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MNpepncnosue

Llenn n npuHumnel ctaHgapTm3aumn B Poccuiickoih ®egepaunn ycTaHoBNeHbl PefepasibHbIM 3aKOHOM
0T 27 gekabps 2002 r. N» 184-d3 «O TEXHUYECKOM perynnpoBaHumn», a npasnna npuMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CrtaHgapTusauusa B Poccuiickoli ®eaepaumu.
OCHOBHbIE MONOXEHNA»

CeefieHns 0 CTaHgapTe

1 PASPABOTAH YupexgeHuem PAMH HayuHbim LleHTpoM cepAeyHO-COCyAUCTON  XMpypriu
um. A.H. bakynesa PAMH (HUCCX um. A.H. bakynesa PAMH)

2 BHECEH TexHu4yeckum KOMUTETOM Mo cTaHgaptusaumm TK 453 «MmnnaHTatbl B XMpyprum»

3 YTBEPXJEH VI BBEJEH B IENCTBVE Mpukasom ®efepanbHOro areHTCTBa No TeXHNYECKOMY pe-
rynupoBaHuio u metponorum oT 11 geka6psa 2009 r. Ne 712-cT

4 HacToAwuii ctTaHfapT paspaboTaH ¢ y4eTOM OCHOBHbIX HOPMATUBHBIX MOMOXEHWA MeXAyHapoaHOro
ctaHgapta WCO 14630:2008 «HeakTuBHble Xupypruyeckme wumnnaHTatel. O6lWwmne TpeboBaHUsA»
(ISO 14630:2008 «Non-active surgical implants — General requirements»)

5 BBEJEH BIMNEPBbIE

NHpopmaLysa 06 M3MEHEHUSAX K HACT OSILLLEMY CTaHAap Ty Ny6/IMKYeTCs B XEro4HO 13LaBaeMOM UH-
chopmaLoHHOM yKaszaTene «HaluuoHabHble CTaHAapTbi», a8 TEKCT W3MEHEHWI 1 NONpaBoK — B eXeMe-
CSIYHO M3JaBaeMbIX MHOPMALMOHHbIX YKaszaTensx «HaumoHanbHble cTaHaapThl». B cnyyae nepecmoTpa
(3aMeHbl) MM OTMEHbI HACTOSILLLEN0 CTaHAapTa cCooTBETCTBYKLEe yBefoMIeHne 6yaeT ony6/nKoBaHo
B ©XXEMEeCSYHO n34aBaeMoM UH(POPMAaLMOHHOM yKa3aTe e «HauuoHaibHble CTaHgapThi». COOTBeTCTBY-
loLLlas MHhopMaLWsi, yBeJOM/IEHNE N TEKCTbl pa3melLan T csl Takke B MHDOPMaLMOoHHO cucTeme o6LLero
nofib30BaHUs — Ha ohuumansHoM caiiTe defepasibHOro areHTCTBa N0 TEXHUYECKOMY PETY/IMPOBAHUIO U
MeTposiorun B ceTu MIHTepHeT

© CrtaHgapTuHdgopm. 2010

HacToswuil cTaHAapT He MOXET GbITb MOMHOCTbLIO UM YACTUYHO BOCNPOU3BEEH, TUPXXMPOBaH U pac-
MPOCTPaHEH B kKayecTBe OhMLManbHOMO U3fanns 6e3 paspelleHus defepasibHOro areHTcTBa No TeXHNYEeCcKo-
My perysiMpoBaHuio U1 MeTposIoriun
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HAUMWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

MPOTE3bl ®VBPO3HbLIX KONMEL ANA AHHYTOMNACTUKNA
TexHuyeckne TpeboBaHNsA 1 MeToAbl UCMbITaHW

Armuloplastic rings.
Technical requirements ana test methods

fNarta BBegeHns — 2011—01—01

1 O6nacTb NpPUMEHeHUs

HacTosAwwii ctaHgapT NpUMEHNUM K U3AENNAM, NPeAHA3HAYEHHBIM A/151 TPOTE3NPOBaHNS (PUGPO3HBIX KO-
nevy cepaua yenoseka.

