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OIIMCAHHUE U30BPETEHHUSA
2420-561094EA/23
CUCTEMBI 1 CTTIOCOBbI KOMIIEKCHOTI'O U BCECTOPOHHEI'O KOHTPOJISA
INPEITAPATOB KOHOILJIN
H3o0perarean: Jerry L. Bryant, Jr.
Tori M. Strong
ITEPEKPECTHBIE CCBhIJIKM HA POJICTBEHHBIE 3ASBKI

[0001] [HanHast 3asiBKa TPENCTaBJsieT COOOW YaCTHYHO MPOIODKAIOINYIO 3asiBKY

natentHoi 3asiBku CIIIA No. 15/470562, nopmannoii 27 wmapta 2017, o3arjaBieHHOM
“KoMILIEeKCHBIE CUCTEMBI U CIOCOOBI OLEHKH KOHOIUIM W KaHHAOMHOHMIHBIX TMPOAYKTOB MJIS
oOmmecTBeHHOH O€30MacHOCTH, KOHTPOJS KadecTBa U OOecrledYeHHs KadecTBa , KOTOpas
npencTaBisier coOol mpomospKaromyr 3asBky mareHTHOW 3asBku CIITA No. 14/312051,
nogaHHoil 23 wroHs 2014, B Hacrosimee Bpemsi omyOnukoBaHHOW kak marteHTr CIIIA No.
9632069, os3arnaBieHHblii  “KOMIUIEKCHBIE CHCTEMBI U CIIOCOOBI OLIEHKH KOHOIUIA H
KaHHAOWHOMAHBIX MPOAYKTOB Ui OOINECTBEHHON O€30macHOCTH, KOHTPOJS KauecTBa U
o0ecrieueHns1 KauecTBa , KOTOpPask HCTIPAIINBAET MPEUMYIIECTBO U MPUOPHUTET NPEIBAPUTEIbHON
narenTHoH 3asBku CLIIA No. 61/936200, nogansoii 5 ¢espans 2014, ozarnasiaenHoi “Cucremsl
U CTIOCOOBI OLIEHKH MPOAYKTOB KOHOILIH JIJIsl OOINECTBEHHOI 0€30MacHOCTH, KOHTPOJIST Ka4eCTBa
u olecnieueHusi KadecTBa”; W mpenBapuTenbHOW mateHTHOH 3asBku CIIIA No. 61/939385,
noganHoit 13, ¢espans 2014, ozarmaBienHoil “CucreMbl W CHOCOOBI OLEHKH TPOAYKTOB
KOHOTUTH JUIsi OOLIECTBEHHOM O€30MacHOCTH, KOHTPOJISI KadecTBa M OOeCredeHus] KadecTBa
cofiep>kKaHne KOTOPBIX BKIKOYEHO B HACTOsALIEe M300peTeHHe ¢ IOMOIIBIO CChUIKH BO BCell CBOEH
nojHoTe. JlaHHas 3asBKa TaKKe MNPEACTaBiIsieT COOONW YaCTHUHO INPOAOJDKAOUIYIO 3asiBKY B
coorBerctBuu ¢ 35 U.S.C. § 111(a) PCT 3asBku No. PCT/US2018/42707, nonanuoii 18 urons
2018, ozarmaBnenHod “CocTaBbl, conmeprKalie KOHBIOTaThl KaHHAOWHOMIOrO aHajiora Hu
CHOCOOBI MPUMEHEHHsI”, KOTOpasi UCIPAIIUBAET MPEUMYIIECTBO U MPUOPUTET MPEABAPUTEIHHON
nateHTHOH 3asBku CIIIA No. 62/533894, nonannoii 18 uronst 2017, o3arnaBneHHo “CoCTaBbl,
cofepKaliie KOHBIOTaThl KaHHAOWHOWIOrO aHAjIora M CrnocoObl MPUMEHEHUs , COAEepKaHue
KOTOPO# BKJIFOUEHO B HACTOsIIeE N300pETeHHE ¢ TOMOIIBIO CChUIKH BO BCEH CBOEH MOJTHOTE.
OBJACTDb TEXHUKHU

[0002] B oOmem, BapuaHTBl OCYIIECTBJICHHS HACTOSINETO H300pETeHHsI OTHOCSTCS K

o0yacTH y4era U KOHTPOJIsI HHPOPMALMY O HATYPAJBHBIX MPOAYKTAX, TAKUX KaK KOHOIUISHBIE U
KaHHAOWHOMAHBIE MPOAYKTHI U LeNiell KOHTPOJs KadecTBa U obecredeHus kadecTBa. bonee
KOHKPETHO, BapHaHThl OCYILIECTBICHHS HACTOSINETO H300pPETEHUs] CIOCOOCTBYIOT OLIEHKE
NOCTABIIMKOM MJHM MOTPEOUTENEM KOHOIUITHOIO WHIIM KaHHAOMHOMIHOTO MPOAYKTA
3¢ (}eKTUBHOCTH, AKTUBHOCTH, KAaueCTBa W MPOHMCXOXKAECHHUS IaHHOIO NPOAYKTa. BapuaHThI
OCYIECTBIIEHHS] HACTOSIIET0 M300PETEHHs] TaK)KE€ OTHOCATCA K LIEHTPY 0OpaOOTKH JaHHBIX I1O
KOHOIUIE U KaHHAOMHOMIAaM, r7ie 00pasiibl JaHHBIX NMPOAYKTOB AaHAIM3UPYIOT Ha OOIIECTBEHHYIO
0e30macHOCTb, KOHTPOJb KauecTBa M oOecredyeHue KadecTBa. BapHaHThI OCYIIECTBIICHUS

HaCTOAIICTO I/I306peTeHI/I$[ TAKXKE OTHOCATCA K TECTUPOBAHUIO U OTCJICKMBAHUIKO MCOAUIMHCKUX



NMPOAYKTOB, TAaKMX KaK KOHOIUISI W KOHOIUIIHBIE MPOXYKTHI, JUIsi OLEHKH pPaOOTHHKAMHU
3IPABOOXPAHEHUS] W TMALMEHTAMH KadecTBa, OOECIeueHHs] KadeCTBa U TePareBTUYECKOU
s dexTuBHOCTH.

YPOBEHb TEXHUKH

[0003] KoHoruisiHble ¥ KaHHAOWHOWAHBIE TPOAYKTHI JIETaJbHO IOCTYIHBI IS

noTpeOIeHus JIFOIbMH JJIsl HECKOJIBKUX I1eJIel, BKIIF0Yasi, HO HE OrpaHUYMBAsICh, MEAULMHCKUE,
UCCJIEIOBATENbCKUE U peKpealroHHble Lenu. HekenaTenbHble M B HEKOTOPBIX CIy4asix
TOKCHUYHbIE XUMHUYECKHE BEINeCTBa, BKJIOYAs NECTHULHUAbI M PEryJsiTOpbl POCTa PACTEHHH,
n00aBJISIOT K KOHOIUISIHBIM MPOAYKTAM, U OHU YIPOXKAIOT 370pOBbI0 noTpedbuteneii. Ilockonbky
HEKOTOPbIE KOHOIUISIHBIE MPOAYKThl MOXKHO BBOIWUTb MHTAJSLMEH, a HE ynoTpeOssTh B MUILY,
Mr00ble TOKCHHBI, COAEpPIKAIUEeCs B MPOAYKTAX, UMEIOT MPSIMON AOCTYI B JIETKHE M KPOBOTOK
notpedurensi. HekoTopele rocymapcTBa HMEIOT TMpaBHJia KOHTPOJS CpeAbl, B KOTOPOM
BBIPAIIMBAIOT PACTEHUsT KOHOIUTA. BONBIIMHCTBO TrOCYHapCTB, TA€ KOHOIUISHBIE MPOIYKThI
MOJKHO TOJIyYUTh JIETAIbHO, HE UMEIOT CPEACTB 00ECIeueHHs] TOro, YTOObI PACTEHHs POCIH B
KOHTPOJIMPYEeMOil OKpyskaromell cpene. B nmobaBieHne K €CTECTBEHHOMY 3arps3HEHHIO B
nporecce pocTa pPACTEHHH, KOHOIUIIHbIE M KaHHAOMHOWIHBIE MPOAYKTHI OECIPHHLIUITHO
3arps3HSAIOT TPUMEHEHHEM 5SKCTPAKTOB WJM BBICYIICHHBIX YacTeW JPYrux pacTeHHH,
CTEKJITHHBIX YaCTHI], MPOMBIIIEHHBIX XHUMHUYECKUX BELIECTB, Caxapa WU Mecka U JPYrux
MuKpo3arpsizHutesneil. He cyinecTByeT HafaeKHbIX KOMIUIEKCHBIX CHCTEM, MapaHTHPYIOIIHUX TO,
YTO KOHOIUISIHBIE W  KaHHAOWHOWUIHBIE TPOAYKTBI CBOOOAHBI OT XHMHUYECKUX U
MHUKPOOHMOJIOTHYECKUX 3arps3HEHUH, a TaKkKe OTCIEKMBAIOLIUX MPOAYKT IO Mepe TOro, Kak
pacTeHHe BBIPAIMBAIOT, IEPepadaThHIBAIOT B MPOAYKTHl U MEPEMEINAIOT B MaraswHbl IS
o0mecTBeHHOTO noTpedneHus. bonpInHCTBO moTpeduTesel He MMEIOT TOCTYIA K KOHOIUISTHBIM
WIA KaHHAOWHOWIHBIM MPOAYKTaM, KOTOpble ObUTH MPOBEPEHbI HAa HYHUCTOTY B CTOPOHHHX
aTTECTOBAHHBIX JJAOOPATOPHUSIX.

[0004] MenuuuHCKHE KaHHAOWHOUIbI U PACTUTENIbHBIE JIEKAPCTBEHHBIE CPEICTBA
MOSIBUJIUCh B KA4Y€CTBE 3aCITYKUBAIOIINX BHUMAHUS CPEICTB TEPANUU C PACTYIIMM HAy4YHbIM
J0Ka3aTeIbCTBOM TEPANEBTHUECKOro moteHnuana. OnHako oueHb Maso padoTsl ObLIO CAeNaHO
1o obecrnieueHn0 0E30MacHOCTH Pa3padOTKK U NMOTpeOIeHHs] KOHOIIISTHBIX MPOAYKTOB, U OLIEHKE
NpsSIMOM  KOppeJsiiMK ¢ ucxonamu 3aboneBanusi. Pa3nuyHble CHOCOOBI CKPEIIUBAHHUS CEMSH
KOHOIUTA MPUMEHSFOT [T aHAJIN3a U3MEHYMBOCTH MpOoGmisi KaHHAOMHOHUIOB, MPOAYIIMPYEMBIX
pacteHueM. OpHaKO XapakTePUCTHKU KOHOIUIIHOIO TMPOAYKTa MU HX CBsI3b C HCXOAOM
3a0oneBaHMs emme He ObUTH TOYHO OTCIIeKeHbl. MI3MEHeHHsI B METOJOJIOTHHA MOTYT IPUBOIUTH K
PaCXOXKIEHUSIM B 00pa30BaHNU KAHHAOMHOMIHOTO MPONYKTA, a TAaK)Ke BOZHUKHOBEHHIO APYTHX
HEOIPEIEIEHHOCTEH B MOTOMCTBE, KOTOPBIE HE MOTYT OBITh M3HAYAJIBHO MPEICKA3aHbIL, TAKHX
KaK yBEJIMYEHHE MPOU3BOACTBA TEPNEHOB. be3 BcecTOpoHHEro crocoba MpOBEPKH/BaIUAALNN
MOTYT BO3HHUKHYTb HApYIICHHs B MEIHULMHCKOM IMPOTHO3€ M JAMArHO3€ MPU MPEIOCTABICHUU
pEeKOMeH/AIMil WJIM Ha3HAuUeHWs KOHOIUIM Uil pPa3nuyHbIX 3aloneBaHuil. bomee Toro,
oOmecTBeHHast OE€30MacHOCTh M OOILIECTBEHHOE JOBEpPHE IMPENCTaBISIIOT COOOW OCHOBHBIE

HalpaBJICHUS TIOJHUTHUKU W PCryJIUPOBaHHA, KaCAOIUXCA MGHHHHHCKOﬁ koHoruti. Ha



COBPEMEHHBIX TUIATGOpPMax OTCYTCTBYET KOMIUIEKCHBIH ITOIXOA K KOHTPOJIKO Pa3IMYHbIX
aCIIeKTOB OTPACHIM, TAKMX KaK BBIOOP T€HETUKHM CEMsH KOHOIUIM, KOHTPOJIb YCJIOBHI pocTa
pacTeHui, MPONU3BOACTBO NMPOAYKTOB U JIEKAPCTBEHHBIX CPEACTB ¢ TpeOyeMoii 0€30MacHOCThIO U
TepareBTHYECKUMH MPODUIISIMU.

CYIMHOCTD HACTOAIEI'O U3OPETEHUA

[0005] 3asiBuTEIM MPU3HAIOT PUCKHU IS 30POBBsST U OE30MACHOCTH HACEJICHUS, KOTOPhIE

CYLIECTBYIOT, KOTAAa KOHOIUISIHbIE WM KaHHAOWHOWMIHBIE TNPOAYKTbI HE COMPOBOMKAAKTCS
anekBaTHOW wuH(popmammeld 00 HUX MCTOYHMKAX, CHOCO0AaX TPOU3BOACTBA, CONEPIKUMOM,
pe3yJbraTax JoObIX MPOLEAYp MPOBEPKH KauecTBa U obecreueHus kauectsa. HexkenarenbHble U
B HEKOTOPBIX CIIy4asXx TOKCHYHbIE XMMUYECKUE BEIIECTBA, BKIIIOYAS TECTHIMIbI U PETYJISTOPbI
pocta pacTeHuil, NOOABNIAIOT K KOHOIUISHBIM U KaHHAOWHOWIHBIM TMPONYKTaM U YIPOKAKOT
3I0POBBIO UM 0E30MaCHOCTH MOTpeduTeNeli, Mo3ToMy mepen OOIIEeCTBEHHBIM TMOTpeOIeHHeM
MOXET TOTpeOOBaThCS OMOJIHUTENPHOE TECTHPOBAHME M COONIOJIEHHE YCTaHOBJICHHBIX
TpeOoBaHMi. BapWaHTBl OCYIIECTBJICHHS HACTOSINErO0 HM300pETeHHs BKIIOYAIOT B ceds,
HampuMep, LeHTp 0OpabOTKHU JaHHBIX MO KOHOIJIE, rie 0Opaslbl KOHOIUTH U KaHHAOWHOMIHBIX
MPOAYKTOB aHATU3HPYIOT C MOMOIIBI HAYYHBIX UCCIIEIOBAHNHN, YTOOBI IPOBEPUTD U YCTAHOBUTH
napaMeTpbl JUII TPETbUX CTOPOH, TAKUX KAaK TOCYNAPCTBEHHBIE YUPEIKIACHHS IJISI BbIIAYH
T'PAHTOB, OOLIECTBEHHOW 0€30MaCHOCTH, KOHTPOJISI KauecTBa M 00eCTeueHUs] Ka4eCTBa.

[0006] ITpumepbl BapHAaHTOB OCYIIECTBJICHUS HACTOALIETO M300PETEHHs! BKIFOYAIOT B
ce0s1 croco0 OLEHKH OAHOTO MM OoJiee KOHOIUIIHBIX M KAHHAOMHOWIHBIX TPOAYKTOB IS
NPUMEHEHNsT B KOHKPETHOW OTpaciyd MJisi UCCJIEAOBAaHMM, OOLIECTBEHHOIO MPUMEHEHUs,
31PAaBOOXPAHEHUS WM UX KOMOWHAITUHL.

[0007] B kauecTBe mpuMepa, BapHaHT OCYILIECTBJCHHS HACTOSINErO H300peTeHusl
BKJIIOYAET B ce0sl pacrpenesieHHYI BaJHIUPOBAHHYIO (YIOCTOBEPEHHYIO) CHCTEMY KOHTPOJI
KOHOIUIM. BapwaHT ocymecTBieHHs AaHHOH CHUCTEMBbl BKIO4aeT B cebs omamH miam Oosee
IPOIIECCOPOB, OJIOK BBOAA/BBIBOIA, MPHUCIIOCOOIEHHBIH Il TOTO, YTOOBI COEAUHATHCS K OTHUM
wi OoJjiee mMporeccopaMu, OaHy Uju Oosiee 0a3y JaHHBIX MO KOHOIUIE, COSAUHEHHYIO C OJHUM
win OoJiee MPOLEecCOpaMu AJisi XPaHEHHsI M COOTHECEHUSI MHOKECTBA HOPMATHBHBIX PYKOBOICTB
C MHOJKE€CTBOM M3MEPEHUH Ka4eCTBa M KOJMYECTBA TPEOYEMbIX U HEXKEJIATeIbHBIX KOMIIOHEHTOB
B KOHOIUISIHOM TPONYKTE, ONWH WId 0ojee 3JIEKTPOHHBIX HHTEP(ENCOB, MO3BOJISIOLINX
oroOpakaTh OHJAMH-OTYET JUIA TOJNb30BATEeNsl W ONpPEAeNsiTh OOHOrO Wiau  Oosee
TIOJIb30BATENIBCKUX HMHTEP(ECOB MO KOHOIUIE, W TOCTOSHHBIM MAIIMHOYUTAEMBbI HOCHUTEIb,
NpeAHa3HAYEHHBIN 111 KOMMYHHKAIIMK C OTHUM WK O0Jiee MPOoLeccopaMy U CONepsKaIluil OHY
win OoJiee XpaHUMBIX Ha HEM KOMIBIOTEPHBIX MporpaMM. KoMmmbroTepHast MporpaMMa BKITFOYaeT
B ce0s HAOOp MHCTPYKUMMH, KOTOpPBIE, MPU UX BBINOJHEHUH OIHUM WM 0OJiee MPOLECCOpaMHy,
NPEANNUCHIBAIOT OAHOMY WK 0Oojiee MpoLeccCOpaM BBINONHATh OMNEpPalMd  TeHEePaluu
NIOJIb30BATENBCKOTO MHTEp(elica Mo KOHOIUIE, MOKA3bIBAIOLIETO €ro MOJb30BATEM0 OAWH HIIN
Oomnee OHNAWH OTYETOB IO KOHOIUIE, TNPHYEM IOJIb30BATENbCKUI HHTEp(dENc Mo KOHOIUIE
NpeaycMaTpuBaeT BBOJX MHOXECTBa HH(POpPMALUM, CBS3aHHOH C IIONB30BAaTENIeM WIH C

KOHOIUIAHBIM MPOAYKTOM, OMNPECACIHICT, YAOBJICTBOPACT JIHU KOHOIIJISTHBIN IMPOAYKT IMpaBUJIaM



PEryJIMPOBaHUS C YUETOM MOJYYEHHUS MHOXKECTBA MH(POPMALMH, CBSI3aHHOH C MOJIB30BATENEM
WM C KOHOIUISTHBIM MPOAYKTOM, U MH(OPMaLK U3 OAHOH miu Oonee 6a3 JaHHBIX MO KOHOIUIE,
COIOCTaBJICHHE MHOXXECTBA NPABWJI PETYJIHPOBAHUA C MHOXKECTBOM M3MEpPEHHMH KauecTBa U
KOJIMYecTBAa TPeOyeMbIX KOMIIOHEHTOB M HEXKEJATeJbHbIX KOMIIOHEHTOB B KOHOIUISTHOM
NPOAYKTE, U BBIBOJIA HA OHOM MK OoJiee MOJIb30BaTEeNIbCKUX UHTEpdeiicax Mo KOHOIUIE OTHOTO
wn OoJjiee OHJIAHH OTYETOB IO KOHOIUIE, IPUYEM OTYEThI IO KOHOIUIE BKIFOYAIOT B ceOsl OfHY
win Oonee M3 MHOXeCTBAa MH(GOPMALUK, CBA3AHHOH C IOJb30BATENEM WIH KOHOIUITHBIM
NPOAYKTOM, M OIHO WJIM OOJiee U3 MHOJKECTBA M3MEPEHHMI KayeCTBA U KOJUYECTBA TPeOyeMbIX
KOMITOHEHTOB U HE)KEJIATEIbHbIX KOMIIOHEHTOB B KOHOILISTHOM MPOAYKTE JUJIsl HCCISOBAHUS WU
1151 OOIEeCTBEHHOTO PUMEHEHHUSI.

[0008] BapuaHThl OCYIIECTBJIIEHUS HACTOSINErO U300PETEeHUsI MPEaNOYTUTETHHO
o0ecrieunBarOT, HAamNpUMep, OAaTYUKH, pACIpeNeeHHble  BAJIUAMPOBAHHBIE  CHCTEMBI,
MAIIUHOYUTAEMbIE TPOTPAMMHBIE MPOXYKTBI M COOTBETCTBYIOLINE CIIOCOOBI OTCIIEKMBAHUS
KOHOIUIIHBIX M KaHHAOMHOWAHBIX TPOAYKTOB OT CeMssH a0 mnotpedburens. TexHomorwus,
ONMCaHHAsl B HACTOSALIEM H300pPETEHUH, OCHOBaHA Ha OJIOKYEHH TPaH3aKIMOHHOHW ratdopme
IUIE OCTYNa M OTCIIEKMBAHUS MHOMKECTBA TPAH3AKLIUN MEXKAY Pa3IMYHBIMH CTOPOHAMH,
YUaCTBYIOLIMMH B TOJIyY€HHE U MPOU3BOICTBE KOHOIUISHBIX NMPOAYKTOB M HX MOCIEAYIOLIEH
nocTaBke 1t notpednenus. JIirodoe moBepeHHOe U0 WM KOMIAHHS MOTYT MOJYYUTh AOCTYIT
K OJOKuYelH TpaH3aKIMOHHOH IutatdopMe, 4TOOBI MPOBEPUTh HH(POPMALMIO, CBA3aHHYIO C
m000i U3 3anucel TpaH3aKUU, CBSI3AHHBIX C KOHKPETHBIM ITPOAYKTOM.

[0009] BapuaHTBl OCYIIECTBJIGHHS HACTOSINErO HM300peTeHHsT  00eCIeYnBarOT
pacrpeneNieHHyl0 BAIMIUPOBAHHYIO CHUCTEMY M CHOCO0 OObeAMHEHHs] NPOPUIHPOBAHUS U
XapakTepu3alUMl CEeMsIH KOHOIUIM  (Te€HEeTHKa/MyJbTHOMHMKCHBIE TEXHOJIOTHH), crocoda
NOCAKW/BBIpAIIMBAHKs  (KyJIBTUBUPOBaHUE), OOpaOOTKW/M3TOTOBNIEHUS, WH(OPMALMOHHBIX
texHojoruu (IT)/mporpaMMHBIX yCJIyr, NPOAYKTOB U JIEKAPCTBEHHBIX CPENCTB. BapuaHThI
OCYIIECTBIICHHsI, ONHCAHHBIE B HACTOSIIEM H300PETeHUH, CIOCOOCTBYIOT O€30macHOMY
BBEICHUIO CYOBEKTAaM U TaKke 00ECIIeYHBAIOT CIIOCOOBI OLIEHKH PE3YJIbTATOB TEPANEBTUIECKOTO
BO3IEUCTBHsI. BapuaHThl OCYIIECTBJICHUS HACTOSIIETO H300peTeHHst 00eCIeYMBaIOT CIIOCOOBI
OTCJICXKUBAHMS, BEPUPUKALINHN U BATUAALNN KOHOIUITHOTO MPOAYKTA MOCPENCTBOM IUIATPOPMBI
C MHTErPUPOBAHHBIM U BCECTOPOHHHM YYETOM M KOHTPOJIEM, T.€. OJIOKYEHH-CHCTEMBL, TAHHOTO
NPOAYKTA.

[00010] BapuaHThl OCYIIECTBJIEHHSI HACTOSIIETO M300peTeHUs 00ECIeYUBAIOT CIIOCO0
ydeTa U KOHTPOJIs MH(QOpMALMH, CBSI3aHHOH C KOHOIUISHBIM NMPOAYKTOM, IO paclpeneleHHOM
BaMANpoBaHHO cucteme. Crnoco® BkIO4aeT B ceds oOecredeHue TOro, YTO MEPBBIH
aBTOPM30BAHHBIA  TIOJB30BATENb CO3AET IEPBOE MHOXKECTBO JAaHHBIX, COIEpIKaliee
TeHEeTHYECKUI POQIIb CEMsIH, IPUMEHSIEMBIX B MOJYYEHUN KOHOIUITHOTO mpoxykra. Crmocob
BKJIFOYAET B Ce0sl COMOCTaBIIEHHE NMEPBOrO MHOKECTBA AAHHBIX C MEPBOH 3aMHCHIO, KOTOPYIO
UICHTUQUIUPYIOT TEPBBIM YHHKAIbHbIM HaeHTHukaTtopoM. Crocobd BkirodaeT B celds
COXpaHEeHHEe MEePBOH 3alUCH B MAaMATU I TOCTYIAa OJHOTO HMJIM MHOXECTBAa aBTOPHU30BAHHBIX

NOJIb30BaTeNeH, MPUMEHssT NepBbli YHUKaNbHBIM uaeHtugukatop. Crnocod Bkiodaer B ceds



obecrieueHne TOro, YTO BTOPOH ABTOPU30BAHHBIN MOJNb30BATENIb CO3MAET BTOPOE MHOXKECTBO
JAaHHBIX, COAEpIKalllee YCJIOBHs BBIPAIIUBAHUS ypoXkKas, TPUMEHSEMOro B IOJY4YEHUHU
KOHOIUITHOTO npoAaykTa. Crocod BKIOYAET B ce0s1 COMOCTABIEHHE BTOPOrO MHOXKECTBA AAHHBIX
CO BTOPOH 3aIUCBIO, KOTOPYIO HAEHTU(HUILMPYIOT BTOPHIM YHUKAJIbHBIM HIAEHTU()UKATOPOM.
Cnoco0 Biiro4aer B ce0st COXpaHeHHe BTOPOH 3alMCU B MAMATH IS JOCTYIIA OHOTO Win Oojee
U3  MHOXECTBA AaBTOPU30BAHHBIX  IOJIb30BATENEH, IMPUMEHSA BTOPOM  YHHUKAJIbHBIN
unentudukarop. Crocod Bkimouaer B cebs o0ecrnedeHne TOro, YTO TPETHH aBTOPU3OBAHHBIM
NOJb30BaTeNb CO3AAeT TPEThe MHOXKECTBO JaHHBIX, copaepkamee uHGopMauuioo 00
W3TOTOBJIEHHH KOHOIUIIHOro mpoaykra. Croco0 Bkirodaer B cedsl COMOCTAaBIEHHE TPETHETO
MHOKECTBA JAHHBIX C TPETbEH 3aMUCBhI0, KOTOPYI HACHTU(DHUIHMPYIOT TPETbUM YHUKAJIBHBIM
unentudukaropom. Crocod BKIOYAET B CeOs COXpaHEHHE TPETbeH 3alUCH B MaMSATH JJIs
JOCTyIa OHOTO WJIM OOJiee M3 MHOKECTBA aBTOPH30BAHHBIX IMOJIb30BATENICH, TPUMEHSS TPETUH
yHUKaJIbHBIA uaeHTHdukarop. Crnocod BkIrOYaeT B ce0sl aHAJIM3 KOHOIUISHOTO MPOXIYKTA,
ornpenesisi KA4eCTBO U KOJMUYECTBO TPeOyEeMbIX KOMIIOHEHTOB U HEXKEJATEJIbHBIX KOMIIOHEHTOB
B KOHOIUITHOM TPONYKTE, MPUMEHssI OOUH MK Oojee u3: nmpoHuInpoBaHUS KaHHAOMHOHWJIOB,
MHUKPOOHMOJIOTHYECKOTO  WCTIBITAHWS, AHAJIUTUYECKOTO HWCIBITAHWUS, TPOBEPKU  IMHIIEBBIX
NPOAYKTOB, MPOBEPKH HA 3aKHCIECHHbIE MUIIEBbIE IPOIYKTHI, HCIIBITAHUS JKUIKOCTEH, TIPOBEPKU
Ha TATOTEHbI, KOHTPOJA KadecTBa M obOecrieueHus: kadectBa. CrocoO Bkirouaer B celst
OIlpefeNieHe KOHIEHTPAllUd OJHOro Wiu Oojiee KaHHAOMHOWUAOB B KOHOIUISSHOM IIPOAYKTE.
Crniocob Bimouaer B cebst obecreyeHrne Toro, YTo YeTBEPThIil aBTOPH30BAHHBIN IOJIb30BATENb
CO37IaeT 4YETBEPTOE MHOXKECTBO AAHHBIX, COJEprKallee IOKA3aTeNH KauecTBa U KOJINYECTBA
TpeOyeMbIX KOMIIOHEHTOB M HEXKEJaTeNbHbIX KOMIIOHEHTOB B KOHOIUISHOM mpoaykre. Criocod
BKJIIOYaeT B ceOsl COMOCTaBI€HHE YETBEPTOrO MHOXKECTBA [AHHBIX C YETBEPTOH 3alHCHIO,
KOTOPYIO HAEHTU(PUIHUPYIOT YETBEPTHIM YHUKAIBHBIM naeHTHukaTopoM. Criocod BKIFOUAeT B
ce0s1 COXpaHeHHEe YeTBEPTOH 3aIMCH B MAMATH Ui AOCTYIAa OAHOTO Wiu Oosee U3 MHOXECTBA
ABTOPHU30BAHHBIX MMOJIb30BATENCH, TPUMEHSISI YeTBEPThIN YHUKAIbHBIA UISHTH(PHUKATOP.

[00011] B HekoTOpbIX BapuaHTax OCYLIECTBIEHHUS, KaXIbli U3  MEPBOro
UeHTH(HUKATOpa, BTOPOrO HIEHTH()HKATOPA, TPETbEro HAEHTH(UKATOPA M YETBEPTOrO
ueHTH(PHUKaTOpa 00ECTIEYNBAIOT JOCTYI K OMHOMY MK OoJee 3. MepBOro MHOKECTBA JaHHBIX,
BTOPOI'O MHOXKECTBA JAHHBIX, TPETHETO MHOKECTBA JAHHBIX W YETBEPTOrO MHOXKECTBA JAHHBIX.
B HEKOTOpBIX BapHaHTax OCYLIECTBJICHMs, KaXkaas U3 NEPBON 3aIIMCH, BTOPOM 3alUCH, TPEThEH
3aIUCH U YETBEPTOH 3aIMCH BKJIIOYAET B ce0s1 BPEMEHHYIO OTMETKY. B HEKOTOPBIX BapHaHTax
OCYIIECTBIIEHHSI, KQKI0€ M3 COXPAHEHHs CTAIUH TEPBOH 3aIMCH, COXPAHEHHs CTaauH BTOPOH
3aliCH, COXPAHEHUs] CTaJAUM TPETheH 3alMCH W COXPAHEHMsI CTaJUU YETBEPTOH 3aIUCH
NpOBepsIeT ONWH MM Oojee M3 MHOXKECTBA aBTOPH30BAHHBIX MOJb30BaTeNeH. B HEKOTOpPBIX
BApUAHTaX OCYIIECTBIEHHs, MEPBOE MHOXKECTBO NAHHBIX IOMOJHHUTENHHO BKIFOUAET B ceOs
JaHHbIE, BbIOPAHHBIE W3 TPYIIIBL, COCTOSIIEH H3. JaHHBIX O TPeOOBAHMWU HA 3aKYIIKYy CEMsH,
JAHHBIX O CEJbXO3MPOM3BOJUTENE, NJAHHBIX O CEJEKIHOHEpe, MAaHHBIX O 3aKyNKE CEeMsH U HX
KOMOMHaIMi. B HEKOTOPBIX BapHaHTax OCYINECTBJICHHUS, BTOPOE MHOXKECTBO JTAaHHBIX BKIIFOYAET

B ce0st JAaHHBIC, BbI6paHHbIe U3 I'pYyIIIbI, COCTO;IH_IGI\/'I 3. JaHHBIX O IMOCAAKE CCMSAH, JaHHBIX O



NOYBE, JAHHBIX O MOTOJE, AAHHBIX MO CONEPXKAHUIO BOABI, JAHHBIX O BJIAXKHOCTH, DAHHBIX O
JaBJICHUH, JAHHBIX 00 OCBSILIEHUH, TAHHBIX O MUTATENbHBIX BEIIECTBAX, JAHHBIX O MECTULIUAAX,
IaHHBIX O MHKPOOPIaHM3MaX, IAHHBIX O TOKCHUYECKUX BELIECTBAX, JAHHBIX O BbIPALIUBAHUU
yposKasi, TaHHBIX O cOOpe yposkas, JaHHBIX O XpaHEHHH, U UX KOMOMHaimid. B HekoTopbIX
BapUAHTAaX OCYINECTBJICHUS, TPEThe MHOXKECTBO JAHHBIX BKIIFOUAET B ceOsl JaHHBIE, BBIOpAHHbIE
U3 TPYIIbI, COCTOSIIIEH HM3: AAHHBIX O MOCTABILIMKE, JAHHBIX O PACIpPOCTPAHEHHH, AAHHBIX 00
HKCTPAKIMH, AAHHBIX 00 OUMCTKE M MX KOMOMHanuii. B HEKOTOpBIX BapuaHTaxX OCYIIECTBIIECHUS,
CHoco0 JTOTIONIHUTENIbHO BKJIFOYAaeT B ce0sl CTaiuI0 CpaBHEHUsS TMOKa3aTeNieil KadecTBa U
KOJIMUeCTBA TPeOyeMbIX KOMIIOHEHTOB U HEKeJIaTeJbHBIX KOMIIOHEHTOB B OJHOM MK Ooliee
KOHOTUISIHBIX ~ TMPOAYKTaX U KOHIEHTpAlMd OJHOrO WM Oonee KaHHAOWHOWIOB C
COOTBETCTBYIOLIMMH HOPMATHBHBIMU TPEOOBAHUSIMU ISl OTPEOICHUST KOHOTUISTHOTO MPOAYKTA.
Crniocob IOMONHUTENBHO BKJIIOYAET B ce0sl CTAAMIO CePTU(HUKALINY, YTO KOHOIUISTHBIE MPOIYKTHI
YIOBJICTBOPSIFOT WJIM HE YAOBJIETBOPSIOT COOTBETCTBYIOLIMM HOPMATHUBHBIM TpeOoBaHusiM. B
HEKOTOPBIX BapUAHTaX OCYILIECTBIEHHS, CIOCOO IOMONHUTENBHO BKIKOYAaEeT B ceds CTaaHio
obecrieueHuss TOro, 4YTO YETBEPThbIil ABTOPU3OBAHHBIA IOJb30BATENb CO3AAET YETBEPTOE
MHOKECTBO JTAaHHBIX, COZIEprKallee 03y U TO3UPOBKY KOHOIUITHOTO MPOAYKTA, 0OecreurnBaeMble
notpeduremo. Criocod OMONHUTENBFHO BKJIKOYAET B ceOsl CTAQAMIO COMOCTABIEHUS ISITOTO
MHOJKECTBA IAaHHBIX C MATOW 3aMUCHIO, KOTOPYI) HMACHTH(PULUPYIOT MSATHIM YHHKAJIBHBIM
unenTudukaropoM. Crioco0 AOMOJHHUTEIBHO BKIKOYAET B Ce0sl CTAIUIO COXPAHEHHs ISTON
3aUCH B MAMATH Ui JOCTyHNa OOHOro wiu Oojiee W3 MHOXKECTBA aBTOPHU30BAHHBIX
NOJIb30BATENEH, NMPUMEHss NATHIH YHHKaJbHBIH HueHTH(ukarop. B HekoTopsIX BapuaHTax
OCYLIECTBJICHHs, TATBIH HAEHTU(HKATOp obOecredynBaer AOCTYN K OZHOMY MM Oonee u3:
HepBOrO MHOXKECTBA IAHHBIX, BTOPOrO MHOXKECTBA IAHHBIX, TPETHETO MHOXKECTBA AHHBIX,
YEeTBEPTOr0 MHOXKECTBA NAHHBIX M IIATOTO MHOMKECTBA TAHHBIX. B HEKOTOPBIX BapHaHTaX
OCYLIECTBJICHHS, TISITAs 3AIUCh BKIIIOYAET B ce0sl BpEMEHHYIO OTMETKY. B HEeKoTOphIX BapuaHTax
OCYIIECTBJIEHHS, MATOE MHOXKECTBO JAHHBIX BKJIFOYAaeT B ceOsl JaHHbIE, BEIOPAHHbIE M3 TPYIIIIbI,
COCTOsIIIEH W3. JaHHBIX O Bpadye, JAHHBIX O (hpapMaleBTe, NAHHBIX O MALUEHTE, TaHHBIX O
noTpeduTeNe, MaHHBIX BU3YAJIM3UPYIOIIUX OOC/IENOBAHUH, HAaHHBIX O JIEYEHUH, JAHHBIX O
pe3yJsibTatax Je4eHHs U MX KOMOUHALHIA.

[00012] BapuaHThl OCYIIECTBJIEHHS HACTOSIIErO M300peTeHus 0OECIeYUBaAIOT CIIOCO0
y4dera U KOHTPOJIsi HHPOPMALIUH, OTHOCSIIENCS] K KOHOIUITHOMY MPOAYKTY, MO pachpeieieHHOM
BajuaupoBaHHOW cucreme. Crioco® BrOUaeT B ce0si mojydeHHe oOpasia KOHOIUISTHOTO
nponykrta. Crnoco0 Brimowyaer B cebs wucmbplTaHus oOpasma, ompenensss OOuH win Ooee
NapaMeTpoB. CONEP’KAaHUE BJATH, MHUKPOOHBII/TATOreHHBIN/MIKOTOKCHHOBBIA — TIPOQIIIb,
npoduab MEeCTHLUHAOB W TOKCHYHBIX BEIIECTB, OCTATOYHbIE PACTBOPHUTENH, COIEpIKAHHE
TSDKEJIBIX METAJJIOB, TEPIIEHOBBIN NMpoduib U KaHHAOMHOUIHBIN npodmib. Crocod BKIIIOYAET B
ce0s1 olecrieyeHHe TOro, YTO AaBTOPHU3OBAHHBIN IOJNB30BATENb CO3/1a€T MHOXKECTBO IAaHHBIX,
COIEepKAILINX TapaMeTphbl, MOJy4eHHble Ha cTanuu uchbeiTaHud. Croco0 BKimouaer B cels
COMNOCTABJICHHE MHOKECTBA JAHHBIX C 3aMUCBIO, KOTOPYID HMIACHTU(PHLHUPYIOT YHHKAJIbHBIM

unentudukaropom. Crocod BKIOUaeT B cedsl COXpaHEHHE 3amCH B MaMATH Ui JOCTyIa



OOHOTO 501058 MHOKECTBa ABTOPU30BAHHBIX HOJIBSOBaTeHefI, IMPUMEHSAA YHHKaHbeIﬁ
uneHTudukarop. B HEKOTOPBIX BapHaHTaX OCYIIECTBJIEHUS, CIIOCOO JOMOIHUTEIBPHO BKIIFOUAET
B ce0sl CTaquI0 XpaHEeHUsI KOHOIUISTHOTO MPOAYKTA B TEUEHHE MPEABAPUTEIHHO OMPEIeICHHOTO
nepuoja BpEMEHH.

KPATKOE OIMMCAHME YEPTEXEN

[00013] Anst Toro, 4to CHOCOO, ¢ MOMOIIBID KOTOPOrO MPU3HAKUA U TPEHMYINECTBa

HACTOSIIEro M300peTeHus], a TaKXKe JPyrue ImapaMeTpsl, CTAHYT OYEBHAHBIMU, MOT OBITH SICEH
Oosee mompoOHO, OoJiee KOHKPETHOE OIMMCAaHHE BAaPHAHTOB OCYIIECTBJIEHUS HACTOSIIETO
n300peTeHns MOXKeT OBbITh OCYILIECTBJICHO MO CChUIKE HAa €ro BapHAHThl OCYIIECTBJICHUS,
KOTOpbIe MPOMJUTIOCTPUPOBAHBI MPUJIArAEMBbIMU YEPTEKAMH, KOTOPbIe 00Pa3yIOT 4acTh JAHHOTO
onucanus. OHAKO TaKkXke CleAyeT OTMETUTh, YTO UYEPTEKHU TOJbKO WJLTIOCTPUPYIOT pa3ivyuHbIe
BAPUAHTBI OCYIIECTBJIEHHS HACTOSLIETO H300PETEHHUS U, CJIEIOBATEIIbHO, HE CIENYeT CUUTATh HX
OrpPaHUYMBAKOLINM O00BEM HACTOSIIErO U300PETEHHS, TOCKOIBKY OHO MOJKET TaK)Ke BKJIIOUYATh B
ceOst npyrue 3P eKTHBHBIE BAPHAHTHI OCYIIECTBICHHUS.

[00014] @ur. 1 mpencraBisier COOOW CTPYKTYPHYK CXeMy MPHMEPHOTO crocoda
COTJIACHO OJJTHOMY BapUaHTy OCYILIECTBJICHMUSI.

[00015] @ur. 2 mnpencraryisier COOOW CTPYKTYPHYK CXeMy MPHMEPHOro crocoda
COTJIACHO OJJTHOMY BapUaHTy OCYILIECTBJICHMUSI.

[00016] @ur. 3 npexncrasiseT coboii cxemarnyeckoe u300pakeHne MPUMEPHOI CUCTEMBI
COTJIACHO OJJTHOMY BapUaHTy OCYILIECTBJICHHUSI.

[00017] Dur. 4 mnpexncraBisger cOOOH CTPYKTYPHYIO CXeMy HPHUMEPHOH CHUCTEMBbI
COTJIACHO OJJHOMY BapHUaHTy OCYILIECTBJICHHUSI.

[00018] dur. 5 mnpexncraBisier cOOOW CTPYKTYPHYIO CXeMy MPUMEPHOro crocoba
COTJIACHO OJJHOMY BapHUaHTy OCYILLECTBJICHHUSI.

[00019] dur. 6 mnpencraBisier cOOOW CTPYKTYPHYIO CXeMy MPUMEPHOro crocoba
COTJIACHO OJJHOMY BapUaHTy OCYIIECTBJICHHUSL.

