E@§ = pwn

®ENEPANBHOE AFEHTCTBO

MO TEXHNWYECKOMY PEFYMPOBAHUNIO N METPOIOIr A

HAUWOHANBbHbBLIN FrTOCTP
CTAHAOAPT
POCCUNCKOMN 53420
®PEOEPALUMN 2009

KPOBb AOHOPCKAA N EE KOMIOHEHTbI

Obwume TpeboBaHNA KobecneyeHUo Ka4vecTBa
npu 3aroToBKe, rnepepadcoTke, XpaHeHnmn
N NCNO/Ib30BaHNN AOHOPCKOW KPOBU
N ee KOMMNOHEHTOB

N3paHue oguumansHoe

Mocksa
CraHgapTuHdopm
2010


https://meganorm.ru/mega_doc/dop_fire_update_02082025/postanovlenie_dvenadtsatogo_arbitrazhnogo_apellyatsionnogo_500/0/reshenie_sudebnoy_kollegii_po_administrativnym_delam.html

FOCT P 53420—2009

Mpegucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bps 2002 r. N» 184-d3 «O TeXHUYECKOM perynvpoBaHuu», a npasuia NpUMEHEeHNs HauuoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®egepavuu.
OCHOBHbIE NOIOXEHUSA»

CBefgeHus 0 cTaHaapTe

1 PABPABOTAH YupexgeHnem Poccuiickoli akagemMunm MeguUUHCKMX HaykK [ematonornyeckum
Hay4HbIM LLEEHTPOM

2 BHECEH TexHunyecknm KoMMTeTOM Mo cTaHaapTusaumnmn TK466 «MeguumHCKne TeXHOM0rnm»

3 YTBEPXJEH W BBEJEH B JEWCTBWE Mpukasom deaepansHOro areHTcTea no TEXHUYECKOMyY
perynupoBaHuio n Metponorum Poccuiickoin ®epepanmm oT 28 oktsa6ps 2009 r. Ne485-cT

4 BBEJEH BMNEPBbIE

MHopMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6avkyeTCsl B eXerofHo n3jaBaemMom
MH(OPMaLMOHHOM YKa3aTe e «HauuoHanbHble CTaHAapTbi», a TEKCT U3MEeHeHUt NNonpaBoK — B exeme-
CAYHO M3AaBaeMbIX MHDOPMALIMOHHbIX YKasaTensax «HaunoHabHble CTaHgapThi». B ciyyas nepecMoTpa
(3aMeHBbI) MM 0T MEeHbl HACTOSALLEr0 CTaHAapTa cooTBe TCTBYOLLee yBegoM/eHne byaeT ony6/MKoBaHo
B ©XXEMECSAYHO N34aBaeMoM MHGIOPMaLMOHHOM yKaszaTene «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLas MHchopMaLsi, yBeJOM/IEHNE U TeKCT bl pasMelLalo T cs Takxke B MH(OpPMaLOoHHO cucTeme o6LLero
nofb30BaHNsi — Ha ohULMaNLHOM caliTe dPefepasibHOro areH TCTBa N0 TeXHUYECKOMY PeryvpoBaHuio 1
MeTpoforuu B ceTv IHTepHeT

© CraHgapTuHdgopm. 2010

HacTosiuii cTaHfapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUUHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kayecTBe ohuLmanbHOro nsganus 6e3 paspelleHns ®efepasbHOrO areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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HALULMWOHANbHBLIN CTAHAOAPT POCCUNCKOMWN PELEPALUNMN

KPOBb JOHOPCKAA 1 EE KOMIMOHEHTbI

O6wue TpeboBaHUA K 06ecneyeHNto KavyecTsa Npu 3aroToBke, NepepadoTKe, XpaHeHuUn
1 UCMO/Ib30BaHUN JOHOPCKOI KPOBU 1 €e KOMMOHEHTOB

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

[Nata BeegeHns — 2010—09—01

1 O6nacTb NpUMEHEHUA

HacToawwuii ctaHgapT ycTaHaBnveaeT obwme Tpeb6oBaHusa kK 06ecneyeHnto KayecTsa nNpu 3aroToBke,
nepepaboTke, XxpaHEHNN 1 UCMONb30BaHUU [JOHOPCKO KPOBU 1 €€ KOMMOHEHTOB.

HacTosawwuii ctaHgapT npeAHasHaveH ANS NPUMEHEHNs OpraHn3aunsamMmm 4OHOPCTBa KPOBU, MeANLIMHCKN-
MW OpraHu3aLuamMm nyypexgaeHnavu egepanbHbix, TEPPUTOPUATbHBIX U MyHULMNAbHBIX OPraHoB ynpas/e-
HWA 34paBOOXpPaHEHMEM, CUCTEM 06513aTelbHOro 1M A06POBOILHOIO MEANLMHCKOTO CTpaxoBaHus, ApYrMu
MEANLUMHCKUMW  OpraHn3auusamMy  pas/iMyHbiX  OpraHu3auuMoHHO-NPaBOBbIX  )OPM  AEeATEeNbHOCTH,
Hanpas/IEHHOW Ha oKasaHne MeAMLUHCKON NOMOLLN.

2 HopmaTuBHbIE CCbINKN

B HacTosilwem cTaHfapTe UCNOb30BaHbl HOPMATUBHbIE CCbISIKW HA cneayoLme cTaHaapThl:

FOCT P MCO 9000—2008 CwucTtembl MeHeaXMeHTa kayectBa. OCHOBHbIE NOJIOXEHUA U CNoBapb

FOCT P 52938—2008 KpoBb AoHOpPCKasi U ee KOMNOHeHTbl. KOHTeliHepbl C KOHCEPBUPOBAHHOI KPOBbIO
U ee KOMNOHeHTamn. Mapkuposka

NMpumeyaHune — MNpnNoNb30BaHWN HACTOALWMM CTaHAAPTOM LieN1ecoo6pasHo NpoBepuUTh JeiicTBMe cCblnoy-
HbIX CTaH4apTOB B WH(OPMALMOHHOW cucTeMe O0O6LLero nofb30BaHWs — Ha oduumanbHoM caiite ®egepanbHoro
areHTCcTBa No TEXHUYECKOMY PEerysiMpoBaHnio W METPOIOTUN B CeTN VIHTEPHET Unn No eXerofHo n3paBaeMomy MHopma-
LMOHHOMY yKasaTento «HaunoHabHble CTaHAAPTbI», KOTOPbIV ONY6MKOBAH MO COCTOSIHWIO HA 1siHBapS TekyLLero roga, 1
N0 COOTBETCTBYHOLUM €XEMECSUYHO N3faBaemMbiM UH(OPMALVOHHLIM yKasaTensmM, ony6InKoBaHHbIM B TeKyLeM rogy.
Ecnu ccbiNoyHbIii CTaHAAPT 3aMEHEH (M3MEHEH), TO NPU NOMb30BAHUN HACTOALWMM CTaHAAPTOM CleayeT PyKoBOACTBO-
BaTbCS 3aMeHALWUM (M3MEHEHHbIM) CTaHAapTOM. Ecnn cCbiNoYHbI cTaHfapT OTMeHeH 6e3 3aMeHbl, TO NOJIOXeHne, B
KOTOPOM flaHa CCblfika Ha HEro, MPUMEHSIETCA B YACTM, HE 3aTparmBatLL el 3Ty CCbIky.

3 TepmuHbI 1 onpegeneHns

B HacToAWweM cTaHgapTe npuMeHeHbl TepMuHbl No FTOCT P MCO 9000. a Takxe cnegyroLime TepMnHbI ©
COOTBETCTBYIOLMMY ONpeAeeHNAMN.

3.1 ayauT(npoBepka): CucTemMaTUYecKunii, He3aBUCHUMbIli N A0KYMEHTUPOBAHHLI MPOLLECC NoMyYeHus
cBMAeTeNbCTB ayanTa (NPoBepkn) N 06BEKTUBHOMO X OLeHNBaHNSA A9 YCTAHOBIEHNSA CTENEHWN BbINOJTHEHUSA
cornacoBaHHbIX KpUTEpreB ayauTa (MpoBepku).

3.2 Bannpauuna: MNoATBEPXAEHNE HA OCHOBE NpefcTaB/ieHns 06bEeKTUBHbIX CBUAETENLCTB TOr0, YTO
TpeboBaHvs, NpefHa3Ha4YeHHble 415 KOHKPETHOTO UCMOMb30BaHNA WM NPUMEHEHUS, BbINO/THEHBI.

3.3 BbICLUEE PYyKOBOACTBO: JIML0 uam rpynna paboTHNKOB, OCYLLECTBASAIOLWMX PYKOBOACTBO 1 yNpas-
NeHne opraHnsaumeit Ha BbICLLEM YPOBHE.

M3paHne ohuynanbHoe
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3.4 reMOTPaHCMWCCHBHbIE MHDEKLUN: WHEKLMK, CBA3AHHbIE C 3apaXXeHeM Yepes KpoBb 1 ee Npo-

OYKTbI.
3.5 [OKYMEHT: VHopmauus, npeacTaBieHHas Ha COOTBETCTBYIOLLEM HOCUTENE.

MpumeyvaHnsa.

1 Hocutenb MoxXeT 6biTb OyMaXHbIM, MarHUTHbIM, 3/IEKTPOHHLIM WAW ONTUYECKUM KOMMbIOTEPHbLIM [UCKOM,
choTorpadpueii uny aTaNoHHLIM 06Pa3L,OM, MU UX KOMBUHALNEN.

2 KomnnekT 4OKyMEHTOB, HanpumMep cneuyndukauuii n 3anucei, 4acTo Ha3biBalOT «40KYMeHTaLumn».

3 HekoTopble Tpe6oBaHus (Hanpumep, TpeboBaHNs K pa3bopyMBOCTU TEKCTA)OTHOCATCS KO BCEM BUAAM LOKYMEH-
TOB, O HaKO MOryT 6bITb 0CO6ble TpeboBaHMA Kcneundmrkaunsam (Hanpumep, TpeboBaHne KynpaBaeHuonepecMmoTpamu) n
3anucam (Hanpumep, TpeboBaHMe K BOCCTAHOB/IEHUIO).

3.6 3anucb: [lOKYMEHT, COAepXaLinii 4OCTUTHYTbIE pe3yibTaTbl UN CBUAETE/TbCTBA OCYLL,ECTB/IEHHO
[eATeNbLHOCTU.

3.7 NOeHTU(UKALNOHHbBI HOMep AOoHaLMW: YHUKa/bHbI HOMep, MpUcBaMBaEeMblili NMpW Kaxgoi
[LOHaUMN NS MaPKMPOBKM BCEX KOMMOHEHTOB 1 06pas3LL0B KPOBU, MOJTYUEHHbIX B X04€e AoHALUN.

3.8 ucnbiTaHve: OnpegeneHue Of4HON NN HECKOMBbKUX XapaKTepUCTUK COrMTacHO yCTaHOB/IEHHOM Npo-
Leaype.

3.9 kapaHTuWH: 3anpelieHue Ha Nepexoj K cnegyiolieii cTaaum npolecca Ao Tex nop. noka He 6yayT
BbINOJIHEHbI YCTAHOB/IEHHbIE TPEGOBAHUS.

MpunmeyaHune — Craryc UCXOAHbIX WUIN YNAKOBOYHLIX MaTepMasios, MPOMEXYTOUYHbLIX NPOAYKTOB UMM FOTOBbIX
KOMMNOHEHTOB KPOBW, N30/IMPOBaHHbIX (bl/l3VIHeCKVI nwnn gpyrum GQJ(*)EKTI/IBHI)IM cnocobom Ha nepuoa nNpUHATUA peleHuna
OTHOCUTEJIbHO UX BbiNyCKa, 0T6paKOBKI/I nnn nepepaﬁoTKM.

3.10 ka4vecTtBO: CTeneHb COOTBETCTBMUS COBOKYMHOCTM MPUCYLLUX XapakTepUCTWK YCTaHOB/IEHHbIM
TpeboBaHuAM.

MpumeuyaHus

1 TepMUH «KaueCTBO» MOXET MPUMEHSATLCS C TAKUM MpuiarateibHbIM, Kak Mi0xoe, XOpOoLwWes Wiy NPeBOCXOAHOE.

2 TepMuUH «NpUCYLWii», ABNAOWMUIACA NPOTUBOMNONOXHBIM TEPMUHY «NPUCBOEHHBIN», 03HAYaeT nMetwuiics B
4eM-TO. 0COBEHHO EC/IM 3TO OTHOCUTCS K MOCTOSIHHBIM XapakTepuUCcTUKaM.

3.11 koHTposnb: [llpoueaypa oueHVBaHWSA COOTBETCTBUS MyTEM HAOMOAEHNS U CYXOEHWI, CONPOBOX-
[aeMblX COOTBETCTBYHOLNMN NU3MEPEHUSAMM, UCTbITAHUAMUN UIN KANNOPOBKOWA.

3.12 koppekTupytoulee aevicteue: [elicTBue, NpeAnpuUHATOE /151 yCTPAHEHUSI MTPUYMHbI O6HAPYXEH-
HOro HECOOTBETCTBUS UMK APYrOi HeXeNnaTeslbHON cUTyauuu.

3.13 KpuUTUYecKme KOHTPOJIbHble ToUkU: LLaru, saTansl npouecca, npoueaypbl, KOTOpble, eC/iv UX He
KOHTPO/IMpPOBaTh, MOTYT NPUBECTU K HU3KOMY Ka4yecTBY pe3ybTaToB.

3.14 meHep)XMeHT: CKOOpAVHMPOBaHHAA [eATes/IbHOCTb MO PYKOBOACTBY W yNpaB/iieHN0 opraHusa-
umei.

3.15 mMeHemXMeHT KadecTBa: CKOOpAMHMPOBaHHAsA AeATe/IbHOCTb N0 PYKOBOACTBY M yNpasfieHUIo
opraHusaumen NpUMeHNTENbHO K KaYecTBy.

3.16 MOHUTOPUHI: [OCTOSHHO BbIMOIHAEMbI CHOP M aHaIM3 AaHHbIX 06 OTAENbHbIX BUAAX AesiTe b-
HOCTW.

3.17 HecooTBeTCcTBME: HeBbINOMHEHNE TpeboBaHS.

3.18 ob6ecneyeHune KavyecTBa: YacTb MeHeXMeHTa kayecTBa, HanpaB/ieHHas Ha co3faHue yBepeH-
HOCTU, UTO Tpe6OBaHNSA K Ka4ecTBY 6yAyT BbINOHEHbI.

3.19 o6opypoBaHue usmeputenbHoe: CpeactBa M3MeEpPEHUiA, NporpaMMHble CPeACcTBa, 3TasIoHbI,
cTaHpapTHble o6pasubl, BCnoMoraTenbHas annaparypa Wiv ux KoMouHauus, Heo6xoaMMble 415 BbIMOSIHEHUS
npowecca n3mepeHus.

3.20 opraHu3aunu AOHOPCTBA KPOBU U ee KOMMOHEHTOB (OpraHusauns): OpraHusaluy 34paBoox-
paHeHusl, Hayku 1 06pa3oBaHus, a Takke UX CTPYKTYpHble noApasfeneHus, oCyLLecTBSIOWMNe 3aroToBkKy,
nepepaboTky, XpaHeHue, TpaHcnopTMpoBaHue, obecneyeHne 6e30nNacHOCTW [OHOPCKOW KpoBM U ee
KOMMOHEHTOB.

3.21 nonuTuka B 06nacTtu KadectBa: O6WMe HaMepeHusa 1 HanpaBieHne AesATeNbHOCTU oOpraHusa-
LK1 B 061acTu KayecTsa, opuLmanbHO cHOPMY/IMPOBaHHbIE BbICLUIMM PYKOBOACTBOM.

3.22 nocTaBWumK: OpraHusauns uv nuuo, npefocTasnsaoLme NpoayKLuio.

3.23 noTpebutens: OpraHusauums Wav NnLo, NnoayyatoLwme NpoayKLuio.

3.24 npowunsBoacTBeHHas cpefa: COBOKYMHOCTb YCMOBUIA, B KOTOPbIX BbINOSIHAETCA paboTa.

3.25 npocnexvBaeMoCTb: B03MOXHOCTb NpocnefnTb UCTOPUIO, NMPUMEHEHWUE WM MECTOHaxoxae-
HWe TOoro, 4TO paccMaTpuBaeTcs.

2
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3.26 npouegypa: YcTaHOB/IEHHbI CNOCO6 OCYLLECTBEHNA AeATeIbHOCTU UK npoLecca.

3.27 npouecc: COBOKYNHOCTb B3aVMOCBSi3aHHbIX Y B3aMMOAENCTBYIOLMX BULOB AESATENBHOCTI, Npe-
o6pasytoLian BXoAbl B BbIXOZb.

3.28 npouecc n3mepeHnsa: COBOKYMHOCTb onepatuii, N(POBOAUMBIX C Lie/Ibio OnpegeneHuns 3HaqyeHms
BE/INYMHBI.

3.29 pyKOBOACTBO MO KayecTBY: [lOKYMeHT, onpefensioLnii CucTeMy MeHeAXXMeHTa kayecTa opra-
Hu3auun.

n pnMmevyaHune — PyKOBOACTBa no Ka4eCTBY MOTYyT pas3nmyatbCA No AeTa/IbHOCTU NU3N0XeHUA U q)opme, nexoga
N3 pasmMmepa 1 C/I0XXHOCTU KOHerTHOl‘/‘I opraHusauunn.

3.30 cuctema: COBOKYMHOCTb B3aVMOCBA3aHHbIX M B3aUMOENCTBYOLNX 3/IEMEHTOB.

3.31 cuctema kadvectBa: COBOKYNHOCTb OpraHM3aLMOHHON CTPYKTYpbl, npouefyp, MpoLeccoB u
pecypcoB, HE06X0AUMbIX A5 BbINONHEHUS TpeboBaHWil KayecTBa.

3.32 cuctema mMeHemkMeHTa: Cuctema Ana pas3paboTkM NOAWTUKA WU Lenein n [OCTUXEeHUS 3TUX
uenei.

3.33 cuctema mMeHep)XXMeHTa KayecTBa: Cuctema MeHegXMeHTa AN1A PYKOBOACTBA W ynpas/fieHuA
opraHu3sauvein NpYMeHNTENbHO K Ka4ecTBy.

3.34 cTaHgapTHble onepauroHHble npoueaypbl (COMbI): [lokyMeHTannbHO 0P OPMEHHbIE MHCTPYK-
L1n No BbINOSIHEHUIO paboumnx npoueayp.

3.35 ynpasneHue gokymeHTamu: ®opmasin3oBaHHOE yrpas/fieHWe BbIMyCKOM, UCMOJIb30BaHUEM 1
NnepecMoTPOM YTBEPXAEHHbIX OKYMEHTOB CUCTEMbI Ka4ecTBa.

3.36 ycnyra: Heocs3aemblii NPOAYyKT, KOTOPbIA ABASETCA pe3ynbTaTtom, No KpaiHeil mepe, 04HOr0O
BbINO/THEHHOTO AENCTBUSA NPV B3aVMOAENCTBUN MeX Ay NOCTaBLMKOM 1 noTpebuTenem.

3.37 xapakTtepucTtuka: OTAuYUTEeNbLHOE CBOMCTBO.

4 OpraHusauuns CUCTEMbl MEHEO)XMEHTa KayecTBa

HacTosAwwuii ctaHAapT HanpaB/ieH Ha 06ecneyeHre BbINOMHEHNSA CleayoLWnX 3a4ad:

- CO3/4aHNsi HOPMaTVBHOTO 06ecneyeHnsa Ana pa3paboTk CUCTEM MEeHeXXMeHTa kayecTBa B opraHu3a-
LMsIX 4OHOPCTBA KPOBY;

- obecneyeHnst 6e30NacHOCTM reMoTpaHCqy3uii.

4.1 O653aHHOCTM PYKOBOACTBa

PykoBOACTBO opraHu3sauumn (AMpekTop/rnaBHbIi Bpay) HeceT OTBETCTBEHHOCTb 3a Ka4yecTBO Bbinyckae-
MbIX KOMMOHEHTOB KPOBMW.

PyKoBOACTBO opraHu3aLmmn fO/HKHO AOBECTM A0 CBELEHUS BCEro nepcoHana opraHu3aumy BaXHOCTb
BbINOMIHEHNA Tpe6oBaHnil noTpebuTeneil.

[vpekTop (rnaBHbIVi Bpay) opraHnsaunmn, HafeneHHblil NOSIHOMOUYNAMMU, AaHHBIMU BbILLECTOSALLMM Opra-
HOM, JO/IKEH B3ATb Ha ce65 BeyLLyIo Posib B CTpaTerMyeckom naaHnpoBaHMmn 3aroToBK1 U Npon3BoAcTBa foc-
TaTOYHbIX 3anacos 6€30NacHO KPoBU.

PykoBoacTBy cnepyeT pa3paboTaTb U peanunsoBatb NOAWTUKY, YCTaHaBAMBatOLY 06a3aTenbcTBa B
OTHOLUEHMMN KayecTBa KOMIMOHEHTOB KPOBU.

PykoBOACTBY opraHusauumn cnegyet paspaboTtartb CUCTEMY MeHe)KMeHTa KauyecTBa, 0XBaTblBalOLLYHO
BCe acnekTbl AeATENLHOCTM OT NPVB/IEYEHUS JOHOPOB, 3aroTOBKM M06Cef0BaHNA KPOBU, NPOM3BOACTBA, Xpa-
HEHMA U 4OCTaBKN KOMMNOHEHTOB KPOBM 10 UX UCMONb30BaHUSA.

[vpektop (rnNaBHbli Bpay) AO0/HKEH MNPOBOAMTL aHann3 (YHKUMOHMPOBAHWS CUCTEMbl KayecTBa W
npefocTaBnATbL HE06X04MMbIE pecypchbl (PUHAHCbI, epcoHas, MHpPacTpyKTypy) 418 LOCTUXEHNA TpebyeMo-
ro Kayectea 1 6e30MacHOCTM BbiNyckaemoi NpoayKumn (KOMNOHEHTOB AOHOPCKOW KPOBW) U yCnyr (B3ATUA
KpOBW y flOHOPA).

4.2 OpuveHTauus Ha noTpebuTens

[unpekTop (rnaBHbli Bpay) 4O/HKEH 06ecneunTs, YTo6bl TpeboBaHUs NoTpebuTenei bl onpeaeneHs,
[oBefieHbl 10 NepcoHasna opraHu3auuy 1 BbIMoSIHEHbI.

[lna 3TOro MOXHo ucnosib3oBarb:

- COBeLLaHUs No KayecTBY Ha BCEX YPOBHAX OpraHusauuu;

- BCe BUAbI 00y4eHuns;

- cobpaHus n KoHhepeHLmy;

- 03HaKOMJ/IeHMe Npu Npueme Ha paboTy;

- HarnagHyo arnTauuio.

MpumeHnMbl TpeboBaHuA 7.1 HacTosLWero ctaHgapTa.
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4.3 TlMonuTuka B 06/1acTy KayecTBa

0O653aHHOCTM AMpekTopa {rnaBHOro Bpaya) no o6ecneyeHunto kKa4ecTBa OCyLLLECTBASAIOTCS Yepes nonunTu-
Ky B 06n1acTu kayecTBa, KoTopas fO/XHa BK/I4aTh B cebs:

- OTHOLLEHME opraHM3aL M K TpeboBaHNsAM NoTpebuTeneii M cnocobbl NX BbINOSTHEHNS;

- OTHOLLEHWS C NocTaBLLmKamu;

- OTHOLLUEHME K MepcoHasy CBoeli opraHm3aunm, cnocobbl BOBIEYEHHOCTU U 3aHTEPECOBAHHOCTUN BCETO
nepcoHana.

MonuTuka fo/MKHa 4EMOHCTPMPOBATh, YTO PYKOBOZACTBO M NepPCOoHas NOJIHOCTbI 0CO3HAKT 0653aHHOCTH
1 pOJib CBOEW OpraHM3aLmm Kak nocTaBLyMKa KOMMNOHEHTOB KPOBU, 3aroTOBJ/IEHHbIX C COBMI04EHNEM YCTAaHOB-
NEeHHbIX TPe60BaHUM K MX 6€30MacHOCTX, OCTATOYHbIX 3anacoB, a Takke NpPaBu/IbHOTO 1 paLoHaibHOro nx
NCNoNb30BaHNA.

5 Cucrtema mMeHemXMeHTa KadecTsa

[lns nnaHupoBaHna 1 pasBUTUA CUCTEMbI MEHE)XXMEHTa KayecTBa Heobxo4MMo:

- onpefenunTb KoYeBble MPOoLLeCcChl opraHn3aLmmn 1 B3auMoCBA3N MeXay HUMU;

- NPOBECTUN aHaNN3 BANAHNA OCHOBHbIX MPOLLECCOB Ha KaYeCTBO U 6e30MacHOCTb KOMMOHEHTOB KPOBY:

- onpefennTb UCXOAHbIE AaHHble, 06beM BbiMyCKa NPOAYKL MW, KOHTPO/IbHbIE MapameTpbl U pecypcbl.

Heobxogumo paspaboTaTb [OKYMEHTALMI0 CUCTEMbl KayecTBa, BKIHOYAIOLYI pernameHTupyloLme
[OKYMEHTbI TPEX YPOBHEIA:

- cTpaTernyeckme JOoKyMeHTbl: NONINTHKA KaYecTBa U PYKOBO/CTBO MO KavecTBy;

- npoLeAypbl CUCTEMbI Ka4ecTBa,;

- pabouyo 4OKyMeHTaLu 0.

B opraHusauunm gomkHbl 6b1Tb onpegeneHbl POpMbl 419 BeAeHNA NPOTOKOI0B kavecTsa.

5.1 OpraHunsauyms, OTBETCTBEHHOCTb U NOJIHOMO4YUNA

[OvpekTop (rnaBHbIi Bpay) 415 4OCTUXEHUSA KayecTBa 1 TpeboBaHnii 6e30macHOCTM JOHOPCKOM KPOBU U
€€ KOMIMOHEHTOB [I0/XEH pacnpeaensaTb OTBETCTBEHHOCTb U MOJTHOMOUNSA MO Ka4ecTsy.

[omkHa 6bITb paspaboTaHa opraHm3aLnoHHas CTPYKTypa, BKtovaloLas B ceba pacnpegenieHune nosHo-
MOYMiA B OpraHu3aymu.

