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[lpeaucionme

I TTOANOTOBNEH W BHECEH lNocyaapcTEeHHEIM VEHTAPHEIM TREInpHAaTHeM «LleHTp HopMa-
THEHO-HHpopsaumoisX cucTess (11 « TKC-onTika FOH«) copmectno ¢ paGoueit rpynnoi Texuuuec-
wkoro nogkosuTeta TTK 7 «Odmanssonoriueckads onmieas Texuudeckoro kosuteta TK 296 «Ontuka W
OINTHYECKHE [PHBOPLL:

2 IPHHAT H BBEAEH B AEHCTBHE Nocranosnennes Noceradsapra Pocoun ot 3 anpens 2003 1.
MNe 108-cT

3 HactoamMil  cTadgapT nOpeicTasfiEeT ayTeHMTHUHEI  TeKCT  MERIVHAPOIHOIG  CTAN1apTa
MCO 11979699 «MunnadmaTel ofransmonorimueckne. Hutpaokyaapuse tumis. Yacte 6. Cpok roji-
HOCTH H CTAGWILHOCTE NPH TPAHCIOPTHPOBAHKH: H CONSPAHT J0NKTHHTEILHEE TPeDOBAHHA, OTPAKAI-
UulHe NOTPeDHOCTH JKOHOMIWKH CTPAHL, KOTOPLIE B TEKCTE BRIASICHL KYPCHBOM

4 BBEIEH BIIEPBLIE

L MK HanateawcTeo cradaapron, 2003

HacToR Wil cTAaumapT HE MOMET GLITL MOTHOCTLI WIH YACTHYHO BOCTIPOHIBEIEH, THPAKMPOBAH H
PACTPOCTRAHEN B KAYECTRE OPMUIHATLHOTD WinaHus Ged paspemennn lNoccTannapra Poccuu
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FOCYIAPCTBEHHBINH CTAHIOAPT POCCHHUCKOH QEIEPALLMH

Humianrarsl pTaikMOI0rAY9ECKHe
HHTPAOKY.IAPHBE JIHH3LI

YHacTe b

Cpok roanocTi | cTafilibiocTs NPH TPAHCTONTHPOBRNLHR

Oiphthalmic implants. Intraocular lenses, Par 6. Shelf-life and transport stability

Jara speneann 2004—01—01

1 ObnacTs npaMeHeHRR

HacTosuMi cTanjapt pacnpocTpaHaeTed Ha HHTPAOoKYIAPHLIE THHAL (1a1ee — MO HesapucHyo
OT MATEPHAN, H3 KOTOPOTO OHE WIMOTORNEHE, MECTA NOKATHIAIHAA HX B rasy NanmHenTa B Bx (QyHKLIHO-
HANLHOND HAHAYeHHA (MPOTEd XPYCTANHER 1A% WIH JTHHE, NPeIHaidaqyeHHan L8 KOppeKuHd IpeHuHa).

CTanaapT yCTAHARTHERET TRED0OBAHHA K HCNLTAHMAM CPpOKa ToaHoCTH cTepriasikiy HOJ B ynakoske,
a Takke crabunedocT MOJT B npouecce UX TRAHCIOPTHPOBAMHA H XPAaHEHHA .

CTaMnapT He pacnpoCTPAHACTCA HA POTOBHYHEE HMILIAHTATE W TPAHCIUIAHTATEI.

2 HopmaTHBHBE CCBUIKH

B MacTodles CTANIAPTE HCNOILIOEIHE CCLUTKH HA CeIyoliHe CTANIAPTE!

MOCT 151530—69 Mawxns, npubopsl # ApyTHe TexHHueckse watenud. Menomienna naa patany-
HBEIX KIHMATHIeCKHX palionos, KaTeropHn, voIOoBHA JECIUIVATALHK, XpaHeddd H TPAaHCIopTHROBIHHA B
YACTH BOIOEHCTEHA KAMMATHYECKHY DakTopon BHEeLIHeH cpea

FOCT 2079093/ T0OCT P 3044492 [NpubBope, annapaTet 1 oGopyaosadde MeanuiHckoe. OGume
TEXMMYSCKHE VLIODHA

FOCT P 518922002 (MCO 11979 1—99) MwmiantaTel eranssmonorideckie. MuTpaokyaapikie
AMH3EL YacTe 1. Tepsuue H onpenencHHs

MoCT P OS2038—=2003 (MCO 11979-2—99) Mumnaadrarte ofranssonordyeckne. Hurpaokvasprabie
AHHIEL. YacTe 2. OnTHYeCKHe CROINCTEE M MeTOO WX MCTIRITaHHE

