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[Ipervcaonne

I MMOAroToBAEH W BHECEH TNocyaapereeMUbIM VHHTAPHEIM pednpHaTHes «Lledrp HopMa-
THEHO=-HHPopMAaUHOHHLY CcHcTeMs (] s TRC-ontika ['OMe) copsecTio ¢ padoueid rpynnoit Texunyec-
koro noakosuteTa [NK 7 «Odmaiesonoriyeckasn onmTHEds Texurueckoro KosMuTera TR 296 «OnTtHka |
OTITHYECKHE IPHBODELL

2 NIPUHAT K BBENEH B JEHCTBHE Noctanormennes Noceransapra Pocenn ot 3 anpens 2003
Ne 108-cT

3 HacToswmid  crangapr  NpeicTabiHeT  ayTeMTHUHEIE  TeKCT  MEeRIyHapoIHOro  CTAHIapTa
HOO 11979699 «Manpanmarel ofranemoiormueckne. HuaTpaokyaapuse TumHse. YacTe 6. Cpok rol-
HOCTH H CTAFHWILHOCTE NPH TRAHCTOPTHPOBANHH H CONSUEHT 10NMTHHTENLHEE TPeGORANHA, OTPREKAI0-
UiMe NOTPeGHOCTH 3KOHGMHKH CTPaHE, KOTOPBLIE B TEKCTE BEIIEICHLL KYPCHEOM

4 BBEIEH BIEPBLIE

L MINK Hanamenscteo crapaapros, 2003

HacToamui cTanaapt He MOsKeT DLETL MOEHOCTLE WEH YZCTHYHO BOCTIPOMIBEISH, THPOAMPORAH H
PACTIPOCTPAHEH B KAYecTie OMUHUHATLHOTO Hagauus Ged paspewennda Docetanoapra Poceun
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FOCYTAPCTBEHHB H CTAHAAPT POCCHHCKON GEAEPALMHM

Hamaasrarsl ofTalbMuIorigsecKkHe
HHTPAOKYJIAPHBIE JIMH3EI

YacTre b

CpoK roARecTH | cTafIbIOCTE NPH TRAHCIOPTHPOBA IR

Ophithalmic implants. Intraccular lenses. Part 6. Sheli-life and transport stability

Jara speneans 2004—01—01

1 Odaacrs npuMeHeHnn

HacToaumil cTaniaapt pacnpocTPasaeTed Ha HHTPAOKVAAPHLIE IHHAL (1anee — MOJ) vesanicumyo
OT MAaTepHatl, H3 KOTOPODO OHE WIFOTORIEHE, MECTA TOKATHIANHA HX B [1a3y NauHenTa | MY (yHKUHO-
HANLHOMN HAaanaueHua (MpoTes XPYeTATMKE FIa5a WK JHAEL, Tpeiiasiaieiigd 108 KOPPerKiiy Iperma).

CTalnapT yeTauaninese T Tpefonat Mg K HCNTAHMAM CPOKa roadocTd cTepiitiiy MO B vnakonke,
a Takwe crafuneioctd MO o npolecce Ux TRANCIOPTHROBANKA W XPAHSHAA

Crannapr He PAcTIpOCTPAHAETCA HA POFOBHYILE MMIUIANTATE W TPAHCIUIAHTATEL

2 HopMaTHEBHBIE CCBITKH

B pacTosmeM CTAHIAPTE HCNOMLIOEIHL] CCLITKH HA CAEIYIOUIME CTANIAPTE:

MOCT 15315069 MamHae, npubopst 0 IpYIHe TexHHYeckne Hatenud. FionomueHna 0 pazinyg-
HBLX KIHMATHUECKHX padodoR, Kateropun, vCIOnHA IKCIUIVATALMK, XpaHeHHs ¥ TPAaHCIOPTHROEIHHA B
YACTH BOINSHCTEMA KAMMATHUCCKHX dakTopons BHeHel cpeai

FOCT 2009093/ T0CT P 5044492 [Mpubopel, annapaTtisl 1 oD0opyIo6anie Meqnuiickoe. Obnime
TEXHHUYECKHE YCTOBHA

[MOCT POS1ES2- MM (OO FI97%- 199 Msmaanratel adransyonorideckie. HETpaokyiapibie
AHH3eL HacTe |- Tepyuie v onpeferend

MOCT PS2038-2003 {MCO 11979-2—99) Mamnanmarted ofranemonoriteck e, HuTpaokyagpanle
JHHIEL YacTe 2. OnTHyeckie CROFCTEL B MEeTORE WX HCTIETaHA

MCT Po5320359—2003 (HCO 11979-3—=99) Hsnmnanrated ofranssdonorideck e, HHTpaokynaprsie
AHHILL YacTe 3. Mexasnueckue cBoficTEL B MeTOl X HCIE TR

