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Npenucnonue

I PASPABOTAH BeepocoHliceEmy HAYYHO-HCCARIOBATENLCKHM M HCIBITATENBHBM HHCTHTYTOM METH-
uHHCcKoH Texnukn (BHHHHMMT)

BHECEH Texuw4yeckus KOMHETETOM Mo cTanzapriiaumy TK 11 «Meguusucrse npHdopsl H annapa-
Thd®

2MNPAHAT U BBEAEH B JEWCTBME [NocTanomienienm lNocertanoapTa Pocewy  oT 29 1ekabpd
1999 r. Mo B50-cT

3 Hacroau#l cTapgapT npelcTaindgeT coDoil avTeHTHYHBIHA TekKCT MedIviapoaroro crangapra MO0

460298 « Heak THRHBIE XHPYPIHMECKHE MMITTAHTATH. MMIUIAHTATEL M08 OCTeOCHHTE . TexHHUecKHe Tpeho-
BAM K

4 BBEAEH BIEPBLIE

i MMNK Hinarenscrso cranaaptos, 2000

Hacroammii cralmapr He MOMET GBITL MOAHOCTEEY WIM YACTHUHO BOCTPOMIBEIEH, THPAXHPODAH
H pAcOpOCTpaHeH B KavecTne ofUHATLHOMO W3ZanHa Ge3 paspemenna Noceraunapta Poccnm
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MPHIKEHHE B
{CnpaE B HOe )

Cranzaprel HCO na maTeprain 118 0CTEOCHATETR, TPHIOAROCTE KOTOPLIX
NOATBEPEACHA KAHIHY9ECKOH npakTHKOH

HOO 3832-1—97 Hsuwanrars s cpypras. Merwummaeckne samepuast. Yacrs 1. Crane nepaasewinan ae-
thopuHpyeMan

HOCD 5832-2—93 Hanaawrars aos sapypriet. Meraaeckne smarepaaas. Yaers 2. Heseruposasnmi turan

MO 5832-3—9 Munaasrarw ans xepypris. Metanmeseckne sarepnane. Yacrs 3 Jepopuupyes e turano-
BRI CIUTAB, JeruposaHHslil wnomuaines (6 %) n prraanes (4 %)

HOOD 53532490 Humaantars and sapypras. Meranmseckue marepuans. Hacres 4. JInmeiineil obaistossii
CILEER, JCTHPOBAHHER Xpomon i soanbaeHom

HOCD 3832-5973 Mumasrars g supyprss. Meramieseokne sarepaaan, Yacrs 5. Jepopsmpyesisei kobaisro-
BEIH ChLIas, NermpoBHELLEL Xposos ., BOOTRPPAMOM B HEKEIeM

MO 3832-6—97 Haasrarm ans xupypris. Meranmseckne smarepiane. Yacms 6, Jedopsupyes el Kok
TOBRI CIUIAB, MErHPOBAHHE HHESISM, XPOMOM B sOIHDIEHOM

HOCO 53832-T—9 Manaasrars: ans supypron. Merannsaeckne sareppans, Yoo 7. Jegopanpyes i sonoano-
thopuoBaHHER KODANETOBRHA CIUELR, NErHPOBAHHENT XPOMOM, HHUKSIEM, MOINDISHOM B OSE0E 106

HCO 55332-8—97 Hammranrars gis xepypriet. Merwumaeckne sarepraoss, Yoo 8 Jepopaupyessiil sobwie-
TOBEI CIUTEH, JErHPOBRHELE HUESIEM, XPOMOM, MOIHEIEHOM, BOORPRMOM N 3eTeHm

HOD 35332-9-92 Hummnanrars 408 supypras. Meraomeckue smarepuans. Yacms 9. Jedopuupyesan sepsape-
HHUAH CTRIE © BECOKHM COOSPHEAHMEM BHITH

HOOD 553 2-11—9% Msnaanmars o xupypron. Mertwoumaeckne smarepaaan. Yacrs 11, Jedopanpyesuii tira-
HORRH CIUTEE, JErHpoBEHHEE atoMannes (6 B o nuobuew {7 %)

HOCD 383241 2—96 Hsmwnanrars 18 supypras. Metansseckne varepawst, Yacrs 12, Jedopanpyeseni kobais-
TOBBL CILTAl, ASTHPOBAHHBLD XpOMOM W MOIEDICHOM

MO 583392 Hsnaanrars: 208 xHpypruf. AKpuiuesMeHTs

HOOD 5834-1—98 Hunmanrares: ans xupyprad. [Toonsmwied ¢ yIsTpRERICOERM MoKy IHpHEM Becon. Yacte 1.
Nopowkoobpainan fopua

Mpusmedanne — B racromuee spess HOOD 583-1 nepecmarpiBactcn, TaK #e KAK M COOTBETCTEYVHIUMI

cradaapr ASTM F 643 —84,

HOO 53834-2—98 Hsnaanrare A sapyprad. TTomssrwies ¢ yisTpEBsco kM Mocie vy EpHEIM Becont. Yacts 2
DopMOBIHHEE HATEIHA

I PHMCHAHKC— B FI'iLH.Hﬂi‘t CTCIECHH MOMDVT NPHMCHATECH dHETOMTYHEC HALHOHELU BHBIT CTAHIAPTH.