[lenernposaHne NoOIHOMOYWIT [,OMKHO COOTBETCTBOBATL KBa/IMrKaLmm, OnbITy M KOMNETEHTHOCTM nep-
coHarna.

Kaxgomy nogpasfeneHuio opraHmsaummn cnegyet paspabotaTb NosoxeHne, yctaHaBnveawlee 3aja-
4mn. PyHKLMU 1 NOPSALO0K B3aMMOAENCTBUS C ApYTUMY NoApasfeneHusmu.

Heobxoaumo paspaboTaTtb AO/HKHOCTHbIE MHCTPYKLUMWN 415 BCeX COTPYAHWKOB, AeSATENbHOCTb KOTOPbIX
MOXeT B/IMATb Ha ka4yecTBo.

[lo/mKHOCTHAs MHCTPYKUMA AO/DKHA onpefenaTb 06A3aHHOCTU, a Takxe chepbl OTBETCTBEHHOCTU U
MO/THOMOUWIA COTPYAHMKA.

MepcoHan Ao/MKeH YeTKO 3HaTb CBOW 06A3aHHOCTM U NMOJTHOMOUUS, & TaKKe 0CO3HaBaTb CBO PO/ib BAOC-
TUXXEHWUW Lieneii opraHnsaLnnmy u ocyLLecTB/IeHN ee NoIMTUKM B 061aCTu kayecTsa 1 6e30nacHOCTV NPOAYKL UK
nycnyr.

5.2 lpepctaBuTeNb PyKOBOACTBA

[vpekTop (rnaBHbIl Bpay) [O/MKEH HAa3HaUYUTbL NpeAcTaBUTesNa No KauyecTBy (3aMecTUTens uav coTpya-
HWKa Nto60ro nogpasfeneHns), KoTopblii 6yaeT HeCTU OTBETCTBEHHOCTb 3a CUCTEMY MEHEeXKMeHTa kauecTsa,
OTYETHOCTb M KOOpPAMHaLMI0 paboT B pamMkax cuctembl. HasHaueHHOro coTpyfHuka cnegyeT HafennTb cooT-
BETCTBYOLLMMMN NOSTHOMOUYNSAMMN U pecypcamu A5 OCYLLeCTBAEHNS 3TUX MOSTHOMOUUNA.

5.3 AHanms co CTOpPOHbI pyKOBOACTBA

[vpekTop (rNaBHbIli Bpay) AO/HKEH NPOBOAUTL CUCTEMATNYECKNI aHa/In3 COCTOSHUS CUCTEMbI KayecTBa
N ee pes3ynbTaTuBHOCTU.

[na aHanusa ucnosnb3yloT cnegyloline BXo4Hble fJaHHble:

- pe3ynbTaTthl ayamMToB (MPOBEPOK);

- UHhopMaUuto OT NOTpebuTeNeit (xanobsl, peknamauum, 6narofapHoCcTu);

- pe3ynbTaTtbl paboTbl KOMUCCUY MO PACCMOTPEHUIO C/TyHaeB NOCTTPaHCHY3NOHHbIX OC/TOXHEHWIA:

- CBE[IEHUNS O peakuusaX 1 OCNIOXHEHUSAX Y AOHOPOB U PELUNNEHTOB;

- CBEieHMA 0 NPOAYKLUM C UCTEKLLUM CPOKOM XpaHeHUs;

- CBEeHMA 0 Mopye NPoAYKLMN, NCNOPYEHHON NPU XpaHEeHUW 1 TPAHCMOPTUPOBaHWN;

- cBefleHunst 06 oTBOAAX JOHOPOB;

- CBeleHNs 0 NPOBEAEHUV NN CPbIBE Bbl€3AHbIX aKLMil 3aroTOBKM KPOBU:

- CBEZIEHUS O NTIOXHOMNONOXUTESBbHbIX U TOXHOOTPULATENbHBIX PEeakuusXx;
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- pe3ynbTaTbl UCC/IeA0BaHNA MapKepoB reMOTPaHCMUCCUBHBIX MHAPeKLMIA:

- pesynbTaTtbl BXOAHOr0 KOHTPOSA MaTepunasnos:

- pe3ynibTaTbl MOHUTOPUHIA MPOLECCOB U NPOAYKLUN:

- npegynpexaaloLune n KoppekTupyLme AelicTBUs:

- pelueHuns no pesynbtataM npeablayLero aHanmsa co CTOPoHbl PYKOBOACTBA.

Ha ocHOBe 3TMX BXO[HbIX [JaHHbIX PYKOBOACTBOM OpraHusauumn npoBoAnuTCA aHanus, pesynbtaTbl KOTo-
poro Ucnonb3yoT ANs:

- yNydleHns kayecTBa U 6€30MacHOCT KOMNOHEHTOB KPOBMU:

- NOBbILIEHUS pe3yNbTaTUBHOCTU CUCTEMbI KayecTsa:

- onpefenieHnsa noTpebHoOCTH B pecypcax.

5.4 [lokymeHTauuna

JlokymMeHTauus B opraHm3aunsix co3faeTcs ¢ Lenblo:

- obecneyeHnsa cTabunbHOCTY Y BOCNPOM3BOANMOCTH NPOLLECCOB;

- o6ecneyeHns naeHTMdUKaLnM N NPOCIEXNBAEMOCTN eANHNLLbI NPOAYKLNK;

- CO3aHNsi HOPMAaTVBHO 6a3bl 4719 BHYTPEHHUX U BHELLHUX NPOBEPOK;

- co3gaHuns 6a3bl 415 06yUeHna nepcoHana.

- obecneyeHnsa He06XoAMMON MHOPMaLMKN AN NPUHATUS 060CHOBAHHbIX PELLEHWIA;

- COKpaLLeHNsA BO3MOXHbIX OLLNGOK.

- o6ecneyeHNss HeNpepbIBHOIO Y/y4LleHWs NPOLEeCCoB.

JokymeHTauus, npumeHsemas B opraHnsauum, Ao/HKHa cofepxartb JOKyMeHTbl cneayoLwmnx Bugos:

- PYKOBOACTBO MO Ka4ecTBy, BK/1H0OYas NONANTUKY B 06/1aCTW KavecTsa;

- npoLueaypbl CUCTEMbI MEHEDKMEHTA KayecTBa;

- AOKYMEHTbI, HeobxoauMmble AN 3pPeKTUBHOK paboTbl OpraHnu3aLm, B TOM YAC/e BHELIHAS pernameH-
TVpyloLaa OKYMeHTauus;

- 3anucu (gaHHble 0 KayecTse).

5.5 MonuTtuka B o6nactu kayecTBa. PykoBoACTBO MO KayecTBy

Mpy onpefeneHnn 0CHOBHbIX HanpaB/ieHWt B 061aCTU KavyecTBa OpraHun3aLus fo/HKHA y4ecTb 0cobble
YCTaHOBKM B OTHOLLIEHUY 6€30NacHOCTY KPOBW, AOHOPA, MepcoHana 1 okpyxatoLeli cpegpi.

PyKoBOACTBO MO KayecTBy — OMucaHne CUCTEMbl MEHEeKMEeHTa KayecTBa, oTpaxatolwee CTPYKTypy,
B3aMMOCBS3M U pacnpegesnieHne oTBETCTBEHHOCTY B OpraHnsaLmu.

5.5.1 [JokyMeHTUpOBaHHbIe NpoLeaypbl CACTEMbI MeHe)XMeHTa KayecTsa

Mpoueaypbl CMCTEMbI MEHEIXMEHTA KAYEeCTBa ONMCHIBAIOT AESATE/IbHOCTb N0 KAYeCTBY, KOTOpas npumve-
HVMMa K OpraHm3aLmn B LeNOM, y4nTbIBast PUCKU, CBA3aHHbIE CO CNeLUgUKoin NonyyeHns n npuMeHeHns Komno-
HEHTOB KpOBW, peKoMeHayeTcs pa3paboTartb Takne npoueaypsbl, Kak:

- ynpaBneHune foKyMeHTaLuuel n 3anucsmu;

- BXOAHOW KOHTPO/Ib;

- uccnefoBaHne peakumnii u 0OCNOXHEHWUIA Y OHOPOB Y PeLMnneHToB:

- NpoBefieHne BHYTPeHHero ayanta (MpoBepok);

- B3avMogelicTBue C 1e4ebHO-NpohNNakTUHECKUMN YUpeXaeHNaMY;

- ynpaBfieHne HecooTBETCTBYOL e npoaykumeld (MaeHTUMKaLMsS U NOMELLEHNE HA KapaHTWH);

- paboTa c xanobamu;

- KOppeKTupyLme n npegynpexaaollme oelicTBus;

- apyrue (U/vnu 3a UCKIYEeHNeM) No YCMOTPEHNIO OpraHn3aLum.

5.6 [lOKyMeHTbl, Heo6xoanmble A5 aPPeKTUBHON opraHM3aLn Npon3BoacTBa KOMMNOHEHTOB
KpOoBU

5.6.1 BHelwHWe pernaMmeHTUpyroLie oKYMEHTbI

[na obecneyeHns Npon3BoLCTBA KOMMNOHEHTOB KPOBW, COOTBETCTBYHIOLLMX YCTAHOB/IEHHbLIM TpeboBaHu-
AIM, B OpraHn3auum fOHOPCTBa KPOBU AO/DKHBI ObITb B HANIMYUN HOPMATUBHbIE JOKYMEHTbI, yCTaHasAvBatLmne
o6s3aTenbHble TpeboBaHNA K KPOBU 1 ee KOMMOHeHTaM, 0T6opy 1 obcnefoBaHNI0 AOHOPOB M perynnpytoLyme
[leATeNbHOCTb B 06/1aCTW 3aroTOBKM, MPOM3BOACTBA U NepevBaHns KOMNOHEHTOB KPOBW: 3aKOHbl POCCUIACKO
depepalmmn; HauMoHasIbHble CTaHAAPTbI, TEXHUYECKUE perfiameHThbl, KnaccuukaTopbl: npukasbl U UHCTPYK-
Lyn. caHuTapHble npasunia nHopmMbl (CaHMnH). cTpouTensHbie Hopmbl 1 npasuna (CHUM) napyrve Hopmatus-
Hbl€ OKYMEHTbI.

5.6.2 Pabouve MHCTPYKUMN: CTaHAAPTHbIE OnepaunoHHble npoueaypbl

B opraHusauum gomxHbl 6b1Tb paspaboTaHbl paboyne MHCTPYKLUKM yCTaHOB/IEHHOTO o6pasLia Ha BbInosi-
HEeHVe KPUTUYECKUX NMPON3BOACTBEHHbLIX NpoLeayp, TakuX Kak:

- npviem, aeHTUdKauma u pernctTpayus 4oHopa;

- MeguumHCcKoe obcneoBaHve [OHOPA,;
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- BEHenyHKuus;

- nnasma- u umtadpepes:

- OKasaHve MeULIMHCKON NOMOLLM AOHOPY B C/TyHae peakuumn v 0CIOXHEHWN;

- aHann3 peakuuii 1 0COXHEHWI Y JOHOPOB Y PELUNNEHTOB;

- 3TUKeTMpoBaHue (KPOBM N KOMNOHEHTOB, 06pasL0B, MaTePMAsIOB);

- MeToAbl MOlyYeHNS Pa3/IMYHbIX KOMMNOHEHTOB:

- BbIMyCK (MacnopTu3aLus) roToBoi npoayKumu;

- TeXHn4yeckoe 06CnyxmBaHne 060py0BaHuNs;

- aKkcnnyaTaums o6opyaoBaHus;

- 0TO6Op 06pasLoB ANA Uccnef0BaHNsA KPOBY;

- opraHu3auus 3aroToBKM KPOBU B BblE€3HbIX YC/TOBUAX;

- 3aKas3 1 Bblavya KOMNOHEHTOB KPOBY;

- XpaHeHue 1 TpaHCNopPTUPOBaHNE KOMMNOHEHTOB KPOBU:

- y6opka noMeLLeHuii;

- 06paboTka MHCTPYMEHTOB U 060pyA0BaHNSA:

- cTepunv3sauna MaTepuasos N UHCTPYMEHTOB:

- yTUnAn3auus oTxof0B;

- Apyrue (W/wnu 3a NcknoYeHnem) No yCMOTPEHMIO OpraHu3aumu.

5.6.3 3anucu (gaHHble 0 KayecTBe)

B opraHusauum Ao/mKHbI BECTUCH U NOAAEPXUBATLCSA B paboyem COCTOAHUM 3anucu, yCTaHOBNEHHbIE
depepanbHbIM OpraHoM UCNOIHUTE bHOW rocyAapCTBEHHO BacTh, OTBETCTBEHHbIM 3a 06ecneyeHve nonau-
TUKM B 0611aCTY 34paBooXpaHeHns, obecneynsaroLL e NpocnexnsaemMmocTb eANHNLL KPOBU U CBA3AHHBIX C HAMU
pacxofHblXx MaTepuanoB, 060pyAoBaHUSA 1 UCMONHUTENSA, NoATBepxXAalolwme paboTy cucTeMbl kavyecTsa v
COOTBETCTBMWE BbINO/IHEHHOI PaboTbl yCTAHOB/IEHHbIM TPe60BaHUAM. 3anncy AoKHbI BKIOYaTb CrieytoLiee:

- MPOTOKO/bl COBELLAHWNIA MO Ka4YecTBy;

- 0TYeTbl 06 06yUYEHMM NepcoHana;

- TEXHUYECKME 3afaHNS Ha NPoBefeHVEe KOHKYPCOB Ha 3aKymnku maTepuanos n 060pyaoBaHus.

- 0TYeTbl 0 Ba/IMAaL M NpoLLeccos;

- CBeleHNsA 0 MOHUTOPUHIe NPON3BOACTBEHHOW cpeapbl;

- cBeAieHNs 06 naeHTnuKaLmMm 1 NpocnexnsaemMmocT ABMKXEHNS MaTepranos 1 NpoayKLmuu;

- Matepvanbl 06 ynpassieHnn cpefcTBaMn N3MepeHuns;

- pe3ynbTaThl KAMGPOBKN/NOBOPKN CPEACTB N3MEPEHWIA:

- pe3ynbTaTbl BHYTPEHHWX ayANTOB;

- CBEleHNA 0 XapakTepe HeCOOTBETCTBMI U BCEX NOC/eAYIOWUX NPeANPUHATLIX AeACTBNUIA;

- pe3ynbTaTbl KOPPEKTUPYIOLLMX 1 NPeaynpexaatoLmx AecTBIiA;

- CBeleHNs y[0B/IeTBOPEHHOCTN noTpebutens (bnarogapHocTy, xanobbl, 0T4eTbl 06 NccnefoBaHNAX
peakuuii 1 0CNOXHEHUA y AOHOPOB W NaUVEHTOB).

Bce 3anmcu go/mkHbI 6bITb NOANUCAaHbI UCNOMTHUTENSIMU U HAa HUX A0/KHA ObITb YKa3aHa garta BbiNosHe-
HUS 3anucei.

5.7 YnpaBneHue fokymeHTauueli

B opraHv3sauum fonxeH 6biTb B HAIMYMKN NepeyeHb JOKYMEHTOB (Kak BHELLHUX, Tak M BHYTPEHHUX), OTHO-
CALLMXCH KCMCTEME KayecTBa, C ykasaHuem;

- HAaUMEHOBaHW OKYMEHTOB;

- KOA0B OpraHn3auuii;

- LO/MKHOCTHBIX /UL, OTBETCTBEHHbIX 38 UX YTBEPXAEHNE:!

- AaTbl YTBEPXAEHNSA AECTBYIOLNX BEPCUI [LOKYMEHTOB;

- aflpecoB paccblNIKM KONUi 1 Nopsigka focTyna K HAM.

B opraHu3aumm omxHa 6biTb yCTaHOBMEHA NpoLeypa ynpaBieHus foKyMeHTaumen, obecneynsatoLLas
MCMoNb30BaHNe TOMbKO YTBEPXAEHHOW AOKyMeHTauuu, cofepxalleil HoBelwylo MHgopMauuio, BKIYas
BHYTPEHHWE U BHELUHNE AOKYMEHTbI.

[na KOHTPONS BbiNycka AOKYMeHTaL M f0/mKeH 6biTb yCTaHOB/IEH NOPAAOK, BKIOYAIOLW NI B cebs:

- pa3paboTKy JOKYMEHTOB;

- NPOBEPKY NPUTOAHOCTM AOKYMEHTOB A0 UX BbINyCKa,;

- yTBEPXAeHne AOKyMeHTauuu;

- perncTpaumio 1 KogMpoBaHNe 4OKYMEHTOB;

- obecneyeHune nonb3oBareneli KONUAMY;

- BHECEHWEe N3MEHEHWI B AOKYMEHTaLIO:

- @XerofHblii NnepecMoTp AOKYMEHTOB C OTMETKO TeKyLLero cratyca;



FOCT P 53420—2009

- U3BATME N apXNBUPOBaHNE [JOKYMEHTOB.

[LelicTByloLine BepcmMn BCeX AOKYMEHTOB [O/MKHbI ObITb JOCTYMHbLI UCMOMHUTENAM BO BCEX MYHKTax UX
NPUMEHEHUS.

Heobxofmmo o6ecneunTb KOHPUAEHLNANBHOCTL COOTBETCTBYIOLLE JOKYMEHTAL MU U Mepbl 3aLuTbl OT
HecaHKLMOHMPOBaHHOro gocTyna. Cuctema fo/mkHa obecneunTb 3awuTy oT HenpegHamMmepeHHOoro Ncnosb30-
BaHWA ycTapeBLINX AOKYMEHTOB W MAEHTUdMKALMIo N0ObIX yCcTapeBLNX AOKYMEHTOB, OCTaB/I€HHbIX AN
Kakux-nnéo uenei.

Bce fokyMeHTbl O/MKHbI 6bITb B3aMMOyBS3aHbl MeXay CO60M 1 C pyKOBOACTBOM M0 KayecTBy.

[lokymeHTauus fomkHa 6bITb UAEHTU(ULMPYEMOIA.

Kax bl JOKYMEHT Ao/DKeH 6bITb NpefHa3HayveH ANs onpefeneHHo 061acTm npuMeHeHus.

O6bem OKyMeHTaunn JOo/MKeH O6blTb MUHUMASIbHBIM, HO 40CTATOUYHbLIM A1 NPaKTUYECKnX Lienei.

JokymeHTauus fomkHa cofepxaTb TO/TbKO NPakTUYeCKU BbINOHUMblE TpeboBaHuUS.

5.8 YnpaBrieHue 3anucamu

B opraHusauuy fomkHa 6bITb yCTaHOB/EHA fOKYMEHTUPOBaHHAsA npoueaypa ynpasieHust 3anucsiMu.
Cuctema permcTpauuy n coxpaHeHus AaHHbIX 0 Ka4ecTBe Jo/MKHa 06ecneynTb BO3MOXHOCTb NpocexnBae-
MOCTM /110601 eANHULIBI KPOBW U/IN KOMIMOHEHTA KPOBU OT NCTOUYHNMKA (4OHOPA) 0 KOHEYHOTO MyHKTa Haxoxae-
HWA ANS UCCNefoBaHNA NPUYKH PeakLUuii 1 0CNOXHEHWNIA y LOHOPOB U peuunueHToB. Cuctema perucrpaumm un
COXpaHeHWs AaHHbIX fO/MKHA BKIOYaTb B cebs:

- nAeHTUuKaLmio 4OHOPa U peLunueHTa:

- 3anMcb pe3ynbTaToB KOHTPOA U UCNbITaHUiA (06¢cnefoBaHNA LOHOPOB, UCCNeA0BaHNS KPOBU U €e KOM-
NMOHEHTOB. NTOBEPKW/KaNMbpoBKN 060pyA0BaHNA, CTEPUIN3aLnn UHCTPYMEHTOB M MaTepuanos U T.n.);

- HannuKe NoaTBepPXAaLWMX nognuceli (OTBETCTBEHHbIX UCMONHUTENENR; JOHOPA O COrNacumn Ha foHa-
LUIounT.N.).

3anncu foKHbI BHOCUTBLCSA B YYETHO-PErNCTPALMOHHbIE (hOPMbI: XYpPHasbl, 6/1aHKM, BEAOMOCTM, Kap-
TOUKM. DOPMbI 1 HOCMTENN 3anuceli (byMaxHble, 3NEKTPOHHbIE), & TakkKe B3aumMofencTBue KOMMNbIOTEPHbIX U
6yMaxKHbIX HOcUTenel AO/MKHbI 6bITb perfaMeHTMpoBaHbl HOPMaTVBHLIMY AOKyMeHTamu. B cnyvyae oTcyT-
CTBMWSA YCTAHOB/IEHHbIX 06pas3L,0B, OpraHu3auny cnegyeT caMmoii paspaboTatb He06X04UMble hOPMbI.

3aperncTpupoBaHHble AaHHble AO/KHbI COXPaHATLCA B TEeUEHNe YyCTaHOBIEHHOTO Nepunoaa AN AaHHbIX
KaXpgoro Buga.

3anncu AoMKHbI 6bITb Pa360PUMBLIMU 1 MOSHBIMU.

BaxHo o6ecneuntb coxpaHeHve 3anuceli B TeueHne yCTaHOB/IEHHOTO Nepuoaa BpeMeH! nNpyu KOHTPO/In-
pyeMbIX YCNOBUSIX, KOTOPbIE BK/OYAIOT B ceb:

- CaHKLMOHMPOBaHHBI AOCTYN K 3anncsaM;

- XpaHeHue 3anuceli B cneuuanbHO YCTAHOB/IEHHbIX MECTaxX W YC/IOBUAX, UCKOUAOLWMX UX NOpYy U
notepto:

- BOCCTaHaB/IMBaeMOCTb 3anucei:

- 0TBETCTBEHHOCTb Ha3HAUYEHHbIX NINLL, 32 COXPAHHOCTb 3anucei;

- apXMBHblE faHHbIe.

6 Pecypchbl

6.1 lNepcoHan

6.1.1 O6Lwme nonoxeHns

MepcoHan opraHn3auny SBASAETCS OAHUM U3 FNaBHbIX PECYPCOB, OT KOTOPOro 3aBUCAT KAYECTBO NPOAYK-
LM 1 COXpaHeHne fOHOPCKNX KafpoB.

OpraHusauuv cnegyeT yCTaHOBUTL NpoLeaypy, OnpeaensioLLyo nopsAok nog6opa v noAroToBKM Nepco-
Hana. koTopas npegycmarpuBaerT:

- NNlaHMpoBaHue 1 aHanM3 NnoTPebHOCTU B NepcoHarne;

- Noa60p Y OLEHKY KBanMdukaLuy nepcoHana:

- NlaHMpoBaHMe 06yYeHUs 1 NOBbILEHUS kBannrkauuu;

- NpoBeAeHne 00yyeHus,

- OLeHKy 0ByyeHus.

6.1.2 MNopbop nepcoHana

Mpoueaypa nogbopa nepcoHana Ao/mkHa npegycmarpuBaTh:

- OLLeHKY YpOBHS 06pa3oBaHus, KBaiMukaumm u KOMNETEeHTHOCTM NepcoHana npu nprueMe BHOBb Ha
paboTy, a TakkKe Npy UCMo/1b30BaHN COGCTBEHHOIO pe3epBa KaApos:

- yCTaHOBNEHME KpuTepueBs (Npy He06X0AMMOCTIN) Noa6opa nepcoHana ANs BbINOSHEHNS KOHKPETHbIX
npoLeccos Uv BUAOB AeATENbHOCTU.
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6.1.3 O6yueHue nepcoHana

OpraHu3saums Ao/mxkHa obecneunts He06XxoAVMYI0 NOArOTOBKY NepcoHana. CnegyeT o6yvarh nepcoHasn
BCEX YPOBHel ¥ KaTeropuii, y4acTByHOLWMX B TPAHCHY3MOHHOM Npouecce, a Takke NepcoHan opraHusauuii,
BbIMOMHAOLWMX PabOTy MO KOHTPaKTY.

Heobxoaumo onpefennTb, B KAKOM 06yYEHUN HYXAaloTCsa paboTHUKM opraHn3aLmmn 4OHOPCTBa KPOBY U
ApYyrux B3avMOCBSi3aHHbIX OpraHm3aLlmii ¢ y4eToM 3akoHofaTesnbHbIX TpeboBaHuii 1 pe3ynbTaToB aHanusa
CuUTyaLuu no Ka4yecTsy.

O6yuyeHune BCeX BUA0B cnefyeT NOATBEPAUTL NporpaMMamMm 0byyeHuns, KoTopble A0/DKHbBI pacnpocTpa-
HATbLCSA Ha BECb LWITAT COTPYAHUKOB, BKtOYasA PYKOBOACTBO, a Takke BpeMEeHHbIX COTPYAHUNKOB.

6.1.4 OueHKa pe3y/1bTaTUBHOCTU Nnpouecca obyyeHns

Heob6xoAvMO NPOBOAUTL MEPUOAUYECKYO OLEeHKY athdeKTMBHOCTM 06yyeHns nepcoHana. OCHoBHas
Lenb NPoBEpKN pe3ynbTaTUBHOCTM — ob6ecneyeHne ynpaBieHus NPoLLeccom obyvyeHUs nytem yTOUYHEeHUs,
N3MEHEHUA W YNTyYLLIEHNSA NPOrPamMM.

6.1.5 [JokymeHTauma rno nepcoHany

YnpaBneHune fokyMeHTamu, 4EMOHCTPUPYIOLWMMK nNpoLecc nogbopa 1 NoAroToBKy NepcoHana, ocylue-
CTB/IAOT B COOTBETCTBUU C5.7.

Buabl LOKYMEHTOB M0 06y4YeHuto:

- lUTaTHOE pacnucaHue:

- LO/MKHOCTHbIE UHCTPYKLUN;

- nporpammbl, Nnaxbl, rpadukmu 06yyeHus;

- 0T4eTbl 06 06yUeHNY;

- NpoYyne JOKYMEHTbI.

6.1.6 3anuncu no nepcoHany

B opranusauum Ao/mMKHbI BECTUCH Y NOAAEPXMBATLCA B paboyem COCTOSAHNM 3anucu, cogepxalyme cee-
JeHunsa 0 Bcex Buaax obyyeHns COTPYAHMKOB, Kak B npouecce paboTbl, Tak U C OTPbIBOM OT paboTbl (BHYTPU
camoli opraHv3aLmmn nn B CTOPOHHE opraHnsaumm).

