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MNpegncnosne

1 MOArOTOBJ/IEH O6WwecTBOM C OrpaHNYeHHOl OTBETCTBEHHOCTbIO «PapmMmcTep» (OO0 «dapmcTep»)
Ha OCHOBe oMU MaNbHOrO NepeBofa Ha PYCCKWUIA 3bIK aHT/103bI4YHOM BEPCUM YKA3aHHOTO B MyHKTE 4 [OKY-
MeHTa, KOTopblii BbiNoNHEeH ®IYTN «CTAHOAPTUH®OPM»

2 BHECEH TexHuyeckum KoMMTeTOM no cTaHgapTusauum TK 383 «CTepunmnsauusa MeauumHCcKol npo-
AyKLnN»

3 YTBEPX/JEH N BBEJEH B JENCTBUE Mpukasom defepanbHOro areHTCTBa N0 TEXHNYECKOMY pe-
rynMpoBaHuio u metponorum ot 5 utona 2018 r. Ne 384-ct

4 Hactoswunii cTaHAapT WAEHTUYEH MexXAyHapofHOMY AokyMeHTy ISO/TS 17665-3:2013 «CTtepunu-
3aumns MeauUMHCKON npogykuun. BnaxHoe Tenno. YacTtb 3. PyKoBOACTBO NO onpeAesieHnio MeAnLUHCKNX
nsgenuii B cemeiictBa NpoAyKTOB U KaTeropun o6paboTku npu ctepunumsaunmn 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». IDT).

Mpu NpyMeHeHNn HacTosILWero cTaHgapTa PeKoOMeHAyeTCA UCN0/Ib30BaTh BMECTO CCbI/TIOYHbIX MeXAyHa-
POLHbIX CTAHAAPTOB COOTBETCTBYIOLIME UM HaLMOHaNbHble cTaHAapTel Poccuiickoin ®epnepauunn, ceegeHus o
KOTOPbIX NpuUBEfeHbl B ONOMHUTENBHOM Npunoxenun A

5 BBEJEH BMEPBbIE

MpaBuna NPUMEHEHNs1 HACTOSILLEr0 CTaHAapTa yCTaHoB/EHbl B cCTaTbe 26 defopanblioro 3akoHa
oT 29 uioHa 2015 r. Ne 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». MiHdopmauns 06 un3-
MEHEHUSAX K HAaCTosILeMy CTaHAapTy Ny6/MKye TCS B eXXerofHoM (Mo cocTOsHMI0 Ha 1sHBaps TeKyLero
roga) MHoOpMaLMOHHOM yKkasaTene «HaunoHaslbHble cTaHAapThi». B cnyyaB nepecMmoTpa (3ameHbl) unm
OTMeHbl HACTOALLEero cTaHAapTa cooTBETCTBYOLEE YBeJOMIeHNe ByaeT ony6ankoBaHo B 6nvkaiem
BbIMYCKE €XEeMEeCAYHOro MHPopPMaLMOHHOIO yKasaTensa «HaunoHanbHble cTaHaapThi». COOTBETCTBYIO-
was nHpopmauusa, yBeaoMaeHne N TEeKCTbl pasmeLllaloTca Takke B MUH(OPMaLMOHHON cucTeme o6Lero
Nnonb30BaHNsa — Ha oduumanbHOM caiTe defepaslbHOro areHTCTBa N0 TEXHUYECKOMY PerysimpoBaHuto u
MeTponoruv B ceTu NHTepHeT (Www.gost.ru)

© ISO/TS, 2013 — Bce npaBa coxpaHstTCcA
©CTaHgapTuHdopm. opopmneHne, 2018

HacTosiwuii ctaHAapT He MOXET 6bITb MOMIHOCTBLIO UM HYACTUYHO BOCMPOM3BEAEH, TUPAXUPOBAH U pac-
NpoCTpaHeH B KayecTBe opuymanLHOro n3ganus 6e3 paspelleHus degepanbLHOro areHTCTBa N0 TEXHUYECKO-
MYy peryaupoBaHuio n MeTposiornu

n
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BBepeHve

Tunbl NPOLECCOB CTEPUN3ALUN BNAXKHBIM TENJOM, UCNONb3yeMble A5 yCnelwHohn obpaboTkn meau-
LUHCKUX U3[enunii, onpegeneHsl, NCXoas U3 usnyecknx xapakTepucTuk, KOHCTPYKLUWU, MaTepuanoB n yHkK-
LLMOHA/IbHbIX XapaKTepucTuK MeANLMHCKUX N34enunid, a Takke No6biXx 6apbepHbIX CUCTEM ANA CTepuansauun
n/mnu cuctem ynakoBku, UCMOMb3yeMbIX A4NA NpeAcTaBieHna MeguLHCKOro n3genns ana ctepunusanum.

MpoussoauTenn CTepPUNMN3aToOpPOB BAAXHBLIM TEMJIOM MOTYT NOCTaBMAATL CTEPUAMN3aTopbl C PAAOM 3apa-
Hee yCTaHOB/IEHHbIX MPOLECCOB cTepuansalmmn. laHHble 3apaHee yCTaHOB/IEHHbIE NPOLECChl CTepuansaunm
MOryT NOAXOAWUTb AN CTepuAn3aLnmn WKUPOKOro gnanasoHa MeguLUHCKUX n3genuii unu kombuHaunin mean-
LUHCKUX U3[eNnid; TeEM HEe MeHee MOXeT BO3HUKHYTb HE06X0AMMOCTb pa3paboTaTb cneuunanbHble Npouecchl
cTepunusauun gna cTepunmsauun MeanuunHCKUX U3gennini unm KoMeuHauuin MeguLMHCKUX U3aenunii, KoTopble
npeAcTaBNAOT 0COOYI CMOXHOCTb ANA 3apaHee YCTaHOBMIEHHbIX NPOLECCOB CTepuan3aLmnm.

KOHCTpyKUMM 1 BMAbI MaTepuanos, UCMOMb3yeMble AN CO34aHUA MeAUUMHCKUX U34enuii, cTaHOoBAT-
CA BCe CnoxHee. MaTepuasnbl, MCNONb3yeMble Nponu3BoANTENIEeM ANA 6apbepHbIX CUCTEM AN cTepuansauuu
n/mMnn cuctem ynakoBku, U KOMBUHaLUWM pas3/iNyHbIX MegULUHCKUX U3fenuii B npoueaypHbix Habopax MoryT
HeraTMBHO BNNATb Ha NPOHMLAEMOCTb, yaleHne Bo3gyxa 1 NPpoXoXAeHne BAaXHOro Tenna, 4to NnpuBoAnT K
oTKasaM B JOCTVXEHUN HeOHXOAUMOro ypoBHSA obecnevyeHuns cTepuibHOCTH.

Knaccudukauna MeguumHCKUX nUsgenuini no cemeiicteam nNpoaykToB MOXeT NOMO4Yb B pa3paboTke yc-
noBwuii 4Ns npouecca cTepuansauny BAaXHbIM TEeNI0M 415 MeAULMHCKUX n3genvii. OnpegeneHme MeanunH-
CKOro usgenna B KOHKpeTHoe cemelicTBO NPOAYKTOB ABMIAETCA NEepBbIM 3TanoM OLUEHKU 3KCnayaTaunoHHbIX
XapakTepucTuk B TOUYKe MCNONb30BaHUA, kak onpegeneHo B MCO 17665-1 n ISO/TS 17665-2. DdphekTus-
HOCTb CTepuau3auun MeauUMHCKUX U3f4enuii, UCNonb3ys npouecc cTepuansaunu ANAs faHHOro cemeicTBa
NPOAYKTOB, AO/MKHA 6bITh OLiEeHeHa U 3aduKkcMpoBaHa AOKYMeHTa/bHO BMecTe € 10601 npegBapuTenbHOW
06paboTKoli, Takol Kak uncTka, Ae3nHdekuns 4Na CHUKEHNA GuoHarpyskmn nocne cMasblBaHUs U yBAaXHEHNS
HEKOTOPbIX MaTepuanos, Hanpumep cofepxalinx Lensonosy.

B HacToAlem cTaHfapTe XapakTepucTuKu, KOTopble CBSA3aHbl C 3P EKTUBHOCTLIO CTEPUNU3ALNN U KO-
TOpble UCNONbL3YITCA ANA MAEHTUdUKaumm cemeincTea NpoayKTOB, BblGpaHbl Ha OCHOBaHWUW MpaKTUYeCcKo-
ro onbiTa, AOBOAOB WHXEHEPOB W 3KCNEPMMEHTasIbHbIX AaHHbIX, Kacarwmxca aHeKTUBHOCTA pasINYHbIX
TUNOB CTEPUIN3ATOPOB BJ/IAXHbLIM TEMN/IOM M UX MPOLLECCOB CTEpPUIN3aLMKN, a Takke TUMNOB WU KOHCTPYKLMN
pasINyYHbIX MeAULUHCKUX NU34eNnin n 6apbepHbIX CUCTEM ANSA CTEPUNU3ALUN U/MAKN CUCTEM ynakoBku. Meau-
LWHCKNE W3[enns, KOTopble MapkupylTcsa Npous3BoAuTENeM Kak CTepuinsyemble B/IaXHbIM Tensiom, MoryT
6blTb OTHECEHbLI B CEMENCTBO NPOAYKTOB Nosib3oBaTesieM. Tem He MeHee He Bce MeguunHCKue n3genusa BOIi-
AYT B O4HO M3 CEMENCTB NPOAYKTOB, ONMMCAHHbIX B HACTOALWEeM cTaHgapTe. B AaHHbIX cnyyasx Heob6xo4umo
onpefennTb HOBOE CEMENCTBO NPOAYKTOB, OCHOBbIBASACH HA OLeHKe XapaKTepucTuK NPoAyKToB, 1 TpebyeTca
[OMOMHNTENbHAA OLeHKa 3KCNyaTalMOHHbIX XapaKTepucTuk.

MeauumnHckue n3genns, KoTopble OTHOCATCA K pas/IMyHbIM CeMeincTBaM NpoAyKTOB, YacTo o6pabaTbl-
BalTCA B OAHOW CTEpPUNN3aLNOHHON 3arpyske, co6paHHOii B cyyaiiHo BbiGpaHHY0 KOHUTypawLuio 3arpyski.
[aHHbIi noaxoa ABNAETCA O6LWEeNPUHATLIM U MPUMEHUM B MEAULMHCKNX yYpeXeHUsaX, B KOTOPbIX 06bIYHO
HEBO3MOXHO NPOBEPATb KaXAY CTEepUIN3aLMoHHY0 3arpysky, Npu ycrnoBumK, 4TO NpoLecc ctepunmsaunm un
cTepunu3aTop nokasasu, YTo MOFyT CTepunn3oBaTb BeCb Auana3oH ceMelicTB NPOAYKTOB, COCTaB/ALNX
cTepuamn3annoHHy0 3arpysky. Heob6xogumo o6paTWTb BHMMaHWE Ha NPOBEpKY TOro, YTo KOMGMHauusa ce-
MelcTB NPOAYKTOB He co3faeT 60/MblUyl0 CMNOXHOCTb ANA cTepunusaymu, 4yem Habop OTAeNbHbIX CEMEWCTB
npoaykToB. Kpome Toro, He06X04MMO 06paTUTb BHUMAHNE Ha BO3MOXHOE HeraTMBHOE B3auMogeicTBue Mex-
Ay MeAULUHCKUMUN U3fenmnamMmu, Takoe Kak 3arpasHeHne MHCTPYMEHTOB TeKCTU/IbHbIMWU BOIOKHaMu. Mpumepsl,
npuBeAeHHble B NPUAOXeHUAX B n D. nnnwocTpupyroT, Kak cuctema KogmpoBaHMa AO/KHA UCMNO/b30BATbHCSA
npu paspaboTke 3arpy3ku ctepuamnsatopa.

HacToawuii ctTaHfapT f0/MKEeH paccMaTpuBaTbcsa coBMmecTHo ¢ MCO 17665-1 n ISO/TS 17665-2.
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HAUMOHANBbHB MW CTAHAOLAPT POCCUUCKOWN SGELEPALMUM
Ctepunusaumsa MeauULNHCKOW NpoayKunmn
B/AXHOE TEMO
YacTtb 3

PykoBOACTBO N0 onpeAenieHNio MeANLUHCKUX N3Aennii B cemeicTBa NPoOAYKTOB U KaTeropuu
06paboTKn Npu cTepunmnsaumn 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

Jata BBefgeHus — 2019—01—01

1 O6nacTb NpUMEHEHNs

B HacTosilem cTaHgapTe NpMBeeHO PYKOBOACTBO MO XapakTepucTukam MeAuUUHCKUX U3fenuii, KoTo-
pble nonb3oBaTeslb AO/KEH YUUTbIBATH NPW ONpeaeneHnn MefuLUHCKOTo U3aenus B cemeiicTBa NpogyKToOB
C Uenblo UAeHTUMUKALUN 1 OTHECEHUS K KaTeropun 06paboTkn AN KOHKPEeTHbIX NPOLEecCcOoB CTepuansalum
B/TQXHbIM TEMIOM.

MpumeyaHune — XoTA HACTOALMIA CTaHAAPT NPUMEHUM K MEMLMHCKUM YUYPEeXAEHNsIM, OH MaxeT UCMOoSb-
30BaTbCA MPOU3BOAUTENSIMU CTEPUIBHBIX MEAVLIMHCKUX M34ennid n/vnn B ciyyasx, korga Heobxoayma nHdopmaums rno
NoBTOPHON 06paboTke {cMm. ICO 17664).

2 HopmaTtunBHbIe CCbISIKA

B HacToflWeMm cTaHfapTe MCNOMb30BaHa CCbi/lka Ha cnefyrolwmnini ctaHgapT. Ana 4aTMpoBaHHbIX CCbIOK
MCMOb3YIOT TONIbKO YKa3aHHOe M3faHue CCbIZIOYHOro cTaHjapTta, 418 HejaTupoBaHHbIX — MocsiefHee usga-
Hue. BKAoYas nobblie AONOMHEHNA, USMEHEHUSA U NOMNPABKN 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 (Ctepunusauymus
MeAuLMHCKOM npoAaykuun. BnaxHoe Tenno. YacTb 1. TpeboBaHua k paspaboTke, Banufgauyum v Tekyliemy
KOHTPO/0 npoLecca cTtepuamnsaumm MeanumHCKnX nsaenuii)

3 TepMuHbI 1 onpeaeneHns

B HacToAlweM cTaHfapTe NPUMEHEHbI creayoLlmne TeEPMUHbI C COOTBETCTBYHOLWUMU ONpeAeneHnammn:

3.1 Beaywunit npoaykt (master product): MeguuunHckoe nsgenue unn psg npoueayp, Ucnosb3lyemble
Ana npejcTaBneHns Hambonee CNOXHOW ANs cTepunusaunn eguHuLbl B ceMeincTBe NpoAyKTOB UM KaTero-
pun 06paboTKu.

3.2 kaTeropusi o6paboTku (processing category): Fpynna passiMyHbIX NPOAYKTOB UM CEMECTB Npo-
OYKTOB. KOTOpble MOXHO CTepuUn3oBaTb BMecTe.

3.3 ycToiiunBOCTb K NPOHUKHOBEHMIO Mapa (steam penetration resistance): CNoXHOCTb AN npouec-
ca cTepunusauuu, cBa3aHHas ¢ MeAULUUHCKUM n3genvem, BkaYvasa nobble cUcTeMbl 3alnTbl CTEPUIbHOCTH/
CUCTEeMbl yNakoBKW, Bbi3BaHHAA BO3MOXHOWN 3aepXKoli AOCTUXEHNA napameTpoB npoLlecca A5 cTepunmsa-
LUN BNaXHbIM TeNIOM Ha Bcex HacTax MeAnLMHCKOro n3genus.

M3paHue ouymansHoe
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3.4 nonb3oBatenb (user): OTBETCTBEHHOE /MLO, KOTOPOEe MOXeT ABAATbLCSA Of4HWM 4YEe/I0BEKOM Wan
rpynnoi, oTesevatwlee 3a o6ecneyeHne Toro, YTo NPOAYKTbl CTEPUIN30BAHbI U NMPUTOAHbI 415 Npeanonarae-
MOTO MCMOJIb30BaHuMSA.

4 Knaccudmkaums

Kaxpgoe meguuuHckoe nsgenune, He3aBUCUMO OT TOr0, HOBOE OHO WU MOAMMULUPOBAHHOE, [LOJIKHO
6bITb KNaccMULMpPOBaHO N0 OCHOBHbLIM MPU3HaKaM, nepeyncneHHbiM B Tabnuuye 1. CneuunanbHble xapakre-
PUCTUKN MEAULMHCKOro N3enuns AO/KHbI OblTb UAEHTUPUUNPOBAaHbI, eCc/n NPUMEHNMO, Ha OCHOBaHUN Npu-
3HAKOB. NPUBEAEHHbIX B 4.2.

MpumeuvaHne 1— TpeboBaHus No NHdOPMaLMK, NPeoCcTaBISEMO NPOU3BOAUTENIEM /151 MOBTOPHOW o6pa-
60TKMN MEeAULMHCKNX U3Aenuii, NnofBepraembix MOBTOPHON cTepunvsaumm, npusegeHsl B ICO 17664.

Ecnn Habop MeguUMHCKUX M3Aennii nomellaeTca B 6apbepHyto cucTemy ANs cTepuamsauum n/wam cu-
CTeMy ynakoBkW, HanpuMep npoueaypHbli HA60P, CIOXHOCTL A4NA NpoLecca CTepuan3anmnmn co CTOPoHbI Kax-
[O0r0 MeANLMHCKOro n3genus Ao/mkHa 6biTb OLeHeHa OTHOCUTE/IbHO APYIrUX MeULMHCKUX N3Aennii, Kak onu-
caHo B HacToswem cTaHgapTe. CemeiicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCA AaHHbIA Habop, AOMKHO 6bITb
onpefesieHo No MeAMLMHCKOMY W3AeNnnio, KOTopoe npejctaBfiseT Hanbosblylo CMOXHOCTL AN1A npouecca
cTepunmsauumn n UCnob30BaHnA CUCTEMbI 3allUTbl CTEPUNBHOCTU U/MAN CUCTEMBI YNaKoBKW. [laHHOe ceMeil-
CTBO MNPOJYKTOB AaeT BO3MOXHOCTb BblbpaTb karteropuio o6paboTku n npouecc crepunusaynm. CouetaHne
n3fenua, NpeacTaBiAOWEro HanboNbLWY CMOXHOCTb, U BbIGPAHHOrO npouecca cTepuansayuy LOoKHO He
NpoTMBOPEYNTL OrpaHnyeHnsm B cootsetcTeun ¢ NCO 17665-1.

MpumeyaHne 2 — TpeboBaHWA U PYKOBOACTBO NO CUCTEMAM 3alUuTbl CTEPUIBHOCTU M CUCTEMAM YNaKoBKU
MOXHO HaliTn B ICO 11607 (Bce 4acTtu) n EN 868 (Bce yactu).

HekoTopble kKOMGUHALUN PU3NYECKUX XapaKTEePUCTUK, TaKUX Kak onpedeneHsl B Tabnvue 1. MoryT npu-
BECTU K HenpefckazyeMblM HeraTMBHbIM U3MEHEHWAM YCTOWYMBOCTU K MPOHUKHOBEHUWIO Napa, kak onpege-
NleHo B Tabnuue 6. 9TO MOXET NPUBECTW K HELOOLEHKE CIOXHOCTU AN cTepunusauuu (cm. pasgen 5. npu-
mMep 2). B Taknx cutyaumsax nposepka pabounx xapakTepucTuk Bcerga fosxHa npoBogMTbCA B COOTBETCTBUM
¢ NCO 17665-1.

4.1 OCHOBHble NPU3HaKuN

Tab6nunuya 1— OCHOBHblE NpU3HaKN

MpusHak Kopn,
KoHcTpyKumus a
Bec b
Martepuan c
BapbepHas cuctema 15 cTepunusaumm d

4.2 Pa3BepHyTble Npu3Haku

Cnepgylouime npusHakm obecneynsaroT NOAPOOGHOCTU, XapakTepusyouime MenLMHCKOe nsgenme u npo-
uecc ctepunusauunn. NoeblileHHas yCTOWYMBOCTb K MPOHUKHOBEHMIO Napa ykasblBaeTcs Bo3pacTalwmm uud-
POBbIM KOAOM.

HekoTopble Npu3Haku onpeAenaoTcs NpoussoanTenemM mMefuLUHCKOroO U3fenunsa, B TO BpeMs Kak Apy-
rme — nosnb3oBartesieM. MpousBoauTENb MEAULMHCKOTO M3aennus 06bI4YHO onpeaenseT Npu3Haku, Heobxoau-
Mble NoNb30BaTeNto AN OLEHKN ero yCTOWYMBOCTM K NPOHMKHOBEHUIO nNapa u Ansa Bblbopa kateropuu 06-
paboTKM ANA KOHKPETHOro cTepusm3artopa U npouecca ctepunausaummn. Kak ycToiuymBoCTb, Tak U KaTeropuio
cnepyeT oueHuBaTb MOBTOPHO, €CN MefUUUHCKOoe u3genve obbeAnHSeTCca € APYTMMU B CUCTEME 3aliuTbl
CTEPUNBHOCTU U/MNN cUCTEME YNaKOBKK.

Mpouecc cTepunnsanmm AomKeH 6biTb aTTECTOBAH AN NPOBEPKKU TOr0, YTO HEO6XOANMbIA YPOBEHb fe-
TasbHOCTN AOCTUTAeTCH Ha BCEX MEeAULMHCKMX n3genunax, obpadaTbiBaeMblix COBMecTHO (cM. NCO 17665-1 un
ISO/TS 17665-2).

