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Mpeancansne

Henn, ocnosiue NPHULHNLL B DOPAAOK NpoBeIeiHA pafoT no MeKrocylapeTBennoi
cramaaprizauny yeranosnens  [OCT 1092 «Mexrocygapereennas  cHCTeMa
cranaapriianny. Ocuosneie nonomenngs 1 [OCT 122009 «MexrocynapeTeennas cHeTeMa
cranaaprHianny.  CTangapTel  MEKrocyIapcTBenlLe, NPasmia B PEKOMEWIAUHH 1o
Memrocyjapeteennoil  crapgaprasanud.  [Ipasuna  paspadoTeH, NPHUATHA,  TRHMENSHHA,

CONOBIEHNT H OTAMENLIN

CeegcHus o (rangapre

I TIOANOTOBIEH denepaneieiy  rocy apcTRENNBM  YHHTAPHEIM OPEINpHATHEM
w«BeepoceHicKHI HayYNO-HCCNEA0BATENLCKHT HHCTHTYT CTAHJAPTHIALNN M CEPTHHKALNE B

samnpocTpoeiuiy (BHHHHMALLL

2 BHECEH desepanuiniy  arenTcTEOM 00 TEXHHYECKOMY  PEryIApPOBANHI0  H

seTponoruy {Poccranaaptr)

3 NMPHHAT MewrocyaapcTEelibiy  COBETOM 10 CTAHJAPTHIALHH, METPOJIOTHH H
cepTHiurauuy (npotokoen Ne 41-2012 ot 24 maz 2012 )

Ja TPHHATHE NPOroIocoRalIH:

Kparkoe napvenosanne crpans no | Koa erpanu Cokpauienioe nanMenoBanme

ME (HCO 31667 004-97 no ME {(HCO ALTAOTEA LG

3166) 004-97 opraia 1o CTalJapTHIaAnHH

Azepbaiinmanckas Pecnvinuka AL AzcTanaapT
Peenybanka Apsenns AM MunTOprIgoHoMpaIBHTHS
Pecnytauka Benapyes BY locerangapr Pecnytnnin benapyce
Pecnybanka Kasaxcran kKZ Moceranaapr Pecnydmarn Karaxcran
Krprusckas Pecnybanka KO KuIprucranaapt
Pecnybanka Monaosa MD Monaosa-Cranaapr
Poccuiickas hegepanns R Poccraspnapt
Pecnybanka TagsurucTan T TagsukcTanaapr
Pecnyinuxa Yabexneran Lz YacTanaapt
Vipauna LA [NocnoTpeberanaapr Yipannmw

4 [pukazom  Penepanbiloro  aredTCTBA N0 TEXHHYECKOMY  PErvIHPOBAIHKD M
METPOAOrHH oT « 19 % gexabpa 2012 r. Ne 1933 -cT mewrocyaaperaennmil craugapr FOCT [S0
[4602-2012 pregen B JelcTBHE B KaMecTBE HaUHoHANBHOIO  cTanaapra  Pocowmiickoi
hegepannn ¢ | susapa 2015 1.

3 Hacrosmmii craugapr naentuen memiaydapoasomy crangapry [1S0 146021998

MNon-active surgical mmplants Implants  for Osteosynthesis Particular requirements

[
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{Heaktusawe xppyprideckse MMmnanTatel. Hunoantare ans octeocunreia. Texnmdeckue
TpehoBalHE).

Crenent co0TReTCTRHA — WasuTHuas ([DT).

Cranaapt nogaroroenen na ocnose npusmenenus [OCT P HCO 14602-99.

Ceefenma 0 COOTBETCTBHH  MEKIOCYIAPCTHEHHLIX  CTANJAPTOB  CCBUIOUNLIM

MEHRIVHAPOAHLIM CTAIAPTAM NPHBCICHE B QOMONHNTENLIIOM RIS ,El-.l'&l.

& BBEJIEH BINEPBLIE
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© Crangaprangopas, 2013

B Poceuiickoil deaepauni nacTofmwuil CTangapt He ModeT OLITE NMOIHOCTRIO HIA
YACTHYHO BOCOPOHIBEICH, THPRARHPOBAN M PACAPOCTPAHEN B KA4eCThe OHUINAILHOID H31a1HA

Ge paSpCIICIHA {DE,EI,E[JBHL][DTH AVEHTCTED [0 TEXHHHYECKOMY PErYIHPORAIHHIO B METPOTOIHH
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Breaenne

Hacroswmil cranaapt SBASeTcd NPaMLIM MPHMEHENHEM MENIYHAPOINore CcTalIapTa
[50) 14602:1998 «HeakTunnepe xupypruveckne uMnnantatel. Hymnanrata a8 ocreochntesa.
Texuuueckne TpeboBalHA», NOATOTOBIEHAOrY EBPONeHckHM KOMHTETOM MO CTANIAPTHIAHH
(CEH) cosmectno ¢ Texunveckuym komuterom 130 TK 150 «Mynaanrars ans xapypriams, [1TK
5 «OcTeocHHTE s B COOTBETCTEHM © COTNAMenHeM Mo TexundeckoMy cotpyaumuectay HCO n
CEH (Beuckoe Cornamenne).