6.2 [loHOpbI

[loHOpbI ABAAIOTCA r1aBHbIM PECYPCOM MOSyYEHUS KPOBU U ee KOMMOHEHTOB. [lna o6ecneveHns gocTa-
TOYHbIX 3aNacoB 6e30MacHO KPOBM OpraHM3aL s fo/HKHA:

- OLLeHUTb NOTPE6HOCTL B 3aroTOBKE KPOBU;

- pa3paboTaTb ahPeKTMBHYIO NporpaMmMy MoTvBaLuu, Habopa 1 NPocBeLLeHVs JOHOPOB;

- onpefenuTb 3aTpatbl, HE06X0AMMbIE AN OpraHn3auMn 3EKTUBHOW KaMnaHuy No NPOCBELLEHNHD,
MoTMBaLWU N Habopy AOHOPOB, U BbIAENUTL HEO6X04MMbIE CPEeACTBA,;

- co34aTb CeTb NOCTOSAHHbIX 406POBO/IbHLIX 6€3B03ME3/HbIX JOHOPOB C HAVMEHbLUUM PUCKOM Nepegaqn
reMOTPaHCMUCCUBHbIX UHADEKLNIA.

6.3 lMowmelieHnsa

[ins obecneyeHns coxpaHHOCTY 34aHNIA M NOMELLLEHWNIA B NpoLecce Ux akcnayaTawlmm opraHu3aums gosx-
Ha NpOBOAUTb TEXHWYECKMNE OCMOTPbI, TEKYLLME N KanuTasibHble PEMOHTbI.

MomelleHnsa foMKHbI 6bITb pasgeneHbl Mo Buaam npoBoAMMbIX paboT M UCNob30BaTbCA B COOTBETCTBUN
C UX Ha3Ha4YeHneM: NpPon3BOACTBEHHbIE NOMeLLeHNs (30Hbl); NOMELLLEHNA ANS XpaHeHus (Cknagbl); 6bIToBble
noMeLLeHus.

B opraHusauuu fo/mkHbl ObITh Bblfe/1eHbl OTAE/bHbIE NOMeLLeHUs (CKnaabl) 415 XPaHeHUs:

- pacxofHbix Matepuanos (NONMMEPHbIX KOHTEHEPOB A1 3ar0TOBKM KPOBY 1 ee KOMMOHEHTOB, HA60poB
peareHTOB M ApYrMX MaTtepuanos);

- KPOBU 1 €€ KOMMOHEHTOB, UMEILLMX pa3Hblii CTaTyC KOHTPOAA (rOTOBast NPOAYKLUS; BO3BPALLEHHAsA UK
0TO3BaHHas y NnoTpebuTens; HecooTBeTCTBYIOLWasA, 6pakoBaHHas, Ha kapaHTUHe).

Mpy OTCYTCTBMU TakMX NOMeLLeHWU i HeOO6XOANMO BbIAENUTb N30/IMPOBAHHbIE 30HbI, CTENAaXWU, XOM0-
OVNBHUKN.

Cknap, roToBOW NPOAYKUMN [O/MKEH ObiTb PACNOMOXEH B MOMELLEHNMW, AOCTYNHOM C BbIXO4a WKn BXoAda
opraHusauuu.

B opraHusauuun AoMxHbI 6bITb NPefyCMOTPEHbI rapfepobHble, KOMHATbI OTAblXa, CAHUTAPHO-ObITOBbIE
noMeLleHnss 1 TyaneTbl, PacrnonoXeHHble B6/N3N, HO U30/IMPOBAHHO OT NPOU3BOACTBEHHbLIX MOMELLEHNU,
OCHallleHHble COOTBETCTBYIOLWMM 060pyA0BAHNEM, MOKOLUMMN 1 Ae3UHDULMPYIOWUMY cpeacTBamm, yoopou-
HbIM HBEHTapeM.

MomMeLLeHNs 1 30HbI fO/MKHbI UMETb YeTKOe 0603HAaYEHME Y OTPaHNYEHHBI AOCTYM.
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6.4 O6opygoBaHue

6.4.1 O6wue TpeboBaHUA

OpraHu3auusa fomkHa obecneunTb HE06X0ANMOe 060pyA0BaHME Y OPraHN30BaTh €ro MOHTaX, YCTaHOB-
Ky. 3KCnyatauno, 06CnyxmBaHne n peMoHT TakuM 06pasoM, YTO6bl OHO 6bII0 MPUTOA4HO ANS NPOU3BOACTBA
KOMMNOHEHTOB KPOBU, COOTBETCTBYIOLLMX YCTAHOB/IEHHbIM TPE6OBaHNAM.

OpraHu3saumsa go/mkHa Ha3HauuTb ML, OTBETCTBEHHOE 3a COCTOSIHNE, TEXHUYECKoe 06CyXuBaHve un
peMOHT 060pyAoBaHuS.

Bce o6opygoBaHmne, npumeHseMoe B NPOM3BOACTBE U NPU KOHTPOJ/1e KayecTBa KPOBW N €e KOMMNOHEHTOB,
noanexuwT ydety. [lna opraHusauuMm yyeta crefyeT COCTaBUTb MepeyeHb W paspaboTatb cuctemy
naeHTugunkaLm obopyaoBaHus.

OpraHusauusa fJomkHa obecneunTb HEO6X0ANMbIE Mepbl OXpaHbl TpyAa W TEXHUKU 6e30nacHoCTV npu
MOHTaXe, aKcnyaTauny n peMoHTe 060pyAoBaHNS.

MepcoHan AomkeH 6bITb 06yYeH NpaBuIbHON aKcnyaTaumn nyxoay 3a 060pyA0BaHNEM.

6.4.2 Tpeb6oBaHMA K aKCnyaTauum o6opyoBaHns

O60pyaoBaHune J0/KHO OblTb MPOCTLIM B ypas/ieHUn 1 6e30nacHbIM B NPUMEHEHNN.

KoHCTpyKUuMa 1 dhyHKLMM 060pyA0BaHNs AO/MKHBI MakCMMasibHO Cnoco6CcTBOBAaTL NONyYeHnto 6e3onac-
HbIX MPOAYKTOB KPOBW, COOTBETCTBYIOLLUX YCTAHOB/IEHHBIM TPE6OBAHNAM.

KoHCTpyKuma 060pyA0BaHUs U matepuasbl, U3 KOTOPOro OHO M3rOTOB/IEHO, [O0/KHbI NO3BONATbL OCYLLe-
CTB/IATbL €0 OYUCTKY M NpocyluMBaHve, a Takke 06nagaTb CTOWKOCTbIO K BO3AEACTBUIO Ae3MHDULMPYIOLLNX
cpegncts. O6paboTka 060pyA0BAHMA MOKOLLUMN U AEe3NHDULMPYIOWMMIN CpeAcTBaMM f0/KHA NMPOBOANTLCA B
COOTBETCTBUU C MUCbMEHHbIMU UHCTPYKUMAM (COIM).

KoHCTpyKunein 060pyaoBaHns AO/IKEH ObiTb MOMHOCTHIO UCKIOYEH €r0 HEMOCPELCTBEHHbIN KOHTAKT C
KPOBbIO B MpoLiecce 3aroTOBKM Y MPOMN3BOACTBA KOMMNOHEHTOB.

HenocpefcTBEHHbIV KOHTaKT C KPOBbLIO B NPOLIECCe 3aroTOBKW Y MPON3BOACTBA KOMMOHEHTOB JONyCcKaeT-
€Al TONIbKO B NPUCMOCO6NEHUAX, MPON3BOAUMbBIX MPOMbILLNIEHHBIMW NPEANPUATUAMU B CTEPUIBHOM UCMOSHE-
HWW. He BbI3blBAKOWMX HE6GNAronpuUATHbLIX W3MEHEHWIA B KPOBM W UCMOMb3yeMbIX OAHOKpaTHO. [JaHHble
npucnoco6n1eHns MoryT 6biTb UCMO/b30BaHbl TO/IbKO B KOMMJIEKTe ¢ 060pyAoBaHMEM, A1 KOTOPOro OHU
npegHasHauveHbl.

O6opyfoBaHue, KOTOpPOe conpukacaeTcs € NOMMEPHbLIMU KOHTeiHepamun unu Tpybkamu, He fO/HKHO
copepxaTtb AeTaneli LM matepranos, KOTOpPble MOryT NOBPeAUTL NAAcTVK. YacTn 060pyA0BaHNS, perynspHo
conpukacawLmecs ¢ KOHTeliHepamu, AO/XHbI NOABepraTbCcs exeAHeBHOV 06paboTke MOKLWMMYN cpeacTBamm
1 nepuoamyeckoil aesnHekyun. B cnyyae 3arpsa3HeHus o60pyfoBaHus, HanpuMep Npu paspbiBe MeLlka,
06paboTKy 1 Ae3nHMEKLMIO cnegyeT NPOBECTN HEMEEHHO.

6.4.3 CneumnasbHble Tpeb0BaHNA KOOOPYAOBaHNIO, HENOCPEACTBEHHO BAUAIOLLEMY HA KAUeCTBO
1 6e30NacHOCTb KpOBU

MepeyeHb OCHOBHOrO 060PYyA0BaHNA ONpeAensaioT AeliCTBYIOLMEe HOPMATUBHbIE AOKYMEHTHI.

Mpwu BbIGOPE, aKCNNyaTauumn nobcayxmnsaHny o6opyfoBaHns, HeNocpeACTBEHHO BANSAIOLLErO HA KayecT-
BO 1 6€30NacHOCTb KPOBW, CrieflyeT yUnTbiBaTb NOTEHLMAbHbIE PUCKW, CBA3AHHbIE C KPUTUYECKUMY STanamm
npoLeccoB 3aroToBk1, NPON3BOACTBA, 06C/1eA0BaHNA, XPaHEHNS, TPAHCMOPTUPOBAHUS U NepennBaHns KPpoBu
B COOTBETCTBUU C 7.5.

Ko6opyfoBaHuto, CBA3aHHOMY C KpUTUYECKMMM 3Tanamm OTHOCATCA:

- [OHOPCKME Kpecna:

- annapaTbl 415 3aroTOBKV/ KOMMOHEHTOB KPOBU MeTOA0M adepesa;

- UeHTpudyru;

- BECbl-NOMeLunBaTenu,;

- cneymann3MpoBaHHOe X0N04UNbHOE U MOpPO3UibHOEe 060pyAoBaHue, B TOM Ync/e 6bICTPO3aMOopaxu-
BaTe N Nnasmbl:

- KprMoxpaHunuua,

- TPOM6GOMUKCEPBI Y TEPMOCTAaThI,

- 3anavBaTenn NNacTUKOBbIX MarmcTpaneii:

- annapaTbl 415 CTEPUIBHOIO COeMHEHNA MarncTpanei;

- nabopaTopHoe 060pyf0BaHue;

- cneymann3npoBaHHoe Mo6UIbLHOE XonoAnIbHOEe obopyAoBaHNe AN TPAHCNOPTUPOBAHUSA KOMMOHEH-
TOB KPOBMU;

- obopyfoBaHue ANa pasmopaxmBaHusa U NoAorpesa KOMNOHEHTOB KPOBY:

- 06opyfoBaHve 41a cTepunnsaumm MaTepunanos;

- KOMMbIOTEPHOE, LUTPUXKOAOBOE. NepudepnitHoe n MapkMpoBOYHOE 060pyAoBaHMe.

TpeboBaHusa K U3MepuTesibHOMy 060pyj0BaHNI0 paccmaTpusatoTcs B 7.14 HacTosALero ctaHgapTa.
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6.4.3.1 [loHopcCKuMe Kpecna

[loHopckue Kpecna Ao/HKHbI 06ecneynBaTb KOMOPTHbIE YCI0BUA 418 AOHOPA U B 3KCTPEHHbIX CUTYyaLn-
AX N1erko N3MeHATb NOMIoXeHNe, obecneymnBalLLee Nnepexos Tena 4oHopa B nonoxeHve TpeHgenexn6epra.

6.4.3.2 AnnapaTbl 4719 3ar0TOBK/M KOMMOHEHTOB KPOBY METO4,0M adhepesa

Annaparbl /19 3aroTOBKU KOMIMOHEHTOB KPOBWM MeTOA,0M adhepesa fo/KHbI obecneunBaThb:

- KayecTBO cepsuca (6bICTPOTY OTK/IMKA 1 BO3MOXHOCTb KOHTPO/ISI NpoLieAypbl);

- KoMchopT goHOopa:

- KOMOGUHMPOBaHHBI C60P [BYX KOMNOHEHTOB UYWM CO0P ABYX A,03 OAHOr0 KOMMNOHEHTA OT OJHOr0 J0HO-
pa. a Takxe

- 6bITb NEPEHOCHBIMU Y MOBU/TBHBIMU AN NPUMEHEHUA TaM. re ecTb JOHOPbI.

6.4.3.3 UeHTpudyru

LleHTpudbyru fonxHbl o6ecneynsath:

- Habop PeXNMOoB LEHTPUAYrMPOBaHUSA, 4OCTATOUHBINA A5 NOYYEHNA 3asAB/IEHHON HOMEHKNATYpPbI NPO-
AYKTOB M nabopaTopHbIX UccnefoBaHuii;

- 3(hhekTUBHOCTL pasgeneHus;

- 6e3onacHocTb (OTKOUYEHWNE NpK pasbanaHCUpoBKe; MakCUMaslbHbIA AncbanaHc rpy3os, Npu KOTOPOM
He npoucxoauT pa3banaHCMpoBKN: MUHUMaIbHas BUGpaLms).

6.4.3.4 Becbl-nomelunBatesnu

Becbi-nomeluBatenu AoMKHbI obecneynBaTb:

- amnanTyay v nepuofuMYHOCTb NMOMeLLNBaHNS,;

- 3BYKOBYIO 1 CBETOBYIO CUTHa/IM3aL M0,

6.4.3.5 CneuuvannsvpoBaHHOe X0/04AUNbLHOE N MOPO3UNbHOE 060pyA0BaHNE, B TOM Yncne 6bicTpo3a-
Mopaxusartesiv naasmbl

Ha BCcem X0/1041/TbHOM 1 MOPO3U/IbHOM 060PYAOBaHUN A0/KHA ObITh YCTAHOBEHA CCTEMA CUrHaNn3a-
LyK, 3BeLLaloLLas o He,oNyCTUMOM U3MEHEHUN TeMNepaTypbl, HEUCNPaBHOCTY UV aBAPUITHOM OTKTHOYEHUN.

Mopo3sunbHoe o6opygoBaHue

Mopo3snnbHoe 060pyaoBaHne AOMKHO obecneynBarh;

- YCTaHOBJ/IEHHYI0 TEMMNepaTypy 3aMopaxmnsaHus KOMMNOHEHTOB KPOBU (Na1a3Mbl, 3pUTPOLUTOB, TPOMGO-
LNTOBY);

- CKOpPOCTb 3aMOpaxnBaHUs NaasmMbl, 06ecneynBaloLLyo 4OCTKEHNEe TemnepaTtypbl MuHyc 30 °C Bcepa-
LeBUHe KoHTeliHepa o6bemom 300 mn 3a 30 MUH:

- NporpamMmbl 3amMOpaXxuBaHusi, HeE06XoAMMble A1 NONYYEHUS 3asBIEHHON HOMEHKNATYpbl KOMMOHEH-
TOB KpPOBU;

- 3aWmMTy OT HECaHKLMOHNPOBAHHOIO A0CTYNa;

- MOHUTOPUHT peXxumMa 3amopaxnBaHus;

- KOMMbIOTEPHBI MHTEpAIENiC.

XonogunbHoe 060opyaoBaHne

XonoaunbHoe 060pyaoBaHue AO/HKHO obecneymsathb:

- YCTAHOB/IEHHYIO TeMMNepaTypy XpaHeH!s U TPaHCNOPTUPOBaHNA BCEX BUA0B NPOAYKTOB (KPOBMW, KOMMO-
HEHTOB KpPOBU, 06pasL0B KPOBY, peareHToB);

- NOCTOSIHHY0 TeMnepaTypy COAEPXVMMOro KOHTelHepOB B 3aAaHHbIX NpeAenax, B TOM Y/C/e B pexuve
camopasMOopaxnBaHNa X0ONOAWNIbHUKA, NPU HAJIMYNK Takoin PYHKLUN;

- BbICTPOE BOCCTAHOB/IEHNE UCXOAHOM TeMNepaTypbl NPY KpaTKOBPEMEHHOM OTKPbIBaHWM iBEPL,bl X010~
OVUNbHUKA;

- MOHUTOPWHT YC/I0BWi XpaHeHs;

- CUrHas1 TPeBOoru NpU OTK/IOHEHUY TeMNepaTypbl OT yCTAHOB/IEHHbIX Npeesos;

- HaJInune cneunanbHbIX MOMOK AN XpaHeHus, obecneynBaloWwmx BU3yann3auuio UHANBUAYaNbHOM
MapK1UpOBKMU;

- 3KOHOMUWYHOCTb;

- Ha/Mume CTEKNAHHOW ABEPU (415 XPaHEHUS 3pUTPOLMTCOAepXKaLl X KOMMTOHEHTOB KPOBW);

- NPUHYANTENBbHYIO LUPKYIALMIO BO3AYyXa BHYTPU XON0ANIbHUKOB:

- 3aWmMTy OT HECaHKLMOHNPOBAHHOIO A0CTYNa;

- KOMNbIOTEPHbIV UHTEpdelic.

KpuoxpaHunuwa

KpunoxpaHunuia gomkHbl obecneymnsaTb:

- CTabUNBLHOCTL Temnepartyphl;

- Nlerknit 4OCTYN K pa3MeLLeHHON B HAX NPOAYKLUN;

- BO3MOXHOCTb 3/1EKTPOHHOr0 KOHTPO/IA TEMMEpPaTypbl BHYTPU XpaHuaumia.
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- BO3MOXHOCTb aBTOMATNYECKON NOANUTKN XXUAKUM a30TOM;

- 3alUNTY OT HECAHKLMOHMPOBAHHOIO A0CTYyNa.

6.4.3.6 TpomboMUKcepbl U TPOMOCTaThI

TpomboMuKcepbl fOMKHbI:

- noaaepXxuBaTb TPOMGOLMTLI BO B3BELUEHHOM COCTOSIHUW;

- obecneunBaTh 4OCTYN BO3AyXa BHYTPb KOHTEHEpPa,

- ob6ecneymBaTb XOPOLLMA 0630p KOHTEHEPOB.

TepmocTatbl 415 TPOM6GOLUTOB A0/MKHBI 06ecneynBaTh:

- co3faHue 3a4aHHoN TemnepaTypbl B KOPOTKME CPOKM (3a CHET BEHTUAALMN BO3AYXA);

- XpaHeHue TPOM6OLMTOB NPK 3aaHHOI Temneparype.

- 6bICTPOE BOCCTAHOB/IEHME TeMNepaTypbl NPU KPaTKOBPEMEHHOM OTKPbIBaHWW [iBEPU;

- XopoLuunii 0630p KOHTENHEPOB (3a CYEeT NPO3PaYHOCTM ABEPN).

6.4.3.7 AnnapaTbl 4151 CTEPU/IBHOTO COEAMHEHNS MarucTpanei

AnnapaTbl /19 CTEPU/IBHOIO COEJMHEHNA MarncTpaneli o/KHbl o6ecneynsatb repMeTUYHOE coeaunHe-
HWe maruncTpanei.

6.4.3.8 CneunanusmpoBaHHoe MOGUIbHOE XO0N0AWIbHOE 060pyAoBaHue A8 TpaHCNoOpPTUPOBaHWA
[LOHOPCKOW KPOBM U €€ KOMIMOHEHTOB

CneuvannsmpoBaHHoe MO6W/ILHOE X0N0AWIbHOE 060py0OBaHNe A5 TPAHCNOPTUPOBAaHNSA [JOHOPCKON
KPOBW 1 ee KOMNOHEHTOB A0/KHO 0b6ecneynBaTh:

- nogpepxaHune cTabunbHOWM TemMnepaTypbl BHYyTPU KOHTEHEPOB BTeYeHWe BCero nepmoaa TpaHcnopTu-
poBaHus;

- MOHUTOPWVHT TEMMNEepPaTypbl BHYTPU KOHTEHEpPa;

- 3aWMTY OT HECAHKLIMOHMPOBAHHOI0 AOCTYNA,;

- yA06CTBO CKNaAMpPOBaHUS HECKONbKNX KOHTEHEPOB Npu TPaHCNOPTUPOBAaHUN;

- MPOYHOCTb M XECTKOCTb KOHCTPYKLMWN A8 NpefoTBpalleHns hn3nYeckoro noBpexaeHns TEpMOKOH-
TeliHepa. B TOM 4nc/e OT BUGpauuv 1 yaapa;

- Hannune TepmMoperncTpaTopa BHyTPY KOHTelHepa;

- COOTBETCTBME TpeboBaHMAM 61M06e30NacHOCTY MepPeBO3nMbIX NPOAYKTOB.

6.4.3.9 O6opypoBaHue AN pa3mMopaxnmBaHus 1 nogorpesa

Mpu pasmopaxvBaHuM K NOAOrPEBE KOMMOHEHTOB KPOBM HEOOXOAMMO MCNONb30BaTb creunasnbHoe
obopyfoBaHne, UCKIYalLee HeNnoCPeCTBEHHbI KOHTaKT C TenjoHocuTensMn n 6aktepmosiornyeckoe
3arpsi3HeHue.

O6opyfoBaHve A1 pa3MopaxnBaHna 1 Nnogorpesa KOMNOHEHTOB KPOBW 4,0/MKHO ob6ecneyunBarthb;

- yCTaHOB/IEHHY0 CKOPOCTb pa3mMopaXvuBaHUs 1 NoJorpeBa;

- NpegoTBpaLleHne KOHTaMUHaumm:

- MOHMTOPWHT pexuMa pasmopaxnBaHua 1 nogorpesa.

6.4.3.10 O6opypoBaHue fns ctepunmsauny Matepmanos

O6opyfoBaHve ANA cTepuamsaLmn MaTepuanos A0/HKHO obecneynBaTb HaLEeXHOE YHUUTOXEHNE KOHTa-
MUHMPYIOLLUX MUKPOOPraHW3mMOoB.

6.4.3.11 KomnbloTepHoe, LWTPMUXKOA0BOE. NepudepuitHoe 1 MapknpoBoYHoe 060pyA0BaHne

KomnbloTepHoe o60pyaoBaHmne f0/MKHO obecneymnsathb.

- cpeAcTBa ayTeHTUmKauum cCoOTpyAHNKOB (3N1EKTPOHHBIMM K/Il0YaMMN U cMapT-kapTamiu);

- cpeAcTBa naeHTUUKaLMM JOHOPOB (C MCNOMb30BaHMEM LM poBbIX hoTorpadmii unm cpeacTs 6ruou-
AeHTudmkaymm);

- Ha/mMume WTPUXKOAOBbIX CKAHEPOB ANA AEHTU(NKAL M MapKUPOBaHHbLIX 06 bEKTOB (KapTbl, NPO6GUPKMK,
KOHTEelHepbl C KOMNOHEeHTaMW KpoBM, JOHOPCKMe BpacneTsl).

LTpnxKkopoBoe 060pyaoBaHue f0MKHO obecneunsarsb;

- NpenmyLecTBeHHOe 6eCKOHTAaKTHOE CKaHMPOBaHWE LTPUXOBbIX KOLO0B:

- BbICOKYI0 CKOPOCTb U Ha[@XHOCTb CYMTbIBAHMA KOfa B YC/IOBUAX 3an0TeBaHUa 1 n3rmba aTKeTKN KOH-
TeliHepoB, 601bLIOro N3rnba aTUKETOK Ha Npobupkax.

MapknpoBo4HOe 060pyA0BaHNE [0/MKHO 06ecneynBarhb:

- neyatb 3TUKETOK BbICOKOW CTOMKOCTH;

- COXPaHHOCTb MapKUPOBKM B YCNOBUAX NepepaboTkn KOMNOHEHTA KPOBK (LeHTpudyruposaHue, 3amo-
paxuBaHue [0 TemnepaTypbl MuHyc 80 °C. BbiCOKas BNaXHOCTb, CIMPTOCOAEpXallue U UHble pacTBopbl).
MpegnoyTuTeneH TepMOTPaHCHEPHbIA PEXUM neyaT ITUKETOK;

- UCnonb30BaHWE KNeeBOil OCHOBLI, 0becneynBaloLLeli HagexXHoe COXpaHeHNEe 3TUKETOK Ha KOHTeliHe-
pax ¢ KOMNOHEHTaMu KpOBM NPU BCEX TEXHONTOTUYECKNX pexmnumax;

- K/1eeBY0 OCHOBY, COOTBETCTBYIOLLYIO CAHUTAPHO-TUTMEHNYECKUM TpeboBaHUAM.
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OpraHnsauus go/mHkHa obecneyunTb pe3epBHbIil LICTOYHMK NUTaHNs A5 6ecnepeboiiHoi paboTbl 06opy-
foBaHus.

6.4.4 PemOHT 06opyaoBaHusi

CnegyeT NpoBOAMTbL NAAHOBO-NpeAynpeanTesibHbIR PEMOHT 060pYA0BaHMNSA B COOTBETCTBUM C YTBEPX-
[EHHbIM rpachviKoM.

Heobxoaumo pernctpupoBsatb ciydyan nosioMoK Uan 0Tka3oB 06opyfoBaHus. B cnyyae oTkasa fOmKeH
COCTaBNATLCA akT (B CPOKW, YCTAHOB/IEHHbIE M3rOTOBUTENEM 060PYA0BaHNA KaXA0ro Buaa), HanpasaseMblii
nsrotoBuTento NMb6o  opraHusauuu, obecneyvBalolleii TEXHUYECKOe CepBUCHOE  06CnyXusaHue
060py0OBaHNS.

HeucnpasHoe 060pyf0BaHNe AOMKHO HEMEAEHHO MapKMpPOoBaTbCA Kak «HenpurogHoe Ans UCnosnb3o-
BaHNA».

PeMOHT HencnpaBHOro o60pyf0BaHnsa cregyeT NPOBOANUTL B KpaTyaLLniA CPOK.

