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[Mpeancaonne

Hems, ocHoBHBIE DPHHELHOL W MOPSI0E [OPOBEIEHHA PadoT no MEKTrocy/lapcTBEHHON
cranaapriianny verapornens FOCT 10— 92 sMewrocysapereeiiiag cHOTEMA CTAHAAPTHALIHE.
Ocuornue nopowenuary A FOCT 122009 «Mexrocy apeTRennan CHCTEME CTANAAPTHIALHE.
Crangapral  MEEIOCYJAPCTBENHLIE, NPABAIa M PEROMERALHE N0 MEKToCyIapeTREHHOH
cranaaprizanny. [pasnna paspadoTeH, NPHEATHE, TPHMENCHTHE, 00HOBISHHA H OTMEILEN

Ceenenus o cranjapre

I [loaroTosnen ':IJE,EI,E.‘IJEJ]LIIH.'H rocyIapcTREHHLIM YHHTAPHLIAM MpEANpHATHEM

«BeepoceHicknil  Hay4NO-HCCIEI0BATENLCKRH HHCTHTYT CTAHJAPTHIAUHH ©  cepridHEaunn B
sawnpocTpoenniy (BHUHHMALLLY

2 BHECEH @eacpansiinid arenTcTROM [0 TEXHHYMECKOMY PEMVIHPOBANHIO H METPOIOIHH
{Poccrannapt)

3 MPHHAT MesrocyaaperBenieiM - COBETOM N0 CTANJAPTHIAUHH, METPOIOTHH M
cepripmxauuy (npotokon Ne 41 - 2002 o1 24 maa 2012 )
Fa rpHIATHE CTAIIAPTA MPOTTIOCOBLTH

Kpatkoe HanMeH0BAINHE CTPANLE 10 Kon crpanut no Cokpamennoe HAUMeHOBAHHE
ME (HCO 31667 00497 ME (HCO 3166) HAIHOHATLHOD Opran:
004—97 10 CTANAAPTHIALIHH
Asepbaiimaan AL Ascrangapt
Benapyce BY lNocerauaapr Pecnyomiien benapyct
Kataxcran [ [Mocerannant Pecovinren Kasaxcran
Pocewiickas denepanys R PoceTananTt
YaberHC Tl LUz YacTaunapr

4 MNpugazom DelepansHOro AreNTCTED N0 TEXHHYSCKOMY PETYIHPOBLHAI 1 METPOIOTHE OT
01 noatGpa 2012 r. Ne 648-c1 mewrocyaapersennslii crapnapt FOCT 3158006 - 2002 (150 11979-
61999 Bsenen B OeiicTBHE B KaYecTBe HauHoHansioroe cranjapra Poccmiickoil denepaunn c |
ansaps 2015 r.

5 Hacromiunil ctanaapt MoaniHuUposan o OTHOWEHHI K MERIYHAPOAHOMY CTAHIAPTY
SO 11979-6:1999 Ophthalmic implants - Intraocular lenses — Part 6: Shelf-life and transport
stability (Humnanrare odranesonornveckne - Hurpaokyvaapuse nunse, Yacte 6. Cpok roanocTy
H CcTabHILIOCTE NPH  TPAUCHOPTHPORAHNN) NYTEM BHECEHHA JONOIUHTENBHLIX  0M0MKEHHI.
Honoanurensunie Gpais, OB, TOKAIATEIH WHIH HX WEAYEHHA BHECENHBIE B TEKCT CTANIApTa
BLIENEHE KYPCHEOM.

Crenent cooTeeTcTRAA ~ MoAx{Hunposannas ( MOD).

Crannapt nogrotoenen na ocuose npuMenends FOCT P 52040-2003 (HCO 11979-6-99)

5 BBEAEH BIEPBLIE

HMuhopralius o esedequy &8 Jelomaus [npexkpatienuy delcmaus) Hacmoaweso cmakdapma
NPEALUKYSMcA @ GHEMECAYHT U20aeaamoM Yiazamens sHaluoNansMele cmakdapmisis.

Mighoprmauus of uaMeHeHURx K Hacmodwemy cmandapmy nyanusyames 8 exezodko vadagaamom
UMBCMALILOHHOM  prazamens sHayuosanesse cmandapmedy, a mexkcm uaMedesul u nongasoy — a
CHEMECAYHD UI0IEaaMONM UNPODMIUUGHHOM  Vrazameane sHauuoHaneHee cmandapmels. B coydae
MaPEcMompa Wil omvedsl  HEacmosweso omakdapma  coomeememeyiowan  uHhopMalus  Sydam
ompOaLE0BaHa @ @NEMEcAYNe U30aagaMon HODMALLOHHOM YKaZamens sHayuoNankEse cmandapme s

© Cranpgaptuadopm, 2013

B Poccufickod enepanuy HACTOSNIHIE CTANIART HE MOWEST OMTL OOMHOCTLED  HJIH

YACTHYIG BOCIPOHEEEIEN, THPLEHPORAH B PACOPOCTRANEH B KA4eCThe oiHUIHAILIOTD HiTailHa
Gt paspeend e aepalLiory areITCTEA M0 TEXHUUSCKOMY PETYIHPOBANHIO M METPOIOIHN

[
FOCT '0cCT31580.6-2012 Crpanuua: 2/17

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-31580.6-2012
http://GostExpert.ru
http://GostExpert.ru

rMoCT 31580.6—2012
(IS0 11979-6:1999)

