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rocTt1SO 6710—2011

Mpeancnosue

Lienn, ocHOBHBIE NPUHLMMBI U NOPSAOK NpoBeAeHUst paboT NO MEXrocyAapCTBEHHON cTaHaapTusaumm
yctaHoeneHsol FOCT 1.0—92 «MexrocyaapctBeHHas cuctema ctaHaaptusauui. OCHOBHbIE MOMOXEeHUs» U
rOCT 1.2—2009 «MexrocyaapcTBeHHas cuctema ctaHgapTusaunm. CtaHgapTbl MeXrocyaapCTBeHHbIe, npa-
BUNa U pekoMeHJaLMmn No MeXrocyaapCcTBeHHOW cTaHaapTusauun. Mpasuna paspaboTku, NpUHATAS, NpumMe-
HeHua, 06HOBNEHUSA U OTMEHbI»

CBepneHus o cTaHaapTe

1 NOArOTOBIIEH ®eagepanbHbIM rocyfapCTBEHHBIM YHUTapHBIM NpeanpusaTuem «Bcepoccunckuin
Hay4yHO-UcCneaoBaTesNlbCKUA  MHCTUTYT  cTaHgapTusauMM U cepTudukauum B MaLUMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®eaepanbHbiM areHTCTBOM N0 TEXHUYECKOMY perynuposaHuio U metposnoriun (PocctaH-
AapT)

3 NPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTUM3aLuUmn, METPONIorn 1 ceptudukaumum (npo-
Tokon oT 29 Hosbps 2011 r. Ne 40)

3a npuHaTne ctaHgapTta nporonocosanu:

KpaTkoe HaumeHoBaHue CTpaHbI Kop ctpaHbl no CokpalleHHOe HaUMEHOBaHUe HaLMOHANBHOTO opraHa
no MK (UCO 3166) 004—97 MK (MCO 3166) 004—97 no craHgapTusauum
Benapych BY loccrangapt Pecnybnvkm benapycb
KasaxctaH KZ [occrangapT Pecnybnukm Kasaxcran
Kblpreiactan KG Keipreisctangapt
Poccwiickas ®epgepaums RU Poccrangapt
Ya6ekucraH Uz Yactangapt
TampkukncTaH TJ TapxvkcTaHgapT

4 Tpukasom PegeparbHOro areHTCTBa No TEXHUYECKOMY PErynupoBaHuio U MeTponorimn ot 13 aekabps
2011 r. Ne 1379-cT mexrocyaapcTBeHHbl ctanaapT FOCT ISO 6710—2011 BeeaeH B AeACTBUE B KQYeCTBeE
HaluoHaneHoro ctangapta Poccuiickon ®eaepaunn ¢ 1 aHesapsa 2013 r.

5 HacToswwui ctanaapT naeHTuYeH mexxayHapogHomy ctaHgapty 1ISO 6710:1995 Single-use containers
for venous blood specimen collection (KoHTeHepbl ogHopasoBble Ans cbopa 06pa3uos BEHO3HON KPOBH).

CTteneHb cooTBETCTBUSI — ngeHTnuHas (IDT).

CtaHgapT noAroToBneH Ha ocHoBe npumMeHeHua FOCT P NCO 6710—2009

CBefieHus1 0 COOTBETCTBUM MEXIOCYyAapCTBEHHbIX CTaHAAPTOB CCbINIOYHBIM MEXAyHapoAHbIM cTaHaap-
TaM nNpuBeaeHbl B 4OMNOMHUTENbHOM NpunoxeHun JA

6 BBEJEH BMNEPBbIE

Unbopmayusi 06 usmeHeHUSX K Hacmosiwemy cmarHGapmy nybriukyemcs 8 exezo0HO u3fasaemMom
UHbopMayUOHHOM yKa3amerie «HaluoHasbHbie cmaHdapmbl», @ MEKCM USMEHEHUU U rorpasoK — 8 exeme-
CsI4HO u3dasaeMoM UHOpMaUuOHHOM yKasamere «HayuoHabHele cmaHdapmel». B criyyae nepecmompa
(3aMeHbl) unu ommeHbl Hacmosiue2o cmaHdapma coomeemcmayloujee yeedomeHue bydem onybnukogaHo
8 eXeMecCsIYHO u3zdasaeMoM UHGOPMaUUOHHOM yKa3amere «HayuoHanbHbie cmarHdapmei». Coomeemcmasy-
rowas uHgopmayus, yeedoMIieHUe U MeKCMbI pa3MeLiaromcs makxe 8 UHGhopMayUoHHOU cucmeme obuiezo
nonb3oearusi — Ha ochuyuansHom calime DedepalsibHo20 azeHmemaa o mexHuU4eCcKoMy peayuposaHuo u
memporioauu 8 cemu IHmepHem

© CraHpaptuHgpopm, 2013

B Poccuiickoin degepaLm HaCTOALWMIA CTaHAapPT HE MOXET BbITb MOMHOCTLIO UM YacTUYHO BOCMPON3-
BeleH, TUPaXKMPOBaH U pacrnpocTpaHeH B KayecTse oduLmansHoro nsgaHunst 6es paspelwerus degepansHoro
areHTcTBa Mo TEXHUYECKOMY perynnupoBaHuio U MeTposorum



rocTISO 6710—2011

CopepxaHue

1 Obnactb NpUMeHeHus . . . . . . . . e A
2 HOPMATUMBHBIE CCBIITKM . . . . . . . o v i i e i e e e e e e e e e e e e A
3 TepMuHbl U onpedenenns . . . . . . . e e e e e 1
4 MaTepuarbl . . . ... . e e e e e e e .2
5 BMECTUMOCTD . . . . . . o o e e e . .2
6 YcTpoWctBO . . . . . ... ... e e . .3
7 KOHCTPYKLIMST . . . . L o o e e e e e e e e . .3
8 CtepunbHOCTb . . . . . . . . .. e e e .3
9 OobBaskn . . . . ... ..... e e e .3
10 MapkupoBKa N 3TUKETKM . . . . . . . e s 3
11 WageHTudpmkauns koHTenHepa . . . . . e e e e 4
MpunoxeHne A (obszaTenbHoe) WcnbiTanHua Ha HOMUHaNbHY BMECTUMOCTb M MUHUManbHOe cBoboaHoe

NPOCTPaHCTBO A1 HEBAKYYMHbIX KOHTEAHEpOB. . . . . . . . e e e ....6
MpunoxeHve B (0bsizaTtenbHoe) McnbiTaHna BTArMBaeMoro (3acacbisaeMoro) obbema 1 MUHUMansHoro

CBOGOAHOro NPOCTPaHCTBa AN BaKyyMHbIX KOHTENHEePoB . . . . . e L7
MpunoxeHne C (obsizaTtencHoe) McnblTaHust KOHTEMHepa Ha NpoTeKaHWe . . . . . . . . . . . . . . . . 8
MpunoxeHne D (ob6szaTensHoe) WcnbiTaHWsa KOHTeHEpPa Ha NPOYHOCTL . . . . . e e .9
MpunoxeHne E (ob6azaTenbHoe) KoHueHTpauun gobasok n obbem xugkon gobaskm. . . . . . . . . . .10
Bubnvorpacpus . . . . . .. e e e e e T |
MpunoxeHne OA (cnpaBodHoe) CBeaeHWs 0 COOTBETCTBUM MEXIOCYAapCTBEHHbIX CTaHAAPTOB CCbIMOYHBLIM

MeXayHapogHbIM cTaHdapTam . . . . . . . . . e 11



roCT ISO 6710—2011

M E XTTOCYJH.APG CTHBETHTHUB # CTAHDAAPT

KOHTEMHEPBI AN CEOPA OBPA3L0B BEHO3HOW KPOBU OAHOPA3OBbIE
TexHU4eckue TpeGoBaHUA U MeTOALI UCNLITAHMWIA

Single-use containers for venous blood specimen collection. Technical requirements and test methods

Oarta BBegeHna — 2013—01—01

1 O6nacTb NnpUMeHeHusA

HacTosawmin ctaHgapT ycTaHaBnuBaeT TpebGoBaHMs U MeTOAbl UCNbITAHUA BaKyYMHbBIX U HEBaKyYMHbIX
0OHOPAa30BbIX KOHTEMHEPOoB AN cbopa obpasLoB BeHo3HOW kpoBu. OH He ycTaHaBnuBaeT TpeboBaHWiA K
nrnam ans B3ATUS KPOBUW U K AepXKaTensam urn.

