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BBepneHue

Tunbl NPOLECCOB CTEPUNM3aLUK BNAXHLIM TENMOM, UCTONb3yeMble ANA ycnewwHow obpaboTku meaun-
LMHCKUX M34enui, onpeaeneHbl, Mcxoaa u3 pusn4ecknx xapakTepucTuk, KOHCTPYKLMKU, Marepuanos u pyHk-
LIMOHATNbHbLIX XapakTepUCTUK MEAULIMHCKUX M3AEenuii, a Takke niobbix 6apbepHbIX CUCTEM AN CTEPUNU3aLmun
W/UNKU CUCTEM YNaKOBKM, UCNONb3YEMbIX ANS NPEACTABMEHNS MEANLIMHCKOTO U3Aenus AN CTepunmaauuu.

Mpon3BoAUTENM CTEPUNIM3ATOPOB BAAXHbLIM TENSIOM MOTYT NOCTABASATL CTEPUNM3ATOPLI C PAAOM 3apa-
Hee YCTAHOBMEHHbIX MPOLECCOB cTepunu3aumu. [JaHHble 3apaHee yCTaHOBMEHHbIe NPOLECChl CTepUnu3aLmm
MOTYT NOAXOAWUTb ANSi CTEPUNU3ALMM LUMPOKOTO AWana3oHa MEAULMHCKMX U3aenunii unu koMbuHauun meau-
LIMHCKUX M3AENUIN; TEM HE MEHEE MOXET BO3HUKHYTL HEODX0AUMOCTL paspaboTaTb cneLuarbHbIe NPOLIEeCChI
cTepunu3auun Ans Crepunusaumm MeauuuHCKUX U3genun unm KoMGuHaumn MeauLUHCKMX U3 enui, KoTopblie
npeacTaBnsAloT 0cobylo CMOXHOCTL ANA 3apaHee YCTaHOBMEHHbIX NPOLECCOB CTEpUnM3aLum.

KOHCTpyKUMMU U BUAbLI Marepuanos, UCNOSIb3yemble ANS CO3AaHUA MEAULIMHCKUX U3AENui, CTaHOBAT-
csa Bce cnoxHee. Marepuarnbl, ucnonb3yemble nponssoauTenem ana 6apbepHbIX CUCTEM AN CTePUnU3aLum
U/MNKU CUCTEM YNAKOBKM, U KOMOMHALMKU Pa3NUYHLIX MEAULIMHCKUX U3AENUin B NpoueaypHbiX HAabopax mMoryT
HEraTMBHO BIIMATb HA MPOHMLAEMOCTb, YAaneHne Bo3ayxa u NpoxoXxaeHne BNaXHoro Tenna, Yto NpMBOAUT K
oTKa3am B AOCTIKEHUM HEODXOAUMOTO YPOBHA 06eCneveHunsi CTepUnbHOCTY.

Knaccudukauus MeaULUMHCKUX U3genui no cemencTBam NpoaykToB MOXET NMOMOYb B pa3paboTtke yc-
noBUit AN Npouecca CTepunu3ayun BNaxHsIM TENAOM AN MEAULIMHCKUX u3aenunii. Onpeaenelne MeauumnH-
CKOTO M3Aenusi B KOHKPETHOE CEMENCTBO NPOAYKTOB AABMSIETCA NEPBLIM 3TANOM OLIEHKM 3KCMIlyaTalMOHHbIX
XapakTepucTMK B TOYKE UCMONb30BaHuA, kak onpeaeneHo B UCO 17665-1 n ISO/TS 17665-2. SddekTus-
HOCTb CTEpUNM3auuu MeAULMHCKMX U3AENUi, NCMONb3ys MPOLECC CTepunu3auum Ans AaHHOT0 CeMENCTBa
NPOAYKTOB, AOIPKHA ObiThb OUEHeHa U 3adukcupoBaHa AOKYMEHTanNbLHO BMecTe ¢ mobon npeaBapuTenbHOW
06paboTkoli, TaKol Kak YUCTKA, Ae3UHADEKLMA ANA CHUXKEHUSA BMOHArpy3ku Nocne CMa3biBaHWA U YBNAXKHEHUS
HEKOTOPbIX MaTepUanos, HaNpuMep coaepXaLyux Lennonosy.

B HacTosiLeM cTaHgapTe XapakTepucTUKK, KOTOpble CBAA3aHbl C 3h(PEeKTMBHOCTLIO CTEPUnU3aLmmn u Ko-
TOpbIE UCMONb3YIOTCA AN MAEHTUMKALMKM CeMeiicTBa NPOAYKTOB, BbIGpaHbl HA OCHOBAHUM MPaKTUYECKO-
ro onbITa, 4OBOAOB MHXXEHEPOB U SKCMEPUMEHTAmNbHbIX AAHHbIX, Kacaowmxcsa 3p(eKTMBHOCTU pasnnyHbIX
TMNOB CTEPUNN3aTOPOB BNAaXHbIM TEMNOM U UX NPOLECCOB CTepunusaumm, a Takke TUNOB U KOHCTPYKUUU
pasnnYHbIX MEAULIMHCKUX M3Aenuii 1 BapbepHbIX CUCTEM ANs CTepunusauumn u/mnu cuctem ynakosku. Meau-
UMHCKME WU34enuA, KOTOPble MapKUPYIOTCA NPOU3BOAMTENEM KaK CTEPUNU3YEeMble BAAXHbLIM TENNoM, MOryT
ObITb OTHECEHbI B CEMEICTBO NPOAYKTOB NOMb30BaTenem. Tem He MeHee He BCe MeaULIMHCKUE u3aenus Boin-
YT B OJIHO U3 CEMEWCTB NPOAYKTOB, OMUCAHHbLIX B HACTOSALLEM CTaHAAapTe. B aaHHbIX cny4yasx Heo6xoaumo
onpefenuTb HOBOE CEMERCTBO NPOAYKTOB, OCHOBLIBASICh HA OLIEHKE XapakTepuCTUK NPOAYKTOB, U TpebyeTca
JOMOSIHUTENbHAS OLEHKA 3KCNNyaTaLMOHHbIX XapaKkTepuUCTHK.

MeauumMHCKUe U3genusi, KOTopble OTHOCATCA K pasnuyHbIM CemelcTBaM NpOAYyKTOB, Yacto obpabarbi-
BaIOTCsi B OAHON CTEPUNM3ALMOHHON 3arpy3ke, coGpaHHOl B CriyqariHO BbIOpaHHYIO KOHMMUIYpaLMIO 3arpy3sKu.
HaHHbIN noaxoa ABNAETCS OOLENPUHATEIM U MPUMEHUM B MEAULIMHCKUX YYPEXOAEHUAX, B KOTOPbIX OGbLIYHO
HEBO3MOXHO NPOBEPATb KAXAYIO CTePUNUM3aunMOHHYIO 3arpy3Kky, Npu yCrnoBuu, Y4To Npouecc crepunusauuu u
CTepunmM3aTop nokasanu, Yto MOryT CTEPUNU30BaTbh BECb AMAMNAa30H CEMEWCTB NpPOAYKTOB, COCTaBMAOLLMUX
CTEPUNN3aLMOHHYIO0 3arpy3ky. Heobxogumo o6patutb BHMMaHWe Ha MPOBEPKY TOro, YTO KOMOMHauusA ce-
MEWCTB MPOAYKTOB HE CO3AaeT GOoMbLUYO CIIOXHOCTb AN CTEpUnM3aummn, Yem Habop OTAenbHbIX CEMERCTB
npoaykToB. Kpome Toro, Heotxoanmo o6paTtuTb BHUMaHWE Ha BO3MOXHOE HeraTuBHOE B3aMMOAENCTBUE MEX-
4y MeANLMHCKUMU U3AENUAMU, TAKOE KaK 3arpsi3HEHUEe MHCTPYMEHTOB TEKCTUMbHBEIMU BONOKHaMU. Mpumepsl,
NpuBEAEHHbIE B NPUNOXeHUsX B u D, UNNIOCTPUPYIOT, Kak cCUCTEMAa KOAUPOBaHWUA AOMKHa UCNONb30BaTbLCA
npu paspaboTke 3arpy3ku ctepunu3saropa.

Hacroawwi ctaHgapT 4omkeH pacemarpuBaTbcsa coBmecTHO ¢ MCO 17665-1 u ISO/TS 17665-2.
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HAUUMOHANBbHBIW CTAHAOAPT POCCUUCKOWN ®ERAEPAUNMNU

Crepunu3auusa MeaMLMHCKON NPOAYKLUMN
BJIAXKHOE TENNO
YacTtb 3

PykoBOACTBO NO onpeAesnieHui0 MeAULIMHCKUX U3aenuin B ceMeucTBa NPOAYKTOB U KaTeropum
0o6paboTkmn Npu cTepunusaumMmn napom

Sterilization of health care products. Moist heat.
Part 3. Guidance on the designation of a medical device to a product family and processing category for steam
sterilization

Dara BBegeHma — 2019—01—01

1 Obnactb NpUMeHeHuA

B HacTOsILLEM CTaHAApTe NPUBEAEHO PYKOBOACTBO MO XapaKTEPUCTUKAM MEAULIMHCKNUX N3AEnuii, KoTo-
pble NOMb30BaTeNb AOMHKEH YYUTLIBATL MPU ONPEAENneHnn MEAMLIMHCKOTO M3AENUsl B CEMENCTBa NPOAYKTOB
C LEnbio UAEHTUMMKALUKM N OTHECEHUA K KaTeropun 06paBoTKM Ans KOHKPETHLIX MPOLECCOB CTepUnu3aumumn
BNaXKHbIM TEMMOM.

MpumedaHne — XoTS HaCTOAWMIA CTaHAAPT NPUMEHUM K MEAULIMHCKUM YUPeXAEHUAM, OH MOXET UCMOofb-
30BaTbCHA NPOU3BOAUTENSAMU CTEPUIIBHBIX MeJULMHCKUX U3Aenuit uiunu B cnydasx, korga Heobxoauma uHgopmauus no
noBTOpHOI obpaboTke (cm. UCO 17664).

2 HopmaTUBHbIE CCbINKK

B HacTosiLlem cTaHaapTe UCNonb30BaHa CCbINKa Ha Cneaylowmnin ctaHgapt. [ng 4aTupoBaHHbIX CCbINOK
MCMOMNb3YIOT TOMbKO YKa3aHHOE U3faHue CCbINOYHOro cTaHgapTa, AN HeaaTUPOBaHHbIX — NocneaHee uaa-
HWe, BKIo4vad niobble O0MNnorNHeHusa, SMeHeHNA U NONPaBKU K HEMY.

EN ISO 17665-1:2006, Sterilization of health care products — Moist heat — Part 1: Requirements for
the development, validation and routine control of a sterilization process for medical devices (Ctepunusauus
MEeAULIMHCKOI npoaykuun. BnaxHoe tenno. Yactb 1. TpeboBaHusa Kk paspaboTke, Banuaaumm u TeKyLemy
KOHTPOSIO Npouecca CTepunu3auumn MeULMHCKUX U3LENUI)

3 TepMuHbI N onpeaeneHns

B HacTosiLeM cTaHaapTe NPUMEHEHbI CReayoLmMe TePMUHbI C COOTBETCTBYIOLLIMMKU OnpeaeneHnsamu:

3.1 Beaywmin npoaykr (master product): MeanumHckoe nsgenue unu psag npoueayp, UCnonb3yemble
AN npefcraBneHua Hambonee CrnoXHOW Ans CTEPUNM3aunn enHULbl B CEMENCTBE NMPOAYKTOB MNW Karero-
pun 06paboTku.

3.2 kaTeropusa 06paboTkm (processing category): pynna pasnu4HbIX NPOAYKTOB UMy CeMencTs npo-
AYKTOB, KOTOpbl€ MOXXHO CTEpUNn3oBaTb BMECTE.

3.3 ycTOMYMBOCTb K NPOHUKHOBEHUIO Napa (steam penetration resistance): CnoxHocTe 4Ns npouec-
ca cTepunusauuu, CBA3aHHas ¢ MEAULIMHCKUM M3AENUEM, BKNoYasi NoBGble CUCTEMbI 3aLLUTbI CTEPUNMBHOCTU/
CUCTEMbl YNAaKOBKW, BbI3BAHHASA BO3MOXHOW 3a4epXXKOW AOCTUXEHUA napamMeTpoB npoLiecca Ans crepunusa-
LW BRa@XHbIM TENMIOM Ha BCEX YaCTAX MEeAULIMHCKOro U3aenus.

M3paHue ocpuumanbHoe
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3.4 nonb3oBatenb (user): OTBETCTBEHHOE JIMLO, KOTOPOE MOXET ABAATLCA OAHWUM YESIOBEKOM WUIN
rpynnoui, oTeevaioLlee 3a obecneyeHue T0Oro, YTo NPOAYKTHI CTEPUNM30BAaHbI U MPUTOAHLI ANA Npeanonarae-
MOTFO UCMONb30BaHUA.

4 Knaccudukaums

Kaxxgoe mMeauuuHCKOe u3aenue, HE3aBMCUMMO OT TOrO, HOBOE OHO UMM MOAUMULIMPOBAHHOE, JOMKHO
ObITb KNaccupuuMpoBaHO NO OCHOBHBLIM MPU3HAKaM, NepeyYncrieHHbIM B Tabnuue 1. CneumanbHble XxapakTe-
PUCTUKA MEQULMHCKOTO M3AENUst AOIMKHbI OblTh MAEHTU(MULUPOBAHLI, €CNU NPUMEHUMMO, Ha OCHOBAHWUM NPU-
3HAKOB, NPUBEAEHHbLIX B 4.2.

MpuMevyaHue 1— TpeboBaHus No MHOpMaLUK, NPEROCTABNAEMO NPOU3BOAUTENEM ANA NOBTOPHON obpa-
60TKM MeAULMHCKMX U3AENUIA, MOABEepraeMelxX NOBTOPHOW cTepunusaumu, npusegeHsl B UCO 17664.

Ecnu Habop MeauMLUMHCKMX n3aenuin nomeLlaeTcs B 6apbepHylo cUCTeMy Ans ctepunusagun nmunu cu-
CTEMy YNaKOBKU, HANPUMEP NpoLeAyPHbIA HA0OP, CMOXHOCTB AN NpoLiecca CTEPUNU3aLum CO CTOPOHBI Kax-
[0r0 MEMLMHCKOTO U3AENUS AOMMKHA ObITh OLIEHEHA OTHOCUTENbLHO APYIMX MEAULIMHCKMX U3AENUM, Kak onu-
CaHo B HacTosLLeM cTaHaapTe. CeMeiicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCS iaHHbIA Habop, AOIMHKHO ObiTh
onpeaeneHo nNo MeAUUMHCKOMY U3AENUIo, KOTOpoe MpeACTaBnsieT HaubonbLUYIO CNIOXKHOCTL ANs npouecca
CTepunu3aLmm u UCNONb30BaHMSA CUCTEMbI 3aLLUTLI CTEPUNBHOCTU W/MNU CUCTEMBI YNAKOBKU. [laHHOe cemein-
CTBO NPOAYKTOB AAET BO3MOXHOCTb BblOpaTb kareropuio 06pabotku u npouecc crepunusauuu. CoyetaHue
usgenus, NPeacTaBnALLEro HaMbomnbLUYIO CNOXHOCTb, U BbIOPAHHOTO MpoLecca CTEpUNU3aUum AOMKHO He
NPOTUBOPEYUTb OrpaHnveHnamM B cootTsetcTBum ¢ MCO 17665-1.

MpumevyaHune 2 — TpeboBaHMS U pyKOBOACTBO MO CUCTEMAM 3aLYUTLI CTEPUITBHOCTU U CUCTEMAaM YNaKOBKK
MOXHO HaiiTn B MUCO 11607 (Bce yacTn) u EN 868 (Bce HacTu).

Hekotopble kKOMBUHALMM PU3NYECKNX XapakTepUCTUK, TAKUX Kak onpeaeneHsl B Tabnuue 1, MOryT npu-
BECTU K HernpeackasyeMblM HeraTMBHbIM U3MEHEeHUAM YCTOMUMBOCTM K NPOHUKHOBEHUIO napa, Kak onpefe-
neHo B Tabnuue 6. 3TO MOXET NPUBECTU K HEAOOLEHKE CMOXHOCTU ANA cTepunusauum (CM. pasaen 5, npu-
mep 2). B Takux cutyaumsx nposepka pabounx xapakTepucTuK BCeraa A0MmKHa NPOBOAUTLCA B COOTBETCTBUM
¢ NCO 17665-1.

4.1 OCHOBHbI€ NPU3HAKK

Tabnunya 1— OCHOBHble NPU3HaKK

MpwnaHak Koa
KoHeTpyKLums a
Bec b
Matepuan c
BapbepHas cuctema ans ctepunuaauun d

4.2 Pa3sBepHyTble NPU3HAKKN

Cneaytowme npusHakm obecnevmsatotr NoapoOHOCTH, XapakTepusyloLme MeaULIMHCKOE usaenme u npo-
uecc ctepunusauun. MNMosbILWEHHAs YCTOMYMBOCTL K MPOHUKHOBEHWIO Napa yka3biBaeTCs BO3pacTaloLmm Lud-
POBbLIM KOAOM.

HekoTopble nNpu3Haku onpeaensaoTcsi NPOU3BOAMTENEM MEAULIMHCKOIO U3JAENUs, B TO BPEMS Kak Apy-
rme — nonb3oBarenem. NpounssognTens MEAULMHCKOTO n3aenus obbIMHO onpeaensieT NpusHaku, Heobxoau-
Mbl€ NOMb30BATENIO ANS OLEHKU €ro YCTOWYMBOCTM K MPOHWKHOBEHUIO Mapa u Ans Bbibopa karteropuu 06-
paBoTKM Ans KOHKPETHOTO CTepunuaaTopa u npouecca crepunumsauuu. Kak ycTtoiMumBoCTb, Tak U KaTeropuio
crneayeT oueHuBaTb MOBTOPHO, €CNU MEeAUUUHCKOE u3genve o0beanHSeTca C APYIMMU B CUCTEME 3aLLMThI
CTEPUINBHOCTU W/UIKN CUCTEME YNAKOBKMU.

Mpouecc crepunusaummn JomkeH ObiTb aTTECTOBaH ANSA NPOBEPKU TOTO, YTO HEOOXOANMBIN YPOBEHD fie-
TanbHOCTW A4OCTMraeTCsa Ha BCEX MeAMLMHCKNX u3genusax, obpadarbiBaemMbix cCOBMeCTHO (CM. UCO 17665-1 un
ISO/TS 17665-2).
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4.2.1 KoHCTpYKLUA

[ns onpegeneHuns Tuna npouecca crepunusauum npyu noBTopHoi ob6paboTke N NPUCBOEHUA KaTeropumn
06paGoTKU MEAULMHCKOE M3Aenue JOMKHO ObiTb NMPUMEPHO OTHECEHO K OAHOW MNn Bonee KOHCTPYKLUMSM,
OMMcaHHbIM B Tabnuue 2. YCTONYMBOCTb K MPOHUKHOBEHWIO Napa npu yaaneHud Bo3ayxa v 3aMeLLeHun ero
HaCBbILLEHHbIM Napom ByAeT pa3Hoi AN kaxaoi KOHCTpyKuuu. Mpu pa3paboTke npouecca yaaneHus Bo3gyxa
HeoBX04MMO YYMTbIBATbL CreayioLLee:

a1: Bo3gyx npefckasyemo yaansietcs npu noBbILLEHMWU TEMNepaTypbl C BBEAeHWeM napa. BnnsaHue Ha
[JaHHOE AeliCTBME OPUEHTALUN MaroBEPOSITHO;

a2: MOXeT ObITb HE0BX0AUMO, YTOOLI MHCTPYMEHTbI ObiNM B OTKPLITOM MOMOXEHWUU, U MOXET noTpedo-
BaTbCA aKTUBHOE yaarneHue Bo3ayxa;

a3: 0CTaTOYHbII BO34YX B NyCTOTaxX MOXET BbI3BaTb HENPEACKA3YyEMYIO 3a4EePXKKY B [OCTMXKEHUU YCII0-
BUI cTepunusauuun. Moxet notpeboBaTbCs onpeaeneHue opueHTaumn u/mnu paspexeHme Bosgyxa ¢ nomo-
LUbIO aKTMBHOIO NpoLiecca yaaneHus BO3Ayxa;

a4: HegoCTaTOMHOE yaareHvue Bo3ayxa BO Bpems 8Tana yaaneHus Bo3gyxa B Npouecce crepunusauuu
MOXET BbI3BaTb HEONPEAENEHHOCTb AOCTMKEHUSA YCNOBUI CTEpUNU3aLnu;

a5: notpebyeTca akTUBHbIN Npouecc yaaneHus Bo3ayxa. Kongencar, oOpasylowmiics u3-3a pasHuLbl
Temneparyp B Npeaenax matepuanoB B3aumoaenCTBUst MEXAY NpUneraioyumMmn Apyr K Apyry MEAULIMHCKUMIA
U3genuaMK, U Ka4eCTBO Napa MOryT BbI3BaTk HEFATUBHOE BMUSAHUE HA 3(PMPEKTUBHOCTL pa3pexKeHns BO3AyXa;

a6: noTpebyeTcsa akTUBHbLIN NpoLecc yaaneHusi Bosgyxa. KonaeHcaT MOXET BbI3BaTb OKKITIO3MIO, HEAO0-
CTaToO4HOE yaaneHue Bo3ayxa u HegoCTaTo4yHOE NPOHUKHOBEHUE napa;

a7: ecnu TpebyeTcs akTUBHBIN Npouecc yaaneHusi Bo3ayxa, Heobxoaumo paspabortarb NpoLecc crepu-
nu3auuu aAnsi npoaykra.