IHOJAPOBHOE OIMMCAHUE

[00020] Hacrosituee uzobperenue aanee Oyaer omucaHo Oojiee moapoOHO CO CChUIKOM Ha

NpUJIaraeMble YepTeXH, KOTOPble WJUIIOCTPUPYIOT pPAa3jiudHble BAPUAHTHI OCYLIECTBIICHUS
Hacrosimero m3odpererns. OQHAKO HacTosiee M300pEeTeHHEe MOJKHO OCYINECTBJIATh MHOTMMH
pPa3NIUYHBIMH CHOCO0aMH W HE CJIEAYEeT pacCMaTpUBATh €ro OrPaHHYEHHBIM BapUAHTAMHU
OCYILECTBIIEHHsI, W3JIOKEHHBIMH B HacTosmeM u3oOpereHun. CKopee, JaHHbIE BapHUAHTHI
OCYIECTBIIEHHs TPEIOCTABICHbI ISl TOTO, YTOOBI HAcTOsALIee H300peTeHne ObUIO MOJHBIM U
3aBEpIICHHBIM, M TOJHOCTBIO TepenaBaio oObeM HACTOSLIETO HM300pPETeHHs CHEeLUAINUCTY B
naHHOH obmactu TexHUKU. ClieyeT MOJHOCTBI MPU3HATh, YTO PA3NIMYHBIC HUAEHU PA3JUYHBIX
BAPUAHTOB OCYIIECTBJICHHUS, OOCYKIa€MbIX HHKE, MOKHO NMPUMEHSATh OTAENbHO WM B JIFOOOH
NOAXONALIe KOMOMHAIMHU, mony4asi TpeOyemble pe3ysbTaThl. PaszimnuHble XapaKTepPHCTHKH,
NPUBEICHHbIE BBILIE, a TAaKKE JpPyrHe NPU3HAKM W XapaKTEPHCTUKH, OMNHCaHHbIe Ooee
noApoOHO HIpke, OyAyT JIETKO TOHATHBI CHELHUATUCTy B JAHHONW OOJAacCTH TEXHUKU IIOCHe

npo4YTCHUA CJICAYIOILICTO HO)IpO6HOFO OMUCAHUA PA3JIUMYHBbIX BAPHUAHTOB OCYLICCTBJICHUA, U



CCBUIASICh Ha TpuiiaraeMble 4depresku. Ha ueprexax W B OMMCaHUM, KOTOPOE CIIEAYET najee,
OJMHAKOBbIE YAaCTH OOO3HA4YEHbI B OIHCAHWU W HA YEPTEeKaX OJUHAKOBBIMHU CChUIOYHBIMHU
NO3HLIUSAMH, COOTBETCTBEHHO. HeKOTOpble KOHCTPYKTHBHBIE XapaKTEPUCTHKH HACTOSINEro
n300peTeHnst MOryT OBITb IIOKa3aHbl B YBEJIMYEHHOM MaciuTabe MM B  HECKOJBKO
cxeMaTuuecko (opme, a HEKOTOpbIE IeTaal OOBIUYHBIX 3JIEMEHTOB MOTYT OBITh HE MOKa3aHbI B
MHTEpecax sICHOCTU U KPATKOCTH.

[00021] B HacTositieM n300peTeHHH MOKHO IPUMEHSTh (hpasbl “‘B HEKOTOPBIX BAPHAHTAX
OCYIIECTBJIEHUS , “B Pa3JUYHBIX BapHaHTaX OCYIIECTBIEHUS , “B OIpENeJeHHOM BapUaHTe
OCYIIECTBJIEHUST WJIU ‘B BApUAHTAX OCYIIECTBJICHUS , KaXKAasi U3 KOTOPBIX MOXKET CChUIATHCS HA
onuH Wi Oojiee M3 ONUHAKOBBIX MJIM PA3IMYHBIX BAapPHAHTOB OCYLIECTBIEHHs. bonee Toro,
TEPMHHBI “‘COEpIKALIMA’, “BKIIOYAOIUN, “UMEIui’ U TOAOOHbIE, KaK MPUMEHSIOT
OTHOCHUTEJIbHO BAPUAHTOB OCYINECTBJICHUS] HACTOSINEr0 HM300pPETeHUs, MPEACTaBISIIOT COOOH
CHHOHHUMBI.

[00022] IIpumepHble BapHaHTBl  OCYIIECTBICHHMS  HACTOSIIETO  H300peTeHUs
NPEANOYTUTENFHO  O0ECTIeUNBAIOT, HANpUMeEp, JATYUKH, CHCTEMBbl, MAIIHHOYHTAEMBbIE
NPOrpaMMHBIE TPOAYKTBI U POACTBEHHBIE CIIOCOOBI OTCJIEKMBAHHMA KOHOIUIHBIX U
KaHHAOWHOMIHBIX MPOAYKTOB OT CEMsIH A0 norpedutens. TexXHOnorus, onucaHHasi B HaCTOSIIIEM
u300peTeHN:, OCHOBaHAa Ha OJIOKYEWH TpPaH3aKIMOHHOW TuiarGopme s JOCTyma W
OTCJIEKUBAHUS MHOXKECTBA TPAH3AKLUUH MEXAY Pa3IMYHbIMU CTOPOHAMHM, YYAaCTBYIOIIUMHU B
W3TOTOBJIEHNM W TIOJYYEHHUH KOHOIUISHBIX TNPOAYKTOB M MX MOCIEAYIOLIeH IOOCTaBKe s
notpebnenusi. Jlroboe noBepeHHOE JHLO MM KOMIIAHHUS MOXET MMEeThb JOCTYI K OJIOKYelH
TPaH3aKIMOHHOHN miatdopMme Ui MPOBEPKH HMHPOPMALMM, CBA3aHHON ¢ moOOi M3 3amucei
TPaH3aKIMH, CBSI3aHHON C KOHKPETHBIM IPOIYKTOM.

[00023] Kak mpuMeHSIOT B HACTOsIIEM H300peTeHuH, TepMHH “Onokueitn” (“mernodxa
OJ0KOB”) OTHOCHUTCS K 3aBHCSINEMY OT BPEMEHH pAaCTyIIEeMy CIIUCKY HEU3MEHSEMbIX
UH(POPMALIMOHHBIX OOBEKTOB MJIM 3amuceil (najiee Ha3bIBAEMbIX B HACTOSLIEM H300pETEHUU
“Onokamu’), KOTOpBIE CBs3aHbl Kpunrtorpadpueil. Kak nmpuMeHsFOT B HaCTOSIIEM H300pETEHHH,
TEPMHUH “BpeMEHHasi OTMETKa OTHOCHUTCS K TMOCJEIOBATEIBHOCTH LU(P WIK 3aKOAUPOBAHHOU
uH(pOpMaLIMK, ONPENeNIOIIel, KOrAa MPOU30IIIO ONpenesieHHoe coObiTHe. BpeMeHHast oTMeTka
BKJIFOYAET B ce0s1 1 pOBbIe JaHHbIE U HHPOPMALIUIO O BPEMEHH, KOTOPYIO MOYKHO MPUKPETUISATh
K Onoky. Kak mpuMeHSFOT B HACTOSIIIEM HM300pPETeHHH, TEPMUHBI “XeUl WU “‘XelI-3Ha4eHue
OTHOCATCS K BEJINYHMHE, SIBJISIOLIESHCS Pe3yIbTaTOM X eUI-(DYHKIINH, KOTOpasi MPEACTaBiIsieT COOOH
(YHKIHIO, TPUMEHSIEMYIO I OTOOPAKEHHUS ONPENEICHHBIX JaHHBIX IPOU3BOJIBHOTO pa3Mepa B
JaHHbIE KOHEYHOro pasMepa. Xeml TNpeAcTaBisieT co0Oi YHHKaJIbHBIA HACHTU(PHUKATOD,
CBS3aHHBIH ¢ OJIOKOM, ¥ TpencTaBisieT CoOOM KIIOUEBOW JJIEMEHT pachpeneieHHOH
BAJIMANPOBAHHON CHCTEMBI, OMMCAHHOW B HacrosieM n3oOpereHnu. OOBIYHO KaXKabIi OJIOK
CBSI3aH C BPEMEHHON OTMETKOH, XeIl TeKyIlero OJIOKa M XelIll, CBSI3aHHBIM C HEIMOCPEICTBEHHO
MOCJIETHUM OJIOKOM TEKYIIero OJioka.

[00024] Cewms, kak NPUMEHSIOT B HACTOALIEM M300PETEHHWH, OTHOCUTCS K €IMHULIE

PEeNPONYKLIMN PACTeHUsI pONla KOHOIUIM, CITOCOOHON Pa3BUTHCS O APYroro JNaHHOTO PAaCTEHUS.



TepMuH NPUMEHSIOT B HACTOSLIEM W300PETEHUH AJIsl BKIIOUSHHSI U CEMEHH, KOTOPOE CO3/aeTCsl
IyTeM IOJIOBOTO Pa3MHOXKEHHSI, M YepeHKa WM KJIOHA, KOTOPbIN MpeAcTaBiseT coO0i enuHHIly
Oecnionoro pasMHoKeHUs1. Kak MpUMEHSIOT B HACTOSIIIEM H300PETeHUH, KOHOIUISTHBIN MPOIYKT
WJIM KaHHAOWHOWIHBIN MPOAYKT BKJIIOYAET B ce0si, HO HE OrpaHUYHBAETCS, JTFOOOH MPUMEHUMBbIH
HPOAYKT, JerajJbHO MpPeAHA3HAYSHHBINH I UCCIENOBAHUI WK JUIsl TOTPEOJICHUST YeJIOBEKOM, U
coAeprKaIui OIUH WA HECKOJIbKO u3 A-9-TerparunpokaHHabHUHOIA, 8-
TeTparuapoKaHHaOWHOJIA, KaHHaOUXpOMEHa, KaHHAOMIIMKJIOIA, KaHHaOMIHOIa,
KaHHAOMAJIb30MHA, KaHHAOWreposa, KaHHAOMHUAWONA, KaHHAOWHONA, KaHHAOWTpHOJA U
KaHHAOMIHONBHONU KHCJIOThl. KOHOIUISHBbIE MPOAYKTHI MOTYT COAEpsKaTh ABa Wi Oojiee U3
IaHHBIX KAaHHAOMHOWIOB B Pa3HbIX Mponopuusix. KOHOIIssHbIE MPOAYKTHl MOTYT BKJIKOYAThH B
ce0si MPOAYKTHI, KOTOPbIe HACTAUBAIOT C OJJHUM HJIH OOJiee U3 yKa3aHHBIX BbIle KAHHAOMHOUIOB
U KOTOpbI€ MpeIHa3HAYeHbl JAJIsl JIErajdbHOro MoTpedieHus: oapbMu. KOHOIUIsIHBIE TMPOIYKTHI
MOTYT BKJIIOYaThb B ce0sl MNPOOYKTBI, TOJYYEHHbIE U3 MPUPOIHBIX MM TEHETHYECKH
MOIU(HUIIMPOBAHHBIX PACTEHUH, KOTOpPBIE HAY4YHO omnpeneneHsl kak Cannabis sativa, Cannabis
indica uw Cannabis ruderalis. KoHOIISIHBIE TPONYKTBI MOTYT BKJIIOYATh B CeOsl MPOAYKTHL,
NOJIy4EeHHBIE B JTAOOpATOPHH U COIEpKalue ONUH WiH Oojiee 3 A-9-TeTparnapokaHHAOMHOIA,
8-TeTparuapokaHHaOMHOMA, KaHHaOMXPOMEHa, KaHHAOHMLIMKJIONA, KaHHAOHMIHOa,
KaHHAOM3JIb30MHA, KaHHAOWrepojia, KaHHAOWHUAWMOJA, KAaHHAOMHOJNA, KaHHAOWTpHUOIA,
KaHHAOMIOMONOBOM  KMUCJIOTHI, HAOWJIOHA, M  OSHAOKAHHAOWHOWIOB, TaKuX Kak 2-
apaxuIOHOWITIHLEPUHA, H-apaxuAOHOMINO(paMuHa, BHPOAXaMHUHA M HOJAJUHOBOrO 3dupa.
KoHOIUISHBIN TPOAYKT MOKET BKJIIOYATh B c€0sl POAYKTHI, KOTOpPble 00pabOTaHbI TaK, YTO OHU
comepsKaT OOUH WK OoJsiee U3 IeCTUACCATH PA3IMYHbIX KAHHAOMHOUIOB, KOTOPble OOHAPY KEHBI
B oOpasiax KOHOIUTH, MOJYYEHHBIX W3 MPUPOAHBIX WM T€HETHYECKH MOAU(HULIHUPOBAHHBIX
pacTeHuii, KOTOpble Hay4HO omnperneneHbl kak Cannabis sativa, Cannabis indica w Cannabis
ruderalis. BapuaHTbl OCYINECTBJIEHHS HACTOSIIEr0 M300peTeHHs TaKKe BKIIOYAIOT B CeOs
UCMbITAHHE  KAHHAOWHOMIHBIX  MPOAYKTOB, KOTOpPbIE  BBINEISIOT W3  KOHOIUTH, |
nokyMmeHTHpoBaHue uHopmauuu B Buae Ojoka. COOTBETCTBEHHO, KOHOIUISHBIN MPOIYKT, KaK
NPUMEHSIOT B HACTOSIIEM H300PETEHUH, JOTIOJHUTENHHO BKIOYAET B Ce0si MPOAYKTHI, KOTOpPbIE
cozmepsKaT onuH Wiu Oosiee KAHHAOMHOUAOB, BbIAEIEHHBIX U3 KOHOIUTA. KOHOMJISIHBIE MPOIYKTHI
MOTYT MpPUHUMATh psii (GOpM, BKJIOYAs: B BHIE BbBICYLIEHHOIO pACTEHHs, CMOJbL, B
nopoikoodpa3Hoit popme, B BHIE Macia, B BUAE MPOAYKTOB AJisl KYPEHUs], B BUIE UCTIAPSIEMbIX
NPOAYKTOB, a TAKKe€ B BHIE 4YaeB, KOH(ET, MeYeHbsl M MUPOKHBIX C A00ABICHHEM KOHOILIH.
KoHoruisiHble MPOAYKTHI MOTYT COAEPKaTh COSAUHEHHs KOHOIUTH, MOJYYeHHbIE M3 MPHPOAHBIX
UCTOYHHKOB HJM WHBIM 00pa3oM, U BKJIIOYCHHbIE BMECTe C OPraHMYECKHMH HJIH
HEOPraHNYeCKMMH KOMIIOHEHTaMH, BKJIOYas, HO HE OTrpPaHHUYUBAsICh, MPUPOIHBIE, MOJSIPHbIC
WIN HeNoJsipHbIe pacTBOpUTeNH. KOHOIUISHBIE MPOAYKTHI MOXHO NPUMEHSTH B JieueOHBIX,
UCCIIeNIOBATEIbCKUX, PEKPEALIOHHBIX LEJISIX MM UX KOMOMHAIINH.

[00025] KoHOIUIsIHBII NPOAYKT MM KaHHAOWHOWIHBIN MPONYKT BKIFOUAET B ce0s, HO He
OrpaHUYHMBAETCS, KaHHAOMHOMIHbIE aHANOrd. Kak NpPUMEHSIOT B HacToslleM H300peTeHHH,

TEPMHUH “KaHHAOMHOWIHBIA aQHAJIOr  OTHOCHTCS K COEAMHEHHUIO, CHOCOOHOMY WK
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B3aUMOJIEHICTBOBATh C KAHHAOWHOUIHBIMH PELETITOPAMH Y CyOBeKTa HiIH 00JIalaTh XUMUUECKUM
CXOZICTBOM C KaHHaOMHOMIamu, uin oboumu. KaHHaOMHOWIHBIE aHAJIOTH BKIFOYAOT B ceOs
CHUHTETHYECKHE WJIM NPUPOAHbIE KAHHAOMHOU/ABIE COENMHEHMHs], KOTOpble (PYHKIIMOHUPYIOT KaK
arOHUCThI WJIM AHTarOHUCTBHL. BapuaHTBl OCylLIeCTBIeHHs KaHHAOMHOUIHBIX AaHAJIOrOB
BKJIFOYAIOT B ce0s, HO He orpaHu4uBaroTCs, kanHaOuanon (CBD), kaHHAOMIHUOIOBYIO KUCIIOTY
(CBDA), wmonometuinoBblii 3¢up kanHaOunnonma (CBDM), xkannHabunuon-C4 (CBD-C4),
kaHHaOuauBapuHoByt0 kucioty (CBDA), xanHaOunusapun (CBV), kannabumuopkon (CBD-
C1), rerparuapokannabunon (THC), N-apaxunonowntaHojamuH (AEA) wiu aHanmamwun, 2-
apaxunonownruuepun  (2-AG),  pumonabant, AMO538, TapanabaHT, oTeHaOaHT,
MOHOMETWJIOBBIH 3¢up kaHHabureposoBoii kucinorsl (CBGAM), MOHOMETHIIOBBIH 3¢up
kanHaOurepona (CBGM), xannaburepoBapun (CBGV), kaHHaOMrepOBapHHOBYIO KHCIIOTY
(CBGVA), KaHHAOUX POMEHOBYIO KHUCJIOTY (CBCA), KaHHAOMX POMEH (CBO),
kaHHaOuxpomeBapuHoByto  kuciory CBCVA), kanHabuxpomeBapuan (CBCV), A—O9-
teTparuapokanHaduHonoByro  kuciory A (THCA-A), A-9-terparuapokaHHaOMHOJOBYIO
kuciory B (THCA-B), A-9-rerparunpokanHadunnon (THC), A-9-terparnapokaHHaOMHOJIOBYIO
kuciory-C4 (THC-C4), A-9-rerparmnpoxanHabuBapunoByto kuciory (THCVA), A-9-
terparugpokanHaduBapud (THCV), A-9-terparuapoxannadbmuopkonosyto kucinory (THCA-C1),
A-9-terparunpokannabuopkon (THC-C1), A-7-umc-nzorerparunpoxkannadbusapun (THCV), A-
8-terparunpokanHabunonosyro kucnory (A-8-THCA), A-8-terparmppoxannabummon (A-8-
THC), xannabuuukionoByto kucioty (CBLA), kanHabunmknon (CBL), xaHHaOUIMKIOBapUH
(CBLYV), kanHadmnp30eByto kuciory A (CBEA-A), kanaabusnb3oesyto kuciory B (CBEA-A),
kaHHaOmamb3onH (CBEA-A), xannaOunonoyro kuciory (CBNA), xannabunon (CBN),
meTusioBbIit 3¢up kaHHabunona (CBNM), kannabunon-C4 (CBN-C4), kannabunon-C2 (CBN-
C2), xannabuopkon (CBN-C1), kannabunogmon (CBND), kannabunomusapun (CBVD),
kaHHaOutpuon (CBT), 10-3Tokcu-9-runpokcu-A—~6a-rerparuapokanHadbuHo, 8,9-nuruapoxcu-
A—o6a-terparunpokanHabunon, kanHaburpuonsapuH (CBTV) u sTokcH-KaHHAOUTPUOJBAPUH
(CBTVE).

[00026] KoHOMIsIHBII MPOAYKT MM KAHHAOWHOUIHBIN MPONYKT BKJFOUAET B ce0sl, HO HE
OrPaHUYMBAETCS, JIEYeOHO-IHMArHOCTUUECKHUE KOMIIO3HMLIMH, CONEp’Kallie KOHBIOraT MeTKa-
KOMILIEKCOOOPa30BaTEIb-MENUIIUHCKII KaHHAOMHOUIHBIN aHaJIor. METKH MOTYT MPEICTaBISTh
co0OW pagMOHYKIIUBL, KOTOPbIE MPUMEHSIOT JJIsI MEYCHUS MEIUIUHCKOrO KaHHAOWHOWITHOTO
aHayora yepe3 KoMIuiekcooOpaszoBarenb. OnpeneneHHble BAPUAHTBI OCYIIECTBICHUS BKIIOYAIOT
B cebs mmkimam (N4) B KauecTBe KOMIUIEKcOoOpaszoBaTens. Kak MPUMEHSIOT B HACTOSIIEM
u300peTeHNH, TePMUH “‘JIeueOHO-THArHOCTUYECKUE OTHOCHUTCS K areHTaMm WJIH MPUMEHEHUSIM,
KOTOpbIe QYHKIMOHUPYIOT WM KaK JHArHOCTHYECKUE HITH KaK TePareBTUIECKUE CTIOCOOBI.

[00027] Kak MIPUMEHSIOT B HACTOSILIEM n300peTeHNH, TEpPMUH
“KOMILIEKCOOOpa3oBaTe’ OTHOCATCSI K COSOUHEHHSIM, KOTOpPble 00pa3yrT KOOPAMHALMOHHBIE
KOMIUIEKCHI TIPU CBSA3BIBAHHM C HWOHAMU METAJUIOB MIM Apyrumu cyOctparamu. CTpykTypa
XEJIATHBIX JIMTAHIOB M METAJUIOB, KOTOpPble OOPa3ylOT C HUMHU X€JaTHbIE KOMIUIEKCHI, MOXET

HU3MCHATBCA B 3aBUCUMOCTH OT Tpe6yeMoro MNPUMECHCHUS. Mmnorue JIMranAbl, KOTOPBIC
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CBSI3bIBAIOTCS C PAJUOAKTUBHBIMU METAJUIAMH, SIBIIIIOTCSI TETPAJEHTATHBIMU U COAEpIKaT
KOMOMHAIMIO YEThIPEX a30THBIX W/WIIM CEPHBIX aTOMOB, KOOPIMHHUPYROIUX MeTaul (T.e. N4,
N3S, N2S2 u nonobnsie). I[Ipumep komrIuiekcooOpaszoBaTesieil, KOTOpble MOXXHO NPHMEHSTDH B
HACTOALIEM  M300peTeHuH, BKIIOYaeT B ce0s  1mukinamable  coeauHeHus — (N4),
IVSTUIIEHTpUaMHUHIIEHTayKCycHy0  kucnoty(DTPA), rterpaazauuknomonekan-N, N' N" N"'-
teTpaykcycHyto  kucioty (DOTA), stunengmamunTeTpaykcychyro kuciaoty (EDTA),
auMepkanTosiHTapHyro kuciaoty (DMSA), cepubiii kommoua, U NzS» CHUCTeMBbI, Takue Kak
MAMA (monoamuamonoamuHautuonbl), DADS (N2S2 npuamunnurtnonsi), CODADS wu
nonoOHble. JlaHHBIE KOMITIEKCOOOpA3YIOIIe CUCTEMbI U psif Apyrux onucanbl B Liu u Edwards,
Chem Rev. 1999, 99 (9), 2235-2268; N»S, takke ommcan B mateHtax CIIIA Ne 4897225;
5164176, niam 5120526. Criocob nosy4deHus: onpeaeseHHbIX N4 COeTUHEHUH ONHMCaH B NATEHTE
CIITA Ne 5880281, HO MX MOXHO TakKe MOJNYYUTh U3 KOMMEPYECKUX HCTOUHHUKOB, TAKHX Kak
Sigma Aldrich Chemical (Milwaukee, Wis.) m TCI America (Portland, OR). Hexoropsie N4
COEIMHEHUs, KOTOPble MOXKHO NpPHMEHSTh B KauecTBE KOMIUIEKCOOOpas3oBaTeNeil, MOryT
BKJIFOUATh B cebsi, HO He orpanmuuBatorcs, 1,4,7,10-rerpaazanukinononekan (uukien), 1,4,7,10-
TeTpaazanukioTpunekan (mukiam  13), 1,4,7 11-rerpaazanukioTeTpanekad (U30LHUKIIAM),

1,5,9,13-TeTpaa3alMKIOreKCaaeKaH, 1,5,9,13-TeTpaazaumkiaorentagekas, 1,5,9,14-
TETPAA3ALUKIOOKTAICKAH, 1,5,10,14-TeTpaa3aliuKIOOKTaICKaH, 1,5,10,15-
TETPaa3aLMKIOIOHOIeKaH, KoTopble onucaHbl B nmatente CIIIA Ne 8758723, 6093382; 5608110;
5665329, 5688487, marentnoii nyonukauun CIIA Ne 2012/0276005 u PCT/GB2005/002807.
Jlpyrue mpuMepbl KOMIUIEKCOOOpas3yromux (parMeHTOB BKIIOYAOT B ce0s, HO He
OTPaHUYMBAIOTCA, MOHOaMHI TeTpaazauukiogoaekaH-N, N',N" N'-terpaykCyCHOW KHCIOTBI,
(DOTA-MA); 10-(2-runpoxcunponun)-1,4,7,10-rerpaazaunkinononexa- 1,4, 7-TpuyKkCyCcHYO
kucnoty(HP-DO3A). N4 KOHBIOTHUPYIOT ¢ MEIUIMHCKUM KaHHAOWHOMIHBIM COCJUHEHHEM, U
3areM O0OpasylT KOMIUIEKC C MeTauioM. N4 HMeeT IMKINYECKYI) CTPYKTYpy, KOTOpas
crocoOCTBYyeT crabwimu3anuu paauoHykauaoB. KommiekcooOpasoBarean ¢ Oojiee BBICOKOM
JTUMO(PUILHOCTBIO, Takue Kak N4, Takke MPHUIAIT MOHWKEHHYI0 MOYEYHYI0 M TEeUEHOYHYIO
TOKCUYHOCTbD, IMOCKOJIbKY OHU MOKa3aJH MOHM)KEHHOE HAKOIUICHHE B JAHHBIX OpPraHax, SBISSACH
pe3ysibTaToM OOJbINero TOTJIOUIeHHs LejeBbiMu  KieTkamu. Konbtoruposanue DOTA ¢
BBICOKOCEJIEKTUBHBIM 0O0paTHbIM aroHucroM CB: penentopa SR144528, ¢ mocnenyromum
xenatooOpasosanuem ¢ rammeM (Ga), texaeuuem (Tc), menpto (Cu) mnm naHTaHOMIAMH,
takuMu kak ragoiuauil (Gd), espormii (Er), Tepbmii (Tb), omucano B matente CIIIA Ne
8367714. Busyanuzauus CB: peuenrtopa, nNpuMeHss pas3jiMuYHble pPaJAMOAKTHUBHBIE TPACCEPBI,
orucana B PCT/US2009/043491. Pagnonuranasl ¢ BBICOKHM CPOJACTBOM U CEIEKTUBHOCTBIO K
CBi peuenropam, Takue Kak 3,4-IHapuIupa30IMHOBBIE TPOU3BOAHBIE, METIT PAAHOU30TOIOM,
BLIOPAaHHBIM U3 Tpymmbl, coctosmeit usz “H, “*C, "N, F, 7Br, "°Br u '’ ana susyanuszaiuu
PET wnu SPECT. Ilarentsr CIIIA Ne 8840865, 9617215, 8323621, nmareHTHas myOIuKamus
CIIIA 2005/0070596 1 W0O2007130361 onmuCHIBaIOT BU3YAIH3ALUI0 KAHHAOWHOUIHON CHCTEMBbI
1N MEIULIMHCKMX U TEepaneBTUYeCKUX LeNed [Js JIeUeHUsl, HanpuMep, BOCHAJIUTENIbHBIX

3a005eBaHM, paka, HEBPOJOTHYECKUX HAPYIIEHHH.
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[00028] Kak MpUMEHSIOT B HACTOSLIEM H300pPETeHUU, TEPMUH “‘MeTKa OTHOCHTCS K
aToMy, MOJIEKYyJie WM COEOUHEHHUIO, KOTOPblEe NPUMEHSIOT [JIsI ONpPEAENeHHUs ITOJIOKEHUS
KOMITO3UIIMH, K KOTOPOH MPUCOETUHSIOT METKY. MeTku MoryT obnaaaTh OXHUM Wiu Oosee w3
bayopecueHTHBIX,  (HOCPOPECHEHTHBIX,  JIIOMHUHECLEHTHBIX,  3JEKTPOJIOMHUHECLIEHTHBIX,
XEMWJIIOMUHECLIEHTHBIX WJIM JPYTUX CHEKTPOCKONWYECKHX CBOWCTB. JlaHHblE CBOICTBa
HO3BOJISIFOT OOHAPYXXUBATh U MIACHTH(PULIUPOBATH KOHBIOTATHI METKA-KOMILIEKCOOOpa30BaTeb-
MEIUIUHCKIH KaHHAOMHOMIHBIN aHAJIOT, MPUMEHss 000 crocol, crnocoOHbIil 00HapyKHUBATh
U WUACHTU(PULHUPOBATb METKY, BKJIIOYAsl CIEKTPOCKONMHMI) B BHUIMMOW OOJNACTH CHEKTpa,
yIbTpaQUONETOBYI0 W  HWH(PPAKPACHYIO CIEKTPOCKOIHIO, PAMAHOBCKYIO CIEKTPOCKOIHIO,
SIIEPHBIM MACHUTHBIA PE30HAHC, TO3UTPOHHO-3MHUCCUOHHYIO TOMOTPaUI0 M IPyrue CrocoOsbl,
W3BECTHBIE B JTAHHOHN 00JIACTH TEXHUKH.

[00029] Kak npuUMEHSIOT B HACTOSIEM HW300pPETeHUH, TEPMHH BH3YyalIu3auus’
OTHOCHTCSI KO BCEM CIIOCO0aM BU3YAJIN3aLMHU TKaHH, MPUMEHSISI CIIOCOOBI C 3JIEKTPOMArHUTHBIMU
BOJIHAMH, JUII KOTOPBIX MOJKHO IPHMEHSATh HACTOSIIHUE KOMIIO3ULIMH, BKJIIOYAs, HO He
OrpaHUYMBASCh, KJIETKU HEPBHOH CHCTEMBI, KJIETKH KPOBH, PAKOBBIE KJIETKH U MPEAPAKOBBIE
kietkn. Hacrosimee nzoOperenne oTHOCUTCS K Habopam Jisl BU3yalln3aliii HEPBHBIX KJIETOK. B
OJHOM BapHaHTE OCYINECTBJIECHUs, HAOOp CONEPXKUT 3apaHee OINpeNeeHHOE KOJMYECTBO
KOHBIOTaTa KOMILUIEKCOOOPa30BaTeNss 1 MEAULIMHCKOIO KaHHAOMHOWIHOTO AHAJIOTa, W 3apaHee
OTIpeNIeIEHHOE KOJIMYECTBO areHTta sl Bu3yaim3aunu. Konbrorat kommiekcooOpasoBartens U
MEIUIMHCKOIO KaHHAOMHOWIHOTO AaHaJlora MOMKET MpPHUCYTCTBOBaTh B HaboOpe B BHIE
NPEAIIECTBEHHUKOB, KOTOpBIE 3aTEM B3aHUMOAEHCTBYIOT C areHTOM Uil BU3YyaJH3alld, IpU
o0ecrieueHNN TOAXOMAIIMX  ycinoBuid  peakumu. Habop Moxker Takke COAep)KaTh
BOCCTaHABJIMBAIOIIMI areHT, copepxauuii onoso. Hacrosimee nzoOpereHne Takke BKIIOYAET B
ce0st HaOOpbI JUII TEHOMHBIX MM JPYTHMX OMHKCHBIX aHAJIM30B, KOTOPbIE COIEpIKAT 3apaHee
OIIPEAENICHHOE  KOJNMYECTBO  KOHBIOTaTa  KOMIUIEKCOOOpa3oBaTelst M MEIUIMHCKOTO
KaHHAOWHOMIHOTO aHAJIOTA; U 3apaHee ONPeNeeHHOE KOJIMIECTBO areHTa IJIsl BU3YaIU3aLnH.

[00030] Kak mnpuMeHsIOT B HACTOALIEM W300pETeHHH, TEPMHUHBI “‘PAAMOHYKIIHI,
“paIMOAaKTUBHBIA HYKIUA , “paguOU30TON WU “PagMOAKTUBHBIA HW30TOIT  SIBJISIFOTCS
cuHoHUMaMu. OnuH win Oonee pasIHyYHBIX PAaTUOM30TONOB MOXKHO TMPUMEHSTh B KayeCTBE
MeTok. HeorpaHH4MBaroIye MpUMephl PaAMOHYKIMAOB BKIHOYa0T B cebs * M Tc, 17MSn, Ly,
18R e, 185Re. 153Sm, 1%Ho, Y, ¥Sr, 7Ga, Ga, 'In, '3Gd, ¥Fe, 225Ac, 22Bi, 21 At, *STi, °Cu,
81Cu, Cu, *Cu u ©Cu. B gpyrux acmekTax, MOH MeTaljia IpeACTaBIseT COOOil
HEPaAUOAKTUBHBINA METAJI, TAKON KaK B7Re, “Ga u °Pt.

[00031] KoHomnsHbIM MPOAYKT, KOTOPBIM OLIEHHMBAIOT B BapUaHTaX OCYILECTBIEHUS
HACTOSIIEr0 H300pETeHUs, MOXKHO TOJNYYUTh U3 psfa HCTOYHUKOB, BKJOYAs, HO He
OTPaHUYMBASCh, CAAOBOAOB, (epMepoB, mnpomsBoauTeNell W 00pPabOTUMKOB KOHOIUISTHBIX
NPOAYKTOB M ONTOBBIX U PO3HMYHBIX MPOJABLOB KOHOIUIHBIX MPONYKTOB. Kak mpuMeHSIOT B
HACTOSIIEM M300pETeHNH, TIPOU3BOAUTEN BKIIIOYAIOT B €05l OTIENbHOIO YeNOBEeKa WJIH JIULIO,
YIIOJTHOMOYEHHOE TOCYAAPCTBEHHbIM MIJIM  (efepasbHbIM KOHTPOJIBHBIM COBETOM  WIIH

Ar€HTCTBOM BbIpAIllUBATDh, CaXaTb, KYJbTHBUPOBATD, CO6I/IpaTb ypo>1<a1‘/'1 WK aHAJIOI'MYHBbIM
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o0pa3oM y4acTBOBaTb B IPOU3BOACTBE MPHUPOIHBIX WM T'€HETUYECKH MOIU(PUIIPOBAHHBIX
pacTeHuli, KOTopble Hay4HO ompenenenbl kak Cannabis sativa, Cannabis indica u Cannabis
ruderalis. TlpousBoguTenn Takke BKIKOYAIOT B ceOs OTHEIBHOrO 4YeNOBEKAa WU JIMILO,
YIIOJTHOMOYEHHOE TOCYAAPCTBEHHbIM MJIH  (efepasbHbIM KOHTPOJIBHBIM COBETOM  WIIH
areHTCTBOM 3aKyIaTh ChIPbE U MOJy4aTh XMMHUYECKHM CIIOCOOOM, WIIM aHAJOTMYHBIM 00pa3oM
y4acTBOBAaThb B IPOU3BOACTBE KOHOIUISIHBIX IPOIYKTOB.

[00032] Kak mnpuMeHsIOT B HacTosimeM wu3oOpereHuH, oOpabOTYMK KOHOIUITHOTO
NPOAYKTa MOXET BKJIIOUaTh B ce0sl, HO HE OTPAHUYHMBAETCS, OTAEJBHOTO YeJIOBeKa WU JIUILIO,
YIOJHOMOYEHHOE TOCYAAPCTBEHHbIM MM  (hefepasbHbIM KOHTPOJIBHBIM COBETOM  WJIH
areHTCTBOM 00pabaThIBaTh NPUPOIHOE WM XUMHYECKOE ChIpbe, TNOJy4Yas KOHOTUITHbIE
NPOAYKTHI, YNAKOBBIBATH M MAapKUPOBaThb KOHOIUISHbIE MPOAYKTHI AN MPOJAXKH B TOPTOBBIX
TOUKax, a TaK)Ke MPOoJaBaTh KOHOIUISIHBIE IPOAYKTHI ONTOBBIM U PO3HUYHBIM MPOJIaBLIAM.

[00033] Kak mnpuMeHSIOT B HACTOSINEM H300pPETeHHUU, PO3HUYHBIA MPOJABeI]
KOHOIUISTHOTO MPOAYKTA MOKET BKJIOUATh B ce0s, HO HE OrPaHUYMBAETCS, OTAEIBHOTO YEIOBEKa
WIN JIULO, YIIOJHOMOYEHHOE TOCYAaPCTBEHHBIM TN (peaepasbHbIM KOHTPOJIBHBIM COBETOM HITH
areHTCTBOM IIpOJiaBaTb KOHOIUIHbIE MPOAYKTHI B PO3HUYHBIX TOProBbIX Toukax. Kak
NPUMEHSIOT B HACTOSALIEM HM300pETeHNH, POSHUYHAS TOPTrOBasi TOYKA MOXKET BKJIIOYAThH B CeOsl,
HO HE OrpaHUYUBAETCS, MECTO, YIIOJIHOMOYEHHOE TOCYJapCTBEHHBIM WIH (enepaabHbIM
KOHTPOJIbHBIM COBETOM MJIM areHTCTBOM [JIsl PO3HMYHOM NPOAAKU KOHOIUISHBIX MPOAYKTOB.
Hanpuwmep, 0e3 orpannuennii, @enepanbHble areHTCTBa, Takue Kak MHUHHUCTEPCTBO CEIBCKOTO
xozaiicta CIIIA, YnpasieHue Mo KOHTPONIO 32 MPOAYKTAMU U JIEKAPCTBAMHU U ATEHTCTBO IO
Oopp0Oe ¢ HapKOTHKaMH, MOIYT peryJupoBaTh MOTpeOjeHne KOHOIULIHBIX IPOAYKTOB U
NPENOCTaBNIATh HEOOXOANMBIE PYKOBOISINUE MPUHLUIBI Al TECTHPOBAHMS KOHOIUISHBIX
nponykToB. Hampuwmep, 0e3 orpaHu4eHui, pPO3HUYHbIE MNPOAABIBI B IITaTe BalIMHITOH
BKJIIOYAIOT B ce0sl OpraHu3aliy, KOTOpbIE NPOAAIOT KOHOIUIAHBIE MPOAYKTHI MO JIHLEH3UH
BammMHrToHCKOro KOMUTETa MO KOHTPOJIO 32 aJKOrOJIbHBIMM HamuTkaMu. Hampuwmep, 0e3
OTpaHUYEHUH, PO3HHYHBbIE TPONaBLbl B mTare Kojopamo BKIIOHYAIOT B ceOs OpraHH3alvy,
KOTOpBIE MPOAAIOT KOHOIUISIHbIE IPOAYKTHI 10 JIMLEH3UH Y TpaBieHus: 1o 60pb0e ¢ MapuxyaHoH.

[00034] Kak mpuUMEHSIIOT B HACTOSIIEM M300PETEHHH, TOJIb30BATEIM MOTYT BKIIOUYATh B
ceOs, HO He OTPaHUYUBAIOTCS, OTACJBHBIX JIFOACH U JIUL, KOTOPBbIE MPUMEHSIOT HJIH MOJYYar0T
NOJIb3y W3 OINpPENEeNeHHBbIX BAPHAHTOB OCYINECTBJICHUS HACTOSALIETO H300peTeHHus, Moyydas
UH(OPMALIMIO, OTHOCSIIYIOCS K KOHOIUITHBIM poaykTam. IlorpeduTenu MOryT Takke BKIIOUATh
B ce0s TpPOM3BOAUTENECH pACTEeHHWH, H3TOTOBUTENIEH M PACIPOCTPAHHUTENECH KOHOIUISIHBIX
NPOAYKTOB, HCClenoBarened uin pabOTHUKOB 3APAaBOOXPAHEHUS NPU TOCYAAPCTBEHHBIX U
YACTHBIX YYPEXKAEHUSAX, U ONTOBbIX M PO3HUYHBIX MPOJABLOB KOHOIJISHBIX MPOAYKTOB.
[Tonp3oBaTenu Takke BKJIOYAIOT B ce0s OTAENBHBIX JIOAEH M JIMIL, KOTOPBIE MOJYYarOT
JeTaJbHbIM CITIOCOOOM KOHOIUIIHBIE MMPOAYKTHI OT IPOU3BOAUTENIEH PACTEHUH, H3TOTOBUTENEH U
pacnpocTpaHuTeNell KOHOIUIHBIX IPOAYKTOB, M ONTOBBIX W PO3HUYHBIX MPOJABLIOB
KOHOIUIAHBIX NpoAyKTOB. [lonb3oBaTenu Takke BKIOYAIOT B ce0s, HO HE OrpaHUYMBAIOTCS,

Jonied, KOTopble MOTPEOSIIOT KOHOIUIAHBIM NPOAYKT A MEOULMHCKUX WM PEKPEalMOHHbIX
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LeJIel, WU TIO JIFOOBIM JIeTaJIbHO ONoOpeHHBIM npudrHaM. [1ob30BaTenn TakKe BKIIOYAIOT B
cebs1, HO HE OrPAaHUYUBAIOTCS,, MHIUBUIOB, KOTOPBIC SIBJISIFOTCS COTPYAHHKAMH FJIH areHTaMH
rOCYJapCTBEHHBIX OpPraHoOB (TaKMX KaK HCCIENOBATENH, KOTOPblE MOIYT MPOBOAUTH
UCCJICZIOBAHMSI JIsl IPUMEHEHUs JIFOAbMHU U HE Ha JIIOJSX), ¥ UMEIOT JICTAIbHYIO NMPUYUHY IS
noctyna K HWH(GOpMauWy, CBA3aHHOW C KOHOIUIIHBIMU TpoAykTaMu. Kak mnpuMeHsoT B
HACTOSIILEM M300pEeTEeHHH, TEPMUH “CYyOBEKT  OTHOCHUTCS KO BCEM BHIAM KUBOTHBIX, BKJIFOUAs
JIOAEH, TPBI3YHOB, APYTUX MIICKOMUTAKOUINX, WA BUAbl ntul. KOMIoO3umuum Ha OCHOBE
KaHHAOMHOUIOB MOTYT CIIY’KUTh B Ka4yeCTBE JMATHOCTMYECKOTO areHTa, MPOTrHOCTUYECKOTO
areHTa WM areHrta, oOJierdaromiero WiM Jjedainero 3adojeBaHue y cyObekra. LleneBoit caiit
MOJKET MPEACTABIISAThL COOOM OOV TKaHb CyObeKTa, BKJOYAs, HO HE OTPaHUYUBASCH, MO3T,
cepile, JIeTKOe, TMHUIIEBOMA, KUIIEYHHUK, TPyldb, MATKy, SIMUYHHUK, MPOCTATy, SIUYKO, KEIYIOK,
MOYEBOM TYy3bIpb WM IeueHb. Kpome TOro, BapWaHTbl OCYIIECTBJICHHS, OTHOCSIIHECS K
HACTOSALIEMY H300PETEHUI0, MOXKHO TPUMEHSITh B KauyeCTBE AareHTOB, HATPABJIEHHBIX Ha
3a00eBaHMsI, TAKHE KaK PaK WIH HEBPOJOTHUECKUE, KeJTyIOYHO-KUIIIeUHbIe, MeTaOOTMUeCKUe U
HEHpPOIHIOKPUHHBIE 3a0ojieBaHusi. Kak NPUMEHSIOT B HACTOSIEM HW300pETEeHUH, TEPMUH
“BBeZleHre” OTHOCHUTCS K aKTMBHOCTU 1O BBEIACHUIO KOMIIO3HUIIUH, OMHCAHHOW B HACTOSIIEM
n300peTeHnH, CyObEeKTY MOAXOASIINAM CIIOCOOOM, M KOMITO3HLIUK MOKHO BBOJIHUTDH PA3JIMYHBIMHU
My TSIMU BHYTPHUBEHHOTO, MePOPaBLHOTO, BHYTPUMBILIEYHOTO, TPAHCAEPMAJIBHOTO,
BHYTPUOPIOIIUHHOTO, ~ MECTHOTO,  CYOJMHIBAJIBHOTO, OYKKAJIbHOTO,  HHTAJSILUOHHOTO,
HA3aJIbHOTO WIN O(TAbMOJIOTMYECKOTO CIIOCOO0B, €CJIU OHU MOTYT JOCTABJISATH €€ B IICJIEBbIC
TkaHu. KOMMNo3Wnwu, ONMUCaHHBIE B HACTOSIINEM H300pETEeHHH, MOXKHO IOCTaBJISITb B BHIE
(bapMaLieBTHYECKOTO COCTaBa.