MpwuMeyaHun e — HacTosAwWwmMn cTangapT 3ameHsieT TPeOOBaHWA K HEBaKyyMHbIM KOHTEHepaM, paHee yCTaHOB-
nenHble ISO 4822 «OpHopa3oBble KOHTENMHEpPDLI Ans cbopa 06pa3LoB KPOBU eMKOCTBLIO A0 25 MN», KOTOPLIN OTMEHEH.

2 HopmaTnBHbIe CCbINIKK

B HacTosleM cTaHOapTe UCMOomb30BaHbl CChINIKM Ha crneayolne MexayHapoaHble cTaHaapTbl:

ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other medical
equipment — Part 1: General requirements (KoHuueckue npucnocobnerus ¢ 6 % (Luer) cyxxeHnem gns wnpu-
ueB, Urn u Hekotoporo gpyroro obopyaosanus. Yactb 1. O6wne TpeboBaHms)

ISO 3696:1987 Waterfor analytical laboratory use — Specification and test methods (Boga ansa nabopa-
TOPHOro aHanunaa. TexHuyeckue TpeboBaHUA U MeToAbl UCTbITaHWIA)

ISO 7000:1989* Graphical symbols for use on equipment — Index and synopsis (I"pacduyeckne cumso-
nbl ANst HaHeceHns Ha oBopyaoBaHWe. YkasaTerb U KpaTkoe U3NoKeHNe)

3 TepMuWHbI U onpeaeneHus

B HacToALwweM cTaHdapTe NpuMeHeHbl criegytolime TepMUHBl C COOTBETCTBYIOLWNMUA onpeaeneHusIMu:

3.1 koHTelHep (container): Cocya ans obpasLlia KPOBM, 3aKyMOPEHHbINA NPOBKOIA.

3.2 BaKyyMHbI KOHTeHep (evacuated container): KoHTelHep, npeaHasHayeHHbIA AMs B3ATUS KPOBU
C MOMOLLbIO BaKyyMa, CO30aHHOro N3roToBuTesnem (To ecTb NpeBakyyMHBIA KOHTEUHep) Un nofb3oBaTerniem
nepes B3ATUEM KPOBW.

3.3 npobupka (tube): YacTb koHTeHepa Be3 Npobku, koTopas coaepxuT obpasel,.

3.4 npobka (closure): YacTb, C MOMOLLLIO KOTOPOW 3aKynopUBaETCA KOHTENHEP.

3.5 nepBu4Hana ynakoBka (primary pack): HenocpeacTBeHHasi ynakoska KOHTENHEPOB.

3.6 BHyTpeHHOCTb KOHTelHepa (container interior): BHYTpeHHss NOBEPXHOCTL KOHTENHepa.

3.7 po6aska (additive): ITioboe BelecTBO (He CBA3AHHOE C BHYTPEHHEN NOBEPXHOCTLIO KOHTEHepa),
nomeLleHHoe B KoHTelHep Anst obecrneyeHunst BbINONHEHUA NpegnonaraeMoro aHanunsa.

3.8 HomMMHanbHaa BMecTuMocTb (nominal capacity): O6beMm LenbHON KPoBKM, KOTOPBLIM Npeanonara-
€TCS HamnonMHUTb KOHTeNHep.

3.9 cBob6opgHoe npocTpaHcTBO (free space): M3bbITOMHAA BMECTUMOCTbL UMK rOMOBHOE NPOCTpaH-
CTBO, KOTOPOE co3faeTcs ANa obecnevyeHns agekBaTHOro nepemeLLMBaHns CoAePXKMMOro KOHTeHepa, Kak 3To
ornpeaeneHo UCMbITaHAMN MUHUMaTILHOMO CBOBOAHOMO MPOCTPaHCTBA, NPUBEAEHHLIMM B NPUNOXeHUAX AKB.

* C 19 dhepans 2004 r. gevicteyet ISO 7000:2004.

U3paHne ocpmumanbHoe
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3.10 nuHusa HanonHeHuA (fill line): JTMHWS, oTMeUYeHHas Ha NPoBUpKe N Ha ee 3TUKeTKe, Ansd obosHave-
HNSA HOMUHAITbHOM BMECTUMOCTU KOHTenHepa.

3.11 ob6beM 3acacbiBaHuA (draw volume): HoMuHanbHasi BMECTMMOCTb BaKyyMHOro KOHTelHepa.

3.12 cpokrogHocTu (expire date): [ara, nocne KOTOPON N3roTOBUTENb HE MOXET rapaHTUPoBaTh COOT-
BETCTBME KOHTelHepa TpeboBaHMAM HacTosLWwero ctaHjapTa.

3.13 3akynopuBaHue 3akpyumBaHueM (closing torque): KpyTsawee ycunue, ykaszbiBaemoe U3rotoBu-
Tenem, KoTopoe TpebyeTcs, UTobbl MIOTHO 3aKPbITh NPOBKY C MOMOLLbHO FraeYHOro KNoYa AN repMeTUYHOro
3aKyrnopuBaHunsi KoHTelHepa.

3.14 BusyanbHbIA ocMoTp (visual inspection): OcmoTp HabnoaaTenem ¢ HopMarsbHbIM U CKOPPEK-
TUPOBAHHBLIM A0 HOPMASILHOrO YPOBHSA 3peHneM npu paBHOMepHOM oceeleHmn oT 300 ao 750 nrokc.

4 Marepunansl

4.1 Mpobupka goskHa BbiTb M3rOTOBNEHA U3 MaTepWana, KOTOPbIA MO3BOMSAET SCHO PacCcMOTpeTb
coaepXnUmoe KoHTenHepa npu BU3yarnbHOM OCMOTpe.

PekoMeHayeTcsl, YTODbI BHYTPEHHSII MOBEPXHOCTb CTEKMSIHHLIX MPOBUPOK, NpeaHasHaJYeHHbIX A5
06pasLoB, noanexalmx uccneoBaHUsIM CBEPThIBaHWUS KDOBU, HE Bbl3blBaria KOHTaKTHOM akTueauum (cm. [1]).

4.2 Ecnu koHTeHep cneLuManbHO NpeaHasHayeH Ans uccnenosaHus onpeaeneHHoro BelecTsa, Mak-
CUManbHbIN YPOBEHb 3arpsisHeHUs1 BHYTPEHHOCTU KOHTeHepa 3TUM BELECTBOM U UCMONb3yeMbliA aHannT1-
Yeckuin MeToa A0MKHbI BbITb 0603HaYEHbI U3rOTOBUTENEM B NpUiaraeMoil nHgpopmaLmm, Ha 3TUKeTKe UK Ha
ynakoBke (cM. Tarke 10.4).

B cnyvae nucnonb3sosaHus 0bpasua ans uccnegoBaHus onpeaeneHHbIX MeTansioB U ApYrMx TOYHO ycTa-
HOBMEHHbIX BeLeCcTB popMyna coctaBa MaTepuana npobku AomkHa 6biTb Tako, YTOObI HE BO3HUKANO UHTEp-
dbepeHUnH, BANAIOLWLEN Ha pe3ynbTaThl.

