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TOCYAAPCTBEHHBI A CTAHJAAPT POCCUMCKON ®EAEPAIIUU

KOHTEMHEPHI IIOJJMMEPHBIE JIJI1 KPOBM ¥ EE KOMIIOHEHTOB
OMHOKPATHOI'O ITPUMEHEHUSA

Texnmueckne TpedoBanns. Meroanl BCIbITAHNIH

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

Jlara seeaenns 2001—07—01

1 O0nacTsh npuMeneHns

Hacrosiiniii ctTaHaapT pacnpoCTPaHsIETCs HA MOJMMEPHBIC KOHTEHHEPH 1 KPOBH U €€ KOMIIOHEH-
TOB, CTEPHJIBHBEIC, OJHOKPATHOTO MPHMEHEHMS (Hajice — KOHTCHHEpH), MPEeAHA3SHAYCHHBIC IS B3ATHA
KPOBH, Da3iejeHus €¢ HAa KOMIIOHCHTHI, XpaHEHMSA, TPAHCHOPTHPOBAHMA M TIEpEJMBAHHUA KPOBH M €€
KOMIIOHEHTOB.

CTaHIapT yCTAaHABIMBACT TEXHUYECKHE TPSOOBAHMS, BKIOYAS SKCILTYaTALIMOHHEIC XapaKTePHCTHKH
¥ METOMBI MCITHITAHWH TIPH MPAEMOCIATOYHRIX, CEPTAQUKATMAOHHBIX W TIEPHOTUYCCKUX MCIIBITAHUAX

KoHnrteitHep oGecrieunBaeT:

- COXpaHeHMe KaueCTBa KPOBH H €¢ KOMIIOHCHTOB;

- 3(deKkTMBHOE M 0C30IMACHOC B3ATHE KPOBH, XPAHCHHME, Pa3lcJCHUEC KPOBH HAa KOMIIOHEHTH M
TIEpeIMBaHME CONEPKMMOTO;

- CBEACHHE IO MHHMMYyMa 3apaXEHHA, OCOOCHHO 0aKTEpHAILHOTO;

- OTCYTCTBHE BO3IYILIHOK 3MOO0IMH NpH B3ITHHA W NCPCIABAHUM;

- TOIKIIOYEHHUE U IEPEIUBAHKUE C TIOMOIIBIO YCTPOMCTB IS TIEPEIMBAHNS KPOBH;

- MaKCHMMAJIBHYIO YCTOMYMBOCTD K Pa3pyLICHUIO H Pa3pHIBY.

TpeOGoBaHusA HACTOSINETO CTAHAAPTA SIBISAIOTCH 00S3aTEIbHBIMK, KpOME TpeOOBaHMiA IPWIOXEHHI A
u b.

JonoTHUTENEHEIC TPEOOBAHMSA, OTPAXKAIONIHE NMOTPEOHOCTH SKOHOMHKH CTPAaHBI, BHIICIECHBE KYPCH-
BOM.

2 HopMaTHBHBIE CCHUIKH

B HacTOSIIIEM CTaHAApTE MCIONB30BAHE CCHUIKH HA CHICAYIOIMIAC CTAHAAPTHI:

T'OCT 25047—87 YcrtpoiicTBa KOMIUIEKTHBIE 3KC(hY3MOHHBIC, WHODY3HOHHEIE W TpaHCOHY3HOHHEIE
OIHOKPATHOTO MPUMEHEHMS. TEeXHUYECKHUE YCIOBUS

T'OCT P 50855—96 KomteitHepH IS KPOBH M €¢ KOMIIOHCHTOB. TpeGOBaHMSA XMMHYECKOM M
O1oMIOrMYecKoil 6€30IMaCHOCTH M METOIB MCTIBITAHMIA

3 Omnpegenenus

B HacrosimieM cTaHzapTe MCNOJNB3YIOT CIECAYIOIE TEPMHHEI C COOTBETCTBYIOLUMHE OTIPEACICHUIMM:

3.1 naprus KOHTEHEPOB, HE COACPRAIMX AHTHKOATYJSIHT H/HIM PACTBOP KOHCEpBaHTA Kposm: Uncio
KOHTCUHEPOB, MPOCTEPHIN30OBAHHBIX 32 CYTKH.

3.2 napTAs KOHTEHHEPOB, COAEPXRANMX AHTHKOATYJSHT H/WIM PACTBOpP KoHCepsamTa Kposm: Uucio
KOHTEMHEPOB, 3alOJHECHHBIX TMOpLHMEH pacTBOpa aHTHMKOATYJISHTA W/MJIA KOHCEPBAHTA KPOBHM M3 ONHOM
TIapTAW ¥ TIPOCTEPWIN30BAHHKIX 33 CYTKH.

W3ananme odpumannuoe



T'OCT P 51622—2000

3.3 cephs KOHTEHHEPOB, COACPRAIMX KOHCEPBAHT KPoBH: UNCIO KOHTCHHEPOB, 3ANOJIHEHHBIX KOH-
CEPBaHTOM KPOBU M3 OJHOW MAapPTHH M TPOCTEPWIM30BAHHBIX 33 OJWH IHMKJ CTEPWIHM3ALHH B OTHOM
CTEpHIIA3ATOPE.

3.4 cpox xpamemms: Ilepuox BpeMeHHM MEXIY IATOM CTCPHIM3AIMH M JATOM, IIOCAE KOTOPOit
KOHTEHHEDP HENb3S1 UCIIOJIb30BATh IS B3ITHS KPOBH.

4 Tanbl 4 pazmMepsl

4.1 KoHTeitHep mpeacTaBisier CO00M 3aMKHYTYIO /IACTHYHYIO, TEPMETHIHYIO M CTEPHIBHYIO CHCTEMY
M3 OCHOBHOH €MKOCTH i1 KPOBH, JONOJHMTCIBHBIX EMKOCTCH JJII KOMIIOHCHTOB M COCIMHUTCIBHBIX
TPYOOK, M3rOTOBJICHHHBIX M3 MSATKOIO TMOJMBHHWIXJIOPHIA, TDIACTA(DUIIMPOBAHHOIO IHOKTHI(DTANIATOM.
Kaxnas eMKOCTh HMEET IUTYLIEPH C BHYTPEHHHM MEMOpPaHHBIM KJIAMAHOM; OCHOBHAsI EMKOCTh HMEET y3€JI
B3ATHS KPOBH.

Pasmeprl KOHTEiHEPOB AOJDKHE COOTBETCTBOBATh Pa3sMeEpaM, YKa3aHHBIM Ha pHCYHKe 1 U B Tabiuie
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1 — ymxo; 2 — 3aIUTHBNA KOMMaYokK; 3 — vria; 4 — 3TUKETKa; 5 — YIIKO; 6 — TpyOKa A B3gTHSI KDOBH,
JumHOU He MeHee 800 MM; 7 — YIIKO; & — IUTYLEP C 3aLMTHEIM MPHCTIIOCOOICHHEM;
9 — coeauHUTEBHAT TPYOKa C 3aXIMOM (BEIOOPOYHO), IMHOM He MeHee 200 MM

IIpumeuyaHu e — PUCYHOK HE OIPEAENACT KOHCTPYKIIHIO

Pucynok 1 — KoHTeitHep NoMMMepHBIif

O06pasasl hopM peKOMEHIYEMEIX 3THKETOK MPHUBEICHH B NPWIOXEeHUHU B.

