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BeBegeHve

HacToswuii ctTaHgapT paspaboTaH B CBA3W C LUMPOKO MWUPOBOI NMOTPEGHOCTbIO B MeXAyHapoaHo
rapmMoHu3aLunn onncaHunii TeKapcTBeHHbIX cpeacTB. OH ABASETCA OAHUM U3 NATU CTaHAapTOoB, 06pasyoLwmnx
6a3m1c yHUKanbHOM naeHTudmnKaLmm nekapcTBeHHbIX CPeAcTB. B 3Ty 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 (MiHdopmaTu3auus 340-
poBbs. NaeHTUdMKaLumsa nekapCcTBEHHbIX CPeACTB. 3NEMEHTbI AaHHbIX U CTPYKTYPbI A1 YHUKANbHOW MAEHTH-
thukauum n obMeHa MHpopMaLmeil 0 permcTpupyeMbiX 1eKapCTBEHHbIX CPeACcTBax);

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures
forthe unique identification and exchange of regulated pharmaceutical product information (MHdopmaTuszauns
300p0BbA. VAeHTUMKaLNA NekapCTBEHHbIX CPeACTB. DIEMEHTbI AaHHbIX U CTPYKTYPbI 415 YHUKaIbHOR nAeH-
TUchukaLum n obMeHa MHopmaL el 0 perncTprpyembix NekapcTBEHHbIX Npenaparax);

ISO 11238. Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances (MHdopmaTnsauma 340-
poBbs. aeHTUdMKaumsa nekapcTBEHHbIX CPeACTB. DNEMEHTbI AaHHbIX U CTPYKTYPbI AN1A YHUKaNbHOW MAEHTW-
hukauum n obMeHa nHpopMaLmein 0 permcTpupyembix hapmaL,eBTUYeCKNX CyocTaHLmsAX);

ISO 11239, Health informatics — Identification of nredicinal 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 (MHopmaTusaumsa 3g0poBbsa. VigeHTudmnkauma neka-
PCTBEHHbIX CPEACTB. DNIEMEHTbI fJaHHbIX Y CTPYKTYPbI AN YHUKANbHON naeHTudukaumm n obmeHa nHopma-
Lveii o perncTpupyembix hopmax A03UPOBKU, eAnHULLAX NpeAcTaBIeHns, cnocobax BBeAeHNs 1 ynakoBske);

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of units of measurement (MHdopmaTusauma 340poBbA. iaeHTUd K-
Kauusa nekapcTBEHHbIX CPeACTB. DNEeMEHTbI aHHbIX U CTPYKTYpPbI AN YHUKaNbHOW naeHTuduKaumm n obmeHa
nHdopmaLmeli 0 egnHNLLAX U3MEePEeHNS).

OTu cTaHgapTbl naeHTUdnKaLumn nekapcTBeHHbix cpeacTs (IDMP — Identification of Medicinal Products)
npefHasHayeHbl 415 NOAAEPXKKN AeATENbHOCTM OPraHoB KOHTPO/IA 06palleHns NekapcTBEHHbIX CpecTB BO
BCEM MUpe, BK/IOYass KOHTPO/b 3a pa3paboTkoi u pernctpaumeli NekapCTBEHHbIX CPeACTB, ynpaBieHne ux
XWU3HEHHBIM LMK/IOM, @ TaKxKe KOHTPO/ib PUCKOB 1 hapMakoHaa3op.

[na ocTMXeHNa OCHOBHbIX Lienieil KOHTPOos 06paLleHns neKkapcTBEHHbIX CPefCcTB 1 hapmakoHazsopa
Heob6xoAMMOo obecneynBaTb HafEeXHbI, KAYECTBEHHbIA 1 COrNacoBaHHbIi 06MeH nHdopmalmeli o nekap-
CTBEHHbIX cpefcTBax. Moatomy cTaHgapTel IDMP pernaMeHTUpYOT Kak MUHUMYM cnegytowme obmeHbl
nHdopMaLmei:

- Meajy opraHamMu KOHTPONs obpalleHus nekapCTBEHHbIX CPeACTB, Hanpumep, mexay Esponeiickum
areHTCTBOM /leKapCTBEHHbIX CPEACTB U YNpaBieHneM nNo caHUTapHOMY Haf30py 3a ka4eCcTBOM MNKLLEBbLIX NPO-
aykToB nmeankameHToB CLUA (United States Food and Drug Administration);

- Mexay hapmaueBTUYecKol MPMOl 1 OpraHOM KOHTPOAS 06palleHust eKapCTBEHHbIX CPeAcTs,
Hanpumep, mexay dpupmoi «Pharma Company A» v opranu3auueli Health Canada;

- MeXay CMOHCOPOM KMHWYECKOro UCCefoBaHNsa M OPraHOM KOHTPONS obpalleHns nekapcTBeHHbIX
cpefcTB, Hanpumep, Mexay yHuBepcuteTom «University X» v ABCTPUIACKMM areHTCTBOM /1eKapCTBEHHbIX
CpeAcTs;

- MeXfy opraHoM KOHTpO/1s 06paLleHns nekapcTBEHHbIX CPEACTB U APYrMMU yYacTHUKaMmn obpatleHns
NleKapCTBEHHbIX CPeACTB, Hanpumep, Mexay PerynaTopHbiM areHTCTBOM BenvkobputaHum no nekapcTBeH-
HbIM cpeAcTBaM 1 M3genusam MeanumHckoro HasHaveHns (MHRA — UK Medicines and Health Care Products
Regulatory Agency) n HaunoHanbHoii cnyx6oii 3gpaBooxpaHeHns (NHS — National Health Service).

- MexAy opraHamMun KOHTPO/A 06palLeHNs NekapCTBEHHbIX CPeACTB U MeXAYyHapOo4HbIMU NCTOYHUKAMMN
JaHHbIX, HanpumMep, Mexay AreHTCTBOM FANOHMKU NO NIeKapCTBEHHLIM CpeAcTBam U U3fenmam MeguLuHCKOro
HasHaueHunss (PMDA — Pharmaceutical and Medical Device Agency) n ynosIHOMOYEHHOI opraHusaymeii no
npvcBanBaHUio NAEHTUNKATOPOB CyOCTaHLMAM.

CocTaBHbIMU YacTsiMu cTaHAapToB IDMP siBnstoTcs cneuudgukanmm cooblleHunii. OHM cnyxar a1 onu-
caHus n obecneyveHmns LenoCTHOCTUN YKa3aHHbIX Bbille 06MeHOB MHDopMaLmeil.

YHUKasnbHble NAeHTUdMKATOPbI, MPUCBOEHHbIE BCOOTBETCTBUM CO cTaHgapTamu IDMP, npegHasHaveHbl
N9 UCNONb30BaHNA B TEX NPUIOXKEHMAX, KOTOPbIM HEOBX0ANMA HafexHas naeHTuukaumsa n oTcnexmsaHe
NPUMEHEHNS NeKapCTBEHHbIX CPEACTB U NCMO/b3yeMbIX B HUX MaTepuasnos.

B HacTosilem cTaHfapTe onucaHa CTPyKTypa AaHHbIX, CNOCO6CTBYOLLAA NMPUCBOEHWIO YHUKabHbIX
NAEHTUUKATOPOB BCEM CyOCTaHLMAM, BXOAALLVM B COCTaB /IEKAPCTBEHHbIX CPEACTB, @ TakkKe YyNakoBOYHbIM
mMaTepuanam.a Takxe ynpaBieHuno 3TMMn naeHTudmkatopamu. Hactoswmin MexayHapoHblil cTaHaapT ycTa-
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MaB/nvMBaeT o6LlMe npasuna onpegenieHns U pasnmyeHus cybcTaHuuii u npegnaraet BbICOKOYPOBHEBYHO
MOAEe b, ONUCLIBAIOLLYI0 CTPYKTYPY MHDOPMaLNK O CyOCTaHLMAX U KOHTPOMPYEMbIX CyOCTaHLMAX, NnpegHas-
Ha4yeHHyIo AN opraHnsaunm n cb6opa CooTBETCTBYIOLMX JaHHbIX.

Mpn pa3paboTke HacTosLlero craHgapTa ucnosb3osanace O6wWwas mofesnb NPOAYKLUU opraHm3alumn
HL7 (Common Product Model), n getTansHoe MmogenupoBaHue UHopMaunm o cybcTaHLmaX U KOHTponmpye-
MbIX CyO6CTaHLMAX OCYLLEeCTBNAN0CH B COOTBETCTBUM C ee 06/1acTbio NpUMeHeHus. MpegnonaraeTcs, 4To npu
peanusauuy HacTosLLEro cTaHAapTa B Lensax obecneyeHns npucBanBaHuno Kaxaoi cybcTaHummn, NpucyTcTBy-
toLeli B nekapCTBEHHOM CpeACTBe, CTPOroro He CMbIC/I0BOTN0 YHUKaIbHOTO naeHTudnkaTopa 6ygeT ncnosb3o-
BaHO PykoBoacTBo HL7 no peanusauuy onucaHus cy6ctaHumii (HL7 substances implementation guide) n
cTaHfapTbl HL7 no anekTpoHHOMY 06MeHy faHHbIMK. peanonaraeTcsa Takke, 4To 3a reHepauuto ngeHTudm-
KaTopoB Kaxoi cybcTtaHumn 6yfeT oTBevyaTb eJMHCTBEHHAs OpraHusauusa u 4To ata opraHusauus byget
CoXpaHATb Y cebsa onpefensiowme afieMeHTbl, BXoAsALMe B cocTas neHTndukartopa cybcrtaHumm. Ha yposHe
KOHTPONMpyeMbIx cy6CTaHLuii MOXeT NOTpeboBaTbCA yYeT PervoHasbHbIX 0CO6EHHOCTEeN, NOCKObKY 3HauN-
TeflbHasa YacTb MHOPMaLUK, ONUCLIBAKOLLEN 3TN Cy6CTaHLMW, UMEeeT MEeCTHbI XxapakTep.

MprMeHeHne naeHTUdUKaTopa CyLecTBEHHO A5 onucaHnsa cybcTaHLmMin, BXOAALWMUX B COCTaB ieka-
PCTBEHHbIX CPEACTB, B r106anbHOM MacwTabe. HactoAawmii ctTaHgapT He npegnonaraeT pa3paboTky HOMEH-
KnaTypbl Cy6CTaHUMiA AN KOHTPOIMPYEMbIX CY6CTaHLUMI, HO C KaXabiM UAEHTUHUKATOPOM MOXHO CBS3aTb
obLepacnpocTpaHeHHble 1 orumnanbHblie TeKyLLue HanMeHOBaHUs Cy6CTaHL .

MaTtepuanbl, UCNOMb3yeMblE B NEKAPCTBEHHbIX CPeACTBaX, BapbMpylTCSH OT MPOCTbIX XMMUYECKUX
coefVHEeHW [,0 TeHHOMOANMNLIMPOBAHHBIX KTETOK M TKAHE )XMBOTHOIO NpoucxoxaeHns. OfAHO3HaYHan naeH-
Tudhmkauns Takmx cybcTaHumin ocobeHHo npobnemartuyHa. B HacToswem ctaHgapTe cyb6cTaHumm onpeaens-
0TCS HAa OCHOBE UX Hay4HO NAEHTUYHOCTK (TO €CTb, YeM OHU ABMAKOTCSA), @ He Ha OCHOBE cnocoba NpMMeHeHUs
UM NPOU3BOACTBEHHOTO Npouecca. Ans naeHtudukauum cybctTaHLmii nCNob3yeTca MOeKyNApHas CTPYKTY-
pa unv apyrve Hen3meHHble CBOICTBA, HanpMmep, TAaKCOHOMWUSA, aHaToMuyeckas nHopmMaLmsa U nHopma-
umsa o hpakymoHmpoBaHun. B HacTosileM cTaHgapTe NnpuMBeAeHbl NATb rPYnn 3/1IEMEHTOB, A0CTATOUHbIX A4
naeHTudrkauum scex cybctaHumii. XoTa ngeHtuduumposatb nmn knaccudumuymposatb cybcTaHLMn BNosHe
BO3MOXHO M ApYrumu cnocob6amu, B HACTOSALLLEM CTaHAapTe NPUMEHEH NOAX0A MUHUMAsbHO CTPYKTYPUPOBaH-
HbIX HaYy4YHbIX MOHATWIA, MPU KOTOPOM OCHOBHOE BHUMAaHWE yAeNnaeTcs KOMTUUYHBIM 31eMeHTam, He06X04UMbIX
[ANS pa3nuyeHuns aByx cybcTaHumii apyr oT gpyra. Hepeako npu coeiMHeHUn cybCcTaHL il NPONCXOAUT UX B3au-
MoZeicTBMe. HO B HACTOALLMIA CTaHAAPT Takme cynpamoniekynspHble B3aMMoAeNCcTBUS Ha ypOBHe CybcTaHLuii
HaMepeHHO He BK/IIOYEHbI B CUTY UX U3MEHYMBOI NPUPOAbLI U aKTUBHOCTW. B HacTosiLieM cTaHpapTe npeg-
YCMOTpPEHa Takxe BO3MOXHOCTb WMCMO/Ib30BaHNA MHOXECTBEHHbIX TEPMWUHOB, OTHOCALLMXCS K faHHOW cy6-
CTaHLMN. 1 MHOTO06pa3Ho CnpaBoYHON MHhOpMaLLMK, KOTOpas MOXeT UCNO/b30BaTbCA A5 Knaccudmkayum
cy6CcTaHL Ml N onucaHnsa CBs3ei Mexay cy6cTaHuuamu.

B fononHeHne K ONMcaHnio YpoBHA Cy6CTaHuUMii B HACTOSALEM CTaHAapTe NpefyCMOTPeHbl Takke ane-
MEHTbI JaHHbIX, OMUCbIBAOLLNE ONOMHUTENbHYI0 MHhOPMAaLMIo 0 Cy6CTaHUMAX, HanpyMep, kKa4ecTBo, NPon3-
BOAUTENb, CneuudmrKaluy Npon3BoACTBEHHbIX NPOLECCOB, a Takke MHOPMaLMo 0 Cy6CTaHLMAX, KOTopble
4acTo KOMOUHMPYIOTCA MpWU Npojaxe, HO. CTPOro rosops, He 06pasyloT OAHO NekapCTBEHHOE CPOACTBO.
Mpwn onncaHuy ypoBHSA KOHTPOIMPYEMbIX Cy6CTaHLMIA NCNOMb3YOTCS YeTbipe rpynmnbl 3/1IEMEHTOB, NpeaycMaT-
puBaloLLMX MHPOpMaLMIo, CYLLeCTBEHHYIO 418 ONUCaHUA U OTCNeXnBaHWA CybCTaHUuiA B 1eKapCTBEHHbIX
cpefcTBax.

LN pasnuuHblx Leneli n pasHbiX yC/10BUIA NpeaMeTHON o6nacTy pa3paboTki hapmaLeBTUYeCKUX CTaH-
[apToB 1 CTaH4apTOB KOHTPO/IA 06paLLeHunst nekapCTBEHHbIX CPefCTB UCMONb3yeTca 60/1bLIOe YNCI0 TEPMU-
HOB. onucbiBaKOLWnX 6a30Bble NOHATUA. MIHOpMaLMOHHbIE MOAe NN, NPUBEEHHbIE B HACTOSLLLEM CTaHAapTe,
OMUCbIBAIOT 3N1EMEHTbI faHHbIX U UX OTHOLLEHUS, KOTOpble He06X0AUMbI ANA naeHTUdnKkauum cy6cTaHumii.
TepMuHbI 1 oNpefeneHns, npuBefeHHbIe B HACTOSALEM CTaHAapTe, NPpeACcTaBAsaloT NOHATUSA, NpeAHa3HayeH-
Hble AN YHUKabHON naeHTudmkaumm cybcTaHLuii, onucaHna Mx CBOICTB M nepegayn nHcopmauum o cy6-
CTaHLMAX. BXOAALMX B COCTAB NIEKaPCTBEHHbIX CPECTB.

TepMuHbI MoNpeaeneHns, NPUHATbIE B HACTOSILLLEM CTaHAapTe, NpegHa3HaueHbl 4151 061eryeHns nHTep-
npeTauuy v NPUMEHeHWS K PUANYECKNX U HOPMATVBHBIX TPE60BaHWUIA, HO OHU He JO/DKHbI NPEeBaIMPOBaTh Haf,
ropuanyeckm 06a3biBaloWMmM JOKyMeHTaMu. B crnyyae COMHEHMSA unm noTeHUManbHOro KOHAMKTa AoMKHbI
NPUMEHATLCS TEPMUHBI M ONpeaeneHuns, NPUHATbIE B IOPUANYECKN 06A3bIBAIOLL X LOKYMEHTaX.
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GEAEPALUMN

NMH®OPMATU3ALNA 300POBbA

NaeHTUMKaLUS NeKapCTBEHHbIX CPeacTB.
ANEeMeHTbl fJaHHbIX U CTPYKTYPbI A8 YHUKANbHON naeHTudukauum n o6MeHa nHopmaymei
0 perncTpupyembix hapMaLleBTUUECKNX CYy6CTaHLmUaX

Health informatics. Identification of medicinal products.
Data elements and structures for the unique identification and exchange of regulated information on substances

[Nata BeegeHuns — 2015—10—01

1 O6nacTb NPUMEHEHUS

B HacTosILEeM cTaHAapTe npejcTaBneHa MHpopMaLMoHHas Mogeb, NpefHa3HauyeHHas Ans uaeHTugu-
Kauum u onucaHns cy6eTaHUnii, BXOASALMX B COCTAB /IEKAPCTBEHHLIX CPEACTB UM UCTMOMb3YEMBbIX A1 Meau-
UMHCKMX Leneid, BkIouyas GMOaKTWBHble A06aBKM, NWLLY W KOCMETWKY. B Hem wucnonb3syiloTcs apyrue
pefneBaHTHbIE CTaHAAPTHI M BHELUHWE TEPMUHOIOTNYECKUE PECYPCHI.

2 TepMWHbI, onpeaenieHNss N COKPaLLeHNs!

2.1 TepmuHbl N onpeaeneHns

Ana ueneii HacToALero ctaHjapTa UCNoNb3yTCa caeayioLie TePMUHbI 1 ONpeAeneHuns.

2.1.1 akTuBHbIi Mapkep (active marker): KOMNOHEHT UK rpynna KOMMNOHEHTOB pacTUTENbHOW cy6cTaH-
LMK, pacTUTeNIbHOTrO Npenapara Wan 1ekapcTBeHHOro CpesCcTBa, NpeAcTaBsaoLWLmne MHTepec ANa Lenei KoH-
TPONSA M 06bIYHO COAENCTBYIOLLME TEPANEeBTUYECKON aKTUBHOCTH.

NMpumeuyaHue — AKTMBHbIE MapKepbl He SKBUBAIEHTHI AHA/IMTUHECKAM WU UHAMKATOPHLIM Mapkepam, uc-
No/b3yeMblM UCK/IIOUNTENIbHO /1 UAEHTUMKALNM UNK Leneli KOHTPONS.

2.1.2 aHanuTunyeckue gaHHble (analytical data): COBOKYNHOCTb 3/1EMEHTOB, ONUCHIBAKOLLUX METOAbI U
pedepeHTHble MaTepuasnbl, UCNONb3yeMble 415 ONpegeneHns YACTOTbl UM aKTMBHOCTU Cy6CcTaHLMm 6o Ans
ee naeHTudukalmm.

Mpumepbl — PacTBOp A4N8 MHbeKUNUW, TabneTka ANd NpueMa BHY T pb, TBepAas Kancyna c nopowkom s
UHTansuum.

2.1.3 xumnyeckas ceasb (chemical bond): Bsaumopeiicteme gByx unn 6osee atomoB, npuBosiiee K
NOSIB/IEHNIO YCTONYMBOTO MCKPETHOTO MOIEKYIAPHOr0 06pa3oBaHus.

2.1.4 xumunueckasn cyb6ctaHums (chemical substance): Tun cy6ctaHuum, koTopas MoOXeT ObITb ONUcaHa
KaK CTeXnoMeTpuyeckoe Uan HecTeXMoMeTpuyeckoe eArHoe MoJIeKyISipHOe o6pa3oBaHne 1 He ABIAETCA HU
NPOTEUHOM, HW HYKNEWHOBOW KNCOTOM.

NMpumeyvyaHune — B kayecTBe XMMUYECKUX Cy6CTAHLNA OGbIYHO PacCMaTPUBAIOTCA «Maslble» MOJEKYbl, KOTO-
pble MOryT 06pa3oBbiBaTb CONM, PACTBOPSATLCS WU ANCCOLMNPOBATbL Ha MOHBI U MOTYT GbiTb ONMCAaHbl C MOMOLLbI0 NPOCTOW
onpegensioweit nan npeacTaBnsAoLWeR CTPyKTypbl.

2.1.5 xupanbHas cyb6cTtaHumsa (chiral substance): Cy6cTaHUuMs, Ybs MOJIEKyNSpHasA CTPyKTypa He
COBMeLLLaeTCs C ee 3epKaslbHbIM OTOOPaKEHNEM.
2.1.6 komnoHeHT (component): Lienesas coctaBnaoLas KOHTPOMPYEMO Cy6CTaHL M.

M3paHne ouynanbHoe
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npl/lMep—,U,VlMeTl/lKOH N ABYOKUCb KPEMHNA ABNAKNTCA KOMNOHEHT aMun CMMeTUKOHa. |/|HCyI1I/IH-J1p0Ta-
MWH YyenoBeyeckuii n UNHKABAAKTCA KOMINOHEHT amMun MHCyI'II/IH-I/IBOCpaHa yenioseyeckoro.

MpumeyaHune — KOMNOHEHTbI UCMONbL3YKOTCS ANS ONUCAHUS CYBCTaHLUI 1 KOHTPONMPYEMbIX Cy6CTaHLmiA, KO-
Topble 06pa3yloT MaTepuas, COCTOALMIA N3 HECKOMbKUX CybCTaHLWA.

2.1.7 ctexuomeTpuyeckoe ypaBHeHue (composition stoichiometry): KofimvuecTBeHHOE COOTHOLLEHUE
MeXAY XMMUYECKUMUN 3NIeMEHTaMU UK YacTaMu, 06pasyoLw My cybcTaHLmio.

Mpumep — HaTpus pochaT renTaengpaT ABYXOCHOBHbIA U HATpuUsA gochaT ANTMAPAT ABYXOCHOB-
Hbl i SBNAIO T CA Pa3HbIMU CYy6CT aHUNAMMU.

2.1.8 cocTaBnfwwasn (constituent): CybcTaHums, NpUCYTCTBYHOLLLAA B KOHTPOIMPYEMOU cybcTaHLun.

NMpumeyaHune— CocTaBNALWMUMN MOTYT GblTb 3arpsA3HEHUs, UHTUOUTOPbI, aKTUBHbIE WU WHAWKATOPHbIE
MapKepbl, a Takke OTAesIbHble Cy6CTaHLMK, CMelwMBaeMble AN 06pa3oBaHusi NekapcTBEHHOTo cpefcTea. O6pasyoLine
[OMXHBI BbINOMHATL ONpPeAesieHHy0 posib U UMeTb OnpejesieHHoe KOMMYecTBO. [1A onucaHns KOMMOHEHTOB, a Takxe
npeaenbHbiX 3HaYeHUii 3arps3HEeHUiA U CONYTCTBYHOLWMUX CyBCTaHLMl AOMXHbI MCNOMNb30BaTbCa cneundukauum obpasy-
HOLLMX.

2.1.9 HopMaTuMBHbIW croBapb (controlled vocabulary): KoHeyHoe MHOXECTBO JOMYCTUMbIX 3HAYEHW
3M1eMeHTa iaHHbIX.

MpumeyvyaHnuns
1 [onycTUMbIMW 3HAYEHUSIMU MOTYT 6bITb KOAbl, TEKCT MW YnCHa.
2 Onpepenexve agantupoBaHo 13 gokymeHta CDISC Clinical Research Glossary V8.0. 2009.

2.1.10 cononumep (copolymer): Monvmep, COCTOALMIA U3 HECKONIbKUX TUMOB MOBTOPSIOLLUXCSA KOBA-
JIEHTHO CBSI3aHHbIX CTPYKTYPHbIX 3BEHLEB.

MpumeyaHune — Cononvmepsl 06pasyloTCsi C NOMOLLbIO CONONMMEpPU3aL i Uan nocnesoBatesbHol nonmve-
pusauuu 4ByX unu 6osee MOHOMepoB. COMOMMEpPbLI MOTYT BbiTh HEPETYISPHLIMU, PErYASPHBIMU, 610K-NOUMEPAMU NN
NPUBUTLIMK MONMMEPAMMU.

2.1.11 kpuTuueckuii war npouecca (critical process step): Lar npon3BoACcTBEHHOrO npoLecca, Heo6-
XOAUMBIA 4715 NOyHEHUSA KOHTPOIMPYEMOiA Cy6CTaHL M.

2.1.12 cteneHb nonumepusaynn (degree of polymerization): Yncno NOBTOPAOLWNXCA CTPYKTYPHBIX
eVHUL, B NOSIMMEPHOM 6/10Ke UK 3BEHE.

MpumeyaHne — BTOT TEPMUH NPUMEHAETCA KakK K romononnmepam, Tak u 67104HbIM cononuMmepam, rae os3Ha-
YaeT CTeneHb nonamMmepunsaynn 610kKa.

2.1.13 pasHoe npoucxoxgeHue (diverse origin): Cy6cTaHLmmn, KOTOpble COBMECTHO He BblAeNsanuch
WSV He ABNAITCA pesy/ibTaToM OAHOr0 1 TOr0 e npoLecca XMMUYecKkoro crHTesa.

MpumeyaHne — BelecTBo, CoAepxaliee HECKONbKO CyGCTaHLMIA, MAEHTUMMLMPYETCA Kak CMeLlaHHas cy6-
CTaHUMS UM MHOTOKOMMOHEHTHAs KOHTpONMpyemas cy6cTaHums (rpynnbl 1). oCHOBaHHas Ha NpovcxoxaeHuu. [iBe cy6-
CTaHUMN. COEANHEHHbIE BMECTE U He MpeTepreBlIne XMMUYECKOW Peakuumu, Bbi3blBaloWeii BO3HUKHOBEHNE UMY Pa3pbiB
CNEeLUdUUHBIX XUMUYECKNX CBSI3eid, LOMKHbI ONPeaensaThCs Kak OTAe/bHbIe Cy6CTaHLuUu, faxe ec/in OHW B3auMOoLencTBO-
Ba/IM MHLIM 06Pa30M, He B/IMSIIOLLUM HA XUMUYECKME CBSI3U.

