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MNpeancnoewne

1 MOAMDTORNEH PegepansHsly rocyapcTBEHHBIM BIOOMETHRIM yHpexdeHder o leHTpansHeM
HAYHHO-MCCNELO0BATENLCKMIA MHCTUTYT ORTaHMIauMH W MHiopMaTuiIayMy agpascospadedda s MuHMcTepcTaa
agpascoxpadeHus Poccnckon Pegepaumu (DIBY e UHWMAOI I » Munzopaea) v DegepansHsi b GI00EETHEM
yupesneHten KoscynsTauMoHHo-BHegperdecsan dipma B 0BnacTh MesOyHapoaHod CTaHdAPTHAALMH M
cepTddukausy «Pupaa «MHTEpCTaHoAapTy HA OCHORE COOCTREMHOMD AYTEHTHYHOMS NEPERCAA Ha DYCCKMA
ALK MENWOYHADOOHOrD CTAHGADTA, YEASAHHMOI0 8 NYHETE 4

2 BHECEH TexHMYacEib KOMUTETOM No cTasgapTaagd T 468 «kudropMaTiiauus 300p0Be8 s MM
UHHMHMOW3 MuHaopaea — NoCTOAHHLIM NpeacTagdTenem IS0 TC 215

3 ¥TBEPWIOEH W BBEOEH B OEWCTBME NMpukazosm PegepansHoro areHTcTEA N0 TEXHHHECKOMY
QETYNHDSEAHAK W METDONSrHK oT 17 Hosbpa 2014 . Ne 1818-cT

4 HacToAWWA cTaHgapT WABHTHYEH MExOyHapogHomy cTadgapTy MO0 11238: 2012 «MudopmaTyaa-
UMA 3a0poBsA. MaedTnddeauma NeKapcTBe LY CPeacTe. INeMeHTe OaHHEK W CTRYRTYPE ONA YHAEANEHOR
MOeHTHRUEAUMA ® OGMesa JAHEOopMaUKel o perkcTpupyesex DapMaLesTHYeckny CySCTaMUMAR:
(150 112382012 «Health informatice — Identification of medicinal products — Data elements and structures
for unigue identification and exchange of regulated information on substancess |

& BBEOEH BMNEPELIE

Mpaauna npumerenua Hacmoesweso cmawdapma yemasoeneds & FOCT P 1.0—2012 [(paaden 8).
Huchopaalus of UIMaHeRUAY K RECMOAWLEMY cmardapmy NyOnukyemecs @ ewesod ol (Mo COCMOANLIID Ma
1 Aueapa meryilyeszo 200a) URopMaLuoHEoM Yrazamene « HayuonansReie cmandapmeis, a cghuuyuanstsil
MEKCM UMeHeHYl U TaNpasor — & SXeMECAYHOM URDODMaUUoNKOM yasameane «HayuonansHele Cman-
dapmeis. B cAyuse nEDEcMOmBa (38MaHb!) LML GMMEHE HECMOAWESS Candanma COMEEmMemMErioLLIes YEe-
domnenue Sydem onybnukosans @ Gnuxadiuiem SuiTYCHe EXMEMECAYMDZC UMDODMALLONMO2D YRAZIMEans
s HayuoHamnsReie cmandapme s Coomasmomayiiiyan UHPopMayus, yeedomMnenue U IMBKcmel DA e aim-
CR MaKwE 8 UHPODMSYLoRNOD cucmesa ablas NoNeI0EANLA — Ha GhuUUaNLEHOM cadmea DadepameHoas
A2EHMCITES N0 MEXHUSECKOMY PESVTLOO0SAHLI0 U MEempotoauy & cemu Mumepsem (www.gost ru)

B CtadgapTaadopm, 2015

HacToRUWWA cTAHOAPT HE MOMET BkiTe NONHOCTLH UMW YACTHHHO BOCHDOHIBENEH, THDAMWDORAH W pac-
NpoCTRadeH b KaYecTee oMUMaNLEHOMD H3gaHMA GE3 pajpeweHvA DanepansHoro aredTCTEA NO TEXHNYECKD-
MYy PEMYNHPOBAHHIC 1 METRONOIIAM
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BErepeHue

HacToRwWwwR cTaMgapT pazpaboTad B CEAIM © WHMPoKoH MWEOBRON NOTReDHOoCTRI B MEXOyHAPOOHONA
rapMOHM3IALMA CNMCAHWA NEKaPCTBEHHLY CPEACTE. OH ABNASTCA O0HAM M3 NATH CTaHJapTon, oDpasywwmy
BasMe YHHUKANBHONA AOSHTHRWEA WA NeRapCTEEHHEIK CoeacTe. B aTy rpynny cTaqiapToR BXOGAT:

22 11815, Health informatics — [dentification of medicinal products — Data elements and structures
for the unigue identification and exchange of regulated medicinal product information {(MudoprMaTaaymMa ano-
poBbEA. MOSHTUGHKSUMA NEKaDCTBEHHEIX CREQCTE. INEMEHTE JaHHEX M CTOYETYPEL ONA YHRESNBHOR WOEHTH-
DHEAUMH W oDMeHa MHPODMaLKER O PETHUCTPUDYEMEIX NEKAPCTEEHHLIX CReaCTEAX);

=2 11816, Health informatics — [dentification of medicinal products — Data elements and structures
for the unique identification and exchange of requlated pharmaceutical product information (MudgopMaTHIag«da
3gopoBLA. MgeHTHMEaUMA NEXAPCTEE HHBIK CREOCTE. ANEMEHTEl DAHHbLIX M CTRYETYDBLANA YHHESNEHOR HO2H-
T HKaUKE ¥ obMEHa MHCOEMALWER O DETMCTRHDYEMBIX NEKADCTEEHHLIX NDENapaTax),

153 11238, Health informatics — ldentification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances (MudopmaTraayws ano-
poBbLA. MAeHTUOHKSUMA NEKapCTEEHHBIX COEACTE. INEMEHTSl JaHHEXE M CTEYETYER ONA YHRKANBHOH WIEHTH-
drEaure 1 obmeda tipopMaUen o PETHCTRMPY EMb X EapMaUeET MHECKE CYBCTanUMAK),

S 11239, Health informatics — [dentification of medicinal products — Data elements and structures
for the unigue identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging (MudopMmaTtHaagma 300poBsA. MasuTHEMEALWMA Neka-
PETBEHHLIE COEACTE. JNEMEHTEN JAHHEIX W CTRYETYDPB BNA YHUKANLHOSE BAeHTHOHEALUA W oOMeHa uHgopMa-
UKER O PErACTRHDYEMEX GopMax 03MPOBEH, EOHHHLAR NPEACTABNEHHA, CNOoCcObax BEeQEHHA 1M yNakoaKe),

123 11240, Health informatics — [dentification of medicinal products — Data elements and structures
for the unigue identification and exchange of units of measurement (MHEODMATHIAUKA 300P0ELA. MOeHTHD M-
HALMA NERADCTEEHHBIX CREOCTE, DNEMEHTE JaHHBIX M CTEYETYDE ONA YHAKANEH0E WIEHTADMEAULHK 1 obeHa
WHORMALHER O BOHHALAX MAMEREHKA).

ATHCTAHZADTE HZEHTHDHEA LMK NekapcTEeHHbX cpeacTe (IDMP — ldentification of Medicinal Products)
NEegHaIHaYeHsLl ONA NOGOepHEl JEATENEHOCTH OPradon KoHTPONA 0D PAWEeHNA NEKAPCTEEHHLIX CPEOCTR B0
BEEM MUPE, BRIIOYEA KOHTPONE 33 paspaboThod W DerdoTpauel NekapcTeeHHBR CRPEACTR, YNRABNEHHE WX
MHIHEHHEM UWEROM, 8 TAKHE HOHTPONb PHCKOR 1 hapakoHaniop.

Ona AoCTHAHEHHA OCHOBHLIX LENel KonTpons obpawedna NekapoTeetHsExY cpeacTa w hapMaroHagsopa
HEohXOOHMO OGeCNedlBaTy HAOERHEIA, KAYECTEEHHEIA W COTMACoBaHHEIR ohMed WHDOpMaLKWed 0 nekap-
CTEEHHBIX CcpeacTeax. [Mostomy cTadgapTel IDMP pernasedTADYIOT KAk MAHEMYM CNedyiowse obmMeH sl
wMHdropMaLwe:

= MENDY OPraHamid KOHTRONA 0SpaleH A NeKapcTREHKEY CReACTE, HANPUMED, MeXdy EBpOneRckKM
AreHTCTEOM NEKaPCTEEHHEX CPEACTE W ¥ NPaRNESHAE I N0 CAHMTADHOMY HAZI0DY 38 KAYECTEOM MAWEB LIX Npo-
OyeTos U mearkamentos CLUA (United States Food and Drug Administration);

= Meway PapMauesTHYeCKOR DHPMOoR W Opradom KOHTDONA obpaleH[A NekapcTReHHLIX CPpeaCTa,
HanpuMep, mexdy dupmci «Pharma Company s 1w opraqvzauwsel Health Canada;

- MEHOY CHOHCORPOM EMAHHYECKOND HCCNedoBaAHMA K ODTaKoM KOHTPONA 0BpalleHWa NeRapCTREHHBIK
CREOCTE, HANDUMED, MENIY YHUBEDCWTETOM «University X» 1 ABCTPWRCEMM Ar@HTCTROM MEXADCTEEHHBIX
CpeacTe;

- MENOY CRraHoM ESHTRPONA 05 PAWEHKA NEKADCTEEHHEE CRe0CTE M QDY THMA YHSACTHUEA MM cBpaleH9a
NEKARCTEEHMBIX COBOCTE, HANPDHUMED, MEMOyY PerynATODHLIM AreHTCTEO0M BenuroGpuTadie No NexapcTBeH-
HElM CPEOCTEAM W HA0ENMAR MEQUUKHCKOND Haadadernd (MHRA — UK Medicines and Health Care Products
Regulatory Agency) W HauWoHaneHoK cny=Gol agpascoxpadedna (NHS — National Health Service);

= MEMOY OprasaMi KoHTPONA 000a L EHAR NEKADCTREEHHEK CPEOCTE W MEKIYHADSOHBLIMA MCTOYHHESMMA
OAHHBLIX, HANDWMER. MERODY AreHTCTEOM ANOHKK NO NEKAPCTEEHHLIM CREACTEAM W AIJENWAM ME0HLHHCKOND
HazHayeHd A (PMDA — Pharmaceutical and Medical Device Agency) 1 yNOMHOMOYEHHOR Opraddaayled no
NPACSAHBAHAR MOEHTHMEATOROR CYOCTaHLUHMAM.

CocTapHeiMg YacTAMn cTasgapTos IDMP sansioTca cnegyduEa i coobuleHnE. DMK cnyaT Ans onMd-
CAHWMA K 0B2CNeYe HUA LENoCTHOSTH YESIAHHER BelWEe 05MEH0B HHgropsau e,

YHMKANEHEE WOSHTHMEATOPE, NPWCRORHHEIE B COOTRETCTEMK co cTanaapTamu IDMP, npeasassadetel
ANA HENONBI0BAHKE B TEX NPHUNOKEHHAR, KOTODGIM HESER0AKME HAOEKHAR HAEHTHRMEALKE W OTCREKHBAHIE
MOHMEHEHAR NEKAPCTEEHHBIX CPEACTE H HCTONLIYEMEIX B HHX MaTEDHAN0E.

B HAcTOAWEM CTAHOAPTE ONWCaHa CTPYETYES JaHHBX, CNOCoGCTEYIOLAR MPWCBOEHKKD YHUESNBbHEIX
HOEHTHDKEATOPOR BCas CYDCTAHUMAM, BXOAALMK B COCTAR NEXapCTREHHEX CREACTE, 3 TAKKE YNAKOBOH HilM
MaTepHanam, a TAKKE yNDABNEe HKK 3THMA KOEHTHEHKATOpaM K. HACTORAWWA MaEOYHADOOHEIA CTAHZaDRT yoTa-

v
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HaBnueaeT obwre NpaEWna onpedenesds ¥ painu-edds cyBCTakuMin | NpeanaraeT BeCoKOYDoBHERYID
MOQENL, ONUCLIBRCWYIO CTOYVKTYDY MHOOPMALMK O CYBCTAMLMAX 1M KOHTRONADYe s CYBCTAHUMAR, NPagHai-
HAYEHH YK ONA OPraduaanKy ¥ copa CooTEETCTEYIOWMY OaHHLIX.

Mpd paapaboTee HACTOAWETD CTAHAAPTA WCNoNLIcBANacsE CO0war Mogens NPOSYKUWA CpradkaaUmnm
HL7 {Common Product Modal), 1 geTaneuoe MoaendpoBadde AHhopMagvy o CyBcTaHL|uay ¥ KoHTponugye-
MilX CyBCTAHUWAY 0CYIWWBCTENANDOCE B COOTBETCTEMN C &2 0fNacTeio npusesedna. [Npegnonaraatcq, 4To npr
pEANWIALKA HACTORLWLEIG CTAKOADTA B UenAx 0fecneYya A NDHCEAMBAHW KA O 0A CcyDCTa UM, NDHCYTCTEY-
IOLLEH B NEKARCTEEHHOM CREACTRE, CTRONCTS HE CMBICNORITD YHHUKANLHOMD MOeHTHd MkaTORa BYAST KCNonsa0-
pako Pykopogcteo HLT no peandiagdu ondcawus cyGcTadukid (HLY substances implementation guide) 1
cTangapTel HLY No anekTpoHHory o0MeHy AaHHsiMN. NpeqnonaraeTor TEHe, Y4T0 58 MeHE pa LMD MooHTIHEIn-
KATOPOR Kawmod cyboramuyuy Oy0eT OTEeYaTh S0MHCTESHHAA OPradk3IaUMa M YTO 3Ta opraduiauus Byoer
COXpAHATE vy cebn oNpeaenAolWMe ANEMEHTL, BXOOSWWE B COCTAR MOeHTHdMEaTOpa cySoTanuMe. Ha ypoeHe
KOMTRONWEYEMBX CyDCTaHUMA MoeT NOTRe0oRaTECA YYET PEMMOHANEHBIX OCOOEHHOCTERN, NOCKOMBHY SHaYN-
TENLHAR YACTE MHPOPMALMH, ONACKBAKRLWENA 3TH CYBCTAHUWA, MMEST MECTHLIA XapaKkTep.

Mpumasesne MOeHTHEUEATOPA CYWBCTEEHHD ONA cnucaHyd cyBcTaduki, Bxo0Any B COCTal Nexa-
PCTRESHHBIX CREOCTR, B rNOSansHon MacluTabe. HACToRWKWA CTaMaapT He NEeancnaraet paipaboThy HosMEH-
ENATYDEl CYSCTAHUNWA MMM KOHTRONMPYeMBIX CYRCTAHLMA, HO C KAMOEM AZEeHTHRWEATOPOM MOMHO CEASATE
chwepacnpocTpaier s 1 o HUMANEHSIE TEKYWHE HAMMEHOBAHKMA CYBCTAHUMK.

MaTepuans, WCRONLIYEMLIE B NEXapCTRSHHBY CPEOCTRAY, BADLUPVIOTCR OT NDOCTLIX XHMHYeCcHHY
COE0MHEHWA D0 MeHHOMOGURHUWPOEAHHLIX KNETOK A TES HE A BHBOTHOM NEOWCROMASHMA. D OH0IHaYHAA HEekH-
TUEHEALWMA Takdx cyBeTadyii ocofeHHo npobneMaTiidHa. B HacTosWes cTangapTe cyicTasuMy onpeagna-
IDTCR HA OCHORE WX HAYSHOA MOSHTHYHOCTH [TO 8CTh, YEM OHK ABNSKITCA ), & HE HA OCHOBE CNAcoBa NPUMEHEHnS
MM NPOMIBCOACTEEHHOMD NpoUecca. JNa naeHTHduKan e CyBCTaHUMA HCNONsIYeTCH MONeKy TADHARA CTRYKTY-
£a UMK Oy THE HEWIMEHHBIE CRORCTRA, HANDUMED, TAKCOHMOMUA, AHATOMUYECHKAR HHBODMALWA UMK MHdopLa-
UKA 0 PPakUBOHHPOBAHHK. B HACTORAWEM CTAMAAPTE NPKBEOEHE NATE MOYNN ANEMENTOR, JOCTATOHHEX AN
HOEHTHWEAUWH BoEX CYECTaHUWA, XOTA WoeHTHOWULKPORATE MNK KNACCHDMUKMPOBATE CYyECTaHUMK BRONHE
BOIMOMHD 1 DYTHMMM CNOCOGaMK, B HACTOALWEM CTAHOADTE NPMMEHEH NOAX0D MUHAMANLHD CTRYKTY DU POBaH-
ML HAYUHED MOHATHA, NPK KOTOP0M GCHOBHOE BHUMAHWE YOENRETCH KPHTHYHEIM 3NEMEHTaM, HEODXOIHMEIX
4NA pasnuyeHra eyx cyocTaHu ke Apyr oT gpyra. Hepegro np« coeguHe i CyBCTaHUMA NDOWCEOUT MX B3EKN-
MOOEACTEAS MO B HACTOAWMA CTAMAART TAKWE CYTDAMONESKYNADHLIE BAANMONSACTREMA HA YPOBHE CyBCT AHLKEA
HBMEDEHHD HE BEMOYEHE B CUMY WX WIMeHYYB0HA NPKPogE M aKTHEHOCTH. B HacToRwe cTadiapTe npea-
YCMOTOEH TAKME BOIMOMHOCTE HCNOMNLI0EAHNA MHOKECTESHHLIX TERMAUHOB, OTHOCALLMECA K JaHHOR cyb-
CTAHLMK, W MHOrOOBPATHON CNPARCYHCR MO PMALWK, KOTORARA MOXET UCNSNLIOBATECA ONA KNACCHMKALKKA
CYDCTaMUMA HNH ONMCAHWA CEAIEN MEXDy CYDCTaHLWAMA.

B gonanHeqde K ondacaduio YpoeHa cyBCTaHUMA B HACTOAWEM CTAHGARTE NPeqyCcMOTRe s TakKe ang-
MEHTE! AAHHRY, SMACHEIIOWKE AANONHATEMEHYI0 MHDOPMALMKE O CYyGCTARLWAK, HANPUMED, KAYECTEOD, NPOoKa-
BOOMTENE, CNEUMEHKALMKE NPOHABOOCTREEHHEY NPCUSCCOR, & TAKKE MHDOpMaLWe o CyBCTaHLWMAK, KOTODEE
H4aCcTo KOMOMHUPYIOTCRE NP NPoOawe, o, cTporo roscps, He ofpasyioT oOMo NekapcTReHHOE CPencTRO.
Mpi QNUCRHWA YROBHA KOHTRONHMDY BB Sy BETAHUMA HCMONEIYIOTOR YeTEIPE MEYNMNGL 2NEMEHTOR, NDEQYCMaT-
PHBAKLW MY UHPODMALKI0, CYLWECTREHHY ONA ONUCAHWA W OTCNEXMWBAHHA CYyDCTAHUMA B NeKapCTREHMbIX
cpeacTeax.

NnA pasndyHiey LeNed 4 paitbix YyCNOBHE NpegMeTHORE 0GNacTd paiapaboTel hapa LeBsTHHECEMX CTakH=
SApTOR W CTAHAAPTOR KOMTRCNA 00paleEHa NekapoTBEHHLIX CO80CTE MCNONEIYRTCA BONLU0e YHCNG TEDMK-
HOB, ONKCEIBAIOWKY Baacere NoHATHA. MHEoDMALHMOHHEE MOGEaMTA, NPUEELEHHLIS B HACTORLLEM CTAHOANTE,
ONUCHEAKT INEMEHTE OAHHLIX 1 HE OTHOLWEHAA, KOTODRE HEaDXoOMMEl ONA WAEHTHDHEALMA CyDeTaMUMA.
TepMuls @ onpeaenaiia, NPWERLEHHLIE B HACTOALEM CTAHOAPRTE, NPEACTABNAINT NOHATAA, NDeaHaIHAYEH-
HEE ONA YHREAMNBHOE WOeHTAQMEAUMK CyECTaHUMA, CNMCAHKMA ME CEORCTE ¥ NepeaadYd nHdopMaUXu o oyb-
CTAHWMAX, BXOOALWY B COCTAR NeKAPCTREHMbIX CPEOCTR,

TepsrHL M oNpegeneHeA, NOWHATLIE B HACTOAWEM CTAMAARTE, NPESHAIHEYEHSL! ANA 0B NErseHA R MHTER-
MPETALMH M NPAMEHEHAA DDA JAHECKAX W HOPMATHAHBY TREB0BAHKE, HO OHK HE J0N¥HL NPEsANUICRATE HAS
DDAGUHECKK 0DAILIBAKOWMME JOKYMEHTaMK. B cnydas coMHeHnA Wk NOTEHLUHANsHors KoM uKTa OonsHisd
MPHBEHATECA TERMHHE W ONPROSNEHHA, NDHHATLIE B IODH GUHeCH 00R3LIBAI0WKE 0K MEHTAX.
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HAUWOHANBHBIW CTAHOAPT POCCUMWUCKOW GEONEPALUMMK

WHEOPMATHIALWA 300POBLA

MoeuTidruiadmMa nekapeTEeHHLIX CpajeTa,
ANEMEHTE] JAHHEX W CTPYKTYPLI ONA YHEKANLHOR WOoHTAgMEI LMK W 0BMaHa HHOopMaL el
O PErMCTPUpYeMLIE thapMaueBTHYECKME CYBCTaHLMAX

Hezlth informatics. ldentfication of meadicinal prodwcts.
Data elemenis and structures for the umigue identification and exchange of regulatead information on substances

Darta speneddn — 2015—10—01

1 OBnacTe NPUMEHEHWA

B uacToAWeM CTaHgapTE Npe4CcTAENeHa MHDOPMaALMOHHAA MOAENE, NPESHATHAYSHHAA ANA HOoHTHEL-
KALAM ¥ ONUCAHAA CyBCTaHUMA, BXOOALLMY B COCTAR NEKAPCTERHHBX CRPEACTE MK WCNONEIYEMBLIX ANA Mag-
LWUHCHIAY Uenaid, Brnodans BuoanTvessle gobapsd, MUY W KOCMETHKY. B HeM MCnoneayloToA Opyrde
PENELAHTHEE CTAHOAPTE W BHSLWHHE TEDMUHONOMMEBCKNE DEeCYDCk.

2 TepMWHbI, onpegeneHWa W COKPaleHA

2.1 TepMuHLl M onpegeneHna

Jna uenein HacToAWEro CTangapTa MCNoNE3YTCA CREayHIWME TeDMHHKE! W CNPeLEneHrA.

2.1.1 aKTHBHEA Maprep (active marker). KOMOIOHEHT WA TRYNNS KOMNOHEHTOR DACTHTENEHOWA CYBCTakH=
LA, DACTHTENEHOMND NPENapaTa dNM NeKapcTEeHHOrD CRedcTER, NPEQCTABNANLWHE MHTERES ONA UEnel KO-
TRONA W oBR4HD COgQERCTBYIOWME TERaNeBETUHECKDN AKTHUBHOCTH.

I PAMBYAEHWE— AKTHEHRIE® MADKEDE HE 3KBMBANEHTE AHANATAHACKAM WM AHAWKATODHBIM MADEEDaM, Wo-
T0ONE2YEMEM UWCKNHOYMATENBHD QNA MOBHTHWPMEAGRUA KNK USNed KOHTRONS.

2.1.2 aHanMTHYecKkMe gaHHbe (analytical data) CopokyNHOCTE ANEMEHTOR, ONHCLIBAIOWMWE METOOL! K
pefepEHTHLIE MATEDWATE, HCNONBLIYEMbIE ONA ONEe0aNeHKR YMCTO TRl MIK AKTUBHOCTH cyBoTad g nuio ana
BE MOEHTHIDWMKALMAA.

Apusepbl — Pacimeop dnA UHBeRGUGS, Mabmemes 0N NpUeME GHYMPe, maepdan KaNcyna ¢ Mopow koM AR
UHEAMALLL.

2.1.3 ¥MMAYecKan cBAdk (chemical bond): BaavmoneicTene ABYX MNd Gones aToMOR, NPHBOOALLEE K
NORBENEHMKD YCTORYHBOMD QHCKPETHOMD MONEKYNSPHOTS 0D paaceaHma.

2.1.4 xuMudeckan cyboTanuuna (chemical substance): TN cySCTARLA W, KOTODAR MOMET ObiTe GNHCAHA
KAK CTEXHMOMETDHMYECKDE HNK HECTEXHOMETPHHECKDE EOWHIE MONeKyNAPHOe 0OpasoBaHte ¥ HE ABNASTCA HK
NEOTERHOM, HA HYETEWMHOBON KMCNOTOM,

I pAMABYEHA:S— B k3+4ecTee XRMUYECHH Ty feTasumni olbeyHD PARCCMATPXBAKNTCA dMAN=Er MONSEYIR, KOTO-
Dl MOrYT -Cllf?pa IGEBIBATs CONW, PACTAORATRCA UNA QUCCOYUWDOERTE HE UOH B W MOTY'T ABITE ONWECERB] C NOMOLLL R NEocTaA
ONEpenendoued ki NEeLCTAENA WER CTRYET Dk

2.1.5 xmpansHan cybBecranyma (chiral substance). CybocTamumna, Y4eA MONekKyNApPHAA CTRYETYRE He
CORMBLLARTCR C 26 I8PKaNbHEIM OTOGRAMEHAEM.
2.1.6 womnoHedT ([component). Lenesan cocTapnasouwan EoHTRONHPYeMol cyboTaHumm.

ManaHse cifdyManbHoe
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Hpr.mep —_ _,ql'.I'H-E'I']‘II'.I'H'DH u f:lay-mruca HPBEMHUA RENRLMCA KOMITOHEHMEMU CUMSM UROHE. MHCYIUH-NpOMma-
MLUH YEMOBENECRUD U LUHE RETHEMINMCR KOMIOHSHITaMU UHCy MU H-HSD{’]‘B‘H’E HEenogeYecKogD.

Mpumesasdne— KoMIOHEHTHI ACTONEIYINTCA 4NR ONHCaHBA EyEiCTEHIJHIH M EORTRONHPYEMEIE E-':.-'EL'TEHLI.H-P:. KO-
TOpEEe GOpasyT MaTepnan, CoCTORLWHA M3 HECKONEKRX L"yﬁlDTa.H_.Hﬁ.

217 cTexnoMmeTpHyecKoe ypasHedne (composition stoichiometry): KonusecteemHoe cooTHOoOWwWRHME
MEHOY XHMAYSCKA MM ANOMEHTAMA W YACTAMA, 0BPAIVIOWMMA CYyDCTa 0.

Mpuwep — Hampus grocgham senmazudpam deyrocHoansl U FampuR gocgham dusudpam deyrocHos-
Hisd 6 AR MCA PATHBIMU SpBcmanL uamu.

2.1.5 cocrapnawowan (constituent): CyBoTaduma, NpRCYyTCTEYIOWARA B KOHTRONKPYeMar cyBoTanynmg.