PaboTbl N0 PEMOHTY 1 06CNYXMBAHMNIO HE AO/MKHbI CO3AaBaTh Yyrpo3bl KA4eCTBY NPOAYKTOB.

K TexHnuyeckomy 06CnyXMBaHMIO N PEMOHTY 060pyf0BaHNSA AO/MKEH [0NYCKATbCA TOMIbKO MpoLleaLwnii
06yuyeHne naTTecToBaHHbI nepcoHan. B cnyyas oTCyTCTBMA aTTECTOBAHHOrO NEpcoHana opraHu3aLms gonx-
Ha BYCTaHOB/IEHHOM MOPAAKE 3aKNI04NTb [JOrOBOP Ha TEXHNYECKOoe 06CnyXnBaHne 060pya0BaHuns.

6.4.5 [lokymeHTauus Ha obopygoBaHue

[JokymeHTaumsa Ha 060pyoBaHve [0MKHa BKIoYaTh B cebs:

a) nepeueHb (KypHan yyeTa) 060pyA0BaHUsA C ykazaHem NaeHTUNKALNOHHBIX AaHHbIX:

- HaumeHoBaHuA Npubopa,;

- TMna npmbopa;

- 3aBO/ICKOro HOMepa:

- faTbl BbiNycka 1 faTbl NOCTYM/IEHWSA B 3KCNIyaTaLluio;

6) macnopTa Ha o6opygoBaHue:

B) WHCTPYKLUWUW M3rOTOBUTENS NO SKCMlyaTauny Kaxaoro suga 060pyL0BaHNs Ha PyCCKOM A3bIKE;

r) cTaHfjapTHble onMcaHnsa npoueayp no:

- UCMONb30BaHNI0 060PYA0BAHNSA HA KOHKPETHOM MecTe aKCnayartaumu:
- 06paboTke n ae3nHpekyun obopyaosaHmns;
- TexHWKe 6e30nacHoCTK;

A) nnaHAaeincTeuii Ha cnyyvali HenpeaBUAEHHbIX U Ype3BblyaiHbIX 06CTOATE TLCTB.

6.4.6 3anucm Ha o6opyaoBaHue

OpraHu3saums goHkHa BeCT Heob6xoAnMble 3anncn, 0oPopMIATb, XPaHUTb U YNPaBASATL 3TVUMU 3anMcaMun
B COOTBETCTBUY C TpebOBaHNAMM, yCTAHOBEHHbIMY 5.8 HacTosLWero ctaHgapTa.

3anucu Ha 06opyaoBaHue A0/MKHbI UMETb:

- OTMEeTKY O BbINO/IHEHWUM TEX0B6CNYXNBaHNA/NNAHOBO-NPeAyNpeanTe/IbHOT0 PEMOHTA,;

- perucrpauuto ownboK namM NoIOMOK 060pyA0BaHUS;

- MOAMUCU NNL,. NPOBOAUBLLNX PEMOHT, TEXHNYECKOE WM CEPBUCHOE 06CNyXMBaHne/perynnposaHve ¢
yKkasaHneMm gaTbl BbINONIHEHUS paboThl;

- npouve.

6.5 [lpou3BoAcCTBeEHHas cpeaa

OpraHu3auusa fo/xHa co3faTb NPOU3BOACTBEHHYIO cpely, Heobxoaumyto 415 obecnevyeHuns cooTBeT-
CTBUSI JOHOPCKOM KPOBM 1 €e KOMMNOHEHTOB YCTaHOB/IEHHbIM Tpe60oBaHMAM B NpoLecce 1x 3aroToBku, nepepa-
60TK/. 06CnefoBaHnsA, XpaHeHUss U TPAHCMOPTMPOBAHUSA, a Takke Mepbl, UCKvaklme 6akrepnanbHoe
3arpsi3HeHne AOHOPCKOWN KPOBU 1 €e KOMMOHEHTOB.

[Lna npepoTBpalleHuns 3arpA3HeHNs JOHOPCKOW KPOBM U ee KOMNOHEHTOB HanpaB/ieHne NOTOKOB MaTe-
pvanos n nofgeli B NOMELEHNAX AO/HKHO ObiTb OpraHM3oBaHO B COOTBETCTBUW C MOCNEA0BATE/IbHOCTbIO
BbINO/IHEHNSA NMPOU3BOACTBEHHbIX ONepaLuii.

Pab6oTbl, 4151 KOTOPbIX TPEOYTCA acenTUyeckne ycnoBus, AO/MKHbI OCYLLECTBAATLCA B «HUCTbIX NOMe-
LLEEHUAX» WU NOMELLLeHNAX, 060pyA0BaHHbIX TaMUHAPHBIMW yCTaHOBKamMu. Knacc YicToTbl NOMELLeHUs onpe-
Aenserca BUAOM NPOBOAUMbIX paboT.

3aroToBka 1 nepepaboTka KpOBWM Ha KOMMOHEHTblI B 3aMKHYTOWN cucCTemMe NAacTUKOBbIX KOHTelHepoB
MOXeT OCYLLLeCTBMATLCA B cpefe 0ObluHbIX NOMELLEeHWI Npyu Co604eHNN 06X NpaBua cCaHMTapHo-anuae-
MUWOJIOTUYECKOTO pexvma.

[ns npegoTBpalleHnsa KOHTaKTHOTO MHPULMPOBAaHMWSA KPOBM NPY €€ 3aroToBKE NePCOHa f0/MKEH CO610-
AaTb TpeboBaHNS acenTUKN N aHTUCEeNTUKN. ICTOYHMKaMMN MHPULMPOBaHNA MOTYT 6biThb: MUKpOdiopa BO3AY-
Xa. pyks megnepcoHana, Koxa /10KTeBOro cruba [oHOpa, HapylleHue repMeTUYHOCTU KOHTEeNHepoB AnA
3aroTOBKM KPOBU 1 Ap.
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6.6 lNporpamma no rurneHe

MporpammMa no rurneHe Ao/mKHa BKIoYaTh B ceb5:

- MeguuMHcKoe o6cneoBaHne NepcoHana, perncTpawymio cayyaes BbisBAEHNA MH(EKLMOHHbIX 3a60/1e-
BaHWiA M NpoLeaypy OTCTpaHeHUs nepcoHana oT paboTbl, CBA3aHHOM C BO3MOXHOCTbLIO Nepejayun MHgekunumn B
Taknx cnyyas;

- 06yyYeHve nepcoHana npasuiam IMYHOW TMIMeHbl, TMTMeHbl TpyAa n opraHnsauuy paboyero MecTa;

- obecneyeHre nepcoHana TEXHOIOTMYECKON ofAeXAol N UHAMBMAYANbHBIMU CpefCcTBaMU 3allnTbl B
COOTBETCTBMU C YCTAHOB/IEHHLIMY HOpMaMU;

- poyMe MeponpuAaTUS.

6.7 lNporpamma no caHnTapun

[ns obecneyeHns Hagexallero nopsaka B NOMeLLLEHNAX N YNCTOTbI OKpYXaloL e cpedbl opraHu3anus
[O/DKHA Ha3HaunTb MU0, OTBETCTBEHHOE 3@ CAHUTAPHO-3INUAEMUOIOTMYECKUIA PeXuM, 1 pa3paboTaTtb AOKY-
MEHTUPOBAaHHY Nporpammy MeponpuaTuiA, ycTaHaBNUBaIOLLYI0 OObEKTbI, CPeACcTBa, METOAbl U Nepuoamny-
HOCTb YOOPKM 1 Ae3NHAIeKLNY NoMeLLeHnii 1 060pyfoBaHMS.

6.8 YpaneHune otxonos

OTxogpl, 06pasyloLmecs npu 3aroToBke, 06cneA0BaHUN KPOBU, MPOM3BOACTBE ¥ NEPeNBaHUN ee KOM-
NMOHEHTOB. OTHOCATCA K NOTEHLMA/IbHO MH(ULMPOBAHHLIM MaTtepuanam.

OpraHu3aumsa o/mKHa Ha3HaunTb OTBETCTBEHHOE JSIMLLO U BblAENTb HEOOXOANMbIE pecypchl A5 yripas-
NeHuns 0TXogamm.

Mpoueaypa ynpasneHns oTxogamu, paspaboTaHHas Ha OCHOBE AeliCTBYIOLWNX HOPMAaTUBHbIX OKYMEH-
TOB. [O/IKHA BKNOYaTh B Ceb5;

- Mepbl N0 YMEHbLUEHWIO KONIMYECTBA OTXO0B;

- MeTofbl NepeBoja 0TX0A40B B 6e30nacHoe COCTOsAAHME;

- pasfeneHune 0TX0L,0B Ha kaTeropun (nNo cnocoby ytunusayun);

- YC/I0BMSA XpaHeHWs1 OTXOA0B NPON3BOCTBA Y NOPAAOK UX BbIBO3a,;

- CMOCO6 YHNUTOXEHUS (YTUnunsawmm), He 3arpasHatoLWmii NpoayKTbl 1 6e30MacHbI ANS I0AER N oKpyXa-
toweii cpeabl (B TOM Ynce, KOraa yHUUTOXEHe NPOBOAMTCS APYroii opraHv3alMein no 4orosopy).

6.9 OxpaHa TpyAa nTexHuka 6e3onacHOCTU

B opranusauuu cnyx6bl KPOBU AO/KEH ObITb HA3HAYEH COTPYHUK, OTBETCTBEHHbIN 3a OXpaHy Tpyda v
TexXHUKy 6e3onacHocTu.

B cOOTBETCTBUM C pUCKaMV AN KaXA0 paboyeli 30HbI 4O/MKHbI ObITb yCTAHOBNEHbI 1 JOKYMEHTUPOBaHbI
npasuna v npoueaypbl 6€30MacHOCTK, BKIoYas:

- ycnoBsus, obecneunsatoLLne oxpaHy 340poBbs 1 6e30nacHOCTb AOHOpa U nepcoHana:

- MeToAbl paboTbl;

- 3aWMTHOE 060pYyJOBaHNE, TEXHOIOTUYECKYIO O4eXAY U UHANBUAYabHble CpeAcTBa 3alluThl.

B0O3MOXHO NpyMeHeHne nporpaMM UMMYHU3aLMm NnepcoHana n cTpaxosBaHus JOHOPOB.

B opraHu3auumn AomxHbl 6b1Tb pazpaboTaHbl paboune nHCTpykuuy (COMMbI) Ha BbINOTHEHNE KOHKPETHBIX
paboT No co3AaHNnio COOTBETCTBYIOLLMX YC/IOBUIA OKpYXXatoLLell cpeabl (YOOpKY NOMeLLeHNi, 04NCTKY U fe3UNH-
dhekumio 060pya0BaHNA; NPUroTOBEHNE AE3NHDULMPYIOLLMX PACTBOPOB; NOATOTOBKY MHCTPYMEHTOB U MaTe-
pUanoB; MHCTPYKLMM MO TEXHNKE 6€30NacHOCTN N T.N.).

6.9.1 MOHWUTOPUHI

Ycnosus Nnpon3BoACTBEHHOV Cpefbl fO/MKHbI KOHTPOMPOBATLCS, e 3TO NPeAyCMOTPeHO, Tpe6oBaHnsA-
MU K npoBefeHunio paboT.

6.10 VHbopMaumMoHHblIe pecypcebl

6.10.1 [JoHOpCKUVe faHHble

B opraHusauum fomkHbl BECTUCH U NOAAEPXKMBATLCA B paboyemM COCTOSAHMM AOKYMEHTbI, CoAepxalline
cnepyrolme faHHble 0 JOHOpaxX:

a) ceefeHus (M3 oduLManbHbIX UICTOYHMKOB) O NOTEHLUMAsbHBIX JOHOPAX:

6) cBeAeHUs 0 foHOpax, cAaBLUMX KPOBb (pe3ysbTaTbl MeAULMHCKOro o6¢cnefoBaHusl, UCTOPUIO AOHa-
Unii napyryto MeguumnHCKyo nHpopmanmio);

B) CMUCKMU:

- OTBE/,€HHbIX JOHOPOB;
- TUNUPOBAHHbIX OHOPOB;
- UIMMYHU3MPOBaHHbIX JOHOPOB.

Mpu ncnonb30BaHMM KOMMbIOTEPHbIX TEXHOIOMUNIA ANA nogaepxaHuns 6a3 AaHHbIX 4O/MKHO BbITb Npeay-
CMOTPEHO CO3aHve pe3epBHbIX KONWiA 1 X apXMBUpOBaHue.
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6.10.2 [laHHble O KOMMOHEHTax KPoBU

OpraHusauus o/mKHa MeTb MHhopMaL Mo 0 3aroToBke, MPOU3BOACTBE, KOHTPOE, XPaHEHUN 1 cTaTyce
npoayKL UK.

6.10.3 lporpamMmMHoe o6ecneyeHve

MporpammHoe obecnevyeHune, UCNO/b3yeMOe B NpoLeccax 3aroToBkM 1 06cie0BaHnsA KPOBU, NPON3BOA-
CTBa. XpaHeHUs, TpaHCNoOPTUPOBAaHNS, BbINycKa ¥ Bbl4a4n KOMMNOHEHTOB KPOBW, LO/TXHO ObITb OKYMEHTUPOBa-
HO. MAEHTUULMPOBAHO U MOABEPTHYTO KOHTPOIO, YTO6LI 06€ecneynTb yBEPEHHOCTb B €r0 NPUrogHOCTU.

MporpamMMHoe o6ecneyeHne JO/MKHO OblTb NPOTECTUPOBAHO H/MAW BaMAMPOBAHO A0 Havana ero
UCMosb30BaHnsA. TecTupoBaHne MOXeT BK/oUyaTb B Ce65 NpOBEPKY Ha BMPYCbl 1 MPOBEPKY 3anporpaMmmnpo-
BaHHbIX a/IrOPUTMOB.

[na co3pgaHnsa pesepBHbIX KONWI MOXET UCMONb30BaTbCA CylecTBylolee nan 6biTb NpeayCcMOTPEHO
cneumanbHoe nporpammHoe obecrneyeHve.

7 YnpaeneHue npoueccamu

7.1 Tpoueccol, CBA3aHHbIe C NOoTpebuTenem

7.1.1 OnpepeneHve TpeboBaHU, OTHOCALWMXCA K NPOAYKLUN

OpraHusauus o/mKHa onpeenuTb:

- 3aKoHOAaTe lbHble TpeboBaHUS K KOMNOHEHTaM KPOBU, YyCTAHOB/IEHHbIE TOCYapCTBEHHbIMU 1 OTpac-
NeBbIMU HOPMATUBHLIMU AOKYMeHTaMu (3akoHamu Poccuiickoli @efepaumm, HaumoHa bHbIMY CTaHAapTamu,
TEXHWYECKMMUN pernameHTamu, npukasamm n MHCTPYKLUUAMU U T.M.), BKIoYas TpeboBaHna KB3avMOAERCTBUIO C
nevyebHO-NPOhMNaKTUHECKUMI YUpEXAEHNAMMN N0 BOMPOCaM XpaHeHus, TPaHCNoPTUPOBaHUA, NPUMEHEHNS U
paunoHasIbHOro NCNOb30BaHNA KOMNOHEHTOB KPOBW, NCCNEA0BaHUA peakLUuii 1 OCNOXHEHNA Y PeLMnMeHToB
uT.n.;

- LONOSTHUTENbHbIE 3anpockl NOTpebuTeneil, B 3aBUCUMOCTU OT HA3HAYEHUSI NPOAYKTOB KPOBW.

7.1.2 T'pynnbl noTpebutenen

OpraHu3auus go/mkHa onpeaennTb KaTeropun cBoux noTpebuTenei.

MoTpebutenamm opraHusaLmm ABAAIOTCA:

- neyebHO-NpohmnakTuyeckme yupexaeHus, Bknoyas naumeHToB 1 nepcoHan:

- AOHOPbI (KaK NOTpebuTenun ycnyru B3aTUs KpOBK):

- 3aBOfibl NO (PpPaKLVMOHNPOBAHMIO NNA3MbI;

- Hay4HO-MccnefoBaTesIbCkne yupexaeHus;

- opraHbl ynpas/ieHus 3gpaBooxpaHeHmem, obecneymsatoLime rHaHCMpoBaHue;

- 06LecTBO B LefOM Un 06LwecTBeHHble Tpynnbl (Hanpumep, obLwecTBo 60/bHbLIX remodunnein nm
06LLeCcTBO JOHOPOB):

- Apyrve CTOpPOHbI, 3anHTEepecoBaHHbIe B pesyfibTaTtax AesATe/IbHOCTU opraHusaLmm.

7.2 TpeboBaHus NoTpebuTenei

3apgayeli cucteMbl kayecTsa OpraHusanun ABAseTca npasuibHas UHTepnpeTauusa TpebosaHuin noTpe-
6utenei.

Tpeb6oBaHus noTpeduTeneli 4OMKHbI 6bITh LJOKYMEHTUPOBAHI.

7.2.1 JleyebHO-NpodrNakTUUYECKNE YUpexaeHns

C neyebHO-NpONNAKTUYECKMM YUPEXAEHNEM, MPUMEHSIOWMM KOMMOHEHTbI AOHOPCKON KPOBW AN
TpaHcdy3nii, He06X0AUMO cornacoBaTh:

- NOTpe6HOCTL B NPOAYKTax KpoBMU,;

- NoOpAJ0K 3aKasa;

- CNoco6 AOCTaBKK;

- YNaKoBKy:

- UIHCTPYKL MK MO NPUMEHEHWNIO;

- NOTPEe6HOCTL B KOHCYNbTaLMAX 1 06yYeHUM nepcoHasna 1e4ebHoro yupexaeHuns.

Ana ynydweHns KIMHNYeCKON NPakTuKK, a Takke 4719 KOHTPO/A U OLeHKN KNMHUYECKOro NpyMeHeHus
KpoBM cnedyeT pa3paboTaTb U BHEAPUTb CTaHAAPTHYI0 hopMy 6/1aHKa 3aka3a Ha KOMMNOHEHTbI.

[nsa peuunveHToB Hanbonee yasBMMbIX FPynM, TakUX Kak rpyfHble MaageHLbl, 6epeMeHHble XEHLLWHbI,
nmua, KoTopbIM HEOHOKPATHO NepennBanach KPOBb UM €e KOMMNOHEHTLI, C/iefyeT cornacoatb 06beM A03bl,
HeobxoANMOCTb MHAMBUAYaNbHOro Noabopa, CPOK rOAHOCTU MPOAYKTOB HA MOMEHT NOCTaBKW, HE06X0AUMOCTb
[ONONHUTENbHBIX NCCNef0BaHNA KPOBU U T.M.
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7.2.2 [JOHOpbI

Cornacue foHopa Ha fAoHauuto aBnaseTcs hopMoii cornawleHus. B opraHnsaumm gomxHa 6biTb Npeay-
CMOTpeHa npouegypa nosyvyeHns MHPOPMUPOBAHHOIO COrnacusa foHopa Ha AoHauuio. KoTopas BKoYaeT B
cebs:

- onpegeneHue nHdopmaumu, Heo6xoaMMOo NOTEHLMaNbHOMY JOHOPY A1 0CO3HAHUS UM PUCKOB U NpU-
HATWA peLlleHns o 4oHaLuu;

- (hopMy MHHOPMMPOBAHHOIO COrNacus AoHopa, AOCTYMNHYO 4715 ero NOHUMaHus;

- obecneyeHne KOHPUAEHLMANBHOCTM MHhopMaLUK, KOTOPYHO coobLiaeT o cebe AoHOoP.

7.2.3 OpraHbl ynpasneHus 3gpaBooxpaHeHnem

C opraHoMm, OCyLLeCTB/AIOLWNM ynpasieHne n uHaHcrpoBaHme opraHn3aLmm 4OHOPCTBA KPOBY, [OMX-
Hbl 6bITb COrnacoBaHbl NOTPEGHOCTY B NPOAYKTaxX KPOBU M pecypcax, MEPONPUSATUAS NO COEPEXEHMNI0 SHEPTUN 1
ApYrux pecypcoB nT.n.

Mpu aHann3e KOHTpakTa (40roBopa) opraHnsaLmsa omkHa y6eautbes, UTo TpeboBaHns noTpebuTeneii:

- TOYHO onpefesneHsbl.

- NPaBWU/IbHO NOHATLI BCEMU COTPYAHMKaMM (MogpasgeneHnsiMum opraHnsanum), Kotopble 6yayT y4acTBo-
BaTb B BbINOJIHEHMM 3aKa3a,;

- MOryT 6bITb BbINO/THEHBI OpraHu3auvein (Bkitoyas oLeHKy NoTpe6GHOCTH B pecypcax).

[JoroBop (cornatleHve) Ha NPOM3BOACTBO M NOCTaBKy KOMMOHEHTOB KPOBU, a Takke npefocTaBneHne
yCNyr fo/mkeH 6bITb NpaBuibHO CCHOPMY/IMPOBAH, AOKYMEHTasIbHO 0CDOPMJIEH 1 COTNIacoBaH € noTpebuTenem
[10 ero yTBepXAeHus.

7.3 B3aumogelicTBue c noTpebutensmm

7.3.1 B3aumopgeiicTBue c fie4ebHbIM yupexaeHnem (KTMHUYecKoe B3auMoaencTBme)

Lns obecneyeHunsi kayecTsa nepesiBaHNA KpoBW OpraHv3aLusi [OJIXKHA TEeCHO B3auMOZeicTBoBaThb C
neyebHbIM yypexaeHnem no BONpocaM pauroHasibHOro NCNO/Ib30BaHUS KPOBU, NOpsAKa 3akasa, NoCTaBkM 1
aHanusa athheKkTMBHOCTM TpaHCdy3nid.

B3avmMogeiicTBre MOXET OCYLLLEeCTBATLCS NOCPESCTBOM:

- MPSAMOrO KOHTaKTa C BpayaMu, HazHayaloL MMM 1 OCYLLECTBASIOLWMMMN TPaHCHYy3nu;

- nepefayn cBefieHnii 0 KOMNOHEHTaxX KpOBM (B TOM YMC/ie KOMMNbIOTEPHBIMU CPELCTBaMM).

- KOHCYNTbTUPOBaHMA 1 0ByYeHNss nepcoHana nevyebHbIX YUpeXxaeHuii;

- aHanM3a KOHTpakTa, BK/1loYas nonpasku M NOPSA0K 3aKasa KpoBy;

- COBMECTHOrO y4yacTuna B paboTe KOMUCCUM NO PACCMOTPEHUIO Cly4YaeB NOCTTPAHCY3NOHHbIX OCOX-
HEHWA;

- NPOBefeHNA COBMECTHbIX KOH(DEpPEHLUIA.

7.3.2 B3aumopgeiicTBue c foOHOpamu

B3avmopgeiicTeme C 4OHOPaMM MOXEeT OCYLLLEeCTBASATLCA NOCPEACTBOM:

- uccnepoBaHus He61aronpUATHBLIX peakL Wil 1 0C/I0XHEHWI y JOHOPOB,

- aHanu3a nHpopMaLmm o JoHopax nocne goHauun (MHhopmaLmsa 0 COOTBETCTBMU [,OHOPA YCTaHOB/EH-
HbIM KpUTEPUAM);

- NpUrnaLleHns 4OHOPOB A/151 MOBTOPHbIX N/IAHOBbIX AOHALMIA UM NOBTOPHOro 06¢cnefoBaHus, obecne-
YyMBalLLero NpoLecc KapaHTUHU3aLuum;

- paccMoTpeHus xanob.

7.3.2.1 PaboTa c xanobamu

Xanobebl, peknamauuu n agpyrue Buabl BHELHNX COOOLLEHWNI 0 HECOOTBETCTBYHOLL e NPoAYKLMN/HECOOT-
BETCTBUAX AO/IKHbI PErncTpypoBaTbCs M paccMaTpuBaTbCA Cpasy nocne Ux nosyyeHns, HesaBWCMMO OT
MCTOYHMKA 1 HOcuTenst uHcopmauun. C60p MHhopMaLm MOXET OCYLLECTBASATLCS Ha pasHbIX YPOBHSAX, HO
3TOT Npouecc A0/MKEH KOOPAMHUPOBATb COTPYAHWK, OTBETCTBEHHBIA 3@ KAa4ecTBO B OpraHu3auum cryxobl
KpoBW.

Lns achdekTnBHOro obpalLeHus c xanobamu, peknamaunsamm u Apyrumm coobLLeHnsIMN 0 HeCooTBET-
CTBMAX OpraHunsauum cnegyet cTaHAapTU30BaTh U NMCbMEHHO 0hopMUTL 3Ty NpoLeaypy B Buge COMM unm apy-
roro oKyMeHTa.

CucTtema foMmKHa 6bITb HaNpaB/ieHa Ha uccnefoBaHne 1 ycTpaHeHne NpUYnH, No3TOMY Xanobbl, pekna-
Maumm 1 obble COOOLLEHNS 0 HECOOTBETCTBUAX JO/MKHbBI PACCMaTPUBATHCA KaK «BO3MOXHOCTb Y/TyULLEHN».

3aknoyeHne no paccMOTPEHMIO Xanobbl, peknamauun uan coobLieHNs 0 HeCOOTBETCTBUM cnepyeT
HanpaBWTb ULy MK OpraHn3aLmn, OT KOTOPbIX NOCTyNuAa Hchopmalms (4oHopy, NauneHTy, Bpady, nevebHo-
My YupexfeHuto, opraHy ynpasfeHus, npeacTaBUTeNt0 O6LECTBEHHOCTW W T.M.), KaknuMu Obl HU Obian
pesynbTaTbl UCCNef0BaHMUSA.
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HecooTBeTcTBME HEOOXOANMO NAEHTUDMLMPOBAaTL, NPOAYKLMIO UK YCAYTY B35ATb MO KOHTPOJb U pas-
paboTaTb COOTBETCTBYHLLEE KOPPEKTUPYIOLLEE BO3AENCTBME B COOTBETCTBMM C 7.16.10 HacTosALWero cTaH-
napra.

7.4 3aKynku

7.4.1 O6wWue NoNoXeHns

KauecTBo NpoAyKToB, NOSyvyaeMblX U3 KPOBU, CYLLLECTBEHHO 3aBUCUT OT KayecTBa MCMNoMb3yeMblX pac-
XO[HbIX, YNaKoBOYHbIX 1 BCMOMOraTesibHbIX MaTepranos, 060pyaoBaHusa 1 notpebnsembix ycnyr. na Toro
4YTOGbLI NPYMEHSAEMbIE MaTepurasbl, 060py0BaHNE NYCTYTM COOTBETCTBOBA/ M YCTAHOB/IEHHbLIM TPEGOBAHNAM,
opraHu3auuu cnegyeT obecneyunTb ynpaBisemMyro CUCTEMY 3aKyMoK.