MpumeyaHune—][Insa BLICOKOUYBCTBUTENBHBLIX METOAOB (HANPUMEP, C NPUMEHEHUEM (IIOOPOMETPUN) UITU
ONs pedKko MCnonb3yeMbiX TECTOB MOXET OTCYTCTBOBaTb COIMAacOBaHHbIN Npeaen nHtepdepeHumun. B Takux criyuasix no-
TpebuTento pekoMeHayeTCs KOHCYNBTUPOBATLCS C U3rOTOBUTENEM.

4.3 KoHTeiHepb! ¢ AoBaBkamu, COXPaHSAOWMMN MAKPOOPraHU3MbI, HAaMpUMep, TPUHATPUIA LUUTPaT unu
pacTBop UUTpaT-hochaT-aaeHUH-0eKCTPO3bI, AOIHKHBI MOABEPraThes NMPOoBEpKe ANA NCKMIOYEHUA MUKPOBHO-
ro o6cemeHeHns oGaBkn U BHYTPEHHEN NOBEPXHOCTU KOHTeHepa.

MpwnmedaHne— 3anogTeepxaeHne NpoLecca OTBe4aeT U3roToBmTerb. HacToswmn ctaHaapT He ycTaHaenu-
BaeT NpoLeaypy NOATBEPXKAEHUs, 0OAHAKO COOTBETCTBYIOLWMIA CTaHAAPT HAXOAUTCS B CTaauu paspaboTiu.

4.4 KoHTeliHep JorkeH BbiTb CBOGOAEH OT NMOCTOPOHHMX NPpeaMETOB NPK BU3yanbHOM OCMOTpe.

5 BmecTUMOCTL

5.1 MpuucnbiTaHN1 B COOTBETCTBUM C METOAAMM, yKazaHHbIMU B NpurioxeHUsx A u B, o6bem gobaenen-
HOW 1nu 3acacbiBaemMoii U3 GopeTkn Boabl AoMmKeH ObiTh B Npegenax + 10 % HOMUHaNbLHOW BMeCTUMOCTH.

5.2 Ons npoBeaeHUs UCMbITAHNA B COOTBETCTBUM C METO4AMM, NPpUBEAEeHHBIMU B NPUNoxeHnax AuB, B
KOHTeHepax ¢ AobaBkamu OMKHO ObITb MpegycMoTpeHo cBo6oaHOe NpoCcTpaHCTBO, AoCTaTouHoe Ansa o6ec-
nevyeHns afeKkBaTHOro CMeLLUBaHNS MeXaHU4YEeCKUM U pydHbIM cnocobamn. 3HayeHnsa MMHUMansbHoro ceo6oa-
HOro MpOoCTPaHCTBa, MO3BOMALWEro OCyLWecTBNATL afekBaTHOe CMellnBaHue, AOMKHLI COOTBETCTBOBATL
ykasaHHbIM B Tabnuue 1. JormkHo 6biTb caenaHo aonyuieHue, YTo AOCTyNHoe CBOBoAHOEe NPOCTPaHCTBO ANA
CMeLLMBaHNA COAEPKUMOTO KOHTENHE pa OrpaHNYEHO HKHE ! NOBEPXHOCTLI0 MPOBKN U MEHUCKOM XKUOKOCTH.

Ta6bnwuuya 1— 3HauyeHnss MMHUMaNbHOrO CBOGOAHONO MPOCTPAHCTBA, MO3BOSISIOWLErO OCYLWECTBIATL ageKBaTHoe
cMelmnBaHve

HomMuHanbHasi BMECTUMOCTb KOHTENHEPa, MN 3HaveHne MUHUManNbHOro cBoboAHOrO NPOCTPaHCTBA
>0,5n<5,0 + 25 % HOMWUHANbHOW BMECTUMOCTH
>0,5 + 15 % HOMUHaNbHOW BMECTUMOCTH
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6 Yctponcrteo

6.1 lMnoTHOCTb 3aKynopuBaHus KOHTeNHepa NPoBKoN He AOMKHa HapyLWaTbCsi NPU CMeLLMBaHNA B NPo-
Liecce UCTbITaHUA Ha NpoTeKkaHWe B COOTBETCTBUM C MeTOA4aMU, yKasaHHbIMU B npuioxeHun C.

6.2 Korga npobky BbIHAMAOT, YTOBbI MOMy4YUTb AOCTYN K COAEPXUMOMY KOHTEeNHepa, AoskHa bbiTb
npegycmoTpeHa BO3MOXHOCTb ee yaaneHWs nanbLamn uim MmexaHn4eckm crocobom Tak, 4tTobbl 4acTb npo-
OKM, 3arpsisHeHHas cCoaepPXUMbIM KOHTenHepa, He conpukacanach ¢ nanbuamu.

MpumeyaHwne— HekoTopble NpMGopkI, HANPUMEP CHETHUKU KIETOK KPOBW, CKOHCTPYMPOBaHbI TaK, YTO UMEIT
CnocoBHOCTL 3acacklBaTbk COAEPKMMOE KOHTEMHepa ¢ 06pa3uomM kpoemu Ge3 yaarneHus npooku.

6.3 TMpu UcnbITaHUM KOHTeMHepa Ha NpoTekaHne B COOTBETCTBUM C METOAOM, YKasaHHbIM B MpUIioxe-
HuK C, He JoMKHO HabnoaaTbea (prooPECcLEHLMN BOAbI, B KOTOPYH NOTPYXKEH KOHTelHep.

7 KoHcTpyKumsi

7.1 TpuucneiTaH B COOTBETCTBUM C METOAOM, YKasaHHbIM B NpunoxeHun D, koHTelHep ¢ o6pasLlom
npu LLeHTprdyrmpoBaHin JOMMKeH BbidepKunsaTth yckopeHue go 3000 g no npodornbHon ocu.

MpumedvaHue—g,= 980665 m/c.

7.2 TMpu BU3yansHOM OCMOTPE KOHTelHepa He AoKHO 6biTb 0BHapY)XeHO 3a0CTPEHHbIX Kpaes Unu rpy-
Boi1 NoBepXHOCTH, CNOCOBHLIX CryYaliHO nopesaTh, YKOMOTh UMM coapaTh KOXY NonbacsaTtens.

8 CTtepunbHOCTb

8.1 EcnvunsroToBUTENb rapaHTUPYeT, YTo U3aenue CTepunbHO, BHYTPEHHOCTb KoHTeHepa u nio6oe ero
coaepXumoe oIKHO BbIT NoABePrHyTo Npoueccy NPoBepKu, NpeaHasHaueHHOMY AN NOATBEPXKAEHUSA TOTo,
YTO BHYTPEHHOCTb He OTKPLIBABILErocs U He MCMOMb30BaBLIErocs KOHTenHepa U miuboe ero coaepxumoe
CTepUNbHBI.

MpumeyaHune—3a nogreepxaeHne 3hpeKTUBHOCTU NMpouecca OTBETCTBEHEH M3roToBuTenb. Hactoawmii
cTaHaapT He ycTaHaBNMBAaET Npoueaypy NpoLecca NPOBEPKX, OAHAKO CTaHAApT No MEeTo4am KOHTPOIS U Npoueccam noa-
TBEpPXAEHUs1 cTrepunu3auun paspabarsiBaeTcs. [pu OTCYTCTBMM HaUMOHANbHOW pernameHTaumm cnegyet oGpatntbes
K AeiicTeylowwen EBponeiickon ®apmakonee, gencteyiowein Papmakonee CLUA unum geicteytowen BputaHckoi dapmako-
nee.

8.2 CrepunbHoCTb 06s13aTeNbHA, KOraa Npu B3ATUM KPOBU BOSHUKAET NPSAMOMN KOHTaKT MeXay BHYTPEeH-
HOCTbIO KOHTelHepa U KPOBOTOKOM MauuveHTa.

9 No6aBku

9.1 YcraHoBNEHHOe HOMUHabHOe KONMYeCTBO 400aBKM A0IKHO ObITh B Npeaenax, ykazaHHbIX B Npuo-
XeHum E.

[MpwumeyaHune— 3a ogHum ncknioveHnem (cm. 9.2) MeToibl MCCNEeAOBaHNA He YKa3aHbl.