Crannapr [50 14602:199% paspaboran Texundecknm womuterom CEH/TE 285
«HeakTHBHEIE XHPYPrHYECKHE HMIUIANTATLDY (CEKPETAPHAT KOTOPOro (yHKUMOHMPYET NP
HunepnanackomM HHCTHTYTE CTANJAPTHIALHH) B COTPYANHYECTEE ¢ TeXHHYECKHM KOMHTETOM
HCO TK 150 «MMnnantatnl U XHPYPriHs.

Epponeiicknii crannapr paspadoran no nopyygenno, gannosy CEH Esponefickoi
kompccneil n Esponefickoii Accounaumei croboanoi Toprosan (EACT) w noarsepsiaer
ocHoBHEE Tpebosanys Qupestus EC.

Epponeiickne cranjaprel, B KOTOPEX PACCMATPHBAIOTCA TPeBOBANHA K HEaKTHBHLIM
XHPYPrEYECKHM HMIUIAHTATAM, NOAPA3ISIAOTCH HA TPH YPOBIA (NEPBRIl YPOBREHL ABNAETCH
HAHBLICILIAM )

nepeLii — obuHe TPeBOBANHA K HEAKTHBHEIM XMPYPTHUECKHM HMITAHTATAM;

BTOPOH — dacTHLle TPedoBaling K rPYNNaM XHPYPrHYeckiy HMILIaNTATOR,

TPETHH — CHEUHANLHLIE TpeloBAHMA K KOHEPETHBIM THIAM XHPYPrHYECKHX
HMITAHTATOR.

Crauaaprul TPeTLErD YPOBUA NPHMEHANTCA K CHEUHATLHLIM THOAM HMITAHTATOR B
npenenax JaHHON FPYNNL., HANPAMER K NPOTetaM Tato0eapeHiLX H KOIEHHEIX CYCTABOE.

Hacrosimil cranaapt SpiaeTes cTAHAAPTOM BTOPOID YPOBHA M COOEp&RT TpefoBalia
KO BCEM HEAKTHBHLIM XHPYPIHYECKHM HMIIAHTATAM, COCTABNAIMIHM TRYINY HMIVIAHTATOR,
NPHMENEEMEIX B OCTEOCHHTEE.

Crawaapr nepsoro  yposHa  cofepwnT  TpedoBAHNA KO BCEM  HCAKTHEHLIM
XHPYPrEveckiM HMmanTataM. B pem Takke Jalkl CCBIKH HA JONOMHHTEILILIE TPeDOBaHA,
COJIEPRALINECH B CTAHAAPTAX BTOPOTO M TPETREND YPORHEI.

Crannapt nepsoro yposHs onydnukosan kak cranaapt [S0 14630:1997.

Hna pacemorpenna poex TpedoBandil HEoDXOIHMO HAYHHATL C HIYUEHHA CTANIapTa
CAMOIO HHIKOTD YPOBHA.

v
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CeoLlnkn Ha COOTBETCTEYIONIHE CTAHIAPTL! NPHBESAEHLI B NPHAOKSHNAX K HACTORILEMY
CTAHAAPTY.

B nononnenwe & tpefopanuasm IS0 [4630 pacToswinil cranaapr yoTanaBiHBaet
crocod JeRIapaliii COOTBETCTEHA OCHOBHLIM Tpedosanasm obwero xapaktepa [Mpunokenna |1
k dupektuse Coseta EDC 93/42 o1 14 mons 1993 1. B 4acTH MEIHUHICKHX YCTPOIICTE B TOH
MEpPE, B KAKOH OHH NPHMEHHMBL K HCAKTHEHBIM  XHUPYPrHUYECKHM  HMINAHTATAM 178
OCTEOCHITE A,

Huule cnocols noATEep#1eHNE COOTEETCTEHA YEAZAHHLIM TPEOOBAHHAM MOIYT TaK&Ke
HCIIOUIBIOBATECH, B YACTHOCTH, B OTHOIMEHHH HMIUIANTATOR C  YIAOBIETBOPHTEIBHLIMH
IKCINYATAIHONHLIMH XAPAKTEPHCTHEAME B TEHEHHE ANHTENLIONO NPHMEHENNA B KIHIIHYECKOH
NPaKTHEE.

Hacrosmmit cranaapr aononnfger obwme Tpebosanus cranjapra [SO 14630 na
HEAKTHEHBIE  XHPYPrHYECKHE HMMIJIAHTATE W VCTAHABIHBAET YacTHLe TpeboBaHHMA K
HMIIaHTaTasM A4 ocTeocnaTesa. (i Jo/Ken NPHMENATECA copMecTio ¢ [S0O 14630,

HeakTHBRLIE XHPYPIrIYECKHE HMOTANTATE 178 OCTEOCHITE A HCAOILIVIOT NPH Ie4EHHHA
TPaBM H B BOCCTAHOBHTENBHOH XUPYPrud. T UX noMounio ofecneydBacTcs PenosHINe KOCTeH
MOCHE NEPENoMOE ¥ cTAOHIRIAUHA KOCTHRIX (HIH NPHMLIKAIOWNN) CTPYETYP NPH el
KOCTER HAM HX CpamlenHd MWIH J18 KX nognepssd wnn koppesuun. [ocae nocrnmenns
MOCTARNSHION el HMOMANTATE NHOO YIANSI0T M3 opranuiMa, aubo OCTATCR B MECTe

B HBIRCIINA.