Mpumes as e — CocTaanaownmm MOryT fsiTe 3arpRIHEHARA, HH-'I-IfI'.-":TﬂFIH. BMTHEMEE HINW WHIWESTOPHER
MAODKEEpE, 8 TACEE CTABNEHRIE C'!.""_;II:‘-'T&HLIHH. CWMSW MaEaME R QN& I:thl S30BAHWA NEKapLTESHROMO CPEOCTEE. UtlFIEJ-:.'H:th;:.*.E
A0NFHsl BENDNHATE SNOEJeREHAYD FONE W AMETE CNpedenesHoe KOnNW-ecTao. Ans onMCEHWA KOMINOHEHTOR, 3 TAKME
NEpefensHex IHaYeH MR IaNPAIHEHWR ANM CoONYTOTEYE UMY E}"EIL"TE.HLH:IJI OonNEHE ACNONEICEATECA CNEUMEUES LKA 'EIEIFI-HB}'-
HIW KX,

2.1.9 HOpPMAaTHBEHLIA cnoBape (contrelied vocabulary): KoHeqHoe MHOHECTRED GOMNYCTHMEES 3HAYEHIA
INEMEHTE DaHHGIX.

MpumMmedasHus
1 [JonyeTHMBMK IHEYaHURME MOTYT Dol Te KOO, TEKCT UK HHENa.
2 Dnpenenedds anENTERO8EH0 @3 D0KyMedTa COISC Clinical Research Glossary VE.0, 2004,

2.1.10 conondsep (copolymer). Nonduep. COCTOALLKMA 13 HECKONBEMX TINOE NOBTORRIOWHECA KOBS-
MEHTHO CEAIAHHLIX CTPYETYDHb X ABEHERE.

Mpuwesas e — Cononumeps oBpaayOTERA © NOMOLULEE CONDMNAME PAZALAE MAM NOCNESOBATENLHOR NONMME-
PHIBELMH ABYE MNH GoNes MOHOMepRoE. ConoNEMEDsl MOYT BT HEDEYNAPHLIMW, PEryNAPHEMY, BNOK-NONWMEREMA K
NEHENTEIRK NoNHMEPaMA

2111 EpMTAYMECKWA War npoyecea (critical process step): War nponasogcTEEHHOMD NRPOUEcca, Heod-
KOOHMBIA NS NONYHEHRA KOHTRONEPYERMOR CYGCTaMUMK.

21412 crenerke nonumepraauwn (degree of polymerization). Hacno NoBTOPAKWMECA CTRYHETYDHEIX
EOMHAL B NCMHAMEDHOM BNoKE HNK IBEHE.

NMpumesane— 3TOT TEOKMAH NPUMEBHABTCA KEK K MOMONGNUMERas, Tk W BrNCsHEIM CONONARMEDam, e GiHE-
HAET CTEaNaH: NCNUMEepH3IaLKH finoka.

2.1.13 pazHoe npodcxomgenne [diverse ongin): CyBCcTanUWH, KOTODLIE COBMECTHD HE BROENANWMCE
WITK HE ABNATCA pEayNLTATOM OOHOMD B TOND #E NPOUSCCa XHMMWHSCKOrs CHHTEIa,

MpuMmesasde— BEWeCTED, COLSPHAWLSE HECKONEKD CYOCTARUAA, HIBHTRD MUHEYETCR KEK CMSLWUaRHEA oyh-
CTAHLMA MAW MHOTOHOMNOHEHTHAA KOHTPONRDYEMER CYGCTAHUMA (rpynns 1}, OCHOBAHHAA HE NPOWCKOHOSHRM, Jae oyf-
CTAHUMH, COBAMHEHHEIE BMECTE H HE NPETSDNEEWHS XHMUMECH0R PEEKUMAM, BhIHEIHWEN S0IHUEHOBEHEE UNH PAIPKE
CNEUApHYHEY ZAMHYECEAX CERISH, 0N HHL DNPERenATECR €8k OTAENEHEE CYBSTAMUAR, Jake 8L OHW BIZHMOOeRcTan-
BAMK RHEIM OSRAI0K, HE BIUAKLLNM H3 XHMHUSCKUE CEAIH,

2114 auxadcep (enhancer) PerynAToOpHas NOCNEqoBATENBHOCTE HYENEOTHAOE, YEESMNAYHBAIOWAA
WCMONEIOBAHHE HEKOTODEX IVEADUOTHYECKHX NPOMOTOROE 1M CNOCobHan @yHELMOHHWDORATE B NIOS0R OpHEH-
TALMA ¥ B NI0BOM MECTE [BLILUIE WK HAKE ) N0 OTHOLIEHHIO K NDOMOTORY.

2115 dpakyma (fraction): OToeneHas 4acTs BRWECTEA, BRIASNEHHEA WA CNOKHOMS PACTACPA, COCTAR
KOTOROMN OTAMYASTCR OT HCXOOHOMD REWECTES.

NMpumesas e — 3ITO NOHATAR ACNCN EIYETOR ONA ONUCBHAR HCXOOQHOM B2 eLTaE H ABNRETCA PEXYPCHEHEIM,
TO BCTE CNeOyioWwan pakuda MOxeT BhiTe BRAENEHE 43 npegwecTaysiued G pakyde, “To NpednanaraeT GNpegensaHH kA
NOPAOOE Ne pEs ACNEHWA.

Mpuwep — HdspHoenobynusel cRISOPOMKEY KPOEU & MONUKToHANEHOM g0 COYRam NpUuMepom Dary Doy E-
HOED hDaKy UoHUDOESHUR.

2.1.18 red (gene): Bazopas eaMHMLE HACNEOCTEEHMHOMO DAKToPa, KOTORAA KOAWPYET MEQBMYH Y CTRYE-
Typy Benka (fenkoack cySLerMHNLB ) 1 YNPARMAST Bro AHCMPECCHER.

2.1.17 anemeHT reda (gene element) OTOENEHBIA ANEMERT MeHa, HANDWMED, NDOMOTOD, JHXAHCED,
CAANEHCED, KOG P YO LLEA NoCNenoBaT eNEHOCTE,

2.1.18 rnHkoarndpoBanMe (glycosylaton ) DepMeHTaTHEHEA NEPOWECs, CEAILIBAINWAN CAXADMNI L MM
ONKUrocaxapuie ¢ Genkansi, NANKOaMA KW J0YTHMA OPraHrYeCEAMA MONERyNani.

2
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2.1.19 Ten rndkoannupoeandMA (glycosylation fype): SHawmTeneHe2 OTAMYKA MWKCIMNMPOBaAHHA B
paiHbx THNaK Cprad Mo,

I PAMBYEHME — 3T0 NOHATHE HMCNONe3yeTCA AR SNWCEHAA PEIANHYHA TMMEAKDZANHPIEIHWRA ¥ DEIHRIE TUNOE
DETAHWAMOE, HANPUKMED, ¥y HENRCERKE, MNSEONHETIHRW A, NTHU.

2.1.20 wavectmo (grade) (CoRoKyNHOCT: cnedrdHeaynil, yEasuBEadW My KAYecTES KOHTROMMPYEMOoR
CyDCTaHUMA.

2.1.21 romonondmep {homopalimer): NMondMep, COCTORALM A M3 OOMHAKOBLIX CTRYKTYDHBIX 8 JHHHL .

2.1.22 mzoron (isotope). PasdosmgHOCTH XMMWYECKOrD INeMEHTa, OTNHMUSIWHECE MONEKYNADHORA
MACCoK.

M PAMBYAEH®E— F"-EII.I-IDHF[I'IHH:J WMNE HyENWO=, ¥ ROTODEX OTHOCUTENRHER ATOMHAER MALDOE OTNWYEETCA OT
NPHRPOOHCA, NOKa38HE B CTRYKTYPHOM NPe0cTABNSHAY C MECCOBIM SHCNOM. M30ToN:, WHPOED DACNpOCTPaHEHHE B NDK-
ooge, NpelcTaeEnNese CHMBOGNOM 3NEMEHTE fies macocoaoro MHcna.

13
Npusep — " o3Hayaem amoM yenepoda ¢ amambol maceod 13,

2.1.23 npodIsoAcTEEHHLIA npouece {manufacturing). Boe cTagvd WArOTOBNEHWA CYGCTAMUME MMK
NEKAPCTEEHHOND CPEOCTRA, HAYWHAR C NOAYYEHMA MCXOOHEN MATEPHAN0E.

I pPAMEBYEHAS— B NpoM3BoacTEEHHE A NpoUSCs BENNYSNTOR HPUTHYE DKM A NROUSCE, NoOroToEEa 1 nﬁ-pa.l:irmxa
MATepPHanoe, 3 TREEE KPHTHYACERS NaparaT el NROMIZ0aCcTaa.

2.1.24 pewecteo {Mmaterial): MNobas CyWHOCTE, HMEOWAR MACCY, 3AHWMAINWAA ONpeaeneHHos npos-
CTRAHCTEO W COCTOAWAR M3 COHCH MK HECKONBEKMK CyBCTaHLKWA,

2.1.25 nekapcreeHHOe cpegeTEo (medicinal product): BewecTed Wnd KOMEKH HALHK BELWECTE, NPHME-
HREEMEE K OPradkasy YJencBera (MM SHBoTHONS ) AN8 NEYeHAA W npodnNakTiky 3a0onesaHyi ¢ Lenbio Quar-
HOCTHEM M BOCCTAHOBMNEHKE, KODDERLAE M A3 HEHWA BHIMONONEeckx gy HELHA

MpamesaHea

1 NexapcTERHHOS COBOCTED MOMET COOSpWATE GAWH WNH HECEONEKD NPOMIBSLEHHEIR MPOLYHTOE @ OOWH MNM
HECKGNbBHG NEKapCTESHHRIX NPENERETIE.

2 B HEekoTOPLIX KDHCOMEYMAK NEKE PCTESHHOE CPEACTED MOEET fslTe onpedeneqo kak NoGos BEWECTES UMTH KOM-
HHHELMA BEWECTE, MCNONE3YEMBIX GA NOCTEHOBEM AWATHOE.

2.1.26 MREpOoreTeporeHHocTe (microhetercgeneity). COBMECTHO BeOENEHHBIE CYGCTAHUMM, WMEK-
LME HETHAYWTENEHBIE OTRMYAA NP TNAKDIHNMPOBAHMK WK NOCTTREHCNALWOH O MOOUEMKAaLIKN, HANDWME],
reTenoreHHOCTE MMAKOIRNUPOBSEHWRA MW NOCNeA0BATENLHOCTH.

MpaMmavaHsa

1 MHKEpOreTEDGrEHHOCTS HE ABRASTCA ONDEDSNADUEA X3PRLTENHCTHROA 1 A0A cyBCTaHUMA. Ha ANR KOHTRO M@py-
Srbix CyBCTasLMA.

2 MUEPOreTERAreHHOCTE OBYCNOBNEeHA 3aRHESENEHOC TR TUNS MMEKO3NNAROSEHHE [JBYXaHTEHHbIR, TREXEH TEH-
HEiR], CTEMNEHLE TNEKOAWNHDOSEHHA B OAHHOM MECTE ([ZAN0MHEHUE), FETEROEHHOCTE NOCREO0BAETENSHOCTER
BLABLCTEME NONEMCPPAIME WCKOOHGI0 BELEBCTEE, OWABHaMY TREHCNALWMK, BEPHAGNENsHOCTEH NDOTE0NHEE W BOYIHMEA
TH MY HH B M

2.1.27 cMellaMHaA cyBCcTaHumMaA (mixiune substance) Tun nonvoMcnapeHorn BELEcTea, NpencTaBnA-
OWEers cobBol KoMBKHALMIO NPOCTEY CYBCTAHUME, COBMBCTHO Bhl0EMeHHEX MNW NONYYEHHBIX B PEIYILTATE
CAHOID W TOMD #E NPOUECCa CMMTE3a.

MpriMedaHs:es—MNpocTeie cyBCTAXLAY PRIHOMD APOUCEOKOSHEA, COBLHHEHHEE EMBCTE U HE NRETEQNEEW HE
AMMH4ECKDR PEAKUHKW BCNS0CTEME STOMD COBQMHEHWA OOMN#MHE ONPEJERATECA K3k MHCTOKOMMOHEHTHSIE BSUEeCTEa
{KOHTRONHEYEMEE CYBOTAMUME TPYNNL 1], 3 HE HAK CHE LW BHHEIS CYBLTaHGHA.

Mpusep — MeRmaMuyus AETASMCR cMeWaHHol cplemanyuel, cocmoRwed Ul EeHmoMuyuHa CTA, 2ex-
moMrguRe CT o eermomuiura C2. Monoahup snulepuna RENASMER CMEWAHAOD cyBoman yual, cocmaomueld v
dayx mpocmbryx ey SCmanyul, oMLY a0 LW LUEER TONOKEHUEM 3mepuhurayuy. CUMemUuyoH, COSmOoRW] il o3 dume-
MUKSHE & dayoriCl KPEMHUA, H8 EYUMABMEeR cMewanHel cyfcmanuuen, nockonsky npedemagnsem colfiod dea
Pa3HBIX GEWECHES, cORdUHERHLIX DA NOAYYEHURA NDENEPAME.

2.1.28 cocTagHan 4acTk (maoiety) CocTapHan 4acTe cyDCTaHUKK, MME0WaR NONHY KD W HENDePBIBHY 0
MOMEEYNADHYI CTRYETYDY.

MpuMep — ANMUGHOCM s AeKApCMEEHH0E0 cpadomaa Hepedko onpedenaemen ¢ NOMOW LI CPABHEHURA ©
mMeM, Yo HAILEAEMER BNMUSHOl cocmasnmowel, Homopan JonwHa onpedeMRMBCR COSNACOAEHNLIM CO00-

3
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Gou dnr scex cpedema. Bo ualenanus HEOOdHDIHAYHOCTIL 8 KAYECI 88 COCIMABMAMLL UK, MO KOMopsM onpede-
NAEMCH AKMUAHOCME, CASdYeMm VCTONLI0EaME CE0000HRIE KUCTOMB! U cE0T0dHEIE OCHOBAHLIA,

MepuMesas e — B HICTOAWSM CTEXAANTE NOHATHE COCTARBNAMIUER HONONL3YSTCA B KOHTEECTS HECTEXAOMET-
PHUSCHAE XHMAYSCHRE CYBCTIHGMA H B MOOADHEEUHR MYRNENH0SE X KACNOT, BERKoA, NONWMEDOE H CTPYKTYPHO-PAIHOD0S -
Helx CYBCTAHGMA. B K34ecTES COCTARNAMIWMY S0NKHEl BRITE YEA3aMe: NPOCTHE CYBCTAHLNA, WOHE AN MONSEYIK PACTE0-
pHTENSA,

2129 monewynApHeidn $parmedt (molecular fragment): Yacte Monekynibl, WMEKWLEA OOHO WM
HECKOMEKS MECT COBAKHEHHA C ZOYIMMA DOAMEHTAMA WNH COCTABNAKLLMMK.

Mpuwmesas e — MNowATHe MONEKYNRPHOID MPErMEHTE @CNONs3YEToR NOW ONACEHMA NONAMEDoE ANA NSed-
CTEEBNEHWA WX ZBEHLEE W NPY ONHSEHAY MO0 WEHEE LA STRYETY PRl Oy BT EH LA,

2.1.30 monexkynApHan cTpykTypa (molecular structure) OgHOsHaYH0e NPeacTABNSHAE BIAWMHOMD
PACNONOHEHHS ATOMOE,

MpuMeY aHHRA

1 fnauensd vaesTiid MEayd cYyGCTAHUWA CBENSHAA G TPEXME PHOW LOHDODMBLMA HE TIPAH AMATCA B0 SHRMAHWE.
CaegeHen ol oTOENbHLX KOHEOPMALNAY MAM KOHDOoEMEDax cySCTAHUMA MOTYT NEHAMMATECA B0 BHAMaHue unn B oBueam
CrBCNE GNA SeAKoE (HAaNPAMED, JEHATYEUPOEEHHBIX), WH B CNYYES, €003 GEAHHOE BRALEHHE BOKDYT B84HHCTERHHOW CBR-
34 OFpasu-eH0 TakdM cOpasoM. “To OB pA3HE X LOHPORMERE OTHENRAEME OPYT OT ARYTE M B3AMMHO He npecBpasywTeA
NEW KOMHETHOA TEMNEPATyYRE.

2 MNpegcTaanesde cTPYETyRE 06 BY40 QONKHO AONYCKATE Npe0lpa30EaHUE 8 rpadiuyeckui hopMaT.

2.1.31 monexynaprein gec (molecular weight): Macca monekynet 0QHODoaHOoR CYGCTAHUMME MK cpaea-
HAA MACCA MONEKYN TETEPOTEHHOR CYBCTaHLIAN.

NMpuMev asuR

1 EQMH#LER MONEYNRARHOMND BECA RENABTCA YHRPUUMDOEAHHAR BOWHALA BTOMHSA Maccel. THN MonekyNADHOrD
Eeca 0BAIETENLHD QonHes GulTe YRAIEH.

2 Npw GNUCEHWK NONAMEROE MCNONEEYE TCR HECKONEL0 DA 34BN THIOE MONEKYNAPHOIMD BECA (CREOHeEIBRILIEHHEA,
CREgHEMHCNOBOR W T. O.).

2.1.32 MHOMOKOMMOHeHTHOS® BelwecTRo (muli-substance material). Heckoneso cyGCoTaduWiE WM
KOHTRONMPYEMBEIX CYOCTAHUWA DAJHOMD NPOWMCXOMOBHUA, MCNONEIYEMBEIE ONA NONYYEHUA NEKapCTEeHHOND
CpeocTea.

Mpuirep — MHOZOKOMTOHEHMHABIMY UHEDSJUBHIMAMYE AGMAKIICA UHCYNUH-UI0MaH Yanoeeqechul, cumMe-
MUKOH, BNHOMUHLESE 0 DK, HUKOMUAOEEIY NOMAKDUTERE, HAMPUG-Pochamasl Sygep.

Mpumesas e — MHOMOKOMNOHEHTHEE BESWSCTEE ABNAKTCA KOHTPONMPYE MelMA CYGCTaHUUAMKA rpynne 1. M-
foe NEKEDCTEESHOE COAGCTED, MCNONEIYE MOE ONA H3MOTOBNEXHA APYrord NeKapeTEEHHOMD CReACTER, NONKHO DECCMAT -
BAThCA KEK MHOTGROMNGHEHTHOE BRWECTE0.

2.1.33 WyknenHoBan kwcnoTa {nucleic acid substance): Tun cybocTadukK, NpeacTaanswwed cobor
MHHEAHYH TOCAE00BATENBHOC TS HYKNS0IMA0E, 00BYHO CEAIAHHBY MER Oy cofol adupamiy hocdaTos.

NMpumMmessas e — YEAIuBASTCA TAKKE THN HYENEWHIEDH KMCNOTE |:P'H|{- ,I].HK}. D]'IHI'C:H?B(I'I-E'I}TH,QH WoaAangMeHTel
rEHOE [HANDWMED, NPOMOTORE:, SHAAHCEDE, KOOMPYRWHE ROCNEN0B3TENEHOCTH W CARNEHCEDE | TAKKE OTHOCRTCRA K HYKNS-
MHOER M KACTESTAM.

2.1.34 odpvuHaNEHOe HanMeHoBaHKe (official name): HarnMeHoBaHKE, NDHCESEHHOE OEDU KA N HE
YIEONHOMOY S HHBLIR ORraHomM.

2.1.35 pognTenLCKMiA opradaam (parent organism); Opradman, oT KoTOponD 83AT MCXOgHLIA Dunonori-
YECKHA MAaTEpKan.

2.1.36 vacTk [part) AHATOMWHECKDE NPOMCXOMIEHME 1 NOKANKIALWA KCXOOQHOTD MATapKWana B opra-
HA A E.

2.1.37 nedapcTBeHHLIA npenapart {pharmaceutiical product). KayecTereHHan ¥ KONUYECTBEHHAR KO-
MNO3HLMA NEKAPCTEEHHOM CREOCTEA B AGIMPOBAHHOA DopMEe, NEEOHAIHAYEHHEA BNA NEHMEHEHKA M COO8pHa-
WAA MHDCDMALKKD O 88 MOCYSapcTEEHHON DerncTaLMH.

NMpuMmedaBE=EHA

1 MekapcTEEHHOE CPEACTED MOMET COOEPHATE GOMH MMM HECKON: K0 NRENAPATOR.

2 Bo mHOMME CNy-Y A% NEKapCTESHHEIA NPENSDAT HOSHTHYEH NDOH3ESLEHHOMY NEOGYETY. DOHA KD BCTE NPAMERE,
KOrOE NpoM3ER0esHElA NEOOYET NEaTepneeaaT npeclpalonaHue GO NPHMEHEHAA KNEUHEHTY (B KAYSCTES NEKapPCTEEHHOTO
NEenapaTta) ¥ TOrGaE 04 HE TORLECTARHEH NEKAPCTEEHHOMY NEENAPaTY.

]
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2.1.38 dwmanveckan dopma (physical form). @uandeckoe cocToAHKE (ra3, MUOKOCTE WM TREpPOOE
BEWECTEO ) W THN OPraHvaIaun-d (GNA TBepLors BeWecTea ).

Mpurevadse— TEepios BEWECTE0 MOKET OHT: HDUCTANNAYECKMM WNE BROpGHER. MoxeT BRTe Tadse
YES3IAH NONWMapg A3,

2.1.39 nondadcnepcHan cybcTadumWa (polydizperse substance ) CyBCTaHUAA, COOEDMAWAR MHOMED-
TEEHHLIE CHAIAHHEBIE MONSEYNADHBIE KOMOOHEHTE.

I PAMEBYEHRE— B NaNEJAUCTEDCH=IM L“_-,'EDTE.H'qHFlM OTHOGCATCR NONAMEQRE W CTRYETYDHO-DAZHSPOO HElE

BEWSCTEE, BolQeNeHHEE M3 O4HOMD UCTOMHHES . XHmusecEne D}'ﬁGTEHU M, Benn « HYENEWHOBERIE KACNOTE C ONpeleneH Hel-
e NOCNEQOEATENEHOCTAMHA K NTONHOMRCNSQTHEIRM C'!,'EIII‘-'T-H.H UHAM HE NPAHaQnesaT.

2.1.40 nondaMcnepcHocTk (polydispersity 1 Mepa paabpoca MoneryNADHEIX Macc B NoNHMEeps.

I1 PHAMEYEHPE— VHABEC NTONHEACNEPCHOLTY NONKMEPS GBI YHD BRYMCNRETCR KaK OTHOWEHAS cpejHeR3BEE-
WEHHOND MONeEYNAPHOTD BRCE & CR2aHEY MCNOEOMY MONSKYIIAPHOMY S8CY.

2.1.41 nonumep (polymersubstance): Tun nonugucnepoHol cybcTanuMK, Conep#allen NoBT OpAoLLI-
SCA CTRYETYPHBIS BORHALL, COSOMHSHHLIS KOBANEHTHBIMKA CEAIAMA.

I pAMEBYE3HHAS— MoHOAWCABERCHE & EETHE W HYyENEHAHOBRIS KACNOTR C ONpeqengdEe My NocnedoaaTans=ocTa-
B HE QONWHE WAEH THRWUHPDBATECA G NO0MOLWLK 3NEMEHTOE O8HHBIX, CNACKBAHW WL NONHMEDE.

2.1.42 nocTrpadcnAUWMoOHHaA Mogudrikagua (post-translational modification ) Mogwbueagmwa Denka,
KoTORaA OB LIMHO NPOHCKOOMT B KHBOM ODTaHMIME BO BREMA WM NOCHE TRAHCIALMA.

1 pHAMEBYEHR:E— MocT TREHCNRUWOH=AR MOSWEHa LEA OB EUHO CNACRIBAETOR C HOMOLLEH CTRYETYpHOMD npan-
CTAENSHHA, 8 8 KEK Mo0RPHEEL WA Benka.

2.1.43 obpadaTeiBasmMuid maTepran {processing material), Tun eewecTaa, CyWSCTRSHHOMD 4NA Npo-
HIBOOCTEEHHOMS NPOUSCCE, HO HE COOE DA LLWACH B DeIvNETHDYIOWER BELLECTEE,

2.1.44 denkopan cyBeTaWuMAa (protein substance): Tun cySCTARLMK, COCTORALEA 3 ONDEeSenaHHoR
NOCAELOBATENBHOCTA ANsMa-AMAHOKKGNOT, COBIMHEHHBIX NENTHUAHBIMKA CEAIAMA.

n pPpAMEBYEHAE— CHHTETH-RCKRE NenTHaAe SenKW © onpedeng=sH=IMA NCCNedOBaTENHOCTAM, 5E|:I2|:|ME:I-'|-
HAHTHEE Benkn W GENEW BECOKDR “SHCTOTE. BEHAENBHHE=IR W3 BrONorAvSckl CEeld, PACCMETOHERHITOA KEK BenkoBLe
C'!,'EGTEH LK. Ei:.l.':l.j"ild MZEECTHRMA, MaCTa MAKCIHNEQ0BEHMAA, nucynu-:p AOHE B CERIA W THN MMAKOZANUPSEI HU A |:HE NpyAMen,
-:'p-ldﬁHDE-slﬁ p&GTHTE'l'IbHaJFI. ¥ MnesMCTOMAMX, NTAHMA, ¥ MMOBKONWATARDWAE, ¥ YBNoBpakd] ASNAKTIR ONpeaen fh W ns e
ANEBMEHTAMEA ONMca=MA BenNKoBRxE Gj‘ﬁ-ETa:H.'_]H A. B onWcaHWe BCex NenNTHa08, COCTOAW ME HE Sonae Hem U3 15 aMHHIEC-
NOTHEX SCTATHOR, BENEDMABTCA NadA-eckos NEeLCTAENEHUE B CTPYETYRER.

2.1.45 GenkoBEaA NOCNeNOBATENEHOCTE (Drotein sequence ). MNopALOK H WOEHTAYHOCTE AMPHGMCIOT
B GankoBol cybbaguHELe.

I pPAMEYEHHES— BENKOERS NOCNSA0BATENEHOLTH NpEnCTAaBNAKDTCA OOH I:IE-yI:EEHHHMH KOO ks nenmq:-q:- aT
W oao C.

2.1.46 Genkosan cybbeauauua (profein sub-unith: NTirelHan nocnegosaTenNsHoCTh AMUHOKHCIIOTHLIX
OCTATHOB, COELMHEHHEIX MENTAZHLIMN CEBRIAMKA.

Mparedadse— DonsHa coBMpartecn HHMOPMAEUEA O NOBTORAK WHECA cybbeanHisax Genoe.
Npusep — MOHOKMOHANLHEIE BHMEMEna 0fa Y HD COCHORM U3 Yambipay cpibe duHUL.

2.1.47 paiynNeTHPYIOWMWA MaTepuan {resultant material): BeWwecTeo, RENADLWEECA DeayNeTATOM Kp-
THHECKOND NpoUecca.

I PAMBYHEHWE — PE-]}'I'IbTHE:l!,I'rDLl.‘.ﬂI.iI MATEpHAEN MOEET fpiTe HEYANEHEIM MATEpHANaM ans Cchneqlyiwsnd
ApoUeccd, KEHEN HEIM METERRANcM HNK DEKTHYeCKOA KOHTRONHpYEMOQ Dy’ﬁCTE HUMEA,

2.1.48 cone {salt): Moxnkas cyBocTaMyWA, AENSIOWAACA NPOOYETOM HERTDANAIALWK KHCNOTE OCHOBS-
HHEM.

I1 PAMEBEYEHAS— Conn ABNRKTCA CNOW HblMd HOHHBIMK BELIECTEAMA, COCTORAWEMK M2 KATHOHCE (NOMOHHTENE-
HbiX WOHOE] @ BHHOHOE (OTDHUATENbHBIE WOHOE).

2.1.49 caanedcep (silencer) MNMocnegoeateneHocTe JHE, Nogasnaowan TRaHcKpunLug.

