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Mpeauncnosue

1 NMOAIrOTOBJIEH ®epeparnbHbiM rocyaapCTBEHHLIM YHUTAPHBLIM NpeanpuaTnem
«Poccnncknin Hay4Ho-TEXHUYECKUIW LeHTP MHOpMauum no ctTaHgapTmsaumm, MeTponorum
n oueHke cooteetcTBUS» (PIYTN « CTAHOAPTUH®OPM») n ObiectBomM ¢ orpaHU4eHHOM
oTBeTCcTBEeHHOCTbIO  «Meatexctangapt»  (OOO «MeartexctaHpoapT») Ha  OCHOBe
coBCTBEHHOrO NepeBoa Ha PYCCKU A3blK aHMNMOA3bIYHOW BEPCUMM CTaHgapTa, YKadaHHOoro

B NyHKTE 4

2 BHECEH TexHuyeckum komuteToMm no ctanHgaptudaumm TK 011 «MeanuymHckue

npubopsbl, annapaTtbl 1 06opyaoBaHME»

3 YTBEPXIEH M BBEJEH B JEVCTBWE Mpukaszom ®enepanbHOro areHTcTea no

TEXHUYECKOMY perynmpoBaHuio U METPONOrnn ot 20 1. Ne

4 HacTosilwmn ctaHgapT naeHTnyeH mexayHapogHomy crangapty MCO 8536-9:2015
«YcTponctBa WHY3MOHHbIE MEOUUMHCKOrO HasHadeHus. Yactb 9. JlnHumM nopayn
XMOKOCTU OAHOKPATHOrO MPUMEHEHUS, Ucnornb3yemble ¢ annapataMmy Ans MHAY3UM noj
aasneHvem» (ISO 8536-9:2015 «Infusion equipment for medical use — Part 9: Fluid lines

for single use with pressure infusion equipmenty, IDT).

an/I npuMeHeHn HacTodlero crtaHgapTa peKoMeHAyeTCA ucnonb3oBaTtb BMECTO
CCbIJTOYHbIX MeXOyHapodHbIX CTaH4apToB COOTBETCTByWOLWME UM HauUWOHallbHble U
MeXrocygapCrBeHHble CTaHOapTbl, CBEAEHNUA O KOTOPbIX npuBeneHbl B AOMOJTHATESIbHOM

npunoxeHun JA.

5 BBEAEH BINEPBbBIE
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lMpasuna npumeHeHUss Hacmosiweao cmaHOlapma ycmaHoe/eHbl 8 cmambe 26
Q®edepanbHo2o 3akoHa om 29 uwHs 2015 2. Ne 162-©3 «O cmaHdapmu3sauuu 8
Poccutckolt ®edepauyuu». NHpopmayuss o6 UBMEHEHUsIX K HacmosiwemMmy cmaHOapmy
nybnukyemcsi 8 €exea2o00HoM (mo cocmosiHuro Ha 1 sHeaps mekyweao eoda)
UHGbOpMaUuUoOHHOM yka3amerne «HauyuoHanbHble cmaHdapmebl», a oguyuasibHbil mekcm
U3BMEHeHUlU U [ornpasoKk — 8 EeXeMeCSHHOM UHGOPMayUOHHOM  yKalamerse
«HayuoHanbHble cmaHOapmbi». B criyyvae nepecmompa (3ameHbl) ufu  OMMEHbI
Hacmosiweao cmaHdapma coomgemcmeyuwee ysedomrneHue 6ydem ornybriukogaHo 8
bruxalweM 8binycKe exXemecs4Ho20 UHOpMaUyUuOHHO20 yKazamess «HayuoHarsrbHble
cmaHdapmbi».  Coomeemcmsyrowass  UHGopmauus, yeedoMreHUe U  MeKCMmbl
pasMmewaromcss makxe 8 UHGopMayuoHHoU cucmeme obuwje2o Monb3o8aHUss — Ha
oguuyuanbHom calime ®edepasibHO20 azeHmcmea Mo MexXHU4YeCKOMY pe2ynupos8aHuto u

mMemposioauu 8 cemu UIHmepHem (www.gost.ru)

© IS0, 2015 — Bce npaBa coxpaHstoTCs

© CrangapTtuHdopm, ohopmnenune, 2021

HacTtosawmii ctaHgapT He MOXET ObiTb MOMHOCTbIO UMM YaCcTUYHO BOCMPOU3BEOEH,
TUPaXXUPOBaH N pacrnpoCTpaHeH B KayecTBe oduuManbHOro nsgaHus 6e3 paspelueHust

CDep,epaanoro areHTCcrea Nno TeXHN4YECKOMY perynmposaHMio 1 MeTpoJiormm
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BBepeHue

Hactoawun crtangapt umaeHtudeH WMCO  8536-9:2015, noarotoBrieHHOMY
TexHnyecknm komutetom ISO/TC 76 «Ob6opynoBaHue AOnsi nepenvBaHus, MHAY3NUK ©
WHbEKUMN, a Takke obopyaoBaHume ana o6paboTkM KpoBW AN MEOUUUHCKOTO W
hapMaLieBTUYECKOrO Ha3Ha4YeHNSI».

