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BBeaeHwme

Hactoawmin ctaHaapTt paspaboTaH B CBA3U C LUMPOKON MMUPOBOWA NOTPEBHOCTLI0 B MeXAyHapOoaHOM
rapMoHu3aLmn onUcaHuin NekapcTBeHHbIX cpeacTB. OH ABNAETCH OAHUM U3 NATU CTaHAapPTOB, 06pasyoLmx
6a3unc yHuKanbHon naeHTudKaLnn nekapcTBeHHbIX CpeAcTB. B aTy rpynny ctaHAapToB BXOAAT:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHdopmaTnsauus 3go-
poBbA. MiaeHTUdUKauna nekapcTBEHHbIX CPeACTB. DNeMeHThl AaHHbBIX U CTPYKTYPbl ANA YHUKaNbHON AEHTU-
cdukaummn u obmeHa uHpopMaumein 0 perucTpupyeMbIX NEKapCTBEHHBIX CpeacTBax);

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated pharmaceutical product information (MHdopmaTusauua
300poBbA. aeHTUdUKaLna NnekapCcTBEHHbIX CpeACTB. DreMeHTbl AaHHbIX U CTPYKTYPbI AN YHUKanNbHOW naeH-
Tndukauum n obMmeHa UHdopMaLumen 0 perncTpMpyemblX NekapcTBEHHbIX Npenaparax);

1ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances (MHdopmaTusauus 3go-
posbs. NaeHTUdbMKaLna nekapcTBEHHbIX cpeacTB. DneMeHTbl AaHHBIX U CTPYKTYPb 4715 YHUKaNbHOW aeHTU-
dukaumn n obmeHa uHopmMaumen o perucTpupyemMbix cpapmaueBTUHECKUX CyBCTaHLMAX);

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging (MHdopmaTusauusa 3goposba. NaeHTudgukauma neka-
PCTBEHHBIX CPEACTB. ANEeMEHTLI AaHHbIX U CTPYKTYpPbI NS YHUKanbHoW uaeHTudukaummn n obmeHa nigpopma-
Lmelt o pernctpupyemelx hopmax A03NPOBKU, eAMHULAX NpeacTaBneHusl, cnocobax BBeAeHUS U yNakoBke);

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of units of measurement (MHcpopmaTusauma sgoposbs. UaeHTudu-
KaLuMs nekapcTBEHHbIX CPeACTB. OneMeHTbl AaHHbIX U CTPYKTYPbI AN YHUKaNbHOW naeHTudgukaumm n obmeHa
NMHdOPMaLMen 0 eAMHULAX U3MEPEHUs).

OTncTaHgapTel naeHTNMKaLmMmn nekapcteeHHbIx cpeacTs (IDMP — Identification of Medicinal Products)
npefHasHadveHsbl 4NA NoAAEPKKM OeATEeNbHOCTN OpraHoB KOHTPOrs o6palleHns NekapcTBEeHHbIX CpeacTs BO
BCEM MUpe, BKIOYasa KOHTPOMb 3a pa3paboTKon 1 pernctpaLumeil nekapcTBEHHbIX CpeacTB, ynpasneHue nx
XKMU3HEHHBIM LIMKITOM, @ Takke KOHTPOSIb PUCKOB 1 hapMakoHaasop.

[na gocTukeHNs OCHOBHBIX Lienein KOHTPoNs obpalleHunst nekapcTBEHHbIX cpeacTB U hapMakoHaasopa
Heobxoaumo obecneunBaTb HaAEXHbIA, KAYECTBEHHBIA 1 CornacoBaHHbI c6MeH MHopMaLMein o nekap-
CTBeHHbIX cpeacTBax. MNoatomy ctaHaapTel IDMP pernameHTUpYOT Kak MAHUMYM crieayolime oBMeHb
WUHOpMaLneii:

- Mexay opraHamu KOHTponsi obpalleHns nekapcTBEHHBIX CPeACcTB, HanpuMep, Mexay EBponeiickum
areHTCTBOM NleKapCTBEHHLIX CPEACTB U YNpaBneHWeM No CaHUTapHOMY HaA30pyY 3a KaYeCTBOM NULLEBLIX NPOo-
Aaykros u meamkameHToB CLUA (United States Food and Drug Administration);

- Mexay dapmaueBTUHecKkon HUPMONA 1N OpraHoM KOHTpOns obpallleHnst NekapcTBEeHHbIX CPeACTs,
Hanpumep, mexay dupmon «Pharma Company A» U opraHusaunein Health Canada;

- MexXay CMNoHCOPOM KIMMHUYECKOro UCCNeaoBaHUsl U OpraHoM KOHTpons obpalleHuns nekapcTBeHHbIX
cpeacTs, Hanpumep, Mexay yHusepcutetom «University X» 1 ABCTPUIACKMM areHTCTBOM NeKapCTBEHHbIX
cpeacTs;

- Mexgy opraHoM KOHTpons obpalleHus NekapCTBEHHBIX CPEACTB M APYrMMN ydacTHUKaMun obpalleHuns
neKapcTBEHHbIX CPeACTB, Hanpumep, Mexay PerynsTopHbIM areHTcTBoM BennkobputaHum no nekapcTBeH-
HbIM cpeacTBaM U u3genusam MeauumHekoro HasHadveHuss (MHRA — UK Medicines and Health Care Products
Regulatory Agency) n HaunonanbHom cnyx6oii 3agpaBooxpaHeHunst (NHS — National Health Service);

- MeXAy opraHamMu KoHTposs obpalleHns NekapCTBEHHbIX CPEeACTB 1 MeXayHapoaHbIMU NCTOYHUKaMM
AaHHbIX, Hanpumep, Mexay AreHTCTBOM ANOHUM MO NeKapCTBEHHBIM cpeAcTBaM 1 U3AenNusiM MeJULMHCKOro
HasHaveHua (PMDA — Pharmaceutical and Medical Device Agency) 1 ynorHOMOYeHHON opraHusaunen no
npucsanBaHuio MAeHTUUKaTOPOB CybCTaHUMAM.

CocTasHbIMK YacTamu ctaHdapTos IDMP sisnstoTesi cneumndukaumm cooblieHnin. OHM crnyxat ans onu-
caHus 1 obecnedeHns LLeNoCTHOCTM yKasaHHbIX Bbille 06MeHOB MHopMaLnei.

YHuKanbHble naeHTUdUKaTOPLI, NPUCBOEHHbIE B COOTBETCTBMUN co cTandapTamu IDMP, npeaHasHayveHbl
ANS UCMOMNb30BaHNA B TEX NPUNOXKEHUSX, KOTOPbIM HeobxoauMa HaaexHas MAeHTUdUKaLMS U OTCNeXUBaHNe
NPUMEHEeHUsI ekapCTBEHHbIX CPEACTB 1 UCMONb3yeMbIX B HAX MaTepuasos.

B HacToswem cTaHgapTe onucaHa CTPYKTypa AaHHbIX, CMOCOGCTBYOWANA NMPUCBOEHUIO YHUKaNbHBIX
naeHTUpUKaTOpoB BCeM CyGCTaHLMUAM, BXOASLLMM B COCTaB NeKapCTBEHHbIX CPEeACTB, a TakKe YnakoBOYHbIM
martepuanam, a Takke ynpasneHuio 3TMM1U uaeHTnudnkatopammn. Hactoswmii mexayHapogHbelil ctTaHaapT ycTa-
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HaBnuBaeT obLWue nNpaBuna onpedeneHuss U pasnuieHUss cybeTaHUMii U npeanaraeT BbICOKOYPOBHEBYIO
MoZerb, ONMUCHIBaIOLLYO CTPYKTYPY MHOPMaLMK 0 CyGCTaHUUAX U KOHTPONUpYeMblX CybcTaHLMAx, npeaHas-
HaueHHyo 4nsa opraHnsaunm n céopa cooTBETCTBYOLMX AaHHbIX.

Mpu paspaboTke HacTosAWero cTaHaapTa ucnonbsoBanack O6Las Moaens NPOAYKLMK opraHUsauum
HL7 (Common Product Model), u aetansHoe mogenMpoBaHue UHgopmauum o cybcTaHUMAX U KOHTponupye-
MbIX CyBCTaHLMAX OCYLECTBAANOCH B COOTBETCTBUM C ee 0bnacTbio npuMeHenus. Mpegnonaraetcs, 4To nNpu
peanu3auum HacTosLLero cTaHgapTa B Liensx obecneveHust npucBamBaHmio Kaxkaoin cy6cTaHumMm, npucyTcTRy-
loLLel B TeKapCTBEHHOM CPeACTBe, CTPOroro He CMbICMIOBOrO YHUKarNbHOro uaeHTudukatopa 6yaeT UCnonb3o-
BaHO PykoBoacTBo HL7 no peanusaunu onucanus cybetaHumin (HL7 substances implementation guide) n
cTaHaapTbl HL7 no anekTpoHHOMy 06MeHy aaHHbIMU. [MpeanonaraeTcs Takke, YTO 3a reHepauuto naeHtTudu-
KaTOpoB Kaxaol cybcTaHuuMn byaeT oTBevyaTb €QUMHCTBEHHasi opraHu3auusl U YTo aTa opraHusauus byaet
coxpaHsTb y cebs onpeaensiomne aneMeHThbl, BXoasiue B cocTas uaeHTudunkatopa cybectaHumn. Ha yposHe
KOHTpOnUpyeMbIx cybcTaHuuii MoXeT NoTpeboBaThesl y4eT pernoHasnbHbiX 0COBEeHHOCTEN, MOCKObKY 3Ha4M-
TenbHas YacTb HpopMauun, onuckIBatoLen 3T cybcTaHLMK, UMeeT MeCTHBIA XapakTep.

MpumeHeHne naeHTUdUKaTOpa CylEecTBEHHO ANS onucaHns cybcTaHLMIi, BXOASLMX B COCTaB reKa-
pCTBEHHBbIX CpeACTB, B rNobansHom MacliTabe. HactoAwmin ctangapT He npegnonaraeT pa3paboTKy HOMeH-
KnaTypbl Cy6CTaHLMA NN KOHTPOSIMPYEMbIX CYyOCTaHLUMIA, HO C KaXAbIM MAEHTUMUKAaTOPOM MOXHO CBS3aThb
obuepacnpocTpaHeHHble U oduLManbHble Tekyllue HauMeHoBaHUA cy6cTaHLMK.

MaTtepuansbl, ucnonbsyemble B JleKapCTBEHHbIX CPEACTBaX, BapbUPYOTCA OT NPOCTBIX XMMUYECKUX
coeAvHeHU A0 reHHOMOANMULIMPOBAHHbIX KITEeTOK U TKaHel XKMBOTHOro nponcxoxaeHus. OqHo3HavyHasa naex-
TUchuKauusa Takux cybcTaHumin ocobeHHo npobnematuyHa. B HacTosweM ctaHaapTe cybcTaHumMm onpegens-
tOTCS1 HA OCHOBE UX HAYYHOW AEHTUYHOCTU (TO €CThb, YeM OHU AABMSIKOTCA), @ HE Ha OCHOBE criocoba npuMeHeHus!
1 NPon3BOACTBEHHOTO NpoLecca. [Ans uaeHtudnkaunm cybctaHumMin UCnonb3yeTcst MOMeKynsipHasi CTPYKTY-
pa unu gpyrue HemaMmeHHble CBOWCTBA, Hanpumep, TakCOHOMUA, aHaToMuyeckas nHdopmaums unu uigpopma-
Lms o ppakumoHnpoBaHun. B HacTosiwem ctaHgapTe NpuBeAeHbl NATb Py 3N1IEMEeHTOB, OCTaTOUHbIX Ais
naeHTncmKaummn Bcex cybctaHumin. Xota naeHTuduumpoBaTb Unu knaccuduumposaTb cybctaHUuMM BNomnHe
BO3SMOXHO U Apyrumu cnocobamm, B HacTosILLLEM CTaHAapTe NPUMEHEH NoAX04 MUHUMAbHO CTPYKTYpPUpPOBaH-
HBbIX Ha2Y4HbIX MOHATUIA, NPU KOTOPOM OCHOBHOE BHUMaHWe yaensaeTcs KPUTUYHBIM 3fieMeHTaM, HeobXxoanMbIX
Ans pasnuieHnsa AByx cybcTaHumn apyr ot apyra. Hepeako npu coeauHeHUM cybCcTaHLmiA NPOUCXOANT UX B3au-
MoaenCTBMe, HO B HACTOSALWUA CTaHAaPT Takue cynpamorekynsipHbie B3auMoaencTBUsS Ha ypoBHe cybcTaHuni
HaMepeHHO He BKIOYEHbl B CUMY UX U3MEHYMBOW NpUpPOAbl U aKkTUBHOCTU. B HacTosileM cTaHaapTe npea-
yCMOTpEHa TakKe BO3MOXHOCTb UCMOMb30BaHUSE MHOXKECTBEHHBIX TEPMUHOB, OTHOCSILLIMXCA K AaHHOW cy6-
CTaHLMW, U MHOrooBpasHoi cnpaBoYHon MHopMaLK, KoTopasi MOXKET UCTIONb30BaTLCA AnNs Knaccudukaumn
cybCTaHLMA N onncaHus ceasen mexay cybctaHumamu.

B gononHeHune K onvMcaHuio ypoBHA cybCTaHLMiA B HacTosILLEM cTaHAapTe nNpedycMoTpeHbl Takke ane-
MEHTbI AaHHBIX, ONUCIBaIOLLNE AOMNONHUTENbHYI0 MHDopMaLMio 0 CybCTaHLMsIX, HAaNpUMep, Ka4ecTBo, NPon3-
BoAWTENb, CneuunduKkaunm Npon3BoACTBEHHBLIX MPOLLECCOB, a Takke UHopMaLuio 0 cybcTaHUmMsAX, KOTopble
4YacTo KOMBUHMPYIOTCA NPU Npofdaxe, HO, CTPOro roBopsi, He o6pa3syrT OQHO NekapcTBeHHOe CPeacTBoO.
Mpw oNUCaHNM YPOBHS KOHTPOMMPYEMBbIX CYOCTaHLMIN UCNOMb3YHOTCA YeThipe rpynibl 3fIEMEHTOB, NpegycMar-
pUBaOLWNX UHOPMALIMIO, CYLLECTBEHHYIO A5t OMUCAHUS 1 OTCNEeXUBaHWA cybcTaHUUA B NiekapCTBEHHBIX
cpeacTBax.

s pasnuyHbIX Lenen 1 pasHbIX yCrioBui npeameTHon obnactu paspaboTkv chapmaLeBTUYECKUX CTaH-
AapToB U CTaHAAPTOB KOHTPONs obpalleHns nekapcTBEHHbIX CPEACTB UCMOoNb3ayeTcst 60MbLLIOE YACTO TepMU-
HOB, onucbiBatoLw X 6a3oBble NoHATUSA. VHbopMaLoHHbIE MOAENW, MPUBeAEHHbIe B HACTOSILLEM CTaHdapTe,
OMUCBIBAIOT 3MeMEeHTbI AaHHbIX U UX OTHOLUEHUs, KoTopble HeoBXxoaMMbl ANa naeHTUUKaLMm cybcTaHumnn.
TepmuHbI 1 onpegeneHus, NpMBeAeHHbIe B HACTOSILLEM CTaHAapTe, NPeACcTaBnAAloT NOHATUA, NpeaHa3HaYeH-
Hble ANA YHUKanbHOW naeHT1dnkaumMm cybcTaHumia, onucaHus X CBOMCTB U Nepeaadun uHdgopmaummn o cyb-
CTaHUMSIX, BXOAALNX B COCTaB NlekapCTBEHHbIX CPeaCTB.

TepMUHbI M oNpedeneHns, NPUHSTBIE B HACTOSALLEM cTaHAapTe, npeaHasHaveHbl 4na o6neryeHua nHTep-
npeTauny U MPUMEHEHNS IOPUANYECKUX U HOPMATUBHBIX TPe6oBaHWIA, HO OHU He A0SMKHBLI NPeBanMpoBaTh Hag
topranyeckn obasbiBalOWMMU JOKYMeHTamn. B cnyyae coMHeHUs v noTeHunanbHOro koHdIMKTa A0MKHbI
MPUMEHSITLCA TEPMUHBI U ONpeAeneHnst, NPUHATEIE B OPUANYECKU 0GA3bIBAOLLMX AOKYMEHTaX.



roCTP UCO 11238—2014

HAUUWOHANBbHBLIA CTAHOAPT POCCUUCKOMN SGENEPALUUMU

MH®OPMATUSALIUA 300POBbA
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Health informatics. ldentification of medicinal products.
Data elements and structures for the unique identification and exchange of regulated information on substances

DaTta BBegeHnsa — 2015—10—01

1 O6nacTb NnpUMeHeHunsA

B HacTosilweM cTaHgapTe NpeacTaBneHa nHgopmaLMoHHaa Moaenb, NpeAHasHa4YeHHasa aAna uaeHTudu-
KaLum U onucaHns cy6CTaHLmin, BXOASALMX B COCTAB NeKapCTBEHHbIX CPeACTB UMW UCNOMb3yeMbIX AN Meau-
LUMHCKUX Lenei, Bkovas GuoakTuBHble OoGaBkM, MULY M KOoCMeTUKy. B Hem ucnonbsyioTca apyrue
peneBaHTHble CTaHAaPThbl U BHELLHWE TePMUHOMOTUYECKME PECYPChI.

2 TepMWHBI, onpeaeneHnsa U COKpaLleHnsA

2.1 TepMuHbI M onpeeneHus

[lna uenen HacTosLero cTaHAapTa UCNOMb3YIOTCA cneayoLwne TepMUHbI U onpeaeneHns.

2.1.1 akTUBHBIA Mapkep (active marker): KOMNOHEHT Unu rpynna KOMNOHEHTOB PacTUTENbHON Cy6CTaH-
LMW, pacTUTenbLHOro npenapara uin nekapcTBeHHOro CpeacTsa, NPeACcTaBnALWmUe NHTepec AN Lenen KoH-
TPONA 1 06bIYHO COAENCTBYIOWME TEPANEBTUYECKON aKTUBHOCTH.

MpumedaHun e — AKTMBHbIE MapKepbl HE 3KBMBAMNEHTbI aHANUTUYECKUM UNN MHAVMKATOPHBIM Mapkepam, uc-
NONb3yeMbIM UCKITIOYUTENBHO ANA MAEHTUMUKALMM UK Lienen KOHTPONs.

2.1.2 aHanuTtudeckue aaHHble (analytical data): CoBOKYNHOCTb 3N1EMEHTOB, ONUCHIBAIOLLUX METOABI 1
pedepeHTHbIE MaTepuanbl, UCNoNb3yemMble Ans onpeaeneHna YUCTOTbI UM akTUBHOCTU cyBCcTaHL MM Nubo ans
ee naeHTUnKaLmnu.

Mpumepsr — Pacmeop 9nsa unbekyuli, mabnemka 0ns npuema esHympb, meepoasi Karncysia ¢ TopouwKoMm 0ns
UHz2anayuu.

2.1.3 xumunyeckas csnasb (chemical bond): BzaumogencTesune asyx unm 6onee atomos, npusoasilee K
MOAIBINEHNIO YCTOMUMBOrO ANUCKPETHOrO MONEKyNsipHOro obpasosaHust.

2.1.4 xumunyeckan cybctaHuma (chemical substance): Tun cybctaHumm, koTopasi MoXeT OblTb OnncaHa
Kak CTeXMomeTpuryeckoe UM HecTexMoMmeTpuieckoe eanHoe MosiekynsipHoe o6pasoBaHue U He IBNSIeTCS HU
NPOTEUHOM, HU HYKINEUHOBOW KUCTIOTON.

MpwuMedaHun e— B kayecTBe XMMUUecknx cybcTaHumin 06bIMHO paccMaTpUBAalOTCS «Marble» MOMNeKyrbl, KOTO-

pble MoryT 06pa3oBbIBaTh CONM, PacTBOPSATHCH MU AUCCOLMMPOBATE HA MOHBI U MOTYT BbiTb ONMCaHbLI C MOMOLLBIO NPOCTON
onpegensoLen N NpeacTaBnsiioWwen CTPYKTYpbI.

2.1.5 xupanbHaa cy6craHuma (chiral substance): Cyb6ctaHuus, 4bs MonekynsipHasi CTpyKTypa He
COBMeELLaeTCs € ee 3epkarbHbIM 0TOBpaXXeHUeM.
2.1.6 koMmnoHeHT (component): Lienesas cocrasnaoLas KOHTPONUPYeMoi Cy6cTaHLmMn.

U3paHne opnumnansHoe
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IMpumep — fQumemukoH u 08YOKUCH KPEMHUSI SIGJISIIOMCSI KOMITOHeHMaMu CuMemukoHa. UHcynus-npoma-
MUH 4esroeeqecKull U YUHK SINISIIOMCSI KOMITOHeHMaMu UHCYJTUH-U30(haHa 4es/108e4eCK020.

MpuMeyaHwmn e — KOMIOHEHTbI MCTOSb3YIOTCA 41151 ONUCaHUs CyBCTaHUMIA M KOHTPONMPYEeMbIX CyGCTaHLMUIA, KO-
Topble 06pa3yloT Matepuari, COCTOSILLMIA U3 HECKONBKMX Cy6CTaHUMIA.

2.1.7 crexuomeTpuyeckoe ypaBHeHue (composition stoichiometry): KonuuectBeHHoe cooTHOLLEHNE
MeXay XMMUYECKUMU dNIEMEHTaMU NN YacTsIMU, 06pasyroLLMMKn cybcTaHLNIO.

IMpumep — Hampusi pocham 2enmazudpam O8yxoCHOSHbIU U Hampusi ¢pocham duzudpam O8yXOCHOE-
HbIl S1611s1I0MCS1 pa3HbIMU cy6cmaHyusiMu.

2.1.8 cocrtaBnsawowan (constituent): CybcTaHums, NPUCYTCTBYIOLLASA B KOHTPONMPYEMOi CybcTaHLmN.

MpumMeyaHwune— CoCTaBNSIOWMMN MOTYT OblTb 3arpsi3HEHWS], UHTMOMTOPLI, aKTUBHbIE UMM WHOUKATOPHbIE
MapKepbl, a TaKke oTaenbHble cybcTaHumK, cmeluMBaemble ans ob6pasoBaHns nekapcTeeHHoro cpeacrea. O6pasyowme
OOIKHbI BINOMHSITL ONMPEAENeHHYI0 porlb U MMETH OMNPEAEneHHoe KOnMYecTBo. [ns onmMcaHusi KOMMOHEHTOB, a TakKe
npeaernbHbIX 3HaUEHU 3arpsi3HEHUA UK CONYTCTBYIOLWMX CY6CTaHLUMIA OMKHBI UCMONb30BaTbCs cneuudukaumm o6pasy-
IOLLMX.

2.1.9 HopmaTUBHbIN cnoBapb (controlled vocabulary): KoHeyHoe MHOXECTBO AOMYCTUMbIX 3HAYEHUI
anemMeHTa AaHHbIX.

MpumeuaHuns
1 JonycTMMbIMY 3HAUEHUSIMU MOTYT BbITb KOABI, TEKCT UMK YnCna.
2 Onpepgenenue agantuposaHo n3 gokymenta CDISC Clinical Research Glossary V8.0, 2009.