MOCT P UCO 109935090 Hanenwa vegpudickme. Ouerka OHOTOTHUSCKORD nefcTiima sem-
UHHCEWY wameTnil. Yacte 5. Mooneqonaia Ha UHTOTOKCHYHOCTE, MeTORE in vVitio

3 Onpeaenenna

B HacTodmeM CTAHIAPTE MPAMEHMONT TEPMHUHE no NOCT P 31892 1 TepMHiE ¢ COOTESTCTEVIOUHMHA
OIPETETEH HTMH:

TAMHCE HCTOPHE H3genna: CyvaMaa 3anucel, coRepaaliiy HCTORMED MPOHIBOICTEL.

IOT TITOBLY HITPAOKYIAPHLIX muE:: Bee HOJ, noavuedible B peavibTaTe ooHON CEPHH NPOMIROD-
CTBEMHBIN ONMEPAlHil, BETIOMAR CTEPMAMEILMK, 1§ HMEIOLMe O0HY 3MHCE HCTOPHH W1IeIu.

Hananme odiemmanssoe
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4 Tpebosanna

4.1 Oiinse noAnKenHs

4. 1.1 TMepen HauanosM HCNBTAHHE DoEed OBTE PaipaboTad EPOTOKON MCTILITERHHE.

4.1.2 Menuitanis cpoka FodHOCTH M CTABWALHOCTH NPH TPAHCOOPTHPOEIHHN NPOBOIST ¢ Lelhio
OTIPEASEHHA NAapaMeTpon, EIHSI0LMY Ha WEPeKTHEHOCTE, Be30nacaocTh H npHsvergesdocts HOJ nocae
MPOREISHMT FTHX MO Ta i

Il PHMCECYHAHHE— B CHIY HCBOAMOBHOCTH MOAYHEHHA OMETL XPLIHCHHH woeeii MO I 08 INOCTAEKH HO
PHEHHOK [IPHEMCHARKT PCIVIRTETE VCEOPCHHEX HC I TRHMIL .;],.'.I:H MOOTECPAHICHNA [FOVIORHTE I EHBLY POIYIILRTATOE YOEO-
PCHHBIX HCNBITAKHI CACAYCT [MPOHOEIHTE HCTIBITAHHE B YOWMHAX 4.3.2, MEPEHHCICHAA 3) H ).

4.1.3 MakcumankHelil cpok Xpadenng HesapcHMo oT Matepuata HOJ |1 iecneTanii B peatb oM
HWIH YCKOPEHHOM BPeMEHH HE JOMTHEH NMPEERIATL NETH 1eT. ECiH HIroToRHTENL KeTaeT COXPaHNTL
BOIMOKHOCTE NEpecTepHINGALNN NoTok ToToBklX MOl To Ana HenwiTaudid Ha cTabMiILHOCTE JOT
roTopeix MOJ] ponmen G6TE MOABEPIHYT MAKCHMATEHO TOOVCTHMOMY KOTHYSCTRY HHEIOE CTEPHTHIA-
LHH.

4.2 Marepraisl H METOI

4.2.1 Henwtvesbie O0paiisl

JoTe, HCOOILIYEMLE M8 WCTILTANHA CTA0HILHOCTH [pH TPAHCOOPTHROBAHME H CPOKE FOOHOCTH,
TOEHE BLITE YIAKODRIHL KAK 118 NOCTABKH HA PLIHOK H MOAGERTHYTE BHLAM HCOLITAHNAE [0 MpHIoEe-
e A (TabiiHoa AL

I'Ip:mr:ueu:uu

| I‘;.u.iLHLIL'L"IH{II HCIBITYEMELN JHNTOE HU;I H OMANEEI0H X ROHHYX BURUEHHLY pElIIf.IHB;II_I.I!ﬁ SABRHCHT 7 Tor,
sppsercd an marepran KOS payucHisM man Hoem.

2 Nonyekaercs Donee @M OQUE BHI WCHETLEAN 00 Dpuioxed s A tposaadis sa ogacit MO0 Heanprsep.
SAOHAH ECPLIME R FICI:IJFI’:IHIJH?L KIS COTRD HZMEFEIHLtHHﬂ H CHCETRUI OGS MPONYCEAHLE AMOryT DT HAMTPCHE Hi

oneoit HOJL

422 AHANHTHMZCKHS METOLL

Ans MenETaHni 0 NPAIoHEHHI A W UIH BCeN AONOIHHTENBHIE HCTBTAHAN, CONepEalluNCch B
NPOTOEONS, J0WTHHE GLTE BRIOpaL COOTEETCTEYIILME AHATHTHYECKHe MeTodkl Bubpasusie MeToaw
AOMAHE MMEeTE CORAKY Ha HOPMATHRHER DoEyMenT no npiesenin B {tabnmua B.1). Ecni puidpaniuii
METO He NPHRSISH B IPpHIGKeHHH B, To fosiked BLITE 3AMTHCAH CAM METOl © Noapoiiikiy ONHCAHHEM &r0
MPOBE IS HH.

