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IIpeauciosue

Hemn u npuHumns!l cra”zaptusauuu B Poccuiickoil @enepanuu ycTaHoBieHbl DenepanbHbIM
3akoHOM OT 27 nekadpst 2002 r. Ne 184-®3 «O TeXHUYECKOM pETYIMPOBAHUUY, a MPaBUIa IPUMEHEHUS
HallMOHANBHBIX cTaHnapToB Poccuiickoit ®enepaunu — T'OCT P 1.0—2004 «Cranpaptuzanus B
Poccuiickoit @eneparun. OCHOBHBIE TTOT0XKEHUS

CBeeHusi o CTanaapTe

1 PASPABOTAH VYwupexnenuem Poccuiickoil akamemMun MEIWIWHCKUX HAyK | eMaToOIOrHIecKuM
HAYYHBIM LIEHTPOM

2 BHECEH TexHnu4eckum KOMHTETOM 10 cTanaaptuzanuu TK 466 « MequiuHCKIe TEXHOIOTHI

3 YTBEPXJIEH 11 BBEJIEH B JIEVICTBUE Ilpukazom desepaabHOro areHTCTBA Mo TEXHIYECKOMY
perynupoBanuto u Merposiorun Poccuiickoit @enepaunu ot 28 oktaopst 2009 r. Ne 485-cr

4 BBEJIEH BIIEPBBIE

Hngpopmayus 06 usmenenusx x Hacmoswemy CmManoapmy nyOIuKyemcs 8 exce200HO U30a8aemom
unpopmayuonnom ykazamene «Hayuonanvuvle cmandapmoely, a mekCm U3MEHEeHUUl U NONPAGOK— 8
€JICEMECSIMHO  U30AB8AeMbIX UHpOpMayuonnblX yKkaszamensax «Hayuonanvuvlie cmanoapmoly. B ciyuae
nepecmompa (3ameHul) Ui OMMeHbl HACOAWE20 CMAHOapma coomeemcmayioujee ygeoomieHue 6yoem
ONYONUKOBAHO 8  €dHCeMECUHO  u30asaemMom  ungopmayuonnom  ykaszamene «Hayuonanvuvle
cmanoapmoly. Coomeemcmeyiowas uH@opmayus, yeeOOMIeHUe U MEKCMbl PAMEWAlomecs makice 8
UHPOPMAYUOHHOU cucmeme 00ue2o Noab308aHus — Ha ouyuarbHom catime PedepanbHo2o azenmcmed
10 MEXHUUECKOMY Pe2yIupo8aHuio u memponocuu 6 cemu Mnmepnem
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HAIIMOHAJIbHBIN CTAHJIAPT POCCUMCKOM ®EJEPALIMA

KPOBb JOHOPCKAS 1 EE KOMIIOHEHTbBI

Oo0mue TpedoBaHNs K 00ecneYeHHIO Ka4ecTBA IPH 3ar0TOBKe, epepadoTKe, XpaHeHH !
¥ MCMOJIb30BAHMH J0HOPCKOI KPOBH U ee KOMIIOHEHTOB

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

JaTa BBenennss — 2010—09—01
1 ObsacTh NpUMeHeHUSs

Hacrosimuii crannapt ycraHaBiuBaeT oOniue TpeOOBaHMs K 00ECIIeYeHUI0 KadecTBa MPH 3aroTOBKE,
nepepadoTKe, XpaHEHNH U MCIIOB30BAaHUN TOHOPCKOH KPOBH U €€ KOMIIOHEHTOB.

Hacrosmuii cTaHmapT mnpeaHasHadeH [UIS TNPUMEHEHHWS OpraHu3alusMH JOHOPCTBA KPOBH,
MEIUIMHCKHUMHU OpPTraHu3alisIMU U YUPEeKISHUAME (QeepabHbIX, TEPPUTOPUATBHBIX U MYHHIIUIAIBHBIX
OpPTraHOB YTPABICHHUS 3PAaBOOXPAHEHHUEM, CHCTEM OO0S3aTENFHOTO M JOOPOBOIBHOTO METHIIMHCKOTO
CTpaxoBaHUs, IPYTHUMH MEAWIIUHCKIMH OPTaHU3ALUAMH PAa3IUYHBIX OPraHHU3AIMOHHO-TIPABOBBIX (OPM
JIeSITeTIbHOCTH, HallpaBJI€HHOH Ha OKa3aHHWEe MEIUIIMHCKOM MOMOIIH.

2 HopMaTuBHbBIE CCHLIKH

B Hacrosimem cranaapTe UCHOIb30BaHbl HOPMATHBHBIE CCHUIKM Ha CIIETYIOIINE CTaHJapThI:

I'OCT P UCO 9000—2008 Cucrems! MeHeI)KMeHTa KadecTBa. OCHOBHBIE MOJIOKEHUS U CIOBaph

I'OCT P 52938—2008 KpoBp moHOpckas W ee KOMITOHEHTH. KOHTEHHEpH C KOHCEPBHPOBAaHHOMN
KPOBBIO HJIM €€ KOMIIOHeHTaMH. MapKHpoBKa

IMpumeuanne — Ilpu MoNb30BaHUM HACTOSAIIMM CTaHAAPTOM LEJIECOOOPa3HO MPOBEPHUTE NEHCTBUE CCHUIOYHBIX
CTaHIapTOB B HH(OPMALMOHHOI cucTeMe O0lLIero mojb30BaHMs — Ha o¢uuuaibHOM caiite dDenepanbHOrO
areHTCTBAa 10 TEXHUYECKOMY PETyJHUpPOBAHUIO M METPOJOTHM B ceTH MHTEpHET WM 1Mo €XEeTroAHO H3/1aBacMoOMy
nH(pOpPMAIMOHHOMY yKa3arenio «HamuonambHbIe CTaHZAPTHDY, KOTOPHIN OIMyOIMKOBAH MO COCTOSHMIO Ha 1 sHBaps
TeKyIIET0 TOAa, K 10 COOTBETCTBYIOIIUM €XEMECSYHO W3JaBaeMbiM HH(DOPMAIMOHHBIM  YyKa3aTelsiM,
OITyONIMKOBAaHHBIM B TEKyIIeM Troxy. Eciu cChUIOWHBIN cTaHAapT 3aMeHeH (M3MEHEH), TO IPH MOJB30BaHHU
HACTOSIIUM CTaHIAPTOM CIIEAYeT PyKOBOACTBOBATHCS 3aMCHSIOIINM (M3MEHEHHBIM) CTaHIapToM. Eciu cchurouHbIi
CTaHJIapT OTMEHEH 0e3 3aMeHbl, TO IIOJIOXKEHHE, B KOTOPOM JaHa CChUIKa Ha HEro, NPUMEHSETCs B 4YacTH, HE
3aTparuBaroIlei 3Ty CCBIIKY.

3 TepMuHBI U onpeeIeHUS

B macrosmem cranmapre mpumeHensl TepmuHb o ['OCT P MICO 9000, a Ttakxke cremyromue
TEPMHUHBI C COOTBETCTBYIOIIMMH OIPEACICHUIMHU.

3.1 ayaut (mpoBepka): CucreMaTHyecKuil, HE3aBUCHUMBIH M JOKYMEHTHUPOBAaHHBIM Mpoliecc
MOJIYYCHUsI CBHUJICTEIBCTB ayauTa (IPOBEPKH) U OOBEKTHBHOTO WX OIICHUBAHHUS I YCTAHOBIICHHS
CTETICHU BBITIOJHEHUS COTJIACOBAHHBIX KPUTEPHEB ayIUTa (TIPOBEPKH).

3.2 Bagupanms: [lonTBepx/aeHUEe HA OCHOBE NPEACTABICHUS 00BEKTUBHBIX CBHICTEIBCTB TOTO, YTO
TpeOOBaHUs, MPEeTHA3HAYCHHBIC TSI KOHKPETHOTO MCIIOIB30BAHUS I TIPUMEHEHUSI, BBITOJTHEHBI.

3.3 BbIcHIee PYKOBOACTBO: JIMo mim rpynma paOOTHHKOB, OCYIIECTBIIIONINX PYKOBOJCTBO W
yIpaBJIeHHE OpraHU3alHei Ha BBICIIEM YPOBHE.

3.4 remorpancMuccuBHble HHpexnun: MHbekimn, cBsI3aHHbIE C 3apakKEHHEM uepe3 KpPOBb U ee
MPOAYKTHL

3.5 nokyment: VHpopmanus, npeacTaBieHHas HA COOTBETCTBYIOIIEM HOCUTEJIE.



[Ipumeuanus.

1 Hocurenb MOxeT ObITh OyMa)KHbIM, MarHUTHBIM, 3JEKTPOHHBIM MJIM ONTHYECKMM KOMIIBIOTEPHBIM JHCKOM,
¢dororpadueit WK STaJIOHHBIM 00pPa3LIOM, W X KOMOUHAIHEH.

2 KOMIUIEKT JOKYMEHTOB, HAlpUMep cHelnpHUKaLUi 1 3aIHCeil, 4aCTO Ha3bIBAIOT «IOKYMCHTALIHI».

3 Hekoropsie TpeOoBaHMs (Hampumep, TpeOOoBaHUS K pa300pUMBOCTH TEKCTa) OTHOCATCS KO BCEM BHIAM
JIOKYMEHTOB, OJHAKO MOTYT OBITH 0COObIe TpeOOBaHUS K cnenudukanusM (HampuMep, TpeOOBaHHE K YIPaBICHHIO
TIepecMOTpaMH) U 3aIUCSIM (HarpuMep, TpeOoBaHHe K BOCCTAHOBIICHUIO).

3.6 3anuch:  JIOKyMeHT, colepKalluil  JOCTUTHYTBHIE  PE3ydbTaThl WM  CBUIAETEIHCTBA
OCYILIECTBIICHHOU JIEATEIbHOCTH.

3.7 nneHTU(GUKANNOHHBII HOMepP JOHAIMHU: YHHUKAJIBHBIA HOMEp, NMPUCBAUBAEMbIM NMPH KakIoH
JIOMalny U1 MApKUPOBKH BCEX KOMIIOHEHTOB M 00pa3oB KPOBH, IIOJIy4EHHBIX B XOJI€ JOHALMH.

3.8 ucnbiTanne: OmnpeneneHue OAHOM HMIM HECKOJIBKUX XapaKTEPUCTHK COITACHO YCTAaHOBJIEHHOM
npoueaype.

3.9 kapaHTHH: 3ampenieHrne Ha TIepexo K CIeyIomel CTaaun mporecca 10 TeX 1op, oKa He OyIayT
BBITIOJTHEHB! YCTAHOBJICHHBIE TPEOOBAHMS.

IIpumeuanue — CraTyc UCXOJHBIX WM YIIaKOBOYHBIX MaTEpHaOB, IPOMEXKYTOUYHBIX NPOAYKTOB MM [OTOBBIX
KOMIIOHEHTOB KPOBH, M30JMPOBAHHBIX (PU3MYECKH WIM APYTUM 3P(EKTHBHBIM CIIOCOOOM Ha NEPHOA MPUHATHUS
pelIeHNs] OTHOCHTENILHO UX BBIITYCKa, 0OTOPAKOBKU MM NepepabOTKH.

3.10 kavecTBo: CTEneHb COOTBETCTBUSI COBOKYITHOCTH IPUCYIINX XapaKTEPUCTHK YCTaHOBJICHHBIM
TpeOOBaHUSM.

[Ipumeuanus

1 TepMHH «KadecTBO» MOXET IPUMEHSThCI C TAaKUM IPHIAraTelIbHBIM, KaK IUIOXOE, XOpoIIee WIN
TIPEBOCXOJHOE.

2 TepMHH «IpUCYIIMID, SBISIOIIUICA IPOTUBOIOI0KHBIM TEPMUHY «IIPUCBOCHHBINY», 03HAYAaET UMEIOLIUICS B
YEeM-TO, 0COOCHHO €CJIM 9TO OTHOCHTCS K ITOCTOSIHHBIM XapaKTEePUCTHKAM.

3.11 konuTpoas: Ilpomenypa OIEHMBAHUS COOTBETCTBUS IIyTeM HAONMIOAEHUS W CYXICHHMH,
COIIPOBOKIAEMBIX COOTBETCTBYIOIIMMHU M3MEPEHISIMH, HCITBITAHISIMA TN KATHOPOBKOM.

3.12 xoppexTupylomee aeiictBue: JleficTBue, TpeaUpUHATOE IS YCTPAaHEHHWS TNPHYUHBI
00Hapy’KEHHOT'0 HECOOTBETCTBUS W JIPYTOil HeXXeTaTenbHON CUTYaIUH.

3.13 kpuTHYecKHe KOHTPOJbHbIe TOUKH: Illaru, sTamsl mporecca, Mpoueayphl, KOTOPbIE, €CIIU UX
HE KOHTPOJIUPOBATh, MOTYT MPUBECTH K HU3KOMY KaueCTBY pe3yJIbTaTOB.

3.14 menemxkmeHT: CKOOpDJAMHUpPOBAHHAS JIEATCIBHOCTH IO PYKOBOACTBY W  YIPAaBJICHUIO
OpraHu3aIyen.

3.15 meHem:kMeHT KadecTBa: CKOOPAMHUPOBAHHAS NEATENBFHOCTH MO PYKOBOACTBY M YIIPABICHUIO
OpraHu3aIe IPUMEHUTENFHO K KaUeCTBY.

3.16 monuTopuHr: IlOCTOSHHO BBITONHAEMBIH COOp W aHANW3 [OAHHBIX OO OTHENBHBIX BHIAX
JESITETTFHOCTH.

3.17 necooTBeTcTBHE: HeBhIMOMHEHNE TPEOOBAHNSI.

3.18 obecneyenne KavectBa: YacTh MEHEI)KMEHTa KadecTBa, HAIpaBICHHas Ha CO3JaHHE
YBEPEHHOCTH, YTO TPEOOBAHMS K KAYECTBY OyIIyT BBITIOJIHEHBI.

3.19 o0opynoBanue u3MepureabHoe: CpencTBa HM3MEpPEHUH, MPOrpaMMHBIE CPEACTBA, STAJIOHBI,
CTaHJapTHBIC O6p3,311]:l, BCIoOMorarejibHasd arraparypa HWJIn HX KOM6I/IHaLIl/IH, HeO6XOZ[I/lM]>Ie JJIs1
BBIITOJTHEHUS ITPOIIECCa H3MEPEHHS.

3.20 opraHuM3anuM [OHOPCTBA KPOBH M ee KOMIOHEHTOB (opraHu3amnusi): OpraHuzauuu
3/IpaBOOXPAHCHHS, HAYKH H 00pa30BaHUS, a TAKXKE UX CTPYKTYpPHBIC MOAPA3ACICHHUS, OCYIICCTRBISIFOIINE
3aroTOBKY, epepadOTKy, XpaHEHHE, TPAHCIIOPTHPOBaHHE, o0ecTiedeHne 6€30MacHOCTH JOHOPCKOI KPOBH
1 €€ KOMIIOHCHTOB.

3.21 mosimTtuka B o006JacTH KadectBa: OOmme HaMepeHHS W HalpaBleHHE ACATEIBHOCTH
OpraHu3aiy B 00JaCTH KauecTBa, OPULIUATbHO CHOPMYIHPOBAHHBIE BBICIIUM PYKOBOJCTBOM.

3.22 nocraBmuk: Opra"u3amys Wid A0, TPEAOCTABISIONINE PO TYKIIHIO.

3.23 norpeduTens: Opranusanys Wi JUIO, MOITyYaIOIIUe IPOIyKIHIO.

3.24 npou3sBoacTBeHHas cpeaa: COBOKYIHOCTh YCIIOBHI, B KOTOPBIX BBHIMOJIHSACTCS padoTa.

3.25 npocaekuBaeMoCTh: BozMoxxHOCTB HpPOCIEANUTh HUCTOPHIO, IIpUMEHEHHE WIH
MECTOHAXO0XKJICHUE TOTO, YTO PACCMATPUBACTCS.

3.26 mpouenypa: YCTaHOBICHHEIH ClIOCO0 OCYIIECTBICHHUS ACATEIEHOCTH HITH MTPOIecca.



3.27 npouecc: COBOKYIMHOCTh B3aMMOCBSI3aHHBIX M B3aWMOJCHCTBYIOLIMX BHJIOB JESTENbHOCTH,
npeoOpasyrolias BXO/bl B BEIXOBI.

3.28 mpouecc nzmepennsi: COBOKYITHOCTD OIEpalyii, MPOBOJUMBIX C IIENIbI0 ONPEAETICHUS 3HAUYCHUS
BCJIMYUHBI.

3.29 pykoBOACTBO MO Ka4vecTBY: JIOKyMEHT, ONpEAEINSIONIMN CHCTEMY MEHEKMEHTa KauecTBa
OpTaHU3aIH.

IMpnmedanne — PykoBoAcTBa MO KaueCTBY MOTYT Pa3IH4aThCs 1O AETATBHOCTU M3JI0KEHUS U OpMeE, HCXOIS U3
pa3Mepa U CIOKHOCTH KOHKPETHON OpraHHU3aIyuy.

3.30 cuctema: COBOKYITHOCTh B3aUMOCBSI3aHHBIX M B3aUMO/ICHCTBYIOLIUX JIEMEHTOB.

3.31 cucrema kavecrBa: COBOKYIHOCTh OpPraHM3AllMOHHOW CTPYKTYpBI, MPOLERYp, MPOLECCOB U
pecypcoB, HEOOXOMMBIX IS BBITOJHEHUS TPEOOBaHUI KauecTBa.

3.32 cucrema meHemkMmeHTa: Cuctema [Uis pa3paOOTKH TONUTHKH M IENeH M JTOCTHKECHUS STHX
Lejei.

3.33 cucrema MeHemX:KMeHTa KadecTBa: CucreMa MEHEIKMEHTA ISl PYKOBOJCTBA M YIIPABICHUS
OpraHM3aIell IPUMEHUTEIBHO K Ka4eCTBY.

3.34 crannapTHble  onepanuoHHble mnpoueaypsl (COIIb): JlokymeHTanbHO O(OpMIIEHHBIE
MHCTPYKIIMH 10 BBIIIOJTHEHHUIO PabOUUX MPOLELYD.

3.35 ynpaBieHue goxkymMeHTamu: PopMaTn30BaHHOE YIPABICHHE BBIMYCKOM, HCIOIb30BAHHEM U
MEPECMOTPOM YTBEPIKJICHHBIX JOKYMEHTOB CHCTEMbI Ka4eCTBa.

3.36 ycayra: Heocsa3aeMblil IpoIyKT, KOTOPBIA SBISIETCS PE3yIbTaTOM, MO KpaliHEH Mepe, OIHOTro
BBITIOJTHEHHOT'O JAEHCTBUS TIPH B3aUMOJICHCTBIH MEX/y MOCTABIIMKOM U ITOTPEOUTEIIEM.

3.37 xapakrepucTuka: OTINUUTENBHOE CBOUCTBO.

4 Opraﬂnsaum{ CUCTEMbI MEHECI)KMECHTA KaYeCTBa

Hacrosmuii crangapT HarpasiieH Ha 00€CIIeYeHHE BBITIOHEHHS CICIYONINX 3a1ad:

- CO3/laHMsl HOPMATHBHOIO OOECHedeHUs A pPa3pabOTKH CHCTEM MEHEI)KMEHTa KadecTBa B
OpTaHMU3aIMIX JOHOPCTBA KPOBH;

- obecrieueHust 6€30MacCHOCTH reMOTPaHC(yY3Hid.

4.1 O0s13aHHOCTH PYKOBO/JCTBA

PykoBojcTBo opraHm3anuu (AMPEKTOP/TJIABHBIM Bpau) HECET OTBETCTBEHHOCTh 3a KauecTBO
BBIITyCKAeMbIX KOMIIOHEHTOB KPOBH.

PykoBOJCTBO OpraHm3anyyu JIOJKHO JIOBECTH JIO CBEJCHUS BCETO IIEPCOHANA OpraHU3alud Ba)KHOCTD
BBITIOJTHEHHS TPeOOBaHMIA OTpeOUTEIEH.

Jupexrop (TiaBHBIN Bpad) OpraHW3aLUM, HAJEJICHHBIA IMTOJHOMOYMSIMH, AAHHBIMH BBIIIECTOSAIINM
OpTaHoOM, JOJDKEH B3ATh Ha ce0s BEAyIIyI0 pPOJb B CTPATETHYECKOM IUIAHWPOBAHWH 3arOTOBKH H
MPOU3BOJICTBA IOCTATOYHBIX 3aI1aCOB OE30MACHON KPOBH.

PykoBoacTBy cienyer pa3paboTaTh M peann3oBaTh IMOJIUTHKY, yCTAHABIMBAIOIIYIO 00s3aTEIbCTBA B
OTHOIIEHNH KaueCTBa KOMIIOHEHTOB KPOBHU.

PykoBoJCTBY OpraHu3anuu cieayer pa3paboraTh CUCTEMY MEHE/DKMEHTA KaueCTBa, OXBAThIBAIOIIYIO
BCE€ aCHCKThI ACATCIIbHOCTU OT MMPUBJICYCHNA JOHOPOB, 3arOTOBKH 1 O6CJ'I€[[OBaHI/IH KpOBH, NPOU3BOJCTBA,
XpaHCHUA U JOCTAaBKM KOMIIOHCHTOB KPOBU 10 UX UCIIOJIb30BAaHUS.

Jupexrop (TyaBHBIA Bpad) JOJDKEH NMPOBOJWTH aHAIN3 (PyHKIMOHMPOBAHMS CHUCTEMBI KauecTBa U
NPEOCTaBISATH HEOOXOMMMbIe pecypchl ((DMHAHCHI, NepcoHal, HH(PACTPYKTYpY) UL JIOCTHXKCHUS
TpebyeMoro KadecTBa M 0€30IIaCHOCTH BBIITYCKAeMOM NMPOAYKIHMH (KOMIOHEHTOB JIOHOPCKOI KpOBH) U
yCIyT (B3STHSA KPOBU Y JOHOPA).

4.2 OpueHTanMs HA NOTPeOUTEJIs

Jupekrop (TNIaBHBIA Bpad) MJODKEH 0OecmeuuTh, 4YTOOBI TpeOOBaHUS MOTpeOuTeNne ObuH
OTIPEJICTIEHBI, IOBEAEHBI JI0 IEPCOHAIA OPTraHN3alMy U BBIOIHEHBI. J{JIs1 3TOro MOXKHO HCIIOIb30BaTh:

- COBEIIAaHM [0 KaUECTBY Ha BCEX YPOBHAX OPTaHU3ALMH; - BCE BUABI O0YUIEHUS;

- coOpaHus 1 KOHPEPEHIINH;

- 03HaKOMJICHHUE IIPH TIpHeMe Ha paboTy;

- HaIJIMAHYT0 arutaiuro.

[Tpumenumsl TpeboBanus 7.1 HACTOSIIETO CTaHAAPTA.



4.3 IoauTHKA B 00J1ACTH KaYecTBa

OO0s13aHHOCTH UpEKTOpa (TJIABHOTO Bpada) MO OOECIIEYCHHIO KadecTBa OCYIIECTBISIOTCS dYepes
MOJIUTHKY B 00JIaCTH KauecTBa, KOTOpast J0JKHA BKIIIOYATh B CEOsI:

- OTHOIIICHUE OPraHU3aIUH K TPEOOBAHUAM MOTPEOUTENIEH 1 CIIOCOOBI UX BBITOJIHCHHS,

- OTHOIICHUSA C MOCTaBIIUKAMMH;

- OTHOIIICHUE K TMEPCOHAy CBOCH OpraHu3aliH, CIIOCOObI BOBJICYCHHOCTH U 3aWHTEPECOBAHHOCTH
BCETO IepcoHaa.

[MomuTrka HOMKHA JEMOHCTPHPOBATH, YTO PYKOBOJACTBO MW IEPCOHAN IOJNHOCTHIO OCO3HAIOT
00s13aHHOCTH M POJIb CBOCH OpPraHM3allMM KaK ITOCTABIIMKA KOMIIOHEHTOB KPOBH, 3arOTOBJICHHBIX C
COOJIIO/ICHHEM YCTAHOBJICHHBIX TpPeOOBaHUI K MX OE30MACHOCTH, JOCTATOYHBIX 3alacoB, a TaKKe
NPaBUJIBHOTO U PALIMOHAIBHOTO WX MCIOJIb30BAHUSI.

5 CucreMa MeHEIKMEHTAa KadyecTBa

JIist IIaHUpOBaHUS U Pa3BUTHSI CHCTEMbI MECHEIKMEHTA KaueCTBa HEOOXOIUMO:

- OIPENENUTh KIFOUEBbIE MPOLIECCHI OPTaHU3AIMH 1 B3aUMOCBSI3H MEKIY HUMH;

- IPOBECTH aHAJM3 BIMSHUS OCHOBHBIX MIPOLIECCOB Ha KAYECTBO M OE€30MMaCHOCTh KOMIIOHEHTOB KPOBH;

- ONPEeNeNINTh UCXOHBIEC JaHHBIE, 00BEM BBIITyCKa MPOIYKIUH, KOHTPOJIbHbIE ITapaMETPhl X PECYPCHI.
Heob6xoaumo pa3paboTaTh JOKYMEHTAIMIO CHUCTEMBl KadecTBA, BKIIOYAIOUIYI0 PErIaMEHTHPYIOLIHE
JOKYMEHTHI TPEX YPOBHEH:

- CTpaTernyecKre JOKYMEHTHI: MOJUTHKA Ka4eCTBa M PYKOBOJICTBO 110 Ka4ECTBY;

- TIPOILIETyPbI CUCTEMBI Ka4eCTBa;

- pabo4yIo TOKyMEHTALHIO.

B oprannzarnmn 10KHBI OBITH ONpEaeNeHb! (POPMBI ISl BEICHUS TPOTOKOJIOB KaYeCTBaA.

5.1 Opranu3anusi, 0TBETCTBEHHOCTH U MOJTHOMOYHS

JupexTop (TnaBHBIA Bpad) A JOCTHXKEHHS KadecTBa M TpeOOBaHMN 0€30MacHOCTH JOHOPCKOU
KPOBH U €€ KOMIIOHEHTOB JI0JDKEH PACHPEeIIsiTh OTBETCTBEHHOCTh U TIOTHOMOYHS 110 Ka4eCTBY.

JomxkHa ObITh pa3paboTaHa OpraHM3alIOHHAs CTPYKTypa, BKJIIOYalomias B cebsi pacrpelelieHue
MOJTHOMOYHH B OpraHu3aluu.

IleﬂeFI/lpOBaHl/Ie MOJTHOMOYMH JOJIDKHO COOTBETCTBOBAThH KBaJ'll/I(i)l/IKaLII/II/I, OIIBITY U KOMIIECTCHTHOCTHU
HepcoHasa.

Kaxnomy mnozapas3feneHuio OpraHu3alid CleAyeT pa3padoTaTh I0JI0KEHHE, YCTaHABIHMBAIOIIEe
3aa4uu, GYHKIMU U TOPSIO0K B3aUMOJEHCTBHS C IPYTHMH ITOPa3AeICHISIMU.

Heobxoanmo pa3zpaboTaTe HOJKHOCTHBIE WMHCTPYKIMM JJISI BCEX COTPYAHHUKOB, JAEATEIBHOCTH
KOTOPBIX MOXET BIIHSTH Ha Ka4ECTBO.

JloIDKHOCTHAsE MHCTPYKIMSI TOJDKHA OIPEAENATh O0S3aHHOCTH, a Takke c(epbl OTBETCTBEHHOCTH U
IIOJIHOMOYUH COTpYAHUKA.

ITepcoHan momKeH Y€TKO 3HaTh CBOM O0A3aHHOCTH M IOJHOMOYMS, a TAK)KE OCO3HABATh CBOIO POJIb B
JOCTHXEHHUH IIeJIed OpPraHu3alliy U OCYIIECTBICHUH €€ MOJIUTHKH B 00JACTH KadecTBa M O€30IacHOCTH
MPOIYKIIMH U YCIYT.