2.1.10 cononumep (copolymer): MNonumep, cCOCTOALNIA N3 HECKOSbKUX TUMOB NOBTOPSIIOLLIMXCA KOBa-
NEHTHO CBA3aHHBLIX CTPYKTYPHBIX 3BEHLEB.

MpwumedaHun e — Cononumepsl 06pasyioTcsi C NOMOLLBIC COMONMMEPU3aLIMN UNKU NOCNEA0BaTENBHON NONMMe-
pv3aumy AByx unm 6onee moHomepoB. Cononmmepbl MOryT BbITe HEPETyNsIPHBIMU, PErYNAPHLIMK, GNOK-NoNMMepamMu unu
NPVYBMTLIMU NONIMMEPaMK.

2.1.11 kpuTudeckuin war npouecca (critical process step): Llar nponssoacteeHHoro npouecca, Heob-
XOAWUMBbIN ANSA NOMYHEHNS KOHTPONMpYyeMOon cybcTaHLuK.

2.1.12 creneHb nonuMepusauum (degree of polymerization): Y4nucno NOBTOPAIOLMXCA CTPYKTYPHBLIX
eVHWL, B NonMMepHoM 610Ke 1 3BeHe.

MpumeyaHune—3ITOT TEPMUH NPUMEHSIETCH KaK K rOMONonuMepam, Tak U 6rouHbIM cononmMMepam, rae o3Ha-
Yaert cTeneHb Nonuvepuaaumm bnoka.

2.1.13 pasHoe npoucxoxageHue (diverse origin): Cy6cTaHuum, KOTopble COBMECTHO He BbiAensnuich
NN He ABMATCA pe3ybTaToM O4HOTO 1 TOro Xe npoLecca XMMUYeCcKoro CuHTesa.

MpwnmedaHwn e — BelwecTBo, cogepxallee HECKONbKO Cy6CTaHUuii, naeHTMdULMpyeTcs Kak cMellaHHas cy6-
CTaHUWSA NN MHOFOKOMIMOHEHTHas KOHTponupyemasi cybctaHums (rpynnel 1), 0CHOBaHHasA Ha npoucxoxaeHun. [lse cy6-
CTaHuMK, coeauHeHHbIe BMECTE U He MpeTepreBLLne XMMUYECKOW peaKkLmy, Bbi3biBalolell BO3HMKHOBEHME UIU Pa3pbiB
cneundmrYHbBIX XMMUYECKUX CBSI3e, AOMKHbI ONpeaensTbCs Kak OTAenbHble CyGcTaHumm, Aaxe ecrnv OHW B3auMOoAencTBO-
Banu MHbIM 06pa3oMm, He BNVSIIOWMM Ha XMMWUYECKMe CBA3M.

2.1.14 3HxaHcep (enhancer): PerynsatopHas nocrnegoBaTeNbHOCTb HYKNEOoTUAOB, yBenuunsaoLas
NCNONb30BaHNE HEKOTOPBIX 3YKapMOTUYECKMX MPOMOTOPOB U cnocobHas yHKUMOHNpoBaTh B Moboi opueH-
Tauum 1 B Ntobom mecTe (BbILLE UK HUKE) MO OTHOLLIEHMIO K TPOMOTOPY.

2.1.15 dopakuus (fraction): OTaenbHas YacTb BellecTBa, BblAefieHHas U3 CNoXHOro pactsopa, coctas
KOTOPOW OTNNYAETCH OT UCXOHOTO BeLlecTBa.

MpumMeYaHwue— ITO NOHATME UCTIONB3YETCH A5 ONMCaHWsSI UCXOAHOTO BELLECTBA U SIBMSIETCS] PEKYPCUBHBIM,
TO eCTb CreaytoLasi pakuma MOXET GblTb BbiAeneHa n3 npealecTsyoLlen hpakuum, 4To npeanonaraeT onpeaeneHHbIN
NnopsaoK NepeyncrieHuns.

Mpumep — UMMyHO27106YTUHBI CLIBOPOMKU KPOBU 8 IMONUKITOHansHoM IgG cry)xam npumepom peKypcus-
HO20 ¢hpaKyUuOHUPOBaHUSI.

2.1.16 reH(gene): bazoBas eaMHuLa HacneacTBeHHOro hakTopa, KoTopas KoaupyeT NepBUYHYIO CTPYK-
Typy 6enka (6enkoBom cybbeanHULbI) 1 yNpaBnsieT ero aKcnpeccuen.

2.1.17 aneMmeHT reHa (gene element): OTAeNbHLIA 3M1eMeHT reHa, Hanpumep, NPOMOTOpP, 3HXaHcep,
caineHcep, KogupytoLlas nocneaosartenbHOCTb.

2.1.18 rnuko3unupoBaHue (glycosylation): depMeHTaTUBHBIN NpOLiECC, CBSA3bIBAOLNI caxapuabl Unu
onurocaxapuabl ¢ 6enKkamu, nunuaamm Unu pyrumm opraHn4eckummn Monekynamu.
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2.1.19 Tun rnukosunupoBaHunAa (glycosylation type): 3HauntensbHble OTANYMA FUKOSUNTMPOBAHNS B
pasHblX TUMax opraH1N3MoB.

n punmMmevyaHune — 910 NoHsATHE UCNonb3yercs1 Ans onncaHns pasnnyus rMmuKosnnpoBaHua y pasHbliX TUNOB
OopraHM3mMoB, Hanpumep, y Yenoeeka, MnekonutTarLmx, NTuy,.

2.1.20 kayecTBO (grade) :COBOKYNHOCTb chneuuduKkauuii, ykasblBaloLWmMX Ka4ecTBO KOHTPOMMpPYyeMoi
cybcraHumn.

2.1.21 romononumep (homopolimer): MNonuwep, COCTOALLNIA U3 OQUHAKOBBIX CTPYKTYPHbIX €ANHULL.

2.1.22 usoron (isotope): PasHOBMAHOCTU XUMUYECKOrO 3NeMeHTa, OT/MYaloWnecs MOoreKynsipHon
MaccoM.

MpumeyaHune—PaguoHyKnuabl UM HYKNUZAL!, ¥ KOTOPbLIX OTHOCUTENbHAsl aTOMHasi Macca OTIuYaeTcst oT
NPWUPOAHON, NOKa3aHb! B CTPYKTYPHOM NPEACTABNEHUM C MACCOBbIM YUCIIOM. M30TOrbI, LUIMPOKO pacnpocTpaHeHHbIe B Npu-
poge, npeAcTasrieHbl CUMBOINOM 3nemeHTa 6e3 MaccoBoro umcna.

Mpumep — 3¢ o3navaem amom yanepoda c amomHol maccou 13.

2.1.23 npousBoACTBeHHbIN npouecc (manufacturing): Bce cTtaguu nsrotoneHnsa cybctaHuMmM nnu
nekapcTBEHHOIo CPeAcTBa, HauuHast ¢ MoryyYeHus UICXOA4HbIX MaTepuanos.

MpumeyaHun e — BnNponsBogCTBEHHLIN MPOLIECC BKIIOUAIOTCS KPUTUUECKUI NpoLecc, NoarotToBka n obpaboTka
maTtepuarnoB, a TaKkke KpuTudeckne napameTpbl NPOU3BOACTBA.

2.1.24 BeuwectBO (Mmaterial): Mobasa cywHOCTb, MMeOLWasa Maccy, 3aHUMarLWwas onpeaerneHHoe npo-
CTPaHCTBO W COCTOALLAA U3 0AHOW UM HECKOMbKUX CyOCTaHLMIA.

2.1.25 nekapcTBeHHoe cpeacTBO (medicinal product): BewectBo unun kom6uHauum sewlecTs, npume-
HAieMble K OpraH1M3My Yenoseka (Mnn XXMBOTHOIO) ANsl eYeHus U NpocpunakTuku 3abonesaHui ¢ Lenbio guar-
HOCTMKW MW BOCCTAHOBEHWUS, KOPPEKLMA UM N3MeHEHUA (hn3Monorniecknx OyHKLUR.

MpumevwaHwusn

1 NlekapcTBeHHOe cpeaCcTBO MOXET cofepKaTb OAWH UITM HECKOJIbKO MPOW3BEAEHHBIX NPOAYKTOB U OAUH UMK
HECKOIMbKO NleKapCTBEHHbIX Npenaparos.

2 B HekoTOpbIX IOPUCAMKLMSIX NeKapCTBEHHOE CPEACTBO MOXeT ObiTk OnpeaeneHo kak ntoboe BeLWwecTBo Ui KoMm-
BuHaLVMA BeLWeCTB, NCNONb3yeMblX A1 NOCTaHOBKU AnarHoaa.

2.1.26 mukporeTeporeHHocTb (microheterogeneity): CoBMecTHO BbigeneHHble cybCcTaHuuKn, umeto-
LiMe He3HavMTenbHble OTANYNS MPU IIUKO3UAMPOBaHUU UMW MOCTTPaHCNALMOHHON MoanUKaLIMN, Hanpumep,
reTeporeHHOCTb MMUKOSUNNPOBAHWUSA UMK NocneaoBaTeNbHOCTH.

MpnmevaHusn

1 MuKpOreTeporeHHOCTb He IBMSeTCs onpeaensiolLen XxapakTepMCcTUKON HY Ans cybcTaHuuii, HY Anst KOHTPOnvpY-
eMbIX cyGCTaHUmMN.

2 MuKporeTeporeHHoCTb 06ycnoBrneHa BapnabenbHOCTBI0 TUNa MMUKO3NNMPOBaHWS (ABYXaHTEHHbIN, TPeXaHTeH-
HbI), CTEneHblo FMUKO3UNMUPOBaHWA B AaHHOM MecTe (3anonHeHWe), reTeporeHHOCTbI0 MOCNeaoBaTenbHOCTEN
BCNeAcTBMe NonumMopdrnaMa UCXOAHOrO BelecTsa, owmnbkammu TpaHcnsumm, BapmabenbHOCTLI0 NPOTE0NN3a U Apyrumm
npUYMHaMM.

2.1.27 cmewaHHasn cyb6cTaHuma (mixture substance): Tun nonuaucnepcHoro seLlecTsa, NnpeacTasns-
towero coboi kKoMB1HaLMIO NPOCTbIX CyOCTaHLMA, COBMECTHO BblAeEeHHbIX UK NOMYyYeHHbIX B pesynbTaTe
0[HOr0 1 TOro Xe npoLecca cuHTesa.

MpumedaHue—TllpocTble cybCcTaHLMKM Pa3HOro NPOUCXOXKAEHUS, COEAVHEHHbIE BMECTE U HE NpeTepnesLumne
XVMWYECKON peakuuy BCNEACTBME 3TOTO COeAMHEHUs! OOIKHbl ONpPeaensitbcsl Kak MHOFOKOMMOHEHTHble BellecTsa
(koHTponmMpyemble cybcTaHumm rpynne! 1), a He Kak CMellaHHble CybcTaHumm.

Mpumep — NeHmamuyuH s18ns5eMces cMewaHHol cybecmanyuell, cocmosiwet u3z eeHmomuyuHa C1A, 2en-
momuuyuHa C1 u 2eHmomuyuHa C2. MoHo3aghup 2nuyepuna asnsemces cMewaHHol cyb6cmaHyuel, cocmosiuwiel us
@8yx npocmbix cy6cmaHyuil, OMIIUYaroUWUXCs1 NOSIOKeHUeM amepughukayuu. CumMmemukoH, cocmosiujuli us dume-
MUKOHa u O8YOKUCU KPEeMHUSsI, He cHumaemcsi cMeuwlaHHoU cy6cmaryuel, MockonbKy npedcmasssem cobol dsa
pa3Hbix seujecmea, coeQUHeHHbIX 01151 NofyYeHus1 npenapama.

2.1.28 cocTtaBHas YacTb (moiety): CocTaBHas YacTb Cy6CTaHLMKN, MMeoLLas NOMHYO U HerpepbIBHYIO
MOJIEKYNAPHYIO CTPYKTYPY.

lNMpumep — AkmueHocmb nekapcmeeHHo20 cpedcmea Hepedko onpedersisiemcsi C MOMOWbI0 CPAaBHEHUST C
mem, Ymo Ha3bigaenmcsi akmugHoli cocmasnsiroweli, komopas do/mxHa onpedensimscsl co2naco8aHHbIM CIOCO-

3



FOCT P UCO 11238—2014

6om Onst ecex cpedeme. Bo usbexaHue HeOOHO3Ha4YHOCMU @ Kadecmee cocmasisaiouux, o KomopbiM orpede-
n151emcsi akmugHoCcMb, criedyem Uucnonb308ams c80600HbIe KUC/TOMbI U c80600HbIe OCHOBaHUSI.

MpumeyaHne— BHacTosWwem cTaHaapTe NOHATE COCTABNSAIOWEN UCNONb3YETCs B KOHTEKCTE HECTEXMOMET-
PUYECKMX XMMUYECKUX CyBCTaHLUMIA 1 B MOAUMDMKALMN HYKITEMHOBbBIX KUCITOT, GENKoB, NONMMepOB U CTPYKTYPHO-Pa3HOPOA-
HbIX cyGcTaHumi. B kauecTBe COCTaBNSIOWMX AOMKHbI ObITb YKasdaHbl NPOCTble CyBCTaHLuM, MOHBI NN MOMNEKYMbl PacTBO-
putenewn.

2.1.29 monekynsipHblil cbparmeHT (Mmolecular fragment): HacTb Monekynel, uMmerowass ogHo unm
HeCKOJIbKO MECT COeAMHEHUSI C APYTMMU chparMeHTamm U CoCTaBMAOLLMMAU.

MpumeyaHune—IlloHATUE MONEKYNAPHOrO pparMeHTa UCNONb3yeTcsl NPW ONMUCaHUM NONMMEPOB Ans npea-
CTaBMNEHUs X 3BEHLEB U NPU ONUcaHUM MoguduKaLmin CTPYKTYpbl CyOCTaHLMIA.

2.1.30 monekynsipHasa cTpyktypa (molecular structure): OgHosHauyHoe npeacTaBneHue B3auMHOro
pacnonoXeHUs aTOMOB.

MpumedvaHwus

1 Onsauenei naeHTMdUKaLMmM CyGCcTaHLUIi CBEAEHNS O TPEXMEPHOW KOHGIOPMaLWKW HE MPUHUMAIOTCS BO BHUMaHWe.
CeegeHust 06 oTAenbHbIX KOHPOPMaLUsX UMW KOHGopMepax cybcTaHLUMI MOTYT NPUHUMATLCS BO BHUMaHUE Uy B obem
cMbicre Ans 6enkoB (Hanpumep, 4eHaTYPUPOBaHHbIX), UMW B Criyvae, Koraa AaHHOe BpaLleHe BOKPYT e AUHCTBEHHOW CBSi-
31 orpaHnYeHo Takum 06pas3oMm, YTO ABa pa3HbiX KOHpopMepa oTAensieMbl Apyr OT Apyra v B3auMHO He npeobpa3syioTcsi
npu KOMHaTHOW TemnepaType.

2 lMpepcTaBnexnne CTPYKTYpbl 06bIYHO QOMKHO AonyckaTk NpeobpasoBaHue B rpadmyeckuii popmar.

2.1.31 monekynapHbIi Bec (molecular weight): Macca monekynel ogHopogHon cybcTaHummn unu cpea-
HAS Macca MOMeKyn reTeporeHHon cybeTaHumu.

MpnmevaHusn

1 EpuHuMuer MoneKynsipHoro Beca sIBMseTcs yHMduumMpoBaHHasi eanHmua aToMHOM Maccel. TUn MONEKYNsiPHOro
Beca 06sA3aTenbHO QOMKeH ObITb yKkasaH.

2 Mpwu onucaHum NONMMEPOB MCNOMb3YeTCA HECKOMBKO Pa3HbiX TUMOB MONEKYNAPHOro Beca (CpeaHEeB3BELWEHHbIN,
CpeaHeuYMcrnoBon U T. 4.).

2.1.32 MHOroKOMNoHeHTHoe BeliecTBO (multi-substance material): Heckonbko cy6ctaHuuiA vnu
KOHTPONMpYyeMbIX Cy6CTaHLMA pa3HOro NPOUCXOXKAEHUA, UCNONb3yeMble AN NMOMyYeHUsl NeKapCcTBEHHOro
cpeacTaa.

Mpumep — MHO20KOMMOHEHMHbLIMU UH2peOUeHMamMu s18/ITI0MCS1 UHCYNTUH-u30ghaH yenoeeyeckuli, cume-
MUKOH, a/TlOMUHUE8bIl J1aK, HUKOMUHOBbIU NMoslaKkpusiekc, Hamputi-¢hochamubiil 6ychep.

MpumeyaHn e — MHOTOKOMNOHEHTHLIE BELLECTBA ABNAOTCSI KOHTPONMPYEMbIMU CyGcTaHUmsiMuK rpynnb 1. Jlio-
60e nekapcTBeHHOe CPeACTBO, UCMONb3yeMOe Afsi U3rOTOBMNEHWS! ApYroro NekapcTBEHHOTO CPEACTBA, AOIPKHO paccMmaTpu-
BaTbCS KaK MHOFOKOMIMOHEHTHOE BELLECTEO.

2.1.33 HykneuHoBas kucnoTta (nucleic acid substance): Tun cybcraHuum, npeacrasnsiowen cobon
NUHerHyo NocneaoBaTenbHOCTb HYKNeo3naoB, 0bbIMHO CBA3AaHHBIX Mexay coboin adhmpamm docdaTtos.

M pu M eyaHu e — YkasbiBaercs Takke TUN HyknenHoow kucnotsl (PHK, HK). OnuroHykneotuapl v 3rieMeHTbl
reHOB (Hanpumep, NPOMOTOPbI, 3HXaHCEPbI, KOAUPYIOLLME NOCNeA0BaTerIbHOCTU U CalNeHCepbl) TAKKE OTHOCATCA K HYKIe-
WHOBbBIM KUCMNOTaM.

2.1.34 odwmumanbHoe HauMmeHoBaHue (official name): HaumeHoBaHue, NpucBoeHHoOe oduLnanbHbIM
YNOAHOMOYEHHBLIM OPraHoM.

2.1.35 poguTenbckuii opraHusm (parent organism): OpraHusam, oT KOTOPOro B3AT UCXOAHBIN Buonoru-
yeckui MaTepuarn.

2.1.36 yactb (part): AHaTOMUYECKOE NMPOUCXOXKAEHUE U NoKanusauusa UCXOAHOro MaTepuana B opra-
HU3Mme.

2.1.37 nekapcTBeHHbIN npenapat (pharmaceutical product): KauectseHHas 1 kKonM4ecTBEHHAsA KOM-
No3uUmMA NeKapCcTBEHHOTO CpeAicTBa B 403NPOBaHHOM chopMe, NpeAHasHadYeHHasa Ansa npUMeHeHUsa U coaepxa-
waa uHdopmauuio o ee rocyiapCcTBEHHON perncTpauun.

Mpumevanunsn

1 JNlekapcTBeHHOE CPEACTBO MOXET CoZiepXKaTb OZMH UMM HECKOTBKO NpenapaTtoe.

2 Bo MHOrMx cnyuasix nekapcTBEHHbIN NpenapaT uAeHTUYEH NPoM3BegeHHOMY NpoaykTy. OgHaKko ecTb NpUMepsI,
KOrja Npon3sBeaeHHbIN NpoAYyKT nNpeTepneBaeT npeobpas3oBaHue A0 NPUMEHEHNS K NauneHTY (B Ka4eCTBe NekapCTBEHHOIO
npenapara) u Toraa oH He TOXAECTBEHEH NleKapCTBEHHOMY Nnpenapary.
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2.1.38 chusnueckana cdopma (physical form): dusnveckoe coctosHMe (ras, XuAKOCTb WU TBepaoe
BeLLeCcTBO) U TUM OpraHn3aLmMmn (Ans TBepaoro BeLecTsa).

MpumeyaHue—TBepaoe BELWECTBO MOXET ObiTb KpUCTaNIMYeckum unu amopdHbiM. MoxeT ObiTb Takke
yKasaH nonnmopgumam.

2.1.39 nonupucnepcHaa cy6cTaHums (polydisperse substance): Cy6craHuus, cogepxalyas MHOXeC-
TBEHHble CBA3aHHbIE MOJTEKYITAPHbIE KOMNOHEHTDI.
MpumeyaHune—K nonuaucnepcHoiM CyBCTaHUMAM OTHOCATCS MONMUMEPHLI U CTPYKTYPHO-pasHOpOAHbIe

BeLLEeCTBA, BblAENEHHbIE U3 OAHOIO UCTOYHMKA. XUMMYECKUe cybcTaHumm, 6enku u HyKnenHoBbIE KUCIOThI C ONpeaeneHHbl-
MW NOCNEeAoBaTENBHOCTSAMY K NONMANCNEPCHBbIM CyGCTaHLUMSIM HE NMpUHaAnexar.

2.1.40 nonupucnepcHocTb (polydispersity): Mepa pa3bpoca MoneKkynspHbIX Macc B nonumepe.

MpumeyaHun e—MHaekc NONMAUCNIEPCHOCTU NonMmepa 06blUHO BbIUMCIIAETCA KaK OTHOWEeHWe cpeaHeB3Be-
LUEHHOTO MOJIEKYNAPHOrO BECa K CPEAHEUNCIIOBOMY MOTEKYISIDHOMY BECY.

2.1.41 nonumep (polymer substance): Tun nonuaucnepcHon cybctaHuMn, coaepallei noBTopsIioLL -
ecsl CTPYKTYpHble e4UHNLbI, COeANHEHHbIE KOBaNeHTHbIMU CBA3SMU.

MpwumeyaHun e — MoHogucnepcHble 6ernky u HyKIeUHOBbIE KUCTOThI C ONpeaeneHHbIMWU NoCcNeaoBaTerlbHOCTS-
MU He AOMKHbI MAEHTUDPMLMPOBATLCS C NOMOLLLIO 3N1EMEHTOB AaHHbIX, ONMUCHLIBAIOLNX NONMMEPbI.

2.1.42 nocTtrpaHcnsiunoHHaa mogudukauus (post-translational modification): Moaudukauus 6enka,
koTopas 06blYHO NPOUCXOAMUT B XKUBOM OpraHu3mMe BO BpeMsl Unu nocre TpaHcnauun.

M pumeyaHun e — NocTTpaHcnsALMOHHast MoanUKaLusi 06LIYHO ONMUCHLIBAETCS C NOMOLLBIO CTPYKTYPHOIO Npea-
CTaBneHus], a He kak mogndukaums Genka.

2.1.43 obpabaTtbiBaeMbIM MaTepuan (processing material): Tun BewecTsa, CyWeCTBEHHOIro ANA Npo-
W3BOACTBEHHOrO NpoLecca, Ho He coepXXalLMACS B pe3ynbTUpYIoLLeM BellecTse.