4.3 Hayvenne cradnALIOCTH HI0EIHA

4.3 1 HayueuMe cpoka MoJHocTd W UEIOCTHOCTH YIAKOBKEH B PealbHOM BPesMeHH

4.3 1.1 [Mprnoxkense A ONpedeldeT BHILI HCOLITAHKA N0 NapaMerpas, KOTOMAE IOIEHIE ORITh
MPOREOeHE B SaRHCHMOCTH 0T THa MO

Hasa wopsry tHoE MO napametphl 1oa&HL ORITE HATHAMENLD LA HCNHNTAHHA B 33BHCHMOCTH OT
ocobernocted MO, B caydae, ecan 1aiadioe B OPHACKEHHHE A HCMLTAHHE He DLUTO NpoODeIenio, To
AOMAH B BLITE OTMEMEHBL MPHYAHE FTOT0,

B nonoauedne K HCNLTAHHAM, YEAZAHHLIM B ITPHA0KEHHH A, 00K L OLITE TIPORSIEH L] MCTTTAHHH
HA BIAHMOIEHCTRHE C YIAKODOYHEIM MATEPHATOM, TAKKS KAK W HCNBITAHASA HA HAMEHEHHE KOHUESHTRAIHH
Q0DAR0K W NOKPLITHIL.

Bropaiiue HCNBTAHHE J0EAR BRITE NPOBEICHED AMH oduore nota rotopeix FHOJ, a zates vepes
HHTEPBLIL BPEMEHH B COOTBETCTEHH © JA0AHNLIM MPOTOKOEOM, 10 Jas8BIeHUoH MPOUInnIHTedes IaThl
OEOHMAHHA CROED TOOHOCTH.

4.5.1.2 Henwrvesere HOJD oomesed GMTE PEGHOMEPHO PRCOPELeicH M0 PasHBEM CpyinaM o
IMANAIOHY FIHed epllHHHcl pedipakudy (oM. npeioxenne A). [poueavpa MCOLTANMT B PeanhLHOM
BREMEHH HEINOMICTCH B CHeIyI0mes:

a) lNprcpours noedTHgrkarop Kagaoid HOJl o npeaenay oaHoro 10ma @ HAHECTH 3TOT HIeHTHqH -
EKaTop Ha ynakonky HOJL

) Bubpate MO, npeanaiiasedibie 008 HAMLTEROMD MCHLITAHAA, W OPOBECTH MY HCILITAHHA &
COOTEETCTRHH ¢ NPOTOROI0M. 3AMHCATE HICHTHQHEATOPLL, PEIVARTATE | YCIOBHA HIMEPeHHH.

a) [lepenecTr octanmmecs yoakosen o MO ua conan o Tesneparyvpoll okpmokaoiedt cpem (25 + 3) "C
H OTHOCHTENLHON BnaxuocTeio (60 £ 20) %, 3anucaTe MIMEHEHHE TEMMEPATYPE, OTHOCHTETLHVIO TWUILH-
HOCTE W AATY HIMEPEHHH.

1
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r} IlposepHTL, TEMTEpaTVPY H OTHOCHTEILHYRHY BTAMHOCTE B TEHeHHe BLErD MSpHOIA MCNLITaHHH,
TAMHCATE BCE MIMSHEHHE TEMIEPATYPE H OTHOCHTEALHON LIARHOCTH.

A B cooTESTCTEMH © NPOTOKOAOM NepHOIHYeCcKH OTOHPATE HEODXOANMOE A MCNBTAHNHH KoTHde-
creo MO0, Ocrapnars MOJ B yOakopke 010 VCTAHOBISHHA COCTOAHMI PABHOBECHA C HAUYANLHEIMH YOI0-
BHAMH HenbTanwii. VpopecTd YCTAHORNEHHBE MPOTOROTOM HCNLITAHMA. JanMcaTh WISHTHHIHEATODGL,
PEIVILTATE H YCROBHA HIMEPeHHH.

) Bumbpare MOJ, npeadaidasedbie 008 HCNLTAHHA M3 MOMENT OKOHYAHWA CROKA TOOQHOCTH.
Octapute HOM B opHrdpatbioi vO3KOBKe 0 YCTAHOBASHHH COCTOSHHA PABHOBECHS © HAYILHLIMM
YEIOBRHAME HCTIBITAHWA. 3aMHCaTE HIEHTHRHEATORE, PeIVILTATE H YCOOBHS HIMEpeHmii.