[00035] Kak mpuMeHSIIOT B HACTOSIIIEM M300PETeHHH, MOJIb30BATEIN MOTYT BKJIOUATh B
ce0si, HO HE OTPAaHHYMBAIOTCS, OTAEJBHBIX JIFOAEH U JIUL, KOTOPbIe YYaCTBYIOT B MOJYYEHUU U
NPUMEHEHUN CHeUU(pUYEeCKUX KOHOIUITHBIX MPOAYKTOB JJIsl  MHIUBUAYATU3UPOBAHHOMN
MeaunuHbl. Hampumep, naHHble crienupuyecKue KOHOIUISIHbIE MPOAYKTHI BKIIIOYAIOT B CelsI
JeueOHO-AMarHOCTUYECKHE KOMITO3UI[MH, KOTOPbIE HANpPAaBJIEeHbl HAa SHIOKAHHAOWHOWIHYIO
cucremy (ECS), yuacTByWOINy0 B TmaTOreHe3e HEPBHBIX pAacCTPOMCTB U paka. JlaHHas
WHIUBUIY AIU3UPOBAHHAS METUITMHCKAs mwiardopma MO3BOJISIET JIOCTABJISITh
MEPCOHAM3UPOBAHHBIE  JIEKAPCTBA,  pa3padOTaHHbIE HAa  OCHOBE  WHJHMBHIYaJIbHOTO
TeHeTUYEeCKOro Tpoduiisi, OMOXUMUH, MOJICKYJIIPHOW BU3YAJIU3AIMH, MOJIEKYJIIPHOU CXEMBbI, a
TaKKe KIMHWYECKUX HAOMIOMEeHUH W W3MEPEeHUM, CBSI3aHHBIX ¢ 3a00JeBaHHEM KasKIoro
nanuenta. B apyrom npumepe, naHHble crielu(pUIeCKue KOHOIUISHbBIE POAYKThI PEICTABIISIFOT
co0Oll dYacTh KOMIIO3WIWH JJisi BH3yaJM3alUu Wi OOpaOOTKH TOPAKEHHBIX KJIETOK.
OnpenesieHHbIe KOMITO3ULIMU CONEPIKAT KAHHAOWHOWIHBIA AaHAJIOT M XHUMHOTEPANEeBTUYECCKUI
areHr. OmpeneneHHble  KOMIIO3ULIMM  COAEPKAaT  XMUMHOTEPANEBTHUECKHUH  areHT U
KaHHAaOMHOUIHBIA aHAJIOT, KOHBIOTHPOBAHHBIN C KOMILIEKCOOOpa3oBareieM. B omnpeneneHHBIX
BapHaHTaX OCYILIECTBJICHUS, KOMILIEKCOOOpa3oBaTelb MpeacTapisier cobod nmkiam. B
OTIpeeNIEHHbIX BApUAHTaX OCYIIECTBJICHUs, KaHHAOWHOWIHBIA AHAJIOr MPENCTaBIsieT COOOM

kaHHaOuauon. OnpeneseHHble BapUAHThI OCYIIECTBIIEHUS BKIIIOYAIOT B CeOs KOMITO3ULIMH,
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cozepKaliie KOMOWHAIIMIO XUMHOTEPANeBTUYECKOrO areHTa M KaHHAOMHOMIHOTO AaHAJora,
KOHBIOTHPOBAHHOTO € KOMIUIEKcooOpasoBareqeM M MeTKOW. B ompeneneHHBIX BapuaHTax
OCYIIECTBIIEHHs,  XHUMHUOTEPANEBTUYECKUN  areHT TMpencTaBiseT CcoOOH  MHTHOUTOPBI
TUpPO3UHKMHA3bl bpyrtona, takme kak wubpyrunu® (IBN) wu 3anyOpyrunu6 (BGB). B
OIpeAeICHHBIX BapUaHTaX OCYLIECTBJICHHS, XUMHOTEPANEeBTHYECKUI areHT NpeICcTaBisieT coOoM
UHrHOUTOp mpoTeacoMbl, Takoil kak kapdumsomud (CFZ). B ompeneneHHBIX BapHaHTax
OCYLIECTBJICHHS, XUMHOTEPANIeBTUUECKUI areHT npeacTasisier coboit tymopekc (TMX).

[00036] HHubpopmanus, OTHOCAMIASCS K KOHOIUITHBIM MPOAYKTaM, BKJIKOYaeT B ceOs
moOyI0 WM HEKOTOPYH WJIM BCKHO HMH(POPMAIMIO, CBS3aHHYIO C TPOHUCXOXKIECHHEM,
3¢ (EeKTUBHOCTBIO, AKTUBHOCTBIO, KAaYECTBOM M KOJIMYECTBOM TPeOyeMbIX KOMIIOHEHTOB H
HE)KEJIaTeJIbHbIX KOMIIOHEHTOB B KOHOIUIHBIX IPOAYKTaX, TFOCYAapCTBEHHbIE JHMLEH3UH U
paspelueHus AJii KOHOIUISHBIX MPOAYKTOB, TEPaneBTUYECKUE Pe3yJbTaThl NOCe BBEACHUS WU
noTpeOyIeHUs] TaHHBIX MPOAYKTOB, WIX JIF0ObIe KOMOMHALIMN NaHHOH nHpopmauuu. Tpebyembie
KOMITOHEHTbI B KOHOIUISTHBIX MPOAYKTaX BKIOUAIOT B cebs, 0e3 OorpaHWYEHUH, XUMHUYECKHE
KOMITOHEHTbI U OMOJIOTHUECKHE KOMITIOHEHTBI KOHOIUISTHOTO MPOAYKTA, KOTOpble 00eCeunBatOT
TO, YTO KOHOIUISHBII MPOAYKT YAOBJIETBOPSET TPEOOBAHMAM AJISI MPOJAKU WM TOTPEONeHHs
JEOABMU B KOHKpeTHOW otpaciu. TpeOyemble KOMIIOHEHTHI, Hampumep, 0e3 OrpaHUYeHHI,
BKJIFOUAIOT B ce0s KaHHAOMHOUABI, (papMalleBTHYECKH MPUEMIIEMbIe CONH, (papManeBTHUIECKHe
HATIOJIHUTENM, BKYCOBBIE MOOABKM M IHIIEBbIE Kpacutenn. HeskenarenbHble KOMIIOHEHTHI B
KOHOIUISIHBIX MPOAYKTaX MOTYT BKJIKOYATh B cebsA, O€3 OrpaHMYEHHH, XUMHUUECKHE KOMIIOHEHTHI
U OHMOJOrnyeckre KOMITIOHEHThl KOHOIUISTHOTO IPOAYKTA, KOTOpbIE JEal0T KOHOIUISHBIN
NPOAYKT HEMPUTOAHBIM AJIsl MPOJAKU B KOHKpPETHOW oTpaciu. HexxenaTenbHble KOMIIOHEHTBI,
Harpumep, 0e3 OrpaHUYeHHi, BKIIOYAIOT B ceOsl MaTOreHHbIe MUKPOOPTaHU3MbI M TOKCHYHbIE
BEIECTBA, TAKUE KaK MECTHLUABL yAOOpEeHHsS W perynsTopbl pocra pacteHuil. TpeOyembie
KOMITOHEHTbI B KOHOIUIIHOM NPOAYKTE B KOHKPETHOH OTPACiIM MOTYT IPENCTaBISTH COOOH
HE’KeJlaTeJIbHbIe KOMIIOHEHTHI B Ipyroil otpaciu. Kak NpuUMEeHsIOT B HACTOSIIIEM H300pETeHHH,
TepMHuH “‘(papManeBTHYECKH TpUemMyieMasl COJb. OTHOCUTCS K COJISIM, KOTOPbIE COXPAHSIOT
ouonorndeckyro 3(pPeKkTHBHOCTh U CBONCTBA UCXOAHOTO COEAUHEHUS U, €CJIM HE YKa3aHO HHOE,
(bapmMareBTHYECKH IpUeMIIEMasi COJIb BKIIFOYAaeT B ce0sl COM KUCIOTHBIX WJIM OCHOBHBIX TPYIIIL,
KOTOpblE MOTYT TIPUCYTCTBOBAaTb B COCOUHEHUSAX (POPMYJ, ONHMCAHHBIX B HACTOSIIEM
u3zobperennn. OmnpeneseHHble KOHOIUITHBIE TPOAYKTHI BKJIIOYAIOT B Ce0S  KOHBIOraThl
KOMILIEKCOOOpa3oBarTeNisi U JIMraHAa, OCYLIECTBISIOMIErO HAMPABICHHYIO JOCTaBKY. JlaHHBIE
NPOAYKTBI MOYKHO TIPUMEHSATD JJIsl BU3YAJIH3aLHUH, TUATHOCTUKU W/ TN TePAIeBTUYECKUX LIETIeH.

[00037] B ompeneneHHbIX BapUaHTax OCYINECTBJEHHS, KOHOIUISIHBIN MPOAYKT, KOTOPbIH
OTCIIEKUBAIOT PACIpPEEICHHON BaIMINPOBAHHON CUCTEMOI KOHTPOJIS KOHOIUIH, NMPEeACTaBIseT
coboii (apmaneBTHUECKH cocTaB. “@apMaleBTUYECKUN COCTaB  OTHOCHTCS K CMECH OJIHOTO
wii Oojiee COENTUHEHMH, ONMUCAHHBIX B HACTOALIEM HM300peTeHHH, Wi (apMaLeBTHUECKH
IIPUEMJIEMOTO NTPOU3BOJHOTO B KAYE€CTBE AKTHBHOIO UHIPEAMEHTA, U, 110 MEHbILIEH Mepe, OJHOTO
dapMaleBTHYECKH TPHEMJIEMOTO HOCHUTENs WM BCIOMOTraTeNbHOro BemecTsa. Llenp

(dapMaleBTHYECKON KOMIIO3ULIUK 3aKJIFOYAeTCsl B TOM, YTOOBI CHOCOOCTBOBATH BBEACHHIO
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coennHeHus1 cyOpekTy. B npyrom acnexre, dapmareBTHIeCKast KOMIIO3ULIUS MOXKET COAEPIKaTh
COEMHEHUE OHOHN U3 (GOPMYJI, OIIMCAHHBIX B HACTOSALIEM M300peTeHNH, WIN (papMaLeBTHUECKU
IpUeMIIEMOe NPOU3BOAHOE, U (papMalLleBTUUECKU MTPUEMIIEMbI HOCUTENb MM BCIIOMOTaTeIbHOE
BEIIECTBO. B HEKOTOPBIX BapHaHTaX OCYIIECTBIEHUs, (apmaueBTHdeckass KOMIIO3ULINSA
CONEP)KUT J1Be MM Oojee (apMaLeBTUUECKH TNPHEMIIEMBIX COJIeH, KHUCIOT, 3(UpOB,
BCIIOMOTaTENIbHbIX ~ BEINEeCTB, HocuTeneld, pasOasureneld u wux komOuHarmi. TepmuH
“(hapmaLieBTHYECKH MPHEMIIEMOE TMPOU3BOIHOE , KaK MPUMEHSIOT B HACTOALIEM H300peTeHHH,
OTHOCHUTCS K U BKJIFOYAeT B ceOs o0y (GapMalieBTUYECKH TPUEMIIEMYIO COJIb, MTPOJIEKAPCTBO,
MeTa0oJHT, CIOXHBIA 3(up, 3hup, rugpat, NoIUMOpd, CONbBAT, KOMIUIEKC U MPOAYKT
NPUCOCTUHEHHUS] COSTMHEHNUS], OMTMCAHHOTO B HACTOSIIEM H300pETEHUH, KOTOPBIN MPU BBEACHUU
cyObekTy cnocobeH obecneunTh (MPSIMO MIJIM KOCBEHHO) aKTUBHBbIE MHIPenueHThl. Hampumep,
TepMUH “(papMalieBTUYECKH MpUEMIIEMOE MPOU3BOAHOE” COSIUHEHHUH, ONTUCAHHBIX B HACTOSIIIEM
n300peTeHnH, BKJIFOYAaeT B ceOs BCE NMPOU3BOIHBIC COCOUHEHUH, OMUCAHHBIX B HACTOSIIEM
n300peTeHnH (Takue KaK COJU, IPOJIEKapCTBa, METaOOIHTHI, CIOKHBIE 3PHPBI, 3PHUPBI, THAPATHL,
NOJMMOP(BI, CONBBATHI, KOMIUIEKCHI M MPOAYKTHI MPUCOCANHEHHUsS] COSAMHEHMs), KOTOpbIE TPU
BBEJICHUH CYOBEKTY CIIOCOOHBI MPENOCTABUTD (TIPSIMO HJTU KOCBEHHO) COSIUHEHHsI, OITUCAHHBIE B
HACTOSIIIEM U300pETEHNH.

[00038] Hampumep, KOHOIUISIHbIE MPOAYKTHI, OTCJIECKUBAEMbIE UEPE3 PaACIpPENeNICHHYIO
BAIMANPOBAHHYIO CHUCTEMY KOHTPOJSI KOHOIUIM, BKJFOYAOT B ce0s KOMIO3MLIMM Ha OCHOBE
KaHHAOWHOWZOB, MPUMEHSEMbIE ISl BU3YAJIN3alluU MMOPAKEHHBIX KJIETOK. J[aHHbIE KOMITO3HIIUU
MOJKHO NPHMEHSTh B JHArHOCTHKE, OLEHKE U JIeYeHUH JoOoro 3aboneBaHus, U HHPpoOpMaLus,
CBsI3aHHasi C CyOBeKTaMH, MOJyYAIOIIMMU JaHHbIE KOMITO3ULIMM, TaKXe IMPEICTaBiIsAeT COOOMH
BXOAHbIE JaHHbIE B pPAacCIpeeeHHONW BaJUAMPOBAHHONW CHUCTEME KOHTPOJS KOHOIUIH.
3aboneBaHre MOXeET BKJIIOUaTh B ceOsi JroOble (OpMBI HEPBHBIX pPAcCTpOiicTB U pak. B
YACTHOCTH, paK MOXKET BKJIIOYaTh B cebs oauH win Oojiee KapUMHOMIHBIX THUIIOB paka,
HEUPOIHAOKPUHHBIM paK, pak MOJOYHOM KeNe3bl, pak JErKUX, pak MPeacTaTeIbHON KeJe3bl,
paK SIMYHUKOB, PAaK TOJIOBHOTO MO3Td, PaKk MEYEHH, PaAK IEHKH MATKH, PaK TOJCTOH KUIIKH, paK
MOYEK, PaK KOXKH, PaKk rOJIOBBI M IIEH, paK KOCTEH, paK MHUILEBOJA, PAK MOYEBOTO Iy3bIpsi, paKk
MaTKH, JUM(pATHYECKHI pakK, pakK >KeNyaKa, pakK IOIKENYyIOYHONW JKeNe3bl, pakK sHYeK,
KOJIOPEKTAJIbHbI pak M pPak KPOBETBOPHOIO MPOUCXOXKICHHs, TaKOH Kak juMdoma Win
nevikemusi. HeBposormueckue 3a0ojieBaHUsST MOTYT BKJIIOYAaTh B cebsi OonesHb AubLreiimepa
(bA), 6onesun Ilapkuncona (BII), 6onesnr Xantunrrona (bI'), GokoBoit amuoTpodUIeCKHit
ckJiepo3 (6ac), paccesHHBIN CKIIEPO3, MOCTTpaBMaTH4eCKoe cTpeccoBoe paccrpoiictso (ITTCP),
STUJICTICUIO, CYAOpOrH, cHHApoM Typerra, mu3opeHuro, TPEeBOKHBIE PACCTPOMCTBA, ayTH3M,
JETIPeCCHI0, IEMEHIMI0O M JApyrue 3a0ofeBaHMs M PacCTPOHCTBA, KOTOPBIE 3aTParuBarOT
HEPBHYIO CUCTEMY.

[00039] PacnpeneneHHas BaJuAUPOBAHHAs CHUCTEMA KOHTPOJS KOHOIIM MOXKET
BKJIFOYaTh B ceOs OJIOKM OT mosbp3oBareell crnocoOOB BU3yalNH3allMM, NPUMEHsS JaHHbIE
KOHOIUIIHbIE NPONYKTHI, U coaep:kalne HHPOPMALUI0, TAaKYI0 KaK YyBCTBHTEIBHOCTb U

cneun(pUIHOCTh, MPOOJEMbl C BBEAEHMEM NAalUeHTy U noOouHsle 3¢dexrsr.  [pyras
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uHpOpPMaLIMs MOXKET TaKXKe BKJIIOUaTh B ce0sl JaHHbIE O BPEMEHH M CTOMMOCTH, CBSI3aHHBIE C
JTrOOBIM U3 MEPEYHCICHHBIX BbIlIe. PAOOTHUKM 3paBOOXPaHEHHUSI MOTYT UMETh AOCTYI K OJIOKaM
UHQOPMALIMU IJI1 OTCIEKUBAHHUS KOHKPETHOIO KOHOIUIIHOTO IMPOAYKTA, KOTOPBIA BBOIMIN
cyObekTy. PaboTHHKY 31paBOOXpaHEHUS] MOTYT TAK)K€ BBOJUTH U UMETh OCTYII K HHPOpMALIUY,
CBSI3AHHOW C JMAarHO30M, NPOTHO30M M JICUEHHEM IIallMeHTa, OCOOEHHO KOrja IMalueHTa
NOABEPraroT JICYEHHIO WJIM TNPU JIEYEHHH MEAMLMHCKMMHU KaHHaOmHOMmamu. OmnpeneneHHble
BapUAHTBl OCYIIECTBJICHUs BKIIOYAIOT B ceOs criocoObl BU3yaln3alMy B MecTe 3a00/eBaHus y
YKa3aHHOTO CyOBeKTa Ui TMPOBENEHHsI OLICHKU Mepel WM TMOCe JIeYeHUs M 4TOObI UMETb
BO3MOYKHOCTh OTCII€KHMBATh JAHHOTO CYyOBEKTa TaK JOJITO, KaK JAaHHBIH CyOBEKT HAXOOUTCS Ha
JeYeHNH WM Tpu OoOpamleHMH ¢ MEIULIUHCKIMH KaHHaOuHoMzamu. B ompeneneHHbIX
BapUAHTAX OCYINECTBJICHUS, AHATHOCTHYECKHE JJaOOPAaTOPHBIE CHUCTEMBbI MOTYT O0eCHeunBaTh
UHQOPMALIMIO Ui pACIpPENeleHHOW BaJMIUPOBAHHOW CHCTEMBbI KOHTPOJII  KOHOIUTH.
CooTBeTCTBEHHO, JFOOOH Croco0 BU3yAIH3aMA MOKHO MPUMEHSTh JJISl JETEKIUHA CUTHAJIOB OT
omHOW wnu Oonee Merok. HeorpanmuuBaromupe mnpuUMepsl CIOCOOOB  BH3YaIM3alLUH,
MPUMEHSIeMBIX JUTsl IETEKLUU CUTHAJIOB OT MeToK, BKirtouaroT B cebst PET, PET/CT, CT, SPECT,
SPECT/CT, MRI, Ommwkuauii wuHppakpacuyro (NIR), onruyeckyro  BHU3yaJIHU3aLHIO,
ONTOAKYCTHYECKYIO BU3YAJIN3ALUIO U YIBTPA3BYK.

[00040] PacnpeneneHHas BaluAMPOBaHHAs CHUCTEMA KOHTPOJS KOHOIUIM TakKkKe
BKJIFOYaeT B ce0s OJOKM OT HW3roTOBHTENEH HAOOPOB, KOTOpBIE COXEPKAT 30HABI IS
BU3yaJIN3aL1H, AUArHOCTHYECKUH areHT UM (papMareBTHUeCKy0 KOMIo3uLuo. OnpeneneHHbe
KOHKPETHBIE BAPHAHTBI OCYIIECTBJICHUS BKIKOYAIOT B ceOsl OJIOKM M3 CHUCTEM, YYaCTBYIOIIUX B
BU3yaJIN3al[UM, TECTUPOBAHHUM, JUATHOCTHKE WM JOCTABKE KOMIIO3MIIUM Ha OCHOBE KOHOIUIU
IUIs IedeHus (PU3NOJIOTUUECKUX HapylLIeHUH. ABTOPH30BAaHHBIE MOJIb30BATENN PACIIPENeeHHON
BAJIMIUPOBAHHON CHCTEMBbI KOHTPOJISI KOHOIUTM MOTYT UMETh JOCTYI U 00ecreYnBaTh BXOIHYIO
nHpOpMaIMIO, KAaCAIOMIYIOCS MNePCOHUUIMPOBAHHOW U 3(PQeKTUBHONH MO3BI U PEKUMOB
JO3UPOBAHUS, BKIIIOYAKOIIUX B Ce0sl MPUMEHEHNE METULIMHCKIX KAaHHAOMHOUIOB.

[00041] PacnpeneneHHast BaquANPOBaHHAs CHUCTEMAa KOHTPOJS KOHOIUIM TakKKe
BKJIFO4AeT B ceOsi OJIOKM OT M3rOTOBUTEJNIEH, MOCTABIIMKOB M PACIIPOCTPAHUTENEH KOMITO3HIIMI
HA OCHOBE KaHHAOWHOWIOB, TAaKHX KaK KOHBIOTaTbl METKa-KOMILIEKCOOOpa30BaTe Ib-
MENUIUHCKUA  KaHHAOMHOWAHBIA  aHajor. JlaHHBIE KOHBIOTATBl MOTYT  COAEPIKATh
¢uTOKaHHAOMHOWIBI,  KOTOpPbIE  TPEACTABJSIIOT  COOOW  MPHUPONHBIE  PACTUTEIbHBIE
kaHHaOuHOMAbL. ~ M3roTOBUTENH, TMOCTAaBIIMKH U PACHPOCTPAHUTENN  MEIULIUHCKHX
KaHHAOWHOMAOB YYacCTBYIOT B IPOU3BOACTBE, SKCTPAKLUH, OYHCTKE U pPACHpPOCTPAHEHUH
JAHHBIX MPUPOAHBIX COCAWHEHMN, KOTOPBIE BBIIEIAIOT M3 pacTeHui. Komnosunuu Ha OCHOBE
KaHHAOWHOMAOB TaKke€ BKJIIOYAIOT B Ce0s KOHBIOTATBl METKa-KOMILIEKCOOOPa30BaTeb-
TEPIIEHOUIAHBIN aHAJIOT, KOHBIOTAThl METKA-KOMIUIEKCOOOpa3oBaTeb-(pIaBOHON U KOHBIOTATHI
METKa-KOMILIEKCO00pa30oBaTenb-hUTOCTEPOIT. Cpenu NPUPOAHBIX MEULITHCKUX
¢urokanHabunonnos, A-9-rerparunpokanHabunon (A-9-THC), xkannabummon (CBD) wu
kaHHaOuHON (CBN) sSBISIIOTCSA CaMbIMU PaclpOCTPaHEHHBIMH, €le APYrue PUTOKAaHHAOUHOUIBI

UTPAIOT OYEHb BAXKHYK POJIb B MHAMBUAYAJIU3UPOBAHHON MenuuuHe. Ha OCHOBE CTPYKTYpEL,
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CBSI3bIBAIOIUX CBOWCTB M CHTHAJIbHBIX/(YHKLHMOHAJIBHBIX OCOOEHHOCTEH, MEIHIIMHCKNE
KaHHAOWHOMABI TPYIIUPYIOT IO PAa3NUYHbIM KiaccaMm: (1) KIacCH4YeCKHe MEIUIIMHCKNE
KaHHAOWHOWABI, KOTOPbIE BKJIIOYAIOT B Ce0s1 U MPUPOIHBIE PACTUTEIBHBIE SKCTPAKTBI, TAKHE KaK
A-9-THC, ¥ XuMHYECKH CHHTE3MPOBAHHBIE COEOUHEHUs, Takue Kak MapuHoi, (i)
HEKJIACCUYeCKNe MEIMLIMHCKUE KaHHAOMHOUIBI, B OCHOBHOM IPEICTABICHHbIE CHHTETUYECKUM
aroHucToM kanHabmHommHoro peuentopa (CB) CP-55,940; (iii) aMUHOAJIKUIIMHAONBL, KOTOPbIE
BKJIFOYAIOT B Ce0s XMUMHYECKU TOJyueHHble KaHHAOMHOHMIbI, Takue kak AMI1241; (iv)
IMAPUIIOIMPA30JIbl, KOTOPBIE BKIIOYAOT B ceOst CB oOpaTHble aroHUCThI (MM aHTArOHHUCTBHI),
takne kak SRI141716A, Takke W3BECTHbI Kak pUMOHa0aHT, W (V) SHAOTCHHBIC
SH/IOKAaHHAOWHOUMBI, KOTOPBIE CHHTE3UPYIOT B TPUPOAE KJIETKH >KHUBOTHBIX W JIOJIEH H
BKIFO4atoT B cebs  N-apaxupoHowmntaHoiamuH, (AEA) wmm  ananpamupn, — 2-
apaxunoHomnraunepus (2-AG), HomanuHOBBIN 3¢up, BUpoaxaMuH U N-apaxuaoHmIono(paMuH
(NADA). [Tpumepsnt KOHBIOTATa METKa-KOMILIEKCO00pa30BaTeIb-MEAUIITHCK I
KaHHAOWHOMAHBIN aHAJIOT BKJIIOYAIOT B ce0sd MEIUIUHCKHE KAaHHAOWHOWABI, TakKue Kak
npoHaOWHOJ, HAOWJIOH, HAOUKCUMOJIBI, KAaHHAIOP, KaHHAOMINON, KaHHAOWHO, KaHHAOUTepoT,
TeTparnapoKaHHAOUBapUH u KaHHAOUXPOMEH. ITpumepsr KOHBIOTaTa MeTKa-
KOMIUTIEKCO0Opa30oBaTeIb-MEINIIMHCKIUE ~ KaHHAOMHOUIHBIA ~ aHAjJoOr BKJIIOYAOT B ceds
MeIuIMHCKHEe KaHHaOuHounawl, Takue kak HU-210, A-9-THC, A-8-THC wu ne3anerun-L-
Hatpanon, kortopele u3BecTHbl kak CB1/CB2 peuentopHble aroHHCThl 0€3 OTIMYUTEIBHON
cnenuduaHocTH st obonx peuentopoB. A-9-THC Beimensiercs: xak kanHabunoun C. sativa,
kotopeiii mposiesier CB1/CB2 cponctBo u  caMble BBICOKHE IICUXOTPONHBIE 3(P(EKThL
3amemenueM nentuna B A-8-THC Gokosoii nenu ocymectsisiercs: npespamenne 8 HU-210
aHaJIOr C MOBBIIIEHHBIM PELENTOPHBIM CpoacTBOM. Jlpyrue crpykrypHele moaupukauuun THC
OCTOBA MPUBOAST K HOBBIM U celiekTuBHbIM CB2 aronncram JWH-133, JWH-139 u HU-308 u L-
759633 u L-759656, kOoTOpblE MOKAa3bIBAIOT CPOACTBO B HAHOMOJISIPHOM auanasoHe. IIpumepsl
KOHBIOTaTa METKa-KOMILIEKCOOOpa30BaTeIb-MEAULIMHCKUH KAaHHAOMHOMTHBIH aHAJIOT BKJIIOYAIOT
B ce0s HEKJIaCCHYeCKHe MEIUIMHCKHEe KaHHAOMHOHIbI, KOTOpbIE NPEACTaBISIIOT COOOH
cemeiictBo Ounuknueckux (AC) u rpunukindecknx ACD menunuHckux kaHHaOuHOMIOB. OHU
3HauuTeNbHO npexactaBieHbl CP55940, Bmecte ¢ CP55244 u CP47497 ananoramu. Crenyer
ormetuth, CP55940 mpencraBiasier  coboii  Haumbojiee  W3BECTHBIM  MEOUITUHCKUIA
KaHHAOMHOUIHBIA arOHUCT, KOTOPBIH MPOSIBJSIET MOIIHBIN i1 vivo 3ddekT depe3 00obmeHHy 0
CBl wu CB2 curHammammio. [IpuMepsl KOHBIOTATa METKa-KOMILIEKCOOOPa30BaTEb-
MEIUIUHCKIH KaHHAOMHOMIHBIA aHAJOr BKIOYAIOT B Ce0sl aMHHOAJKMIMHAONBL R-(+)-
WINS55212 npencraBnsieT co0Oi MPOTOTHI JaHHOTO CEMEHCTBAa CO CBOMCTBAMH, MOJOOHBIMU
MEIUIIUHCKIM KaHHaOMHOUAAaM, KOTOpBIH MokeT cBsizbiBaThes M ¢ CB1 n ¢ CB2 peuentopamu,
HO mposiBisier Oonpiryio cnenuduuaocte kK CB2 m moxer mmurmposats in vivo THC-
onocpenoBanHbie 3¢dexrsl. [pyrue ananoru, mnomoOueie JWH-015 u L-768242, Taxxke
nokasbiBatoT aHajorndHoe CB2 cponcrtBo kak R-(+)-WINS55212. IIpumepsl KOHBIOraT MeTKa-
KOMIUTEKCO0Opa30oBaTe/ib-MEINIIMHCKIUH ~ KaHHAOMHOUIHBIA ~ aHAjJor BKJIIOYAIOT B ceds

MEIUIMHCKIE [UAPWINNPA30Jbl, KOTOpPblE NPEACTABISIIOT COOOH KJIacC MEIUIIMHCKUX
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KaHHAOWHOWIHBIX aHAJIOTOB, Yb€H OTIMYUTENbHON (PpyHKUMel sBisercs nHruonposanue CBI
unu CB2-3aBUCUMBIX BHYTPHUKJIETOUYHBIX CUTHAJIBHBIX IyTell, AEHCTBYsS KakK aHTarOHHCTbI
(oOpaTHbIe arOHUCTBI), HAPUMEP, BAPUAHTHI OCYINECTBIEHHUs BKIIOYaOT B cebst SR141716A,
AM251 u AM281, xkoropble MHrHOMpPYIOT 3¢dekThl, onocpenoBanHsle CB1 penentopom.
ITpumepsl KOHBIOTATa METKA-KOMILIEKCOOOPA30BaTEb-MEAULIMHCKUH KaHHAOWHOUIHBIH aHAJIOT
MOTYT BKJIIOYAaTh B ce0si OmpenaeseHHble 3HAOKAaHHAOMHOMIBI N-apaXHAOHOWI3TAHOJAMUH
(AEA) wnu aHaHmamun, npeacTaBisieT coOOH nmpuMep SHKO3aHOMIA, KOTOPBIN MPEeBpaIaeTcs B
€ro akTUBHYIO (popmy uepe3 OmocuHTeTHYECKHE yTH oMmera-3 (®-3) u omera-6 (-6) KUPHBIX
KUCJIOT, U creuuduuHo HampasieH Ha CB peuentopsl y MIEKONMMTAIOIIUX. B CBsA3M ¢ 3TuM,
Apyrue  SHKO3aHOMABI, KOTOpble MOTYT (PYHKIHOHHUPOBaTh B  JaHHBIX BapHUAHTax
OCYIIECTBIIEHHsI, BKIIOYAOT B ceds wmeraHanmamun (R w S wu3omepsl), apaxumoHmi-2-
xaopatunamun (ACEA), apaxunonwitnuknonponmiamun (ACPA) u 2-apaxuToHOUITIIUIEPHH
(2-AG), koTOpBIE MPOSBIISIIOT CBsi3bIBaroIee cpoactro ¢ CB1 u CB2,

[00042] PacnpeneneHHasi BaluAMPOBaHHAs CHUCTEMAa KOHTPOJS KOHOIUIM TaKkKe
BKJIFOYaeT B ce0s OJOKM M3 CHUCTEM, MPUMEHSIEMBIX IOTPEeOUTENsIMH, TMALUeHTaMH |
pabOTHUKAMU 37PaBOOXPAHEHHS, KOTOPBIE MPUMEHSIIOT MEOUIMHCKAE KOMIIO3MLIUK HAa OCHOBE
KaHHAOWHOMOB B Ka4eCTBE JIeueOHO-TUArHOCTUYECKUX Ar€HTOB, HAIPABJICHHBIX HA CEPbE3HbIE
NaTOJIOTUH, TaKue KaK CepAeYHOCOCYAUCTbIE, HEBPOJOTMYECKHe, ICHUXUATPUUECKUE,
UMMYHOJIOTHYECKHE, OJHIOKPHUHHBIE W  HeomulacTudeckue 3abonesanus.  Hampumep,
aBTOPU30BAHHBbIE TMOJb30BATENN PACIpPENETCeHHON BaJIUAUPOBAHHON CHUCTEMBl KOHTPOJIS
KOHOIUIU MOTYT HMMETb JOCTYIl W BBOAMTH WH(POPMALMIO, OTHOCSAIIYIOCS K BIIUSHUIO
MEIUIMHCKIX KOMIO3ULIUN HAa OCHOBE KaHHAOWHOMIOB Ha 340POBbE U 3a00/IeBaHNE U PAaHHEMY
yCIexy WJIH NPOBaly AJisl KOHKPETHBIX NPUMEHEHUN. B KOHKpeTHOM npuMepe, aBTOPU30BaHHbIE
NOJIb30BATENIM PACIPENEICHHON BaJUIUPOBAHHON CUCTEMBI KOHTPOJI KOHOIUIM MOIYT HUMETh
AOCTYIl W BBOAMTH HMH(POPMALMIO, OTHOCAIIYIOCA K 3(P(eKTy KOHKPETHOrO MEIHLIMHCKOIO
KaHHAOWHOMIHOTO aHAJIOTa B JICYEHUU XPOHUUYECKOM OOJIH.

[00043] Hanpumep, aBTOpH30BaHHBIE TTOJIB30BATEM PACTIPEACICHHON BaJIUIUPOBAHHOM
CHCTEMBbI KOHTPOJISI KOHOILTM MOTYT UMETh JOCTYI M BBOIUTH WH(POPMALHUIO, OTHOCSINYIOCS K
ECS u ppyruM myTsiM, KOTOpble MOIYJHPYIOT MapajuieiibHble (YHKIMH, HAIpaBJICHHbIE Ha
3alUTY W COXpaHeHHWe romeocrasa cyowekta. CB1 B OCHOBHOM 3KcmpeccupyeTrcs B
LEHTPAJIbHOW H Tepu(epruueckoil HEpBHOW CHCTEME, HO IUCKPETHOE paclpeneeHue
HaOMIOMAOT B OpYyruxX TKaHiAX. TakuMm o0pa3oM, MpHUMEHEHHEe KOHBIOTATOB METKa-
KOMILIEKCOOOPa30BaTeIb-MEqUIINHCKII KaHHAOWHOUIHBINA aHaior, HampaBieHHbIXx Ha CBI
nepenavyy CUCHAJIOB, MOXKET MPUBOAUTH B pe3yibTaTe K LIMPOKOMY U IUIEHOTPOIHOMY
nevictButo. Xota u3BectHo, yro CB1 penenrop, B mepByr ouepenb, peryiaupyer (QyHKIHH,
CBSI3aHHbIE C MO3HAHMEM, MAMATBHIO, BOCIPUATHEM, HACTPOEHHEM, MOBEAEHUEM, ICUXOTPOIHON
aKTUBHOCTBIO, €CTh BCE€ OOJbIIEe JOKa3aTeNbCTB TOTO, YTO OH MOXET HWrpaTb pojb B
00e3001MBaHNH, CEPAEIHOCOCYIUCTOMN, ABIXATENbHON 1 PEMPOAYKTUBHON (PYHKIUSX, & TAKXKE B
noanepxkaHuu obmero romeocraza. CB2 peuenTopsl MpeuMyIIECTBEHHO 3KCIPECCUPYIOTCS B

HUMMYHOKOMIIETCHTHBIX OpraHax, ri€ KJICTKU NOABEPratOTCA aHTUTCH3aBUCUMOMY CO3PCBAHUIO U
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CENIEKI[MOHHBIM TPOrpaMMaM, 4YTO JaeT UM BO3MOXKHOCTb TPOM3BOAUTH OLEHKY U
yCTAHABJIMBATh MOLIHbIE PEAKIMH MPOTUB IMATOT€HOB U KJIETOK C HapylieHuem pasButus. CB2
NPOSIBJIIET OTHOCHUTENIbHO OTrPaHMYEHHOE pachpeiesieHne B LIEHTPaJbHOM HEPBHON CHUCTEMe
(IHC). CB2-3aBucuMasl axkTHBAaLMsA BKIOYAET PETYJSATOPHbIE MEXAaHU3MbL, KOTOpbIE
NOANEPKUBAIOT MUTPALMIO HMMMYHHBIX KJI€TOK B OdYar BOCHAQJEHHS U BbICBOOOKIEHHSI
nuToknHOB. Dkcmpeccust CB2 ocobenno Baxna s mukpormumu [IHC, xak mokasaHo
CIIOCOOHOCTBIO ~ MEAMLIMHCKHX KaHHAOWHOWJIHBIX AareHTOB CHIJKATh HEHWPOBOCHAJICHUE,
OMOCPENOBAaHHOE  [IMTOKMHAMU.  BapuaHThl  OCYINECTBJIEHHs] ~ KOHBIOrata  MeTKa-
KOMILIEKCOOOPa30BaTeIb-MENUIIUHCKII KaHHAOMHOMIHBIA aHAJIOT, KOTOPbIE BKJIIOYAIOT B ceOsi
cneunpuyeckne CB2 murannbl, Takue kak 0-3223 (cunrermueckuii CB2 cneundudeckuit
aroOHUCT), MOXKHO TMPHMEHSTh JUIsI TNPOTUBOBOCTIAIUTEIBHBIX W  AHTHHOLMLENTUBHBIX
npuMeneHni, 6e3 BunuMbix CB1-nonobHbIX onmocpenoBaHHbIX 3P PEeKToB.

[00044] Hanpumep, aBTOpHU30BaHHbIE MOJIb30BATENN pacIpeeIeHHON BaJuANPOBaHHOMN
CHCTEMBI KOHTPOJISI KOHOIUTM MOTYT UMETh JOCTYN M BBOIUTH WH(POPMALMIO, OTHOCSINYIOCS K
W3TOTOBJICHHIO, PACIPOCTPAHEHHUIO, OOECIIEYEHUIO, BBEACHHIO M MPUMEHEHHUIO KOMITO3HIIH,
COZepIKALINX KOHBIOTaThl METKa-KOMIUIEKCOOOPa30BaTeNb-TEPIICHON ], U BHOCUTh B OJIOKYEHH
uHpopMaumro 00  AHTHOKCHAAHTHBIX,  IPOTHBOBOCHAJHTEIBHBIX,  00€300IMBAIOLINX,
IPOTHBOOIYXOJIEBBIX, AHTHOMOTHYECKUX U AHTHUIICHUXHATPHUYECKHX (TPEBOTa M AETPecCHs)
NOJIE3HBIX CBOMCTBAX TEPIIEHOWIHBIX COeAMHEHUI. Hanmprumep, aBTOpU30BaHHBIE MOJIB30BATENN
pacripeneneHHON BaJUIUPOBAHHONW CHCTEMBI KOHTPOJII KOHOIUIM MOTYT HMETh JOCTYI U
BBOJIUTh WMH(OPMALMIO, OTHOCSINYIOCS K HM3TOTOBJIEHUIO, PACIPOCTPAHEHHIO, OOECIeUeHUIo,
BBEJCHUIO M TPUMEHEHHIO  KOMIIO3WIMH,  COAEp)KAIlMX  KOHBIOraTbl  MeTKa-
KOMIUTEKCOOOpasoBaTenb-(pIaBOHOUA, M  BHOCHUTH B  Ojok4eiH  uHpopmammio  0ob
AHTUOKCHUJIAHTHBIX, NPOTUBOBOCHIAIUTENBHBIX U IIPOTUBOOITYXOJIEBBIX CBOMCTBax
(b1aBOHOMIHBIX COEAMHEHUH, BKIIOYAs MONU(EHONbHbIE (aBOHONABI KOHOITH. DIaBOHOUIBI
KOHOIUIM MOTYT O0€CNe4YMBaTh 3HAYMTEIBHYIO 3aIIUTy CEePAEYHOCOCYIUCTONH CHCTEMBI, B
YaCTHOCTH  YyJIy4YIIEHHE  KOPOHAPHOTO  KpOBOOOpaIleHWss 32  CUeT  MOJAep KaHUs
rOMEOCTATUYECKOTO aPTEePHABbHOTO JABJICHUS, NPEAOTBpALICHUs OOpa3oBaHHS TPOMOOB U
CHIDKEHHMsI ~ pPHCKa  Pa3BUTHS  aTepockyiepo3a.  MeXaHW3Mbl  AQHTHOKCHUIAHTHBIX U
NPOTHBOBOCTIAJIUTENBHBIX 3P (PEKTOB, OMOCPEAOBAHHBIX (PIABOHOMIAMHU KOHOTUIH, BKJIOYAOT B
cebst surenud (4',5,7-tpurunpokcudiaBon)-3asucumoe unrudbuposanune TNF-qo, koTopoe, kak
MOKA3aHO, TAK)KE MPOSBISIET TepaneBTHUeCKue 3(P(EeKTbl MPU MHOKECTBEHHOM CKJIIEpO3e M
peBMaToMgHOM apTpure. Hampumep, aBTOPH30BaHHBIE IIOJIb30BATENH  PaCHpeneseHHON
BAJIMANPOBAHHON CUCTEMbI KOHTPOJISI KOHOIUIM MOTYT MMETh JOCTYI U BBOAMTH MH(OPMALIUIO,
OTHOCSILIYIOCSI K M3TOTOBJICHUIO, PACTIPOCTPAHEHUIO, OOECTICUEHUIO, BBEIEHHUIO M MPUMEHEHHIO
KOMITO3ULIUH, CONEPIKAIUX KOHBIOTAThl METKA-KOMILIEKCOOOpa30BaTelb-(pUTOCTEPOI U BHOCHTD
B OJIOKUYEH MHPOPMALIMIO O 3AIIHUTE CEPAEYHOCOCYIUCTON CUCTEMBbI, IPOTHBOBOCTIAIUTEIBHBIX
U TPOTHBOOTEYHBIX CBOWCTBaX (PUTOCTEPONIbHBIX COEAMHEHHH, BKIIOYAasl MEIULIMHCKHE
¢duTocTeponsl KOHOIUIM. B apyrom mpumepe, aBTOpU30BaHHBIE TOJIB30BATENN PACIPEAEIEHHON

BaHHI[HpOBaHHOﬁ CUCTEMbI KOHTPOJISA KOHOIIJIM MOI'YyT UMETh JOCTYII U BBOAUTH I/IH(I)OpMaI_[I/IIO,
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OTHOCSILIYIOCS K M3TOTOBJICHUIO, PACTIPOCTPAHEHUIO, OOECTIEUEHNIO, BBEIEHHUIO M MPUMEHEHHIO
KOMITO3ULIUH, COAEpPIKAIUX CHHTETHUECKNE aHTArOHHCTBI, TAKHE KaK TapaHaOaHT, OTeHa0aHT U
AMO6538, a Takxe 0OpaTHBII arOHUCT/aHTAarOHUCT PUMOHAOAHT.

