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[lpeancnoBue

Llen, OCHOBHbIE NMPUHLUMBI 1 NOPSAOK NPOBEAEHNS paboT NO MEXrocyaapCTBEHHOW cTaHaapTU3aumm
ycTtaHoBNeHbl [OCT 1.0—92 «MexrocygapcteBeHHada cuctema ctaHgaptusaymn. OCHOBHbIE MONOXEHUA» U
[OCT 1.2—2009 « MexrocygapctBeHHad cuctemMma ctaHgapTusaum. CtaHgapTel MeXrocyaapCcTBeHHbIe, Nnpa-

BUNA U peKoOMeHaaL M No MeXrocygapcTBeHHOW ctaHaapTusaunn. Npasuna paspaboTKu, NPUHATUSA, NMpUMe-
HEeHWSA, OOHOBMEHUA U OTMEHbI»

CBegeHUA o cTaHgapTe

1 NMOAINOTOBIIEH ®epepanbHbIM rocygapcTBeHHbIM YHUTAPHBIM NpeanpuatTnem «BcepocCUnckni

Hay4YHO-UccnegoBaTenbCKUA  MHCTUTYT  cTaHgapTu3aumMm U cepTudpukauum B MaLUMHOCTPOEHUN»
(BHUWNHMALL)

2 BHECEH ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY perynmpoBaHunio U MeTponornn

3 NMPUNHAT MexrocygapcTBeHHbIM COBETOM NO cTaHdapTusauun, MeTponormm n ceptudoukauim (Npo-
TOKON OT 24 Maa 2012r.Ne41)

3a NPUHATUE NPOronocoBarnu:

KpaTkoe HaumeHOBaHWE CTpaHbl Koa cTpaHbl CokpalleHHOe HAaMMEHOBAHWE HALIMOHANBLHOIO opraHa
no MK (MCO 3166) 004—97 no MK (MCQO 3166) 004—97 no craHgapTM3aunm

AsepbanmxaH AZ A3cTaHgapT

benapycb BY “occTaHpgapt Pecnybnuku benapychb

{azaxcraH KZ “occTaHpgapT Pecnybnuku KasaxcraH

{nprmans KG {blprui3cTaHgapT

MonaoBa MD MongoBa-CtanpapT

PoccUs RU PoccTaHaapT

TamKUKMCTaH TJ TapKukcTaHpgapT

Y3bekncTtaH UZ Y3cTtaHpgapT

YKpauHa UA MWH3KOHOMPA3BUTUSA YKPaAWHBI

4 Tpukasom PeaepanbHOro areHTCcTBa no TEXHUYECKOMY perynmpoBaHuio U MeTponorin ot 1 HoaopH
2012 1. Ne 656-cT mexxrocygapctBeHHbIM cTaHOapT FOCT 31597—2012 (IS0 3826:1993) BBeaeH B 4eNCTBUE B
KayecTBe HauunoHanbHoro ctaHgapta Poccunckon @epgepaummc 1 auapa 2015r.

5 Hactoawmm crtaHgapT MoaAUPUUUPOBAH MNO OTHOLWIEHWUIO K MeXAyHapoAHOMY cTaHaapTy
1ISO 3826:1993 Plastics collapsible containers for human blood and blood components (lNonumepHsie pasbdop-
Hble KOHTEeWHepPLI ANs YeNoBeYeckon KpOBN N ee KOMMOHEHTOB) NyTeM BHECEHUA ACMONMHUTENbHBLIX NOMOXe-

HUI. JononHuTenbHble dpasbl, cnoBa, nokasatenn Wunm nx 3HadeHus, BHECEHHble B TEeKCT cTaHaapTa,
BblAeeHbl KYpCUBOM.

[TepeBOA C aHIMMUCKOTO A3blka (en).
CTeneHb cooTBEeTCTBMA — MoauduymposaHHaa (MOD).

CTtaHpapT nogrotoreH Ha ocHoBe npuMeHeHnalF OCT P $1622—2000 (MCO 3826—93)
6 BBEIEH BIMNEPBbGIE

ViIHgbopmMauust 0b UMeHeHUSIX K HacmosiuweMy cmaHOapmy nybnukyemecs 8 eXXe200HOM UHQQopMalUOH-
HOM yKalamerne « HayuoHarnbHbIe cmaHoapmabi», @ meKcm U3MEeHeHUU U NoMNpasgoK — 8 eXKeMeCSHYHOM UHQPOP-
MalUUOHHOM yKa3amerne «HalyuoHanbHbie cmaHOapmbi». B criydae riepecMompa (3aMeHbi) Uil OMMEHbI
Hacmosuie2o cmaHOapma coomeemcmeyroujee yseodoMmiieHue byoem onybriuKogaHO 8 eXeMeCA4YHOM
UH(pOpMalUlUOHHOM yKazamerne «HalyuoHanbHbie cmaHOapmbi»y. Coomeemcmeyiouwasd UHpopMalUus, yee-
OOMIIeHUE U MeKCMbI pa3Melaromcecs makxxe 8 UH(popMalyUOHHOU cucmemMe obujez20o rnosb3oeaHuss — Ha ou-

UuansHoM calime ®edeparnlbHO20 a2zeHmemaea o MmexHU4YeCcKoMy pez2yrnupogaHUuro U Memporioauu 8 cemu
ViHmepHem

© CtaHgapTtuHdgopm, 2013

B Poccuinckon Pegepaumm HacToAWMA cTaHOapT He MOXKET OblTb MOSTHOCTbIO UM YaCTUYHO BOCTIPOU3BE-

[eH, TUpaXXMpoBaH N pacnpocTpaHeH B KadecTBe oduumansHoro nsgaxHmsa oes paspeweHuns degepanbHoro
areHTCcTBa Mo TEXHNYECKOMY PerysimpoBaHuUo U METPOSIOr M
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FOCT 31597—2012
(1ISO 3826:1993)

M E X T O CY 3D APCTUBEWUHH bl W C T A H O AP T

KOHTEWHEPbLI NMOJIMMEPHBIE OJ11 KPOBU
N EE KOMINOHEHTOB OOQHOKPATHOI O NPUMEHEHUA

TexHu4veckune TpeboBaHuUA.
MeToabl UCNbITAHUN

Polymeric containers for blood and components for single use. Technical requirements. Test methods

IlaTta BBegeHna —2015—01—01

1 Obnactb npuMeHeHus

HacToawmm ctaHaapT pacnpocTpaHAeTCca Ha NoNUMMepHble KOHTEUHepPbl ANA KPOBU U ee KOMMNOHEHTOB,
CTepWUIbHbIE, OOHOKPAaTHOIo NPpUMeHeHUd (danee — KoOHTeMUHephbl), NpegHasHavdeHHble A4NdA B3ATUA KPpOBU, pas-
aeneHnsa ee Ha KOMMNOHEHTLI, XpaHeHUdA, TpaHCNopPTUPOBaHUA U NepernmMBaHUda KPOBU U ee KOMMOHEHTOB.

CTaHOapT ycTaHaBnMBaeT TexHU4Yeckne TpeboBaHUA, BKIOYaa aKCnyaTalMOHHbIE XapakTepUCcTUKn 1
MeTOoAbl UCNbITAHUU NMPU NPpUeMocaaTOuYHbIX, CEPTUPUKALUOHHBIX 1 NepnogniecKknx UCnblTaHUAX.

KoHTenHep obecneymBaerT:

- COXpaHeHUe KavyecTBa KPOBU U ee KOMMOHEHTOB;

- 3(pdeKTUBHOE U Be3onacHoe B3ATUE KPOBU, XpaHeHne, pasaeneHne KpoBN Ha KOMMOHEHTLI 1 Nepesn-
BaHUWEe coaepP>XKUMOro;

- CBedeHue 40 MUHUMYMA 3apaXeHUsa, 0cobeHHO DakTepuanbHOoro;

- OTCYTCTBME BO3AYLUHON 3MOONNK NPU B3ATUN U NepenIMBaHN;

- NOAKMNKYEHUE 1N NepenmnsaHue C NOMOLLLIO YCTPOUCTB AN nepefiMBaHna KPOBU;

- MaKcUMarllbHYI0 YCTOUYUBOCTL K paspyLUEHUIo N paspbiByY.

