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FOCYAOAPCTBEHHBLIN CTAHOAPT POCCUMCKOWM SELEPALUMN

VIMNnaHTaTbl 0(hTasIbMOsIOrMyecKue
MHTPAOKYNAPHbIE TNH3bI

YacTtb 6

CpOK rofiHOCTV U CTabW/IbHOCTb MPY TPAHCMOPTUPOBAHWM

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

[ata BBeneHna 2004—01—01

1 O6nacTb NpUMeHeHUs!

HacToswumii cTtaHAapT pacnpocTpaHSeTcs Ha MHTPAOKYAPHbIe MH3bI (ganee — VIOJ1) He3aBUCKMMO
0T MaTepuana, U3 KOTOPOro OHW M3roTOB/EHbI, MECTa 0KaNM3aLMI UX B FNasy nauymeHTa n Ux gyHKLMO-
Ha/IlbHOTr0 Ha3Ha4yeHWs (NPOTE3 XpycTanvka rnasa Uau NnMH3a, NpejHasHaveHHas Ans KOPPeKuun 3peHus).

CTaHaapT yCTaHaBNMBaeT TPe6OBaHUA K NCMbITAHUAM CPOKa rogHOCTM CTepubHbIX NOJ1 B ynakoBke,
a TaKxke cTabunbHocT MOJ1 B npouecce MX TPAHCMOPTUPOBaHNUS H XpaHEeHMS.

CTaHfapT He pacnpoCTpaHAeTCs Ha POrOBMYHbIE UMMMAHTATLI U TpaHCMIaHTaTbI.

2 HopMaTUBHbIE CCbINKM

B HacToALEeM CTaHAapTe WMCMOMb30BaHbl CCbINIKWA Ha CnedytoLime cTaHAapTbl:

FOCT 15150—69 MaluunHbl, Npnbopbl 1 Apyrne TeXHUYeckne nsgenus. icnonHeHws ans pasnuu-
HbIX KMMMAaTMYeCKMX paiioHOB. KaTeropuu, ycnoBus skchayaTtauuu, XpaHeHWs v TPaHCMOPTUMPOBaHWS B
4acTu BO3eNCTBMS KNMMATMYECKMX (DAKTOPOB BHELLHEN Cpefdbl

FOCT 20790—93/TOCT P 50444—92 MMpwnbopbl, annapaTbl 1 060pyf0BaHNe MeguUnHCKoe. ObLme
TeXHWYECKMNe yCnoBus

FOCT P 51892—2002 (MCO 11979-1—99) WmnnaHTaTbl OPTa/ILMOSIOTMYECKME. VIHTPAOKYNAPHbIE
NINH3bI. YacTb 1 TepMuHbl U onpegeneHuns

FOCT P 52038—2003 (MCO 11979-2—99) WmnnaHTaTbl OpTasibMONOrMyeckue. VIHTpaokynspHole
NUH3bI. YacTb 2. ONTWUYeCKMe CBOWCTBA U METOAbI UX UCMbITaHWI

FOCT P 52039—2003 (MCO 11979-3—99) WmnnaHTaTbl OTanbMON0oruyeckme. VIHTpaoKynspHole
NMH3bI. YacTb 3. MexaHWyeckne CBOMCTBA 1 METOAb! UX WUCMbITaHWIA

FOCT P NCO 10993-5—99 WN3genusa meanumHckne. OueHKa 6MONOrMYecKoro AeicTeus megm-
LMHCKMX n3genmid. Yactb 5. MccnefoBaHms Ha LMTOTOKCMYHOCTL: METOAbI in vitro

3 OnpegeneHuna

B HacTosLeM cTaHgapTe NPUMeHAT TepMUHbI No FTOCT P 51892 1 TepMUHBLI C COOTBETCTBYHOLLMMM
onpeAeneHnamMu:

3anvcb uctopum msgenust: Cymma 3anucei, cofepxalinx NCTopuo Npon3BoACTBa,

NOT rOTOBbIX UHTPaOKYNAPHbIX MH3: Bee VIOJ1, nonyyeHHble B pesynbTaTe O4HOW CEpUU NPOM3BOS-
CTBEHHbIX OMepayuii, BKYas CTEPUAN3ALMIO, Y UMEIOLLME OAHY 3annch UCTOPUN U3LENNS.