2
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4.2.1 KoHCTpyKuus

[na onpegeneHus Tuna npouecca cTepuansaunn npu NOBTOPHOR 06paboTke U NPUCBOEHUSA KaTeropum
06paboTkn MeAnLUMNHCKOe u3fenve JO/MKHO 6biTb MPUMEPHO OTHECEHO K OAHOIW unn 6o5ee KOHCTPYKUWAM,
onucaHHbIM B Tabnuue 2. YCTONYMBOCTb K MPOHUKHOBEHMWIO Napa npu yganeHun Bo3gyxa U 3aMeLleHun ero
HacbllWeHHbIM napomM 6yAeT pasHoli ANa KaXA0i KOHCTpyKuun. Mpu paspaboTke npouecca yaaneHus Bo3gyxa
HeobXoANMO yunTbIBaTh Criegyloliee:

al: Bo3Ayx npefckasyemo ygansaeTcs npu nosbilEHUN TemnepaTypbl C BBegeHnem napa. BnvaHue Ha
flaHHoe AeicTBME OpMeHTauun MasoBepoATHO;

a2: MOXeT 6bITb HEOBX04MMO, YTOObLI MHCTPYMEHTLI BbIN B OTKPLITOM MOJIOXEHUU, N MOXET notpe6o-
BaTbCA aKTUBHOE yJaneHne BO3ayxa;

a3: ocTaTouHbIli BO3JyX B NYCTOTaX MOXET Bbl3BaTb HeMnpejcKasyemyo 3afepxky B JOCTUXEHUU ycno-
BWIA cTepunusaunm. MoxeT noTpe6oBaTbCsA OnNpefesieHne opueHTaLun n/unu paspexeHne Bosgyxa c Nomo-
b0 aKTUBHOTO Mpouecca yaaneHnsa Bo3ayxa;

ad: HejoCTaToO4YHOe yjasieHne BO3fyxa BO BpeMs aTana yfaneHus Bo3gyxa B npouecce cTepuamsanuu
MOXeT Bbl3BaTb HEONMpPeJe/IeHHOCTb JOCTUXEHNSA YC/TOBUIA CTepuimnsanuu;

a5: noTpebyeTca akTUBHbIA Mpouecc yaaneHnsa so3gyxa. KongeHcar, obpasyowuniica n3-3a pasHulbl
TeMmnepaTyp B npejenax Matepuasos B3aMMOeNCTBUA MexAy npuaerawwmmu Apyr K Apyry meguunHcKuMu
n3fennamMmn, 1 Ka4ecTsBo napa MOryT Bbi3BaTb HEraTUBHOE BANSAAHNE HA 3D EKTUBHOCTL Pa3pexeHuns Bo3ayxa,;

a6: noTpebyeTcsa akTUBHbIN Npouecc yaaneHma sosgyxa. KoHheHcaT MOXeT BbI3BaTb OKK/T031I0, HeJo-
cTaTo4yHoe yganeHue Bosgyxa u HegocTaTtouyHoe poHUKHOBeHMe Mapa;

a7: ecnn TpebyeTcs aKTVMBHbIN MpoLecc yaaneHns Bo3gyxa, Heo6xoAnmMo paspaboTaTb npouecc crtepu-
nnsaunn ansa npoaykra.

Ta6nuua 2 — KoHCTpyKLuK

Koa

CTpykTypa ( ) I'Ipmmep
»

MoHonuTHas, nonas 1 Yala, KyBLUMH, /IOTOK, 6yTbllb, MeAULMHCKOE A00TO, Le/lbHoCOoCTaB-
HOWi KOXHbIA paclumpuTesib, OAHOKOMMNOHEHTHBbIV NyCTOW Tas A1a WH-
CTPYMEHTOB

LLlapHVpHble coeANHEHNSI 1 3aMKM 2 HOXHWLBI, WWNLBI, UrnogepxaTens

MpocseT 3 Nanapockon, 0Tcoc, KaHMPOBaHHbI PUMep, XeCTKWA 3HA0CKOM, BUHT
KaHKONMpPOBaHHbIl

MopwucTas 4 Benbe, unbTpbl, Mapns

Tpy6KuW, ABWXYLUMECS YacTW, U3BU- 5 LLinaHrn aBToMaTMYECKUX UHCTPYMEHTOB, CU/IMKOHOBbIE TPY6KU, CTOMA-

NNCTble KaHaslbl TONOrNYeCKMe HaKOHeYHNKK, 0ToorMYeckas apesb

MpocBeT, OKPYXEeHHbIVi  60/bLLOWA 6 [penb, oTBEPTKA /11 KAHIO/IMPOBAHHbIX BUHTOB, 06TYpaTop, PyKoATKa C

maccoi XpanoBbIM MeXaHU3MOM, PYKOSITKa YBE/IMYEHHOTO pasmepa

[Opyras 7 3apaHee HanoJIHEHHbIE LNPULbI

4.2.2 Martepuan

Matepuasnbl, ucnosb3yemble A1 NPOU3BOACTBA MEAULUHCKUX U3Lenunid, 6yayT meTanimyeckumu unm
HemeTanan4yeckumm 60 komobuHaumnein o6oux. O6bIYHO MeTannuyeckme matepuasbl UMET BbICOKYH Te-
NJ0MNPOBOAHOCTb. @ HEMETaN/INYeckne — HU3KYI0 TenI0NpoBOAHOCTb.

MaTepuasbl C HU3KON TENI0NPOBOAHOCTLIO NOKa3biBalOT 60/1ee BbICOKYIO pasHuLy TeMmnepaTtyp B maTe-
pviane No cCpaBHEHWIO C MaTepuasamu C BbICOKOW TensionpoBofHoCTbi0. Oba Tuna Matepmasnos nNpeAcTaBnaoT
C/IOXHOCTb A1 npouecca cTepunmsauun. BnarocogepxaHme matepuana MOXeT Takxe BIUATb Ha NepeHoc
Tenna B npoAykre. 3To HEO6XO4MMO YyU4uTbIBaTL BO BPEMSA atTectauun paboynx xapakTepucTuk ¢ matepua-
JIOM B COCTOSIHUM, NMPeAcTaBAlLEeM Hanbo/bLYo C/T0XHOCTb.

Mpn cpaBHeHWN ¢ MaTepmanamu C HU3KOIM TEN/I0NPOBOAHOCTbLIO Marepuasbl C BbICOKOW TensonpoBo-
[HOCTbIO 1 PaBHOW TEN/I0EMKOCTbIO ByayT;

- U3HaYaNbHO reHepupoBaTb 60/blUe KOHAEeHCcaTa 3a faHHbli Mepuos BpeMeHu:

- 6bICTpee noraowartb 1 BbICBO6OXAATb IHEPIUIO;

- 6bicTpee gocTUraTb COCTOAHUA paBHOBECUS.



FOCT P 58163—2018

MprvMepbl HEKOTOPbIX UCMOMb3yeMbIX MaTepuasoB NpuBefeHsl B Tabnuue 3.

Tabnuua 3 — Matepuassl

Marepuan Mprvep Mateprasios Kog (5>
Metann Hepxasetowlas ctauib, yrnepogucras ctaib, Meflb ¥ Cniasbl Ha OCHOBE Meaw. 1
[pyrve meTannibl UM KOMGUHaLMN MeTa0B
Hewmetann Crekso, uenntonosa, nonvkapboHar. MBX. MTP3. cuamkoH, gpyrue HemeTaifbl 2
4.2.3 Bec

Bec MeAUUMHCKOTO U3Aenus, yactn MeAnLuHCKoro usgenus (ecnm o6pabaTbiBaeTcs OTAEMbHO) UM Ha-
60pa MegULUHCKUX N3aeNnii, CTPYNNUPOBaHHbIX B 04HY 6apbepHyI0 CUCTEMY ANS CTepuamsauum n/mnm cucte-
MYy yNakoBKM, fO/KeH 6biTb OLLEHEH C yKasaHMeM O4HOT0 U3 KOL0B, yka3aHHbIX B Tabnuue 4. 3Ta MHopmaLus
MOXET NOHAA06UTLCA NPU OLEHKE:

- BpEMEHM pa3orpesa;

- BpEMEHMN OX/TAXAEHNSA/BPEMEHU BbIChIXaHUs;

- NPOAOJ/IKMTENIbHOCTI BO3AENCTBUS B CMELWAHHOI NO Becy 3arpyske ctepunusaropa:

- CTabWUNbLHOCTN OTAE/MbHbIX YacTell MK COCTaBHbIX 3/1EMEHTOB MaTepuana,

- KONMyecTBa KOHAEHcAaTa M ero BAUSHUSE HA NPOHWKHOBEHWE napa.

Ta6nuuya 4 — Bec

Bec <> Koz (c)
Metee 50 1
Ot 50 go 499 2
OT1 500 go 1999 3
2000 n 6onee 4

4.2.4 BapbepHble cucTemMbl 4NA CTepuaunsaunmn n/mam cuctemsl ynakoBku

3a ucknyeHmem cnydaes, Korga usgenue acentuyecku npeacrasnseTcsa cpasy nocse NoBTOPHOW 06-
pab6oTKN. OHO AOJ/IKHO ObITh MOMELLEHO B GapbepHy cUCTeMY ANS CTepuansaLmm u/unm cucteMy ynakoBku
00 TOro, Kak OHO 6yaeT ctepunnsosaHo [cm. MCO 11607 (Bce yacTu) gna kogos oT d2 go d4 cornacHo tabnu-
ue 5]. Korga yctaHaBnuBaeTcs yCTOWYMBOCTb K MPOHWKHOBEHMWIO Napa W BAaroemMkocTb ANS MeAULMHCKOro
n3nenns, LOMKHO 6blTb M3BECTHO BAUSAHWE KOMGWHUPOBAHHOW YCTOWYMBOCTU K MPOHUKHOBEHWUIO Napa, Bbl-
3BaHHOI CUCTEMO N NCMONb3YEMbIMU B €€ KOHCTPYKLUMWN MaTepuanamu. Kom6uHauum 6apbepHbIX cUCTEM 415
cTepuamnsanmm n/mnm cucTeMm ynakoBky nepevncreHsl B Tabnuue 5.

MpumeyaHne 1— B HEKOTOPbIX CTPaHax /lIoOKa/IbHble HOPMATMBHbIE aKTbl MOMYT 3anpeLaTb CTepun3aLmio
HesanakoBaHHbIX MeAULMHCKNX U34enunii, B JaHHOM cnydae Kon dl He npuMeHaeTcA.

Tabnuuya 5 — bapbepHble cMCTEMbI 4151 CTepUAn3aLmm Nmnm cuctema ynakoskm

BapbepHasi cuctema gnsa ctepunusaumm Kopa (d)
Het 1
OpHokpaTHoe o6opaynBaHe/MeLLIOoK 2
[ByKpaTHOe o6opauymBaHMe YNakoBOYHLIM MaTepuasioMm WU NMOMeLLeHe B MEeLLOK, ABaxXAbl 06epHyTbI 3

KOHTENHEp MM NIOTOK, KOHTEWHEpP 415 CTepUIM3auu MHOTOKPATHOTO MCMO/b30BaHWSt B COOTBETCTBUN C
VIHCTPYKUMSIMU NPOM3BOANTENS

Kom6urHauus AByx unu 6onee cUCTeM, HaNpUMep KoHTeliHepa Ansi CTepUIU3aLmMy MHOTOKPATHOrO UCNosb- 4
30BaHWs C BHYTPEHHel 6apbepHoii CMCTEMOI AN CTepUIn3aLmm

MpumeuvaHne 2 — MHdopmauus o npegnonaraeMoM UCMNOAb30BaHNW 6apbepHbIX CUCTEM A5 CTepUNn3aumm
6ydeT foCTynHa OT npom3soauTens. BavsHne kombuHaumm aByx unv 6onee cuctem (d4) moxeT notpebosaTb AOMNOHN-
TeNbHOW OLIeHKM 3KCNyaTaLMoHHbIX XxapakTepucTuk (cM. WCO 17665-1:2006. pa3gen 8).
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5 CewmeiicTtBOo npoayktoB (PF)

OTHeceHue MeaULUHCKOro U3denns K ceMencTBy NPOAYKTOB [O/IKHO OCHOBbIBATLCA HA XapakTepucTtu-
Kax, onpefefnieHHbIX cornacHo 4.2. Cemeiictea NpoAyKTOB, KOTOPble MOTYT 6bITb OnpefesieHbl HA OCHOBaHUU
[JaHHbIX XapakTepucTuk, nepeyncneHsl B Tabnuue 6.

Wcnonb3yitte Tabnuuy 6 A4Na OTHECEHUA MeAULMHCKOro N3aenns K cemeincTsy NpoLyKTOB 1 3aTeM Ha OCHO-
BaHVN 3TOI OLLEeHKN onpegennTe ycToiuymBOoCTb K MPOHNKHOBEHMWIO napa. a5 KaXAoro MeguLuHCKOro n3genus:

- BblbepuTe ypoBeHb Kax/oli xapakTepuctuku ot a Ao d;

- HallguTe COOTBETCTBME OLHOMY U3 CEMENCTB NPOAYKTOB B Tabnuue;

- OTMeTbTe CeMelicTBO NMPOAYKTOB M 3aTeM Ha OCHOBaHuu rpadibl (€) onpegennte ycTolynBoCTb K MPo-
HUKHOBEHWIO napa;

- eC/In COOTBETCTBUE He OCTUraeTcsa, onpefeninTe HOBOe CEMENCTBO M 3aTeEM NyTeM CpaBHEHUS C onpe-
JeNeHHbIMN ceMelicTBaMy NPOAYKTOB M HA OCHOBAHUWN OLEHKM 3KCNyaTalMOHHbIX XapakTepucTuk onpegenm-
Te yCTOWYMBOCTb K NPOHWKHOBEHMWIO Mapa.

O6CyxXaeHVe 1 oueHKa YCTOWYMBOCTM K NPOHUKHOBEHWUIO Napa ANA Tpex TUNOoB MeANLUHCKUX U3Lenuni
npueBegeHbl B 5.1, 5.2 n 5.3. ¥ nonb3oBartens MoXeT BO3HUKHYTb HEOO6XO4MMOCTb OonpefensTb 4ONOMHUTE b-
Hble cemeicTBa NPOAYKTOB A1 TEX KOHCTPYKUWIA, KOTOpble He MOryT 6biTb ONMWCaHbl C NOMOLLbI OA4HOW M3
CeMun KOHCTPYKUWIA, onucaHHbIX B Tabnuue 2.

YCTONuUMBOCTb K NPOHWKHOBEHMNIO Mapa, onpefesieHHas ANA KaxAoro n3 cemeiicTtBa NMpoAykToB, nepe-
YMCNEeHHOro B Tabnuue 6. oLleHeHa U 060CHOBaHa Ha OCHOBAHUW XapaKkTepucTuk, onpefesieHHbIX B pasgene 4.
OTa oueHKa B MepByl o4yepeab OCHOBAHA Ha KOHCTPYKLMWN MeAULUHCKUX U3AeNuii, BXoAAWNX B CEMECTBO, a
3aTeM CKOpPpeKTMpoBaHa, ec/in Ha Hee BAUAIT Apyrne xapakTepucTuku. MpoueaypHblii HA60p YacTo BkAOYa-
eT HeCKONIbKO MeAULMHCKNX U3AeNnii 1 KOMMNOHEHTOB, KOTOPble OTHOCATCA K pasHbiM cemeicTBaM NpoAyKTOB
N UMEKT pasHyl YyCTOWYMBOCTb AN NPOHWKHOBEHMA napa. CeMeincTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCSH
npouefypHbiii Habop, 06bIYHO onpeAenseTcs MeAULUHCKAM U3AeNneM Ui KOMNOHEHTOM, CBA3aHHbIM C Hau-
60/blUEN YCTONYNBOCTLIO K NPOHUKHOBEHUIO Napa, ec/in HeT BANSHUA COCeAHUX MeAULUHCKUX n3genuii u/mnm
KOMMNOHEHTOB. Mpumepbl NpuBeAeHbl B NPUNOXeHUN B.

PeanbHas yCcTONYMBOCTb K MPOHUKHOBEHMIO Napa 3aBWCUT OT KOHUTypauun 3arpysku n cregytouiero:

- KOHCTPYKL MK CTepunnsaropa;

- Tvna ymkna o6paboTku;

- paboyero cocTosHUA cTtepuamsaropa, NOATBEPXKAEHHOTO BanujaLlmeil 1 COOTBETCTBMEM TPebOBaHUAM
K M1aHOBbIM NEPUOANYECKMM UCTbITAHUSAM;

- KayecTBa ob6cnyxuBaHns o60pyAoBaHnsA, NOATBEPXKAEHHOTO UCMbITAHUAMU;

- pacnonoxeHus.

5.1 MNpumep 1— PF 1

Herny60Kaﬂ TOHKOCTEHHas MeTannnyeckKas yauwa,

- KOHCTpyKLMA: al;

- matepuan: bl;

- Bec: cl;

- 6apbepHas cuctema Ansa crepunmsanumn n/mnum cuctema ynakosku: di.

Map, KOHAEHCMPYIOLWMIACA Ha Yalle, NPUBOAUT K 60/iee BbICOKOW KOHL,EHTpaLumn Bo3gyxa Ha ee NoBepx-
HOCTW. DTOT BO3AyxX byAeT yaansaTbCA nNapoMm, W YC/0BUA CTepUIM3alun Ha ee NOBEPXHOCTM ByayT cobito-
[aTbCa NP N3MepeHny TemnepaTypbl CTepuan3anmnumn B pedpepeHcublX TOUKax N3MePEHUs, Hanpumep Ha gpe-
HaXXHOW cucteme Kamepbl.

ManoBepoAaTHO, YTO HOMMUHAaNbHbIE OTK/IOHEHUA HEKoHAeHCcupyeMmblX rasoB (non-condensable gases,
NCG) B nape n/unu yTeukn Bo3gyxa B kamepy cTepunusatopa 6yayT HeraTMBHO BAUSATb HA NPOrHO3UPYEMYHO
athpeKkTMBHOCTbL NpoLecca cTepuansayuu.

YcToiunMBOCTL K NPOHUWKHOBEHNK Napa AnAa faHHOrNo MeauuMHCKOro usgenna oueHumBaeTcda Kak el
(cM. Tabnuuy 6). OCHOBbLIBAsACb Ha KOHCTPYKUMUK al. ipyrne xapakTepucTukn U3Lenns He BANSIOT Ha OLEHKY.

5.2 MNpumep 2 — PF 24

OTpe3 TOHKOCTEHHOI MSATKOI NIacTUKOBOW TPY6OKM:

- KOHCTpyKUMA: a5;

- matepuan: b2.

- Bec: cl;

- 6apbepHasi cuctema Ana ctepuamsanumn n/unu cuctema ynakosku: d3.
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TemnepaTypa cTepunusauum, nimepsemas B pedepeHCHbIX TOYKax M3MepeHusi, MoxeT 6bliTb He no-
KasaTeNbHON ANA LOCTUXEHUS YyCNoBWiA cTepunusauumn B Tpybke. Mpu Bbi6Ope npouecca cTrepunnsauum u
KOHMUrypaumm 3arpysky Heo6xoAnMo yunTbiBaTb creaylollee:

- He06XOAUMOCTb aKTUBHOW CUCTEMbI YAaneHus BO3ayXa;

- TOHKOCTeHHas Tpy6Kka noAsepxeHa 06pa3oBaHunio Nnepern6os 1 CNALWMBaHNIO;

- OKK/1103U51, Bbl3BaHHasA KOHEHCAaTOM, NPenATCTBYET yAaNeHnto Bo3yxa U3 Tpy6Kku 1 3agepxusaeT uim
npensaTcTByeT AOCTMXEHUIO YCNOBUIA cTepuansaumm;

- nap. KOHAEHCUPYIOLWNIACA Ha CMEXHbIX 3/1eMeHTax, MoXeT Bbl3BaTb yBeninyeHne NCG 67113K0 K Tpy6-
Ke. 1 3aTem 3TW rasbl MOTYT MEPEHOCUTLCSA NapoMm B TPY6Ky;

- YTeykn BO3Jyxa B KaMepy cTepuausartopa wu/unu nosbileHHoe cogepxaHue NCG, nepeHoCUMbIX na-
pPOM, MOTYT AOMNO/IHUTE/IbHO YBE/IMUNTb KO/IMYECTBO BO3JyXa B TPy6Ke, 1 3TO MOXeT HeraTuBHO NOBAUATL Ha
NPOrHo3npyemyto apPeKTMBHOCTL Npouecca CTepunsaunm.

YCTON4YNBOCTb K MPOHUKHOBEHMNIO Napa oueHnBaeTcs Kak e5 1 CooTBeTCTBYeT KOHCTpykuuu a5. Ans gax-
HOro MeAuUUHCKOTo U3fenunsa apyrue xapakTepucTuku, nepeyncrieHHble B pasgesnie 4, He BAUAIOT Ha JaHHYI0
OLIEHKY.

Ecnu npuBefeHHble Bbille XapakTePUCTUKM y4uMTbiBalOTCA MpW BbIGOpe npouecca cTepuansaymm u
KOHMMrypaLumm 3arpysku, oueHka yCTOWUYMBOCTU K NPOHUKHOBEHUIO Napa [o/XHa ocTaBaTbCs Ha ypoBHe eb.
Tem He MeHee u3-3a pAfa NepeMeHHbIX napameTpoB, NMepPeyYnC/IeHHbIX Bbllle, MOXeT noTpebosaTbCa MNpo-
Bepka yCTOWYMBOCTU K MPOHWMKHOBEHWIO Mapa Ha OCHOBAHUU OLEHKW 3KCMyaTauMOHHbIX XapakTepucTuk
(cm. NCO 17665-1).

5.3 Mpumep 3— PF 27

KaHlonnpoBaHHas 0TBepTKa C PYKOSAITKOU C HEMEeTaN/IMYeCcKUM AN MeTanInyeckumM NoKpbITUEM:

- KOHCTpyKUUS: ab;

- Matepuan: b2;

- Bec: c2:

- bapbepHas cuctema gnsa crepunusauun n/mam cuctema ynakosku: d3.

Mnoxoi TennonepeHoc N0 NOBEPXHOCTU PYKOATKM 3afepXUBAET AOCTUXEHMNE YCNOBUIA cTepunmnsaumm B
npoceeTe. JTa 3a4epXKa MOXeT MEHATbLCA M3-3a 60/NbLUINHCTBA NPUYNH, NPUBEAEHHbLIX B NpuMepe 2.

YCTOYMBOCTb K MPOHWKHOBEHUIO Napa OLeHMBaeTCs Ha OCHOBaHUM KOHCTpyKuun ab kak e6. Bec n ma-
Tepuan MOryT BAUATb Ha JaHHY OLEHKy.

