Hammonaneneiit ctangapt PO 'OCT P 53420-2009 "KpoBb goHOpCKas U ee KOMIOHEHTHI. O01ne
TpeOoBaHUs K 00ECIIEUCHHUIO KaueCTBa MIPH 3ar0TOBKE, MepepadoTKe, XpaHEHUH U UCIIOJIb30BaHUN
JIOHOPCKOW KPOBH U €€ KOMITOHEHTOR" (yTB. pukazoM deepaibHOro areHTCTBA M0 TEXHUYECKOMY
perynupoBanuto u Merposioruu Poccuiickoit ®enepanuu ot 28 okTsi6pst 2009 1. N 485-c1)

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

Hara BBenenus 1 cenrsops 2010 r.
BBenen BnepBbie

1 ObaacTb npuMeHeHUsI

Hacrosmuii crangapt ycraHaBinuBaeT oOmue TpeOoBaHHS K OOECIEYeHHIO KadecTBa IpH
3aroToBKe, EpepadO0TKe, XpaHEHUH U UCII0JIb30BaHNUU JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB.

Hacrosiumii cranmapT mnpeaHa3HadyeH JUisi NPUMEHEHHs] OpraHu3alus MU JOHOPCTBA KpOBH,
MEJIULIUHCKUMH OPTaHU3ALMSAMHI U YUPEKACHUAMH (PellepalbHbIX, TEPPUTOPHATBHBIX U MYHUIUITAIbHBIX
OpraHOB YIIPABJICHUS 3/PaBOOXPAHEHUEM, CHUCTEM O0053aTelIbHOTO0 U JO0OPOBOJIBHOIO MEIUIIUHCKOTO
CTpaxoBaHMs, JPYTUMH MEIUIMHCKMMU OPTaHM3ALUSMH Pa3IMYHBIX OpPraHU3alMOHHO-TIPABOBBIX (OpM
JIeATEeIbHOCTH, HAPABJICHHON HA OKa3aHUE MEAUIIMHCKON TOMOIIH.

2 HopMaTHuBHbBIE CCHLIIKH

B Hacrosmem cranaapTe CHoIb30BaHbl HOPMATUBHBIE CCHUIKH Ha CIIEAYIOIINE CTaHAApPThI:

['OCT P MCO 9000-2008 Cuctembl MeHeI)KMEHTa KauecTBa. OCHOBHBIE MOJIOKEHUS U CI0Baph

['OCT P 52938-2008 KpoBb OHOpCKass M €€ KOMIIOHEHThl. KOHTEMHEpPHI ¢ KOHCEPBUPOBAHHOM
KPOBBIO WJIM €€ KOMIIOHEHTaMU. MapKupoBKa

IMpumeuanue - [Tpyu MOTP30BaHUU HACTOSIIMM CTaHIAPTOM IIETIECOOOPA3HO MPOBEPHUTH JCHCTBHE
CCBUIOYHBIX CTAHAAPTOB B MH(OPMAIIMOHHON CHCTEME OOIIEro MOJIb30BaHUS - Ha O(QUIIMATIBHOM caiiTe
denepanbHOTO areHTCTBA MO TEXHUYECKOMY DPETYJIHPOBAHUIO M METPOJIOTHH B ceTH MHTEepHET Wiu 1Mo
©XKEroJHO M3AaBaeMoMy HH(pOpMaMOHHOMY YKa3zareno '"HamuoHanpHBIE CTaHZapTh", KOTOPBIH
OIyOJTMKOBaH TIO COCTOSIHWIO Ha | SHBaps TEKyHIero roja, W 1O COOTBETCTBYIOIIUM €XEMECTIHO
u3/1aBaeéMbIM HMH(OPMAIIMOHHBIM YyKa3aTessiM, OMyOJMKOBaHHBIM B TeKyIleM roay. Eciau cchluiouHblit
CTaHJAPT 3aMeHeH (U3MEHEH), TO TPH TOJIH30BAaHUH HACTOSIINM CTAaHAApPTOM CIIEYEeT PYKOBOJICTBOBATHCS
3aMEHSIOMNUM (M3MEHEHHBIM) CTaHIapTOM. EciIM CcChUIOYHBIM cTaHAapT OTMEHEH 0e3 3aMEeHbl, TO
MOJIOXKEHHE, B KOTOPOM JIaHa CChUIKA Ha HETO, IPUMEHSETCS B YaCTH, HE 3aTParuBaroIIeH 3Ty CCBHUIKY.

3 TepmuHbI U onpeaeaeHust

B Hacrosmem cranmapre npumeHneHsl TepmuHbl o ['OCT P MCO 9000, a Taxxe ciaeayromue
TCPMHHBI C COOTBCTCTBYIOIUMU OIIPCACIICHUAMM:

3.1 ayaut (mposepka): CHCTEeMaTHYECKUW, HE3aBUCUMBIA U JTOKYMEHTHPOBAHHBIA MPOIECC
MOJIy4YCHHUA CBUACTCILCTB ayJuTa (HpOBCpKI/I) )41 OGBGKTI/IBHOI‘O HUX ONCHUBAaHHA IJId YCTAaHOBJICHUSA
CTETICHH BBITIOJHEHUS COIVIACOBAaHHBIX KPUTEPHUEB ayIuTa (IIPOBEPKH).

3.2 Baaunpanus: [loaTBepaeHNEe HAa OCHOBE IMPEICTABICHHUS OOBEKTHBHBIX CBHJIETEIBCTB TOTO,
4yTO TpeOOBaHMsI, IPEAHA3HAUCHHBIE /I KOHKPETHOTO UCIOJIb30BAHUS WM IPUMEHEHHUS], BHITIOTHEHBI.
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3.3 BbICcHIee pPYKOBOACTBO: JIuio miM rpynna paOOTHUKOB, OCYIIECTBISIONIMX PYKOBOACTBO H
yIpaBlieHUE OpraHu3alyell Ha BBICIIEM YPOBHE.

3.4 remoTpancMuccuBHbIe UHGpekuun: MH)ekuuu, cBsi3aHHbIE ¢ 3apaXCHUEM 4Yepe3 KPOBb U ee
MPOIYKTHI.

3.5 noxkyment: Mudopmarnus, npeacTaBieHHas Ha COOTBETCTBYIOIIEM HOCHUTEIIE.

Ilpumeyanus:

1 Hocurens MoxeT ObITh OyMaXHbIM, MATHUTHBIM, 3JEKTPOHHBIM WM ONTHYECKUM
KOMITBIOTEPHBIM AUCKOM, (hoTorpaduei nin 3TaJIoHHBIM 00pa3oM, WK UX KOMOUHAIIUEH.

2 KoMIuleKT JOKyMEHTOB, HampuMmep, chenudukanuii W 3amuceld, YacTo Ha3bIBAIOT
"MOKyMeHTaluu".

3 Hekotopsie TpeOoBaHUs (Hampumep, TpeOOBaHUs K Pa30OPUYUBOCTH TEKCTA) OTHOCSTCS KO BCEM
BHJIaM JIOKYMEHTOB, OJTHAKO MOT'YT ObITh 0COOBbIE TpeOOBaHMS K crierupuKanusM (Hapumep, TpeboBaHue
K YIPaBJICHUIO IIEPECMOTPAMHK) U 3aIUCSAM (HarpuMep, TpeOOBaHNE K BOCCTAHOBIICHHIO).

3.6 3anmch: JIOKyMEeHT, coJep)KallMil JOCTUTHYTbIE pE3yJIbTaThbl WM  CBUJIETENIbCTBA
OCYULIECTBIICHHOW JESATEIBHOCTH.

3.7 npeHTHGUKALNNOHHBIH HOMepP JTOHALMM: YHUKAJIBHBIM HOMEpP, IPUCBAUBAEMbIN IIPU KAXKIOU
JIOHAIIMHM 11 MApKUPOBKH BCEX KOMIIOHEHTOB M 00pa31|0B KPOBH, IMOJIYUYEHHBIX B XOJI€ JOHALUH.

3.8 ucnbiTanue: OnpenesneHne OqHON UM HECKOJIBKUX XapaKTEPUCTUK COIVIACHO YCTaHOBJIECHHON
poLeaype.

3.9 kapaHTHH: 3anpelieHue Ha NEpexo] K CIeAyIolleld CTauu Ipouecca 10 TeX MOop, MOKa He
OyAyT BBIIOJHEHB] yCTAaHOBJICHHbIE TPEOOBaHUS.

IIpumeuanue - CTaryc UCXOAHBIX WJIM YHAKOBOUHBIX MaTe€pHalioB, MPOMEKYTOUHBIX IMPOIYKTOB
WY TOTOBBIX KOMIIOHEHTOB KPOBHU, H30JIMPOBAaHHbBIX (PU3MUYECKH WU APYTHM 3((HEKTUBHBIM CIOCOOOM Ha
NEPUOJT IPUHATHS PEIICHUS OTHOCUTENIBHO UX BBIMYCKa, OTOPAKOBKH WUJIH MEpepabOTKH.

3.10 kavectBo: CTemeHb COOTBETCTBHS  COBOKYNHOCTHM  HPHUCYHIMX  XapaKTEPUCTHUK
YCTaHOBJICHHBIM TPEOOBAHUSIM.

IIpumeyanus

1 TepmuH "kauecTBO" MOXKET MPUMEHATHCS ¢ TAKUM IPHUJIAraTeIbHbIM, KaK IIJIOX0€, XOpOIlee N
IIPEBOCXO/IHOE.

2 TepmuH "npucymui", SBISIOIINAKNCS TPOTUBOIIOIOKHBIM TEPMHUHY ''TIPUCBOCHHBINA', O3Ha4YaeT
UMEIOIIUICS B Y4eM-TO, 0COOEHHO €CIIM 3TO OTHOCHUTCS K TIOCTOSIHHBIM XapaKTePUCTUKAM.

3.11 koutpousn: Ilporenypa OIEHMBAHUS COOTBETCTBHS IIyTeM HAONIONCHHUS W CYXKICHHIA,
COIPOBOKIAEMbBIX COOTBETCTBYIOLUIUMH U3MEPEHUSMHU, UCTIBITAHUSIMU HIIN KaTHOPOBKOM.

3.12 koppexkTHpywmee aeilictBue: JlelicTBUE, NpPEANpPUHATOE [ YCTPAaHEHWs] NPUYMHBI
00Hapy>KEHHOT'0 HECOOTBETCTBUS WIN APYTO HEKeIaTeIbHOU CUTYAIINH.

3.13 kpuTH4yeckne KOHTpPOabHbIe TOukHU: [Ilaru, sTansl mpouecca, nporeaypsl, KOTOPLIE, €CIN
UX HE KOHTPOJIUPOBATh, MOTYT NPUBECTH K HU3KOMY KaueCTBY PE€3yJIbTaTOB.

3.14 menemxMeHT: CKOOpPIMHUPOBAaHHAs JEATEIBHOCTb 110 PYKOBOJACTBY U YIPABIEHUIO
OpraHu3aIuen.

3.15 meHexxMeHT KadecTBa: CKOOPAMHUPOBAHHAs JEATEIBHOCTh 10 PYKOBOACTBY U
YIPaBJIECHUIO OpraHU3alei MPUMEHUTEIBHO K KaueCTBY.

3.16 MouuTopuHr: [TocTOSHHO BBITIONHSAEMBIM COOp W aHANU3 JAaHHBIX 00 OTACIBHBIX BHIAX
JESTEIIbHOCTH.

3.17 HecooTrBeTcTBUE: HeBbInomHEeHNE TPEOOBAHMS.

3.18 o0Oecneyenue kavecTBa: YacTh MEHEIH)KMEHTA KayecTBa, HAIpaBJICHHAs Ha CO3JaHUE
YBEPEHHOCTH, YTO TpeOOBaHHUS K KaUeCTBY OYIyT BBIITOJHEHBHI.

3.19 obopynoBanue usMeputeabHoe: CpeacTBa U3MEPEHU, TPOrPaMMHBIE CPEICTBA, ATAJIOHBI,
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CTaHAapTHBIE 0O0pa3lbl, BCIIOMOTATENbHAS ammaparypa WId HX KOMOWHAIWs, HEOOXOIUMBIE IS
BBITIOJTHEHHUSI TIPOLIecca U3MEPEHHUS.

3.20 opraHM3auMu JOHOPCTBA KPOBM M €€ KOMIIOHEHTOB (opraHm3anms): OpraHuzanuu
3/[paBOOXpAHEHUS, HAYKH M OOpa30BaHMs, a TAKKE UX CTPYKTYypHbIE MOJpPAa3AesIeHuUs, OCYIIECTBISIONINE
3aroTOBKY, IepepaboTKy, XpaHeHHEe, TPAHCIIOPTHPOBaHUE, o0ecTieyeHre 0€30MacHOCTH JOHOPCKOM KPOBU
U €€ KOMIIOHEHTOB.

3.21 moautuka B o0JacTu kadecTtBa: OOmMEe HAMEPEHUsS W HAIPABJICHHUE JESITEIBHOCTH
OpraHu3alyy B 00JIaCTU KayecTBa, OPUIHNAIBHO CPOPMYITUPOBAHHBIEC BBHICIIUM PYKOBOACTBOM.

3.22 nocraBmmk: Opranu3aius Wid JULO0, MPEIOCTaBISIONINE POy KIIHIO.

3.23 morpeduTenn: Opranu3aius Wi JUIO, MOJyYarolie IPOTyKIHIO.

3.24 npousBoacTBeHHAas cpeaa: COBOKYIHOCTb YCIOBHI, B KOTOPBIX BBINOJIHAETCS padoTa.

3.25 npocaexkuBaemMocTb: BO3MOXHOCT,  NIPOCIECIUTh  HUCTOPUIO, TNPUMEHEHHE WU
MECTOHAXO0XKIEHHUE TOT0, YTO PACCMATPUBAETCSI.

3.26 mpoueaypa: YCTaHOBJICHHBIN CITOCOO OCYIIECTBICHHUS IEATESILHOCTH HIIH ITpoIiecca.

3.27 npouecc: COBOKYITHOCTh B3aMMOCBSI3aHHBIX M B3aUMOJICUCTBYIOIIMX BHUJIOB JIEATEIBbHOCTH,
npeoOpasyroiasi BXObl B BEIXO/BI.

3.28 mpouecc wusmepenusi: COBOKYNMHOCTb OINEpalndif, NMPOBOJUMBIX C ILEJIbIO OMpeaeiCHUs
3HAYEHUS BEJIMYUHBIL.

3.29 pykoBoACTBO MO Ka4decTBY: JIOKYMEHT, ONpEESIOMIUNA CUCTEMY MEHEIKMEHTA KauecTBa
OpraHu3aIiH.

IIpumeuanue - PykoBoJCTBa IO KaueCTBY MOTYT pa3iuyaThCs MO JAETATbHOCTH H3JIOKEHUS U
dbopmMe, cxons U3 pa3Mepa U CI0NKHOCTU KOHKPETHOM OpraHu3aluu.

3.30 cucrema: COBOKYITHOCTh B3aUMOCBSI3aHHBIX U B3aUMOICUCTBYIOIINX 3JIEMEHTOB.

3.31 cucrema kaudectBa: COBOKYITHOCTh OpPraHM3allMOHHON CTPYKTYpPBI, IPOLENYP, NPOLECCOB U
pecypcoB, HEOOXOIUMBIX /JIsl BBIMIOTHEHUS TPeOOBaHUM KauecTBa.

3.32 cucrema menemxkmenTa: Cucrema ans pa3paOOTKH MOJUTHKH U IeNIel U JOCTHXKEHHS 3THX
LENEH.

3.33 cucremMa MeHeIkMeHTa KadecTBa: CucreMa MEHEIPKMEHTA Ul pyKOBOJICTBA U YIIPABIICHUS
OpraHu3aiyeil MpUMEHUTEIbHO K KaueCTBY.

3.34 cranpaptablie omnepauuoHHble npoueaypsl (COIIb): JlokymMeHTanbHO O(OpPMIIEHHBIE
MHCTPYKLUU 10 BBIIOJIHEHHUIO paboyuX MpoLeayp.

3.35 ynpaBJjenne nokymentamu: Gopmann3oBaHHOE yIIPAaBJIEHUE BBIYCKOM, UCIIOJb30BAHUEM U
MEPECMOTPOM YTBEPK/IEHHBIX JOKYMEHTOB CHCTEMBI KauecTBa.

3.36 ycayra: Heocs3aemblil IPOTyKT, KOTOPBIN SIBISIETCS PE3YJIbTaTOM, 10 KpallHEN Mepe, OJHOrO
BBITMIOJTHEHHOT'O AEMCTBHSI IPU B3aUMOACHCTBUN MEXK/1y MOCTaBIIMKOM U MOTPEOUTEIEM.

3.37 xapakrepuctuka: OTIMYUTETBHOE CBONCTBO.

4 Opra"nu3zanus CUCTeMbl MEHE/IKMEHTA Ka4yeCcTBa

Hacrosmuit crangapt HampaslieH Ha 0OeCIieueHUE BBIITOJIHEHUS CICYIOIINX 3a0a4:

- CO3JaHWsl HOPMATHBHOTO OOECTIeYeHHs /sl pa3padOTKH CHCTEM MEHEKMEHTa KauyecTBa B
OpraHu3aIsaX JOHOPCTBA KPOBH;

- obecrnieyeHus1 6€30MaCHOCTH TeMOTPaHChy3H.

4.1 O0s13aHHOCTH PYKOBO/ACTBA

PykoBoncTBO oOpranuzanuu (AMPEKTOP/TIIaBHBIA Bpau) HECET OTBETCTBEHHOCTh 3a KayecTBO
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BBIITYCKAaeMbIX KOMIIOHEHTOB KPOBH.

PykoBOACTBO oOpraHm3anuy JOJDKHO JIOBECTH JO CBEICHHS BCErO IIEPCOHANAa OpraHU3aLUH
Ba)XHOCTb BBIIOJIHEHUS TpeOOBaHUN TOTPEOUTENEH.

Jlupekrop (TIaBHBINA Bpad) OpraHU3alyy, HaJeJICHHBIA TOJIHOMOYHSIMH, JAHHBIMH BBIIIECTOSIIUM
OpraHoM, JOJDKEH B3ATh Ha ceOs BEAyUIyl0 pOJIb B CTPATErMYECKOM IUIAHMPOBAHHM 3arOTOBKU U
HPOM3BO/ICTBA JJOCTATOYHBIX 3aI1aCOB OE€30IAaCHON KPOBH.

PykxoBozacTBy cienyer pa3paboTaTh U peain30BaTh MOJUTHKY, YCTAHABIUBAIOIIYIO 00s3aTEIbCTBA
B OTHOIIICHUH Ka4eCTBa KOMIIOHEHTOB KPOBH.

PykoBoacTBy  opraHuzanmuu  CieayeT  pa3paboTarb  CUCTEMY  MEHEIKMEHTAa  KauyecTBa,
OXBATBHIBAIOUIYI0 BCE ACIEKTHI AEATEIHOCTH OT HPHUBJICYEHHS JOHOPOB, 3arOTOBKH M OOCIIECIOBAHUS
KPOBH, IIPOU3BOJICTBA, XPAHEHUS U JJOCTABKM KOMIIOHEHTOB KPOBH J0 MX HCIIOJIb30BAHMS.

Jlupekrop (r7aBHBIA Bpay) AOJDKCH IMPOBOAUTH aHAIH3 (PyHKIMOHUPOBAHUS CHCTEMBI KaueCTBa U
NPEJOCTABIATE HEOOXOIUMBbIE pecypchl ((UHAHCHL, TEPCOHAN, HUHQPPACTPYKTYPY) IS JOCTHKCHHS
TpeOyeMoro kadecTBa M O€30IMaCHOCTH BBITYCKAEMOH MPOAYKIHMH (KOMIIOHEHTOB JOHOPCKOW KPOBH) U
yCHayT (B3SITHSI KPOBH Y JOHOPA).

4.2 OpueHTanys Ha NOTPeOUTEJIA

Hupektop (TnaBHBIA Bpad) JJODKEH O00ECIeYuTh, 4YTOOBI TpeOOBaHUS MOTpedHTENne ObLIN
orpezieNieHbl, JOBEICHBI IO IEPCOHANIA OpraHU3allii U BBIIIOJHEHBI.

J1J1st 5TOTO0 MOYKHO UCTIOIB30BATh:

- COBEIIIaHUS 10 KQ4eCTBY Ha BCEX YPOBHSIX OpraHHU3aIlNH;

- BCE€ BUJIbI O0YUYCHUS,

- coOpaHus U KOH(pEPEHITNH;

- 03HaKOMJICHHE IIPH MpUeMe Ha paboTy;

- HaIJIAIHYIO aruTaIuio.

[TpumennmMbl TpeboBaHUs 7.1 HACTOSAIIETO CTaHIApTA.

4.3 [ToauTHKAa B 00,1aCTH KAaYecTBAa

OO6s3aHHOCTH qUpPEKTOpa (TJIABHOTO Bpada) MO OOECTEeYEHUI0 KadecTBa OCYIIECTBISIOTCS depes
MOJIUTUKY B 00JIACTH KayecTBa, KOTOpas J0DKHA BKITIOYATh B CeOs:

- OTHOIIIEHHE OpPTraHU3alluu K TpeOOBaHUIM MOTPEeOUTENEH U CIIOCOOBI X BBIMOTHEHHUS,

- OTHOIIIEHMS C TTOCTABIIMKAMHU;

- OTHOIICHHE K TIEPCOHATY CBOEH OpraHU3aliH, CTIOCOOBI BOBICYEHHOCTH U 3aWHTEPECOBAHHOCTHU
BCETo MIepCoHaIa.

[TonmuTuka MOMKHA JAEMOHCTPUPOBATH, YTO PYKOBOJCTBO M TEPCOHAN MOJHOCTHIO OCO3HAIOT
00SI3aHHOCTH W POJIb CBOCH OpraHM3alMH KaK IOCTaBIIUKA KOMIIOHEHTOB KPOBH, 3arOTOBJICHHBIX C
COOIOZICHNEM YCTAaHOBJICHHBIX TpPeOOBaHWMN K WX OE30MACHOCTH, JOCTATOYHBIX 3allacoB, a TaKkKe
MPABHJIBHOTO M PAIlMOHATIBLHOTO WX MCITOJIb30BAHHMS.

5 CucreMa MeHEIKMEHTA KayecTBa

Jlnst nmaHupoBaHUS M PAa3BUTHS CUCTEMBI MEHEI)KMEHTA KadecTBa HE0OX0IMMO:

- OIPEACIIUTH KJIIOUYEBBIE MPOIECCHl OPTaHU3AIMU U B3aUMOCBSI3H MEXy HUMU;

- MPOBECTU aHAIM3 BJIMSHHUS OCHOBHBIX INPOIIECCOB Ha KAa4eCTBO U 0€30MaCHOCTh KOMIIOHEHTOB
KpOBH;

- ONpEeNeNuTh HUCXOAHBIE JaHHble, O0BEM BBIMyCKAa MNPOAYKIIHMH, KOHTPOJIbHBIE MapamMeTphl U

15.04.20222 Cucrema TAPAHT 4/38



pecypcehbl.
Heo0Oxoaumo paszpaboTtarh JIOKyMEHTAITUIO CUCTEMBI KayecTBa, BKJTFOYAIOITYFO

perilaMeHTUPYIOIUE JOKYMEHTBI TPEX YPOBHEM:
- CTpaTeru4eCcKue JOKYMEHTBI: ITOJIMTHKA Ka4eCTBA U PYKOBOJACTBO I10 Ka4€CTBY;
- IPOLIEAYPBI CUCTEMBI Ka4ECTBA,
- pabouy0 TOKYMEHTALHUIO.
B opranu3zaiun 1omKHBL OBITH OnpeieNieHbl (OPMBI TSl BEACHHUS TPOTOKOJIOB Ka4eCTBa.

51 Opranmaum{, OTBETCTBCHHOCTDb M INOJTHOMOYHSA

Jupexrtop (rmaBHBINA Bpad) JUIsl JOCTHOKEHHsI KayecTBa M TPeOOBaHWH O€30MacHOCTH JOHOPCKOM
KPOBHU U €€ KOMIIOHCHTOB JIOJDKECH PaCIPe/IeIATh OTBETCTBEHHOCTh M ITOJTHOMOYHS 110 KQ4eCTBY.

JlomxkHa OBITH pa3paboTaHa OpraHU3AMOHHAS CTPYKTypa, BKIIOUaromas B ceOs pacrpeieiieHue
MOJTHOMOYHI B OpraHU3aInH.

JlenerupoBanue  MOJHOMOYHMHM  JOJDKHO  COOTBETCTBOBATh  KBATU(PHUKAIMU,  OMNBITY H
KOMIIETEHTHOCTH TIEPCOHAJIA.

Kaxnomy mozpaszienieHii0 OpraHu3aluy CIeAyeT pa3padoTaTh IMOJIOKECHUE, YCTaHABIMBAIOIICE
3a7auu, GyHKIMH U TIOPSIIOK B3aUMOICUCTBUS C JPYyTUMH MOIPa3/ICICHUSIMHU.

Heo6xonumo pa3zpaboTarh JOHKHOCTHBIE MHCTPYKUIMH IS BCEX COTPYAHUKOB, ICSITEIHHOCTD
KOTOPBIX MOET BIIHSTh HA KA4eCTRBO.

I[OJ'DKHOCTHaSI HHCTPYKIUA OOJIPKHA ONIPCACIATH O651321HHOCTI/I, a TakKxKe C(i)epbl OTBETCTBCHHOCTHU U
MOJTHOMOYHH COTPY/THHKA.

[TepcoHan 10KEH YETKO 3HATh CBOM 00S3aHHOCTU M MTOJTHOMOYHS, & TAKIKE OCO3HABATH CBOIO POJIb
B JIOCTH)KCHUU IIeJIeH OpTaHM3alliy U OCYIICCTBICHUH €€ TOJUTUKH B 00J1aCTH KayecTBa U 0€301MacCHOCTH
MNPOAYKLHH U YCIIYT.

5.2 IlpeacraBuTe/ b PYKOBOACTBA

Jupextop (TnaBHBIA Bpay) JOJDKEH HA3HAYUTH MPEJCTABUTENS MO KAdyecTBY (3aMECTHTENs WU
COTpPYJHUKA JIFOOOTO0 MO Ipa3ieeHus ), KOTOPbIi Oy/IeT HECTH OTBETCTBEHHOCTh 32 CUCTEMY MEHEDKMEHTA
KauecTBa, OTUETHOCTh M KOOPJIMHAIIMIO padOT B paMKax cHUCTeMbl. HazHAa4eHHOTrO COTpyIHHKA CIEAyeT
HAJIETUTh COOTBETCTBYIOIUMH ITOJTHOMOYHUSMH U PECYPCAMH JIJIST OCYIIECTBICHUS ATUX MOJTHOMOYHH.

5.3 AHaJIM3 CO CTOPOHBI PYKOBOACTBA

Jupexrtop (TTmaBHBIN Bpad) JODKEH MPOBOIUTH CHUCTEMATHUECKUI aHAU3 COCTOSHHS CHCTEMBI
KayecTBa U €€ pe3yJIbTaTUBHOCTH.