HaCTOFILLI,I/IVI CTaHAapT He pacnpoCTpaHAEeTCA Ha NpoTes3bl Kosel, UMNAaHTUpyemMble MHTPpaBacKy/IsaApHO.

2 HopmaTuBHbIE CCbIIKN

B HacTosiLem cTaHgapTe MCNonb30BaHbl HOPMATVBHBIE CCbIJIKU Ha crefytowmne ctaHAapThl:

FOCT P WUCO 10993-1—2009 W3genua megmumHckme. OueHka 6M010rniyeckoro eicTens meamumH-
ckux nsgenuii. Yacte 1. OueHka u nccnefoBaHns

FOCT P NCO 14630—99 HeakTuBHble xupypruyeckne umnnaaHtaTel. Obwme TexHuyeckue Tpebosa-
H¥A

FOCT P 52999.1—2008 [poTte3bl knanaHoB cepgua. Yactb 1. O6ume TexHuyeckne tpeboBaHus ©
MeToAbl UCMbITaHW

MpumedyaHune— MNpu NONb30BAHUM HACTOALMM CTaHAAPTOM Lienecoo6pasHo NPOBEPUThL feCcTBUe CCblNou-
HbIX CTaHAapTOB B WHMOPMAaLMOHHOK cucTeme O06WEro MNoSb30BaHWA — Ha oOduuManbHOM caiiTe ®ejepanbHOro
areHTCTBa N0 TEXHUYECKOMY PEery/iMpoBaHuio U MeTPOOrun B ceTu MHTEPHeT UK No eXerofHo usgaBaemMomy nHpopma-
LMOHHOMY yKa3aTeno «HauuoHanbHble CTaH4apThbl*, KOTOPbIA 0NYy6IMKOBAH MO COCTOSIHUIO Ha 1 sSiHBaps TEKyL,ero roaa, u
N0 COOTBETCTBYOLUM EXEMECAYHO M3AaBAEMbIM WH(DOPMALNOHHBIM yKasaTensiMm, ony6/MKOBaHHbIM B TEKyLLEM ToAy.
EC/in ccblOYHbI cTaHAapT 3aMeHeH (M3MeHEeH), TO NpU NoJIb30BAHUM HACTOSIMM CTAaHAApPTOM crefyeT PyKOBOACTBO-
BaTbCH 3aMeHSAI0WNM (MU3MEHEHHbIM) CTaHAAPTOM. ECM CCbINOYHbI CTaHAAPT OTMEHeH 6e3 3aMeHbl, TO NOI0XEHWE, B KO-
TOPOM flaHa CCbl/Ika Ha Hero, MPUMEHSAETCA B YacTu, He 3aTparuBalwoLleil 3Ty CChINIKY.

3 TepMuHbI 1 onpeaeneHus

B HacTosiLleM cTaHfapTe NPpUMEHEeHbI CriefyoLne TePMUHbI C COOTBETCTBYIOLLVMU ONpeesieHNaMu.

3.1 npoTe3 hnbPO3HOro KosbLa A8 aHHy/onaacTukM (ONOpHOEe KOoJMbLo, KOMbLO KapnaHTbe,
M®K): NpoTe3Hoe yCTPONCTBO, AONOMHSAOLLEE €CTECTBEHHBIN KnanaH n hnkcmpytolee HapyxHo donbposHoe
KOMbLO.

3.2 kapkac N®K: dopmoobpasyowmii aNeMeHT, 3a4atoLLnii NpocTpaHCTBEHHY hopmy MOK.

3.3 obwwuska MdK: Msarkaa ob6onouka MNOK.