MEXIOCYOAPCTBEHHbIN CTAHOAPT

MmnnaHTaTtel DCI‘JTEHI:MOIIDFH'-IEBI{HE

MHTPAOKYNAPHLIE NHUH3bI
HYacTte 6
Cpok rogHOCTH M CTAaBMNBHOCTE NPW TPAHCNOPTUPOBAHWMK

Ophthalmic implants. Intraocular lenses. Part 6. Shelf-life and transport stability
H,a‘ra BEEOEHMA = 20150101

1 OBnacte NpUMeHeHUnA

HacToAwWl cTaH0apT pacnpocTpaHAETCA Ha MHTPaoKyNADHLIE NWH3E! (Janee —
MOMN) HeaaBMCKMMO OT MaTepWana, M3 KoTOpOors OHW W3roTOBNEHLI, MECTa NOKaNW3aunu
WX B rNazy nayweHTa ¥ MxX OYHKUWOHANLHOMO Ha3HadYeHWs (NpoTes xXpycTanuka rnasa
WK NMH33, NpedHa3HavYeHHan ONA KOPPeKUuun 3peHus ).

CraHpoapT ycTaHaenueaeT TpeDOBaHWA K MCNLITAHWAM CPOKa TO4HOCTH
cTepunsHelx MO B ynakoeke, a Takke crabunsHoctw WOIM B npouecce Mx
TPAHCNOPTHPOBAHWA U XpaHEeHWA.

CTaHOoapT He  pacnpocTpaHAeTcA  HA  POroBWYHEIE  WMANAHTATEL W

TPaHCNNAHTaTHI.

2 HopmaTHUBHbIE CChINKK

B HacToAwem CcTaHOapTe MCNONbLIOBAHBI CCObIMKM HA CNeqylwMe Memxrocynap-
CTEEHHLIE CTAHAAPTHI:

FOCT 15150—69 MawwuHel, npubopsl W apyrie TEXHWYECKME W3OEnWA.
McnonHedkwa Ona  pasnuudsix  KNMMETWYEeCKMX padodHos.  KaTeropud, yonosus
BKCNNYaTauWK, XPaHeHWA M TPAHCNOPTHMROBAHWA B YACTH BOAOSACTEMA KNUMATHHECKMX
aKkTopOB BHEWHEW cpeibl

FOCT 20790—93 Npubopel, annapatel 4 obopynoeadne meguumHckoe, O6wue

TexXHWYeCEMe YCNOoBKWA

Hipanue odMiManLHOS

I
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FOCT 31580.2—2012 (1SO 11979-2:1999) MMmnnaHTaTel o TansMOonoruyeckue.
WMuTpaokynapHee NuH3sl. YacTe 2. OnTudeckue CBOMCTBA WU METOOLI MX MCNbITaHKA

FOCT 31580.3—2012 (150 11979-3:1999) MmnnadTatsl oTansMonoriyeckus.
MHTpaokynapHee NKMH3LL YacTe 3. MexXadvyeckne CBOWCTEA W METOOL! X MCNBITAHWA

MOCT IS0 10993-5—2011 W3penwa megvudHckre. OueHka OWUONOrMYeckoro
OBRACTEWA MeQWMUMHCKWX wagenwd. Yacte 5. KMocnegoBaHWA HE UWMTOTOKCHMHMHOCTh.

MEeToOb! in vitra

Mpumevanne = [pW NONBIODBAHWK HACTOAWMM CTaHAAPTOM  USNecoobpasHo
MOOBEDHTE OEMCTEME CORMNOYHLIX CTAHOAPTOE 8 WHQOPMAUMOHHOR cuoTeMe obWwero noneaon-
BaHWA — Ha othuuraneHoM calte PenepansHoro areHTETEa NO TEXHWYECKOMY PerynupoBaHMm
M METPONOIMK B CeTU MIHTEPHET MNKM NO &XeroaHo WagasaemMomMy WHihopMaunoHHoMy yra3aTe-
N s HaguoHansHeE CTEHAARTRIE . KOTOPEIA onyOnWKOBaH N0 COCTOAHMID HA 1 AHBARA TEKYLWETD
rofa, M no COOTEETCTEYIOWMM EXEeMECHYHD W3O03BAEMbIM MHPOPMAUMOHHBIM YEa3aTEensM,
onyBNMKOBaHHLIM B TEKyLWEM rogy. Ecnv cChiNOYHBIR CTAHAAPT 3aMEHEH (M3MEHEH), TO npu
NoNe30BaHKMM  HACTOALWMM  CTEH4APTOM  CNegyet  pyRoBCACTEOBATBCH  3AMEHRHILMM
(MaMEHEHHEIM) CTaHOapToM. ECnK CORINOYHEIR CTAHOSPT OTMEHEH D83 3JaMEHR, TO NOMNOMEHWE,

B KOTODOM OaHE COBINKE HA HEMD, NPHUMEHASTCA B YaCTH. HE 33TParnBaiiWen 3Ty CobINKY.

3 OnpegeneHunn

B wHacToswem craHnapre nNpUMEeHseT TepMuHst no (1] W TEpMUHLL C
COOTBETCTBYHLWMMY onpedeneHuamu:

3anuck McTopMM  Magenwsa: Cymma 3anucer, Ccogepsawiux  WCTOPWK
npon3eogcTea.

noT roToBbIX WHTPAOKYNAPHLIX NMH3: Bece WMOM, nonyyeHHble B peiyneTate
O4HOW CepWM NPOM3IBOACTEEHHLIX ONEepauui, BKNKKYEA CTEPUNUZALMID, W UMewue
O4HY 3aMNUCh UCTOPKUK M3OENKWA.