Jlns aHanu3a UCTOIb3YIOT CIEAYIONUE BXOAHbIE JaHHbIE:

- pe3yJIbTaThl ayIUTOB (IIPOBEPOK);

- nH(pOpMAIHIO OT MOTpeduTenei (3kamooObl, peKIamMaIu, 6J1aro1lapHOCTH);

- pe3yJbTaThl pabOThl KOMHUCCHUHU IO PACCMOTPEHUIO CITyYaeB MOCTTPAHC(Y3NOHHBIX OCIIOKHEHHIA;

- CBEJICHUS O PEAKIUSIX U OCIOKHEHUSAX Y JOHOPOB U PEIUITNEHTOB;

- CBEZICHHUS O MPOAYKIIUH C UCTEKIINM CPOKOM XPaHEHHS;

- CBEJIEHUS O MopyYe MPOTYKLUHU, HCTIOPUYEHHOM MTPU XPAHEHUU U TPAHCIIOPTUPOBAHUMY;

- CBeZICHUs1 00 OTBOJaX JOHOPOB;

- CBEJICHUS O MTPOBEJICHUH WM CPHIBE BBIE3IHBIX aKIIMH 3aTOTOBKH KPOBU;

- CBEZICHUS O JIO)KHOTIOJIOKUTENBHBIX U JJOKHOOTPHLIATEIIbHBIX PEaKIUIX;

- pe3yJIbTaThl UCCIIEI0BAaHUI MapKepOB reMOTPAHCMUCCUBHBIX MH(EKIHUI;

15.04.20222 Cucrema TAPAHT 5/38



- pe3yJIbTaThI BXOJIHOTO KOHTPOJISI MaTepUaJoB;

- pe3yJbTaThl MOHUTOPHHTA IPOLECCOB U MPOIAYKIIHH;

- IPEaYTIPEKAAIONINE U KOPPEKTUPYIOLIHE JeHCTBUS;

- pelIeHus M0 pe3ysIbTaTaM MPEebIIyIIEero aHallu3a co CTOPOHbI PYKOBOJCTBA.

Ha ocHOBe 3THX BXOAHBIX JaHHBIX PYKOBOJCTBOM OpraHHU3aIMU MPOBOIUTCS aHAIH3, PE3YJIbTATHI
KOTOPOTO UCIIONIB3YIOT JIS:

- YIIy4IICHUS KauecTBa U O€30MaCHOCTH KOMIIOHEHTOB KPOBH;

- MIOBBILLICHUS PE3YJIbTATUBHOCTU CUCTEMbI KAUeCTBA;

- oTpeieIeHUs TOTPEOHOCTH B pecypcax.

5.4 JlokymeHTaUMs

JlokyMeHTaI¥s B OpPraHU3alysIX CO34aeTCs C LEeIbIO:

- obecrnieueHus CTaOMIBHOCTH U BOCIIPOM3BOIMMOCTH TPOIIECCOB;

- O6eCHe‘-ICHI/ISI I/I,HGHTI/I(bI/IKaI_II/II/I 1 IPOCIICIKNBACMOCTU CAUHUIBI IPOAYKIINH,

- CO3/IaHUsI HOPMAaTUBHOM 0a3bl ISl BHYTPEHHUX U BHEIIHUX MPOBEPOK;

- co3nanus 0a3pl st 00yYeHUs IepCoHANa;

- obecnieueHust HEOOXOAMMOM MH(POPMAIIMH ISl IPUHSITHS 000CHOBAHHBIX PEIICHUH;

- COKpaIIleHUsI BO3MOXKHBIX OIIHOOK;

- oOecrieueH sl HEMPEPHIBHOTO YITYUIIIEHUS IPOIIECCOB.

I[OKYMCHTaL[I/ISI, nNpuMcHiACMasd B OpraHu3anv, AOOJDKHA COACPIKATb AOKYMCHTBHI CJICAYROIIHUX
BUJIOB:

- PYKOBOJACTBO IO Ka4CCTBY, BKJITOYas MMOJIUTUKY B oOnactu Ka4dyecCTBa,

- IPOIIETy Pl CUCTEMbI MEHEKMECHTA KaueCcTBa,

- JOKYMEHTBI, HEOOXOauMbIe Ui dPPEKTUBHON pabOThl OpraHW3alWd, B TOM YHCIIE BHEIIHSS
periTaMeHTHPYOIIas TOKYMEHTAIINS;

- 3anuCH (JaHHBIC O KAYEeCTBE).

5.5 Ilonmutuka B 00/1acTH KayecTBa. PyKoBOICTBO 110 Ka4eCTBY

[Ipu ompeneneHUHM OCHOBHBIX HaNpaBlIEHUH B 00JacTH KadecTBa OpraHM3alUs JOJDKHA Y4YecTb
0co0bI€ YCTAaHOBKU B OTHOIIEHUH O€30MacHOCTH KPOBH, IOHOPA, IEPCOHAja U OKpY Karoulei cpebl.

PykoBOICTBO 1O KauyecTBY - ONHMCAHHWE CHCTEMBl MEHEIKMEHTa KauecTBa, OTpaXkarollee
CTPYKTYPY, B3aUMOCBSI3U U pacipeieleHe OTBETCTBEHHOCTH B OpraHU3alllu.

5.5.1 JlokyMeHTHpOBaHHBIE IPOLIEAYPBI CUCTEMBI MEHEIKMEHTA KaueCTBa

[Ipoueaypsl cucTeMbl MEHE)KMEHTa KadecTBa OMMCHIBAIOT JAEATEIbHOCTh MO KAayeCTBY, KOTOpas
OpUMEHNMa K OpraHu3alMd B 1I€JIO0M, YUUTHIBAs PHUCKH, CBSA3aHHBIE CO CHEIU(PUKON IMOJIydyeHUs Hu
MIPUMEHEHNS KOMIIOHEHTOB KPOBH, PEKOMEH IyeTCsl pa3paboTaTh TaKHe MPOLETyphl, KaK:

- YIPaBJIEHUE TOKyMEHTALUEN U 3aIIUCIMU;

- BXOJIHOM KOHTPOJIb;

- UCCIIEJOBAaHUE PEAKLIUN U OCJIOKHEHUHN Y JIOHOPOB U PELIUIIUEHTOB;

- MPOBEICHNE BHYTPEHHETO ayauTa (IPOBEPOK);

- B3aMMOJICHCTBHE C JICUEOHO-TPOPHUIAKTHUECKUMH YUPEIKICHUIMHY;

- yIpaBJIEHUE HECOOTBETCTBYIOIEH NMPOayKIHEN (MASHTU(UKALMS U IOMEIIEHNE Ha KAPAHTHUH);

- pabora c xanobamu;

- KOPPEKTUPYIOIINE U NPENYNPEKIAIOIIUE NEHCTBUS;

- Ipyrue (W/Wim 3a UCKIIIOYEHUEM) 110 YCMOTPEHHUIO OpraHU3alHH.
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5.6 JlokymeHTbI, HeoOXoauMBbIe sl 3P PeKTUBHONH OPraHu3anuu NPOU3BOACTBA KOMIIOHEHTOB
KPOBH

5.6.1 BHenHue pernaMeHTUPYIOIIHME JOKYMEHTBI

Jnst obecrieyeHUs] MPOU3BOJCTBA KOMIIOHEHTOB KPOBH, COOTBETCTBYIOIIMX YCTAaHOBJICHHBIM
TpeOOBaHUSIM, B OpPTaHU3AlUU JOHOPCTBA KPOBH JIOJDKHBI OBITh B HAJIMYUU HOPMATHBHBIC JOKYMEHTBI,
yCTaHABJIMBAIOIIME 00s3aTeIbHbIC TPEOOBAaHHUS K KPOBHM U €€ KOMIIOHEHTaM, OTOOpY M 00CJeIOBaHUIO
JIOHOPOB U PETYJIUPYIOIIUE JeSITeIbHOCTh B OOJACTH 3aroTOBKM, IPOM3BOJACTBA U TEPETUBAHHS
KOMIIOHCHTOB KpOBH: 3aKOHBI Poccuiickoii ®enepanuu; HalMOHAIBHBIC CTaHIAPTHI, TEXHUYECKHUE
perIamMeHThl, KiIacCu(UKATOPhl; MPUKA3bl U MHCTPYKIMH, CaHUTAapHbIe TpaBmwia u HOpMEI (CanlluH),
cTpoutenbHbie HopMbI U nipaBmiia (CHUII) u apyrue HopMaTHBHBIE TOKYMEHTHI.

5.6.2 PaGoune HHCTPYKIMU: CTAHJAPTHHIE ONEPAIIIOHHBIE POLIEAY DI

B opranm3zanuu noKHBI OBITH pa3paboTaHbl paboune WHCTPYKIMU yCTaHOBICHHOTO o0Opasiia Ha
BBITIOJTHCHHE KPUTUIECKUX MTPOU3BOJICTBEHHBIX MPOIIEAYP, TAKUX KaK:

- IpueM, HISHTU(UKALIUS ¥ PETUCTPAIIHSI JOHOPA;

- MEAMLIMHCKOE 00CIIeZIOBaHUE JOHOPA;

- BEHETYHKIIHS;

- mIa3Ma- u nuradepes;

- OKa3aHHE MEJIMIIMHCKOW TOMOIIY IOHOPY B CIIy4ae PEaKIMU M OCIIOKHEHHIA;

- QHAJIU3 PEAKLUN 1 OCIIOKHEHUN Y JOHOPOB U PELUITUEHTOB;

- STUKETUPOBaHUE (KPOBU M KOMIIOHEHTOB, 00pa3IlOB, MATCPHAIIOB);

- METO/IbI TIOTYYEHUS Pa3IMYHBIX KOMIIOHEHTOB;

- BBIITYCK (MaCIOPTH3AaIINs) TOTOBOW POy KIIHH;

- TEXHUYECKOe 00CTyKHBaHUE 000PYI0BaHUS;

- DKCIUTyaTanusi 000pyI0BaHUS;

- 0TOOp 00pa3IOB JIJIsl UCCIETOBAHUS KPOBH;

- OpraHM3aIUs 3aTOTOBKHA KPOBU B BBIC3THBIX YCIIOBHSIX;

- 3aKa3 U BbIJIadya KOMIIOHEHTOB KPOBH;

- XpaHeHHE ¥ TPAHCTIOPTHPOBAHNE KOMITOHEHTOB KPOBH;

- yOopKa MOMeIeHHIA;

- 00paboTKa UHCTPYMEHTOB M 00OPYOBaHUS;

- CTEepHIIN3AlINS MAaTEPUATIOB U HHCTPYMEHTOB;

- YTHIIU3AIHS OTXO/IOB;

- npyrue (W/Wim 3a UCKIIIOYEHUEM) 110 YCMOTPEHHUIO OpraHU3aliH.

5.6.3 3anucu (HaHHBIE O KAYECTBE)

B opranumzanuud JOMKHBI BECTHCh M TOJJICPKHUBATHCS B pabodyeM COCTOSIHMM —3alliCH,
YCTaHOBIICHHBIE (peIepaTbHBIM OPTaHOM HCTIOJTHHUTEIBHOW TOCYIapCTBEHHON BJIACTH, OTBETCTBEHHBIM 32
o0ecrieyeHre MOJUTUKM B 00JAacTH 37paBOOXpPAHEHHUs, 00ECTIEUMBAIONIUE IMPOCIECKUBAEMOCTh €IUHMUIL
KPOBH ¥ CBSI3aHHBIX C HUMH PAaCXOJHBIX MaTE€PHAIOB, 000PYIOBAaHHS W MCIOTHHUTENS, TIOTBEPIKIAIOIIHNE
paboTy cuCTEMBbI KAa4eCTBAa U COOTBETCTBUE BHITIOJHEHHOW PabOThl YCTAHOBICHHBIM TPeOOBaHUSM. 3amucu
JIOJDKHBI BKITIOYATH CIIEIYIONIEe:

- IPOTOKOJIBI COBEILIAaHHUH MO0 KaYEeCTBY;

- OTYETHI 00 00yUEHUHU TIePCOHAIA;

- TEXHUYECKHE 3aJIJaHUs Ha MPOBEICHNE KOHKYPCOB Ha 3aKyIKH MaTepUaIoB U 000pyA0BaHUS;

- OTYETHI O BAIUAALNH TPOIIECCOB;

- CBEJICHUS1 O MOHUTOPHHIE POU3BOACTBEHHON CPebl;

- CBeZICHUs 00 HICHTU(UKAIIMY U TIPOCIIC)KUBAEMOCTH JIBUKCHUSI MATEPHAJIOB U TIPO Ty KIIHH;

- MaTepualbl 00 yIpaBIeHUHN CPEACTBAMH U3MEPEHUS;

- pe3yabTaThl KATMOPOBKH/TIOBEPKH CPEICTB H3MEPEHUH;

- pe3yJIbTaThl BHYTPEHHUX AyIUTOB;
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- CBEICHUS O XapaKTepe HECOOTBETCTBUM U BCEX MOCIEAYIOIIMX IPEANPUHATHIX 1EUCTBUM;

- pe3yJIbTaThl KOPPEKTUPYIOIIKX U NMPEAYIPEKIAIOIINX JCHCTBUM;

- CBEICHHMS YAOBJIETBOPEHHOCTH TOTpeOHuTens (OnarogapHOCTH, >KanoObl, OT4eTHl 00
UCCIIEIOBAaHUSIX PEeaKLUil U OCIOXKHEHUH Y JOHOPOB U MaLUEHTOB).

Bce 3anmcu A0DKHBI OBITH MOJAMUCAHBI MCIOMHUTEISIMA W Ha HUX JIOJDKHA OBITH yKa3aHa Jara
BBITIOJTHEHMSI 3aIIUCEH.

5.7 YupasJjienue 10KyMeHTan el

B opraHmsanuu jgopkeH OBITh B HAJMYMM TEPEYCHb JOKYMEHTOB (KAaK BHEIIHHMX, TaK H
BHYTPCHHHUX ), OTHOCSIIUXCS K CHCTEME KayeCTBa, C yKa3aHHEM:

- HANMCHOBAHMI JIOKyMCHTOB;

- KOJOB OpPraHU3aL1ii;

- IOJDKHOCTHBIX JIUII, OTBETCTBEHHBIX 32 X YTBEPIKICHUE;

- 1aThbl YTBEPKIACHUS JEHUCTBYIOIINX BEPCUM TOKYMEHTOB;

- aJJpECOB PACCHUIKU KOIUHU ¥ MOPSIKA TOCTYTa K HUM.

B opranmzanuu JopKHa OBITH  yCTAaHOBJIEHA HpoLEAypa YHNpPaBI€HUs JOKYMEHTalueH,
o0ecrieunBaromias HMCIOJIb30BaHUE TOJBKO YTBEPKICHHON JOKYMEHTAIMW, COJCpIKalleld HOBEHIIYIO
UH(OPMALKIO, BKJIIOYasi BHYTPEHHUE U BHEIIHUE IOKYMEHTBHI.

J1J1s KOHTPOJISI BBITYCKa JIOKYMEHTAIIMHU JIOJDKEH OBITh YCTAHOBJICH TIOPSIJIOK, BKIIFOYAKOIIUHN B ceO0s:

- pa3paboTKy TOKyMEHTOB;

- IPOBEPKY MPUTOTHOCTH JJOKYMEHTOB JI0 UX BBIITYCKa,;

- YTBEPKICHUE TOKYMEHTALINY;

- PETUCTPAIHIO U KOJUPOBAHKE JJOKYMEHTOB;

- obecrieueHre oIb30BaTeIel KOMUsIMHU;

- BHECCHHE U3MEHECHUH B JIOKYMEHTAIIUIO;

- ©KETOTHBIN MEePECMOTP JIOKYMEHTOB C OTMETKOW TEKYIIETO CTaTyca;

- UI3BATUC U aPXHUBUPOBAHUEC JOKYMCHTOB.

JlelicTByIOIIME BEPCUM BCEX JTOKYMEHTOB JIOJDKHBI OBITH JOCTYIIHBI HCIIOJIHUTENISIM BO BCEX
IMYHKTaX UX IMPUMCHCHUA.

HeoOxomumo oOecnieunTh KOHQGUACHIIUAILHOCTh COOTBETCTBYIOUICH JTOKYMEHTAIMM U MEPBI
3alllUThl  OT HECAHKIMOHUPOBAHHOTO Jjoctyma. CHcTeMa JODKHA  OOECHEeYHMTh  3aIMUTy  OT
HETPETHAMEPEHHOTO UCIIOIb30BAHUS YCTAPEBIINX JTOKYMEHTOB U HUIACHTU(HUKAIUIO JTFOOBIX yCTapEeBIIUX
JIOKYMEHTOB, OCTaBJIEHHBIX JUIsI KAKUX-TTHOO0 IeJIeH.

Bce 10KyMeHTBI T0JKHBI OBITh B3aUMOYBSI3aHBI MEX]Ty COOO0M U C PYKOBOJICTBOM IO Ka4ECTBY.

JlokyMeHTaIus 10KHA ObITh UACHTU(DULIPYEMOIA.

Kax/iplii JOKyMEHT JOJDKEH OBITh MPEIHA3HAYCH JIJIS ONPE/ICICHHON 00J1acTH IPUMEHCHUS.

O0BeM JOKYMCHTAlIUU JOJI’KCH OBITH MHWHHUMAJIbHBIM, HO JOCTATOYHBIM JJIS MPAKTUYCCKHUX Heﬂeﬁ.

JlokyMeHTaIus TOJHKHA COJICPKATh TOJIBKO MPAKTUYECKH BBIMIOJIHUMbIC TPEOOBAHHMS.

5.8 Ynpasienne 3anucsiMu

B opranmzamum JomkHa OBITH YCTaHOBJIEHA JIOKYMEHTHPOBAaHHAs TPOLEAYpa YIpaBICHHS
3anucsaMu. CucteMa perucTpaluy U COXpaHeHHs JaHHBIX O KadeCcTBE J0JKHA 00eCIeUUTh BO3ZMOKHOCTh
MPOCIICKUBAEMOCTH JIO00M €IMHUIBI KPOBM MM KOMIIOHEHTa KpPOBH OT HCTOYHHMKA (JIOHOpa) M0
KOHEYHOI'O ITyHKTa HAaxXOXACHHs NI HCCICIOBAaHUS IPUYMH pEaKkUUd M OCJIOXKHEHMM Yy IOHOPOB U
peuumnueHToB. CrcTeMa perucTpalii U COXpaHEHHUs JaHHBIX JTOJDKHA BKIIIOYATh B ceO0sI:

- NACHTU(DUKALMIO TOHOPA U PELIUITUCHTA;
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- 3aIMCh PE3yIbTATOB KOHTPOJIS U UCIIBITAHUHN (00CIeIOBaHUS TOHOPOB, UCCIIEOBAHUS KPOBH H €€
KOMITOHEHTOB, TTOBEPKH/KAITHOPOBKH 000PY0BaHMS, CTEPUITU3ANMH HHCTPYMEHTOB U MAaTEPHAJIOB U T.I1.);

- HAJIMYHE MOATBEPKIAAOIINUX TOIMUCEH (OTBETCTBEHHBIX MCIIOTHHUTENEH; JOHOpPA O COTJIACHU Ha
JIOHAITUIO U T.I1.).

3anucu JOMHKHBI BHOCUTBCS B YYE€THO-PETHCTPAIIMOHHBIC (DOPMBI: )KYpHAJIBI, OJIAHKH, BEJOMOCTH,
kaproukn. DopMbl W Hocurenu 3amuceld (OyMaxkHble, JJICKTPOHHBIC), a TaKXKe B3aUMOJICHCTBUE
KOMIIBIOTEPHBIX W OyMaXHBIX HOCUTENICH JIOJDKHBI OBITh PETJIAMEHTHPOBAHBI HOPMATHBHBIMHU
JNOKyMEHTaMu. B  cilydae OTCYTCTBHSI YCTAHOBJICHHBIX OOpasllOB, OpraHU3alliM CJEIyeT CaMOM
pa3paboTtaTh HE0OXO0AUMBIE (DOPMBI.

3aperucTpupoBaHHbBIC JaHHBIC JOJDKHBI COXPAHSTHCS B TCUCHHE YCTAHOBIIEHHOTO IMEPHOMAA JUIS
JTAHHBIX KaXKJIOTO BUJIA.

3anucu TOJHKHBI OBITH Pa300PUYMBBIMU U TTOJTHBIMH.

BaxxHo o0ecrneunTh COXpaHEHHE 3alKceil B TEUEHUE YCTAHOBJIICHHOTO TEPHUOJa BPEMEHHU MpH
KOHTPOJIMPYEMBIX YCIOBHUSX, KOTOPBIE BKIIIOYAIOT B CEOS:

- CAaHKIIMOHUPOBAHHBIN JJOCTYT K 3aITUCSIM;

- XpaHEHHE 3aMuceil B CICNUAIBHO YCTAHOBJICHHBIX MECTaX U YCIOBHAX, HCKITIOYAIONIUX UX TTOPUY
U TIOTEPIO;

- BOCCTaHABJIMBAEMOCTh 3aIHCEH;

- OTBETCTBEHHOCTh HA3HAYCHHBIX JIHII 32 COXPAHHOCTh 3aIMCEH;

- apXUBHbBIC JIaHHBIC.

6 Pecypcnl

6.1 Ilepconan

6.1.1 OOmmue monoXKeHus

[Tepconan opraHuzaiuu sIBJISETCS OJHUM M3 TJIABHBIX PECYpPCOB, OT KOTOPOTO 3aBUCST KaueCTBO
MPOJYKIIUN U COXPAaHEHHE JOHOPCKUX KaJpOB.

Opranuzanuu cjiaenyeT yCTaHOBUTh MPOLEYPY, ONPEASSIONIyI0 MOPSA0K 1M0A00pa U MOrOTOBKH
nepcoHaia, KOTopas peayCcMaTprBaeT:

- IUTAHUPOBAHKE U aHAJIH3 MOTPEOHOCTH B IIEPCOHAIIE;

- MO00P ¥ OILIEHKY KBaTu(UKAIIUU TIEPCOHANIA;

- IIJTAaHUPOBAHUE OOYUYEHUS U MOBBINICHUS KBaTU(UKAIIUN;

- IPOBEJIEHUE O0yUYEHUS;

- OIICHKY OOYy4YeHHUSI.

6.1.2 ITox6op nepconana

[Tponetypa noxbopa nepcoHasna I0KHA IPEIyCMaTpUBaTh:

- OLIEHKY YPOBHSI 00pa30BaHusl, KBATM(PHUKAIIMA 1 KOMIIETEHTHOCTH MIEPCOHANIA TIPU NPHEME BHOBb
Ha paboTy, a TaKKe P UCII0JIb30BAaHIUH COOCTBEHHOTO pe3epBa KapoB;

- YCTaHOBJICHHE KpHUTEepuUeB (IIPH HEOOXOIMMOCTH) MOA0Opa TEpcoHajda sl BBITIOJHEHUS
KOHKPETHBIX MTPOIIECCOB MU BHJIOB JIEATEIBHOCTH.

6.1.3 O0Oy4eHue nepcoHanfa

Opranuzanus J0JDKHa OOECIEeYUTh HEOOXOIUMMYI0 MOATrOTOBKY mepcoHana. Cuemyer oOydyarb
MEpCOHAJ BCEX YPOBHEW M KAaTErOpHid, yYaCTBYIOIIMX B TPaHC(Y3MOHHOM IpoIecce, a TaKXKe IMepcoHal
OpTraHu3aIfii, BEITOIHSIIOMUX PAOOTy MO KOHTPAKTY.

Heobxomumo ompenennuts, B KAKOM OOYYCHHH HYKIAIOTCS PaOOTHUKM OpraHU3alMH JOHOPCTBA
KPOBH U JIPYTUX B3aUMOCBSI3aHHBIX OpPraHU3allui ¢ y4eTOM 3aKOHO/IATEIbHBIX TPEOOBAHUI U PE3YIHTATOB
aHaJM3a CUTYaIlUH 110 KaueCTBY.

15.04.20222 Cucrema TAPAHT 9/38



OOyueHne BCEX BHJOB CIEIyeT MOATBEPAUTh NIporpaMMaMu OOYYEHHUs, KOTOPHIC TOJIKHBI
pachpoCTpaHAThCS Ha BECh IITAaT COTPYAHHUKOB, BKJIIOYAs PYKOBOJACTBO, a TaKXe BpPEMEHHBIX
COTPYIHUKOB.

6.1.4 OneHka pe3yIbTaTUBHOCTH MpoIecca 00ydeHUs

HeoOxoqumMo MPOBOIUTH MEPUOTUYCCKYIO OIEHKY 3(PQPEKTUBHOCTH OOyYCHHs IepCOHaa.
OcHoBHas 1LeJb MPOBEPKU PE3YJIbTATUBHOCTU - OOECIEUYECHUE YIPABICHUS MPOILECCOM OOyUYEHUS IyTeM
YTOYHECHHUSI, U3MCHECHUS U YITyUIICHHSI IPOTPAMM.

6.1.5 JlokyMeHTaIus 1o nepcoHany

VYrpaBieHue NOKYMEHTaMH, AEMOHCTPHUPYIOIIUMHU IPOIECC MOoaA0Opa M MOATOTOBKH TEpPCOHANA,
OCYIIECTBISAIOT B COOTBETCTBUH C 5.7.

Buibl TOKyMEHTOB 10 00y4YEHUIO:

- IITATHOE PacCIMCaHUE;

- TOJI’KHOCTHBIC HHCTPYKIINH;

- IPOTPaMMBI, IJIaHbL, TpaduKH 00yUEeHHUS;

- OTYETHI 00 00yUeHNH;

- IPOYUE TIOKYMEHTHI.

6.1.6 3anucu 1o nepcoHaity

B opranuzanuu 10JKHBI BECTUCH U MOAJEPKUBATHCSA B paO0UeM COCTOSIHUM 3aITUCH, COJEpIKaIlHe
CBEJICHHS O BCEX BHJAX OOYYEHHS COTPYIHUKOB, KaK B MPOIECCe pabOTHI, TAK M C OTPHIBOM OT PaOOTHI
(BHYTpH caMOll OpraHu3aluy WIK B CTOPOHHEH OpraHu3aIum).

6.2 lonopwl

JIOHOpBI SABISAIOTCS IVIaBHBIM PECYPCOM MOJIYy4EHUS KPOBU U €€ KOMIIOHEHTOB. [y oOecrieueHus
JIOCTaTOYHBIX 3aI1aCOB 0€30IIaCHOM KPOBH OpraHM3aLUs JTOJIKHA:

- OLICHUTh NMOTPEOHOCTh B 3aTOTOBKE KPOBH;

- pa3paboTath 3P HEKTUBHYIO IPOrpaMMy MOTHBALIMU, HAOOPA U MPOCBELICHHUS TOHOPOB;

- ONpeNeNuTh 3aTpaTbl, HEOOXOIuUMBbIe [UId oOpraHu3auuu >(Q(PEeKTUBHON KaMIaHUU IO
MPOCBEIEHHIO, MOTUBAIIUHN U HA0OpY TOHOPOB, U BBIACIUTH HEOOXOAUMBIE CPECTBA;

- CO3/1aTh CETh MOCTOSIHHBIX JOOPOBOJIBHBIX O€3BO3ME3IHBIX JOHOPOB C HAaUMEHBIIUM PHUCKOM
nepeaayd reMOTPaHCMHUCCUBHBIX MH(EKINH.

6.3 [Tomewenus

Jlist obecrieueHus: COXpaHHOCTH 3[aHUI U MMOMEIIEHUH B MPOLIECCe UX IKCIUTyaTalliy OpraHu3aIlus
JIOJI’KHA TTPOBOIUTH TEXHUYECKHE OCMOTPBI, TEKYIIHE U KaTUTATLHBIC PEMOHTHI.

[TomemnieHust JODKHBI OBITH pa3eNieHbl MO BHUIAM TMPOBOJUMBIX pPa0dOT M HCIIOJIB30BATHCS B
COOTBETCTBUHU C WX HA3HAYCHHEM: NMPOM3BOJICTBEHHBIC IMOMEIICHHS (30HBI); MTOMEIICHUS JIUI XpaHCHUS
(ckaapl); OBITOBBIC TIOMEIIICHHMS.