Mpu Hanu4uK B Ao6aBKe HATPUSA, Kanus U IMTUA PeKOMeHAYeTCs UCMOMNb30BaTh NNaMeHHyto poTomeT-
puio. BaxHo, 4To6bl TOUHOCTL UCCNeA0BaHNUS COOTBETCTBOBANa npeaenam ownbkun, ykasaHHbIM B NpUoxe-
Huu E. Ecnu MeToq uccnegosaHus HecrieumuduueH, Hanpumep, NinamMeHHas hoToMeTpua Ana HaTpUeBbIX 1
KanueBbIX CONer 3TUNEHANaMUHTETPaYKCYCHOW KUCNOThI, PEKOMEHAYETCA BLINOMHUTL TECT MAEHTUMKaLUN.

9.2 O6beM xuakoin obaBku B KOHTeHepe AomkeH 6bITb onpeaeneH rpaBUMeTPUYECKU C NONPaBKoi Ha
OTHOCMUTENbHYIO MIIOTHOCTb XUAKOCTK.

10 MapkupoBKa U 3TUKETKMU

10.1 OTukeTKa He AOIPKHA NOMHOCTLIO OXBaTbIBaTh NPOBGUPKY.
10.2 MapknpoBka 1 3TUKeTKa JOSMKHbI COXPaHATbCS NPUKPEnIeHHbIMU Ha KOHTeHepe nocne npebbia-
HWUs Ha Bo3ayxe npu Temnepartype (4 £ 1) °C He meHee 48 u.
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M pwumeyaHue— ITOT Nnoapasgen yctaHaenveaeT TpeGoBaHust K U3Zenvio B HOpMarnbHbIX yernoeusix. OgHako,
KOrga n3genue XpaHsiT Unv UCMosb3yIoT B YPe3aBblvaliHbIX YCIIOBUSIX (KpaliHue Temneparypa unu BrnaxHocTb, U HEHop-
manbHasi TPaHCNOPTUPOBKA UMW ANUTENbHOE XpaHeHne), TpeGoBaHKA MOTyT OKasaTbCsl HeaaeKBaTHeIMK. NarotosuTens
OTBEYAaEeT 3a rapaHTUIO MPUIOAHOCTU N3AENNA AN XPaHEHUS UNU NCTIONb30BaHNS B YPE3BbIMANHBIX MY OTMINYAIOLLMXCSH OT
HOPMAasbHBIX YCIOBUSIX.

10.3 MapkupoBKa Ha BHeLUHen CTOPOHe KaXkaoi NepBUYHON YNaKOBKU AOMKHA CoaepXaTb cneayrowyto
WUHdopmaLuio:

a) HaMMeHOBaHWe N agpec U3roTOBUTENS 1 NMOCTaBLUMKE,

b) Homep napTum;

C) CpOK rogHocTu;

d) onucaHune coaepXxnMoro, KoTopoe AoMKHO BKINoYaTb B cebs:

- HOMUHATbHYIO BMECTUMOCTb;

- NOKPBITUE (HanpuMep, HEKOHTaKTHasA akTuBauuMsl) unu aobasku Bo Bcex npobupkax;

- HaumeHoBaHuA 0o6aBoK UMM Ux opmynbl U/Mnn 6ykBeHHbIA koA, NPUBEAeHHbIN B Tabnuue 2;

- HAAMUCb KCTEPUNbHO», €CNN U3FrOTOBUTENb rapaHTUPYeT, YTO BHYTPEHHOCTb HEOTKPLIBABLLErocsa KOH-
TelHepa 1 ero coaepKMMoe CTePUbHbI;

- HAAMUCb «OAHOPAa30BLINY UNK rpaduyeckuin cumeon B cooTeeTcTBUM ¢ ISO 7000;

- TpeboBaHUsA K XpaHeHUto.

10.4 EcnukoHTenHep NnpegHasHaveH cneuuyanbHo AN uccneaoBaHus onpeaeneHHoro BelecTsa, Mak-
CMMaribHbIN YpOBEHb 3arpAsHEeHNs 3TUM BELLIECTBOM A0SDKEH ObiTh yka3zaH Ha 3TUKeTKe U Ha NepBUYHON yna-
KOBKe.

10.5 KoHTelHepbl A0MKHBI BbITb CHabXeHbI criegdytolein nHdopmalmen, HaHeCeHHON NPSAMO Ha NPo-
B6UPKy MK Ha STUKETKY:

a) HanMmeHoBaHWe UMK TOpProsas Mapka U3roTOBUTENSA UMW NOCTaBLUUKA;

b) Homep napTun;

c) OykBeHHbIN koA (cM. Tabnuuy 2) u/unu onvcaHue coaepXMmoro;
d) cpok rogHocTu;
e) HOMWHanbHas BMeCTUMOCTb;

f) MMHWA HanonHeHus, npyu HeoBXOAMMOCTH, HanpUMeEp, ANs HEBAKYYMHbIX KOHTEAHEPOB;

g) Haanucb «CTEPUMbHO», ECININ U3FOTOBUTENL rapaHTUPYeT, YTO BHYTPEHHOCTb HEOTKPLIBaBLLIErocs U
Heuncnonb3oBaBLLErocs KOHTENHepa N ero COAePKUMOE CTEPUSIBHBI.

Ecnv npu nponssoacTee KOHTeNHepa NCMoNbIOBarCs rMULEPUH, 3TO AOMMKHO BbITb YKasaHo Ha 3TUKETKe
WUNN Ha ynakoBske.

11 UpeHTuMKauma KOHTelHepa

KoHTelHepbl A0MKHBI BbITh AEHTUGULMPOBaHEI C MOMOLLL0 BYKBEHHOTO Koda u/vunv onucaHus aoba-
BOK, Mp1BeAeHHbIX B Tabnnue 2. Mpu Mcnonb3oBaHUmM MHLIX 406aBOK, YeM yka3aHHble B Tabruue 2, KoHTeHepbl
OOMKHbI BbITb MAEHTUDULMPOBAHLI NyTEM onucaHusa obaBKu.

MpumMmeyaHue 1— BHacTosee BpeMs MEXAYHAPOAHOE COIMAaLLEHNe OTHOCUTENbHO LIBETHOM KOAUPOBKM OT-
CYTCTBYET.

MpumeyvaHwne 2—pnncnonb3oBaHNM LBETHON KOAMPOBKM PEKOMEHIYIOTCA KOAbI, YKa3aHHbIe B Tabnvue 2.

Mpumevanwne 3—Tlpu ucnonb3oBaHUM LBETHON KOOUPOBKU peKOMeHAyeTcsl, YToObl LBET NpobKkn cooTBET-
CTBOBAI LBETY NPOOMPKU NN STUKETKW.

Tabnwnuya 2 — bykBeHHble KOOI U pEKOMEHAYEMbIE LBETOBbIE KOAbI Asl uaeHTMduKkaumm 4o6asok

Hob6asku BykBeHHble Koabl PekomeHayemMble LBETOBbIE KOAbI
30TA2) JByKanueBas corlb K2E bnepgHo-nunoBbIn LBET
TpuKanuesas corb K3E bnepgHo-nunoBbIn LBET
AByHaTpueBas COllb N2E bnegHo-nunoBbI LBET
TpuHatpui uutpar 9:1) 9NC BriegHo-rony6oi uset
TpuHaTpun untpar 4:10) 4NC UepHbIl LBeT
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HoGaBku BykBeHHble koAbl PekomeHayemble LBETOBbIE KOAObl

dropua/okcanart FX Cepbii uBeT

dTopna/O0TA FE Cepbii uBeT

dTopua/renapuH FH 3eneHbin uget
IIntnii renapuH LH 3eneHbin uBeT
Hatpwii renapuu NH 3eneHbin uBeT
Lintpar dpocdpaT pekcrposa ageHnH CPDA XKentein uset
Huuero®) z KpacHsbliii uBeT

a) 3[ITA — 3To NpuMeHsiemasl Ha NpakTHke ab6pesmaTypa Ha3BaHUs 3TUNEHAMAMUHTETPAYKCYCHOM KMGMOTI,
BMEeCTO NPaBUNLHOTO CUCTEMATUYECKOTO HAMMEHOBAHUSA, TO eCTb (3TUNEHAUHNTPUNO) YKCYCHAanA KMcnoTa.

b} OTmeueHO OTHOLLIEHWE Mexay XenaTenbHbIMU O6LEMaMM KPOBU M XKWIKOFO aHTUKoarynsiHTa (Hampuwep,
9 o6beMOB KpoBM K 0ogHOMY 06bemy pacTeopa umMTtpaTta).