TpeboBaHUA HACTOSILLEro cTaHaapTa ABMSATCH 00s13aTENbHbIMU, KpOMe TpebOoBaHUN NPUNOXeHU A
nb.

2 HopMmaTuBHbIE CChINKN

B HacTodalleM cTaHOapTe UCNONb30BaHbl CChINKX Ha cneayoLlne MexXrocyaapcTBeHHble cTaHaapThl:

[OCT 25047—87 YcTponcTBa KOMNNEKTHbIe 3KCPY3NOHHBbIE, MHY3UOHHLIE U TpaHCAY3UOHHLIE OOQHO-
KpaTHOro npumeHeHud. TexHudeckmne ycnoBug

[OCT 31209—2003 KoHTenHephbl AN KPOBU 1 ee KOMMOHEHTOB. TpeboBaHMsS XUMUYECKOW 1 DMONOrn-
yeckon 6e3onacHOCTU U MeTodbl UCMNbITaHUIA

[TpumeyaHne—Ilpu NONb3OBAHMN HACTOSWMM CTAHAAPTOM LEeNnecoodpasHo NPOBEPUTL AENCTBUE CCbINMOM-
HbIX CTAaHO4APTOB B WMHMPOPMALMOHHON cucTeme obwero nonb3oBaHUA — Ha oduumanbHoOM canTe dPeaepanbHOro
areHTCTBa No TEXHUYECKOMY PEryIMpPOBaHUIO U METPOSIOTNN B CETU VIHTEPHET NN NO €XErogHoMy MHPOPMaUNOHHOMY
yKasartento «HaunoHanbeHble cTaHAapPThI», KOTOPLIN ONYONMKOBAH MO COCTOSAHUIO HA 1 SHBAPSA TEKYLLENO roaa, v no BbiBYC-
KaM eXXeMeCAYHOro MHPOPMaUNOHHOIO ykasartens « HaunoHanbHble CTaHA4APThI» 3a TEKYLWMWU rof,. ECcnm cCbIiNOYHbIN CTaH-
0AapT 3aMeHeH (M3MEHEH), TO MPU NOMb30BAHUM HACTOSAWMM CTAHOAPTOM CregyeTr PyKOBOACTBOBATLCH 3aMEHSIIOLWNM
(MBAMEHEHHbIM) CTaHaapTOM. ECnun cCbinoYvHbIN CTaHAAPT OTMEHEH De3 3aMeHbI, TO NONOXEHUE, B KOTOPOM aHa CCbIfKa Ha
HEro, NPUMEHSAETCH B YacTn, HE 3aTparnBatoWeEN 3Ty CCbITKY.

3 OnpepeneHuA

B HacTosAwWweM cTaHgapTe UCNONb3YyoT cneayowe TepMUHbl C COOTBETCTBYIOLWMMUM onpeaeneHUsaMu:

3.1 napTVa KOHTEUHepPOB, He coaepXalnx aHTUKoarynaHT U/Mnm pacTBoOp KOHCepBaHTa KpoBMU:
“1CNO KOHTEUHEPOB, NPOCTEPUTAIOBAHHBLIX 32 CYTKMN.

U3pgaHune odbmumanbHoe
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3.2 NapTUA KOHTEUHEpPOB, coaepXalnux aHTUKoarynaHT u/unu pactBop KOHcepBaHTa KpoBU: Huc-
MO KOHTENHEpPOB, 3anofIHEHHbIX MOPLUEN pacTBOPa aHTUKoarynsHTa u/unm KoHCepBaHTa KpoBU U3 04HON Nap-
TUX U NPOCTEPUNN3OBAHHbBLIX 32 CYTKN.

3.3 cCepusl KOHTeMHepoOB, coaepXXalnux KOHCepPBaHT KpoBU: HCNO KOHTENHEPOB, 3aNONTHEHHBIX KOH-
CEePBaAHTOM KPOBU U3 0AHOUN MapTUKX U NMPOCTEPUNM30OBaHHbIX 3a 04MH LUK cCTepunnusaum B OQHOM CTEPUIN3A-
TOpeE.

3.4 cpoKXpaHeHUA: [lepnoaBpeMeHN Mexay aaTon ctepunmsanuimmgaTon, nocne KOTOPOU KOHTEeNHep
Henb3da UCNOMb30BAaTh ANA B3ATUS KPOBW.

4 Twnbl n pasmepbl

4.1 KoHTenHep npeacTaBnsieT cOO0OUN 3aMKHYTYH 3NACTUYHYHO, TEPMETUYHYIO M CTEPUTBHYIO CUCTEMY U3
OCHOBHOW €MKOCTU ANS KPOBW, AOMNONMHUTENbHBIX EMKOCTEN ANSl KOMMOHEHTOB U cOeaNHUTENbHBLIX TPYOOK,
M3rOTOBMIEHHBIX W3 MSATNKOro NOMUBUHUNXIOPUAA, NNacTUPULUPOBaAHHOTC AWoKTUNgTanatoM. Kaxagas
EMKOCTb UMeeT WTyLepbl C BHYTPEHHUM MeMObpaHHbIM KnanaHOM, OCHOBHAsl EMKOCTb UMeET y3es B3SATUS
KPOBMW.

Pasmepbl KOHTEMHEPOB AOMKHBI COOTBETCTBOBATL pasdMepam, ykasaHHbIM Ha pUucyHKke 1 ns tabnnue A.1.
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[Tpn medaHune—PucyHok He onpeaenseTr KOHCTPYKUUIO

T — yUIKO; 2 — 3alUTHbIW KONNAa4oK; 3 — urna; 4 — 3TUKeTKa; 5 — yLKo; 6 — TpybKa ANns B3ATUA KPOBU, ANUHOU HE meHee 800 Mm;
/ — YLWKO;, 8 — WTyUep ¢ 3alUTHBIM npucnocobneHmnem; 9 — coeauHUTENBLHAA TPYDKA € 3aXXUMOM (BbIDOPOYHO), ANUHOU HE MEeHee

200 mm

PUCYHOK 1 — KOHTEMHEpP NoNnMMepHbIV
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O6pa3subl dopM pekoMeHayeMbIX 3TUKETOK NpuBeaeHbl B NpUnoxeHnn b.

4.2 KOHTeWHepbl BbINyCcKakoT ABYX TUMOB:

- KOHTeWHepkl, He coaepKalwlne aHTUKoarynaHT U/mnm pacTBop KOHCEPBaHTA;

- KOHTeWHepbl, coaepXallue aHTUKoarynsaHT W/unm pacTeop KoHcepBaHTa.

4.3 KoHTenHepbl B 3aBUCUMOCTU OT HasHa4YeHUA 1 KONM4ecTBa eMKOCTeN (KamMep) BbINyCKakoT YeTbipex
BUOOB:

- OHOKaMepHbIE;

- ABYXKaMepHbIe;

- TpexKaMepHble;

- YeThblpexkamMmepHble.

5 Tpe6GoBaHUA K KOHCTPYKUUN

5.1 O6wune TpeboBaHUA

KOHCTPYKLUA NONUMEPHOTO KOHTENHepa AoMmKkHa obecnevmnBaTh besonacHoe U yaobHoe B3ATUE, pasae-
neHne, XpaHeHue, TpaHCNOPTUPOBaHNE U NPUMEHEHUEe LieNbHOW KPOBU N ee KOMMOHEHTOB. KOHCTPYKLIMA U CNo-
coD M3roTOBMEHUA KOHTEWHEepa He AOJPKHBLI OKasblBaTb BPeAHOro BIMAHUA Ha COXPAHHOCTb KPOBWU U ee
KOMMNOHEHTOB. KOHTenHep AomkeH obecne4vnBaTthb nony4vyeHUe nnasmbl UNn LEHTPUYTMPOBAHHBIX MM NOBTOP-
HO CyCNeH3UpOBaHHbLIX KOMMNOHEHTOB KPOBU C MUHUMAaTbHBIM PUCKOM 3arpsisHEHUSI MUKPOOPraHU3MaMu.

KoHTenHep aomkeH obecnevnBaTb QPYHKLNOHANBHYIO COBMECTUMOCTL CYCTPOUCTBOM AN NepennBaHuns
kKpoBn no FOCT 25047. Ero KOHCTpYKUKMA AOMKHa Takke obecnevnBaTb BO3IMOXKHOCTb NPUMEHEHNSI KOHTENHE-
pa B cTakaHe UeHTpUudyri.

