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1 PAIPABOTAH Pocowitckoil henepanmei

BHECEH [Noccranaapros Poccul

[Npeaucronde

2 [MPHHAT MexrocviapcTeeHus COBETOM M0 CTAHAAPTHIALMA, METPOIOIHE M CepTHHKaLHH

(nporokon MNe 21 or 30 man 20402 1))

3a NPUHHATHE NPOTCIOCORATH,

Hunsenossnge o YAHPCTY

Han MeHoHaHRE HALROH ATRHOND DPraMa §dF CTHHSART ML NN

Pecnyluinea ApseHms
Pecnyvonusa benapyce
Fpyann

Peenyvinnea Kasaxcrak
Pecnvonusa Moaaosa
Poconitckan Peaspaums
Pecnyinmea Tamsnkneran
TyprmenncTan

ADMIOCCTAR LAPT

Mocompuapr Peenyinnxn bemapyes
[pyacrannapr

locerasapr Pecrnvinnxn Kiauxcran
Meoasosa- CrasiaapT

Nocerasmapr Poccnn

TamenkcTanaapr

Masroccirysbs «TyprMeHCTIHIAPTIAPL

3 Nocravomnenues NocyoapeTeeHiore KOMHTETaE Pocouiickodl Merepauiy No cTAHIAPTHIALNE K
MeTRoaIorHi oT 29 anpena 2003 r Mo 135-cr MexrocyaapeTeeruelil ctangapt DOCT 26997 <2003
BEENEH B AeficThHe HEMOCPEACTRENND B KAYECTHE TOCYIAPCTREHHOrD cTannapra PocoHiickoi dene-

pauny o | ansapa 2004 r.

4 B3AMEH I'OCT 26997 %6

2 MMMk HManmatenncroo cradpapTon, 2003

Hactosuwmil cTanaapT He MoeT GLTh: NOAHOCTEID MM SacTHUYHO BOCOpOHIne e, THPAAHPORAH 1
pACAPOCTPAHEH B KA4YecTiE oHIMAILHOMD Hidansd Ha Tepputopui Poceufickoll Degepannn Ged paspe-

werna DNocctanmapra PoOCCHH
]
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M E X I' 0 C¥ I APCTHBEHH B H C TAHIAPT

KIAIAHBI CEPAUA HCKYCCTBEEHHBIE
OiHe TEXHHYECKHE YCI0BRA

Hearl valve prostheses.
Gieneral specifications

Jlara eeemenna 2004 —00—01

1 ObAacTs NpHMEHEeHHA

Hacroamnil cranoapT pacnpocTpalaeTed Ha MCKYCCTRE HHBE KIATIAHLD CERIIEL (Aanee — KIanambi).
HMILIAHTHPYEMELE B OPTAHHIM Yel0ne K.

Hacrosimii cTanmapT VeTaHARTHBAST TReOOBANMA K KNAMAHAM, MPeIiasHadeHHEM 1A BHYTPEHHETD
PLIHEA B OKCOOPTHPYEMEIM B CTPAHLE C YMEPSHH LM H TPOTTHYSCKHM KITHMITOM.

Bkl KMsaTHuec Ky HemoaHe il = ¥6 u T6 no NOCT 15150

Bee tpefosanng HacTORLIETD CTAMBARTA HRMAKNTCA O0ASATETLH M.

2 HopMmaTHBEHBIE CCHUAKH

B wactosmes CTavaapTe HenOoALIOBAHE COLUTEH HA CASIVIOUIHE CTAHIADTLI

FOCT 8.010-90" NocylapeTeenHas cHcTema obecrmeMe i eauHeTia winepenuii. MeToomkH pi-
TOMHEHNWS HIMepe i

MOCT BOSI—=B1 lNocynapcrpediad cHeTeMa obecrneverMa enrHeTna wasepenil. INorpewocTa,
JOMVCKAEMEIE TIPH MIMEPeHHH THHeHHEX passepon 50 300 s

MOCT 275973 HepoxoparocTe: nosepxAocTA. [lapasMerpld 1 xapakrepHcTHER

FOCT 670%—<72 Boga AncTROAMpoRanHas. Texuuqeckne veuoRns

FOCT 1315069 Maee, npadopil 1 Ipyrde TexHHMeck e nageans. HenoaHen s T8 pandiisIx
KAMMATHUECKHY PHOHOE, KaTeropid, veOIonHs SKCTUTYATALHA, XPEGHEHHA H TPAHCTIOPTHPOBAHNA B 4acTH
BOATEHCTENA KIHMATHYSCKHY ((aKTOPOE BHELIHEN Cpensl

FOCT 2079093, T0CT P 5044492 [Npuéopsl. annapati @ oDopyIoEanie MedduHickre. Obupe
TEXHHYECKHE VCIOBHS

3 Onpenenenus

B sacToalies CTAHIAPTE NPHMEHEHL COSIVIOUIHE TEPMHEHLE C COOTHEETCTRYIOMIMMH ONPEacIEHHAMN:

3.1 HCEYCCTBEHNGLIA Kaanas cepaua: [TpoTeinoe VeTPORCTEO, JAMENAIONIES WITH TOMOTHAIOIES eCTe-
CTREHHLI KIAmaH.

3.2 wvnaanTanna: [MoMetleHue B Opraldas YeioReks Hine ud MedHiHHCKOH TEXHIKH 108 JaMellle-
HHA HIH KOPPeKOHd yHELRIT 0pranes B cHCTes OpraHHaMa Ha TIMTeIsHBH Neprol BpeseHH.

3.3 MMTpatkiLi ACKYCCTHeHHBIH Kaanan cepoma: MokycoriedHBlH EIanan cepoua, npegHaiiaden-
B ANA HMITANTALAN BO BXOAHBE (H3 OPeIcepiid B eIyIONes ) OTREPCTHS CepIna.

3.4 aopransisid MCEYCCTBeRNLIH Knaman cepaua: HokycoTeenu el k1anay ceprua, npeaiatiase s i
A HMITTAHTALHHA B BRENOIHLE (H3 HeayI0MKa B aspTy WIH Jeroqdyio apTepuio) OTRepeTHA Cepalla.

" Ha repprropun Pocewiicknil @encpanin aeieraver [OCT P #.563—96.

Hinumae ofmumaisnoes
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3.3 MeXanMUecKnil HCKYCCTREHILIA Kaanan cepaua: MokycoTie LI Kranas cepaim, HIroTomIe i
HelHKOM H3 MCKYCCTREHHEIY MATE PHATOR,

1.6 GRONOTEYECKHH HOKYCCTBEHIMA Kmanan cepana: MoeycoTaeHHBIN Kianay cepiua, HINoTORIeH-
HELH L2THEGM WIH YacTHYHO HI GUOI0rHYSCKHY TEaHe.

1.7 aanupareieHi dneMenT: KoMMIOHEHTIH ) HCKYCCTREHHOMD KAATIAHA Cepila, PervaHpyrmiie)
MPOAYCKHYR CNOCOGHOCTE H ODPATHLIA NePeTor KNaniHa.

1.8 WapoBOH HCEVCCTBEHNLIE Knanan cepaua: MorkyeoTen s KIanad cepiua ¢ 3anMpaoium ane-
MEHTOM B BHOC FeoMeTPHYECKOrD Teld, Hapyeias MOREPKHOCTE KOTOPoTO odpadyeT cdepy (wap).

1.9 DEHCKOBRIH (CTEBOPYATRIE) HCKYCCTREHNLIA Kianan cepgma: MlokycoTmeMHwiil KianaM cepiua
OAHHM W Donee MNHPAnWHM  FIeMeNToM B BHOZ MeCTKOID MeoMeTPpHYeCcKOrs Telld, BRICOTA KOTOPOne
MEHBLLE MAKCHMANLHOID M IBYY APYTUX PAIMepon.

310 nepecTROBLIE HCEYCCTRENHLIA Enanan cepana: MokycoTRe HHBIR KNANaH CeprUa ¢ ABYMA H Dosee
FAMHPAIGIIHMH JeMEHTAME B BHAE THOEHX Me0MeTPHUSCKHE Tel TOOMHHON IHAYHTENLH O MeLIIEH 18yx
OPVTHX PaaMepos.

