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IIpeaucaosue

Ileny, OCHOBHBIE NPHHLMIIBI M MOPSAOK MPOBEAEHHsA paboT MmO MEKroCyIapCTBEHHOI
cranpapruzaimu ycraHosieHsl TOCT 1.0—92 «MexrocynapcTBeHHasi CHCTEMa CTaHAAPTH3ALINH.
OcHopubie monoxenuws» u ['OCT 1.2—2009 «MexrocynapcTBeHHass CHCTEMa CTaHAApTH3aLUU.
CraHmapTel MEXTOCYHAPCTBEHHbIE, TpaBHJIAa M PEKOMEHJALMH IO MEXToCyIapCTBEHHOI
crannaprusanu. [Ipasuna pa3paboTKu, MPUHATHS, MPHMEHEHHs, OOHOBIIEHUS U OTMEHbD)

Ceeaenus o0 crangapre

1 IlomroroBnen PenepanbHbIM  TOCYAAPCTBEHHBIM  YHUTapHbIM  MPEANPHATHEM
«BCepocCHACKHET HAay4HO-HMCCIIENOBATENbCKHIT MHCTHTYT CTAHAApTH3aUMKM H CepTU(HKALMH B
maumHoctpoennn» (BHUMHMALIIT)

2 BHECEH ®epepaibHbIM areHTCTBOM IO TEXHUYECKOMY PETyJIMPOBAHUIO U METPOJIOTHH
(Poccrannapr)

3 TIPUHAT MexrocynapcTBEHHbIM COBETOM IO CTaHAApPTU3allUM, METPOJIOTUM |
cepruduxaimu (mpotokoa Ne 41 —2012 ot 24 mas 2012 r.)
3a npuHSTHE CTaHOAPTA POTrOIOCOBAJIH;

Kparkoe HaumeHnoBaHue cTpanbl o | Koz crpasel mo CoxpalneHHOe HAaMEHOBaHHE
MK (UCO 3166) 004—97 MK (UCO 3166) HALIAOHAJIBHOTO OpraHa
004—97 110 CTaHJAPTU3ALMH
Asepbaiimxan AZ Ascrannmapt
Benaovch BY T'occrannaor Pecnivonuku benapveh
Kazaxcran KZ T"occraunant Pecnivonnkn Kazaxcran
Poccuiickast ®@enevarust RU Poccranmaot
V36ekucran Uz V3craHgapT

4 Ilpuxasom PenepanbHOro areHTCTBa N0 TEXHHYECKOMY PEryJIHPOBAaHHIO U METPOJIOTHH OT
01 HOsOps 2012 1. Ne 648-ct mexxrocymapcteeHHslii ctanaapt I'OCT 31580.6 — 2012 (ISO 11979-
6:1999)BBenicH B HEHCTBHE B KauecTBE HAIMOHaJbHOro craHaapta Poccuiickoit @enepauuu c 1
siBapst 2015 r.

5 Hacrosinuii craHaapT MOTUA(PUIPOBAH IO OTHOIIEHHIO K MEXKAYyHApPOAHOMY CTaHIapTy
ISO 11979-6:1999 Ophthalmic implants — Intraocular lenses — Part 6: Shelf-life and transport
stability (MmmianTarel odrambmosorudeckue — UHTpaokyisapHble a3kl HacTb 6. Cpok rogHocTu
M CTabMIBHOCTh TIPHU TPAHCIOPTHPOBAHMM) IIyTeM BHECEHHs NONONHUTENBHBIX MOJNOKECHHH.
JononHuTenbHbIe (pasel, CIOBA, TIOKA3aTeNH W/WIM UX 3HAYEHHs BHECEHHBIC B TEKCT CTaHAApTa
BBIACJIICHBI KYyPCHUBOM.

Crenenb coorBercTBus — Mopuduumposansas (MOD).

Crangapt noarotosiieH Ha ocHoBe npumerenyst TOCT P 52040-2003 (MCO 11979-6-99)

5 BBEJIEH BIIEPBLIE

UHpopmayus o esedeHuu e Oelicmeue (npekpaweHuu Oelicmeus) Hacmosweeo cmaHdapma
ny6ruKkyemcs e exxemMecsyHo uzdasaeMoM ykazamene «HayuoHnansHbie cmaHOapmbiy.

UHopmayusa 06 uaMeHeHUsIX K HacmosaweMy cmaHOapmy nybnukyemcs 8 exe200Ho u30asaeMom
UHGOPMaUUOHHOM yKalamerne «HayuoHanbHbie cmaH0apmbi», @ MeKem U3MeHeHull U rnonpasox — 8
eXeMecsiyHO u30asaemMoM UHGOPMaUUOHHOM yKasamene «HauuoHanbHble cmaHOapmbi». B criydae
nepecMmompa Wiu OmMMeHbl Hacmoaweao cmaHlapma coomeememsyrowas uHgpopmauuss 6ydem
onybriuKosaHa 8 exxeMecsiyHoO u3dasaeMoM UHGhOPMaUUOHHOM yKasameJsie «HauuoHasbHble cmaHOapmbi»

© CraHpapTtuHdopm, 2013

B Poccuiickoii ®Pemepanyd HACTOSAILIMA CTAHOAPT HE MOXET OBITb IOJHOCTBIO WA
YACTHYHO BOCIPOU3BENEH, THPAXHUPOBAH M PACIPOCTPAHEH B KAUeCTBE OPUIIMAIBHOIO H3IaHKS
6e3 pasperenust PenepanibHOro areHTCTBA M0 TEXHUYECKOMY PETYJIMPOBAHUIO U METPOIIOTUU
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MEXIOCYOAPCTBEHHbLIN CTAHOAPT

