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1 TTOATOTOBJIEH W BHECEH [ ocynapcrBeHHBIM VHUTAPHBIM NpearnpusdatueMm «LeHTp HopMa-
TUBHO-UHPOpMaLIMOHHBIX cucteM» (I 11 «T'KC-ontuka 1 Ol») coBMecTHO ¢ pabouecit rpyron TexHuyec-
koro noakomutera [1K 7 «Odranpmonoruueckass ontuka» Texuudeckoro komuteta TK 296 «Ontuka u
OITTUYCCKUC ITPUOOPHI»

2 [TPUHAT U BBEAEH B IEMCTBUE Tlocranosienuem [occrannapra Poccuu ot 3 anpens 2003 T.
Ne 108-cT

3 Hacrogmmii craHaapT NOPeJACTaBISICT ayTeHTUYHBIM TEKCT MEXJAYHapoJIHOro cTraHaapTa
NCO 11979-6—99 «VmrmantaTrel odranpmonioruyeckue. MuatpaoxkyasgpHele 1MH3bL. YacTth 6. Cpox roj-
HOCTU U CTAOMIJILHOCTD IPU TPAHCITIOPTUPOBAHUN» U COACPXKUT JOIOJIHUTEIbHBIC TPCOOBAHUS, OTPAXKAIO-
[111e MOTPEOHOCTU 3KOHOMUKM CTPaHbl, KOTOPBIC B TEKCTEC BbIJACICHbBI KYPCUBOM

4 BBEJEH BITEPBbIE

© UIIK MznarenbcTBo ctanaapros, 2003

HacTosiiuuil ctaHaapT He MOXKET OBITb IMOJHOCTbIO WM YaCTUYHO BOCITPOM3BEICH, TUPAXUPOBAH U
PacIIPOCTPAHEH B KAUeCTBE OPULIMATBHOrO U3aaHud 0¢3 pazpeiucHud occranaapra Poccuu
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FTOCYJAAPCTBEHHBIU CTAHIAPT POCCUUCKOMU ®OEIEPAILIUMU
NMILIaHTATBl O(PTAIBMOJIOTHICCKHE
NHTPAOKVJISSIPHBIE JIMH3bI

YacTp 6

CpoK rogHoCcT U CTA0MIbHOCTD MPH TPAHCIIOPTUPOBAHUH

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

JlaTa BBenennsa 2004—01—01

1 O0aacTp npuMeHeHns

Hacrosgimiuil cranaapT pacripoCTpaHseTcsl Ha UHTPAOKVIISIpHbIe TUH3B! (Haiice — HMOJI) He3aBUucUMO
OT MaTepuasa, U3 KOTOPOTO OHU U3TOTOBJICHBI, MECTA JIOKATIU3ALUU UX B IV1a3y IMalyeHTa U UX (pyHKIIUO-
HaJIbHOrO Ha3zHa4YcHUS (IIPOTE3 XpycTaluKa rjiasa WM JIMH3a, NpeaHa3HadeHHas 111 KOPPeKUUHU 3peHUs ).

CraHaapT ycTaHABIUBACT TPCOOBAHUS K UCIIBITAHUSM CpoKa rodHOCTU cTepuibHbIX M1OJI B yimtakoske,
a Takcke craounbHocT MOJI B ripoliecce UX TPaHCIIOPTUPOBAHUS U XPaHCHUS.

CraHaapT He pacIIpoCTpaHseTCd Ha POTOBUYHbIC UMILJIAHTATHI M TPAHCILIAHTATHI.

2 HopmatusHbie CCBLIKH

B HacTos1eM cTaHaapTe UCIIONB30BAHBl CCHIIKM HA CIICAVIOLINUE CTAHIAPTHI:

[OCT 15150—69 Marmmunsl, puOoOpsl U Apyrue TeXxHudeckue uziaenus. McrosmHeHus A pasiuy-
HBIX KJIMMaTUYeCKUX paloHOB. Kareropuu, yCiaoBUS 3KCIUIyaTallMY, XpaHCHUS U TPAHCITOPTUPOBAHUS B
4acTH BO3ACHUCTBUS KIUMATUYCCKUX (PAKTOPOB BHEIUHEU Cpe/ibl

[OCT 20790—93/TOCT P 50444—92 [lpubopsl, anmnaparsl 1 000OpyaoBaHUe MeJUIIMHCKOe. O0IIue
TEXHUYCCKUEC YCITOBUS

[OCT P 51892—2002 (UCO 11979-1—99) KMmmnanrtartsl odrarbmonornyeckue. MHTpaokyasspHbie
JUH3bL. HacTth 1. TepMunsbl U ompeaesieHusd

[OCT P 520358—2003 (MCO 11979-2—99) Mmrutanrarsl opraibMoioruyeckue. MMHTpaokyIsapHbIc
JUH3bI. HacTs 2. OnTudecKue CBOMCTBA U MCTOABI UX UCITBITAHUN

[OCT P 52039—2003 (MCO 11979-3—99) KWMmriutanrtarsl opranbMoiorndyeckue. MHTpaokyisipHbic
JUH3BI. HacTh 3. MexaHudyeCcKUe CBOMCTBA U METOAbI UX UCITBITAHUU

[OCT P UCO 10993-5—99 W3z3nenusg meaunHckue. OlleHKa OUOJIOTUYECKOTO JACUCTBUS MCEJIU-
HUHCKUX U3aeauud. Hacrts S. MccnenoBaHusd Ha HUTOTOKCUYHOCTDL: METO/IbI 1N VILTO

3 Onpeaenennsn

B nacrosgiuem cranaapre nmpuMcHsSOT TepMUHLI 110 [OCT P 51892 ¥ TepMUHBI ¢ COOTBETCTBYIOILIMMU
OIpEACIICHUSIMU:

3alUCh UCcTOpuU M3aeaud: CyMMa 3anuceil, coaepxkalliux UCTOPHIO ITPOU3BOACTRA.