2.1.50 npocraa cyBeraduma (single substance): CyGoTadumA, KoTopans mMoweT OwiTe OnNucaHa C
MNOMOLLEID NPOCTOND NEeOCTAANEHKA MNK HAG0PA CNUCATENEHEX INEMEHTOR,
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NMpumMedasun

1 MNpocTas cyGETaHURA MOKET BeiTe CNACAHA, HENONEIYA O0H WNe Bonea 3NeMeHTOR CNEayW N NATH TANoE:
MMM HHECEER CYOCTAHUMA, GEnNoH, HYKNEWHOBAA KHCNOTA, NONEMED U CTPYETYPHO-DA3H0 poaHan cySeTaHuMA.

2 Pauesarte AcyGoTEHUAKM £ HEMIBSCTHON, SNWMERHON @M CMELWAHHOA XM PANEHOCTRE MOTYT ShiTh NPHYMCN ML K
NEOCTelM CYGCTAHUWAM, NOCKONEHRY OHA MOTYT WMETe NDOCTOE CTRYRTYPHOE NEESCTABNGHWE W CTEDE0XMMUH4E CHOE ONHCa-
HHE B DORME TEECTE.

2.1.51 conkBar (zolvate}. CyGcTaduwa, obpasyeman NyTeM COSQWHEHWA MONeKynk pacTBopUMTENA
(HANpHMED, BOOL MMM ANKOToNA) C ApYrod CoCTaBNAMLLEA.

Mpumewas e — ConeeaTsl KMOryT AbiTE HAK CTEXHO0 KMETRHHECHHAMH, TAK M HEITEXMOMETIHHSCEMMHA B NP2 Y-
WeCTeESH=0 ONKHCEIS8KTCA, KOrna E'_ll"ﬂlf.'TElH UMK CYWECTEYIOT B TR2RILOA POpMe.

2.1.52 voxonHLIR MmaTepuan (source material)y BewecTeo, W3 €0Toporo nonydeda cybotaluka. Knac-
CUDALKPYETCA, MCNOMNEIYA TAKCOMOMEAMK 14 SHATOMMYSCKYH NOEANAIALMIO.

Mpumesas e — 3ITOT LNace MCNONE3YETCA GNA ONACEHWA CTREYETYDHO-DEIHOPOO HE X CFEGTE.H LA | nondme-
poa, Bl AENASME < U3 AHONGIEYECK Y cpan.

2.1.53 KoHTpOondpyeman cybocTanuna {specified substance ) [pynnaanemMedTon, KOTODEE ONMCHEBAKT
MHOTOKOMIOHEHTHOE BELLECTRO 1 YKAALIBAIOT O0NONHHETENBHYIE MHEODMELKIO O CyBCTAHUKAX K MHOMOKSMNGS-
HEHTHEIX MATEQHANAX, CYLWECTBEHHY ONA ONHCEHWA NeKapCTEEHHBX CRecTa.

Mpuwep — JoMoAHUMENEHEIMY JTEMEHMAMU OAUCAHUA MOZYM CAYAUME Kavecmeo, eduHuybl UiMape-
HUR, dusuvecksd hopMa, HOMITOHEHMB, NPOUZE0dUMENs, KOUMUYECKUE 3IM ANkl NPOUIE0dcMAEHHDE0 NROUEC-
Ca (K npuMepy, IKCMPAKLUR, NPOUBCERl CUHMEZE U peRoMBUHBLUL), CeyudykaU UL & aHATUMuYeckue Memadsl,
vCcmonssyesmere dna onpedeneqfus cOGMABMCMEUR CReUUBUNEYURM.

Mpumesanne — ﬂnﬂ OMACEHWA KOHTRONWRYERMOA D!r'ﬁ( TAHUMA MOryT WCNONeE3I0EETECA HaTepE EINEYHEIS
FP¥NNE 3NEMSHTOR, MEMOY KOTODRIME CYUBCTEYHT CNpEdENE HHE B OTHOWEH AR,

2.1.54 HavaneHeid Matepuan (starting material). Ten sewecTea, MOSGUHLADYEMOrD B NDOWIBO0-
CTEEHHOM NpOUSCCE.

2.1.55 crexHoMeTpHYeckan (sioichiometric): CyBcTadyWA, COCTARNRIOWAS INEMEHTE KOTODOH MMEKT
MEOCTEIE WENkde COOTHOLWEHKA.

NMpuMe-HaHHRA

1 OnpefeneHHan €0MN0SMUAGHHER CTEXKOMETPHRA QONKHA DeiTe NPEaCcTARNEHA 8 CTOYRTYPHOM NPECTABNEHHMA
AanHoR CyboTaHyen, HTole WibexaTe OpobHeld OTHOWE HHA, COCTRENAKNLWAE 2NEMEHTEl JONHHLl BRTe NpegcTaBneHs,
MEMOAEIYA HANMEHELW WE OB e MHOKMUTENW. CyBoTaH UM MOryT ObiTh ONMCEHE £85 CTEXMOMETRHYMECKHE WK HBCTEXHO-
METRHMECKHE.

2 KWMHHECHME BEWECTIA HMEH T ONPEGENEHHY D KOMNOIMLAOHEHY CTEXMOMETRU , 8CNH@ OTHOLWEHEA BOSE COCTAR-
ARAMUME SNEMEHTOR {MOHOE, NPOTHEDNONOEHE X HOHOS W CONLAETOE] MOy T BhiTe NPSACTEENEHE LETS MA HECHaMA,

2.1.58 crepeoxumua (slerecchamisiry): OTHOCHTENEHOE NPOCTPAHCTEEHHOE PACNONCHEHHE AaTOMOR B
MOTEKYTIEX.

2157 cTpyRTYpHO-pasHopogHan cyGetadumna (structurally diverse substance): Tun nonmaucnepcHoM
CYDCTAHUNK, BuIQENSHHOA M3 OOHOTO MCTCYHKMEa W NpegcTaenAnwed cobol cNoMHYI0 CMECE, KOTOpRas He
MOHET BbiTh ONWMCAHA KAK CMECE ONPaHUHEHHOMND YHCNa NPOCToIX CySCTaHUMA.

Mpumeswasne— B onucaxsne CTROYETYPHO-DAZHOPDAHRIX C}'E‘E—'TBHI..HI?I BEMHKOHYAKTIR CEEBQEHMRA O HEHIMEHHBIX
CECGHCTEAX AaHHOMN BalecTas. MoguduEayxu, HE'IZIEIFIETHMEI HIMEHA DL AR CTRYETYPY BEWECTEE. DAZNHHERE PEIAHSCEHE
CEQACTEA MNH KOMNOHEHTE:, BEOSHMEE B BEUECTAED, HATIPHMED, FEH B MeHHO-TEPANSETHHSCHMY C?E‘DTSHI.:HHI. FEAAKDTOA

ONpegenfAi WAME 3NeMEHTAMA DNHCAHER CTOYVETYDPHO-PAZHOP00HBIX Gj‘ﬁ-{‘-’TEHLI.HH. ¢FIEH1I.I.'|H. ERQENEHHEE W3 ACXOQHO
BEUWACTEA {MACAN WNW COKOE), TAKKE Q0NHKHE ObITE BENSIYEHBI B GnUcEHHe. BankoBsie cMecs, coadepsaui@e Gonbwoe

WHCNO PEIHBIE NOCAEL0BETENHICTER, HANDHMED, NONEKNOHANEHEE EMMYHOMMODYNHEE, OTHO0CATER K CTEVETYDHO-DAa3HO-
POAHEIM CYBCTEHU®AM.

2.1.58 cybeTtanuwa (substance): Motoe sewecTE0 CHUONOMMYECKOND, MUHEEANLHOTD AW XMMAYECKOND
NOOHCXOHASHWA, CNOCOGHOE K OTAENBHOMY CYLUBCTROBAHKKD M MMEKLEE ONPENENEHHBIR COCTAaE.

NMpuMeaaaHUA

1 CyfcTaHysn MoryT BeiTe NPOCTRIMW, CRHEWEAHHEMA MN# TPAHAGNEXETE K O0HOH U3 MPYNN KOHTPOMMPYEM e oyl-
crasunE. MpocTee cyBCTAH LR ONMCEIEEKTCA C NOMOLW D MHHUMANEHD GOCTETONHOMD HEEOPA JAHHBX H AENATCA HA NATE
THAOR! KHMAYECEHE, BRnNkd, HYKNeMHO0BRE HACNOTH, NONWMEDPE W CTRYRTYPHO-Ra3HOPCOHBE cyBoeTaduMn. CyBeTanyma
MOXET NPeACTRENATE COBOA CONe, CONBRET, cEOBaAHYD KMENoTY, ceodniHoe COHOBRHHE, CMECh CEAIAHHEIY HOMMOHE H-
TOB, KOTOPLIE COBMBCTHO BelQENEHs BAH CRHTEIMPOEA HB. (T3 B03MOMHOCTR QONKHE RCNONBICEATEEA TERMUHONOTMA W
ONpenenAaLWYe X8pEETERMETHEY M3 (hap MEKONERHE X CTETER. ONpeOsnAsLRe 3NEMEHTE! 3ABUCAT OT THNA SybeTaHyuu,

G
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2 GTHERHFDEE!,II.IJEC TEOBEHHE 03HaAYEE T CnocobHooTs D}'ﬁ CTEHUHAW CYWECTEQGEATE OTABNBHD I:IT]'IH}EIIII?I,D,FI}':I'DFI E‘-'y'ﬁ-
CTAHLKHH. E}'EETEHUH-\.‘G MOryT NoegCTasaniaTe cofion AOpoWo ONpadeneédHHs= e EEWBCTEE, AMEH WAS JNPp2denS8HHYH XiM -
HECHYHD CTRYETYPY, CHHTETHYMSCHWS BEWECTEA |HENPAMEP, CMECH WI0OMEpoB), BCTPEYEHLMECA B NPUPoIE CMECH
EMMHYELEMCBEUECTE, MMSIDWHE ONPpEJeNEHHSIE MONeEYRAPHEE CTPYETYDRI [HENPHAME D, EOHROMaTel 3CTRPOre=H0e )], BB WEC-
TE3. NPOMIEEAEHHE E @3 DACTEHKWW, HHE0THEX, MAKDODEIEHMIMOE MNA HEORTEHAYSCKOr0 BEWaCTES, ANMAYECHEA CTREYET y-
DA KOTOREX MOHEeT GhTE HEWIBECTHOA @MM TRYILHD CNpenenaeson. Cﬁu‘ﬁDT&HLIﬂH MOHEeT Np2icTaanRTE cofod cone,
CONBEAT, caofan HYy'HI HHCNOTY, cecboiHOS CCHOBBHWE, CMECE CEASAHHBN K0MNOHEHTOE, EO0TO pele CORMECTHD BERBNaHE
W CARTEIMDOBAHE .

2.1.59 zamecrdTenk (substituent). MonekyNApHEIA DPArseHT, NPUMCOSOWHEHHBIR K NOBTORAKWEACA
CTRYKTYPHOW SOMHAULE NonMsMena, 06kHHO 3aMEWAINLHE aToM BoQODCOa.

I PHAMEBYEHHS — 3Ta WHPODMBLEWR BENDYASTCA B GNACEHME NOETOPADLWEACA CTRYETYPHOR 84MHW UG, 8CNH 38-
MEWAEROE NONOHEHHE NOAHECTE SAHATO. ECNY 0HO 33HATO H#8 NONHOCTEK, TO KONMMESTES 3IAMECTHTERA ONACKBIATCH
23K ¢Iﬂﬂ MAEHT MNW COCTAERAD WA 3NeMe=T CTRYETYDHOA MOSHE HEa @K,

2.1.60 rayrosmep (tautomer): MonekynapHaa cTpyeTypa, cnocobdan £ ofpaTHMoMy NpeEpallieHin B
HIOREDHYIO MONEKYMADHYIO CTRYRTYPY, 0DBIMHO BRMIOYEM0 W ey B Ce0A caoGoa Y0 MATPaLKHK NDOTOME Maxdy
OEYMA CMENMHEME 3TOMAMA.

MpuredaHdse— NEpeOnonarasTen, 4T0 © KAXA0A CYBETAHUMER BygeT CEAZAHA OOHA TAYTOMEDHAA POpMa # B
CYHOBOGCTEE N0 PEANWM3AYMM CTEHORDTA BYOYT NPHESOSHE OSTANbEHSIE NPABHNA, YEaZLBANWHE TAYTOMEPHYID opy.
CERZAHHYS © KRAAOH XEMUHeckod cyfcTaHu#en. ECnu OTOSNEHEIS H3I0ME sl MOTYT BrTe BROENEHE B HOPMANEHE X yona-
BHAE W MM ATOM SYOET WIBECTHS, 4TO OHM MMEHT BEIHEE MONE YN ARHSIE CBOACTEE, TO OHW A0NHHB! RACCMATRHARTLCA KAk
Pa3HLIE CYBCTAH UMM,

2.1.61 rakcoMomua (taxcnomy) Hayduas knaccudueayma opradmasos, HeobxooMman OnA onucadia
MCTOUMMKS MCXOOHOMD MaTeprana CybcTaMu i, B ZenseMeix i DHONOMHecsdx cped.

1 pAMEYEHR:E — Nna Bcex NOARAWCREPCHEX EjIEGTEHLlHI."I, BelSNAEMEE 43 BUONOrHMecKnx Cped, Lon+Ha
HhiTh YEA3IAHA TAKCOHOMAYECKAR MHOOPMALWA HA YPOB=E BUOA, SCNH TAKEA WHPOPMALMA AOCTYNHA W HCXGO=EE MATEDH-
an npodigsfed #a o0=s0r0 Bga CprasnaMos. Ona ngeHTHE MEA LRA CRpradMzMa-noTodsnEa meolxogemMo YHAETE TAKCOHD-
BMHECKOE CEMBACTED, PO W B, 8 TAKKE BETODE TAKCOHA. Mo BOZMOMHOCTH QON¥HE SbiTe YEAJAHE TEEEE LADCTED, THM,
EMBCE W NZpAGOE. Noocwmesx YTOHHAR WHPODMEBLWR (HANDWMED, NOABKO, BADMAHT, WETEMM | yEASRBIAKNTOR, BLNH COOTESTCTEY-
DU HE MODME NPORENADT 3AMETHRA DEANWMHE UMK B COCTAES BR WECTEA, WK B PyHELHA.

2.2 CoKpaweHHn

221 ACS — Anepdiadckos KuMudeckoe obwecTeo (American Chemical Society )

2.2.2 Homep ASK — WpewThdukatop drapudaueeTHHeckol coybcTaMyMd B MNepMadckomM gaTanore
Arzneistoffkatalog

223 BAN — BpUTAHCHOE JAPEMMCTRM POBaHHOE HauMeHoBauKke {British Approved Namea)

2.2.4 DCF — Dpanuysckoe 3aperHcTpupoBankoe Hadmenosaxwe {Dénominations Communes Fran-
caizes)

225 EP — Esponefickan dapmakones (European Pharmacopeaia)

2268 INCl — MexoyHapoiHan HOMEHENATYPA KOCKMETWYECKKE MHrpeguenToR (International Momen-
clature of Cosmetic ingredients)

227 INN — MexayHapodHos HENaTeHToRAHHOE HanMmeHoeanye, MHH (international Mon-proprietary
Mame). MaseacTHe Tase abbpesnaTypil riNMN — peKoMEHOOBaHHOE MERIYHAPOOHOE HENATEHTORSHHOE Ha-
MeHoBaHKMe (recommended International Mon-proprietary Name) 1 pINN — npegnoseHH0e MesdyHapoaHoe
HEMATEHTOBAHHDE HauMeHoBaHKe [proposed International Non-proprietary Name )

2.2.8 JAN — AnoHckoe 3aperucTprpoRalHoe KanmerosaHwe (Japanase Approved Mamae)

2.2.9 JP — Anodckan dapmakonen (Japanesze Pharmacopoeia)

2210 UCUM — ¥HuduuMpoBaHHee koOsl enuHsy wamepadda [Unified Code for Units of Measure)

2211 USAN — Haumenoramwe, aapernctpupoearHoes a CLUA (United States Adopted Name)

2212 USP — dapmaronen CLUA {(United States Pharmacopeia)

3 TpeBoBaHuA

31 Ofwre nonoweH Ha

CTOYETY PHROEAHKE ONHCaHMA CyBCTAHLKA B KEOHTDONKDYEMEX CYBCTAHUWA O0NHH0 Dbl Te COrNacosano c
ANEMEHTAMA JAHHBIX W OTHOLWEHKEMK, NPEACTABNEHHL MA HE QUATEAMMAK, NPUBELEHHLIX B HACTOALWEM paa-
pene. JansHefuee yTOSHEHHE 3T INeMEHTOR M OTHOWEHWA MOMeT DulTe NDOBSOEHD B PYKOROOCTEE NO pEa-
NA3ALWK CTAKOAPTA.
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3.2 Noxatra, Tpebyembie ANA YHHEANLEHO A AAEHTHDHEALMHA W ONUCAHWA CyDCTaHLHA
K cySCTAHUMAM OTHOCATCR NPOCTLIE, CMEWAHHEIE W KOHTDONARYEMBIE CyDCTaH LMK,

MpumesanHe— HonoNe3yeMain HRKE TEDMAS nCyBCTAHUHAD OBRUR0 OIHAEHEET NPOCTYI WM CMEWEHHYH
cyBeTaHums. TEREMAH « SOHTRONMPYEMEA CyBCTAHUW A 0BLIMHO OTHOCHTCR £ CyGCTaHL MK, ANA KOTOPOA NpeaocTeaneHs Go-
nes QeTANEHOE OMNECAHHE, BRMNNYAIDLES B caha “HBODMALMID 0 NPOMIBCOCTAS, CNELWBMEALMAY, PUIHYECHOR DopMe W
MHOMOKOMNOHEHTHEX MATERMENAR, A BN AL MECA KOMIGHEHTEMW hOpMYN B NEKAPCTERHHOMD CORGCTEA.

B HacTOAWESM CTAHAARTE OAKTCA ONPEASNSHHA NOHMATKA, HE0GX0 QWML ONA YHAKANBHOE MOSHT UK.
UMK hapMALEETHYECHA X CyDCTAHUKME HA MEROYHAPOOHOM YPOBHE, KOMNA oHa HeobxoamMma.

Takas WOeHTUgUEALME O0MEHA BLITE OCHOBAMA KA CNeOYI0LLME NERHL MK

a} onpegeneHye CybcTa UMK JoNHHO Bsl T OCHOBAHG HA TOM, KAKWAM BELYECTEOM OHW ASNRIDTCA, 8 HE 13
CNOCoBe NPUAMEHEHIAA MK NPOMIBoLCTRE,

B} ans waeHTudMEILAY CyDCTaHLKMA A0NKHE WCNoNLIGBATECA HEUIMEHHLIE CBOACTRE, HE JIABMCALLWE
OT PUIMHECKOR DOPME!, KAYSCTA UMK CTENEHKH YHCTOTE,

C) CYBCTAHUMAKMA MOy T BuiTh NPOCTEE MONERYNARHEES COBOMHEHIXA, Bl GENSHHLIE MW CHHTEIMpOBaH-
Hlg CORMECTHO,

d} po wabekanre HE0QHOIHAYHOCTH M ONA YNPOWEHWA PDEANHIALMKM CMEWaKHaA CyEcTasunA QonmHa
ONpE0ENATLCR KA KOMBHHALKA NPOCTLIX CYSCTAMUMA;

2} B KauecTe® CyOCTaMUMA HEe O00N#Hs DACCMATDHBEATECA PAIHODOOMLE BEWECTEA, COS 0 HeHHLIE
BMECTE NNA NOMYYEHUA NEKARCTREHHONS COEACTBA WIH MHOMOKOMNOHEHTHOMD MATEpHANA.

Mpumep — CumMemurod He donses BLmb MPUYUCTEH K cyBTCManyUuAM, NOCKOMENY OO COCMOoum w3 dume-
MUKOHE W JayoRucy KPEMHUR, UMSHIL UL DasH0e npouckokderue U ofsiuHO He aaldenAeMElX COEMECMHO,

CNoMHEIE BEWECTES, BEOENASMEIE 12 BHONOTHYECKHE CREA, 1 CMECH, KOTODLIE HE MOMYT BETE Onpeae-
NEHE AMA NPEOCTARNEH | KD K OTPAHAYEHHOE YACND XUMAYSCKIAX CTPYKTYR, ONPEgansoToA Ha OCHODE TAKCOHD-
MU MCTONHAKR, NWG0 HA DCHOBE SACTH W DpakLu. BewecTea, MMEwne HEONPELENSHHYI0 KOMITOIULAOHHY
CTEXMOMETOMIO W NOOBEPrao WL WECA BIaMMOOEACTEMIG HEOTPEOENEHHOMD ¥apaKTepa, He QoM HE DacCaaThit-
BATLGA KaK CyBCTaHLMMN.

NMoumeswasne — Be MY CNOMHOCTH CNPEaEenesHEa CTENEHA, AKTHEHOCTHA @ KOMAOIALWOHHON CTEXACMETRHE HE
KOBANEHTHE X BIAMMOOSACTEWA, NPA CNDaLERaHUA I:-FEGT-EHL]HI.:I TAKHE THN:=l BIBWMOJBACTENA HE NPAHAMAKTOR BO BHUME-
Hug. EQMHCTE BHHE M MCKRHSEH WA MR G YHAT HOHHeI® [CONK) @ CONBEATHLIS [FAOQETH | B3ARMOERACTEURE NPOCThIX KdMiH-
HECKWE COROWHEHHAA W XODCWa OnpenensHHsLx NONUMepoE. BewearTas, COCTARMANWLME KOTODEX BREMMOIBACTEY KT C NO-
MUMEDAMH, KOMNMEEKCHEE CoEedeE AN QHENOOSECTERH B ofibusEn HE PECCMAEBTRHEBANTIN 3K I:!,I'ﬁl:THI".LI_HH. MpocTeie cOMK
NaMNARE POE, HENDWMED, NMONWCTAPEH CyNedo=aT HETRWA, S0NKHSl PACCMATPUBATECA KAK NPOCTHE f:,IEGTEHLlH‘H.

Mpuwen — HUROMUHCELID MOMAKDUNSKE DACCMAMPUBEEMCA Kk d&8 DATHBIY CyGcMaHUuy: HUKOMUH U
ronakpunesc. HHEYyAUH-U30g ey vanoaeyackuld Manwe paccMampuesemca Kay dae paiHeix cyScmaHyuy: npoma-
MUH U Henegeveckul yHCpRUuH. O0HaN0 HUKOMUHDELD MOMAKDWTEHE U GHEYNUH-UIcdaH Yenogeyechuld MOgym
LACCMEMPUEAMECA HaK NpOCMEIE KOHMponupyeMse cyfcmanyuy. fMunocoMansheld doxcopyfuluy Momem
PACCMEMPUSAMECHA KEK KOHM POAUDFeMan cyfcmanuun, codepwawan dokcopylUuy Ut U KOMAOHEAME! NUMOCOM.

CyBCTaHUMA MoryT BeiTe ONHCAHE, MCRONEIYA OOMH WK BoNes INeMeHTOR CReqy WM rpynn:

< XMpAndeckan cyDcTaHuma,

= DEnok,

< HYENESWHOBAR KMCnoTa,

« MOAMMEp,

- CTPYETYPHO-PASHODGAHARA CyBoTaMumnA,

s CMECE,

OnA acex THNOE CYBCTAHUMA D0MHKHA MMETLCR BOAMORHOCTE YEA2aTE SHWUHANBHEE HAHMEHORAHIA,
CHUHOHKMEl, MIOTOMHYIO W GOYTYI0 CIPA80HH Y MHOODMALKMD.
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PucyHok 1 — BHOoKOYPOBHEBARA MHPOPMABYUOHHER MOFENE cyBoTaHL N

3.3 Nowarua, TpedyemMble ANA ONUCAHKWA KOHTPONWMPYEMBIX CyBCTAHLUMWA

MHOPMALWA O KOHTROMMDYEMED CYECTAHUMAY OMEHS BENI0YaTE B ceBA JoNoNHMTENE Yo dHfopma-
LMD O CYBCTAHUMAR W MHOTOKOMNOHEHTHsIX BEWECTEAX. MM ONMCAHWA KOHTRONKEYEMOA CYBCTAH LA D0HHE
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GhiTe yHadaHsl GONEE JETANLHLIE XADAKTEDHCTHEY NEOCTOR CyGCTaHUHMK MMM KOMNOIHUMK BRWECTES, COOEp-
WALEND HECKONBLED CYBCTaH LHA KN HECKONLED HaUHeckiy Gop.

Lna ynpouweHna Deandaauri 3Nese T, HE0EX0duMEBE ONA ONHCaHKA KOHTDONMPYEMslx cyBoTamumi,
OoN#HE GETE NOAPA3NENEHE HA YETEIPE TRYNNGL.

ST rpYNNes GNEeaeneHe CReqyowms 0Gpaiom:

- [pynna 1. coCTaBNAKLWME (BEMIOHAA HOMNOHEHTH BEWECTEE, COO0E0MALLETD HECKONERD CyDcTaHumMi,
MAEpKEDE W PACTRECRWTENH, HCNONbIYEMBIE ANS MATOTORNEHWA PACTUTENBHLIX UMK ANNEPrEHHBER JKCTPAKTOR),
Pranseckas fopa cyGCTakU|K, a TakHe Nobuie CEORCTEA, CYLLECTEEHH LIS ONA CNWMCIHIWA KOHTRONADYEROM
CYOCTAHUMK (HANDUKMED, DA3MED NWNOCOMHEE NPENapaToa),

- Tpynna 2: orpaHHHEHHBIE CEE0EHHA O NDOWAB0ACTEE, POAHTENLCKOA CYGCTAHLMK MMNH KOHTRONKPYE-
mMOH CyBCTaHUMd rpynnel 1, NPCHIBOOWTENE, BBICOKDYDOBHEEaA KNAcCHPMKaULKA METoOOa NPOMIBOOCTEE,
0GWan XApaKTepUCTHED NPOUMIBOOCTESHHON NPOUECcEa (HANDUMED, CHHTEZ, JLCTRAKUWA, BOCCTAHOANEHHE ],
THN NPOMIBOEHMON CHCTEME [HANDUMED, KNETOYHEA NHHWA, DACTATENLHAS MW HHWBOTHAR TEaHL), NPOH3EOOMH-
MadA CHCTEME (KOHEDETHAA ENeTOYHAR NHHKA ),

- [pynna 3. poOMTENECEaA CYDCTAHLWA MM KOHTRONE PYeMas cySCcTaduma rpynne 1, kavecTen eewec-
TEA, 8 TAKKE HCTOMHME, PEFMAMEHTHRVIOWWE JaHHOE Ka4ecTRO ((papsakones, TEXHUHECKWE YeNnoara),

- [pynna 4. peTankHas AHMOopMaLKE O NQOWABOACTESHHOM NPOUECCE, COCTABMNAMWNE [NDHUMECH K
OHACTATENM, HE YKa3aHHEE 8 HHEOpMaLKK rpynnel 1), cneuddrianmsin.

OTHOWEHAA MEXIY ANEMEHTAMK GNHCAHWA KOHT PONMEYEMEXR CYBCTAHUMA NOKASEHLI HE DHCYHKE 2.

HELERa L ot By S TP T RS A p T 1] ¥
|

ROHTPOIETPYEMAN_C Y LCTAHUHA_TPYRNAT

i P KOHTPONEPYEMOE_CrLCT &HUHH T
B L FORATENRCRCA CrRTTARIMM
HAEWEHAAHE_ FORTPOPERYER O SvROT EHIHE_TRITTNE

0.