MpumeyvyaHune — O6wuska MPK 06bIYHO BbINOSIHEHA U3 TEKCTU/IbHLIX MaTepuanos, nonutetTpadTopaTuieHa

unn kceHomatepuanos. O6LWMBKA MOXeT BkloYaTb 60pTUK, (hopmMupyoLWwmnini ManxeTy. KonbLo MOXET COCTOATb TONIbKO U3
0HOI 06LWUNBKN.

M3paHue ouunanbHoe
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3.4 nocafouHblii KOHTYpP M®K: BHyTpeHHUIA KOHTYp MPK, No KOTOpoMy NPOBOAAT NoALIMBaHNE U OUK-
caumio oM6bpO3HOro KosbLa.

3.5 3amkHyTbI MPK: NOK, hopmupytoLwnii 3aMKHYTbIA KOHTYP.

3.6 pasoMkHyTbIN MNPK: MNOK, hopmupyolinii pa3oMKHYTbIA KOHTYP.

3.7 nocapouHblii pasdmep MN®K: XapakTepHblii pasmep MNMPK. cOOTBETCTBYHOLLNIA PACCTOSHUIO MEXAY
KoMmuccypamu knanaHa.

3.8 xecTkuii NPK: MPK. dukcupyowwmii npocTpaHCTBEHHYO hopMy (hMOPO3HOro KosbLa.

3.9 nnactuuHblii NOK: XKecTkuin MK, gonyckawlwnii npoBeAeHne nnacTnyeckoin gecopmauum Ha ns-
M6 [0 MMNAaHTauun Wi NHTpaonepaLmoHHO.

3.10 markuii NPK: MOK. dukcupyowmii Tonbko ganHy nepumeTpa hubpo3HOro KonbLa.

NMpumeyvyaHune — MNOK. nmerouwmne ynpyrue kapkachol, npugaroume NOK 40N0NHUTENbHYIO XECTKOCTb Ha 1U3rub,
HO He dhmkcupytowmne hopmy MO K. oTHOCATCA K MATkUM MK,

4 TexHu4eckue TpeboBaHUA

4.1 N®K fomkHbl 6bITb U3rOTOBMEHLI B COOTBETCTBUN C TPeOGOBAHUSAMY HACTOSLWLEro cTaHgapTa U Hop-
MaTUBHbIX AOKYMEHTOB Ha M®PK KOHKpeTHOro Buaa, yTBepXAeHHbIX B YCTAHOB/IEHHOM MOpsAAKe.

4.2 V3roToBUTENb AO/MKEH YCTAHOBUTL Tpeb6oBaHNS K rabapuTHbiM pasmepam MNOK. HazHayeHHble no-
rPELLHOCTU AO0MKHbI ObITb HE 6osiee 1 MM.

4.3 M@K foMKHbI BblAEPXMNBaTbL UCMbITAHWE HA MEeXaHW4YecCKyl MPOYHOCTb OOLUMBKW. M3roToBuUTENb
[O/MKEH yCTaHOBUTbL TPE60BaHNA U MeTOAb! UCNbITaHWI A1 OLEHKN MeXaHW4eCcKoi NPOYHOCTM B 3aBUCHMOCTU
OT MeTOAMKM MoALINBaHUA KoMbla. B cnyyae, ecnn metoavka nofwmMeaHus npegycmarpuBaeT nNpokosi n npo-
nyckaHue Xvpypruyeckoi HT Yepes MaHxXeTy, cnefyeT UCNoNb30BaTb NPUHLMN UCMbITAHUSA, YCTAHOB/EHHbIN
FOCT P 52999.1. nogpa3sgen 5.4.

4.4 MnactuyHble MPK AOMKHbI BbIAEPXMBATb UCTbITAHWE HA YCTONYMBOCTL K Neperndy B COOTBETCTBUN
C MEeTO/lOM, YCTaHOB/IEHHbIM U3rOTOBUTENIEM.

4.5 TI®K 0oNMKHbI NOCTaBAATbL B CTEPUSILHOM BUAE.

4.6 TM®K gomKHbI 6bITb YCTONUMBLIMU K BO3AENCTBUIO B1UO0rMyeckoli cpefbl opraHusma, 6MocosmecTu-
MbIMU 1 HETOKCUYHbIMUW B COOTBETCTBUU € TpeboBaHusmn TOCT P MCO 10993-1.