JOT TOTOBBIX MHTPAOKYJAPHLIX JHH3: Bece VOJI, monyyeHHbIC B pe3yIbTATE OJHOU CECPUU TTPOU3BOJI-
CTBCHHBIX OIlepallii, BKIIIOUAs CTCPUIU3ALMIO, U UMCIOILME OAHY 3aIlTUCh UCTOPUU U3ICITUSI.

N3nanne opunmnajibHOe
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4 TpebdoBanus

4.1 Od0mue nmojaoxeHus

4.1.1 Tlepen HayamoMm UCTIBITAHUU JOJXKEH OBITH pa3padoTaH IMPOTOKOJ UCITBITAH U,

4.1.2 Hcnpitanuss cpoka rogHOCTU UM CTAOMJIBHOCTU IIPU TPAHCIIOPTUPOBAHUU ITPOBOAAT C LICIbIO
OITPCUHCJICHUWA TTApaAMCTPOB, BIIMAIOHINX HAa 3(1)(;)@-KTHBHOCTB, 0€30ITaACHOCThL U ITPUMCHACMOCTD NOJI nocre
[TPOBCACHNWA 29THUX UCTIBITAHUNA.

[ITpuymevanue — B cuily HEBO3MOXKHOCTHU TIOJYUYEeHHUS orbiTa XpaHeHUsT HOBOU KMOJI 10 ee moctaBku Ha
PBIHOK TIPUMEHIIOT Pe3yabTaThl YCKOPEHHBIX UCIBITAHUN. 119 MOATBEPKACHUS TMOJOKUTEIBHBIX PE3YIBTATOB YCKO-
PEHHbIX UCIIBITAHUN CJIeAYeT MMPOBOJAUTL UCIIBITAHUS B YCJIOBUMX I10 4.3.2, riepeuyucyicHusd a) U 0).

4.1.3 MakcuMaabHbIU CPOK XpaHCHUS He3aBUCUMO OT Matepuaina MOJI 1 ucrieitaHuil B pealbHOM
NI YCKOPCHHOM BPCMCHHKM HC JOJIXKCH ITPCBLIIIHATDL TIATH JICT. EcIu M3roTOBUTEIL KEJIAET COXPAHHTD
BOSMOXKHOCTDL ITICPCCTCPUIIN3AIINNK JTOTOB T'OTOBbLIX HOH.} TO JJId UCIIBITAHUU HAa CTAOUJIBHOCTD JIOT
roToBbiX MOJI n1o1KeH ObITh IMOABEPTHYT MAaKCUMAJIbHO JOIMNYCTUMOMY KOJUYECTBY LIMKJIOB CTCPUTU3A-
1.

4.2 Marepuaibl H METO/Ibl

4.2.1 Hcnsiryembie oOpa3iibl

JIOTBI, UCITIONIB3YEMbIC AJISI UCITBITAHUS CTAOUJIBHOCTHU ITPU TPAHCIIOPTUPOBAHUM U CPOKA IOAHOCTH,
HOJI2KHbI OBbITH VIIAKOBAH bl KdK AJIX ITOCTABKHM Hd4 PbIHOK KM INOABCPIHYTbI BMAd4dM UCIIBITAHUU I10 [TPHUITOXKCE~
HUIO A (Tabsuia A.l).

[IpumMeyaH U4

1 KonuuectBo ucnsityeMbIx J0TOB WMOJl M guanaszoH ux 3agHUX BEePIUMHHBIX pedpaKUUN 3aBUCUT OT TOrO,
apsieTcd U Marepuan MOJ1 u3zyyeHHBIM UM HOBBIM.

2 JlormyckaeTtcsl 0osiee yeM OJMH BUJA UCIBITAHMK 1O NpUIoXKeHHI0 A ripoBoauTh Ha ogHoi MOJl. Hanpumep,
3aJIHSIST BepIUMHHAA pedpakKlusd, KadyeCcTBO M300paKeHHUsI U CIIEKTPAJIbLHOE IIPOITYCKAHHUE MOIYT OBITb U3MEPEHBI Ha
onHou MOJI.

4.2.2 AHATIUTUYCCKUEC METO/IbI

JI19 UCTIBITAHUM I10 TIPUIJIOKCHUIO A UM JUIS BCEX JOITOTHUTCIbHBIX WUCIIBITAHUM, COAepXallluXcs B
MMPOTOKOJIE, JOJKHBI OBbITH BbIOpAHBI COOTBCTCTBYIOIIUC aHAJIUTHUYECCKUEC METOAbl. BBIOpaHHBIC METOABI
NOJKHBI UMCTh CChIJIKY Ha HOPMATUBHBIN JJOKYMEHT I10 ITpUJI1oKeHUo B (tadbinuua B.1). Ecinu BeIOpaHHbBIN
METO/l He ITPUBCICH B IIPUJIOXKCHUU B, TO JOIKEH OBITH 3al1Mcad caM METO/ C ITOJAPOOHBIM OITUCAHUCM €O
MIPOBECICHHSI.