'
YL TAHUAA RUHTROMHPFERAR_GYEC TRHLMA_T FFTINAT KO H TPOTARY BN R_CF BT TRHLAA_ [ FyTad
= V0 CHECTR-HLUHA g RI_FCHTFONREYENOH_CYECTAHUM_TPITTIEN o WA_MGHT FOAMEYEMEA_Cr T AN i
¢ HAEHOEAREE ROHTPONAFTEMOH_CVECTAHUNA TR © 7. e EHonan HE IO O R W O H_CVRCT SRR
!

a- o /"’,’A

HOHTFOMHPYEAAR_GHEC TRALMN_FFAnag

+ WI_ECHT FONAFYERD H_CYBCTAH TS
HI_PO{INT ENLCKTI_CVGCT A HLLAA
4 HLAEHORARUE_ROHTPONHPTEMOE_CYECT AHUHN TPaiTel

) !
T

BEPCHA

i IaTe_fgaidd S v THHS n
+ APAEHERHE _HE-ECIHE HY

+ DJIWRELE POMY i.°

e

PecyHor & — BHCOKOYPOEHE2AR HHPODMELMOHHEA MOLENE KOHTRONME YEMOH Sy B TaHgMH

3.4 HavmeHoBaHHe cyBoTaHUMA

Ona kasenoi cyboTaslbi oo BslTe YEAIAHD XOTA Gl ONHO HAKMEHOBAHHE WNK PUPMEHHBIA KOO,
Ecriv HanmMeHoEaHde ARNAETCA OPUUMANEHEIM, TO D0MHEH DbiTy yEaAIAH YNONHOMOHEHHEIA OpraH, Npk-
CROWBLIMEA HAXMMEHOBAHME, AIBIK M TEPDUTODMA I0DMCIMKLMK, 08 3T0 HAMMEHOBAHWME MCNONB3YETCA.

HAcTORWWA CTaMOAPT Gomeed BbiTe HEATRPANEHEIM MO OTHOWEHKIO K Mob0i CHCTEMAaTHIALMA MNK 0.
UKANLHOH HOMEHKNATYPE.

Mpumeywasuwe— peancnaraetcs, wro «a=gaf cyBoTaHuMA ByaeT UMETE HEWMEHOBAHWE HA AHMMUACKOM
ASLIKE. ¥ 3TOM: HEWMESOSEHAA MOTYT S6iTe CHHOHUME. (M2PSB00E AHIMHACKME HAWMEHOBEHHA HA GRYIEE ASLKW TakwMe

MOryT BRiTe NPEQYCMOTEEHE B HACTORLWLEM CTAHOARTE. Flabid @ TEpRUTODHA KPHCOHELHE DoNHHE GuTs YEE3AHE B COOT-
BETCTEHE GO CTERHO2RTamE MO,
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HMudopmaymorHan mogene knacca sHaumenoaauue cyboTaHUMMy MoKa3aHa Ha pHUCyHER 3.

chre Maymwnopanes cyfcaHUNN T

GRAPABDYHEA_HGTOYHAK

HOH K EHXBAHWE_CYECTAHLINH
= M CTIPAR OO T T ZHHALA,

= FAHMEHOIBAHHE _CrECTAHIHA « WO CNPABSMHIND_HCTOUWHRES
+ THN HAMMEHOES-A SYECTAHIMH 0.5 CERWELGCTYNHDICTR
+  FIK = THF_CRPADDHHOTD_BCTOYHAER

= TERIBAAVE_CTRAROYAIM_ T OyieMEA

0

OPHLAL e HOE_ HAWMEHORANHE P EAMETHAR SRAAC Th_O@HUMLT HOMS_HAWME HOBAHHA
+  JLATA HIMEHEHWA C7ATHCA CHLMATE RO HAVMEHDE AHAR + TPEAMETHAR CEMACTE COMUMATNEHOM HAHMMEHIRAHWR
+  CTATYE_ CHPMLMAN=HOMD HAHMEHDEAHNA o.®
+ TR CPMLAANE N HAMMEHDHE AR

ar

IOPHCOAEL A OO MUAARLRO MO HAMMEHOEAHAR

= HFPACIHELE_OBAHATE NDTD_HAMTWEHOGEA HH

FucyHor 3 — MHBOPMEUMOHHAR MO0ENs H3MMEHOBEHMA CyBCTAHLMA

3.5 TpeboBaHHA K YHHAKANLHEIM WOEHTADHEATODAM

Hamooi cyBcTaHue W KOHTDONHPpyeMod cyBeTaHUMK DOMEeH GiTe NDMCE0EH EOUHCTBEHHEIN YHHESMb-
HE AOEHTHDWEATOR, NOCTOAHHO C HEW COAIAMHBLIA M HE ABNAKLMWACA MOEAOKIERIM HOMEROM.

YHAKANBHLIA WOEHTHOUESTOR QOMEEH BRITE HE CMBCMORRM, CIyYadHB M, AMETE DHECHDORAHH YR ONWMHY
M BCTROEHH B KOHTROMsHERE Ludapel.

YHHEANBHLIE MASHTHOUEATOPE A0N%HE OuTe OBWEA0CTYNHEBIMK W MCNONLIOEATECA GR3 ABTODCKHY
CTHMCTIEHMHA.

YHUEANEHSIE WASHTHEUEATODEl DOMEME OkiTe NDUCEOSHE! ARPETUCTRMPOBAHHEIM M WCCIED e Mk
cyDCTaHuMAmM, HANONHATENAM W 3ErpAIHEHWAK, CONLBATaM, HoHam, QParMeHTaM |« COCTABNALWHAM ane-
PAEHTM.

MprMeyad« e — Farpaborado BoneWwos YACND CUMAYSCHAE U GAONOTHHECHNE HOMEHENET YR, GNWCH BE LAY
PERMEHONOMMYECHOE ABACTENE NEREPCTE. PYHHUMOHANSHEIE CHCTEM B WMEHOBAHWR, Hanpareap, MHH nne USAN, nmeor
SHEMMTENBHYH USHHOCTE ONA ONWCEHHA £8K MONSKYNARHON CTRYETYDE. TEK 0 OWONOMAMECKOrD AB@CTEHA CyBCTaHL M@,
OOHEED NPHOSCEHUE YHREENEHEY WLEHTHRHRETOPOE HE OCHOBE WONONL3DEAHWA TAEWE CHOTEM KNACCHEDWEAUAN MOEET
NPHERCTH K YEENMYEHHHD TREGOBEHWA & WX CONPOBOMAEHHI, NOCKONBEY NMPHEMEHEHWE CHOTEM KNBCCHHOMWEALHA HEpEARD
TREGYET LW pOKOA 3HCNERTHIL W paspaboTiv KoHTpoNMpyeM B cnoBaped. K Tomy #2 nepeany nobol camaHTHHECHOR CHE-
TEMEl H3 LRYFOH A3hid BOETAE NPEACTABNRET THAMHTEREH YD Npobnemy.

Horga cyBocTaHuy e ONHcaHa ¥ el NPUCBOEH YHREANbHEIA MOEHTHOWEATOD, BAMHD ODECNEYHTE B0 NoCTO-
AHHYIO CBRSEL C JaHHOA cyBcTanypei. CyBCTaHUMa O0nNKHA MMETE TONLES OO0HH YHEKANEH A MOEHTRDHEETOD.
OToga BelTERaeT HEQBX0IHMOCTE paspaboTed Qe TanbHbLIX NPAEHN ONKCAHKA CYGCTAHUMA, KOTOPRE AOMKHEb]
ObiTe NOEOCTABMEHE B DYKOBOOCTRE NO PEANMIALWK CTAHJApTA.

Mpumeyadse— JCHOBHOR UEN=H YHHEESNEHOMD MOSHTH@MMWLEATOPA ABNABTCR &M0 WCNONBI0EEHWE PR 3NSkK-
TpoHHDA ofpaforie gasHels. [peMeseHUE RLESTHPARETORE HKCHPOBAHHOA GNUHE C BOTPOEHHEMA KOHTRONEHEIME
uuppanu ofnerydT eno 0BpaBEOTEY B NOMOHET HIEHTHDHLMDOEETE OWWEKK BBOOSE, KOTOPEE MOFYT BOSHWEETE B CHCTEMAX
oEpaboTad OEHHBIX.

HMHudopMaumolian Mogenk, ONKCLIBANWEan OTHOWERMA MENAY HAMMESHOBAHKEMKE, YHARAMNEHEIM K
HOEHTHPHKATODaMH, MHOOPMaUHEeR o CyBCTaHUMA W KOHTDONHPYEMOR CYBCTAHLMK NOKAIAHA HA DACYHEE 4.
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IR DTHE e TR COOSP#TT HECRD Mek s cyi CTaHy#R 1 P paeTH GIECTRE
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HAHMEHOBAHWE
CYECTAHLMA
YHAKAREHBIA_AIEHTHE MEATOR -
rAed
nofes
e MPGCTAR CYECTRHLMWA AN Ha;u.-a-h}mau AR e h_-}ﬂ.u nP-'ch-::ﬂHm
ERHRTCTRA I 1 LA ! 1] emitin =R cyBLTRHLA. ETOEAR 0 e et i rina o et
masHTMEHKaTe R cyEoToHUBA wnm iean KAK MROCTaE LoMEM . cyfi CTAHLHH 13 POETE ATEKON W
EoHTROMRyesal oyt cranyae s pacix cySermiyen 4 T A TE P TR R CEM B W R
I g T Hisl s T

PHeyHOR 4 — WHOPMaUAGHHAA MO ENs OOHCEHHA CYGITAHURM, KOHTRONMPYERORA Sy SCTaHLMH,
HEHMEH DB E=HA ¥ WO EHTHDAKATOPOE

3.6 Tune cyboranymin
361 O6WMe nonoweHAR

Ecr cyGeTAHUMID MOMHD ONUCATE M KaK NROCTYIO CyBCTaHUMMG, W KAK CMELWaHHYK CYSCTAHLMI, TO OHa
O0AHHE DETE ONWCAHa KaK NpocTas CyboTanumna.

Mpuwmesadwe— Pagemndeckes cyBoTasunge GyOyT OTHECEHEI K NPOCTEHM CYBCTAHGMAM, NOCKONERY OHM MOTYT
frTe ONHCAHE © NOMOLIBR NPOCTOND CTRYETYRHOM NPEReTARNSHER W OTRWHASTEA 0T ZMpansHss CyBeTaH WA,

3.6.2 Habopul anemedToR, 0DWMe ONA PAIHLIX TUNOR CYBCTaHUMA

3621 Crpyktypa

Onucadde cTpYRTYPER QONMHO COOepEaThL J0CTATOHHEN ohe rpafudecsol i TeKCToB0W WHopMa-
UMK, YEAILIBAIOWENA STOME, X CEAZA, 8 TANKE KOMMTOIALWOHHOE OTHOWEHWE COCTABNA LMY H4acTel.

CTpyeTypHEIE NPEOCTABNEHHE QOMKHE] ONHCEIBATE NOMHYID MONSKYTAPHYI0 CTEYETYDY C YEAZAHHUEM BCEX
HABESCTHEIX CTEREOXMMHYECHAX XapaKTepUCTHE. [NA ONUCAHWA MONeEYNADHEY ChPardeHToR B COCTABNALLLMY
YACTEH TAKME J0NMHE KCNONLIOEATECA CTRYRTYDH LIS NPEOCTARNSHMA.

3622 MaoTton

PaouoHykndgel W ODYIHE HYENKOE, He NPACYTCTEYIOWWS B NPUMPode B ACCTATOUMOM KOMWYeCTRe,
O0NHHE BhiTe ONACAMEl K2K W30T0Nsl. ONWCAHME J0MHHO COOSPMATE XAPAKTEPUCTHEN, MCMONLIYKILLME KoH-
TROMUPYEMYIO TERMUHONOMAN, BIATYH H3 MEXOYHADOOHD NEUIHAEAEMEX CIDAROYHEY HCTOWHKMKOR,

MNprcy TCTBUE MAOTONOE OSMKHD BRTE TAKKE YEAIAHD B CTRYETYDHOM NPEOCTARNEH M

Pagudapma LesTHYeCcEne NPenapatsl GONKHSE HOEHTUOHLMDCEATECA NG THMY 0CHOBHCH cyBCTaHumK, a
HE N0 THNy oborawe K.

NMpumesanne— lﬂ]‘lil ARG HYKNWGS GONHHE fsiTh YES33HE NepRoa NONYDACNana, THN @ IHEDIME naNny4Ye-
Hedl, paOuTENaCEHE @ JOMEDHEE HYEMAOE.

MpkMep: AOpUTYMOMa0 TUYKRCeTaH [MTTPWA-20] onmmeH SeiTe onvcas kak benkoean cybcTaduma. Tapoks
CHH ¢ Hogom-131 gonsed BelTh ONWCEH K3 XUMUYeckan cyDCcTaHuMaA.
MibopsauroHHaR MOJeN ONHCAHWMA CTRYETY DL M M30TONa NOKA3aHa HA PUCYHES 5.
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E class CTRYKTYpa .-__.'I

CTPYETYPA
+ MOAREEYTAPHAR TOFMYIA WI0TOn
+ SOTHHECKAR AYTHAMICTR
¢ TEUICBHEHME, K_CTRYWTYPHOMY TEFENGTASIERAI0 m_— :ﬁf;;‘:g"ﬂ*;‘fp?p—ﬁ:nmw
i CTEPECHMMUA P Hlﬁ; A
+ CTFYKETYPHOE_MNFEJCTAENEHWME M. LLE
+

THM_CTPYET YPHGM PSR TABTEHMA

F'I-'H:g,IHEI-H & — WHEDOopMALYWOHHAR MOOENE ONWCEHAA CTRYRTYRE M R30TON3

3.6.2.3 Moowdueagnka

HeobpaTHMbIE HIMBHEHMA MCXOOHON MONEKYNEPHON CTPYETYRR CYDCTaHU MM A0NHHE DEITL ONUCaHs| K3k
MOOWDHEAUMA NPpedWecTeyioWwero aeuectea. Mogudkkau«a cybeTas ke oDBI4HO NDHBOOHT K HOBOM XM=
Yecxod cybcTanumMK.

MpuredyadHse— MogubrKagiy sHM#YaCcRdy cyBCTAHUMA BCTRCTESHHEM OBpPa30M OTREMAENTCA B CTPYHTYR-
HOM NPEACTaBNeHHA.

HeotpaTMbl 2 MAMEHEHWA HCXOOHON CTOYETY Pl NONWMEDCE, BENE0D, HYRNEWHOBEE KHCNOT M CTRYKTYR-
HO-DAIHOPOOHONS BREWECTES JCNEHE BRTeE ONCHCadbl, WCNONBIYA anesMedTel knacca "“MOOMDMEALIMA".
Ecnd nponcrodrT MogudiMEaumMa OROHYaTENLHONR CTRPYETYDE, HO akTHHECKDE NoONOHEHAE JaMELWUEHNA HEWI-
BECTHO WK MEHRETCR, TO MOOMDMEALMA J0MHHE ObiTe ONKCAHE Kak AobaBnedye coCTABMBIX YacTel 1unK
MANEEYNARHER ParMEHTOR K MCROOHOMY BELLECTRY.

Npusep — Modughugupy s ve NpoLECER!, HANPUMEeD, MepikWansHan ofipaliomya, donskiel SLIME YKa3aHEF
HaM Modugurkayuy. TepMans e azpezupoaiel i ansByMuy npedemaegngen coGol cyBCmany Ur, DmiTL0yaH iy ¥-
HREA O ancfyMiuHe U ansSyMuHa, GE0EE UDOEBHHOED ¢ MEMO W B XUMUYECKUE 85EHMO8 CWl a0,

Ecnu mogiiME3LMA OROHYETENEHDN CTRYETYDE HE MOKET DuliTe ONpegena a, To 0om#Ho BeiTe NpuBage-
HO MAHHMANEH0E ONWCaHWE NPOUECES MOSHIDHIKELIMI.

e ———— T
COCTARHAR_ AL Th
e 2 e WA gl 18 i CTPFHTYP FAA_ W OO S AL
- | : +  IEHT MOMEATOR COCT ARHOH_MATTH
< MOUHTLHEOEAHSRR_ 0T ATCK 7|+ THILCTEYHT ¥FHOH _MOTHREALY T o]+ HAMMEROEASME_COCT aaHOR_KasTW
= N2NCWEIE_CCTATES & b DO CHRCT A RHOIA_HACT H
v THT MOJWaHaLk W +  THI_HOMAHECT B
o
-
MOUIERYTHAPHaIA_S PATM EXT
'm*m“_"mml * MEEHTARHEATOR _MONERYNRPHENTD _GRAMMEHTA]
T + HAHKEHOBAAWE  NOMEKTIRPHONT, 3PAMMEHTA
+ HHGIO_NAPAMET RO ::ﬂ:hmnmmrm .
MCMS HELALIMA_ A FEMTOM
+  HIEHTHEMATOF MOy LIMFVOWETD_ATEHTA R 0.t
¢ WOIHDHLMP VIOLER_ATEHT =
Q- v MPOUEDC_MOIWDHEA L HONWYECTED
=l FOMk
o- ; EERXHUH_NPEIEN
T R EST B — A,
i’ b T WAL ATEHTOM bl EdtHan
+ MAPSMETR v HE_HWCTHOEOE_JHANERHE
+  THN_KOMWSECTES +  HilaHWA_NFEREN
| CcREnREE

Pﬂﬂj‘HDIIZ g — WHPOpPMAEUWOHHEA MOSENE ONUCAHHUE MOONDALELHA
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3.6.24 CnpaepoyHan mipopsagma

Ona kaxaoro Tna cyfoTadurK AonsHel GbiTe COrMacoBasibiM cnocobom YEa3aHel SONOMHATENEHEIE
TeNbl CNpasoYHoR nudropmaduk. Takas MifopMauka MoKeT BKNKYaTe B cebf Knacchdrkaumse v uenesoa
HAZHAYEHWE AKTHBHEIE CyDCTaHLMA.

HacToORWWA CTAHZAPT HE COOeDMNT YEAIAHHE NO KNAcCHhHEaUW[ i PapMakonori{eckors NeRcTRRA Wi
ONpPEJENEHHID NPESNONarasMors LeneBons HaanaseHis cyDCTaHUMA MK KoOHTPONMPYEMEE CyDCTanuMi. O«
MEABSNAET YEAZLBATE TAKYK MHEDOPMALKK, BCNH OHa NPEOOCTABNEHA WNH DOCTYNHA. JTa dHdOopMaULKMa He
OCMHHS BRWATE HA TEHEPUPOBANHWE HOBOMD YHHEANBHOM MOEHTHDMEATORE.

CnpasodHan vugpopMauds JonwHa BeiTe YE3Zada ONA BoeX TMNOE CyBCTaHuMa 1 ANA KOHTDOMHDY Edkix
CYOCTAMUAR rpynne 1.

Moumesas e — HOesTEPUEEUAA BHOB, OT KOTOPE X NEOMIEENEHE GENEA, WA OPMALRA O LENAX ¥ KOOH, B2R-
THE W3 CHCTEM KOO@QOBAHAR, TAKME NDEACTAENADT cobof cnpaeoqsyn HAPOpMau«n. B HECTOAWEM CTAHLARTE NpeAno-
HEHA COMMACO8AHHAA CTPYETYRE, NPEAHEZHAYMEH HEA ANA YEa384HA TAKOW WHDOpMEUXH 8 Nnphnaadae © cyBoTadyme. Ocobean-
HO BEMHEl TEHWE CHOTEME EnAccHUEannd, Kak ATX BO3, NOF-RT AaMHHACTRaURY no 0enan eeTepados CLA. €0Topee
NOIBONAKT H0GMPOEATE AHEODMELWID O CySCTaHUMAN. MEQOpMAaURA O UBNAY BAaXHA ONA MOHIKNOHANEHEIE W NONEENO-
HENBHE X HTHTEN M MENLIY MONEKYT, TRPEOHEIHAYEHHE X ANA CEA3EBA HUWA CNELNEHH HeIX MONSKYNA DHE € MHWLSHER.

OTHOLWEHWA MEWIY INEMEHTAMK CNPABOYHOR HHODMALMK NOKAZaHS! HAa PHCYHKE T

(1111 f.“-p_gl:unv«rm DO RS Kr

CNRABOUHAT WHOOPMALMA UENE

+ TERRIEYAHAS 0 e WOEHTHREATOD ([FNEBCRD.
Hik EHOEHE _EE ME RO _MEHA
T BuAMb O T B
T LEMEBCTO_OPTAHAEN A
TALLENRA

= 4 & 4 =

FEH

+ HEEHTUOMEATOR _TEHA
¢ HAMMEROERAME_TERHA
+ NOCREQOEATENEHOCTR _MEHIE_ MPOMCNIHIEHE

[ 5 v

BNEMEHT_FEHA CIPAEDNHER_HOT0MHHE

+ HIEHT MBMHATOR SNEMEHTA_MEHA
+  HAMNERDEA-HE HEMEHTA_TEHA
+ THI_FIEMEHTA EHA

W CTR RS CRIHOND ACT O ML

EIWCs_ IR &BOH IO PG T Q4 -HEA
CEIUEMOCT sHICTR
TH_COPARCMHOTND_HCTOMHARA

LT MRt ieE CNRARCUROID ACT OYsHER

= F F b ¥

B
KA CHE WAL _CHECTAHLHA -
CREL_C_CYRCTRMUMER "

ofad
Loim prarG ATHE A A Cpiiz TRHUHR SIN9HA
W Lo g =S T ol s
EYRMCT AR, 3 SR E0TO O A
NPT B RR H AT hoE UET 3HH MY AR
3 T p ok ' H e e
CSCTe e OIS e Ol GO0 ke TE

HOEHTHEAEATOR CYRCTAHLMM
AR W EFCEAHE_ ChECT L
CBAsh

1 H_BASHWOEERCT BHRA
THM_KCGWIECT BA

+ o E E

KOA P EC TR

EEFXHHWA_PELEN
EAHHALA .
HE_MWCIOE0E 3HAHERME
HAGHHAA_[PEREN
CPEIHEE

8 4 B &

=]

FucyHok T — MebopMaLdoH HEA Modenks CNRaEoHOR MHOpMEL WK

3.6.2.5 MorogHsii MaTepdan
ONavcxodHoro MATERHANA SONHHA BelTe ONUCAHA TAKCDHOMKMA W AHATOMAYECKAA NOKANKIALMA, A TAKE

DPaKUMA BRLECTH, KOTODAR MOMET GETh NONYYEHa UMY MoarbuUMPOBaHa ONA NPOMIBoACTES CYGCTaMLMK.
STOT MHh oMLK OHHENE KNACS A0MKEH HCNONLI0BATECA ANA ONMCEHWA CTEYKTYPHO-PAAHODO0HL X 1A NONHMER-

HislX CYDCTAHUMHA, BEOENEHHEX M3 SHONOMMYEcKHX CRpen.
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Mpe HeofXoAMMOCTH, MCRONLIYA HOPMATHEHLIE CNoEAPE, OOMKHO BITe ONWCAHD TAKCOHOMUYECKDE 1
AHATOMHYECKDE MPOMCHOMDOHHE.
HHpopMauroiian Mogenk ANA KNacca WCKOOHBIA MaTepHan Nnokalasa 8 proyHss 8.

| clazs MexoaHkli mr&pﬁun/

HEXOOHBIA MATERKAN

HMOEHT MMEATOP_CPTAHLEIMA
HAACT_WMCROOHOMD_MATEPKHARA
HAMMEHCEAHME _CHPTAHKIEM A
COCTOAHME _MCEOOHOID_MATEPHAMA
CTAQAA_PAIPAEDTHK
THA_MCXOOHOND MAT EPKAILA

HACTE

0.5 [+ PNOKANWIALMA_YACTH
+ MACTH

4+ o+ s

©PAKLMA

TUMN_BELLIECTBA
DPAKLIARA

CPTAHMIM

BHI

rof_OCHOBHOM _ABTOPA_BIA
FOf_OCHOBHOM_ABTOPA_BHYTPUBMAOEOM MABBWIA
rof_NEPBOOTKPLIBATENA_BIOA

rof_NEPBOCTHPHBATENR_BHYT PUBMACBOMC_MMEPHAA
WOEHTMAATOP_MATEPUHCKOMD_OPTAHMIMA_BMICBOND_MMEPHUIA
WOEHTRKATCP_OTUQBCKOMD_OPTAHWIMA_BHOOBOMD_MVEPHIA
HNAGC

OMMCAHNE _BHYT PUBMIOBOMD_FMEPHIA

OCHOBHOM_ABTOP _BHIA

OCHOBHOR _ABTOF _BHYTFUBMIOBOMD MMEFMOA
MEFPBOCTEPEIBATENL_BWIA

MEPBOOTEPE BATENL_BHYTPUBMIOBOMD_MEPUOA

NoPANOK

PO

CEMENCTBO

THA

TUM_BHYT PUBMAGEONS_ 4B PULA

THA_MEFUIA

LAPCTBO

+ o+ E o+t F E ot F A+ o+t

Fuc YEIDE 4— |I'1H¢ICIIJMEL|HI:I-HH i MOGenke HCEXOOHOMD MaTephana

36.26 TakcoMomMus

TakcoHomrHeckan MHdopMauKrs JomsHa OulTe YEa3aHa ONA NONKWMERCE ¥ CTRYETYPHO-023HO0O00H bIX
BELECTE, 3 TACKE ANA CMELlaH sy CyBCTAHLWA, BROeneHHBs 13 BUONori4eckiny coen.

HacToAWMA CTAMOANT HE COOE0MNT DEKOMERIALUWA NO MEHERALME MNTH KEANKDWMEALUWA TAKCOHOMAYEC-
Kol MHDopManMy. Cornacoeasdian TAKCOHOMHYECKEaR MHMOpMAUKA OMEHA BaiTe BIATA W3 OrPAHHMYEHHOMD
YHCNA ARTOPHUTETHBIY MCTOUHHEDR .

3.6.3 XuMmuuyeckme cyGocraMuwe

CNACAHWE XHMHYECKHX CyDCTaHU M QOMEHs BENIOYaTE B ceba NpeJcTaaneH e MOoNekynapHod CTRYKTY-
plt, @ TEIKE, NPA HE0BX0OUMOCTI, CTEDS0XMMHYBCKME U PENSBAHTHEE DUIMYECHHE KADAKTEDMCTIAKA.

Nna gakaod XHMEYEckoE CySCTaHUMKM A0MKHD CRTE YE3IaH0 NPOCTOR CTRYETYPHOE NPELCTARNEHKE.

Ecny MABECTHA CTEDEOXKMHE, TO OHA O0MMHA ObiTe NONMOCTLM YHAAAKA. ECNW OHA HE WABECTHA, TO
DOMsMEl BT TOUHO UOEHTHOUUMPOEAHE NONCXEHMA, ONA KOTODLIX CTEREOXHMHA HEWMIBSCTHA.
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MpaduHeckoe NpeLcTaENeHne CTOYKTY PRl GOMMHD BblTe QONOMHEHD TEKCTOBLIM SNWCAHWENM ATOMOR M
MEHATOMHEIX CEAIEH B MONEKYNADHOW CTRYKTYDE.

Domersl BoiTe yEa3aHs QUECHPOBIHHLIE W NENEMEHHEE CTEXHOMETPHHYECKHME OTHOWEHWA COCTABHIIX
uyacTed cyBeTadu K. OnA cyBCTaHu M, COCTABHBIE YACTH KOTORbLE HMEKT NEDEMEHHYIO KOMIOIALWOHH Y CTE-
KAOMETDHIO, DOM#eH DbiTe YEAIAH OAANEI0H KOMMOIALKN,

HeragecTHAA KOMMOIMUWOHHEA CTEXHOMETDIHE JaHHOH COCTABHON YACTH WNK YacTel, eocnd Takosan
HMBABET MECTD, TAKME ACMHKHE GblTe YHAZAHA . KOMIOIMLHOHHARA CTEXMOMETDHME OCNHKHE Bbl Th YHATAHA KaK MOMK-
HEO MONHEE:, QONYCKISTCA TAKKE HEWIBSCTHAA HNK NeQEMEHHAA KOMMIOIALHOHHaA CTEXHOMETDHEA.

