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MpeancnoBue

Llenn, oCHOBHble NPUHUMMbLI Y NOPSAAOK NpoBefeHns paboT No MexrocygapCcTBeHHON cTaHaapTu3auum
ycTaHoBneHbl TOCT 1.0—92 «MexrocygapCcTBeHHas cuctema ctaHgaptnsaunn. OCHOBHbIE MOJTIOXEHUA» U
FOCT 1.2—2009 «MexrocygapcTBeHHasa cuctema ctaHgaptmsaunun. CtaHgapTbl MeXrocynapcTBeHHble, npa-
BW/IAa U pekoMeHZaumnm no MeXrocyapcTBeHHON cTaHgapTmM3auun. MNMpasuna pa3paboTku, NPUHATUA, NpUMe-
HeHWsl, OBHOBNEHNSA N OTMEHbI»

CeefieHns O cTaHaapTe

1 NMOATOTOB/IEH ®epepanbHbiM FOCYAapPCTBEHHLIM YHUTAPHbIM NpeanpuaTnemM «Bcepoccuiickuii
Hay4HO-UccnefoBaTeNnbCknii  MHCTUTYT  CcTaHgapTu3auum 1 cepTudmkauum B MalIMHOCTPOEHUMN»
(BHNWHMALL)

2 BHECEH ®epepasibHbIM areHTCTBOM M0 TEXHMYECKOMY perysimpoBaHuto U metposnorun (FfoccraH-
AapT)

3 MPUHAT MexrocyfapCTBEHHbIM COBETOM MO CTaHAapTu3auum, MeTponorum n ceptudumkauum (npo-
TOKON OT 29 HoA6psA 2011 r. Ne 40)

3a npuHATME cTaHgapTa NPorosiocoBasu:

KpaTkoe HavmeHoBaHWe CTpaHbl Kog ctpaHbl o CokpalleHHoe HaMMeHOBaH1e HaLyIOHaUTbHOro opraHa
no MK (UCO 3166) 004—97 MK (MCO 3166) 004—97 Mo CTaHgapTU3aumn
Benapycb BY locctanpapT Pecnybnukn Benapycb
Ka3axcTtaH Kz FocctaHpapT Pecnybnukn KasaxctaH
Kbiprei3ctaH KG KbipreisctaHgapt
Poccuiickas depepauus RU Poccranpgapt
Y36ekuctaH uz Y3ctaHgapT
TamXukucTaH T TamxukctaHgapt

4 Tlpukasom PenepanbHOroO areHTCTBa No TEXHMYECKOMY peryimpoBaHuio 1 Metposiorum ot 13 gekabps
2011 r. Ne 1379-cT mexrocygapcTtBeHHblit ctaHaapT FOCT I1SO 6710—2011 BBeAeH B AeNCTBME B KayecTBe
HauuoHanbHOro ctaHgapta Poccuiickoli degepauun ¢ 1 sHBaps 2013 T.

5 HacTtoawwmii cTaHgapT MAEHTUYEH MexXAyHapoaHoMy cTaHgapTy ISO 6710:1995 Single-use containers
for venous blood specimen collection (KoHTeiiHepbl ogHopa3oBblie Ans c6opa 06pasL,0B BEHO3HOW KPOBW).

CTeneHb COOTBETCTBUA — uaeHTuuHas (KOT).

CraHpapT nogrotossieH Ha ocHose npumeHeHusa FOCT P NCO 6710—2009

CBefleHVsi 0 COOTBETCTBUN MEXIOCYAapCTBEHHbIX CTaHAAPTOB CCbISIOYHbIM MeXAyHapoaHbIM cTaHaap-
TaM npuBefeHbl B AOMOMHUTENIbHOM NpunoxeHun OA

6 BBEJEH BIIEPBbIE

NHpopmauus 06 M3MEHEHUAX K HAcTOosIWEeMy cTaHgapTy nyGankKyeTCcs B eXerogHo 1M3gaBaeMom
MHpOPMaLMOHHOM YKasaTene «HaunoHanbHble cTaHAapThi», @ TEKCT U3MEHEHWUA M NONpaBoK — B eXeme-
CAYHO U3aBaeMoM MH(POPMALMOHHOM yKasaTesne «HalunoHanbHble cTaHgapThi». B cnydae nepecmoTpa
(3aMeHbl) UM 0 TMeHbl HaCTOoALLEro CTaHaapTa cooTBe TCTBYIOLLEee YyBegoM/eHne 6yaeT ony6/MKoBaHO
B €XXEMECSUYHO 13AaBaeMOM UH(OPMAaLIVOHHOM yKasaTe e «HaunoHanbHbie cTaHfapThi». COOTBETCTBY-
towasi MHhopMaumsi, yBeJOM/IEHWE U TEKCTbI pasMellanTCs Takke B MHpopMaLMOHHOW cucTeme 06LLero
No/b30BaHNA — Ha ohuLMansHoM caiiTe degepasbHOro areHTCTBa N0 TEeXHUYECKOMY PEryIMPOBaHNIO 1
MeTposorum B ceTu NHTepHeT

© CraHpgapTuHdopm, 2013

B Poccuiickoii ®egepaunm HacTOSILMIA CTaHAAPT HE MOXET 6bITb MOMHOCTLIO UM YacTUUYHO BOCMPOM3-
BefleH, TUPAXMPOBAH 1 pacnpocTpaHeH B kauecTBe oguumanbHoro ngaHus 6e3 paspelueHust degepasnbHOro
areHTCTBa N0 TEXHUYECKOMY PEerysimpoBaHuilo 1 MeTponorum
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MonpaBka k FTOCT I1SO 6710—2011* KoHTelHepbl gnsa c6opa 06pa3LoB BEHO3HOW KPOBM O4HOPA30BbIE.
TexHunyeckne TpeboBaHUA N MeTOAbl UCMbITaHW

B kakom mecte HanevaraHo JomkHo 6bITb
Mpeaucnosue. Tabmmua ApmeHus AM 3A0 «HaupoHasbHbIl opraH
cornacosaHus no CcTaH4apTM3aLum U METPOSIOTAN

Pecny6nvkmn ApmeHus

(MYC Ne 3 2024 1)

* [NpekpaLleHo NpUMEHeHMe Ha Tepputopun Poccwiickoli deaepaumn.






MOCT I1SO 6710—2011

M E X T OGCVY 4 APCTUBEHHUB 1 CTAHOLAPT

KOHTEWHEPBI AN1A CEOPA OBPA3L0OB BEHO3HOW KPOBW O4HOPA3OBbIE
TexHun4yeckne TpeboBaHUA U MeTOAbl UCMbITAHU

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

Jata BBegeHusa — 2013—01—01

1 O6nactb NpUMeHeHus

HacTosiwmii cTaHgapT ycTaHaBNMBaeT TPeGOoBaHUs Y METO/bl UCMbITAHWA BaKyyMHbIX U HEBAKYYMHbIX
0/IHOPA30BbLIX KOHTEliHepoB ANnA c6opa 06pasLoB BEHO3HOW KpoBu. OH He ycTaHaBnuBaeT TpebGoBaHuii K
urnam Ans B3SiTUSL KPOBU W K AepXKaTtesniaM Wi,

MpumMmeyaHne — HacToawmii ctaHaapT 3aMeHseT TpeboBaHUA K HEBaKyyMHbIM KOHTeliHepam, paHee yCTaHOB-
neHHble 1SO 4822 «OpgHopa3oBbie KOHTENHepbl 48 c6opa 06pasLoB KPOBM EMKOCTbH A0 25 M/1», KOTOPbIA OTMEHEH.