HismepeHHbE TAPAMETPL TOTHHE NeXATE B NPelenay AoMyCKaesLlX oTEIOHEHHH 0T HoMHAHATEHEIX
IHadeHHA, onpedenerHy DOCT P 32038 w ['OCT P 32039, B covyae OTCYTCTEHA JONMVCKIEMBIX OTENO=
HEHHI B BRILEYEASAHHEN CTAHAAPTAX napasetpil MO ponsis cooTRETCTROBATE IHAYSHHAM, MPHLETeH -
Held B CheuiduEauyy  rotosol npoaykuud warorosrtenes MOJL Ecnn s npouecce HCNBITAHHAA
MAPAMETPE HE COOTBETCTREVIOT 3AMAHHLIM TReDORANMAM 6 IEVY WIH Dodee Nociel0BATEALHEY HHTePEATY
BpEMEHH, TO MAKCHMAILHEIE cpoK ToauocTH denbiryesmoid Ol cudTaeTcs DOCTHTHYTEM Ha MOMEHT
MOCHenHel NPoBEPEE, NPOIEMOHCTRHPOEIRIEH COOTESTCTEHE HAMEPAEMEIN MAPAMETPOR B TIPEOeIax Qo=
MYyCKASMBIY OTEAOHEHHH OT HOMWHATEHEY IHAUSHKIL.

4.3.2 ¥okopeHHoe HCNLTAHHE CPOKA XPaHe M

YeropenHee HCTIBITAHHS CPOKL XPAHeHHA NO3R0AANT IKCTPATIOAHPOBATL HHTEPBATL BReMeHH MPH
VOKOPEHHBX YCOORMAX © HHTEPEATAMH BPeMEHH NPH  HOPMATLHBY FIHMATHYECKHY VCIOBHAX 10
DOCT [3150 3a cuer yCKOPEHHA NPOUSCCOn PACTIANA.

YOoROpeHHbe HCTIRITANKHA CHeJyeT MpoBoEHTE IPH CAIeIymEY YeIORHAX!

a) VCROPEHHBIE HCMBITAHMA J0TAHHE BRTL VTESPAISHL T HCIETYEMEIN MATERHATOR,

0) Ans OpoRepKM MUKPoDHOMD DApLERE VOKOPEHHLIE YOIOBMA J0JLEHLD BEIOMATE XpaHeHde npu
OMPENEIEHHON TEMOEPATYPE W OTHOCHTENLHON WiasHocTH He menee 40 %,

Ecni WIroToBHTENE 3AMEHAST HCILTAHHE CTEPHIRHOCTH Ha MMPOEEPEY MHEpOOGHOMO Oapwepa, To
TEMITEPATVDA XPABeHH 10/ERHE OLITL He Gonee 45 "C.

TeopeTHueckHi CPOK MOIHOCTH B PEATLHOM BREeMeHH PACCUNTREIBAINT NYTEM YMUHOKEHHA BPEMErH
VCEOPEHHOTO Nepitosa Menbirasdil Ha koshdudent 1,847, = Ly (T — yogopensan Tesnepartyvpa, 1 -
ODLIYHAA TeMOSPATY P XPaHeHA).

Mpausmevarue — [log oDuvAoil TeMOEpaTVPOR XPAHEHNA NOAPAIYMEBANT KOMHATHY TEMOICPATYPY —

(20 + 2 °C.

4.4 CradiisiocTs OPH TPRARCIPTEROBAHAR

HaroToseTe b J0EREeH HATHAYMHTE MAKCHMATEHYEY B MEHHMATEHYI0 TEMOSPATVPLL, KOTOPRIE D0 HHE
pelgeparsaTe HOJ HaroToBuTenh ROVIEed DOIYVHHTE M 3ANHCATE DaHH LIS, MOITEESPA AW He CnocohHOCTE
nmapamerpor HOJ octasareca & npefeiay J0NVCKIeMEIX OTKADHEHHH OT HOMHHANILHEX JHaYeHHi nocne
BLIOSPAKH NPH MAKCHMATLHON B MUHEMATLHON TEMOSpaTVPax B Teaede 24 o,

NonyckaeTea NpHMEHSHHE TEMOEPATYP W HHTEPBLIOR GpesMern no |[1].