MmnnaHtaTtbl opTanbMonoruyeckue

MHTPAOKYNAPHBIE JIUH3bI
YacTtb 6
CpOK rogHOCTN U CTabUNbLHOCTbL NPU TPAHCNOPTUPOBAHUMN

Ophthalmic implants. Intraocular lenses. Part 6. Shelf-life and transport stability

HNarta BBeaenus — 2015-01-01

1 O6nacTb NpUMeHeHusi

HacTosLmin cTaHaapT pacnpocTpaHSAeTCs Ha MHTPaoKyNsApHbIE NUH3bI (aanee —
MNOIN) HesaBMCUMO OT MaTepumana, us KOToporo OHW WU3roTOBIEHbI, MecTa rfokanuaauum
WX B rNasy nauueHta n ux yHKUMOHaNbHOrO HasHaueHust (NMpoTe3 xpycranuka rnasa
WKW NH3a, NPeaHasHauYeHHas 4N KOPPEKLMA 3peHnst).

CtaHgapT ycraHaenusaeT TpeboBaHUs K MWCMbITAHUAM CpoKa rOgHOCTM
crepunbHbix MOJT B ynakoeke, a Tawke crabuneHoctv WNON B npouecce ux
TPaHCMOPTUPOBAHUS N XPaHEHWS.

CtaHgapT He pacnpoCTpaHseTcs Ha  pPOroBUYHbIE  UMMNaHTatbl W

TpaHcnnaHTaTbl.

2 HopmaTtuBHbIe CChINIKK

B HacTosieM cTaHzapTe MCMonb3oBaHb! CCbIKU Ha Creayowme Mexrocyaap-
CTBeHHble CTaHAapPThl:

FOCT 15150—69 MalwmHbl, npubopbl WM APYrME TEXHWYECKME W3AEnUs.
WcrnonHeHns Ana  pasfnuuHbiX  KNMMaTudeckux paiioHoB. KaTeropuu, ycrnosua
aKkcnnyatauum, XpaHeHns U TPaHCMOPTMPOBAHUA B YaCTW BO3AEWCTBUS KIMMaTUYECKMX
paKkTOpOB BHELLHEN cpefbl

FOCT 20790—93 Mpubopekl, annapatsl 1 06opyaoBaHe MeguumHckoe. Obwme

TeXHn4eckKmne ycnoesmsa

M3paHue obmumanbHoe
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FOCT 31580.2—2012 (ISO 11979-2:1999) UMnnaHTaThl odTansMonornyeckue.

NHTpaokynsapHbie nuHabl. Yacte 2. OnTudeckne CBOMCTBA U METOAbI MX UCTMBITAHWIA
FOCT 31580.3—2012 (ISO 11979-3:1999) UMnnaHTaThl 0dTanesMonorndeckue.

WHTpaokynapHbele nuH3bl. Yacte 3. MexaHn4yeckme CBOMCTBa U METOABI UX UCTbITaHWNA
FOCT ISO 10993-5—2011 WNsgenma mepuumHckne. OueHka GUONOrMYecKoro

LeNCTBNS MEeAVLMHCKMX un3genuin. Yacte 5. UccnepoBaHus Ha LUTOTOKCUYHOCTB!

MeToAbl in vitro

MpumeyaHne — T[pu nNONb30BaHUM HACTOSALWMM CTaHAAPTOM LenecoobpasHo
NPOBEPUTb AEWCTBME CCbINOYHBIX CTaHAaPTOB B MHMMOPMAaLMOHHOW cucTteMe obLyero nornb3o-
BaHWs — Ha odmumansHoM caiiTe PegepanbHOro areHTCTBa No TEXHUYECKOMY PErynMpoBaHmio
N MeTponoruu B cet MIHTEpHET 1nu no exerofHo usgasaemomy MHGPOPMaLMOHHOMY ykazaTe-
nto «HaynoHanbHble CTaH4apThI», KOTOPbIA ONyBNMKOBaH MO COCTOAHUIO Ha 1 AHBaps TekyLlero
roga, U Mno COOTBETCTBYIOLMM EXEMECHAYHO W3fjaBaeMbiM WMHMOPMALMOHHBIM ykasaTensm,
ony6GnMKOBaHHbIM B TeKyLeM rogy. Ecnu ccbiNMoYHbIA CTaHAApT 3aMeHeH (M3MEeHEeH), TO npu
nonb3oBaHUM  HacTOAWMM  CTaHZapTOM  CRneayeT  PYKOBOACTBOBATLCA — 3aMEHSIOLLUM
(MI3MEHEeHHbIM) CTaHaapTOM. Ecnu CCbiNoYHbIN CTaHAAPT OTMEHEH 6e3 3aMeHbl, TO NOSIOXKEHME,
B KOTOPOM JaHa CCbIfKa Ha Hero, NPUMEHAETCS B YacTW, HE 3aTparvBaroLen 3Ty CCbINKy.

3 OnpepeneHus

B HacTtofllem craHpapte NpUMEHSIOT TepMuHbl no [1] n TepMuHbl C
COOTBETCTBYIOLLMMM OMNpeaeneHUsIMN:

3anucb wuctopum uspenusi: Cymma 3anucen, cogepXawux UCTOpUIo
npousBoAcTea.

FIOT FOTOBBLIX UHTPAOKYNSAPHbIX nNuH3: Bce UOJI, nonyyeHHble B pesynbTaTe
OOHOM CepuM NPOU3BOACTBEHHbIX OMepauui, BKIIOYad CTEpUNM3auuio, U UMeKLme
OfHY 3anucCb UCTOPUM U3LENUSI.