5.2 llpeacraBuTe/Ib PyKOBOACTBA

Jupexrop (TaBHBIA Bpad) JODKEH HAa3HAUUTh MPENCTABHTENS 0 KadecTBY (3aMECTUTENsI WU
COTpYJIHHMKa JIIOOOTO TIO/pa3NeNieHns), KOTOpbI OyJeT HECTH OTBETCTBEHHOCTh 3a CHCTEMY
MEHE/KMEHTa KayecTBa, OTYETHOCTh M KOOPAMHAIMIO paboT B paMKax cHcTeMbl. Ha3HaueHHOTO
COTpY/JIHHKA CIIe[yeT HaJeIUTh COOTBETCTBYIOIIMMHU IOJHOMOYHMSMH U PECYPCaMH ISl OCYIIECTBICHUS
3TUX MOJHOMOYUH.

5.3 AHaJIu3 CO CTOPOHBI PYKOBOJACTBA

Jupexrop (r1aBHBIM Bpad) AOJKEH MPOBOJUTH CHCTEMAaTHYECKUI aHAIN3 COCTOSHHUSI CHUCTEMBI
Ka4ecTBa U €€ Pe3yJIbTATUBHOCTH.

Jlnist aHanmu3a UCTIONB3YIOT CIEAYIOIINE BXOAHBIE JaHHBIE!

- pe3yJIbTaTHl ayAUTOB (IIPOBEPOK);

- nH(pOpMAaIHIo OT MoTpeduTenei (Kamo0bl, peKITaMaIiu, 6JIaroJapHOCTH);

- pe3yabTaThl pabOTH KOMUCCHH TI0 PACCMOTPEHHUIO CIIy9aeB MOCTTPAHC(HY3NOHHBIX OCIOKHEHU;

- CBEICHUSI O PEAKIHMAX U OCJIOKHEHHAX y JOHOPOB U PELIUIIHEHTOB;

CBEJICHHS O IPOJYKIMH C UCTEKIINM CPOKOM XPaHEHUS;

CBEJICHHS O TIOpYe NPOIYKIMH, HCIIOPYSHHOM ITPHU XpaHEHNUH U TPAHCIIOPTHPOBAHMY;
- cBeJleHHsI 00 0TBO/IAaX JJOHOPOB;

- CBCJCHMS O MPOBEACHUUN WU CPBIBC BBIC3THBIX aKLlI/lﬁ 3aroTOBKH KPOBH;



- CBEZICHHS O JIO’KHOTIOJIOKHUTEJIFHBIX M JIO)KHOOTPHULIATEIBUBIX PEAKIHAX;

- pe3yJbTaThl HCCIEJOBaHIH MapKepOB TeMOTPAHCMHUCCHBHBIX HH(EKIHIA;

- pe3yNnbTaThl BXOJHOTO KOHTPOJISI MaTEPHAJIOB;

- pEe3yJbTaTbhl MOHUTOPUHI'A MPOLECCOB U MMPOAYKIIUU,

- IPEAYNPEKAAIONINE U KOPPEKTUPYIOLIHE AESHCTBUS;

- pelIeHus 1o pe3ybTaTaM IPebIAYIIEro aHajau3a co CTOPOHBI PYKOBOJICTBA.

Ha ocHoBe 3THX BXOIHBIX JAQHHBIX PYKOBOACTBOM OPraHW3allMU IPOBOJUTCS aHAIN3, PE3yJIbTaThl
KOTOPOT'O MCHOJB3YIOT JJIS:

- YIIy4IIeHUs KadyecTBa U 0€3011aCHOCTH KOMIIOHEHTOB KPOBH;

- TIOBBIIICHNUS PE3YIBTATUBHOCTH CHCTEMBI KaueCTBa;

- OTIpeieNIeHNs TOTPEOHOCTH B pecypcax.

5.4 JlokyMeHTAUMS

JlokyMeHTaIys B OpraHu3anusaxX CO34aeTcs C UEIblo:

- obecniedeHust CTaOUILHOCTH ¥ BOCTIPOU3BOAUMOCTH MPOIIECCOB;

- obecriedeHHs] HICHTU(HUKAINH U IIPOCIIKUBAEMOCTH €IMHHLIBI IIPOLYKIHH;

- CO3/IaHMsl HOPMATUBHOI 0a3bl Uil BHYTPEHHHUX U BHELIHUX IIPOBEPOK;

- co37anus 0a3bl s 00yUeHHs MEPCOHaa;

- obecrieueHuss He0OX0AMMOI HH(POPMALIHH JUIsl IPUHSATHS 000CHOBAHHBIX PEIICHHH;

- COKpAIeHUs! BO3MOXHBIX OIINOOK;

- oOecrieueHHs HEMTPEPHIBHOTO YTy 4LISHHUS MIPOLECCOB.

JlokymeHTaIus, npuMeHseMas B OpraHu3alyy, J0JDKHA COIePKaTh JOKYMEHTHI CIISAYIONIINX BUIOB!

- PYKOBOJICTBO TI0 Ka4ECTBY, BKJIIOYAsl TOJIUTHKY B 00JIaCTH Ka4eCTBa;

- IPOIIEAYPHI CHCTEMBI MEHEIKMEHTA KauecTBa,;

- JOKYMEHTBI, HeoOxoaumble Ui 3((EKTHBHOH paOdOThl OpraHu3allid, B TOM YHCIE BHEIIHSA
peryIaMEeHTHPYIOIIasl JOKyMEHTAIHS;

- 3aITUCH (JaHHBIE O KA4eCTBe).

5.5 HoauTuKa B 00J1acTH KayecTBa. PyKoBOACTBO 10 KayecTBY

HpI/l OIpCACIICHNU OCHOBHBIX HaHpaBJ’leHI/lﬁ B O6J'IaCTI/l KayeCTBa oOpraHusanuvda AOJDKHa YYECTb
0co0ble YCTAaHOBKH B OTHOIIEHHH O€30I1aCHOCTH KPOBH, JOHOPA, IEPCOHATA ¥ OKPYIKAIOLIEH CpeIbl.

PyKOBOJCTBO 10 KauecTBY — OMNMCAaHHE CHCTEMbl MEHE/KMEHTA KadeCTBa, OTpaXKaloliee CTPYKTYpY,
B3aUMOCBSI3H U paclpe/ieieHHe OTBETCTBEHHOCTH B OpraHU3alnH.

5.5.1 lokyMeHTHPOBaHHbIE POLEAYPhI CHCTEMbI MEHEIKMEHTA KauecTBa

ITpouexypsl cuCTEMBl MEHEIPKMEHTa KauyecTBa OMNMCBHIBAIOT JESTEIFHOCTh MO KadecTBY, KOTOpas
NPUMEHUMA K OpPTraHW3allMM B IEJIOM, YYHWTHIBAs PHUCKH, CBSI3aHHBIC CO CIEIU(UKONW MONydeHHS H
MPUMEHEHNS! KOMIIOHEHTOB KPOBH, PEKOMEHAYETCs pa3paboTaTh TaKHe MPOLEIYPhI, KakK:

- yIpaBlIeHNE JOKyMEHTAINEH U 3aIUCSIMH;

- BXOJIHOW KOHTPO!JIb;

- HCCIIEJIOBaHNE PEaKINi U OCJIOKHEHUH y JOHOPOB U PELIUIUEHTOB;

- IPOBEJICHNE BHYTPEHHETO ayIuTa (I[POBEPOK);

- B3aMMOJIEHCTBHE C JIeueOHO-TIPODUIAKTHIECKUMH YUPEKACHHUSIMU;

- YIpaBJICHUE HECOOTBETCTBYIOIIECH NMPOAYKIMeH (MaeHTH()HUKALKSA U TOMEIICHAE Ha KapaHTUH);

- pabora ¢ xanobamu;

- KOPPEKTUPYIOLIUE U NPEeTyTPExIAtoNie AeHCTBUS;

- Ipyrue (W/Wid 3a UCKITFOYCHNEM ) TI0 YCMOTPEHHIO OpTaHU3aIIH.

5.6 JJoxymeHTbl, HeoOXoauMble 1151 3¢ PeKTUBHOI OPraHu3anuu MPOU3BOJACTBA KOMIIOHEHTOB
KPOBH

5.6.1 BHemiHue perjiaMeHTHPYIOIIHE JOKYMEHThI

Jus  obecrieueHnst MPOM3BOACTBA KOMIIOHEHTOB KPOBH, COOTBETCTBYIOIIMX YCTaHOBICHHBIM
TpeOOBaHUSIM, B OPraHU3alMU JOHOPCTBA KPOBU JOJKHBI OBITh B HAJMYMM HOPMATHBHBIE JOKYMEHTBI,
yCTaHABJIMBAIOIINE 00s3aTeNbHbIC TPEOOBAHUSA K KPOBH M €€ KOMIIOHEHTaM, OTOOPY M OOCIICOBaHHIO
JIOHOPOB M DEryJHpYIOIINe JesITeNbHOCTh B O0JACTH 3arOTOBKH, IPOM3BOJCTBA W IEPEIUBAHUS
KOMIIOHEHTOB KpoOBU: 3akoHbl Pocculickoii ®@enepanuy; HALMOHAIBHBIE CTaHAAPThl, TEXHUYECKUE
perinamenTsl, Kiaccu(HUKaTopbl: MPHKa3bl U WHCTPYKIMH, caHUTapHble npaBwia W HopMmbl (CanlluH),
crpoutenbHble HOpMbI ¥ ipasuiia (CHUII) u npyrue HopMaTuBHBIE JOKYMEHTHI.

5.6.2 PaGoune HHCTPYKIHHU: CTAHJAPTHBIE ONlEePAllHOHHbIE NPOLEAYPbI

B opraHmzamum OOKHBI OBITH pa3paboTaHBl pabouyrie MHCTPYKIHWH YCTaHOBIIEHHOTO oOpasiia Ha
BBITIOJTHEHHE KPUTHYECKNX PON3BOJICTBEHHBIX MPOLEAYD, TAKAX KaK:

- IpHeM, UICHTU(GHUKALIS U PETHCTPALHS JOHOPA;



- MEJUIMHCKOE 00CIIeIOBaHNE JOHOPA;

- BEHEITyHKIIAS;

- Ia3Ma- u ruradepes:

- OKa3aHHEe MEAMIIMHCKON TIOMOIIM JJOHOPY B CJIydae PEeakiUu U OCI0KHEHU;

- aHAJIM3 peaKkuuii ¥ OCIIOKHEHHUH y JOHOPOB U PELUIINEHTOB;

- STUKETUPOBaHKe (KPOBH M KOMIIOHEHTOB, 00pa31l0B, MaTepUalloB);

- METOJbI MOJTYUCHUSA pa3JIMIHbIX KOMIIOHCHTOB,

- BBIITYCK (ITAaCTIOPTHU3ALHsl) TOTOBOM MPOAYKINH;

- TEXHHYECKOE 00CITy>KUBaHHE 000PYIOBaHUS,

- KCIUTyaTanus 000pyIOBaHUS;

- 0TOOp 00PA3IOB IS HCCIICIOBAHS KPOBH;

- OpTaHU3aIHs 3aTOTOBKH KPOBH B BBIC3THBIX yCIIOBHSX;

- 3aKa3 ¥ BbIIa4a KOMIIOHEHTOB KPOBH;

- XpaHEeHHUE U TPAHCTIOPTUPOBAHNE KOMIIOHEHTOB KPOBH;

- yOOpKa ImoMenIeHuH;

- 00paboTKa HHCTPYMEHTOB M 000pYIOBAHNS;

- CTepWIM3aNHNs MaTepHaIoB U HHCTPYMEHTOB;

- YTHIU3AIHs OTXO/IOB;

- apyrue (W/Wiy 3a UCKITI0UYEHHEM) TI0 YCMOTPEHHUIO OpraHU3allnHg.

5.6.3 3anucu (1aHHbIE 0 KaYeCTBE)

B OpraHu3anuu JOJIKHbI BECTHUCH U MOAJACPKHUBATLCA B pa6oqu COCTOSAAHUU 3allMCH, YCTAaHOBJICHHBIC
(henepabHBIM OPraHOM HCIIOJHHUTEIBHON TOCYJAapCTBEHHOW BJACTH, OTBETCTBEHHBIM 3a O0ECIICUCHHE
MOJUTHKH B 00JAacTH 37paBOOXpaHEHMs, OOECIeUMBAIOIIUME NPOCIEKUBAEMOCTh EIAWHHUI KPOBH M
CBSI3aHHBIX C HUMH PAacXOJHBIX MaT€pHAJIOB, 000PYIOBaHHS M WCIIOJHHUTEIS, OATBEPXKAAIOIINE PadboTy
CHCTEMbl KauyeCTBa M COOTBETCTBHE BBINOJIHEHHOW pabOThl yCTaHOBJICHHBIM TPEeOOBaHUSAM. 3alHCH
JIOJDKHBI BKITIOYATH CIIEAYIOIICE:

- IIPOTOKOJIBI COBELIAHUH MO KaueCTRY;

- 0T4eTHI 00 OOYYCHUU TTePCOHANIA;

- TEXHUYECKHE 33/IaHKs Ha TIPOBEICHHE KOHKYPCOB Ha 3aKyIIKH MaTepUalioB U 000PYI0BaHUS;

- OTYETHI O BAJIMJIAIINH MTPOLIECCOB;

- CBEJICHMsI O MOHUTOPUHI€ IPOU3BOICTBEHHOM CPENbL;

- CBCACHUS 06 l/IJIeHTl/Iq)I/IKaLII/II/I U MPOCICIKUBACMOCTH ABMKCHUA MAaTECpUaIOB U TPOAYKIIUHA,

- MaTepHajbl 00 yIpaBIEHHN CPEICTBAMH U3MEPEHUS;

- pe3yJIbTaThl KATMOPOBKU/IOBEPKU CPEJCTB H3MEPEHHIA;

- pe3yJIbTaThl BHYTPEHHHUX aYAUTOB;

- CBeJICHHSI O XapaKTepe HECOOTBETCTBUH M BCEX MOCIEIYIONINX IPEANPHHATHIX IEHCTBUH;

- pe3yabTaThl KOPPEKTHPYIOUINX H MIPEIYTPEKAAIONINX TSHCTBHIL;

- CBEJICHUS YJOBJIETBOPEHHOCTH MOTPeOUTENs (OI1arogapHOCTH, KAIOObl, OTYETHl 00 MCCIEIOBAaHUIX
peaxiuii ¥ OCIIOKHEHUH Y JOHOPOB U MAIlUEHTOB).

Bce 3ammcu JOJI2KHBI 6])IT]) IIoAIIMCaHbl HMCIIOJHUTCIAIMU M Ha HHUX [OOJIKHA 6I)IT]J YKa3zaHa pgarta
BBITIOJTHEHUS 3aMKCEM.

5.7 YupasJieHue j0KyMeHTanMei

B opranuszanuu 1o/mpkeH ObITh B HAUTMYUM TT€pEeYeHb JOKYMEHTOB (KaK BHEIIHHX, TaK U BHYTPEHHHUX),
OTHOCSIIUXCS K CHCTEME KauecTBa, C YKa3aHUEeM:

- HANMEHOBaHH JOKYMEHTOB;

- KOJIOB OpraHu3aluii;

- TOJHDKHOCTHBIX JIUI, OTBETCTBEHHBIX 32 HX YTBEPIKICHIE;

- IaTBl YTBEPKACHUS EHCTBYIOMNX BEPCHI TOKYMEHTOB;

- aJIpecoB PACCHUIKM KOTHH H MOPSAKA JOCTYIIA K HAM.

B oprammzanmm gmomxHa OBITh  yCTAHOBIEHA Ipolefypa YHpaBiIeHHS JOKyMEHTalUew,
obecrieunBaoLias MCIOJIb30BaHUE TOJIBKO YTBEP)KACHHOH JOKyMEHTAllMH, COJEep)Kallell HOBEWIIYIO
nHpopManuio, BKIOYasi BHyTPEHHUE U BHEIIHUE JOKYMEHTBI.

J1J1s1 KOHTPOJIS BBIYCKa JOKYMEHTAIMH JI0JDKEH OBITh YCTaHOBJICH TIOPSI0K, BKIFOUAIOIIHA B ce0s:

- pa3paboTKy JOKYMEHTOB;

- MPOBEPKY NPUTOJHOCTH JIOKYMEHTOB JIO X BBIITYCKa;

- YTBEpXKICHHE JOKYMCHTAINH;

- PETHUCTPAINIO U KOAUPOBAHHE JOKYMECHTOB;

- obecrieueHne MmoIb30BaTeIel KOMHIMU;



- BHECCHHUE U3MEHEHMH B JOKyMEHTAIHIO;

- ©XKETO/IHBIN NEPECMOTP JOKYMEHTOB C OTMETKON TEKYIIETO CTaTyca;

- U3BSITHE U apXUBUPOBaHHE JIOKYMEHTOB.

JlelicTByIOIIIE BEPCHH BCEX JOKYMEHTOB JOJDKHBI OBITH JOCTYIHBI MCIIOJHUTEISIM BO BCEX MYHKTax
UX TPUMEHEHHUSL.

Heobxoanmo obecrieunTh KOH(OUASHINAILHOCTD COOTBETCTBYIONIEH JTOKYMEHTALUH M MEPHI 3aIlIUTHI
OT HECAaHKIMOHMPOBaHHOIO nocTymna. Cucrema JO/DKHA OOECHEeUYHTh 3alIUTy OT HENpeAHaMEpEeHHOTO
WCIIONIb30BaHMs YCTApEeBIINX JIOKYMEHTOB W WACHTU(HKALMIO JIOOBIX YCTapeBIIMX JIOKYMEHTOB,
OCTaBJICHHBIX IJIsl KAKHX-THO0 LeJIeil.

Bce 1oKyMeHTHI JOIDKHBI OBITh B3aMMOYBSI3aHBI MEXKIY COOOH M C PyKOBOJICTBOM IO KQU€CTBY.

JlokyMeHTaIus 10JHKHA OBITh MACHTH(PHINPYEMOH.

Kaxaplil ToKyMeHT HOJKeH ObITh PeAHa3HAYCH IS ONIPEAEICHHOI 001acTH MPUMEHEHUS.

O0beM HOKYMEHTALUH JOIKEH ObITh MUHIMAIIBHBIM, HO IOCTATOYHBIM TSI IPAKTHYECKUX IETIeH.

JlokyMeHTaIus JOJKHA COEP>KaTh TOIBKO ITPAKTUUECKH BBIOIHUMBIE TPEOOBAHMUSL.

5.8 YupasJienue 3anucaMu

B opranuzanuu goipkHa OBITH yCTaHOBIIEHA JIOKYMEHTHPOBAHHAs NIPOLiEypa YIPaBICHHs 3alIUCSIMHU.
CucrtemMa perucTpaliid W COXPaHEHHUs JaHHBIX O KauecTBE JIOJDKHA OO0ECHEeYHTh BO3MOXHOCTh
MPOCJIEKUBAEMOCTH JIIO0OM €IVHUIBI KPOBH MM KOMIIOHEHTAa KPOBH OT MCTOYHHKa (JOHOpa) 10
KOHEYHOTO ITyHKTa HaXOXKAEHHS ISl WUCCIENOBAaHMS NPHYMH PEaKUMHd M OCIOKHEHUH Yy JOHOPOB M
peunnueHToB. CucremMa perucTpaniy 1 COXpaHEeHHUs! JaHHBIX JOJDKHA BKIIIOYATh B CEOsI:

- HACHTH(UKAINIO JOHOPA U PEIUIHEHTA,;

- 3aIUCh PE3YNbTAaTOB KOHTPOJS W HMCIIBITAHUH (0OCIeI0BaHHS JOHOPOB, NCCIEIOBAHNS KPOBU H €€
KOMIIOHEHTOB, ITOBEPKH/KaIHOPOBKY OOOPYNOBaHMUS, CTEPWIM3ALUHA HHCTPYMEHTOB M MAaTEpUAJOB H
T.IL);

- HUINYWE MOATBEPXKAAIOIUX MOANKCel (OTBETCTBEHHBIX HMCHONHHUTENEH: JOHOPA O COTJIacHH Ha
JIOHAIIMIO U T.IL.).

3amucu JOJDKHBI BHOCHTBCS B YYETHO-PETHCTPALIMOHHBIE (DOPMBI: JKypHabl, OJIAHKH, BEIOMOCTH,
kapTouku. Popmbl U HOCUTenH 3amucedl (OymaxkHble, 3JEKTPOHHBIE), a TaKXKe B3aUMOACUCTBHE
KOMITBIOTEPHBIX W OyMaXXHBIX HOCHTEJICH JOJDKHBI OBITh pEriIaMeHTHPOBaHBl HOPMAaTHBHBIMH
JOKyMEHTaMH. B ciydae OTCYTCTBUS YCTAaHOBJICHHBIX OOpa3loB, OpTaHM3alMH CIIEAYyeT CaMon
paspaboraTh HeoOXoaUMBIE (HOPMBI.

3aperucTpupoOBaHHbIC JAaHHBIE IOJDKHBI COXPAaHATHCA B TEUEHHE YCTAHOBICHHOTO Iepuoia i
JAHHBIX KQXKJOT0 BHA.

3anucu TOIHKHBI OBITH Pa300PUMBHIMU U TTOTHBIMH.

BaxxHo oOecrmeunTh COXpaHEHHE 3alMCeil B TEYEHHUE YCTAHOBJIEHHOTO IIEPHOJa BPEMEHH IIpU
KOHTPOJIMPYEMBIX YCIOBHSAX, KOTOPBIE BKIIOYAIOT B CE0s:

- CAaHKIIMOHUPOBAHHBIM JOCTYII K 3aIIUCSIM;

- XpaHEeHHe 3amKceil B CleUaIbHO YCTAHOBJICHHBIX MECTaX M YCJIOBHUSX, UCKIIOYAIOIINX UX TIOpYy U
HOTEPIO;

- BOCCTAHABJIUBAEMOCTb 3aIlHCeH;

- OTBETCTBEHHOCTh Ha3HAUCHHBIX JIMII 32 COXPAHHOCTb 3aIHCeil;

- apXVBHBIC JIaHHBIE.

6 Pecypcnl

6.1 Ilepconan

6.1.1 O0uue MoI0KeHUs1

[TepcoHan opraHu3anuu sIBISIETCS. OJHUM W3 TJIABHBIX PECYpCOB, OT KOTOPOTO 3aBHCST KauecTBO
MPOAYKIIUH U COXPAHCHUE TOHOPCKUX KaJIPOB.

OpraHu3anuy ClIeAyeT YCTaHOBHUTH IPOIEIYPY, ONMPEICIISIONIYI0 MOPSI0K MOJ00pa U MOArOTOBKH
MepCoHasa, KOTopas IMpeayCMaTpPUBACT:

- INIAHMPOBAHHUE U aHAJIN3 TIOTPEOHOCTHU B MIEPCOHAJIE;

- 1oA0O0p ¥ OIEHKY KBATN(HUKAIIH IEPCOHANA;

- IJITAaHUPOBaHKE 00Y4EHHS U MOBBIIICHUS KBaTH(DUKAIINY;

- IpOBeJICHUE O0YUYCHUSI.

- OLIEHKY OOyYeHWS.
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6.1.2 Ilogdop nepconaja

[Iponenypa moxbopa mepconansa JOKHA IPETyCMaTPUBATh:

- OLIEHKY YPOBHsI 00pa30BaHusl, KBTU(PHUKAMKA U KOMIIETEHTHOCTH IIEPCOHANIA NIPU IIPUEMe BHOBb Ha
paboTy, a TaK¥Ke NPU MCIOJIB30BaHUH COOCTBEHHOTO pe3epBa KapoB;

- YCTaHOBJICHHE KpuTepueB (MPH HEOOXOAMMOCTH) moaAdOpa TMepcoHala s  BBIIOJHCHUS
KOHKPETHBIX MPOUECCOB WJIM BUAOB ACATCIIbHOCTH.

6.1.3 O0yuyenue nmepconasa

Opranuzanusi J0JDKHA OOECHeUnTh HEOOXOJUMYIO0 IOArOTOBKY mepcoHana. Crexyer o0ydaTh
MIepCOHAJ BCEX YPOBHEH M KaTeropuii, y4acTBYIOIIMX B TPAHC(Y3HOHHOM IIPOLIECCE, a TAKIKE MEepCOHA
OpTaHU3AINH, BEITOIHSIIOMNX PaboTy 1O KOHTPAKTY.

Heobxomumo ompenenuTh, B KaKOM OOYYCHHW HYXKHAIOTCAd PabOTHUKH OpTaHM3alldl JOHOPCTBA
KPOBH W JpPYTrUX B3aWMOCBSI3aHHBIX OpTaHU3AIlMiA C YYEeTOM 3aKOHOJATENbHBIX TpPEeOOBaHWHA W
Pe3yIbTaTOB aHAIN3a CUTYAllUH 110 Ka4eCTBY.

OOyueHne BcexX BHAOB CIENyeT TOATBEPAUTH MPOrpaMMaMH OOyYeHHs, KOTOpPBHIE JOJDKHBI
pactpoCTpaHsIThCd Ha BeCh INTAaT COTPYAHMKOB, BKJIIOYAs pPYKOBOACTBO, a TaKKe BPEMEHHBIX
COTpPYTHUKOB.

6.1.4 Ouenka pe3yJIbTATHBHOCTH MpoIecca 00ydeHus

Heo0xoanmMo npoBoIUTh NEepHOIHUECcKylo olleHKY dddexTrBHOCTH 00y4yeHus nepcoHana. OcHOBHas
IeNIb TPOBEPKH Pe3yJbTaTHBHOCTH — OOECHEYeHHE YIpaBICHHS NpoLeccoM OOY4YEeHUs ITyTeM
YTOYHEHUS], U3MEHEHHUS M YITYUIICHUS ITPOTPaMM.

6.1.5 lokymeHTaNUs 110 MEPCOHATY

YmupaBnerne AOKyMEHTaMH, AEMOHCTPHUPYIOMIMMH Mporecc moadopa W IMOATOTOBKH IEPCOHANA,
OCYLIECTBJISIIOT B COOTBETCTBUU C 5.7.

Buns! 1okyMeHTOB 10 00y4eHHIO:

- IITAaTHOE PACIIUCAHNUE;

- TOJDKHOCTHBIE HHCTPYKIIHU;

- IPOTPaMMBI, TUTaHbI, TpaduKu 00YICHHUS;

- oT4eThl 00 00yUeHNHY;

- IPOYHE TOKYMEHTHI.

6.1.6 3anucu no nmepcoHaxy

B opranmzanmu TOIDKHBI BECTHCHh U MONICPKUBATHCS B padOYeM COCTOSHHUH 3aIliCH, COACpIKaIlne
CBEJICHUS O BCEX BHIaX OOydYeHHS COTPYIOHUKOB, KaKk B IpoIlecce padOTHI, TaK U C OTPHIBOM OT PabOTHI
(BHYTpH caMoil OpraHHU3allii WK B CTOPOHHEW OpTaHU3aIHN ).

6.2 Jlonopnl

JIOHOpHI SIBIIAIOTCS TJIABHBIM PECYpCOM IIOJNyYEHHs KPOBHM U €€ KOMIOHEHTOB. [ oOecmedeHus
JIOCTaTOYHBIX 3a11acoB 0€30MacHON KPOBH OpraHU3alysl 10JDKHA:

- OLIGHHUTH ITOTPEOHOCTh B 3arOTOBKE KPOBH;

-pa3paboTath 3PEKTUBHYIO TPOTPaMMy MOTHBAIIMH, HAOOpa U NMPOCBEIIEHHS JOHOPOB;

- OIIPEENNTH 3aTpaThl, HEOOXOANMBIE ISt OpraHu3anuy 3Gp(eKTHBHON KaMIIaHUH 110 TPOCBEICHHUIO,
MOTHBALMH ¥ HA0OPY JIOHOPOB, U BBIAEINTH HEOOXOAMMBIE CPE/ICTBA;

- €O30aTh CeTh NOCTOSHHBIX JOOPOBOJBHBIX OE3BO3ME3NHBIX IOHOPOB C HAWMEHBIINM PHCKOM
nepeadd TeMOTPAaHCMHUCCUBHBIX WHEKITHA.