MPHNOKEHHE B

(CnmpapoHOe)

'E'I"BI!III,HFIH._, OTHORCAIHECA K HENLITANHAM H 0HEHRES RONCTPYEIHHH

HOO 6475—89 Hamwanrars s xupyprad. Metannmseckns susmsl 008 K0cTed ¢ acHMMETPHHON peanboin 1
cepEpHNECKON ONopHOH noseprHocTee. Mexannreckne TpefoBaH A 8 MeTOOLL BCNLITLH il

HOD 938 5—00 Humaanrate 218 xepyprid. Metons HCOETEHNA IWEacTHH LIH K0CTel Ha NPOYMHOCTE M CORpo-
THRIEHHE H3rwhy

HOO 9584 —93 Hanpastarna ws supypran. Hepaspywaomudi kosrpois. Pernmrenorpaduyccroe socieomsHmne
JIHTHEE METALIHMECKAX M ITIAHTATOE 208 XHPYPIHR

HOO 95383—93 Hammnanrarst s supypras. Hepaspyisasoumsil owrpoas, Hocneiosanme Metaingyeckms xi-
PYPIHUHSCKHY MMIUTEHTATOE ¢ DOMOUIER DPOHEKRKIEH EHIKOCTH
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VIK 616—089.743-77:006.354 OKC 11.040.40 P22 ORKIT 94 3800

kmovepple CIoBa: MeIHUHHCKHE MAISTHA, HEAKTHEHELE XHPYPIHYECKHE HMILTANTATE, OCTEOCHHTED, Tpedo-
BAH A

Peaakrop P. O Pedepong
Texnmuecknh peaaxrop M. C Fprwasces
Kapperrtop £ #. Mumpoghaweer
Komnewrepnas seporen 5 N Pawarowoi

Mo, man, M 02354 oo 14072000, Caswe n smabop MEA2000.  Mosaopcanes o pedars 7 00CMHO0. ¥ero new. o 1
Yoewan, o, 093, Topas 142 asn. © G052, Fae. 2386

HNK Hinareawcrse cranzapros, 07076, Mocksa, Koaoopesnwii oep., 14,
Habpaso 0 Kanysckod raporpadise crannapros mo [I2ERL.
Kanymscxkan tanorpafun cranopapron, 248020, ¢ Kawyra, ya. Mockonokas, 156
MAF M 0401318
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Brenemme

Hacroaiuil cTansapT ARTASTCA NPAMBEM NPHMEHeHHeM MedovHapoanore ctangapta OO 14602 958
« HeAKTHRHELE XHPVPIHYECKHE MMIAAHTATH. MMmnanTtatel 1A octeocHuTesa. Texunueckne TpebonaHns,
MOAroToRIeHHore Epponelickiy KoMHETETOM o cTantapriiand ({CEH) copsmecTio © TexuHYeckHM KoMH-
TetoM MCO TK 1530 s MsMmnanTars pas8 supyprades, [TK 3 «0cTeccHHTE 3e B COOTESTCTEMH © COMTALLIEH HEM
o TexHueckony cotpyannuectey MCO n CEH { Bencxoe Cormamenne ).

Craynapt EH HCO 1460298 paspatorad Texumdecskns komuterom CEH/TK 285 «HeaktHpHue
KHPYPIHYECKHE HMILTAHTATE: {CEKPeTapHaT KoToporo dovHELHorHpyeT npy Hntepaaackos HHCTHTYTE CTal-
DAPTHIAHK) B coTpyaHryecTBe ¢ Texunueckus KoMuteToM HCO TE 130 « HMmmanTaTel T8 XHPYPrighs .

Eepponefickuid crangapr paspaborad nmo mopydeddm, gauuomy CEH Esponeiickoid kKoMuccHed o
Esponefickoil Accoumaumed cpoboguol toproin (EACT), B noorsepxigeT oCHOBHLIE TpedoBaHHA
Aupextus EC.