311 nocamounsid gHaseTp (passep) Eaanmana O Hapyvemedd amaseTp MCKYCCTEEHHOND Eanana
Cepana Bes yueTa IWHPHH L QUianis NPHLHEHOTE KOVIELER, COOTHRETCTRYILME AHAMETRY BXOEHOMD BRIXO-
HOrD OTREPRCTHR cepaua naudenTa (pucynok [).

b
- T :
1
I - INMMEPAKFHEIHE AVENMEHT? FE ARONDIHOE OTHEPLTHT, 3 — dinanen N EAIEH HENDEEE KR LIS
Preyuor |

312 unapysusi npaumseoll amerp kaanana D MakcuMankHBU HapyEHLLGE DHAMETP HOKVCCT-
BEHHON KAANAHA CepuIng, BEIMYAA NPHIIHEHOS KOALLe MiaH duamen (pHeyHor 1)

313 peicora Knanana fF Hawnbooplowmil w3 OoceBLIX paisepon npodiiis HCKYCCTREHHOND KIanaHa
CEPONA B OTKPLITOM WIH 3AKPRTOM NodokeHnn (pHeydok )

1. 14 npoxoanoe OTEEPCTHE EAanana: (OTEepCTHE B HCKVCCTBEHHOM KJIanade cepaua, ciysawmes ans
MPFOAGIE HHIKGCTH Yepes Kaanau {pueyiox 1)

115 nponycEHAA COOCODHOCTE (YIapusi obses) Knanmana: O0LeM SHIKOCTH, NPOoXomdieid yepet
MCKYCCTREHHLIN KAanay cepiua o apamMonM HATPABTeHHH B TEYeHHE LMK,

116 orepuiBanwe Emamana: [pouece oTEPLITHS NPOXOOHOTS OTBEPCTHA HOKVCCTBEHHOTO KIanaHa
CEPOLA C UedB) OHeCIeqYHTE MPOX0EISHHE JATAHHONe YIAPHOMD 00LeMa BAIK0CTH Yeped Kianan

317 obpaTHsi nepeTok (0ibed PeryProvamnn): O0hen HHIKOCTH, NPoXOIAmed yepes NCKYCCTREH -
HBLH BIama cepaua b obpariioyM HANnpanierdl B TeUeH e IHETA.

118 zakpuisanie Knanana: [pouece 3aKpLiTid NPoXOIHONs OTEEPCTHA HCKYCCTEEHHOM Klanaia
CEPALA ZATHPAKILHM eMEHTOM ¢ Uikl 00eCieudTs TIPONORIEHHE JATAHHONO obkeMa obpaTHOTO
MEPETOKA #MHAKGCTH Yeps KIaniH.

319 pan: [NoauocTeio 3apeplielHas Mocae 0RaTeNEHOCTE iy HELHA «OTKPBBAHNA — XIKPLIBAH A »
HCKYCCTREHHOMD KIANAHA CEPIUA B VCIOBUAX MYILCHPYIOIWErD MOTOKD MAIKOCTH.

320 wacTora UHENOR: HUCT0 UHEIOE 6 SIHHHLY DPeMeHH, DhIPAEasMoe B UHEIAX B MHHYTY
(LB ML,

1.21 pxoa gaamama: CTOPOHA MCKVCCTREHHOMD KianaHa cepaun, oDpaie i K Haderaiouesy mps-
MOMY TOTORY AHIKOCTH.

3.22 peix0a Kaamand: CTopold HCEVCCTREHHOTO Knanada cepaus, obpaieniad  Habermouesy
ODPATHOMY NOTOKY KHIKOCTH.

3.23 mETOYN0E LARNEHHE HA BXOOe Kaanana Py ANredpanuyeckad PAaiHoCTh MEXTY IHAMeHHeM
JARJAEHHA HA BXOLE W MMHHMANLHEIM 3HAYSHHEeM TARN2HHS HA BRX0Ae HCEYCCTRSHHOTD KAATaHa cepaua.
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3.24 @moCTOAHHOE WIDLITOMHOE JanieHHe Ha Bole Kianaua P Ha0umoupoe Jamielie na BXode
HCEVCCTBEHHOTO KAAMANS Cepalla, HEHIMEHASMOE B TEYSHHE NPOUECe: OTKPETHA H OTEPEHTOND NOM0HESHHA
HCEVCCTEEHHOTO KanaHda Cepiua.

325 aMITHTYIA NEpEMEenions JABNCHHA Ha BeX0ge Knanama P Adrefpamdeckas paidocTh MeEkoy
MAKCHMATEHEM B MHHHMATLHEIM 3HAYS HHAMH JARTEHHA HA BRIXOJE MCKVCCTESHHOTO KIAMAHA Cepaia.

326 EpHBAA MMIVALCA JABAEHHA: JARHCHMOCTE JARTEHHA Ha BEXOES HCKVCCTBEHHOO Klanaua
CEQILA OT BPEMeHd {PHCYHOK 2).
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P - nanae HHa; | — II'|1".':II:5I..,I'- = WHLTOTI UHAEIOE .I".I U OSHTYSH REPosMEHH SARTEHER HiI BRIXOIC ETHEEH, Tu = NIOHTEALHEOCTE
I MR TJ — JNMHTCALHOCTE HMIYIRSH SAHIEH AR .II." — JAHTEILHOCT LR SEpoIHETE ‘.II'|'|I:III'I'|I! TI.' = JNHTEN R TE HOCTHHAG M IR0

HHH AMIEYNLCY D2BATHEHN] T — OAHTENSHOCTE J0SHErD ||=-|1-|:-|:1u

Pucynok 2

4 Kaaccuprrauma

4.1 Knanaded B 3ARHCAMOCTH OT MPeARoAarasMoil MosHUHe HMIDTAHTALHH NoAPa3ieIasT Ha:

= M — MHUTPATLHEIE,

= A — AOPTATBEHEIE.

4.2 KianmaHi B 3BHCHMOCTH OT XApakTepHLIY KOHCTPYETHBHEY TIPHINAKOE MOIPaiIeisoT Hal

= I — mapoBkie;

= J1 = NHCKOBLIE, CTROPUATLIE (¢ KECTKHME 3aMAPEIOIHMIA JReMeHTaMB);

« 1 — nenecTronbe (¢ FHOKHME SANHPAKLIHMH JieMelTaMH],

4.3 Koanasel B 3aBHCHMOCTH OT NPHMEHASMEXY MATCPHANCE MOAPAISIA KT HA:

- M — MexanuvecKHe;

- b — Duonorugecxie.

4.4 Knanaued B 3EEHCHMOCTH OT NIOCASQCTEHHA OTKATA & NPOUSCee HCNIOILI0RAHKA OTHOCHT K KIEacey
A cornacno FOCT 20090,

4.5 ¥Yonopuoe o00IHAYEHHE KIANAHA CASAVET YEAILIBATE B TEXHHYMECKHX YOIOBHAX Ha KIalaHb
KOHEpeTHEX Mojteneli. [TpH amoM B venosHoe 05o3HaNeHMe TOTEHED BXOOHTL

= KJRITKOE {WAW MOUTHOS) HanMeHoBaHHe Knanasa (oa. 4 1—4.3);

= HAHMEHOBEIHHE MOUEIH (TOProBoil Mapir);

= OCRIOMHELN QWaseTp (om. 3.2,

MMpusep oBoIHaAYEH KW MUTPAIEIOTD AHCKORONO Mexadudeckoro (MIOAM) npoTesa knanawa
ceprua Moaen (Toprosoi Mapki) «MHKCs nocanouneiy gHaserponm 27 s

Kaanaw MAM.27-« MHEC»
5 OcHoBHBIE NAPAMETPE B PA3IMEPLI

5.1 Knanass! @IroToRISOT B COOTRSTCTRIEN © TR2DOBAHHAME HACTOSILETO CTAHAARTE H TeXHHYSCKHX
VCROBIH Ha KIanadhl KOHEPSTHRIY MOIenzi mo KOHCTPYETOPCKHM M TeXHOIOTHHECKHM JOKYMeHTaM,
YVTRCDAEDSHHLEM B YCTAHOBRTEHHOM NOPpAIKT,
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3.2 lNocanovHide THAMSTPE FITAMEAHOE BEDHPEIOT B3 HHTEPBAIOR PAIMepOn, VEIZIHHLIX B TadaHue 1.

TaGrimual
B stanserpax

MMoasuma usananraumng Mocanounu it ymamerp Mpetenne arknoRenEe
Y| | 6—4i + |
A |4—36 + 1

6 Texwwueckue TpedoBaAHHA

6.1 XapaKkTepHCTHER

B.1.1 XapakTepHCTHEH KIANAHOE JOURKHL BRTE oGecneue MEl§vHELHOHHPOGANHEM WX JEMTHPAIOIMIHY
AMEMEHTON HA CTEHIE AN THAPOIHHAMHYSCKHY WCIWMTAHHA HCEVCCTREHHEIXY KIANAHOR Cepila {Ianee -
CTEHA) M0 [IPHICHEH R A

6.1.2 FHaveHHds NPonycKHol cnocofHocTy (YAaproro 00LeMa) KIanaios 3a KA DpE HCTbTAHHA
Ha CTEHIE OOMAHL COOTEETCTEOBATE YEKAIAHHLIM B Tabmuue 2.

Tabamwmad
r!l.'ﬁ.'il.'!n."'l!ll.-‘.ii IMEIMETT, M npurl!«'l.'l-cliilll !ZIII.'“HH‘II!L"L"]L. |."||-:.-'||l\'.!\..'|. HE MEnes
Or 14 a0 |19 meiwo, 5
Ce, 19 « 231« Wl
e 23 s 27 = 70
i 2? o 35 o 3['
w 35 . 40 . 90

B.1.2 IHaueHHs odpaTHOrO NepeTors {ohheMa PEryPruTalMEn ) KIanaHoR 30 WHET NPH MCNETIHHE Ha
CTeHAE JHULEHEL COOTRETCTROBATE YKARMHEM B TabnHue 3.