6.3 Ilomeuenus

Jna obecniedueHNsI COXpAaHHOCTH 3/1aHUHM M MOMEIIEHHH B MPOILECCe MX IKCIUTyaTaIllil OpTraHU3aIys
JIOJDKHA TIPOBOANTE TEXHUYECKHE OCMOTPHI, TEKYIINE U KalTUTaJIbHBIE PEMOHTEHI.

[Tomemenuss MOMKHBI OBITH pa3lielieHbl MO BHIAM MPOBOJUMEBIX pPabOT M HCIOIB30BATHCA B
COOTBETCTBUM C UX HA3ZHAYCHUCM: MPOU3BOJACTBCHHBLIC MOMCHICHUSA (3OH])I); NMOMCHICHUA IJIs1 XpaHCHUA
(ckmazpl); OBITOBBIC TOMEIICHUS.

B OpraHu3alun J0JIKHBI OBITH BbIJICJICHBI OTACJIbHBIC IIOMCIICHUA (CK.]'laZ[I)I) JJIA XpaHCHUA

- PacXoJHBIX MarepuayioB (IIOJIMMEPHBIX KOHTEWHEPOB JUIS 3arOTOBKH KPOBHM U €€ KOMIIOHEHTOB,
Ha0OPOB peareHToB U APYIHX MaTEpPHAIIOB);

- KPOBU U €€ KOMIIOHEHTOB, UMEIOIINX Pa3HBIN cTaTyc KOHTPOJIS (TOTOBast MPOYKLMs; BO3BPAILCHHAS
W OTO3BaHHAS y MOTPEOUTEN], HECOOTBETCTBYIOMIAsA, OpaKOBaHHAs, HA KApAaHTHHE).

[lpu oTCyTCTBHHM TakmX MOMEIIEHWH HEOOXOAWMO BBIICIHTH H3OJHPOBAHHBIC 30HBI, CTEIUIAXKM,
XOJIOJVITEHUKH.

CxJiazg TOTOBOM NMPOAYKIWHU IOJDKEH OBITH PACIIONOXKEH B MOMEIICHHH, JOCTYITHOM C BBIXOAA WIIN
BXOJ[a OpTaHU3AIIH.
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B opraHmzamum JOJDKHBI OBITH NPEIYCMOTPEHBI TIapaepoOHbIe, KOMHATBI OTIbIXa, CAHUTAPHO-
OBITOBBIC NOMEIICHHS U TYaJIeThl, PACIIOI0KEHHBIE BOJIM3M, HO N30JMPOBAHHO OT HMPOU3BOACTBEHHBIX
HOMEICHU, OCHALIEHHbIE COOTBETCTBYIOIIUM OOOPYIOBAaHMEM, MOIOIIMMH M Je3MHOHIMPYIOLMMH
cpeAcTBaMu, yOOPOUHBIM HHBEHTAPEM.

HOMCHJ,GHI/ISI 1 30HBI JOJIDKHBI UMETh YETKOCE 0603HaquMe )44 OFpaHH‘ieHHbIﬂ JO0CTyIl

6.4 O6opynoBanue

6.4.1 O0uue TpedoBaHus

Opranuzanus J0/DKHa OOecCIeudTh HEoOXonuMoe OO0OpyHOBaHUE U OPraHU30BaTh €ro MOHTAK,
YCTaHOBKY, 3KCIUTyaTaluio, 00CIy>KUBaHHE W PEMOHT TaKUM 00pa3oM, 4TOOBI OHO OBLJIO MPHUTOIHO LIS
NPOU3BOICTBA KOMIIOHEHTOB KPOBH, COOTBETCTBYIOIIMX YCTAaHOBJICHHBIM TPEOOBAHHUSM.

OpraHu3auus JOJDKHA HAa3HAYUTB JIMLO, OTBETCTBEHHOE 32 COCTOSIHUE, TEXHHYECKOe 00CIy)KUBaHHE U
PEMOHT 000pyIOBAHHS.

Bce ob6opymoBanue, mnpuMeHseMoe B IIPOM3BOJACTBE M IIPHM KOHTpOJE KadyecTBa KPOBH H €€
KOMIIOHEHTOB, MOJUISKHUT y4eTy. [ opraHus3anuy ydera ciemayeT COCTaBUTh IIepedyeHb M pa3paboTaThb
CHCTEMY MACHTU(HKAINHN 000pyJOBaHUSL.

Opranusanus J10JDKHa 00eCIIeYnTh He0OOXOJMMbIE MEPBI OXPaHbl TPYa M TEXHUKH 0€30I1aCHOCTH NPU
MOHTaXe€, SKCIUTyaTalluk U pEMOHTE 000PYA0BaHUSI.

[Mepconan nomkeH ObITh 00yUeH NPaBHIBHOM KCIUTyaTalluy U YXOAY 32 000pyI0BaHHEM.

6.4.2 TpeGoBaHusl K IKCIUIyaTAllMU 000PY10BAHUS

O06opynoBaHKe JIOIKHO OBITH ITPOCTHIM B YIIPABICHUH U 0€30MacHBIM B IPUMEHEHHH.

Konctpykumss m ¢yHKIMM 000pyJOBaHHS [ODKHBI MaKCHMalbHO CIIOCOOCTBOBATH IOJYyYEHHIO
0e30MacHbBIX MPOLYKTOB KPOBH, COOTBETCTBYIOLIMX YCTAHOBJICHHBIM TPEOOBaHHSM.

KoHcTpykuust 000pyZOBaHHS M MaTepUajbl, U3 KOTOPOrO OHO HM3rOTOBJICHO, IOJDKHBI HO3BOJISATH
OCYIIECTBIIATH €r0 OYHMCTKY W IPOCYIIMBAaHHE, & TaKkKe O0JagaThb CTOWKOCTBIO K BO3IEHCTBHIO
nesuHduuupyomux — cpeacts.  O6GpaboTka 000pyZOBaHHMS MOIOIMMH M JIe3MHOHUIUPYIOLIUMH
CPEICTBaMU JIOJKHA TIPOBOJHUTHCS B COOTBETCTBHUHU C MUCHhbMEHHBIMU HHCTPYKIAM (COIT).

KoncTpykuueit 000pyaoBaHus 10JKEH OBITh TIOJIHOCTBIO UCKIIOYEH €ro HEMOoCPEICTBEHHbBIH KOHTAKT
C KPOBBIO B IIPOIIECCE 3aTOTOBKH U IMPOU3BOZCTBA KOMIIOHEHTOB.

HenocpencTBeHHbI KOHTaKT C KPOBBIO B IIPOLIECCE 3arOTOBKM W IPOM3BOACTBA KOMIIOHEHTOB
JIOIYCKAeTCsl TOJNBKO B MPHUCIIOCOONEHHSX, INPOU3BOAMMBIX IIPOMBIIUIEHHBIMHA IPEANPHUATHIMH B
CTEPWJIBHOM HCIIOJHEHHH, HE BBI3BIBAIONIMX HEOJIArONpPHATHBIX M3MEHEHHH B KPOBU U HCIOJIB3YyEMBIX
OIHOKpaTHO. JlaHHBIE NPUCIIOCOONEHHST MOTYT OBITH HCIIOJIB30BaHBI TOJBKO B KOMIUIGKTE C
000pyIOBaHUEM, I KOTOPOTO OHU NpeIHAa3HAYCHBI.

O0opynoBaHue, KOTOPOE CONPHKACACTCS C MOJMMEPHBIMI KOHTEHHEPaMH WIIM TPYOKaMu, He JOJDKHO
coliepKaTh JeTajell WM MaTepuajloB, KOTOpbIe MOTYT IOBPEAWTH IulacTHK. Yacth oOOpynoBaHuS,
PEryisipHO COIIpUKAcalolldecs C KOHTeWHepaMM, JOJDKHBI IIOABEpPraThCsl €XKeIHEBHOH o00paboTke
MOIOIMMH CpEICTBAMH W IEepHOIMYECKON Ne3nH(eKIHMu, B cilydae 3arps3HeHHs 00OpyIOBaHUS,
HaIllpUMep IIPH pa3pbiBe MeIIKa, 00paboTKy U Ie3MH(EKIHIO CIeayeT IPOBECTH HEMEICHHO.

6.4.3 CrnenmnaibHble TpedOBaHUS K O00OPYIOBAHHMIO, HENMOCPEICTBEHHO BJIMAIOIIEMY Ha
Ka4ecTBOM 0€30MacHOCTh KPOBH

[lepeyeHb OCHOBHOTO 000OPYIOBAHHMS ONPEICIISIOT ACHCTBYIOIIIE HOPMATUBHBIC JOKYMEHTHI.

ITpu BeIOOpE, SKCIUTyaTalMM M OOCIYXXMBaHMH OOOpYJOBaHMS, HEIOCPEICTBEHHO BIIMSIOIIETO Ha
KayeCcTBO U 0€30IacHOCTb KPOBH, CJIEAYyeT YUHTHIBaTh IIOTEHIMAIbHBIE PHUCKH, CBS3aHHBIE C
KPUTHYCCKHMMH  JTallaMH  IIPOLIECCOB  3arOTOBKH, IPOM3BOJACTBA,  OOCJIEHOBAaHHS, XPaHCHUS,
TPAHCIIOPTHPOBAHHMS H IIEPEIIMBAHHS KPOBU B COOTBETCTBHH C 7.5.

K 06opynoBaHHIO, CBSI3aHHOMY C KPUTHYECKHMH 3TallaMUd OTHOCSTCSL:

- JOHOPCKHE Kpeca;

- anmaparsl Ui 3ar0TOBKHM KOMIIOHEHTOB KPOBH METOIOM adepesa;

- HeHTpudyrH;

- BCCBI-ITIOMCIINBATCIIN,

- CHICLIMAJIM3MPOBAHHOE  XOJIOAWIBHOE M MOpPO3WJIbHOE  00OpyJOBaHME, B TOM  4HUCIE
OBICTPO3aMOPAKUBATENH TIA3MBI;

- KPHOXPaHMUJIHILIA;

- TPOMOOMUKCEPHI U TEPMOCTATHI;

- 3aIranBaTeIH TUIACTUKOBBIX MarucTpajiei;

- anmaparsl JUIsl CTEPHIEHOTO COSIHHEHUS MaruCTpaeii;

- mabopaTopHOE 000PYAOBAHHE;
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- CHIENMATM3MPOBAaHHOE MOOWIBHOE XOJIOAWJIBHOE OOOpYyAOBaHWE Al  TPAHCHOPTHUPOBAHUS
KOMITOHEHTOB KPOBH:

- 000pyJOBaHHUE I pa3MOPAXKUBAHUS U NIOAOTPEBa KOMIIOHEHTOB KPOBH;

- 000pyZOBaHuE ISl CTEPUIIU3ALNE MAaTEPHAIIOB;

- KOMITBIOTEPHOE, IITPUXKOJI0BOE, epuepuitHOe 1 MapKUPOBOUHOE 000PY/I0BaHHE.

TpeboBaHMs K H3MEPUTEIHHOMY 000PYAOBaHUIO pacCMaTpUBarOTCs B 7.14 HacTosIIero cTaHxapra.

6.4.3.1 Jlonopckue kpecna

JloHOpcKne Kpecia JOJDKHBI oOecnednBaTh KOMQOPTHBIE YCIOBHSA AL JIOHOPA M B 3KCTPEHHBIX
CUTYyallMsIX JIETKO M3MEHSATH II0JIOXKEHHWE, OOecleunBalollee Nepexoa Telda JOHOpa B IIOJIOKECHHUE
TpennenenOepra.

6.4.3.2 AnmapaTsl A7 3aTOTOBKH KOMITOHEHTOB KPOBH METOIOM adepesa

Amnmaparts! U 3aTOTOBKH KOMIIOHEHTOB KPOBH METOJIOM aepesa TODKHBI 00€CTIeInBaTh:

- Ka4ecTBO cepBuca (OBICTPOTY OTKIMKA H BO3MOYKHOCTH KOHTPOJISI TIPOLIEAYPHI);

- KoM$OpT TOHOPA;

- KOMOMHUPOBAHHBII COOp JBYX KOMIOHEHTOB M/HIH cOOp IBYX 03 OJHOIO KOMIIOHEHTa OT OZHOTO
JIOHOPA, a TAKXKe

- 6]:IT]) NEPEHOCHBIMU U MO6I/IJ'H)H]JIMI/I J1A MIPUMEHCHUSA TaM, TA€ €CTb JOHOPHI.

6.4.3.3 Llentpudyru

LlenTpudyru KomKHBI 00€CIeYNBaTh:

- HabOp peXUMOB LEHTPHU(YTHPOBAHHUS, JOCTATOUHBIN JJISl MOIYUYCHUS 3asBIEHHON HOMEHKIATYpPbI
MPOJYKTOB U Ja0OPaTOPHBIX UCCIIEOBAHNH;

- 3(h(heKTUBHOCTH pa3IeICHHUS;

- Oe3omacHOCTh (OTKIIOUEHHE TpH pa3dalaHCHPOBKE; MaKCHUMAaJbHBIM OucOaraHc Tpy30B, MIpH
KOTOPOM He NMIPOUCXOANT pa30anaHCUPOBKH; MUHMMaJIbHAs BUOpALINs).

6.4.3.4 Becbl-moMemmBarenu

BecpI-noMemmBareny 10KHBI 00€CTIEYHBaTh:

- aMIIUTYyy U I€EPUOANYHOCTD IMTOMCUINBAHUSA

- 3BYKOBYIO M CBETOBYIO CUTHAJIM3ALUIO.

6.4.3.5 Chenuaiu3upoBaHHOE XOJOJWIBHOE W MOPO3WIBHOE O0OpyIOBaHHE, B TOM YHCIE
OBICTPO3aMOPa’KUBATEIH TIITA3MBI

Ha BceM XONOIWIBHOM M MOpPO3HJIBHOM OOOpYIOBaHMH MJOJDKHA OBITH YCTAaHOBJICHA CHUCTEMa
CUTHAJIM3AIMK, W3BEIaoNlass O HEJAOIMYCTUMOM W3MEHEHHUH TEMIIEpaTypbl, HEHCHPAaBHOCTH WIH
ABapUITHOM OTKJIFOUEHUH.

Mopo3zuipHOe 000pyIOBaHHE

Mopo3unpHOe 000pyIOBaHHE JODKHO 00ECTICUNBATH:

- YCTAHOBJICHHYIO TEMIIEPaTypy 3aMOpPaKMBAHUSI KOMIIOHEHTOB KpOBH (IUIa3Mbl, 3PHUTPOLUTOB,
TPOMOOITUTOB);

- CKOPOCTh 3aMOPaXKHBAHUS IUIa3MbI, 00ECTICUMBAIOIIYIO TOCTIKEHNE TeMiepaTypsl muayc 30 °C B
cep/ieBrHe KoHTeitHepa o0bemom 300 mi 3a 30 muH;

- IPOTPaMMBbl  3aMOPKUBAHUS, HEOOXOAMMBIE JUId IIOJNY4YSHHS 3asBICHHOW HOMEHKJIATYpPbI
KOMITOHEHTOB KPOBH;

- 3alIUTY OT HECAHKIIMOHUPOBAHHOTO JIOCTYIIA;

- MOHUTOPUHT PEKUMa 3aMOPAKUBAHUS;

- KOMITBIOTepHBIN HHTEpdETiC.

XomonuinpHOE 000pyIOBaHNE

XomonunbeHOE 000pyIOBaHUE TOTDKHO 00ECTICUMBATD:

- YCTaHOBJICHHYIO TEMIIEPAaTypy XpaHEHUS M TPAaHCIIOPTUPOBAHUS BCEX BUAOB MPOAYKTOB (KpOBH,
KOMIIOHEHTOB KPOBH, 00pa3LiOB KPOBH, PEareHTOB);

- MOCTOSIHHYIO TEMIIEpaTypy COJCpPKMMOI0 KOHTCHHEpOB B 3aJaHHBIX INpeJesax, B TOM 4YHCIE B
PEeKHME CaMOPa3MOPaXKMBAHUSI XOJIOIMIIBHIKA, TP HATMYUU TaKOW (YHKIINY;

- OBICTpOE BOCCTAHOBJICHHE HCXOJHOW TEMIIepaTyphbl NPH KPATKOBPEMEHHOM OTKPBIBAHUH JBEPIIbI
XOJIOIMIIbHUKA;

- MOHUTOPUHT YCIIOBUI1 XpaHEHHUST;

- CUTHaJI TPEBOTH IIPY OTKJIIOHEHHH TEMIIEPATYPhI OT YCTAHOBJICHHBIX NIPEJICIIOB;

- HaJIM4Me CIIEHHAIBHBIX ITOJIOK ISl XpaHEHHUs, 0OECIIeUNBAIOIINX BU3YAIN3AINI0 HHIIMBHYJILHOH
MapKHUPOBKH;

- 5KOHOMHUYHOCTb;

- HUINYWE CTEKISTHHON ABEpH (111 XpaHEHHsI SPUTPOLIUTCOACPIKAIINX KOMIIOHEHTOB KPOBH):
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- IPUHYAUTEIFHYO0 TUPKYIIUIO BO3AyXa BHYTPH XOJIOIMIEHHAKOB,;

- 3aIIUTY OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA;

- KOMIIBIOTEPHBIN HHTEPQETIC.

Kpunoxpanunumia

Kpunoxpanunuia 10KHb 00eceunBaTh:

- cTaOMIIBHOCTB TEMIIEPATYPBI;

- JIETKUH JOCTYII K pa3MELIeHHOM B HUX ITPOLYKIUH;

- BO3MOXKHOCTb JJIEKTPOHHOT'O KOHTPOJISI TEMITEPATYPbl BHYTPH XPaHHUJIHIIA;

- BO3MOXKHOCTb aBTOMATHYECKOH MOIIHUTKH XHUIKUM a30TOM;

- 3aIUTY OT HECAHKIIOHUPOBAHHOTO JOCTYTIA.

6.4.3.6 TpoMOOMUKCEPHI U TPOMOCTATHI

TpomOoOMHKCEpHI TOTKHBIL:

- TIOAEPKUBATH TPOMOOLIUTHI BO B3BEIICHHOM COCTOSIHUY;

- obecreunBaTh JOCTYII BO3/IyXa BHYTPb KOHTEHHEPa,

- obecrnieunBaTh XOPOIIHii 0030p KOHTSHHEPOB.

TepmocTaThl 1jist TPOMOOIIMTOB TOJKHBI 00ECIICUHBATD:

- CO3/laHKe 3aJJaHHOW TEMIIepaTypbl B KOPOTKHE CPOKH (32 CUET BEHTWIISLIMU BO3/yXa);

- XpaHEHHE TPOMOOIIUTOB MPHU 33JaHHOU TEMIIEPATypeE;

- OBICTPOE BOCCTAHOBJICHUE TEMITEPATYPhl IPH KPATKOBPEMEHHOM OTKPBIBAHWH JIBEPH;

- XopomIuii 0030p KOHTEHHEPOB (3a CYET MPO3PAYHOCTH JIBEPH).

6.4.3.7 AnnapaTsl A1l CTEPUIBHOTO COEIMHEHUSI MarucTpaneit

ArmmapaTel Ui CTEPWIBHOTO COCIAWHEHHS MAarucTpayiel IODKHBI 00ecreunBaTh TE€PMETHIHOE
COEIMHEHUE MarucTpaie.

6.4.3.8 Crneunanm3upoBaHHOE MOOMIBHOE XOJOAWIBHOE 000pYAOBaHHME JUII TPAHCIIOPTHPOBAHUS
JIOHOPCKOM KPOBH U €€ KOMIIOHEHTOB

Crienmann3upoBaHHOE MOOHMIIBHOE XOJIOAMIBHOE 000pyAOBaHHE I TPAHCIIOPTHPOBAHUS JOHOPCKON
KPOBH U €€ KOMIIOHEHTOB JIOJDKHO 00€CIIeYHBaTh:

- IOJyIep)KaHue CTa0MJIBHOW TeMIepaTypbl BHYTPH KOHTEHHEPOB B TeUEHHE BCEro Iepuoja
TPaHCIIOPTUPOBAHUS;

- MOHUTOPUHT TEMIIEPaTypbl BHYTPH KOHTEHHEPA;

- 3alIUTY OT HECAHKIIMOHUPOBAHHOTO JIOCTYIIA;

- y10OCTBO CKJIaAMPOBAHUS HECKOJIBKUX KOHTEHHEPOB NPU TPAHCIIOPTHPOBAHUHY;

- MPOYHOCTh W JKECTKOCTh KOHCTPYKIHH [UIS TPEIOTBPALICHUS (PU3UIECKOTO MOBPEKICHHUS
TEPMOKOHTEIHEpa, B TOM YHCIIe OT BUOPALIMH U yIapa;

- HaJIM4ue TePMOPETUCTPATOpa BHYTPH KOHTEHHepa;

- COOTBETCTBHE TpeOOBaHUAM OM0OE30IaCHOCTH TIEPEBO3UMBIX IIPOTYKTOB.

6.4.3.9 ObopynoBaHue [yisi pa3MOPaXUBaHMs M [OJ0rPEeBa

[Ipu pazmopakuBaHUM W TOJOTPEBE KOMIIOHEHTOB KPOBH HEOOXOIMMO HCIIONB30BaTh CIIEHHAIBEHOE
000py/10BaHUE, UCKITIOYAIOIIEEe HEMOCPEICTBEHHbIH KOHTAKT C TEIJIOHOCUTEINISIMHA U OaKTepHOJIOTHYECKOE
3arpsi3HEHUeE.

O0opynoBaHue Uit pa3MOPaXUBAHUS M OJOTPEBa KOMIIOHEHTOB KPOBH JIOJDKHO 00€CIIEUMBATh!

- YCTAQHOBJICHHYIO CKOPOCTb Pa3MOPaXMBaHHMS M MOJI0IPEBA;

- IPEeAOTBpaIeHue KOHTaMUHALIUH;

- MOHUTOPHUHT PEXIMa Pa3MOpPaXMBAHHUS U ITOIOTPEBA.

6.4.3.10 ObopynoBaHre IJIs CTEPUITH3ALNN MaTEPHUATIOB

O6opyznoBaHue IS CTEPHIM3AIANA MaTepHAIIOB JOJDKHO O0ECIedrBaTh HANCKHOE YHHUTOXKCHHE
KOHTaMUHHUPYIOIUX MUKPOOPTaHIU3MOB.

6.4.3.11 KommnbroTepHoe, IITPUXKOI0BOE, NepudepriiHoe 1 MApKUPOBOYHOE 000PYAOBaHUE

Kommnprotepaoe 060pynoBaHNE JODKHO 00E€CIIEUNBATE:

- cpeZicTBa ayTeHTU(QHKAIIMK COTPYJHUKOB (3JIEKTPOHHBIMH KITIOUaMH WIIM CMapT-KapTaMu);

- cpelicTBa HMISHTU(QHKAMKA JOHOPOB (C HMCroib3oBaHHeM HU(POBBIX (ororpaduii mim cpeacTs
orouneHTH(GUKALNN);

- HAIMYME LITPUXKOAOBBIX CKAaHEPOB JUIS HJCHTH(UKAIMM MapKUPOBAHHBIX OOBEKTOB (KapThl,
NpoOUPKH, KOHTEHHEPBI C KOMIIOHEHTAMH KPOBH, JIOHOPCKHE OpacieTsl).

ITpuxkon0BOoe 060pyI0BaHHE JIOJKHO 00ECIIEYHBATh:

- IPEUMYILECTBEHHOE OECKOHTaKTHOE CKAaHUPOBAHKE IITPUXOBBIX KO/IOB,;

- BBICOKYIO CKOPOCTb M HaJIS)KHOCTh CUMTBHIBAHHS KOJIa B YCIOBHUSX 3allOTEBAHUS M M3TH0A STHUKETKU
KOHTEHWHEPOB, OOJIBIIOrO U3ruba STUKETOK Ha MPOOHPKaX.
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MapkupoBouHOE 000PYIOBaHHUE JOKHO 00ECTIeUNBATh:

- II€YaTh ATUKETOK BHICOKOH CTOHKOCTH;

- COXPaHHOCTb MapKHPOBKH B YCJIOBHAX IepepabOTKH KOMIIOHEHTa KpOBH (LEHTpH(YrHpoBaHHE,
3amMopaxkuBanue 70 Temreparypbsl MuHyc 80 °C, BbICOKash BIQXXHOCTb, CIUPTOCOAEPIKAIIUE W HHBIE
PacTBOPEI).

[MpeanoyruTenen TepMOTpaHCEPHBIN PEXKUM MEUATH ITUKETOK:

- HCTIOJIb30BaHNE KJIEEBOW OCHOBBI, OOECIIEUMBAIOIIEH HAJEKHOE COXPAaHEHHE JTHKETOK Ha
KOHTEHHEepax ¢ KOMIIOHEHTAaMH KPOBH IIPU BCEX TEXHOJIOTHYECKHX PEXKUMaX;

- KJIEEBYIO OCHOBY, COOTBETCTBYIOIIYIO CAHUTAPHO-THIMEHUYECKUM TPEOOBAHUSM.

Opranms3anus TOHKHA OOECHEYNTh PE3epBHBI HMCTOYHWK MHUTAaHUS Ui OecriepeOOiHON paboOTHI
000pyIOBaHUSI.

6.4.4 PeMOHT 000py/10BaHMA

Crnenyer mNpoOBOAWTH IIAHOBO-NPEAYNPEIUTENBHBIM PEMOHT OOOpPYINOBaHHS B COOTBETCTBHU C
YTBEP)KACHHBIM IpaduKoMm.

Heobxoanmo perucTpupoBaTh Cilydad IOJIOMOK WM OTKa30B oOopyzoBaHus. B ciyuae oTkasza
JIOJDKEH COCTaBJIATHCS aKT (B CPOKHM, YCTaHOBJIGHHBIE HM3IOTOBHUTENEM O0OpPYNOBaHHS Ka)KIOTO BHUIA),
HaNpaBysieMblii  W3rOTOBUTENIO JMOO OpraHu3alyd, OO0ECHEeYMBAIOIIEH TEXHHYECKOE CEPBHCHOE
o0cyxuBaHHe 000pyIOBAHUS.

HencnpaBroe o000pynoBaHHE [ODKHO HEMEMJICHHO MAapKHUPOBAThCS KaK «HENPUTOIHOE IS
WCTIONIb30BAHMSD).

PemonT HencnpaBHOro 000pyI0BaHUS CIIETyET IPOBOJUTH B KpaTYaHIIUKI CPOK.

PaboThl O peMOHTY 1 00CITy>KHBAHUIO HE JOJDKHBI CO3/1aBaTh YTPO3bl KAUYECTBY MPOILYKTOB.

K TexHmueckoMy OOCTy)XMBaHWIO M PEMOHTYy OOOpYZOBaHHS JOJDKEH JIOMyCKaThCs TOJNBKO
npomenmui o0ydyeHne u aTTeCTOBaHHBIN IepCOHaN. B cilyyae OTCYTCTBHSI aTTECTOBAaHHOTO IEPCOHANa
OpTaHM3alysl OJDKHA B YCTAHOBJIEHHOM IOPSIIKE 3aK/IIOYHUTH JOTOBOP HAa TEXHHMUYECKOE OOCITyKUBAHUE
00opyI0oBaHUSI.

