, BKNoYasa:

- YCNOBUA, obecnevmnBatoLme oxpaHy 340poBbs 1 6e30nNacHOCTL AoHOPAa U NepcoHana;

- MeToabl paboThl;

- 3alMMTHOE 0bOopyaoBaHUE, TEXHOMOTUYECKYIO oaexay U UHAUBUAYanbHbIE CpeacTBa 3aLllUThI.

Bo3MoXHO NnpuMeHeHne NnporpaMmm MUMMyHU3aL MW NepcoHana U cTpaxoBaHUA AOHOPOB.

B opraHunsaumm aomkHbel ObITh paspaboTtaHbl padbovne nHeTpykumn (COlMbl) Ha BEINONMHEHUE KOHKPETHBIX
pPabOoT N0 CO34aHMNI0 COOTBETCTBYIOLWMX YCITOBMU OKpYKatoLWen cpeabl (YOopKy noMeweHnn, O4YUCTKY 1 Ae3UH-
hekuuno 060opyaoBaHUS;, NPUrOTOBNEHNE Ae3UHPULIMPYIOLNX PAaCTBOPOB; NOANOTOBKY MHCTPYMEHTOB U MaTe-
PUaNoB; MHCTPYKL WM NO TEXHUKE DE30MacHOCTU U T.NM.).

6.9.1 MOHUTOPUHT

YCcnoBUs NpoOU3BOACTBEHHOM cpeabl AOIMTKHbI KOHTPONMPOBATbLCA, rAe 3TO NPeaAyCMOTPEHO, TpeboBaHUSA-
MW K NpoBeaeHuno padorT.

6.10 UHdopmMaLUOHHBIe pecypchbl

6.10.1 [oHOpCcKUe gaHHbIe

B opraHusauunm gomKkHbl BECTUCH N NoAOEPKNBATLCS B paboyeM COCTOSIHUM AOKYMEHThI, coaepXallme
cneayrolime aaHHble 0 AOHOpaX:

a) cBedeHnsa (U3 opuLManbHBIX UCTOYHUKOB) O NOTEeHUMaNbHbIX AOHOPAX;
0) cBedeHUs1 0 AOHOPaX, cAaBLUNX KPOBb (pe3ynbTaThl MeAULUMHCKOro obcrnegoBaHns, ICTOPUIO AOHa-
LA U ApYryo MeauuUnHCKYo MHOopMaLUIo);
B) CMMCKA:
- OTBeeHHbIX AOHOPOB;
- TUNMPOBAHHbIX AOHOPOB;
- UIMMYHU3MPOBaHHbLIX JOHOPOB.
[Tpn NCNONb3oBaHUM KOMMNbIOTEPHLIX TEXHOMOTMA ANS noaaepXaHnsa 6as gaHHbIX A0IMKHO ObITb Npeay-

CMOTPEHO co3aaHne pe3epBHbIX KOMUN N UX apXUBNPOBaHKE.
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6.10.2 [JaHHbLIe 0 KOMNOHEHTaxX KPOBU

OpraHunsauunsa gomkHa UMeTb MHOPMaL Mo O 3aroToBKe, MPOU3BOACTBE, KOHTPOSE, XpaHeEHUN U cTaTyce
MPOAYKLNN,

6.10.3 lporpamMHoe obecnevyeHune

[TporpammHoe obecneveHne, UCNONb3yemMoe B rpoLieccax 3aroToBKU M obcrnegoBaHUA KPOBU, NPON3BO-
CTBa, XpaHEHUS, TPAHCMOPTUPOBAHUS, BbIMYCKa U BblAa4 KOMMOHEHTOB KPOBU, ACIMKHO ObITb AOKYMEHTUPOBA-
HO, UAEHTUMPULNPOBAHO N NOABEPTHYTO KOHTPOMIO, YTOOLI 0becnevynTs YBEPEHHOCTb B €ro NPUroaHOCTMK.

[TlporpammHoe obecnevyeHne OOMKHO ObITb NMPOTECTUPOBAHO W/MNK BanuMaMpoBaHO OO0 Ha4vana ero
MCMONb30BaHUA. TECTUPOBAHNE MOXET BKIMIOYATh B cebsl NPOBEPKY HA BUPYCHI U MPOBEPKY 3anporpamMmmMmmnpo-
BaHHbIX arrfOPUTMOB.

[na co3gaHnua pesepBHLIX KOMUA MOXET UCNOMNb30BaTbLCH CyLeCcTBYOLWEE UK ObiTb NpeayCMOTPEHO
cnevunansbHoe nporpamMmmHoe obecrnedyeHue.

7 YnpaBneHue npoueccamu

7.1 lNpouecchl, cBA3aHHbIE C NOTpebUTenem

7.1.1 OnpeaeneHne TpeboBaHUN, OTHOCALLUUXCA K NpOoAYKLUN

OpraHnsauunsa gaofmkHa onpeaennTb:

- 3aKoHoaaTellbHble TPeboBaHUA K KOMNOHEHTAM KPOBW, YCTAHOBIEHHbIE rOCydapCTBEHHLIMU U OTpac-
neBbIMY HOPMAaTUBHBLIMU AOKYMeHTaMuM (3akoHaMn Poccunckon Peagepaln, HauMoHaNbHbIMU cTaHOgapTaMu,
TEXHUYECKUMU pernameHTamm, npmkasamm h UHCTPYKUUSIMU N T.0N. ), BKNovasa TpeboBaHUSA K B3aUMMOOENCTBUIO C
ne4vyedbHo-NPoPUNAKTUYECKUMIN YYPEXOEHNSIMA MO BONPOCaM XpaHEHUS, TPAHCNOPTUPOBAHUSA, MPUMEHEHUS U
paLMOHaNbLHOro NCNONbL30BaHUA KOMNOHEHTOB KPOBW, UCCeaoBaHUsA peaku M OCNOXHEHUA Y peLMnnMeHTOoB
MT.N.;

- AONONHUTENbLHLIE 3anpPockl NOTPedbUTenen, B 3aBUCUMOCTN OT HA3HAYEHUSA NPOAYKTOB KPOBW.

7.1.2 I'pynnbl noTpebutenen

OpraHusauna AoKHa onpeaenunuTb KaTeropmm ceoux notpebutenen.

[ToTpebuntenamm opraHmMsaLnmn ABNAOTCA:

- NevyebHo-NpodnNakTniecKne yupexxaeHus, BKkovas naumeHToB 1 nepcoHan;

- OOHOPbLI (Kak NoTpeduTenn ycnyru B3siTus KpOBU);

- 3aBOAbl MO PpaKkUNOHUPOBAHUIO NNA3MBbI;

- Hay4YHO-UccneaoBaTENbCKMNE YUPEXKOEHUS;

- opraHsbl ynpaBrneHus 3gpaBooxpaHeHuem, obecnevmsarolime pnHaHCUpPOBaHUE;

- obLEeCcTBO B LeNoM Unn obliecTBeHHbIe rpynnbl (Hanpumep, oblecTBO BonbHbIX remodunmen nnm
0obLLEeCTBO ACHOPOB);

- IPYrme CTOPOHLI, 3aUHTEPECOBAHHLIE B pe3yrbTaTax AeATEeNbHOCTU opraHu3aLnu.

7.2 TpeboBaHUA NoTpebOUTEeNnen

3apaden cuctemMbl KayecTBa opraH1M3aunm aBnsieTcs NnpaBurbHast MHTepnpeTaunsa TpedboBaHU NoTpe-
butenen.

TpeboBaHns noTpebutenein AoMKHbI BbiTh JOKYMEHTUPOBAHHI.
7.2.1 JleyebGHO-NpochunakTUvecKmne yupexgeHus
C ne4yebHo-NpodUNaKTUYECKUM yupeXaeHnem, NpUMEHSIIoWMM KOMMOHEHTbl JOHOPCKOW KPOBW OIS

TpaHcdy3nin, HeobxoamMmo cornacoBaTh:

- NOTPEBHOCTb B NPOAYKTaX KPOBU;

- NOPAAOK 3aKa3a;

- CNocob OoCTaBKU;

- YNAKOBKY;

- MHCTPYKUWUM NO MPUMEHEHUIO;

- MOTPEOHOCTL B KOHCYNbTaLUMAX U 0DYy4YEeHUN NepcoHana nevedbHoro yupeXxaeHus.

Ona ynyJdleHna KNMHNYEeCKOM NPaKkTUKK, a Takke AN KOHTPONSA U OLUEHKU KIMTUHUYECKOTo NMpUMeHeHns
KpOBM cneayeT paspaboTtaTth M BHeAPUTb CTaHAapTHYHO opMy BaHKka 3akasa Ha KOMMOHEHTHI.

[ns peunnmMeHToB HaNbosee yA3BMMbIX FPYMM, TAKUX KaK rpyaHble MnaaeHubl, bepeMeHHbIe XXeHLLHbI,
nuua, KoTopbiM HEOAHOKPATHO NepenmneBanach KPOBb UM ee KOMMNOHEHTLI, cneayeT cornacoBaTh 00bLEM A403bl,
HeobXoaAUMMOCTb MHAMBUAYANbLHOrO nNoadopa, CPOK roAHOCTU NPOAYKTOB HA MOMEHT NOCTaBKU, HeOBXOANUMOCTL
OOMNONHUTENbHBIX UCCed0oBaHUA KPOBU U T.1M.
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7.2.2 [1OHOpBbI

Cornacue goHopa Ha goHauuo sisnaetcsa GopMoin cornaweHns. B opraHmMsaunm gomkHa ObITe npeay-
CMOTpeHa npoueaypa nonyyveHns MHPOPMUPOBAHHOTO COrnacus AoHOpa Ha AOHALUUIO, KOTopas BKNOYaEeT B
cebdqa:

- onpegeneHue Hpopmaumn, HeobxoaMMoOUnU NOTEHLMANBbHOMY AOHOPY ANS OCO3HAHUSA UM PUCKOB U NP K-
HATUS peLleHns ¢ AoHaUUN;

- popMy MHPOPMMNPOBAHHOIO cornacua AoHopa, AOCTYNHY ANs ero NoOHUMaHUS;

- obecneveHne KoHPUAEHUNANBbHOCTU UHPOPMAaL NN, KOTOPYIO coobLlaeT o cebe AOHOP.

7.2.3 OpraHbl ynpaBneHUa 3gpaBooXpaHeHuem

C opraHom, oCcyLleCcTBNAKLWNM ynpaBneHne n puHaHcupoBaHue opraHmsaunm AOHOPCTBA KPOBU, AOTTXK-

Hbl ObITb cornacoBaHbl NOTPeBHOCTM B NPOAYKTaxX KPOBW 1 pecypcax, MeponpuaTns no cbepexxeHunto aHeprm
OPYrnx pecypcoB 1 T.N.

[Mpn aHanus3e KoHTpakTa (AoroBopa) opraHu3auua JoMKHa ybeauTbes, 4To TpeboBaHna noTpebutenei:

- TOYHO onpeaeneHxsl;

- NPaBUNbHO NMNOHATLI BCEMW COTPYAHUKaMM (NoapasaefieHNsIMN opraHusanmmn), KotTopble ByayT y4acTBO-
BaTb B BbINOMHEHUN 3aKas3a;

- MOTyT ObITb BbIMOSTHEHbI OpraHu3aLumen (BKtodas oLeHKy NoTpebHOCTN B pecypcax).

[orosop (cornaweHune) Ha NPoU3BOACTBO N MNOCTABKY KOMIMOHEHTOB KPOBU, a Takke npegocTtaBfeHne
yCNyr AoMKeH ObITb NpaBuIibHO cpopMyNMpPOBaH, ACKYMeHTanbHo opopMneH 1 cornacoBaH ¢ noTpebutenem
[10 ero yTBepXxaeHus.

7.3 BzaumogeuncrtBue c notpedutenamm
7.3.1 B3anmoagencteue ¢ nevyedOHbIM yupexaeHueM (KNUHNYeCKoe B3amMoaeUcTeue)

[na obecnevyeHns kKavyecTBa nepennBaHns KpoBU opraHnsauns Aoc/PKHa TECHO B3auMOOeUCTBOBATh C
ne4vyedHbIM yupexageHnem rno Bonpocam paunoHansHOro NCNonb30BaHMUS KPOBW, NOPsiaKa 3akasa, NoCTaBKU U
aHannsa s PEeKTUBHOCTU TpaHCY3UN.

B3anmogencTeme MoXeT OCYLLEeCTBNATLCA NOCpeCTBOM!

- NPAMOro KOHTaKTa ¢ BpadamMu, HasHavyaroLWwWnmMy U oCcyLLeCTBNALWLNMN TRaHCRY3UWN;

- Nepegadvun ceegeHU 0 KOMMNOHEHTaxX KpoBU (B TOM YMCe KOMMbIOTEPHBLIMU cCpeaCcTBaMun);

- KOHCYNbTUPOBaHUA N 0OYy4HEeHUA NepcoHana ne4vyedHbIX yupeXaeHni;

- aHanMs3a KOHTpakTa, BKJtovas NonpasKy U NOPAA0K 3aKas3a KPOBU;

- COBMECTHOro y4yacTusi B pabote KOMUCCUN NO PaCCMOTPEHUIO clydaeB NOCTTPaHCY3INOHHBLIX OCIOXK-
HEHWI;

- NpoBeAeHNSA COBMECTHLIX KOH(pepeHLIUH.

7.3.2 Bzaumoaeucteue c goOHopamMu

B3anmogencTeume ¢ AOHOPaMM MOXKET OCYLLECTBNATLCA NOCPEeACTBOM:

- nccneaoBaHUA HebnaronpUSTHLIX peakLunid 1 OCNOXHEHUA Y AOHOPOB;

- aHanunsa uHdpopmMaL M o goHopax nocne goHaunuu (MHdpopmMaLunsa o COOTBETCTBUM AOHOPA YCTAHOBMNEH-
HbIM KPUTEPUAM);

- NpurnaweHnsa JoHOPOB ANS MOBTOPHLIX MMAaHOBLIX AOHALWA MW NOBTOPHOrO obcriegoBaHus, obecre-
ymBaroLero npoLuecc KapaHTUHU3aLUmnmn;

- pacCcMOTPEHNSA Xanoo.

7.3.2.1 PaboTta cxanobamu

>Kanobbl, peknamaunm n apyrue bl BHELLHUX COODLLEHUN O HECOOTBETCTBYOLLEW NPOAYKLNMN/HECOOT-
BETCTBUAX OOITKHBLI PEMUCTPUPOBATLCS U paccMaTpUBaATbLCH cpasy nocne nx nofyvyeHus, He3aBUCUMO OT
NCTOUHUKA U HocuTens nHdopmaunn. Coop MHpOPpMAaLIMKN MOXET OCYLLIECTBMIATLCA Ha pasHbIX YPOBHAX, HO

3TOT NpoLecc ACIKEH KOOPANHNPOBaTb COTPYAHMK, OTBETCTBEHHbLIA 3a Ka4eCTBO B OpraHmsaLuu cryXobl
KDOBW.

Ons apbpekTnBHOrO 0bpalleHusa ¢ xxanobamu, peknamauusimm 1 gpyrumm coobLeHNAMN ¢ HECOOTBET-
CTBUSIX OpraHM3aunm cneagyeT cTaHaapTM3oBaTh U MMCbMEHHO ohopMNTL 3TY Npoueaypy B Buae COlM nnu apy-
roro AoKyMeHTa.