[00045] B onpeneneHHbIX BapuUaHTaX OCYLIECTBJIEHUS, KOHOIUIAHBIM TMPOAYKT,
HOJTYYEHHBIH U3 JII0O0ro OHOTO Wik 00Jiee HICTOYHUKOB, ONMCAHHBIX BBIIIE, MOKHO ITO/IBEPTaTh
psiiy TPOTOKOJOB MCHBITAHUM [JIs1 MCCJIEAOBAHUSA WM OTKPBITOrO MOJB30BaHUS, KOTOPbIE
ONPENEJSIIOT  KA4eCTBO U KOJIMYEeCTBA TPeOyeMbIX KOMIIOHEHTOB M HEXeJaTeJbHBIX
KOMITIOHEHTOB. [loCTaBIIMK, HCCIENOBaTe b, COTPYAHUK 3IPABOOXPAHEHHs] WM MOTpeOUTENH
OJTHOTO WK 0OJiee KOHOIUIIHBIX MPOAYKTOB MOXKET OLEHUTh MPOUCXOXkIeHHE, () (PEeKTUBHOCTD,
AKTUBHOCTh M KA4eCTBO OJHOTO MM OoJiee KOHOIUISIHBIX MPOAYKTOB OLEHKOW HMH(pOpMAIUH,
NOJIYYeHHOHW OT JPYrUX YYaCTHUKOB B IIEMIOYKE CHAOKEHUS WM KaK MOJYYEHO Pa3IMYHBIMU
NpOTOKOJIAaMH  TecTupoBaHus. KoamuecTBo TpeOyeMbIX KOMIIOHEHTOB M HEXKEJIATENbHBIX
KOMITOHEHTOB B KOHOIUITHOM IPOAYKTE MOXKHO BBIPAXKaThb B IepecueTe Ha aOCONIOTHBIN BeC,
aOCOMIOTHBI OOBEM HIIM OTHOCHUTENBbHBIH BEC WM OTHOCUTENBHBIH OOBEM IO CPaBHEHUIO C
APYTUMU KOMIIOHEHTaMH B KOHOIUISSHOM MpoaykTe. IIpoTokosibl TecTHpOBaHUs MOTYT BKIIFOUATh
B ce0s1 oguH Wi OoJjiee aHATUTHYECKUX TECTOB M CHOCOOOB pasiesieHHs, UACHTH()HUKAINUA U
KOJINYECTBEHHOTO OMpENeNIeHNs] XUMHYECKUX KOMIIOHeHTOB. Hampuwmep, 0e3 orpaHudeHui,
KOHOIUIAHBIM ~ MPOAYKT  MOXKHO  TOABEPratb  OaTaped  pPYTUHHBIX  AQHAJIM30B  WIH
CHEeLMATM3UPOBAHHBIX HCCIIenOBaHUM. [IpOTOKONBI TECTUPOBAHUS MOTYT BKJIIOUATh B cels, Oe3
OrpaHUYEHUH, OAWMH wWiIu Oojee U3 CIEAYIOIIMX. MHUKPOOHOJIOTHYECKOe HCIBITAHUE,
AQHAJIMTUYECKOE HCIBITAHUE, IPOBEPKAa MUINEBbIX IPOAYKTOB, INPOBEPKAa HAa 3aKUCJICHHbIE
NUILEBblE MPOAYKTHI, HCMbITAHUE >KUIKOCTEH, NMpPOBEpKAa Ha IMAaTOIEHbI, KOHTPOJb KauyecTBa,
o0ecrieyeHre Ka4yecTBa, OMOJHUTENbHbIE UCIBITAHUSA WM UX KOMOMHAILMH. AHAJIUTHYECKHE
UCIMIBITAHKS, Hampumep, Oe3 OrpaHHuYeHHMH, MOTYT BKJIIOYAaTh B ce0sd UCCIeNOBaHHSA
HKCTPArupyeMbIX/BbIIIENIAYNBAEMbIX BELIECTB, XapakTepU3aLMI OOpasloB Al CPaBHEHMS,
CTPYKTYPHBIH aHAJHM3 LENEBbIX/TUIEPHBIX COCAUHEHUH, CTPYKTYPHBIM aHAJIH3 HEM3BECTHBIX
BEIIECTB, MPUMeECEH U MPOIYKTOB PA3JIOKEHUS, HIASHTH()UKALNIO U XapaKTePU3ALUIO KOJTUYECTB
XUMHYECKHX KOMIIOHEHTOB, CHHT€3 M OYUCTKY OT IpuUMecell U NPONYKTOB Aerpajaluu, U
SJIEMEHTHBIN aHaJN3 KOHOIUIIHBIX MPOAYKTOB. AHAJIUTHYECKHE HUCHBITAHUS, Hampumep, Oe3
OrpaHUYEHHUH, MOTYT BKJIOYaTh B CeOs WCHBITAHMS, YCTAHABJIMBAIOIINE KaHHAOWHOWMIHBIN
npoduisb, U 3)PEeKTUBHOCTD M AKTUBHOCTH MPUCYTCTBYIONINX KAHHAOWHOWIIOB, WCTIBITAHUS,
onpenesaoIue 103y, NOCTaBIsIEMYI) KOHKPETHBIM COCTABOM WJIM IMHUINEBBIM MPOAYKTOM, U
UCTIBITAHUS JUIS TOJIYYeHHs] TPOAYKTOB € TMomxojsiieit no3oi. KanHaOuHOWAHBIN TpOQUb
BKJIFOYAaeT B ce0s1 MOSHTH(PUKAIMIO W KOJNMYECTBEHHOE ONpeAeNieHHe, 1O MEHbLIeH Mepe,
OCHOBHBIX KAaHHAOMHOHMIOB, OOHApyXKMBaeMbIX B KOHOIUISIHOM mponykre. Hampumep, B
ONpENeNIeHHbIX ~ BapUaHTaX  OCYINECTBJICHHUS, ONpeAeJeHHe  KojaudecTBa  TpeOyeMbIx
KOMITOHEHTOB B KOHOIUITHOM TPONIYKTE BKIOYAET B ceOsl OnpeneseHne KOHIEHTPAUK OJHOTO
win Oosee KaHHAOWHOMZOB B OIHOM MWK Oojiee M3 KOHOIUIAHBIX IpoaykToB. Hampumep, B
OTpENeIEHHBIX BAPUAHTAX OCYIIECTBIIECHHS, KOJMYECTBO TPEOyEeMbIX KOMIIOHEHTOB, TAKUX Kak

terparuapokanHadunon (THC), BmMecte ¢ apyrumu kaHHAOMHOMAAMH U TEPIIEHOUAAMHU, MOXKHO
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OTIPENEeNUTh OJHUM U3 JKUAKOCTHOH Xpomatorpadueil min Macc-CrieKTPOMETPUH, W OOOMMH.
3710 sABNIsAETCA OCOOCHHO BAXKHBIM ISl MULIEBBIX (JOPM KOHOIUIIHBIX IMPOAYKTOB, A€ OOJIbIINI
NPOLIEHT AaKTUBHBIX UHIPEIHEHTOB TOCTUTaeT KPOBOTOKA. COOTBETCTBYIOIIAS TO3UPOBKA MOXKET
NPUHECTH MEIUIMHCKYIO TOJIb3Yy WM IIONIb3y JUIsl 3J0POBbsS NOTPEOHUTENs, B TO BpeMsl Kak
M30BITOYHAS WM HETIOAXOSAINAs T03UPOBKA MOXKET UMETh BpeHble OOOUYHbIE 3 (HEKTHI.

[00046] Kak mpuUMEHSIIOT B HACTOSIIIEM U300pETeHNH, MUKPOOHOIIOTHYECKOE HCTIbITAHUE
MOXET BKJIIOYAaTh B ce0sl, HO HE OrpaHHMYMBAETCS, IPOTOKOJIBI TECTHPOBAHUS, KOTOPBIE
OTPENeNSIOT, HAPUMEp, HATMUHNE MUKPOOPTAHU3MOB, TUII MUKPOOPTaHU3MOB, KOJIMYECTBO WU
ux KoMOuHanuu. IIpumepbl MHKPOOHMOJOTHMYECKOTO MCIBITAHHMS BKJIIOYAIOT B cedst oOimee
KOJIMYECTBO OakTepwii, oOIlee KOJUYECTBO adpOOHBIX OakTepuii, oO0INee KOJHMYECTBO
aHa’pOOHBIX OaKTEpUH, KOJUYECTBO MCUXOTPO(PHBIX OPraHU3MOB B YAIlKaX, MPOOHOTUYECKHUE,
TCHOMHbIC, TIPOTEOMHBIE W  MYJIbTUOMHBICE HCTBITaHHUA. [IpUMeppl  HEXKeIaTeNbHBIX
MHUKPOOPTaHU3MOB BKJIOHAIOT B cels, 0e3 orpanHudvenuii, F. coli, KUIIEYHYI MaJiouKy,
MOJIOYHOKHUCIIbIE OakTepuu, Me30(pHIbHbIE CIOPOBBIE (HOPMUPOBATENH, TUIECEHb, APONOKH U
TEPMOQIIbHBIE CTIOPOBBIE (POPMHPOBATEINH.

[00047] Kak mpUMEHSIIOT B HACTOSIIIEM H300PETeHHH, MPOBEPKA MUINEBBIX MPOAYKTOB
MOJKET BKJIOYaTh B ce0sl, HO HE OrPaHUYMUBAETCS, MPOTOKOJBI TECTUPOBAHMS IS IHIIEBON
OTpaciy, KOTOpPbIE OINPEeNesIoT KadecTBa M KoiudecTBa TpeOyeMbIX KOMIIOHEHTOB U
HE’KeJIaTeIbHBIX KOMIIOHEHTOB, HampuMep 0e3 OorpaHMYeHHH, HaJIudre MUKPOOPTaHU3MOB, THIL
MHUKPOOPTaHU3MOB, KOJIMYECTBO, WM HUX KOMOMHaumu. IIpuMepsl NPOBEPKH MHUINEBHIX
NMPOAYKTOB BKJIIOYaeT B cels1 obmiee KoamuecTBO OakTepuii, oOliee KOJIUYECTBO adpPOOHBIX
Oaxtepuii, oOlIee KOJIUYECTBO aHA3POOHBIX OAKTEPHii, KOJMUYECTBO NMCUXOTPOQHBIX OPraHU3MOB
B YallKax, NPOOMOTHYECKHE, TeHOMHbIE, IPOTEOMHbIE U MYJIbTHOMHbIE HCIIBITaHUS. [IprMepsI
HE’KeJIaTeJIbHbIX MUKPOOPTaHU3MOB BKJIIOYAIOT B ce0s1, 63 OrpaHMYEHUi, KUIIEUHYIO MaJIOUKYy,
E. coli, canemonenny, Staphylococcus aureus v rpuObl, Takne Kak JPOXKKU U IUIECEHU.

[00048] Kak mMpUMEHSIOT B HACTOSALIEM H300PETEHHH, WCIIBITAHHE MXHIKOCTEH MOKET
BKJIFOYATh B Ce0s, HO HE OrPaHUYMBAETCS, MPOTOKOJBI TECTHPOBAHUS, KOTOPBIE TECTUPYIOT
KUIKOCTH, COAEpIKALINe KOHOIUISIHBIE TPOAYKTBI, ONpenessisi KadeCcTBO M KOJHYECTBO
TpeOyeMbIX KOMITIOHEHTOB M HE)KeNaTelIbHbIX KOMIIOHEHTOB. Hampumep, Oe3 orpaHuueHui,
KOHOIUISIHBIA MPOAYKT B KUAKOH (opMe MOKHO TECTHPOBATh HA HAJINYHE MUKPOOPTAHH3MOB,
THT MHUKPOOPTAHU3MOB, KOJINYECTBO, WIIM UX KOMOMHALWH. [IprMepsl TeCTUPOBAHUS JKUAKOCTEH
BKJIFOHAIOT B cedst obmee KoamuecTBO OakTepuil, obmiee KOJMUECTBO a’pOOHBIX OaKTepHH,
o0Iee KOJIMYECTBO aHAIPOOHBIX OaKTepUH, KOJUIECTBO MCUXOTPOPHBIX OPraHU3MOB B YAIIKaX,
npoOUOTUYECKHE, TeHOMHBbIE, TMPOTEOMHbIE U  MYJbTHOMHBIE HCHbITaHUS. [Ipumepsl
HE’KeJIaTeIbHBIX MUKPOOPTAHU3MOB BKJIIOUAIOT B ce0s1, 0€3 OrpaHNueHHH, KUIIEYHYIO MaJ0UKY,
BKJIFOUast (PeKaJbHYIO KUIIEYHYIO nanouky, F. coli, Salmonella, Staphylococcus aureus n rpudwi,
Takle Kak JpOdCKH U TuleceHb. OmpeneneHHble BapUaHTbl OCYLIECTBICHHS HACTOSIIETO
n300peTeHNs] BKIIOYAIOT B ceOsl MPOTOKONbI TECTHPOBAHUS I ONpPENENeHUs HAIudus U
KOJINYECTBA TATOT€HHBIX MUKPOOPTaHW3MOB, Harpumep, Oe3 orpanuueHuit, Bacillus cereus,

Campylobacter, Chronobacter, Clostridium perfringens, Hemorrhagic F£. coli (O157:H7),
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Listeria monocytogenes, Non-O157 STEC FE.coli, Salmonella, Staphylococcus aureus, Shigella,
Vibrio w Yersinia.

[00049] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300pEeTeHUS,
KOHOIUISIHBIM IPONYKT, MOJYYEHHBIH W3 J000ro OfHOro miu 0osee MCTOYHHKOB, ONMHCAHHBIX
BBIIIE, MOJKHO MOJBEPTaTh PSAY MPOTOKOJIOB TECTUPOBAHUS, KOTOPbIE ONPEASISIIOT COOI0IeHUEe
IPaBWI PEryJUpPOBaHUs (peepasbHbIX U FOCYAAPCTBEHHBIX YUPEKACHUI U COBETOB, BKIIOYAS,
HO HE OIPaHMYMUBAsICb, PYKOBOJACTBA IO MAapKUPOBKE, VYIAKOBKE, CMELICHWIO, BBEACHMIO
NALMEHTy WIN peau3alun, Wi ux komOunaumuu. Hanpumep, 6e3 orpaHuueHuii, ¢penepanbHbie
areHTCTBA, KOTOPBIC PETYJIUPYIOT MAPKHUPOBKY MHUINEBBIX MPOAYKTOB, BKIOYaOT B cebst FDA u
USDA. Tlpumepsl TpaBHJl PeryJUpOBAaHUS TaKXkKe BKIIOYAOT B cebs, 0e3 OrpaHuYeHHI,
PYKOBOACTBA, OTHOCSIIMECS K MAapKUPOBKE, TMMILEBbIM MPETEeH3UsM, MOHUTOPUHTY U
OLIEHUBAHHIO KOHOIUISIHBIX MPOIYKTOB, HJIM MX KOMOMHALMH. [{pyroil BApHaHT OCYIIECTBIICHUS
HACTOSIIEr0 M300pETeHus, IO COTJIACOBAHMIO C OJHUM HJIM HECKOJBKUMH (enepalibHbIMU U
rOCYapCTBEHHBIMH OpPraHAMH WJIM COBETaMH, TNPEACTaBIsIeT COOOH Crmoco0 yCTaHOBJIEHUS
NOAXOAAIINX CTaHAAPTOB JJIs1 KOHOIUISHBIX IPOAYKTOB B COOTBETCTBUU C KaTeropuem,
COCTOsIHMEM, KaHHaOmHOMIHBIM  mpoduiem, koHueHtpaumedn THC wmm gpyrumm
KaUeCTBEHHbIMH M KOJWYECTBEHHBIMU [IOKa3aTeNlsIMH, KOTOpble OJWH MJIH HECKOJbKO
(denepanbHBIX M TOCYHAPCTBEHHBIX AreHTCTB WJIM COBETOB CYMTAIOT TNPUEMIIEMBIMH HIIH
COOTBETCTBYIOLUMHU.

[00050] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300pEeTeHUS,
KOHOIUIIHBIM TPOXIYKT, MOJYYEHHBIH W3 J000ro OmHOro miu 0osee MCTOYHHKOB, OMHCAHHBIX
BBILIIE, MOXXHO IIO/IBEPTaTb psAAYy IPOTOKOJOB TECTUPOBAHMS, ONpeAessisi CoOroaeHne
PYKOBOZACTB IO MAapKHPOBKH KOHOIUIAHBIX IPOAYKTOB (eepanbHbIX M T'OCYAapCTBEHHBIX
yupexnaeHuii u cosetoB. Hampumep, Oe3 orpanuveHuii, (enepajbHble areHTCTBA, KOTOPBIE
PEryJIHpyIOT MapKUPOBKY MUINEBbIX MPOAYKTOB, BKIO4aoT B cebst FDA u USDA. Ipumepst
PYKOBOZCTB MO MapKHPOBKE BKJIOYAIOT B ceOs, O0e3 orpaHuvYeHui, pyKOBOACTBA IS MaHENH
MUIIEBOH LEHHOCTH, HHYOPMAIUIO 00 MHIPEANEHTaX U yBeIOMIIEHHE 00 aJljlepreHax, 3asBJIeHue
O TIOJIb3€ JJISl 30POBbsL, 3asiBJICHHE 00 UICHTHYHOCTH, 3asBJICHHUE O MacCe-HETTO, TPeOOBAaHUS K
KETJIF0 M Pa3MELICHUI0 3TUKETKH, W UX KoMOmHauuu. Hampumep, ymakoBKa Uil KOHOIUISTHBIX
NPOAYKTOB JJIsi TNOTpeOJNeHHUsT B KA4eCTBE MHUIIM JOJDKHA COOTBETCTBOBATH CTPOTUM
TpeOoBaHUsAM (heepasibHbIX U rOCYJapCTBEHHBIX OPraHOB U COBETOB. [IpUMEHsIsl onpeieseHHbIe
BAPUAHTBI OCYIIECTBJICHUSI HACTOSIIErO M300PETeHUs], MOXKHO CO3KOHOMHTB BpeMsi U H30eXkKaTh
JIOPOTOCTOSIIIAX OLIMOOK B Pe3yJIbTaTe HENPAaBHIIBHO MAPKUPOBAHHBIX IMHUINEBBIX MPOAYKTOB.
ITpuMeHsist onpeneseHHbIe BAPUAHTBI OCYIIECTBIEHHUS HACTOALIEr0 N300peTeHus, mpodeccnona
MOJKET MPOCMOTPETh U MPENOCTABUTH HAIIPABJIEHHE M PYKOBOIACTBO IJIsi COOJIOEHUS TPABHI
peryaupoBanusi. B apyrom mpumepe, pyKOBOICTBAa MO MapKUpPOBKE BKIO4YaeT B cebs, Oe3
OrpaHUYEHHUH, PYKOBOJACTBA ULl PELENTYPHBIX JIEKAPCTB U OHMOJIOTMYECKUX MPOAYKTOB IS
moned, Takhe KaK AaKTUBHbIE KOMIIOHEHTHL, BO3MOXKHbIE TIOOOUYHBIE pEAKUHH U
IIPOTUBOMNOKA3aHUSL.

[00051] B onpeneneHHbIX BapHaHTAax OCYIIECTBIEHUS HACTOSILIETO H300pEeTeHus,
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KOHOTUISHBIM MPOAYKT, MOJYYEHHBIH W3 JIEOOOTr0 OFHOro Wik 00jiee MCTOYHUKOB, OMUCAHHBIX
BBIIIE, MOXKHO TIOIBEPraTh psily MPOTOKOJIOB TECTHPOBAHMS, ONPEnesisisi MOAXOISIIYIO
I/IH(I)OpMaI_II/IIO Ha 3THUKETKE U MOJydast STUKCTKHU WJIN MPOTOKOJbI AJIsA CO6J'IIOI[CHI/IH PYKOBOACTB
(I)ez[epaanblx U TOCYAApCTBCHHBIX y"Ipe}KI[eHI/II\/'I U COBCTOB AJid KOHOIUISHOI'O MNPOAYKTA.
Hampumep, 0e3 orpaHuYeHuid, pasan4YHbe KOHOIUISHBIE TMPOAYKTBI MOXKHO TOTPEONATH
Pa3IMYHBIMH MYTSMH, TAKMMU KaK KypeHHe, UCMapeHue, yrnoTpeOieHne MHUIIeBOro MPOAYKTa,
ynorpeOieHne XUAKOTO MPOAYKTa MM HUCIONb30BAHNE MHBEKIIMOHHBIX, CYOIHMHIBAIBHBIX WU
MECTHBIX COCTaBOB. MapKI/IpOBaHHbIe KOHOIUIAHBIE TPOAYKTbI IJId KaXAoro M3 MJaHHBIX
crocoboB nmoTpediieHus: OyayT TpeOOBaTh TINATEIHPHOIO TECTUPOBAHUS KAYeCTBA M KOJUYECTBA
Tpe6yeMbIX KOMIIOHCHTOB U HEXEJIATCJIIbHBIX KOMIIOHCHTOB. OHpeHeHeHHble BapHUaHTbI
OCYLIECTBJIEHHs] HACTOSILIEr0 HM300peTeHHss BKIOYAOT B ce0s CrnocoObl U CHCTEMBI,
IMOKAa3bIBAIIHUE HA KOHOIUIAHBIX MPOAYKTAX, MOJYYE€HHBIX M3 OAHOI0 WA 60.]166 HNCTOYHUKOB,
OMUCAHHBIX BBIIE, PSR HACHTU(PUKALUOHHOW HWH(POpPMALMH, CBSI3aHHOH C KOHOIUISTHBIMHU
npoayktamMu. Hanpumep, npumeHsis onpeneieHHble BapHUAHThl OCYILIECTBJIEHHUs HACTOSLIETO
n300peTeHns, MOXKHO pa3padoTaTh MOAXOMALIVIO 3THKETKY HIJIM TMPOTOKOJ, Tpedyemble s
MApKHUPOBKH HJIN YIIAKOBKH, Tpe6yeMbIX AJid  TOJIYUC€HUA KOHOIUIAHBIX MPOAYKTOB IJIA
notpebiaenusi. OnpeneseHHbIe BAPUAHTBI OCYIIECTBICHUS HACTOSINEr0 M300peTeH s IPUBOST B
pe3yJibTaTe K TMOJYYECHUI0 MNOAXOASIIEH TMaHeJd NUIIEBOM LEHHOCTH ISl KOHOIUISHOTO
MNpoAyKTa, BKJIHO4Yasd, 663 OTrpaHHUYCHUS, HOI[XOI[;IH_[I/II\/'I (1)opMaT U COACPINKAHUE IJIsd MTAHCIIU, KaK
TpeOyeTcst PeryJupyroIluM areHTCTBOM WM COBETOM, TaKHe KakK XHMHYECKUN aHau3,
KaJIOPUHHBIA aHAJIM3, aHAIN3 WHTPEIUEHTOB U MX KomMOuHaimu. [[pyras uneHTuuKauoHHas
I/IH(I)OpMaI_II/IH, CBsA3aHHAsA1 C KOHOIUIAHBIMHU TIPOAYKTaMH, BKJIHOYACT B ce6$1 HUCTOYHUK
KOHOTUISIHBIX TPOAYKTOB, KOHKPETHYIO JIMHUIO PACTEHUS] KOHOIUIM, U Ka4eCTBO U KOJMYECTBA
TpeOyeMbIX KOMIIOHEHTOB B KOHOIUITHOM mpoaykre. MHpopManms Ha 3THKETKE MOXET TaKKe
BKJIIOYATh B ceOsl pa3uuHble 3a001€BaHNs, KOTOPbIE MOXKHO JIEYUTh WM 00JerdaTh, PUMEHsIs
KOHOIUIAHBIE TIPOAYKTBI, TaKH€ KaK, HO HE€ OI'paHH4YHBasAChb, ACIIPECCCHUA, 60.]1]3, TOLIHOTA,
roJioBHbIe 0OJM, OECCOHHHIIA, TIJIAYKOMa, OIHWJIENTHYECKHE TMPHUMNAAKH, BOCTAJIUTEIbHbBIE
3a0oneBaHMsl KUIICYHHMKA, BOJYaHKA, apTpUT, Oosie3Hb [lapKMHCOHA, TMOCTTPaBMATHYECKHE
CTPECCOBBIE PACCTPOMCTBA U MbIIIEYHbIE Cra3Mbl. JlaHHBIE 3a00JIEBAHUSI MOTYT OBITh OCTPBIMH
WIN XPOHUYECKUMH IO CBOel mpupozne. MHpopmanust Ha STHKETKE MOXET TaKXKe BKJIIOYATh B
ceOst omuH win Oosee mMONE3HBIX S(PQPEKTOB, CBI3aHHBIX C MPUMEHEHHEM KOHOIUISTHBIX
NPOAYKTOB, TaKWe Kak OcialieHue OecroKOWCTBa WM OONHM, YJIYYIIEHHE 370POBbS JIETKHX,
yMEHbLIeHHe MOO0YHBIX 3((EKTOB JAPYrHX JIEKAPCTBEHHBIX CPEACTB M TIOBBIIIEHHE
3¢ (PeKTUBHOCTU IPYTUX JEKapPCTBEHHBIX CPEACTB. B ompeeneHHbIX BapuaHTaxX OCYLIECTBIICHUS
HaCTOALICTO I/1306peTeHI/I$I, MOJIb30BATEIb MOXKET HUMETH OJOCTYII K 62136 AJAHHBIX KOHOIUIAHBIX
MNPOAYKTOB U MOJy4aTb I/IH(bOpMaLII/II'O, OTHOCAINYIOCA K KOHOIUIAHBIM MPOAYKTAM, aHAJIM3Yy Ha
MUTATENIbHYI0 LIEHHOCTh, NMPOQII0 3()(HEeKTUBHOCTH, HCTOUYHHKY HMHIPEAMEHTOB M JIETAJISM,
OTHOCAILIUMCA K MPOU3BOAUTECIISAM, nepepa60TqI/H<aM U npoaaBluaM, CBA3AHHBIM C KOHOIUISIHBIM
IIPOAYKTOM.

[00052] OmnpeneneHHble BapHaHThl OCYINECTBJIEHHS HACTOSINErO H300pETEHHs TaKXKe
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BKJIFOYAIOT B Cce0s MapKHUPOBKY KOHOIUISIHBIX INPOAYKTOB OJHUM WIN OoJjiee BU3YaJIbHBIMU
UHIUKATOPaMH, CBA3aHHBIMM C KAaueCTBOM H KOJHYECTBOM TpeOyeMbIX KOMIIOHEHTOB B
KOHOIUIAHBIX Npoaykrax. OnpeneneHHble BAPHAHTHI OCYIECTBJICHUST HACTOALIETO U300peTeHNs
TAKXKe BKJIIOYAIOT B c€0s1 MAPKUPOBKY KOHOIUISIHBIX NMPOAYKTOB OAHUM WM OOJiee BU3YyaJIbHBIMU
WHIUKATOPaMH, CBSI3AHHBIMH C KaXKIbIM W3 YKa3aHHBIX AHANAa30HOB KOJIUYECTBA TPeOyeMbIX
KOMIIOHEHTOB B KOHOIUIIHOM mponykre. KoHueHrpamms Brmodaer B cels, Hampumep,
KOJINYECTBO KOHKPETHOIO XHUMHYECKOTO KOMIIOHEHTa IO CPaBHEHUIO CO BCEMHU JPYTMMHU U3
MAaCJISTHBIX U PACTHTEJBHBIX MPOAYKTOB. KOHIIEHTpAaLMu MOKHO BBIPA3WUTh, HATPUMEP, OIHUM
win Oojiee M3 CIEOYIOIIUX CHOCOOOB! BeC/BeC B TMPOLIEHTaX, OObEeM/BEC B MPOLEHTAX;
00beM/00beM B MPOLEHTAX, BeC/00bEM B TMPOLIEHTAX; MPOLEHT KOHKPETHOTO XMMUYECKOTO
KOMITOHEHTa/CyMMapHOE KOJIMYECTBO AKTUBHBIX (PapMaleBTH4YeCKUX HHrpenueHTtoB (ADPU); u
nporeHT A®H/cymMmmapHOe KOJMYECTBO XUMHUUECKUX KOMIIOHEHTOB. BapuaHTBI OCYIECTBICHUS
HACTOSIIET0 M300PETeHUsT MOTYT TakKXKe OBITh OCHOBAHbI HAa KOMITOHEHTAX, IOJIyYEHHBIX W3
pacTeHHi KOHOTUTH, MJI OCHOBAaHbI HA KAHHAOMHOMIAX B ponykre. Hampumep, kak mokas3aHo B
tabmune 1, NMUImEeBOH MPOAYKT, MONYyYEHHBIH W3 JIMHUM KOHOIUIM, IOMYJISIPHO HAa3bIBAEMOMU
Pineapple Express, comep:xur ymepeHHble KosmuectBa TerparuapokanHadbmuona (THC), Ho
Hu3kue kojuuectBa kanHabunuona (CBD) u kannadunona (CBN). Hanpumep, kak mokasaHo B
Tabnuie 2, KOHOIUISHBIA MPOAYKT, NMpeaHa3HAuYeHHBIH Uil TOTPeOJIeHs] B HCTIApUTENe HIIH B
BUZI€ IbIMA, MOAOOHBIN KOHLEHTPATy KOHOIUIM, NMOJYYEHHOMY M3 JIMHUU KOHOIUIH, MOMYJISIPHO
HaspiBaemoii Purple Babba Kush, comepxur Oonpuine konuuecTBa TeTparuipokaHHAOMHONA
(THC), o Hu3kue xomuuectBa kanHadOuauona (CBD) n xanHaOunona (CBN). Tabmuuer 1 u 2
NPEACTaBISIIOT COOOW mpuUMepbl M HUKOMM O0pa3oM He OrpaHWYUBAIOT BapUAHTHI
OCYLIECTBJIEHHsT HACTOsmero usoOpereHus. Jlpyrue KOMIIOHEHTBI, KOTOPbIE MOXKHO
aHAJIM3MPOBATh M YKAa3bIBaTh HAa STHUKETAX KOHOIIIHBIX MPOAYKTOB, BKJIIOYAIOT B ceOsl, HO HE
orpaHu4mBaroTCs,  TerparuppokaHHadbmsapuH  (THCV), xannabuxpomen (CBC) wu
kanHaOunmknon (CBL). BusyanbHble HHIUKATOPBI MOTYT TMPEACTABISTH COOOH CTONIOMKH
auarpamm, Tadnuuy, rpaduk, CUMBOJIBL, KOABI WIH ApPyrue TpaduyuecKkue pernpe3eHTaLHH,
YKa3bIBAIOLIHE OTHOCUTEIbHYIO KOHIIEHTPALUIO OHOTO WIH 00Jiee KOMIIOHEHTOB B KOHOIUISIHOM
nponykTe. BusyanbHble HMHAMKATOPBI MOTYT TakXKe yKa3biBaTh Ha 3(PQEeKTHBHOCTH MK
AKTUBHOCTh KOHKPETHOTO KOHOIUITHOTO MPOAYKTA, JISYAIeTO WM OCNAOJSIOIero KOHKPETHbIE
Henyru win 3a0oneBaHus. BapuaHTBl OCYIIECTBICHUS HACTOSILIETO HM300PETeHUsT MOTYT
JOTOJIHUTEBHO BKJIOYaTh B ce0sl, HAmpuMep, CTaHNAPTHBIM OOpasel, pPacCUHUTAHHBIA IS
KQXXIOM JMHUM KOHOIUIM, KaK SICHO CIELMAJINCTy B NaHHOH OONACTH TEXHWKH, U U3 HEro
BenuuHy B mporeHtax (%) ot 0 mo 50 mpoUEeHTOB MOXKHO MpHUMHCAaTh Kaxaomy u3z AU
KOMIIOHEHTOB KoHOMmIM (mpudem O sBisiercs HauMeHblned u S50 sBisiercss HanOOJbIIeH
BEJIMUUHON KOHLEHTpamuu %, BMECT€ C YMEpPEHHOW/CpeaHell KOHILEHTpaluel B CEepelvHe).
BapuaHTbl OCYyIIECTBIIEHHS] HACTOSINErO HM300pETeHUs TO3BOJSIOT TOTPEOHUTENSIM TPUHSTH
O00OCHOBaHHBIE PELIEHHUS OTHOCHTENBHO TOrO, KakHe MPOAYKTHI MOTPEONATh WM TOKYIMATh,
UCXOJl U3 JKEJIAeMOro OOJIerdyeHHs] CUMIITOMOB WJIM JKEJaeMOro IIOJIE3HOrO BO3AEHCTBHUS Ha

3/10pOBBE.
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JUHAH KOHOIUH - Pineapple Express.
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OcHoBHbIE HU3Kast cpenHsis BBICOKas
KOMIIOHEHTBI KOHLIEHTpaLs KOHLEHTpaLus KOHLICHTpaLs
% THC 18%

% CBD 0,19%

% CBN <0,05%

[00054] Tabnuua 2. OCHOBHBbIE KOMITIOHEHTBI KOHIIEHTPATOB KOHOILUIH, MOTPeOJIsieMbIX

MPUMEHCHUEM HCTIAPUTEIIA.

OCHOBHbIe HHU3Kas cpe):[Hsm BBICOKas
KOMITIOHCHTHI KOHL[eHTpaL[I/Iﬂ KOHL[eHTpaL[I/Iﬂ KOHL[eHTpaI_II/ISI
% THC 26%

% CBD 0,19%

% CBN <0,05%

[00055] B kadecTBe mnpumepa, BapUAHT OCYINECTBJIEHHS HACTOSIIErO H300peTeHus
MOJKET BKJIFOYAaTh B CeOsl OHJIAMH CHUCTEMY TECTUPOBAHMSI KOHOIUIM WJIM JIOMAIIHIOK CHCTEMY
TECTUPOBaHUS. BapuaHT OCyIIeCTBIIEHUs] TAHHOW CHCTEMbI BKJIOUAeT B ceOs oguH win Oonee
WHIMKAaTOPOB/TIPOLIECCOPOB, OJIOK BBONA/BBIBOAA WJIM MPHOOP, MPHUCIOCOOJEHHBIN Ui TOTO,
4TOOBI COEUHSATHCS ¢ OAHUM WK OoJiee MpoLeccopamMu, OfHOH min Oonee 0a3amMu JaHHBIX T10
KOHOILIE B CBSI3U C OTHUM MJIH 0oJiee mpoLeccopaMi HiTH aBTOHOMHBIM MPUOOPOM ISl XPaHEHUs
U COTMOCTABJICHUsI MHOKECTBA TPABUJI PETYJUPOBAHUS C MHOXKECTBOM HM3MEPEHHH KadecTBa U
KOJIMYECTBA TPeOyeMbIX KOMITIOHEHTOB UM HEXKeJIaTeJIbHbIX KOMIIOHEHTOB B KOHOIUISTHOM
NPOAYKTe, OOHUM WJIH OoJjiee 3JIEKTPOHHbIMH HHTep(delicaMu, MO3BOJSIOIIMME TOKAa3bIBATh
OHJIAH OTYeT, WM TNPUOOPOM, COCOMHSIOUIUM U ONPEeNeIIUM OIMH wWin Oolee
MOJIb30BATENIbCKUX HMHTEP(ENCOB MO KOHOIUIE, W TOCTOSHHBIM MAIIMHOYUTAEMBbI HOCHUTEIb,
YCTAHOBJIEHHBIH B COENWHEHWU C OJHUM WIH OoJiee MPOLECCOPaMH U COAEPIKALINA OOHY WIIH
Oojiee XpaHUMbBIX Ha HEM KOMIIBIOTEPHBIX MporpamMm. KoMmbrOTepHAasi MporpaMMa BKJIFOYAET B
cebss HaOOp WHCTPYKUMN, KOTOPBIA, MpPH BBINOJHEHHH OIHUM WJIH OoJiee MpOLECcCopamu,
00yCJIaBIUBAET BBINOJHEHHE OJHUM WK OoJiee MPOLIECCOPAMH OIEpalrii M0 TeHEPUPOBAHHUIO
NOJIb30BATENBCKOTO MHTEp(elica Mo KOHOIUIE, MOKA3bIBAIOLIETO €ro MOJb30BATEM0 OAWH HIIU
Oonee OHNAWH OTYETOB IO KOHOIUIE, NPHYEM IOJIb30BATENbCKUI HHTEp(dENC MO KOHOIUIE
TIO3BOJISIET BBOJUTh MHOKE€CTBO MH(OPMALIHSI, CBI3aHHOH C MOJIb30BATENIEM WUJIH C KOHOTIUISTHBIM
MPOAYKTOM, ONPENENUTh, YAOBIETBOPSET JIU KOHOIUISIHBIN MPOAYKT MpaBUIaM PEryJHPOBaHUS,

C Yy4YeTOM TMOJNIyYeHHs] MHOXKEeCTBa HMH(OpMaLUs, CBA3aHHOW C TIOJb30OBAaTENEM WU C
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KOHOIUIIHBIM TIPOAYKTOM M HH(pOpMalUuu W3 OAHOH mim Oosnee 0a3 MaHHBIX IO KOHOIUIE,
COMOCTaBUTb MHOXKECTBO IIPAaBWJI PEryJMPOBaHUS C MHOXECTBOM M3MEPEHUN KadecTBa MU
KONMYecTBa TPeOyeMbIX KOMIIOHEHTOB M HEKEJATeJIbHbIX KOMIIOHEHTOB B KOHOIUISTHOM
NPOAYKTE, U BBOJUTH HAa OHM HIIM OOJiee MOJIb30BATENIbCKUX UHTEP(ENCOB O KOHOIIIE OJHOTO
i Oosee OHJAMH OTYETOB MO KOHOIUIE, NIPUYEM OTYETHI 110 KOHOIUIE BKJIFOUYAIOT B ce0s OTHO
win Oonee M3 MHOXeCTBa MH(GOPMALUK, CBI3AHHON C IOJb30BATENEM WM KOHOIUITHBIM
IPOAYKTOM M OFHUM WM OOJiee U3 MHOXKECTBA M3MEPEHH KauecTBa U KOJINYeCTBa TPeOyeMbIX
KOMIIOHEHTOB U HEXeJaTeJbHbIX KOMIIOHEHTOB B KOHOIUISIHOM MPOJYKTE.

[00056] OmpeneneHHble BapUAaHTbI OCYIIECTBJICHUS HACTOSLIETO  H300pETEHHs
OOBEIUHSIIOT PE3yJIbTAThl TECTUPOBAHUS M3 LEHTPOB 00paOOTKH AAHHBIX IO KOHOIUIE C APYro

uHpopmauueli, CBS3aHHOH C KOHOIUIIHBIMU NPOAYKTAMH M, IOCPEICTBOM  3TOrO,

,
YIIOBJIETBOPSIFOT OOIIECTBEHHYIO MOTPEOHOCTh B CTAHAAPTU3UPOBAHHOH WHGPOPMALMU |
PeryJsIUM JIETAIbHBIX KOHOIUISIHBIX MPOAYKTOB. OmpeneneHHble BapHAHTHI OCYIIECTBICHUS
HACTOSIIIEr0 M300PETeHUsI MO3BOJSIIOT OTCIEKUBATh WACHTUYHOCTb, KAYE€CTBO M KOJHYECTBO
HCXOHOTO MaTepuaa, U TpeOyeMbIX U HeXeaTeJbHbIX KOMIIOHEHTOB B HHX, TI0 M€pPe TOrO Kak
UCXOITHOE CBHIPbE, SIBISIFOINEECS PACTEHMSIMH KOHOIUIM, MepepadaThiBAlOT A0 KOHEYHBIX
KOHOIUISIHBIX TIPOAYKTOB, YIAKOBBIBAIOT U MApKHUPYIOT JJISI ONTOBBIX M PO3HUYHBIX TOPTOBBIX
touek. OrmpeneneHHble BaPHAHTHI OCYLIECTBIEHHUS HACTOSIIEro H300pPETeHUs] pa3pelaroT
UCCIIEIOBAHNE WIIN OTKPBITOE TIOJIb30BAHHUE, MTO3BOJIIIOT (periepaibHbIM ar€HTCTBAM WJIH OpraHam
TOCYAapCTBEHHOTO  PEryJIMPOBAaHUS  PEryJupoBaTh  MoTpedieHne U 00ecrnednBaroT
JOTOJIHUTEIbHOE PYKOBOACTBA AJIsl TECTUPOBAHUS U PErYJIILNH, a TAKXKE AENal0T noTpedurenen
Oonee NpOUH(POPMHUPOBAHHBIMU O TMPOAYKTE, KOTOPBII OHM IOKYMNAKT WM HOTPEOSIOT.
VnakoBo4yHasi MapKUpOBKa Ui perysiuud U To4uHoN uHpopmarmu Ttpedyer oObenuHeHue
HECKOJIbKUX AHAJIUTHYECKUX HCTBITAHUH, OOeCHeYMBaIOINX MAaHHblE W HMH(OPMALHIO,
HEOOXOAMMBIE IUIi TOTO, YTOOBI HaJUIeXkKamuM 00pa3oM  CepTU(GHULUPOBATH TNPOAYKT.
OnpeneneHHble BAPUAHTBI OCYIIECTBJICHHUS] HACTOSINErO U300peTeHNsT 00EeCeUnBalOT areHTCTBA
IO PEryJHPOBAHUIO CIOCOOOM OTCIIEKHBAHHMS W PEryJSILUN JIETaJbHOTO PACHpPOCTPAHEHUS
KOHOIUIIHBIX TMPOAYKTOB. B KauecTBe mnpuMepa, BapHAHT OCYLIECTBIEHHsS HACTOSINETrO
n300peTeHNs] MOKET BKJIIOUaTh B cedst m3MepeHune kayecTsa win kommyecrsa THC (wnm npyrux
KaHHAOWHOMIOB) B IMHUINEBBIX MPOAYKTaX M CEPTUGULUPOBAHUE WM OOECHEUYEHHE STHUKETKH,
KOTOpasi YKa3bIBA€T HA TO, YTO HCHBITYEMBIH MPOAYKT YIOBIETBOPSIET COOTBETCTBYIOIIUM
NpaBUIaM, TaKUM Kak coxepkaHue He Oonee uem 100 mwmmurpamm THC B numesom
KOHOIUISTHOM TTPOAYKTE.