M3gaHue ohuumanibHoe
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4 TpeboBaHus

4.1 O6LMe NonoXeHUs

4.1.1 Tlepen Ha4anoM UCNbITaHWIA JOMKEH ObiTb pa3paboTaH MPOTOKan WCNbITAHWIA.

4.1.2 WcnbiTaHus CpoKa FOAHOCTU W CTabUIbHOCTM MPU TPAHCMOPTHPOMNAHWU MPOBOAAT C Le/bio
onpegeneHns NapameTpoB, BAUAIOWMX Ha 3(h(eKTUBHOCTb, 6e30MacHOCTb U NpumMeHsemocTs MOJT nocne
NPOBeAEHNA 3TUX UCMbITaHWIA.

MpumeyaHne — B culy HEBOMOXHOCTW MOYYEHWs OMbITa XpaHeHUs HoBoi VOJT 4o ce MocTaBKW Ha
PbIHOK MPUMEHSIOT Pe3ynbTaThl YCKOPEHHbIX UCAbITaHWA. [s NOATBEPXKAEHUS MOMOXMUTENbHBIX Pe3y/bTaToB YCKO-
PEHHbIX MCMbITaHUI cnegsyeT NPOBOAUTL UCMbITAHMS B YCNOBUAX MO 4.3.2, NepeyncieHuns a) v 6).

4.1.3 MakcumanbHbI CPOK XpaHeHUs He3aBMCMMO 0T MaTepuana NOJ1 1 ncneiTaHnii B peasbHOM
NN YCKOPEHHOM BPEMEHW HEe AO0/DKEH MpeBblwaTb NATU NeT. ECAM M3roToBUTENb XenaeT COXPaHUTb
BO3MOXHOCTb MepecTepuan3auHu NoToB rotoBbix WOJI, TO AAA WCNbITaHUA Ha CTabuibHOCTbL NOT
rotosbiX MOJ1 gamxeH 6bITb NOABEPTHYT MAaKCMMAIbHO AOMYCTUMOMY KONMYECTBY LIMK/IOB CTepunsa-
Lun.

4.2 Martepuasnibl 1 MeTobl

42.1 WcnbiTyemble 06pasLbl

JloTbl, ucnons3yemble Ang UCMbITaHUA CTaOWILHOCTW MPU TPAHCMOPTUPOBAHUW W CPOKa TOLHOCTK,
BOMKHbI ObITb YNaKoBaHbl Kak [/ MOCTaBKM Ha PbIHOK W MOABEPrHYTbI BUAAM WCMbITaHWA N0 NpUIoXe-
Huto J1 (Tabnuua J1.1).

MpumeyaHus

1 KonuuectBo umcnbiTyembix 10roB NOJT 1 fnanasoH WX 3afHWX BePLUMHHBIX pedpakuWii 3aBUCUT Or TOro,
AasnaeTca nn matepuan MIOJ1 nsyyeHHbIM UM HOBbIM.

2 [onyckaetcs 6onee YemM OAWH BWA UCMbITAHUIA MO MPUIOXKEHWIO A NMPOBOAWTL Ha ofHoin WOJ1. Hanpuwmep,
3a[lHAA BepLUMHHaA pedpakuns, KayeCcTBO M306paKeHWUs U CreKTpasbHOe NponyckaHwe Moryn 6biTb M3MepeHbl Ha
ofHoii NON.

4.2.2 AHannTU4YecKue MeToAbI

[na venbiTaHuidi NO NPUIOXKEHWIO J1 U ANa BCeX AOMOHUTENbHbLIX WCMbITAHWA, CoAepXalluxcs B
NpOTOKONE, LO/MKHbI 6bITb BblOpPaHbl COOTBETCTBYIOLLME aHANUTUYECKME MeTofbl. BbibpaHHble MeTofpbl
[OMKHbI UMETb CCbIZIKY HAa HOPMaTWBHbIV JOKYMEHT N0 NpunoxxeHuio B (Tabnvua B.1). Ecnv BbIGpaHHbINA
METOZ He NpuBefieH B NPUNoXKeHun B, ro fomkeH 6bITb 3anncaH caMm MeTofe Nofpo6HLIM OnucaHvem ero
npoBefeHuns.

4.3 VIzyueHune CTabuibHOCTN M3penus

431 W3y4yeHue cpoka rogHOCTV U LeNOCTHOCTM YNakoBKW B peaslbHOM BPeMEHU

4.3.1.1 TMpwunoxeHue J1 onpefenseT BWMbl UCMbITaHWA NO NapameTpam, KOTOpble AOMKHbI OblTb
npoBejeHbl B 3aBUCMMOCT OT Tuna VOJI.

[35 HOBbIX TMNOB WOJ1 napameTpbl JOMKHbI 6biTb Ha3HAYeHbl ANA UCMbLITAHWSA B 3aBUCMMOCTU OT
ocobeHHocTeli MOJ1. B cnyyae, ecnm 3afaHHOe B MpuaoXeHWn J1 ncnbiTaHWe He 6bi10 NPOBEAEHO, TO
[OMKHBI 6bITb OTMEYEHbI MPUYKHBI 3TOrO.