2.1.14 aHxaHcop (enhancer): PerynatopHas nocnefoBaTe/lbHOCTb HYKNeoTWAoB, yBenunuusaroLwas
MCMONb30BaHNE HEKOTOPbIX 3YKapUOTUYECKMX MPOMOTOPOB 1 CNOCOGHasA (hyHKLMOHMPOBATL B NI06OI OpueH-
Tauum 1 B 1t060M MecTe (BbiLLe UK HUKE) N0 OTHOLLEHWIO K NPOMOTOPY.

2.1.15 dpakuyms (fraction): OTgenbHasn yacTb BeLlecTBa, BblAeNeHHas U3 C/I0XXHOro pacTeopa, cocTas
KOTOPOIi OTINYAeTCA OT UCXOAHOTO BELLECTBa.

MpumeuyaHue — ITO NOHATUE WUCMOJL3YETCS A1 ONUCAHUS NCXOLHOTO BELLECTBA M AB/ISIETCS PEKYPCUBHbIM,
TO eCcTb c/efytollas hpakuus MOXeT 6biTb BblAeNeHa 13 NpeALecTByoLelt hpakumm, 4To NnpeanonaraeT onpeseseHHbli
NOPsIAOK NEPEeUNCeHus.

Mpumep — UMMYHOTN06YIMHBI CHIBOPOT KU KPOBM B MONMKNOHANBHOM IgG cnyxaT NpUMEPOM pekKypCcuB-
HOro ppakuMoHMPOBaHHUS.

2.1.16 roH (gene): basoBas egnHMLA HacNeACTBEHHOMO ddakTopa, KoTopast KoAUPyeT NePBUYHYIO CTPYK-
Typy 6enka (6enkoBoii cybbenHNLbI) U yNpaBAsieT ero aKCnpeccueil.

2.1.17 anemeHT reHa (gene element): OTAeNbHbIA 3EMEHT reMa, HanpuMmep, NPOMOTOpP, 3HXaHcep,
calineHcep. koavpyioLas nocnef0BaTebHOCTb.

2.1.18 rnuko3ununpoBaHme(glycoaylalion): ®epmeHTaTUBHbIN NpoOLECC, CBA3bIBAKOLW M caxapuabl nm
onurocaxapugbl ¢ 6enkamv, n(MNnugamn Uav Apyrumm opraHnyeckumMm Monekyiamu.
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2.1.19 tun rnuko3nnupoBaHus (glycosylation type): 3HauMTeNbHbIE OT/IMUKSA TMKO3UIVPOBAHUS B
pasHbIX TUNAaX OPraH13MoB.

n pnmedaHne — 3T0 noHATne ncnonb3yetTca ANa onucaHua pasindua TMUKO3NIMpPoOBaHUA 'y pasHbiX TUNOB
OpraHM3MoB, Hanpumep, y 4esioBeka, msekonutawwmx, ntuu.

2.1.20 kauecTBO (grade) CoBOKYNHOCTb cneuudmkaumii, ykasbiBatowmx KauyecTBO KOHTPOMPYEeMOi
cybcTaHuuu.

2.1.21 romononumep (homopolimer): MonMmep, COCTOALWMNIA U3 OANHAKOBbIX CTPYKTYPHbIX e4NHUL.

2.1.22 wn3oTton (isotope): PasHOBMAHOCTM XMMWYECKOrO 3/IEMEHTa, OT/AMYatowmecs MOSeKyNSApHON
Maccoii.

NMpumeuyaHue — PagMoHYKINAbI WU HYKAUAbI, Y KOTOPbIX OTHOCUTE/IbHAS aTOMHasi mMacca OT/iM4aetcsi ot
NPUPOLHOIA, NOKa3aHbl B CTPYKTYPHOM NPESCTaBAEHUI C MACCOBLIM YMCIOM. M30TOMbI, LUMPOKO pacnpoCcTpaHeHHbIe B Npu-
pofe. npeAcTaB/ieHbl CUMBOJIOM 3/1eMeHTa 6e3 MaccoBoro Yucna.

Mpumep — 13C o3HayaeT aTOM yriepoja c aTOMHOI maccoi 13.

2.1.23 npon3BOACTBEHHbIN npouecc (manufacturing): Bce cTaguy U3roTOBNEHWUS CYyGCTaHLUM UK
JIEKaPCTBEHHOTO CPEACTBA, HAuMHAs C NOyYeHUst NCXOAHBIX MaTEPUAasIOB.

MpumeuyaHue — BNpon3BOACTBEHHbI NPOLLECC BKIOYAIOTCSA KPUTUUYECKMIA NpoLece, NoAroToBKa U 06paboTka
mMaTepuasnios, a TaKkkKe KpUTUYECKMe napameTpbl NPoU3BOACTEA.

2.1.24 BewecTBO (material): /llobasa cywWHOCTb, MMelOLas Maccy, 3aHumalowas onpegesieHHoe npo-
CTPaHCTBO U COCTOALLAs U3 OAHOM UM HECKONbKUX CYBCTaHUNNA.

2.1.25 nekapcTtBeHHoe cpeacTBo (medicinal product) BeliecTBo unn koM6MHaLUMn BeLecTs, npume-
HSieMble K OpraHu3my Yyenoseka (UM XMBOTHOI0) AN1A NeYeHns 1 NPodnNakTnkn 3aboneBaHuii c Lenbto gnar-
HOCTUKU UM BOCCTAHOB/IEHWSA, KOPPEKLMN NN N3MEHEHNA PU3N0Nornyecknx yHKL.

MpumeyvyaHns

1 /lekapCTBEHHOE CPEACTBO MOXET cofepxXaTb OAWH WM HECKONbKO NPOW3BEAEHHbIX NPOAYKTOB W OAUH WM
HECKO/IbKO N1eKapCTBEHHbIX MpenapaTos.

2 B HEKOTOPbIX OPUCANKLMAX NeKapCTBEHHOE CPeACTBO MOXET 6biTb ONpefesieHo Kak 1t060e BewecTBO Uan KOM-
6uHaLus BeLecTB, UCNOb3yeMblX 419 NOCTaHOBKW AnarHosa.

2.1.26 mukporoTeporeHHocTb (microheterogeneity): COBMECTHO BblAeNE€HHbIe Cy6CTaHLuK, UMEl-
L€ HE3HAYMTEbHbIE OTINYUSA NPU TTUKO3UIMPOBAHUN UK NOCTTPAHCASALMONHON MoanchukaLnm, Hanpumep,
reTeporeHHOCTb MMMKO3UIMPOBaHNA UK NOCNeA0BaTEe/TbHOCTY.

NMpumeyvyaHus

1 MuKporeTeporeHHOCTb He IB/IAeTCA onpeaensiol e xapakTepucT1Koi H1 4ns cy6cTanunii, HU ANS KOHTPONNPY-
eMbIX Cy6CTaHLMiA.

2 MuKporeTeporeHHocTb 06ycnoBfeHa BapnabenbHOCTbIO TUNA FNNKO3UINPOBAHUS (fBYXAHTEHHBbIW, TPeXaHTeH-
HbIi), CTEMEHLIO T/INKO3WIUPOBAHUS B AAHHOM MecTe (3anofIHEHUE), FEeTEPOreHHOCTbI0 NOCNef0BaTENbHOCTEN
BCNeACTBME NONMMOPEM3Ma NCXOAHOTO BelecTBa, oWmnbKkaMmy TpaHcnaumMmn, BapnadenbHOCTbI0 NPOTEoNN3a U Apyrumu
npuynHamu.

2.1.27 cmelwaHHas cybcTaHumua (mixture substance): Tun nonuancnepcHoro BewecTsa, NpeacTaBns-
towero co6oi KoMbrHaLuio NPOCTbIX Cy6CTaHLUWii, COBMECTHO Bblfe/IEHHbIX UM MOMyYEHHbIX B pesynbTaTe
0/HOr0 1 TOTO Xe npouecca crHTesa.

MpumeuvaHune — MpocTble cybCTaHLUMM PA3HOTO NPOUCXOXAEHNSA, COeAUHEHHbIE BMECTE U He npeTepnesLine
XWMUYECKON peakuun BCNeACTBUE ITOTO COEUHEeHWUS AO0/MKHbl OnpefensATbCA Kak MHOrOKOMMOHEHTHble BelljecTBa
(KoHTpoNMpyemble cybcTaHumy rpynnbl 1). a He Kak CMellaHHble Cyb6CcTaHunu.

Mpumep — FeHTamMnunH SBASETCSA CMeLWaHHol cy6cTaHuneld, cocTosAwei u3 reirommunHa C1A. reH-
TomMmuyuHa C1l v reHTomuynHa C2. MoHoahup rauuepuna sBnsieTCs CMeLlaHHol cy6cTaHyneil, cocToswei ns
ABYX MPOCT bIX Cy6CTaHUNA, OTINYAKLWNXCA NONOXEHNEM 3T epudukaymn. CUMe TUKOH, COCT 0sLnii U3 gume-
TWKOHA U ABYOKWCU KPEMHUS, HE CUMTaeTCs CMeLaHHoli cybcTaHumell, NOCKObKY npeacTasnsieT co6oii 4Ba
pas3HbIX BEL,eCcTBa, COEJMHEHHbIX A5 MONYYEHUA npenapaTa.

2.1.28 cocTtaBHas 4YacTb (moiety): CocTaBHas 4acTb CyO6CTaHLUMM, MeLWwas NoHy 1 HENPEPbIBHYO
MOIEKYNAPHYIO CTPYKTYPY.

MpyMep — AKTUBHOCT b /leKapCTBEHHOTO CpeiCcTBa HEPELKO onpefensieTCs C NOMOLW b0 CPaBHEHUs ¢
TeM, YTO Ha3blBAeTCSA aKTUBHOW COCTaBNAWEN, KOTOopas A0/HKHA ONPeAesi ThCs COrlacoBaHHbLIM CMoCo-
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60M Ana Bcex cpeacTs. Bo n3bexaHne HeOAHO3HAYHOCT M B Ka4yecTBe COCTaBALWMUX, NO KOTOpbIM onpepe-
naeTca akTUBHOCT b, CfiefyeT MCNONb30BaThb CBOO6OAHbIE KACNOT bl M CBOBOAHbIE OCHOBAHNUA.

MpumeyaHune — B HACTOSILEM CTaHAAPTE NOHSATUE COCTABSIOLWEN NCNONb3YETCS B KOHTEKCTE HECTEXMOMET-
PUYECKUX XUMUYECKUX CYBCTaHUui 1 B MOANMDUKALMN HYKNIEUHOBBIX KUCNOT, 6e/IKOB, MOIMMEPOB U CTPYKTYPHO-Pa3HOPOS-
HbIX Cy6CTaHLMiA. B kauecTBe COCTaBNAIOLMX JO/MKHbI ObITb YKa3aHbl NPOCTblE CYGCTaHLMM, UOHbI UM MONEKY bl PACTBO-
putenei.

2.1.29 monekynspHbli cparmeHT (molecular fragment): YacTb Monekynbl, MMewWas OL4HO Wn
HECKOJIbKO MeCT COeiHEHNS C APYTMMU hparMeHTaMmn nan CoCTaBASIOLWUMM.

MpumeuyaHue — MOHATUE MOJEKYNISIPHOTO hparMeHTa UCMONb3yeTCsi NpU ONUCaHUM MONVMEpPOB AN Npej-
CTaBNEHUA VX 3BEHBEB W NPU ONMUCAHUN MOANMDUKALMIA CTPYKTYPbI Cy6CTaHLMiA.

2.1.30 monekynspHas cTpykTypa (molecular structure): OgHO3HauHoOe NpefCcTaB/eHNe B3aUMHOMO
pacnosioXeHns aTOMOB.

MpumeyaHnuns

1 Ansueneit naeHTucbmnkaymm cybcTaHLmii cBeieHns 0 TpexMepHO KoHhopMaL My He NPUHUMAIOTCSA BO BHUMAHME.
CBefleHns 06 0TAeNbHbIX KOHhopMaLMAX UK KOHGopMepax cybcTaHLWil MOryT NPUHUMAaTLCA BO BHUMaHVe uav B o6uem
cMbicne 4nsa 6enkoB (HanpyMep, feHaTypupoBaHHbIX), UK B c/lyyae, KorAa fjaHHoe BpalleHne BOKPYr e JMHCTBEHHOW CBSi-
31 OrpaHNyeHo TakMm 06pas3om, 4To ABa pa3HbiX KOH(hopmepa oTAeNnsemsl A4pyr OT Apyra 1 B3avMHO He npeobpasyloTcs
npv KOMHATHOI TemnepaType.

2 TpepacTaBfneHne CTPYKTypbl 06bIYHO AO/IKHO foNyckaTk NpeobpasoBaHune B rpacunyeckuii popmart.

2.1.31 monekynapHblii Bec (molecular weight): Macca moneky bl 04HOPOAHOM Cyb6CTaHLMN UK cpea-
HAI Macca MOJIeKY/1 TeTepOoreHHoi cybcTaHuuu.

MpumeuvaHnunsa

1 EAvHULE MONeKyNapHOro Beca siBNSieTCS YHUMUnpoBaHHas efnHNLa aTOMHON Maccbl. TN MONEKYNSPHOro
Beca 06s3aTefIbHO JO/KEH BbITb yKasaH.

2 Tpu onncaHWm NOIMMEPOB UCMO/Mb3YeTCA HEeCKOJIbKO Pa3HbIX TMNOB MONEKYNAPHOro Beca (CpefHeB3BeLLEHHbI,
CpeAHeuncrnoBon nT. 4.).

2.1.32 MHOrokoMnoHeHTHoe BeuiecTBO (multi-substance material): Heckonbko cy6cTaHuuMii nam
KOHTPO/IMPYEMbIX CyOCTaHUWI pa3HOro NMPOUCXOXAEHUS, UCNOb3yeMble 41 NOSYyYEeHWUs /IeKapCTBEHHOro
cpefcTaa.

MprmMep — MHOTOKOMMOHEHTHLIMUA WHIPeAUEHTaMu SBASIO T CS UHCYNNH-N30(aH YenoBeYecKuii, cume-
TWKOH. a/llOMUHUEBbI i NaK, HAIKOTUHOBbIN NONakpuekc, HaT puii-hocdaTHbll Gydep.

NMprmeyaHne — MHOTOKOMMNOHEHTHbIE BELLECTBA SIBSIOTCA KOHTPOIMPYEMbIMU CYGCTaHLUAMY rpynnbl 1. /lio-
60e nekapcTBEHHOE CPELCTBO, UCNO/b3yeMOe /1 U3rOTOB/IEHWS APYTOro SIeKapCTBEHHOMO CPEACTBA, [O/KHO paccMaTpu-
BaTbCSl KAK MHOTOKOMMOHEHTHOE BeLLEeCTBO.

2.1.33 HykneunHoBasa kucnota (nucleic acid substance): Tun cy6cTaHuun, npeacTaBnAoLLER COOON
NIVHelHy0 nocneaoBaTeIbHOCTb HYK/1e03MA0B. 06bIYHO CBA3AHHbIX MeXAy co60ii ahupamu hoctaToB.

MprumeyaHne — YkasbiBaeTcs Takke TUN HyknenHoom kucnoTel (PHK. AHK). OnuroHykneotuasl n aNeMeHTbl
reHoB (Hanpumep, MPOMOTOPbI, 3HXAHCEPbI, KOAMPYIOLLME NoCeA0BaTeIbHOCTW U calineHcepbl) TakkKe OTHOCATCS K Hyk/e-
VNHOBBIM KuC/oTam.

2.1.34 oduymnanbHoe HanmeHoBaHue (official name): HanmeHoBaHue, NpMcBOEHHOE OhULMANBHBIM
YNO/IHOMOYEHHbLIM OpPraHoM.

2.1.35 poauTenbckuii opraHusm (parentorganism): OpraHn3m, OT KOTOPOro B3AT UCXOAHbIA 6ronorun-
Yyecknin matepuan.

2.1.36 vacTb (part): AHaTOMMYeCcKoe NPOUCXOXAEHMNE 1 NToKanM3auns UCXOAHOro Matepuana B opra-
HU3mMe.

2.1.37 nexapcTBeHHbIN npenapart (pharmaceutical product): KauecTBeHHas 1 konuyecTBeHHas KOM-
no3nums NekapcTBEHHOro cpeAcTBa B 03POBaHHON hopMe, NpeHa3HavYeHHasn 418 NPUMEHEHUs U cofepxa-
Lwas nHgopmaLmio 0 ee rocyapCTBEHHON perncTpaumu.

MpumeyaHnsa

1 JlekapCTBEHHOE CPeJCTBO MOXET coAepXaTb OfUH UM HECKOJIbKO npenapaTos.

2 BO MHOIMX Criyyasx /iekapCTBEHHbIV npenapaTt WAeHTUYeH Npon3BeAeHHOMY NpoAyKTy. OfjHAaKo ecTb NpuMepsl,
KorAa npousBefeHHbIi NpoAyKT NpeTeprnesaeT npeobpasoBaHne [0 NPUMEeHeHNs K NayneHTy (a kayecTBe SlekapCTBEHHOro
npenaparta) u Torja OH He TOX/AeCTBEHEH SlekapCTBEHHOMY npenapary.
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2.1.38 cusmueckas copma (physical form): dusmyeckoe coctosHue {ras. XWAKOCTb WU TBEPAOE
BELLEeCTBO) U TUN OpraHm3auny (418 TBEpAOro BeLLecTsa).

MpumeuyuaHne — TBepaoe BeLECTBO MOXET ObiTb KpUCTAN/IMYECKUM WKW aMOpPgHbIM. MoXeT ObiTb Takke
yKasaH nonMMmopgusm.

2.1.39 nonmngucnepcHasa cyb6ctaHyums (polydisperse substance): CybcTaHuus, cogepxalias MHOXec-
TBEHHbIE CBA3aHHbIE MOJIEKY/IAPHbIE KOMMOHEHTI.

MpumeuvuaHne — K NoamagucnepcHbiM CybCcTaHUMAM OTHOCATCA MOAVMMEPbI U CTPYKTYPHO-Pa3HOPOAHbIe

BELLEeCTBa, BblAe/IeHHbIe N3 OAHOr0 UCTOYHUKA. XUMUYeckne cybcTaHumm, 6enkn U HyKTeMHOBbIe KUCNOTbI C onpeseneHHbl-
MU nocnefoBaTesibHOCTAMU K TONNANCTIEPCHBIM CyGCTaHLU/IFIM He npuHagnexar.

2.1.40 nonugncnepcHocTb (polydispersity): Mepa pazbpoca MoneKkynspHbIX Macc B NosimMmepe.

n pnmedyaHne — V|H,quC nonmagncnepcHoCcTu nonnMmepa 06bIYHO BbIYMCNAETCA KaK OTHOLWIEHME CcpeanHeB3Be-
LLEeHHOTro MOJTIEKY/IAPHOTo BeCa K CpeHe4YnCc/ioBOMY MOJTIEKY/TAPHOMY BECy.

2.1.41 nonumep (polymersubstance): Tun nonngucnepcHoi cybcTaHLmm, cogepxatleil NOBTOPSAOLW M-
€csl CTPYKTYPHbI€ eANHULbl, COeJMHEHHbIE KOBA/IEHTHLIMU CBA3AMMU.

n pnmedyaHne — MOHO,CI,I/ICFIepCHbIe 6enkn n HYK/TeMHOBbI€ KNC/OTbl C OnpeaesnieHHbIMU nocnenoBaTesibHOCTA-
MW HE [O/KHbI NAEHTUDULMPOBATHCA C NOMOLLLK 3/1IEMEHTOB AaHHbIX, ONUCLIBAKLLNX NOVMEpbI.

2.1.42 nocTTpaHcnaunoHHaa moaudukaums (post-translational modification): Mogudmkauus 6enka,
KoTopasi 06bIYHO MPOUCXOANT B XXMBOM OpraHW3mMe BO BPEMS UM NOC/E TPAHCASALMUN.

NMpumeyaHune — MocTTpaHCAALNOHHAA MOAUMDUKALUSA 06bIYHO OMUCHIBAETCS C MOMOLLbIO CTPYKTYPHOrO npej-
CTaBNeHus. a He Kak moamdukauns benka.

2.1.43 ob6pabaTbiBaemsbiit maTepuan (processing material): Tun BewecTsa, CyL,eCTBEHHOIO AN NPO-
N3BOACTBEHHOrO NpoLecca, HO He CoAepXaLLniica B pe3ynbTpYOLEM BeELLECTBE.

2.1.44 6enkoBas cybcTaHuma (protein substance): Tun cybcTaHLmmM, coCTosILLEN N3 ONpefeneHHo
nocnefoBaTeibHoCTN aibha-aMUHOKNC/IOT, COeAVHEHHbIX MENTUAHBIMU CBA3AMU.

n pnmedyaHne — CuHTeTU4eckne nentnabl n 6enkn ¢ onpeaeneHHblMM nocnieaoBaTe/IbHOCTAMMN, peKOM6M-
HaHTHble 6enkn 1 6enkn BblICOKOWA YNCTOTbI, BblAEJIEHHbIE U3 61oNornYecKnx cpen, paccMaTpumBalTCAa Kak 6enKoBble
cybcTaHuun. Byayum n3BecTHbIMU, MecTa rMNKO3NIMPoBaHnA. gucynbuaHble CBA3W 1 TUN IMNKO3MAMpoBaHna (Hanpumep,
rPUOKOBbLIA, PacTUTENbHbIN, Yy YIEHUCTOHOTUX, NTUYUA, Y MeKonuTawwmx, y YyesoBeka) ABAAITCA onpefensownumm
3neMeHTamMun onncaHus 6enKoBbIX Cy6CTaHLI,VIl71. B onucaHne Bcex nenTnaos, COCTOAWMUX He 6onee yem u3 15 aMUHOKMUC-
JTOTHbIX OCTAaTKOB, BK/1lD4YaeTCcA rpad)MHeCKoe npeactaBneHne Uux CTpykTypbl.

2.1.45 6enkoBas nocneposaTtenibHOCTb (protein sequence): MopAAOK U NAEHTUYHOCTb @aMUHOKNCOT
B 6e11K0BOI cybbeanHuLe.

MpumeuyaHune — BenkoBble NocnefoBaTeslbHOCT NPeACTaBASATCA 0AHOOYKBEHHbIMU Kodamu [leiixodd ot
W pgoC.

2.1.46 6enkoas cyb6beguHuua (protein sub-unit): SinHeiltHas nocnefoBaTebHOCTb @aMUHOKUCIOTHbIX
0CTaTKOB, COeNHEHHbIX MENTUAHbIMU CBA3AMM.

NMpumeyaHue — [o/mKkHa cOGUPaATLCS UHCHOPMALMS O MOBTOPSIIOLLMXCSA CYy6beAMHNLLAX GENKOB.
Mprmep — MOHOK/IOHA/IbHble aHTUTesNe 06bIYHO COCTOAT U3 YeThipex Cy6beguHuL,.

2.1.47 pe3ynbTupytlouwmnii matepuan (resultant material): BelecTBo, siBnstoweecs pesynbraToM Kpu-
TU4yeckoro npotecca.

MpumMmeuyaHune — Pe3ynbTUPYOLWMIA MaTepnan MOXeT OblTb HauyalbHbIM MaTepuanoMm AN Cheayouero
npouecca, KOHe4YHbIM MaTepuanom nam akTMyecKkoil KOHTPOIMpyeMoi cy6eTaHumei.

2.1.48 conb (salt): MloHHaa cybcTaHuus, ABnfaLWancs NpoAyKTOM HelTpanm3auumn KUCcnoTbl OCHOBA-
HUewm.

MpumeyaHue — Conun ABAIOTCS CMIOXHLIMU MOHHBIMW BELLECTBAMU, COCTOSILLUMMN N3 KATUOHOB (MONOXNUTENb-
HbIX NOHOB) 1 @HNOHOB (OTPULATE/TbHbIX OHOB).

2.1.49 caiineHcop (silencer): MocnegoBartensHocTb AHK. nogaBnsiowas TpaHCKpUnuuio.

2.1.50 npoctas cy6cTtaHumsa (single substance): Cyb6cTaHumsa, KkoTopas MOXeT ObiTb onucaHa C
NMOMOLLbIO NPOCTOro NpeAcTaBeHns unv Habopa onucaTeibHbIX 3/IEMEHTOB.
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MpumeuvaHunsn

1 MpocTasa cybcTaHuua MoOXeT 6biTb onucaHa, UCNosib3ys OAUH Un 60/1ee 3/1IEMEHTOB C/leAyoWmnX NATA TUMOB:
XumMuueckas cybctaHyms, 610K, HyknenHoBas KucnoTa, NoIMMep v CTPYKTYpPHO-pasHopogHas cybcTaHuums.

2 Pauemartbl 1 Cy6CTaHLNUN CHEN3BECTHON, 3NMMMEPHOI NN CMELLaHHON XNPanbHOCTbI0 MOTYT 6bITb NPUYUCAEHDI K
npocTbIM Cy6CTaHLMAM, MOCKO/IbKY OHW MOTYT UMEeTb NPOCTOE CTPYKTYPHOE npejAcTaB/ieHne n cTepeoxmmmyeckoe onnca-
Hue B chopme TekcTa.

2.1.51 conbBart (solvate): CybcTaHuusl, obpasyemas nNyTeM COefMHEeHUs MOJeKy/bl pacTBOpuTens
(Hanpumep, BOAb! UK aNKOronst) C APYroi cocTaBnaoLWeil.

MpumeuyaHue — ConbBaTbl MOTYT 6bITb KAk CTEXMOMETPUUYECKAMY, TaK U HECTEXMOMETPUUECKUMU 1 NPEUMY-
LLLeCTBEHHO OMWCBHIBAIOTCSA, KOTAa Cy6CTaHLMM CYLLEeCTBYIOT B TBepAOii hopme.

2.1.52 wncxopHbllt maTepuan (source material): BelyecTBo, U3 KOTOPOro nonyyeHa cyberaHyms. Knac-
cudnumpyeTcs, MCnosb3ys TAaKCOHOMMIO Y aHAaTOMUYECKYI0 /I0Kanm3auuto.

MpumeyaHue — ITOT KAcC UCMOMb3YeTCs AN ONUCAHWSI CTPYKTYPHO-Pa3HOPOAHbLIX Cy6CTaHUMi U nonnme-
pOB, BbIAENSIEMbIX U3 6UOMIOTUYECKNX CPes,.

2.1.53 koHTponupyemas cybctaHuus (specified substance): MpynnaanemMeHTOB, KOTOPbIE ONUCHIBAIOT
MHOrOKOMMOHEHTHOE BELLLECTBO ¥ YKa3bIBalT AONOHUTENBbHYO UHhopMaL Mo 0 cy6CTaHLMUAX M MHOFOKOMMO-
HEHTHbIX MaTepuanax, CyLeCcTBeHHY0 /15 ONMCaHNA NNeKapCTBEHHbIX CPEACTB.