Wl
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MEXKIOCY 1APCTBEHHBH CTAHIAFPT

HearTHBHbi¢ XHPYProgcckie EAilIanTaTh
HMIIAHTATH 408 OCTEOQOCHHTEZA
Texunucckne TpedoBanna

Mon-active surgical implants. Implants Tor osteosynthesis. Particular requirements

Jara poegenna 2005-01-01

1 OdaacTs NPHMEHEHHNH

Hacroswmi  crangapr  yCoTAHABIHBAEST YacTHwe  TPeOOBAUHA K HEaKTHBHLIM
XHPYPrHYecKHM HMITAHTATAM I8 OCTEOCHHTE 1 (1anee — HMIUIANTATAM ).

Tpebopanus nacTORILEr0 CTAIAPTA ABAAIOTCA PEKOMENAYEMLIMIL.

B nononnense g 150 14630 pactosnil cTaniapT colepsuT TPeDoBalNG K TPOeKTHLIM
TEXHHYECKHM  XapPaKTEPHCTHEAM, OCODEHHOCTAM  KONCTPYKLHHM, MATEPHANAM, OUEHKE

KONCTPYKLHH, ApOLEccy

HAFOTOBRJISIHNA,  CcTEPHIIHIALHH, YIAROBRE H IIII'I']:IDFI MALHH,

MOCTARIAEMON HITOTOBHTENEM.

2 HopMaTHBHBIE CCBLIKH

B pactosiem cranjapTe HCMOIL30BANA COLUTKA HA CNEAVIOUHI cTanaapT:
SO 14630:1997  MNon-active  surgical implants. General technical requirements

(HeakTHBHEIR KAPYPrEYeckEie HAMIITaHTATRL. OGuMe TEXHHYECKHE 'f]'!l:ﬁilﬂ-ﬂ[i[lﬂ]

11 ]"? HMEHIHHS B Hactosmes o1 i.IJI__'I.iJ]'I re He lfl]'fl HBEOEHK Iﬂ'l'r?MEI.'I.i‘:IH-Hi:Il.".' H E]lpEIHL]HJIhLE

CobUIEM. nepeyncineriste s TS0 14630, onpako ol BeBcTBETENBHE 1 Q08 HACTOALLETD CTAHOAPTL

3 Onpenesnenns

B nacroamem CTan1apTe NPHMEIEINT TERPMHNIL ¢ COOTECTCTEYIOILHME OIpEaeIcHHAMH

o TS 14630 1 reprnm 3.1,

Haganne opaiinaismoe

|
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3] neakTHBHBIE XHPYPruvecKHll HMIUIAHTAT 108 ocTeocHnTesa: Huwuppnsesmoe n
OPraflsM  HeakTHBHOE  MEIHUHNCKOS  YCOTPOHCcTBO, npeamasuadennoe ans  obecnedenHs

MOLIEPHEKH KOCTHLIX CTPYETYP, XPAILSH, CYNO®MHIHH H CBATOK.

4 [NokazaTen HATHAYTEHH

[Moxasarenn nasHavenya HMIUIAHTATOR JOEHE COOTESTCTROBATE pasacny 4 SO 14630 ¢
YUETOM  JONOMHHTENBHBX pakTopos, npuselennnix B 4.1 4.3, Kak OpHroQHeIX K

IMPHAMEIICTIH D,

Mpusenanwe — Boleloriene BHAHBILAYLILHEY 0CoDEHHOCTEl AHaTOMUYECKOTD CTPOCHNA,
MECTOHANORIEHHA MEPEiona i MPHMEHEHAR WMINAHTATE HeoDX0HMe, YTODE [OCHeIHHE Olaaiin
YHUBEPCANBHOCTERY, KODAA OHH HCOOABIVEITCHE [UE o0eCneqednd ocreocunresa. Patvep amiianrara
OOPEleEeTed AHATOMHSCCRHMH OrpadiiqeHuasMi. TeXuideckie apasTepicTHRH HMITAHTATA JABHCHT

OT COCTOHHAA H KL‘.ILH'E'IHI.":{FEI HHI KOCTH, 8 Takse OT HAMHYHA pAIHYHEX ,'J_-.’:(]:-L"K’Jfru.

4.1 PyHRNHOHAALHBIE XAPAKTEPHCTHRH

[Mpy cocTaBpnenny TEXHHYECKOTD OMHCAHNA B A0KYMEHTAMI0 HA HMOJAHETAT HeofX01HM0
BEIIOHATE CHREAYIOUIHE AaHLIE:

a) THO fHECAUNH KOCTeil, XPAIeil, CyXomHInil Hin CEAT0K;

by cpeacTea dHECALINE HAM KPEnIenna HMIIANTATA B KOCTH!

€} COEAMNEHME MEWIY KOMIONEHTAMH MMIUIAHTATA M KOCTHRIMH MM HHLIMH

CTPYKTYPaMH,

d)  HenOARIOBAHME B MOBTOPHLIX ONEPALIANX;

€] BOSMIGKHOCTL HIBIEYCIHA;

f}  mosgeficTBHE MMILIANTATA HA KOCTE M NPHMLIKAONIHE CTPYKTYPLL, HAnpUMep:

- CTAGHIHIALINA;

- OrPalHYeHHE HIH PETVIHPORANNE IBHASHHA;

- ofiecneueie PENo3IHIHE NEPETOMOE H BLBHXOB KOCTH H JAPYIHX CTPYKTY];

- KOPPEKIHA M PEFYIHPOBAHHE BLIPABHIBANHE]

- MEPEeHOC OTAOMEOE ((HparMenTos) KoCTH;

- KOHTPOJIL 33 KOMOPECCHER HIH IHCTPaKIHei;

- BETONACHOE B OTHOWEHHH COCESAHNX CTPYKTYP PAIMELEHHE HMIIAHTATA.