B 1OM0/HEHWE K UCMbITAHUAM, YKa3aHHbIM B MPUAOXKEHNUMW J1, LOMKHbI 6bITh NPOBESEHbI UCMbITAHNS
Ha B3aMMOfelCTBIE C YNaKOBOYHLIM MaTepUasoM, Takke Kak U UCMbITaHUA Ha M3MEHEHVEe KOHLeHTpaLmm
[06aBOK 1 MOKPBITWIA.

BblbpaHHble MCNbITaHWS Aa3dXHbl ObITb NPOBEAEHbI ANA O4HOro nora rotoBbix MO/, a 3aTeM yepes
VHTEpPBa/Ibl BPEMEHW B COOTBETCTBMM C 3afaHHbIM NPOTOKOMOM, [0 3asBNEeHHOV MPOV3BOAMTENEM AaTbl
OKOHYaHWsA CpoKa rofHOCTH.

4.3.1.2 Vicnbityemble VIOJT fo/mKHbI 6biTb paBHOMEPHO pacnpefeneHbl MO pasHbIM rpynnam no
[manasoHy 3afHell BeplWHHOW pedpakummn (cMm. npunoxenue J1). TMpoueaypa UCMbITaHUIA B peasbHOM
BPEMEHW 3aK/OYaeTCA B CrIELYHOLLEM:

a) MpucBonTb MAeHTU(MKATOP Kaxaoh VIOJT B npedenax 04HOrO I0Ta U HAHECTW 3TOT UAEHTU(K-
Katop Ha ynakosky WOJ1.

6) Bbibpatb VOJ1, npefHa3HayeHHble 418 HayalbHOIO WCMbITAHWA, W NPOBECTU WX MCMbITAHUA B
COOTBETCTBMM C MPOTOKOMOM. 3anucaTtb UAeHTUHUKATOPbI, Pe3ybTaTbl U YCNOBUS W3MEPEHWIA.

B) [MepeHecTy ocTaBLMecs ynakoBku ¢ VIOJ1 Ha cknag C TemnepaTypoit OKpy»atoLeii cpegpl (25 + 3) "C
U OTHOCUTENbHOM BaXKHOCTbIO (60 * 20) %. 3anucaTb U3MeHEHWE TeMMepaTypbl, OTHOCUTEbHYH) BraX-
HOCTb ¥ Jaty' n3mepeHus.

2
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r) lMpoBepuTb Temnepatypy U OTHOCUTENbHYH BNQXHOCTb B TEYEHWE BCEro nepuoja UCMbITaHWA,
3anucatb BCE W3MEHeHMs TeMmepaTypbl U OTHOCUTENIbHON BNXHOCTM.

L) B COOTBETCTBMM C MPOTOKO/IOM MEPUOAUYECKN 0TOMpaTh HEO6X0AMMOE AN UCTIbITAaHUIA Konnye-
ctBo WMOJ1. Octasnatb MIOJ1 B ynakoBKe [0 YCTAHOB/IEHUS COCTOAHUSA PAaBHOBECUSA C HaYallbHbIMU YCNO-
BUSMM MCMbITaHWiA. [TPOBECTV YCTaHOBMIEHHbIe MPOTOKOAOM WCMbITaHWS. 3anucatb MAEHTUQUKATOPBI,
pe3ynbTathl U YCNOBUS U3MEPEHWUIA.

e) Bblbpate WOJI. npefHa3sHayeHHble 19 UCNbITaHUSA Ha MOMEHT OKOHYaHWS CPOKa rOAHOCTW.
OctaButb NOJ1 B OpUrMHaNbHOM YNakoBKe [0 YCTaHOB/IEHWA COCTOSHWS PaBHOBECUS C Hayva/lbHbIMM
YCNOBUAMW WCMbITAHWIA. 3anncatb UAeHTUPUKATOPbI, Pesy/bTaTbl U YCNOBUS U3MEPEHWIA.