Epponeifickie cTAaHIAPTEL, B KOTOPLX PACCMATPHAAKTCH TPEOORIHNA K HEAKTHREHLIM XHPVRIHYECKHM
HMELTAHTATAM, TOIPATISETOTCS Ha TPH VPORNA (NepBblil YposeHh: ARTASTCN HAMBLLCIIMAM )

NEPBLIH — obunge TpeboBaH N K HeaKTHEHEIM XHPYPIHYMECKHM WMILTAHTATAM,

BTOPOH — YAcTHEE TPeDOBAHNA K FPVINaM XHPYPIHY8CKHY HMILIaHTATOR,

TPETHH — CHEUHAIEHEE TPehOBAHKA K KOMKPETHEIM THITAM XHPYRPrAYSeCKHY MMILTAHTATOR,

CramiapTel TRETLETO YPORHA MPHMEHAITEA K CNeUHLTEHLIM THITAM HMILIAHTATOR B ITPeIenay JaH o
(PYINEL, HANPHMED K OpoTeIaM TazobeIpeHHEY H KOTEHHL CYCTAROR,

HacTosmmil cTapiapT ARIAETCH CTAHZAPTOM GHTOROIO VPOBHA M COOepaMT TpeDOoBaAHMA Ko BeeM
HERKTHEHEN XHPYPrEYEC KM HMILTAHTATAM, COCTABARIOLIHM IPYIY HMILTAHTATOR, TPHAEHAEMELX B OCTe0-
CHHTEZE.

CTanmapT Meppors VPORHS COTEpEHT TReDOBANHA KO BEEM HeAKTHRHLIM XHPVPTHUYSCKHM HMITTAHTATAM.
B meM Takme JaHBEl CCRUTKH HA JOMNOMHMTEILHERE TPEeDOBAHKA, CONepEaHec] B CTAHAAPRTAX BTOPOD M
TPeTBETT YPOLHEN.

Crannapr nepnors Yposus onyinukosan kak ctangapt EH HOO 1463097 {Ha oCHOBAHWH eI paipa-
fBoTan oredecTneHHLIA crannapt FOCT P HCO 14630).

A paceMoTpeHnA Boex Tpebosaii HeoDXOIHMO HAYMHATE C HIVHeHHA CTAHIAPTA CAMOND HHIKOTD
YPOBHA.

CCBUTKH HA COOTRETCTEYIOIUME CTARIAPTEL MPHGEIeHEL B MPHI0HEHHAY K HACTOSALLE MY CTAHIAPTY.

B nononnenwe k tpefopanmay NOCT P HCO 14630 pacToammil CTAUIAPT YCTAHARTHERET Cnocod
DEKTAPALMM COOTRETCTEHA OCHOBHEM TPpebopauuas obwero xapaktepa lNpunoskenna | K Jupesmine Coseta
EZC 93/42 o1 14 miona 1993 I B 4acTH METHUEHHCKHX vCTpolcTe B Tol Mepe, B Kakoll OMH IpUMEHMMEL K
HEAKTHEHEIM XHPYPTHYECEHM HMITTANTATAM LTH OCTeOCHHTE 4.

HMupse cnocobl NOATEEREIEHHA COOTESTCTEHA YEAZAHMHEIM TPeGOBAHMAM MOVT TAKEE HCNOMEI0-
BATECHA, B GACTHOCTH, B OTHOMeHHH HMITIAHTATOR C VIORTETEOPHTENEHEIMH JKCILTVATALHOHMHLIMHA XapakTe-
PHCTHEAMH B TEYeHHE JNIHTENLHOMD NPHMEHEHHA B KIHHHMeCKDH NIPakTHEE.

Hacroaumifi crannapt fonomiset obmme tpebosanus ctangapra NOCT P MCO 14630 va HeakTHEHbE
KHPVYPTHYECKHE UMILIAHTATEL M YCTAHARTHERET Y3CTHEE TRe0oBaMHA K HMIUTANTITAM LA ocTeccHuTesa. Ol
NOCTAEH NPHMEHATECA copMecTHo ¢ TOCT P HCO 14630,

HeakTvaHbpe XHPYPTHYSCKHS HMIMAHTATEL 200 OCTe0CHHTE A HEMOILIVIOT [pH JeYeHHd TPanM H B
BOCCTAHOBHTENLHOH XHPYPrHH. U HY AOMOWER ODECTIEYHBARTCH PEmosHIIHA KocTel NocTe nepeloMon 1 cTa-
DHITHIALHA KOCTHEX (HITH NPHMBIEAGLIHEY CTPVETY [ TIDH TeMeHMH KOCTEH HAH HX CPalie il M/ IH 408 HX
MOLIe PKEH WIH Koppekudu. [Noche JocTicEeHNA NOCTAaRmeHHOH Metd HMIUTANTATE THOO YIATAOT W3 opra-
HIEMA, THOD OCTAIOTCA B MeCTe BHM e HA.
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FOCYLAPCTBEHHBIH CTAHOAPT POCCHHCKOW @QENEPALUMHM

HeakTHRHEE XHPYPrHYECKHE AMILIAHTATL
HMILTAHTATEI J/1A OCTEOQOCHHTE3A
Texmieckne TpedoBaNKA

Mon-active surgical implants, Implants for osteosynthesis, Padicular requiremenis

Jara seepenns 2001 —01—01

1 ObaacTs npHMeHeHHA

HacToammil cTaHIapT yeTaHAWTHERST YacTHRIE TPeOOBAMHA K HEAKTHEHLIM XHPYPIHUYSCKHM MMILIAHT-
TaM LA OCTEOCHHTESA (TN — HMILTAHTATAM).