BTopoe nsgaHue otmeHsieT 1 3ameHsieT nepeoe nsgaHme NCO 8536-9:2004, koTtopoe
BbINO TEXHUYECKN NEPECMOTPEHO CO CNeayrLUMMU USMEHEHUSMMU:

- MYHKT 3 NepPBOro n3gaHusi 0 Ha3Ha4YeHMM OblST UCKITHOYEH;

- B NOANYHKT 5.8 Obinn BHecCeHbl M3MEHeHWs u [o6aBnNeHO COOTBETCTBYHOLLEE
npunoxeHue C;

- NYHKT 9 O MapkupoBke OblsT M3MEHeH [OMnosiHeHMeM uHgopmaumm 06
ncnosib3oBaHum cumsorna « XXX» B cootBetcTBun ¢ ICO 7000, cumBon 2725;

- pobasneH nyHKT 10 06 yTnunusauum;

- NyHKT A.4 6blN U3MEHEH;

- NyHKT A.5 NepBOro M3gaHus, ONUCbIBalLWLNA UCNIbITaHWE aanTepoB C KOHUYECKUMU
coegmHeHnsmu Tuna female n/vnn male Ha yTeuky, ObIn UCKIIOYEH;

- HOpMaTMBHbIE CCbIfKM U Bubnuorpaduna 6o1m 0O6HOBMNEHDI;

- CTaHgapT 6bin pegakunoHHo nepepaboTaH.

NCO 8536 noa obLmmM HaMMeHOBaHMEM «YCTPOMUCTBA MHAPY3MOHHbIE MELULIMHCKOIO
Ha3Ha4YeHUa» COCTOUT U3 CneayoLnx YacTen:

- Yactb 1. EyTbIJ'IKI/I CTEeKINnAHHbIE MHd)y3MOHHbIe;

YyacTb 2. KpbIWwKn Ana MHPY3NOHHbBIX BYThINOK;

yacTb 3. ANOMUHMEBbIE KOMNMAYKN Anst UHAY3NOHHbLIX BYTbINOK;

yacTb 4. NHY3nMOHHbIE Habopbl OAHOKPATHOrO MNPUMEHEHUs, rpaBUTALMOHHAS
nogava;

- yacTb 5. IH(py3noHHble Habopbl C OBlOpeTkoM OOHOKPATHOrO  MNPUMEHEHUS,
rpaBUTaLMOHHas nogaya;

- yacTb 6. KpbILWKM NMOPUITBHON CYLLKN NS UHPY3NOHHBIX BYTbINOK;

- yacTb 7. Konnayku KOMOWHMPOBaAHHbIE W3 anioMUHUA W NnactMaccbl  Ans
NHPY3NOHHBIX BYTbINOK;

- yacTtb 8. VIH(py3noHHbIe Habopbl OAHOKPATHOTO MPUMEHEHWS, WUCNOSib3yemMble C
annapartamu onga nHgy3um noa gasrieHnewm;

- yacTtb 9. JIuHMM nogaymn XUOKOCTU OOHOKPATHOro MPUMEHEHUS, UCMOMb3yeMble C

annapaTtamu ans nHy3umn nNoa AaBneHneM;
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- yactb 10. MNMpucnocobrneHna ana  nWHWA  Nogadn  XXMAKOCTU  OLHOKPAaTHOro
NPUMEHEHNSA, NCMOSb3yeMbIX C annapataMmu Ans MHY3un nog AaBneHneM;

- yacTb 11. IHy3MOHHbIE (PUNbTPbI OLHOKPATHOrO MPUMEHEHUS, UCMOMb3yeMble C
annapartamu onsa UHgy3um noa gasrieHuewM;

- YacTb 12. Bo3BpaTHble KnanaHbl.

Cnegyowme 4yacTn Haxo4aTCA Ha CTagumy NOArOTOBKM:

- vacTb 13. pagynpoBaHHble perynaTopbl MOTOKA OOHOKPATHOrMO MPUMEHEHUs C
MeXniomMaHbIM KOHTakToMb.

- yacTtb 14. 3axuMbl N perynatopbl NoToka Ans obopyaoBaHus ANg nepenvBaHum u

BNu1BaHuUi 663 MeXMMONAHOro KoHTakTa?.

1D NCO 8536-13:2016 geiicTByeT 1 OOCTYNEH ¢ AaTbl onybnukoBaHusa 27.09.2016 r.
2 NCO 8536-14:2016 gercTBYET U JOCTYNEH ¢ AaTtbl onybnukoBaHus 04.11.2016 r.
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HALUMOHANbHbLIN CTAHOAPT POCCUUCKOWU ®EQEPALUN

YCTPOUCTBA MH®Y3UOHHbIE MEOULMHCKOIO HA3HAYEHUA

Yactb 9

JTnHuM nogaym XnMaKocTH OAHOKPAaTHOro npuMeHeHus, ucnorsib3dyembie C

annapartamum ans VIH(*)y3VIVI noa AaBlrieHueM

Infusion equipment for medical use. Part 9. Fluid lines for single use with

pressure infusion equipment

Oarta BBepeHua — 20 - -

1 O6Gnactb NnpUMMeHeHus

Hactoswmin ctangapT pacnpoCTPaHSETCS Ha CTepUribHblE NUMHUM NOAAYM KULOKOCTU
OOHOKpPaTHOro NPMMEHEHWs1, UCMOMb3yeMble C annapatamu Ans nHy3un nog AaBneHnem
He 6onee 200 klMa (2 6ap).

HacTtodawum ctaHaapT pacnpocTpaHaeTcs Ha:

a) NMHMM ans wnpuuesbix HacocoB (SPL);

b) coeanHuTenbHble nuHuMK (CL);

C) JIMHUWU C MHTErpUPOBaHHOM MHBLEKUMOHHOM KaHtoren (LIC).

B HekoTOpbIX CTpaHax HauuoHanbHas apmakones wunu Apyrne HaumoHarnbHble
HOPMaTuMBHbIE aKTbl ABMASIOTCA OpPUOUYECKM Obs3aTenbHbIMM U UMEKT NpUopuTeT Hapg,

HacToAWNMM CTaHOapPTOM.