2.1.44 6enkoBasa cybcTaHuma (protein substance): Tun cybcTaHuMK, cocToAwen 3 onpeaeneHHon
nocrnenoBaTenbHOCTU anbga-aMUHOKUCIIOT, COEANHEHHBIX NENTUAHLIMU CBA3AMN.

n pnmevaHune— CuHTeTUYECKNe nentuabl n Genku ¢ onpeageneHHbIMU NocneaoBarTeribHOCTAMM, DEKOMGVI-
HaHTHble Genkn 1 Genkn BbICOKOW YMCTOTHI, BblAENEHHblE M3 GUONOrMYEecKUX cper, paccmarpvBaloTcsl Kak GernkoBble
cyGeTaHuumn. Byay4m n3BecTHBIMU, MeCTa IMUKO3UNNPOBaHNS, AMCYNbGUAHBIE CBSA3W M TUM IMUKO3UIMUPOBaHUS (HanpuMep,
rpMGOKOBLIN, pacTUTenbHbIN, Y YNEHUCTOHOMMX, MTUYUKN, Y MNEKONUTaWWX, Yy YenoBeka) SIBMSIOTC onpeaensiowmmm
aneMeHTaMmu onmcaHusi 6enkoBbix cy6eTaHumii. B onncanme Bcex nentuaoe, coctoswmx He 6onee yem n3 15 ammHokuc-
NOTHbIX OCTaTKOB, BKIOYaeTcH rpacbmquKoe npeactTaBneHne nx CTPyKTypbl.

2.1.45 6enkoBas nocnegoBaTenbHOCTb (protein sequence): MopsaaoK N MAEHTUMHOCTL aMUHOKUCTIOT
B 6enkoBon cybbeguHuLLE.

Mpwnmeyatun e — benkoBble NocnegoBaTeNnbHOCTY NPEACTaBNSAIOTCS 0AHODYKBeHHBIMU Kopamu [enixodd oT
W po C.

2.1.46 6enkoBas cy6beauHuua (protein sub-unit): NinHenHan nocneqoBaTenbHOCTb aMUHOKUCTIOTHBIX
OCTaTKOB, COEANHEHHbIX NENTUAHLIMU CBASAMN.

MpumeyaHune— [JomkHa cobupaTbcs MHGOOPMaLMA O MOBTOPAIOWMXCS cybbeanHuLax 6enkos.
Mpumep — MoHOKMOHanNbHLIe aHmMumena o6bIYHO COCMOSIM U3 Yembipex cy6beduHuy,

2.1.47 pesynbTupylowmn matepuan (resultant material): BewecTso, siBnsoLLeecst pe3ynsTaTtoM Kpu-
TU4ecKkoro npotecca.

MpumeyaHun e— Pe3ynsTvpylowuin matepuan MoXeT OblTb HadanbHbIM MaTtepuanom ans crnegyolero
npoLecca, KOHeYHbIM MaTepranom unm HakTUHECKon KOHTPONMpPyemMon cyGeTaHLnen.

2.1.48 conb (salt): VioHHasa cybcTaHums, asnsolasncs NpoayKToM HenTpansaLunm KUCnoTbl ocHoBa-
HUeM.

n punMevyaHune— Conu sIBnsitoTCA CNOXHLIMU MOHHBIMU BelwecTBaMmu, COCTOALWMMU U3 KAaTUOHOB (FIOJ'IO)KVITeJ'Ib-
HbIX MIOHOB) M @aHWOHOB (OTpMLATENbHbIX MOHORB).

2.1.49 canneHcep (silencer): NocnegosatensHocTb AHK, nogaensiowas TpaHCKpULui0.

2.1.50 npocTtaa cy6cTaHumua (single substance): Cyb6craHuma, koTopass MoXeT OblTb onvcaHa ¢
MOMOLLbIO MPOCTOro NpeAcTaBneHus unu Habopa onucaTenNbHbIX 31EeMEHTOB.
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MpnmevyaHusn

1 Mpoctas cy6ecTaHumsa moxeT 6biTb OnMcaHa, Ucnornb3ys OauH unu Gonee anNeMeHToB cneaywWwmX NATU TUMNOB:
XuMmnyeckas cybctaHums, 6enok, HyknemHoBast KUCNoTa, NONMMeEp U CTPYKTYPHO-pasHopogHas cybeTanHums.

2 Pauemartbl u cybcTaHUMM C HEM3BECTHOW, SMMMEPHON UITM CMELLIAHHON XUPAarbHOCTbLIO MOTYT GbITh NPUYNCREHBI K
NpPOCTbIM CYBCTaHLUMAM, MOCKONbKY OHU MOTYT UMETb NPOCTOE CTPYKTYPHOE NpeAcTaBleHne U CTepeoxnMmyecKkoe onuca-
Hue B opme TekcTa.

2.1.51 conbBart (solvate): CybctaHuua, obpaszyemas nyTem coeuHEeHUs1 MONEKynbl pacTBopuUTens
(Hanpumep, BOAbI UM ankorons) ¢ Apyron CocTaBnNsoLWen.

MpumeyaHue— ConbBatbl MOIYT GbITb KaK CTEXMOMETPUIECKUMU, TAK U HECTEXUOMETPUHECKUMU U NPENMY-
LLIECTBEHHO OMUCLIBAIOTCS, KOTAa cybcTaHumm CyLecTByIOT B TBEpAon hopme.

2.1.52 ucxopgHbIil MaTepuan (source material): BellecTso, U3 kKoToporo nomnydyeHa cy6ctaHuma. Knac-
cuurumpyeTcs, UCNONb3yA TAKCOHOMUIO M aHaTOMUYECKYIO JloKanuaauumio.

MpunmeyaHune—ITOT KNACC UCTONB3YETCH AN ONMUCAHNS CTPYKTYPHO-PA3HOPOAHBLIX CYGCTaHUMIM M nonume-
POB, BbIAENAEMbIX U3 BMONOrMHecknx cpea,.

2.1.53 koHTponupyemasn cy6ctaHuus (specified substance): Mpynna anemeHToB, KOTOPblE ONUCLIBAIOT
MHOFOKOMMNOHEHTHOE BeLeCTBO W yKasblBaOT AONONHUTENbHYI0 MH(hopMaLmMio 0 cybCcTaHUMsIX U MHOTOKOMIO-
HEeHTHbIX MaTepuanax, CylecTBEHHYH AN ONMcaHNs NieKapcTBEHHbIX CPeACTB.

Tpumep — fJononHumenbHbIMU 371IeMeHMaMu OMUCaHUsT MO2YyMm CIIYXumb Kavecmeo, eQUHUYbI u3Mepe-
Husi, husuveckasi hpopma, KOMIOHEeHMbI, NPOU3eo0dumesb, KpuMuYyecKkue amanbs! NPou3e0dcN8eHHO20 npoyec-
ca (K npumMepy, aKcmpakyus, npoueccbl CUHMe3a u pekoMbuHayuu), cneyugukayuu U aHanumu4veckue Memoosbi,
ucnons3yemMsie 05151 onpedenieHuUs coomeememeus cneyugukayuam.

Mpumevyanune—/nsa onucaHna KOHTPONMPYEMOWN CyGCTaHUMM MOTYT MCMONb30BaTbCA YETbIPE Pa3nuyHble
rpynnbl 3NeMeHTOB, MEXAY KOTOPbIMY CYLLECTBYIOT ONpeaeneHHble OTHOWEHUS.

2.1.54 HavanbHbLIA MaTepuan (starting material): Tun BewecTBa, MoguduULUMpyemMoro B Npoussoa-
CTBEHHOM npovecce.

2.1.55 crexnmomeTpuueckas (stoichiometric): Cy6ctaHumsa, coctaBnAaoWme srieMeHTbl KOTOPO UMEIoT
MpPoCTLIE Lerble COOTHOLIEHUS.

MpumeuvaHus

1 OnpegeneHHas KOMMO3ULMOHHAS CTEXMOMETPUS AOIKHA ObiTh NpeAcTaBreHa B CTPYKTYPHOM NpeacTaBneHnm
AaHHon cybetaHumn. YTo6b! n3bexatb ApOOHbLIX OTHOLWEHWUIA, COCTaBMAIOWME 3MEeMEHTbI AOMKHbI ObITb NPEACTaBNEHD,
MCMONb3ys HauMeHbLUKe 06Lwme MHOXUTEeNM. CybBcTaHumMm MOryT ObITb ONMCaHbI KaK CTEXMOMETPUYECKNE UMW HECTEXNO-
MEeTpUUECKME.

2 XvMUYeCcKue BELWECTBA UMEIOT ONPeaeN eHHYI0 KOMMO3ULIMOHHYIO CTEXMOMETPUIO, ECMIM OTHOLWEHNSA BCEX COCTaB-
NSIOWUX 3NEMEHTOB (MOHOB, NPOTUBOMOMNOXHbLIX MOHOB M CONbBATOB) MONYT 6biTh NPpeACTaBNeHb! LenbIMW YUcnamu.

2.1.56 crepeoxumus (stereochemistry): OTHoCUTENbHOE NPOCTPAHCTBEHHOE pacnonoXeHne aToMoB B
Monekynax.

2.1.57 cTpyKTypHO-pasHopogHas cy6cTaHuma (structurally diverse substance): Tun nonngucnepcHoi
cybcTaHLuMM1, BbIAENEHHON U3 OOHOMO UCTOYHWKA W NpeacTaBnsioweln coboi CNoXHYl0 CcMecb, KoTopasl He
MoeT BbITb onMcaHa Kak CMecb OrpaHWU4eHHOro YCHa NPOCThLIX CyOCTaHLMNA.

MpumedyaHue—B onncaHne CTPYKTYPHO-Pa3HOPOAHbLIX CyBCTaHUMIA BKIHOYAKOTCA CBEAEHUsS] O HEM3MEHHbIX
CBOWCTBax AaHHOro BewecTsa. Mogudrkaumm, HeobpaTuMo N3MeEHsIIOWMNE CTPYKTYPY BELWECTBRA, pasnuyHblie usnyeckue
CBOWCTBA WUIMM KOMIMOHEHTbI, BBOAVMbIE B BELLECTBO, HANPUMEP, FeH B FeHHO-TEPAanNeBTUYECKMX CyOCTaHUMSAX, SIBISIIOTCA
onpegensiowyMm arieMeHTaMn ONncaHusi CTPYKTYPHO-PasHOPOAHbIX cybcTaHumin. dpakumm, BbiAeNeHHbIe N3 NCXOAHOTO
BelllecTBa (Macern UM CoKOB), Takke AOIMKHbI ObiTb BKMOYeHbI B onvcaHve. benkoBble cvecu, cogepxalme Gonbluoe
YUCNO pasHbIX NOCNeAoBaTeNbHOCTEN, HANPUMEP, NOMMKITOHAlbHBIE UMMYHOIMOGYMNMHbBI, OTHOCSITCH K CTPYKTYPHO-pa3Ho-
poAHbIM CyGCTaHUMsAM.

2.1.58 cy6cTaHuuA (substance): lioboe BellecTBO 6MON0rM4EcKoro, MMHepanbHOro UM XMMUYECKoro
MPOUCXOXAEHNS, CMOCOBHOE K OTAENBHOMY CYLLECTBOBaHUIO U MMetoLLee orpeaeneHHbli cocTaB.

MpvnmevaHusn

1 Cyb6cTanumm MoryT 6biTb NPOCTBIMW, CMELLAaHHBIMU UMY NPUHaANEXATb K OQHOW U3 rpynn KOHTPONMPYyeMbIX cyb-
cTaHumii. MpocTble cybcTaHLumM ONUChIBaOTCA C NMOMOLLLBIO MUHUMAarbHO 4OCTATOHMHOrO Habopa AaHHbIX M AeNATCs Ha NATb
TUMNOB: XMMUYeckne, 6enkn, HyKNenHoBble KUCMNOTLI, MONMMepPbl U CTPYKTYPHO-pasHopoaHble cybecTtaHummn. CybeTaHums
MOXeT npedcTaBnsaTb coboN conb, conbBaT, CBOB0AHYI0 KUCNOTY, CBO6OAHOE OCHOBaHMe, CMeCh CBA3aHHbIX KOMMOHEH-
TOB, KOTOPble COBMECTHO BblAeNeHbl NN CUHTE3UPOBaHbI. [10 BO3MOXHOCTM AOMXKHbI UCMOMNB30BATLCA TEPMUHOMNOMMSA U
onpegensioLue xapakTepucTukm us dapmakonerHbix ctatei. Onpegensiowme sanemMmeHTbl 3aBUCAT OT TUNa cybcTaHumm,

6
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2 OTtaenbHOE CyLWEeCTBOBaHNE 03HA4YaeT cnocoGHOCTL Cy6CTaHLUM CYLLECTBOBATL OTAENBHO OT Nto6oi apyrov cy6-
cTaHumu. CyGeTaHLmMm MOryT NpeacTaensTb COGON XOPOLWO onpeaesieHHble BELWeCTBa, UMeoLLmMe onpeaeneHHyo Xmu-
YeCKylo CTPYKTYpY, CUHTETMYeckue BeluecTBa (Hanpumep, CMecU M3OMEpOB), BCTpedatolumecs B MPUPOAE CMecH
XVMUYECKUX BELLECTB, MEIOLLMX ONPeaereHHbIE MOMEKYSPHbLIE CTPYKTYPbI (HAaNpUMep, KOHbIOTaTbl SCTPOreHOB), BELLeC-
TBa, NPOM3BEAEHHbLIE U3 PACTEHUI, KUBOTHBIX, MUKPOOPraHM3MOB MM HEOPraHUYECKOro BELLLECTBA, XMMNYecKas CTPYKTY-
pa KOTOpbIX MOXET BbiTb HEM3BECTHOW MNM TPyaHO onpeaernsiemoi. CybcTaHUMs MOXeT NpeacTaensiTb coboii corb,
conbBaT, cBOBOAHYI0 KUCMOTY, CBOBOAHOE OCHOBaHWE, CMECh CBSI3aHHbBIX KOMMOHEHTOB, KOTOPbIE COBMECTHO BbleNeHbl
W CUHTE3NPOBaHhbLI.

2.1.59 3amecTtutens (substituent): MonekynspHbln doparMeHT, NPUCOeANHEHHBIR K NOBTOPSAOLLENnCcs
CTPYKTYPHOW eguHULEe NonMMepa, 0bbIMHO 3aMellatoL i aToM Bogopoaa.

MpumeyaHn e— ITauHdopMaLms BKITIOYAETCS B ONMCaHNE NOBTOPSIIOWENCH CTPYKTYPHOW eaMHULIbI, eCrin 3a-
MeLLaeMoe MNonoXeHre NoHOCTbI0 3aHATO. Ecnv oHO 3aHATO He NOMHOCTbIO, TO KOMMYECTBO 3aMeCTUTENs ONUCLIBAETCA
KaK pparMeHT UM COCTaBMSAIOWMIA SIEMEHT CTPYKTYPHON Mogudmkaumm.

2.1.60 TayTtomep (tautomer): MonekynsipHaa cTpykTypa, cnocobHas k obpaTtumomy npespalleHuio B
N30MEePHY MOTEKYSIPHYIO CTPYKTYPY, 06bIuHO BKMHOYatoLeMy B cebs CBOGOAHYO MArpaLmio NPOTOHa Mexay
OBYMSI CMEXHBIMU aToMaMW.

MpwumeyaHune—Npegnonaraercs, YTO C KAXAOW cybcTaHumen GyaeTt cBsidaaHa ogHa TayTomepHasa hopma u B
pYKOBOACTBE MO peanu3auuun ctaHgaprta OyayT npuBedeHbl AeTanbHble NPaBuna, ykasbiBalolwme TayTOMEPHYIo dopmy,
CBSI3aHHYI0 C KaJ0N Xumunyeckoi cybctaHumen. Ecnv otaenbHbie n3oMepbl MOryT BbiTh BbiAENEHbI B HOPMarbHbIX YCro-
BWSIX M NPpU 3TOM ByET U3BECTHO, YTO OHU UMEIOT pa3Hble MONEKYNSIPHBIE CBOMCTBA, TO OHU IOMKHbI PACCMAaTPUBATLCS Kak
pasHble cybcTaHumu.

2.1.61 TakcoHomMus (taxonomy): HayuHas knaccudukalmsi opraHMsmMoB, Heobxogumas anst onucaHust
WUCTOYHMKA NCXOAHOTo MaTepuana cybcTaHLMIA, BblaenseMblxX ux buonornyecknx cpea.

MpumMmeyaHue—[0Ona BCEX NONMANCNEPCHLIX CyOCTaHUMK, Bbigensiemblx U3 6MONOMYeckux cped, AorkHa
6bITb yKa3aHa TaKCOHOMMYECKast MH(OpMaLWsl Ha YPOBHE BMAA, ECNU Takasi MHopMaLus AOCTYNHA U UCXOAHbIN MaTepu-
an npousBeaeH U3 04HOro BUaa opraHuamMoB. [nst ugeHTuduKaumm opraHuama-mcToHHuKa HeobxoauMo ykasaTb TaKCOHO-
MUYecKoe CEMENCTBO, POA 1 BUA, a Takke aBTopa TakcoHa. o BO3MOXHOCTM AOMKHbI BbiTh YKa3aHbl Takke uapcTeo, Tvn,
Krnacc n nopsigok. MpomexytouHasi uHcpopmaumsi (Hanpumep, NoABMA, BapUaHT, LWITaMM) yKa3blBaloTCS, €CNM COOTBETCTBY-
oLwme hopmbl NPOSIBISIIOT 3aMETHbIE Pas3NUYNs UNKN B COCTaBE BELLECTBA, UK B (OYHKLMK.

2.2 CokpalyieHus

2.2.1 ACS — AmepukaHckoe xummndeckoe obiectso (American Chemical Society)

2.2.2 Homep ASK — WgeHtudukatop capmaueBTuieckon cybctaHuum B epMaHckoM kaTanore
Arzneistoffkatalog

2.2.3 BAN — BpuraHckoe 3apernctpupoBaHHoe HaumeHoBaHue (British Approved Name)

2.2.4 DCF — ®paHuysckoe 3apeructpupoBaHHoe HaumeHoBaHue (Dénominations Communes Fran-
caises)

2.2.5 EP — EBponeiickas cdapmakones (European Pharmacopeia)

2.2.6 INCI — MexayHapoaHast HoMeHKnaTypa KocMmeTudeckux uHrpeameHToB (International Nomen-
clature of Cosmetic Ingredients)

2.2.7 INN — MexagyHapoaHoe HenateHToBaHHoe HaumeHoBaHue, MHH (International Non-proprietary
Name). M3BecTHbl Takke ab6pesunaTypbl INN — pekoMeHA0BaHHOe MeXayHapoAaHOoe HenaTeHToBaHHoe Hau-
meHoBaHue (recommended International Non-proprietary Name) n pINN — npeanoxeHHoe mexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHWe (proposed International Non-proprietary Name)

2.2.8 JAN — AnoHckoe 3apernctpmpoBaHHoe HanmeHoBaHue (Japanese Approved Name)

2.2.9 JP — AnoHckasa hbapmakones (Japanese Pharmacopoeia)

2.2.10 UCUM — YHuduumnposaHHsle koAbl eanHu, namepeHns (Unified Code for Units of Measure)

2.2.11 USAN — HaumeHoBaHwe, 3apernctpupoaHHoe B CLUA (United States Adopted Name)

2.2.12 USP — dapmakones CLUA (United States Pharmacopeia)

3 TpeboBaHusA

3.1 O6wue nonoxeHus

CTpyKTypupoBaHue onucaHuns cy6GCTaHLMIA 1 KOHTPONMpYeMbIX CyBCTaHLMA AOMKHO BbITh COrNacoBaHo ¢
3neMeHTamm JaHHbIX 1 OTHOLLEHUSMU, NPpeACTaBeHHBIMU Ha AnarpaMMax, NpUBEAeHHbIX B HACTOSALLEM pas-
Aene. [JanbHenliee yToOUHEHWE 3TUX 3MIeMEHTOB 1 OTHOLLEHWIA MOXeT 6bITb MPOBEAEHO B PYKOBOACTBE Mo pea-
nusauun cTangapTa.
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3.2 MoHaTUA, TpeOyeMble ANA YHUKaNbHOM uaeHTUdUKaLM U onucaHuAa cy6cTaHuuin
K cy6cTaHumam oTHOCATCA NPOCThie, CMeLlaHHbIe U KOHTPONUpyemble cybeTaHLmn.

MpwumeyaHune— Ucnonbayembiii HUXe TEPMUH «cyBecTaHuma» 06bIMHO O3HA4YaeT NPOCTYI0 UNKU CMELLaHHYI0
cy6eraHumio. TepMUH KKOHTponMpyeMasi CybcTaHumsi» 06bIYHO OTHOCUTCSA K CybCcTaHumm, NSt KOTOPON NpegocTaBneHo 6o-
nee geTanbHOE onvcaHve, BKrovaiollee B cebs HdopMaumio o Npon3BoacTBe, cneuudukaumsx, pusmdeckon opme un
MHOTOKOMIMOHEHTHbIX MaTepuanax, SIBNsAoWmXcs KOMNOHeHTamMmu hOpMyIbl NEKapCTBEHHOTO CPeACTBa.

B HacTosileM cTaHAapTe AalnTca onpeaeneHus NOHATUA, HeoOX0AMMBIX AN YHUKaNbHOW naeHTudmuka-
unu papmaueBTUYECKMX CYBCTaHLMIN Ha MeXXAyHapoAHOM YPOBHe, kKora oHa Heobxoguma.

Takaa naeHTudmKaLmsa 4oskHa 6bITb OCHOBaHa Ha crieyoLnX NpuHUMnax:

a) onpeaeneHue cybcTaHLMmM AOMKHO 6bITb OCHOBAHO Ha TOM, KaKUM BELLLECTBOM OHU IBMAIIOTCSA, a He Ha
cnocobe NpuMeHeHUs UM NpouM3BoACTBa;

b) ana ngeHtTudukaumm cybecTaHuMM 4OMMKHBI UCMIONb30BaTbLCA HEM3MEHHbIe CBONCTBA, He 3aBucsLLmne
oT (hnanyeckoit hopmbl, Ka4ecTBa UNU CTEMEHN YACTOTHI;

c) cybcTaHUMAMU MOTYT BbITb NPOCTLIE MONEKYNISIPHBIE COeAUHEHUS!, BblAENEHHbIE UMW CUHTE3UPOBaH-
Hble COBMECTHO;

d) Bo uszbexaHne HEOAHO3HAYHOCTU U ANA YNPOLLEHUs1 peanu3alnM cMellaHHas cybcTaHuust 4omKHa
onpeaensaTbCcs Kak KOMBUHaLMS NpocThiX cybecTaHLniA;

€) B KavecTBe cybCTaHUMI He OOSMKHbI paccMaTpuBaTbCsl pasHOpPOoAHble BellecTBa, COoeIMHEHHbIe
BMecCTe AN NonyvyeHns NnekapcTBEHHOro cCpeacTBa UM MHOrOKOMIMOHEHTHOIo MaTepuana.

TMpumep — CumemukoH He GosmkeH 6bimb NPUYUCIeH K Cy6CmaHyusiM, MOCKOJILKY OHO cocmoum u3 dume-
MUKOHa u 08yOKUCU KPEMHUST, UMEeIoUWjux pa3Hoe NPpoucxoxdeHue U 06bIYHO He 8bi0esIIeMbIX CO8MECMHO.