5.2 CopgepxaHue Bo3gyxa

5.2.1 Obllee KONMYECTBO BO3AyXa, coaepXallerocsl B Tpybkax n B OCHOBHOW €MKOCTU KOHTEUHepa,
3aMonHEeHHOro XNAKOCTLIO, He AOMKHO NpeBbIlaTh 5 M3, U Takol ke 06beM Bosayxa (He 6onee 5 cm3) AomnkeH
ObITb B Ka)Xa0W AONONHUTENBHOMN EMKOCTU N ee TpybKax.

5.2.2 T1pnNB3ATUN KPOBUB COOTBETCTBUN C UHCTPYKLNEN USFTOTOBUTENA KOHTENHEP AOITKEH 3aMnofIHATLCS
KpOBbto Be3 nonagaHUa B HEro Bo3ayxa.

5.3 OnopoxHeHue nog aaBrneHneEMmM

KoHTelHep, 3anonHeHHbIN BOAOU NpU TeMmnepaTtype (23 £ 2) °C, KoNn4ecTBO KOTOPOUM paBHO HOMUHATb-
HOW BMEeCTUMOCTU, U coegUHEeHHBbIN C YCTPOUCTBOM ANnd nepenunBaHunsa KpoBu no FNOCT 25047, BBeAeHHLIM B
lWTyuep(bl), A0MKeH(bl) ONOPOXHATLCS B TeYeHne 2 M1H Be3 yTeukn Npmu NoCcTeneHHOM caaBnMBaHUN ABYMS
nnacTUuHaMm rnpu BHyTpeHHeM 1U30bITouHOM AaBneHnn 40 klM'a (BbiLLe aTMOCEPHOro).

5.4 B3ATne fo3bl AOHOPCKOU KPOBM

KOHCTPYKLUA KOHTEMHEPOB AOMKHA obecnevnBaTbh B3ATUE O03bl AOHOPCKOMU KPOBU De3 HapyLUeHUS
3aMKHYTOWU repMeTUYHOW CUCTEeMbl KOHTeUHepa.

5.5 CKkopocTb 3anonHeHUn

5.5.1 KoHTenHep AommKkeH ObITb AOCTATOUHO 3M1acTUMHBIM U OO0IKeH obecnevmBaTb MUHUMAbHOE
CONPOTUBNEHUE 3anoSIHEHUIO ero B HoOpMarbHbIX YCITOBUAX MPUMEHEHUS.

5.5.2 KOHCTpYKUNA KOHTENHEpa U BHYTPEHHNIN ANaMeTP ACHOPCKON UMbl AOJTKHBI 0becnevmnBaTh 3anosi-
HEeHWE OCHOBHOW EMKOCTU KPOBbLIO 10 HOMUHATbHON BMECTUMOCTHU 3a BpeMs He bonee 8 MUH.

5.6 Y3en B3ATUA KPOBU, cOeAUHUTENbHbIE TPYOKU N 33)KUM

5.6.1 OCHOBHasi eMKOCTb KOHTEMHEpPA AO0MKHA MMETb y3en B3SATUS KPOBU C COeANHUTENBLHOW TPYOKON
annMHon He meHee 800 mMm. KoHTeHep ¢ ACNONHUTENbHBIMUA EMKOCTAMUK 4151 NepenMBaHns B HUX KOMMOHEHTOB
KPOBU AOIKEH UMETb coegnHUTENbHBbIE TPYOKKN ANnHON He meHee 200 MMm.

CoegunHUTenbHada Tpyobka B CBEPHYTOM COCTOSAHUN AOTTKHA CNYXXUTb NPOoKNaakon Mexay eMKOCTAMU KOH-
TenHepa, a B Pa3BEPHYTOM COCTOSIHUM — obecnevnBaTb CBODOAHOE NepeTekaHNne KOMMNOHEHTOB KPOBU U3
OQHOWN eMKOCTU B APYIYIO.

5.6.2 TpyOKM Npn BU3YyanbLHOM OCMOTPE He AOITKHbI UMEThb MOBPEXAEHNIN: TPELWNH, PaKOBUH, U3NOMOB U
apyrux nedekTtoB — 1 A0MKHbI obecneynBaTb repMeTUYHOCTb NMPU 3KCnyaTaLun.

5.6.3 KoHTelnHep 1 coeguHeHHbIE C HUM TRYDOKU AOMMKHBbI ObITb repMeTudHbl. KoOHTEWHEpP, 3an0oNHEHHbIN
BOAOW 40 HOMUHANBHOW BMECTUMOCTU, AOJDKEH BblAepXXUBaTb Harpysky npu pactsxeHun B 20 H B TeveHue
15 ¢, NP 3TOM He AomKHa HabngaTbCs yTeuka BoAbl B COeAUHEHUAX. YCUNMNe pacTaKeHUS 40MKHO ObITb NpK-
NOXXEeHO NOo Npoac/IbHOU OCU NITOCKOCTU KOHTEeMHepa nod NpAaMbIM YIIIOM KKpatko coeanHeHUd npu temnepartype
(23 +2) °C.
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5.6.4 PonnkoBbIN 3a)XnM nNpeHasHaveH A58 PerynmpoBaHns CKOPOCTM TOKa XXNOKOCTN OT MOSTHOro nepe-
KPbITUA OO CTPYMAHOTO UCTeYeHUA. 3aXXKUM JoSDKeH ObiTb YCTAaHOBIEH Ha KayKAoW COeaUHUTENTbHON TPpYOKe KOH-
TenHepa Ans npeaoTBpalleHNs CaMonNpOon3BOSIbHOIO NepeTekaHns )XUMOKOCTU N3 OJHON eMKOCTN B APYTYIO.

5.7 oHopcKaa urna

5.7.1 [JoHopckasa urna AoikHa COOTBETCTBOBATL TpeOoBaHNAM, YCTAHOBMEHHbLIM A48 MHBbEKLMOHHBIX
nrn. rna gorkHa 6biTb HENOABUXKHO coeMHEeHa ¢ TPYOKoN y3na B3ATUSA KPOBU U UMETb 3aLLMTHBIN KOMNadok.
3aWnTHBINA KOMNavyok AomkeH obecneymBaTbh COXPaHHOCTb CTEPUNBHOCTU UrMbl, UMETb 3NIEMEHT KOHTPONS
«MepBOro BCKPbITUNA», NpeaoTBpallaTh YTEeYKY aHTUKoarynaHTa u/unum KoHcepBaHTa N3 eMKOCTU KOHTENHEePOB
BO BpeMs XpaHeHus.

5.7.2 CoegunHeEHWNE roNoBKN AOHOPCKOW UMbl C TPYOKOW y3na B3ATUS KPOBU NOCNe cTepunusaunm aon-
XKHO BblAepXnBaTb HArpysKy npu pactskeHun He meHee 20 H B TedeHue 15 C.

5.8 WUTyuepsl

5.8.1 WTyuepbl Ha KaXxaou eMKOCTU KOHTeHepa npegHasHadveHbl 4Nnsa npucoeguHeHUa TpaHcqy3noH-
HeIX yecTpoucTB NoOCT 25047 ncnctem ans nepenmBaHUs KPOBU U ee KOMMNOHEHTOB. HUCNO LITYLLEPOB eMKOC-
TW AOIMKHO COOTBETCTBOBATL €€ HasHauYeHUIo.

KoHCTpyKUUMA WTYLEepa ACIKHA UMETb BHYTPEHHUA MeMbpaHHbIA KnarnaH 1 3fieMeHT KOHTPOSA «MepBOro
BCKPbITUAY», repMeTUYecKn 3akpenneHHbln Ha oTBepcTun. OTBepcTUe WTyLepa A0MKHO COOTBETCTBOBATL

Hapy>XHOMY AnamMeTpy 5f8=:12 MM CTaHAapTHOW NONMMMEPHOU UMbl YCTPOUCTB U CUCTEM.

5.8.2 CoeagnHeHne cTaHaapTHOW MONMMMEPHOW UMbl U LLTYLIepa eMKOCTU AOTHKHO ObITb HAAEXHBIM U Tep-
METUYHBLIM, HEe AOMycKaeTcda NnoaTtekaHue XUAKOCTWU Npu nepenuBaHuM M NpU BO3AEUCTBUW OaBNEeHUs Ha
eMKOCTb N0 5.3.