OpraHu3aums Ao/mkHa onpesennTb 1 06ecneynTb pecypebl, HE06X0AVMbIe A1 3aKyNK1 NO3ULMiA, BNA-
0L MX Ha Ka4ecTBO 1 6e30MacHOCTb KPOBM 1 ee NPOAYKTOB.

PekomeHpgyeTcs paspaboTtath npoueaypy (B Buge COIM nnn gpyroro 4OKyMeHTa opraHusaunm), yctaHaB-
NBAaKOLLYH NOPAAO0K B3aMOAENCTBUS U pacnpenesieHns OTBETCTBEHHOCTM MexXay noapasfeneHnsmu, ocy-
LLLECTBIAOLWMMN 3aKY MKMW, BK/IOYAA 3Tanbl:

- N1aHUPOBaHUS;

- pa3paboTkM TEXHUYECKOro 3afaH1sA Ha NpoBeAeHNe KOHKYPCOB 1 ayKLOHOB;

- NPUeMKU NPOAYKL MM NOCTaBLLMKa Ha CKnag,

- BXOZJHOTO KOHTPOSIS;

- aHanm3a npouecca 3akyrnok.

7.4.2 TnaHnpoBaHue 3aKyrnok

MnaHupoBaHue 3aKynok K4YeBbIX MaTepnanos, 060pyA0BaHNA U YCNYyr HEO6XO04MMO OCYLLLECTB/ATL C
y4yeToM cTpaTerny opraHusauum B 061acty kayecTsa.

KnoyeBbiMM B OpraHusauumn ABASAOTCA Te No3uLMK, KOTOPble HEMOCPeACTBEHHO B/IMAIOT Ha KavyecTBO
3aroToBku, 06cnejoBaHus, nepepaboTkn, XpaHeHUs Y UCMOoJIb30BaHUsi KOMNOHEHTOB KPOBU:

a) KOHTelHepbl 4715 3ar0TOBKM KPOBY 1 €€ KOMMOHEHTOB;

6) o6opyaoBaHue U pacxofHble matepuasnbl 419 annapaTHbIX MeTOA0B 3aroTOBKM, a TakkKe npoLeccos
nepepaboTkn, UCCNefoBaHNs, XpaHeHUs, TPAHCMOPTUPOBaHWS, KOHTPO/A KayecTBa U NepesimBaHUs KpoBy,
BK/THOYAA:

- IMMYHOTBMAaTO/10TMYeCKMEe peareHTbl;
- peareHTbl 47191 CKPUHMHTA 06A3aTe/IbHbIX FeMOTPACMUCCUBHbBIX MHheKLnii;
- fe3nHduumpyoLine cpeacTea:
B) ycnyru no:
- NOBOpPKe, KanNnbpoBKe 1 CEPBUCHOMY 06C/TYXXVBaHWIO 060PyA0BaHUS:
- CaHUTapHO-3NUAEMMNONOTNYECKOMY KOHTPOSIIO;
- BbIBO3Y W yTUN3aLUUN OTXOA0B;
- 06yyeHuto;
- npoyue ycnyru.

7.4.3 Pa3paboTka TEXHMYECKOro 3aZlaHns Ha NpOBeAEeHNE KOHKYPCOB U ayKLMOHOB

Pa3paboTKy TeXHNYECKOro 3afaHnsa Ha NpoBeAeHNe KOHKYPCOB U ayKLMOHOB cnedyeT NPOBOAUTH C yye-
TOM B/INSIHWSA 3aKynaeMoro o60pyj0BaHus, MaTep1asioB UYyCyr Ha Ka4eCcTBO AOHOPCKOMN KPOBM 1 €€ KOMMOHEH-
TOB. a TaKXe Ha 30,0P0Bbe JOHOPa U COXPaHEeHUe JOHOPCKUX KadpoB.

7.4.3.1 BbI6op KOHTEHEPOB

[na obecnevyeHns KavyecTBa N CHUXEHUA pUCKa KOHTaMUHALUKN NPU 3aroTOBKE KPOBU 1 €e KOMMNOHEHTOB
HeobXoANMO MCNONb30BaTb NPEVMYLLECTBEHHO 3aKpbITbie CUCTEMbI MNOSIMMEPHbLIX KOHTENHEPOB B COOTBET-
CTBUW C Ha3HaYeHneMm nosyyaembiX KOMNOHEHTOB.

7.4.3.2 VIMMyHOrBMaTO/1I0TMYECKMe peareHTbl 1 peakTuBbl

Bbi6Op MMMYHOremMaTonorM4yecknx peareHToB U peakTUBOB /1 CKPUHMHIA 06si3aTeNlbHbIX reMoTpaH-
CMUCCUBHbIX MH(hEKL M ABNSeTCS BaxHeliwen o6nacTbio obecneyeHns 6€30nacHOCTM KDOBY 1 €€ KOMMOHEH-
TOB, MO3TOMYy Mpu paspaboTke TeXHWYecKoro 3ajaHus Heob6XOo4UMMO OpMEHTMPOBATLCHA Ha creaywouiue
OCHOBHbIE XapaKkTepUCTUKN peareHToB:

- cneumgUYHOCTb;

- YyBCTBUTE/IbHOCTb;

- TUTp.

- NpoYuMe B 3aBMCUMOCTU OT BUAa peareHTa.

CnepyeT Takke NpvHMMaTh BO BHMMaHue U Apyrue xapaxkTepucTuku, onpefensiolme npakrmyeckoe
MCnosib30BaHNe peareHToB, TakMe Kak CpOK rofHOCTU, YC/TIOBUSI XPAHEHWS, YNC0 TECTOB B KaXA0M Habope;
XW3HEeCnoco6HOCTbL peareHTa U T.n.
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7.4.3.3 Bbibop ycnyr

Mpu pa3paboTke TEXHNYECKOTO 3a4aHuns Ha npegocTasieHune ycnyr {no nosepke, kanmbposke, TeXHN4Yec-
KOMY MM CEPBUCHOMY 06CNYXMUBaHWIO 060PYA0BaHUS; CAHUTAPHO-3NNAEMMNONOTNYECKOMY KOHTPOSIO; YHUY-
TOXEHWI0 OTXO0B; AOCTaBKe KPOBW, €C/IN OHA OCYLLLECTB/IAETCHA CTOPOHHEN opraHm3auneil, 06yyeHunto n 1.n.)
Heo6Xx04MMO PYKOBOACTBOBATbLCS TPe60OBaHMSAMU HOPMATUBHbLIX AOKYMEHTOB W AeNCTBYIOLLEro 3akoHoAa-
TeNbCTBa BCOOTBETCTBYIOLEN 061acT. OpraHusauum, npefocTaBnstoLme ycnyru, Ao/KHbI 6bITb NLEH3NPO-
BaHbl (ecnm ux ycnyrn SBAAIOTCA NIMLEH3MPYEMbIM BUAOM AeATENIbHOCTW) WM  akKpefuToBaHbl B
yCTaHOB/IEHHOM 3aKOHOaTeIbCTBOM MOPAAKE.

7.4.3.4 Bblbop fe3nHpMLMpYOLWNX CPeaCcTB

MpumeHeHne fe3nHULMPYIOLWNX CPeacTB A8 06paboTkM pyK nepcoHana, Koxm TOKTEBOro crnda foHo-
poB. 060py0BaHNA 1 UHCTPYMEHTOB, 06e33apaxuBaHnsa 0TX040B, yOOPKN NOMELLEHUI 1 T.N. ABAAETCA nep-
BOCTENEHHOW NPOothnIaKTMUECKON Mepoii, HanpaB/leHHOW Ha npeaynpexaeHne KoOHTaMUHaLun KpoBu U ee
KOMMOHEHTOB, a TaKkke 3aliunTy AJoHopa 1 nepcoHana. Mpu paspaboTke TEXHNYECKOro 3afaHns Ha 3akynky fe3-
MHPMLMPYOLLMX CPeCcTB 0cob0e BHMMaHue cnegyeT 06paTtuTb Ha UX cneumdnyeckne xapakTepucTuku.

Mpu onpegeneHn NOTpebHOCTM B OCHOBHbLIX MaTtepuasnax v 415 obecrneyeHuns nx pe3epsHoro 3anaca c
y4eToOM M3MEHUYMBOCTM crnpoca (HanpvmMep, No nepuojam roga) Heo6xo4MMO NPOBOAUTL aHa/IU3 3anacos Ha
cknagax.

7.4.4 Tlprvemka NpoAyKUuMn NocTaBLyMKa Ha cknaj,. BxogHoi KoHTposib

Mpoaykuma nocTaBLnka (060pyAoBaHme, MaTepuarsibl) 4OMKHA ObITb MPUHATA Ha CKNag nocne NpoBepku
CONPOBOAMTENbHON AOKYMEHTALUN.

Mpogykumsa, nocTynueLias 6e3 Heo6xo0AMMO CONPOBOANTENIbHON AOKYMEHTAaLMM, AO/KHA OblTb HEMe-
NeHHO n3onmpoBaHa. Ecnn maTepuansl nonanu B npon3BoOACTBO, OHW A0/KHbI ObITb U3BATbI NO CNeuanbHoM
npoueaype, npeAycMoTpeHHoi 7.16 HacTosLero ctTaHgapTa.

[lo nonyyeHuns pe3ynbTaToB BXOAHOIO KOHTPOASA MaTepuasbl 4O/MKHbI pa3mMeLLaTbCsa OTAENbHO OT MpoBe-
PEHHOI NPOAYKLMN (KApaHTKH).

BxogHOI KOHTPO/Ib ABNSIETCA HEOTHEM/IEMON YaCTbO NpoLecca N3roToB/IeHNS KOMNOHEHTOB KPOBU, OH
npoBOANTCA ANA NPeAOoTBPaLLeHNs NCNO/Ib30BaHNA B NPOM3BOACTBE MaTepuasnos AW YCNyr, He OTBeYaroLL X
yCTaHOB/IEHHbIM TPEOOBAHNAM, N COKPALLEHUS HENPOU3BOANTE bHbIX PACXOA0B.

B fOKyMEHTMpOBaHHY0 npoueaypy BXOAHOrO KOHTPOAS HEOOXOAMMO BKIHOUYUTL MepeyvyeHb OCHOBHbIX
mMaTepuasnios Unu ycnyr, nogaexatinx BXo4HOMY KOHTPOSO, U U310XUTb NOPAAOK;

- ngeHTudmnkaLnm, MapkMpoBKN 1 pasMeLLLeHNss MaTepuasioB Ha KapaHTyH;

- NPOBELEHNA UCTIbITAHWIA;

- NMPUHATUSA peLleHns 0 onyCcKe B NPOU3BOACTBO;

- Bbl4a4u Nosib3oBarTesifam:

- permcTpaumm faHHbIX, OTHOCALLMXCSA K KAYeCTBY 3aKynaemblX MaTepuasnios U/vam ycnyr.

MepeyeHb MaTepuanos, nokasarenei, Nognexalnx BXOGHOMY KOHTPOSIIO, a Takke 06beMbl KOHTPONA
ycTaHaBIMBAITCA C yYeTOM UX BAIUSAHUA Ha Ka4eCTBO rOTOBOrO NpoAaykTa. MNokasarenun n kputepun kavectsa
yCTaHaBNNBAOTCA Ha OCHOBE TPe60oBaHWii HOpMaTUBHBIX OKYMEHTOB thefiepanbHOro opraHa rocyapcTBeH-
HO BNacTu, 0TBETCTBEHHOIO 3a NONNTUKY B 06/1aCTW 34paBOOXPaHeHNS.

MaTtepwuansl, NpoLueALmne BXOAHOW KOHTPO/Ib, AO/KHbI ObITb MPOMapPKUPOBaHbI U NepeBefeHbl 13 KapaH-
TWHa B aKTUBHBbI 3anac. Eciv npu BXOAHOM KOHTPONE BbISIBMIEHO HECOOTBETCTBME MaTepuana ycTaHOB/EH-
HbIM TpeboBaHWAM, HEO6X0AUMO O(hOPMUTL pekamMauWoHHbIA akT. matepuanbl MaeHTUULMpoBaTb 1
XpaHuTb B crneuunanbHo 0TBE,EHHOM MecTe. He lonyckaeTcs COBMECTHOE XpaHeHne MaTepuasios, UMEeKLW X
pasHblii CTaTyC BXOAHOrO KOHTPOSA. YNpasfieHue HecOOTBETCTBYWOLWMUMN MaTepuasaMmu OCyLLeCcTBASEeTCA
cornacHo Tpe6oBaHunsaM 7.16 HacTosLero ctaHgapra.

7.4.5 AHanus npouecca 3akynok

AHanun3 npouecca 3akynok cnefyeT NpOBOANTb PErY/ISPHO HA OCHOBE CNeAyoLNX AaHHbIX:

- pe3ynbTaToB BXOAHOIO KOHTPO/SA, CBUAETENLCTBYOWMX O (hakTUYeCKOM KayecTBe 3akynaemoi npo-
aykumu,

- pe3ynbTaToB aHasm3a 3anacoB MaTepuasnos Ha cknage:

- pe3ynbTaToB aHann3a UCNosIHeHNs bloakeTa,;

- pe3ynibTaToB aHann3a 4e6UTOPCKON N KpeaUTOPCKOl 3a40/HKEHHOCTEN.

7.5 YnpasnieHue npoueccaMmu nponssBoacTea

[ns obecneyeHns ynpaBneHns npoLeccamu Npon3BoACcTBa U ycnyr He06xoanmo:

- HaM4YMe HOPMAaTUBHbIX JOKYMEHTOB, YCTaHaB/IMBAKOLL X Tpe6OBaHNSA K JOHOPCKOW KPOBU 1 €e KOMMO-
HeHTam;

- Hannume pabounx MHCTPyKuuii (OOMM unu Apyrmx HOPMAaTUBHbLIX JOKYMEHTOB) Ha BbIMOSIHEHWE NPOU3-
BO/ACTBEHHbIX nNpoLeayp;
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- CO3/laHne COOTBETCTBYHOLMX NPON3BOLCTBEHHBIX YC/TOBUI NPU BbINOIHEHWUN paboT (cM. 6.5);

- Heob6xogmmoe ob6opygosaHue (cm. 6.4);

- KOHTPO/IbHbIE Y U3MEPUTEbHbIE MPUBOPLI (CM. 7.14);

- OCYyLLLeCTB/IEHNE MOHUTOPUHIA U USMEPEHWIA 415 NPOLEeCcCOoB NPOM3BOACTBA (CM. 7.12);

- oCyLlecTBIeHNe He06X0ANMbIX BUAOB KOHTPOA U NPOBEPKM Npu Bbinycke (cMm. 7.11);

- adphekTNBHOE B3aMMOLENCTBME C TeYEOHBIMU YUPEXAEHNAMMU.

B opraHusauuu fo/xHa feiicTBoBaTh Npoueaypa BbIsIBAIEHUS KPUTUYECKUX 3TanoB Npu Npou3BoACTBE
KOMMOHEHTOB KPOBU, HaYVHasA OT NpUB/IEYEeHNs MoT60pa JOHOPOB, B3ATUA 1 06CNef0BaHNA KPOBU, MPON3BOL-
CTBa. XpaHeHus, BblJayn, AOCTABKM KOMMNOHEHTOB KPOBM M A0 UX MCMNONb30BaHUsA. OTa npoueaypa Ao/KHa
BK/lOYaTb B CEOS:

- onpegenieHne KpUTUYECKUX ToUekK, npoLleayp, 3Tanos NPoL,eccos, KOTOpble HE06XO0ANMO KOHTPOIMPO-
BaTb A5 06ecneyeHns 6e30nacHOCTU KPOBU 1 ee KOMMOHEHTOB;

- CBE/ieHUS 0 JOHOpax, peuunueHTax, nepcoHane;

- YCTaHOB/IEHUE KPUTUYECKNX NPefenos;

- co3faHve CUCTEMbI NPOBEPKM KPUTUYECKNX KOHTPOJIbHbIX TOUEK C MOMOLLbIO 3an/1aHUPOBaHHbIX UCMbI-
TaHuU N N3MepeHnii;

- BbINOJIHEHWE NOCNEAYIOLLNX KOPPEKTUPYIOLLMX AECTBUIA, KOTAA B NPOLECCe MOHUTOPUHIA yCTaHoB/e-
HO. YTO KOHTPO/Ib KOHKPETHO KPUTUYECKOW TOUKM HEBO3MOXEH.

Mpu onpefeneHnn KpUTUYECKNX NPOLLECCOB B OpraHm3almmn cnegyeT yunTelBaTb:

- CTeneHb BNUSHUSA NpoLecca Ha Ka4ecTBO MPOAYKTOB U YCAyr:

- PUCK HeYJOBIETBOPEHHOCTU JOHOPOB W PELVNNEHTOB;

- 3aKoHoAaTesibHble N perynupyoLme TpebosaHus;

- KOMNETEHTHOCTb NepcoHana;

- C/IOXHOCTb NPOLLECCOB.

7.5.1 TpuBneyeHne [,OHOPOB

B opranusauun gomkHa 6biTb paspaboTaHa cTpaterusa npuenevyeHns 6e3onacHbIX JOHOPOB, COOTBET-
CTBYIOLLAA LEensiM opraHusaLmm B 061acty kKayecTBa, KoTopas f0/KHa onpeaennTb:

- OCHOBHbI€ NPUHLMMbI AOHOPCTBA (406pOBONLHOE, 6€3B03MEe34H0E);

- LlenieBble rpynnbl HacCeeHnsa ANS NPUBNEYeHNs JOHOPOB;

- MeTofbl CTUMYNMPOBAHWA Y NPOCBELLEHNS NOTEHLMASIbHbIX JOHOPOB;

- MONINTUKY COXPaHeHNs JOHOPCKMX KaapoB.

[nsocywecTBneHns paboTbl N0 NPUBAEYEHNIO LOHOPOB HEO6XOANMO BblAENNTb (OUHAHCOBbIE CpeacTBa
1 06yYeHHbIVi nepcoHan.

7.5.2 MeaunumnHckoe o6cnefoBaHve 4OHOPOB

7.5.2.1 Kputepuu gonycka goHopa K goHauunm

[ina nonyckaf0HOPOB KAOHALUM AOKHBI NPUMEHATLCSA KPUTEPUK, YTBEPXKAEHHbIE feICTBY L UMW HOP-
MaTUBHbIMU [OKYMEHTaMn C Y4eTOM MEeCTHbIX YC/oBWI (Hanpumep, 3nu4emMuyeckoin 06CTaHOBKM) WU
CYLLECTBYIOLLEN NPaKTUKN.

7.5.2.2 KoHthmaeHumnanbHoCTb

CobecefioBaHMe 1 0CBUAETENILCTBOBAHWE ;OHOPA Nepes AoHaunen 40/MKHO OCYLLECTBNATLCSA B KOHU-
JeHUnanbHbIX YCOBUSIX.

7.5.2.3 TepcoHan

[nsa obecneyeHuns HafleXXHOro 0TBOAA [OHOPOB M0 YCTAHOBMEHHBIM MPOTUBOMNOKA3aHUAM N COXPaHEHUS
MOCTOAHHBIX [OHOPCKUX KaApOB NepcoHan, BbIMOMHAWWMIA 3Ty paboTy, 4O/HKEH UMETb COOTBETCTBYIOLLYIO
noAroToBky. Heo6xo4Mmo Kpome NpoeccmoHanbHbIX 3HaHU pa3BuBaThL YMeHVe NepcoHasa BblABAATb Npu-
3HaKM HapkoMaHun WU NoBeAeHWs, NPUBOLALLEr0 K PUCKY 3apaXeHUs MHeKLMOHHbIMKU 3aboneBaHnamu,
nepefasaemMbIMU C KPOBbIO, & TakXe HaBblKW OBLLLEHNSA C JOHOPOM.

7.5.2.4 3anucu

[JaHHble MeanLmnHCKoro o6¢neoBaHnsa 4OHOPOB A0/MKHbI ObITb 3aperncTpupoBaHbl B COOTBETCTBYHOLLMX
chopmax, nognucaHbl UCNONHUTENIEM Y BHECEHbI B 6a3y OHOPCKMX AaHHbIX (CM. 6.10). Mpu ncnonb3osaHnn
KOMMbIOTEPHOW 3anvcu MHdopmauum cregyeT npedycMoTpeTb CPeAcTBO MAEHTUdMKaLUM UCNONHUTENS U
co34aHunsa apxXMBHbIX Konwuii 3anuceli (cm. 6.10.1).

Pernctpauuv nognexar:

- nAeHTUMUKaLNOHHbIE AaHHble ((hamunns, nHMUMansl, agpec, Aata poxaeHusa n T.n.);

- MHpopMaLmsa 06 oTBoAax N0 MEAULIMHCKAM NOKa3aHWAM:

- MeguuMHcKan nHopmauus (pesynbTaTbl MeAULMHCKOro o6cnef0BaHNa U aHanM3oB 1 apyrue oTHOCA-
LMecs KaHaMHe3y flaHHble);

- UCcTOpMA AOoHAUMA (Yncno, AaTtbl, N0b6ble peakLuy 1 OCNOXHEHUS BO BPEMS AOHALMN).
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Bca goHopckaa uHdopmaumsa aBaseTcs KOHPUAeHLManbHON 1 AO/KHA COAEPXATbCA B OXPaHSAEMbIX
ycnosusx. Jluua, umetowme AoCTyn K 3anncsaM, CoOAepXallM nepcoHanbHble faHHble A0HOPa, J0/KHbI UIMETb
Ha 9TO CaHKLMI0 PYKOBOANTENS YUPEXAEHUSA, YNCO TakNX SIULL [O/HKHO 6bITb OrpaHnyeHo.

7.5.3 3aroTtoBKa KpoBu

Heobxoaumo obecneynTb NPOBEPKY MaTepnanoB 1 060pyA0BaHMA A0 Havyana AoHaumun. KoHTelHepsb!
(Tun KoHTeliHepa, CPOK FOAHOCTKN, OTCYTCTBUE 3arpA3HEHUS U NOBPEXAEHUS) U PacTBOPbI, UCNOJb3yeMble A/
cbopa, KOHCEPBUPOBAHNSA U XPAHEHUS KPOBU WU €€ KOMMNOHEHTOB, A0/HKHbI ObITb NPOBEPEHbI [0 fOHaL MW Ha
nNpUrogHocTb k paboTe.

7.5.3.1 WpeHtndurkauns

Heob6xoaumo obecneunTtb naeHTUUKaLMIO JOHOPa, NPOAYKTOB AoHaLUun. obpasLos KPOBU U NepcoHa-
na, OCyLeCTBNAILWEro B3aTUe KPoBU.

[lo BeHenyHKUUK cnegyeT NpoBepUTh: KapTy AOHOPA, 610K TEXHONOIMYECKNX 3TUKETOK C €iMHbIM HOMe-
poM AoHaLmMmn 1 NPOBECTU NAEHTUdMKaLUIo JoHopa.

MeTogabl ngeHTndmnKaLmm goHopa AO0/MKHbI 6bITb UHTEPAKTUBHBIMU.

Ha koHTeliHepax 415 KPOBU U KOHTeliHepax-CnyTHUKaX, Ha Npobypkax 419 06pa3L0oB KPOBU 1 KapTouke
[oHOopa A0/MKHbI ObITb HAKNEeHbl MAEHTUYHO NPOHYMEPOBaHHbIE TEXHOIOTNYECKNE ITUKETKN.

MprmeHnMbl TpeboBaHuA 7.9 HacTosLWero ctaHgapTa.

7.5.3.2 3awumTa oT 6aKTepmasibHOro 3arpA3HeHus

OpraHu3aumsa 3aluTbl 0T 6aKTepranbHOro 3arpsA3HeHus, BKNYas yaaneHme 0TX040B Nocse B3ATUS Kpo-
BW. l0/IXHA COOTBETCTBOBAaTb TpeboBaHNAM 6.5 HacToALero cTaHfapTa, a takke cnefyrowmm TpebosaHnAM:

- KpOBb [10/1XHA 3aroTaB/iMBaTLCA B CTEPU/IbHbIE 3aKPbITble CUCTEMbI:

- AE3UHMULMPYIOLW NI areHT U MecTo BEHENYHKLMMN J0/KHbI ObITb BbIOpaHbl U NOATOTOB/IEHbI TaK. YTOGbI
YMEHbLNTb pUcK 6aKTepuanbHON N BUPYCHOM KOHTaMUHaLWK;

- yAaaneHve oTXo40B Mocsie B3ATUSA KpOBY — B COOTBETCTBUY C 6.8 HacTosALLero ctaHgapTa.

7.5.3.3 TexHonorus

MeTog B3ATUS KPOBY JO/MKEH 06ecneynsarb:

- NOCTOAAHHOE NepeMellnBaHne 3abupaemoit KPOBM 1 aHTUKoarynsaHTa/ KOHcepBaHTa B KOHTelHepe ans
cbopa Kposy;

- HENPEepbIBHOCTL KPOBOTOKA;

- YCTAHOBEHHYIO NPOLAO/MKUTENBHOCTL flOHALMN.

O6bem KPOBY B KOHTEiHEPE A0/MKEH COOTBETCTBOBATb HOPME, YCTAHOB/IEHHOV HOPMAaTUBHON AOKYMEH-
Taumein Ha Mcnosib3yemblii KOHTEHEeP KOHKPETHOro Tuna.

KpoBb, 3arotoBfieHHas C HapylleHMeM YyCTaHOB/EHHbIX TpeboBaHuii (60s1ee 0fHOro NPOKosa BeHbI;
HenosiHasn fo3a KpoBu U T.M.). He A0/HKHA CNONb30BaTbCs AN TpaHcdy3un. Mopsagok paboTbl C KPOBLIO U ee
KOMMOHEHTaMu, NOSyYEHHbIMU NPU HapPYLWEHUN YCTaHOBMEHHbIX TpeboBaHuiA, ocyLecTBNseTCs B COOTBET-
CcTBMM € 7.16 HacToswWero ctaHgapTa.