4 TpeboBaHuA

4.1 O6wume NONOXeHus

411 Tllepes Hayanom wucnbiTaHMA JOMIMKeH ObiTb pasdpaboTtaH npoTokon
UCMbITAHWIA.

4.1.2 UcnbitaHna cpoka rogHoCTM M CTabunbHOCTM MpW TPaHCMOPTUPOBaHUA
NPOBOASAT C LENbI0 OnpeAeneHns NapameTpoB, BNUSAIOWMX HA 3PPEKTUBHOCTb,

H6e3onacHoCTb U NPUMEeHAEeMOCTb MO nocne npoBeaeHnsa 3Tnux WCMbITaHWIA.
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MpumeyaHne — B cuny HEBO3MOXHOCTM MOMYyYEHUS onbiTa XpaHeHusi Hoson MOJ
JO €e [MOCTaBKM Ha PblHOK MPUMEHSIIOT pesyrnbTaTbl YCKOPEHHbIX WCMbITaHWiA.  [Ons
NMOATBEPXAEHUSI MONOXUTENBHBIX PE3yNbTaTOB YCKOPEHHbIX UCMbITAaHWA cregyeT NpoBOAWTb
MCnbITaHMS B YCNoBusix no 4.3.2, nepeuncnexus a) u 6).

4.1.3 MakcumanbeHbIA CPOK XpaHeHus HesaBucumo oOT marepumana WNOJ n
WCMbITaHWA B pearibHOM WM YCKOPEHHOM BPEMEHM HE LOIMKEH MPEeBbIaTh NATU NeT.
Ecnn mnsrotoBuTEnb XenaeT COXPaHWTb BO3MOXHOCTb MepecTtepunuiauum noToB
rotoBblx NOJI, To Anga ucnbitaHnin Ha ctabunbHOCTb NoT rotoBblix MOJT aomkeH 6bIiTh
NMOABEPrHYT MakcuMarnbHO 4OMNYCTUMOMY KONMYECTBY LMKIOB CTEpUnmMaagin.

4.2 MaTtepuanbl n metoabl

4.2.1 UcnbiTyeMble obpasLbl

JIoTbl, Cnonb3yemblie ANs UCTbITaHNSA CTabuNbHOCTY NPY TPaHCNOPTUPOBAHUA U
CpoKa rofgHoCTU, AOJDKHbI ObITh YNakoBaHbl Kak 4151 MOCTaBKW Ha PbIHOK U MOABEPrHYTbI
BUAAM WUCMbITaHWI MO npunoxenuto A (Tabnuuya A.1).

MpumeyaHus

1 KonunuyectBo nenbityembix notos MOJT 1 gnanasoH nx 3agHux BEPLUMHHBLIX pedpakummn
3aBuCUT OT Toro, aiBnseTca nu matepuan NOJT nsyyeHHbIM U HOBbIM.

2 [onyckaeTtcs 6onee 4yem OAWMH BWA WCMbITAHUA MO MPUMOXEHUIO A MPOBOAUTL Ha
oaHon WOIJI. Hanpumep, 3agHssi BeplIMHHaAs pedpakuymsi, kadectBO u3oOpaxeHus un
crnekTpanbHoe nponyckaHne MoryT ObiTb 3MmepeHbl Ha ogHon UOJ.

4.2.2 AHannTu4eckme MeToabl

Ana venbiTaHuiA No NPUNOXEHN0 A U ANs BCEX LOMOMHUTENbHBLIX UCTbITaHNRA,
coaepxawmxcss B MNPOTOKONE, A[OMKHbl  ObiTb  BbIOpaHbl  COOTBETCTBYHOLLME
aHanuTuyeckme Metoabl. BbibpaHHble MeToabl  AOMKHbI  MMETb  CCbIIKY Ha
HOPMaTUBHbLIN AOKYMEHT no npunoxerHuno B (tabnuuya B.1). Ecnn BbibpaHHbIin meTog
HE nNpuBELEH B NpunoxeHun B, To gomkeH ObITb 3annucaH cam MeTofh ¢ nogpobHbiM
OMUCaHMEM €ro NPoBEAEHNS.

4.3 N3yuyeHune cTabunbLHOCTU U3genus

4.3.1 N3yyeHne cpoka rogHOCTU U LLENOCTHOCTM YNakoBKW B peanbHOM BPEMEHN

4.3.1.1 MNpunoxeHne A onpeaensieT BuUAbl UCNbITAHWIA NO NapaMeTpam, KOTopble
AOMKHbI BbITb NPoBeAEHbI B 3aBncumocTi ot Tuna NOJI.

Ansa Hoebix TMNOB NOJT napameTpbl 4OMMKHBI ObiTh Ha3HaYeHbl ANS UCMbITaHWA B
3aBmcMMocT oT ocobeHHocTter NOJI. B cnyyae, ecnu 3agaHHOe B MPUNOXeHUM A

nenbitTaHe He 6bIno npoBejeHo, TO AOIMKHbI ObITb OTMEYEHDI NPUYNHBbI 3TOrO.

(98]
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B OOMOMHEeHWEe K UCMbITAHUSIM, YKa3aHHbIM B MPUNOXEHUN A, AOIMKHbI ObITb
MpPoBeAEHbI UCMbITAHUS Ha B3aUMOAENCTBUE C YNakoBOYHbIM MarepmuanomM, Takke Kak 1
NCMbITAHUA Ha M3MEHEHWE KOHLEHTpaLum 400aBOK 1 MOKPLITUN.

BbiBpaHHble UCMbITaHNs AOMKHbI ObiTb NMPOBEAEHb! AN OAHOro noTa roToBbIX
MO, a 3atem 4epes UHTEpBasibl BPEMEHWN B COOTBETCTBUM C 3aA4aHHBIM MPOTOKOMNOM,
[10 3asiIBNIEHHOW NPOM3BOAMTENEM AaTbl OKOHYaHWS CPOKa rOAHOCTU.