4.2 KoHTeitHEPH BEITYCKAIOT ABYX THIIOB:

- KOHTEUWHEPHI, HE COJEPKALINEe aHTHKOATYJISTHT M/HWIM PAaCTBOP KOHCEPBAHTA;

- KOHTEWHEPHI, COAECPXAIIME AaHTUKOATYJISIHT U/WJIM PacTBOP KOHCEPBAHTA.

4.3 KoHreitHepsl B 3aBHCHMOCTH OT HA3HAUCHHSA M KOJHAYECTBA €MKOCTEM (Kamep) BHITYCKAIOT
YETHIPEX BAIOB:

- OTHOKAMEpHEIE;

- JIBYXKAMEPHHIC;

- TpeXKaMEpHHIE;

- YETHIPEXKAMEPHHIE.
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5 Tpeboranusa K KOHCTPYKIHH

5.1 O6ume TpeboBanms

KoHcTpyKiusi monMMepHOTo KOHTEHHEpa JOJDKHA ofecreurBaTh O€30MacHOe W YIOOHOE B3STHE,
pasieneHue, XpaHEHUE, TPAHCTIOPTUPOBAHUE M MPUMECHEHUE LEHHOW KPOBH M €€ KOMIOHEHTOB. KoH-
CTPYKIHS M CIIOCO0 M3rOTOBJICHHS KOHTCIHEPA HE JOJDKHEBI OKA3HIBATh BPEIHOTO BIMSHUSA HA COXPAHHOCTh
KPOBH M €€ KOMITOHCHTOB. KOHTElHEep JO/DKEH 00eCeydBaTh MOJMyJICHHE TUIA3MEI WA NEHTPAGYTrApOBaH-
HBIX WIM IIOBTOPHO CYCICH3MPOBAHHEIX KOMIIOHCHTOB KPOBHM C MHHMMAJIBHBIM PHCKOM 3arpsA3HCHHS
MHMKPOOPIraHH3MaMH.

KonTteiiHep nopkeH obecneanBaTh GYHKIMOHAIBHYIO COBMECTUMOCTh C YCTPOMCTBOM IS TICpEiTA-
Bauua kpoBu 1o 'OCT 25047. Ero KOHCTPYKIIHUS JOJDKHA TAKXKE 00€CIeurBaTh BO3MOXHOCTh IPHMCHCHUS
KOHTEMHepa B CTAKaHE HeHTpUdyry.

5.2 Conepxanme BO3MyXa

5.2.1 O6uiee KOMAYECTBO BO3IyXa, COLCPXAIIETOCA B TPyOKaX H B OCHOBHOM €MKOCTH KOHTEMHEDa,
3aII0JIHEHHOTO XMIKOCTBIO, HE JOJ/DKHO MPEBhINATh 5 cM3, M Takoii xe o6seM Bosayxa (He Gonee 5 cM’)
JOJDKEH OBITh B KA&XIO0# JONOTHUTEIHEHOH €MKOCTH M €€ TPyOKax.

5.2.2 Tlpu B3SITHM KPOBH B COOTBETCTBHM C MHCTPYKIIHEIH M3TOTOBHUTES KOHTEHHED JOJDKEH 3arojI-
HATBCSA KPOBBIO 0€3 TIOTNajaHAs B HETO BO3AyXa.

5.3 OnopoxHenne NOA AABJICHHEM

KonreitHep, 3amosHeHHBIM Bomoi mpu Temmeparype (23 = 2) °C, KOJHYECTBO KOTOPOM pPaBHO
HOMWHAJILHOM BMECTMMOCTH, M COSAMHEHHBIN C YCTPOUCTBOM i nepenuBanua Kposu o FOCT 25047,
BBEICHHBIM B INTYHEP(BI), MOJDKCH(BI) OMOPOXHATHECA B T€UeHHME 2 MHH (€3 YTC€UKH TIPH TOCTEIIEHHOM
CIABJIMBAHWH IByMs TUIACTHHAMM TIPH BHYTPEHHEM M30KITOYHOM JaBjieHuH 40 KI1a (Bemme armocdepHOro).

5.4 Basrne 103bl JOHOPCKOH KPOBH

KoHCTpyKiusi KOHTEHHEPOB JOJDKHA 00€CTICYMBATh B3ATHE HO3BI TOHOPCKOM KPOBH 0¢3 HAPYIICHUS
3aMKHYTOM T€PMETHYHON CHCTEMBI KOHTCHHEpA.

5.5 Cxopocts 3anomennst

5.5.1 KoHTeiiHep MOMDKEH OHITh JOCTATOYHO JACTHYHBEIM M JOJDKEH 00€CIeUHMBaTh MHHHUMAIBHOE
COTIPOTHUBIIEHHUE 3ATIOJIHEHHIO €10 B HOPMAJBHBIX YCJIOBHUAX MPUMEHEHHS.

5.5.2 KoHCTpyKinsa KOHTCHHEpAa W BHYTPCHHWI OUAMETP JOHOPCKOM MIJIHI JOJDKHEI O0CCIICUHBATD
3aI0JTHEHHE OCHOBHOM €MKOCTH KPOBBIO 0 HOMHHAILHOM BMECTHMOCTH 33 BpeMs He Oojice 8 MuUH.

5.6 Y3en B3sTHS KPOBH, COCAMHHTE/IbHbIC TPYOKH H 3KAM

5.6.1 OcHoBHas EMKOCTh KOHTEHHEPA J0/DKHA MMETh Y3€)I B3ATHS KPOBH C COCAMHMUTEILHOM TPYOKOM
mmuuoit He MeHee 800 mm. KoHTeliHep ¢ JONMONMHHTEIBHBIMM E€MKOCTSMM IS TIEPEIMBAHMS B HHUX
KOMIIOHEHTOB KPOBH JOJDKCH MMETh COCIMHUTEIIHFHBIC TPYOKH JIAHOM He MeHee 200 MM.

CoemuHuTeBHAS TPYOKA B CBEPHYTOM COCTOSIHMM JIOJDKHA CIYXUTh IMPOKJIATKOM MEXIY EMKOCTIMM
KOHTEIHEpPa, 4 B Pa3BEpPHYTOM COCTOSIHMM — 00ECIIeYMBaTh CBOOOIHOE TIEPETEKaHUE KOMIIOHCHTOB KPOBH
M3 OJHOM EMKOCTH B JIPYIVIO.

5.6.2 TpyOKM npu BH3yaIbHOM OCMOTPE HE JOJDKHBI MMETh IIOBPEXICHMIA: TPEIIMH, PAKOBHUH,
H3JIOMOB M JIPYTHX Ae(EKTOB — M JOJDKHEI 00€CIEYMBATh TEPMETHYHOCTD IIPH SKCIUIyATAIUH.

5.6.3 KoHTeiHEpD M COEAMHEHHBIE C HMM TPYOKM JOJDKHBEI OBITH repMeTHuHbl. KoHTelHep, 3anon-
HEHHBII BOIO# O HOMHHAJBHOM BMECTUMOCTH, JOJDKEH BBIIEPXHMBATH HATPY3KY HpH pacTsokeHun B 20 H
B TeueHHe 15 ¢, mpu 3TOM HE JOJXHA HAOMIONATECH YTEYKA BOOBI B COCAMHECHHUSAX. YCHIME PACTSKCHHUS
JOJDKHO ORITH MPHMJIOXEHO MO TPOAOCIBHOM OCH IUIOCKOCTH KOHTEHHEpa IO NMPSAMBIM YIJIOM K Kpalo
coemuHeHUs ipy Temmeparype (23 + 2) °C.

