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[Tpenxcionne

I PASPABROTAH BeepoccHiic KM HAVIHO-HCCIEROBATETRCKHM H HCIETATENLHLEIM HHCTHTYTOM Me-
arunnckod Texpukyn (BHUHKHMT)

BHECEH Texunueckny KOMUTETOM Mo cTadaapTHianmed TR 11 « Meguouickue npudops 1 anna-
pPaThls

2 MPMHAT M BEREAEH B NERCTBHE TINoctanomiennen Docetannapra Poccun ot 29 nexaGps
1999 . Mo Bal-cr

3 Hacrosiwmil cTaniapr npeacrantdeT coboil ayTeHTHUHBEGT TeKeT MeXIYHAapOIHOM CTAHIEpTL
HCO 861591 sHeakTHaHEE XHPYPTHYSCKHE HMITTIANTATE. YCTPORCTED, HCMONLIVEMBIE 110 GHKCILIHN
Deape ULy KEOCTeH BIpociEy natdeiTos.. Texnaueckne Tpedonadide

4 BBEOEH BIEFBRIE

2 UK MaparenscTeo cTapgapron, 2000

HacToammil cTangapr e MoMeT BLITE NOJHOCTLE I Y3CTHUHO BOCTIROUINENSH, THPAAMPORAN |
pacnpocTpaied B EAUEcTee OUUHATENOro WiTaiua Gea paspewenna Noceranaapra Poccku
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Bregenme

Hactogumil cTAHIapT SmISeTed NPAMBES [pHMeieHHeM Mexayaapoaiore ctanmapra MO0 861591
«HeaKTHEHEE XHPYPrUYECKHE BMITAHTATE, YOTpoAcTha, HoNOILIVEMEE LNA (OHKCauny DeapeHnLx Koc-
TEH BIPOCALIY NauHeHToR. Texundeckue Tpebopanti s, NoIroTorTeHHoro MoakoMuTeToM 3 «(CcTe0CHHTE T
Texuuveckoro kosmuTera MOCO 150 « Msmuadtarsl 208 XMPYPrHfe.

DHECHPYIDIIHE VCTPOHCTRA, HCMOTBIVEMBIE 175 MPOKCIMATEHOTD W AHCTATEHOTO KOHUOR GIpe HHO
KOCTH, MOTYT GEITE PatTd IOl KOMEHUIVPALHE B 3ABHCHMOCTH OT KOHCTPYRLHY, BRIGPaHHOH HaroToRHTE -
neM, Wik crnocoba waroropnes#aa. OoHako HX patMepi He OOIHHEl MPeRLIaTs: KPUTHYECKHY 3HAMeHHE
B0 HIGEHANHE PHCKA NOBPEEISHHA KOCTH NPH YCTAHOBKE (MHECHPYIOMIETO YCTPOHCTRA.

Llenei HacToRIlero CTauaapTa aangercHd ofecnede e caHHoObPatHa P 0003HAMEHHH H OTTHCAHHY
paIMepOR YCTPOHCTE, YTobi B VCTROHCTRAX PatHeX HArOTORHTEILH e D0 CVILECTREHHEX PAZTHUHE B
EPHTHYECKHY pasMepax. Pasuephl HeoOxXoOUMD YEAIMEATE HA YIAKOBKS H MAPKHPORATE HMH yeTpoilcTia,
K[OME TORO, Ha YIAKOBEE CHeyeT MOMEATE M IPVTVIO MOMeIHYI0 178 XHPYPTA HHQOpMATTHID, HANPHMED,
0 HHCTPYMEHTEX H BCMOMOTATENLHEY MPHCIOCODIEHHAY, HEO0X0IHMEN T8 HMIUTAHTALMY (PHECHPY K-
WX veTpolicTn.
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FrOCYJAAPCTBEHHBH CTAHJHAPT POCCHHCKON DEJEPALHMM