TpeboBaHHA HACTORILIEND CTAHIIPTA ARTHIOTCH PEKOMEHAVEMBIMIE.

B pononuenne K NOCT P UCO 14630 yacTodunil cTanmapT coqepauT TpedoBaing K NpoekTHE M
TEXHHYSCKIM XapakTepHCTHEAM, OCODEHHOCTAM KOHCTPYELIHH, MATEPHATAM, OLEHKE KOHCTRPYKLIHK, NPoLec-
CV M3rOTORIEHHA, CTEPHIHIALHA, VITAKOBKE H HHMOPMALIHH, MOCTARTASMON HITOTOBRHTENEM.

2 HopmaTHEHBIE CCHITKH

B vacTodies craliapTe BCIOILIORANA COBLTEA HA CHeIVIoIHl cTauIapT:
IMOCT P HCO 1463099 HeakTHBHEIE XMPYPrHYeCKHe WMIIaHTaTel. O61IHE TexHHYeckue Tpebo-
BAKHA

Mprmedsnne — B uacrosuues cTaHIEpTe HE ERPRECACHE HOPMATHEHLE H CHPELEHLIE COBUTKMN, EEpEuEs-
Jennee g DOCT P HCO 14630, onsako o8y AcicTBUTETEREL M IUTH HACTORMICTT CTAHAFTE.

3 Onpenenennsn

B sacTosies cTanIapTe MPHMEHAKT TEPMHHLL ¢ COOTRETCTEYILMME onpercieHmsimy no FOCT P
HCO 14630 1 Tepymun 3.1,

3. meaKTHRHLIE XHPYPrag9ecKHil HMNAANTAT 108 OCTeoCHnTea: B HpnaemMor B Oprafiiss HeaKTHBHOS
MEIHUHHCKDE YCTPORCTED, NpeiHaIdadeHHoe And obecnevyend NoIepEkd KOCTHELY CTPYETYD, Xpaued,
CVNOEHTHH W CRATOMK.

4 MokazaTen HAIHAYCHAA

MoxkazaTeny HASHAYEHHA MMILTANTATOR JOEHE COOTRETCTRORATE paigeny 4 FOCT P HCO 14630 ¢
YUETOM JOMNOIHHTEIBHEY paKTopos, npapefsHHmy b4, 1—4. 3 KK NPHIogHLIY K IpHsMeHEHHID,

Mpunwmedanre — Borenorane nHONBHAYVATEHER OCOBEHHOCTEN BHATOMHMECKDIT CTPOEHAH, MECTORENON-
JEHHA THEPRIOME H TPHMEHEHEA HMILBHTATAE HeobxmmumMa, 9TohE nocaeisne ofiiaann YHRBS PO BHOC TR, KOTI
OHE HCTIOIBSYIOTCH A o0ecnesse HEA OCTeoonHTe 0, PraMep MMIUEHTATI ONPEIEIRETCE SHATOMBHSCKHMH OTPaHiqe-
wuayn, Texpnueckie SpaKTepHCTHER HMILTAHTIT FBHCHT OT COCTORHWA B KOHEMH MyPeLn KOCTH, & TAERE OT HamH-
MHH PALIHMHBIY AC(EKTOR.

Hinanwe ofunpassnoe

1 |



rocTt P HCO 14602—99

4.1 DynEuHOHATLILE XAPAKTE PHCTHER

[TpH cocTaBIEHHH TEXHHYECKOID OMHCAHHA B JOKYMEHTAIMIO HA MMILUIAHTAT HeOGNOIHMO BETIOYATL
CASIVIOLIHE AL

a) THIT (pHKCAIEN KoCTel, Xpseil, cyXosmmiil iy cBasoK;

b cpeacTea HKECALAN WM KPLILUTeNHA HMITIAHTAT B KOCTH,

C) COemUHEHWE MEATY KOMIOGHEHNTAMHE HMITIAHTATA W KOCTHIIMME WIH HHEIMH CTPYVETYMK]

d) HENIBIOEAHAE & MOBTOPHLIN OITepELlHAN;

£) BOAMOKHOCTE HIBIEMe A,

f} BoanefcTEHE HMILTAMTATA HA KOCTE W NPHMBKAIOUHE CTPVETYPE, HATIPHME:

= CTADMIHIALIMA,

= OIPAHHMeHHE WIH PETYITHPOBANNE IRHASHHA,

= plecrgyYe e PENOIHLIHE NePeIoMOD B BLHBHXOE KOCTH M IPYTHX CTPVETY],

= KOPPeKIHA HITH peryiHpoRaiie R pasHMBAHAA,

= MepeHoC OTHOMEOE ((hparMeHTOR) KOCTH,

- KOHTPOAL 34 KOMAPEccHe BATH IHCTPREKLMHed;

= BeI0ONACHOE B OTHOIEHHHA COCEIHMY CTPYVETV]D paiMellleie HMIAHTATA.