2 HopmaTtvBHble CCbI/IKN

B HacTosileM cTaHfapTe UCMNOJb30BaHbl CCbIIKM Ha criefyolme MexayHapoaHble cTaHfapThl:

ISO 594-1:1986 Conical fittings with a 6 % (Liter) taper for syringes, needles and certain other medical
equipment — Part 1: General requirements (KoHnyeckne npucnoco6neHus ¢ 6 % (Luer) cyxeHmem ans wnpu-
LeB, U1 N HEKOTOPOro Apyroro o6opyposaHus. Yacte 1. O6wme TpeboBaHnA)

ISO 3696:1987 Water for analytical laboratory use — Specification and test methods (Boga gna na6opa-
TOPHOTrO aHanusa. TexHuyeckne TpeboBaHUA U METOAbl UCMbITaHNIA)

ISO 7000:1989* Graphical symbols for use on equipment — Index and synopsis (paduyeckne cnmBo-
Nbl ANS HaHeceHMs Ha obopyAoBaHWe. YKa3aTe b U KpaTKoe U3SI0XeHne)

3 TepMuHbI 1 onpeaesieHns

B HacTosileM cTaHAapTe NPUMMEHEHbI CreAyoLle TEPMUHbI C COOTBETCTBYHOLLMMMK ONpeaeneH s Mu:

3.1 koHTelHep (container): Cocya Ans obpasua KpoBW, 3aKyNmOpPeHHbIi MPOGKOA.

3.2 BaKyyMHbIi KOHTelHep (evacuated container): KoHTeliHep, NnpeAHa3HaYeHHbI 418 B3STUSA KPOBU
C NOMOLLbI0 Bakyyma, CO3[4aHHOro M3rotoButenem (To ecTb NpeBaKyyMHbI KOHTEHep) Wnn nosb3oBaTenem
nepep B3ATMEM KpPOBMW.

3.3 npobupka (tube): Yactb koHTeHepa 6e3 nNpobku, kKoTopasi CoAepXUT obpasel,.

3.4 npoo6ka (closure): YacTb, C NOMOLLbIO KOTOPOI 3aKynopuBaeTcs KOHTEWHep.

3.5 nepBu4yHasa ynakoBka (primary pack): HenocpegcTtBeHHas ynakoBka KOHTENHEpPOB.

3.6 BHYTPEHHOCTb KOHTeliHepa (container interior): BHYTpeHHSi NOBEPXHOCTb KOHTEliHepa.

3.7 pobaBka (additive): Jlto6oe Bel,ecTBO (He CBSA3aHHOE C BHYTPEHHE! NOBEPXHOCTbI0 KOHTElHepa),
NOMeLLEHHOe B KOHTEHep ANsl o6ecneyvyeHuss BbINOSIHEHUS NpeAnosiaraeMoro aHaausa.

3.8 HOMMHanbHasa BMecTUMOCTb (nominal capacity): O6beM LenbHOI KpoBU, KOTOPLIM Npeanonara-
€TCA Hano/IHUTb KOHTEelHep.

3.9 cBobogHoe npocTpaHcTBO (free space): M36bITouHass BMECTMMOCTb WU TOSIOBHOE NPOCTpPaH-
CTBO, KOTOpOE co3faeTcs A8 obecnevyeHUs afeKkBaTHOro NepemMeLlnBaHnsa COAEpPXMMOro KOHTelHepa, kak aTo
onpeAeneHo UCnbITaHNAMU MUHUMasIbHOrO CBOGOAHOIO NPOCTPAaHCTBA, MPUBEAEHHBIMY B NPUIOXKEHUAX A 1 B.

* C 19 ceBpana 2004 r. geiicteyeT ISO 7000:2004.

N3pgaHne odmumnanbHoe
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3.10 nunHuma HanonHenus (fill line): NnHna, oTMeveHHasa Ha Npobupke 1 Ha ee aTUKETKe, ANa 0603Have-
HWS HOMWHAaNbHO BMECTUMOCTMN KOHTelHepa.

3.11 ob6bem 3acacbiBaHuA (draw volume): HomMuHanbHas BMECTUMOCTb BaKyyMHOrO KOHTeiHepa.

3.12 cpokrogHocTu (expire date): [arta, nocsie KOTOPOWN N3roTOBUTE b HE MOXET rapaHTMpoBaTb COOT-
BETCTBME KOHTeliHepa TpeboBaHUSAM HaCTOSILLEero ctaHgapTa.

3.13 3akynopuBaHue 3akpyuumBaHuem (closing torque): KpyTsiwee ycunue, ykasbiBaemoe U3roToBu-
TesieM, KOTopoe TpebyeTcs, YTobbl NJIOTHO 3aKPbITb MPOGKY C MOMOLLbI FAeYHOro KK4a 47151 repMeTUYHOro
3aKynopuBaHusa KOHTelHepa.

3.14 Bu3yanbHbIN ocMoTp (visual inspection): OcmoTp HabnwgaTenneM ¢ HoOpMasibHbIM UM CKOPPEK-
TMPOBAHHbIM [0 HOPMasIbHOrO YPOBHSA 3pEHUEM MpPU paBHOMEPHOM ocBelleHumn oT 300 Ao 750 ntokc.

4 Matepuasbl

4.1 TMMpobupka Ao/mKHa 6biTb M3rOTOBMIEHA M3 MaTepuasna, KOTOpbli MO3BOMSET ACHO pPaccMOTpeTb
COoflepXXMMOe KOHTellHepa npu BU3yaslbHOM OCMOTpE.

PekomeHayeTcsl, YTOObl BHYTPEHHAA MOBEPXHOCTb CTEK/ISIHHbIX MPOOGWUPOK, NpeAHasHayYeHHbIX A1A
06pasuoB, nognexalnx nccrefoBaHNsM CBEPTbIBAHUS KPOBU, He Bbi3biBasia KOHTAKTHOM akTueaumu (cMm. [1]).

4.2 Ecnw KoHTeliHep cneumanbHO npefHasHayeH 45 nccnefoBaHusl onpefesieHHoro BelecTsa, Mak-
CMMasbHbI YPOBEHb 3arpsi3HEHUST BHYTPEHHOCTW KOHTEWHepa 3TUM BELLECTBOM W UCMOJIb3YEMbIA aHamMTu-
4yeckuin MeTo A0/HKHbI OblTb 0603HAUYEHbl 3rOTOBMUTENIEM B NpunaraeMoi nHopmauum, Ha aTUKeTKe UNN Ha
ynakoBke (cm. Takxe 10.4).

B cnyuae ncnonb3oBaHus o6pasua Ana nccaefoBaHus onpefesieHHbiX MeTaslIoB 1 ApYrMx TOYHO ycTa-
HOB/IEHHbIX BelecTB hopMyna coctaBa maTepuasna Nnpobku fomKHa 6bITb TAKOW, YTOObLI HE BO3HUKAIO UHTEpP-
dhepeHuun, Bavsiowel Ha pe3ynbTaTbl.

M pnmMmeyaHne — ﬂ,l‘lﬂ BbICOKOYYBCTBUTE/IbHbIX METOA0B (Hanpmmep, C NpUMeHeHnem Cb]'l}OOpOMeTpI/IVI) nnn

[ONA pefKo MCnosib3yeMbiX TECTOB MOXET OTCYTCTBOBATb COr/lacOBaHHbIV npegen uHTepdepeHumun. B Takux cnyyasx no-
TpebuTenio peKoMeHAYeTCS KOHCY/IbTUPOBATLCA C M3rOTOBUTESIEM.

4.3 KoHTeiiHepbl ¢ fo6aBKaMu, COXPaHSIOWMUMY MUKPOOPraHW3Mbl, Hanpumep, TpUHATpUii UUTpaT Um
pacTBop uuTpart-chocaT-afAeHNH-AeKCTPO3bI, A0/MKHbI NOABepraTbCs NPOBEpKe A1 UCKNUYEHUS MUKPOBHO-
ro o6cemMeHeHus1 fo6aBKu N BHYTPEHHEl NMOBEPXHOCTU KOHTelHepa.