Ta6nuya 6 — CemelicTBa NpoLyKTOB

YCTOiUYMBOCTL K NPOHUKHOBEHUIO
M on XapakTtepucTtuku
napa (ouyeHka)
c>apbepHa»
cvMeTeHa Afls

K £>yKuns Mo Ter CT BpuUnusau u
onci
PF puan Bec (c) (<)

« > n4nucucte na

U» ynakoBKu
<d)
1 2 3 4 5 6 7 4 1 2 1 2 3 4 1 2 3 4 1 2 3 4 5 6 7 4

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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OKOH4aHWe Tabnuubl 6

YcToumMBOCTb K NMPOHUKHOBEHWNIO

Mn XapakTepucTtukn napa (oueHka)
BapbepHas
KoHcTpykuus Mare- ciZCTmeana;;nmﬂm
PF pyKu puan Bec (c) . P 4 <
0) ) n;unm cuctema
ynakoBKu

(0)

10 X X x X X X

11 X X X X X X X X

12 X 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 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 X

24 X X x X x X x X

25 X X X X X X X X

26 X x X X X X X X X
27 X X X X X X X

28 X X X X
29» X X X X
.

aCneunanbHas — npouecc crepmnnsaunm Ao/mKeH pa3pa6aTb|BaTbc9| N NpoBepATbCA.
+ HoBble cemeiicTBa NPOAYKTOB, KOTOPbIE MOTYT onpeaenAaTbCA nob3oBaresieM.

6 Karteropus obpaboTku

BkioueHne MeanLMHCKUX N34ennii B kaTeropmto 06paboTkn fOKHO OCHOBbLIBATLCS HA CEMeicTBe Npo-
[OYKTOB 1 flaHHbIX, onpefensouwmnx ahpekTMBHOCTbL KOHKPETHOrO cTepuan3aTopa 1 ero npouecca crepunnsa-
U ana kateropum o6paboTku.

O6beauHeHne B OfHY KaTeropuio o6paboTkm MeAULMHCKUX U3AesiA C LWNPOKUM AMana3oHOM Xapak-
TEPUCTUK MOXEeT NPUBECTN K YBEe/IMYEHWI0 MPOrHO3npyemoi ycTOMYMBOCTU K NPOHWKHOBEHWIO napa. OcHo-
BblBasiCb HA KOHCTPYKLMMN OTAE/IbHbIX MHCTPYMEHTOB, YCTOWYMBOCTbL K NPOHUKHOBEHUIO Napa 6a30BOro opTo-
neAnyeckoro Habopa, onucaHHoro B B.4. 6bina 6bl €2. TeM He MeHee, yuuTbiBas 6apbepHyto cuctemy ans
cTepunmnsauun, BbICOKMI 06WMIA Bec Habopa, c60p KoHAeHcaTa, Henpeackasyemoe yaepxaHue Bo3gyxa u
npeLpacnofioeHHOCTb K YBEIMYEHNIO yTeuek BO3yxa B KaMepy cTepuausatopa UM K NosiBeHWo B nape

7
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HEKOHAEHCMpPYeMbIX ra3oB, yCTONUMBOCTb K MPOHNKHOBEHWIO napa 6a30BOro oprtoneAunyeckoro Habopa 6bina
oueHeHa kak e5. BnuaHne Ha ahheKkTUBHOCTbL MpoLlecca CTepuansaunn Takoro o6beVHeHNA U U3MEHeHN
[0/XKHO ObITb N3BECTHO A5 KaXAOW NO3NLUN, BKIIOYEHHO B kaTeropuio o6paboTku.

OfuH npuMep onpegeneHns kateropmm o6paboTku A5 HECKONbKMX NpoLeAypHbiX HabopoB npuBefeH
B npunoxexHuu D.

7 MapameTpbl NpoLlecca crtepuansaymn

MakcvmanbHble 3Ha4YeHUsi napameTpoB npoLecca, KOTopble MOryT MPUMEHATHCA ANA MeAULUHCKOTo 13-
[enusi Bo BpeMsi mpouecca cTepuansannm BaXHbIM TEMN/IOM, He A0/DKHbI NPEeBbIWATh Te. YTO OnpeseseHbl
npousBoaMTENeM MeAULUHCKOTO n3genus (CM. npunoxexuve A).

8 [lononHuTesNbHbIe (hakTopbl

8.1 KomMyHuKaunu

KonebaHua B kayecTBe KOMMYyHMKaLMWii, NCMOMb3yeMbIX A8 ob6ecneyeHns npouecca cTepunusayuu,
MOryT BAUATb Ha 3(hp(eKTMBHOCTb Npouecca ctepunusaunn. KonebaHma mMoryT Takxe BUATb Ha ycToiuu-
BOCTb K MPOHUKHOBEHWIO Napa, YPOBHU 3arpA3HeHns, CPoK CAyX6bl HEKOTOPbIX MEAWULMHCKAX M3Aenuii, nog-
Bepraembix npoueccy crepuausaumm. KayecTBo NapoBbiX KOMMYHMKALNA AO/MKHO ObITb TakMM, Kak onmcaHo
B ISO/TS 17665-2:2009, npunoxeHune A. nyHkTe 11.2 n Tabnuue A.2.

8.2 Bbi6op npouecca

Mpouecc cTepnansaymnm COCTOUT U3 psiia ONMMCaHHbIX 3apaHee 3TanoB, NPOBOAMMbIX B KOHTPOIMPYEMOIA
nocneposaTenibHOCTU. [epeMeHHble npouecca v napameTpbl npouecca A8 KaxAoro atana onpegensatTcs
TUNOM MeANLMHCKOro N3Aenus, kateropueii 06paboTkn 1 koHdUrypaLuueii 3arpyskn, kKotopas MOXeT CTepuu-
30BaTbcs. [epBblilt aTan pa3paboTaH Ana obecneyeHUss yCnoBuii gns Toro, 4Tob6bl A1 BCEro gnanasoHa ka-
Teropuin 06paboTkn 1 KOHUrypaLumuin 3arpysku onpefefieHHble 4acTu KaXa0ro MeanLMHCKOro nsgenns 6oiamn
CTEepUNbHBIMM NOC/e BO3[eliCTBMA Ha BTOPOM 3aTane npouecca cTepunusauuu. Bosspart k aTMocdepHbIM yc-
N0BMAM A5 NCNO/Ib30BaHNA OCYLLECTBAETCA Ha TpeTbeM 3Tane.

B yupexaeHuax 3gpaBooxpaHeHns 601bWUHCTBO MeAULMHCKUX U3AeNnil CTepunmn3yeTcs HacblLeHHbIM
napom, n Tpu 3Tana npouecca cTepunnsaunn BKIOYAOT nocsefoBaTesibHO yAaneHne Bo3dyxa, CTepunmn-
3auuio 1 cywky. [iusaiiH atana yganeHus Bo3fyxa OCHOBaH Ha MpocToTe M cnocobe yganeHus Bo3gyxa C
NMOBEPXHOCTN KaxXAoro MeAuLMHCKOro n3fgenus B CTepuanM3aLnoHHoi 3arpyske. MNpocTtas cucrema yaaneHus
BO3[yXa fB/ISieTCA MacCWBHON W OCHOBbIBAETCSH Ha rpaBUTALMOHHON 3amMeHe BO34yXa, Bbl3BaHHOW pasnuu-
HbIMW MIOTHOCTAMM BO34yxa M napa. [laHHblii TN CUCTeMbl yAaneHus BO3Ayxa He MOAXOAMT, ecain BO3AyX
MOXeT 3a[epXnBaTbCs, Kak 9TO NMPOMCXOAUT B CUCTeMax ynakoBKM WAM npoceeTax. ANbTepHaTUBOM rpasu-
TaluVOHHOMY yAaneHUo BO3ayxa SBNSETCA akTUBHOE yjaneHue Bo3dyxa. AKTUBHOE yjasieHune Bo3fyxa [f0-
cTuraeTcs ucnosib3oBaHMeM napa, BakyyMHOro Hacoca Wau BOAbl MOJ AaB/ieHUEM B KayecTBe WCTOYHWUKOB
[ONS co34aHUs Cepun U3MEHEHUI faB/eHnii HUKe aTMOCepHOro faBneHns, Bbille aTMOCepHOro gaBieHuns
UM KOMBMHAaLUK 1 TOTO, U APYroro. YpPOBHN BEPXHETO U HKHETO AaBMEHWIA, YNCN0 U3MEHEHNIT N XapakTepu-
CTUKM KaXA0ro M3MEHEeHUs OCHOBbLIBAIOTCS Ha TUNe MeANLUHCKOTo N3aenns, yCToNYnBOCTU K MPOHUKHOBEHMIO
napa (cMm. Tabnuuy 6) n kateropum o6paboTkn. YaaneHme Bo3ayxa A0/MKHO obecneynBaTb, YTOObl OCTATOUHbIN
BO3[YyX B kaMepe cTepuin3artopa U Ha MOBEPXHOCTU CTEPUN3aLMOHHOI 3arpy3kn He3HaunTeslbHO BAWAN Ha
3PP EeKTUBHOCTb CTEPUNM3ALUN.

YTeukun Bo3fyxa B Kamepy cTepunmsatopa U HEKOH[EeHCUpyeMmble rasbl B nape HeraTuBHO BAUAIOT Ha
3(pheKTUBHOCTL 3Tana yganeHns so3gyxa. Ha Hero takxxe HeraTMBHO B/IMSAET BK/IIOUEHUE B OfJHY KaTeropuio
06paboTkM MeANLMHCKNX N3[eNnii C CUNbHO OT/INYaloLWelinca TenoNPOBOAHOCTLIO U/MAKN BECOM.

JTan gBa HauvHaeTCcs NPM MUHUMAaNbLHOI onpejeneHHol TemnepaTtype cTepununsaunn, n sosgeicTemne
[aHHOi TemnepaTypbl AO/DKHO OCYL,ECTBAATLCS B TeYEHWE MUHWMAa/IbHOrO OnpefesieHHOro BPeMEHMU Bbl-
Aepxku. Mpu cTepuansaymm meguuMHCKNX nsgenuii 601blWOro Beca MoxeT noTpeboBaTbCa A4ONOAHNTENbHOE
BpeMs BO3/eicTBMA N8 JOCTUXEHNA TEN0BOro paBHOBECUS.

OTan Tpu pa3paboTaH Takum o6pa3omM, 4TOObI Nocne 3aBepLleHns cywkn (06bIYHO BakyyMoM) OUNbTPO-
BaHHbI/i BO3[yX BOCCTaHaB/AVBan faB/eHne B Kamepe cTepuin3aTopa A0 YPOBHA aTMOCHEPHOro AaBsieHus.
MpofonxUTenbHOCTb 3Tana CyLWK1 3aBUCUT OT NpejcTaBNeHns 1 Beca Kax ol no3uuum B cTepuansaLuoHHow
3arpyske.

8
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MpunoxeHne A
(cnpaBoyHoe)

MapameTpbl Npouecca

Al Kputnyeckummn nepeMeHHbIMU npoLecca CTepunnsaumm BAaXHbIM TEMI0OM ABNAIOTCA Temneparypa, Bpems v
Hanuuve Bnarn (cMm. ICO 17665-1). AnA pa3paboTku Ka4eCTBEHHOrO npoLiecca Heo6XoAMMO YyUnTbIBaTb Apyrue napame-
Tpbl MpoLiecca, Takne Kak fasfeHne, AnanasoHbl U3MEHEHWS AaB/IEHUA U TeMMNEPATYPbl U BPEMS BblAEPXKM.

A.2 MeguupHCKvie usaenns He Jo/MKHbI NoABepraTbca napamMerpam npoLecca, KoTopble MOryT HeraTuBHO NOBNATL
Ha OYHKLMOHaNbHYI0 3(h(DEKTUBHOCTb, TepaneBTUYeCKne 3Ha4YeHNS U CPOK CryXObl.

A.3 MapameTpbl npoLecca, Mcnosb3yemMble 415 NOATBEPXKAEHUA TOro, YTO MUHUMa/IbHAasA cTeneHb obecneveHns
CTEpPUNbLHOCTM AocTuraeTcsl B paboyem nopsgke, MoryT 6biTb OnpefeneHbl C UCNOoNb30BaHNEM napamMeTpuyeckoro 1m6o
61onornyecKoro nNoaxoaa, kak onucaHo 8 ISO/TS 17665-2:2009. npunoxeHus A 1 B cooTBeTcTBEHHO. OnpeaeneHue npo-
Lecca, OCHOBaHHOe Ha npeAcTaB/ieHMn o buoHarpyske npoaykra, obeyxaaetcs B ICO 17665-1. nyHkTbl 7.3 1 8.5.

A.4 WcnbiTaHus, onucaHHble B ISO/TS 17665-2. npunoxeHne A yCTaHOB/IEHbI A/ NapameTpuyeckoro noaxoaa
N UCMOMb3YTCA ANA NPOBEPKN MUHUMASIbHBIX Paboumx xapaKkTepucTUK KOHKPETHOro cTepunv3aropa. [JaHHble aTux uc-
NbITaHUI UCNO/b3YIOTCA 415 ONpefeneHns napameTpoB npouecca, nepeunciedHbix B Al nA.2, n AN NOATBEPXAEHNS
TOro, YTO BO3fyXa W HEKOHAEHCVPYeMbIX ra3oB, OCTAOLMXCA B CTEPUIN3ALIMOHHON 3arpy3ke nocre 3asepLueHns atana
yAaneHus Bo3fyxa, HefloCTaTOYHO [/19 TOr0, YTOObI NPENATCTBOBATL HAXOXEHWIO HACLILLIEHHOTO Napa Ha BCex NOBEepPXHO-
CTAX UCMbITATENbHOro 06pasLia, BKIYas CKPbITbie NOBEPXHOCTU, OTKPbITbIE B kKaMepe cTepuausaropa. VcnbitatensHblii
obpaseL, v Tpe6oOBaHMS K PpaGOUUM XapaKTePUCTUKaM /151 AaHHbIX UCTbITaHWii 06ecneymBatoT BbICOKYH0 YCTONUYMBOCTb K
NPOHUKHOBEHMIO Napa (cM. Tabnuuy 6). Ha pucyHke A.1 nokasaH TemnepaTypHbIi Npodnab 418 HEGONbLLON ncnbiTaTenb-
HOi1 3arpy3ku (cm. ISO/TS 17665-2. npunoxeHve A). PasHuua B TemnepaType mexay S1 1 S2 MoxXeT 6bITb UCNosIb30BaHa
ONS NPUHATUA PeLLeHNs 0 Ha/IMYUN HacbILLEHHOTo napa.

Ecnn npouecc cTepunmsaumm 1 napamMeTpbl NPOLECCa, OnpeAesieHHble Ha OCHOBAHUN 3TUX UCTIbITaHWUIA, UCMOMb3yoTCA
[ANs CTepunM3aumn MeANLMHCKUX 3L C BbICOKON YCTOWYMBOCTBIO K MPOHUKHOBEHUIO Napa, TO A0/MKHbI ObITb 4OCTYMNHbI AaH-
Hble 15 060CHOBaHWSA [aHHOro peLleHns. O60CHOBaHME [JaHHOTO PeLleHVs SOMKHO BbITb JOKYMEHTa/TbHO 3aMKCHPOBaHO.

O603HavyeHuns: J — Havyano nnato: B — koHel nnato. T4 — TemnepaTtypa
cTepunusauuu; 7B — ananasoH TemnepaTtyp cTtepunusauunu; S, — pecdepemcman
Toyka. S2 — LEHTp ucnsiTatenbHoro o6pasya. S3— Ha 60 MM Bbile UCMbITATENBHOTO
o6pasua. T/ — makcumanbHoe oTKNOHeHue. Ts -- MaKCUManbHOe OTK/IOHEeHNe —
nepsble 60 c. 5 - MakcumanbHoe OTK/IOHeHUe — 4yepes 60 ¢; (, - nepuop nnarto;
tj —Bpemsa BbipaBHMBaHUA; 3 — 60 0; @ - opems BblAEPXKU

PucyHok A.1 — JKcnyaTalumoHHble Tpe6oBaHusi, He6osblias ucnbiTaTesibHas
3arpyska

A5 Ons MeaVUMHCKMX M3AEeNnii, UMelowmx 61M3Ky0 YCTONYMBOCTb K MPOHWKHOBEHMIO Mapa, HO OMnuCbiBaeMbIX
CU/IbHO OTIMYAOLLMMUCS XapaKkTepucTukamu, MoryT notpebosatbc He OAVHaKoBble napameTpbl npouecca. Ecim oHu
BK/IHOYEHbI B OHY KaTeropuio 06paboTku, Kak B CllyyaB npouefypHOro Habopa, A0/MKHO NPOBEPSATLCA COOTBETCTBUE Na-
pameTpos npouecca A.1 nA.2.
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A.6 XOTsi KOHAEHCAT napa, OCTaBLUMIACA BHYTPU CUCTEMbI 3aLLUMTLI CTEPUSIBHOCTU, MOXET UCMO0/Ib30BaTbCS A5 Bbl-

AB/IEHNs OTKa3a MmpoLiecca CTepUInN3aLi, OH MOXET Takke yKasblBaTb Ha JOMO/HUTENTbHOE BNMSHUE Ha YCTONUYMBOCTb K
MPOHUKHOBEHUIO Napa. MpUUMHON MOXeT ObITb OAHO MM KOMOMHALWS U3 CReayioLLero:

- KOHGhMrypaums kamepbl cTepunusaropa:

- KOHCTPYKUMSA 1 MaTepuasibl, UCNOMb3yeMble NPOU3BOAUTENEM /151 CUCTEMbI 3aLLMTbI CTEPUIBHOCTY;

- KOHGhMrypaums 3arpysku;

- KOMGVHaLWSA BbICOKOTO U HWU3KOr0 Beca MeAULMHCKNX U3LEeNNiA;

- cofiepxaHvie Bofbl B Nape;

- UMK 06paboTku.

[lnsi HEKOTOPbIX TUNOB MEAULMHCKMX U3AENNIA MOXET 6biTb HEOGXOAMMO BK/IOUNTD:

a) NnpefBapuTe/bHbIN HArpeB A0 N3MEHEHUS AaB/IEHNS 4151 U3AeNnii ¢ 60bLLIMM BECOM;

b) 3afiepPXKKy MEXAY U3MEHEHUsIMU AaB/eHUs AN BbipaBHUBAHWS faBMIEHNs 1 TemMnepaTypbl B NPOCBETax Masioro

anameTpa;

C) BbICOKMIA ypOBeHb Bakyyma (Hanpumep. 2 k/1a) o U3MEHEHWI faBNeHUst 41 MUHUMU3ALMA NoNagaHns Bogbl B

OTKPbITbIE KOHLbI TPYGOK.

d) KOHTPO/1b CKOPOCTU U3MEHEHUA AaBNneHua Ana MUHUMn3aumn pactpecknBaHnAa TOHKOCTEHHbIX N1ACTUKOBbLIX Me-

OVLMHCKUX U3AeNMIA.

10
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Mpunoxexve B
(cnpaBoyHoe)

OnucaHve npoueaypHoro Ha6opa. Mpumepsl

Hwxe nprBeAeHb! NpUMepbI, MTIOCTPUPYIOLLVIE KOMOMHALIMW Pa3INYHbIX MeAULHCKVX U3Lenuii AN onpegeneHus
cemMelicTB NPOAYKTOB.

B.1 Ha6op g5 ocmoTpa/akcTpakumm (opanbHblif)

B 1.1 O6wme nonoxeHuns

Habop ana ocmoTpa/akcTpakumm BKIOYaeT B cebs psaj oTAeNbHbIX NPefMeTOB, Kak Noka3aHo Ha pucyHke B.1. onu-
caHo B Tabnmue B.1 n npoaHanusvposaHo B Tabnnue B.2. OueHka Habopa NpoBOAUTCA B COOTBETCTBUM C pasfesioMm 4 v
3aK/loyaeTca B cneaytoLem:

- KoHCTpyKumMsi nosvuwii B Habope BapbupyeTcsl OT NPOCTOW [0 YMEPEHHO C/IOXKHOW. DNIEMEHT 8 (XUpypruyeckuii
HaKOHEYHMK OTcacblBaloLLeil Tpy6bKM) MMeeT NPOCBET, KnaccudmKaumio KOHCTPYKLUMU a3 M OLEHEHHYH0 YCTOWUMBOCTb K
NPOHWKHOBEHWIO Napa e3. ABNAILMECH HAUBbLICLLUHMU B Habope.

- Ncnonb3yemble MaTepuanbl BKIHOYAKOT Kak MeTaul, Tak U NNacTuk. JTOTOK BbINO/IHEH U3 NonvkapboHaTa, MaTepu-
asia MetoLL,ero HU3KyH TenonpoBOAHOCTb, Y. Kak OXnaaeTcsl, NpeAcTaBiseT HaMbo bLUYH CIOKHOCTb. [JaHHbIA MaTepu-
an nmeet Knaccuukaumio b2 1 oLLeHeHHyY0 YCTONUYMBOCTb K MPOHMKHOBEHUIO napa e2.

- CpepfHuii Bec anemeHToB 25. 06wuii Bec 150 r. KnaccudmumpyeTcs kak c2.

- B kayecTBe cUCTEMbI 3aLLMTbI CTEPUSILHOCTM MUCMOMb3yeTcsl roppupoBaHHas Gymara. OHa UMeeT knaccudumka-
umto d3 1 ycTOUMBOCTb K NPOHUKHOBEHUIO Napa B3.