4.2 0¢cH0BHBIE KAHHHYECKHE HATHAMENHA

[pn cocTapnenny TEXHHYECKOTO ONMHCANEA B AOKYMENTAIHH Ha HMILIAHTAT HeolXoaHMo

GIPEIeInTE DOTACTE MPEInoIaragMors NpHMENcling HMIOEanTara:

2
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&) JIEUEHHE NEPSIOMOR;

b) mevenme onmyxonm;

¢) CTabHIN3ZAIHA OCTEOTOMMH;

d) crabuinsauus aprpoaesa (GuKcaumn cycrasa);

€) YIIHHEUHE, YEOPOYEHHe HIH MEPeHot KOCTHS

f) nopiepEEa BIpaBienHs (3aMEenHa) KOCTH (YIACTEH KOCTHRIX TPAHCILIAHTATOR);
£) BCHOMOTATENLIOE CPEACTED NPH BIPABICHEM {3aMEIENHN ) CYCTABA;
h) neuenne croAHOIA;

1) cTalHanIanus Do3ROHOYHHEKA;

]} NevYenHe JeTeHepaTHBHBIX 3afonesannii;

k) pexoncTpyKUNA CY MO HIHA]

[} pexoHCTPYKIINA CEAIOK.

Mpumesanue Tam, rie 310 TpeGyeTed, CHEIYET YHAWTh aHATOMHUMECKYEHY OGI3CTEH

HMILTaHTALH .

4.3Veaosna npuMenenns

HeobxoauMo yuHTLIBaTL HINOTOIHYSCKHE HIH AHATOMHYECKHE NapaMeTphl MalHenTa,
KOTOPLIE MOIYT OK&3LIBATL BIAHAHHE HA MOKAATeNH HATHAYSHHA HMIUIAHTATA, NPHIHMAS BO
BHHMAHHE CHEIYIOUINE ACTEKTLL:

a) Tenocnomenne (poct, Bec);

b) Boapact;

C) NaTOIOTHYECKHE COCTOAHHA;

d) kavectso KOCTH;

2] EHIHecnocofnOCTE TRANH;

f} yCnoBHA, OKPYHAIOWIHE TKANL;

g) COCTOAHME NMOA HATPYIKOH,

h) cnocod uMnTanTalH,

1) B3aHMOAEHCTBHE H COMETANHE C APYTHMH EPENSHHBIME NPHCIIOCODISHAMH;

_i] CTEIEHL AKTHRIIOCTH ITallHENTa.
Il pPHMEcYOAHHE — Elem:rmpue YCOOBAA PAHHYHBAROT [NPHMEHCHHE HMIVIAHTATOE MW

Ipu‘:ﬁ}'JﬂI‘] OO OPEAGCTOPOGRHOCTH  HPH BJIHHEYSCROM  HCTTOJEILI0BAHHN. Ha ARCILUYATalHOHHBIE

XAPAKTEPRCTHEN HMILIAHTATA MOKET OKATRIBATE BIHAHHE COCTOAHNE TALNEHTA.
5 OcoleHHOCTH KOHCTPYKUMK
OcoDennocT  KOHCTPYKLIHA no  paigeny 5 80 14630 ¢ gonoanennsMu,
npueEenennLIME B 5.1 1 5.2,

3
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5.1 hopuma, pasMeptl H I0MYCKA WMITAHTATOR 408 OCTEOCHHTER, AETAIOUIHKCE MACTLID
COETHNATENLHOR CHCTEMLL, J0UGKHLL DLITE TAKHMH, 4TO0LE HMIIANTAT COOTBETCTBOBAN CBOEMY
HAIHAYSHHIO, 3 ero IKCIAVATALHONHEE Ka4ecTsa 1He YXYIILANNCE.

52 [llpn neotxoIdMOCTH paiMepLl WMIUTAHTATOR JOEHLL ORITH COBMECTHMBIMHM C

AHATOMHYECKHMH 0CODENHOCTAMH NANHEHTOR, A8 KOTOPLIX OHH NPeaHaHaYe k.
Mpumevwanusn

I Ecniit MMIUIaHTaT BELMAST HECKOIBKD KOMIOHEHTOR, B CI0 KOHCTPYELIH J0J0EH ObITL Y4TEH
NOTEHUHANEHBI  WIHOC, JEKTPOOHTHYECKHE Sdulekt B woppoidoHHan  yeroliudeocTe [paipen 5,

nepednchednd af, o), e, Hug ) TS0 14630]

2B KOHCTPYEUHH HMINAHTATA AOMKHBL OhITh  YYTEHB AHATOMHYECKHE CTPYKTYPH, THIB
AedieKTOB  TEAHEeH, METOOR ONEpATHEHOIO BMELATEALCTED, IAHHBICHHS KOCTH, HHTEHCHBHOCTE
CPAUMEHHA H METOOR HOCICONEPALHOHHONO JIeueHud. JN8 VIOBICTBOPCHIA TAKHX paiHooOpaiHbIX

!I]fll.."ﬁl.:lli.i.'u-lll.i"i OEOHYATENEHAA KOHCTRYROHE HAMILEHTATE MOGHET LTl Hﬂhl]lpl’]rt‘ll.!li'l.‘lll}l:ril.

