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Mpeancnosune

1 PASBPABOTAH ®epepanbHbIM rOoCyfapCTBEHHbIM GHOMKETHLIM YyupexaeHuem «Bcepoccuiickuii
Hay4Ho-1ccnenoBaTeNbCKUiA N NCMbITATeNbHbIA MHCTUTYT MeAULMHCKON TeXHWK» ®efepasibHON cnyx6bl No
Haja3opy B cdpoepe 3apaBooxpaHenus (Prey «BHUNMMT» Poc3gpaBHansopa)

2 BHECEH TexHun4yeckMm kKoMUTeTOM NO cTaHgapTusaumm TK 381 «TexHnyeckne cpefcTsa 4/ UHBaIN-
A0B»

3 YTBEPX/EH VBBEJIEH B JENCTBWE MNpuka3om ®eaepan-HOro areHTcTa No TEXHUYECKOMY pery-
NMPOBaHNI0 N MeTpoornm ot 5 okTa6psa 2017 r. Np 1345-cT

4 BBEJEH BMNEPBbIE

MpaBuna NpUMeHeHUss HACTOALLEero cTaHgapTa yCcTaHOB/IeHbl BCTaTbe 26 ®efepasibHOro 3akoHa
0T 29 uioHsa 2015 1. Ne» 162-®3 «O cTaHfapTusayum B Poccuiickoii ®eaepauun». MHcopmauns 06 nameHe-
HUAX K HacToAWeMy cTaHAapTy Ny6/nKyeTcs B eXerofgHomM (No CoOCTOAHUIO Ha 1sHBapsA TekyL ero roga)
nHhopMaLnoHHOMYKa3aTene «HaumoHanbHble cTaHAapThi», aohnuumanbHbIR T e KC T n3MeHeHuii nnonpa-
BOK — BeXeMeCA4YHOM MH(opMaLnoHHOM yka3aTene «HauunoHanbHble cTaHA4apThbi». B cnyyaB nepecmorT-
pa (3aMeHbl) WM OTMEHbl HacToslW,ero cTaHgapTa COOTBeTCTBYHLUee YyBeAoMm/leHne OyaeT
onyb6/IMKOBaHO B GMKailleM BbIMyCKe eXeMeCsSYHOro UHMOpPMaLMOHHOro ykasatens «HauuoHanbHble
cTaHgapTbl». CooTBeTCTBYyWOWAan WHopmaums, ysefoMIeHne N TeKCTbl pasMelalnTcsa Takxe B
NHChOpMaLMOHHONM cucTeme 06LLero NoAbL30BaHNA — Ha odmumanbHoM caliTe Pefepanbiioro areHTcTBa
Mo TeXHUYECKOMY perysiupoBaHunio uMeTposiorum (Www.gost.ru)

© CraHpapTuHdopm, 2017

HacTosuii cTaHAapT He MOXeT GbITb NOTHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kauecTBe 0(huLManbHOro U3faHus 6e3 paspelleHus defepasbHOro areHTCTBa No TEXHUYECKO-
My peryMpoBaHuio 1 MeTposiornm
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HALULMWOHANBbHBLIN CTAHAAPT POCCUWNCKOMWN GELEPALUMN

BAHOAXW OPTOMEANYECKWE HA CYCTABbI BEPXHUX U HUXHNX KOHEUHOCTEMN

Tunbl 1 OCHOBHbIE NapamMeTpbl

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

fNaTta BBegeHnsa — 2018—01—01

1 O6nacTb NPUMEHEHNS

HacToswuii ctaHgapT pacnpocTpaHaeTcsl Ha opToneanyeckme 6aHgaxmn (anee — 6aHgaxu), 0THOCS-
wmecs kknaccam 04 06 06 no FOCT P NCO 9999—2014. nyctaHaBnMBaeT TUMNbl U OCHOBHbIE NapameTpbl n3ae-
M. HacToswmin cTaHgapT He pacnpocTpaHsaeTCs Ha Tenaon3onupyoLne 6aHgaxm.