MOCT P 320392003 (MCO 11979-3—99) Munnanrate ofransmonorideckne. M uTpaokynapHsie
AUHIel. Yacte 3. Mexanmieckme CBONCTEA M METOML WY HCNBITIHHH

MOCT P HCO 10993-5—9% Higenna MenduuHckHe. OUeHEa OHOTOTHYECKOND N2HCTEHA Meln-
UHHCEHY Haae i, Yacts 5, Mcocneaopadia Ha UHTOTOKCHYHOCTE, METOORL in vitro

3 Onpenenennn

B HacToAIEM CTAHIAPTES MPAMeHoT TepaiiE no NOCT P 31E92 o TepsMuil © COOTEETCTEYIOLIMMEH
OIpeIeIeHHIMH:

TAMHCE HCTOPHE HIgenma: Cyaaa 1anuceil, conepRamiuy HCTORHK NPOHIBOLCTEI.

0T TOTORLX HATpackynapuwx guny: Bee MO/, noayyennsie B peayvakTare o0HON CepHH MPOHIRONL-
CTBEHHLIY ONEPALHil, BITHOYAA CTePITHIALHK, W MMEIOLIME OnHY ZAMHCE HCTOPHH H3IeTHA.

Wanaume ERCIE L TR O
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4 Tpebosanun

4.1 Odmme NoADKeHHA

4.1.1 Tlepen pavaaos HCHETAHME DoJiEeH OBTE padpaloTad NPOTOKOA HCMBETaHHA.

4.1.2 Hensitauud cpoka PodHOCTH M CTAOHABHOCTH NMpH TPAHCOOPTHPOBAHHH APOBOIAT © LENLK
OnNpefeneHnd NapaMeTpon, BIHAI0WHE Ha 2upeKTHEHOCTE, De30MacHOCTEL M npuMensemocts HOJ nocae
MPOBEaSHMA ITHX HCIEATAHMI .

Mpusmevanne — B oy HEBOGOMORHOCTH NoayEHns onema xpasednd Hosoit MO 1o ee nocrasxn wa
PREHOK [IPHMEHAIT DEIVILTATE YOKOPEHH LY HenETaHuil. Jas nooTeepsacHis NoooKHTe) BRI PeSyILTATOE YOKD-
PeHMEIE HOMETRRAT CIEAYET IPOBONNTE HCHETEHHE B Yooauax no 432, nepeyucienns o) o B,

4.1.3 MakcHMalbHBIH CPOK XPAaHEHHA HesapucHMo oT saTeprana HOJ | scnemanni o peaibHoM
MW VCEOPEHHOM BPeMEeNH He JoEeH NPEeBLarTs NATH det. Echi HIroToRHTeNl HelaeT CoOXpaHNTL
BOAMOKHOCTE OepecTepuaniauny noros rotobex MO, 1o ana denwtadmil Ha cTabMALHOCTE 10T
roTopelx MOJ] noixked GWTE MOJEEPrHYT MAKCHMATEHO JOMNVCTHMOMY KOIHYECTRY LHEIOB CTepHIHIa-
LIHH.

4.1 MaTepRansl H METOIL

421 Heonwtyesile obpasns

JloTe, HCAOAEIYEMLIE ANA HCMLTANN CTAbMILHOCTH [pH TPRHCOOPTHROBAHKK K CPpOKS MooHOCTH,
AONEHE DLITE VIAKOBIHE KAK 118 NOCTABEH HA PLIECK K NOIBERrHYTE BHIAM HCOBITAHHE 00 MpHIoe-
HHE A (Tatoroa AL

Mpusevanunsn

| Konmaecrso nenemyeses somos MO B gnamson gy 3@anmy seplnHHbE POEmEsumi SencHr or Toro,
apEserca ad mareprar HO aaydesnss s Hosees.

2 NonyceaeTed GOUse SeM 0OHH B HONETEHRA 10 OpHAEeHEn A nposoaits Ba onsoid HOJL Hanpasep,
NHAR BEPUIMHHER PelPaKits, KaNecTd HH0OMEeHHE 0 CHeKTPLIEHGE NPOIYCKAHLE MOTyT GLITE HIMEPoHE Hi
opHoi MOJLL

4.2.2 AMATHTHYSCKHE METOILL

Aaa vcneTanmi no NPRIoEeHARD A H UE BeeX JONOIHHTEILHEY HCNBITAHAR, COIepaalliuxct &
NPOTOEDTE, I0THHE ORITEL BRIDPANHL COOTEETCTREVIOLLME AHANHTHUSCKHE MeToOkl BrbpaHuLie MeToonl
AOUEHE MMETE CCBUIEY Ha HOPMATHEHENA D0oKYMEHT No npureseHi B {tabonua B.1). Ecni pudpaninii
METOI HE MPpUBSIeH B OpHiokerny B, 1o nommes OLITE 3AMTHCAH CaM METON © NoapobHLIM ONHCAHHEM &ro
MpoEeIeHHA.