4 TpeboBaHuAa

4.1 OBwme NoONoOKEeHUA

411 Tlepen Ha4anoMm WCNeITAHWA gonseH OwiTe paszpaboTad npoTokon
MCNEITAHMH.

4.1.2 WcneiTaHWA CpOKa MOAHOCTHW W CTADMNEHOCTM NpW TPEHCNOPTHPOBAHWM
NpOBOAAT C LUenki onpejenseHWd NapameTpoB, BNHAKWMXY HA 30@EeKTUBHOCTE,

Ge30NacHOCTE M NpUMEHAEMOCTE MO nocne NPOBEOEHWA STHX HCNEITAHWA.

-
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Mpumevadnue — B cuny HEBOIMOMHOCTH NONYYEHWA ONLITA XpadeHns Hosol WMON
oo e2 NOCT4BEEM  HE  PoiHDE  NDAMEHAKT PEIYVNETATE YCOEOPEHHEIX MCNEATEHKA. ﬂ.l'IFI
NoAareepHOEHWA NONOHMTENEHEIX pEe3yNeTdTOE YCORODPEHHD X HENBITAHKMA cnegyeTt NpoB0OnTE
MEMBITEHWA B yCnoBwAx no 4.3.2, nepeydcnedna a) u 6).

4.1.3 MaxcumancHeld CpoOK XpaHeHws HezaBucumo oT martepuwana MO w
MCNBITAHWA B PEANBHOM MNW YCKODEHHOM BPEMEHW HE OOMMEH MPeBLIWATE NATH NET.
Ecnw uWaroToBWTENbL HKenaeT CcoXpaHWTb BOIMOXKHOCTE NepecTepWnuiauvy NoToB
rotoeex VIO, TO ONA ACNBITAHKMA Ha cTaBuneHocTe NoT roToebix WMON gonsed BeiTe
NoOABEPrHYT MaKCUMAansHO JoNYyCTUMOMY KONMUYECTBY LIMKNOB CTEPUNKIALWMK.

4.2 MaTtepvansl 1 MmeToabl

4.2.1 WMcneimyemsie obpasybt

NoTe, Mononeayemele ANA MCNBITAHWA CTABUNEHOCTHM NPU TDAHCNOPTHUPOBAHMK M
CpOoKa rogHOCTH, 4ONAHL GBITE YNAKOBAHL! KaK ONA NOCTABKW HA PeIHOK W NOOBEprHYTH
BUOAM WCNEITAHKUA NO NPUNOXeHW:o A (Tabnuua A1)

MpumedaHun

1 Konuuecteo venbiTyemelx notos MOJ v qnanasor vx 3aHWMx BEPWKMHHBIX pedpakumi
JdBMCHT OT TOrQ, AENAETCA NM MaTepKHan HMon W3yHEHHBIM MNKW HOBBIM.

2 OonyckaeTtcn Donge 4ém 0OWMH BWO MONBITAHMA N0 NPUNOMEHKHD A NPOBOAWTE HA
ogHoR WO, Hanpumep, 3agHas eepwMHHER  pedipaklMA, KEYECTB0  WaonbpameHws W
CREKTPANBHOE NPONYCKaHWE MOryT BbiTs WIMEpPEHbl Ha ogqHol MO,

4. 2.2 AHANWTHYECKWe MeToOk

AOna MCNBITAHWA NO NPUNOXEeHWD A W OANA BCeX AONOMHMUTENbHBIX WUCNBITAHWK,
COOepWalMxca B NPOTOKONe, O0n#Hbl  BblTe  BoibpaHsl  COOTBETCTBYKLWME
aHanuTH4eckMe MeTodsl. BowbpadHble MeToabl JONMHBE  WMMEThL  CCbINKY  Ha
HOPMAaTHMBHEIA JOKyMeHT no npunoxedno B (tabnuua B.1). Ecnu ewibpadHbid metog
He NpueefeH B npunoxedu B, To gonweH DbiTe 3anucad cam meTtog ¢ noapobHbiM
ONKUCaHWem ero NpoBEaeHWA.

4.3 MayyeHue cTabunbHOCTH n3genua

4.3.1 MaywyeHwe CpoKa rogHOCTH U UeNOCTHOCTU YNAKOBKW B peansHOM BpeMeHK

4.3.1.1 NpunoxeHwe A onpegensaeT BUALI MCNBITAHWA NO NapamMeTpaM, KoTopble
Oon#Hsl DBITE NPOBEAEHL B 2aBMCMMOCTH oT Tuna MO,

Ona Hoeelx Tunoe MO napaMeTpel J0MKHE DblTe HA3HAYEHEl ANA WCNBITAHWA B
38aBUCHMMOCTH OT ocoBedHocTed WMOJ. B cnydae, €cni 3a0adHHoe B NPANoHKeHdus A

WCNBITaHWe He Beino NpoBEAeHD, TO OOMHHLE BbiTe OTMEYEHb! NPUHKHE! 3TOMD.

1
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B pononHeHwe K WCNBITAHWAM, YKa3aHHbIM B NPUNOMEHAW A, OOMAKHBH ObITh
NnpoBefeHsl MCNLITAHWA HA B3aMMOOEHCTEUE C YNAKOBOYHBIM MATEDHUANOM, TAKKE KaK W
MCNBITAHWA Ha W3IMEHEHWE KOHUEHTPaUMK NoBaBOK W NOKPLITHA.

BhibpaHHsIe MCNLITAHWMA O0N#HEl DbITe NpoBedeHs AnA O4HOMO NoTa roTOBbIX
WOJ, a 2aTemM 4epes WHTEpBans! BPEMEHW B COOTBETCTEMM C 380aHHEIM MNPOTOKONOM,
00 339BNeHHOW NPOM3BOANTENEM AAThI OKOHYAHWA CPOKa roaHOCTH.