%) PekomeHayeTcs1, YTO6bI KOHTENHEepbI C yCKOPUTENEM CBEpPTbIBaHWUS KPOBU MOIN 0603HAYaTbCs GYKBEHHBIM KO-
O0M Z 1 UMeTb KPacHbIN UBETOBOM KOA C onucaHneM noGaeku.
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Mpunoxenne A
(o6sa3aTtensHoe)

UcnbiTaHus Ha HOMUHaNbHYHO BMECTUMOCTL U MUHUMANbHOE cBoGogHoe NpoCTPaHCTBO
AnNA HeBaKyyMHbIX KOHTeAHepoB

A.1 PeareHTbl n 06opyaoBaHne

A.1.1 Bopa, B cootBeTcTBMM C ISO 3696, Temnepatypon 20 °C—25 °C.
A.1.2 BlopeTka BMECTMMOCTLIO 50 MN, rpagyupoBaHHas Ha aenennsino 0,1 mn (TouHocTb A0 + 0,1 M), C HAKOHEYHN-
KOM BHU3Y Unun cOOKy.

A.2 Ycnosua ncnbitTaHua

A.2.1 WcnbiTaHna gonxkHel npoeoguThesi Nnpu atmocdepHoM gaerneHum 101 klMa n Temnepartype okpyxaiolen cpe-
Aabl 20 °C; npu npoeeaeHnn NCNbITaHW B APYIVX YCITOBUSIX JOIKHbI ObiTb BHECEHbI NOMPaBKK.
A.2.2 NcnbiTaHuam QonXHbl NOABEPraTtbCs HEMCNONb30BaBLUMECS KOHTEMHEPBI.

A.3 Mpoueaypa ncnbitaHua

A.3.1 3aKpbiTb HAKOHEYHUK BIOPETKM U HAMONMHUTbL €€ BOAOW.

A.3.2 MNomMecTUTb OTKPLITLIA KOHTEMHED NOA BbINMYCKHOW KpaH B10peTkn 1 OCTOPOXKHO MyCTUTL BOAY B KOHTEWHEP A0
[OCTUXKEHUA MEHUCKOM BOAbI YPOBHSI NIUHWM HAMOMHEHWS], 3aTEeM 3aKPbiTb KPaH.

A.3.3 OTMeTUTb 06BEM BOALI, BEINYLWEHHBIA M3 BIOpEeTKN.

A.3.4 TpogomxaTtb HanueaTtb BoAy 13 BI0peTKM A0 TeX Nop, NOKa YpOBEHb BOAbI AOCTUIHET ropnbilWKa Npobupku, n
OTMeTUTb 06bEeM BbiNyLWEHHON BOAbI C TOUHOCTBIO Ao + 0,1 mn.

A.4 Kputepum ncnbitTaHumn

A.4.1 KoHTelHep AonXeH NpOoWTU UCNbITAHUS] HA HOMUHANBHYIO BMECTUMOCTDb, €CINIU 00 beM BOAbI, BbINYLWEHHON U3
6lopeTkn, COOTBETCTBYET HOMUHaNLHOW BMecTUMOCTH £ 10 %.

A.4.2 KoHTenHep AOMKEH NPONTU UCNbITAHMS HA MUHYManNbHOE CBO6OAHOE NPOCTPAHCTBO, €CNU, NPU A0NYLWEeHUN,
41O cBODOAHOE MPOCTPAHCTBO, AOCTYNHOE AN CMELMBAHWUS COAEPXMMOro KOHTEMHEpa, OrPaHNYeHO HWXKHEW NOBepx-
HOCTbI0 NPOBKM 1 MEHNCKOM XMAKOCTU, TAKOE NPOCTPAHCTBO OKAXETCSA HE MeHbLue, YeM 0603HaveHo B Tabnuue 1 Ansi KoH-
TENHEePOB UCMbITYEMOro Tuna.

MpumedaHue— MNpobkn pasnuyatoTesi No Hopme 1, B 0COGEHHOCTU, X CTOPOHA, KOTOpPasi ConpukacaeTcsi ¢
KPOBbIO, MOXET BbICTYNaTh U3 roprbillka NpobupkW, pasgensiTbCsa U MMeThb BbIPa)KeHHbIV BOTHYThIA UMW BbINYKIbIA NPO-
unb. 3T ocobeHHoCTU hOpPMbI MOTYT CKa3blBaTbCs HA AOCTYNHOM CBOGOAHOM NMPOCTPaHCTBE, YTO AOJIKHO YHUTLIBATLCS
npuv HTEpNpeTauum pe3ynbTaTos ncnelTaHus. MNpy Heo6XoaAMMOoCTH BNMsSIHWE reoMeTpuK Npobku MoxeT BbITe onpeaene-
HO U3MepeHneM, Hanpumep, AnvHbI 3aKynopuBaloLen YacTn Npobku unu n3bbiTouHoro o6bema na-3a BOrHyTon opmbl
npoGku.
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MpunoxeHve B
(o6s3aTenbHoe)

MUcnbiTaHuA BTArMBaeMoro (3acacbiBaemoro) o6bema U MMHMManbHOro cBo60AHOro NPOCTPaHCTBa
ANsi BaKyYMHbIX KOHTeHepOB

B.1 PeareHTbl M 060pyaoBaHne

B.1.1 Boga, B cootBeTcTBMM C ISO 3696, Temnepartypon 20 °C—25 °C.

B.1.2 BiopeTka BMecTUMoCTbIo 50 MmN, rpagyvpoBaHHasi Ha genenusi no 0,1 mn (TouHocTb 4o + 0,1 mn), ¢ HakoHeu-
HUKOM BHUW3Y UNK cOOKY.

B.1.3 Ywucras Tpybka n3 CMNMKOHOBOWM Pe3nHbl (KOpOoTKas).

B.1.4 Wrnbl gnsi B3sSTUA KPOBU B COOTBETCTBMY C PEKOMEHOAUNAMUN USFOTOBUTENS KOHTEHEepa.

B.1.5 [depxatenb B COOTBETCTBMU C PEKOMEHAAUMAMMN U3FOTOBUTENA KOHTENHEpa.

B.2 NcneitaHna Ha BTArMBaembIn (3acacbiBaeMbin) 06bem

B.2.1 YcnoBuAa ncnbitaHnn

B.2.1.1 WcnbiTaHns gomkHbl NPOBOAUTLCH Npy aTMmocgepHoM aaeneHunn 101 kla u Temnepartype oKpyaioLwen
cpeabl 20 °C; npy NpoBeAeHNN UCTbITaHUIA B APYIMX YCNOBUSIX AOMKHb! GbITh BHECEHbI MOMNPaBKU.

B.2.1.2 NcnbiTaHmam gomkHbl NogBepraTtbCsl HEUCNONb30OBABLIMECS KOHTEMHEPSI.

B.2.2 Mpoueaypa ncnbiTaHnA

B.2.2.1 CobpaTb usgenve, ecriv oHO NocTaenseTcs B HecobpaHHOM BUAe, BCTABUTL UITY B AepXaTenb B COOTBE-
TCTBUM C MHCTPYKLUSIMW U3FOTOBWTENS KOHTEHEpa.