HeakTHBALIE XEPYPrHYECKHE HMILIANTATE

YCTPOMCTBA, HCIO/b3YEMBIE ISl ®HMKCALIMHA BEIAPEHHBIX KOCTEH B3POC/IbIX
INMAIIHEHTOBR

Texnugeckne TpehoBaHH

Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements

Jara eeeacunan 2001 —01—01

1 ObaacTs npuMeHeHHA

Hactoaiumi cTaliapt YyCTAHARIMRAST TPeDORIHHA K MATEPHANAM, padMepaM, oDpadoTe MOBEPXHOC-
TH, VIIAKOBEE W MAPKHPORKE METAUIMYECKHX XHPYPIHYECKHY HMILIAHTATOR, HCIONLIYeMLIX 108 KM
OTAGMEOR, 4 TAKKE MPH OCTEOTOMMHH MPOKCHMATEHOID W OHCTANLHOTO KOHUOB GeapedMoll KocTH ¥
BIPOCARYE MANMSHTOnR, PACCMOTPENE YCTPORCTRS CASIVIOULHY THITOR:

a) FEOIIAN M BUHTEL — LA CAMOCTOATENLHOTD MPHMEHEHN;

b) NIACTHHLE ¢ FROTAAME MM TARCTHHB-PeSUE HEPRTheMHUol KOMETPYRIIHH;

C) COCTARMLIE (PHUECHPYVIOWHE VCTPORCTEA © (HKCHPOBAMHON WAK perviIiupyveMol Beauanioil yrua;

d) cocTapHBEe QEKCHPVIOWINE YCTPOHCTEL CO CRONBIAILWY THOIIEM WIH BHUTOM © TIOLEHMAIOILIHM
NPHCTIOCOGASHMEM HIH De3 Hero,

Tpebopanusd HACTOAILETD CTAHIAPTE ARTHITCA PEKOMEHIVEMEIMIL.

Mpumevanwe — Ha ppueyurax | — 7 NpupegeHn nepeacss @ CHCTEME OBOGHEYSHES POIMEPOS, OIHIKOD
MOPHAGE PRUCIOIMEEHNT KOMODHCHTOBE HE HOPMUPYETCH.

1 HopmaTHBHBIE CCBLIKH

B iacToflies CTAHAARTE WCMONLIOBANL] CCLUTKH Ha CReayIoniHe CTalIapTe!

MOCT P S05E2=93 (MCO 5383591 HMriauTars 20 XHPpYPraw. MeTannuueckue BUHTEL 18 Koc-
Tei Mol WecTHrPAaHHEIA KoY co cifepHMeckol onopHol MIOCKOCTRID M ACHMMeTPHUHOH peinboi

HCO 26]1—73* Pearba smerpudeckas. HOO obwero HaznayeHna, OCHOBHLIE paisepls

HOO 272<82% HManennd Kpenexible WecTHrpadibie. Passep non Ko

HOCO 965-2—80* Peasba serpudeckan. FOCO obwero vadumavenna. Jonyeku. HYacte 2. [penenbHse
padMepld pesLd IAH DONTOR W rack obiero HasdadweHns. Cpeaunil KIace ToUHOCTH

HOO 5833 —E7* HannanTars aag xupyprad. Metanmndeckde satepuantsl. Yacrs 1. Cran, we-
PAABSIOIAH BeopeHpyeMas

HOO 35832-2—=T8% HMunmnantarel 028 xupyprad. Metanasueckse marepdanel. Yacts 2. Henerupo-
BAHHE N THTAH

HCO 3832-3—90* HMwnaapmaTel L1a xupyvprasd. Metanaugeckue Matepransl. Yacrs 3. Hedropai-
pyeMblii THTAMORB COAAE, NerHpOEIHHER amosduines (6 %) 1 nanagwem (4 %)

HOCO 58324 -78% Hsnpaurate o xupyvpray. Metawmwgeckne satepaand. YHacre 4. JlureHwii
KOOWIETORLE CITAE, TerHpoBaHHLIA XPOMOM B MOJTHGIEHOM

HOO 5832-53—=78" HMwinnanmarte 18 xupyvprii. Metarmmueckne sMarepansl. Yacre 3. Hdedwopaiu-
pyeMuH KODANLETOREE COAAR, JErHPOBAHHEIH XPOMOM, BONLEPAMOM W HHEeI2M

HOCO 5832-6—80% Mummanrarst o supypras.  MeTannmueckie Matepuansl. Yacrs 6. dedwopun-
pyeMiuil KODANLTORLH CIUTAR, JETHPOBAHHLEIH HHKEIEM, XPOMOM 1 MoiEbIer o

MO 38327 —B4% Munnadtare! Lo xupyprian. Mertamnsaeckne sarepraii. Yacts 7. dedopsaq pvesesi b
SOTOTHODOPMOEIHHEH KOGLTETOBLIN CIULAR, TErHpOGAHEHEIH XPOMOM, HHEESIEMW, MOTHGISHOM H KeI210M

= Mexgvuaponssie craaapte — 0 BHUHEKH DNocomasnsapma Pocen.