PucyHok B.1 — Habop Ans ocMoTpa/akcTpakumm

Tab6nuya B.1 — Cogepxumoe: Habop 4151 OCMOTPa'3KCTPaKLMK

Mo3unuusa OnucaHune Konunuectso
1 J1oTOK 13 ronyboro nnacTmka 1
2 Bknagka B notok 130* 180 cm 1
(He nokasaHa)
3 Cromartosnormyeckoe 3epkasio 1
4 CTOMAaTOI0rMYEeCKNiA 30HA, 1

1n
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OkoHYaHve Tabnmupl B. 1

Mosnumna OnucaHue KonwnuyectBo
5 3axum 1
6 Winpuy, 1
7 ApanTep oTcacbiBarens 1
8 HakoHeuHVK XMpypruyeckoro otcacbisarens 1
9 OTuKeTKa noTka 1
10 Benas kpen-6ymara 60*60 2

(He nokasaHa)

Ta6nuua B.2— AHanus: Ha6bop AN OCMOTpPa|'3KCTpaKLmMm

YcTolunmBOCTh
XapaKTepI/ICTMKa OnucaHune KOA KNPOHMKHOBEHUIO Nnapa
(ouyeHka)
O6Lee onucaHne Habop MOHOMNTHBIX UHCTPYMEHTOB, MOMELLEHHbI Ha e3
noAKNaaKy B NaacTMKOBOM JI0TKE U ABaXAbl ynako-
BaHHbIA. 1an
aHaIornyHbIi HA60pP MOHOUTHBIX MHCTPYMEHTOB, MO- el
MeLLEeHHbIN B TOTOK U3 Nanbe-Matle, ocTatoLwmiics He-
ynakoBaHHbIM.
O6wuin Bec npumepHo 150 1
KoHcTpyKums MoHonuTHas al el
MepdhoprpoBaHHbIi NOTOK U3 NonnkapboHaTa a2 e2
VIHCTPYMEHTBI C NPOCBETOM (HaKOHEYHWK oTcacbiBa- a3 e3
Tens)
MaTtepnan HepxaseloLas ctab M el
Monvkap6oHaT (10TOK) b2 e2
Bec MpumepHo 25 1 cl el
BapbepHas cuctema g Hert di el
cTepunusauyuv nmnm KpenuposaHHasa bymara d3 e3

cuctemMa ynakoBku

B.1.2 CemelicTBO NPOAYKTOB

CeMmelicTBO NPOAYKTOB, K KOTOPOMY OTHECeH Habop ANns ocMmoTpa'akcrpakumn. PF8. AHanu3 Habopa npusBefeH B
Tabnuue B.3. OTHeceHne k PF8 ocHoBaHO Ha nosuuum 8 (cM. Tabnuuy B.1), 4ONONHWUTENBHOE B/IMSIHWE CO CTOPOHbI J10-
NMKapbOHATHOrO /TI0TKa M HU3KUIA BEC Nexalinx pagom MeauUMHCKUX n3genqin B Habope 6yayT He3HauMTeNlbHO BNNATL Ha
OLIEHKY YCTONYMBOCTM K MPOHUKHOBEHUIO Napa — €3 A1 AaHHOT0 MEANLIMHCKOTO U3aenus.

Ta6nunya B.3— CeMeiicTBO NPOAYKTOB — KiaccuuKaLysi, OCHOBaHHAs Ha OLieHKax: Habop A/151 0CMOTPa/aKCTPaKLMm

YcrtounbocTu kK NPOHUKHOBEHNIO

MU XapakTepucTtuka
napa (oyewka)
BapbepHas
cuctema Ans
Marte- A
PE KoHcTpykuus puan Bec cTtepunusauun <@
(») . () nvnun cuctema
( ynakosn*

12
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B.2 Habop 13 yucrockona, Mocta u obTiopartopa

B.2.1 O6Lme nonoxeHus

Habop MOcTOB 1 06TIOPaTOPOB BK/IHOUYAET HECKO/IbKO OTAE/bHBIX NO3MLMIA, Kak NoKa3aHo Ha pucyHke B.2. onucaHo
B Tabnuue B.4 n npoaHanvsmposaHo B Tabnumue B.5.

OueHka Habopa NPoM3BOANTCA B COOTBETCTBUM C pasfesioM 4 1 C yUeTOM C/ieayHoLLero:

- KoHcTpykumst nos3uuuii B Habope BapbypyeTcs OT MPOCTON A0 CAOXHOIA. Mo3numa 3 (cTBOM LmcTockona-ypeTpo-
cKona) MMeeT HebO/IbLLOK NPOCBET, KnaccuuumpyeTcs No KOHCTPYKLMK Kak a5, 1 YCTONYMBOCTb K MPOHUKHOBEHWIO Napa
oLieHMBaeTcs kak €6. Hanbonbluas ans AaHHOro Habopa.

- Vicnonb3yemble MaTepuasibl BKIKOYAOT Kak MeTaull, Tak U n1acTuk. Moasiokka B IOTOK BbINOSIHEHA U3 CUMMKOHA,
MMeeT HU3KYIO0 TENIONPOBOAHOCTL U. Kak OXuAaeTcs, npeAcTaBnsieT HambosbLLY0 CMOXHOCTb. [JaHHbI MaTepuan knac-
cucmnLmpyeTcst Kak b2. 1 yCTONUMBOCTb K NPOHUKHOBEHWIO Napa oLeHnBaeTCs kak e3.

- O6wwmii Bec coctasnseT 200 r. BeC OTAebHbIX NO3uLMil BapbupyeTtcst oT 5 o 100 r. KnaccudmuppyeTces kak c2.

- BapbepHas cucTema 4151 cTepuamsaLum CoCToUT U3 neptopupPOBaHHOTO a/TFOMUHUEBOTNO J10TKA C KPbILLKOW, [BaXK-
[bl 06epHyTOro kpen-6ymaroii. Knaccmdmumpyetcs kak d3. 1 yCTOW4MBOCTb K MPOHMKHOBEHMIO Napa OLieHBaeTCa Kak e3.

PucyHok B.2 — Ha6op 13 yuctockona, mocTta un o6TiopaTtopa (22 FG)

Tab6nunya B.4— Cogepxumoe: Habop 13 uucTockona, Mocta u obTiopartopa (22 FG)

|-|03I/IU,VI$| OonucaHue COAEpXUMOI0 Konnuectso

JNoTok gns ctepunusaumm 1
2 CunukoHoBasi MoA/I0XKa 1
3 CTBON UMCTOCKOMa-ypeTpockona 1
4 O6TiopaTop 1
5 KnanaH gna umctockona-ypetpockona 2
6 Konnayvok npy>xuHbl 3
7 Teneckonmyeckuini Moct 1
8 KnanaH gns Te/1eckonuyeckoro Mocrta 1
9 YNNOTHATE bHbI KOMMa4oK 1
10 JTUKeTKa 10TKa (He nokasaHa) 1
n Benas kpen-6ymara 90*90 (He nokasaHa) 2

13
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Ta6nuuya B.5— AHanus: Habop 13 LMcToCcKona, Mocta u obTioparopa (22 FG)

YcToituunocTa

XapakTepucTtuka OnucaHue Kog KNPOHUKHOBEHUK napa
(oueHka)
O6L|4ee onucaHue XKecTkuii 9HA0CKON K ero 4YacTtu, pacnosioXeHHble Ha e5

CUIVKOHOBOW MOZ/IOXKKE U MOMELLEHHbIE B Neptopy-
POBaHHbIi KOHTEMHEP C KPbILKOW, ABaXKAbl 0GEpHY-
TbIi KPENUPOBaHHOW Bymaroii.

O6wwit Bec nprmepHo 200 r

KoHcTpykuusa MoHonunTHas al el
MepdhoprpoBaHHLIii aNtOMUHUEBLI NOTOK al el

MpocseTsbl a5 e5

MaTtepnan HepxaBetolas cTasib, aNtoMUHKIA M el
CunvkoH b2 e3

Bec Ot 5p0 100 cl el
c2 el

BapbepHas cuctema gns KpenvpoBaHHas bymara d3 e3

cTepunusaumm nvnm
cucTeMa ynakoBku

B.2.2 CemelicTBO NpOAyKTOB

CeMeincTBO NpoAyKTOB, K KOTOPOMY OTHeCceH Habop 13 umcTtockona, tocta n obTiopatopa. PF24. AHann3 Habopa
npuBeseH B Tabnuue B.6. OTHeceHne k PF24 ocHoBaHO Ha nosuuun 3 (cMm. Tabnuuy B.4): ononHUTENbHOE BANSHUE CO
CTOPOHbI CUIMKOHOBO NMOAJSIOXKKN U HAKWIA BEC Nexallnx psaoM MeAuUUHCKMX u3fenuii B Habope 6yayT He3HaunTeNbHO
B/INATb HA OLLEHKY YCTOWUYMBOCTY K MPOHUKHOBEHWIO Napa — e5 AN AaHHOT0 MeANLMHCKOTO N3aenus.

Ta6nuuya B.6 — CeMeiiCTBO NPOAYKTOB — Knaccudmkauyms, OCHOBaHHas Ha OLeHkax: Habop 13 umctockona, MocTta u
o6Topatopa (22 FG)

YCcTOWYNBOCTb K NMPOHWKHOBEHNIO

M u” Xapaktepucrtuka
napa (oueHka)
>apbepma)
c «cTema Ar s
" Marte- A
PE KaHcTpy*um a 8<3c CT epunuaatum
wan «
<a) P N «) wi»«u cucTe Ma (o
<|
) ynakoBKu

24 X X X X X X X X X X

B.3 OhTanbmonornyecknini Habop Ana aKcTpakuyum katapakTtol No 6

B.3.1 O6Lune NonoxeHus

OdhTaribMoIornyecknii Habop A1 IKCTpakLum katapakTbl Ne 6 BK/IIOUAET HECKOIbKO OTAESIbHbIX NO3ULMIA, Kak Mno-
KasaHo Ha pucyHke B.3. onucaHo B Tabnuue B.7 n npoaHanusmposaHo B Tabnuue B.8.

OueHka Habopa NpPon3BOAUTCA B COOTBETCTBUM C Pa3Ae/ioM 4 1 C y4eTOM CefyHoLLero:

- KOHCTpYyKUMS no3uuuii B Habope BKIHOYAET MPOCTble LIAPHUPHbIE COEANHEHNS, 3aMKN U MOHO/IUTHbLIE KOHCTPYK-
Lmn. To3MLMK C LLAPHUPHBIMU COEANHEHNAMMN U 3aMKaMy (HOXHULLbI U HEKOTOPbIE 3aKUMbI) NPeACTaBASoT HanbobLLYy0
C/TIOXKHOCTb U3-3a 3aKPbITbIX COMPSHXKEHHbIX NOBEPXHOCTEN. OHW KNaccutuuMpyroTCs N0 KOHCTPYKLUMM Kak a2. 1 ycToium-
BOCTb K MPOHVMKHOBEHWIO Mapa OLEeHNBAEeTCA Kak e2.

- Wicnonb3yemble maTteprasbl BKIOYAIOT Kak MeTasl/l, Tak U naacTuk. KOMMOHEHTbI N3 CUIMKOHA 1 nosnkapboHaTa
TNeeT HU3KY0 TENIONPOBOAHOCTb U. KaK OXWUAAETCSH, NPefCcTaBNsaoT HaUBObLLYI0 COXHOCTL. Oba AaHHbIX MaTepuania
KnaccmuumpyoTcs Kak b2. 1 yCTONYMBOCTb K NPOHUKHOBEHMIO Mapa OLEeHMBaeTCs Kak e3.

- Bec oTaenbHbIX Nno3uumii Bapbupyetcs oT 20 go 30 r. KnaccudmumpyeTcs Kak c2.
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- bapbepHas cuctema ANA cTepuan3anum cocTouT 13 NepgopmMpoBaHHOro S10Tka 13 nonnkapboHaTa ¢ KPbILLKOMA,
ABaxabl 06epHyTOro Kpen-6ymaroii. Knaccudmnumpyetcs kakc!3. u ycToiumMBOCTb K MPOHWKHOBEHUWIO Napa OLeHMBaeTcs
Kak e3.

PucyHok B.3 — OdbTasibMOnormyeckmin Habop ANst aKCTpakumm katapakTbl Ne 6

Tab6nuuya B.7— Cogepxumoe: ofhTanlbMONOTNYECKMiA HABop A5 IKCTPaKLMM kaTtapakTsl N? 6

Mosnuys OnmcaHre Konmyectso Moy OnmcaHre Kormuectso
1 JoTOK C KpbILLKOIA 1 n MuHUeT Ans uMnaaHTauum 1
JINH3
2 PaclwumpnTens pasasuxHoi 1 12 3axvM N5 TamnoHoB 18 cm 1

(He nokasaH)

3 MWHUET TOHKWIA 1 13 3axum AN onepatmoHHOro 1
6enbs HenepdopupyoLwni

4 MHLET MMKPO N3O0THYTbIl 1 14 HOXHULbI cecTpuHckune 1
Mavible
(He nokasaHbl)

5 MWHLET KancynbHbI 1 15 HOoXHULbI A4NA pafyXKi 1
npavbie 90 mm
(He nokasaHbl)

6 HOoXHMLbI 1 16 Bekopacwmputenb 1

7 LWnatens'poTarop’ 1 17 OTUKETKA NOTKa 1
MaHWUnysATop (He nokaszaHa)

8 Yonnep npsimoii 1 18 Benas kpen-6ymara 60><60 2

(He nokazaHa)

9 Wrnogepxaresib MUKPO 1 19 CunviKkoHoBas NognoxkKa 2
10 MVHLET aNs pagyXHoii 1
060/104KM
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Ta6bnuuya B.8 — AHanus: oTasIbMOIOrNYECKUin HAbop A8 IKCTPakLMK KaTapakTbl Ne 6

Yeroiiunnocta
Xapaktepuctvika OnvicaHve Kog, K JTPOHVKMOOEHWIO Napa.
(oueHka)
ObLee onucaHne Hebonblume WHCTPYMEHTbl pPacrnofioXeHbl Ha [ABYX e3
CNOSIX CUSTMKOHOBOM MOA/I0KKM B NepdropupoBaHHOM
N1aCTUKOBOM J1I0TKE C KPbILKOW. [Baxkabl 06EpHYTbI
Kpen-6ymaroi
KoHcTpyKums MoHonuTHas al el
LLlapHMpHbIE coeanHeHus a2 e2
MaTtepnan HepxasetoLas ctauib, TUTaH M el
CWnuKoH, nonvkap6oHat b2 e3
Bec Or208030T1 cl el
BapbepHas cuctema ana  KpenuposaHHas Gymara d3 e3

cTepunmMsauumn Umnm
cuUcTeMa ynakoBKm

B.3.2 CeMeiicTBO NpOAYKTOB

CeMelicTBO NPOAYKTOB, K KOTOPOMY OTHECEH OhTa/IbMOIOrMYECKMin HAbop ANS AKCTpakumm kaTapakTbl N9 6, PF19.
AHanuns Habopa npuseaeH B Tabnmue B.9. OTHeceHne k PF19 ocHoBaHO Ha no3vuumn 18 (cm. Tabnuvuy B.7): gononHutens-
HOE B/INSHWE CO CTOPOHbI CUIMKOHOBOW MOAJIOKKN U HU3KWIA BEC MEAULIMHCKUX M3AeNnii B Habope GyayT He3HaUYUTeIbHO
B/INATb HA OLLEHKY YCTOWUYMBOCTY K NPOHWKHOBEHMIO Napa — e3 A1 CUCTEeMbI 3aLlnTbl CTEPUIBHOCTM U3 Kpen-6ymar.

Ta6nuya B.9 — CemeiicTBO NpoAyKTOB — Knaccudmkaums, OCHOBaHHaA Ha oueHkax: oghTasibMoiornyeckuii Habop
[ANSA 3KCTpakuun katapakTbl Ne 6

YCTOWUNBOCTb K MPOHUKHOBEHWIO

X
Mun apakTepucTuka napa (oueHka)
BapbepHas
cuctema ans
Marte
KoHcTpykunsa Bec ctepununsaynmn
PF pnan («)
(«> b (c) A/vMnn cuctema
®) ynakoBkun
w

B.4 Ba3oBblii opTOneaunyeckuii Habop

B.4.1 O6LwWwme nonoxeHns

Ba3oBbIii opToneanyeckuii Habop BKIOYAET HECKOMIbKO OTAENbHbIX NO3ULUIA, Kak NokasaHo Ha pucyHke B.4. onwuca-
HO B Tabnumue B.10 n npoaHanuanposaHo B Tabnmue B.11.

OueHka Habopa NPomn3BOAUTCSH B COOTBETCTBUM C Pa3fesioM 4 1 C y4eTOM CriedyHoLLero:

- KOHCTpyKUua no3vuuii B Habope BKIHOYAET NPOCTbIE LUAPHUPHBbIE COEAVHEHUS, 3aMK/M U MOHO/IUTHbIE KOHCTPYK-
umn. To3MuMK € LIAPHUPHLIMU COEAVHEHNAMMN 1 3aMKaMy (HOXHULLbI U HEKOTOPbIE 3aXKMMbl) NPEeACTaBAANT HanGObLLYO
CNOXHOCTb U3-3a 3aKPbITbIX COMPSXXEHHbIX NoBEpPXHOCTEN. OHU KaccuuumpyoTcs No KOHCTPYKUMU Kak a2, u ycToun-
BOCTb K MPOHWKHOBEHMIO Napa OLeHMBaeTCs kak e2.

- Vicnonb3yemblii Matepuan gns Kax[aoro MegULMHCKOro N3fennusa — Hepxasetowan ctasib. OHa knaccudguumpyet-
€S KaK b2. 1 yCTOUYMBOCTb K MPOHUKHOBEHMIO Napa OLeHMBaeTcs kak e3.

- Bec oTAenbHbIX NO3ULMin Habopa nexuT B ananasoHe ot 50 o 800 r. ob6wuii Bec Habopa 8000 r. Knaccuduumpy-
€TCcA Kak Cc2.

- BapbepHas cuctema gns crepuamsanmmn coctouT U3 nepoprvpoBaHHOMO a/IFOMUHNEBOTO 10TKa, ABaXAbl 06epHY-
TOr0 TAMUHNPOBAHHLIMW JIMCTaMK, COAEPXALLMMMN KPEMUPOBaHHYO Bymary, apMMpoBaHHyto nosimmepamu. Knaccudpmupm-
pyeTcs kak d3. 1 ycTOAYMBOCTb K MPOHWKHOBEHMIO Napa OLeHMBaeTCs Kak e3.
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Ta6nuya B.10 — Cogepxumoe: 6a30Bblii opToneauyeckuii Habop

Mosvuys

1
2
3
4
5

10

12
13

14

15
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PucyHok B.4 — Ba3oBblii opToneguyeckuii Habop

OnvicaHre
JlIoTOK NSt UHCTPYMEHTOB
Bknagka B notok 30 * 50 cm
PykosaTtka
3axum A1 TaMnoHoB 24 cm

3aXuM AN onepaLyoHHOro 6enbs
HenepdopumpytoLLnii

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

HoXHWUpbI M30rHYThle/NpsMble 18 cm
HOXHWLbI LLIOBHbIE

3aXMM apTepuasibHbIii U30THYThIN
15cm

3axnm apTepuasibHbIii 18 cm
3axum ans TkaHn 3/4 3y6blii
Wrnogepxaresnb 18 cm

[Avccektop 19 cm

[AvccekTop

Noxka 14 cm

N

(o N N N

IN

P W N

Mosvuma

16
17
18
19
20

21

22
23
24

25
26
27
28

29

OnwvicaHve
Kpo4oK KOCTHbI OCTPbIiA
nesarop
KOCTHbI pblyar
PeTpakTop Masiblii 6 MM

PeTtpakTop cpegHuii 13 Mm

Kpyrbiii MOIOTOK

PeTpakTop camoyfepxvisaoLmiica
Bop KoCTHbIIi 18 cm

Kycauku

3aXMM Ha MeLLoK
[OTOBbLI TAMMNOH
LWTndpt

OTUKETKa /1oTKa
(He nokazaHa)

HeTkaHoe AByXcnoiiHoe nosoTHO s
ynakosku notka 150 * 180 cm
(He nokasaHo)
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Ta6bnuuya B.11 — AHanus: 6a30Bblii opTONeanyeckuii Habop

YcToliunBocTb
XapaktepucTtuka OnucaHue Koa K MPOHWKHOBEHWIO napa
(oueHka)
O6Luee onucaxne Bonblloe 4MCN0 WHCTPYMEHTOB pa3/IMYHbIX TUMOB e5
N C pas/iMyHbiIM BECOM COBGPaHO Ha BKNajke NoTka
B MeTa/l/Inyeckom NoTke. [Baxabl 06epHYTO HeTka-
HbIM BYXC/TOViHbIM MOIOTHOM.
O6wwi Bec npumepHo 8000 r
KoHcTpykuus MoHonunTHas al el
MeptoprpoBaHHbIi aUTFOMUHNEBbIA IOTOK al el
LLlapHUpHbIE COaaMHEHNS 3aMKN a2 e2
MaTtepunan HepxasetoLwasn ctauib M el
Bec Ot 5080800 r cl el
c2 el
c3 el
BapbepHas cuctema ana  OfHOpa3oBoe [BYXC/OMHOE NOMOTHO AN5 06epThIBaHNA d3 e3

cTepununsauuy nvmm
cucTema ynakoBku

B.4.2 CemelicTBO NPOAYKTOB

CeMmelicTBO NPOAYKTOB, K KOTOPOMY OTHECEH 6a30BbIii opToneanyecknii Habop. PF17. AHanm3 Habopa npusBeaeH
B Tabnmue B.12. BonbLUoi BeC Habopa MOXET oKasaTb AOMO/HUTENIbHOE HeraTMBHOE B/IMSIHWE Ha YCTOMYMBOCTL K MpO-
HUKHOBEHWIO Napa, NpefckasaHHyo A1 LWAaPHUPHBLIX KOHCTPYKUMIA 1 3aMKOB, MO 3TOI NPUYMHE OLieHKa YCTOMUYMBOCTY K
MPOHUKHOBEHUIO Napa 6binia yBennueHa o es.

Tab6nuya B.12— CeMeiicTBO NPOAYKTOB — K/laccudprkaLyisi, OCHOBaHHAs Ha OLleHKax: 6a30Bblili OpTONeaMYecknii Habop

YcToumMBOCTb K NMPOHWKHOBEHWNKD

Mun XapakTepucTuka
p P napa (oueHka)

Bapbepua

cuctema Ar s
Mare-

PE KoHewus>ykul n puen Bec ctepunutay
*) ¢ rc) n/ivnun cucte ma

(t> yna*ooku

<d)

1 2 3 4 s5 6 7 4 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 1X

B.5 Ba3oBblii nanapockonuyeckunii Habop

B.5.1 O6wwne nonoxeHus

Ba3oBbIli nanapockonMueckuii Habop BKKOYAET HECKOSIbKO OTAENbHbIX NO3ULMIA, Kak nokasaHo Ha pucyHke B.5.
onucaHo B Tabnumue B. 13 1 npoaHasnmsmposaHo B Tabnuue B.14.

OueHka Habopa Npon3BOAUTCA B COOTBETCTBUM C Pa3fesioM 4 1 C y4eTOM CrefyoLero:

- KoHCTpyKuusa no3vumii B Habope BKIOYaeT NPOCTbIe LAPHMPHbIE COEAMHEHUS, 3aMKW, A/IMHHbIE NPOCBETbI U MO-
HOMWTHbIE KOHCTPYKUMW. Jlanapockon KnaccudmumpyeTcs No KOHCTPYKLUMM Kak a2. U YCTOWYMBOCTb K MPOHWKHOBEHWIO
napa oLeHVBaeTCAa Kak e2.