N3mepeHHble nMapamMeTpbl JOMKHbI eXaTb B Npefenax LONYCKaeMbIX OTKMOHEHWA OT HOMUHASbHbIX
3HaveHuin, onpegeneHHbix TOCT P 52038 n FOCT P 52039. B cnydyae OTCYTCTBUS LOMYCKaeMbIX OTK/O-
HEHWIA B BbllLeyKa3aHHbIX CTaHAapTax napameTpbl MIOJT 4O/MKHbLI COOTBETCTBOBATL 3HAUEHWAM, MPUBELEH-
HbiM B cneuuduKaLunm roToBON NpoAykuum usrotosutenem WOJI. Ecnm B mpouecce WCMbITaHNS
napameTpbl He COOTBETCTBYIOT 3afjaHHbIM TpeboBaHUAM B [iBYX UK Gosiee Noc/efoBaTeNbHbIX NHTepBaIax
BPEMEHW, TO MaKCHMaTbHbIA CPOK FOAHOCTU MCMbITyeMoin MOJ1 cunTaeTcs JOCTUFHYTBIM Ha MOMEHT
nocnegHelii NPOBEPKMW, NMPO4EMOHCTPUPOBaBLLEHA COOTBETCTBME WM3MePsSEMbIX NapameTpoB B Npefenax fAo-
MYCKaeMbIX OTK/IOHEHUI OT HOMUHANbHbIX 3HAYEHWUIA.

4.3.2 YCKOpeHHOe UCMbITaHNe CPOoKa XpaHeHus

YCKOpeHHbIe WCMbITaHNA CPOKa XPaHeHWs MO3BOAIOT 3KCTParosmpoBaTtb UHTEPBa/Ibl BPEMEHU MpU
YCKOPEHHbIX YCNOBUAX C WHTEPBasaMy BPEMEHU MNPWU HOPMANbHbIX KIMMATUYECKMX YCOBUAX MO
FOCT 15150 3a CYeT YCKOpeHWs MpoLieccoB pacnaga.

YCKOpeHHble UCMbITaHWs CnedyeT NPOBOAWTL MPY CNeayowmnx YCIoBUAX:

a) YCKOPEHHbIE UCMbITaHNA AOMKHbI 6bITb YTBEPXKAEHBI A1 UCTILITYEMbIX MaTEPUasos;

6) Ana NpoBepkKM MUKPOGHOro Gapbepa YCKOPEHHbIe YCMOBMA [O/MKHbI BKIOYATL XpaHeHue mnpu
onpefeneHHo TemnepaType W OTHOCUTENIbHON aTaXXHOCTU He MeHee 40 %.

Ecnn n3rotoBuTeNb 3aMeHseT WUCMblTaHWe CTEPUNIBHOCTU Ha NPOBEPKY MUKPOGHOro 6apbepa, TO
TemrnepaTypa XpaHeHuUs fo/mkHa 6biTb He 6onee 45 *C.

TeopeTUYeCcKnit CPOK FOAHOCTU B peaslbHOM BPEMEHU PAaCCUUTHLIBAIOT NYTEM YMHOXEHWUS BPEMEHU
YCKOPEHHOT0 Neproga UcnbiTaHnin Ha KoahhnuneHT 1,8 <m»— (I, —ycKkopeHHas TemnepaTypa. T0—
06bl4Has TemnepaTtypa XpaHeHus).

MpumedyaHue —Ilog 0BbIYHOW TCYLIEPATXPOA XpaHEHUs! MOJpPasyMEBAKOT KOMHATHYHD TEMMepaTypy —
(0+2)°C.

4.4 CTtabunbHOCTb MpY TPaHCMOPTUPOBaHWN

MN3roToBuTeNb SO/MKEH HA3HAUYNTb MAKCUMa/IbHYIO M MUHUMANTbHYIO TeMrnepaTypbl, KOTOPbIe JOMKHbI
BblgepuBaTb VIOJ1. L3roToBuUTENb AOMKEH NOMYUYUTH U 3aMucaTh jaHHbIe, MOATBEPXKAAIOLLME CMOCOOHOCTb
napametpoB MOJ1 ocTaBaTbCca B npefenax AOMYCKaeMbIX OTKIOHEHMIA OT HOMUHa/IbHbIX 3HAYEHWUIA mocne
BbIJEPXKKM MPU MaKCUMaNbHON U MUHUMabHOW TemnepaTypax B TeueHue 24 u,

[JonyckaeTcs NnpuMeHeHvie TemMnepaTyp U UHTePBaIOB BpeMeHn no |1].

M3mepeHuns, NpoBoAMMbIE MPU UCMbITAHUAX CTAbUIBHOCTW NpW TPaAHCMOPTMPOBAaHWU, NPUBEAEHbI B
npuaoxxeHun J1.