Haaanne oduanansame
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HCO 53832-3—B7* Mmnaauwtars ang xupyprud. Mertanapyeckue mateprankl. Yacte 5. dedopyu-
pyeMitil KobanLToBRI CrIan, JerHPOBIHHLI HUKeIeM, XPOMoM, MOTHDISHOM, BONBDPEMOM H KeAe30%

HMCO 5836-—K8* MMmadmar oaa xHpyprii, MeTUiH4eckie NAGcTHHEL 1A KocTel, OTsepeTin
A8 BHHTOR ¢ acHMMETRHYHON peanboil B ceprueckoll NoBe pXHOCTBIO

HOO E=87% OproneiHqeckie HMILTANTa R, O0wme TpebomaiHg K MapkHpOBKe, YIaKOBKe H
FTHEETHRBAHHI0

HOO 9268 <88* Munnadtatel s sHpyprad. MeTaUiHdeckHe BHHTIL A KOCTeH © KouHdecko
OnopHol nepepyHocTe. PasMephl

MO 9269 838* Mamnanrate 208 xupyprion. Merannpueckse roactane and kocteh. Oreepetis v
MNagkl 10A GHHTOB ¢ KOHHYECKol OnopHol MoBepyHocThLE

3 Marepuanm

31 HononeivemMble METAUIHYECKHE MATEPHAI O HE CODTEBETCTRORITE TPpebosanmay MO 3832,
yacTH 1 —§.

3.2 Cronopiide BTVAKH W BKTATMIOH J0GEHE OLITE MAMOTORIEHEL H3 MIACTHYECKHY MATEPHLIOR.
DTH MATEPHATE HE JOTEHE DIPHMEHATECH B KaKoH-1H00 Apyroil 4acTH MI0eiHs.

Inacriseckie MaTepraibl AVEEHLL BETE DHOCOBMECTHME | B JOCTATOMHON CTeneHH VCTOHYHER K
MOCTOSIHHOMY MATIPHEEEH .

B macTosuiee BpeMA MOMHAMMI-TOMOMOTHMED THNA 66 (HEHAOH BA) WIBECTEN KAk NPHrOIHLIL 11
ITHY LETeH.

4 Tunwt reozaei B PUECHPYHIHX BHATOR

Feoanm B GUECHPYIOLHE BHHTI MOrYT BLITE TPEX THIOE!

A — rpoagn ¢ NpaMoyTOIEHLIM NOOepedHLIM CeUeHHEM;

£ — rooagd A HKCHPYIOMHE BHETI, HCNMWILIYeMEIE 008 EReleHMA B WelKy Wik ronosky Geapa Ges
NOAroTORKN;

O — oAy W UMECHPYIOILINE BHHTL, HCOOILIVEMEE 114 BBEIeHNA B ey WiW ronosky Hempa
TONLEG TIOCTE NPelBpRTENLHOND CREpUIEHH HITH OpYTOH DoIroToRHTENLIOH NPOLETyEL.

Mpumewsnwe — HenorsIoBaEe reocaas WIH BHHTL © GOABIIMM PAIMEPOM FAOMCPEHHON CEMEHHE TPH
BHEACHHH VOTPOACTES MOKET CTATE NPIMHHON paIpRiBa weit Denpe.

5 Paimepmn

5.1 Obwpe Tpeboramas

311 Homenknarypa MIacTRH, TEO30SH W PHECHPYVIOWNY GHHTOR npHeereHa & Tabanue 1.

5.1.2 Paasepld MacTHH, rBosgeil B QHECHPYIONIHY BHHTOE DTOEHE COOTHETCTROBATE VEASAHHLEIM
Ha pHcyHKAX | = 7.

Jna xupypra Hanbolee BAKHBLIM PAIMEPOM SRSMETCN NOALIHAA UTHHA reosieid o QHECHPYILNX
BHHTOB.