Cuctema aomkHa ObITh HanNpaBneHa Ha nccrneaoBaHne N ycTpaHeHue rnpu4dnH, no3ToMy XXanobbl, pekna-
MaL MK U Ntobble coobLLeHNSI O HECOOTBETCTBUSX ACIMKHbBI PACCMaTPUBATLCH KaK « BO3MOXKHOCTb YNYyYLLIEHNAY .

3aknoueHne no paccMoTpeHUo anobbl, peknamauunm Unn coobLueHns 0 HECOOTBETCTBUN crieayeT
HanpaBWUTb NALY UK opraHn3aLum, OT KOTOPbIX NoCcTynKna nHdopmMmaums (QoHOPY, NaUNeHTy, Bpady, ie4ebHo-
MY YUYpeXOeHUto, opraHy yrnpapneHud, npeacraBuTesio OobLEeCTBEHHOCTU U T.M.), KakmuMu Obl HU ObINK
pe3ynbTaThl UCCIIeA0BaHUA.
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HecooTBeTCTBUE HEODXOANMO UOAEHTUPULIMPOBATL, NPOAYKLNIO UMK YCNYTY B3ATb NOA4 KOHTPOIb U pas-
paboTaTb COOTBETCTBYIOLLEE KOPPEKTUPYIoLLEE BO3AENCTBUE B COOTBETCTBUU € 7.16.10 HacTosILLero cTaH-
aapTa.

7.4 3aKynku

7.4.1 OOLWuUe nonoxeHUN

KayecTBO NpoayKToOB, NONyYaeMblX U3 KPOBU, CYLLECTBEHHO 3aBUCUT OT KadyecTBa UCMONb3yeMbIX pac-
XOOHbIX, YNakoBOYHbLIX U BCMOMOraTellbHbIX MaTepunanoB, obopyaoBaHUs U notpedbnsiemblx yenyr. [Ana Toro
YTOOLI NPUMEHSIEMbIE MaTepUarnsbl, 0bopyaoBaHMe N YCNYrn COOTBETCTBOBAMN YCTAHOBNEHHBIM TPeDOBAHUAM,
opraHusauum cneayet obecnevunTb yrpaBnsieMyo CUCTEMY 3aKYMOK.

OpraHusaumna gomkHa onpeagennuTb U obecneyvnTs pecypchl, Heobxoamnmele ANs 3aKynKu NO3NLUKA, BINAUSI-
FOLLIMX Ha Ka4YeCTBO 1 De30MNacHOCTb KPOBU 1 ee NPOAYKTOB.

PekomeHayeTcsi paspabotatk npoueaypy (B suae COlN unu gpyroro AoKyMeHTa opraHusaunun), yctaHas-
NBaloLW Y0 NOpAa0oK B3aMModeNCTBUA U pacnpedeneHns 0OTBeTCTBEHHOCTU MeXXay noapasgeneHnamMmm, ocy-
LLIeCTBNAOLW MU 3aKYMKW, BKNOYAaA 3Tanbl:

- NNaHUPOBAHUA;

- pa3pPaboTKM TEXHNYECKOro 3a4aHunst Ha NPoBeAeHNE KOHKYPCOB M ayKUMOHOB;

- NTPUEMKU NpoayKLUMM NocTaBLMKA Ha cknaa;

- BXOOHOM0 KOHTPONY;

- aHanusa npoLecca 3akynok.

7.4.2 TlnaHMpoBaHMUe 3aKynok

[TnaHnpoBaHUe 3aKynok KIo4YeBbIX MaTepnanos, 0bopyaoBaHUd U ycnyr HeobXoauMOo OCYLLIECTBNATL C
YUYeTOM CTpaTerm opraHusaLnm B obnactn kavyecTea.

KnovyeBbIMA B opraHu3aunm siBNA0TCH T€ NO3ULUN, KOTOPble HENOCPeACTBEHHO BUSOT HA KA4eCTBO
3aroToBKKW, 0bcneagoBaHUA, nepepaboTKkU, XpaHeHUs! U MICNOMNb30BaHUSI KOMMOHEHTOB KPOBM:

a) KOHTeWHepbl ANA 3aroTOBKU KPOBU U ee KOMMNOHEHTOB;

0) obopyaoBaHMe N pacxodHble MaTtepuansl Ans annapaTHbIX METOA0B 3aroTOBKK, a TakKe NpoLeccoB

nepepaGOTKM, NCCITeJ0BaHUA, XPaHEHNA, TRPAHCNOPTUPOBAHWUA, KOHTPOJIA Ka4eCTBa U NepeiimBaHUA KPOBWN,
BKJTHOHAA.

- UIMMYHOTeMaTOoNorM4eckme peareHThbl;
- peareHTbl A1s1 CKPUHUHIa 0b6a3aTenbHbIX FTeMOTPACMUCCUBHBIX MHGEKLNIA;
- Ae3nHpurympytoine cpeacTBa;
B) yCnyrmno:
- MOBEpPKe, KannbdpoBKe U cCepBUCHOMY 0DCNYXXMBaAHUIC 0OOPYAOBaHNUSA;
- CAHUTaPHO-3NMNAEMUCTIOrNYECKOMY KOHTPOIMIO;
- BbIBO3Y W YTUNN3ALMNN OTXO0B;
- 0Bby4eHunIo;
- MIpOYUE YCIYT .
7.4.3 Pa3paboTka TeXHU4YeCKoro 3agaHusa Ha npoBeaeHUe KOHKYPCOB 1 ayKLLUOHOB
Pa3paboTky TEXHUYECKOro 3aaHns Ha NpoBeaeHMe KOHKYPCOB 1 ayKUMOHOB cneayeT NpoBOAUTb C yue-
TOM BNUAHUSA 3aKynaemoro obopyaoBaHus, MaTepmnanoB M YCryr Ha KA4eCTBO AOHOPCKON KPOBU U €€ KOMIMOHEH-
TOB, a TAKKe Ha 3J0POBbE AOHOPA U COXPaHEHUE AOHOPCKNX KaapoB.
7.4.3.1 BblOOp KOHTENHEPOB
[nst obecnevyeHnst Ka4ecTBa U CHMXKEHUSI pUCKa KOHTaMUHAaLUU NPW 3aroTOBKE KPOBU U €€ KOMMOHEHTOB

HeobxoanMMo UCMOoNb30BaTh NMPENMYLLUECTBEHHO 3dKPbITblIE CUMCTEMbBI TTOJIMMEPHDbBIX I{OHTeIZHGDOB B COOTBET-
CTBAN C HA3HAYEHNEM MNOJ1YHaEMbIX KOMINOHEHTOB.

7.4.3.2 NmmyHOoremaTonormdeckme peareHThbl U peakTUBb

Bbibop MMMyHOreMaToNorM4eckux peareHToB U peakTUBOB ANA CKPUHUHIA 0Ds13aTeNbHbIX reMOoTpaH-
CMUCCUBHbBIX MHPEKUNN ABMAETCA BaXXHenLwWwen obnacTtbio obecnevyeHnsa 6e3onacHOCTU KPOBU N €€ KOMMOHEH-
TOB, NO3TOMY MNpU paspaboTke TeXHWYECKOoro 3agaHusi HeobxoaumMoO OPUEHTMPOBATBLCS Ha creayroliue
OCHOBHbLIE XapaKTepUCTUKNA peareHTOB:

- cNeuynPuiHOCTb;

- YYBCTBUTENIbHOCTD]

- TUTP;

- MPO4MEe B 3aBMCUMOCTMN OT BUAA peareHTa.

CneayeT Takke NpUHMMaTb BO BHUMAHME U ApPYrve XapakTepUcTUKU, onpeaensiowme npakrtmyeckoe
NCMONb30BaHNUE peareHToB, Takne Kak CPpOK roaHOCTU, YCINOBUSA XpaHEeHWUs, YACNO TECTOB B KaXXAoM Habope;
XXU3HECNMOCODOHOCTL peareHTauT.n.
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7.4.3.3 Beibop ycnyr

[Tpn paspaboTke TEXHUYECKOro 3agaHus Ha NpegocTaBIeHUe yCnyr (Mo NoBepKe, KannbpoBke, TEXHUYEC-
KOMY UMM CEPBUCHOMY ODCNYXMBaAHWUIO 0DOPYAOBaAHUSA;, CAHUTAPHO-3NNOEMUAONOTNYECKOMY KOHTPOMMO; YHNY-
TOXEHUIO OTXOA0B; AOCTABKE KPOBW, €CMNU OHAa OCYLLIECTBNAETCH CTOPOHHEW opraHusaumneid, ooy4eHuno 1 1.n.)
HeobXoaAMMO PYKOBOACTBOBATLCH TPEDOBAHMSIMA HOPMATUBHBLIX AOKYMEHTOB U AEWUCTBYIOLWEro 3akoHoOa-
TeNbCTBA B COOTBETCTBYOWEN obnacTn. OpraHusaunn, npeaoctaBnsiolme yenyri, 40mKHbl ObITb NULEH3NPO-
BaHbl (ecnnm KX YCnyr €BnsOTCA NULEH3NPpYeMbIM BUOOM OATENbHOCTU) UMM akKkpeaAUTOBaHbl B
YCTaHOBNEHHOM 3aKoHOoAaTeMbCTBOM NOPSAAKE.

7.4.3.4 Bbibop ae3snHpUUMpYOLWMX CpeacTB

[TpumeHeHne aesnHpuuMpyrownx cpeacTs aAnd obpadboTkun pyK nepcoHana, KoXXmn NOKTeBoro crnba AoHo-
POB, 0OOPYAOBAHUA U MHCTPYMEHTOB, 00e33apaXmMBaHUsl OTXOA0B, YOOPKM MOMELLEHWUN U T.M. SIBASETCH Nep-
BOCTENEeHHOU NpouUnakTUuiIeckon Mepou, HanpasneHHON Ha npeaynpexgeHue KoHTaMuHauum KpoBU U ee
KOMMOHEHTOB, a TakkKe 3alnTy acHopa nnepcoHana. lNpu paspaboTke TEXHUUECKOro 3adaHUs Ha 3aKynKy Ae3-
MHPULUPYIOLLUX cpeacTB ocoboe BHUMaHKE crieayeT obpaTtuTb Ha UX cneunguyeckme XxapakTepucTuku,

[Mpun onpeageneHnn noTpebHOCTU B OCHOBHBLIX MaTepuanax n ans obecneveHnsa nx pe3epBHOro 3anaca ¢
yuyeTOM N3MEHUYMNBOCTU cnpoca (Hanpumep, No nepuogam roga) Heobxoammo NPoOBOAUTL aHanns3 3anacoB Ha
cCKnagax.

7.4.4 llpuemMKa npoaykuum noctaBlUKa Ha cknag. BXxoaHOU KOHTPONb

[TpoayKuna nocTaBLWMKa (00opyaoBaHWe, MaTepuransl) A0PKHa ObITh NPUHATA Ha cKNnaa nocne npoBepKu
CONpoBOAUTENBHOWN AOKYMEHTaLNN.

[TpoayKuns, nocTynueLlaga 6e3 HeobxoaMMOoU CONPOBOANUTENBHON AOKYMEHTaLU MK, A0MKHa ObITb HEMe -
NeHHO n3onupoBaHa. Ecnn maTtepuansl nonanu B Npou3BoACTBO, OHU AOIMKHbBI ObITb U3BSATHI MO CNeLanbHON
npoueaype, npeaycMoTpeHHoU 7.16 HacTodawero ctaHgapTa.

[1o nonyvyeHUa pesynbTaToB BXOAHOIO KOHTPONA MaTepuanbl A0IMKHbI pa3MellaTbCa OTAENTbHO OT NPOBE-
PeHHOW NpoAYyKUUN (KapaHTUH).

BXoaHOW KOHTPONb ABNAETCA HEOTbeM/IEMOM YaCTbio NpoLuecca U3roToBNeHUA KOMMOHEHTOB KPOBU, OH
NPoOBOAUTCA ANA NpegoTBpaLlleHUda NCNoNb30BaHUSA B MPOU3BOACTBE MaTepManoB UMW yCryr, He oTBeYatoL X
YCTaAHOBNEHHbIM TpeboBaHUAM, U COKpaLLeHNSI HENPOWU3BOANTENbHLIX PAaCX0a0B.

B AOKYMEHTUPOBaHHYIO npoLueaypy BXOAHOro KOHTPONSA HeobXoaumo BKMHOUYUTL nepevyeHb OCHOBHLIX
MaTepuanos UK ycnyr, noanexXalwmnx BXoAHOMY KOHTPON0, U U3NTOXUTb NOPAA0K:

- MAEeHTUPUKaLMMN, MapKUPOBKM N pasMeLLeHNa MaTepuanoB Ha KapaHTUH;

- NpoBedeHNs UCNbITAHUN;

- NPUHATUA peLleHna O 4oNycke B NPOU3BOACTBO;

- BblAa4u NoNb3oBaTENAM;

- perucTpaunm gaHHbIX, OTHOCALLIMXCS K KAYECTBY 3aKynaeMblX MaTepmnanoB U/ N ycnyr.

[TlepevyeHb MaTepunanoB, nokasaTteneun, noanexawmx BXoaQHOMY KOHTPOMNI0, a Takke 0ObeMbl KOHTPONS
yCTaHaBMMBAKOTCA C Y4EeTOM UX BNUAHUA Ha KA4YeCTBO roTOBOro npoaykra. ['lokasaTtenm n Kputepum KavyecTsa
yCTaHaBNMUBAlOTCS Ha OCHOBE TpeboBaHNN HOPMAaTUBHbLIX AOKYMEHTOB heaepanbHOro opraHa rocyaapCcTBeH-
HOW BNacTU, OTBETCTBEHHOMO 3a NONMUTUKY B 0O6NacTu 34paBoOXpaHeHns.

MaTepuansl, npollealmne BXoOAHOW KOHTPOb, A0MKHbI ObITb MPOMapKMPOBaHbl N NepeBeJeHbl N3 KapaH-
TUHa B aKTUBHLIW 3anac. Ecnu npn BXoAHOM KOHTpONE BbIABNEHO HECOOTBETCTBME MaTepuana ycTaHOBNEH-
HbIM TpeboBaHUAM, HeobxoaumMo OMOPMUTL peKknamMaunOHHBbIN akKT, MaTepuansl UAeHTUDULUPOBATL U
XpaHUTb B cneunanbHO OTBeAeHHOM MecTe. He aonyckaeTca COBMECTHOE XpaHeHMe MaTepunanos, UMeoLLMX
pasHbl CTAaTyC BXOAHOI0 KOHTPONA. YnpaBneHne HeCOOTBETCTBYOLWUMKA MaTepuanamMmym OCyLLecTBNAeTCH
cornacHo TpeboBaHuaM 7.16 HacTosiLero ctaHgapTa.

7.4.5 AHanus npouecca 3aKynok

AHanns npolecca 3akynok cneayeT npoBoANTb perynsapHo Ha OCHOBe cneayoLlnX AaHHbIX:

- pe3ynbTaToB BXOQHOIC KOHTPONA, CBMAETENbCTBYIOWUX O pakKTUYeCKOM KauyecTBe 3aKyrnaemMou npo-
AYKLUWA,

- pe3ynbTaToB aHanM3a 3anacoB MaTepuarnoB Ha cknaae;

- pe3ynbTaToOB aHanusa UCNonHeHns droaxeTa;

- pe3ynbTaToOB aHannsa 4edbUTopPCKOW U KpeaAUTOPCKON 3a40/KEHHOCTEN.