6.4.5 JlokymeHnTanus Ha 0060pyaoBanue

JlokymeHTanus Ha 000pyi0BaHHE J0JDKHA BKIIOYATh B CEOsL.

a) mepeyeHp (KypHaJl yyeTa) 000pyI0BaHHS C YKa3aHUEM UIACHTU(DHKAIIMOHHBIX TaHHBIX

- HaMEHOBaHHUs IPHOOPa;

- TUIa npuoopa;

- 3aBOJICKOTO HOMEpa:

- aThI BBIITYCKA U JAATHI MOCTYIUICHHS B SKCILTyaTaIHIoO;

0) macmopra Ha 000pPYIOBaHUE;

B) HHCTPYKIMN M3TOTOBUTENS MO SKCIUTyaTallny KaXkKI0ro BUa 000PYAOBaHUS HA PYCCKOM S3BIKE;

T') CTaHJapTHBIE OMUCAHUS POLEAYP T10:

- HCTIOJIb30BAHHUIO 000PYAOBAHUS HA KOHKPETHOM MECTE IKCILTyaTallly;

- 00paboTKe U ne3nHPEKIMN 000PYyI0BaAHHUS;

- TEXHUKE OE€30MaCHOCTH.

) TUIaH JIGUCTBUH Ha Cily4dail HEeNpeIBUICHHBIX U Ype3BbIYaliHbIX 00CTOATENBCTB.

6.4.6 3anucu Ha 000pyAOBaHUE

Opranuzanusi JOJDKHA BECTH HEOOXOAMMBIE 3alMCH, O(OPMIISTH, XPaHUTh M YIPABIATH STHMH
3aIUCSIMH B COOTBETCTBHH C TPEOOBAHUSIMH, YCTAHOBJIEHHBIMHU 5.8 HACTOSIIEro CTaHxapTa.

3anmcu Ha 000PYIOBaHHE JODKHBI UIMETh!

-OTMETKY O BBITIOJTHEHHHU TE€X00CITyKMBaHHsI/TUIIAHOBO-TIPEAYTIPEIUTEIIEHOTO PEMOHTA;

- PETUCTPAIHIIO OIINOOK MIIH TIOJIOMOK 000py/TOBaHUS;

- TIOJIIMCH JIML, IPOBOJUBIINX PEMOHT, TEXHHYECKOE HJIH CEPBUCHOE 00CITYKHBaHHE/PETYIUPOBAHUE
C YKa3aHHEM JaThl BHIIIOIHEHUS paOOTHI;

- TIpo4ue.

6.5 Ilpou3BoacTBeHHAs cpeaa

Opranuzanusi JOJDKHAa CO3JaTh NPOU3BOJICTBEHHYIO CpEly, HEOOXOOUMYI0 [Uisi 0O0ecredYeHus
COOTBCTCTBUA IlOHOpCKOﬁ KpOBU U €€ KOMIIOHCHTOB YCTaHOBJICHHBIM TpeGOBaHMﬂM B IIpoHecce ux
3arOoTOBKM, HepepabOTKH, OOCIEIOBaHMS, XpaHEHHs M TPAHCIOPTUPOBAHUS, a TaKKe MepHl,
UCKIIIOYaloIue 0aKTeprualibHOE 3arpsi3HEHNE JJOHOPCKOW KPOBH U €€ KOMITOHEHTOB.

Jis mpemoTBpamieHus 3arpsA3HEHHs] TOHOPCKOM KPOBM M €€ KOMIIOHEHTOB HaIpaBJICHHE IOTOKOB
MaTepualioB M JIOJeH B IIOMEIICHHSAX MOJDKHO OBITh OpPraHHM30BaHO B COOTBETCTBHH C
MIOCJIEI0BATEIILHOCTHIO BBHITIOJIHEHNUS TIPOU3BOCTBEHHBIX OTIEPALIHH.
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PaboTel, g KOTOPBIX TPeOYIOTCS acEeNTHYECKUE YCIOBHSA, MOJDKHBI OCYIICCTBIATHCS B «IUCTBIX
MOMEIICHUIX» W TIOMEIIEHMSIX, OOOpPYAZOBAaHHBIX JAMHHApHBIMH yCTaHOBKaMH. Kitacc dYHCTOTHI
MOMEILEHUS! OTPEIEIISETCs] BUJOM ITPOBOAUMBIX PadOT.

3aroToBKa u nepepaboTKka KpOBU Ha KOMIIOHEHTBI B 3aMKHYTO# CHCTEMeE IUIACTUKOBBIX KOHTEIHEPOB
MOXET OCYILIECTBIISITbCS B Cpejie OOBIYHBIX IOMELICHUH NP COOJIOJCHUU OOIIUX MPaBWJI CAaHUTapHO-
SMHJEMHUOIOTUYECKOTO PEKUMA.

Jlns mpenoTBpameHuss KOHTAKTHOTO WH(HIMPOBAHUS KPOBH TIPH €€ 3arOTOBKE IMEPCOHAN JIOJKCH
coOnroaTh TPeOOBAaHUS AaCENTHKH W AHTHCENTHKH. VICTOYHWKaMU WHQUIIUPOBAHUS MOTYT OBITh:
MHKpo(dII0pa BO3IyXa, pyKH MeIIepcoHala, Koxa JIOKTEBOIo criuda JIOHOpa, HapyIIeHHE TepMETHIHOCTH
KOHTEHWHEPOB I 3aTOTOBKH KPOBH U JIp.

6.6 IlporpaMmma no rurueHe

[Iporpamma mo TurreHe TOKHA BKIIFOYATh B ce0s:

- MEIMIMHCKOE O0O0CIeI0OBaHNe T[EPCOHANIA, PETUCTPALUI0 CIYy4YaeB BBISABICHUS WH(EKIMOHHBIX
3a00JIeBaHAN M MIPOIIETypy OTCTPAHEHHUS IepCOHaa OT paboThl, CBA3aHHON C BO3MOXHOCTBIO MEpeaayun
MH(EKIUH B TAKUX CITyYasix;

- 00y4eHue nepcoHala paBujiaM JIMYHOW TUTUEHBI, TATUEHBI TPY/ia U OpraHU3aluy padouero Mecra;

-o0ecreyeHne NnepcoHana TeXHOJIOTHYECKOH ONeKI0N M MHAWBUAYAIBHBIMU CPEICTBAMHU 3alllUTHI B
COOTBETCTBUM C YCTAHOBJICHHBIMH HOpMaMMU;

- IPOYME MEPOIIPUATHSI.

6.7 IlporpaMma no caHUTAPUHU

Just obecrieueHnst HaJUIeKaIIero IMOpPsAKa B IIOMEMIEHHSX M YUCTOTHI OKpY’KaroLled cpeabl
OpraHu3aIysl JODKHA Ha3HAYUTH JIUIO, OTBETCTBEHHOE 33 CAaHUTAPHO-3ITHAEMHUOJIOTHUSCKIA PEXIM, H
pa3paboTaTh JOKYMEHTHPOBAHHYIO IPOTPAMMy MEPOIIPHUATHH, YCTaHABIMBAIOIIYI0 OOBEKTHI, CPE/ICTBA,
METOJIbl ¥ EPHOANIHOCT YOOPKH U JIe3MH(PEKIIMU MTOMEIIEHUH 1 000PYI0BaHUSL.

6.8 Ynanenne orxonos

OTtxonpl, oOpa3yrommecss Ipy 3arOoTOBKE, OOCIIEIOBAaHUK KPOBH, IPOM3BOJCTBE U IEPEIMBAHUH €€
KOMIIOHCHTOB, OTHOCATCA K IOTCHIMAJIBHO I/IH(l)l/IL[I/IpOBaHHI)IM MaTepuajiaM.

Opraﬂmaunﬂ JO0JDKHAa Ha3HAa4YuThb OTBETCTBCHHOC JIMIIO W BbIACIUTH HeO6XOI[I/lM])Ie peCypChbl Ijid
YIIPaBICHUS OTXOJaMH.

[Iponenypa ympaBieHUs OTXOIaMH, pa3pabOoTaHHAs Ha OCHOBE JCHCTBYIONIMX HOPMATHBHBIX
JIOKYMEHTOB, JTOJDKHA BKJIFOYATh B CEOS:

- MEpBI 10 YMEHBIIECHHIO KOJIMYECTBA OTXO/I0B;

- METOJIBI TIEPEBO/Ia OTXOIOB B O€30MIaCHOE COCTOSHHE;

- pa3zeneHne OTXOA0B Ha KaTeropuu (1o crocoly yTHIIM3aInN);

- YCIIOBHS XpaHEHHS OTXOI0B IPOU3BOJICTBA U MOPAJOK UX BEIBO3A;

- croco0 YHWYTOXKEHHUS (YTHIM3AIMK), HE 3arpsA3HSIONMNA NPOIYKTHl M O€30mMacHBINA AJs JIoAeH U
OKpy’)XKaromei cpensl (B TOM 4YHCIE, KOTAA YHHUYTOXXCHHE IIPOBOIUTCS JAPYTOM OpraHu3aluen o
JIOTOBODY).

6.9 OxpaHa Tpyaa u TeXHHKA 0€30MacCHOCTH

B opranmzanuu ciryObl KPOBH JTOJDKEH ObITh Ha3HA4YEH COTPYAHUK, OTBETCTBEHHBIN 32 OXpaHy Tpy/Ja
Y TeXHUKY 0€30I1aCHOCTH.

B cooTBeTcTBMM C pUCKaMH IS KaXIOW paboyel 30HBI JOJDKHBI OBITh YCTaHOBJICHBI U
JIOKYMEHTHAPOBAHBI IIPABUIIA U MIPOIEITYPBI OC30MACHOCTH, BKITFOUAS:

- YCIIOBHS, 00ECTIEYNBAIOIINE OXPAHY 30POBhs K 0€30IaCHOCTH JOHOPA U IIepPCOHANIa;

- METOJIBI PaOOTHL;

- 3aIUTHOE 000PYIOBaHHE, TEXHOJIOTHIECKYIO OACKAY H HHANBUAYAIbHBIC CPEACTBA 3AIIUTHL

Bo3MoxHO IprMEHEHNE TPOrpaMM HMMYHHU3AIUH [IEPCOHATIA U CTPAaXOBAHUS JOHOPOB.

B oprammzammu nomkHbI OBITH paspaboTanel paboume wHCTpyKiuu (COIlb) Ha BBITOTHEHHE
KOHKPETHBIX paboT 10 CO3AaHHIO COOTBETCTBYIOLIMX YCIOBHH OKpyXamomeil cpensl (yOopKy
MOMEIEHUH, OYUCTKY U Je3UMH(EKIHI0 000pYJOBaHMUS; IPUTOTOBICHHE JE3MH(HUINPYIOIUX PACTBOPOB;
MOJrOTOBKY MHCTPYMEHTOB M MaTepualioB, MHCTPYKIMHU 110 TEXHUKE O€30IIaCHOCTH H T.I1.).

6.9.1 MoHUTOPUHT

VYcinoBusi NPOM3BOACTBEHHOW Cpelbl JOIDKHBI KOHTPOJMPOBATHCS, TIJIE 3TO IPEAYCMOTPEHO,
TpeOOBaHUSIMH K IIPOBEACHHIO PadOT.
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6.10 UudopmanmioHHbIe pecypchl

6.10.1 loHopckue JaHHbIE

B opraHmzanum JOKHBI BECTHCh U TOLAEPKUBATBCI B pabOYeM COCTOSIHUM JIOKYMEHTBI,
COJIeprKalliie ClieTyIolIUe JaHHbIE O JIOHOpax:

a) cBeZicHUs (M3 O(HUIIMATBHBIX HCTOYHHKOB) O MOTEHIIMAIBHBIX JIOHOPAX;

0) cBelleHUsT O JIOHOpAaxX, CHABIIMX KPOBb (PE3yJIbTaThl MEIUIIMHCKOTO OOCIIEOBaHUs, HCTOPHUIO
JIOKAIM{ U APYTYIO MEIUIIMHCKYIO HH(OPMAIIHIO);

B) CITACKHU:

- OTBEICHHBIX JIOHOPOB;

- THIINPOBAHHBIX JOHOPOB;

- IMMYHHM3HPOBAaHHBIX JOHOPOB.

ITpn ncTmoNB30BaHUM KOMIBIOTEPHBIX TEXHOJOTMH JUIS TOIAEpKaHWS 0a3 INaHHBIX OJDKHO OBITh
MPEyCMOTPEHO CO3AaHKIE PE3EPBHBIX KOMUI U UX apXUBHUPOBAHUE.

6.10.2 laHHBIC 0 KOMIIOHEHTAX KPOBH

Opranuzanus JODKHA MMETh MH(OpMALUIO O 3aroTOBKE, MPOM3BOJACTBE, KOHTPOJE, XPAaHEHHH H
CTaTyce MpOILyKLHUH.

6.10.3 IIporpammHoOe odecnieyeHue

[TporpammHOe obecriedeHue, HCHOIb3YeMOE B IPOLECCax 3aroTOBKM U OOCIENOBaHUS KpOBH,
MPOM3BOJICTBA, XPAaHEHHsI, TPAHCIIOPTUPOBAHNS, BBIITYCKA U BBIIAYM KOMIIOHEHTOB KPOBH, JIOJDKHO OBITh
JOKyMEHTHPOBAHO, WACHTU(HUINPOBAHO U MOJBEPTHYTO KOHTPOJIIO, YTOOBI 00ECIIeYNTh YBEPEHHOCTh B
€ro MPUTOIHOCTH.

[IporpammHOe oOecieueHne AODKHO OBITh MPOTECTHPOBAHO W/MIIM BAIHIMPOBAHO JO Hadamga €ro
UCTIONB30BaHMUA. TecTHpoBaHHME MOXKET BKJIIOYAaTh B ce0s MPOBEPKY Ha BHPYCHl M IIPOBEPKY
3aIpOrpaMMHPOBAHHBIX AJITOPUTMOB.

Jlist co3maHus pe3epBHBIX KOMUM MOXKET HCIOJIb30BaThCS CYIIECTBYIONIEE MM OBITH MPELYyCMOTPEHO
CIELaIbHOE IPOrpaMMHOE OOecTIeUeHME.

7 YnpasJjeHue npoueccamu

7.1 IIpouecceyl, cCBA3aHHbIE ¢ MOTPeOUTETEM

7.1.1 Onpenenenne TpeGOBaHUIl, OTHOCAIIMXCA K MPOAYKIIUH

OpraHu3zanys 10DKHA ONPEEIHTh.

- 3aKOHOJATeNlbHble TpeOOBaHMS K KOMIIOHEHTAM KpPOBH, YCTAQHOBJICHHBIE TI'OCYIAPCTBEHHBIMH M
OTpacieBBIMH HOPMATHBHBIMH JOKyMeHTaMH (3akoHamu Poccuiickort ®Deneparwn, HanInOHAIHHBIMH
CTaHAAPTaMH, TEXHUYECKHUMHU PETIaMeHTaMH, IPUKa3aMi U HHCTPYKIHAMHE U T.I1.), BKIIIOYAst TPeOOBAHUS
K B3aUMOJECHCTBHIO C JI€YEOHO-TIPOPMIAKTHUECKUMH YYPEXKACHUAMH 110 BONPOCAM XPAHCHHS,
TPaHCIIOPTUPOBAHUS,, TPHUMEHEHHS U PANMOHAIBPHOTO MHCIOJIB30BAHUS ~ KOMIIOHEHTOB  KpPOBH,
UCCJIEIOBAaHMS PEAKIUI U OCJIOKHEHUH y PELIUITUEHTOB H T.I.;

- IOTIOJTHUTENbHBIE 3aMIPOCHI TOTPEOUTENEH, B 3aBUCMOCTH OT Ha3HAUCHUS IPOAYKTOB KPOBU.

7.1.2 I'pynnsl noTpeduTenei

OpraHusanus 10JKHA ONPEAEIUTh KATErOPHU CBOMX MOTPEOUTENEH.

[ToTpeduTensiMu OpraHu3anny sSBISIOTCS:

- 1e4eOHO-TIPOPUIAKTHIECKHIE YUPESKACHHSI, BKIIIOYask AlMEHTOB M EPCOHA;

- TOHOPBI (KaK MOTPEeOUTENN YCIYTH B3SITHSL KPOBH);

- 3aBOJIBI IO (PPAKIIMOHUPOBAHHIO TLTA3MBI;

- HAy4YHO-UCCIIET0BATEIbCKUE YUPEKICHUS,

- OpraHsl yIpaBJICHHS 3PaBOOXPaHEHNEM, oOecneunBatomye GruHaHCHPOBAHHE;

- 00IIIECTBO B LIEJIOM WJIM OOUIECTBEHHbBIE TPYIIIbI (HApUMeEp, 00IIEeCTBO OOJIBHBIX reModuineit uiu
00IIECTBO IOHOPOB);

- IpyTHE CTOPOHBI, 3ANHTEPECOBAHHBIE B PE3YNIbTaTaxX AEATEIBHOCTH OPTaHU3ALHIH.

7.2 TpedoBanusi norpeduTeei

3ajayell cUCTEMbl KadyecTBa OpraHW3alMU SBISETCS INpaBUIbHAS HMHTEpIpeTanus TpeOOBaHUit
NoTpeOuTeseH.

TpeboBanus norpeduTenell 10HKHBI OBITh TOKYMEHTHPOBAHBI.

7.2.1 JleyeOHO-IPOPHIAKTHYECKHE YUPEKAEHUS

C ne4yeOHO-IPOPHITAKTHYECKUM YUPEXKICHHEM, TPUMEHSIOINM KOMIIOHEHTHI JOHOPCKOW KPOBH JIS
TpaHchy3Hii, HEOOXOIUMO COTIIACOBATh:

- MOTPEeOHOCTH B MPOJYKTaX KPOBH;

- TIOPSIIOK 3aKa3a;
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- croco0 JOCTaBKH;

- YIIaKOBKY;

- MHCTPYKIMH T10 TPUMEHEHHUIO;

- MOTPEOHOCTH B KOHCYJIBTAIMSAX U 00yUSHUH IIepcoHaa JIe4e0HOro yUperKaCHHs.

IIJ'IH yaydimieHus KJIMHUYECKOMN MMpaKTUKHU, a TaKXKE [ KOHTPOJA MW OLCHKU KIMHUYCCKOTO
NPUMEHEHUs KPOBH ClIellyeT pa3paboTaTh W BHEIPUTh CTaHAapTHyI0 QopMmy OjaHka 3aka3a Ha
KOMITOHCHTEI.

JIis penunueHToB HamOoJiee YSA3BUMBIX TPYII, TaKUX KaK TPYAHBIC MIQJICHIBI, OCpeMCHHBIC
JKCHIIUHBI, JIAIA, KOTOPHIM HEOJHOKPATHO NEPEIMBANIACH KPOBb WM €¢ KOMIIOHCHTHI, CIEIyeT
coryacoBath 00beM J03bl, HEOOXOAUMOCTh MHAWBUIYAIBHOIO MOA00Pa, CPOK TOAHOCTH MPOAYKTOB HA
MOMEHT ITOCTaBKH, HEOOXOAUMOCTD JIOTOIHUTEIbHBIX HCCIICIOBAHUI KPOBH U T.1II.

7.2.2 JloHopsbl

Corylacue JIoHOpa Ha JOHAIMIO SBIsAeTCA (GOpMON cornameHus. B opraHuzanuu JoHKHA OBITH
IpeycMOTpeHa Mpolieaypa NoxyueHnus: UHGOPMHUPOBAHHOTO COrJiacusi JOHOpA Ha JOHALUI0, KOTOpas
BKJIFOYAeT B ce0s:

- onpeziesicHre UHPOPMAITUH, HEOOXOAUMON MOTEHIIMATBHOMY JOHOPY JJIsi OCO3HAHUS UM PHUCKOB U
IMPUHATUA PEIICHUA O JOHALINN

- popmy HHHOPMHUPOBAHHOTO COTIIACHS TOHOPA, TOCTYIHYIO VIS €r0 MOHUMAaHHUS;

- obecriedueHre KOHGUACHIIMATHFHOCTH HH(POPMALIUN, KOTOPYIO CO00MIaeT o cebe TOHOP.

7.2.3 Opransbl ynpaBJieHUs 31paBOOXPAHEHHEM

C opraHoM, OCYIIECCTBIISIOIIUM yIpaBJIeHUEe U (UHAHCHPOBAHHE OpPTraHU3AIMK JOHOPCTBA KPOBH,
JIOJDKHBI  OBITh COTJIACOBAHBI TMOTPEOHOCTH B MPOAYKTaX KPOBH M pecypcax, MEPONPHATHS 10
COEPEeKEHHIO PHEPTHU U APYTHX PECYPCOB U T.I1.

IIpu anamm3e KOHTpaKkTa (JOTOBOpa) OpraHU3aAIMs [JOJDKHA YOemWThCS, dYTO TpeOoBaHMSA
nmoTpeOuTeNei:

- TOYHO OIIpEeJIeIICHBI;

- IPaBWILHO TOHATHI BCEMM COTPYIHHMKaMH (NOJpa3/eieHUsMH OpraHU3aluu), KOTOopble OynyT
Y4aCTBOBATH B BBINIOJIHCHUHN 3aKas3a,

- MOT'YT OBITh BBITIOJIHEHBI OpraHu3aIiell (BKJI0Yas OI[CHKY IOTPEOHOCTH B pecypcax).

JloroBop (cornaiieHue) Ha MPOU3BOACTBO U ITOCTaBKY KOMIIOHEHTOB KPOBH, a TAK)KE MPEIOCTABICHHE
YCIYr JIOJDKEH OBITh TMPaBUILHO CQOPMYIUPOBAH, IOKYMEHTAILHO O(GOPMICH ¥ COIJIACOBAH C
MOTPEOUTEIIEM JI0 €r0 YTBEPKICHHUSI.

7.3 BzaumogeiicTBue ¢ NOTpeOUTEISIMA

7.3.1 B3anmogeiicTBHe € Jie4eOHBIM YUpe:kIeHreM (KINHMYeCKoe B3anMo/ieiicTBHe)

Jiist obecriedeHusi KauecTBa MepeMBaHUSI KPOBU OPraHU3allusl JOJDKHA TECHO B3aUMOJIEHCTBOBATH C
Je4eOHbIM yUYPEXKJCHHEM [0 BOIPOCaM pAalOHAJIBHOIO KCIOJIb30BAHMS KpPOBHU, MOpPsIKa 3aKasa,
MOCTAaBKU M aHajn3a 3phexkTHBHOCTH TpaHC]y3Hid.

B3aumoeicTBruE MOKET OCYLIECTBISITHCS IOCPEACTBOM:

- IPSIMOTO KOHTAKTa C BpauaMy, Ha3HAYAIOIUMHU ¥ OCYLIECTBIISIOIIMMH TpaHCHY3HH;

- TIepelaun CBeIeHUH 0 KOMIIOHEHTaX KPOBH (B TOM UHUCIIE KOMIIBIOTEPHBIMHU CPEICTBAMH);

- KOHCYJIbTUPOBAHUS U 00y4eHHs TIEpCOHaIA JIeYEOHBIX yUPEKICHUIA;

- aHaJIM3a KOHTPAKTa, BKIFOYasl OMPABKH U TOPSIOK 3aKa3a KPOBH,

- COBMECTHOTO yd4acTus B pab0Te KOMHCCHH IO PACCMOTPEHHUIO CIy4aeB MOCTTPAHC(Y3UOHHBIX
OCJIOKHCHHI;

- IPOBEICHUS] COBMECTHBIX KOH(EPEHIIHH.

7.3.2 B3anmozaeiicTBHe ¢ JOHOPaAMH

B3aumopeiicTBre ¢ IOHOPaMHU MOXKET OCYHIECTBISITHCS TOCPEICTBOM:

- HCCIIeIOBaHMs HeOIAronpHsTHBIX PEaKlnil U OCIIOKHEHH Y JOHOPOB;

- aHanu3a uHGOpPMAMKM O JOHOpax mocjie JoHauuu (MHGOpPMAalMs O COOTBETCTBHH JIOHOpA
YCTaHOBJIEHHBIM KPUTEPUSIM);

- MIPUTJIANICHAS JOHOPOB JIIsl MOBTOPHBIX IUIAHOBBIX JIOHAIIMM WJIM TOBTOPHOIO OOCIICAOBAHHMS,
o0ecIeunBaoLIero MpoLece KapaHTHHU3AIINY;

- paccMOTPEHUs Kajoo.
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7.3.2.1 Pabora c xamobamu

XKamoOpr, pexmamManmuu © JAPYrHE€ BHIB BHEIIHHX COOOHmIEMHH O HECOOTBETCTBYIOIIEH
NPOJYKIUI/HECOOTBETCTBUAX JOJDKHBI PETMCTPUPOBATBCS W pacCMaTpuBaThCs cpa3y IIocie HX
MOJIYYCHHUSI, HE3aBUCUMO OT KCTOYHMKAa W Hocuteass uHpopMmanuu. COop wuHOpMAIMH MOXKET
OCYIIECTBJIATLECA Ha PpasHbIX YPOBHAX, HO O3TOT MNPOHCCC MOOJIKCH KOOPAMHHUPOBATH COTPYIAHHK,
OTBETCTBEHHBIH 3a KAYECTBO B OPTaHHU3aIMH CIIYKObI KPOBH.

Jus sddextuBHOrO oOOpameHns ¢ Jkano0aMu, peKiIaMalusMH M JPYTUMH COOOLICHUSIMH O
HECOOTBETCTBHSX OPTaHM3ALMM CIIEAYET CTAHIApTH30BaTh M NHUCHbMEHHO O(OPMHUTH 3Ty NPOLELYpYy B
Buje COII wnu 1pyroro 10KyMeHTa.

Cucrema nomKHa OBITH HaNpaBlIeHA Ha HCCIENOBAHWE W yCTPaHEHUE IPHYMH, MOITOMY >KAJIOOBL,
peKIaMaIii ¥ J00bIe COOOIIEHHUS 0 HECOOTBETCTBHUSAX JOJDKHBI PACCMATPHBATHCSA KaK «BO3MOXKHOCTH
YIIYUILIEHUN.

3axIIoYeHre Mo PacCMOTPEHHIO )KaJIo0bl, peKJIaMaliil WM COOOIICHHUS O HECOOTBETCTBHHU CIEIyET
HaTPaBUThH JIMITy WM OPTraHW3alWH, OT KOTOPHIX MOCTymmwiIa MH(pOpMarus (IOHOpPY, MAIMEHTy, Bpady,
JedeOHOMY YUPEKICHUIO, OpPTaHy yIPaBIICHHs, IPEICTABUTENIO OOIECTBEHHOCTH | T.1I.), KAKIMHU OBl HI
OBLTN Pe3yJIbTaThl UCCIICAOBAHUS.

HecooTBercTBre HEO0XOIMMO HIICHTU(QHULIUPOBATH, MPOAYKIUIO WM YCIYTY B3ATh I10J KOHTPOJIb U
pa3paboTaTh COOTBETCTBYIOIEE KOPPEKTUPYIOIlee BO3JIEHCTBUE B cooTBeTCcTBUU ¢ 7.16.10 HacTosmiero
CTaHaapra.

7.4 3akynku

7.4.1 Obu1ue noJioKeHUs

KagecTBO MpOIYKTOB, MONydaeMBIX W3 KPOBH, CYIIECTBEHHO 3aBHCHT OT KadyeCTBa HCIOIB3yEMBIX
PacXOIHBIX, YIIAKOBOYHBIX M BCIIOMOTATENFHBIX MAaTEPHUANOB, 00OPYAOBAaHHUS U MOTPEOIIEMBIX YCIVT.
Jiis Toro 9To0BI IPIMEHsAEMBIE MaTepPHalIbl, 000PYIOBaHUE U YCIYTH COOTBETCTBOBAIN YCTaHOBICHHBIM
TpeOOBaHUSAM, OPTaHNU3AIUH CIEAYET 00ECIICUNTh YIPABIEMYIO CHCTEMY 3aKyTIOK.

Opranms3anys JOJDKHA ONPEAETHTh W 00ECIeYnTh PEeCcypChl, HEOOXOIMMBIEC UIS 3aKyIKH ITO3WIHH,
BJIMSIIOIINX Ha KA4eCTBO U 0€3011aCHOCTh KPOBHU U €€ MPOJIYKTOB.