4.3 W3ydenue CTaOMIbHOCTH W3IEJIHs

4.3.1 HN3yyenue cpoka rogiHOCTHU U LEJIOCTHOCTH YITAKOBKU B peaJlbHOM BpPEeMCHU

4.3.1.1 T'lpunoxenue A onpeaensieT BUAbI UCIBITAHUM I10 [TapaMeTpaM, KOTOPbIC JOKHBI OBITH
MPOoBecHbI B 3aBUCUMOCTU oT tUuria MOJL.

Jg HoBbix TUTIOB MOJI mapaMeTpbl JOJKHBI ObITH HAa3HAUYeHbl TS UCIIBITAHUS B 3aBUCUMOCTH OT
ocoobeHHocTer MOJI. B cnyyae, ecnu 3agaHHoOe B IIPUIIOXCHUU A UCIIBITAHUC HE OBLITO IIPOBEACHO, TO
AOJKHBI ObITh OTMCUEHBI ITPUYMUHBI 3TOTO.

B nonogHeHue K UCTIBITAHUAM, VKa3aHHbIM B ITPUJIOXKCHUU A, JOJIKHBI ObITH ITPOBCACHbBI UCITBITAHUS
Ha B3aUMOACUCTBUC C VITAKOBOYHBIM MATCPUATIOM, TAKXKEe KAK U UCITBITAHUS HA U3MEHECHUEe KOHLUCHTpAlU
N00ABOK M ITOKPBITHUM.

BpiOpaHHbIC MCIIBITAHKS JOJIXKHbBI ObITH ITPOBEACHHBI AJ1s1 0AHOTO JioTa roToBbix MOJI, a 3atem depe3
MHTEPBAJIbl BPEMCHM B COOTBCTCTBUU C 3aJaHHBLIM ITPOTOKOJIOM, 10 3asIBJICHHOHW ITPOU3BOAUTECIICM J1AThl
OKOHYAHUS CpoKa rOAHOCTHU.

4.3.1.2 Hcnbityembie MOJI nomkybsl ObITh paBHOMEPHO pacIIpelesiCHbl MO pa3HbIM PVIIIIaM I10
AMAIa30Hy 3aaHed BepILUMHHON pedpakuuu (cM. rnpuioxeHue A). Ilpouieaypa ucnbitaHUul B pealbHOM
BPEMECHM 3aKJTIOYACTCS B CJICAYIOLICM:

a) llpucBouts naeHrudgukarop Kaxaoul MOJI B npenenax ogHOro jgora 1 HAHECTU 3TOT UIACHTU U -
Katop Ha yriakosky MOJI.

0) Broiopars MOJI, npeaHazHadeHHbIC OIS HAYAJILHOIO UCIBITAHWS, W IIPOBECTU WX UCIILITAHUS B
COOTBETCTBUU C IMPOTOKOJIOM. 3alTUcaTh MACHTU(MPUKATOPDI, Pe3yIbTAThl U YCIIOBUS U3MEPCHMUIA.

B) Ilepenectu ocrapimecs yritakoBkU ¢ MOJI Ha cxkutaa ¢ teMrieparypoil okpyxaroiuei cpeibl (25 + 3) "C
M OTHOCUTEIJIBHOU BiaaxKHOCTBHIO (60 + 20) %. 3amnucarb U3MCHCHUC TEMITCPATYPhl, OTHOCUTEIIBHYIO BIIaX-
HOCTb U JaTy U3MEPCHMUSI.
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r) Ilposeputh Temrieparypy ¥ OTHOCUTECIIBHVIO BIAXHOCTb B TEYCHUE BCErO IICPUOA UCIIBITAHWA,
3aI1Mcarb BCE UBMCHEHUS TeMIlepaTypbl U OTHOCUTEIbHOU BIIAXKHOCTH.

n) B cooTBeTCTBUU C MTPOTOKOJIOM IICPUOJIUYCCKU OTOUPATh HECOOXOAUMOE AJISI UCTIBITAHUM KOJIUYEC-
cTtBO MOJI. Octasigars MOJI B yrmakoBKe 10 yCTAHOBJICHUS COCTOSSHUS PAaBHOBECUS ¢ HA4YaJIbHBIMU VCIIO-
BUSIMU UCIIBITAHUU. [lpoBeCcTU yCTaHOBJICHHBIC ITPOTOKOJIOM HWCIIBITAHUS. 3anucarb WACHTU(MUKATOPHI,
pe3y/IbTaThl U VCJIOBUS U3MEPCHUN.

¢) Boiopars HMOJI, npeaHasHadyeHHBIC I MUCIIBITAHWMS Ha MOMCHT OKOHYAHUS CpoKa TFOAHOCTHU.
OcTtaButh MMOJI B OpUrnHaAIBHOM VIIAKOBKE 0 VCTAHOBJICHUS COCTOSHUS pPAaBHOBECHUS € HadalbHbLIMU
YCJIOBUSIMU UCTIBITAHUI. 3amucarb UACHTUMUKATOPDI, PE3VAbTAThl U YVCIIOBUS U3MCPCHUA.