B opranu3zanuu 107KHBL OBITH BBIIETEHBI OT/IEIbHBIC TTOMELIEHUS (CKIIAbl) 715 XpaHeHHUS:

- pPacXOIHBIX MAaTEpUAIOB (TIOJTUMEPHBIX KOHTEHHEPOB IS 3aTOTOBKU KPOBH M €€ KOMIIOHEHTOB,
Ha0OpOB PEareHTOB U JPYTUX MATEPUAIIOB);

- KPOBH W €€ KOMIIOHEHTOB, HMEIONIMX pa3HbI CTaTyC KOHTPOJs (TOTOBas MPOIYKIIHUS;
BO3BpallleHHAs WIM OTO3BaHHAs y MOTPeOUTENs; HECOOTBETCTBYIOIIAs, OpaKoBaHHas!, HA KapaHTHHE).

[Ipu OTCYTCTBMM TaKMX MOMEIICHUN HEOOXOIWMO BBIICITUTHh M30JIMPOBAHHBIC 30HBI, CTEJIAXKH,
XOJIOTUIBHUKHY.

CkJiaz; rOTOBOM MPOTYKITUU JTOJDKEH OBITH PACIIONOXKEH B MOMEIICHUH, TIOCTYITHOM C BBIXOJIa WU
BXO/J1a OpraHU3aIlHiH.
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B opranmzanumm  JODKHBL  OBITH  NPEAYCMOTPEHBI  rapAepoOHBbIE, KOMHATBl  OTIbIXA,
CaHUTAPHO-OBITOBbIE TMOMEIIEHUS M TyaJjeTbl, pAacCHOJOKEHHbIe BOJIM3H, HO U30JIHUPOBAHHO OT
MPOM3BOJICTBEHHBIX TOMEIICHNH, OCHAICHHBIE COOTBETCTBYIOUIMM O00OpYyJOBaHMEM, MOIOUIMMHU U
Je3UH(DULIUPYIOIIUMU CPECTBAMHU, YOOPOUHBIM HHBEHTAPEM.

[TomernieHust ¥ 30HBI JOJDKHBI UMETh Y€TKOE 0003HAUEHUE U OTPAaHUYEHHBIN TOCTYII.

6.4 OdopynoBanue

6.4.1 O6mue TpeboBanus

Opranuzanus J0JDKHA 00ecreyuTh Heo0XoauMoe O0OpYy/IOBaHHME M OPraHM30BaTh €ro MOHTAX,
YCTaHOBKY, JKCILTyaTallnio, 00CITy)KHBAaHHE ¥ PEMOHT TaKUM O0pa30M, 4TOObI OHO OBLIO TPUTOTHO IS
IIPOU3BOJICTBA KOMIIOHEHTOB KPOBH, COOTBETCTBYIOIUX YCTAHOBJICHHBIM TPEOOBAHUSIM.

Opranm3anus JODKHAa HA3HAYUTh JIMIO, OTBETCTBEHHOE 32 COCTOSIHUE, TEXHHUYECKOE
00cIy>KUBaHUE U PEMOHT 000pYyA0BaHUS.

Bce obopynoBanue, npuMeHs€MOE B HPOHM3BOJICTBE W TPU KOHTPOJIE KadyecTBa KPOBH U €€
KOMIIOHEHTOB, MOAJICKUT y4yeTy. J{Js opraHuzanuu y4eTa ClelyeT COCTaBUTh MepedyeHb U pazpadboTaTh
cUCTEMY UICHTU(UKAIIUH 000y T0BaHHUS.

Opranuzanus JoHKHA 00ecTeYuTh HEOOXOAUMbIE MEpPhl OXpaHbl TPyJa U TEXHUKU 0€30MacHOCTU
[P MOHTa)Ke, SKCIUTyaTallud ¥ peMOHTE 000pyIOBaHHUS.

[lepconan qomxeH ObITh 00YUEH MPABUIBHOM SKCILTyaTallud U YXO1y 3a 000pYI0BaHUEM.

6.4.2 TpeGoBaHuUs K dKCIUTyaTaIlii 000py10BaHUS

O6opyioBaHue TOMKHO OBITH IPOCTHIM B YIPABIECHUHN U O€30MACHBIM B IPUMEHEHUH.

Koncrpykuuss 1 ¢yHKmu 000pynoBaHUS JOJDKHBI MAaKCHMaJIbHO CIIOCOOCTBOBATH MOJIYUYCHHIO
0€e30MacHbIX TPOAYKTOB KPOBH, COOTBETCTBYIOIIMX YCTAaHOBJICHHBIM TPEOOBAHUSIM.

Konctpykuust 060pynoBaHusS ¥ MaTepHajbl, U3 KOTOPOTO OHO M3TOTOBJIEHO, TOJKHBI TIO3BOJIATH
OCYUIECTBIIAITh €0 OUYMCTKY M TPOCYLIMBAaHHE, a Takke o0JiajaTh CTOMKOCTBIO K BO3ACHCTBUIO
ne3uHpuuupyrommx cpeacts. O6padoTka 060py10BaHUS MOIOIIMMU U JE3UHPHUIHUPYIOLUIMMU CPEICTBAMH
JIOJDKHA TIPOBOAMTHCS B COOTBETCTBHH C MUChbMEHHBIMH HHCTPYKIHsiM (COI).

KoHcTpykuueit o0opyaoBaHUs JTOMKEH OBITh IOJHOCTBIO HCKJIIOUYEH €ro HEeNnoCpe/ICTBEHHBIH
KOHTAaKT C KPOBBIO B IPOIIECCE 3arOTOBKHU H MTPOU3BOICTBA KOMITOHEHTOB.

HenocpencTBeHHBIH KOHTaKT € KPOBBIO B MPOIECCE 3arOTOBKM W IMPOU3BOJACTBA KOMIIOHEHTOB
JIOITyCKAETCs TOJBKO B TPHUCIIOCOOJICHUSX, MPOW3BOIUMBIX TPOMBINUICHHBIMH TPEANPUITHIMA B
CTEpWJIBHOM MCIIOJTHEHUH, HE BBI3BIBAIOIIMX HEOIAronpHATHBIX U3MEHEHHWH B KPOBH M HCIIOJIB3YyEMBIX
OTHOKpaTHO. JlaHHBIE TIPUCTIOCOOJIEHUSI MOTYT OBITh HCIIOJIB30BaHBl TOJBKO B KOMIUIEKTE C
000pyT0OBaHUEM, UL KOTOPOT'O OHU MpeIHA3HAYEHBI.

O6opyioBaHue, KOTOPOE COIPHKAcaeTcsl ¢ MOJIMMEpPHBIMU KOHTEMHepaMu WM TpyOKaMu, He
JOJDKHO — coJepXaThb JeTaleid MM MaTepualioB, KOTOpble MOTYT IOBPEIUTh IUIACTHK. YacTu
000pyIOBaHUs, PETryJSIPHO COIPHKACAIONINECS C KOHTEHHEepaMH, TOJDKHBI IMOJBEPraThCs €XKeITHEBHOU
00paboTKe MOIOIUMH CpeJICTBAMM U TepHoAuuYeckoid aAesuHpexkuuu. B cimyuyae 3arpssHeHus
0o0opyloBaHUs, HAMpUMEp, TMPHU pa3pbiBEe MeEIIKa, 00padOTKy W JE3MH(EKIHIO CIIeAyeT IPOBECTH
HEME]JICHHO.

6.4.3 CnenmasibHbIe TpeOOBaHUS K 000PYIOBaHUIO, HEMOCPECTBEHHO BIMSIONIEMY Ha KauyeCTBO U
0€301macHOCTh KPOBH

[lepeueHb OCHOBHOTO 00OPYIOBaHUS OMPENESAIOT IEHCTBYIOIINE HOPMAaTUBHbIE TOKYMEHTHI.

[Tpu BBIOOpE, KCIUTyaTalMu U OOCITY)KMBaHUU 00OPYIOBAaHUS, HEIIOCPEICTBEHHO BIMAIOLIETO HA
KauyecTBO M 0€30MacHOCTh KpOBH, CIIEAYeT YYHUTHIBaTh MOTCHIMAJIbHBIE PHUCKHU, CBSI3aHHBIE C
KPUTUYECKMMM  dTallaMd  MPOIECCOB  3arOTOBKH,  IPOU3BOJCTBA,  OOCIECIOBaHMSA,  XPAaHEHHUS,
TPAHCIIOPTUPOBAHMSI U NIEPEIMBAaHUS KPOBH B COOTBETCTBHH C 7.5.

K o0opyoBanuio, CBI3aHHOMY C KPUTHYECKUMU 3TallaMH OTHOCSTCS:
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- IOHOPCKHUE Kpeca;

- amnmaparsl JJ1s 3ar0TOBKM KOMIIOHEHTOB KPOBU METOJIOM adepesa;

- UEHTPUYTH;

- BECHI-IIOMEIINBATENH;

- CHEIMAJIM3MPOBAHHOE XOJOAMIBHOE M MOPO3WIBHOE O0OpyJOBaHHE, B TOM YHUCIE
OBICTPO3aMOPAKUBATEINHN TI1a3MBl;

- KpHOXPaHWIIUIIA;

- TPOMOOMHMKCEPBI U TEPMOCTATHI;

- 3aramBaTelNy IJIACTUKOBBIX MarkucTpasei;

- amnmaparsl JJ1sl CTEpUIIBHOTO COSTMHEHHUS] MarucTpanei;

- mabopaTtopHoe 000pyI0OBAHUE;

- CHeUHaJTU3UPOBAHHOE MOOWIBHOE XOJOIWIbHOE 000pyJOBaHHME [UIsl TPaHCHOPTUPOBAHUS
KOMITOHEHTOB KPOBH,

- 000pyI0BaHME IS pa3MOPAKUBAHUS U MOJOIPEeBa KOMIIOHEHTOB KPOBH;

- 000opynoBaHME TS CTEPUIIH3AIMHA MAaTEPHAIIOB;

- KOMITBIOTEPHOE, ITPUXKOI0BOE, IeprdepuitHoe U MapKHUPOBOYHOE 000PYIOBAHHUE.

TpeboBaHus K U3MEPUTETHLHOMY 000pYIOBAHHIO PACCMATPUBAIOTCS B 7.14 HACTOSILIEro CTaHAapTa.

6.4.3.1 JloHopckue kpecina

JloHopckue Kpecna JOHKHBI o0ecrieyuBaTh KOM(OPTHBIE YCIOBUS UL JOHOpPA U B OKCTPEHHBIX
CUTyallUAX JIeTKO H3MEHSTh IIOJIOKEHHE, OoOecreuMBarollee IMepexo] Tejla JIOHOpa B IOJOXKEHHE
TpennenenOepra.

6.4.3.2 Anmmapatsl 115 3arOTOBKH KOMITOHEHTOB KPOBH METO/I0M adepesa

AmnmapaTsl 1715 3arOTOBKH KOMITOHEHTOB KPOBH METOJIOM adepesa JOKHBI 00eCTIeYrBaTh:

- KauecTBO cepBuca (ObICTPOTY OTKIMKA U BO3MOKHOCTH KOHTPOJISI POIIEAYPHI);

- koM(popT TOHODA;

- KOMOMHHpOBaHHBIA cOOp ABYX KOMIIOHEHTOB W/WJIM COOp IBYX /03 OJTHOTO KOMIIOHEHTa OT
OJIHOTO JIOHOPA, a TAK¥Ke

- OBITH MIEPEHOCHBIMH U MOOWIIEHBIMU ISl IPUMEHEHHSI TaM, TJI€ €CTh JOHOPHI.

6.4.3.3 Llentpudyru

Hentpudyru nomkHb 00eceunBaTh:

- Habop PEKUMOB IEHTPUPYTUPOBAHUS, JOCTATOUHBIN AJIs TOTyYEHUS 3asIBJICHHON HOMEHKIATYPhI
MIPOIYKTOB U JIAOOPATOPHBIX UCCIICIOBAHUIA,

- 3¢ peKTUBHOCTH pa3IeneHUS;

- Oe3omacHOCTh (OTKJIIOUEHHE TIPU pa30alaHCHPOBKE; MAKCHUMAJIbHBIA TUCOANIAHC TPY30B, MPHU
KOTOPOM HE MPOUCXOIUT pa30alaHCUPOBKH; MUHUMAaJIbHAS BUOpALIs).

6.4.3.4 BecbI-moMenInBaTeIn

BeceIl-noMenmBarenu J10KHBI 00eCTIeYUBATh:

- aMIUTUTYIy ¥ TIEPUOJHIHOCTD TOMEIINBAHUS;

- 3BYKOBYIO U CBETOBYIO CUTHAIM3ALIHUIO.

6.4.3.5 Chnenuanu3upoBaHHOE XOJOAWIBHOE M MOPO3WIBHOE OO0OpYyJOBaHWE, B TOM YHCIIE
OBICTPO3aMOPAKUBATEIH TITA3MBI

Ha BceM X0moIWIBHOM M MOPO3WJIBHOM OOOpYJOBaHUU JOJDKHA OBITH YCTaHOBJIEHA CHUCTEMa
CUTHANM3alliy, W3BEHIAIONasi O HEJOMyCTHMOM HW3MEHEHHUU TEMIEpaTypbl, HEHUCIPABHOCTU WIIH
aBAPUITHOM OTKJIIOUECHUHU.

Mopo3unbHOoe 000pyI0BaHUE

Mopo3uiibHOe 000pyTI0BaHKE JOJIKHO 00ECIIeYNBATD:

- YCTaHOBJICHHYIO TEMIIEpaTypy 3aMOpaXKMBaHHsI KOMIIOHEHTOB KPOBH (IUIa3Mbl, 3PUTPOIUTOB,
TPOMOOIIUTOB);

- CKOPOCTb 3aMOPaXMBAHUS TUIa3Mbl, 00€CIIEUNBAIOIIYIO JOCTIXKEHHE Temneparypbl Munyc 30°C B
cepaneBuHe KoHTeliHepa oobsemoM 300 mut 3a 30 MuH;
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- TNpOrpaMMbl 3aMOPAXMBAaHUS, HEOOXOMUMBIC IS TOJIYYCHHUS 3asBICHHON HOMEHKIJIATYPHI
KOMITOHEHTOB KPOBH;

- 3aLIUTY OT HECAaHKIIMOHUPOBAHHOTO JIOCTYTIA;

- MOHUTOPHHT PEKHUMa 3aMOPaKUBAHUS;

- KOMITBIOTEPHBINA HHTEpPEIC.

XonoaunbHoe 000py10BaHHE

XonoauisHOE 000PYI0BAHHE JOJHKHO 00ECTICYNBATD:

- YCTaHOBJICHHYIO TEMIIEPATypy XpPaHEHUS U TPAHCHIOPTHUPOBAHUS BCEX BUIOB MPOIYKTOB (KPOBH,
KOMITOHEHTOB KPOBH, 00pa3110B KPOBH, pEareHTOB);

- TIOCTOSTHHYIO TEMIIEpaTypy COAEPKHUMOI0 KOHTEHHEPOB B 3aJaHHBIX IpeJeinax, B TOM YHCJe B
peXKuMe caMopa3MOpakKuBaHUs XOJOJMIIbHUKA, IPH HATWYHH TaKOW (DyHKIIUH;

- OBICTPOE BOCCTAHOBJICHHE UCXOAHON TEMIIEPATypPhl IPH KPATKOBPEMEHHOM OTKPBIBAHUU JBEPIIbI
XOJIOIUIIBHUKA;

- MOHUTOPHHT YCIIOBUIl XpaHEHHUS;

- CUTHAJI TPEBOTHY PU OTKJIOHEHUH TEMIIEPATyphl OT yCTaHOBICHHBIX MIPE/IEIIOB;

- HaluM4he CIeUUaJbHBIX TOJOK JJIs  XpaHeHus, oOeclneyHBaIOMINX BHU3YaJU3aLHUIO
WH/IMBUYaTbHON MapKHUPOBKH;

- SKOHOMHYHOCTb;

- HAIMYHE CTEKJITHHOW ABEPH (111 XPaHEHUS 3PUTPOLUTCOACPIKAIIMX KOMIIOHEHTOB KPOBH);

- IPUHYIUTENbHYI0 IIUPKYJISIUIO BO3AyXa BHYTPH XOJIOINIHHUKOB;

- 3aLIUTY OT HECAaHKIIMOHUPOBAHHOTO JIOCTYTIA;

- KOMIIBIOTEPHBIN HHTEpdEiic.

Kpunoxpanunuma

Kpuoxpanunumia qo1KHbI 00€CIeYnBaTh:

- CTa0MJIBHOCTh TEMIIEPATYPBI;

- IETKU TOCTYM K Pa3MEIIeHHON B HUX MPOAYKIIUU;

- BO3MOKHOCTb 3JIEKTPOHHOT'O KOHTPOJISI TEMIIEPATYpPhl BHYTPH XPaHWINIIA;

- BO3MOYKHOCTh aBTOMAaTHYECKON TOANUATKH JKUIKUAM a30TOM;

- 3aIUTY OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA.

6.4.3.6 TpoMOOMHUKCEPHI U TPOMOCTATHI

TpomMOOMHKCEPHI TOJIKHBI:

- TOJIICPKUBATH TPOMOOIIUTHI BO B3BEIICHHOM COCTOSTHUH,

- o0ecnieynBaTh JOCTYII BO3/1yXa BHYTPb KOHTEHHEPA;

- obecreuynBaTh XOPOIIH 0030p KOHTEHHEPOB.

TepmocTaTsl 17151 TPOMOOIIUTOB J0JKHBI 00€CTIeUNBATh!

- cO3J1aHMe 3a/IaHHOI TeMIiepaTypbl B KOPOTKHE CPOKH (3a CUET BEHTHIISILIMM BO3TyXa);

- XpaHeHHe TPOMOOILIUTOB MIPH 33JaHHOH TeMIepaType;

- OBICTPOE BOCCTAHOBJIICHHE TEMIIEPATYPhI ITPH KPATKOBPEMEHHOM OTKPHIBAHUH JIBEPH;

- XOpomIuii 0030p KOHTEHHEPOB (32 CUET MPO3PAYHOCTH JIBEPH).

6.4.3.7 Anmapatbl 1Jis1 CTEPUIBHOTO COETMHEHUS MaruCcTpayiei

AnmapaTsl Ul CTEPHJIBHOTO COEAMHEHHs] MarucTpaneil JOJDKHBI OOecreyMBaTh T'€PMETUUHOE
COEJIMHEHUE MarucTpalei.

6.4.3.8 Criennanu3upoBaHHOE MOOMIIBHOE XOJOJMIBHOE 000pyI0oBaHHE IS TPAHCIIOPTHPOBAHUS
JIOHOPCKOM KPOBU U €€ KOMIIOHEHTOB

Crnenuanu3upoBaHHOE MOOMJIBHOE XOJIOAWIBHOE O0OpYyAOBaHHE JUIs TPAHCIOPTHPOBAHUS
JIOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JI0J’KHO 00€eCIeunBaTh:

- moJjep)KaHue CTaOMIBHOW TeMIlepaTyphl BHYTPH KOHTEHHEPOB B TEUCHHME BCETO IEpPHOMA
TPaHCIIOPTUPOBAHUS,

- MOHUTOPHUHT TEMIIEPaTypbl BHYTPH KOHTEHHEPA;

- 3aIIUTY OT HECAHKIIMOHUPOBAHHOTO JIOCTYIIa;
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- y100CTBO CKIIaNPOBAHMsI HECKOJIBKUX KOHTEHHEPOB IPU TPAHCTIOPTUPOBAHHH;

- TPOYHOCTh U IKECTKOCTb KOHCTPYKIMHU Jii TNPEAOTBpallleHUs (PUINUECKOTO MOBPEXKICHUS
TEPMOKOHTEIHepa, B TOM YHCJIe OT BUOpAIMH U yJapa;

- HaJIM4Ke TePMOPETUCTpAaTOpa BHYTPU KOHTEHHEPA;

- COOTBETCTBUE TpeOOBaHUAM OHOOE30MAaCHOCTH MEPEBO3UMBIX MTPOAYKTOB.

6.4.3.9 O6opypoBaHME 7151 pa3MOPKUBAHUS U TI0JI0TPEBa

[Ipu pa3mMopakuBaHUM ¥ TOJOTPEBE KOMIIOHEHTOB KpPOBH HEOOXOIUMO HCIOIB30BATh
crerualibHoe 000pYyJIOBaHHE, HCKIIOYAIolee HEMOCPEACTBEHHBIH KOHTAKT C TEIJIOHOCUTENSIMU U
0aKTepHOIIOTUYECKOE 3arpsi3HEHHE.

O6opyoBanue sl pa3MOPaKMBaHUS U TIOJOTPEBa KOMIIOHEHTOB KPOBH JIOJKHO 00€CIIeunBaTh:

- YCTAaHOBJIEHHYIO CKOPOCTh Pa3MOpaXUBaHUsI U [10/10IPEBA;

- IPeI0TBpAlllEHUE KOHTAMUHAIUY;

- MOHUTOPHHI PEKMUMa pa3MOpakKUBaHUs U IIOJIOTPEBA.

6.4.3.10 O6opynoBaHue sl CTEPUITU3AIMN MaTEPHATIOB

O6opynoBaHue IJsl CTEPUWIN3ALUN MAaTEpHAIIOB JOJDKHO O0ECTeYrBaTh HAJCKHOE YHHUUTOKCHHE
KOHTaMUHHUPYIOIINX MUKPOOPTaHU3MOB.

6.4.3.11 KomnproTepHoe, IITPUXKOAOBOE, IEpUPEepuitHOE 1 MAPKHPOBOYHOE 000PYI0BaHHE

KomnerorepHoe 000pyaoBaHue A0KHO 00eCIIeYnBaTh:

- CPEACTBa ayTEHTHU(PHUKALMN COTPYAHUKOB (JIIEKTPOHHBIMHU KIIIOUAMH WM CMapT-KapTaMHu);

- cpencTBa HIEeHTU(UKALKUU TOHOPOB (C MCHOJb30BaHWEM HU(PPOBBIX Gororpaduil UiIM CpeicTB
OonouaeHTU(DUKAIIHN);

- HaJIM4Yue IITPUXKOAOBBIX CKAaHEPOB MJsl MJIEHTU(UKALWU MApKHUPOBAaHHBIX OOBEKTOB (KapThl,
pOOUPKH, KOHTEHHEPHI ¢ KOMIIOHEHTaMHU KPOBH, JOHOPCKUE OpacieTsl).

[ tpuxkog0BOE 000pPYAOBaHUE TOJKHO 00ECTIEYNBATH:

- IPEUMYLIIECTBEHHOE OECKOHTAKTHOE CKAaHUPOBAHUE ILITPUXOBBIX KOJIOB;

- BBICOKYIO CKOPOCTh M HAJEKHOCTh CUUTHIBAHHS KOJAa B YCJOBHSIX 3allOTEBaHMS U WU3ruba
ATUKETKH KOHTEHHEPOB, OOJIBIIOT0 N3ruda ITUKETOK Ha MPOOUpKaXx.

MapxkupoBouHOE 000pYyI0BaHHE JOJKHO 00eCeUnBaTh:

- 1Ie4aTh dTUKETOK BBICOKON CTOMKOCTH;

- COXpaHHOCTb MapKHPOBKHU B YCIOBHSX MEpepadOTKH KOMIIOHEHTa KpoBU (LIeHTpU(yTUpOBaHUE,
3aMopakuBaHue 10 Temmeparypbsl MuHyc 80°C, BBICOKasl BIIaXXHOCTb, CHUPTOCOJEpPIKAIME WU HHBIE
pactBopsl). [Ipeanouturenen TepMoTpaHchEpHBIN PEeXKUM MEUATH 3TUKETOK;

- WCIOJIb30BaHUE KJIEEBOM OCHOBBI, OOECIEUMBAIOLICH HAJEKHOE COXpPAaHEHHE ATHKETOK Ha
KOHTEIfHepax ¢ KOMIIOHEHTaMU KPOBH IPH BCEX TEXHOJIOTMUYECKUX pexKUMaX;

- KJIEEBYIO OCHOBY, COOTBETCTBYIOIIYIO CAHUTAPHO-TUTUEHUYECKUM TPEOOBAHHSIM.

Opraau3zanus J0JDKHA OO0CCTICYUTh PE3EPBHBIM MCTOYHUK MHUTAHUS IS OecriepeOoHONn paboTh
000pya0OBaHUS.

6.4.4 PemoHT 000py10BaHUS

Crnenyer mpoBOJIUTH IUIAHOBO-TIPENYNPEAUTENBHBIA PEMOHT OOOPYJOBaHUS B COOTBETCTBUHU C
YTBEPKIACHHBIM TpaduKOM.

Heo0xonumo peructpupoBaTh Ciay4yad IMOJIOMOK WM OTKa3oB oOopynoBaHus. B cimyuae orkaza
JOJIKEH COCTaBIIATHCA aKT (B CPOKH, YCTAaHOBJICHHBIE H3TOTOBHUTENEM OOOpYIOBaHHUS KaXJIOTO BHA),
HANpaBISIEMbIi  M3TOTOBUTENIO JUOO OpraHM3aluy, OOECIeYHBAIOMICH TEXHHYECKOE CEepBUCHOE
o0cyxuBaHue 000PYTIOBAHUSA.

HeucnpaBHoe o00opyZoBaHHE [OHDKHO HEMEAJICHHO MAapKHUPOBAaThCS Kak "HENPUTOAHOE JUIS
HCIIOJIb30BaHusA".

PemMoHT HencnpaBHOTo 000pyIOBaHUS CIIEAYET MPOBOANUTH B KpaTYANUIIINNA CPOK.

PaboThl o peMOHTY U 00CITYyKHBaHHUIO HE TOJKHBI CO37aBaTh YIPO3bl KAUECTBY MPOITYKTOB.

K TexHumueckoMy OOCITYXHBaHHIO U PEMOHTY OOOPYIOBaHHS JOJDKEH JIOMYCKaThCs TOJBKO
npoulennmnii o0ydeHre U aTTecTOBaHHBIA MepcoHal. B cimydae oTCyTCTBHS aTTECTOBAHHOTO IMEpCOHAma
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OpraHu3aIys J0JDKHA B YCTAHOBICHHOM MOPSIKE 3aKIIOUUTH JOTOBOP HA TEXHUYECKOE OOCTYyKHUBAaHUE
000opyIoBaHuUS.

6.4.5 JlokymeHTaius Ha 000py10BaHUE

JlokyMeHTaIus Ha 000py/J0BaHHUE JIOJKHA BKJIFOYATh B CEO0s:

a) mepedeHb (KypHas y4deTa) o00pya0BaHuUs C YKa3aHUEM HICHTU(DUKAIMOHHBIX TAHHBIX:

- HAUMECHOBaHHMS IPUOOPa;

- TUIIA Ipudopa;

- 3aBOJICKOTO HOMEDA;

- IaThI BBIMTYCKA U JAAThI TIOCTYIUICHUS B KCILTyaTaIlHIO;

0) macrmopTa Ha 000pyAOBaHHE;

B) MHCTPYKIIMH U3TOTOBHUTEINS MO SKCIUTyaTallMU KaXkJI0r0 BUAa 000pYyI0BaHUS Ha PYCCKOM SI3BIKE;

T') CTaHJApTHBIE OMHCAHUS POy I10:

- UCTIOJIH30BAHUIO 00OPYOBAHUS HA KOHKPETHOM MECTE SKCILTyaTalliH;

- 00paboTke U ne3uH(PEKINH 000y A0BAHMS;

- TEXHHUKE 0€30I1aCHOCTH;

1) TUTaH JICUCTBHUH Ha CITydail HENpPEeABUICHHBIX U YPE3BBIYAHBIX O0CTOSTEIBCTB.

6.4.6 3anmcu Ha 000OpyIOBaHKE

Opranm3anus T0DKHA BECTH HEOOXOIUMBIE 3alUCH, O0QOPMIIATh, XPAHUTh U YIPABIATH STHMH
3aIUCSIMH B COOTBETCTBUU C TPEOOBAHUSAMH, YCTAHOBJICHHBIMH 5.8 HACTOALIETO CTAaHIAPTA.