3B npuaoaedni A NPHBEIEH Nepededb CTAHIAPTHEX KOHCTPYRUNNE HMILIAHTATOB, KOTOPRIE Ha
OCHOBAHHH VAOBICTROPHTEALHON KNHHIHMECKON NPakTHER NPH3HAHLL TOAXOAANIHMH 118 HATHAYEHHOTO

NPFHMEHEHHA.
6 Marepuais

Marepuanw — no pazgeny 6 [30 14630,

Mpumenanune — B opuioskesnd b npupefed nepededs CTAHIAPTOR HA MATEPHLIL,
KOTOPEIE HA OCHOBAHHE YA0BICTROPHTENRHON WIHHHYSCKOH NPakTHEN IPHIHAHED TOOXOIAIHME 1009

OUTEOCHHTERA.

T OueHKa KOHCTPYKUHH

T.1 06 mne moao#e NN
Chlenka UMILIANTATOR no paigeny 7 150 14630 ¢ nepewHcaenibIMH  YACTHLIMH

TFI'EEE}BE[][H}IHH K ]T]'!E.‘:,G,EJ'.IHIIH'-]E.‘:EEL'I-FI’ QUEHKE.

Mpusmevanwe — B opunokensn B npeeelensl cTaHIapTh, KOTOPLE  MOCVT  OLITh
HCOOIRIOBAHEL  TPH  OUCHEE  COOTBETCTBUA  POTIHUHEIY  THOOE  HMILIAHTATOE  YCTAHOBIEHHEIM

IpeDOBAHHAM.

7.2 Mpeakannnueckan onenKa
7.2.1 Bo ppema npeliiHHHYMECKOl OUEHKH NPOBOJIAT HONLITAHHAM In vitro 108
NPOBEPEN HEOBXOIHMOI0 BIaHMOICHCTEHA MEKITY HMIUAHTATOM H HHCTPYMENTAPHEM H, eCiH

¥ 'E].'!IEEI'}.-'ETCR, MR Y CONPAECNLIME MR IV cob0il HMIIANTATAMH,

4
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11 puUMEHLIHES — Ecan iMmiTang 8§ BIRIeHeHiie HMIIanTaTa He ROy OBITE OLCHEHB! [IAHM 1M

CPABHEHHMEM C CYLICCTRYMWNME YCTPOiCTBAMH, N0 BOIMGKHOCTH COSIYeT NPOBOIHTE OLEHKY HA
pyne.

722 Ecnw ans 0UeHEM HMIIANTATa HenONOIHME! CTATHYECKHE WHIH JHIAMHYSCKHE
HATPYIOYHLIE HCMLITAHMA, HX NPOBOJIAT THOO NG CTANAAPTHRIM METOIHKAM HCTIBITAHHIT (NpH HX
HAJIHYAH), THOO0 Ha HECEPHIANBIX DIKCHEPHMENTAILHEIX MOJEISX C© YUSTOM XapPaKTEPHCTHE
wmnmantata. Hi-aa pasnooGpasng uMnnanTaTor # HX CBOMCTE HeoOXOJAHMLIE CTAHIAPTE Ha

HCTILITAHHA MOTYT OTCYTCTBOBATE, @ ASHCTEVIOWHE CTARAAPTE — HYHJATLCH B MOIHHKALHR.
MpumMenanuna

1 Tlpe npoeeiedn npeJkinHHYeckoil OUeHK IPHHAMAKT BO BHHMAHHE PERVILTATE OUEHEH

AHAMOTHYHEIX HMITEAHTATOR HIH OCoDEHHOCTIH KOHCTPYEUHE KOHEPCTHOND HMIUTAHTATL.

2 B zanHcHMOCTH 07 IIPHMEHACMBIY M2TOLOE HCOBITAHHA MOTYT OBITE OTHECEHE! K CILEDY KrLLEM

YPOBHAM:

) OCHOBHEE TEXHUYECKEES HCNRTAHHAE HMILUIEBHTLTOE HIH HX qacreil I:L“F'PE:'!I."JH-, pa-zpc.mu} AJIH

XAPAKTEPHETHEH YCTPOiCTRA [HANPHAMED pacTRAEeHRE, HITHD, CKPYUHBAHKE),

B HCnBITaHBE CMOHTHPOBLHHEY EOMIOHEHTO B IPCANONACACMBIN YCIOBIHE PHLUIOHSHHH

HArPYIKH:

Cl MCTBITAHME KOMIIEKTOR B OCODEE DHOMEXAHHYECKHN VCMORMAX (KOCTE MOMET DBITE IAMELEHA

NOAXOMAMIHM HCKNVCCTREHHEM MATEPHLTOM ),
di HCMBITAHNE B CTATHYSCKHE MU THHAMHYSCKHY FCAOBUAR [LHETHYECKAA VCTANOCTE ).

3 Mas oueHkd ocobeHnocTell CNeUHANBHEIX HMOIIHTATOR WIH KOMIUIEKTOR HMILIAHTATOR MOIY]
OuiTh MPOBEICHE HCOBITAHHA B COSUHAILHBIY YCAOBHAX [PHIOHEHHA HAPYIEH WILIH OKpyamomel

Cpesl.