4.3 Mayuenne cTabHALIOCTH HINETHA

431 Hayyeume CpoKa MOIHOCTH W UEIOCTHOCTH YIAKORKH B PLTBHOM BReseiH

4 311 lNpeackenye A onpeleddaeT BHIL HCOLTAHHA Mo napasMerpas, KOTOPLE DOMLEHL DT
MPoBeneHE b saRHcHMocTH oT THna MO,

M wopsx THIOE MOJ napaMerphl DoraHE GRETE HATHAYEHED 118 UCNHTAHHA B 3ABMCHMOCTH OT
ocobermocteil MOJ. B coyuae, ecan 3a0avHOE B TIPHAOKEHHH A HCNLTAHHE He DLUTO NPOBEIEH0, TO
AOMEHLL BEITE OTMEYEH Ll FPHUMHLL STOT0.

B monoaHeHne K HCMBITAHHAM, YEASAHHEIM B ORHIOESHIH A, J0THHE DLITE TIPOBSIEHL] HCIEATIHHHE
Ha BIaMMOIeHCTEHE © YNAKOBOUHELM MATEPHATOM, TAKKS KAK W HCMNBTAHAA Ha HIMEHEHHE KONUEHTPALIRH
AODARGE M MOKPLITHI.

Brubpanibie HCNBITAHMA J0NKHE DBITE NPOBETSHED INH oIHoro nota rotopsix MOJ, a aares uepen
HHTEPBATLL BpeMedd B COOTBETCTEMM C 340aHHLIM NPOTOKOIOM, T0 388B18HHOH NPpoRinoauTelesM JaTel
OKOHYAHHA CROEA MOAHOCTH.

4.3.1.2 Menetvemuie HOJ pomsis OWTE PABHOMEPHO PACOPEleIeHs [0 PAIHBIM CPYIIOAM 10
OIHATAIOHY Taned BepiinHdol pedpakuun (oM, npuaosende A). [poueaypa MCETANWE B peiibHaosM
BPEMEH M JAKTIONIETCA B CeIyoies:

a) llpuceouTts HaenTHgHEaTop Kool HOJ g npeaenay ooHOrs Ji0Ta ¥ HAHECTH 3TOT HIeHTH K-
kaTop va ynakosky HOJLL

0} Bubpars HOM, npearaidade e 008 HAYATEHON HCTILITAHKA, H NPOBEECTH MY HCOLITAHHA B
COOTRETCTEMH € TMPOTOKOIOM. 3AMHCATE HIEHTHQHEATODLI, PEIVIETATE W VCIOBHA HIMepe il

B) [epedectn octapmsecd ynakoss © MOJT wa ceoman © Tesnepatypoll orpyEaomeil cpeart (25 £ 3) "C
H OTHOCHTENEHON RlasHocTe0 (60 £ 20) %. JanucarTh HIMEHEHHE TEMIEPATYPR, OTHOCHTENLHYIO RUILM-
HOCTE M JaTy HAMe e M.

1
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r} INpopepHTh TEMOEpaTYPY H OTHOCHTEILHYR) WHLKHOCTE B TEYEHHE BCEMD MNEPHORA MCNLTaHME,
FAMMCATE BOE MIMEHEHNA TEMIIEPATYRE H OTHOCHTEILHOH BNa®HOCTH.

A) B cooTBeTCTEHH C NPOTOKOI0M NEPHOIHYECKH OTOHPATE HEODXOAMMOE 175 HCNETAHHA KoaH4e-
creo MOJL. Ocrapnarte MO/ B ynakoBke 00 YCTAHORNEHHA COCTOAHHA PABHOBECHA ¢ HAYAIBHBIMH V0=
BHAMH MCILITAHKI. [TpopecTH YCTAHOBNEHMERE NPOTOKQIOM HCNLITAMMA. 3anucaTi WieHTHhHEATOPEL,
PEIVILTATE M YCIOEHA WIMepetHi.