[00057] B omnpeneneHHBIX AacmeKTax, BCE IMPOTOKOJbI TECTUPOBAHHS, KOTOPBIE
OTIPENENSIOT KaYeCTBA M KOJIMUECTBA TPEOYEeMbIX KOMIIOHEHTOB M HEXKENIATEIbHBIX KOMIIOHEHTOB
B KOHOIUISHBIX MPOAYKTAaX, MOXHO OCYIIECTBJISITh B OIHOM WM OoJjiee HEeHTpax oO0padoTku
JaHHBIX MO KOHOIUIE JUIA Leleld HCCIeNOBaHMs, Lejleld OTKPBITOrO IIOJIb30BAHUS WM HX
KkoMOuHaimi. JlaHHBIE LEHTPBI CIOCOOHBI MOJy4YaThb OOpa3ibl KOHOIUIHBIX TNPOAYKTOB OT
MHOKECTBA IIOJIb30BAaTeNel, MoaBepratb 00pasibl KOHOIUISHBIX MPOAYKTOB IMOIXOISIIUM

MNPpOTOKOJIaM  TECTUPOBAHUA U OOCTABJIATH  MHOXKCECTBO I/IH(I)OpMaI_II/II/I, CBSI3aHHOM C
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NOJIb30BATEIeM MM KOHOIUISHBIM MPOXYKTOM. [IPOTOKOJIBI TECTUPOBAHUS, KOTOPbIE MOXKHO
pPa3MeCTHTh B IEHTpe OOpadOTKU MAaHHBIX MO KOHOIUIE, BKIIIOYAIOT B ceOst 0e3 orpaHudYeHus,
onuH win Ooyiee M3 CIEAYIOIIMX: MHUKPOOHOJOrMYeCKOe HCIbITaHHe, MPOBEPKa MHUINEBBIX
NPOAYKTOB, MPOBEPKA HA 3aKUCJIEHHbIE MUINEBbIE MPOAYKTbI, HCIIBITAHUE JKUAKOCTEH, POBEpKa
Ha TaTOTeHBI, NOMOJHUTEIbHbIE MCIBITAHUS, MM X KOMOHMHAMU. IIpoTOKOIBI TECTUPOBAHUS
IJIsl KOHOIUITHOTO MPOAYKTAa MOKHO TNPOBOIUTH ONHUM MWiH Ooyiee LeHTpamMu 0O0paboTKH
IaHHBIX 1O KoHome. Hanpuwmep, 6e3 orpaHuueHus1, OnuH HeHTp 00pabOTKU JaHHBIX 10 KOHOILIE
MOKET TPOBOAMTH MOAHAOOP MPOTOKOJOB TECTUPOBAHMS, MOAOOHBIX MHKPOOHOIOTHUECKOMY
UCIMIBITAHUIO U TIPOBEPKE HA MATOTEHBbI, TOTAa KaK APYrod LEeHTp oOpabOTKH JaHHBIX MOKET
MPOBOIMTL MHIIEBOE M AJIMMEHTAPHOE TECTUPOBaHUE TeX ke o0pasuoB. LleHTp 0OpaboTku
IaHHBIX MO KOHOIUIE MOXeT ObITh YAaJeH OT MM pa3Mellarh OfHy win Oosiee 6a3 JaHHBIX IO
KOHOILIE, KOTOpPbIe XPAHAT MHOKECTBO MPABHJI PEryJHUPOBAHUS C MHOKECTBOM H3MEpPEHHI
Ka4ecTBa M KOJHMYeCTBA TPeOyeMbIX KOMIIOHEHTOB M HEKENaTeJbHbIX KOMIIOHEHTOB B
KOHOTUISIHBIX mpoaykTax. LIeHTp 00paboTKH JaHHBIX MO KOHOIIE MOKET TakKe ObITh YIalieH OT
WIM pasMemarb o0OpyAOBaHHE W MepcoHas, TpeOyemble Uil TPOBENEHHs] IPOTOKOJIOB
TECTUPOBAHUS, ONpEIeNsis, YAOBJIETBOPSIOT JH  KOHOIUISIHbIE MPOAYKTHI  MpaBHJIaM
perynupoBanusi. LleHTp 00pabOTKH MaHHBIX MO KOHOIUIE MOXKET Takke ObITb YAaJeH OT HJIH
pasmemarb OOOpyZOBaHHE U TMepcoHad, TpeOyemble sl TPOBEACHUS IPOTOKOJIOB
TECTUPOBAHUS, ONPENIENsAsi KAYeCTBO M KOJMYEeCTBA TPeOyeMbIX KOMIIOHEHTOB U HEKeJIaTeIbHbIX
KOMITOHEHTOB B KOHOIUISIHBIX NpoAykTax. LleHTpbl oOpaOOTKM NaHHBIX MO KOHOIUIE MOTYT
NPENCTABIATh COOOHM CepTUPHULMPOBAHHBIE LIEHTPbHI TECTHPOBAHHS, KOTOPbIE COOTBETCTBYIOT
TpeOOBaHMSM U MHCTPYKLHMSM I'OCYIapCTBEHHBIX HIIN (peepasbHbIX KOHTPOJIbHBIX COBETOB WIIH
areHTCTB, BKJIIOYas, HO HE OrPaHUYMBAsCH, MMHHHUCTEPCTBO cenbckoro xossiicta CIIA,
Vnpasnenue mo KOHTPOIO 3a npoayktamu u jekapcrsamu CIIIA u Vhpasiaenue no 6opnde ¢
HApPKOTHUKAMH.

[00058] CornacHO MpUMEPHOMY BapUaHTy OCYINECTBJIEHHsS] HACTOSLIETO M300pEeTeHus,
HeHTp OOpalOTKM MaHHBIX MO KOHOIUIE BKJIOUaeT B ceds omgHy wiam Oosiee jabopaTropui,
KOTOpbIE HMEIOT XOpPOLIYK  Ja0OpaTOPHYH TMPAKTHKy W TEKYIIYH  HaIJIEKaIIyo
MPOU3BOACTBEHHYIO TMPAKTUKY, YCTAHOBJEHHbIE (enepajbHbIMH WM TOCYAapCTBEHHBIMU
areHTCTBAMH, KaK SICHO CIELMAJUCTY B JAHHOW 00JaCTH TEXHHUKH ISl BHITIOJHEHUST HCIIBITAHUI
Ha KA4ecTBO U CIOCOOOB olecreueHHsi KavecTBa. BapHaHThl OCYLIECTBICHHS HACTOSILIETO
U300peTeHus], BKJIIOYasl aHAJU3 KOHOIIM M KaHHAOMHOHMIHBIX MPOAYKTOB ISl MCCJIEAOBAHUM,
TECTUPYsT M YCTAHABIIMBAs MapaMeTpbl AJsl TPETbUX CTOPOH, TAKUX KaK MPABHTEIbCTBEHHbIE
yUpeKISHUs, AJIsl TIONyUYeHHs FPAHTOB, OOLIECTBEHHOW 0E30MacHOCTH, KOHTPOJsS KadyecTBa U
o0ecrieueHns1 Ka4ecTna.

[00059] ®wur. 1 mnpencraBiasier coOOH WUTIOCTPALMIO TNPUMEPHOrO BapUaHTa
OCYIIECTBIIEHHsI CIOCOOOB HACTOSINEro HM300peTeHus. B ogHOM BapHaHTe OCYIIECTBICHUS,
croco0 BKIIFOYaeT B ceOsi MpUMeHeHHe crocoOoB TecTuposanus koHomm 101. B cienyromem
BapUAHTE OCYIIECTBJICHUS, CHOCOObI TECTUPOBAHUS KOHOIUTM MOXXHO OCYLIECTBJISITH B LIEHTPE

O6pa60TKI/I JIaHHBIX O KOHOILIE. Ilonb30BaTen TaHHOTO BapuaHTa OCYHIECTBJICHUA HACTOSALICTO
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n300peTeHNs MPENOCTABISIOT 00pa3Lbl X KOHOIUIIHBIX MPOAYKTOB Il TECTHPOBaHUs. JlaHHBIE
croco0bl  TecTHpoBaHUsi KoHOmM 101 ompenenstoT KavyecTBO M KOJHYECTBA TpeOyeMbIX
KOMIIOHEHTOB U HEXENATEJbHbIX KOMIIOHEHTOB B KOHOIUISIHBIX HpoaykTax. IIporokosnsr
TECTUPOBAHUS BKIIIOUYAIOT B ce0si, Oe3 jo00oro orpaHnyeHus, OIHO Win Oojiee U3 CIeIYIOIINX:
MHKPOOHOJIOTHUECKOe HCIBITAHUE, IPOBEPKA MULIEBBIX POAYKTOB, MPOBEPKA HA 3aKUCJICHHbIC
MUIIEBbIE MPOAYKTHI, HCIBITAHUE KHUAKOCTEH, NpOBEpKa HAa IATOreHbI, AOMOJHUTENbHbIE
UCTIBITAHKSl MM UX KoMOmHaimu. Hanpumep, nosnb3oBareny NpOAYKTOB ISl KypeHHsT KOHOILIH
102 moryT mpemocTaBysATh MX OOpasibl Ui KOHTPOJIS KadyecTBa M TeCTa Ha oOecreueHue
kayectBa 103. B ompeneneHHbIX BapHaHTaX OCYLIECTBICHHUsS HACTOSINErO H300peTeHus,
NOJIb30BATENIM KOHOIUISIHBIX (hapMaleBTHYECKUX NPOAYKTOB 104 MOTryT NpEmoCTaBISITH HX
oOpasipl Ui KOHTPOJISI Ka4ecTBa M Tecta Ha obecrnedyeHne kadectBa 103. B ompeneneHHbIX
BaPUAHTAX OCYLIECTBJICHUS HACTOSILIETrO M300PETeHHs, MOJIb30BATENIN KOHOIUISIHBIX MHUIIEBBIX U
IMUTBEBBIX MPOAYKTOB 106 MOTyT MpenoCcTaBIsITh UX 0OPA3LIbl AJIsT KOHTPOJISI KAYeCTBA M TECTA Ha
obecrieuenne kadectsa 107. B ompeneneHHBIX BapHaHTaX OCYINECTBJICHUS HACTOSILETO
n300peTeHNs], OJb30BATENH KOHOIUISIHBIX MEIUIIMHCKUX WM JeueOHbIX nmpoaykTtoB 105 moryT
MPEIOCTABIISATh UX 00pa3LIbl JJIsl KOHTPOJISl KAYeCTBA U TeCTa Ha o0ecnieueHne kadectsa 107,
[00060] B ompeneneHHBIX BapUAaHTaX OCYIIECTBJICHUS HACTOSIIETO H300pEeTeHUS,
MOJIb30BATENN MOTYT UMETh AOCTYN K psAAy MH(pOpMAaLny, peKOMEHIALNA 1 PEKOMEHAATEIbHbIX
npotokosioB 109, OTHOCAIIMXCS K acleKTaM MapKUPOBKH M COONIOAEHUS PEeryJIATOPHBIX
TpeOOBaHUH AJIs1 KOHOIUITHBIX MPOAYKTOB, NMPEIOCTABICHHBIX A TecTupoBanus. [lonp3oBarenu
OTIpEIEICHHBIX BAPHAHTOB OCYINECTBJICHUS] HACTOALIET0 M300PETEHUs] MOTYT UMETh JOCTYI K
psiny uHpoOpMammu W npoTrokosoB 110, BkiIroudas, HO HE OrPaHUYUBASCH, MPOTOKOJIBL
OTHOCSIIUECS K 3aMUCSIM O MPOUCXOXKACHHH U NepepadoTKe, XMMUYECKOMY U OHOJIOTHYECKOMY
COCTaBy KOHOIUISHBIX IPOAYKTOB, IPENOCTaBJICHHBbIX I TecTupoBaHus. OrpeneneHHble
BapUAHTBl OCYLIECTBJIEHHS] HACTOSIIEr0 H300peTeHus] BKIOYAIOT B cedsl Mosb3oBaTesed,
nofo0HBIX (perepanibHbIM TOCYNAPCTBEHHBIM OpPraHaAM WM COBETAM, HMEKOIUX JOCTYN K
uHpopmauuu, reaepupys npotokosisl 108, Bkmovaroue B cebs, HO HE OTPAaHUYMUBAIOLINECS,
MIPOTOKOJIbI, OTHOCSINMECS K PA3JIMYHBIM KOHOIUIIHBIM NPOAYKTAaM, AOCTYIHBbIE B Pa3IUYHBIX
OTpAaCisIX MPOMBIIIJICHHOCTH, 00BbeMaM MPOU3BOACTBA M MEPEPa0OTKU PAa3TMYHBIX MPOIYKTOB,
NPOM3BOIUTENISIM ~ PA3JIMYHBIX TPONYKTOB M COOJIOJEHHIO MMH 3aKOHOB U IPABHII
peryaupoBanusi. MHbopManms W3 ONPEAENCHHbIX BAPHUAHTOB OCYIIECTBJICHHS] HACTOSINErO
nu3o0perenus;, nmonobHas Ga3e MaHHBIX CO BCEMH NAHHBIMH O MPOAYKTE, SIBISIETCS] BAXKHOH IS
MIOMOIIM TIPOU3BOAMTENSIM, MepepadaThIBAIOIIUM MPENNPHATHSIM U MPOAABLAM B MOAAEPKAHUN
WM YJIYYIIEHUH CBOETO NMPOAYKTAa M CBOMUX IOKA3aTeNed B LENOYKEe MOCTABOK, a TAKXKe Ui
NPUHATHS PELIEHHUS O TOM, HAa KAaKHX ITOCTABLIMKOB, NepepabaThIBAOLUINX NPENNPHUATHH U
NPOZNABLIOB MOXHO pAacCUUTBIBATH [JIsI  YAOBJIETBOPEHUs] OIpPENENeHHBIX TpeOOBaHUMN
noTpeduTenel Wi COOTBETCTBYIOIINX PETYIMPYIOIUX OPraHOB WIIM COBETOB. B ompeneneHHbIx
BapUAHTAX OCYIIECTBIIEHHs HACTOALIETO N300peTeHNs, KOHOIUITHBIA MPONYKT, MOJyYEHHBIH W3
moboro omHOro wiau Ooyee HCTOYHMKOB, ONMCAHHBIX BBIIIE, MOXHO IOJBEPraTh psAy

MMPOTOKOJIOB TCCTUPOBAHUS, TOMOras @enepaanHM U roCyaapCTBECHHbIM ar¢HTCTBaM U COBE€TAM
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B TPOBENEHUU OLEHKH O€30MacHOCTH M OT3blB€ KOHOIUISHBIX IPOAYKTOB U B JPYIHX
IIPaBONPUMEHUTEbHBIX TEHCTBUSAX.

[00061] ®wur. 2 npencraBiasier coOOH WJUTIOCTPALMIO TNPHUMEPHOrO BapUaHTa
OCYIIECTBJIEHUs] ~ CrOCOOOB  Hacrtosimero  u3obperenws.  OOpasubl  MPeIOCTaBISIOTCS
nojnb3oBarenaMu 201 U1t TecTa Ha KOHTPOJIb KauecTBa, TECTa Ha oOecrieueHne KauecTBa Uil U
TecTa Ha OOeCreYeHne KavecTBa U TeCTa Ha KOHTPOJIb KauyecTBa. B onpeneneHHbIX BapHaHTaX
OCYLIECTBJICHHsSI HACTOSILIErO HM300peTeHus, HaHHble O00pasibl MOXHO IEePBOHAYAIBHO
nepepaborate 203 ans moaxonsAumMxX CrocoboB TectupoBanus 202. B nmpyrux BapuaHTax
OCYIECTBIIEHHS] HACTOSAIIETO M300peTeHus], 0Opa3ibl MOKHO HETOCPEACTBEHHO NMPHMEHSTh B
moboM u3 crmocoboB TecTHpoBaHusi 202, KOTOpbIE ONPENENSAIOT KAa4eCTBO M KOJIUYECTBA
TpeOyeMbIX KOMITOHEHTOB M HE)KEJIATENIbHbIX KOMIIOHEHTOB. IIpOTOKOJIBI TECTUPOBAHUS
BKIIIOYAIOT B cebs, Oe3 moOOoro oOrpaHuyeHws, OAWH WIM Oojiee W3 CIEAYIOIIUX:
MHUKPOOHOJIOTHYECKOE HCIIBITAHUE, AaHAIUTHYECKOE UCTTBITAHKE, TPOBEPKA MUIIEBBIX MPOIYKTOB,
IIPOBEpPKAa Ha 3aKUCIIEHHblE IHINEBblE MPOAYKTHI, HCHbITAHUE >KUAKOCTEH, IpoBepKa Ha
NATOTEHBI, JONOJHHUTENbHbIE UCIBITAHMS, WIM WX KOMOMHauuu. B onpeneneHHBIX BapHaHTax
OCYII€CTBIEHHS HaCTOSLLEro u300peTeHms, JaHHbIE o0pasubl MO/IBEpPratoT
MHUKPOOHOJIOTHYIECKOMY HCIIbITAaHUI0 204, KOTOpOe omnpenenseTr, Hanpumep, 0e3 OrpaHHYeHHH,
HAJINYHE MUKPOOPTaHU3MOB, THIT MUKPOOPTaHU3MOB, KOJIMYECTBO UM UX KOMOMHALIHIO.

[00062] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJICHUS HACTOSIIETO W300pEeTeHUS,
OaHHBIE O00pasmbl TMOABEPrarOT crocodaM aHaIUTHYeCKoro wucmbitaHusi 205, xoropbie
ONpeNeNsAI0T Ka4deCTBO M KOJWdecTBa TpeOyeMbIX KOMIIOHEHTOB M HEXKeJIaTeIbHbIX
KOMITOHEHTOB. AHAJUTHYECKHE HCIBITAHUS, HANpuMep, Oe3 OrpaHHMYeHHH, MOTYT BKIIKOYATh B
ceOs  MCCIeNOBaHUS  HKCTPArMPOBAHHBIX/BBILIENAUYEHHBIX  BEIIECTB,  XapaKTEPU3ALIUIO
CTaHAPTHOTO OOpasla, BBUSICHEHHE CTPYKTYpPBI LEJIEBBIX/JIHAEPHBIX COCIMHEHHH, BBIICHEHHE
CTPYKTYPbl HEU3BECTHBIX KOMIIOHEHTOB, MCCIEIOBAaHUS MPUMECEH U NMPOAYKTOB Pa3jIOKEHUs,
UICHTU(PUKALMIO M XapaKTEPU3ALMI0 COCTABA XMMUYECKUX KOMIIOHEHTOB, CUHTE3 U OYHCTKY
npuMeced U MPOAYKTOB Pa3JIOKEHUs U 3JIEMEHTHbIN aHaJIN3 KOHOIUISHBIX IPOAYKTOB.

[00063] B ompeneneHHbIX BapUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300peTeHuUs,
IaHHbIe 00pa3Ibl MOJBEPralOT TECTAM Ha KOHTPOJb KauecTBa 206. TecThl HA KOHTPOJIb Ka4eCTBa
TapaHTUPYIOT, YTO KOHOIUISIHbIE MPOAYKTHI BBICOKOIO KAdecTBa, XOpomero mnpoduis
Oe3omacHocTH U ¢ TpebyeMoil 3P (PEeKTHBHOCTBIO TMPENOCTABISIOTCS HACEJICHHUIO JUISl WX
XOpOLIETO 3A0POBbS U I SKOHOMUYECKOH BBIFOJBI, MTOJy4aeMOH OT TOPTOBIH O€30MacHBIMH
KOHOIUIAHBIMU NPOAYKTaMU. B ompeneneHHBIX BapuaHTaxX OCYINECTBJIEHUS HACTOSLIEro
n300peTeHusi, 00pasupl, NOABEPTHYTHIE TECTAM Ha KOHTPOJIb KaUeCTBa, HAXOIATCS B THAIIa30HE
OT UCXOJHOTO ChIPbsl 0 3aKOHYEHHBIX IPOAYKTOB. B onpeneneHHbIXx BapiaHTax OCYyIEeCTBICHMUS
HACTOSIIIETO M300pETeHHs, UCTIBITAHNE MOYKHO IIPOBOAUTH ISl FAPAHTHH TOTO, YTO MPOAYKTHI HA
KaKAOW CTaJUU LIENH MOCTaBOK KOHOIUISIHOTO MPOAYKTA YAOBJIETBOPSAIOT CTaHAApTaM KadecTBa
1 0€30MaCHOCTH, YKa3aHHBIM COOTBETCTBYIOIIUMH PETYJIMPYIOLIUMH OPTaHAMH MU COBETAMH.

[00064] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300pETeHUS,

naHHBIe 00pa3Lbl MOIBEPralT TecTaM Ha obecrneueHue kadecTBa 207. ObecrneueHus: KauecTBa
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NpeacTaBisieT COOOH KOMIUIEKCHYIO MPOrpamMmy, MpeIHAa3HAYeHHYI st O0OeCIeyYeHus TOro,
9ToOBl OWH WK OoJjiee W3 KYJbTUBUPOBAHMS, MPOM3BOACTBA, MEPEPadOTKH WM MPOHAKU
KOHOIUISTHBIX TPOXYKTOB WM WX KOMOWHAIMI COOTBETCTBOBAJIIM MHUHHMAJIbHBIM CTaHAapTaM
KauecTBa. B ompeneneHHBIX BapHaHTaX OCYIIECTBJICHHS HACTOSIIEro W300pEeTeHHs], JaHHOE
o0ecrieueHrne KadecTBa TapaHTUPYeT TO, YTO MPOAYKTbl KOHKPETHOTO TMPOU3BOAUTEIIS,
nepepabaThIBAIOIIErO MPEANPUSITHS WK MPOAABIA YIOBIETBOPSIOT MUHUMAJIbHBIM CTAaHAAPTAM,
YCTAaHOBJICHHBIM PETYJHUPYIOLIUMU OpPraHaMH WJIM COBeTaMH. B ompeneneHHbIX BapHaHTax
OCYIIECTBJICHUS] HACTOSILIEr0 M300pEeTeHMs], TaHHOe OOecleyYeHre KavyecTBa rapaHTHPYET, YTO
MPOAYKThHl KOHKPETHOTO MPOUZBOAUTENS, IepepadaThIBAIOLUIET0 MPEANPUITHS WA MpOoAaBLa
YAOBJIETBOPSIIOT TOAXOSLIAM CTaHAAPTaM, YCTAHOBJIEHHBIM PETYJIHPYIOIIAMH OpPTaHAMH HIIH
coBeTaMU. B ompeneneHHbIX BapUaHTaX OCYIIECTBJIEHUS HACTOSINErO M300peTeHus, MaHHOE
ofecrieyeHne KadyecTBa TapaHTUPYET TO, YTO MPOAYKTHl KOHKPETHOTO TMPOU3BOAMTEIIS,
nepepadaThIBAIOIIETO MPEANPUSATHS WK MPOAABIA COOTBETCTBYIOT MAPKHUPOBKE HA MPOAYKTE.

[00065] B ompeneneHHbIX BapuUaHTaX OCYIIECTBIIEHUS HACTOSIIETO W300pEeTeHUs,
JNaHHBIE OOpa3lbl AHAJTU3UPYIOT IUIT COOJIIONEHUST UMH MAapKUPOBKA W JAPYTUM MpaBUIIAM
perynupoBanus 208. B omnpeneneHHBIX BapuaHTaX OCYIIECTBJICHHS HACTOSINETO M300pEeTEeHUs,
KOHOTUISTHbIE TIPOAYKTHI AHATM3UPYIOT IUIsl COOJIFONEHHsS] PYKOBOACTBA JUIS TAHENH TMHINEBOM
LIEHHOCTHU, MH(POPMALIMK 00 MHIPEIUEHTaX W YBEIOMIIEHUs] 00 aJjiepreHax, 3asiBJICHUs O MOJIb3e
IUTSL 3OPOBBSL, 3asIBJICHUST 00 MISHTHYHOCTH, 3asBJICHHUS] O MacCe-HEeTTO, TpeOOBaHMI K KErJI0 U
MapKUPOBKH, U IX KOMOMHAIIUN.

[00066] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300pEeTeHUS,
MOJIb30BATEIM MOTYT HMMETh IOCTYH K psiny HHPOpMAILMH, 3amucsM, PEKOMEHOALUsM U
PEKOMEHJATEeIbHBIM IIPOTOKOJAM, BMECTE€ OINHMCAHHBIM Kak oOTdeThl 209, sABisroLIuecs
PE3yJIBTaTOM TECTUPOBAHUS KOHOIUISIHBIX MPOAYKTOB. llonb30oBaTenu OnpeneneHHbIX BapUaHThI
OCYILECTBJIEHHS] HACTOSILIEr0 H300peTeHUs] MOIYyT HMETh JOCTYN K psiay UHPOpMALMU U
npotokonaM 209, BkiIrOYas, HO HE OTrPaHUYMBASCH, MPOTOKOJIbI, OTHOCAIIMECS K 3aIUCIM O
MIPOUCXOXKAEHUN U 00paboTKe M XUMUYECKOMY U OHOJIOTMYECKOMY COMEPIKAHUIO KOHOIUISTHBIX
MPOAYKTOB, MPEIOCTaBIEHHBIX sl TeCcTHpoBaHus. OnpeneneHHble BapUAHTBI OCYIIECTBICHUS
HACTOSIIET0 W300peTeHHs] BKJIIOYAIOT B ce0sl TOJib30BaTesiel, momoOHbIX (enepasbHbIM |
rOCYJapCTBEHHBIM OpPTraHaM WJIH COBETAM, MMEIONIUX NOCTYyN K WH()OpPMAIMH IS TOJyYSHHUSI
MpoTOKOJOB 209, BKIOYAsi, HO HE OrPAHUYUBASICH, MPOTOKOJIbI, OTHOCSAILINECS K Pa3JTMYHBIM
KOHOTUISTHBIM TIPOAYKTaM, HUMEIOLIUMCS B PAa3JIMYHBIX OTPAC/siX, 0ObeMaM MPOM3BOACTBA H
00paboTKe pa3sTUYHBIX MPOAYKTOB, MPOU3BOIUTENSIM PA3IUYHBIX MPOAYKTOB U COOJIFOACHUIO
WMH 3aKOHOB U MPABHJI PETYTHPOBAHUS.

[00067] OmpeneneHHble BapUAHTbI OCYIIECTBJIICHHS HACTOALIETO  H300PETEHHS
BKJIFOYAIOT B Ce0sl CHCTEMbI, MAIIMHOYHTAEMBI MPOTPAMMHBIN MPOAYKT U POJICTBEHHBIE
KOMITBIOTEPH30BAHHBIE CIIOCOOBI, TOJydass HMH(GOPMALMIO OT IMOJIb30BATEIE W TEeHEPUPys
OTYEeThl TO KOHOIUIE COIJIACHO BapHUaHTaM OCYLIECTBJIICHUS HACTOSINErO H300peTeHHs], Kak
oOcysknaercs Bbilie. JlaHHBIE BAPUAHTBI OCYLIECTBJICHNS MOKHO OCYIIECTBIISITh, PUMEHSISI OMH

i 6ojiee KOMITBIOTEPOB, OAUH WK OoJiee cepBepOB, OAHY Win Oojiee 0a3 NaHHBIX, U OXHY WJIH
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Oonee koH(pUrypauuii 00IaYHBIX BBIYUCIEHHUH, U OAHY MM OOJiee KOMMYHHMKAIIMOHHBIX CETEH.
OmnpeneneHHble BapUAHTbl OCYLIECTBJIEHHUS HACTOSIIEr0 HW300pETEHHs] BKIIOYAOT B ce0s
cucreMy Uil cOopa MHOXeCTBa HH(OpMAIUHM, OTHOCSINENHCS K KOHOIUITHOMY HpPOAYKTY, U
BBEICHUSI B peecTp. MHOXeCTBO MH(POpPMALMU BKIKOYAaeT B ce0s, HO HE OrpaHUYUBAETCH,
uHpopMaLMIO, OTHOCAIIYIOCS K OOBEKTaM TNPOU3BOJACTBA KOHOIUIM, JIMHHMSM KOHOIUIH,
KOHOIUISIHBIM TIPOAYKTaM, COOTBETCTBYIOIIMM pe3yJIbTaTaM TECTUPOBAHUS U cepThdHKaTam
COOTBETCTBUSI, CHCTeMaM 00pabOTKU U pacrpoCTpaHEHNsI KOHOIIIH, M KOHEYHBIM MOTPEOUTEISIM.
MHoxecTBO HMH(POpPMALIMU MOXKET TaKke BKIYaTh B ce0s MHOOPMAIMIO OT MPOTrPaMMbI
oTciexuBanus 3anacos, nogodHol Colorado’s Marijuana Inventory Tracking Solution (MITS).

[00068] OmpeneneHHble BapUAHTbI OCYIIECTBJIICHUS HACTOSALIETO  H300pETEHHsI
BKJIFOYAIOT B ceOsl CUCTEMy C OIHHM MM Oojiee yIaJeHHbIMU SJICKTPOHHBIMU HHTepdeiicamu,
CKOH()HMTYPUPOBAHHBIMU JJISl TIOJIYYEHHUSI MapaMETPOB BbIOOPA, BBEIAEHHBIX IOJIB30BATENEM, U
oTOOpaKeHHsI MHOXKECTBA MH(OPMALINK, CBSI3aHHOW C OXHUM HJIM HECKOJIbKMMHU KOHOTUISTHBIMHU
npoxnyktamu. CHUcTeMa TakKe UMEET OJHY MJIM HECKOJNbKO 0a3 JMaHHBIX, KOTOpPbIe COOMPAIOT U
XPaHAT MHOXECTBO HWH(POpPMALMU, CBSI3aHHOH C ONHUM WM HECKOJBKUMHU KOHOIUISTHBIMH
NPOAYKTaMH, U OAMH WM HECKOJBKO IPOLECCOPOB, CBA3AHHBIX C ONHOW WJIM HECKOJIBKUMH
0a3zamu naHHBIX. JlaHHBIE NPOIECCOPBI HACTPOECHbI HA TIOJyYE€HHE IIapamMeTpoB BbIOOpA,
BBEICHHBIX IIOJIb30BATENIEM Yepe3 YIaJeHHbIE 3JIEKTPOHHbIE HMHTEp(EHChl, T'€HEPUPOBAHUE
MaKeTa JAaHHBIX M3 MHOXECTBa MH(OPMAIMH, OTHOCSINEHCS K KOHOIISHOMY NPOAYKTY B 0asze
JaHHBIX, pearupyrollell Ha mapameTpbl BbIOOpa, BBENEHHBIE IOJIb30BATEIEM, H OTOOpaKeHHE
IaKeTa JAHHBIX IOJIb30BATEI0O B OTBET HA IapaMeTpbl BbIOOpPA, BBENEHHBIE IIOJIb30BATENIEM
yepes yAaJleHHbIE JIeKTPOHHbIE HHTEP(]EHCHI.

[00069] BapuaHTbl OCYIIECTBICHUSI HACTOSINETO M300pETEHHsT MOTYT BKJIFOYATh B ceOsl,
HanpuMep, aHaJU3 ONHOro WM Ooyiee KOHOIUISHBIX IPOAYKTOB, ONpEAeNsiss KadyecTBO U
KOJIMYECTBO TPeOyeMbIX KOMIIOHEHTOB M HE)KEJNaTeJbHBIX KOMIIOHEHTOB B OIHOM Wiu Oouee
KOHOIUIIHBIX ~ MPOAYKTaX, TNPUMEHsss OAWH wWiu Ooyiee U3 CIEAYIOINHUX, HamlpuMep:
KaHHAOWHOMAHBIN MPO(UIMHT, MUKPOOHOJOTHYECKOE UCIIBITAHUE, AHATUTHYECKOE UCTIBITAHUE,
NpPOBEepPKa MHIIEBBIX MPOAYKTOB, MPOBEPKA HA 3aKHCJCHHbIC MHIIEBbIE MPOAYKTHI, HUCTIBITAHUE
JKUIKOCTEH, TPOBEPKa HAa IATOTeHbI, TECT HAa KOHTPOJb KayecTBa, TECT Ha obecrnevyeHue
Ka4ecTBa, WIK UX KoOMOMHAIWH. BapuaHThl OCYIECTBIIEHUS] MOTYT JOMOJHUTENBHO BKJIIOYATh B
ceOsi, Hampumep, OIpeneNieHHe KOHLEHTPAUWH OOHOro Wiu Oojee KaHHAOMHOMAOB U
ONpeNeNIeHHe COOTBETCTBYIOLIMX MPaBUJ i1  KOHOIUIAHBIX  MPOAYKTOB, TaKWX Kak
COOTBETCTBYIOLIIE T'OCYJAPCTBEHHBIE HOPMBI OTHOCHTENBHO MPOANAKH WM TOTPeOIeHUs
KOHOIUIIHBIX  NPOAYKTOB. BapWaHThl OCYLIECTBIEHHUsS HACTOSILIETO H300pPETEHHsT MOTYT
JOTOJIHUTEBHO BKIIIOUATh B Ce0sl CpaBHEHHE TOKa3aTelel KauecTBa U KOJUYECTBAa TPeOyeMbIX
KOMITOHEHTOB M HEXXEJATEJbHbIX KOMIIOHEHTOB B OZTHOM WJIM 00Jiee KOHOIUISIHBIX MPOAYKTaX C
rOCYAapCTBEHHBIMH HOPMaMH TMOTPeOJIEHUsT OAHOTO Wiu Oojiee KOHOIUIHBIX MPOAYKTOB, U
TeHEPUPOBAaHUE TNPOTOKOJIA, HANpHMeEp, KOTOpPBId BKIOYaeT B ceds uHpOpMaLHIO,
yIIOBJIETBOPSIET JIM KOHOIUISIHBIN MPOAYKT COOTBETCTBYIOLIUM IPABHIIAM.

[00070] ®Pwur. 3 npencrasisier cOOOM MIUTIOCTPAIIMIO CHCTEMBI, KOTOpasi MPEACTaBIISET
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co0O0¥1 MpUMEpPHBIH BapUAHT OCYIIECTBICHHS HACTOSIEro n3o0perenus. JlaHHAst CUCTEMA MOXKET
BKJIFOYAaTh B ce0s, Hampumep, KOMMYHHUKALMOHHYIO ceTb 310, MHOXECTBO 3JEKTPOHHBIX
uHTepdeiicoB 320, KOMMIBIOTEPHYIO CHUCTEMYy TecTupoBaHus KoHorun 300, comyTcTByrOmue
untepdeiicol 302, conyrcrpyromue cepsepbl 301 1 6a3y nanubix 330. Onun wnu Oonee Moxyei
MOTyT (PYHKLHMOHUPOBATb WM KOHTPOJUPOBATb KOMIBIOTEPHYIO CHCTEMY TECTUPOBAHUS
xoHoru 300, koTopast BKJIrO4aeT B ceOsi conyTcTByromue narepdeiics 302 1 ConyTCTBYOIINE
cepseprl 301, B coenuHennu ¢ 0a3oi paHHBIX 330, 1 MHOXKECTBO 3JIEKTPOHHBIX MHTEp(encoB
320. KommyHukauuoHHast cetb 310 MokeT BKIIFO4YaTh B ce0sl Tene)OHHYIO CeTh, MPOBOIHYIO
ceTb, OECHPOBONHYKO CeTh, MIOOANBHYIO CETh, JIOKAJBHYIO CEThb, HH(PAKPACHYIO CETb,
PaguOYaCTOTHYIO CETh, ONTHYECKYIO CETh WJIU JIIOOble KOH(PHUrypauun OONaYHBIX BBIYHUCIEHHH,
Wik JO0YI0 JAPYTyH0 KOMMYHHUKALMOHHYIO CE€Th, CO3JAHHYK) B JaHHBIH MOMEHT WIH B
JaJbHEeHIeM, Kak U3BECTHO U MOHITHO CIEIHAaINCTaM B JaHHOW obnactu TexHuKU. Kaxnoe u3
MHOKECTBA JJIEKTPOHHBIX UHTep(eiicoB 320 TmO3BOJISET MONB30OBATEIIO, SBIISIOIEMYCSI
YeJIOBEKOM, TAKOMY KaK IPOU3BOANTENb, JIUIY, 00pa0aThIBAIOIIEMy JaHHbIE, UJIH TOTPEOUTEITIO,
B3aUMOJZICMICTBOBATh C KOMIIBIOTEPHONW CUCTeMON TectupoBanuss koHommn 300. Kaxneii us
3JIEKTPOHHBIX HHTEp(ericoB 320 MO3BOJISET JAHHOMY TOJIb30BATEJIIO, SIBJISIFOIIEMYCST Y€JIOBEKOM,
HarpuMep, BBOAUTHh HHPOPMALHMIO, CBA3aHHYIO C OJHUM WM 00Jiee KOHOIUITHBIMU MPOIYKTAMH,
KaK OINMHCAHO B HACTOSIIEM H300PETEHWH OTHOCHUTENIBHO CHCTEMBbl TECTHPOBAHHUS KOHOILIH.
Kasxnplit u3 371eKTpOHHBIX HHTEp(deticoB 320 MO3BOJSET JAHHOMY TOJIb30BATEINO, SIBISIOIIEMYCS
4eJI0BEKOM, HalpUMep, MOJy4aTb OTYETHI [0 KOHOIUIE U MOJy4aTh AOCTYN K COOTBETCTBYIOLIEH
UH(POPMALIUU U3 CUCTEMBI TECTUPOBAHUS KOHOILUTH.

[00071] IlpoTrokonbl M3 CHCT€Mbl TECTUPOBAHUS KOHOIUIM MOXHO MOJy4aThb
NOJIb30BaTeNleM B psiie (OpMaToB, BKIIOYAs, HO HE OTrPaHUYMBAsACH, OyMaKHbIE PaCIE€YaTKH,
rpaguecKue WM TEKCTOBbIE COOOINEHUS HA KOMITBIOTEpE WM MOOHJIBHOM YCTpPOMCTBE,
SJNIEKTPOHHBbIE COOOINEHMS, Takue Kak OJEeKTPOHHOE NHCbMO WIJIM TEeKCT, M Jpyrue
SKBHUBAJICHTHbIE (OpMaThl. BBIXOOHBIE HaHHbIE CHCTEMbl TECTUPOBAHHS KOHOIUIM MOTYT
BKJIFOYATh B ce0sl Ipyrue crocoObl, BKJIOUYasi OOHOBJIEHUE 3amKicH B 0a3e NaHHBIX, OOHOBJICHHE
SJIEKTPOHHOW TaOJHMLbI W OTHPABKY MHCTPYKLHH W/WIM JAaHHBIX B CIHELHUAJTM3HPOBAHHOE
NPOrpaMMHOE OOECIeYeHHe, TAKOe KaK MPIJIOKEHHEe Ha MOOWJIBHOM YCTPOHCTBE, WM HX
koMOuHaImu. B npyrux BapuaHTax OCyIIECTBIICHHUS, BBIXOAHbBIE TAHHBIE CUCTEMbI TECTUPOBAHUS
MOTYT BKJIOUaTh B ce0st OpPMATBI M MPOTOKOJIBI, XPAHSAIINECS HA MAITUHOYNTAEMOM HOCHUTEIE
(mammpumep, CD, DVD, USB ¢usm-HakonuTene, OTAENbHO WIH JPYrOM ChbEMHOM YCTPOWCTBE
XPaHEHMs], KECTKOM JUCKE KOMITBIOTEPA WIJIM CepBEPe KOMMIBIOTEPHON CeTH U T.7.). BrixomHbIe
JaHHbIE CHUCTEMbl TECTHPOBAHUS KOHOIUIM, OCOOEHHO XpaHALIHEeCs Ha MALIHHOYHTAeMOM
HOCHUTEJIE, MOTYT OBbITh 4aCThIO 0a3bl JAHHBIX, KOTOPAs MOXKET OBITh HEOOS3aTENbHO JOCTYITHA
yepe3 HUHTEPHET, TakoW Kak 0a3a JAaHHBIX HH(POPMALMH, OTHOCALIEHCS K pa3IMYHbIM
KOHOIUISHBIM TPOJAYKTaM, CBSI3aHHBIM C HHUMM TNPOM3BOAMUTENSIM, JIMLAM, OCYIIECTBIISIFOLINM
00paboTKy, MM MPOJABIAM, XPAHIIIUMCS Ha CepBepe KOMIBIOTEPHON ceTu. basza maHHBIX
MOKET OBITh 3aIUIEeHHON 023011 NaHHBIX ¢ PYHKUUAMU O0€30IMaCHOCTH, KOTOPBIE OTPAaHHYUBAIOT

JOCTYN K HH(pOpPMAaLUHK, OTHOCALIEHCS K PaslUYHbIM KOHOIUIAHBIM NPOAYKTaM, HampuMep,
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pa3pemaT NPOCMAaTPUBATh HX TOJBKO aBTOPU30BAHHBIM ITOJIb30BATEISIM.

[00072] CornacHO pa3nU4YHBIM NPUMEPHBIM BapUaHTaM OCYIIECTBJIEHUS HACTOSLIErO
n300perenus, 6a3za naHHbIX 330 MOXKeT ObITH JIFOOOH CTPYKTYpPOIl Oa3bl JaHHBIX, KAK U3BECTHO U
SICHO CIIEL[HANIUCTyY B JAAHHOM 0OjacTu TeXHUKU. baspl maHHBIX, 00Cy’KAaeMble B HACTOSIIEM
n3o0peTeHny, BKIoYast 6a3y naHHbIX 330, MOTYT HPENCTaBIsATh COOOH, Hanpumep, 000 BUA
OpPraHU30BaHHOTO cOOpa AaHHBIX B IIM(PPOBOM BuAae. ba3el maHHbIX, BKIOYas 0a3y naHHbIX 330,
MOTYT BKJIIOYaThb B ce0si CTPYKTypy Oasbl NaHHBIX, a TaKK€ KOMITBIOTEPHBIE MPOTPAMMBI,
KOTOpble O0ECIEeYnBAIOT CEPBHUCHI 0a3 JAHHBIX APYrUM KOMITBIOTEPHBIM MpPOrpamMMaM MU
KOMIIBIOTEpPAM, KaK OMNPEAENICHO MOJAENbI0 KIHEHT-CepBep, U JHOOBIM KOMIIBIOTEPOM,
NpeAHA3HAYEHHBIM JIJIsI 3aITyCKa JAHHBIX KOMIIBIOTEPHBIX MPOrpamm (T.e. cepBep 0asbl JaHHBIX ).
IMpumepnast Mozaesib Oa3bl JaHHBIX, HAMTpUMep, npencTasisier codoii Microsoft SQL Server 2014
CTP2 wmu SQL Server 2012, wnu SQL Server 2008 R2. ba3bl faHHBIX MOTYT BKJIFOYaTh B CeOsI
cucremy yrpasienuss 6a3oit naHHbIX (CYBJI), cOCTOAIIy0 M3 MPOrpaMMHOIO OOecTeueHusl,
KOTOpOe yrpaBiisieT 0a30i JaHHBIX, 00ECIIeYNBAET XPaHEHUE, TOCTYII, OE30MaCHOCTh, Pe3epPBHOE
xornmposanue u npyrue cpencrsa. CYBJ] Moxker moanepKuBaTh HECKOJIBKO SI3BIKOB 3aIPOCOB,
Bimroydasi, Harmpumep, SQL, XQuery, OQL, LINQ, JDOQL, u JPAQL. ba3bl naHHbIX MOTyT
peann3oBaTh JIOOYI0 M3BECTHYIO MOIENb Oa3bl JaHHBIX WJIM MOAENN 0a3 JaHHBIX, BKJFOYAs,
HANpuMep, PESIHOHHYI0 MOAEINb, HEPAPXUUECKYI0 MOJENb, CETEBYI0 MOJIENb WJIH OOBEKTHO-
opueHTHpoBaHHy0 Monenb. CYB/] Moxer BKITIOYaTh B ceOs1 B ceOst SI3bIK ONMPeNesIeHHs] JaHHBIX
(DDL) nns ompeneneHust CTPYKTYphl 0a3bl NaHHBIX, si3bIK yrnpasineHus aanHeiMua (DCL) nns
OTIpEJIeNIEHHs] SJIEMEHTOB YIPaBIIeHNs1 0€30IaCHOCTBIO/TOCTYTIOM U SI3bIK YIPABICHUs NaHHBIMU
(DML) nns 3ampoca u obHosneHus: qaHHbIX. CYBJ] MOkeT NOMOTHUTENHHO BKJIFOYATh B CeOs
npaiiBepbl  uHTepdeiica, KOTOpble  SBISAIOTCA  KOAOBBIMM  OMONIMOTEKaMH,  KOTOpBIE
IPENOCTABIISAIOT CIIOCOOBI TSl MOJTOTOBKH ONEPATOPOB, BBIMOJIHEHUS ONEPaTOPOB, M3BJICYEHHSI
pesynbratoB u T.A. [Ipumeps! npaiiBepoB uHTepdeiica Bkmouator B ceds ODBC, JDBC,
MySQL/PHP, FireBird/Python. CYB]] MoskeT AOMONHUTEIBHO BKIIOUATh B cedst Mexanusm SQL
1T UHTepIpeTanuu 1 BeinojHeHus oneparopos DDL, DCL u DML, koTopbIii BKJIFOYaeT B ceOst
KOMITHJISITOP, OnTHMH3aTop B ucnoinHuTenb. CYBJ] MoXeT HOMOJHHUTEIbHO BKIJIKOYATh B ceOsl
MEXaHU3M TPAH3aKIHH, YTOOBI TapaHTHPOBATh, YTO HECKOJbKO onepatopoB SQL mubo
IOCTHTHYT LeJH, JIUOO 3aBepluaTcs HEyJayHO Kak Tpymra B COOTBETCTBHH C TPeOOBaHHUSIMHU
npuitoxennsi. CYBJ] MOXeT HOMOSHUTENhHO BKJIIOYATh B CE0sl PENSILIMOHHBIA MEXaHU3M ISt
pean3aliy PEeTLUOHHBIX OOBEKTOB, TAaKUX Kak TaOJWIbI, MHACKCH W OTPAaHUYCHUS Ha
LIEJIOCTHOCTb CChUTOYHBIX MaHHBIX. CYBJ] MOKET HOMOMHUTENBHO BKJKOYATh B Ce0s MEXaHHM3M
XpaHEHWs] UIsI XPAaHEHHWs M HW3BJICUEHHs] JAHHBIX W3 BTOPUYHOTO XPAaHWIHINA, & TaKXkKe
yOpaBJICHUs] TOATBEPKACHUS W BO3BpaTa TPAH3aKLUWH, pPE3ePBHOTO KONMHMPOBAHUS M
BOCCTaHOBJICHHUS U T.JI.