3anonHeHHbIe KOHTENHepbI Ana TpaHcnopTuposaHus MOJ1 fomkHbI COOTBETCTBOBATL TPeHOBaHMAM
YCTOMUMBOCTM K yfapam 1 BMGpaunam. Ynakosky n VOJ1 ocmaTpuBatoT nocne NpoBefeHUs 3TUX UCHbI-
TaHWiA, ¥ OHW CUYNTAKOTCA MPOLUEALLIMMU UCTIbITAHUS, ECIN U3AENNE HE MOBPEX/EHO U KOHTelHep npofon-
XaeT obecneumBatb PyHKLNOHaNbHYO 3awmTy VOJ.

4.5 OdhopmrieHve pe3ynbTaToB UCTIbITAHWIA

OTuYeT JOMKEH COAepXaTb CreaytoLy0 NHHopPMaLMIO:

a) CBOAKY pe3ynbTaros;

6) konuio aTukeTkn MO/,

B) HOMep /10Ta, pa3Mep N0Ta, AaTy M3roTOB/IEHNS W HaUMEeHOBaHue npoussoauTens LNOJ;

r) LeT&TbHOe OMMCaHve YNakoBKMW, BKKOYas MaTepuanbl U ONUcaHue KOHTenHepa 1 yNnaKoBKY;

L) onucaHne BO3MOXHbIX U3MEHEHWIA B U3LeNUN, MaTepuane, ONTUYECKNX N MeXaHU4YecKux CBOM-
CTBax M3genus;

€) CpPOK rOAHOCTW, peKOMeHAauuy Mo XPaHeHWo U NMepeBOo3Ke;

X) HasBaHWe MCNbITaTeNbHON nabopaTopuu, AaTy UCMbITaHUA W NOATBEPXKAAIOLLYHO MOANWCE.

[aHHble 0 HavanbHbIX, MPOMEXYTOUHBIX M KOHEYHbIX pe3y/ibTataX UCMbITaHWi JOMKHbI 6bITh Npes-
CTaBNeHbl B TabNMYHON thopme.
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5 MeTofbl UCMbITaHWIA 1 0TGOpa 06pa3LoB

5.1 Kaxgplil B1a ncnbiTaHWA NPOBOAAT He MeHee YeM Ha aecsiTu obpasuax MOJI. MeToabl ncnbiTa-
HWIA NpU nccnefoBaHNM CPOKa rOAHOCTU NPYBELEHbI B MPUIOXKEHUN B.

5.2 MeTobl UcnbITaHWs onTuyeckmnx ceoiicte MOJ1 —no TOCT P 52038.

5.3 MeToabl UCnbITaHMS MexaHudeckux csoincts NOJT —no MOCT P 52039.

5.4 MeTog onpefeneHns aKCTparMpyembixX BeLLEecTs — o NpuIoXKeHuto b.

5.5 MeTog ucnbiTaHun Ha ygap v subpaumio —no FOCT 20790.

5.6 ViccneposaHve uMTOTOKCUYHOCTY NpoBogdaT no TOCT I HCO 10993-5 B ciyyae HauTua ysenunye-
HUS AKCTParnpyembIx BELLLECTB W/ MOSICHEHNS HOBBbIX.
5.7 TpoBepKy aTUKETUPOBaHWUSA MPOBOAAT Mo |1].

MPUNOXEHWNE A
(o6s3aTenbHoe)

Bugpl MCMbITaHUIA Ha CPOK rogHoct1 n CTabWNbHOCTb Npx TPaHCMopTUPOBaHNA

Tab6n nHa Al
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nuneH, no-
nvamug,
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A nonm-
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CpepHuii
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CpegHuii
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Bus ucnbl TaHnin 1MMHMMyM 11) NON Ha noT)
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vigenuns

Pa3mepbl.
OfHOPOAHOCTL
NMOBEPXHOCTM U B
macce

Pasmepbl.

OfHOpOAHOCTb MO-
BEPXHOCTM U B
macce. OKCTPaKTbl.

LiutoTokcnyHocTs
Pa3mepbl.
M3mepeHune
MPOYHOCTYU Ha
paspbiB neTesb.
CoxpaHeHue

CBOMNCTB (ans
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1non

OfHOPOAHOCTL
NOBEPXHOCTN 1 B
macce.
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Hasd  pedpakuus.
KayecTBo 130-
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CnekTpasibHoe npo-
nyckaHue.
OKCTPaKThI.
LinTtoTokcu-
YHOCTb
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ep um gusnyec-
Kas  LenocTHOCTb
BCEI ynakoBKMW

HET

3TUKeTVpOBaHMe.
OpHOpoAHOCTL
MOBEPXHOCTN 1
macce.
McnbitaHne ypa-
pom 1 Bubpa-
Luen.
LlenoctHocTb
KPbIWKN |/ KO-
po6Ku.
MWuKpo6HbIi 6a-
pbep uan usn-
yeckas  LenocT-
HOCTb BCeli yna-
KOBKM