3MmepeHHbIC ITapaMeTpbl JOJIKHBI JICKATh B ITpe/iesax JoIMyCKaeMbIX OTKJIOHECHUU OT HOMWHAJIbHBIX
sHaucHU, onpeaencHHbIx [OCT P 52038 u [OCT P 52039. B ciyyae oTCyTCTBUS 1OITYCKACMbBIX OTKIIO-
HEHMU B BbILICYKa3aHHbIX cTaHaapTax napamMerpbl MOJI 1oKHBI COOTBETCTBOBATL 3HAUEHUSIM, ITPUBCACH -
HbIM B CclleUuM@uKauuu rortoBor mpoaykuuu usroroBuresieM WOJL. Ecau B npouecce UCIIbITAHUS
rnapaMeTpbl HE COOTBETCTBYIOT 3a4aHHbBIM TPEOOBAHMSM B JIBYX MJIM Oo0Jiee ITOCIICA0BATCIbHBIX UHTEpBAIaX
BPpEMCHU, TO MAaKCUMAJIbHBIN CpOK rogHoctu ucnbityeMoil MOJI cuuracTcss HOCTUTHYTBIM Ha MOMCHT
MoCJeHEHU ITPOBEPKU, MPOJACMOHCTPUPOBABIIICH COOTBETCTBUE U3MEPSICMbBIX IMapaMETpPOB B IIpeaesiax J10-
MMyCKACMbIX OTKJIOHCHUU OT HOMUHAJIbHBIX 3HAYCHMUA.

4.3.2 YcKopeHHOE UCTIBITAHUE CPOKAa XpaHCHUS

YckopeHHbIe UCITBITAHUS CPOKA XpPAaHCHUS ITO3BOJISIIOT 3KCTPaloJupoBaTh MHTEPBAIbl BPpEMEHHU ITPU
YVCKOPCHHBIX VYCIOBUSIX C UHTepBATaMU BpEMCHU TIIPU HOPMAaJbHBIX KIUMMATUYCCKUX VCITIOBUSIX 10
[OCT 15150 3a cuer ycKOpeHUS IIPOLICCCOB pacIiaaa.

YckopeHHbIe UCTTBITAHUS CIISAVET IMPOBOAUTD IMPU CIICAVIOIINX YCIIOBUSIX:

a) VCKOPCHHBbIC UCIIBITAHUS AOJIKHBI OBITH VTBEPXKJIEHbI IJIS1 UCIIBITYCMbBIX MaTepUasloB;

0) AJIST MPOBEPKU MUKPOOHOTO Oapbepa YCKOPCHHBIC YCIOBUS JOXKHBI BKIIIOUATH XPAHCHUE IIPU
OITpeACIICHHOM TeMIlepaType U OTHOCUTEIBHOM BiIaxKHOCTHU He McHee 40 %.

Ecaiy U3roToBUTENb 3aMCHSIET MCIIBITAHUC CTEPUIIBHOCTHM Ha ITPOBEPKY MUKPOOHOTO Oapbepa, TO
TeMIIreparypa XxpaHeHUsd J0JKHa ObITh He dostee 45 "C.

Teoperuueckuil CpoOK roAHOCTHU B peaibHOM BPEMEHU pACCUMTBLIBAIOT ITYTEM YMHOMKCHUS BPEMCHMU
YCKOPEHHOTO Mepuoaa UCIbITaHuil Ha Kosdpdunmenr 1,8 ¢, — 1710 (T, — yckopeHHas temiteparypa, 75—
OOBIYHAS TeMIIepaTypa XpaHcHUS ).

[IpumMevanue — llog oOBIYHOU TEMIIEPATYPOU XPAHECHHS TMOAPA3YMEBAIOT KOMHATHVIO TeMIlepaTypy —
(20 + 2) °C.

4.4 CtraOUIbHOCTD NMPH TPAHCIOPTUPOBAHUU

3rotoBuUTEe b AOTKEH HAa3HAYUTh MAKCUMAJIbHYIO U MUHUMAJIbHYIO TeMIICPaTypPbl, KOTOPLIC JOIXKHbI
BeLIepaKUBaTh M1OJI. MIsroTtoBuTens noKeH MOJMYYUTh U 3aIlTUcarh AaHHbIC, ITOATBEPKAAIOIIME CTTOCOOHOCTD
napameTpoB MOJI ocTtaBaThbcs B npeeiiax JOMYyCKaeMbIX OTKJIIOHEHWN OT HOMUHAJIBHBIX 3HAYCHUU [MOCTIC
BBLICPXKKH TTPU MAKCUMAIbHOW U MUHUMAJIBHOM TeMIleparypax B TeucHUe 24 4.

Jlonyckaercd NMpuMeHCHUE TeMIIepaTyp U UHTEPBATIOB BpeMeHHU 110 | 1].

M3mMepeHud, IMpoOBOAMMBIC ITPU MUCITBITAHUSIX CTAOUIIBHOCTH ITPU TPAHCIIOPTUPOBAHWU, TTPUBCICHBI B
MPUIOXKECHUU A.

3arnojHeHHbIC KOHTeUHEepH! 11 TpaHcrioptupoBaHus MOJI 1okHbl COOTBETCTBOBATH TPEOOBAHUSAM
VCTOMYMBOCTU K viapaM U BUOpanuaMm. YnakoBky U MOJI ocMaTpuBaloT I1ocje IMpoBeAcHUS 3TUX UCIIbI-
TAHWUH, U OHU CUUTAIOTCS IMTPOLICAUIMMU UCTIBITAHUS, CCIIU U3/ICIIUC HC ITOBPCXKICHO U KOHTCUHED ITPOIO0JI-
JKaeT obecrieyuBaTh PyHKIMOHANBHYIO 3atiuty MOJL.