4.3.1.2 Wcnbityemble WOJ pomkHbl ObiTb PaBHOMEPHO pacnpeaeneHbl Mo
pasHbIM rpynnamM no guanasoHy 3ajHen BEPLUMHHON pedpakumn (CM. NpunoxeHve A).
Mpouenypa ucnbITaHNA B peansHOM BPEMEHMW 3aKMHOYaeTCo B CreAyoLLem:

a) Mpuceoutb wuaeHtTudukatop kaxkgon WMOJT B npepenax opgHoro nora u
HaHecTW 3TOT uaeHTUgrkaTop Ha ynakoeky NOJI.

©) Boibpats NOJ1, npegHasHadyeHHble ANS Ha4anbHOro UCMbITaHWA, U MPOBECTU
WUX WCMbITaHWA B COOTBETCTBMM C MPOTOKOMOM. 3anucatb uaeHTUdMnKaTops,
pe3ynbTaTthl U YCIoBUS N3MEPEHUIA.

B) [MepeHectn octaBwwmeca ynakoskm ¢ WOJ Ha cknapg ¢ Temnepartypown
okpyxatoLlen cpenbl (25 £ 3) °C 1 oTHocuTeNbHOM BrnaxHocTbio (60 + 20) %. 3anucatb
N3MEHEeHWe TeMMNepaTypbl, OTHOCUTENBHYIO BNaXHOCTb U faTy U3MEePeHus.

r) MposepuTe TEMMNEPaTypy W OTHOCUTESNIbHYHO BI&XHOCTb B TEYEHWE BCEro
nepvofa WCMbITAHUA, 3anncaTb BCE M3MEHeHWS Temnepatypbl U OTHOCWUTENbLHOMN
BMNaXHOCTW.

Z) B cooTBeTCTBMM C MPOTOKONOM nepuoamdeckn otbuparte Heobxoanmoe Ans
ucnbiraHuii  konuvecteo UMOJ. OcrtaBnate WOJT B ynakoBke A0 ycTaHOBREHUs
COCTOSIHWSI  paBHOBECUA C HavalbHbIMM  YCMOBUAMW  UcnbiTaHui.  [poBecTtn
YCTaHOBIEHHbLIE NPOTOKONOM UCMbITaHWNS. 3anucatb MAEHTUMKaTOPLI, pesynbTaTbl 1
YCIOBUSA U3MEPEHUN.

e) Boibpate UOJI, npeaHasHavyeHHbIe ANA UCMBLITAHUS Ha8 MOMEHT OKOHYaHUA
cpoka rogHocTn. Octaute WOJ1 B OpurvHanbHOM ynakoBke [0 YCTaHOBNEHUS
COCTOSIHASI pPaBHOBECUA C HayanbHbIMM  YCMOBMAMW  MCMbITAHUMK.  3anucatb
WAEHTUMDUKATOPbI, PE3YNbTaTbl U YCIIOBUS U3MEPEHUIA.

M3amepeHHble napameTpbl [AOMKHbI fexaTtb B Mpefenax AonyckaeMblX
OTKITOHEHWIA OT HOMMHanNbHbIX 3Ha4YeHWn, onpeaenenHbix FOCT 31580.2 n
FOCT 31580.3. B cnyyae OTCyTCTBUSI [OMYCKAEMbIX OTKIIOHEHUA B BbILLIEYKa3aHHbIX
crangaptax napameTpbl NOJ1 0mKHBI COOTBETCTBOBATL 3HAYEHUSIM, NPUBEAEHHLIM B

cneundmkaummn rotoson npoaykuum narotosutenem NOJ1. Ecnun B npouecce
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UCMbITaHWA NapameTpbl HE COOTBETCTBYIOT 3afaHHbIM TpeboBaHnaM B AByX unu Gonee
nocnefoBaTterlbHbIX WMHTEpBanax BPEMEHW, TO MakCMMmalbHbId CPOK FOAHOCTU
ncnbitryemon MUOJN  cunTaeTcss LOCTUrHYTHIM Ha MOMEHT MOCIEAHEA MPOBEPKY,
NPOAEMOHCTPUPOBABLUEN COOTBETCTBME W3MEPSIEMbIX NapaMeTpoB B npegenax
LLOMYyCKaEMBbIX OTKIOHEHUA OT HOMUHAIbHBIX 3HAYEHWIA.
4.3.2 YCKOpEeHHOE UCMbITaHWE CPOKa XpaHeHMs
YCKOpEeHHbI® UCMbITAHWA CpPOKa XPaHeHWs MO3BOMAIOT  3KCTpanonupoBaTb
WHTEpBarbl BPEMEHW MpPU YCKOPEHHBLIX YCMOBUSX C WHTEpBanamMmuM BpPEMEHU Npu
HopManbHbIX KnuMaTtudeckux ycnosusix no FOCT 15150 3a cyeT yckopeHMs NpoLeccoB
pacnaga.
YcKkopeHHbIe NCnbITaHnsa CneayeT NPOBOAWTE MPU CNEYOLNX YCNOBUSX:
a) YCKOpPEHHble WCMbITaHNSA [OMKHbI B6biTe YTBEPXAEHbI ANSA  WCMbITYEeMbIX
mMarepuanos,
©) Ansa npoBepkn MUKPOBHOro Bapbepa yCKOPEHHbIE YCrOBUSA AOIMKHbI BKNHOYATh
XpaHeHne npu onpefeneHHon TemnepaType W OTHOCUTENbHOW BMNaXKHOCTU HE MeHee
40 %.
Ecnn wusrotosuTenb 3aMEHSET WCMbITaHWE CTEPUNBbHOCTU Ha  MPOBEPKY
MukpobHoro Bapbepa, TO TemnepaTtypa xpaHeHus fomkHa ObiTe He 6onee 45 °C.
TeopeTndeckUA CPOK FOLHOCTM B pearnibHOM BPEMEHW PaCCUUTLIBAKOT MyTEM
YMHOXEHMWS BPEMEHM YCKOPEHHOrO NEpUoAa UCTbITaHWUN Ha KO3 ULMEHT
1,8 (Ty - T Ty — yckopeHHas Temnepatypa, To — obbMHas Temnepatypa
XpaHeHns).
MpumeuyaHue — T[oag OObLIMHOM TEMNepaTypon XpaHeHWs nojpasymeBaloT
KOMHaTHyo Temneparypy — (20 + 2) °C.
4.4 CTabunbHOCTb NPU TPAHCNOPTUPOBAHUMN
WarotoButenb AOMKEH  HasHauiTb  MakCvManbHyl0 W MUHUMAarnbHYH
TeMnepaTtypbl, KOTOpble AOITKHbI BbiaepxmeaTb UOJ1. N3rotoBuTENb AOIMKEH NONYYUTH
W 3anucaTtb AaHHble, NnoaTeepaarowme cnocobHocTb napameTpoe NOJT octaeatecs B
npegenax AOnyckaeMbiX OTKIOHEHWA OT HOMWHAmbHbIX 3HAYEHWI MOCHE BbIAEPXKKM
NPV MakcUmarnbHON N MUHMMArbHOW TEMMEpaTypax B TeYEHWE 24 u.
HonyckaeTcs NnpUMMEeHeHe TeMnepartyp u MHTEpPBaroB BpeMeHu no [2].
Nameperus, npoBOAMMBIE  MpU UCMbITaHUAX  CTAbUNBLHOCTM npuv
TPaHCNoPTUPOBaHUN, NPVBEAEHBI B NMPUNOXEHUM A.