4.7 W3roToBUTENb AO/HKEH ONpefenuTb CPokK cnyx6bl NMOK nnoaTBepAnTL €10 METOA0M J0/ITOCPOYHOI0
KNIMHNYECKOro HabnoaeHns.

5 KOMMNNEeKTHOCTb, YNakoBKa, MapKNPOBKa, UHCTPYKLUUS MO NMPUMEHEHUIO

5.1 KOMNMAeKTHOCTb

5.1.1 B KOMNAEKT U3[enunsa AOMKHbI BXOAUTb MPK. MHCTPYMEHTbI U NpYHaANEeXHOCTU, HeE06X0AVMblEe
ans obpaueHuns c MNAOK. MHCTpyKuma No npumeHeHuio MNAOK. naeHTudmrkaumoHHas kapta naymenTta. MNepeyexb
WHCTPYMEHTOB W NPUHAANEXHOCTEN, BXOASALMX B KOMNMEKT U3AeNNsa, O/KEH 6blTb yka3aH B TEXHUYECKUX
ycnoBusax Ha MN®K KOHKpeTHbIX MoAeneii.

5.1.2 VpeHTudpukaumoHHas kapta

NaeHTumKkaunoHHas kapTa A0/KHA cofepxaTb, N0 MeHbLUen mepe, cneayioLLyo nHopmaLmio

a) thamunuio, MHULMaNbI NauneHTa;

6) HOMep ncTtopun 6onesHu;

B) HaMMeHOBaHWe 1 afpec Ne4ebHOro yupexaeHus;

r) hamunuio, UHULMasbl XMpypra, BbIMO/HUBLLETO UMNNaHTaLIo;

) faTty umnnadTauuu;

€) no3uLMi0 UMNAaHTaLmnn:

X) MoZenb 1 nocafouyHblii pasmep MoK;

n) cepuiiHblil Homep MOK;

K) HaumeHoBaHue NpeanpuaTUSA-U3roToBUTENS.

[na yno6cTBa 3ano/IHEHMS K KapTe MOryT 6biTb NPUIOXEHbI CaMOK/IeloLWwmMecs CTUKeps! ¢ MHhopmatme
no NepeyvncneHusM X)—k).

5.2 YnakoBka

M®K A0MmKHBI 6bITh yNakoBaHbl B NOTPEOUTENbCKYIO Tapy, COCTOSALLYIO U3 MHAWBUAYaIbHOTO KOHTEliHepa
N HapY>XHOM ynakoBKW. [0MKHbl 6bITb BbINONHEHbI Tpe6oBaHnsa TOCT P MCO 14630.

2
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5.3 MapkupoBka

[onxHbl 6bITb BbINONHEHbI TpeboBaHusa FTOCT P NCO 14630.

5.3.1 MapkupoBKa Hapy>XHOI ynakoBKu

MapkvpoBKa Hapy>XHOW ynakoBKv A0/KHA cofepXaTb, M0 MeHbLUEe Mepe, CrieayoLLyo nHhopmaLuio:

a) ngeHTudmKauunio coaepXumoro,

6) HammeHoBaHue MoK;

B) 0603HayYeHne Mogenu, nocagouHslli pasmep MNOK, B MunanumeTpax;

r) HavMeHoBaHve W agpec U3roToBUTENS.

L) cepwiiHbli HOMep;

€) ykasaHue CTepuIbHOCTU 1 MeToga CTepunusanmmn n3aenus;

X) yKasaHue 04HOpa3oBOro NpUMeHeHUsa u3genus;

1) ykasaHue cpoka rogHoctu («/icnonb3oBaTh A0...»);

K) TpeboBaHUS K XpaHEHWIO;

n) npegynpexaeHve o HefonyCTMMOCTU UCMO/Ib30BaHWUA U34eNNs NPU BCKPbITOM WM NOBPEXAEHHOM
VUHAMBUAYANTbHOM KOHTelHepe;

M) yKasaHWe 0 HeO6XOAMMOCTU 03HAKOMJIEHUS C UHCTPYKUMEN N0 NPUMEHEHNIO.