MpumeyaHune — 3anoATBEpPXAeHVE NpoLecca OTBeYaeT U3roToBuTesb. HacToAwwmii cTaHaapT He ycTaHaB -
BaeT npoLeaypy NoATBEPXAEHWS, OHAKO COOTBETCTBYHOLMI CTaHJapT Haxo4AMTCA B CTaauu paspaboTku.

4.4 KoHTeliHep A0/MXeH 6blTb CBO60AEH OT MOCTOPOHHUX NPEAMETOB MNPV BU3yaslbHOM OCMOTpe.

5 BmecTumMocCTb

5.1 Tlpu ucnbiTaHUM B COOTBETCTBUM C METOZaMU, yKa3aHHbIMY B NpUIoXeHnax A n B, o6bem fobasneH-
HOI Wnn 3acacbiBaemoi 13 6lopeTkn BoAbl JO0/KEH ObiTb B npegenax = 10 % HOMWHaNIbHOW BMECTUMOCTH.

5.2 [ns npoBefeHus1 ucnbiTaHWii B COOTBETCTBMU C METOLAMMW, NPUBEAEHHbLIMU B MPUIOXEHUAX A 1 B, B
KOHTeliHepax ¢ fob6aBKammn AO/HKHO ObITb NPeAyCMOTPEHO CBOGOAHOE NPOCTPAHCTBO, 4OCTaTO4YHOE A1 o6ec-
neyeHusl afleKkBaTHOIO CMELLMBAHNUS MEXAHUUYECKAM U PYYHbIM CNOCco6amMu. 3Ha4YeHUs MMHUMAaibHOTo CBO6GOA-
HOrO MPOCTPaAHCTBA, MO3BO/SLLEI0 OCYLEeCTBNAATL afleKkBaTHOE CMeLlMBaHMEe, A0/HKHbl COOTBETCTBOBATb
yKasaHHbIM B Tabnuue 1. lomkHOo 6biTb cAenaHo AonylieHne, YTo 4OCTYNHOe CBO6OAHOE NMPOCTPaHCTBO ANS
CMeLlnBaHUS COAEPXKMMOro KOHTeMHepa orpaHnYeHo HKHEN MOBEPXHOCTLI0 MPOGKM 1 MEHNCKOM XUAKOCTM.

Ta6nuuya 1— 3HayeHWss MUHUMaIbLHOTO CBOGOAHOIO MPOCTPAHCTBA, NO3BO/IAOWENO0 OCYWECTBNATL afekBaTHoe
cMellnBaHue

HomunHasIbHast BMECTUMOCTb KOHTENHepa, M1 3HayeHvie MYHUMasIbHOTO CBOOOAHOMO MPOCTPaHCTBa
>05n<5,0 + 25 % HOMMWHabHO BMECTUMOCTM
>0,5 + 15 % HOMMWHa/IbHOI BMECTUMOCTM
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6 YCTpoONCTBO

6.1 T1710THOCTb 3aKynOpMBaHNUS KOHTEiHepa NPOGKO He A0/MKHA HapywaTbCs Npy CMeLnBaHun B Npo-
Llecce UCMbITaHUsl Ha NPOTEKaHWEe B COOTBETCTBMU C METOAAMM, YKasaHHbIMW B NpuioxeHun C.

6.2 Korga npo6Ky BbIHMMAT, YTO6bI MOMYYUTb AOCTYN K COAEPXMMOMY KOHTeliHepa, A0/KHA 6biTb
npeaycMoTpeHa BO3MOXHOCTb €€ yaaneHus nasblaMi UM MexaHu4eckum cnoco6oM Tak, YToGbl YacTb Npo-
0KV, 3arpsisHEHHAsi COAEPXMMbIM KOHTelHepa, He compukacanach ¢ nasabLamMu.

MpumMeuyaHue — HekoTopble NPMBOPLI, HAMPUMEP CUYETUMKM KNETOK KPOBU, CKOHCTPYMPOBAHbI Tak, YTO UMeT
Cnoco6HOCTb 3acachiBaTb COAEPXMMOE KOHTeliHepa ¢ 06pa3LoM KpoBU 6e3 yaaneHus npoo6Ku.

6.3 [Mpu UCMbITaHUMKN KOHTEliHepa Ha NpoTekaHue B COOTBETCTBUM C METOAOM, YKa3aHHbIM B NPUIOXe-
HUM C, He JO/MKHO HabnaaTbest h/IOPECLEHLUN BOAbI, B KOTOPYK MOFPYXEH KOHTEHEp.

7 KOHCTpyKuua

7.1 Tlpn ncnbiTaHUM B COOTBETCTBUM C METOAOM, YKa3aHHbIM B NpuioxeHun D, KoHTeliHep ¢ o6pasuom
npy LLeHTPUQYrMpoBaHUN AOMKEH BblAepXuBaTb yckopeHue o 3000 4 no npofosibHOl ocwu.

MpumeyvaHune — gn=9,80665 m/c2.

7.2 TMpv BU3yasIbHOM OCMOTPE KOHTEWHepa He AO/HKHO GbiTb 06GHAPYXEHO 3a0CTPEHHbLIX KPAeB U rpy-
60V NOBEPXHOCTU, CMNOCOGHBIX C/lyYaliHO nope3aTb, YKOI0Tb UK coapaTtb KOXy Nosib3oBaTtess.

8 CTepunbHOCTb

8.1 ECnn n3rotoBUTENb rapaHTUpPyeT, UTO N3AeNne CTePUSIbHO, BHYTPEHHOCTb KOHTeliHepa 1 1to60e ero
COAEPXNMOE A0/TKHO GbiTh MOABEPIHYTO MPOLECCY NMPOBEPKU, NpeAHa3HAYEHHOMY A8 NOATBEPXKAEHUS TOrO,
UTO BHYTPEHHOCTb HE OTKPbIBABLUErOCS U HEe MCMOJIb30BaBLUEIOCS KOHTelHepa 1 No6oe ero cogepxummoe
CTEPW/IbHbI.

MpumMmeuaHune — 3a noaTsepxpeHne 3P eKkTUBHOCTY MNpoLecca OTBETCTBEHEH W3rOTOBUTE/Nb. HacTosLwii
CTaHZapT He ycTaHaBnvBaeT npoLeaypy npouecca npoBePKW, OJHAKO CTaHAApT N0 MeToJaM KOHTPOAs U npoLeccam nog-
TBEPXAEHUSI cTepunusauun paspabatbiBaeTtcsi. pu OTCYTCTBUM HaLMOHAsIbHOW pernaMeHTauuu cnegyet o6paTuTbecs
K feicTeyloleli EBponeiickoin ®apmakonee, aelicteytowein Papmakonee CLUA nnn geicTaytowelt BputaHckoli dapmako-
nee.

8.2 CTepunbHOCTL 06513aTeNbHa, Koraa Npy B3sTUM KPOBU BO3HMKAET NPSIMOIA KOHTAKT MeXay BHYTPEH-
HOCTbIO KOHTeliHepa ¥ KpOBOTOKOM MauyueHTa.

9 [lo6aBKu

9.1 YcTaHOB/IEHHOE HOMWHAa/IbHOE KO/IMYECTBO A06aBKN A4O/MKHO BbITb B Npeaenax, ykasaHHbIX B MpUio-
XeHun E.

MpumMmeuyaHne — 3a OAHUM UCK/OUEHUEM (cM. 9.2) METOAbl UCC/eloBaHUSA He yKasaHsbl.

Mpu Hannumn B A0GaBKe HATPWS, KNS UK INTUS PEKOMEHAYETCS UCMONb30BaTb N/IaMEHHY0 (DOTOMET-
puto. BaxHo, YTOGLI TOYHOCTb MCC/Ie[l0BaHNsl COOTBETCTBOBA/A NpejAenam OLWnGKM, yKasaHHbIM B Npuioxe-
HuM E. Ecnu meToa uccnefoBaHus HecrneuuduyeH, Hanpuvep, ninameHHas oTomMeTpust Ans HATPUEBLIX U
Ka/IMeBbIXCONENITUEHANAMUNHTETPAYKCYCHOM KUCOTbI, PEKOMEHAYETCS BbINOIHUTL TECT MAEHTUUKALMUN.