CrioxHble BewlecTBa, BolgensaemMble U3 61onorniecknx cpen, U CMeCu, KOTopble He MOTyT 6bITb onpeae-
NTeHbl N NpeacTasfieHbl KaKorpaHnu4YeHHoe YACTTO XUMUYECKUX CTPYKTYP, onpeaenAanTCA Ha OCHOBE TaKCOHO-
MU UCTOYHUKA, NMBO Ha OCHOBE 1YacTU K dbpakunn. BewecTsa, umetowme HeonpeaeneHHyo KOMNO3NLUOHHYO
CTEXMOMETPUIO L noaseprarowneca B3anUMOAENCTBUIO HeonpeaeneHHOro Xxapakrepa, He A0MKHbl paccMmaTpu-
BaTbCA KaK CyGCTaHLI,I/II/I.

|-| p mnmMmevaHume— BBVI,D,y CINOXHOCTHU onpeperneHna CTeneHu, AKTUBHOCTU U KOMI'IO3VIIJ,VIOHHOﬁ CTEXNOMETPUN HE
KOBaneHTHbIX B3auMOAEWCTBUIA, MPpU onpeaeneHmmn cy6cTaHUmMin Takue TUIbl B3auMogeuCTBUIM HE NPUHUMAIOTCSI BO BHUMA-
HUe. EQVHCTBEHHBIMY NCKITIOYEHUSIMU CIYXXaT UOHHbIE (COMM) U ConbBaTHbIE (TMAPaTbl) B3aMMOAEWCTBUS MPOCTbLIX XMMU-
YEeCKMX COeAMHEHMWIA N XOPOLLIO onpeferneHHbIX NonuMepoB. BelecTea, coCTaBnNsAOWME KOTOPLIX B3aMMOAEUCTBYIOT C MO-
NMMepamMm, KOMIMIEKCHbIE cpedbl WU UMKIOAEKCTPYHBI OObIMHO HEe paccMaTpuMBaloTCsl kak cybctaHumm. Mpocteie conm
NnonuMepoB, HanpMMep, NONUCTUPEH CyNbMOHAT HATPUS, AOMKHbLI PacCCMaTpPUBAaTHCA Kak NpocTble cybcTaHumun.

Mpumep — HukomuHoebIli NONaKpusieKc paccMampueaemcsl Kak 0e8e pasHbiX cybcmaHyuu: HUKOMUH U
nonakpunekc. AHcynuH-u3ogaH Yenoseqdeckuli makxe paccmampusaemcs Kak 0ee pa3Hbix cyb6cmaHyuu: npoma-
MUH U qenoseyeckull uHcynuH. OOHaKo HUKOMUHOBLIU MOJIaKPUNIEKC U UHCYTUH-U30ghaH Yenoseyeckuli mo2ym
paccmMampueambsCsi Kak npocmbie KOHMpoaupyembie cyb6cmaryuu. JlunocomanbHbili QOKCOPYOUYUH MOXem
paccMmampugambCsi Kak KOHmMpoupyemas cyb6cmanyus, codepxaujasi 00KCopy6UyUH U KOMITOHeHMbI JIUMTOCOM.

CybcTaHumMmn MoryT 6bITb ONMcaHbl, UCNOMNb3Ys OAWH UNn 6oree 3reMeHToB crneayroLwux rpynn:

- Xummndeckasi cybctaHuus,

- benok,

- HYKNeuHoBasi Kncnota,

- nonumep,

- CTPYKTYpHO-pa3HopoaHas cybcTaHLms,

- CMecChb.

[na Bcex TMNOB cyBCTaHLMA AOMMKHA UMETHCH BOSMOXKHOCTb YKkasaTb oduLmnanbHble HauMeHoBaHus,
CUHOHUMBI, U3OTOMHYIO U APYrYo CNpaBoYHy0 MHOpMaLMIo.



class CybcTtaHuus

CMPABOYHAA_NHPOPMALNA

notes
MonesHasa uHcopmauus, He
ABNALWANACA CYLLEeCTBEHHON Ans
naeHTudmkaumm cybetaHumm. Cwm.
Anarpammy CrNPABOYHAA
NHPOPMAUNA CYBCTAHLN B
[aHHOM [JOKYMEHTe.

CMEWAHHAA_CYBCTAHUNA

notes
Heckonbko cybcTaHunid,
KOTOpble COBMECTHO BblAeNEHbI
UK SIBNAKOTCA pe3y/ibTaToM
OLHOrO 1 TOro Xe npouecca
CMHTE3a, HO HE MOTYT 6ObITb
npeacTaBneHbl Kak npocTast
cybcTaHups..

XM MYHECKAA_CYBCTAHUNA

notes
Cy6CcTaHuus He sBnsoLLascs
nosIMMEPOM, KOTOpasi MOXET
ObITb HE 3apPSHKEHHON
MOJIEKY/I0/, COMbIO WK
CO/bBaTOM.

MONMMEP

notes
Cyb6cTaHumm, cocTtoawme ms
NMOBTOPSIOLLUMXCA CTPYKTYPHbIX
eMHUL, reTeporeHHble no
CBOEil npupoae n He
apnswowpmecs 6enkom um
HYK/TeUHOBOWN KUC/OTOW.

HANM EHOBAHWE_CYBCTAHL N

notes
HanmeHoBaHns v Kogpl,
NPUCBOEHHbIE cybCcTaHuuM nm
KOHTpONMpyeMoii cybecTaHumm Ha
pasHbIX A3bIKax, TEPPUTOPUAX
HOPUCONKLMU U B pasHbIX
npeameTHbIX 06n1acTax.
Cwm. gnarpammy HAMUMEHOBAHWE
B JaHHOM [JOKYMEHTeE.

1

CYBCTAHUNA

+ WA_CYBCTAHLMN

MPOCTAA_CYBECTAHLINA

notes

Cy6cTaHums, kotopast
MOXeT 6bITb OnMcaHa ¢

2% TMOMOLLbI MPOCTOro
CTPYKTYpHOTO
npeacTaBneHns un
OZIHOTO WCXOZHOTOo
marepuana.

Z

CTPYKTYPHO-PA3HO POOHAA_CYBCTAHLUNA

notes
Ol0XHble CMecu, KOTopble He MOryT 6bITb
onncaHbl C NOMOL b NepeyncsieHna Bcex nx
COoCTaBIAOWNX.

NOCT PNCO 11238—2014

KOJ_CYBCTAHLMM

notes

0..* Cwm. gmnarpammy KO/J, B

0./

HaCTOALLEM [IOKYMEHTE.

CTPYKTYPA

notes
padmyeckoe nnm TekctoBoe
onncaHne CBONCTB MOJIEKY/IbI.
Lns xumnyeckux cybctaHumnia
[OMmkHa 6bITb OnMcaHa nonHas
CTPYyKTYypa.
[na nonumepos, 6e/KOB U
HYKNEWHOBbLIX KNC/TOT AOJ/IKHbI
6bITb ONUCaHbI CTPYKTYpPbI
COCTaBNAOWMX €ANHWLL.

BE/IOK

notes
OpHa eavHULA WM KOMBUHALUS
cy6beauHul, onpegensiemas
JNINHENHOW
nocnegoBarensH0CTbo
aMWHOKUCIIOT.

HYKNENHOBAA_KNC/OTA

notes
Cy6cTaHuuu, KoTopble B
OCHOBHOM MNpeACTaB/sAT co6o
OHK nnm PHK nimn cmellaHHble
HYK/TEMHOBbIE KNUCNOThI,
ABNAOLIMECA UM
ONMroHyKNeoTuagamMu, wim
hparmeHTammn reHos.

PucyHok 1 — BbiCOKOypOBHeBast UH(hopMaLnoHHasa Mogenb cybcTaHumn

3.3 TMoHATUA, TpebyeMble A1 ONNCAHNS KOHTPOTMPYEMbIX CyGCTaHL N

NHdopmaLmsi 0 KOHTPOIMPYEMbIX CyO6CTaHLUMSAX A0/KHA BKAOYaTh B ce6s 4ONOMHUTENbHYHO UHOpMa-
M0 O CY6CTaHUMUSAX U MHOTOKOMMOHEHTHbIX BelecTBax. Mpy onucaHnn KOHTPOIMpyeMoii Cy6CcTaHLMm AO/DKHbI
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6bITb YKa3aHbl 60/1ee AeTasnibHble XapakTePUCTUKMA NPOCTON CybCTaHUMM WM KOMNO3WLMK BELLecTBa, coaep-
aL,ero HeCKoIbKO cybCcTaHLmMiA UM HECKOIbKO On3NYECKNX hopMm.

[na ynpouweHns peannsaunm anemMeHTbl, He06XoAUMbIe AN ONUCaHUS KOHTPOMpPYeMbIX cybcTaHUuiA,
[OMKHBI 6bITh NOAPA3AeNeHbl Ha YeTbIpe rPynbl.

3Tu rpynnbl onpejeneHsl cnegyowmm obpasom:

- Fpynna 1: cocTtaBnswwme (BkIOYass KOMNOHEHTbI BELLECTBA, COAEPXALLEero HeCKO/IbKO CyOCTaHLUUiA,
MapKepbl 1 pacTBOpPUTENN, NCNOb3YEMblE A1 U3TOTOB/IEHUS PACTUTE/IbHbBIX UK a/lIepPreHHbIX 3KCTPaKTOB),
hmsnyeckas popma cybcTaHLum, a Takke /ilobble CBONCTBA, CYLLECTBEHHbIE A/11 ONUCAHUSI KOHTPOIMPYEMOiA
cybcTaHuun (HanpuMep, pa3mep JIMNOCOMHbIX MpenapaToB);

- [pynna 2: orpaHu4eHHble CBeAeHUs 0 NPOU3BOACTBE, POAUTENLCKON CyOCTaHUMN NN KOHTpOAupye-
MOl cy6cTaHuuMy rpynnbl 1, MpoOu3BOAMTENb, BbICOKOYPOBHEBAs knaccudukauus metofa Mpou3BOACTBA,
06LLan xapakTepucTika nNpon3BOACTBEHHOMO Mpouecca (Hanpumep, CUHTE3, 3KCTPaKLWsi, BOCCTAHOB/IEHME),
TUM NPOU3BOAMMOL CUCTEMbI (HanpuMep, KNeToYHasa IMHNSA, pacTMTelbHas WK XXMBOTHAs TKaHb), NPOU3BOAN-
Masi cuctema (KOHKpeTHasl KfieTouHas NMHus);

- Fpynna 3: poautensckas cybCcTaHLmMsa UM KOHTponnpyemas cybctaHumsa rpynnbl 1, kKa4ecTBO Bellec-
TBa, a TAKXe UCTOYHUK, pernaMeHTUpyLmii faHHOe KauyecTBo (hapmakones, TEXHUYECKUe yC/10BUS);

- Fpynna 4: getanbHas uHdopmaLus 0 NPOM3BOACTBEHHOM NpoLecce, cocTaBnswwume (NpuMecu u
OUNCTUTENU, HE YKa3aHHble B MHGhopMauun rpynnsl 1), cneyndumkaumm.

OTHOLLEHUS MeXAyY 3/IeMeHTaMn ONMcaHns KOHTPOJIMPYEMBbIX CyOCTaHLUIA NoKa3aHbl Ha pUCYHKe 2.

class 0630p rpynn KoHTponupyen/bix cy6CTaHLuA|7|y

PucyHoK 2 — BbICOKOYpPOBHEBAsS MHDOPMALIMOHHAA MOESb KOHTPOIMPYEMOIA CyGCcTaHLmm

3.4 HaummeHoBaHue cybcTaHuUnii

[ns kaxgol cybcTtaHuum A0MKHO BbITh YKa3aHo XO0Ts 6bl 04HO HanMeHOoBaHue UM UPMEHHbIN KOA,.

Ecnn HanmeHoBaHue sBnseTca ohuLmanbHbIM, TO 4O/DKEH ObITb yYKa3aH YNOSHOMOYEHHbI opraH, npu-
CBOMBLUWIA HaVMEHOBaHWe, A3blK U TEPPUTOPUSA KPUCOUKLNAN, TAe 3TO HAUMEHOBaHME UCMNO/b3yeTCs.

HacTtosawmin ctTaHaapT AO/KEH 6bITb HENTPasIbHbIM NO OTHOLUEHUIO K /10601 cucTtemaTusaymmn nnm odum-
unanbHOW HoOMeHkNartype.

MpunmeuyaHune — lMpegnonaraetcs, YTo kaxgas cybcTaHuus OyaeT MMETb HaMMEHOBaHWE Ha aHIUIACKOM
A3blKe. Y 3TOro HammeHoBaHUA MoryT OblTb CMHOHUMBbI. rlep(i‘BOAbl AHINMIACKUX HAaMMEHOBaHWIA Ha apyrme A3blKKU Takxe
MOryT ObITb NPEeAYCMOTPEHbI B HACTOAWEM CTaHAapTe. A3bikM U TEPPUTOPUN IOPUCAMKLMN AOMKHbI ObiTb yKa3aHbl B COOT-
BETCTBUM co cTaHgaptamu NCO.
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MHdopMaLunoHHas Mogens knacca «HaumeHoBaHue cy6GCTaHLMU» nokasaHa Ha puUcyHke 3.

class HaumeHoBaHue cy6ctaHymm »

PucyHok 3 — VHopMaLMoHHas MoAenb HauMeHoBaHMii cy6cTaHLmum

3.5 TpeboBaHUsA KyHUKaSIbHbIM NAEHTUhUKaTopam

Kaxpaoli cybcTaHUuMmM 1 KOHTPONMpyemoli cy6cTaHumMm foMKeH 6biTb NPUCBOEH €AUHCTBEHHbIN YHUKab-
HbIA AEHTUNKATOP, MOCTOSIHHO C Heli CBSA3aHHbIl U He ABMSOLNIACA NOPAAKOBLIM HOMEPOM.

YHUKanbHbI N AEHTUUKATOP A0/MKEH ObITh HE CMbIC/IOBLIM, C/TyYaliHbIM, UMETb (OUKCUPOBAHHYIO A/TNHY
N BCTPOEHHbIE KOHTPOJIbHbIE LdpbI.

YHuKanbHble nAeHTUUKATOPbI A0/KHbI ObiTb 06LWEA0CTYMHLIMW U MCNOMb30BaTbCs 6€3 aBTOPCKUX
OTYMCNEHUNA.

YHuKanbHble NAEHTUUKATOPbl AO/MKHblI OblTb MPUCBOEHbI 3apPerncTpPUpPOBAaHHbBIM U UCCefyEeMbIM
cybCcTaHUMsM, HaMOJIHUTENAM U 3arpsi3HEHWsIM, COMbBaTaM, MOHaM, dparMeHTaM U COCTaB/AKLWNUM 3/e-
MeHTamMm.

MprumeyaHune — PaspaboTaHo 60MbLIOE YUCIO XUMUYECKUX U BUOMOTMYECKUX HOMEHKNATYP, OMUCbIBALLNX
thapmakonoruyeckoe aeiicteme nekapcTs. OyHKLMOHANbHbIE CUCTEMbI UMEHOBaHUs, HanpuMmep, MHH unn USAN, nvetot
3HAUUTE/IbHYIO LEHHOCTb A1 ONUCaHWUsA KakK MOJMEeKYNsipHON CTPYKTYypbl, Tak M GUOMOTMYECKOT0 AeCTBUA CyOGCTaHLUN.
OfHako NPUCBOEHUE YHUKa/IbHbIX MAEHTU(UKATOPOB HA OCHOBE UCMOJIb30BAHUSI TakMx CUCTEM Knaccudukauum MoxeT
NpMBECTU K YBENUYEHW0 TpeboBaHuii K X COMPOBOXAEHWIO, MOCKO/bKY NPMMEHEHME CUCTEM Knaccudukalmm Hepeako
TpebyeT WNPOKOI 3KCNePTU3bl U pa3paboTKn KOHTPONMpPYEMbIX crioBapeii. K ToMy e nepeBog /1to60i ceMaHTU4eckoi cuc-
TEMbI Ha ApYroii A3blk BCerga npescraBisieT 3Ha4YUTeNbHY0 Npo6nemy.

Koraa cy6cTaHums onncaHa ueli nprcBoeH YHUKa N bHbI MaeHTUUKaTop, BaXXHO 06ecneynTb ero nocTo-
AAHHY0 CBA3b cAaHHOI cy6cTaHumeir. CybcTaHUmMs AO/KHA UMETb TOMbKO OfMH YHUKA/bHbIA UaeHTUgMKATOP.
OTcloga BbiTEKAET HEOGXOANMOCTL Pa3paboTKM AeTasibHbIX MPaBWA ONUcaHusi Cy6CTaHLUnii, KOTopbIE AO/MKHbI
6bITb NPeACcTaBNEHbI B PYKOBOACTBE MO peanusauuy ctaHaapTa.

MprvumeyaHune — OCHOBHOI Le/bl0 YHUKANBHOTO UAEHTUMKaTOpa SIBNSIETCS €ro0 UCNoSb30BaHUe Npu afek-
TPOHHOW 06paboTke AaHHbIX. [prMeHeHne naeHTUdUKaTopa OUKCMPOBAHHON ANMHLI C BCTPOEHHLIMU KOHTPOJIbHLIMU
uudpamm 061erynT ero 06paboTKy U NOMOXET UAEHTUULNPOBATL OLMGKMA BBOAA, KOTOPbIE MOTYT BO3HUKATb B CUCTEMAX
06paboTKN faHHbIX.

WHdopmauuoHHas Mogenb, ONuchbiBalWas OTHOWEHUS MexXAy HaMMEeHOBaHWUAMM, YHWKabHbIMU
naeHTudmnkaTopamm, HQopmMmaLlmen o cybCTaHUnm N KOHTPOAMPYEMO CybCcTaHLMM nokasaHa Ha pUCyHke 4.
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class BbiCOKOYypOBHEBOE ONMUcaHne KOHTpPoNupyemoi cy6cTaHumm

PucyHoK 4 — WHopMaLMoHHas MofeNlb ONMcaHus cy6CTaHLUmMmn, KOHTPOIMpYeMoii cy6CTaHumm,
HaMMeHOBaHW N NAEHTUDUKATOPOB

3.6 Tunbl cybcTaHuui

3.6.1 O6Lue NonoxeHus
Ecnn cybCcTaHuuio MOXHO onucaTh U Kak MPOCTYH Cy6CTaHUMI0, U KaK CMeLlaHHy cybcTaHunio, TO OHa
[0/MKHa BbITb ONMcaHa kak npocTas cyb6cTaHums.

MpumeyaHune — Pauemuyeckme cy6CcTaHumm 6yayT OTHECEHbI K MPOCTbIM Cy6CTaHLMAM, NOCKObKY OHWU MOTYT
6bITb ONMCAHbI C MOMOLLbIO MPOCTOrO CTPYKTYPHOrO NPEACTAB/IEHUS U OT/IMHAKOTCS OT XUPasibHbIX Cy6CTaHUUA.

3.6.2 Habopbl 351eMEHTOB, 06LMe A/1s pasHbIX TUNOB CybCTaHLUNiA

3.6.2.1 Crpyktypa

OnuncaHne CTPYKTYpbl fO/MKHO COAEPXaTb AOCTATOUHbI 06beM rpachmyeckoli U TEKCTOBOW MHopma-
LMW, yKa3bliBatoLLeli aToMbl, UX CBSI3W, @ TAKKe KOMNO3ULMOHHOE OTHOLLEHME COCTaBSAOLLNX YacTel.

CTpYKTypHble NpeAcTaB/IeHNs fO/MKHbI ONUCLIBATb MOMHY MONEKYNAPHYIO CTPYKTYPY CyKasaHnem BCex
M3BECTHbIX CTEPEOXMMUYECKNXXapaKTEPUCTHK. [0 onucaHnst MONeKyNsSPHbIX (hparMeHTOB U COCTaBAAIOLL X
yacTeli Takxe AO/KHbI UCMOMNb30BATLCA CTPYKTYPHbIE NpeCcTaBIeHUs.

3.6.2.2 W3oTon

PagvoHyknuabl 1 Apyrue Hyknuael, He MPUCYTCTBYKOLLME B NPUPOAE B AOCTATOYHOM KOMMYECTBE,
[OMKHBI 6bITb ONKUCaHbl Kak M30TOMbl. ONUcaHne JO/MKHO COAEPXaTb XapakTePUCTUKN, UCNOSb3YIOLNE KOH-
TPO/IMPYEMYIO TEPMUHO/IOTUIO, B3ATYH0 13 MEXAYHAPOAHO NPU3HABAEMbIX CNPABOYHbLIX NCTOYHUKOB.

MpucyTCTBME N30TOMOB LO/MKHO ObITb TAKXE YKa3aHO B CTPYKTYPHOM MpesCcTaBNeHUN.

PagucapmaleBTuYeckme npenapatsbl LO/MKHbI UAEHTUNLMPOBATHLCSA MO TUMY OCHOBHOM Cy6CTaHumMu, a
He no Tuny o6oraLleHus.

MpumMeuyaHn e— [N KAKAOTO HYKNIUAA [OMKHbI BbITh YKasaHbl NEPUOA Nosypacnaga, TUn v aHeprua usnyde-
HUSA, POAWTENbCKUE U l0UYEepPHUE HYKNUAbI.

Mpumep: n6putymomab TnykcetaH [MTTpuii-90] go/mkeH 6bITb onncaH KakbenkoBas cy6cTaHums. TUPOK-
CUH C MoaoM-131 fo/mKeH BbITb ONMCaH Kak XuMuyeckas cybctaHuus.
VHdopmaLMoHHas Mofenb OnucaHusl CTPYKTYpbl U M30TOMNa nokasaHa Ha pucyHke 5.
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PUcyHok 5 — MHMopMayMoHHas MoAeNb onucaHua cTpyKTypbl v n3oTtona

3.6.2.3 Mogudmkauyms

Heob6paTumble N3MEHEHNS UCXOAHOM MOMEKYSIPHON CTPYKTYPbI Cy6CTaHL MM AO/MKHbI ObITb ONMCaHbI Kak
moaudprkaumnsa npeglwecteyowero sewecrsa. Mogndukauns cy6cTaHLmm 06bIY4HO NPUBOAMUT K HOBOWN XUMMU-
yeckoli cybcTaHuun.

MpumeyaHune — Moandurkaumm XMMmMUeckux cy6CTaHLNil ecTECTBEHHbBIM 06pa3oM OTpaxalwTcsi B CTPYKTyp-
HOM MpeaAcTaB/EHUN.

HeobpaTnmMble N3MEHEHUA UCXOAHOW CTPYKTYPbl MONNMEPOB, 6€/1KOB, HYKNENHOBbLIX KNCIOT U CTPYKTYp-
HO-pa3HOPOAHOro BelecTBa AO/KHbI OblTb OMucaHbl, UCNOMb3YA 3neMeHTbl knacca "MOAVNPUKALNA".
Ecnu nponcxognt moandukaums OKOHYaTeIbHOW CTPYKTYpPbI, HO (hakTUyeckoe NnosioKeHne 3aMeLlLeHmns Hens-
BECTHO WM MeEHSIeTCs, TO MoAaudmKaLmm [O/KHbI ObiTb ONUCaHbl Kak fo6aBfieHne COCTaBHbIX YacTein um
MOJIEKYNAPHbLIX DparMeHTOB K UCXOL4HOMY BeLLEeCTBY.