[00073] HdaHHble, XpaHSLIHNECS B MOJSX 0a3bl JAHHBIX, MOTYT OOHOBISITBCS TIO Mepe
HEOOXOIMMOCTH, HAIpUMED, MOJb30BaTENeM C aJMHHHCTPATUBHBIM AOCTYIIOM K 0a3e MaHHBIX,
s 1o0aBJieHHs] HOBBIX JAHHBIX B OMONMOTeKH B 0Oa3e MaHHBIX 1O Mepe UX MOIAEPXKKU.

Cl'IeI_II/IaJ'II/ICTy B JaHHOM 00JIACTH TEXHHMKHU SACHO, YTO JaHHBIC, OIIHMCAHHBIC B HACTOAILICM
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n300peTeHNH Kak XpaHsmuecs B 0a3aX NaHHBIX, MOXXHO TaK)K€ XPAHWUTb I COXPAaHATb B
MIOCTOSIHHOM NMaMSITH, U OHHU MOTYT OBbITh TOCTYIIHBI CPeIU MOANPOrpaMM, (PYHKIUH, MOIYIEH,
O00BEKTOB, MPOrPAMMHBIX IPOAYKTOB HJIU MPOLIECCOB, HAIPUMED, B COOTBETCTBUU C OOBEKTAMHU
W/WIM TIEpEMEHHBIMU JIaHHBIX TOANpPOrpamM, (QyHKUuH, Moayseld, OOBEKTOB, MPOTrPaMMHBIX
NPOAYKTOB WK mporieccoB. JIroGoe u3 moseli 3anuceit, Tabnuu, 6uOMMoTek U T.1. 6a3bl JAHHBIX
MOXeT ObITb MHOTOMEPHOH CTPYKTYpPOH, HAIlOMHHAIOIIEH MAacCHB WJIM MAaTpPUIy, U MOXET
BKJIIOYATh B ceOsl 3HAUEHMsI WM CCbUIKM Ha JPYTHe IOJIs, 3aIUCH, TaOJIULbI WM OHONIHOTEKH.
JIroboe U3 BBILEYNOMSHYTHIX MOJIEH MOXKET COAep:kaTh JHOO (akTHYECKHe 3HAuYeHHs, JUOO
COEMHEHWe, TPUBS3KY, CCBUIKY WU yKa3aTelb Ha JPYrHe JIOKaJbHbIE WIH YIOaJeHHbIE
UCTOYHUKH JJIS1 TAHHBIX 3HAYCHUH.

[00074] ba3a manHbpix 330 MOXET TPEACTaBIATH COOOM, HampUMep, OfHYy 0a3y NaHHBIX,
HECKOJIbKO 0a3 TaHHBIX WJIM BUPTYAJIbHYIO 0a3y JHAHHBIX, COAEPIKAIIYIO AHHBIE U3 HECKOJIBKHX
HUCTOYHHMKOB, HAIpHUMeEpP, CEPBEPOB BO BCEMUPHON KOMIBIOTEPHOW ceTu. basa naHHBIX MO
koHOIUIe 330 MOXKET comep)kaTh HECKOJIbKO THUIIOB JAHHBIX, BKJIIOYAs, HO HE OTPaHUYHBASICD,
UHQOPMALIMIO O pACTEHMAX, CBS3aHHYIO C KOHOIUIIHBIMH TPOAYKTaMH, WH(POPMALHUIO O
BBIPAIUBAHUM PACTEHHUH, WHpOpMAIMIO 00 OKPYKAIOLIMX YCIOBUAX, HHPOPMAIMIO O
comep:kKaHuu pacteHuil, nHpopmauuo 06 00padoTke Chipbs, HHYOPMALIMIO O PACTIPOCTPAHEHUN
KOHOIUITHOTO TIPOAYKTa M PE3yJIbTaThl TECTUPOBAHUS KOHOIUIIHBIX TPOAYKTOB. JlaHHBIE
pe3yIbTaThl TECTHPOBAHUS KOHOIUISIHBIX ITPOAYKTOB MOTYT BKIIFOYATh B ce0si, 0€3 OorpaHryeHHHH,
XUMUYECKH cocTtaB, uHpoOpMauuo o pnodaBkax, HHPOpPMAIMIO O MHKPOOpPraHH3MaXx,
KaHHaOWHOMUAHBIN npoduib, NHGOPMALMIO O MULIEBOH LIEHHOCTH M MHPOpPMALHIO O pbiHKE. B
OTpEeJIeIeHHBIX BapUAaHTaX OCYIIECTBJICHUS] HACTOSIIEro M300peTeHHs, HHPpOopMaLus O PbIHKE
MOXKET BKJIIOYATh B ceOsi UCTOPHYECKHE AaHHBbIE O MPOJakax, JAaHHbIE O MPOTHO3aX MPOAAXK U
PBIHOUYHBIE LIEHBI B PEAIBHOM BPEMEHH UISl ChIPbs U NepepaboTaHHBIX KOHOIUISIHBIX MPOIYKTOB
B psne orpaciedl. Mupopmanus 0 pacTeHUH, OTHOCAINASACS K OJHOMY MM OoJiee KOHOIUISHBIX
NPOAYKTOB B OHOM miu Oojiee 06a3ax JaHHBIX MO KOHOIUIE, BKIKOYaeT B ceOsi ogHO min Oonee
U3. JIMHUU KOHOIUIM, MCTOYHHKA CEeMsH, T'€HOTHUNa M (PeHOoTHUIa pacTeHWH, OTHOCSIIHMXCS K
OHOMY HJIH 00Jiee KOHOIUISTHBIX MPOAYKTOB, U X KoMOuHaumu. MHpopmanus 00 OKpy KarOMIIX
YCJIOBHSX, OTHOCSIIASCS K ONHOMY WM 0oJiee KOHOIUISHBIX MPOAYKTOB B OMHOW Wiu Oojee
0a3ax JaHHBIX MO KOHOIUIE, BKJIIOUYAeT B cebs onHO win Oojiee M3: YCJIOBUH MPOpPALIMBAHMUS,
MeCTa, TEeMIIepaTypbl, BOABL, OOJyYeHUs CBETOM W uX KoMmOuHaumid. HHpopmauus o
BBIPAIUBAHIH PACTCHUH, OTHOCSIIASCS K OOHOMY WM OoJiee KOHOIUISIHBIX MPOAYKTOB B OTHOHN
wii Oonee 0a3ax MaHHBIX MO KOHOIUIE, BKJIIOYAET B ce0sl OAHO WM Ooyiee U3: MPUMEHEHUS
NECTULIMIOB, TMPUMEHEHHs YAOOpEeHWH, KOHTPOJs IUHAMUKA pOCTa M WX KOMOWHAIWH.
Wndopmanmst o0 morpedutesne, OTHOCAIIAsICA K OJHOMY MM Oojiee KOHOIUITHBIX MPOAYKTOB B
omHOW win Oojee 0a3 MaHHBIX IO KOHOIUIE, BKIJIIOYAeT B ceOs CXEMbl 3aKYyIOK, NMPU3HAKU
3a00NeBaHMs, PE3yJIbTAaThl JUATHOCTHUECKUX TECTOB, 03y, AO3UPOBKY, CPOKH BBENEHUS,
JaHHbIE O HAa3HAYEHMAX COTPYIHUKAMH 3APABOOXPAHEHHUS, MPOTOKOJBI MOOOYHBIX PEAKLHH,
IPOTOKOJI NMPOTUBOIOKA3aHUNA U TepaneBTH4Yeckyo 3(dexTuBHOCTh. basa mannbx 330 moxxer

NPeACTaBIsATh CcO0ON CcOOCTBeHHYIO ©0a3y [HaHHbIX wu3o0perareneid wuiau 0a3y JaHHBIX,
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3aIIOJIHEHHYIO TaHHBIMHU M3 OOLIeOCTYTHOM 0a3bl JAHHBIX, MM UX KOMOMHALIH.

[00075] CornacHO pa3nU4YHBIM NPUMEPHBIM BapUaHTaM OCYIIECTBJIEHUS HACTOSLIETO
n300peTeHus], HanpuMep U Kak rnokazano ®dwur. 3, 6aza naHHbIX 1Mo KoHOIUIE 330 MOXKeT ObITh
YacThI0 XPAHWIWINA NAHHBIX. XPAaHWIHINE AHHBIX MOKET BKJIIOYaThb B ceOs apyrue 0Oasbl
JaHHBIX, HAIpUMep, 0a3y JaHHBIX O MOJIB30BATENSIX, 0a3y AAHHBIX O BBEACHUH, CONEPIKUMOE U3
WIN CCBUIKY Ha JApyrue myOnuuHble 0a3bl JaHHBIX, 0a3y JaHHBIX O MPABWJIAX PETyIMPOBAHHS
w/mn 6a3y JaHHBIX O mpojakax. basy MaHHBIX O MMOJB30BATENIE MOXKHO HACTPOUTb, HAIIPUMED,
IUIS XpaHEHUs! JIIOOBIX JAHHBIX, CBSA3aHHBIX ¢ MH(pOpMaLueli 0 Moib30BaTeNsiX, BKIIOYAs HMEHA
NIOJIb30BATENICH, afpeca MoJib30BaTeNell, NHPOPMAaLUO O TOCYAapCTBEHHOW wiu (enepanbHON
aBTOpPU3alMY, IUIaTEXHbIE 3alUCH, AAaHHbIE, CBS3aHHbIE C MPOAYKTAMH IOJb30BAaTENs WU
noTpeOHOCTIMH MOTPeOIeHUs, U JIFOOYIO APYIyI0 MH(GOPMAIMIO, CBA3AHHYIO C MOJIb30BATENIEM,
KaK U3BECTHO U SICHO CIEIHAIICTY B JAHHOW 00JIaCTH TEXHHKH.

[00076] BapuwaHTBI OCYINECTBIEHUS BKJIIOYAOT B ceOs CHCTeMy Ui KOHTPOJIS
KOHOIUISHOTO MPOJAYKTa OT CeMsiH A0 pesyJibTaTa jedeHus. Kak nokaszaHo Ha ®wur. 4, cuctema
uMeeT OOIIMIH MOTOK Yepe3 MOAYIIH, KOTOPbIE MPEACTABISIIOT STaNbl YIIpaBIeHUsT HHPOpMaLHe.
IlepBbIii MOnmysp mpencraBiseT coOoi Moayib mo cemeHaM 410, B KOTOPOM MPOHCXOIUT
npodrMpoBaHUe W Xapakrepu3anms ceMsiH. JlaHHas xapakTepuzanus BKIIOYaeT B ceOs
TeHETHYECKUE MapaMeTpbl U MYJIbTHOMUKCHBIE TTapamMeTpsl, 4ToObl oOecrnednTs (PUHrepIpUHT
IUIE KOHOIUISIHOTO TMPONyKTa(OB), KOTOpPBIH mojiy4aroT. Moayip mo cemeHam 410 wumeer
UCKJIFOYUTENIbHO BAa)KHOE 3HAYE€HME ISl OTCJIEKUBAHUSA U BOCHPOM3BOAMMOCTH KOHOIUISTHBIX
NpOAYKTOB. BTOpoil Moaysnp mpeacraBiisieT cOOOM CeMbCKOXO3SWCTBEHHbIM Monysib 420, B
KOTOPOM MOHHMTOPHUHI/TIPOGUINPOBAHIE OCYINECTBILIIOTCA nocpencrsoM wunrerpauuu UT ¢
CeJIbCKOXO35IICTBEHHBIMU WHCTPYMEHTaMHU Ui cOOpa M OTCIEeKUBaHUS AaHHBIX. CyliecTBYIOT
WUHCTPYMEHTBI JUIA OTCJIEKHUBAHHS BHE Y4acTKOoB (00bMHO yuacTok B 0,5-1 akpa) wuiam
KyJIbTUBUPOBAHMs B MOMELIEHUH, KOTOPOE KOHTPOJIUPYET CEIbCKOXO3AMCTBEHHbIE MTAPAMETPHI,
KOTOpBIE BKIIIOYAIOT B ce0st TEMIepaTypy, BIaKHOCTD, NaBJICHUE, HAPSITY C MAPKUPOBKOW CEMsIH,
NOYBBl U PACTEHUH ISl MPOPUIMPOBAHUS M AETAJIU3ALUU POCTA M PA3BUTHS KOHOIUISTHOTO
npoaykrta. Cleayromuii MOIyJib MPeacTaBisieT OO0 MOAYJIb IJisl TECTUpOBaHUs npoaykra 430,
B KOTOPOM JHOO ypokail, nuO0 mpoAaykT oOpadaThIBAIOT W TECTHUPYIOT. Monaynb s
TecTrpoBaHusi mponykra 430 obecneumBaer cnocoObl padoThl B J1a0OpaTOpHUH, KOTOPBIHA
BKJIFOYAaeT B ce0s OnHy wWin 0Oojiee U3 AHATUTUYECKHX CIOCOOOB, TMOAOOHBIX SKHUIKOCTHOH
xpomarorpadguu mmm razosoil xpomarorpadum (LC/GC), mporpammHoe obecriedeHue s
aHaM3a, yrpaBJIeHHEe NAHHBIMU M PACIIUPEHHYI0 (YHKIHIO OE€30MacHOCTH IJISi TECTHPOBAHUS
ypOXKas/mpoAyKTa W ONpefeNieHus, Oe30maceH JM MPOAYKT JUIA BBINyCKA MAIlMEHTaM.
Crenyromuii MOAyJIb MpencTaBsieT cOOOH MOAYJb BhITyCKa mpoaykra 440, B KOTOPOM MPOAYKT
CepTUPUUUPYIOT U MAPKUPYIOT, U T€HEPUPYIOT MPOTOKOJIbI, KOTOPHIE XAPAKTEPU3YIOT MPOAYKT
U €ro COOTHOILIEHHE C CEMEHAaMHM, M3 KOTOPBIX OH noiydeH. Moayib Bbimycka mponykra 440
yIpaBiIsieT MPOTOKOJIAMH JJIsl pacmpocTpaHuTenel, (apMaleBTOB, Bpadel, peryJHpYROLINX
OpPraHoB U APYrOro COOTBETCTBYIOLIETO nepcoHana. Cucrema NponoKaeTcsi MOAYJIEM BBEACHUS

nauueHty 450, KoOTopelii BKIO4aeT B ceOs (papmMauleBTHUECKUH COCTaB, NPUTOTOBJIICHHE
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JIEKapCTBEHHBIX CPEACTB, HAOOpPBI, YNAKOBKY M KOHBIOTAIMIO I BU3yaidu3auuud. Momyib
BBefleHNsT mauueHTy 450 OyznerT KPUTHYECKHM BaXXKHBIM I TIOAXOZSIIEro  yIpaBJICHUsS
CIIeNYIOIUM MONYyJIeM pe3ynbTaToB JiedeHust 460. Cnenyromuii Moaysb NpPeacTaBisieT COOOM
MOJlyJIb p€3yJbTaToB JieueHus 460, B KOTOPOM OTCJIKUBAIOT BBEJEHNE KOHOIUISHOTO MPOAYKTa
NALUEeHTy U MPOBEPSIOT Pe3yJbTaT JieueHus. Moaynap pe3ynbTaTtoB jeueHus 460 BKirOuUaer B
ceOst (papmaLeBTOB, Bpauell M MALMEHTOB C HMHTErpalyell CHCTeMbl YIpPaBJIEHHs TaHHBIMU,
KOTOpasi MpuMeHseT (enepasbHOe U TOCYJAPCTBEHHOE PErIaMEHTHPOBAHHOE PYKOBOACTBO IS
UHPOPMALIMK O COCTOSIHMHM 3[0POBbsl MAIIMEHTOB MJISi OTCJICKHBAHUS W ONpPEAEICHUsS
pe3yJIbTaToB JieueHus. MoayJib pe3ysibTaToB jeueHus 460 Takke odecreynBaeT UCCIeoBaTeNek
U BaJIMAMPOBAHHOW MH(pOpMauuell W HOBOW WH(pOpMaumed sl PyKOBOJACTBA CIENYIOIIMMHU
11aramMH B TPaHCJSILUOHHBIX UCCIIENOBaHUSIX. B HEKOTOPBIX BapuaHTaxX OCYILIECTBJICHUS, MOAYIb
no cemeHaMm 410, cenbCKOXO3MCTBEHHBIM MOAYJb 420, MONynb NIl TECTUPOBAHUS NMPOAYKTA
430, monynb Beiycka npoaykra 440, MonyJb BBeAeHUs nauueHty 450 u MOaysb pe3yJbTaToOB
neueHnst 460 MOXKHO pacrioyiarate B JIIOOOM THOPSIIKE.

[00077] Kaxnabiii Monysib naeT uHGOpMALHO 00 yKa3aHHOM MPOAYKTE, YTO MO3BOJISIET
KOppeNHpoBaTh JTIOOYI0 NaHHYK CTAaAHI0 C APYTUMH CIMOCOOaMH, CBS3aHHBIMH C JIAHHBIM
npoxykToM. JlaHHBIE MOXYJNM YIPABISIOTCS HHTErpanued WHQOpMaLuu uepe3 CUCTEMY
OJIOKYEH, MPeIOCTaBIISAS MOJIHYI0 BCECTOPOHHIOW HH(POPMAIMIO IJIsl PEAOCTaBICHHS JIFOOOTO
KOHOIUITHOTO TPONYKTa. B HEKOTOpPBIX BapHaHTaxX OCYIIECTBIECHUS, NaHHbIE, COOpaHHbIE B
KQXJIOM MOAYyJe, MOXKHO 3arpykarb B Onok OjnokueitH uneHtuduxaropa (BUM) 400. Kax
pe3yJbTaT, KaKIblil MOAYJIb MOMKET 3arpykaTb U AEIUTbCS NAHHBIMM W3 JPYTMX MOZIYJIEH,
KoTopble ObuM 3arpykeHsl B 0ok BUM 400. Kpome Toro, maHHble, 3arpy’keHHbIE B MOIYJb
bUM 400 u3 ormenpHBIX MOAyJel, MOXHO 3arpyxarb B oOnaunblii cepsep 470. B npyrux
BapUAHTaX OCYLIECTBJICHHs, JaHHble, COOpPaHHBIE B KaXXJOM MOAYJIE, MOXHO 3arpykarb
HeMOCPECTBEHHO B oOnauHblii cepBep 470. B HEKOTOPHIX BapuaHTax OCYLIECTBJIEHHs, OJIOK
bUH 400 u ob6naunblii cepsep 470 HHTErPUPOBAHBI B €MHBIHN OJIOK.

[00078] BapuaHTbI OCYIIECTBIIEHUS BKIIOYAIOT B C€0s1 CUCTEMBI U CIIOCOOBI 00eCTieueH s
KOHOIUITHOTO TPOAYKTa 4yepe3 OyokverH rutatdopmy. CucteMbl U CIOCOOBI BKIIFOYAKOT B ce0si
OTCJI)KUBAHME W TECTUPOBAHHME CEMsIH, MOCaaKy, cOOp yposkas, NPOAYKT, J€YCHHE U
pacrpocTpaHeHHe MJisi TapaHTHPOBAHUS KOHTPOJS KadecTBa M OOECHeueHHs] KauecTBa st
0e30macHOro MPONYKTa Ui BBEOCHHS JIOASM. B HEKOTOpBIX BapHaHTaX OCYIIECTBIICHUS,
IaHHbIe, COOpaHHBIE B KAXKAOM MoayJe, 3arpyxatot B 6ok BUM 400 n/vnm oOnaunblil ceprep
470, rne 6ok BUU 400 w/mnu obnaunslii cepeep 470 MoryT renepupoBath yHUKaIbHbIH BUU B
HEKOTOPBIN MPEeaBaAPHUTEIBHO onpenesieHHbld nepuon. UM mosker BKIoUaTh B ce0si OJIOKYElH,
I7ie OTHAEJbHBII OJIOK OTIOJIHUTENBHO BKIKOYAET B Ce€0sl BpDEMEHHBIE OTMETKH U XEUI-3HAYCHHUS.
BUU mosxkeT BKIIIOYaTh B ceOsi OJIOK, KOTOPBIA BKIIIOUAeT B ceOsi BCE NaHHBIE, 3arpPy>KEHHBIC
KaXIbIM MoaysieM. JlaHHbIM OJIOK MOXKET Takke BKIIOUYaTh B ceOsl TeKyllee Xell-3Ha4eHHE,
KOTOpOE€ TeHEepUpyeTcss U3 JaHHBbIX, 3arpy’KeHHBbIX Ka)KAbIM MOIYyJE€M B TEKYLIHi
NPEABAPUTENbHO ONpeneeHHblH nepuon. JlaHHbBIH ONOK MOXET TakKe BKIOUYarh B cels

NPOLIIOE XelI-3HaYeHUe MPEeIIIeCcTBYIoMero 0J10Ka, CreHepUPOBAHHOE Cpas3y IMOCHe TEKYLIero
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NPEABAPUTENBHO OIpPENeNIeHHOro neproaa. TakuM o0pazoM, MpOIIJIoe Xell-3Hau€HHE CITyKUT
CBSI3YIOIUM 3BE€HOM (OTCIOJIa M TEPMUH «IIETIOUKa») MEXY MPEAbIIYLINM OJIOKOM U TEKYIIUM
omokoMm, obpasyst Onokueiin. Kaxxubiii 6510k uan Bech OJiok4eitH, BKIrOYeHHbIH B BUM, Moxer
OBITh 3arpy’>KeH KaKAbIM MOAyJeM. Takum o0pa3oM, KakKAblii MOAYJIb MOXET 3arpykarb OJIOK
vy OJIOKYEHH MEHbLIETO pa3Mepa, UeM 3arpyska BCeX JaHHBIX, 3arpy’keHHbIX B 0ok BUM 400
u/unu obnaublii cepsep 470.

[00079] Monynb no cemeHam 410 BkJrouaeT B ceOsi CUCTEMbI M CIIOCOOBI JUTSI TTOJTy YEHHSI
JaHHBIX N0 ceMeHaM. CHCTeMBI U CIOCOOBI BKJIFOYAIOT B Ce0s OJyYeHUEe CEMsIH U3 UCTOYHHMKA U
npoduIupoBaHHe JaHHbIX ceMmsiH. [IlpodunmpoBanue BkiIrO4YaeT B ceds TreHETUYECKOe
CEKBEHUPOBAHUE U MYJbTUOMUKCHBIM aHANWU3 JJi ONpefeNieHus CBOWCTB YyKa3aHHOW JIMHUH,
dopmupyromue Habop naHHBIX. MCTOYHMK M HAOOp NAHHBIX, CTEHEPUPOBAHHBIA B PE3yJIbTATE
npodrMpoBaHus, MOXKHO 3arpykatb B Onok BUM 400 nns renepaunu yHuKanbHoro bUW.
Hctouynnk u Ha0Op HAaHHBIX, CTEHEPHPOBAHHBIA B pe3yjbTaTe MPOPUIMPOBAHUS, MOXKHO
3arpy>kath Ha 00nauHbIil cepsep 470, cBsi3aHHBIN ¢ PUCBOeHHBIM BUM.

[00080] Heckonpko XapakTEepUCTUK U CBOMCTB MEIUIMHCKOM KOHOIUIM HAUYMHAKOTCS C
ceMasH U wux npodwis. BapuaHTel OCYIIECTBIECHHS BKIIOYAOT B cebs ompeneieHue
IeHEeTUYECKON IOCNE0BATEIbHOCTH CEMSIH KOHOIUIM IS XapaKTepPUCTUKU YKa3aHHOM JIMHUU.
OnoOpeHHbIil  CeNbXO3MPOU3BOAUTEND IMPEIOCTABUT CEMEHa Ui T'€HEeTHYECKOrO aHainu3a Hu
JanpHEeHIe XapakTepu3aliuy, TaKOH Kak MYJbTHOMUKCHBIA aHaim3. | eHeTmdeckuii mpoduib
NPUMEHSIOT B Ka4eCTBE MACHTUPUIHUPYEMOTro MapKepa Al YKa3aHHOH pa3paboTKH KOHKPETHON
KyJbTYpbl pacTeHUs KOHOIUIM. Kak TONBKO ceMeHa OXapaKTepU30BaHbl HUX TI'€HETUYECKUM
npoduieM, UM TPUCBAMBAETCS  YHHUKAJIbHBIM  WACHTU(PUKALMOHHBI  KOX, KOTOpPBIH
BIIOCJIEICTBUM TNPUMEHSIOT U1 JOCTYNA K 3aKylKaM M TpaHcdepaM, CBSI3aHHBIM C JaHHBIMU
CEMEHAMH U UX IIOTOMCTBOM.

[00081] B omnpeneneHHbIX BapHAHTAaX OCYLIECTBJICHHS HACTOSIIErO H300peTeHus,
npodusib CeMsiH MOKET BKIKOYaTh B ce0s WHPOpMAaLMIO, KOTOpash BKJIOYaeT B ceds
TeHETHYECKYI0 TIOCJIeIOBATENIbHOCTh, MPOPACTAHHE, TeHETUYECKYH YHCTOTy, OEJKOBbIE U
(bepMeHTHBIE MapKepbl, T€HOTUITHPOBAHUE, (PEHOTUNTUPOBAHHE, CKpPELIMBAHHUE, OMpeNeeHUe
pona u BuAa cpenu npounx. [IpopunupoBaHne MOXKET JONOJHUTEIBHO BKIIIOYATh B CeOsl aHAIN3
OCTaTKOB PACTUTENIbHOW TKaHU, OOHAPYKEHHE CIy4aeB IeHHbIX Mopudukauui, oOHapyKeHue
NPUMEHEHUH yOoOpeHui i ceMsiH, CTaOWIBHOCTh M COXPAHHOCTb CEeMsiH, pa3paldoTKy
o0ecrieyeHns] KauecTBa CEMsIH, OLICHKY MPHUIOJHOCTH K IOCAgKe CEeMsiH U CKOPOCTb pOCTa
cestHueB. MHpOpManus o npoduie monyyeHa U3 TECTUPOBAHUS CEMSH W/HIIH CYIIECTBYIOLIETO
O0aHKa ceMsH, KOTOpbI Xapakrepusyer ceMeHa. CpaBHUTENBPHOE TECTHPOBAHHE MOKHO
OCYIIECTBIISITh Ha CeMeHax ¢ mpoduisiMu u3 OaHKa CEMsiH IUIsl COTJIACOBAHMS TOTO, €CTh JIU
pa3Nu4Hs B MOCIEA0BATENIBHOCTSIX, KOTOPBIE paHee He ObuIM oxapakTepu3oBaHbl. OnpeneneHue
TEHETHYECKONW JIMHUU CBSI3aHO C NMPOQUIMPOBAHHUEM CEMSH, YTO IO3BOJIIET MPOTHO3HPOBATH,
OTIpeNeNATh, XapaKTePU30BaTh H CPABHUBATH NMPOQUIIb KAHHAOMHOUIHBIX TPOAYKTOB.

[00082] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300pPETeHUS,

nH(pOpMALIUIO, CBSI3aHHYIO C PSZIOM CEMSIH KOHOILIH, MOJIy4aroT OT CEJIEeKLUOHepa Win u3 OaHka
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ceMsH. HMHpopmauuio, OTHOCAILIYIOCS K CEMEHaM, COOTBETCTBYIOLIMM OJHOW JIMHUU U
KOHKPETHOMY CEJNEKLIMOHEPY WM OaHKy CEeMsH, MOXHO XPaHUTb B BHJAE 3aIUCH CEMsSH Ha
OnokueiiH TpaH3aKLMOHHON maTtgopme. BapuaHThl OCyLIECTBIEHHS BKJIIOYAIOT B ce0s1 criocod
MOKYTIKH CEMsIH OTpeNeIeHHON JTMHUM KOHOMIH. Criocod BKItoUYaeT B cedsl CTaIuu MOJTy4YeHHs
3arpoca Ha CeMeHa OT CEeJIbXO3MPOU3BOAUTENS [l KOHKPETHOM JIMHUU KOHOTUIH WJIH JIJISl CEMSTH,
KOTOpble jaqu Obl TpodUIb ONPEeNeNeHHOTO KOHOIUIHOro mnponykra. HWHdopmarmo,
OTHOCALIYIOCS K CaZ0BOJaM, MOXHO XPaHUTb B BMJE 3allUCel O CEIbXO3MPOU3BOJUTENE HA
ONoK4YeiH TpaH3aKIMOHHOH iatdopme. Ha cienyroiiem 3Tare KOHKPETHYIO 3aMUCh O CEMEHaX
UICHTHQUUHUPYIOT B OTBET HA 3ampoC IyTeM CpaBHEHHUsS 3ampoca Ha 3aluCd O CEMEHax,
XpaHsIuecss B OJIOKYEHH TpaH3aKLMOHHOW TuiaThopMe, W MHPOPMALIMIO U3 JAHHOHN 3amuCH O
CeMeHaxX Uil YAOBJETBOPEHHUS 3ampoca NepenaeTcsi JOBEPEHHOMY CEJIbXO3MPOU3BOIUTEINIO.
Ecnu noBepeHHbIH CebX03MPOU3BOIUTENb KeJAeT MPUCTYIUTh K (PUHAHCOBOW TPAH3AKIUHU IS
MOKYTIKH CEMsIH, COOTBETCTBYIOIUX TMOAXOIIEH 3aMUCH O CEMEHAX, TO OH MOKET MPOJOJKHUTh
nokynky. Jlrobass ¢uHaHCOBas TpaH3aKUUS MEKAY AOBEPEHHBIM CENBbXO3MPOM3BOAHUTENEM MU
CEJIEKLHOHEPOM XPAHHUTCS B BUJIE 3AIHCH O MOKYTKE Ha OJIOKYEHH TPaH3aKLMOHHON miatdopme
U CBsI3aHA C 3aMHCBI0O O CEMEHaX, 3aMUCBhI0 O CEJIbXO3MPOU3BOAUTENE, & TAKXKE C 3AIMHCBI0 O
CEeNeKI[MOHepe WM OaHKe CeMsiH. BapuaHThl OCYINECTBJICHHS CHCTEMBI TAaK)XXe IO3BOJISIOT
JIOBEPEHHBIM CTOPOHAM PEAAKTHPOBAaTh HHPOpMALMIO H3 OJOKYEHH TpaH3aKIHOHHON
waTopMbl, HE BBI3bIBast COOsl TPAH3AKIHMOHHOHN IJIaT(QOPMBbI MO €€ MPSMOMY HA3HAYEHUIO.
BapuaHTbI OCyIIEeCTBICHUS BKIFOYAIOT B €051 CIOCOOHOCTh COMOCTABIIATh U HAEHTU(DUIIUPOBATD
COOTBETCTBYIOLIYIO JIMHUIO, KOTOpas XpaHUTcs B cucteMe. CenpxO3MpOU3BOAUTENb MOKET
3aIpOCUTh Y CEeNIEKLIMOHEPa KOHKPETHYIO JIMHHUIO CEMSIH KOHOIUIU. 3aTeM, CEJIEeKLIMOHEP MOXKET
NPOBEPUTH NMPOGMIb CEMSH U3 3alMCH, CTeHEPUPOBAHHOW M3 MPO(UIIs, KOTOPBIM XpaHUTCS B
O0K4eliH miathopme.

[00083] CenbCKOXO3sHUCTBEHHBIH MOAy/b 420 BKIHO4YaeT B ceOsl CUCTEMBI U CIOCOOBI
cOopa MaHHBIX O CONEPIKAHUU PACTEHHI JJIi KOHKPETHOTO TIOKOJIEHUs CEeIbCKOXO3sHMCTBEHHOM
KyJbTypbl. BapuaHT ocyrecTBieHus criocoda Oyaer BKIIOYATh B ce0sl PyYHOUM BBOJI JAaHHBIX O
napamerpax Mmocaaky u/uin cOOp JaHHBIX O MapaMeTpax MOCAJKH C TIOMOLIbIO TaTYuKa. JJaHHBIE
O TOCaJIKe BKIIIOYAIOT B Ce0s BIIAXKHOCTh TOYBBI, BJIAKHOCTb BO3AYXa, NOOABJICHHYI HIIH
OpOLIAEMYIO BOAY, KIIMMAaT-KOHTPOJIb WK KojleOaHus1, aTMoc(hepHOe aBlIeHHE, HICTOUHHUK CBETA,
NUTATEIbHBIC BEIECTBA U MECTUIMABL. BapuaHThI OCYINECTBICHUS BKIIOYAIOT B Ce0sl CHCTEMBI,
KOTOpBIE BKJIFOYAIOT B Ce0sl YCTPONCTBA, CKOH(PUTYPUPOBAHHBIE IS ONPEACIICHHs MTapaMeTpOB
NOYBBI U TIOTOJBI, & TAK)KE Ui CO3/IaHUsS 3aIUCeH O COCTOSHUM TO4YBBI M morozasl. Ilpumep
YCTPOHCTBA BKJIIOYAET B ceOsi OJIOK JIOKANMM3ALMU C AATYMKAMU Uil OOHApY)KEHUs, KOTOpBIE
pPETUCTPHUPYIOT JaHHBIE O NOYBE W JaHHbIE O MapaMeTpax mocaaku. JlaTuuku, KOTOpbIe
OTIpPABISIFOT ~ JaHHble B OJOK  JIOKAJNM3alMM, MOTryT  OBITh  NPHCOENUHEHBI K
CEeJIbCKOXO35ICTBEHHBIM HHCTPYMEHTAaM JJIsi HEMOCPEICTBEHHOIO H3MEpPEHUs] HEeOOXOAMMBIX
napameTpoB pacteHuil. [lapameTpsl MOYBbI BKIIOYAIOT B CE0sl CTENEHb BJIAXKHOCTH, COMEPKAHNE
IUTATENIbHBIX BEIECTB, MUKPOOPTaHU3MBbl U TOKCHYECKHE BEIECTBA. AHAJIN3 MOYBbI MPOBOISAT

NEepUOUYECKH OT MOCaaku 0 cbopa ypoxkas. JlaHHbIe O MOUYBE U MapaMeTPbl MOCATKU MOXKHO
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3arpyxath B Onok BUM 400 mna rexepanym yHuKanbHoro bUM, CBS3aHHOTO ¢ KOHKPETHOH
JUHUEN KOHOIUIM, CEIbXO3MPOU3BOAUTENEM, MECTOIOJOKEHUEM M JPYIMMH NapameTpaMu
BbIpaIBaHus. JlaHHBIE O IOYBE U MapaMeTphl MOCAAKH MOKHO 3arpy»arth B OOJauHBIN cepBep
470, cBs13anHbBIN ¢ npunucaHHbiM bUH.

[00084] MHuorue ¢aKkTOpbl BIUSAIOT HA Pe3yJIbTaThl POCTA W PA3BUTHUS YPOKasi, KOTOPbIE
MOTYT YCHJIMBATh WJIM MPENATCTBOBATD MOJYYEHUIO KOHOIUIH, OCOOEHHO (haKTOPBI, CBSI3AHHBIE C
HIOCAaKOH U CIIOCOOOM BEAEHUsI CeNIbCKOro X03siiicTBa. BapuaHThl OCyInecTBiIeHHsT CIOCOO0B U
CHCTEM BKIIIOYAIOT B Ce0sl NATYMKH, KOTOPBIE OMPEAESSIIOT BJIAXKHOCTh TMOYBBI, BJIAKHOCTH
BO3/lyXa, TOJYYEHHYIO PACTEHUSIMU BOAY, KIUMAT-KOHTPOJb HJIM KosebaHusi, arMochepHoe
JaBJIeHUe, UCTOUYHUK CBETa, MUTATeJbHble BEIeCTBAa U MecTULUAbL. [laHHBIE O mocanke CeMsH
JaTUPYIOT U CTaBSIT OTMETKY BPEMEHHU, U BBOISAT BPYYHYIO M 3arpy’kar0T B OJOKYEH 3ammch,
YCTaHOBJIEHHYIO JUJIs INHUU MIOCESHHBIX ceMsiH. Takke BBOASAT UCXOAHbIE MTapaMeTphl, TaKHe Kak
nobaByieHHE TUTATENIbHBIX BEINECTB, KOJMYECTBO BOIbI WJIM aHAJIW3 IMOYBbL Bmocnenctsuun
JaTYUKU TIOMEINAIOT Uil OOHApPY)KEHHWsT M 3aliCH TMOBCEOHEBHBIX (DAaKTOPOB, KOTOPBIE
CIOCOOCTBYIOT MPOPACTAHHUIO U POCTy ceMsH. [IpHu kakaoM oOHapy KEHHH JaHHBIE 3arPyKaroTCs
B 650k BUUM 400 n/unm o0naunslii cepsep 470.

[00085] XapakTepHO#l OCOOEHHOCTBIO PA3MHOXKEHHS PACTEHHH KOHOIUIH SIBJISIETCS
B3aNMOJEICTBIEe KOpHel ¢ mouBoid. [louBa oOecrieumBaeT XKM3HEHHO BAaKHbIC MMUTATEIbHbBIE
BEIECTBA M BJAry, HEOOXOMUMBIE IJIsI MOJAEPKAaHUS YCTOWYMBOIO pOCTa O B ITOJIHOW Mepe
BeTyIIero pacteHus. Kpome Toro, mousa COAEPKUT MHUKPO(DIIOPY, KOTOpas CYIIECTBEHHO
B3aUMOJIEHCTBYET C KOPHSIMHU PACTEHHUs, YTO IIOMOTraeT HanpaBuTh pocT. JlaHHas o0nacTh MOYBbI
M3BECTHA Kak pusocdepa. BapuaHThbl oCyIeCTBIIEHUS BKIIOYAIOT B ceOs onpeneneHue mpopuis
MIOYBBI, BKJIIOYAsl CTENEHb BJIAKHOCTHU, TUTATEIbHBIE BELIECTBA, MUKPOOPTaHU3MBbI, IECTULIUABI U
TOKCUYECKHE BeIleCTBAa. AHaIW3 TMOYBbl MO)KHO OCYIIECTBJATH C TIOMOINBIO aHAIU3a
MHUKPOOPTaHU3MOB U JaHHBIX, BBeAeHHbIX B Omok BUM 400 w/miam obnaunsiii cepsep 470.
BriocnenctBuu, naTUMKM MOMEINAKOT AJIsi OOHAPYKEHUST €KETHEBHbIX M3MEHEHUU TOYBBI, T
Kajknoe OOHapy)KeHUE TeHepUPYeT NaHHbIe, KOTOpble 3arpyxkaroTcss B Oymok BUM 400 w/umu
oOnaunslii cepsep 470.

[00086] B ompeneneHHbIX BapUaHTaX OCYIIECTBJIEHUS HACTOSIIEr0 H300peTeHuUs,
CEeJIbCKOXO3SIHCTBEHHBIH MONyJib 420 BKiItOUaer B ceOs MaTYMKH, KOTOPbIE HEMOCPENCTBEHHO
U3MEPSIOT CENbCKOXO3SIIICTBEHHbIE MapaMeTpbl i MOHUTOPUHIA U OTCIEXKHUBAHUS pPOCTa U
pa3BuTUs pacTeHus. MIHCTpyMEHTBI U YCTpOICTBa, NMpPUMEHSEMbIE B CEJbCKOXO3SHCTBEHHOM
monyie 420, moryt Obitb WT-WHTErpHpOBaHHBIMH, TaK 4YTO IATYUKH MOTYT HAIPSMYIO
OTIPaBISATh JaHHBIE Ha IUIATGOPMY, OCHOBAHHYIO Ha OJIOKYEHH, TaKMM 00pa3oM MO3BOJSSA
OCYIIECTBIISITh MOHHUTOPHHI M OTCIIEKMBAaHHE BO BpeMsi cOopa, oOpabOTKM M XpaHEHHUs M0
71a00paTOPHOTO TECTUPOBAHHSI.

[00087] BolpaiuBaHue pacCTeHUNH KOHOIIJIN MOXET MPOUCXOAUTDH KaK B YCJIOBUSAX CPEMbI
BHE MOMEILIEHUs, TAKUX KaK Ha MAaxXOTHON 3emiie, TaKk U B MOMelleHUuH. Bo MHOrux ciy4asx
CHCTEMBbl Ha OCHOBE IUIaT(GOPM B MOMEIIEHNUH ObLIM pa3pabOTaHbl AJs1 MOBBIEHUS] KOHTPOJIS

NapaMeTpoB MOCAIKU [l 0OecredeHns: OAHOPOAHOCTH U [T YIIyUIIEHHs Pe3yJIbTaTOB yOOPKU
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ypoxas. bomee Toro, Oecromoe pa3sMHOXKEHHE, TMPUMEHsSsl KIOHUPOBAaHHME, TaKXkKe
pa3pabarTeiBaeTCsi AJIi PAaBHOMEPHOIO IPOW3BOACTBA PACTEHHWH. BapwaHTBl OCyIIeCTBIEHUS
HACTOSIIEr0 M300peTeHUsl BKIIOYAIOT B ce0s AAaTUMKH, yYUThIBArOIIME (PAKTOphl KiIMMaTa U
OKPY’KarOIEeH Cpefpl, KaK AJs MOCAAO0K BHE IMOMELIEHUH, TaKk U JJIsl TOCAJ0K B IOMELIECHUU.
Jlatunkyn OyAyT OCYLIECTBISATH €XEOHEBHBIH KJIMMATUYECKUH KOHTPOJIb U KOHTPOJIb
OKpy»aromel cpenbl M (UKCUPOBATH HM3MEHEHUs, KOTOpble OyayT TeHEepHpOBaTh HAHHbIE,
KoTopele 3arpyskatorcsi B Onok BUM 400 n/unm Ha obnaunslii cepsep 470. B ompeneneHHbIX
BAPUAHTAX OCYLIECTBJICHUS HACTOSILIEr0 H300PETeHHUs] CEIbCKOXO3SIMCTBEHHBIH MOnMysb 420
BKJIFOYAaeT B Ce0sl aHAIUTHKY POCTA, KOTOpash OTHOCATCS K COOTHOIIEHHIO W TPYIITHPOBKE
npod IS YKa3aHHBIX CEMSTH WJIH TPOIYKTA.