MpuMep — LONONHUT €NbHbLIMKU 3N1EMEeHTaMn ONUCaHWs MOTYT CAYXWTb KauyecTBO, €AWHULbI n3Mepe-
HUsA. pr3nueckas opma, KOMMOHEH T bl, MPOU3BOAUT €/1b, KPUTUYECKME 3T anbl NPOU3BOACTBEHHOIO Npouec-
ca (K npumepy, aKCT pakuus, NpoLecch CUHTe3a npekoMGrHauum), cneyudrkaLuy n aHanuTYeckue MeTofbl,
MCMoib3yeMble A/is OnpejesieHns COOTBeTCTBUA cneyndukauusam.

MpumeuyaHue — [ ONUCAHUA KOHTPO/MPYEMON Cy6CTaHUMKM MOTYT MCMOJIb30BATLCS YETbipe pas/nuHbie
rpynMbl 3N1EMEHTOB, MEX/Y KOTOPbIMU CYLLECTBYIOT ONpese/eHHbIe OTHOLIEHNSI.

2.1.54 HauyanbHbIli MaTepuan (starting material): Tun BewiecTBa, MOAUGULMPYEMOTO B NPOU3BOA-
CTBEHHOM MpoLiecce.

2.1.55 cTtexnomoTpuyeckas (stoichiometric): Cy6cTtaHums, cocTaBnsoL e 3f/eMeHTbl KOTOPO UMeroT
NPOCTbIE Le/ble COOTHOLLEHNS.

MpumevyaHnuns

1 OnpepfeneHHass KOMMNO3NLMOHHAS CTEXMOMETPUS A0/KHA ObiTb NpeAcTaB/ieHa B CTPYKTYPHOM npeacTaB/ieHnn
AaHHOl cybecTaHummn. YTo6bl nsbexaTb APO6HbLIX OTHOLIEHWIA, COCTABNAIOLWMNE INEMEHTBI AO/HKHbI GbITb NPEeACTaB/EHbI,
Mcnonb3ys HauMeHblLvie obuwme MHOXUTeNn. Cy6cTaHLum MoryT 6biTb ONMCaHbl Kak CTEXMOMETPUYECKMNE NN HECTEXMNO-
MeTpuyeckne,

2 Xumunyeckue BelwecTsa UMeT onpefeneHHY KOMMNO3ULMOHHYI0 CTEXMOMETPUIO, eC/TV OTHOLLEHUSA BCEXCOCTaB-
NALWMNX 31EMEHTOB (MOHOB, NPOTUBOMO/IOXHbBIX MOHOB 1 COMIbBATOB) MOTYT ObITb NPEACTAB/EHbI LE/bIMU Yucnamu.

2.1.56 ctepeoxumus (stereochemistry): OTHoCUTENbHOE NPOCTPAHCTBEHHOE PACMO/IOKEHNE aTOMOB B
MosieKynax.

2.1.57 cTpyKTypHO-pa3HopogHas cybcTaHuums (structurally diverse substance): Tun nonuaucnepcHoi
cy6CTaHumMK, BblAE/IEHHOM U3 OAHOT0 MCTOYHUKA M NPeAcTaBsoWEn COBO CNOXHYK CMeCcb, KOTopas He
MOXeT 6bITb ONMcaHa Kak CMeCb OrpaHMYeHHOro Yncna NpPocTbiX CyOCTaHL WA,

MpumeyvyaHne — B onucaHne CTPyKTypPHO-Pa3HOPOAHbIX CYOCTaHLMIA BKIOYAIOTCSA CBEAEHUS O HEU3MEHHbIX
CBOICTBax fJaHHOro BellecTBa. Mogudukaluumn, HeobpaTuMo N3MeHsoLW e CTPYKTYpY BellecTsa, pas/imuHble usnyeckme
CBOICTBA MM KOMMNOHEHTLI, BBOAUMbIE B BELLECTBO, HANPYMepP, FeH B reHHO-TepaneBTUYecKUX Cy6CTaHumsAX, ABNATCA
onpefensoWnMn 31eMeHTamMm ONMUCaHUA CTPYKTYPHO-PA3HOPOAHbIX Cyb6CcTaHuuid. ®pakuuv, BblAeneHHble N3 UCXOAHOro
BellecTsa (Macen WUAM COKOB), TakkKe A0/MKHbl OblTb BK/IOYEHbI B OonucaHue, 6enkoBble cMecu, cofepxaline 60nbLioe
4YNCNo pasHbiX nocaefoBaTeNbHOCTEN, HanpuMep, NONKIOHa/IbHbIE UMMYHOT/1I06YNHbI, OTHOCATCA K CTPYKTYPHO-pasHo-
POAHbLIM Cy6CTaHUUAM.

2.1.58 cy6cTaHuma (substance): /llo6oe BelwecTBO 6UOAOrMYECKOro, MUHEPASIbHOTO UM XMMUYECKOT0
NPOUCXOXAEHNSA, CNOCOGHOE K OTAE/IbHOMY CYLLLECTBOBAHUIO U UMEIOLLLEE ONPEENEHHbIN COCTaB.

MpumeyaHnuns

1 Cy6CcTaHumMm MOryT 6biTb NPOCTbIMU, CMELIAHHBIMW WU NPUHaANeXaTb K OAHOW N3 rpynn KOHTPOAUPYeMbIX Cy6-
cTaHuuii. MpocTble cy6CTaHLUM ONUCHIBAKOTCSA C NOMOLLbI0 MUHUMA/IbHO J0CTATOYHOTO Habopa fAaHHbIX UAEeNATCS Ha NSATb
TUNOB, XMMUYeckne, 6eKkn, HyKNenHoBbIe KUCMO0Tbl, MOIMMEPbLI U CTPYKTYPHO-pasHopoAHble cybcTanuyun. CybecTaHums
MOXeT npefcTaBnAaTb co60ii conb, conbBaT, CBOGOAHYIO KUCNOTY, CBOGOAHOE OCHOBaHWE, CMECh CBSI3aHHbIX KOMMOHEH-
TOB. KOTOpPble COBMECTHO Bblf€/1€Hbl WV CUHTE3MPOBaHbI. M0 BO3MOXHOCTW A0/HKHbI NCNO/Ib30BATLCA TEPMUHOMOTNA U
onpejensioune xapakTepucTukn u3 papmakoneiiHbix ctateii Onpegensiowme anemMeHTbl 3aBUCAT OT TUna cybecTaHuum.
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2 OTgenbHoe CyLecTBOBaHNE 03HAYaeT CNOCOBHOCTL Cy6CTaHL MM CYLLEeCTBOBATL OTAE/BHO OT /110601 Apyroi cy6-
cTaHumu. Cy6cTaHLum MOryT NpeacTaBnaTh cO60i XOpOoLLO OnpefeNieHHble BeLLecTBa, UMeloLue onpesenieHHy XUMu-
UECKYI0 CTPYKTYpYy, CUHTETMUYECKME BellecTBa {Hampumep, CMecu M30MEpPOB), BCTpedalolmecs B MPUPOLE CMecu
XUMMWUYECKNX BELLECTB, UMEIOLLMX ONPESeNeHHbIe MOEeKYIsIpHbIE CTPYKTYPbI (Hanpumep, KOHbOraTbl 3CTPOreHOB), Belec-
TBA, NPOV3BEAEHHbIE U3 PACTEHUN, XUBOTHbLIX, MUKPOOPraHU3MOB W/ HEOPTAHMYECKOTO BELLECTBA, XUMUYECKAsi CTPYKTY-
pa KoTOpbiX MOXeT 6bliTb HEW3BECTHOW UM TpyfLHO onpegensiemMoii. Cy6eTaHunst MOXeT NpeAcTaBnsiTb CO60M cofb,
conbBaT, CBO60AHYI0 KUC/OTY, CBOGO4HOE OCHOBAHME, CMECH CBA3aHHbIX KOMMNOHEHTOB, KOTOPbLIE COBMECTHO BbIfE/EHbI
W CUHTE3UPOBAHbI.

2.1.59 3amectutenb (substituent): MonekynspHbIi hparMeHT, NPUCOEAMHEHHbIV K NOBTOpsOLeics
CTPYKTYPHOI eAnHMULLE NoIMMepa, 06bIYHO 3aMellarowuii aToM Bogopoa.

NMpumeyvyaHune — 3Ta UHOPMALMS BKIOYAETCS B ONMCAHNE NOBTOPSIIOLLENCS CTPYKTYPHOI e4UHMLbI, eCcnv 3a-
MellaemMoe MoSIOKEHNEe NOMHOCTLIO 3aHATO. EC/IM OHO 3aHATO He NMOJIHOCTLIO, TO KO/IMYECTBO 3aMeCcTUTeNIN ONUCbIBAETCS
KakK (pparMeHT UM COCTaBNSAOLWMIA 3NEMEHT CTPYKTYPHOI MoAndUKaLmu.

2.1.60 TayTomep (tautomer): MonekynspHas CTpyKTypa, cnocobHas K o6paTMmMomMy npeBpalleHnto B
N30MEPHYH MOJIEKYNSIPHYIO CTPYKTYPY, 06bIYHO BK/OUatOLLEMY B Ce651 CBO60AHYI0 MUTpaLMI0 NPOTOHA MEXaY
[ABYMS CMEXHbIMW aToOMamu.

NMpumeyvyaHune — MNpegnonaraeTcs, 4To C KaxAol cy6ecTaHumein GyaeT cBA3aHa ofgHa TayTomepHas opma n B
PYKOBOACTBE MO peanusauyun ctaHgapta 6yayT npuBeAeHbl AeTasibHble MpaBuna, ykasbiBalwme TayTOMEPHYH opmy,
CBSA3AHHYI0 C KaXAol Xumuyeckoii cy6ctaHuymeil. Ecnm oTaenbHble n3omepbl MOTyT GbiTh Bblfe/IeHbl B HOPMasibHbIX yC0-
BUSIX U NpY 3TOM GyAeT U3BECTHO, YTO OHU UMEKT Pa3Hble MOEKYSIPHbIE CBOMCTBA, TO OHW A0/MKHbI PACCMATPUBATLCS Kak
pasHble cy6cTaHuum.

2.1.61 TakcoHoMus (taxonomy): HayuHasi knaccudmkal s opraHnaMoB, Heo6xoauMas A onucaHus
MCTOYHMKA UCXO4HOTO MaTepuana cy6CTaHumii, BbIAENSEMbIX X GUOOTMUYECKUX CPes.

NMpumevyaHune — AN Bcex NONNANCNEPCHbIX CYGCTaHUWA, BbIAENAEMbIX U3 GUONOTNYECKUX Cped, AO/KHA
6bITb YKa3aHa TakCOHOMMUYecKasi MHOpMaLMs Ha YPOBHE BUAA, €CIM Takas MHOpMaLMs A0CTYNHA U UCXOAHbI MaTepu-
an npov3BefieH 13 OHOro BUAA OPraHM3MoB. [Ina naeHTUdUKauum opraHn3Ma-ucToyHnka Heo6xoanMo ykasaTb TakCOHO-
MUYECKOE CeMEICTBO, Pof U BUJ. @ TAKKEe aBTopa TaKkCoHa. Mo BO3MOXHOCTU AO/MKHbI BbiTh YKa3aHbl Takke LapcTBo, TUM.
Knacc v nopsiAok. MpomMexyTouHas MHdhopMaLms (Hanpumep, NOABUE, BapyUaHT, WTamMM) yKasblBalTCs, €C/IM COOTBETCTBY-
foLme hopMbl NPOSIBAAIOT 3aMETHbIE PA3/IMUNS UK B COCTABE BELLECTBA, MU B (DYHKLMUN.

2.2 CokpalieHus

2.2.1 ACS — AmepukaHckoe xmmunyeckoe obuiectso (American Chemical Society)

2.2.2 Homep ASK — WpeHTudmkatop apmaueBTMYeckoin cybcTtaHuum B epmMauckoM kaTasnore
Arzneistoffkatalog

2.2.3 BAN — BpuTtaHckoe 3apeructpupoBaHHoe HanmeHoBaHue (British Approved Name)

2.2.4 DCF — ®dpaHuy3ckoe 3apeructpupoBaHHoe HauMmeHoBaHue (Denominations Communes Fran-
cises)

2.2.5 EP — EBponeiickas papmakonesi (European Pharmacopeia)

2.2.6 INClI — MexpayHapoaHas HOMeHKnatypa kocmeTuuyeckux mHrpeauneHToB (International Nomen-
clature of Cosmetic Ingredients)

2.2.7 INN — Me3gyHapofHoe HenaTeHToBaHHOe HauMmeHoBaHne, MHH (International Non-proprietary
Name). N3BecTHbI Takke a66pesunaTypbl INN — pekomeHA0BaHHOE MeXAyHapoHOe HenaTeHTOBaHHOE Hau-
MeHoBaHue (recommended International Non-proprietary Name) n pINN — npef/ioxeHHOe MexayHapoaHoe
HenaTeHTOBaHHOe HanmeHoBaHue (proposed International Non-proprietary Name)

2.2.8 JAN — fAnoHckoe 3aperucTpupoBaHHoe HaumeHoBaHue (Japanese Approved Name)

2.2.9 JP — fAnoHckas dpapmakones (Japanese Pharmacopoeia)

2.2.10 UCUM — YHuduumnposaHHble kogpl eanHuny nsmeperus (Unified Code for Units of Measure)

2.2.11 USAN — HaumeHoBaHue, 3apeructpupobaHHoe B CLUA (United States Adopted Name)

2.2.12 USP — dapmakones CLUA (United States Pharmacopeia)

3 TpeboBaHus

3.1 O6wwme NonoxeHUs

CTpyKTypupoBaHue onucaHus cy6cTaHLunii MKOHTPONPYEMbIX CyOCTaHL MM AO/MKHO ObITb COr/1acoBaHOC
3/1IEMEHTaMN JaHHbIX U OTHOLLEHMAMU, NPEACTAB/IEHHbIMU Ha AnarpamMmmax, NpMBEAEHHbIX B HACTOSLLEM pas-
fene. lanbHelwee yToYHEHNE 3TUX 3N1IEMEHTOB 1 OTHOLLEHWI MOXET 6bITb MPOBeeHO B PYKOBOACTBE Mo pea-
nusauuun ctaHgapTa.
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3.2 ToHaTusa, Tpebyemble ANA YHUKANbHOW nageHTUdKaLmm n onucaHnsa cybctaHuyni

K Cy6CTaHLI,VIFIM OTHOCATCA NPOCTble, CMeLlaHHble N KOHTPO/IMpyeMble Cy6CTaHLWIVI.

MpumeyaHune — MCNonb3yemblil HUXE TEPMUH «Cy6CTaHLMSA» 06bIYHO O3HAYAET MPOCTYH WU CMELIAaHHYH
cy6cTaHymMio. TepMUH «KOHTPOMpyemas cy6CcTaHums» 06bIUHO OTHOCUTCS K Cy6CTaHLMK, A1s KOTOPOIi NpeAocTaBieHo 60-
Nnee feTanbHoe onucaHue, BKIYawLliee B cebs MH(opMaLmMo 0 NPoM3BOACTBE, cneuudmkaunsax, pusndeckoit hopme un
MHOTOKOMMOHEHTHbIX MaTepuanax, ABMAWUXCS KOMNOHeHTaMn POPMY/ibl IEKAPCTBEHHOTO CPEACTBa.

B HacTosweM cTaHAapTe falTca onpegeneHuns NoHATUNR, He06XO0ANMBIX 415 YHUKaNbHON naeHTudmka-
uun chapmMaLeBTUYeCKMX CybCcTaHLmMil HA MeXayHapoAHOM YPOBHe, Korja oHa Heobxoanma.

Takas naeHTudunkauns omxkHa bbiTb OCHOBaHa Ha cnefyoLmnx npuHumunax:

a) onpepgeneHune cy6cTaHLUM [0MKHO GbiTb OCHOBAHO Ha TOM, KakvM BELLECTBOM OHM IBAAIOTCSA, a He Ha
cnoco6e NpMMeHeHns Ui NPou3BOACTBA;

b) ANA naeHTudmrKayumn cybcTaHLmMmn 4oKHbI MCMOMb30BaTbCA HEM3MEHHbIE CBONCTBA, He 3aBucALLe
0T hr3nYEeCKO hOopMbI, KaUecTBa UK CTENEHN YNCTOTI;

c) cybcTaHuMaMmn MOryT 6bITb NPOCTbIE MOIEKYNSAPHbIE COEAUHEHUS, BblAENEeHHbIE NN CUHTE3MPOBaH-
Hble COBMECTHO:

d) BO M36exaHWe HEOAHO3HAYHOCTU M AN YNPOLEHUS peann3auymn cMmelladHas cybcTaHumna Ao/mKHa
onpeaensTbCa Kak KOMOMHALMA NPOCTbIX CybCTaHLWiA;

e) B KayecTBe cybCTaHUW He A0/MKHbI paccMaTpMBaTbCA Pa3HOPOAHbIe BELLECTBa, COefUHEHHble
BMecCTe A5 NOoNyYeHNs NekapCTBEHHOroO CPeACcTBa UM MHOTOKOMMNOHEHTHOro Matepuana.

Mpumep — CUMETUKOH He JO/IKEH 6bIThb npuyncneH K CyﬁcTaHLl'I/IFIM, NMOCKO/TbKY OHO COCTOMNT U3 Anme-
TUWKOHa U ABYOKUCU KPpEMHNA, UMEeLWNX pasHoe NPpoONCXoxaeHmne n 06bIYHO He BblAensaemMmblX COBMECTHO.

CnoxHble BeLlecTBa, BblAensieMble U3 6U00rMYeckux cpes, 1 CMecu, KoTopble He MoryT 6biTh onpege-
JIEHbI U NPeACTaB/IeHbl Kak OrpaHNYEHHOEe YMCI0 XMMUYECKUX CTPYKTYP, ONpeaensitoTCsA Ha OCHOBE TaKCOHO-
MWW UCTOYHMKA, IMG0 Ha OCHOBE YacTu 1 ppakLmn. BewocTBa, MMeLL e HeonpeaeneHHY0 KOMMNO3WLVOHHYO
CTEXMOMETPUIO 1 NOABEPratoLLMecs B3avMoAeCTBUI0 HEONPeAEeNIEHHOTO XapakTepa, He 0/KHbI paccMaTpu-
BaTbCS Kak Cy6CTaHLmu.

MpumeuyaHue — BBUAY CIOKHOCTY ONpeAeneHnst CTENeHU, akTUBHOCTU N KOMNO3WLMOHHO| CTEXNOMETPUN He
KOBaJ/IEHTHbIX B3aMMOAENCTBUIA, NPU onpesenerHnn cybcTaHLnii Takue TUnbl B3aMMOAEWCTBUI HEe NPUHUMAIOTCS BO BHUMA-
Hue. EANHCTBEHHBLIMU UCK/TIOUYEHNSIMU CNYXAT NOHHbIE (COMM) U CONMbBaTHbIE (TMAPaTbl) B3aUMOAECTBUS NPOCTLIX XUMU-
YeCKUX COEAMHEHMI 1 XOPOLLIO ONpeAeneHHbIX NoNMmMepoB. BelyecTBa, cocTaBnsoLWMe KOTOPbIX B3aMMOAEKCTBYIOT € No-
NiMMepamu, KOMM/EKCHbIE Cpefbl WK LMKIOLEKCTPUHBI O6bIYHO HE paccMaTpuBaloTCs Kak cy6cTaHuun. MpocTble conu
NosIMMepoB, HanpuMep, NONIMCTUPEH CyNbGOHAT HATPUA, [O/MKHbI PACCMATPUBATLCA Kak NPOCTble cy6GCTaHLmMu.

Mprmep — HUKOTMHOBLIA Nonakpunekc paccMaTpuBaeTCs Kak fABe pasHblX Cy6CTaHUUW: HUKOTUH W
nonakpunekc. MHCynnH-n3ogaH 4e0BEYECKUii Takxe paccMaTpUBaeTCs Kak ABE pasHblX cy6CcTaHyuu: npoTa-
MUH U YenoBeyeckuit UHCYNNH. OfHAKO HUKO T WHOBbIW NOMNAKPUIEKC U UHCYNUH-U30daH YenoBeyeckuii MoryT
paccMaTpMBaTbCA Kak NMPOCTbie KOHTpPOAMpyeMble Cy6CcTaHuun. JIunocoManbHblii AOKCOPYBULWUH MOXeT
paccMaTpuBaTbCA Kak KOHT poivpyemas cy6cTaHumus, cofepxalias 4OKCOPYGULUH U KOMNOHEH T bl IMNOCOM.

Cy6CcTaHLmMmn MOryT 6bITb ONMCaHbl, UCNOSb3YS 0AMH UK 6oNee 3NEMEHTOB CNEeAYOLWMX FPYNM:

- XuMuyeckas cyocTaHums.

- 6enok.

- HykneuHoBas kucnoTa.

- nonumep.

- CTPYKTYPHO-pasHopoHas cy6CcTaHLums,

- CMEcCh.

Lns Bcex TMNoB cy6CTaHuuMiA 4OMKHA MMETbCS BO3MOXHOCTb yKa3aTb o(puuMaibHble HaMMeHOBaHuUs,
CUHOHVMbI, M30TOMHYIO M APYTYH0 CNPaBOYHY0 MH(OPMALMIO.



class Cy6ctaHumsa /

CMPA93YHAA_MHIOOPMAL*1A

note*
MbrkHas vHdapviaLyr n*

AHX cyiurcBw-'On ax
PO D QLOCTTHVHO>
‘oyarpavvy CTPrieoMHAA
MHOPIMYanacyBscTIn’u e
[pHHON

CMELWAHHAA_CYBCTAHLUMA

notes
Heckonbko ©@y6cTakuui.
«MOPU* COBMECTHO BHaHO3MbI
VM XIrA0TCA pe»yl, TOTOM
O/IHOTO 51 TOTO »:B Npouecca
CUNTEBA HOM* MOTYT BWTV

nﬁCTBBABMbl «K NpoCT»

XUMUYECKAA_CYBCTAHLMA

notes
CCectmumiinOsiBpakn. pee S
neuvuepou, «crropast osNT
oun. He 3€3HXBVIMOI7I

HAVMEHOBAHUE CYBCTAHLMN

notes
HaviMmeHoBaHUst WK K 0 X
MNpW'Ba(X1blecy bCTamuy nim
«OWUTErnpyemoii cy6eTaHLms Ha
paHUN U M « Tepputopus*
H00oVCAaKLAN M apaxba
npeaMeTHbI* 06aaenk
Cwn aHarpamm. HAHVBOBAt-t'E
e/leHHOM [JOKyMEHT*

V&S

CYBCTAH1MA

¢ 1u.CUBCTAHUN

MPOCTAA_CYBCTAHLMA

HXW

Cy6CT3uLXs, icrcpw
MOXeT 6bITb OnvcaHa ¢
nomMoun**) npoctoro
CTPYKTYpHOro
npeanenmMua wm
0/110T0 UCXOAHOTO
maTepuana

FOCT PNCO 11238—2014

KOA.CYBCTAHUMN

notes

..« Cu gmarpamm/ KOJ o

HacTosiglo orpoTa

CTPYKTYPA
notes

pa3xuKxce vuv TcKcTaece
onucaHune CBOWCTB MOsIeKy bl
[ XMUMH ecnn* cy6eTaHLmiA
A3N1KNabM*b onucaHa nccu-as
CTpyKTypa

Ana nonnHepos 6enko* n
HyirrvHOItK uncnaT Ao/mkHbI
;6bITb OnKMcaHbl CTPYKTYpbI
COCT/OMUCUUK €ANHNL,

BENOK

notes
Opna efanuua i< <om6*ny*.u-
C>«beAaHuL, onpeaensieMa*

MOTEKY/ION, COrBH0 WU [AaHeiHol
0OrbLIBroM CTPYKTYPHO-PA3HOPOAHAA_CYBCTAHUNA TIOC/IeA0BATENLHOCTLIO
notes aMUUCSICTIOT
OJIXMbIB CMECU, KOTOPbIE He MOTYT GbiTb
COCT3€e/IPIOLLTC
ProL HYKNEVNHOBAA.KNC/IOTA
MNOJIMMEP
noem MO»»
Cy6 + Cy6CcTaHumm, KoTopble B
I_g’ﬁi"':ﬂ%m;{gfsiﬂ” Te H:-I)blx «MaeMOM N3eprTri/sioT CoBOM
P! pyKTyD AHK nga FM-: nga cvellaHHble
efjaHuL, TeTeponenmseno MYIITIMOBLIZ .
cBoeli npupoae n M8 i
SABMAOLLMECS LA
YBIT»0Ma<ecH 6a/ikom siaa o
o M [laroHTKNBOTNAAMN. Maa
HYKNeHVoBelA KC/oTol COparMEHTEMM reHoB
PucyHok! — BblcOkoypOoBHEBasi UHOPMaALMOHHAs MOAe b Cy6CcTaHLum

3.3 MoHATKSA, TpebyeMble A5 ONNCAHNS KOHTPOIMPYEMbIX Cy6CTaHL i

WHopmaums o KOHTpoNupyembix CybCcTaHLMAX 0/KHA BKNOYaTbL B ce65 JONONHUTENBbHYI0 MHopMa-
Linto 0 cy6CTaHLMAX U MHOTOKOMMNOHEHTHbIX BelecTBax. MNpu onncaHny KOHTPOAnpyemoii Cyb6CcTaHLnm AOMKHbI
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6bITb yka3aHbl 60/1ee geTasibHble XapakTepucTUKN NPOCTON CyO6CTaHLMM UM KOMMNO3UL MK BELLecTBa, cCoaep-
Xallero HecKobKo cy6CTaHLuiA UM HeCKONbKO dhn3nyecknx hopm.

[nsa ynpouweHnsa peanmsanumn aneMeHTbl, He06Xo4UMble A5 ONUCAHNA KOHTPONNPYEMbIX Cy6CTaHLuiA,
[OJDKHBI ObITh MOAPa3fAeeHbl Ha YeTbIpe rpynnbl.

3TV rpynnbl onpegeneHsbl cnegyoLwm o6pasom:

- Ipynna 1: coctaBnsiowme (BkIoYas KOMMNOHEHThI BELLECTBA, COAepXallero HeckobKo CybcTaHLmii,
MapKepbl ¥ pacTBOPUTENN, NCNOJb3yeMble A1 U3rOTOB/IEHNSA PaCTUTENbHbIX MW anfepreHHbIX 3KCTPaKToB),
dmanyeckan hopma cybcTaHLmu, a Takke Niobdble CBONCTBA, CyLLEeCTBEHHbIE /15 ONMCaHNA KOHTPOIMpyemol
cybcTaHLum (HanprmMep, pasmep /IMI0COMHbIX MPenapartos);

- Tpynna 2: orpaHn4yeHHble CBeAEHUs O NPOU3BOACTBE, POAMTENLCKOW Cy6CTaHLUM NN KOHTpoupye-
Mol cybcTaHumu rpynnbl 1, npousBoAuTe b, BbICOKOYpPOBHEBasA Knaccudukauus meTofa Npov3BOACTBA,
oblas xapakTepucTuka Npon3BOACTBEHHOrO npouecca (Hanpumep, CUHTE3, 3KCTPaKLMs, BOCCTAHOBMEHME),
TUN NPOVN3BOAUMOI CUCTEMbI (HaNpUMep, KNeToYHasn MHNUA, pacTUTeNIbHaA WA XUBOTHAsS TKaHb), NPOM3BOAN-
Mas cuctema (KOHKpeTHas KneToyHas NnHus);

- Tpynna 3: poguTenbckas cy6CTaHLUMA Uan KOHTPOIMpyeMas cyb6cTaHuumsa rpynnbl 1. ka4ecTBO Belyec-
TBa, a Takke NCTOYHUK, pernamMmeHTUpYIoLWni faHHoe KayecTBo (hapmakones, TeXHUYeckne yCnoBus);

- Tpynna 4: getanbHas vHgopmauus o0 NpovM3BOACTBEHHOM npouecce, cocTasnfAwlwye (npumecn n
0UMCTUTENN, He YKa3aHHble B MHopmaumu rpynnsl 1). cneuyundmkaumm.