7.5 YnpaBneHue npoueccamMm npou3BoACTBa

[ns obecnevyeHnsa ynpaBneHnsa npoueccamMmm npon3BoACTBa U yCnyr Heobxoanumo:

- HanM4ne HopMaTUBHbLIX AOKYMEHTOB, YCTaHaBNMUBaOLWMX TpeDOBAHNUSA K AOHOPCKOW KPOBU N €€ KOMIMO-
HEeHTaM:;

- Hanu4uune pabdbounx MHcTpykuun (COTT nnu gapyrmx HopMaTUBHbLIX AOKYMEHTOB) Ha BbINOJIHEHUE MPOU3-
BOACTBEHHbIX NpoLeayp;
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- CO34aHNe COOTBETCTBYHHOLLMX NPON3BOACTBEHHLIX YCIOBUN NPW BbINONTHEHMN paboT (CM. 6.5);

- Heobxoaumoe obopyaosaHue (cm. 6.4);

- KOHTPOMNbHLIE U U3MepUTENLHLIE NPUDOPLI (CM. 7.14);

- oCcyLlecTBneHne MOHUTOPWUHIa 1 nsmMepeHn angd npoLeccoB NponssoacTea (cM. 7.12);

- OCYLLECTBNEHNEe HeobX0AUMEIX BUOOB KOHTPOMNS U NPOBEPKM NpU BeINycke (cMm. 7.11);

- 3 eKTUBHOE B3aUMOAENUCTBME C NEeHEDHBIMN yYPEXKOAEHNAMN.

B opraHunsaunn gomxHa AenucTesoBaTh nNpoueaypa BhIIBNEeHUSA KPUTUYECKMX 3TarnoB Npy Npon3BOACTBE
KOMMOHEHTOB KPOBW, HAYMHaA OT NpUBNeveHns 1 oTbopa AOHOPOB, B3ATUA U 0OCneaoBaHUA KPOBU, NPON3BOA-
CTBa, XpaHeHUs, Bblgayn, AOCTaBKM KOMMOHEHTOB KPOBM N A0 UX UCMONMb3OBaHUA. JTa npoueaypa AoimkHa
BKItoYaTb B ceb4:

- onpeaeneHne KpUTUYeCKUX ToYEK, NpoLeayp, 3TanoB NpoLeccoB, KOTOPbIE HEODXOAUMO KOHTPOMPO-
BaTb Ans obecnevyeHUst 6e30MNacHOCTU KPOBU N €e KOMMOHEHTOB;

- CBeeHns o0 goHopax, peyunmeHTax, nepcoHane;

- YCTAHOBIEHNE KPUTUYECKUX NMpeaenos;

- CO34aHne CUCTEMbI MPOBEPKU KPUTUHECKUX KOHTPOTBbHBIX TOYMEK C MOMOLLLIO 3anaHUpoBaHHbIX UCMbI-
TaHUN U USMEPEHUI;

- BbIMOMTHEHWE NocNeayIoLMX KOPPEKTUPYIOL X AeUCTBUN, Koraa B npoLuecce MOHUTOpPUHra ycTaHoBNe-
HO, YTO KOHTPOJb KOHKPETHOU KPUTUYECKOU TOUYKNA HEBO3MOXKEH.

[Tpn onpeaeneHnn KPUTUYECKUX NMPOLLECCOB B opraHMsaLum cnegyet yYnuThiBaTh!

- CTeneHb BIMAHUA NpoLecca Ha KavyeCcTBO NPOAYKTOB U YCNVT;

- PUCK HEYAOBNETBOPEHHOCTM AOHOPOB U PELIUMNEHTOB;

- 3aKoHodaTenbHbIE U perynupyomne TpeboBaHUS;

- KOMNEeTEeHTHOCTb NepcoHana;

- CITOXKHOCTb NMPOoLEeCCOoB.

7.5.1 lNpuBnevyeHue AOHOPOB

B opraHuzaunn gomkHa bbiTe paspaboTtaHa cTparteruns npmpriedyeHns 6e3onacHbiX JOHOPOB, COOTBET-
CTBYIOLLAS LLensAM opraHmsaLnm B 0bnacTt KavecTBa, KoTopast AoMKHa onpeaennThb:

- OCHOBHBbIE NpUHLUMNLI ACHOPCTBa (A0bpoBONibHOE, 6e3B0O3MEe3aHOoE);

- UeneBble rpynnel HaceneHus ana npuenevYeHnUsa 4OHOPOB;

- MeTodbl CTUMYNUPOBAHUA N NPOCBELLEHUS NoTeHUManbHbIX AOHOPOB;

- MONUTUKY COXPaHeHUHA AOHOPCKMX KaapoB.

[ns ocywiecTBneHUs paboTel No NpMBNeYeHno AOHOPOB He0DX0oaAMMO BblAeNMNTL PUHAHCOBLIE CpeacTBa
N 0By4YeHHbIN NnepcoHar.

7.5.2 MeauumnHckoe odcnegoBaHue 4OHOPOB

7.5.2.1 Kputepuun gonycka goHopa K goHaLu 1

[na gonycka AOHOPOB K AOHALUW ACTKHBI MPUMEHATLCS KPUTEPUK, YTBEPXKAEHHbIE AEUCTBYHOLLIMMU HOP-
MaTUBHbLIMW OOKYMEHTaMM C Yy4eTOM MEeCTHbIX YCMOBUW (Hanpumep, 3nNUaeMnyeckon OBOCTaHOBKU) U
CYLLECTBYIOLLEN NPaKTUKMN.

7.5.2.2 KoHpmnageHUNanbHOCTb

CobecenoBaHne U OCBUAETENLCTBOBAHME ACHOPA Nepen AoHALMEN A0TKHO OCYLLECTBNATLCH B KOHPU-
OeHuManbHbIX YCNOBUAX.

7.5.2.3 [lepcoHan

[na obecneveHnss HageXXHoOro 0Teo4a AOHOPOB MO YCTAHOBMIEHHBIM MPOTUBOMNOKa3aHUAM N COXPaHeHUs
MOCTOAHHBIX AOHOPCKMX KaapoB NepcoHan, BbINOMHAKLWWMA 3Ty paboTy, A0MKEH UMETb COOTBETCTBYIOLLYHO
noAroToBky. Heobxoanmo kpome npodpeccmnoHanbHbIX 3HaHUW pa3BUBaTb YMEHME NnepcoHana BbIsIBNATb MpuU-
3HAKM HapKOMaHWMN 1N NOBeAEeHUSA, NPUBOAALLEro K PUCKY 3apaXkeHUs NHPEKLUMOHHBIMK 3aboneBaHnaMN,
nepegaBaemMbiMM C KPOBbLO, a TaKKe HaBblKM ODLLEHNSI C AOHOPOM.

7.5.2.4 3anuciu

[aHHble MegnLMHCKOro obcneaoBaHUA AOHOPOB AOMKHBI ObITh 3aperMcTpUpoOBaHbl B COOTBETCTBYHOLLIMX
popmax, noanncaHbl UCMONHUTENEM U BHECEHbI B Dasy AOHOPCKUX AaHHbIX (CM. 6.10). INpn ncnonb3osaHmnm
KOMMBOTEPHOWU 3anncK MHPOPMaLUK criegyeT npegycMoTpeTb CpedACcTBO MAeHTURUKaLMM MCNONHUTENA U
CO34aHuns apXMBHbIX Koni 3anmcent (cm. 6.10.1).

Pernctpauunn nognexar:

- MAeHTUPUKaUMOHHbIe AaHHbIEe ((baMUNna, MHULUWAaNI, adpec, AaTa POXAEHUA U T.M.);

- MHpopMaLKnsa 0b oTBoAax No MeanLMHCKUM NoKasaHUSAM;

- MegunumnHekas uHdopmMauuna (pesynbtaThl MeAULMHCKOrO 0bcrneaoBaHUs U aHann3oB M Apyrue OTHOCS-
LLIMecsl K aHaMHe3y AaHHble);

- UICTOPUS ACHAaUWUN (MNCNo, AaThl, Nodble peakLnn 1 OCNOXHEHWSI BO BpeMst AoHaLU nn).
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Bca goHopckasa nHdopmauunsa aBnsieTcsl KoH@uaeHUnanbHOM 1M gomkHa coaepXaTbcsl B OXpaHAeMbIX
ycnoBuax. Jluya, uMmeroLwme ooCcTyn K 3anmcsim, coaepkallm nepcoHarnbHble AaHHble AoHoPAa, A0MKHbI UMEeTh
Ha 9TO CaHKLUIO PYKOBOAUTENS YUPEXKOEHUSNA, YNCTIO TAKUX NULL AOTTKHO ObITb OrpaHuU4eHo.

7.5.3 3aroToBKa KpoOBW

Heobxoanmo obecnevyntb NpoOBEPKY MatepnanoBs n obopyaoBaHUa Ao Hadvana goHaumn. KoHTenHepsl
(TN KOHTEeNHepa, CPOK rOAHOCTU, OTCYTCTBME 3arpsisHEeHUA 1 NOBPeXaeHUs) U pacTBOPLI, UCNONb3yeMble A4
cbopa, KOHCEPBUPOBAHUS U XPaHEHUS KPOBU UMM €€ KOMMOHEHTOB, A0MKHbI ObITh MPOBEPEHbI A0 ACHALIMK Ha
nPUroaHoCTbL K paboTe.

7.5.3.1 NaeHTndunkayus

Heobxoaumo obecnevnts naeHTUPUKaLUG AoHopa, NPOAYKTOB AOHaLU MK, 0Dpas3LOB KPOBU U NepcoHa-
na, OCyLecTBNAOLWEro B3ATHE KPOBU.

[10 BeHenyHKUWM criegyeT NpoBepuTb: KapTy AOHOPa, ODNOK TEXHONMOMMYECKNX 3TUKETOK C eAUHBIM HOME-
POM AOHaLUUN N NPOBECTU MAeHTUPUKaUMo AoHoPA.

MeTtoabl ngeHTUudnKaLumm goHopa A0 KHbI ObITb MHTEPaKTUBHBIMNA.

Ha KoOHTeHepax Anst KPOBU U KOHTEUHepax-CNyTHUKaX, Ha Npobupkax ans odbpasuoB KPOBU U KapToYKe
OOHOPa A0KHbI ObITb HaKNeeHbl MAEHTUYHO NPOHYMEPOBAHHLIE TEXHOMOTMYECKNE STUKETKN.

[MprMeHMbI TpeboBaHusa 7.9 HacToALero ctaHgapTa.

7.5.3.2 3awmurta o1 bakrepuranbHOro 3arpsisHeHuns

OpraHunsauyms 3alnTbl OT DakTepManbHOro sarpasHeHUd, BKNoYas yaganeHne oTXoa0B nocne B3ATUS Kpo-
BW, AOJKHA COOTBETCTBOBATL TpeboBaHUAM 6.5 HACTOALWEro ctaHAapTa, a TakKke cneayrowmum TpedoBaHUAM:

- KPOBb A0 KHA 3aroTaBNUBATLCH B CTEPUNbHLIE 3aKpbIThle CUCTEMBI;

- AE3NHPULUMPYIOLLNA areHT U MeCTO BEHENMYHKLUW A0KHBbI ObITb BbIOpaHbl U NOAroTOBNEHBI TakK, YTOOLI
YMEHbLLUUTb PUCK BaKTepnanbHON N BUPYCHOW KOHTaMUHaL NN,

- yaaneHue oTXo40B Nocne B3siTUst KDOBM — B COOTBETCTBUK € 6.8 HacTosLWero ctaHgapTa.

7.5.3.3 TexHonorus

MeToa B3siTUS KPOBU AOIMKEH obecnevymBaTh!

- MOCTOAHHOE NepemMellnBaH1ue 3abnupaemMon KpoBM N aHTUKoarynsHTa/ KoHcepBaHTa B KOHTeWHepe ans
cbopa KpoBU;

- HENPEepPLIBHOCTb KPOBOTOKA;

- YCTAHOBJIEHHYIO NPOACIKUTENTBHOCTL AOHALIUN.

ObbeM KpOBU B KOHTEMHEPE OO/TKEH COOTBETCTBOBATL HOPME, YCTAaHOBNEHHON HOPMAaTUBHOMN AOKYMEH-
Taunen Ha UCNonb3yeMbl KOHTEUHEP KOHKPETHOro TUna.

KpoBb, 3aroToBMEHHasl ¢ HapylleHMeM YyCTaHOBMNEHHbIX TpeboBaHn (bonee oQHOrO NPOKosa BEHbI;
HenonHasi 4o3a KPOoBU U T.M.), HE A0/MKHA NCMONb30BaThCA AN TpaHchy3un. Nopaaok paboTel C KPOBLIO U ee
KOMMOHEHTaMW, NONyYEeHHbIMW NPU HapyLeHUN YCTaHOBNEHHBLIX TpeboBaHUN, OCYLLECTBMAETCH B COOTBET-
CTBUU C /.16 HACTOSALLEro cTaHaapTa.

7.5.3.4 QO0pasubl anga nabopatopHoro obcneaoBaHUs

ObpasLbl KpOBU ACHOPA, NpeaHa3HaYeHHbIe ANs nccneaoBaHUA, A0MKHBI 0TOMpaTbCA NpKY cobnioaeHnn
YCNOBUW acenTUKn HenocpeacTBEHHO U3 MarucTpanu Unm cneunansHOro KoOHTenHepa ans npod, BXoasaLero B
COCTaB CUCTEMBI.

CermMeHThbl 00LWEen AOHOPCKON MarucTpann AomMKHbl OTAENATLCA OT KOHTeUHepa 0e3 HapyLlleHUs1 cTe-
PUNBHOCTU KOHTEWHepa.

Tun n odbvem obpasua AoMmKHBI COOTBETCTBOBATL BUAy 0bcrneaoBaHus.

YcnoBua xpaHeHUsa obpasLoB Ao npoBeaeHUa NnabopaTtopHbIX TECTOB ACMKHEI OTBeYaTh TpeboBaHNAM,
YCTAHOBMNEHHbLIM B MMCbMEHHBIX MHCTPYKLIUAX N3roTOBUTENEN HADOPOB peareHToB.

7.5.3.5 MeToaadepesa

[pun B3ATUN KPOBN MeTOAOM adepesa A0TKHBI ObITb BbINOMHEHbI AOMONMHUTENbHbIE TpeboBaHUA, obec-
neymBaroLme:

- be30onacHoOCTb PEUHPY3NN ayTONOTNYHBIX 3a0UpaeMbIX KOMMOHEHTOB;

- YCNOBUS, UCKMoYatoLLme BO3AYLLUHY aMOONMIo;

- oOLlee KONMYEeCTBO NNasMbl He AOMKHO NPeBLILWATL YCTAHOBNEHHOTo 0bbeMa.

7.5.3.6 MeToa anckpeTHoro nnasmadepesa

[1pn B3SAITUN KPOBU METOAOM ANCKPETHOro ninasmadpepesa Heobxoanmo obecneymnTb:

- ICMOMb30BaHWE ABYX HE3aBUCUMBIX CPEACTB UAeHTUdMKaLMKM AoHOPAa M e AUHULIBI BO3BpaLLlaeMbIX eMY
3PUTPOLUMNTOB;

- cobnoaeHne ycTaHOBIEHHOIO BPpEMEHU BO3BpaTa ACHOPY ero SpUTPOLUTOB;

- COOTBETCTBUE 0OLLEero KonmyecTea KpoBU, 3abupaemMoro y JoHopa 3a 0auH pas (McKnoYvas aHTukoary-
NAHT), YCTAHOBNEHHOMY KPUTEPUIO.
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7.5.3.7 MeToa uutadgpepesa
[omkHa ObITb 0becnevyeHa AOKYMEHTUPOBAHHASA NpoLieaypa Ha 3aroToBKY KOMMOHEHTOB KPOBU METOAOM

LuTadpepesa, BKIwoYaoLwaa B cebs HOpMY A03UPOBaHUA BCEX NMPUMEHSIEMbIX BCNOMOraTenbHbIX areHToB
(NeKkapCTBEHHbLIX CpeacTB).