5.2 llonepednoe Ceqeine MBoiel @ GHKCHPYIIHX DHETOE THOOE 4 0 8

521 MakcHMan:Han WHpHHa reo3gel THIE A JoTAa COCTaRATE L6 MM, 8 MakCHMATEHAY DIyGuHa —
6.5 s (passMeps & H o COOTBETCTREHHG Ha pHeyHEaxX [ 1 2)

5.2.2 B uazennax tana B nogesdas AIHHA TBO3L HAR QUKCHPYIOUWAX BAHTOR, 0DO3HaAYe HHLIX Ha
PHCYHEAX | — 7, DO/&HA NPOXOONTE YePes KPYT AHaMeTpos 13 s,

EI PHMEMAHME — rl:'IlZ!lZI.'I_I-I H 1IPIII€.E.'J1|'I}‘I.'IL1]]1E BHUHTH THIIA I:'_-‘ NPEAHAIHAMCHEL IIH HCMOTES PRI HEA TOORRD B
NEX CAYVHAK, KOraa nepen HMILIAHTAL e TP GEHD TTPCAEIPETEARHOE PACCHEUIHEEIHHE HITH .‘.I[!l}'[[!llfri:' cnogon [Moana-
TOBKH LLUEHKH 1:11.','1!'.!3. I'lC]IFHHH.'rEHﬂH MOA N TOBRR E-l:.]pu:. d Takas HCOMMWLSOEIHHC FEBOYH T BAHTE OO0 COOMLIEKDM
B BLIM M NOCECPCYHBM CCSIEHHACM MOGECT NIPHBCCTH K PQ3pLBay LI AKH EIC.']!'.I:I B BPCMA MY BECICHHH.

* Mesupvuaponmsie cranaapre — o BHHHKH Nocemanaapra Poceow.
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5.3 MMojeanan LIHEA recdied @ GHECHPYIOEIHY BHITOR

Moosou B dHEKCHpYVIOEHE BHHTEL J00TEHE ORTE modeIdol Lauiel 3 — 150 s, [pernouTurenseo,
CTOOLE HHTEPRAT MEXDY LTHHAMM COCTIRILAT 3 MM.

5.4 CHBOIHOE OTREPCTHE MBOATA HAH PUECHPYHIEND BHITA

541 Paimepld CKBOIHOMND OTRERCTH, SCIH OHO MMEETSH, NOMAHE DhITE CTeIylHMiE;

a4} HOMHHATLHBEH apasetp 2.8 v 8 MEHHEMATEHE A 1elcToHTeTEHEE anaseTp 2 80 s

b} HOMHHAIBHE JHaMerp 2,2 sy B MHHEMANLHEA JeHcTRHTENLHBI anameTp 2,20 pM;

Ch HOMHHATEHE R TeaseTp 2.0 sa ¥ MUHHMATBHBELA JelcTEHTeTBH B THameTp 2,00 mw.

Mpumewanne — Orecporae auaMeTpoM 2.8 My HONOAEIVIOT € HANPABAAKEHME [(POBGADKAMH 1A~
METPOM 2.5 Mn; gramerpos 2.2 MM — ¢ HANPARIANLIIAMA IPOBIOKaME qHamerpasa 16 ma o 200 sn; anamer-
post 20 mm — ¢ npososoxaMu gnamerpor 1.5 sim.

542 MunHManeHad TOILAMA CTEHKH CERBOIHOMD OTBEPCTHA FEOZAA MR (PHECHPYIOWETD AHHTL
npHBeaeHa B TabmHe 2.

Tadawua I — MuHsabHIA TOODIMHE CTEHKH CKBOSHEX lﬂ']!-Er.lL'FHI"I

Mo R MO TR HHL CTEHEN Q0 CEEUHE X OTHEPCTAN
hi'l'l'\.'[!ll-’ld_'l B HT BAH rBOALH SISO R M JICHCTHH TR SR M MM TR N, M
20 mm IR sima
Hepsanesmuias cracis 1,00 1,35
Jyrrkie chmaes B OCHOBE koDanLTa 70 70
JedropMBpyesble CITIARR HE GCHOBE KobdnLTa 0,79 1,71
HedropMupyeselil THTAHOERTL CILLLE 1,60 1.29

5.5 lNonoBEH HECKOIRIAIMY MB03Eel § QHKCHPYHLINY BHETOR

551 Tloaesmwas rniybDHHA peindbl FHE3IA OO BHHT B FOTORKES TROIIA I0MAHA BRITL He MeHes & MM,

552 JnHHa BRCTYIROIER “acTi MIOBOE ¢ HAPVAHOH BHATOBON peikboit 1omsms OLTs He Gosee
20 mm.

5.5.3 Buwronad pesbBa rieis nod BAHT B BEICTYRAIOUIEH SACcTH MONoRoE Jo0nxHa Gume Mo, wis ME = 1,
Man M7, wan MIOx 1 B cooreeteTivn ¢ MCO 261, ¢ knaccom gonycka 6H g B COOTBETCTEHH ©
HCO 96532,