B.2.2.2 HanonHuuTe 61opeTKy BOAOW, OTKPbITE KpaH B1opeTKM 1 MyCTUTb BOAY Yepes 3aXnUM ANsi HANONHEHUS CUNNKO-
HOBOW pe3uHoBoW TPyOku; BIopeTKy OCTaBUTb NMYCTOW.

B.2.2.3 BeecTu BHeLLH00 UMy KOMMNMEKCa «Mrna ans B3sTUsA KpoBW/ gepxxaTenb Urnbl» Yepes CTeHKY CUNTMKOHOBOW
TPYOKM 40 TexX nop, Noka urna BOMAET B NPOCBET TPYOKM.

B.2.2.4 CoegvHuTb KOHTEWMHEP C KOMMNIIEKCOM «urna/aepxarenby B COOTBETCTBUN C MHCTPYKLUUAMU U3roTOBUTENA
KOHTEMHepa.

B.2.2.5 HanonHATb KOHTEWHEep B TeHeHne, NO KpanHen Mepe, 0AHOW MUHYThI UIU TaK, KK YKA3aHO M3roTOBUTENEM.

B.2.2.6 BbIpOBHSATE MEHUCK N OTCHMTATL BTAHYTHIN O6BEM XNMAKOCTU C TOUHOCTBIO A0 + 0,1 MN MO BLICOTE MEHNCKA B
GlopeTke.

B.2.3 Kputepnun ncnoitauma

KoHTenHep MOXeT NPoNTM UCNbITaHUS, eCnNn 06 beM BTAHYTON BOALI COCTABMT HOMUHANbLHYI0 BMeCTUMOCTb + 10 %.

B.3 UcnbiTaHnA Ha MMHUMaNbHOE cBOGOAHOE NPOCTPAHCTBO

B.3.1 Ycnosua ncnbitauma

B.3.1.1 WUcnbitaHns aomkHbl NpoBoauTbesl Npy atmocdepHom gasnennn 101 kMa n Temnepatype OKpyXalowen
cpepb 20 °C; npy NpoBeAEHUN UCNBITAaHWUIA B APYIUX YCNOBUAX AOIMKHbI 6bITb BHECEHBI NONPABKM.

B.3.1.2 UcnbiTaHnsam gonxHbl NOABEPraTbCs HEMCNONb3OBABLINECH KOHTENHEPDI.

B.3.2 Npoueaypa ncnbiTanna

B.3.2.1 OTaenutb CMNNKOHOBY!IO TPYBKY OT BbINYCKHOIO KpaHa 61opeTky NpU 3aKpbITOM KpaHe U HanonHUTb B1opeTky
BOAOW, ecnn Heobxoanmo.

B.3.2.2 MNomectntb OTKPLITYIO NPOGMPKY NOA BLIMYCKHOW KpaH GlopeTKky.

B.3.2.3 Hanueatb BOAy A0 Tex nop, NoKa ypoBeHb BOAbLI AOCTUIHET ropsbiwka Npobupku.

B.3.2.4 OtmetnTb 06BEM BBINYWEHHON BOABI C TOYHOCTLIO A0 + 0,1 mn.

OnpegennTb MUHUManbHoe cBO60AHOE NPOCTPAHCTBO NYTEM BblMUTAHMA O6bema BTSHYTON BOALI NPU UCMLITAHUN
Ha BTAHYTbIN 06bem (cm. B.2) n3 obwero o6bema Bogbl, BuiNyWeHHON 13 GlopeTku.

B.3.3 Kputepuu ncnbitanun

KoHTelHep cunTaloT BbiAEP>KaBWNM UCTIBITAHWSA, €CNK, NPY AONYLLEHWK, 4TO cBOBOAHOE NPOCTPaAHCTBO, AOCTYNHOE
ANsi CMELLIMBAHUA COASPKNMOro KOHTEMHEpPA, OrPaHNYEeHO HUXKHEN NOBEPXHOCTbLIO NMPOGKM U MEHUCKOM XUAKOCTU, Takoe
NPOCTPAHCTBO OKaXeTCA He MeHblue, Yem 0603HaqeHo B Tabnuue 1 Ans KOHTeMHEPOB UCTILITYEMOro TUMna.

Mpumeyanune—Mpobkn pasnuualotes No hopme n, B 0OCOBEHHOCTU, UX CTOPOHA, KOTOpasi CONPUKacaeTcs ¢
KPOBbIO, MOXET BbICTYNaTb U3 ropnbilwKa npobupku, pasgenaTbCs UK UMeTb BbIPaXKeHHbIW BOrHYTbIA MW BbINYKMbIA NPO-
dunb. 3T 0co6eHHOCTN POPMBI MOTYT CKa3bIBaTbCH HA AOCTYNHOM CBOBOHOM NPOCTPaHCTBE, YTO JOIIKHO YUUTLIBATLCS
npv MHTEpNpeTaunmn pe3ynbTaToB UcnbiTaHust. [Npu Heob6xoaMMoCTH, BNUsiHWE reoMeTpum Npobkn moxeT 6biTh onpeaene-
HO M3MepeHUeEM, Hanpumep, ANWHbI 3aKynopuBalowen Yactn NPo6ku nnu n3bbIToUHOro o6bema n3-3a BOrHyTon hopmel
npoGkun.
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MpunoxeHne C
(obsazaTenbHOe)

UcnbiTaHMA KOHTeAHepa Ha NpoTeKaHue

C.1 PeareHTbl

C.1.1 PacTtBop, NMPUroTOBMEHHbIW MNyTEM pacTBOpeHust 2,5 r nioopecuenHa HaTpus [ypaHwH, HOMep Mo
CAS 518-47-8]2) B 100 mn pacTeopa xrnopuctoro Hatpusi 0,15 monb/n [NaCl; Homep CAS 7647-14-5], copepxauero 60 r/n
aekcrpana 70 [Homep CAS 9004-54-0], nnu akBMBaneHTHbIN.

C.1.2 [dewnonunsnpoBaHHas Boaa, He obnagatouas dnioopecueHumen npy HabnwaeHun B yrnbTpagmonetoBom cBe-
Te (C.2.2) B 3aTeMHeHHOI KOMHaTe HabrnogaTeneM, o6razjaowmmM HOPMarbHbIM UITM CKOPPEKTUPOBAHHBIM [10 HOpMarb-
HOro 3peHuem 6e3 cneumarnbHbIX TPUGOPOB.

C.2 O6opynosanve

C.2.1 PesepByap (ans peareHTta dnoopecLenH HaTpusl), COe AUHEHHbIN C NIIACTUKOBOW TPYOKOMN 10CTAaTOYHON AMNK-
Hbl (1 M). [pun ncnbITaHUM BakyyMHOTO KOHTeNHepa Tpybka gonxkHa bbITb coeguHeHa ¢ UImon ANs B3siTWs1 KPOBU, KaK PEKO-
MeHJoBaHO wu3roToBuTenem. [pyu ucnbiTaHMM OpYrMx KOHTEWHEpOB Tpybka AorpkHa ObiTb coeuHeHa C MOIibiM
HAKOHEYHUKOM M3 XXEeCTKOro Mmatepuana, KOTOpbIf 3aKaHYMBAEeTCsl KOHUUYECKUM CY>KEHUEM, CKpernneHHbIM ¢ 6 % nioepos-
CKVMM HAKOHEYHUKOM, COOTBeTCTBYoWMM ISO 594-1.

C.2.2 VCTOYHMK ANMHHOBOIHOBOIO yNbTPaduoneToBoro ceeTa.

C.2.3 CmecuTtenb ponnepHoro Tuna unu gpyrom CMecuTerb, PEKOMEHA0BAHHbIN U3rOTOBUTENEM KOHTEMHepa.