- Micnonb3yemble Matepuasbl BKIKOHAIOT Kak MeTass, Tak U nnacTvk. KOMMNOHEHTbI U3 CUIMKOHA CO CBOEN HU3KOM
TENJI0NPOBOAHOCTLIO NPEACTABAT HaNBO/bLLYIO CIOKHOCTL. KnaccudmumpyoTes Kak b2. 1 ycToliunBOCTb K MPOHUKHO-
BEHWIO Napa oLeHnBaeTcs Kak e3.

- Bec oTAenbHbIX N03MLMIA HaGopa NexuT B gnanasoHe ot 20 go 400 r. o6wuii Bec Habopa 4250 1. Knaccudpmympy-
eTcsl Kak c2.

- BapbepHas cuctema AN CTEpUIM3aLMM COCTOMT 13 NepdhopMPOBaHHONO 10TKa U3 HEPXXaBEoLLel cTanu, ABaxXabl
06epHyTOro NamyHUPOBaHHLIMK IMCTaMW, COAEPXaLLMMU KPenMpoBaHHyto bymary, apMnpoBaHHyto nonvmepamu. Knac-
cudmumpyetcs kak d3, 1 yCTOMYMBOCTb K MPOHUKHOBEHMWIO Napa oLeHnBaeTcs kak e3.
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PucyHok B.5 — Ba3oBblii nanapockonuyeckuii Habop

Tab6nuua B.13— Cogepxmmoe: 6a30Bblii Tanapockonmyecknin Habop

Mosvups

1

OnvicaHve H> Mosvuws OnvcaHve Ne
NoTok ANs UHCTPYMEHTOB 1 10 Click line pykosiTka ¢ ¢hukcaTopom 3
Bknagka B noTok 457 * 610 Mm 1 1 [nameTtpuyeckan netns, sarHyrtas 1

BNpaBso

MeTannunyeckas konéa 1 12 MuHueT 3
OcHoBaHue /151 ycTpoiicTea nogorpesa 1 13 3axum 3
Teneckon 10 mm 0" B MeTa/1/IM4ECKOM 1 14 BcTaBka-HOXHULLbI 1
Ty6yce
CBEeTONPOBOAHMK 1 15 MpoBoAHUK ANa Anatepmun 1
3axum AN TkaHn 2/3 3y6blin 18 cm 2 16 Knunannavkarop 1
Click line BHelwHAA Tpy6ka 6 17 OTUKeTKa NoTka (He nokasaHa) 1
Click line pykosiTka 6e3 chmkcaTopa 3 18 HeTkaHoe AByXCnoliHOe NOMNOTHO ANA 2

ynakoBsku notka 150 * 180 cm
(He nokasaHo)

Ta6nuya B.14 — AHanu3: 6a30BblIli 1anapockonMyecknii Habop

YCTONUYNBOCTDL

XapaxTtepucTvka OnucaHre Kon, K MPOHVKHOBEHMIO Napa
(oueHka)
O6Lee onucaHne KoMGVHauMs WHCTPYMEHTOB pas3/IMYHON KOHCTPYK- e5

LK, BbIMOSIHEHHbIX N3 OJHOKOMMOHEHTHBIX U KOMMO-
3UTHbIX MaTepuanos. CobpaHa Ha Bkadke noTka B
nepthopmpoBaHHOM MeTasI/IMYecKoM foTke. [Baxapl
06€epHYTO HETKaHbIM [BYXC/TOMHbIM MOSIOTHOM.
O6wwit Bec npumepHo 4250 r
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OKOHYaHve Tabnuubl B. 14

YcTollunBocTb
XapaktepucTtuka OnucaHue Koa K NMPOHWKHOBEHWIO mapa
(oueHka)

KoHcTpykuusa MoHonnTHas cl 61
MepdhoprpoBaHHLIii TOTOK U3 HEPXKABEHLLEN cTanm cl el

Monoctb c3 e3

OnekTpuyeckre npososa c3 e2

LLlapHUpHbIE coeapnHeHVs. BaMku c2 e2

Mpoceet c5 e5

MaTtepnan HepxaseloLas ctauib al el
NT®3. nonmkapboHaT, CUIMKOH a2 e3

Bec Ot 20 8o 400 r bl el
b2 e2

BapbepHas cuctema gna  HeTkaHoe ABYXC/0HOE NOMOTHO A1 06epTbiBaHNS d3 e3

cTepuamsauumn umnm
cucTeMa ynaxoBKu

B.5.2 CemelicTBO NPOAYKTOB
CeMelicTBO NPOAYKTOB, K KOTOPOMY OTHECEH 6a30BbIN flanapockonuyecknini Habop. PF22. AHann3 Ha6opa npuse-
fAeH B Tabnuue B.15. OTHeceHne k PF22 ocHOBaHO Ha nanapockone.

Tab6nuuya B.15— CemeiicTBO NPOAYKTOB — KnaccuchmkalLms, OCHOBaHHas Ha oLeHkax: 6a30BblIii 1anapocKonuyeckumii
Habop

YcToWunBOCTb K NMPOHUKHOBEHUIOD

Mun Xapaktepuctuka
P P napa(ouenxa)
BapbepHas
KoHcTpykyus Mare- Bec civécrnilvl;zéqnvfm
PF Pk puan P . (8)
<S> b <c> nfunm cuctema
® ynakoBku
M)

22 X x X X X X X X X X X X X

B.6 Ha6op Ans aHgonpoTe3nmpoBaHnsa KoneHHoro cyctaea LCS (1 3 6)

B.6.1 O6LMe NonoxeHus

[JaHHbIil Habop ANA 9HAONPOTE3NPOBAHMA KOIeHHOTo cycTaBa LCS BK/IIOUaeT HECKO/bKO OTAE/bHbIX MO3NLWIA, KaK
nokasaHo Ha pucyHke B.6, onucaHo B Tabnvue B.16 n npoaHannsvnposaHo B Tabnuue B.17.

OueHka Habopa Npon3BOAUTCA B COOTBETCTBUW C Pa3fesiomM 4 1 C y4eTOM CriefyoLLero:

- KOHCTpyKuus no3uuuii B Habope MOHOAMTHAsA, NO3nLMS 9 (CKOMb3ALLWMIA MOIOTOK) UMEET ABa KOMMOHEHTa, KOTO-
pble CKOJIL3AT MO NOBEPXHOCTM ApYr Apyra Af1A CO3[4aHns U3BUIMCTOrO KOHTypa. Mo3uums 9 knaccudmumpyeTcst o KoH-
CTPYKLMM Kak ab. 1 yCTONYMBOCTb K MPOHUKHOBEHMIO Napa OLeHMBaeTcs Kak e6.

- Vicnonb3yemble MaTepuasibl BKIHOYAIOT Kak MeTasl, Tak v MeTasll, NMOKPbITbIA N1acTukom. CUIVKOHOBOE MOKPbITVE
CO CBOE HW3KOI TenIoNPOBOAHOCTLIO MPeACTaBIseT HanbosIbLLYIO CAIOKHOCTL. Knaccudmumpyetcs kak b2. n yctonum-
BOCTb K MPOHNKHOBEHWIO Napa OLeHMBaeTCs Kak B3.

- Bec oTgenbHbIx no3uumii Habopa nexuT B granasoHe oT 50 go 600 r. 06wwmii Bec Ha6opa 9600 r. Knaccudmumpy-
eTcsl Kak €3 415 caMbIX TAXe bIX No3uLmii u ¢4 ans Habopa.

- bapbepHas cuctema Ansa cTepunn3auyn CocTomT 13 NepgropMpoBaHHOTO I0TKA U3 HEPXaBetoLLel cTanu, ABax bl
06epHYTOro € UCMOJIb30BaHMEM HEeTKaHOro ABYXC/I0MHOro nosnoTHa. Knaccuduumpyetca kak d3. 1 ycTonunBOCTb K Npo-
HUKHOBEHWIO Napa OLEHNBAETCA Kak B3.
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PucyHok B.6 — Habop ansa aHgonpoTesmpoBaHus koneiHoro cyctasa LCS (1 u3 6)

Ta6nuuya B.16 — Cogepxumoe: Habop ANs 3HAONPOTE3NPOBaHNSA KOoNeHHoro cyctasa LCS (1 u3 6)

Mosviuma OrwmcaHve Nt Mosvuys Onucanvie Ne
1 JlIoTOK ANSt UHCTPYMEHTOB 1 10 OneMeHT gns BUsyanusauum 1
2 Bknagka B notok 30 * 50 cm 1 n Pawnunb npsamoii 1
3 PykosiTka Hoxa 1 12 Mpo6oiHuK 1
4 CKob6a Ha 1ofbbKKY C NPY>XWHOM 1 13 CrepxeHb 1
5 Bnok gnsa pesekuyv 60nbluebepLoBbIi 2 14 MpoBOAHVK AN pe3eKumn 6onblue- 1
6epLoBbIit
6 Bnok ¢ yrnom pesekuyun 2" 1 15 MpoBOAHWK NPOBOHMKA LEHTPasTbHBIN 1
60/bLUebepLoBbIl
7 MpoeofHnx Ana onpegeneHns rnyom- 1 16 PeTpakTop 1
Hbl 2/6 MM
8 VIMnakTop 6eapeHHbIit 1 17 OTukeTka noTka (He nokasaHa) 1
9 CKOMb3ALLMIA MOMOTOK 1 18 HeTkaHoe ABYXC/I0IHOE NOIOTHO A/151 2
ynakoBku oTka 150 * 180 cm
(He nokasaHo)
Ta6nunya B.17— AHanums: Habop 4N 3HAONPOTE3MPOBaHMA KoeHHoro cyctasa LCS (1 13 6)
YcToitumBocTb
XapakTepycTvka OnvicaHre Ko, K MPOHVKHOBEHWIIO Mapa
(oueHka)
Obuee onucaxne Habop cpefHVX WU CNOXHbIX MHCTPYMEHTOB, BbIMNO/I- eB

HEHHbIX U3 Of{HOKOMMOHEHTHbIX W KOMMO3UTHBIX Ma-
Tepuanos. CobpaH Ha Bknafke noTka B nepdopu-
POBAaHHOM META/I/IMYECKOM JI0TKE. [iBavkAbl 0GEpHYT
HeTKaHbIM [IBYXC/10/HbIM MOIOTHOM.

O6Lwwii Bec npumepHo 9600 r
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OKOHYaHve Tabnuubl B. 17

YcToumBoCTb
Xapaxrepuctuka OnucaHve Kon K MPOHVKHOBEHMIO Mapa
(oueHka)
KoHcTpykuus MoHonuTHas al el
MoHoNWTHast 3 cMecK HepXaBetoLLelt CTann 1 nonu- al e2
KapboHaTa
MepdoprpoBaHHbI NOTOK U3 HEpXaBetoLL el CTanm al el
Monoctb a3 e3
DneKkTpuyeckme nposoga a3 e2
LLlapHUpHbIe COoeayHEHMS/3aMKI a3 €2
MpoceeT, OKPYXXeHHbIM 60bLUIOK Maccoi MeTana a6 €6
Matepnan Hepxasetowasn ctanb M el
NT®3. nonvkapboHaT b2 e3
Bec Ot 50 g0 600 r c2 el
c3 e4
BapbepHas cuctema gnsa  HeTkaHoe 4BYXC/O/HOE MOJIOTHO 151 06epThbiBaHNS d3 e3

cTepunmnsauumn umnm
cucTeMa ynakoBKm

B.6.2 CemelicTBO NPOAYKTOB

CemeicTBO NPoAYKTOB, K KOTOPOMY OTHECEH Habop A/1s 3HAONPOTE3NPOBAHUST KOMleHHoro cyctasa LCS (1 u3 6),
PF26. AHanu3 Habopa npueefeH B Tabnuue B. 18. OTHeceHue Kk PF25 1 oueHka yCTOWYMBOCTU K NPOHUKHOBEHUIO Napa eb
OCHOBaHbI Ha CKOMb3ALLEM MOJIOTKE U 6eAPEHHOM UMNakTope. [laHHasa NnocnefHsas nosuums 6e3 NokpbITusa byaeT MMeTb
OLIeHKy €2, TeM He MeHee HU3KWIA TenonepeHoc NaacTuka 1 BbICOKWIA TenionepeHoc MeTasiia NpuBeayT K LMKINYeCcKnm
V3MEHEHWAM TeMnepaTypbl Ha MOBEPXHOCTU NIACTUKa, YTO NPUBESIO K YBE/INYEHNIO OLIeHKM [0 €5.

Ta6nuya B.18 — CeMmelicTBO NPoAyKTOB — KiaccugukaLysl, OCHOBaHHas Ha OLeHKax: Habop /15t 3HA0NPOTe31poBa-
HKA KoneHHoro cycTasa LCS (1 u3 6)

YCTON4YMBOCTb K NMPOHUKHOBEHUIO

MK XapaktepucTtuka
P P napa (oueHka)
BapbepHas
cuctema gns
Marte-
KoHcTpykuus Bec cTepunusauyunn
PF puan («>
<> b (c) nvwnun cnctema
(®) ynakoBkun

(8)

26 X X X X X X X X X X X X X X

B.7 Ha6op ansi octeocuHTe3a 6eapa U U3BNEYEHUsS WTUGTOB

B.7.1 O6wue NoNoXeHNss BOCCTAHOB/IEHNS

[aHHbIl Habop Ans ocTeocuHTesa Gefpa 1 U3BeYeHNs LTMAITOB BKIHOYAET HECKONbKO OTAE/bHbIX NO3ULIA, KakK
nokasaHo Ha pucyHke B.7. onvucaHo B Tabnuue B.19 n npoaHanusupoBaHo B Tabnuue B.20.

OueHka Habopa Npon3BOAUTCA B COOTBETCTBUM C Pa3fesniom 4 1 C y4eToM CreayHoLLero:

- KOHCTpyKUMA no3uumii B Habope OT/IMYaeTCcsi OT MOHOIMTHOM, NPOCTOW M CAOXHON. Mo3uumsa 14 (pykosTka ans
BBE/IEHVS1 C MPOCBETOM) MMEET HaMBbICLLYIO OL€HEHHYIO C/TOXHOCTb M3-3a 60/bLUOI MacChl CUIMKOHA BOKPYT MeTainu-
yeckoro npoceeTa. [JaHHas nosuuua knaccuduuypyeTca kak ab. u yCTouYMBOCTb K NPOHUKHOBEHUIO Napa oLeHuBaeTcs
Kak e7.

- Vicnonb3yemble MaTepuasibl BKIOYAOT Kak MeTaull, Tak U MeTasl/l, NOKPbITbI N1acTukom. CUIMKOHOBOE NOKPbITUe
CO Ceoell HU3KOl TenIoNpPOBOAHOCTLIO MPeACTaBAseT HanbOosbLLYIO COXHOCTbL. KnaccudmumpyeTtcs kak b2. n yctoinum-
BOCTb K NPOHUKHOBEHWIO Napa oLeHnBaeTcs kak e3.

- Bec oTAenbHbIX No3vuUmii Habopa exuT B granasoHe ot 40 go 700 r, o6wuii Bec Ha6opa 10 700 r. Knaccudpmym-
pyeTcs Kak €3 AN caMblX TSXKebIX No3uumii n ¢4 ans Habopa.

- bapbepHas cuctema gns cTepunnsaumm cocTout n3 nepoprpoBaHHOrO BHYTPEHHErO /10TKA, NMOMELLLEHHOTO B
XECTKUI KOHTelHep AN CTepuaM3aLm MHOTOKPaTHOro MCMob3oBaHus. KnaccuduumpyeTtcs kak d3. n ycTonumMBoCTb K
NPOHUKHOBEHMIO Napa OLeHNBaeTCA Kak e3.
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PucyHok B.7 — Habop ans octeocuHTesa befpa v ussneyeHus Wrndtos

Ta6bnuya B.19— Cogepxumoe: Habop A471a ocTeocuHTesa beapa 1 nssneveHns WwWtnTos

Mosnuusa

10

11
12
13

14

15

16

17

OnucaHune

MpoBoAHNK

Paclimputens ruékoro pumepa
CTepXeHb rMbKoro puvepa
YepHasi IMHelika ¢ NpocBeToM
M6kuii pumep

3axsarTblBatoLLiee YCTPONCTBO

T-06pasHas pykosTka

MpoBoAHMK C onpeseneHnem opueH-
Tauum nasa

MepexoaHnK MUHK

MepexoaHuik trinkle MUHK

MNepexogHnk AO MUHM
Tpoakap ¢ T-06pasHoi pyKOATKON
Tpy6ka Ana BBeAeHUS

PykosiTka 4191 BBEAEHUS C NPOCBETOM

KaHtonmposaHHoe LWnIo

MmnakTop

YcTpoiicTBO AN BBEAEHNS
honeycomb

Nt Mosnyunsa
1 18
1 19
1 20
1 21
1 22
1 23
1 24
1 25
1 26
1 27
1 28
1 29
1 30
1 31
1 32
1 33

Onucaxune

Hacagka pumepa
MonoTok LweneBuaHbIii
T-06pas3Has pykosiTka
Lvno

3awyta ansa Koxu

BTynka ans onpefeneHus AnnMHbl
BUHTaA

Koy Hanpasnsiowero 6onra

O6TiopaTop

OTBEpTKa MHOMOMYHKLMOHaIbHASA

OTBepTKa AN1s1 BUHTOB LUECTUTPaHHast
LNMHHas

PykosiTka 4N yAa/IeHNs BUHTOB
M3meputenb rny6uHbl kaHana
Hanpasutens

BTynka Apenv BHYTPEHHAS MeTauinn-
yeckas 4 MM

BTynka apenv BHeLWHsAA 30/10Tas

YXKecTkuit KoHTeliHep ans cTepuaunsa-
LM MHOTOKPaTHOrO UCMO/b30BaHNS

b)

15
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Ta6bnuua B.20 — AHanus: Habop A1 ocTeocHTe3a 6eapa 1 u3BeveHns WTUHToB

YcToiumBocTb
XapaktepucTtvika OrmcaHve Kopn, K MPOHVKHOBEHWIO Mapa
(oLeHka)
ObLee onucaHne Habop pacToueHHbIX B LEHTPEe PYyKOsTOK, pume-  Pasinu- er*
poB, Apeneii, Kouei, MOSIOTKOB, W3MEPUTENbHbIX HbliA
YCTPOWCTB Y KOMMEKTYIOLLMX, YNakoBaHHbIX B 60/1b-
LoV MeTa//IMUYeCcKnii KOHTelHep ANs cTepunusaumm
¢ 6YMakHbIMY (OMIbTPaMU.
O6wwmin Bec npumepHo 10 700 kr
KoHcTpykuusa MoHonuTHas meTtasiimyeckas al el
MoHonuTHas HemeTasInyeckas a2 e2
MoHoNMTHas KOMNO3WUTHas (MeTauIN U HemeTaun) a3 e3
MeTannuyeckas ¢ npocseTamu a3 e5
HemeTtannuueckas ¢ npocsetamu ab eb
KomnosuTHas ¢ npoceeTamu (MeTan u HemeTasin) ab e7
Monvkap6oHat a3 e3
LLlapHMpHbIEe coeanHEHNA a2 e2
CKonb3siwpe coegnHeHns a2 e2
MepdopnpoBaHHbI  KOHTEMHEP U3  HepXXasetoLei al el
cTam
Marepuan Hepxasetowas ctanb (C NOKpbITUEM 1 6€3 NOKPbITUST) M el
AHOAMpPOBaHHbIE Cr/iaBbl bl el
YrneBos10KHO b2 e3
CunkoH b2 e3
Monvkap6oHat b2 e3
Bec Mo3vuun >40 1 d el
Mo3suyum >50 1. Ho <500 r c2 e2
Moauuun <700 1 c3 e3
BapbepHas cuctema s XKecTKuil KOHTelHep A/1a cTepunmsauum MHorokpaT- d3 e3

crepunusaymn nnn HOro ncnosb3oBaHNA
cuctemMa ynakoBku

B.7.2 CemelicTBO NPOAYKTOB

CeMelicTBO NPOAYKTOB, K KOTOPOMY OTHECEH Habop /19 OCTeocuHTe3a 6eapa 1 n3BneyeHns Wwrugtos. PF29. AHa-
nn3 Habopa npvBefeH B Tabnuue B.21. OTHeceHne k PF29 1 oueHKa yCTOMYMBOCTM K NPOHNKHOBEHWIO Napa €7 0CHOBaHbI
Ha no3uuumn 14 (pykosiTka ANna BBeAEHWSI C NPOCBETOM). BonbLuoli Bec Habopa NpMBOAUT K 06pa3oBaHni0 KOHAEHcaTa, 3a-
MeanseT yaaneHve Bosdyxa B npeaenax Habopa u HexenarenbHO BAMSIET Ha yAasieHne BO3ayxa U3 PyKOsITOK.

Ta6nunuya B.21 — CeMelicTBO NPoayKTOB — KaccMoMKaLmsi, OCHOBaHHasi Ha OLieHKax: Habop ANs ocTeocuHTesa 6e-
Apa 1 U3BNeYeHUs LWTUgToB

YcTOluNBOCTb K NMPOHUKHOBEHUIO

Mun Xapaktepuctuka
napa (oueHka)
BapbepHas
Mate- cuctema ansa
PE KoHcTpykuns puan Bec cTepununsauunm (o
> ®) <c> uTnmm cuctema
ynakoBKu

(8)

29 X X X X X X X X X X X X X
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Mpunoxexne C
(cnpaBoyHoe)

OnpepeneHune kateropuu o6pa6oTku

1. MNpoBepbTe TWMbl MEANLIMHCKUX U3AE/MWIA, CTEPUIM3ATOP M ero NpoLecc CTepuamnsaLumm, NpegycMoTPeHHbINA K mc-
Nos1Ib30BaHNIO.

2. Crpynnupyiite aTu MeAVLIMHCKME U3LeNns B CEMeCTBa NPOAYKTOB B COOTBETCTBUM C pa3desiom 5.

3. MNposepbTe, 4TO CTepUnU3aTop NpoLLes Keanmdukaumio YCTaHOBKM U NpoBepky paboTtocnocobHoct (cm. NCO
17665-1 n ISO/TS 17665-2) n uTto AaTbl BanmgHbl (cM. MICO 17665-1:2006. pasgen 12).