4.5 OdopmiaeHue pe3yiabTaToOB HCNIBITAHUMA

OTyeT DoJEKEH coJepiKaTh CICAVIOUIYIO MH(MOPMALHIO!

a) CBOJKY PE3VJIbTATOB;

0) komuio stukerku MOJI;

B) HOMEp JIOTa, pa3sMep JloTa, JaTy U3TOTOBJICHUS U HauMeHoBaHue Impoussoautesss MOJI;

) JeTajlbHOE OIMMUCAHUE YITAKOBKM, BKJIIHOYAS MATCpUasibl U OITUCAHUE KOHTEHHEpA U VITAKOBKU;

1) OIMMCAHWEe BO3MOXHBIX M3MCHCHHUU B U3ACIUU, MATCpHUAJIC, OIITUYCCKUX U MEXAaHMYCCKUX CBOH-
CTBAX U3ACIIUS;

¢) CPOK IOJHOCTH, PCKOMCHAALIUU I[T0 XPAHCHUIO U IICPCBO3KE;

’K) Ha3BaHUE MCIIBITATCIIBHOM JJA0OPATOPUU, AATY MCIILITAHUS U IMOATBECPXKIAIOLIYVIO IMOAMNUCH.

JlaHHbIC O HAYATBHBIX, ITPOMCKYTOUHBIX U KOHEUHBIX pe3yjbTaTaX UCIBITAHUU JOJDKHBI OBITH IIPC/-
CTABJICHBI B TAOJIUYHOU (popMe.
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5 MeToabl UCIIBITAHUI U OTOOpPA 00pa3LOB

>.1 Kaxiblil BUJI UCTIBITAHUHI ITPOBOJALIT HEe MeHee yeM Ha jecaTu oopasuax MOJI. Meroabl ucrsita-
HUHW MpU UCCIICA0BAHUM CPOKA IOJHOCTU ITPUBCACHBI B ITPUIIOKEHUU B.

>.2 Metoabl uctbitanug onrtudeckux csocts MOJI — o TOCT P 52038.

5.3 Metroabl ucnbiranug MexaHuyeckux cocts MOJI — o [OCT P 52039.

5.4 MetToa orpeaesicHUS 3KCTparupyeMbIX BellCCTB — I10 IIPUITIOXKCHUIO b.

5.5 Memoo ucnetmanuu na yoap u eudbpauuro — no FOCT 20790

5.6 Hceaedosanue uumomorcuunocmu npoeoosm no [OCT P HCO 10993-5 6 cayuae Haauuus yeeauye-
HUSL SKCMPACUPYEMbBIX 8CUCCIME UAU NOSBACHUS HOBLIX.

D.7 TlpoBepKy 3TUKETUPOBAHUS ITPOBOAIT 110 | 1].

[TPJIOZKEHWE A
(00s13aTEIbHOEC )

Buapl ncnbITaHMA HA CPOK FOJHOCTH M CTAOIIBHOCTDL NPH TPAHCIIOPTHPOBAHUH

Taonuma A.l

Matepuana MOJI o Jnana3ou Bun nenwiranu (MuHuMym 10 MOJ1 Ha g0T1)
KonnuecTso R
3dHCH
| LOTORB BEePIIMHHON Cra6
Teno t.ﬂ.emﬂ | FOTOBBIA pedpaKin CTaBUIbHOCTD LlesiocTHOCTD TADIIBHOCTE
| (rarrTudeckas MO JPC R o o rpu
(OITTUKA) o OJT N3IE1 YITaKOBKH o -
4YacThb) TPaHCIIOPTHUPOBAHNHU
[TomnMeTHamMeTakpuar Pa3smeptl. _ DITUKETUPOBAHUE.
N AN A | | DTUKETUPOBA- |
(IIMMA) OIHOPOAHOCTD N OIHOPOIHOCTH I10-
[MOBEPXHOCTU U B | yy. BEPXHOCTU U B
| Lle10CTHOCTD |
Macce . Macce.
KPBILIKA / KO- | Py o na-
[Tonume- [ loaurnporu- Pasmepsil. POOKMU. SN }z;ﬂeﬁ
TUIMETAK- | JIeH, TTOJIU- | Cpenuuii | OQHOPOAHOCTb MO- | M UK P O 6 H bl ii %moemocé CHCH.
TOCTHOCT
pUIaT aMuJ = WU BEPXHOCTU U B | 0apbep Wi | o /ROPOBKY
([IMMA) | NMOJUBUHHWII- Macce. DKCTPaKThl. [ nu3uyecad N?HK O6Hbl'ﬁp6{:i )
neHePIIyo- LIUTOTOKCUYHOCTb | LIEJIOCT - on 1 fﬂ tpmwieg
pug (PVDEF) HOCTb BCEU yIla- P )
| Kast  LEeJOCTHOCTb
KOBKU )
BCEI YITAKOBKU
Hu3zkuir; | Pasmepsl.
cpenHuii; | Mamepenue
BLICOKHMI | TMMPOYHOCTH Ha
CIUUTBIA MOJIUAUMETUIICU- pPA3PLIB [eTelb. g g
| HET HET
JTOKCAH (CUJIUKOH ) CoxpaHeHUe
CBOWCTB (14
CKJIAAbIBAEMbBIX
MOJI)
[ loaurnpo- CpeaHuil | OaHOPOAHOCTD DTUKETUPOBA- ITUKETUPOBAHMUE.
MUJIEH, I10- (IOIMOJIHU- | TOBEepXHOCTU U B | HHUe. Lleroct- OIHOPOIHOCTD
TUAMHA/L, | TE€JIbHO) Macce. HOCTb KDBbIIII- [MOBEPXHOCTU U B
MOJUMETUJI - 3aaHSIs1 BEPILIWH- KU / KOpOOKMU. Macce.
METaKpUJIaT Hag  pedpakuus. | MUKpoOHBIN 0a- | McrnbiTanue vyiaa-
(IIMMA) KauyecTBO M30- pbep WIU (PU3U- | POM U BUOpa-
WJIW TTIOJTU - OpazkKeHHUsl. yeckasl HeJloCcT- | LMEH.
— BUHHWJLICHE- CrieKTpajbHOE IIpo- | HOCTh Beeld yra- | LlemocTHOCTB
dayopun [MyCKaHUe. KOBKH KPBIIIKH / KO-
(PVDF) JKCTPAKTHI. POOKM.
LlnToTOKCH- MukpoOHBIiT Ga-
YHOCTD pbep WIN (PU3U-
yeckast  LEeJIOCT-
HOCTH BCEM VIIa-
KOBKH
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Orxonuanue maoauusvt A. [