9.2 O6beM XnaKoit fo6aBKN B KOHTEHEPE AO/IKEH ObITh ONPeAesieH rpaBUMETPUYECKN C NONPaBKoii Ha
OTHOCUTEIbHYH MIOTHOCTb XUAKOCTH.

10 MapknpoBKa U 3TUKETKU

10.1 3OTMKeTKa He [0/KHA NOMHOCTbI OXBaTblBATb MPOGUPKY.

10.2 MapKMpoBKa 1 3TUKETKA JO/DKHbI COXPaHATLCSA NPUKPENnIeHHbIMY Ha KOHTeliHepe nocne npebbiBa-
HUS Ha BO3Ayxe npu Temnepartype (4 = 1) °C He meHee 48 u.
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MpumeyaHune — ITOT Noapasaen yctaHaBIMBaeT Tpe6oBaHWs K U340 B HOPMasibHbIX YCI0BUSIX. OfHAKO,
Korfa u3fienune XpaHaT UM UCMOMb3yHT B Upe3BblYaiHbIX YCOBUAX (KpaiiHue TemnepaTtypa WM BAaXHOCTb, WU HEHOp-
Ma/ibHasi TPAHCMOPTUPOBKA WM ANWUTENbHOE XpaHeHWe), Tpe6oBaHUsI MOTYT OkasaTbCsl HeafeKBaTHbIMU. V3roToBUTENb
oTBEYaeT 3a rapaHTUI0 NPUIOAHOCTU U3AENUs AN XPAHEeHUS UK UCNOMb30BaHNS B Ype3BbluaiiHbIX UK OTANYAIOLWMNXCS OT
HOPMaJsIbHbLIX YC/OBUSIX.

10.3 MapkrMpoBKa Ha BHELUHeli CTOPOHE KaXA0i NepBUYHON yNakoBKW AO/MKHA CoAepXaTb CneayioLLyto
NHopMaLuio;

a) HavMmeHOBaHWe ¥ ajpec U3roTOBUTENA W NOCTaBLLMKA,;

b) HOMep napTuu;

C) CpOK rogHOCTM;

d) onncaHne coaepXxumMoro, KOTopoe A0/MKHO BKAK4YaTb B CEOS:

- HOMUHa/IbHYI0 BMECTUMOCTb;

- NOKpbITME (HanpuMep, HEKOHTaKTHas akTMBauus) unm gobaBky BO BCEX Npobupkax;

- HaMMEHOBaHMA 406aBOK UK X hopMy/ibl /UM BYKBEHHbIW KOA, NPUBEAEHHLIV B Tabnuue 2;

- HAANWCb «CTEPUSIbHO», eCIY U3TOTOBUTE b rapaHTUPYeT, YTO BHYTPEHHOCTb HEOTKPbIBABLUEr0Cs KOH-
TeliHepa u ero CoAepXUMOe CTEPUSbHbI;

- HAANNCb «OAHOPA30BbIN» WK rpadnyecknii cumBon B cooTBeTcTBUM € ISO 7000;

- Tpe60oBaHNA K XpaHeHUo.

10.4 Ecnu KOHTelHep npeAHasHauveH crneuvasibHO 415 UCCief0BaHNs onpeeeHHOro BewecTsa, Mak-
CMMasibHbIli yPOBEHb 3arpsa3HEHNs 3TUM BELLLEeCTBOM A0/DKEH ObITb YKa3aH Ha 3TUKeTKe Ux Ha NepBuUYHOI yna-
KOBKE.

10.5 KoHTeiHepbl A0MKHbI 6bITb CHAGXEHbI cneaylwen nHopmaymein, HaHeCEHHOW MPSIMO Ha Mpo-
O6UPKY UN Ha 3TUKETKY:

a) HavMeHOBaHWe Wan TOProBas mMapka W3roTOBUTENS WM NOCTaBLUMKA,;

b) HOMep napTuu;

C) OGYKBEHHbIW kog (cMm. Tabnavuy 2) n/uam onucaHue CoLepXMMOro;

d) cpok rogHocTy;

€) HOMWHasbHas BMECTUMOCTb;

f) NuUHWA HanonHeHus, Npy HEO06XO0AMMOCTKW, HanpuMep, 418 HeBaKyyMHbIX KOHTEHepOoB;

[) HaAnUCb «CTEPUNbHO», €CNN U3roTOBUTESNb rapaHTUpyeT, YTO BHYTPEHHOCTb HEOTKpPbIBaBLLIErocs 1
HEencnosib30BaBLUEroCsl KOHTeliHepa U ero CoAepPXUMOoe CTEPUSbHBI.

Ecnv npn Nnpon3BoACTBE KOHTeliHepa UCNonb30Bascs rnLEepuH, 3T0 AO/HKHO ObiTb yKa3aHOo Ha 3TUKeTKe
WIn Ha ynakoBke.

11 WNaeHTudukaumsa KoHTerHepa

KoHTeliHepbl AOMKHbI 6bITb UAEHTUMULNPOBAHLI C MOMOLLLI0 GYKBEHHOTO Koja uwunu onucaHua ao6a-
BOK, MPUBEAEHHbIX BTa6mue 2. Mpu MCNonb30BaHUN UHbLIX A06ABOK, YeM yKa3aHHble BTa6/ImLe 2, KOHTelHepbl
[O/MXHbI 6bITb MAEHTUULMPOBAHbI NyTEM OnNUcaHus 406aBKu.

MpumeyaHue 1— BHacTosAlee BPeMs MeX/AyHapoAHOe COornalleHne 0THOCUTENbHO LIBETHOW KOAMPOBKK OT-
CYTCTBYET.

MpumeyaHue 2— lMpy UCNOL30BAHUM LIBETHOW KOAMPOBKM PEKOMEHAYIOTCS KOAbl, YKasaHHble B Tabnuue 2.
MpumeuyaHue 3— lpu UCNONb30BaHUN LBETHO KOAUPOBKM pEeKOMEHAyeTcsi, 4To6bl LBET NpPo6KM COOTBET-
CTBOBaJ/1 LBETY NPOGUPKU UM ITUKETKU.

Ta6nuuya 2— ByKBeHHblE KOAbl U PEKOMEHAYEMbIE LBETOBbIE KOABI AN1A MAEHTUMKALMM A06aBOK

[Jo6asku BykBeHHble Kofpl PekomeHayeMble LBETOBble Koabl
O[TAa) aBykanuesas COMb K2E BnegHo-nnnoBbIl UBeT
Tpukannesas cofb K3E BnepgHo-nunoBbIili LBET
LByHaTpueBas Cofb N2E BnegHo-nnnoBbIl UBET
TpuHaTpuii untpaTt 9:1b) 9INC BnepgHo-rony6oi uget
TpuHaTpuii umTpart 4:1u/ 4NC YepHblil uBeT
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OKoHuaHue Tabnuupl 2

[Jo6asku BykBeHHbIe Kogpl PekomeHayeMble LBETOBbIE KOAbI

dTopua/okcanat FX Cepblii uBet

dTopna/3ATA FE Cepblii uBeT

dTopua/renapuH FH 3eneHblii uBeT
NnTnii renapuH LH 3eneHsblii uset
Hatpuit renapwvH NH 3eneHblil uBeT
Lintpat dhocdat gekcTposa afgeHuH CPDA XXenTbili uset
Hwnuero0) z KpacHblin LuseT

a) 3ATA — 3T0 npuMeHsiemMasi Ha NpakTuke abb6peBuMaTypa Ha3BaHUSI ATUMEHANAMUHTETPAYKCYCHOW KUCNOTHI,
BMECTO NpPaBW/IbHOTO CUCTEMATUYECKOTO HAUMEHOBAHWS, TO eCTb (ITUIEHAUHUTPWIIO) YKCYCHasi KucnoTa.