2) BuiGparn HOJ1, mpensaiHadedHbie 198 HMCOLITAHHA Ha MOMEHT OKOHYAHWA CPOKA TOAHOCTH.
Ocrapute HOJ B opurdpaisHoli VIAKOBKE 10 YCTAHORISHHA COCTOAHMHA PABHOBECHS © HAYAILHLIMH
VCAOBWAMH HCMWTAHWA, 3anucath MaeHTHOHEKATOPE, PeyILTaTE M YCI0RHE HIMepe i

HamepeHHble DapaMeTphl HUTHEHE NeAATE B MPeleiay JonyekaeMulX OTEKIOHeEHHA 0T HOMHHATLHRIY
IMageHui, onpegeneHamy FOCT P 32038 w FOCT P 532039, B covuae OTCYTCTEHA JONMVCKAEMEIX OTEIO0-
HeHMil B BRIIEVEAIAHHER cTasaapTay mapaserpil MO 1008HK COOTBETCTROBATE 3HAYS HHAM, [IPHBEIEH -
HielM B cneusdueEauny rotopol npogaveuus dvsroropdrenes HOJL Ecan s npouecce HCNLITaHHAA
MapasMeTphl He COOTHETCTEVIOT 3AMAHHEM TPEDOGAHHAM 6 AV HIH Dodee NocaeIoBaATE b HEY HHTE PEATAX
BPEMEHH, TO MAKCHMAILHLIR cpoK rOaHoOCTH Menemyesmoid HOJ cudTaeTcA NDOCTHTHYTEM Ha MOMEHT
AoCRenHel NpoRepEH, NPOIeMOHCTPHPOEARINSH COOTRETCTEHE HAMEPAEMEX MAPAMETROR B NIPeneiax ao-
OYCKASMELY OTETOHEHMI OT HOMWHATEHEIX 3HAe 1.

4.3.2 VorRopeHHOE HCTILTAHNHE CPOKA XPaHeHHA

YoRopeHHEE HOMBTANHS CPOKD XpAHeHHA MOIEKIHINT IKCTPATOIHPOEITE MHTEPBATL BPeMeH NpH
YOKOPEHHBIX YCIOBHAX ¢ HHTEPEANAMH BRPeMeHH OpH HOPMANLEHBEXY ETHMATHYECKHY VCIOBHAX 0o
MOCT 15130 3a cueT YCKOPEHHA NMPOLECCOR PACTIAIA.

YokopeHHEE HCTTAHHA CHSAVeT NPOBOINTE NPH CIely Uiy VeIOBHAX!

A) VCHOPeHHBIE HCMBITAHMSA J0THHL GETL VTBSPHEICHLL LT HCNBTYEMBIX MATEDHATOR,

G) ansd npoBepkH HMUEpOOHOND Gaphepa VCKOPEHHLIE VCOIOBMH IOULHEHLD BIIOYATE XpaHedHe [pH
OMPENEIEHHOH TEMOSPaTyVPe W OTHOCHTENLEHOH WIAKHOCTH He MeHes 40 %,

Echy MaroToBMTEIE JAMEHAeT HCOLTAHHE CTEPHIEHOCTH Ha NPOEEpPKY MUKpobHoro Dapeepa, To
TEMIEPATYPE XPaleHHa I0VEHE DRTE He Gonee 45 "C,

TeoperHyecknil CPpoK FMOIMOCTH B PEO/IBHOM BPeMEHM PACCUMTRIBAIOT TIYTEM VMEOKSHMA BpeMeHH
VCEOPEHHOID nepiola Hensimauuil Ha kosbduunent 1,8 7, — Ll (7, — YCKOpeHHAA TEMNEPATY:, T,—
ODLMHAA TEMOSPATYPE XPaHe HHA ).

Mpusmevanwe — [lon oBuMuoil TeMnepaTypoi XPIHERNE NOAPAIYMEBANT KOMHATHYEY TEMITEPATYRY —
(20 + 2y °C.

4.4 CrabaienocTs NpH TPANCTHPTHPOBANER

HaroTosHTelh 1oEe HASHAMHTE MAKCHMATEHYE M MEHHMATEHNYI0 TeMOSPaTVRLl, KOTOPRE D00 # HE
peaepHBaTe HO. MaroTorMTens BoIKeH DOIVYHTE M IANHCATE BaHHLE, TOITREPRIAIGITHE CNOCOBHOCT
napasmetpolR FOJ] ocTasaTecd B npefeiax J0nyCKIeMelX OTEAOHEHHA OT HOMHHATEHEX 3HaveHil nocne
BLIOSPAKH MPY MAKCHMATEHON H MUHAMAILHON TeMO2paTyVPaX B TeueHHe 24 u,

JonyCcKaeTCHd NPpHAMEHEHHE TeMISPaTVp H HHTEPBELIOL Bpesery no [ 1].