7/.5.3.8 YXona3agoHopoM (coxpaHeHe AOHOPCKUX KaapoB)

B npouecce B3ATUS KDOBU crieayeT obecnevmnTb:

- MeTOo BEHENYHKLUMIN, He BbI3biBaOLWUNA HENPUATHBLIX OLLYLWEHWUN Y AOHOPA;

- besonacHoe n KoMmdgropTHOE pabovee MeCcTo ANS B3ATUA KPOBU;

- HabnwaeHe 3a AOHOPOM BO BpeMs AoHaL NN,

- nepcoHan, oby4yeHHbIN pacno3HaBaTb NMPU3HaKN HEONAronPUATHBLIX peakuui U OCNIOXKHEHUN N OKa3bl-
BaTb HEODXOAMMYIO MOMOLLB, a TaKKe MMEeOLLIUA XOPpoLLIne HaBbIKM ODLLIEHUS C AOHOPaMU;

- Hanun4ne cpeacTB okaszaHUA NOMOLLM B clydae peakumn 1 OCNOXXKHEHUN Y JOHOPOB;

- Hann4yue COIl'1 Ha okasaHMe NepBOM NOMOLLA AOHOPY.

7.5.3.9 3arotoBka KpoOBW B Bble34HbIX YCIOBUAX

[1ns 3arotToBKM KPOBU B Bbl€3AHbIX YCNOBUAX HE0DX0AMMO 0becneynTb AOKYMEHTUPOBAHHYIO NpoLeaypy

3aroTOBKN KPOBU B Bble3QHbIX YCNOBUSAX, BKINHOUAOLLYIO B cebs KpoMe obLLnX TpebOoBaHMA K 3aroTOBKE KPOBMU,
cneayrowme:

- 3Tan TpaHcnopTUPOBaHKUA NnepcoHana, 0bopyaoBaHUA 1 3aroTOBNEHHOW KPOBU;

- YCNOBUSA KOHpUAEHUMANbHOCTU NpoBeaeHNs cobeceoBaHUA C AOHOPOM;

- Mepbl OKa3aHWs MOMOLLIY B YCIIOBUSIX yAANeHHOCTN OT cTauuoHapa.

7.6 lepepaboTKa KPOBU U NONTYyYEHUE KOMMOHEHTOB

7.6.1 OOLWUe nonoxeHuUusN

TexHonornm, nCNosib3yemMsle rnpu 3aroToBke, nepepabdoTke, XpaHEHUN N TPAHCNOPTUPOBAHNN JOHOPCKON
KPOBU U €€ KOMMOHEHTOB, ACIMPKHbI 0becneumnBaTb NpeaynpexgeHme Ux KOHTaMuHaLmmm n coxpaHeHmne BUono-
"M4ECKNX CBOUCTB KPOBU U €e KOMMOHEHTOB.

[aHHble MOHUTOPKWHIA NpoLeccoB NepepaboTKM 1 NoNy4YeHUa AOHOPCKOW KPOBU U ee KOMNOHEHTOB A0MK-
Hbl ObITb 3apPEerncTpUPOBaHLI.

MeToabl, NCNonb3yeMble B NPOU3BOACTBE KOMNOHEHTOB KPOBU (LLleHTpUdyrmpoBaHue, 3amMopaKnBaHue,
pasmopaxmsaHue, punbTpaLnsl, OTMbIBaHUE, AerNULIEPUHNIALNS, NYNTMPOBaHWUE U ApYrue), A0KHbI obecne-
YMBATb FrEPMETUYHOCTb CUCTEMbBI NONTMMEPHBLIX KOHTEUHEPOB 1 HE A0NYCKaTb HAPYLUEHUS LLENOCTHOCTH.

7.6.2 UeHTpudyrupoBaHue

CocTaB BbIAENAEMOro KOMMOHEHTA PerynupyoT BbIDOPOM pexuma LEeHTPUYTMpoBaHUS, KOTOPLIN
BKMNOYAET B ceba TemnepaTtypy, BpemMsi U CKOPOCTb LEeHTPUPYrMpoBaHuUS.

O ns kaxaon ueHTprUdoyr A0MKHbI ObITh onpeaeneHbl CBOU PEXNUMBI.

MeToab!l NONyvYeHUs KOHEYHEIX NPoAYKTOB NpeACcTaB/IA0T CODON B3aUMOCBA3AHHYO CUCTEMY.

[na pasgeneHna nnasmMbl U KNETOK MOTYT MCNONb30BaTbLCA APYyrue MeToabl oCaXXaeHUdA KNeToK: LeHTPU-

pyrmpoBaHue gBWMXKyLlencs KPpOBWU, NPOTOYHOE (NnaBatollee) LeHTpUgyrmposaHme B rpagneHTe nioTHOCTH,
NPOTUBOTOYHOE LleHTpUudpyrnposaHune (NpomMbiBaHue), unbtpaumns.

7.6.3 3aMopaxuBaHue nna3mbil

[1na MmakcMManbHOro coxXxpaHeHusa coaepXXaHusa pakTopoB CBePThIBaHWUS obLuee BpeMs 3aMopaXMBaHUSA
nnas3mbl 4o MUHYC 30 °C He A0MKHO npeBbIWaTh 1 u.

7.6.4 3amopaxuBaHue (KPUMOKOHCEPBUPOBaHUE) KNMETOYHBIX KOMMOHEHTOB

[Ons Oonrocpo4YHOro KOHCEPBUPOBAHUSA KIETOK KPOBWU (3pUTPOLUMTOB, TPOMOOLIMTOB) HeobXoammo
MCNONMb30BaTb METO/bl 3aMOPaXKMBAHUS, paspeLleHHbIe AN MPUMEHEHUS B yCTaHOBIEHHOM NMOpsaKe.

[TOoAroTOBKY KNMETOYHBIX KOMMOHEHTOB K 3aMOpPaKMBaHU0 NPOBOAAT B aCENTUYECKUX YCITOBUSAX.

KpnokoHCcepBMpoBaHNE OOMKHO OCYLUECTBIISATLCS B COOTBETCTBMU C UHCTPYKUUEN NITOTOBUTENS Ha
obopyaoBaHMK, paspellieHHOM K NPUMEHEHUIO B YCTaHOBMEHHOM NOpSaaKe.

donycTnmoe BpeMs XpaHeHUs1 3pUTPOLUTOB OT MOMEHTA NOMYYEHUS A0 3aMOPaXKMBaHNA HE JOIMKHO Npe-
BbILLIATbL S CyT.

TpomMbounTbl, NONyYeHHbIE NMOLIM METOAOM, AOCITKHBLI BbITh 3aMOPOKEHbI He NMo3aHee 24 4 nocne 3aro-
TOBKW KPOBU OT AoHOpa Unmn tTpomboumTadgepesa.

[1na opraHnsaumnm ANUTENbHOrO XpaHeHUa KNeToK KpOBM Heobxoanumo obecnevunTsb:

- KpnoreHHoe 0bopyaoBaHme;

- MOPO3UNbHOE 0BbopyaoBaHKUE;

- MOMeLLeHne ans pasmMelleHns obopyaoBaHUS;
- nepcoHar, oby4eHHbIN 0OCNYXMBaHUIO KPMOreHHOTo 060pya0oBaHUS.
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7.6 5 PazmopaxuBaHue (otTranBaHue)

[Tnasma gomkHa pasmMmopaXXMBaTbCH NPU YCTaHOBNEHHON TeMMnepaType ¢ MCNONb30BaHUEM cneLannan-
POBaHHOro 0bopPyaOBaHUS.

[TpoayKT, NoNy4YeHHLIN Nocne pasMopaXXMBaHUs, He AOIPKEH codepXaTb HepPacTBOPUMOro ocaaka.

Pa3smopoXeHHad nnasma He NoaneXXmuT noBTOPHOMY 3aMOpaXXMBaHUIO.

7.6.6 Pa3mopaxunsaHue apuTpoLnToB Uu TPOMOOLIUTOB

IPUTPOLUTBI U TPOMBOLUUTLI HEODXOAMMO PasMOPO3NUTL C UCMNOMNb3OBaAHUEM Cneunanm3npoBaHHOro
obopyaoBaHUA, OTMbITb U A40OaBUTL COOTBETCTBYIOLWNNA PECYCNEHANPYIOLWNA PacTBOP.

[1Na OTMBIBAHMA 3PUTPOLUTOB AO/MKHBI NTPUMEHSATLCA PacTBOPLI, 3aperncTpmpoBaHHbIE B YCTAHOBMEH-
HOM NopsAJKe.

7.6.7 PeHTreHoBCKOe UNU raMmma-oony4veHue

MeToa obnyveHunsa aorxeH obecnevnts o3y o1 2500 50 Mp.

Bpema akcnosnummn, yctaHOBNEeHHOe ANA KaXKaoro nyvyeBoro UCTOYHUKA, AOIMKHO KOHTPONMUMPOBAaTLCH
yepes UHTepBansbl, yCTaHOBMNEHHbIE B UHCTPYKLIUM N3FOTOBUTENA.

JpuTpouuTcoaepKaliue KOMNOHEHThl MOTYT noaBepraTbcd obnyvyeHuo B TeveHne 14 aHen ¢ MOMEHTA
NosTy4eHUa U XpaHUTbLCA B TeveHue 28 aHeN.

7.7 MapKupoBka rotoBou npoayKkuum

MapKknMpoBKY rOTOBOU NPpOoAYKUMN NMPOBOAAT C MOMOLLBIO 3TUKETOK. DTUKeTKa O0IMKHAa COXPaHATLCHA B
TeyeHne BCero cpoka rogHoCTU U NpU BCEX PeXMMax XpaHeHUa 1 UCNOoNb30oBaHUA eaAUHNLbI TOTOBOW NPOAYK-
U1K, a UHPOPMaLIKMA, NpuBedeHHad Ha 3TUKETKe, AO/MKHA OCTaBaTbCH NErko YnTaemMom.

[TpegnovTuUTEeNnbHLIM ABNASIETCA NMPpUBeAeHNe Ha 3TUKeTKe MallMHoOYMTaeMon nHdopmMmaumn, npegHasHa-
YyeHHOW AN cpeacTB aBTOMaTU4eCcKon naeHTUudprkaumm KOHTEMHEePOB C KOHCEPBUPOBAHHOW KPOBbLIO UMK ee
KOMMOHEHTaMM.

MapKknpoBKa roToBOM NPOAYKLUNN pacrpoCcTpaHAeTCa Ha AOHOPCKYO KPOBb U ee KOMMOHEHTHI, NpoLlle-
LLIe BCe CTaaun nepepaboTkn N nccneaoBaHUA, COOTBETCTBYIOLLME BCEM TPeOOBaHUAM, NMpeabaABNAEMbIM K
OOHOPCKON KPOBWU U ee KOMMOHeHTaM. Hann4yne mapKUpoBKU rOTOBOU NPpoAYKUUN ABNAETCA NOATBEPXAEHNEM
rOAHOCTU K MPUMEHEHUIO KOHKPeTHOU eaMHMLbI NpoayKUUX B MeAULUUHCKOW npakTuke. [NpeasaputensHoe (40
OKOHYaHWS BCeX cTaami nepepabdboTKU N nccneaoBaHii) HaHECEHNE MapPKUPOBKUA FrOTOBOW NPOAYKLIUN, a TaKkKe
HaHeceHWe Ha Hee npeaBapuUTenbLHOW (He NOATBEPXKAEHHOWN pernameHTUpoBaHHbIMK NabopaToOpPHLIMK TECTa-
MW) MHpOpMaL K He O0oMNycKaeTCo.

MapKknpoBKY KOHTEMHEPOB C KOHCEPBUPOBAHHOW KPOBLIO UKW ee KOMNOHeHTaMK crneayeT OCYLeCTBMATb
B cooTBeTCcTBUN C T OCT P 52938.

MapKnpoBKa roToBOW NPoAYKLNU SIBMSIETCA 0ONAaCTbo NOTEHUMASBbHBIX Cepbe3HbIX OLLUMDOK. NSt NCKto-
YyeHMns ownboK Heobxoammo obecneynTb:

- OTCYTCTBUE OTBNEKaLWMX pakTopoB (LWyM, MOTOKU NIoaen);

- MOPSIA0OK HAa paboyem MecTe;

- BOSMOXXHOCTb OAHOBPEMEHHOIo 3TUKeTUPOBAHUA OAHOUMEHHOW NPoAYKLNN;

- cneumanbHoe oby4yeHne nepcoHana;

- MPUMEHEHNEe CUCTEMBI MPOBEPOK.

7.8 Banupauun

7.8.1 OOLWuMe nonoxeHus

Bannaauna HenocpeACTBEHHO coAeNCTBYeT 6e30nacHOCTM NOCTaBNSAEMbIX KOMMNOHEHTOB AOHOPCKOW
KPOBW TEM, YTO NOATBEPXKAAET CNOCOOHOCTL NPOLECCOB AOCTUraTh 3anaHUpOBaHHbLIX pe3ybTaToB.

OpraHunsauum cnegyet onpeaenntb BCe NpoLecchl U npoleaypbl, pe3ynbTaTbl KOTOPbLIX HE MOTYT ObITb
NpoBepeHbl nocneayowmmMm MOHUTOPUHIOM 1 U3MePEeHUAMIN, U BanugupoBaTb UX 4o NpuMeHeHnsa. KHUM OTHO-
CATCH NpoLUecchl, HeAOCTaTKN KOTOPbLIX CTAHOBATCHA OUYeBAHBbIMK TOMbKO NOCNe Havana UCnob30oBaHUA KOM-
NMOHEHTOB KPOBU UM Nocne npegoctaBneHns yenyr. K Takum npoueccamMm OTHOCATCH pa3geneHne KpoBU Ha
KOMMOHEHTHI, 3aMopaXXMBaHMEe KOMMNOHEHTOB, XpaHeHne U TpaHCNopPTUpPOBaHMe, CTepUnM3auns MmaTepmanos
n ..

7.8.2 NnaHupoBaHUue Banugauun

[TnaHupoBaHWe Banuagaunn BKNo4YaeT B ceb4:

- onpegeneHne Uenn sanmaawmm;

- onpeaeneHue TpedyeMbiX U OXKMOaeMblX XapakTEPUCTUK, a TaKKe KpUTEPUEB NPUEMITEMOCTU;

- onpegeneHue HeobxoaMMoro Ymcna obpasyoBs (MCNbiTAHUN, NCCNEeaoBaAHNN);

- COOTBETCTBYOLLEE 0bopyaoBaHne U KBanndukaL o nepcoHana;

- onpegeneHne yCcnoBmn 1 MeTo40B Banugayun.