Pexomenayercst paspaborats mpoueaypy (B Bume COIl wiau apyroro JOKyMEHTa OpraHHM3alldH),
YCTaHABJIMBAIOIIYIO TOPSAAOK  B3aMMOAEWCTBUST W paclpeieleHHs OTBETCTBEHHOCTH  MEXIY
MOJIpa3/ieIeHUSMH, OCYIIECTBIISIOIINMH 3aKyIIKH, BKIIOYast STaIbl:

- IJTAHUPOBAHMUS,;

- pa3pabOTKN TEXHUYECKOTO 3aIaHusI Ha ITPOBECHNE KOHKYPCOB U ayKIIMOHOB;

- IPUEMKH TIPOAYKITH ITOCTABIIINKA HA CKIIA]T;

- BXOJTHOTO KOHTPOJIS,;

- aHANH3a MpoIiecca 3aKyIoK.

7.4.2 Il1aHupoBaHKe 3aKYNIOK

[TranupoBaHMe 3aKyIMOK KITIOUEBBIX MATEPHAIOB, 00OPYIOBAHHS H YCIyT HEOOXOIUMO OCYIIECTBIATH
C YIETOM CTpaTEeTHUH OPTaHM3aIluH B 007IaCTH KauyecTBa.

KiroueBbiMu B OpraHu3anuu sBJIAKOTCA TC NO3ULHNU, KOTOPBIC HEMMOCPECACTBCHHO BJIMAIOT HA Ka4Y€CTBO
3aroTOBKH, 00CIIeI0BaHMs, TIEPepadOTKH, XPaHEHHUS U HCIIOJIb30BaHUSI KOMIIOHEHTOB KPOBH:

a) KOHTEHHEPBI JJIsl 3arOTOBKH KPOBHU U €€ KOMIIOHEHTOB;

0) o0opyIOBaHKE M pacXO/HbIE MaTepHaIbl ISl alapaTHbIX METOIOB 3arOTOBKH, a TAKXKe MPOLIECCOB
nepepabOTKH, MCCIIEOBAaHMs, XPaHEHMs, TPAHCIOPTHPOBAHMS, KOHTPOJS KayecTBa M IEpEeIUBAHUS
KPOBH, BKJIFOYAS:

- IMMYHOT'€MaTOJIOTHYECKNE PEareHThl;

- peareHThl Ui CKPUHHUHTA 0053aTeNIbHBIX T€eMOTPACMUCCUBHBIX HH(PEKIINI:

- e3uHUIUPYIONIUE CPEICTBA;

B) YCIIyTH T10:

- IOBEpKe, KAIMOPOBKE M CEPBUCHOMY O0CITY)KMBAaHUIO 000PYJOBaHHUS;

- CAHUTAPHO-3ITUIEMHOJIOTHYECKOMY KOHTPOJIIO;

- BBIBO3Y W YTHIIN3AIIUH OTXOJIOB;

- 00y4eHuIo;

- IPOYME YCIyTH.

7.4.3 Pa3pa0oTKa TeXHHYECKOI0 32/JaHUs HA NPOBe/lcHHe KOHKYPCOB H ayKIHOHOB

Pa3paboTky TeXHHYECKOro 3a/iaHHs Ha MPOBE/ICHHE KOHKYPCOB M ayKIMOHOB CIIEIyeT MPOBOJHUTH C
Y4eTOM BIUSHHA 3aKylaeMoro o0opynoBaHUs, MaTEPHAJIOB M YCIyT Ha KaueCTBO JOHOPCKOW KPOBH U €€
KOMITOHEHTOB, a TaK)Ke Ha 3/I0POBbE JJOHOPA M COXpaHEHHE IOHOPCKHUX KaapOB.
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7.4.3.1 BeiOop KOHTEHHEPOB

Jns oOecriedeHns: KayecTBa M CHI)KEGHHMS PHCKa KOHTAMHUHAIMM TIPH 3aroTOBKE KPOBH U €€
KOMIIOHEHTOB HEOOXOJMMO HCIIOJIb30BAaTh IIPEUMYILECTBEHHO 3aKPbHITIE CHCTEMBI ITOJUMEPHBIX
KOHTeﬁHepOB B COOTBETCTBUM C HA3HAYCHUCM I1OJTYyYAaCMbIX KOMITIOHCHTOB.

7.4.3.2 IMMyHOTeMaTOIOTHYECKHE PEAreHThl U PEaKTHBbI

BbIOOp HMMMyHOTreMaroJOrM4ecKHMX peareHTOB W PEaKTUBOB JUIsi CKPUHUHra 00s3aTelbHBIX
reMOTPAHCMUCCHUBHBIX MH(EKIMH SBIIETCS BayKHEHIIEH 00acThio odecreueHns: 0e30NacHOCTH KPOBU U
ee KOMIIOHEHTOB, MO3TOMY IpH pa3pabOTKe TEXHHYECKOTO 3aJaHusi HEOOXOANMO OpHUEHTHPOBATHCS Ha
CJIC/TyIOIIIIE OCHOBHBIE XapaKTEPUCTUKHI PEarcHTOB:

- CIeUU(UIHOCTE;

- YYBCTBUTCJIILHOCTD,

- TUTD;

- IpOYKe B 3aBUCHMOCTH OT BHJA PEarcHra.

Crnenyer Takke MPUHUMATh BO BHUMAHUE U IPyTUe XapaKTePUCTHKH, ONPEIeISIoIre NPakTHIeCcKoe
UCIIOJIb30BaHUE PEareHTOB, TaKWE KaK CPOK TOJHOCTH, YCJOBHSI XPaHEHWs, YUCIO TECTOB B KaXIOM
Habope; ’KN3HECTIOCOOHOCTh peareHTa u T.I1.

7.4.3.3 Beibop yciyr

[Ipu pa3paboTke TEXHHUYECKOTO 3aJaHWs Ha MPEHOCTaBIcHWE YCiyr (MO TMOBEepKe, KalnOpOBKe,
TEXHHYECKOMY WM CEPBHUCHOMY OOCITYy’KMBAaHHIO OOOPYIOBAHUS, CAHUTAPHO-3NMUAEMHOIOTHICCKOMY
KOHTPOJIIO; YHHYTOXKCHHIO OTXOJOB; JIOCTAaBKE KPOBH, €CIM OHa OCYIIECTBISIETCS CTOPOHHEH
OpraHu3aiei, OOy4YeHHWI0 M T.I.) HEOOXOAWMO pPYKOBOJCTBOBAThCA TPEOOBAHMSIMH HOPMATHBHBIX
JOKyMEHTOB M JAEHCTBYIOLIETO 3aKOHOJATENbCTBA B COOTBETCTBYIOIIEH oOmactn. Opranuzanuy,
MPEOCTABISIOIIUE YCIYTH, TOJDKHBI OBITh JTMIEH3UPOBAHBI (€CIH UX YCIYTH SIBIAIOTCS JHLEH3UPYEMbBIM
BUJIOM JICHTCJ'I])HOCTI/I) WM aKKPEAUTOBAHbI B YCTAHOBJICHHOM 3aKOHOJAATCJILCTBOM MOPAAKE.

7.4.3.4 Bri0op ne3uHPHUIUPYIONIMX CPESICTB

[TpumeneHne Ae3MHPUUIMPYIOLIMX CPEACTB Uit 00pabOTKM PyK NepcoHaiia, KOXH JOKTEBOro cruda
JIOHOPOB, 00OpYIOBaHUS M HMHCTPYMEHTOB, 00€33apa’KMBaHUsI OTXOJOB, YOOPKHM HOMEUICHHH M T.IL
SBISIETCSL  HIEPBOCTENEHHONW  IPO(QMIAKTUYECKOH MEpoW, HampaBJIeHHOH Ha HpeaynpexIeHHue
KOHTaMHUHallMM KPOBM M €€ KOMIIOHEHTOB, a TaKKe 3allUTy JOHOpa M mepcoHana. Ilpu paspaborke
TEXHMYECKOTO 33JaHMs Ha 3aKyIKY JIE3NH(UIMPYIOMNX CPEICTB 0c000€ BHUMAHUE CIIEAYET OOpaTUTh Ha
UX CTIeU()UIECKHE XapaKTePUCTHKH.

ITpu ompeneneHny MOTPeOHOCTH B OCHOBHBIX MaTepHaiax M Uil oOecTieueHHs X Pe3epBHOTO 3araca
C yYeTOM H3MEHYHMBOCTH CIIpoca (HampuMmep, M0 MEepHOAaM rojia) HeOOXOIMMO HPOBOJUTH AHAIN3
3aI1acoB Ha CKIaJax.

7.4.4 IlpueMKa NpoAyKLIMH MNOCTABIINKA HA CcKJIaJd. BxoqHO! KOHTPOIB

[Mponykuus mnocraBmuka (00OpynOBaHHE, MaTepualibl) AOJDKHA OBITH NMPHHSATA HA CKIaJ IOCIe
IIPOBEPKHU CONPOBOJUTEIIHON TOKYMEHTALIUU.

[Mponykuus, mocrynuBmias 0e3 HEOOXOIMMOW COIPOBOAWUTENHHOW NOKyMEHTAIMH, JOJDKHA OBITh
HEMEIJICHHO M30iiMpoBaHa. Ecnmu Marepuaibl Monajii B MPOM3BOACTBO, OHU JIOJDKHBI OBITh U3BSITHI 110
CHeLHaNbHON MpoLenype, NpeIyCMOTpEeHHOH 7.16 HacTosIIero cranaapra.

Jlo monydeHusi pe3yabTaTOB BXOAHOTO KOHTPOJSI MaTepHaibl JODKHBI Pa3MENaThCsl OTIACIBHO OT
MIPOBEPEHHOHN MPOAYKINHU (KapaHTHH).

BxomHOW KOHTPOJb SBISETCS HEOTHEMIIEMOH YacThIO MPOIECCAa U3TOTOBJICHUS KOMIIOHEHTOB KPOBH,
OH TPOBOJIUTCS s NMPEAOTBPALICHUS HCIOJIB30BAHUS B IPOM3BOACTBE MAaTepUaliOB WIM YCIYT, HE
OTBEYAIOIIUX YCTAHOBJICHHBIM TPEOOBaHUSAM, U COKPALIEHHS HEIPOM3BOIUTEIBHBIX PACXOIOB.

B 0KyMEHTHpOBaHHYIO MpOLELYPY BXOIHOTO KOHTPOJS HEOOXOAMMO BKIIFOUUTH IE€PEUEHb
OCHOBHBIX MAaT€praJIoB WK YCJIYT, MOMJICKAIUX BXOAHOMY KOHTPOJIIO, U U3JIOKUTH MOPSAT0K:

- HACHTH(UKALNY, MAPKUPOBKU M Pa3MEILeHNs] MaTEPHAIOB HAa KAPAHTHH;

- IPOBEICHUS UCIIBITAHUI;

- IPUHSATHS PELIEHUS O JIOMYCKE B POU3BOJICTBO;

- BBIJIaU¥ TOJIb30BATENSIM;

- PETHCTPAIMH TaHHBIX, OTHOCSIIIMXCS K KaUeCTBY 3aKylaeMbIX MaTepHaIOB H/HIIN yCIIyT.

[Tepeuens MaTepuanos, MoKasaTelsel, HOANEKAIIUX BXOJHOMY KOHTPOJIIO, a TaKKe 0OBEMBI KOHTPOJIIS
YCTaHABJIMBAIOTCA C yYETOM WX BJIMSHHMS Ha KauecTBO TOTOBOTO IMpOAyKTa. Ilokasarenu M KpUTEpHU
Ka4yecTBa yCTAHABIHMBAIOTCS Ha OCHOBE TPEOOBAHWN HOPMATHBHBIX JOKYMEHTOB (pelepajbHOTO OpraHa
rOCYZapCTBEHHON BJIACTH, OTBETCTBEHHOTO 3a MOJIUTHKY B 00JIaCTH 3[paBOOXPAHEHHUS.
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Marepwuansl, IpoOIIeANIre BXOAHOH KOHTPOIb, JOJDKHBI OBITH MPOMAapKUPOBAaHBI M IEPEBENCHBI U3
KapaHTHHAa B aKTUBHBIN 3amac. Eciam mpu BXOJHOM KOHTPOJIE BBIABICHO HECOOTBETCTBHE MaTepuaa
YCTaHOBIIEHHBIM  TpeOOBaHMAM, HEOO0XOAMMO O(GOPMHTH pEKIaMAaIliOHHBIN  aKT, MaTepHabl
WIeHTU(GHULIMPOBATh W XPaHWTh B CHELMAIbHO OTBEJAEGHHOM MecTe. He Jomyckaercsi COBMECTHOE
XpaHeHHE  MarepuajoB, HMEIOLIMX  pa3Hbli  CTaTyC  BXOJHOIO  KOHTpPOJISL.  YTpaBlieHHE
HECOOTBETCTBYIOIIMMH MaTepHajaMd OCYIIECTBISIETCSl COMJIaCHO TpeboBaHusiM 7.16 HacTosIero
CTaHJapTa.

7.4.5 Anaau3 npouecca 3aKynok

AmHanu3 rporecca 3aKyIoK CJIeayeT IPOBOJUTh PETyJISIPHO Ha OCHOBE CIIAYIONINX JaHHBIX:

- pe3yIbTaToB BXOJHOTO KOHTPOJS, CBHICTEIHCTBYIOIINX O (PAKTHYECKOM KadecTBE 3aKylaeMOin
MPOAYKIIUH,

- pe3yIBTaTOB aHAIM3A 3allaCOB MAaTEPHAJIOB Ha CKIIAJIC;

- pe3yIBTaTOB aHANN3a UCTIOHEHHS OI0KETa;

- pe3yIpTaTOB aHANN3a AEOUTOPCKOM B KPEeIUTOPCKOH 3a/I0JKEHHOCTEH.

7.5 YupasJ/ieHue npoueccaMu Npou3BOACTBA

Jliist obecriedeHust yrpaBJeHus! IPOLIECCaMy ITPOU3BOACTBA U YCIYT HEOOXOANMO:

- HaJIMYMUEC HOPMATUBHLIX AOKYMCHTOB, YCTaHaBJIMBAIOLIUX Tpe6OBaHI/lH K )lOHOpCKOﬁ KpOBHU U €€
KOMIIOHCHTaM;

- Hammuue pabounx wHCTpyKnwi (COIl wmu Apyrux HOPMATHUBHBIX JTOKYMCHTOB) Ha BBINIOJHCHHE
MPOM3BOJICTBEHHBIX POLIENYD;

- CO3/IaHHE COOTBETCTBYIOIIMX ITPOM3BOACTBEHHBIX YCIOBHH IIPH BHIITOJIHEHHN padoT (cM. 6.5);

- HeoOxoauMoe obopyoBaHue (cM. 6.4);

- KOHTPOJIbHBIE ¥ H3MEPHUTENbHBIC IPUOOPEHI (cM. 7.14);

- OCYIIECTBJICHHE MOHUTOPWHTA M N3MEPEHHUH IS IIPOIIECCOB MPOM3BOACTRA (cM. 7.12);

- OCYIIECTBJICHNE HEOOXOAMMBIX BHIOB KOHTPOJIS M TPOBEPKH MpH BhITycke (cM. 7.11);

- 3¢ eKTHBHOE B3aMMOCHCTBHUE C JICUEOHBIMH YUPEIKICHUSIMU.

B opraHumzanmu [o/pKHA  IEHCTBOBaTh IPOLEAYPA BBIABJIEHUS KPUTUYECKUX JTAaloB IpU
MMPpOU3BOACTBE KOMIIOHCHTOB KpOBH, Ha4YuWHad OT TMPHUBJICUCHUA U 0T6opa JOHOPOB, B3ATUA U
O6CJ'I€[[OBaHl/Iﬂ KpOBH, MNPOU3BOACTBA, XPAaHCHUA, BblAa4d, AOCTABKHM KOMIIOHCHTOB KPOBU H [0 HX
UCITIOJB30BaHUs. JTa MPOLeAypa JODKHA BKIIOYATh B CeOs:

- OIIpeNieNieHne KPUTHYECKHX TOYEK, IpOLEayp, JTalloB IPOIECCOB, KOTOpbIE HEO0O0XOIMMO
KOHTPOJIMPOBATH ISl oOecrieueHnss Oe3011acHOCTH KPOBHU M €€ KOMITIOHEHTOB;

- CBEIICHHS O JJOHOPAX, PEIUINEHTAaX, IEPCOHAE;

- YCTaHOBIIEHNE KPUTHYECKUX TIPEICIIOB;

- CO3Z]aHHE CHCTEMBI MPOBEPKHA KPUTUYECKUX KOHTPOJBHBIX TOYEK C MOMOINBIO 3alUTaHUPOBAHHBIX
WCIIBITAHUN U U3MEPEHUH;

- BBIIIOJIHEHUE TOCTEAYIOINX KOPPEKTHPYIOMMX JeHCTBUi, KOorza B IpoIiecceé MOHHTOPHHTA
YCTaHOBIIEHO, YTO KOHTPOJIb KOHKPETHONW KPUTUIECKOH TOUKH HEBO3MOJKEH.

IIpu onpeneneHUy KPUTUYECKUX IIPOLIECCOB B OPraHU3aLUU CIEYET yUUThIBATh:

- CTENEHD BIMSHHUS IIpOIecca Ha Ka4€CTBO MPOAYKTOB U YCIIYT,

- PHCK HEYy/IOBJIETBOPEHHOCTH JOHOPOB U PELIUIIHMEHTOB,;

- 3aKOHOJIATEIIFHBIC M PETYIHPYIONIUE TPEOOBAHUS;

- KOMIIETCHTHOCTbH ITePCOHANIA;

- CIIOHOCTb MTPOIECCOB.

7.5.1 IlpuBiieyeHne JOHOPOB

B oprammzamum gomwkHa OBITH pa3paboTaHa CTpaTeTHs TPHUBICYCHUS OE30MMacHBIX JOHOPOB,
COOTBETCTBYIOIIAs LEISIM OPraHU3aIlH B 00JIACTH KauyecTBa, KOTOPas TOJKHA ONPEICIIUTh:

- OCHOBHBIC TIPUHIIUITEI TOHOPCTBA (0OPOBOIBHOE, 0€3BO3ME3THOE);

- IIeJIEBBIE TPYTIIIBI HACENICHHS IS IPUBJICUYCHHS JOHOPOB:

- METOAbI CTUMYJIMPOBAHUA U MPOCBCIICHUA ITOTCHIUAIBHBIX TOHOPOB;

- NOJIMTHUKY COXPAHCHUA TOHOPCKUX KaApPOB.

Just ocymiecTBieHUsT pabOThl MO NPUBJICYEHHIO JOHOPOB HEOOXOJMMO BBIIEIUTH (DUHAHCOBBIE
cpezacTBa U 00y4YeHHBIH IepcoHall.

7.5.2 MeauumuHckoe 00cjieJ0BaHue IOHOPOB

7.5.2.1 Kpurepuu nomycka J0HOpa K JOHALUU

Jlns morrycka JOHOPOB K JIOHALWH JOJDKHBI IPUMEHATHCS KPUTEPUH, YTBEPKICHHBIE ACHCTBYIOIIMHA
HOPMATHUBHBIMU JTOKYMEHTaMH C YIETOM MECTHBIX YCIOBHU (HAIpUMEp, SMHIEMHYECKOH 00CTaHOBKH) H
CYIIECTBYIOIIEH IMPaKTHKH.
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7.5.2.2 KonduaeHmansHOCTh

CobecenoBanre W OCBHICTEIHCTBOBAHHME JOHOpA TEpen IOHAIMeld IODKHO OCYIIECTBIATHCS B
KOH(UACHIIMAIBHBIX YCIOBHSX.

7.5.2.3 Ilepconan

Jns oOecrieyeHUss HAJEKHOIO OTBOJA JIOHOPOB 110 YCTAHOBJICHHBIM IIPOTHUBOMOKA3aHUSIM U
COXpaHCHHA IMOCTOAHHBIX AOHOPCKHUX KaJApOB IICPCOHAI, Bl)IHOJIHH}OHJ,l/Iﬁ Ty pa60Ty, JOJDKEH HUMCThb
COOTBETCTBYIOIIYIO MOATOTOBKY. HeoOXxomumo kpome MmpodeCCHOHATBHBIX 3HAHUI pa3BUBaTh yYMCHHE
MEPCOHANa BBIABIATH IMPH3HAKH HAPKOMAHWH WM TIOBEACHUS, MPHUBOJAIIETO K PHCKY 3apaKeHHS
WHQPEKITMOHHBIME 3a00JICBaHUSAMHU, ITEPEIABAEMBIMU C KPOBBIO, 8 TAK)KE HABBIKU OOIICHHS C JIOHOPOM.

7.5.2.4 3anucu

JlaHHBIE  MEIWIIMHCKOTO 00CIeOBaHUS JOHOPOB JOJDKHBI  OBITH  3apETUCTPUPOBAHBI B
COOTBETCTBYIOINX (hopMax, TOAMHCAHBI HCIIONHUTETIEM M BHECEHBI B 0a3y JOHOPCKHX aHHBIX
(cMm. 6.10). IIpu ncnoap30BaHUU KOMITBIOTEPHOM 3alMCH HH(OPMAIHH CIeIyeT IPeayCMOTPETh CPEACTBO
HACHTH(QHUKALIMK UCIIOJHUTEIS M CO3MaHMsI apXUBHBIX KoM 3amucei (cum. 6.10.1).

Perucrpanuu nojiexar:

- uaeHTH(UKAIIMOHHBIE TaHHbIe ((haMUIIHS, THULIUAIIBI, aJpec, 1aTa POXKACHHUS U T.IL.);

- mH(pOopMAaII 00 0TBOAAX MO MEAUIIMHCKUM ITOKa3aHHSIM;

- MEIUIMHCKAsT WHQOpMaus (pe3yinbTaThl METUIIMHCKOTO 00CIeNOBaHUS W aHAJIM30B W IIPyTHe
OTHOCAIINECS K aHAMHE3y JaHHEIE);

- ICTOPHS TOHAIUH (IHCIIO0, TATHI, TFOObIE PEaKIIUN M OCIIOKHEHUS BO BpeMs JJOHAIIHH).

Bcest nonopckas nHdopmanus sBIsSeTCs] KOHPHUICHIMATBHONW U JIOJDKHA COIEPIKATHCS B OXPAHSIEMBIX
ycnoBmsix. Jluma, mMeromre JOCTYI K 3alHcsaM, COAEPKAIlUM IepCOHABHBIE JaHHBIE TOHOPA, TOJIKHBI
MMEThH Ha 3TO CAaHKIIMIO PYKOBOIUTENS YUPESKICHNUS, YUCIO TAKUX JIMI] TOJDKHO OBITH OTpaHIYEHO.

7.5.3 3aroToBKa KpoBH

Heobxonumo obecieunTh MPOBEPKY MaTepHajioB U 000pyIOBaHUsS 0 Havaja jgoHanuu. KoHTeitHepsl
(Tunm  KOHTeWHepa, CpPOK TOJHOCTH, OTCYTCTBME 3arps3HEHHS M TOBPEXAEHHS) U PacTBOPEI,
UCTIONB3YeMBbIe I cOOpa, KOHCEPBUPOBAHHS M XPAHCHHS KPOBU WM €¢ KOMIIOHCHTOB, JIOJIKHEI OBITH
MPOBEPEHBI IO TOHAITUH HA MPUTOTHOCTH K padoTe.

7.5.3.1 Unentnduxanus

Heobxomumo oOecreunts WACHTH(PHUKALWIO JOHOPA, MPOAYKTOB [IOHAIIMH. OOpPa3sloB KPOBH U
MIePCOHANA, OCYIIECTBISIOMIETO B3ITHE KPOBH.

Jlo BEHEyHKIMU CJIEeIyeT MPOBEPHUTH: KapTy IOHOPA, OJIOK TEXHOIOTHYECKUX ITUKETOK C €OHHBIM
HOMEPOM JIOHAIIMHU U TIPOBECTH HIACHTH(DUKAIIMIO JIOHOPA.

Metonp! naeHTH(UKAIIH JOHOPA TOJDKHBI OBITh HHTEPAKTUBHBIMHU.

Ha xoHTeitHepax ansi KpOBHM M KOHTEHHepax-CIyTHHKaxX, Ha HpoOupKax ais oOpasioB KpPOBH U
KapTO4YKE JOHOPA JOJKHBI 6I)ITI) HaKJICCHbI HACHTUYHO MPOHYMEPOBAHHBIC TEXHOJIOTMYCCKUC I TUKCTKU.

[TpumeHnumsl TpeOboBaHus 7.9 HACTOSIIETO CTaHJAPTA.

7.5.3.2 3amuTa oT OAKTEPHAIBEHOTO 3arps3HEHNS

OpraHu3anys 3alMThl 0T 0aKTEPUANFHOTO 3arpsA3HEHUsI, BKIFOYAs YAAJICHUE OTXOAOB TOCIE B3SITUS
KpPOBH, JIOJDKHa COOTBETCTBOBAaTh TPEOOBaHUSAM 6.5 HACTOSINETO CTAaHAAPTa, a TAKXKE CICAYIOIIHM
TpeOOBaHUAM:

- KPOBB JTOJDKHA 3aTOTABIUBATHCS B CTEPHIIBHBIC 3aKPHITHIC CHCTEMBI,

- Ie3MH(UIUPYIOMNH areHT ¥ MECTO BEHETYHKIMH TOJDKHBI OBITH BHIOpAHBI U MOJATOTOBJICHHI TaK,
YTOOBI YMEHBIIUTH PUCK OaKTepHaIbHON M BUPYCHON KOHTaMHUHAIHH;

- yAaJeHrne OTXO/I0B IIOCIIE B3ATHS KPOBH — B COOTBETCTBHU C 6.8 HACTOAIIETO CTaHIApTA.

7.5.3.3 Texnomnorus

Meto B3sITHSL KPOBH JIOJKEH 00CCIICYHBATH:

- MOCTOSIHHOE TepeMEeIINBaHuEe 3a0upaeMoll KPOBH M aHTHKOAryJissHTa/ KOHCEpBAaHTAa B KOHTEWHEpe
Jutst cOOpa KpOBH;

- HETIPEePHIBHOCTH KPOBOTOKA;

- YCTaHOBIICHHYIO TPOIOJKUTEIIEHOCTD JIOHALIY.

O0BeM KpOBH B KOHTEHHEpE JOJDKCH COOTBETCTBOBATH HOPME, YCTAHOBJICHHOW HOPMATHUBHOMN
JIOKyMEHTaLMeN Ha UCII0JIb3YEMbIi KOHTEHHEP KOHKPETHOIO THUIIA.

KpoBb, 3aroToBrneHHas ¢ HapyIIEHHEM YCTaHOBJICHHBIX TpeOoBaHMIi (0oee OJHOTO IMPOKOIA BEHEI,
HETIOJHAS 1033 KPOBH U T.II.), HE TOJDKHA MCIOIB30BAThCA sl TpaHcy3un. [lopsaok paboTsl ¢ KPOBBIO
U ee KOMIIOHEHTaMH, TOJIyYeHHBIMH IPH HapyIICHUH YCTaHOBIIEHHBIX TPEOOBAHW, OCYIIECTBISAECTCS B
COOTBETCTBUU C 7.16 HacTOsIIEro cTaHAapTa.
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7.5.3.4 O6pasns! st 1abopaTopHOTO 00CIESIOBAHIS

OOpas3upl KpOBM [OHOpa, NpeIHa3Ha4YeHHBIE M1 HCCIENOBAaHMSA, NOJDKHBI OTOMpaTbcs IpH
COOJIIOZIGHUHN YCIIOBHH aCeNITHKU HETIOCPEICTBEHHO M3 MAaruCTpald WM CHELHaIbHOTO KOHTEHHepa Ay
npo0, BXOJSIIEr0 B COCTaB CUCTEMBI.

CerMeHThl OOIIEH TOHOPCKOW MAarucTpajii JOJDKHBI OTAEISATHCS OT KOHTelHepa Oe3 HapylIeHUs
CTEPUIILHOCTH KOHTEHHEpA.

Tum 1 00beM 00pa3na I0IKHBI COOTBETCTBOBATH BUAY 00CIICIOBAHUSL.