DHAMYECHEME CRBOACTEA A0NMHE BETE YEAZAHE TONBKO AMNA NROCTEE CYECTAHUME, MMEIOLWK NEPERMEHH YK
WK HEWIBECTHYID CTEXHOMETDHIO, BCIK C WX NOMOLW BH) MOXHO OTNHEMTE OBE CyGCTAMUHK DY OT Opyra.

B cTpyRTYRHOM NDESCTABNEHNA QONHHE Dbl Th ONHCAHE WI0TONLL. [0 BOIMORHOCTH GOMEHC DkiTe YRa3a-
HE MOMOHEHAE WK NONGKEHKR JaMeleHea. CyBcTaHUMe A0MHHE HMETE ONACAHKE, HE 3ABACALLEES OT CTEMEHH
WACTONHOrD 0G0raweHnA JaHHLIK DagWONIcTONokM.

MoaobHD RHMAYacEHs CYBCTaHUMAM, SenkoBkie CySCTARUMK (Nogpaigen 3.6.4) i HYKNEMHOBEK KKCNOT
Inoapaigen 2.6.9) gonmsHsl BeiTe ONMCaHbl KK 0T 0ENbHBIE ONDE0ENEHHEE MONEKYNADHEE COSUHE A, MFK-
POTETROOMEHHOCTE Wi A0NHKHS BETE ONHCaHa BCNEeqCTEHE NPHCYLYER el BapHabensHocTH. L{dKNv-HeckH e nemn-
TAOEl K TE, 4T0 B OCHOBHOM NESWIBEOEHL W3 HE NPOTEHHOMNEHHESR AMAHOKACNOT, 8 TAKEE CVILECTREHHD
MOOHEULKWDOBAHHEE CRMMCHYENE0THOL GOMEHL DETe GNHCAHE KaK XMMHRSECKHE CyDCTaHUKK.

MudopmaynoH+an Modens onMcaing XMMHUYeckor cyDCTaHduUMIK NoK32aHa Ha pucyHKe 9.

class Xusasiecxkan cydoranymn -

LM MHECHARA_CYBCTAHLUMA CAPABOYHLIN_HMCTOUHME
+  NPUMEYAHWE 0.7+ W CAP2BOYHOND_MOTOUHWES
+ CTEAMOMETPHMECKAR +  HRAGC _CHPABOUHOM WSTOYMHMEL
4+ OBWEQCCTYMHOCT B
4 THMN_CNPASCHHOMD_MCTONHMEA
¢+ ATHPOBARHWE_CNFABDHHCTS MCTOYHAKA

HE_CTEXHMOMETPMHEGKARA

v YMCND_COCTABHER,_YACTEN

o 2.0

CEOWCTED COCTAEHAR YACTS

HIEHTUGAKAT OF_CYBET AHLIMA HAEHT HEMHAT OP_COCT ABHOW_MACTM
HAMME HOBAHVE _CROACT BA HaLM E BOBMHWE_COET ABHOF_YAGTI
HAWME HOBAMME_CYECT AL POME_COCTABHIA_ YACTH
THM_KONMYECTEA THMN_HORMYECT BA,

THM_CBOICT BA

+

+

+ o+ o+ +

+= + +

HOMHECTED

BE P HUG_NPEOED
EfjiHsLLA
HE_4WCNoBoE_aHAYEHME
& HKDHHWIA_MPEQEN
+ CREOHEE

F"HG'&'H ol — AHPopMaguosHAR MOOSNE ONECAHUA XEdMHMeCKoRA n'_"_l,'ﬂlGTE HUM#W
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3.6.4 Benkopwie cyGocTaHUMK
Boo cyBCTaHyMH, COOSPMALLINE ONPegeneHHYID NocNagosaTensHocTe L-ans{a-aMrHOKMCIOT, coegu-
HEHHEBIX MNENTHIHBIMA CEAIAMA, J0MHHE Dbl Te SNMCAHE., MCNONE3YA INEMEHTE ONUcaHAA Denkos.

MpAareYade — CuecH SENKOE, HENPHMED, HMMYROINCOYNAHE, AMaow@e Sonswoe SHenG oTLensHBx Gan-
HOE C DA3HEIMK NOCNEROEATENEHOCTAME, JOMN®HE HkiTh CNACAHR K3K CTPYKTYPHO-PEIHOPOOHEE CYoTasLNE,

Bankn, y KOTOpbIX OTNHYaKTCA NOCNEd0BATENLHOCTH, THI MNHECIMNWMDCEAHKA, OHCyNeDHGHLIE CERIK
MM MONOEEHWA TMHEOIANMPORAHHA, O0N#HHE ObiTh CNMCAHE! EAK DAIHBIE CyBCTaH LK.

Npumep — Wemepgepod ansgha-2a o vhmepdepor anega-2b, ¥ komopex mocredogamaeNsHocm U Omau-
Warm oA odHUM ocmamiom, donwHe GeiMEe ONUCAHET, KK 0mdensHe e cyioimanu.

BenkK GonHHel COCTOATE K3 OOHOA HNK HECKONBEMX GeNKoBbIX CyDbEaMHHL.

Boe HE MHEC3IMNMpoBaHHEIE BEnEd QosHsl S TE ONMCAH LI HEIABACHIO 0T METOOA CHHTEIA, KNETOHHOR
MHHKK AN BRONOMMYEckoi Coe bl CPraHHaMa, W3 KOTOD LI Genok BN NpOMIBeaeH MW Beienel.

BenkK gonHHel DeiTe ONKCAHE D3 Y4BT MUKPOreTEROTEHHOCTH,

TN MAKCIKNKPOBAHHA JONHEH OTREWATE CYIUECTEEHRBIE DA3NWYHA B IMWKOAANADOREAHWA W Onpege-
NATLCA B JABMCHMOCTH OT BUOE KITETHH MMM THIHA, 13 KOTORoN Genok Buin BulOeneH.

Ona onucaqHis TR MHKOIANTABOBAHKA ASMHEH HENoNEIOBATLER OIPaHHYEHHLIA HABOD HOPMATUBHLIX
TERMAHOE,

Benkn Jon#He DblTe ONACAHL! KAK BOHEYHAA IKCNDECCHDYWARCA NOCNEACcEaTENEHOCTE, NPERY PoOPD
DENKOB C CHIHANEHEME MENTAZAMA 4 ADYTHE NPERYRCopal DEMKOE HE SOMHHBl SNWCHBATLCA.

Benkin, KoTopEE HeabpaTHMO MagUEHUMPORAHS! C NOMOLLER XHMAYECHOMD MNK PHIMHBCKOro Npouecea,
DonMsHEl Dbl Te CNUCAHE KAK DasHBE DEnKM.

B onucaddax modudiMuMpoBarHHbix DENKoE GON#HHE DeiTh YEaIaHE CTRPYKTYDHLE HIMEHEHHA, NOCHI0-
WedwHe B pasynbTaTe MoguihHEaLHMK, 8CNH KOHEYHAA CTRYETYDA HIBBCTHA.

B onucadnax Mogddiikaudil 0onmHe BelTe YEaIaHe WNKW COCTARNAKLLME YacTH, WK MONeEYNADHEE
hparMesTel, NPUCOEGUHASMBIS K CTRYETYDRE Benga. ECnH me MogudMkayqa KOHEYHOR CTRYETYD b HE NPOHCK0-
OHT, TO BMECTO 3TOND QOMHEH GbiTh ONACAH NEPOUECS MOoOWEHEaLLIN.

MonesynAapHee @parMedTes JoMHHE BMETE EYHELMOHANLHY 0 POk, KOTODas Oom#Ha BolTe yEaaana ©
MOMOWER HODMETABHOH TEPMAHONOMAM,

Ona cneusdordubix ModsEaui Gon#sHb Gk Te ONUCaHbl TONCESHRE B MOOWEHUWPDOBAHHEIA 0CTATOK,

MocT-TpaHCNALMOHHEIE MOOMEDMEILAA J0NHHE DETe YEZ3aHSE! TONEKD B TEX CNYYRAN, KOT0a OHK CYLWeCT-
BEHHE! 07 AKTHEHOCTH MWW NPACYTCTEYIOT B JOMUHKPYIOWHE SopMas Genkoe.

B HekoTopBIX CHTYAUMAX MOSZUgREILMA HEe MOKET BblTe GNHCAHE KOHEYHIHR CTRYRTYPOM. B Takkx cny-anx
NEPOUEcs ModrdrEaume AonHeH BulTe ONWCcaH MAHKMANLHBIM OD0a30M, YR30 B8 MOGWEHLHEYROLWKWA areHT
MK DHAMHECKHE YCNOBKA, KOTOPEBIE BhIZBANK HEODDATHM bIE MAMEHEHIXA.

CHULLEMHAR KPOBE KIMTH BRLWECTER TEAHEN, YeA NpeZNonaraemas yvHELMOHANEHOCTE OTHOCKT CA K Genky
HAK K OrpaMHYeHHoMyY SAcny DenkoB C© painkyYHBME HIBECTHERMM NOCNEL0BATENEHOCTAMA AMHHOKMCNOT,
OOMwH bl Bl Te ONUCaME KaK GenokK,

HERGBANEHTHEE BIaMMOQEHCTEAA MmOy GEnNEamid WK NENTUIHBKMA JEEHBAMM HE 00MHHEl GbiTh YEa-
IaHbL. MoknioHeHe COCTaBNAKT BanNEnBbie A8 HLA, TECHD ACCOUMHPYEMEIE G XODOLWO SNPEneneHHoR KoMno-
IWLMOHHOH CTEXHOMETRHEH.

MoweT OeiTe TAKHKE YHAIAHAE CNPAB0HHAR KHQOPMALHMA, HE BXOAALLAA B COCTAR KOEHTHDHLMDYIOLWER,
BEMKOHARA;

- TWM & NOOTIN Gena,

= NHradd, NogIosKY MK MEWLEeHD,

THM BIAWMOASACTBIAA GanKa,
= @M, NPOOYLHPYIoW KA Benok.
Mo BO3MOKHOCT M CNPABSHHAR HHEDOEMa LKA D0N#HE DpiTh YER3aHA, HCNCMNBAYA HOPMATHEH bIR CNOBAPE.

MpaMmedaHwa

1 MoHOENOHANEHEIE MMMYHOTNOGYNEHE ONACRIEE0TCR €86 BNk, CoMATRONHH, HETNMECINNUPOBEH HEIR Genok.
HOTOpeld Be paBaTe@asTen e E.Coll, KNeTEAX MNEHONATA LAY W QRO EEERIX KNSTHAX, D0MHMeH Db Te ONWC3EH €88 0048 1 T2
e CyGCTAHUAA HEIZEMCHMO OT KNETOYHOA NMUHWKW, HA LOTOPOH DM BeIPALLEH.

2 H TEekyUiHM TUNEM MMUKGIMRHPOBAH WA OTHOCATCA FPHBROBRIA, PACTHTENEHEA, ¥ HNEHHCTOHOMMS, NTHHA, ¥ MITE KO-
MUTROW MY, ¥ HENOESKA.

3 WaMEHEHWA O3%e B BOMHCTEEHHO® AMWHOKMENOTE OOMKHE NPMEGOWTE & pE3HeiM CyDoTaHydAM. Hanpumep
WHTep@epoH 2nbda-Za W @HTepepoH ansda-2b, ¥ £0Topsis NOCNERCEA TENEHOCTH OTRWHANTCA OOHO® BMHHOLHCNOTOR,
Son#Hel G Te ON@CaHs, KAKOTLENEHE 8 CY GCTAHUMM. ATDETEpOBEHHERA BNstysMueH Y8N 0BEKE CRIBODOTOHHE A, NOMYHE HEk R
B pE3YNETATE HEoBPATHMOE HACT N HOA W ARHSCHDR JEHATYPAUNR, JONHEH WOesTHP UM POBATECA KaK CYBCTAH YA, DTAN-
HESLARACH 0T anedyMiHa HEN0ESKE CRBORPOTOMHOID.
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MudopmaunoHsas Mogens onMcanug CengoBoi cyBcTaHUMK NoKazaHa Ha pucyrke 10,

class Berkosan CyScTaHUMA A
MM LA LIWA EENOK CROHCTED
mokes 0o+ AMCYNESMOHAR CERZL g+ WIEHTHOHKATOR CYRCTAHLLE
A EERST U0 GR MR YRR + NPV EYAHVE + HAMMEHZBARVE _CEOACTEA
A TR |+ THN_NOCREQOBATENBHOCTIH i HEMMEHOBARVE CYECTAHIHH
Tl THE by M b HE R | t HHCNG CYEBEOMHMLY + T _EONPHECTSA
HIE TOALIEA O0 YR T | v TWI_CEQRCTRA
F." poREKY R _BEC
+ METOO MONECYNAPHOMD BECH
. +  TETL_KONMMECTEL
1. + T MCNERTIAPHONS BECA
CYEBEAWHMLLL_ BEMHA
o
4 W_TEFMEHANTGHAR_MOImsiALS
+ Ak T NMHOZANAF DBAHKE
+  WIFHTHOHEATOR S TEPMAHANhHCH_ MO eHEALEA
4+ WIEHTIHSARATOR b TEPSMAHAN BRI W ODodALEA + G MHEC3ATAPDBAHWE
+  MOCNEACBATENEHOCTE +  H_MHKZEANHPOEAHWE
1 T TEPMEHANRHAR_ ML aAKALFEA v O MMEAKO NP OSaHAE
+  CYEBEOMHHALL + T HM_MAKC3SANHP DR M
o 1 1
CNPABCYHBI_ MO TOURH HOMEAYECTRO
+ WA CTTFABDUHOM ACTOMHALS +  BEFXHWA_MPEREN
+  KMACT CIPARGYHSTD HCTOYHHEA, +  Elprdls
+ DELEQRCCTYIMHOCTR +  HE_UWCNOBOE_3HAUEHVE
+ THM_CNPABDUROMS MCTOHHALA ¢ HeWHAA_NPEOER
+  UATWPOEAHAE_CNPABCHHONTD ST OYHMEA + COPFEOHEE

PucyHok 10 — MHEODMALMOHHAR MOOENE ONACAHRA Benoaod cyBoTaHURM

3.6.5 HYyKNeHHOBLIE KHCNOTEI

MoeH THDUUMpYIOLAMA INSMEHTAMA HYKNEAHOBON KMCNOTEl J0MEHbl ObiTs NOCNEN0RATENEHOCTE, THN
(PHI, OHK, cpewantei), a Tase Boe MogudiMiau9y, NOBNMABLLAE Ha MONEKYNADHYD CTOYETYRY.

MeHsl, MNAIMAOE, YACTH BADYCHLIX BEKTOPOR, MCMOMNLIYEMEBX B FreHHOA TELANWMA, COCTOALME M3 AMUHD-
KMCNOT, O0NHKHE BblTe ONUCAHS! K3K Hy KNEAHOBENE KWCNOTE.

OTOenbHEE INEMEHTE TEHOR J0NMHE B5lTh OMUCARL W HASHTUDMUWPORAHE KK CYDCTAHLMA.

Heobpatumeie mogudskaumi, Dyge To hH3MYBCKNE MNK XMMAYECKHE, KOTOREE HEOSDaTUMO MOogrdILKM-
YT UCKOOHYID MONSKyNEPHYIO CTRYETYRY, QOMEHs BT ONMCaHE & MCNONLICEIHUEN INEMEHTOR KNacca
b AOO AT RALLAA -

Ona reduoil Tepand| B KEA4ecTBe HIeHTUMEATODa NOMNWHA KCRONLICRATLCA BCA NOCNEA0RATENEHOCTE
TpaRcOpMUDYIOWErD TAHCAY LM PYRILLETD BEKTORE. Kan bl ANSMEHT réHa omsed DeTh YE33aH 4 anpeae-
neH Kak cyboTaHumMa.

NMopumesas e — K 3INEMaHTEM TEHOE OENEHE OHTE OTHECEHE NPOMAOTIpSl, 3HESHCEPE, CARNEHMCEDBI W T. 4.
Anw HYENEMHOBE X KACNOT, HCNONB3@eMEE B F8HHOA TEDANKA, LoNEHS fRITE YEAZAHA BCA NOCNS00BATENLSOCTE TRARCTOP-
AR HD il.|E-I'l'_'ﬁI'T|:l BHCAYHHDYSIWEND KOMNOMEHTS BMECTE C KaM kil INeMEHTOM M8Ha.
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HHdopMauronian MOogens SNMCaHAR HYRENTSMHOBOW KHCNO TR Noka3aHa Ha proyHEe 11,

-t.liss Hy®NEHHaoaa Iﬂum__’_..-"
MDA AL A HYKNERHOESA_KRCENGTA [ CYERE JHHALLA_HYKMEWHOROE_ACNO TS
suf -  OEMACT b_MAGPHIMaA LA 1 4]+ ITeHA
LT N TE L e L T » [P EYarE + MOCPEADEETEN=HDCT R
BT + TAN_NCCIEQOSATENRHOCTA +  [HATB_NFUM
e U HE L LI T + WACTID_ CYEREAWHA| + CYEREIMHHA
HECTCOALLE 30 TE v TP NP
[
CTPABDYWHEIA_RCTOHHAE
s WA OPABSHHO MO HCT D4R
e KNACC CNPARCHHONT HCT DM RIS
v DELELOCT yTeOCT i
+  THA_CTIPAECMHOM WOTOUHME,
+  UHMTHPORAHAE CNRABCHHOTD WMETDHMHHE,
D." q.°
GG TR | MORELYNRPHESN_BEC
= MOEHTHEVHETOR CVECTAHLEM [ |+ WETOIL MONECYTRPHOM_BECA
s HAANEHOSAHWE _CHOVCTEA + THI_KCNHYECT B
= HAMMEHOBAHWE OYECT AFLHA ¢ THN_WCTERYTIAPHOR BECA,
= THI_MOMHHECT BA
= THI_CBICEACT Bh
i
HOMEHECTBO:
«  BEPxEMA_NPEAEN
a EfH-RALA
+  HE_UMCNOS0E_IHAUEHVE
+  HESHHWA_TPELEN
+ CPEOHEE

PH{':.I HOE 11 — MIHpOpMBULHOHHER MOLENE CNWCEHWA HYENSHHOESA KMCNOTR

3.6.6 Monumepel

Knonusepam 0THOCATCA BELWECTEA, MMEDLWE FeTEpaTeHHY IO NPUDcaY # CO0epHaALME NOBTOPAKWHMECH
CTRYETYPHBIE 8OHHMUL .

Ona vaeHTHdHEaUH NONMMEDCE A0MKHD MCNONEI0EATLCA COHETAHNE HODMATHBHOINS CNOBAPA C NEea-
CTABNEHHAMMK MONEKYNAPHOR CTEYETYPL NOBTORAKUMECA CTRYKTYDHBIX B80KHKU, HOEHTHEWEALWMEA JaMBECT-
Tened, KoTODLIE NDWCOBOMHEHE! K NOBTOPAKLLSACA CTOYKTYPHON E0WHHLE W ONUCaHL Kak pardedT Wik
COCTARNAKIUHA ANeMEHT MOAXMGMKALKRK, MONERYIADHEM BECOM WM NONKOHCNEPCHOCTRIO BRWeCTEa. CTa-
NeHE NONHMEDHIZLAM, BMOHOMEDE, MCNOMNBACBEAHHEIE 0NA CHHTEZA CHHTETHYECKUX NONUMEPOB MK CONOMMBAE-
pOB, MCXOQHOE BEWECTES ONA NONWMEDTE BCTECTEBEHHOMD NPOHCKOMOEHRA, KOHEYHEIE MDYNNL NONHMEpos, 3
TaKEE DHIAHSCKAE KTH BACONOTHYECHHE CEORCTRS A0MHHE BbITE yRAIAHE, @CNH OHH HIBECT Hil M HEOEXOTHME
ONA pasndHedks eewectea. [onkMeps gomsHsl GuiTe ONMCaHbl HA YROBHE CNeUMdMYHOCTH, A0CTATOYHOM
ONA pPaInNMHEHHs BEWECTEA, W GONee WHpOoKKHE ONHCaHKA NOMUMEDOE HE DoNHHE NoOWOATLCA.

Npusepsl — QA odeqdm U uray ot MoauMepod, oS0 S U MO0amo @Al Fecd cipyRm ypHee 80 uwH Ul Bi
ACAUIMUNEHEAUNOAR, acesda JoNMHE UCAOMEIOGAMEEA UG CMENEHE TOAUMEDYIFLUL, MUED MOTEKFARDH LG
gec. QW an ey Femanuyul MoAuIMUNEHEAUKONA He dom¥HE udenmuuyupesamesc kak cyGomanyun aaudy 3Ha-
HUMERLHEIX EAPHAUNG 3MUX MUAQE S8LECIES ¥ COOOPENBHUDT S30MACHOLMY, CERIAHHLIX OO CMANaHba TonL-
MepuIauuy.

Twn nonuMepa Jonxesd onpelenATLCa No YUCyY NOBTODAKWKXCH CTRYRTYRHLE S0dHKL | NO CEAIAM
MEXY HMK. Jonked BbiTe pazpaboTad HOPMATHEHRKE CNOBAPE, TPESYEMBIA AMNA CNWCAHKA KAAcoa NonKMe-
pa, CTOYKTYRE NONUMEDa ¥ TUNA NOCNeJ0RaTENsHOCTH CONoNHMEpa.

14
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DAY ECHAE MNW BHONOTMYECKNE CEOHCTE DOMHH B YUHTEBATECH NPH MOSHTHEMKALMK, 8L ITH CESO8-

HUA HEoBX00MMEl ONA PAINHYEHKA TONKMERHEIX CyBCTAHWWA ApyYT 0T APy Ta ¥ CBAIAH C MONEKYNADHEIMK CTRYK-
TYPaARK NOMWMERHOTD aHCAMBNA.

NMoumesasne — Eu'II:I'EEP-HhIE' IHAYEHWA ENACCa NONUs2pa QONEHE BENOYETE B calR rosMonanEMen W Conon:s-
MED, FHAYEHAR CTPYETYRE NOAMMEDRS QONEHE BENOYETE B cedn MAHERHYSD, PAZEETENEHHYH U NPOCTRAHCTEEHHYH, 34 aE-
H#A THMa NocneloBareNeHICT COnondMEra A0NHEHs BENKYAT: 2 cefia He pEryIADHEIA, finousbIA W HEpeOysILWACH,
MHOSKS NONAAWCHEDCHOCTHA NONHMERE CHEHD BEIMHCNAETCA KB OTHOWEH HE COEOHEEIBEWEHHOID MONBYNAPHOID BEBCE K
CpeaHe-HCNOEOMY MONEKYNAPHOMY BeCY Taguwe caOWCTEE, KK BASKOCTE, CERTORACCEMBAHME WK CEOPCSCTe QCaxOeH A,

ABNAKDWHASCA NOKa3aTenerM MOoNSkyNAQHIND BECA, 8 TREKS BHonoru4ecne CEGACTES, HA ngAsep ﬂHI'HtiHFr-DEE.H WME e pMeH-
TOE, TAECES MOMNYT CNYEATE CTIAMHTENEHEIME NPHRIHIKI MHA.

WMHpopsMaUMoHHAR MOJEN: ONKCAHKA NONWAMEDE ROKalaka Ha pucyHke 12,

| clams |'|q.|1|u.p_.__.-"I

HC.I:D.HI-H:!E_BE.I.IEGTEHj MoONEMER CIHCAHH E_MOHOMEFS
RS " +  HNACT NONHMERA @ sy THD_FOMEFIECTESE WOHTMERSES
ERUHOTEDS W 1 RO MO0 —— + MPHMEYAHME +  YACIES MOHTREPDE
NpLHREaEa FAICTEHYHN = CTPYETYPS_SHTHMEPRA
M D Dy TH R +  THN_NCCNELCBATENBHICT H_CONCHMEPA
UL B HSC
LT —
e
NORTOPECLILARCH_ YR TYE s
+  THT_MCHWYECT BA_NCBTOF UMY CA_CTFYET YFHRE_EQHHML]
MO EHE HEALIME I o LTI NGATORSOLLMECR_CT PYRT vRl_EJMHRY
ralds i_ or
QAT HEn G HD WAEHEHPAYHE ||
BELLECTES [N OO EF
LRI T X TR TEE YO PR B ' -
BT L ey +  MOEHT MEMEATOR MOHGMERS
& HAMKEHOBSHYE_MOHSMEFA
q o e THN MONRHWECTRA
& _
ST ABOMHHBIA_ HHK NOETIPARL ARCH_CTPYETFPHAR_EJHHMUA
CresBaCdy - |
: ﬁ";? ﬁméﬁf{ﬂ??&ﬁuﬂ v OPHEHTALMS NONAMEFCESLIMA
), C;EI .I=.:I_!';|".T"'|1I-'Ci:‘-'h - + MNZATOPRALARCH CTFPYHT yFHAR_EQWHALA
+ THI_CIR AR T S M, + TR MEHIMMECT B |
*  UHTHWPORESME_CTPABDHHOMND AT OMHMES,
L
LCTENEHE_NCANWMEPHIALMH
¢ CTENEHL_MEATHMEPTEALLHH
+  THN_KESNAYECT Ba,
[V =

T I A P H B

A + METOf MONEKFTFRHOTD BECA .
T _WOTMYECTRS 1 1 i
R | + Tl MONECMARROND BECH

KOS ECTED

HOEATHeHKaTaP_CrBCT At 1

. + - H EEQE

+  HAHMEHOBAHME_ CEOHCTBA L E'ﬂﬁﬂﬂ' i

»  HAHME HOBRARME _CYESTAHLMA +  HE_WACNCEOE _3HAHNEHHE
¢ THM_KCMSECTRA e Horma_PEILED

+ TMI_CHORCT BA + CPEIHEE

FHocyHok 12 — MAGopMBLGUMORHER MOJENE CNHCAHWA NONUMERa

3.6.7 CTpYETYPHO-PAZHOPOOHEIE CYOCTAHLIWK
CyBCTaHUKMA, KOTOPRIS HE MOrYT BeiTe NPEACTARNEHE KAK ONPaHUHEHHOE YHCN0 OTHOCHTENBHO NPOCTEX
CYGCTAHUMH, TO 8CTh CMELWAHHER CyDCTaHUMA, QOMEHBl Dbl Te ONKMCAHE KAK CTRYKTYRHO-PaZHopogHBIE,

20
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OnA noedTuchMEaLMM CTEYETYPHO-PaZHOPoSHEX CYBCTAHLMA JoMHE BeiTk YEa2aHE HCXOQHOE BELIEC-
TBO, W3 KOTOPOrS NONyYeHa cyGcTauuWMa, MoOuEuEaniy, KOTODLIE NDHEENK K HEoBDaTUMEIM WIMEHEHWAM
HCXOOQHOMND BEWECTES, WHMA GUAHYECHME NE0 BUoNoOTHYBCKWE COORCTEA, NPUCYWHWE MONEKYMAPHON KOMMO-
IWLIMK BRLLECTRE.

DHIMUBCKIE MMM BUONOMMYECcsMe CEOACT B A0NMHE! BT YRA33HE TONEKD B CIYYSAX, KOM0Aa OHK CyLWec-
TBEHHEI GNA MOSHTWEMKSLMK 1 DA3NWYEHWA BELLECTRA.