Matepnan MOJ1 o narnazoH Bun vcneitaruin (muanmym 10 MOJT wa a0T)
KoauyecTno T ’
3ddHCH
JOTOB G
G G . . BCPIUMHHON s . |
- [TeTas FOTOBBIX o o — CTabUALHOCTD
['en0 | X~y pedpakiIny CTadbUIbHOCTL LiestocTHOCTL
| (rarrrnyeckast NOJ1 SN T T N Ipu
(OTITUKA) NOJ] N3e1Us VTIAKOBKH - N
YacThb) - TPAHCTIOPTUPOBAHUN
Bce ppyrue kKomMOMHa- PasMepsl.
HUWU MaTepuajloB Tejla 3aaH4a BePIIMHHAA
(ONTUKHU) U  TIeTEJIb pedpaKiusl.
(rariTM4eCcKoOM  4acrtH), KayecTBO HM300pa-
HE VKaszaHHbIE BbILIE Huskuin; | xeHus.
(BKJIIOYAsl BCE MO cpenHui; | KMsmMmepeHHe TMpoy- HET HET
MOJI ¢ rmoBepXHOCTHOH BBICOKUM | HOCTM Ha pas3pbiB
MOJIUpUKALIUEH) eTelb.
CoxpaHeHue
CBOUCTB (11 CKJla-
nbiBaeMbIx MOJI)
OIHOPOJHOCTL [M10- | DTUKETUPOBAHUE. | DTHUKETUPOBAHUE.
3 BEpXHOCTU U B Mac- | llenocTtHoCTb OIHOPOIHOCTD
ce. KpBIILIKU / KOpOO- | MOBEPXHOCTU U B
Cuna cxarus. Mc- | Kku. Macce.
MbITAHUE JUHAMM- MukpoOHbIN 0apb- | McnibiTanue
YeCKOM Harpyskou. | ep Win pusu- yaapoM U BUOpa-
CpeaHuil | CrieKTpajbHOE TPo- | Yyeckasd LeJ0CT- [HUEHA.
(IOIMOJIHU- | TIYCKAHUE. HOCTb BCEU yIla- L1e10CTHOCTD
TE€JILHO) JKCTPAKTHI. KOBKH KpBILLIKHU / KOPOD-
LIUTOTOKCHMYHOCTB. KU.
CrieniMajaibHbIe MUKpPOOHBIN Oa-
[MOBEPXHOCTHBIE pbep WU PU3U-
UCIIBLITAHUS  (eCiu yecKas LEe0CT-
[PeayCMOTPEHDI ) HOCTb BCEH yTIia-
KOBKH

[TPAJIOZKEHWE b
(pEKOMEHIYEMOC)

MeToa UCTIBITAHNUS IS onpeaeeHUs YKCTPATHPYEMbIX BeHIECTB

b.1 Oo0mue nosjoxenns

b.1.1 Meron ornpeneneHus 3KCTparupyeMsbIx BeILECTB OCHOBAH Ha MpUMeHeHUU aririapara Soxhlet. g skcerpa-
KUK MCIIOJB3YVIOT BOAY WM OpraHUYeCKUi pacTBOpUTEb. llpy BBIOOpE OpraHUYECKOro pacTBOPUTEIS CJICAVET
VUUTBLIBATH BO3MOSKHOCTDB IMOJTHOIO PACTBOPEHUS CTPYKTYPLI MaTepuasa AJIs MOJyYeHUs IMOJHONM 3KCTPaKIUH.

b.1.2 9xcrparupyemolii uz MOJI marepuan 101KeH ObITH MMPOBEPEH COOTBETCTBYIOILIMMH XpoMaTOrpapUyeCKHU-
MU, CIIEKTPOPOTOMETPUUYECCKUMU U METOAAMHU aHAIU3a XKUAKOCTEN HA HAJIMUYUE OCTATOYHBIX MOHOMEPOB, CHIMBAIOIINX
AreHTOB, KaTaJM3aTOPOB M T. I1., OCTABILUUXCS OT IIpoLiecca IMoJUMEepPU3aliuu.

b.1.3 WcnbiTarenbHasg gadopatopus J02KHA ObITh ATTECTOBAHA B YCTAHOBJIEHHOM ITOPSJIKE.

b.2 BcenomorarteabHble MaTepHAJIbI

b.2.1 JluctunnupoBaHHas WIU JeMOHWU3MPOBAHHAS BOJA, COOTBETCTBYIOIAS KJIACCY YUCTOTHI 3.

b.2.2 OpraHuyeckui pacTBOPUTEb.

b.2.3 IlporuBoynapHbie 'paHVJIbI.

b.2.4 AKTUBHBIN OCYILIUTEJb.

b.3 Cpencrsa nsmepennii

b.3.1 Armnnapar Soxhlet 51 3KCTpaKIIMHM, BKIIOYAIOIMNA KOHASHCOP, KPYIJbIN MOJAJ0H U HArpeBaTeJbHbIH KOXYX
CO CTEKJISIHHBIMM KOMITOHEHTAMHM U3 CTAHJAPTHOIO DOPOCUIHMKATHOIO JAabOpaTOPHOIro CTEKJIA.