2 HopmaTuBHbIE CCbISNKU

B HacTtoswem CTaHgapTe ucnolib3oBaHbl HOPpMaATUBHbIE CCbIJIKM Ha crneagyrouine
CTaHOapThbl. na O0aTUPOBaHHbIX CCbIJIOK MPUMEHAIOT TOJIbKO YKa3aHHOE W3gaHune
CCbIJTIOMHOIro CtaHgapTa, AOnld HeaaTUpoBaHHbIX — MnocneaHee m3gaHue (BKJ'II-O‘-IaFI BCe

N3MEHEHMS).

lMpoexkm, okoHYamenbHasa pedakyusi
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ISO 594-2, Conical fittings with 6 % (Luer) taper for syringes, needles and certain
other medical equipment — Part 2: Lock fittings?) [[leTanu coeaMHuTeNbHbIE C KOHYCHOCTbIO
6 % (Jlloopa) ansa wnpuues, U M Opyroro MeguuuHckoro obopyaoBaHus. Yactb 2.
JltoapoBCKMEe HaKOHEYHUKN]

ISO 7000, Graphical symbols for use on equipment — Registered symbols
(MTpadmyeckme cMmBoOIbI, HAHOCUMbIE Ha 06opyaoBaHue. 3aperncTpMpoBaHHbIE CUMBOSbI)

ISO 7864, Sterile hypodermic needles for single use (Armbl MHBEKUMOHHbIE
O[HOKPaTHOro NPUMEHEHNS CTEPUSIBHBIE)

ISO 8536-4:2010, Infusion equipment for medical use — Part 4: Infusion sets for single
use, gravity feed? (YcTponcTBa WHQY3MOHHbIE MEAMLMHCKOTO HasHayeHus. YacTb 4.
NHdy3noHHbIE Habopbl OAHOKPATHOIO NMPUMEHEHWS], FPaBUTaLMOHHAsA Nogavya)

ISO 8536-10, Infusion equipment for medical use — Part 10: Accessories for fluid
lines for single use with pressure infusion equipment (YctponctBa WHGY3NOHHbIE
MeaMUMHCKOro HasHayveHus. Yactb 10. lNMpucnocobnenHnsa ana nuMHUMKM Nogayvn XUOKoCTU
OLHOKPaTHOro NPUMEHEHMS, NCMOMb3yeMbIX C annapatamun ansa MHdys3um nog aBneHMeM)

ISO 8536-11, Infusion equipment for medical use — Part 11: Infusion filters for single
use with pressure infusion equipment (YcTtponctBa WHPY3MOHHbIE MEOULMHCKOrO
HasHayeHus. Yactb 11. WHy3anoHHble  uUNbTpbl  OOHOKPATHOrO  MPUMEHEHMS,
ncnonb3yemble C annapartaMmu Anst UHy3mm nog AaBneHnem)

ISO 10993-4, Biological evaluation of medical devices — Part 4: Selection of tests for
interactions with blood (OueHka 6ruonornyeckoro 4enNCTBUA MEQULMHCKNX n3genuin. Hactb
4. NccnepoBaHue U3genun, B3aMMogencTBYOLNX C KPOBbLIO)

ISO 15223-1, Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied — Part 1. General requirements (A3genus
mMeamumHckme. CMMBONbI, MPUMEHSIEMbIE NPU MAPKMPOBaHUN Ha MEOULMHCKUX U3OEennsiX,

3TUKETKax U B CONPOBOANTESNBbHON JOKyMeHTaumn. Yactb 1. O6wme TpeboBaHus)

1) 3ameHeH Ha ISO 80369-7:2016, Small-bore connectors for liquids and gases in healthcare
applications -- Part 7: Connectors for intravascular or hypodermic applications (CoeanHuTtenu ¢ HebonbLLMM
BHYTPEHHUM OMAMETPOM AN KWAKOCTEN U rasoB, MpYMeHsieMble B MeguumHe. Yactb 7. CoeaunHutenu
BHYTPMCOCYOUCTOrO UMW MNOOKOXHOIO NPUMEHEHUST).

2) BameHeH Ha ISO 8536-4:2019, Infusion equipment for medical use Part 4: Infusion sets for single use,
gravity feed (YcTtpowcTtBa WMHMY3NOHHbIE MEOULMHCKOrO HasHadeHus. YacTtb 4. WHy3noHHbIE Habopbl
OOHOKPaTHOrO MPUMEHEHMWS, rpaBuTauMoHHas nopaya). OpHako [Ans  OA4HO3HAYHOro cobnogeHus
TpeboBaHW HacTosAWEero cTaHgapTa, BbIPAXEHHOro B AaTUPOBAHHOW  CCbIfKe, pekoMeHayeTcs

MCnonb30BaTh TOJIbKO YKa3daHHOE B 3TOWN CCbINKe n3gaHue.
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3 TepMuHBI U onpeaeneHus

B HacTosileM cTaHgapTe NpUMEHEHbI crieayoume TEPMUHbI C COOTBETCTBYHOLLNUMMU

onpeaeneHnamMmn:

anIMe‘-IaHI/Ie — YKasaHHble TEPMUHbI W onpegeneHna B 4YaCTHOCTU NPUMEeHUMbl K

npunoxenuio C.

3.1 o6bem 3anonHeHua (filling volume, Vg): Obbem TpybkMm npu OTCYTCTBUMU
AaBreHns — 3anofiHeHWe COOTBETCTBYET 3arofiHeHWO MOA4 AEWCTBUEM CUMbl TAXECTM

(camoTekom), Tpybka ocTaeTcs HeHanps>KeHHOW.

MpumedyaHne — O6bEM 3aMNONHEHNUS AOMKEH ObITb paBeH pacHeTHOMY 06beMy TPyOKu.

3.2 o6bem xpaHeHus (storage volume, Vs): O6bem Tpybkn npu nogade AaBneHus

paBHbIN cymme obbema 3anonHenus (Vi) n obvema bontoca (V).