Tabnunya 2 — KoHcTpyKuyun

CTpykTypa 'E:J)J' MNpumep

MoHonuTHas, nonas 1 Yalua, KyBLUMH, NOTOK, ByTbiNb, MEAULMHCKOE A0NOTO, LEeNbHOCOCTaB-
HOW KOXHbIi pacluMpuTenb, O4HOKOMMOHEHTHLIA NycTOW Ta3 ANs MH-
CTPyMeHTOB

LLlapHnpHble coefMHEeHUA N 3aMKK 2 HoXHULbI, WunLe!, urnoaepxartens

MpoceeT 3 Jlanapockon, 0TCOC, KaHIONUPOBAaHHLBIA PUMEP, KECTKUIA 3HAOCKON, BUHT
KaHIoNUPOBAHHbINA

Mopuctas 4 Benbe, dunetpel, Mapna

Tpy6KKM, ABUXYLUMECH YacTu, W3BM- 5 LLInaHrn aBTOMaTU4ECKNX UHCTPYMEHTOB, CUNUKOHOBBLIE TPYOKN, CTOMa-

NnCTbIe KaHanbl TONOrM4EeCcKNe HaKOHEYHUKN, OTONornYeckas apenb

MpocBeT, OKpy»KEeHHbIA  BonbLuoit 6 [Hpenb, oTBepTKa ANA KaHIONMPOBaHHLIX BUHTOB, 06TypaTop, pykosiTka ¢

maccoii XpanoBbIM MEXaHU3MOM, PYKOSITKa yBENIMYEHHOro pasmepa

Opyras 7 3apaHee HanoMHeHHbIe WNpULbI

4.2.2 Matepuan

Marepuanel, UCnonb3yemble Ansi NPOM3BOACTBA MEAULIMHCKUX U3denui, OyayTt MeTannumueckumu unm
HemMeTannuyeckumm nmbo kombuHauuei oboux. OBLIYHO MeTannIMyeckue Matepuanbl MMEIOT BbICOKYH Te-
NNONPOBOAHOCTbL, 8 HEMETANNUYECKNE — HU3KYIO TEMMOMPOBOAHOCTb.

Martepuansl ¢ HU3KOI TENNONPOBOAHOCTLIO MOKA3bIBAKOT 6OMEE BLICOKYIO Pa3HULYy TeMnepaTyp B MaTte-
puarne no CpaBHEHUIO C MaTepranamMm ¢ BbICOKOIN TENMONPOBOAHOCTLIO. OGa Tuna matepuanos NpeacTasnsaioT
CMOXHOCTb ANA npouecca ctepunusauun. BnarocogepxaHue marepuana MOXET Takke BNMSATbL Ha NEPEHOC
Tenna B npoaykTe. ATO HeobxoAMMO y4uTbIBaTL BO BpeMsl aTTectauun pabounx xapakTepucTuk ¢ marepua-
NOM B COCTOSIHWUM, NPefCcTaBnsioeM HanbonbLUYyO CIOXHOCTb.

Mpu cpaBHEeHUW C MaTepuanamu C HU3KOI TEMnonpoBOAHOCTLIO Marepuankl G BbICOKOK TEMMONpOBO-
[AHOCTBIO U PABHOW TENNOEMKOCTbIO OyAyT:

- U3HaYansHO reHepupoBaTb OOMbLUE KOHAEHCATa 3a AaHHbIN Nepuoa BPEMEHHU;

- BbiCTpee nornowarts U BbICBOBOXA AT SHEPTUIO;

- BbICTpEE AOCTUraTh COCTOSIHUA PaBHOBECUS.
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MpuMepbl HEKOTOPbIX UCMOSMb3YEMbIX MATEPUANOB NpuBeAeHbl B Tabnuue 3.

Tabnuya 3 — Martepuansl

Matepuan Mpumep MaTepuanos Kog (b)
Metann HepxaBetowasa cTane, yrnepoaucras cranb, Mefib U CTi1aBbl Ha OCHOBE MeAM. 1
Opyrve metannel unu komMmGuHaLuMn MeTannos
Hemetann Crexno, yennionosa, nonukap6onart, MNBX, MNTOI, cUnUKoH, Apyrue HemeTannel 2
4.2.3 Bec

Bec MeauUMHCKOIo u3genusa, 4actu MeguuMHCKOro usaenus (ecnu obpabartbiBaeTca 0TAENbHO) NN Ha-
0Oopa MeaULIMHCKMX U3aenuin, CrpynnUMpPOBaHHbIX B OAHY GapbepHyio cucTeMy Ansa cTepunmsauumn u/unu cucre-
My YNaKOBKMW, 1OIDKEH ObITb OLIEHEH C YKa3aHMEM OHOTO U3 KOAOB, YKasaHHbIX B Tabnuue 4. 3ta nudopmauus
MOXET NOHAA0OUTLCA NPU OLIEHKE:

- BPEMEHM pa3orpeBa;

- BPEMEHM OXIaXAEHUS/BPEMEHU BbICLIXAHUST;

- MPOAOIDKUTENBHOCTU BO3AENCTBUS B CMELLIAHHOW MO BECY 3arpy3ke cTepunusaropa;

- CTabuNbHOCTU OTAENbHBLIX YACTEN UM COCTABHLIX ANEeMEHTOB MaTepuana;

- KONMYECTBA KOHAEHCATa U ero BNUSIHUA Ha NPOHUKHOBEHME napa.

Tabnuya 4 —Bec

Bec (1) Koa (¢)
Menee 50 1
OT1 50 8o 499 2
O1 500 go 1999 3
2000 v Gonee 4

4.2.4 bapbepHble CUCTEMbBI ANA CTEPUNM3aLMmM Wnunm cucteMbl YNakoBKKU

3a UCKINIOYEHMEM CIy4aeB, KOrga U3genue acenTu4ecku NpeacTaBnsercsa cpady nocrne nosTOpHON 06-
paboTkM, OHO AOMKHO ObiTb NOMELLUEHO B BapbepHy0 CUCTEMY ANA CTepunusauun W/Wunm cUCTeMy ynakoBku
[0 TOTO, Kak OHO ByaeT cTepunusosaHo [cm. MCO 11607 (Bce uacTtu) ans kogos ot d2 4o d4 cornacHo Tabnu-
ue 5]. Koroa yctaHaBnuBaeTcsi YCTOMYUBOCTb K MPOHUKHOBEHMWIO Napa M BMAroeMKOCTb ANS MeaULMHCKOTo
n3agenus, 4OMKHO ObiTb M3BECTHO BNUSHUE KOMOWHMPOBAHHOW YCTOMYMBOCTU K MPOHMKHOBEHWIO napa, Bbl-
3BAHHON CUCTEMOW U UCNOSb3yeMbIMIU B €€ KOHCTPYKLMK MaTepuanaMmu. KombuHaumm 6apbepHbIX cUCTeM Ans
CcTepUnu3auum W/unm cuctem ynakoBku nepedyncneHsl B Tabnuue 5.

MpumevyaHue 1 — B HeKOTOpPbIX CTpaHax NokanbHblE HOPMaTMBHBIE aKTbl MOTYT 3anpelyaTb CTepunusalmio
He3anakoBaHHbIX MEAULIMHCKUX U3 enuid, B AaHHOM criydae Kog d1 He NpUMeHsieTcs.

Tabnuuya 5 — BapbepHble CUCTEMBI NA CTEPUNMU3ALIMU UMK CUCTEMA YNaKOBKH

BapbepHas cuctema gns crepunusanmu Kopa, (d)
Het 1
OpHokpaTHoe obopayumBaHne/MeLLoK 2
[BykpaTHoe obopaynBaHne ynakoBOYHBIM MaTepuarioM Wi NOMeLLEHNe B MELUOK, ABaxAbl 00epHyTLIN 3

KOHTelHep WNW NOTOK, KOHTeWHep ANs CTepunnsauum MHOTOKPaTHOMO MCMONMb30BaHUsA B COOTBETCTBUM C
VHCTPYKLMUSMU NPOU3BOAMUTENS

KomBuHaLWst ABYX Unu Gonee cucTeM, HanpuMmep KoHTeliHepa ANs CTepUUsaLn MHOrOKpaTHOrO UCMorb- 4
30BaHU1sA C BHYTPeHHeln BapbepHOi CUCTEMOI ANst CTepunuaauum

Mpumevanune 2 — MHdopmauma o npeanonaraeMoM UCNoNbL30BaHUM GapbepHbIX CUCTEM ANA CTEpUNM3aLmm
OyAeT AOCTYyMHa OT npousBoauTens. BnusHuwe komburauum asyXx unu donee cuctem (d4) moxet notpeboBaTk AOMNOMHM-
TENBHOM OLEHKM aKCnnyaTaLMoHHbIX XapakTepucTuk (cM. MCO 17665-1:2006, pasgen 8).

4
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5 CemeiictBo npoaykroB (PF)

OTHeCceHne MeaUMLMHCKOTO N3AENUs K CEMERCTBY NPOAYKTOB AOMKHO OCHOBLIBATLCA HA XapaKTepucTu-
Kax, onpeaeneHHbIX cornacHo 4.2. CeMeicTBa NpoayKTOB, KOTOPbIe MOTryT ObiTh ONpeaeneHbl Ha OCHOBaHUU
AaHHbIX XapakTepUCTUK, NepevncneHsl B Tabnuue 6.

Ucnonb3ayiite Tabnuuy 6 aAns OTHECEHUSI MEAMLIMHCKOTO U3AENUA K CEMENCTBY NPOAYKTOB U 3aTEM Ha OCHO-
BaHWUM 3TOW OLEHKU onpeaenuTe YCTOWYMBOCTb K MPOHUKHOBEHUIO Napa. [ns Kaxaoro MEAULIMHCKOTO U3AENUs:

- BbiGepuTe ypoBEHb KaXKaOoW XapakTepucTMkm oT a Ao d;

- HaWaWuTe COOTBETCTBME OAHOMY M3 CEMENCTB NPOAYKTOB B Tabnuue;

- OTMETbBTe CEMENCTBO NPOAYKTOB U 3aTeM Ha OCHOBaHWUU rpadbl (€) onpeaenute yCTOMYUMBOCTb K MPO-
HUKHOBEHMIO Napa;

- €CINU COOTBETCTBME HE AOCTUIaeTCsl, ONpeAenuTe HOBOE CEMEICTBO W 3aTEM NYTEM CPaBHEHMSA C onpe-
JAeneHHbIMWU ceMecTBaMU NPOAYKTOB U HA OCHOBAHUM OLIEHKU 3KCMIyaTaLMOHHbIX XapakTePUCTUK ONpeaenm-
T€ YCTOWYMBOCTb K NPOHUKHOBEHMIO Napa.

O6CcyXaeHue 1 OLUeHKa YCTOMYUBOCTU K NPOHMKHOBEHUIO Napa Ana Tpex TUMoB MeAULUHCKUX U3aenum
npuBeaeHsl B 5.1, 5.2 1 5.3. Y nonb3oBaTenst MOXET BO3HUKHYTb HE0GX0AUMOCTb OnpeAensiTb AONONHUTENb-
HblE€ CEMECTBA NPOAYKTOB AnNs T€X KOHCTPYKLMM, KOTOPbIE HE MOTYT GbiTb ONMMCAHbI C NOMOLLLIO OJHOW U3
CEeMM KOHCTPYKLUM, ONMUCAHHbIX B Tabnuue 2.

YCTOMYMBOCTb K NPOHUKHOBEHUIO Napa, onpeaeneHHas Ana Kaxgoro U3 cemencrsa nNpoaykToB, nepe-
yucneHHoro B Tabnuue 6, oLieHeHa n 060CHOBaHa Ha OCHOBAHUU XapaKTePUCTUK, ONpeaeneHHbIX B pasaene 4.
OTa oLeHka B NepBYIO 0MepPeAb OCHOBAHA Ha KOHCTPYKLMN MEANLIMHCKUX U3AENNIA, BXOASLLMX B CEMENCTBO, a
3aTeM CKOppeKTUpOBaHa, ECIN Ha Hee BNUAIOT Apyrue xapaktepuctuku. MpoueaypHbii HAOOP 4acTo BKIOYa-
€T HECKOMNbKO MEAULIMHCKUX U3AENUIA U KOMITOHEHTOB, KOTOPbIE OTHOCATCA K Pa3HLIM CEMENCTBAM NPOAYKTOB
U UMEIOT pasHyl YCTOWUMBOCTb ANSA NPOHMKHOBEHMS napa. CeMencTso NPoAyKTOB, K KOTOPOMY OTHOCUTCA
npoueaypHbIin Habop, 00bLIMHO onpeaensieTca MeaULMHCKUM n3aenuem unu KOMNOHEHTOM, CBA3AHHbLIM C Hau-
OonbLUei YCTOMYMBOCTBIO K MPOHUKHOBEHWIO Napa, €CNU HET BAMAHWA COCEAHNX MEAULIMHCKNX U3AENNIA n/mnn
KOMNOHEeHTOB. Mpumepbl NpuBeAEHbl B NPUNoXxeHun B.

PearnbHas yCTOW4YMBOCTE K MPOHUKHOBEHWIO Napa 3aBUCUT OT KOHAUrypaLmm 3arpysku u cneayowero:

- KOHCTPYKLMUK CTEpMnn3aropa;

- TMNa ymkna o6paboTku;

- pabo4ero cCoCToOHUA cTepunmM3aropa, NOATBEPKAEHHOrO Banuaawunei u COoTBETCTBMEeM TpeboBaHNAM
K nnaHoBbIM NepnoanyeckumM NCNbITaHUAM;

- kayecTBa obcnyxvBaHUA 060pya0BaHMSA, MOATBEPKAEHHOTO UCMLITAHUAMMU;

- pacnonoxxeHus.

5.1 Npumep 1 — PF 1

Herny6okas TOHKOCTEHHas MeTannu4eckas Jyawa:

- KOHCTpyKUMS: at;

- Matepuan: b1;

- Bec: ¢1;

- bapbepHas cuctema ana crepunusauuu u/vnu cucrema ynakosku: d1.

Map, KOHAEHCUPYIOLMIACS Ha Yalle, MPUBOAUT Kk Bonee BLICOKON KOHLEHTPaLMKU BO3AYXa Ha €€ NoBepX-
HOCTU. JTOT BO3gyx ByAeT yaanaTbCA napoMm, U YCIOBUA CTEPUNU3ALMM HA €€ MOBEPXHOCTM ByayT cobnto-
[aTbCs NPU U3MEPEHUU TEMMNEPATYPLI CTEPUNU3ALINU B pEdEe PEHCHBIX TOYKaX U3MEPEHUs, HanpuMep Ha ape-
HaXKHOW CUCTEME Kamepbl.

ManoBepoATHO, YTO HOMMHAamNbHbIE OTKIIOHEHUS HEKOHAEHCUpyeMblX ra3os (non-condensable gases,
NCG) B nape n/unu yTedku Bo3gyxa B kKamepy crepunu3atopa 6yayT HEraTuBHO BNWATb HA NPOrHO3MPYEMYIO
a(ppeKTUBHOCTL NpoLecca cTepunusauumu.

YCTONYUBOCTb K NPOHWUKHOBEHUIO Mapa ANA AaHHOro MEAULMHCKOro u3aenus oueHuBaetcsa kak ef
(cm. Tabnuuy 6), 0CHOBBLIBASACH HA KOHCTPYKUMK al. [ipyrue xapakTepucTkn U3Aenus He BAUSIIOT Ha OLEHKY.

5.2 NMNpumep 2 — PF 24

OTpe3 TOHKOCTEHHOW MAMKOM MnacTukoBon Tpyoku:

- KOHCTPYKLMSA: a5;

- marepuan: b2;

- Bec: c1;

- GapbepHas cuctema Ansa ctepunuaauuu u/unu cuctema ynakosku: d3.
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Temnepatypa ctepunusauuu, usmepsiemas B pedPepeHCHbIX TOUKaxX U3MEPEHUSA, MOXET BbITb He no-
KasatenbHON ANns AOCTWXEHMS yCrnoBuii cTepunu3auun B Tpybke. Mpu BeiGope npouecca crepunusauum u
KOHpUrypaumu sarpyskm Heo0xXoAMMO Y4UTbIBATL CrieayoLee:

- He0OX0AMMOCTb aKTUBHOM CUCTEMBI YAaneHusl BO34yXa;

- TOHKOCTEHHas Tpybka noasep>keHa 06pa3oBaHUI0 NepernboB 1 CNIIOLMBAHMIO;

- OKKINIO3US, BbI3BaHHAS KOHAEHCATOM, MPENSATCTBYET yAaneHuio BO3ayxa u3 TpyoKu 1 3agepxuBaer unm
NPEenATCTBYET AOCTUXKEHUIO YCMOBUIA CTEPUNM3aLum;

- nap, KOHAEHCUPYIOLLMIACS Ha CMEXHbIX SNIEMEHTaXx, MOXET Bbi3BaTb yBenudeHne NCG 6nu3sko k Tpy6-
Ke, ¥ 3aTeMm 3TM rasbl MOTYT NepPEeHOCUTLCA NapoM B TPYOKy;

- YTEYKM BO34yxa B Kamepy cTrepunu3artopa w/unu nossilieHHoe cogepxaHue NCG, nepeHocUMbIX na-
POM, MOTYT JOMNOMHUTENBHO YBENMMYUTL KONMMYECTBO BO3AYyXa B TPYOKE, U 3TO MOXET HEraTUBHO MOBMUATH Ha
NPOrHo3npyemyto apdeKkTUBHOCTL npoLecca cTepunusacm.

YCTOMYMBOCTL K NPOHMKHOBEHUIO Napa OLEHWBAETCA Kak €5 U COOTBETCTBYET KOHCTPYKLUMK a5. [na aax-
HOTo MeAMLUHCKOTO U3AENUSI ApYIMe XapakTepUCTUKW, NEPEYUCTIEHHbIE B pa3aene 4, He BNUAIOT Ha AAHHYIO
OLIEHKY.

Ecrnn npuBeaeHHbIe BbILLE XapaKTEPUCTMKM YYUTBIBAKOTCA Npu BbIOOpE npouecca crepunusaumu u
KOHUrypaLum 3arpy3ku, OLEHKa yCTOWYMBOCTU K MPOHUKHOBEHWIO Napa [omkHa 0CTaBaTbCsA Ha ypoBHe €5.
TeM He MeHee u3-3a psifa NepeMeHHbIX NapaMeTpoB, NEPEYNCIEHHbIX BbilLe, MOXET noTpeboBaTbcs Npo-
BEpKa YCTOMYMBOCTU K MPOHUKHOBEHMIO Mapa Ha OCHOBAHUW OLEHKM 3JKCMIyaTauMOHHbIX XapaKTepucTuk
(cm. UCO 17665-1).

5.3 NMpumep 3 — PF 27

KaHionupoBaHHas 0TBEPTKA C PYKOATKOW C HEMETaNNMUYECKUM UMK METanM4eckum NoKpbITUEM:

- KOHCTPyKUUA: ab;

- marepuan: b2;

- BEC: C2;

- BapbepHas cuctema ansa crepunm3auum u/mnm cuctema ynakoeku: d3.

Mnoxoi TennonepeHoc No NOBEPXHOCTU PYKOATKU 3a4ePXXUBAET AOCTUXKEHUE YCNOBUIA CTEPUNU3aLum B
npoceete. 3Ta 3aAepXkka MOXET MEHATbCS U3-3a BONbLUMHCTBA NPUYMH, NPUBEAEHHBIX B NpUMepe 2.

YCTOWYMBOCTb K MPOHMKHOBEHMIO Napa OLIEHUBAETCA HA OCHOBAHUM KOHCTpyKLUMK a6 kak €6. Bec u ma-
Tepuan MOryT BWSATb HA AAHHYIO OLIEHKY.

Tabnuya 6 — CemMeiicTBa NPOAYKTOB

YCTOMUMBOCTL K NMPOHUKHOBEHUIO

MK XapaKTepucTUKn napa (oueHKa)
BbapbepHas
cucrtema AnAa
o Konerpys “S(: Beo() | CropnMaL ®
yMakoBKu
(d)
112(3|4|5]|6|7|+]|1]|2(1]|2|3]|4|1|2]|3[4]|1]|2[3|4([5]|6]|7]|+
1 X X x| x| x X X
2 |x X x| x X
3 X x| x| x X X
4 X x | x X
5 [ x X x| x| x X X
6 | x x | x X | X X
7 X X x | x x| x| X X
8 X X X X | x| x|x X
9 X X | x| x| x|x|x X
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MU XapaKkTepucTuki yCTOVIHMBrlI):;: (Kori‘%mgl;uoaev-mro
BapbepHas
PE KoHCTpyKLms Mare- c?':c;;zh;i.f::n
@) p(M;l)n Bec () wwnu cuctema ©
ynakoBKW
(d)
1123|4567+ 1]12]1]2]3 112(3]4 2(3|4|5]|6]|7|+

10 X X | x| X X X
11 X X | x| X X | x| x X
12 X X X x| x| x X
13 X X | x X | x X
14 X X | x X | X X
15 X X X | X X X
16 X X X X
17 X X X X | X X
18 X X | X X X
19 X x | x X | x| x X
20 X X X X X
21 X X X | X X | x| x X
22 X X | x| X X X
23 X X X X | x| x X
24 X X | x| X X | x| x X
25 X X X X | x| x X
26 X X | X X X | x| x X
27 X X X | x X | x|[x]x X
28 X X X X | x|[x]x X
292 X X | x X
+

a CneypansHas — npoLecc cTepunnaaummn JomkeH paspabaTbiBaTbCs U NPOBEPATLCS.

+ HoBble cemelicTBa NPOAYKTOB, KOTOPLIE MOTYT ONPeAensaTLCS Nofb3oBaTeneM.

6 Kateropus o6pabotku

BknioueHne MeauUUHCKUX U3aenuii B kKaTeroputo 06paboTkn AOMMKHO OCHOBLIBATLCA HA CEMENCTBE Npo-
JYKTOB M J@HHbIX, onpeaensowmx adheKTMBHOCTb KOHKPETHOTO CTEPUNM3aTopa U ero npotiecca crepunusa-
uuu 4ns kareropumn o6paboTku.
O6beanHeHne B OAiHY kareropuio 06paboTku MEeAULMHCKUX M3aenuii C LUMPOKMM AMana3oHOM Xapak-
TEPUCTUK MOXKET NPUBECTU K YBENMUYEHUIO MPOrHO3UPYEMOMN YCTOMYMBOCTM K NPOHUKHOBEHMIO napa. OcHo-
BbIBasiICb HA KOHCTPYKLUUMN OTAENbHbIX UHCTPYMEHTOB, YCTOWYMBOCTb K NPOHUKHOBEHUIO napa 6a30BOro opro-
neauyeckoro Habopa, onucaHHoro B B.4, 6bina 6bl €2. TeM He MeHee, yunTbiBas 6apbepHyI0 cUCTEMY AN
cTepunu3auum, BbICOKMIA 0bLuii Bec Habopa, cbop KOHAeHcaTa, Henpeackasyemoe yaepXaHue Bosfyxa u
npeapacnonoXeHHOCTb K YBENIMYEHUIO YTEUeK BO3AyxXa B kKaMepy ctepunu3atopa Unu K NosiBIIEHUIO B nape

7
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HEKOHAEHCUPYEMbIX ra3oB, YCTOWYUBOCTb K MPOHUKHOBEHUIO Nnapa 6a30BOro opToneaM4eckoro Habopa Geina
oLeHeHa Kak e5. BnusHue Ha agpheKkTUBHOCTb NpoLecca crepunu3aumm Takoro 06beauHeHUsa U U3MEHEHUN
OOMKHO ObITb U3BECTHO ANA KAXXAO0W NO3MLMM, BKIIOYEHHON B Kateroputo obpaboTku.