3anucu Ha 000PYIOBaHUE JTOJIKHBI HMETh:

- OTMETKY O BBIIIOJTHEHUH TE€X00CTYKUBaHHS/TFIAHOBO-TIPEYTIPEIUTEILHOTO PEMOHTA;

- PETUCTPAIHIO OIIUOOK WK TIOJIOMOK 000pYIOBaHHUS;

- MOJITUCHU 1, IIPOBOAMBILNX PEMOHT, TEXHUYECKOE WIH CEpBUCHOE
o0cITy>)KMBaHUE/peryIMpOBaHUE C YKa3aHUEM JaThl BBIOJIHEHHs paboThI;
- IpOYHE.

6.5 IlponsBoacTBEeHHAs cpea

Opranuzanus JOOJDKHA CO3/1aTh IPOM3BOJICTBEHHYIO Cpeay, HEOOXOAMMYIO Al oOecreyeHHs
COOTBETCTBHUSI JJOHOPCKOW KPOBM M €€ KOMIIOHCHTOB YCTAaHOBJICHHBIM TpPEOOBaHUSIM B IpOIECCe X
3arOTOBKH, TepepabOTKH, OOCIIeJOBaHUs, XpaHEHUS U TPAHCIOPTHPOBAHHUS, a TaKXKE MEpHI,
UCKITIOYAtoIIHe OaKTepraIbHOE 3arpsi3HEHNE JOHOPCKOM KPOBU M €€ KOMITOHEHTOB.

Jlis mpenoTBpalleHus 3arpsi3HeHUsT JJOHOPCKOW KPOBH U €€ KOMIIOHEHTOB HAaIlpaBJICHHE MOTOKOB
MaTepUaiOB ¥ JIOJIeH B TMOMENMICHHAX JOJDKHO OBITh OpraHW30BaHO B  COOTBETCTBUU  C
MI0CJIEeI0BATEIbHOCTHIO BBIMOJIHEHUS POU3BOACTBEHHBIX OTEpaIHid.

PaboTsl, A1t KOTOPBIX TPEOYIOTCSI aceNTUYECKNE YCIOBHS, MOJDKHBI OCYIIECTBISATHCS B "UHCTHIX
NOMENICHUAX" WM TOMEIIEHHUSIX, O0OOpYJOBaHHBIX JIAMUHApHBIMU YycTaHOBKaMu. Kiacc YMCTOTHI
MIOMEMICHUS OTIPEIEIISIETCS] BUIOM IPOBOIUMBIX PadoT.

3arotoBka M TmepepaboTKa KpOBM Ha KOMIIOHEHTHI B 3aMKHYTOM CHCTEME IUIaCTHKOBBIX
KOHTCHHEPOB MOXKET OCYLIECTBISATHCS B Cpelie OOBIYHBIX IMOMEIICHUH MPH COONIIOCHUH OOLINX TPaBHII
CaHUTAPHO-3MUIEMUOJIOTHUECKOTO PeKUMA.

Jns mpenoTBpalieHus KOHTaKTHOTO MH(DHUITMPOBAHUS KPOBHU IIPH €€ 3aTOTOBKE MEPCOHAI JI0JDKEH
coOmoaTh TpeOOBAaHUS ACENTUKM M AHTUCENTUKH. VICTOUYHMKAMH WHQHUIHUPOBAHUS MOTYT OBITh:
MHKpo(]II0pa BO3ayXa, pyKH MEANEpCOHaNa, KOXKa JJOKTEBOTO Cruda IOHOpa, HapyIIeHHe TePMETHIHOCTH
KOHTEHHEPOB JUIsl 3arOTOBKU KPOBH H JIp.

6.6 IIlporpamma no rurueHe
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[Tporpamma o rurueHe JOJKHA BKIIIOYATh B CEOA:

- MEIMLMHCKOE OOCJIeJOBaHUE IEPCOHANa, PETUCTPALMIO CIY4YaeB BBIBICHUS HH()EKIMOHHBIX
3a00JIeBaHUN U TPOLEAYPY OTCTPAHEHHs MepcoHasa OT pabOoThl, CBA3aHHOM C BO3MOXKHOCTBIO IEpenadn
MH(EKIUH B TAKUX CIIydasx;

- o0ydeHue mepcoHana MpaBWjaM JIMYHON TUTHEHBI, TUTHEHbI TPyJa M OpraHu3anuu padodero
MECTa;

- o0ecrnieueHre nepcoHasna TEXHOIOIMUECKON 01eA0M U UHIMBUYJIbHBIMU CPEJCTBAMH 3aILLUThI
B COOTBETCTBUU C YCTAHOBICHHBIMU HOPMaMU;

- IPOYUE MEPONPUATHUS.

6.7 IlporpaMmma 1o caHUTaApUU

st obecrieueHus] HAJICKAIIETO IMOPSIKA B TMOMEIICHUSX M YUCTOTHI OKPYXKAMOIIEH Cpeabl
opraHu3anus JOJDKHA Ha3HAYMTh JIULIO, OTBETCTBEHHOE 3a CAHUTAPHO-3MUIAEMHUOJIIOTMYECKUN PEXUM, U
pa3paboTaTh HOKyMEHTHPOBAHHYIO MPOTPaMMy MEPOIPHUSATUH, YCTAaHABIMBAIOIIYIO OOBEKTHI, CPEICTBA,
METO/Ibl ¥ IEPUOANYHOCTD YOOPKH U JIe3UH(EKIUHN TOMEIICHUH U 000py10BaHUS.

6.8 Yaainenue orxonos

OTtxoxpl, 0Opasyroluecs Mpu 3aroToBke, 00cIe10BaHUU KPOBH, MPOU3BOJICTBE U MEPEIUBAHUU €€
KOMITOHEHTOB, OTHOCSITCS K TOTEHIIHAIHHO HH(PHUIIMPOBAHHBIM MaTEpHaIaM.

Opranuzanys J0JKHA Ha3HAYUTh OTBETCTBEHHOE JIMIIO U BBIIEIUTH HEOOXOJUMBIE PECYPCHI IS
YIPaBJIEHUS OTXOJIaMHU.

[Ipouenypa ympaBieHHs OTXOJaMH, pa3paOOTaHHas Ha OCHOBE JICHCTBYIOIIMX HOPMATHUBHBIX
JIOKYMEHTOB, JI0J’KHA BKJIIOYaTh B CEO0S:

- MEpBI [0 YMEHBIICHUIO KOJTUYECTBA OTXO/I0B;

- METO/Ibl IIEpEBO/Ia OTXO/I0B B 0€3011aCHOE COCTOSHUE;

- pasaeseHre 0TX0/I0B Ha KaTeropuu (1o crnoco0y yTUIN3aIim);

- YCIIOBHUSI XpPAaHEHUS OTXO/J0B IPOU3BOJICTBA U NOPAJOK UX BBIBO33;

- croco0 yHUYTOXEHUS (YTUIIU3AINH), HE 3arpS3HSIONIMA MTPOIYKTH M O€30TaCHBIN IS JIIOACH U
OKpy>Karoliei cpeasl (B TOM YHCIE, KOTJlda YHUUTOKEHHE NPOBOJUTCA JAPYTrod OpraHu3anuei 1o
JIOTOBODY).

6.9 Oxpana Tpyaa U TeXHUKA 0€30MaCHOCTH

B opranmsanuu ciay»Obl KPOBH JIOJDKEH OBITh Ha3HAYEH COTPYIHHK, OTBETCTBCHHBIH 3a OXpaHy
TpyJa ¥ TEXHUKY 0€30MacHOCTH.

B cootBercTBUM € pHCKaMu i1 KaxJIoiW pabodeil 30HBI JOKHBI OBITh YCTAaHOBJIEHBI H
JIOKYMEHTHPOBAHBI MPaBUJIa U MPOLEAYPhI 0€30ITACHOCTH, BKIIFOYAS:

- yCIIOBUS, 00ECIIeUNBAIOIINE OXPAHY 3[J0POBbs U 0€30IaCHOCTH JI0HOpA U MepCOHAa;

- METOJIbI pabOTHI;

- 3aIIUTHOE 000PYOBaHHE, TEXHOJIOTHYECKYIO OJIeXKAY U UHIUBUIYaJbHbIE CPEJICTBA 3ALIUTHI.

Bo3MoHO IpUMEHEHHE TPorpaMM UIMMYHHU3AINH TIEPCOHANA U CTPAXOBAHUS JOHOPOB.

B opranmzanmm momkHB OBITH pa3zpabotansl padoune wHCTpykimmu (COIIb) Ha BBITOTHEHHE
KOHKPETHBIX pa0oT M0 CO3/IaHHI0 COOTBETCTBYIOLIUX YCIOBUN OKpYIKaroliei cpesl (yOOpKy MOMeIeHuH,
OUHCTKY M Je3WH(EKIHI0 000pYyI0BaHUs; MPUTOTOBICHUE AE3UHPUIMPYIOUINX PAacTBOPOB; MOATOTOBKY
WHCTPYMEHTOB U MaTepUaJIOB; HHCTPYKIIMH MO TEXHUKE O€30MaCHOCTH U T.I1.).

6.9.1 MoHuTopuHT
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VYcenoBuss NPOU3BOJACTBEHHON Cpelbl JOJKHBI KOHTPOJIMPOBATHCA, T[AE ITO IIPEILyCMOTPEHO,
TpeOOBaHUSMHU K MPOBEJICHUIO paboT.

6.10 UndopMmanmoHHbie pecypcbl

6.10.1 JIoHopckue naHHbIE

B opranuzanuu JO0MKHBI BECTHCh W TOJJEPKUBATECS B pabOYeM COCTOSIHUM JOKYMEHTHI,
coJieprKallue CIeAyIolue JaHHbIe O TOHOpaxX:

a) cBeneHus (M3 O(OUIIMATHHBIX HCTOYHUKOB) O MOTCHIIMAIBHBIX JTOHOPAX;

0) cBeleHHs O JOHOpaxX, CAABUIMX KPOBb (PE3yJIbTaThl MEIUIIMHCKOTO O0O0CIIeJOBaHUS, UCTOPHUIO
JIOHALIUN U IPYTYIO MEIUIIMHCKYIO HHPOPMAITHIO);

B) CITUCKH:

- OTBEJICHHBIX JIOHOPOB;

- TUIIUPOBAHHBIX JOHOPOB;

- IMMYHHU3UPOBaHHBIX JJOHOPOB.

[Ipu McHoab30BaHUM KOMIBIOTEPHBIX TEXHOJIOTUN NI MOAJEp>KaHUs 0a3 JTaHHBIX JOJIKHO OBITH
MPEAYCMOTPEHO CO3/IaHUE PE3EPBHBIX KOMHUI U UX apXUBUPOBAHHUE.

6.10.2 J[aHHBIE O KOMIIOHEHTAX KPOBHU

Opranuzanus J0JDKHA UMETh HH(POPMAIUIO O 3arOTOBKE, MPOU3BOJICTBE, KOHTPOJIC, XPAHCHUU H
cTaTyce MPOAYKIIHH.

6.10.3 [IporpammHoe obecrieueHue

[IporpamMmMHOe oOecrieueHue, HCIONIb3yeMoe B Ipolieccax 3aroTOBKU M OOCIeNOBaHHUS KPOBH,
MIPOU3BOJICTBA, XPAHECHHUSI, TPAHCTIOPTUPOBAHMS, BBIMYCKA U BBIJJAYM KOMIIOHEHTOB KPOBH, JIOJKHO OBITh
JTOKYMEHTHPOBAHO, UJIEHTU(DUIIUPOBAHO U TMOJBEPIHYTO KOHTPOIIO, YTOOBI 0OECTIEYUTh YBEPEHHOCTH B
€ro MPUTOJHOCTH.

[TporpamMMHOe oOecrieueHUE TOKHO OBITH MPOTECTUPOBAHO W/UIU BAIUIUPOBAHO JI0 HAyaia ero
UCTIONB30BaHUs. TecTHpoBaHME MOXKET BKIIOYaTh B CeOs TMPOBEpKY HA BHUPYCHI U TPOBEPKY
3aMporpaMMHUPOBAHHBIX AJITOPUTMOB.

Jnst  co3maHusi pe3epBHBIX KOMUM MOMKET HCIONIb30BAaThCA CYHIECTBYIONEE WM  OBIThH
MPEAYCMOTPEHO CIIEMAIEHOE TPOTrPaMMHOE 00eCTIeUeHHE.

7 YupasJjieHue npoueccammu

7.1 Ilpoueccsl, CBA3aHHbIE ¢ IOTPedUTEIEM

7.1.1 Onpenenenue TpeOOBAHUN, OTHOCSIIUXCS K MPOTYKITUH

Opranuzanus J10JKHA ONPEIeTUTh:

- 3aKOHOJATeJIbHBIC TPEOOBAHMS K KOMIIOHEHTaM KPOBH, YCTaHOBJICHHBIE TOCYJAapCTBCHHBIMH H
OTpacleBbIMU HOPMATHBHBIMH JIOKYMEHTaMH (3akoHamu Poccuiickoir ®enepanuu, HalMOHAIbHBIMHU
CTaHJapTaMH, TEXHUYCCKUMH PETJIaMEHTaMH, TTPUKa3aMu U WHCTPYKIUSAMH U T.11.), BKItoUas TpeOOBaHMS
K B3aUMOJICHCTBUIO C JICUCOHO-MPOPUIAKTUUYCCKIMH YYPEXKACHUSIMUA IO BOIPOCAM XpaHEHWUs,
TPAHCHOPTUPOBAHUS, IPUMEHEHHUS M PAIMOHATIBHOTO UCIIOJIH30BAHUS KOMIIOHEHTOB KPOBH, UCCJICIOBAHUS
peakLUyii ¥ OCI0KHEHUH Y PELIUIIMEHTOB U T.IL.;

- IOMIOJTHUTEIILHBIE 3aITPOCHI TOTPEeOUTENEH, B 3aBUCUMOCTH OT Ha3HAYCHHUS MPOJTYKTOB KPOBH.

7.1.2 I'pynmsl motpeduTenei

Opraau3zanys J10JbKHA ONPEeTTUTh KaTeTOPHH CBOMX MOTpeOUTENCH.

[ToTpebutensiMu OpraHU3aIAH SIBIISIOTCS:

- TIe4eOHO-TTPOPMITAKTUIECKUE YIPEIKICHUS, BKIIFOYAs TTAIUCHTOB M MIEPCOHAT;
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- IOHOPHI (KaK MOTPEOUTENH yCIYTH B3SITHS KPOBH);

- 3aBOIbI 110 (PPAKLIMOHUPOBAHUIO IJIA3MBI;

- HAyYHO-HMCCIIeI0BATEIbCKIE YUPEKACHUS;

- OpraHbl yIpaBJIeHUs 3paBOOXpaHeHneM, obecrieunBaroe GUHAHCUPOBAHKE;

- O0ILECTBO B IIEJIOM WJIM OOIIECTBEHHBIE IPYNIbI (HapUMep, OOIIECTBO OOJIBHBIX reModuinen
WJIH OOIIIECTBO JIOHOPOB);

- IpyTue CTOPOHBI, 3aWHTEPECOBAHHBIC B PE3yJIbTaTaX ACATEILHOCTH OPraHU3aLUH.

7.2 TpeOoBanus noTpeduTeICH

3amadyeil CUCTeMBbl KayecTBa OpPTaHM3AIMH SBISETCS IMPaBUIbHAS WHTEPIPETAHsS TPEeOOBaHUIA
noTpeoOuTenei.

TpeboBanus noTpeduTeneit T0IKHBI OBITh JOKYMEHTUPOBAHBI.

7.2.1 JleueOHO-TTPOPMITAKTHICCKUEC YIPEKICHUS

C nedeOHO-TTPODUIAKTUICCKUM YUPEKICHUEM, MPUMEHSIONINM KOMIIOHEHTBI TOHOPCKOW KPOBHU
JUTsL TpaHC(y3Hil, HeOOXOIUMO COTIIaCOBATh:

- MOTPEOHOCTh B IPOAYKTAX KPOBH;

- IOPSJIOK 3aKas3a;

- c10co0 TOCTaBKH;

- YIaKOBKY;

- HHCTPYKIIUU TI0 IPUMEHECHHIO;

- MOTPeOHOCTh B KOHCYJIbTAIMIX U O0yUEHUU MepCOHaNa JIEYEOHOTO YUPEKICHHUS.

Jist yiydineHus KIMHWYECKON MPaKTUKH, a TaKKe I KOHTPOJSI U OICHKH KIMHUYECKOTO
NPUMEHEHHUsS KPOBH CleIyeT pa3padoTaTb W BHEIPHUTHh CTaHAapTHY0 ¢Gopmy OnaHka 3akaza Ha
KOMITOHEHTEI.

Jns peuunueHTOB HauOollee YSI3BUMBIX TPYI, TaKWX Kak TpyJIHbIe MIIQJCHIbI, OepeMeHHbIE
JKEHIIMHBI, JUIa, KOTOPHIM HEOJHOKPATHO IIepelMBajach KPOBb WM €€ KOMIIOHEHTHI, CIEAyeT
coryiacoBatb 00bEM J103bI, HEOOXOAMMOCTh WHAMBHIYaJIBHOTO 1OAOOpa, CPOK TOJHOCTH MPOAYKTOB Ha
MOMEHT MTOCTaBKH, HEOOXOAUMOCTH IOTIOJHUTENBHBIX UCCIIEOBAHUI KPOBH H T.II.

7.2.2 JIoHOpBI

Cornacue moHOpa Ha JOHAIMIO sIBiIsieTcs (GopMoii cornamieHus. B opranuzanuu J0bKHA OBITH
NpeIyCMOTpPEHa TIpoIeaypa MOMyYeHHs WHPOPMHPOBAHHOTO COTJIACHS JTOHOpA HA JOHAIMIO, KOTOpas
BKJIIOYAET B ceOsi:

- ompeniesieHue HHPOpPMaInU, HEOOXO0IUMOW TTOTEHIIMAIBHOMY JTOHOPY ISl OCO3HAHUSI UM PHCKOB
Y TIPUHATHUS PEIISHUS O JOHAIUY;

- (hopMy HHGOPMHUPOBAHHOTO COTIIACHS JIOHOPA, JTOCTYITHYIO JIJIsl €T0 TOHUMaHHS;

- obecrieueHre KOH(UIEHITUATBHOCTH HH(OpPMAIIHK, KOTOPYIO cOO0IIaeT o cede T0HOp.

7.2.3 Opransl ynpaBieHus 3ApaBOOXPaHECHUEM

C opraHoM, OCYIIECTBISIONIUM yIpaBieHHe U (PUHAHCUPOBAHWE OPTaHHU3AIMH JTOHOPCTBA KPOBH,
JOJIKHBI OBITH COTJIACOBAHBI MOTPEOHOCTH B MPOIYKTaX KPOBU U pPeCypcax, MEPONIPHUATHS MO COEPEKEHHUIO
SHEPTUH U JPYTHX PECYPCOB U T.II.

[Ipn anamm3e KOHTpakTa (IOTOBOpA) OpraHU3ANMSA JIOJDKHA YyOEIUTbCs, dYTO TpeOOBaHMS
noTpeOuTeNei:

- TOYHO OIpeIEICHBL;

- MPaBUIBHO TMOHSATHI BCEMH COTPYAHHKAMH (MOAPA3NIEICHUSIMH OpPTraHU3allid), KOTOpble OYyIyT
y4acTBOBATh B BHIMOJTHEHUHN 33aKa3a;

- MOTYT OBITh BBITIOJIHEHBI OpraHU3aluel (BKII0Yast OIEHKY MOTPEOHOCTH B pecypcax).

JoroBop (cormamieHue) Ha TMPOU3BOACTBO U IOCTaBKY KOMIIOHEHTOB KpOBH, a TaKxke
MPEIOCTABIICHUE YCIyT JOJDKEH OBITh MNPaBHIBHO CGHOPMYIHUPOBAH, TOKYMEHTAIbHO OGOpMIEH U
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COTJIACOBAH C MOTPEOUTENIEM JI0 €TO YTBEPIKICHHUS.
7.3 BzaumoaelcTBue ¢ MOTpedUTEIIMHA

7.3.1 B3aumopeiicTBre ¢ 1eueOHBIM yUpEeKIeHUEM (KIIMHUYECKOE B3aMOICHCTBHE)

st oGecniedeHurs KauecTBa MepeiuBaHus KPOBH OpraHU3alisl JOHKHA TECHO B3aUMOJICHCTBOBATD
C JIe4eOHBIM YUpPEXKJIEHHEM I10 BOIPOCAM pPAIMOHAIBHOIO HCIOJb30BAHUS KPOBH, IOpPAIKA 3aKasa,
MMOCTaBKH M aHan3a 3PGHEeKTUBHOCTH TpaHC]y3Hid.

B3anMonencTere MOXKeT OCyLIECTBIATHCS TOCPEICTBOM:

- IPSIMOTO KOHTAKTa C BpauaMu, Ha3HAYAIOIIMMU U OCYIIECTBISIOIIMMH TPaHCPY3HH;

- Iepejauy CBEJICHUI 0 KOMIIOHEHTAX KPOBH (B TOM YHCJI€ KOMIBIOTEPHBIMH CPEICTBAMH);

- KOHCYJIbTUPOBAaHUA U 00yUEHHUs IEPCOHAA JIeUCOHBIX YUPEKICHUM;

- aHAJIM3a KOHTPAKTa, BKIIIOYAask MOMPABKHU U MOPSIOK 3aKa3a KPOBH;

- COBMECTHOTO y4acTusi B pab0OTe KOMHCCHUU MO PACCMOTPEHMIO CIydaeB MOCTTPAHC(Y3MOHHBIX
OCJIO)KHCHU;

- IPOBEJICHHUSI COBMECTHBIX KOH(EPEeHIIUH.

7.3.2 B3aumozeiicTBre ¢ JOHOpaMu

B3aumopeiicTBue ¢ JOHOpaMHU MOXKET OCYIIECTBISTHCS IOCPEACTBOM:

- UCCIIeZIOBAaHMS HEOJIArONPUSATHBIX PEAKIIUN M OCIIOKHEHHI y JOHOPOB;

- aHanu3a HMHPOpPMAIMK O JOHOpax IMoclie AoHauu (MH(OpMAalMs O COOTBETCTBHU JOHOpA
YCTaHOBJIEHHBIM KPUTEPUSAM);

- TIPUTTIAIICHUS TOHOPOB JUIS MOBTOPHBIX IUIAHOBBIX JOHAIMU WM MOBTOPHOTO OOCIEIOBAaHMUSA,
o0ecrevyrBaroIIero npouecc KapaHTUHU3AILNY;

- pacCMOTpPEHHUS Kanoo.

7.3.2.1 Pabora c xanobamu

KanoOpl, pexnamanuu W JApyrue BUIBl BHEIIHUX COOOMIEHMH O HECOOTBETCTBYIOLIEH
MPOAYKIUN/HECOOTBETCTBUAX JOJDKHBI PETUCTPUPOBATHCS M paccMaTpuBaThes Cpazy Iocie UX
MOJYYCHHsI, HE3aBUCHUMO OT HCTOYHMKA M HocuTens wuHpopmanuu. COop wHPOpMAIUK MOXKET
OCYILECTBJIATECS HAa pasHbBIX YPOBHSAX, HO OTOT THpoOlecC JODKEH KOOPJUHUPOBATH COTPYAHUK,
OTBETCTBEHHBIH 32 KAY€CTBO B OPTAaHU3AIINHU CITY)KOBI KPOBH.

Jns s¢dextuBHOrO obpaiieHuss C jkajgodaMmu, pekiaMalusMd U JPYTUMH COOOLICHHUSMHU O
HECOOTBETCTBHSIX OPTaHU3AINH CIIEYeT CTaHAAPTH30BaTh M MMCBbMEHHO O(OPMHTH ATy TPOLIEAYPY B BUJIC
COII nnu apyroro JOKyMeHTa.

Cucrema J0KHA OBITH HAIpaBlieHA HA UCCIIEOBAHME U YCTPAaHEHHE MPUYHH, MIOATOMY KajoOBl,
pexiiaManu 1 Jito0ble COOOLICHHS O HECOOTBETCTBHUSAX JIOJKHBI PAacCMaTpUBAaThCA Kak "BO3MOXKHOCTb
yIy4dueHun'" .

3aKII0YeHNe 0 PACCMOTPEHUIO HKaj00bl, peKIaMallui UM COOOIEHHS O HECOOTBETCTBUH CIIETyeT
HANpaBUTh JIUIy WIA OpPTaHU3aIlliH, OT KOTOPBIX MOCTymIiIa WH(pOpMaus (IOHOpY, MAIMEeHTy, Bpady,
JeyeOHOMY YUPEXJICHHUIO, OPTraHy YIpaBJIeHHs, MPEACTAaBUTENIO OOIECTBEHHOCTH U T.I1.), KAKUMU OBl HU
ObUIH pe3yJIbTaThl UCCIIEIOBAHUS.

HecootBercTBHE HEOOXOAUMO UIACHTU(DUIIMPOBATD, MPOIYKIMIO WIH YCIYTY B3STh MOJ KOHTPOJIb
1 pa3paboTaTh COOTBETCTBYIOINIEE KOPPEKTUPYIOIIEE BO3ICUCTBHE B COOTBETCTBUU ¢ 7.16.10 HacTosmero
CTaHJapTa.

7.4 3akynku

7.4.1 O0mue MmoM0XKEHUS
KadecTBO MpOAYyKTOB, MOIyYaeMbIX U3 KPOBH, CYIIECTBCHHO 3aBHCHUT OT Ka4eCTBa MCITOJIb3YEMBIX
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PacXOHBIX, YIIAKOBOUHBIX M BCIIOMOTATEJIbHBIX MaTepPHajIOB, 000PYIOBAHUS U MOTPEOIIEMBIX yCIIyT. Jlis
TOrO YTOOBI IpPHUMEHSEMbIE MaTepHalibl, 00OpyJOBaHHWE MU YCIYTH COOTBETCTBOBAJIM YCTAHOBJICHHBIM
TpeOOBaHUSAM, OPTraHU3ALUH CIIEAYyeT 00ECIIeUYUTh YIPABIIEMYIO CUCTEMY 3aKyTIOK.

Opranuzanys A0JKHA ONPeNeIuTh U 00eCIeYuTh PECypChl, HEOOXOAUMBIE IS 3aKYIIKH MO3UIHH,
BJIMSIOIIMX HAa KAUYECTBO U 0€301MaCHOCTh KPOBU H €€ MPOTYKTOB.

Pexomenpayercsi paspaborats npouenypy (B Buge COIl unm apyroro JOKyMeHTa OpraHU3alluu),
YCTaHABJIMBAIOUIYI0  TIOPSIIOK  B3aMMOJACUCTBUSI W pACIpENelCHUst  OTBETCTBEHHOCTH  MEXIY
MOJIpa3iesIeHUsIMHU, OCYILIECTBIISIONIMME 3aKyIIKH, BKJIIOYasi 3TaIlbl:

- IUTAHUPOBAHMS,

- pa3paboTKu TEXHUYECKOTO 33/1aHUs Ha MPOBEACHHE KOHKYPCOB U ayKI[MOHOB;

- IPUEMKHU NPOTYKIMH MTOCTABIIMKA HA CKJIA,

- BXOJIHOTO KOHTPOJIS;

- aHaJIM3a Mpoliecca 3aKyTOoK.

7.4.2 IInaHupoBaHUE 3aKyIOK

[InanupoBaHWe 3aKylmoOK KIIIOYEBBIX MAaTepHalioB, OOOpYyIOBaHHMA U YCIyT HEOO0XOIUMO
OCYUIECTBIISATH C YYETOM CTPAaTEruy OpraHu3aluu B 001acTU KayecTna.