5.9 lNoaBewnBaHuUue

5.9.1 KOHTenHep A0MKEH UMETb YCTPOMCTBO («YLUKO» ) AN NoABELIMBaAHUA KOHTEUHepa, obecnevnBato-
LLiee yaoOCTBO NpU B3SAITUN, XpaHEHWUN, pasgeneHnn U nepennsaHnn KpoBH.

5.9.2 YCTPOUCTBO ANA NoABELUMBaHNA OOIMKHO BblAepXMBaTh Harpysky npu pactskeHnu B 20 H, npuno-
XXEHHYI0 BAOMb MMaBHOU OCU LUTYLLEPOB, B TedeHne 60 MUH Npu TemnepaTtype (23 £2) °C.

6 TexHun4yeckue TpeboOBaHUA

6.1 Ob6LWwune TpeboBaHUA

6.1.1 MaTepuansl, N3 KOTOPbIX U3rOTOBMNEH KOHTEUHEP, ero AeTann n ntHamBuayanbHas Tapa (noTpedbu-
Tenbckas) A0MKHbI ObITb COBMECTUMLI C €ro CoOAERXKUMbIM (KPOBbIO, aHTUKoArynaHTamm, pacTBOPOM KOHCEp-
BaHTa) 1 paspelleHbl K MPpUMEHEHUIO B yCTAaHOBMEHHOM NOpSAAKe.

6.1.2 KOHTenHep A0MKeH ObITb MATKAM, 3M1aCTUYHBIM U HEXPYNMKUAM NPW 3KCnyaTauun.

6.1.3 KoHTenHep gomkeH ObiTb CTEPUSIBHBIM, aNUPOreHHbIM N HETOKCUYHbLIM.

6.1.4 KoHTenHep He AOITIKEeH CrMnaTbhCs BO BpeMsi XpaHeHUuda npmu temnepaType He Beile 40 °C B TeueHUe
YCTaHOBJITIEHHOMO CpoKa.

6.1.5 KoHTenHep gonkeH bbiTb CTabUNBbHBLIM NO DUONOTNYECKUM, XUMUYECKUM U PUSUYECKUAM NapaMeT-
pam B OTHOLLUEHWN ero coaepXMMoro B TedeHne BCero cpoka XxpaHeHnsa; NpoHUKHOBEHWE BHYTPb MUKPOOPraHn3-
MOB JOJTKHO ObITb UCKITHOUEHO.

BellecTBa, BbIMbIBAEMbIE U3 KOHTEUHEPA aHTUKoarynaHToOM U/UnNn pacTBOPOM KOHCepBaHTa, KPOBbHO

NN NNasmMoun, NOJ1yHaEMbIE€ B pe3yJibTaT€ XUMAHECKOTO B3aMMOJENCTBUA UM Cbl/l3|/|‘-IECI(OFO pa3derieHnA, Nno

CBOUM XapaKTepUucTmkam, KonniyecTBY U TOKCMYECKOMY BO3AEUCTBUIO HAa KPOBb NMauMeHTa A0JPKHbl COOTBET-
ctBOoBaTb [ OCT 31209.

6.2 ®dusnyeckue TpedoBaHuA

6.2.1 YcnoBust N3aroToBnNeHuns

Bce npouecchl, NpeaycMoTpeHHbIe NMPU U3roTOBNEHUKU, cbopke U XpaHEeHUN KOHTEUHEPOB cneayeT Nnpo-
BOANTb B YACTbLIX U TMIMEHNYECKUX YCIOBUAX B COOTBETCTBUU C pekoMeHaaunamm BceMrUpHoOM opraHmnsalmin
3apaBooxpaHeHuda. Cneayet cobniogatbh BCce MNMpakTUYeckne Mepbl NpeaoCTOPOXXHOCTU Ha BCEX aTanax C
Lenblo npeaynpexaeHnsa onacHOCTUM CNy4vYamHOro 3apaXeHus OakTepuaMm Unn 3arpsasHeHUus Apyrumun
MHOPOAOHLIMU BELLLIECTBaAMMN.

6.2.2 CTepunusaums
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6.2.2.1 KOHTeNHep O0MKeH ObITb CTEPUNA30BAH aBTOKIaBUPOBAHMEM UMN NOOBLIM APYrMM MeTOA0M,
0A00pPEHHBIM HaLIMOHalNbHBIM KOHTPONUPYHOLMM OPraHoOM B YCTAHOBMIEHHOM NOPSAaKe.

6.2.2.2 Vicnonb3yemMblt MeTOd CTEpUNM3aLnM He A0JKeH OKa3biBaTk BpeaHOro BO34eNCTBUA Ha MaTe-
pUarnbl U cCoOAepPXXKMMOeE, Bbl3blBaTh 0CnabneHne npo4HOCTU M NOBPEXAEHME LLBOB B MaTtepuarne, a Takke nNpmuBo-
OUTb K 3HA4YUTENTbHOMY M3MeHEeHUIo POPMbI, CITUMaHUIC NONTMMEPHOro KOHTeNHepa.

6.2.2.3 NNarotoBuTenb aomKeH obecnevnBatb 3pPEeKTUBHOCTb UCMOMNb3YEMOro npouecca cTepunnsa-
LMW, NMPUHATOrC B YCTAHOBNEHHOM NopsaakKe.

6.2.3 lpo3payHocCTb

KoHTerHep AoMKeH ObIThb NPo3paYvHbIM, YTODLI Yepes ero CTeHKY Obina BMaHa onanecLeHLUus pactesopa, B
CpaBHEHUN C TaKUM Xe KOHTEeMHEePOM ¢ AUCTUNITMPOBaAHHOW BOAOMN.

6.2.4 LlBet

LiBeT MaTepuana, 3 KoToporo M3roTOBMNEH KOHTEUHEP, A0MKEH ObITb TaKUM, YTODbI Yepes3 CTEHKY KOHTEW-
Hepa bblfa BUAHa OKpacKa KpoBW.

6.2.5 TennocTonKoCTb

KOHTeWnHep, 3anofHEHHbIN ANCTUNNNPOBaHHOW BOAOW A0 NONOBUHLI CBOEN HOMUHANbHOW BMECTUMOCTMN,
OOIMKEH BblAepXXUBaTh TeMnepaTtypy He meHee MUHYC 80 °C B TeueHne 24 4 ¢ nocneayowmm norpyxeHnem B
BoAsIHYyt0 DaHto Ha 20 muH npun Temnepatype (50 £2) °C 1 nocneayowmm goBeaeHUeM TemnepaTtypbl 40 KOM-
HAaTHOMW.

[locne ncnblTaHU KOHTEeNHe P AOIMKEH COOTBETCTBOBATL TpeboBaHNAM 5.6.3,5.9,6.2.31n6.2.4.

[TpnmedaHwue—Illpnuncnonb3oBaHMm pacTBopa XnagareHta KOHTEWHEP AOMKeEH BbITh yNakoBaH B 3aWLUTHbLIN
MELLOK BO n3bexaHmne HenocpeaCcTBEHHOINO KOHTAKTa KOHTEMHEpPa C pacTBOPOM XnagareHTa.

6.2.6 [NaponpoHnLaemMocCTb

KoHTelHep, 3anoNHEeHHbIN YKa3aHHBIM Ha 3TUKeTKe TOYHO onpedeneHHbIM KONMMMYeCTBOM aHTUKoarynsiH-
Ta UW/WUNK pacTBopa KOHcepBaHTa U onpeaeneHHbIM KONMUMYEeCTBOM U30TOHUYECKOro pacTBopa (XNOpUCTOro
HaTp1a p=9r/n)ao0 HOMUHaNbHON BMECTUMOCTU, F’ePMETUYHO 3aKPbITLIN U MapKUPOBaHHbIWA AN BbiNycKa, A0N-
XeH BblAepXunBaTb XpaHeHWe B aTMocdepe BOAAHOro napa B TevyeHWe LUEeCTU Hedelnb Npu Temnepartype
(5 £1)°C nmakcumansHOWU OTHOCUTENBLHOW BNaXXHOCTU 55 %. NoTepsa BoALI M3 pacTBoOpa AOKHA COCTaBNATh
He Bbonee 2 % HavarbHOro KonMyecTBa.