MprMeyaH e — DONBLUWHETES CTPYKTYRHO-PAIHOPOSHEE CyDCTEHUMA NOMyYaHD W3 BHonoriyeckiie oprasMa-
MO IMd MOTyT Bl Te TEHME CROMHEIE NPEPOOHES MATERWANE, HENPWMED KEMEHHOYMONSHAR CMONE UMK HedTh.

Mpusmep — Megwan Hegrmes OMAUHESEMCE 0M Hedhmu caol ARIHOCIEK 4 YAeTbHEIM §8C0M.

CYLECTEEHHBIM ANEMEHTOM WIEHTHQUKELWA NONUIWCNepCHEN CYBCTaHLWA BUONOMMYecKors NpoKc-
KOMOEHWA BENASTCA POAHTEMECKMA ODraHmMas, OT KOTOROMD B0 NONYYEHo HCHOOHOE BEwecTeo. OnA pogu-
TEMNLCKWY OPTAHUAMOE HEoBXOOWMO YXaIaTeE TAKCOHOMMWIO OT CEMEACTES NO MoHbWER Mepe 00 BKoa.
BapkaHTel, KyNbTYDEI, WTAMMBl WM CyBLWUTAMME! D0NHKHE] YH3CTEOEATE B MOEHTHMRUEALWA, BCITIA BHYTPUBMGO-
BbiE@ DAINHYHR NPHBDOAT K OWYTHMEM HIMEHEHWAM QyHELAOHANSHOCTA WK K0MNoIMLKMA. LlapcTeo, TN,
KMACC W NOPAOOK MOMYT BaiTh YKI33HLI, @CTIM OHW MIDECTHE, HO 3TOT YPOBEHE TAKCOHOMHK 0BEIYHO HE ABNASTCA
CNPEnEnALIAM 0NA HOeHTUEMEILMK,

N pPAMEBYAEH®E— D,I'IH PECTHTENBHE X Ty D-GTEHLIE‘EI.:I ofibidHD YHBARESRT CEMERCTED POAWNTENBCROMD ODraHWEIME,
B, B8R0 ASBCTE @MW 43CTH. Ecnu HCNONe3YHTCA KOHEDETHRIE HBCTH pPACTEHAR, TO ANRA I{CIE!'.THEFI:*HELI_HH HEE‘EHI}HHMD YE3-
33Tk CNWCEW OTOSNEHLIE Y43ACTER HANPHEMED, UBEETOR, MHACT # aTefens. Moxer I'IEITﬂEEII:IBETbE—'FI TAKHE YKA3aHUE CEBIMBRTA
HUIHEHHOMND UHKNG PACTEHWA, HanprMep DonHoe UBaTesH S, HED&,CI_Q,I BapKa BenNsH0CTY COCTAEMAD WiME, NONYyYaSME < 8 Mpd-
BeLohY RCTREL WA -:FIE-ETH{IFIHTEI'II:.. TeMnepaTypa, B:FIE'MH:I W 3FBACAWWE OT :,ICJ'IEIEHI?! DOOTE (CEI0H, MECTOD I'_'t-II}FIE. THM MG~
HEER, HCNONs3CEAHHE :p',EIEIE-FIEH W, EOMN@YacTE0 QHEBHOTD CEBETE @ Boak 1. BHonardsiecLne SECTDAKTH JONEH=l Age HTI.'ll:FI ML M-
DOERTECA CEOWMM UCTOMHUEDSM, BCNd TONERD OHE #e NpedCcTABNAKT cofod HOHKRETHYH ¢IFI\EI€L|¥|H:I MMM EN3cc XHMAYMSCKAR
COEOWHEHAA, HANZHMEp CEHHOIWOR I;c'l'lld"{l:l SHO= A=TPAXKMHOHE, HABNSKEEMOND #3 Senna alexa I'Idl'll"l-E:l.

CopT MNK PasHOBKAHGCTE PACTEHWA O0NKHE GLTe YEIIEHL K3K NPWIHAK Dyrod cyGoTaHUMK, ecnK
CYLECTEYIOT PAINMYHMA B COCTABRMAKLLIAY MNK DYHKLMOHaNEHOCTIA. [NA opyridy opradnasos, obere[o gna Gak-
TERAR W BADYCOE, HEODXOGMMO YESILIBATE MOOBKMA, BAPHAHT, WTAMM MK THN, 4To0R 0GeCnednTE akkypaTHo:
CMHUCAHAE 1 OTIWYHTE OT ARy CyBCTaHUKA.

Npusmep — Bposkoay & 3xcmpasm Spokkony donmbe Swme ONUCaHs KAk odHa o ma we cyfcmaHuun.
Eposkkony U YaemHan Kanycma, npedcmasnAR W Ue DaINUYHEE 20YTMEl COQMOE Wiy paiHoeudsocmed Brassica
OlEFACEs 4 OMAUYARWTECH AHEWHUM audoM U COCMmaananumMy, donsss GeiMes ONUCAHEl KAK paiHbie cyl-
CAMAHLLL, HECMOMDA HA MO, YN0 YMenm 0dUHARDaRIE 238K U NpUHAdNexam k odHoMy U MoKy we audy. Bupyckr
epunng donxsel GEIME OMUCEHE HE YDOAHE, O3 800 WEM GMTEYUEME PATMUYHE S WT SMMEl SAKHUH.

MoNMENCHANEHEIE MMMYHOTMOGYTTMHE DOMHHE BBTE ONUCaHL KEAK CTRYKTYPHO-DAIHOROOHLIE BELLECTRA
C YHAIIHHMEM TUMNZ MMMYHOTNIOSYNMHA, WENEBOTS AHTHIEHA, 3 TAHE BUOA HCTOUHMED.

KreTes # TEAMA O0MHE BT OMACIHE KAK CTRYETYDHO-DaIHOPOOHEE CYyECTAHUHK. Ha ypoame cyBcTam-
LM YEAIAMAE KOHKDETHOM OOHODA UMK CTENSHIA NYNHPOBAHKA He TpedyaTca.

Macna, CokK | 3KCCYOAaTE pacTEHHN GoN¥HHEl BbiTe OTOENEHEMK CYECTAHUHARK. Macna W cokd QomHe
DT ONUCAHE KaK QRakudy BRWSCTBA, M3 KOTOPOrD oK Beldeneqs. Bewecrea w npoyeccel (HAnpaMen, spe-
MA, TEMNEPATYPA, PACTEOPUTENS), KCRONLIYEMEIE ONA NDHIOTOENEHKE IKCTPAKTOR, BAPsMpyoTCA. NoaTomy
ACCEHUAM, HACTONMA W OTEAD bl HE JOMMKHE CIIYHKNTE NRURIHAKOM PAIHEKE CYSCTAMUMA. BMECTO ATHX XapaKTepuc-
THKE AONHKHE BhITh YEAZAHE DOOUTENLCKWA ORTaHAIM U T 80 YACTE, M3 KOTODOR OHK MPOHIBETEHE.

Apumep — OAYEKDE0E MECAD ASAREMCA ORYEMOELIM MICTOM, MONYYeHHEIM w3 Olea europaea.
AMEALCUHOBEIL COK RENREMCR G PFEMoaLIM CORDM, NOAYYeHHbIM U3 Cltrws sinensis. Jemene i wad U 3HcMpakm ki
JENEHOE0 YA donKHe! SoiMs ONUCAHE KAK AUEMBR Camellia sinensis.

MHchopMaLMonHan MOgens ONACaHKA CTRYETYDHO-Da3H0poaHoR CyBCTAMUKK NoKalamHa Ha proy e 13.
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Tl _IMHED3HMAR SRAHAR TR Dol Tl Cfettlondl © TpOWitbicdD MHEEE -k

THN_KEQNHYECTRA

T RMEDSHIHP R HAE mwpm_pnﬂuﬂmumn_ﬂvﬁcmm]; CROBCTRG
+ G MuKoaMNHAoRaHKE  Jos + TEHMEYAHIE 2 c|+ MOEHTAIMKATOP_CYBECTAH M
¢ H_MMHOIUNHAOEAHHE - ¢ HAMMEHDEAHVE_CHOWCTBA
+ G TIHEOAHMAROEAHAE fIess i HAMMEHDEAMAE CYECT AHLAA
+ ¥
+-

5 OOCT AN AL THI_CECECTRA
] - i
.
CNPABDYHEIN_RCTOMEME MCIﬂEmFlF'HHﬁ_EE: ‘ KOMAYECTBO I
+ I CNE ARG T Crisiedn +  WETON_OREKY AP HOM_BECA 1+ BEP:HAR_NPEEN
+ KTIALG CNEEBDNSOTD WACT OEHHA +  TeN_KONE-ECTSA =+ ELMHAR
+  OEWERSCT ¥IHIGT R + TP _MOPEKYNAPROM_BECH =+ HE_4HCNABOE AHANERHE
+ THI_CTRABOUHCT MCTDMHVHA i+ HAHHW_NFEJEN
v UATHRQRAHSE CNPARDWROND WOCTOMHUAES L+ CPEN-EE
|
oo 1=
LIl B AT MEXONHOE _BEULECTRG
Tolea nales
ITH Codm e H B E- M WO HE A W BAL FoThD WA RO TOICTG NP0 ASEEHE
Facy 4T AT aen
Cu grarpasrsy” Moodpica e = LW aWmpesHy "MeicaHoe
FHaCTEA el iy LisH TR Bl JE2TRY & 1 STl 02 L T

PucyHok 13 — MHdopMaUHoHHER MOOENE CNACAHAA CTRYRTYPHO-PESHOROAHCA CyBoTaHu MR

3.6.8 CrewaHHbIe cyGCcTaHLmm
Crawaiteie cyicTaHyd JoNkHeE SeTh ONUCAHBE E3K NPOCTEE KOMDWHALNH 0TOeNbHEE CyBCTaHumn,
KOTORENE WM CORMECTHO BblJENSHS, KW ABNAKTCA PEIyNsTATOM O0HOMD K TOMD ¥e NPOUScca CHHTe3a.

OnAa cmewanik cyBCTAHUME NDHPOOHOTD NPOWCKONIIEHAA O0MNMHO Bkl Te YE3IAM0 MCXOOHOE BRLYECTE0,
M3 HOTOROMD OHW NPORIBE0E HE.

K crMElaHHEIM CYBCTAHLMAM HE DOMHHE OTHOCHTLCA PEIHOP0OHER BEWECTES, COEaWHEHHEBIE ONA Noy-
LEHWA Npenapara.

fMpueep — CuMemurod He doawmeH Baiis NPUYUERNEH K CYOcMaHyuaM, MOCHOALYY OH COSMaum U3 dume-
MUKOHE U JEYORUELU HPeMHUR, UMEMWUY DEIHOE MDOUCKOMIeHUE U OfalYHE HE aeldeNAEMBIY CoaMecmyo. OH
donwed GedMb OMUCAH K6K ROHMPONUPYEMER CYBCMaHyuR pymms 1.

BLIOBNAKTCA TPH THNA CHMELLaHHLIX CyGCTaHLHE:

= "BCE M3, B EOTOPBIX JOMHMHE NPACYTCTEOBATE BCE OTOEN bHEM CYTCTARUMK,

- "NGan M3", B KOTOPEX JOMEHA NPUCYTCTEOEATE XOTA Bkl O0HA WA OTOeNuHBIX CYOCTAHUMA;
- "oaHa Ma", B kOTOPRGIX ASMIKHE NEKCYTCTEOBATE TOMNBEDS OOHA W3 OTAENbHBIX CYECTAHLMA.

HacTosWwMA cTasganT TpebyeT YEAsBIBa T, 4TO OTSENEHAA CYOCTAHUMA BCEr DA NPHUEYTCTRYET B CMELLaH-
HilX CyDCTaHUKAX THNA "Boe MWa". T PH 3TOM OTHOCHTENBHOE KONKYECTED CyBCTAHU MK HE D0MHHO BBITE YEKAIAHO.

NMpumesas e — DTHOCHTENEHBE KORMYECTES G}'ESA-ETE HUMWA B CMELanHod G}'E'-i TaHUMeE OoN#HEE ShiTe YE3IaHB!
Ha yROBHE KOHTPONWDYSMO8 oy BoTaHy#M anocolom, COMMBcoBAHHEM 0 cneuMpEEaLHEA NPOH3BCOUTENA WK apMEaRS-
nen. OTHOCMTENEH B E EQNBYaCTEa HE QonsEHE GrTe YEA3aHElI HA YpOEHE G}'EE-DTEH_',HH 8 CEAZW C NOTEeHUHEMEHE MHA DaznmntieE-
AN CNEUKPMEELHA NPOXMIBCOXNTENER U PapMarkonen.

Boe cMmellanHee cyBcTaHu MK QonHHEl COCTOATE 43 OTAENEHER CyDCTamUKA.
BEMKYSHAE OPYTOR CMEWaHH0A CyBCTaHUKMA B COCTAR CMELLAHHOR CyDCTARUKK HE O0NYCHARTCR.

Takoe BkMioYeHAe J0MsHo BeiTe ONWCAHO KK 80MHaA CMECE BCEX COCTABNALWMY CYDCTIMUHA.

Boe cyboTauumi, BX0OALHE B COCTAR CAMEWAHHON CYTCTaHUMK B KONHYECTEE, NPEBLILISHLEM OOHH NEo-
LEHT, OOMHHE BT ONUCAHE KK COCTABMANWMWE IMEMEHTEl CMELLIAHHDNA CyBCTaHLMWA.

JArpRaHeHHs W CYHCTHTEN W 00 RIYHD HE CHMTANTCA KOMAOHEHTAMIA CMELLAMH O CYDCTa UMK,
22
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CHMECH, KOTOPEE HE MOTYT Bl Te SNMCAHE! KK OrPaHHYEHHOE YMCN0 COS0MHE HHBIX CYGCTaHUMR, QoMM
DblTo OGNHCAHE! KAK CTRYKTYDHO-DAIHo PO OHEE CyBCTaHUIN,
HMHPopMayMoHHaA MODEN: ONACAHKA CAMBLIAHMON CyDBCTaHUKA NOKA3aHa Ha DUCYHRE 14,

; e Cweumrma® Cy0c TAHLHA _.-"-;.

COCTABNAOIW AR_CMECH CMEWAHHAR_CYRCTAHLUMA WX OOHOE_BEL| ECTRS
4 MEHTHMAT{:P_mﬂTﬁBHFIﬂ{LFE_ﬁ i + THI_CMECH [ fesif ot
+  HAMMEHDBAHWME COCTARNFAROILE R Bl 0TI, W G TO@O T T G H S
+ TREBOBAHWA_K_COCTABNARIWER 00 U
. Cha i’ sy "M ey (us
im0 b R e iy aih i

a-

HOHEDAHA LA

A0IRE
M1 LA |80 [ ST A L™ AL T W A
BELACTE
O 1w pvsryy Topyrame”™ o
HECTH) Al T ke s T,

F-’HG:"HCIH: 14 — MH@mo PHALMOHSAA MOOENE ONRCEHAA CMBILEBHHOA Oy HBoTaHyuK

3.6.9 Hoaw cyGocTaHumn

XoTA Kolsl cyBCTAHUMA W COOTEETCTEVOWME CUCTEME! KOQWDORAHKA HE ABNAKTEA ONPEenenALHsK
ANEMEHTIMA CNHCAHKA KOHEDETHON CYSCTAHUME, OHH MOMYT SbiTh YEA38HL! B COOTBETCTRIN C NPEACTaBnEHHO R
HIME MHDOPMELMOHHOH MOQENE.

Mpumep — K makum xodam OMHOCAMCE DEEUCIMPAaYUOHHEE HoMepa crysber CAS [Chemical Abstract
Service), xodel cucmemsr EINECS [European Inventory of Existing Commercial Chemical Subsiances), Egponad-
caue koder nexapeme EVMPD (Evropean Drug Codes) u Anorcskuwe koder nexapems [Japanese Drug Codes).

HHopMaumonkan Modent k003 cyScTanyrKM NoKaana Ha proyHie 13,

class Kon oyficTaHums

KO CYECTRHLIMW CMPABOYHER_MCTOYHMI
v OATA_MIMEHEHMA_CHCTEME_KOOMPOSAHWA o s |+ WA_CNPASDUHOMD_WCT DUHMKA
+ MOEHTMBMEATCR_CHCT EM B_KOLMPOBAHKA + HIAGE_CTIPASOUHOG_MCTOYHMKA
+ ®OO + OBIWEASCT ¥IHOGTE
+ MEMMEYAHHE + THN_CNPABOHHOMD WS TOUHMA
+ CHMCTEMA_KOOWPCBAHKA +  UMTHFOBAHWE_CNPABOYHOMD_MCTOUHMIA
+ CTATYE_CHCTEM_MOIHMPORAHMR

Frcysos 15 — MadopMauHoHHEA MOAE NS KOA8 Cy3oTa HUHKR

3.6.10 Knaccwgmraymua cyboTaHuymi

Xore knaccudiiauna oyBCTasuMi He ABNASTCA ONPEdenfoLMMKA INSMEHTOM ONHCAHWA HOHKPETHOR
oyBCTaHUMK, OHA MKET BTk YyRA3aHa B COOTEETCTEHK CNOSACTARNEHHOH HAHKE AHEODMALMOHHOMN MOOEN R
Mudopmaymonkan mogenes knaccudueaym cybeTanyki nokaszada Ha pucysHee 16,
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CARABOYHSIW_WCTOYHHK

Mi_CAPABCUHOND_MCT OYHHIKA
ENACC_CNPABOUHHOMD WMCTOMHMEA
CEWEQOCT ¥MHOCT &
THAN_CNPABOUWHOMD _HCTCYHMEA
LHTHRPOBARME _CNPABDYHOTD _MCTOM HIAKA, J

ok o &

Fucysok 16 — Wepop MALHOXHAA MOSENE KN3CCH UEa Une cyGoTEH U kA

3.7 ONHCAHWE KOHTPONHPYEMEIX CYBCTaHLKA

3.7.1 ObBwee onvcaHWe

XOTA B MO0eNH ONUCaHWA cyBcTaHuud NoegycMoTpeHa HHOODMALKA, CYWECTEEHHAA GNA ONUCaHWA
BEWECTE BCOCTARE NEKapCTEEHHBIX CREACTE, HEDEQKD PENYIATORHLIE ODraHE TRESYHT LONONHUTENEHEIE CBE-
OEHHA, KOTOPEIE HE NPEaYCMOTPEHE Ha YRoBRHE CyBoeTanuri. Anq Bones QeTank oro GnHcaHna BElWecTs, No-
CYTCTRVIOWMY B NEKAPCTEeHHLIX CREOCTEAX, AO0MMHE WMCNoNE30EaTLCA OGWan WHEopMaULKOHHAR MOgENL
KOHTRONHPYEMON CyDCTaMLMIA

CTpysTypa onNHCaHKA KOHTRONWEpYeMoR CyBoTanuMK gomsHa obecneynTe CornacoparHne NpegoTasnse.-
HAE PRannEHOH MHEDOPMaLHK, BEMIOYEA:

- HAMECTED WM YHCTOTY,

= CBEOEHWA O NPOMIBCECTEE, AKMIOYAA HHEDOEMALWD O NPOHNABIOMTENE WM KDHTHHYECKMY NPOLSCcax npo-
HABRCOCTEE,

© AHANWTHHECKKE DaHHLIE,

- COCTABMRIOWKE, BEMOSEA WX KONHYECTEA M POk, BCNH OHA AIBECTHA M ABRNAETCA CYLLECTRSHHOH,

- CNeUUEHEALHA (3ArPRIHEHWA K COOTRETCTEYHILME NPELENbHBIE IHAYEHWA KONHHECTaa cyBeTaH LK
A4 BETE YEE38HB B CRMCAHKY COCTARNAKILME),

- ONHCAHKE BOMHAL Bl HAMEREHHA;

- pedepeHTHOE BEWECTRD,

- AHANWTHHECKKE METOAN, HCNOMNEIYEMEE ONA CNPELENEHUA KAYECTaa,

OnA yooeneTEope KA NeTpeGHoCTEeR B MASHTUGHKALKK NEKapcTBEHHOND CPEQCTEa ANeMERTR CNMCa-
HAA KCHTRONADYEMOA CyBCTaH UMM JOMsHbl DeTe PAIISNEH B HA SETRIDE TRYNNE A AGEHTHOWEATOD KOHTPOM M-
pyesaol cybcTarumn gonees Bl Te CBAIAH C KMI0R MRYNNoH 2NeMeHToR.

Mpumesanne— |'|:l:||'l'l-'l WMIOEEA 3NeesToR YIPOWAeT MOgENs JaH=RE H OfMNarieaT K3k DETYOHANBHEE, TAK W
WTepayddHHE e PEERMIAU MY CTEHOEPTA.

3.7.2 KoHTpondpyemMeie cyBCcTaHLMH rpynnk 1

JnNEsMEHTEl TPYRNE 1 A0MHHE KCNONEI0BATLCA ONA YHAIAHWMA BEWECTES, COO0SMMALIEND HECKONEKD CyD-
CTAHUMA, PACTEODHTENER, MCNONB3YEMBEX ONA NPUICTOBNEHWA DAECTHTENEHEER WK ANNepréHHblix JKCT PaskTos,
cneurfrEHsx MAPKepOE AT MHLIX NPMIHAK0E, NPACYTCTEYHILWKY 8 88WecTEax GHONorMHeckorns Npoucxomae.
HHA, NP HeoBXoOUMOCTH PHAMHECKON POopME CYBCTaMUMK, a Taeks N0SeEE CREOWCTE, CYLISCTEEHHEIX GNA
OfNHCAHKWA BELLECTEA.

[EynNbl 2NeMERTOR, MCHONBIYEMEX 4NA CNPEOENEHMA KOHTRONMDYEMOA CyDCTAHUMI MPyNnE 1, QomeH b
BEMIOYAaTE B cebA COCTaBMAnWMe, M 3MHEcKyIo DODMY M CBOACTRO [DHCYHOE 17
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B roynny COCTaBNAKWME EOMOOHERTOR O0MKHE DblTe BENIOYEHE! CYyECTaHUHMK, CNeynansHo acbasnes-
HESE OMA NONYHeHHs MHOMOEOMNICHEHTHOMD BEWECTES, PACTBODHTENW, HCNONE3YEMBIE ONA NPHUIGTORNEHKMA
IRCTPAKTOR, CNEUMEHMHHLIE MADKEDE HNW WHLIE NDHIHAEA, NEPHCYTCTEYVIOWWE B BEWECTEAX MHMBOTHOMD
NPOXCROMELEHMAA,

2arpAIHE HAA MITH OHACTATENM HE BEMOHAINTCR B YHCN0 COCTABNRIOWME KOMNOHEHTOR KOHTRONKPY ERMo R
CyDoTaHUMK TRy NGl 1.

Mpumedanan

1 TakaA rpYNIWDOEKE SNSMEHTOR NOIEONRET J3B3ATe ONPEJRNEHHA MHOTHE NDOME|WNESHD NPOHIBOSMME X
BEWECTE, ACNOAL3YEME ¥ B COCTARE NEKAPCTREHHEIX CRSICTE

2 3arpAIHEHYA @Nd 0YMeTUTENH GyOyT BRNHYeHbl HAK SNEMEHTH ONUCAHWA EOHTRONMDYeMOR CyBCTEH UMY
rpynne 4.

MHopMauMoHHan MOOENE SNWCAHWA KOHTRONUMDYEMOR CyBCTaHL|A TRYNNE 1 NoKas3aHa Ha puoyHie 17,

class KaHTPOMMpYE WaE Cyho TAHUKE rmmnu‘I/'
CBOHCTBO HAMM EHO BAHHE_C YBCTAMLMW HOO_CYECTARLINK
+  WOEHT MOHICAT OF _CYECT AHLMA e ' s
4+ HAMMEHOBAHWE_CBCACTEA HEH S ORAHME W 2031 Cls QARIEaLTy
+  HAMMEHOBAHAE_CYBLT AR NRHCBDCHHEE SPECTaHUE M HH KO CVECTAHLMA &
+ TN KORMHECTEA EOHTRN DY EROR CyBTAHILAM Ha HACTORLNS QM RCHTE
+ THMN CBCRCTEA FEOR G FEESLI, TR IO R
[ ACTEIEH o 6 ERaE
1 npegueri ofmmcr CIPABDMHAR_WHDOPMALMA
n. G fiHarpaauy H A EROaUHAE
HECTAHLEK 8 oo goeyueqse nofes
. MoreH 2 nHgOpRAUMR, ke
! ELACTEEA R AR JTR
MRERTHEAMN oy EerTRELp
=
oA
KOHTPOHPYEMAR_CYECTAHUMEA _TPY Ik
+ W HOHT PONWPYEMOA_CYRCT AHLM_ PTG
F HAMMEHOEAHME _KOHT FOMMPYEMAA_CYECTBHLMM_EYITIR
COCTABMAKNLLAR EHF’AEG'-IHHFI_HCE‘I‘HHK
b MOEHT PEHKAT OP_CYBCT AHLI > MILCMPARCHHOM_WCT QUi
+ HAMMEHOBAHHE. CYECTAHLISA & ENACE_CIPASOMECTO_HOT CUHKHA
+  PONb_CYRCT AHLMH * OBLEIDLTHYTHOLTE
o . +  THN_CMPABDYHOTT MCTOYHHEA
+  TWIM_HKIHIMHECTESR - -
*  UMTWPCEAHWE CNPABOYHOTO MCTOMHAKA
1 0.1 o*
EONMAYECTED THIMMECKAA_BOPMA
+  BEFXHWA_MNPEDEN DA+ THI_HCHWHESTBA
« EOFHHLA t THI'I_WH'-IECJ'Q:II"'I_WPMH
4 HE_HWCIHDBEDE_3HASEHHE + lI'HEI-“-IEEHCIE-CDCTDHHPE.
+ HHHAR NPEOEN
+ CPEOHEE

Fuoyscl 17 — MHOOPMALHOHHAR MOOENE ONACEHHA KOHTRONMPYSMOA CYSCTaHUMK FpyRns 1

3.7.3 KoHTpOnNHpyeMsle CYDCTaHLKHA Mpynne 2
SNeMEHTE TPYNNLE 2 JOMEHE MCNONEI0BEATECHE 4NA YHA3aHWA CEEQEHMIA O NEOoWIooqHTane cyboTaHuKK
MW KOHTRONAPYEMoA CYECTARUMA IPYNNE T M MEHAMANLHSA MHoDMELMA O NPOHABSACTEEHHOM NPOUECoE.
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MuHMManEHaa Mg opMaUMa o NPOU3BE0ICTEEHHOM NPOUECCE JONNHA BENKYaTE B ceba obwyn xaparTe-
PHUCTHEY METORa NPOWIBoACTES [HANPUMED, CHHTED, IKCTPAKUWA, BOCCTAHORMNEHKE), THNA NPOHIBE0OCTEEHHONA
CHMCTEME! (HANDUMED, KNETOHHYID MAHKKD, PACTUTENLHLIE IKNTW KUBOTHEIE TRAHK), NDOHIBOOCTEEHHYIO CUCTEMY
(KOHEDETHYID KNETONHYI NMHMIL. HoMED BEPCHM KPUTHYECKOIO NPOLECCA MCNONLIYETCA NS PAINWHEHHA KOH-
TOONUPYEMiBIN CYBETAHLMA TRYNNE 2, NP NOOMIA0ACTEE KO TOR R NROHINMIMN CY IIBCTHEH Hisl & WM SHEHHR KD K-
THYECKMY NPpoUeceol. HadanbHelid HOMED BEDCMA KPUTWMECKOND Npouecca donwed OwlTe pased 1, a
CRamVIOLIME HOBMEDA NPUCEANEAINTCA NOCNEA0BATENEHD.