OTHOLLEHMWSA MEXAY 3/1eMeHTaMy ONNCaHNS KOHTPOSIMPYEMbIX CyOCTaHLMiA NoKa3aHbl Ha PUCYHKe 2.

T QU itTN Site, VIV

PucyHok 2 — BbICOKOYpOBHEBAs UH(OPMALMOHHAA MOAENb KOHTPOIMPYEMOI cy6CcTaHLum

3.4 HanmeHoBaHue cybCcTaHLuiA

[ns kaxaoi cy6CcTaHLMmM AOMKHO 6bITh YKa3aHO X0Ts Gbl 0HO HAMMEHOBaHWE U (PUPMEHHbIN KOA.

ECN1 HaMMeHoBaHue IBNAeTCA opuLManbHbIM, TO JO/MKEH 6bITb YKasaH yNo/IHOMOYEHHbI opraH, npu-
CBOVBLUMI HAUMEHOBAHWE, A3bIK ¥ TEPPUTOPUS IPUCAVKLNN, T4 3TO HAMMEHOBAaHWE UCMOSb3YeTCsl.

HacTosawuii cTaHAAPT A0MKEH GbITb HeliTpaibHbIM N0 OTHOLLEHWUIO K 11060 cucTemaTusauum unm ogou-
LManbHO HOMeHKaType.

MpumeuaHue— Mpegnonaraercs, 4T0 Kaxgas cy6cTaHuusi 6yAeT UMEeTb HaWMEHOBAHWE Ha aHrUNACKOM
A3blKe Y 3TOr0 HaMMeHOBaHuUS MoryT ObITb CUHOHUMBI. I'IepeBo,qbl AHINNCKUX HaMMEHOBaHWiA Ha apyrne A3bIKKn Takxe

MOryT 6bITb NPeAyCMOTPEHbI B HACTOALLEM CTaHAapTe. A3blkW U TEPPUTOPUN OPUCANKLUN AO/MKHBI BbITh YKka3aHbl B COOT-
BeTCTBUM cO cTaHgaptamu VNCO.
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WHdopmaumoHHas Mofenb knacca «HaumeHoBaHWe cyGCcTaHLmMm» nokasaHa Ha pucyHke 3.

cU It Hm«*HoBanuw cytxunuymm J

CMPABOYHbI. UCTOUYHUK
XAUMEWNOBAHWE.CYBCTANLUN

VA.CNPABOUHOIO UCTOYHMKA
P KNACC.CMPABCUHOIO.MCTOUNKA
TUN.HAYMEIOBAU-S O/ECTAHLAM +  06LEASCTYIM3CTb
H "31 - TWr_CNPABOUMOMN3_MCTOYLMIA
*  [OTUPOBAH*, CTPABOYHIMO.MCTOUKTKA

[oR 4
OPUILINANBHOE. HAVMEHOBAHE MNP THAS_06/ACTb.0®NLMABHOI0. HAVMEHOBAHIS!
¢ [A*A N3YE.«HWii C'ATYCA COUMA/BHOIO, HALMEHCBAHUS *  [TefIMETHASI, C6MAC-b COMUMAMKIIONHIUMEH3BA>**5)
« CTATYC.OBWAOAMOHOIO.HAVME O BAX 51 0

¢+ T*N.«MUWANbaarO_HApPMEHCBAY®

0 *
IOPUCAVKUMA. OPULINANBHOTO . HAUNMEHOBAHUA

*  OPUCaMKUNA_O*M 4 PANBHCKO _HA*»kCIrCBAHMUS

PucyHok 3 — WHopMaLumoHHas Mogesnb HanMeHoBaHWi cy6ecTaHLum

3.5 TpeboBaHWA KYHUKANbHbIM UaeHTUukaTopam

Kaxpaoli cy6cTaHuum U KOHTPONUpyemoli cy6cTaHumnm AoMKEH 6blTb NPUCBOEH eANHCTBEHHbIV YHUKab-
HbI MAEHTUMKATOP, NOCTOSIHHO C HEll CBSA3AHHBIN 1 He ABNAIOWMNIACS NOPSAKOBLIM HOMEPOM.

YHUKaNbHbIA NAEHTUGNKATOP AO/IKEH GbITb HE CMbIC/TOBbIM, C/TyYaiHbIM, UMETb (PUKCUPOBAHHYHO ANVHY
N BCTPOEHHbIE KOHTPOJIbHbIE LUIPbI.

YHUKanbHble MAEHTUUKATOPbI A0/IKHbI 6blTh 06LEeA0CTYNHBIMK 1M UCMO/Ib30BaTbCs 6e3 aBTOPCKMX
OTUYMCNIEHWIA.

YHuKanbHble WAEHTUMUKATOPLI A0MXKHbI 6GbiTb NMPUCBOEHbI 3apPerucTpMpoBaHHbIM W WUCCefyeMbIM
cy6CTaHLMSAM, HANOMIHUTENAM U 3arpsi3HEeHUsIM, cofibBaTaM, MOHaM, pparMeHTaM W COCTaBASOWMM 3ne-
MeHTaM.

MpumeyaHune — Pa3paboTaHo 60/bLIOE YNCIO XUMUYECKMX N BUONOrMYECKMX HOMEHKNATYP, OMUChIBAOLLMNX
hapmakonornyeckoe fenctsme nekapcts. PyHKLMOHA/IbHbIE CUCTEMbI UMEHOBaHUSA, Hanpumep. MHH nan USAN. nmetoT
3HAUMTe/IbHY0 LEHHOCTb A/19 ONUCaHWsA Kak MOMEeKYNAPHON CTPYKTYpbl, Tak U 6uonornyeckoro fencremna cyberaHumnm
OfHaKo NPUCBOEHME YHUKasbHbIX UAEHTU(UKATOPOB HA OCHOBE WCMO/Ib30BaHNA TakMxX CUCTEM Knaccudukauum MoxeT
npMBeCcTU K yBennyeHunto TpeboBaHunii kK NX CONPOBOX/AEHWIO, NOCKOMbKY MPUMeHeHne cuctem knaccudukaumm Hepeako
TpebyeT LIMPOKOW 3KCNepTH3bl 1 pa3paboTKM KOHTPOIMPYEMbIX crioBapeii. K Tomy xe nepeBog, Nto6oli ceMaHTUYecKoi cuc-
TeMbl Ha ApYroii A3bix BCerga npeActassieT 3HaunTeNbHyo Nnpobnemy.

Korga cy6CcTaHuusa onucaHa v el npucBOeH yHUKabHbIi UAEHTUMKATOP, BAXHO 06ecneymnTb ero nocTo-
SIHHYI0 CBA3b C JaHHO cy6cTaHymel. Cy6cTaHLus 0/MKHA UMETb TO/TbKO OfUH YHUKabHbIA UAEHTUMKATOP.
OTclofa BbiTEKAET HEOGXOAMMOCTb PaspaboTky feTasbHbIX NPaBW ONMCaHWs Cy6CTaHLUiA, KOTOPbIE [OIKHbI
6bITb NPEACTaBeHbI B PYKOBOACTBE N0 peanusalnmy cTaHaapTa.

NMpumeyaHune — OCHOBHOW LeNbl0 YHUKabHOTO MAeHTU(mkaTopa ABNSETCA ero UCnosib3oBaHue Npu anek-
TPOHHOW 06paboTke AaHHbIX. MpUMeHeHne naeHTUdrKkaTopa (HUKCUPOBAHHON ANIMHLI C BCTPOEHHbIMU KOHTPOJIbHbIMU
undpammu ob6nerunt ero 06paboTKy 1 NOMOXeT AeHTUNLMpoBaTh OWNGKN BBOAA, KOTOPbIE MOTYT BO3HUKATbL & cucteMax
06paboTKM faHHbIX.

NHhopmMauoHHas Mofesib, OnucbiBatlollas OTHOLWIEHWUS MeXAy HauMeHOBAaHUSIMU, YHUKa/IbHbIMU
naeHTudmkaTopamu, nHdopmalmeii o cy6CTaHLMM 1 KOHTPOIMPYEMOiA CyGCTaHLMM NoKa3aHa Ha pucyHke 4.
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class BbICOKOYPOBHEBOE OMUCaHWE KOHTPOSIMPYEMOV Cy6CTaHLUM 7

YHUKANBHbBIA UACHTUGUKATOP

noma
N YHAKGBHbb
naeHTUUKaTOP cybCTaHLmMM Un
KbnTpoTpyBMOA cy6CTaHummn

YHUKA/IbHbIA WAEHTU®UKATOP

noT
EAVHCTBEHHBI YHUKa/TbHBI»
naeHTUdMKaTOp cybcTaHumm nm
«OWUTCOrMpYCTNO cy6CcTaHumMmn

KOHTPOJIMPYEM ASi_CYBCTAHLM

XAn
— TYanutuo, Hcnorkjycwoe gm 60100
1 AaTii-bHOro ONUCAHNA XapakKTepucTuk

Ly W BYUEET».KOTOpb R

cofiepXat HOer.0sKo Cy6CTaHLMiA

CYBCTAHUNA
nofcj

— T[pocTas cy6cTaHumsa Uk

-

CMaLLOHHAasA Cy6CTaHLms. *BTOpast
onucaHa kak npoctasi KOMGMHaLWit
nNpocTbIX cy6CTaHLuiA

HAUMEHOBAHUE

notes
HanmeHoBaHuanrm rogbl NPUCBOEHHOK
cy6CTaHumMmn nnm Kon TponpyemMom
cy6cTaHUmMM Ha paxblk na>kax un
TeppUTOPUSA» IOPUCANKLIAN 1 B PasHA»
MPO**BTHbLIX 06/1a8T*»

HAVMEHOBAHVE

notes
H * IM«HOBBHUAMIMM Kogbl MPUCBOEHHbIE
Cy6CTaHUMM UM KOKTPO/IapyCcMoii
Cy6CTaHUMK Ha paHbl» A3bKax 1
TEPPUTOPUSI» IOPUCAUKLNN 11 B PasHAM
npeAMeTHbLIX 06TeTam

PucyHok 4 — WHdopMauroHHasa Mogesib 0nucaHus cy6cTaHLmmu, KOHTPOANpPYeMoii cy6cTaHLmm,
HauMeHoBaHUii 1 nAEHTUKaTOPOB

3.6 Tunbl cyb6cTaHuui
3.6.1 O6uime nonoxeHus

Ecnu cy6CTaHLMI0 MOXHO ONMCaTh U Kak MPOCTYH0 CYy6CTaHLMI0, 1 Kak CMeLIaHHy Cy6CcTaHLmio, TO oHa
[0/KHa GbITb OMMcaHa kak npocTasi cy6cTaHums.

Mpun meHaMm ne— Pauemuyeckme cybecTaHLmum GyLyT OTHECEHbI K TPOCTLIM Cy6CTaHLUAM, NOCKOIbKY OHU MOTYT
6bITb OMUCAHBI C MOMOLLbLI0 MPOCTOMO CTPYKTYPHOTO NPEACTAB/IEHNS U OT/INHAIOTCS OT XMPasTbHbIX CyBCTaHLWiA.

3.6.2 Habopbl 3nemMeHTOB, 06 Me A1 pas3HbiX TUNOB cybCcTaHumii

3.6.2.1 Crpykrtypa

OnuncaHne CTPYKTYpbl AO/HKHO COAEPXATb AOCTATOYHbIA 06BbeM rpaddMyeckoil u TeKCTOBOIN nHopma-
LyK, yKa3blBaloLL el aToMbl, X CBA3M, a TakKe KOMMNO3MLMOHHOE OTHOLLEHWE COCTaBAAIOLWMNX YacTel.

CTpyKTYpHble NpeAcTaBNeHNs AO/MKHbI ONUCHIBATbL NOJTHYIO MOIEKY/IAPHYIO CTPYKTYPY C yKa3aHneMm Bcex
N3BECTHbIX CTEPEOXNMUYECKNX XapaKTePUCTVK. [115 onucaHna MoNekynspHbIX )parMeHTOB 1 COCTaBASAOLLMNX
yacTeli Takke f0/MKHbI NCNOb30BaTLCA CTPYKTYPHbIE NPefCcTaBeHNs.

3.6.2.2 V3oton

PagnoHyknuabl W gpyrue Hykaugbl, He NPUCYTCTBYOLWME B NPUMpOAe B A0OCTAaTOYHOM KOMMYecTse,
[OJKHBI ObITb ONMUCaHbI Kak U30ToMbl. OnucaHne AO/HKHO COAepXaTb XapakTepUCTUKKU, UCNOSb3YIOLME KOH-
TPO/IMPYEMYIO TEPMUHOIOTWIO, B3ATYHO U3 MEXAYHAPOAHO NPU3HaBaeMbIX CPaBOYHbIX UCTOUHUKOB.

MpucyTCTBUE U30TOMNOB A,0/HKHO BbITh TAKXKE YKa3aHO B CTPYKTYPHOM NpeAcTaBieHuN.

PagudapmMaleBTuyeckmne npenaparbl AOMKHbI UAEHTUHULUPOBATLCS MO TUMY OCHOBHOI Cy6CcTaHLUmMu, a
He Mo TUMy oGoraLleHus.

MpumeyaHue — [Ns KAKLOMO HYKNUAA SO/MKHbI BbITh YKa3aHbl Nepuog nosypacnaga, Tun U aHeprus nanyde-
HUS. POANTENLCKNE U AOYEPHUE HYKTNADI.

Mpumep: n6puTyMoMab TuykceTaH [MTTpuii-90] fo/mkeH BbITb onNucaH kak 6enkoas cybcTaHums. TUpokK-
CUWH C 1i040M-131 gomkeH 6bITb ONMcaH Kak XuMmmuyeckas cybctaHums.
WNHbopmaLmoHHas Mogenb onucaHusa CTPYKTYpbl U M30TONa nokasaHa Ha pucyHke 5.
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class Ctpyktypa /'

CTPYKTYPA
*  MONEKYNAPUAA.GOPMY/A n3oTon
*  ONTUYECKAA_AKTUBHOCTb >n,

¢ UAEHTUGUKATOP.HYKINLA
0 * ¢ HAVUMEHOBAHWE.HYKNWOA
¢ TUO.3AMELLEHMWA

*  NPUNOXEHWE_K_CTPYKTYPHOMY_NPEACTABEHNK>
» CTEPEOXMWA

+ CTPYKTYPHOE_NPEACTAB/1EHVE

+ TUN_CTPYKTYPHOIO_MNPEACTAB/IEHNA

PucyHok 5 — VIHdhopMaLvoHHas MoAe b ONMcaHus CTPYKTYpbl U M3oTona

3.6.2.3 Mogaundukauns

HeobpaTumble U3MEeHeHNS NCXOAHON MONEKYNSPHON CTPYKTYPbI CY6CTaHLUM AOKHBI BbITb ONMUCaHbI Kak
mMoandmkaLuma npeglecTsylowero selwectsa. Mogudukauna cy6ctaHLmnm 06bIYHO NPUBOANT K HOBOW XUMMK-
yeckol cybcTaHumn.

NMpumeyaHue — Mogudukauum XUMUYECKUX CYGCTaHLUMI ecTeCTBEHHbIM 06pPa3oM OTpaxalTcs B CTPYKTYp-
HOM NpeacTaBieHum.

HeobpaTnumble U3MEHEHNS NCXOAHON CTPYKTYPbl NOSIMMEPOB, 6€/1KOB, HYK/TEMHOBBIX KUC/IOT U CTPYKTYpP-
HO-Pa3HOPOAHOr0 BeLLEeCTBa AO/KHbI ObiTb OnMcCaHbl, UCNONb3ySA 37eMeHTbl knacca 'MOAVNDOUKALNA".
Ecnun nponcxoant MoamndhrKaumnsi OKOHYaTesIbHOM CTPYKTYPbI, HO hakTUYecKoe NosI0KeHUe 3aMeLLeHNS Heun3-
BECTHO WM MEHSETCH, TO MoAMduKauny AOMKHbI 6biTb ONMCaHbl Kak Ao6aB/ieHne COCTaBHbIX YacTel uam
MOJIEKYNSAPHbIX )ParMeHTOB K UCXOAHOMY BeLLeCTBY.

Mpumep — Mogudnuupyiow e npoyeccsl, HanpuMep, TepmManbHas 06pa6oTka, JO/KHbI 6bITb yKa3aHbl
Kak Moagudukaynm. TepmanbHo arpermpoBaHHtblii anbbyMuH npegcTasnseT coboil cybcTaHyuio, 0T nnyaioLy-
I0Cs 0T anbByMuHa U anbbyMuHa, arpermpoBaHHOro C MOMOLLbI XUMUUYECKUX areHT 0B CLUUBOK.

Ecnu MoaundvKaLmsi OKOHYATENMLHOM CTPYKTYpbl HE MOXET GbITh ONpeeneHa, To LJO/HKHO 6bITb NpuBee-
HO MMHMMaJIbHOE OMnMcaHve npoLecca MoanduKaLmu.

. Mee>gwlim /
COCTABHAS. UACTb
/OEHTUN1M<ATOP CCCTABIOW.UYACTU
YMMEHCBA>-ME_COCTneHeii . n-AC?U
POJIb.COCT/IBUON.HACT
THO KOLWHECTBA
* ASNHCCKAA. MOMMONKALIAA WOEMDKY1KATCP MOMTEKYNIIPHOE) bPATMY- '/
- YAUMEHCBA>ME_MONEKNAOHCIC.O:>ATMEHTA
+ POJb * POb
* YUNC/NO.MAPAMETPOB TUT KOMMYECTBA "
MOAVIOUKALIISI. ATEHTOM
WNEH7U*MKATOP.MO /8 WIPNOLATO.ATEHTA
MOATUL<PYKX]EW.arenT
0 * MPCLEO3.MOANXMKALIAN
POrb
TUN.KONAbCTBA BEPXHLIM NPEAEN
TN MCO>«UKA1>M_Ar6110M " .
MAPAMETP . uKHOCo.:

7UN_KCrMYECTBN

PucyHOK 6 — WHopMaLMoHHas MoAe b ONucaHnst MoguduKaLnii
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3.6.2.4 CnpaBoyHas uHcopmaums

[na kaxaoro Tuna cyocTaHumMmn JOMXHbI OblTb COrNacoBaHHbIM CMNOCO60M yKa3aHbl AOMO/THUTE bHbIE
TUMNbl CNPaBOYHON MHhopmaumun. Takas nHdopmauma MOXeT BkIoYaTb B cebsa Knaccudumkaumio n uenesoe
HasHauyeHune aKTUBHbIX CyBCTaHLMIA.

HacTosawuii ctaHfapT He COAEPXUT yKasaHuii No knaccudukaumm hapmakosiorniyeckoro 4encTems nnm
onpegenieHnto npegnonaraemMoro LesieBoro HasHayeHusi CyocTaHunin N KOHTPOAnpyembix cybcTaHuuii. OH
No3BOJISAET YKa3blBaTb Takylo MHOpMaLuio, ecsiv oHa npejocTaBneHa unun AoctynHa. 3T1a nHopmaums He
[O/MKHA BAVATL HA reHeprpoBaHne HOBOTO YHUKa/IbHOTO naeHTudukaropa.

CnpaBoyHas UHopMaLusa Ao/MKHA ObITb YKkasaHa A1 BCEX TUMOB Cy6CTaHLMIA U AN KOHTPONNPYEMbIX
cybcTaHuuii rpynnbl 1.

MpumeyvaHune — NaeHTudurkaymsa reHos, OT KOTOPbIX NPOu3BeeHbl 6ekn, HopMaLms O Lensax n KoAbl, B3s-
Tble U3 CUCTEM KOAMPOBaHWSA, Takke NpeAcTaBnsaoT coboii cnpaBoyHyo MHGoOpMauuio. 8 HacToslWwem cTaHaapTe npeano-
XKeHa cornacoBaHHas CTpyKTypa, npefHasHayeHHas A5 ykasaHusa Takoil uHchopmaLum a npuassxe k cy6eTaHumm. OcobeH-
HO BaXHbl Takue cuctembl knaccudmkauymm, kak ATX BO3. NDF-RT AgmuHucTtpauuu no genam setepaHos CLUA. koTopble
Nno3BONAT KOAMPOBATL NHAOPMALMI0 0 cybcTaHumaX. VMIHhopmaumsa o Lensax BaxHa A/ MOHOK/TOHA/IbHbIX W MOJINK0-
HafIbHbIX @HTUTEN U MasbiXx MONEKY/, NpeAHa3HauYeHHbIX 415 CBA3bIBAHUA CNeUNMUYHbBIX MONEKYTAPHBIX MALLEHEN.

OTHOLUEHMWsI MexAay 3fieMeHTamy CNPaBoYHOl MHDOPMALIMK NoKa3aHbl Ha PUCYHKE 7.

ctM* Cnpaoo'k» «®opynunny

CMPABOYHASA VHBOPMAUMA UENb

* IVWE4AH/E o~

VNAPHTUOWMKATOP_Lrr90r<
HAJMEHCeAY* LENES
'm,

7>\WESAE80*T>.0PTAH«MA  «i
TfUIBM

FEH

WOEHTWUCWKAIOP.TEKA
HAVMOI BAXC.TEMA
MCCrEAOBATE/IbH3CTb MEHOB.MPOUCXOXAEHUE

SNIEMEHT TEHA

KAEH*{MKA-CP O/IEMEHTA MEHA
HAWUMEM» ABVE.QNEMEHTA .TEHA
TUN 3nFHFHTA_IEHA

CMPABOUYHbIN. UICTOYHUK

na CNPABOYHOIO UCTOYHUKA
KMACC_CJ/TIPIBOYH3IO_MCTOYYA

TH' CrPAaOYIOro MCTOYHN<A

) VCTOrAA

CB(Ob_C.CYBCTAUMNC i1

II7I_|EEHTMCKK TO» ECTAHLE'M
wvewca/ﬁ«c_&y%cmmo

CBfA3b
TUN_BIAUMCABICL BUS
TUT KOMMYECTBA

KOAWYECTOO

EEPXHW> TPEAEN
EAVUILA

H: 4y-Cc I'I_O3DE
iviwvK.iT Eatn
CPEJHEE

PucyHok 7 — MHopmMayMoHHas Mogefb CpaBoyHol MHdopMaLmum

3.6.2.5 WcxopgHblli matepran

[navncxogHoro mateprana fo/mkHa 6biTb ONMcaHa TakCOHOMUA naHaToMUYecKas nokanmnsauns, atakke
hpakuusa BelecTsa, KoTopas MOXeT OblTb NOTyYeHa A moandurunpoBaHa 419 Npou3BoAcTBa cybcTaHuum.
3TOT UHOPMALMOHHbIN K1ACC [,0/MKEH NCMONb30BATLCS A5 ONUCAHUS CTPYKTYPHO-PA3HOPOAHbIX U NOMMeEp-
HbIX Cy6CTaHLUW, BblgeNeHHbIX 3 610N0rMyecknx cpes,.
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Mpn H606X0,CI,VIMOCTVI, ncnosb3ys HOpMaTVIBHbIVI cnoBapb, AO/DKHO 6bITb ONMCAHO TAKCOHOMUYECKOE 1
aHaToOMn4eckoe nNponcxoxgeHune.
MH(bOpMaU,VIOHHaFI MoAesnib Ana Knacca VICXOD,HI:IVI MaTepuas nokasaHa B pUCyHKe 8.

class WcxopaHblit matepuan ~

+

+ + e+ + +t+ 4+t e e e+ + + + 4+

NCXOOHbIN.MATEPUVAN UYACTb
+ WIEHTU®UKATOP_OPrAHV3MA 0.*
+ K/TACC_NCXOAHOIO_MAT EPUANA . ﬂgg¢QM3ALWIﬂ_HACTI/I
+ HAWMEHOBAHME.OPTAHN3MA
+ COCTOAHUE_MCXOAHOIO_MATE
+ CTAONA.PASPABOTKU
+ TUN_MNCXOAHOTO_MATEPUANA, dPAKUMA
mHHM W AH 1 0.
¢+ TWUN_BELWECTBA
*  GPAKLNA
O.-
OPrAHW3M

BUA

roj_OCHOBHOIO_ABTOPA_BWIA

rofl_OCHOBHOIO_ABTOPA_BHYT PVBMAOBOIrO_rMEPUAA
roA_NEPBOOTKPLIBATENSA_BUAA
roA_NEPBOOTKPLIBATENS_BHMPUBMAOBOMNO_MEPUAA
WAEHTUOUKATOP_MATEPUHCKOIMO_OPTAHU3MA_BUAOBOIrO_MMEPUOA
WAEHTV® KATOP_OTLIOBCKOIrO_OPIrAHM3MA_BNAOBOIrO_rMBEPUAA
KNACC

OMUCAHUE_BHYTPUBWAOBOIO_MBEPULIA
OCHOBHOW,ABTOP_BUJA
OCHOBHOW,ABTOP_BHYTPUBWAOBOIO_rMBEPUAA

NMEPBOOTKPbI BATE/Nb_BUOA
MEPBOOTKPbLIBATE/Ib_BHYTPUBUAOBOrO_rMEPUIA

MOPAAOK

PO[,

CEMEWCTBO

™n

TUM_BHYTPUBUAOBOIO_rMEPUIA

TUN_TUBPUIA

LAPCTBO

PucyHok 8 — ViHhopMaLMoHHas Mofesib UCXO4HOro maTepuana

3.6.2.6 TakcoHOMUSA

TakcoHoMMuyeckaa MHdopmaumsa Ao/HKHA ObiTh ykazaHa AN NOMMMEpPOB U CTPYKTYPHO-Pa3HOPOAHbIX
BeLLeCTB, a Takxe A/19 CMellaHHbIX Cy6CTaHUMiA, BblAE/IEHHbIX N3 OMONOrMYeCcKNX cpes.