4. MopTeepauTe, YTO NapameTpbl Npouecca, JocTuraeMble B NpoLecce CTepunnsanmnm, He nNpesbILWatoT onpegeneH-
HbIX MPOU3BOANTENEM L7181 K&KA0T0 MEAULMHCKOro U3aenus.

5. OueHNUTE YCTONYNBOCTb K MPOHMKHOBEHWIO Napa 151 Kakaoro cemeincTaa npoaykToB U/unv CTepunmn3yemoro npo-
LeaypHoro Habopa B COOTBETCTBUM C pasgenamm 4 u 5.

6. BblgenTte B CTEpMIM3yeMbIX CeMelicTBax NPOAYKTOB Te. Ybsl YCTONUMBOCTb K MPOHUKHOBEHMIO Napa, OLeHeHHas
B pa3gene 5. He npeBbIlaeT MakcuMasibHy0 A1 CTepununsaropa, onpeaeneHHoro B nyHkTe 3.

7. YunTblBas pykoBOACTBO, AaHHOe B noapasgene 4.2 v pasgenax 6 u 8. crpynnupyiite cemelictBa NpoAyKTOB,
onpefeneHHble B pasgene 6. B kateropum o6paboTku.

8. YunTbiBasi pyKOBOACTBA, AaHHble B nogpasaene 4.2, pasgenax 6 1 8 u npunoxeHun A. BbiIGepuUTe 13 Kaxaol Ka-
Teropuu o06paboTkv ceMeicTBO NPOAYKTOB UM NPOLEAYPHbIVi HA60P, KOTOPbIe UMEKT HaVBbICLLYHO OLEHKY YCTONYMBOCTMN
K NPOHWKHOBEHMIO Napa.

9. BbibepuTe 13 ceMeiicTB NPOAYKTOB UM NpoLefypHbIX HA6OPOB, onpeAeneHHbIX B NyHKTe 8. Te. KOTopble UMELT
O[MHAKOBYIO OLIEHKY YCTONUYMBOCTU K MPOHUKHOBEHMIO Napa.

10. BbibepuTe U3 ceMeincTs NPOAYKTOB UK NPOoLEeAypHbIX HABOPOB, onpefenieHHbIX B MyHKTe 9. 0AWH, NpeAcTasns-
IOLLMIA HAMBONbLUYHO CAIOKHOCTb ANS1 CTepUM3aLmn.

11. Bbibepute 13 NPOAYKTOB, ONPefeNieHHbIX B MyHKTE 9. Te. KOTOpble UMEIOT XapakTepucTukn (CM. MyHKT 3.2. pas-
fgenbl 5. 7 v npunoxeHve A), KoTopble Npy 06beAVHEHUN B OAHON CTEPUNN3ALMOHHON 3arpy3ke MOryT NocTaBuTb MO,
COMHeHMe ahheKTUBHOCTL NpoLecca CTepunnsaLmn.

12. Ana npoAykToB, BbliOpaHHbIX B MyHkTax 10 n 11. onpegenute «BeAyLUMA NPOAYKT» ANA KaTeropum obpaboTku
UK KaTeropuii 06paboTkmn, KOTOpble OHW NpeAcTasnsAoT. MNprMepbl NpuBeAeHb! B npunoxernun D, Ha pucyHkax D.8, D.9
n D.10.

13. MNoaTtBepAanTe, 4TO NPOLECC CTepUNM3aLIM HenpepbIBHO obecneyrBaeT napameTpbl CTepUAM3aLum, NpoBepeH-
Hble B MyHKTe 3. 1 eXefHeBHble UCMbITaHNA NPOHUKHOBEHUA Napa NPOXOAAT YCMeLUHO.

14. Vicnonb3ys BeAyLLWii NPOAYKT, onpeAesieHHbI B MyHKTe 12. 1 kaTeropmio 06paboTky COrnacHo NepBUYHON OLEeH-
Ke. NpoBefuTe OLEHKY 3KCMIyaTaumMOHHbIX XapaKTepUCTUK, UCNOMb3ys OAUH WU KOMOUHALMIO NapameTpuyeckmx 1 buo-
nornyeckmx Metofos, npmeefeHHbIx B ICO 17665-1 n ISO.'TS 17665-2.

15. MoaTBepANTE HAa OCHOBAHWMN AaHHbIX, NOMYYEHHbIX B NyHKTe 14. 4TO napameTpbl NpoLecca OCTalTCsA B 3a4aH-
HbIX Npegenax, YCnoBus CTepumnsaummn JOCTUraloTcsa B npegenax sefyLlero npogykra B TeUeHne BCEro nepuoja Bblaepx-
KM W 4TO HET BUANUMBIX NN DYHKLMOHAbHBIX NOBPEXAEHUIA NPoAYKTa NN YNaKoBKU.

16. Vicnonb3ys Takoii xe Npouecc cTepunmn3aumm, kak B nyHkTe 12. noBTopuTe NyHKTbl 14 1 15 ans kateropumn 06-
paboTku, COOTBETCTBYIOLLEN BeayLLeMy NPOAYKTY, onpeaeneHHOMY B nyHkTe 12.

17. MapameTpbl NpoLecca nNpuv Tekylleli NOBTOpHOI 06paboTke Kaxaoi kaTeropmm npoLecca HOMUHaIbHO JO/DKHbI
6bITb, Kak B NyHkTax 13 n 15.

MpyMepbl pa3NyHbIX KaTeropuii 06paboTky NpuBefeHbl B NpunoxeHun D. Kaxaplii npymep nnmocTpupyeTt He-
CKOJIbKO MpoLeflypHbIX HabopoB, 06beANHEHHbIX BMecTe A/18 (hopMMpoBaHusa kateropuy obpaboTku. MNpogykT, onpese-
NEeHHbIN Kak BefyLmii NpoAyKT ANA cTepunusaummn, obnagaeT BCemy CBOWCTBaMU, XapaKkTepHbIMU A8 Kax4oro oTaeNb-
HOro ufieHa cemeicTBa.

MpumeuvaHne — [N5 TeKyLiero MOHUTOPWHIA U KOHTPO/IA BEAYLLMIA NPOAYKT MOXET 6bITb 3aMeHeH NHdopMa-
Lueli 0 npoLiecce, NOYYEHHON € yCTaHOB/IEHHbIX YCTPOMCTB, TakUX Kak AeTeKTop BO3AyXa, W NopTaTUBHbIX YCTPOICTB,
Takux kak PCD (cm. MMICO 17665-1:2006, pa3gen 10). CNoxHOCTb 4715 npolecca CTepUnsanmm co CTOPOHbI BbiipaHHOTO
n3aenvsa AomkHa 6bITb N0 KpaliHel Mepe paBHOW CNOXHOCTW OT BeAyLLero NpoAykTa, KOTOPYH OH AOMO/HSAET.
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Mpunoxexune O
(cnpaBoyHOE)

Kateropun o6paboTku. Mpumepsl

D.1 NHCTpyMeHTbI 06Lero HasHavyeHuns

KaTeropus 06paboTku, nokasaHHas Ha pucyHke D.1 cofepXwuT LecTb HabopoB, KabkAblii U3 KOTOPbIX OLIEHEH B CO-
OTBETCTBUU C pasgeniom 4 nonucad B D.1.1—0.1.12.

O603HaUEHMST: 1-41eM CEMENCTBA. 2-Urem CEMENCTBA; 3-WieH CeEMENCTBA. 4-WieH cemelicTBa: 5-unieH ceMeiicTBa
6-urieH cemelicta

PucyHok 0.1 — Kateropust 06paboTku: MHCTPYMEHTbI O6LLEr0 Ha3HaYeHNs

D.1.1 OueHka 1-4neHa cemeiicTBa

1-uneH cemencTBa oLeHNBaeTCA cregyowmm obpasom (cMm. Tabnuupl D.1 n D.2):

- KoHCTpyKumsa nos3uuuii B Habope BK/IKOYaeT MPOCTble LAPHUPHbIE COeANHEHUS, 3aMKMN 1 X/10M4aTo6yMaXHble TKa-
HW. XNOMNoK npeactaBnseT HambobLLYH CNOXHOCTb, K1accudmumMpyeTcs Kak a2, 1 ycToliuMBOCTb K NPOHUKHOBEHMIO napa
OLeHNBaETCS Kak e2.

- icnonb3yemble MaTeprasibl BKIIOUAOT HEPXaBeoLLyto CTanb 1 X10omnokK. C y4eToM X10Mka KnaccutmumpyoTcs Kak
b2, 1 ycTONYMBOCTb K MPOHMKHOBEHMIO Napa oLeHnBaeTcs Kak e3.

- CpefHwuii Bec nosuumii B Habope 25 r. KnaccudmupmpyeTtcs kakd .

- bapbepHas cuctema Ans cTepunmnsal M CoOCToUT U3 MeTaulIMYeCKOro SI0TKa, ABaxk /bl 06epHYTOro ¢ UCnosib3oBa-
HMeM 0HOPa30BOro ABYXC/OMHOro nofoTHa. Knaccuduumpyetces Kak63, 1 yCTONUNBOCTb K MPOHUKHOBEHMIO Napa OLeHu-
BaeTCs Kak e3.

Ta6nuya D.1 — Cogepxumoe: 1-uneHcemelictea

Mosnupa OnvicaHve Ne Mosunuys OnvicaHue [l
1 "MHeKonornyecknin pacumputens 2 5 3aXnM ANa MArkMX TKaHein 1
2 3axum 4 6 Xupypruyeckoe nonoTeHue 1
3 Vrnogepxaresns 1 7 HOXHULbI N8 MATKUX TKaHew 1
4 Manoyka-TammnoH 2 8 MegmumHckas yaluka Manas Kpyrias 1
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OkoHyaHve Tabnuybl D. 1

Mosvups OnvicaHre Nt Moavumn OnvcaHve Ne

9 MeH3ypka 1 12 Mapnesble candeTku 4 *4 12

10 [LeTckoe oaesnno 2 13 MepdhoprpoBaHHbIii IOTOK 4151 UHCTPY- 1
MEHTOB

n BaTHble wapviku 12 14 OpHopa3oBoe [BYXC/OHOE MOMOTHO 1

Ta6nnuya D.2— AHanus: 1-uneH cemeiictea

YcToiiumBoCcTh

XapakTepmc‘rmKa OnucaHue Koa K TPOHMKHOBEHUIO napa
(oyeHka)
O6Lee onucaHne BkntoyaeT Habop MHCTPYMEHTOB CpefHero Beca, Bbl- B4

NOJIHEHHBIX N3 HEPXABEHOLLEV CTaM, C MEAULIMHCKON
YaLLKOW 13 HepxaBetoLLeli CTasn, PacnonoXeHHbIX Ha
XVPYPruyeckoM nosioTeHue B nepthopmpoBaHHOM Me-
Ta/I/IM4ECKOM /TIOTKE BMeCTe C IETCKUM OAESA/IOM, XU-
pypruyeckMMn nNoAOTEHLAMU U BaTHbIMU LLapukamu,
06€epHYTbIi 0HOPA30BbLIM [BYXC/OMHbLIM NOSIOTHOM.
O6wwii Bec npumepHo 2000 r

KoHcTpykuus MoHonuTtHas al el
MepdhopupoBaHHbIii TOTOK al e3
MpoHvuaemas TkaHb 34 e4
MaTtepuan HepxasetoLasn cTauib M el
Xnornkosasi TkaHb b2 e3
BatHble wapuvkn b2 e3
Bec MpumepHo 25 1 d el
BapbepHas cuctema gna  OgHopasoBoe ABYXC/10MHOE NOSI0THO d3 e3

cTepunusauum nvnm
cnucTemMa ynakoBku

D.1.2 CeMeiicTBO NMPOAYKTOB
CeMeiicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCS 1-unBH cemeiictBa. PF14. AHanu3 Ha6opa npvsegeH B Tabnuue D.3.
OTHeceHue kK PF14 1 oLeHKa yCTOWYMBOCTY K MPOHMKHOBEHUIO Napa €4 0CHOBaHbl Ha OAHOPa30BOM [IBYXC/IO/iHOM MOJIOTHE.

Ta6nnya D.3— CemeilcTBO NPOAYKTOB — KaccuchukaLms, OCHOBaHHAs Ha oLeHkax: 1-uneH cemelicTea

YcToiiunsocTb
Mn XapakTepucTtuka K NPOHMKHOBEHMIO Napa
(oueHka)
BapbepHas
cnctema Ans
Marte-
KoHcTpykyuns Bec ctepunusauun
PF puan \ (8)
(a) b (c) n.'mnum cuctema
(b) ynacooxu

12 3 4 5 6 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 cemeiicTea

2-ufieH cemelicTBa OLeHNBaeTca cnefytowym obpasom (cm. Tabnuubl D.4 n D.5):

- KoHCTpyKums no3uuuii B Habope BKIOYaeT NpocTbie LWapHUPHbIE COEAVNHEHUS, 3aMK/, MOHO/IMTHbIE MeTasinye-
CKMe KOHCTPYKLMK 1 XN0N4aTobyMakHble TkaHW. X0MoK npeAcTasiseT HanbosbLLYH CIOXHOCTb, KnaccutuumpyeTcs kak
a2, 1 ycToiiuMBOCTb K MPOHNKHOBEHWIO Napa OLleHNBAETCA Kak e2.

- Vicnonb3syemble MaTepuasibl BKIOHAIOT HepXaBeroLLyo CTaslb 1 X10MoK. Knaccuduumpytotes kak b2, n yctoium-
BOCTb K MPOHUKHOBEHMIO Napa OLEeHNBAEeTCA Kak e3.
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- Bec oTgenbHbIx nos3uumii Habopa NexuT B gnanasoHe oT 50 go 500 r. 06wwmii Bec Habopa 3960 r. Knaccudumumpy-
eTca Kak c2.

- bapbepHas cuctema st CTepunn3aumy CocTouT M3 nephoprpoBaHHOIO BHYTPEHHEro /10Tka, NOMELLEHHOro B
XECTKMIA KOHTeliHep MHOTOKPaTHOro NCMo/b30BaHMSA. KnaccuduumpyeTtca kak d3. 1 yCTORuMBOCTb K MPOHUKHOBEHWIO Napa
OLleHVBaeTCA Kak e3.

Ta6nuuya D.4— Cogepxumoe: 2-4nieH cemelicTea

Mosnupa OnvicaHue Ne Mosunuys OnvicaHve N¥
1 Kycaukm 1 6 3y6uartblii KPYOK OCTPbIi 2
2 O6TiopaTop 2 7 PebepHblii paclumpuTesns 2
3 CVD-otcacbiBartesb 2 8 MepdhoprnpoBaHHbIii TOTOK 4151 UH- 1
CTPYMEHTOB
4 PeTpakTop 9 9 XKecTkuii KOHTeliHep Ansa cTepunmsa- 1
LI MHOTOKPATHOIO UCMO/b30BaHNA
5 PeTpakTop camoygepxusatoLuincs 1
Ta6nuuya D.5— AHanus: 2-uneH cemelicTea
YCTOUMBOCTL
XapaktepucTtvika OrwmcaHvie Kog, K MPOHVKHOBEHWIO Napa.
(oueHka)
ObLee onvcaHne BknlouaeT Habop MHCTPYMEHTOB cpefHero u 60/b- e4
LLIOTO BeCa, BbIMO/IHEHHbIX U3 HepXaBeroLleli cTanu,
PacrnonOXeHHbIX Ha XUPYPruyeckom nosioTeHue B
nepopmMpoBaHHOM MeTasI/INYECKOM J10TKE BHYTpU
XeCTKOTro KOHTeliHepa Ans cTepuamsauum MHOrokpar-
HOrO MCMO/b30BaHVA.
O6wwit Bec npumepHo 3960 r
KoHcTpykuusa MoHonunTHas al 61
LLlapHNpHbIE COEANHEHNS U 3aMKU a2 el
MepchoprpoBaHHbI NOTOK al e3
MpoHuuaemoe nonoTeHue ad e3
MaTtepnan HepxasetoLasn ctauib M el
MonoTeHLe 13 X/TI0NKOBOro MON0THA b2 e3
Bec Ot 50 8o 500 r cl el
c2
BapbepHas cuctema s MeTanmyeckuii KOHTelHep Ans CTepuamnsanyy MHo- d3 e3
cTepunusaummn wirm rOKpaTHOro 1Cnosib30BaHns

cucTema ynaxkosku
D.1.4 CemeiicTBO NPOAYKTOB
CemeiicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCS 2-UneH cemelicTBa. PF14. AHanu3 Habopa npveegeH B Tabnnue D.6.
OTHeceHue k PF14 1 oueHka yCTONUYMBOCTM K MPOHMKHOBEHMIO Napa e4 0CHOBaHbl Ha KOHTEHepe ANsi cTepunsaumm.

Ta6nuua D.6— CemeiicTBO NPOAYKTOB — KnaccudukaLms, OCHOBaHHasA Ha OLeHKax: 2-4neH cemeiictea

YcTOoN4YMBOCTb K NMPOHUKHOBEHUIO

MK Xapaktepucrtuka
P P napa (oueHka)
BapbepHasn
MaTe- cuctema gns
KoHcTpykuus Bec cTepunusayunmn
PF puan (e>
(»> b <c> nfunm cuctema
®) ynakoBku
(o

14 X X X X x x x Ix X X

28



FOCT P 58163—2018

D.1.5 OueHka 3-4neHa cemelicTea

3-UneH ceMelicTBa oLeHMBaeTCs ceayowym o6pasom (cM. Tabnuusl D.7 n D.8):

- KOHCTpYyKuMs no3uuuii B Habope BKIHOYAET NPOCThIB LWAPHUPHbIE COeANHEHWS, 3aMK1, MOHONWUTHbIE MeTasnye-
CKMe KOHCTPYKLMM 1 X/1onYaTobyMadkHble TKaHW. V13-3a A0NOTHUTENbHBIX CI0EB YNakOBOYHOrO MaTeprasia BOKpYr 3axuma
ANS TKaHel faHHas nosuuvst NpeAcTas/sieT COracHo OLEeHKe HanbOosbLUYIO CIOKHOCTb, KnaccuduumpyeTcs kak a2. u
YCTONUYMBOCTb K NPOHWMKHOBEHUIO Mapa OLeHnBaeTcs Kak e3.

- Micnonb3syemble MaTepuasibl BKIIOHAIOT HepXaBeoLLyo CTaslb U X10MoK. Knaccudmumpyrotes kak b2. v yctoinun-
BOCTb K NPOHUKHOBEHMIO Napa OLEHMNBAETCA Kak e3.

- Bec oTAenbHbIX No3vumii Habopa nexuT B gnanasoHe oT 50 fo 250 r, 06wuii Bec Ha6opa 5400 r. Knaccudmumpy-
eTcs Kak c2.

- bapbepHas cucTema AnA cTepuamsauumM coCcTouT 13 nepdiOpUpPOBaHHOMO BHYTPEHHErO /I0TKa, MOMELLLEHHOrO B
XKEeCTKUiA KOHTeliHep MHOroKpaTHOro Ucnosib3oBaHust. KnaccudmumpyeTcs kak d3, ¥ yCTOMUYMBOCTb K NPOHMKHOBEHMIO Napa
oLeHVBaeTcs Kak e3.

Ta6nuya D.7 — Cogepxvmoe: 3-UneH cemeiictea

Mosvups OnvcaHve Nt Mosvuws OnvicaHve No
1 3akum 6 7 HoXHMLBI 6
2 MuHueT 31 8 PykoaTka Hoxa 3
3 N3mepuTenbHas nnmHelika 1 9 3aX1M 4N51 TKaHel n
4 Vrnogepxaresns 6 10 MepdopupoBaHHas Kkop3uHa Ans 1
WNHCTPYMEHTOB
5 PeTpakTop 4 n ByMaxKHO-NN1acTKOBbI TepMocBapu- 1
BaeMblii nakeT 5*9
6 PeTpakTop camoyaepxvisatoLmiics 8 12 YKecTkuii KOHTeHep ANs cTepunn3a- 1
LI MHOTOKPaTHOr0 MCMOJIb30BaHNS
Ta6nuya D.8— AHanus: 3-uneH cemelicTBa
YcTOiAuMBOCTD
XapakTepycTvika OnwvcaHve Kog, K MPOHVKHOBEHMIO Mapa
(oueHka)
Obuee onucaHue BkntoyaetT Habop WMHCTPYMEHTOB cpefHero u 60b- B7
LIOro Beca, BbIMOTHEHHbIX U3 HEepXaBelLlen ctanw,
PacrnonOXeHHbIX Ha XMPYPruyeckom MosoTeHue B
nepoprpoOBaHHON METaIINYECKO KOP3UHE BHYTPU
XECTKOro KOHTeliHepa AN cTepuamsaumm MHorokpar-
HOr0 UCMOJIb30BaHNSA.
O6Lwwit Bec npumepHo 5400 r
KoHCTpyKUuA MoHonuTHas al el
MepdhoprpoBaHHbIli TOTOK al e3
MakeT ¢ 3aXMMOM A1A TkaHel B /IOTKe ANSi MUKPO- a7 e7
WHCTPYMEHTOB. M30/IMPOBAHHOM BHYTPU )KECTKOro
KOHTeliHepa AN CTepWM3auyn MHOTOKPATHOrO UC-
nosb30BaHns
Martepuan Hepxasetowas ctanb M el
[MonoTeHue 13 XN0MKOBOro MoI0THa b2 e3
Bec OT5080250r cl el
c2 Bl
BapbepHas cuctema gns MeTannuyeckunii KOHTeliHep ANa cTepunnsaumm MHo- d3 e3
cTepuunzaumm nwnnm rOKpaTHOro Ucnosib30BaHNs

cucTemMa ynakoBku

D.1.6 CemeiicTBO NPOAYKTOB

CeMmelicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCA 3-uneH cemeiictBa. PF29. AHanus Habopa npvBegeH B Tabnu-
ue D.9. OTHeceHve k PF29 1 oueHka yCTOMYMBOCTU K NMPOHWKHOBEHMIO Napa e7 OCHOBaHbl Ha yNakoBKe BOKPYr 3axuma
ONS TKaHEeW.
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Ta6nuuya D.9— CemeiicTBO NPOAYKTOB — Kaccudukaums, oCHoOBaHHasA Ha oLeHkax: 3-4neH cemeicTea

Mun Xapaktepuctuka
E>apb<3pHas
cbicTOon«aansa
KoHeus>ykuk A Msrer B 5C cTB W‘IMBQMHM
>yKUK
PF U>yku puan P
{«1) (> K K cuctema
a ynakoBr.un
@)

29 X

D.1.7 OueHka 4-uneHa cemelictea
4-yneH cemelicTBa OLEHNBAETCS Creyowym o6pasom (cMm. Tabnuusl D.10 1 D.11):

- KOHCTpYKUMst NMo3vuuii B Ha6ope BK/IHOYAET NPOCTbIE META/I/INYECKME Tasbl, Yally 1 X/1I0N4aTo6yMaKHbIe TKaHW.
Haunb6onbLuyo CNoXHOCTb NPefCcTaBnseT 6apbepHast CUCTEMA A5 CTepUIM3aLUK, KnaccuduumpyeTcs Kak a3, u yctoiium-

BOCTb K MPOHUKHOBEHWIO Napa OLeHnBaeTcs Kak e3.