MouwMesas e — INeMasTsl Py Nk 2 NOIECN AIOT NDCCNEHEEaATE E-:.IﬁGTEHLIHH:I Ad NporIataRTenA. O Hi¢ NO3ED-
AAHKT TEREE STRNMYETE CHRTETHYACEMS NENTUORI OT FEK{IHEHHEHTHHI W nony4HaTe I.'IHI:FIGFI KMEBLUHED O NDOEEEOTHMOH KNaTou-
HOW AN,

MudbopsalsoHMan MoOeNs ONUCAHKWA KOHTROMKHPYEMON CyECcTanUMK rpynns 2 nokaizada Hva pucyske 15,

class KowTponupyesns cybicTaMUMe rpymne 2 .,a-’

KDHTRPOMAPRYEMAR_CYECTAHUWA_MPYNNEER2

# WL KOHTPONAFY EMOR_CYSCTAHUMM_TPYNNGBL:
& WI_POMTENRCHOR_CYECTAHLMM
# HAMMEHOBAHKE _KOHTPOMMEYERON_CYECTAHLIME_TPYTIRLE

MPOUIBONCTRS

MOEHT MIAKAT OF_MFOMEB0IMT ENR
MIEHT MIHAKALIMEA_MPOW3E0OHT ENA
HOMEF_BEPCIW_KPMTWUECHKOMD MPOLECCA
MPCHEEONCT BEHHAR_CHET EMA
THI_MPOWIEDOCTEM

THN_MPOWSBEONCT EEHHOMD_NPOUECTA
THN_MPOMIECNCT BEHHOA_CHCTEME:

L I L

a.-

CMPABD YHBIA_WCTOYHHK

WL ETIRABOMHOTT_MGT CuEAKA
KITACE_CPABDUHO D WCT OLUHMKA
DELENOCT¥IHOCT

TGP ABCUHGID_ ST CUHMEA

LT MPOEAHYE_CMPABDUHDMD_WCT SUHERA,

E I S R

PucyHok 18 — MepopmBELMOSHAA MOSENE ONWCEHHA RORTRONMEYe Mol cYGCTaHUHH rpynne 2

3.7.4 HowTponupyemuie cyBCTaHUMM rpynnesn 3

ANEseHTE FEYNNL 3 SON%HEl YEAIBATE KAYSCTED BEWECTEA, 3 TAIKKE MCTOUHMK, PErmaneHTHRY IO
OAHHOE KAYECTRO.

SnNeseHTel FEYNNs 3 GOMEHs MCNONEI0BATLCR ONA paznyye A hapMaskonefHor Ka4ecToa M TEXHNYeC:
KOO KAYBCTEA BRWECTRA.

Ecnii thapsaronefiHele CTATEW, GNMCEHBAI0LWKE CyBCTAHUMK B pa3HeE GapMakoneay, He rapioHanps.
BaMl, TO CyBCTaMUMWK, YOOBNETEOPAKLWKE PaIHbIM GapMakonen, OONKHE PacCMaTpHBaTeCR Kak paiHuie
KOMTDRONHPYEMEE CYGCTaHLMM MRy 3.
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B kadecTes poaMTenNsCkol cybCTanHUmMK O0MKHa Dbl T YEaIaHa KOHTRoNHpyeman cyDoTanuua rpynne 1, &
R.';}TI:IIZIDﬁ OTHOCHTCA YE23aHHOS Ka4eCTEO.

Mpumedads:e— Ona GONbWWHCTES PECMALEETHYECKHE CYGCTEHUAA MCNONEIYSOTCA NOKESETENW K34ELTEA
USSP (dapuasones CWA). EF (Epponeacian dapmakonen) i JF (Dapdasoned AnoHean ). K pacTUTeNsxbi CyBCTaHYMARM

OOoNEHE NPHMEHATECA TAKWE NOEA3ATENN KEYECTEE, €8% sCTAHO3PTHI0BAHHARAY, %I808HHLIF ECNEYECTEEH Hald COCTRE *
EHECTAHOSPTHI0BERHaA.

Mpusep — Boda penfemen podumenbekod cyfcmaniued dnA KOHMPOAUPYeMOoD cyicmanuuly 2pynne 3
“cmepunsHan soda dNA uHbeRyLG USP",

MO pMaUMoHHEaa MO0eN s SNMCAHHA KOHTPONWDYEMOA CyBCTa UMM TPYNNE 3 NoOKA3ada Ha pUcyHre 19,

class KoqTpanipyesas cyDCTRHLEA rpynnel 3 /

EOHTPONEEYEMAA CYBCTAHLWA_MPYTIMEE

b 0 KOHTPOMMPYEMOA_CYSCTAHLIAW_TPY NGRS
¢ RO_POOWTENBLCKOM_CYECTAHLIMK
+ HAUMEROEAHWE_HOHTPORMPYEMDMN CYECTAHLMN_ TP MMk

—

EAYECTEOD

+ HAEMMEHOBAHWE _KAUECTEA
4+ CMPABOYHEM_WCTOYHME_KAYECTEA
+ THWI_KAMECT BA

CIPABDYHEIA_WG TOUHLK

O CNPABOYBOMG HCT oM HAES
ENACE CTIRABCMHOIT MCTOUHEEA
OEWENCCT ¥THOCTER
THN_ S agy RO ACT OYHAES
LHTHPOBAHME_CNIPABCSHO M MCTOYHAKA

+ 4+ + 4+ o+

Proysok 19 — MHpODMALSOHHAR MOOENE ONECAHEA KOHTRONUPYSMOR CyBCTaHUAR TpyNNsE 3

3.1.5 Konrponupyemsie cyScTanuny rpynnes: 4

INeMEHTE TPYTINE 4 0ONHHEl YEAILBATE HAWGONEE OeTaANbHLIE CEBOSHWA O CYECTAHUMKA,. OHM J0rHE
BEMKYATE B CE0A MHMODMALKKD O KPUTHYECKWY NDOUIB0ECTEEHHLIX NEpOUeccaX, cneurndHEalMy (ana coctan-
NAKLWWY GONKHE GRTE YEATAHE TPAMECH W NDEOENE COOEDMAHIXA CONYTCTEYIOWME BEWECTR), CNOBECHDE
onpegensHre ad«aHuUEl H3MepeHus, pedepedTHOS BEWECTED W AHANTHTHHECKHE METO0E, HCNONLIYEMLIE ON7

onpegeneHna A THBHOCTH W UWCTOTRI.

Mprmeyadse — CnegudnuHan MHEOPMALMA O KOHTRONWEYEMEIX CYGCTAHUWAX TpYNnsl 4 HEpeds npegcTas-
NAETCA B PETMOTRALHOHHOE A0CEE B HECTRYATYPHPOBEHHOA DOpME, 4TO 28TpyO#AST ee cBop W opraduzaung. NpumeHesne
MONER JEHHE X, NPEANOMEHHEX 8 HACTOALYEM CTAHZAPTS, REMASTOA QAHWM W2 CcNocofoE OPraHMZaLWK W CTRYRTYPUPOEA-
“MA ATOH MHPOPMAUAY, NEIBONADW AW OENEMATE B8 WCNONEIDEE HWE ONA COCTABNEHMA 0D30P0R W OUEHKW COOTEETCTEMA.

HHhopMaunonian sMogent SNMCaHHA KOHTRONUDYEMOoR CyBCTanLWK rpynne 4 Nnokasada Ha greyHre 20,
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KAMECTEO I

CMPABC H_HCTOMHRE

+ HAMMEHCBAHWE_HKAYECTEA
+  CIPABOYHBIM_MCTOYHME_KAYECTBA
+ THN_HKAHECTEA

0.t

SEWENOCT ¥MHOCT R

Er o+ #

WO CTEABOYHOTD_MCTOMHMEA
KNACE_CNFABOYHOMND_ACTOY HMES

THM_CNPABOYHOID_MCT OMHMKEA
UHTHROBAHWME _CNRABOYHOND MWCTOYHKIGA

KOHTPONWPYEMAR_CYBCTAHLUMA_TPYITLM

AHANATAYECKME. TAHHLIE

+ MO ROHTPONAPY EMOE_CYECTAHLMK_MFYTHThE
+ HAMMEHOBARKME  HOHTPOMMPYEMOR_ CYECTAHLMI_MFY MMbIA

0.1

NMPOHIBDOCTED

Adles

HHbopMaLIHR O NpoW e CTee
EQHTRD MRy ERC A Syn TR LM W

a - Noigs

HMmicpoHne K24 0CTRA, BETHEHOCTA,
MABHTHYAOGCT W Qpyras CeoRcTE
KGHTAO MR padad Oy acTaH LK.
el

COCTABNMARIL AR

MOERTHMEAT OF_CYECT AHLESI
HAMMEHOBAHME_CYECT AHLMM
POMb_CYECT AHLAN
THI_KCRWUECTBA

o @ &

a.t .t
DUIKHECHAR_BOPMA CBOWCTED
+ TAM_KONWJUECTEA *  WAEHTWSKATOF_CYBCTAHLIW
+  THM_SHISECKON_aPk s + HAMMEHOSAHWME _CEONCTEA
+ GMMMYECKOE_COOTORKME +  HAMMEHOBAHWE _CYECTAHLUAW
+  THM_KONHYECTRA
& TWMN_CEOWCTSA

0.1

HONW4YECTED

-I.-|-+-I-.-I-

BEFAHIA_MPELEN
EQMHMLE
HE_UMCAOEOE_3HAMEHME
HIDEHIMA_NPEQEN
CFEQHEE

PHoysol 20 — MHpogMal@oH=aa MOOSNs CNACAHAA KOHTPONWPYSMOR CyBCTRMUMM FPYNNs 4

3.7.6 AHANHTHYSCKHE DaHHEIE

Mudpopsaua ob aHannaax, NpoReaEHHbLIX QN8 ONpedenasia SKTHBHOCTI K COOTEETCTEXA cneyndiuka-
Lk, soseT BolTe NPEOcTAENEHE B BADE MYNNL 2NeMeHTSE, 3Ta MHbopMaUna 0onHHa BrNIoYaTs B cebs coe-
AeHrA of aHanWTHYeCKWX METOOax W CTaHdapTHbix 00pasuax, HMCNoNbLICBAMHBX 4N onpegeneHns
AKTHEHOCTH. OTAeNEHEE CTAHOAPTHRIE SBDa3ULEI ASNHHE BalTe ONHCAHLl 3K ROHTPONKOYEMBE CYBCTAHLMA.
DonsHe BETe ONUCaHEl WK YEAIAHE, B TOM YHCME N0 CObINKS, PARANEYHEE AHANWTAYECKHE METOQE 2HAMNKAS
HMNKW cTaHgapTHee obpailE, ACNONEI0BAHHEE ONA CNPpEdeneHns akTHEHOCTH. HAcToRAWMWEA cTanaapT He
COOEPHMT YRSIAHA, KAEWE AHANHTAHSCKAE METOLE MMNH CTaMGADTHEE 00 DaaULl GONHHE BblTE HCNGNE30BEH b
ONA aNpeJeneHis 3KTHBHOCTI. B Hes NpegycMoTRed ToNsKo cnocod cSopa TaKoM HHEODMaLHA.
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I PAMEBYEHWE — Eansnyel HWAMEDEHAA BETHEHOCTH HEREAKD 338MCAT OT BHENATHYSDEOND METOO3 W CTasRdap-
THOMD of pazua, HCNoNe3ICBERHOND JNA DNpegensH@a BETUBHOCTH. Bo mHGTx ChyYary eQUHHUE WAMEDEHWA 8MOoryT BTk
OTAW4ETECA, B I3EWCHMOCT OT TERPHTORHRA KPUCOMKLMMA W Qaxe ¥ paiskis NROWIS0QMTENER HE OO=0A M TON Me TEpDUTO-
OMH SPHCOMEL R

Npusmep — EQuniiybl WIMBDEHUR AKMUSHOCHTY NEAAKDENUNEE, UCRONBIYeMEIe & hapuasones USSP o me,
WAND HEAOABIVHOMEA opeakulayuel Federation Internationale Pharmaceuligue, omAUYSOMER U HE MO2ym Seims

mak npocme npeofpaloesqs dpye 8 dpyaa, MOCKOMERY WCHOMEIYHMOA DATHEIE cmaHdapmybsie oSpaijysd v ux
corandapmuIaYuUR GTLTUYAEMCR,

MHBopMALMoHKEA MOOENE ONUCAHWA AHANUTHHECKX AaHHLIX NOKAIAHa Ha pyucyHke 21,

| elass BHaNHTAYEC KAg DAHHKS _/'
t - - - - - - - .

b
AHANMWTAYECKWE_DAHHBIE CIELMIMHALIAR AHAYEHWE _CME L MiA LI |

+  THN_CNELMRA AL 1+ CIACAHHE _CNELMSAKALLAN g, |+ WOEHTHOAKATOR
LR [ TN AHAYERA_ CHELMAmEA LIV HAMM EHOBAHWE
THM_KONMECT B8

+

_— = - —

HOPACOMELIMA_CRELADMIKA LA KONMWMECTED
+  CMPABOYHAR_KPHUCOWMKUFFA_ CRELMS A LEIA_AHARN M3A

—

4

EEFEHUA_NFEOEN
EQHHIALLA
HE_YWCNOBOE_IHAMEHHE
HYTEHEEA_NPEREN
CPEOHEE

& ¥ F

e
*

AHANMTHYECKHA_METDQ

AHANWT MYECHMIA._METGT

AETANM_AHANWT MUECKONO_METONA
CMNPABCUHEE_SAHHEE_AHANMTHYECKONT_METOOA
THN_AHANHTHUE CKOM_MET 04

r-l-f-'-l-

o,." LU

CIPABOMHEIN_ACTOSHHK

HO_CnPapouRDro_WMCT OYHMEA
ENACT_CRPABOUHDND_MCTOMHAKS
QEUEDOCT ¥TIHCC T B

THUMN_CNIFABOYHOMD MCTOWHMRA

AT MPOBAHWE_CRPABOMHOM_MCTOMHKA

+ A 4 &

FUcyHOK 21— s opMaULHOHHAA MOJENE OMHCAHMA AHANWTHYECEW X AasHEB X

3.1.7 Cocrapnamwme

[Mpynina INEMEHTOR, OTHOCALMXCA K COCTARNAIOWMHM, ONKCLIBAET KHPODMALMID O CYOCTAHLWAX 4 KOHTPO=
NADYeMelx cyBoTaHUMAY, BROAALWLKY B COCTAR AAHHOR KOHTRONKPYERMOH CyBeTauury, CnUCcadMe MHEOMOHSM-
MNOHEHTHOMD BEWESCTEA OOMKHDS BEMKHaTE B cedf ONWCAHWA ero COCTABMNAMLWMY — CYOCTaHUME K
KOHTRONMEYEMEX CYDCTaHLMA. AKTHEHBIE MaPKEDE B DACTHTENEHED IKCTRAKTRX, JArDAIHEHKA MNH CONYTCTRY-
IOLYME BEWLECTEE JOHH L TAKKE PAcCCMaTRMBATLCR KK COCTABNAIOWHWE M O0MHKHb BblTe NPHBAZAHE! K KOMN0-
HEHTaM, 0DPAIVIOLWKHM KOHTRONMDYERMY CyBoTarukk. JonmHsl DolTe YEAZEHL KONWSECTED W PONE KAMA0R
COCTaRNAKWEeR. KoNMYecTea QOMeHsl DT YR33aHE! WK K3k NPEeLe s oKoHYaTeNbHEBIX KoNHYecTa (CpeaHmne ),
HNK KAK OWANAI0HE KOHUEHTPAUWW. CoCTABMMMWLKE BXOAAT 8 COCTAR JNEMEHTOR, ONWChIBAKLLME
KOHTROMADYEMEE CYBCTaHLWWA MEYNnel 1 W rpynnel 4.

I PAMEYEHHE — rFI}.'FII'Ia ANBMEHTIE, ONECEBIOWHE COCTAaNARUME, 0DNELAET IHAMHTENEHOA THOKOCTEN W
TONE3HOCTERD ONA YEEIZHAA CEASW MHOMAX THNOE CONYTCTEYHILW MY CYDCTEH UMA .
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3.7.8 Kavyecteo

KaqocTeo OnNWckEBaeT 0BWes KavecTEO WNW rpynny credddrdanitil 0adHol KOHTRONADYEMod cyG-
CTAHLMM.

KadecTeo Jon#Hbl BRTE YEAZAH0 N8 KOHTRONKpYEMBIX CyDoTaduMid rpynn 3 u g,

NMpumesanne— PapsMakoneiHoe KaHecTES WRH CeyWdikausd JonsHs finlTh YHEIEHE, BCHAM @W38EBCTHEI.
KoHKkpeTHars KoOHTRONADYEMan EyEGTEHUHH MOHET COOTEETCTECEATE CNeUMbHEAUNAM HeCckone=ny hapMakonan. MoxeT
GRTs TAKHE YEAIAHE TEXHHEHECKERA XAP2KTEQHCTU KA HEYSCTER

Mpuwen — SapMAKONETHIE HEYECIED WY creuugukayuy donsHe Gbifle YRAZAHGE, BCAU UIEECHIHLL
Onucahue KxoHmpoaypyerol cylficmadyuy Moxem vdesmudyyupoaams DaznusHoe Kavecman eodel. Bodonpo-
aodhan goda, cmepuiesHan eoda dnR vHBerUul kavecmes USSP cmepunsdan eoda dNA vHBerRyud kavecmes EP,
ofezrapaseHHan aoda kavecmes USP v m. 4. donwHs vdedmud qupoeamscA RAK PAIHEIE KOHM DOMWDYEMkIig
cpficman L.

3.7.9 MpowzsoacTes

MpyNNa aNeMeHToR, MNHCEIBIIOWHX NPOUIB0ACTRS, 0NHHA COOSPKATE MHOODMALN O NPOWNIBOOHMTENE
W EPUTHYECEHY NPOM3RCACTEEHHLIX NPOUeCCaK, HE0DXoauMyIo ONA PAINHYEHIKA KOHTRONMDYeMEN cyGoTan:
UKA. B cocTas 3ToR MHOODMaLWH MOMyT BXOOWTE ONHCAHKA HAYaNEHBX MaTepHanon, 08pataTeiBas MsiX MaTe-
pMANCE, NapaMerpol DMTUYECKKY NPOUSCCOE, HCTONLIYeMOro oSopyOoBAHWMA W PeIyNeTHRYLWErd
mMaraprana nporIBoICTEEHHOND NPOUSCCE.

NMopumewaswe — 31a roynne *NeMesToR NEELHBIHAYNEHA ANA ONWCAHAR HE BCRX JeTaned NPOMIBOACTEA, &
TONEKS EOHTHYHECEWE NPOWMIACOCTESHHRE NPOUSCsol, KOTODLIE MOTNYT BNHATE =a fea0nacHocTe MNK APEEKTHEHOL TR
KOHTROMHDYEMOR l'.“g"_'ill‘-'T-aHLl'ﬁH. HCMONEIYEMOW B NEKBRCTESHAOM CREgCTEE.

MubopsaloHHan MOJeNs eNHCaHKA NPOHIBNOCTRA NOKEIAHE HA pHoYHEe 22

3.7.10 Puanveckan cropma

PradHecsan GopMa A0MHHA YEAILIEATE COCTORHWE, B KOTODOM CYLWECTRYET HOPMATHBHAA CYBCTaHLMA.
Don#eH HCNoNsICEATECA HOPMaTHEHREI A CNOBAPE, KOTOPER NDH HE0DX0O0MMOCTH HAO0 pa3paboTaTk.

3.7.11 Ceoncreo

Domersl BblTe YEAIaHb DHIMYECKHE, XHMHYECKHE MW BACNOrHYeCci e CBORCTRA, KOTOPRBIE MOTYT OTHO-
CHTBCA K HCTONLITRAHID MK EYHELA EOHTRONWPYEMOR CyBCTaHLMA # KOTODLIE MOMYT HE 3JaBHCETE OT MOne-
KYNADHOHA CTREYETYRR WNKW MONESKYNApHoro adcambnn, chpasyiowers cySCTaHuHdl UK KOHTRON|DYEMble
CYGCTAHUAK, NPHCYTCTEYIOWWE B JAHHOW KOHTPONMEYeMOA CyBCTaHuud, 37O rpynna INemMedTos MoweT
HMENONB3OBATLCR ONA VEAIAHME CBOWCTE, OTHOCAWMECA K CyNpamonekyNApHoA Opraduagiud BoLecTs.
CROACTES O0M#EHE KCNONBICEATECA ANA MASHTAQMEALWK EOHTPONHMpYeMEex CyBcTaHu|E rpynn 1 1 4.

a0
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PUCYHOH 22 — VP opMELHOHHEA MOAENE ONMCEHKE NPOHIBOLCTES
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MpHnoseHwe &
{cnpaEoYvHoe)

CyWecTeyoWMe WASHTUHHKITOPL M NPBACTABNEHWA MOMEKYNARHONR CTPYRTY Rl

A1 MasdHTHMKaTopRL

Al OBWMe NonGHEHWR

BapraeneHH0M HEME ONHCEHNHA LKD0 KD HENGA B3y EMblE WOSHTHRHEITOROE OTPE HEHE CHNBHEIS @ CNalbe CTOROHEI
M¥ MONONEIOEIH WA ANA YHRESNEHOA WOSHTEQHEIUWN CYBCTAHLMA 8 NeKapCTESHEOM NpenapaTe. CNMooH pACCMaTRHEaES-
MEE THTOE MOSH THPAKETODOE HE RENAETCA WOHSPNLISEHLWLHM. HO B HET0 BOLWMM TE, 4TO SKTUEHO BENON6IYHITOR B WHEOp-
M B0 HH B CHOTEMAY.

A2 PercTpAuMOHHbIE HOMEpa cny#Bel CAS

PerdcTpauMoHHele HoMepa cnysbm CAS npegeTaenawT CoBof HACNOERIS WOSHTHRMEATODE, KOTOREE obkusn
MOEHTADHUHWDYOT NROCTRIS CyHCTaHUWK. NondMepy He peIKD NPHCEaWEEETCR SAMHCTESHEBIR HoMep CAS aHe 3aBHCHMOC-
TH OT PRENMHAR B MONEEYNADHOR MACCE WAKW B QPYTAE MOEHTAQHGUPYWWE 3neMesTE:. HoOMEPE NPUCEAMEAKTCA NOCNE-
AOBETEAEHD N0 MEps BHECEHAA cyBoTEHUNA 8 pEracTp. [INeHE HOMEPOE He (DHECHPOEAHE @ MEHRSTCA 0T 5 go 10 ynap.
Hamabid Horep CAS coQEpHAT 0OHY KOHTRONsHYH Uadpy. B perecTpe cnywbs CAS saperecTprposaqo cEsiwe 100 mMan-
AMOHOR CYSCTaHUMA. OCHOBHOE HE3HAYEHWE DETHCTPE COCTORT B YCTAHOBNEHHY CEAZEA MExLy nufopmaunel, nylnaxye-
MOWA B NATEQATYRE NO XAMUK, B HE WCHNEYATENEHD B WOSHTWRWHELWA cyDoTadysn. PericTy BageTcn MemMuYeckon
pedepatieiod cnyxbod (Chemical Abstracts Service) — NoApE3AEnNSHHEM AMEPURSHCROMD XdMU4ECKOND oBWecTas
(Amencan Chemical Soclety) ot Homepa CAS WHPOED KCNONBSYHITOA, OHE HE ABNAKLTCA GHWeRoCTYNHEMH, Cnysba
CAS BRINYCTANA PYROBDACTEO0 N0 NPAMEHSHWED CBOWE PETHCTREYHOHHE X HOMSPOE W AONETANACE OFPEHKYATE @2 WCNonk-
anEEHHE B oBWegocTyNHeE GE38% DaHHbE. PErMCTPAUMOHHBIR HoMep CAS OnNA QOpMANEJEndla WMEeT IHaweHde
S0-00-0.

A3 WaenTuguearops INChiu InChiKey

ABfGpeepdaTypa INChio3HaYAET MEXAYHAPOAHE W XMMAYECEMA AISHTHE WK TOR, NDW CEAMSASMbIR MEsIYHE D00 Hblk
COHZ0M TECDETHYECKIA W NPHENEAHOR EiseEd {International Union of Pure and Applied Chemistry, IUPAC). CHcTeMa
MaeHTHPHLELHA Beina paipaborasa HELWOHANSHEIM HHETHTYTOM CTAHZERTOE W TexHonorid CWA (Mabonal Institute of
Standards and Technology). MaesTidieaTopsl I0CHI ABNROTER NHHEAHEME W OTDEHENT $HMAYECHDE NEEOCTAENEHME
CNoMOWe CHETEME cnoek. WaenTu@ueaTtop InChl asnasToR oBWefoCTynHEM CTPYETYPHEM NEeOCTIENSHAEM, W
NEoarpamMmMyce obecnayeHde, NpegHAIHaY esHOS ANA NEHEDa U@ WOeHTEDREETOROE InCh, pacnpocTpaHAEToA NO OTERE-
ToW nduesne LGPL. MogeHTHuEaTope INChIKey WMesT SHECHPOBEHHYD ANHHY {25 CHMBONOR) # ABMAKDTCA CHATHMH
UM poBR M NPeICTEENEMHAM WOESTHDHEETOROE INChl. MoesTedekaTopsl INnChl W InChiKey cHORCTRYMPOBRHE ANA
MOEBHTRBHEALMA NpocTeis CyOGCTEHUSA, UMERWWE ONDEOQENEHHYHD MONSKYNAPHYHD CTPYETYDY, 3 HE ANA Chos-
HEE BSWBCTE, HANPMMER, BEKURH, NPOOYETOR KpoBs, GOTEHMMECENE MW HHE0THHX ApenapaTos. Homep INChl gana Mop-
frMHE WmeeT sHEdedns TC1THIONO 51 -18-T-6-17-10-3-5- 1 3020106 1 F 1211812009 4-2-9 1401511 1 )B- 110101 18in2-5,
10-11, 13, 16, 19-20H, &-8H2, THIM10-, 11-, ¥3-, 18-, 17-'/md/e1, a woenTv@mueatTop InChikey — asaseHue
BOJCRHHNABRAKUAKUDOXELYBY.