YcTaHoBNEHME HACTOAWMUM CTaH4apPTOM TUNOB MOCHOBHbIX MapaMeTpoB U3aenunii N03BonT obecneyunTb
yHUrKaLmio TpeboBaHN Ha pas/iMyHbIX aTanax ux paspaboTku n NPoM3BoACTBA.

2 HopmaTuBHbIE CCbIKK

B HacTosleM cTaHgapTe UCMOMb30BaHbl HOPMaTUBHbIE CCbINIKW Ha CeayloLline cTaHaapThbl:

FOCT 790 MbIfio X0351iCTBEHHOE TBEPA0€E M MbINO TyaneTHoe. Mpasuia NnpuemMkyn 1 MeToankn UcnbiTa-
HWiA

FOCTIS 010993-1 W3pgenusa meanumHckme. OueHka 61Mon0rnyeckoro gencTemsa MeguuMHCKUX n3gennii.
YacTtb 1. OueHka v nccnefoBaHus

FOCTIS010993-5 WM3genusa megmumHckme. OueHka 61Mon0rnyeckoro AencTensa MeanunHCKnX n3genmnii.
YacTb 5. iccnefoBaHme Ha LUMTOTOKCUMYHOCTb: METOAbI in vitro

FOCT ISO 10993-10 W3penua megauuuHckme. OueHka 61onornyeckoro AeicTema MeguLuHCKUX naae-
i, YacTe 10. MiccnepoBaHuns pasgpaxaroLero n ceHcnbnnnsnpyoLero geincrens

FOCT 15150 MawwuHbl, Npubopbl nApyrue TexHudeckne nsgenus. VicnonHeHns gna pasfinyHbix kavMma-
TUYeCKNX palioHOB. KaTeropuu, ycrnoBus aKcnayaTauuu, XpaHeHusa 1 TpaHCNopTMPOBaHUA B 4acTu BO3Aei-
CTBUS KNMMaTUYeCcKnx hakToOpoB BHELLHEN cpefbl

FOCT P NCO 9999 BcnomoraTesibHble CpeAcTBa 415 Ntofeli C orpaHNUYeHNs MU XU3HEeAEeATENbHOCTH.
Knaccudmkauus n TepmmnHonorus

FOCT 31509 W3penua mMefuuuHCKME anacTuyHble hukeupyowme n KOMNpPeccuoHHble. ObLwme TeXHN-
yeckne TpeboBaHus. MeToAbl NCNbITaHWI

FOCT P 50444 TMpubopsl, annapaTbl 1 060pygoBaHne meanumHckne. ObLmne TexHuyeckue ycnoBus

MpumeyaHue — MNpyNONb30BaHUN HACTOSAWMUM CTaHAapTOM Lenecoo6pasHo NPoBepUThL JelicTBUE CCbINOY-
HblX CTaHAapTOB B WH(OPMaUWOHHOW cucteme o6LWero Nonb3oBaHWA — Ha oduunanbHom calite PegepanbHOro
areHTCTBa N0 TEXHUYECKOMY PerysimpoBaHnio U MeTPonorun B ceTn VIHTepHeT Uan no eXxeroAHoMy MHGOpMaLuOHHOMY
ykasatento «HaunoHaNbHble CTaHAapTbli*, KOTOPbI/ ONy6AMKOBaH NO COCTOSIHWIO HA 1 AHBapsA Tekylieroroga, M no Bbinyc-
Kam eXXeMeCcs4YHOro NHopMaLMOHHOro ykasaTens «HaumoHanbHble cTaHfapTbli» 3a TekylWwuii roa. Ecnu sameHeH ccblnoy-
HbIA cTaHJapT, Ha KOTOPbI/ faHa HegaTMpOBaHHAA CCbl/lka, TO PEKOMEHAYeTCA MCNONb30BaTh AENCTBYIOL YO BEPCUI0
3TOro cTaHAapTa C y4eTOM BCeX BHECEHHbIX B laHHYI0 BEPCUIO M3MEHeHWIA. EcNn 3aMeHeH CCbINIOYHbI CTaHAapT, Ha KOTo-
pbiii faHa gaTUpoBaHHas CCbINKA, TO PEKOMEHAYeTCS UCNONb30BaTh BEPCUIO 3TOrO CTaHAapTa C yka3aHHbIM Bbllle r040M
yTBEpXAeHNA (NpUHATUS). ECnu nocne yTBepXAeHNs HacTOSILLero cTaHAapTa B CCbI/IOYHbIA CTaHAapT, Ha KOTOpPbIA AaHa