OauH npuMmep onpeaenexHus kateropun ob6paboTku Ans HeCKOMbKUX NPoUeaypHbIX HabopoB NpuBeaeH
B npunoxeHuu D.

7 NMapameTpbl Npouecca crepunmsaym

MakcumarnbHble 3Ha4eHMA NapamMeTpoB NPOLECca, KOTOPbIE MOTYT NPUMEHATLCA ANA MEAULIMHCKOTO 13-
Jenua Bo BPEMS MpoLecca CTEpUNM3aunmn BraXKHbIM TEMMOM, HE JOIDKHbI MPeBbIWaTh T€, YTO OnpeaeneHsl
NPOU3BOAUTENEM MEAULIMHCKOTO U3aenus (CM. MpunoxeHune A).

8 JononHutenbHble hakTopbl

8.1 KommyHukauum

KoneBaHusi B ka4eCcTBE KOMMYHUKAUMIA, UCMONb3yeMbIX AN obBecneveHus npouecca crepunusauum,
MOTYT BNUATL Ha 9PPEKTUBHOCTb npouecca crepunu3aumun. KonebaHus MoryT Takke BNUATb Ha YCTONYM-
BOCTb K MPOHMKHOBEHUIO Napa, ypOBHU 3arpsi3HEHUs, CPOK CryxObl HEKOTOPbIX MEeAULIMHCKUX U3AENUIA, NOA-
BepraemebIx npoueccy crepunuaaynn. Kayectso napoBbiX KOMMYHUKALMA AOMKHO ObITb TAKUM, KaKk ONMUCAHO
B ISO/TS 17665-2:2009, npunoxeHue A, nyHkte 11.2 n Tabnuue A.2.

8.2 BbIGOp npouecca

Mpouecc cTepunusaumm coCToUT M3 pALA ONUCAHHBIX 3apaHee 3TanoB, NPOBOAUMbIX B KOHTPONMUPYEMOMN
nocneaoBaTensHOCTU. MNepemeHHble npouecca U napamMeTpbl Npouecca AN Kaxaoro arana onpenensiorca
TUMNOM MEAULIMHCKOTO U3aenus, kateropuei o6paboTku u KOHUrypauuerii 3arpy3ku, KOTopasi MOXET cTepunu-
3oBatbcs. MNepsblit 3tan paspaboTaH ans o6ecnevyeHns ycnosuin agnsa Toro, 4tobbl Ans BCEro AuanasoHa ka-
Teropuii 06paboTku U KOHdpUrypauuii 3arpy3ku onpeaeneHHble 4acTu KaXxaoro MeauLMHCKOro usaenust Goinm
CTEPUNbHLIMK MOCNE BO3AEWCTBMS HA BTOPOM 3Tane npoiecca crepunusauun. Bosspar k atmocdepHbIM yC-
NOBUSAM ANSA UCMONb30BaHUSA OCYLLECTBIAETCA Ha TPETLEM 3Tane.

B yupexxaeHusx 3agpaBooxpaHeHnsi 60NbLUIMHCTBO MEANLIMHCKUX U3AENUIA CTEPUNN3YETCA HACBILLEHHBIM
napoMm, M TpW STana npolecca CTepunu3auun BKIIOYAIOT NOCNEeAoBaTeNbHO yaaneHue Bo3gyxa, CTEpUnu-
3aumio u cylwky. [usaiiH sTana yganeHusi BO3gyxa OCHOBaH Ha NPOCTOTe M cnocobe yaaneHus Bosayxa C
NMOBEPXHOCTU KaXKAOro MEAMLMHCKOTO U3ienus B CTEPUNU3ALMOHHON 3arpy3ke. MNpocTaa cuctema yaaneHus
BO3AyXa ABNSETCA MACCUBHOW W OCHOBLIBAETCH HA IPAaBUTALMOHHOW 3aMeHe BO3AyXa, BbI3BAHHOW pasnuy-
HbIMK MIIOTHOCTAMK BO3ayXa W napa. [aHHbIA TUN CUCTEMBI yaaneHusi BO3ayxa HE NOAXOAWT, ECru BO3AyX
MOXET 3a4ep>XUBaTbCSA, KaK 3TO NPOUCXOAUT B CUCTEMAX YNMAKOBKM MNM NpocBeTax. AnNbTEPHATMBON rpaBu-
TaUWOHHOMY yAaneHuio Bo3ayxa sIBNSAETCA akTUBHOE yaarieHue Bo3ayxa. AKTUBHOE yaaneHue Bosgyxa Ao-
cTuraetca Mcnonob3osaHUeM napa, BaKyymHOro Hacoca unu Boibl nog AaBneHWEeM B Ka4yecrse UCTOYHUKOB
ANS CO3aaHUA Cepumn U3MEHEHWI AABNEHUIN HUXe aTMOCHEpPHOro aBneHus, Boilue aTMOChepHOro AaBneHns
U KOMBUHALMK 1 TOTO, U APYroro. YPOBHU BEPXHETO U HUXKHETO AABNEHUI, YNCNO U3MEHEHUIA U XapaKTepu-
CTUKM KaXA0r0 M3MEHEHUSA OCHOBLIBAIOTCA HA TUME MEAULMHCKOTO U3Aenusl, yCTOMYUBOCTU K MPOHMKHOBEHUIO
napa (cM. Tabnuuy 6) u kateropuu 06paboTku. YaaneHue Bo3ayxa A0MDKHO o6ecneunBaThb, YTOObI OCTaTOUHbIN
BO34YyX B Kamepe CTepunusatopa U Ha NOBEPXHOCTU CTEPUNU3ALIMOHHON 3arpy3ku HE3HAYUTENbHO BIIUAN Ha
3P hEKTUBHOCTL CTEPUNU3ALIUN.

YTeuku Bo3gyxa B KaMepy CTepunmsaropa U HEeKOHAEHCUpyeMble rasbl B Nape HEratuBHO BIMSAIOT HA
achchpekTUBHOCTL 9Tana yaaneHus Bo3ayxa. Ha Hero Takke HeraTUBHO BRUSIET BKIIOYEHWE B OfIHY Kareropuio
00paboTku MeaULIMHCKUX U3AENUI C CUNBHO OTIIMYAIOLLENCS TENNMONPOBOAHOCTLIO U/UMW BECOM.

OT1an aABa HAYMHAETCA NPU MUHUMATLHOW ONpeAeneHHon TeMneparype cTepunusauuu, u BO31IenNcTemne
JAHHOI TemnepaTypbl AOMKHO OCYLUECTBIATLCA B TEYEHME MUHUMANbLHOTO ONPEeAEesnieHHOro BPeMEHW Bbl-
aepxxu. Mpu crepunusaumm MeauUMHCKUX U3aenuii 6onbLIOro Beca MOXET NoTpe6oBaTbCa AONONMHUTENBHOE
BpeMs BO3JENCTBUSA ANA AOCTUXKEHUSA TEMSOBOro paBHOBECHUS.

3Tan Tpu paspabotaH Takum o6pa3om, UTobbl Nocne 3aBepLueHUs CyLku (06bIMHO BaKyyMOM) hunbTpo-
BaHHbI BO3yX BOCCTAHABNUBAN AaBIIEHUE B kamepe CTepunusaTopa 0 YPOBHA aTMOCEPHOro AABNEHUA.
MpoaomxMTENLHOCTL STana CyLUKU 3aBUCUT OT NPEACTaBNEHUs U BECA KaX 0 NO3MuMu B CTEPUNN3aLMOHHON
3arpyske.
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MpunoxexHne A
(cnpaBo4Hoe)

MapameTpbl nNpouecca

A.l KpuTuyeckumun nepemeHHbIMU npouecca CTepumsaunmn BiaXHbIM TEN/IOM ABATCA Temneparypa, Bpems u
Hanunume Bnarn (cM. NCO 17665-1). AnA pa3paboTkM KayeCTBEHHOro npouecca Heo6XxoAMMO yuuTbiBaTb Apyrue napame-
Tpbl Npouecca, Takme Kak fassieHne, guanasoHbl U3MEHEHUs AaBfieHUs U TeMnepaTtypbl U Bpems BblAEpXKU.

A.2 MeauuuHCKne N3fenus He JO/KHbI NOABepraTbCa napameTrpamM npouecca, KOTopble MOTyT HeratTMuBHO NOBAUATH
Ha MYHKLMOHabHYI0 3h(PEeKTMBHOCTb, TepaneBTUYeckne 3HauyeHns n CPoK Cayxobl.

A.3 MapameTpbl npouecca, UCnonb3yemble ANA MOATBEPXKAEHUS TOro, YTO MUHMMasbHasA CTeneHb obecneyeHuns
CTepuIbHOCTK JocTuraetcs B paboyem nopsigke, MoryT 6biTb OonpefeseHbl C UCNOJ/Ib30BaHMEM MapameTpuyeckoro nméo
6unonornyeckoro nogxopa, kak onucaHo B ISCAS 17665-2:2009, npunoxeHus A n B cootBeTcTBeHHO. OnpegeneHue npo-
Lecca, OCHOBaHHOe Ha npejctaBfieHUn 0 buoHarpyske npoaykra, obcyxgaerca B MCO 17665-1, nyHkTbl 7.3 u 8.5.

A.4 VicnbiTaHnsa, onucaHHble B ISCATS 17665-2, npunoxeHue A ycTaHOB/EHbl ANA napameTpuyeckoro nogxona
N UCMOMb3YITCA ANA NPOBEPKM MUHUMANbHbIX Paboumx xapakTepuCTUK KOHKPETHOro cTepunu3artopa. JaHHble 3Tux uc-
NbITAHWA NCNONb3YITCA 415 ONpefesieHns napameTpoB npouecca, nepeyncneHHoix B Al n A2, n ana noATBEPXAeHUs
TOro, YTO BO3AyXa W HEKOHAEHCUMpPYeMbIX ra3oB, OCTAMLWMXCHA B CTEPWUIN3ALMOHHON 3arpy3ke nocne 3aBeplieHuss aTana
yAanexHus Bosfyxa, HefocTaTouHO AN TOro, YToObl NPEensATCTBOBATb HAXOXAEHNIO HACBILLEHHOTO napa Ha BCeX MOBEepPXHO-
CTAX UCMbITaTeNbHOro obpasua, BKIYAs CKPbITble MOBEPXHOCTW, OTKPbITbIE B kamepe cTepunusatopa. VcnbiTaTesnbHbli
obpasey, 1 TpeboOBaHUA K pabouMM xXapakTepucTvkam A/ AaHHbIX UCNbITaHUA o6ecneynBaloT BbICOKYH YCTOMYMBOCTb K
NpoHNKHOBEHMWIO Napa (cm. Tabnuuy 6). Ha pucyHke A1 nokasaH TemnepaTypHblii Npoduab AN He6ONbLIOW UcnbiTaTeNb-
Hol 3arpyskun (cMm. ISO/TS 17665-2, npunoxeHune A). Pa3Huua B Temnepatype Mexay S1 n S2 MoxXeT 6biTb MCMO/b30BaHa
ONSA NPUHATUSA PeLleHus 0 Ha/IMYMn HacblLeHHOro napa.

Ecnu npouecc ctepunmsauum u napameTpbl npouecca, onpefesieHHble Ha OCHOBAHWM 3TUX UCMbITaHWA, UCNOMb3YTCA
AN cTepunn3auumn MeanUMHCKUX 3aenuii ¢ BbICOKOM YCTONYMBOCTbLIO K MPOHUKHOBEHWIO Mapa, TO AO0/MKHbI ObITb 4OCTYNHbI AaH-
Hble A719 060CHOBaHMA AaHHOro pelleHns. O60CHOBaHWE [aHHOrO pPeLleHnst JO/IHKHO ObiTb AOKYMEHTa/IbHO 3atiNKCUPOBaHO.

0O603HaveHusa: A — Havano nnato; B — koHel nnato; '5— Temnepartypa
ctepunusaunu; 'e — guanasoH Temnepartyp cTepunusauun; S1— pedepeHcHas
TOYKa; S2— LEHTP ucnbiTaTenbHOro obpasua; S3— Ha 50 MM Bbille UCMbITaTeNIbHOro
obpasua; [l — makcumanbHoe OTK/IOHeHWe; 22— MakCUMasibHOe OTK/IOHeHWe —
nepsble 60 c; M3— MakCcMMasibHOe OTK/IOHeHWe — yepes 60 c; f1— nepuopg nnaro;
t2— Bpems BblpaBHMBaHWS; t3— 60 C; t4— Bpems BblaepXKu

PucyHOKA.1 — 3JkcnnyaTauuoHHble Tpe6oBaHus: He60/bLIas UCNbiTaTeNbHas
3arpyska

A5 [na MeguUUHCKMX n3fenuii, umerwmnx 6/M3Kyl0 YyCTOWUYMBOCTb K NMPOHUKHOBEHWIO Napa, HO ONWCbIBAEMbIX
CU/IbHO OT/INYAKLWNMUCA XapakTepucTukamu, MoryT noTpeboBaTbCA He OfMHAKOBble napameTpbl npouecca. Ecnu onu
BK/IIOYEHbl B OAHY KaTeropuio o6paboTkn, Kak B C/iydae npoueAypHOro Habopa, [O/HKHO NPOBEPSATbCSA COOTBETCTBME Na-
pameTpoB npouecca A.1 nA.2.
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A.6 XoTa KoHAeHcaT napa, OCTaBLUMIACA BHYTPU CUCTEMBI 3aLLUThI CTEPUITBHOCTH, MOXET UCNONbL30BaTLCA ASA Bbl-
SIBMEHUA OTKasa npouecca CTepUnU3aLMm, oH MOXET Takxke yKasbiBaTb Ha AOMONHUTESIbHOE BANAHWE Ha YCTOWYNBOCTb K
NPOHUKHOBEHWIO Napa. MpU4NHOWK MOXET BbiTb 0A4HO UK KOMBMHALMA U3 cneayIoLLero:

- KOHpUrypauusa kamepbl cTepunusaropa;

- KOHCTPYKUUA U MaTepuansl, UCNoMb3yeMble NPOU3BOAMTENEM AN CUCTEMBI 3aLUUTLI CTEPUSIBHOCTH;

- KOHpUrypauus sarpysku;

- KOMBUHALMA BLICOKOTO U HU3KOrO BeECa MEANLIMHCKUX U3 enuii;

- cofepxaHue Boabl B Nape;

- 4ukn o6paboTku.

[nsi HEKOTOPLIX TUMNOB MEAULIMHCKUX U3LENUIA MOXET BbITb HEO6XOMMO BKITIOUUTL:

a) NpefBapuUTeNbHbLIN HarpeB 40 U3MEHEHUs AaBneHns Ansa nsgenuii ¢ 6onsbLLIMM BecoM;

b) 3afepPXKKy Mexay USMEeHEeHUAMU daBlieHUA Ana BblpaBHUBaHUA AaBNeHUA U TeMnepaTtypbl B NpocBeTax Manoro
Avnamertpa;

C) BLICOKWIA ypoBeHb BakyyMa (Hanpumep, 2 kla) 40 M3MEHEeHWA AaBneHusa ANs MUHMMU3auM nonagaHus BoAbl B
OTKpbITbIE KOHLbI TPYBOK;

d) KOHTPOMNb CKOPOCTU M3MEHEHUS JaBNeHNs AN MUHUMU3ALMN PaCTPECKUBAHUSA TOHKOCTEHHbIX NACTUKOBLIX Me-
OVLUHCKUX M3aenuid.
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MpunoxeHne B
(cnpaBo4Hoe)

OnucaHne npouenypHoro Haéopa. MNMpumepsbl

Hwxe npriBeaeHbl NPUMEPS!, WATIOCTPUPYIOLLME KOMBUHALMM Pa3/INYHbIX MeAMLMHCKAX U3l ANns onpeaeneHns
CeMeiicTB Npo/yKToB.

B.1 Ha6op gns ocmoTpa/akcTpakuumn (opanbHbIii)
B 1.1 O6wme NonoxeHus

Habop 4515 ocMOTpa/akCcTpakuuy BKIKOYAET B Ce65 psAf, OTAE/bHbIX NPEAMETOB, Kak NokasaHo Ha pucyHke B.1, onu-
caHo B Tabnuue B.1 n npoaHannsmposaHo B Tabnuue B.2. OueHka Habopa NpoBOAWTCS B COOTBETCTBMU C pas3gesiom 4 u
3aK/1I0YaeTCca B CNefyowWwemM:

- KoHcTpykuma nosuumii B Habope BapbUpyeTcs OT NPOCTOW A0 YMEPEHHO C/IOXHOW. DNeMeHT 8 (XMpYpruyeckuii
HaKOHeYHWK oTcacblBatLLeli Tpy6KkM) MMeeT NPOCBET, Knaccudukaumio KOHCTPYKUMKM a3 M OLEHEeHHYI YCTOWYMBOCTb K
NMPOHWKHOBEHMIO Napa €3, ABMSALWMeCcs HavBbICLLIMKU B Habope.

- Vicnonb3yemMble MaTepuasbl BKIOYAIOT Kak MeTaull, Tak U NaacTuk. JIOTOK BbINO/HEH U3 nosvkapboHaTa, marepu-
asia MMeloLLLero H13KYI0 TENI0NPOBOAHOCTL, U, Kak OXugaeTcs, npeAcTaBnseT Hanbosbllylo CNOXHOCTb. [laHHbIl MaTepu-
an vMeeT knaccudmkaumio b2 1 oLeHeHHY YCTONUYNBOCTbL K MPOHUKHOBEHMIO napa e2.

- CpefHuii Bec anemeHTOB 25, 06wWwwit Bec 150 . KnaccudmumpyeTtca kakc2.

- B kayectBe cucTtembl 3aWmMTbl CTEPUNIBHOCTU UCMONb3yeTcs roypupoBaHHas bymara. OHa uMeeT kiaccuduka-
uuto d3 v yCTOMYMBOCTb K MPOHMKHOBEHWIO Napa e3.

PucyHok B.1 — Hab6op ana ocmoTpa/akcTpakuum

Tabnnya B.1 — Cogepxumoe: HaAbop 4719 OCMOTPa/aKCTpakuum

Mo3nuys OnicaHve Konunyectso
1 JloTok 13 rony6oro niactuka 1
2 Bknagka B noTok 130 * 180 cm 1
(He nokasaHa)
3 CTomarosiormyeckoe 3epkaso 1
4 CTOMAaTOo/I0rMYecKnin 30H4, 1
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OkoHyaHue mabnuupi B.1

Mosuuus Onucaxue Konuuectso
5 3axum 1
6 LWinpwuyy 1
7 ApanTep oTcaceiBaTens 1
8 HaKoHEeYHUK XUpYpruieckoro otcacbiBaTens 1
9 3TuKeTKa notka 1
10 Benas kpen-bymara 60x60 2
(He nokasaHa)

Tabnuya B.2— Ananus: Habop Ansa ocMoTpa/aKcTpaKkLum

YeTonumnBocTb
XapakTepucTuka OnucaHue Kog K NPOHUKHOBEHUIO Napa
(oueHka)
Obuee onucaHue Habop MOHOMUTHBLIX MHCTPYMEHTOB, MOMELLEHHbIN Ha e3
nogknagky B NAacTUKOBOM NOTKE W ABaxAbl ynako-
BaHHbLIA, UNK
aHanorn4HbLIN Habop MOHONUTHLIX MHCTPYMEHTOB, NO- el
MEeLLEeHHbI B IOTOK U3 Nanbe-malle, OCTaloWMWACA He-
yNakoBaHHbIM.
O6wwit Bec npumepHo 150 r
KoHcTpyKuus MoHonuTHas al el
MepdoprpoBaHHLIA NOTOK M3 NonvkapboHaTa a2 e2
MHCTpYMeHTLI ¢ NpocBeTOM (HaKOHeYHUK oTcackiBa- | a3 e3
Tens)
Matepuan HepxaBsetoljasa crans b1 el
MonukapSoHaT (NoToK) b2 e2
Bec MpumepHo 25 1 c1 el
BapbepHasa cuctema ana | Het d1 el
cTepunusayum u/unm KpenuposaHHada Oymara d3 e3
cucTema ynakoBku

B.1.2 CemeiicTBO NpoOAyKTOB

CeMelcTBO NPOAYKTOB, K KOTOPOMY OTHeceH Habop ANA ocMoTpa/akeTpakuun, PF8. AHanns HaGopa npuBeseH B
Tabnuue B.3. OTHeceHune k PF8 ocHoBaHO Ha noauuuu 8 (oM. Tabnuuy B.1); gononHuTensHoe BAWSIHUE CO CTOPOHbLI Mo-
nnkapboHaTHOro S10TKa U HU3KMIA BEC NexXallux paaoM MeAULMHCKUX n3genunii B Habope BYAYT HE3HaUYUTENBHO BNUATL Ha
OLIEHKY YCTOMYMBOCTM K NPOHUKHOBEHUIO Napa — €3 ANA faHHOro MeALMHCKOro Usfenus.

Tabnuuya B.3— CeMelcTBO NPOAYKTOB — KnaccudumkaL s, oCHoBaHHas Ha oLeHKax: Habop AN ocMOTpa/3KeTpaKLmm

YcTON4YNBOCTL K MPOHUKHOBEHUIO

MW XapakTepuctuka napa (oLeHka)
BapbepHas
cuctemMa Ans
KoHcTpykupma Mare- Bec cTepunusaumn
PF pwan (e)
(@) (b) (©) n/vnu cuctema
ynaKkoBKW

@
112 (3|14 (5|6 |7+ [1 2123|4123 (4|1 ]|2|3|4|5|6]|7]|+

8 |x |x |x X | x x| |x X | X [ X

12
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B.2 Ha6op 13 yuctockona, MocTa 1 o6Topatopa

B.2.1 O6ume NonoxeHns

Habop mMOCTOB 1 06TIOPATOPOB BK/IHOYAET HECKO/IbKO OTAE/bHbIX NO3WLIMIA, Kak NokasaHo Ha pucyHke B.2, onucaHo
B Tabnvue B.4 n npoaHannsvpoBaHo B Tabnvuye B.5.