3anonHeHHble KOHTeMHepb! Ans TpaHcnopTuposaHus UOJT fomKHBI COOTBETCT-
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BOBaTb TPeOOBaHWAM YCTOMYMBOCTU K yaapam 1 Bubpaumam. Ynakoeky n UOJ
ocMaTpvBatoT Mocne MpOBEAEHWS STUX UCTLITAHWIA, U OHW CYUTAIOTCA MPOLUeALLUMM
UCMbITaHUA, €Cn U3fenve He NMOBPEXAEHO M KOHTEMHEP NpoAoIrkaeT obecneunBatb

pyHKUMOHanbHyo 3awmty UOJ.

4.5 OchopMmneHue pe3ynbTaTtoB UCNbITAHUN

OTuet gomkeH cogepxarb CneayroLyo nHpopmaumio:

a) CBOAKY pe3ynbTaToB;

6) konuto atmnketkm UOJT;

B) HOMeEp noTa, pasMep noTa, A4aTy W3roToBNEHWS W HauMeHOBaHWe
npoussogutens UOI;

r) petanbHOE OMNMCaHWe YMNakoOBKM, BKMOYaA Martepuansl U onvcaHue
KOHTEMHEpPA U YNaKoBKU;

[) onucaHue BO3MOXHbIX M3MEHEHWW B U3AEnuW, martepuane, ONTUYECKUX W
MEXaHNYECKMX CBOWCTBAaxX U3AEnus;

€) CPOK rof|HOCTW, PEKOMEHAALIMN MO XPaHEHMIO U NEPEBO3KE;

X) HasBaHmMe ucnbiTatenbHon  nabopatopuv, paty  uchbITaHUs ©
MOATBEPXKAAIOLLYIO MOAMUCEH.

[JaHHble 0 HauarbHbIX, MPOMEXYTOUYHBIX M KOHEYHbIX pe3ynbTaTtax UCbITaHWn
LOMKHbI BbITb NPeACTaBneHsl B TAbnuyHOM dropme.

5 MeTtoAabl ucnbiTaHuin U oTOOpa obpasuos

5.1 Kaxgbin BMA UCNbITAHNIA NPOBOASIT HE MEHEee YeM Ha AecsaTu obpasuax
NOJ1. MeTtoabl ucnbiTaHW/ NPWU WCCNEAOBaHUM CpoKa FOAHOCTU NpuBEAEHbl B
npunoxeHun B.

5.2 MeToab! ucnbitaHus ontudecknx ceoncte NOJT —no MOCT 31580.2.

5.3 MeToabl ucnbitaHna mexaHundeckunx ceoncts MO — no MOCT 31580.3.

5.4 MeTtop onpefeneHua skcTparmpyemMbix BeLWECTB — Mo Npunoxenuio b.

5.5 Memod ucnibimanull Ha yOap u subpayuto — no FOCT 20790.

5.6 Uccnebosarue yumomokcuyHocmu npoeodsim no MOCT ISO 10993-5 s
criyqae Hanuqus yeenuveHUss akempaaupyembix 8eWECms Ul rosis/ieHusi HOgbIX.

