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HAUWOHANBbHBLIA CTAHOAPT POCCUUCKOW SGEREPALUMN

BAHOAXW OPTONEANYECKUE HA CYCTABbI BEPXHUX U HUKHUX KOHEYHOCTEN

TuNbI U OCHOBHbIE NapaMeTpbl

Orthopedic bandages for joints of the upper and lower limbs. Types and basic parameters

Data BBegeHna — 2018—01—01

1 O6nacTb NpMMeHeHus

HacTtosawuin ctangapT pacnpocTpaHsieTca Ha opToneauyveckue baHaaxu (qanee — 6aHgaxu), oTHoCS-
wecs kknaccam 04 06 06 no FTOCT PNCO 9999—2014, nyctaHaBnuBaeT TUMbI M OCHOBHbIE NapameTpbl U3ge-
nnin. HactosawmniA cTaHAapT He pacnpocTpaHseTCs Ha TeNoM3onupyowne baHgaxu.

YcTaHoBNeHWe HacToSILWUM CTaH4apTOM TUMOB M OCHOBHBIX MapamMeTpOoB U3Aenvii o3BoNUT obecnevnTb
YHUUKaLNIO TpeBoBaHWU Ha pasnuYHbIX aTanax ux paspaboTku 1 NPOU3BOACTBA.

2 HopmaTuBHbI€e CCbINIKU

B HacTosALWeM cTaHaapTe UCNoNb3oBaHbl HOPMaTUBHBIE CChIMKN Ha crneaylolne cTaHaapThl:

FOCT 790 Mbino xo3sMcTBEHHOE TBEPAOE U MbINo TyaneTHoe. [NpaBuna npuemMku 1 MeToAnKU UcnbiTa-
HUI

FOCTISO10993-1 UzpenusameaunumHckue. OLeHka 61onorMieckoro AencTBust MeAULIMHCKAX U3aenuii.
YacTb 1. OueHKka 1 nccneaosaHns

FOCTISO10993-5 Uzaenus meaunumHckue. OLeHka 61onormieckoro AencTBUs MeaULMHCKAX U3aenuii.
YacTb 5. UccrnegoBaHmne Ha LMTOTOKCUYHOCTL: MeToabl in vitro

FOCT ISO 10993-10 Usgenus meanunHckme. OueHka Buonormyeckoro AeUCTBUA MeQULNHCKUX naae-
nni. Yacts 10. MccnegosarHns pasgpaxatolero U CeHCUbuUnmsnpyoLero AencTaunst

FOCT 15150 MawwHbl, npubopkl N gpyrue TexHn4eckne nsgenus. MicnonHeHuns ana pasnuyHbIX Knuma-
TU4eckmx panoHoB. Kateropuum, ycrioBus akcrmyaTauumn, XpaHeHuss N TpaHCnopTUPoBaHUA B YacTn BO3Aen-
CTBUS KNMMaTUYECKUX hakTopOoB BHELLHEN cpeabl

FOCT P NCO 9999 BcnomoratenbHble cpeAcTBa ANA Mogen ¢ orpaHuyeHUsaMN XXU3HeOeATeNbHOCTU.
Knaccudpmkauns n TepMmmHonorus

FOCT 31509 Wagenus MmeguumHcKne anactuydHble UKCUMpytoLme U komrnpeccuoHHble. ObLwue TexHK-
yeckue TpebosaHusa. MeToabl UcnbITaHWi

FOCT P 50444 Mpubopsl, annapatkl 1 o6opyaoBaHne meguLnHckie. Ob6LLMe TeXHUYecKne ycroBus