- Vicnonb3yemble MaTepuasibl BKIHOYAIOT HEPXaBEILLY0 CTaslb 1 X/10MoK. Knaccudmumpytotes kak b2. 1 ycToitum-

BOCTb K MPOHWKHOBEHMIO Napa OLeHUBaeTcs Kak e3.

- Bec oTAenbHbIX No3uumin Habopa nexuT B gnanasoHe ot 50 go 1000 r. o6wmin Bec Habopa 2700 r. Knaccudpmum-

pyeTcs Kak c3.

- BapbepHas cucTema s CTepuin3aumm CocToUT M3 0AHOPA30BOr0 ABYXC/OMHOIO nosioTHa. Knaccuduumpyercst

kak d3. n yCTOI‘/‘I‘-WIBOCTb K MPOHNKHOBEHWIO Napa OUeHNBaeTCA Kak e3.

Ta6nuya D.10 — Copepxumoe: 4-uneH cemeiictea

Mosvupsa OnvcaHvie M Mosvuws OnvicaHve
1 Bonblias MeAnUMHCKas Yallka 1 5 CpefHss MefuLMHCKas valika
2 Manas meguumHcKasn vatlka 1 6 JNoToK LWapoBnaHbIii
3 MeH3ypka 1 7 OpHopa3oBoe ABYXC/I0/iHOE MO/0THO
4 Xupypruyeckoe nosoteHue 2

Ta6nuuya D.11— AHanus: 4-uneH cemelictea

XapakrepucTika

O6Luee onucaHne

KoHcTpyKums

MaTtepnan

Bec

BapbepHas cuctema ans
cTepuausaumn nywm
cuUcTeMa ynakoBKm

30

OnvicaHve

BroyaeT Habop MeAULMHCKMX Yallek CpefHero
Beca, BbIMOIHEHHbIX 3 HepXaBetoLLeli cTanm, pacno-
JIOKEHHBIX Ha XMPYPruyecknx nosoTeHuax, pasaens-
IOLLMX OTAE/IbHbIE YalLKK, 3aBEpPHYTHIA B OAHOPA30-
BOE [JByXC/I0/iHOE MOJIOTHO.

O6wwit Bec npumepHo 2700 r

MoHonuTHas
MonoTeHue 13 X/10NKOBOM TKaHK

HepxagetoLiasi cTasib
MonoTEHLE N3 X/IONKOBOI TKaHM

Ot 50 go 1000 r

OpHopaszoBoe ABYXC/0HOe MO/I0THO

YcToiiunBocTh € NMPOHUKHOBEHUIO

Kon

a4

cl
c2

d3

napa (oueHka)

YCTOA4MBOCTb

Ni

K NMPOHNKHOBEHWIO Napa

(oueHka)

e3

el
e3

el
e3

el
el
el

e3
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D.1.8 CemelicTBO NPOAYKTOB

CeMmelicTBO NPOAYKTOB, K KOTOPOMY OTHOCUTCA 4-ufieH ceMeiicTBa. PF13. AHann3 HaGopa npvBefeH B Tabnmue D.12.
OTHeceHue kK PF13 1 oueHKa yCTONUYMBOCTM K MPOHUKHOBEHMIO Napa €3 OCHOBaHbI Ha CUCTEME 3aLLUUTLI CTEPUSTBHOCTY.
Ta6nuuya D.12 — CemeiicTBO NPOAYKTOB — KnaccudmkaLmsi, OCHOBaHHas Ha oLeHKax: 4-uneH cemelicTBa

YCTOUMBOCTb K MPOHVKHOBEHMIO

MU XapakrepucTvika napa(oLeHKa)
BapbepHas
Mare- cvicTema ans
PE KoHCTpyKust puian Bec crepwmsaummn
@ > © YW crcTema ®
Yrasiookn
<
2 3 5 6 7 + 2 2 4 1 2 3 4 1 2 4 5 6 7 +
13 X X X X X X X X X

D.1.9 OueHka 5-uneHa cemelicTBa

5-ufieH cemelicTBa OLeHMBaeTCA creaytowmm obpasom (cM. Tabnuupl D.13 n D.14):

- KoHCTpyKUmMA no3uupii B Habope BK/IKUYaET MOHOMMUTHBIE KOHCTPYKLUWN 1 TPyBKU. HanbonbLuyro CNOXHOCTb NpeacTas-
NAOT TPY6KY 13 NaTekca, KOTopble K1accMtULMPYOTCS Kak a5. 1 YCTOMYMBOCTb K MPOHUKHOBEHWIO Napa OLeHNBaEeTCs Kak e5.

- Ncnonb3yemble mMaTepuasbl BKIKOYAIOT HEPXaBEILWY0 CTaslb, NAACTUK U natekc. Knaccudumumpyrotes kak b2. n
YCTOYMBOCTb K MPOHUKHOBEHMIO Napa OLIeHNBaeTCs Kak e3.

- Bec oTgenbHbIX No3uumii Habopa nexut B avanasoHe oT 50 go 250 r. o6wuin Bec Habopa 500 r. Knaccucmumpy-
eTcs Kak c3.

- BapbepHas cuctema Ansa ctepunmsaummn npeacrasnseT coboii GymaxkHbIi TepMocBaprBaeMslii nakeT. Knaccmdm-
LmpyeTcs kak d3, 1 yCToYMBOCTb K MPOHWKHOBEHMIO Napa OLieHBaeTcs Kak e3.

Ta6nuya D.13 — Coaepxumoe: 5-4neH cemelictea

Mosvups OnvicaHre Mosuvumsa Onvcanve H
1 ByTbl/Ib OTCacbIBaTens 1 3 Pe3nHoBble Tpy6Ku 1
2 TepmocsapmBaeMblii nakeT n3 bymarn!l 1
nnactuka

Ta6nunya D.14 — AHanus: 5-uneH cemeiictea

YcToitumBocTb
XapakrepucTvka Onvcanve Kos K MPOHVIKHOBEHWIIO Mapa
(oueHka)
O6Lee onvcaHne BkouaeT 2—3 MHCTPYMEHTa cpefHero Beca, BbInos- e5
HEHHbIX U3 HEpXaBeloLlei CTanun, NNacTuka, PesmnHbl
UT.A4..B Nakete n3 6ymaru/nnactmka
O6Lwwuii Bec npumepHo 500 r
KoHcTpyKums MoHonuTHasn al el
Tpy6kun a5 e5
Martepvan Hepxasetowas ctanb bl el
MnacTukoBble, pe3nHoBbIe NO3NLUK b2 el
Bec OT1 5000250 r cl el
c2
BapbepHas cuctema gna  TepmocBapvBaeMblii nakeT u3 6ymarn/nnacruka d2 e3

ctepununsauumn ninnn
CcnctemMa ynakoBku

D.1.10 CemeicTBO NPOAYKTOB

CeMmelicTBO NpoaykTe», K KOTOPOMY OTHOCMTCSl 5-uneH cemeiictBa. PF22. AHanu3 Habopa npuBefeH B Tabim-
ue D.15. OTHeceHune k PF22 1 oueHka YCTOYMBOCTY K NPOHNKHOBEHMIO Napa €5 ocHoBaHbl Ha Tpy6kax u3 narekca. MNpu
HanNnumMu napa v Bo3ayxa naTtekc MOXET OKUCNATLCA, U NpW 06paboTke 3TO JOMKHO YUUTLIBATLCS.
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Ta6nuuya D.15— CeMeiicTBO NPOAYKTOB — KnaccuchmkaLms, OCHOBaHHas Ha oLeHKax: 5-uneH cemelicTBa

YcToiunBocTb KNpoHWKHOBEHUIO

M1 XapakTtepucTtuka
P p napa (oueHka)
Eapb<5pmas
chloTe»1aansa
XaN o SyKL A Mare BSC cT rpun naayuu
PF puan (>
.0 <€) nu cuctesla
0>) ynakoBkun
)

0.1.11 Bepgywwinit npogyKT

6-uneH cemeiicTBa onpeaeneH kak BeAyLUMii NPOAYKT AN KaTeropum o6paboTky MHCTPYMEHTOB O6LLLEero HasHauve-
HUSA 1 OLIeHMBAETCSA C yYeToM criefyrouiero (cm. Tabnuupsl D.16 n D.17):

- KOHCTpyKUMS No3vuMii B Habope BKIOYAET LUapHUPHbIE COeAMHEHMNS, 3aMKu, MeTaslinyeckue NoTku, TPYOKU u
XJIOMKOBYHO TKaHb. HanbosbLUy0 CMI0XHOCTb NPEACTaBAAIT HAboPpbl MHCTPYMEHTOB, KOTOPbIE HAXOAATCS B TepMOCBapu-
BaeMbIX Naketax U3 6ymaru/nnactuka u cneupanbHOM KOHTeHepe MHOrOKpaTHOro UCnonb3oBaHus. Knaccudmumpyrotes
Kak a7. 1 yCTO4YMBOCTb K MPOHMKHOBEHMIO Napa oLeHnBaeTcs kak e7.

- Vicnonb3yemble MaTepuasibl BKIOYAIOT HEpXaBeoLLyo cTasb U X/10MoK. Knaccuduumpyotes kak b2.

- Bec oTaenbHbIX No3vumii Habopa nexuT B gnanasoHe oT 50 go 1000 r. o6wmit Bec Ha6opa 22 000 r. Knaccudu-

LypyeTcs Kak c3.

- BapbepHasi cuctema Ans CTepunn3aLmm npeacTasnseT Co60i XecTKniA KOHTeiHep MHOTOKPATHOTO UCMO/b30BaHMS.

Knaccudpmympyetcs kak d3. un

YCTOAYMBOCTb K MPOHWKHOBEHUIO Napa OLeHMBaeTCs Kak e3.

Ta6nuua D.16 — Copepxumoe: 6-4neH cemeiictea (BeAyLUMANPOAYKT)

Mosvuya OnvicaHvie Ne Mosvus OnwvicaHve W
1 3axum 59 10 MeguumHckan Yallka cpegHss 1
2 3axum gns onepawlyoHHOro 6enbs 8 n MeanumHcKas Yallika Masias 1
3 OpHO3Y6bIN KPHOYOK 2 12 NoTOK LWapoBMaHbIi 1
4 Vrnopepxatens 6 13 MeH3ypka 1
5 HOXHULbI 6 14 MapneBblIii TamnoH 4*4 12
6 PykosiTka HOXa 4 15 Tpy6ka 1
7 3aXnMm aNs TKaHei n 16 TepmocBapu.BaeMmblii NakeT U3 yma- 1

n*nnactuka 5*9
8 Xvpypruyeckoe nosoTeHue 3 17 JIOTOK C KpbILLKOI 1
9 BatHble Lwapukm 12 18 >KecTkuii KOHTelHep ans cTepunmusa- 1

Ta6nuya D.17 — AHanus:

Xapakrepuctvika

O6Luee onvcaHne

32

LM MHOIFOKPaTHOro Ucnosib30BaHnA

6-uneH cemelicTBa (BegyLwmii NPoAayKT)

YCTOMMBOCTL
OrnucaHve Kon, K MPOHUKHOBEHWIO Napa
(oueHka)
MpeacTtaBnseT coboii Habop MHCTPYMEHTOB OT cpef- e7

Hero o 60/bLUIOrO BeCa, BbINOSIHEHHBIX U3 HepXase-
IoLWel CTann, pacnoiOXEHHbIX Ha XUPYPruveckom
nosioTeHLe B NepdiopupoBaHHON MeTanIM4eckoii Kop-
31He. NMOMELLIEHHO B XXeCTKUI KOHTeliHep ANns cTepu-
JIM3aLmMM MHOTOKPATHOTO MCMO/Ib30BaHMSA.

O6Lwwmin Bec npumepHo 22 000 r



OkoHuaHve Tabnnybl D.17

XapakrepycTvka

KoHcTpykuusa

Matepuan

Bec

BapbepHasi cuctema st
cTepuansalmm umnu
cucTeMa ynakoBkm

Ornwmcanve

MoHonuTHan

MepdoprpoBaHHBbIi N10TOK

MakeT ¢ 3aXMMOM A1 TKaHel B NOTKe ANA MMKPO-
WHCTPYMEHTOB, W30/IMPOBAHHOM BHYTPU KECTKOro
KOHTeliHepa AN CTEpMIM3auyn MHOTOKPATHOro uc-
nosb30BaHNs

Habopbl MeAULMHCKMX Yallek

BatHble wapvikn

Tpy6kn

Hepxasetowas ctanb

Xnonkosoe MnosioTHO

BaTHble Lwapuku

M1acTKoBbIV OTOK

TepmocBapuBaeMblii nakeT 13 bymaru/niactuka
Tpy6ku 13 natekca

Ot 50 go 1000 r

MeTannmyecknii koHTeliHep Ans CTepunmnsaLum MHo-
rOXparHoro UCMosib30BaHs

D.1.12 CemeicTBO NPOAYKTOB

CeMmelicTBO MPOAYKTOB, K KOTOPOMY OTHOCUTCS 6-uneH cemelicTBa. PF29. AHanu3 Habopa npvBefeH B Tabnu-
ue D.18. OTtHeceHne Kk PF29 v oueHka YCTOMYMBOCTU K MPOHWKHOBEHMWIO Napa €7 OCHOBaHbl Ha UHCTPYMEHTax, Haxoas-
LMXcs B TEpMOCBaprBAEMOM NakeTe U3 bymarn/naactuka, MoMEeLLLEHHOM B XXECTKUIA KOHTEHep A8 CTepun3aLnmm MHoro-
KpaTHOro UCMO/Ib30BaHuSA. 6-UneH cemeiicTBa nmeeT Hanbo bl BEC B KaTeropuy 06paboTku 1 CoOAepXMUT BCe NO3nLmK,
onpefesnieHHble B APYruX YnieHax CeMeiicTB Kak Havmbosiee CoXHble A5 cTepunmsauun. 6-4eH cemelictea onpegeneH
Kak BeAyLumMii NPOAYKT A1 KATeropum MHCTPYMEHTOB O6LLEro Ha3HaueHus!.

Kog,
al
al
a7

a3
a4
ab

bl

b2
b2
b2
b2
b2

c2

d3

FOCT P 58163—2018

YCTORYMBOCTD
K MPOHUKHOBEHMIO Mapa
(oueHka)

el
e3
e7

e3
e3
e5

el
e3
e3
el
e3
e5

el
el
el

e3

Ta6nuua D.18 — CemeiicTBO NPOAYKTOB — KnaccudmkaLmsa, OCHOBaHHas Ha oLeHKax: 6-uneH cemelicTea (BedyLumii

MPOAYKT)
MU Xapakrepuctvka
BapbepHasn
Mare- cuctema s

PE KoHCTpyKUpA vian Bec cTepumsalmn

) p ol (e} wwwm cuctema

( YTIAKOBKIA
T

29

D.2 Ha6opbl AN MMNAAHTALMKU U KOMMJIEKCHbIe opToneauyeckne Habopbl

6 7 + 1 2 1 2 3 4 1 2 3 4

X X X X X X X X

YCTOAUMBOCTb K MPOHVKHOBEHMIO
napa (OLieHKa)

1

©

2 3 4 5

[Be kateropun 06paboTkn nokasaHbl Ha pucyHkax D.2 n D.3 cooTBeTCTBEHHO. Kakaas kareropus COCToUT U3 ye-
ThbIPEX YJIEHOB CEeMelCTB, 13 KOTOPbIX BblbpaH BefyLuii NpoaykT. BbIGOp OCHOBaH Ha KpUTEpwsiX, onucaHHbix B D.1.12.
B Ttabnuuax D.19—D.22 npvBefeHa oLeHka B COOTBETCTBUM C pasfenioM 4 Ana HabopoB AN uMmnnaHTauuu. B Tabnu-
yax D.23—D.26 npuBeaeHa oLeHKa KOMMIEKCHbIX opToneanyecknx Habopos.
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O603HaueHns: 1-41eH CeMENCTBa; 2-Wiem CemMeicTBa. 3-UieH CeMeincTBa; 4-wiem cemeicTea (BeayLLyii NpoayKT)

PucyHok D.2 — Kateropusi 06paboTku: Habopbl 418 UMMAAaHTauum

Ta6nuya D.19 — OueHka — 1-uneH cemelicTBa: 60MblUebepLOBbIE NIACTUHDI

Xapakrepuctvka OnvicaHve

O6Luee onvcaHne MpeacTaBnsieT co6oil Habop UMNIAHTUPYEMbIX MNia-
CTUH_HEe60/IbLIOTO BECA, BbINOMHEHHbIX U3 Hepkase-
IOLWLEA CTa/m WM TUTaHa, PacroOXEHHbIX BHYTPU
META/I/IMYECKONO JIOTKA C KPBILUKOYA, 0BGEPHYTOTO OAHO-
pas0BbIM [ABYXC/IOMHbLIM MOIOTHOM.
O6Lwwumii Bec npumepHo 2000 1

KoHcTpykuus MoHonunTHas
MepdhoprpoBaHHbIii NOTOK
MonoTeHue nog v Haf KOHTEHepOM

MaTtepnan Hepxasetowas crtasb

[MonoTeHLe 13 X/10MKOBOro NosIoTHa
Bec Ot 5040 150 r
BapbepHas cuctema gns  MeTanmyeckuii TOTOK C KPbILLKOWA
cTepununsauuy nmnm OpHopa3oBoe ABYXC/0HOe NONOTHO
cucTemMa ynakoBku

Ta6nuya D.20 — OueHka — 2-uneH cemeiicTBa: Habop KaHINMPOBaHHbIX BUHTOB

XapakrepucTika OnvicaHvie

O6Lee onucaHne MpepctasnsieT coboii Habop Nerkvx KaHAMpoBaH-
HbIX OpPTOMEANYECKNX BWUHTOB, BbINOSHEHHBLIX U3 He-
PXaBEeloLLeii CTa/i MAN TUTaHa, PACTIONOKEHHBIX B
cneuunanbHOM I0TKE A1 BUHTOB C KPbILWKOW C Mo-
NOTEHLIEM MOA 1 HAJ, SIOTKOM C KPbILLKOM, 06epHYTOM
0/}HOPa30BbIM [1BYXC/I0MHbLIM MOSIOTHOM.
O6wwit Bec npumepHo 3000 r

Kon

RER

c2
d3

YCTOMUMBOCTb
K MPOHVKHOBEHVIO Napa.
(oueHka)

e4

el
e3
e4

el
e3

el
el

YcToumBOCTL
K MPOHUKHOBEHMIO Napa
(oueHka)

e7
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OkoHyaHve Tabnnybl D.20

YcToilunsBocTb
XapakTtepucrtuka OnucaHune Kop K MPOHWKHOBEHUIO napa
(oueHka)

KoHcTpykuus MOHOMUTHasA, ¢ NOMOCTAMM (C COOTHOLLEHVEM T1y6u- al el

Ha/pguameTp <1)

MepdhoprpoBaHHbIii NOTOK al e3

ConpsiXeHHble NMOBEPXHOCTH ar e7
Martepuan HepxasetoLjas ctaib/TutaH M el

[MonoTeHue 13 X/10NKOBOro NoNoTHa b2 e3
Bec MpumepHo 25 1 cl el
BapbepHas cuctema gnsa - MeTanimyeckuini KOHTeliHep d3 e4
cTepunmsaunn n,'mm Xupypruuyeckme nonoteHua d3 ed4
cucTemMa ynakosku OpfHopa3oBoe ABYXC/I0iMHOE NOSIOTHO d3 e3

Ta6nunya D.21 — OueHka — 3-4/1eH cemMeincTBa: Habop KOCTHbIX BUHTOB U MHCTPYMEHTOB

Yctoiiunsoelb

XapaKktepuctuka Onucanune Kog K NMPOHWKHOBEHWIO napa
(oueHka)
O6Lee onvcaHne MpeacTtaBnseT coboli Habop MHCTPYMEHTOB HE60/Ib- B7

LLIOTO W CPefHero Beca, BbINOSHEHHbIX U3 Hepxa-
BEIOWEN CTa/, 1 MaJslbix OPTOMEANYECKUX BUHTOB,
pacrnosIoKeHHbIX B CNELMabHOM I0TKE C KPbILLKOW C
MOJIOTEHLEM MOA U Haf, JIOTKOM C KPbILLKOWA, 06epHY-
TOM 0ZIHOPA30BbIM ABYXC/IO/iHbIM MOIOTHOM.

O6Lwwit Bec npumepHo 3500 r

KoHCTpyKUWuA MoHonuTtHas al el
MepdhopupoBaHHbIii TOTOK al e3
ConpseHHble NoBepPXHOCTH a7 e7
Marepuan Hepxasetowas ctanb M el
[MonoteHue 13 X/10NKOBOro MNO0THA b2 e3
Bec OT 5010 250 cl el
c2
BapbepHas cuctema ans  MeTanmyeckuin 10TOK C KPbILLKON d3 ed
cTepunmsaumy Wwmm cu- - Xupypruyeckue nosorteHua d3 e4
cTema ynakoBku OpHopasoBoe ABYXCMOHOEe NONO0THO d3 e3

Ta6nuuya D.22 — OueHka — 4-4neH cemelicTea (BeAyLUMiA NPOAYKT): HA60P MHCTPYMEHTOB /151 OCKO/KOB, MAACTUH 1
BVHTOB

YcToilunsBocTb
XapakTepucrtuka OnucaHune Kopn K MPOHWKHOBEHUIO napa
(ouyeHka)

O6Lee onucaHne MpeacTtaBnsaeT co6oi Habop MHCTPYMEHTOB cCpesHero e7

1 6OMbLIOTO BECA, BbIMOSIHEHHBIX U3 HEpXaBetoLel

CTa/I1, PAacnofIOKEHHbIX Ha XWPYpPrudyeckom nono-

TeHue B nepcoprpoBaHHOM MeTasI/IMYeCcKOM 0TKe

BHYTPW /TOTKa C KPbILLKOW, 06epHYTOro 0jHOPa3oBbIM

[BYXC/OMHbIM MOSIOTHOM.