b) OTMEYEeHO OTHOLUEHWE MexXay XenaTeflbHbIMU 0O6beMamu KpPOBU W XUAKOrO aHTuKoarynsHta (Hanpumep,
9 06bEeMOB KpPOBM K O4HOMY 06beMY pacTBopa uutpara).

c) PekomeHayeTcs1, UTOObI KOHTEiHEPbI C YCKOpUTEIeM CBEPTbIBAHMS KPOBW MOIM 0603Ha4YaTbCA GYKBEHHBIM KO-
[OM Z 1 UMeTb KpacHblii LIBETOBOI KOA C onucaHnem fob6aBku.
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MpunoxeHne A
(o6s3aTENbHOE)

McnbiTaHMs HA HOMWUHA/IbHYHO BMECTUMOCTb U MMHUMasibHOe cBO6GOAHOE NMPOCTPaHCTBO
0Nl HEBaKYYMHbIX KOHTEWNHEPOB

Al PeareHTbl n o6opygoBaHue

A.11 Bopa, B cooTBeTcTBUM C ISO 3696, TemnepaTypoii 20 °C—25 °C.
A.1.2 BlopeTka BMecTumocTbto 50 mn, rpagynpoBaHHasn HagesneHusa no 0,1 mn (ToyHocTb fo+ 0,1 Ms), C HAKOHEYHK-
KOM BHU3Y WA COOKY.

A.2 YcnoBus ncnbiTaHusa

A.2.1 WcnbiTaHnsa AO/MKHbI NPOBOAMTLCS Npu atMocepHoM gasnenun 101 kMa n TemnepaTtype okpyxatLein cpe-
Abl 20 °C; npy NpoBeAeHUN UCMbITAHUIA B APYTUX YCNOBUAX JO/MKHbI ObiTb BHECEHbI NOMPAaBKY.
A.2.2 VcnbiTaHnaM AO/DKHbI NOABEpraTbCs HEeUCnosib30BaBLUMECS KOHTeWHepbI.

A.3 lMpoueanypa ucnbliTaHUA

A.3.1 3aKpblTb HAKOHEYHWK BGIOPETKN W HAMOMHUTL ee BOAONA.

A.3.2 TIOMeCTUTb OTKPbITbI KOHTEWRHEP NOA, BbIMYCKHOM KpaH GOpeTKM U OCTOPOXHO MYCTUTb BOAY B KOHTENHeEp A0
OOCTUXXEHNA MEHUCKOM BOAbl YPOBHS JIMHUN HAMNO/IHEHUSA, 3aTEM 3aKpbiTb KPaH.

A.3.3 OTMeTUTb 06bEM BOAbI, BbINYLLEHHbIA U3 GIOPETKN.

A.3.4 TMpopgonxatb HanMBaTb BOAY U3 BIOPETKN [0 TEX MOP, NOKa YPOBEHb BOAbI AOCTUTHET ropbillka Npobupku, n
OTMETUTb 06BEM BbINYLLEHHOW BOAbI C TOYHOCTbIO A0 + 0,1 Mn.

A.4 Kputepun ucnbiTaHuii

A.4.1 KoHTeliHep fO/MKEH MPOATU UCMbITAHUSA HA HOMUHA/TbHYI0 BMECTUMOCTb, €Ci 06BbEeM BOfbl, BbIMYLLEHHON 13
6lOpeTKN, COOTBETCTBYET HOMMHA/IbHOW BMecTuMocTu + 10 %.

A.4.2 KoHTeliHep fO/MKEeH NPONTY UCMbITAHUSA HA MMHMMAa/lbHOe CBOOGOAHOE NPOCTPAHCTBO, €C/v, NPV AONYLLEHNUN,
4YTO CBOGOAHOE MPOCTPAHCTBO, AOCTYNHOE A/ CMELUMBAHWS COAEPXUMOr0 KOHTeliHepa, OrpaHUyYeHO HWXKHel MoBepx-
HOCTbIO MPOGKM Y MEHUCKOM XUAKOCTU, TAKOE NPOCTPAHCTBO OKAXETCH He MeHbLUe, Yyem 0603HayeHo BTabnuue 1419 KoH-
TeliHepoB UCMbLITYEMOro TMna.

MpumeuvaHune — lMpobkn pasnmyaoTcs Mo opme 1, B 0COB6EHHOCTU, UX CTOPOHA, KOTopas conpukacaeTcs ¢
KPOBbIO, MOXET BbICTyNaTb U3 rop/ibillka Npobupkn, pasgensaTbCa UM UMeTb BblPaXKEHHbI BOTHYTbIA WAW BbIMYKAbIA NPO-
dnnb. 3TN ocobeHHOCTH HOPMbI MOTYT CKa3blBaTbCA Ha 4OCTYNHOM CBOGOAHOM MPOCTPAHCTBE, YTO AO/MKHO YUUTbIBATLCSA
npy MHTepnpeTaummn pesynbTaToB ucnbiTaHus. Mpy HE06XO0AMMOCTH BANSHWE reoMeTpun NPobKN MOXEeT GbiTb onpegene-
HO M3MepeHneMm, Hanpumep, AANHbI 3aKynoprBatLein Yactu Npobkn nnym N3bbITOYHOTO 06bemMa u3-3a BOrHyTON hopmbl
npoo6ku.
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MpunoxeHne B
(o6s13aTENbHOE)

McnblTaHna BTArMBaemMoro (3acacbiBaemMoro) o6bema n MMHUMasIbHOro cBO60AHOIoO NPOCTpPaHCcTBa
O/19 BaKyyMHbIX KOHTENHEepoB

B.1 PeareHTbl n o6opygoBaHue

B.11 Bopga, B cooTBeTcTBUM C ISO 3696, TemnepaTtypoin 20 °C—25 °C.

B.1.2 BtopeTka BMecTuMocTbio 50 Mn, rpagynpoBaHHas Ha genenmsa no 0,1 mn (ToyHocTb Ao +0,1 mn), C HaKoOHeY-
HVKOM BHW3Y WU COOKY.

B.1.3 Yuctas TpybKa 13 CU/IMKOHOBOI pe3unHbl (KopoTkas).

B.1.4 Wrnbl Ans B3ATWA KPOBU B COOTBETCTBMM C PEKOMEHAAUUAMU U3rOTOBUTENSA KOHTeliHepa.

B.1.5 [epxaTenb B COOTBETCTBUM C PEKOMEHAALNSMU U3TOTOBUTENSA KOHTENHepa.

B.2 VcnbiTaHus Ha BTArMBaeMblli (3acacbiBaeMblii) 06beM

B.2.1 YcnoBus ucnbiTaHwui

B.2.1.1 WcnblTaHna A0/MKHbI NPOBOAUTLCA Mpu aTMocdepHoM gasneHun 101 kMa u TemnepaType OKpyXatouliei
cpepbl 20 °C; npu NpoBefEeHnN UCMbITaHWA B APYTUX YCI0BUAX AO/KHbI OblTb BHECEHBI NOMNPaBKW.

B.2.1.2 VcnblTaHUsAM [O/MKHbI NOABEpPraTbCA HEWCNO/b30BaBLUNECS KOHTENHepbI.

B.2.2 TMpoueaypa ncnbiTaHUA

B.2.2.1 CobpaTtb n3genve, ecnv OHO NoCTaBnseTcs B HeCO6paHHOM BuAe, BCTaBUTb UMY B AepxXxaTesb B COOTBe-
TCTBUWN C MHCTPYKUMUSAMU U3rOTOBUTENS KOHTENHepa.