VYcnoBusi XpaHeHHss OOpasloOB O IPOBEIEHMs J1aDOpaTOPHBIX TECTOB JOJDKHBI OTBEYATh
TpeOOBaHMUSIM, YCTAHOBJICHHBIM B IUCbMEHHBIX HHCTPYKIUSIX U3TOTOBHUTENIEH HAOOPOB peareHTOB.

7.5.3.5 Meron adepesa

[Tpu B3STUM KPOBM METOIOM adepe3a JODKHBI OBITH BBHIIOJHEHB! JOIOJHUTENbHBIE TpeOOBaHMS,
o0ecIeunBaroIIme:

- 0e30MacHOCTb peHH(Y3UN ayTOIOTHYHBIX 3a0MpaeMbIX KOMIIOHEHTOB.

- YCIIOBHS, UCKITIOYAIOIIIE BO3AYLIHYIO 3MOOJIHIO;

- o0Iee KOJIMYEeCTBO IUIa3Mbl HE JOJDKHO MIPEBBIMIATh YCTAHOBICHHOTO 00beMa.

7.5.3.6 Meton muckpeTHoro miasmadepesa

[Tpu B3sTHU KPOBU METOAOM AMCKPETHOTO uia3madepe3a HeoOX0IMMO 00eCTIeUnTh:

- MCIOJIb30BAHUEC JIBYX HE3aBHUCUMBIX CPCACTB I/IJICHTI/I(I)I/IKaLII/II/I JOHOpa M €AUHUIIbI BO3Bpallla€MbIX
€My 3PHUTpPOLIUTOB;

- co0JIr0IeHNEe YCTaHOBJICHHOTO BPEMEHH BO3BpaTa JIOHOPY €ro SpUTPOLIUTOB;

- COOTBETCTBHE OOILIEro KOJIMYECTBA KPOBH, 3a0MpaeMoro y JOHOpa 3a OIWH pa3 (MCKIrouas
AQHTHKOATYJISIHT), YCTAaHOBJIEHHOMY KPUTEPHIO.

7.5.3.7 Meton nutadepesa

JomxHa ObITH obecriedeHa NOKyMEHTHPOBAaHHAs IPOLEAypa HA 3arOTOBKY KOMIIOHEHTOB KpPOBH
MeTonoM LuTadepesa. BKIIOYAIOMas B ce0sl HOPMY JO3UPOBAHUS BCEX IPUMEHSAEMBIX BCIIOMOTATEIbHBIX
areHToB (JISKAPCTBEHHBIX CPEICTB).

7.5.3.8 Yxo1 3a 1oOHOpOM (CoXpaHEHHE JOHOPCKUX KaIpOB)

B nporuiecce B3siTHsI KpOBHU clieayeT 00eCIIeUnTh:

- METOJ] BEHEIYHKLIMH, He BBI3BIBAIOLIHI HENPUATHBIX OLIYIICHUH y TOHOPA;

- 6e3omacHoe U KoM(popTHOE paboyee MECTO IS B3ATHS KPOBH,

- HaOMIoIeHKe 3a IOHOPOM BO BPeMsI JOHAIINH;

- IepCOHaN, OOYYCHHBI pacro3HaBaTh INPU3HAKM HEOJAaroNpPHATHBIX PEaKUUH W OCIOXKHEHUH H
OKa3bIBaTh HEOOXOMUMYIO TIOMOIII, a TAKKE NMEIOIIMH XOPOLINEe HAaBbIKK OOIIEHHS C IOHOPaMHU;

- HAJIYKE CPEACTB OKa3aHWs MOMOIIH B CITy4Yae PeakHil U OCJI0KHEHHH Y TOHOPOB;

- gammaue COIT Ha oka3aHue MepBOi ITOMOIIH JOHOPY.

7.5.3.9 3aroToBKa KPOBH B BBIC3THBIX yCIOBHSIX

Jnst 3aroTOBKM KPOBH B BBIC3IHBIX YCJIOBHAX HEOOXOAMMO OOECIeUMTh JOKYMEHTHPOBAHHYIO
IPOLEypy 3arOTOBKU KPOBHU B BBIC3JHBIX YCIOBHSAX, BKIIOYAIOLIYIO B ce0si KpoMe 00mux TpeGoBaHUi K
3aroTOBKE KPOBH, CICAYIOLIHE:

- 9Tall TPAHCIOPTUPOBAHHUS NIEPCOHANA, 00OPYAOBAHUS U 3arOTOBJICHHOH KPOBH;

- YCIIOBHS KOH(PUACHINATEHOCTH POBEICHUS COOECEI0BAaHMS C JOHOPOM;

- MepBI OKa3aHHs IIOMOLIY B YCIIOBUSX YIAJICHHOCTH OT CTAallHOHApa.

7.6 Ilepepa0doTka KPOBH U MOJIyYeHHe KOMIIOHEHTOB

7.6.1 O6mue moJio:KeHus

TexHoJOrMH, HCIONb3yeMBIE IIPU 3aroTOBKE, NEepepadOTKe, XPaHCHWH U TPAHCIIOPTUPOBAHUH
HOHOpCKOﬂ KpOBH U €€ KOMIIOHCHTOB, IOJIXKHBI O6eCHe'-II/lBaTI) npeaynpexKaCHnue X KOHTaMUHAUUW U
COXpaHeHHe OMOJIOTUYECKUX CBOWCTB KPOBHU U €€ KOMIIOHEHTOB.

JlaHHBIE MOHUTOPHUHTA MPOLIECCOB MEPEPAOOTKH U MOJIYUYEHHs TOHOPCKOW KPOBH U €€ KOMIIOHEHTOB
JIOJDKHBI OBITh 3aPErUCTPUPOBAHEL.

Meroapl, HCHONB3yeMble B  INPOM3BOACTBE KOMIIOHEHTOB  KpPOBH  (ULEHTpH(YTHpOBaHME,
3aMOpa)KMBaHHE, pPa3MOpaKMBaHHE, (WIbTpanus. OTMbIBAHHWE, NCTJIMIEPUHHU3ALMS, ITyJHPOBaHHE W
IpYTHUe), TOJDKHBI 00ECIIeYNBATh TePMETHYHOCTD CHCTEMBI ITOJIMMEPHBIX KOHTEHHEPOB M HE IIOIYCKATh
HapyIIEHUS LeJTOCTHOCTH.

7.6.2 IlenTpudyrupopanue

CocTaB BBIIEIIEMOTO0 KOMIIOHEHTa PETYJIHUPYIOT BBHIOOPOM pEXHUMa LEHTPU(PYTHPOBAHUS, KOTOPBIH
BKJIIOYAET B ce0sl TEMIIepaTypy, BpeMs U CKOPOCTb LEHTPH(YTHPOBAHHUSI.

Jnst ka)xpol HeHTpU(Yrd JOIDKHBI OBITH ONPENeIeHbI CBOM PEXXUMBL.

MerTo/1bl OJTy4EeHUsI KOHEYHBIX ITPOIYKTOB MPEICTABISIIOT COOO0M B3aUMOCBS3aHHYIO CUCTEMY.
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Jns pasnmeneHus mia3Mbl U KJIETOK MOTYT WCIIONB30BaThCS OPYTHE METONBI OCAXIEHUS KIIETOK,
HEeHTPU(YTUPOBaHUE JBMKYILIECHCS KPOBH, NMPOTOUHOE (IIaBaroliee) HeHTpU(YrupoBaHUEe B IPAJUCHTE
TUIOTHOCTH, TPOTHBOTOYHOE LIeHTPpUYrupoBanue (IPOMbIBAHUE), (GUIBTPALLHSL.

7.6.3 3amopakuBaHue MJIa3MbI

JIns  MakCHMallbHOTO  COXPaHCHHs  COJACp)KaHHMs  (PaKTOPOB  CBEpThIBaHUS  oOIIee BpeMms
3aMOpaxMBaHuUs I1a3Mel 10 MUHYC 30 °C He TOHKHO MPEeBHIATh 1 U.

7.6.4 3amopaxkuBaHue (KPMOKOHCEPBHPOBAHHE) KI€TOYHBIX KOMIOHEHTOB

JIJiss TONTOCPOYHOTO KOHCEPBUPOBAHUS KJIETOK KPOBH (IPHUTPOIMTOB, TPOMOOIMTOB) HEOOXOAUMO
UCIIOJIB30BaTh METO/IBI 3aMOPAKUBAHHS, PA3PEIICHHBIC IS IPUMEHEHUS B YCTAHOBICHHOM TIOPSIIIKE.

[TonroToBKY KIETOYHBIX KOMIIOHEHTOB K 3aMOPaKHBAHUIO TIPOBOISAT B ACETITHIECKUX YCIOBHSX.

KpunokoHcepBrpoBaHHE HOMKHO OCYIIECTBISATHCS B COOTBETCTBHU C MHCTPYKIHEH M3TOTOBHUTENS Ha
000pyIOBaHNH, pa3peIeHHOM K IPUMEHEHHUIO B YCTAHOBIICHHOM TTOPSIKE.

JomyctumMoe BpeMsi XpaHeHHS PUTPOLMTOB OT MOMEHTA MOJYUYESHHUS 10 3aMOPaKUBAHHSI HE IOJDKHO
IIPEBBILIATH 5 CYT.

TpomMOOIHTEI, TIOyYEHHBIE JTIOOBIM METOI0M, TOJKHBI OBITH 3aMOpPOKEHBI HE Mo3/1Hee 24 ¥ mocie
3aroTOBKHU KPOBH OT JJOHOpA WK TpoMmOonuTadepesa.

IIJ'IH OpraHu3anum JJIMTEJIbHOTO XpaHCHU S KJIICTOK KPOBHU HeO6XO[ll/IMO OGCCHG'—II/IT]):

- KPUOTEHHOE 000pYyI0BaHHKE;

- MOPO3WIEHOE 000PYI0BaHUE;

- IIOMEIICHHE IS pa3MeEIeHIsI 000pyIOBaHNUS;

- IIepCcoHal1, 00yYEHHBIN 00CITYKHUBAHUIO KPHOTEHHOTO 000pYyI0BaHUS.

7.6.5 Pazmopa:xuBanue (OTTauBaHMe.)

[Tmasma momKHA pPa3MOpPaXWBATHCS TPH YCTAHOBJICHHOW TeMIIEpaType C MCIIOJIE30BAaHHEM
CHENHATN3UPOBAHHOTO 00OPYIOBaHUS.

[IpoxykT, mONMydeHHBIH TOCIe pPa3sMOPaXHBAHWSA, HE NOJDKEH COMAEpPXKAaTh HEPACTBOPHMOTO OCAJKA.
Pa3moporkeHHas 11a3Ma He MOUIEKHUT MTOBTOPHOMY 3aMOPaKHBAHUIO.

7.6.6 PasmMopa:xuBaHue 3pMTPOLMTOB U TPOMOOLIUTOB

DPUTPOLUTHI U TPOMOOIUTHI HEOOXOAUMO PAa3MOPO3UTh C KCIOJIb30BAHUEM CICIIMATH3HUPOBAHHOIO
000py/I0BaHUsl, OTMBITh U JOOABUTH COOTBETCTBYIOIINI PeCyCIEHUPYIOIINIT pacTBOP.

JIis  OTMBIBaHHS SPUTPOIMTOB JOJDKHBI TPUMEHSTHCS PACTBOPBI, 3apEeTHCTPHPOBAHHBIC B
YCTaHOBIICHHOM ITOPSIIKE.

7.6.7 PeHTreHoBCKOE MM raMMa-00JIydeHue

Mertox 00xy4eHus TOIHKEeH o0ectednTs 103y oT 25 mo 50 I'p.

Bpemst sxco3uimy, yCTaHOBIEHHOE I KaKIOTO JIydeBOT0 HCTOYHHKA, TOJDKHO KOHTPOJIHMPOBATHCS
yepe3 MHTEePBAIBI, YCTAHOBICHHBIC B HHCTPYKIIHH U3TOTOBHUTEIIS.

OpHUTpOLUTCOAEPKAIIE KOMIIOHEHTBI MOTYT IMOJBEpraTtbcs OOIMy4eHHIO B TeueHHe 14 nHed ¢
MOMEHTA MTOTyYSHHS U XPAHUTHCS B TeUeHHE 28 THeil.

7.7 MapkupoBKa roToBoii NPOIyKIHHA

MapkupoBKY TOTOBOM MPOYKIIMH MPOBOJIST C IOMOIIBIO STUKETOK. DTUKETKA JJOJKHA COXPAHITHCS B
TCUCHHUEC BCCTO CpOKa I'OJHOCTH W MNPH BCEX PEKUMAX XPAHCHUA W HCIOJIB30BAHUA CIUHUIIBI rOTOBOM
NPOJYKLUH, a MH(pOpMaLus, NPUBEJICHHAs Ha STHKETKE, JOJDKHA OCTABATHCS JIETKO YHTaeMOH.

[IpennodTuTebHBIM ~ SIBIIICTCSI TPHUBEICHWE HA OJTHUKETKE MAIIMHOYUTAEMOW WH(OpMAIUH,
MPeIHA3HAYCHHOW JUIA CPEICTB aBTOMATHYCCKOW WACHTH(HKAIMKA KOHTCHHEPOB ¢ KOHCEPBHPOBAHHOW
KPOBBIO WJIH €€ KOMIOHEHTaMHU.

MapkupoBKa TOTOBOW NPOIYKIHH PACIPOCTPAHSIETCS Ha TOHOPCKYIO KPOBb M €€ KOMIIOHEHTHI,
MpOIICAIINEe BCE CTAAWH IMepepabOTKH W HWCCIEAOBAaHWHA, COOTBETCTBYIOIIHE BCEM TPeOOBAHMUSM,
MPEIbABISEMBIM K JOHOPCKOW KPOBH M €€ KOMIIOHEHTaM. Hammume MapKHpOBKH TOTOBOHM HMPOIYKIHH
SBIISICTCA MOJTBEPKICHIEM TOIHOCTH K IPUMEHEHNIO KOHKPETHON eIMHUIBI MPOAYKINN B METUIIMHCKOM
npaktuke. [IpenBapurensHOe (IO OKOHYAHMSA BCEX CTaauil mepepabOTKH M HCCIEIOBAaHWI) HaHECEHHUE
MapKHPOBKH FOTOBOW MPOAYKIIMH, a TAK)KE HAHECCHHE Ha HEe MPEJABAPUTEIBHON (HE MOIATBEPIKICHHOM
periiaMeHTHPOBaHHBIMH J1a00OPATOPHBIMU TECTAMM) HH(POPMAIIMU HE JIOITYCKAETCsI.

MapKkupoBKY KOHTCHHEPOB C KOHCEPBHUPOBAaHHONH KpPOBBIO WM €€ KOMIIOHCHTAMHU CJICIyeT
ocyuiecTBiATh B coorBeTcTBUU ¢ ['OCT P 52938.

MapkupoBKa TOTOBOW NMPOAYKIUHU SIBISCTCA OOJACTBIO TMOTCHIMAIBHBIX CEPhE3HBIX OMMUOOK. st
UCKJTFOUEHHUSI OIMMOOK HEOOXOIUMO O0CCIICUHTH:

- OTCYTCTBHE OTBJIEKAIUX (HaKTOPOB (IIIyM, IOTOKH JTFOJIEH);

- IOPAJOK Ha pabodeM MecTe;

- BOBMOXKHOCTB OJTHOBPEMEHHOTO aHKETHPOBAHHS OJHOMMEHHOH NPOIYKINH;
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- crienuanbHoe 00yUeHUe epCOHANa;

- IPUMEHEHHE CUCTEMBI IIPOBEPOK.

7.8 Banunanust

7.8.1 O01Me moJ10KeHus

Banunaiys HEoCpPeICTBEHHO COACHCTBYET 0€30IaCHOCTH MOCTABIIIEMBIX KOMIIOHEHTOB JOHOPCKOM
KPOBH TEM, YTO MOJTBEPKAACT CIIOCOOHOCTH MPOIIECCOB JOCTUTATh 3aIUIAHUPOBAHHBIX PE3yJILTATOR.

Opra"m3anuu ClIeAyeT OMPEICTUTh BCE MPOIECCHl M MPOIEAYPHI, Pe3yIbTaThl KOTOPHIX HE MOTYT
OBITH MTPOBEPEHBI TOCIEAYIONIMM MOHUTOPUHTOM W M3MEPEHUSIMH, H BATUAUPOBATH WX JIO TPUMCHEHUS.
K HUM OTHOCSATCS TPOILECCHI, HEJIOCTATKA KOTOPBIX CTAHOBSATCS OUYCBUIHBIMH TOJIBKO IIOCIIC Hadaja
UCIIONIb30BaHKs KOMIIOHEHTOB KPOBH WM TIOCIE MPeJOCTaBieHus yciayrd. K TakuM mpoieccam
OTHOCSITCS pa3[elicHHe KPOBH Ha KOMIIOHEHTBI, 3aMOPKXHBAHHE KOMIIOHEHTOB, XpaHCHHE U
TPaHCIIOPTUPOBAHUE, CTEPUIIN3ALMS MATEPUAIIOB H T.II.

7.8.2 [lnanupoBaHue BaTUAALUA

[TnanupoBaHue BajJuIalMK BKIIOYAET B ceOsi:

- onpe/ielieHre LIeJI BaJUJalluH;

- onpeiesicHHe TPEOYEMbIX U 0)KHUJACMBIX XapAKTEPHUCTHUK, a TAKKE KPUTSPHUEB IPUEMIIEMOCTH;

- onpeJiesieHne He0OXOAMMOr0 YUcia 00pa3oB (UCIIBITAHUH, UCCIEOBAHUN );

- COOTBETCTBYIOIIIEE 00OPYA0BaHKE U KBATH(HUKAIMIO IEPCOHANIA;

- OIpeIeTICHUE YCIOBUI H METO/IOB BAJTUIAIUH.

7.8.3 [loaAroToBKAa K BaJuJIalMU

JIyist mpoBeIeHUSI BaTMIAINH [TPOIIECCOB HEOOXOAUMO UCIIOIh30BATh!

a) 000pyIOBaHKE, COOTBETCTBYIOIIEE CICAYIOIINM YCIOBHUIM:

- CPOK 3KCILTyaTallMk KOTOPOTO HE JOJDKEH IMPEBBIIIATh PECYPC, YCTAHOBICHHBIH M3rOTOBUTEIEM, a B
cllydae TpEBbIILIEHUs] pecypca J0KHA ObITh IPOBE/IeHa KOMUCCHUSI COBMECTHO C U3TOTOBHUTEIIEM;

- 3apPErHCTPUPOBAHHOE B YCTAHOBJICHHOM IMOPSIIIKE;

-oTBevaliee TpeOOBaHUIM HOPMATUBHOM JOKYMEHTAIINH;

- MPOXOJISIIIIEe PETYISIPHOE TEXHUUESCKOE 00CITy)KNBaHKE;

- obecrieueHHOE PAcXOJHBIMHA MaTepHaIaMu;

- 6e30macHoOe B IKCILTyaTallH;

0) peareHTHI, MPUMEHSEMBIC IS OOCIEIOBaHUS OOpa3lOB KPOBH JOHOpAa M KOHTPOIS KadecTBa
JIOHOPCKOW KPOBH U €€ KOMIIOHCHTOB:

- 3aPETUCTPUPOBAHHEIC B YCTAHOBJICHHOM IOPSJIKE;

- MOJIyYEHHBIC OT YTBEPIKACHHOTO MOCTABIINKA,;

-C XapakTepHCTHKaMd (BHEIIHUN BuA, COEHU(UYHOCTh, UYYBCTBUTEIBLHOCTh, TUTP H T.IL.),
COOTBETCTBYIOIIMMH YCTAHOBICHHBIMH TPEOOBAHUSIM;

B) TECT-CHCTEMBbI,  INPUMEHsEMble Ui ~ CKPUHHUHIA  T'€MOTPAaHCMHCCHUBHBIX  HHQEKIUH,
obecrieunBaoLIKe BbIsIBIICHHE BCEX MH(OUIMPOBAHHBIX JIMI[ C BEPOSTHOCTHIO, YKAa3aHHOW B MACIIOPTE;

I') UMMYHOTI€MaTOJOIMYeCKUE PEaKTUBbI, 0OECIICUUBAOIINE BO3MOXKHOCTh IPABHJIBHO OIPEIEIISATh
rpynmy kpoBu ABO, pesyc-(hakrop, asioaHTHIPUTPOIUTAPHBIC AHTUTENA C BEPOATHOCTHIO, YKa3aHHOU B
macropre;

1) KOHTEHHEPBI AJ1si cOopa KPOBU:

- 3apETUCTPUPOBAHHBIE B YCTAHOBIEHHOM MTOPSIKE;

- TOJIyYEeHHbIE OT YTBEPIKJCHHOTO IMOCTABIIHKA:

- C XapaKTepUCTUKAMH, COOTBETCTBYIOLIMMH YCTAaHOBJICHHBIM TPEOOBaHHSIM;

€) MporpaMMHBIE CPECTBA:

- obecrie4eHHBIE COOTBETCTBYIOIIEH KOMITBIOTEPHON TEXHUKOM;

- He IPOTHBOPEYAIlle PYTUM IIPOrpaMMam /CHCTeMaM;

- 3AIUIICHHBIC U UMEIOIUE PA3HbIC YPOBHHU JIOCTYIIA MOJIb30BATEIICH.

7.8.4 BpinoJiHeHHe BAJTHIALNNH

Banupainus 10KHa BBITOIHITHCS B COOTBETCTBHH C IUTAHOM.

CoOpaHHbIe TaHHBIE HEOOXOAMMO MPOAHAIN3UPOBATH U TI0 PE3YJIbTaTaM IPHHATH PElleHne, KOTOPOoe
JIOJDKHO OBITH JJOKYMEHTHUPOBAHO.

7.8.5 JlokymeHTANUS 10 BAJTUAALUU

[To yeMoTpenuto opraHu3anui MokeT ObITh paspadorana COII Ha Bamumauro.

7.8.6 3anucu no BagIMIAMH

[IpuHATSHI ClleAyIONIHE BUABI 3aIIUCEH MO BaTHIAINN:

- IJIaHBI BAJTUIAIINY;

- MPOTOKOJIBI;
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- aKTEHI;

- OTYETBHIL.

7.9 Unentuduranus u npocjiexuBaeMocTb

7.9.1 O6uue noa0KeHust

Opranms3anus TODKHA 00ECIeYnTh WACHTH(PHUKAINIO M MPOCIS)KUBAEMOCTh JOHOPOB, KPOBH U €€
KOMITOHEHTOB, PAaCXOJHBIX MaTepHaJoB (KOHTEHHEpHI Uit cOOpa KPOBH, PeareHThl, 1e3UH(DUIUPYIOIINe
CpencTBa), TabOpPaTOPHBIX 00PA3IOB U PErUCTPAITMOHHBIX JAHHBIX (3alMCH) W UCIIOJIHUTENEH paboT.

Kaxxnomy H0HOPY M Ka)10M TOHAIMH JIOJDKEH ObITh MPUCBOCH MICHTH()HUKAIIMOHHBIN HOMED.

[IpocnexnBaeMocTh 00ECIICUNBACTCS MApKAPOBKON OOBEKTa MACHTH(PHKAIKMK C TOCIEI0BATEIILHON
perucrpanmeii HeoOXOAMMBIX [aHHBIX O JOHOPaxX, MPOJAYKTaxX JOHAIMH, PacXOJHBIX MaTepuaiax,
BEIMOJIHEHWH pA00OT M WCIONHUTENSX paboT B YTBEPKACHHBIX PETHCTPAIMOHHO-YUYETHHIX (hopMax
(>kypHaJIax, KapTOYKax U Jp.. B TOM YHCIIC B 3JICKTPOHHOM BHUJIE).

W neHTHpUKAIIMOHHBIN HOMEP JOHAINMH JOJDKEH OBITh YKa3aH Ha ITUKETKE KaXKIOW JO3bI (CIUHHUIIEI)
KPOBH HIJIH €¢ KOMITOHEHTOB, 00pa3lle JOHOPCKOW KPOBH H TEPEIPOBEPSATHCA (CIMUATHCS) HA KaXKIOM
JTare paboThl ¢ JOHOPOM U IMOTyYeHHsI JOHOPCKOH KPOBH M €€ KOMIOHEHTOB OTBETCTBEHHBIMH JIHLIAMHU
OpTaHU3aIi JOHOPCTBA KPOBH U €€ KOMITOHCHTOB.

B mnpomecce 3arotoBkum u TepepabOTKH KaKIbIH OTHENIBHBIA KOHTEHHEp C KpPOBBIO U ee
KOMITOHEHTaMH, KaX[blii 00pa3ell KPOBU JIOHOPA, CBSI3aHHBIA C COOTBETCTBYIOIIEH JOHAIMEH. NOIDKHBI
MUMETh OJIMH U TOT K€ HOMEp.

Juist obecrieueHus uaAeHTU(GUKALMKY IPYU XPaHEHUH NPOJIYKLUH, UMEIOIEeH pasHbIi cTaTyc KOHTPOJIS
(FOJIHOI‘/II; HpHFOTOBJ’IeHHOﬁ JJIA BblAa4 KOHKPCTHBIM MAallMEHTaM, BKJIIOYasA ayTOJOTHYHBIC JOHAIIUW; Ha
KapaHTUHE, HECOOTBETCTBYIOIICH WM 3a0paKkOBaHHOW), JO/DKHO OBITh BBIICICHO OTIEIBHOE
00opyIoBaHuE.

MapkupoBka 000pyIOBaHHS JIOJDKHA BKIOYATH B c€0S BUJ MPOIYKTA: CTATyC KOHTPOJIS: TPYIILY
KpOBH U pe3yc-pakrop.

7.9.2 3anucu

Jns oOecriedeHnss WIEHTH(OUKAMN W TPOCISKUBAEMOCTH HEOOXOIMUMO  TOCIEIOBATEIEHO
3aMKCHIBATh U BHOCHTH B JKYPHANBI M KapTOTEKH WHPOPMALHUIO, MPEAYCMOTPEHHYIO TPeOOBaHUSMHU
JEUCTBYIOIIMX HOPMATHBHBIX JIOKYMEHTOB (efiepalbHOrO oOpraHa rOCYAapCTBEHHOW  BJIACTH,
OTBETCTBEHHOTO 3a IMOJUTHKY B OOJIACTH 3APABOOXPAHEHHS, a TaKKe BHYTPEHHHX HOPMAaTHUBHBIX
JOKYMEHTOB OpraHu3alliy B OTHOIICHUH I/IJIGHTI/I(i)l/IKaLII/II/II

- JIOHOPOB;

- KPOBH U €€ KOMIIOHEHTOB;

- TIepcoHaa;

- 00pasIoB KPOBH;

- PaCXOIIHBIX MaTCPHAJIOB;

- MECTOHAXOXKJICHHS MIPOIYKTOB WIIM MaTEPHAIIOB.

Bce wmpeHTHUKAIMOHHBIE 3alMCH JOJDKHBI XPAaHUTBCS W YIPABIATHECS B COOTBETCTBHH C 5.8
HACTOSIIETO CTaHAapTa.

Benenne n mopnepxanue 3amuceil B pabodeM COCTOSIHUH JOJDKHBI 00€CIEYNTh WACHTU(DHUKAIHNIO B
ciydae:

- U3BATHUS IPOIYKIINH;

- pacclieIoBaHUs peakui U OCII0AKHEHUH;

- IpyU OILCHKE MNOTCHUUAJIBHOI'O0 BJIMAHUA HCEYAOBJIICTBOPUTCIIbHBIX PE3YyJILTATOB Kaﬂl/l6p0BKl/I nIIn
TMMOBEPKU O60pyﬂOBaHI/l§I Ha TC MPOAYKTHI l/IJ'll/I/pCSyJ'I])TaT])I, KOTOPbIC 6]>IJ'II/I N3IroTOBJICHBI WJIN IMOJYYCHBI
Ha TAaHHOM 00OpPYJIOBaHHU CO BPEMEHH MOCIICIHEH TOIOKUTEIHHON KATMOPOBKY MITH TIOBEPKH H T.1I.