5.6.4 POMMKOBBIN 32XHM IIPEIHA3HAYEH I PETYJMPOBAHMS CKOPOCTH TOKA XHWIKOCTH OT IIOJHOIO
TIEPEKPLITHS IO CTPYMHOIO HCTCYCHWA. 3aKUM JIOJDKEH OBITh YCTAHOBIEH HA KAXIOM COCAMHATEILHOM TpyOKe
KOHTeIHEepa I TIPeIOTBPAIICHAS CAMOIIPOU3BOJIEHOTO TIEPETEKAHUA XKUAKOCTH U3 OTHOM €EMKOCTH B JIPYIVIO.

5.7 Nonopckas mria

5.7.1 JloHOpCKas WIjia JOJDKHA COOTBETCTBOBATH TPEOOBAHMAM, YCTAHOBICHHBIM JUIsi MHBEKIIAOHHBIX
uri. Urna fomkHa O6ITh HETIOABMXHO COSAMHEHA C TPYOKO#M y3ia B3ITHS KPOBH M UMETh 3AIIIUTHBIM KOJIMAY0K.
3auMTHEIA KOJITIAY0K JIOJDKEH O0EeCneYMBaTh COXPAHHOCTh CTEPWILHOCTH MIVIBI, UMETh SJIEMEHT KOHTPOJISA
«TIEPBOTO BCKPHITHSI», TIPSAOTBPAINAT YTCUKY AHTHKOATYISIHTA U/WIM KOHCEPBAHTA U3 EMKOCTH KOHTCHHEPOB
BO BpEMS XpaHCHMUSI.

5.7.2 CoeauneHue TOJIOBKH JOHOPCKOM HIJIBI C TPYOKOM y371a B3ATHSA KPOBH IOCJIC CTEPUIM3AIAN
JOJDXHO BHIIEPXMBATH HATPy3Ky NpH pacTsokeHnn He MeHee 20 H B Teuenne 15 c.

5.8 Illtynepm

5.8.1 ITyueps HA KaXI0i EMKOCTH KOHTEHHEPA NPETHASHAYEHHI ISl IIPHCOCAMHEHHS TpaHChy3H-
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ouHbIX yerpoicTs o TOCT 25047 u cucreM mis1 nepeMBaHusa KPOBHY M €€ KOMIIOHEHTOB. YH1CIIO ITyIIepoB
€MKOCTH JJOJDKHO COOTBETCTBOBATh €€ HA3HAYCHHUIO.

KoHcTpykimms 1mTyriepa JOJDKHA MMETh BHYTPEHHMM MEMOPaHHBIN KIANAH M 3JIEMEHT KOHTPOJIST
«TIEPBOTO BCKPHITHSI», TEPMETUYESCKY 3aKPETUICHHBIN Ha oTBepCTUH. QTBEPCTHE IITYIIEPA JOJDKHO COOTBET-
CTBOBATH HAPYXHOMY TMAMETDY 5'0} MM CTAHIAPTHOM MOMMMEPHOMH MBI YCTPOHCTB 1 CHCTEM.

5.8.2 CoemyHeHVe CTaHIAPTHOM MOJIMMEPHOM WINIBI W IUTYIEPa eMKOCTH JOJDKHO OBITh HAJIEKHBIM
¥ TCPMETUYHEIM, HE JIOTYCKAETCH IMOATCKAHNE XUIKOCTH IIPH TIEPETUBAHUH M TIPH BO3NEHCTBUH JABICHUS
Ha €MKOCTb 110 5.3.

5.9 IToapemmBanue

5.9.1 KoHTteitHep JOMDKEH MMETh YCTPOMCTBO («YIIKO») IS MOIBCIIMBAHUSA KOHTEHHEpa, 00ecmeun-
Balolee yI0OCTBO TIPH B3STHH, XPAHEHHMH, PA3NCICHUU M NICPEIMBAHUM KPOBH.

5.9.2 Ycrpo#icTBO mjisi MONBEUIMBAHMS JIOJDKHO BHIICPXXHUBATh HATPY3Ky TpW pactspkenuu B 20 H,
TPWIOXCHHYIO BIOJb TIABHOM OCH INTYLICpOB, B TeucHue 60 MuH mipu Temnepatype (23 £ 2) °C.

6 Texnwueckue TpeOOBAHHSA

6.1 O6mmue TpeboBanms

6.1.1 Marepuanni, 3 KOTOPHIX H3TOTOBJIEH KOHTEHHED, €10 ACTAIH M MHAWBHUAYAIbHAS Tapa (oTpe-
OUTENBCKAS) HOJDKHBI OBITH COBMECTMMEI C €I0 CONCPXHMMBIM (KPOBBIO, aHTHKOATYJIIHTAMH, PaCTBOPOM
KOHCEPBaHTa) M Pa3pellieHbl K MPUMEHEHMIO B YCTAHOBICHHOM TOPSIKE.

6.1.2 KoureitHep H0/KeH GHITH MSATKMM, JIACTHYHEIM M HEXPYNKHM TIPH SKCIUIYATAIMH.

6.1.3 KomnreitHep 10/DKeH GHITH CTEPWILHBIM, AMPOreHHBIM M HETOKCHYHEIM,

6.1.4 KourteitHep He JO/DKEH CAMIIATLCA BO BPEMsI XpaHEHHs IpHM Temmeparype He Beune 40 °C B
TEYCHUE YCTAHORICHHOTO CPOKA.

6.1.5 KourecitHep HO/LKeH OHITH CTAOMIBLHBIM IO OHOJIOTHYECKHMM, XHMHYECKMM M (DHU3MYECKHM
TmapaMeTpaM B OTHOLICHHM €TO COACPXHMMOTO B TEUYEHUE BCETO CPOKA XPAHEHHS; IPOHUKHOBEHUE BHYTPb
MHUKPOOPTAHU3MOB JIOJDKHO OBITh HCKIIIOYEHO.

BemecTBa, BEIMBIBa¢MEIC M3 KOHTEHHEPA AaHTUKOATYJIIHTOM H/HIM PaCTBOPOM KOHCEPBAHTA, KPOBHIO
WY TD1a3MOM, TIONy4aeMHBIe B PE3yJIBTaTe XMMHMUYCCKOIO B3aMMONEHCTBUA Wi (DU3HICCKOTO pasiciIcHus,
O CBOMM XapaKTEPUCTHKAM, KOJHUYECTBY U TOKCHYECCKOMY BO3ACHCTBMIO HAa KPOBBb NMALMEHTA IOJIKHBI
coorBerctBoBaTh I'OCT P 50855.

6.2 Om3mueckue TpedOBAHES

6.2.1 YcnoBusi U3rOTOBICHUS

Bce mpoliecchl, PeayCMOTPEHHBIE TP M3TOTOBJICHWH, COOPKE M XPAHCHUH KOHTEWHEPOB CIICAYET
TIPOBOIUTh B YMCTHIX M TMTHCHUYCCKUX YCJIOBHMSX B COOTBETCTBHH C DPEKOMEHIalusMM BcemupHOi
OpraHM3alMK 3apaBooxpaHeHusA. ClemyeT Co0MmoaaTh BCe MPaKTHIECCKUE MEPHI TIPEIOCTOPOXKHOCTH Ha BCEX
gTamax ¢ IENBI0 TPEAYNPEXACHUS OMACHOCTH CIYJAHOrO 3apaXeHWs OAKTEPHSIMHM WIH 3aTPS3HCHMS
JIPYTUMH MHOPOIHBIMM BEIIICCTBAMHU.

6.2.2 Crepwimsanus

6.2.2.1 KouTelHeEp NO/DKEH ORITh CTEPHIM30BaH aBTOKJIABHPOBAHMEM WIIH JIOOKIM IPYTHM METOLOM,
OIOOPEHHBIM HAITMOHATBHEIM KOHTPOJHMPYIOIIMM OPraHOM B YCTAHOBJICHHOM IIOPSIZIKE.