Tabnuwual
r!iH'HJﬂ'iIIIEII :IHU.!II."ITI. M U':"TIIITHIJH NERTTOE, I."ul-l_'-illlHJ. HE EII:IIII.'I.'
Or 14 a0 19 seneor. fa
Cao 19 « 3 . B
e 23 % 23T IL]
s 27 5 35 ]
e 35 40 s 14

Mpumevanna i rabanas 2 w3

I Mpy vcronss08aHue CTeHds, TPHHUHIHATEHA CXeMi KOTOROTD OTIHNHA OT VERIAHHOW B IpuiomeH e A,
IHHIYCKEETCH MAMEHHTE JHAMEHES HPONYCKHOA cnocoBHocTd i 0DPATHOM NEpeToRd B TeXHHYSCKNE VOIOBRMAK HAa
FULMAHEL KOHKPCTHBE MOACHH HE OCHOBAHHK CONOCTARICHEH PEAUIETATRE HOTIETAHRA HE MCHES THTH RAanaH0s
KARIOIT AOCATOMHOID QHAMETPEL HE HCIOELIYVEMOM CTEHEE H CTEHEE 10 IPHAGKEH K A

2 TpebmEHEA K OpIYCEHOH CNocoBHOCTH 0 ODPETHOMY NEPCTORY YOTAHDRE HEL DEY YHOTA BINAHHA NOPHCTEI
[BOPCHCTRX) NOBSPXHOCTSH KIanaH.

6.1.4 lNapaserps WepoXOBATOCTH NOBERXHOCTH KIAMNAHOB, KpOME NODepXHOCTER M3 MOpPHCTBLX,
BOPCHCTEN, DHOTOMHYECKOTD MPONCKORICHMS W T, 1L MATEPHaI0n, 10EH DRITE Ko — ne bogee 0,05 mkwm
W o(nH) Kz — me Gooee 04 vy mo NOCT 27589, TpebopanHs K OTISALHEM HEDOBHOCTAM, BLICTYIIAM H
BIANHHAM NPodIUTa NOBEPXHOCTH ¢ VEAGAHHLIMH NapasMerpamil WepoxosaTocTH, Ha koTopse [OCT 27849
He PACTPOCTPAHALTCH, VCTOHARTHEAKT B TeXHHIECKHY YCIOBHAKY HA KIaNaHL KOHKPETHEX Mogengii.

6.1.5 Hammauwennwii pecype T, JONCOBEMHOCTH AoKeH DuTh de sedee 4,0 - 0% umknon ans
mexanHuecknx 1 28 - 10° unoos 1 GHOROMMHMeckny Klanaton.

B TexHWYECKHY YCIOBHAX HA KIAMAHL KOHKPETHLIX MOgefeH QONyCKAgTCd YEATEIBATE HATHAYE HH I
pecype T, 008 KOMOIOHEHTOR KNANAHA.

B0 Kaanadel b TpapcropTHol tTape JI00EHE DLITE YCTOHYHAL K TPAHCIIOPTHOH TPACKS PR YHChe
EoaeGaltiil He MeHes JEVX-TPeX B CeKyHIY H yekopeHHH 1o 30 wm/cd
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01,7 Koananed Do/ GLITh HCOPABHLIME MOCTe BOAIEHCTAMA TeMIEPATY L OEPYRARIEH ek
H OTHOCHTENLHOA ETAOKHOCTH BOSIVND B OPOLECCs TRAHCTIOPTHPOBAHKA M XPAHCHHA B VCIOBHAK, Npeiny-
CMOTPEHH X HACTOMMIMA CTAMAAPTOM.

.18 Mexanuuecke Kianase JoaH b O6TL CTEPMILIL, HETOKCHYHE W AMTHPOTEHHEL B TeUeHHe He
MEHee QIHeMD Mol W AEVY JeT COOTEETCTEEHHO B Nepobli U BTopoll roawl OT JATEl HITOTORTEHMHA H HE
MEHSE TPeX JIET Wa Boe nocaeaviowie rons. [To comaconaHi ¢ noTpedHTeneM I0NyCcKaeTea MOCTARK
HECTEPETLHEIXY MEXAHHUSC KX KIATAHOR,

6.1.9 BHoIoTHYeCKHE KIANAHE CheJyeT HITOTOWIATE B CTEPIILION YNAKOLKS ¢ KONCEPBHPYIDUILHM
(CTEPHIHIVIOLWMM ) PacTBOPOM. KaanaHs JoMHLl GEITE CTEPHABIE, METOKCHYHE W ANTHPOTEHHEL B TEYSHHE
OTHOTD MO0a. XHMHYeCKHH COCTAE M MeTon NPHIOTORTEHHA KOHCEPBHPYIOWERD {CTEPHIMIVIONETD) pac-
TROPEE AOEKHEL ORTE VEATAHE B TEXHHUSCKHN YCAOBHAX Ha KIaNaHK KOHKPETHIAX Mogenei.

6, 110 [osepXuocTy CTEPHTLHEYN KIATAHOE JO0MEHL OLITE YACTEMHA. He 0onycKaeTed HaiHuHe Mexa-
HMYSCKHX BEIOUEHRE B KOHCEPEHPYIONIEM {CTepHANIVIOWEM ) PACTRONS UTH GHOTOTHYECKMY KIATAHOR,

G111 Knananel 0o0sHEl BLTE VETOHYHAEL K OpSICTeMUIHIAUKOHEON OYACTRS # CTEPHIHIALIHN.
MeTonhl 1 peAHMI TPeacTe PHTHLHMOHHON OUMCTKH H CTEPHINIALNHN, 2 TAKKE MAKCHMATLHO JOMYCTHMOE
YHCAO CTEPHIHIAHH ToCEHE DLITEL VEAZAHE] B TEXHHYSCKHY YCIORHAX Ha KIATEAHLL KOHEPETHEIN MOReTeH.

6.1.12 B TexHMUCCKMX VCIORMAX HA KIANAHLL KOMEPETHLIX MOIeAel Jo/aill GuaTh KoHKPeTHIHPO-
BaHe TpeGopanHa 3.2, 6.1 1—=6.1.3, 6.1.8, 6.1.9 1 6111, vkazane TpefoBalMa K Macce, HapyAHOMY MPHLLHE-
Hoay  aHaserpy (3.12), mpucome KTanada (3.03), 4 TAKKE TOMOIHHTENLHS MPHEEIEHL TReOOBAMHA K
KOMTIIOHEHTAM KIANaHos, HIMOTORIEHHEAM W3 MOPHCTLN, BOPCHCTRIX, DHOTMOTHYECKHN W NPOTHY MaTepHLI0b.

6.2 TpedopauHa & HCXODHEIM MATENHLTAM

6.2.1 KnanaMe QoA Ll ORTE HIFOTORTEHE H3 MATEPHATON, NOIYHHBLIIHY PAaipelled e COOTReTCT-
BYIOLIHE OPTAHOE JADARCOXPAHSHHI 10 PeIYILTATAM MeAHKO-DHOIOMHYSCKHY HCMBITAH M.

[Nepevert BUOOE H MAPOK MATEPHATOR, T TOM YHCIE MATEPHANOR JTH MOKPEITHE, T0/EESH DLITL YEATaH
B TEXHHYECKHX YCOODHAX M KIATAHE KOHKDETHLIN MOIeeH,

6.3 KoMILIEKTHOCTE

6.3.1 B KOMIIEKT HAGETHA TORRHE BXOINTE COBCTRS G KAANAH, HHCTPYMENTE H IPHHATIEAHOCTH,
HEODNOAHMBIE 118 OOPAMEHHA C KIANAHOM, HHCTPYELDHA N0 HCMOALIONAHH I KAalaHL, HHfmpMalionHan
KApTa MOeHTHWKALHN [a0He HTa.

6.3.2 [lepedeHt HHCTPYMEHTOR H NIPHHALTE SHOCTEH, AXOORLIHY B KOMILISKT WIG2IHA, ToKeH OHTh
VEATH B TEXHHMYLCKHY YCIOBHAX HA KIANAHLL KOMKDPeTHEEX MOTenei.

6.3.3 B naenTHiKauHOHHYK KApTy MAUHeHTa J0EHE DRITE BHECe Bl 10 MeHBLIeH Mepe Cleayn-
LIMe CREAEHHA:

- (pamMMIRa mannenTa;

- HOMED WCTOPMEA GOUe3iH NaleHTa:

< HAWMEHOBAHHE H anpec GomHALLL

= (pAMMINA XHPYPTa, BENOIHHBIESTD HWMITaHTAL A,

- AaTa MMILTAHTALIN,

= MIOIHLMA WMIUTAHTALEHH,

= MOCATOMEBI IHAMETD KIANGH:A;

< MOk M oBoIHAUeHHE HMILTAHTHPOBAHHOID KIanala;

= HAWMEHOEIHHE TIPEAMPHATHI-HIMOTORHTENS.