7.8.3 lNMoaroToBKa K Banuaauun

[1na npoBegeHUs Banugaumnm npoLeccoB He0dXoaMMOo UCMONb3oBaTh:
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a) obopyaoBaHune, COOTBETCTBYOLLEE CleayioLWnUM YCIOBUAM:
- CPOK 3KcnnyaTaLnum KOTOPOro He A0MMKEH NpeBbillaTh pecypce, yCTaHOBMEHHbLIN N3roTOBUTENEM, A B
criy4vae npeBbILUEHUs pecypca AoMKHa BbITh NpoBeAeHa KOMUCCUSA COBMECTHO C N3roTOBUTENEM;
- 3aperncTpupoBaHHOE B YCTAHOBMIEHHOM NMOPSIKe;
- oTBevatollee TpeboBaHNSAM HOPMAaTUBHOW JOKYMEHTaLLUN;
- Npoxoasiee peryrnspHoe TexHn4eckoe obCnyXKMBaHme;
- obecnevyeHHoOe pacxoaHbIMUA MaTepUanamm;
- Be3zonacHoe B aKcnnyaTtauum;
0) peareHThl, NpUMeHsaeMble Anst obcneaoBaHnUa obpasLoB KPOBU AOHOPA U KOHTPOMNSA KavYecTBa AOHOP-
CKOW KPOBU N ee KOMMNOHEHTOB:
- 3aperncTpupoBaHHbIE B YCTAHOBIEHHOM NOPSAKE;
- MONYyYeHHbIe OT YTBEPXKOEHHOIO NOCTaBLUNKA;

- C Xapaktepuctukamum (BHelHU BUA, cneundpuiHoOCTb, YYyBCTBUTENBbHOCTL, TUTP U T.M.), COOTBET-
CTBYOLLUMN YCTAHOBMEHHBLIMU TPEOOBAHUSAM;

B) TECT-CUCTEMBbI, NPUMEHSAEMbIE A1 CKPUHUHIA reMOTPaHCMUCCUBHBIX MHpeKUMI, obecnevnBaroLlme
BblIABI1IeH/E BCEX MHPULMPOBAHHBLIX NULL C BEPOATHOCTLIO, YKasaHHOW B NacrnopTe;

Y UMMYHOremMaTonormueckme peakTuBbl, obecnedmBatlolne BO3IMOXHOCTb NMPaBWMbHO onpeaensTb
roynny KpoBu ABO, pesyc-pakTop, annocaHTUspuUtTpouuTapHble aHTUTENa ¢ BEePOATHOCTbIO, YKasaHHOW B
nacnopTe;

) KOHTenHepbl Ans cbopa KpoBu:

- 3aperucTpupoBaHHbIe B YyCTAaHOBNEHHOM Nopsaake;
- NONy4YeHHbIe OT YTBEPXAEHHOIo NocTaBLMKa,;
- C XapaKkTepucTmkamm, COOTBETCTBYIOLMMMN YCTAHOBMEHHBLIM TPEOOBaAHUSAM;

e) nporpaMmmMHble cpeacTBa:

- obecneyeHHble COOTBETCTBYHOLLEN KOMMBIOTEPHON TEXHUKOW;
- He NpoTUBOpeYall e Apyrum nporpammam /cuctemam;
- 3allMLLEeHHbIe N UMetoLLe pa3Hble YPOBHM AOCTYNA Nofib3oBaTeNneun.

7.8.4 BbinonHeHue Banuaauunun

Bannaauunsa 4okHa BbINOMHATLCHA B COOTBETCTBUU C NMTAHOM.

CobpaHHble gaHHble He0BXoaUMO NpoaHanM3upoBaTbh U NO pesynbTataM NMPUHATL PeLleHne, KOTopoe
OOIMKHO ObITb AOKYMEHTUPOBAHO.

7.8.5 [JokymMeHTauuda no Banunaauun

[10 yCMOTpPEHWIO opraHnsaunm MmoxeT obiTb paspaboTtaHa COl'l Ha Banuaauuio.

7.8.6 3anucu no Banuaauun

[TpUHATHI cneayoLlne BUALl 3an1Mcen no Bangaunin:

- MNaHbl Bannaaunu;

- MPOTOKONBI;

- aKThl;

- OTYETHI.

7.9 WaeHTudukaumua v npocnexmBaeMocTb

7.9.1 ObwWwmMe nonoxeHUN

OpraHunsauunsa gomkHa obecneunTb naeHTUPUKaLUn 1 NPOCneXXMBaemMoCcTb JOHOPOB, KPOBU N €€ KOMIMO-

HEHTOB, pacxodHbIX MaTepmnanoB (KOHTeWUHepbl Ans cbopa KpoBW, peareHThl, Ae3nHpULMpyoLme cpeacTsa),
nabopatopHbIX 00pa3LOB 1 perncTpaLuoHHbIX AaHHbLIX (3anncn) n UICNONMHUTENeN paboT.

Kaxxaomy AOHOPY U KaxXaou AoHaLU UMK AoKeH ObITb NPUCBOEH NAeHTUUKALUOHHBIN HOMED.

[TpocnexnBaemMocTb obecnevymBaeTcd MapKUPOBKON obbekTa ngeHTUgukaumm ¢ nocnegoBaTeribHON
perucTpaunen HeobxoanUMbIX AaHHbIX O ACHOPaX, NpoayKTax AoHaLU NN, pacxogHbIX MaTepuanax, BbINONTHEHUN
PaboT U UCNONHUTENAX PAbOT B YTBEPXKAEHHBLIX pErMCTpalMOHHO-YYETHBIX dopMax (KypHanax, kKapTodkax w
ap., B TOM YnCre B 3NeKTPOHHOM BUae).

NaeHTudpmnKkaunoHHbIM HOMep AoHALMKW ACITKEH ObIThb YKa3aH Ha STUKETKE Kaxkaon A03bl (€ANHULLBI) KPOBU
NN ee KOMMOHEHTOB, obpasLie AOHOPCKOU KPOBU N MEPENPOBEPSATLCA (CNUYaThCA) Ha KaXkaoM aTane paboThl C
OOHOPOM U NONyYeHUs AOHOPCKOWU KPOBM N ee KOMMOHEHTOB OTBETCTBEHHLIMU NULLAMIK opraHmsaln 4OHOP-
CTBa KPOBW 1 ee KOMNOHEHTOB.

B npoLuecce 3aroToBKA 1 NepepaboTKn KaxKabld 0TAeNbHBbIA KOHTEWUHED C KPOBLIO N €€ KOMMOHEHTaMMu,
Kaxkablh obpaszeL, KpoBWU A0HOPA, CBA3AaHHBIN C COOTBETCTBYIOLWEN ACHAUWEN, AOMKHBI UMETb OQMNH U TOT XKe
HOMeEP.
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[ns1 obecneveHnsa naeHTMUKaL MM Npnu XxpaHeHU NpoayKUn, UMeroLLen pasHbIv CTaTyC KOHTPONS (roa-
HOW; NPUroTOBNEHHOW ANA BblAa4n KOHKPETHBLIM NauMeHTam, BKovad ayTonornyHble AoHaLUUK, Ha KapaHTUHeE;
HEeCOOTBETCTBYOLWEN U 3abpakoBaHHOW), ACITKHO ObITb BblAENEeHO 0TAeNbHOE 0BopyaoBaHME.

MapKknpoBka cbopyaoBaHus A0KHA BKIMoYaTh B cebd BUA NpoAyKTa; CTAaTyC KOHTPOMS, TPYNny KPOBU U
pes3yc-akTop.

7.9.2 3anucn

[1nsa obecneveHust naeHTMdMKaLmMm M NpocneXxmBaeMocT HeOobXoAMMO nocreaoBaTerlbHO 3anUcbiBaTb
N BHOCUTb B XXYPHanbl U KapToTeKkn MHpOopMaLnio, NpeayCMOTPEHHYI0 TpeboBaHUSAMU OEUCTBYOLLIMX HOpMa-
TUBHBLIX ACKYMEHTOB oeaepanbHOro opraHa rocyaapCTBEHHOW BNAacTM, OTBETCTBEHHOMO 3a NONMUTUKY B obnac-
T 30paBOOXPaHEHUdA, a TaKkKe BHYTPEeHHUX HOPMAaTUBHLIX AOKYMEHTOB oOpraHmsauuMm B OTHOLUEHUU
naeHTUdunKaLnn:

- JOHOPOB;

- KDOBU N €€ KOMMNOHEHTOB;

- NepcoHana;

- 0OpPa3LOB KPOBMU;

- pacxodHbIX MaTepmnanoB;

- MeCTOHaxXoXaeHua NpoAyKTOB UM MaTepuanos.

Bce ngeHTngpukaLunoHHbIe 3ancu ACTMKHbI XPaHUTBLCA U YNPaBNATbLCHA B COOTBETCTBUN C 5.8 HACTOALLEro
cTaHaapTa.

BeneHne v nogaepxaHue sannucenm B paboyem COCTOSAHMM OOSMKHbI obecnedynTtb naeHTugunkauno B
cryJyae;:

- U3BATUA NPOAYKLNN;

- paccnenoBaHUSA peaku it M OCNOXHEHUN;

- MPW OLIeHKe NoTEeHUMaNbHOro BNUSIHUS HeYAOBNETBOPUTENBHBIX Pe3yNbTaTOB KaNnMOpOoBKM NN NOBEP-
Kn 00opyaoBaHUA Ha Te NPOoAYKThl UNK/pe3ynbTaThl, KOTOpPbIE ObINU M3roTOBMNEHLI MU NONYyYeHbl Ha JaHHOM
obopyaoBaHUM CO BPpEMEHU NocneaHen NonoXUTenbHON KanmbpoBKU UMM NOBEPKU U T.4.

7.10 XpaHeHue nTpaHcnopTUpoBaHue

OpraHunsauusi gomkHa obecneynTb COOTBETCTBME KPOBU N €€ KOMMOHEHTOB YCTaHOBMNEHHBIM TpeboBaH K-
M B NpoLecce nx nepepaboTku, XpaHeHUA U TPAHCNOPTUPOBAHUA K MECTY HasHa4YeHUs.

Ha Bcex aTanax XpaHeHUs1 U TpaHCMopTUPOBAHUSA KPDOBU N €€ KOMNOHEHTOB HE0OBX0AMMO 0becnevnTb:

- NAeHTUPULMKaLUIO NMPOAYKTOB;

- YCNOBUA XPaHEHUS;

- pasgenbHoe XpaHeHue nNpoayKuMM no ctaTycy KOHTPONSA, BMaamM npoaykToB, rpynnam Kposu ABO 1
pesyc-pakTopy RhD;

- 3alUMTY OT NOBpeXAeHUs;

- NoMeLwnBaHumne TpoMbOoLUTOB;

- KOHTPOIb YCNOBUX BHELLUHEN cpeabl;

- perncTpaunto gaHHbIX HabnwageHUs.

TemMmnepaTypaXpaHeHUs1 KPOBU N €€ KOMMOHEHTOB onpeaensieTcs yCrnoBusmMmmn, HeobxoaumbeiMmn ansi obec-
nevyeHus XXM3HecnocobHOCTHU, U noapasfenseTcs Ha TpU UHTepBana:

-0720°C o 24 °C;

-0T2°C 006 °C;

- NpU TeMnepaTtype He Bblille MUHYC 25 °C.

TpaHcnopTUpoBaHUE KPOBU U €e KOMMNOHEHTOB AOIMKHO OCYLLECTBNATLCA B TEPMOUIONALNOHHBIX KOH-
TenHepax ¢ cobnogeHnem caHUTapHoO-rTMrmeHn4Yecknx TpedboBaHnn.

HeobxoanMmMo pernctpnupoBatb B COOTBETCTBYIOLWMX YUYETHO-PErncTpaLUnoHHbIX popMax cneayrowme
napameTpbl XpaHeHUs U TpaHCNoPTUPOBAHUS:

- Temnepartypy;

- YPOBEHb 3anacoB NPOAYKTOB ANA KNUMHNYECKOTO UCMOMNb30OBaHUS;

- OTNpaBfeHHble NPoAYKTbI N peanbHO Nony4YeHHbIE;

- BpeMs OTNpaBKM U NONTYYEHUS;

- No4MMUCU OTBETCTBEHHbIX JTNLL.

7.11 KapaHTUH. Bbinyck rotoBou npoaykuuu. Boigava. flocTtaBka

7.11.1 KapaHTuH

B opraHusauunm gomkeH obiTb onpegeneH NopsiaoK pasMmeLleHns Ha KapaHTUH:

- HeobcneaoBaHHOM KPOBM N €e KOMIMOHEHTOB A0 NMOony4YeHUs pesynbtatoB obcneaoBaHust obpasLuos
OOHOPCKOW KPOBU;
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- 00cneaoBaHHOM CBEXE3aMOPOXKEHHOM NMasMbl A0 NONyYeHUA pe3ynbTaToB NOBTOPHOMO 0bcneaoBa-
HUS1 AOHOPAa Ha HannuMe MapKepoB MHPEKUUA, NepeaatoLnXca Yepes KPoBb;
- pacxodHbIX MaTepuanoB (KOHTEMHEPOB ANsl cbopa KPOBU, peareHToB, Ae3NHPULUMPYIOLWLMX CPpeacTB
N Op.) 40 NoNyvYeHUa pesynbTaToB BXOOAHOTC KOHTPONA.
KpOBb 1 ee KOMMNOHEHTHI, a TakXKe Matepuansl, UMeloLllne cTaTyc «Ha KapaHTUHEe», A0IKHbI XpaHUTbCH
OTAelNnbHO OT NPOoAYKLUN, paspeLlleHHOM K UCMONb30BaHUIO.
7.11.2 BbIinyCcK roroBou npoaykumu
7.11.2.1 Obwme nonoxeHna
[na npeaoTeBpalleHns BeiNnycka NpoayKuun (KpOBU N ee KOMMOHEHTOB), HE COOTBETCTBYIOLLIEN YCTAHOB-
NeHHbIM TpeboBaHUAM, B OpraHM3aLnum B agMUHUCTPaTUBHOM NOPSAAKE ACIMKHbI ObITb Ha3Ha4YeHbl OTBETCTBEH-
Hble Nuua, UMetroLle NONMHOMOUYNA Ha USMEeHeHUe cTaTyca KOHTPONA U BeIMYCK rOTOBOW NPpOoayKLIUN.
PelleHWe 0 rogHOCTU KaxXXaou eAnHULLBI NPpOaYKLUUA MOXET ObITb MPUHATO TONLKO NOCcne NpoBEPKM:
- MAeHTUUKaLMM NpoayKUNN;
- pe3ynbTaToB UccneaoBaHns 0dbpasyuoB JOHOPCKOW KPOBW:;
- BHellHero snga v LenoCTHOCTU YNaKOBKU;
- perncTpaLUuoHHbIX AaHHbLIX 00 YCIMOBUSX XpaHEeHUS NPoayKUUN.
MapKknpoBKka roToBOU NpoayKUMN MOXKET OCYLLECTBNATLCH TONbKO NOCE TOro, KAk KpOBb U ee KOMMOHEH-
Thl NPOLUNN BCe cTaanKn nepepaboTkn N uccnegoBaHUA B COOTBETCTBUM C YCTAHOBMEHHBIMU TpebOoBaHUAMMN.
M3MeHeHne cTaTyca KOHTPOMNS ACMKHO ObITb 3aperncTpupoBaHo B YCTAHOBMEHHOW perncTpaLMoHHON
bopMe, rotoBad Npoaykuunda nepegaHa Ha cknag rotroBoU npoayKUni.
Cuctema kadyecTBa He AoMKHa AoNyCcKaTb BbINyCKa U MOCTaBKU B e4ebHo-NpodnnakTnieckme ydpexae-
HUARA NPoAYKUWN, HENPUIroAHOW ANS KNUHNYECKOro MCNOMb30BaHUA.
7.11.2.2 [JokymeHTauud
Heobxoanmo paspabdboTtats 1 BHeapuTb COIll Ha BbINyCK roTOBOW NPOAYKLIUN.
[1pn BBINYCKE NMPpOoayKLUN HEODXOAUMO BECTU 3AMNCK:
- MO yYeTy NPOAYKTOB;
- 0 NepeMeLlleHN NPOAYKTOB;
- O BbISIBITEHHbLIX HECOOTBETCTBUSAX.
[Tpy BegeHnn 3anmcen HeobXxoaMmMo ykasblBaTh AaTy M BPeMS BbINycKa NPoAYyKLIUX U MPOBEPATL NOANMUCH
YMONMHOMOYEHHbLIX NALL.
7.11.3 Bblgpaya KOMNOHEHTOB KPOBMU
7.11.3.1 Obwume nonoxeHns
[TopsaoK 3akasa KpoBU, BKOYad cTaHOapTHYO popMy 3akasa, AomkeH ObiTb cornacoBaH ¢ ne4YyedHbIM
yupexgeHueM, Kak npeaycMoTpeHo B 7.2 HacTodLlero ctaHgapTa.
KOMMNOHEHTBI KpOBW ACMKHBLI OTNYCKATbLCS HA OCHOBE 3asBKU, NoANMCAaHHOW NULOM, OTBETCTBEHHBLIM 32
TpaHCY3UI0.
3aKkas MOXeT ObITb NPUHAT TONBKO OT MeAULIMHCKOrO paboTHUKA, YITONHOMOYEHHOTO NevYebHbIM yupeX-
OeHUeM Ha rnonydvyeHue KOMMOHEeHTOB KpoBW. [lpyu npueme 3adABKM cneayeT MAeHTUPULMPOBATL NUYHOCTL
npeaAbaBUTENA U NPOBEPUTb NPaBUNBHOCTbL OPOPMNEeHUs 3asiBKU. HenpaBunbHO OPOPMMEHHYIO 3as1BKY
(OTCYTCTBUE HEOBXOoAUMbIX NoAnNUCen, AaHHBIX U T.M.) cneayeT BO3BpaTUTbL B nedvebHoe yupexaeHune Ans
nepeodopMneHns.
[TpoayKums, UMetoLlasa cTaTyc «paspelleHHas Ans Belgadn», A0MKHA ObITh pasMelleHa B OTAeNTbHOM
3alluLLEeHHOW 30He (oTAena Bblgavu, akeneguuunn).
[pn BBIgAYE NpoaYyKLIUN HEOBXOANUMO:
a) NaeHTUPNUMpOoBaTb KOHTENHEP C NMPOAYKTOM KPOBMU;
6) nNpoBepuUThb:
- cTaTycC «paspelleHa ang selaavn» (pekoMmeHayeTtcs, YTobbl 3Ta npoBepKa Oblfa asToMaTU3UpOBaHa
YCTPOUCTBaMU CUUTLIBAHUSA);
- LeNMOCTHOCTb YNaKOBKU U BHELLUHWUX BUA NPOAYKTA;
- 3TUKETKY (odpopMneHmne Haannucen OoMKHO COOTBETCTBOBATL TPeDOBAHMSAM, YCTAHOBMNEHHLIM B 7.9
HacTosALlero ctaHgapTa);
- CPOK rOQHOCTH.
BulaaHHasi npoayKUuna A0MKHaA ObITh yYTEHA.
7.11.3.2 dokymeHTauud
[10 yCMOTpPEHNIO opraHnsau i MoryT ObITb paspaboTaHbl:
- COl'l Ha opopMNeHMe 3aKkasa Ha NpoayKUuMto;
- COl'l Ha Bblga4y roToBOU NpoayKLUMM No 3aKasy, BKoYasi NopsacK AeUCTBUN B CllyvYae HECOOTBETCTBY-
loLLero opopMIeHns 3akasa Ha KpOBb.
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[1pu Bblga4Ye KOMNOHEHTOB KPOBU HEOOXOAMMO BECTU 3aMUCK:

- 0 NpuemMe U BO3BpaTe 3asBOK;

- 0 Bblga4e rotoBoU NpoayKUunu.

[1pn BeaeHUn 3anncen HeobxoaMMo yKasbiBaTb AaTy BblAaun U NMPOBEPATb NoANUCKU YNONTHOMOYEHHbIX
nuy, (opraHusaunm cnyxosl kposu, J1INY, TpaHCNOPTHOW opraHn3aLun).

7.11.4 [JocTtaBKka

[locTaBka MOXeT OCYLLUEeCTBNATLCA opraHmsaunen, MMeroen MmeanUnMHCKYo NueH3no Ha paboTy no
«TpaHcnopTupoBaHuo». CuUCTeMa [OOCTaBKM AOofbkHa obecneymBaTtb COXPaAHHOCTb MNpoaykuMn Mnpwn
TPaHCNOPTUPOBAHUMN.

7.12 KoHTponb. U3MepeHUA. YNydlleHUNA

7.12.1 Ob6Lwue nonoxeHus

OpraHnsaums 4omkHa NPoBOANUTL KOHTPOMNb, MOHUTOPWHT, U3BMEPEHUS, aHaNn3 U yny4vlleHus, Heobxoamn-
Mble A1 NOATBEPKAEHUSA COOTBETCTBUSA KPOBU U €€ KOMMOHEHTOB YCTAHOBMEHHBIM TPEOOBAHUAM U MNOCTOSAH-
HOMO NMOBLILWEHNS pe3yNbTaTUBHOCTU CUCTEMBI MEHEKMEHTA KavyecTBa.

PesynbTaTbl 40MKHbI ObITb 0POpMNEHbl AOKYMEHTaNbLHO.

7.12.2 BHyTpeHHUe ayauUTbl (NPOBEpPKU)

7.12.2.1 Obwme NnonoxeHus

AyaunT aBnseTca OCHOBHLIM ABUraTenem npolecca nocTosAHHOo ynyyleHUs U rnaBHbIM MUHCTPYMEHTOM
058 NPOBEPKN COCTOAHMNSA Ka4eCcTBa B opraHusauuu.

Llenamu ayguta ABNSAOTCA:

- MPOBEPKA CUCTEMbBI KAYECTBA Ha COOTBETCTBUE YCTAHOBNEHHBIM TPEOOBAHUAM;

- onpegeneHue obnacTen BO3IMOXHOIO yny4ylleHNS CUCTEMbBI KAUeCTBa;

- NPOBepkKa N oLueHKka 3P PeKTUBHOCTU KOPPEKTUPYIOLLUX MEPOTNPUATUN.

HopmaTuBHOW OCHOBOW ayaAUTOB ABNATCA CTaHAAPTElI HA CUCTEMY KaYecTBa U COOTBETCTBYIOLLAdA HOP-
MaTUBHaA AOKYMEHTaLUs opraH13aLnmn CnyXobl KpOBMU:

- 3akoHbl Poccunckon $egepaunm;

- HauMoHanbHble cTaHaapThl;

- TeXHUYeCKUe pernamMmeHThbl;

- NMPUKasbl U UHCTPYKLU NN,

- pabovas gokymeHTtauusa (COlMbl, MeToAUKN BBINONMHEHUS aHaNMM30B, UHCTPYKUWW MO 3KcnnyaTauumn
0bOopyaoBaAHUS, NHCTPYKLUN MO TEXHMKE BE30nacHOCTU) N T.4.

BHyTpeHHWe ayauTbl (NPOBepPKU) ACITPKHbBI NPOBOANTLCA B COOTBETCTBUM C AOKYMEHTaNbHO opopMneH-
HOW N YTBEPXKOEHHOW NpoLLeaypon, KOTopas BKNoYaeT B cebsi:

- NNaHUpoBaHWe ayanTOB;

- pa3paboTKy NNaHa ayanuToB (NPOBEPOK);

- MOAroTOBKY pabo4ven AOKYMeHTaLUN (B T. Y. ONPOCHLIX NINCTOB);

- NOPSAAOK NPOBEAEHUS MPOBEPOK B OpraHnusauny;

- OTYETHOCTbL MO pe3ynbTaTamM NPOBEPOK;

- OpraHusauunc MeponpuUaTMA No NPOBEAEHUNIO KOPPEKTUPYOLWMX AeUCTBUN U KOHTPONb UX BbIMOSTHEHUS;

- NOPSACK NOArOTOBKA U 0OYYEHUA BHYTPEHHNX ayAUTOPOB;

- OLeHKY UX 3HaHUN N KBanundgunkayunn.

BHyTpeHHUe ayanTel He0OXOAMMO NPOBOANUTL Ha PErynsipHo OCHOBE C YYETOM Pe3ynbTaToB Npeablay-
LLMNX ayaUTOB.

AyanTopbl AOIMKHBI UMETb crelanbHyo NoOAroTOBKY No ayanuTy CUCTEM KavyecTBa B Takux obnacTsax, Kak:

- 3HaHUe U NOHUMaHWe cTaHOapTOB, HAa COOTBETCTBME KOTOPLIM MOXET NMPOoBOAUTLCA ayauUT CUCTEMBN
KavyecTBa;

- MeTodbl cbopa CBUAETENbCTB, MX OLLeHKU U COCTaBlEeHUS OTYEeTa;

- AOMONHUTENBbHLIE HABbLIKW, TAKME KaK NMaHUpoBaHUe, opraHmsauus, obleHne, cnoCcobHOCTb SICHO U
cBOOOAHO (POPMYNMPOBAaTL KOHLEMLMN.

[lpoBepaemoe nogpasageneHne cnegyeT 3apaHee yBe4OMUTL O LleNaxX U cpokax ayauta. Ayautop He 4on-
)KEH NpoBepsTb CBOKO COOCTBEHHYO paboTy.

7.12.2.2 OTBEeTCTBEHHOCTb 1 pecypcChl

[na pe3ynbTaTUBHOIO BbINONMHEHUA BHYTPEHHEro ayamta B KOHKpeTHbIe CPOKU PYKOBOACTBO OpraHusa-
LI OOIMKHO NpeaoCcTaBUTb COOTBETCTBYIOLLUM NALLAM MOMHOMOUYNUSA U BbIAENUTL HEOOXOAUMbBIE PECYPCHI.

7.12.2.3 naHnpoBaHue BHYTPEHHEero ayauTa

[Tporpamma BHYTPEHHUX MPOBEPOK AOIMKHA pa3padaTbiBaTbCA COTPYAHNKOM, OTBETCTBEHHBIM 38 KAYECT-
BO, U YTBEPXAAaTbCs PyKOBOAUTENEM opraHusauum.
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[Tpouecchl cUCTeMbl MeHePKMeHTa KadecTBa U Kaxkaoe noapasaeneHne opraHusaumm cneayetT NpoBe-
DSATb, MO KpanHen mepe, ognH pas B rog nnnyatle, B 3aBUCUMOCTU OT UX 3HAYUMOCTU M HEBNAronpUATHOro BIN-
AHWUSA Ha KauecTBO (0OCcneaoBaHUE KPOBU, STUKETUPOBAHME, BbIMYCK N3 KApaHTUHA KPOBU N ee KOMMNOHEHTOB;
CaHUTapPHO-3NNAEMMNONOTMYECKUN PEXUM U T.M.).

7.12.2.4 TlpoBegeHne BHYTPEHHeEro ayanTa

[ NaBHLIMU 3aga4YaMU BHYTPEHHEro ayauTa siBNA0TCA:

- NOATBEPXAEHUE HANMUMYUA U AOCTYNHOCTU BCEX AOKYMEHTOB CUCTEMbI KauecTBa, 0bsizaTenbHbIX A4
BbINOSIHEHUS B MPOBEPSAEMOM rnogpasgeneHnn unm Ha nposepsieMom obbekte: COlMNoB, MeTOAUK BbINOSHEHUS
aHanusoB, PYKOBOACTB, rpadduUKoB TeXOOCNYXXMBAHNA U KANMDOPOBKN UMK NOBEPKM 0OOpYyaOoBaHUSA N OPYTnX
CTaHOapTOB U HEODXOAUMbBIX 3aMUCEN;

- NIOATBEePXAeHNe COOTBEeTCTBUA AeATeNbHOCTU noapasgeneHun n nx pesynbTatoB YyCTaHOBMEHHbIM
TPeboBaHUAM 1 3an1aHNPOBaAHHLIM MEPONPUATUAM;

- NoATBepPXaeHe COOTBETCTBUSA 3HAHUN U YMEHUN COTPYAHUKOB noapasgeneHnsa ycTaHOBNEeHHbIM Tpe-
boBaHMSAM B 0bnacTu KayecTBa.

B XxoQe BHYTpeHHero ayauta B npoBepsieMblX nogpasgeneHmnsix Heobxoanmo nonyunTb OO BLEKTUBHYIO U
OOCTOBEPHYIO MHPOPMALMIO, Ha OCHOBE KOTOPOW A0MKHBI ObITh caenaHbl 000CHOBAaHHbLIE BbIBOAbI O COCTOSIHUA
0esTenbHOCTU No cuctemMe KadectBa. aHHble MOXHO NOMYyYUTb NyTeM onpoca COTPYAHUKOB, 3KCNEPTU3LI
OOKYMEHTOB, aHanusa pes3ynbTaToB npeablayLmx NpoBepoK N MeponpudaTiA No yCTpaHeHUo HegoCTaTKOB.
Bce HabnwogeHnsa U HECOOTBETCTBUSA, BhISIBIIEHHbIE B XO4 € NPOBEPKU, crieAyeT AOKYMEHTUPOBATD.

OpraHunsaumnn criegyeT onpeaennte Heobxoaumbele BUALI 3anuncen Ans NNaHUPOBaHUS, NPoBeAeHUS
BHYTPEHHUX ayAUTOB, BeAeHUS OTYETHOCTU U NPOBEPKN KOPPEKTUPRYIOLLUX AEUCTBUN. YNpaBneHne 3anucammn
OCYLLEeCTBNAT B COOTBETCTBUM C YCTAHOBNEHHOW NpoLeaypoun.

7.13 MOHUTOPUHI U UBMEpPEHUE NPOLLECCOB

OpraHusaums o4omKHa NPoBOAUTb MOHUTOPUHT M M3MepeHe NpoLLeccoB NPOU3BOACTBA, a TakkKe APYyrux
NPOLECCOB CUCTEMbI MEHEKMEHTA Ka4veCcTBa (3aKynku, obyvyeHue, B3aMMoaencTeme ¢ nevuebHbiMn ydpexae-
HUAMU U T.M.) ANA AOCTWXKEeHUA 3an1laHUpPOBaHHLIX pe3ynbTaToB.

KOHTpONb, NPOBEPKU N U3MePpEHUS cneayeT NPOBOANTE Ha KPUTUYECKMX CTaauax npoLecca nponssoa-
CTBa U UCNONb30BaHUSA KPOBMN.

[na npoBegeHUA KOHTPOMNA U USMepeHU NpoLLeccoB cneayeT YCTaHOBUTb KPUTUYECKUE KOHTPOMbHEIE
TOYKU N MeTOdbl KOHTPONS.

KOHTPOMNb NPOMU3BOACTBEHHBIX NPOLIECCOB BKMOUAET B ceOS NPOBEPKY:

- TeXHONMOrM4YeCcKnUX napameTpoOB;

- COCTOSAHUA NPON3BOACTBEHHOU cpeabl;

- MHXXeHepPHbIX UHPaCTPYKTYP;

- COCTOSIHUA N TEXHNYECKOro 00CcnyXnsaHus odbopyaoBaHus;

- NepcoHana.