KinroueBbIMM B OpraHM3aldé SIBISIOTCS T€ MO3MIMH, KOTOPHIE HETMOCPEJCTBEHHO BIHSAIOT Ha
KauyecTBO 3ar0TOBKH, 00cie0BaHus, IepepaboTKU, XpaHEHUSI U UCIIOJIb30BaHUs KOMIIOHEHTOB KPOBH:

a) KOHTEHHEPHI JUIs 3aTOTOBKH KPOBH U €€ KOMIIOHEHTOB;

0) oOopyaoBaHHWE M pacXOAHbIE MaTepuaibl JJIs ammapaTHbIX METOJOB 3arOTOBKH, a TakKke
IPOIIECCOB MEepepadOTKU, HCCIEAOBAaHUS, XPAHEHUS, TPAaHCIOPTUPOBAHUS, KOHTPOJIS KadecTBa U
NepenuBaHusl KPOBH, BKIIIOUAS:

- IMMYHOTEMAaTOJIOTUYECKHE PEareHThL;

- peareHThl sl CKpUHUHTA 00513aTENIbHBIX TeMOTPACMHUCCUBHBIX UH(DEKITHIA;

- Ie3uH(DUIIPYIOIINE CPEICTRA;

B) YCJIYTH TIO:

- IOBEpKE, KATMOPOBKE U CEPBUCHOMY OOCTYKHBAHUIO 000PYIOBAHUS;

- CAaHUTAPHO-3ITUIEMUOJIOTHIECKOMY KOHTPOJIIIO;

- BBIBO3Y M YTHJIM3AIMU OTXOIOB;

- 00y4eHHIo;

- IPOYHE YCIyTH.

7.4.3 Pa3zpaboTKa TEXHUYECKOTO 33JaHHS Ha IPOBEJEHNE KOHKYPCOB U ayKI[MOHOB

Pa3paboTky TEXHHMUECKOTO 33aJaHHs Ha MPOBECHIE KOHKYPCOB U ayKIIMOHOB CIIEAYET MIPOBOJIUTH C
YYETOM BIIMSHUS 3aKyIaeMoro 00OpYOBaHUs, MATEPHAIIOB U YCIyT Ha KadyeCTBO JIOHOPCKOH KPOBH U €€
KOMITOHEHTOB, a TaK)Ke Ha 3/I0pPOBbE JJOHOpPA U COXpAaHEHHE JOHOPCKUX KapPOB.

7.4.3.1 Boibop KoHTEHHEPOB

s obecrieyeHusi KayecTBa M CHWKEHMS PUCKA KOHTAMMHAIMM TP 3arOTOBKE KPOBU M ee
KOMIIOHEHTOB HEOOXOJMMO HCIOJIb30BaTh IPEHMYIIECTBEHHO 3aKpPBITHIE CHCTEMBI TTOJMMEPHBIX
KOHTEHHEPOB B COOTBETCTBUHU C HA3HAYEHUEM I10JTy4aEeMbIX KOMIIOHEHTOB.

7.4.3.2 IMMyHOTeMaTOJI0TUYECKHUE PEAareHThl U PEaKTHBbI

Bbi0op HMMMYHOTreMaTONOTMYECKHX pPEAareHTOB M pPEaKTUBOB IS CKPHHUHIA O00s3aTeIbHBIX
reMOTPaHCMHUCCUBHBIX MH(EKIIUNA SIBISETCS BaXKHEHIIEH 00JacThio obecriedeHnsi 6€30macHOCTH KPOBH U
ee KOMIIOHEHTOB, IIO3TOMY IpH pa3padOTKe TEXHUYECKOTO 3a/JaHUsl HEOOXOIUMO OPHUEHTHPOBATHCS Ha
CJIeTyIOIINE OCHOBHBIE XapaKTEPUCTUKU PEareHTOB:

- CHeU(pUIHOCTD;

- YyBCTBUTEJbHOCTb;

- TUTD;

- IPOYME B 3aBUCUMOCTH OT BHJIa peareHTa.

Crnenyer Takke TMPUHMMATh BO BHHMMAaHHE M JIpyrHe XapaKTEPUCTHKH, OMNpEAEISIoNne
MPAKTUYECKOE HUCII0JIb30BAHUE PEAareHTOB, TAKHE KaK CPOK F'OJHOCTH, YCIOBUS XpaHEHHs], YUCIIO TECTOB B
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Ka)KJ0M HAaOOpe; )KU3HECTIOCOOHOCTh peareHTa u T.1I.

7.4.3.3 Be16op yciyr

[Tpu pa3paboTke TEXHUYECKOTO 3aJaHMsl Ha MPEIOCTaBIIEHHE yCIyT (IO MOBEpPKe, KAIMOPOBKE,
TEXHUYECKOMY WJIM CEPBUCHOMY OOCITY)KHBAHHIO OOOPYIOBAaHUS, CAHUTAPHO-IHIACMHOIOTHYECKOMY
KOHTPOJII0; YHMUYTOXXCHHIO OTXOJOB; JOCTaBKE KpPOBH, €CIM OHa OCYIIECTBISECTCS CTOPOHHEH
opraHuzameii, OOydYeHHWI0O W T.II.) HEOOXOJMMO PYKOBOJCTBOBATHCS TPEOOBAHHAMH HOPMATHBHBIX
JOKYMEHTOB M JICHCTBYIOIIETO 3aKOHOJATENIbCTBA B COOTBETCTBYIOIICH obOmactu. OpraHu3amnuu,
MIPEAOCTABIISAIONINE YCIYTH, TODKHBI OBITh JIMIICH3UPOBAHBI (€CIIM MX YCIYTH SBISIIOTCS JTUIICH3UPYEMBIM
BUJIOM JICSTEIBHOCTH) WM aKKPEIUTOBAHBI B YCTAHOBJIEHHOM 3aKOHOIaTEIHCTBOM MOPSIJIKE.

7.4.3.4 Bp16op ne3uH(PUITMPYIOMNUX CPEICTB

[Tpumenenne ne3nHGUIMPYIOMUX CPEACTB sl 00pabOTKH PyK MEpCcOHAIa, KOXKH JIOKTEBOTO Cruda
JIOHOPOB, OOOPYIOBaHUS W WHCTPYMEHTOB, O0€33apakMBaHUS OTXOIOB, YOOPKH TOMEIICHHA H T.II
SBIIICTCS ~ TICPBOCTENICHHOW  NPOQMIAKTUYECKOH MEpOi, HaMpaBICHHONH Ha  MpeaylpexacHHe
KOHTaMHMHAIIMM KPOBHM W €€ KOMIIOHCHTOB, a TaKXe 3allUTy JOHOpa W mepcoHana. Ilpu paspaborke
TEXHHYECKOTO 33/IaHUs Ha 3aKyNKYy JAe3WH(UIUPYIONUX CPEJICTB 0CO00€ BHUMAHKE CIIEyeT 0OpaTUTh Ha
UX crerupUIECKHE XapaKTePUCTUKH.

[Tpu ompeneneHUM NMOTPEOHOCTH B OCHOBHBIX MaTepUaax W JUIsi OOECIEUCHHUs HX PE3ESPBHOTO
3amaca ¢ y4eToM M3MEHYMBOCTH cIipoca (Harpumep, Mo MepruojaaM rojia) Heo0X0IMMO MPOBOAUTH aHAIIN3
3aIlacoB Ha CKjajax.

7.4.4 TlpueMka nNpoAyKIHUH MOCTaBIIMKa Ha CKiiaa. BXoaHOM KOHTPOJIb

[Tponykmus nocraBumka (00opyaoBaHue, MaTepuaibl) AODKHA OBITH MPUHSATA HA CKJIAJ IMOCIHE
MIPOBEPKHU COMPOBOAUTEIHHON JOKYMEHTAIUH.

[Tponykmus, moctynuBiias 6e3 HeoOXOIUMOM COMPOBOIUTEIHLHON JOKYMEHTAIINH, JOJDKHA OBITh
HEMEJIJICHHO HM30JIMpoBaHa. Ecim mMaTepuaibl momaid B MPOU3BOJICTBO, OHU JOKHBI OBITh M3BATHI IO
CIIEIMAIbHOM MTPOLEAYPE, MPETYCMOTPEHHOM /.16 HacTosero cranaapTa.

Jlo mosyueHus: pe3yabTaToB BXOJHOTO KOHTPOJISI MaTE€pUalibl JOJKHBI pa3MeaThCsa OTIEIbHO OT
MIPOBEPEHHON MPOAYKINH (KapaHTHH).

BxomHOi KOHTpPOJH SIBISETCS HEOTHEMJIEMOW YacThIO MPOIECCAa W3TOTOBICHUS KOMIIOHEHTOB
KpOBU, OH MPOBOJUTCS AJI MPETOTBPAIICHHS UCIIOIb30BAHUS B MPOU3BOJICTBE MATEPUAJIOB WUJIU yCIIyT, HE
OTBEYAIONIUX YCTAHOBJIEHHBIM TPEOOBAHUSAM, U COKPAIICHUSI HEMTPOU3BOAUTEIIHHBIX PACXO/I0B.

B 1OKYMEHTHPOBaHHYIO TPOIEAYPY BXOJHOTO KOHTPOJIS HEOOXOAMMO BKIIOYHTH IE€PEUYCHb
OCHOBHBIX MaTE€PHAJIOB WJIH YCIIYT, MOJICKANTUX BXOJHOMY KOHTPOJIIO, i U3JI0KUTh TTOPSIIOK:

- UASHTU(PUKAIIUY, MAPKUPOBKHU U pa3MEIEHUS MATEPUAIOB HA KAPAHTHH;

- IPOBEAECHUS UCIBITAHUM;

- IPUHATHSL PELIEHUS O JIOIyCKE B MPOU3BOJICTBO;

- BBIJIAYH IOJIH30BATEIISIM;

- perucTpaluy JaHHBIX, OTHOCAIINXCS K KaUeCTBY 3aKyHaeMbIX MaTepPHAIOB W/WIIN yCIYT.

[lepeyenr MarepuanoB, Moka3aTeleHd, MOIEKANIMX BXOJHOMY KOHTPOJIO, a TaKke OO0OBEeMbI
KOHTpPOJII yCTaHABIMBAIOTCS C YYETOM MX BIHUSHMS HAa KayecTBO roToBoro mpoaykra. Ilokazarenu u
KPUTEPUHU KAa4eCTBA YCTAHABIMBAIOTCA HA OCHOBE TPeOOBaHMII HOPMATHBHBIX JTOKYMEHTOB (he/lepasibHOTO
opraHa rocyapCTBEHHOW BIACTH, OTBETCTBEHHOT'O 32 MOJUTUKY B 00JIACTH 37JpaBOOXPaHCHHSI.

Marepuainsl, IpOIIeANINe BXOTHONH KOHTPOJIb, TOJDKHBI OBITH IPOMAapKUPOBAHBI U TIEPEBEICHBI U3
KapaHTUHA B aKTUBHBIA 3amac. Eciiv mpu BXOJHOM KOHTpPOJI€ BBISBICHO HECOOTBETCTBHE Marepuasa
YCTAHOBJICHHBIM  TpeOOBaHMSIM, HE0OXoAMMO OQOPMHUTH PEKIAMAIlMOHHBIA  aKT, MaTepHaIbI
UACHTU()UIIMPOBATH U XPAHUTH B CIICIIMATIHLHO OTBEACHHOM MecTe. He mormyckaercss COBMECTHOE XpaHEHHE
MaTepHaioB, HMMEIOIIMX Pa3HBI CTaTyC BXOJHOIO KOHTPOJIA. YTPAaBJICHUE HECOOTBETCTBYIOIIMMU
MaTepuaIaMH OCYIIECTBISIETCS COTIACHO TpeOoBaHusIM 7.16 HACTOSIIETo CTaHAapTa.

7.4.5 AHanu3 mpoliecca 3aKyIoK

AHanu3 nponecca 3aKymnok clielyeT MPOBOAUTh PETYIISIPHO HA OCHOBE CIEAYIONINX JAHHBIX:

- pPe3yJNbTaTOB BXOJHOTO KOHTPOJIS, CBUACTEIbCTBYIOMHMX O (PAaKTHUYECKOM KAaueCTBE 3aKyMmacMOM
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POy KIIHH;
- pe3yJIbTaTOB aHAJM3a 3allacoB MaTEPHAJIOB Ha CKIIAJIE;
- pE3yJIbTaTOB aHANN3a UCTIOTHEHUS OI0IKETa,
- pe3yJIbTaTOB aHalu3a AeOUTOPCKON M KPETUTOPCKOM 330 KEHHOCTEH.

7.5 YnpagsJjieHne npoueccamMu NMpou3BoACTBA

Jlis obGecnieueHus ynpapiieHHs! IPOLECCAMU IIPOU3BOJCTBA U YCIYT HEO0X0AUMO:

- HaJIM4YMe HOPMATHBHBIX JOKYMEHTOB, yCTaHABJIMBAIOUINX TPEOOBAHMS K JIOHOPCKOIH KPOBHU H €€
KOMIIOHEHTaM;

- Hanuuue padounx uHcTpykuui (COII win apyrux HOPMaTUBHBIX JOKYMEHTOB) Ha BBIIIOJIHEHUE
IIPOM3BOJICTBEHHBIX MPOLEYD;

- CO3JJTaHNE COOTBETCTBYIOIINX MTPOU3BOJCTBEHHBIX YCIOBHUI MIPH BBITIOIHEHUH padoT (cM. 6.5);

- HeoOxouMoe obopyaoBanue (cm. 6.4);

- KOHTPOJIbHBIC U U3MEPHUTEIbHBIC TPHOOPHI (CM. 7.14);

- OCYILIECTBJIIEHUE MOHUTOPUHIAa U U3MEPEHUH AJIs POLIECCOB MIPOU3BOACTBA (CM. 7.12);

- OCYIIECTBJICHNE HEOOXOAMMBIX BUI0B KOHTPOJIS U IPOBEPKHU MpH BhITycke (cM. 7.11);

- 3¢ (eKTUBHOE B3aUMOJIEHCTBUE C JI€UEOHBIMU YUPEKACHUSIMH.

B opranuzanum JgopKHa JIEHCTBOBATH IPOLEAypa BBISBICHMS KPUTHUECKMX JSTaloB IIpH
IPOM3BOJICTBE KOMIIOHEHTOB KpOBM, HAuMHas OT MPUBJIECYEHUS M OTOOpa JIOHOPOB, B3ATUA U
o0ciieJoBaHUSI KPOBH, IMPOW3BOJACTBA, XPAHEHUs, BbIIA4YM, JOCTAaBKM KOMIIOHEHTOB KPOBH U JO HX
UCIIOJIb30BaHUs. JTa Mpoleaypa JOKHA BKIIOUATh B Ce0sL:

- OIpeleleHHe KPUTUYECKUX TOYEK, MpOLEIyp, ATAloB IPOLECCOB, KOTOPbIE HEOOXOIUMO
KOHTPOJIMPOBATH AJIsl 00ecredeHns: 6e30aCHOCTH KPOBU M €€ KOMIIOHEHTOB;

- CBEJICHUS O JJOHOPAX, PELUIIMEHTAX, [IEPCOHAJIE;

- YCTaHOBJIEHHE KPUTUUYECKUX IPEEIIOB;

- CO3/IaHHE CHUCTEMBI IIPOBEPKU KPUTUUECKUX KOHTPOJIBHBIX TOUEK C IOMOIUIBIO 3aINIAHUPOBAHHBIX
WCIIBITAHUN ¥ U3MEPEHNI;

- BBINOJHEHHE MOCIEAYIOUIMX KOPPEKTUPYIOLUIMX JAEWCTBUM, KOI/a B IPOLIECCE MOHUTOPUHIA
YCTaHOBJIEHO, YTO KOHTPOJIb KOHKPETHON KPUTHUUYECKON TOUKU HEBO3MOKEH.

ITpu onpeneneHnn KpUTHIECKUX IIPOLECCOB B OPraHU3aLlMU CIIEYET YUUTHIBATD:

- CTeMNeHb BIMSHUS MPollecca Ha KaueCTBO MPOAYKTOB U YCIYT;

- PUCK HEYJIOBJIETBOPEHHOCTH IOHOPOB U PELIUITUEHTOB;

- 3aKOHOJaTeNbHBIE U PETYINPYIOLINE TPeOOBAHNUS;

- KOMIIETEHTHOCTb IIEPCOHAIIA;

- CJIO’KHOCTD ITPOLIECCOB.

7.5.1 IlpuBneyenne JOHOPOB

B opranmzanuu nomxkHa ObITh pa3paOoTaHa cTpaTerusi MPHUBJIEYEHUS OE€30MacHBIX JIOHOPOB,
COOTBETCTBYIOIAS LIEISIM OpraHU3alKy B 00JIaCTH KayecTBa, KOTOPast I0JIKHA ONPEIEIHTh!

- OCHOBHBIE TIPUHIIUIIBI JOHOPCTBA (H0OPOBOJILHOE, O€3BO3ME3THOE);

- LI€JIEBBIE I'PYIIIBI HACEJICHUS AJIs IPUBJICUEHUS IOHOPOB;

- METOJIbl CTUMYJIMPOBAHMS U IPOCBELICHNS OTEHIMATIBHBIX JJOHOPOB;

- IOJINTUKY COXPAHEHHUS JOHOPCKUX KaJIpOB.

JUis ocymecTBieHus paboOThl MO NPHUBICYEHUIO JTOHOPOB HEOOXOAMMO BBIIEIUTH (DUHAHCOBBIE
CpelcTBa U O0yUYEHHBIN IEPCOHAIL.

7.5.2 MenuuuHCcKOe 00CiIeI0BaHKE IOHOPOB

7.5.2.1 Kputepuu gomycka J0HOpa K JOHALIUU

JUis  gomycka JOHOPOB K  JIOHALMM  JIOJDKHBI TIPUMEHSTHCS KPUTEPHM, YTBEP)KICHHBIE
JENCTBYIOIIMMH HOPMATUBHBIMU JOKYMEHTAMHU C YUYETOM MECTHBIX YCIOBHM (Hapumep, SMUAEMUYECKON
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00CTaHOBKH) U CYLIECTBYIOIIEH MPAKTUKH.

7.5.2.2 KonduneHnnaabHOCTh

ColecenoBaHre M OCBUICTEIBCTBOBAHME JIOHOPA IEpe] TOHALUEH MODKHO OCYIIECTBISATHCS B
KOH(UICHIIMATBHBIX YCIOBHSIX.

7.5.2.3 Ilepconan

Jns oOecniedyeHus HaIEKHOTO OTBOAA JOHOPOB IO YCTAHOBJICHHBIM IPOTHUBOIOKA3aHUSAM H
COXpaHEHHs IMOCTOSHHBIX JIOHOPCKUX KaapOB IEpPCOHAN, BBIMOJHAIOUIMA 3Ty padoTy, NOKEH HMETh
COOTBETCTBYIOIIYIO MOAroToBKY. Heobxomumo kpome mnpodeccHOHaIbHBIX 3HAHHWM pa3BUBATh yMEHHE
IIEPCOHANIA BBISABIATH INPU3HAKM HAPKOMAHUM WIM IOBEACHUS, IPUBOISAIIETO K PHUCKY 3apa)KeHHs
MH(pEKIMOHHBIMU 3a00JIEBaHUSMU, IIEPEJaBAEMbIMU C KPOBbBIO, a TAK)KE HABBIKM OOILIEHHUS C JIOHOPOM.

7.5.2.4 3anucu

JlanHbple MEAMIIMHCKOTO O0OCIeOBaHUS JOHOPOB JOJDKHBI  OBITh  3aperUCTPUPOBAHBI B
COOTBETCTBYIOIIUX (hopMax, MOJMMCAHBI UCIIOJHUTEIEM U BHECEHBI B 0a3y JOHOPCKHX JAaHHBIX (cM. 6.10).
[Ipy wucroNb30BaHUM KOMIIBIOTEPHOM 3amucu  MHGOpMAlUU  CIEAyeT MpPeayCMOTPETh CpPENCTBO
UACHTU(DUKAIIMY UCIIOJIHUTESI U CO3JaHMsI apXUBHBIX Komui 3amuceit (cm. 6.10.1).

Perucrpanum noaexar:

- UACHTU(UKAIIMOHHBIE TaHHbBIE ((haMuIns, HHUIUAIIBL, aJIpec, 1aTa POXKACHUS H T.11.);

- nH(opmanusg 06 0TBOJAX M0 MEIUIUHCKUM MOKa3aHUSM;

- MeauuuHCKas uHpopMamus (pe3ynbTaThl MEIUIIMHCKOTO OOCIEIOBAaHMS W aHAJIHM30B U JIPyTHe
OTHOCSIIIMECS K aHaMHE3Y JaHHBIC);

- UCTOPHA JOHAIMHA (YUCII0, aThl, TF0ObIE PEaKIIMK U OCJIOKHEHHSI BO BPEMS JIOHALINN).

Bes  nmonopckass uHpopmainusa sBiseTcs KOHGUIACHIMATBbHOM M JIOJDKHA COJEP’KaThCs B
OXpaHseMbIX ycClIOBUAX. JIMIla, MMEIoIME AOCTYN K 3alUCsAM, COAEpXKAlllUM MEPCOHAIbHBIE JAHHbIE
JIOHOPA, JOJDKHBI UMETh HA ATO CAHKIUIO PYKOBOJUTENS YUPEKICHHS, YUCIO TaKUX JIUIl JOJKHO OBITh
OTpaHUYEHO.

7.5.3 3aroroBKa KpoBH

HeoOxonumo obecneunTs NpPOBEPKY MaTepHaioB M OOOpYAOBaHHUS JO Hayana JIOHAIUH.
KonTeitHeps! (TUNl KOHTEIHEpa, CPOK TOJTHOCTH, OTCYTCTBUE 3arpsi3HEHUS] M TOBPEXKICHUS) U PACTBOPHI,
UCTIOJIb3yeMble ISl cOOpa, KOHCEPBUPOBAHUS M XpPAaHEHUS KPOBU MJIM €€ KOMIIOHEHTOB, JIOJKHBI OBITh
IIPOBEPEHBI 0 JOHAIIMU HA MIPUTOJAHOCTH K paboTe.

7.5.3.1 Unentuduxanus

HeoOxonumo obecrnieunTs HACHTHU(PHUKAMIO JOHOPA, MPOIYKTOB JOHAIMH, OOpas3loB KPOBU H
[IEPCOHAJIA, OCYLIECTBIISAIOLIETO B3SITUE KPOBH.

Jlo BeHemyHKIIMU cleayeT IPOBEPUTH: KapTy JTOHOPA, OJOK TEXHOJIOTUYECKUX ITUKETOK C €IUHBIM
HOMEPOM JIOHALIMHU U IIPOBECTU UACHTU(PHUKAIMIO JTOHOPA.

MeTtoap! naeHTUPUKAIUHN TOHOPA JTOJIKHBI OBbITh HUHTEPAKTHBHBIMHU.

Ha xonTeiiHepax [UIsi KpOBM M KOHTEHHepax-CIlyTHMKaX, Ha MPOOUpPKax s oOpas3loB KPOBU H
KapTOUYKe JIOHOpA JOJKHBI ObITh HaKJIEEHbl MJIEHTUYHO MPOHYMEPOBAHHBIE TEXHOJOTUYECKUE ITHKETKH.
[Tpumennmb! TpeOoBaHus 7.9 HACTOAIIETO CTaHIAPTA.

7.5.3.2 3amuTa OT 6aKTepUaIbHOIO 3arpsiI3HEHUS

Opranuzanus 3amUThl OT OAKTEPUANBHOTO 3arps3HEHUs, BKIIOYAs yNAJICHHE OTXOJIOB IOCTe
B3SITHsI KPOBH, JTOJI’KHA COOTBETCTBOBATh TPeOOBAaHUAM 6.5 HACTOAIIETO CTaHIApTa, a TAKKE CIEAYIOLUIUM
TpeOOBaHUSM:

- KpOBb JIOJ’KHA 3ar0TaBIIMBATHCS B CTEPUIIbHBIE 3aKPBIThIE CUCTEMBI;

- 1e3UHUIMPYIONINI areHT U MECTO BEHEIyHKIIUH JTOJKHBI ObITh BHIOpaHBI M TIOATOTOBIICHBI TaK,
YTOOBI YMEHBIIUTH PUCK OAKTEPHAIbHON U BUPYCHON KOHTAMHUHALIUU;

- YAAJIEHUE OTXOO0B II0CJIE B3SITUSI KPOBU - B COOTBETCTBUU C 0.8 HACTOSIILIErO CTaHAApTA.

7.5.3.3 Texnonorus

Mertona B3sITHSI KPOBHU JOJKEH 00€CIIeunBaTh:

- IOCTOSIHHOE TIepeMEeLIMBaHue 3a0MpaeMoil KpOBH U aHTUKOATyJIsTHTa/ KOHCEpBaHTa B KOHTEITHepe
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Ui c6opa KpoBH;

- HEIPEPHIBHOCTh KPOBOTOKA;

- YCTAaHOBJIEHHYIO NPOJIOJIKUTEIBHOCTD JOHALINH.

OO0beM KpoBU B KOHTEHHEpE JOJDKEH COOTBETCTBOBaTb HOPME, YCTAHOBJIIEHHOW HOPMAaTHBHOM
JIOKYMEHTALUEN Ha UCIIOIb3YEMbII KOHTEUHEP KOHKPETHOT'O THUIIA.

KpoBb, 3aroroBiieHHas C HapylIEHHEM YCTaHOBJIEHHBIX TpeOoBaHUil (0ojiee OJHOrO IMPOKOIIA
BEHBI; HEMOJHAs /1032 KPOBU U T.II.), HE JOJDKHA HCIOJB30BaThCs A TpaHchys3uu. [lopsaok paboTsl ¢
KPOBBIO U €€ KOMIIOHEHTaMHM, IIOJY4YEHHbIMH IIpM HApYLIEHUHM YCTAHOBJIEHHBIX TpeOOBaHMIA,
OCYILECTBIISACTCA B COOTBETCTBHUHU € /.16 HACTOSIIEr0 CTaHAAPTA.

7.5.3.4 O06pa3isl 111 1a00paTOPHOTO 0OCIEAOBAHUS

OO0pasipl KpoBH JOHOpa, NpEJHA3HAYCHHBIC IS HWCCIEAOBAHUS, IODKHBI OTOMpATBhCS IpH
COOJIIOJIEHUH YCJIOBUI acEeNTUKU HENOCPEACTBEHHO M3 MAarucTpaid WM CHELMAIbHOTO KOHTEHHepa Ui
po0, BXOJAIIETO B COCTAB CUCTEMBI.

CerMeHTBl 00LIEH HOHOPCKON MarucTpaiau AOJKHBI OTAEIATHCA OT KOHTeWHepa 0e3 HapylleHUs
CTEPWIBHOCTH KOHTEHHEpa.

Tun u 06beM 00pasia JOIKHBI COOTBETCTBOBATh BULY 00CIIEI0BAHHUS.

VYcnoBust XpaHeHuss 0Opa3loOB 10 MPOBEACHUS JTa0OPaTOPHBIX TECTOB JOJDKHBI OTBEYATh
TpeOOBaHUAM, YCTAHOBIICHHBIM B IMCbMEHHBIX HHCTPYKLUAX U3rOTOBUTEIEH HAOOPOB pearcHToB.