Mpumep- Moauduryupylol e NpoLecchl, HaNpumMep, TepMasbHaa 06paboTKa, A0MXKHbI GbITh YKa3aHbl
Kak Mogngukauum. TepMasbHO arpervMpoBaHHblii anbGyMUH NpeAcTaBnseT coboii cy6CcTaHUMIo, OTANYaloLLy-
l0CA OT aNb6yMMWHA U aNlbByMMHA, arperMpoBaHHOIO C MOMOLL b XMMUWUYECKUX areH T OB CLUMBOK.

Ecnu moaudmkauns okoHYaTeNbHOM CTPYKTYPbl HE MOXET 6bITb ONpeaeneHa, To 0/IXHO 6biTh NpUBEAe-
HO MUHVMa/IbHOE onuMcaHue npoLecca MoanuUKaLIMK.

class Moaudukayus

PUCyHOK 6 — MHMpopMaunoHHas Moaenb oNucaHnus Moaundmukauui
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3.6.2.4 CnpaBoy4Has nHpopmayus

Ana kaxpaoro tuna cybctaHumu A0/MKHbI OblTb COrlacoBaHHbIM CMOCOO0OM yKasaHbl AOMNOJSIHUTEe bHble
TUNbI CNPaBOYHOl MHGOpMaLmn. Takada nHopMaunsa MoXeT BKIYaTb B cebsl Knaccmdukaumio u Lenesoe
Ha3HayeHne akTUBHbIX Cy6CTaHUMIA.

HacToswuini ctaHgapT He coAepXuUT yKkasaHuin no knaccugukaymm apMakosiormyeckoro 4eicTensa nm
onpegenieHNo npeanosiaraemoro LesieBoro HasHayeHusa cybctaHuuii Uam KOHTponmpyemblx cybctaHumin. OH
NMo3BOJIAET yKa3biBaTb Takyt MHopmaLnio, ecnnm oHa npegocrasneHa uan gocTtynHa. 31a nHopmauna He
LOJDKHA B/INATL HA reHepupoBaHe HOBOTO YHUKa/IbHOTO naeHTudukatopa.

CnpaBoyHasa nHopmMauuna 4osHkHa 6bITb yKasaHa An1a BCeX TUMOB CyO6CTaHUMIA U 419 KOHTPONMpPYeMbIX
cyb6cTaHumii rpynnbl 1

MpumeuvyaHne — NgeHTudukaumns reHoB, OT KOTOPbIX Mpou3BeAeHbl 6enkn, HopmMaLumns o Lensax u kogpl, B3s-
Tble U3 CUCTEM KOLMPOBAHUSA, Takxe npeacTaBfsalT cob60li cnpaBoyHy MHopmauuio. B HacTosAwem cTaHfapTe npeano-
XeHa corsiacoBaHHas CTPYKTypa, npefHasHayeHHasa AN ykasaHus Takoin nHdopmaummn B npussaske K cybctaHumm. OcobeH-
HO BaXHbl Takne cuctembl knaccuukauymm, kak ATX BO3, NDF-RT AgmuHucTtpayum no genam setepaHos CLUA, koTopble
No3BOMAKT KOAMPOBaATb MHopMauuio o cybcTaHumsax. MHopmaumna o uensax BaxHa AN8 MOHOKAOHasbHbIX WU NOMUKO-
HasflbHbIX @HTUTEN U MasblX MOJIEeKY/, NpefHa3HAYEeHHbIX A1 CBA3bIBAHUA cNeunUYHbIX MOTEKYNAPHbIX MULLEHEN.

OTHOLWEHNS MexXay 3/leMeHTaMi CNpaBoOYHON MHhopMaL My nokasaHbl HA pUCYHKe 7.

class CnpaBo4Has uHopmaymsa

CMNPABOYHAA_MH®OPMALINA LIENb

NPUMEYAHWNE WAEHT NGUKATOP_LIENEBOTO_TEHA
HAUMEHOBAHVE_LENIEBOTO_IEHA
TUN_B3AUMOJEVCTBUSA
TUN_LENEBOIO_OPFrAHN3MA
TUMN_LUENN

MEH

VWAEHT NOUNKATO P_TEHA
HAVMMEHOBAHWE.TEHA
MOCNEAOBATE/NbHOCTb_IFEHOB_MPO NCXOXAEHNE

SNEMEHT TEHA CMPABOYHbI NUCTOYHUK

VNOEHT NOUKATOP_3/IEMEHTA_TEHA W_CMPABOYHOTO.UCTOY HNKA
HAUM EHOBAHWE_S/IEMEHTA_TEHA KNACC_CMNPABOYHOIO_MNCT OYHUKA
TN 3NEMEHTA TEHA OB ELOCTYNHOCTb

TUN_CNPABOYHOIO_MNCTOYHUKA
LUNTUPOBAHUE_CMNPABOYHOIO_NCT OYHUKA

KNACCUOUKALINA.CYBCTAHLNIA .
CBA3b.C.CYBCTAHLMEMN

notes

[na knaccudpukaumm cy6eTaHumnii gonxHa NAEHTUOUKATOP.CYBCTAHLNN

MCNONbL30BaTLCA KOHTPONMpPYeMas HAVM EHOBAHWE.CYBCTAHLIMA
TepMWUHONOTUs, 3a BeAeHue KOTopoii CBA3b }

oTBEYaeT MexAyHapoAHas opraHusaLus. TUN.BSAMOLENCTBNA

Cwm. guarpammy "Knaccudukayms TN KONMMNYECTBA

cybcTaHumMiA" B HAcTOALWEM [JOKyMEHTe.

0.1

KOMYECTBO

BEPXHWUWU.MPEAEN
EAVHULA
HE.UNC/IOBOE.3HAYEHUE
HVDKHUM.MPELEN
CPEJHEE

PucyHok 7 — WHopMmaumoHHass Moaeb cCnpaBoYHOl UHopMaLmm

3.6.2.5 WcxogHblii maTepuan

Ana nexogHoro matepuana fo/kHa 6biTbOoNMcaHa TaKCOHOMUA MaHaToMuyeckas siokannsauns, atakke
dpakuna BelecTsa, KoTopas MOXeT ObITb NoslyyeHa wWiv MoanduumpoBaHa 4/ nNpovM3BoACTBa Cyo6CcTaHUuN.
OTOT UHGOPMALMOHHbBIN KNacc 4O/HKEH UCNOMb30BaTbLCA A48 ONUCAHUSA CTPYKTYPHO-Pa3HOPOAHbIX M NONMMEp-
HbIX Cy6CTaHUN, BblAeNEeHHbIX N3 GMONOTNYECKUX CPes,.

14



FOCT P NCO 11238—2014

Mpn HEeo6X0AMMOCTM, UCNOJb3Ysl HOPMATUBHBINA CNOBapb, fO/IKHO GbiTb ONMCAHO TAKCOHOMUYECKOE U
aHaTOMMUYECKOE NPOUCXOXAEHNE.
MNHopMauoHHas Mofenb A1a Knacca UCXOAHbIV MaTepuan nokasaHa B pucyHke 8.

class VicxoaHblii maTepuan

+ 4+ o+ F 4+ F o+ o+ 4+ F o+ o+ o+ o+

NCXOAHbI I_MATE PUAT

NWAEHTNO®UNKATOP_O0PTAHNU3MA
KNACC_NCXOAHOTO_MATEPUANA
HAWUM EHOBAHWE_OPIrAHU3M A
COCTOAHUNE_MNCXOAHOTO_MATEPWANA
CTAANA_PA3PABOTKN
TUN_NCXOOAHOTO_MATEPUANA

+ o+ + o+ 4+ o+

0“*

OPTrAHN3M

BUA
roj,_OCHOBHOIO_ABTOPA_BUAA
roj_OCHOBHOIFO_ABTOPA_BHYTPUBWUAOBOTO_FMBPUAA
rofl_NME PBOOTKPbIBATENS_BUAA
roA_MNEPBOOTKPLIBATENA_BHYTPUBUAOBOTO_rMBEPUAA

NOEHTUOUKATOP_MATEPUHCKOrO_OPFAHWU3MA_BULOBOrO,MMB PULA
NAEHTU®NKATOP_OTLOBCKOTO_OPFrAHW3MA_BWAOBOTO_ B PUAA

KNACC
OMUCAHWE_BHYTPWUBWAOBOIO_TMBEPUAA
OCHOBHOW_ABTOP_BUAA
OCHOBHOW_ABTOP_BHYTPUBUAO BOIrO_TMBEPUAA
MEPBOOTKPbI BATENb_BUAA

MEPBOOTKPbI BATENb_BHYTPVUBUAOBOTO, B PUAA
MOPSAAOK

POf

CEMEWNCTBO

T™n

TUN_BHYTPUBUAOBOTO_TUBEPULA

TUN_TUBPUAA

LLAPCTBO

YACTb

NOKANN3ALUNA_YACT U
YACTb

PPAKLMA

TUN_BEWECTBA
SPAKLMA

PucyHok 8 — NHGpopMaumoHHas MOAENb UCXO4HOTO Matepuana

3.6.2.6 TakcoHomMuA

TakcoHOMUYecKkass MHopMaumna Ao/KHa 6bITb yKasaHa ANA NOAVMEpPOB U CTPYKTYPHO-Pa3HOPOAHbLIX
BELLECTB, a Takke A4/ CMeLlaHHbIX CybCTaHUNiA, BblAENEHHbIX N3 BUONOTNYECKNX CPef,

HacToawmii cTaHgapT He COAEPXUT peKoMeHAaumnin no reHepayumn unm kBanndmkaumm TakcoHommyec-
Kol uHcpopmauuu. CornacoBaHHass TakCOHOMMYECKasi MHoOpMaLmnsa Ao/mMKHa ObiTh B3Ta U3 OTPaHUUYEHHOTO
yncna aBTOPUTETHbIX UCTOYHMKOB.

3.6.3 Xumunyeckume cybcTaHuumn

OonucaHne XxMMuyeckux cybcTaHunii JOMKHO BKAOYaTb B cebs npefcTaB/ieHne MOMEKYISPHON CTPYKTY-
pbl, @ Takxke, NPy He06X04MMOCTU, CTEPEOXMMUYECKME N pesieBaHTHble IU3NYECKNE XapaKTepUCcTUKn

Lns Kaxaol XxuMuyeckoin cybcTaHLumM AOMKHO 6bITh YKa3aHo NPOCTOe CTPYKTYPHOE NpeacTaB/ieHne

Ecnn n3BecTHa cTepeoxmmusi, TO OHa A0/DKHa OblTb MOMHOCTLIO yka3aHa. Ecnu oHa He n3BecTHa, TO
JOMKHbI 6bITb TOYHO MAEHTUMULMPOBAHbI MOMIOXEHUS, A1 KOTOPbIX CTEPEOXUMUSA HEN3BECTHA.
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Ipachnueckoe npeactaBsieHUE CTPYKTYPbl AO/MKHO ObiTb A0MOSHEHO TEKCTOBLIM ONMCAHUEM aTOMOB U
MEeXaTOMHbIX CBSI3eli B MOJIEKY/ISIPHON CTPYKTYpe.

[omKHbI 6bITb YKka3aHbl (OUKCMPOBAHHbIE U NEPEMEHHbIE CTEXMOMETPUYECKUE OTHOLIEHUSI COCTaBHbIX
yacTei cybcTaHummn. na cy6cTaHumii, CoOCTaBHble YacTW KOTOPbIX UMEOT NepeMeHHY0 KOMMNO3ULMOHHY0 CTe-
XNOMETPUI, [O/MKEH ObITb YKa3aH AnMana3oH KOMNo3uLumu.

HensBecTHass KOMNO3WLUMOHHAsA CTEXUMOMETPUS AAHHOW COCTAaBHOW 4YacTu WAM YacTeil, ecnu TakoBas
nMeeT MecTo, Takke A0/IKHA ObITb YkaszaHa. KOMNo3uLOHHas CTEXMOMETPUS A0KHA ObITb YKa3aHa Kak MOX-
HO NnosiHee, AONycKaeTCcs Takke Hen3BecTHas Win nepemeHHas KoMNo3nLMOHHas CTEXMOMETPUS.

dun3unyeckme CBONCTBA JO/KHbI ObITb Yka3aHbl TO/IbKO AJ151 TPOCTbIX Cy6CTaHL Wi, UMEKLLMX MEPEMEHHYIO
NN HEN3BECTHYHO CTEXVOMETPUID, €C/IN C UX MOMOLLbIO MOXHO OT/INYNTL ABE Cy6CTaHuumn Apyr oT gpyra.

BCTpyKTypHOM nNpeAcTaBfeHWNW AO0/TKHbI ObITb ONMCcaHbl U30TOMbI. [0 BO3MOXHOCTM AO/TXHO ObITb yKa3a-
HO NOJI0XKEHMWE WM NOSIOXKEHMA 3amelleHns. CybcTaHL MM O/MKHbI UMETh ONMncaHne, He 3aBUCSLLee OT CTENEH U
M30TONHOro 06oralLeHnst faHHbIM Paanon30TONOM.

Mopo6HO XuMMYecknm cybetaHumam, 6enkosble cybectaHuum (nogpasgen 3.6.4) v HYKNEeMHOBbLIX KACNOT
(noppasnen 3.6.5) 4OMKHbI BbITh ONUCAaHbI Kak OTAe/bHble ONpeAeeHHbIe MOMIEKYISipHbIe COeAMHEeHNS. MuK-
poreTeporeHHOCTb He flo/HKHa ObiTh ONMcaHa BC/ieACcTBUE npucylleli eli BapuabenbHocTU. Linknnyeckne nen-
TMAbl U Te, YTO B OCHOBHOM MpOU3BEAEHbl U3 HE MPOTEUHOTEHHbIX aMUHOKMC/IOT, @ TakKkKe CYLLeCTBEHHO
MOAMMULNPOBAHHbLIE ONTMTOHYKNEOTUAbLI AO/MKHbI ObITh OMMCAaHbI KaKXMMUYeckue cybctaHumu.

VHopMaLuoHHas Mofesib ONUcaHust XMMn4Yecko cybcTaHL My nokasaHa Ha pucyHke 9.

class Xumweckas cyb6craHums

PucyHOK 9 — VHbopMaLMoHHas MOAe b ONUCaHUS XMMUYECKOI Cy6CTaHLMm

16



rocT P UCO 11238—2014

3.6.4 BenkoBble cy6cTaHLUMU
Bce cybeTtaHumu, cogepxkallume onpegeneHHyro nocnegosartefibHoCTb L-anbda-aMUHOKICIIOT, coeaun-
HeHHbIX NenTUAHBIMU CBAAMMU, AOMKHBI BbITb ONMUCaHbl, UICNOb3YS 3MeMeHTbl onucaHus 6enkos.

MpwumeyaHune— Cmecn Genkos, HaNpPUMep, UMMYHOITIOBYNWHbI, Metowue BonbLIoe YMCTo OTAEeNbHBIX Gern-
KOB C pa3HbIMY NOCNeA0BaTENbHOCTAMM, AOIKHbI ObITb ONMCaHbI KaK CTPYKTYPHO-pa3HopoaHble cyGcTaHumm.

Benku, Y KOTOPbIX OTIIMYaTCA nocneaoBaTtesibHOCTA, TUM MMAKO3IUNNPpOBaHUA, ,ElMCYJ'IbeVILI,HbIe CcBA3N
UM NONOXeHNA rMUKo3nnnpoBaHUA, AOITXHBI ObITb ONUCaHbI Kak pasHble Cy6CTaHLI,I/II/I.

Mpumep — UHmepdpepoH anbgha-2a u unmepgepoHr anbha-2b, y Komopbix nocnedogamesnbHOCIMU OMIu-
4aromcesi 0OHUM 0CMamKoM, OOJKHLI 6bIMb ONUCaHbl, Kak omienbHbie cybcmaHyuu.

Benku omkHbI COCTOATh U3 OAHOM UMM HECKONBbKNX 6eMKoBbIX cybbeanHuL,.

Bce He rnukosnnnpoBaHHble 6enkn AoKHbI ObiTb ONMcCaHbl HE3aBUCUMO OT MeToAa CUHTEe3a, KNeTOMHON
NHUKU NN BUONOrMYECKon cpeabl OpraHn3ma, U3 KOTopbiX Genok 61N NnponsseAeH Unu BoiAeNeH.

Benkun gomkHbl 6bITh onncaHbl 6e3 yueTa MUKPOreTEPOreHHOCTU.

Twn rmyMKo3MNUPOBaHUS OOMMKEH OTpaXkaTb CYLIEeCTBEHHbIe pasnuuusl B rMUKO3UNMPOBaHUKN U onpeae-
NATLCA B 32BUCUMOCTU OT BMAA KIETKU U TKaHW, U3 KOTOpour 6enok 61 BbigeneH.

Ons onucaHns TUNa rIvMKo3nNMpoBaHusl AOIMKEH UCTMONb30BaThLCA OrpaHUYeHHbI Habop HOPMaTUBHBIX
TEPMUWHOB.

Bernkv AomkHbl ObITb ONUCaHbI Kak KOHEeYHas 3KcnpeccupyloLlasics nocneaoBaTenbHOCTb, NPeKypcopbl
6enKoB € CUrHanbHBIMM NENTUAAMU 1 Apyrie Npekypcopbl 6eNKoB He A0MKHbI ONUCHIBATHLCS.

Benku, koTopble HeobpaTUMo MOANMULMPOBAHbI C MOMOLLIbIO XMMUYECKOro unm consmyeckoro npouecca,
OOIDKHBI ObITb OMMCaHbI Kak pasHble 6enku.

B onucaHunsax moanduLnpoBaHHblX 6enkoB A0MmMKHEI BblTh YKazaHbl CTPYKTYPHbIE U3MEHEHURA, NPOU30-
Wweawmne B pesynbTaTe MognMUKaL M1, ecrv KoHeuyHas CTpyKTypa U3BecTHa.

B onucaHusx mogndunkaunin 4omKHbl BbiTb YKasaHbl UM COCTaBNSOWME YacTu, UNU MOMEKYNAPHLIE
dbparmeHThl, NpUcoeanHsaieMble K CTPYKType Bernka. Ecnu ke moandukauusi KOHEYHON CTPYKTYPbI HE MPOUCXO-
OnT, TO BMeCTO 3Toro gomkeH 6biTb onvcaH npolecc MogudgmkaLmu.

MonekynsipHble thparMeHTbl AOMKHbI UMeTb (hyHKLMOHAmNbHY0 Pofb, KOTOpasa A0MKHA ObiTb ykasaHa ¢
NMOMOLLIbIO HOPMaTUBHON TEPMUHOOTUN.

Ana cneundunyHbix MoaMdMKaLNA 4OMKHBI BbITb ONMCaHbI MOMOXeHWe 1 MOAUULMPOBaHHbIA OCTaTOK.

MocT-TpaHCcNAUMOHHbIE MoAUUKALIMN A0KHBI BbiTh YKa3aHbl TOMLKO B TEX CriyYasix, Koraa oHW cyLuecT-
BEHHbI AN aKTUBHOCTM UM NPUCYTCTBYIOT B AOMUHMPYOLWUX dhopMax 6enkoB.

B HekoTopbIX cUTyaLusax MoanduKkaLmsa He MoxeT ObITb OrUcaHa KOHeYHOW CTPYKTYpPOit. B Takux cnydasx
npouecc moanukaLmm AomkeH 6bITb onMcaH MUHUManNbHBIM 06pa3oM, ykasbliBas MOANMULUPYIOLWUI areHT
Unm ousndeckme yCrioBusl, KOTopble Bbl3Bann HeobpaTuMbie U3SMEHEHUS.

OuuLLeHHas KpOBb UMK BeLecTBa TKaHe, Ybs npegnonaraemas yHKLMOHaNbHOCTb OTHOCUTCSH K 6enky
UNN K orpaHUYeHHOMY dnciy 6enkoB ¢ pasnMyHbIMU U3BECTHBIMU NocrneaoBaTenbHOCTAMU aMUHOKUCIIOT,
OOIMKHBI ObITb ONMcaHbl Kak 6erok.

HekoBaneHTHble B3aumMoaencTsna mMmexay 6enkamu unm nenTgHeIMN 3BeHbAMU He AOMKHbI ObITb yka-
3aHbl. VicknioyeHue cocTaBnsioT BeNKoBble 3BEHbS, TECHO acCcoUMnpyeMble C XOpPOLLIO onpeaeneHHoN KoMMo-
3ULNOHHON CTEXUOMETPUEN.

MoxeT BbITb Takke ykasaHa cripaBodHas nHhopMaLus, He BXoAsALasa B cOCTaB UaeHTUNLIMPYIOLLIEN,
BKITHOYasN:

- TununoaTun 6enka,

- nraHg, NOAMOXKY U MULLIEHb,

- TWUN B3anMoaencTBus benka,

- reH, npoayuupyoLwmn 6enok.

Mo BO3MOXXHOCTU cnpaBoYHas nHopmMaLms 4oIpkHa BbITb ykasaHa, UCNonb3yst HOPMAaTMBHbIN CroBaphb.

MpumevaHunsn

1 MoHOKNoHanbHble MMMYHOIMOBYNUHbBI onuckiBatoTCst kak Benkn. ComMaTponuH, HErMUKO3UMMPOBaHHbIN Genok,
KOTOpbIN BbipabaTbiBaeTcs B E.Coli, kneTkax MNekonvTaoLLmX U APOXCKEBbIX KNeTKax, 4OIIKEH ObiTb ONMCaH Kak ogHa U Ta
Xe cybcTaHUMs HE3aBNCUMO OT KIIETOHYHOW NTMHWK, HA KOTOPOV OH BbIPaLLEH.

2 KTeKyLymm TUNam rmvKo3unmpoBaHnsi OTHOCATCS TPUOKOBLIV, PACTUTENbHBIN, Y YUTEeHUCTOHOMMX, MTUYUIA, Y MITEKO-
nUTaoLWMX, y Hernoseka.

3 WMameHeHuss gaxe B €OQVHCTBEHHOW aMUHOKMCIIOTE AOJIKHbI NPUMBOAWTL K pasHbiM cybcTaHuusiM. Hanpumep,
MHTepdepoH anbda-2a n nHTepdepoH anbda-2b, y KoTopbIX NOCNeA0BaTENbHOCTY OTNINYAIOTCH OQHOW aMUHOKUCTIOTOW,
OOIXHbI ObITb ONMMCaHbI, KaK OTAENbHbIEe CyGCTaHUMKU. ArpermpoBaHHbIi anbbyMUH YenoBeKa CbIBOPOTOUHbIN, NONYUYeHHbI
B pesyrnbTare HeobpaTMMOoW YacTUYHON huanyeckolt AeHaTypaumm, AOMmKeH MAeH TN LM POBaTLCS Kak CyGCcTaHuust, OTNK-
varowasics oT anbbymyHa YenoBeka CbIBOPOTOHHOIO.
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NHopMaLMoHHaa MoAenb onucaHus 6e/IKoBoil cy6CcTaHUMKM nokasaHa Ha pucyHke 10.

class benkosas cy6cTaHumua

PucyHok 10 — MHpopmaynoHHaa moaens onucaHus 6enkoBoii cybcTaHumm

3.6.5 HykneunHoBble KMCMIOTbI

NaeHTUhUUMpYOLWNMN 31E€MEHTAMN HYKNEUHOBOW KUCAOThI AO/DKHbI 6bITb NOCAef0BaTeIbHOCTb, TUN
(PHK, OHK, cmewaHHbI), a Takxe Bce Mogndukauum, noBAnNsSBLLINE HA MOJTEKYNSIPHYIO CTPYKTYPY.

leHbl, MNa3MnAbl, HaCTU BUPYCHbIX BEKTOPOB, UCMOJIb3YEMbIX B TEHHOW Tepanuu, cocToswune N3 aMmmHo-
KMCNOT, [O/DKHbI 6bITb ONUCAHbI KaK HYK/TEMHOBbIE KNCOThI.