MpwvMedyaHwn e — [Npn NonbL30BaHNM HACTOSILLMM CTaHAAPTOM LiernecoobpasHo NpoBepUTL AeNCTBNE CCbINOY-
HbIX CTaHZAPTOB B WHMOPMaLMOHHON cucTeMe obWero nonb3oBaHusi — Ha oduumnanbHoMm calite PegepanbHOro
areHTCTBa Mo TeXHWYECKOMY PerynmpoBaHuIO U METPONorum B cetn VIHTepHeT nnm no exerogHoMy MHOpMaLnoHHOMY
ykasaTento «HaunoHanbHble cTaHaapTh!», KOTOPbLIV ONYGNMKOBaH NO COCTOSIHMIO Ha 1 sTHBapsi TEKYLLLEro roaa, 1 no Bbinyc-
KaM eXXeMeCA4YHOro MHPopmMaLMoHHOro ykasatens «HaunoHanbHble cTaHgapThl» 3a TekyLWwmn rog. Ecnv 3ameHeH cebinoy-
HbI CTaHAAPT, Ha KOTOPLIN JaHa HeJaTMPOBAaHHAsT CCbINKa, TO PEKOMEHOYETCSl UCMONb30BaTh AENCTBYIOLWYI0 BEPCUIO
3TOro cTaHgapTa € y4eTOM BCeX BHECEHHbIX B JAHHYI0 BEPCUI0 U3MEeHeHUI. ECnv 3aMeHeH CCbINoYHbIN CTaHgapT, Ha KOTo-
pbiii JaHa JaTUPOBAaHHAas CCbINKa, TO PEKOMEHAYETCS MCMONb30BaTh BEPCUIO 3TOTO CTaHAapTa C yKasaHHbIM Bbille rogom
yTBEpPXAeHUA (NPUHATKA). ECnn nocne yTBepXaeHUsi HACTOSLWEro cTaHaapTa B CCbINOYHbIM CTaHAAPT, Ha KOTOPLIN AaHa

U3paHwe ocpmumanbHoe
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AaTnpoBaHHas CChllika, BHECEHO UBMEeHEeHMe, 3aTparneatoLlee nonoXxXeHne, Ha KoTopoe gaHa CCblfka, ToO 3TO NonoxeHne
PEeKoOMeHayeTCANPUMEHATb Ges yvyeTa AaHHOIo UsMeHeHus . Ecnu ccbinoyHbin ctaHgapT OTMEHEH 6e33ameHbl, TO Nonoxe-
HWE, B KOTOPOM AaHa CCblfiKa Ha Hero, pekoMmeHayeTcs NPUMEHATb B HacTu, He SanaFVIBaIOLLLeVI 3TY CCbINKY.

3 TepMuHbI M onpeaeneHus

3.1 B HacTosileM cTaHaapTe npumeHeHbl TepMuHbl no FTOCT 31509, [1].

4 Twunbl 6aHpaxen

OpToneaunyeckune 6aHaaxm KNaccuuumpyroT:

- Mo 06nacT NPUMeHeHUs Ha Tene YenoBeka;

- Ha3Ha4YeHuH;

- KOHCTPYKLUN;

- CTerneHn KoMNpeccuu.

4.1.1 Mo obnacTu npuMeHeHNsa Ha Terne YernoBeka opToneandeckne GaHaaxkn noapasaensoT:

- Ha obnacTb Ny4ye3ansacTHOro CycTaBsa,

- Ha 06nacTb 3anAcTbs;

- Ha o6nacTb NOKTEBOro cycTaBa;

- Ha obnacTb NNeYeBoro CycTasa;

- Ha obnacTb KONeHHOro cycTaBa (HakoNeHHMK);

- Ha oBnacTb roNeHOCTOMNHOMO CycTaBa;

- Ha obnacTb TazobepeHHoOro cycTasa.

4.1.2 Mo HasHa4yeHWUo opToneauyveckne baHgaxmn noapasaensitoT:

- Ha npodunakTudeckme;

- NevyebHble.

4.1.3 TMo KOHCTPYKUMM opToneanyeckne 6aHgakn nogpasaensior:

- Ha u3denusa co BCTaBKaMu (NenioTamm unu pedpamm XecTKoCTH Asis noaaepXXaHust 1 KOPPeKLUN KoM-
npeccun) N3 NONMMEpPHBIX, METaNIMYECKUX U APYrMX HE3NACTUYHBIX MaTepuasnos;

- n3genus 6es BCTaBOK.

4.1.4 Tlo cTeneHn kKoMnNpeccum opToneauyeckue 6aHAaXKN Ha CyCTaBbl BEPXHUX U HKHUX KOHEYHOCTEN
noapasaenstoT Ha NATb KIaccoB:

- HyNeBOoro Kracca KoMnpeccuu;

- 6aHpax | knacca komnpeccuu;

- 6baHgax |l knacca komnpeccuu;

- 6anpax lll knacca komnpeccuu;

- 6aHagax IV knacca koMnpeccun.