6.2.2.2 Hcnoms3yeMblii METOJ, CTEpMIM3ALMKA HE IOJDKEH OKA3hIBAThL BPEIHOTO BO3NEHCTBHS Ha
MAaTePHAIE ¥ COICPXMUMOE, BEI3HIBATH OCIA0ICHUE IIPOYHOCTH M IIOBPEXICHUE IIIBOB B MATEPHAJIE, 4 TAKXE
TIPMBOIWUTH K 3HAYMTEIBHOMY M3MCHEHHIO (DOPMBI, CIUNAHMIO TIOJIMMEPHOTO KOHTEHEpa.

6.2.2.3 M3roToBHTENS JOIXEH 00ECIEUNBATh 3(PGHEKTUBHOCTD MCIIOIL3YEMOTO IPOLIECCA CTEPIIIA3A-
1M, TIPUHSITOTO B YCTAHOBJICHHOM IIOPSIIKE.

6.2.3 IIpospaunocTs

KoHrteliHep moskeH OBITH TPO3pavyHBIM, YTOOBI YEpEe3 €ro CTEHKY OBUIA BHITHA OIAJICCIICHITHAS
pacTBOpa, B CPaBHEHUH C TAKUM X€ KOHTCHHEPOM C TUCTWLIHPOBAHHOM BOIOM.

6.2.4 IlBer

[IBer Marepuana, U3 KOTOPOIO M3TOTOBJICH KOHTCHHED, JOJDXEH GRITH TAKHMM, YTOOH 4epe3 CTEHKY
KOHTelHepa ObUTa BUIHA OKpacKa KPOBH.

6.2.5 TemmoCcTOMKOCThL

KonTeitHep, 3amoMHeHHBIN TUCTHUTAPOBAHHOMN BOMOM IO TIOJIOBHHEI CBOEH HOMHHAIBHONW BMECTH-
MOCTH, JOJDKEH BHIIEPXWBATh Temmeparypy He MeHee muHyc 80 °C B Teuenme 24 4 ¢ mOCIHEIyIOIMM
TIOTPYXEHHWEM B BOASHYIO 0aHio Ha 20 muH nipu temmeparype (50 = 2) °C 1 mocIeayommuM 10BeIcHUEM
TEMIIEPATYPHl 1O KOMHATHOM.

4
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IToce UCIBITAHMI KOHTEMHED JTOJDXEH COOTBETCTBOBATh TpeboBanmsaMm 5.6.3, 5.9, 6.2.3 u 6.2.4.

IIpuMeuanue— [Ipu ucnmonp30BaHNM PaCTBOPA XJIaAATCHTA KOHTCHHED JOJIKCH OBITh YITAKOBAH B 3aII[UT-
HEI MEIIIOK BO M30eXKaHWE HEITOCPEICTBECHHOTO KOHTAKTA KOHTEHHEpA ¢ PACTBOPOM XJIaIarcHTa,

6.2.6 TTapompoHHMIIAEMOCTh

KonTeliHep, 3al0JMHCHHBIM YKA3aHHBIM Ha 3THKCTKE TOYHO OIPEACICHHBIM KOJIAYSCTBOM aHTHUKOA-
TY/ISTHTA M/WIH PacTBOPa KOHCEPBAHTA M ONPEAEICHHBIM KOJMYECTBOM M30TOHUYECKOTO pacTBOpa (XJio-
PHUCTOTO HATPUs p= 9 /i) 1O HOMUHAIBHON BMECTUMOCTH, TEPMETHYHO 3aKPHITHIA ¥ MAPKUPOBAHHBIN
IUIS BHIITYCKA, JOJDKCH BBIICPKUBATh XpaHCHUE B aTMOC(hepe BOISIHOIO mapa B TCYCHHUE IIICCTH HEACb TIPH
temmeparype (5 = 1) °C ¥ MakCMMaJbHOM OTHOCUTENBHOM BiaxHocTu 55 %. IMoTepst BOabl U3 pacTBOpa
IOJDKHA COCTaBJIATh He Gojee 2 % HaYaIbHOTO KOJIMYECTBA.

6.2.7 CroMKocTh K AedopManmm

CroiikocTh K JgedopManimi KOHTeHEpa MO/DKHA OBITH TAKOM, YTOOBI 3aIOTHECHHBIM, TCPMETUYHO
3aKPHITHI M CHAO0XEHHBIM COOTBETCTBYIONICH OMOPOM OH BEUICPXWBAT NEHTPU(MYTMPOBAHUE B TCUCHHE
30 muH pu Temueparype 4 °C u 3ateM B TeucHue 30 muH npu temmeparype 37 °C B cTakaHe LEHTpUGbYIH,
cosnaromieii yckopenue 5000 g Ha BHYTpeHHEH HOBEpXHOCTH cTakaHa. Ha KOHTeiiHepe HE IOIKHO
BO3HMKATh KaKMX-JTHOO IIPU3HAKOB ITOCTOSHHOM IedOpMamMu, CIIOCOCHOM ITOBIMSTh HA IIPUTOTHOCTH
KOHTEMHepa I IEPEIUBAHUS COICPXUMOTO WM PA3ICACHUS €I0 KOMIIOHCHTOB.

6.2.8 CTOMKOCTB K yTEUKe

6.2.8.1 KoHreitHep, 3alOJHEHHBIA 10 HOMMHAIBHON BMECTHMOCTH M T€PMETHYHO 3aKPHITHIA, IIPH
neurpudyrupoBamu ¢ yckopenreMm 5000 g B reuenue 30 MuH npu temneparype 4 °C u 3aTeM B TEUSHHE
30 muH npu Temmeparype 37 °C He TOJDKEH ITaBaTh YTCUKH.

6.2.8.2 KoHrteitHep, 3aII0MHCHHBIA M T€PMETHYHO 3aKPHITHIM, HE JOJDKCH JABATh YTCYKH IIPH TI0CTE-
TICHHOM CIaBIMBAHUHU MEXITY ABYMS IUIACTHHAMH, TPOJOXEHHBIMU WHIMKATOPHOM OyMaroi, 0 JOCTHXe-
Hud 32 1 MuH BHyTpeHHeTo M30bTouHOro mapneHus 100 x[la (Benme armocdepHOTO) MpM TEMIEPaType
(23 £ 2) °C u coxpansieMoro B TeueHue 10 MuH.

IIpumeuanue— Learpudyruposanue ¢ yckopenueM 5000 g caenyeT MPOBOAKWTH MIPH OCHAICHWH IIPE.I-
TPUATHSA COOTBETCTBYIOIIMM OOOPYIOBAHHEM.

6.2.9 TIpoYHOCTE MAPKHUPOBKH U STHKETKH

IIpoYHOCTh KpeIUIeHWsI STHKETKM HAa KOHTEMHEpe JO/KHA OBITh TAKOM, YTOOB JHO0as ITOIBITKA
OTCJIOUTH ITHKETKY JIOJDKHA TPUBOIMTE K €€ Pa3pyIICHUIO ¥ TIOBPEXACHHUIO,

IMpu ucoerranyua 1o 11.18 3THKETKA HE TOJDKHA OTKIIEHBATHCA.

6.3 Xumuuecxue mpebosanusn

Xumuueckue mpebosanus Kk koumeiinepam — no TOCT P 50855.

6.4 buosozuuecxue mpebosanus

Buonozuueckue mpebosanus x xkoumeiinepam — no F'OCT P 50855.