Hamepena, OpoBoIHMEE MPH HCMBTAHHAX CTAOMILHOCTH NPH TREAHCMOPTHROBAHHK, MPHESICHLL B
OPUIOKEHHHE A

JanonHenHLe KouTelnepl andg rpadcnopripoiiiis O noiaisl CoOOTRETCTROBATE TPEDORAH MM
YETOHUHBOCTH K yiapas W sHGpatmasi. ¥Ynakonky @ MOJ ocsMarpHBaloT NocTe NPoReTesnd ITHY HCMkl-
TaHHil, H OHH CUMTAKTCA MPOILIET MMM HCORTANA, £CIH0 HINSTHE He TIORPEXTe D B KoHTeliHep Npoaod-
#aeT 0DeCneYHBATE [YHELHOHATLHY D 3amETy HOUL.

4.5 OvpopMacnne peIyvibTaATOR HCNTAHNHI

OmieT oosel CONEpAaThL CIeIVILIVIO HHdRpmMalin:

a) CROJAKY peiviLTATOR,

0) konmwo sTHkeTEr FOS;

B} HOMED N0Ta, paIMep JoTa, ATy HIMOTORISHHA U HaMselopaiue npodssoautens MOJ:

r} OETAILHOE ONMCAHNE VIAKORKH, BETOYAR MATEPHAILL ¥ OOHCAHHE KoHTEHHEPE M YIAKOBKN:

A} ONHCAHHE BOIMOEHLIN HIMeHEHHA B MITeaMH, MaTepHate, ONTHUECKHY M MeXaHHUeCKHN Chofl-
CTEAX HITLIHA,

2] CPOK MOIHOCTH, PEROMEHIALMN TI0 XPAHEHHID ¥ NEPEeB0IKe,

W) HAIDAHME HCTILITATENLHOH JAaboparopn, JaTv HCMLITANHA W MOETIE PATAKMIVID TOANHC L.

Hanuple o HAUATLHLIY, OPOMEEVTOUILIY B KOHEUNBY PEIVIETATAY HCOLTANHE 100 HE OLITEL npen-
CTARIEHI B TADTHYHOR (hopae.
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5 Meroas HensiTanwii u orbopa obpazuos

51 Kaknwil BHA HCNBETAHEE MPOBOIAT He MeHee den Ha decati obpasuax MO Metoae monsra-
HHE TPH HCCNEANBAHKH CPOKA FOTHOCTH NPHBSIEHE I MPHIOEeHHH B

A2 Metoam Henbimanng onTedecky ceoificTes HOUT = no FTOCT P 3205k,

3.3 Metoan HenbiTauHs Mexanyveckuy crolicts MO — no FOCT P 32039

5.4 Metoa onpeneneHUa IKCTPAMHPYEMBIX DEIHECTE == Mo TIPIUoReHnn b

3.5 Mewmiod wensimanil Ha yoap w suipaiyiain — noe DOCT 20790

36 Hecredogauwe ypmomoxcianocmis nposodam no FOCT P HCO TV 5 & covyae BOingim veeiiye-
HEE SRCHPACHFVERMY GClHECHa Wl ROARICHNA ROGhIX.

A7 llpopepry. ITHESTHROBAHKAA MPpoBOIET o [1].

MPHIOKEHHE A
[oba m e BHOE )

Bran ucnuTasnii ga cpok rodgocTd W cTafHiLuocTE DR TRANCHOPTHPOBAITHH

TabBbanwma Al

Morepuwan WD . Mieamiuton Ean nenwmannh (aawansys HF HOM mn oot
Konmmecren -
i . N . _
Tere e e s ul;-l_!:_,l_..lll,::::ljs,:: CrafinmneisTe Henocrnocts Cnfizch btz
lonTaka ) i r.:!.-lul:s.un H '|.-I||:]_-'[ HANETE FRAKCHKE _— ilidy
HCTRY TPEHCROPTHROBRLHIR
[MonuserimeTakpT Paameprs. 3 ; DTHEETHPOBAHNE,
(MIMMA) OanopoaHnCThL H“:m’rupcma- OIHOPIHOCTE No-
MOBEPXHOCTH W B W HEPXHOCTH W B
Macoe MBCCE.
EPBULKH /| K- Henermanne vaa-
Maanme- Monmnpoi- Pasmaepr. ptikn. J i
THAMETEK- | e, o= Cpeanii | Qunopoanocms no- | Muspod oow i E1"'_1 " 1n1ﬁ.;:|.u:}:u: -
pUIaT AMHA HOH HEPXHOUTH  ® B | Dapeep wig | o CTHOETE
(MMMA) | nonssmmw- MECCE. DRCTDAKTEL [ AN M e Ccan ﬁau:mg ’“P{ETM[
ey o- Hnromosciaocts | weaocT- ;:p"llﬂ-’:l ci:ﬁl':fmcﬁb-
pi { PYVDF) HoCTh el yna- | T e
KK BECH VITHEOBKH
Huzgnii: | Paasepr.
cpeanunii; | Hivepenie
HRICOKHIT | mpoHOCTH T
Crnsrsi [oangHmeTisic- PELIPLIR NETEAL. HET HET
MOECAH {CHIHEGH) CoxpaHeHns
caoiicTe (LK
CHTHAR BAE ML
HOT)
foannpao- Cpeanuii | Qanopoasocts SHukernpona- HKETHPOBANHHE.
THACH, TI0- {aomoane- | nosepxsoctd #o 8 [ aue. Lenoer- Oanopoasocts
TTHEMNT, TeneHD) | msacoe. HOCTE PGt - NOBEPEHOCTH W B
MUKTHMETIHA- JHIHHA BEPLIMH- KM/ kopobkH. MECCE.
METHKHART Hax  peippakuns. | Mupxpodumin Ga- | Honemanae  yvoa-
{MMMA) KanecTao nao- poep WM man- | pos W sHOpa-
HAM FIUEH- Evprse His. HECKHA HEAOCT- | mpedl.
— BIHHIACHE- Crespaiistoe npo- | Hocts sceil yna- | Herserioes
thuayopiea MYCKAHHE. KOBEH KPhlEH § Ko-
{PVDF) FECTPAKTEL b,
Llurerrosce- Mukpobsii Ga-
YHOCTh peEp WA dpHEn-
HECKAS  LE0cT-
HOCTE BOGI via-
HOHKH
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Oxevyanue mabauegw A T