N3paHne opuymnanbHoe
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fAaTupoBaHHasA CCblfika, BHECEHO U3MeHeHWe, 3aTparuBaioliee NosoXeHWe, Ha KOTOPOe fjaHa CCbiska, TO 3TO NOSOXeHne
pekoMeHAyeTCs NIpUbleHATb6Ee3 yueTa JaHHOro U3MeHeHUs. ECNK CCbINIOYHbI CTaHAapT OTMeHeH 6e33aMeHbl, TO MO0Xe-
HMe. B KOTOPOM AaHa CCbifika Ha HEro, PEKOMeHAYyeTCst TPUMEHSATL B YACTH, He 3aTparnBaloLleil 3Ty CCbiky.

3 TepMuHbI 1 onpegeneHns

3.1 B HacToseM cTaHgapTe NnpuMeHeHbl TepMuHbl no FOCT 315009. [1].

4 Twunbl 6aHgaxemn

OpToneguyeckue 6aHaaxu KnaccuuumupyoT:

- N0 061aCTN NPUMEHEHWSA Ha TeNe Yesl0BeKa;

- Ha3HayeHuo;

- KOHCTpYKL MK,

- CTENEHN KOMNPeCccun.

4.1.1 TMoob6nacTn NpYMEHEHNs Ha Tefle YenoBeKa opTonemyeckme 6aHfaxun nogpasfensior;

- Haob6nacTb Nyye3ansacTHOro cycrasa,

- Ha 06/1acTb 3anACTbs;

- Ha 061acTb JIOKTEBOr0 CycTaBa;

- Ha 061acTb N1eYeBoro cycTasa;

- Ha 06/1aCTb KOJIEHHOTO cycTaBa (HakoNeHHUK);

- Ha 061acTb roNEHOCTONHOIO cycTasa.

- Ha 06nacTb Ta30b6eApPEHHOro cycTaBa.

4.1.2 Tlo Ha3HayeHuto opToneanyeckme baHgaxn nogpasaensior;

- Ha npodnnakTnyeckue;

- neyebHble.

4.1.3 Tlo KOHCTPYKLUM opToneguyeckve 6aHfaxu nogpasgensior:

- Ha u3genus co BcTaBkamu (NenoTamu unu pebpamu XecTkocTu 415 NOAAEPXKAaHMA N KOPPEKLUN KOM-
npeccumn) U3 NosIMMeEpPHbIX, MeTa/IMYECKUX U APYTUX HESNACTUYHBIX MaTepuasnos;

- n3genua 6e3 BCTaBoK.

4.1.4 Tlo cTeneHn KOMNpeccmMn opToneanyeckne 6aHAaxmM Ha CycTaBbl BEPXHUX U HXHUX KOHEYHOCTE
noapasgensoT Ha NATb KNaccos:

- HY/IEBOTO K/1acca KoMnpeccuu;

- 6baHaax | knacca komnpeccuu,

- 6baHgax Il knacca komnpeccuuy;

- 6aHgax lll knacca komnpeccuu;

- 6aHgax IV knacca Komnpeccuu.