5.7 TpoBepKy 3TUKETUPOBAHMS NPOBOAAT Mo [2].



MpunoxeHue A

(o6A3aTennHoe)

roCT 31580.6—2012
(1ISO 11979-6:1999)

Buabl ucnbiTaHui Ha CPOK rogHoOCTU M cTabunbHOCTb npu TpaHCNnopTUpOBaHNN

Tabnuya A1
Martepuan NOJ Konuye | [uanasoH Bua uenbitauunii (Muiumym 10 MO Ha noT)
Teno MeTtnsa CTBO 3agHen CrabunbHocTb | LlenoctHoctb| CTabunbHOCTb
(onTuka) (ranTuyeckass |NOTOB | BEPLUMHHON usgenus YNakoBKM | MpW TPAHCMOPTU-
yacTb) 0TOBbIX | pedppakuun poBaHuu
mon mon
MonumeTunmeTakpunuar Pasmepbl. 3TUKETUpO- | DTUKETUPOBAHUE
(MMMA) OAHOPOAHOCTL | BaHuWe. OOHOPOAHOCTb
noeepxHoct u | Lenoct- NOBEPXHOCTU U B
B Macce HOCTb macce.
KpbILLKK/ McnbiTanue
MonumeTt | Monunponunen, Pa3smepb!.
KOPOOKM. yAapoMm un
unmeTak nonMamua unm . | OanopoaHOCTL . .
P 1 CpeaHun MukpoOGHbIit | BUBpaumei.
unar NONMUBUHUIIAEHE NOBEPXHOCTHU U
6apbep unu | LienoctHocTb
MVMA nyopua B Macce.
( ) nyop dusnyec- KPbILLKKU/KOPOOKY.
PVDF, SKCTPaKThI. .
( ) P Kasn Mukpo6HbIn
LinToTokcuny-
LenocT- bapbep nnu
HOCTb
HOCTb dusnyeckasn
BCEN LeNIOCTHOCTb
ynaKkoBKu ynakoBKW




FOCT 31580.6—2012
(1ISO 11979-6:1999)

lNpodomkeHue mabnuupi A. 1

Matepuan NON Konunue HOuana3soH Bua ucnbitanuin (MuHumym 10 MOJ1 Ha noT)
Teno Metnsa CTBO 3agHen CrabunbHoctb | LlenoctHoctb | CTabunbHOCTbL
(onTuka) (ranTunyeckas noToB BEPLUMHHON n3genus YNaKkoBKM npu
4yacTb) rotoBbIX | pedpakumm TpaHcnopTu-
non non poBaHuu
CumnTbIn Huakun; Pasmepsl.
noNUAUMETUNCUIOKAH CpeaHun; N3mepeHune
(CMNNKOH) BbICOKWUWA NPOYHOCTU HA
paspbIB NeTenb. HET HET
CoxpaHeHue
CBOWCTB (ansa
CKrnaabiBaeMbIX
non
Monunponu- CpeagHuin | OgHOPOAHOCTb STUKETUpO- STUKeTNpO-
neH, (ponomnHu- | NOBEPXHOCTU U BaHue. BaHue.
nonunamua, TENbHO) B Macce. LlenoctHocTb | OaHopoa-
_ noNMMeTuUn- 1 3agHas KPbILLKW/KOPO | HOCTb
meTakpunar BepLUMHHAasA Oku. NMOBEPXHOCTU
(MMMA) unu pedpakyma. MuKpOGHBbIN n B Macce.
nonuBuHUNAE Kauectso Gapbep unu McnbiTaHue
Hednyopua n3obpaxeHus. buaunyeckasn yaapom u
(PVDF) CnekTpanbHoe LEenocTHOCTL | BuBpauuen.
nponyckaHue. BCEN LlenocTtHOCTb
OKCTpakThl. ynaKkoBKu KpbILLKK/
LiutoTokcuu- KOpOOKH.
HOCTb MuKpOGHBI#
Bapbep unu
dusnyeckas
LeNoCTHOCTb
BCEN
ynaKkoBKu




OkoryaHue mabnuusi A.1

rOCT 31580.6—2012
(1ISO 11979-6:1999)

Matepuan NOI Konuue [Aunana3soH Bua nenbitannin (MuHumym 10 MO Ha not)
Teno Metnsa CTBO 3aaHen CrabunbHoctb | LlenoctHocTb | CTabunbHOCTb
(onTuka) (rantuyeckas NOTOB | BEPLUMHHOWA nsgenus YNakoBKM npu
4acTb) roTOBbIX | pedppakymu TpaHCcnopTu-
non non poBaHuu
Bce apyrue komGuHauuu Paswmepei.
MaTepuanos Tena 3agHssa
(onTukn) u neTens BEpLUMHHAA
(ranTuyeckomn 4actu), He pedpakuma.
yKa3aHHble BblLLe KauectBo
(BKMOYaa BCe Moaenu Hu3skni; n3obpaxkeHus.
MOI ¢ noBepxHOCTHOM cpegHun; | N3mepeHue HET HET
Moaudmkaunein) BbICOKMI NPOYHOCTU HA
paspblB NeTenb.
CoxpaHeHune
CcBONCTB (AnA
cKrnafblBaeMbIx
non
CpeagHuii | OQHOPOAHOCTb 3TukeTnposa- | STUKETUPO-
3 (AONOMHUT | MOBEPXHOCTU U B | HKE. BaHue.
€InbHO) macce. Cuna LlenocTtHOCTb OpHopoa-
cxaTus. KPbILLIKK/ HOCTb
WMcnbiTaHue KOpoOKu. noBepx-
ANHaMU4YECKOn MuKpOGHbIN HOCTU 1 B
Harpy3kon. B6apbep unu Macce.
CnektpansHoe dpusunyeckas WcnbiTaHne
nponyckaHue. LienoCTHOCTb yaapom u
SKCTpakThl. BCEWN ynakoBku | Bubpaumen.
LintoTokcny- Llenoct-
HOCTb. HOCTb
CneuunanbHble KPbILUKW/KO-
NOBEPXHOCTHbIE pobku.
ncnbiTaHua MuKpOGHbIN
(ecrm 6apbep unu
npeaycMOoTpPEHbI) husnyeckas
LeNoCTHOCTb
BCEW
yMaKkoBKu




roCT 31580.6—2012
(1ISO 11979-6:1999)

MpunoxeHue b
(pekomeHayemoe)

MeToa ucnbITaHUA Ans onpeaerieHUst IKCTparupyembixX BelecTs

B.1 O6wume nonoxeHust

B.1.1 MeToa onpefeneHns akCcTparMpyemMbixX BELLECTB OCHOBaH Ha MPUMEHEHUN
annapata Soxhlet. [Ons skcTpakuMm MWCMOMb3YT BOAY WM OpPraHWYecKui
pactBoputenb. [lpn BbIGOPE OpraHMYecKoro pacTBOpPUTENS CNeayeT y4nTbiBaTb
BO3MOXHOCTb MOMHOIO PacTBOPEHMsI CTPYKTYpbl Marepuana Ans NonyYeHus MonHom
3KCTpaKLmu.