VS:VF+VB

3.3 o6bem Gontroca (bolus volume, Vg): YBenuyeHne obbema Tpybku npu nogaye
nasneHnst (o6bem XxpaHeHuss Vs) B CPaBHEHUW C HeHanpsikeHHou Tpybkon (ob6bem

3anonHeHunsa V).

MpnmeyvyaHune — PucyHok 1 unnoctpupyeT obbem 6ontoca.
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AN,

1 — naumeHT; 2 — okkNo3n4; 3 — Tpybka; 4 — o6bem bosntoca; 5 — WwWnpuyeson Hacoc

PucyHok 1 — O6bem 6ontoca

4 Matepuanbl

MaTepI/IaJ'IbI, M3 KOTOPbLIX W3rotasfiMBalT JIMHUKXU NoAdayYn XWUOKOCTWU, OOJTXKHbI

COOTBETCTBOBATb TpebOBAHUAM, yKa3aHHbIM B pa3genax 5-7.

5 dusunyeckue TpeboBaHuA

5.1 Mpo3payHoCTb
Tpybkn NMHWIA Nogayn XMAOKOCTU OOSKHbI OblTb Mpo3padyHbiMU. [pu ncnbiTaHuy,

ykazaHHOM B A.1, rpaHuua pasgerna Bo3ayx-Boaa AomkHA ObiTb pasnuymma.

5.2 3arpsisHeHue 4yacTuuamm

JInHMM nogaymn XnakoctTu OO0SMKHbI ObITb M3rOTOBMEHbI B TakUX YCNOBUSAX, KOTOpPbIE
CBOOSAT BO3MOXHOCTb 3arpaAs3HeHus 4yactuuamum K MUHUMYMY. [lOBEpPXHOCTM Ha nyTu
ABWXEHUS XXUAKOCTU AOSMKHbI ObiTb rNagkmmm n YnctbiMu. Mpy McnbiTaHWK, yKa3aHHOM B

NyHKTE A.2, KONNYeCTBO YacTuL, He OOSMKHO npeBblillaTb MHAOEKC 3arpA3HeHnA.
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5.3 Mpo4YHOCTb NpU pacTAXKeHUn
Mpn ucnbiTaHuKn, ykasaHHOM B A.3, BCE 4acTU NUHUM NOLAYM KUAKOCTWU, OOSKHbI

BblAepXKMBaTb NpU pacTA>XeHUN CTaTUYEeCKYIO Harpy3ky He MmeHee 15 H B TeyeHune 15 c.

5.4 YTeuka

B Hauane ucnbiTaHns BCcA cuctema [OfKHaA ObiTb Bblaep)kaHa npu Temnepatype
NcnbITaHUS.

JIvHMM  nogayn  XKMOKOCTM  OOSKHbl  OblITb  HENpoHWUaembl AnNd  BO3gyxa,
MUKPOOPraHn3mMoB 1 Xugkocten. [Npu ncnbiTaHuun, ykazaHHoOM B NyHKTe A.4, He [OSMKHO

ObITb YTEYKM BO3ayxXa Ui BoAbl.

5.5 ApanTtepbl C KOHM4YECKUMU coeanHeHuamMu Tuna female n/unm male

B Havane ucnbiTaHua Bcs cuctema AofmkHa ObiTb BblAepkaHa npu TemnepaType
NcnbiTaHUSA.

ApanTtepbl OOMKHbI OblITb CHabXeHbl KOHHEKTOpPaMM C KOHUYECKMMWU COeaVMHEeHUSIMU

Tuna female n/unn male B cootBeTcTBUKN ¢ NCO 594-2.

5.6 MpucnocobneHus
Mpucnocobnenus Ans NUHUIA NogaYn XUOKOCTWU, 38 MCKMIOYEHNEM WHAY3MOHHbIX

MNbTPOB, AOJIKHBI COOTBETCTBOBATL TpeboBaHMAM, ykadaHHbIM B MCO 8536-10.

5.7 ®unbTpbl
NHQy3MOHHbIE UNbTPbl JOMKHBI COOTBETCTBOBaTb TpeboBaHMsM, yKaszaHHbIM B
MCO 8536-11.

5.8 O6bem xpaHeHUA
O6bem xpaHeHuna pormkeH ObiTb yka3aH B cooTBeTcTBuM C¢ 9.2 i). Onpepenexve
obbema xpaHeHus 1 METOA UCMbITaHWMI ANs onpeaeneHns obbema XpaHeHUs yKka3aHbl B

npunoxeHun C.

5.9 MUHBbEKUUOHHbIE Urnbl
Mpn ncnblTaHnK, ykazaHHOM B A.5, NHBEKLMOHHbIE UrIbl OOSMKHbI COOTBETCTBOBATb
TpeboBaHuam NCO 7864.



FOCT P UCO 8536-9—2021

5.10 3awuTHbIe Konnadku
MpumenstoTr MCO 8536-4.

6 Xumunyeckue TpeboBaHusA
MpumeHstoT MCO 8536-4. MeToabl UCNbITAHUA NPpUBEOEHbLI B NPUITOXEHUN B.
7 Buonorunyeckue TpeboBaHus

7.1 CTepunbHOCTb
NIvHUM  nopaum KUOKOCTM B WX WHOUBMAYANbHOW yMNakoBKe AOMKHbI  ObiTb

noaBeprHyTbl BanManpoBaHHOMY npoLeccy ctepunuaaumm (cm. [2]-[5]).

7.2 TuporeHHOCTb

JInHUM nogaym XnaKoctTy JOMKHbI BbITh OUEeHEeHbl Ha NpeaMeT OTCYTCTBUSA NMUPOreHoB
C MUCNOSb30BaHMEM NOAXOASALLEro UcnbitTaHus. PesynbTatbl JOMKHbBI NOKa3aTb, YTO JIMHUM
nogayvM >Kugkoctu cBob6OOHbI OT nMporeHoB. PyKOBOACTBO MO  UCMbITAHUIO Ha

nuporeHHocTb NpueeaeHo B MCO 8536-4.