6.4 Mapsuposga

6.4.1 Ha ka®noi nHIAHBHAVANEHOR YOAKOBKE TOEHA GRITE Cleayouas HadopMali:

= OMHCAHME COOSPKHMOTO, BETIOUMA HAHMEHOBAHNE KIanana, ero oboIHaueiia, coOlepRaliHect &
4.1 =43, nocatovdbi adameTp (3.2) 1 HoMep Mo CHCTEME HYMEPALHH TIPeapraTHA=-HATOTORMTENA,

- OPemTIPpEEIeHE O HEAOMYCTHMOCTH TIPHMEHSHHA KTAMAHA, SCTH YIIAKOBEA BCKPRITA WIH NOBPeEIeHa;

= HALTHCE CTERHIBHO AN 88 IKRHELIEHT,

- METOO M JaTa CTEPHMAHIALAN {To0 H MECHIL):

- CPOE MOIHOCTH (FO0 H MECALL), SCNH TAKORON YCTAHOLIEH,

= HAWMEHOBAHHE W ALPEC NPSINpHATHI-H3MOTORWTENA.

6.4.2 Ha napyEnoll cTopoHe Kasaod vOaKoBKH ETanais JomHbl OuTE HHQOPMALHA, YEATHHAS 5§
G40, ¥ PEKOMEHIALINH [0 XPaHe I,

6.4.3 TpaucnopTHad MapRKHPOBKD, KOTORYVI0 HAHOCAT Hi Ka4d0e TPYIORoe MecTo OKpackod no
TRadapeTy WK INTeMNeneBaHHes, J0JEHA CONSpKATE CReIyIOLINe CReIeHH;

- HAIZMHCE «He DpocaTis HAN MaHHOYIALHOHHEE 162K «QCToposio, XpynKkoes;

E u 5 '|' FOCT 26997-2002, KnanaHbl cepaua UckyccTBeHHble. OBLLMe TEXHUYECKME YCIOoBUS
(I L FE 1 Heart valve prostheses. General specifications


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-26997-2002
http://gostexpert.ru/gost/gost-26997-2002

rocT 26997—2003

< MOIHOE HIH VCIORHOE SAPErHCTPHPORAHHOS B YCTAMORISHHOM NMOPATKE HAMMEHOBAHKE TPYInno-
TYYATENN;

< HAHMEHOBAHME MYHKTA HAZHAMSHMA,

- MOIHGE WIH YCA0BHOE JPECHCTPHPOBAHHOE B VCTAMOBASHHOM MOPEIKe HAHMEHOBAHHE [PYI00T-
MPABHTENA;

- HAHMEHOBAHME MyHKTA OTOPARMSHHA.

644 Kaanauel, NpedHaIdadedHbe LA IKCIOPRTA, MAPKHPYIOT B COOTRBESTCTEHM © TpedoBaHHaMH
HOPMATHBH B DOKYMEHTOR.

6.5 ¥nakooka

6.3 1 Kiananis yNakoBLBAIOT 6 NOTREGHTENLCKYI0 TAPY, COCTOALIVIO M3 HIDTHBHOYANLHOW B Hapys-
MO yTIaKOBOK.

Kaxauii eianan ooised ObTh YIAKOBAH B HHIHBHIVATEHEH KOHTEHHED, MPH 3TOM NOCIE GAHOpa-
IOBOTD 2M0 BCKPRITHA TPHIHEAKH BCKPLITHA T0LAHR OETE odennantl HuaMBuIyansiag yIakoska Doaxna
OBECTIEYHEATE CTEPHILBHOCTE COMERAHMOrD B COOTEETCTRHH ¢ 6 1.8 W 6 1.9 npy veaoBHE HOPMATEHODD
OOPAIMEHHA, TPAHCIOPTHPOBAHHA | XpaHel Ha.

Ecan kaanan noasepragrea moTpedHTenes CTepiiMIaliME, MAIHEHIVANEHAL VIAKORKA J0TRHA J0TVe-
KTl CTERHIWIALA I COMEIAMMOTe, oDECTIEMHBRL TP IT0M UIHUECKVID JAIMTY OT MEXAHHYSCKHY OB -
Nepuit. B npoTHBEHOM CIVIAEe MITOTOBATENL O0#3aH NIPEIOCTARTATE HHCTPVELIMH N0 NOETOPHOR yhiakoRke
FITLATIAMA, MOEGEPracsors CTEPHITAIALEH ¥ noTpebHTens. HIHBHIyaibH L H KOHTEHHE P D0UEe i ORITH YTIAKDBIH
B HAPYEHYIG VIAKOEKY (HIH VIAKOBEH ), oDecned B yIo SIHTy HHAREHIVUTRHON YOAKOEKH.

6.3.2 Hapvanas yNakoBEa ¢ COQEPHAMEIM OOTHHA GWTL VIAKODAHA B TPARCTIOPTHYD TPy,

653 B kamnoe rpyviosse MecTO TORHB OMTE EI0HeHE TORAPOCONPOBOIHTENLALIE JOKYMEHTL B
COOTBETCTEHH ¢ HOPMATHEHBIMHY A0KYMEHTAMN.

7 Tlpaenia npHeMkn

7.1 Obiune nonexenns

7.1.1 Knanasel NOOpepraoT HCMBETANMAM CIEnyIOLIME BHI0n!

= KEVTH(PHEAOHOHELIM (MCTIHTANHE VCTAHOBOUHOH cepHn);

- MPHEMOCIATOUHEIM,

= MEPHOAMYECKHM,

- THOOBLIM,

7.1.2 Jonvckaercsd No COCARCORMIHI C SaKATHKOM HE TPOBOINTE HCNLITAHKA KIAMGHOR Ha TS BHIL
FUTHMATHYSCKHY BOYVIEHCTEHH, YCTONUHBOCTL K KOTOPLIM GBecredena KOHCTPYEKISH Krananon.

7.2 KpaasmuKamuoiisie HemsImanss

7.2 1 KeanudEEai HoHHEE HCNLTAHAR (MCNHTIHHA YCTAHOBOUHOH CepHM) NPOBOAAT B COOTRETCT-
BHH C MEpeYHes MCHHTAHHI B NpoBepok, cOTepsamuMca B Tabnuue 4 nacToAmers ctaniapta, U Tpebo-
BAHMAME TEXHUYSCKHX YCAOBHI Ha KIanaHk! KOHEPeTHEN MOogenei.

1.3 1paeMOocAATOMNLIC HCALITANHA

7.3.1 lNpreMociaTodHele HCNBITAHMA OPpOLROIAT B COOTBETCTEHM ¢ TPelOoBanMAMH 1o Tadnwue 4
HACTOALETO CTAHAAPTA ¥ TPEOOBINHIMN TEXHMULCKHX YCAOBUH HA KTanambl KOHKPETHEX MOogeleii.

T4 TlepHoiHYeckHe HCTLITAIAA

T4 Mepuoamueckis MCIMATAHHAM CISOVET NOARSPIATL KIANAHE, MPOWEINHE MPHEMOCIITOMHELE
MCTTRITAH M.

742 NMepuoauecke HCNEITAHHA TPOBOIAT B COOTESTCTEMN C TPedoBauaMi no Tatiinue 4 HacTo-
AWEN0 CTAMAAPTA W TReDOBAMMAMM TEXHHYECKHX YOIonHH Ha KNanids KOHKPETHEX sMoaeneid ve pexe
OJHOTD PATE B MO0, KPOMEe:

- NpoBEpKH GHOCOBMECTHMOCTH M TOECHUHOCTH,

- HCOBITAHME Ha VCTORYHBOCTE K MEXAHHUSCKHM H KIHMATHUYSCKHM BOSISHCTBHAM;

- MPOBEPEHR VCTOHYHBOCTH K CTEPHITH L,

- HCNBITAHME Ha JONTOBEYHOCTE.

743 [Npopepry GHOCOBMECTHMOCTH H TOKCHUYUHOCTH NPOBOIAT HA CTAIHH ONBTHLX OGPAIN0N = Ha
ITANE MPHEMOYHEIY TEXHHUBCKHY MCIWTAHHA — W NPH 3aMeHe MaTepHaon.

744 Menuimasms Ha VeTORUMBOCTE K MEXANHYSCKHM W KAHMATHYECKHM BOATeHCTEMAM MPE TPaMHC-
NOPTHROBAHMHE W XPAaHSHHK, 4 TAKKE NPOREPRY VCTOMIHBOCTH K CTERMIMKLHA TPOBIAT MpH KianHdgn-
KAUHOHHEIX RCMBITAHHAYX H BHECEHHH M3MEHEHHH B KOHCTPVELMID, ZMEHE MATEPHATOnN, VIIAKOGEH [P
YCAOBHH, 4T0 3TH HIMEHEHHH BAWAIOT Hi VEAZAHHEES XapakTepHCTHER.