O6Lwwit Bec npumepHo 4500 r
KoHcTpyKums MoHonutHan al el

MepdopupoBaHHbIii N10TOK al e3

ConpspKeHHble NMoBEPXHOCTU a7 e7
MaTtepunan Hepxasetowasn ctasib bl el

MonoTteHue 13 X/10NKOBOro NoI0THA b2 e3
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OkoH4aHue Tabnuubl D.22

XapakTepucrtuka

Bec

BapbepHas cuctema s
cTepunusauum nvnm
cucTema ynakoBku

OnucaHue

Ot 5080 250 r

MeTannmueckuii 10TOK C KPbILLKOW
Xvipypruyeckve nosioteHua
OpHopasoBoe ABYXC/0NHOE NOMIOTHO

Koa

cl
c2

d3
d3
d3

YcToiiunsocTb
KnpomukHcBeHUo napa
(oueHka)

el
el

ed
e4

e3

O603HaueHns: 1-4N10H cemelicTBa: 2-4neH cemeiicTBa 3-unem cemeiicTBa: 4-uneu cemeiicTea (BeAywnit NpoAykT)

PucyHok D.3 — KaTeropusi 06paboTknm — KOMM/IEKCHbIE opToneanyeckme Habopb!

Ta6nuya D.23 — OueHka — 1-uneH cemelicTBa: Habop MHCTpymeHToB ACL

XapakTepucrtuka

O6Luee onvcaHne

KoHcTpykuus

Martepnan

Bec

BapbepHasa cucrema gns
cTepununsauyuy nimnm
cucTema ynakoBkm

36

OnucaHue

MpepcTtasnseT co60i Habop MHCTPYMEHTOB CpefHero
1 GONbLIOTO Beca, BbINOMHEHHbIX U3 HepxaBetoLLel
CTa/iM, nnacTuka WM Kepamuku, PacnofiOKEeHHbIX B
cneyuanbHOM NOTKe U3 NosvkapboHaTa BHYTPU asto-
MWHWEBOTO NI0TKA C KPbILLUKOW, 06epHYTOro oAHOpaso-
BbIM [1BYXC/IO/iHbIM MO/IOTHOM.

O6wWwwit Bec npumepHo 3200 1

MoHonuTHas
MepdhoprpoBaHHBbIi TOTOK
MHOroypoBHeBbIi1 NOTOK
[BuxyLmecs yactu

Hepxasetowas ctanib
Monvkap6oHat

Kepamuka

MonoTeHLe 13 X/10NKOBOTrO NOMI0THA

Ot 50 g0 500 r

OpHopaszoBoe ABYXC/0HOe MO/I0THO

Kog

SERR

Re RBRR=

YcToiluneocTh
KNPOHWKHOBEHUIO Nnapa
(oueHka)

eb

el
e3
e5

el
e3
el
e3

el
el

e3
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Ta6nuuya D.24 — OueHka — 2-4s1eH ceMelicTBa: puMepbl A5 peBU3UK

YCTORYMBOCTD
XapakrepycTvka OnvcaHve Kog, K MPOHVKHOBEHWIIO Mapa
(oueHka}
O6Lee onucaHne MpeacTaBnseT cob60i Habop MHCTPYMEHTOB CpeHero e5
1 6ONbLIOTO BECa, BbINOSIHEHHBIX W3 HEPXaBetoLLelt
cTann, nnactvka W Kepamuxu, PacnosiOKEHHbIX B
cneyuanbHOM SI0TKE 13 NonmkapboHaTa BHYyTpY asto-
MWHWMEBOTO N10TKA C KPbILLIKOWA, 06epHYTOro 04HOpaso-
BbIM [IBYXC/OMHbIM MO/IOTHOM.
O6wwit Bec npumepHo 6000 r
KoHcTpykums MoHonuTHasn al el
MepdhopupoBaHHbIii NOTOK al e3
MHOroypoBHEBbII JIOTOK ab e5
[BrxyLimecs yactu ab e4
Matepuan Hepxasetowas ctanb bl el
Monvkap6oHat b2 e3
Kepamuka b2 el
[MonoTeHLe 13 XN0MKoBOro nosioTHa b2 e3
Bec Ot 50 go 1000 r d el
c2 e3
c3 e3
BapbepHas cuctema gna  OfHopas3oBoe ABYXC/OWHOE MOSIOTHO d3 e4
cTepunusauum nnnm
cmcTeMa ynakoBku
Ta6nuuya D.25— OueHka — 3-4fieH cemelicTBa: Habop MHCTPYMEHTOB [1/1 BUHTOB C KPbILLIKOVA
YcToiumBocTb
XapaxTtepucTvika OnvcaHure Kosi K MPOHVKHOBEHMIO Mapa
(cueHka)
ObLee onucaHve MpepacTaBnsieT co60ii HAbOP UHCTPYMEHTOB CpeaHero e5
n GOMbLIOrO BECA, BbINOHEHHBIX U3 HepxasetoLlwein
CcTanu, nnactmka N Kepamuku, PacrofioXeHHbIX B
cneuyansHOM 10TKe 13 NoMKap6oHaTa BHYTpY asto-
MVHWEBOTO /10TKa C KPbILLUKO/, 06epHYTOro 0AHOPa3o-
BbIM [IBYXC/IOMHbIM MONOTHOM.
O6wuii Bec npumepHo 4000 r
KoHcTpykuusa MoHonuTtHas al el
MepdopupoBaHHbIii N10TOK al e3
[BnxyLimecs 4actu ab ed4
Martepuan Hepxasetowas ctasb M el
Monnkap6oHat b2 e3
Kepamuka b2 el
[MonoTeHue 13 XN10MNKOBOro NoI0THa b2 e3
Bec Ot 50 fo 600 r d el
c2 e3
c3 e3
BapbepHas cuctema gna  OgHopasoBoe ABYXC/I0MHOE NOSIOTHO d3 e4

cTepunusaumm nvnm
cuctema ynakoBku
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Ta6bnuuya D.26 — OueHka — 4-uneH cemeiicTea (BedyLUmit NPOAYKT): HAB6OP MHCTPYMEHTOB [/18 04aroBOro OCTEOHe-
Kpo3a 6eapeHHoli KocTu

YcToiumBoCTL
Xapakrepuctuka OnvcaHve Kog K MPOHUKHOBEHWIIO Napa
(oueHKa)
O6Lee onucaxne MpegactaBnset coboii Habop MHCTPYMEHTOB CPEAHEr0 e5
1 GONbLLIOTO Beca, BbINOMHEHHBIX U3 HEpXaBetoLwei
CTa/M, MfacTuka WU Kepamuku, PacrosioXeHHbIX B
cneuyanbHOM NIOTKe M3 NosvMkapboHaTa BHYTPU ato-
MWHWEBOTO 10TKa C KPbILLUKOW, 06€pHYTOro 0AHOPa3o-
BbIM [1BYXC/TO/iHbIM MO/IOTHOM.
O6wWwit Bec npumepHo 9000 r
KoHcTpykuus MoHonunTHas al el
MepdhoprpoBaHHLIiA TOTOK al e3
MHOroypoBHeBbIit OTOK a5 e5
ABmxyLmecs yactn a5 e4
MaTtepnan HepxasetoLas ctauib M el
Monvkap6oHat b2 e3
Kepamuka b2 el
[MonoTteHue 13 X/10MKOBOro NosioTHa b2 e3
Bec Ot 50 go 1000 r cl el
c2 e3
c3 e3
BapbepHas cuctema gna OfHoOpas3oBoe [BYXC/0/HOE NOMOTHO d3 e4

cTepunusauumn w'wim
cucTema yrnakoBKu
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MpunoxexHne OA
(cnpaBoyHoe)

CBefieHna 0 COOTBETCTBUYN CCbIJIOYHOTO MEXAYHapOoO4HOro cTaHAapTa HauMoHanbHOMY CTaHAapTy
Poccuiickoit depepayun

Ta6bnuuya [JAL
OB6o3HaueHVe I HAUMEHOBAHME

O603HaUEHME CCbUTOHHOTO CreneHb
MeXayHapoAHOro CTaHapTa COOTBETCTBUA COOTBETCTBYHOLLIETO HAaLMOHa/bHOTO CTaHaapTa
ENISO 17665-1:2006 HoT FOCT P ICO 17665-1-2016 «CTepunmsauusi MeauLMHCKON npo-
aykumn. BnaxHoe Tenno. YacTtb 1. TpeboBaHusi k paspaboTke,

Ba/IMAALMM 1 TeKyLLeMy KOHTPOJIK0 npoLecca CTepuinsaumum Me-
OVLMHCKNX N30eniii»

NMpumevyaHne — B HaCTOHLLleVI Tabnvue 1cnonb30BaHO creayollee yc/ioBHOe 0603HaYeHne CTeneHn cooT-

BETCTBUA CTaHJapTa:
- IDT — MAEHTUYHbIN CTaHAapT.
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ISO 3746

1ISO 10993-1

1S 010993-17

1S 011607
(sce yacTn)
1S 011138-1

1S 011138-3

ISO/TS 11139

1S 011140-1

1S 011140-3

1S 011140-4

1S 011140-5

1S011737-1

1S 011737-2

ISO 13485

1SO 14001

1SO 14040

1S 014161

Bubnuorpacusa

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. OnpefeneHune ypoBHeli 3ByKOBOI MOLLHOCTMN 1 3BYKOBOI 3HEp-
I UICTOYHMKOB LUYMa M0 3BYKOBOMY faBfieHno. MeTog nccnefoBaHns ¢ Mcnosib30BaHneMm
1N3MepuTeNIbHOM NOBEPXHOCTU Haf, 3BYKOOTrpaxatoLLeli NI0CKOCTbI)

Medical devices — Biological evaluation of medical devices — Part 1: Evaluation and
testing (Buonornyeckas oueHka MeauLMHCKMX n3gennii. YacTb 1. OueHka n uccnefoBaHms
B pamkax npotecca MeHepkKMeHTa pucka)

Medical devices — Biological evaluation of medical devices — Part 17: Establishment of
allowable limits for leachable substance (Buonornyeckas oueHka MeAULMHCKUX U3aenuid.
YacTb 17. YcTaHOBMEHME NMOPOroBbIX 3HAYEHWI 415 BbIMbIBAEMbIX BELLECTB)

Packaging for terminally sterilized medical devices (YnakoBka A8 MeAULMHCKUX N34ENUIA,
nognexatumx UHULLHONA cTepuansamm)

Sterilization of health care products — Biological indicators — Part 1: General requirements
(Ctepunuzauus MeguLmMHCKol npoaykuun. Bronornyeckne nHaukatopbl. Yacts 1. O6me
TpeboBaHus)

Sterilization of health care products — Biological indicators — Part 3: Biological indicators
for moist heat sterilization (Ctepunusaums MeavUMHCKOW Npoaykumu. Bruonoruyeckne wH-
avkatopbl. YacTb 3. Buonoruyeckme UHAMKaTOPbI A8 NPOLLECCOB CTepUIn3aLmm BAaXHbIM
Tensaom)

Sterilization of health care products — Vocabulary (CTepunusaums MeauuMHCKOM Npoayk-
uvn. Cnosapb)

Sterilization of health care products — Chemical indicators — Part 1: General requirements
(Ctepunusaumsa MeauLMHCKON NpoayKumMu. Xumuueckne uHavkatopbl. YacTb 1. O6bme
TpeboBaHuns)

Stenfization of care products — Chemical indicators — Part 3: Class 2 indicators for steam
penetration test sheets (CTepuansaums MeayLMHCKON NPogyKLUMK. XuMuyeckve NHAuKaTo-
pbl. YacTb 3. CucTeMbl MHAMKATOPOB Knacca 2 A/ MCNo/b30BaHWS B UCMbITaHWsAX Bosu-
[lvKa Ha npoHuKaHve napa)

Sterilization of care products — Chemical indicators — Part 4: Class 2 indicators for steam
penetration test packs (CTepunusauma MeauUMHCKOV NPOAYKUMKU. XMMUYeckne NHOUKATO-
pbl. YacTb 4. MiHAVKaTOpbI Knacca 2 Kak anbTepHaTnsa UcnbitaHnio bosu-juka ans Bbisis-
NeHnsa NpoHMKaHWs napa)

Sterilization of health care products — Chemical indicators — Part 5: Class 2 indicators for
air removal test sheets and packs (CTepunusauusa MeauLMHCKON NpoayKLun. XuMuyeckue
nMHAnKaTopbl. YacTb 5. VHaukaTopbl knacca 2 gns ucnbitanuii BoBu-fuka Ha yfaneHve
BO3/yxa)

Sterilization of medical devices — Microbiological methods — Part 1: Estimation of
population of microorganisms on products (CTepunn3auns MefULUHCKNX WU3LenniA.
Mvikpo6uonormnyeckme metodbl. YacTb 1. BbisBneHne nonynsaumii MMKpOOpraHn3mMoB Ha
n3genusx)

Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility
performed in the validation of a sterilization process (CTtepununsaumst MeguLUHCKUX n3ae-
Nnii. Mrkpobuonornyeckme metoabl. YacTb 2. cnbiTaHua Ha CTepusibHOCTb, NPOBOAUMbIE
ANA onpefenexns, sannjaunn u nogaepxaHna npoLeccos CTepunsauum)

Medical devices — Quality management systems — System requirements for regulatory
purposes (MeguumHckue usgenus. CuctemMbl MeHeMKMeHTa kadectBa. TpeboBaHus Ans
Lieneii perynmpoBaHusl)

Environmental management systems — Requirements with guidance for use (Cuctembl
ynpas/ieHNs OKPYXatoLLMMK YCNOoBUAMK. TpeboBaHWsA PyKOBOACTBA MO MPUMEHEHWIO)
Environmental management — Life cycle assessment — Principles and framework
(YnpaBneHue okpyxaoowumu ycnosuamu. OueHka oNroBeqyHocTu. MpuHUMNbl U CTPYK-
Typa)

Sterilization of health care products — Biological indicators — Guidance for the
selection, use and interpretation of results (Ctepunusauna MegUUUHCKUX WU3LENUIA.
Buonornyeckme nHankatopbl. PykoBOACTBO NO BbIGOPY, NPUMEHEHMNIO N MHTEPNpEeTaLmm
pesynbTaToB)
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ISO 14644-1 Cleanrooms and associated controlled environments — Part 1. Classification of air
cleanliness (YncTble KOMHaTbl U CBA3aHHbIE KOHTPOMMpPYeMble YCNoBKA cpedpl. YacTb 1
Knaccudmkaumsa YuctoTbl Bo3fyxa No KOHLEHTpaLmmn YactuLy)

ISO 14937 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 (CTepunusaumsi MmeauUmMHCKoi npogykumumn. ObLime Tpebosa-
HUS K XapakTepucTukaMm CTEPUIN3YIOLLMX areHToB U pa3paboTke, Bamgauuy u TekyLemy
KOHTPOJI0 MpoLiecca CTepun3aLyn MeauLMHCKUX N3aenuii)

ISOTR 14969:2004 Medical devices — Quality management systems — Guidance on the application of ISO
13485:2003 (MeguuuHckne nsgenns. CucteMbl MeHeMKMeHTa kavecTsa. PyKoBOACTBO No
npumeHeHnio CO 13485—2003)

1ISO 14971 Medical devices — Application of risk management to medical devices (MeguumHckne ns-
nenus. NpUMeHeHne MeHeMKMEHTA pUCKa K MeAVLMHCKAM U3aennsim)

1ISO 15882:2008 Sterilization of health care products — Chemical indicators — Guidance for selection, use
and interpretation of results (Ctepunumsaums MEAULMHCKON NPoAyKUMN. XUMUYECKUE UHAN-
KaTopbl. PykoBOACTBO MO BbIGOPY, NPUMEHEHWNIO U MHTEpNpeTauumn pesynbTaTos)

1ISO 15883-1 Washer-disinfectors — Part 1: General requirements, terms, definitions and tests (Annapartbl 415
MOIikn 1 gesvHdekLmmn. Yactb 1 O6Lme TpeboBaHs, TEPMUHDI, ONPeAeneHNs 1 UCTIbITaHUS)
ISO 15883-2 Washer-disinfectors — Part 2: Requirements and test methods for washer disinfectors

employing thermal disinfection (Annapatsl gns Moiku n ge3nHdekumn. Yactb 2. Tpe6Go-
BaHWA 1 UCMbITaHWA annapaTos A1 MOMKV U fe3nHeKLMK, NPUMEHSIeMbIX A1 TEN0BOM
LE3UHMEKLUN XUPYPIUYECKUX UHCTPYMEHTOB, HApPKO3HbIX YCTAHOBOK, €MKOCTEl, /IO0TKOB,
NPUEMHUKOB, MHCTPYMEHTOB, CTEK/IAHHOM Nocyabl U T. A4.)

1ISO 15883-4 Washer-disinfectors — Part 4: Requirements and test methods for washer-disinfectors
employing chemical disinfection for thermdabile endoscopes (Annapatbl 418 Moiikn 1 ge-
3uHbekumn. Yactb 4. TpeboBaHuA U UCMbITAHUA annapartoB A1 MOWKU U Ae3nHAeKLmn,
NpVYMeHSIeMbIX 4151 XMMUYECKOW fe3VHIEKLMY TePMOIabnbHbIX 3HAOCKOMNOB)

ISO/TS 15883-5 Washer-disinfectors — Part 5: Test soils and methods for demonstrating cleaning efficacy
(AnnapaTbl gna MoWiku 1 Ae3vHdekumn. YacTb 5. KOHTponbHble 3arpsisHeHNss 1 MeToapl
AeMOHCTpauun atpdreKTUBHOCTU OUUCTKM)

ISO 17664 Sterilization of medical devices — Information to be provided by the manufacturer for the
processing of resterilizable medical devices (Ctepunnsaums MeaULMHCKUX M3genuid. VH-
chopmaums. npegocrasnsemMas Npou3BoauTeNnem u3fgenuna ans obpaboTkM MeauLUMHCKMX
n3genuii, npegHasHaYeHHbIX 4719 MHOTOKPATHOTO VCMO/b30BaHWS)

ISOITS Sterilization of health care products — Moist heat — Part 2: Guidance on the application of

17665-2:2009 ISO 17665-1 (CTepununsaumst MeguLMHCKON npoaykuun. BnaxHoe Tenno. Yactb 2. Pyko-
BOACTBO MO npumeHeHuio ICO 17665-1)

IEC 61010-2-040 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 (Tpe6oBaHus 6e30NacHOCTV ANA 3NEKTPUYHECKOro 060pyLoBaHNS
0151 U3MEPEHWIA, KOHTPO/IA M TabopPaTOPHOro MCMosb3oBaHNs. YacTb 2-040. CneunasibHble
TpeboBaHWs K CTepunnsaropam n annaparam Ans MOku 1 Ae3nHAeKLUM, UCNonb3yembiM
0151 06paboTKM MeANLMHCKUX MaTepuasioB)

EN 285 Sterilization — Steam sterilizers — Large sterilizers (Ctepunusauus. MNaposble cTepunnsa-
Topbl. Bonbluve cTepunnaTopbl)
EN 556-1 Sterilization of medical devices — Requirements for medical devices to be designated

«sterile» — Part 1: Requirements for terminally sterilized medical devices (Ctepunusauus
MeANLMHCKNX n3aenuii. TpeboBaHUa K MegULMHCKUM un3genuam, obo3HadeHHbIM «CTE-
PUNbHO». YacTb 1. Tpe6oBaHNA K OKOHYATE/bHO CTEPUAN3YEMbIM MEeAULMHCKAM W3-
Aennam)

EN 867-5" 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
(HebHorornueckne cuctembl, UCMoMb3yemble B cTepunmsatopax. Yactb 5. Cneundimkaums
0711 UHAOMKATOPHbIX CUCTEM W YCTPOICTB A/19 UCTbITaHUs 3thheKTUBHOCTM MpoLiecca, UCTosb-
3yeMbIX B 3KCM/yaTaLMOHHbIX MCMbITAHUSAX MaslbIX CTepunmsaTopos Tvna B n Tuna S)

EN 868-2 Packaging for terminally stenlized medical devices — Part 2: Sterilization wrap —
Requirements and test methods (YnakoBouHble Matepuasibl 1 CUCTEMbI ANS CTepunmsye-
MbIX MeAULMHCKMX n3genuii. HacTb 2. Ynakoska af1a ctepunusauun. Tpe6osaHus n MeTo-
[bl VCMNbITaHWS)
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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 MaTepuasbl
1 CUCTEMbI 4151 CTEPUN3YEMbIX MEAULMHCKMX U3dennii. YacTe 3. Bymara, npumeHsiemMas B
npoun3BoACTBE ByMaxHbIX NakeToB (onpeaeneHo B EN 868-4) n B Npon3BOACTBE MELLKOB U
pynoHos (onpegeneHo B EN 868-5). Tpe6oBaHUs 1 METOAbI UCMbITaHKS]

EN 868-4 Packaging for tenninally sterilized medical device — Part 4: Paper bags — Requirements
and test method (YnakoBouHble MaTepuasibl M CUCTEMBI /151 CTEPUNIN3YEMbIX MEAULMHCKAX
n3genuii. Yactb 4. ByMaxkHble nakeTbl. Tpe60oBaHNA 1 METOAbI UCTIbITAHWS)

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-
KOBOYHble MaTepuasibl U1 CUCTEMbI A1 CTEPUIN3YEMbIX MEAULMHCKMX u3genuii. YacTb 5.
KOHCTpYKUMsA HarpeBaeMbIX U CaMOrepMeTUSMPYIOLLMXCS MELLKOB U PY/IOHOB 13 Bymaru un
NoSIMMEPHOI NneHkn. Tpe6oBaHNUsA U METOZpI UCbITaHNS)

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 MaTepuasibl U CUCTEMbI A1 CTEPUAN3YEMbIX MEAULMHCKUX W3Oemuid.
YacTb 8. KoHTeliHepbl MHOTOKpaTHON cTepunn3aummn Ans napoBbiX CTEPUNN3aTopoB B CO-
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