7.3 F'emonus

JIvHMM nopaun XKMOKOCTU OOIMKHbI ObITb OUEHEeHbl Ha npegMeT OTCyTCTBUSA
reMonMTUYEeCKn AEeNCTBYKOLWMX BewecTB. PedynbTaT [O/MKEH nokasaTb, YTO JIMHMK
cBOOOHbI OT rEMONTUTUYECKOW aKTUBHOCTH.

PyKkoBOACTBO MO WUCMbITAHUIO HA Hanuyne remMoNMTUYECKN OEUCTBYHOLLMX BELLECTB
npueegeHo B NCO 10993-4.

8 YnakoBka
MpumenstoT NCO 8536-4.

9 MapkupoBKa

9.1 O6wwme cBeaeHus

MapkmupoBka [JosmpkHa cogepxaTb TpeboBaHus, ykasaHHble B 9.2 u 9.3. Ecnu
NCNOnb3ylTCA rpadouyeckme CUMBOSbI, TO OHU LOSMKHbI COOTBETCTBOBATbL TpeboBaHUAM
NCO 15223-1.
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MpumevyaHne — Hanuune npeacTaBnAOWNX MHTEPEC BELWECTB MOXHO Yyka3aTb C
nomoubto cumBona 2725 cornacHo MCO 7000, 3ameHuB «XXX» abbpeBnaTypon BellecTBa.
OTcyTCcTBME  NPEACTaBMSAOWMX  MHTEPEC BeleCcTB MOXHO  0003HauuMTb, NepeyvepKkHyB

COOTBeTCTBy}OLU,I/IVI CMMBOI.

9.2 MapKkupoBKa Ha UHAUBUAYaNbHOW YyNaKoBKe

WHavBuaoyanbHas ynakoBka [JOMmkHa OblTb MapkmpoBaHa MO MeHbLUen mMepe
crneayowen nHgpopmaumen:

a) HaMMeHoBaHue 1 agpec N3roToBUTENS;

b) TekcToBOE onucaHue COAEepPXKMMOro, HanpuMep INMHUA C KaHlnen O4HOKPaTHOro
NPUMEHEHNS;

C) yKasaHuwe Ha TO, YTO NIMHWA NoJayvn >XUOKOCTU He COAEPXXWUT NMUPOreHOB UMW YTO
NMHMS NOLAYN XKUOKOCTU HE COAEPXKUT BakTepuarnbHbIX 9HLOTOKCUHOB;

d) ykazaHme Ha TO, 4YTO JIMHMA NOAAYM >KMAOKOCTU SBNSIETCA CTEePUSIbHOW,
NnocpeacTBOM UCNONb30BaHUsA rpadmyeckoro cumeona, npueegeHHoro B MCO 15223-1;

€) Homep naptum (cepunm) C  ucnonb3oBaHunem Hagnucnm «LOT»  wnm
COOTBETCTBYHOLLEro rpacuyeckoro cumaosna cornacHo NCO 15223-1;

f) rog n mecsy ncreyeHma cpoka roAHOCTWU, COMPOBOXAAEMble€ COOTBETCTBYHOLLEWN
dopMynMpoBKOM Nnu rpadomyeckmm cMmeosioMm B cootseTcteum ¢ MICO 15223-1;

g) ykasaHuMe Ha TO, 4YTO NUHUA nodayvn XUOKOCTUM MpefdHasHadeHa TONbKO Ans
OLHOKPAaTHOro NPUMEHEHNS, NN 3KBMBaNeHTHaa hOpMyMpoBKa, UM C UCNOSTb30BaHMEM
rpadmyeckoro cumeorna B cootBetcTBun ¢ NCO 15223-1;

h) MHCTPYKUMS MO MPUMEHEHUIO, BKMOYas NpeaynpexaeHusi, Hanpumep, O CHATUK
3aLNTHBIX KONMMA4YkoB (MHCTPYKUMW MO NPUMEHEHMIO Takke MoryT OblTb B dopme
BKMNagblwa);

i) 06beM xpaHeHuss AoSMKeH BbITb MapkupoBaH B cooTBeTcTBum ¢ C.3;

J) 6ykBa «P», obo3Havawwasa aasneHve, BbiCOTa WpU@Ta KOTOPON O0SHKHA YETKO
BblAEMNSATLCA U3 OKPY>KAKOLLEro TEKCTA;

Ecnn goctynHoe NnpoCcTpaHCTBO CAULLKOM Mano, YToObl 4aTb BCHO 3Ty MHCpOpMaLMIO B
Buae pasbopumBbIX Hagnucenm u/unnu CUMBONOB, MHAOPMaUUs MOXET ObiTb cBedeHa K
ykasaHHon B €) u f). B aTom cnyyae uHdopmauus, Tpebyemasi B HaCTosILLEM NOAMNYHKTE,
OO0SPKHA ObITb YKa3aHa Ha 3TUKEeTKe crneayouwen 6onee KpynHoM TPaHCNOPTHOW YNaKoBKM

WNn rPyNnoBON YNaKoBKW.
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9.3 MapkupoBKa Ha TPaHCMOPTHOU yNaKoOBKe UJN rPynnoBOWN ynakoBKe

TpaHcnopTHas ynakoBka WM rpynnoBasi ynakoBka AOSKHbI OblTb MapKMpoBaHbl MO
MeHbLLEN Mepe creaytoLen nHpopmaumen:

a) HaumeHoBaHWe 1 agpec U3roToBUTEnNS;

b) TekcTtoBOE onucaHve coOoepXMMOro, Hanpumep NUHUS C KaHsen OAHOKPaTHOro
NPUMEHEHNS;

C) rog n Mecsl UCTeYEeHUs CpoKa rogHOCTU, COMPOBOXAAeMble COOTBETCTBYHOLLEN
dopMynmnpoBKOM nnu rpadomyeckum cumBosiom B cootseTctBum ¢ MICO 15223-1;

d) 6yksa «P», obo3HavawoLwasa gasneHune, BbicoTa WpU@Ta KOTOPON A0SMKHA YETKO
BbIOENATLCA U3 OKpYXKaloLLero TEKCTa,;

g) vHdopmauusa 06 yCcrnoBusaxX XpaHeHUS.