b.3.2 PKCTpaKUMOHHBINA TUTE/b, CACTAHHBIN U3 repdoprUpOBAaHHON HEPIKaBEIOILCH cTaIU, TY(POBOI0O CTEKJIa UK
AHAJIOTUYHOTO Marepuaja, OCHAIlleHHbIA CTCKJISTHHOM TTPOOKOA.

b.3.3 OcyuurenbHBIN anrapar, CylinibHas rneuyb UK APYrol OCYIIMTENAbHBIN arrapar.

b.3.4 AuanuTuUdeCcKHE BeChbl C TOYHOCTBLIO /10 0,1 MT.
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b.4 TpeGoBanust K o0pasuam

1 UCcnbITaHUS UCTTONB3YIOT roTOBbIE M OJI, poleane Bce cTaauu Mpou3BOACTBA, BKIIIOYAA CTEPUIU3ALIULO,
1 rpeaHa3HadYCHHBIC )18 MMOCTaBKU Ha pBIHOK. [Iponecc ucnbITaHU JOJMXKEH BKIIIOYATH JIIO0BIE ITPOLHEAYPHI SKCTPAKIIUU
WU ruaparaly, €cjii OHU SBISIOTCH YaCTbIO HOPMAJBLHOTO IIpolecca IMporu3BOACTBA.

Oo11ee komnuectso MOJl 1o/KHO COOTBETCTBOBATH CYMMAPHON Macce rieped ucrbsltaHueM — 200 r.

b.5 llpoBeaenne UCHbITAHNA

b.5.1 Jlng onpeneneHUs Macchl BbICYILINTL MHTPAOKYJISIPHBIC JTUH3BI B BaKyyMe IIpH Temrieparype (60 = 5) °C.

Yoeaurtbed, uTto A4 skerpakumu goctyrHo 200 r cyxux MOJI. Oxnaants MOJI 10 KOMHATHON TeMIieparyphbl B
BaKyyMe Iepesl B3BellMBaHUEM. B ciydae rMrpoCKOHUYHOCTU OXJIAXKIACHUE TPOBOAUTH B HKCUKATOPE € AKTHBHBIM
OCYILUTEJIEM.

b.5.2 BsBecurts cyxue MOJI ¢ Tounoctsio go 0,1 mr ( W).

b.5.3 llonoxure MOJI B Turens aas sKCTpakuuu, Mpyv HEOOXOJAMMOCTH JO0ABUTH IMPOTUBOYIAPHBIC I'PAHVIIBI,
HAITOJHUTL €eMKOCTb Ha 70 % 1Mo o0beMy COOTBETCTBYIOILIMM PACTBOPUTEIECM. YCTAHOBUTD 3KCTPAKLIMOHHBINA TUTESIb B
arirtapat Soxhlet ¥ nMpuUKpenuTs €eMKOCTb, 3KCTPAKTOP M KOHAECHCODP. YCTAHOBUTH €MKOCTh B HArPeBATECJABHBIN KOXVX.

b.>.4 »xcrparuposars MOJI He meHee 4 4.

b.5>.5 llepen yonaneumnem MOJI 13 3KCTpaKIMOHHOTO TUTJIS OXJIAAUTh PACTBOPUTEN b 10 KOMHATHOM TEMTIIEPATYPHI.
Beicymminte MOJI o b.5.1.

b.5.6 B3pecurs cyxue MOJ1 ¢ TounocTeio 10 0,1 Mr (W7).

b.6 O0paGoTKa pe3y,bTATOB N3MepeHNi

BLIYHMCIIUTE KOMTMYECTBO HKCTPArupoOBAHHOIO BELICCTBA B IPOLEHTHOM OTHOLIEHHMU OT HayaJbHOW MAacChl I10
dhopmyie

[IPOUEHT BKCTpakuuu = (W, — W5)/ W, (b.1)

rae W1 — macca MOJI nepen skcTpakiive, Mr:
W> — macca MOJI nmocie sKCTpakunuu, Mr.
B ciyyae noctaBku MOJI Ha peIHOK B rHAPATUPOBAHHOM COCTOSIHUM BHECTU IIOMNPaBKYy Ha COAEpXKAHUE COJIHU B
ruapaTaliMoOHHON cpelie 100aBJIeHUEM MAacCChl COJIM B TMAPATUPYIOLLEM PACTBOPE K W7,

I1 PUMCHAHHKC — OOBIYHO TMAPATHPDOBAHHDBIC JIMH3bBI [TOCTABIAKOT B pACTBODC, COACPDXKAUICM HCOPraHMYCCKHUC
COJIN. ﬂ:ﬂﬂ TOHHOI'O OIMPpCAC/ICHUA BAMMHNA COOCPXKAHHN! COJIeN Ha {)aC‘{ﬁTHbIﬁ pe3VJIBTAT BIAAroCoACpKaHne JTHUH3
NOJIZKHO OBITh U3BECTHO WU N3MCPDCHO. B [MTPOTUBHOM CJyHac repeia UCIbITAaHUECM CJIICAVECT OHUCTUTL JIMH3bI B JIBYX
CMEHax BOJbI B TedycHHE 24 4 [MpH KOMHATHOU TCMIICPATY DL,

b.7 1loxkasarTeinm TOYHOCTH

3arnucarb OTYEeT 00 UCIIBITAHUU, BKIIIOUAIOIIMU CleayIoIie JaHHbIE:

a) ornucaHue ucrnosityeMbix MOJI 1 BXOasIixX B UX COCTAB MaTepUaIOB;