OueHka Habopa nNpov3BOAMTCA B COOTBETCTBUM C pasfesnioM 4 1 C yYeToM criefytoLero:

- KoHCTpykuma nosvuuini B Habope BapbupyeTcsi OT NPOCTON A0 C/OXHONA. Mo3nums 3 (CTBON LMCTOCKOMNAa-ypeTpo-
cKona) MMeeT HebOMbLLO NPOCBET, KiaccudmumpyeTcs No KOHCTPYKUMM Kak a5, U yCTOMUYMBOCTb K MPOHUKHOBEHWIO napa
oLleHuBaeTcs Kak €5, Hanbosnblasa A9 AaHHoro Habopa.

- Acnonb3yemble matepuaUibl BKIYAIOT Kak METau/1, Tak U nnacTuk. Mognoxka B /IOTOK BbINOSIHEHA U3 CU/IMKOHA,
MMeeT HU3KYI0 TEMNIoNPOBOAHOCTb W, KaK OXugaeTcs, npefAcrasnseT HaubosbLLy0 C/IOXHOCTb. [laHHbI Matepuan knac-
cudbmumpyeTcs kak b2, 1 ycToRuMBOCTb K MPOHNKHOBEHWIO Napa OLeHNBaeTCa kak e3.

- O6wumii Bec coctaenseT 200 r, BeC oTAe/bHbIX No3uumii Bapbupyetcs ot 5 go 100 r. KnaccudumumpyeTcs Kak c2.

- BapbepHas cucTema 4151 CTepUM3aumyM COCTOUT U3 NepdiOPUPOBAHHOIO asIloMUHWEBOTO /10TKA C KPbILLKOM, fBaX-
Obl 06epHyTOro kpen-bymaroii. Knaccudmumpyetca kak d3, 1 ycToliuMBOCTb K NPOHMKHOBEHUIO Napa OLeHBaeTCs Kak e3.

PucyHok B.2 — Habop u3 uuctockona, mocta u obTiopaTopa (22 FG)

Tabnunya B.4— Cogepxumoe: Habop 13 uucTockona, mocta m obTiopatopa (22 FG)

Mo3nuys OnvcaHvie coaepxvMoro Konnuectso
1 NoTok ansa crepunusauum 1
2 CunvkoHoOBas NOA/0XKKa 1
3 CTBON UMCTOCKOMa-ypeTpockona 1
4 O6Tiopatop 1
5 KnanaH gns yucrtockona-ypetpockona 2
6 Konnayok npyxuHbl 3
7 Teneckonuuecknii MocT 1
8 KnanaH gns TeneckonMyeckoro Mocta 1
9 YNAOTHUTENbHBIA KONNavoK 1
10 JTukeTka NoTKa (He nokasaHa) 1
n Benasa kpen-6ymara 90x90 (He nokasaHa) 2

13
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Tabnuya B.5— AHanua: Habop M3 uucTockona, MocTa u obTiopaTopa (22 FG)

YcTonuneocTb
Xapaktepuctuka Onucaxune Koa K NPOHUKHOBEHMIO Napa
(oueHka)
Obuiee onucaHune HKecCTKUI SHJOCKON U ero YacTu, pacronoXeHHble Ha e5
CUIMTUKOHOBOW NOANOXKE U NoMeLLeHHble B nepdopu-
POBaHHbI KOHTEMHEpP C KPbILKOW, ABaxAbl 06epHy-
Tl KpenMpoBaHHoi Bymaroil.
O6wwit Bec npumMepHo 200 r
KoHeTpyKuma MoHonuTHas al el
[MepcopupoBaHHbIA antoMUHUEBbIA NMOTOK al el
[MpoceeThl a5 e5
Marepuan HepxagetoLas cTanb, antoMUHWUiA b1 el
CWnunkoH b2 e3
Bec Or5p0100r c1 el
c2 el
BapeepHas cuctema ans | KpenuposaHHas bymara d3 e3
cTepunusayum n/unu
cucTema ynakoBKu

B.2.2 CeMeiicTBO NnpoayKTOB

CeMelicTBO NPOAYKTOB, K KOTOPOMY OTHeceH HaGop U3 uMcTockona, MocTa U obTiopaTtopa, PF24. AHanua Habopa
npusegeH B Tabnuue B.6. OTHeceHne k PF24 ocHosaHo Ha nosuuuu 3 (cM. Tabnuuy B.4), aononHuTensHoe BAusiHue co
CTOPOHBI CUITMKOHOBOM NOAMOXKA U HU3KWUI BEC NEXaLUMX PSAOM MEAULIMHCKUX U3 enunii B Habope ByayT HE3HAYUTENBHO
BMUATb Ha OLEHKY YCTOMYMBOCTU K NPOHUKHOBEHUIO Napa — €5 AnsA AaHHOro MeAULIMHCKOro g enus.

Tabnuya B.6 — CeMelCTBO NpoAYKTOB — KnaccudukaLlus, ocCHOBaHHasA Ha oueHKax: Habop 13 yuctockona, MocTa M
obTiopaTopa (22 FG)

YCTONYUBOCTL K MPOHUKHOBEHUIO

MW XapaKrepuctuka napa (oLeHKa)
BapbepHan
Mare- cuctema AnA
PF KoHcTpykuma puan Bec cTepunusayun @
(@) (b) (c) nwunu cuctema
yNaKkoBKu

@

112134567 |+|1|[2[1]2]|3|4|1]|2]|3|4[1|2]|3|4|5|6]|7]|+

24 | X X X| x| x|x X X X X

B.3 O¢pranbmonoruyeckuit Habop AnA aKCTpakuumn KatapakTbl Ne 6

B.3.1 O6wue nonoxeHus

OdpTanbmonornyeckumii Habop Ans sKcTpakyum KatapakTel Ne 6 BKMOMaeT HECKONMBKO OTAENbHBLIX NO3ULMIA, KaK Mo-
Ka3aHo Ha pucyHke B.3, onucaHo B Tabnuue B.7 u npoaHanuauposaHo B Tabnuue B.8.

OueHka Habopa NpoW3BOAUTCS B COOTBETCTBMU C PasfefioM 4 1 ¢ y4eTOM CreayoLero:

- KoHeTpyKkunsa nosmumii B Habope BKIoYaeT NPOCTble LWapHUPHbIE COEAUHEHNUS], 3aMKNU U MOHOSNUTHLIE KOHCTPYK-
Luu. MosnLUMK € WapHUPHLIMUA COEAUHEHUAMUN U 3aMKaMU (HOXKHULIBI M HEKOTOPLIE 3aXKUMbl) NPEACTaBNSAIOT HaMbonbLLY
CMOXHOCTb U3-3a 3aKpbITLIX COMPSPKEHHBIX NoBepXHocTel. OHU KrnaccuuULMpYoTCsl NO KOHCTPYKLUMK Kak a2, U yCTOWYU-
BOCTb K NPOHWUKHOBEHUIO Napa OLeHUBaETCA Kak e2.

- Mcnonbsyemble MaTepuarnbl BKIIOHAKOT Kak MeTanm, Tak U nnactuk. KOMMNOHeHTbl M3 CUnUKoHa U nonukapboHaTta
UMEeET HU3KYI TENMONPOBOHOCTL U, KaK OXuAaeTcs, NpeAcTaBnsaioT HanbonbLuylo CNoXHOCTbL. Oba AaHHLIX MaTepuana
KrnaccugULMpYIOTEA Kak b2, n ycToituMBOCTL K MPOHUKHOBEHUIO Mapa OLieHMBaeTcA Kak e3.

- Bec oTaenbHbIX nosnumii Bapeupyetes ot 20 ao 30 r. Knaccuduuupyetea Kak ¢2.
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- BbapbepHas cuctema s cTepuimsaumm cocTouT n3 Nepd)OpMpPOBaAHHOrO /10TKa M3 NOMMKapboHaTa C KpbILKOM,
ABaxabl 06epHyTOro Kpen-6ymaroii. Knaccuchuumpyetcs kak d3, n ycToliunBOCTb K MPOHWKHOBEHMNIO napa oueHuMBaeTcs
Kak e3.

PucyHok B.3 — OdpTasibMonornueckuii Habop Anst SKCTpakuum katapakTbl Ne 6

Ta6nuya B.7— Cogepxvmoe: odTanibMOIOrMUYEcKnii Habop ANa SKCTPaKLUMK KaTapakTbl No6

Mozunups OnucaHve Konnuectso Mozuvuys OncaHve Konuuectso
1 JIOTOK C KpbILLKOWA 1 n MuHueT gna umnnadTauum 1
JINH3
2 PaclumpuTtens pasgsukHoi 1 12 3axum ansa TamnoHos 18 cm 1

(He nokasaH)

3 MUHLET TOHKWIA 1 13 3axum ansa onepawlyMoHHOro 1
6enbs HenepdopmpyoLwnii

4 MUHLET MUKPO M30rHYTbIN 1 14 HOXHWLbI cecTpuHckne 1
Masible
(He nokasaHbl)

5 MVUHUET KancynbHbIi 1 15 HoXHuUbI ANna pagyxku 1
npsmble 90 MM
(He nokasaHbl)

6 HoXHULbI 1 16 BekopacLluvpurtesnb 1
7 LWnatens/potatop/ 1 17 JTuKeTKa fioTka 1
MaHUNynAaTop (He nokasaHa)
8 Yonnep npsiMoii 1 18 Benas kpen-6ymara 60x60 2
(He nokasaHa)
9 Wrnogepxaresib MUKPO 1 19 CunvkoHoBas noa1oxka 2
10 MUHLET ANA pagy>XHON 1
0607104KM
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Tabnuya B.8 — AHanua: odpTansMonorniecknini Habop Ana aKCTpakumu kaTapakTsl Ne 6

YeToiunBoCcTb
Xapaktepuctuka Onucaxune Koa K MPOHUKHOBEHUIO Napa
(oueHka)
ObLwee onucaHue Hebonblume WHCTPYMEHThI pacnonoXeHbl Ha ABYX e3
CrosiX CUITMKOHOBOIN NOAMNOXKA B NepdopupoBaHHOM
NMNacTUKOBOM NOTKE C KPbILKOW. OBaxabl 06epHyThI
Kpen-Gymaroi
KoHeTpykuumsa MoHonuTHas al el
LLlapHWpHLIE coeanHeHus a2 e2
MaTepuan HepxagetoLas crtanb, TUTaH b1 el
CunukoH, nonukapboxar b2 ed
Bec Ot208030r c1 el
BapbepHasi cuctema ans | KpenuposaHHasi bymara d3 e3
cTepunusauuu nwunu
cucTema ynakoBku

B.3.2 CeMeiicTBO NpoAYyKTOB

CemelicTBO NPOAYKTOB, K KOTOPOMY OTHECEH odTanbMonornyeckuii Habop Ansa aKCcTpakuum katapakTsl Ne 6, PF19.
AHanus Habopa npvBeaeH B Tabnuue B.9. OTHeceHwne kK PF19 ocHoBaHo Ha nosnuyum 18 (cM. Tabnuuy B.7); gononHuTens-
HOe BNUSHWE CO CTOPOHbI CUMMKOHOBOW NOLAMOXKN U HU3KWIT BEC MEAULIMHCKUX n3aenuii B Habope ByayT HE3HAUUTENLHO
BNUSATb Ha OLEHKY YCTOMYMBOCTM K NPOHWKHOBEHWIO Napa — €3 AnsA cUCTeMbl 3aLuThl CTEPUIIBHOCTU U3 Kpen-bymarn.

Ta6nuya B.9 — CeMeilcTBO NPoAYKTOB — Knaccudukaumus, 0CHOBaHHas Ha oueHkax: odranbMonorudeckuit Habop
ONS sKCTpakuuu KkatapakTsl Ne 6

YCTOWUMBOCTL K MPOHUKHOBEHUIO

MU Xapakrepuctuka napa (oLeHKa)
bapbepHas
cuctema aAna
PF KoHcTpykuma “;,)Is;ﬁ- Bec cTepunusaLum @)
(@) () (c) n/vnu cuctema
ynaKoBKu

(d

112|134 |56 (7 |+|1]2|1]2]|3|4(1]|2|3]4|1]2]|3|4|5]|6]|7]+

19 | x | x X | x | x X X | x| X

B.4 BazoBblIi oproneanveckuit Habop

B.4.1 O6Gwme nonoxeHnA

Ba3oBbIit opToneauyeckuii Habop BKITIOHAET HECKONBbKO OTAENbHbIX NO3ULMIA, Kak NoKa3aHo Ha pucyHke B.4, onuca-
Ho B Tabnuue B.10 u npoaHanuauposaHo B Tabnuue B.11.

OueHka Habopa Npou3BOANUTCA B COOTBETCTBUM C Pa3flenioM 4 1 ¢ y4eToM cnegytoLero:

- KoHcTpykumna nosuuuii B Habope BKtodaeT NpocThie LWapHUPHBLIE COEAUHEHUS, 3aMKU U MOHOJTUTHBIE KOHCTPYK-
Lunu. Mo3nLum ¢ LWapHUPHBIMUA COSAUHEHUSIMM U 3aMKaMU (HOXXKHULIbI M HEKOTOPbLIE 3aXWMbl) NpeACTaBmnsioT Haubonbluyio
CNOXHOCTb U3-3a 3aKPbITbIX CONPSHKEHHBIX NOBEpXHOCTEW. OHU KnaccuULUMpYOTCS NO KOHCTPYKLMK Kak a2, U yCTOWUN-
BOCTb K NPOHMKHOBEHWNIO Napa oLeHNBaEeTCs Kak e2.

- UcnonbayeMblit MaTepuan ANs Kaxaoro MeuLMHCKOro n3faenua — Hepxasetowas ctanb. OHa knaccuduumpyer-
€A Kak b2, 1 ycTo4nBOCTb K NPOHUKHOBEHUIO NMapa oLeHUBaeTCs Kak e3.

- Bec otaenbHbIX No3uuyuin Habopa nexuT B AnanasoHe oT 50 go 800 r, obwmit Bec Habopa 8000 r. Knaccudpuuyumpy-
eTcsa Kak c2.

- bapbepHas cuctema AN CTepunusaLum CoCTOUT U3 NepdopUpoBaHHOro antoMUHUEBOTO NOTKA, ABaXAbl 06epHy-
TOro NaMUHMPOBAHHBLIMW NUCTAMU, CofiepXaLlMi KpenupoBaHHyto 6ymary, apMupoBaHHyio nonumepamn. Knaceugpuuym-
pyeTcs Kak d3, U yCTORYMBOCTb K NPOHMKHOBEHUIO Napa OLeHUBaETCA Kak e3.
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Ta6nnya B.10 — Cogepxmmoe: 6a30BbIii opTONEAnYECcKUin Habop

Mo3vupna

a b W N R

10

12
13

14

15
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PucyHok B.4 — Ba3oBbiii opToneanyecknin Habop

OnvcaHve
JIOTOK 411 MHCTPYMEHTOB
Bknagka B notok 30 * 50 cm
PykosTka
3aXuMm Ans TaMMnoHOB 24 cM

3axum 4519 onepaLyoHHoro 6ebs
HenepdopypyoLLMii

3aXMM ANCCEKUMOHHbIA 1/2 3y6blit
14/15 cm

HoXHWLbI n30rHyThle/npsMble 18 cM
HOXHWLbI LLOBHbIE

3aXnM apTepuasibHbIA N30rHYTbI
15 cm

3aXnM apTepuasibHblii 18 cm
3axkum Ansa TkaHu 3/4 3y6biii
Urnogepxaresnb 18 cm

[nccekTtop 19 cm

[wnccektop

Noxka 14 cm

Ne

(22NN ) BN |

Mo3vumsa

16
17
18
19
20

21

22
23
24

25
26
27
28

29

OnvicaHve
KptoUOK KOCTHbIA OCTPbIi
nesaTop
KOCTHbI pblyar
PeTtpaktop masnbiii 6 Mm

PeTpakTop cpegHuii 13 MM

Kpyrnbiii MONOTOK

PeTpakTop camoygepxuvBaroLmincs
Bop KOCTHbIN 18 cm

Kycaukun

3aXnm Ha MeLloK
[OTOBbLI TAMMOH
Wrndpt

JTHKeTKa notka
(He nokasaHa)

HeTkaHoe AByXCMoitHOe MoIoTHO Ans

ynakoBkun notka 150 * 180 cm
(He nokasaHo)

[N

N NS
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Tabnunya B.11 — AHanua: 6a30Bblil opToneguyeckuit Habop

YcToiunBoCcTL
XapakTepuctuka OnucaHue Kop K NPOHMKHOBEHUIO Napa
(oueHKa)
ObLee onucaHue Bonbluoe 4MCNO WMHCTPYMEHTOB pas3fMYHbIX TWUMOB e5
W C pasnuyHelM BecoM cobpaHo Ha BKMajke noTka
B MeTannuyeckoM notke. [isaxabl 06epHYTO HeTKa-
HbIM BYXCIOAHBIM MOMOTHOM.
O6wwit Bec npumepHo 8000 r
KoHcTpyKUma MoHonuTHas a1l el
[MepcopupoBaHHbIA antoMUHUEBDIA NOTOK al el
LLlapHUpHbIE coeanHeHUs/3aMKm a2 e2
Matepuan HepxagetoLlas crtanb b1 el
Bec Or50p0800r c1 el
c2 el
c3 el
BapbepHas cuctema Ans | OnHopasoBoe 4BYXCroiHoe NonoTHO Ana obepThiBaHus d3 e3
cTepunusaLmn nmnm
cucTeMa ynakoBku

B.4.2 CeMeCcTBO NpOAYKTOB

CeMmeiicTBO NPOAYKTOB, K KOTOPOMY OTHeceH Ga3oBbIfi opTonegunyeckuii Habop, PF17. AHanus Habopa npuBegeH
B Tabnuue B.12. BonbLuoi Bec Habopa MOXET oKasaTb [LOMNOSIHUTENEHOE HeraTMBHOE BAIUSIHUE Ha YCTOMYMBOCTL K NPO-
HUKHOBEHWIO Napa, npefckasaHHyo AN LWapHUPHBLIX KOHCTPYKLUMIA 1 3aMKOB, NO 3TON NPUYMHE OLieHKa YCTOWUMBOCTM K
NPOHUKHOBEHWIO Napa 6bina yBenu4eHa fo e5.

Tabnuya B.12 — CeMeNCTBO NpogyKToB — KaccudukaLys, OCHOBaHHas Ha oLieHKkax: 6a30Bblil opToneguyeckuii Habop

YCTONunMBOCTD K NPOHUKHOBEHUIO

MU XapakTepucTuka napa (oLeHKa)
bapbepHas
cuctemMa ans
KoHeTpykuma Mare- Bec cTepunusaLum
PF pwan (e)
(a) (b) (c) wunu cuctema
ynakoBK1

(d)
1123|456 |7 |+(1]|2[1|2|3|[4]|1]|]2|3|4(1]|2]|3|4|5([6]|7]+

17 X | x X X X | x| x X

B.5 BasoBblii nanapockonuuyeckuii Habop

B.5.1 O6wune nonoxeHus

BasoBblii nanapockonu4eckuii Habop BKMOYAET HECKOMbKO OTAENbHBLIX MO3ULMMA, Kak MoKasaHo Ha pucyHke B.5,
onucaHo B Tabnuue B.13 u npoaHanuanposaHo B Tabnuue B.14.

OueHka Habopa NpoM3BOAUTCH B COOTBETCTBUM C pasferioM 4 1 ¢ y4ETOM CreayHoLero:

- KoHeTpyKuua noanumii B Habope BKIKOHYaET NPOCThIE LWAPHUPHBIE COEAMHEHUS, 3aMKH, ANUHHbIE NPOCBETHI U MO-
HOMWUTHBIE KOHCTPYKLMK. Jlanapockon KnaccuduLMpYeTes Mo KOHCTPYKUMM Kak a2, W YCTOMYMBOCTb K NPOHWUKHOBEHWIO
napa oLeHWBaeTcs Kak e2.

- McnonbayeMble MaTepuansl BKIIOYAIOT Kak MeTann, Tak U nnactuk. KOMMOHEHTLI U3 CUITMKOHAa CO CBOEW HU3KOW
TENnonpoBOLHOCTLIO NPEACTaBNAT HanbonbLUyHo CNOXHOCTb. Knaccuduumpytotes kak b2, U yCTORYMBOCTL K NPOHUKHO-
BEHWIO Napa oLieHMBaeTCH Kak e3.

- Bec oTgenbHbIX nosuuuit Habopa nexuT B AnanasoHe ot 20 Ao 400 r, obwmii Bec Habopa 4250 r. Knaccuduyumpy-
eTcA Kak c2.