7.5.3.4 O6pa3sybl o151 nabopaTtopHOro ob6cefoBaHmus

O6pasLbl KpoBY fOHOPA, NpeAHa3HavYeHHble 419 UCCef0BaHNs, f0/MKHbI 0TOMpaTLCA Npu cobnfeHnn
YC/I0BUIA aCenTnkn HeNOCPeACTBEHHO U3 MarucTpau Uam cneymanbHoOro KoHTenHepa ansa npob, BXoAALEro B
cocTaB CUCTEMBI.

CermMeHTbl 06LLEei JOHOPCKON MarucTpanu AO/KHbl OTAENATLCSA OT KOHTeliHepa 6e3 HapylueHus cTe-
PUNBHOCTY KOHTElHepa.

Tun nobbem obpasLa Ao/HKHBI COOTBETCTBOBATL BUAY 06C/1ef0BaHUA.

Ycnosus xpaHeHns 06pa3LioB 40 NpoBeAeHnsA NabopaTopHbIX TECTOB A0/DKHBI OTBeYaTb Tpe6oBaHUAM,
YCTaHOB/IEHHbIM B MUCbMEHHbIX MHCTPYKLUAX U3roTOBUTENE HAOOPOB peareHToB.

7.5.3.5 MeTtopg athepesa

Mpwn B3STM KPOBK METOAOM adyepesa A0/KHbI ObITb BbINO/HEHbI [ONO/THUTE NbHbIE TPpeboBaHWsA, o6ec-
neyusarwoLimne:

- 6e30NacHOCTb penHdy3nn ayTonornyHbix 3abrvpaemMbiX KOMNOHEHTOB,

- YCNOBUSA, UCKNOYAKOLLMe BO3AYLLIHY0 3M60MI0;

- o6Llee KOIMYECTBO N1asMbl He J0/HKHO NPEeBbIWAaTh YCTaHOB/IEHHOTO 06bema.

7.5.3.6 MeTopg anckpeTHoOro nnasmadepesa

Mpw B3ATUM KPOBU METOAOM ANCKPETHOTO NnasMadepesa HeobxoAnmo obecneumnTb:

- UCMOJIb30BaHne ABYX He3aBUCUMbIX CPEACTB AeHTUMKaLMM JoHOpa U eAVHULbI BO3BpaLLLaeMblX eMy
3pUTPOLIUTOB;

- cobnofeHne ycTaHOBNEHHOIO BpeMeHu Bo3BpaTa JOHOPY ero 3puTpoLuTos;

- COOTBETCTBME 06LLEero KosimyecTsa KpoBu, 3abnpaeMoro y oHopa 3a O4MH pas (UCKoyas aHTukoary-
NAHT), YyCTAHOBNEHHOMY KpUTEPUIO.
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7.5.3.7 MeTtoguutacepesa

[omkHa 6bITb 06ecneyeHa JOKYMEHTMPOBaHHas npoleaypa Ha 3aroToBky KOMMNOHEHTOB KPOBY METOAOM
untadepesa. BkIovawowas B cebss HOPMY [03MPOBaHUSA BCEX NPUMEHAEMbIX BCMOMOraTesibHbIX areHToB
(nekapcTBEHHbIX CPEACTB).

7.5.3.8 ¥Yxof4 3a 0HOPOM (COXpaHeHue AOHOPCKUX KaapoB)

B npouecce B3ATUA KPOBM crieyeT o6ecneyumnTs:

- MeTOA BEHeNyHKLMN, He Bbi3bIBAIOLLMIA HEMPUATHBIX OLLYLLEHWA Y OHOPA;

- 6esonacHoe 1 komopTHOe paboyee MecTo 4151 B3ATUSA KPOBY;

- HabnwgeHe 3a LOHOPOM BO BPeMS AOHALMUN;

- NepcoHasi, 06yyeHHbIli pacno3HaBaTb NPU3HAKN HEGNArONPUATHBLIX PeakLuii 1 OCNOXHEHWUIA 1 OKa3bl-
BaTb HEO6XOAVMYIO MOMOLLb, @ TAKKE UMEILL A XOPOoLUNE HaBbIKV 06LLEHUS C JOHOPaMMK:

- Hanuumne cpeACcTB OKa3aHMsA MOMOLLY B Cayyae peakumii n 0CI0XHEHW Y AOHOPOB.

- Hannune COI Ha oKa3aHWe NepBo MOMOLLY OHOPY.

7.5.3.9 3aroToBKa KpOBU B Bble3HbIX YCI0BUAX

[lns 3aroToBKM KPOBU B Bbl€3/4HbIX YC/TOBUAX HEO6XOANMO 06€CNeUnTb JOKYMEHTUPOBAHHY!IO Npoueaypy
3aroTOBKM KPOBU B Bble3[jHbIX YC/I0BUAX, BK/IOYAIOLLYI0 B Ce651 KpoMe 06Lwmnx TpeboBaHWii Kk 3aroToBke KpoBM,
cnepywoume:

- 3Tan TpaHCNopTMPOBaHUS NepcoHana, 060pyf0BaHNA U 3aroTOB/IEHHO KPOBY;

- yCnoBus KOHMAeHUanbLHOCTM NpoBeAeHns cobecejoBaHNA C JOHOPOM;

- Mepbl OKa3aH1sA NOMOLLM B YC/I0BUSAX YAa/TeHHOCTY OT cTaumnoHapa.

7.6 lMepepaboTka KPOBU U MNOSyHYEeHME KOMMOHEHTOB

7.6.1 O6wWwe NonoxeHms

TexHonorum, ncnosiblyemble Npu 3aroToBke, NnepepaboTke, XpaHeHUn 1 TpPaHCNOPTMPOBAHUN AOHOPCKOA
KPOBM 1 ee KOMMOHEHTOB, A0/KHbI 06ecneynsatb NnpegynpexaeHue nx KOHTammHauuy n coxpaHeHme 6uosno-
TMYEeCKNX CBONCTB KPOBU 1 €e KOMMNOHEHTOB.

[JlaHHble MOHUTOPUWHra NpoLeccos nepepaboTKy Y NOYyYEHUS JOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB [0/1XK-
Hbl 6bITb 3aperncTpMpoBaHbI.

MeTogbl, NCNOMIb3yeMble B NPOM3BOACTBE KOMMOHEHTOB KPOBK (LLeHTpUdyrnpoBaHve, samopaxmsaHve,
pasmopaxwusaHue, punbTpauus, OTMbIBaHWe, AerMLepuHn3anmsa. nyanposaHue n apyrue), 4o/mMkHbl obecne-
4ynBaTb rePMETUYHOCTb CUCTEMbI NOIMMEPHbIX KOHTENHEPOB U He f0MNyCcKaTb HApPYLIEHUs LLe/I0OCTHOCTY.

7.6.2 UeHTpudpyruposaHue

CocTaB Bble/NI5eMOro KOMMOHEHTa PeryinmpytloT BbIGOPOM pexumMa LeHTpudyruposaHus, KOTOpPbIN
BK/lOYaET B Cebsa TemnepaTypy, BPEMS U CKOPOCTb LIEeHTPUAYrMpoBaHus.

Ansa kaxpoli LeHTpudyrn 4omKHbI 6bITb ONpeAeneHbl CBOW PEeXUMBI.

MeToAbl NoslyYeHns KOHeYHbIX NPOAYKTOB NPeACcTaBNAlT CO60I B3aMMOCBSA3aHHYI0 CUCTEMY.

[nsa pasgeneduns nnasmbl Y KNETOK MOTYT UCNONb30BaTLCA APYrne MeToAbl OCaXAEHUS KNETOK: LLeHTPpu-
dhyrmpoBaHue aBuxyLLelica KpoBu, NpoToyHoe (nnasatliee) LeHTpudyrnpoBaHme B rpagueHTe naoTHOCTY,
NPOTUBOTOYHOE LeHTpudyrnposaHmne (MpomMbiBaHne), uabTpauus.

7.6.3 3amopaxmBaHue nnasmbl

[lna makcmasnibHOro coxpaHeHus cofepxaHusa hakTopos CBepTbiBaHUA 0bLLee BpeMs 3aMOopaXXuBaHus
nnasmel 40 MuHyc 30 °C He O/KHO npeBbiwartb 1.

7.6.4 3amopaxunBaHue (KPMOKOHCEPBUPOBaHME) KNETOYHbBIX KOMMNOHEHTOB

[na [ONrocpoYyHOro KOHCepBMPOBAHUSA KIETOK KPOBU (3pMTPOLMTOB, TPOMOOLMTOB) HEO6XOAMMO
UCMo/b30BaTh METO/Abl 3aMOpaX1BaHUA, pa3peLleHHble AN NPYUMEHEHNS B yCTaHOBIEHHOM Nopsake.

[MoAroToBKYy KNETOUYHbLIX KOMMOHEHTOB K 3aMOPaXUBAHUIO NPOBOAAT B aCeNTUYECKNX YC/TOBUAX.

KpvokoHcepBrpoBaHve JO/MKHO OCYLLECTBAATLCA B COOTBETCTBUMM C MHCTPYKUMEW M3roTOoBUTENS Ha
060pyAoBaHnK, paspeLleHHOM K MPUMEHEHUIO B YCTAHOB/IEHHOM Nopsiake.

[JonycTrmoe BpeMs XxpaHeHs 3puTPOLMTOBOT MOMEHTAa NOJTyYEHUS 10 3aMOPaXXUBaHUS He JO/IKHO Npe-
BbIWaTb 5 CyT.

Tpom60oLMTbI, NOlyYeHHbIe M6bIM METOAO0M, AO/DKHbLI 6bITb 3aMOPOXEHbI HE No3AHee 24 4 nocne 3aro-
TOBKW KPOBY OT fJOHOpa 1an Tpombouutadepesa.

[na opraHn3auumn 4NUTeNbHOro XpaHeHNs KNeToK KpoBM He06X0ANMO 0becneynTb:

- KpUOreHHoe obopyaoBaHue;

- MOpPO3u/ibHOe 060pya0BaHMne:

- nomeLLeHne 49 pa3MelleHns o6opyaoBaHus:

- nepcoHasn, 06yUYeHHbI 06CNYXMBAHUIO KPMOTEHHOTO 060PYA0BaHNS.
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7.6 5 PasmopaxuBaHue (oTTanBaHue.)

Mnasma fomKHa pa3mopaxuBaTbCs NpY YCTaHOB/IEHHON TemnepaTtype ¢ UCNo/Ib30BaHWeM cneLuanusu-
poBaHHOro o6opyaoBaHus.

MpoayKT, NOMyYeHHbIV NOC/e pasMopaXnBaHus, He AO/HKEH CoAepXaTb HepacTBOPVMMOro ocajka.

Pa3mopoxeHHas nnasma He noAnexuT NOBTOPHOMY 3aMOpaXnBaHuIo.

7.6.6 PasmopaxuBaHve 3puTpoLnTOB 1 TPOMOOLMTOB

OpuTpounTbl U TPOMBOLUMTEI HEOBXOAMMO PasMOpo3nUTb C MCMNONb30BaHWEM CreLuanim3npoBaHHOro
060pyf0BaHnsA, 0TMbITb U ,06@BUTbL COOTBETCTBYIOLLUIA pecycrneHanpyoLwWwuii pacTeop.

[na oTMbIBaHWA 3pUTPOLMTOB A0/KHbI MPUMEHATLCSA PacTBOPbI, 3aperMcTpUpoBaHHbIe B YCTAHOB/IEH-
HOM mopsigke.

7.6.7 PeHTreHOBCKOe Nnu ramMmmMa-o6ayyeHue

MeTof 061yyeHns fomkeH obecneunTb fo3y oT 25 go 50 IMp.

Bpemsa akcno3uuum, ycTaHOB/EHHOE A5 KaKAOro /iy4eBOro WCTOYHMKA, JO/MKHO KOHTPO/MpoBaThbCS
yepes MHTepBasbl, yCTAHOB/IEHHbIE B UHCTPYKLIMN N3rOTOBUTENS.

SputpouunTcoaepxaline KOMNOHEHTbI MOTYT NofBepratbcsi 06/1y4eHmnio B TeueHne 14 gHeli ¢ MomMeHTa
NONy4YeHNs N XPaHUTLCA B TeyeHune 28 gHell.

7.7 MapkupoBKa rotToBOI NpoayKunmn

MapKkupoBKy roTOBOW MPOAYKLMUW NPOBOAAT C MOMOLLbI0 3TUKETOK. DTUKEeTKa A0/KHA COXpaHATbCA B
TeyeHve BCero cpoka rof4HoOCTH 1 Npy BCEX PeXnmMax XpaHeHns 1 UCNosb30BaHUs eAUHULbI TOTOBOW NPoayK-
UMn. a nHpopmaLms, npuBefeHHas Ha aTUKeTKe, [0/KHA 0CTaBaTbCs 1erKO YNTaeMO.

MpefnoyTUTeNnbHbIM ABMAETCA NpUBEAeHVe Ha 3TUKETKE MallMHOYMTaeMol nHdopmaumu, npegHasHa-
YeHHOI ANA cpeAcTB aBTOMATUYECKON MAeHTU(UKaLMN KOHTEHEPOB C KOHCEPBUPOBAHHOW KPOBbIO WK ee
KOMMNOHeHTamu.

MapkupoBKa rotToBoi NPOAYKLMUN pacnpoCTpaHAeTCa Ha JOHOPCKYI0 KPOBb 1 €e KOMMOHEHTbI, NpoLues-
Lune Bce CTaammn nepepaboTky U UccnefoBaHunii, COOTBETCTBYIOLME BCEM Tpe60BaHUSAM, NPeabABASEMbIM K
[OHOPCKOV KPOBW 1 ee KOMNOHeHTaM. Hannune mapknpoBKy roToBON NPOAYKLMM SBASETCA NOATBEPXAEHEM
rOAHOCTU K NMPYMEHEHNIO KOHKPETHOM eAnHML bl NPOAYKLMM B MeAMLMHCKON NpakTuke. MNpegsaputensHoe (40
OKOHYaHWA BCeX CTafmii nepepaboTkn 1 nccnefoBaHuii) HaHeceHne MapkMpoBKM FOTOBOW NPOAYKLNM, & Takke
HaHeceHWe Ha Hee nNpeABapuUTeNbHON (He NOATBEPXAEHHOW peraMeHTMPOBaHHbIMK 1TabopaTopHbIMKU TecTa-
MU) MHOpMaL MK He [oNyCcKaeTCs.

MapK1poBKy KOHTEliHEPOB C KOHCEPBMPOBAHHO KPOBbLIO UM €e KOMNOHEHTaMu cnegyeT OCyLecTBAATb
B cooTBeTCcTBUN C TOCT P 52938.

MapkupoBka roToBol NPoAYKL MK ABNSieTCA 061aCTblo NOTEHLMANbHbIX CePbe3HbIX OLWNBOK. 19 UCK/to-
YeHusa on60oK He06X0ANMO 0becneynTb:

- OTCYTCTBUE OTBMEKAOLWUX PaKTOPOB (LUYM, NOTOKW Nofei):

- NOPAJ0K Ha paboyem mecTe:

- BO3MOXHOCTb OfHOBPEMEHHOI0 3TUKETUPOBAHNS OAHOMMEHHON NPOAYKLMN:

- cneuyansbHoe 06yyeHne nepcoHana;

- MPUMEHEHNe CUCTEMbI NPOBEPOK.

7.8 Banngauus

7.8.1 O6wme nonoxeHns

Banupauus HenocpefAcTBEHHO cofeiicTByeT 6e30nacHOCT NOCTaBsSieMblX KOMMOHEHTOB [JOHOPCKOWA
KPOBU TeM. 4YTO NoATBEpPXKAaeT CNOCOBHOCTL NPOLECCOB AOCTUIaTh 3an1aHUPOBaHHbIX Pe3y/1bTaToB.

OpraHu3auumn cnegyet onpegennTb BCe NPOLLECCHI U Mpoueaypbl, pe3ynbTaTbl KOTOPbIX He MOTyT ObiTb
nNpoBepeHbl NOCAeAYOLWNM MOHUTOPUHIOM U U3MEPEHUAMU, U BANNANPOBATL UX [0 NPUMeHeHUSA. KHUM OTHO-
CATCS NPOLLECChl, HeAOCTaTKN KOTOPbIX CTAHOBATCA 0YEBUAHbLIMU TONbKO NOC/Ee Havyana UCnosib30BaHna KoOM-
NMOHEHTOB KPOBW WKW nocne npefocTaBneruns ycnyru. K takum npoueccam OTHOCATCA pasfefieHne KpoBu Ha
KOMMOHEHTbI, 3aMOpaXnBaHne KOMNOHEHTOB, XPaHEHNe ¥ TpaHCMOPTMPOBaHue, CTepUAn3aLns MmaTepuanos
nT.0.

7.8.2 MNnaHnpoBaHue Bangaunm

MnaHnpoBaHue Bavaaummn BkIlovaeT B cebs:

- onpejenieHne uenv sanugaumu;

- onpegeneHune TpebyemblX U OXUAAEMbIX XapakTepPUCTUK, a TakxkKe KpuTepues NpuemMaemMocTy:

- onpejeneHve HeobxoaMMoro yncna obpasLos (MCNbITaHWi, nccnefoBaHnii);

- COOTBETCTBYlOLEee 060pyaoBaHMe 1 KBanuurkaLmo nepcoHana,;

- onpejeneHune ycnosuii 1 MeTO40B Banngauuu.

7.8.3 MNoaroToBKa K Banvgaymm

[na nposefeHnsa sanngauum npoLeccos HE06X04MMO UCNO/Mb30BaTb:
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a) obopyfoBaHue, COOTBETCTBYIOLLEE CNEAYIOLNM YCNOBUAM:

- CPOK 3KCNyaTaLuuy KOTOPOro He A0/HKEH NpeBbILWaTh Pecypc, YCTaHOBEHHbI N3roToBUTENEM, a B
cnyyae nNpeBbIWEHUs pecypca fo/HkHa ObiTb MpoBeAeHa KOMUCCUA COBMECTHOE N3rOTOBUTENEM;

- 3aperncTpupoBaHHOE B YCTAHOB/IEHHOM MOPAAKE;

- oTBevawLee TpeboBaHNAM HOPMATUBHOM [OKYMEHTaLUN;

- npoxogsiiee perynspHoe TexHmyeckoe obCnyxmsaHue.

- obecrneyeHHoe pacxofHbIMU MaTepvanamu,;

- 6e3onacHoe B akcnyaTaumu,

6) peareHTbl, NpuMeHseMble A8 06cnefoBaHnsa 06pas3L0OB KPOBU OHOPA M KOHTPO/IS KaYecTBa JOHOp-

CKOI KPOBU 1 €e KOMMNOHEHTOB;

- 3aperncTpupoBaHHble BYCTAHOBIEHHOM MOPSAKE;

- NOMyYEeHHbIE OT YyTBEPXAEHHOTO NOCTaBLLMKa,;

- C XapakTepuctukamu (BHeWHWn Buf,. cneuntnyHoCTb, YyBCTBUTENBHOCTL, TUTP M T.N.), COOTBET-
CTBYHOLUMMW YCTAHOBNEHHbIMU TPEGOBaHUAM;

B) TECT-CUCTEMbI, NPYMEHSieMble ANA CKPUHUHTA FeMOTPaHCMUCCUBHbIX MHpekuuii, obecneynBatoLme
BbISIB/IEHWE BCEX NHPVLMPOBAHHBIX L, C BEPOATHOCTbIO, yKa3aHHO B nacnopTe;

r) UMMyHOremaTonormyeckue peakTvBbl, OobecrneyvBaloLlme BO3MOXHOCTb MpPaBW/IbHO OnNpeaensTb
rpynny kpoeu ABO, pesyc-thakTtop, annoaHTuapuTpouuTapHble aHTuTena C BEePOATHOCTbIO, yka3aHHON B
nacnopre;

) KOHTeilHepbl AN cb6opa Kposw;

- 3aperncTpmMpoBaHHble BYCTaHOBIEHHOM MOPSAKE;
- NOSTyYEHHbIE OT YTBEPXKAEHHOTO NOCTaBLLMKa,;
- C XapakTepucTrkamu, COOTBETCTBYOLWUMUN YyCTAHOBNEHHBIM TPE6OBAHUAM;

e) nporpaMmMHble cpefcTsa:

- ob6ecneyeHHble COOTBETCTBYIOLLEN KOMMNBIOTEPHON TEXHUKOWA;
- He NpoTMBOpeYvaLlve ApYrum nporpammam /cucremam;
- 3alMLLEeHHbIE U MMEIOLLe pa3Hble YPOBHU A0CTyNa nonb3oBarteneil.

7.8.4 BbINnonHeHMe Banngaunm

Banvpauus gomkHa BbINOMHATLCA B COOTBETCTBUM C M/IAHOM.

CobpaHHble gaHHble He06XoANMO npoaHanM3npoBaTtb ¥ MO pesynbTataM NPUHATL pelleHne, KoTopoe
[O/TKHO ObITb JOKYMEHTUPOBAHO.

7.8.5 [JokymeHTauusa no sanvgaunu

Mo ycMOTpeHunto opraHusaLmm MoXeT 6biTb paspaboTaHa COIlN Ha Banngauuio.

7.8.6 3anucu no Banvgauun

MpuHATBLI cnegytoLive BUAbI 3anvceii Nno sanugauuu:

- NNaHbl Banuaauuu;

- MPOTOKONbI;

- aKThl;

- OTYeThI.

7.9 WNpeHTudmKauma v npocriexmBaeMocTb

7.9.1 O6wWwme NonoxXeHus

OpraHu3auus gomkHa obecneunTb UAEHTUUKALMIO U MPOCEXMBAEMOCTb OHOPOB, KPOBM 1 €e KOMMOo-
HEHTOB. pacxofHblX MaTtepnanos (KOHTelHepbl ANA c6opa KPoBW, peareHTbl, Ae3nHduuupylolwe cpeacTsa),
nabopaTopHbIX 06pa3L0B 1 PerncTpaLMoHHbIX faHHbIX (3anucu) n ncnosHuTenen pabor.

Kaxzomy flOHOPY U KaX [0 floHAL MU AO/IKEH OblTb NPUCBOEH NAEHTUIVKALMOHHBI HOMep.

MpocnexuBaeMocTb obecneynBaeTca MapkMpoBKOM 06bekTa uaeHTUdMKaLun ¢ nocnenoBatenbHol
perucTpaumeii Heob6Xo4MMbIX aHHbIX O JOHOPaXx, NPOAYKTax AOHaLMI, paCXOAHbIX MaTepuanax, BbIMoSHEeHUN
paboT 1 NCNONHUTENAX PaboT B YTBEPXAEHHbLIX PETMCTPALMOHHO-YYETHbIX hopmax (KypHanax, kapToykax u
Ap., B TOM YMCne B 3/1eKTPOHHOM BUAE).

NaeHTudrKaLMOoHHbIN HOMep JoHAaL N A0/KEH ObiTb yKka3aH Ha 3TUKeTKe Kax 4o A03bl (€AVHULIbI) KPOBU
W ee KOMNOHEHTOB, 06pasL,e LOHOPCKO KPOBY M NepenpoBepsiTbCsA (CANYATLCA) HA KaXXA0M 3Tane paboTbl C
[OHOPOM W NONyYeHNsA [OHOPCKOM KPOBU U ee KOMMOHEHTOB OTBETCTBEHHbIMMW L aMW OpraHu3auunii JoHop-
CTBa KPOBU 1 €e KOMMNOHEHTOB.

B npouecce 3arotoBku 1 nepepaboTky KaXAbli OTAENbHbIA KOHTEHep C KPOBbIO U ee KOMMOHEHTaMu,
kaxkAblli obpaseL, KpoBK AOHOPA, CBA3AHHBIA C COOTBETCTBYIOLENR AOHAUMER. 4O/DKHbI UMETb OAMNH U TOT Xe
Homep.
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[ns obecneyeHns ngeHTudrkauuy npyv XxpaHeHnn NpoayKLuv, MMetoLLein pasHblii cTaTyc KOHTpons (roa-
HOWA; NPUroTOBNEHHON ANA BblAAYMN KOHKPETHLIM NauMeHTaM, BKI0Yas ayToNorMyHble JOHALMN; Ha KapaHTUHeE;
HecooTBEeTCTBYIOLLLEN UK 3a6pakoBaHHO), f0/MKHO ObITh BblAEEHO 0TAe/IbHOEe 060pyA0BaHMe.

MapknpoBka 060pyf0BaHNs fOMKHA BKAOYaTh B ceba BUA NPOAYKTa; CTaTyC KOHTPONS; rpynny KpoBu 1
pe3syc-akTop.

7.9.2 3anucu

[ns obecneyeHus ngeHTUMKaLUN N NPOCAEXNBAEMOCTM HEOBX0AMMO NOC/Ief0BaTe/bHO 3anncbiBaTb
1 BHOCUTb B XXYpHasbl U KapTOTekn MHpopMaLnto, NpeaycMOTPEHHYI0 TpeboBaHUsAMMN AeCTBYIOLWNX HOpMa-
TUBHbIX JOKYMEHTOB (hefiepasibHOro opraHa rocyapCcTBeHHol BNacTu, OTBETCTBEHHOIO 3a NONTUKY B 061ac-
TW 3[paBOOXPAHEHNs, a TakKkKe BHYTPEHHUX HOPMAaTUBHbLIX [OKYMEHTOB OpraHu3auuv B OTHOLUEHMWK
naeHTumnKaLmn:

- JOHOPOB;

- KPOBU 1 €€ KOMMOHEHTOB:

- nepcoHana,;

- 06pas3u0B KPOBY;

- pacxofHblx MaTepuasnos;

- MECTOHaxoXJeHUs NPOoAYKTOB UM MaTepnasos.

Bce ngeHTurkaumoHHble 3anucu JoMKHbl XpaHUTbCSA 1 ynpaBnaTbCa BCOOTBETCTBUM € 5.8 HacTosALWwero
cTaHfjapTa.

Bepenne n noagepxaHue 3anuceli B paboyemM COCTOSHUM [O/KHbI o6ecneunTb UaeHTUdUKaumio B
cnyuae:

- U3bATUSA NPOAYKLMUK,

- paccnepnoBaHus peakunii  0CNOXHEHWNIA;

- NpU OLLEHKE NOTEHLMANIbHOTO B/IMAHUA HEYA0B/1eTBOPUTESbHbLIX Pe3y/ibTaToB KasimbpoBKu UK nosep-
Kn 060opyAoBaHnsa Ha Te NPOoAYKTbl Uan/pe3ynbTaThl, KOTOPbIe GbIIN N3rOTOBEHbI UIN NOYYEHbl Ha faHHOM
060pyA0BaHMMN CO BPEMEHM NOC/IeAHEN NONOXUTENBHOW KasIMBPOBKM UN NMOBEPKN U T.A.