4.2 OcnosHbIE KIHHHYECKHE HAINANENHA

IMpK COCTARTENHH TEXHHYECKOrD ONMCAHMA B FOKYMEHTAHA Ha WMILTAHTAT HeobXOMHMO OnpeIeinTL
CONACTE MPeanoIarae ors TPHMeHe I WMITTAHTITA:

a) neveHHe MepenoMoR;

b} nevenHe omyxoamn;

C) CTADTHIATIHS OCTeOTOMMHN,

d) crabunuzanma aprpoaesa (GHUECALHH CYCTaBal;

) VINHHEHHE, VEOPOUSHHE WIH MepeHoc KOCTH,

[} noggep#Ka BrpaneHHs (3aMelleHHA ) KOCTH (YYACTEH KOCTHEX TPaHCIUIaHTATOR),

2] BCNOMOrATEILHOS CPEICThO MPH BIPRETE HAK (JaMelleHHH ) CYCTABA,

h) neweHHe CKOMMO3IA;

i) cTabDHIHZAUHA MOIBE0HOYHHEL,

i) AedenMe JeTeHepaTHBEHEY Jabonesannil;

K} pekoHCTPYVELIMA CYXOHHIHA.

I} pEEOHCTPYELLHA CHBSS0K.

n PHMEYMABHNWNE — '-E-hél.l.'l1 (i [ ) g ] TFEEI)'-E’TCH, CACAYET YEILIATE AHATOM MU PECEYHY OEIBCTE MMILTAHTALIME.

4.3 Yeaonua npHMencung

Heofixoammo yURTLIBATE (hHIROMOTHYIECKHE WIH AHATOMHYECKHE TEAPAMETPR NALHEHT, KOTOPLIE MOTYT
OKATBIBATE RTMAHHE Ha MOKATITENH HATHAYEHNA HMITIAHTATA, MPHHHMIA BO BHHMARKE CIeIyIOUIHE ACTIEKTR
a) TENOCHO#e HHE [POCT, BEC),

b} BoIpacT,

) NATOOMHYECKHE COCTORMMIL;
d) KAYecTRO KOCTH,

2] HHIHECMTOCODHOCTE THEAMM,

) venonua, oKpVEIIOILIHE TEAHL,
£) COCTOAMMKE MO HAPPY K00,

h) cnocod HMOIAHTALLAR,

i) BEHAMOIEACTEHE ¥ COMETAHME C APYTHME KPeresHEMHA NPUCIoCohIe HHAMM,
i) crenet aKTHEHOCTH MALHeHTA.

Mpuweuswee — Hexoropae yoAGEHH OTPEHAMHEIET NPHMEHEHEE HMIVIHTATOR i TpefyioT oooboii
NPEAGCTOPORHOCTH APH KTMHIYSCKDM MR, Ha seeniyvaraimoHH e SupaETepucTHES HMICIAHTATE MOEET
ORAIEIBATE AIHAHWE COCTORHE NALMEHTL.

5 OcoleHHOCTH KOHCTPYKIWH

OcofeMHOCTH KOHCTPYKLHH = mo pazgeny 3 FOCT P MCO 14630 ¢ fonoiHeHHAMKA, TPHBEIEHHEIMH
B30 w32
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5.1 (bﬂ[fl!.:lﬂ, PaGMephl M JIOMYCKH HMIVTAHTATOR 008 OCTeOCHHTE A, ARTA KD UEIMXCH YacTLEIO COETHHHTETL-
MO CHCTEMEL, JAOMKHLL OLITE TAKHMH, 49TO0L HMILTAHTAT COOTHRETCTROBAN CBOSMY HAZHAYEHMIO, a ero
SKCIUIYATAHHOHHLIE KaYeCTRa HE ¥V IETHCE:.

3.2 [lpH HenBX0IHMOCTH PasMepil HMILTAHTATOR JOVEHE DLTE COBMECTHMEIMH C AHATOMHYMECKHMH
CCODEHHOCTAMK MALHEHTOR, 110 KOTOPEX OHHE NMpelHaidadeHbl.