4.1.5 OpToneguyeckme 6aHAaXN NepeyvncrieHHbIX TUNOB AO/HKHbI COOTBETCTBOBaTb TpeboBaHWAM
FOCT 31509.

5 OCHOBHble NapameTpbl baHaaxe

5.1 Tpeb6oBaHUSA K KOHCTPYKLUYM 1 MaTepuanam

KoHCTpyKUus 1 maTepuasnbl opToneamnyecknx 6aHaaxen 4o/mKHbl 06ecneynsaTtb orpaHnyeHns Hedunsmno-
Noruyecknx ABWxeHnii obnacTtv Tena, 418 KOTOPOI NpefHa3HaYeH opToneAnyecknin 6aHgax, c Lenbo nogaep-
XaHns MATKUX TKaHel B criyyaB TpaBMbl (HanprvmMep, CNopTUBHOI), 60n1e3Hn (Hanpumep, peBmartusma) u/vnm
XVPYPruyeckoi onepawmu.

5.1.1 Ans ypo6cTBa MCNOMb30BaHNA opToneanyeckunii 6aHfax MOXeT NMeTb cneunasibHble 3acTexKn
(MOIHWK, BENbKPO. LUHYPOBKM, pasbemMbl U T. 4), obecneuymBaloline B 3aCTErHYTOM MOMIOXEHUN hUKcaLuio
opToneAnYeckoro 6aHgaxa v xapakTepucTUKM KOMNpeccum B COOTBETCTBUM ¢ TpeboBaHusamn TOCT 31509.

5.1.2 Tpe6oBaHue K oNyckaemoli macce opToneanmyeckoro 6aHgaxa fo/KHO ObiTb yKasaHo B HOpMa-
TUBHOI (TEXHUYECKOI) f,OKyMEHTALMMN Ha 6aHA2K KOHKPETHOTO B1Aa.

5.1.3 OcHOBHble NapameTpbl OpTONeAMYecknx GaHAaxel [O0/MKHbI COOTBETCTBOBATb TPebOoBaHWUAM
FOCT 31509 gns 6aHgaxei.

5.1.4 TMapameTpbl kOMNpeccun opToneanyecknx 6aHaaxel AOMKHbI COOTBETCTBOBATL TPe6GOBaHNAM
FOCT 315009.

5.1.5 Pa3mepbl 6aHgaxeint — no FOCT 31509.
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5.2 Tpeb6oBaHWNs HaAEXHOCTN

HasHaueHHbI CpPOK noJsib30BaHUA opTonegnyecknum 6aH,EI,a)KOM Ha BEPXHKOK WU HMXHKOKO KOHEYHOCTb
OO0J/1KEH 6bITb HE MeHee 6 MecsLuesB.

5.3 Tpe6oBaHUA CTOWKOCTMW K BHELIHNM BO34eCTBUAM

5.3.1 KnumaTtumyeckoe ncnosHeHue optoneamnyeckoro baHgaxa — ¥2 no FOCT 15150. Ho ans akcnaya-
Tauum Npy TemnepaTtype BHelwHel cpedbl ot natc 5 °C go natoc 40 °C v BnaxHocty 100 % npu Temnepartype
nntoc 25 °C. [lonyckaeTcs MHOe KMMaTU4eckoe NCMOTHEHVE OpToNneAnyYecKkoro baHgaxa c ykasaHmem B TEXHU-
YeCKUX YCOBMAX WA HOPMATUBHOI (TEXHUYECKON) AOKyMEHTaLMN Ha opToneanyeckunii 6aHfax KOHKPETHOro
BMAa.

5.3.2 MMpuTpaHCNoOpTUPOBAHUU U XpPaHEHWUN OPTONEeMYECKnil GaHfaX f0/MKeH ObITb YCTONYMB K BO3eit-
CTBUIO KIMMATUYECKNX (PaKkTOpOB BHELUHEeNR cpeabl ANs ycnoBuid xpaHeHns 5 no FOCT 15150. JonyckaeTcs
MHOE NCMNOIHEHNE OPTONEeANYEeCKOro 6aHgaxa c ykasaHMem B TEXHUYECKUX YC/TOBUSAX U HOPMATUBHOW (Tex-
HMYeCKOoW) AOKYMeHTaL N Ha opToneuyeckuii 6aHax KOHKPETHOTO BMAA.