6.2.7 CTONKOCTb K aedopmMmannun

CTOWKOCTb K AgedopMaLnn KOHTeMHepa AoKHA ObITb TAKOW, YTODLI 3anofIHEHHbIN, FEPMEeTUYHO 3aKpbl-
Thi 1 CHADXXEHHbLIN COOTBETCTBYOLLEN ONOPOU OH BblaepXmBan LeHTpndyrmposaHue B TeueHne 30 MUH Npu
Temnepatype 4 °C 1 3ateM B TeveHne 30 MUH npu Temnepartype 37 °C B cTakaHe LeHTpUdyru, cosgatoLlen
yckopeHue 5000 g Ha BHYTpeHHeW NOBEePXHOCTU cTakaHa. Ha kKoHTenHepe He A0MKHO BO3HUKATh Kaknx-nmbo
MPU3HaKOB NMNOCTOAHHON AedopmMal i, CNOCOBHOM NMOBMUATL HA NPUrOAHOCTb KOHTEMHepa Ans nepenMBaHuns
coaepXMMoro Unm pasgeneHnsa ero KOMMNOHEHTOB.

6.2.8 CTONKOCTb KyTeuke

6.2.8.1 KoHTeWnHep, 3anonHeHHbIM 40 HOMUHaNBbHOWU BMECTUMOCTU U repMeTUYHO 3aKpPbITbIN, NMPU LLEH-
TpudpyrupoaHum c yckopeHnem 5000 g B TeueHne 30 MUH npuTemnepaType 4 °C n3atemM B TedeHre 30 MUH Npin
Temnepatype 37 °C He JOoMKeH gaBaTb YTEUKN.

6.2.8.2 KOHTeWnHep, 3anoNHEeHHbIN 1 TepMeTUYHO 3aKpPbIThi, He A0/MKEH AaBaTbh YTEeUKU NPU NOCTENEH-
HOM COaBMMUBaAHUKA MeXay ABYMSA NacTUHaMU, NPONoXKEeHHbIMU MHOUKATOPHOW Bymaron, Ao AOCTUXKEHUA 323
1 MWUH BHYTpeHHero nsbbiTouHoro gasneHus 100 kl'a (Belwe aTMocdepHoro) npu temnepartype (23 £2) °C n
coxpaHsaemoro B tedeHune 10 MuH.

[Tpnmedadnwue— LeHTpndyrmposanume ¢ yckopeHnem 5000 g crnegyeT npoBoAUTL MNPV OCHAaLWLEHUN Npeanpuvsi-
TUS1 COOTBETCTBYIO LM 0D0pYAOBaAHNEM.

6.2.9 NpOYHOCTE MAPKUPOBKN U 3TUKETKNA

[TPOYHOCTL KpenneHnsa 3TUKETKN Ha KOHTENHepe A0MMKHa ObITb Takon, YTODLI NMobas NonbITka OTCNOUTL
3TUKETKY AOJKHa NPUBOONTL K ee paspyLUeHUo U NOBPeXaeHMIo.

[Tpun ncneiTaHnn no 11.18 aTUKeTKa He A0MKHa OTKNEeNBaTbCS.

6.3 Xumuydyeckue mpeboeaHus
Xumuyeckue mpebosaHus Kk koHmeuHepam — rio [OCT 312009.

6.4 buonoau4dyeckue mpebosaHuss
buonoau4yeckue mpebosaHus K KoHmeuHepam — rio FOCT 312009.
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7 TpebGoBaHMA K aHTUKOArynsaHTY U/Unmn pacTBOpPY KOHCEpPBaHTA

AHTUKOArynsHT U/Mnu pacTBOp KOHCEPBAaHTa ACMKHLI YAOBNETBOPATbL TpeboBaHUsAM ['ocyaapCTBEHHOW
hapmakoneun.

8 TpeboBaHUA K ynakoBKe

8.1 KoHTenHep He OomKkeH aonyckatk NOTepto Boabl bonee 2,5 % (No macce) U3 aHTUKoarynsiHta unu
pacTBOpa KoHcepBaHTa Npu XpaHeHUM B TedeHne roga nputemnepatype (23 £2) °C, BNaXXHOCTU 55 Y% N aTMOC-
depHOM AaBNeHUMN.

8.2 BHyTpeHHS9 NOBepXHOCTb MHAMBUAYaNbHOW YNAaKOBKMA HE AOMKHA OoKa3biBaTb Ha KOHTEWHED Bpea-
HbIX BO34EeUCTBUX NneceHn nnn rpnokos. [Nprn HeodbxoanMMocTy OHa AosKHa bbITb cbpaboTaHa cpeacTBamMm No
npeaoTBpalleHUo pocTa nneceHn nnu rpnbkos. INpn xumundeckon odbpaboTke AomKHA ObITb UCKIHOYEHA BO3-
MOXXHOCTb MPOHUKHOBEHUSA XMMNYECKUX peareHTOB BHYTPb KOHTeNHepa.

8.3 BHYTpeHHAA NOBEPXHOCTb HAPYXXHOM YNaKOBKU KOHTENHepa He A0MTKHA B3aUMOAENCTBOBATb C KOH-
TenHepoM. pn HeodXoaAMMOCTU OHa A0KHAa ObITb 0bpaboTaHa ANnga npeaoTBpalleHUsa pocTa NeceHn nnu
rpnoKoB. [1pn XMMmyeckon obpaboTke AoMKHAa ObITb UCKMNOYEHA BO3ZMOXHOCTb NMPOHUKHOBEHUA XMMUNYECKNX
peareHTOB BHYTPb KOHTEeNHepa.

8.4 YnakoBKa gomkHa obecnevmBaTb KOHTPOMb NepBOro BCKpbITUS (0e3 HapyLUeHWUs LeNOCTHOCTM yna-
KOBKW).

8.5 YnakoBka gomkHa ObiTb 4OCTAaTOUHO NMPOYHOU, YTODLI NPeaoXpaHUTb KOHTENHEP OT NOBPEXASHUN
MPW HOPpManbHOM AaBMNEHUU N 3KCnyaTauun.

8.6 YnakoBKagonkHa OblTb CTOMKOW K BO3AEUCTBUIO BpeanuTenen nnapasnTtoB ¢ y4ETOM KNUMaTUHYECKNX
YCINOBUIN pEernoHa.

8.7 YnakoBKa KOHTeMNHepa A0/MKHa UCKTIoYaTh BO3MOXHOCTb NepeKkpyunMBaHNAa COeaUHNUTENTbHON TRYOKU
N TPpYOKKM ANs nepenmBaHng KPOBU.

9 MapkupoBKa

Mapkupogka KoHmMeuUHepa 0o/mKHa coomeemcmeogams mpebogarnusam 9.1—9.3 Hacmosuea20 cmakH-
Oapma. Obpa3sel amuKemku 0719 KOHmMeuHepa ripu8eo0eH 8 npusioxeHuu b.

9.1 Mapkuposka KOHmMellHepa

9.1.1 Mapkupoeka eMKkocmel (OCHOBHO20 U OOMONIHUMENbHbLIX) KOHMeUHepa O0JIXKHa ocyLecmensima-
Cs1 C TOMOUWBIO OOHOU rpuKneusaeMou 3muKemxku (1o 0OHOU Ha KaXXoyo eMKOCMb ).

MapKkupoeKky KOHmMeuUHepa HaHocum Ha amukemky rpeonpusmue-uzaomosumerns. Takxe amukemka
KOHMellUHepa CryXxum niamaopmMol Orisd 8HeCeHUST UHopMaUulUlU 0 KOHEYHOM MNpooyKme (KOMIMOHEeHMe Kpo-
8l), riosensouelcss 8 npoyecce 3arnocfiHeHUsa KoHmeuHepa. 'oamomy amukemka OOJ/IKHa cooepxxamb He
MeHee r1oJio8UHbI c80OOOHOU rnnowadu 01 BHECEHUSI amoU UHbopMauuu.