Mpusmevsanuns

| Ecos sisIs1asTar BsioMact HeCKoIEKD KEOMITOHSHTOR, B ErD KOHCTPYKLME OJEECH DRTE YYMTCH [HOTEHL ML -
HEIA WIHOC, WICKTPOIHTHMECKHI #hlickT # KOPPOIHOHHAE YOTORYHBOCTE [pazgen 5, nepewncierss @l ol €
DujyTOCT P HCO 14630

2 B EoHCTPYEUMH HMILIBHTATE 2O0EHE GETE YUTEHE BHATOMHMECKNE CTPYETYPEL, THIL ORsEToR TEAHSH,
METOIEl GITEPETHEHONY BMELLATEIECTEL, SUEHRISHMNE KOCTH, HHTEHCHBHOCTE CPRIEEHHA M METOAL THOCe0NepRiiHoH-
HOro tedesus. U vAI0RIeTsopeHUE TAKHE PEIHOODPAIHLN TPE0OoBaH Ui DEOHYMITEIBEHAA KOHCTPYELNA HMILIAHTETE
MOHET DRTE EOMIPOMBCCHOE

3B npitiosenns A NpHBSEEH MEPedeHb CTAHIAPTHELY KOHCTPYELMA MMIIAHTATOE, KOTOPLE HiE OCHOBAHMMH
VAORIETEOPHTEIBHON KIMHHYECKOH NPRETHEY NPHIHEGHE MTOIXGEAHMH L3 HAIHEHHOND NPHMEHSH WA,

6 Marepuansl

Marepuans — no pazieny 6 FOCT P HCO 14630,

Mpumesan e — B nproosennn b npupeied nepeycHes CTAHIAPTOR HE MATEPHAIE, KOTOPER HA OCHOBA-
HUH VIHMEIETBOPHTEILHON KIHHHNEC KOl NPAKTHER MPHAHAHE] TIOIX0IRIEHMH LIS GCTeOCHHTE,

7 OueHKa KOHCTPYKIHH

7.1 Odime moaose iHA
OueHEa MMMIIanTaTos — no padgeay 7 FNOCT P MCO 14630 ¢ nepeydcieHHBIMH YacTHRME Tpebopa-
HHAME K 1 PeIEIHHHYeC KOl OLeHKe.

1] PHMEYAHHKLZ— B NPHJICKEHAN B MNPHBEACHRE CTAHIZIPTEL., KOTOPRE MODT fhITE HCII L BEHE [P
QUCHES CODTHETCTEHE PAUIHYHEXY THITOE MMIUEAHTATOE YWOTAHORICHHEM T[H:ﬁl'_'lEHHHﬂM.

7.2 TlpenKAHNRIecKan oucHER

7.2 1 Bo ppesa MpeIsiHHHYeCc Kol OUEHKH MPOBOIAT HCIBITAHMAM in vitro L8 IpoBepEH HeohXnaHMO-
MO BEMMOTSHCTHHA MeRTY HMITTAHTATOM B HHCTPYMEHTARHEM W, SCAH 5TO TPeOVETCH, MEH IV COMPAHeH il -
MM MeRTY CcoDoH HMITIAHTATAMI.

I PHMCHYOHNE — Ecnm HMITIAHTAULHE W MABTCHCHME MRICIEOHTATE HE MOryT DBITE GLUEHEHK ITPHMBIM
CPHBHOCHHEM C CYINECTBVHHIEAMH ]."L']'F-Djﬁi.".l'ﬂ.':l.h'[l-l, CECH BOCAMOGEHOCTH CACOYCT NPOEORHTE MICHEY H TR,

7.2.2 Ecay ang oUeHKH HMILIANTATA HeODXOOHUMEl CTATHYECKHE H/HIH JHHAMHYECKHE HAPYIOUHEE
HCMBITAHMA, WYX NPOBOIAT THE0 Mo CTAHIAPTHEM METOIHEAM MCNWTAHWE (TPpH WX vangun), tvbo ma
HeCePHITHBX JECTIEPUMEHTANLNLIN. MOIENAX ¢ VISTOM XapakTepHCTHE wMianTata. Mi-aa pasuwoobpazua
HMITTAHTATOR B HX CBOHCTE HeoDXOIHMEIE CTAMIAPTEL HA HCIIEITAHWA MOMYT OTCYTCTROBATE, 4 JeHCTEYIDMHE
CTANIAPTH — HY#RIATECH B MOTHHHKALHKA.

MNMpumevanns

| Mpy nposcieHyy NP KimHUMecyKoil OLEHEN DPHHHMAICT B0 BHEMAHHE POSyiLTETE OUEHKH AHAIOMHYHLLX
HMILTAHTATOE HIH OCODEHHOCTH KOHCTPYELHKE KOHEPSTHOMD HMIUIEHTETL.