7 TpeOGoBands K AHTHKOATYISAHTY H/HIH PACTBOPY KOHCEPBAHTA

AHTHKOATYJISIHT H/WIM PacTBOP KOHCEPBAHTA JOJDKHEI YIOBICTBOPATh TpeOOBaHUAM ['ocymapcTBeH-
HO# (apMakomneu.

8 TpeOoBanna K ynakoBke

8.1 KoHreitHep He JO/DXEH JOMYyCKaTh IOTEPIO BOaHl 6ojee 2,5 % (o Macce) M3 aHTHKOATYJISIHTA
WM PaCTBOPa KOHCEPBAHTA NPH XPAHCHUH B TeueHME roaa npd temmepatype (23 + 2)°C, saaxuoctu 55 %
" arMochepHOM TaBICHUH.

8.2 BHyTpeHHSS TOBEPXHOCTh MHIHMBHAYAJIbHOM YIAKOBKH HE MOJDKHA OKA3hIBaTh HA KOHTCHHED
BPEOHBIX BO3ICUCTBMI TUieceHH WM TpuOKkoB. I[Ipm HeoOx0mMMOCTH OHAa AODKHA OBITH OOpaboTaHa
CPEICTBAMM TI0 TIPEIOTBPAICHHMIO POCTA TIECEHH WM rpuOKoB. [Ipu xuMuueckoii 00paboTke M0KHA OBITH
MCKITIOYEHA BO3MOXHOCTh IIPOHMKHOBEHHA XMMHYECKHX PEAreHTOB BHYTPb KOHTEHHEpa.

8.3 BHyTpeHHSS TIOBEPXHOCTh HAPYXHOI YIIAKOBKHM KOHTEHHEpa HE JOJIXKHA B3aUMOICHCTBOBATH C
KoHTeiiHepoM. ITpu HeoOxomuMocTh oHa JOJDKHA OBITH 00paboTaHa s MPEIOTBPALUCHHAS POCTA TNIECEHT
wm tpubkoB. Ilpm xmmmdeckoil 00paGoTKe NO/DKHA OBITh MCKIIOUEHA BO3MOXHOCTh TPOHWKHOBCHUSA
XAMHAYCCKHAX PCATCHTOB BHYTPh KOHTCHHEpA.
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8.4 YmakoBka I0/DKHA 00ECIIEYMBATh KOHTPOJIb IIEPBOTO BCKPHITHA (0€3 HapymeHus LEJIOCTHOCTH
YIIaKOBKH).

8.5 VmakoBka MOIKHA ORITH JOCTATOYHO MPOYHOM, YTOOH TMPEAOXPAHUTE KOHTEHHED OT TIOBPEXIC-
HU P HOPMATFHOM JABJICHAH W SKCIDIYaTAIAHA.

8.6 YmakoBKa JOJDKHA OBITH CTOMKO#M K BO3ICHCTBHIO BPSIUTEIICH M MApa3sHTOB C YYETOM KIMMAaTH-
YEeCKHX YCIOBHUM PETMOHA.

8.7 VmakoBKa KOHTEWHEpa NOJDKHA MCKIIOYATh BO3MOXHOCTH MEPEKPYYMBAHUS COCAMHUTEIBHOMN
TPYOKM M TPYOKU ISl TIEpeJIMBaHUsA KPOBH.

9 MapKupoBKa

Mapxuposxa Konmeiinepa doaxcia coomeemcmeosams mpebosanusm 9.1—9.3 nacmosawezo cmandapma.
Obpasey smuxemxu 013 Konmelinepa npueeden é npunodxcenuu b.

9.1 Mapxupoera xonmeiinepa

9.1.1 Mapxuposka emxocmeti (0CHO6HO20 U OONOAHUMENBHBIX) KOHMEUHEPA C0ANCHA OCYUIECMEAAMBCA C
ROMOWBIO 0OHOU NPUKAeusaemol 3muKemxy (no 00HOlU HA KAXCOYI0 eMKOCMb).

Mapxuposxy koumeiinepa Hanocum Ha >muxKemxy npednpusmue-uszomosumens. Taxxce smuxemka
KOHmelinepa cayxcum niam@popmoii 013 eHeCeHus UHMOPMAYUY 0 KOHe4HOM npodykme (KOMNOHeHme Kpoeu),
noseasouetica ¢ npoyecce 3anoanenus konwmetinepa. Ilosmomy smuxemxa O00ANCHA coOepHcamb He MeHee
n0A06UHBL C60600HOU NAOWAOU 043 HeceHUs Mol uHpopmMayuu.

9.1.2 Mapxupoexa Konmeiinepa 004a3cHa codepicamo CAe0YIOWYI0 UHPOpMayuio:

- HaumeHoeaHUe KOHmelinepa;

- eMKOCIMb, 6 MUAAUAUMPAX;

- HaumeHoeaHue anmukoazyranma (6e3 peyenmypoi);

- 0fseM AHMUKOGZYAAHMA U/Ual PACMEOPA KOHCEPBAHMA 6 MUANUAUMPAX UAU MACCY 8 2DAMMAX,;

- HoMep napmuu;

- ¢cpoK 200HOCmu (Damy, no3oce KOmopol Konmetinep He nodaexcum UCnoAs306aHUI0);

- HAONUCb «CMEPUNBHO, ANUPOLEHHO, HEMOKCUYHO»;

- YKa3aHue <He NPeOHAa3Ha4eHo 045 Nepeausanus Kpoeu, noKa He HAKAeeHa MAPKA 2Pynnbl Kpoeuw»;

- YKA3aHUe <He NPUMEHAMb NPU HAAUYUY BPU3HAK08 ROBPENCOEHUS UU OpYeoe PAGHOUEHHOE YKA3aHue;

- YKa3aHue no nPUMeHeHUr0 KoHmelinepa;

- HauMeHoB8aHue U adpec uzzomosumens U/Uiu HAUMEHOBAHUE U A0PeC OMEENMCMEEHH020 NOCMAGUUKA;

- wmpux060li K00 nPoOyKyuu;

- YCA0BUA XPAHERUS KOHmeliHepa.

Hngpopmayus doaxcna Gbimb HaHeceHa Ha Imukemky Konmelnepa (npusoxcenue bB).

9.1.3 Mapxuposky xonmelinepa, codepicauieco KOHe4Hbili nPOOYKmM, HAHOCUM nompebumens 6 npoyecce
e3amus u nepepabomku kpoeu. Mapxupoexa xonmelinepa, codepxcaujeo KoHeunvlli npodykm (KomnoHnenm
Kpoeu), HaHeceHHas nompeGumenem 6 npoyecce 633mus U nepepabomxy Kpoeu, 00ANCHA co0epHcams:

- HAUMEHOBAHUe KOHEUHO20 NPOOYKmMaA (KOMNOHEHMA Kpoeu);

- XapaKmepucmuky KOHe4H020 npodykma (KOMROHeHma Kpoeu) 6 coomeemcmeul C HOPMAMUGHbIMU
doxymenmamu.

Cooepocarnue, pacnonoxcenue Haodnucei, wpugm, yeem u m.n. MAPKUPOGKU KOHEUHO20 HPOOYKMA
(Komnonenma Kpoeu) 004x#CHbL COOMEEmMCcme08ams MpebOGaAHUIM HOPMAMUBHBIX OOKYMEHMO8, YMBEPHCOCHHbIX
M3 PO.

Hughopmayusn Hanocumces Ha SMuKemKy KOHmeUHepa 6Kaeueanuem JonoAHUMENbHbIX IMUKEMOK, MAPOK,
eHecenuem Haonucell, wmamnos, neuamel u Op. (npusoxcenue b).