10 YTunusauusa

[omkHa ObITb NpegocTaBneHa WHGopmauma ans 6e3onacHOM M 3KONOrMYecKm

060CHOBaHHOW YTUNN3aL N OAHOPA30BbIX NHAY3UOHHBLIX HABOPOB.

Mpumep - «Bce2da ymunusupyiime 3a2psi3HEHHbIe KPOEb MNPOOYKMbI &

coomeemcmeuu ¢ ycmaHoeslieHHbIMU npouyedypamu buonoz2uyeckol 6e3onacHocmuy.
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MpunoxeHne A

(o6sa3aTenbHoe)

MeToabl pu3anyecknx ncnbiTaHUm

A.1 UcnbiTaHue Ha NPO3pPavYHOCTb
3anonHAT NMHUI0 Nodayn XMOKOCTM OUCTUNNMPOBaHHOW BoAow. BusyanbHO npoBepsitoT,

06Hapy>KeHa 1 rpaHuua pasaerna Bo3gyx-soaa.

A.2 UcnbiTaHue Ha 3arpsi3HeHMe YyacTuuamm

O6bemM NPOMbIBOYHOM XXUAKOCTM AOMKEH OblTb He MeHee YeM B 50 pa3 Gornblue BHYTPEHHEro
obbema wucnbiTyemoro ob6pasua. McnbiTaHue [OMKHO NPOBOAUTLCA B COOTBETCTBMM C
TpeboBaHnammn NCO 8536-4

A.3 UcnbiTaHne Ha NPOYHOCTb NPU PaCTAXKEHUU
K wucnbityemor nuvHUM Nofayn >KMOKOCTM BOOMb NPOOOSIbHOM OCU  NpuUKNagbiBaloT
pacTarmBalroLyto ctatndeckyro Harpysky 15 H B TedeHue 15 c¢. [NpoBepstoT BbliaepXmnBaeT nu

TOYKN coeaANHEHNA N KOMMNOHEHTbLI NPUINOXEeHHYH UCNbITaTelbHYIO Harpyasky.

A.4 UcnbiTaHue Ha yTeuky

A.4.1 B Havane uvcnbiTaHua BCA cuctemMa forkHa 6biTb BblgepxaHa npu Temnepartype
UCnbITaHNS.

A.4.2 TloacoeauHAT NUHMKM NoJayYn XUOKOCTU K CUCTEMe nojdadnm Bo3gyxa C MOMOLLbH
KOHHeKTopa ¢ coeanHeHnem Tuna male w/unu female B cootsetcTBumM ¢ NCO 594-2 1 3akpbiBatoT
BCE OCTallbHble OTBEPCTUS. 3anonHAT BO3OYXOM C BHYTPEHHWUM M3ObITOYHLIM AaBNEHUEM
50 klMNa B TeueHne 15 c. MNpoBepsAT NNHUIO NOLAYM XKMOKOCTM HA Hanuumne yTeyek Bosgyxa nog
Bogow npu Temnepartype (40 + 1) °C.

A.4.3 3anonHalT AVHUM Nogayvn XUAKOCTU AUCTUNNMPOBAHHOW BOLOW W MpuKiagbiBaloT
BHyTpeHHee u3bbiToyHoe gasneHue 200 klla B TeyeHne 15 muH. NMpoBepAT, NUHUIO Nogayun

XMOKOCTU Ha Hanu4ne ytedvek Boabl Npu Temnepatype (40 + 1) °C.

A.5 UcnbiTaHMe MHBEKUMOHHOW UMbl

NcnbiTaHme BbinonHAT B cooTBeTcTBMU ¢ NCO 7864.
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MpunoxeHne B

(ob6sa3aTenbHoe)

MeToAabl XMMNYECKNX UCNBITAHUNA

B.1 lMpuroToBneHue ncnbiTatenbHbIX XUOKOCTEN

Bepyt 450 cm Tpybku n skeuBaneHT 100 cM? NOBEPXHOCTM BCEX APYrMX KOMMOHEHTOB,
Hanpumep, coeavHUTENbHbIX AeTanen. Pa3bupaioT cTepunmsoBaHHyo, FOTOBYIO K MCMOMb30BaHUIO
NVHUIO MOA4auyYM >XUOKOCTM Ha Te 4acTu, KoTopble OyayT KOHTakTMpoBaTb C WHAY3MOHHOWM
XMOKOCTbIO, @ 3aTeM AenAT 9TU 4acTy NO NOEHTUYHBIM MaTepuanam.

YMeHbLUaloT pa3mep Yacten TaK, 4Tobbl MOXHO BbIfI0 CMOUYUTE BCE BHYTPEHHME N HAPYXXHbIE
NMOBEPXHOCTU. 3aTeM UX MOMeLLalT B Konby JprieHmenepa C LMPOKMM TOpPJibILLKOM OOBbeEMOM
250 mn, gobaenstot 200 Mn QUCTUNNUMPOBAHHOM BOAbl, KakK yKa3aHO B OENCTBYHOLLEM W3OaHWM
dapmakoneu, 3akpbiBaloT KOMNOY KPbILWKOW U BblAEPXKMBAOT B TedeHne 24 4 npu Temnepartype
(37+1)°C.