B.2.2.2 HanonHuTtb 6l0peTKy BOAONM, OTKPbITb KPaH 60peTkn 1 NyCTUTb BOAY Yepes 3aXNM AN HanO/THEHNUS CUNKO-
HOBOI pPe3nHOBOW TPy6KM; 6IOpPeTKy 0CTaBWUTb MyCTOM.

B.2.2.3 BBeCTV BHELLHIOK UINY KOMMEKCa «uUrna ans B3ATUA KpoBu/gepxarte b Urfbl» Yepes3 CTEHKY CUIMKOHOBOW
Tpy6Ku A0 Tex nop, noka wurna BONAET B NPOCBET TPYOKM.

B.2.2.4 CoeAnHNTb KOHTEHEpP C KOMMJIEKCOM «urna/aepxaresib» B COOTBETCTBUM C UHCTPYKUMAMUN U3FOTOBUTENS
KOHTEelHepa.

B.2.2.5 HanonHsaTb KOHTeliHep BTeveHue, No kpaliHeil mepe, OAHOM MUHYTbI UK Tak, KaK yka3aHo U3roToBUTENeM.

B.2.2.6 BbIpOBHATbL MEHUCK N OTCUMTATb BTAHYTbIA 06BEM XMAKOCTM C TOYHOCTLI 40 + 0,1 M MO BbICOTE MEHWCKa B
6lopeTke.

B.2.3 Kputepuun ncnbiTaHnsa

KoHTeliHep MOXeT NPONTM UCNbITaHUSA, ec/ii 06beM BTAHYTOW BOAbl COCTABUT HOMUHaIbHY0 BMeCTUMOCTb! 10 %.

B.3 McnblTaHUs HAa MUHUMa/IbHOE CBOGOAHOE NMPOCTPAHCTBO

B.3.1 YcnoBuAa vcnbiTaHuA

B.3.1.1 WcnbiTaHMA [OMKHbI MPOBOAUTLCA Npu aTMocepHoM gasneHun 101 kMa v TemnepaType OKpyXaloLlein
cpeabl 20 °C; npy NpoBeAeHUN UCMbITAHUIA B APYTUX YCNOBUAX AO/MKHbI ObiTb BHECEHbI NOMpPaBKy.

B.3.1.2 VcnblTaHMsAM [O/MKHbI NOABEPraTbCA HEWCMNO/Ib30BaBLUNECS KOHTENHepbI.

B.3.2 lMpoueaypa ncnbltaHusa

B.3.2.1 OTaenuTb CUINKOHOBYIO TPY6KY OT BbIMYCKHOTO KpaHa 6lopeTKM Npu 3aKkpbiTOM KpaHe v HanosHUTb 6lopeTky
BOJO, ecnn Heo6xo4MMO.

B.3.2.2 [omecTuTb OTKPbITYI0 NPO6GMPKY NOA BbIMYCKHON KpaH GlopeTku.

B.3.2.3 HanuBaTtb BoAy A0 TeX MOp, NOKa YypPOBEHb BOAbl AOCTUTHET ropsbilika NpooupKu.

B.3.2.4 OTMeTUTb 06bEM BbIMYLLEHHOW BOAbI C TOYHOCTbIO A0 + 0,1 mn.

OnpefenvTb MMHUMasIbHOE CBOG0OAHOE NMPOCTPAHCTBO NYTEM BblUMTaHUS 06beMa BTAHYTOW BOAbI NPU UCMbITAHUN
Ha BTSIHYTbIA 06beM (cM. B.2) u3 obuwero o6beMa BoApl, BbINYLEHHO M3 GOPETKN.

B.3.3 Kputepuun ucnbitaHui

KoHTeliHep cunTaloT BblAepXKaBLWUM UCNbITaHWsA, ecauv, Npu 4onyLeHnn, 4To cBo604HOe NPOCTPaHCTBO, AOCTYMHOE
ANA CMeLIMBaHUSA COAEPXMMOro KOHTeliHepa, OrPaHMYyeHO HWKHER NOBEPXHOCTbIO MPOBKN N MEHWCKOM XWUAKOCTU, Takoe
MPOCTPaHCTBO OKaXKEeTCA He MeHblle, YeM 0603HauveHo B Tabnvue 1 4na KOHTeliHepoB UCNbITYeMOro Tvna.

MpumeyaHune — MNpobkn pasnuyatoTcs no popme 1, B 0CO6EHHOCTU, X CTOPOHA, KOTopas conpukacaeTcs ¢
KPOBbIO, MOXET BbICTyNaTb M3 rop/iblllika Npobupkn, pasgensatbCa Win UMeTb BblpaXKeHHbIV BOTHYTbIV WK BbIMYKAbIA NPO-
dhrnb. 3T 0co6eHHOCTM hOpPMbI MOFYT CKa3blBaTbCA Ha 4OCTYNMHOM CBO6OAHOM NPOCTPAHCTBE, YTO AO/KHO YUNTbIBATHCA
npy MHTepnpeTauun pesynbTaTtoB UCNbiTaHus. Mpy Heo6XoANMOCTHW, BANSHNE reoMeTpun Npobku MoxeT BbITb onpeaene-
HO M3MepeHneM, Hanpumep, AAVHbI 3aKynopuBatoLen Yactn Npo6kM MM M36bITOYHOTO o6bemMa 13-3a BOrHYTON hopMmbl
npo6Ku.
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MpunoxeHne C
(o6s3aTENnbHOE)

VicnbiTaHuA KOHTeVIHepa Ha NpoTeKaHune

C.1 PeareHTbl

C.11 PacTBOp, NpUrOoTOBJIEHHbIN NyTem pacTBopeHus 2,5 1 awopecuenHa HaTpusi [ypaHuH, HOMep Mo
CAS 518-47-8]3) B 100 mn pacTteopa xsopuctoro Hatpus 0,15 monb/n [NaCl; Homep CAS 7647-14-5], cogepxawero 60 r/n
nekctpaHa 70 [Homep CAS 9004-54-0], nnn aKBMBaNEHTHbIN.

C.1.2 [evnoHunsnpoBaHHas Boga, He obnajatoLas dhaoopecueHymeli npy HabNAeHUN B Y IbTPadnoNeToBOM CBe-
Te (C.2.2) B 3aTeMHEHHOW KOMHaTe HabnogatenemM, o6naganLwmM HOpMasbHbIM UKW CKOPPEKTUPOBAHHBIM 40 HOpMasb-
HOro 3peHveM 6e3 cneumnanbHbiX NPUOGOPOB.

C.2 O6opypoBaHue

C.2.1 Pe3sepByap (18 peareHTa oIl0OPECLENH HATPUA), COeAMHEHHbIN C N1acTUKOBOM TPy6GKO 4OCTATOYHOW ANKn-
Hbl (1 M). Mpy ncnbITaHUKM BakyyMHOTO KOHTeHepa Tpy6ka f0/KHa ObiTb COeAUHEHA C UMMOW AN B3ATUSA KPOBU, Kak peko-
MeHA0BaHO wusrotoButenem. [lpu uchbITaHUM APYrUX KOHTEWHepoB Tpybka [AO/MKHa O6biTb coefuHeHa € NoJbiM
HaKOHEYHMKOM M3 XECTKOro Martepuana, KoTopblii 3aKaH4YMBaEeTCA KOHWYECKMM CYXEHUEM, CKPensieHHbIM € 6 % fepos-
CKAM HaKOHeYHWKOM, COoOoTBeTCTBYyHOLWNM ISO 594-1.

C.2.2 NCTOYHWK ANMHHOBO/THOBOIO yNbTpadnoneToBoro ceera.

C.2.3 CmecuTenb poOI/IEPHOrO TMnNa uan Apyron cMecutesnb, PEKOMEHAOBAHHbLIA U3rOTOBUTENEM KOHTEWHepa.