[00088] PacreHusi KOHOIUTH YacTO MPOQUIUPYIOT U KIACCHPUIHUPYIOT C TMOMOIIBIO
VIOPOLIEHHBIX ONHUCAHWH, YKa3bBAIOIIMX Ha mncuxoaktuBHele 3pdexrsr TI'K, onnako
BCECTOPOHHEE MPOQUIMPOBAHUE PACTCHUN KOHOIUIM SIBJSIETCS ropa3no Oosee OOLIMPHBIM, U
KOppeJSIMsl ¢ aHAJIUTHKOH pOCTa TPEACTaBIsieT COOOH BaKHYIO YacTb NAHHOTO AHAJN3A.
Hacrosimiee n3o0pereHne BKIIFOYaeT B ce0sl BAPHAHTBI OCYINECTBIICHUS! KOPPEISIMY aHAJUTHKU
pocTa ¢ pe3ybTaTaMi KaHHAOMHOUAHOTO NMPOGUIMPOBAHUS PACTEHUH KOHOTLIH.

[00089] JlaT4nky BKIIIOHAIOT B ceOsi MOAYJIbHBIN OJIOK ¢ TATYMKAMU, KOTOPBIE U3MEPSIFOT
pasnuyHble TpeOyeMble MapaMeTpbl, HampUMep, AATYHK, KOTOPbIH B SIBHOM BHIE H3MEpPSET
Oapomerpudeckoe naBieHHE. MOAYJIBHBIN OJOK HMHTErPpUPYIOT € IMIaTHOPMOH, HAMPSMYIO
OTIIpaBisisl JaHHbIE Ha OyokueitH ruatgopmy. [ns paboThl ¢ pacTeHHMSIMH BHE NOMEIICHHUS
UHTETPUPYIOT METEOPOJIOTHYECKHE CIY>KObI Ui MPOTHO3MPOBAHUS IOTObI M MOHUTOPHUHTIA,
4TOOBI B JAJIbHEHINEM BECTH y4YeT aHOMAaJIUH MM W3MEHEHUH M3-32 HEeONAronmpUsTHBIX HIIN
OnaronpusATHBIX MOroAHbIX yciaosui. [lnatdopma nossonser BBOAUTh HHPOPMALMIO BPYUHYIO,
Il€ CpaBHEHHE M3MEPEHHBIX JAHHBIX MOXET YCTpaHsITb HECOOTBETCTBUSA. DBech
CEeNbCKOXO3SHCTBEeHHbIH ~ Monyib 420 olecrneunBaer TOJNydeHHE JAHHBIX, KOTOpbIE
npeanosaraercs 3arpyarb B 010k BUM 400 w/unu Ha oOna4Hbiii cepep 470 it MO3TATHOTO
OTCJIC)KUBAHMS W MOHHUTOPHHIA OT CEJIbCKOXO3SMCTBEHHOrO IMpolecca A0 NOTpeOseHHs
yenoBekoMm. [locne cOopa pacTeHHil KOHOIUIM, pacTeHHs nepepadaThIBAOTCS A0 KOHEYHOTO
npoaykTa. B 3aBUCMMOCTM OT NPUMEHEHHs PACTEHUM, MPOAYKT MOXXKHO IOJy4aTh JJIs
YAOBJIETBOPEHUSI MEIULIMHCKUX, HCCIEAOBATENIbCKUX WM PEKPEALIMOHHBIX PBIHKOB.

[00090] Monynb mist TectupoBaHusi mponykra 430 Brimouaer B ce0si CHCTEMBI H
CHOCOOBI ISl BCECTOPOHHETO TECTHPOBAHHWS TNMPOAYKTa, Kak omucaHo B mareHTe CIIA Ne
9632069, BKIIOUEHHOrO B HACTOsIee H300pETeHHE C TOMOLIBIO CCBUIKM BO BCel CBOeH
nosHoTe. J[aHHbIe, NOJNy4YeHHBIE U3 MOAYJIA U1 TeCTUpOBaHus npoaykra 430, MOXKXHO 3arpyxaTb
B Onmok BUU 400, renepupys yHukanpHbli bUM. JlaHHBIE, MONy4YeHHBIE W3 MOXYJSA IS
TecThpoBaHusl npoxnykra 430, MOXKHO 3arpykaTb B obOnausblii cepsep 470, cBsi3aHHBIN C
npucsoeHHeiM bUH.

[00091] Onpenenenue TOro, SIBJISIETCS JIU KAHHAOMHOMIHBIA MPOAYKT OE30MaCHBIM JIJIs
BBEICHUS WIN MOTPEOJICHUs, SIBIAETCS OAHOM U3 OCHOBHBIX LI€JIed MHTErPUPOBAHHOTO MOIYJIS

KOMIUJIEKCHOT'O TECTUPOBAHUs, ITIOCKOJIbKY OH MPCACTABIISCT coboii MNOCJICAHIOK JIMHUIO 3aIIHUThI
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nepesl HeMoCPEACTBEHHBIM BBEIEHUEM uesioBeKy. IIpodunb 0e30macHOCTH, KOHTPOJIb KauecTBa
u obecrieueHne kadecTBa OyAyT HMMETb KIIOUEBOE 3HAUYEHHE [JIsI BBINYCKA TNPOAYKTA IS
BBEICHUS. BapuaHTBl OCYIIECTBJIEHHS BKIIOYAIOT B ce0s OnokueliH mmatdopmy, KoTopas
BKJIFOUaeT B ce0s1 OJoku, comeprkaiiue MHGOpPMALHMIO U3 ONpeAeNeHHbIX cepuil TecTOB. TecTbl
BKJIIOYAIOT B ce0si  MHKpPOOMOJIOTMIO/MAaTOreHbI/ MUKOTOKCHHBI,  TTECTHIUIbI/ TOKCHUYECKHUE
BEIECTBA, OCTATOYHBIE  PACTBOPUTEIM/KHIKOCTH,  TSDKENbIE  METalIbl,  TEPIIEHOBOE
npoduaupoBaHue U KaHHAOWHOUIIHYIO aKTUBHOCTb. [locienoBaTebHOCTh TECTHPOBAHUS IMEET
NPUOPUTET, OCOOEHHO TPHU OTPEIEIEHUH TOTO, Oe30MaceH JIU METULIMHCKUN KaHHAOWHOMIHBIN
NPOAYKT AJisi moTpedieHus yenoBekoM. CHCTeMa MOXKET MPUMEHSTh CUCTEMY C TPOIYCKOM HJTH
OTKa30M Ha OCHOBE CTaHAApPTH3aLUHU JOMYyCTUMBIX ypoBHeH BemecTB. CyLIeCTBYIOT OPOTrOBbIE
BEJIMYMHBI OTPACJIEBBIX M TPABUTENILCTBEHHBIX areHTCTB JJsl TPeOYEeMbIX U HEXKeaTeJIbHbIX
KOMITOHEHTOB B MPOAYKTaX MUTAHUS U JIEKAPCTBAX, KOTOPbIE HE NOMYCTHMBI I OTPEOIeHUs
YEJIOBEKOM.

[00092] BapuaHTBl OCYIIECTBIEHHS BKIIOYAIOT B Ce0S CHUCTEMbI U  CIOCOOBI
TECTUPOBAHUS ypOkas KOHOIUIM WM TPOAYKTa TOCPEICTBOM CEPUH AHAJIUTUYECKUX
UCTIBITAHNH, BKIFOYAIOIINX B ce0sl TECTUPOBAHME HA MUKPOOBI, MATOr€Hbl /WM MUKOTOKCHHBI,
TOKCHUYHBIE BELIECTBA, OCTATOYHbIE PACTBOPUTENM M >KUIKOCTH, TSDKENble METaJUIbl, a TaKXKe
colepkaHne W aKTHBHOCTh KaHHaOmHOMmoB. Ilpumep cnocoba BkirodyaeT B ceOs co3maHue
3amucel JaHHBIX, COOTBETCTBYIOLIMX pE3yJbTaTaM AaHaJIUTHYECKOrO MWCIBITaHUs. 3alucu
TaHHBIX MOXHO 3arpy3uth B Onox BUM 400, renepupys yHukanpabiii BUW, npunmcanHbIH
KOHKPETHOH JIMHUM KOHOIUIM, CEeJbXO3MPOU3BOJUTEN0, MECTOMONOXKEHUIO M JIPYTUM
napamerpam pocTa. 3amMcy AaHHBIX MOXHO 3arpy»artb B 0OJauHbIil cepBep 470, CBA3aHHBIN C
npucBoeHHblM bUM.

[00093] BapuaHTbI OCYLIECTBICHHS BKJIIOYAIOT B ¢e€0s CUCTEMBI U CIIOCOOBI MUKPOOHOTO,
NAaTOT€HHOIO M TOKCHKOJOTHYECKOrO aHaln3a ypoxash KOHOIUIM Wiau mpoaykTta. IlpumepHslii
croco0 BKJIIOYAET B ce0sl CTaIuM aHajM3a MOATOTOBJIEHHOTO 00paslia KOHOIUITHBIX MPOAYKTOB
Ha COoJepKaHHEe MHKPOOPTraHHU3MOB, MMATOI€HOB U MHUKOTOKCHHOB, ONpEAENIEHHE TOTO, SIBISIETCS
au oOpaser; 0e30MacHbIM TS POIOJDKEHUS IPyroro Tectuposanusi. [lapamerprr Oe3omacHoCTH
YCTAHABJIMBAIOTCS HA OCHOBE PYKOBOJICTBA B COOTBETCTBHH C PYKOBOACTBOM IO pa3padoTke
OOTaHUYECKHX JIEKAPCTBEHHBIX CPEICTB U MPOMBIIIIIEHHOCTH, n3sokeHHbIM B FDA-CDER in
12/2016 Pharmaceutical Quality/CMC Revision 1. Ha nroboii cragum aHanmsa, ecinu oOpasen
CUMTAIOT HeOe30macHbIM, NaJbHEHIIWI aHanmu3 MOXKET ObITh OcTaHOBJeH. Ecmm obpaser
CUMTAIOT O0€30macHbIM, MPOBOAUTCS AANbHEHIIHNHA aHaMH3. [[aHHBIE, MONyUYEeHHBIE B Pe3yJbTaTe
aHanmM3a, BIIOCNENCTBUH 3arpykatorcss B Omok BUM 400, renepupyst yHukanbHbelii BUMU,
MPUMHUCAHHBIN K KOHKPETHOMY YpO)Kal0 KOHOIUIM U JIOBEPEHHBIM CaJ0BOAAM. 3aIlUCU JaHHBIX
MOJKHO 3arpy»katb B o0naunblii cepsep 470, csi3aHHbIN ¢ mpunucanHbiM bUN.

[00094] dur. S mnokas3blBae€T NPUMEPHYIO IOCIENOBATENbHOCTh AN MOAYJS JJs
tectupoBanus npoaykra 430. B 6noke 502 nonyvarot obpasen ¢ nmpunucanubiM BUM. Ob6paszen
MOXHO TlepeMelaTb B MECTO TECTUPOBAaHHMS M TOTOBUTb /MJsl Pa3IMYHBIX CIIOCOOOB

tectupoBanusi. Harpumep, B 65oke 504, oOpa3zel B3BEUINBAIOT HA BIaro4yBCTBUTEJIbHBIX BECaX



43

IUIS U3MEPEHUs COAEPIKAHUS BIard. 3HAHUE COJePIKAHUS BIIard 1aeT BO3MOXKHOCTb ONPEAEIIHTD,
CKJIOHEH JI1 o0paser] K poCTy IUIECEHH, U JaHHbIE, CTeHePHUPOBAHHbIE HA TAHHOM 3TaIe, MOXKHO
3arpyxath B 0ok BUM 400 w/umu obnauneiii cepsep 470, renepupyst yHukanabHbiii BUM. B
6nmoke 506 oOpasen TeCTUPYIOT Ha HalIU4YUe MHUKPOOOB/MATOreHOB/MHKOTOKCHHOB. Hampumep,
TECTHUPOBAHUE MOXHO NpoBoAuTh ¢ nomMoieto LC/MS u B OnobesonacHoM mkady, a JaHHBIE,
CreHepHpOBaHHbIE HA JAHHOM 3Tame, MOKHO 3arpyxartb B Onok BUM 400 w/um obmauHbli
cepsep 470, renepupyst yHukanbublii BUM. O6pasubl nomemaroT B Onobe3onacHslil mkad s
OTpenesieHus] pPOCTa MUKPOOOB/MaTOreHOB. JlaHHAsi CTamusl SIBJSIETCS OYEHb BAXKHOH B JAHHOM
criocobe, TIOCKOJIbKY obpaser, HE UMEFO M 0e30macHOro
MHUKPOOUOJIOTHYECKOr0/TIaTOTeHHOIO/MUKOTOKCHHOBOrO ~ mpoduyisi, He Oyayr cpasy ke
NPUMEHITh B OCTAJbHOH cepuu TectupoBaHusa. B Omoke 508, ecnu obOpasery He wmeer
6e30macHOro MUKPOOHOIOrHYeCKOro/IaTOréHHOr0/MUKOTOKCHHOBOTO  MPOGMIIs, JajibHEHIee
TECTHPOBAHHE OCTAHABIUBAIOT. JlaHHAS OCTAHOBKA B CEPUU TECTUPOBAHHS MPOBOAUTCS MO IBYM
npuarHaMm: 1) mpoaykt He Oe3omaceH aus nmotpedieHns w/niam 2) oOpasel MOXKET 3arpsi3HUTh
OCTaJIbHYI0 4YacTh CUCTeMbl TecTHpoBaHusi. B Onoke 510, ecmu oOpasen mmeer Oe30MaCHBIM
MUK POOHOIOTHYE€CKUN/TTATOT€HHBI/MUKOTOKCHHOBBIH ~ mpoduib,  oOpasery  MmoxBepraroT
JanbHEeHIIeMy TECTUPOBAHHUIO HA MECTULMbI U TOKCHYECKHE BELIeCTBA. T e€CTHPOBAHNE MOYKHO
npoBoauts LC/MC; mpu KOTOPOM [aHHBIE, CT€HEPHUPOBAHHbIE HA JAHHOM 3Tare, MOXHO
3arpyxath B 0ok BUM 400 w/umm obnauneiii cepBep 470, renepupyst yHukanapHbiii BUM. B
Omoke 512 oOpasen MpOXOAMT TECTUPOBAHME HAa OCTATOYHBIE PACTBOPHUTENH. TecTHpoBaHUE
MokHO mposoautk LC/MC, roe pacTBopuTeny, NMpUMEHseMble I 3KCTPAKLUK, CHHTE3a HIIN
NOJIy4EHHUs,, MOTYT HaXOIMTbCS B TNpeAenax COAEPIKaHUS MPOAYKTA;, NPU KOTOPOM JIaHHBIE,
CreHepHpOBaHHbIE HA JAAHHOM 3Tame, MOXKHO 3arpyxkartb B Onok BUM 400 w/um obnauHbli
cepsep 470, renepupyst yuukanbHbiii BUM. B Onoke 514, oOpasen moaBepraloT TECTUPOBAHHUIO
Ha COJepKaHHEe TsDKENbIX MeTayioB. TectupoBaHue MoxHO mnpooauth ICP, u naHHbIE,
Cr€HepUpPOBaHHbIE HA JaHHOM dTamne, MOKHO 3arpyxarb B 0ok BUM 400 w/wnu obnmauHbii
cepeep 470, reHepupys yHukanbhbiii BUM. B Gnoke 516, oOpasell mogBeprarOT TEPIIEHOBOMY
npodrmmmpoBanuto. TepnenoBoe npodumupoBanne MoxHO nposoauts GC-QP, onpenensis
Apyrue KOMIIOHEHTHI IOMUMO KaHHAOMHOUIHBIX MPOAYKTOB, KOTOPbIE MOTYT OBITh B MPOAYKTE,
IpU KOTOPOM JaHHbIE, CTEHEPUPOBAHHBIE HA JAHHOM 3Tarle, MOXKHO 3arpykatb B 0ok BUM 400
u/vn oOnaunsiid cepsep 470, reHepupyst yaukanbHbiii BUN. B 6iioke 518 obpasen monBeprarot
KaHHAOMHOMAHOMY TPOQHIMPOBAHMIO HAa KOMIIOHEHTBI M aKTUBHOCTh. KaHHaOmHOMITHOE
npodrmpoBaHre MOXXKHO mpooauTh BIYKX; mpm KoTOpOW HaHHBIE, Cre€HEPUPOBAHHBIE HA
JaHHOM 3Tare, MOKHO 3arpykatb B 0ok BUM 400 w/umm obnausbiii cepsep 470, renepupys
yaukanbHbeii BUM. Torna kak BapuaHT OCYINECTBJIEHUs], ONMHUCaHHbIN Ha Pwur. 5, obecnieunBaer
TeHepaLni0 YHHUKaIbHOro uaeHtuukatopa BUM Ha kaxkzmom »sTame, IOpyrue BapHUAHTHI
OCYIIECTBIIEHHs] BKJIIOYAIOT B ce0sl TreHepanuio HAeHTHU(HUKATOpa, KOTOPbII OCHOBAaH Ha
NpeAbIAyINUX cTaauax. Jlpyrue BapuaHTBl OCYLIECTBIEHHMsS BKJIIOYAIOT B Ce0sl Te€HEpaLHio
UeHTH(PHUKATOpa HAa Ka)XIOM JTame, KOTOPBIH MNPHUBJIEKAET HUACHTU(PHUKATOPHI MPEIbIAYIINX

maros.
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[00095] Bnok 510 Bximouaer B cebsi CHCTeMBI U CHOCOOBI TIPOBEACHHS aHAN3a Ha
TOKCHUYECKHE BEIeCTBA KOHOIUIIHOTO npoaykra. IIpuMepHslil criocod MOKeT BKIIIOUYaTh B ceOs
NPUTOTOBJIEHHE OOpas3la KOHOIUITHOTO MPOAYKTA U aHaju3a Ha COAEpIKaHHE TOKCHYECKHX
BellecTB. JlaHHBbIE, CTeHEPHPOBAHHBIE B PE3yJbTaTe aHAIN3a, MOXKHO 3arpyxate B Onox bUM
400, renepupyss yHukanbHblli BUM, mnpucBoeHHBIN 3ammcu, HAEHTUQULIUPYIOIEH JHUHUIO
KOHOIUIH. JlaHHBbIE, CreHepUpPOBaHHbIE B PE3yJIbTATEe aHAJIM3a, MOXKHO 3arpykaTb B OOJauHbIH
cepsep 470, cesizannblii ¢ npunucanHbiM BUM. brok 512 Bkirouaer B ceOsi CHCTEMBI B CIIOCOOBI
JUIsl QHAJIu3a HAa OCTATOYHbIE PACTBOPUTENM U KUAKOCTH ypokash KOHOIUIM WU TPOIYKTa.
[IpumepHbIii cmoco® MOXKeT BKIKOYAaTh B ce0s aHajdu3 NPUTOTOBJICHHOro ofpasna Ha
collepKaHue PacTBOPUTENEN U KUAKOCTU. J[aHHBIE, CreHEPUPOBAHHBIE B PE3YJIbTATE aHAJIMU3a,
MOKHO 3arpyxartb B 010k BUU 400, renepupyst yaukanpHbii BUM, cBS3aHHBINA ¢ yKa3aHHOH
JUHUEH, KOTOopas J[aja yposkal WIM NpOAYKT. JlaHHBIE, CreHEpUPOBAHHBIE B pE3yJbTaTe
aHaM3a, MOXKHO 3arpy»artb B o0nauHblii cepBep 470, cesi3aHHbIi ¢ npunucadabiM BUN. Biok
514 Bxurouaer B ce0s1 CHCTEMBI U CIIOCOOBI JUTSI aHAIM3a Ha TSDKEJIbIe METAJIbl YPOrXKasi KOHOTUTH
iy npoxaykTa. [IpuMepHsIi crmocod MOXKeT BKIIFOUATh B ce0sl aHAJIN3 MPUTOTOBIEHHOTO o0pasua
Ha COAEpPKAaHME TSKENbIX META/UIOB. JlaHHbBIE, CTEeHEPUPOBAHHBIEC B PE3yJIbTaTE AHAIN3A, MOKHO
3arpyxath B 0ok BUH 400, renepupyst yHukanbHbelii BUHW, cBsA3aHHBINA ¢ yKa3aHHOW JIMHUEH,
KOTOpAasi AaJla YPOsKail WM NPOAYKT. [laHHbIE, CTeHEpUPOBAHHBIE B PE3YJIbTATE AHAINU3A, MOKHO
3arpyxath B oOnauHblii cepBep 470, cBazanHbli ¢ npunucanHabiM BUM. Briok 516 Bkimrowaer B
ceOs1 CUCTEMBI U CIIOCOOBI ISl TEPIIEHOBOTO NPO(PMUINPOBAHNS U aHAJIN3a YPOsKasi KOHOIUTH HITH
nponykTa. [IpumepHsiii cmocod MOKET BKJIIOUYATh B ce0sl aHAINU3 MPUTOTOBIEHHOTO oOpasia Ha
cozepKaHue TepreHoB. JlaHHbIe, CTeHEPUPOBAHHBIE B PE3YJITATE AaHAIN3A, MOXKHO 3arpy>KaTh B
6ok bUU 400, renepupyst yHukanbHbiii BUHM, cBsisaHHbIN ¢ yka3aHHON JMHUEH, KOTOpas nana
ypoXail Uiy NpoaykT. JlaHHBIE, CTeHEPUPOBaHHBIE B PE3yJbTaTe aHAIM3a, MOXKHO 3arpy>kaTb B
obnaunblii cepeep 470, csazannblii ¢ npunucanubiM BUM. Biok 518 Bxiouaer B cebst cuctembl
U CrocoObl IJisl aHajiM3a Ha KaHHAOWHOMIBI YpoOrKasi KOHOIUTM MM mnpoaykrta. [IpumepHbIi
croco0 MOXKET BKJIIOYaTh B Ce0s aHajIM3 MPUTOTOBJIEHHOrO o0paslia Ha COIEplKaHHe |
AKTUBHOCTh KaHHAOMHOWIOB. JlaHHBIE, CreHEpPUPOBAHHBIE B PE3YJIbTATE AHAJINU3d, MOXKHO
3arpyxath B 0ok BUM 400, renepupyst yHukanbHbli BUW, cBsA3aHHBINA ¢ yKa3aHHOW JIMHUEH,
KOTOpasi Aajla ypOskail WM NPOAYKT. [laHHBIe, CTeHEpUPOBAHHBIE B PE3YJIbTATE AHAIN3A, MOKHO
3arpykath B oOiauHbii cepep 470, cBszanHbii ¢ npunucanHbiM BUU. Tlocne Toro, kak
oOpasew MoiBEpIiIM CEPUH TECTUPOBAHUMN, OTPENEISAOT, SBISIETCS JIU MPOIYKT O€30MacCHBIM IS
BBIITyCKa ISl MaueHToB. Ecmm obpasen cunraercs: 6e30MacHbIM, MPOAYKT MOKHO BBIMTYCKATh
MalUeHTaM, KaK IMOKa3aHO, HAPUMep, MOAYJIeM Bbllycka npoaykTa 440, kak nmokasaHo Ha Pwur.
4 u 5. I[IpoayKThl U3 TAHHOTO PEMPE3CHTATUBHOIO 0Opasia Tenepb cepTUUIUPOBAHbI, U HA HIX
MOXXHO HAKJIEUBaTh OTHKETKY, KaK TAaKOBYI) Ha YIAaKOBKY OT CTOPOHBI, NPEAOCTABISIOLIEH
nponykT. HeoOsi3aTenbHo, B O10ke 520 mMpoAyKT MOXKHO XPAaHUTh B TEUEHHE MEPHOAA OT TPeX
MecsLleB A0 rojxa wiu Oosee IIUTENbHbIE NMEPHOABbL, MpH HeoOxoaumocTd. CpoOK TOJHOCTH
NPOAyKTa MOKHO ONpenesnTh Ha HaHHOM osTane. [locne mepuoma xXpaHeHus, oOpasen u3

XpaHUMOIro mnpoAykKTa MOXHO IIOJYy4YdaTb MW IMOBTOPHO MHNEpEAaBaTb AJisI MPOXOXKACHHS BCeH
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MOCJIEOBATEIbHOCTH TECTUP OBAHUS.

[00096] byok 520 BxirouaeT B ceOsi CHCTEMBbI U CHOCOOBI ISl TECTUPOBAHUSI CPOKA
XPaHEHHsI ypokas KOHOIUIM WM mpoaykrta. [IpumepHbii cnoco® MOXET BKIIOUaTh B ceOs
XpaHeHHe obOpas3la B TeueHHe TpeOyeMoro mnepuoia BPEMEHM M TECTHPOBAHHE HAa MHUKPOOBI,
NaTOreHbl W/WIM MUKOTOKCHHBI, TECTHPOBAHHWE HA MECTULMIbI M TOKCHUYHBIE BEIIECTBA,
TECTUPOBAHUE HAa OCTATOYHBIE PACTBOPUTEIIN U KUAKOCTH, TECTUPOBAHUE HA TSXKEJbIE METAJLIBI,
aHaJIM3 TEPIIEHOBOTO NMPOQIIIS, M TECTUPOBAHIE COAEPKaHNS U AKTUBHOCTH KaHHaOuHOonoB. Ha
KQ)KIOM OJTane TEeCTUPOBAaHUs HaHHblE, IOJYYE€HHbIE B pe3yJbTaTe€ TECTUPOBAHUS, MOKHO
3arpyxath B 0ok BUH 400, renepupyst yHukanbHbli BUW, cBsA3aHHBIN ¢ yKa3aHHOW JIMHUEH,
KOTOpasi faja ypoxail win npoaykr. Ha xaxaoMm stane TecTUpOBaHUS JaHHBIE, MTOJYYEHHBIE B
pe3yJabTaTe TECTHPOBAHHUS, MOXKHO 3arpykaTb B 0OjauHbli cepBep 470, CBs3aHHBIA C
npunucadabiM bUH.

[00097] Bosppamasice k ®ur. 4, MoayJb Bbilycka npoaykra 440 BkioudaeT B ceds
CUCTEeMBI U CIIOCOOBI JJIs BhINycka Oe3omacHoro npoaykra. Kak Tonbko obpasen Oyner mpusHaH
Oe3omacHbIM B MoAayJe sl TecTupoBaHus mnpoaykra 430, MPOAYKT MOXKHO BBIMYCKATh
nauueHtaM. IIpoaykTsel, KOTOpBIE NPOXOAAT MOAYJIb IJsl TeCTUpOBaHus npoaykra 430, tenepp
cepTUQUUUPOBAHBI, M HX MOXXHO MapKHUPOBaTh, KaK €CTb Ha YNAaKOBKE OT CTOPOHBI,
NPEAOCTABISIONIEH MPOXYKT. MOXXKHO C(OPMHPOBATH MPOTOKOJBI, KOTOPBIE XapaKTEPHU3VIOT
MPOAYKT U €ro COOTHOUIEHUE C CEMEHAMU, U3 KOTOPBIX OH MOIYY€EH.

[00098] B ompeneneHHBIX BapuUaHTaX OCYIIECTBJIEHUS HACTOSIIETO H300pEeTeHUS,
MOJyJb BbINycka mpoxaykTa 440 BkimodaeT B ce0sl pacnpocTpaHeHHe CepTHQHULUPOBAHHOTO
MPOAYKTA PACHPOCTPAHUTENSIM, alTeKaM, MOJUKIMHUKAM M rocnutaisM. lIpoaykr moxkHO
pacmpoCTpaHsATh B PEKPEALMOHHBIX PO3HUYHBIX MarasuHax. Moayinb Bbimycka mpoxaykra 440
yIpaBisieT MPOTOKOJAMHU JUIS pacmpocTpaHuTeneH, (apManeBToB, Bpadeil, peryJupyroux
OpPraHoB U APYIrOro COOTBETCTBYIOLIEro MepcoHasa. JlanHble, MONYy4YEHHbIE U3 MOAYJIS BbIMYCKa
nponykta 440, MmoxHO 3arpykath B 0ok BUM 400, renepupyst yaukanbHbiii BUW, cBsi3aHHBIN €
YKa3aHHOHN JIMHUEN, KOTOpas Jaja yposkall WM NpOAyKT. [laHHBbIE, MOJy4YEHHbIE U3 MOAYJIA
BbIMycka mnponykra 440, MOXHO 3arpykatb B oOnausblii cepBep 470, CBsI3aHHBIA C
npunucadHbiM bUH.

[00099] Monynp BBeneHus: manpeHty 450 BkiarodaeT B ceOs CHCTEMBI M CIIOCOOBI IS
BBEJICHHsI BBINYLIEHHOIO NMPOAYKTA MAalMEeHTy. B OmnpeneneHHbIX BapHUaHTax OCYLIECTBJICHUS
HACTOSIIETO W300peTeHus, MOAyJib BBeneHus mnanueHty 450 Bkiaro4aer B ceds BBeICHHE
CepTUPUUIMPOBAHHOTO TMPOAYKTAa MalMeHTy. JlaHHbIe, MOJy4YeHHbIE H3 MOAYJSl BBEACHHUS
nanueHty 450, MokHO 3arpysxathb B 0110k BUH 400, renepupys yHukansHbiii BUW, cBA3aHHBIN €
YKa3aHHOHN JIMHUEH, KOTOpas Jaja yposkal WM NPOAYKT. [laHHBIE, MOJy4YEHHbIE U3 MOAYJIA
BBefeHUsT mnanueHty 45,0 MoxHO 3arpyxkarb B oOnauHblii cepep 470, CBs3aHHBIA C
npunucadHbiM bUH.

[000100] B ompeneneHHBIX BapuUaHTaX OCYLISCTBJICHUS HACTOSINErO H300peTeHus, B
3aBHCHMOCTH OT LENH MPOAYKTA, KOHBIOTaT MOXKHO AO00aBJATH K TPOAYKTY AN LeJel

BHU3yaIU3alnu. Konsrorar pacCHuTaH Ha TO, 4yTOOBI X€JIATHO CBSI3bIBATh paarou3OTOIbl B
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NPOAYKTE Ui BU3yanusauuu. [lanuenTy BBOAST NPOAYKT, COAEpP KALMNi KOHBIOTAT, U MPOBOJAT
pPalMOM30TONHYI0 BU3yalIM3alMio. Pe3ynbTaTel BU3yaluW3allud MOXKHO MPUMEHSTb IS
MOATBEPKAECHUS PE3YJIbTATOB JICYEHUsI B MOAYJIE PE3YJIbTATOB JieueHUs 460.

[000101] BapuaHTbI OCYLIECTBICHUSI BKIFOYAIOT B C€0sl CHCTEMBI M CIIOCOOBI BBEIEHUS U
BU3YyaJIN3aLuU PaTIUOMEUEHHOTO KOHBIOTMPOBAHHOTO KOHOIUISTHOTO AaKTUBHOTO
¢dapmauesTiyeckoro unrpenuenta (A®U). Ilpumepnblii cnoco® Bkiroyaer B cebs
KOHBIOIMpPOBaHUE KOHOIUIAHOrO AU 1y BBENEHUS ¢ LUKIAMHBIM NPOU3BOIAHBIM, BBEICHHE
PaIMOAKTUBHOH METKM B KOHBIOTMPOBAaHHbIH KOHOIUIIHBIM A®U, BBeneHWe mMNaMeHTy
pPaZOMEUEHHOTO KOHBIOTHPOBAHHOrO KoHomstHoro A®M®U u Busyanuszanuio BBEIEHHOIO
pPaTUOMEYEeHHOTr0  KOHBIOTHPOBAHHOTO  KOHOMIsiHOoro A®U  pasnuyebiME  criocobaMu
Busyanm3anuu. CrocoOwr Busyanusanus Bkito4aroT B ceds PET, SPECT, CT, MRI, yasrpasByk
WM uX KoMOuWHaiuu. JlaHHBbIE, IOJYYEeHHBIE B pe3yJbTaTe aHaJM3a, MOXHO 3arpyxarb B BUN
ook 400, renepupyst yHukanpHbli BUWM, cBsA3aHHBIA C yKa3aHHOW JIMHHEH, KOTOpas aana
ypoXail UM NPOAYKT U CBSI3aHHBIN C YKA3aHHBIM MalMeHTOM. [laHHBIE, CreHepUpOBaHHbIE B
pe3yJibTaTe aHalln3a, MOKHO 3arpykath B 0OJjauHbIili cepBep 470, CBSI3aHHBIA C MPUMHUCAHHBIM
bUln.

[000102] Monynb pe3ynbTaToB JieueHHst 460 BKIOUAET B ce0st CUCTEMBI I CIIOCOOBI JIJIs
MOHUTOPHHIA BBEJEHHS KOHOIUISHOTO MPOAYKTA MAllMeHTa M BaJIMJALUU Pe3yJbTaTa JICUEHHUs.
JlaHHBIE, MOJlyYeHHBIE U3 MOAYJISA Pe3yJbTaToB JieueHus: 460, MoxHO 3arpyxate B 010k BUU
400, renepupys yHukanbHblii bUH, cBsA3aHHBIN ¢ YKa3aHHOW JINHUEH, KOTOPAsi AaJla ypOxKal Uin
NPOAYKT U CBSI3aHHBIN C YKA3aHHBIM MAalMeHTOM. [laHHBIE, TONy4YEeHHbIE U3 MONYJIl PE3YJIbTATOB
neuenus 460, MOXXHO 3arpy»artb B o0nauHblil cepsep 470, cBs3aHHbIi ¢ npunucanHbiM BUM.

[000103] BapuaHTbI OCYIIECTBIEHHsI HACTOSLIErO M300PETeHUsT BKJIIOUAIOT B ce0si cOOp
JAaHHBIX KIMHUYECKUX PE3YJIbTATOB IOCJE BBEICHHMS KaHHAOMHOMOHOIO NPOAyKTa. MHOrue
(akTOpbl OKpY’KalOT BBEAEHHE KAHHAOMHOMIHOIO MPOAYKTA, KOTOpbIE HEOOXOAWUMBI IS
OTpeieNieHNs] W COIMOCTaBJIEHUSl pe3yJibTaToB JiedeHWs. OOHUM U3 TEPBBIX MapaMeTPOB
SIBJIIIOTCSL JTAHHBIE O TAIMEHTe, KOTOpbIe BKIOYAIOT B ceOs, HO HE OrpaHHMYUBAIOTCH,
TeHETHYECKOe MPOQUIHPOBAHUE, MYJIBTHOMHUKCHOE TIPO(QHITNPOBAHNUE, U3BECTHBIE OOJIE3HEHHbBIE
NAaTOJIOTUH, TEKyllee MOTpeOsieHHe JIeKapCTBEHHBIX CPENCTB, Aemorpadudeckue (akTopel U
dakTopbl OKpyskaromieil cpenbl. Kaskaplli malyieHT WMEET YHHKAJbHBIA HAa0Op (akTopos,
BIVSIFOLIMX HA Pe3yJbTaT jiedeHus. JIOCTyIl K MCUeplbIBAIOLIUM BaJUAMPOBAHHBIM JaHHBIM OT
CeMsIH K MallMeHTy MO3BOJUT COOTHECTH PE3yJIbTAThl JEUEHUs] C HHAUBUAYAJIbHBIM MallU€HTOM.
JlaHHbIe AU manueHTa 3arpyskatorcst B 010k bYW 400 w/mnu obnaunslii cepsep 470, KOTOPBIi
coorBercTByeT HIPPA. OnHa U3 XapakTepHbIX OCOOEHHOCTEH, KOTOPYIO O00eCrieunBaeT NaHHbIHI
OnokueiiH crnocod, mpeacTarisieT codol cnocod KOHTposs 3PPEeKTUBHOCTH JIEUEHHUST METOAAMHU
Buzyanuzanuu. AP MenquuMHCKON KOHOMIN KOHBIOTHPYIOT C LIMKJIAMHBIM ITPOU3BOJHBIM, YTO
MO3BOJISIET PA3JIMYHBIM TPaccepaM BH3YaJM3alMU OOpPa30OBBIBATH KOMILUIEKC C KOMIIO3ULIUEH U
oroOpaxkarb Ouopacnpenenenue A®DU wmenunuHckodl koHoru. JloOaBnenune cmocoba
BU3yaU3alMi O0ECIeYnBaeT Croco0 OIpeneNeHus B pPEeXHME PEeaJbHOrO BpPEMEHH TOro,

MPOUCXOAUT JIK MOTJIOLICHUC MeI[I/II_II/IHCKOfI KOHOIUIN B COOTBETCTBYHOIIUX 001aCcTAX TKAHU MIIH
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NPOMCXOIUT JIM BbIBeJeHHE mpoaykTa. IlpeanoururensHo, nobasneHne crnocoda BU3yaIn3aluu
MOJKET OIpeNeNnuTh, OyAyT JU BBOAWTH HENPABHJIbHBIA KaHHAOMHON WM HEOOXOAMMa iU
KOppPEKTUpPOBKa H03UpoBKU. Eciam 3TO Tak, Bpau MOXKET HU3MEHUTb BBeAeHUe. JlaHHYyIO
uH(OPMALIIO O pe3yJibTaTe JeueHus 3arpyxkarot B 6ok BUM 400 w/unu obnaunslii cepsep 470
1UIs manueHTa u cootHocat ¢ bBUM nuaum, kotopyro codupanm.

[000104] BapuaHTBl OCYINECTBJICHHMS BKJIIOYAIOT B Ce0s CHCTEMbl M CIIOCOOBI ISt
npodumupoBanus mnanueHta. [IpumMepHbIi crnoco0 Bkrodaer B ceOs TOJNy4eHHE U BBOJ
OTpEeNeNIeHHbIX JAaHHBIX O manueHrte. JlaHHbie mpoduis manueHTa BKIKOYAOT B ce0s, HO He
OTPaHUYMBAIOTCS, TEHETHYECKOe MNpOQUINPOBAHUE, MYJIBTHOMUKCHOE MPOodIIHpOBaHHUE,
U3BECTHBIE OOJIE3HEHHBIE MATOJOTHH, TEKyIlee MOTpeONeHNne JEKapCTBEHHBIX CPEICTB, aHAJIH3
KpPOBH, aHAJIH3 MOYH, neMorpaduueckue (Hakropbl U (PakTopbl OKpyxKaromei cpenbl. JaHHBIE
npodris manueHTa MOXKHO 3arpykatb B Onok BUM 400, renepupys yHukambHbli BUU,
CBSI3aHHBIH C COOJIIOIEHHEM YKa3aHHBIM MMALMEHTOM (penepaJbHOrO0 M TOCYAapCTBEHHOIO
pykoBoxactsa, Takoro kak HIPP A-pykoBonctso. JlanHble Mpod s maueHTa MOKHO 3arpy»KaTh
Ha oOnauHbIi cepsep 470, cBsi3aHHBIN ¢ mpunucanHbiM BUN.

[000105] BapuaHThl OCYIIECTBICHUS HACTOSINETO N300PETEHHS MO3BOJISIFOT 00ECIEUUTh
IOCTOBEPHYIO KOPPEJSIIMI0 JaHHBIX O TMAalMeHTaX, Ccrnocobax BBEOEHHs MAalMeHTaM |
KIMHAYECKUX MCXOJIaX BBEIEHHs KOHOIUIM, KOTOPbIE TpeOyeTcs BaINANPOBATE MOHUTOPUHIOM
NOTJIOINEHNs] KaHHAOMHOWIA BH3yalIM3alMeld Kak B YCJIOBUSX MCCIIEAOBAHUS, Tak U B
KJIMHUYECKUX YCJIOBUSIX. Pe3ynbTaTel JJeueHNs He OrpaHUYMBAIOTCS NALUEHTaMH, SIBJISIOLIUMUCS
JIONIbMY, a BKJIIOYAIOT B ce0s ApyrHe *KUBOTHBIE (in ViVo U ex Vivo), a TakKe aHaJM3bl in Vitro.
KonbrorupoBaHHblli KaHHAOMHOWA MPENOCTABIsIET IOJIE3HYIO IUIaThopMy ISl H3Y4YEeHHUs
KaHHAOWHOMUAHBIX TPOAYKTOB paHee HENOCTYNMHBIM criocoOoM. CBsi3b pe3yibTara JICUeHHUs C
CeMEHAMU M TALMEeHTOM OOeCre4YMBaeT LEJOCTHbI W WHIWBHAYAIbHBIH CIOCOO OOCTABKH
JIEKapPCTBEHHOT'O CPEZICTBA CYObeKTy. AHaNN3 O0BEAMHEHHOH MH(POPMAIMKU MOXKET HAIpaBIATh
Teparnuro, UcCiIenoBaHus W mpoduin 0e30macHOCTH Kak B ¢opmare, OPHEHTUPOBAHHOM Ha
nanMeHTa, Tak W B (opmaTe mnomyasuuu mnauueHToB. JlaHHas miatdpopMa NPUMEHSET
NPELU3UOHHBI  MEOUIIMHCKUN  MOAXOA  JUIsl  M3Y4eHMsT U BalUJalUd  CBS3U
CEeJIbCKOXO3STUCTBEHHOW HAayKH O JKU3HU U pa3pabOTKU W pacrpOCTPaHEHUs MPOAYKLUHU U, B
KOHEYHOM UTOTe, C MOTPEOICHUEM JIFOABMHU U 3IPABOOX PAHEHUEM.