Mare posan HOI i Da s Bay wenwrasn il (mesesavae 10 HOJ wa notd
Kamninueerag q
KL HE W
JOTRH
nepusHnaoH S .
Meran FOTOHE X = CrafsapHosTs
Tenn potrpa s Corufis ) bHOC T HeaacrhocTs
{rAnTHSEC K2s MO . npn
0TI H O S Y IEKGEK
HULTRY i TPAHCHEOPTHFERRLIEHE
Bee apyrme sosbani- Passepnt.
LUMH  MUTEPHEIOR TEIH Tamenn BepLRHHLE
{ONTHKH) #® OETEER pepakima.
{ranruyeckoil  JEcTH), KavecTeo wiobpa-
HE  YEAIAMHEE BRI Haraknii; | senwn.
{BEIONAR . BOS  MOALTH cpeanni; | Mamepeawe  mpos- HET HET
MO ¢ nosepxHocTHoi BRCOKHA | HOCTH  HE  paspels
MO M KaHe i) METE R,
Coxparenne
croicTE (U crOa-
aprsesey O
OomopoasEocte no- | Frakeraposanne. | Hroeernposiang.
3 BepxHOCTE W B Mac- | Uesocrnoets LOHOPOIHOCT |
= KpRIMEN | Kopob- | noESpRHOETH 1B
Coma coarnn. Me- | ki MECCE.
FERITHHHE M HLMEE- Muxpobui Gape- | Honurmamme
YECKOH Harpyarodil. | cp s daas- vaapoM H BHbp-
Cpeannii | Coeerpanesos npo- | seckan uemer- uHeil.
(AOMOIHE- | EYCKIHHE, HOCTE RO yma- LenoeTHocTs
TE kMO ) DRCTPRKTHL. KOBEH Kpukn | kopob-
LnrorokewaHocTs. KH.
CreuynaisHwe Mukpobuwi Ga-
THIBEPXHOCTHENE PEeP HAN -
HCILITAHHA  (GChR YEUKEA HEN00T-
TP yCMOTRE HE ) HOCTE BOEH yrin-
KOHEKH

MNPANOAKEHHE b
{ pekoMEHAYEM0E )

MeTo] HCIMTARAA 118 OHPEICICHHA JKCTPATHPYCMBIX BEHIECTE

B.1 Odimmme moomseaHs

Bl Merod onpedeieHes SKCTRArRPpYEMBX BeLecTE OCHOBAH HIL NPHMereini annapara Soxhbet. Doy axcrpa-
EUMI MCNEBIVEIT OOy HIH opraspseckdi pacmaopareis. [Ipe suBope opradmieckors pucTHOPHTSIE Caeayver
YUHTEIEITh BOAMOEHOCTE MOTHOM PECTBOPCHIA CTPYKTYPRE MATERHLTE L8 TOIYHMCHIE DOAHOE SRCTPAKITHM.

L.1.2 Swerparnpyesisin wy FOS sumepuan aouseeH ObliTh MPOBEREH COOTRETCTRYIGILINME XPosaTorpsinyecku-
MW, CHEETRPOTOME TP CEH M H METOLAME SHETHIN SHAK0CTEl HE HANYHE OCTATONH RIX MOHOMEDOE, CIIHBA RN
ATCHTOE, KETEUTEETOROE W1, 1., GUTERINNCH OF MPOUSCE) moviHMepH3amEH.