7.13.1 MOHUTOPUHT XpaHeHUA

Cunctema HabnwoaeHUs Npm xpaHeHum (KpoBM, KOMMOHEHTOB KPOBU, 00pasLIOoB, peareHToB, KOHTEUMHEPOB
nnsi cbopa KpoBU 1 T.M.) AOIKHA BKNHOYAThL B ceb4:

- cpeacTBa UsMepeHust TemMnepaTyphl;

- CUCTEMY pernctpaunm temnepaTypbl (BKNoYasa nepuoanvyHoCTb 3aMePOB);

- CUCTEMY OMOBELLEHMNS, YCTAHOBMEHHYIO Ha BCEM 0DOpPYyAOBaAHNN, KOTOPAas AOMKHA NogaBaTb CUrHar
TPEBOTN NPU HAPYLUEHNN TEeMNEPATYPHOro pexmma.

PekomeHayeTca (0CODEHHO NPU YCMOBUN KapaHTUHU3AL UMW NNa3Mbl) YCTAHOBUTb €4MHbBIA NYNbT KOMIMbHO-
TEPHOro KOHTPONA.

7.13.2 MOHUTOPUHT TPaHCNOPTUPOBaHUSA

Heobxoammo BecTu HabnwaeHue:

- 3a TeMnepaTypomn B Ha4vane, B NPoLEeCcce TpaHCNopTUPOBAHUSA U MO NPUOLITUN B KOHEYHbLIN MYHKT;

- 3a NPOACIMKUTENBLHOCTLIO TPAHCNOPTUPOBAHNA U3 MYHKTa BblAayM B NYHKT HAa3Ha4YeHUS;

- 32 LeNOCTHOCTbIO YNAKOBKM MO NMPpUOLITUN.

HabnoageHne 3a TeMnepaTtypou M BPeMEHEM TPaHCNOPTUPOBaHUA pPeKoOMeHOyeTCH OCYLIEeCTBMATH
nocpeacTBOM crneLuarnbHO YCTaHOBNEHHLIX AaTYUKOB U NPUOOPOB.

7.14 YnpaBneHue uameputenbHbIM 000pyaAOBaHUEM

7.14.1 OOLWMe nonoXxeHUN

[Tpn NpoU3BOACTBE U KOHTPONE KayecTBa KPOBU U ee KOMMOHEHTOB UCMOMNb3YEeTCA U3IMEpPUTErbHOE
obopyaoBaHue (cpeacTBa USMEPEHNN, MPOorpamMMHble CpeacTBa, 3TanoHbl, CTaHAapTHLIE 0bpasLbl, BCMNOMOra-
TeNbHas annapaTtypa unm ux KoMmouHaums, Heobxoammble Ans1 BbINONHEHUs npouecca namepeHust). ns obec-
NeyeHUs YBEPEHHOCTU B MONy4YeHUN ODBEKTUBHBLIX, JOCTOBEPHLIX PEe3ynbTaToB U3MEPEHNI (pe3ynbTaToB
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TECTOB), UCMNOJMb3YEMbIX B LIeNAX 3aLnThl XXU3HU 1 300P0BbS AOHOPOB U PELIMNUEHTOB, HEODBX0ANMO obecne-
YUATb COOTBETCTBUE 3IMEPUTENbHOIC obopyaoBaHUa TpeboBaHUAM, YCTaHOBMNEHHbLIM 3aKOHOAATENMbCTBOM
Poccunckon $egepavm ob obecnevyeHnn eguHcTBa uameperunin [1] n sakoHogatensctBoM Poccunckomn Gepe-
paLnn 0 TEXHUYECKOM peryrnmpoBaHuu.

N3amepeHus, BnudaoLlmMe Ha Ka4yecTBO NPOU3BOAUMON N3 KPOBU NPOAYKLMN, a TAKXKe Ha 340PpO0Bbe AOHOpPA

N peunnmeHTa, OMKHbI MPOBOANUTLCHA C NPUMEHEHNEM CpeaCcTB U3MepeHnUid (M3MepuTenbLHOro 0bopyaoBaHus )
YTBEPXKAESHHOro Thna, npoweawunx nosepky. PesynbtaTtel M3MepeHUin AomKHbl ObITh BeipaXKeHbl B eAUHULLAaX
BENMMYMH, AONYLWEHHbIX K npuMeHeHuo B Poccuickon egepalnn.

7.14.2 YnpaBneHue nameputenbHbIM 0060pyaOBaHUEM

[ns ynpaBneHnsa nsmepuntenbHbiM 060pyaoBaHNEM opraHM3aLnm cneayerT:
- Ha3Ha4YUTb (MPUKaA3OM) OTBETCTBEHHOIO 3a COCTOAAHWME MeTponorndeckoro obecnevyeHnsa (pykoBoau-

Tenb noapasaeneHuns, rage umeeTcsa nsmeputenbHoe obopyagoBaHme, Takke HeceT OTBETCTBEHHOCTb 38 COCTO-
AHUE N NPUMEHEHNE N3MePUTENbHOro 0b6opyaoBaHNSA N ero CBOEBPEMEHHYIO NMOBEPKY);

- onpeaennuTb, KakuMn cpeacTBaMn A0MKHbI ObITb NPOBEAEHbI UBMEPEHUS, TpebyeMble Ananas3oH U TOU-
HOCTb U3MEPEHUN;

- paspaboTaTtb U, NPN HeCOXOOAMMOCTU, aTTECTOBATb METOANKMN (METOObI) U3MEPEHUN;
- COCTaBUTb NepeYeHb NPpUMeHAeMbIX CpedCcTB U3MEPEeHUN, a Takke rpaguk NOBEPKN CpeacTB nsmepe-

HUW (CornacoBaTb B YCTAHOBIIEHHOM Nnopaake );

- 0003Ha4YUTb cTaTyCc 0OOPYAOBAHUS B OTHOLLUEHUU MOBEPKN (C NOMOLLLIO MapKUPOBKU, STUKETKU, YTBEPXK-
OEHHOM 3anUcu Unu gpyrum MeToaom);

- 3aKMOYNUTb OOrOBOP Ha perynsapHoe TexHudeckoe/cepBUCHOE 0BCNyXMBaHUE CpeacTB M3MEPEHUNN C
lopnany4ecKkuMmn nuuamMmmn nnn nHanemnagyanbHeIMA NpeanpuHUMaTenaMmy, UMeroWwnmMmn NUMUEeH3NIo Ha PeMOHT
cpeaCTB U3MepPEeHUN;

- 3aKMHOYUTb OOrOBOP Ha BbINOMHEHWE NOBEPOYHLIX PaboT ¢ topuagnveCcKUMm nuuamMmm N UHAMBMAyanns-
HbIMW NpeanpuHUMaTENAMU, akKpeaUToBaHHbLIMWU B YCTAHOBNEHHOM nopsiake B obnactu obecneyveHnsa eamH-
CTBa U3MepPeHUN;

- noagBeprate 06opyaoBaHUE NOBEPKE:!

1) nepBMYHOM (A0 BBOAA B 3KCNyaTauMio, a TakkKe Nocne peMoHTa);

2) nepuognyeckon (B npouecce aKcnyartauum);

3) BHeouYepeOHoW [Mpu NoBpeXaeHWUU 3HakKa NOBEPKK, B cnyyae yTpaThl CBUAETENLCTBA O NOBEPKe, B
criydyae BBOAA B aKcnnyarauuio cpeacTB U3MepeHnin nocne AnnuTenbHoro XpaHeHus (bonee oaHoro MexXXnoBe-
POYHOro MHTEpBana), U3BeCTHOM UNK NpednoiaraeMom yaapHoOM BO34eNCTBMU Ha CpeaCTBO U3MepeHUn Unin
HeyaoBNeTBOPUTENIbHOW paboTe npubopal.

Pe3ynbTaTbl NOBEPKMN CPeaCcTB USMEPEHUN yOOCTOBEPAIOTCA 3HAKOM NOBEPKN U (M) CBMAETENLCTBOM O
noBepke. KOHCTPYKLUUA cpeacTBa U3MEpPeHMA AomkHa obecnevunBaTbh BO3MOXHOCTb HAHECEHUS 3HaKa MOBEPKU
B MeCTe, AOCTYNHOM Ans npocmoTpa. Ecnn ocobeHHOCTU KOHCTPYKLUMM MM YCMOBUA 3KCNNyaTauum cpeacTaea
N3MepeHn He No3BONAT HAHECTU 3HaK MOBEePKU HeNocpeaACTBEHHO Ha CpeACTBO U3MepPeHUN, OH HAHOCUTCS
Ha CBUOETENbCTBO O MOBEPKE.

[Tony4vyeHHble pe3ynbTaTthl NOBEPKU, TEXODCNYKUBAHUA OOMMKHBI ObIThb AOKYMEHTalIbHO OPOPMIEHbI U
cogepXaTtbCs B nopsaakxe.

Ecnn npn namepeHnsax npUMEHsIIoT KOMMNbIOTEPHLIE NPOrpaMMHble cpeacTBa, TO B COCTaB 0bsA3aTeNbHbIX
TpeboBaHUKM K cpeacTBaM NU3MepPEeHUN BKIOHaTCs TakKe TpeboBaHUA K NporpaMmMHOMY obecrneyeHuto.

KOHCTpYKLUEN n3MepuTenbHoro obopyaoBaHUa OOMKHO ObITb obecrneyeHo orpaHuvyeHune aoctyna K
onpeaeneHHbIM YacTaM CpeaCcTB U3MepPeHNA (BKNoYasi nporpaMmMHoe obecneveHune) B Lenax npeaoTepalle-
HUS HeCaHKLMOHMPOBAHHBLIX HACTPOWKU M BMeLlaTeNbCTBA, KOTOPbLIE MOTYT MPUBECTU K UCKAXKEHUAM pe3ynbTa-
TOB U3MEPEHUN.

7.14.3 OenctBuAa Npy Hey4oOBNEeTBOPUTENIbHbIX pe3ynbTaTaxXx NoBepPKU

B cnyyae HeyaOBNETBOPUTENbHBLIX pe3yrnbTaTOB MOBEPKN CrieayerT:

- NIPU3HAaTbL CPeaCcTBO U3MEPEHNU HENPUTOAHLIM K MPUMEHEHUIC, MHAHECTU Ha HEero 3aHaKk HeNPUrogHoOCTU;

- aHHynupoBaTb «CBUOETENLCTBO O NMOBEPKER;

- BblnucaTtb «l/13BeLleHne o HeNnpPUrogHoCTU» ;

- BHECTM COOTBETCTBYIOLLYHO 3aMNMCh B TEXHNYECKYIO AOKYMEHTaUUIo, NPU3TOM OTBETCTBEHHbIN 3a MeTpO-
noruveckoe obecneveHne obs13aH BbIBECTM 0D0OpYyAOBaHNE N3 SKCMNyaTaLnn, a TakkKe MPUHATL KOPPEKTUPYIO-
liMe OeUCTBMS B OTHOLWUEHMW NPOAYKTOB (pe3ynbTaToB), KOTOpble ObINMM WU3roTOBMNEHbl (MONy4YeHbl),
nccneaoBaHbl UMM TECTUPOBAHBLI HA AaHHOM 060pYyA0BaHNN CO BPEMEHU NOCNeAHEN NONOXKUTENbHOW NOBEPKMN.
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7.14.4 KoppeKkTupyrwwme geucteus

OpraHunsauunsa gomkHa paspaboTaTh NoNMMTUKY 1 NpoLeaypy M onpeaeniTb COOTBETCTBYHOLWNE NONTHOMO-
YMSA Ha NMPUHATUE KOPPEKTUPYIOLWNX AEUCTBUN B CryvasiX, eCrin BblsiBNEeHbl HECOOTBETCTBYOLW A padboTta Unu
OTCTYNNeHUuda oT nNpoueayp, NpeaycMoTPeHHbIX CUCTEMON MeHe)KMeHTa UM TEXHUYECKUMU ornepaunsamu.

B cnyyae HeobXxoanMMoCTU NPOBEAEHUS KOPPEKTUPYIOLLNX AENCTBUA OpraHn3aLunsa 4omKHa BeIOpaTh U
NPUHATL AencTBUe(d), Hanbonee noaxoasuiee(ne) anst ycrpaHeHUs npobnemesl U npeaoTBpalleHns ee (UX)
NOBTOPEHUSA.

KoppekTupyowime AencTBUs AO0MKHbI ONTUMAaNbHO COOTBETCTBOBATbL MacliTaby W OMacHOCTU
npodnemsbl.

OpraHunsauynsi 4oMKHa 3aJ0KYMEeHTUPOBAaTL U peannusoBaTh Bce TpebyemMble U3MEHEHUS, MICXOOA U3 aHa-
nn3a KoppeKTUpyLWMX 4eUCTBUN.

7.15 MOHUTOPUHI U KOHTPONbL NpOoAYKLUNU

OpraHunsaums aomkHa OCcyLWecTBNATL BXOAHOW KOHTPOMb, KOHTPOMb B npoLecce Npon3BoaACTBa, BbIOO-
POYHLINA KOHTPOMb U KOHTPOMb Ka4ecTBa roTOBOM NPOAYyKLU NN,

7.15.1 BXxoaHOU KOHTpPONb

BXOAHOW KOHTPONNb ABNAETCA HEOTHLEMMNEMOUM YaCThIO NpoLecca N3roTOBMEHUA KOMMNOHEHTOB KPOBU, ero
NPOBOOAT ANA NpeAcTBpaLleHNA MCNONb30oBaHUA B NPOU3BOACTBE NPOAYKTOB U MaTepunanoBs, He oTBeYalowmnx
YCTAHOBMEHHbLIM TPEOOBaAHUAM.

[lepeyveHb pacxodHbIX MaTepuanos, noanexalwux BXoAHOMY KOHTPOMNI0, YCTaHaBMUMBAKT C YY4ETOM UX
BITMAHUA HA KAYEeCTBO roTOBOro npodykra. [lokasaTtenun u Kputepun kKavyecTsa ycTaHaBNMMBAKOT Ha OCHOBE Tpe-
6OBaHUN HOPMATUBHLIX JOKYMEHTOB.

BxXoaHOMY KOHTPOMO nognexar:

- 3aKynaemble MmaTtepuanbl (KOHTEUHEPLI AN cbopa KpOBU, peareHThbl, TeCT-CUCTEMBI, Ae3UHDULLUPYHO-
LLIMe cpeacTBa U apyrue);

- 0bpasLbl AOHOPCKON KPOBK (NPpK NpUemMke B nabopaTtoputo);

- e ANHNLIBI AOHOPCKOM KPOBM (MPpK NpUemMKe Ha nepepaboTky, B OTAEN BblAavyuv NpoayKLUmn).

7.15.2 KoHTponb B npouecce NnpoM3BoACTBa

KOHTpOMo B Npouecce Npon3BoACTBa noanexar:

- pacxogHble maTtepuanbl (KOHTeUHepPbl ANns coopa KpOBWU, peareHThl, TECT-CUCTEMBI, A€3UHPULUPYIO-
LLIne cpeacTBa, MHCTPYMEHTHI, MAArkie maTepuansl 1 ap.);

- 00OBbEKThI BHELWHeW cpeabl (PyKM MeanUMHCKOro NnepcoHana, Koxa NoKTeBoro crndba goHopa, npodbl BO3-
ayxa, NMOBEPXHOCTU CTOMNOB, CTEH, NOTONIKOB, 00OpyaOBaHUA N T.M.).

7.15.3 KOHTpONb roTOBOU NpOoAYKUUN

7.15.3.1 Obwume nonoxeHns

OpraHunsauna aomkHa oCyLWeCTBNATb KOHTPOMNb KavyecTBa roTOBOM NPpoAyKLUMKM HAa COOTBETCTBUE YCTa-
HOBJEHHbLIM TPebOBaHUSAM.