A14 Homepa EC

Homep EC-Mo.wnd EC#npencTagnaeT cobol o2 M 3HaY Helid LA PO B0A KOO, NpHCE BMERE MaIA EEpONedcHoR KoMsc-
CMEd BLEM HOMMSPHECKd A0CTYNHIM CyBoTaAHYUAM, NpogaEasMeiM B EBponaAcsom Cosse. CengsmMaa UM pa Koga ASNA-
BTCA KOHTROMEHOA W €00 OTOORESAETCA KAK HAE TOProBOoE, TAk W HENATEHTOSAHHOS: HAWMEHOBAHWE KOHEPSTHOA
cyfoTanysn. O8nacTs NpHMEHEH MR HOMeRoE EC wrpe, Hes ¥ HEeHTEpUEATOROS INCh, A GXBATEIEAET KAK NPOCTHE, TAL H
RORNNEeKE Heie cyboTaHygu, CrcTess HoMepos EC oxpaTeaseT Gonse 100 000 cyBcTaHUMA, HO HE TAK YK SKTHEHD HCNGN b-
AYETCA B PAPMALESTHHSCHOM CERTope. HaoMEDA B BONEWHHCTES CRYYSEE NPUCEAWBAOTCA NOCNEgrEa TenbH0. Dxd Grinw
NoE@MCTECEAHEl M3 CMNACKOE PEryNApyesby cyDCTAHUMA, HOTORRS BSAYTCR OpradHdazuwmrnn EINECS (Euwropean
Inventory of Exlsting Commerceal Chemical Substances), ELINCS (European List of Motified Chemical Substances ) w gpyra-
MH. Homep ECF gna opmansgernga wreset Haqvesde 200-001-8. Epponenceea KoMuocona Bonelwe He NpUcEadaasT
HoBHE soMepa ECH,

A5 HoenTaduearop UNI

HMoeHTederaTon UM npegeTagnaet cofo 10-cHME0NsHYH CNYYHERHYS BNQasiTHO-Usd DO BYI0 CTROKY, KOTOPAA B
HECTORWEE BEEMA WCNOALIYETCA ANA MOEHTHRUEALWE CyBCTaHUWA 8 NEXApPeTASHH Y CPEACTESE. MOeHTHWaTop UNII
rese pdpyetor CHeTeMon perieTpayu cyBeTaHU AR, kOTopanA BReTCA opraddaaunei FOA w hapmakonesn USF » RENAET-
CA HANEMHOR CHCTEMON C J8TANeH0 pazpaboTaHH MU PErMaMeHTAMH BBOSE AAKHEE i TeHEpaUNE @ARHTH WEATOpOR
UM NpecEa3dBASMEIY KAK NPOCTHM, TEK W SOMANEKCHEM CYGCTaHUMAM. [Nepasie @ CUMBONOE FEHEDWPYOTOR CRYHEAHD, A
NoOCNEQHUA ABNASTLA KOHTRONbHBIM CHMEONOM. KOHTRONs WENOCTHOCTH WOSHTadwkatopoe UNI Asnaetca Gonee
CTROIAM MO CREEHEHHN C KOHTRONBHEIMA YU dpasMs HoMepoe EC# U REMCTPAUNOHHEY HoMepoe CAS, NoCKoONEKY 3T
MOEHTHREHEATODE! CAYHEAHD BRBWPAKTCA w3 DoNEWoro AMENE30HA BOIMOH HEIX SHEYSHWR W ANA KOHTPONA HENONBSYHITCA
36 BO3MORHES CHMEBCNOE NO CPEEHEHAK & 10 uMEpamu ¥ Horepoe EC# W CAS . MoeH TerkaTops UNI sananTes ofue-
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DOCTYNHEIMMW, W CYUWECTEYET PRINAMEHT, N0 KCTOPOMY NPOXIE0ANTENE MoXeT cOpaTUTeCA B opradnzaunn FDA czanpocom
reHepayun HoRoro uoesTHrEaTopa UM CrcTesma ofiecnesueasT kak nyGnn-He@, TAK W 0rpaHRHEHRBIA JOCTY K MAQOop-
MALWH, 4 88 MORHO 30aNTHPOBATE HNA NRWCES HBEHWA WOEH THDHEATOROE HOHTRONHR YeMalM SyDoTaHUMAM

A 1.6 Homep ASK

Howmep ASK npeactTasnaeT cofod NATHIHEYHEG KoL (2 DONONHATENEHOR KOHTRONBHGA WWpod). 3TH HOMepa
BEOYTCA W NpACEAMBANToR opradkzad«en Serman Mational Competent Autharites (BIATR, PEI, BYL) B conTESTOTEHA
£10 lepMasckoro  3akoHa of  obBpAWSHHE nekapcTESHHe®  cpenctes  (Serman Orug Law] #  npaBdnass
AMIS-Bezeichnungsverordnung. Yeaiadee Homepa ASK ofasateneHo np« nonaywe 3aAENSHAR H3 PErHCTRAYME Nekap-
CTEEHHEIX COEOCTE @ B N8PENHCKe Mes Ty BNELENUEMW PEMACTDALHOHHEX yIOCTOBEREHWA U YN ONHCMOYEH HEl M DPrasa-
it Menoneayeman G838 QaHHex CyBCTIHUMA oxBaTHEZRT Bonee 35 000 cyBoTaHywi, NPUMEHABMEIX B DETYITMPYEME X
NekspeTaerHE E cpeLCTEAX. B wx usone exo0AT cyfoTaHuMY XAMEYECKOrD @ BHONOTAYSCKHIro NPoOMEX0RLEHHA, 3 TAIHE
pAnMofapMELEETHYECKHE, MIME0NATHYECKME W BHTPONOCPUYECKHE NEenapaTe. 37a GE38 QAHHE X COORPHNT B OCGHOB-
HOM MHEPOPMELHID Of SKTHEHEIX HHIPEOMEHTEE U HEMONEMTENAX, H0 B HER 8CTE MHDOPMELUA ¥ O TB38%, yNAKOBGHHE X
MATERHENAY, XMWY ECEWE BELSCTEAY, HCNONBAYEMEIX ANA GHANWI0E, IAMPAIHEHUAY W BSLLSCTEAY, 3ANDELSH HBIX 3BE0HO-
LaTeneeTaon. B AOnonHeHHe ¥ XHMAMECKOMY HEHMEHOBAHUID, CODTESTCTAYDWEMY HoMeHENaTYpe IUFAC, npuaoaurTeA
BoNbWAR sKONMNSKLWAS CChINOK HE CHHOHMME!, HEMGNEIYEMBIE B MEXOYHADCOHBIE H EBPONEACKAE CTOMHUKEE B TEMEHHE
HHIHEHHOTD UHKNE NeKaPETEEHHOMD CRERCTES. NpH HENWYYH NPHACLATEA DRTHCTRALMOHHEA HoMap CAS, MOne kYA pHAaA
GOpMYNE W MONekyNApsER Macca. [nf ofecneseHdn PRINAHEIX BENEKTOR Py TEHHEGA PAEOTEl PErYNATORHE X GPFAHOE, B
HnaccHf HEBLRUK CYSCTAHLHA J0GEENEHD BoNEL 08 HHCNT «fYNNARKH WMWY 3TpebyToB. .

A2 MpepcTaBNeHWA MONBKYNAPHOM ETPYRTY PRI

AZ4 Odwee onucaHue

CYWECTESHHEM MOMEHTOM AAA pPA3paBoTHY HOPMATHEHGND CNOBERA, NPEQHAIHAYERHOM0 ANA ONACEHWA NPOCTHE
AAMUYECEME CyBCTAHUNG, ABNASTCA NPEGCTAENEHUE XMMEHECKON WNA MONEKYNADHOR CTPYETYPel. CHCTEMAa NnpegoTaene-
HUR LOA#HA 0S8CN8YWEATE YHREANEHOE M OOHOIHEYHOE NPEOCTAENEHUE CTRYETYPH. KOHKERPETHAR CTPYKTYDE OCMHKHE
HMETE BOAHCTEEHHOE NDEOCTAENSHHAE, HACTONEKD ABTANEHOE, 4TO8El ACKAKNHMTE HEHEMEPEHRYH HEO0HOIHEMHOCTE.
MNpeacTEENEHHE ANW Ero gapMa 0oMEHe NO3R0NATE XPEHEHUE B XMMAMecHoR D238 0EHHE E QNa oGNeryeHna pericTpau e
W noucEd. Te PopMAaTe NDEOCTARNEHEA, HTO HE ONMEEHE HEHE, MINTH HE HCNONB3YHITCA QOCTATOMHO WHADDKG, UMW ABNRK TSR
HBCTHE MM, NP#HEGNEHEL M O0HO0 MY NOCTABLLHKY.

£.22 Dopwmar moliile

DopmaTmolfile Gein B ocsoeHoM paapaloTad komnad«en MOL Information Systems. B 4acToAWEs 3peMa MCNaNe3y-
o roa Qe pepodd 2000w pacwnpesHe A opsat V3000, B pacwrpedion hopaate malfile Ngumed A0 TR PAGLU W PEHHES
CTEPSOHHMAHECKAS LaCKDUNTODE . NOIB0NANWMAE CBA3ATE ¢ KAMGON XMPANLHO® MONEKYNOA OTHOCHTENBHEIS, HEHIBACT-
S W paueMadeckie oBosHa eHHA. Popmat V2000 WYpokD HCNGNEIYSTOR H MoXeT B0iTe Bea Tpyaa npeodpacea B Apy-
rie POPMATE. B OTRMYWE T QEYIAE NPeacTSENeHAR, fapsar molfile ABNRATOR HE NMHEAHLM, 3 B OCHOEH 0M TABNWYHER .
Huse nakaiaHo npegoTaanedns Beszona e hopmate V2000 malfile

ACD/Laba0d1 2062058
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AZ3 Cneuddrvkaunn SMILES

CReuH@vkausa yNpoweHHoro npecTRENSHMA MONSKyn 8 cTpoke Ba0Rd SMILES (Simphfied maolecular input line
entry specification) npeoHassaweHa AnA OOH0IHAYHOMD NAHERHONG NPEACTRENSHMA KHMAYECEHE WNE MONERYNADHE X
CTRYETYP 2 dopse CTROokM cHMEonos ASCH. OHa NpedMyWecTEEHHD HCnNonb3yeToR koMnadden Daybgnt Chemical
Information Systems INc.. HO HEOAEHD NOABMNKCE BEPCHW © OTHRETEM KOO0M. KaHoHRYeCKWE noeHThekatop SMILES
npagcTagnaeT cobol CTpOKY, yHHEANEHYS ONA KAXO0A CTRYKTYRBl, W MOMET HCNONE3I0EATECA ANA NDOEEPKA, 4T B Basy
OAHHLIE HE BEOSATCA AYGNHKETR CTRYETYR. K Apyram GOpMETaM NMHEAHOMS NPEOcTABMSHEA XHMEYECHRX CTRYETYD 0THO-
CcRTCA #oTauma SLN (SYBYL line nofation} v cTapaa HoTayua Wiswesser Line Natation, koTopaa Gena nepaod cTROKDBOR
HOTAUNEMA, MCNONE3 YERCA QNA NPEOCTABNEHW A XMMBEYE CREE CTRYETYP. 3THOODMATE B HACTORLUEE BOEMA HE MMSKT WHpo-
HOT0 NPMMEHE=HA,. HU®e NoKaszanHo npegoTaenad«a SMILES one Gexaona.

Ci=CC=CcC=0_C1
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A24 DopmarinChi

droprat INChl onecad 8 nogpasgene A 1.5 B el MCNONs30BAHO MHOMOYDOEHEEO0E NDROCTABNSHAE XMMUHBCROA
CTRPYETYRE. B HACTOAWES BPEMA HHD ODMEUWA HMEET Y TH PS CROA:

- HOHCTHTYLUMOHENEHEIR. ONUCHEBAAT TENEHO MEXATOMHE R CEASH,

- CTEPE0XMMUHECKHA BRNKYAET B ceBa TRALWUWOHHYID CTEQE0EMMEN COCTORHAE 5p2 W Sp3 aTOMOE yrNepoga;

- WIOTOMNHER NO3IBONAET PAINH-ETE WIOTONE:

- TAYTOMETRHEIA. PEANWEYRT NPOCTRE @O0pME! SEICTROR HIOM DU IELNE C MUTPAUMEA NPOTOHA.

Hr#e nokasano npegcTeensdme InChl ana Sadaona.

1ICEHE fio1-2-4-8-5-3-1'h1-6H

A.2.5 PopMatel arnoes COX w COXML

3TH POPMAaTE! HENONB3YIBTEA PALARTEROM XUMUYSCHeA rpadein ChemDraw ans K paHeH WA ONHCEHAR CTRYRTYD B
BWAE NOCNEA0RATENEHOCTH BNOMaHHE X o bakToE. TEK KAX SONEWMHETED KWMUKDE MMMET L0CTYN & pegasTopy ChemDraw
v mopraT COX ABRAeTCA (DOPMETOM XPEHEHMA N0 ¥YMONYaH# B pegaktope ChemDraw, To 3aNpocs HE WAeHTAGHEELW 0
cyBoTadynl QonkHe cbecneY MBATE BOIMOKHOGTE NEMEMA HHQOpMEYWK B dhopmare COX._ MNockoneky hopsmar COX asna-

BTCH YMECTHEIM, 3TO NPENATSTEYET ﬁ'_l,'ﬂj'Ll.iHH ofiraHaM AHEMOPMALWEA, TEK STO MOKET noHaao8aTECA I'IﬂﬂDﬁFIEEEIB:EHHE -]
O0KMH HE YEE3BHHE X BRIlLE of I EenOCTYNHE X (ROpMaTOR.

34

FOCT rocTPuCO 11238-2014 CrpaHuua: 40/46

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 112382014

BuBnuorpadua

111 150 1047-1. Terminology work — Yocabulary — Part 1 Theory and application

[2] IS0 1087-2, Terminology work — Vocabulary — Pan 2 Computer applications’

3] IS0 3166-1. Codes for the representation of names of countries and their subdivisions — Part 1: Country codes

[4] IS0 3601, Data etements &ad interchange formats — Infermation interchenge — Representation of dates and
times

=] IS0 11615, Health informatics — Identification of medicinal products — Data elemenis and siructures for the
unigue identificaton and exchange of regulated medicinal product infermation

[&] 50 11618, Health informatics — ldentification of medicinal producis — Data elemenis and siructures for the
unigue identificaton and exchange of regulated pharmaceutical product sform atan

171 IS0 11239, Health informaticas — ldentification of medicingl products — Data elements and sirectures for the
unegue Identfication and exchange of regulated informaton on pharmaceuboal dose forms, wnits of presantation,
routes of adrministration and packaging

[&] 150 11240, Health infarmatics — Identification of medicinal products — Data elements and structures for the
unegue identificatson and exchange of units of measurement

[a] ISONEC 2382-4, Infermation technology — VWoeabulary — Part 4: Orgaenizatlon of data

[12)  ISONEC o84, Information technology — Securty technigues — Check character aystems

[11] ISOUHLT 27951, Health informatics — Commen ferminclogy services, release 1

[12] ISOUHLY 279531, Health informatics — Individual case safety reparts (ICSRs} in pharmacovigilance — Part 1:
Framework for adverae event reparting

[13] 1S0JHLY 27953-2, Health informatics — Individual case safety reporis (ICSRs} in pharmacoviglance — Part 2:
Human pharmaceutical reparting requiremeants for ICSR

[14] HLY Common Product Model, Scbstance Model (POCP_MTOB0100) and Substance Specification Mode!
(POCP_MTosd 100} 8]

[15] HLY Wersion 3 Standesd. Common Terminoiogy Services HLT Draft Standard for Trial Use DSTU Release 2,
14 October 2008, HLY Inc.

[16f HLY Version 3 Sfandard, Common Clincsl Product Model, Release 1, Last Belot: Mormative Baliot 1 —
Januwary 2009

[17)  HLY Version 3 Standard, Commaon Product Mode| CMETS, Release 10, DSTU Ballet 3 — January 2010

[1&) URAC, Compendium of Chemcal Terminology version 2.1.5

[19) [SBT 128, Standard Technical Specification version 3.6

[20] Intemational Conference on Harmeonkzation (ICH}of Technical Reguirements for Registraton of Pharmaceuticals
for Human Use Draft Consensus Gudelineg — Cata Elements and Standards for Drug Dictionanes — M5 Revision
4, 2 Febmuary 2007, ritpdveww fda gowCderguidance/SB86dft pdf

[21] FResources reiated to FODA's Substance Registrabon syatem hittpiiwww fda gowForlndustry!DataStandards!
SubstanceRegistratonSystem-Ungueingredientidentifierl MV defau it htm

[22) ML Thesaurua (MCH) and other NCI Enterprise Vocabulary Services (EVS) rescurces and documentabon:
httg:dnciterms ncunih.gowncitbrowsenpages/muliiple_search jsttnav_typesterminclogees

[23] The Integrated Taxonomic Information System httpoheas s gow!

[24] The Food and Druge Act and Reguleticns and relaied Health Canada Guidelines:
htphaww he-sc.ge.cald hp-mps/prod pharmadind ex-eng . php

[25%] The Matural Health Product Regulations and related Health Caneda Gudelines:
it e, hio-ac.go.cald hp-mgs/prod naturindes-eng.php

|26 Cdrectve 2001/83/EC of the Eurcpean Parfiament and of the Council of 6 Movember 2001 on the Community code
relating 1o medicinal products for human use B8 amended by Directive 200288/EC, Directive 2004/24/EC and
Corective  200402F/EC  hipllec.europa.eu/entarprisal  pharmacesticalsleudralexivol-1iconsal  2004¢human
code. pdf

[  "Guideline on the categorisation on Mew applicalions veraus Varlations”, The Rulas govarning Medicinal Producls
i the European Unon, Motlce o Applicants, Volume 28

[28] The Rules governing Medicinal Products in the Eurcpean Union. Motice to Applicanta, Wolume 24 and Volume 24
httg:ifec.europa.sufenterprise/pharmaceuticalaieudralexhomevE him

[29) A Guedeline on Surmmary of PFroduct Characteristics, December 1999, (Doc. Ref. Nobce 1o Applicanis. Final —
rewia:on O hitpiec.europa.eumealthidocuments/eudralex/vol-2findes_an_him

[30)  Dérectve 2001/20/EC of the European Parliament and of the Councel of 4 April 2001 on the approximation of the
laws, regulatons and administratve provisions of the Member States relatmg to the implementation of good
clinlcal  practice  in the conduct of clinical trels on medcinal products for humen  wse gl
ec.eurcpa.eufenierprse/phearmaceutoals/eudralawival-1idr 2009 20:die 2001 20 en.pdf

[31)  Commission Drective 2003/63/EC of 25 June 2003 amending Directive 2004/83/EC of the European Pariament
and of the Councll on the Commundy code relating to medicinal  products for human  wse
httpifec. europa.eufenterprise/pharmacedticalaleudralexival-1idir 2003 &3/dir 2003 63 en.pdf

1
OTMEHEH.

35

FOCT rocTPuCO 11238-2014 CrpaHuua: 41/46

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

MCT P ACO 11238—2014

[32] Hegulation (EC) Wa 72602004 of the European Parliament and of the Council af 31 March 2004 layeng down
Community procedures for the authorization and supervision of medicinal products for herman end veterinary use
and astablishing a European Medicines Agenoy
hitp:iec.europa.eulenterprise! pharmacevticalsfeudralesivol-1/reg 2004 728/rag 2004 726 en.pdf

[33] Regulation (EC) Mo 1384/2007 of the European Parllament and of the Council of 13 Movember 2007 on advanced
tmerapy medicinal products and amending Directive 2001/B3'EC and Regulaton (EC) Mo F26/2004
hitp:itec. suropa.eulenterprise/pharmaceuticalsfeudrabecivol-1/reg 2007 13040 reg 2007 1384 en.pdf

[34] Commission Directive 200394EC of 8 October 2003 laying down the principles and guidelines of good
manufacturing practice in respect of medicinal products for humen use and investigational medicinal products for
husrman use

[35] hitp:dec.europe eulenterprise/pharmaceuticalsieudrelexivol-10dir 2005 94/dir_ 200394 an.paf

[36] Guidelines on Pharmecovigilance for Medicinal Products for Human Use, Volume 94 of the Rules Goveming
Medicinal Products in the European Unian

[37] hitpuliec.europe ewlenterprisa/pharmaceuticale’evdrabex/vol-Spdfivold_2007-0F_upd07F. pdf

[38] Gudeline on declaration of botancael sebastances and botanical preparations in botanical medscinal
products/tradifionzl

[349] Botanical medicinal products in the P, 26 July 2007 [Doc. Ref, EMEA/HMPCICHMP/ICWIMP/ 28T 530/2005)

l40]  hitpdiwww . emea europa.ew pdfs/ruman'hmpe/ 287 530058en2_pdf

[41] Guideline on adjuvents in vaccines for human use, 20 January 2005 (Doc. Ref, EMEA/CHMPNVEGH 24 7162004

[42]  hitp:iiwww emea europa ew pdfa’humandvwpd1 34 71604 an. paf

[43] Guideline on Similar Biokogical Medicinal Products. 30 Gctober 2005 (Doc. Rel. CHMPMIT04)

[44]  hitp:diwww . emes europa e pdfs/humandbiosimilan’id 37 Gden paf

[45] GUIDELIME OM PHARMACZEUTICAL ASFECTS OF THE PRODUCT INFORMATION FOR HUMAM
VACCINES. 26 November 2003 (Doc. Ref. EMEAICPMPIBWRIZTEE/02)
hitp:iwww emes europa ewpdfe’ humean/bwp/ 2 TS50 28 n_ pdf

l46] Guideline on the acceptabiily of names for human medicinal products processed through the centralised
procedure, 11 December 2007 (Doc. Ref. CPMP/E28/98, Revigion §)

[47]  hitpiwww emes europa.ew pdfaumaniregaffail 032803en. pdf

(48] Guideline on the Chemistry of new Active Subsiances, 17 December 2003 (Doc. Ref, CPMPIOWFM1A0/96 Rev. 1)
Ritp:iwww emea europa.ewlpdfshuman'gwp/013096en. pdi

j44]  Standard Terms, Dosage Forms. Routes of Adminstratien and Containers, EDQWN. Fifth Edition, December 2004,
Veraon 5.0.0 nttpatpheur.ongl

[50] Ewudravigilance Medicinal Product Dictonary (EVMPD) Version 2.0 Technlzal Specificatons, 8 Movember 2004
[Doc. Ref. EMEAMSO190/2004}
hitp:tleudravigiiance emesa europa.eudhuman! docs/EVMPD% 20T echnical% 205 pe cificatons. pdf

[51] Eudra¥iglizgnce Medicingl Product Dictlonary (EVMPD) Wersion 2.0 Message and Ackaowledgement
Specifications, & ODecember 2004 [Doc. Ref. EMEAMTBEYEE/2004) hntpdeudravigilance emea.eufopa.
euwhuman'docs/EVMPDY20M essage: 20and % 20% 20Acknowledgem

|52] EwdraVigilance (EV) Access simple Database Version 2.0 8 November 2004 [Doc. Ref: EMEAM4DIZT2004)
hitp:tewdravigitance emea. eurapa.eushuman/docs/EV% 20Accesa % 20
Simpled0Datanaset: 202.0% 20-%L20Tables%20D0cum e ntaton. pd f

(53] EudraVigilance (EV) Access Simple Delabase Version 2.0 Forms Documentation, 31 January 2005, (Doc. Ref
EMEASE416/2005)
hitp:teudravigilance emea. europa.eu‘human/docs/EVAccass Simpleth 20
Oatabase w20 Formadocumentabon.pdf

|54] Eudravigliance (EV) Access Simple Databese Version 2.0 Step by Step Guide & December 2004, (Doc. Ref:
EMEANMST1086/2004}
hitp:tewdravigitance emea. eu int'humanidocs/EV % 20Access % 20
Simpiet:20Databaset 202 0% 20-% 205 ep % 200y 205te pla 203 Uide. pdF

[858] Product Information Management hitp:pim_emes. eurcpa.eud

[86] Ewvrcpsan Pharmacopeia (Fh. Eur.): hitpionline pheur.argfentry. htm

[§7] MINISTRY OF HEALTH AMD WELFARE. PSB/SD Motification Mo. 37 (20" March 1898) (Al documents are
availabie anly in Japanese, Please note documents' names are only fentaiwe translation) Electronsc package
ingert nformaton  accompanied by  the  Wility  aysiem of Informaton  provision on drug  safety
hitpa:dfskw. info. pmda.go jpinoticemtis 0329 paf

158] Appendix: Electronic formel of package insert informaton on ethical drugs (SGMULTD Yer 2.0} Appendix1 OTO
Ver 2.0 hitpa:ekw. info. pmda . go gpnatice/ntd20 320014, 2ip

1549]  AppendixZ Owverview of SGML craation hitps:lskw info.pmda.gogpinotice/mt98032 0ol pdf

[60]  Appendixz3 DCL hitpsotfskw. info.pmda.go jplnotice nt9S032%del zip

[61] Appendizd Template of SGML nttps-Yakw anfo.pmda.go jpinotice/n 1890329 mp.zip

162] Appendizs Data model (Entities and relatonships] nttps sk mfo. pmda go jpinobce nS 9032 9dm. pd{

[63] Appendixs Lt of flelds of package inserl sformatbon hitpsakw. info.pmda.go.jo/notice/ 99032 9=t pdf

[Gd4] THE JAPANESE PHARMACOPOEIA SIXTEENTH ECITION. http:!jpdb.nihs.go.jpljp 16

36
FOCT rocTPuCO 11238-2014 CrpaHuua: 42/46

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 112382014

[B5]  United States Pharmacopoela (USP): hitpaiwww usp org/usp-nf

[B&] IMNTESRATED TAXOMOMIC INFORMATION SYSTEM. (ITIE) hitpiiwew fes.gow!

[BF)  Gudance for Industry Providing Regulaiory Submeesions im0 Electronic Format — Content of Labelling
hitp:fwww . fda . gov/cderfreguiatory ‘guidance

[B&) Release Motes for SPL Schema PORR_MTOS0020 (3.20008) FDA SPL Schema for Implementation
htipwwew. fda.govidownloade/Forlndustry/DataStandardss/Strectured ProducilLebeling/U CAM1E2024  pdf

[B9) CaCore 2.0 Technical Gulde, Mational Cancer Institute, Cantar for Blolnformatics, U 5. Department of Health and
Huran Services ftp:fpt nocinib gowpublcacorelcaCOREZ 0_Tech_Guide pdf

[FO & guide to RXMorm, United States Mational Library of Medicine, Mational lastitute of Health
htip:fwweds. nimonih.govresearchiumlsirenormidocs/200 2renorm_doco_fell_2012-3.him!

[F1]  The Unifled Code for Units of Measura
http:iwwew fda goviFarindustryl DataStandardsStrecturedProductlabelinglucm 168397 _him

[F2] Substence Regelrelion System (SRS} SRS Subsiance Defnition Manual Verswon Sc
hiip:fwwew. fda gowidownloadeF orlmdustry/DataStendards/Subsiance ReglsirationsS ystem-
UnlquelngredientidentdierUMIiecm 27743 pdf

[¥3)  The WS, Consobdated Healthcare Informatics initiative
hitpa:www. federalregister. goviarticlesf200501 202 3/05-24 280 conaolidated-he aln-inform atica-che-initiative-
health-care-and- vocabulary-standard s-for-use-in

|74]  CDISC Chnical Research Glossary, hitpfwoww cdiscoorg/cdisc-glossary

ar

FOCT rocTPuCO 11238-2014 CrpaHuua: 43/46

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

MCTP ACO 11238—2014

YO G04:617:006 354 COKC 3524080 nas OKCTY 4002

Knigueosle cnoBa: 30papocxpadeHve, MHQopMaTIauMs a00possa, YHUEANEHEA WOeHTHWDWKEUKMA, nekap-
CTBEHHEIE COEQCTEA, CTRYKTYD L SaHHBRX, NEPEIa4a DaHHLX, hapMalesTHYeckke CyBCTaHUMm

3B

FOCT rocTPuCO 11238-2014 Crpanuua: 44/46

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

Peaaktop AN, Pyoun
Taxnwvacksd pegaktop .M. Meycarsoa
Koppexrop B.E. Hecmaposs
Kowmswrepran pepocrea A4, Hanevrorow

Coado m kaGop 27.03 2015 Mognwcado o pevars 2505 2015, Sropmat G0 S-i-';f;. Fapnurypa Apwan.
Yea.new. m 5120 Yy-aag. no 4,60 Tupaw 312 a3k3 Aaw. Z00OT.

Wigano v amevarant oo 2CYT aCTAHOAPTHHBOPM», 123995 Mocmma, Mpasdinwm nep., 4
www gaslinio.ru mnfo postinioru

FOCT rocTPuCO 11238-2014 CrpaHuua: 45/46

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

FOCT rocTPuCO 11238-2014 CrpaHuua: 46/46

G ((H]|idl GostExpert.ru


http://www.tcpdf.org
http://GostExpert.ru/gost/gost-11238-2014
http://GostExpert.ru
http://GostExpert.ru