C.2.4 TaeuHblli kIo4 (NP HEO6X0AUMOCTH).

C.3 Mpoueaypbl UCMbITAHUA ANA HEBaKYYMHbIX KOHTEiHepoB

C.3.1 HanonHuutb pesepsyap peareHTom (C.1.1).

C.3.2 BbIHYyTb NpO6KY U3 NPO6GMPKN 1 HANONHUTL €e 40 HOMUHANIbHOM BMECTMMOCTU U3 pe3epByapa, He Jonyckas
3arpsA3HeHnss HapyXXHol MOBEPXHOCTY M Kpas Npobupkn peareHToM. BcTaBnTb Npo6Ky, kak ykazaHo n3rotosutenem. 3arts-
HYTb 3aKpy4MBaIOLLYIOCS KPbILLKYCYCUINEM, YKa3aHHbIM N3roTOBUTE/IEM. BCTaBNSEMY0 KPbILLKY MN/I0THO BCTaBUTb Ha Mec-
TO B rOp/bIWKO NPOGMPKM. HakpbiBalOLLy KPbILWKY BCTaBUTb HA MECTO NOBEPX KpaeB Npo6MpKu.

C.3.3 C HOopMasbHbIM UM CKOPPEKTUPOBAHHBLIM 0 HOPMa/IbHOr0 3peHneM 6e3 yBennunTesibHbIX NpMbopoB uccne-
[0BaTb KOHTENHep B 3aTEeMHEHHON KoMHaTe, 4Tobbl y6eanTbCs, UTO ero NOBEPXHOCTb He 3arps3HeHa peareHToM. [pu
Heo6X04MMOCTN CMbITb 3arpsi3HeHUs BOAON M uccnegoBatb B yAbTpadMoneToBOM CBeTe, Kak yka3aHo Bbille.

C.3.4 TIpoKpYTUTb KOHTEWHEP HA CMecuTes1e POJISIEPHONO TUMa B TEYEHNE 2 MUH UK CMeLLaTb ero CogepXxnmmMmoe, Kak
yKasaHo M3roToBUTENIEeM KOHTeiHepa. Mo/HOCTLI0 NOrpy3nTb KOHTENHepP B cocyh, cogepxalnin He 6onee yem 100 mn
BOZbl, YUTOOLI BOAA NOMHOCTLIO MOKPbIAa NPo6Ky. OCTaBUTb KOHTEHEp B BoAe npu Temnepatype oT 15 °C go 20 °C B Teue-
Hve 60 MUH. BbIHYTb KOHTEWHep K3 BOAbl U UccnefoBaTb BOAY NoA ynbTpadnoneToBbiM CBETOM, Kak onucaHo B C.3.3.

C.4 Mpoueaypa UcnbIiTaHUs AN BaKyyMHbIX KOHTeliHepoB

C.4.1 HanonHuTb pesepsyap peareHTom (C.1.1).

C.4.2 HanonHutb KOHTeHep A0 ero HOMWHAIbHO BMECTUMOCTU 13 pe3epByapa, COeAUHEHHOTO C Ur0i ans B3s-
TMSA KpOBW, n3beras 3arpsa3HeHnss HapyXXHON NOBEPXHOCTW KOHTeHepa peareHToM. Mocne HanosIHeHUs1 KOHTelHepa oTae-
NNTb €ro OT UMbl U, OTMbIB HaPYXHYIO YacTb MPOGUPKM 1 NPOGKN OT BO3MOXHOIO 3arpsa3HeHNss peareHToM, Uccnefosatb B
ynbTpagunoneToBoM cBeTe, kak onucaHo B C.3.3.

0.4.3 BbINoNMHUTL Npouenypsl, onucaHHsle B C.3.4.

C.5 Mpoueaypa ANsi KOHTeliHepoB, NpeAHasHauYeHHbIX A8 3ano/IHeHMA UAK NyTem nepdoopauum nNpo6Ku
WNM nocne yaaneHus npoeku

C.5.1 HanonHuutb pesepsyap peareHTom (C.1.1).

C.5.2 HanonHutb, Kak yka3aHo Huxe.

a) HanonHeHue nytem nepdopauumn npobku

OCTOPOXHO BCTaBUTb PUTMAHbIV HAKOHEUYHWK TPYOKM Yepes Ty yacTb NPo6KM, KoTopas npegHasHavyeHa Ana nepdo-
pauuyM 1M HanoNHWTb KOHTEHep A0 ero HOMWHasIbHOW BMECTMMOCTM U3 pe3epByapa, m3beras 3arpsasHeHUs peareHTom
Hapy>XHOI YacTu koHTelHepa. MNocne HanoIHEHNA KOHTeliHepa 0TCOeANHUTbL €ro OT XXEeCTKOro HakOHeYHMKa 1, OTMbIB NPo-
6UPKY M MPOB6KY OT BO3MOXHOIO 3arpsi3HeEHNS peareHToM, uccnefoBaTh KOHTelHep By1bTPadMoneToBOM CBeTe, Kak ykasa-
Ho B C.3.3.

b) HanonHeHwe nocne yganeHus npoo6ku.

VMicnonb3oBaTb MeToA, onucaHHblli B C.3.2 n C.3.3.

C.5.3 CnepoBatb npouegypam, onucaHHoiM B C.3.4.

C.6 Kputepuu mcnbltaHusa
KoHTeliHep cuuTaloT BblAepXKasBLMM UCMbITaHUe, ecnn He 6yaeT o6HapyXeHo oopecLeHLUn B Boje.

Homep no CAS o3HauvaeT Homep no Chemical Abstracts Service Registry.



FOCT ISO 6710—2011

MpwunoxeHne D
(o6s13aTENbHOE)

NcnbiTaHusa KOHTeVIHepa Ha NMPOYHOCTb

D.1 PeareHTbl n o6opyaoBaHue

D.1.1 TecToBas XnAKOCTb, 06/1afaLWasn TO Xe 0THOCUTE/IbHOW MAIOTHOCTLI, YTO M HOpMasibHas YyesioBeyveckas
KpOBb.

D.1.2 KoHTeiHep c npo6oii KpoBMU.

D.1.3 UeHTpucpyra, cnocobHass nogBeprHyTb OCHOBY KOHTeliHepa LeHTpPo6exHoMy yckopeHuto Ao 30004 B Teye-
H1e 10 MUH.

D.2 Mpouenypa ncnbitaHUsa

D.2.1 HanonHUTb KOHTEeWHep TeCTOBOW XWAKOCTbIO, WCMOMAb3YS METOoh, YKa3aHHbI W3roToBUTEsIEM, BblHUMAsA
npo6Ky 1 BO3BpallLas ee Ha MecTo, ecnnm Heo6xoanmo.

D.2.2 HyxHO yb6eauTbCs, YTO KOHTEiHEp NpaBW/IbHO NOMELLEH U cbanaHcMpoBaH B LeHTpudyre.

D.2.3 LeHTpudyrnpoBaTb HaMO/IHEHHbIA KOHTEHEP, NoABepras ero OCHOBY LLeHTPO6eXHOMY yckopeHuto 30004 B
TeyeHne 10 MWH, 3aTeM OCTOPOXHO NOMECTUTb ero B CTOIKY U OCMOTpPETb.