4.3.1.2 Wecneimyemele WMON pomsHel ObiTe pABHOMEPHO pacnpegengHs no
pasHeIM rpynnamM ne Auanasody 3agHed BepluWHHOW pedipakuvi (cM. npunoxedue A).
Mpouenypa MCNBEITAHWIA B pEAnNEHOM BPEMEHW 3aKMIYasTCA B CNedywem:

a) MpuceonTe woeHTHgMkaTop kawgod WMOIMN 8 npegenax ogHoro nota M
HAHECTH 3TOT MOeHTHUMKATOR Ha ynakoeky WO,

6) Buibpate MO, npeoHazHaueHHbIe ONA HAYANEHOMD MCNBEITAHWA, W NPOBECTH
MX WCNLITAHWA B COOTBETCTEMW C nNpoTokonow. 3anucate  WOeHTUMKATOpPSI,
pe3yNLETATEl W YCNOBWMA W3MEDEHUA.

B) [MNepeHectu octaeBwwecs ynawoekw ¢ WION wa cknag ¢ TemnepaTypod
OKpy®arLWer cpeapl (25 + 3) “C W OTHOCHMTENBHOW BNamHOCTsH (60 £ 20) %. 3anucats
WAMEHEeHWe TEMNEPATYDLI, OTHOCHTENLHY BNAMHOCTE M AaTY M3MEepeHNA.

ry MpoeepuTe TeMnNepaTypy W OTHOCHTENLHYH BNaXHOCTE B TEMEHWE BCEro
nepuoda WCNLITAHWKA, 3anKcaTe BCE M3MEeHEeHWSA TEMNEPATYPbl W OTHOCHTENLHOW
BMNaMKHOCTH.

a) B cooTBeTCTEMWM C NPOTOKONOM Nepuoguyeckk oTBupaTe Heobxogumoe ans
venbiTaHuid  konudecteo WOMN. Ocrtaenate WOJ B ynakoBke [0 YCTAHOBNEHWS
COCTOAHWA pPaBHOBECWA C  HAYansHbIMK - YCNOBMAMK  WCNLITAHWW. [lpoBecTH
YCTAHOBMNEHHLIE NPOTOKONOM WMCNsITAHWA. 3anncate MAEHTUMKATOPEI, De3yNeTaTel K
YCNOBHA W3MEDEHUA.

e] Bebpate WO, npeaoHazHavyeHHele ONA MCNBITAHKWA HA MOMEHT OEOHYaHWA
cpoka rogHocTi. Octaeute WMOJ B opurMHansHOW yNakoBke OO0 YCTaHOBNEHWA
COCTOAHWMA  PABHOBECMA ©  HAYANBHBIMW  YCNOBWAMM  WMCNBITAHWA.  3anucatb
MOEHTHURWKATOPE!, Pe3yNLTaThl U YCNOBWA WAMEPEHWA.

WamepeHHble napameTpsl  O0MEHL NEXaTe B Npefenax  Jgonyckaemsix
OTKNOHEHWA OT HOMMHANBHLIX 3HaYeHW:A, onpegenerHelx TOCT 315802
FOCT 31580.3. B cny4ae oTCyTCTBMA OONYCKAEMLIX OTKMNOHEHWA B BblEYKa28HHLIX
cTaHaaprtax napameTpsl MO gonxHbl COOTBETCTBOBATE IHAYEHUAM, NPUBEEHHEIM B

cneyudMkaumMy roToBOW NpoaykuKMK uarotoeuTenem WMOM. Ecnu B npouecce

4
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MCNLITAHUA NapaMeTpsl HE COOTBETCTBYIOT 2a0aHHuIM TpeboBaHMAM B AByX unw Gonee
NocneaoBaTenbHLlX  WHTEpBANAaxX BpeMeHd, TO MAKCUMAaNbHLIA  CPOK  TO4HOCTH
ucnoiTyemod  WMON  cuwTaeTca  QOCTUMHYTEIM  HE  MOMEHT NOCNEQHER NPOBEpKW,
NpogeMoHCTPUPOBaBIUEA COOTBETCTEME WaMepAeMblx MnapameTpos 8 npefgenax
OonNyCcEagMbix OTKNOHEHWA OT HOMWHANEHbLIX 3HAYEHWA.

4.3.2 YCHOpPEHHOS UCNBITaHWe CPOoKa XpaHeHus

YCKOPEeHHBIE WCMNBITAHWA CPOKa  XPaHeHWA NO3IBONAKT  IKCTPanonupoBaTts
WHTEpBAanbl BPEMEHW NpW YCKODEHHLIX YCMNOBWAX C© WHTEpBANaMK BLPEMEHW NPpK
HOPMANbHBIX KNMMaTH4eckux yenoeuax no NOCT 15150 3a cueT yocropeHWs NpoLeccos
pacnaga.

YCKopeHHbIe MCNBITAHWA cnedyeT NpoBoanTe NPU CNedyLwMy YCNnoBrax:

8) YCKOPEHHBIE MWCNBITAHWMA OOMaHe! DbITe yTEEpWOSHB! ANA  WCNLITYEMbIX
MaTepUanoe;

B) ana npoeepky MUKpoGHOro Bapeepa YCKOPEHHEIE YCNOBWA OOM¥HLI BKIKYATE
¥paHeHue npy onpedeneHHol TemnepaTtype W OTHOCMTENLHOW BNaMHOCTH HE MeHee
40 %.

Ecnv  WaroToBMTENL 3aMEeHAST  WCNLITAHWE CTEepWMNBHOCTH HA  MPOBEpKY
MukpobHoro Bapeepa, TO TEMNERATYPA XPaAHEHWA JoMKHa DeiTe He Donee 45 °C.