- BapbepHas cucTemMa 4na CTEPUNU3ALUA COCTOUT U3 NepdopupoBaHHOro NOTKa U3 HepXaBetoLLei cTanu, ABaxab!
06epHYTOro NaMUHUPOBAHHBEIMU NIUCTaMU, CoAepXalLMMKU KpenupoBaHHyto Bymary, apMUpoBaHHyto nonumepamu. Knac-
cuuLmpyeTes Kak d3, 1 yCTORYMBOCTL K MPOHWKHOBEHWIO Napa oLeHUBaeTcs Kak e3.
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Tabnuya B.13— Cogepxumoe: 6a30Bblii NanapockonMyecknini Habop

Mosunumna

1

2
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PucyHok B.5 — Ba3oBblii nanapockonuyeckuii Habop

OnucaHune
J1oTOK AN NHCTPYMEHTOB

Bknagka B s10TOK 457 * 610 Mm

MeTannuueckas konéa
OcHOBaHue fi/1s1 YCTPOIicTBa nogorpesa

Teneckon 10 mm 0° B MeTa/1/IMYECKOM
Tybyce

CBeTONpPOBOAHNK
3axuM 41 TkaHu 2/3 3y6blin 18 cm
Click line BHewHsA Tpy6Ka

Click line pykositka 6e3 dhmkcatopa

Ne Mosuyusa
1 10
1 n
1 12
1 13
1 14
1 15
2 16
6 17
3 18

Ta6nunuya B.14 — AHanu3: 6a30Bblii NanapoCKONMYecknini Habop

Xapakrepuctuka

O6Luee onucaHve

OnucaHue Ne
Click line pykosiTka ¢ domKcaTtopom 3
OnameTtpuyeckas netns, 3arHytas 1
BMpaso
MuHuet 3
3axum 3
BcTaBka-HOXHMLbI 1
lMpoBoaHVK Ans anarepmmnm 1
Knunannnukarop 1
JTnKeTKa N0TKa (He nokasaHa) 1
HeTkaHoe fBYyXC/oiiHOE NOMOTHO ANst 2

ynakosku notka 150 * 180 cm
(He nokasaHo)

YcTolumnBoCTb
OnvicaHve Kon, K NPOHVKHOBEHWIO Napa
(oueHka)
KomMbuHaumsa WHCTPYMEHTOB pas3fIMYHOM KOHCTPYK- e5

LMK, BbINOMHEHHBIX U3 OAHOKOMMOHEHTHbIX Y KOMMO-
3UTHbIX maTtepunasioB. CobpaHa Ha BKNafke /i0Tka B
nepcopnpoBaHHOM MeTasl/IMYeCKOM J1I0TKe. [Bax/bl
06EepPHYTO HETKaHbIM ABYXC/IONHbIM NOSIOTHOM.

O6LWuii Bec npumepHo 4250 r
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OkoH4aHue mabnuuypi B.14

YcTonunMBoCTL
Xapaktepuctuka OnucaHue Ko K NPOHUKHOBEHWIO Napa
(oueHKa)
KoHcTpyKuus MoHonutHasa ci1 el
MepcopupoBaHHbI NOTOK U3 HEPXaBeIOLLen CTanm cl el
Monoctb c3 e3
OnekTpuyeckue nposoaga c3 e2
LLlapHUpHbIE cCoeanHEeHUs/3aMKN c2 e2
MpocseT c5 e5
Matepuan Hepxasetowas cranb al el
MT®3, nonukapboHaT, CUNKUKOH a2 e3
Bec OT20p0400r1 b1 el
b2 e2
BapbepHasi cuctema gns | HeTkaHoe ABYXCoiHOE NONOTHO ANs 06epThiBaHUA d3 e3
cTepunusauuu uwunu
CUCTEMa YyNaKkoBKU

B.5.2 CeMeiCcTBO NpoAYyKTOB
CeMeiicTBO NPOAYKTOB, K KOTOPOMY OTHeceH Ga30Bbiit Nanapockonuyeckuit Habop, PF22. Ananus Habopa npuse-
JeH B Tabnuue B.15. OTHeceHne kK PF22 ocHoBaHO Ha nanapockone.

Ta6nuya B.15 — CemMeilcTBO NpoaYyKTOB — Knaccudpukayusa, oCHoBaHHasA Ha oLeHKax: 6a3oBblii nanapockonmyeckuit
Habop

YcTonumMBoCTb K NPOHUKHOBEHUIO

MU XapakTtepucTuka napa (oLieHKa)
BapbepHas
Mare- cuctema ans
PF KoHcTpyKuma puan Bec cTepunusauumn ©
@) (b) (c) nw/unu cuctema
ynaKkoBKu

()

22 | x| x |X X X | x [ x |x X X | x | x X

B.6 Habop ansa sHaonpoTeaupoBaHus KoneHHoro cyctasa LCS (1 us 6)

B.6.1 O6Lwume nonoxeHus

HaHHblii Habop Ana sHAONPOTE3NPOBaHMA KoneHHoro cyctaBa LCS BKIOMAeT HECKOMbBKO OTAENbHBIX NO3ULUMUIA, Kak
nokasaHo Ha pucyHke B.6, onucaHo B Tabnuue B.16 n npoaHanuanposaHo B Tabnuue B.17.

OueHka Habopa NPoM3BOAUTCSH B COOTBETCTBUW C PA3ferioM 4 U ¢ y4eTOM CliedyHoLLero:

- KoHeTpykumsa no3unyuii B Habope MOHONUTHasA, Noanumsa 9 (CKONb3ALWMIA MONOTOK) UMEET fiBa KOMMOHEHTa, KOTo-
pble CKOMNb3AT NO MOBEPXHOCTU ApPYr Apyra AfA CO34aHUS U3BUITUCTOrO KOHTYpa. [Mo3numa 9 knaccudmumpyercs no KoH-
CTPYKUMK Kak ab, 1 yCTOWYMBOCTb K NMPOHWKHOBEHWIO Napa oLeHuBaeTcs Kak e6.

- UcnonbsyeMble MaTepnarnsl BKITHOYakoT Kak MeTarnsm, Tak U METann, NoKpbITLIA NnacTukom. CUITMKOHOBOE NOKPLITUE
CO CBOEW HW3KOI TennonpoBoAHOCTLIO NpeAcTaBnsaeT HaubonbLLylo cnoxHocTb. Knaccuduumpyetces kak b2, n yctonuu-
BOCTb K MPOHUKHOBEHUIO Mapa oLieHUBaeTcs Kak e3.

- Bec oTgenbHbIx no3nuuini Habopa nexuT B AnanasoHe ot 50 go 600 r, o6Lwmii Bec HaBopa 9600 r. Knaccugpumumpy-
eTCA Kak c3 Ans caMblX TSXeNbIX No3nLuii U ¢4 ansa Habopa.

- BapbepHas cucTema Ans cTepunmsanmn COCTOUT U3 NepdopUpoOBaHHOTO NOTKA U3 HepXXaBetoLeit CTanm, Baxa b
06epHYTOro ¢ MCMoNb3oBaHMEM HETKAHOro fBYXCOWHOro nomnotHa. Knaccuduuympyetea kak d3, 1 yCTOMHYMBOCTL K Npo-
HUKHOBEHWIO Napa oLeHWBaeTCst kak e3.
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PucyHok B.6 — Habop Ana aHfonpoTe3npoBaHus KoneHHoro cyctasa LCS (1 u3 6)

Tabnunya B.16 — Cogepxumoe: Habop Ana 3HAONPOTE3MPOBaHUS KoneHHoro cyctasa LCS (1 n36)

Mosvups OnvicaHve Ne Mo3numa Onucaxve Ne
1 JIOTOK ANt MHCTPYMEHTOB 1 10 OnemeHT Ana Bu3yanusauum 1
2 Bknagka B notok 30 * 50 cm 1 1 Pawnnnb npsmoii 1
3 PykosiTka HOXa 1 12 Mpo6oiHnK 1
4 Ckoba Ha NnogbhKKy C NPY>XMHOM 1 13 CTepxeHb 1
5 Bnok gns pesekumm 60bLIe6epLoBbIii 2 14 MpoBOAHVK ANS pe3ekunn 60sbLue- 1

6epLoBbIii
6 Bnok ¢ yrnom pesekumn 2° 1 15 MpoBOAHNK NPOGONHUKA LeHTPaTbHBbIN 1
60/1bLLUE6EPLIOBbIN
7 MpoBoAHUK ANa onpefenexHus rnyéu- 1 16 PeTtpakTop 1
Hbl 2/6 MM
8 MmnakTop 6eapeHHbIi 1 17 JTnkKeTka NoTKa (He nokasaHa) 1
9 CKONb3ALWMIA MOSIOTOK 1 18 HeTkaHoe [BYXC/MOHOE MOOTHO ANs 2

ynakosku sioTka 150 * 180 cm
(He nokasaHo)

Tabnuuya B.17 — AHanus: Habop AN aHAONPOTE3UPOBaHNS KoeHHoro cyctasa LCS (1 u36)

YcToiumMBoCTb
XapakrepucTtmka OnvcaHve Kop, K NMPOHVKHOBEHMIO Mapa
(oueHka)
O6Lee onucaHune Habop cpefHUX W CNOXHbIX WUHCTPYMEHTOB, BbIMNOS- eb

HEHHbIX W3 OHOKOMMOHEHTHbLIX M KOMMO3WUTHbLIX Ma-
Tepuanos. CobpaH Ha BknNagke noTka B nepdopu-
poBaHHOM MeTasI/IMYECKOM fI0TKe. [lBaxAbl 06epHyT
HeTKaHbIM [ABYXC/O/iHbIM MOSIOTHOM.

O6wwit Bec npumepHo 9600 r
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OkoHYaHue mabnuupl B.17

YeTonunsoctb
XapakTepucTuka Onucaxue Koa K NPOHUKHOBEHMIO Napa
(oueHka)
KoHcTpyKuus MoHonutHas a1l el
MoHonuTHas U3 cMecu HepxaseroLlein ctanu u nonu- al e2
kapboHaTa
MepdopupoBaHHEI JTOTOK M3 HepXaBetoLLeid cTanu al el
MonocTb a3 e3
3nekTpuyeckue nposoaa a3 e2
LLlapHWpHLIe coegnHeHUs/3amKm a3 e2
[MpocCBET, OKpYXeHHBI GonbLLOW Maccoi MeTana ab e6
Matepunan HepxaBetoLljas ctanb b1 el
MNT®3, nonukapboHaT b2 e3
Bec OTr50p80600r1 c2 el
c3 e4
BapbepHas cuctema 4na | HeTkaHoe ABYxCnoliHOe NOMOTHO Ans o6epThiBaHNS d3 e3
cTepunusauumn nunu
cucTemMa ynakoBku

B.6.2 CeMeiicTBO NnpoaykTOB

CeMeliicTBO MPOAYKTOB, K KOTOPOMY OTHeCeH Habop ANA SHAONPOTE3UpoBaHUs KorneHHoro cyctasa LCS (1 u3 6),
PF26. AHanus Habopa npuegeH B Tabnuue B.18. OTHeceHue kK PF25 1 oueHka yCTOMYMBOCTY K MPOHUKHOBEHMIO Napa e6
OCHOBaHbI Ha CKOMb3silLeM MorioTke U GeApeHHOM UMnakTope. [JaHHas nocnefHsas nosvuus 6e3 NokpeITusa byaet uMeTb
OLIEHKY €2, TeM He MeHee HU3KWIA TennonepeHoc NnacTuka U BbICOKUIA TennonepeHoc MeTanna npuBeayT K LMKINYecKUM
M3MEHEHUAM TeMMepaTypel Ha NOBEPXHOCTW NNAcTUKa, YTO NPUBENO K YBENWYEHMIO OLieHKM A0 5.

Tabnuya B.18 — CemeliCcTBO NPOLYKTOB — Knaccudukaums, OCHOBaHHas Ha oLeHkax: Habop AN SHAOMpoTe3MpoBa-
HUs koneHHoro cyctaea LCS (1 u3 6)

YCTONUMBOCTD K NPOHUKHOBEHUIO

MU XapaKkTepucTtuka napa (oLeHKa)
bapbepHas
cuctema Ans
PE KoHcTpykuus “x;ﬁ’ Bec cTepunusauum ©
(@) () (c) w/unu cuctema
ynaKoBKu

(d)
112|3|4|5]|6|7|+]1]|2[1]2|3|4]1[2]|3]4(1]2]|3[4]|5]|6(7]+

26 | x X X | x X | x X | x X X[ x| x| x X

B.7 Ha6op ana octeocuHtesa 6eapa u ussneueHus wrudgros

B.7.1 O6wue nonoXxeHna BOCCTaHOBNEeHUA

HanHblil Habop ANa ocTeocuHTesa 6efpa U M3BNEHEHNA WTUTOB BKITIOYAET HECKONBKO OTAEMbHBLIX NO3ULWIA, Kak
nokasaHo Ha pucyHke B.7, onucaro B Tabnuue B.19 n npoaHanusnposaHo B Tabnuue B.20.

OueHka Habopa NPOU3BOAUTCA B COOTBETCTBUU C pasfeniom 4 1 ¢ yHeToM CreayoLero:

- KoHCTpyKuua nosuuyuii B Habope oTnnuvaeTcs oT MOHONWUTHOW, NPOCTO U CroXHOW. Mosuyus 14 (pykosiTka Ans
BBE/leHUA C NPOCBETOM) UMEET HaUBbLICLLYIO OLIEHEHHYIO CIOKHOCTb U3-3a GONbLIOA MacChl CUIMKOHA BOKPYr MeTanmu-
YyecKkoro npocseTa. [aHHaa nosuuna knaccuduumpyeTes Kak ab, n yecToiRYMBOCTb K MPOHWKHOBEHWIO Napa oLeHUBaeTcs
KaK e7.

- Ucnonbayemele MaTeprant! BKNIOYAIOT Kak MeTassl, Tak u MeTann, NOKpbITHIA nnacTukoM. CUIMKOHOBOE MOKpbITHE
CO CBOEel HU3KOI TeNNONPOBOAHOCTLIO NpeAcTaBnsAeT Hanbonbluyo cnoxHocTb. Knacenduumpyetes kak b2, n yctoirun-
BOCTb K MPOHUKHOBEHUIO Napa oLUeHUBaETCA Kak e3.

- Bec otaenbHbIx nosuyuit Habopa nexut B gnanasoHe ot 40 go 700 r, o6wumii Bec Habopa 10 700 r. Knaccudpumum-
pyeTcs Kak 3 AN caMblX TSHXKeNbIX NO3ULMii n ¢4 ans Habopa.

- bapbepHas cuctema gnsa crepunusauuM COCTOUT U3 NepdOpUPOBAHHOIO BHYTPEHHEIO FOTKA, MOMELLEHHOrO B
XECTKUA KOHTeWHep AN cTepunu3alum MHOrOKpaTHOro ucnornb3oBaHusa. Knaccuduuympyercs kak d3, M ycTOW4MBOCTL K
NPOHUKHOBEHUIO NMapa oLeHMBaeTcA Kak e3.
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PucyHok B.7 — Habop gnsa octeocuHTesa 6egpa v M3BneyYeHns WtnudToB

Tabnuuya B.19 — Copepxmmoe: Habop 419 OCTeoCMHTEe3a 6eapa v U3BneYeHns WTnudgToB

Mo3numa

1

o 00 A W N

~

10

u
12
13
14

15
16

17

OnucaHne

MpoBogHUK

PacwwupuTtens rmékoro pumepa
CTepxeHb rmbkoro pumepa
UepHas nuHelika ¢ NpocBeToM
mbkuii pumep

3axBarblBarlLee yCTPOCTBO

T-o6pasHasn pykosiTka

MpoBOAHMK C onpefeneHnem opueH-
Tauun nasa

MepexoAHVK MUHK

MepexoaHuk trinkle MuHK

MepexogHnk AO MUHM
Tpoakap ¢ T-06pasHoin pyKOSITKOW
Tpybka gns BBefeHus

PykosiTka ANl BBEEHWSI C NPOCBETOM

KaHtonuposaHHoe LWWI0

VmnakTop

YcTpoiicTBo AN BBEAEHUS
honeycomb

Ne

N =

Mosunuus

18
19
20
21
22
23

24
25

26
27

28
29
30
31

32
33

OnvcaHve

Hacagka pumepa
MOnOTOK WeneBnaHbIi
T-o6pasHas pykosiTka
LLnno

3awmra onsa Koxm

BTy/nka Ans onpegeneHns AvHbl
BUHTA

Kntou Hanpasnstowero 6onra

O6Tiopatop

OTBeEpTKA MHOTO(YHKLMOHA/IbHAS

OTBepTKa A/ BUHTOB LLECTUIpaHHas
[NMHHas

PykoATka on1a yaaneHus BUHTOB
M3mepuTens r1ybuHsl kaHana
Hanpasutens

BTynka gpenv BHYTPEHHAS MeTanu-
yeckas 4 Mm

BTy/ika Apeny BHELUHAS 30/10Tas

YXecTknii KoHTeliHep gnsa cTepununsa-
LMN MHOTFOKpPaTHOro MCnosib30oBaHns
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Tabnuya B.20 — AHanus: Habop gna ocTeocuHTesa befpa 1 n3sneveHus WindgTos

YeToumsocTh
XapakTepuctuka OnucaHue Koa K NMPOHWKHOBEHUIO Napa
(oueHka)
ObLuee onucaHue Habop pacToveHHbIX B LEHTpe PYKOATOK, pume- | Pasnnd- e7+
poB, Apenew, KoYel, MOMOTKOB, W3MepUTeNbHbIX HbliA
YCTPOICTB U KOMMMEKTYIOLMX, YNaKoBaHHbIX B 60Mb-
LUOW MeTarnfM4eckuii KOHTelHep AnsA cTepunusauuu
¢ ByMaxHbLIMKU PUnETpamu.
O6wwit Bec npumepHo 10 700 kr
KoHcTpyKkuus MoHonuTHas MeTannnyeckas al el
MoHonuTHas HemeTannuyeckas a2 e2
MoHonuTHas KoMnosuTHas (MeTann u HemeTann) a3 e3
MeTannuyeckas c npoceeTamu a3 e5
HemeTannuyeckas ¢ npoceseTamu ab eb
KoMnoanTHas ¢ npoceeTamu (MeTann u HeMeTans) ab e7
Monukap6oHaT a3 e3
LLlapHWpHEIE coeanHeHNS a2 e2
CkonbasLne coeguHeHUs a2 e2
MepdhopnpoBaHHLIA KOHTEHHEP W3 HepXaBetoLlein al el
cTanu
Matepuan HepxaBetolas cTank (C MOKPLITUEM U Be3 MOKPLITUSA) b1 el
AHoLUpOBaHHbIE crnnaBbl b1 el
YrneBornokHo b2 e3
CunukoH b2 e3
Monukap6oHaT b2 e3
Bec Moanyumn >40 r c1 el
Moanyumn >50 1, Ho <500 1 c2 e2
Moanyumn <700 r c3 e3
BapbepHas cuctema gna | XecTkuil KoHTelHep AN cTepunuaalum MHorokpar- d3 e3
cTepunmaaLmu n/mnu HOMo UCNONb30BaHKSA
cucTema ynakoBku

B.7.2 CemelicTBO NpoAYKTOB

CeMeCcTBO NPOAYKTOB, K KOTOPOMY OTHECEH Habop AN ocTeocuHTesa 6eapa U naeneveHus wrudros, PF29. AHa-
nv3 Habopa npusegeH B Tabnuue B.21. OTHeceHue k PF29 1 oueHKka yCTOMMUBOCTU K MPOHUKHOBEHUIO Napa €7 OCHOBaHbI
Ha nosuumn 14 (pyKkosiTka ANs BBeeHUA ¢ NnpoceeToM). Bonbluoit Bec Habopa npuBoauT kK 06pasoBaHWUIo KOHAEH aTa, 3a-
MeAnseT yaaneHue so3gyxa B npefenax Habopa u HexenaTtenbHoO BAUAET Ha yaaneHue Bo3gyxa M3 pyKOSTOK.

Tabnuuya B.21 — CemelicTBO NpoAyKTOB — KnaccugmKaLus, oCHOBaHHas Ha oueHkax: Habop Ansa octeocuHTesa be-
Apa 1 u3BneyeHus WTndTos

YCTONUMBOCTD K NPOHUKHOBEHWUIO

MU XapakTepucTtuka napa (oueHKa)
BapbepHas
Mare- cuctema ansa
PF KoHcTpyKkLma puan Bec cTepunusaumm ©
@) (b) (c) nw/unu cuctema
ynakoBkn

(d)
1123|4567 |+]|1]2|1|2]|3|4|1]2]|3|4[1[2]|3]|4]|5]|6]|7|+

29 | x | x | x X | x | x X | x| x[|x]|x X X
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MpunoxeHue C
(cnpaBouHoe)

OnpepneneHue Kateropumn o6padoTku

1. MpoBepkTe TUMBI MEAULIMHCKUX U3enuii, CTepUIM3aTop U ero Npouecc cTepunusauum, NpeaycMoTpeHHbIR K Uc-
NoSb30BaHWHO.

2. CrpynnupyiTe 3T MegULMHCKME U3fennusa B CeMerncTBa NPOAYKTOB B COOTBETCTBUM C pa3fenom 5.

3. MpoeepkTe, YTO CTepunusaTop npollen KeanudukaLuio ycTaHOBKW U npoBepky pabotocnocobHocty (M. NCO
17665-1 n ISO/TS 17665-2) 1 4to Aatsl BanuaHbl (cM. CO 17665-1:2006, pasgen 12).

4. MopTBepauTe, YTO NapameTpel Npoliecca, AoCTUraeMble B NPOLECCe CTepUn3aLm, He NpeBLILAloT onpeeneH-
HbIX NPOU3BOAUTENEM ANA KAXAOr0 MEAULIMHCKOTO U3 enus.

5. OueHuTe yCTOWYMBOCTE K NPOHMKHOBEHUIO Napa Afis KaXAoro ceMeicTsa NpogyKTOB W/UMK CTepUIIN3yemoro npo-
LienypHoro Habopa B COOTBETCTBUU € pasgenamn 4 u 5.

6. BolgenuTe B CTepunusyeMbix ceMeidcTBax NPofYyKTOB Te, Ybsl YCTOMYMBOCTL K MPOHMKHOBEHUIO Napa, OLeHeHHas
B pa3fene 5, He NpeBblllaeT MakcUuMarbHyo AN cTepunuaaropa, onpefeneHHoro B nyHkTe 3.

7. Y4ynuTbiBas pyKoBOACTBO, AaHHOe B nofpasaerne 4.2 u pasgenax 6 u 8, crpynnupyiiTe cemeicTBa NpoayKTos,
onpefeneHHble B pasjene 6, B kareropum o6paboTku.

8. YunTbiBas pykoBoACTBa, AaHHbIe B noapaserne 4.2, pasgenax 6 u 8 u npunoxeHumn A, Belbepute U3 kaxaown Ka-
Teropun 06paboTku ceMeitcTBO NPOAYKTOB UMK NpoLeAypHbI HAabop, KOTOPLIE MMEIOT HaUBLICLLYIO OLIEHKY YCTOAYUBOCTH
K MPOHUKHOBEHMUIO Napa.

9. BeibepuTe 13 ceMelcTB NPOAYKTOB UNK NPOLEAYPHLIX HABOPOB, onpefieNneHHbIX B MyHKTe 8, Te, KoTopble UMET
OfMHAKOBYO OLIEHKY YCTOWUYMBOCTU K MPOHUKHOBEHUIO Napa.