OTAeNbHbIe 3/1EMEHTbI FTEHOB A0/KHbl 6bITb ONUCaHbl U NAEHTU(NLMPOBaHbI Kak CybCcTaHLuu.

Heobpatumbie mogudmnkaumn, 6yab To usnyeckne nam XxmMmmyeckme, Kotopble HeobpaTmumo moannyn-
PYIOT UCXOAHYIO MOMEKYNAPHYIO CTPYKTYPY, AO/DKHbI 6bITb ONMUCAHbI C UCMO/Ib30BAHNEM 3/IEMEHTOB K/acca
«MOAVNPUKAL WA,

[nsa reHHON Tepanun B kKayecTBe naeHTudgukaTopa 40/HKHA UCNOMb30BaTbLCS BCA NOcC/AeA0BaTe/IbHOCTb
TpaHcopMupylowero/TpaHcayumpytouero sektopa. Kaxablil anemeHT reHa Ao/1XeH ObITb yka3aH v onpege-
NeH Kak cybcTtaHums.

M punMmedvyaHune — K afnfemeHTamMm reHos AOO0J1XHbI OblTb OTHECEHbI NMPOMOTOPbI, 3HXAaHCEpPHI, caﬁneHcepbl nTAa.

LN HYKNEeUHOBLIX KACMOT, UCNO/Ib3YEeMbIX B TEHHOW Tepanuu, fo/xHa 6biTh YkasaHa BCsA Noc/iefoBaTeNbHOCTb TpaHcgop-
MUpYlOLLLEro/TpaHCcAYLMPYIOLLEr0 KOMMOHEHTA BMECTE C KaXAbiM 3/IEMEHTOM reHa.
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NHopMaLnoHHaa Moaesnb ONUCaHUs HYKIEMHOBOW KMCNOThbl Noka3aHa Ha pucyHke 11.

class HykneuHoBas kucnota

PucyHok 11 — WMHhopmaynoHHaa MoAeNb ONMcaHna HYKNEeNnHOBOI KUCNOTbI

3.6.6 MNonumepsl

Knonnmepam OTHOCATCA BelLeCTBa, MMeKLUNe reTeporeHHy Npupoay n cofepxaline nostopgawmnecs
CTPYKTYpPHble eAUHULLbI.

,ﬂ,l‘lﬂ VI,CI,EHTI/ICbVIKaLI,I/IVI nonnMmMmepoB A0J/1XXHO UCNOJIb30BaTbCA coYyeTaHne HOpMaTMBHOIO csioBapa € npen-
CTaBNEHUSAMU MONEKYNAPHOWK CTPYKTYPbl NOBTOPSAKLWMXCA CTPYKTYPHbIX eANHUL, naeHTudnkaumnein samecTtun-
Tenel, KOoTopble NMPUCOEANHEHbI K NOBTOPSAKOLWENCA CTPYKTYPHOW eAuHULE W onucaHbl Kak dyparMeHT Wau
COCTaBﬂFHOIJJ,I/IVI 9/IEMEeHT MO,CI,I/ICbI/IKaLI,I/II/I, MOJIEKYTIAPHBIM BECOM WM nonmnancnepcHoOCTbO BellecTBa. CTte-
neHb nonnmMmepunsaynn, MOHOMEpPLI, NCNONTb30BaHHbIE ANA CUHTE3A CUHTETUYECKUX NMOJZTMMEPOB NI conoJsinme-
poB, ncxogHOE BELLeCcTBO A/ NOJIMMEPOB €CTECTBEHHOIO NPONCXOXAEHUSA, KOHEYHbIe TPYNMnbl NO/IMMEPOB, a
TakKxe CbI/I3I/ILIeCKI/Ie nnn 6uonornyeckne ceoicTea AO0J1KHbI ObITb YKa3aHbl, €C/1n OHN N3BECTHbI U Heo6XO,q|/IMbI
ONa pasnunyeHnsa BewecTBa. MNMonumepbl A0MXHbI 6GbiTb ONMCaHbl HA YPOBHE CNEUM(PUUYHOCTU, AOCTATOUYHOM
ONA pasnnyeHuns sewectsa, 1 6o/1ee WMPOKME ONUCaHNA NOJIMMEPOB He LO0/IKHbI MOOWPATLCA.

Mpumepbl - Ana naeHTUgUKaLUU NOJIMMEPOB, COAepXallX NOBTOPSOLNECS CTPYKTYpPHblE eAUHULbI
NosIM3TUAEHTJINKONSA, BCErAa AO/MKHbI UCMONb30BaTbCA IMG0 cTeneHb NoMMmepusaummn, NM60o MonekynsapHbli
Bec. O6Las cy6CcTaHLnA NONN3ITUNEHTINKOSA He fo/DKHA WAeH TUNLMpoBaTbCS Kak cybcTaHLunsa BBUAY 3Ha-
UM TENbHbIX Bapuauunii 3TX TUNOB BellecTBa U coo6paxeHunii 6e30MacHOCT U, CBSI3aHHbIX CO CTEMNEHbIO NO/N-
Mepusaumu.

Tun nonumepa A0/HKEH ONpeAensATbCa MO YMCNY MOBTOPSIOLLMXCS CTPYKTYPHbIX €4UHUL, 1 MO CBA3AM
mMexay HUMK. lonxeH 6biTb pa3paboTaH HOpMATUBHLIM C/IOBapb, TPebyeMblil A1 onvcaHus knacca noaume-
pa, CTPYKTYpbl NoAumMepa 1 Tuna nocrfefoBaTesibHOCTM cononnumepa.

19



FOCT PNCO 11238—2014

dunsmnyeckne unm 6MONOrMYEecKne CBOCTBA A0/IKHbI YUUTbIBATLCA NPU MAEHTUGMKALUKN, eCliv 3TU cBee-
HUS HEOBXOANMbI AN PA3/TUUEHNS NONMMEPHbIX CYOCTaHLUNIA APYTroT Apyra UCBSI3aH C MOJIEKY/IIPHLIMU CTPYK-

Typamu NosIMMepHOro aHcamo6s.

MpuMeuyaHue — CnoBapHble 3HAaUEHNs Knacca nosvMMepa AO/KHbI BKAOUYaTb B ce6s TOMOMNoMMep 1 COnou-
Mep, 3HAYEeHUsA CTPYKTYpbl NMosMMepa A0/MKHbI BKAOYaTb B C€6S IMHENHYIO, pa3BEeTB/IEHHYO U NPOCTPAHCTBEHHYLO; 3Haue-
HUS TUNa NOC/eAO0BaTe/IbHOCTM CONOSMMepa AOJDKHblI BKAOYaTb B CEO0S HEpPerynspHolii, 6M04HbIA U YepeayoLmniics.
NHAekc nonmancnepcHoCcTU noaMMepa 06blYHO BbIYUCASIETCS Kak OTHOLWEHWE CPeAHEB3BELLEHHOIO MOJIEKY/ISIPHOTO Beca K
CpeAHeuYncIoBOMY MOJIEKYNAPHOMY Becy. Takue CBOWCTBA, Kak BA3KOCTb, CBETOpAcCenBaHWe WU CKOPOCTb OCaXAeHus,
ABNAOLIMECH NOKa3aTesieM MOJIEKY/IAPHOro Beca, a Takxke 6Mo/iorMyeckme CBoicTBa, HanpuMep MHIM6npoBaHne epmeH-
TOB, TAKX€ MOTYT CAIYXUTb OT/IMUNTE/IbHLIMU NPU3HAKaAMU.

NHopMaunmoHHas Moaenb onucaHusi noaimepa nokasaHa Ha pucyHke 12.

class Monumep

MCXOOHO E_BELIECTBO NoVMEP OMUCAHVE MOHOMEPA
notes 1 + KJIACC_MONNM EPA TUMN_KONNYECTBA_MOHOM EPOB

BelecTBo, 3 KOTOPOTO + MNMPUMEYAHUWE 4yncno MOHOMEPOB

npovssefeHa cy6cTaHLms. + CTPYKTYPA_MOMNMEPA

Cm. guarpammy "McxoaHoe + TWUN_NOCNEAOBATENBHOCTW_COMONUMEPA

BeLecTBO" B HacTosLemM

[OKYMEHTE.
NMOBTOPAKOW AACA_CTPYKTYPA
TUN_KONNYECTBA_MNOBTOPAWNXCA_CTPYKTYPHbIX_EAVNHWL
MOANGUKALMS YMCNO_MNOBTOPAIOWMNXCA_CTPYKTYPHbIX_EAUHUL,
notes
OnucbiBaeT Heo6paTUMble MogUdUKaL UK

BellecTsa. MOHOMEP

Cwm. gnarpammy "Mogudukauyma" B

HacToseM [OKYMeHTe. WAEHT NGNKATOP_MOHOM EPA

HAWM EHOBAHWE_M OHOM EPA
TN KONMYECTBA

CMPABOYHBIM NCTOUHIK NMOBTOPAKWAACACTPYKTYP HAA_EAVNHNLUA

NA_CMPABOYHOIO_MNCTOUYHUKA
KNACC_CMPABOYHOIO_MCTOYHUNKA

OB EAOCTYNHOCTb
TUN_CMPABOYHOTO_MCTOUYHUKA
UMTUPOBAHWE_CMNPABOYHOIO_MCTOYHUKA

+ OPWEHTALMWSA_NOAUMEPU3ALNMN
+ TMOBTOPSOUWAACSA_CTPYKTYPHAS_EAUHULA
+ TWUN KONWYECTBA

+ o+ 4+ o+ o+

o. .*

CTEMNEHb_MONM EPU3ALNN

CTEMEHb_MNONUMEPU3ALNN
TN KONMNYECTBA

MONEKYNAPHbIA sec

METO/A_MOJNEKYNAPHOTO_BECA

TUM_KONNYECTBA 0.1
M TUN MOJEKYIAPHOIO BECA
CBOWCTBO KOJIMYECTBO
MAEHTU®VKAT OP_CYBCTAHLUY BEPXHUM_NPEAEN
ATMEHOBALME GYBOT AL EAUHNLA
- 4 HE_4WNCNOBOE_3HAUY EHUE
TUN_KONNYECTBA HUKHUA_NPEAEN
TUMN CBOWCTBA CPEAHEE

PrncyHok 12 — NHdopMaLmMoHHasa Moaenb onucaHusa noammepa

3.6.7 CTpyKTypHO-pa3HoOpOoAHble cybCcTaHLumnm
Cy6CTaHLI,VIVI, KOTOpPble HE MOTYyT ObITb npeactaB/ieHbl KaK orpaHnM4eHHoOe YNCno OTHOCUTENbHO MPOCTbIX

Cy6CTaHLI|I/II7I, TO €CTb CMEeLWaHHbIX Cy6CTaHLl,I/II7I, AO0JDKHbI ObITb ONKUCaHbI Kak CTPYKTYPHO-pa3HOpPOAHbIE.
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Ans naeHTnuKaLmMmn cTpyKTypHO-pasHOPOAHbIX CyGCTaHLMI A0MKHBI BbITh YKasaHbl MICXOAHOE Bellec-
TBO, U3 KOTOPOro rnonydyeHa cybcTaHLms, Moaudukaummn, Kotopble NPUBENN K HeobpaTUMbIM U3MEHEHUSAM
NCXOAHOro BelecTBa, Wunu gpusndeckne o Guonorndeckne CBONCTBa, MPUCYLLME MOMEKYISIPHON KOMMO-
31N BelllecTBa.

dusmyeckme nnu bronorudeckne CBONCTBa AOMMKHbI BbITb yka3aHbl TOMLKO B Cly4asX, KOr4a OHu cyllec-
TBEHHbI ANA naeHTUhUKaLIMM 1 pasnuueHns BeLlecTsa.

MpuMeyaHwue— BonbLUMHCTBO CTPYKTYPHO-Pa3HOPOAHBIX CYGCTaHLUIA NOMY4YeHO U3 BGUONOMMHYECKUX OpraHn3-
MOB. IMM MOryT BbITb TakKe CroXHbIE NMPUPOAHLIE MaTepmarbl, HaNPUMepP KAMEHHOYTONbHasA CMOra U HedTb.

Mpumep — Jleekas Hehmb omnuyaemcsi om Heghmu ceoll 8513KOCMbIO U yOesIbHbIM 8€COM.

CyluecTBeHHbIM 31leMeHTOM MaeHTUdUKaLMM NONUANCIEPCHBLIX cyGCTaHLMiA GMONOrMYeckoro npouc-
XOXOEHUA ABMNAETCA POAMTENLCKUN OpraHnam, OT KOoToporo 6bino NomnyveHo UCxoaHoe BellecTso. s poau-
TENbCKUX OPraHW3MOB HeoBXOQMMO yKasaTb TaKCOHOMWHO OT CeMeicTBa Mo MeHblleld Mepe A0 Buaa.
BapuaHTbl, KyNbTYpbl, LUTAMMbI UMW CYBLITaMMbI OMKHBI y4acTBOBAaTL B MAeHTUDUKALMMW, €CNK BHYTPUBMAO-
Bble PasnMyusa NPUBOAAT K OLLYTUMbIM M3MEHEHUAM (OYHKLMOHANBHOCTU U komnosuuum. Liapcteo, Tun,
Knacc v NopsiooK MoryT 6biTh yKasaHbl, €CIM OHW M3BECTHBI, HO 3TOT YPOBEHb TAKCOHOMUM OBLIYHO He SIBMAeTCS
onpeaenawLWUM ANa uaeHTUdbUKaLnm.

MpwnmeyaHwne—[ns pacTnTenbHbix cybcTaHUumii 0ObIMHO yKa3blBaloT CEMECTBO POAMUTENBCKOIO OpraHnuama,
poa, Bua u YacTb unm vactu. Ecnu ncnonb3ayoTcs KOHKPETHbIE YacTy pacTeHus, To Anst uaeHTudmKaumm Heobxoamnmo yka-
3aTb CNWCKM OTAENbHbIX YacTel, HanpuMep, UBETOK, NUCT U cTebenb. MoxeT notpeboBaThesl Takke yka3aHne cermeHTa
XM3HEHHOTO LMKNa pacTeHusi, Hanpumep nonHoe LueeTeHve. Beugy BapnabenbHOCTU COCTaBMAOWMX, NONyvaeMbiX B Npo-
Leccax sKeTpakuuu (pacTBopuTtenb, TeMnepartypa, BpeMsi) 1 3aBUCALWLMX OT YCNOBUIM pocTa (Ce3oH, mecTo cbopa, Tmn no-
YBbl, UCMONb30BaHUe yao6peHuiA, KONM4YeCTBO AHEBHOIO CBETA W BOAbI), G1Uonornyeckne aKCTpakTbl AOMKHbI UASHTUDNLN-
poBaTbCA CBOMM MCTOYHUKOM, €CMNU TONBKO OHWU HEe NpeACcTaBnsAloT cO60M KOHKPETHYIO (DpaKUMIO UK KIacC XMMUYECKUX
coeavHeHuI, Hanpumep CeHHO3uAb! (IMUKO3nabl aHTPaxnHoOHa, n3enekaeMoro ua Senna alexandrina).

CopT mnn pasHOBUOHOCTb PacTeHUs1 OMMKHbI GbITb yKasaHbl KakK NnpusHak ,qpyr0|7| Cy6CTaHL|,I/II/1, ecnm
CYLLECTBYIOT pasfining B COCTaBNSOLLNX UK (PYHKUWOHaNbLHOCTU. [lns Apyrnx opraHusmos, 0bbluHO AN 6ak-
Tepl/ll?l 1 BUPYCOB, HeobxoguMmo yKa3biBaTb No4sui, BapuaHT, WitaMmm Uin Tun, yT06bI 0BECneYnTb aKKypaTHoe
onncaHne N oTNn4YnNTbL OT APYrnx CyGCTaH uui.

Mpumep — Bpokkonu u akcmpakm 6pokkou OoIKHbI 6bIMb ONUCaHbl KaKk O0Ha u ma xe cy6cmanyus.
Bpokkonu u ysemras kanycma, npedcmasnsioujue pasnudyHbie 2pynnbi COPMoe unu pasHoeudHocmeli Brassica
oleracea u omnuvaruuecs sHeWHUM 8UOOM U cocmaseITWUMU, O0KHLI GbimMb ONUCaHbl Kak pa3Hbie cy6-
cmaHyuu, HecMomps Ha mo, 4Ymo umelom oOuHaKoeble 2eHbl U IpuHadnexam K 00HOMYy U momy xe eudy. Bupycbi
epunna o/mKHbI 6biMb ONUCaHbI Ha YPOBHE, 10380/ITIOWEeM ONUIUYUMb Pa3uYHble WMaMMbl 6aKUUH.

MonuknoHanbHbIe UMMYHOTIOGYIMHBI 4OMKHBI GBITh OMMCaHBI Kak CTPYKTYPHO-Pa3HOPOAHLIE BELLeCTBa
C yKasaHueM Tuna UMMyHornoBynuHa, LeneBoro aHTUreHa, a Takke Buaa UCTOYHUKA.

KneTku 1 TKaHW AoSHKHBI GbITb ONMcaHbl Kak CTPYKTYpHO-pasHopoaHble cy6eTaHumu. Ha ypoeHe cy6eTaH-
LMWK yKkasaHWe KOHKPETHOro AoHOPa UMK CTENEHW NyNMpoBaHus He TpebyeTcs.

Macna, coku 1 akceyaaThl pacTeHui 4omkHbl BbITh OTAENbHBIMU CyGCTaHUMAMU. Macna U coku AomkHbI
6bITb ONMCaHbI Kak pakLnm BELLeCTBa, U3 KOTOPOro OHU BhiAesieHbl. BewecTsa n npolecckl (Hanpumep, Bpe-
M#, TeMnepaTypa, pacTBOpUTeNb), UCONb3yeMbIE A MPUTOTOBIEHUS AKCTPAKTOB, BapbupytoTcs. Moatomy
3CCeHLMM, HACTOWKM 1 OTBapPbI He AOIHKHbI CMYXUTb NPU3HAKOM pasHbIX cyGeTaHLumin. BMecTo aTux xapaktepuc-
TWUK QOIDKHbI BbITh YKa3aHbl pOAUTENbCKUA OPraHU3M U Ta ero 4acTb, U3 KOTOPOW OHWU NPou3BeAeHb.

Mpumep — Onuekoeoe macsio fensemcsi (pykmosbiM MacsioM, nonyqeHHbiM u3 Olea europaea.
AnenbcuHo8bIl COK Ae11emcs ¢hpyKmMoa8bIM COKOM, NoslyyeHHbIM u3 Citrus sinensis. 3eneHbitt yalt u 3kCMpakmasi
3en1eHo20 4Yasi 00/mKHbI 6bimb onucaHbl Kak nucmsst Camellia sinensis.

NHpopmaLmoHHasn Mofesb onucaHus cTPYKTYPHO-pasHOpOAHON cybcTaHLmMM nokasaHa Ha pucyHke 13.
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class CTpyKTypHO-pasHopogHas cy6cTaHums

PucyHok 13 — WNHgopMalunoHHas Mogenb ONUcaHns CTPYKTYPHO-Pa3HOPOAHON cyb6CcTaHumm

3.6.8 CwmellaHHble cy6CcTaHUuK

CmewaHHble cybCcTaHLMM AO/DKHbI GbITb OMMCAaHbl Kak NPOCTble KOMGUHaLUn oTAesbHbIX Cy6CTaHLuiA,
KOTOpbIE UM COBMECTHO BblfE/NEHbI, NN ABNAIOTCA pe3y/ibTaTtoM O[HOrM0 1M TOro Xe npouecca cCMHTe3a.

Ona cMelwaHHbIX cy6bCcTaHLMin NPUPOAHOTO MPOUCXOXAEHNA AOMKHO OblTh YKa3aHO UCXOAHOE BeLLecTBo,
N3 KOTOPOTrO OHY NPOU3BEAEHbI.

KcmelwaHHbIM cy6CTaHLMAM He JO/KHbl OTHOCUTLCA Pa3HOPOHble BellecTBa, COeAMHEHHbIE 415 NONY-
yeHusa npenapara.

l‘lpvnvlep - CnMeTUKOH He AO0JDKEH OblThb npuyncneH K Cy6CTaHLI|I/IF|M, MOCKOJIbKY OH COCTOMNUT U3 gnme-

TUKOHA U ABYOKMCU KPEMHUS, UMEIOLWMNX Pa3HOe NMPOUCXOXAEHUE N 06bIYHO He BblAesiieMblX COBMeCTHO. OH
LOJKeH 6blTb OMNKMcaH Kak KOHTponvpyemasi cy6cTaHumns rpynnbl 1.

BbigensoTcsa Tpy TUMa CMeLlaHHbIX Cy6CTaHUWIA:
"BCe u3", B KOTOPbIX A0/DKHbI NMPUCYTCTBOBATL BCE OTAE/IbHble CybCTaHLnK;
- "nbasn 13", BKOTOPbIX AO/IKHA MPUCYTCTBOBATb XOTA 6bl 04HA M3 OTAE/bHbIX Cyb6CTaHUWA;
"ofHa 13", B KOTOPbIX A0/HKHA NPUCYTCTBOBATb TO/IbKO OAHA U3 OTAE/bHbIX Cy6CTaHUuWiA.
HacTtosAwwnini ctaHgapT TpebyeT ykasbiBaTb, UTO OTAe/IbHasA cybcTaHuna Bcerga NnpucyTCcTBYyeT B CMeELLIaH-
HbIX cy6cTaHumax Tuna "sce u3". Npn aTOM OTHOCUTENIbHOE KOJIMYECTBO Cy6CTaHLMM He [0/1XKHO 6bITb yKa3aHo.

MpuMmeuyaHue — OTHOCUTENbHbIE KONIMYECTBA CYyOGCTAHUMNI B CMELIaHHOW Cy6CcTaHLMM f0/IKHbI 6blTh YKa3aHbl
Ha YpoBHE KOHTPONUpPYeMoii cy6CcTaHuuu cnoco6oM, COrnacoBaHHbIM CO cneyndukaumnein nponssoanTens unmn gapmako-
nen. OTHOCUTE/IbHbIE KONIMUYECTBA He A0/IKHbI 6bITb yKasaHbl Ha YPOBHE Cy6CTaHUMUM B CBA3K C NOTEHUMATbHBIMW pPa3nnuu-

AMU cneundmrkaunini nponssoanTeneli n hapmakonei.

Bce cMelaHHble cy6CTaHLMN AOMKHbBI COCTOATb U3 OTAE/bHbIX Cy6CTaHUNNA.

BkntoueHne Apyroii cmelaHHOW cy6CcTaHL MM B COCTAB CMELLIAHHO cy6CTaHU UM He AonyCcKaeTCcs.