9.1.2 Mapkupoeka KOHmMeuUHepa O0MKHa cooepXamb CeCyrouyr UHGbopMayuro:

- HauMeHoeaHUe KOHMmeuUHepa;

- eMKoCcmb, 8 MUNIUIUMpax;

- HauMeHoegaHUue aHmukoazynsaHma (bes peuerimypsbi 1);

- obbeM aHmMuKoazayrnsgHma u/unu pacmeopa KoHcepeaHma 6 Munnunumpax unu mMaccy 8 epaMmax,

- HOMep napmuu;

- CPOK 200HOCMU (Oamy, r1o3>ke KOmopouU KOHMeUHep He rnooiexxum Ucrofib308aHUur),

- Haornuck «cmepurbHO, arnupo2eHHO, HEMOKCUYHO»,

- yKazaHue «He rpedHa3HaydyeHo 011 rnepesiugaHUs KpoegU, NoKa He HaKrieeHa MapKa 2pyrirbl Kpogu»,

- yKaszaHue «He rpuMeHsIms rpu Hanu4vuu rnpu3Hakoe rnospexxoeHuUsi» unu opya2oe pagHOUEHHOE yKa3a-
HUe;

- yKasaHue 1o ripUMeHeHUI KOHmelHepa,

- HauMeHoegaHUue U adpec u3zz2omosumeris u/unu HauMeHosaHue U adpec omeemcmeeHHo20 rnocmae-

- WmMpuxoeou Koo rnpooyKuuu,
- yCrosus XxpaHeHUs1 KOHmeuHepa.
VIHgbopmMmayust O0ImKHa bbimb HaHeCceHa Ha amuKkemky KoOoHmeuHepa (rnpunoxeHue b).
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9.1.3 MapkuposKky KoHmMelUHepa, cooepxxalleao KOHe4YHbIU rpodykm, HaHocum rnompebumerb 8 rnpo-
uecce 83smus u riepepabomku kposu. Mapkuposka KOHmMeUHepa, cooepxxaule20 KOHEYHbIU NMpoodyKm (KOMIIo-
HeHMKposuU), HaHeCeHHas1 nompebumernem 8 rnpoyecce 83amus urnepepabomkxu Kposu, O0JIKHa coodepxamhb:

- HauMeHo8aHUe KOHEeYHO020 NMpooyKkma (KOMMNOHeHmMa Kposu);

- XapakmepucmuKkU KOHe4YHo20 rpodyKkma (KOMIOHeHmMa Kpogu) 8 coomeemcmeauu ¢ HopMamueHbIMU
OOKYMeHmamu.

CooepxxaHue, pacrionioxXeHue Haornuceu, Wwpugm, ygemu m. 1. MapKUpO8KU KOHEYHO20 NMPodyKma (KOM-
MIOHEHMa Kposu) COJIXKHbI coomeemcmeosamb mpebosaHUsaM HOpMamueHbIX OOKYMEHMO8, YmeepXOeHHbIX
opz2aHaMUu 30pasooxpaHeHUs aocydapcms, YIIoMSHYMbIX 8 MpeouciiosUU, KaK rpoa2osiocogaslliux 3a MpuUHs-
mue MexaocyodapcmeeHH020 cmaHoapma.

VIHgbopMalyus HaHoCUmMcCs Ha amuUKemky KOHMmeUHepa eKreusaHueM OOMOMHUMeNbHbIX 3mUKeMmoK,
MapOK, BHeCeHUeM Haoruceu, wmamroes, rnedameu u op. (npunoxeHue b).

9.1.4 [onyckaemcs 8 ripouecce pabomsl ¢ KOHMeEUHEePOM 8HECEHUE USMEHEHUU (coomeemcecmeyroujue
KOppEeKmMuU8kl) 8 MapKUPOBKY KOHEUYHO20 MpodyKma.

9.1.5 YuyacmoK KoHMmelHepa rnpu MapKupoeke OOMKeH ocmagambCs 8UOUMbLIM O eU3yallbHo20
ocMompa COOePXKUMOZ0.

9.2 TpebogsaHUuss K amuUKemke Ha KOHMeuHepe OOJIKHbI coomeemcemeogams mpebosaHUsIM
0.2.1—9.2.4.

0.2.1 3mukemka 0ojkHa bbimb U320moefieHa U3 nnacmuka unu bymaau ¢ yKpernneHHbIM 8EpXHUM CI10-
eM, obniadarolUM XOpOoLWUMU a0d2e3UOHHbBIMU ceolicmeaMU (O 8KleugaHUs OOMNOMTHUMENbHbIX 3MUKEeMOK U
MapoK) u obecriequsarouwuM cmoUuKkocme Hadrnuceu U wmamrios.

9.2.2 3muKkemka 0oimkHa obecrieyugams pa3bopyusoe U YemKoe CoXpaHeHUe meKkcma 8 meyeHue ece-
20 8pEMEHU IKCITyamauuu, ernnomses 00 MOMEHMa UCroTb308aHUs COOEPXKUMO20 KOHMeUHepa.

9.2.3 3muKemka He O0J/IKHa OmKiieugambCs UIU cMoplUsambCs 8 yCr108USIX 3ariomegaHUusi ee rnogepx-
Hocmu rpu pasmopakugaHuu rnpooykma.

0.2.4 3mukemka OOJ/DKHa UCKIo4Yamb 803MOXHOCMbE MOSABMIEHUS U pocma MUKPOOp2aHU3MOo8 Ha
r1o8epXHOCMU KOHMeUHepa U HaHeCceHUs yuepba KoOHmMeUHepy U CO0epKUMOMY.

9.3 Mapkupoeka HapyH020 fakema nompebumenbCKoU mapbl KOHMeUHepa

Ha Hapy>xHOM rnakeme riompebumenbckol mapbki 0oimkHa bbimb criedyrouiasl UHopMalus:

- cmpaHa-u3aomosumernsb,

- HauMeHo8aHUe U aopec u3zz2omosumernis u/unu HauMeHogaHue U adpec omeemcmeeHH020 rnocmae-
WjUKa;

- OfiucaHue coo0epXumMoa0,

- CPOK 200HOCMU (Oama, ro3XKe KomopoU KOHMeUHep He MNooneXxum Ucrnosib308aHUuUo);

- HoMep rnapmuu,

- Wmpuxoeou Koo npooyKyuU.

9.4 Mapkupoeka mpaHcrnopmHou mapahbl.:

- cmpaHa-u3aomosumernsb,

- HauMeHo8aHUe U aopec u3zz2omosumernis u/unu HauMeHogaHue U adpec omeemcmeeHH020 rnocmae-

- OfiucaHue coo0epXumMoa0,
- CPOK 200HOCMU,
- YCI108USs XpaHEeHUS.

10 lNMpaBuna npuemMKn

10.17 'omosbkie KOHMeUHepki nodgepaarom rnpuemMocamaoyHbiM, nepuoouyYecKkumM U cepmucbuxkallioH-
HbIM UCTBIMaHUsIM.

10.2 TNpuemocOamoyHbiM UCTbiMaHUsIM criedyem rnoosepaamsb KaxXxoyko rnapmuro (Cepuro) KOoHmMeulHe-
pos.

10.3 lpuemocoamoyHbie U cepmuuUKalylUOHHbIe UcrbiMaHUs KOHMeUHepo8 OOJIXKHbI Mpo8oouUms o
9.2,5.3,56.6.3,56.6.4,5.7—5.9,6.1.3—6.1.5, 6.2.4, 6.2.9 upazocenam 8 u 9.

10.4 KoHmeUHepbi noosepzarom npuemMocoamoyHbiM, cepmucbUKalUoOHHbIM U riepuoduy4ecKUM UCTIbI-
maHUsIM 1o XUMUYeCKUM U buonoaudecKuM (MOKCUKOIO2UYEeCKUM UcTbimaHUSaIM Ha cmepuiibHoCcmb U NuUpo-
2eHHocmb) nokaszamenamno FOCT 31200.