10. Beibepute 13 ceMeifCTB NPOAYKTOB MW NpoLeAypHbLIX HabopoB, onpeAeneHHbIX B MyHKTe 9, OAUH, NpeACTaBNA-
FOLLMIA HaMBOMbLLIYIO CIOXHOCTb A CTepunnsauyum.

11. BuibepuTe 13 NpoAyKToB, onpefeneHHbIX B MyHKTe 9, Te, KOTopble MMEeIoT XapaKTepUcTUKK (CM. NyHKT 3.2, pas-
genbl 5, 7 n npunoxeHue A), koTopble Npu 06begUHEHUN B OfHOW CTEPUNU3ALMOHHON 3arpy3ke MOryT NocTaBuUTb NOA
COMHeHWe adppeKTUBHOCTL NpoLecca cTepunusaynm.

12. [insi npoaykToB, BbiOpaHHbIX B NyHKTax 10 U 11, onpefenuTte «BeayLUWiA NPoAyKT» ANsi kateropun o6paboTku
Unu kateropuil 06paboTkK, KoTopbie OHW NpefcTaBnAioT. MNpuMepkl NpusefeHbl B NpunoxeHun D, Ha pucyHkax D.8, D.9
n D.10.

13. MogTBepauTe, 4TO NPOLIECC CTEPUNU3ALUU HeNpepLIBHO o6ecnevnBaeT NapaMeTpbl CTEpUNU3aLum, NpoBepeH-
Hble B NMYHKTe 3, N eXeAHEBHbIE UCMbITaHWUS MPOHUKHOBEHUS Napa NPOXoAAT YCNeLlHo.

14. Vicnonb3ysi BegyLLWid NpOAYKT, onpeaeneHHblid B NyHKTe 12, n kaTeroputo o6paboTku cornacHo nepBUYHON OLeH-
Ke, NpoBefuTe OLIeHKY 3KCNIyaTaLMOHHLIX XapaKTepUCTUK, UCNONBb3YA OANH UK KOMOUHaLUMIO NnapaMeTpudeckux n 6uo-
TNormyeckmMx MeToaos, npueeaeHHsx B MICO 17665-1 n ISO/TS 17665-2.

15. MNoATBEpANUTE Ha OCHOBAHWUK AaHHbIX, NONYyYeHHbIX B NYHKTe 14, 4To NapaMeTpbl Npouecca OCTalTCA B 3aaH-
HbIX MpeAenax, ycrnoBusa cTepunnaanum AocTUraloTes B Npefenax BeayLero NpoaykTa B Te4EHUe BCEro Nepuoaa Bblaepx-
KW 1 4TO HET BUANMBIX UK PYHKLIMOHAMBHBIX NOBPEXAEHUA NPOAYKTa UMK YNaKoBKY.

16. Vicnonb3ys Takoii e npoLecc cTepunvaalmm, kak B NyHKTe 12, noBTopuTe NyHKTHl 14 1 15 gna kateropun 06-
paboTk1, COOTBETCTBYIOLLEH BEAyLLeMy NPpoaYKTY, OnpefeneHHOMY B MyHKTe 12.

17. MapameTpel Npouecca npu TeKylleii NoBTopHo oBpaboTKe kax Aol KaTeropum npoLecca HOMUHaNLHO JOMKHBbI
ObITb, Kak B NyHkTax 13 n 15.

MpuMepbl pasnuYHbIX KaTeropuii 06paboTkn npuBeaeHsl B npunoxeHun D. Kaxablid npumep UNNOCTPUPYET He-
cKonbko npoueaypHbIX Habopos, 0bbenHEHHBIX BMecTe AN dhopMUpoBaHus kateropun obpaboTtku. MpoaykT, onpege-
TIEHHBIA Kak BeAyLMA NPOAYKT ANsi cTepunusaumu, obnagaet BCEMU CBOWCTBaMU, XapakTepHbIMU AN KaXK[0ro OTAenb-
HOro YneHa ceMeicTBa.

MpumevyaHune — [N TekyLlero MOHUTOPUHIA U KOHTPONSA BeAYLLUWA NPOAYKT MOXET OblTb 3aMeHeH MHopMa-
Livein o npoLecce, NOMy4eHHOMN C YCTaHOBINEHHLIX YCTPOMNCTB, TaKUX KaK AETeKTOp BO3AyXa, UM MOPTaTUBHLIX YCTPOWCTB,
Takux kak PCD (cMm. UCO 17665-1:2006, pasaen 10). CRNoXHOCTb ANs npoLecca cTepunaalmum co CTopoHsl BelGpaHHoro
n3genua formkHa ObiTb NO KpaiiHeit Mepe paBHOW CNOXHOCTW OT BegyLLero NpoAyKkTa, KOTOPYH OH JOMOSHSAET.
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MpunoxeHne D
(cnpaBoyHoe)

Kateropunu o6paboTtku. MNpumepsbl

D.1 VIHCTPYMEHTbI 06Lero Ha3HayYeHus

Kateropusi 06paboTkn, nokasaHHas Ha pucyHke D.1 coaepxXuT LecTb HabopoB, KaXAbli U3 KOTOPbIX OLEHEH B CO-
0oTBETCTBUW C pasgesiom 4 nonucad B D.1.1—D.1.12.

O603HaueHMs: 1-uneH cemMencTea; 2-WieH cemeiicTBa: 3-4ieH CeEMENICTBa; 4-4/ieH CeMeicTBa: 5-UneH CeMeincTaa;
6-uneH cemelicTBa

PucyHok D.1 — Kateropusi 06paboTkn: MHCTPYMEHTbI OOLLEro HasHaveHus

D.1.1 OueHka 1-uneHa cemeiicTBa

1-uneH cemeiicTBa oueHMBaeTCs cneayowmum obpasom (cm. Tabnuybl D.1 n D.2):

- KoHCTpyKUMa nosvuuii B Habope BKIKOYAET NPOCThIE LWAPHUPHbLIE COEAVHEHUS, 3aMK/U U X/10N4aTobyMaxHble TKa-
HW. X/10MOK NpeAcTasnseT Hanbo bLUYH CMOXHOCTb, KnaccuduumpyeTcs Kak a2, 1 yCTOMYMBOCTb K MPOHUKHOBEHMIO Napa
OLeHMBAETCA Kak e2.

- icnonb3yemble MaTepurasbl BKIHOYAT HEPXaBELLYI0 CTaslb U X/10MoK. C y4eToM X/10MKa KnaccutuLmpyoTcs Kak
b2, 1 yCcTOYMBOCTb K NPOHUKHOBEHWIO Napa OLEeHUBaeTCs Kake3.

- CpepHuii Bec no3uvumii B Habope 25 r. Knaccudpmuympyetcst kak cl.

- bapbepHas cuctema 41 CTepuamsannm COCTOUT U3 META/I/IMYECKOTO /10TKA, ABaX[bl 06EpHYTOro C 1UCMosib3oBa-

HVYeM 0fHOPa30BOro ABYXC/IOMHOrO nosioTHa. KnaccndguumpyeTcs kak d3, n yCTOMYMBOCTb K MPOHUKHOBEHMWIO Mapa OLEeHU-
BaeTcsa Kak e3.

Ta6nunya D.1 — Cogepxmmoe: 1l-uneH cemeicTBa

Mo3nuya OnvcaHve Ne Mosvuya OnvicaHve No
1 IMHekonornyeckuii paclumputens 2 5 3akuUM ANna MArKUx TkaHew 1
2 3akum 4 6 Xvpypruyeckoe nosoTteHue 1
3 Mrnopepxaresnb 1 7 HOXHULUbI ANS1 MATKUX TKaHe 1
4 Manouka-tamnoH 2 8 MegmumHecKan Yallka Manas Kpyrias 1
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OkoHYarue mabnuuypi D.1

Nosuuma OnucaHue Ne || Mosnuus OnucaHue Ne
9 MeHsypka 1 12 MapneBble candeTkn 4 x4 12
10 [Hetckoe oneano 2 13 MepdopupoBaHHLIiA NMOTOK ANS UHCTPY- 1
MeHTOB
11 BaTHble Lwapmku 12 14 OnHopa3oBoe [ByxcnoHoe NonoTHO 1

Tabnwuya D.2 — AHanua: 1-4neH cemeiicTea

YcTonunBOCTD
XapakTepucTuka OnucaHue Koa K NPOHUKHOBEHUIO Napa
(oueHKa)

ObLee onucaHue BkntovaeT Habop MHCTPYMeHTOB cpefHero Beca, Bbl- ed

MONHEHHbIX U3 HepXaBetoLLei cTanu, ¢ MeULMHCKON

YallKoW U3 HepxaBetoLLei cTanu, pacronoXeHHbIX Ha

XUPYPru4ecKoM NosoTeHLe B NepdopupoBaHHOM Me-

TannM4eckoM NOTKe BMECTe C AETCKUM OfEesArioM, Xu-

pypruyeckuMmu NonoTeHUamu 1 BaTHLIMU LLapuKamu,

06epHYTLIA OAHOPA30BLIM ABYXCMONHLIM NONOTHOM.

O6wwit Bec npumepHo 2000 r
KoHeTpykuma MoHonuTHas al el

[MepopupoBaHHbIA NOTOK al e3

MpoHuLaemas TkaHb a4 e4
MaTtepuan HepxagetoLlasn cTtanb b1 el

Xronkosas TKaHb b2 e3

BaTHble Wapuku b2 e3
Bec MpumepHo 251 c1 el
BaprepHada cuctema gna | OgHopasoBoe ABYXCOWHOE MOMOTHO d3 e3
cTepunusagmun n/unu
cucTeMa ynaKkoBKU

D.1.2 CemelCTBO NpOAYKTOB
CeMmelicTBO NpOAYKTOB, K KOTOPOMY OTHOCUTCS 1-4neH ceMeiicTBa, PF14. AHanus Habopa npusegeH B Tabnuue D.3.
OtHeceHwue k PF14 1 oLeHka yCTORYNBOCTM K MPOHUKHOBEHWIO Napa €4 0CHOBaHLI Ha O4HOPa30BOM ABYXCITOWHOM MOMOTHE.

Tabnwnya D.3 — CemeiicTBO NpoAYKTOB — KraccuduKaLms, OCHOBaHHas Ha oueHkax: 1-4neH cemeiicTa

YcTonunBocTb
MU XapakTepucTtuka K MPOHUKHOBEHWIO Napa
(oueHka)
BapbepHas
cuctemMa ans
PE KoHcTpykums M;;’ Bec cTepunusaumn ©
(a) p(b) (c) nwwnn cuctema
ynakoBKu
(d)
112134 |56 |7|+]|1]2|1]|2|3|4(1]|2|3|4(1]2(3|4|5|6|7 ]|+
14 X X X | X |X X X | x| X |X

D.1.3 OueHKa 2-uneHa ceMelCTBa

2-uneH ceMeiicTBa OLEHUBAETCS CreayoLWwmnmM obpasom (cM. Tabnuusl D.4 u D.5):

- KoHCTpyKUumMsa noanuymini B Habope BKNOYaeT NPOCTble LWaPHWPHLIE COEAMHEHUS, 3aMK1, MOHOMUTHBIE MeTannuye-
CKMe KOHCTPYKLMK M XrTon4aTobyMakHble TKaHW. XIoMnoK NpefcTaBnAeT HanbonbLLyto COXHOCTb, KnacCuguLMpyeTes Kak
a2, 1 yCTOMYMBOCTb K NMPOHUKHOBEHUIO Napa OLEeHNBAaETCA Kak e2.

- Wcnonb3ayemble MaTepuansl BKITOYAKOT HepXaBeloLLyto cTanb 1 xnonok. Knaccuduumpyrotes kak b2, n yctonuu-
BOCTb K MPOHUKHOBEHUIO Napa oLeHUBaeTcs Kak e3.

27



rOCT P 58163—2018

- Bec otgenbHbIx nosuuuin Habopa nexuT B AnanasoHe ot 50 go 500 r, o6wmit Bec HaGopa 3960 r. Knaccugpuumpy-
eTCs Kak c2.

- BapbepHana cuctema Ans cTepunusauun COCTOUT U3 NepdOPUPOBAHHOMO BHYTPEHHENO NOTKA, NMOMELLEHHOro B
XKECTKMiA KOHTeHep MHOrOKpaTHOro ucnonb3osaHuns. Knaccudpuumpyetes kak d3, 1 yCTORYMBOCTL K MPOHUKHOBEHWIO Napa
oLeHuBaeTcA Kak 3.

Tabnuya D.4 — Coaepxumoe: 2-4neH ceMeicTBa

Mosnuma OnucaHune | Ne ” Mosunuusa OnucaHue Ne

1 Kycauku 1 6 3ybuaThIii KPHOHOK OCTPLIN 2

2 ObTiopaTtop 2 7 PebepHblit paclumputens 2

3 CVD-otcacbiBaTens 2 8 MepdopupoBaHHLIA NOTOK ANS UH- 1
CTPYMEHTOB

4 PeTpakTop 9 9 HKecTkuit KoHTeHep AnNA cTepunusa- 1
L1 MHOrOKpaTHOro UCNONbL30BaHWUA

5 PeTpakTop camoyaepxusatoLyminca 1

Tabnuya D.5 — AHanus: 2-uneH ceMeiicTBa

YCTON4NBOCTL
XapakTtepuctuka OnucaHue Koa K NPOHWUKHOBEHUIO Napa
(oueHka)
Obuwee onncaHue Brkntoyaer Habop WHCTpYMeHTOB cpeaHero u 6onb- e4
LLIOro Beca, BHIMOSTHEHHLIX U3 HepXaBelolei cTanu,
pacrnonoXeHHbLIX Ha XUMPYpPruiyeckoM MosoTeHue B
nepdOpUpPOBaHHOM METaNNMYECKOM J1OTKE BHYTPU
XECTKOro KoHTeHepa AnsA cTepunu3aLm MHOroKpaT-
HOro MCMoMb30BaHUS.
O6wwit Bec npumepHo 3960 r
KoHcTpykuumsa MoHonuTHas al el
LLlapHWUpHbIE coeaUHEHUsA U 3aMKu a2 el
MephoprpoBaHHbIA NOTOK al e3
[MpoHuLaemoe nonoTeHue a4 e3
MaTepuan HepxagetoLas crtanb b1 el
[MonoTeHLe 13 XNOonKOBOro NonoTHa b2 e3
Bec OTr5080500r c1 el
c2
BapbepHas cuctema ana | Metannuyeckuit KOHTERHep AnNsA cTepunuaauuu MHo- d3 e3
cTepunusayum nvnm rOKpPaTHOro UCMONb30BaHUSA
cucTema ynakosku

D.1.4 CemenicTBO NpoayKTOB
CemeiicTBO NpoAYKTOB, K KOTOPOMY OTHOCUTCA 2-4neH cemeiictBa, PF14. AHanus HaGopa npuBegeH B Tabnuye D.6.
OTHeceHune kK PF14 1 oLeHKa yCTORYMBOCTY K MPOHUKHOBEHUIO Napa e4 0CHOBaHbl Ha KOHTeWHepe AN cTepunusaumu.

Tabnuya D.6 — CeMeiicTBO NPOAYKTOB — KraccudmKaLus, OCHOBaHHaA Ha oLeHKax: 2-4rneH cemeictea

YCTOWUMBOCTb K NPOHUKHOBEHUIO

MU Xapaktepuctuka napa (oLieHKka)
BapbepHasn
Mare- cucteMa ana
PF KoHcTpykuuma puarn Bec cTepunusaummn ©
(@) (b) (©) wunu cuctema
ynaKkoBKu

(d)
112134567 |+ ([1]2]1[2]3]4([1]2]|3([4]1]2|3]|4([5|6]|7|+

14 | x | x X X X | x | x| x X X
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D.1.5 OueHka 3-uneHa ceMeMCcTBa

3-4neH ceMeiicTBa oLieHMBaeTCA criefyolmm obpasom (cMm. Tabnuypel D.7 n D.8):

- KoHCTpyKkuma no3auuuii B Habope BKIoYaeT NpocTble LWapHUPHBLIE COeAUHEHNS], 3aMKN, MOHOMUTHLIE MeTannuye-
CKMe KOHCTPYKLMK 1 xrionyatobymaxHbele TKaHW. M3-3a [ONOMHUTENBHBIX CIOEB YMakoBOYHOrO Matepuana BOKpyr 3axuma
ANA TkaHeW faHHas No3uLua NpefCcTaBnsaeT CornacHo oLeHKe HanbonbLuyo CNOXHOCTD, Knaccuduumnpyetca Kak a2, u
YCTOWYMBOCTb K MPOHUKHOBEHWIO Napa oLieHUBaeTCs Kak e3.

- Micnonb3yeMble Matepuarnsl BKNOYaOT HepXaBeloLyto ctanb u xnonok. Knaccuduuupyrotea kak b2, n yctonuu-
BOCTb K MPOHUKHOBEHUIO Napa OLeHUBaeTCs Kak €3.

- Bec otgensHbIX nosuumii Habopa nexut B AuanasoHe ot 50 go 250 r, o6wuii Bec Habopa 5400 r. Knaccudpuumpy-
eTcs Kak c2.

- BapbepHas cuctema gnsa crtepunusauuMu CoCTOUT U3 NepdOPUPOBAHHOIO BHYTPEHHErO f0TKa, NOMELLEHHOro B
KECTKWUIA KOHTeHep MHOrOKpaTHOro ucnone3oBaHus. Knaccuduuymupyertcs kak d3, n ycToWYMBOCTb K NPOHWKHOBEHWIO Napa
oLieHMBaeTcA Kak e3.

Tabnwunya D.7 — Copepxumoe: 3-4neH ceMencTea

Mosuuns OnucaHue Ne Mosuuusa OnucaHue Ne

1 3axum 6 7 HoxHUubI 6

2 MuHyeT 31 8 PykosaTka Hoxa 3

3 N3amepuTenbHas nuHeiika 1 9 3axum Ana TKaHewn 1

4 Wrnogepxarens 6 10 MepdopupoBaHHasa Kop3nHa Ans 1
WHCTPYMEHTOB

5 PeTtpakTop 4 11 BymaxkHO-nNacTUKoBLI TepMocBapu- 1
BaeMblil NakeT 5x9

6 PeTpakTop camoyaepxuBatoLLuiics 8 12 KecTkuid KOHTeHep ANA cTepunusa- 1
LMK MHOTOKPATHOMO UCMONBb30BaHNA

Tabnuya D.8 — AHanus: 3-4neH ceMeiicTBa

YcTonunBoCcTb
XapakTtepuctuka Onucanue Koa K NPOHMKHOBEHUIO Napa
(oueHka)
ObLee onucaHune BkritovaeT Habop WMHCTpyMEHTOB cpepHero U 6onb- e7
LIOro Beca, BhIMOMHEHHBIX U3 HepXaBeloLWen cTanm,
pacnonoXeHHbIX Ha XUpPyprudeckoM MonoTeHue B
nepcopMpoBaHHON MeTanIMYecKoin Kop3nuHe BHYTpH
HECTKOro KOHTeHepa Ans cTepunusayum MHorokpar-
HOFO UCNONb30BaHMUS.
O6wuit Bec npuMepHo 5400 r
KoHcTpyKums MoHonutHas al el
MepopnpoBaHHbIiA TOTOK al e3
MakeT ¢ 3aXuUMOM Ansa TKaHeil B NOTKe ANS MUKPO- a7 e’
MHCTPYMEHTOB, W30fIMPOBAHHOM BHYTPW XECTKOro
KOHTEWHepa Ans CTepunusayum MHOFOKpPaTHOro Mc-
nonb3oBaHuUsi
Martepuan Hepxasetowas crarnb b1 el
[NonoTeHue U3 XNOnNKOBOro NonoTHa b2 e3
Bec Oor50p80250T1 c1 el
c2 el
BapbepHas cuctema ans MeTannuyeckuit KOHTEHep ANA CTepunu3auun MHO- d3 e3
cTepunu3aauumn nunm roKpaTHOro UCNorb3oBaHNA
cucTeMa yrnakoBKU

D.1.6 CemeicTBO NpoayKToB

CeMeiicTBO NpOAYKTOB, K KOTOPOMY OTHOCUTCA 3-uneH ceMeilictea, PF29. Ananua Habopa npusefeH B Tabnu-
ye D.9. OtHeceHue kK PF29 u oueHka ycTOMYMBOCTU K NPOHUKHOBEHUIO Napa €7 oCHOBaHbl Ha yNaKkoBKe BOKPYr 3aXuma
0N TKaHeMn.
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Tabnuya D.9 — CemeiicTBO NpoayKTOB — KnaccudukaLus, OCHOBaHHas Ha oLieHKax: 3-4neH ceMeincTea

YCTOWYMBOCTb K MPOHUKHOBEHWUIO
MU XapaKktepuctuka napa (oLeHKa)
BapbepHasn
Mare- cucTema aAna
PF KoHcTpykumsa nan Bec cTepunusaLm ©
€)) p(b) (c) wunu cuctema
ynakoBKu
(d)
1121314 6|7|+11]12|1]2|3]|4([1]2[3]|4(1]2[3|4([565|6|7]|+
29 X X X [ x| x[X X X | X | X X

D.1.7 OueHka 4-uneHa cemelicTBa
4-uneH ceMeiicTBa oLeHNWBaeTCs criegytowumM obpa3om (cM. Tabnuuel D.10 1 D.11):
- KoHCTpyKUmMa nosuumii B HaGope BKIIOYAET NpocThle MeTanmyeckue Tasbl, Yalliu W XnonyatobymakHbele TKaHMu.
HanbonbLuyto CroXHOCTb NpeAcTaBnsaeT bapbepHasa cucTemMa Ansa crepunusauymm, kKnaccuduLmpyerca Kkak a3, u yctonym-
BOCTb K MPOHUKHOBEHMIO Mapa oLieHnBaeTcs Kak e3.
- Mcnonbayemble MaTepuanbl BKIOYAOT HEPXaBerLLYo cTarnb U XNonok. Knacecuduumpyotes Kak b2, n yctoum-
BOCTb K MPOHUKHOBEHUIO Napa OLeHWBaETCA Kak 3.
- Bec oTgentHbIxX no3uyuii Habopa nexut B AnanasoHe ot 50 go 1000 r, o6wmii Bec Habopa 2700 r. Knaccuduum-

pyeTcs Kak ¢3.