7.10 XpaHeHue U TPAHCTIOPTUPOBAHHUE

Opranm3anus JODKHA OOCCIICYHTh COOTBETCTBHE KPOBH M €€ KOMIIOHCHTOB YCTaHOBJICHHBIM
TpeOOBaHUAM B IPOIECcCce UX MepepadOTKH, XpaHEHHS U TPAHCIIOPTHPOBAHUS K MECTY Ha3HAUCHHS.

Ha Bcex sTamax xpaHeHHsI ¥ TPAaHCIIOPTUPOBAHUS KPOBHU M €€ KOMITOHEHTOB HEOOXOTUMO O0CCIICUHTH:

- UACHTH(DOHUIMKALHMIO IPOYKTOB;

- YCIIOBHSI XpaHEHHUS;

- pa3zesnbHOe XpaHeHHEe MPOAYKINH 10 CTaTyCy KOHTPOJIS, BUAM IPOAYKTOB, TpymnaM kposu ABO u
pesyc-gakropy RhD;

- 3aIUTY OT MOBPEXKICHUS;

- IOMCIIMBAHHEC TpOM6OLIl/ITOB;

- KOHTPOIIb YCIIOBUI1 BHEIIHEH CPEJIbI,

- PETUCTPAIMIO TAHHBIX HAOJFOICHYSI.
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TeMneparypa XpaHEHHs KPOBU W €€ KOMIIOHEHTOB OIPEAEISAETCS YCIOBHSMH, HEOOXOJMMBIMHU IS
obecrieueHns )KU3HECTIOCOOHOCTH, U NOAPa3AEIAeTCA Ha TPU HHTEpBaja:

- o1 20 °C go 24 °C;

-0t 2 °C g0 6 °C;

- TIpHU TeMIeparype He Bblme MuHyc 25 °C.

TpaHncnopTupoBaHHe KPOBH M €€ KOMIIOHEHTOB JOJDKHO OCYILIECTBISATHCS B TEPMOHM3OJSAIIMOHHBIX
KOHTEHHepax ¢ COOJI0IEHNEM CAaHUTapHO-TUTHEHUYECKUX TPeOOBaHMUIA.

Heobxoanmo perncTpupoBaTh B COOTBETCTBYIOIINX yYETHO-PETUCTPALMOHHBIX (opMax Cieayromune
napaMeTpbl XpaHeHUs! U TPAaHCIIOPTUPOBAHMS:

- TEMIIepaTypy;

- YPOBEHb 3aMacoB NMPOAYKTOB I KIMHUYECKOTO HCIIOIb30BaHUS;

- OTHpAaBJICHHBIE IPOAYKTHI U PEATbHO ITOITyUYEHHEIE,;

- BpeMs OTIPABKH U MOJIYICHHUS;

- TIOJINMCH OTBETCTBEHHBIX JIHII.

7.11 Kapantuun. Beinyck roropoii npoaykuuu. Beinauya. locraBka

7.11.1 Kapantun

B opranuzanuu 1oymkeH ObITh ONpeesieH MOPsIOK pa3MelleHHs] Ha KapaHTHH:

- HeoOCJIeJOBAaHHOW KPOBU M €€ KOMIIOHEHTOB JI0 TOJyYeHHUS pe3yJIbTaToOB 00CIeA0BaHUS 00pa3loB
JIOHOPCKOM KpOBH;

- 00CJIe/IOBAaHHON  CBEXE3aMOPOXKEHHOW  IUIa3Mbl 0  IIOJNyYEHHUsS pE3YyJIbTaToOB ITOBTOPHOTO
o0crne1oBaHKS JOHOPA HA HAIWYNE MAapKepOB HH(EKNINH, epearoiXcs Yepe3 KPOBb;

- PacXoxHBIX MaTepHasoB (KOHTEHHEPOB sl cOOpa KPOBHU, PEAareHTOB, AC3NH(PHUIMPYIOMINX CPEACTB
U JIp.) 10 TOJY4EHHs PE3yIbTaTOB BXOJHOTO KOHTPOJIS.

KpoBe M €¢ KOMIIOHEHTBHI, a TaKKE MaTepHaibl, UMEIOIINE CTaTyC «HA KapaHTHHE)», IOJIKHBI
XPaHUTBCS OTAENBHO OT MPOAYKINH, PA3PELIEHHOH K HCTIOIb30BAHHMIO.

7.11.2 Boimyck roToBoii MpoayKIuK

7.11.2.1 OO1ue noaoxeHus

Jlna mpenoTBpalieHus BbITyCKa HPOXYKIMHU (KPOBH M €€ KOMIIOHEHTOB), HE COOTBETCTBYIOLIEH
YCTaHOBJIEHHBIM TPeOOBaHUSAM, B OPTaHU3AIMH B aIMUHUCTPATHBHOM TOPSIIKE JOJDKHBI OBITH Ha3HAYEHBI
OTBETCTBEHHBIE JIMIA, UMEIOIUE IMOJHOMOUYUS HAa M3MEHEHHE CTaTyca KOHTPOJIS U BBIIYCK T'OTOBOM
MPOAYKIUH.

Pemenre o roqHOCTH KaXI0H €MHUIIBI TPOLYKIINU MOKET OBITh IIPUHATO TOJIBKO TIOCIIE TPOBEPKH:

- HACHTH(UKAINHU TPOAYKIINH;

- pe3yJIbTaTOB HCCIIEIOBaHUS 00Pa3IOB IOHOPCKOI KPOBH;

- BHEILIHETO BUJA U LIEIOCTHOCTH YIaKOBKU;

- PETUCTPAIIOHHBIX JAHHBIX 00 YCJIOBHUSX XPaHEHUS MTPOITYKINH.

MapkupoBKa TOTOBOM MPOAYKIUH MOXKET OCYIIECTBIIATHCS TOJIBKO IOCIE TOTO, Kak KpPOBb U €€
KOMITOHEHTHI TPOIIIA BCE CTaAWHM NepepabOTKH W HCCIEIOBAHHS B COOTBETCTBUH C yCTaHOBJICHHBIMHU
TpeOOBaHUSIMI.

W3meHeHne cTaTyca KOHTPOJIS JOJDKHO OBITH 3apETHCTPUPOBAHO B yCTAHOBJICHHON PErHCTPAllMOHHOMN
(hopme, roToBast MPOLYKINUS NEPEAaHa Ha CKIIaj TOTOBOM MPOAYKIIHH.

Cucrtema KauecTBa HE J[IOJDKHA JIOMYCKaTh BBIMYCKA M IIOCTaBKH B JIeueOHO-MPOQHUIAKTUIECKUE
YUPEXKICHUS IPOAYKINHU, HEIPUTOAHON JUTA KIMHIUYECKOTO UCTIOIb30BAHMSI.

7.11.2.2 loxymeHTanus

Heobxoanmo paspadorars u BHeApuTh COII Ha BBIITYCK rOTOBO#M HPOIYKIHH.

[Tpu BbITyCKE TPOAYKIMH HEOOXOIMMO BECTH 3aIHCH:

- TI0 y4eTy NPOIyKTOB;

- 0 IEPEMEIEHUH TPOIYKTOB;

- O BBISIBJICHHBIX HECOOTBETCTBHSAX.

[Tpu BeneHuwm 3ammcel HEOOXOAWMO YyKa3bIBaTh JaTy M BpeMs BBITyCKa HNPOJYKLIMH W TPOBEPSTh
MOJIIHMCH YTIOJTHOMOYEHHBIX JIMII.

7.11.3 Bbi1aua KOMIOHEHTOB KPOBU

7.11.3.1 Oburue mostoxkeHus

IMopsimok 3aka3a KpOBW, BKIIIOYas CTaHAApTHYIO (opMy 3akasza, JOJDKEH OBITH COIIacoBaH C
Je4eOHBIM yUpEeXIEHUEM, KaK IIPEAyCMOTPEHO B 7.2 HACTOSIIIETO CTaHIapTa.

KoMITOHEHTBI KPOBHU JOJKHBI OTITYCKAaThCS HA OCHOBE 3asIBKH, IMOIIHCAHHOW JIMIIOM, OTBETCTBEHHBIM
3a TpaHCHY3HIO.
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3aka3 MOXET OBITh NMPHHAT TOJBKO OT MEIWIMHCKOTO PAaOOTHHKA, YMOJIHOMOYEHHOTO JIeYeOHBIM
YUPEXKICHUEM Ha IOJy4YeHHE KOMIIOHEHTOB KpoBH. llpm mpueme 3asBKU cienyeT HMAECHTH(HINPOBATH
JMYHOCTB NPEIBSABUTENS U IPOBEPUTH IPaBUIILHOCTH 0opMiteHHs 3aBKkU. HenpaBuibHO 0(opMIIEHHYIO
3asBKy (OTCYTCTBHE HEOOXOJMMBIX IIOANUCEH, NAHHBIX W T.N.) CJENyeT BO3BPAaTUTh B JieueOHOE
yupexeHue Juis nepeodopmiieHus.

[Mponykuus, UMeIOIIasi CTaTyc «pa3pelieHHas Ul BbLAaYW», TOJDKHA OBITh pa3MelleHa B OTASIbHON
3alIMIIEHHOM 30HE (0T/ea BbIAaYH, SKCIEIULINH).

[Tpu BBIIAYE POAYKIIMK HEOOXOIMMO:

a) NIEHTU(HUIMPOBATH KOHTEHHED C MPOJTYKTOM KPOBH;

0) IPOBEPHUTH:

- CTaTyc «paspelieHa Uil BbLIaum» (PEKOMEHAYETCs, 9YTOOBI 3Ta MpoBEpKa Oblila aBTOMAaTU3UPOBaHA
yCTpOMCTBAaMU CUMTBHIBAHHMSA);

- LIEJIOCTHOCTD YIIAKOBKHU Y BHEIIHUH BUJ IPOJYKTa;

- 9THKETKYy (0OpMIIeHHE HaJmuceil JOJKHO COOTBETCTBOBATH TPEOOBAHUSAM, YCTAaHOBJICHHBIM B 7.9
HACTOSIIETO CTAaHIaPTa);

- CPOK I'OJTHOCTH.

BeinanHast potyKuus JOKHA ObITh yUTeHa.

7.11.3.2 loxymeHTanus

[To ycMOTpeHHnIO OpraHu3auyy MOTyT OBITh pa3pabOTaHbIL:

- COII Ha odopmiieHHe 3aKka3a Ha MPOAYKIIHIO;

-COIl Ha BbIIa4y TOTOBOM MPOAYKLUMH IO 3aKa3y, BKIIOUas IOPSIOK MACHCTBUHM B cilydae
HECOOTBETCTBYIOIIETO O(hOPMIICHUS 3aKa3a Ha KPOBb.

[Tpu BbIIaUY€ KOMIIOHEHTOB KPOBH HEOOXOIMMO BECTH 3aIIHCH:

- 0 IpHEMeE U BO3BpATE 3as1BOK;

- 0 BBIJIaU€ TOTOBOH MPOAYKIHH.

IIpn BemeHum 3ammceil HEOOXOIUMO YKa3plBaTh JaTy BbAAYM W IPOBEPATh IOAIMNCU

YIIOJIHOMOYEHHBIX JIUIL (OpraHu3anuy ciry>x0bl kpou, JIITY, TpancnopTHO# opraHu3aiyn).

7.11.4 loctaBKa

JlocTaBka MOXKET OCYIIECTBISTHCS OpraHu3alyeil, UMeronield MeTMIMHCKYIO JIMIIEH3UIO Ha padoTy 1o
«TpaHcriopTHpoBaHuio». CHCTeMa IOCTaBKM MIOJDKHA oOOecrednBaTh COXPAaHHOCTh MPOXYKIUH NpH
TPaHCIIOPTHPOBAHUH.

7.12 Koutpoab. U3mepenus. Yiay4diieHus

7.12.1 O0mue noaoKeHus

Opranuzanusi AOJDKHA IPOBOIUTH KOHTPOJIb, MOHHWTOPHHI, H3MEPEHHs, aHAIW3 W YJIydIICHHS,
HEOOXOAMMBIE JJIsI TOATBEP)KICHUS COOTBETCTBHSI KPOBH M €€ KOMIIOHEHTOB YCTaHOBIICHHBIM
TpeOOBaHUSIM U MOCTOSHHOTO MOBBILICHUS PE3YJIbTATUBHOCTH CUCTEMBI MEHEPKMEHTA Ka4eCTBa.

Pe3ynbpTaThl JOMDKHBI OBITE O(OPMIICHBI TOKYMEHTAIBHO.

7.12.2 BHyTpeHHne ayIuThl (IIPOBEPKH)

7.12.2.1 OO1iye noaoxeHus

AymiT sBISETCS OCHOBHBIM JIBUTATeJeM Mpoliecca IOCTOSIHHOIO —YJIY4YIIEHHS U TJIaBHBIM
MHCTPYMEHTOM ISl IPOBEPKH COCTOSIHUS KauecTBa B opraHu3anuu. LlernsiMu aynura siBIsitoTCs:

- IPOBEpKa CUCTEMBI Ka4eCTBa Ha COOTBETCTBHIE YCTAaHOBIICHHBIM TPEOOBaHUSM;

- onpeenieHne 001acTeil BO3MOKHOTO YITyUIlIeHHs] CHCTEMBI KauecTBa,;

- IpOBEpKa 1 OIeHKa 3(h()EKTUBHOCTH KOPPEKTHPYIOIINX MEPOIPHUSITHIA.

HopmaTuBHON OCHOBOHM ayIWTOB SIBISAIOTCS CTaHAAPTHl HA CHCTEMY KadecTBAa M COOTBETCTBYIOIAs
HOpPMaTHBHAasI JOKyMEHTAIMsl OPTaHNU3ali CIIy>KObI KPOBH:

- 3axoHbl Poccuiickoit denepanuu;

- HaIlMOHAJIbHBIC CTAHIAPTHI;

- TEXHUUYECKUE PETJIAMEHTBI;

- IPUKa3bl U HHCTPYKIIUH;

- pabouas goxymenrauus (COIIbl, METOAMKHN BBITOJHEHHS aHAIN30B, MHCTPYKIMHU IO SKCIUTyaTaluH
000py/I0BaHUsI, THCTPYKLIUH MO TEXHUKE O€30MaCHOCTH) U T.1.

BHyTpeHHne aynutel (TIpOBEpKH) MOJDKHBI IIPOBOJHUTHCS B COOTBETCTBHH C JIOKYMEHTAJIHHO
oopMIIEHHOH 1 yTBEPKIICHHOW TPOLElypOii, KOTOpast BKIIOYaeT B ceOsl:

- IUTAHUPOBAHHE ayINUTOB;

- pa3paboTKy IIaHa ayJUTOB (IIPOBEPOK);

- IIOATOTOBKY pabodeil JOKyMEHTAIUH (B T. 9. ONPOCHEIX JINCTOB);

- TTOPSIIOK MIPOBEZICHUS ITPOBEPOK B OpraHU3aLINH;
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- OTYETHOCTH IO PE3yIbTaTaM IIPOBEPOK;

- OPraHM3ALMI0 MEPONPUATHIL 10 MNPOBEACHUIO KOPPEKTHPYIOIIMX JEUCTBUH M KOHTPOJIb HX
BBITIOJTHEHMS,

- IOPAJOK MOJTOTOBKU U 00y4€HUS! BHYTPEHHHUX ayAUTOPOB;

- OIICHKY MX 3HAHWU U KBAJTU(HKAIIHH.

BHyTpeHHue ayanThl HEOOXOIMMO NPOBOJIUTH Ha PETyJSIPHOM OCHOBE C YUYETOM pe3YJIbTaToB
NpPEeABIIYIINX ayAUTOB.

AyIUTOpHI I0JDKHBI IMETh CIEHAIbHYIO MOJATOTOBKY I10 ayJJUTy CHCTEM KauecTBa B TAKMX 00JIaCTsX,
Kak:

- 3HaHHNE ¥ OHUMAaHHE CTAaHAPTOB, HA COOTBETCTBHAE KOTOPHIM MOKET IPOBOIAUTHCS ayTUT CHCTEMBI
Ka4yecTBa;

- METOJIBI COOpa CBUIIETENBCTB, X OIIEHKU M COCTABJICHUS OTYETA;

- IOTIOJTHUTENbHBIC HAaBBIKH, TaKHE KaK IUIAHUPOBAHWE, OPTaHU3AIHA, OOIIeHNe, CIOCOOHOCTH SICHO U
cB000IHO (HOPMYITHPOBATH KOHIICIIIIHH.

[IpoBepseMoe monpa3eneHue CleayeT 3apaHee yBEIOMHTh O LEISIX M CPOKax ayauTa. AyauTop He
JIOJDKEH TIPOBEPSTH CBOIO COOCTBEHHYIO padoTy.

7.12.2.2 OTBETCTBEHHOCTh U PECYPCHI

J1s1 pe3ynbTaTUBHOIO BBIIOJHEHUS BHYTPEHHETO ayJuTa B KOHKPETHBIE CPOKH PYKOBOJCTBO
OPTaHM3aIMH JIOJDKHO MPEJOCTABUTH COOTBETCTBYOIIMM JIMIAM ITOJTHOMOYMS M BBIICIIUTH HEOOXOANMbBIE
pecypcsl.

7.12.2.3 [InaHupoBaHue BHYTPEHHETO ayAUTa

[IporpamMma BHYTpEHHHX MpPOBEPOK MODKHA pa3pabaTHIBATBCS COTPYIHHUKOM, OTBETCTBEHHBIM 3a
Ka4eCTBO, U YTBEPKAATHCS PYKOBOIUTEIIEM OpTaHU3AIIH.

[Ipomecchr cucTeMBl MEHEHKMEHTa KadecTBa M KaXKJ0€ IOIpa3/eleHHe OpraHU3alud CIexyeT
MIPOBEPATh, MO KpailHeW Mepe, OAWH pa3 B IO HJIM dYalle, B 3aBUCHMOCTH OT UX 3HAYNMOCTH H
HEeOJIaroNpHUsATHOTO BIMSHUS Ha KauecTBO (00cieqoBaHNe KPOBH, aHKETUPOBAHKE, BBIYCK U3 KapaHTHHA
KPOBH U €€ KOMIIOHCHTOB, CaHl/ITapHO—SHl/II[eMI/IO.HOl"l/I'-IGCKI/Ifl PEKUM U T.H.).

7.12.2.4 TIpoBeieHNEe BHYTPEHHETO ayAUTa

I'maBHBIMU 3aJadyaMi BHYTPEHHETO aynUTa sABJIAIOTCA:

- IOATBEPXKJICHNE HAJIMYKS M IOCTYITHOCTH BCEX JOKYMEHTOB CHCTEMBI KauecTBa, 00s3aTeIbHBIX IS
BBINIOJIHEHUST B NPOBEPSIEMOM IIOJpa3jielieHud WiK Ha mposepsieMoM oObekre: COIloB, meromuk
BBITIOJIHEHHSI aHAJM30B, PYKOBOJCTB, Ipa(UKOB TEXOOCITYyKUBaHUS M KaJUOPOBKH WM IIOBEPKH
000pyIOBaHUS U JPYTHUX CTAHJAPTOB U HEOOXOIMMEIX 3aIiCei;

- MOATBEPXKICHNE COOTBETCTBUS ICATEIHHOCTH TOAPA3ACICHUI W UX PE3YyIbTaTOB yCTAHOBICHHBIM
TpeOOBaHUAM H 3aIUTAHUPOBAHHBEIM MEPOIPHUSITHSIM;

- TIOATBEP)KICHHUE COOTBETCTBHS 3HAHUI M yMEHHUI COTPYIHHKOB ITOIPA3/IEICHUS YCTAHOBICHHBIM
TpeboBaHUsAM B 00JaCTH KadecTBa.

B xone BHyTpeHHero ayanuTa B MPOBEPSIEMBIX HNOAPA3ICICHUIX HEOOX0IUMO MTOTYyYUTh OOBEKTUBHYIO
U JIOCTOBEPHYI0 MH(OPMAIMIO, HA OCHOBE KOTOPOH JIOJDKHBI OBITH C/IENaHbl 00OCHOBAHHBIE BBIBOJIBI O
COCTOSSTHUHU OCATCIIBHOCTHU I10 CUCTEME KaueCTBa. I[aHH])Ie MOJXHO IMOJYYHUTb IMYTEM OIIpOCa COTPYAHHUKOB,
JKCIIEPTU3bI JOKYMEHTOB, aHAJIM3a PE3YJIbTaTOB NPEABLAYLINX [IPOBEPOK U MEPONPUATUH 110 yCTPAHEHUIO
HeJoCTaTKOB. Bce HaOMIONEHMST W HECOOTBETCTBUS, BBISIBICHHBIE B XOJE IIPOBEPKH, CIIEIYeT
JIOKyMEHTHPOBATb.

Opra"m3anuy ciexyeT ONpeaelnTh HeoOXOANMBIe BUABI 3alMCeH Ui IUIAHUPOBAHUS, MMPOBEACHUS
BHYTPCHHUX AayAWTOB, BEICHHUS OTUYETHOCTH W TPOBEPKH KOPPEKTUPYIOMINX NeHCTBHN. YTpaBlieHHE
3aMUACSAMH OCYIIECTBIIAIOT B COOTBETCTBHH C YCTAHOBIICHHOH IPOLIEAYPOii.

7.13 MOHUTOPHMHI U U3MepPeHuUe NMPOIecCoB

Opranms3anys I0JDKHA IPOBOAWTH MOHHTOPHMHT M M3MEpPEHHE IPOIECCOB MPOHM3BOJCTBA, a TAaKKe
JPYTHX TIPOLIECCOB CHUCTEMbl MEHEIDKMEHTa KauecTBa (3aKynlku, OOy4deHHe, B3auMOJeicTBHE C
J'le’-le6H])IMI/l YUPCIKACHUAMU U T.H.) JJI JOCTUIKCHUS 3allJITaHUPOBAHHBIX PE3YJILTATOB.

KoHTponb, mpoBepkr M HU3MEpPEHHUs CciexyeT NPOBOJUTh HAa KPUTHUECKUX CTaausaxX I[polecca
IMPOU3BOACTBA U UCIIOJIB30BaAHUSA KPOBH.

Juns  mpoBeneHMS KOHTPOJSL W W3MEPEHWIl TNPOLECCOB CIENyeT YCTaHOBHTh KPHUTHUYECKHE
KOHTPOJIBHBIE TOYKH ¥ METOJIbI KOHTPOJISL.

KoHTpoIb MPOM3BOACTBEHHBIX POLIECCOB BKIIIOYAET B ce0sl IPOBEPKY:

- TEXHOJIOTHIECKHX MTapaMeTPOB;

- COCTOSTHHSA TIPOM3BOJICTBEHHOU CPEIbl;

- HEOKCHEePHBIX HHPPACTPYKTYD;
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- COCTOSTHHS U TEXHHYECKOTO O0CITy>KUBaHHUA 000pyTOBaHHUS;

- IepcoHaa.

7.13.1 MOHUTOPUHT XPaHEHHUS

Cucrtema HaONIOJACHHUS TPH XpaHEHUH (KPOBHM, KOMIIOHEHTOB KpOBH, OOpPa3IlOB, pPEarcHTOB,
KOHTEHHEPOB J1s1 cOOpa KPOBHU M T.I1.) AOJDKHA BKIIOUATh B CE0sL:

- CpeJIcTBa U3MEPEHHUs TEMIIEPATYPBbI;

- CUCTEMY pEeTUCTpPALK TeMIEepaTypsl (BKII0Yas HEPHOANIHOCTD 3aMEPOB);

- CHCTEMY OIIOBELICHUS, YCTAHOBJICHHYIO Ha BceM 000pYI0BaHMH, KOTOpasi J0JDKHA T10/1aBaTh CUTHAT
TPEBOTH NIPU HAPYIIEHUH TEMIIEPaTypHOTO PEXHUMA.

Pexomennyercst (0COOCHHO TpPH YCIOBHM KapaHTHHHU3ALWHU IUTa3MbI) YCTAHOBHUTH CIAWHBIA ITYJIBT
KOMIIBIOTEPHOTO KOHTPOJIS.

7.13.2 MOHUTOPHMHT TPAHCIOPTHPOBAHUS

Heo0xoanmo BecTr HaOIIOACHHE:

- 32 TEMIIEpaTypoil B Hadaje, B IPOIecce TPAHCIIOPTHPOBAHUS U IO IPUOBITHH B KOHEYHBIH ITyHKT;

- 32 MPOIOJDKUTEIHHOCTHIO TPAHCIIOPTUPOBAHUSI U3 ITyHKTA BBIJAYN B ITYHKT HA3HAUCHUS,;

- 32 LEJIOCTHOCTBIO YIIAKOBKH MO IPUOBITHH.

Habmrogenne 3a TemmepaTypoll W BpeMEHEM TPAaHCHOPTUPOBAHHS PEKOMEHAYETCS OCYIIECTBIATH
MIOCPENICTBOM CIIEIIHAIEHO YCTAaHOBJICHHBIX TATYNKOB H IPUOOPOB.

7.14 YnpasiieHHe U3MepUTEIbHBIM 000py10BaHHEM

7.14.1 O0mue noa0KeHH

[Ipu mpon3BoOACTBE M KOHTPOJIE KadecTBa KPOBH U €€ KOMIIOHEHTOB HCIOJB3YETCS M3MEPUTEIIEHOE
obopysnoBanue (cpencTBa HM3MEpeHHH, IMPOrpaMMHBIE CPEICTBa, STAJIOHBI, CTaHAApTHBIE 00pa3Lbl,
BCIloMorarejibHad armnaparypa HWIn HX KOM6I/IH8.IJ,I/ISI, HCO6XO,Z[I/IM]:IC U4 BBIIIOJIHEHUA ITpoHecca
nuaMmepenusi). Jns obecrieueHns: yBEpEeHHOCTH B IMOJYYE€HHU OOBEKTHBHBIX, JOCTOBEPHBIX PE3YJIbTaTOB
nu3MepeHnil (pe3yabTaToB TECTOB), MCHOJIB3YEMBIX B IENSAX 3AIIUTHl KU3HU W 310pOBbS JOHOPOB M
PELMIINEHTOB, HEOOXOMMO OOECIIEYNTh COOTBETCTBUE HM3MEPUTEIHHOTO 00OPYHOBaHUS TPeOOBaHMUSIM,
YCTaHOBIICHHBIM 3aKOHOIATeNLCTBOM Poccuiickoit deaepanmu 06 oOecrieYeHUH eqUHCTBA U3MEepeHMid [ 1]
Y 3aKOHOzaTenbcTBOM Poccuiickoi denepauy 0 TEXHUYECKOM PETYJIUPOBAHUH.

W3mepeHus, BIUSIOMNE Ha Ka4eCTBO NMPOW3BOAMMOW W3 KPOBH MPOAYKINH, a TaKKe Ha 3OPOBHE
JIOHOpA W PEUUIHEHTa, JODKHBI IMPOBOIUTHCSA C MPUMEHEHHEM CPEICTB M3MEPEHHUH (M3MEpHTEIBHOTO
000pyIOBaHUS) YTBEP)KICHHOTO THIIA, MPOIIEANINX IOBEPKY. Pe3ynpTaTel M3MEepeHHH MOJKHBI OBITH
BBIPAJKEHBI B €JMHULIAX BEIMUYUH, JOIYLIEHHbIX K IpUMeHEHHI0 B Poccuiickoil Denepanyu.