9.1.4 Jlonyckaemcs ¢ npouecce pabomel ¢ KOHMEUHepOM 6HeceHue U3MeHeHuli (coomeemcmeyroujue
KOppeKmuesl) 6 MapKupoeKy KOHe4H020 npodykmd.

9.1.5 Yuacmox xoumeliinepa npu mapkuposxe 00A%ceH 0CMABamascs UOUMbIM 045 BU3YAABHOZ0 OCMOMPA
CO0epHcUMO20.

9.2 Tpeboeanus k smuxemke Ha KOHmeliHepe 00ANCHb coomeemcmeosams mpeboearnuam 9.2.1—9.2.4.

9.2.1 Dmukemra Ooaxcra 6bimb U320MoGAeHd U3 RAGCMUKA UAU OYMA2U C YKPENACHHbIM BEDXHUM CAOEM,
001a0aIOWUM XOPOWUMY A02E3UOHHBIMYU CEolicmeamu (045 6KAeUBAHUA JONOAHUMENBHBIX SMUKEMOK U MAPOK)
u obecneuusarouum cmotiKocms HAORUCET U Wmamnoe.

9.2.2 Bmukemxa doaxcHa obecneyusams paz0opuueoe U yemxoe COXPAHEHUE MEKCMAa 6 meyeHue 6ce20
8DeMeHU IKCRAYAmAayuY, enioms 00 MOMEHMA UCNOAb306ARUS COOEDHCUMO20 KOHmellHepa.

9.2.3 Dmuxemxa He 00A4CHA OMKACUBAMBCA UAU CMODUUBAMBCA 6 YCAOBUSX 3aNOMEBAHUS ee NOBEPXHOCMU
npU PA3MOPANCUBAHUU NPOOYKMA.

6



I'OCT P 51622—2000

9.2.4 Dmuxemxa 0oadcHa UCKAHOYAMb B03MONCHOCMb NOABAEHUA U POCIMA MUKDPOOP2AHU3MO8 HA No6epx-
HOCMU KOHmeliHepa U Hanecenus yuiepba KoHmetiHepy U Co0epHCUMOMY.

9.3 Mapxupoexa HapyHcHO20 NAKEMa nompebumeascKoli mapol Konmeinepa

Ha napyxcnom nakeme nompeGumensckol mapsl 0oaxcha Ooimo caedyrowas uHpopmayus:

- CMpaHa-u3eomoeumens,;

- HQUMeHoeaHue u adpec U320moeUmens u/uiu HaUMeHO8aHue U adpec OMeemCcmeEeHH020 NOCMABUUKA;

- ORUCAHUE COOePHCUMOEO0;

- ¢poK eo0Hocmu (Oama, no3xce KOMOPOU KOHMeliHep He NOOAeNCUM UCHOAb306AHUI0);

- HoMep napmuu;

- Wmpux060li K00 NPOOYKYUY.

9.4 Mapxupoeka mpancnopmroli mapoi:

- CMpaHa-u3eomoeumens,;

- HQUMeHoeaHue U adpec U320MmoeUmens u/uiu HaUMeHO8aHue U adpec OMeemCmeeHH020 NOCMABUUKA;

- onucanue co0epICUMO20;

- CpoK 200HOCMU;

- YCA08US XPAHEHUS.

10 ITpasuna mpmeMKn

10.1 Tomosvie Konmelinepbl no06ep2arom NPUEMOCOAMOUHLIM, NEPUOCUHECKUM U CePMUPUKAUUOHHBIM
UCNBIMAHUAM.

10.2 IIpuemocdamounvim ucnbimanusm caedyem nooeepeams Kaxcoyio napmuro (cepuro) KoHmelinepos.

10.3 Ilpuemocdamounvie u cepmuduUKayUoHHbIE UCNBIMAHUA KOHMEIHEP08 JOAXCHB npoeodums no 5.2,
5.3, 5.6.3, 5.6.4, 5.7— 5.9, 6.1.3 — 6.1.5, 6.2.4, 6.2.9 u pazdesam 8 u 9.

10.4 Konmelineps: nodsepzarom npuemocoamo4HbiM, CEpMUGQUKayUOHHbIM U REPUOOUHECKUM UCRBIMAHUAM
nO Xumuueckum u Ouonozuyeckum (MOKCUKOA0ZUYECKUM UCHbIMAHUAM HA CMEPUILHOCMb U NUPOLEHHOCHID)
nokasamensm no TOCT P 50855.

10.5 Ilepuoduueckue uchoimaHnus KoHmelHepoe caedyem npogooums No 6cemM mpebOBaHUAM HACMOAUe20
cmandapma.

B cnyuae npumenenus HOBbIX UAU USMEHEHHLIX Deyenmyp NOAUMEDHBLIX Mamepuanoe, U3 KOmopbix
U320MAGAUBAIOM KOHMElHepbl, UAU é cAy4ae USMEHEeHUs AHMUKOAZYASHMO8 U/Uiu pacmeopoe KOHCEepeanmoe
0042CHbL Gblmb NOBMOPHO NPOBedeHbl 6Ce XumuvecKkue U Guoroeueckue UCNbIManus.

Pasnensr 9, 10 (M3amennenas penaxums, U3m. Ne 1),

11 Metoabl HCILITAHMIA

11.1 TIpoBEepKy OCHOBHEIX pa3sMEpPOB KOHTEMHEPOB (4.1) MPOBOASIT M3MEPUTECIHHBIMA CPEICTBAMHA
COOTBETCTBYIOIIECH TOYHOCTH M3MCPCHMSI.

IIpoBepKy MpoBOAST Ha KOHTelHepe 6e3 pacTBopa.

11.2 Tuvmel ¥ BUIBE KOHTEHHEPOB (4.2, 4.3) onpeaensioT BH3YaIbHO, OCMOTPOM HEBOOPYXCHHBIM
TJIa30M U CIUYEHUEM C TOKYMEHTALIMEH.

11.3 OmpeneneHue 06IIETO KOIMYESCTBA BO3NyXa V, B KOHTeliHEepe (KOHTeHEpax) ¥ COSAMHMTEILHBIX
Tpyokax (5.2.1) mpoBomAT IMyTeM 3amOIHEHUS KOHTEHHEpa (KOHTCWHEPOB) IMOJHOCTBIO TMPH OTKPHITHIX
3aKMMax M 3alUTHHIX KOJIaukax, Kak omucaHo B 11.4. IIpoBepky oObeMa NOJHOrO 3amoJHEHMs ¥
TIPOBOIAAT ITyTEM M3MEPEHHUS] MEPHBIM IIWJIMHIPOM 00beMa XMIKOCTH, BEUIMTOTO M3 KOHTelHepa. Takxe
TIPOBOIST M3MEPEHHUE 00BhEMa 3aTOJTHEHUS] KOHTEHHEPa O HOMUHAJIBHOW BMECTHMOCTH V,

HOM"
Pacuer o61iero 06beMa KOMMYECTBA BO3NyXa B KOHTElHepe V, cM3, poBozAaT o dopmye

V.=V,

B n

- V}mM' 1

11.4 TIpoBepKy BpeMeHM ONIOPOXHEHUS KOHTCHHEPa (5.3) IPOBOIAT HA KOHTEHHEPE, COCAMHCHHOM
C YCTPOMCTBOM IS IIEpEIMBAHNSA KPOBH U 3aII0IHEHHOM [0 HOMHHAIBHON BMECTUMOCTH JTUCTHLIMPOBAH-
HO# Bomoit Temmeparypoit (23 + 2) °C. KoHreliHep TOMEINAIOT MEXAY IBYMS TIACTHHAMH, C TIOMOIIBIO
KOTOPHIX IIPH IIOCTENIEHHOM CAaBJIMBAHWM BHYTPH KOHTEWHEPa Co3aaeTcs u30nTounoe aasienue 40 xIla.
WsmepsioT BpeMs, B TEYCHUE KOTOPOTO TIPOUCXOIUT OTIOPOXHEHUE KOHTEHHEPA.
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ITpu nmpoBepke B MECTaX COCTUHEHUSI KOHTEMHEPa, OOEPHYTHIX CyXx0ii candeTkoil wm GuILTpOoBaIb-
Hoii OymMaroii, mocieHss OCTaeTCs CyXOid, €CIM OTCYTCTBYET yT€UKa BOMBL.