- BapbepHasi cucTemMa Ans CTEPUNMU3aLMM COCTOUT U3 OJHOPA30BOro ABYXCIOWHOrO NonoTHa. KnaccuduuympyeTes
Kak d3, 1 YCTOMYMBOCTb K NMPOHUKHOBEHMIO Napa OLeHUBaEeTCA Kak e3.

Tabnuya D.10 — Cogepxumoe: 4-uneH cemeincTea

Moanumsa Onucaxune Ne MNosuumsa Onucaxne Ne
1 Bonbluaa MeauumHeKas Yallka 1 5 CpeaHas MeguLUHCKas Yallka 1
2 Manas MeguuuHckas Jalluka 1 6 JloTok WwapoBuaHbINA 1
3 MeH3ypka 1 7 OnHopa3oBoe ABYXCNOWHOE NONOTHO 1
4 Xupyprudeckoe norioteHue 2
Tabnuya D.11 — AHanus: 4-uneH ceMeiicTBa
YcToiunsocTb
XapakTtepucTtuka OnucaHune Koa K NPOHUKHOBEHUIO Napa
(oueHka)
Obuee onucaHue Bknioyaer Habop MeAWLMHCKUX uYallek CpepHero e3
Beca, BbINOMHEHHBIX U3 HEpXaBeloLLel cTanu, pacno-
NOXEHHbIX Ha XUPYPrudeckux nornoTeHLax, pasgens-
IOLUX OTAENbHbIE Yallky, 3aBepHYTHIA B OfHOpPas3o-
BO€ [IBYXCIIOWHOE MOMOTHO.
O6wwit Bec npuMepHo 2700 r
KoHcTpykuus MoHonutHas al el
[NonoTeHue U3 XNONKOBON TKaHU a4 e3
Matepuan Hepxasetowas cranb b1 el
[NonoTeHuUe 13 XNONKOBOM TKaHU b2 e3
Bec OTr 508010001 c1 el
c2 el
c3 el
BapbepHas cuctema gns | OgHopa3soBoe ABYXCIOMHOE NOMOTHO d3 e3
cTepunusagum nmnu
cucTeMa ynakoBKu
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D.1.8 CemelicTBO NpoAYyKTOB
CeMeilcTBO NpoLyKTOB, K KOTOPOMY OTHOCUTCS 4-uneH ceMeiicTa, PF13. AHanus Habopa npuBeAeH B Tabnuue D.12.
OTHeceHWe K PF13 1 oLleHKa YCTORYUBOCTM K MPOHUKHOBEHUIO Mapa €3 0CHOBaHb! Ha cucTeme 3allnTbl CTEPUNBHOCTY.

Tabnuya D.12 — CeMelcTBO NPOAYKTOB — KNaccuUKaLms, 0OCHOBaHHasA Ha OLeHKax: 4-4neH ceMeicTaa

YCTOWYMBOCTb K MPOHUKHOBEHMIO

MW XapaKkTepuctuka napa (oLjeHKa)
BbapbepHas
Mare- cuctema Ans
PF KoHcTpykuma pran Bec cTepunusauuu @)
(a) (b) (© n/vnu cuctema
ynakoBKu

(d)
112|134 |5(67[+[1]2]1]2|3|4|1]|2|3|4(1|2|3|4|5|6]|7]|+

13 | x X X [ x [ x [ x| X X X

D.1.9 OueHka 5-uneHa cemencTBa

5-uneH cemeiicTBa oLeHMBaETCS crefytowmnm obpasom (cm. Tabnuubl D.13 n D.14):

- KoHeTpykumsi noanuuii B Habope BKIFOYAET MOHOMUTHBIE KOHCTPYKLMN 1 TPYyBKU. Hanbonbllyto CnoXHOCTbL NpeacTas-
NAOT TPYOKM M3 NaTekca, KOTopble KnaccuguumMpyroTes Kak a5, U yCTOWYMBOCTb K MPOHUKHOBEHMIO Napa OLEeHUBaETCH Kak e5.

- Ncnonbayemble MaTepuarnsl BKITHOYAKT Hepx)XaBewLyro cTarnb, nrnactuk un narekc. Knaccudguuupytores kak b2, n
YCTONYMBOCTb K MPOHMKHOBEHWIO Napa OLEHNBaETCs Kak e3.

- Bec oTaenbHbIX no3numii Habopa nexuT B AunanasoHe ot 50 ao 250 r, o6uwmid Bec Habopa 500 r. Knaccudpmumpy-
eTcs Kak ¢3.

- BapbepHas cuctema Ansa crepunusauum npegcraenaet coboit GyMaxHbIil TepMocBapuBaeMelii nakeT. Knaccndun-
umMpyeTes Kak d3, v yCTOWYMBOCTL K MPOHUKHOBEHUIO Napa oLeHUBaeTCs Kak e3.

Tabnunya D.13 — Cogepxumoe: 5-uneH cemeiictea

Mosunuua OnucaHne Ne Moauymna Onucaxne Ne
1 ByTbINb oTcackiBaTens 1 3 Pe3snHoBble TpyGku 1
2 TepMocBapuBaeMblii nakeT u3 Gymaru/ 1
nrnacrumka

Tabnuya D.14 — AHanua: 5-uneH cemeicTea

YeTonunsocTb
Xapaktepuctuka OnucaHue Koa K NPOHUKHOBEHWIO Napa
(oueHka)
ObLee onucaHne Bkntovaer 2—3 WHCTpyMeHTa cpefiHero Beca, BbINon- e5
HEeHHbIX U3 HepXaBeloLleil cTanu, nnacTuka, pesnHsbl
W T. A., B Nakete n3 ymarun/nnacruka
O6Lwumit Bec npumepHo 500 r
KoHcTpykumsa MoHonuTHas al el
Tpy6ku a5 e5
MaTepuan HepxaBetoLas cTanb b1 el
[nacTukoBbie, pe3MHOBLIE MO3ULMK b2 el
Bec Or50p0250T c1 el
c2
BapbepHas cuctema ansa | TepmocBapusaeMmblil NakeT U3 Bymaru/nnactuka d2 e3
cTepunusauum n/mnu
cucTemMa ynakoBku

D.1.10 CemelicTBO NPOAYKTOB

CeMeWiCTBO NPOAYKTOB, K KOTOPOMY OTHOcUTCSl 5-uneH cemeiictBa, PF22. Ananu3 Habopa npuseaeH B Tabnu-
ue D.15. OTHeceHue k PF22 1 oueHKa ycTORYNBOCTU K MPOHUKHOBEHUIO Napa €5 ocHoBaHbl Ha Tpybkax us natekca. MNpu
Hanu4uu napa v Bosgyxa NnaTekc MOXeT OKUCAATLCA, U Npy 06paboTke 3T0 AOMKHO YHUTLIBATLCA.
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Tabnuya D.15— CeMelcTBO NpoayKTOB — KnaccudukaLms, oCHoBaHHasA Ha oLeHKax: 5-4neH ceMelcTBa

YCTONUMBOCTL K NPOHUKHOBEHUIO

MU XapaKkTtepuctuka napa (oLeHKa)
bapbepHas
cuctema ansa
PF KoHcTpykumna Mp:;?{ Bec cTepunusaummn @)
@) (b) © wunu cuctema
ynakoBK1

(d)
112 (34|56 |7 [+[|1]2]|1]|2|3|41]|[2|3|4(1]2]|3]|4]|5]|6]|7]|+

22 | x X X [ x [ x |x X X X

D.1.11 Beaywumii npogykTt

6-uneH cemeiicTBa onpeAeneH Kak BefyLunii NPOAYKT AN KaTeropun obpaboTku MHCTPYMEHTOB obLero HasHade-
HWS 1 OLieHMBAETCA C y4eToM cregytoLero (cM. Tabnuupel D.16 n D.17):

- KoHeTpyKumMs noauumii B Habope BKIOYAET LIAPHUPHLIE COEANHEHUS, 3aMKU, METanM4ecknue noTkn, Tpybku un
XJ10MKOBYIO TkaHb, HanGonbLuyto CroXHOCTb NpeAcTaBNstoT Habopbl MHCTPYMEHTOB, KOTOpbIe HaxXOAATCA B TEpMOCBapu-
BaeMbIX Naketax u3 ymarn/nnactuka u cnelpanbHOM KOHTeHepe MHOroKkpaTHOro ucnons3oeaHus. Knaceuduympytores
KaK a7, U yCTORYMBOCTb K MPOHUKHOBEHWIO Mapa OLieHWBaEeTCA Kak e7.

- Micnonbayemble MaTepuarnbl BKIMHOYAKT HepXXaBetoLLyo cTanb 1 Xrnonok. KnaccuduumpyroTes Kak b2.

- Bec otaenbHbIx nosnumii Habopa nexuT B gnanasoHe ot 50 go 1000 r, o6wmii Bec Habopa 22 000 r. Knaccudu-
LiupyeTca Kak ¢3.

- BapbepHas cuctema ans ctepunusaLyumn NPeacTaBnaeT coboil eCTKNA KOHTeHep MHOTOKPaTHOIO MCMONb30BaHUS.
Knaccudunuupyertea kak d3, 1 ycTOAMMBOCTL K MPOHUKHOBEHUIO Napa oLeHMBaeTcs Kak 3.

Tabnuuya D.16 — Cogepxumoe: 6-4neH cemeiicTea (BeAyLLMA NPOAYKT)

Mosunumna OnucaHue Ne Mosuuma Onucaxue Ne
1 3axum 59 10 MegawuumHckas Yaluka cpefHss 1
2 3axum ans onepaunoHHoro 6enes 8 11 MeauumHckasn Yalka manas 1
3 OpHO3y6bIN KpHoYOoK 2 12 JloTok WwapoBUAHLINA 1
4 Urnopepxatenb 6 13 MeH3ypka 1
5 HoxHuULb 6 14 MapneBblil TamnoH 4 x4 12
6 PykosiTka HOXa 4 15 Tpybka 1
7 3axum AnNa TkaHewn 1" 16 TepMocBapuBaeMbIit NakeT u3 Gyma- 1

ru/nnactuka 5x9
8 Xupyprudeckoe nonoteHue 3 17 J10TOK C KphILLKOIA 1
9 BaTHble Wwapuku 12 18 HecTkuii KOHTelHep ANA cTepunusa- 1
LM MHOTOKpaTHOro UCMONb30BaHUA

Tabnuya D.17 — AHanus: 6-ureH ceMeicTBa (BegyLLMil NPOAYKT)

YcTonunBoCcTb
XapakTtepuctuka OnucaHue Kop K NMPOHWUKHOBEHWIO Napa
(oueHka)
Obwee onucaHune MpeacraenseT coboit Habop UHCTPYMEHTOB OT Ccpea- e7

Hero A0 60rbLIOro Beca, BLINMOMHEHHbLIX U3 HepxaBe-
IOWen cranu, pacnofoXeHHbIX Ha XUPYpruyeckoM
nonoTeHLe B nepdopupoBaHHON METAaNNNYECKOW KOp-
3UHe, NOMELLEHHOW B XXECTKUIA KOHTEHEp ANs cTepu-
nN3auun MHOroKpaTHOro MCNosb30BaHUS.

Ob6wwuii Bec npumepHo 22 000 r
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OkoHYaHue mabnuypl D.17

YcTolunsocTb
Xapakrepuctuka OnwucaHune Kog K NPOHUKHOBEHUIO Napa
(oueHka)
KoHcTpyKuma MoHonutHas al el
MepcopupoBaHHbLIA NOTOK al e3
[MakeT ¢ 3aXUMOM ANA TKaHel B fOTKe ANS MUKPO- a7 e/
WHCTPYMEHTOB, W30MMPOBaHHOM BHYTPU XXECTKOro
KOHTENHepa ANnA CTepunu3auum MHOFOKpaTHOro Mc-
nonb3oBaHWA
Habopbl MEAULIMHCKUX YaLlek a3 e3
BaTHble Wwapuku a4 e3
Tpy6ku a5 e5
MaTepuan Hep>xaBetoLwas cTanb b1 el
XnonkoBoe MofoTHO b2 e3
BaTHble Wwapuku b2 e3
[nacTUkoBbIA NOTOK b2 el
TepMocBapuBaeMblil NakeT U3 bymaru/mnactuka b2 e3
Tpybku U3 nartekca b2 eb
Bec Ot 50 801000T1 c1 el
c2 el
c3 el
bapbepHas cuctema ana | Metannuyeckuii KOHTEAHep AN cTepunu3aumm MHO- d3 e3
cTepunusauum nmnu rOKpaTHOro UCMornb3oBaHusA
cucTeMa ynakoBku

D.1.12 CemelicTBO NPOAYKTOB

CeMeicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCA 6-uneH cemeicTsa, PF29. AHanus Habopa npuseaeH B Tabnu-
ue D.18. OTHeceHue k PF29 1 oueHka yCTOMYMBOCTM K NPOHUKHOBEHUIO Napa €7 OCHOBaHbl Ha MHCTPYMEHTax, Haxoas-
LLUXCH B TEPMOCBapMBaEMOM nakeTe 13 GyMaru/nnacTuka, NOMELLLEHHOM B XXECTKUI KOHTeHep AN cTepunusaLm MHOro-
KpaTHOro Mcnonb3oBaHus. B-uUreH cemeiicTBa UMeeT HaubonbLUKii Bec B kaTeropun o6paboTkn n coaepXuT Bce No3uuum,
onpeaeneHHsle B fpYrux YneHax ceMeicTB Kak Haubonee cnoxHele Ans cTepunusaunn. 6-4neH cemeiicTea onpeaeneH
KaKk BefyLLMii NPOJYKT ANS KATeropumn MHCTPYMEHTOB 06LLero Ha3HaueHus.

Tabnwnya D.18 — CemeiicTBO NpofyKToB — KraccuduKaLusi, oCHOBaHHasA Ha oueHKax: 6-4neH cemeicTBa (BeAyLuit
nNpoAYyKT)

YCTONYUBOCTL K NPOHUKHOBEHUIO

MW XapakTepucTtuka napa (oueHKa)
BapbepHas
Mare- cuctema AnA
PF KoHeTpykuma puan Bec cTepunusauuu @)
(@) (b) (c) nvnn cuctema
ynakoBKu

(@)

29 X | x X | X [ x| x|x X X

D.2 Habopbl ans uMnnaHTauuMm U KOMIMIIeKCHbIe opToneanueckue Habopbl

[Be kaTeropuu o6paboTkn nokasaHbl Ha pucyHkax D.2 n D.3 cooTBeTCTBEHHO. Kaxaas KaTeropus coCToUT K3 Ye-
ThIPEX YIEHOB ceMeiicTB, M3 KOTOpbIX BbiGpaH BefyLMin NPpoAyKT. BuiGop ocHoBaH Ha KpUTepusx, onucarHelx B D.1.12.
B Tabnuuax D.19—D.22 npuBegeHa oLeHKka B COOTBETCTBUU C pasgeniom 4 aAnst Habopos AnNsS uMnnaHTauuu. B Tabnu-
yax D.23—D.26 npuBefeHa oLeHKa KOMMMIEKCHbIX OpTONeANYeCcKuX HabopoB.
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O603Ha4eHs: 1-4s1eH cemelicTBa; 2-U/leH CEMENCTBA; 3-4Y/1eH CEMENCTBA; 4-4/ieH cemelicTBa (BeayLUmii NpoAayKT)

PucyHok D.2 — KaTeropusi 06pa6oTku: HaGopbl A8 MMNAaHTaLumn

Ta6nuya D.19 — OueHka

Xapakrepuctmka

O6uwee onnucaHme

KoHcTpyKkuma

MaTtepunan
Bec

BapbepHasi cuctema ans
cTepunusauum unnm
cucTeMa ynakoBKu

Tab6nnya D.20 — OueHka

Xapakrepuctmka

O6uwee onucaHne

34

— 1-uneH cemeiicTBa: 60/blIe6EPLOBbIE NNACTUHBI

OnucaHue

MpepcTtaBnseT coboil Habop UMNAAHTMPYyeMbIX nna-
CTUH HeOGOMbLIOTO Beca, BbIMOMHEHHLIX W3 HepXaBe-
IOWeil cTanM WM TuTaHa, PacrofiOXEHHbIX BHYTpU
METasI/IMYECKOTO SIOTKA C KPbILIKOM, 06EpHYTOro OAHO-
pa3oBbIM ABYXC/MOMHbLIM MOJIOTHOM.

O6wuin Bec npumepHo 2000 r

MoHonnTHasA
MepchoprpoBaHHbIn NOTOK
MonoTeHue nog 1 Hafg KOHTeWHepoMm

HepxasetoLasa ctanb
MonoTeHuUe K3 X/I0NKOBOro NooTHA

OT150 go 150 r

MeTanimyecknin NOTOoKe KPbILIKOM
OpfHopasoBoe ABYXC/0MHOE MOM0THO

— 2-4eH ceMeiicTBa: Ha60p KaHK/IMPOBaHHbLIX BUHTOB

OnvcaHve

MpeactaBnseT coboil Habop Nerknx KaHwIMpoBaH-
HbIX OPTOMEAUYECKUX BUHTOB, BbIMNOSIHEHHbLIX U3 He-
pXaBewlleil ctany win TUTaHa, PacnosIOKEHHbIX B
cneuvanbHOM f10TKE A1 BUHTOB C KPBILWKOA € Mo-
NIOTEHLEeM oA, U Haf IOTKOM C KpPbILWKOW, 06epHYTOM
01HOPA30BbIM ABYXC/ONHBLIM NOMOTHOM.

O6wumin Bec npumepHo 3000 r

Kog

RBA

b2

cl
c2

d3

Kog

YCTOUMBOCTb
K MPOHUKHOBEHMIO Mapa
(oueHka)

e4

el
e3
e4

el
e3

el
el

ed

YCTOUMBOCTb
K MPOHUKHOBEHMIO Mapa
(oueHka)

e7
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YcTonunBoCTb
XapakTepuctuka OnucaHue Koa K MPOHWKHOBEHMIO Napa
(oueHka)

KoHcTpykuus MoHonuTHas, ¢ NonocTsMU (C COOTHOLLEHUEM rnybu- al el

Ha/anameTp <1)

[MepdopupoBaHHbIA NTOTOK al e3

ConpsixeHHble MOBEPXHOCTHU a7 e7
Matepuan Hepxasetowas ctans/TuTaH b1 el

[TonoTeHue M3 XJIOMKOBOrO NOOTHA b2 e3
Bec MpumepHo 25T c1 el
bapbepHas cuctema ana | Metannuyeckuin KOHTERHep d3 e4
cTepunmsagum nnnm Xupyprudeckme nonoTeHua d3 ed
cucTema ynakoBKu OpnHopa3oBoe ABYXCIONHOE NONOTHO d3 e3

Tabnuya D.21 — OueHka — 3-4neH ceMeiicTBa: Habop KOCTHLIX BUHTOB U UHCTPYMEHTOB
YCTOWUMBOCTb
XapakTepuctuka OnucaHue Koa K MPOHWKHOBEHMIO Napa
(oueHka)

Ob6Lee onucaHue MpeacTtaenseT coboit Habop MHCTpyMeHTOB Hebornb- e7

LLIOro M CcpefHero Beca, BbLIMONMHEHHBIX U3 Hepxa-

BelLeid cTanun, N manbix opToNeAnYecKuX BUHTOB,

pacnonoXeHHbIX B crneyyuanbHOM I0TKE C KPLILUKOW C

MonoTeHLEeM NOA W Haj SIOTKOM C KPbILLKOW, 06epHy-

TOM O HOPa30BbIM [ABYXCIONHLIM MOMOTHOM.

O6Lwmii Bec npumepHo 3500 r
KoHcTpykuus MoHonutHas al el

[MepdopupoBaHHbIN NOTOK al e3

ConpsixeHHble NOBEPXHOCTH a7 e7
Matepuan Hepxasetowan ctanb b1 el

[TonoTeHue M3 XNIONKOBOrO NOMOTHA b2 e3
Bec Or50p0250Tr c1 el

c2

BapbepHas cuctema ansa | Metannuyeckuit NOTOK C KPbILLIKON d3 ed
cTepunusagum u/mnu cu- | Xupyprudeckue nornoTteHua d3 e4
cTema yrnakoBKv OnHopa3oBoe ABYXCNONHOE NONOTHO d3 e3

Tabnuya D.22 — OueHka
BUHTOB

— 4-uneH ceMelicTBa (BeAyLLMiA NpoayKT): Habop MHCTPYMEHTOB AS1s1 OCKOMKOB, MMACTUH U

YcTonunsocTb
XapakTepuctuka OnucaHve Koa K MPOHWKHOBEHMIO Napa
(oueHka)

Ob6Lee onucaHue MpepcTtaenseT coboii Habop MHCTPYMEHTOB CpeAHEro e’

1 60MbLLIOro Beca, BHIMOMHEHHBIX U3 HepxaBsetoLlen

CTanu, pacnonoXeHHbIX Ha XUPYpru4eckom noro-

TeHUe B NepdopvpoBaHHOM METaNIM4eckoM JOTKe

BHYTPW NOTKa C KPbILUKOW, 06epHYTOro 04HOPa3oBbIM

[IBYXCIOWMHBIM NONOTHOM.