HacTosAwuii cTaHaapT He COAEPXUT pekoMeHaauuii No reHepaun anm Keaanukaumm TakCoHoMuyec-
Kol nHdopmaumn. CornacoBaHHas TakCOHOMUYecKast MHpopMaL s fo/MKHa OblTh B3ATa U3 OrpaHUYEeHHOro
yncna aBTOPUTETHBIX UCTOYHMKOB.

3.6.3 Xumuueckue cybctaHumm

OnncaHne XuMmnyecknx cybctaHumii 4OMKHO BKIOYATL B ce65 npefcTaBneHre MOIeKyIAPHOL CTPYKTY-
pbl. a TaKke, Npy He06X04MMOCTH, CTEPEOXUMUYECKUE 1 peNeBaHTHbIE (hN3NYECKNE XapaKTepUCTUKN.

Lns kax[on XMMnyeckon cybcTaHLmum AO/MKHO GbiTh Yka3aHO NPOCTOe CTPYKTYPHOe npefcTaBeHne.

Ecnn n3secTHa cTepeoxumusi, To oHa [O/KHa ObiTb NOMIHOCTLIO YKasaHa. Ecnv oHa He u3BecTHa, To
[OJDKHBI 6bITb TOYHO MAEHTUDULMPOBAHBI NONOXEHUS, /11 KOTOPbIX CTEPEOXUMUS HEU3BECTHA.
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padhnyeckoe npeacrTaBneHne CTPYKTypbl A0/HKHO ObiTh 4ONOSIHEHO TEKCTOBbIM OMMCAHMEM aTOMOB U
MeXaTOMHbIX CBSA3ei B MONEKYNAPHOW CTPYKTYype.

[omxHbl 6bITb YKasaHbl (DMKCMPOBAaHHbIE 1 NMEPEMEHHbIE CTEXVOMETPUYECKNE OTHOLLIEHNSI COCTaBHbIX
yacTei cybcTaHuuu. 415 cyb6CcTaHUniiz, COCTaBHbIE YaCTU KOTOPbIX UMEIOT MePEMEHHY0 KOMMO3ULNOHHYIO CTe-
XNOMETPUID. fIO/MKEH ObITb YKa3aH Anana3oH KOMNo3uLmm.

Heun3BecTHas KOMMNO3WLMOHHASA CTEXMOMETPUS AaHHO COCTAaBHOW YacTu WK yacTeld, ecnu TakoBas
UMeeT MecTo, Takxe Ao/HKHA 6bITb ykasaHa. KOMNo3numMoHHas CTEXMOMETPUS [0/1KHA OblTb YKa3aHa Kak MOX-
HO MoJIHee, ONYCKaEeTCS TakKe HEN3BECTHAA WU NepeMeHHast KOMNO3MLUOHHAsA CTEXNOMETPHS.

dur3nyeckme CBOMNCTBA [O/IKHbI ObITb YKa3aHbl TO/IbKO 418 MPOCTbIX Cy6CTaHL Wi, UMEIOLWMX MEPEMEHHY0
UM HEM3BECTHYH CTEXMOMETPUIO, EC/IN C UX NOMOLLbI0 MOXHO OTINYUTL AiBE Cy6CTaHL MM APYT OT Apyra.

B cTpyKTypHOM NpeacTaBAeHUN f0/MKHbI ObITb ONMMCaHbl N30TOMbI. 10 BO3MOXHOCTM A0/KHO ObITh YKa3a-
HO NOMIOXEHWNE NN NONOXeHUA 3amelleHns. CybcTaHLMmM AOMKHBI UMETb ONUCaHNe, He 3aBUCsLLee OT CTENEHN
M30TOMHOro 060ralleHns 4aHHbIM PafMoN30TOMNOM.

Mopo6HO XMMUYeckum cybcTaHumam, 6enkosble cyocTaHuum {nogpasgen 3.6.4) n HyKNeMHOBbIX KNCNOT
(noppasaen 3.6.5) AOMKHBI ObITb ONUCaHbI KakK OTA e bHble onpeAeneHHble MOMeKynsipHble coeguHeHns. Muk-
poreTeporeHHOCTb He f0/KHa ObITb ONucaHa BCAeACTBUE NpucyLeit el BapuabensHocTu. Linknnyeckue nen-
TUAbl U Te, YTO B OCHOBHOM MpPOU3BEAEHbl U3 HE MPOTEMHOTEHHbIX aMWHOKUCAOT, @ Takke CYLleCTBEHHO
MOANPULMPOBAaHHbIE OJIMTOHYKNEOTUAbI [LO/KHbI ObITh OMUCAaHbI Kak XUMUYeckne cybcTaHumm.

WHdopmaLumoHHas moAe b onncaHnsa XMM1UYeckon cybcTaHLmm nokasaHa Ha pucyHke 9.

class Xumunueckasa cy6etaHuymm /

XUMUYECKASA.CYBCTAHLNSA CNIPABO YHbI 1. UICTOUYHUK
*  MPUMEYAHUNE 0.* ¢ WA.CMPABOYHOIO.UCTO4 HUKA
T CTEXVOMETPUYECKASA ¢ K/ACC.CMPABOYHOIO.MCTOYHUKA
¢+ OBWELOCTYMNHOCTb
¢ TUN.CMPABOYHOIO.MCTOUYHUKA
« UWTUPOBAHWE.CMIPABOYHOIO.UCTOYHNKA
1
HE.CTEXVOMETPUUYECKAS
¢ YUCNO.COCTABHbIX.YACTEN
0.* 2.

CBOWCTBO COCTABHAA.UYACTb
VAEHTU®UKATOP_CYBCTAHLNMN WLEHTU®UKATOP.COCT ABHOW.YACTK
HAWMEHO8AHWE_C80MNCT8A HAVWME HOBAHUWE.COCTABHOWN.YACTN
HAUME HOBAHWE.CYBCTAHLNY PO/Ib.COCTABHOW.YACTU
TUM.KONUYECTBA TUM KONNYECTBA
TUMN CBOWNCTBA

KONNYECTBO

BEPXHWA.MPEAEN
EAVHWLA
HE.YNCNOBOE.3HAYE
HVDKHUI.MPELEN
CPEAHEE

PucyHok 9 — NHopMaLmoHHas MoAe b ONucaHus XMMUYecKoi cy6eTaHuymm
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3.6.4 bBbenkoBble cybcTaHumm
Bce cybecTaHuun, cogepxaline onpefeneHHyto nocnefosaTesibHOCTb L-anbda-aMMHOKUCOT. coem-
HEHHbIX NeNTUAHBIMU CBA3AMM, [O/MKHbI 6bITb ONMCaHbI, UCMONb3YSA 3/1IEMEHTbI ONMcaHnsa 6eKoB.

NMpumeuyaHue — Cmecu GefiKOB, HANPUMEP, UMMYHOTI06Y/IUHbI, UMetoLLMe 60/bLLIOe YNAC/O OTAeNbHbIX 6ef-
KOB C pa3HbIMy MOC/IEA0BATE/IbHOCTAMMU, JO/DKHBI BbITh OMUCAHbI KAk CTPYKTYPHO-Pa3HOPOAHbIE CYGCTaHLMN.

Benku, y KOTopbIX OTINYaOTCA NocnefosaTesibHOCTU, TUM TIMKO3UNMPOBanKS. ,D,Vlcyﬂbel/I,D,Hble cBA3N
NN NONOXEHNA MMUKO3NInposanna. 4O0/HKHbI 6bITb ONMCaHbl Kak pasHbie Cy6CTaHLI|I/IVI.

Mpumep — MHTepdepoH anba-2a u UHTepdepoH anbga-2b. y KOTOPbIX NOCAe[0BaATENbHOCTYU OT /IN-
4al T CA OAHUM OCTaTKOM, 4O/MKHbI 6bITh ONUCAHbI, KAK 0T 4e/lbHble Cy6CT aHumu.

Benkun L0MXHbI COCTOSATb U3 OLHOW WU HECKOMbKUX 6E/KOBbIX CyObeANHUL,.

Bce He rnnko3nnnmpoBaHHble 6eKkn fOMKHbI 6bITh ONcCaHbl HE3aBUCUMMO OT METOAa CUHTE3a, KNeTOUYHO
NIVHUM N BUONOTNYECKON Cpefbl OpraHnu3mMa, U3 KOTopbiX 6e/10K 6bl/1 NPOu3BeAEeH UMY BbigeNeH.

Benkun foMxHbI B6bITb ONUcaHbl 6e3 yyeTa MUKPOreTepOoreHHOCTU.

Tun rAMKO3UIMpoBanumnA AO/MKEH OTpaxaTb CYLeCTBEHHbIE pa3/iunsa B INTIMKO3WIMPOBaHUN U onpege-
NATbLCSA B 3aBMCMMOCTM OT BUAA KNETKN MW TKaHW, U3 KOTOPOW 6e0K 6bin BblLeNeH.

[ns onucaHna Tna raMKko3naMpoBavumns Ao/HKEH UCMONb30BaTbCA OrPaHNYeHHbI Habop HOPMaTUBHBIX
TEPMUHOB.

Benkn gomkHbI 6bITb ONMUCaHbl Kak KOHeYHasa aKcnpeccupyoLwasca nocnefoBaTebHOCTb, NPeKypcopb!
6e/IKOB C CUTHAIbHBIMU NENTUAAMY U APYTie NPeKypcopbl 6e/1KOB He AO/IKHbI OMUCLIBATHLCS.

Benku, koTopble HeobpaTVMO MOAN(ULMPOBAHbI C MOMOLLbI XMMUYECKOT0 Un hm3nyeckoro npouecca,
[O/MKHbI 6bITb ONKCaHbI Kak pasHble 6enku.

B onncaHusix MoanununpoBaHHbIX 6€1KOB AO/MKHbI ObiTh YKa3aHbl CTPYKTYPHble U3MEHEHWs, Npou3o-
WweAwne B pesynbtare MOAUMMKaLMKN, eCv KOHEYHan CTPYKTypa N3BECTHa.

B onucaHuax moamdmkauuii 4OMKHbI 6biTh YKasaHbl UM COCTaBASIOWME YacTW, WU MOJEKYNAPHbIe
dparmeHTbl, NpUcoeanHAeMble K CTPYKType 6enka. Ecnm xe moandmkaLma KOHeYHOW CTPYKTYPbl He NPOUCXO0-
[OWT, TO BMECTO 3TOrO0 1I0/1KEH ObITb OMMCaH nNpoLecc MoandmKaLum.

MonekynsipHble chparMeHTbl AO/MKHbI UMETb PYHKLMOHA/bHYIO PO/b, KOTOpas A0/HKHA ObITb yka3aHa C
NMOMOLLbI HOPMATUBHON TEPMUHOOTUN.

Lns cneundnyHbIX MoANMUKALIMA LO/MKHBI ObITb ONUCaHbI NONOXEHNE N MOANMULMPOBAHHBIA OCTATOK.

MocT-TpaHCNAUNOHHbIE MOAMMKaLMM A0KHBI 6bITb YKa3aHbl TOMIbKO B TEX ClyYasX, Korha OHu cyLecT-
BEHHbI A1 aKTUBHOCTU UM NPUCYTCTBYIOT B LOMUHMPYIOLLNX hopmax 6e/KoB.

B HekoTOpbIX CUTyauuax MoAndUKaL A He MOXeT 6bITb ON1caHa KOHEYHO CTPYKTYPOWA. B Takunx cnyvasnx
npouecc MmogudukaLnm LomkeH 6bITb ONMCaH MUHUMaIbHbIM 06pa3oM, ykasbiBas MOANMULMPYIOLLNIA areHT
nnm dhnsnyeckme ycnoBus, KOTopble Bbi3Ba/IM HEO6PATUMbIE U3MEHEHUS.

OunLleHHas KPOBb MU BeLLlecTBa TKaHOW, Ybs npegnonaraemas yHKUNOHaIbHOCTb OTHOCUTCA K 6eNKy
WKW K OrpaHnyeHHOMY uYncny 6efkoB C pasIMyHbIMU U3BECTHBIMU NOCAef0BaTe/IbHOCTAMU aMUHOKWUCOT,
[OMKHbI 6bITb ONMCaHbI Kak 6enok.

HekoBaneHTHble B3aumogeincTaus mMexgy 6enkamu uam nenTuAHbIMIU 3BEHbAMW He AO/KHbI ObITb yKa-
3aHbl. VicknioyeHne cocTaBnaoT GeKoBbIe 3BEHbS, TECHO acCoLMMPYEMbIE C XOPOLLIO onpeseneHHol Komno-
3ULNOHHOW CTEXVOMETPHUEA.

MoxeT 6bITb TakKe ykasaHa crnpaBoyHas MHhopMaLus, He BXOAsLLaa B COCTaB MAEeHTUULMPYIOLLE,
BK/lOYas:

- TMN 1 noaTun 6enka.

- nvrasg, NoAMoXKY AN MULLIEHb.

- TWN B3aMMOAEeNCTBUA 6eska,

- TeH. NpoAyuMpYIoLLNA 6eoK.

Mo BO3MOXHOCTM CipaBoyHas nHhopmaLusa foMKHa 6bITb ykazaHa, MICNonb3ys HOPMaTVBHbIN CNI0Bapb.

MpumeyvyaHunn

1 MOHOK/OHaNbHble UMMYHOI06YINHBLI ONUCbIBAKOTCA Kak 6enkn. CoMaTpONvH. HErMNKO3UANPOBaHHbI 6enok,
KoTOopbIli BoipabaTbiBaeTcsi B E.Colt, kneTkax MAeKonUTaloLWmMX 1 4pPOXOKeBbIX K1eTKax, fOo/MKeH 6biTb ONMcaH kak ofHa 1 Ta
Xe cybCcTaHLMa He3aBUCUMO OT KNeTOYHO INHUW, Ha KOTOPOVi OH BblpaLleH.

2 KTekywum Tvnam ranko3ninpoBanumns OTHOCATCS TPUBKOBbIN, pacTUTeNbHbI, Yy Y4N1EHUCTOHOTNX, NTUYWIA, Y MN1eKOo-
nuTaLmX. y yenoseka.

3 VI3MeHeHus faxe B efWHCTBEHHOW aMWHOKUC/IOTEe AO/MKHbI NPUBOAUTL K pasHbiM cy6CTaHuusiM. Hanpumep,
nHTepdepoH anba-2a n HTepdepoH anbda-2b. y KOTOPbIX NOCNeA0BaTEIbHOCTW OT/INYAKTCA O4HOV aMUHOKUCOTOM,
[L0/MKHBI 6bITb ONUCaHbI, Kak 0TAe/bHble Cy6CcTaHLMN. ATpernpoBaHHblii anb6yMUH YenoBeka CbIBOPOTOUHBbINA, NONYYEHHBbI
Bpe3ynbTaTte HeobpaTUMOW YacTUYHON hr3nyeckoli AeHaTypaLlmm, LOMKEH NAeHTUNLMPOoBaTbCA KakcybcTaHuus, OTImn-
yawoLasica oT anbbymMuHa yesoBeka CbiIBOPOTOUHOTO.
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WHdpopmaumoHHas Mogesnb onucaHuns 6ekoBoii cy6cTaHLMy nokasaHa Ha pucyHke 10.

closs Berkceas C)<ktamyma /

r .
BEJIOK CBOICTBO
AVICYNBOVAHARA CBA3b WAEHTU®VKATOP CYBCTAHAMNA
NMPKMEYAHNe HAVVMEHOBAH'E CBOWCTBA
TN NOCNEAOBATE/IBHOCTN HAYME HOBAHPE CYBCTAHLIN
UNCNO_CYBBEAVHLL TUM_KOSIMYECTBA

T1M_CBOWCT8A

MONEKY/IAPHbIA BEC

METO/, MONEKY/IAPHOIO BECA
TUN KONWIECTBA

1.*
KTOHOMEKYTIAPHOO-6ECA
OBBEANHUNUA.BENIKN
M_Teu-"1*NbHASA.»A00WT<ALMA
ANVIHA o o rMNKO3NMNPOBAHWNE
KUBHTYKMKATOP C TEPMUHAIBHOW MOAVI®UKALIAN
HAEHTVBMKATOP ATEPMUHANBHON MOANCUKALIL c.TmKorMnnPOBAHNE
NOCNEAOBATE/IbHOCTb N MMUKO3UVPOBAHVE
C_TEPMUHAMbHASI_MCAM»1KALWSA 0 . [JIMKOTUTUBOBAHVE
CYBBEAVHMLIA TUM TUKO3UNUPOHAHWA
0,- 1 1
CMPABOYHbIN.NCTO+MK KO/IMYECTBO
+ WNAO_CIPABOYHOIO UCTOYHUKA *  BEPXHWUM NPEAEN
* KJ/IACC CMPABOYHOI0O NCTOYHUKA -  EONHULA
+ OBWEAOCTYITHOCTb * HE 4YWMC/IOBOE 3HAYEHWE
. TWNA CMPABOYHOMO.MCTCUYHUKA «  HWKH-N NPEJEN
+ UWTUPOBAHWME CIMPABOYHOIO NCTOYHUKA - CPEAOHEE

PucyHok 10 — VHopmaumnoHHas Moaenb onucaHusi 6enkoBoli cy6cTaHumm

3.6.5 HyksienHoBble KNCNOThbI

NaeHTUUMpYIOWMMN 31eMEHTaMN HYK/TEMHOBOW KUCNOTbI AO/IXHbI 6bITb NOCNEA0BATE/NIbHOCTb, TUM
(PHK. AHK. cMeluaHHbIli), a Takke Bce MoAMMKaL M, NOBIUABLUNE HA MONEKY/IAPHYO CTPYKTYPY.

leHbl, NNasMuApl, HacT BUPYCHbIX BEKTOPOB, NCNO/Ib3yeMbIX B TeHHOW Tepanuu, CoOCTosAL e U3 aMUHO-
KMCNOT, AO/TXHbI ObITb OMMCAHbI K&K HYK/TEVHOBbIE KNC/OThI.

OTAenbHbIE 3/1EMEHTbI FTEHOB A0/DKHbI ObITb ONMNCaHbI U MAEHTUMULMPOBAHBI Kak CybCcTaHLuun.

Heobpatumble mogudukaLmm, 6yab T0 U3NYeckme Nam Xmmmyeckume, KoTopble Heo6paTUMo MoanULK-
PYIOT MCXOAHYIO MOMEKYAPHYIO CTPYKTYPY, AO/DKHbI ObITb ONMCaHbl C UCMOIb30BAHNEM 3N1EMEHTOB Knacca
«MOQNDPUNKALNA».

Lna reHHol Tepanuu B kKa4yecTBe MAEHTU(MKATOPA A0/HKHA NCNOIb30BaTbLCA BCA NOCNEA0BATENbHOCTD
TpaHcopMuMpyloLLero/TpaHcAyLMpyoLWwero Bektopa. Kaxablii aneMeHT reHa Ao/HKeH 6bITb yka3aH u onpege-
NeH Kak cybcTaHums.

MprumMeyaHne — K 31leMeHTaM reHOB [O/IKHbl GbiTb OTHECEHbI NPOMOTOPbI, 3HXAHCEPbI, cCaliieHcepbl U T. 4.

ANA HYKNENHOBbLIX KUCMOT, UCMOMb3YEMbIX B TEHHOW Tepanuu, Ao/kHa ObITb yKazaHa BCA Noc/iefoBaTeNbHOCTb TpaHcop-
MupytoLLero/IrpaHcayLMpyoLLero KOMNOHEHTa BMECTE C KaXAblM 3/IEMEHTOM reHa.
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NHdhopmauoHHas MoAe b ONMCaHNA HYKNEMHOBOW KUCNOThI NOKasaHa Ha pucyHke 11.

class Hgocumooas kvcnota /

MyKMeK MOB/1S1_Kwvicrniota CYbBEAV*<LA_HYKM*MHOBOW_1CUCMOThI
« O6MACTb_M6PVOUN3ALL*1 1* - QVMHA
- MPVMEYAH/C 4 MOCNEACBATEMbHOCTb
. ~.MOCNEAOBATE/IbHOCTM » NSTb MPUM
« UNCMN3.0BBEAVHHL, *  CYBBEA/HULA

- TPU.MPAY

C e
CMPABOY«>|A.MNCTOUYHUK

nao.CrePABOY4YOTO.MCTOYY'KA

KNACC CMPABOYHOIO NCTOYHUKA
OBWEAOCTYMHOCTb

TN CNPABOYHOIO NCTOYHUKA
UUTPPCBAKY- CMNPABOYH3TO_MCTOYHXA

CBOVICTBO MONEKYNAPHBbI1.BEC
o VPEHTUIVKATCP.CYB/TIAKIN* + V61 OfI *O/IE<YIIPHCXO_B£CN
« HAVWEHRHE * TWN.KO/IMYECTBA
* HAMYEBLOBHVEOBSCTALM « TVIN.McOeKynsipHoro.sec*
OULHECTBA

- UK
L

KONMMYECTBO
SEPXL-ANOEEN

*
*
* He.yloTaeoe asHaueH>€
*  HUA-HUW.PELEN

*

PucyHok 11 — WHopMayoHHas Mofe b 0nucaHus HyKneuHoBol KUCNOoTbI

3.6.6 TMonumopsbl

Knonumepam oTHOCATCSA BeLLLeCTBa, MeloLLe reTeporeHHyo Npupoay v cofepxaline nosTopawLmnecs
CTPYKTYPHbI€ eANHMNLbI.

Ons ngeHTndrkaumm noNMMepoB J0/KHO NCMONb30BaTbLCS COYeTaHe HOPMAaTUBHOIO C/1I0Baps C nNpej-
CTaB/EHNAMN MOSIEKYISIPHON CTPYKTYPbl NOBTOPAIOLMUXCSA CTPYKTYPHBIX eANHNL, nAeHTUdKaumen 3amectu-
Teneli. KOTOpble NPUCOeANHEHbI K NOBTOPAIOLWENCA CTPYKTYPHOW efuHMLEe W OnucaHbl Kak hparMeHT uam
cocTaBnsoLWMi 3neMeHT MoandMKaL MM, MOMEKYNSIPHBIM BECOM WM NONNAMCNEPCHOCTBIO BellecTBa. CTe-
neHb NoNvMepu3aL, M, MOHOMEpbI, NCMNOJIb30BaHHbIE /151 CUHTE3a CUHTETUYECKUX MOIMMEPOB UM cononmme-
pOB. NCXOAHOE BELLECTBO A/11 MONIMMEPOB €CTECTBEHHOTO NPOUCXOXAEHNSA, KOHEYHbIe rpyNMbl NO/IMMEPOB, &
Takke pusnyeckne nam bronornyeckre cBorcTBa fO/MKHbI ObiTh yka3aHbl, €CIM OHW U3BECTHbI U HEOBXOANMBI
ANs pasnuyeHus Beuectsa. MNonvmMepbl AO/MKHbI 6bITh OMMCaHbl Ha YPOBHE CNeLMdUYHOCTH, [0CTaTOYHOM
[ANA pa3nMyeHns BellecTsa, 1 60n1ee LWNPOKMEe ONUCAHUS NOIVMEPOB He A0/IKHbI MOOLPATLCS.

Mpumepbl — Ana uaeHTudUKayMm NoIMMepoB, cofepxallnx NoBTOPALWNeCcs CTPYKTYpPHble eAnHNLbI
NoNU3TUNEHBANKONS. BCErAa [O/KHbI MCNONb30BaTbCA NMG0 CTENEHb NONUMEpPU3aL UK, NTM60 MOSTEKYNAPHbI
Bec. O6was cy6CcTaHuus NoNM3TUNEHTIMKONS He LO/KHA UAEH T UM ULMPOBAT bLCA Kak Cy6CcTaHuus BBUAY 3HA-
YN T eNbHbIX Bapuaymii 3TUX TUNOB BelecTBa U COOOGPaXeHUii 6e30NacHOCT W, CBA3AHHbLIX CO CTEMEHbIO NOMN-
mMepu3aunm.

Tun nonuMepa LOMKEH ONpeAensTbCsa No YMC/y NOBTOPSIOLLMXCA CTPYKTYPHBIX 4VHUL U MO CBS3AM
Mexay HUMU. [JomkeH 6bITb pa3paboTaH HOPMaTKBHBIN CrioBapb, TPeGyeMblii 4151 ONUCaHKSA Kiacca nomMe-
pa, CTPYKTYpbl NoaiMMepa 1 Tuna nocsefoBaTelbHOCTY conoMmepa.
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du3nyeckre nam 6ronornyeckme CBOCTBa JO/HKHbI yUUTbIBATHCS NPU UAEHTUMKALUN, ECIN 3TN CBEfe-
HUSt HEOGXOAMMbI 4151 Pa3NINUYEHUS NOSIMMEPHbIX CY6CTaHLMIA APYT OT APYra U CBsA3aH C MOSIEKY/ISIPHBIMU CTPYK-
Typamuv NoMMepHOro aHcam6s.

MpumeuyaHune — CnoBapHble 3HAYEHUS Knacca noamMmepa LO/MKHbI BK/KOUYATb B ce6s roMonosiMmMep 1 Conosu-
Mep. 3HaYeHUs CTPYKTYpbl NoSIMMepa AO/MKHbI BKIKOUATb B Ce6s IMHEHY0, pa3BeTB/IEHHYIO W NPOCTPAHCTBEHHYIO: 3Hade-
HUS TUNa NOCNefoBaTeNbHOCTV COMOMIMMEpPA AO/IKHbI BKIKOYATb B CEGS HeperynspHblil, 6/0UHbIA 1 uyepegytoLuiics.
MHAEKC NoAnMaMcnepcHoCTM NonumMepa 06bIUHO BbIYNCSETCS Kak OTHOLLEHNE CpejHeB3BELIEHHOr0 MOIEKYISIPHOMO Beca K
CPeAHEeuNCIOBOMY MOJEKY/ISIPHOMY Becy. Takne CBOMCTBA, Kak BSI3KOCTb, CBETOPACCEMBAHUE WM CKOPOCTb OCAXAEHUs,
ABASAOLWMECS NOKA3aTENEM MOJIEKY/IIPHOTO BEca, a Takke 61Monornyeckne cBoicTsa, HanpuMep MHIM6MpoBaHne hepmMeH-
TOB. TAKKe MOTYT CYXMTb OT/IMYUTESIbHBIMU NPU3HAKAMU.