IIpuMmedanue — [Ipu3amonHeHIN KOHTEHHEPA TOJIMMEPHEIM PACTBOPOM aHTHKOATY/ISTHTA (Hampumep AC/]
PACTBOP) WJIM IPYTUMH PACTBOPaMH C TEM Xe pH yTeuxy MOXHO OOHAPYXHTH ITyTEM CHABIMBAHKSA KOHTEHHEPA THCTAMEA
TONy0O#H JIAKMYyCOBO# OyMmaru, HaGmonas 3a TMPOSIBNICHUEM Ha HE# po30BBIX HATEH. st pactBopoB ¢ apyrumu pH
MOXHO MCIIOJIb30BATh TOT XK€ MCTON C MOAXONIINMM HHIMKATOPOM. MOTYT GBITh MCIIOIBE30BaHBI APYIHE METOIHI,
JAIOIIUE TY X€ CTCIICHb YYBCTBUTCIILHOCTH.

11.5 Ilporepka Bpemenm 3amoanenHs Konteinepa (5.5.2)

W3 pesepsyapa, comepxamero 500 ma xunkoctu Temneparypoii (37 + 2) °C u BsskocTsio 3,2 x 1076
M?/c ipu pasnenuu 9,3 xITa, 3an0MHSIOT KOHTElHep npu TemnepaType (23 + 2) °C yepes UITy IJIS B3STUS
KPOBHM BHYTPCHHHM JHaMeTpoM 1,4 MM B TOil Xe¢ THIPOCTATHICCKOM IUIOCKOCTH, UYTO M BepXHSS YaCTh
Melmka KouTeiHepa. Umia g B3atug KpoBH J0JkHA cootBercTBOBaTE TOCT 25047.

H3mepsioT BpeMsl 3a0IHEHHsA KOHTEHHEpa 10 HOMMHAIBHON BMECTHMOCTH.

11.6 TIposepky BHEIIHETO BUIA KOHTEHHEpa, TPYOOK u orcyrcTeue nedekros (5.6.1, 5.6.2) nposoaar
BHU3YAIBHO HCBOOPYXCHHBIM TJIa30M, JUIMHY TPYOOK MPOBEPSIOT C MOMOIIBIO JIMHCHKH.

11.7 IIpoBepKy TepMETHYHOCTH ¥ TIPOYHOCTH COCTHHCHHS KOHTEHHEPa, 3aNOIHEHHOTO BOJON MpH
temueparype (23 = 2) °C, ¢ coemuuaTebHBIMA TpyOKamu (5.6.3) mpoBOOAT MyTeM NPHIOXEHHS OCCBOM
Harpysku 20 H K 3akpeIuieHHOMY KOHTEMHEPY ¢ TpyOkoi B TeucHue 15 c¢. IIpu 3T0M MecTa CoeauHCHMIA
000pauMBAIOT CYXOii candeTKol Wi (QUIFTPOBAIEHOM OyMaroid.

KoHTeHHEep CYMTAIOT BHICPXABIIMM HCIILITAHAE, CCIM OTCYICTBYET YTCUYKA BOIBI B MECTAX COCIHMHC-
HUl B caneTKu OCTalOTCA CYXMMHU.

11.8 TIpoBepKy NMPOYHOCTH COCTMHEHWS TIPH PACTSKCHWM WIIKL C TPYOKOil KOHTeiHepa (5.7.2)
TIPOBOJSAT CJCIYIOIIMM 00pa3oM: TPYOKY KOHTEeHEpa KPEIAT B BEPXHEM 3aKHMME MAIIMHEI, B HIDKHEM —
TPYOKYy WMIJIEL. YCTaHARIWBAIOT HEOOJBIIYIO CKOPOCTh TEpEMEICHU 3aXUMOB (50 MM/MHMH), BKJIIOYAIOT
IPHMBOJ, MAIIMHEL M CICAAT 33 IUIABHBIM YBEIMYCHUEM HArpy3KH II0 IKajie mpuoopa.

CoenuHeHUsI CYMTAIOT BBIAEPXKABIIMMU MCIBITAHUSA, eCid B TeueHHMe 15 ¢ mpu Harpyske 20 H ue
TIPOM30MICT UX Pa3pYIICHUC.

11.9 TIpoBepKy NpOYHOCTH MPH PACTSKEHUU YCTPOMCTBA ISl KPETUICHUA KOHTEHepa («yika») (5.9)
IPOBOIAT B COOTBETCTBUH ¢ 11.8, mpu 3TOM Bpemst ucnbiTanusa — 60 MuH. Pe3yibTaT CUMTAIOT MOJOXH-
TEJIHEIM, €CJTH <«YIIKO» TI0C/I€ MCITHITAHUS OCTAJIOCH IEJIOCTHEIM.

11.10 Ilposepka cmepunvHocmu, anupoeeHHocmu u Hemokcuynocmu (6. 1.3) konmeiinepoé — no TOCT P
S508535.

11.11 IIpoBepKy OTCYTCTBHS CIHUIIIIMXCSA YIACTKOB KOHTEMHEpPa (6.1.4) IpOBOAAT BH3yaIbHO OCMOT-
POM HEBOOPYXEHHEIM TJIa30M.

11.12 Xumuueckue u 6uonoeuveckue ucnoimanus Koumetinepoe (5.1.6) — no TOCT P 50855.

XUMHUYECKIE MCIIRITAHUSA CIIEAYET MMPOBOAMTE HA MAaTepHAIaX, ITOJYYEHHBIX ¢ IMPOCTEPHIA30BAHHEIX
TIONIMMEPHEIX KOHTEHHEPOB, NMPEIHA3SHAYCHHEIX K MCIIOIB30BAHMIO TIPH TICPCINBAHMH.

11.13 IIposepxa mpo3patsocTa KouTeiinepa (6.2.3)

11.13.1 3amomHSIOT IMyCTOi KOHTEMHED JO €10 HOMMHAIBHON BMECTHMOCTH NEPBHYHOM ONAJIECIIH-
pyIolleil cycreH3uei, IpuroToBieHHOM 1Mo 11.13.4, pasBegeHHON OO CHEKTPAILHOM IOIIOLIAIONIEH
croco6uocta ot 0,37 1o 0,043 mpu 640 rm (kosdduiuenT passeaeHus nopaaka 1 : 16) B 1 cM sueiiku.

11.13.2 ITpuroroeiaeHue pacTBopa Cyibdara rumpasuua: pactBopsior 1,0 r cynndara ruapasuHa B
IVCTIWUTMPOBAHHON Bone M pas6asmsmor 1o 100 cm?. J[aioT BHICTOSTECS OT 4 10 6 4.