TeopeTHYEeCKMH CPOK TOOHOCTM B peansHOM BpPEMEHW PacCYMTHIBAKT NyTEeM
YMHOMKEHWA BDEMEHW YCKOPEHHOTO Nepuoda WCNLITAHMA Ha KO3 EULWeHT
1,8 ', T (T, — ycropenwas Temnepatypa, Tu: — obbiuHan TemnepaTypa
XpaHeHus ).

Mpumevanwe — [og obblvHoB TeMmnepaTypod XpadeHns  NOAPA3YMEBAIDT
KOMHETHY Temnepatypy — (20 £ 2) °C.

4.4 CtabvMnNbHOCTE NPX TPAHCNOPTUPOBAHUKW

WaroToeuTens  QON#EH  H33H3EYMTh  MAKCHMManNsHY® W MUHWMAaNLHYO
TEMMNEPaTYPLl, KOTOPLIE O0MKHE Beldep#ueaTe MOT. MaroToeuTens JoM#eH NonyYuTs
W 3anucaTe QaHHse, nogTeepxaanwme cnocobHocTe napametpoe MOM ocTagaTecA B
npenenax AONYCKaeMblx OTKNOHEHWA 0T HOMMWHANbHLIX 3HAYMEHWA NOCNE BRIOSDHEM
NP MaKCUMansHOAW K MHHAMANBHOW TeMNepaTypax B TeMeHue 24 u.

AdonyckaeTca NpUMeHeHWe TeMNEpaTyp U MHTEPBaN0E BpeMedu no [2].

MamepaHun, NpoBoAUMEIE npw WCMNBITAHKUAX cTabUNEHOCTH npw
TRPAHCNOPTHPOBAHWW, NPUBEOEHB! B NPUNOKEHMK A,

3anonHeHHble KOHTEWHepLl ANd TpaHcnopTuposada MIOJ nonsHsl cooTBETCT-

5
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BOBATL TpeBOBAHUAM YCTOWMWBOCTH K yoapaM v BuBpaumsan. Ynakoexy v MON
OCMaTpPUBAKDT NOCNE NPOBEOEHWA 3THUX WCNLITAHWA, W OHW CYMTRITCA NPOLWESLMM
MCNBITAHWA, ecnd WAAenve He NOBPEXOEHO W KOHTERHep npogon#aeT ofecneyunBathb

DyHEUMOHANBHYH 2awmnTy MOT.

4.5 OcdopmneHHe pes3ynbTaToOB KCNbLITAHMA

OTueT Qon#eH CoOep¥aTe CNefy oWy MHpopMauKo!

a) cBOOKY pe3ynbLTaTos;

B) konuw aTukeTrr MO,

B) HOMEp noTa, pa3iMep norta, O3ty  WIroTOBNEeHWA W HaWMeHOoBaHWe
npowaeoguTens WMOJT,

r) OetancHoe OnNWCaHWe VYNakoBkW, BKMOYanA Martepwansl W onvcaHue
KOHTEWHEPa W YNAKOBKMK,

A4) ONWCaHWME BO3MOMHLIX W3MEHEHWA B W3NEenuW, matepuane, ONTHYECKUX W
MEXaHWYECKWX CBOACTBAX W30enusa;

€) CPOK MOAHOCTH, PEKOMEHOALWM NO XPAHEHUID W NepEB03Ke;

W)  HAIBaHMEe  WCNsITATENkHOA  nabopaTopuu,  AaTy  WCNBITAHWA W
NOATBEPHAAKIWLYID NOANKCE.

NaHHbIe 0 HaYansHbIX, NPOMEKYTOUHBIX M KOHEYHBIX pe3ynNeTaTax UCNBITaHuA

O0M#HLl BeITe NpeacTaBNeHsl B TABNWYHON diopme.

5 MeToQbl MCNbITaHWA U oTBopa obpazuoB

5.1 Ka%asid BWO WCNBITAHKWA NPOBOOAT HE MEeHes 4Y4eM Ha JecATH obpa3zuax
WMOMN. MeToOom MCNBITAHWA NpW WMCCNedOBaHMW CPOKA [OOHOCTW NPUBEOEeHbl B
npunoxeHun B.

5.2 MeToabl MCNbITaHKMA onTrYeckux ceorcTe MON — no MOCT 31580.2.

5.3 MeToabl MCNBITAHWA MeXaHuseckux ceorcTe MON — no MOCT 31580.3.

2.4 MeTon onpefeneqdia IKCTRarupyembix BelUecTs — No NPUNoxeHwo b.

5.5 Memod ucneimanui Ha ydap u eubpauwo — no FOCT 20790.

5.6 Wceocnedosanue yumomokcuyHocmu nposodam no FOCT IS0 10993-5 &
CAYYAE HAMUYUR YBEMUYEHUA 3KCMPAZUDYEMBLIX BRUECMS UL NOABNEHUA HOBbLIX.