L]
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745 MupusManbHLil obbes BROOPEY 108 HCNBETAHKHA OnperelaeTed TPeOOBIHHAMME HOPMATHRHLIX
AokyvMeHTOE. JonyckaeTca ropMHpoRaTs BEIDOPKY M0 NPHHLHNY NPeicTARATENLHOCTH Gai0RLIY OGpaiLOsE,
B oToM choyvuae peayibTaTE MCMEMTAHHA pacnpocTpaHAKT HA BO2 KIANAHE JAHHOR MORETH,

T.4.6 HMenuTanda Ha DONMOBSUHOCTE NTPOBOOAT HE PEREe OIHOMO pata B TpH roga. Mensraduss
MOAGEPTAKT He MeHee YeM Mo TPH KTanaHa HanGoiLIlero, cpeaHero H HauMeH BIHETO Dasheon Kas1oro
THITA {ZOPTATLHOTO H MHTPATEHOMO) W N0 OOHOMY KAAMAHY M3 KLAT0T0 NPOMERYTOMROND PaaMe]a.

747 Ecan nps HCOBITAMMEAY OVIET YCTAMOWIEHD HeCcOOTBETCTBME KIANAHOE XOTA DM 0IHOMY W3
NpoEepaeMBx TpeDoBaHKEH HACTOAIErd CTAHIAPTA WIH TEXHHYECKHY VCNOBMH HA KIANaHkl KOHEPETHEX
MOAETeH, TO PeWILTATE MEPHOTHYECKHY HCTBTAHNA CHHTART HeyI0RIeTROPHTEILHLIMI, M B 3TOM Clyuae
MPOBGIAT NOETOPHEES MCTBTAMKA Ha VABOSHHOM YHCIS KIananon.

MosTopHsEe MEPHOIMYECKHE MCTILTANNHE MPOBOIAT TOALKO MO MYHETAM HECOOTBETCTEM W MO MyHK-
TaAM, MO KOTOPLIM ASPHEHTHEE HCNBTAHHA He OLIUTH NpoReleiLl.

Ecas npy nposeteiid NOBTOPHEX NEpHOTHYECKHX HCMBITAMKHA GVIET YCTAHOKTEHD HECODTHETCTRME
KAAMAHOE TPEGOEAHMWAM HACTOALIErD CTAHOARTA, TO PEWNLTATEL MEPHOAHYSCKHY MCIBMTAHMA CYUMTIROT
OEOHYATENBHEMH. [Tepuointueckine HCOMTAHNHA MOTYT DETE NPOREIEH Bl BHOBE NOCTE YCTPAHEHHA TPHMHA

HECOOTBETCTEBHA.
Tadnuwuwad
Homep nyaxra
B g monstanan
HAtTORILEID CTanIapTi
Hupmenanainpe scnstangs o npanepEn
TEXANITCEHNR METRIER H.Hil.'lﬂlllllﬂ.il ﬁplru LIREE nﬂpll.l.".'lll -
rFlI.'FH.'IEUHII.LI HEA! B THE LHHEOHHHE CRITOUHEE YSLKILE
| Mposepks cODTRETCTEHS  KOMIICKTY ADKY-
M TR 5.1 82 + ¥ +
2 [poeeprs NOCEA0MHOTT JAHAMeTpa 5.2 8.2 + + +
3 Mposepra chvHkmay SN Hpakiuera JieMeHTd Gl 83 o G o
4 Monwmamse wa DPOAVEEHYID CH0COBHOLTE h1.2 n4 o] o i
5 Honwramse ve obparsnii Deperox 6.1.3 5.4 0 o o
& Kontpois Wiepoxo8aroc T IOBEpXHOCTH 6.1.4 8.5 + * +
T Kowrpons nokasresiel a0 rosessocti 6.1.5 4.6 4 = +
§ [Nposepra Ha VETORMPBOCTE K MEXBHHYCCKHM
BOAACACTBNAM NP TPAHCIOPTHPOBAH W [ 8.7 + — —
9 MNposeprs YoTOMHBOCTH K KIHMETHUECKHM
HOLICACTHHAM  TPH TPRUHCTIOPTHROEIHAY H K-
HEHHMN 6.1.7 Lo + - -
10 IMpoBEpEa CTEPHLHOCTH B.1.5: 6.1.9 L + ¥ +
(1 Mposeprs HETOKCHMHOCTH B ATHPOTEH-
HOCTH f6.1.4; 6.1.9 5.8 o o o
[2 MMpoBepka MRCTOTH NOBSPAHOCTH KIRTAHOR LA n.49 + + +
I3 MMpopepea yoroftMBOCTH K CTEMINEUIIHN 6.1.11 8.7 + -
(4 TNMpopcpea DROAOTHMECKON GCI0MBCHOCTH K
COBMEE THMOCTE 621 810 + — —
[5 TlpoBepka COOTRETCTRMA. MATEPHILAOR 621 211 + + +
[6 [NpoBepra kosnresTHOCTH 6.3 112 + + +
17 [Mpopepka sapHpoBERN 6.4 312 + + +
[8 IMposepka yosxonk 6.5 812 + + +
Mpuseganne — Iuar oo OIHINACT, TO HCOBTAHKE (HPOBEPKY ) NPOBOLAT, —b — HCHLITAHAS (HTPOREPEY ]
HE [POBOGIT, 0 — NPABHIA [POBCIEHEA HONBTAHHA {APOBEPKH) OTIPEJSIAITCA TEXHHMECKHMH VOIORIEMH Ha
EIAITAR b KOHKETHEY MO008 106
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1.5 TuHnoBwEe HCMLITANKA

7.3.]1 THOOBME WCTIMTAHMA NPOBOIAT NPH BHECEHHH HIMEHeHHIT B KOMCTPYKLMID KIANAH0E, MiaTe-
PHATE M TEXHOTOTHEY MIFOTORTEHNA, B NMEREYR OuMepell TeX HIMeHeHHil, KoTopRe MOTYT NOBIHATE Ha
YHELMOHHPOBAHNE EIMPAIOLLEY WIEMEHTOR, MPOOYCKHYIO cnocobHOCTE, oBpaTHLIE NepeTok W 200roe-
BEHOCTE KIATIAHA,

7.3.2 Ofbes, NOCHEIOBATENRHOCTE H BHELI MCTILITAHWA OMPefeidornes Nporpavsoi HensTani,
YTREPAIASMOH B YCTAHORISHIOM TTOPAIKE.

8 MeToam AcObITAHHN

8.1 ¥ononus nponefeHas MCHETAHNMH Jo0AHL CODTReTCTHORATE HOPMAILHEM KIHMATHYECKHM Yo-
AopuaM no FOCT 15150, 5a dekmoygeMen TeX VOIoBHE HCNLITaHMA, KOTOPLIE YCTAHORISHL HACTOMSILHM
CTAHAAPTOM.

§.2 [popepxy CODTEETCTOHA KIAMAHOR KOMIUISKTY J0KYMEHTOE (3.1) H Nocaloui Ly JnaMeTpons (3.2)
APOBOCIAT CAHYEHHEM C OOKYVMEHTAME o C MOMOULKD CPEICTE HIMEPEHHH C Npejenasi AomyCcTHMBIX
MorpeuHocTed, vRasaHubiye B NOCT .051.

8.3 NMposepry dyukuun zandpawomuy 2aeventos (6.1.1) OpoBoIaT Ho HCORTATEALHOM CTEHIE
(ApHACEeHHe A) N0 METOIMKAM, YTEEPHICHHEIM B YCTAHOWIEHHOM NOPAIKe.

B kauccTne pabodel AMOKOCTH HCTONLGIOT JHCTIHPpOoBAHHYIO Bogy no DOCT 6709 und dnyio
MMAKoeTs naortHoctie (1,1 £ 0.2) rfem’ u saskoctsio ot 0,7 0o 4.0 sfla - . MeTepsan resneparypld
paBodeil xuakectd o1 32 1o 42 U, AMIUIMTYIHO-BpeMe Ol peais Jannedmil, coanamaeMelil Ha crenae,
NOUTHEH COOTBETCTROBATE VEaZapHoMy B Tadauue 3. Jonyckaerca npopeiere HCNBTAHHE KIAnason np-y
YACTOTE WHEROR OT 0,7 10 2,5 ['1 NP VCAOGHM COXpade s TpelyenM b HACTOA LM CTaHIARTOM MPOnopLHi
BPFeMEHHLIY XAPAKTEPHCTHE KPHEOH HMITVILCA JaRMeHHA Ha BDRIXOOE KIATaN:.

CHCTeEMA MIMEPEMHA JARTEHHS JOMKHA 00NA1ATE YacTOToH e Menes 20 'y ¥ npetenaMy IonyceT-
MLX OorpelisHocTed wasepennit ot £ 0,15 ao £ 1,0 klla {(npudauanrenesio ot £ 1 g0 £ 5 wM pr. cr).
JonmyeTHMad NOTPeHoCcTE 108 BeeX NPOUEX CReICTh MIMEPeHHi He JOUKHA NPeBuars 5 5% ks
HIMEPEHHA.