C.2.4 TaeuHbint knioy (Npu HeobBxoanMOCTH).

C.3 lMpouenypsbl nCNbITaHMN ANA HEBAKYYMHbIX KOHTEMHEPOB

C.3.1 Hanonnutb pesepByap peareHTom (C.1.1).

C.3.2 BbiHyTb Npo6Ky 13 NPOGUPKU M HANONHUTL €€ A0 HOMUHANbLHOW BMECTUMOCTHM U3 pe3epByapa, He JornycKast
3arpsisHEHUsT HAPYXHOWN NOBEPXHOCTU U kpasn Npobupku peareHToM. BctaButb NpobKy, kak ykazaHo narotoutenem. 3ars-
HYTb 3aKPY4VBaLOLLYIOCH KPbILLKY C YCUNUEM, YKa3aHHbIM U3roToBuTenem. BcraBnsiemyio KpbILLKY NNOTHO BCTaBUTL HA MeC-
TO B rOpnbILLKO Npobupku. HakpbiBaoLyio KpbIWKY BCTABUTL HA MECTO NOBEPX KpaeB Npobupku.

C.3.3 C HopmanbHbLIM UK CKOPPEKTUPOBaHHBLIM A0 HOPMarbHOro 3peHnem 6e3 ysenuuntensHblX NpubopoB uccne-
JoBaTb KOHTEMHEp B 3aTEMHEHHOW KOMHaTe, UTo6bl yoeauTbes, YTO ero NOBEPXHOCTb He 3arps3HeHa peareHTom. MNpu
HeoBX0AMMOCTHU CMbITh 3arpsi3HEHUS1 BOAOW M UCCrefoBaTth B yribTpadMoneToBOM CBeTe, KakK YKa3aHo Bbile.,

C.3.4 TMpokpyTUTL KOHTENHEP HA CMecUTENE POSIIIEPHOIO TUNA B TEYEHUE 2 MUH UM CMELLATL €ro COAEPKNMOE, Kak
YKa3aHO M3roToBMTENEM KoHTelHepa. [MonHoCTbIo NOrpy3anTs KOHTEWHEP B cocya, coaepxawmn He 6onee yem 100 mn
BOAbI, YTOOLI BOAA NOMHOCTBIO NOKpLINa Npobky. OcTaBUTL KOHTENHEP B BoAe Npy Temnepatype o1 15 °C ao 20 °C B Teve-
Hue 60 MVH. BbiHYTb KOHTEHEP U3 BOAbLI U UCCMNeAoBaTb BoAy Noj ynbTpadpnoneToesiM CBETOM, kak onucaHo B C.3.3.

C.4 Mpoueaypa ncnbiTaHnsA ANA BaKyyMHbIX KOHTe/HepoB

C.4.1 Hanonuutb pe3epByap peareHtom (C.1.1).

C.4.2 HanonHuTb KOHTENHEP [0 €r0 HOMUHANBHOW BMECTUMOCTU U3 pe3epByapa, COeAUHEHHOrO C UrMow ANs B3s-
TnA KpoBK, nzberas sarpsis3HeHUsi HAPY>KHOW MOBEPXHOCTU KOHTEWHEpPa peareHToMm. lNocne HanoNnHeHnsA KOHTeNHepa oTae-
NUTBL €ro OT UMbl U, OTMbIB HAPYXXHYIO YacTb NPOBUPKU U NPOGKM OT BO3MOXHOIO 3arpsi3HEHNA peareHToMm, uccneaoBaTth B
ynbTpadmoneToBoM cBeTe, kak onucaHo B C.3.3.

C.4.3 BbinonHutb npoueaypsl, onmcaHHoie B C.3.4.

C.5 Mpouenypa ansA KoOHTeHepoOB, NpeAHa3HA4YeHHbIX AJIA 3anoNHeHNa unu nytem nepdopaunm npodkn
Wnu nocne yaaneHvs npooku

C.5.1 Hanonuutb pe3epByap peareHtom (C.1.1).

C.5.2 HanonHuTtb, Kak yKkasaHo HUXe.

a) HanonHeHwe nytem nepdopaumm npobku

OCTOPOXHO BCTABUTL PUTMAHbIV HAKOHEYHUK TPYBKM uepes Ty yacTb Npobku, KoTopas npeagHasHaqveHa ans nepdo-
paumMn 1 HaNOIMHUTL KOHTEMHEP 10 €r0 HOMUHANBHOW BMECTMMOCTU U3 pesepByapa, n3berasa 3arpasHeHus peareHTom
HapY>XHOW YacTu KoHTenHepa. [ocne HanonHeHNs1 KOHTeNHepa OTCOeAUHUTL €r0 OT XKECTKOrO HAKOHEYHUKA W, OTMbIB NPO-
6MPKy M NPO6Ky OT BO3MOXXHOI0 3arpsi3HEHUS] peareHToM, UCcrneloBaTb KOHTEWHEP B yNbTpadnoneToBOM CBETE, KaK yKa3a-
Ho B C.3.3.

b) HanonHeHuwe nocne yganexusi npobku.

Wcnonb3oBaTh MeToa, onucanHbii B C.3.2 n C.3.3.

C.5.3 CnepoBaTb npouegypam, onucaHHbim B C.3.4.

C.6 Kputepum ncnbitaHmna
KoHTelHep cunTaloT BbiAepXXaBLUMM UCNbiTaHWe, ecrny He ByaeT obHapyxeHo hnopecLeHLn B BOAE.

a) Homep no CAS osnauyaeT Homep no Chemical Abstracts Service Registry.
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MpunoxeHne D
(obsaszaTenbHoe)

UcnbiTaHua KOHTeﬁHepa Ha NPO4YHOCTbL

D.1 PeareHTbl 1 060pyaoBaHue

D.1.1 TecToBas XnakocTb, 0bNagaoLLas TOl e OTHOCUTENbHOW NIOTHOCTLIC, YTO M HOPMAarbHas YernoBeYveckas
KPOBb.

D.1.2 KoHTenHep ¢ npoGon KpoBw.

D.1.3 UeHTtpudyra, cnocobHas nogBeprHyTb OCHOBY KOHTENHepa LeHTpobexHomy yckopenuto go 3000g B Teve-
Hve 10 MUH.

D.2 Mpoueaypa ncnbiTaHua

D.2.1 HanonHnTb KOHTEMHEP TECTOBOW XWAKOCTbIO, UCMOMNb3ysl METOA, YKa3aHHbIN U3rOTOBUTENEM, BbIHUMASA
npo6Ky 1 BO3BpaLlasi ee Ha MecTo, ecnun Heobxoaumo.

D.2.2 HyxHo y6eauTbCs, YTO KOHTENHEP NPaBUITbHO NOMELLEH U cOanaHcMpoBaH B LeHTpudyre.

D.2.3 LeHTpucyrnpoBatb HAaNONHEHHbIV KOHTEMHED, NOABEPras ero 0OCHOBY LieHTpoGexxHoMy yckopeHuio 3000g B
TeyeHne 10 MWH, 3aTEM OCTOPOXHO NOMECTUTb €ro B CTOWKY M OCMOTPETh.

D.3 Kputepwum ncnbitanms

KoHTelHep cunTaeTca NpoLweawmnm UCNbITaHne, eCrin KOHTEMHEP He pa3obbeTcs, He NPOTEYeT UMKU He TPECHET.
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MpunoxeHne E
(obsazaTenbHoOe)

KoHueHTpauuu no6aBok M 06beM Xuakon ao6aBKkn

E.1 Conw aTuneHoMamMnHTETPayKCYCHON KNCNOTbI

[(SOTA) {(CH2ZN(CH,COOH,),],; Homep CAS 60-00-4}]

KoHueHTpauun agBykanuesow conu [Homep CAS 25102-12-9], Tpexkanvesoi conv [Homep CAS 17572-97-3] n aBy-
HaTpueBoi conu [Homep CAS 6381-92-6] gormkHbl 6bITe B Npegenax o7 1,2 go 2 mr 6essogHon IOTA Ha 1 mMn Kposwu
[BOTA paccuutaHa kak 6e3BogHasn conb usonupoBaHHow kmcnotel (0,004 11 mone/n go 0,006 843 mone/n)]. QomnxHo
6bITb CAENaHo COOTBETCTBYIOWEE AOMNyLEHUe, YTOObI KOMNEHCMPOBATL A1 AeNCTBUTENBHO MCMONb30BaHHOW COMNu ee
KpUCTannu3auuoHHyo Boay.