5.7 MNpoeepky 3TWKETUPOBAHWA NPOBOAAT no [2].
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EBwaobl MCNBITAHHMA Ha CPOK rogHOCTH M cTabMNbHOCTL Nnpd TRAHCNOPTHROBAHWMA

Tabnuua A1
Marepran WO Komwde | duanaacu Bdg MonemaHdis (Musunys 10 WO wa nor)
Teno Merna CTED saqneR | CTAbWNBHOGTE LenocTHocTe CTaGMNEHOCTE
[onTHEa) (rantTHseckan  |noTon | BEpLMHHOR HAQENKA YMAKOEKH NpK TOAHCNOPTH-
4acTe) JoToBwx | pedipakuma poBAHKKA
MO MoJ
MonMeTHNMETaKpUnUaT Faamepsl. ATHEETHPD- | ITHEETHROBAHAE
{MIRARLAY OoHODOOHOCTE | BaHHE. COOHOPOAHICTE
noBepxHocTM W | UenocT- MOBEOXHOCTH M B
B Macce HOCTh MACGE.
KBl LIRS HMoneitaume
Mondset | MonMnNpondneH-, Paamep.
KOpobEN. YOADOM M
MOMETaKp | NONMaMug 1 DoHOpOgHOCTE B
1 Cpeasmia Mukpobueid | subpagde.
Hnart NCMABAHAN D E HE MNOBEOXHOCTI W
Dapeep WKW | LenocTHOCTE
(MMM dnyopug, B MacCe.
puanuec- KpEIEn Kopobim.
PYDF SHCTPaKTL.
¢ ) F KAA (4 Tt BT ST
LlMToToKCHY-
UenocT- Dapeep UNK
HOCT b
HOCTE a-eckan
B LUENOCTHOCTE
YNAKDBKM YA KCEKM

MOCT 31580.6-2012

GostExpert.ru
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lNpodonxedue mabnuyst A.1

rocTt

hMaTepian O Konuqe duanaacu BHg MCNETaHHE (pMuHdpmyn 10 KO Ha noT)
Teno MNetns CTBO 3AOHER CTabuNeHOCTE LenocTHOCTE | CTabuNEHOCTE
(enTukal | (rantuyeckas NoToR | BEpLUMHHOR Hanen A YNAKDBKK npu
HALTh) roTopelix | pedipakume TRAHCRODTH-
Han MO COBAHKA
CLATBIA HiAakmi; Pazmepi.
MOMHAHMETHNCHNEIH CpegHaim; Hamepesne
[ CATIMKOM ) BEICOKKA ADOHHOSCTH Ha
PAILLIE NETE . HET HET
CoxpaHeHne
CEOWCTE (oA
CHNA0EEIEMbIX
M)
MNonunponu- Cpegvdi | OgHOpOOHOCTE ITHEETHPO- STHKETHPO=
NEH, (LONONHK- | NOBEPXHGCTA | BAHHE. BaHHE.
NonAamMAg, TEMEHO) B MacCE. UenocTHOCTE | OgHopog-
_ MNONABETIAN- 1 danuan FRLIWEA RORO | HOCTE
METAKDHNAT BEDLWHHHAR DK, MOBEDXHOCT A
AMIMAMAY 1w pedrpakyma. Mukpobieii M B MaACCE.
NoNUMaUHKUNOE KauecTeo Capeep | Meneitaune
HEdNyYOpHMT WachpameHna. UL CEan YOADOM M
{PVDOF) CNeLTRansHoe LEnNocTHOCTE | BubpaugHed.
MPONYCKAHKE . BCEA LenocTHocTe
SECTLAKT . YIAKDBKA KR EILLIKAY
UHToOTORCHY- KOpOGKH.
HOCTE MupobHBId
Gapbep WK
dranueckan
UENOCTHOET b
BCEH
YNAKOBEH
8
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FOCT 31580.6-2012
GostExpert.ru

MaTepuan KON Konwde Huanaaou B WohsmaHdi (pMuHdyn 10 WO wa not)
— Tenc TeTna CTED safiHeR | CTabMNBHOCTE LenocTHooTh CTabnNEHOCTE
[onNTHEa) (ranTH-eCKas noToR BEDLIAHHOW WaOen«uA YNAKOBKH npu
Y4acTh) rotceelx | pedpakusm TRaHCMopTH-
Mon Hon DOBAHKMK
Boce gpyriwe komMOMHaLK“m Faamepsl.
mMaTERUANOE TENa 3agman
(ONTHEW) W NeTenNk EEQWKMHHAR
(TAMTHYECKOR YacTH), He pedpaklEa.
YEAIAHHBIE BbILUE KadecTeo
(BEMKOHEA BCE MOOEMNI Huzkmia; MACGPAMEHKA.
MO ¢ nopeprHocTHOR cpeaHii; | MamepeHne HET HET
MOoOMdHKaLHER ) BLICOEHR NPOHHOCT Ha
Pa3pBEIB NETENs.
CoxpaHeHwe
cBoRCTE (anA
CHNA0LIBAEMbIX
MOy
Cpeguuir | OgHOpogHOCTE JTHEETHPOBA- | ITHURETHDO-
3 (ACNGAHAT | NOBERXHOCSTA M 8 | HHe. BAHWE,
EnNLHD) macce. Cuna UenocTHocTe CoHopog-
CHATHA, KR EILLIKIAS HOCTE
MeneiTamme KopobKM. noBepx-
OAHEMHYECKOH M HEpOGHLIHA HOCTH W B
HArpYakon. Gapeep MK Macce.
CNeKTpankHoe PHIHYECKan MeoneiTadme
MPONYCHaHKHE. UENSETHOETE YOAPOK K
SECTPAKT L. BOEW YNAKOBEKH | BMDpauWei.
LlMToToKCHY- LenocT-
HOCTE. HOCTE
CheuransHsie Kk L KA KO-
MNOBEDXHOCTHEE PO,
WCNbITAHMA MKEpotHEIR
(e Dapwep nnm
NpeayCMoTpEHB ) prandeckan
LENOCTHOCTh
BoEH
YNAKIBEA
a

Ctpanuua: 11/17



http://GostExpert.ru/gost/gost-31580.6-2012
http://GostExpert.ru
http://GostExpert.ru

rocTt

roCcT 31580.6—2012
(1ISO 11979-6:1999)

Mpunoxenne b

(pekomeHgyemoe)

MeToa McnkITaHKWA AnNA on pefeneHiA IKCTparnpyeMbix Bl ECcTB

E.1 OBwmMe nonokeHunA

E.1.1 MeTon onpefeneHus SKCTParmpyemMslx BeLWecTe OCHOBAH Ha NPpMMEHEeHUK
annaparta soxhlet. [Ana  3kCTpakuvy  WCNONB3YHT  BOAY  WNHM ODraHWYECKMA
pacTecpuTens. [pu BeIGOpe OpraddYyeckoro pacTBOPUTENA chefyeT YYWTeIBaTh
BO3MOMHOCTE NONHOMO PacTBOPEeHWA CTPYKTYPH MATepuana OnA NonyyvesHua nonHow
SKCTPAKLIMK.