7.5.3.5 Meton adepesa

[Tpu B3siTMH KpOBHU METOJOM adepes3a OJKHBI ObITh BBIIOJIHEHBI JIONOJIHUTEIbHbIE TPEOOBAHUS,
obecrieynBaroIIue:

- 6e30MacHOCTh peMH(Y3UN ayTOJOTMYHBIX 3a0MPaeMbIX KOMIIOHEHTOB;

- YCIIOBUS, UCKJIFOYAIOIINE BO3AYLIHYIO SMOOJIHIO;

- o0111ee KOJIMYEeCTBO IJ1a3Mbl HE JJOJDKHO MPEBBIIIATh YCTAHOBJIEHHOTO 00beMa.

7.5.3.6 Meton nuckperHoro miazMadepesa

ITpu B34THHN KPOBU METOJIOM JUCKPETHOTO M1azmMadepe3a He0OX0IUMO 00ECTIeUTh:

- UCNOJNB30BaHUE JIBYX HE3aBUCHUMBIX CpPEACTB HJACHTH(PHUKAIMK JIOHOpPA M  €AMHUIIBI
BO3BpAIIA€MbIX EMY 3PUTPOIUTOB;

- co0JII0/IeHNEe YCTaHOBIEHHOT'O BPEMEHH BO3BpaTa JOHOPY €ro 3pUTPOLUTOB;

- COOTBETCTBHME OOIIEro KOJIMYECTBa KPOBH, 3a0MpPaeMoro y JOHOpa 3a OJMH pa3 (MCKIouas
aHTUKOAryJISHT), YCTAHOBJICHHOMY KPUTEPUIO.

7.5.3.7 Meton nutadepesa

JlomkHa ObITh oOecrieueHa JOKYMEHTHpOBaHHas MpoLEeaypa Ha 3arOTOBKY KOMIIOHEHTOB KpPOBH
MeTOoJIOM LuTadepesa, BKIIOYAIOIIas B ce0sl HOPMY J103UPOBAHUS BCEX MPUMEHSEMBIX BCIIOMOTATEIbHBIX
areHTOB (JIEKapCTBEHHBIX CPEJICTB).

7.5.3.8 ¥Xo01 3a 10HOPOM (COXpaHEHHUE JOHOPCKHUX KaJIpOB)

B nporiecce B34THS KPOBH clielyeT 00ECIEYUTh:

- METO/1 BEHEITyHKIIMH, HE BBI3bIBAIOUINI HEMPUATHBIX OIIYLIEHUH y T0HOPA;

- 6e3omacHoe 1 KoM(pOpTHOE pabouee MEeCTO Ui B3ATUS KPOBH;

- HaOJII0/IeHKE 3a JOHOPOM BO BpEMSI IOHAINH;

- TIepcoHaj, o0y4YeHHBII pacro3HaBaTh NMPU3HAKU HEOJAroNpHATHBIX PEaKIUil W OCIOXHEHUH U
OKa3bIBaTh HEOOXOIUMYIO IIOMOIIlb, & TAKXKE UMEIOILUI XOPOIINE HaBbIKK OOLIEHHUS C IOHOPaMU;

- HaJIM4KE CPEJCTB OKa3aHUs IIOMOIIM B CIIy4yae peakluil ¥ OCIOXKHEHUH y JOHOPOB;

- Hanmuue COII Ha oka3zaHue nepBOM MOMOIIU TOHOPY.

7.5.3.9 3aroToBKa KpOBHU B BBIE3AHBIX YCIOBUAX

JUis 3arOTOBKM KpPOBHM B BBIE3/IHBIX YCJIOBUSAX HEOOXOAMMO 00€CHEUUTh TOKYMEHTHPOBAHHYIO
IpOIelypy 3arOTOBKH KPOBU B BBIC3IHBIX YCIOBHUSX, BKIIOUAIOUIYIO B ce0sl KpOMe O0IIUX TpeOOBaHHMA K
3aroTOBKE KPOBH, CJIEIYIOLIHE:

- Tal TPAaHCIOPTUPOBAHUS MEpCcOHAA, 000PYIOBaHUS U 3aTOTOBJICHHON KPOBH;

- YCII0BHS KOH(PHIEHIIMATBHOCTH TPOBEAECHUS COOECE0BAHUS C JOHOPOM;

15.04.20222 Cucrema TAPAHT 24/38



- MEpbI OKa3aHUsI TOMOIIH B YCIOBUAX YIaJ€HHOCTH OT CTallMOHapa.
7.6 IlepepaboTka KPOBH U MOJIy4eHHe KOMIIOHEHTOB

7.6.1 O61mue monoKeHust

TexHonoruu, MCHOJb3yeMble NpPU 3aroTOBKE, MepepaboTKe, XpPaHEHWHW M TPAHCIOPTUPOBAHHUU
JIOHOPCKOM KPOBH M €€ KOMIIOHEHTOB, JOJDKHBI OOECIeUMBATH MPEAYNPEKACHUE MX KOHTAMHHAIMH H
COXpaHEeHHE OMOJOTHYECKHX CBOMCTB KPOBU U €€ KOMIIOHEHTOB.

/laHHBIE MOHHTOpPHHIA IIPOLIECCOB MNEpPEepadOTKM M IMOJIy4EHHUS JOHOPCKOW KpOBHM U €€
KOMITOHEHTOB JIOJKHBI ObITh 3apEerUCTPUPOBAHBI.

Mertoapl, HCHONB3yeMbIE B  TMPOU3BOACTBE KOMIIOHEHTOB KpoBH (LleHTpu]yrupoBaHue,
3aMOpa)KMBaHUE, pPa3MOpakKUBaHHE, (QUIbTpalMsi, OTMBIBAHHE, NETJUIEPUHU3ALMNS, ITyJIHUpOBaHUE U
JpyTHe), AOJDKHBI 00ecTeYnBaTh T€PMETUYHOCTh CUCTEMBI MOJUMEPHBIX KOHTCHHEPOB M HE JIOIYCKaTh
HapyUIEHUS IEJIOCTHOCTH.

7.6.2 LlentpudyrupoBanue

CocTaB BbIIEISIEMOI0 KOMIIOHEHTA PETYIUPYIOT BBIOOPOM peKUMa LIEHTPUPYTUPOBAHUS, KOTOPBIN
BKJIIOYAET B c€0s1 TEMIIEPATypy, BPeMsi M CKOPOCTh LEHTPUPYTHPOBAHHUS.

Jnst ka0 HeHTpU(yrH TOJKHBI OBITH ONPEAETICHBI CBOM PEKUMBI.

MeTo/pI 110JIy4eHNsT KOHEYHBIX ITPOYKTOB MPEACTABIAIOT OO0 B3aUMOCBSI3aHHYIO CUCTEMY .

Jnst pa3geneHus mia3Mbl U KJIETOK MOTYT HCIIOJIb30BAThCA APYTHUE METOIbl OCaXJACHUS KIIETOK:
HEHTPU(PYTHPOBAHUE JABIXKYIICHCS KPOBH, MPOTOYHOE (IUIaBarollee) HEeHTPU(PYTrHpOBaHUE B TPaJUCHTE
IUIOTHOCTHU, MPOTUBOTOYHOE IEHTpU(YyTHpoBaHue (IPOMBIBaHUE), PUIIbTPALIHSL.

7.6.3 3aMopakuBaHUE TJIa3MBbI

Jns  MakcHMajbHOTO COXpaHEHHUs coJepKaHus (aKkTOpoB CBEpPThIBaHUSA OOIIEe Bpems
3aMopakuBaHus M1a3msl 70 MuHyc 30°C He 10JKHO MpeBbIaTh 1 4.

7.6.4 3amopakuBaHue (KpUMOKOHCEPBUPOBAHKE) KIIETOYHBIX KOMIIOHEHTOB

JUis 1ONIrOCpOYHOr0 KOHCEPBUPOBAHUS KIETOK KPOBH (3PUTPOLIUTOB, TPOMOOIIUTOB) HEOOXOAUMO
MCIIOJIb30BaTh METO/IbI 3aMOPAKUBAHNUS, Pa3peLICHHbIE AJI1 IPUMEHEHHUS B YCTAHOBJICHHOM TOPSAKE.

[ToaroToBKY KJI€TOYHBIX KOMIOHEHTOB K 3aMOPa)KHBAaHUIO MPOBOSAT B ACENITUYECKUX YCIOBHSIX.

KpuoxoHcepBupoBaHre TOIKHO OCYIIECTBISATHCS B COOTBETCTBUU C MHCTPYKIMEH M3TOTOBUTEIS
Ha 000pyI0BaHHUHU, pa3pEIIEHHOM K IPUMEHEHUIO B YCTAaHOBJICHHOM MOpPSIKE.

JlomyctumMoe BpeMsi XpaHEHHs SPUTPOIUTOB OT MOMEHTa TOJYYECHHS [0 3aMOPaKUBAHHS He
JIOJDKHO TMPEBBIIIATH 5 CYT.

TpoMOOLUTEL, OJTy4eHHBIE JIFOOBIM METOIOM, JOJKHBI OBITH 3aMOPOXKEHBI HE Mo3AHee 24 4 rocie
3arOTOBKH KPOBH OT JIOHOpa UM TpomboruTadepesa.

Jlnst opraHu3anuy AIUTENIbHOTO XpaHEHUsI KJIIETOK KPOBU HEOOXO0IMMO 00€CTIeUUTh:

- KpUOTE€HHOE 000PYI0BaHHE,

- MOPO3UJILHOE 000PYIOBAHNUE;

- IOMEIIeHUE IS pa3MelleHust 000py10BaHMS;

- IepcoHa, 00yUEHHBIN 00CTY)KUBAaHUIO KPUOTCHHOTO 000pYI0BaHUSI.

7.6.5 PazmopaxkuBaHue (OTTauBaHUE)

[Inazma poKHA pasMOpaXMBAThCSl TMPU  YCTAHOBJICHHOM TeMIlepaType C HCIOJIb30BaHUEM
CHEHATU3UPOBAHHOTO 000y IOBAHHUS.

[TponykT, moMy4YeHHBINH MOCIe pa3MOpaKMUBaHUs, HE TOJIKEH COJIEepPKaTh HEPACTBOPUMOTO OCajIKa.
PazMoporkeHHas M1a3Ma He MOAJISKUT MTOBTOPHOMY 3aMOpaKHBaHUIO.

7.6.6 PazmopakuBaHUE SPUTPOIIUTOB M TPOMOOIIUTOB

OPUTPOLUTHI u TPOMOOIUTHI HE00X0IUMO Pa3sMOpO3UTH C HCIIOJIb30BaHUEM
CHEIHAIM3UPOBAHHOTO 000PYJOBAaHUS, OTMBITH M J100aBUTh COOTBETCTBYIOLIUI pecyCleHIUupPYIOLInil
pacTBop.

15.04.20222 Cucrema TAPAHT 25/38



Jnsi OTMBIBaHHS SPUTPOLUTOB JOKHBI MPUMEHSTHCS PACTBOPBI, 3apETUCTPUPOBAHHBIE B
YCTaHOBJICHHOM TOPSIJIKE.

7.6.7 PeHTreHoBCKOE MM raMMa-o0Iy4eHue

Mertox o6irydeHust oJKeH odecreuuTs 103y oT 25 1o 50 I'p.

Bpemst skcmo3uiuu, yCTaHOBJICHHOE JUIsl  K&XJOro  JIy4eBOIO  HMCTOYHHKA,  JOJDKHO
KOHTPOJIMPOBATHLCS YePe3 UHTEPBAIbI, YCTAHOBIICHHBIE B MHCTPYKIIUH U3TOTOBUTEIIS.

OpUTpOLUTCOAEpKAIINE KOMIOHEHThl MOTYT IOJABEpPraTrbcsi OOJyuyeHUIO B TeueHue 14 nHel c
MOMEHTA MOJIyYEHHUS U XPAHUTHCA B TEUCHUE 28 THEH.

7.7 MapkupoBKa rotoBoii NpoayKIuu

MapKkupoBKy TOTOBOM IPOAYKLIHMH IPOBOAAT C IIOMOINBIO OJTUKETOK. OJTHUKETKA JOJDKHA
COXpaHSTbCSI B TEUEHUE BCErO0 CPOKAa TOJHOCTH M IPHU BCEX PEKUMAX XPAHEHHUS W HCIIOJIb30BAHMS
€IMHUIIBI TOTOBOM IMPOAYKLMHU, a MH(pOpMAlUs, NPUBEICHHAs Ha STUKETKE, JTOJDKHA OCTABaThCs JIETKO
YUTACMOM.

[IpennodTuTeNbHBIM  SIBJIIETCSl NPUBEJEHME HA OSTUKETKE MAIIMHOYUTaeMOW HH(opManuy,
NpeJHa3HAYCHHON Uil CPEICTB aBTOMATUYECKOM HICHTU(UKAIMK KOHTEHHEPOB C KOHCEPBUPOBAHHOU
KPOBBIO WJIA €€ KOMIIOHEHTaMH.

MapkupoBka roToBOil MPOAYKLHMH PacHpOCTPAHSAETCS Ha JOHOPCKYIO KpPOBb U €€ KOMIIOHEHTHI,
OpOILEAIINEe BCE CTaguM NepepabOTKU M HCCIEJOBaHUM, COOTBETCTBYIOIME BCEM TpPEOOBAHMSM,
IPEIbABISEMBIM K JOHOPCKOM KpPOBM M €€ KOMIIOHEHTaM. Hamuuue MapKUpOBKM TOTOBOW IMPOLYKLUHU
ABJIAETCS MOATBEPKACHUEM TOAHOCTH K IPUMEHEHUIO KOHKPETHON €UHMIIBI MPOLYKLIUU B MEAUIIMHCKON
npaktuke. [IpenBaputenbHoe (0 OKOHYaHMS BCEX CTaIuil NepepadOTKHM M HCCIENOBAaHWI) HaHECCHHE
MapKHpPOBKHM T'OTOBOM MPOAYKILUH, a TaK)Ke HAaHECEHHE Ha Hee NpeABapUTENIbHON (HE MOJITBEPXKAECHHOU
periIaMeHTHPOBAHHBIMHU JIA0OPATOPHBIMU TECTAaMH) HH(POPMALIUU HE JOMYCKAETCs.

MapKkupoBKy KOHTEHHEPOB C KOHCEPBUPOBAHHOM KPOBBIKO MWJIH €€ KOMIIOHEHTaMHU CIEIyeT
ocymecTBIATh B cooTBeTcTBUU ¢ ['OCT P 52938.

MapkupoBka roTOBOM MPOIYKIUU SIBISIETCS 00JAaCThIO0 MOTEHIUANIBHBIX CEPhE3HBIX OMMOOK. [lis
UCKITIOUEHHSI OIIMOOK HE0OX0IMMO 00ECTIEUUTh:

- OTCYTCTBHUE OTBJIEKAIOIUX (PaKTOPOB (IIIyM, HOTOKH JItO/IeM);

- IOPSI0K Ha paboueM MecTe;

- BO3MOXHOCTb OJTHOBPEMEHHOTO 3TUKETUPOBAHUS OJJHOUMEHHOU MPOTyKIUH;

- crenMagbHOe 00yUYeHue epcoHana;

- IPUMEHEHHE CUCTEMBI ITPOBEPOK.

7.8 Baanganus

7.8.1 OO0mne monoKeHus

Banm[aunﬁ HGHOCpCI{CTBeHHO COHGﬁCTByeT 6630HaCHOCTI/I IIOCTABJISIEMBIX KOMITIOHCHTOB
JIOHOPCKOW KpPOBH TEM, UYTO TMOATBEP)KAAET CIOCOOHOCTh TIPOIECCOB JOCTUTATh 3allJIAHUPOBAHHBIX
pe3yabTaToB.

Opraauzanuu CiaeayeT ONpeNeluTh BCE MPOIECCHI U MPOIEAYPHI, PE3YIbTaThl KOTOPHIX HE MOTYT
6LITB HpOBepeHLI HOCHGI[yIOH_II/IM MOHI/ITOpI/IHFOM n I/I3MepeHI/IHMI/I, nu BaJII/IIII/IpOBaTB ux 1o HpI/IMeHeHI/ISI. K
HAM OTHOCSITCSI TIPOIIECCHI, HEIOCTATKU KOTOPBIX CTAHOBSITCS OYEBHJHBIMH TOJBKO IIOCJIE Hadaja
HUCITIOJIB30BAaHUSI KOMIIOHCHTOB KpOBI/I HJIA T10CJIC HpGIIOCTaBJIeHI/I}I yCJIYI‘I/I. K TaKUM HpOI_[eCCHM OTHOCATCS
pasneneHue KpOBH Ha KOMIIOHEHTHI, 3aMOpPaKMBAaHHE KOMITOHEHTOB, XpPaHCHHE W TPAHCIOPTUPOBAHUE,
CTepI/IJII/I3aI_II/I$I MaTepI/IaHOB n T.II.

7.8.2 IlnaHnupoBaHue BaquIallu
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[TnarupoBaHue BaTUAAMK BKIIIOYAET B CeOs:

- OTIpe/ICJICHNE 1IeTTU BaJTUAAIlIH;

- ompeJieNieHne TpeOyeMbIX U 0KUIACMBIX XapaKTEPUCTHUK, a TAK)KE KPUTEPUEB MPUEMIIEMOCTH;

- OIIpe/IeNICHNE HEOOXO0UMMOTO YK CIa 00pa3IoB (MCIIBITAHUN, UCCIICIOBAHMH ),

- COOTBETCTBYIOIIEE 000PYI0BaHNE U KBATM(DUKAIIMIO IIEPCOHATIA;

- OIIpPE/ICIICHUE YCIIOBUI M METOJIOB BaJUIAIHH.

7.8.3 TloaroroBka K Bajaualuu

Jlns mpoBeieHUsT BAJIMIAIMK MTPOIIECCOB HEOOXOIMMO UCITOJIb30BATh:

a) 000pyI0BaHHE, COOTBETCTBYIOIIEE CICTYIOIIUM yCIOBUSIM:

- CPOK AKCIUTyaTallid KOTOPOTO HE JIOJDKEH MPEBBIIIATh PECYPC, YCTAHOBJICHHBIM U3TOTOBUTENIEM, &
B CJTy4ae MPEBBIIMICHUS pecypca J0KHA OBbITh IPOBEICHA KOMHUCCHSI COBMECTHO C H3TOTOBHUTEIIEM;

- 3apPETUCTPUPOBAHHOE B YCTAHOBJICHHOM TOPSIIKE;

- OTBEYAOIIEe TPEOOBAHMSIM HOPMATUBHOMN JTOKYMEHTAIIHH;

- MPOXOJIAIIEE PETYJIIPHOE TEXHUUECKOE 00CITy ) KHMBAHUE;

- obecrieueHHOE pacXOIHBIMU MaTepHATIaAMU;

- 0e30IacHOe B IKCILTyaTaIllu;

0) peareHThl, IPUMEHsIEMBIC JJIs1 00cienoBaHus 00pa3IOB KPOBU JIOHOPA M KOHTPOJIS KadecTBa
JIOHOPCKOM KPOBH U €€ KOMITOHCHTOB:

- 3apErUCTPUPOBAHHBIC B YCTAHOBICHHOM TOPSIIKE;

- MIOJIyYEHHBIE OT YTBEP)KICHHOTO ITOCTABIIUKA;

- C XapakTepUCTHKamMH (BHEUIHUH BHJ, CHEIU(PUIHOCTh, UYBCTBHUTEIHHOCTb, THUTP H T.IL),
COOTBETCTBYIOITUMHU YCTAaHOBJICHHBIM TPEOOBAHMSM;

B) TECT-CHCTEMBI, TMpPHUMEHSIEMble [UIsl CKPUHUHTa TEeMOTPAaHCMUCCUBHBIX  HH(EKIHH,
obecrieunBarolye BhISBIEHNE BCeX MH(UIIMPOBAHHBIX JIUIT C BEPOSITHOCTHIO, YKA3aHHOMW B MACIOPTE;

I') IMMYHOTE€MAaTOJIOTUIECKUE PEAKTUBBI, 00ECIICUNBAIOIINE BOZMOKHOCTh MTPABIIIBHO OTIPEIICIIATh
rpymnmy kpoBu ABO, pesyc-dakTop, ammoaHTHIPUTPOLIUTAPHBIE aHTUTENIA C BEPOSITHOCTHIO, YKa3aHHOW B
MacropTe;

1) KOHTEeHHEPHI 17151 cOOpa KpOBU:

- 3apErUCTPUPOBAHHBIC B YCTAHOBIEHHOM MOPSIIKE;

- TMIOJIYYCHHBIC OT YTBEP)KICHHOTO ITOCTABIIHKA,

- ¢ XapaKTepUCTUKaMH, COOTBETCTBYIOIIMMH yCTAHOBJICHHBIM TPEOOBAHUSIM;

€) MpOrpaMMHBIE CPECTBA:

- o0ecrieueHHbIE COOTBETCTBYIOIIEH KOMITBIOTEPHOIN TEXHUKOM;

- He IPOTUBOpEYAIINE APYTUM IIPOrpaMMaM/CUCTEMAaM;

- 3AIUIICHHBIE ¥ UMEIOIIME pa3Hble YPOBHH JIOCTYTIA MOIH30BATEINEH.

7.8.4 BrImionnHeHne BaTMIaIMy

Banunanuys 10JpKHA BBITIOJHITHCS B COOTBETCTBUU C TUIAHOM.

CoOpanHble JaHHBIE HEOOXOAMMO MPOAHATH3UPOBATH M IO pe3ysibTaTaM TPUHATH pEIICHUE,
KOTOPOE JOIKHO OBITh TOKYMEHTHPOBAHO.

7.8.5 JlIokyMeHTaIus 10 BAIMIAUU

[To ycMOTpeHHIO OpraHu3anuu MoKeT ObITh pa3padorana COIl Ha Banuganuio.

7.8.6 3amucy Mo BaJIuaanuu

[TpuHSTHI ClieayOIKe BUABI 3aMMCEH 0 BaIUIallUu:

- TUTaHBI BaJTUAAINH,

- POTOKOJIBI;

- aKTHI;

- OTYETHI.

7.9 UnenTnukanus u NpocaeKuBaeMocThb
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7.9.1 OO01ure moI0KEHUS

Opranuzanys J0KHA 00ECTIEYUTh WIACHTU(UKAIIUIO M MPOCISKUBAEMOCTh IOHOPOB, KPOBU H €€
KOMIIOHEHTOB, PacXOJHbIX MaTepuajoB (KOHTEWHepsl Al cOOpa KPOBU, peareHThl, Ae3uHGUIUPYIOLIUE
CpeCcTBa), 1a00paTOPHBIX 00PA3IOB M PETUCTPAIIMOHHBIX JAHHBIX (3aIIMCH) U UCTIOJIHUTENEH padoT.

Kaxxaomy noHOpY U Ka)XA0H JOHAIIUH JI0JKEH ObITh MPUCBOCH UACHTU(PUKAMOHHBIN HOMED.

IIpociexnBaemMocTb obecrieunBaeTcs MapKUpPOBKOM oObekTa UICHTU(DUKAIIN C
MOCJIe0BATEIBLHON perucTpanueil HeoOX0IMMBIX JaHHBIX O JOHOpaX, NPOAYKTaX TOHALMMA, pPaCXOIHBIX
MaTepHuaiax, BBIMOJIHEHUH Pa0dOT M UCIOJHUTENSAX PaldOT B YTBEPKIECHHBIX PErHCTPALMOHHO-YYETHBIX
dbopMmax (KypHasax, KapTOUKax M JIp., B TOM YHUCIIE B AJIEKTPOHHOM BHUJIE).

W neHTuuKaMoOHHBI HOMEp JOHAIMHM JIOJDKEH OBITh YKa3aH Ha JTHKETKE KaXIAOH 03Bl
(enMHUIBI) KPOBH WM €€ KOMIIOHEHTOB, 00pa3lie JOHOPCKON KPOBH U MEPENpOBEPAThCS (CIMYATHCS) HA
KaX/IOM 3Tare padoThl ¢ JOHOPOM H IMOJYyYEHHs JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB OTBETCTBEHHBIMU
JULAMHU OpraHu3aluil JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

B mpomecce 3aroToBk H mepepabOTKH KaKABIH OTAETIbHBI KOHTEHHEpP C KpOBBIO H €€
KOMIIOHEHTaMH, KaXJblii 00pasel] KpOBH JIOHOPA, CBSI3aHHBIA C COOTBETCTBYIOLIECH JTOHAIMEH, AOIKHBI
UMETh OJIUH U TOT K€ HOMED.

Jns obecrnieueHuss WACHTHUPUKAIMM TPU XPAHEHUU MPOIYKIUH, HMEIOIIEeH pasHbIi cTaryc
KOHTpOJIsL (FOJHOW; NMPUTOTOBJIEHHOW JUIsl BbIJAYM KOHKPETHBIM IAIMEHTAaM, BKIJIIOYas ayTOJIOIHMYHBIE
JIOHAIIMY; Ha KapaHTHHE; HECOOTBETCTBYIOLIEH MM 3a0paKOBaHHON), JOJKHO OBITH BBIIEICHO OT/IEIbHOE
obopyaoBaHue.

MapkupoBka 000pyI0BaHMsI JI0JDKHA BKIIIOYATh B CeOsl BUJ MPOJYKTA; CTATyC KOHTPOJIS; TPYIILY
KpOBH H pe3yc-(akTop.

7.9.2 3anucu

Jns  obecriedeHus: HICHTU(OUKALUU W TPOCIECKUBAEMOCTH HEOOXOIMMO TOCIIEI0BATEIBHO
3alUChIBaTh M BHOCUTH B JKypHalIbl M KapTOTeKH HH(OpMaIHIO, MPEeayCMOTPEHHYIO TpeOOBaHUSIMU
JNEHCTBYIOIIMX  HOPMAaTHUBHBIX  JIOKYMEHTOB  (peiepalbHOTO OpraHa TOCYIAapCTBEHHOM  BIIACTH,
OTBETCTBEHHOI'O 3a IIOJIUTUKY B OOJAacTH 3/paBOOXpPAaHEHUS, a TaKKe BHYTPEHHHUX HOPMAaTHBHBIX
JIOKYMEHTOB OpraHH3aly B OTHOLICHUN UIEHTH(PHUKALINN:

- JIOHOPOB;

- KPOBU M €€ KOMIIOHEHTOB;

- IepCcoHana;

- 00pasIioB KPOBH;

- PacXOJHBIX MaTEPHAJIOB;

- MECTOHAXO0KJEHUS MPOAYKTOB WJIK MaTEPUasIOB.

Bce nneHTH(QUKAMOHHBIE 3alUCH JIOJDKHBI XPAHUTHCS W YNPABIATHCS B COOTBETCTBHHM C 5.8
HACTOAILIETO CTAaHIAPTA.

Benenne u moanep:kaHue 3anrceil B pabouyeM COCTOSTHUU JTOJDKHBI 00€CTICUUTh UICHTH(PUKAIINIO B
ciydJae:

- U3BATHUS POy KIIHH,

- paccienoBaHus peaKUUi U OCIIOAKHEHHI;

- IIPU OLIEHKE MOTEHUHUAIbHOTO BIMSHHS HEYJIOBIETBOPUTEIbHBIX PE3yJIbTATOB KATMOPOBKU HIIN
MOBEPKU O0OOPYJOBAaHUS HAa T€ MPOAYKTHI WJIH/PE3yJIbTaThl, KOTOPbIE OBUIM M3TOTOBJICHBI WM TOJTyYEHBI
Ha JIaHHOM 000pYI0BaHUH CO BPEMEHHU MOCIEAHEH MOI0KUTETbHOW KaTMOPOBKU MIIH ITOBEPKH U T.1.