B.1.3 Henumarenssan DaSoparopis s BelTh STTECTOBIHE B YOTAHORICHHOM TOjuKe.

B.2 BenomoraTersHbic MaTepisi

G211 dncnumupoBassas 1M DEs0HEapOELHEES BONA, COOTRETCTEYINUAN KIdcey SHeToTse 3.

B.2.2 Oprasiecknii pucrsopimenn.

B.2.3 [lporneoyiEpHse peHyas.

B2 4 AxTHEHBLE OCVUIIHTETD.

BE.3 Cpeacrea mamepenmi

B34 Annaper Soxhlel s skerpakunn, BEmosaomnil KOHIEHCOD, KPYIALGE T0LG0H B HEFPEBETEILHBIE KOXYY
CO CTERANHHEIMHE KOMTOHSHTAMN M3 CTHHAAPTHOD BOPOCHAHKETHOD AaopaTopHoro Creskia.

B2 Dxcrpakumon e THIE R, CASTAREEN 13 NeplhopHpoErHEON HEPEIRCKULCH CTWIN, TVORmona CTERA HAN
AHAOIHSHON MATEPILLTE, GCHUEHHBIH CTERIHA HHOE npoiioi.

B.A3 OcywrrensHuil annapar, CyUIMELHAH Neds HIH OPYIoi OCYILRTeTbHL Arupar.

B4 Anaiwrudeckue pechi ¢ TOUHOCTEN 20 0.1 Mr.

E u 5 '|' FOCT P 52040-2003, mnnaHTaTbl odTanbsMonornyeckue. MIHTpaokynsipHble NnH3bl. Yactb 6. Cpok rogHOCTH U CTabuibHOCTb NPU TPaHCNOPTUPOBaHUN
(I L FE 1T Ophthalmic implants. Intraocular lenses. Part 6. Shelf-life and transport stability


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52040-2003
http://gostexpert.ru/gost/gost-52040-2003

rOCT P 52040—-2003

B4 Tpebosanna & ofpainam

Hos wenerranus weronsayien oronse MO, npowesuse pee CTAIHR MPORIBOICTE, BITIOMEN CTEPHI IS,
M IPedHATHANCH HEE 188 NoCTask i paisok. Tpoaecs nensTan A Toie H BiC108ars 1bse NPoUe VPR SECTRaRLIN
HOCRAPETALHEE, SCAH GHE RBIHNITCH SACTBEY HOPMETBHOM NPOLSCCH DPHIHONCTRE.

Oowee konqectao HOM aoakno coorsemreosaTs CyMMapHOi Macce neped wenmmasges — 20 r.

B.5 [lposeacune weneraamii

B5.1 Jdas onpeseacHus Maccs BRICYIINTL HETPABKYIADH LG THHIE B ERKYYMe npy Tesmneparype (60 £ 5) "C

Yoeauteen, wro ana skcrpaxuan gocryomo 200 cvxsx HOJL Oxanante WO o komsarsol resnepanyput B
HEKYYME MEpel BrEeinBanses. B orydas rurpockoigyHoCTH O0EISHHE NPOROANTE B SECHESTOPRS © SKTHEHBIM
OCYLIHTEAEM.

B.5.2 Bapecwre cyxue HOJ ¢ rounoctsie oo 0.1 mr { By,

B.5.3 Toacswres HOM & rureas a8 SEcTpakumi, npur Heolxoansocti 20008t NpOTHBOYTARHELE TPAH Yk,
HATMUTHHTE EMEGCTS Hit 70 9 o 06 hesMy COOTBETCTEVIOUIMM PACTROPHTENSM, YUTAHORHTE SRCTPEKLHOHHES THIEAR B
armnapet Soxhlet 0 IPRKPENHTE CMEMCTh, SKCTRUETOR H KOHIEHCOD. YCTAHOBUTE CMEOCTE B HATPCRATEIRHBN KOXYX.

B34 Seerparnposts MO e senee 4 4.

B.5.5 Tepen vaanenness MO s 90c T pus s HEOND THEHE OXETNTE PLCTEOPHTES R J0 KOS HETHON TEM I paType.
Bricympre: HOM no B.5.1.