MHdopmaLmoHHas Mogens onnucaHns nosmmepa nokasaHa Ha pucyHke 12.

cbl* MorHLop ~p
NONUMEP O/IMCAHNE_MOHOMEPA
*FACC_FKX1VMEPA TUM_KOM/TYECT8A_MOHOMEPOB
'mP/IMEYAHC YMCTO.WCHOVEPOB
CTPYKTyPATO/IVIMePA

TUI.NCCNEACaATE/IBHOCTUN.OOMONIMMEPA

NOBrOPXXC*MAHCA_CB>YKTYPA

¢ T-/T_XCAVNYECTBN_MOBTO PAIOLLCA_CTP>'KTYPbbIX_EANHWY
»  UMCNO_MOBICPAKXLI<XC«L CTPYKT YPrbiX_bIUM>LL}

WOEHTVBUKATCP.MCHOMEPA
KAMMEYOBAH/E.MOTOMEPA
TN KONMNYECTBA

CMPABOUMBIA.MCTOUYHMK
NoBTOPAI TAACHA. CTPYKTYPHAS eaunuya

WA_CrPABCYHOTO_MNCTOUXKA "
KNACC_CIPABOYHOIO_NCTOUHM<A CPueHTALMA_MONMMEPUSALLLNA
OBLWEAOCTYMHOCTb TOBTCPAOWAA3A CTPYKT>PHKA_EAUY*LA

1N aPADCMTONCTOMHHKA TYT KOMMHECTEA
wTAOBAHL1E CMPABOYHOIO NCTOYHUKA

CTEMNEHbL.MONMMEPU3ALNN

CTCNEMb_TOMUMEPua»miit
 TUN KONMMYECTBA

MONCKYNAPHbIN.MC

METOA4 MOJIEKYNAPHOIO BECA
TUN.KONU4eCcTBb
o TUT WUCNE*YMNA=HOrO BECA
cBOWCTBO KO/IMYECTBO

.
VAE*I MBU<ATOP_CYBCTAH1YM sepxuii- A egen
HAVMETOBAHME.CBCICTBA EA}WLP\

TUMN KOMNYECTBA HE_4/TAICBOE_3HAUEHW!:
7 HAHAH
TNM.C8O0UCTBA CrEmHEE

PucyHok 12 — VHdopmauoHHas Mogenb onvcaHus noammepa

3.6.7 CTpYKTypHO-pa3HOpoOAHble cy6CTaHLmnm
Cy6cTaHumm, KOTopble He MOTYT 6bITh NpeAcTaBeHbl Kak OrpaHUYeHHOEe YNC/I0 OTHOCUTE/TIbHO NPOCTbIX
cybCTaHLuMi, TO eCTb CMELLAaHHbIX Cy6CTaHLUWIA, AO/MKHbI 6bITh ONMCaHbI KaK CTPYKTYPHO-Pa3HOPOAHbIE.
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ONs naeHTUMKaLMM CTPYKTYPHO-Pa3HOPOAHbBIX CyOGCTaHLMIA fO/MKHBI ObITb YKa3aHbl NCXO4HOE Bellec-
TBO. U3 KOTOPOr0O NOJlydyeHa Cy6CTaHLusi, MOAUMKALMK, KOTOpPble NMPUBENU K HEO6PATUMbIM U3MEHEHUSIM
UCXOZHOTO BelecTBa, u/unu gusndeckue Nn6o Guonoruieckue CBoCTBa, NpucyLime MonekyasipHoil Komno-
31LMK BELLEeCTBa.

dusmnyeckne unm GUONOrNYEcKNe CBONCTBA JOMKHbI GbITb YkasaHbl TOMIbKO B ClyHasix, KOrA4a OHU cyllec-
TBEHHbI 415 MAEHTUUKALMY 1 PA3NINYEHNS BELLECTBA.

NMpumMeyaHue — BOMbLIMHCTBO CTPYKTYPHO-PA3HOPOAHBIX CY6GCTaHLMIA NOTy4eHO M3 61OTOrMUYECKNX OpraHmn3-
MOB. /IMU MOTYT 6bITb TAKXKE CMI0XKHbIE NPUPOLHbIE MAaTepuasibl, HANPUMep KAMEHHOYTO/IbHAs CMOa UK HETb.

Mpumep — Nlerkas HedTh OTAMYaeTCs OT HEP T Y CBOW BA3KOCTbIO U YyAeNibHbIM BECOM.

CyLLeCTBEHHbIM 3/IEMEHTOM MAEHTUUKALMN NOUAUCNEPCHBIX Cy6CTaHLMiA GMOIOrMYeckoro npowc-
XOXAEHUS ABNSAETCS POAUTE/NLCKUI OPraHn3mM, OT KOTOPOTro 6bIs10 NOJyYeHO UCXOAHOE BELLEeCTBO. 15 poau-
TENbCKUX OpPraHM3MOB HEOGXOAMMO ykasaTb TakCOHOMUIO OT CeMeicTBa Mo MeHblueil mMepe 4O BuUAa.
BapuaHTbl, Ky/IbTypbl, WITAMMbI WY cy6LITAMMbI JOMXKHbLI yY4aCTBOBATb B AEHTU(UKALNY, €C/IM BHYTPUBUAO-
Bble PasNnuns NPUBOAST K OLLYTUMbIM U3MEHEHUSAM (PYHKLMOHATBLHOCTM UM KoMnosuumn. Liapctso, Tun.
KNacc v NOpPsiA0K MOTYT 6bITb yKa3aHbl, €C/IM OHU N3BECTHbI, HO 3TOT YPOBEHb TAKCOHOMUU 06bIYHO HE ABMSIOTCS
onpefensaoLwuM 418 UgeHTUgUKaLuy.

NMpumeuyaHue — [ pacTUTE/IbHbIX Cy6CTAHLUMUI 06bIYHO YKA3bIBAIOT CEMECTBO POAMTE/ICKOTO OpPraHn3ma,
po4. BUA M 4aCTb UAW YacTW. ECn NCnonb3yoTesl KOHKPETHbLIE YAaCTU PacTeHust, TO ANs MAEeHTU(NKALUU HE0BX0AMMO yKa-
3aTb CMUCKU OTAE/IbHbIX YacTeil, HanpuMep, LUBETOK, JINCT 1 cTe6enb MOoXeT NoTpe6oBaThCA TakKe ykazaHue CerMeHTa
XU3HEHHOTO LMK/a pacTeHus, Hanpumep NoJiHoe LiBeTeHne. BBUAy BaprabesibHOCTU COCTaBAOWMX, NOMYYaeMbIX B NPO-
Leccax akcTpakuum (pacTBopuTesib, TEMNepaTypa, BPeMS) U 3aBUCSALLMX OT YC10BUiA pocTa (Ce30H, MecTo c6opa, Tun no-
UBbl. UCMNOJIb30BaHNE YA0BPEHUiA, KONMYECTBO JHEBHOTO CBETA U BOAbl), GMONOTNYECKMe IKCTPAKTbI AOMKHbI MAeHTUDULN-
pOBaTLCS CBOMM MCTOYHMKOM, €C/IM TOSIbKO OHU HE MPEACTaB/SAOT CO60 KOHKPETHYIO (DPaKLMio UK KNacc XMMUYECKUX
COeAVHeHUi, HanpuMep CeHHO3WAbI (TNX03Mabl aHTPaxMHOHA. N3BekaemMoro U3 Senna atexandnna).

CopT MU pasHOBUAHOCTb PACTEHUA AO/MKHbI GblTb yKasaHbl Kak MpuU3HaK ApYroi cy6eTaHuum, ecnu
CYLLECTBYIOT pas/nivuuns B COCTAB/SAOLWMX UK (YHKLMOHANBHOCTU. [INs1 pYrUX OPraHn3MoB, 06bIYHO ANl Gak-
Tepwit M BUPYCOB, HEO6XOAMMO YKa3biBaTb NOABW/, BAPUAHT, LUTAMM WU TUM. YTO6bLI 06ECNeUnTh akKypaTHoe
onucaHue 1 oTIMUNTb OT APYTHX Cy6CTaHLWIA.

Mpumep — BPOKKONM M 3KCTpPakKT GPOKKOAM AOMKHbLI 6bITb ONMCaHbl Kak OAHA U Ta Xe cy6cTaHuus.
BpoOKKONM U UBeTHAs KanycTa, NpeAcTaBnsawLWmMe pasimyHble rpynnsl COPTOB WU pa3sHOBUAHOCT eli Brasalca
oleracea n oT/NUyalLWMNecs BHEWHNM BUAOM U COCTAaBNALWMUMN, JO/KHbI GblTb ONUCAaHbl Kak pasHble cy6-
CTaHUWUW, HECMOTPSA HA TO. YTO UME T OMNHAKOBbIE FEHbI U NPUHAANEXAT K OAHOMY M TOMY Xe Bugy. Bupychl
rpunna fo/KHbl 6bITh ONMUCaHbl HA YPOBHE, NO3BONAOWEM OT/IMYUT b Pa3/IMYHbIe WTaMMbl BaKLWH.

MoNuKIOHANbHbIE UMMYHOTI06Y/MHbI AO/MKHBI GbITb ONMUCAHbI KaK CTPYKTYPHO-pa3HOPOAHbIe BELLeCTBa
C yKasaHuWeM Tuna MMMYHOT/106y/IMHA, LiefIeBOro aHTUreHa, a Takke BUAA NCTOYHKKA.

KneTkv nTKaHW JO/KHbI GbITb OMUCAaHbI Kak CTPYKTYPHO-Pa3HOPOAHbIE Cy6CTaHLMU. Ha ypoBHe Cy6CTaH-
LMK yKa3aHWe KOHKPETHOIO JIOHOpa UK CTENEHU NY/IMPOBaHUs He TpeByeTcs.

Macna, Coku 1 3KcCyaThbl PACTEHUI [O/MKHbI GbITb OTAENbHBIMY CYy6CTaHLUAMU. Maca u CokU JO/MKHBbI
6bITb ONMCaHbl Kak hpakLuuy BeLecTBa, U3 KOTOPOro OHU BblAeseHbl. BelecTBa 1 npouecch (Hanpumep, Bpe-
Msi. TemnepaTtypa, pacTBOpUTESIb), UCMONb3yeMble A1 MPUTOTOB/IEHUSI AKCTPAKTOB, BapbupyloTcs. MoaTomy
3CCEHLMM, HACTOKM U OTBapbl HE O/MKHBI CAYXWTb NPU3HAKOM Pa3HbIX Cy6CTaHLMA. BMeCTo aTUX XxapakTepuc-
TUK AO/MDKHBI GbITb YKa3aHbl POANTENbCKUI OpraHW3M U Ta ero 4acTb, U3 KOTOPOI OHU NPOU3BELEHSI.

Mpumep — ONMBKOBOE Macno ABnsAeTcA (QPYKTOBbIM Maciom, nosydyeHHbiM u3 Olea ewuropaea.
AnenbCUHOBBLI COK ABNSieTCA PPYKT OBbIM COKOM, NOSTy4eHHbIM 13 Citrus sinensis. 3eneHblii Yail n aKCT paKTbl
3e/1eHOT0 Yasa A0/IKHbI 6bITb ONMcaHbl kKak NMcTba Camellia sinensis.

MHopMaLumoHHas Moenb onucaHusi CTPYKTYpPHO-Pa3HOPOAHO cy6CcTaHLumM nokasaHa Ha pucyHke 13.
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closi CTpyktyp™o-p»TOopoca s cypecnmumnsa .

IMNKO3UTNPOBAKME CTTTYPHO_PA3HOPOAMAA_C»BCTAMULMA CBOﬁCTBO
. C_TVIKO3I/II'IVIZOBAHI/IE 3. ¢ NPUMEYAHUE Qe+ WAEHTU»MKATOP_CYbCIAU MM
e M TU.KOUMN»CBAHNE notee . HAWMEHO3AH-E CBOWCTBA
® 03:MUKO3UMN*>OBAHUE CIIONT* Cmech. «oTCPas o Mo AT Cwn . HAUMEHOBAH-E C/BCTAKLWMU
T_1/KOSTVIPOBAHAA Leorer A : + TWUN KONUYECTBA
00 cccTaonckMay e [Un_cectic~an
e

CMPABOUYHbLIV_UCTOYLWK

LA_CN®ABOYM(XO_NCTOUH/KA

KNACC C/IPABOY-CHO --CTOYH/KA
oonepocrynuccre
TT_CNPABOYHOMN3_NCTOY1-N<A
LUNT1”OB«e_CI.PABOYHOI0_NCTCHYHUKA

s e+

PucyHok 13 — WHdopMaLoHHas Moge/b ONUCaHnsl CTPYKTYPHO-pa3HOPOLHOM cy6cTaHLmm

3.6.8 CwmewaHHble cyb6cTaHunm

CwMellaHHble cybCcTaHUMn AO/MKHbI ObITb ONMCaHbl Kak NPOCTble KOMOMHALUK OTAEeNbHbIX CybCTaHLuiA,
KOTOpbI€ UM COBMECTHO Bblfe/eHbl, UM ABNAIOTCA Pe3y/bTaToOM O4HOr0 M TOro e npouecca crHTesa.

[na cmelwarHbIX CybCcTaHLMin NPUPOAHOro NPOUCXOXAEHUS AOKHO 6bITb yKa3aHo UCXOAHOE BELeCTBO,
13 KOTOPOrO OHY NPOV3BEAEHbI.

K cmeluaHHbIM Cy6CcTaHLMAM He f0/MKHbI OTHOCUTBLCA Pa3HOPOAHbIE BelLecTBa, COeJMHEeHHbIe AN Noy-
YyeHusa npenapara.

Mprmep — CUMETUKOH He JO/MKEH 6blThb NPUUYMCIEH K CY6CTaHLMAM, NOCKONbKY OH COCTOUT U3 Aume-
TUKOHA M ABYOKWCU KPEMHUS, NMEILUX PA3HOE MPONCXOXAEHNE U 06bIYHO HE BbiJeNsAeMblX COBMECTHO. OH
[O/IKeH 6bITh ONMUCAH Kak KOHT ponupyemas cy6cTaHuus rpynnbl 1.

BbigenaoTcs Tpu TMNa CMeLaHHbIX cybcTaHumii:

- 'BCE M3’, B KOTOPbIX J0/MKHbI NPUCYTCTBOBATL BCE OTAE/bHbIE CybCTaHLUK:

- 'no6asn n3', B KOTOPbIX J0/HKHA NPUCYTCTBOBATL XOTA Gbl 04HA 13 OTAENbHbIX Cy6CTaHLMA;

- 'oAHa 13", B KOTOPbIX AO/HKHA NPUCYTCTBOBATH TO/IbKO OHA U3 OTAE/bHbIX CybCTaHL M.

HacTosawuii ctaHgapT TpebyeT ykasbiBaTb, UTO OTAe/bHasA CybcTaHLMA BCcerga npyucyTcTByeT B CMeLlaH-
HbIX cybcTaHumaX TMna "Bce n3". Mpy 3TOM 0OTHOCUTEIbHOE KONIMYECTBO Cy6CTaHLMM He A0/MKHO BbITh YKa3aHo.

MpumeyaHune — OTHOCUTENbHbIE KOIMYECTBA CyBCTaHUWIA B CMeLlaHHOl CybCcTaHL M AO/MKHbI ObiTb YKa3aHbl
Ha YPOBHE KOHTPONMPYeMOiit cy6CTaHL M cnoco6oM, CornacoBaHHbIM CO cneundukauueli nponssoauTens nnm dapmako-
nen. OTHOCUTE/bHbIE KONMYECTBa He [O/KHbI ObiTb YKa3aHbl Ha ypOBHe CyBCTaHLMM B CBA3M C NOTEHLMabHbIMW pasinyn-
amu cneymndurkaunii nponssoanTeneii n hapmakonen.

Bce cmellaHHble cybcTaHL MM AOMKHbI COCTOSATb U3 OTAE/bHbIX CyOCTaHLUUiA.

BkntoyeHmne gpyroii cMellaHHOW cy6CcTaHLUmMm B COCTaB CMELLaHHOM cybcTaHLMmn He AonyckaeTcs.

Takoe BK/lOYEHME A0/MKHO OblTb ONMUCAHO Kak ejMHas CMeCb BCEX COCTaB/IAIOLLMNX Cy6CTaHLMIA.

Bce cybcTaHumm, BXogdALme B COCTaB CMeLlaHHol Cy6cTaHLum B KONMYeCTBe, NPEBbILLAoLLLEM OANH NPO-
LLEHT, AO/DKHbI 6bITb ONMCAaHbI KAk COCTaBNSAOLWME 3/IEMEHTbI CMELLaHHOM cybcTaHLmn.

3arpA3HeHUst 1 0UMCTUTENN 06bIYHO HE CUMTAOTCA KOMMNOHEHTaMM CMeLLaHHON cybCcTaHLun.
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Cmecu, KOTopble He MOTyT GbITb ONKCaHbI Kak OrpaHUYeHHOEe YMC/0 COEAMHEHHBIX CYBCTaHLMWIA, LOKHbI
6bITb ONMUCAHbI KaK CTPYKTYPHO-PA3HOPOAHbLIE CYy6CTaHLMN.
MHopMaLmoHHas MoAe b ONMCaHUsi CMeLlaHHoM cy6CTaHLumM nokasaHa Ha pucyHke 14.

class CmelwaHHas c»6eremuuy

COCTABJ/IIOLLAS.CM ECL CMELLAHHASA.CYCCTAHUMSA VICXOAHOE_BCLLECTBO
WAEHT|IMMKATCP_OOCTAB/ISIOWEN 2 « . TUIN.CVECA 0.*

*  MAWMEHOBAHWE.COCTAB/AOLWEN BamocTao. Ha soropoto nponogyay

« TPEBOBAXS.K.COCTABNAI1LLA (R A

Cun n«*p*mMm|r*C*agHo*
HHuUfi,: T 3 BrnacioMLM' IOKyMBUro.

O *
MOANDUKALIA

> «MM
Onun.CbIbacT UCCOp amm.C Moa<
BOLICCTB»

O jwwpmMy 'Mogocdmmpul B
WACTOXLIAM siokyMeHTe .

PucyHok 14 — VIH(hopMauoHHasi MOAeNb ONUCaHNSA CMeLlaHHol cy6cTaHumm

3.6.9 Kopgbl cy6cTaHumni

XoTsa koAbl cybCcTaHuMili U COOTBETCTBYIOLME CUCTEMbI KOAMPOBAHMS HE ABMATCA onpeaensiowumm
3/1eMeHTaMmn ONUCaHNS KOHKPETHO Cy6CTaHLUK, OHWN MOTYT ObITb yKa3aHbl BCOOTBETCTBUM C NPefCTaBNeHHOoM
HVXe MHOPMAaLMOHHO MOAesblo.

Mpumep — K TeHUM Kogam OTHOCATCA perucrpaunmoHHbie Homepa cnyx6bl CAS (Chemical Abstract
Service), kogbl cucTembl EINECS (European Inventory o/ Existing Commercial Chemical Substances), EBponeii-
ckne kofbl nekapcTs EVMPD (European Drug Codes; n AnoHckue koabl nekapcTs (Japanese Drug Codes;.

WHdopmaumoHHas mogens koga cybcTaHLmMm nokasaHa Ha pucyHke 15.

class Kog cy6eraHuym /

KOA_CYBCTAHLMMN CMPABOUYHbIN.UCTOUYHUK
¢+ OATAM3MEHEHWA.CUCTEMbI.KOANPOBAHUA ..o+ MNA.CNPABOYHOTIO.MCTOYHUKA
¢ WAEH1 UNIMKATOP_CUCT EMbI.KOANPOBAMUSA «* KJ/IACC.CNMPABOYHOIO.NCI OYHUNKA
¢ KOpA » OBWEAOCTYMNHOCTb
¢+ TMNMPUMEYAHWNE * Tun.cnpaBoO4YHOTO.MWCTOUYHUKA
¢+ CUCTEMA.KOAVWPOBAHUSA * LUNTUPOBAHUE.CMPABOYHOTa.NCTOUYHNKA
+ CTATYC.CUCTEM~.KOAWPOBAHWSA

PucyHok 15 — NHopmaunoHHas Mmogenb koAa cy6cTaHummn

3.6.10 Knaccudukayns cybectaHumii

XoTs knaccudukauyms cy6eTaHumii He SBNSeTCA onpeaensowmmMy 3/1IeMEHTOM ONUCaHUS KOHKPOTWOW
cybCcTaHLMm, OHa MXET BbITb YKa3aHa B COOTBETCTBUM C NPeACTaBIEHHON HXKe MH(DOPMAaLMOHHON MoAEeNbIo.

WHhopmaLoHHas mofens knaccudukanum cy6cTaHumMii nokasaHa Ha pucyHke 16.
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class Knaccudmkaums cyoctaHuuii /

KNACCUDUKALIIA_CYBCTAL- noaTvn

KNACCUOUKALIMA.CYECTAHLIAN o.* + TNOATUM_KNACCA_CYBCTAHLIWIA
KOJ_KNACCUGUKALILL,_CYBCT/

NMPEAMETHAA_OB/NACTb

TUN_KNACCUGKALNN_CYECT/

* o + +

0.*

CMPABOUYHbIN, ICTOYHNK

1A_CMPABOYHOIO_MCTOYHMKA
KNACC_CMPABOYHOMO_MCTOYHKA
OBLEAOCTYMNMHOCTb
TUM_CAPABOYHOMO_NCTOUYHUKA
LIMTUPOBAHVE_CMPABOYHOMO_NCTOUHUKA

* & & o o

PucyHok 16 — WHdopmaLmoHHaa Mofens knaccudukauuy cyoctaHLmia

3.7 OnucaHne KOHTPONMPYEMbIX Cy6CTaHL M

3.7.1 O6uwoo onucaHne

XoTa B Mogenu onucaHus cybctaHumii npefycMoTpeHa nHhopMaums, cylecTBeHHas A8 onucaHus
BELLECTB BCOCTaBE /1IEKAPCTBEHHbIX CPELCTB, HEPEAKO PEry/IATOPHbIE OpraHbl TPEGYIOT AONOHNTE bHbIE CBE-
[eHNs. KOTopble He NpelyCMOTPEeHbI Ha ypoBHe cybcTaHuuun. ins 6oee AeTasbHOro ONUCcCaHus BELLEeCTB, Npu-
CYTCTBYIOLLMX B JSIeKAPCTBEHHbIX CPEACTBaX, AO/IXHA UCNO/b30BaThbCA 06LWas MHOPMaLWoOHHas MoAenb
KOHTpO/IMpyeMoli cybcTaHumu.

CTpyKTypa onucaHusi KOHTPOSIMPYeMOWi cy6CTaHL My Ao/MKHA 06ecneunTb CornacoBaHHoe npeacrasre-
HWe pasNNYHo MHhopMaLMK, BKIOYasA:

- Ka4yecTBO WU YACTOTY:

- CBefeHMs 0 Mpoun3BOACTBE, BKOYAA MHDOPMAaLMo O MPOM3BOAUTENE W KPUTUYECKUX NpoLieccax npo-
M3BOACTBA;

- aHanuTuyeckve AaHHble.

- COCTaB/iAOLMe, BKTHOYAS NX KOJIMYECTBA U POJib, €CNIN OHA N3BECTHA U ABNSETCS CYLLeCTBEHHOI;

- cneyudukauun (3arpsi3HeHNst 1 COOTBETCTBYIOLLME NpeAesibHble 3HAUYEHUS KOIMYecTBa cy6CTaHLmMm
LOMKHBI BbITb YKa3aHbl B ONMMCaHNN COCTABAOLLMNX);

- onuncaHue eauHULbI U3MEPEHUS:

- pedepeHTHOe BELECTBO;

- aHanuTMyeckue MeTofbl, UCNOb3yeMble A8 onpeaesieHns KayecTsa.

Lna ynosneTBopeHus noTpebHoCTel B naeHTUmKauum NekapCTBEHHOIO CpeAcTBa 3/1IeMeHTbl onnca-
HUSI KOHTPO/IMPYEMOIA CyBCTaHLMM LOKHBI GbITh Pa3fesieHbl Ha YeTbipe rPYNMbl U NAEHTUDUKATOP KOHTPOIU-
pyemoli cy6cTaHUMm fO/KEH BbITb CBA3aH C KaXA0i rpynnoi 31eMeHTOB.

MpumeyaHue — FPynnMpoBKa 3/IEMEHTOB ynpoLLaeT MoAe b AaHHbIX U 06/1eryaeTt Kak permoHasnbHble, Tak 1
UTepayMoHHbIE peannsaunm cTaHgapTa.

3.7.2 KoHTponupyewmble cybcTaHumm rpynnbl 1

OnemeHTbI rpynnbl 1 40/MKHbI UICNONBb30BaTLCA /11 YKa3aHWsA BeLLecTsa, CoAepXallero HeCkosibko cy6-
CTaHUWiA. pacTBOpUTEneil, UCNoNb3yeMbIX 418 NPUTOTOBNEHUS PACTUTE/bHbIX UMW anfiepreHHbIX 3KCTPaKTOoB,
cneymduryHbIX MapkepoB UM NHbIX NPU3HAKOB, MPUCYTCTBYIOLLMX B BeLecTBax 61M010rM4eckoro nponcxoxae-
HUSA, NPY HE06X0AMMOCTH hM3nYeckoi hopmbl cybCcTaHLMK, a Takke NbbIX CBOWCTB, CYLLECTBEHHbIX A/
onvcaHus BeLlecTsa.

['pynnbl 3/1eMEHTOB, NCMOJIb3yeMbIX A1 ONpefenieHns KOHTPOIMpyeMoii CybcTaHuum rpynnbl 1. AO/KHbI
BK/tOUaTh B ceba cocTaBnswoLwme, usnyeckyro opmy 1 cBOIACTBO (PUCYHOK 17).
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B rpynny cocTaBsOLUX KOMNOHEHTOB A0/IXHbI 6bITh BK/IOUEHbI CYGCTaHLMM, CeuuanbHo 4o6aBeH-
Hble A1 NOSTyYeHUss MHOTOKOMMOHEHTHOrO BeLecTBa, PacTBOPUTENN, UCMOMb3yeMble A/l MPUrOTOBEHUS
SKCTPaKTOB, cneuuduyHbie Mapkepbl WU WHble NPU3HaKU, MPUCYTCTBYIOLME B BELIECTBAX XXMBOTHOIO
MPONCXOXKAEHUS.

3arpsA3HEeHUs UM OUUCTUTENN He BKIOUAKTCS B UMC/I0 COCTaB/IALLMX KOMMNOHEHTOB KOHTPO/IMPYEMOii
cy6cTaHuuu rpynnsi 1.