2 B 3apnc Mol OT IIPHMEHASMELX METON0E HCNBTAHWA SMOMYT ObITE OTHECCHE K CIEIVIHINRY YROBHAN:

A) OCHOBHEE TEXHHYSCKHE RCNEITHHHE HMIVEBHTETOR HIH MY 980Tei (Cpeins, PEIpeios) JUIH XapaETeRHCTHEN
VOTPOACTHA (HAanpuMep PacTHReHHE, wirmb, CEpyQHBIHNE);

b} HCHLITAHME CMOHTHPOBIHHEY KOMIOHEHTOE B MPEINOIardeMBEy YEIOBHAY MPHIEEHIE HATPY IR,

C} HCOBITAHHE KOMILICKTOR B G000 GHOMEXEHMHMOCKHY  VOIOBHAY [KOCTE MOMET GuTh 3aMOMICHA OIX0IE-
WHM MCKYCCTECHHEIM MATERHLIOM )

d) MCHLITAHHE B CTATHYECKHE MM DHHAMHYSCENY VOI0RHAX {UHEIHMSCEDE YOTRIOCTR).

3 na oueHEM OCODEHHOCTEH CNEUMLAIEHEY HMITHTITOR MM KOMIJEKTOR HMITEHTATOR MOryT BuiThs NpoBeas-
HEl HCTIETIRHHA B COCHMAILHEY YOIOBHAX NPIIREHET HEIPYIER 1 HIH OKPYAREILEH Cpeik.
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8 HiroTtoeaenne
HMiroTomme e HMILTARTATOR — no pazneny 8 FOCT P MCO 146340,
9 Crepuanzanns
CTepHIHIALHA UMIIAHTATOR — no paigeny 9 FOCT P HCOD 146310,

10 ¥nakoeka
YNakoBKa MMIAAHTATOR — Mo padgeny 10 NOOCT P HCO T4630.
11 Undopmanua, npelocTaBIAeMan HITOTOBHTEIEM

HMudopyaliig, nperocTARASesMas HIroTonHTeaem, — no paageay 11 FOCT P HCO 14630 smecte ¢
MBS DS HHENE YACTHEMM TPeGORaHHETMH.

11.1 YacTisie YCADBHSA TPHMENCHEA

HMuiropyanus, NOCTARTAEMAR HIMOTORATETEM, IODEHD BETRYATE CIEIVHLHE CReTeHH:

4) HGOPMALH 0 W3IBS HHID WMILTAHTATL,

b} orpaHmMueni, KEcamouiHecs Monuqgu KAl HMILUTAHTATA MOCHe MOCTABKN, HANPHUMED, B OTHOLIEHHH
pazMepa, POpMEl, COCTORHHA MNOBEPXHOCTH.

11.2 Mapknposxa

Mapxkuponka HMtauTaton — no 11.3 FOCT P HCO 14630 BMecTe © NPHBEIEHHBIM HACTHLM Tpefo-
BAMHEM.

MapkupoBKa Ha AMIVTAHTATE He I070EHA OKASKBATE BReIHOro BOIMeHeTRI Ha JECOIVATAUHOHH LS
NAPAKTEPHCTHER HMILTAHTATA,
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MPHIOKEHHE A
{CnpaEBOHOS )

Crannaprs MO na HMILIAHTATL B HHCTPYMENTE 18 FCTAROBKH MMILIANTATOR,
EOTOPLIE HA OCHOBAHHH KAHHHYECEOH NPAKTHEH NPH3NANL DPHMOAHLIMH K NPHMEHETHI B 0CTEOCHITESE,

Mpuseqdanne — MNepeycHs COBIOMHEY CTAHIAPTOR NPHESTCH Tass B npamskeHuy A g TOCT P HCO
| 4630,

HurmaanmaTte » conTEeTCTEVEHUHE MHCTPYMEHTRL LA OCTECCHHTEIS OOPEIESISET HL COSOyvouHe THNLL (B
CRODKEX YEEIMHE HOMEP IVHETOR, B KOTOPLX NEPEYHCICHE CooTReTeTRVRMENS craaapra MO0 )

) MMITAHTATE ANA OCTeoCHHTEN (AL

- BUHTE Wi KocTeil (AL 1)

- NAACTHHE! s kocTed (A1 2);

- HHTPAMEOVLIHPHEE KpenesHsie npucnocoiaeHus (A.1.3);

- HMILIAHTATEL AT (pHECEMHM KOHUOR BeapeHisx gocTed (A ].4);

- CKEACTHRE WTHdmsl B cnnues (A 0.5);

- crobn (A LLG);

- MHATKHS DPOBUIOKH I8 CeEolimd (CEPeIIEHHA KOUTHRY OTA0MEDE) M APYIMX BUE0E thukcanmny (A 1.7);

- yerpofieTsa s i kcALMH nodsoHoMHRER (AL 9

b} MHCTPYMEHTE B8 YCTAHOBEW MMnuasTaTos (A1)

- HHCTPYMCHTEL 1 ofecnedcHus cocauHeHna (A2 1);

- CHOPUTA MoMereen (A2 2.