@
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Martepunan MO

Teno Metna
(onTuka) (rantuycckas
4yacTb)

Bce apyrve komb6uHa-
uMn MaTepuanos Tena

(onTukn) ¥ netens
(ranTuucckoin  yactn),
He YKasaHHble BblLle

(Bkntoyas Bce Mogenu
MON ¢ noBepXHOCTHO
moguduKaLmen)

Konunuects
loTom
IX)TO n bl x

mon

AnaHatoH
3afHel
nepLIMMHON
pethpakuyunmn CTtabunbHoOCTb
HON nanenuns
Pa3mepsl.
3aHAA BepLUMHHAA
pedpakuus.
KauecTtBo n3o6pa-
Husknit:  xeHus.
cpegHuii;  W3mepeHve  npou-
BbICOKUIA ~ HOCTU Ha paspblB
netesb.
CoxpaHeHwve
CBOWCTB (419 CKna-
OblBaembIx OJ)
OfiHopoAHOCTL MO-
BEPXHOCTU U B Mac-
ce.
Cuna Cxartus. Uc-
nbiTaHWe guHaMun-
YeCKOW Harpyskoi.
CpepHuii  CnekTpanbHoe npo-
(gononHM-  nyckaHue.
TeNbHO) OKCTPaKTbI.
LINTOTOKCUYHOCTD.

CneymanbHble
NMOBEPXHOCTHbIE
ncnblTaHus  (ecan
NpeayCcMOTPeHbI)

MPUNOXEHWE B
(pekomeHgyemoe)
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LlenocTHOCTb
ynakoBKu

HET

3TuKeTMpoBaHMe.
LlenoctHocTb
KpbILWKK /| KOpob-
Ku.

MWKpOGHBIii 6apb-
ep nam pusn-
yeckas LlenocT-
HOCTb BCell yna-
KOBKM

MeTon ucnbITaHnA AN ONpPeLesieHnsl SKCTParMpyemMblx BeELLECTB

B.1 O6wwue nonoxeHns

b.11 MeToa onpefeneHna sKCTparupyembix BeLLeCTs OCHOBaH Ha NMpuMeHeHun annapata Soxhtet. na akcTpa-
KUMU MCNONMb3YKT BOAY WNU OpraHuyeckuidi pacTBoputenb. Mpu BbiGOpe OpraHMYecKoro pacTBOpWUTENs chnepyet
YUNTbIBaTb BO3MOXXHOCTb MOAHOTrO PacTBOPEHWA CTPYKTYpbl MaTepuana Ans noayveHns MoaHON aKCTpakuum.

B.1.2 Okctparupyembiii n3 NOJ1 matepuan JO/MKeH 6biTb NPOBEPEH COOTBETCTBYHOLMMMN XPOMaKNPaKTUYECKM-
MU. CMCKTPO(OTOMCTPMUCCKUMU 1 METOAAMM aHann3a XXUAKOCTEN Ha Hannyme 0CTaTOYHbIX MOHOMEPOB, CLUMBAIOLLMX

areHToB, KaTta/in3aTopoB U T. N., OCTaBLIMXCA OT npouecca nonnmepusagnn.

Bug ucnbiTaHuii (MuHUMym 10 MOJ1 na not)

CTtabunbHOCTb
npu
|paHcnopluponaHumn

HET

3TUKeTUpoOBaHMe.
OpgHopoaHOCTL
NoBEPXHOCTN W B
macce.
McnbiTaHme
yfapom u Bubpa-
Lyen.
LlenoctHocTb
KpbILKKM / KOpPO6-
Kn.