HamepenHa, nponoIHsEe P HCNBITAHHAK CTADHALHOCTH NPH TRAHCMOPTHROGBEIHHK, MPHBEIEHED B
MpATGEEHAE A

JANoHeHHLIE KOHTeR e 118 TpadcnopTHposat s MO notsHel coOTRETCTROEATE TPpeDOma MM
VCTOHYHBOCTH K yiapas W sHbpaumsas, ¥naxkosky # HOJD ocMatpHBaioT Moc1e NPpoBeIeHHd ITHY WCIkL-
TAHWH, H OHH CUMTAKTCA MPOLEINIAM A HCNLTANMA, 2CH HI0STHE He MoBPeEIeHn i KoHTelep npoao-
Aaet obecneyrpars vHKLHOHANLHYE FawHTy HOJT.

4.5 OdopmacnHe peIyasTATOR HCNLTANHI

OmieT QoiEel CONpRATE CeIVIoUVID HERpaMaLmn:

a) CROAKY PeaviLTATOR,

0) konuw s3tHreTEd MO,

B} HOMEP N0TA. pAIMER J0Ta, JaTv HIMOTORISHHA H HauMeHoBaHHe nponssogdreans HOJ;

[} OeTalbHOE OMHCAHME VIIAKOBKH, BEIIOMAA MATEPHAIL M ONHCAHHE KOHTeHHepa M VIIAKOBKI:

A OMHCAHME BOIMOKHEN HIMEMeHHH B MAOeIMH, MaTepHane, ONTHYECKHY H MeXaHHYeCKkHy ChoH -
CTRAX MIIeIHa;

€] CpOoK MoaHOoCTH, PeKOMeHIALNN M0 XPAHEHHE W NepeBiIke,;

H) HAIBAHWE HCNBLITATENLHOH AabopaTopii, JaTV HCNLITAHHA W MTOETEE PREIAKGWYID TOINMHCE.

Jdanuse 0 HAYATEARIX, OIPOMERVTOUNLIY B KEOHSYHLY PeIyIETATAY HCALITANNN o OLITE Npe-
CTARTEHE B TAOTHYHOT (hopaie.
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5 Meroas uensiTannii 1 orbopa odpazuos

5.1 Kamnwmi aMa HCNBTARAA NPOBOAAT He MeMes yen Ha necath obpasiax MO, MeTtoqu Henema-
HHI MpH HCCNSA0BAHHH CPOKA MOOHOCTH NpHBSIeHE B NpHIoxeniH B,

5.2 Metons veneimanna ontiueckny ceoiicte HOJ — nmo FOCT P 32038,

5.3 Metoae HenpTanua Mexannueckux crolicts MO — no NOCT P 52039,

54 Meron onpeneneHHA IKCTPATHPYEMBIX DELIECTR — MO NPOI0EEHHI0 b,

35 Memod ucnmmanui wa ydap g audpaiin — ne FOCT 20790

16 Hecaedosanie qumomokcusanocmy aposodam no FOCT P HCO TR993-5 & cavuae maindus veetiye-
HUS FECHDACHFVEM X BEECHTE LAl ROAEIENNT NOFLIX.

57 TNposepky aTHKETHPOBAHHAA NpoBOIAT oo [1].

MPHIOEEHHE A

{O0R ETE RO )