5.3.3 B TeXHWYecKunx ycrnoBmsax Ha opToneanyeckunii 6aHfax KOHKPETHOro Buaa A0/KHbI 6bITb yKas3aHsbl
pekoMeHaaLuuy no yxoay, cogepxatiune: TN MOKLLEro CPpeAcTBa; TUN CTUPKK (pyymnas/MaluHHas): ocobeHHoc-
T CYLLUKW 1 Np.. o6ecneymnsatoLlme COXpaHHOCTb OCHOBHbIX NapameTpoB OpToneAnYeckoro 6aHaaxa c yueTom
TpeboBaHwuii 5.5.

5.4 Tpe6oBaHusa K matepuanam

5.4.1 32nemeHTbl OpTONEANYECKOro baHgaxa, KOHTaKTUpyoLwme ¢ TesIoM Nosib3oBaTens, fO/MKHbI ObITb
M3roTOB/IEHbl U3 MaTepuanos, COOTBETCTBYWLWMX TpeboBaHWAM 6Guonornyeckor 6Ge3onacHoOCTW Mo
FOCT ISO 10993-1, FOCT ISO 10993-5 1 FOCT ISO 10993-10.

5.4.2 Matepwuanbl 3/1eMEeHTOB OpTONeAMYeckoro 6aHgaxa, KoTopbie MOryT NofBepraTbCsa BO34eNCTBUIO
arpeccuBHbIX BMONOrMYECKNX XULKOCTeR (noTa), A0/MKHbI ObiTb CTONKMMU K BO3L4ENCTBUIO 3TUX XUAKOCTEN
cornacHo (2).

5.4.3 Tpv n3rotosnieHNn opToneamyeckoro baHgaxa He fonyckaeTcs NPUMEHATb 1erKoBOCN1IaMeHs10-
Lecs roptoyne matepuasibl.

5.4.4 Ha noBepxHOCTW opToneaMyecknux 6aHAaxein He [O0MKHO 6biTb CKNaA0K, COOPOK, MeXaHUYecKnx
noBpexXaeHuii, 3arpAa3HeHniA, a Takke HapyLLUeHW CTPYKTypbl Mateprasnos.

5.5 Tpeb6oBaHusa akcnayarauum

5.5.1 Martepwuasnsbl, ucnonb3yemblie 4719 U3roTOBMEHNA opToneanyecknx 6aHgaxel, fOMKHbI obecneyn-
BaTb U3MEHEHNE TIMHENHbIX pa3MepoB N3fenuns nocsie nepBoi CTUpPKU He 6onee 20 % OT UX TIMHENHbIX pa3me-
pOB A0 CTUPKN.

5.5.2 3HauyeHua ocTtaTouHol Aedopmaunn opTonefmyeckux 6aHgaxein 40 1 Nocne CTUPKN JOKHbI
6bITb He 6onee 10%.

5.5.3 3HauyeHunsa pa3pbIBHOI HArpy3ku, pacTsHXMMOCTU, paboyeil pacTaHXMMOCTM opToneanuyecknx 6aH-
Jaxei nocne CTUPKM A0MKHbI 6bITb HE MEHee 3HayYeHunit, yctaHoBneHHbiXx B TOCT 31509 ans 6aHgaxein.

5.5.4 3HayeHue paspbiBHOIO YA/ IMHEHWSA opToneAnyecknx 6aHgaxen foMKHO 6bITb He MeHee 3HauYeHUs
pPacTsXMMOCTH.

5.5.5 VI3MeHeHve 3Ha4eHUsi pa3pbIBHOMO YAMHEHNUA opToneAnyecknx 6aHaaxein nocne CTUPKM AOKHO
6bITb He 60/1ee 20 % 1X pa3pbIBHOTO YA/IMHEHNSA [0 CTUPKW.
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