MuKpo6HbIVi 6a-
pbep unn Gusn-
yeckas Lienoct-
HOCTb BCeii yna-
KOBKU

B.13 WcnbiTaTenbHas nabopatopms fo/MKHa 6bITb aTTECTOBaHA B YCTAHOBEHHOM MOpAAKe.
B5.2 BcnomorartesibHble MaTepuasibl
6.2.1 AncTtunnmposaHHas Unu AenoHN3NpOBaHHasA BOAA, COOTBETCTBYIOLLAA Kfaccy YMCTOThI 3.
B.2.2 OpraHun4eckuii pacTBOpuTeENb.
D.2.3 TpoTtuBoygapHble rpaHysbl.
B.2.4 AKTUBHbI OCYLUUTENb.
B.3 CpeactBa UTMepeHHI
B.3.1 Annapat Soxhlct 4ns aKcTpakLum, BKNIOYAIOLWNA KOHAEHCOP, KPYT/bli MOAAOH 1 HarpeBaTeNbHbIA KOXYX
CO CTEKNAHHLIMW KOMMOHEHTaMU W3 CTaHAapTHOro 60POCUINKATHOTO N1abopaTopHOro CTeKna.
B5.3.2 3KCTPaKLWOHHbI TUreNb, CAENaHHbIN U3 NepdoprpoBaHHoil HepxasetoLeit CTarm, Tydosoro cTekna nm
aHanorMyHoro mMatepuana, OCHaleHHbI CTeKNSHHON NPOGKOIA.
B.3.3 OcyLmTenbHbI annapar, CyLinabHas neyb UAW APYroi oCyWwmnTeNbHbIA annapart.
b.3.4 AHanuTuyeckne BecCbl C TOYHOCTbLIO 40 0.1 Mr.
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B.4 Tpe6oBaHus K obpasuam

[nsa ncnbiTaHna ncnonb3ytoT rotosble NOJ. npoluefline Bce CTafuu Npou3BOACTBa, BKNOYas CTepuan3aLmio,
1 NpeAHasHayYeHHble AN NOCTaBKW Ha PbIHOK. MpoLecc ncnbITaHUK AOMKEH BKNOUATb Nt06bIE MPOLeaypbl SKCTPaKLum
W rugpaTauuu, ecii OHU ABNAKOTCH YacTbi0 HOPMasIbHOTO NpoLecca NPOU3BO/ACTBA.

Obuee konnyectso OJ1 fOMKHO COOTBETCTBOBATb CyMMapHOIA mMacce nepef ucnbitaHvem — 200 r.

B.5 TMpoBegeHWe neHbl TaHUH

b.5.1 [na onpefeneHns MaccChl BbICYLUNTb MHTPAOKYNSIPHbIE NMH3bI B BakyyMe npu Temnepatype (60 + 5) ‘C.

Y6ennTbes, UTO ANA aKcTpakuum fgoctynHo 200 r cyxux MOJ. Oxnagute MOJT 4o KOMHATHOV TemnepaTypbl B
BaKyyMme nepef B3BelUMBaHWEM. B cnyyae rMrpocKOMUYHOCTY OXNaXAEeHWe MPOBOAWTL B 3KCMKATOPe C aKTUBHBLIM
OCyLLNTENEM.

B.5.2 B3gecutb cyxue MOJ1 ¢ TouHocTbio g0 0,1 mr (W\).

B.5.3 Monoxutb NOJ1 B TUrenb Ans akCTpakuymu, npu HeobXxoAMmocTu A06aBnUTb NPOTUBOYAAPHbIE TPaHY/bI,
HanoMHUTb eMKOCTb Ha 70 % HO 06beMy COOTBETCTBYIOLLMM PaCTBOPUTENEM. YCTaHOBUTb 9KCTPAKLMOHHBIA TUrenb B
annapat Soxhlet n NpMKpPenuTL eMKOCTb, 3KCTPAKTOP W KOHAEHCOP. YCTaHOBUTL EMKOCTb B HarpeBaTe/lbHbIA KOXyX.

b.5.4 Jkctparnposatb VOJT He MCHCC 4 u.

B.5.5 MMepepypaneHnem NOJT U3 3KCTPaKLMOHHOTO TUINSA OXNaAUTb PACTBOPUTENb 10 KOMHATHO TeMnepaTypbl.
Bbicywunts NOJT Ho B.5.1.

b.5.6 B3BecuTb cyxme NOJ ¢ TouHoCTbiO A0 0,1 mr ( Ma).

B.6 O6paboTka pe3ynbTaToOB M3MePeHWit

BbluncnnTh KONMUECTBO 3KCTPArMpoBaHHOMO BeLLeCTBa B MPOLEHTHOM OTHOLUEHUWM OT HayanbHOW Macchl Mo

thopmyne
NPOLEHT 3KCcTpakuymn = <W\ — 42)/W 1, (6.1)

rge 1M —macca VNOJ nepep, sKCTpakuuei, mr;
Wi — macca MOJ1 nocne akcTpakyum, Mmr.
B cnyuae noctaskn MIOJ1 Ha pbIHOK B rMapaTMpOBaHHOM COCTOSHUW BHECTMW MOMpPaBKy Ha CofepXKaHue conm B
rmapaTaHUoHHOI cpefie AobaBeHMeM Macchbl CONM B FMAPATMPYIOLLEM pacTBope K IF.