O6Lwumit Bec npumepHo 4500 r
KoHcTpykuus MoHonutHas al el

[MepdopupoBaHHbIN NOTOK al e3

ConpsaxeHHble MOBEPXHOCTHU a7 e7
Matepuan Hepxasetowas ctanb b1 el

[TonoTeHue 13 XNOMKOBOro NosioTHa b2 e3

35



FOCT P 58163—2018

OkoHuyaHne Tabnuuybl D.22

YcToitunBocTb
XapakTepucTtuka OnucaHve Kog, K NPOHMKHOBEHMUIO napa
(oueHka)
Bec OT150 no 250 r cl el
c2 el
BapbepHas cuctema gnss MeTasl/IM4eCKMin TOTOK C KPbILKOW d3 e4
cTepunusaymn nvmm Xvpypruyeckue nonorteHua d3 e4
cucTeMa ynakoBKu OpHopas3oBoe ABYXC/I0MHOE NOMNOTHO d3 e3

0O603HaueHst: 1-41eH CeMelicTBa; 2-UieH CeMeCTBa; 3-WieH CeMeliCTBa; 4-uieH cemelicTea (BeayLLmin NpoayKT)

PucyHok D.3 — KaTteropusi 06pa6oTku — KOMM/IEKCHbIE OpToneanyeckne Habopbl

Ta6nunya D.23 — OueHka — 1-4neH cemeincTea: Habop MHCTPYMeHTOBACL

YcTonumMBOCTL
Xapakrepuctvka OnvcaHve Kog, K MPOHVKHOBEHMIO Mapa
(oueHka)
O6ulee onvcaHue MpepacTtasnseT coboli Habop MHCTPYMEHTOB CpeAHero e5
1 6OMbLIOTO BECA, BLINOMIHEHHbIX M3 HepxXaBetoLlel
CTa, MniacTvka W Kepamuku, pacrosiOKEHHbIX B
cnewunanbHOM N10TKe U3 NosMkapboHaTa BHYTpY anio-
MUWHWEBOIO N10TKA C KPbILLKON, 06EpHYTOro ofHopaso-
BbIM ABYXC/O/HbIM MO/IOTHOM.
O6wwwii Bec npumepHo 3200 1
KoHcTpyKuus MoHonutHas al el
MepdoprpoBaHHbIi NOTOK al e3
MHOroypoBHEBbIli NI0TOK a5 e5
AswxyLinecsa yactu a5 e4
Marepuan Hepxaselowasa ctanb M el
Monukap6oHat b2 e3
Kepamuka b2 el
MonoTeHue 13 X/I0MKOBOr0 NOMNOTHA b2 e3
Bec OT1 50 po 500 r cl el
c2 el
BapbepHas cuctema gns  OgHopasoBoe ABYXC/OAHOE MOIOTHO d3 e3

cTepunuaumumn unnm
CUCTEMA YNaKoBKM
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YcTounBoCTb
XapakTepuctuka OnwucaHue Kog K NPOHUKHOBEHUIO Napa
(oueHka)
ObLee onucaHue MpeacTaBnseT coboi Habop MHCTPYMEHTOB CpefHero ed5
1 BonbLUOrO Beca, BHIMOMHEHHBLIX M3 HepxaBeroLLei
CTanu, nnacTuka W KepaMuKW, pacrofioKeHHbIX B
cneupansHOM fOTKe U3 nonukapboHaTa BHYTpY anto-
MWHWEBOrO JI0TKa C KPbILLKOW, 06epHYTOro ogHopaso-
BbIM ABYXCIIOAHbLIM MOSTOTHOM.
O6Lwuii Bec npumepHo 6000 r
KoHcTpykuus MoHonutHas al el
[MepdopupoBaHHbINA NTOTOK al e3
MHoOroypoBHEBELI NOTOK a5 ed
OsmxyLinecs 4actu a5 e4
Matepuan Hepxasetowasa ctanb b1 el
Monukap6oHat b2 e3
KepaMuka b2 el
[TornoTeHLe 13 XNoMKoBOro NonoTHa b2 e3
Bec Ot 508010001 c1 el
c2 e3
c3 e3
BbapbepHas cuctema gnsa | OgHopasoBoe ABYXCNOWHOE MONoTHO d3 e4
cTepunusauum nmnu
cucTeMa ynakoBku
Tabnuya D.25— OueHka — 3-uneH ceMeiicTBa: Habop UHCTPYMEHTOB 151 BUHTOB C KPbILLKON
YcTounBoCcTb
Xapakrepuctuka OnucaHue Koa K NPOHUKHOBEHUIO Napa
(oueHka)
ObLee onucaHue Mpegcraenset coboit Habop MHCTPYMEHTOB CPEAHEro e5
1 6onblUoro Beca, BHIMOMHEHHBIX U3 HepxaBsetoLen
CTanu, nnactuka W Kepamukn, pacrofioOKeHHbIX B
cneumansHOM 10TKe U3 nofiMkapboHaTa BHYTPU anko-
MWHWEBOTO JI0TKa C KPbILUKOW, 06epHYTOro ogHopaso-
BbIM ABYXCIIOMHBLIM MOSIOTHOM.
O6Lwuit Bec npumepHo 4000 r
KoHcTpykuma MoHonuTHas al el
[MepdopupoBaHHbIA NOTOK al e3
OsmxyLnecs 4actu a5 e4
Matepuan HepxasetoLjasa ctanb b1 el
Monukap6oHat b2 e3
KepaMuka b2 el
[lonoTeHUe M3 XONKOBOro NofoTHa b2 e3
Bec OT50 06001 c1 el
c2 e3
c3 e3
bapbepHas cuctema gnsa | OgHopasoBoe ABYXCNOWHOE MONOTHO d3 e4
cTepunusauum nmnu
cucTemMa ynakoBku
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Tabnuya D.26 — OueHka — 4-4neH ceMelcTBa (BeAyLMiA NPOLYKT): HABOp MHCTPYMEHTOB AN O4aroBOro OCTEOHe-
Kpo3a GefpeHHoit kocTn

YcTonuneocTb
XapakTtepuctuka OnucaHve Kog K MPOHUKHOBEHUIO Napa
(oueHka)

ObLwee onucaHune MpeacTtaenseT coboit Habop NHCTPYMEHTOB CpeaHero e5

1 6onblUoro Beca, BHIMOMHEHHBIX U3 HepXaBetoLen

CTanu, nnactuka W KepamukW, pacnofioKeHHbIX B

cneuyansHOM foTKe U3 nonukapboHaTa BHYTpU anto-

MWHWEBOTO J10TKa C KPBILLKOW, 06epHYTOro ogHopaso-

BbIM ABYXCIIOAHbLIM MOMOTHOM.

O6Lwumii Bec npumepHo 9000 r
KoHcTpyKums MoHonutHas a1l el

[NepdopupoBaHHLIA TOTOK a1l e3

MHOroypoBHeBbIA NOTOK ab eb5

[smxyLineca yactu ab e4
MaTepuan Hep>xaBetoLas cTanb b1 el

Monukap6oHaTt b2 e3

KepamMuka b2 el

[TonoTeHue M3 XNIOMKOBOMo NOMoTHa b2 e3
Bec OT50801000r c1 el

c2 e3
c3 e3

BapbepHas cuctema ansa | OgHopasoBoe [BYXCIOWHOE MOMOTHO d3 e4
cTepunusauymm uvnm
cucTema ynakoBKu
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Mpunoxexnue AA
(cnpaBouHoe)

CBeaeHUs 0 COOTBETCTBUU CChISTIOYHOIO MEeXAYHApPOAHOro CTaHAAPTA HALMOHANbLHOMY CTaHaAApTY
Poccuitickon ®egepauunn

Tabnuya OA1

OB03HaYeHNe CCbINOYHOro
MeXAyHapoAHoro ctaHaapTa

CTteneHb
COOTBETCTBUSA

OB03HaYeHWe N HaUMeHoBaHNe
COOTBETCTBYHOLLENO HALMOHAIBHOrO CTaHAapTa

EN ISO 17665-1:2006

IDT

FOCT P UCO 17665-1-2016 «CTepunuaayns MeauLmMHCKOW npo-
aykuun. BnaxHoe Tenno. Yacte 1. TpeboBaHus k pa3paboTke,
Banuaauumn n TekyLLeMy KOHTPOSIo npolecca cTepunuaanum me-

OVUMHCKMX M3 enuii»

BETCTBUA CTaHfapTa:

- IDT — naeHTUYHLIA cTaHdapT.

M pnMedaHune — B HaCTOHLLleVI Ta6n|/|qe MCNoJ1b30BaHO crefyrollee ycnoBHoe 0603Ha4YeHne CTeneHn cooT-
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SO 111401

SO 11140-3

ISO 111404

ISO 11140-5

ISO 117371

ISO 117372

ISO 13485

ISO 14001

ISO 14040

ISO 14161

BuGnuorpadus

Acoustics — Determination of sound power levels and sound energy levels of noise sources
using sound pressure — Survey methods using an enveloping measurement surface over a
reflecting plane (AkycTuka. OnpefeneHve ypoBHeih 3ByKOBOA MOLLHOCTH U 3BYKOBOW 3Hep-
MW UCTOMHUKOB LUYMa MO 3BYKOBOMY AaBneHunto. MeTog ucecrnefoBaHns ¢ UCMonbL30BaHUeM
U3MepUTENbLHON NOBEPXHOCTU Haf 3BYKOOTpaXatolwei NnocKocTLH0)

Medical devices — Biological evaluation of medical devices — Part 1. Evaluation and
testing (Buonorudeckas oueHka MegULUHCKUX uagenuin. Yacte 1. OLeHKa 1 uccneaoBaHus
B paMKax npouecca MEeHeXMeHTa pucka)

Medical devices — Biological evaluation of medical devices — Part 17. Establishment of
allowable limits for leachable substance (Buonornyeckasa oueHka MeLULIMHCKUX U3OENUiA.
YUacTb 17. YcTaHOBMEHWE NOPOroBLIX 3Ha4eHUiA ANA BbIMbIBAEMBIX BELLECTB)

Packaging for terminally sterilized medical devices (YnakoBka Ans MEAULIMHCKUX U3TeNuUiA,
nognexaliux UHULLHON cTepunmaaymm)

Sterilization of health care products — Biological indicators — Part 1: General requirements
(CTepunusaymsa MeguUMHCKOR npoaykumn. Bruonorndeckne nngukatopel. Yacte 1. Obwme
TpeboBaHusA)

Sterilization of health care products — Biological indicators — Part 3: Biological indicators
for moist heat sterilization (CTepunuaayus MeguUMHCKOW NpoAyKUMKN. Buonoruyeckne nH-
AukaTopebl. YacTe 3. Buonorudeckme MHZMKaTopbl ANA NPOLECCOB CTEPUM3aLMmn BNaXHbIM
Tennom)

Sterilization of health care products — Vocabulary (Ctepunuaauma MeauLMHCKOR Npoayk-
uuu. Crnoeape)

Sterilization of health care products — Chemical indicators — Part 1: General requirements
(CTepunusayma MeguLUAHCKON NpoAyKUUKW. XuMuyeckue uHaukatopbl. Yactb 1. Obume
TpeboBaHusA)

Sterilization of care products — Chemical indicators — Part 3: Class 2 indicators for steam
penetration test sheets (Ctepunusayma MeNLMHCKON NPOAYKLMKA. XUMUYECKUE UHAUKATO-
pbl. Yactb 3. CucTeMbl UHAUKATOPOB KNacca 2 AN UCNONb3oBaHWs B UCNbITaHWAX Bosu-
[uka Ha npoHuKaHue napa)

Sterilization of care products — Chemical indicators — Part 4: Class 2 indicators for steam
penetration test packs (Ctepunusayma MeauUUMHCKOW NpoayKUMKU. XUMUYECKNe NHAUKATO-
pbl. YacTb 4. MHgukaTopbl Knacca 2 Kak anstepHaTuBa ucneltaHuio bosu-fuka ans Boise-
rieHns NpoHWKaHus napa)

Sterilization of health care products — Chemical indicators — Part 5: Class 2 indicators for
air removal test sheets and packs (CTepunusayna MeguuUMHCKoNn NpoayKUnnu. XumMmudeckne
uHaukaTtopel. Yactb 5. MHaukaTopel Knacca 2 ana ucneitaHuin boeu-Aluka Ha ypaneHune
BO3yxa)

Sterilization of medical devices — Microbiological methods — Part 1: Estimation of
population of microorganisms on products (CTepunusauuss MeAULUHCKUX W3S ENUNA.
Mukpobuonorudeckne Metoabl. YacTb 1. BeisiBneHne nonynsymin MUKpOOPraHM3mMoB Ha
nsgenusix)

Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility
performed in the validation of a sterilization process (Ctepunusauyua MeanuUUHCKUX nsge-
nuit. Mukpobuonorudeckue Metoabl. YacTb 2. McnblTaHWs Ha CTepUNLHOCTL, NPOBOJUMbIE
ANs onpefeneHus, Banuaauumn 1 NoaaepaHusi NpoLeccoB cTepunusanuin)

Medical devices — Quality management systems — System requirements for regulatory
purposes (MeguuuHckue usgenus. Cuctembl MeHeXXMeHTa kadecTBa. TpebosaHua Ans
Lenei perynupoBaHus)

Environmental management systems — Requirements with guidance for use (Cuctemsl
yrpaBneHus oKpyxatoLumMmn ycnosusmu. TpeboBaHWs pykoBOACTBa MO NPUMEHEHUIO)
Environmental management — Life cycle assessment — Principles and framework
(YnpaeneHue okpyxatowmumu ycnosuamu. OueHka fonroBeqyHocTu. NpuHLUUNEI U CTPYK-
Typa)

Sterilization of health care products — Biological indicators — Guidance for the
selection, use and interpretation of results (Ctepunusauua MegULMHCKUX WU3[ENWiA.
Buonoruyeckue uHgukatTopbl. PykoBogcTeo no BuIGOpy, NPUMEHEHUIO N UHTEpPNpeTaLun
pe3ynsraToB)
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Cleanrooms and associated controlled environments — Part 1: Classification of air
cleanliness (YucTble KOMHaThl U CBsA3AHHBIE KOHTPONUPyeMble ycrnoBua cpefbl. YacTs 1.
Knaccudmkaymsi YncToTel BO3ayXa Nno KOHLEHTPaLMW YacTuLy)

Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization
process for medical devices (CTepunusauna MeauynHcKoin npoaykumn. Obme Tpebosa-
HWS K XapakTepucTuKam CTePUNN3YIOLLUX areHToB U paspaboTke, Banupauumn n TekyLemy
KOHTpOIIO MpoLiecca cTepunusaunn MeauLMHCKNX U3 enuin)

Medical devices — Quality management systems — Guidance on the application of ISO
13485:2003 (MeguumHckue nagenusa. Cuctemsl MeHeXMeHTa KadecTBa. PyKkoBoAcTBO Mo
npumerexunto MCO 13485—2003)

Medical devices — Application of risk management to medical devices (MeauumHckue us-
genus. MNMpuMeHeHne MeHeXXMeHTa pucka K MegULMHCKUM U3genvsam)

Sterilization of health care products — Chemical indicators — Guidance for selection, use
and interpretation of results (CTepunuaauyms MegULMHCKON NPOAYKLUN. XUMUYECKNEe NHAU-
KaTopbl. PykoBOoACTBO Mo BEIGOPY, MPUMEHEHUIO U UHTEPMPETaLWmn pe3ynLTaToB)
Washer-disinfectors — Part 1: General requirements, terms, definitions and tests (Annapatbl agns
MOViKM 1 gesnHdekummn. Yacts 1. ObLyme TpeboBaHUsA, TEPMUHEI, ONPefeneHnst U UCTIBITaHuS)
Washer-disinfectors — Part 2: Requirements and test methods for washer disinfectors
employing thermal disinfection (AnnapaTbl gna Moiikn u aesnHdekyun. Yactb 2. Tpebo-
BaHWSA U UCMbITAHUS annapaToB AN MONKK U Ae3NHEDEKLMIU, NPUMEHAEMBIX 411 TENNOBOH
Le3NHMEKLMN XNPYPrUYECKUX UHCTPYMEHTOB, HapKO3HbLIX YCTAHOBOK, €MKOCTEW, JTOTKOB,
NPUEMHUKOB, UHCTPYMEHTOB, CTEKIMAHHOMK nocyAbl N T. A.)

Washer-disinfectors — Part 4. Requirements and test methods for washer-disinfectors
employing chemical disinfection for thermolabile endoscopes (Annapatbl AN MOitk1 U ge-
3nHdekyumn. Yactb 4. TpeboBaHWA U MCMBITAHUA annapaToB AN MOWKM U Ae3nHdeKLum,
NPUMEHAEMbIX ANA XUMUHECKON Ae3nHdeKLMN TepMonabunbHbIX 3HAO0CKOMNOB)
Washer-disinfectors — Part 5: Test soils and methods for demonstrating cleaning efficacy
(AnnapaTbl AnA MOWKKW W aesnHdekumn. YacTb 5. KOHTponbHble 3arpA3HEHUss U METOAbI
JeMOHCTpaLuun achPeKTUBHOCTN OUUCTKN)

Sterilization of medical devices — Information to be provided by the manufacturer for the
processing of resterilizable medical devices (CTepunusauua mMeauuUMHCKUX usgennin. MH-
dopmauus, npefocTaBnsiemMas npoussoguTenemM usgenua Ana o6paboTkn MeaULMHCKNX
nsgenuii, npegHasHa4YeHHbIX ANt MHOrOKpaTHOro UCNosb30BaHus)

Sterilization of health care products — Moist heat — Part 2: Guidance on the application of
ISO 17665-1 (CTepunusauus MegULMHCKOW nNpoaykuun. BnaxHoe Tenno. Yactb 2. Pyko-
BOACTBO No npumeHeHuto UCO 17665-1)

Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to
treat medical materials (Tpe6oBaHusa 6esonacHOCTU ANA 3NeKTpu4eckoro obopyaoBaHUa
ANs usMepeHuit, KOHTponsi u nabopaTtopHoro ucnornb3oBaHuA. YacTb 2-040. CneyumanbHble
TpeGoBaHWS K CTepunnaatopam W annaparamM AN MOWKU U Ae3nHPEKLUN, UCMoNb3yeMblM
ans o6paboTkn MegULMHCKMX MaTepmranos)

Sterilization — Steam sterilizers — Large sterilizers (Ctepunusauus. MNapoBbie cTepununsa-
Topbl. borblune cTepunuaaTophbl)

Sterilization of medical devices — Requirements for medical devices to be designated
«sterile» — Part 1: Requirements for terminally sterilized medical devices (Ctepunusauyua
MeAULMHCKUX n3genuii. TpeboBaHUs K MeAULMUHCKUM n3genuam, o6o3HadeHHbIM «CTE-
PUNBbHO». YacTb 1. TpeboBaHWUA K OKOHYATENbHO CTEPUNU3YEMBbIM MEAULIMHCKUM W3-
aenvsam)

Non-biological systems for use in sterilizers — Part 5: Specification for indicator systems and
process challenge devices for use in performance testing for small sterilizers Type B and Type S
(Hebuonoruyeckne cuctemel, Ucrnonb3yemble B cTepunusatopax. Yactb 5. Cneumdukauyms
ANA MHANKATOPHLIX CUCTEM W YCTPOWCTB AN UCTIbITaHUA 3dhdpeKTUBHOCTU npoLecca, UCTonb-
3yeMbIX B 3KCMITyaTaLMOHHbIX UCTIbITaHUAX ManbiX cTepunusatopos Tuna B u Tuna S)
Packaging for terminally sterilized medical devices — Part 2. Sterilization wrap —
Requirements and test methods (YnakoBouHble MaTepuansl U CUCTEMbI ANS CTepunuaye-
MbIX MeAULUMHCKUX u3penuii. YacTe 2. YnakoBka Ansi cTepunusauuun. TpeboBaHusa n MeTo-
bl UCnbITaHWsA)
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EN 868-3 Packaging for terminally sterilized medical devices — Part 3: Paper for use in the
manufacture of paper bags (specified in EN 868-4) and in the manufacture of pouches and
reels (specified in EN 868-5) — Requirements and test method [YnakoBouHble MaTepuansi
W CUCTEMBI 41151 CTEPUNU3YEMBIX MEeAULMHCKUX u3genuii. Yacte 3. Bymara, npumeHaemas B
nponaBoacTee ByMaxHbIX NakeToB (onpeaeneHo B EN 868-4) n B npon3BogCcTBE MELLKOB W
pynoHos (onpegeneHo B EN 868-5). TpeboBaHus 1 MeTogbl UCNbITaHWSA]

EN 868-4 Packaging for terminally sterilized medical device — Part 4. Paper bags — Requirements
and test method (YnakoBo4Hble MaTepuansl U CUCTEMEI ANA CTEPUNUIYEMBIX MEAULIMHCKUX
usgenuit. Yactb 4. ByMaxHble nakeThbl. TpeboBaHUA U METOALI UCMbITAHWA)

EN 868-5 Packaging for terminally sterilized medical devices — Part 5. sealable pouches and reels
of porous materials and plastic film construction — Requirements and test methods (Yna-
KOBOYHbIE MaTepuasnsl U CUCTEMbI ANSA CTEPUNU3YEMbIX MEAULMHCKUX n3genunii. YacTs 5.
KoHcTpyKLmua HarpeBaeMblX U CaMOrepMeTU3MPYIOLLIMXCA MELLKOB U PYNOHOB U3 Bymaru u
nonuMmepHoi NneHkn. TpeGoBaHWUsA U MeTOA bl UCMBITAHUSA)

EN 868-8 Packaging for terminally sterilized medical devices — Part 8. Re-usable sterilization
containers for steam sterilizers conforming to EN 285 — Requirements and test method
(YnakoBouHble MaTepuanbl U CUCTEeMbl ANA CTePUNM3YyeMblX MEAUUWNHCKUX W3AEnuiA.
YacTb 8. KoHTeNHepbl MHOTOKPaTHOM cTepunuaalmi 4ns napoBbIX CTEPUNU3aTOPOB B CO-
otBeTcTBUM ¢ EN 285, TpeboBaHna 1 MeTog bl UCNbITaHWS)

EN 868-9 Packaging for terminally sterilized medical devices — Part 9: Uncoated Nonwoven materials
of polyolefines — Requirements and test method (YnakoBouHble Matepuansl 1 CUCTEMbI
AN cTepunmayemblX MeguLMHCKAX usgenuin. Yactb 9. HenokpbIThle HETKaHble MaTepuansl
nonuodenuHa, NPUMeHsALWNUecs B NPOU3BOACTBE HarpeBaeMblX CamMoOrepMeTU3NUPYIOLLMX-
CS MELLKOB, PYNOHOB W Kpbiwek. TpeboBaHMsA U METOALI UCTIBITAHUSA)

EN 868-10 Packaging for terminally sterilized medical devices — Part 10: Adhesive coated Nonwoven
materials of polyolefines — Requirements and test methods (YnakoBo4yHble MaTepuarns
W CUCTEMbl ANS CTEepUnu3yemblX MeauuuHckux usgenuin. Yacte 10. MokpbiThie Kreikum
BELLeCTBOM HeTKaHble MaTepmaribl nonmodenuHa, NpUMeHsIeMble B MPOM3BOACTBE Harpe-
BaeMbIX CaMOrepMETU3NPYIOLLMUXCS MELLIKOB, PYMOHOB M KpbllleK. TpeboBaHUs U MeToabl
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