Al Tanb HMILIAETATOR 408 GCTEGCHHTERE

ALl Buerel ana xocTei

HOO 55835—91 Hunpasmare s xupyprad, MeTamindeekye BUHTE U1H KoCTel mo0 [WecTHIPaHHB KIss co
CopEpHYCCRON ONOPHOR MIDCKOCTER M ACHMMETPHYHON peaniod

HOO 9268—88 Hamrasrara we supypray. Merannmaccsme BHTs A EOCTER © KOHHMECKON 0B0pHOH nosep-
EHOCTRIO rosoekn. Paasepet

ALL2 TlaacTansl 198 KoCTeR

HOO 5536 —88 Hunpasrars wos supyprad. Metamnugeckne masctuss s kocteid. OTeepeTHs 118 BUHTOS ©
aeHMMETPHaHOH peisbol i cdeprusckoll noBEPAHOCTRID

HOO 9269—388 Mamasrars ars supyprnn. Meraamieckue mwiacmnsl 120 gocrel. Orsepords B nass 1
BHHTOR ¢ KOHMAGCKOH OROPHOH NOBERXHOCTE MNIOBEKL

ALY Hurpamenyanapusie Kpenesssie YCrpoiicTea

HCO 5837-1—835 Hannmasrars: ans xepypras. Huompaseaymaspysie kpenesane cucresnl. Yaers | Hampasenya-
JIAPHEE AR © NONCPEIHEM CEHSHREM B BHAS KICBSPHOID JHCTE W Y-00PEIHEN THONeMEHEA CEMSHREM

HOO 5837-2—80 Hamnastare oo xupypron. Hetpasenyuspusie kpenesase cuetessl. Yacrs 2. Meaynsap-
HEE WITHF L

Mpumenaanue — B uacroswee speses HOO 5837-1 w HCO 5837-2 pepecsarpusaores (HCO/PIT 15142).

ALd Hummerars 1n8 MEcamms konmoe (eqpesamy KocTel

HOO 861591 (TOCT P HCO $3615—99") Heas TBHER XHPYPTHMECKHE MMITIAHTITE. YOIpolcrsa, Henaisiy-
eMEE LH M KcaninE BeIpeHHE X KocTell Bpochkx nauweHtos. TexHmeckHe TpefoaHms

ALLS CreneTHse Imadyrs W CIHukl

HCO 5838-1—95 Mumnanrare: ans sopypras. Connness v arrmifrs! L CeeneTHOM suriserin. Yoo 1 Matepn-
Al W MEXAHHYECKHS TpeboBaHHA

MO0 5838-2—91 Humanrars ana xapypris. Chdisd 0 wmifitel 208 ckeneTHorn serasedns. Yaom 2. Teoaan
Lreivmana. Paaseps

MO0 53838-3—593 Haumasamars onm xepyprid. Cnnuel i wmsditel s ckenetHons sermssecHnn. Yecrs 3. Comum
Knpunepa. Paasvepia

ALt Crobw

HOO 8827 —E8 Humnawrars: mas xupyprad. Oproneansecsne cxofsl ¢ mapaueisHeiae Homkasy . Ofmme Tpe-
QOBEHIEA

ALLT Markue npoBonoks 0N CepRINES (CKPENICHHE KOCTHREX OTAOMKOR) B JPYIHX BHIOE §Rscimam

HOCO 10334—94 Hummmanmatw ang xepypris. Markas oposoioks DR HATOECHUE  [UBOE W QRYIOED
NPHMEHEHILH

* DHoIHAMEHNE OTEMECTBEHHON CTRHAAPTI, paspaboraHHore He ocvose cradtapra HCOD,



rocTt P HCO 14602—99

ALLE ¥Yorpoiicrea ans ssemmEeil Ukcimims KocTeil

1 PHMSCYBEAHPMSC— B HACTORAIIEE BPCMH MOEOVHEADOIHEY CTAHIAADTOE T DAHHOE TEMETHES HET, HO
NPEATOECHBE MO FI‘.H.'JPHE-UTKE TREODND CTHHIHPTA HMEEITCH.

ALY YerpoitcTes 128 HKCIUEE DOIROHOYHHER
Mpuswevaune — B HacTodmes Bpess 0o TEHACH Tese paipabaTeimanT Heckonsko crangaproe HOO,

A2 HEcTpysenrsl A58 OCTeOCHHTER

A2 1 Huctpysentsl AnA ofecneaeHns COEIHBCHHA

HOOD B319-1—%0 Hucrpysests s opronesdd. CoeauHareasiee aeses sl Yaors L Kuoun 1s suuros
WECTHIPHHHOE MOaoBsoi

HOD 531 9-2—86 Mucrpysenrs g oprone i, CoeaHHTeIsHee aesedre. Haores 2. Oreeprey obukHOBEH-
HEE, KPeCTOO0PaiHEE ¥ KPECTOOBPAIHLE © HIMEHEHHEM Npodueies

AL Ceepaa B METYHER

HOD 97 14-1—91 Oproncayyeckie CRepUMEBHBE HECTRYMeHTe. Yuote | BypiibHER cEpmE, METYHEN, BHED-
RO HBELE dipeibl