10.5 [Nepuoduyeckue ucrnbimaHus KOHMeuHepoa8 credyem rnposooume ro ecemMm mpebogaHUsIM Hacmo-
qujea2o0 cmaHdOapma.
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B criy4ae npuMeHeHUs HO8bIX UfU UBMEHEHHbLIX peuernmyp fnofuMepHbIX Mamepuarnosg, U3 KoOmopbix
L32omasernuearom KOHmeUHephkI, UM 8 ciiydae U3MEHEHUS aHmuKoaaynaHmoes U/ufu pacmeopo8 KOHCEpP8aH-
moe8 OOJTKHbI bbIMb NMOBMOPHO MPOBEOEHbI 8CE XUMUYECKUe U buorioaudecKkue ucrbimaHus

11 MeToAabl UCNbITAHUN

11.1 TlpoBepKYy OCHOBHbLIX pa3mMepoB KOHTEUHEPOB (4.1) NPpOBOAAT USMEPUTENbHBLIMU cpeaCcTBaMU COOT-
BETCTBYIOLLEN TOYHOCTU U3MEPEHNS.

[TpoBepky NpPOBOAST HA KOHTENHepe Be3 pacTBopa.

11.2 TwunblnBKMAObI KOHTENHEPOB (4.2, 4.3) onpeaendtoT BU3yalbHO, OCMOTPOM HEBOOPYXEHHbLIM rMasom
N CNMYeHneM ¢ AOKyMeHTaLneun.

11.3 OnpepeneHuve obllero konuyectsa Bosayxa V, B KOHTeUHepe (KoHTenHepax) U coeANHUTENbHbIX
TpyOkax (5.2.1) npoBOAAT NyTEM 3anNONIHEeHUS1 KOHTeHepa (KOHTEUMHEPOB) MONMHOCTLIO MPU OTKPLITHIX 3aXXKUMaX
M 3alLMTHBIX Konnayvkax, kak onncado B 11.4. [poBepKy obbema NonHoro 3anosiHeHua V, NpoBoAAT NyTem
N3MEPEHNA MEPHBIM LUNNMHAPOM 00BbeMa XKUOKOCTU, BBITMTOrO U3 KOHTENHepa. Takke NPpoBOAAT U3MepeHne

obbemMa 3anonHeHnsa KoHTelHepa 4o HOMUHaNbHON BMECTUMOCTU V..

PacyeT obLlero obbema konnyecTsa Bo3yxa B KOHTenHepe V, cMm3, NpoBOAST NO dopmyne
VB = vn o VHOM' (1)

11.4 TlpoBepKy BpeMeHU ONopOoXHEeHUA KOHTeuHepa (5.3) NpoBOAAT Ha KOHTeuHepe, coegUHEeHHOM C
YCTPOUCTBOM ANA nepennBaHnsa KpoBu U 3anofiHeHHOM 40 HOMUHAalNbHOU BMECTUMOCTU AUCTUNNUPOBAHHOW
BoAoU TemnepaTypon (23 £2) °C. KoOHTenHep noMeLllaoT MexXxay ABYM4A NracTUHaMmM, C MOMOLLLH KOTOPBLIX NpU
MOCTENeHHOM caaBNMMUBAHNU BHYTPU KOHTENHepa co3gaeTcsi n3bbiTovHoe gasneHue 40 klMa. UamepsatoT Bpems,
B TeUeHWe KOTOPOro NponUcXoauT OnopoXXHeHNe KoOHTenHepa.

[Tpyn NpoBepKke B MecTax coegnNHEHUSA KOHTeNnHepa, 00epHYThIX CyXon candeTkon Unn ounbTpoBarnbHOM
Oymarou, nocneaHsa ocTaeTcd CyXou, eCrin OTCYTCTBYET yTeuka BoAbl.

[TpnmeyvaHne—Ilpu 3anoNHEHNN KOHTEUHEPA NONMMEPHBIM PacTBOPOM aHTukoarynsHra (Hanpumep ACI
PacTBOP) UMK APYrMMU PacTBOPaAMM C TEM Xe PH yTeuKky MOXHO ODHapYyXUTb NyTEM CAABNUBAHUS KOHTEMHEPA NTUCTaMM
ronybon nakmycosoun bymarm, Habnwogas 3a nposiBIlIEHNEM HA HEW PO30BLIX NATEH. [lnsa pacTBOPOB ¢ ApyrumMmm pH MOXHO
NCMONbL30BaTh TOT Xe MeTo 4 C Noaxoaawmm nHaukatopom. Moryt 6biTb MCNONB30BaHbLI APYrue MeTodbl, AAlOLME Ty XKe
CTeneHb YyBCTBUTEITbHOCTH.

11.5 lNpoBepka BpeMeHU 3anofIHeHUA KOHTeuHepa (5.5.2)

N3 pesepByapa, coaepxatuero 500 mn xunaxkoctn TemnepaTtypoi (37 £2) °C 1 BA3KocTbio 3,2 x 1070 m4/c
npuv gasneHnn 9,3 kl'a, 3anonHAKT KOHTeUHep Npu TeMmnepaType (23 £2) °C Yepes urny ans B3ATUA KPOBU BHYT-
PeEHHUM AnamMeTpoM 1,4 MM B TOU XXe rTmapocTaTUYeckou NMOCKOCTU, YTO U BEPXHASA YaCcTb MeLlKa KOHTeHepa.
rna ang B3saTUA KpoBU goJkHa cooTBeTCcTBOBaTL [ OCT 25047 .

N3mepatoT Bpems 3anonHeHnsa KoHTenHepa 40 HOMUHaNbHOW BMECTUMOCTM.

11.6 [NpoBepKy BHELUHErc BMaa KOHTEUHepa, Tpybok 1 otcyTcTBMe gedpekToB (5.6.1, 5.6.2) npoBoasaT
BU3yalibHO HEBOOPYXXEHHBIM rMa3oM, ANTMHY TPYOOK NPOBEPSIOT C NOMOLLbIO NTUMHEWKMA.

11.7 TpoBepKy repMeTUYHOCTU U NPOYUHOCTU COeANHEHUS KOHTeWHepa, 3anofIHeHHOro BOACK NpU TEM-
nepartype (23 £ 2) °C, c coeguHNTENbHLIMU TpybKkamu (5.6.3) NpoBOAAT NYyTEM NMPUNOXKEHUSI 0CEBOW Harpysku
20 H K 3akpenneHHOMY KOHTeWHepy c Tpybkon B TeveHne 15 c. [pu 3ToM MecTa coeguHeHnn obopadumBaloT
cyxoun candeTkon nnm punbTpoBansHon bymaron.

KoOHTenHep cumTaloT BblaepKaBLUUM UCNbITAHWUE, eCNN OTCYTCTBYET yTeuka BoAbl B MeECTax coeaAUHEHUNN U
cangeTkn oCTalTCA CYXUMN.

11.8 TlpoBepKy NPOYHOCTU COEeQNHEHUS NPU PACTSKEHUN UMbl C TPYOKOW KOHTeWHepa (5.7.2) npoBoasaT
cnegyowmm obpasom: TpybKy KOHTENMHEpPA KPENSAT B BEPXHEM 3aXXUMe MaLUUHBI, B HUXKHEM — TPYOKY Urnbl.
YcTaHaBNMBaOT HEDONMbLUYIO CKOPOCTL NepemMelleHna 3aXKumMoB (50 MM/MUH), BKNOYaOT NpMBo4d MalUUHbI K
cneasdT 3a NNaBHbIM YyBENUYEHNEM HarpysKu no wkane npudopa.

CoedUHEeHUsa cUnTaloT BblaepXaBLWMMU UCNIbITAHUA, eCln B TedeHune 15 cnpu Harpyske 20 HHe nponson-
OeT NX paspyLleHune.

11.9 TlpoBepKy NMPOYHOCTU NPU pacTXKeHUN YCTPOUCTBA ANA KpenneHna KoHTerHepa («ywkar») (5.9)
NPoBOAAT B cooTBeTCTBUM ¢ 11.8, npu 3TOM BpemMsa UcnbiTaHna — 60 MUH. PesynbTaTt cHMTaOT NONOXUTEMb-
HbIM, €CINN «YLLIKO» Nocne UCNbITaHNA 0CTanoch LenbiM.

11.10 [llposepka cmepunbHOCMU, arnupo2eHHocmu U HemokcudyHocmu (6.1.3) KOHmMeuHepos8 — o
[OCT 31209.
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11.11 TlNpoBepky OTCYTCTBUA CNUMLLMXCA Y4aCTKOB KOHTeUHepa (6.1.4) npoBoadaT BU3yallbHO OCMOTPOM
HEBOOPY>XEHHbLIM rfasoM.