3anonHstoT ewe ogHy konby SpneHmenepa 200 Mn ANCTUNNNPOBAHHOM BOAbI, KaK yka3aHo B
TeKyLem nsgaHnm oapmMakoneun, HakpbiBatoT KONOy KPbILLKOM M BblAEPXKMBAIOT B TeveHue 24 4 npu
TemnepaTtype (37 £ 1) °C. 3Ty XnOKOCTb UCNONb3YIOT B KAYECTBE KOHTPOSIbHOW AS1S UCTbITAHUS B
cootBeTcTBMM ¢ MCO 8536-4:2010, B.2.

B.2 MMpoueaypbl UcnbiTaHUA
McnblTaHnsa OomkHbl NPOBOANTLCA B COOTBETCTBMM C TpeboBaHusmu NCO 8536-4, HO C

NCNONb30BaHNEM UCMbITATENbHbIX XXWUAKOCTEN, YKa3aHHbIX B NMYHKTE B.1 HacTosiwero CTaHaapTa.

10
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MpunoxeHune C

(o6sa3aTenbHoe)

O61beM xpaHeHus

C.1 Oowme cBegeHUn
B HacTosiLemM NpUnoXeHnn pasbsACHSITCA pasnnyHble U3MepsieMble 06beMbl TPYOOK NyTeM
npenocTaBreHnst YETKOro onpeaeneHnst U MeToga UcnbiTaHWiA ANs onpeaeneHns Kaxaoro ns atmux

o6bemMoB.

C.2 OnpepeneHue 06beMOB TPybok
C.2.1 O6bem 3anonHeHunsa (Vi)
O6bem 3anonHeHus TPYyOKM WMCKNIOYMTENBHO paccuuTbiBaeTcs. PacyeT npousBoguTtcst no

HOMMWHaNbHOMY BHYTpPeHHeMY aunameTpy Tpybkm no dopmyne (C.1):

ol (C.1)

roe d — HOMMHanNbHbIA BHYTPEHHUI AnameTp TPyOoKu;

| — AnvHa TpyoKN.

C.2.2 O6bem 6ontroca (Vs)

C.2.2.1 O6uwume ceBeneHns

O6bem Bontoca TpyaHO onpeaennTb TONBbKO pacyeTHbIM MyTEM, Y4UTbIBas BCE NEPEMEHHbIE,
HanpumMmep BHYTPEHHUN OMAaMETP, TOMNWMHY CTEHKW, TBEPAOCTb TPYOKW, BNUsSHWE TemnepaTypbl.
Moatomy onpegeneHne obbema 6Gontoca nNpPoM3BOAUTCA B COOTBETCTBUM CO CriegyloLmmMm
YCNOBUAMMW UCTbITaHNS (CM. Takke pucyHok C.1):

- KOMHaTHas Temnepartypa (23 + 2) °C;

- ncnblTaTenbHasa cpeda — AUCTUNNMPOBaHHas Boga, TemnepaTtypa ucnbitatesnbHoOn cpeabl
(40+ 1) °C;

- BHYTpeHHee u36biTouHoe aasneHne — 200 klMa. MNpogomkMTeNbHOCTL NOA4AYN AaBrneHus
15 c;

- BCe ucnbiTyemble o6pasLbl HaXo4AaTCsl B TOTOBOM K MCNOSIb30BAHMIO COCTOSIHUM, Hanpumep
CTEPUNBHOM;

- onvHa Tpy6kmn 2000 MM NOC KOHHEKTOPbI;

- ONS «©KECTKUX» KOHHEKTOPOB pasHuLia B 06beme npu nogave AaBneHUsi paBHa Hyrmo.

11
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PucyHok C.1 — VicnbiTaTenbHbi annapat ans onpegeneHns oobema 6ontoca

C.2.2.2 lMNpoueaypa

[nsa onpegeneHunsa obbema 6ontoca HeoH6Xxo4MMO BbINOSTHUTL CreayoLne AeNCTBUS:

a) 3anonHAT UcnbITyembli 0bpasey, 6e3 Ny3bipbkOB BO34yXa UCMbITaTENbHOW Cpeaon;

b) okkno3ma Bbixoga TPyOKM 3akpbITUEM 3arnywkon W Bxoda TpyOkM NOBOPOTOM
TPEXXOO0BOrO KpaHa;

C) onpegensitoT Maccy ucnbityemoro obpasua, 3anosiHeHHoro 6e3 gasnexHus = Mg;

d) OTKpbIBalOT TPEXXOAOBOW KpaH, NPUKIagbIBalOT MCNbITAaTENbHOE OaBreHue (OaBneHue
XMOKOCTU) K TPEXXOOOBOMY KpaHy, >XAyT, NMOKa UCMblTaTeNbHOE AaBrieHWe cTabununsmpyertcs, U
noadepkmMBatoT ero B TeveHne 15 ¢, 3aTem 3aKkpbiBalOT TPEXXOL0BOW KpaH;

€) onpegenslT Mmaccy ucnbiTyemoro obpasua, 3anofiHEHHOro nog AaBneHnem = Mo;

f) pacyer obbema Gontoca (Vs) ¢ mOMOLLbO pasHocTM maccel (11 = 1 mn), npvBeaeH B
dopmyrne (C.2):

v = , (C.2)

roe M; — macca 6e3 naBneHus;
M, — macca nog gaBneHuemMm;

[ — anuHa TpybKu.