E.2 Tpunatpui untpat [Na,CgH;0,2H,0; Homep CAS 6132-04-34]

E.2.1 KoHueHTpauuu TpuHaTpuiuuTpaTa goSkHbl ObiTh B Npegenax ot 0,1 go 0,136 monb/n pacteopa. Pa3spe-
LWEHHbIN JoNycK K cneuududeckomy obbemy gobaskm gomkeH 6biTb + 10 %.

E.2.2 OnsawvccnegoBaHuii cBepThIBaHWS KPOBU: 9 06bEMOB KPOBU JOMKHbI ObITb Ao6aBneHbl k 1 06beMy pacTBopa
TpuHaTpum untpaTta [1].

E.2.3 CkopocTb ocegaHust 3puTpoumToB No metody Becteprpena: 4 o6vema kpoBu gomkHbl 6b1Tb Jo6aBnNeHsbl K
1 o6bemy pacTBopa TpuHaTpui uuTpaTa [2].

E.3 ®dTopua/okcanar

KoHueHTpauun gomkHbl ObiTe B Mpegenax oT 1 4o 3 mr okcanarta kanus moHormgpata [Homep CAS 6487-48-5]
(ot 0,0039334 monb/n go 0,001 1 mone/n) n ot 2 Ao 4 mr bTopuaa HaTpus [Homep CAS 7681-49-4] (o1 0,0476 monwb/n
Jo 0,0952 monb/n) Ha MI KPOBMW.

E.4 ®Topna/30TA
KoHueHTpauum gomxkHel 6biTb B Npegenax ot 1,2 ao 2 mr 3ATA n o1 2 o 4 Mr bTopuaa Ha Mn KPOBW.

E.5 ®Topuna/renapuH

KoHueHTpauun gonmkHel ObiTk B Npeaenax ot 12 go 30 mexayHapoaHbIX eavHUL renapuHa v ot 2 go 4 mr ptopuaa
Ha MI1 KPOBM.

E.6 Hatpwui/renapwun [Homep CAS 9041-08-1] nutnin/renapun [Homep CAS 9045-22-1]
KoHueHTpauun gomkHel 6b1Tk B Npegenax oT 12 go 30 mexayHapoaHbIX eauHUL, Ha MIT KPOBM.
E.7 UwnTtpat chocdhat nekctposa anenuH (CPDA)

E.7.1 ®opmyna gomxkHa 6b1Tb cnegytowen [3]:

JInmonHas kucnota (besBogHas) [Homep CAS 77-92-9]. . . . . . . . ... ... ... 2991
TpwHatpui uutpar (aurmgpart) [Homep CAS 77-92-9]. . . . . . . . . . . .. ... ... .. 26,3r
OpHoocHoBHOI docdat Hatpus [NaH,PO,H,0;

Homep CAS 10049-21-5]. . . . . . . . . o e e e 2,22r
HekcTtposa (moHornapar) [Homep CAS 5996-10-1] . . . . . . . . . .. .. ... .. .... 31,9r
AfdeHuH [CoHgNg HoMep CAS 73-24-5] . . . . . . . . . .. L 0,275r1
Boga ansa MHBbEKUUN, AOCTATOUHOE KOMMUYECTBO 40 .« .« .« &+ v v v v v e e e e e e e e e . 1000 mn.

E.7.2 WecTb 06beMOB KpOBK AOIXHEI ObITE A06aBNEHbI K ogHOMY 06beMy pacTBopa CPDA.
E.7.3 PaspelleHHbI 4OMYCK K yKa3aHHOMY 06beMy Ao6aBku gomkeH 6biTh B npeaenax + 10 %.

MpunwmeyaHue—[obaskn moryT 6biTb NpeACTaBMNEHbI B PA3NUUHbIX hranyecknx popmax, Harnpumep, B Buae
pacTBopa, Cyxoro octaTka u3 pactBopa, BbiNapeHHOro HarpesaHmem, nuodunmanpoeaHsl unu B opme nopouka. MNpe-
Aenbl KOHUEHTPaLWA A0NYCKaloTCs ANst PasnNUYHbIX CKOPOCTel pacTBOPUMOCTM M anddyanmn 3TMX pasHbix hopm, 0co-
6eHHo ans SATA.
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[1 Recommended methodology for using Interational Reference Preparations for Thromboplastin, 1983, World Health
Organization, Geneva, Switzerland (PekomengoBaHHas meTogonoms Ans npumeHeHnst MexxgyHapoaHbIxX pedepeHT-
HbIX NpenapaTtoB TpoMm6onnactuHa. 1983, BcemupHan opraHusaumsi 3apaBooxpaHenusi, XXeHesa, Llseiuapusi)

[2] International Committee for Standardization in Haematology, 1977, Recommendation for measurement of erythrocyte
sedimentation rate of humanblood), American Journal of Clinical Pathology, 68[4], 1977, pp. 505—507 (MexayHapoa-
HbIM KOMWUTET NO CTaHg4apTM3aumn B remaTonorun. 1977, PekomeHaauum no namepeHunio CKopocTu oceJaHnsi 3pUTpo-
LUMTOB B 4YENOBEYECKOW KPOBU)

[3] (AnTukoarynauTt uutpaT cdocdart gekcTpo3a ageHuH B pacteope. Papmakones CoegnHeHHbix LLtatoB AMepuku.
HaunonanbHbie dopmynspel. 1990, ctp. 101—102) Anticoagulant Citrate Phosphate Dextrose Adenine Solution,
pp. 101—102, The United States Pharmacopoeia, The National Formulary, USP XXII, NF XVII, 1990, United States
Pharmacopoeial Convention, Inc., Rockville, MD, USA

Mpunoxexnne OA
(cnpaBouHoe)

CBefeHUs1 0 COOTBETCTBUM MeXrocyaapcrBeHHbIX CTaHAAPTOB
CCbINTOYHBIM MeXAYHapOoOAHbIM CTaHOAapTamMm

Ta6nwuua OJA.1

CreneHb 0O603HavYeHne n HaMMeHoBaHue

OB603HaveHe ¥ HAMMEHOBaHWE CCbINOMHOTO MeXyHApPOAHOro cTaHaapTa
COOTBETCTBUS | MEXIoCyQapCTBEHHOrO cTaHaapra

ISO 594-1:1986 KoHundeckne npucnocobnenus ¢ 6 % (Luer) cyxxenu- — *
€M IS WNpULEB, UFMN 1 HEKOTOPOro apyroro o6opyaoBaHus. Yacte 1.
O6wume TpeboBaHus

ISO 3696:1987 Boga ansa nabopatopHoro aHanusa. TexHudeckue — *
TpeGoBaHUA 1 MeTOAblI CNbITAHUN

ISO 7000:1989 [lpachmnyeckne CUMMBONbI Ansi HAHECEHUS Ha 06opy- — *
JoBaHue. Ykasatenb U KpaTkoe U3noxeHue

* COOTBETCTBYIOLNIT MEXIOCYAapCTBEHHLIN CTaHAAPT OTCYTCTBYET. [lo ero yTBepxaeHusi pekoMeHayeTca uc-
Nnonb30BaTh NEPEBOM HA PYCCKMIA A3bIK JAaHHOTO MEXAYHAPOAHOro CTaHaapTa
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