5.6 ¥Yroa smeacay oeapenuod MIAcTHIOE B FBO3REM HIH GHKCHPYIGHIHM BHITTOM

560 Ecnid p naacTMHax He NPpeIveMoTpeHs PErvidpoBEa yTIa Mexny MIacTHHOH H rBosies WM
PHKCHPYIOWINM BHHTOM, 9TOT YOO HE TOMDKEH OTAHMATLEA OT HOMHHATLHOTO 3HAYLHHA, YEAZAHHOIO
HATOTOBHTENREM, Bomnee Yen Ha 2 7,

5.6.2 AMUMHHMATEHOE H MAKC AMANEHOE THAYCHHA PETYIIHPVEMBLY VIO MEH LY IUIACTHHON | rBoimen
HAH HECHPYVIOLLHM BHETOM He [0EHD OTAHYATECH OT YEASAHHLIY HIFOTORHTENEM Doee yes Ha 2 7.

M PHMECMAHNT — B ohoux CIYHAHAN HAMPYIED, TPHXOOHIEIHECH HY EMIVIRHETAT, FCTHTEST MAOKCHMIUTHOI

FHAMCHME HE SHINICHAED MEETY FEHOUIEM TIAACTHHOE, ROEFTRMY FROT  VHUCTOK  JIOIEEH 0fAa14TE ROBLILICHHOI
TR H CRCThHD. Metousl nomuTanEi B HACToR e Ipens [ﬂ]p&lﬁﬂfh!ﬂélll‘l-’].

5.7 OTpepcTHA A0A BHIETOE
OTRepcTHA JUIH BHHTOR TOEHLL COOTBRETCTROBATE Tpebonanmas MO0 5836 win HCOD 9269,

] PHMEYMBHWE — Tun OTEEPCTHA MIIACTHHE RIBMCHT OT THITE HCTIO BIYERMOrTD © HEl BHHTA,

5.8 Jazop memny oTYIEOH H rB03ged HAR (PHECHPYWIHM BRETOM

581 Jazop Meaay BHeWHed NOpe pXHoCTRI0 CROTBIHILEro IE0AES MIH BHHTA H BHYTPEHHSH noBepx-
HOCTRIO BTYAKH Toiiked OuiTe 1% . MM, 33 HoEmodernes pafoduy NosepxiocTedl yoTpoicTsa, peryim-
PYIOLLIHY KPYIOROE HAH CEONILIALIeE TRHAEHIE,

6 JononadTe/IbibE KOMIOHEHTH K COCTABHBIM (DHECHPYIOIIHM YCTPORCTEAM

6.1 Falikn @ rOJ0BEKE DOSTOR

.11 BuwTonas pesedd raek o OOUTOE J0/KHS COOTRETCTROBATE TPEDOBAHMAM 3.3.3.

612 WupHua rpasedl IMeCTHTPAHHEY TAeK M MoMoBoK GOOTOR J0MEHA cooTBeTcThoBATL MO0 272

6.2 Cronopueie BTYIEH H BEIAILINT

MaTepyan 018 H3roTOLIEHHA CTONOPHEIX. BTYIOK H BRAATRed veasan & 3.2, BUHToBaa peinda, npu
e HAMHYHH, JOEHA COOTRETCTRORATE TPehonanuam 353, TlpH HCnoNLIoBAHHH FACK C HEHNOHOBBMH
CTOMOPHEME BTYIKAME HYARNO COSAHTE T3 TeM, 4TO06 TAlKa Oua MONHOCTER JATAHYTA, a peikia reosis
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HAM GHHTZ BRECTYIANA 34 HelOHOBYEY BTYAKY. Ecan o Kakoi-nubo NpHYHHe B0 BpeMd OnepalHe 37a
rafika cLexana ¢ reosad, ee caelyeT JabpakopaTh o 3aMenHTEs Honol rafikod. Tak xe cneaveT nocTviarh,
ECIM KOMITOHEHTE MBEOIIE MM BHHTA CKPETLIeHEl DOATOM CO CTONOPHBM BETAALILEM H3 MARCTMACCH.

7 OodpaboTka MOBEPXHOCTH

O6paboTa BHeHel TOREPAHOCTH J0MHHA MPAHTHPOBATE OTCYTCTEHE 3AYCeHLIEn, LAPATIHH 1 APYIHY
BHIHMEY Je@eKTOn MPH BHIVANLHOH NpoBepre 083 OpUMEHeHHA CIeHATEHLN ONTHUECKHY CPeicTh.