5.3.2 Mapk1MpoBKa MHONBUAYaILHOIO KOHTeliHepa

MapkvpoBka MHAVBUAYaNIbHOTO KOHTENHepa A0/HKHa cogepxaTtb NHopmaumio, ykasaHHyto B 5.3.1. ne-
peuncneHus 6), B), 4)—Wn).

5.4 WNHCTPYKUMA MO NPUMEHEHUIO

B MHCTPYKLMM NO NPUMEHEHMIO A0/MKHbI ObITh NPUBEAEHBI CNeayoLlmne cBefeHns:

a) mHopmaums, ykazaHHas B 5.3.1. 3a UCK/THOUEHUEM NEPEYUNCTIEHUIA A) U 1);

6) pasmepsbl MNPK. BKAOYasA opmy NOCaf0UYHOTO KOHTYpa, NOCafoUHbIl pa3mep 1 rabapuTHble pasmMe-
pbl MOK:

B) MokasaHus K NPUMEHEHUIO N NPOTUBOMNOKA3aHUS.

r) Mepbl NPeAoCTOPOXHOCTM npu obpatyeHun ¢ NMOK namn ero nmnnaHTaumm;

) noapob6Has nHopmauns o Mepax NpefoCcTOPOXHOCTU, KOTOpble criegyeT cobnoaartb, BkIovas co-
nyTCTBYHOLME NpoLeaypbl 1 OAHOBPEMEHHOE VMCNOb30BaHve Apyrux usgenuis;

e) uHdopmauua o coemecTumocTu MNAOK ¢ npouesypamv MarHMTHO-pe30HaHCHOM ToMorpadun. 31a uH-
dhopmaLmsa Ao/KHA ONMCbIBaTb pe3ynbTaThl aHann3a B3aumogeincteus MKC ¢ MarHUTHbIM nonem (B T. 4. BO3-
MOXHble apTedhakTbl U/MNn Harpes) C ykasaHWeM CU/bl MarHWTHOrO NOASA, NPU KOTOPOW 6bl0 BbINOTHEHO
nccnefoBaHue;

X) paccMoTpeHue MeTOAOB/MHCTPYKUMiA no obpauweHutio ¢ MPK M no ero vMnnaHTaumu, BkIOYas
WHCTPYKUUW ANA NpaBuibHOrTo Bbibopa pasMepa MNOKc yueTom cTeneHn HeCMbIKaHNS CTBOPOK U NPUMEHSBLLE-
rocs metoga npuwimeanus MoK;

1) nepeyveHb NOTEHUMANbHbLIX OCIOXHEHNI, CBA3AHHbIX C UMNIAHTMPOBaHHbIM M®K;

K) onucaHve TpebyeMbIX NPUHALMEXHOCTEN N MHCTPYKLMKN NO X NPUMEHEHUIO;

N) pekoMeHpauun no xpaHeHuwo MNok;

M) ec/iM MPUMEHUMO, MHCTPYKLMA N0 CTEPUIM3aLMM UK NOBTOPHON CTepuansaumu, BkIoYas napameT-
pbl pexuMa cTepuansaum 1 MakcumasbHO oNyCTYMOE YC/IO LUKNOB NOBTOPHON CTEPUNM3aL N, a Takke UH-
dopmaumsa 0 NPYMeHUMbIX KOHTEHepax v ynakoBke AN CTepunusauuu;

H) uHdOpMaLMsa 1 UHCTPYKL MKW, NpefHa3HavYeHHble AN nauneHTa,;

n) HavMeHoBaHue U3roTOBUTENA, ero ajpec u Homep TesnedoHa.
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