Brim mcnuTanni 52 CPpOK rOIHOCTH B CTADHALNOCTE OPH TRARCIOPTHPO BANHH

TabBanwma Al
Morepwan HON . i miaan Boaa wenwrased (awanwvs I HOJ ja aor)
Konumecres
JLTasn tanme i .
Tero TMeind PUNTAR IS “L!.:::,:_::::: CrafiMbHotTs UenactHact s Crmffac nmir
lonTHEL] (rantwuccrin Hoo : HOI EREh L] FIAKOHKR Py
WALTR) TPRHCIOPTHLPOBLIHIT
Monuserunmeraspanar Paiseps. e STHEETHPOBAHHE,
(TTRIMA) COAHOPOAHOETE - RETHpORd- CMAHOPOIHOCTE T10-
NOBEPYXHOCTH W B Llr_u-ui;.'mm:rh BEPRHOCTH M B
MACCE MECCE.
BPBLUKN /KO- e e i
Maanse- Monunpons- Paasepr. pokH. -
THAMETEK- | TEH, mIH- I Cpemsii | Qanopoapocms no- [Muxpoduwi [P ¥ mubpaunci.
pUTAT AMHA MM BEPKHOCTH  H B | Bapeep MITH Heaoernacts
(MMMA) | nonsesnm - MECCE. SRCTPEKTEL [P I Y e can t{mmm "'I".u.lﬁ_ﬂ”mu“'
AeHefuryo- HnmomoscisocTs | neaocT- ;pH:npﬁi::::mth-
pua {PYDF) HOCTE Boeil yi- | o eTh
ROHEH BECH VITHKOBER
Huskuii; | Paasmepii.
cpemEnii; | Haivepenne
BEICOKHI | npoaHOCTH HA
CLins TRl IO METIICH- PELIPBIE ACTEAL.
NOKCAH {CHIMEOH ) CoxpaHeHne HET HET
cHoicTE (il
CECTH LI BAEMbLY
HOJT)
Moannpao- Cpeasuii | QanopoaHocTs SHMEETHpOBA- FTHECTHPOBAHME.
THACH, T1- {aonoaxi- | noBcpxHocd B B | Eee. Uenocr- A HOPOaHOCTE
THEMHT, TeABHG) | mMacce. HOCTE KDL - NOHEPXHOCTH W B
N IHMETH - I JnAHAs BEPLUMH- EW J kopobrn. MECCE,
METAKMIET pan  pedipakuns. | Magpobumit 6a- | Honmmanme  yoa-
(TIMMA) BatecTan Hio- prep wm fpein- | post W eabpa-
HIAH [IETE- Dpase Hs. MECKERA HEIOCT- | mned.
- BHHHIICHE- CresTpaiibHoe npo- | HocTe sceil yia- | Uesoctioers
duyopra NYCKAHHE, KAVEKH EPbIE /KO-
{PVDF) ICTPAKTEL PODKH.
HurorokeH- Mukpobueii Ga-
HHOCTE phep wIH -
YECKAS  LIENOCT-
HOCTE BORil yma-
BAEKH
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Moarepean HON

Kannuecrog

aimin sm

Bun wenwmrasnai (meswsava 10 HOJD wa oot

LHToroke i HOCTE.
CHeuHaTsH B
MOBSPXHOCTHRIE
MCTILITAHNA (B0
FIPE I ¥ MOTPE Hisl )

LLOHE W
JIEITEEH
) HETF I HHHOH S .
Meran TEITCI HEd - Crabsnbnacrs
Teaw el R TN CrafininkHos Te enacTHocTs
{FARTWSEC KN MO . npn
(OnTHEDL) H HAILE VEIEKDEKH
WIALTERE ) TP HCIOPTHFLHLEHH K
Boe apyvrme g0MOHHL- Passeepu.
UMK METEPHALDE TEIH TAnHAE BEMUHHHLR
(ONTHEH) W [ETeHERL pedipakuma.
{ranrTuyeckoil  9acTi), Kayecteo mobpa-
HE  WHAIAHHEE Bee Huawni; | e,
(BRIEOMAR BOE  MOISTH cpeanni; | Hasmepeuwe  oposy- HET HET
HOJT ¢ nosepxHocTHOH BECOKHA | HOCTH HE  paspels
MO MMk HE ) METEIR,
COspi HEH M
Choiicme (IR Cckia-
armesieax HOM)
OoHopoIHoCT: Be- | FrHEeTRpoBaHne. | STHECTHPOBLIHNE.
3 BepxHocTH 1B Mac- | Hemocrioems LaHOPOIHOC T B
(-8 KpREY f kopol- | nosepEHOCTH W B
Cuna coarun. Me- | wo MECCE.
MBI THHMS W HEM - Muxpobunn Gaps- | Honwrrasme
yecsrl Harpyaeoi. | eposuiw geaa- VAAPOM 8 BHDpE-
Cpeasuli | CHCETPansHos [po- | seckas ueiocr- e,
(AONONHH- | EYCKAHME, HOCTE BCEH yia- HenoemocTe
TeILHO) AMCTPEKTEL. KOBKH KpLitky [ Kopod-

KH.
Mukpobuwi Ga-
peep Han duias-
HECKAN LE10CT-
HOCTE BOCH yna-
KOBKH

[MPHNIOKEHHE b

{ peroneHAYeM0E )

MeTon HCNWMTARAA 118 ONPESCACHHA IKCTPAMHpYeMEX BEMECTE

B.1 Odmpe nonomenns

B0 Merom onpeasieHns SKeTREUOMPYe M B BEWECTE OCHOBAH HIL NPRMEHCHEN annapara Soxhlet. Jns ascrpa-
KLMN HCMOUIEIVENT BOOY WIH oprapptecedid paceopurens. [Ipe smbope opraHmeckorn pacTHOPHTENR COeaveT
VUHTEIEITE BEIMOGEHOCTE MOTHOMT PECTROPEHMEA CIRYKTYPE MATEPHLTE L9 THUIYSCHE [OMHOH SECTPREITI.