7.10 XpaHeHue U TPAHCIOPTHPOBaHHE

Opranu3anus I0JKHA OOECIEeYUTh COOTBETCTBHE KPOBU U €€ KOMIIOHEHTOB YCTaHOBJIEHHBIM
TpeOOBaHUAM B IpOLIECCE UX MepepabOTKH, XpPaHEHUS U TPAHCIIOPTHPOBAHUS K MECTY Ha3HAUCHUSI.
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Ha Bcex sramax XpaHEeHHs W TPaHCIOPTHPOBAHHUS KPOBH M €€ KOMIIOHEHTOB HEO0OXO0IUMO
00ecrnevnTh:

- UACHTU(PUIMKAIUIO TIPOAYKTOB;

- YCIIOBUS XpaHEHUS;

- pa3genpHOE XpaHEHHE MPOMYKIMH IO CTAaTyCy KOHTPOJIA, BHAAaM MPOAYKTOB, TPyIIaM KpPOBU
ABO u pesyc-hakropy RhD;

- 3aIIUTY OT MOBPEKICHUS;

- IOMEIINBAHUE TPOMOOIIUTOB;

- KOHTPOJIb YCIIOBUI BHEIIHEN CPEbI;

- PErUCTpalMIO IaHHBIX HAOIIOICHUS.

Temmneparypa XpaHEHHUsI KDOBU U €€ KOMIIOHEHTOB OIPEEIISCTCS YCIOBUSIMH, HEOOXOAMMBIMH IS
o0ecreyeHns KU3HECIIOCOOHOCTH, U MOApa3eNsIeTCs Ha TpYU HHTEepBaja:

- ot 20°C no 24°C;

- ot 2°C mo 6°C;

- IIpY TeMIiepaType He Bbliie Munyc 25°C.

TpaHcriopTupoBaHre KPOBH U €€ KOMIOHEHTOB JIOJDKHO OCYIIECTBIISTHCS B TEPMOU3OJISIIUOHHBIX
KOHTEHHepax ¢ COOJII0JJICHUEM CAaHUTAPHO-TUTHEHUYECKUX TPEOOBAHHIA.

HeoOxomumo  peructpupoBaTh B COOTBETCTBYIONIMX  YUYETHO-PETUCTPALIMOHHBIX  (dopMax
CJIEYIOIIHE TapaMeTPhl XpaHEHUS U TPAHCIIOPTHPOBAHUS:

- TEeMIIEPaTypy;

- YPOBEHB 3aI1aCOB MPOAYKTOB ISl KIIMHUYECKOTO HCIIOJIb30BAHMS;

- OTHpaBI€HHbIE TPOAYKTHI U PEAlbHO MOTYyUYEHHbBIE;

- BpeMsi OTIIPaBKH U TIOJTyUYCHUS;

- IOATHMCH OTBETCTBEHHBIX JIMII.

7.11 KapanTun. Beinyck roroBoi npoaykuuu. Beiaya. JlocraBka

7.11.1 Kapantun

B opranu3zaium 1omkeH ObITh ONpeiesieH NOPsI0K pa3MeIIeHUs] Ha KapaHTHH:

- HeoOcJe0BaHHOM KpOBHM M €€ KOMIIOHEHTOB 10 IOJIy4€HHs pe3yJbTaToB 0O0Cie10BaHus
00pa31oB JOHOPCKON KPOBH;

- 00cien0BaHHON CBEKE3aMOPOKEHHOM IUIa3Mbl /10 TOJyYEHHUS pPE3yJbTaTOB MOBTOPHOIO
o0cIie/JoBaHuUs TOHOPA Ha HAJIMYMe MapKepoB HH(EKIU, epearouxcs yepe3 KpoBb;

- pacxoIHBIX MaTepuanoB (KOHTEHHEpOB Ajii cOopa KpPOBH, PEAreHTOB, AEC3MHPUIMPYIOIINX
CPEJCTB U JIp.) A0 MOJyYEHHUs pe3yJIbTaTOB BXOJAHOTO KOHTPOJIS.

KpoBbp M €€ KOMIIOHEHTBI, a TaKXE€ MaTepuaibl, UMEIOIIME CTaTyC '"Ha KapaHTHHE", JOJIKHBI
XPaHUTBCS OTAENIBHO OT MPOAYKIMH, Pa3pEeUIEHHON K UCIIOJIb30BAHUIO.

7.11.2 BellTyCK rOTOBOM IPOTyKIIUH

7.11.2.1 Ob11me moaoxxeHus

JUis mpenoTBpallieHus BBIMyCKa MPOXYKIMH (KPOBU M €€ KOMIIOHEHTOB), HE COOTBETCTBYIOLIECH
YCTaHOBJICHHBIM TPEOOBaHUSAM, B OPraHU3allUH B a]MHHUCTPATUBHOM IMOPSAAKE JOJDKHBI OBITh HA3HAUEHBI
OTBETCTBEHHBIC JIMIA, MMEIOIUE IIOJHOMOYMsS Ha M3MEHEHHUE CTaTyca KOHTPOJIA M BBIIYCK T'OTOBOU
IPOAYKIIUH.

Pemenne o roxHocTHM Kaxa0d €AMHUIBI MPOAYKLHMH MOXKET OBbITh NPUHATO TOJBKO IIOCIE
IIPOBEPKU:

- HACHTUUKALMY TPOAYKLIUY;

- pe3yJIbTAaTOB UCCIIE0BAHUS 00pa3LOB JOHOPCKOM KPOBH;

- BHEIIIHETO BUJA U LEIOCTHOCTH YIIAKOBKH;

- PETUCTPAIMOHHBIX JAHHBIX 00 YCIOBHIX XPaHEHUS MPOTYKIIHH.

15.04.20222 Cucrema TAPAHT 29/38



MapkupoBKka roTOBOM IPOIYKIHUHA MOXKET OCYIIECTBIATHCS TOJIBKO MOCIE TOTO, KaK KPOBb U €€
KOMIIOHEHTBI MPOILIU BCE CTaAUM NMEepepadOTKH M HUCCIIEJOBAHMS B COOTBETCTBHH C YCTaHOBJIEHHBIMHU
TpeOOBaHUSMU.

H3meHeHue craTryca KOHTPOJIA JIOJDKHO  OBITh  3aperUCTPUPOBAHO B YCTAHOBJIGHHOM
perucTpanoHHoON Gopme, TOTOBas MPOIYKIHS MepejaHa Ha CKJIaJ1 TOTOBOM MPOIYKIIUH.

Cucrema KayecTBa HE JIOJDKHA JIOMYCKaTh BBITYCKAa U TOCTaBKHU B JIe4eOHO-MPOPUIAKTHUECKUE
YUPEKIEHUS POy KIIMH, HETIPUTOTHOM J1JIs1 KIMHUYECKOTO UCTIOIb30BAHMUS.

7.11.2.2 lokymeHTauus

Heo6xonumo paspaborare u BHeaputh COIIl Ha BbImyck roToBOil mponykuuu. [Ipu BeImycke
MPOIYKIIMH HEOOXOIMMO BECTH 3aIHCH:

- 110 y4eTy HIPOIYKTOB;

- 0 IepeMeIIeHUN TPOAYKTOB;

- O BBISIBJICHHBIX HECOOTBETCTBHUSIX.

[Tpu Benenuu 3anuceil HEOOXOIUMO YKa3bIBaTh JaTy W BPEMs BBIITYCKa MPOIYKIUH U MPOBEPATH
MOAMKUCH YTIOTHOMOYEHHBIX JIUII.

7.11.3 Bpijaya KOMIOHEHTOB KPOBH

7.11.3.1 Obuue monoxeHus

[Topsimok 3akaza KpOBH, BKJIIOYAs CTaHIAPTHYIO (GopMy 3akas3a, JODKEH OBbIThb COIJIacOBaH C
7edeOHBIM YUPEXKICHUEM, KaK IPEyCMOTPEHO B 7.2 HACTOSIIIIETO CTaHAapTa.

KoMmoHeHTbI KpOBH JIOJDKHBI OTIYCKAaTbCs Ha OCHOBE 3asBKH, [OANHUCAHHOW JIUIIOM,
OTBETCTBEHHBIM 32 TPAaHC(Y3HIO.

3aKa3 MOXET ObITh MPHUHSAT TOJIBKO OT MEAMIMHCKOTO paOOTHUKA, YIOJTHOMOYEHHOIO JICUeOHBIM
YUpEeKIACHUEM Ha MOJyYeHHe KOMITIOHEHTOB KpoBH. Ilpu mpueme 3asBKU cienyeT HWIACHTU(UIHPOBATH
JUYHOCTH MPEIBSBUTENS U MPOBEPUTH MPABUIBLHOCTh oopmiieHus 3asBku. HempaBuibsHO 0QOpMIIEHHYIO
3a8BKy (OTCYTCTBHE HEOOXOJUMBIX NOJNUCEH, NaHHBIX W T.I.) CJEIyeT BO3BPATUTh B JiedeOHOe
yupexaeHue ais nepeodopMiIeHHs.

[Mponykmus, uMmeromias cTaryc "paspelieHHas Ais BblAauu", JOJDKHA OBITH pa3MeleHa B
OT/ICJTbHOM 3aIUIIIEHHON 30HE (OT/eNa BhIAYH, SKCTICAUIIIH ).

[Tpu BBIAaYE IPOAYKIIMH HEOOXOIUMO:

a) NACHTUQUIMPOBATH KOHTEHHED C IPOAYKTOM KPOBH;

0) IpOBEPUTH:

- craryc '"paspemieHa JuUIs  Bbigaud'"'  (peKOMEHAyeTCs, 4YTOOBl 9dTa TpoBepka ObuTa
aBTOMATU3MPOBAHA YCTPONUCTBAMH CUUTHIBAHUA);

- IIEJIOCTHOCTH YTIAKOBKU W BHEIITHUW BHJI TTPOTYKTA;

- 3TUKETKY (oopMIIeHHE HAAMHUCEH JOKHO COOTBETCTBOBATH TPEOOBAHUSM, YCTAHOBICHHBIM B
7.9 HacTOSIIIETO CTaH/ apTA);

- CPOK F'OJTHOCTH.

Brimannas nmpoaykmus 10KHA OBITh YUTEHA.

7.11.3.2 JlokymeHTanus

[To ycMoOTpeHHI0 OpraHu3auy MOTyT OBITh pa3paboTaHbl:

- COII Ha odopmiieHHe 3aKa3a Ha MPOTYKIIHIO;

- COII na BBIIAYy TOTOBOM MPOAYKUHMHM MO 3aKa3y, BKIOYas MOPSAIOK JEUCTBUUA B cCilyyae
HECOOTBETCTBYIOLIETO 0(OPMIICHUS 3aKa3a Ha KPOBb.

[Tpu BbIJau€ KOMIOHEHTOB KPOBU HEOOXOIUMO BECTH 3aIUCH:

- 0 IpUeMe 1 BO3BpATe 3as1BOK;

- 0 BbIJJa4€ FOTOBOM MPOTYKIUH.

[Ipu BeneHwm 3amuceli HEOOXOMMMO YyKas3blBaTh JaTy BBIJAYM UM IPOBEPSATH IMOAMKCU
YIIOJITHOMOYCHHBIX JIUII (OpTraHu3aIiy CryO0bl kpoBu, JIITY, TpaHCIIOPTHON OpraHU3aIim).

7.11.4 JloctaBka

JlocTaBka MOET OCYILIECTBIATHCS OPraHU3alMel, UMEIOIEeN METUIIMHCKYIO JTUIIEH3UI0 Ha paboTy
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no "TpaHcnoptupoBaHuio". CucreMa JOCTaBKU JOJDKHA 00ECNEYMBaTh COXPAHHOCTHh MPOJAYKIHUU HpU
TPaHCIOPTUPOBAHUM.

7.12 KonrTpoas. U3mepenusi. Yiay4diieHust

7.12.1 OO01ue monoXKeHus

Opranuzanys J0DKHA IPOBOAMTH KOHTPOJIb, MOHUTOPHMHI, M3MEPEHUS, aHAIU3 U YJIy4dlICHMs,
HEOOXOAUMBIE Ui IOJATBEPXKAEHUS COOTBETCTBUSI KPOBU M €€ KOMIIOHEHTOB YCTaHOBJIEHHBIM
TpeOOBAHUSAM H MTOCTOSIHHOTO MOBBIIICHHUS PE3yJIbTATUBHOCTH CUCTEMbI MEHEDKMEHTA KaueCcTBa.

Pe3ynbTaThl 10JKHBI OBITE O)OPMIIEHBI JOKYMEHTAIBHO.

7.12.2 BHyTpeHHHE ayIUThI (IPOBEPKH)

7.12.2.1 O01me noa0XeHus

Ayaur SBISE€TCS OCHOBHBIM JBUIATEIEM IIPOLIECCA IIOCTOSIHHOIO YJIyYIIEHUS] WU IJIABHBIM
MHCTPYMEHTOM JJIs1 IPOBEPKU COCTOSIHUS Ka4eCTBA B OpraHU3aliu.

[enstmu ayauTa SBISIOTCA:

- IPOBEPKa CUCTEMbI KaueCTBa HAa COOTBETCTBUE YCTAHOBJICHHBIM TPEOOBAHUAM;

- onpejenenre o0aacTeil BO3MOKHOIO YJIyUlIEHUs] CHCTEMbI KaueCTBa;

- IpOBepKa U oLeHKa 3(pPEeKTUBHOCTH KOPPEKTUPYIOLINX MEPOIIPUSTUH.

HopMaTuBHOI1 OCHOBOI1 ayIUTOB SIBJISIOTCS CTAaHJAPThl HA CUCTEMY KAaueCTBAa U COOTBETCTBYIOILAS
HOpPMAaTHBHAs I0KYMEHTAlUs OpraHUu3aluK CIIyKObl KDOBU:

- 3akoHbI Poccuiickon @enepanny;

- HallHOHAJIBHBIE CTaHAAPTHI;

- TEXHUYECKHUE PETIaMEHTBI;

- IPUKa3bl U HHCTPYKLIVH;

- pabouas noxymenrtauusi (COIIb, METOAWKHM BBITIOJHEHUS AHAJIW30B, HMHCTPYKIUH TIO
HKCIUTyaTalui 000py10BaHMs, HMHCTPYKLIUH 110 TEXHUKE O€30MacHOCTH) U T.1.

BuyTpenHue aynuTsl (IPOBEPKH) JOJDKHBI MPOBOJIUTHCS B COOTBETCTBUU C JOKYMEHTAJIBHO
0hOpMIICHHOH U YTBEPKJIEHHOM MPOIEypOi, KOTOpas BKIFOYAET B CeOsI:

- IJJAHUPOBAHUE AyAUTOB;

- pa3paboTKy MjiaHa ayAUTOB (IIPOBEPOK);

- IOJITOTOBKY paboyeil JOKyMEHTAIMH (B T.4. ONIPOCHBIX JIUCTOB);

- IOPSIIOK IPOBEJICHUS POBEPOK B OpraHU3aIUY;

- OTYETHOCTH I10 pe3ybTaTaM IIPOBEPOK;

- OpraHM3al{I0 MEPONPHUATHN M0 NPOBEICHHUIO KOPPEKTHPYIOIUX JIEHCTBHM M KOHTPOJb HX
BBITIOJTHEHMS;

- IOPSIJIOK TIOJITOTOBKU M 00yUYEHUS] BHYTPEHHHUX ayIUTOPOB;

- OLICHKY MX 3HaHUW U KBIN(UKAIIUH.

BHyTpeHHne aynuThl HEOOXOIMMO MPOBOJIUTH Ha PETyJSIPHONM OCHOBE C YYETOM pe3yJbTaTOB
MPEIBIIYIINX ayJUTOB.

AynuTOpBI JOKHBI UMETh CHELUAIBHYIO IOATOTOBKY IO ayAWTy CHUCTEM KadecTBa B TaKHX
00J1aCTAX, KaK:

- 3HaHWE WM TOHUMAaHHWE CTAaHAAPTOB, HAa COOTBETCTBUE KOTOPBIM MOKET INPOBOIUTBHCS ayIHUT
CUCTEMBI KaueCTBa;

- MeTOJIbl COOpa CBUJIETENLCTB, X OLIEHKU U COCTABICHUS OTUETA;

- TOTIOJTHUTEJIbHBIC HaBbIKH, TAKWE KaK IUVIAHUPOBAHKUE, OpraHU3alys, o0IIeHUe, CIOCOOHOCTH SICHO
1 cBOOOTHO (hOPMYITUPOBATH KOHIICTIIHH.

ITpoBepsiemoe noapazieneHne CaelyeT 3apaHee yBEAOMUTh O LESIX U CPOKax ayauTa. AyJuTop He
JTIOJDKEH TIPOBEPSITH CBOIO COOCTBEHHYIO paboTYy.

7.12.2.2 OTBETCTBEHHOCTb U PECYPCHI
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Jnst pe3yabTaTUBHOTO BBIMOJHEHUS BHYTPEHHETO ayJuTa B KOHKPETHBIE CPOKHU PYKOBOJCTBO
OpraHu3aIiy JOJKHO MPEIOCTaBUTh COOTBETCTBYIOIIMM JIMIIAM MOJIHOMOYUS U BBIACIUTH HEOOXOAUMbIE
pECYpCBI.

7.12.2.3 [lnanupoBaHre BHYTPEHHETO ayIUTA

[TporpaMMa BHYTPEHHHX MPOBEPOK JODKHA pa3padaThiBaThCS COTPYIHHUKOM, OTBETCTBEHHBIM 3a
KaueCTBO, U YTBEP)K/IaThCSl PYKOBOAUTEIEM OpraHU3alliu.

[Iporiecchl cuCTEMBbl MEHEIKMEHTa KAadeCTBA U KaXKJ0€ MOApPA3CIICHHE OpPraHu3aluu CleayeT
MpOBEPsTh, MO KpaiiHeld Mepe, OAMH pa3 B rojJ WIM 4Yalle, B 3aBUCUMOCTH OT HMX 3HAYUMOCTU H
HEOJIAroNMpHUATHOTO BIMSHUS HA Ka4ecTBO (00CIeI0BaHNEe KPOBH, STUKETUPOBAHUE, BBIMTYCK U3 KapaHTHHA
KpPOBH U €€ KOMIIOHEHTOB; CAHUTAPHO-3IHIEMUOJIOTMYECKUN PEKUM U T.I1.).

7.12.2.4 IlpoBeeHre BHYTPEHHEIO ayIUTa

['maBHBIMU 3a/1a4aM¥ BHYTPEHHETO ayAUTa SBIISIOTCS:

- TIOATBEPKIACHUE HATUYHS M JOCTYITHOCTH BCEX JOKYMEHTOB CHUCTEMBI KauecTBa, 00s3aTeIbHBIX
JUISL BBITIOJTHEHUSI B MPOBEPSIEMOM MOJpa3ieieHUH Wi Ha mpoBepsiemoM oOwekte: COIloB, meroauk
BBITIOJTHCHHSI aHAJIM30B, PYKOBOJACTB, T'PaUKOB TEXOOCHYKUBAaHUSA W KAIUOPOBKH WM IOBEPKHU
000pyAOBaHUS U APYTUX CTAaHAAPTOB U HEOOXOIMMBIX 3aIlHCeH;

- MIOJTBEPKACHUE COOTBETCTBUS IEITEIIbHOCTH MOAPA3ACIICHUN U UX PE3yJIbTATOB YCTAHOBJICHHBIM
TpeOOBaHUSAM U 3aIUIaHUPOBAHHBIM MEPOTIPUSATHUSIM;

- IOATBEPKJIEHUE COOTBETCTBUS 3HAHUI U YMEHHUM COTPYAHUKOB MMOIPA3/CICHUS YCTAaHOBICHHBIM
TpeOoBaHUsIM B 00J1aCTH KauecTBa.

B xome BHYTpeHHEro ayauTa B MPOBEPSEMBIX TOAPA3ACICHUSX HEOOXOIUMO TOTYYHUThH
00BEKTUBHYIO U JOCTOBEPHYIO MH(OPMAIIHIO, HA OCHOBE KOTOPOW JTOJIKHBI OBITH ClIelaHbl 000CHOBAHHBIE
BBIBOJIBI O COCTOSIHUU JIEATEILHOCTH MO CHUCTEME KadecTBa. JlaHHBIE MOXKHO IMOJYYUTH ITyTEM OIpoca
COTPYJIHUKOB, SKCIIEPTU3bl JOKYMEHTOB, aHallM3a Pe3yJIbTaTOB MPEIBIIYIIUX MPOBEPOK U MEPONPUATUI
M0 YCTPAaHEHUIO HEAOCTAaTKOB. Bce HaOMIOJeHUsT U HECOOTBETCTBUSI, BBISIBICHHBIE B XOJI€ IMPOBEPKH,
ClelyeT JOKYMEHTHUPOBATb.

Opranuzanuu ciaeayeT ONnpeaeTuTh HeOOXOAMMbIE BUIIBI 3aTTUCEH s TUTAHUPOBAHHS, TIPOBEACHUS
BHYTPEHHUX AayJIUTOB, BEIACHUS OTYETHOCTH W TIPOBEPKH KOPPEKTUPYIOIIMUX ACHCTBUU. YTpaBiIcHHUE
3aMHUCSIMU OCYILECTBIISIIOT B COOTBETCTBUH C YCTAHOBJIEHHOM MpoLeaypoil.

7.13 MOHMTOPHMHI M U3MepeHHe MPOLEeCcCoB

Opranuzanus JOHKHA TPOBOJUTh MOHUTOPUHT U M3MEPEHHE MPOIIECCOB MPOMU3BOJCTBA, & TAKXKe
JPYTUX MPOIECCOB CHCTEMBI MEHEDKMEHTA KavyecTBa (3aKyIKd, 00y4YeHHE, B3aUMOICHCTBUE C JICUCOHBIMH
YUPEKACHUAMH U T.I1.) JUIsl JOCTHXKEHUS 3aINIAaHMPOBAHHBIX PE3yJIbTaTOB.

KoHTposb, TpoBepkH W HM3MEpEHHs CIEAyeT IMPOBOIUTh HAa KPUTHUYECKHX CTaAMAX Ipolecca
MPOM3BOJICTBA U UCTIOIb30BAHUS KPOBH.

Jiss mpoBeseHUsT KOHTPOJIST W W3MEPEHHH TPOIIECCOB CIEAYeT YCTaHOBHTH KPUTHYECKHE
KOHTPOJIbHBIE TOUKHU U METOJIbI KOHTPOJIS.

KoHTponb npou3BoICTBEHHBIX IPOILECCOB BKIIOYAET B CEOsI MPOBEPKY:

- TEXHOJIOTUYECKUX MapaMETPOB;

- COCTOSIHUSI TPOU3BOJICTBEHHOU CPEIbI;

- HH)KEHEPHBIX HH(PaCTPYKTYp;

- COCTOSIHUSL U TEXHUYECKOT0 00CTy>KUBaHUsI 000pyA0BaHUS;

- IEpCOHAIA.

7.13.1 MOHUTOPHUHT XpaHEHUS

Cuctema HaOmoneHUs NpPU XpaHEHUH (KPOBU, KOMIIOHEHTOB KpOBH, 0Opas3IOB, peareHTOB,
KOHTEHWHEPOB JJI1 cOOpa KPOBHU U T.II.) TOJDKHA BKJIIOYATh B CEOS:

- CPEICTBA U3MEPEHUS TEMIIEPATYPBI;
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- CHCTEMY PETHCTPAIMH TEMIIEPATYPHI (BKIOYAs IEPHOJUIHOCTH 3aMEPOB);

- CHUCTEMY OIIOBEUICHMsI, YCTAHOBJICHHYIO Ha BCeM OOOPYIOBAaHUHU, KOTOpasl JOJDKHA IMOJaBaTh
CUTHAJI TPEBOTH IIPH HAPYIICHUH TEMIIEPATYPHOTO PEKUMA.

Pexkomenpayercsi (0cOOGHHO MpPH YCIOBUU KapaHTUHU3ALMU IUIa3Mbl) YCTAHOBUTH €AUHBIN MyJIbT
KOMITBIOTEPHOT'O KOHTPOJISL.

7.13.2 MOHUTOPUHT TPAHCTIOPTUPOBAHUS

HeoOxoqumo BecTr HabIIOIeHUE:

- 32 TeMIIepaTypoi B Hayvaje, B IPOLIecce TPAHCIOPTUPOBAHUS U IO MPUOBITUY B KOHEUHBIN MYHKT;

- 32 MPOJIOJDKUTEIILHOCTHIO TPAHCTIOPTUPOBAHUS U3 MTYHKTA BBIJJAYH B ITyHKT HA3HAYCHUS;

- 32 LIEJIOCTHOCTHIO YIIAKOBKH I10 MPUOBITUH.

HaGmoienue 3a temrepatypoid U BpeMEHEM TPAHCIIOPTUPOBAHUS PEKOMEHIYETCS OCYIIECTBIIATh
MOCPEACTBOM CIEIUAIIBHO YCTAaHOBJIEHHBIX JATYUKOB U MPUOOPOB.

7.14 YnpagpiieHue u3MepuTeIbHbIM 000py10BaHHEM

7.14.1 OO01wmue monoXKeHus

[Ipu mpou3BOACTBE U KOHTPOJIE Ka4eCTBA KPOBH U €€ KOMIIOHEHTOB MCIOJIb3YETCSI U3MEPUTEITHLHOE
o0opyaoBaHue (CpeAcTBa HW3MEPEHHH, MPOrpaMMHBIE CPEICTBA, O3TaJOHBI, CTaHAApPTHBIE OOpas3ilbl,
BCIIOMOTATeNIbHASL amlmaparypa WIMd WX KOMOWHAIMs, HEOOXOJMMBIE IS BBIMOJHEHUS IMpoliecca
u3Mepenusi). Jlns obecrieueHus: YBEpEHHOCTH B IMOJYYEHUU OOBEKTHUBHBIX, JOCTOBEPHBIX PE3YyJHTATOB
U3MEpEeHHU (pe3yJIbTaTOB TECTOB), MCIOJIB3YEeMBIX B LENSAX 3aIlIUThl >KMU3HU M 3I0POBbSl JIOHOPOB M
PEIUINHEHTOB, HEOOXOAUMO OOECHeYUTh COOTBETCTBHE H3MEPHUTEIHLHOTO O00O0pYIOBaHHS TPEOOBaHUSAM,
YCTaHOBJIICHHBIM 3aK0OHO1aTesIbcTBOM Poccuiickoit @eneparyn 00 oOecrieueHu eMHCTBA U3MepeHHi [ 1 |
1 3aK0HOJ1aTeIbCTBOM Pocculickoin @enepanu 0 TEXHUYECKOM PETyJINPOBAHUN.

N3mepenus, Biustonue Ha Ka4eCTBO MPOU3BOJIUMON U3 KPOBU MPOAYKIIMH, 8 TAKXKE Ha 3JI0POBHE
JIOHOpPAa M PELUIIMEHTa, JOJKHBI MPOBOAMUTHCA C NMPUMEHEHHEM CPEACTB M3MEPEHUN (M3MEpPUTEIBHOTO
000pyZOBaHUs) YTBEPkKACHHOTO THUIA, MPOIIEANINX TMOBEPKYy. Pe3ynbTaThl M3MEpeHUil JOKHBI OBITH
BBIPAYKEHBI B €IMHUIIAX BEJIMYUH, IOMYIIEHHBIX K TpUMeHeHUI0 B Poccuiickoit dexneparumn.