7.14.2 YnpapieHue H3MepuTeIbHBIM 000py10BAHHEM

Jlnist ynpaBiieHnst ©3MEpUTEIbHBIM 000pyI0BAaHUEM OpTraHH3allUuH CIIE/TyeT:

- Ha3HaYuTh (MPUKAa30M) OTBETCTBEHHOTO 32 COCTOSIHHE METPOJIOTMYECKOro 00ecredYeHus
(pykoBoaMTeNnb TMOApA3AENEHHs, TIEe HWMeeTcs H3MEpHTelbHOe 00O0pyJOoBaHME, TaKXKe HeceT
OTBETCTBEHHOCTH 3a COCTOSIHHE M NPHUMEHEHUE M3MEPUTEIBHOI0 00OPYIOBAHUS M €r0 CBOEBPEMEHHYIO
TIOBEPKY);

- OTIPEeNeNINTh, KAKUMH CPEICTBAMH JIOJDKHBI OBITh MPOBEICHBI M3MEpPEHUs, TpeOyeMble Muarma3oH U
TOYHOCTb U3MEPEHU;

- pa3paboTaTh U. IPH HEOOXOAUMOCTH, aTTECTOBATH METOAUKHU (METOJIBI) H3MEPECHHUI;

- COCTaBHUThH II€PEUYCHb INPUMEHIEMBIX CPEICTB H3MEPEHHii, a Takke rpauK IOBEPKH CpPEICTB
M3MEpPEeHuil (COrIacoBaTh B YCTAHOBICHHOM ITOPSIKE);

- 0003HAYNTH CTaTyC 0OOpYZOBaHHMA B OTHOIICHUH MOBEPKH (C MOMOIIBI0 MAPKUPOBKH, STHKETKH,
YTBEPKJICHHOH 3alMCH WIH IPYTUM METOJIOM);

- 3aKJIFOYMTH JIOTOBOP Ha PEryJisipHOE TEXHHYECKOE/CEPBUCHOE 00CITY)KUBAHUE CPEICTB U3MEPEHUIl C
IOPpUANYCCKUMU JIMIIAMU WA WHAWBUAYAJIbHBIMU MTPEANPUHUMATCIIAMU, UMCIOIIMMHU JIMIICH3UIO Ha
PEMOHT CpeJICTB U3MEPEHUIA;

- 3aKJIIOYUTH JOTOBOP Ha BBINOJHEHHE IIOBEPOYHBIX palboTe OPUIMYECKUMH JIMLIAMH WU
VHIUBUIYIBHBIMH MPEANPUHUMATESIMH, aKKPEIUTOBAHHBIMU B YCTAHOBJIICHHOM IOpSIIKE B 00JIaCTH
obecrieueHNs eIMHCTBA N3MEPEHUH;

- IO/IBEpPTaTh 000PYIOBaHHE TIOBEPKE:

1) mepBUYHO (0 BBOJA B SKCILTyaTaIlHIO, & TAK)KE TIOCIIE PEMOHTA);

2) mepruoYecKoi (B Mporecce IKCINTyaTalnn);

3) BHeoUepeTHOH [IIpH MTOBPEXKACHUH 3HAKa IMOBEPKH, B CIIydae yTpPaThl CBUAETEILCTBA O MOBEPKE, B
cilyyae BBOJIa B JKCIUTyaTallMIO CPEICTB M3MEPEHMH IOcie JUIMTEIbHOro XpaHeHus (Oojiee OIHOTO
MEXIOBEPOYHOTO0 HMHTEpBaja), U3BECTHOM WM IPEANOJaracMoM yIapHOM BO3JEHCTBMU Ha CPEICTBO
WU3MEPEHU WK HEYOBICTBOPUTEIILHON paboTe mpudopal.
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Pe3ynbpTaThl TMOBEPKH CPEACTB HM3MEPEHHH  yJOCTOBEPSIIOTCS 3HAKOM TOBEPKHM W (WIIN)
CBHJICTENBCTBOM O IOBepke. KOHCTPYKIMS CpencTBa M3MEPEHHH 0JDKHA 00ECHEeUnBaTh BO3MOXKHOCTD
HAHECEHUsI 3HaKa TIOBEPKU B MECTE, JOCTYITHOM JJIsi MPOCMOTpa. Ecnm 0cOOEHHOCTH KOHCTPYKIMH HIIN
YCIIOBUSI OKCIUTYaTallK CPEICTBA U3MEPEHUIT HE MO3BOJISIIOT HAHECTH 3HAK MIOBEPKU HENOCPEICTBEHHO Ha
CpPE/ICTBO M3MEPEHHH, OH HAHOCUTCS Ha CBUIETEIILCTBO O ITOBEPKE.

[Toxy4eHHbIE pe3yJIbTaThl MOBEPKH, TEXOOCITY)KUBAHUS JOJDKHBI OBITh JOKYMEHTAIBHO O(OPMIICHBI U
COJIEPIKaThCs B MOPSIIKE.

Ecnmu npu wu3MepeHHMsSX MPUMEHSIOT KOMIIBIOTEPHbIE IPOrpaMMHBIE CpPEICTBA, TO B COCTaB
00s13aTeNbHBIX TPeOOBaHMI K CpeJCTBAM M3MEPEHUI BKIIFOUAIOTCS TAK)KE TPEOOBAHMS K ITPOTPaMMHOMY
00ecIIeueHHIO.

KoHcTpykumnei n3MepuTessHOro 000pyI0BaHUS IODKHO OBITH 0OECIIeYeHO OrpaHWYEHHE AOCTYIIa K
ONIPEJICTICHHBIM YacTsIM CPEICTB HM3MEpEeHHH (BKJIIOYAs NporpaMMHOE O0ecrmedeHHe) B IEIX
MPEOTBPALICHHUS] HECAHKIIMOHUPOBAHHBIX HACTPOMKH M BMEIIATENbCTBA, KOTOPBIE MOTYT HPUBECTH K
HCKaXEHUSIM PE3yJIbTATOB U3MEPEHUH.

7.14.3 JleiicTBHs IPH HEYAOBJIECTBOPHTEIbHBIX Pe3yJIbTATAX MOBEPKHU

B ciy4yae Hey10BJIE€TBOPHUTENBHBIX PE3YJIBTATOB IOBEPKH CIIELYET:

- IpU3HATH CPEICTBO H3MEPEHUH HENPUIOAHBIM K I[PUMEHEHUIO, M HAHECTHM Ha HEro 3HaK
HENPUTOTHOCTH:

- aHHYJIMPOBaTh «CBHUIETENBCTBO O MIOBEPKEY;

- BbIUcath «/3BenieHne 0 HEPUTOAHOCTH.

- BHECTH COOTBETCTBYIOILIYIO 3aIlMCh B TEXHHYECKYIO JOKYMEHTALMIO, IPH 3TOM OTBETCTBEHHBIH 3a
METPOJIOTHYECKOE ObOecredeHne 00s13aH BBHIBECTH OOOpPYINOBaHME M3 3KCIUTyaTalll, a TaKKe IPHHATH
KOPPEKTHPYIOIINE [I€HCTBUS B OTHOLIEHHHM MNPOXYKTOB (PE3yJIbTAaTOB), KOTOpPBIE OBIIM W3rOTOBIICHBI
(mosy4eHsl), UCCIENOBaHBl WM TECTUPOBAaHBI HAa IaHHOM OOOpPYIOBaHMM CO BPEMEHH IOCIEIHEH
MOJIOKUTETLHON TTOBEPKU.

7.14.4 KoppekTupyommue JeicTBUsI

Opranuszanusi J0JDKHa pa3paboTaTh IOJUTUKY M NPOLEAYPY U OIPEIEIHTh COOTBETCTBYIOILUE
[IOJIHOMOYUS Ha PUHATUE KOPPEKTUPYIOUIUX JCHCTBUM B CIIydasiX, €CIIU BbIABIEHbI HECOOTBETCTBYIOLIAS
paboTa MM OTCTYIUICHUSI OT MPOLEAYP, IIPEYCMOTPEHHBIX CUCTEMON MEHEKMEHTa WJIM TEXHUYECKUMU
oTeparysIMu.

B ciyyae Heo0X0IMMOCTH MPOBENICHNSI KOPPEKTUPYIOLINX NEHCTBUI OpraHn3anys 10JDKHa BEIOpaTh U
NPUHATH JeiicTBUe(s), Hanbonee nmoaxojsmee(re) Uil YCTpaHEHHs NpOOJIEMBl M NPEIOTBPAIIECHHS ee
(uX) MOBTOpEHUS.

Koppekrupyromue nefcTBUS TODKHBI ONTHMAalbHO COOTBETCTBOBATh MacmTaly M ONAacHOCTH
TIPOOIEMEI.

Opranuszanus JOKHA 33J0KyMEHTHPOBAaTh M pPEaln30BaTh BCe TPeOyeMble M3MEHEHHS, HCXOAS M3
aHaIM3a KOPPEKTUPYOUINX AEHCTBUMN.

7.15 MOHUTOPHHT U KOHTPOJIb NPOAYKIIMHA

Opranuszanusi J0JDKHA OCYLIECTBISITH BXOJHOW KOHTPOJIb, KOHTPOJb B IpOLEcCce MPOU3BOJCTBA,
BBIOOPOYHBII KOHTPOJIb U KOHTPOJIb Ka4eCTBa TOTOBOI MPOIYKIIUH.

7.15.1 BxogHo# KOHTPOJIb

BxomHOW KOHTPOJIB SIBISIETCS HEOTHEMIIEMOH YacThIO MPOIECCa U3TOTOBJICHUS! KOMIIOHEHTOB KPOBH,
€ro IpOBOIAT ISl NPENOTBPAIIECHHUS HCIOJIb30BaHUSI B IPOM3BOJCTBE IMPOIYKTOB M MarepualioB, HE
OTBEYAIOINX YCTAaHOBJIECHHBIM TPEOOBAHHSM.

[TepeueHp pacxoIHBIX MATEPHAIIOB, MOUIEKAIINX BXOJIHOMY KOHTPOJIIO, YCTAaHABINBAIOT C YIETOM HX
BJIMSIHUS Ha KauyecTBO FOTOBOIO NpoaykTa. [TokazaTeny u KpuTepun KadecTBa yCTaHABIMBAIOT HA OCHOBE
TpeboBaHMII HOPMATHBHBIX JOKYMEHTOB.

BxoaHOMY KOHTPOJIIO ITOJUIEXKAT:

- 3aKymaeMble Marepuanbl (KOHTEHHepsl At cbopa KpOBH, pPEareHTbl, TECT-CUCTEMBI,
JIE3UH(PUIAPYIOIIHNE CPEACTBA U JPYTHUE);

- 00pas3Ibl JOHOPCKOM KPOBH (IIPU MPUEMKE B TJa00PATOPHIO);

- IMHULIBI TOHOPCKON KPOBH (IIpU MpHUEMKE Ha epepaboTKy, B OTAEI BBLAAYH IPOAYKIIUH).

7.15.2 KoHTpoJib B npoliecce NPOU3BoOACTBA

KoHTpouto B nporecce Mpou3BOCTBA MOUICHKAT:

- pacxomHble MaTepuanbl (KOHTEHHepHl Uit cOOpa KpOBHM, pEareHThbl, TECT-CUCTEMBI,
Je3MH(UINPYIONINE CPEACTBA, HHCTPYMEHTBI, MSATKHAE MAaTEPHANBI U 1IP.);

- 00BEKTHI BHEITHEH cpebl (PYKH MEIUIIMHCKOTO TIepCOHala, KOXKa JOKTEBOTO criubda JoHOopa, MPOoOsI
BO3/lyXa, TOBEPXHOCTH CTOJIOB, CTEH, IIOTOJIKOB, 000PYIOBaHHS U T.IL.).
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7.15.3 KoHTpoJIb roTOBOI NpOAYKINH

7.15.3.1 Oburre momaoxeHus

OpraHusanusi J0JDKHA OCYILECTBJIATh KOHTPOJb KadecTBa I'OTOBOW HPOJYKIHMH HA COOTBETCTBUE
YCTaHOBJICHHBIM Tpe6OBaHI/I}1M.

KoHTpons KkauecTBa KOMIIOHGHTOB KPOBH CIIeMyeT MPOBOAUTH BBIOOPOYHO MO  3apaHee
pa3paboTaHHOMY IUIaHY, KOTOPBIN BKJIFOUACT B CeOs:

- YaCTOTY IPOBEJCHHS IPOBEPOK;

- crmoco0bI 0TOOpa Mpood;

- 00eM BBIOOPOK.

ITnan crnemyer pa3pabaThIBaTh ¢ Y4€TOM PHUCKOB IIEPEKPECTHOTO 3arpsi3HEHUS (IIPOLYKTOB, 00pa3IoB
IPU WCIIOJIb30BAHNH HECOBEPILICHHBIX METOAOB 0TOOpa IMpol), a TakKe PHUCKOB, BOZHHUKAIOMIMX MPH
MPOBEJCHNUH KOHTPOJISI M HCIIBITAHUH KPOBH U €€ KOMIIOHEHTOB.

7.15.3.2 KoHTpOib nepes BeIade B tedeOHOe YUpEeKICHHE

HenocpenctBeHHO mepen BblAaded TOTOBOW MHPOAYKLIHUM B JieueOHOE YUpexkIeHHE HE0O0XOIUMO
MPOBEPHTH!

- LACHTU(DUKALHUIO POIYKTa;

- CTaTyc KOHTPOJIS;

- cootBercTBHE Tpymisl ABO 1 pesyc-pakTopa KOMIIOHEHTa KPOBH 3aKa3y;

- CPOK TOJTHOCTH;

- BHEIIIHUI BUJ,.

JlaHHBIE O pe3ysbTaTax KOHTPOJIS JOJDKHBI PETHCTPHPOBATHCS.

Meroasl M KpUTEPUM KOHTPOJIS YCTAHOBJIEHBI HOPMATUBHBIMU IIPABOBBIMHM AaKTaMH, a TaKKe
BHYTPEHHUMH JOKYMEHTaMH OPTraHMU3alu1 CIyKObI KPOBH.

KoHTponbs KauecTBa KOMIIOHEHTOB KPOBH IO JPYTUM IHOKa3aTelnsiM (00beM KOMIIOHEHTa; aKTHBHOCTh
JeicTBylomero (axkropa; CTepwibHOCTh; pH W T.IL) clienyeT NMpOBOAWTH BHIOOPOYHO, IO 3apaHee
pa3zpaboTaHHOMY TIIaHY.

OpraHuzanus J0JDKHA PErucTPUPOBaTH B COOTBETCTBYIONIEH YYETHON JOKYMEHTAIlMH IaHHBIE O
pe3yibTaTax KOHTPOJS, HCIBITAaHWH, H3MEPEeHHH NPOLECCOB M IMPOAYKIMH. OTy HHGPOPMAIHIO
HE0OX0AMMO BHOCHTH B 0a3bl JOHOPCKUX J@HHBIX 1 KOMIOHEHTOB KpoBH (cM. 6.10).

B 3ammcax [MODKHBI OBITH NPEAyCMOTPEHBI IOANMCH JIML, CAaHKIMOHWPOBABIIMX PE3yJIbTAThI
KOHTPOJISI U U3MEPEHUI.

7.16 YnpaBjieHHe HeCOOTBEeTCTBYIOIeH npoayKuuei

7.16.1 O01ue noa0KeHus

Opranuszanus A0DKHA ONPENENUTh MOPSIOK paboThl C HECOOTBETCTBHSIMU M HECOOTBETCTBYIOIIEH
MPOAYKITHEH, KOTOPBIA JOIKEH BKIIFOYATh B CEOSI:

- PETHCTPAIMIO HECOOTBETCTBHIL;

- TIOBTOPHBIN KOHTPOJIb IIPOAYKLIHH.

Opranuzanusi 10JbKHa 00ecreunTh, YTOObI MPOAYKIMS, HE COOTBETCTBYIOLIAs TPeOOBaHUSIM, ObLia
BbIIBJICHA U Haxoaujiacb TI10Jf KOHTPOJEM C 11(S2) 02310 MpEaOTBpalllCHUA €€ IIOCTaBKHU HIIHU
HeTpeHaMEPEHHOT0 HCIIOIb30BaHUS.

7.16.2 O0BbEKTHI HECOOTBETCTBUM

OO0BeKTaMi HECOOTBETCTBHI B OPTaHU3AIMH CITYKOBI KPOBH MOTYT OBITH:

- KpOBb ¥ KOMITOHEHTHI KPOBH;

- TOHOPHI (MMEFOIIIE MTPOTHBOMOKA3AHUS K TOHALIUAM);

- ycayru (peakiyuy U OCIIOXKHEHHS Yy JIOHOPOB Ha JIOHALMIO; NMOCTTPAHC(Y3UOHHBIE OCIOKHEHUS y
PEIUTIINEHTOB U T.1I.).

7.16.3 BoisiBJIeHHe HECOOTBETCTBYIOIIEH NMPOAYKIIMHT

HeCOOTBeTCTBy}OHJ,aH MMPOAYKIUA MOXKET 6blTl:. BbISIBJICHA B pE3YJIbTATC!

a) KOHTPOJIS CIIEYIONINX BUIOB:

- BXOJHOTO KOHTPOJIS IPOAYKTOB U MaTEPHUAJIOB;

- MEZMIITHCKOTO 00CIIeJOBaHNS I0OHOPA;

- 00cie10BaHus IOHOPCKOH KPOBY;

- TECTOB HAa COBMECTHMOCTb;

- TEXHOJIOTHIECKOT0 KOHTPOJISI IPOU3BOJICTBA;

- KOHTPOJIS CTEPUIIBHOCTH;

- KOHTPOJISL TOTOBOH ITPOYKIINH;

- KaJIMOPOBKH/TIOBEPKH 000PYIOBaHUS;
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- MOHUTOPHHTA (HaOIIOCHUS);

0) BHyTPEHHUX COOOIICHNH 0 HECOOTBETCTBUAX (OT MOAPA3ICICHHN);

T') BHyTPCHHUX W BHEITHUX ayIUTOB KadeCTBa;

1) pacCMOTpEHHS ka0l moTpeduTenei;

€) aHanm3a peKIaManuii U IpeTeH3nH.

7.16.4 IIpoueaypa ynpasJjieHHsI HECOOTBETCTBYIOIIEH MPOXyKIHeid

Opranuzanus JoJKHA YCTAaHOBUTH MPOUEAYPY IO YHPaBIEHUIO HECOOTBETCTBYIOIIEH MPOAYKIHEH,
KOTOpast BKIIFOUaeT B ce0s:

- OTBETCTBEHHOCTh M TIIOJIHOMOYMS Ha TPHHSATHE pEIICHHS B OTHOLICHWH HECOOTBETCTBYIOIIEH
MPOJYKIUK/ JOHOPOB, HEPUTOAHBIX ISl TOHALINMY;

- HAEHTH(UKAINIO ¥ U30JIMPOBaHNE HECOOTBETCTBYIOIIEH NPOIYKIIMH/OTBO OT JOHOPCTBA;

- IPOBEJICHNE TIOBTOPHOTO KOHTPOJIS;

- TOKYMEHTaJIbHOE 0(OPMIICHHE;

- OT3BIB MIPOAYKINH (TIPH HEOOXOIMMOCTH);

- YTHIU3AIMIO MPOAYKLINH B CIy4ae IPU3HAHKS €€ OKOHYATEIFHOTO HECOOTBETCTBUS.

B oprannzanum 10mKHEI OBITH HA3HAYCHB! OTBETCTBEHHBIE JINIIA, IOJITHOMOYHBIE IPUHUMATD PELICHHUS
M0 HECOOTBETCTBHSM (OTBEJCHHWE OT IOHOPCTBA, BOCCTAHOBJICHHE B JOHOPCTBE, CAHKIMOHHPOBAaHUE
UCIIOJIb30BaHMs IPOIYKIMH, TPU3HAHKE Opaka, yTUIN3alMU IPOAYKIIMU H T.1.).

7.16.5 O6pamenne ¢ pa3THYHBIMH 00beKTAMH HECOOTBETCTBHS

7.16.5.1 Tlopsinok  oOpaiieHHss C  HECOOTBETCTBYIOIEH  MPOIYKLUUEH/HECOOTBETCTBUSMHU
HecooTBercTByltomas mpoayKuusi 10JbKHa OBITH MICHTH(QUIMPOBaHA, B35ATa Ha y4eT M IepeMelleHa B
CICIHAITBHO OTBEICHHOE U 3aMIIICHHOE OT CBOOOTHOTO JOCTYIA MMOMEIICHUE (MECTO).

B ciyuasx, korja mocnie BbIJaud KOMIOHEHTOB KPOBH B JIeUeOHO-TIPOGHIAKTHIECKOE yUPEXKICHUE
BBISIBIISTIOTCS:

- TEMOTPAaHCMICCHUBHBIC HHPEKIINK y JTOHOPOB, BEI3BaHHBIC M3BECTHBIMU HA MOMEHT 3aT'OTOBKH KPOBHU
MAaTOT€HHBIMU OMOJIOTHYECKUMH ar€HTaMH;

- TIATOT€HHbIE OMOJIOTHYECKUE areHTHI (B TUIa3Me) B JOHOPCKOW KPOBH;

- HapyIIEHUS MPOLEAYPHI HCCIEIOBAaHM KPOBH HA HAJTMYHE TATOTCHHBIX OMOJOTHYECKIX arcHTOB,

a TaKKe B Cllydyae IOJy4eHHs HHGOpPMAlMd O BBISBICHHM Yy pELUNHEHTa WH)EKIHOHHOTO
3a00JIeBaHMs, HICTOYHHKOM KOTOPOT0 OBbLI MJIM MOT OBITh IOHOP, OPraHM3alys JOHOPCTBA KPOBH JOJKHA!

- MPOBECTH PETPOCIIEKTHBHBIN aHAIM3 MPEABLIYLIMX JOHALMH 3a IepHo]] He MeHee 6 Mec;

- OIICHUTh HEOOXOIUMOCTh OT3hIBA M3TOTOBJICHHBIX MPOJYKTOB KPOBH, IPUHUMAs BO BHIMAHUC B
3a00JIeBaHMs1, THTEPBAJ BPEMEHN MEXTy JOHAIMEH U MCCIIe0BaHNEM KPOBH;

- MMCBMEHHO NPOMH(OPMHUPOBATH TOTPEOHUTENEH;

- IIPOBECTH MEPONPHUSATHSI, HAIPaBIICHHBIC HA TIPEAYIPEKICHIE HECOOTBETCTBHH.

7.16.6 3anmucu

Jlro6oe HECOOTBETCTBHE KadecTBa M NPUHATHIC ICWCTBUS HODKHBI OBITH 3apETHCTPUPOBAHEI IO
(hopMe, yCTaHOBIICHHOM B OpraHU3aINH (B BHIE COOOIIEHN, OTYEeTa, KAPTOYKH, aKTa U T.IL.).

3anucu o xapakTepe HECOOTBETCTBUI M JIIOOBIX MOCIEAYIOMNX MPEANPHHATHIX NEHCTBUAX, BKIIIOYAs
CaHKIIMOHNPOBAHHOE pa3pelleHHe Ha BOCCTAaHOBJICHHE B JIOHOPCTBE, BBIMYCK/TIPUEMKY TNPOIYKIINH,
IKCIUTyaTalMi0 O00OpYIOBaHUS M T.N., JOJDKHBI IOJJIEPKHBAThCS B paboueM COCTOSHHM COTJIACHO
TpeOOBaHUsIM 5.8 HACTOAIIEr0 CTaHIapTa.

[Tpu BBIIBICHNH JTFOOOTO HECOOTBETCTBHSI 00513aTENBHO IPOBEACHHE TTOBTOPHOTO KOHTPOJIS.

7.16.7 JleiicTBUSI NPU BbISIBJIEHMH HECOOTBETCTBUS

Ecmu HECOOTBETCTBHS BBIABICHBI IOCIE TOCTABKH WJIM HAadvajda HWCIOJIB30BAHUS KPOBU HIIH €€
KOMITOHEHTOB, HEOOXOIMMO:

- ONOBECTHTH 3aMHTEPECOBAHHBIX IMMOTpeOuTeneil (IedeOHbIe YUPEKICHUS, BBIMICCTOSAIINE OPTaHBI
YIpaBJICHUS 3APaBOOXPAHEHUEM U T.I1.);

- 0TO3BATh OT MOTPEOUTENT HECOOTBETCTBYIOIIYIO PO IYKIIHIO;

- IPOAYKINIO, TIOYYEHHYIO C IPIMEHEHHEM HECOOTBETCTBYIOIINX MAaTEPHUAIOB WA 000PYIOBaHHUS C
HEY/IOBJICTBOPUTENBbHBIME Pe3yJIbTaTAMU KAIMOPOBKU/TIOBEPKH, HICHTH(GUIMPOBATH, TPOAHATU3UPOBATD
MOCJICACTBUA U, B CIIydac BBICOKOI'O pHCKa yXyANICHHA KaucCTBa U 6630HaCHOCTl/I, TaK>X€ 0TO3BaTh OT
NnoTpeduTeNeH.

Ecnu B pesynbraTe aHanm3a HECOOTBETCTBUI KPOBb M €€ KOMIIOHEHTHI NPU3HAHBI OKOHYATEIHHO
HETPUTOJHBIMU JUIS HWCIOJB30BAHUSA, TO MPOAYKIHUSA IODKHA OBITh YHUYTOXKEHA B COOTBETCTBUH C
JIOKyMEHTHPOBaHHOH MPOLEYPOH.
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7.16.8 AHanu3 NaHHBIX

Opranuzanus [OJDKHA OIPEAENATb, COOMpaTh W aHAIU3UPOBAaTh HEOOXOAMMBIE MHaHHbBIE IS
MOATBEPXKJICHNUS TMPUTOJHOCTH U PE3yJbTaTUBHOCTH CHUCTEMbl MEHEDKMEHTA KauyeCcTBa. OJTH JAaHHbBIE
MOT'YT BKJIFOUaTh B ce0s:

- TaHHBIE O YHUCIIE €TUHUIL IPOU3BEACHHON NMPOIYKIINH;

- nHpOpMALMIO O pe3yJbrarax OOCIEeIOBaHMs JOHOPCKOHW KpPOBU IPH BBIIYCKE W3 KapaHTUHA M
MapKHUPOBKE MPOAYKIHIH;

- TaHHBIE Xano0, pexinamannii, nperensuii [1ITY u apyrux norpedurenei;

- 3apPETHCTPUPOBAHHBIE PE3YJIBTATH 00CIIEIOBAHNS U KOHTPOJISI KAUeCTBA TOTOBO MTPOITYKIIUH.

7.16.9 YaydmeHus

Opranu3zanus 10JDKHA MOCTOSTHHO MOBBIIIATH PE3YIBTATUBHOCTH IPOLIECCOB CHCTEMbl MEHEPKMEHTA
Ka4yecTBa ITOCPEACTBOM HCIIOIB30BAaHUS JAHHBIX IIPOBEPOK JIIOOBIX BUIOB (B TOM HYHCIE ayJHUTOB),
aHaJIM3a JaHHBIX, KOPPEKTHPYIOIINX M MPEAyNpEeKAAIOINX ACHCTBUM, a TaKKe aHalM3a CHCTEMBI
MEHEIKMEHTA Ka4eCTBa CO CTOPOHBI BBICIIET0 PYKOBOACTBA.

7.16.10 KoppexTupyiouue u npeaynpe:xiaouue 1eiicTBus

Opranuszanus AO0DKHA TNPEeNNpPUHHUMATh KOPPEKTHPYIOLIHNE WM MpeaylnpekAaroniue IeicTBus B
pe3ysbTare IMpPOBEPOK, KOHTPOJIS, HUCIBITAaHWH (B TOM 4YHCIIE ayauTOB) JUIsl YCTPaHEHHsS TNPUYMH
HECOOTBETCTBHH U JUISI MIPEIYNPEKACHUS UX IIOBTOPHOTO BOSHUKHOBEHUSI.

OpraHuzanusi JOJDKHA ONPEASNIUTh ACHCTBUS, YTOOBI YCTPAHUTH NPHYMHBI BO3MOXHBIX PEAKLUUH U
OCJIO)KHEHHUH y JOHOPOB M PELIMITHEHTOB, MTOTYYaOIINX TPaHCHY3HH.
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Bubanorpadus

[1] ®enepanbhblit 3akoH «O06 obecrieueHnn eqUHCTBA U3MepeHuin» ot 26 nionst 2008 r. No 102-03
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