8 ¥Ypakoeka

YIAaKoBED DVIEHA COOTRETCTROBATE Tpefonanuam HCO 60HE. Ocrpuie kpas 00T GLITE 3K TR
KOIMATKAMM.

9 Mapkuporka

9.1 MapEmpoBKa FeTpOHCTE
Kamnoe yerpoiicTRe Wi OCHOBHON KOMIOHEHT COCTABMOrD YETPOHCTE 0K HEL SHTE MapKMpOBaH kL
B COOTBETCTBHN ¢ Tpedopanuamy HOCO 6018 1 rabinuis 3.

9.2 MapEHponKa YHAaKoBKH
YOIAKOBKY CASOYET MAPKHPORATE B co0TRETCTBHH ¢ HOCO 6015, Mapkiupopka, 000IHA4a0IIEEA pasvep,

A0EHE COOTBETCTROBATE VEATIHMHAM, NPHEEISHHEM B TaDaHUe 3.

Tabauwna 3 — Tpebosammns K Mapkuposre UKCHPYRHIY YOTPHICTE 8 UX VIERKOHOK

}'ILTFP(!Ii-i.L'I'IKJ FULH GCHOBHON KOMIMOMECHT COCTORHOTD }'I’.’I.'j'.IIIZII"II:'I.'Hll TI'.IL'E‘.'IH'JH HH E MAPEHAOEKS

Hepuasesinie dikeupyiomme verpoficren Pacssiep reodan W madcTiHbD M VIOT MEXIY HHMI,
pooanaeEn B 9]

rEII!lJ,.']I-I H lIH1I€CIL'H]'.|'_l.'I|JI.'IJHI.' BHHTE., NPEMCHECMBIL OTICIRHO Pd'!!.{fp. odoiHayeH 8 9.0

CocTaprblie QHECHPYIIIIHE YOTPoRcTSL

IMnacrive:

A} ¢ dPUECHPOBRHHEM YITIOM,
b} ¢ peryanpyesMsM YTIOM,
) CROBIRIEE

[y Pazmep, oboaimen g 9.1
A} HecKOILIRIME,
b} CcROnIAMIMEe

DR CHPY LM BT R
A) HECKOIEIHUINE,
h} cEonLaRmHe

B naHsuavaneiod yNakosge Wi TACTORKE-BIIAALINIE B YIAKOLES JOTHHLL OLITh VEATAHE CNEIyn-
WHE DAHHLLE:

a) pasuep W THN CBepia, TasqMord KoY, oTRePTEH H OPYTHX BCOOMOrITedbHbIX HHCTRYMEHTOR,
PEKOMEHAOBAHHIY M3MOTOBHTETEM A0 HCTIONLIOBAHNA © JaHHLM YCTPOHCTBOM;

bl AHaMeTp peroMeHIVEMLIX HANPARTAOWNY NPOROI0K H HATIPARTAMLLER NPOBOUIGKH 110 CRepI;

C} paIMepLl B THIM KOCTHLIX BHHTOR, C KOTOPLWMHE HCOONLIVETCH JTAHHOE YCTPOHCTRO, B COOTRETCT-
Bl ¢ NOCT P S05ET puan MO0 9265,

d) pexoMeHIALHH MO CTEPHMANKEILINN K ODPAILEHHIO © MEIEIHEM, BKAIOYUAR, 11e TPelyercs, MeTomLl
H TPeGOBRIHHA K HHCTPYMEHTAM 108 HIMeHeHHH DOpMBL HITEnHA;

e} TiHn (8w O) = 1A reoaieil © HenpasoyronsHelM ceqeries W PHECHPYIOUIHY BHHTOE, PeKO-
MEHTALNH HIH MNPeIyIpeskneddy, KacaiolHecd NpanHILHoN TeXHHEH HMIUIAHTAOWE, 104 CheleHHa K
MHUHHMYMY PHCKA MOBPpesIerMd weiikn Geqpa (cM. npHMedanme k- 5.2 2);

THIT A — 1A reoaneil © NPAMOYToNLH LM TOTIEPEYH LM C24SHHEM, PEKOMEHIALMH M MPeIyTPesIe i,
KACAKMIHSCH TEXHHKH HMILTAHTALIHH.
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i — TNIATHHA © I'Fl:h.p.'f:li.‘r}lll-.l'-l FROCIEM; 1 — ILVIACTHHIL C TROA1EM |"-l.:lf1]'.lil'lll-!:ll'{'l CEMOCHHAR] © — TBOAOE FEPAMOYVIOCTR-
HO) COHEHES