% Hiroroeaenue

HaroTosnenne uvnaantator — no pazaeay 8 150 14630,

Y Crepuanzauus

CTepriHianns HMOnanTatos — no pasgeny 9 150 14630,

5
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10 ¥onawkossa

Ynakoska uMninantatos — no pasgeny 10 150 14630,

1l Haopymanua, npejocrasigemMasn HIroToOBHTEReM

Hupopuauns, npeaocragnseMads mirotosdrenes, — no paiaeny 11 150 14630 saecte ©

NPHBEIENHBIMH HaCTHLIMH TJ:‘.IEEDI]EI.IJ HAMH.

11.1 Yacrauie VeJA0BHA TPAMENCHNA

HE!I?]'J'DPHEHHH, MMoCTARIAEMAd HITOTOBHTEMSM, JOUERNA BRAOYATE ey OWNE CESOCHHA !

a) i!l[li:lﬂphiﬂ.l“‘lﬂ [0 HEBMEYSHHIO HMITTIaNTaTa,
b:lﬂr[‘.lallj‘l'{ﬂ][]lﬂ, KACOIIIHECH h{ﬂ,ﬂ,Hil:IHKEL[Hf{ HMIEANTATA NOCIe MOCTARKH, HampHMED, B

OTHOWENHN pashepd, 'IZ]'!I{!I[!MLI, COCTOAHHA MOBEPXINOCTH.

11.2 Mapkuposka

MapkupoBka BMILIANTATOR no L3 IS0 14630 sMmecte ¢ NpHBSISHILIM YACTIRIM

TpehoBanuen.
HEe O0MKHA OKA3LIEATL  BPEANOro  BOTAEHCTBAA  Ha

j'-"[-ﬂ].‘.lii' HPOBEKD  Ha  HAMINIaRTaTe

FECTTYATAUHOHHLE XaPakTERHCTHER HMILIANTaTAa.

i
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MNPHIOWKEHHE A

(CHpABOMIOE)

ET:IH.EIEPTH IS0 ua vMIIaANTATEL H HHCTPYMENTEL 118 YCTAHOBRKH HMILTAHTATOB,
KOTOPLIC Ha OCHOBERITHA KAHNNYSecK il OPaKTHEH HPHIHANLL PRI IHEIMH K

NpHMEHCHHN B OCTEOCHHTEEE

Mpusmevanne [Mepegetn COBUIOMHBLY CTARJAPTOR NPHBSIEH TAKKE B IPHIDKSHHN A K

IS0 14630

HunnanraTel 0 cOOTRETCTRYOMIME HHCTPYMENTEL N8 OCTEOCHHTEIA NOAPATISNAIOT Ha
CHEAVIONIHE THOLE (B CROOKAX YEaaHL HOMEPaE NVHKTOBR, B KOTOPRIX TEPEYHCIEHE
COOTRSTCTRYIOMHE cTanaaprel [SO):

a) MMOIanTaTe 108 ocrencHuTesa (AL

- BHITE 108 kocTeil (AL L. 1);

MIACTHHLL 208 KocTeid (AL1.2);

HHTPaMeIVIITAPHLIE Kpenekible npuenocobnenns (A 1.3);

HMITIAHTATE AT PHECALHH KORULOB GeapelneX KocTeil (A1 4);

- ckeneTHhie WTH(TL B cnHs (A 1.5);

- ckobnn (AL G

- MATKHE MPOBOIOKH 18 CEPRASHA (CKPENNeHHA KOCTHLIX OTIOMKOR) H JIPYIHX BHIOR
ipkcaunn (A.1.7);

- yeTpoHcTRa 108 dHkcauuy nossododiura (A 1.9);

b} HHCTPYMEHTH 118 YCTAHOBEKH HMIIanTaTos (A.2):

- HHETPYMENTE! A/tH obecneusnna coeannenns (A2 1)

- crepia W meTdnrn (A2 2)

A THIR HMIIARTATOR 118 0CTEOCHITE A

A.L.l Buntw L8 kocTed

ISO 5835—9] Munnantat ana xupyprien. Metanadeckue BHOTE 18 KocTeil nog
HIECTHTPANNLIH K1i0d co cepHueckoil onopioil NAGCKOCTEI0 H ACHMMETPHYHOH pe3ndoil

ISO 926888 Wwmnnanratm ans xupyprus. Metannudeckue BHUTEL 118 KocTell
KOHHYECKOH onopHoil noBepXocTEI0 roioskH. PaiMepl

A 1.2 MaacTuns 408 KOCTEH

.
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[50 583688 Humnnaonrarel ana xapyprad. Mertananueckne NIacTHHLL 1708 KocTed.
COTREPCTHA AMA BHUTOB © ACHMMETPHYHOH peikdoi i cepiueckoi NoBEpXHOCTLED

IS0 9269 —88 Hunnanrare ana xapyvprus. Metannnueckne naacTHibl 108 KOCTEH.
OTBEPCTHA W NATLI ATH BHHTOR © KGHHYECKOH 0NOPHOH NOBEPXHOCTLIO FONOBER