0) cocTaB r'MAPATUPVYIOILErO pacTBOpa — JIS IIOCTABISIEMBIX B TUapaTupoBaHHOM coctossHuu MOJI;
B) MCIIOJB3YEMBIU OPraHUUYECKHM PACTBOPUTEbL U €I0 KJIAacC YUCTOTHI;

') COIPOBOAUTEIBHYIO UHQOPMALIMIO, HATIpUMED, HOMeD JioTa s3KkeTparupyembix MOJI;

1) KojauudecTBO sKcTparupyemorx MOJI;

¢) Maccy MOJI nepen u rnocjie 3KCTpakNU;

JK) TMPOLEHT Marepuana, skcrparupoBaHHoro u3z MOJI;

3) Ha3BaHHWE UCIIBITATECIBHON J1a00OpaTOPHUU, AATY UCIIBITAHUS W TMOATBEPIKAAIOULIYIO TTOAINUCS.

[TPUJTIOXKEHHWE B
(PEKOMEHIYEMOC }

Metoabl UCIIBITAHUN NPH UCCIeI0BAaHUU cpoka rogHoctu NOJ1

Taonuua B.1

[TpoBepsgemble CBONCTRA MeTon UCTbLITAHUS KoHTponupyeMbIe TapaMeTphbl

OriTuyeckue CBOUCTBA [Io TOCT P 52038 3aaHsas BeplIUHHAY pedpakLiusl.
KauecTBO U300pazKeHUs.
CrieKTpajlbHOE MPOITYyCKAHUE
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Orxonuanue maoauusvt B. 1

[TpoBepgemMble CBOMCTBA MeTon UCTLITaHNuS KoHuTpospyeMble TapaMeTphl

MexaHnyecKre CBONCTBaA [Io TOCT P 52039 Pasmepsl.

Cuia cxarusl.

HMcnblTaHUe ITMHAMHUYECKON HATPY3KHU.
[IpoyHOCTB IeTesIb Ha pa3phIB.
ODHOPOIHOCTb IMTOBEPXHOCTU U B Macce.
CoxpaHeHue CBOUCTB (ckiaabiBacMbie MOJI)

buonornyeckas COBMECTHU- [lo npunoxenuo b McrnbiTaHne KCTparupyeMbIX BeIIECTB
MOCTD N
[1o |2] LIUTOTOKCUYHOCTb — HCIIBITAHHE 3KCTPAKTOB
CBOICTBA MMOBEPXHOCTH MeTon HMCIBITAHUN McrnbiTaHue OCOOBIX CBONMCTB ITOBEPXHOCTH

OOJIKEH paspadarsiBaTh | (JIMH3BI ¢ MOAU(PHUIUPOBAHHON TMOBEPXHOCTHIO)
1 3aBepsITh U3TOTOBU-

TEJb
LleTOCTHOCTEL YITAaKOBKH [To |3] LIeJIOCTHOCTD KPBIIKH / YITAKOBKH.
McnbiTanne MUKpPOOHOTO Dapbepa.
PDusnueckas 1eJTOCTHOCTb BCEU YITAKOBKHM.
DTUKETUPOBAHUE
Yca0oBUI TPaAHCIIOPTUPOBAHUS [Io TOCT 20790 HMcnbiTaHue yaapoM.

McnbiTane BUOpaliuei

[TPJIOKEHWE T
(CIIpaABOUYHOC )

buoanorpadusa

1] 1CO 11979-4—2000 KMmrnanrarel odranasmosiornyeckue. MHTpaokyasipubie JUH3bL. HYacts 4. MHQopMansg Ha
STUKETKAX

12] NCO 11979-5—2000 HWMmrmaHrarel odranbMosornueckue. MHTpaokyisipHbie JTUH3BL. HacTh 5. buojioruueckas
COBMECTUMOCTD

13] MCO 11607—97 ¥YnakoBKa OKOHYATEJIbHO CTEPUIU30BAHHBIX U3ACTUNA



I'OCT P 52040—2003

VAK 616-089.843-79:617.7:006.354 OKC 11.040.40 [146 OKIT 94 3100

KitoueBbie CJIOBA: O@'THIIBMOHOFH‘{@CKH@- UMIDVIAHTATDI, MHTPAOKVIAPHDLIC JIMH3bI, Tp@-6OBaHI/IHj MCTO/ADbI
I/ISMGDGHHﬁ, CPOK TN'OAHOCTH, CTAa0MIIBHOCTD [TPpHY TPpAHCITIOPTHUPOBAHNWHA

Penaxkrop JI.B. Kopemnuroea
Texuunueckuil penaxkrop B.H. Hpycakoea
Koppexrop M.C. Kabauioea
KoMnbrotepHas Bepctka A.H. Joaomapeeot

U3n. aun. Ne 02354 ot 14.07.2000. Cnano B Hadop 14.04.2003. lloanucatio B neyars 20.05.2003. Yenneu.n. 1,40, Yu.-uzn.a. 0,80.
Tupax 132 »sxk3. C 10645, 3ax. 427.

UITTK HUsnatenscro ctaunaprosn, 107076 Mocksa, Koaoaesusiii nep., 14.
http: //www .standards.ru e-mail: info@standards.ru
Habpano B M3natesinetse Ha 119 BM
Ouiran UK Usnateasetso ctaHaapTon — TUI. “Mockosekuil nevatHuk™, 105062 Mocksa, Jlgaun nep., 6.
ITsp Ne 080102