B.1.2 Okctparvpyembin u3 WOJ1 wmatepman pomkeH ObiTb nNpoBepeH
COOTBETCTBYHOLLMMM XpOMaTOrpatmH4eCcKMMm, CnekTPodoTOMETPUHECKUMM N METOAaMN
aHanmsa XWUAKOCTEM Ha HanmyMe OCTaTOYHbIX MOHOMEPOB, CLUMBAEIOLUMX areHTos,
KaTannsaTopos M T. M., OCTABLUMXCA OT NpoLecca NonMmepmnsaumn.

B.1.3 MWcnbirateneHass nabopatopusi  gorpkHa Obimb  arrectoBaHa B
YCTaHOBMEHHOM MOopsaKe.

B.2 BcnomorartenbHble Mmatepuanbl

b.2.1 AuctunnupoBaHHaa wnM AeuMoHU3npoBaHHas BOAQ, COOTBETCTBYHOLLAA
Kriaccy YMcToThbl 3.

b.2.2 OpraHuyeckui pacTBOpUTESb.

b.2.3 lNpoTrBOyAapHbIE rpaHyIbl.

B.2.4 AKTVBHbIA OCYLUUTEb.

B.3 CpepctBa usmepeHun

B.3.1 Annapart Soxhlet gna skcTpakuuy, BKIIOYAIOLUMIA KOHAEHCOP, KPYribia
NoaAOH W HarpeBaTenbHbIA KOXYX CO CTEKMSIHHLIMA KOMMOHEHTaMU U3 CTaHAapTHOro
6opocunukaTHoro naboparopHoro cTekna.

B5.3.2 OKCTPaKUMOHHbIA  TUrenb, CAENaHHbIM K3  NepdopUpoBaHHOW
Hep)xaBetoLen cranu, TydhoBOro CTekna unm aHanorMyHoro marepvana, OCHaLLEeHHbIN
CTEKNSAHHOW NPOBKON.

B.3.3 OcywwuTenbHbI annapar, CyluinbHas nevb UM APYron OCYLUMTENbHBINA
annapar.

B.3.4 AHanuTu4yeckmne Becbl ¢ TOYHOCTLIO A0 0,1 Mr.
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roCT 31580.6—2012
(1ISO 11979-6:1999)

B.4 Tpe6oBaHua k o6pasuam

Ons wuenbitaHua  ucnone3ytoT rotoeble WOJI, npowepwme Bce cragum
NMPON3BOACTBA, BKIOYMAA CTEpUNM3auUMio, U npefHasHayeHHble ANA MNOCTaBKM Ha
pbiHOK. lpouecc MCnbITaHUSA AOMKEeH BknovaTb Nobbie Npoueaypbl SKCTPakuum r
rmapataumm, eCnm OHW SBASIOTCH YaCTbio HOPManbHOro NPoLecca NPoM3BOACTBA.

O6wwee konnuecteo NOJT fomKHO COOTBETCTBOBATL CyMMapHOW Macce nepep
ncnbitanmem — 200 r.

B.5.1 [Insa onpeAeneHns Macchl BbICYLUNTL MHTPAOKYMAPHbIE MWH3bI B BaKyyme
npv Temnepatype (60 + 5) °C.

Y6enutbcs, 4To ANs aKcTpakuum goctynHo 200 r cyxux NOJ. Oxnaguts NON no
KOMHaTHOM TemnepaTypbl B BakyymMe nepej B3BewwvBaHvem. B cnydae
TUrPOCKOMNYHOCTM OXJT&XKAEHMNE NPOBOAWTE B 9KCMKATOPE C aKTUBHbIM OCYLUMTENEM.

B.5.2 Basecutb cyxue MOJT ¢ TouHocTer fo 0,1 mr (Wh).

B.5.3 Monoxute MOJ B TUrenb Ansa aKkCTpakuum, Npu HeobxoanumocTn o6aBuTb
NPOTUBOYAAPHbIE  FpaHynbl, HanonHUTbL emkoctb Ha 70 % no obbemy
COOTBETCTBYHLLMM pacTBOpUTENneM. YCTaHOBUTL SKCTPaKUMOHHBLIM TUrenb B annapar
Soxhlet u npuKkpenuTb €MKOCTb, SKCTPaKTOpP W KOHLEHCOP. YCTAHOBWUTb €MKOCTb B
HarpeBaTenbHbIA KOXYX.

b.5.4 Okctparnpoeatb NOJ1 He MeHee 4 u.

b.55 TMepeng yaaneHuem WOJ1 un3 3SKCTPaKUMOHHOrO TUMAS  OXNaauTb
pacTBopuTenb [0 KOMHaTHOM Temnepatypsbl. Boicylwuuts MOJ no b.5.1.

b.5.6 Basecutb cyxue NOJ ¢ TouHocTeo Ao 0,1 mr (We).