[TpoaomEMTenbHOCTE HADADOTEY KAAMAHA D0MAHA COCTARTATE He Medee 20 padGoudy uuxnon. Bo
BpReME KOO0 padoqers UHETD CAeayeT NPOBOIETL DUeHEY XIpakTeps OTEPBIBAHMA | 3AKpLIBaH AR
HCMWTYEMOrD Enanada. kpurepi QyHEUHOHANEHOH NPHMOIROCTHE 3AMHPAIOUIHE WICMeHTOR, 4 Takke
CPEOCTha H METOOR MY OUSHEH ONPelcifaiTcd TexHHMeCKHMH YCRIORHAMH M KIamaHkl KOHKPeTHRIX

Monenei.
TaGnuwuai
Hopma aan mossumn
MapameTp
A M
I [Moctosipoe HaDLITOYHOE TaAneHEE Ha Bxoae kuanaas £, klla (au pr.or) 0,3=-27 hi—1.3
(2—20) {2—10)
2 AMIUVIHTYIE NEPEMEHHOTD THAISHHA Ha Beixoae knanamda P, klla (s pr. cr.) 10,7—20 16, 1—27

(80— 1 30 {120—200)

] B[!!Mtll!l!:ll‘ XHPCETCPHCTHEH K'Flillilj:l HMOYILCH THETCHHA HE BREINOQEE KILLITEHEC

A1 Dmerenrsocts nepeanero diponma T, © 0.1 {,1
1.2 nerensHocTe NOCTOSHAOND JHE e Jasmeann T, © 0,35 0,1
3.3 Mwrennnocts aasero gponma T, i1 0,1
14 InurensHocts aunynsea maneHus T, o .55 0.3
4 Yacrora uwxios ) o 1.2 i.2
5 [Morpem HocTs: YETIHORISHHA HITLTOAHON JARIEHHA Ha Bxoe knanana, ks
(MM pT. CT.) 051y | £0,15(£ 1)
6 [MorpeiiHoens yCTAROBMSHES AMILTHTY N NEPEMEHHON JUIEHIH HA BLxoge
xnanana, kMa (Mm pr_er) + 10 5) + L0 (x5
)
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(heoRRaiRe a3

Hopsu fan favseaia
Mupamerp
A M
T NorpewHosTs YoTaHORISHA  BeMEHHLY XEDAKTEPHOTHE KPHMBOH MMIyIECE
ABRACHIS HA BRIXOAS KIRATRHA, © £ 0,05 .05
E Morpeninocts yetadosmesnst wactore, [ 1,2 0.2

] PHRMOHEHHES — ].I'.IL“E{IIHEIHHH E [HpaMeTpas, COOCRail MO B NYHETAOX fwmd, CINPCACIHEITCH TOXH N CCKHMHA
VOJOBHAME Hi KIaldaHbl KOHEPCTHEEX moeacil.

B4 [Ipopepky OponyCckHol cnocobHocTd (6.1.2) W obpartioro nepetoka (6.1.3) NposoadT Ha CTeHae
LA HCNEITAHWA KNAMNaH0R MO METODWKAM, VTBEPAICHHLM B YCTAHORIEHEHOM IMOPALKE.

B kauectee patouell HHIKOCTH HCAOIBIVIOT AHCTHAIMPOBAHAYD ooy oo NOCT 6700 wam muyo
HWHIKOCTE mroTHoCTE0 (1,1 £ 0.2} rfow’ n srakocteio ot 0.7 no 4.0 mlla « c. Mumepsur TeMoeparyphl
pabovedl UoKecTH or 32 a0 42 "C. AMILTHTYAHO-BPEMEHHOH PeXHM I2RTeHHH, COUABASMLIT CTEHI0M,
AOAEN COOTBETCTEOBATEL YKAZAHHOMY B TabnHue 6.

CHCTeMa HIMEPEHHA DARTEHMHA IO HA ODIAEATE YACTOTON He Menee 20 U » nNpeaenaMu Jomnyc-
THMLIX NorpewHocTed nasepenuit ot £ 0015 a0 = | kMa (npuiouinrensqHo oT £ 1 00 £ 5 MM pr. CT.).
HAomycTHMAT NOTREUTHOCTL ANA RCEX MPOUHY CPeJACTE WIMEPEMHH He TOMKHA NPERLIIATL £ 3 % WAL
HiMepeHHA.

38 pe3yILTaTLl HAMepeHHH NPONYCKHOH cnocobHOCTH H oDPaTHOTD NEPeToKa TTPHHMMAIOT CpeaHe-
ApUAETHYECKHE IHAYEHHA COOTEETCTEVIOUIHY. IHAYEHHNH, OOTYUeHHBEIN He weHee vew 3a 10 paboumx
LMK,

Tabanwuab
Hopma any nosssn
Mapamerp
A Lo
[ Moctospsoe MAGETOMHOE aateHre Ha Bxoae kuntana Py kxla (s pro et 27 {2 1.3 (1
2 AMILIMTYIR OEPEMEHHOMD THRNCHIA Ha Bexane kianada £, klla (au pr. cr) 10,7 (B 16,1 {120}
1 BpemcdHbie XOPAKTEPHCTHEN KPH B0 MM OYALCA DORTEHHS HA BLUCOME KAITRHE:
11 dawrenssocTe nepennero hponta T, © 0.1 .1
33 NanreisHocTs DOCTOAHHON JHaUeHrY JanteHun T, © 0,35 0,1
11 NnwrenesocTe snuero thponra T, ¢ 0.1 i1
34 nnreisRocTs HMnyiech dapacHns T, © (1,55 0.3
4 Yucrors uuenos f Ty B2 1.2
5 MorpoulHocTs YETAHGRICHEA BAGEITIAHOID TRAACHIA HE mxoe soanana, klla
(MM pr. CT.) £0,015 421y | £0,15{x 1)
6 Morpeuios T YeTEHORIEHHA BMILTHTY.IE NEPEMERHOND TREISHIA Hi BRIXOLE
womrnana, klla (s pr. er.) + |, Fi£ 5) + 10+ 5
T orpemHosms YOraHORISHHA BPEMEHHEY XADAKTCPUCTHE . KPHEOi HMOVIECE
DEAACHMA HA BENOAC KIIANRHE, © + 0,05 + ({15
E [lorpeuoems yoraHoneHus HacTore, [u 0,2 0,2

BS5 [epoxomamolTh  noBepxHocTed Knananos {(6.1.4) cnenyveT npoBepdThH METOOOM BHIVALILHOTD

CpanHeHHA ¢ 00paslaMH, ATTECTORAHNEI MK B YCTAHORTEHHOM TIOPAIKE.

JAONYCKASTSH NpHMEHeHHe ONTHYECKHY KOHTROAEHO-HIMEPHTENLHEY NPHGOPOE, TPRhiuioMeTpon

HWIH npoinorpadron,

GOST
I
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B8 Kowrponk 2oanoeeuuoct (6. 1.3 ) KAanaion npopogat Ha HCTILTATEILHOM CTEHAS B COOTRETCTBHN
€ HOPMATHEHLIMH JOKVMEHTAMH MyTeM HapaSoTkH EasIpM HCMETYEMEM Klanadom e smenee 4,0 - 10F
WHEION DT Mexadreckny i 2,8 0 10" UMENOE AN GHOROMHecKHy KIananon.

34 KPHTEPHM OTEATE KIAMAHA NPHHHMAKT HeCOOTRETCTEME nokatkarened Tpeboranmam 6.1, 1, cHnse-
HHEe NPOMYCKHoH cnocofuocTy omee vem ua 20 % HoMHHATLHBK THAYeHHl, VEasaHnsy o 6,12, n
MPenb e HHE ODPATHOrD NepeToka Gouee 9en Ha 20 % aHasenni, vEazanHey s 6,03, W (Han) Mexanuyec-
K02 PaspyLiesHHe KIanana (00pajosaiue TREHN, OTEEPCTHI 1 BRIOOHH MATEDHATE, PASIETSHNE WTEMEHTOR
Ha QBe ¥ Donee dacTel, dypedsMepiblil RIN0S MaTepuala W CcoedMHe I, YUIos U T. 1.).

Henutanms npoRolaT O VCKOPEHHOM pexiEMe gacToTol udknon or 8 oo 30 [u no seroaHke,
YTREAIE HHOH B YCTAHORTEHHOM NOPATKe.

[Nepenan qapneHud Yeped WMEPLITEH KIANIH J00EKes coCTannAaTE He Medee 10 klla {73 MM pr. C1.),
ApH ITOM SOVEEHO GLTE oDecieyeHo NONHOE OTKPMTHE M SAKPLITHE HCNETYEMOrO KJIanada & TedeHne
KAAI0I0 HHETA.

IHAYEHHA HATPYIOK, JeHCTEVIOUWIHY HA WMSMEHTH KIAMAHG, JO0HHE DLTH He MEeHBLIE THANESHH
AHATGIHYH B HATPYIOK, COVIARAEMEIY Ha CTEHOE 178 MCNETAHHH KIanaHon b COOTRETCTEHHY © 5.4,

CHcTema WIMepeHHA JamfieHMs TomsHa obiIaIath cobcTeeniol 9acToroil ve medee 100 Ty w®
NpeIenamy JOYCTHMEIX TOMpelIHocTel HiMeperii ne Gonee = 0,67 klla (£ 3 wmM pT. €T.)