KOHTpONb KavyecTBa KOMMOHEHTOB KPOBW crneayeT NPpoBoANTL BbIDOPOYHO Mo 3apaHee pas3paboTaHHOMY
nfaHy, KOTOPbIN BKIIIOYaeT B cebs:

- YacTOTy NpoBeAeHNA NPOBEPOK;

- cnocobbl oTHOpa Npob;

- 06BeM BbIDOPOK.

[TnaH cneayeT paspabdaTbiBaTb C YY4ETOM PUCKOB NEPEKPECTHOro 3arpsasHeHns (NpoayKkros, obpasLoB
MNP UCNONb30OBaHUN HECOBEPLLUEHHBIX METOAOB 0TOOPa Npob), a Takke PUCKOB, BOSHUKAKOLLXX NPpU NpoBeae-
HUWN KOHTPONSA U UCNBITAHUN KPOBU N €€ KOMIMOHEHTOB.

7.15.3.2 KoHTponb nepea Bbigaden B nevebHoe yupexaeHue

HenocpeACTBEeHHO nNepen Bbligaden roTOBOW NMpoaykumm B nevyebHoe ydpexaeHune HeobXxoaumo Mnpo-
BEPUTD:

- MAeHTUPUKaLMo NpoayKTa;

- CTaTyC KOHTpPONS;

- cooTBeTCcTBUE rpynnbl ABO 1 pesyc-pakTopa KOMMNOHEeHTa KpOBU 3aKasy;

- CPOK rogHOCTMU;

- BHELWHWN BLA.

[1aHHbIe 0 pe3ynbTaTax KOHTPONSA AOJIKHBI PErMcTPUpPoBaTbhCA.

MeToabl UKPUTEPUN KOHTPONA YCTAaHOBNEHBI HOPMAaTUBHBIMW NPABOBLIMU akTaMu, a Takke BHYTPEHHUMN
OOKYMEeHTaMKn opraHnsauum cryxobl KpoBMW.

KOHTpONb KayvecTBa KOMMOHEHTOB KPOBU MO APYrMM nokasaTtensim (0bbemM KOMMNOHEeHTA; aKTUBHOCTL
nencTeytollero gakropa; cTepunbHOCTb; pPH W T.M.) cneayeTt npoBOoAUTL BEIDOPOYHO, NO 3apaHee paspaboTaH-
HOMY NNaHy.
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OpraHunsauns AoMMKHa permncTpnMpoBaTh B COOTBETCTBYIOLLEN YHYETHOM AOKYMEHTaLUK AaHHbIe O Pe3ynb-
TaTax KOHTPONS, UCNbITAHUA, NBMEPEHUW NPOLECCOB U NPOAYKUNN. ITY MHPopMaL e HeobXoANMO BHOCUTL
B 6a3bl AOHOPCKUX AaHHBIX M KOMNOHEHTOB KpoBM (cM. 6.10).

B 3anucax 4omkHel ObITb NPeaycMOTPEHbI NOANUCK NNL, CAHKLIMOHUPOBABLLMX pe3ynbTaThl KOHTPOMNA U
N3MepeHnn.

7.16 YnpaBneHUe HECOOTBETCTBYHOLLEU NpoayKLUe

7.16.1 Ob6LwWue nonoxeHus

OpraHusauns aosmkHa onpeaennts nopaaok padoThl ¢ HECOOTBETCTBUSIMU U HECOOTBETCTBYHOLLEN MPO-
ayKkumneun, KoTopblid A0OMKEH BKMNoYaTh B ceb4:

- permcTpaumnio HeCOOTBETCTBUN;

- MOBTOPHbLIN KOHTPOMNb NMPOAYKLIUN.

OpraHusauusa aomkHa obecnevnTb, UTOOLI NPOAYKL NS, HE COOTBETCTBYIOWAA TpebOBaHMUAM, OblNna BbisIB-
neHa N Haxogunacb nNoa KOHTPONEM C LUenbio npeagoTBpalleHus ee nocTaBknm UM HenpeaHaMepeHHOoro
MCNONb30BaHUSA.

7.16.2 O6BbeKTbl HeCOOTBETCTBUN

ObbeKkTaMn HECOOTBETCTBUN B opraHusaL i cnyXobl KpoBU MOTYT ObIThb:

- KPOBb M1 KOMMNOHEHTbI KPOBU;

- AOHOPLI (MMeloL e NPOTUBONOKa3aHUA K AOHALUNAM);

- YCNyrU (peakunn 1 0CNoXHEHUS Y AOHOPOB Ha ACHALUIO, MOCTTPpaHCY3UOHHbIE OCNTOXKHEHUA Y peL M-
EeHTOB U T.A.).

7.16.3 BblABneHne HecoOTBETCTBYKOLWEN NpOoAYKLUUN

HecooTBeTCTBYIOWAA NPOAYKLUS MOXKET ObITh BhISIBIIEHA B pe3ynbrare:

a) KOHTponda cneayowmx BMOOB:

- BXOQHOro KOHTPONS NPOAYKTOB U MaTepuarnos,;
- MeanLUMHCKOro obecneaoBaHusa 4oOHOPA;
- 0bcneaoBaHUs AOHOPCKOW KPOBU;
- TECTOB HA COBMECTUMOCTb;
- TEXHONOMNMYECKOro KOHTPOMNA NPOU3BOACTBA;
- KOHTPONSA CTEPUNBHOCTH;
- KOHTPONA roTOBOW NPOAYKLWA;
- KannbpoBKK /NOBEPKM 0OOPYAOBAHUS;
- MOHUTOPWHra (HabnaeHUsa);

0) BHYTPEHHUX COODLLEHUN O HECOOTBETCTBUAX (OT noapasaeneHnn);

) BHYTPEHHUX U BHELWWHUX ayaUTOB Ka4ecTBa;

0) paccMoTpeHuns xanob notpebutenen;

e) aHanusa peknamaunii n npeTeHsnn.

7.16.4 lpouepypaynpaBrieHUA HeCOOTBETCTBYHOLLEN NpoAayKLuUuen

OpraHusauuna gomKHa yCTaHOBUTb NpoLeaypy no yrnpasneHuo HeCoOOTBETCTBYIOLWEN NPOAYKLUUEN, KOTO-
pas BKNovaeT B cebs:

- OTBETCTBEHHOCTb 1 NONMTHOMOYNSA Ha NMPUHATUE peLlleHUs B OTHOLLIEHMU HECOOTBETCTRYOLLEN NpoayK-
L1/ AOHOPOB, HENPUroAHbIX AN AoHaLU NN,

- OeHTUPUKaLILUIO U U30NTUPOBAHNE HECOOTBETCTBYOLLEN NPOAYKUNA/OTBOA OT AOHOPCTRA;

- NpoBeAeHNE MOBTOPHOIO KOHTPONS;

- AOKYMeHTalnbHoe opopMneHune;

- OT3bIB NpoaAyKUUN (MpU HECBXOAUMOCTN);

- YTUN3aLUUio npoayKkuum B cny4vyae NpusHaHus ee OKoOHYaTeNbHOro HeCOOTBETCTBUA.

B opraHmsaunm AomKHbl ObITb Ha3Ha4YeHbl OTBETCTBEHHbIE NNLA, MOJTHOMOYHbIE MPUHUMAaTb PeLleHns Mo
HECOOTBETCTBUSAM (OTBedeHe OT AOHOPCTRA, BOCCTAHOBNEHWE B AOHOPCTBE, CaHKLMOHNPOBaHME NCNOTb30-
BaHUA NpoayKunun, NnpusHaHue dpaka, ytunmsauum npoaykumm n t.4.).

7.16.5 OOpalleHue c pa3snMiHbIMN 0O BEeKTaMUu HeCOOTBEeTCTBUSA

7.16.5.1 Tlopsagok obpalleHnsa c HeCOOTBETCTBYIOLWEN NPOAYKLUNEN/HECOOTBETCTBUSAMMA

HecooTBeTCcTBYOWAA NpoayKuns A0MMKHaA ObITb MOAEHTURUUNPOBAHA, B3iTa Ha y4YeT U nepemMelleHa B
cneunansbHO OTBeAEeHHOE N 3allUnLLEeHHOe OT CBODOAHOro A0CTYyNa NoMelleHmne (MecTo).

B cnyvasx, korga nocne Bblaavyn KOMMNOHEHTOB KPOBU B NTe4ebHO-NpodnnakTnyeckoe y4pexaeHmne BbisiB-
NATCS:

- FTeMOTpPaHCMUCCUBHbLIE MHJPEeKUUN Y AOHOPOB, Bbi3BaHHbLIE N3BECTHBIMW HAa MOMEHT 3aroTOBKU KPOBW
naToreHHbIM BUONOr’MYecKUMI areHTamMu;

- MaToreHHble bNonorMveckne areHTol (B nnasme) B JOHOPCKON KPOBMU;
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- HapyLUeHUs Npoueaypbl UCCrneaoBaHUs KPOBU Ha HANM4YME NaToreHHbIX OUONMOrMYeCcKnX areHToB,

a TaKke B crnyyae nonyvyeHus nHdopmanum o BbISIBNEHUU y peumnnmueHTa MHQPEKUNOHHOTO 3aboneBaHus,
MCTOYHWUKOM KOTOPOTo Dbl Ny MOr BbITb AOHOP, OpraHn3aunust AOHOPCTBAa KPOBU A0IBKHA:

- MPOBECTU PETPOCNEKTUBHBLIA aHaNn3 NpeablayL KX AoHaLU MK 3a Nepmnoa He MeHee 6 Mec;

- OLIEHUTb HEODXOAMMOCTL OT3bIBa M3rOTOBMNEHHLIX NPOAYKTOB KPOBU, NPUHMMAst BO BHUMaHME B 3a00-
neBaHUsA, MHTepBan BpeMeH Mexay goHaunen 1 uccrnegoBaHUeM KPOBWU;

- MMCbMEHHO NPOUHOPMUPOBATL NOoTpebuTenen;

- NPOBECTU MEPONPUATUA, HanpaBleHHbIe Ha npegynpeXxgeHne HeCOOTBETCTBUMN.

7.16.6 3anucn

NMoboe HecooTBETCTBUE KaYecTBa U NPUHATLIE AEUCTBUSA AOMKHBI ObITh 3aperncTpupoBaHbl No dopme,
YCTAHOBNEHHOW B opraH1saunm (B BUAe coobLIEHNS, OTYETA, KAPTOYKK, akTa U T.NM.).

3anncu o0 Xapakrepe HeCOOTBETCTBUMA M NOOLIX nocneaylolmx NnpeanpuHATBIX AeUCTBUSIX, BKIIHOYaS
CaHKLIMOHMUPOBaHHOE pa3pelleHne Ha BOCCTAaHOBNEHWE B AOHOPCTRE, BbINYCK/NPUEMKY NPOAYKLUN, SKCya-
Tauuo obopyaoBaHUA 1 T.M., AOIKHBI NoAOAepXMBATbCA B paboyeM COCTOSIHUK cornacHo TpedboBaHusM 5.8
HaCTOSALLlero ctaHagapTa.

[Tpy BbIIBNEHUN NOBOro HECOOTBETCTBUSA 00s3aTENbLHO NPOBEeAEeHNE NOBTOPHOMO KOHTPONS.

7.16.7 [NenctBUA NpuU BbIABNEHNN HECOOTBETCTBUSA

ECnnHecoOTBETCTBUSA BLISABNEHLI MOCNE NOCTaBKM UMW HaYana UCNoNb30BaHUSA KPOBU UMA €€ KOMMNOHEH-
TOB, HEOOHXOOUMO:

- OMOBECTUTb 3aUHTEPECOBaHHLIX NOoTpebutenen (nedvyedHble yupeXOeHWUs, BbILLIECTOosALMnE OpraHbl
yrpaBneHua 3gpaBooxpaHeHnem U T.1M.);

- 0TO3BaTb OT MNOTPEOUTENS HECOOTBETCTBYIOLLYIO NPOAYKLUMNIO;

- NPOAYKUMIO, NONYYEHHYIO C NPUMEHEHNEM HECOOTBETCTBYIOLMX MaTepuanos Unn obopyaoBaHus C
HeyAOBNETBOPUTENBHBIMW pe3ynbTataMn KannbpoBKU/MOBEPKU, UOEHTUDULMPOBATL, MpoaHanM3nMpoBaTh
10CNeACcTBUSI U, B Clydae BLICOKOIMO pUCKa yxyalleHUs KadecTBa M De30nacHOCTU, TakKe OTo3BaTb OT
noTpeburtenen.

Ecnun B pesynbTaTe aHannsa HeCoOOTBETCTBUM KPOBb YU €€ KOMMOHEHThI NPU3HaHbl OKOHYaTeNbHO HEeNpU-
roAHbIMW ANS1 UCMONb30BaHMS, TO NPOAYKUUS A0IMKHA ObITb YHUUTOXEHA B COOTBETCTBUU C AIOKYMEHTUPOBAH-
HOU NpoLeaypou.

7.16.8 AHanu3 AaHHbIX

OpraHusauma gomkHa onpeaensitb, cobupaTb M aHanM3npoBaTbh HECOXoauMbIe AaHHbIe AN MOATBEPXK-
OeHUs NPUrogHoCTU N Pe3ynbTaTUBHOCTU CUCTEMbBI MeHePKMeHTa KadecTBa. JOTU AaHHble MOTyT BKIoYaTb B
cebs:

- JaHHbIe 0 Ynucne eauHuL, NpousseaeHHo NpoayKLUUN;

- MHpOopMaLMo 0 pesynbTaTaxobcneaoBaHnUs AOHOPCKOW KPOBU MP YW BeINYCKE U3 KapaHTUHA M MapKUPOB-
Ke NpoayKuui;

- AaHHbIe Xanob, peknamauuin, npeteH3nn JNMNY n apyriux notpedutenen;

- 3aperncTpmpoBaHHbIe pe3ynbTaThl 0OCNeaoBaHUS N KOHTPOMA Ka4ecTBa roTOBOW NPOoayKLUHN.

7.16.9 YnyJvweHus

OpraHumsauna aomkHa nocTosAHHO MOBbIWATh Pe3yNbTaTUBHOCTL MPOLECCOB CUCTEMbl MeHeAXKMEHTa
KavyecTBa NocpeacTBOM UCMONMb30BaHUA AaHHbLIX NPOBEepPOoK NdbIX BUAOB (B TOM YMACNe ayauTOB), aHanu3a
OaHHBIX, KOPPEeKTUPYILWMX U Npeaynpexaamwwmnx AeUcTBUW, a TakkKe aHanusa CUCTeMbl MeHeIKMeEHTa
KavyecTBa CO CTOPOHbLI BbICLLEro pyKOBOACTBA.

7.16.10 KoppekTupyrwuwue U npeaynpexgarimne oeucTBuA

OpraHusauna gokHa npeanpuHUMaTh KOppeKTUpYyoLl e unu npeaynpexaarwwme gencTBUs B pesyiib-
TaTe NMPOoBEPOK, KOHTPONA, UCNBITAaHUWU (B TOM YM1CTe ayaAUTOB) ANd yCTPpaHeHUsA NpUYUH HECOOTBETCTBUN U A4
npeaynpeXxaeHust UX NoBTOPHOIC BOSHUKHOBEHUA.

OpraHusauna AomkHa onpeaennTs AeNCTBUNA, YTODbI YCTPaHUTb NPUYNHBI BO3SMOXHbIX peaKLIUA 1 OCNOX-
HeHWUN Y OOHOPOB U PeLUUNMeHTOR, Nonydar WX TpaHcqy3nn.
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[1] PepepanbHbi 3akoH «O6 obecneveHnn eanHCcTBa namepeHnn» ot 26 nwHsa 2008 r. Ne 102-93
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