Mpumeyaunmnc —OB6LIYHO r’MAPATMPOBAHHbIE IMH3bI MOCTAB/AIOT B paCTBOPE, COAEPXKALLeM HEOpPraHMYecKme
conn. Ans TOYHOro onpefeneHus BAUSIHUU COAEPXXaHWU COMeli Ha pacyeTHbIi pe3ynbTaT BAaroconepXaHuc nH3
[O/KHO ObITb M3BECTHO MM M3MepPeHO. B NpOTMBHOM cCryyae nepef MCMbITaHWEM CredyeT OYUCTUTL IMH3bI B ABYX
CMeHax BOfbl B TeYeHUMe 24 4 NMpU KOMHATHOI TemnepaType.

B.7 TMokasaTenn TOYHOCTH

3anucaTb OTYeT 06 MCMbITAHWUW, BK/IOYAIOLW WA CNeaytoLine AaHHbIE:

a) onucaHue mcnbiTyembix VOJT 1 BXOAALWMX B MX COCTaB .MaTepuasios:

6) cocTaB ruapaTMpyHOLLEro pactesopa —A/is NOCTaBAsEMbIX B rMapaTvpoBaHHOM cocTosHun WO,

B) MCNOMb3yeMblii OpraHNYecKnii pacTBOPUTENb U CTO KNAcC YMCTOThI;

) CONpPOBOAMTENbHYIO UH(OPMaLMIO, Hanpumep, HOMep loTa aKcTparmpyembix VOJ;

) KONMMuecTBO aKcTparupyembix VOJS;

c) maccy VIO nepep n nocne aKCTpakuuu;

)K) MPOLEHT mMaTepuana, aKcTparnposaHHoro n3 NOJ;

3) HasBaHWe WCMbITaTeNbHOW NabopaTopmu, AaTy UCMbITAaHWUS 1 MOATBEPXKAAOLLYIO MOAMKUCh.

MPUNOXEHUE B
(pekomeHayemoe)

MeTogbl UchbITaHUiA MpW UCCnefoBaHUN cpoka rogHoctn O
Tabnuya B1
IMpoBepuCcMble CBOVCTBA MeTon ieHb! ranmx KoHTponupyemble napameTpbl

OnTuyeckme cBoiiCTBa Mo FOCT P 52038 3afHAs BepLIMHHAA pedpakLms.
KayecTBO n306paxeHms.
CnekTtpasbHoe nponyckaHue
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OkoHuaHve Tabnuupl B. |
MpoBepsieMble CBOMNOBN MeTop ucnbiTaHus KouTponupyembie MapOMETPbI

MexaHu14ecKune CBOICTBa Mo FOCT P 52039 Pa3mepbl.
Cuna cxarus.
McnblTaHne AHaMUYecKol HarpysKku.
MpOYHOCTb NeTeNb Ha paspbiB.
O/fHOPOAHOCTb NOBEPXHOCTW W B Macce.
CoxpaHeHue cBOICTB (cknagbiBaemble OJT)

Buonotuyeckas  COBMeCTU- Mo npunoxexuto b WcnbiTaHne aKcTparnpyembix BeLLecTs
MOCTb
Mo |2] LINTOTOKCUYHOCTb — UCMbITaHNE 3KCTPAKTOB
CsoiicTBa NMOBEPXHOCTM MeTon umcnbiTaHWi McnbiTaHne  0COOLIX  CBOWCTB  MOBEPXHOCTU

[O/MKeH paspabaTbiBaTb (INH3bI C MOAMMULMPOBAHHON MOBEPXHOCTbIO)
11 3aBEPSTb N3rOTOBM-

Tenb
LlenocTHOCTb ynakoBKu Mo 131 LIenoCTHOCTb KPbILWKK / YNaKOBKW.
McnbiTaHne MUKpo6HOro bGapbepa.
®unsnyeckas LLeNOCTHOCTb BCeli YNaKoBKY.
ITUKeTUPOBaHUe
Ycnosusa TpaHCMopTUPOBaHUK Mo FOCT 20790 Mcnbl TaHve ygapom.

WcnbiTaHve Bubpauyeit

MPUNOXEHUE I
(cnpaBo4HOe)

Bubnmorpadmsi

1] NCO 11979-4—2000 WMmnnaHTaTbl O(hTaNbMONOrMyeckne. VIHTpaokynsapHble NnH3bl. YacTb 4. NHpopmauusa Ha
9TUKETKax

[2) NCO N979-5—2000 WmnnaHTaTbl oghTanbMonoruyeckue. VHTpaokynspHble MMH3bI. YacTb 5. buonornyeckas
COBMECTUMOCTb

[3) NCO 11607—97 YnakoBKa OKOHYaTeNbHO CTEPUNN3OBAHHbIX M3aenuii
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