B.1.2 Secerparnpyeastin i HOJ marepnan sonses GuTe MpoOREps H COBTBETCTEYVIDILMME Xposatorpiiimeckn-
M, CICETPHEBOTOMETDHMECKNMHE B METOLAMEE BHETHIA SCHIK0CTEEH HE HANITHE OCTATOUH X MOHOMEDOE, CIIHBARMIIN
AFEHTOR, KATANMETOMOE W T. 1., OCTARIINNCH OT MPOLEc) moviiMepa Iy,

B.1.3 Henworarensian naboparopus BuisHe GETE aTTECTOBAHA B YOTHHORICHHOM 107 Ke.

b.1 BenosoraTelsHLE MaTERRLIL]

mEEEE

20 JMeriuciMposasHHaE MM SEHOHM3HPOREIHEAN BO0A, COOTBETCTEYVIMUAN K100y YHoToTH 3,
2.2 ODprasmuecknil preTROpITE L.
A3 TlporHeoyIEpHER TPEHYILL.
24 AKTHEHLUL OCVIIHTENL.
.3 Cpencrea mamepeHmi

B0 Annapar Socchlet mas skerpasunm, BEMOMEOMNE KOHTSHCOP, KPYILEE [H0LI0H B HEFPEBETSIBHBIE KOXYY
CO CTETHHHEME EOMIOHEHTAME H3 CTHHAAPTHOID SOpOCAHESTHOM Ta80paTopHOnD CTesid.
B2 SRoTpakuMOHHEN THICTE, CACTAHHEH 13 neppopHpoBIHAOH HEPREEBCHULEH CTRIN, TYRBOND CTEEAA HAH
AHLEOHAHON MATERLTE, OCHLIEHHEA CTERIHHHOE pobiod.
B33 OcywurensHbil annapar, CYIIHIBHAN [e4b HIH IPYION OCYIIHTEIBHLE anrapar.
B4 Ananwruveckue peck ¢ ToMHOCTEG 20 0] s
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B4 Tpebopanna & obpaioam

Ans wenbrranms wepossyer orosee HOJ, npomedmme pee cTaIMm NpoIsoicTe:, BETRAEA CTEPHN MR,
M Ped HLAHAMERHEE 18 nocTasky B paidok. [pogece nenomanns gonse n siioarts Uobee Dpoleayps SKCTRKLLN
H CHAPETALHE, SCIH OHE RRIAKITCH YACTER HOPMATEHOIT NPOUScCl NPpEnoIcTR.

Oowee wopsectas HOJ aoneso cooTeeereoBiTs CYMMApHO Macce neped ensradses — 200 r,

E.5 [lposeagnme wensraamii

B.5.1 das onpeseacHus MAcck BEICYUINTE HHTPADKYIAPHEE AHH3E B BIKYYME OpH TeMieparype (60 £ 5) "C.

Yoeanmees, wre ans sxcrpakiaEn aocrviao 200 r oyoax HOTL Owoaanre HOM oo komuaarsol Temneparypsl 8
BEKYYME NEpel BageluMBaHBes. B oivaae rHrpockoiEM BT OXESEISHHE NPOBUINTE B 3KCHKATOPS C axTHEHEM
CCYLIHTEEM,

B.5.2 Basecwrs cyvxue MO ¢ rounocress ao (01 se (B

B.5.3 Moaoswme HOM B tireas 108 SECTRAKIME, NP Heobxo noeTs 2000 E0TE NPOTHBOYIEPHLIE TPAOHYILL,
HAMMWTHHTE EMEGCTE Hil T 9% no 00 kesy cOOTECTCTEVIILIAM PACTROPHTEIEM. YUTAHOBHTE SKCTPAKUHOHHEE THIEIL B
srnapet Soxhlet o NPUERETHTE EMEOGETE, SKCTRIKTOR M KOHISHCDP. ¥CTAHOBUTE EMEOCTE B HATPEBATENRHEE KOKY.

B.5.4 Seerparnposats MO we smonee 4 o,

B.5.5 Tepen voanenness MO s ocT s o HEOMD THETE OXIETHT R PACTHEORATE R J00 K00 HETHO TEM e PaTVibL.
Brieyinrs HOJ no B.51.