E:'Hl.'}'llﬂh. | — Of0hieHHoe 1 ﬂ'll.-]|'|‘-uL.+\..l.‘I!.i'1l.' HEPA TR MHBIX TUEICTHH © FBOITHME 08 TTPORKCHMLTEHOTO KOH L FN!.'IPL'II-
HOH KOCTH B 0003 HIM eHHE PEAMEPOE

Mpusewanne — Cu npuMedanne K paiieny

h

GOST FOCT P NCO 8615-99, HeakTnBHbIE XMpypruyeckne nMnnaHTaTbl. YCTPONCTBA, NCnonb3yemble Ans pukcaummn 6eapeHHbIX KOCTen B3pOCbIX NaLMeHToB. TexH
[ L F 00 Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-8615-99
http://gostexpert.ru/gost/gost-8615-99

MCT P HOO 8615949

A-B

At i Ta

TMewndduava prms sl Nl He
1

= b

a naacTiEma ¢ reosiem Feofipaisoro ceaesnse: b CHOSAE MPAMOVERKILHOTD CEWEHAN

]"Ilﬁ}lll.!-k: 2 — Uipodime HEOE II!LZI':-'I]'.I:LH\I."EIII{' HEPUFBCMHEBIXN TUIHCTHH © MBOMVIAMH UTH JHCTAIRHOTD KOHLA l.'-l-i.'.'l|'.|l.‘iIIIIHI
KOCTH K oboIHIMeHHE PEEMC PR

Mpumensnre — Cu ppesmedadue ¥ paisemny 1

e

GOST FOCT P UCO 8615-99, HeakTuBHblE XMpypruyeckme umnnaHTaTel. YCTPOWCTBA, MCMofb3yemble Ans dukcaumm 6eapeHHbIX KOCTen B3pOoChbIX NauneHToB. TexH
[ L F 00 Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-8615-99
http://gostexpert.ru/gost/gost-8615-99

ocT P HCO 8615949

Armn piayuyd iCTH

A-A
. , [sawerp
Pyl BacTH

1=

MonesEs M-
Mo A

| }T"] T}

B-B
. . Ansm

! CEBIIHDE oThepoTae; 2 FHE3I0 A0H BHATR

To

la—
B
Monessa orees
Maman anuss

PI.EL'].'EIEZI}L 3 — (potieHHoe I.['!-'G'IE"P..IZ-I-L'.!ILI-{I.‘ FEO3AEH UL CHMOCTORTERBHOTD NPHMCHEHRA W COOHAM EHNE PEAMEPOR

Mpusmevanmne —Cu, npuemedanie k pagery 1

Ll -k
L e pe i ].\ Dnad Srigienm

i3

4 ) Ik Nanecsm Amea ___1?-
Tiorses grsHs .E

ey
b

i CERDIHOE vTHepeTie,

HICCTHIPHHEAR Cnky; F rHEEI0 3ad ruiosks; NMpOELilEL

I‘:llL':l-'Hl::lk' 4 — DboduenHoe I1'II!'IE'|'|L'I..H-UIII-!L" PHECHPYRILHY BHHTOE 0 CAMOCTORTEIRHOND TPHMOHCHET 1 DOOIHANE-
HHE  PasscpoR

Mpusvevanne —Cu, npMeYadne £ pazoeny |,

GOST FOCT P NCO 8615-99, HeakTnBHbIE XMpypruyeckne nMnnaHTaTbl. YCTPONCTBA, NCnonb3yemble Ans pukcaummn 6eapeHHbIX KOCTen B3pOCbIX NaLMeHToB. TexH
[ L F 00 Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-8615-99
http://gostexpert.ru/gost/gost-8615-99

MCcT P HOO 8615949

.
]
b5

MOreEHan v UEaTHH
L
LY

b c

i3 FULLCTHELR © .'r.'\l.!'|\.'|-'.'|'lllll M

CEHOVEDE aTRepoTHe; 2 rasnE; 3

' I|:I!J|-CL'I'!|'I‘| KN HHHT 20N APHMEHENAR © MIACTHHOH & Perviupyesins yeonos; b RO DU T
reqaages W pervidpasinE veonas © q

o iraruba

|’II-L':.'I[I.!-I-C 5 — poDieHAOS 1 JLJ[[]];LHL‘IIIIL‘ TIECTHH © THOLIEM BITH 'i|_|]1KL'i1r.|}'IJZZIlIII-!Z‘-! BHHTOM C DEFYITHDYEMEBIM MK
'itlIIKL'H]'.IU-I’G[IIEII:J.‘:'. YO LIS TTPORCHMEARHOTD EAOH LEEL t—!'.!.'lrlL'.'IIILHi KOCTH W OSHEYEe HHE PRESPOE