7.10 XpaHeHne nTpaHcnopTupoBaHmne

OpraHu3auusa Ao/mkHa o6ecneynTb COOTBETCTBME KPOBM 1 €€ KOMNOHEHTOB YCTaHOB/IEHHbIM TPe60oBaHm-
AIM B npouecce nx nepepaboTku, XpaHEeHUs1 U TPAHCNOPTUPOBAaHNS K MECTY Ha3HauYeHus.

Ha Bcex aTanax xpaHeHusi ¥ TPaHCNOPTUPOBaHWSA KPOBU 1 ee KOMNOHEHTOB HE06X0AUMO 06ecneynTb:

- nAeHTMdMLMKaLMIO NPOAYKTOB:

- YCNOBUA XpaHeHUs;

- pasfenbHoe XpaHeHue NpoAyKUuUW Mo cTaTycy KOHTPO/iA, BUAaM NpoAykTos, rpynnam kposu ABO u
pesyc-cakTopy RhD;

- 3alUKUTY OT NOBPEXAEHNS,;

- NOMeLIMBaHne TPOM6OLNTOB;

- KOHTPO/Ib YC/I0BWIA BHELLHEN cpefbl:

- perucTpauuio faHHbIx HabnaeHns.

TemnepaTypa XpaHeHUs KPOBU Mee KOMMOHEHTOB onpeaenseTcsa yca0BMAMM, He06Xxo4MMbIMK 418 o6ec-
neyeHns XXNM3HecnocobHOCTH, N NoapasfenseTca Ha Tpy nHTepeana:

-0T20°Cpoo24X:

-0T12°Cpo6°C;

- Npu Temneparype He Bbile MuHyc 25 °C.

TpaHcrnopTUpoBaHe KPOBU 1 ee KOMIMOHEHTOB [O/IXHO OCYLLECTB/IATLCA B TEPMOU3ONALNOHHBLIX KOH-
TeliHepax c co61104eHNEM CaHUTaPHO-TUTMEHNYECKNX TPeboBaHNiA..

Heob6xoAumo pervctpuposaTb B COOTBETCTBYIOLMX YUYETHO-pEerncTpaumoHHbiX hopmax crnegyrouive
napameTpbl XpaHeHUs ¥ TPaHCMOPTUPOBaHUSA:

- Temneparypy;

- YpOBEHb 3anacoB NPoAYKTOB A/151 KIMHUYECKOTO UCMO/Ib30BaHUS;

- OTnpaBs/ieHHbIe NPOAYKTbI U peasibHO MOJTyYEHHbIE;

- BpeMS OTNPaBKu 1 NOSTyYEHUS:

- NOANUCK OTBETCTBEHHbIX UL,

7.11 KapaHTuH. Bbinyck rotoBoi npoaykuun. Beligaya. [loctaBka

7.11.1 KapaHTuH

B opraHu3auumn fomkeH 6bITb onpegeneH NopsaoK pasMeLLeHna Ha KapaHTuH:

- Heo6ceJOBaHHO KPOBM U ee KOMMOHEHTOB A0 NOJlyYeHUs pe3ynbTaTtoB 06cnefoBaHns 06pasLoB
[LOHOPCKOW KPOBMU;
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- 06cneoBaHHOl CBEXEe3aMOPOXEHHOM Nna3mbl O NONyYeHUs pe3ynbTaToB NOBTOPHOro ob6cnenosa-
HUS [OHOPA Ha HaNnyMe MapkepoB MHMEKLMIA, nepesaloLLnXcs Yepes KPOoBb;
- pacxogHblx maTtepuanoB {KOHTeliHepoB AN cbopa KPoBWU, peareHToB, Ae3VH(ULUPYIOLWMX CPeacTB
1 Ap.) 40 NONyYeHNs pe3yibTaToB BXOAHOIO KOHTPOS.
KpoBb 1 ee KOMMOHEHTLI, & TaKkKe Matepuasibl, UMeIoLNe CTaTyC «Ha KapaHTUHE», fO/MKHbI XPaHUTLCA
OTA,eNbHO OT NPOAYKLMN, Pa3peLLeHHO K NCNO/b30BaHUIo.
7.11.2 BbINycK roTOBOM NpoAyKumun
7.11.2.1 O6uwwme nonoxeHns
[ns npepoTepalleHns Bbinycka npoayKuny {KpoBM 1 ee KOMNOHEHTOB), HE COOTBETCTBYIOLLEN yCTaHOB-
NeHHbIM TpeboBaHUAM, B OpraHusanmn B agMUHUCTPATUBHOM MOPSAAKE AO/KHBI ObITb HA3HAYEHbl OTBETCTBEH-
Hble Mua, MMetoLL e NOIHOMOUYNA Ha USMEHEHWe cTaTyca KOHTPOSA 1 BbiMyCK FOTOBO NPOAYKLMN.
PeLueHre 0 rofHOCTU Kaxaoi e AUHULBI MPOAYKLMN MOXKET ObITb MPUHATO TOJILKO MOC/E NPOBEPKM:
- UAeHTUUKaLMn NpoayKLmu;
- pe3ynbTaTtoB nccnenoBaHns 06pasL0oB OHOPCKON KPOBY;
- BHELUHEero Buja 1 LLe/IoCTHOCTU YNaKOBKU;
- perncTpaunoHHbIX aHHbIX 06 YCNOBUAX XPaHEHUA NPOAYKLNN.
MapkupoBKa roToBol NPOAYKLNM MOXET OCYLLLECTBNATLCA TO/IKO NOC/IE TOrO, KaK KPOBb 1 €€ KOMMOHEH-
Thbl MPOLLUN BCe CTaAnn nepepaboTku 1 nccnefoBaHns B COOTBETCTBUN C YCTAHOB/IEHHbIMY TpeboBaHMAMMN.
N3meHeHne cTaTyca KOHTPONA AO/MKHO OblTh 3aperncTpupoBaHo B yCTAHOB/IEHHON perncTpaunoHHol
dopme, rotToBas NpoAyKLUA nepefaHa Ha cknag roToBoi NpoAyKLun.
CuncTemMa KayecTBa He [O/MKHa AoMYyCKaTb BbiMyCKa 1 NOCTaBKW B 1e4e6HO-NpothnnakTnyeckne yupexae-
HUS NPOAYKLMMW, HENPUTOAHOW AN1A KNIMHNYECKOTO UCMOb30BaHNS.
7.11.2.2 [lokymeHTaumsa
Heobxoavnmo paspaboTaTb U BHegpuTb COlN Ha BbiNyCK rOTOBOI NPOAYKLUN.
Mpw BbINyCKE NpoAYKL MM HEOOXOANMO BECTU 3anuCK:
- M0 y4yeTy NpoAyKTOB;
- 0 NepeMeLLeHNn NPOAYKTOB:
- 0 BbISIB/IEHHbIX HECOOTBETCTBUSAX.
Mpwv BeAeHWM 3anncein HeO6X0AMMO yKka3blBaTb AaTy M BPEMS BbIMyCKa NPOAYKLMN 1 NPOBEPATL NOANNCH
YNOTHOMOYEHHbIX nL,
7.11.3 Bblgaya KOMNOHEHTOB KPOBU
7.11.3.1 O6wme NonoxeHns
MopAafok 3akasa KpoBwW, BKIOYas CTaHAapTHYIO hopMy 3akasa, fo/mKeH 6bITb CorfiacoBaH C sieqyebHbIM
yupexaeHvem, Kak npefyCMOTPEHO B 7.2 HACTOSALLEro ctaHaapTa.
KOMNOHEHTbI KPOBM AO/MKHbI OTNYCKATLCS HA OCHOBE 3asiBKW, NOANUCAHHON TMLLOM, OTBETCTBEHHbIM 3a
TpaHcdysuio.
3aka3 MoXeT 6bITb NPUHAT TO/IbKO OT MEAULMHCKOro paboTHMKA, YNOSTHOMOYEHHOIO /1Ie4ebHbIM yupex-
[eHVeM Ha MoslydyeHMe KOMMOHEHTOB KpoBW. MNpu npueme 3asaBku crefyeT uieHTuduumposaTb IMYHOCTb
npeAbABUTENS U NPOBEPUTb MPaBU/IbHOCTb OhopMAeHNsA 3asaBkn. HenpaBuibHO OOPM/IEHHYIO 3asiBKY
(oTcyTCTBME HEOOXOAUMBIX NOANUCEN, AaHHbIX U T.M.) cnefyeT BO3BpPaTUThL B ledebHoe yupexaeHue ans
nepeocopmieHus.
Mpoaykumns, nveroLlan cratyc «paspelleHHas Ansa Bblgadun», AO/KHA ObITb pasmelleHa B 0TAe/bHO
3alULLLEeHHON 30He (0TAeNa Bblgaun, akcneanuum).
Mpw Bblgaye NpoAyKLuun Heob6xoanMo;
a) uaeHTuuuMpoBaTh KOHTEHEpP C NPOAYKTOM KPOBW:
6) npoBepuThb.
- cTaTyc «paspelueHa gns Bblgaun» (pekomeHgyeTcs, 4Tobbl aTa Nposepka bbl1a aBTOMaTU3MpoBaHa
YCTPOWCTBAMM CUNTLIBAHNSA);
- LLeNIOCTHOCTb YNakoBKW N BHELLHWI BUA NPOAYyKTa:
- 3TUKeTKy (ochopmneHune Hagnuceli AO/MKHO COOTBETCTBOBATbL TPE60BAHNAM, YCTAHOB/IEHHbIM B 7.9
HacToslLero cTaHaapTa);
- CPOK rogHoCTH.
BbligaHHasa npoAyKuus Ao/MKHA 6bITb yuTeHa.
7.11.3.2 [okymeHTauus
Mo ycMOTpeHu1Io opraHm3anmm MoryT 6bITh paspaboTaHbl:
- COMN Ha ohopmeHne 3aka3a Ha NPoAYKLMIo;
- COIN Ha BblAavy roToBOV NPOAYKLMM NO 3akasy, BKYasa NopsfoK 4eiCTBUIA B C/lyHae HeCOOTBETCTBY-
oLero ohopmaeHns 3aKasa Ha KpoBb.
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Mpw BbIJAYE KOMNOHEHTOB KPOBM HEOBXOAMMO BECTU 3aMnCK:

- 0 NpueMe 1 BO3BpaTe 3aBOK;

- 0 Bbljaye roTOBOIN NPOAYKLUN.

Mpn BefgeHnn 3anncein He06Xo4MMO yKka3blBaTb AaTy BblAaun v NPOBEPSATb NOANNCK YNOTHOMOYEHHbIX
nuy, (opraHmsauuy cnyx6bl Kposu, JINY. TpaHCNOPTHO opraHusaunm).

7.11.4 [JocTtaBka

[locTaBka MOXeT OCyLLeCTBAATLCA OpraHm3auven, nverowen MeguuUUHCKY IMLEH3NI0 Ha paboTy no
«TpaHcnopTupoBaHuio». CuctemMa [OCTaBKM [O/HKHA obecneunmBaTb COXPAHHOCTb  MPoAyKUMM npu
TpaHcnopTMpoBaHun.

7.12 KOHTpoOnb. I3mepeHus. YnydllieHnsa

7.12.1 O6Lwme nosoxeHus

OpraHu3aumsa fo/HkHa NPOBOANTL KOHTPOIb, MOHUTOPWHT, U3MEPEHUS, aHaN3 1 YNy4LleHns, Heob6xoam-
Mble 47159 NOATBEPXAEHNSA COOTBETCTBUSA KPOBU 1 €€ KOMMNOHEHTOB YCTAHOB/IEHHBIM TPe60BaHUAM 1 MOCTOSAH-
HOrO NOBbILLEHNS Pe3ybTaTUBHOCTU CUCTEMbI MEHEDKMEHTAa KayecTBa.

Pe3synbTaTtbl 4O/MKHbI 6bITb OOPMIEHBI JOKYMEHTabHO.

7.12.2 BHyTpeHHWe ayauTbl (MPOBEPKN)

7.12.2.1 OO6uwMe NonoxeHus

AyauT ABNSETCSA OCHOBHbIM ABUrateniem npouecca noCTOAHHOMO YIYULEHN Y F1aBHbIM MHCTPYMEHTOM
NS NPOBEPKN COCTOSIHUA KavyecTBa B opraHusauuu.

Llenamu ayguta ssnsatoTcs.

- NpoOBEpPKa CMCTEMbI KaYeCTBa Ha COOTBETCTBME YCTAHOB/IEHHbIM TPe60BaHNAM;

- onpepeneHve ob6nacTeil BO3MOXHOIO Y/TyHLIEHUS CUCTEMbI KAYeCcTBa;

- NpoBepKa v oL eHka AP MEKTVUBHOCTN KOPPEKTUPYHOLLUX MEPONPUATHIA.

HopmaTvBHOI OCHOBOI ayAMTOB ABMATCS CTaHAAPTLI HA CUCTEMY KayecTBa M COOTBETCTBYIOLLAS HOp-
MaTUBHas [OKYMeHTauusa opraHusauum ciyxobl KpoBu:

- 3aKoHbl Poccuiickoii ®egepauny;

- HauMoHasbHble cTaHaapTbl:

- TeXHUYeCKue perfameHTbl;

- MpuKasbl U UHCTPYKL UK,

- paboyasn pgokymeHtauma (COMMbl, METOAUKN BbINOSIHEHUSA aHa/IM30B, WHCTPYKLMKU NO 3KChayaTaumm
060pyf0BaHNA, MHCTPYKL UK NO TEXHUKE 6€30NacHOCTU) U T.4.

BHyTpeHHVe ayanTbl (MpOBEPKUN) AOKHBI NPOBOAUTLCS B COOTBETCTBMM C OKYMEHTaIbHO 0hOPMIEH-
HO 1 yTBEPXAEHHOW NpoLeAypoii, koTopas BKIYaeT B cebs:

- NNaHMpoBaHue ayaunTos;

- paspaboTky nnaHa ayanTos (MPOBEPOK);

- MOAroTOBKY paboyeli fOKyMeHTauun (B T. 4. ONMPOCHbIX INCTOBY);

- NMOpAAOK NPOBEAEHNA NPOBEPOK B OpraHnsaLunu;

- OTYETHOCTb MO pe3ynbTaTam NPOBEpPOK;

- opraHunsauuo MeponpuATUA NO NPOBEAEHNI0 KOPPEKTUPYIOLWNX [eACTBUIA U KOHTPO/Tb UX BbINOSTHEHUS;

- MOPAA0K NOATOTOBKM M 06yYeHNSA BHYTPEHHUX ayAUTOPOB;

- OLLEHKY WX 3HaHWIA 1 KBanndukaLmn.

BHyTpeHHne ayauTbl HEO6XO0AMMO NPOBOAWTL Ha PEryNSPHON OCHOBE C yY4eTOM pe3ynbTaToB npeablay-
LUMX ayanTOB.

AyauUTOPbI AO/MKHBI UMETb CneLunasnbHyo NOAroTOBKY N0 ayAnTy CUCTEM KayecTBa B Takux 061acTsX, Kak:

- 3HaHVWe ¥ NMoHUMaHue CTaHAapToB, Ha COOTBETCTBUE KOTOPbLIM MOXET NMPOBOAUTLCA ayAuT CUCTEMbI
KayecTBa:

- MeTo/bl cbopa CBUAETENLCTB, UX OLEHKN 1 COCTaBNeHNs oTyeTa:

- AONOJIHWUTE bHbIE HaBbIKW, TakMe Kak nnaHupoBaHue, opraHusauus, obleHne, cnocobHOCTb ACHO U
CBO6GOAHO hOPMYNMPOBaTb KOHLENLUN.

MpoBepsieMoe nogpasfesieHne crefyeT 3apaHee yBeJOMUTb O Lie/IAX U Cpokax ayanta. AyanTop He A0/1-
XXEH NMpoBepATb CBOI COGCTBEHHYIO paboTy.

7.12.2.2 OTBETCTBEHHOCTb U pecypchl

[na pe3ynbTaTBHOrO BbIMO/IHEHWSA BHYTPEHHETO aynTa B KOHKPETHbIE CPOKM PYKOBOZCTBO OpraHusa-
LM JO/DKHO NpefocTaBuTb COOTBETCTBYOLMM MLL@M NOTHOMOYMSA U BblAEeUTb HEO6X04UMbIE PECYPCbI.

7.12.2.3 TnaHnpoBaHne BHYTPEHHEro ayauta

Mporpamma BHyTPeHHUX NPOBEPOKA0/MKHA pa3pabaTbiBaTbCA COTPYAHUKOM, OTBETCTBEHHbIM 3@ KaYecT-
BO. U YTBEPXAATbCA PYKOBOAUTENEM OpraHn3aLum.
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Mpouecchbl cMcTeMbl MEHEKMEHTa KauecTBa v KaxJoe nojgpasfiesieHne opraHusauum ciegyet npose-
pATb. NO KpaiiHei Mepe, OAVH pas B rof UAv vatle, B 3aBUCUMOCTY OT MX 3HAYMMOCTU 1 He61aronpUATHOrO BAK-
AHWA Ha kayecTBO (06cnefoBaHve KPOBU, ITUKETUPOBAaHWE, BbIMYCK N3 KapaHTVHA KPOBU 1 €e KOMMOHEHTOB;
CaHUTaPHO-3MNMAEMUONOTNYECKU PEXIUM U T.N.).

7.12.2.4 TlpoBefeHVe BHYTPEHHEro ayanta

naBHbIMK 3aa4yamMyi BHyTPEHHEro ayauTa ABnsaTCA:

- NOATBEPXAEHNE HAMMYMA U AOCTYNHOCTU BCEX AOKYMEHTOB CUCTEMbI KayecTBa, 0b6s3aTenbHbIX A1
BbIMO/IHEHWA B NPOBEPSAEMOM NogpasaeneHnn v Ha nposepseMom o6bekTe: COMNoB. MeTOAMK BbINONHEHNSA
aHann3o0B, PYKOBOACTB, rpadiuKoB TEXOOCIYXMBAHNUA U KaNMGPOBKMA WM NOBEPKN 060PYAOBaHNUS W APYIrMX
CTaHAAapTOB N HEOOXOANMbIX 3anuceil;

- NOATBEPXAEHNe COOTBETCTBUA AeATeNIbHOCTU NnoApasfeneHnin n nx pesynbTaToB YyCTaHOB/IEHHbIM
TpeboBaHAaM 1 3annaHpoBaHHbIM MEPONPUATUAM;

- NoATBEPXAEHNEe COOTBETCTBMA 3HAHWIA N YMEHWIT COTPYAHMKOB noapasfeneHns yCTaHOB/IEHHbIM Tpe-
60BaHNAM B 06/1aCTU kKayecTsa.

B xofe BHYTpeHHero ayauTa B NpoBepsieMbIX nogpasfesneHnax Heo6xoanumo nosyunTb 06 bEKTUBHYIO 1
[OCTOBEPHYI0 MH(DOPMALLMIO, HAOCHOBE KOTOPOW O/MKHbI ObITh CAeNaHbl 060CHOBaHHbIE BbIBO/bl O COCTOSHAN
[eATeNbHOCTU MO CUCTEMEe KavecTBa. [laHHble MOXHO MOJly4yuTb MyTeM Onpoca COTPYAHUKOB, 3KCMepTU3bl
[OKYMEHTOB, aHann3a pe3ynbTaToB NpeablAyLmX NpoBEPOK U MeponpuATUA N0 YCTPAHEHNIO HELO0CTaTKOB.
Bce HabngeHnsa N HeCOOTBETCTBYSA, BbISIBNIEHHbIE B XOA€ NPOBEPKM, cnefyeT AOKYMEHTMPOBaTb.

OpraHusauun cnegyeTt onpefenuTb Heo6XxoAMMble BWAbl 3anuceil ANs NNaHUPOBaHWA, NPOBeAEHUs
BHYTPEHHUX ayMTOB, BEEHNA OTYETHOCTW M NMPOBEPKN KOPPEKTUPYIOLLMX AENCTBUIA. YNpaBneHue 3anmcamm
OCYLL,eCTB/IAT B COOTBETCTBMMN C YCTAHOB/IEHHONM NpoLEeaypOiA.

7.13 MOHUTOPWHTI U U3MepPeHNe NpoLeccoB

OpraHu3auns 4o/HKHA NPOBOAUTL MOHUTOPUHT 1 U3MEPEHVE NPOLLECCOB NPOU3BOACTBA, a Takke ApYruX
NpoLLEeccoB CUCTEMbI MEHEI)KMEHTA kayecTBa (3aKkynku, 06yyeHne, B3aumogencTeue ¢ nevebHbIMn yupexae-
HUAMW U T.N.) 4N SOCTKEHNS 3an1aHVpOBaHHbIX Pe3y/ibTaToB.

KOHTpO/b, NPOBEPKM U U3MEPEHNS cnedyeT NPOBOAUTL HA KPUTUYECKUX CTaAMaX npoLecca Nnpon3Bog-
CTBa U UCMNOIb30BAHUA KPOBU.

[lns npoBeAeHUss KOHTPOA U U3MEPEHMUI NPOLLECCOB criefyeT YCTaHOBUTb KPUTUYECKNE KOHTPO/IbHbIE
TOYKM N METO/ bl KOHTPOSIA.

KOHTpONb NPOM3BOACTBEHHbIX MPOLLECCOB BK/OYaET B Ce65 NpoBepKy:

- TEXHO/IOTMYECKNX NapameTpoB:

- COCTOSIHNA NPOU3BOCTBEHHO Cpefpbl;

- UHXXEHEepHbIX UHAPAaCTPYKTYp;

- COCTOSIHUSA U TEXHNYECKOro 06CnyXnBaHua 060pyaoBaHus.

- nepcoHana.

7.13.1 MOHUTOPUHT XpaHeHUs

CucTtema HabnaeHns Npy XxpaHeHun (KpoBu, KOMMNOHEHTOB KPOBM, 06pa3L 0B, peareHToB, KOHTEHepPOB
Ans c6opa KpoBY U T.N.) fO/MKHA BKIOYaTh B cebs:

- CpeAcTBa U3MepeHns TemnepaTypsl;

- CUCTeMYy perucTpauun TemnepaTypsl (BK1tovas nepmogmyHoCTb 3aMepoB);

- CUCTEeMY OMOBELLEHNs, yCTaHOB/IEHHYI0 Ha BCeEM 060pyAOBaHuUW, KOTopas A0/KHa nojaBaTb CUrHas
TPEBOry NPU HapyLLEeHUN TeMnepaTypHOro pexvmMa.

PekomeHayeTcs (0CO6eHHO NPV YCI0BMM KapaHTUHU3ALMN NNa3Mbl) YCTAHOBUTL €AVHbIN NY/bT KOMMbIO-
TEPHOro KOHTPOSA.

7.13.2 MOHUTOPWHT TPaHCNoOpPTNPOBaHUA

Heobxoavnmo BecTu HabnwaeHve:

- 3a TemnepaTypoii B Hayane, B NpoLecce TPAHCNOPTVPOBAHUSA M N0 NPUGLITAN B KOHEYHbIN NYHKT;

- 38 NPOAO/IKUTENLHOCTLIO TPAHCMOPTUPOBAHUA U3 MYHKTA BblAauy B MYHKT HA3HAYeHUs;

- 3a LLeNIOCTHOCTbI0 YNakoBKM Mo NPUBbLITUN.

HabniogeHne 3a Temnepartypoli U BpeMeHemM TpaHCMOPTMPOBAHUS PEKOMeHAyeTCs OCYLLecTBASATb
nocpefCcTBOM CreunanbHO yCTaHOB/IEHHbIX AaTUYMKOB U NPUGOPOB.

7.14 YnpaBneHue nsmepuTtesibHbIM 060pyA0BaHNEM

7.14.1 O6Lwme nosoxeHus

Mpy npon3BOACTBE M KOHTPOJSIE KayecTBa KPOBM W €e KOMMOHEHTOB WUCMOJb3yeTCcs M3MepuUTenbHoe
o060pyaoBaHve (CpefcTBa M3MepeHUin, NporpaMMHble CPeACcTBa, 3TaNoHbl, CTaHAapTHbIe 06pasLbl, BCnomora-
TeNbHaa annapaTypa unn nx KombuHauus, HeobxoAnMble AN BbINONHEHNA NpoLecca nsmMepenns). Ansa obec-
neyeHs YBEPEHHOCTW B MOMYYEHUN OO6BLEKTUBHBIX, [OCTOBEPHbIX PE3Yy/bTaTOB M3MepeHuii (pe3ynbTaToB
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TECTOB), UCMOMb3YyEMbIX B LIeNIIX 3aLUUThI XXU3HW U 3[,0POBbS [JOHOPOB U PELUNMEHTOB, Heobxoaumo obecne-
YNTb COOTBETCTBUE 3MEpUTENIbHOr0 060pyL0BaHNA TpeboBaHWAM, YCTAHOB/IEHHbIM 3aKOHOAATE/NIbCTBOM
Poccuiickoin ®egepauun o6 obecneveHny egnHcTea usmMepeHuii [1] n 3akoHogatenscTBoM Poccuiickoii Pepe-
paLum 0 TEXHUYECKOM peryiMpoBaHum.

N3mepeHus, BAvsaioLLme Ha KauecTBO NPOU3BOAMMON 13 KPOBY NMPOAYKLMK, @ Takke Ha 340poBbe AoHopa
1 peumnveHTa, A0/HKHbI NPOBOAUTLCA C NPUMEHEHNEM CPefCTB U3MepeHunii (M3MepuTenNbHOro 06opyAoBaHns)
YTBEPXAEHHOIO TVNA, NPoLeLmnX NoBepky. Pe3ynbTaTbl M3MepeHuid foKHbI GblTh BblpaXeHbl B e 4MHULAX
BE/INYMH, AONYLLEHHbIX K NpUMeHeHuto B Poccuiickoil ®epepavuu.