JonycTHsan NorpeiiocTh HIMePeHHA LA BCeX NPOYKHY CPeIcTiE HIMEPeHHE He IoUEEHA [PeRLI AT
+ 5 5 WKL HIMEPESHHE.

B TedenHe HCMETAHKA He TOMEHO BhITE: OTEA0,

[MTepHOIHMHOCTE KOHTROIA COCTOAHMA KIAMAHOB VeTAHARTHBAKT § TEXHHYECKHX YCIOBHAX HA Kha-
A KOHKpeTHEX Mogeaei. o cornacomymag ¢ 3aKaMIKoM A0MYCKASTCH TPOGOIAHTE HCNLITAHMA METO-
O0M NOAKOHTROALHOE SJKCOAyaTaund Wid chopa o o0paboTKH SKCOOYaTaALHONHoH WHpopMaldl B
COOTRETCTRHH ¢ HOPMATHBHEIME JOKYMESHTAMY.

.7 MNpopepky YCTOWUHBOCTH K MexaHHyeckus (6.0.6) ¥ Knamarideckus (6.1.7) pozneficTouam
OpH TRAHCOOPTHPORANTHH H XPANCHHH, K CTEPHIHIALAN (6.1.11) NpoRoIaT N0 HOPMATHBHEM J0KYMEH-
Tam. PeaybTar HCNBITAHKHE CUHTAKT MOTOMHTEAEHEIMH, eCIH 110 HX OKOHYAHHH KIanaHe COooTEST-
CTRYIOT TPpehonaHuam 6.1 1 —=6.1.3 W OTCVTCTEVIOT MeXaHH9eck He MOLPeXIeHHA KIanaion B ynakoBkn.

2.8 [Npopepky CTEPHALHOCTH, HETOKCHYHOCTH H anmuporednocTy (A 1.8, 6.1.9) nposoiar no Hopsa-
THBEHEIM OOKYMEHTAM, ¥THEPRIEHHLM COOTBETCTEVIOIHMY OPralamMy IAPanO0XPaHe i,

B9 lNpopepry YHCTOTLHL NOBSPRHOCTH KAANAHOR — Had OTCYTCTBHE DENMKOBLIX, MHPOBLIX W MeXa-
HHYSCKHY JArpAsHeHHd W OpoBepry KOHCEPBHPYIOUIHY (CTEPHIHIYIOWHX) PACTROPOR HA OTCYTCTRHE
MeXaHHUeckHX nEadenuil (6.1.10) — npopodaT & COOTEETCTEMH C TPeBOBAHHAMH HOPMATHEHLX J0-
KYMEHTOR,

.10 Mposepry GHoaoriieckol DeI0NacHoCTH W CoOBMECTHMOCTH (6.2 1) NpoBeadaT No HoPMATHRHL M
OOKYMENTAM, YTRBEPHEASHHLIM COOTRETCTEYIOIHME OPralani 3APaBOOXPaHEHH .

511 [Mpopepxy cOOTEETCTEHA MaTtepuaton (6.2 1) npoBoIAT A0 NacnopTiM M CepTHfMEaTaM npe-
APHATHA =-HITOTOBRHTENA H PeILTATAM BXOIHOTO KOHTPOM.

.12 Mpopepky KOMOAEKTHOCTH (3], MapkepoBEd (6.4) 1 vIAKoBKH (6.5) NpoBoIsT BHIVATLHLIM
BHELIHHM OCMOTPOM H CHHHEHHEM ¢ TOBIPOCONPOROIHTE TLHEIMH AOEYMEHTIMH.

9 TpancnoprHpOBAHHE H XpaHEeHHE

9.1 TpascnopTHpOBANHE

9.1.1 TpaHcnopTHPOBIHEE KIAMAHOR MOKHO MPOECIHTE KPLITEM TRAHCTIOPTOM BCeX GHION, KpoMe
HEQTAMNMBAEMEIN OTCEKOE CAMOMTETOR, B COOTBETCTRHM C TIPABMAAMH TNepenoios, N2icToyiUIMME Ha
TRAMCTIOPTE AAHHOTe BHEL.

9.1.2 ¥onopHa TRAMCTIOPTHPORAHMA KIATIAMOE B YACTH BOIOSHCTOMA KAHMATHUECKHX akTopoR
AONHHE COOTRETCTRORATEL CASAVIFIIAM FpyIinasM venobuid xpanenss no DOCT 15150:

- 6 (O — s MeXaHHYECKHN KIANaH0n;

= | {JI} = ang GHONOTHYSCK X KAAMAHOE.

9.1 Xpanenune

921 ¥Yomonua xpaHeHis KIananon (B yNaKoBKe TPeaTpHATHA-HITOTOBATERH ) B YACTH ROXICHCTRHA
ETHMATHYSCKHY (DAKTOPROR, KPOME CEMAION METeIHOROPMUKHEIN CTAHUWH, TO/IEHL COOTRETCTROITE 1A
MEXAHHYECKHX KnanaHon rpyvine yenoeui xpanesrua | (1) oo NOCT 153150,
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10 ¥xazauus no 3KCIIVATALMHNA

LT B 2kcnayaTalHoMHBIN JOKVMEHTAY 10KHEE GLITh MPHBSIEHEL, M0 KpadHei Mepe; cienywinmpe
CRE e HHA

- QIHCAHME KIANaHa B cooTReTCTEEN C 4. 1-—4.3;

- MPERyTIPeROeHH, KacalolHecs MPapist odpaliedid C KIanaion, ero MpHMeHeHHs;

- QIHCAHHE BCeX HeODNOIHMEIXY CIEUHANLEEY BCOOMOTATENLHEN MPHCIOCOMIEHHA H HHCTPYKLIHA
MO WX TIPEMEHE M,

= PEKOMEHIALMHA 0 XpanenHn;

= HHCTPYELHH MO CTEPAINZALNE ¥ TOTPeGUTENd, BKAIOUAA, TN 3TO HEODXOIHMO, MAKCHMATLHOE
YHCAD LMETOR CTEPWTHSALHN, KOTOPEE MOMVT DLITE BRINOIHEHLL

= HAHMEHOEIHE TIPeANpEATHL - HIMOTORHTENA, HoMep ero Tenedwsa 1 nonneil agpec.

11 l'apanTe® H3rOTOBHTENA

1.1 TFapasmHHMBIE CPOK JKCIUTVATALMA — He seHee 10 7eT 008 MeXaHHYecKHX KIIAMAHOE W 7 JeT —
i GHOMOMHYSCKAY. KAANAHOB ¢O THA WMIITAHTALHA,

[1.2 FapavTHAHLIH CPOK XPaHeHHAa MEXAHHYLCKHY KIAMAHOE — He MEHee TPeX NeT OT J4Thl HIro-
TORIEHH, 3 GHOMOTHUECKHY — HE MEHEE OIHOTD MOJa OT DATH CTePHIHIALNN.

1.3 DMapadTeHise i cpok xpadcHMs MeXaiHYeckuy KIanasos, npeiiatiddeHibsiy 108 IKCIopTa, —
HE MEHee TPex 8T Co AHS APOCHelonaHna deped | ocyaapcTie MUY FPalHLLy.
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MPHIIAEEHHE A

[ peKOMEH I CMOE )

Crenn 1 ACHWMTARAN BCKYCCTHOHHLIN KNANAN0E CEpuna

Al Hammmwenae

Al Creun IUEAL TRAPCHNTHMAM HUCCKHX HCTL TAH M HCEVCUTBCHHBEX MITANAHOE Cepaua | Jamee — CTeHT) PRS-
AHAEH ILH OLCHEH lt.l'_L"I-IKI]I-IIrE SHTTREPELHOELE PO NS M CH T, TIPS R II]:IEJ[[_'I.'L'K.HUI;-I CnoCobHOCTH | Hﬁ!:l-il'l'l-lﬂ-l'l} e P TR
HEEYVCCTHCOHHEX EBAMAHOE COPAUE B COOTECTCTERN © 'I'[H:l:'ll:?E:I.HHHMH HACTOHA ICTD CTAaHEEapTA.

Al TexawqeckHe XapiETePHCTIRH

A2 1 TMocrondsoe BaBRTOY HOE JARKHNE B Hanopaoi emeoctin, ks, ane pesimu;

- avpraisHore — [(0,3—=2.7) £ 0,15];

- mprpansdoro — [(0,3—1.3) £ 0. 15].

A 2D AMIIEHTVIA BEPeMEHHDID JABIeani B nHessornapoakkysoosope, klla, nin pessa:

- aopransiens — [{ 10,7 — 20000 + 1];

- uMTpansEoro — [(16, 127,00 £ 1].

235 BpeseHnme XepaKTepHOTHEN HMIYILCHE JARICHIE B THEBMONTADOAKEYMYIHTOPE [IPH MEcToTE KON
1,2 Tue:

- JUIHTEARHGCTE nepensero fponra — (0,1 £ 0,05);

- JTHTEARHOCTE MOCTOAHHON AHAMECHWH JEUDIEHHE LT3 Pe M-

- aopranerore — (0,35 £ 0,05);

- uuTpEsHorg — (0,0 + 0,05);

- AMMTEABHOCTE SaaHerd sppowta — (0,1 = (0,05);

- IIHTEABHOCTE HMITYALCA TARISHUA LI PERIMA;

- aoprwashore — (0,55 + 0,05);

- miTpansrora — (0,3 + 0,05).