NMpumevyaHus
1 Takas rpynnupoBka 3/1EMEHTOB NO3BOMSET faBaTb ONPefeseHNs MHOTMX NPOMbIWIEHHO MPOU3BOAUMbIX

BeLLecTB, UCNOJIb3YEMbIX B COCTaBE /IEKAPCTBEHHbIX CPeACTB
2 3arpsisHeHUs WAU OYUCTUTENU OyAYT BK/OYEHbI KaK 3/1EMEHTbI OMNUCAHWS KOHTPOUPYEMOW Cy6CTaHuum

rpynnel 4.
MHopmaLumoHHas Moe b onucaHusi KOHTPOIMpYyeMoii cy6eTaHLum rpynnbl 1 nokasaHa Ha pucyHke 17.

class KoHTponupyeTs cy6cTaHuus rpynnbl 1/

CBOWCTBO

*  NOEHT UOUKATOP.CYBCTAH1441
*  HAYNI1EHOBAHVE_CBOWCTBA

*  HAVMEHOBAHWE_CYBECTANeyM
*  TUM.KONUYECTBA

*  TUM_CBOWCTBA

KOHTPOJIMPYEMASA CYBCTAHUWA..MPYNMbl1l

¢ WNO_KOHTPONIMPYEMOMCYBCTA*|U/_TPYNIb1
+ HAWMEHCBAHue_KOHT POJIMPYEMOW.CYBCT AHUMU_TPYITIbI1

1 0.1
COCTABASIOWAS CMNPABOUYHbIV, ucToOuH UK
. UOEHTUOUKATOP CYBCTAHLMM ¢ NA_CMNPASOYHOMO_NCTOYHUKA
¥ maumehobahhelovsctau nn ¢ K/IACC_CMPABOYHOIO_NCT OYHMKA
*  POJIb.CYBCTAKAMM ¢ OBLWEAOCTYMNHOCTb
4 TUNKONAYECTBA ¢ TUN CrPABO'®IOrO.MCTOUYHUKA
’ ¢  UUTUPOBAHWE CMPABOYHOIO.MCTOYHMKA
1 0.1
KONMYECTBO PUNSNYECKAA.POPMA
*  BEPXHWI.NPEAEN 01 + TWUMN_KONIMYECTBA
*  EQVHVLA ¢ TUMN GUBNYECXON.®OPMBI
‘ UMCNOBOE 3HAUEHVE ¢+ OU3NYECKOE COCTOSAHWE
*  HAKH4N_MPELEN

* CPEAHEE

PucyHok 11 — VHdopMaLMoHHas MoAe b ONUCaHUSi KOHTPOIMPYEMOIA cy6CcTaHLmMm rpynnbl 1

3.7.3 KoHTponupyemsble cybcTaHuum rpynnbl 2
3nemeHTbl rpynnbl 2 0/MKHBI UCNOb30BaTLCA 415 YKa3aHUa CBeAeHUid 0 npon3BoanTene cybcTaHumm

WM KOHTPONMPYEMOii Cy6CTaHLuy rpynnbl 1 v MUHUMasbHOV MHhopMaLMm 0 NPOM3BOACTBEHHOM NpoLecce.

25



FOCT PNCO 11238—2014

MuHVMManbHas MHopMaLys 0 NPOM3BOACTBEHHOM MPOLIECCE A0/MKHA BK/IOUATH BCeOs 06LLYI0 XapakTe-
pUCTUKY MeToZa NPOU3BOACTBA (HanpuMep, CUHTE3, IKCTPaKLMs, BOCCTAHOB/IEHWE), TUNA NPOU3BOACTBEHHO
CUCTeMbl (Hanprmep, KNeTOUHYH IMHUID, PACTUTE/bHbIE U XUBOTHbIE TKaH), MPOU3BOACTBEHHYIO CUCTEMY
(KOHKPETHYI0 K/TIETOUHYIO /IMHMIO). HOMEp BepCum KpMTUYECKOro NpoLecca UCNosb3yeTcs 415 Pa3/inieHmnst KoH-
TPONVpYyeMbIX Cy6CTaHLUiA rpynmbl 2, NpY NPOU3BOACTBE KOTOPbIX NPOU3OLLIN CYLLECTBEHHbIE U3MEHEHUS Kpu-
TUYECKUX MpoLeccoB. HauyanbHbli HOMep Bepcun KpUTMYECKOTo mnpolecca [JOSKeH ObiTb paBeH 1, a
cnepytole HoMepa nNpucBanBaloTcsa nocefoBaTesbHo.

MpruMeyaHne — DneMeHTbI TPpynbl 2 NO3BOISAOT NPOC/EXUBATbL CyGCTaHLMIO 40 Npon3BoauTens. OHU NO3BO-
NAT TakKe 0T/IMYaTh CUHTETUYECKMe NENTUAbl OT PEKOMBUHAHTHBLIX W NoyyaTb MHGOPMAaLUo O NPOU3BOANMON KNeTou-
HOIi NNHKK.

WHdopmaumoHHas Mogesb ONMUCaHNs KOHTPOIMPYEeMOii CyGCTaHLMM Fpynnbl 2 nokasaHa Ha pucyHke 18.

class KoHTponupyemas cy6ctaHumsa rpynnbl 2 /

KOHTPOIMPYNMAS_CYBCTAHUNA_TPY/I/bI2

* NL_KOHTPOJSIMPYEMOM_CY6CTAHUMUN_TPYNMbI2
* WA_POANTENbCKOMN_CY6CTAHLN
* HAMMCHOMAKMNC_KOHTPO/IMPYEMOWM_CYBCTANUUM_TPYMMbI2

1

npou3BoACTBO

VIOEHT VVKAT OP_MPOVBBOIVTENA
LLEHTLUV KALWAA MPOVISBOIMTENA

HOMEP BEPC/M KPUTWMECKOTO MPOLIECCA
MPOVBBOUT BEHHAA CACTEMA

TVIN MPOVBBOACTBA

TVIN MPOVBBOACTBEHHOTO_MPOLIECCA
TN MPOVBBOACTBEHHON CVICTEMb

k2 Vo o *

0.

CMPABOYHbIN,UCTOYHUK

= 1_CMNPABOYHOIO_MCTOYHUKA
*  KFACC_C/IPABOYHIIO_MNCTOMI-WKA

*  OBLWEAOCTYMNHOCTb

'+ TUT_CMPABOYHOIO_MNCT OUHUKA

+  UUTUPOBAHUE_CMPABOYHOIO_NCT OYHUKA

PucyHok 18 — MHdopmaumoHHas Mogenb ONMcaHnst KOHTPOANpPyeMoli cybcTaHumm rpynnbl 2

3.7.4 KoHTponupyembie cybcTaHumu rpynnbl 3

OneMeHTbl rpynnbl 3 A0/HKHbI YKa3biBaTh KAYECTBO BELLECTBA, @ TAKXKE UCTOYHUK, PernameHTMpyoLmnii
[aHHOe Ka4yecTBO.

DneMeHTbI Tpynnbl 3 40/HKHbI UCMO/1b30BaTLCA 4719 pa3nnyeHns dhapMakoneinHoro kauecTsa n TexXHnyec-
KOro kayecTBa BellecTea.

Ecnu dhapmakoneiiHble cTaTby, ONMCbIBaKLLME CY6CTaHLMI0 B pa3Hbix hapMakonesx. He rapMoHMU3MpPo-
BaHbl. TO cybcTaHuun, ya0BAETBOPAOLWME pasHbiM hapmakonesm, AO/MKHbI paccMaTpyBaTbCs Kak pasHble
KOHTpONMpyemble cy6cTaHLmm rpynnbl 3.
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B kauecTBe poanTenbCKol Cy6cTaHLny AoMKHA ObITh yKa3aHa KOHTposimpyemas cybctaHums rpynnbl 1. K
KOTOPOli OTHOCMTCS yKa3aHHOE KayecTBo.

Mpumevanne — [na 6onbWMHCTBA (hapmaLeBTUYECKNX CY6CTaHLUWA MCNOMb3yTCSA Mokasatenu kavecTBa
USP (®apmakones CLUA). EP (EBponeiickasi papmakonesi) n JP (®apmakonest AnoHun). K pactutenbHbIM cy6CcTaHLmsM

AO/DKHbI NPUMEHATBLCA Takme nokasatesin KadYecCcTBa, Kak «CTaHOapTU3oBaHHanA», «3afaHHbli KONMYECTBEHHbIV COCTaB»,
«HeCTaHaapTu3oBaHHasA».

Mpumep — Bofe sBNAeTCA POAUT €NbCKOW cy6CTaHuuel ana KOHTponupyemoit cy6cTaHymm rpynnsl 3
*CTepunbHas Bofa AN UHbekumnii USP'.

MHopmaLumoHHas Mofe b onucaHusi KOHTPOIMPYEeMOoii cy6CTaHLumM rpynnbl 3 nokasaHa Ha pucyHke 19.

class KoHTpormpyemvasn cyoctaHLps rpyrnbi 3 y

KOHTPOJMIMPYEMAA.CYBCTAHUNA.TPYMMNbI3

» 11, KOLLTPOSIPYEMOI_CYECTAHLN TPYMTbI3
+ U POOVTENIECXON CYBCTAMLIN
+ HAVIMEHOBAHVIE_KOHTPO/IMPYEMO CYSCTAHLMA MPYMTbI3

KAYECTBO

¢+ HAMMEHOBAHWE_KAYECT8A
» cnpasounmii_ubBTounx _knuecTtsa
+ TAKAYECTBA

0 .
CMPABOYHbIA,MCTOYHUK

W[,_CPABOYHOMO_CTOUHXKN
KAACC_CMPABCUIOrO_NCTOUHUKA
OBGhEAOCTYIMOCTb
TUM_CMPABOYHOIO_MCT OYHUKA
LIUTVPOBAHVE_CMNPABOF40r0_MCTOUYHUKA

* + o o +

PucyHok 19 — WHdopMaLumoHHas MofeNlb OnucaHus KOHTPONUpyemMoii cy6cTaHLymm rpynnbl 3

3.7.5 KoHTponupyemble cybcTaHuuu rpynnel 4

3nemeHTbl rpynnbl 4 AO/MXKHbI YKa3biBaTb Hanbonee feTanbHble cBefeHus 0 cybcTaHumMn. OHU JOMKHBI
BK/IOYATb B Ce65 MHDOPMaLMIo 0 KPUTUYECKNX MPOU3BOACTBEHHBIX NpoLeccax, cneyudukauun (418 coctas-
NALWMNX AO/MKHbI ObITh YKa3aHbl NpUMeECcH 1 npegesnbl CoLepXaHns ConyTCTBYIOLMX BeLLecTB), C/IOBECHOE
onpegfesieHne eAnHULbl U3MepPeHus, pehepeHTHOe BELLECTBO Y aHa/IMTUYECKNE METOAbI, UCNOMNb3YyeMble /15
onpegeneHns athPeKTUBHOCTM N YNCTOThI.

NMpumeyaHue — CrneyuduyHas MHCHOPMALMS O KOHTPOSIMPYEMbIX CyBCTaHLMAX Fpynnbl 4 HepeAKo NpeacTas-
NsieTcs B PErncTpaLmoHHoe J0Cke B HeCTPYKTYpPMPOBaHHOI (hopMe, UTO 3aTpyaHseT ee c60p 1 opraHusauuio. MNprmexHeHne
nosieit faHHbIX, NPeASIOKEHHbIX B HACTOsILLEM CTaHAapTe, IBNSETCA Of4HUM W3 CMOCOGOB OpraHusaLnu n CTpYKTyprpoBa-
HWS 3TOM MHOPMAaLMK, NO3BONAOLMM 061erYNTL ee UCMONb30BaHne 4/l COCTaBNeHUsl 0630POB U OLEHKM COOTBETCTBUS.

MHopmaLumoHHas Mofe b OnucaHusi KOHTPOIMPYEMOit cy6CTaHLuUmM rpynibl 4 nokasaHa Ha pucyHke 20.
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class KoHTponupyemas cy6cTaHums rpynnsl 4 J

KAYECTBO

¢+ HAMMEHOBAHWE_KAYECTBA

¢ CMPABOYHbIN_MCTOYKNK_KAYECTBA
+ TWN_KAYECTBA

KOHTPOJINPYEMAA_CYBCTAHUUA_TPYMMNbu

+ UIL_KOHTPONNPYEMOW_CYBCT AHLIMN_TPYMMbl4

CMNMPABOYKNAMCTOUYHMNK

WI_CNPABOYHOIO_NCTOUHUKA
KNACC_CMPABOYHOIO_MCTOUYHMKA
OBLEAOCTYNHOCTb
TWUM_CMPABOYHOIO_MCTOUHUXA

v UMTUPOBAHMWE_CMPABOYHOIO_ucT OUHMKA

+ + e *

wHAVMEHOBAHUE. KOHTPONMPYEMOW.CYbCTAHLMM TPYMMbl4

01

PUSNYECKAA_®OPMA

+ TUN_KONMNYECTBA
+  TUM ®U3NYECKOW GOPMbI
¢ OUNSNYECKOE COCTOAHUE

* e o o

-

0.1 1

1*

COCTABNAOWAA

NWOAEHTNeNKATOP_CYBCTALI*N
HAVMMEHOBAHWE_CYbCTAH1LM
PO/Ib.CYBCTAHLNN

TN KONNYECTBA

> o 0

cBOWCTBO

NAEHTUOUKATOP_CYBCTAHLAN
HAMMEHO8AHWE_C80MCT8A
HAUM EHOBAHWE_CY6CTAHLIMN
TUN_KONNYECTBA
TUMN_CBOWCTSA

PucyHok 20 — MHdopMaunoHHas Mofesib ONMCaHUs KOHTPOMPYEeMOii cybcTaHLmm rpynnbl 4

3.7.6 AHanuTuMyeckue faHHble

MHpopmaLusa 06 aHanusax, NpoBefeHHbIX A5 ONpefe/ieHUs akTUBHOCTY U COOTBETCTBUA crneyudumka-
LMK, MOXeT GbITb NpeAcTaB/ieHa B BUAE rpynmbl 3IeMeHToB. JTa MHopMaLms Ao/HkKHa BK/IoYaTh B cebs cBe-
AeHus 06 aHanuTMYeckux MeTofJax UM CTaHAapTHbIX 06pasuax,
aKTMBHOCTU. OTAENbHble CTaHAaPTHble 06pasLbl A0/MKHbI GbITh ONUCaHbI KaK KOHTPOIMPYEMbIE CYyGCTaHLMN.
[0/IKHBI 6bITb OMUCaHbI UK YKa3aHbl, B TOM YUC/IE MO CChISIKE, Pa3/INUHbIe aHaIMTUYECKNE METO4bl aHaIM3a
WK cTaHAapTHble 06paslbl, UCMO/b30BaHHbIe A5 ONpejeneHnst akTMBHOCTU. HacToswmii cTaHaapT He
COLEPXMUT yKasaHwii, kKakne aHaIMTUYecKne MeTobl N CTaHAAPTHbIe 06pasLbl O/KHbI BbITb UCMOb30BaHbI

[ANA onpeaenieHnst akTUBHOCTU. B HEM NpeyCcMOTPeEH TO/IbKO CNoco6 c6opa Takoii MHGopMaLIMK.

28

NCNONb30BaHHbIX ANA onpeaeneHna



FOCT PNCO 11238—2014

NMpumeuyaHue — ELUHNLBLI U3MEPEHNSI aKTUBHOCTW HEPEAKO 3aBUCAT OT aHA/IMTUYECKOro MeTofa v cTaHaap-
THOTO 06pasiia, UCNO/b30BAHHOTO A/ ONpejefieHnsi akTUBHOCTU. Bo MHOTMX Clyyasx efuHWLbl U3MEpeHust MoryT GbiTb
OT/IMYATLCS, B 3aBUCMMOCTYN OT TEPPUTOPUM IOPUCAVKLMM 1 AAXKEe Y Pa3HbIX TPON3BOAUTESIEN HA OAHOM 1 TOM Xe TeppuTo-
pUM IOPUCANKLNN.

NMpumep — EAWHULBL M3MEepeHUSs aKTUBHOCT W NaHKpenunasbl. UCNONb3yeMblie B papmakonee USP, n Te,
YT O MCNONb3yl TCA opraHunsayunei Federation Internationale Pharmaceutlque, oT AM4yak TCA UM HE MOTYT 6bl Tb
Tak npocToO npeo6pasoBaHbl APYr B Apyra, NOCKONbKY WCNONb3yl T CH pas3Hble cTaHjapTHble o6pasybl M ux
cTaHjapTu3ayuusa oT nnyaeTcs.

MH(*)OpMaU,VIOHHaFI MoAesNib OnNMcaHnsa aHaMIMTUYECKUX AaHHbIX NOKa3aHa Ha PUCYHKe 21.

class AHanUTUYECKN» p,aHHble/

AHANIMTUYECKUNE. LAHHbI E CNELNSUKALNSA 3HAUYEHUE.CNELV®UKALNN
+ TUN.CAEUNOUKALNK .~ OWncAHME.CNEUTUKALUK 0 . ¢ WAEHTUCMKATOP
0 + Y T.3HAUEHVA.CNELMOUKALNN *  HAVMEHOBAHVE

4  TWUN.KONNYECTBA

O*
IOPUCANXLINA.CIIELIMOUKALNN KOJIMUECTBO
+ CNPABOUYHAR.IOPUCAUKUNA.CAELUCUKALAN.AHANUSA + BEPXHWW.NMPEAEN
¢ EAVHNLA
¢+ HE.UNCNOBOE.3HAYEHUE
0* ¢ HVKHWUA.NPEAEN
+ CPEJAHEE
AHANMTUYECKUIA.METO[,
*  AHANWTUYECKWIA.METOZA
* QETANVN_AHANUTAUYECKOTO_METOZA
‘m CMPABOYHBLIE_JAHHbLIE_AHAAUTUYECKOFO_METO/AA
*  TUN_AHAAUTWYECKOrO_METOAA
O o~

CMPABOYHbIN. UICTOUYHNK

4 NA.CNAABOYHOMO.UCTOYHUKA

4 KNACC.CNPABOYHOIO.MCTOYHUKA

* OBWEAOCTYNHOCTH

4y TWUN.CNPABOMHOTO.MCTOUYHNKA

4 t|4T NPOBAHWE.CMPABOYHOTO.MCTOYHUKA

PucyHok 21 — MHdJOpMaLI,VIOHHaH MoAenib onnucaHua aHanNTUYeCKUX AaHHbIX

3.7.7 CocTasnfwlume

pynna anemMeHTOB, OTHOCALLMXCA KCOCTaB/AIOLWNM, ONUCbIBAET MH(OPMALLMIO O CyO6CTaHUMAX U KOHTPO-
NVpYEeMbIX CyO6CTaHUMAX, BXOAALMX B COCTAB AAHHOW KOHTPONUpyeMoii cybcTaHumm, OnmcaHme MHOTOKOM-
NMOHEHTHOTO BeliecTBa AO0/DKHO BK/IOYaTb B CeO6A OMMcCaHUs ero COCTaBALWNX — Cy6CTaHuuii 1
KOHTPONMpPYEMbIX Cy6CTaHUuin. AKTUBHbIE MapKepbl B pacTUTEbHbIX 3KCTPaKTax, 3arpsa3sHeHns unm conyTcTBy-
oL Me BellecTBa [O/KHbI TaKKe paccMaTpuBaTbCs Kak cocTaBnsAoLwme u 4o/KHbI 6bITb NPUBA3aHbI K KOMMO-
HeHTaMm. 06pasyloLWmnM KOHTPOIMPYEMYo Cy6CcTaHuUmio. [Jo/mkHbl GbiTh yka3aHbl KOIMYECTBO W POJib KaXAoM
cocTaBnsoleli. Konnyectsa Ao/MKHbI 6bITb yKasaHbl UM Kak Npefe bl OKOHYaTeIbHbIX KONIMYecTB (CpesHue),
UK Kak AuanasoHbl KoHueHTpauuu. CocTaBnsiowune BXOAAT B COCTaB 3/IEMEHTOB, OMUCHLIBAKOLLMX
KOHTponvMpyeMble cybcTaHumm rpynnel 1 v rpynnsi 4.

NMpumeyvyaHune — rpynna 3NeMeHTOB, ONUCLIBAKOLMUX COCTaBNsOWMe, 06najaeT 3HAYNTENbHON TMBKOCTbIO 1
NOME3HOCTbIO AN YKAa3aHWsi CBA3M MHOTUX TUMOB COMYTCTBYOLUX CYy6CTaHL M.
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3.7.8 KauectBo

KayecTBo onucbiBaeT o6Liee KayecTBO WAW rpynny cneuudmkauuii fainHon KOHTpPonMpyemoii cy6-
cTaHumn.

KauecTBO f0/MKHbI 6bITb YKa3aHO A1 KOHTPOANPYeMbIX cyb6cTaHuumii rpynn 3 n 4.

MpumeuyaHune — dapmakoneiiHoe KayecTBO WM creuudmKaLuu LO/MKHbI GbiTb yKasaHbl, €CM W3BECTHbI.
KOHKpeTHasi KOHTposiMpyemas cy6CTaHLnsi MOXeT COOTBETCTBOBATb CreuudmKaLnsiMm HEecKobkuX hapmakonein. MoxeT
6bITb TaKKe yKazaHa TeXHUYEeckasi xapakTepucTrka kauecTsa.

Mpumep — ®apmakoneiiHoe KayecTBO WAM chneund UKaUUM JONXHB 6Gbl Tbhb ykasdaHbl, eCNu W3BeCT Hbl.
OonuncaHue KOHT PONUPYEMON Cy6CT aHuUM MOXeT MAeHTudnyupoBaTb pa3nnyHoe kauecTBo BOAbLI . Bogonpo-
BOJHas Boja, cCTepunbHas Boja ANA UHbeKuuit kayecTBa USP.cTepunbHas Boga ANA UHbeKUNA kayecT Ba EP.
o6e3szapaxeHHas Boja kayecTBa USP M T. 4. AONXHbB WAEHT UMD UUNPOBATbLCA Kak pasHble KOHT pPoONiMpyemble
cybcTaHunm.

3.7.9 lMpousBoAcCTBO

Mpynna afiemMeHTOB, ONMCLIBAKOLLMX MPOVN3BOACTBO, AO/HKHA COAEPXKaTb MH(OPMALMIO 0 Tpou3BoaUuTeNe
N KPUTUYECKUX NMPOU3BOACTBEHHbLIX MPoLeccax, He06X0AMMYIO A1 Pa3/IMUEHUS] KOHTPOSIMPYEMbIX CYy6CTaH-
umii. B cocTaB aToil MH(hOpMALLMK MOTYT BXOAUTL ONUCAaHUS HavaslbHbIX MaTepuanos, 06pabaTbiBaeMbix MaTe-
puanoB, napamMeTpoB KPUTUYECKUX MNPOLECCOB, MCMNOMb3YEMOro 060pyAOBaHUs U pe3y/bTUPYIOLEro
mMaTepuana npou3BoACTBEHHOIO NpoLecca.

MpumeuyaHue — JTa rpynna 3/IEMEHTOB NpefHa3HayYeHa AN ONWCAHUS He BCex AeTaseil Mpon3BOACTBA, a
TONbKO KPUTUYECKUX NPOU3BOACTBEHHbLIX MPOLECCOB, KOTOPble MOryT BAMSATL Ha 6e30nacHocTb UK 3PeKTUBHOCTL
KOHTPO/IMPYeMOii Cy6CTaHLMW, NCNOb3yeMOit B IeKapCTBEHHOM CPe/CTBe.

NHpopMaumoHHas Moge b onucaHus Nnpou3BoACcTBa NoKasaHa Ha pucyHke 22.

3.7.10 dusnyeckas bopma

dusmyeckas hopma fomkKHa ykasblBaTb COCTOSIHUE, B KOTOPOM CYLLLECTBYET HOpMAaTMBHas Cy6CTaHLusS.
LlonxeH ncnonb3oBaTbCs HOPMATUBHBIN COBapb, KOTOPLIA NPU HEOGXOAMMOCTH HaA0 pa3padoTathb.

3.7.11 CBoiicTBO

Llo/mKHbI 6bITb YKasaHbl (PU3NMYECKUE, XUMUYECKNE UK GUONIOTUYECKME CBOCTBA, KOTOPbIE MOTYT OTHO-
CUTbCSA KUCMOIb30BaHUIO NN QOYHKLMM KOHTPOSIMPYEMOW Cy6CTaHLMM 1 KOTOPbIE MOTYT He 3aBUCETb OT MOsie-
KYNAPHOW CTPYKTYpbl WMAW MONEKYNSIPHOrO aHcam6sl, o6pasytollero cy6cTaHUuMm Wi KOHTpoNMpyemble
cyb6CcTaHumMm, NpUCyTCTBYOLWME B AAHHOW KOHTPO/MPYeMoi cybcTaHuuu. DTO rpynna 3/1eMeHTOB MOXeT
MCMNoNb30BaTbCs A8 YyKasaHWs CBOWCTB, OTHOCALLMXCA K Cynpamosieky/nsipHOl opraHu3auuu BeLecTB.
CBolicTBa A0/1KHbI UCMNOJIb30BATLCA AN NAEHTU(MKALUN KOHTPOIMPYEMbIX Cy6CcTaHuuiA rpynn 1 un 4.
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class Mpcoosoactoy

npon3soacTeso PE3Y/IbTUPYKXUVM.MATEPVAN
uaenTudukatop [ponssogutens 1-* ¢« TUN.MATEPUANA
NAEHTU3AUNKALINA.NPON3BOANTENA *  YUCAO_PE3YNMbTUPYK>n|«C.MATePNAJIOB

HCMEP.BEPCUN.KPUTUYECXOIO.
MPOV3BOACTBEHHAA cuctema

TUM NMPOU3BOACTBA 1.
I TWN.FPOW380ACTBCMHOMOJ
TUN MPOV3BOACTBEHHOM CUCTEMbI PE3YNIbTUPYIOLLAS.CYBCTAHLIVIA

+ UYNCNIO_PE3Y/IbTNeYO1h1X_KOHTPOJIMPYEMbIX.CY6CTAH4UN

Q*
KPUTUYECKM«.MPOLIECC OBPABATBIBAEMbIVI MATEPVAN
*  WaEHTU®UKATOP.KP UTUYECKOIO.MPOLIEECCA 0.* * TWUM MATEPWANA
- MECTO.KPUTUUYCCKOTO.MPOLIECCA *  YUCNO.OBPABATbLIBAEMbIX.MATEPUAIOB
KPUTWNYECKUIA. NAPAMETP OBPABATbLIBAEMAS. CYBCTAHLIA
+ TAPAMETP . UKCJ10 .0 6 PABATBIBAEMbIX. KOKIPOJIMPYEMb'X.CYBCTAHLIUIA

< TUN.KOMNYECTBA

NPON3BOACTBEHHC)E_ OBOPYJOBAH* HAUA/IbMbIA.MATEPUAN

+ UMCNO.EANL41L,. OBOPYAOBAHUSA « TUM. MATEPVANA
+ UMCTI0.HAUANbHBIX .MATEPVANIOB

o0
0.+
CYBCTAHUNA. PE3YILTYPYIOLLETO. MATEPYANIA
OBOPYAOBAHVE

+ WAEHTVIOVMKATOP CYBCTAHLMM
. MBEeHM«KATOP_060PY0BAHNS +  HALIAEHOBAHVE CYBCTAHLMM
- WAEHTWN4*1KATOP_MPOV80AUTENS + POMLCYBCTAHLITA
+ HAMMEHOBAHVE OBOPYAOBAHUS * TUN.KONMMYECTBA
*  HAVMMEHOBAHVIE POU3BOANTENS * TUN.CRELM®GNKALIA

1 01 0.1

KOIMYECTBO

BEPXHWW. NPEJEN
EAVHULA

HE UMC/IOBOE 3HAUEHBE
HWKHWA NPEAEN
CPEAOHEE

D

PucyHok 22 — VH(popmaLuoHHas mMoge b onucaHus npovu3BoAcTBa
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MpunoxeHune A
(cnpaBo4HOE)

CyuwecTByoumne nageHtudukatopbl n npeacTaBNeHnss MONEKYNAPHON CTPYKTYpPbI

A.l NpeHTudunkaTopsbl

A.1.1 O6wmre NONOXeEHMUSA

BnprBefeHHOM HVXe ONMMCaHNM LUMPOKO UCMOb3yeMbIX NAEHTU(NKATOPOB OTPaXEHbI CUbHbIE U CNabble CTOPOHbI
MX UCNOMNb30BAHUS /19 YHUKANbHOW naeHTudukauymm cybctaHumii a nekapcTBeHHOM npenapate. Cnucok paccmaTtpusae-
MbIX TUMOB UAEHTU(NKATOPOB He ABNAETCSA NCYEPNbIBAOLWNM, HO B HEFO BOL/IN Te. 4TO aKTUBHO UCMOMNb3YIOTCA B MHDOP-
MaLMOHHbIX CUCTEMAX.