11.12 Xumuyeckue u buonoaudeckue ucrbimaHus KoHmeuHepos (5.1.6) — no FOCT 31209.

XUMMIeCcKMue UcnblTaHUa cnegyeT NpPoBOAUTb HA Matepuanax, NoNydeHHbIX ¢ NMPoCTepUniM3oBaHHbIX
NONTMMEPHBLIX KOHTEUHepOoB, NpeaHasHa4vYeHHbIX K UCMOSb30BaHUI0 NMpU nepenmsaHuni.

11.13 lNpoBepKa Npo3pavyHOCTU KOHTeuHepa (6.2.3)

11.13.1 3anonHsawT NyCTOU KOHTEeUHep A0 erc HOMUHannbHOUM BMECTUMOCTU NepBUYHON onalecunpyto-
LLien cycneHanen, npurotosneHHon no 11.13.4, passegeHHOW A0 CNeKTpanbHOW NornoLarLen cnocobHoOCT
o1 0,37 0o 0,043 npn 640 HM (koadpPpULMEHT pasBedeHuda nopaaka 1:16) B 1 cm a4venku.

11.13.2 [NpurotoBneHune pacTteopa cynbgartarmgpasuHa: pacteopsaoT 1,0 recynegartarngpasmHa B gnc-
TUNNMPOBaHHOM Bode v pasbasnaoT o 100 cm3. JatoT BLICTOATHCH OT 4 10 6 .

11.13.3 lNpurotoBneHne pacTBopa rekcameTuneHTeTpamMmHa: pacTBOPAOT B 25 MN ANCTUNNUPOBAHHON
BOAbl 2,5 I rekcaMeTUNeHTeTpaMnHa B CTEKIAHHOM 3aKpbITOM NPUTEPTON Npobkon pnakoHe BMECTUMOCTbIO
100 cm3.

11.13.4 TlpurotoBneHne NepBUYHONM onanecLmpyoLen cycneHanmn: Ao0aBnsitoT K pacTBOPY rekcameTun-
neHteTpamuHa 25,0 cm3 pacTtsopa cynbdara ruapasvHa. CMeLLmnBatoT 1 4at0T BLICTOATLCH B TeYeHUe 24 y.

CycneHauns ocTaeTcsi CTabUNMbHOW B TeYEHUE 2 MEC NPU YCIIOBUM ee XpaHEHUS B CTEKMSIHHOM cocyae be3s
nedekroB noBepxHOCTU. CyCneH3nd He AoIKHa NPpUnunaTh K CTeKNy, nepen ynotpedbneHmnem ee XopoLlo pas-
MeLUMBatoT.

11.13.5 3anonHAT BTOPOU NYCTON KOHTEeNMHep ANCTUNNMMPOBaHHOW BOAOW A0 €0 HOMUHaNbHOU BMecC-
TUMOCTU.

BusyanbHO cpaBHUBAKOT paCTBOPLI B KOHTEMHepaXx B paccedAHHOM AHEBHOM CBeTe HaYepHOM (poHe. Ecnn
onanecunpyroLlyro CycneH3nio B 04HOM KOHTEUHepE MOXHO NErko oTNUYnNTbL OT BOAbI B APYroM KOHTeNnHepe, To
pe3ynbTaTt NoNoXUTENbHLIN (NPO3PaYHOCTb KOHTEWHEpa OTBeYaEeT NpeabsaBNeHHOMY TPeDOBaHUIO).

11.14 [lpoBepKy LBeTa KOHTEUHepa (6.2.4) NpOBOAAT BU3YabHO HEBOOPYKEHHLIM rMasoMm.

11.15 TlNpoBepKy TENNOCTOUKOCTU KOHTENHEpPaA (0.2.5) NPOBOAAT B KaMepax Xoroaa B YCNOBUAX, yKasaH-
HbIX B 6.2.5.

[Tocne ucnbITaHUA NPOBOAAT MPOBEPKY BHELUHEro BUAa KOHTeUHepa U TpybokK, repMeTUIHOCTh BCeX
coeNHEHUI.

11.16 [lpoBepky NaponpoHMLaeMOCTU KOHTENHepa ¢ pacTBopamMun (6.2.6) NpoBOAAT B KIMMMaTUYECKUX
KamMepax B YCNoBUAX, YKazaHHbIX B 6.2.6. [1loTepto BoAkI M3 pacTBOpa pacCYUTLIBAIOT NO pa3HOCTU HaYanbHOU
KOHEeYHOW MaccC KOHTeUHepa.

11.17 TlpoBepKy CTOUKOCTU KOHTEUHepa K gedpopmMal i NpoBoAAT Ha LeHTpudgyrax (6.2.8) 1 B YCNOBU-
AX, YKa3aHHbIX B 6.2.95.

[locne ucnbiTaHUM NPOBEPAOT LLENMOCTHOCTb U repMEeTUYHOCTb COeUHEHUN KOHTENHEPA.

11.18 T[lpoBepky NPOYHOCTU MaPKUPOBKU N KpenneHUda 3STUKeTKU Ha KoOHTenHepe (6.2.9) npoBoaaT cneay-
lOLLIMM OB pPa3oM: NONUMEPHBLIE KOHTEUHEPLI, 3anONHEHHbIE U TEPMETUYHO 3aKPbIThle, B TEYEeHWEe NATU AHEN Xpa-
HAT Npu TemMnepaTtype (5= 1) °C. 3ateM ux xpaHaT 24 4 npu MmakcumansHou TemnepaTtype 40 °C, 3atem — 24 Y
npu temnepartype (5 £ 1) °C. INocne XpaHeHUs1 KOHTEUHEPLI C 3TUKETKOW U/UNMK NeYaTHbIM TEKCTOM NOrpyXaroT
Ha 24 4 B BOAONPOBOAHYI0 BoAy TemnepaTypoun (20+1) °C.
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[MpunoxeHune A
(cnpaBo4HoOe€)

PekomeHayeMble pasMmepbl KOHTEMHEPOB ANA KPOBU U €€ KOMMOHEHTOB

Tadbnwuwua A.1

HoMWHANBbHAA €MKOCTD,
3

BHyTpeHHsA LWnpuHa, b,

BHyTpeHHsa BbICOTA, h,,

AnuHa sTukeTkn, b, MM

LLnpuHa atukeTkm, h,,

CM MM MM + 5 MM £ 5
100 75 120 60 35
250 120 130 90 85
300 120 150 95 95
400 120 170 100 100
500 120 185 100 100
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[MpunoxeHve b
(cnpaBo4HOe€)

ITUKeTKa AN NONIMMepPHOro KoOHTeMHepa AN KPoOBU U ee KOMNOHEHTOB O4HOKpPaTHOro NpuMeHeHus

100*

HanmeHoBaHUe KOHTeNHepa.
EMKOCTL.

HanmeHoBaHMe aHTUKoOArynsiHTa
(bes peuenTyphbl).

— O6bem aHTUKOAaryrnsHTa.
Homep naptuum.
CpoK rogHoOCTI.
«CTepuneHoO, annporeHHoO, HEeTOK-
CUYHOY.
«He npegHasHauveHO Onsa nepenu-
BaHWA, NOKa He HaKfeeHa Mapka
rpynnbl KPOBU, pe3ycan.
«He NnpuMeHATb Npy HaNM4YnMn
NPU3HaKOB NOBPEXASHNAY.
YKasaHue no npuMeHeHu!o.
YcnoBusi XxpaHeH!UAa KOHTenHepa.
PerncrpauymoHHbI HOMEDP.

*%

HavMeHoBaHUe U3roToBUTENA U/MNU OTBETCTBEHHOIO

nocTrasBLUMKa, agapec U3roTOBMTESNA UMW NOCTaBLUMKA,
TOBaPHbIN LUTPUX-KOA

PuncyHok 2

* CnpaBo4Hble pa3Mepbl B MUITIMMETPAX.
** Nudhopmaumnsn, BHeceHHas noTpebutenem B cchepe obpaweHuns (B npouecce B3ATUA N 0DpabOTKM KPOBU U €€ KOM-
NMOHEHTOB) B BUAE HAKIMEEHHbIX AOMNONMHUTENBHO 3TUKETOK, MAPOK, HAHECEHHbLIX HAAMUCEN, MeYaTEN, LUTAMIMOB.
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