4.1.5 OpTtoneanyeckne GaHaaXu NepevyMcrneHHbIX TUMOB AO/MKHbI COOTBETCTBOBATb TpebGoBaHUAM
FOCT 31509.

5 OcHoBHbIe NapaMeTpbl 6aHAaXeN

5.1 Tpe6GoBaHUA K KOHCTPYKLUUU U MaTepuanam

KoHCTpyKLMS U MaTepuanbl opToneamyeckux 6aHaaxein AoMKHbl 06ecnevnsaTh orpaHUYeHns Heduano-
NOTVYECKUX ABUXKEHUIN 06 nacTu Tena, Ana KOTOPOW NpeaHasHayeH opToneandeckuii 6aHaax, ¢ uensto noaaep-
XaHUSA MATKUX TKaHel B cnyvae TpaBMbl (Hanpumep, cnopTuBHoOMW), 6onesHu (HanpuMep, peBMaTU3Ma) u/unm
XUpyprudeckomn onepauun.

5.1.1 Ons ypobcTBa MCNONb3oBaHWA opToneanyecknia baHaa MOXeT UMEeTb crneunanbHble 3aCTeXKN
(MonHUK, BENbLKPO, LIHYPOBKW, pasbeMbl 1 T. 4), obecneynBaoLlMe B 3aCTErHYTOM NOMOXeHUN duKcaumo
opToneauyeckoro 6aHaaxa U XxapakTepUCTUKMA KOMMPEeCCUn B COOTBETCTBUN ¢ TpebosaHuamu FTOCT 31509.

5.1.2 TpeboBaHue k gonyckaemoil macce optoneamveckoro 6aHaaxa AoKHO ObiTb ykasaHo B HopMa-
TUBHOM (TEXHUYECKOW) AOKYMEHTaLMW Ha 6aHAaX KOHKPETHOro BUAA.

5.1.3 OcHoBHble NapamMeTpbl opTonegnyecknx HGaHaaxen OOMKHbI COOTBETCTBOBATb TpeboBaHMAM
FOCT 31509 ans 6aHgaxei.

5.1.4 MapameTpbl KOMMpeccun opToneanveckux baHgaxken AOMKHBI COOTBETCTBOBATL TpeboBaHMAM
rOCT 31509.

5.1.5 Pa3amepsbl 6aHgaxent — no FOCT 31509.
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5.2 Tpe6oBaHUsA HaAeXHOCTU

HasHaueHHbIN CPpoK Nosib30BaHUs opTonean4eckum 6aHgaxoM Ha BePXHIOK U HUXHIOK KOHEYHOCTb
DOIKeH 6bITb He MeHee 6 MecsILEB.

5.3 Tpeb6oBaHUA CTOMKOCTU K BHELUHUM BO3AEUCTBUAM

5.3.1 KnumaTtuueckoe ucnosnHeHue optoneauyeckoro 6aHgaxka — ¥2 no FOCT 15150, Ho ans akcnnya-
Tauuu Npu TeMmnepaType BHeluHel cpefbl oT nioc 5 °C ao nntoc 40 °C un snaxHoctn 100 % npu Temnepatype
nmoc 25 °C. [lonyckaeTca MHOe KnuMaTuieckoe UCNofHeHUe opToneaudeckoro baHaaxa c ykasaHuem B TeXHU-
YeCKUX YCNOBUAX UMW HOPMATUBHOW (TEXHUYECKON) AOKYMEHTaUnN Ha opToneauyeckuii 6aHaax KOHKPEeTHOro
Buaa.

5.3.2 Mpu TpaHCNOPTUPOBAHUN U XpaHeHUM opToneanvecknin 6anaax AomkeH OblTb YCTONYMB K BO3AE -
CTBUIO KNUMaTU4Yeckux hakTopoB BHeLIHeWn cpebl AN ycnosui xpaHeHua 5 no MOCT 15150. fJonyckaeTtca
WHOEe UCMOSTHEeHUe opToneauyeckoro baHgaxka ¢ ykasaHUeM B TeXHUHECKUX YCNOBUSIX U HOPMATUBHOW (Tex-
HUYEeCKON) AOKYMEHTaL UM Ha opToneaMyeckuii baHaax KOHKpeTHOro Buaa.