5.6 ObpaboTka pe3ynbTaTtoB U3MEPEeHUNn

BblMMCIUTL  KONMWYECTBO  3KCTparMpoBaHHOIO BewecTBa B  MNPOUEHTHOM

OTHOLLEHMW OT HaYanbHoW maccel no dopmyne
NPOLEHT 3kcTpakumm = ( Wy — Wo)lW;, (b.1)

rae Wi— macca UOJT nepep akcTpakumen, mr;
W, — macca NOJ1 nocne sKkcTpakuum, Mmr.
B cnyuae noctaskm MOJT Ha pbIHOK B rmapaTvpOBaHHOM COCTOSIHUM BHECTW
nonpaeky Ha cogepxaHne COnv B ruapaTauuoHHoi cpefe AobasneHnem mMaccol Comm

B rugpaTmpyroem pacteope K Wa.

11



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

MpumedvaHue — OObIMHO rMAPaTUPOBaHHbIE NWH3bI MOCTABMNSAIOT B pPacTBOpe,

cofeprkalleM HeopraHuyeckme conu. [nsg TOYHOro onpegeneHns BNUAHUS CofLepaHus conen

Ha pacyeTHbIN pesynbTar BnarocofepkaHue nUH3 JOIMKHO ObiTb MU3BECTHO UMM U3MepeHo. B

NPOTUBHOM Criy4ae nepej wucnbltTaHnem cnegyet OYUCTUTb NUH3bl B ABYX CMeHax BOAbl B

TeyeHue 24 4 nNpu KOMHaTHOW Temneparype.

B.7 MNoka3aTrenu TOYHOCTU
3anuncatb oT4eT 06 MCMbITaHWUW, BKIFOYAMOLLMIA CneyoLmne JaHHbIE:
a) onncaHue mcnbityemsix MOJ1 n BxoasLwmx B X COCTaB MaTepuarnos;

6) cocTae rmapaTupylollero pactsopa — AnsS  MOCTaBnsieMbli B

rmapaTnposaHHoM coctosiHum MO,

non;

B) MCMONb3YEMbIA OPraHNYECKUN PacTBOPUTESb U Er0 KINacc YACTOTLI;

r) CONPOBOAUTENBHYIO MH(OPMaLWMIO, HanpUMep, HOMEP JoTa 3KCTparvpyeMbli

[) konndecTBo akcTparmpyemeix NOJ;
e) maccy NOJ1 nepen 1 nocne akCcTpakumuy;
X) NpOLEeHT MaTepuana, akcTparmposanHHoro us NOJT:

3) HasBaHWe UcMbITaTenbHOM  nabopatopuu, Aaty  WUCMbITaHUS U

NOATBEPXKAAoLLYIO NOAMUCH.

12



rOCT 31580.6—2012
(1ISO 11979-6:1999)

MpunoxeHue B

(pekomeHayemoe)

MeToabl ucnbiTaHUM NpU uccneaoBaHuM cpoka rogHocTu UOJ

Tabnunya B.1

[NpoBepsieMble CBOWCTBA MeTtoa ncnbiTaHun KoHTponupyemble napameTpsl

OnTuyeckne cBOMUCTBA Mo NOCT 31580.2 3agHAAa BepLUMHHAA pedpakymsa
KauecTtBo n3obpaxkeHus

CnekTpanbHoe nponyckaHue

MexaHunyeckue csoncTea Mo MOCT 31580.3 Pasmepsl

Cwuna cxatus

McnblTaHne AMHaMUYECKON Harpy3ku
Mpo4YHOCTL NeTernb Ha paspbiB
OaHOPOAHOCTb NOBEPXHOCTU U B
macce

CoxpaHeHune CBOICTB

(cknapbiBaemble NOJT)

Buonoruyeckas COBMECTUMOCTb Mo npunoxexuto b McnblTaHne sKkCTparupyemMbix
BELLECTB
Mo [3] LINTOTOKCUYHOCTb — UCNbITaHne
9KCTPaKTOB
CBoncTea NOBEPXHOCTH MeToa ucnbiTaHnini JOmkKeH WcnbiTaHne 0cobbIX CBOMCTB

paspabaTbiBaTb U 3aBEPSATL | MOBEPXHOCTU (JIMH3bI C

N3roTOBUTENb MOAUDULMPOBAHHON MOBEPXHOCTLIO)

LlenocTHOCTb ynakoBku Mo [4] LIenoCTHOCTb KPbILLIKU/YNaKoBKK
McneiTaHne mukpobHoro bapeepa
Pusnyeckas LenocTHOCTb BCen
yMaKkoBKM

3TukeTupoBaHue

Ycnoeuda TpaHCNOPTUMPOBAaHNUS Mo TOCT 20790 McnbiTaHue yaapom

UcnbiTaHne Bubpaumen
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[1] FOCT P 51892—2002

(2]

(3

[4]

(MCO 11979-1—99)

I1SO 11979-4—2000

1SO 11979-5—2000

I1SO 11607—97

MpunoxeHue I
(cnpaBouHoe)
Bubnuorpadusn

MmMnnanTaTel odTansMonormieckme.
WHTpaokynapHble nvH3bl. YacTb 1. TepMuHel n
onpeaenexns)
Implants ophthalmologic — Intraocular lenses.
Part 4. Information on labels (MmnnaHTaTb!
ogpTansmororndeckme. MHTpaokynspHsle NMH3bI.
Yactb 4. IHhopMaLms Ha 3TUKETKaX)
Implants ophthalmologic — Intraocular lenses.
Part 5. Biological compatibility (MmnnaHTaTb!
odpTanbmornornyeckue. MHTpaokynspHbIe NH3bI.
YacTb 5. Bronoruyeckasi COBMECTUMOCTb)
Packing of finally sterilized products (Ynakoska

OKOHYaTenNbHO CTEPUNU3OBaHHbIX U3JENUIA)
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KntoyeBble crioBa: oMTanbMONOrVYeckMe WMMNaHTaTbl, WHTPAOKYNSPHbIE MUH3bI,
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BaHUM
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