B.1.2 Ouctparupyembd w3z WO matepwan ponxed OwiTs  NpoBepeH
COOTBETCTEYHLMMK XpOMaTOrpapUYeckume, CnekTpodOoTOMETPHYECKHMK U METOQAMK
aHanW3a HWAKOCTeM Ha Hanvyve OCTATOMHBIX MOHOMEpOB, CLIMBAKWKX areHToB,
KaTanu3aTopos | T. N., OCTABWKWXCA OT NpoUscca NoNUMEepH3aumi.

6.1.3 WcnwtateneHas nabopaTopua  gomsHa  BelTe  artTecToBadHa B
YCTAHOBNEHHOM NOPALKE.

E.2 BcnomoraTtenoHble MaTepuansl

B.2.1 OUcTHNNWpoBaHHan WM AeWOoHW3WpOoBaHHaA B04a, COOTBETCTEYHILLANA
KNAacCy YWMCTOThl 3.

B.2.2 OpraHi4eckli pacTBopUTENb.

B.2.3 MNpoTyeoynapHse rpaHynel.

B5.2.4 AKTUBHBIH OCYILWMTENL.

E.3 Cpegcrea uamepeHui

5.3.1 Annapat Soxhlet gna 3xcTpakuMW, BEMNHOYAHLWWA KOHZEHCOP, KPYINbIA
NoAOoH W HArpeBaTenbHbBIA KOWyX CO CTEKNAHHLIMK KOMNOHEHTaMW M3 CTaH4apTHOro
GopocunuUEaTHOrO nabopaTtopHoro cTekna.

E.3.2  SKCTpasuWMOHHGIA THIENb, caenaHHbIM W3  nep@opUpoBaHHON
HepKaBeLWen cTany, TYQOoBOro CTEKNA WNKW aHAaNOrMYHOre Mareprana, oCHaWeHHBIA
CTEKNAHHOW NpoBHoA.

5.3.3 OcywuTensHbid annapart, CylMNeHaa Ness WK 4pyrod ocylUMTENbHbIA
annapar.

B.2.4 AHANWTUYECKWME BECkl C TOMHOCTRH oo 0.1 mr.

L0
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BE.4 TpeBboeaHuAa Kk obpazuam

Ona  dcneiTaHua  Mcenons3ywT rotoesie  WOI, npowenwwe Bce craguu
NpoW3BoacTBa, BKMHOYMAA CTEPMNWM3ALMKD, W NpPegHa3HAYeHHLIE [ONA NOCTABKK HA
poiHOK. [pouectc MCNbITAHWMA OOM#EH BKMOY4aTs Nwbble Npoueaypbl SKCTPaKUMK M
rvapartauunKn, ecni oHK ABNAKTCA YAcTeK HOPMAaNLHOMo Npouecca NpoWasoacTea.

Obwee konuuecteo WO goniHo cOOTBETCTBOBATE CYMMApPHOW Macce nepeg
WCcneiTaHWeM — 200 1.

BE.5.1 Ona onpefeneH s Macch! BhICYLUWMTE WHTPAOKYNADHEIE NHMH3L B BaKyyMe
npu Temnepatype (60 + 5) "C.

YBeOuTeecs, UTo ANA 3KcTpakuMu goctynio 200 r cyxux MON. Oxnaguts MO oo
KOMHaTHOW  Temnepatypel B  BakyyMme nepel BasewwsadHwem. B cnyyae
rMIPOCKONWYHOCTH OXNaxaeHWe NPOBOAWTE B 3KCUKATOPE C AKTUBHBIM OCYLLMUTENEM.

B.5.2 BagecuTe cyxuke MO c TouHocTeo go 0,1 mr (W),

B.5.3 Monoxute WO 8 TUrens ONA 3KCTPaKkUWK, Npy HeobxoauMmocTH 4obaBuTh
NPOTHBOYOSPHLIE  TPaHyNsl, HanonHWTe emeocTs Ha 70 % no  obsewmy
COOTBETCTBYWLWMWM pAcTBOpUTENEM. ¥YCTAHOBUTL SKCTPAKUMOHHEIA TWUIens B annapart
Soxhlet v NpuMKpPenUTE eMKOCTb, SKCTPAKTOP W KOHAEHCOP. YCTAHOBMTE EMKOCTE B
HarpeBaTenbHBIN KOXYX.

B.5.4 Jkctparvpoeate MO He meHee 4 4,

BE.5.5 nMMepea yoanedwem WOMN w3  SKCTPAKUWOHHOMO TUIMSA  OXNaguTs
pacTBOPUTENL A0 KOMHATHOW TemMnepaTypbl. Boicywuts MO no B.5.1.