5.3.3 B TexHUYECKUX yCrnoBUsaX Ha opToneandeckuin 6aHaax KOHKPETHOro BUuaa AomkHbI GbiTb ykasaHsbl
pekomMeHAaunmn No yxoay, coaepaliue: TUn MoroLero cpecTsa; TUM CTUPKU (pyvHas/MallmHHaNA); 0cobeHHoC-
T CYLIKK 1 Np., oBecnevnBaroLme COXpaHHOCTb OCHOBHBIX NapameTpoB opToneauyeckoro 6anaaxa c y4uetom
TpeboBaHuii 5.5.

5.4 Tpe6oBaHuUA kK MaTepuanam

5.4.1 3nemeHTbl opTONEAMYEcKoro 6aHaaxa, KOHTaKTUPYIOLLME C TeNOM MNob3oBaTens, A0MKHBI ObITb
N3roToBfieHbl W3 MaTepuarioB, COOTBETCTBYOWMX TpeboBaHuaM OGuonorudeckon 6GesonacHocT no
FOCTISO 10993-1,MOCT ISO 10993-5 u'OCT ISO 10993-10.

5.4.2 MaTtepunanbl aneMeHTOB opToneauyeckoro baHgaxa, KoTopble MOryT NoJABepraTbCA BO3AENCTBUIO
arpeccuBHbIX BMONOrMvecKnX Xunakocten (nota), AOMKHbI ObITb CTOMKUMW K BO3OEWACTBUIO 3TUX XXNAKOCTEN
cornacHo [2].

5.4.3 Tlpu narotToBneHMn optoneaundeckoro baHgaxa He ooNycKaeTcsl MPUMEHSITb NErKOBOCNNIAMEHSI0-
Linecs roptoyme matepuansl.

5.4.4 Ha noBepxHOCTW opToneauyeckux baHgaxen He AOMKHO BbITb Ckagok, COOpoK, MexaHUYecknx
noBpexaeHNi, 3arpsisHeH, a Takke HapyLIeHU CTPYKTYpbl MaTepuarnos.

5.5 TpeboBaHusa akcnnyatauum

5.5.1 MaTepuansl, UCMoNb3yeMble AN U3roTOBNEeHUS opToneanyecknx 6aHaaxei, 4ormkHbl obecneyun-
BaTb N3MEHeHWe NMHeNHbIX Pa3MepPOoB U3aenus nocne nepeon cTupkn He 6onee 20 % OT X NMHENHBIX pa3me-
POB A0 CTUPKN.

5.5.2 3HauyeHus ocTaTouHoU AedpopMaummn opToneaudeckux GaHgaxen 4o U Nocne CTUPKUA AOSKHbI
6bITb He Bonee 10 %.

5.5.3 3HaueHUsa paspbIBHOW HArpy3ku, pacTsXKUMOCTH, paBoueil pacTKUMOCTN opToneanyeckux 6an-
Aaxel nocne CTUPKA AOIKHbI ObITb He MeHee 3HaYeHuI, ycTaHoBNeHHbIX B FTOCT 31509 ana 6aHgaxen.

5.5.4 3HaueHue pa3pbIBHOro yaANMHeHUsi optoneandecknx baHaaxen AOSHKHO BbITb He MeHee 3HaYeHns
PaCTSKUMOCTH.

5.5.5 NameHeHuWe 3HaYeHUs pa3pbIBHOTO YANMHEHUS opToneauvecknx 6aHaaxen nocne CTUPKA AOMKHO
6bITb He Bonee 20 % X pa3pbIBHOMO YANMHEHWUS1 4O CTUPKM.
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(1]

Bubnuorpadun

HomeHknaTypHas knaccudukaumsa MeaMUUHCKMX U3genui (yreepxaeHa npukasom Munagpa-
BaoT 6 uioHs1 2012r. N4H «O6 yTBEepXAeHMN HOMEHKNAaTYPHON Knaccudukaumm MeguuMHCKNX

m3genviny)

[2]1 MY 25.1-001—86 «YCTONYMBOCTb U3Qenui MEAUUMHCKON TEXHUKN K BO3AENCTBUIO arpeccuBHbIX Buonornyec-
KUX XMOKOCTEN»

YOK 676.252:006.354 OKC 11.180.10 OKI1 939690

KnioueBble crioBa: GaHaax, opToneanyecknii 6aHAax, BEPXHAA KOHEYHOCTb, KOHEYHOCTb, HWKHSSA KOHEeY-
HOCTb, CyCTaB, TUM
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