A3 HutpaMelyLISpHEE KPENeXiLIe YeTPoilcTEa

IS0 5837-1—85 Hwmpnanrate ana xupyprus. Hurpasmeaynnapnuwie  kpeneminie
cueTeMsl. Yacts 1. MoTpameaynaspinie rEo3IH ¢ NONEPEMHBM CEHEHNEM B BHIE KICBEPHOTO
AHCTa Wil V-00pasHLiM NonepediuiM ceuenHeM

IS0 5837-2—80 Hwmnnanratw ana xupyprud.  Hutpamenynnapuwie Kpenenbie
cucTemel. Yacte 2. Meaynnapusie mrudims

Npusmesanne — B pacroamee spema 150 3837-1 w 1530 35837-2 nepecuatpHBaioTea
THCOVPTT 15142 )

A.l4 Humaantarel 008 pHKCAIEH KOHUOE DeIpeHnLIX KocTeil

IS0 861591 Heakteikie XHPYProveckie HMIVIAATATEL Y CTPOHCTRA, HCNOALIYEMBIE
ana huEcaunH GeIpeniLX KocTel pipociuX naunentos. Texunueckne Tpebosaiis

ALLS Creneronle ITHRTE B CIHIE

IS0 5838-1—95 Hmnnadratel ana xppyprug. Couubl 4 wTadTsl 008 CKENeTHOTO
uiTAFennd. Hacte 1. Martepnan u mexannvueckne tpebosanna

IS0 5838291 Hmpnamratel ans xupyprud. Cnousl o mTHfTel 408 CKeneTHoro
uiTaaenis. Yaers 2. Meosan Wreiinvana. Paisepi

50 5838-3—93 Hwmnnaprats ana xapyprov. Congs o wridTe 008 ckenetnoro
purTAFenna. Hacte 3. Cnnow Kupmnepa. Pazmepi

ALlL.6 Crodm

IS0 882788 Hwmnnaurarel  angs xupyprus.  Oproneandeckwe ckobul
napaIenbieMy Hokamn. Obmne Tpefosanng

ALLT Markne npoBoaokKH 108 CePRIAAKD (CKPeILIeHHd KOCTHLIX OTIOMKOE) W
JAPYIHX BHIOE hHKECAIHNA

IS0 1033494 Munnantare! 208 xupypraf. Markas nposonoka 1 daio#eia WBoE
H ApYTroro NpHMeHeHnA

ALLR Yerpoiictea 198 BHemHel PHKCAUNA KOCTEH

Mpusmevanne B HACTOAICE BPEAMA MEHIYHAPOIHEIY CTAHIAPTOR N0 JaH#0l TeMaTHEe
HET, HO OpeRioKeHnd no paspaborke TAKOre CTAHIAPTE HMEHTCA.

ALY YerpodicTsa 148 GHECAINE NOIBOHOYHHK

Mpusmeswadne — B nactosulee BpeMs Mo JaHHOH Teme paspadaThiBaT HECKOILKEO

cranaapros [S0.

5
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A2 HuctpyMenThl 118 0CTEOCHITER

A2l HuerpyMmenTil 118 obecnedenus coeIHHENHA

IS0 8319-1—9 Hucrpysmentnl Ana oproneans. CoeHuHTensisie aneMentsl. Yacts 1.
Enoun ana BHHTOB ¢ IeCTHIPAHHON roloBEOI

IS0 8319-2—86 Hucrpymental a8 oproneany. CoegHunTensine wieMenTl. HYacre 2.
OTRePTEH 0OLIKHOBEINLIE, KPECTOOOPAINLIE H KPECTOOODAIILIE © HIMEHEHHBIM OpodiEIem

A2l Crepaa H METYHEH

SO 9714-1—91 OproneaMdeckie cBepIMIblLIe HucTpyMenTnl. Yacts 1. bypuishme

CREDIE, METHHEIL, ICHEOBIYILIE I.']'J]'!IBZH:[

9
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NPFH IR EHHE b

(CHIpABOMHOE)

Cranaaptei ISO ma MaTepuainl 108 0CTEO0CHHTE R, NPHIOAHGCTE KOTOPLIX

MOITHEEPARTCHA KIAHIH YECKOH N PaKTH KOb

ISO 5832-1-—-97 Hmnnautatel ans xupypruv. Metaanuueckune marepmans. Yacrn 1.

Crans nepikapenmas geqopMupyenans

2

IS0 53832-2—93 HUmnnantarsl ana xupyprad. Meraannseckue mavepmanw. Yacts

HE.’[E:]'I.!FIi‘JEEI][JIh[I-i THTAH

L)

IS0 5832-3—96 Hsnnawrata ans xupypruv. Metaanuueckne marepnan. Yacte
NedopMupyeMulil THTANOBLI CONAE, TETHPOBANNEIH amoMunHes (O %0) 1 sanagues (4 %)
[SO 5832406 Hsmnnantatel ans xupyprud. Meraanuueckue smarepuanm. Yactn 4.