Takoe BK/lOYEHME JO/TKHO 6bITb ONMCAHO Kak eAuHas CMeCb BCEX COCTABSAOLWMX Cy6CTaHUWIA.

Bce cy6CcTaHuMu, BXoAsUME B COCTaB CMELIaHHOW Cy6CTaHL MM B KONTMYECTBE, NpeBbillalouLeM 0guH npo-
LLEHT, AO/KHbI ObITb OMMCaHbl Kak COCTaBASAOLIME 3/IEMEHTbLI CMELIAaHHON Cy6CcTaHL N,

3arpA3HeHnss Y oUYNCTUTENIN 06bIYHO HE CUNTAOTCSA KOMMNOHEHTAMMW CMeLLaHHOl cybcTaHuuu.
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CwMecu, KoTopble He MOTyT 6bITb ONUCaHbl Kak OrpaHNYeHHOE YNC/I0 COeANHEHHbIX CYBCTaHUNIA, JOMKHBI
ObITb ONMCAaHbl Kak CTPYKTYPHO-pPasHoOpPOAHble cy6CcTaHLuu.
NHpopMaLoHHas Mofesnb onMcaHnsa CMeLlaHHoM cy6cTaHUUy nokasaHa Ha pucyHke 14.

class CmellaHHasA cy6cTaHUmsA

COCTABNAOWAA_CMECU CMEWAHHAA.CYBCTAHLNA MNCXO4HOE_BELL ECTBO
+ WIEHTUOUKATOPCOCTABJ/IAIOWEN + TUMNCMECHU 0..* notes
+ HAWMEHOBAHWE COCTABAAIOWEN ] Bellectso, 13 KOTOPOro npoussegeHa
+ TPEBOBAHWSA_K_COCTAB/SAOWEWN cybeTaHuums.

Cwm. anarpammy "MicxogHoe
BELLECTBO" B HACTOSALLEM [JOKYMEHTE.

0.*

MOAVDUKALIA

notes
OnucbiBaeT HeobpaTuMblie MoaudUKaLum
BellecTBa.
Cwm. gnarpammy "Mogudukaunsa” B
HacToALLEM [JOKyMeHTe.

PucyHok 14 — NHopmaunoHHas moaenb oNnMcaHusa CMeLlaHHoh cy6cTaHumm

3.6.9 Kopabl cybcTaHuni

XoTa koAbl cybcTaHUMA M COOTBETCTBYHOLWME CUCTEMbI KOAUPOBAHUS He ABAAKOTCA onpefensiolmMmu
3/IeMeHTaMM onnucaHnsa KOHKpPEeTHOI cybCcTaHUumn, OHU MOTYT ObITb yKa3aHbl B COOTBETCTBMY C NpeACcTaB/IEHHO
HMWKe NHPOPMAaLNOHHON MOAENbIO.

Mpumep - K TakMm Kogam OTHOCATCH perncTpaynoHHble Homepa cnyxbbl CAS (Chemical Abstract

Service), koabl cucTembl EINECS (European Inventory of Existing Commercial Chemical Substances), EBponeii-
cKkne kogbl nekapcTB EVMPD (European Drug Codes) n AnoHckune kogbl nekapcTB (Japanese Drug Codes).

WNHopMaLoHHas Mogesb kofa cy6CcTaHL My nokasaHa Ha pucyHke 15.

PucyHok 15 — NHopmaumoHHasa moaenb koga cybctaHumnm

3.6.10 Knaccudukauma cybcTaHLnii

XoTa knaccudmkaumsa cybctaHuuii He ABNsSeTca onpefensoWnuMmn 31eMeHTOM ONUCaHnss KOHKPETHOW
cy6CTaHLuKM, oHa MXeT 6bITb yKa3aHa B COOTBETCTBUU C MPEeACTaB/IEHHON HMXE NHOPMAaLMOHHON MOoAEeNbIO.

VIHhopMaunoHHasa Moaenb knaccudmkaumm cybcTaHumnii nokasaHa Ha pucyHke 16.
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class Knaccudukaums cyb6ectaHymnii

PucyHok 16 — WHGpopMayMoHHas MOAeNb kKnaccuukaumum cybctaHymin

3.7 OnncaHne KOHTPOMPYEMbIX CyBCTaHL M

3.7.1 O6buwee onucaHune

XoTa B MoAenu onucaHusa cy6CcTaHumMii npeaycMoTpeHa MHgopmauus, cywecTBeHHas A5 onucaHus
BELLECTB BCOCTaBE /IeKAPCTBEHHbIX CPEACTB, HEPEAKO PErYNSATOPHbIE OpraHbl TPe6yT LONOMHUTE NbHbIE CBE-
OEeHNs, KOTopble He MPefyCMOTPEHbI Ha ypoBHE cybcTaHumun. na 60nee getanbHOro onMcaHns BelwecTs, Npu-
CYTCTBYIOLWNX B NeKAPCTBEHHbIX CpeAcTBax, AO/HKHa MCNosb3oBaThbCs 06Was mHopMaunoHHas Moaesnb
KOHTPONMPYEMOIWA cybCcTaHLmm.

CTpyKTypa onucaHua KOHTpPoAupyemMoi cybcTaHuum fomxkHa o6ecneynTb cornacosaHHoe npejcrasine-
HVe pas3nIMyHoin MHopMaLnK, BKIOYas:

- KayecTBO WM YNCTOTY;

- CBefeHus 0 NpouM3BOACTBE, BK/IOUAsA MHhOpMaL M0 0 MPOU3BOAUTENIE U KPUTUYECKMX NpoLieccax npo-
M3BOACTBA;

- aHanUTU4YecKne faHHble,

- cocTaBAsLMe, BKIKYaA UX KOJIMYECTBA U POSib, €C/IM OHA U3BECTHA U ABNSIETCA CYLEeCTBEHHO;

- cneymcukaumm (3arpA3HeHns M COOTBETCTBYOLLME NpeaesibHble 3HAYeHUA KonnyecTBa cybcTaHumm
LOMKHbI 6bITb YKa3aHbl B ONUCAHUM COCTaBAAOLWMNX);

- onucaHue eAnHULbI NU3MEPEHMS;

- pedepeHTHOe BelLLecTBo;

- aHanMTMyeckne MeToAbl, UCNONb3yeMble 4718 OnpefeneHns kavyecTsa.

[na yanosneTBopeHns notpebHocTeli B MaeHTUdMKaLm nekapcTBEHHOro cpeacTsa 3/1eMeHThl onuca-
HVS KOHTPOSIMPYEMOI Cy6CTaHLMM [O/KHBI ObITh pa3fesieHbl Ha YeTbipe rpynmnbl U UAeHTUgKaTOP KOHTPOIN-
pyemoii cybCcTaHumMmM fOMKEeH 6biTb CBA3aAH C KaXO0M rpynnoi 3//eMeHTOoB.

MpumevyaHune — FpynnupoBKa 3/1eMeHTOB ynpolaeT MojeNb AaHHbIX U 06/eryaeT Kak permoHasbHble, Tak 1
UTepalunoHHble peannsaluumn ctaHgapra.

3.7.2 KoHTponupyemblie cy6CcTaHumu rpynnbl 1

DneMeHTbI rpynnbl 1 40/KHBI NCNO/Ib30BaTbCS A1 yKa3aHWs BeLecTBa, COAEPXALLEero HeCKOsIbKO Cy6-
CTaHuuii, pacTBopuTENeil, NCNOMb3yeMbiX ANS MPUTOTOBNEHNS PACTUTENbHbIX WY anfiepreHHbIX 3KCTPaKToB,
cneunduyHbIX MapKepoB 1AW UHbIX NMPU3HAKOB, NPUCYTCTBYHOLLMX B BELLeCcTBax 6B10N0rMyeckoro Nponucxoxae-
HUS, NpU Heo6XxoAMMOCTM PM3nYeckoin hopMbl cybCcTaHLMK, a Takke Ni6bIX CBOUCTB, CYLWECTBEHHbIX AN
onucaHua BellecTsa.

Ipynnbl 3/1EMEHTOB, NCMOJIb3YEeMbIXA 1A ONpeAeneHns KOHTPoOAnpyemoii cybcTaHLmm rpynmnbl 1, 4OMKHbI
BK/lOYaTh B Cebs cocTasnsowme, gomanyeckyto hopMy 1 CBOMCTBO (PUCYHOK 17).
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B rpynny cocTaB/sitoOLMX KOMMNOHEHTOB AO/IKHbI 6bITb BK/OUYEHbI CyGCTaHLMM, cneunanbHo fgo6aBrieH-
Hble ANs NoflyYyeHnss MHOTOKOMMOHEHTHOTO BelLecTBa, PacTBOPUTENU, UCMNOJib3yeMble AS NPUrOTOBNEHUS
9KCTPaKTOB, CcheuudunyHble MapKepbl WM WHblE MPU3HAKW, MPUCYTCTBYHOWME B BELLECTBAX XWBOTHOIO

nponcxoxaeHuns.
3arpﬂ3HeHI/IFI NN OYNCTUTENT HE BKIKOYAKTCA B HNC/10 COCTaBNAKLWNX KOMMNOHEHTOB KOHTpOJ'IVIpyeMOVI

cybcTaHumm rpynnbl 1.

MpumevaHunsn
1 Takaa rpynnupoBKa 3/IEMEHTOB MO3BOMAET fAaBaTb OnNpefesieHUss MHOTMMX MNPOMbILIEHHO MPOU3BOANUMbBIX

BELLECTB, UCMO/b3yEMbIX B COCTaBe /IeKapCTBEHHbIX CPe/CTB.
2 3arpsisHeHMs WAM ouucTUTeNnu 6yayT BK/IOYEHbl KaK 3/IEMEHTbl OMUCaHWA KOHTPOSIMPYEMOW Ccy6CcTaHuum

rpynnel 4.
ViHhopmaunoHHasa Mogenb onucaHusa KOHTPOAMpyeMoli cybcTaHummn rpynnel 1 nokasaHa Ha pucyHke 17.

class KoHtponupyemas cy6ctaHums rpynnbsi 1

PucyHok 17 — WHcdopmaunoHHaa Moaenb onMcaHusa KOHTponMpyemMoli cybeTtanHuymm rpynnbl 1

3.7.3 KoHTponumpyemble cyocTaHumMm rpynnbl 2
dnemMeHTbl rpynnbl 2 4ONMXHbI MCNOMb30BATbCA AN YKa3daHWs CBEAEHNIn 0 npon3BoamnTene cybcTaHumm

WM KOHTPOSIMPYeMoii cy6ecTaHummn rpynnbl 1 M MUHUMabHO MHhopMaLmn 0 NPoM3BOACTBEHHOM NPOLLECCE.
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MuHUManbHaa nHgopmalnsa o Npou3BOACTBEHHOM NpoLecce Ao/HKHA BKoUYaTh B cebs 06LLyl0 XapakTe-
pUCTUKY MeTofa NpPon3BOACTBA (HanpruMep, CUHTE3, IKCTPaKLNUS, BOCCTAHOB/IEHWE), TUNA NPOU3BOACTBEHHON
cUCTEMbI (Hanpumep, KTeTOUYHYI0 IMHUIO, PACTUTEsIbHbIE WU XXMBOTHbIE TKaHM), NPOU3BOACTBEHHYIO CUCTEMY
(KOHKPETHY!0 KNEeTOoUHYI0 INHUI0). HoMep Bepcun KpUTUUYECKOTO NpoLecca NUCNob3yeTcs As pasnyeHuns KoH-
TPONUPYEMBIX CYyOGCTAHL WA Tpynnbl 2, NPU NPOM3BOACTBE KOTOPbIX MPOU3O0LL/IN CYLeCTBEHHbIE U3MEHEHUS KPU-
TUYECKUX NpOLeccoB. HauanbHbIi HOMep BepcuM KPUTUYECKOTo npouecca AO/MKeH 6blTb paBeH 1, a
crejylole HoMepa NpUcBanBalOTCsA NOC/eA0BaTe/bHO.

n punmevyaHue — SNeMeHThbl rpynneol 2 N03BONAKT npocnexwusaTb Cy6CTaHLl,VHO AO npousBoanTens. OHM NO3BO-

NAKT TakkKe OTNMYATb CUHTETUYECKNE NenTuibl OT PEKOMOGUHAHTHbLIX W NOAyYaTh MHOPMALUNI0O O NPOU3BOAUMOI KNeTou-
HOW NUHWN.

NHpopmaunoHHas Moae b onucaHna KOHTPOIMpyeMoii cy6CcTaHLuy rpynnbl 2 nokazaHa Ha pucyHke 18.

class KoHTponupyemas cy6cTtanyma rpynnel 2

PrncyHok 18 — WHGopMayuMoHHas MOAE/b ONUCAHUS KOHTPONUPYEMOW cy6CcTaHLum rpynnsl 2

3.7.4 KoHTponumpyemble cybcTaHuum rpynnbl 3

DnemMeHTbl rpynnbl 3 4O/MKHbI YKa3biBaTb KA4ecTBO BellecTBa, a TakKe UCTOYHUK, pernameHTUpyLwmnii
[JaHHOe KayecTBo.

3neMeHTbl rpynmnbl 3 4O/KHBI MCMOb30BaTbCA A/151 pa3/inyeHus chapMakoneiHoro kayecTsa M TexXHUYec-
KOro KayecTBa BellecTBa.

Ecnu dhbapmakoneliHble cTaTby, ONMUCbiBaloW e CyoCcTaHLMI0 B pa3Hbix hapMakonesx, He rapMoHU3npo-
BaHbl, TO cybCcTaHunKn, yaoB/eTBOPAOLWME pasHbiM hapMakoneam, AOJ/DKHbI paccmaTpuBaTbCA Kak pasHble
KOHTpOIMpyeMble cyb6cTaHuum rpynnel 3.
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B kauecTBe poauTenbCKoit cybcTaHumm Ao/MKHA ObITb yKasaHa KOHTposimpyemas cybctaHums rpynnbl 1, K
KOTOPOI OTHOCUTCS YKa3aHHOE KayecTBo.

NMpumevyanun e— Ana 60nblIMHCTBA (papMaLeBTMUECKUX CybCTaHLUM MCMONb3YKTCA MnokasaTtenn kayectsa
USP {®apmakones CLUA), EP {EBponeiickas thapmakones) n JP (dapmakones AnoHun). K pacTutesibHbiM CyGCTaHLMAM

OO0JDKHbI MPUMEHATBLCA Takne rnokasatesim KadecTBa, KakK «CTaHfapTu3oBaHHasA», <<3a,ﬂ.aHHbIl7I KOJINYECTBEHHbIA COCTaB»,
«HeCTaHO4apTU3oBaHHasA».

Mpumep - Bopaa siBnsie TCA poanTesbCKoM cybcTaHumel ana KOHTPoNMpyemMor cyb6cTaHuumn rpynnsi 3
"cTepunbHasi Boga A1s ibekumin USP".

MHhopmaLMoHHas Mofe b ONUCaHKUst KOHTPOIMPYEMOii cy6CcTaHLmMy Tpyninbl 3 MokasaHa Ha pucyHke 19.

class KoHTponupyemas cybctaHumsa rpynnbl 3

PucyHok 19 — WHhopMaLMoHHas MoZe b ONUCaHNS KOHTPOIMPYEMOIA CyGCTaHLmm rpynnbl 3

3.7.5 KoHTponupyemble cyb6cTaHumm rpynnol 4

DneMeHTbl rpynnbl 4 AOMKHbI YKa3blBaTb Hanbosee AeTasbHble CcBeAeHNs 0 cybcTaHuumu. OHM AO/DKHBI
BK/HOUATb B Ce65 UHGIOPMALMIO O KPUTMYECKMX NPON3BOACTBEHHBIX NpoLeccax, cneundmkauum (4na coctas-
NALWUX SO/MKHBbI ObITb YKa3aHbl NpUMECK 1 npegesibl CogepXXaHns CONyTCTBYIOLWMX BELLEeCTB), C/I0BECHOe
onpegenexHne egmHuLbl N3MepeHmnsl, peddepeHTHOE BELLLECTBO 1M aHa/IMTUYECKME METOAbI, UCMO/Ib3yeMble ANs
onpegeneHnsa aodPeKTUBHOCTU N YNCTOThI.

MpumeuyaHune — CneunduuHas MHOPMALIMS O KOHTPONMPYEMBIX CyGCTaHLMSAX rpynnbl 4 HepeaKo NpeacTas-
NSIeTCA B perucTpaunoHHoe f0Cke B HECTPYKTYPUPOBAHHOM (hopMe, UTO 3aTPYAHSIET ee c6op 1 opraHusaumio. NpumeHeHne
nosieil AaHHbIX, NPEA/IOXEHHbIX B HACTOSILLEM CTaHAapTe, SIB/INETCS OAHVMM W3 CMOCOGOB OpraHM3auum 1 CTPYyKTypupoBa-
HUS1 3TOW MHDOPMALMK, NO3BOAIOWMM OGIErUNTL €€ UCTOb30BaHWE [/151 COCTaB/1eHUst 0630POB M OLIEHKW COOTBETCTBUSI.

NHopMaLMoHHasi MoAesib ONMCaHUs KOHTPOIMPYEMOlA CybCTaHLUMK Tpynrbl 4 nokasaHa Ha pucyHke 20.
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class KoHTponupyemas cyb6ctaHuma rpynnbl 4

PucyHok 20 — MHdopmauoHHasa Mofenb onucaHua KOHTpoampyemMoi cybcTaHumm rpynnel 4

3.7.6 AHanuntunyeckue gaHHble

WHbopmanma 06 aHanim3ax, NpoBefeHHbIX ANA onpenesieHnsa akTMBHOCTU 1 COOTBETCTBUA cneyudmka-
Lnn, MOXET ObITb NpeAcTaBieHa B BUAE rpymnnbl 3/IEMEHTOB. dTa MHGIOpMaLna f0/HDKHA BKIKOYaThb B cebs cee-
AeHna 006 aHa/IMTUYecKnx MeTodax W cTaHOapTHbIX obpasuax, MCNosib30BaHHbIX A/ OonpeaeseHns
aktmBHocTu. OTAeNbHble cTaHAapTHble 06pa3Lbl A4O/MKHbI ObITb ONUCaHbI Kak KOHTPO/IMPYyeMble CyOCTaHLMN.
[o/mKHbI 6bITb ONUCaHbl UK yKa3aHbl, B TOM YMC/E MO CCbISIKE, pas/IMyHble aHa/IMTUYecKne MeTo/bl aHansa
WM cTaHgapTHble 06pasupbl, MCMNOMb30BaHHbIE A1 ONpeAesieHns akTMBHOCTW. HacToswmii ctaHgapT He
COAEPXNT YKa3aHWil, Kakne aHa/IMTU4eckme MeTobl U cTaHaapTHble 06pasLbl AOMKHbI ObiTb MCNONb30BaHbI
ANS onpeAeneHns akTMBHOCTU. B HEM npeaycMOTpeH TO/bKO CNocob cbopa Takoi MHdhopmaunn.
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MpumeyaHne — EANHULBLI U3MEPEHNS aKTUBHOCTW HEPEAKO 3aBUCAT OT aHaIMTUUYECKOTO MeToaa U cTaHaap-
THOro o6pasua, UCMob30BAHHOIO AN1A ONPeAeneHns akTUBHOCTA. BO MHOMMX ciydyasx eAuMHULbI U3MEPEHUS MOTYT GbITb
OTNINYATbLCSA, B 3aBUCMMOCTW OT TEPPUTOPUM HOPUCAUKLMN U AaXe Y Pa3HbIX MPOM3BOAMTENEN HA OLHON U Toli Xe TeppuTo-
pUn LOPUCOUKLUN.

Mpumep - EAWHULBI N3MEPEHUS aK TUBHOCT M NaHKpenunasbl, ncnonb3yemble B hapmakonee USP, 1 Te,
4YTO NCMONb3YTCA opraHndaunein Federation Internationale Pharmaceutique, oTn4aoTcAa nHe MOTYy T 6bITb
TaK NpoCcTOo npeobpasoBaHbl APYr B ApYyra, NOCKOJIbKY MCMNOMb3YTCA pa3Hble cTaHgap THble 06pasybl N nX
cTaHgapTm3aunsa oTandaeTCs.

NHhopMaLnoHHas MoAesb ONUCaHUS aHANIMTUYECKNX [laHHbIX Noka3aHa Ha pucyHke 21.

class AHanuTuyeckue faHHble

PucyHok 21 — VHbopMaLMoHHasi MOAENb ONUCAHUS aHATUTUYECKUX JaHHbIX

3.7.7 Cocrtasnawowue

Ipynna 3nemMeHTOoB, OTHOCALLNXCA KCOCTaBASAOLWMNM, ONUCbIBAET UHDOPMALMIO 0 CyBCTaHLUSAX U KOHTPO-
NnpyeMbIxX CybCcTaHUMAX, BXOAALWMX B COCTAB AAHHOW KOHTposimpyeMmoli cybcTaHumn. OnucaHne MHOTOKOM-
MOHEHTHOrO BeLlecTBa AO0/DKHO BKIWYaTb B Ce6S1 OMMCaHMs ero COCTaB/SILWMX — CyOCTaHUUA 1©
KOHTPONMpPYEMbIX Cy6CTaHUNIA. AKTUBHbIE MapKepbl B paCcTUTE bHbIX 3KCTPaKTax, 3arpsa3HeHuns nam conyTcTBy-
loLue BeLecTBa A0/HKHbI Takke pacCMaTpuMBaTbCs Kak COCTaBNASKOLWMNE U A0/KHbI OblTh MPUBSA3aHbl K KOMMO-
HeHTam, 06pas3yloL M KOHTPOANPYyeMYO cy6cTaHumio. JomkHbl GbiTh yKasaHbl KOMYECTBO M POSb KaXAol
cocTaBnsowen. KonnyecTBa f0/MKHbI 6bITh yKa3aHbl WX Kak Npeaenbl OKOHYaTe IbHbIX KOIMYecTB (cpeaHue),
WM Kak [Aunanas3oHbl KoHUeHTpauuu. CocTaBisolwne BXOAST B COCTaB 3/1IEMEHTOB, OMUCbIBAKOLLUX
KOHTpONupyemble cybcTaHuuu rpynnbl 1 v rpynnsl 4.

MpumeyaHune — pynna 3/iIeMeHTOB, ONUCLIBAKLLNX COCTaBASAWOLWME, o6na,qaeT 3HAUYUTENbHOW TMOKOCTbIO ”
NONEe3HOCTbI0 ANA yKa3aHUA CBA3U MHOIMNMX TUMOB CONYTCTBYHOLWNX Cy6CTaHLI.VII7I.
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3.7.8 KauecTtBO

KayecTBo onucbiBaeT obliee kayecTBO unu rpynny crneuudukaumMini AaHHOW KOHTPONMUPYeMoi Cy6-
cTaHumn.

KayecTBO A0MKHbI BbITb YKa3aHo Ans KOHTponupyembix cybctaHumid rpynn 3 u 4,

MpumeyaHn e — dapmakonenHoe Ka4ecTBO uUnu cneundukaumm AomKHbI OblTb yKa3aHbl, €Crv M3BECTHbI.
KoHkpeTHasi koHTponvpyemas cy6CTaHLums MOXeT COOTBETCTBOBaTL cneundukaumsiMm Heckonbkux dapmakonen. Moxer
ObITh TaKKe ykazaHa TeXHUYECKas XxapaKTepucTuka Ka4yecTsa.