12
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C.2.3 O6beM xpaHeHus (Vs)

O6bem xpaHeHust TpybKM paccumTbiBaeTCsl NyTeM cnoxeHust obbema 3anonHeHus (Ve) un

obbema 6ontoca (Vs), kak nokaszaHo B chopmyne (C.3)
VS = VF + VB (CS)

C.3 MapkupoBka

B cBs13M € TEM, YTO TEPMUHDBI «OOBHEM 3aMOSIHEHUSI», «OOBEM XpaHEHUSI» N «0OBbeM Bontoca»
M3BECTHbl HEe KaXXAOMy MOfb30BaTento, 3T TepMUHbl ObinM 3aMeHeHbl oben uHgopmaumen
«VOL» (obbem). 3Ta MHpoOpmaLMs CONPOBOXOAETCS YKa3aHMEM TeMMepaTypHbIX YCIOBUA W
paenenus. VMIHpopmauusa Bcerga oTHocuUTCA K Tpybke anvHom 1 m gns obnerdyeHumst npocToro
npeobpasoBaHua W/vnu pacyeta ANg Nonb3oBaTens B Criydyae 4YacTUYHOM OKKMo3uun. [Mpumep
MapKMpPOBKM NpuBeaeH Ha pucyHke C.2:

- TOYHOCTb YKa3aHusa obbema: 1 mn;

- 3CKU3 yKasaHusi MHopMaLuu.

Vi

15 ml (40 °C) /"
VOL 17 ml (40 °C//2 bar)

XX ml (XX °C)
VOL XX ml (XX °C/X bar)

PucyHok C.2 — lNMpumep MapKnpoBsku

13
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Mpunoxenne OA

(cnpaBo4HoOE)

CBefeHns 0 COOTBETCTBUM CCbINOYHbIX MeXAyHapoAHbIX CTaHAapTOoB

HauMOHalIbHbIM U MeXrocygapCcTtBeéHHbIM CTaHOapTam

Tabnuua OAA

O0603Ha4eHne CCbINOYHOro CreneHb O603Ha4yeHne 1 HanMeHOBaHMe COOTBETCTBYIOLLETO
MeXayHapogHOoro ctraHgapTa | COOTBETCTBUA HaUMOHalrbHOro 1 MeXrocyaapCTtBeHHOro ctaHgapTa
ISO 594-2 - *

ISO 7000 - *

ISO 7864 IDT FOCT I1SO 7864—2011 Urnbl MHbEKLUMNOHHbIE
OLHOKPATHOro NPUMEHEHUS CTEPUSbHbIE

ISO 8536-4:2010 - *

ISO 8536-10 IDT FOCT P UCO 8536-10-2021 «YcTponcTtea
NH(Y3MOHHbIE MEANLIMHCKOrO Ha3HayeHus. YacTb
10. MNpucnocobnennsa Ans NMHWIA nogayn
XMOKOCTM OQHOKPATHOIO NPUMEHEHNS,
ncnonb3yeMblix ¢ annapartamv ans nHy3umn noa
AaBneHnem»

ISO 8536-11 IDT FOCT P UCO 8536-11-2021 «YcTpowncTea
WHQY3NOHHbIE MEAMLIMHCKOrO Ha3HavYeHus. HacTb
11. VIH(py3noHHbIE OUnbTpbl O4HOKPATHOMO
NPUMEHEHUs, Ncnonb3yemMble C annapatamu ons
NHY3MM Nog gaBneHnem»

ISO 10993-4 IDT FOCT ISO 10993-4-2011 Uzpenus

MeaunumHckme. OueHka 6rnonornyeckoro
JEencTBNA MeanLUmMHCKUX nagenuin. Yactb 4.
Wccneposanna nsgenumn, B3anMoaencTByOLMX C

KPOBbO




OkoHyaHue mabnuubi [A.1
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ISO 15223-1

IDT

OCT P UCO 15223-1-2014 UN3penus
MeauuuHckue. CMMBOIbI, MPUMEHSIEMbIE NMPU
MapKMpoBaHUN Ha MEAVNLMHCKUX U3OENUSIX,
3TUKETKax 1 B CONPOBOAUTENbHOM

nokymeHTaumn. Yactb 1. OcHOBHble TpeboBaHns

* COOTBETCTBYHOLLNIA
peKkoMeHayeTCs UCMonb30BaTb MNepeBod Ha PYCCKUA A3blK AAHHOTO  MEeXOyHapOAHOro

cTaHgapra.

M punmeyaHumne — B HacTosiwen tTabnuue Mcnonb3oBaHo cnegyroulee ycrnoBHoe 0b0o3Ha4eHne

CTeneHn cooTBeTCTBNA CTaHOaPTOB:

HaUMOHarnbHbIN CTaHOapT OTCYTCTBYET. ,D,O ero npuHATnA

- IDT — ngeHTWYHbIN CTaHgapT.
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Bubnuorpadus

ISO 8536-8, Infusion equipment for medical use — Part 8: Infusion sets for single use
with pressure infusion apparatus

ISO 11135, Sterilization of health care products — Ethylene oxide — Requirements for
development, validation and routine control of a sterilization process for medical
devices

ISO 11137-1, Sterilization of health care products — Radiation — Part 1. Requirements
for development, validation and routine control of a sterilization process for medical
devices

ISO 11137-2, Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

ISO 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements
for the development, validation and routine control of a sterilization process for medical
devices

EN 15986, Symbol for use in the labelling of medical devices — Requirements of
medical devices containing phthalates

European Pharmacopoeia

United States Pharmacopeia

Japanese Pharmacopoeia
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KntoyeBble cnoBa: NWHUSA nogayvn XUAOKOCTH, I/IH(*)y3I/IOHHbIIZ HacocC, OAHOKpaTHOE

npuMeHeHune, TpeboBaHus, UCNbITaHUs, 06beM 3anonHeHus, o6bem XpaHeHUsi, obbem
bontoca
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