7.14.2 YupapieHue u3MepuTeIbHbIM 000pyI0BaHUEM

st ynipaBiieHUs U3MEPHUTEIIBHBIM 000PY/I0BAaHUEM OPTaHHU3AIUU CISAyeT:

- Ha3HA4YMUTh (MIPUKA30M) OTBETCTBEHHOTO 33 COCTOSIHHE€ METPOJOTHYECKOT0 OOecTieueHus
(pykoBOOUTENh TONpa3NeieHUs, TJA€ HMEETCS HU3MEpUTeIbHOe O00OpyIOBaHHE, TaKKe HECeT
OTBETCTBEHHOCTh 32 COCTOSIHHE M MPUMEHEHHE W3MEPUTEILHOTO O0OPYIOBAHMS U €r0 CBOCBPEMEHHYIO
MOBEPKY);

- OMPENIeNTh, KAKUMH CPEJICTBAMH JIOJDKHBI OBITH MPOBEICHBI H3MEPEHUS, TPeOyeMble AUANa30H U
TOYHOCTb U3MEPEHUM;

- pa3paboTarth U, Ipu HEOOXOTUMOCTH, ATTECTOBATh METOJAUKH (METO/IbI) U3MEPEHU;

- COCTaBUTh TIEPEUCHb MPUMEHSEMBIX CPEJCTB M3MEPEHUM, a Takke Tpaduk MOBEPKU CPEICTB
M3MEPEHMI (COTIacoBaTh B YCTAHOBIECHHOM MOPSIKE);

- 0003HAYUTDH CTATyC 0OOPYJOBAHMS B OTHOLIEHUH MOBEPKH (C MOMOUILI0 MAPKUPOBKHU, STUKETKH,
YTBEPKJACHHOU 3aMUCH WA JPYTUM METOJO0M);

- 3aKJIIOYHUTH IOTOBOP HA PETYJIIPHOE TEXHUYECKOE/CEPBUCHOE OOCITY KIUBAaHUE CPEACTB U3MEPEHUN
C IOPUIWYECKUMH JUIAMU WM HUHIWBUAYAJbHBIMHU MPEANPUHUMATENIIMH, UMEIOIUMH JIMIICH3UI0 Ha
PEMOHT CpPEJICTB UBMEPEHUN;

- 3aKIIOYUTH JIOTOBOP HA BBIMOJIHEHHWE MOBEPOYHBIX pAOOT C IOPUAMYECKUMH JUIAMHU WA
WMHAUBUAYAIbHBIMU TPEANPUHUMATEISIMYE, aKKPEIUTOBAHHBIMU B YCTAHOBJIEHHOM TMOpsIKE B 00JIacTH
o0ecrieueHHs eAMHCTBA U3MEPECHUIA;

- Io/iBepraTb 000py10BaHHE MTOBEPKE:

1) mepBUYHOII (10 BBOA B IKCILTyaTallMIO, @ TAKXKE MIOCIIE PEMOHTA);
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2) nepuoANYEcKO (B MPOIECCE IKCILUTYaTALHH );

3) BHeouepeaHOH [Ipy MOBPEKICHUH 3HAKA MOBEPKH, B CIIyyae yTpaThl CBUJETENILCTBA O MTOBEPKE,
B Clly4ae BBOJA B JKCIUTyaTallMI0 CPEACTB M3MEPEHUWH IOCie ATUTENLHOTO XpaHeHus (Ooyiee OgHOTO
MEXXIOBEPOYHOT0 HMHTEpBaia), U3BECTHOM WJIU MPEIojaraéMoM YJapHOM BO3ACHCTBUM Ha CPEICTBO
U3MEPEHUH UM HeYIOBIIETBOPUTEILHOM paboTe mpudopal.

Pe3ynbpTaThl MOBEpPKHM CPEACTB HM3MEPEHUH YJIOCTOBEPSIIOTCS 3HAKOM TOBEPKU U (WJIH)
CBUJIETENBLCTBOM O ToBepke. KoHCTpykuMs cpeicTBa M3MEpPEHHMH J0JKHA 00ecredyrMBaTh BO3MOXKHOCTh
HAHECEHMs 3HaKa MOBEPKH B MeCTe, JOCTYMHOM JiIsl mpocMoTpa. Eciau 0cOOEHHOCTH KOHCTPYKLMU WU
YCIIOBUS 3KCIUTyaTalluy CPEACTBA U3MEPEHUN HE MO3BOJISIOT HAHECTH 3HAK ITOBEPKH HEMOCPEACTBEHHO Ha
CPEIICTBO U3MEPEHUMN, OH HAHOCUTCS Ha CBUJIETEIHCTBO O MOBEPKE.

[TomydeHHbIE pe3yJbTaThl TOBEPKH, TEXOOCTY)KUBAHUS JOJKHBI OBITh JIOKyMEHTAIBHO
O0(OPMIIEHBI U COAEPKATHCS B MOPSJIKE.

Ecin npu u3MepeHHsX TPUMEHSIOT KOMIBIOTEPHBIE MPOTPaMMHBIE CpPEICTBa, TO B COCTaB
00s3aTeNnbHBIX TPeOOBAaHUIM K CpEACTBAM M3MEPEHHM BKIIOYAIOTCS TakKe TPeOOBaHHUS K MPOrpaMMHOMY
00eCTeYeHHIO.

KouncTpyxkuueit u3smepuTenbHOro 000py10BaHUs JOKHO ObITh 00ECIEYeHO OTpaHHuEHUE JOCTyma
K OINpEACICHHBIM YacTsAM CpPEACTB HU3MEpEeHuil (BKIIOYas MporpaMMHOE oOOecredeHrne) B LesX
MPEIOTBPALICHUS] HECAHKIIMOHUPOBAHHBIX HACTPOMKU M BMEIIATENbCTBA, KOTOPbIE MOTYT IMPHUBECTH K
HCKa)XCHUSIM PE3yJIbTaTOB U3MEPEHUI.

7.14.3 JleiicTBUs IPU HEYAOBJIETBOPUTEIBHBIX PE3yJIbTaTaX MOBEPKHU

B ciyuae Hey10BIETBOPUTENIBHBIX PE3YJILTATOB IOBEPKU CIIEAYET:

- NPU3HATH CPEACTBO H3MEPEHUN HENPUTOJHBIM K MNPUMEHEHHWI0O M HAHECTH Ha HEro 3Hak
HETMPUTOTHOCTH;

- aHHyupoBaTh "CBUIETENBCTBO O MOBEPKE';

- BeIKcath "M3Benienne o HeMpUrogHoOCTu";

- BHECTH COOTBETCTBYIOIIYIO 3aIIUCh B TEXHUYECKYIO JOKYMEHTAIIUIO, IPU ATOM OTBETCTBEHHBIH 32
METpPOJIOTHUECKOe oOecreueHne 00s3aH BBIBECTH OOOPYJOBaHHME W3 DKCIUTyaTallud, a TaKXe MPUHATH
KOPPEKTUPYIOIINE JIEUCTBUS B OTHOIIEHWU MPOIYKTOB (PE3ybTaTOB), KOTOpPHIE OBLIM H3TOTOBJICHBI
(Tomy4eHsl), WCCIENOBaHbl WJIM TECTHPOBaHBl Ha JAaHHOM OOOpYAOBAaHHMU CO BPEMEHH MOCIEIHEH
MTOJIOKUTENBHON ITOBEPKH.

7.14.4 KoppekTupyroliue J1eiCcTBUs

Opranuzanys A0DKHA pa3padoTaTh MOJUTHKY U MPOLEAYPY M OINpPENeIuTbh COOTBETCTBYIOIIHE
MOJTHOMOYHS Ha MPUHATHE KOPPEKTUPYIOIIUX ACHCTBUN B CIy4asX, €CIU BBISIBICHBI HECOOTBETCTBYIOIIAS
paboTa UM OTCTYIUICHUS OT MPOLERYp, MPEAYCMOTPEHHBIX CUCTEMOI MEHE)KMEHTA WM TeXHUYECKUMU
OnepaLUsIMU.

B cnydae HeoOXOOuUMOCTH MpPOBENEHUS KOPPEKTUPYIOMIMX AEMCTBUIM OpraHu3auus [JoJDKHA
BbIOpaTh W TPUHATH JeicTBHE(s), HaumOonee monaxojsiee(ne) s YCTpaHEHUS TPOOIEMBI U
MpeIOTBpaleHHs €€ (MX) TOBTOPEHHUS.

Koppektupyromue IedCTBUS ITOJDKHBI ONTHMATbHO COOTBETCTBOBATH MAcIITady M OMACHOCTH
pOOJIEMBI.

Opranuzanus JI0JDKHA 33I0KyMEHTHPOBATh U PEAM30BaTh BCe TpeOyeMble H3MEHEHHUsI, UICXOIS U3
aHaau3a KOPPEKTUPYIOMIMNX TEUCTBUM.

7.15 MOHMTOPHHI ¥ KOHTPOJIb MPOAYKIUH

Opranu3zanys J0JDKHA OCYIIECTBIATH BXOAHOW KOHTPOJIb, KOHTPOJIb B MPOIECCE MPOU3BOJICTRA,
BBIOOPOYHBIN KOHTPOJIb U KOHTPOJIb Ka4eCTBA TOTOBOM MPOAYKIIUH.

7.15.1 BXxoaHO#1 KOHTPOJIb

BXOI[HOI71 KOHTpOJ'IB SABJIACTCA HCOT’bGMHeMOﬁ JacCcTbrO HpOI.[CCC& HN3TOTOBJICHUA KOMIIOHCHTOB
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KPOBH, €r0 MPOBOIAT IS NMPEIOTBPAIECHUS HCIIOJIB30BAaHMsI B MPOU3BOJICTBE MPOAYKTOB U MAaTEpPHAJIOB,
HE OTBEYAIOUIMX YCTAHOBJIEHHBIM TPEOOBAHHSIM.

[TepedyeHb pacxoJHBIX MAaTEPUANIOB, MOMAISKAIINX BXOJHOMY KOHTPOJIIO, YCTAHABIUBAIOT C YYETOM
UX BJIMSAHUS Ha KayecTBO TIOTOBOro mponykra. [lokazaTenum M KpuTepuu KadecTBa yCTaHABIMBAIOT Ha
OCHOBE TpeOOBaHUN HOPMATUBHBIX JOKYMEHTOB.

BxoJHOMY KOHTPOJIIO MOJIEXKAT:

- 3aKymaemble Marepuanbl (KOHTEHHephl Ui cOopa KpOBH, pEareHTbl, TECT-CUCTEMBI,
JEe3UH(PULIUPYIOLINE CPEICTBA U IPYTHE);

- 00pa3ibl TOHOPCKOH KpOoBU (TIPU IPUEMKE B JTAOOPATOPHIO);

- €ZIMHULBI JOHOPCKON KPOBU (IIpH ITPUEMKE Ha 1epepaboTKy, B OT/AE BbIAAYM MPOLYKLIUN).

7.15.2 KoHTpoJib B mpo1iecce Npou3BoICTBA

Kontposro B nporecce Nponu3BoICTBA MOAJIEKAT:

- pacxomHble Marepuaibl (KOHTEHHepHl JJsi cOOpa KpOBH, pEareHThbl, TECT-CUCTEMBI,
JEe3UH(PULUUPYIOLINE CPECTBA, MHCTPYMEHTHI, MATKUE MaTepUalbl U Ap.);

- 00BEKThl BHEIIHEH cpeabl (PyKH MEIUIIMHCKOTO MEepCoHaa, KoXa JIOKTEBOro cruda JO0HOpa,
poObI BO3yXa, IOBEPXHOCTHU CTOJIOB, CTEH, IIOTOJIKOB, 000pYI0OBaHUSA U T.I1.).

7.15.3 KoHTpOab rOTOBOM NPOAYKIIUN

7.15.3.1 OOme noa0XeHust

Opranuzanys I0JKHA OCYIIECTBISATh KOHTPOJIb KadyecTBa TOTOBOW NMPOIYKIIMM HAa COOTBETCTBHE
YCTaHOBJIEHHBIM TPEOOBaHUSM.

KoHTponp KadecTBa KOMIIOHEHTOB KpOBU CIIEIYeT MPOBOJUTH BBIOOPOYHO TIO 3apaHee
pa3paboTaHHOMY IUIaHY, KOTOPBIH BKIIIOYAET B ceO0sl:

- YaCTOTY MPOBEICHHS ITPOBEPOK;

- c1oco0OBI 0TOOpa MPoo;

- 00eM BBIOOPOK.

[Tnan cnemyer pa3pabaThlBaTh C Y4Y€TOM PHCKOB MEPEKPECTHOrO 3arps3HEHUs (IPOAYKTOB,
00pa3loB MpHU UCHOIH30BAHUN HECOBEPIIEHHBIX METOJI0B 0TOOpa Mpo0), a TaKKe PHUCKOB, BOSHUKAIOLIUX
NIPY TIPOBEICHUH KOHTPOJISI M NCIIBITAHUI KPOBU M €€ KOMITOHEHTOB.

7.15.3.2 KoHTpos nepes Boljaueii B JeueOHOe yupekIeHne

HemnocpenctBenHo mepea BbAadeid TOTOBOW MPOAYKIMHM B JIEUeOHOE yUpEexIACHHUE HEOOXOIUMO
IPOBEPUTH:

- UACHTU(UKAIIIO POYKTa;

- CTaTyC KOHTPOJIS;

- cootBeTcTBUE Tpynnbl ABO u pe3yc-pakTopa KOMIIOHEHTa KPOBH 3aKasy;

- CPOK TOJAHOCTH;

- BHEIITHUH BUJIL.

JlaHHbIe 0 pe3yabTaTax KOHTPOJIS TOJKHBI PETUCTPUPOBATHCA.

MeToabl U KPUTEPHUH KOHTPOJS YCTAaHOBJICHHI HOPMATHBHBIMH IPABOBBIMH aKTaMH, a TaKXkKe
BHYTPEHHUMH JIOKYMEHTaMU OpPTaHU3aINH CITyKObl KPOBH.

KoHTponh KauecTBa KOMIIOHEHTOB KPOBH II0 JPYTHM TOKa3arelsM (00beM KOMIIOHEHTA;
aKTUBHOCTH JCHUCTBYIOIIEro (hakTopa; CTepuiIbHOCTH, pH M T.Im.) cieayeT MpoOBOAUTH BBHIOOPOUYHO, IO
3apaHee pa3pab0TaHHOMY IJIaHy.

Opranuzanus J0JDKHA PETHCTPUPOBATH B COOTBETCTBYIOUICH YUYETHOH IOKYMEHTAIlMH JaHHBIE O
pe3yabTaTax KOHTPOJS, MCIBITAHUM, W3MEPEHUH MPOLECCOB U MPOLYKIMH. OTy HHPOPMALHUIO
HE00X0IMMO BHOCUTH B 0a3bl TOHOPCKUX JAHHBIX M KOMIOHEHTOB KpoBHU (cM. 6.10).

B 3anucsax mosmkHBI OBITH MPEAYCMOTPEHBI MOJNHMCH JIML, CAHKIUOHUPOBABIIMX PE3YJIbTATHI
KOHTPOJIA U U3MEPECHUM.

7.16 YnpasiieHHe HeCOOTBETCTBYIOIIEH NMPOAYyKIHeil
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7.16.1 OO0mMe MoI0KEHUS

Opranuzanys A0JKHA ONPEACTUTh MOPSAIOK padOThl C HECOOTBETCTBUSMH U HECOOTBETCTBYIOIICH
MPOIYKIIMEH, KOTOPBIN JOHKEH BKIIIOUATh B CeOs:

- PETUCTPALIMIO HECOOTBETCTBUIA;

- IOBTOPHBIA KOHTPOJIb MPOTYKIUH.

Opranuzanus 10HKHA 00eCneunTh, YTOOBI MPOIYKIIHS, HE COOTBETCTBYIOIIAsl TpeOOBaHUAM, ObLIa
BBISIBJICHA M HAXOAWJIach IOJI KOHTPOJEM C IIeNibl0 MPEeAOTBpAIlCHUs €€ TOCTaBKU WJIU
HEIpeAHAMEPEHHOT0 UCTIOIb30BAHMSL.

7.16.2 OOBEKTHI HECOOTBETCTBUI

OObexkTaMy HECOOTBETCTBUI B OPraHU3aLUHU CITY’KObI KPOBH MOTYT OBITh:

- KpOBb U KOMIIOHEHTHI KPOBH;

- JIOHOPHI (MMEIOIUE IPOTUBOIIOKA3aHUS K TJOHAIUSM);

- yciyru (peakiuu U OCJIOKHEHHUS Y IOHOPOB Ha JOHALIMIO; MOCTTPAHC(Y3MOHHBIE OCIOKHEHUS Y
PELUIIUEHTOB U T.J1.).

7.16.3 BplIsiBIIeHUE HECOOTBETCTBYIOIICH MPOTYKIIUU

HecooTBeTcTByOIIast MPOYKIUS MOXKET ObITh BBISIBIICHA B PE3YJIbTATE:

a) KOHTPOJIS CIEAYIOLIUX BUJIOB:

- BXOJTHOTO KOHTPOJISI IPOYKTOB U MaTEPHAJIOB;

- METUIITHCKOTO 00CIIeIOBaHUS JOHOPA;

- 00cne10BaHus JOHOPCKOW KPOBH,

- TECTOB Ha COBMECTHUMOCTH;

- TEXHOJIOTUYECKOTO KOHTPOJISI TPOU3BOCTBA;

- KOHTPOJISI CTEPUIIBHOCTH;

- KOHTPOJISI TOTOBOH MPOIYKIIHH;

- KaTMOPOBKH/TIOBEPKH 000PYI0BAHNS,

- MOHUTOpUHTA (HAOTIOCHYS);

0) BHyTpEHHUX COOOIICHUH 0 HECOOTBETCTBUSAX (OT MOAPA3IEICHHI);

') BHyTPEHHUX U BHEITHHUX ayJIMTOB Ka4eCTBa;

1) paCCMOTPEHUS Kan00 MoTpeOuTeNe;

€) aHaju3a peKiaMaluii ¥ MpeTeH3ui.

7.16.4 ITpouenypa ynpaBieHHs] HECOOTBETCTBYIOIIECH MPOTyKIIMEH

Opranuzanys JoHKHA YCTAaHOBUTH MIPOLEAYPY IO YIPABICHUIO HECOOTBETCTBYIOMICH MPOIYKITUEH,
KOTOpasi BKIIIOYAET B ceOsl:

- OTBETCTBEHHOCTh U TOJIHOMOYHMS HA TPUHATHE PEIICHHUS B OTHOILICHUH HECOOTBETCTBYIOIIEH
TIPOYKITHH/ TOHOPOB, HEITPUTOIHBIX JUIS TOHAIINH;

- UASHTU(PUKAIIUIO U U30JIMPOBAHNE HECOOTBETCTBYIOIIEH MPOAYKIIMHU/OTBOJI OT JOHOPCTBA;

- MPOBEICHNE TTOBTOPHOTO KOHTPOJIS;

- TOKyMEHTaJIbHOE 0OOPMIICHHUE;

- OT3bIB MPOAYKINHU (TIpU HEOOXOJUMOCTH);

- YTIUIIM3AIHMIO MPOIYKIIMHU B CIIydae MPU3HAHMS €€ OKOHYATEIHPHOTO HECOOTBETCTBUSL.

B opranuzanuu 10JDKHBI OBITH Ha3HAY€HBbl OTBETCTBEHHBIE JIMIlA, IMOJHOMOYHBIE MPUHUMATH
pemeHuss 1O HECOOTBETCTBUSAM (OTBEJEHHME OT JIOHOPCTBA, BOCCTAHOBJIEHHUE B JOHOPCTBE,
CaHKLIMOHUPOBaHUE MCIIOIBb30BAHMSI TPOTYKIIUH, IPU3HAHUE Opaka, yTUIH3aUH MPOIyKIUHU U T.1.).

7.16.5 OOpaieHue ¢ pa3TUIHBIME 00bEKTaAMH HECOOTBETCTBUS

7.16.5.1 Tlopsimok oOparieHus: C HECOOTBETCTBYIOIICH MPOAYKITUEH/HECOOTBETCTBUSIMH

HecooTBeTcTByromass NpPOAYKIHS JODKHA OBITh HACHTU(MUIIMPOBAHA, B3sATa HA YYE€T W
nepeMeIeHa B CreliaibHO OTBEIEHHOE U 3alTUIIICHHOE OT CBOOOTHOTO AOCTYIIa TOMEIICHHE (MECTO).

B cnyuasix, kora rnocie BbIaud KOMIOHEHTOB KPOBH B JIEYEOHO-TIPODMITAKTHUECKOE YUPEIKICHHE
BBISIBJISIIOTCSI:
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- TEMOTPAaHCMHCCHUBHBIE MH(PEKIUU y TOHOPOB, BHI3BAHHBIC M3BECTHHIMH Ha MOMEHT 3arOTOBKHU
KpPOBH MMaTOT€HHBIMH OMOJIOTHYECKUMU areHTaMu;

- MATOT€HHBIC OMOJIOTUYECKUE areHTHI (B MJIa3Me) B JOHOPCKOW KPOBH;

- HapyLIEHUs MPOLIeTypbl UCCTIE0BAaHUS KPOBH Ha HAIMYUE MATOI€HHBIX OMOJOTHYECKUX areHTOB,

a TaKXke B clydae IMOJNydeHUs HH(DOpPMAIMH O BBISABICHUH Yy PEUUNUEHTa WHPEKIUOHHOTO
3a00JIeBaHMUs, ICTOYHUKOM KOTOPOTO ObLI MJIM MOT OBITH JJOHOP, OPraHU3alMsI TOHOPCTBA KPOBU JOJIKHA!

- POBECTU PETPOCIIEKTUBHBIN aHAJIW3 MPEIbIIYIIUX TOHAIIMHN 32 Iepuo/1 He MeHee 6 Mec;

- OLICHUTHh HEOOXOJIMMOCTh OT3bIBA M3TOTOBJICHHBIX MPOJYKTOB KPOBU, MPUHHUMAsi BO BHHMAaHUE
BUJI 3a00JICBaHUS, HHTEPBAJI BPEMEHHU MEXK/Ty JJOHAIIMEH U MCCIIEI0BAaHUEM KPOBH,

- MIUCbMEHHO NMPOUH(DOPMHUPOBATH MOTPEOUTEINIEH;

- POBECTH MEPONPUSITHSI, HAPABJICHHBIE HAa MPEIyPEKICHUE HECOOTBETCTBUM.

7.16.6 3anucu

JItob0oe HEeCOOTBETCTBHE KAayecTBA M MPUHATHIC JEHCTBUS JOJDKHBI OBITh 3apETUCTPHPOBAHBI 10
¢dbopMe, yCTaHOBIIEHHOU B OpraHu3aluu (B BUA€ COOOIIEHHUs, OTYETa, KAPTOUKHU, aKTa U T.I1.).

3amucu O XapakTepe HECOOTBETCTBUH M JIIOOBIX TOCICAYIONIMX TMPEANPUHSATHIX ICHCTBUSX,
BKJIOYAsl CAHKIMOHUPOBAHHOE pa3pelleHHe Ha BOCCTAHOBJIEHUE B JOHOPCTBE, BBIMYCK/TIPUEMKY
MPOIYKIMH, SKCIUTyaTallui0 OOOpYMOBaHUS U T.I., JOJDKHBI TOJACPKHUBATHCS B pabOYeM COCTOSHUU
COrJIacHO TpeOOBaHMSIM 5.8 HACTOAIIETO CTaHIAPTA.

[Tpu BBISIBIEHUH JTFOOOTO HECOOTBETCTBUS 0053aTEILHO MPOBEICHNE TTIOBTOPHOTO KOHTPOJIS.

7.16.7 JleicTBUsI IPU BBISIBICHUU HECOOTBETCTBUS

Ecian HecooTBeTCTBUS BBISBJICHBI MOCJIE IMOCTAaBKM WM Hayajla HCIOIb30BaHUS KPOBH WIIU €€
KOMITIOHEHTOB, HEOOXOAUMO:

- ONOBECTHUTh 3aWHTEPECOBAHHBIX MOTpeOUTENeH (JIeueOHbIE YUPEIKICHHSI, BBIIIIECTOSIINE OPTaHbl
YIpaBlIEHUS 3JpaBOOXPaHEHUEM U T.11.);

- 0TO3BaTh OT NOTPEOUTENSI HECOOTBETCTBYIOLIYIO MPOTYKIUIO;

-  TOPOAYKIHIO, TOJNYYeHHYI0 C TPUMEHEHHEM HECOOTBETCTBYIOUIMX MAaTepUaloB MU
000pyZOBaHUs C HEYJOBICTBOPUTEIBLHBIMH pPe3ylbTaTaMU KalWOPOBKH/TIOBEPKH, HUIECHTHU(PHUIINPOBATH,
MIPOaHAIM3UPOBATh MOCIEACTBUS U, B CIydyae BBICOKOIO PHCKa yXyAUIEHHs KadecTBa M 0€30MacHOCTH,
Tak)Ke 0TO3BaTh OT MOTPEOUTENEH.

Ecnm B pesynprare aHamm3a HECOOTBETCTBHI KPOBb M €€ KOMIIOHEHTHI NMPU3HAHBI OKOHYATEIHHO
HENPUTOJIHBIMH JUUIsl MCIIOJIb30BAHUS, TO MPOMYKIUS JOJDKHA OBITh YHUYTOXXKEHAa B COOTBETCTBUU C
JIOKYMEHTUPOBAHHOW MPOLETYPOil.

7.16.8 AHanu3 JaHHBIX

Opranuzanus J0KHA ONPEAeNaTh, COOMpaTh M aHAIM3UPOBATh HEOOXOIWMBIE TaHHBIC IS
MOATBEPKJICHUS MPUTOTHOCTH U PE3yJIbTATUBHOCTUA CUCTEMbl MEHEPKMEHTA KauecTBa. DTH JJAHHBIE MOTYT
BKJIIOYaTh B ce0s:

- JJaHHBIE O YUCJIE €IMHUI] IPOU3BEACHHON MPOAYKIIUH;

- nHGOPMAIIUIO O pe3ysbTarax 00CieOBaHUS JOHOPCKON KPOBHW MPHU BHIMTyCKE W3 KapaHTHHA U
MapKHpPOBKE MPOAYKIUU;

- TaHHbIE ka0, pexinamanuit, nperen3uit JIITY u apyrux norpedureneit;

- 3apErUCTPUPOBAHHBIC PE3YJIBTATHI 00CIEIOBAHUS U KOHTPOJIS KaueCTBA TOTOBOM MPOAYKIIUH.

7.16.9 Ynyumenus

Opranuzanys J0DKHA TOCTOSHHO — IOBBIIIATh — PE3YJAbTATUBHOCTH  IMPOLIECCOB  CUCTEMBI
MEHEP)KMEHTa KadecTBa MOCPEICTBOM HCIIOJIb30BAHMS JTAHHBIX MPOBEPOK JIOOBIX BUIOB (B TOM UHCIE
ay/UTOB), aHAJIM3a JIaHHBIX, KOPPEKTHPYIOLIUX U MPEAYyNPEeXKAAIONINX ICUCTBUI, a TaKKe aHalu3a
CUCTEMbI MEHEPKMEHTA KaueCTBa CO CTOPOHBI BHICILIETO PYKOBOCTBA.

7.16.10 KoppekTupytoliye 1 npeaynpexaaonme 1eicTBus

Opranuzanys 0JDKHA NPEANPUHUMATh KOPPEKTHPYIOIIME WU Mpeaynpexaarolne IeHCTBUS B
pe3yabTaTe MPOBEPOK, KOHTPOJS, MCHBITAHUM (B TOM 4YHCJIE ayAWTOB) IJisi YCTPaHEHUs MPUYUH
HECOOTBETCTBUH U JUIsI MPEAYNPEKICHHS UX TOBTOPHOTO BO3HUKHOBEHHUSI.

15.04.20222 Cucrema TAPAHT 37/38



Opranuzanus 10HKHA OMPEAETUTh IEHCTBUSA, YTOOBI YCTPAHUTh MPUYMHBI BO3MOKHBIX PEaKIHi 1
OCJIOXKHEHUH Y JOHOPOB U PELMIINEHTOB, MOJIy4aloUUX TpaHcy3uu.

bubauorpadus

[1] ®enepanbhbiii 3akoH "O6 obecnieueHnn enuHcTBa M3MepeHuit" ot 26 urons 2008 r. N 102-Dd3
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