A 24 Yaorora umsaon — [(0,7—2.5) £ 0.2] o BpesmecHHER XapakTepUCTHEN UMOVILC THEICHHA B IHCEMO-
MHAPCEKEYMYTHTONG (TP HACTINEY, OTRHmownxca o7 12 N, sammor nponopuioHIeH0 cOoTBETCTRYEHLRM THae-
HuAM 0028

A2 S PaBowan RHAKOCTL — adcTiaHposanaag soga mo FOCT 6709

A6 Tesmneparypa padoveil xhoxocts — mmoc [(32—42) + 3] *C.

4,27 Tliomans soisHol MOBERXHOCTH B HANOPHOR eME0CTE — He dedes 200 ou’.

AZE  TnameTp HCHLITITENBHLY KRHATOBE — HE aeree 400 My, Mepanx Tpybok — re Bomee 110 su.

A20 Crenn 0CHBIUAKT KOMIUICKTOM KAMED L8 EPEIACHIA H YCTAHOBKH MHTRUIBHBIX H AOPTLLHBIX 59AMAHOR
I8 TIPELECEE HETBETAH .

A3 Onecanne npuHUBEDE 1CHCTERR

AL TlpHBunnuaaEHaR CReMl CTEHIE © OCHOBHEME FEOMETHHHECKUME PASMEPEIAMI BOKHA COOTBETCTHORETE
VEAMHHOE Hi provake Al

AT llposcacnne RensTARNE

JIHeTnanpoBEHHY IO BOSY SITHEINT 1B CTEHD M HAIPEBANIT 10 SUHHOI TeMISpaTyPsal W nManasoHa 32 —42 °C

B senprareasiy e Kasepy METRUIBHOM KIANAHA 4 COOTRETCTEVEIETD THEMIAMEDS YOTAHARTHBAIOT HCHLITYE-
MTH M UTPRIEH I KA, 3 KRMEPY, B CBOI ONEPeilh, YOTAHARIHEART B HCMLITETenaL kunan 2 B ponsmaresssymo
KAMEPY AOTLUTEHON KIHMEHE 5 VOTHHARTHARNT DROHIBOAEHEN pubounil kemneH, ofecne BRI Hopsan LHoe
PVHKIHMOHMPORAHNE CTEHAA

B HensmaTensryio KaMepy 5 CoOTRSTCTEYIOWETD PasMepa YoTaHARTHBLINT BCIBITYCMELR A0 TR BHELE K0A0aH, 4
RAMERY, B CHONF OMEPEIh, VOTIHSRIMBANT B HCORTATENEHEG kanar 3 Tlpn s1oMm B Hensmarei sy cavepy &
VETHHEBIHAA T PADOMEH KIANAH ERONSECALHOTO THIE M AHAMATR, ODECIeMH B0 HOPMATEHOE (IVHETHOHHPO-
BRHHE CTEHIA,

Myner neessonpenoga J0 obecnevsmaeT HHEKANMECKOS COBIAHNE MY TLCHPYEILEND DARIEHI B DHEAMOTHIPO-
AkkysyIETOpE & vactorai ot 0.7 oo 2,5 M.

IMpH MENBTAHMH BOPTATEHEY K1aMaHos. aMIUTHTYEE GRHIEHHE B IHEBMOMHIDOLKKYMYIHTOPE & COCTRRIRET
WO, 7—20,0 s TTa (BO— 150 mm prer.), ATHTeabHoCcTE kanyiisca gamtenns 0,55 ¢ npoovacrore 1,2 Do Mpe nonsrasnn
MUTPUTEHBIX EITEMTAHOE AHATOMEMHLE NORL3ETe et sxaverns 16, 1—=27,0 xla (120—200 sy pr. o) w 0.3 ¢
Texunuccsne XapIETERHCTHKH CTEHIOR ONPEACIEDOT 10 METOIHELM, ATTeCToRIHHEY B coorseTerann ¢ POCT 80140,
Mocae enats H30RTONHOID ABRISHS B IHEBMOTHAPGIEEYMIIATORS 00 ATM0CpepHOn KHAKDCTE 100 AeiCTRHeM
HADEITOMHOND SRENSHRA B HANOPHOH cMKOCTH §) SmBacMor ROl ROIRHOTD CToelk, NPOTERICT SEped METPL -

I2
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ML BAANAH M HOMLIEET B THEBMOrNIpoakEyMyasTop & B mscaMoripoakkyMyasTope § ErIEOCTh MEPETeRacT Yeped
Kpail mepHoil Tpyixs obparsons neperokd & B genErarenkisii ganan 3 [lps soapaoTanne SAEICHHA B ITHE BMOr-
PORKEYMYLHTOPE § METTPLIBHEN BIUNEH SR PEIEETCH, 8 A0PTUIRH LI KIAMIH OTKPRIEE TN 8 EHIROCTE YEPes A0PTUkHE
aesdiep 7 M PErVASTOR COMPOTHRISHHA 0dpaTHoil e 1 nocmynaet obpeTHo B Hanopeyo esiocte L Janee wass

TIOBTOPACTOH.

[Mpi aocTiEeHdn HEOBXMIMMOTD BMILIHTYIHO-BPEMEHHON DEENMA JAEAcHr il Ha CTOHIE HPOROIHT OUEHKY
OV HELIHOHHPOBLHEH SUTHPL SN0 UIEMEHTE.

Fponyckuym cnocodHOCTE HAMEPHIOT © NOMOWLE PECXOIOMEPE MEH Arrinkos pacxoga. Cpeisee sHateHHe
NPOITYCKHOH €nocoBHOCTH KIANMHE 338 UMK PACCYNTHBAKT KAK cpelnenpidmerieckoe JHaqesne peavastaros 10 (i
D) HaMepeHnil.

SHAMNTEALHAN TUHMELE NOBCRXHOCTH B0 B HANOPHOR eMEocTi § ofecnesneaeT HeoBxoauMys TOHOCT 1
CTAGHALHOCTE NOLASPEAHUA HOCTORHHOIT W30MTOMHOM LRICHH R,

Obew obDETHOM HEPeTORD GHPSIeIR 0T, VMEOMEH JHAMCHHE NEACHHT YPOEHL SHOKOCTH B MepHoi TRyike
obparHore neperoxn & (¥), 0DycaoRIe HEOM IPONGEIEHEM EHIEOCTH 9ePe] MonBTVeM Bl KIanad B0 BPeMa 2
HWKPEITHA M SOKPETOD COCTORHHA, HA SHAMEHHE ILOIBAH ¢ MMEPIBIIHCEON CeeHRH.

Cpeames: aHagedne obnwess ofpaTHoro NEPETORE 98 OUOHH WHKL PACCHHTRBANT KiK CpeIHeapfMe THHECKDE

pedvibTaTos LU (i Gosaee) namcpeHri.
11 2 4 _q\ 1 fl
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J— vanopmag esknrths 5, T — HONMTITENLHEE KE3MATE] & — HCEE T LHAY KM EpR BT BH O KN MLH S 5 — HensTuTed hHas
KHMEPD SOPTIALHAITG KIamiEa; § — (LU R SRR R Tl HE S i Ui AR [ g 7 aoprantHued gesndiep: £, 9 — mopHue '.I'|:l:rﬁhll I:lﬁpnll!ll:ll'i!

NepeTokas; il — IFIET IHCHM PR RO - PUEFANTON COMPOTHBACHIN iH-I|1d.ItHHI! CHE3H

PIIL'}'HI!:II". ALl — n]JIIIILI,H[[HELFII:HuSI CROMA CTEHAD H FHAPGTHHAM HMCCERX HCRBITHHHI HOCKVCCTBOHHBX KILLTLAHOE
COPILIA
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¥IAK 616126 3-08%_ 28:006.354 MEC 1LO40.40 P23 OHeIT 94 4480

Kawtense cnops HCKVCCTREHHBE KIananil Cepala; HMIMANTILMA] Yelosek; TpeioBata; HeNETalnHAa

Pegnkrop J.8. Agaracenxe
Texnmuecenii pezaxtop & A, Tpycerosa
Kuappexrop F A, Weawmowa
Kosnumorephan seperes HoA, Hoeeexmnod

Moo ami, Me 02358 or 107 24000 Caane o mofop 26.05 2003, HNosnscana 5 nevars (906 2003 ¥en, newa. | 6 Yy opana: 1,65
Tupux 130 sk, C 10946, Juk, 526,

HIME . Hiymareasorno ctansapros, [OTHTE Mockm, Konopesnsi nep., 14

htip 3 fwww standands, rw e-mail: info@slandards.ra
HuafGpano n Hanateaserse wa [128B M
Panwan MNK Wazsrenverso cranpapron — ton. «Mockoscxwh nesarnnks, 5062 Mockna, Tazan onep., 6.
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