Mpamesanme — Cw. npemedanne K paseeny |

GOST FOCT P NCO 8615-99, HeakTuBHbIE XMpypruyeckne nMmnnaHtaTbl. YCTPONCTBA, UCnonb3yemble Ans hukcaumm 6eapeHHbIX KOCTen B3pPOCnbIX NaLMeHToB. TexH
[ L F 00 Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-8615-99
http://gostexpert.ru/gost/gost-8615-99

rocT P HCO 861599

TOrEEHaAR [N IrWcTHH
o e s e ol b e e e s e}

&

PR S e e s s i |

b

- FHGENL © YELAMMTHAKIH S BEHHTIN, & THIE I|II:}.|:I'.I'\-'| HELEEME BEHTA © YIOTHARM AN BTN § rHCLaE; D YT HA R L HA

HiHT; npoxasasa; NEWTP HIribn

PI-[I'.':-'JII!ZIK G — (MhofmenHoe I.'.'I-\'.flﬁrl.l.JCL'III-[L‘ TITACTHHBL Cly CROVILIHIHM FBOCLLEM MK ilJ!:IhL'I-[p‘!.'II!ZILIIII.‘.I BHHTOM TR
NPHMCHCHRERA B NPORCHMAU T EHDM KOHLIC Ell.".iFlL‘Illﬁ'll:'! EGCTH 1 0G03HAMEHHE PELEMEPORE

Mpusmesaunnsn

| Hexotopee THOR IUEBCTHH CO CHOMLIRMNN FEOMIEM WIH BHHTOM HE HMEOT YILIOTHARMUETD BRETE.
2 Cwi. npumoedaEde K paaneny 1.

GOST FOCT P NCO 8615-99, HeakTnBHbIE XMpypruyeckne nMnnaHTaTbl. YCTPONCTBA, NCnonb3yemble Ans pukcaummn 6eapeHHbIX KOCTen B3pOCbIX NaLMeHToB. TexH
[ L F 00 Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-8615-99
http://gostexpert.ru/gost/gost-8615-99

MCT P HOO 8615949

‘r*.'
©
—

"
@
s
MonaaHEA OruEss ITECTH H

®
©
o~

@

Janep
POFLEDR HECTH W ool

|_[map cregu

MorSsHE OrSS MECE
Al BEHTE
|"'IIL'§.'ILI.ZIK ¥ — DboDieHHOE II'ILJﬁ]TIiLZBZL']IIIL' TUICTHHED OO CEMITEIHIITAM FEOAACM AN BHHTOM LUIH DPAMEHEHNAR B QIHC-

TELNEHOM BOOH LEE II_ZIL‘.]FIL"III::iIZZII:-I KOCTH B GDOIHAMEHHE RN L pRE

Mpuvevanwe —Cwn. npasedadne K pageny |

-
-

GOST FOCT P NCO 8615-99, HeakTnBHbIE XMpypruyeckne nMnnaHTaTbl. YCTPONCTBA, NCnonb3yemble Ans pukcaummn 6eapeHHbIX KOCTen B3pOCbIX NaLMeHToB. TexH
[ L F 00 Implants for surgery. Fixation devices for use in the ends of the femur in adults. Technical requirements


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-8615-99
http://gostexpert.ru/gost/gost-8615-99

TOCT PP HCO 8615—99

VIK 616—089 84377006354 Lol L] pxi ORI 94 IR0

Koaeensie caoml: HMITAHTATEL, XAPYPridd, DelpeHias KocTh, (hHKcatHa
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Kuoppeerop. 8.0 Yeprar
Kounbworepran nepcrea - AN, Jnwomapesoir

Hen. s, N 03354 or 1407 200 Cnane o wafiop 100720, Mosnscano s nevars 2500 2000, ¥earewn. 1LR6. Yu-nmea 140
Topax 173 axa. © 5E97. Jak, 831,

HITK Hasurensctoo crannapros. [OTET6, Mockna, Kouoseanuit nep., 14,
Hafpanns o Magarenweroe ma MTFEM
Ppranaxr HIMK Hanareaserse crangapros — tien. ~Mockosckmai nevarnue™, 3062, Mockea, Dsnes nep., 6.
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