D.3 KpuTepun ucnbiTaHua
KoHTeliHep cunTaeTcs npoliewnm UCNbITaHWe, ecnn KOHTeNHep He pa3obbeTcs, He NPOTeYeT U He TPecHeT.
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MpunoxeHne E
(o6s3aTENbHOE)

KoHueHTpaun Ao6aBOK 1 06bEM XUAKON [06aBKM

E.1 Conn aTuneHgnaMmnHTETPayKCYyCHOM KUCOTbI

[(BATA) {(CH2N(CH2COOH2)2]2; Homep CAS 60-00-4}]

KoHueHTpauun asykanueBoii conu [Homep CAS 25102-12-9], Tpexkanuesoin conn [Homep CAS 17572-97-3] n aBy-
HaTpneBoi conu [Homep CAS 6381-92-6] fo/mkHbl ObITb B Npegenax oT 1,2 go 2 mr 6e3sogHoin OATA Ha 1 mMi KpoBu
[3ATA paccumTaHa kak 6e3BoAHas cosib U3o0aMpoBaHHon kmcnoTtbl (0,004 11 monw/n go 0,006 843 monb/n)]. LomKHO
6bITb CAEMaHo COOTBETCTBYHOLWEee AoNnyLWeHne, 4YTobbl KOMNEHCMpOoBaTh ANA AEeACTBMTE/IbHO UCMNO/b30BAHHONW CoMu ee
KpUCTaNM3aLoHHYI0 BOAY.

E.2 TpuHaTtpwuii ymutpat [Na2C6H50 72H20; Homep CAS 6132-04-34]

E.2.1 KoHueHTpauun TpuHaTpuiiuMTpaTa AO/KHbI 6bITb B npegenax ot 0,1 go 0,136 monw/n pacteopa. Paspe-
LWeHHbIV AonycK K cneyucuyeckomy obbemy fo06aBku fO/MKeH 6biTb + 10 %.

E.2.2 [ns uccnepoBaHuii cBepTbIBaHNSA KPOBMW: 9 06bEMOB KPOBW A0/MKHbI 6bITh 06aBneHbl K 1 06bemMy pacTBopa
TpuHaTpuin umtpata [1].

E.2.3 CKopoCTb ocefaHus apuTpoLuToB Mo mMeTody BecTeprpeHa: 4 o6bema KpPOBU [0/MKHbI OblTb f06aBNEHbI K
1 06bemy pacTBopa TpuHaTpuii yutpaTa [2].

E.3 dTopupg/okcanar

KoHueHTpauumn go/mkHbl 6bITb B npegenax oT 1 4o 3 Mr okcanarta kaavs MoHorugparta [Homep CAS 6487-48-5]
(ot 0,0039334 monb/n o 0,001 1 monb/n) not 2 go 4 mr ptopuaa HaTpusa [Homep CAS 7681-49-4] (ot 0,0476 monb/n
Ao 0,0952 mornb/n) Ha M KpPoBu.

E.4 ®dTOopnag/34TA

KoHueHTpauun fomkHel 6biTh B npegenax ot 1,2 go 2 mr 3ATA 1 oT 2 4o 4 Mr pTopuga Ha M KpOoBU.

E.5 ®Topua/renapuH

KoHUeHTpauun 4omxkHbl 6bITh B npegenax ot 12 go 30 mexayHapogHbIX e4uHUL, renapuHa n ot 2 4o 4 mr cptopmaa
Ha M KPOBM.

E.6 Hatpwii/renapuH [Homep CAS 9041-08-1] nutuid/renapuH [Homep CAS 9045-22-1]
KoHueHTpauun fosmkHbl 6biTb B Npegenax ot 12 o 30 mexayHapoAHbIX eAUHUL, Ha M1 KPOBW.
E.7 UnTtpat docdhaT gekctposa ageHnH (CPDA)

E.7.1 ®opmyna gomkHa 6biTb cneaytouwieii [3]:

NinmoHHaa kncnota (6e3BogHasn) [HOMEP CAS 77-92-9] it 2,991
TpuHaTtpuii untpat (gurnapat) [HOMEP CAS 77-92-9]. e see e e e 26,31
OpHoocHOBHOI hochat HaTpus [NaH2P 04H20;

HOMEP CAS 10049-2L-5] ittt sttt ettt b et b et anenbeees 222r
Lexctpo3a (MoHornapat) [HOMEP CAS 5996-10-1] . iciiiiieiiiiieeiiiireeriiee e erteee s e snvee e seeee e 319r
ALEHNH [C5HENS; HOMEP CAS 73-24-5] ittt ettt s e e 0,275 1

1000 mn.

Boga Ans MHbeKuuid, JoCTaTouHOe KOIMYECTBO 4 0

E.7.2 LllecTb 06bEMOB KPOBM A0/MKHbI ObiTb f06aBnNeHbl K 0gHOMY 06bemy pacTtsopa CPDA.
E.7.3 PaspelueHHbIl 4onycK K ykazaHHOMY 06beMy A06aBku AO/MKEH 6bITh B Npegenax = 10 %.

MpunmeuyaHune — [o6aBku MOTyT ObITb NPeACTaBNEHbI B Pa3/IMyHbIX ru3nyecknx popmax, Hanpumep, B Buge
pacTBopa, Cyxoro octatka U3 pacTBopa, BbITapeHHOro HarpesaHveM, Monan3npoBaHbl Uan B chopme nopotuka. Mpe-
Aenbl KOHUEHTpauuii fonyckaTcs N8 pas/InyHbIX CKOPOCTENn pacTBOPMMOCTU M anddpy3nm aTux pasHbix dopm, oco-
6eHHO gna SATA.
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Bubnnorpadus

Recommended methodology for using International Reference Preparations for Thromboplastin, 1983, World Health
Organization, Geneva, Switzerland (PekomeHOBaHHaA MeTOL0/10rMA ANA NpUMeHeHus MexayHapoaHbIX pedepeHT-
HbIX NpenapaToB Tpomb6onnacTnHa. 1983, BcemupHan opraHusauma 3gpaBooxpaHeHus, XXeHesa, LLselinapus)
International Committee for Standardization in Haematology, 1977, Recommendation for measurement of erythrocyte
sedimentation rate of human blood), American Journal of Clinical Pathology, 68 [4], 1977, pp. 505—507 (MexayHapoza-
HbIl KOMUTET NO CTaHZapTM3auumn B rematonoruun. 1977, PekomeHgauny no n3MepeHnto CKOPoCTN ocefiaHus apuTpo-
LMTOB B Ye/I0BEYECKOWN KPOBMU)

(AHTUKOArynaHT umTpat dpocaT AeKkcTpo3a afeHuH B pacTBope. ®apmakones CoeguHeHHbix LUTaToB Amepuku.
HauwoHanbHble dpopmynspbl. 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

MpunoxeHne OA
(cnpaBo4HOE)

CBefeHNA 0 COOTBETCTBUN MEXroCcyAapCTBEHHbIX CTaH4apTOB
CCbIJTIOYHbIM MeXAyHapoAHbIM CTaHOapTam

Ta6bnunuya OAL

CreneHb O603HaYeHne 1 HauveHoBaHVe

Ha4yeHne n HammeHoBaH bI/IOYHOTO M H HOT! H, T,
ObosHavere ANMEHOBAHINE CCLINIOYHOTO MEMJIYHAPOAHOTO CTanaapTa COOTBETCTBUA MEXroCyapCTBEHHOro CctaHaapTa

*

ISO 594-1:1986 KoHuuyeckune npucnocobnexus ¢ 6 % (Luer) cyxeHu- —
eM AN5 WApULEB, UM 1 HEKOTOPOTo Apyroro o6opyaosaHusa. Yactb 1.
O6wume TpeboBaHns

ISO 3696:1987 Bopga ans nabopaTtopHOro aHanmsa. TexHuyeckue —
TpeboBaHUA U MeToAbl UCNbITaHW

ISO 7000:1989 [padmuyeckne CMMBOSIbI A1 HAHECEHWUSI Ha 060pYy- —
JOBaHue. Ykasartesb 1 KpaTKoe U3noxeHue

* COOTBETCTBYHOLMIA MEXrocyapCTBEHHbI/i cTaHAapT OTcyTCTBYeT. [lo ero yTBepXAeHUs pekoMeHayeTcs uc-
nosib30BaTb NepeBOf Ha PYCCKUI A3bIK JaHHOTO MeXAyHapohHOro ctaHaapTa
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