Nureinui kodanLToRE CNas, TerHPORARNER XPOMOM B MOIHDISIOM

Ly

IS0 5832-5—93 HUmnnantars ans xupypruv. Mertaannueckne marepmans. HYactn
Hedopurpyenilii Ko0alLTOBLIH CIUTAE, NErHPOBANIEH XPOMOM, BOALfpaMom i HHKeIEM

IS0 5832-6—97 Hmnnautati aus xupyprud. Metaannueckue marepuans. Yacte 6.
Hedopurpyenslii ko0anLTOBRE CNIAE, NErHPOBARILIH HAKEIEM, XPOMOM 1 MoaHGaenoM

ISO 5832-7— 04 Hsnpnautatsl ans xupyprud. Merannuueckue marepuans. Yacrs 7.
Hedopuupyemutit  xonoanohopMopainmi KoDaNsTOBLI  CHNAB, JETHPOBANILGE  XPOMOM,
HHKENEM, MOTHOIEHOM 1 FKeneiom

IS0 5832-8—97 Wmnnanrarnl ana xupyprud. Metaanngeckne marepuann. Hacrn 8.
Hedopuupyesulii ko0aiLTOBLIH CNNAB, JNErHPOBAHHBI HHKENEM, XPOMOM, MOTHOZSHOM,
BOTBPPAMOM H KENE30M

ISO 5832902 Hsnnautatel ans xupypruv. Meraannueckune marepuans. Yacrs 9.
Nedopurpyemas HepkaBeoman CTANkL ¢ BRICOKHM COOEPIKaHNeM ai0Ta

IS0 5832-11—94 Hmmnantate ana xupyprud. Meraannyveckne matepuane. Yacte 11.
Nedopurpyemblii THTANOBLIH CIAE, JETHPOBANHLI amoMuixes (0 %) 1 nnotunem (7 %)

IS0 583241296 Hunnanratel ana xupypruv. Metaanwyueckue matepuanu. Yacte 12.
Hedopuupyesuli KoOaNLTOBR CIUTAE, NEFHPOBANHEI XPOMOM B MOIROICHOM

IS0 583392 Hunnantate! 208 XHPYPIrHE. AKPHILIEMENTE

50 5834-1 98 Hwmnnautatel ang xupyprud.  [lonmstunen ¢ yaLTpaBbLicoEHM

soseRyaspiay gecos. Hacre | [opowmkoodpasnas gopua

L0
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Mpumeganne B nocroswes ppema 150 5834-1 nepecumarlpusacicd, Tak e Kak H
cooTeeTeTeyIouH cranaapT ASTM F a48-84.
IS0 5834-2—98 Hwmnnautarer ona xupyprad. [lonpatunen ¢ yanTpaBLIcOEHM
MONeRYIEpHLM Becos. HYacts 2. hoprosaniee Hilenns
Mpumevanne B pasdoil cTencHit MOCYT OpEMEHATECH AHANOMHYMHLIE HALHOHATBHBLE

CTAHAAPThL.
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NPFHJIOAREHHE B

(CHIpaABOMHOE)

‘T'I.'11:II,EIH.|_:IT1|-~]1 OTHOCHIIHECH K HCNBITANHAM H OOEHKE KONCTRYKIHH

[50 6475—8Y Hmnnantatel nns xupyprus. Metannnueckne BHHTLI 008 KocTeild c
acHMMeTpHunoil  pessdoil  w cdepuyeckoit  onoproil  nosepxuocTeio.  Mexannueckue
TpefOBANHA H METOAL HCTILITAHHH

IS0 9585—00 Hunaautarel 008 xupyprud. MeToas HCNEITanna IEacTH 08 KocTel
Ha MPOYHOCTE B CONPOTHBIEHHE Hirkedy

IS0 958493 Hwmnnanratel  ans xupyprad.  Hepaipyiaiompil  KOHTPOIL.
Penrrenorpadmueckoe HeCNeI0BAINE JTHTLIX METANIHYECKHX HMILIANTATOB I XHPYPIHH

IS0 958393 Hwmnnastatue  ans  xupypran. Hepaspyioaomnil  KonTpodib.
Hecnepopanne MeTanaMHeckux XHPYPrUYeCKHX HMIUIANTATOR © MNOMOUILK TPOHBKAIOWEH

HHIKOCTH
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MNpuaoaenne 1A
{copasounne)

CREeTeHNs 0 COOTBCTCTEHH MEATOCYI1APCTEEHHLIX CTARAAPTOE

COLLTOUMMEIM MEETYHAPNITHEIM CTANTAPTAM

Tadnwuwuwa JAl

ChosmaueHe 1 HaHMeNOBAHNE
MEEIVHAPOAHOrD CTANIAPTA

Crencin
COOTECTCTRIA

OE0THAYenNe H HANMSHOBaHE
MEBRTOCY TAPCTESHIOND CTANAAPTE

[SO 146301997
HeawTHBHLIE XHPYPTHYECKHE
HMranTaTe. Ooimme
TEXHHYECKHE TpeDoBaNA

&

* CoOTRETCTBYIOWING MERTOCY IaPCTEENNLIl cTannapt orcyTereyer. Jo ero yreepsaenna
PYCCKHI  A3RIK  JAHHOTD  MERIVHApoInoro
crangapta. [lepesoa gammoro semayuapoipore cramiapra #axoantca B8 egepaaniiom
HirhopManHonEoy GORLE TEXHHISCKHE PEMTAMENTOR H CTAHIAPTOR.

EROMENOYETCAE  HCIIW]ILIOBATE

nepenan  Hna

rocTt

[OCT ISO 14602-2012
GostExpert.ru
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YK 616-089.743-77:006.354 MEC 11.040.40 DT

Fniouesnie cnosa MeqHUHICKHE HINeTHA, HeaKTHEHLIE KHPYPRIHYCCKEE HMOTAHTATEL, OCTEOCHIITES,

TpeboBan+s
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