B.5.6 Basecuts cyxmne WMOM ¢ TouHocTso go 0,1 mr (W),

B.6 ObpaboTka peaynbTaToB H3MEepPeHWH

BLIYMCNKUTE  KONWYECTEBO  3HCTPardpoBaHHOMO BewecTea B NpPOoUeHTHOM

OTHOLWEHWW OT HAYANLHOA Macckl no dopMyne
NPOUEHT akcTpakumnm = [ W — Wa)lW,, (B.1)

roe Wi— macca MO nepen skcTpakumen, mr;
W2 — macca WOJ nocne skcTpakumm, mr.
B cny4ae noctaeem MO Ha phiHOK B rMOPaTMPOBAHHOM COCTOAHWMM BHECTH
nonpaeky Ha cofep#adHve conu B rugpaTtauvoHHon cpele AoGaBneHWem Macckl Conu

B MMOPaTURYIOLWEM PacTEOpE K W,

Il
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MpumedvaHwe — OOwYHO TUOPETUPOBEHHLIE MNWH3EI NOCTEENAKT B pacTeOpe,
CONEpHALEM HEDDraHKMYeckne coni. [InA ToMHOMo onpedsneHus BNUAHWA COOepEaHHA conen
Ha PacYeTHBIR PE3ynbTaT BNArocofepxaHue NUH3 JONKHO BeITh M3BECTHO WNK WiMepeno. B
NPOTHEHOM CNYY4ae nepen WonblTAHWeM ChegyeT OYWCTWTE NKH3BI B OBYX CMEHAX BOAOLI B

TEdeHWE 24 4 NpKY KOMHATHOR TEMNEPATYRE.

E.7 MNokazateny TOYHOCTH
3anucaTes oT4eT 00 MCNLITAHWK, BKNHYALWWA CNeaY0LWLWe JaHHbIE!
a) onucadKe weneiTyemerx WO 1 BXOQALLMX B WX COCTAB MATEpPWAanoE;

B) cocTaB  rMOPaTHDYKOLWEro  pacTeopa —  ANA  NOCTaBNASMbIA - B

rMApaTHPOBAHHOM cocToRHKM MO,

B) MCNONLAYEMBIA OPraHUYECKMA PACTBOPHTENE M Br0 KNACC YMCTOTEI

) CONpoBOOMTENbHYK WMHMOPMAUWID, HANPUMED, HOMED NOTa 3KCTparupyembIA
non,

4) KoNW4ecTeo aKcTparupyemelx MO,

e) maccy MOJ nepeq 1 nocne 3KCTRaKUKK,

#) NPOUSHT MaTepuana, 3KCTparMpoeaHHoro ua WMOT;

3]  HalBaHWe  MCNbITATensHOW  nabopaTopuu,  OaTy  WCNBITAHWA W

NoOATBEPHAAMLWYI0 NOANWCH.

|2
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Tabnuua B.1
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cpoka rogHocTtu MO

MpoBepAEMBIE CEOMCTRA

MeaTon HCNeTaHUit

-
ONTHYECKWE CROMCTRA

HoHTponWpyeMble NapaMeTDb

Mo MOCT 315802

MexaHudeckwe cRORCTREA

danHAA BEPLIMHHAR pedDaKl WA
KayecTeo waohpaxanua

CnesTpansHoe NponyCckaHHe

Mo MOCT 315803

ﬁ'aar.mpu

CHna CeaTHA

Monemase QuHAMHYEckon Harpy Ik
MpodHocTs NETENE HA PA3pEE
CAHOPOOHOCTE NOBEREHOSTH 4 B
Macce

Coxpadeiie CRONCTE

{cknageipagmse MOIT)

BHONOrA4Yeckan CoRMECTHMOCTL

Mo npunosEesHdn b

MCNETAHWE JKCTParAQy ek

BowecTs

Mo [3]

LHTOTOKCHYHOCTE — MCNBITAHKE

JHCTRAKTOR

CBEOACTES NOBEDRHOCTH

MeTon HCNeITaH|iE O0MEeH
paipafaTHEATE W 3888 EATh

HMArOTOBKUTENE

Monerasne ocodex CEONCTE
MNOAEEHHOCTH [NHHARI G

MOORPHUUHAPOBAHHOH NOBEDXHOCTED)

LenocTHOCTE yNakonkH

Mo [4]

UenocTHOCTE KPBILLKW YT KO A
MenetaHme Mmuspobnore bapeepa
PHIMYECKAR YENOCTHOCTE BOERA
YIEAKOBKK

ATHKETHPOBAHKE

¥CNOBWA TRAHCIOPTHROEAHHA

Mo FOCT 20730

McneiTaHwe yoapos

Henemamwe arbpagmei
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[1] FOCT P 51892—2002
(MCO 11979-1—99)

[2] 150 11979-4—2000

[3] 150 11979-5—2000

[4] 1SO 11607—97
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MpunoxeHwe [
(cnpaBo4HoOe)

Bubonuorpacdcun

HMiMnnaHTatel o@TansMOnori4eckne.
MIHTpaoKyNApHEIE NKH3LL. YacTe 1. TepMUHEL K
onpenenaHua )

Implants ophthalmologic — Intraccular lenses.
Part 4. Information on labels (MmnnadTaTts

odTansMonormyeckde. MHTpackynApHLIe NAH3L.

YacTe 4. IHDOopMaLKWA Ha 3TUKETKAX)

Implants ophthalmologic — Intraocular lenses.
Part 5. Biological compatibility (MmnnaxTaTe

o TansMmonorudeckme. VIHTpaokynapHbie NMH3LL.
Yacts 5. Bruonoru4eckan COBMECTUMOCTL)
Packing of finally sterilized products (¥naxkoexa

OEOHYMETENBHO CTEPWUNHMI0BaHHEIX M3Oen I.-'I!FI:I
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