Mpumep — dapmakoneiiHoe Kayecmeo unu cneyugukayuu O00/MKHbI 6bIMb YKa3aHbl, €C/IU U38eCMHbI.
OnucaHue koHmponupyemol cy6cmanyuu Moxem udenmugpuyupoeams pa3nudHoe Kavecmeo eodbl. Bodonpo-
800Has eoda, cmepunbHasa eoda 0151 uHbekyul kayecmea USP, cmepunbHas eoda 0nst uHbexkyul kasecmea EP,
obes3zapaxeHHasi eo0a kayecmea USP u m. 0. domxrbl uGeHmuguyupoeambscsl Kak pa3Hbie KOHMpPonupyembie
cy6cmanyuu.

3.7.9 NpoussoacTBO

pynna anemMeHTOB, ONUCLIBAIOLLMX MPOU3BOACTBO, 4OSKHA coaepXaTb UHgopmaLuuio o npoussoauTene
1 KPUTUYECKUX NPOU3BOACTBEHHLIX NpoLieccax, HeoGXoAUMYI0 ANA PasnNUYEHUsa KOHTPONUPYeMbIX cybcTan-
unin. B cocTas aToi MHGOpMaLMn MOTYT BXOAUTbL ONUCaHUS HavarnbHbIX MaTepuanos, obpabaTbiBaeMbix MaTe-
puanos, napameTpoB KPUTUHECKUX MPOLECCOB, WCMOMb3yeMoro o6opyaoBaHWA W pesynbTUpyoLero
maTepuana npousBoACcTBEHHOro nNpoLecca.

NpumMedaHune—3ITa rpynna areMeHTOB NpeaHa3Ha4eHa Ansi ONUCaHWs He BCEX AeTaneil NPOU3BOACTBA, a
TOMBKO KPUTUYECKMX NPOU3BOACTBEHHBLIX MPOLECCOB, KOTOPbIE MOTYT BNUATH HA 6e30nacHOCTb Mnn 3§EKTUBHOCTbL
KOHTPONUpyemoii cy6cTaHLmMmM, MCNONb3yemMoli B NNEKApCTBEHHOM CPEACTBE.

MHdopmaumoHHas Mogenb onucaHnsi NIpou3BOACTBA NokasaHa Ha pUCyHKe 22.

3.7.10 ®usuueckasn opma

dusnyeckan hopMa AomkHa ykasbiBaTk COCTOsIHUE, B KOTOPOM CyLECTBYET HOpMaTUBHaA cybcTaHumA.
[onkeH ncnonb3oBaTbCs HOPMATUBHDIN CNOBapb, KOTOPbIA NPU HeO6X0AUMOCTU Hafo paspaboTaTb.

3.7.11 CsoiicTBO

LomkHbl BbITb YKasaHbl hruandeckne, xumudeckue unm buonormyeckme CBOMCTBA, KOTOPbIe MOTYT OTHO-
CUTbCA K UCMONb3OBAHUIO UMW BYHKLAM KOHTPONNPYEMOI CyBCTaHLIMN U KOTOPbIe MOTYT He 3aBUCETb OT More-
KYNSIPHOW CTPYKTYPbl WM MONEKYNsSIpHOro aHcambnsi, obpasyrollero cybcTaHUMM Unu KOHTponupyemble
cy6cTaHumMm, NpUCYTCTBYIOWME B AaHHOW KOHTpOMpyeMol cybcTaHuun. JTo rpynna 3neMeHTOB MOXeT
MCNONL30BATLCA AN YKa3aHWs CBOWMCTB, OTHOCALUMXCA K CynpamosiekynspHOW opraHu3auuMn BelecTs.
CBolicTBa A0MKHBI UCMIONL30BAaTLCA ANA UAeHTUUKALNN KOHTponupyeMblx cybcTaHumi rpynn 1 n4.
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class MpousBoAcTBO

PuncyHok 22 — WMH(popmaynoHHaa mogesnb onncaHnus npousBoacTea
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Mpunoxexne A
(cnpaBouHoe)

CyuwecTBylolme ugeHTUUKaTopbI U NpeAcTaBNeHUs MONEKYNAPHON CTPYKTYpPbI

A1 UpentndmkaTopol

A1.1 O6wme nonoxeHusa

B npuBeAEeHHOM HU3KE ONMMCaHUM LLMPOKO UCTIONb3YEMbIX UAEHTUMDUKATOPOB OTPaXKEHbI CUNbHbIE U criabble CTOPOHbI
WX UCNONb30BaHUs! AiNsi YHUKaNbHOW naeHtudurkaumm cybectaHumii B nekapcTeeHHoM npenaparte. CNMcoK paccmaTtpuBae-
MbIX TUNOB MAEHTUDMKATOPOB HE ABNAETCA NCHEPNBIBAIOLLMM, HO B HEFO BOLWWNN T€, YTO aKTUBHO UCTONb3YIOTCH B UHAOp-
MaLUMOHHbIX CUCTEMAX.

A 1.2 PerncrpaumnoHHbie Homepa cnyx6b1 CAS

PermctpaumoHHble Homepa cnyxk6bl CAS npeacTaensiioT coboi unmcnoBble MaeHTMUKaATOPLl, KOTOpble 06bIYHO
naeHTMdMLMPYIOT NpocTbie cyb6eTaHumu. Monumepy Hepeiko NpycBanBaeTCsl eaMHCTBEeHHbIN Homep CAS BHe 3aBucUmMocC-
TV OT Pa3nuunin B MONEKYISIPHON Macce Unu B Apyrvx naeHTuduumpyowmx anemeHtax. Homepa npucsamnsatorcs nocne-
AOBaTeNbHO Mo Mepe BHeceHusi cybcTaHumii B perncTp. [lnvHa HomepoB He dmkeupoBaHa n meHsietcs ot 5 o 10 undp.
Kaxapbit Homep CAS copepXuT oHy KOHTpOIbHYI0 umndpy. B peructpe cnyx6b1 CAS 3apernctpupoeaHo cebiwe 100 mun-
nnoHoB cybcTaHumii. OCHOBHOE Ha3HaYeHne permcTpa CocTomT B YCTAHOBIEHUM CBSI3el Mexay MHdopmMaumen, nybnukye-
MOW B NnuTepaType Nno XUMMUWU, a HE UCKIIOUUTENbHO B uaeHTMdukauum cyberaHumin. Pernctp Begetcs XvMudeckoi
pedepatmBHon cnyx6oii (Chemical Abstracts Service) — nogpasgeneHneMm AMeprKaHCKOTO XMMU4Yeckoro obwecTea
(American Chemical Society). Xots Homepa CAS LuMpoKO MCNONb3yl0TCS, OHU He SIBMsOTCs 06weaocTynHeiMu. Cnyx6a
CAS BbinycTuna pykoBOACTBO MO MNPUMEHEHWIC CBOMX PEMMCTPAaLMOHHBLIX HOMEPOB U MONMbITanach OrpaHnYnTL UX UCNONb-
30BaHMe B 00WenocTynHbix 6a3ax AaHHbiX. PerctpauuwoHHbiii Homep CAS ansi opmanbgernga nmeeT 3HaveHue
50-00-0.

A1.3 Upentndumkatopsl INChl n InChiKey

A66pesnatypaInChl o3HauaeT mexxgyHapoHbI XMUMUYECKUIA naeHTUUKaTOP, NpUcBanBaemblii MexxgyHapogHbim
COl30M TeopeTnyeckol u npuknagHon xummm (International Union of Pure and Applied Chemistry, IUPAC). Cuctema
naeHTudukaumm 6oeina paspaboraHa HaunoHanbHbIM MHCTUTYTOM cTaHgapToB u TexHonoruid CLUA (National Institute of
Standards and Technology). MageHmmdukatopel InChl AaBnsA0TCS NMHEHHBIMK U OTPaXaOT XMMUYECKOe NpeacTaBneHne
c nomolwbio cuctembl cnoes. NgeHtudukatop InChl aensetcs obweaocTynHbIM CTPYKTYPHBIM NPEACTaBNEeHUEM, 1
nporpammHoe obecrneyeHune, npegHasHavyeHHoe ansi reHepaunmn naeHtTudukatopos InChl, pacnpoctpaHseTcs no oTKpbl-
Ton nuuesnn LGPL. UgeHTndwmkatopel INChiKey nmetoT comkecnmpoBaHHyto anuhy (25 cMMBONOB) U ABNAIOTCA CXKaTbiMK
undpoBbIMK NpeacTaesnennsm ngeHtndmkatopos InChl. Maentndukaroper InChl un InChlKey ckoHcTpynpoeaHel Ans
MaeHTUdrKaUMM MNpPOCTbIX CyOCTAHUMIA, VMMEOWMX OMNpPeAeneHHyl0 MOMEKYNsApPHYI0 CTPYKTYpY, a He Ans CNoX-
HbIX BELWECTB, Hanpumep, BakUWH, NPOAYKTOB KPOBW, BOTaHUYECKUX NN XUBOTHLIX NpenapaTtoB. Homep InChl gna mop-
tuHa umeeT 3HaveHne 1/C17H19NO3/c1-18-7-6-17-10-3-5-13(20)16(17)21-15-12(19)4-2-9(14(15)17)8-11(10)18/h2-5,
10-11, 13, 16, 19-20H, 6-8H2, 1H3/10-, 11-, 13-, 16-, 17-/m0/s1, a waeHTndwmkatop InChlKey — 3HaueHue
BQJCRHHNABKAKUXKUOQXLYBY.

A1.4 HomepaEC

Homep EC-No. unu EC#npeacraenset cobol cemmaHadvHbli LMpoBON KoA, NpucBaneaeMbivi EBponerckoii komuc-
crell BceM KOMMepUeCKkn 4OCTYNHbIM cyBcTaHumam, npogasaemsim B EBponenickom Cotose. CegbMmas uudpa koga siBns-
€TCSl KOHTPOINbHOW U KoA OTOBpaxaeTCA Kak Ha TOProBoe, TaK M HENATeHTOBAHHOE HAuMEHOBAHWE KOHKPETHOW
cyberaHuumn. O6nacTtb npymeHeHns Homepos EC wwpe, yem y naentudmkatopos INChl, n oxsaTeiBaeT kak MpocTbie, TaK U
KOMMIeKcHble cybGeTaHummn. Cnctema HomepoB EC oxeateiBaeT 6onee 100 000 cybcTaHumiz, HO HE TaK Y>K aKTMBHO UCTIONb-
3yeTcs B (hapmaLeBTUYECKOM cekTope. Homepa B 6onbLUMHCTBE CryyYaes NpUcBamBatoTcs nocnegosarensHo. OHu 6binm
no3avMCTBOBaHbl M3 CMWUCKOB Perynupyembix cybctaHumm, kotopble BeayTcs opraHmsauusimm EINECS (European
Inventory of Existing Commercial Chemical Substances), ELINCS (European List of Notified Chemical Substances)u gapyru-
mu. Homep EC# ans dopmanbgernga nmeeT aHaqveHne 200-001-8. Eeponelickasi Komuceusi Gonblue He npucsavBaeT
HOBble Homepa ECH#.

A1.5 UpeHTndukaTtop UNII

MaenTtndukaTtop UNII npeactaesnset coboi 10-CMMBONBHYIO CNyYanHyo andaBuTHO-LUMPOBYIO CTPOKY, KOTOPas B
HacToslLee BpEMS UCNONb3yeTca Ansa naeHTugmkaumm cybctaHuui B nekapcTBeHHbIX cpedcteax. MaeHtndmkartop UNI
reHepupyeTcsa CucTeMoli peructpaumm cybeTaHuui, koTopas BegeTtces opranmaaumert FDA n chapmakoneen USP nsenset-
€Sl HAAEXHOM CUCTEMOW C AeTanbHO paspaboTaHHbIMW pernameHTaMn BBoAda AaHHbIX U reHepauum naeHTMuKaTopos
UNII, npucBanBaeMbIX Kak NPOCTbIM, Tak U KOMMNEKCHbIM cybcTaHuusaM. MNepBbie 9 CMMBOMNOB reHepupyoTea CriydanHo, a
nocrneaHnin SIBNAETCA KOHTPOMbHLIM CUMBONOM. KoHTponb uenoctHocTu uaeHTudmkatopoB UNIl sBnsietca Gonee
CTPOMMM MO CPAaBHEHUIO C KOHTPOMNbHbIMU Ludpammu Homepoe EC# 1 permctpaumoHHbix HomepoB CAS, MOCKOMNbKy 3TK
MAEHTUMKATOPbI CryYanHo BbiIGMparoTcs N3 60NbLIOro gnanaszoHa BO3MOXHbIX 3HaYEHUM U 4N KOHTPOIA NCTNONb3YHTCA
36 BO3MOXHbIX CMBOIOB Mo cpasHeHuo ¢ 10 undpamu y Homepor EC# un CAS. NpenTndumkatopsl UNII sBnsoTes obwe-
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AOCTYIMHBLIMWY, U CYLLLECTBYET PEITTaMEHT, 0 KOTOPOMY Npou3BoanTenb MoxeT 06patutbes B opraHusaumio FDA ¢ sanpocom
reHepauumn Hosoro ugeHtudukatopa UNIL. Cuctema obecneunBaeT kak nyGnuyHbIA, TaK M OrPaHNYEHHbIN 4OCTYN K HADOp-
MaLmu1, ¥ e MOXHO afanTUpoBaTh NS NPUCBanBaHNs UAEHTUMNKATOPOB KOHTPONMPyeMbIM cybcTaHumnsM.

A.1.6 Homep ASK

Homep ASK npeacrtaBnsier coboli nATU3HaYHbIA Kog (C AONONHUTENBHOW KOHTPOMBHOW uncpoit). OTn Homepa
BeayTca u npuceamsatotcs opranmsaument German National Competent Authorities (BfArM, PEI, BVL) B cootBeTcTBUM C
§ 10 lepmaHckoro 3akoHa o6 obpaweHun nekapcTBeHHbIX cpeacTe (German Drug Law) v npaBunamu
AMIS-Bezeichnungsverordnung. Ykasanue Homepa ASK 06s13aTenbHO Npy nogave 3asiBlieHUn Ha permctpaumio nekap-
CTBEHHbIX CPEACTB U B EPENUCKe MexXay BnagernbLamMmmy permcTpaunoHHbIX YA0CTOBEPEHUN U YNIONHOMOYEHHbIMY OpraHa-
mu. Micnonb3yemas 6a3a gaHHbix cybcTaHumi oxBaTteiBaeT bonee 35 000 cy6eTaHumiA, NPUMEHSAEMbIX B perynmpyemMbix
nekapcTBeHHbIX cpeacTBax. B nx uncno BxogsaT cybecTaHumm XumMmnyeckoro u 6Monorn1eckoro NPOUCXoXAEHUs, a Takke
pagnodapmaueBTMUECKMe, roMeonaTnieckne u aHtponocoduyeckue npenaparbl. 31a 6a3a AaHHbIX COAEPKUT B OCHOB-
HOM MHpopMaLmio 06 aKTUBHLIX MHIPEAUEHTAX U HAMONMHUTENAX, HO B HEN eCTb MHGOPMaUUs U O rasax, YNakoBOYHbIX
marepuanax, XMM1M4ecknX BeLLecTBax, UCNonb3yeMbiX sl aHANW30B, 3arpA3HEHUAX U BEWECTBAX, 3anpeLeHHbIX 3aKOHO-
AarenscTBoM. B gononHeHne K XuMnyeckoMy HaMMEHOBaHUIO, COOTBETCTRYIOWEMY HoMmeHknaType IUPAC, npueoguTca
60nblIas «KONNEKUUsI» CCbINTOK HA CUHOHUMbI, UCMOMb3YEMbIE B MEXAYHAPOAHLIX N €BPONENCKUX UCTOYHUKAX B TEYEHNE
XW3HEHHOTO LMKNa NnekapcTBEHHOro cpeAcTBa. [1pn HanMuum NpuBoaATCA perncTpaumnoHHbin Homep CAS, monekynapHas
thopmyna n monekynsipHasi macca. [ins obecneveHns pa3nnuudHbIX aCNEKTOB PYTUHHOM paboTbl perynsiTopHbIX OpraHoB, B
knaccudukaumio cybectaHumi gobaBrneHo 6oMbLIOe YNCTIO «TPYNNMPYIOLWKUX aTpMOyTOBY.

A.2 TMpeacraBneHnsi MONeKynsipHOW CTPYKTYPbl

A.2.1 O6Llee onncaune

CyLiecTBEHHbIM MOMEHTOM Ans pa3paboTkm HOPMATMBHOIO CNOBaps, NPeAHa3Ha4YeHHOro Ans ONUCaHUS NPOCTbIX
XMMUYeCcKMX cybcTaHuuiA, IBNSIeTCS NpeacTaBrneHne XMMUYeCcKon nu MonekynapHoON CTpykTypbl. Cuctema npeacraene-
HUA gomkHa obecneynBaTh yHUKaNbHOe U OQHO3HAYHOE NpeacTaBneHne CTPyKTypbl. KOHKpeTHan CTpyKTypa AOJKHA
UMeTb eAUHCTBEHHOE NMpeAcTaBneHne, HacTomNbKO AeTanbHoe, YTo6bl NCKNIoYUTL HEHAMEPEHHYI0 HEOAHO3HAYHOCTb.
MpeacTaenenne nnu ero popma AOIKHbI NO3BONSATh XpaHeHe B XuMmmndeckom 6ase AaHHbIx Ans o6nerv1eHns perncrpaumm
nnovcka. Te hopmaTsl NpeacTaBNeHUs], YTO HE ONUCaHbI HUXKE, UNU HE UCMONb3YIOTCA AOCTaTOUHO WNMPOKO, UMK ABNAIOTCA
YaCTHbIMU, MPUHAANEXAWLMMU OQHOMY MOCTABLLMKY.

A.2.2 ®opmat molfile

®opmat molfile 6611 B ocHoBHOM pa3paboTtaH komnanunen MDL Information Systems. B HacToAwee Bpems ucnonbay-
toTCA aBe Bepcum: V2000 n pacwmpeHHbir hopmat V3000. B pacumpeHHom coopmate molfile npumeHsiioTcs paclumpeHHbie
CTEPEOXMMYECKMe AeCKPUNTOPbI, NO3BOMNSAIOWME CBA3ATb C KXKOO0W XMparbHOW MONIEKYION OTHOCUTENbHbIE, HEM3BECT-
Hble U paueMuyeckue obosHavenms. Popmat V2000 WMpoko Cnonb3yeTcst U MOXKET 6biTh 63 Tpyaa Nnpeobpa3oBaH B Apy-
rve coopmarsl. B otnuyme ot gpyrux npeacraenexmin, oopmat molfile siBnsieTcs He NMHEHBIM, 8 B OCHOBHOM TabnuyHbIM.
Huxe nokasaHo npeactaeneHue 6eHsona e popmaTte V2000 molfile.

ACD/Labs0812062058

66000000001V2000
1.8050 -0.7932 0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0
1.8050 -2.1232 0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0
0.7531 -0.1282 0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0
0.7531 -2.7882  0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0
-0.3987 -0.7932 0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0
-0.3987 -2.12320 0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0

2 110000

3 120000

4 220000

5 310000

6 4100006520000

M END

$5$8

A.2.3 Cneundmkaumna SMILES

Creundukauymnsa ynpoLeHHoro npeactasnennss monekyn s ctpoke eeoga SMILES (Simplified molecular input line
entry specification) npegHasHaveHa gns 04HO3HAYHOrO NMMHENHOIO MPEACTABNEHUS XUMUYECKUX WITM MOTEKYNsIPHbIX
cTpykTyp B hopme ctpoku cumsonoB ASCIl. Ona npeumyliecteeHHo mucnonb3yetca komnanmen Daylight Chemical
Information Systems Inc., HO HegaBHO NOSBUNNCL BEPCUM C OTKPLITbIM KogoM. KaHoHudveckun naentndukatop SMILES
npeacTaensieT co60n CTPOKY, YHUKANBHYIC A5 KaXA0N CTPYKTYPbI, U MOXET UCNOMb30BaTLCA ANs NPOBEPKU, YTO B 6a3y
AaHHbIX He BBoAATCs AybnvkaTtel cTPyKTyp. K apyrum hopmaTtam nvHenHoro npeactaBneHnsi XMMUeCcKNX CTPYKTYp OTHO-
caTest HoTaums SLN (SYBYL line notation) n crapas HoTauust Wiswesser Line Notation, koTopas 6bina nepeoi CTPOKOBOM
HOTaumewn, UCNonNb3yemMon AN NpegcTaBneHUa XMMUYECKUX CTPYKTYP. ITK popmMaThl B HACTOAWEE BPEMS HE UMEIOT LINPO-
KOro npumMeHenusi. Huxe nokasaHo npeacraenexHne SMILES ans 6eHsona.

C1=CC=CC=C1
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A.2.4 ®opmatInChl

®opmar InChl onncaH B nogpasgene A.1.3. B Hem NCnonb30BaHO MHOrOYPOBHEBOE NPEACTABNEHNE XUMNYECKON
CTPYKTYpbI. B HacTosWwee Bpems uHopmaums UMeeT YeTbipe Crost:

- KOHCTVITyLI,VIOHﬂJ'IbeIﬁZ OnucbiBaeT TONbKO MEXAaTOMHbIE CBA3MN,

- CTepPeoXuMNYECKUI: BKIoYaeT B ce65 TpaanLMOHHYI0 CTEPEOXMMUIO COCTOSIHUM SP2 1 SP3 aTOMOB Yrnepoaa;

- W30TOMHbINA: MO3BONAET PAa3nuyaTth U30TOMbI;

- TayTOMETPHbLIW: peanusyeT npocTbie hopmbl GbICTPON M30MepU3aLMmM ¢ MUrpaLmeli NPOToHA.

Hwxe nokasano npeactasnenue InChl gnst 6eHsona.

1/C6H6 /c1-2-4-6-5-3-1/h1-6H

A.2.5 ®opmartbl chaiinoB CDX n CDXML

911 hopmaThbl UCMONbL3YIOTCA peaakTopoM xumudeckon rpadmim ChemDraw ans xpaHeHuss onmcaHun CTPyKTyp B
BUAE NOCMNeAoBaTENbHOCTH BNOXEHHLIX 06 beKTOB. TakKak 601bLIMHCTBO XMMUKOB MMMET AOCTYN Kk pepaktopy ChemDraw
n chopmat CDX saBnsietcs hopMmaTom XpaHeHus nNo ymonyanmio B pegakrope ChemDraw, To 3anpockl Ha naeHTndumKaumio
cy6cTaHuui JOoNXHbI 06ecnevnBaTh BO3MOXHOCTL Npuema nHdopmaumm e popmarte CDX. NMockonebky popmat CDXsaBns-

€TCSl YaCTHbIM, 3TO NPENATCTBYET Byaywmm obMeHaM nHdopmaumen, Tak YTo MOXET NoHapobuTeCcs NpeobpasoBaHue B
OAVH U3 YKa3aHHbIX BbllWwe 061 ea0cTynHbIX hopmaTos.
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