A.1.2 PeructpayunoHHble Homepa cnyx6bl CAS

PerucTpaylnoHHble Homepa cnyx6bl CAS npefcTaBnsioT cO60i YMCNOBblE UAEHTUIUKATOPLI, KOTOPblE 06bIYHO
MAEHTUMULMPYIOT NpocTbie cybcTanuun. Monnumepy HepeKo npucBanBaeTca eAnHCTBEeHHbIi Homep CAS BHe 3aBUCHMOC-
TV OT pa3nnynii B MONIeKy/IAPHOI Macce unu B APyrux naeHTuduumupytowmx anemMeHtTax. Homepa npucsausatTcs nocne-
[loBaTe/IbHO MO Mepe BHeceHus cybcTaHuuii B pernctp. livHa HoMepoB He dimkcuposaHa U MeHsieTcst oT 5 go 10 yudp.
Kaxablit Homep CAS cofepXUT 0fHY KOHTPObHYIO Ludpy. B pernctpe cnyx6sl CAS 3apernctpupoBaHo cBbiwe 100 mun-
NMOHOB cy6CcTaHuuii. OCHOBHOE Ha3HauYeHne perncTpa CocTounT BYCTaHOB/IEHNUM CBA3El Mexay nHpopmaumei, nybankye-
MOl B nuTepatype No XWMUU, @ He WUCKIYUTENbHO B MAeHTUdUKauum cybcTaHunii. Pernctp Begetcs XumMuyeckoi
pedhepatuBHoli cnyx6oii (Chemical Abstracts Service) — nogpasgeneHvem AMepUKaHCKOTO XMMMYeCcKoro obuiectsa
(Amencan Chemical Society). XoTss Homepa CAS LINPOKO UCNONb3YKTCA, OHWN He ABNAITCA 06 enoCcTynHbIMK. Cnyx6a
CAS BbinycTuna pykoBOACTBO MO MPUMEHEHWNIO CBOUX PETNCTPALMOHHbIX HOMEPOB U NOMbITaNaCh OrPaHNUYNTb UX UCMONb-
30BaHMe B 06LWEfOCTYNHbIX 6a3ax AaHHbIX. PernctpauunoHHblii Homep CAS ana dopmanbiernga umeeT 3HauyeHue
50-00-0.

A.1.3 VpgeHnTtudwnkatopsl InChlun InChlKey

Ab66peBnaTypa InChlo3HavyaeT MexayHapoaHbIli XUMUYeCcKuii naeHTndmnkaTop, npucBamBaeMblit MexayHapoaHbIM
COI030M TeopeTuyeckoil n npuknagHoin xummm (International Union of Pure and Applied Chemistry. IUPAC). Cuctema
naeHTMdukaumumn 6oina paspabotaHa HauuoHanbHbIM MHCTUTYTOM cTaHfapToB v TexHonormii CLUA (National Institute of
Standards and Technology). aeHTudmkaTopsbl INChl SBAAIOTCA NMHERHBIMU 1 OTPaXalT XUMUYeckoe npefcTaBneHne
C nomolyblo cuctemsl crnoes. WaeHnTudukatop InChl asnaetcs obuefoCcTynHbIM CTPYKTYPHbIM NpeAcTaBieHneM, u
nporpammHoe obecnevyeHune, npegHasHadyeHHoe Ans reHepauun ngeHtudmkaropos InChl. pacnpoctpaHseTca nNo oTkpbI-
Toin nuuesnn LGPL. MaeHTudmkatopbl INnChlKey nMeloT hUKCHpPOBaHHYO ANUHY (25 CMMBOMOB) M SIBNSAIOTCA CXATbIMU
UM poBbIMU NpeacTaBneHnam naeHTudrkatopos INChl. Naentudukatopsl INChl n InChlKey ckoHCTpyupoBaHbl Ans
naeHTudMKaumn npocTbix cybcTaHuuil, MMewWwmnx onpeAesieHHYl0 MOEKYNAPHY0 CTPYKTypy, a He AN8 CNOoX-
HbIX BELeCcTB, Hanpumep, BakLH, NPOAYKTOB KPOBM, GOTAHNYECKNX UK XUBOTHBLIX NpenapaToB. Homep InChl gna mop-
huHa umeeT 3HavyeHne 1/C17H19NO03/C1-18-7-6-17-10-3-5-13(20)16(17)21-15-12(19)4-2-9(14(15)17)8-11<I0)18/h2-S,
10-11. 13. 16. 19-20H. 6-8H2. 1H3/MO-. 11-. 13-. 16-, 17-/m0/sl. a wupeHTudpmkatop InChlKey — 3HaueHue
BQJCRHHNABKAKUXKUOQXLYBY.

A.1.4 Howmepa EC

Homep EC-No. unn EC» npegctaBnseT coboit ceMu3HayHblil LMpOBOIi KOA4. NpucBanBaeMblii EBponeiickoii kommuc-
cuel BceM KOMMepUeckn fOCTYyNHbIM cy6cTaHymMaM, npoAaBaemMbiM B EBponeiickom Cotose. Cefbmast uudpa koga siBns-
eTCs KOHTPO/IbHOW W Kop oTobpaxaeTcs Kak Ha TOpropoe, Tak M HenaTeHTOBaHHOE HauMeHOBaHWe KOHKPeTHOW
cybcTanumun. Obnactb NprMeHeHnss Homepos EC wupe, yem y ngeHtndunkatopos INChl. n oxsaTbiBaeT kak NpocTble, Tak n
KOMMJ/eKcHble cybcTaHuun. Cuctema HomepoB EC oxBaTbiBaeT 60s1ee 100 000 cy6CTaHLMIA, HO HE TakK Y)X aKTVBHO MCNO/b-
3yeTcs B hapmaleBTUYeckoM cektope. Homepa B 60MbLIMHCTBE CyYaeB npucBanBaloTcs nocnegoBaTesibHo. OHW 6blan
nosavMcTBOBaHbl M3 CMUCKOB perynmpyembix cyb6cTaHuuii, KoTopble BegyTcA opraHusauuamu EINECS (European
Inventory of Existing Commercial Chemical Substances),ELINCS (European List of Notified Chemical Substances*apyru-
Mu. Homep EC» ana cdopmanbgernga umeet 3HaveHne 200-001-8. EBponeiickas Komuccus 6onblue He npucBavmBaeT
HOBble Homepa EC».

A.1.5 NpeHnTudpukatop UNII

NaoenTudomkatop UNII npeactaBnsieT co60it 10-cMMBOJIbHYIO CyyaliHy angaBuTHO-LMGPOBYO CTPOKY, KOTopas B
HacToslee BpeMs UCNOMb3yeTcs A4Na naeHTudukauum cybctaHynii B TekapcTBeHHbIX cpefcTeax. MaenTudukarop UNII
reHepupyetcsa Cuctemoli peructpaumm cybctTaHumii, kotopas BegeTcs opraHusaumeii FDA nbapmakoneeii USP n ssnseT-
CSl HaAEeXHOW cucTemoli ¢ feTanbHO paspaboTaHHbIMW pernameHTamMn BBOAA AaHHbIX W reHepauun naeHTutrnkaTopos
UNII. npucBanBaeMbIx Kak MPOCTbIM, Tak U KOMNAEKCHbIM cy6CTaHuusiM. MepBble 9 CMMBOJIOB TEHEPUPYIOTCS CayYaiiHo, a
nocnefHuii ABNAETCA KOHTPO/IbHbIM CUMBOMIOM. KOHTpOAb LenocTHocTn ugeHTudukatopos UNII asnsetca 6onee
CTPOTUM MO CPaABHEHMWIO C KOHTPOJIbHBIMUK Uudpamm HoMepoB EC» 1 peructpaymoHHbix HOMepoB CAS. NMOCKO/IbKY 3TU
nAeHTUdMKaTOPbl CyYaliHo BbIGNpatoTCs 13 60/bLIOT0 Anana3oHa BO3MOXHbIX 3HaUYeHWI 1 ANA KOHTPONA UCNONb3YTCS
36 BO3MOXHbIX CUMBOJIOB M0 cpaBHeHuto ¢ 10 uudpamu y Homepos EC» n CAS. VaeHTudumkatopsl UNI sBnatoTcs obue-
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[AOCTYMHbIMM, NCYLLECTBYET perflaMeHT, N0 KOTOPOMY NPOU3BOAMTE b MOXET 06paTuTbCs BopraHusauunio FDA c3anpocom
reHepauuv Hosoro naeHTudunkaropa UNII. Cuctema obecneymBaeT kak Ny6IMYHbINA, Tak M OrpaHUYeHHbI JOCTYN K MHGOp-
MaLumMun. 1 ee MOXHO afanTupoBaTth A5 NpYcBanBaHus MAEHTUMUKATOPOB KOHTPOIMPYEMbIM CybCTaHUUAM

A.1.6 Homep ASK

Homep ASK npepcTtasnseT coboii NATU3HAYHBIA koA (C AOMOJIHNTENbHON KOHTPO/BbHONM UUdpoit). STn Homepa
BeAyTCcs W npuceBamBaroTcs opraHusaumein German National Competent Authorities (BfArM. PEI. BVL) B cOOTBETCTBMM C
§ 10 lepmaHckoro 3akoHa 06 o6paljeHun fekapcTBeHHbIX cpeacTB (German Drug Law) wu npasunamu
AMIS-Bezeichnungsverordnung. Yka3aHue Homepa ASK o6s3aTenibHO Npu nogaye 3asBfeHU Ha perncTpaunto nekap-
CTBEHHbIX CPE/CTB 1 B NEepenuncke Mexay Bnagenblamn perucTpaunoHHbIX yA0CTOBEPEHUI N YNOTHOMOYEHHbLIMU OpraHa-
Mu. Ucnonb3yemasn 6asa gaHHbIx cybcTaHuuii oxBaTbiBaeT 6onee 35 000 cy6CTaHUMil, NPUMEHAEMbIX B perynnpyembix
NeKapCTBEHHbIX CpefcTBax. B nx 4uncao BXoAsT cy6CTaHLMM XMMUYECKOTO 1 BUOMOTMYECKOro NPOMCXOXAEHNS, a Takke
pagvnodapmaleBTMyeckne. romeonartnyeckne u aHtponocoguryeckne npenapatsl. 31a 6asa AaHHbIX COAEPXUT B OCHOB-
HOM MHpopMaunto 06 akTVBHbIX UHTPeANEHTaxX U HanoMHUTENAX, HO B Heil eCTb MHhopMaLus 1 0 rasax, ynakoBOUYHbIX
martepuanax, XmM1u4eckmx BelecTsax, UCnosb3yeMblX 419 aHaNN30B, 3arpsi3HEHUNAX 1 BeLecTBax, 3anpeLyeHHblX 3aKoHo-
faTensCTBOM B 40M0ONHEHME K XUMUYECKOMY HaWMeHOBaHWI0, COOTBETCTBYOWeMy HoMeHknaType IUPAC. npusoantcs
60/bLUAs «KOMINEKLNSA» CCbIIOK HA CUHOHUMbI, UCMO/b3yeMble B MeXAYHapOAHbIX U eBPONEeiCKNX UCTOYHMKAX B TeyeHne
XW3HEHHOTO LiMKNa nekapcTBEHHOro cpefcTaa. Mpy HannuYMmn NPpMBOASATCA PErncTpaLnoHHblii Homep CAS. MmonekynspHas
cdopmyna n monekynsapHas macca. [jns o6ecnevyeHns pasMyHbIX acCnekToB PYTUHHON paboTbl perynsiToOpHbIX OpraHos, B
Knaccmdukaumnio cybcTaHumii fo6aBneHo 60/blI0e YNCI0 «TPYNANPYIOLWUX aTpnbyToB».

A.2 TMpepcTaBiieHNss MONEKYNSIPHOI CTPYKTYpbI

A.2.1 O6uiee onncanune

CyLiecTBEHHbIM MOMEHTOM A/151 pa3paboTku HOPMATUBHOIO C/I0Baps, NpegHasHauYeHHOro 418 ONncaHusi NPoCTbIX
XUMUYECKNX Cy6CTaHLNIA, ABNSETCA npefcTaBneHne XMMUYeCcKoli uan MonekynsipHoi cTpykTypbl. Cuctema npegcrasre-
HUA Ao/kHa oGecneumBaTb YHWKa/lbHOE M OAHO3HAYHOe NpeAcTaBfieHne CTPYKTypbl. KOHKpeTHasi CTpykTypa AoJ/ixHa
MMeTb efMHCTBEHHOe npeAcTaBfieHne, HACTOMbKO AeTaslbHOe, YTO6bl UCKMYNTL HEHAMEPEHHYH HeOAHO3HAYHOCTb.
MpepacTaBneHre unm ero opmMa Ao/MKHbI NO3BOSATL XPaHEHVEe BXUMUYECKO 6a3e faHHbIX 4151 061eryeHns perucTpaumm
nnoucka. Te hopmaTbl NpefCcTaBAEHUS, YTO HE ONUCaHbI HUXE, UMW He UCNOJIb3YITCS [0CTAaTOYHO WWPOKO, UK ABAAIOTCA
YacTHbIMU, MPUHAANEXALL VMW OAHOMY NOCTaBLLMKY .

A.2.2 ®opmat moifile

®opmart moifile 6611 BocHOBHOM pa3paboTaH komnaHueit MDL Information Systems. B HacTosiwee BpeMs NCNOMb3y-
toTcs ABe Bepcuun. V2000 v paclumpeHHblii popmat V3000. B paclumpeHHoM dhopmaTe moifile npyMeHsaloTcs paclimpeHHbie
CTepeoxMMmmnyeckne AeckpunTopbl, NO3BONAIOLME CBA3ATb C KaXA0N XMPasbHOW MOMEKY/10i OTHOCUTE bHbIe, HEN3BeCT-
Hble 1 palemunyeckme 0603HaveHns. dopmat V20GO LWMPOKO NCNONb3YETCA N MOXET 6bITb 63 Tpyaa npeobpasoBaH B ApYy-
rme popmatbl. B oTIMuuMB OT Apyrux npegctaBneHnii, opmart moifile aAnsieTca He NMHeRHbIM, @ BOCHOBHOM Tab/IMYHbIM.
Hwxe nokasaHo npeacTtaBneHne 6eH3ona B hopmate V2000 moifile.
ACD/Labs0812062058
6600000000 1VvV2000

1.9050 -0.7932 0.0000 C 0 0 0 0 0 0 0 0 0 0 0 0
1.9050 -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

g

A.2.3 Cneuyndukaumna SMILES

Cneyudmkauma ynpoLweHHoro npeacTtaBsieHns Monekyn B ctpoke Beoga SMILES (Simplified molecular Input line
entry specification) npegHasHauyeHa ANsi O4HO3HAYHOrO SIMHEWHOTO NPEACTABNEHUS XUMUYECKUX UM MOSEKYNSPHbIX
CTPYKTyp B ¢hopme cTpoku cumBonoB ASCIl. OHa npeumylLecTBEHHO Mcnonb3yeTcs komnaHuel Daylight Chemical
Information Systems Inc., HO HeJaBHO NOSIBUNCH BEPCUM C OTKPLITLIM KOAOM. KaHOHUYeckuii ngeHtucukatop SMILES
npeacTasnseT cob0i CTPOKY, YHUKANbHYIO AN KaXA0W CTPYKTYPbl, U MOXET UCMO/b30BaTbCS ANA NPOBEPKU, YTO B 6asy
[laHHbIX He BBOAATCA Ay6AMKaTbl CTPyKTyp. KApyrum chopmatam NMHERHOro npeAcTaB/ieHns XMMNYEeCKnX CTPYKTYP OTHO-
caTcA HoTauma SLN (SYBYL line notation) n ctapas HoTauus Wiswesser Line Notation, koTopasi 6bi1a nepBoit CTPOKOBOM
HoTaumet, ucnonb3yemoii AN NpecTaBNEHUSA XUMUYECKNX CTPYKTYP. DTV hopMaThbl BHACTOSAL Ee BPEMS HE UMEIOT LWNPO-
KOro npumeHeHus. Huxe nokasaHo npeactasneHne SMILES ans 6eHsona.

Cl=CC=cCccCc*C1
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A.2.4 ®opmartInChl

®opmart InChl onucan B nogpasgene A.1.3. B Hem ©CNob30BaHO MHOTOYPOBHEBOE NpeACcTaB/eHne XMMUYECKOM
CTPYKTYpbl. B HacTosALlwee BpemMs MHQOpPMaLMa MMeeT YeTbipe Cos.

- KOHCTUTYLWNOHAsbHbIW, ONUCbIBAET TO/IbKO MEXAaTOMHbIe CBS3W;

- CTepeoxMmMuyeckuii: BktoyaeT B ce6s1 TpaANLMOHHYI0 CTEPEOXMMUIO COCTOSHNIA 3p2 1 SP3 aTOMOB yrnepoja;

- M30TOMHbLI:NO3BONSAET pa3nnyaTb NU30TOMbI.

- TayTOMETpPHbIA. peanusyeT npocTble hopMbl 6bICTPOI M30MeEpU3aLnn ¢ MUrpaLmeli npoToHa.

Hwxe nokasaHo npeactaBneHune InChl gns 6eH3ona.

1/C6H6/C1-2-4-6-5-3-111-6H

A.2.5 ®opmartsl halinos COX n COXML

3Tn hopmatbl UCMOMB3YIOTCA PeAakTopoM xumMuyeckoi rpacdukn ChemDraw Ans XxpaHeHWs onucaHuii CTpyKTyp B
BUje nocnefoBaTe/IbHOCTY B/IOXKEHHbIX 06BbEeKTOB. Tak kak 60/1bLUIMHCTBO XMMWUKOB UMMeT AocTyn kK pegakTopy ChemDraw
ndopmat COX asnseTcs hopmaTom XpaHeHWsa No ymonyaHuio B pegakrope ChemDraw. To 3anpockl Ha MAeHTUKaLmio
cyb6CcTaHuuiA AoNXKHBI 06ecneunBaTb BO3MOXHOCTb Npuema uHdopmauum B popmate COX. Mockonbky popmat COX siBnsi-
eTCcs YacTHbIM, 3TO NpenaTcTByeT 6yayuum obMeHam vHopmauueit, Tak 4ToO MOXeT NoHaaobuTbeca npeobpasoBaHne B
O/MH U3 yKa3aHHbIX Bbllle 06Lef0CTYyNHbIX (hOPMaTOB.
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http://lwww.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php

Directive 2001/83/EC of the European Parliament and ofthe Council of 6 November 2001 on the Community code
relating to medicinal products for human use as amended by Directive 2002/98/EC. Directive 2004/24/EC and
Directive 2004/27/EC http://ec.europa.eu/enterprise/ pnarmaceuticate/eudralex/vol-1/consol 2004/human
code.pdf

"Guideline on the categorisation on New applications versus Variations". The Rules governing Medicinal Products
in the European Union. Notice to Applicants. Volume 2C

The Rules governing Medicinal Products in the European Union. Notice to Applicants. Volume 2A and Volume 2C
http://ec.europa.eu/enterprise/pharmaceubcals/eudralex/homev2.htm

A Guideline on Summary of Product Characteristics. December 1999, (Doc. Ref. Notice to Applicants. Final —
revision 0) http://ec.europa.eu/health/documents/eudralex/vol-2/index_en.htm

Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the
laws, regulations and administrative provisions of the Member States relating to the implementation of good
clinical practice in the conduct of clinical trials on medicinal products for human use http//
ec.europa.eu/enterpnse/pharmaceuUcals/eudralex/vol-1/dir 2001 20/dir2001 20 en.pdf

Commission Directive 2003/63/EC of 25 June 2003 amending Directive 2001/83/EC of the European Parliament
and of the Council on the Community code relating to medicinal products for human use
http://ec.europa.eu/enterprlse/pharmaceuticals/eudralex/vol-1/dir 2003 63/dir 2003 63 en.pdf
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Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down
Community procedures for the authorisation and supervision of medicinal products for human and veterinary use
and establishing a European Medicines Agency

http://ec.europa.eu/enterprise/ pharmaceuticats/eudralex/vol-1/reg 2004 726/reg 2004 726 en.pdf

Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on advanced
therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004
http://ec.europa.eu/enterpnse/pharmaceuticals/eudratex/vol-1/reg 2007 1394/reg 2007 1394 en.pdf
Commission Directive 2003/94/EC of 8 October 2003 laying down the pnnciples and guidelines of good
manufacturing practice in respect of medicinal products for human use and investigational medicinal products for
human use

http://ec.europa.eu/enterprise/pharmaceuticals/eudratex/voH/dIr_2003_94/dir_2003_94_en.pdf

Guidelines on Pharmacovigilance for Medicinal Products for Human Use, Volume 9A of the Rules Governing
Medicinal Products in the European Union
http://ec.europa.eu/enterpnse/pharmaceutlcals/eudralex/vol-9/pdf/vol9_2007-07_upd07.pdf

Guideline on declaration of botanical substances and botanical preparations in botanical medicinal
products/traditional

Botanical medicinal products In the SPC, 26 July 2007 (Doc. Ref. EMEA'HMPC/CHMP/CVMP/287539/2005)
http://mvw.emea.europa.eu/pdfs/human/hmpc/28753905en2.pdf

Guideline on adjuvants in vaccines for human use. 20 January 2005 (Doc. Ref. EMEA/CHMP/VEG/134716/2004)
http://www.emea.europa.eu/pdfsihuman/vwp/134 71604en.pdf

Guideline on Similar Biological Medicinal Products. 30 October 2005 (Doc. Ref. CHMP/437/04)
http://www.emea.europa.eu/pdfs/human/biosimilar/043704en.pdf

GUIDELINE ON PHARMACEUTICAL ASPECTS OF THE PRODUCT INFORMATION FOR HUMAN
VACCINES. 26 November 2003 (Doc. Ref. EMEA/CPMP/BWP/2758/02)

http://IvAvw.emea.europa.eu/pdfs./ human/bwp/275802en.pdf

Guideline on the acceptability of names for human medicinal products processed through the centralised
procedure. 11 December 2007 (Doc. Ref. CPMP/328/98. Revision 5)
http://www.emea.europa.eu/pdfs/human/regaffair/032898en.pdf

Guideline on the Chemistry of new Active Substances. 17 December 2003 (Doc. Ref. CPMP/QWP/130/96 Rev. 1)
http://www.emea.europa.eu/pdfs/human/qwp/013096en.pdf

Standard Terms. Dosage Forms. Routesof Administration and Containers, EDOM. Fifth Edition. December 2004.
Version 5.0.0 http://st-pheur.org/

EudraVigilance Medicinal Product Dictionary (EVMPD) Version 2.0 Technical Specifications. 9 November 2004
(Doc. Ref. EMEA/140190/2004)

http://eudravigilance.emea.europa.eu/human/ docs/EVMPD%20Technical%20Specificabons.pdf
EudraVigilance Medicinal Product Dictionary (EVMPD) Version 2.0 Message and Acknowledgement
Specifications. 8 December 2004 (Doc. Ref. EMEA/178966/2004) http://eudravigilance.emea.europa.
eu/human/docs/EVMPD%20Message%20and%20%20Acknowledgem

EudraVigilance (EV) Access simple Database Version 2.0 8 November 2004 (Doc. Ref: EMEA/140327/2004)
http://eudravigitance.emea.europa.eu/human/docs/EV%20Access%20
Simple%20Database%202.0%20-%20Tables%20Documentation.pdf

EudraVigilance (EV) Access Simple Database Version 2.0 Forms Documentation, 31 January 2005. (Doc. Ref.
EMEA/35416/2005)

http://eudravigilance.emea.europa.eu/human/docs/EVAcce3sSimple%20
Database_v20_FormsdocumentaUon.pdf

EudraVigilance (EV) Access Simple Database Version 2.0 Step by Step Guide 8 December 2004, (Doc. Ref.
EMEA/191986/2004)

http://eudravigitance.emea.eu.int/human/docs/EV%20Access%20
Simple%20Dataoase%202.0%20-%20Step%20by%20Step%20Guide.pdF

Product Information Management http://pim.emea.europa.eu/

European Pharmacopeia (Ph. Eur.): http://online.pheur.org/entry.htm

MINISTRY OF HEALTH AND WELFARE. PSB/SD Notification No. 37 (29,h March 1999) (All documents are
available only in Japanese. Please note documents' names are only tentative translation) Electronic package
insert information accompanied by the Utility system of Information provision on drug safety
https://skw.mfo.pmda.go.jp/notice/nt990329.pdf

Appendix: Electronic format of package insert information on ethical drugs (SGML/DTD Ver.2.0) Appended DTD
Ver.2.0 https://skw.Info.pmda.go.jp/notlce/nt990329dtd.2ip

Appendix2 Overview of SGML creation https://skw.Info.pmda.go.jp/notice/nt9903290l.pdf

Appendix3 DCL httpsJ/skw.Info.pmda.go.jp/notice/nt990329dcl.2ip

Appendix4 Template of SGML https://skw.mfo.pmda.go.jp/notice/nt990329smp.2ip

AppendixS Data model (Entities and relationships) https://skw.mfo.pmda.go.jp/notice/nt990329dm.pdf
Appendix6 List of fields of package insert mformauon https.//skw.info.pmda.go.jp/notice/nt990329Ist.pdf

THE JAPANESE PHARMACOPOEIA SIXTEENTH EDITION. http://jpdb.nihs.go.jp/Jp16/
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Guidance (or Industry Providing Regulatory Submissions in Electronic Format— Content of Labelling
http://lwww.fda.gov/cder/regulatory/guidance

Release Notes for SPL Schema PORR_MT050020 (3.20.05) FDA SPL Schema for Implementation
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Human Services ftp://ftpl.nci.mh.gov/pub/cacore/caCORE2.0_Tech_Guide.pdf
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