B.5.6 Bagecwrs cyxmue HOJ ¢ rousocrse ao 001 s { B )

B.6 ObpafoTes pesyasTaTon HiMepeHHi

By eanTs KeoiHuecTE0 SKCTPANHPOBEH HOMD BEWECTEL B IROUSHTHOM OTHOLEHAW OT HAMLIEHON MECCEL 100

drophyae
npoueHT 3KkcTpakunn = (W, — W)W, (B.1)

e W) — saces HOJ nepen skctpakumed, ur;
W2 — macea HOJ mocae skorpaskumm, wr,
B cayvaee nocraskn HOM Ha pulHoK B rHADETHPOBAHHOM COCTOSHHEN BHECTH NONPABEY HA COOCPRAHNE COH A
PHAPATAUHOKRHOIN Cpele A0DaRIEHHEM MACCH COOH B TWIPETHPYIOLICY pacTeope K W

Mpumevanne — O0LMHO MIMIPATHPGELHHEE THHSE IOCTARIOT B PEACTROPE, CONCMEAEM HEODTaHHMECKHE
Ccol. A% TOMHOM ONPeIeicHHd BEIHAHNE CONCPEAHMA CONel Ha PRCHeTHRE PesyiBTAT ETANOCOMCPAHHNE JIH3
ACCLEHO DhITh M3BCCTHO HAN Waepeso. B npoTnessoM ciyias nepel MCHbTIHEeM CIeIveT S4HCTHTE ANH3E B IEVE
CHMEHAX BOOEL B Tededse 24 o NP ROMHATHON Tesosparype.

E.7 Hokazsrens TOMHOCTH

Janncame oeT Of HCIMFRHRH, BIREAKHINT CISIYEMLNRE JiH HBLE:

aj onucaHe wonamyvesex HOJ n exonsimmx 8 ix cocmas Marepuwo,

G) COCTER MHAPETAPYEMISID PECTEOPE — ANA NOCTARIACMEN B ruapamposiadon cocrosdnn FOJ;
B) MONOIEIVEMELE OPTEHNMECKHE DECTBODHTENL K S0 KILCE SHCTOTEL,

I} conposMIHTEIEHYE HHIPOPMALME, HANPHMER, HOMEP 1078 SreTparupyesey HOJ;

1) EoaHecTEO akcTparupyesex HOJT;

el saccy HO neper v nocie skcrpakomg;

X} NPOMEHT MaTepuaia, sxcrparnposgadore ws HOJL;

3} HEAEIHME MCTETATETEHGH TaG0PaToRIN, TETy HOMBTAHKE B T0IT B IENMIEYEY T,

MPHICEEHHE B
{PeEoMe HIyEMoD )

MeToas BCnLTANHE NpH HCCHeI0BaANKE cpoKa roamocTd MO

Tudnnua B.1
Mpisnepaie e cooficran Meron wenw ranam KOHTPOANPY EM e MRpamet pel
Ortrdeckse crpoiicTod Mo FOCT P 32028 JunHAA BEPLUMHEAS PefpakinE.
Kauecran aohpuss .
CnexrpaibHoe NponycKaane
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Oeivanue mabanyw &1

I POHBERECMEE CHDACTES MeTog HenwTEH N KI:-!IJ'[!'GI-«.IIIP'H.':'IHI.' NapiasleTRR

Mexanmueckne croiicTea Me TOCT P 32039 Paasteprl.

Cati CHEITHSL

Henwmanne grRamMyseckoil Harpyismn.
[Mporikocts nEtens Hi PLIpLIB.
OnHOpOAHOCTE NOBEPXHOCTH B B MACce.
Coxpanense cpoilets (ornans saesee HO)

Buovrorsseckas COBMECTH- Mo npwiosennss b Menesltanie SKCTParHpyEsM BN BEUscT
MOCTE
Mo [2] Lumoro e HOCTE — HCABITAHWE SKCTPAKTOR
CoolicTes NoBepRHOCTH Meton  wonsrrasui Monwrapse  ocobly  CB0HCTE  NOBEPXHOCTH

AociEeEH  paspabETHEBATE | (MHHIE © MOOHGE EHPOEIHHOE MTOBSPXHOCTR )
H SHHEPHTL HIrOTOsH-

Tk

LleaocTHooTs yoakosEs M [ 3] HesocmHooTs KpRIIEd [/ YNAKDBKH.
Henwranue sngpobnoro Sapeepa.
P MEC KR ENGCTHOCTE BOTH VITEKOBEIL
FrukcTHpHEIHNE

YeaoBus TPAHCHOPTHPOBAHUA Mo NOCT X790 Hensmanue vaapos.

Henwrranme subpasmei

MPHIOKEHHE T

i CIIPUUEOMHOE )

bBubaworpadaa

[1] HCO 11979-4—2000 Hanpasrars odranssoaormseckne. Harpaoyaspume anaaw. Yecrs 4 Hudopaasa sa
ITHRETKAY

[2] HCO 11979-5—2000 HMmmianmarw  odmnssoaormueckue. Hampaokyasprsie andas. Yaers 5. boonormaeckas
COBMECTHMOCTE
[3] HCO 1160797 Yoaxopss OkOHMATSIBEHD CTEHIHSEIHHEE M0 THE

i