B.5.6 Basecwrs cyxue HOJD ¢ rousocren ao 001 e { B3,

B OipaioTea pesyasTaTon HIsePEHHE

Brvueants KoH4eCctso SKCTPATHPOBEHHOMDG BELECTEL B IPOLSHTHOM OTHOWEHHE OT HASLIRHOA MECCHL 00
dEpsvoe

NpoweHT SeTpakmin = (Y, — W0, (B.1}

e W) — maces HOJ nepen seetpakuneid, wr;
W — wmacca HOJ nocae sxcrpakuam, wr.
B cavuee nocrasen HOJ Ha pullok B radparposasRoM COCTOMHEN BHCCTH NONPABEY Hil COOCPRAHNE Co/iH A
FHAPATELROEHOH cpeae 2000 RIEHNEM MACCEl COVTH B THADETHPYVENLEY pacTeope K W5

Mpumesanne — OBLMHO FHIPATHPOELIHEEE JTHHIE NOCTARIHIGT B PACTHOPE, COOSPRAILEM HEOPIAHHYECKRE
comt. Jan ToMHOro onpesedcHns BANTHHE CONCPEAHNA COOSH HA PRCHSTHLE PesyibTAT BRAMOCOMEPHLHHE JEH
AKHO DRITE MIEECTHO HAN Wiaepest. B npoTthssHoM ciydas nepet HonbTaHaes Cleayer oHRcTHTE ANHIW B 1BV
CHMEHAX BOOLL B TeMeHre 24 5 NpH ROMHATHON TeMnepaType.

B.7 Mokasarens roanocTs

3anucaTs OTHET OF BCITRIFRHME, BEICMANNHA CIC Y OIS A:H HELE:

a} onucanne woasrmyessx KON @ axonaunx 8 nx cocras Marepawog;

G} COCTAR THAPATHRYVHALETD PACTEOPE — A6 NOCTARIACMEX B ruapamaposisEson cocrorany FO,

1) - MCNOUTEIVEMBL OPraHHMCCKUE PACTBOPHTENL W erd KL MHCTOTH)

I} COMPOBOIITEERYEY HHPOPMALIE, HAIPHMED, HOMED 1oTa skerparepyestay WO,

1) KocEecTO akcTparHpyesex MO

e maccy HOJ nepen n nocae skcrpakumig;

W NPOUEHT METEpHERA, xcrparuposssEnoro wy HOJ;

3} HLABAHHE HCIBETATEIEHON EBOpaTopin, 1Ty HOMLTAHNA W 0TS PRIEMYRY Tk,

p

MPHIAEHHE B
[PEROMeHIVEMOE)

MeToas BCHLTANHE OpH HOCTeIoBaHnA cpoka roamocTh HOU

Tubnnua B

I'[rmm: PFHEMEE CHOHLTHRD Meron wonwranam Kon TPUIHPYEM T NApaMETPRE

Onrrryecke crOficTea Mo MOCT P 32038 TANHAN BEPLINHEAH PepRELHE.
Koo waohpase .
CResTpaisHoe IponyoKaHns
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i'l11-:|n|.';|uc'|||.|c CHONCTESN MeTog wonmwTEn NS KI:-!IJ'F'GLIIIF"H.'MHL' NapiaseTRN

Mesanpueckne ceoiicTea [l TOCT P 52039 Paamepd.

Crnd cHaTH,

Henurranme THHamuseckoil Harpyikm.
[MpotHOCTE NETERL HE PUADEIE.
CUHOPOIHOCTE NOBCPXHOCTH H B MACCE.
Coxpadenne cpoileTa (cknanssaembe MO}

Bnostor waeckas COBMECTH- Mo nprosennss b HMenumaHmne SKCTParipyese BeuiscT
MOCTE
Mo [2] LI NToroReHMHOCTE — BCTRITAHNE SKECTREKTOR
CuofcTeE NOBPYHOCTH Metoa  nonmrranui Henumarmme ocobux  CBOHCTE  MOBEPXHOCTH

QoeH  paspabeTHBaTh | (ARHAE © MOIHEMIHPOBIHHEOE TORSPAXHOCT LI}
W SHBEPHTE HIMOTORM-

Te/lk
UenocriocTs yimkonkn Mo [3] Uemocmrocts kpamkit [/ yHakossi.
Henumanme smuspobnor Gapeepa.
dremueckan LenOCrHOCTE BOE VIIKOBEH.
FTHECTHPOELHHE
Yeaoaus TPAHCHOPTHEIEHIE Mo NOCT 20790 Henmranne vaapou,

Henuranmne siubpausei

NPHIOAKEHHWE T

{cnpaBouHOE )

bBubamorpadins

(1] HCO 11970-4—2000 Manpamrure odransmosornucckne. Hurpaoryaspuie annsn. HYoacre 4. Hndopaauma wa
FTHKETKAX

[2] HCO 11979-5 000 Mumiantars  adrranssonormuccene. Herpaokyaspree andas. Yacre 5. Bnonorweeckas
COBMECTHMOCTR
[3] HCO TI60T—9%7 ¥naxopkd OROHMETEIBRD CTEPHIHSE HELIX HAICTHEE
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