11.13.3 IlpuroroBneHue pacTBOpa I'eéKCaMETWICHTETPAMHMHA: PACTBOPSIOT B 25 MIJI JHCTHUIMPOBAH-
HOM BOAH 2,5 T TEKCaMETHICHTETPAMIHEA B CTEK/ISIHHOM 3aKPHITOM IIPHTEPTOM HpOOKOi (IakoHe BMEC-
tMocThio 100 cM3,

11.13.4 TIpuroToBjaeHUE IEPBUIHOMN ONANCCHUPYIONICH CYCTICH3HH: JOOABISIIOT K PACTBOPY TeKcaMme-
TuneHTeTpamMuHa 25,0 cM> pacTBopa cynb(dara ruapasiHa. CMELIMBAIOT M JAIOT BHICTOSITECS B TEUSHHE 24 U.

CycIieH3s OCTACTCS CTAOIIEHOI B TeUeHHE 2 MeC TIPH YCIOBHH € XPaHEHHSI B CTEKIEIHHOM cocy/e 6e3 ieeKToB
nioBepxHOCTH. CYCIICH3Ms HE JO/DKHA MPWIMIIATS K CTEKITY, TIEPEH, YIOTPEQICHHEM €¢ XOPOIIO Pa3MEIIHMBAIOT.

11.13.5 3anosHMIOT BTOpPOii MYyCTOil KOHTEHHEp MMCTWLIMPOBAHHOM BOIOM 10 €r0 HOMHMHAIBLHOM
BMECTHMOCTH.

BusyanbHO CpaBHMBAIOT paCTBOPHI B KOHTEHHEPaX B pacCesIHHOM JTHEBHOM CBeTe Ha yepHOM (oHe. Ecrm
ONAJIECLHPYIOIYIO CYCTICH3HIO B OMHOM KOHTEHHEPE MOXHO JIETKO OTJIMUMTH OT BOIBI B IPyroM KOHTEIHEpe,
TO Pe3YJIBTAT MOJIOXMUTEIIbHEIN (IPO3PAaYHOCTh KOHTEIHEPA OTBEYACT NMPEABSIBICHHOMY TPCOOBAHHUIO).

11.14 TIposepky 1Bera KouTeliHepa (6.2.4) NpoBOOAT BU3YAILHO HEBOOPYXEHHEIM IJIa30M.
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11.15 TIposepky TemmocroiikocTu KoHTeiHepa (6.2.5) mpoBOmAT B KaMepax XOJI0Ha B YCIOBHSIX,
YKa3aHHHIX B 6.2.5.

ITocne ucneITaHUi MPOBOAST MPOBEPKY BHEIIHETO BUIA KOHTEHHEpa M TPYOOK, TEPMETUYHOCTh BCEX
COCIVHEHWIA.

11.16 TIpoBepKy MapOIpPOHUIIAEMOCTH KOHTEIHEpa ¢ pacTBopam# (6.2.6) MpoOBOIAT B KIMMATHYECKUX
KaMepax B YCIOBMSIX, YKa3aHHbIX B 6.2.6. ITorepio Bompl M3 pacTBOpa pPacCUMTHIBAIOT IO Pa3HOCTH
HavYIbHOM M KOHEYHOM MacC KOHTEHHEpA.

11.17 TIpoBepKy CTOMKOCTM KOHTeiHepa K JedopMalMu NpOBOAAT Ha ueHTpudyrax (6.2.8) u B
YCJIOBHSIX, YKa3aHHHIX B 6.2.5.

IMocse UCIIBITaHMEl MPOBEPSIOT MENOCTHOCTh M TEPMETHYHOCTb COSIMHEHMII KOHTEHHEepa.

11.18 TMpoBepKy MpOYHOCTH MAPKUPOBKHM W KpPEIUICHHSA STUKETKH Ha KOHTeiHepe (6.2.9) mpoBogdaT
CJIEAYIOIIMM O0pa3oM: TIOIMMEPHEIC KOHTCHHEPHI, 3aNIOIHEHHEBIC H TEPMETHYHO 3aKPHITHIE, B TEYCHHUE IITH
JIHEeH xpaHat npu temmepatype (S + 1) °C. 3atem ux xpasar 24 4 npu MaKCHMaIbHOM Temmieparype 40 °C,
3ateM — 24 4 npu Temnepatype (5 + 1) °C. Ilocne xpaHeHUs KOHTEHHEPH C 3TUKCTKOM HM/MIH NCYATHEIM
TEKCTOM TIOTPYXAIOT HAa 24 4 B BOXOMPOBOIHYIO BoAy Temmeparypoii (20 + 1) °C.

IMPUIIOXEHMUME A
(cpaBoYHOE)

PexomeniyemMbie pa3Mepbl KOHTCHHEPOB /Uil KPOBH H €€ KOMIIOHCHTOB

Taonmima Al

HomwuHansHas emkocTs, | BHyTpeHHsAa mMpHHa, BuyTpeHHss Beicota, |J/lmHa stukerkyl, b, Mm| IlIupuea STHKETKH,
om® b1, MM hy1, MM +5 h, MM+ 5
100 75 120 60 85
250 120 130 90 85
300 120 150 95 95
400 120 170 100 100
500 120 185 100 100
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ITPUJIOXEHHUE b
(CIIpaBOYHOE)

DTHKeTKA /UIsl NOJHMEPHOTO KOHTEHHEPA IS KPOBH H €€ KOMIIOHEHTOB OJHOKPATHOIO NMPAMCHCHHS

100*

HaumeHoBaHue KoHTelHepa.
EmkoCTb.

HaumeHoBaHue aHTUKoarynsHra
(6e3 peLienTyphil).

O6LeM aHTUKOarynsiHTa.

Homep naptuu.

CpoK rogHoCTH.

«CTepunbHO, anuporeHHo, HETOK-
CHUYHO».

«He npeaHasHayeHo Ana nepenu-
BaHus1, NOKa He HakKneeHa Mapka
rpynibi KpOBU, pe3yca.

«He npumeHsTbL NpY HanUYMK
NPU3HAKOB NOBPEXAESHUSI».
YkasaHue no npuMeHeHuIo.
Ycnosus xpaHeHus KoHTeiAHepa.
PermcTpaumuoHHbivi Homep.

100*

HanmmeHoBaHWe U3roTOBUTENS WU OTBETCTBEHHOIO
nocTaBLUMKa, anpec U3roTOBUTENA MU NocTaBLUMKa,
TOBAPHbLIN LUTPUX-KOZ

PucyHok 2

IMPUJIOXEHUWE b (M3menennas penakuus, Uam. Ne 1)

* CrpaBOYHEIE Pa3MEPH B MUJIZTMMETPAX.
** Undopmaiys, BHECEHHAA ToTpeOuTeneM B chepe obpaicHus (B Mpolecce B3STTHS W 00pabOTKH KPOBH U €€
KOMITOHCHTOB) B BUE HAKJICCHHEIX AOIIOJHUTEILHO STHKCTOK, MAPOK, HAHECCHHEBIX HANIUCEH, TICYaTeid, IITaMIIOB.

10
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YJK 615.38.014.8 : 006.354 OKC 11.040.20 P29 OKII 94 4470

KimogeBEI€ CII0Ba: TONMMEPHBIC KOHTEHHEPH IJIsi KPOBA M €€ KOMIIOHCHTOB OJHOKPATHOTO NMPUMCHEHUA,
TEXHUYESCKUE TPEOOBAHMSA, METOLH MCIBITAHWNA, CTCPHJIBHBIC KOHTCHHEDHI, B3SITHC KPOBH, Pa3ICICHHE
KPOBH HA KOMIIOHCHTHI, XPAHCHHE, TPAHCTIOPTHPOBAHKE, TIEPEIMBAHAE

11
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