7.14.2 YnpaBneHne nameputenibHbIM 060pyAoBaHueEM

[ns ynpaBneHns nameputenbHbiM 060pyA0BaHNEM OpraHu3auun cnegyer:

- Ha3HaunTb (NPVKa3oM) OTBETCTBEHHOrO 3a COCTOSIHME MEeTposiorMyeckoro obecnevyeHns (pykoBoau-
Tenb nogpasfenexHus, rae umeeTcs n3mMmeputenbHoe 060pyoBaHve, Takke HeceT 0TBETCTBEHHOCTb 3a COCTO-
AHWE U MPUMEHEHNE N3MepUTeNbHOIo 060pY0BaHNA 1 €r0 CBOEBPEMEHHYIO NOBEPKY);

- onpeAennTb, KakuMun cpeAcTBaMun [OMKHbI ObITb NPOBEAEHbI N3MepeHus, Tpebyemble fuanasoH 1 Tou-
HOCTb M3MepeHWii;

- pa3paboTtaTb U. NPy HEO6X0AUMOCTU, aTTECTOBATL METOAMKN (METOAbI) N3MEPEHWUIA;

- COCTaBUTb NepeyeHb NPUMEHAEMbIX CPeACTB U3MEPEeHWiA, a Takke rpadnk NnoBepkn cpeAcTs nsMepe-
HWi1 (cornacoBatb B YCTAHOB/IEHHOM MOPSALKE);

- 0603HaYUTL cTaTyCc 060pYy0BaHNSA BOTHOLLIEHMW NOBOPKM (C MOMOLLbIO MApPKMPOBKU, 3TUKETKN, YTBEPX-
[EeHHO 3anucu uan Apyrum MeToAoM);

- 3aK/1I04NTb AOTOBOP Ha perynspHoe TexHnyeckoe/CepBUCHOE 06CNYyXMBaHNE CPeACcTB N3MEPEHWUit ¢
IOPUANYECKUMU NALAMU UIN UHAMBUAYANbHBIMU NPeANpUHUMATENSMU, UMEKLUMMU NINLEH3NI0 HA PEMOHT
CpeAcTB U3MepeHWii;

- 3aK/1104UTb 4OrOBOP Ha BbIMNOIHEHVE NOBEPOYHbIX PA60T C OPUANYECKUMY NMLAMY UM UHAWBULYa N b-
HbIMV NpeanpuHMMaTensMu, akKpeAnToBaHHbIMY B YCTAHOB/IEHHOM nopsake B 0651acTn obecneyeHns eavH-
cTBa U3MEpPEHWIA;

- noggepraTb 060pyAOBaHNeE NOBEPKE:

1) nepBuMyYHOI (40 BBOAA B 3KCNyaTaLMio, a Takke Nocsie peMoHTa).

2) nepuoguyeckoi (B npouecce akcnayaTayum);

3) BHeouepeAHON [Npu noBpexaeHny 3Haka NoBepKW, B C/iyYae yTpaTbl CBUMAETENLCTBA O NOBEpPKe, B
cryyae BBOJA B 3KCMyaTaLuunio CpefcTs U3MepeHunii nocne 4anTenbHOro xpaHeHus (6onee of4HOro Mexmnose-
POYHOro MHTEpBasna), U3BECTHOM UK NpesnonaraeMom yAapHOM BO3EeNCTBUM Ha CPeACTBO N3MEPEHW nnn
Heya0B/IeTBOPUTENLHOW paboTe npubopal.

Pe3ynbTaTbl NOBEPKY CPEACTB U3MEPEHWIA Y L0CTOBEPSAIOTCA 3HAKOM NOBEPKM 1 (U/1M) CBUAETENBCTBOM O
nosepke. KOHCTPYKLMS cpescTBa N3MepPEHUii o/mkHa o6ecneynBaTb BO3MOXHOCTb HAHECEHNSA 3Haka NoBepKM
B MecTe, AOCTYNHOM ANA NnpocMoTpa. Ecim 0co6eHHOCTU KOHCTPYKLUW UK YCNOBUSA aKCcnayaTaummn cpescrea
N3MepeHunii He NO3BOJIAIOT HAHECTU 3HaK NOBEPKM HEMOCPEACTBEHHO Ha CPEACTBO U3MEPEHUNIA, OH HAHOCUTCA
Ha CBUAETENLCTBO O MOBEPKE.

MonyyeHHble pe3ynbTaTbl NOBEPKU, TEXOBCNYXUBAHNA AO/KHbI GbiTb JOKYMEHTaNIbHO 0ChOPMIEHBI U
cogepxarbcs B nopskKe.

Ecnu npu n3amepeHnax npUMeHsItoT KOMNbOTEPHbIE NPOrpamMMHbIe CPEACTBA, TO B COCTaB 06A3aTe IbHbIX
TpeboBaHuii K cpeAcTBaM U3MEPEHWIA BKTIOYAOTCA Takke TpeboBaHWA K TporpaMmmMmHOMYy obecrneyeHuto.

KoHCTpyKunein nameputenbHOro o60pyAoBaHus A0/MKHO O6bITb 06ecnevyeHo orpaHuyeHne goctyna K
onpenesieHHbIM YacTAM CpeACcTB U3MepeHuit (BkItoYas nporpaMMHoe obecneydeHne) B Lenax npefoTepate-
HMA HeCaHKLMOHUPOBAHHbIX HACTPOWKN 1 BMeLLaTe1bCTBa, KOTOPbIe MOTYT MPUBECTM K UCKAXXEHUAM pe3y bTa-
TOB U3MEPEHWIA.

7.14.3 [eiicTBUA Npy HEYAOBETBOPUTENIbHbIX pe3y/ibTaTax NoOBEpPKU

B cnyyae Hey0BNETBOPUTEbHLIX Pe3ybTaToB NOBEPKM CNeayeT:

- MPU3HaTb CPeACTBO U3MEPEHNI i HENPUTOAHbIM KMPUMEHEHWMIO. U HAHECTUHA HEro 3HaK HeNPUrogHOCTH,

- aHHynpoBaTb «CBUAETENbCTBO O NOBEPKEY;

- BbINUCaTb «/I3BeLeHNe O HENPUroAHOCTN»;

- BHECTV COOTBETCTBYIOLLYIO 3aNUCh B TEXHUYECKYIO OKYMEHTALMIO, MPU 3TOM OTBETCTBEHHbI 32 METPO-
nornvyeckoe obecneyeHune ob6s3aH BbIBECTN 060PYyAOBaHNE U3 IKCNIyaTaLMm, a Takke NPUHATL KOPPEKTUPYIO-
e f[encTBns B OTHOLEHUW NPOAYKTOB (pes3yfnbTartoB), KOTOpble OblAM WU3roTOBAEHbI (MOAYy4YeHbl),
uccnefoBaHbl UM TECTUPOBaHbI HA AaHHOM 060pYA0BaHNM CO BpEMEHW NOCeHel NONOXUTEbHOW NOBEPKU.
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7.14.4 KoppekTupyoLime aelicTBus

OpraHu3auusa gomkHa paspaboTaTtb NOMTUKY U NpoLeAypY MoNpesenuTb COOTBETCTBYIOLNE NOSTHOMO-
4ns Ha NPUHATME KOPPEKTUPYIOLLMX AECTBUIA B C/ly4asx, €CNu BbiSB/IEHbl HECOOTBETCTBYOWAA paboTa um
OTCTYN/IeHUS OT Npoueayp, NPeAyCMOTPEHHbIX CUCTEMON MEHEeXKMEHTA UM TEXHUYECKUMW OnepaLmsamu.

B cnyvae Heo6XxoAMMOCTY NPOBEAEHUS KOPPEKTUPYIOLWMX AECTBUIA OpraHn3auuns gomkHa BbibpaTtb v
NpVHATb AelicTBue(s), Hambonee nogxoasuwee(ne) Aas ycTpaHeHUss npobnembl 1 npegoTBpalleHns ee (Mx)
NOBTOPEHNS.

KoppekTupyiowue paeidcTena [O/MKHbI ONTMMasbHO COOTBETCTBOBATb MacwTaby M 0onacHocTu
npo6nemsl.

OpraHu3aums fomKHa 3a40KyMEeHTMPOoBaTh 1 peann3oBaTth Bce TpebyeMble USMEHEHNS, NCX04A U3 aHa-
nn3a KOPPEKTUPYHOLLMX AEeACTBUIA.

7.15 MOHUTOPUHT U KOHTPOJIb NPOAYKLUN

OpraHunsaumsa fomKHa OCyLLecTBAATb BXOAHOW KOHTPOb, KOHTPO/b B NpoLiecce Npon3BOACTBa, BblI6O-
POYHbIA KOHTPOJIb M KOHTPO/Ib KayecTBa roTOBOW NPOAYKL MK,

7.15.1 BXOAHOI KOHTPO/1b

BxofHOIi KOHTPOb ABNAETCA HEOTHEMIEMOI YaCTbIO NpoLLecca N3roToBEHNSI KOMNOHEHTOB KPOBW, €ro
NPoOBOAAT AN NpeAoTBpaLLEHNSA UCNOb30BaHUSA B NPOU3BOACTBE NMPOAYKTOB U MaTepManos, He OTBEYaKoLL X
yCTaHOB/IEHHbIM TPe60BaHUSAM.

MepeyeHb pacxofHbiXx MaTepuanos, NoA/exalinx BXo4HOMY KOHTPOJI0, yCTaHaBANBAIOT C YHETOM UX
B/IMSIHWSA Ha Ka4eCTBO rOTOBOrO NpoAykTa. [NokasaTenun n Kputepun KayecTsa ycTaHaBNBalOT HA OCHOBE Tpe-
60BaHNii HOPMAaTVBHbIX JOKYMEHTOB.

BXxofHOMY KOHTPOJIHO NoA/iexar:

- 3aKynaemble maTepuasibl (KOHTeliHepbl AN cbopa KpoBW, peareHTbl, TeCT-CUCTEMBI, Ae3NHDULUPYIO-
e cpeAcTBa ngpyrve):

- 06pasLbl JOHOPCKOW KPOBU (MPU NpYeMKe B labopaToputo);

- eAVHULLbI SOHOPCKOW KPOBU (MpY NpremMke Ha nepepaboTky, B OTAEN Bblgaun NpoayKLum).

7.15.2 KoHTpOJib BMpoLecce Npon3BoacTBa

KoHTponio B npouecce Nnpov3BoACTBa NOANexar:

- pacxofHble mMaTepuasnbl (KOHTeliHepbl A5 cbopa KPOBW, peareHTbl, TECT-CUCTEMBI, Ae3UHDULNPYIo-
e cpeacTBa, MHCTPYMEHTBI, MATKMe MaTepuans nap.);

- 06BbEKTbI BHELLUHE cpeabl (Pykn MeANLMHCKOro NnepcoHana, koxa N0KTeBoro crnbéa goHopa, npobbl BO3-
Ayxa. NOBEPXHOCTN CTO/I0B, CTEH, NOTO/IKOB, 060pyAOBaHNS U T.M.).

7.15.3 KoHTponb roToBOI NpoayKumn

7.15.3.1 O6uwme nNonoxeHns

OpraHu3aums AO/HKHA OCYLLEeCTBATb KOHTPO/Ib KayecTBa roToBOM NPOAYKUMM Ha COOTBETCTBUE yCcTa-
HOBMIEHHbIM TpeboBaHNAM.

KoHTponb KauecTBa KOMMOHEHTOB KPOBU CriefyeT NPOBOANTL BbIGOPOYHO N0 3apaHeo pa3paboTaHHOMY
nnaHy, KOTOPbI BKNOYaeT B cebs:

- 4acToTy NPOBEAEHUS MPOBEPOK;

- cnocobbl oT60pa nNpoo;

- 06beM BbIGOPOK.

Mnax cnegyeT pa3pabartbiBaTtb C yHeTOM PUCKOB NEPEKPECTHOro 3arpsisHeHns (NpoAyKTos, 06pasLioB
npu MCNosib30BaHNN HECOBEPLUEHHBIX METOA0B 0T60pa NPob), a TakkKe PUCKOB, BO3HUKAIOLWMX NPy NpoBeae-
HUW KOHTPO/IA U UCTbITAHWI KPOBU N €e KOMMNOHEHTOB.

7.15.3.2 KoHTponb nepeg, Bblgayeli B neyebHoe yupexaeHne

HenocpeacTBeHHO nepej BblAayei rotoBoi NpoAykuun B neyebHOe yuypexgeHwe Heob6xoaMMo npo-
BEpUTb:

- nAeHTUdMKaLnio NPoayKTa,;

- CTaTyC KOHTpONS;

- cooTBeTcTBUE rpynnbl ABO 1 pesyc-haktopa KOMNOHEHTa KpOBY 3akasy;

- CPOK rogHoCTW;

- BHELUHWA BUA,

[aHHble 0 pesynbTaTtax KOHTPO/IA [O/KHbBI perncTpupoBartbCs.

MeTogbl M KpUTEPUM KOHTPONSA yCTaHOBNEHbI HOPMATUBHBIMU NPABOBLIMU aKTamu, a TakKe BHYTPEHHUMU
OOKYMeHTaMu opraHm3auny cnyxobl KpOBU.

KoHTponb kayecTBa KOMMNOHEHTOB KPOBM MO ApPYrMm nokasatensam (06bem KOMMOHEHTA; aKTUMBHOCTb
AeiicTByloLero hakropa; CTepuabHOCTb; pH NT.N.) cnegyeT NpoBOANTL BbIBOPOYHO, N0 3apaHee paspaboTaH-
HOMY naHy.
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OpraHu3aumsa fomKHa perncTpuposaTh B COOTBETCTBYIOLLEN YYETHON OKYMeHTauun fjaHHble 0 pe3y/ib-
TaTax KOHTPONS, UCNbITaHW, N3MEPEHUIA MPOLLECCOB ¥ NPOAYKUMK. ITY UHOPMaLM0 He06X0AMMO BHOCUTb
B 6a3bl JOHOPCKNX AAHHbIX 1 KOMMOHEHTOB KpPoBU (CM. 6.10).

B 3anucax AomxHbI 6bITb NPefyCMOTPEHbI NOANUCK NINL, CAHKLMOHNPOBAaBLUNX pe3y/bTaTbl KOHTPONS U
N3MEpPEHWA.

7.16 YnpaBsieHVe HeCOOTBETCTBYHOLL el NPoAyKUNEN

7.16.1 O6uwme NonoxeHuns

OpraHu3aumsa Ao/KHa onpeAennTe NopPsALoK paboTbl C HECOOTBETCTBUSAMU M HECOOTBETCTBYIOLLEN Npo-
OYKUWENR, KOTOpPbI AOMKEH BKIOYATb B CEOS:

- perncTpawmio HeCooTBETCTBHIA;

- MOBTOPHBIA KOHTPO/1b NPOAYKLNN.

OpraHunsaumsa gomkHa obecneynTb, YTOGbLI NPOAYKLUSA, HE COOTBETCTBYOLWAaA TpeboBaHUAM, Oblsia BbisiB-
JleHa ¥ Haxogunacb rnoj KOHTPOJieM C Lefblo NpefoTspalleHns ee NnocTtaBku WIn HenpefHamepeHHoro
MCNosib30BaHus.

7.16.2 O6bEKTblI HECOOTBETCTBUIA

O6bekTaMn HeCOOTBETCTBUIA B OpraHm3anny cayxobl KpOBU MOTYT 6bITh:

- KPOBb 1 KOMMOHEHTbI KPOBU;

- [OHOPBI (MMetoLL e NPOTUBONOKa3aHs K oHaLusaM);

- YCNyru (peakumm 1 0CNI0XXHEHUS Y ;OHOPOB Ha AOHALMIO: NOCTTPaHCY3NOHHbIE OC/IOXKHEHUS Y peLunu-
€HTOB M TLY,.).

7.16.3 BbIsiB/IeHNE HECOOTBETCTBYIOLLEN NPOAYKLUN

HecooTBeTcTBYOLWAA NPOAYKLNSA MOXET ObIThb BbiIBNIEHA B pe3yfbrare:

a) KOHTpONs cnepfyloLnx BUaoB:

- BXOZHOIO KOHTPO/1A NPOYKTOB U Matepuasios;
- MeAULMHCKOro o6cnefoBaHns foHopa,

- 06cnefoBaHns LOHOPCKOM KPOBU.

- TeCTOB HA COBMECTUMOCTb;

- TEXHOJIOTMYECKOro KOHTPO/IA NPOU3BO/ACTBA,

- KOHTPO/1A CTEPUIILHOCTY;

- KOHTPONA FOTOBOW NPOAYKLUK,;

- KanM6pOoBKM /NoBEPKM 060pYy0BaHNSA:

- MOHMTOpVWHra (HabnwoaeHuns);

6) BHYTPEHHWX COOBLLEHUNIA 0 HECOOTBETCTBUSAX (OT NoApa3feNeHuin):

r) BHYTPEHHMWX VW BHELHNX ayANTOB Ka4yecTBa,

) paccMOTpeHus xanob notpeduteneii;

e) aHanusa peknamauuii v NnpeTeHsuii.

7.16.4 Npoueaypa ynpas/eHUs HECOOTBETCTBYHOLLEN NPOAYKLNEN

OpraHu3aums f0/mKHa yCTaHOBUTb NpoLeaypy No ynpaBieHnio HeCoOTBETCTBYOLLE NPOAYKLUMeEN, KOTO-
pas BKnovaeT B cebs.

- OTBETCTBEHHOCTb M NOTHOMOYMA HA NPUHATUE PeLUEeHWs B OTHOLWEHUN HECOOTBETCTBYHOL e NpoayK-
LMn/AOHOPOB. HENPUTOAHbIX A5 AOHALNUN;

- ngeHTuukaLmio 1 N3011MpoBaHNe HeCoOTBETCTBYIOL e NPoAyKLMN/0OTBOA OT JOHOPCTBA;

- NpoBefieHne NOBTOPHOIO KOHTPONS;

- AOKyMeHTaIbHoe 0thopMIIEHNE;

- 0T3bIB NPOAYKLMM (MPN HEOOXOANMOCTW):

- yTUAM3auuio NpoayKLun B ciyyae NpusHaHns ee OKoHYaTes/IbHOro HeCoOoTBETCTBUS.

B opraHusauum fo/mKHbI 6bITb HA3HAYEHbl OTBETCTBEHHbIE /IMLLA, NOTHOMOYHbIE MPUHUMATb PeLLeHuns Mo
HecooTBEeTCTBUAM (OTBefEeHNe OT JIOHOPCTBA, BOCCTAHOB/IEHWNE B JOHOPCTBE, CAHKLMOHUPOBAHME NCMNOMNb30-
BaHWA NPOAYKUMW, MPU3HaHne bpaka, yTuamsaumm npoayKuum v Tul.).

7.16.5 O6paleHue ¢ pa3/InyHbLIMN 06 bEKTaMN HECOOTBETCTBUS

7.16.5.1 TMopsifok o6palleHns c HeCOOTBETCTBYOLW e NpoayKLMeil/HeCOOTBETCTBUAMMU

HecooTseTcTByOLWasa NPOAYKUMA [O/MKHA OblTh MAEHTUULMPOBaHA, B3STa Ha yYeT U nepemelleHa B
crneyunanbHO OTBELEHHOE 1 3allMLLeHHOe OT CBOOOAHOro AoCTyna noMeLieHmne (MecTo).

B cnyuasx, korga nocne BblAayn KOMNOHEHTOB KPOBU Bie4ebHO-NpothnakTMyeckoe yupexaeHne BbisiB-
nawTCs;

- reMOTPaHCMUCCUBHbIE MHMEKLUN Y JOHOPOB, Bbl3BAHHbIE U3BECTHLIMU HA MOMEHT 3aroTOBKU KPOBU
naToreHHbIMV 61ON0rMYEeCcKMMIN areHTamu,;

- maToreHHble 6Monormyeckne areHTbl (B naasme) BOHOPCKON KpoBU;
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- HapyLeHus npoueaypbl NCCNef0BaHNA KPOBU Ha Ha/lMUMe NaToreHHbIX G10NOrMYecKnX areHToB.

a TaKke B c/lydyae nosyyeHus nHpopmMaLuum o BbIBEHUN Y peLunnueHTa MHPEeKLUNOHHOro 3abonesaHus,
NCTOYHNKOM KOTOPOTO 6bl/1 AN MOT 6bITb AOHOP, OpraHn3aLmsa 4OHOPCTBA KPOBU [ODKHA:

- NPOBECTY PETPOCNEKTUBHbIV aHann3 npeAblayLMx AoHauuli 3a nepuoj He MeHee 6 Mec:

- OLeHNTb HE06XOAMMOCTb OT3bIBa N3rOTOB/IEHHbIX MPOAYKTOB KPOBW, NPMHUMas BO BHUMaHWe Bug, 3a60-
NeBaHusA. UHTepBan BPeMeHn Mexy foHauuneli n nccneoBaHnemM Kposw;

- MMCbMEHHO NPOMHOPMMPOBaTL NOTpebuTenei;

- NPOBECTUN MEPONPUATUSA, HanpaseHHble Ha NpegynpeXxaeHne HecooTBEeTCTBUIA.

7.16.6 3anucu

Nto60e HeCOOTBETCTBME KAYECTBA U NPUHATLIE AECTBMA f0/MKHbI ObITh 3aperncTpupoBaHsl no opme,
yCTaHOB/IEHHOI B opraHusauu (B Buge coobLleHuns, oTyeTa, KapToyku, akTa u T.n.).

3anucu 0 xapaktepe HeCOOTBETCTBUIA U MOOLIX NocnefyoWwmx nNpeanpuHATbLIX AeACTBUSAX, BKIYas
CaHKUMOHMPOBAaHHOE paspelleHne Ha BOCCTaHOB/IEHME B ;JOHOPCTBE, BbINYCK/MPUemMKy NpoayKuuu, akcnaya-
Taumo 060pyAoBaHUA U T.M., 4O/DKHBI NOALAEPXMBATLCA B paboyemM COCTOSIHAM cornacHo TpeboBaHuam 5.8
HacTosLero cTaHgapTa.

Mpu BbISBNEHNM MO60r0 HECOOTBETCTBKA 06A3aTeNIbHO NPOBEAEHE NOBTOPHOIO KOHTPOIA.

7.16.7 [eiicTBMS NpU BbISIBNIEHUN HECOOTBETCTBUSA

Ecnu HecooTBETCTBUSA BbISIB/IEHLI MOC/E NOCTABKM UMY HavYasia MCNob30BaHNSA KPOBU UK ee KOMMOHEeH-
TOB. HEO6X0ANMO;

-ONOBECTUTb 3aMHTEPecoBaHHbIX noTpebuteneli (NeyebHble YyUYpexAeHWs, BbILLECTOsALME OpraHbl
ynpaBfieHns 34paBoOXpaHeHnem v T.n.);

- 0TO3BaTh OT NOTPEOUTENSA HECOOTBETCTBYIOLLLYIO NPOAYKLNIO;

- NPOAYKUMIO, MOSYYEHHYI0 C NPYMEHEHNEM HeCcOOTBETCTBYIOLWMX MaTepuanos uan 060pyaoBaHus ¢
Hey[0BNeTBOPUTE/IbHbIMY pe3ysibTaTaMn KannbpoBku/MOBEPKM, UAEHTUMLMPOBATL, NpoaHann3MpoBaTb
nocneaicTeust WU. B Cnyvyae BbICOKOrO pucka yxyf[lleHus kayecTBa M 6e30MacHOCTM, Takke 0To3BaTb OT
notpebutenei.

Ecnu B pe3ynbTate aHann3a HECOOTBETCTBUIA KPOBb M €€ KOMMNOHEHTbI MPU3HaHbl OKOHYATE/IbHO Henpu-
roAHbLIMU A1 UCNONBb30BAHUA, TO NPOAYKLUUA A0/IKHA OblTb YHUUTOXEHA B COOTBETCTBUN C JIOKYMEHTNPOBAH-
HOIn Mpoueaypoil.

7.16.8 AHanusgaHHbIX

OpraHu3aums Ao/MKHa onpegenaTb, cobupaTb U aHanM3npoBaTb HE06X0ANMbIE AaHHbIe A5 NOATBEPX-
OEeHNA NPUrogHOCTY 1 pe3ynbTaTUBHOCTU CUCTEMbI MEHEXXMEHTa KayecTBa. OTU AaHHble MOTyT BKIYaTh B
cebs:

- flaHHbIE 0 YKce eANHUL, NPON3BELEeHHOW NPoAYKLWK;

- MHChopMaumio 0 pesynbTaTtax 06¢cneL0BaHNS OHOPCKOW KPOBM NPY BbIMYCKE U3 KApaHTUHA U MapKMpOB-
Ke npoayKuuu;

- OaHHble Xanob, peknamaunii, npeteHsuin JINY napyrux notpebuteneit;

- 3aperucTpupoBaHHble pesybTaTbl 06Ccef0BaHNs U KOHTPOS KavyecTBa roTOBOW NPOAYKLUN.

7.16.9 Yny4weHuns

OpraHusauus fomkHa NOCTOSHHO MOBbIWATh Pe3y/bTaTUBHOCTb NPOLLECCOB CUCTEMbI MEHeAKMeEHTa
KayecTsa nocpeAcTBOM MCMO/b30BaHUA AaHHbIX NPOBEPOK M06bLIX BUAOB (B TOM Yuc/ie ayAnToB), aHanunsa
JaHHbIX, KOPPEeKTUPYLWUX 1 npegynpexjanowmnx AelicTBUiA, a Takke aHaimsa CUCTEMbl MeHeKMeHTa
KayecTBa CO CTOPOHbI BbICLLETO PYKOBOACTBA.

7.16.10 KoppekTupytowue v npegynpexaaroLme eficTBums

OpraHu3aums Ao/KHA NpeanpuHMaTh KOppekTupytoLwme unv npegynpexgarnolime AeiicTBusi B pesy/b-
TaTe NPOBEPOK, KOHTPO/A, UCNbITAHWUIA (B TOM YMC/e ayAnTOB) ANS YyCTPaHEeHWA NPUYMH HECOOTBETCTBUIA U ANA
npeaynpexaeHns nx NnoBTOPHOro BO3HUKHOBEHNS.

OpraHu3aums go/mHkHa onpeaennTb AeCTBUS, YTOObI yCTPaHUTb NMPUYUHBI BO3MOXHbIX PeaKLuii 1 0CNoX-
HeHW y 4OHOPOB M PeLUNUMEHTOB, NOTyYaloL X TpaHcy3nu.
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