[000106] BapwaHTBI OCYIIECTBJIEHUS HACTOSINEr0 H300pETeHHs] BKIIIOYAIOT B Cels
crocoObl BHEPEHUS MPOAYKTA B JICUEHHE, OPHEHTHPOBAHHOE Ha MalieHTa. B ogHOM BapuaHTe
JaHHbIE O TAIMEeHTe W3 CHUCTEM OJJIGKTPOHHBIX MemunuHCckux 3amuceir (EMR) He
UICHTUQHUIUPYIOT U MEPENAOT B PACHPEAEICHHYIO BaJHIUPOBAHHYIO CUCTEMY IO KOHOIUIE, U
JaHHbIE BKJIOYAIOT B ceOs MEAMIMHCKUN 0030p mpodmiis MmanyieHTa W PeakiHio Ha BBEICHUE
npoaykra. Ycrporictea EMR CBA3BIBaIOT JaHHBIE CKPUHUHIA C JAHHBIMU BHU3YAJIU3UPYHOLINUX
oOcenoBaHMi, KOTOpPbIE TOATBEPIKOAIOT PEAKUMIO TIallMeHTa Ha BBEACHHE. YCTPONCTBA
obecrnieunBaroT poctyn k uHpopmaimu BUM nis ykazaHHOro mpoaykTa, 4yTOOBI 3HaTh BECh
croco0, KOTOPBIA NIOBEN KOHOIUISHBIH MPOAYKT OO MOMEHTAa BBEICHHS MU JIOTIOJHHUTEIBHO

CBA3aTb JAHHBIC C PE3YJIbTATOM JICUHCHUS TTALIUCHTA.
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[000107] HanHble, TeHEepUpyeMble Ha KaxaOM 3Tame crocoda, TpedyroT obpabdoTkwy,
aHAJIN3a W XpaHeHUsl. BapuaHThl OCYINEeCTBICHHS BKIIOYAIOT B ceOst obnaunbie cuctemsl 470 st
3arpy3kd M XpaHEHHs JaHHBIX, CTEHEPHPOBAHHBIX HA KaKIOM 3Tare crnocoda ¢ MpHUBA3KOH K
bBUM. B omnpeneneHHbIX BapuUaHTaX OCYIIECTBJEHUS HACTOSINEr0 W300pPETeHUs OIMHCaH
KOMITBIOTEPH30BAHHBIA CIIOCO0 AJIsl XpaHEeHHs! JaHHbIX Ha oOsauHoM cepsepe 470. OOmaunblii
cepsep 470 mosydaeT 3ampoc OT MOJIb30BATENsl WM YCTPONCTBA HAa COXPAHEHUE NAHHBIX HA
cepeepe. OOnaunbiii cepeep 470 Takke MoJydaeT OT MOJIb3OBaTeNss Wiu ycrtpoiictea bUMU,
CBS3aHHBIH C JAHHBIMHU. 3aTeM, CepBep omnpeaensieT oOpadOTKY M aHajiu3 Ha OCHOBE
NPEABAPUTENILHO YCTAHOBJIEHHBIX adrOpuTMOB Koppensiuuii. CepBep obnamaer TrHOKOCTHIO,
MO3BOJISAIIOINEH BBOAWUTDH AITOPUTMBI ISl OINpeleNieHHs] Koppessinuil. B HEKOTOpBIX pelleHusx,
6ok BUHM 400 u ob6naunslii cepep 470 0ObeIMHEHBI B OTHO YCTPOHCTBO.

[000108] BapuaHTBhI OCYIIECTBIEHUS] BKJIFOYAOT B Ce0sl CHCTEMBbI U CIIOCOOBI AOCTYIIA,
aKTUBAlLlUM, BbIBEJAEHUs] JAaHHBIX, CBs3aHHbIX C bBUM, KoHeuyHOMy TMONb30BAaTENIO C
NPEABAPUTENEHO 3aJaHHBIMH HACTPONKAMH H/HJIH 3aTHCHI0 JINYHOCTH KOHEYHOTO MOJIb30BATENS
ISl TIOOOTO 3JIEKTPOHHOTO YCTPOMCTBA UM KOMITBIOTEPHOTO YCTPOICTBA, KOTOPOE MPUMEHSIIOT
OIVH WJIN HECKOJIbKO MoJjb3oBaresel. KoHeuHblH Mmojbp30BaTenb oOpamaercs: K 3JEKTPOHHOMY
YCTPOHCTBY, KOTOPOE€ MOXKET HMEThb IOCTYNl K obnaunomy cepsepy 470, 3JeKTpOHHOE
YCTPOHCTBO  3ampammBaeT Yy  MOJb30BAaTedsl  Py4HOH  BBOA  ayTeHTU(UKALUH,
UIeHTU(PUKAIMOHHBIX JAaHHBIX w/mian BUM, mnpuuem mocie pydyHOro BBOJA YKa3aHHBIX
ayTeHTU(UKALMOHHBIX W/HWIN HUAEHTU(PHUKAIMOHHBIX HaHHBIX B 3JIEKTPOHHOE YCTPOMICTBO,
ayTeHTU(UKALUS WHWIM  UACHTU(QUKAIMOHHbIE JAHHBIE TIPOBEPSIOTCS  3JIEKTPOHHBIM
YCTPONCTBOM, 3aTe€M JJaHHBbIE MEPENA0TCs HAa 3JIEKTPOHHOE YCTPOMCTBO ¢ OOJAYHOrO cepBepa
470. KoHeuHble MOMB30BATENM BKJIOYAIOT B Ce0s, HO HE OrPaHMYUBAIOTCS, MPABUTENBCTBO,
pacrpoCcTpaHUTENe, Bpayeii, MalueHToB, papMarieBTOB, CaI0OBOOB U UCCIIEIOBATENCH.

[000109] BapuaHTBl OCYINECTBJICHHS BKJIIOYAIOT B Ce0s CHCTEMbl U CIIOCOOBI ISt
aBTOMATH3AllMKM JIOCTYNAa, AaKTHBALIMK, BBIBOJA OJIOKYEHH MJaHHBIX, CBsi3aHHBIX ¢ BUM, ¢
IpeNyCTaHOBJICHHBIMH HACTPOIIKaMU KOHEYHOTO MoJib3oBaTens. IIpuMepHast cucrema BKIIFOUAET
B ce0sl SJIEKTPOHHOE YCTPOMCTBO, KOMIIBIOTEPHOE YCTPOHCTBO WIJIM SHEPrOHE3aBUCUMBIN
HOCHUTENIb, BKJIIOYAsl SJEKTPOHHBIM uHTepdeic. DnexTpoHHBbIN wuHTepdeiic obecnednBaeT
OeCrpPOBOIHYIO CBS3b C PA3JIMYHBIMH 3JEKTPOHHBIMU YCTPOHCTBAMHU U TiepenaeT HH(OPMALUEO
HAa U OT DJEKTPOHHBIX YCTPOWCTB Ha aucied. Jucried sBIsSeTCs 4YacTbH) 3JIEKTPOHHOIO
yCTpoHCTBAa WM (YHKIMOHAJIBHO MOIKIIOYEH K SJEKTPOHHOMY YCTPOHCTBY, K KOTOPOMY
OCYIIECTBJISAETCS] JOCTYI. DJIEKTPOHHOE YCTPONUCTBO MpeAaraeT Mnojb30BaTel0 BBECTH MapoJib,
oTOOpa3uTh YCIEIIHbIM WM HEYJAuHBbIH BXOJ B CHCTEMY M BKJIIOHYAeT B ce0sl KOHTPOJUIEp
NaMsITH, B KOTOPOM XPAaHUTCS UH(POPMALIUS O MOJIb30BATENE, TOCPEACTBOM 3TOrO MOJB30BATENIO
NpeAsIaraeTcsi BBECTH Mapoiib HA AWCIUIEE, ecn MH(pOopMaLus, nepenasaeMasi OT 3JEKTPOHHOTO
uHTepdeiica, ykasplBae€T Ha TO, YTO IOJb30BATENb NPEACTABIsIET COOOH aBTOPHU30BAHHOIO
nonb3oBatens. Ilaponb mnposepsieTcs Ha MNPaBUJIBHOCTb U, €CAM OH IPaBUJIbHBIN, NapoJb
OTIIPABIISIETCS HA 3JIEKTPOHHBIN HMHTEpdeiic A mepenadn U XpaHeHUs Ha OOJIauHOM cepBepe

470. ITonb30BaTeI0 aBTOMATUYECKU Pa3peIIaeTcss AOCTYI K 3JIEKTPOHHOMY YCTPOHCTBY, W/WJIH
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NPEAYyCTaHOBJIEHHbIE HACTPOWKH U JAHHOTO IOJIb30BATEJsl aBTOMATHYECKH 3arpy’KaroTcs B
3JIEKTPOHHOE YCTPOMCTBO, ecnu HH(POpMALMs, MepefaHHas C 3JIEKTPOHHOro HHTepdelica,
yKa3bIBAa€T Ha TO, YTO IOJIb30BATEIb BBEJ IIPABUIBHBII MapOIb.

[000110] KiroueBoit KOMIOHEHT TpoLiecca MHTErpallli NpeAcTaBisieT OO0l nepenady
IaHHBIX C YCTpPOHCTB Ha oOmausblii cepBep 470 BMecTe ¢ mnepemadeil JaHHBIX MEXAY
yCTpOMCTBAMH M HHTEP(EHCOM K JTI000MY JaHHOMY MOJIb30BaTE0. BapHaHThl OCyLIeCTBICHUS
HacTosmero u3oOpereHus: BKIO4alOT B cebs wuHTepHer Bewmed (IoT) mna coenuneHus
HECKOJIbKUX YCTPOHCTB st cOopa, mepemayu, oOpaOOTKH, aHAIW3a M XPAHEHHs JaHHBIX.
[lepenanubie nanable cBsizanbl ¢ BUM mis oTrcnekuBaHus M KiacCM(PHMKALMK JAaHHBIX, K
KOTOPBIM OCYIIECTBIISIETCSI AOCTYM uepes Jroooit narepdeiic. Crocold, kak onucano Ha Pwur. 4,
AKLUEHTUPYeT BHUMAaHHME Ha pa3HbIX TOYKAX JOCTyNMa K cOOpPYy IaHHBIX, KOTOpPbIE MOTYT
NPEACTaBISATh HECKOJBKO YCTPOMCTB, OTHPABJSIIOIIUX JaHHble B OJIOK OJOKYeHH s
ykazanHoro bUU. Mudopmauust He MOKeT ObIThb M3MEHEHAa M3 HEM3MEHHOrO OJIOKa B CHUCTEME
OnoKUeliH, HO TOJNBKO MPOBEPEHa U MOATBEpKAeHA. byner obecneueHa 0e30macHOCTb, KOTOpast
MO3BOJIUT COOTBETCTBYIOLIEMY CYOBEKTY NOJYYUTb AOCTYN K HEOOXOAMMBIM IAaHHBIM WIIH
IPOTOKOITY.

[000111] BapuwanTel OCyIIECTBJICHHS BKIIOYAIOT B ce0s  pacmpenesieHHYIO
BAIMANPOBAHHYIO CHCTEMY ISl y4e€Ta M KOHTPOJII KOHOIUITHOTO TNPOAYKTAa OT CEMSH M0
pesynbrata JiedeHus. Pur. 6 mpexacrapiser coOOH cxeMaTH4ecKoe H300pakeHHe OJIOKOB,
CO3JIaHHBIX JUJIs1 y4eTa U KOHTPOJI MH(POPMAIMK, OTHOCSILIEHCS K KOHOIUISTHOMY NMPOAYKTY IO
pacmpenesieHHOW BaluAHpPOBaHHOW cucteme. biok 602 cosmaH Tak, 4YTOOBI COIEpIKaTh
TeHeTHUYECKUI PO b CEMSIH, TPUMEHSAEMBIX B IOJIyUY€HHH KOHOIUISHOTO NMpoaykTa. biok 602
coenuHeH ¢ Oiokom 604. biiok 604 conepKUT yCIOBUS BBIPALIMBAHKS PACTEHHI, TPUMEHSIEMbIe
B TIOJIyYEHUU KOHOIUISHOTO NMPOAYKTa M obecneunBaeT NOCTyn K uHpopmaimu B Ojoke 602.
bnok 604 coemunen ¢ 6mokom 606. biok 606 conepxut nHpOpMaLMIO 00 M3TOTOBJIEHUN IS
NOJIy4eHHUs] KOHOIUISTHOTO MPONAYKTa M o0ecrevuBaeT AOCTyN K uHpopmarmu B Ojokax 602 u
604. bnok 606 coenuuen ¢ 6iokom 608 u 6mokom 610. Biok 608 conmepskut uHpoOpMaIHIO O
XPaHEHHH OTHOCHTEJIBHO KOHOIUITHOTO TMPOAYKTa M 00eCneunBaer NOCTYyN K WHPOpPMALUU B
omokax 602, 604 u 606. biok 608 coenunen ¢ Omokom 610. Jlanubiii Ook 610 comepkuT
UH(OPMALIMIO U3 HCTIBITAHUH KOHOIUISTHOTO MPOAYKTA JJIsl ONIPEeIeHUs] KA4eCTBA U KOJIMIECTBA
TpeOyeMbIX KOMIIOHEHTOB U HEXXEJIATEJIbHBIX KOMIIOHEHTOB B KOHOIUISTHOM MPOAYKTE, PUMEHSIS
onuH WK Ooniee W3: KAHHAOMHOMIHOTO MPO(MIMPOBAHHS, MUKPOOHOJIOTHIECKOTO UCTIBITAHUS,
AHAJTUTHYECKOTO HCTBITAHUS, TPOBEPKU MHINEBbIX MPONYKTOB, NMPOBEPKH HA 3aKUCIICHHBIE
NUIIEBbIE TPOAYKTHI, HMCIBITAHUS JKUAKOCTEH, MPOBEPKH HA MATOTeHbI, KOHTPOJIS Ka4yecTBa,
olecrieueHnsl KadecTBa WM JIFOOBIX KOMOMHAUMH, NpuBeNeHHbIX Bbimie. JlanHeri Omok 610
TAKXKE CONEPKUT HMHPOPMALMIO O KOHLEHTPAUWU OFHOrO MM Oosee KaHHAOMHOWIOB B
KOHOIUITHOM npoaykre. biok 610 obecnieunBaer noctyn k nHpopmanuu B 6mokax 602, 604, 606
u HeoOs3aTenpHO 608. biok 610 coenunen ¢ 6mokoM 612. bnok 612 conepxut uHGOpPMALIUIO O
TOM, YAOBJIETBOPSIET JIM KOHOIUISIHBIN MPOAYKT COOTBETCTBYIOIIUM IPABUIIAM AJIsl TIOTPEOIeHUs

KOHOIUISIHOTO MPOAYKTa, U o0ecrnedyrBaeT A0CTyN K nHpopmanuu B Onokax 602, 604, 606, 610 u
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HeoOs13aTenpHO 608. biok 612 coenuueH ¢ Tpems 6okamu 614, 616 u 618. biiok 614 conepxut
uHpOpPMaLMIO O JUKBUAALMM KOHOIUITHOTO IPOAYKTa, KOTOPBIH HE YIOBJIETBOPSET
COOTBETCTBYIOLIUM IpaBHJIAM JJIsI NMOTPeOJeHUsT KOHOIUIIHOTO TNPOAYKTa, M O0ecrednBaeT
noctyn k uHpopMmanuu B Onokax 602, 604, 606, 610, 612 u HeoOs3atenpHO 608. Biok 616
COAEPKUT MHPOPMALMIO O MPEUIOKEHUH IO MpoJake M NMpojake KOHOIUISTHOTO NMPOAYKTa B
Ka4yecTBe MPOAYyKTa JUIs oTpebieHus notTpeduresneM, U odecneynBaeT JOCTYI K HHQOPMAIHH B
Onokax 602, 604, 606, 610, 612 u HeoOs3aTenbHO 608. biok 618 coxepur uHGOpPMALUIO O
NPUMEHEHUN WIH BBEJEHHH KOHOIUITHOTO MPOAYKTa PaOOTHUKOM 31paBOOXPAHEHUS, TAKOM KaK
71032 W JO3UPOBKA KOHOIUITHOTO TMPOAyKTa, oOecrednBaeMmble mamueHty. biok 618
obecnieunBaeT nocTyn K uHGopmaiuu B Oyokax 602, 604, 606, 610, 612, 620 u HeoOsI3aTENILHO
608. biok 620 Taxke coenwHeH ¢ OnokoMm 618 u comepkUT MHOOPMALMIO O MAIMEHTE,
KOTOPOMY BBOISIT KOHOIUISTHBIN MPOAYKT, TAKYIO KaK MPUCYTCTBYIOLIME CUMITOMBI, THArHO3, U
apyrast uHGOpMaLUs O TIEPCOHANBHOM 310poBbe. biiok 618 coennuen ¢ Omokom 622. biok 622
COAEPKUT MH(POPMALIMIO O Pe3yJIbTaTe JICUSHHs Ui TallUeHTa, KOTOPOMY BBOIST KOHOTUISTHBIN
NPOAYKT, U obecreunBaeT AOCTyM K uHpopmanuu B Ojokax 602, 604, 606, 610, 612, 618, 620 u
HeoOs13aTenpHO 608.

[000112] B onmHOM mpuUMEpHOM BapHaHT OCYIIECTBJICHHUS, HACTOsIee H300peTeHne
OTHOCHTCSI K CIIOCO0Y y4ueTa U KOHTPOJISI HHPOPMALIUH, OTHOCSIIEHCS K KOHOTUITHOMY MPOIYKTY
MO pacrpenejeHHoN BamuanpoBaHHoOU cucteme. Crioco0 BKJIOYaeT B cebsi odecredueHue Toro,
YTO MEPBbII ABTOPU30BAHHBIN MOJB30BATENb CO3/AET MIEPBOE MHOYKECTBO JIAHHBIX, COEpIKalee
TeHeTHUYECKUI PO(HIb CEMsIH, MPUMEHSAEMBIX B MOJYYEHUU KOHOIUIIHOrO mpoxykra. Crocob
BKJIFOYAeT B ce0sl COMOCTaBlIEHHE NMEPBOrO MHOKECTBA AAHHBIX C MEPBOH 3aIMCHIO, KOTOPYIO
UIEHTUULHUPYIOT TEPBbIM YHUKAIbHBIM uaeHTH(ukaTopom. Cnocol Bkmouaer B cels
COXpaHeHHEe NEePBOM 3alUCH B MAMATU I TOCTYIA OJHOTO MJIM MHOXECTBAa aBTOPHU30BAHHBIX
HOJIb30BaTeNeH, MPUMEHssT NepBbli YHUKaIbHbIN naeHTH(ukaTtop. Crnocod Bkirouaer B ceds
obecrieyeHre TOro, YTO BTOPOH aBTOPH3OBAHHBIN IOJH30BATENb CO3AET BTOPOE MHOXKECTBO
JAaHHBIX, CONepXKallee YCJIOBUS BBIPAIIMBAHUS PACTCHUH, NPUMEHSIEMbIX B TIOJYYEHUHU
KOHOIUITHOTO npoaykTa. Crocod BKIIFOYAeT B ce0sl CONMOCTaBICHHE BTOPOrO MHOXKECTBA JAHHBIX
CO BTOPOHW 3aIMUCBI0, KOTOPYK HACHTU(HULHMPYIOT BTOPHIM YHUKAJIBHBIM HIEHTH()HKATOPOM.
Crniocob BkITrOUaeT B cebst COXpaHEHUe BTOPOU 3aMKMCH B MAMSITH JIJIsl TOCTYIa OJHOTO WK OoJiee
U3 MHOXECTBA  AaBTOPU30BAHHBIX  IOJB30BATENIel, IPUMEHSA BTOPOM  YHUKAJIBHBIN
UICHTU(UKATOP, TI€ BTOPOH YHUKAIBHBIA MAEHTU(UKATOP OOecrednBaeT JOCTYIl K MEPBOMY
MHOKECTBY HAaHHBIX M BTOPOMY MHOXKECTBY AaHHbIX. Crioco® BkirodaeT B cedsi obecriedyeHue
TOTO, YTO TPETUH AaBTOPH30BAHHBIA IOJB30BATENb CO3MAE€T TPEThE MHOXECTBO JAHHBIX,
comepskaiiee HHPOPMALMIO 00 M3TOTOBJICHUH UIA TIOJIYYEHUSI KOHOIUITHOrO npoaykra. Crocod
BKJIFOYAET B ce0sl COMOCTABJIEHHE TPEThEr0 MHOJKECTBA JAHHBIX C TPETbEH 3aIUCBI0, KOTOPYIO
UICHTUQUIUPYIOT TPETbUM YHUKAIbHBIM uaeHTH(uKkaTopoM. Crocod BkIrO4YaeT B cels
COXpaHEHHE TPEeThE 3aMUCH B MAMIATH MJsl AOCTYNa OAHOrO WM 0Oojee M3 MHOXECTBA
aBTOPU30BAHHBIX IIOJIb30BATENEH, IPUMEHSSI TPETUH YHUKAJIbHBIM HASHTUPUKATOD, T1e TPETUit

YHUKaJbHBIA UAeHTH(PUKATOp o0ecreunBaeT AJOCTYM K MEPBOMY MHOKECTBY JAHHBIX, BTOPOMY
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MHOXECTBY HAaHHBIX WU TPEThEMy MHOXKECTBY AaHHbIX. (Croco0 BKkrouaeT B cedsl aHAIM3
KOHOIUITHOTO TPOAYKTA, OINpeneisisi KauyeCTBO M KOJWYECTBO TPeOyeMbIX KOMIIOHEHTOB U
HE)KEeJIaTeJIbHBIX KOMIIOHEHTOB B KOHOIUISIHOM IPOAYKTE, NPUMEHss ONMH Wiu Oonee u3:
KaHHAOWHOMAHOTO MPOQHINPOBAHUS, MHMKPOOHOJOTHYECKOrO HCIBITAHUS, aHAJIUTUYECKOTO
UCTIBITAHUS, IPOBEPKU MUILEBBIX MPOAYKTOB, IPOBEPKU HA 3aKUCJIEHHBbIE MHIIEBbIE MPOMYKTHI,
UCTIBITAHUS JKUIKOCTEH, IPOBEPKH HA MAaTOTeHbI, KOHTPOJISI Ka4ecTBa U 00ECIeYeHus! KauecTBa.
Cnocob Bxirouaer B cebst ompeneseHne KOHLEHTPALUsl OJHOrO Wi Oosiee KaHHAOMHOWAOB B
KOHOMITHOM Tipoaykre. Crnoco® BkmouaeT B cebs oOecriedeHHe TOro, 4TO YETBEPTHIH
ABTOPM30BAHHBIA TIOJIb30BATENIb CO3/1A€T YETBEPTOE MHOXKECTBO JaHHBIX, COJEpIKalnee
MOKa3aTeJIM KaueCTBa M KOJIMYECTBA TPEOYEeMbIX KOMIIOHEHTOB U HE)KEJIATEIbHbIX KOMIIOHEHTOB
B KOHOIUTHOM mponykre. Crmoco® BKIOYaeT B ceOsl COMOCTaBJICHHUE YETBEPTOrO MHOXKECTBA
JaHHBIX C YETBEPTHOW 3alUCHI0, KOTOPYH HISHTH(GHUUPYIOT YETBEPTHIM YHHKAJIbHBIM
unentudukaropom. Criocod BKiIOUaeT B cedsl COXpaHEHHE YETBEPTOW 3alUCH B TMAMATH IS
IOCTyNa OAHOTO WM Oojiee W3 MHOXKECTBA ABTOPU3OBAHHBIX IIOJIB30BATENIEH, MPHUMEHSS
YEeTBEPTbI YHUKAJbHBIH WIAEHTU(UKATOP, TAE YETBEPThIH YHUKAJIbHBIA HIAEHTH()HKATOP
o0ecrieunBaeT JOCTYII K MEPBOMY MHOXKECTBY JTAHHBIX, BTOPOMY MHOXKECTBY JaHHBIX, TPETHEMY
MHOKECTBY JAHHBIX U YETBEPTOMY MHOXKECTBY JJAHHBIX.

[000113] Hacrosimast 3asiBKa mpeAcTaBisieT co0OH YaCTUYHO MPOAOJDKAMOIIYIO 3asiBKY
natentHol 3asBku CIIIA No. 15/470562, nomannoit 27 wmapra 2017, o3ariaBieHHOM
“KoMIIeKCHBIE CUCTEMBI U CIIOCOOBI OLEHKH KOHOIUIM M KaHHAOMHOWIHBIX IPOAYKTOB MJIS
oOmmecTBeHHONH O€30MacHOCTH, KOHTPOJIsi KadecTBa M OOEeCHeueHusi KadecTBa , KOTOpas
npeacTaBisier coOOH mponmospKaromyro 3asiBky mnareHTHoW 3asBku CIIA No. 14/312051,
nonaHHo 23 moHs 2014, B HacToswIee Bpems onyOiaukoBaHHOH kak mateHT CIIIA Ne 9632069,
o3arnaBieHHbIH “KOMIUIeKCHbIE CHCTEMbI M CHOCOOBI OLIEHKH KOHOIUIM UM KaHHAOWHOWIHBIX
NPOAYKTOB JJIsl OOINECTBEHHOI 0€30MacHOCTH, KOHTPOJIS KauecTBa M OOecrevyeHus: KauecTa,
KOTOpasi MCHPAIIMBAET MPEHMYINECTBO W TPUOPUTET TMPEABAPUTEIBHON TMAaTEHTHOH 3asiBKU
CHIA No. 61/936200, nomannoii 5 ¢eBpans 2014, ozarmaBnenHoit “CucteMbl u CrOCOObI
OLIEHKH TPOAYKTOB KOHOIUIM il OOINECTBEHHOW O€30MmacHOCTH, KOHTPOJI KadecTBa U
obecrieueHns kadecTBa’, M mpeaBapurenbHONl mateHTHOW 3asBkM CIIIA No. 61/939385,

<

noganHoil 13 ¢espanst 2014, ozarnmaBneHHoW “ CHCTEMBI M CHOCOOBI OLIEHKH MPOIAYKTOB
KOHOIUTA JUIsI OOINECTBEHHOH O€30MacHOCTH, KOHTPOJS KadyecTBa M OOeCreueHus] KayecTsa
OMMCaHHUE KaXJO0H M3 KOTOPBIX BKJIIOYEHO C IOMOLIBIO CChUIKM BO BCE€l CBOEH MOJHOTE.
Hacrosimmas 3asiBka Tak:ke mpeacTaBisieT co00H YaCTUYHO MpoaosnKaromyo 3asBky mo 35 U.S.C.
§ 111(a) PCT 3asBku No. PCT/US2018/42707, momanHoi 18, uronst 2018, o3arnaBieHHON
“Compositions Containing Cannabinoid Analog Conjugates and Methods of Use”, xotopas
UCIpalINBaeT MPEUMYINeCTBO U MPUOPUTET MpenBapurenbHoil nateHtHoil 3asBku CIIIA No.
62/533894, monannovi 18 wuronst 2017, ozarnaBneHHoi “ CocTaBbl, conepKalque KOHBIOTAThI
KaHHAOWHOMAOTO aHAJora M COCOOBI MPUMEHEHNS, OIMCAHNE KaXXI0H U3 KOTOPBIX BKIIFOYEHO
C IOMOLIBIO CCBIIKU BO BCEH CBOEH MOJIHOTE.

[000114] Bonee TOro, BHIIEU3IOKEHHOE UMEET B OOLIUX YepTax MpeICTaBJICHHbIE 1IEIH,
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O0COOEHHOCTH M TEXHUYECKHE NPEUMYIIECTBAa HACTOSIIEr0 N300peTeHNs U NOAPOOHOE OMUCAHHE
HACTOSIILETO HM300peTeHHs TakK, YTOOBl BapUAHThl OCYLIECTBIIEHHS HACTOSIIErO H300peTeHHs
MO>KHO OBIJIO JIydIlle MOHATh B CBETE€ OCOOEHHOCTEN U MPENMYIIECTB HACTOSIIEro N300peTeHus,
KaK OIHCAHO B HACTOSINEM H300pPETeHHH, KOTOpbIE COCTABISIOT MPEAMET ONpEeAeTeHHbIX
IYHKTOB (OPMYJIBI HACTOSIIIETrO n300peTeHus. SICHO, 4TO KOHLIENIUS ¥ KOHKPETHBIN OMHCAHHBIHN
BapUAHT OCYIIECTBJICHUS] MOXKHO JIETKO MPHMEHSTh B Ka4eCTBE OCHOBBI JJIsI MOAM(MUKALIMU HITH
Au3aiiHa APYrHX CTPYKTYp AJISI OCYIIECTBIEHUS TeX JKe IeJiell HaCTOSIero u3o0peTeHus.
Crnenyer Takxe MOHUMATh, YTO JaHHbIE SKBUBAJICHTHbIE KOHCTPYKIIUU HE BBIXOMST 32 MPEebl
HACTOSIIET0 HM300peTeHMs, KaK H3JI0KEHO B mpuaraeMod ¢opmysie usobperenus. Hosbie
NPU3HAKH, KOTOPBIE, KaK MOJIAraloT, SIBJSIIOTCS XapaKTEPHBIMH JUIsl HACTOSIIIEro M300peTeHus,
KaK B OTHOIIEHUH €r0 OPTaHU3ALNH, TaK M Coco0a HKCIUTyaTalluH, BMECTE C APYTUMH LESIMHA U
IIPEeUMYIeCTBaMH, JIy4lle MOHSITHBI U3 CIEAYIOLIEro OMUCAHHUS MPU PACCMOTPEHUU B CBSI3U C
npuiaraeMbiMi purypamu. OQHAKO ClenyeT YeTKO MOHUMATh, YTO JAHHOE OMUCaHHue U PUrypsl
NPENOCTaBIEHbl TOJBKO C LENbI0O WJUIIOCTPALMU M OMNHUCAHUS U HE IMpeJHa3Ha4deHbl IS
OIIpeAeNIeHUs TIPENIENIOB HACTOSIEero n3oopaxkeHus. CrienuanicTy B AaHHOHW OOJNACTH TEXHHUKH
OYEBHJIHO, YTO Pa3IMUYHbIe MOIU(PUKALUN U U3MEHEHHsI MOYKHO BHOCHTD B TpEeiax CyI[HOCTH
1 00beMa HaCTOSAIIEro H300PETEHNs, KaK OMHCAHO B BHIIIENPUBEACHHOM OIUCAHHH.

[000115]  [HomomHuTenpHblE  MOIW(PUKALMU U AJbTEPHATHUBHBIE  BAPHAHTHI
OCYIECTBIIEHHS] PA3JIMYHBIX ACIIEKTOB KOMIIO3ULMH M CHOCOOOB, OMHCAHHBIX B HACTOSIIEM
n300pereHny, OyAyT OUYEBHAHBI CHELMAINCTY B JAHHOW OOJACTH TEXHUKU BBHIY JAHHOTO
onucaHusa. COOTBETCTBEHHO, HACTOsllee  ONUCAHUE  ClEeAyeT  HUCTOJIKOBBIBATb  Kak
WIIFOCTPATUBHOE U NpeIHa3HAuYE€HHOE I O0y4YeHHs CIIELUAINCTOB B JAHHOM 00JIaCTH TEXHUKU
obmeMy croco0y OCYIIECTBICHUS] BADHAHTOB OcyluecTBieHus. Clienyer OHUMaTh, YTO GOpMbI
BapUAHTOB OCYILNECTBJICHHUS, IOKA3aHHBbIE W OMMCAHHbIE B HACTOALIEM H300pETeHMH, CIEOyeT
paccMaTpuBaTh Kak NPUMEPbl BAPUAHTOB OCYLIECTBICHUS. DJIEMEHTbl U MaTepHasibl MOXHO
3aMEHUTh DJIEMEHTaMH U MaTepuajaMH, KOTOpble MPOWUIFOCTPUPOBAHBI M OINMCAHbI B
HACTOSAIIEM N300PETeHNH, YaCTH U CIOCOOBI MOXKHO 0OpalInaTh WIH OMYCKaTh, M ONPEIEICHHbIE
0COOEHHOCTH BapHAHTOB OCYLIECTBJICHUS MOKHO MPUMEHSTbh HE3aBHCHMO JIPYT OT JPyra, Kak
BCE TO OUEBUJIHO CIEIUAIUCTY B JAHHOH OOJACTH TEXHUKH IOCIIE TIONYyUEHUS MPEHMYIIeCTBa
OMMCaHUsl BapUAHTOB OCyIlecTBIeHUs. I3MeHeHHsI MOKHO BHOCUTH B 3JIEMEHTBHI, OMMCAHHbIE B
HACTOSIIEM HM300pETEHHH, HE BBIXOAS 32 pPaMKU CYLOIHOCTH H O0beéMa BapUAHTOB
OCYILIECTBJICHHsI, KaK OMHCAHO B Cieayromeil GopMyie n3oOpeTeHus.

[IpuBeneHHOE BBILIE OMUCAHHE CMOCOOOB, KOMITO3UIMHA M PE3YJbTATOB, MOJTYyYEHHBIX,
NPUMEHSISI UX, IPUBEACHO MPOCTO B KAYECTBE MILTIOCTPATUBHOrO npumMepa. Onucanue crnocodos
HE TMpeIHa3HaueHO ISl TOro, 4ToObI TpeOOBaTh WM MOAPA3yMeBaTh, YTO CTAJAUU PA3IHMUYHBIX
BAPUAHTOB JIOJDKHBI BBINOJHATBCS B IpeNCTaBiIeHHOM mopsiake. Kak scHO crneunuanucry B
TaHHOHM 00NAacTH TE€XHUKH, CTAANU B NMPHUBENEHHBIX BBIIIE BAPHAHTAX OCYLIECTBIECHUS MOXKHO
POBOAUTH B JIEOOOM mopsinke. CloBa, TaKHE KaK «3aTeM», He NMPeIHa3HAUYEHbI 1JIs OTPAHUYECHUS
HOpsiIKa CTaaANuMN, JaHHBIE CIOBA MPOCTO HMCIIONB3YIOT, YTOOBI BECTH UUTATENs Yepe3 ONMHCAHUe

crniocoboB. MHorue u3 oneparuii MOKHO BBIMIOJHATD MapauleIbHO WIH OJHOBpeMeHHO. Kpome
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TOTO, TMIOPSAOK OnepaLnii MoXeT ObITh mepecTpoeH. CrieruaniucTaM B TaHHOW OOJIaCTH TEXHUKU
OyAyT OuYEeBHAHBI pPa3NUYHblE MOAM(PHUKAIMK JAaHHBIX BapUAHTOB, M OOI(WE TNPUHLHUIIEBL
OTpeNieJIeHHbIE B HACTOALIEM H300pETeHUH, MOKHO NPHUMEHSTh K APYTUM BapHaHTaM, He

BBIXOJISI 32 PAMKH CYIIHOCTH HJIM 0Obe€Ma HACTOSIIEro H300PETEeHHs.
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®OPMYJIA U3OBPETEHUS

1. Criocob yuera 1 KOHTpOJIsE HHPOPMALIUY, OTHOCSIIENCS K KOHOIUISTHOMY IPOIYKTY, IO
pacrpeneneHHON yIOCTOBEPEHHOI CUCTEME, COAEP KAl ATAIbl, HA KOTOPBIX:

o0ecreunBaOT MEPBOMY AaBTOPU30BAHHOMY IIOJIb30BATEN0 BO3MOXKHOCTb CO31aBATh
IepBO€ MHOXKECTBO JJAHHBIX, COMEpPrKallee I'eHEeTHUeCKUil NpoQuiib CEMsIH, UCTIOIb3yEMBbIX AJIs
NOJIy4€HHUs] KOHOIUISTHOTO MPONYKTa;

CBSI3BIBAIOT NIEPBOE MHOXKECTBO JJAHHBIX C MEPBON 3aIHChIO, KOTOPAst HIEHTU(PULIUPYETCS
NePBbIM YHUKAJIbHBIM HIEHTH(PUKATOPOM;

COXPAHSIOT MEPBYIO 3aIUCh B MAMATH JUIA JOCTyIa CO CTOPOHBI OZHOTO WM Oonee u3
MHOKECTBA aBTOPU30BAHHBIX IOJIb30BATENEll C HCIHOJIB30BAHUEM TIEPBOTO YHUKAIBHOTO
UIeHTHU(HKATOPA,

o0ecreunBa0T BTOPOMY AaBTOPH30BAHHOMY ITOJIB30BATENII0 BO3MOXKHOCTH CO37aBaTh
BTOPO€ MHOXXECTBO [JAHHBIX, COJAEpIKallee YCIOBUS BBIPAIIMBAHUS PACTEHUNM KYJBTYpBI,
HUCIIOJIb3YEMBbIX IJI MOJYUCHUA KOHOIUIAHOTO IMPOAYKTA,

CBSI3BIBAIOT ~ BTOPOE  MHOXKECTBO  JAHHBIX CO  BTOPOHW  3alUCBIO,  KOTOpas
UICHTU(QHULIHUPYETCS BTOPHIM YHUKAJIBHBIM HACHTU(HUKATOPOM,

COXPAHAKOT BTOPYHO 3aIIMCh B IAMATH AJIA AOCTYIIa CO CTOPOHBI YIIOMSAHYTBIX OAHOT'O UJIN
Oomee W3 MHOXECTBA aBTOPU30BAHHBIX IIOJIB30BATENIEll C HCHOJIb30BAHHEM BTOPOTO
YHHUKAJIbHOTO UAEHTH()UKATOPA,

o0ecreunBaOT TPETbEMY AaBTOPU30BAHHOMY IIOJIb30BATENI0 BO3MOXKHOCTb CO37aBATh
TPETBE MHOKCCTBO HAaHHBIX, COACPIKALICC HH(i)OpMaLII/II-O 00 H3rOTOBJIEHUH AJIs1 TIOJTYYCHUA
KOHOIUISTHOTO MIPOAYKTA,

CBSI3bIBAIOT TPEThE MHOKECTBO IAHHBIX C TPEThEl 3aMNChI0, KOTOpasi HAEHTUDULIUPYETCS
TPETHHM YHUKAJIBbHBIM UACHTHHUKATOPOM;

COXPAHSIOT TPETHIO 3aIUCh B IIAMATH AJIs 1OCTYIA CO CTOPOHBI YIIOMSIHYTBIX OJJTHOT'O WJIN
Oonee W3 MHOXECTBA AaBTOPH30BAHHBIX IIOJNB30BATENEll C MCHOJB30BAHHEM TPETHETO
YHHUKAJbHOTO UAEHTH()HUKATOPA,

AHAIU3UPYIOT KOHOIUTSIHBIN MPOAYKT, YTOOBI OonpeaciinTb Ka4e€CTBO U KOJHUYECCTBO
Tpe6yeMI:>IX KOMITOHEHTOB U HEXKECJIATEJIbHBIX KOMIIOHEHTOB B KOHOIIJIAHOM IMPOAYKTE, IIPUMEHAA
omHO wuiu Ooyiee 3. KaHHAOMHOMIOHOTO MPOQPHINHTA, MHUKPOOHOJIOTMYECKOTO HCTIBITAHUS,
AHATUTUYCCKOrO HUCIIBITAHHA, MPOBCPKHU IMMUIICBBIX TMPOAYKTOB, MPOBEPKH HA 3aKUCJICHHBIC
MUIICBBIC MPOAYKTHI, HCIIBITAHUA )KI/II[KOCTGI\/'I, MPOBEPKHU Ha IMMAaTOrC€Hbl, TECTa Ha KOHTPOJIb
Ka4ecTBa M TeCcTa Ha oOecreueHne KauecTna,

OIPEAEISIIOT KOHLEHTPALMIO OJHOTO WM Oojee KaHHAOWHOWAOB B KOHOIUITHOM
MIPOAYKTE,

o0ecreunBarOT Y€TBEPTOMY ABTOPH30BAHHOMY MOJIBb30BATEI0 BO3MOXKHOCTBH CO371aBATh
YETBEPTOC MHOKECTBO JAHHBIX, COACPIKALICC MOKA3aTCJIN Ka4€CTBa U KOJUYCCTBA Tpe6yeMbIX
KOMIIOHEHTOB 1 HEXKECJIATCJIbHBIX KOMIIOHEHTOB B KOHOILISIHOM MIPOAYKTE,

CBA3BIBAKOT YE€TBEPTOC MHOXCECTBO HaHHBIX C quBepTHOﬁ 3aMmrucCbr0, KOTOpas

UIEHTU(PHULIUPYETCS YETBEPTHIM YHUKAJIBHBIM UACHTU(PUKATOPOM; U
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COXPAHSIOT YETBEPTYIO 3alUCh B MAMATHU JUJIsI AOCTYIIa CO CTOPOHBI YIIOMSIHYTBIX OAHOTO
win Oojiee M3 MHOKECTBA ABTOPU30BAHHBIX MOJb30BATENEH C HCIOJIB30BAHHEM YETBEPTOIO
YHHUKAJIBHOTO UeHTH(]HKaTOpa.

2. Cnocod mo m.l, B KOTOPOM KaXXAbII M3 TMEPBOro HAEHTU(PHUKATOPA, BTOPOIO
UEeHTU(UKATOPA, TPETHEro HISHTU(PHKATOPA M YETBEPTOro HMAeHTU(HKAaTOpa obOecrednBaeTt
AOCTYI K OXHOMY WM OoJjiee M3 MEepBOrO MHOXKECTBA JAAHHBIX, BTOPOIO MHOJKECTBA JAHHBIX,
TPETHEr0 MHOXKECTBA JAHHBIX U YETBEPTOrO MHOXKECTBA JAHHBIX.

3. Cnocob mo m.1, B KOTOpOM Kakias W3 MEpPBOM 3amHCH, BTOPOH 3aMUCH, TPEThel
3aIKCH M Y€TBEPTOH 3aHUCH BKIIIOYAET B Ce0si BpEMEHHYIO OTMETKY.

4. Cnocod mo m.l, B KOTOPOM KaXIbl W3 STAlOB COXPAHEHUS IEPBOH 3aIMUCH,
COXpPAHEHUs1 BTOPOH 3alMCH, COXPAaHEHUsT TPETbeH 3aluCH W COXPAHEHUs YeTBEPTON
yIOCTOBEPSIETCSI  YIIOMSIHYTBIMH ~ OIHUM WM Oojleeé W3 MHOXECTBA aBTOPHU30BAHHBIX
MOJIb30BATENEH.

5. Criocob no 1.1, B KOTOPOM TIEPBOE MHOKECTBO JAHHBIX JOMOJHUTEBHO BKJIFOYAET B
ceOs1 JaHHbIe, BBIOPAHHBIE U3 TPYIIIBL, COCTOALIEH U3: JAaHHBIX O TPEOOBAHUHU HA 3aKYIKY CEMSH,
JaHHBIX O CEbXO3MPOM3BOAUTENE, AAHHBIX O CEJIEKLHUOHepe, JAHHBIX O 3aKyNKe CEeMSH U UX
KOMOWHAIIHIA.

6. Crocob mo m.1, B KOTOPOM BTOpPOE MHOKECTBO JaHHBIX BKJIIOUAET B ce0sl aHHBIE,
BbIOpaHHBIE M3 TPYIIIbI, COCTOSIIEH M3 JAHHBIX O MOCAJKE CEMSIH, JaHHBIX O MOYBE, JAHHBIX O
NIOTOZie, JAHHBIX IO CONEPYKAHUIO BOABIL, TAHHBIX O BIAXKHOCTH, JAHHBIX O JaBJIEHUH, JAHHBIX 00
OCBSILIEHUH, JAHHBIX O IUTATEJbHBIX BEIECTBAX, MAAHHBIX O TMECTULUAAX, HaHHBIX O
MHUKPOOPTraHU3Max, NAaHHBIX O TOKCHYHBIX BEINECTBAX, JAHHBIX O BbIPALIUBAHUU KYJBTYpBI,
JaHHBIX O cOOpe yporKasi, JaHHBIX O XPAHEHUU M UX KOMOWHAIUH.

7. Crioco® mo m. 1, B KOTOPOM TpPeThe MHOXECTBO NAHHBIX BKJIIOYAeT B ceOsl aHHBIE,
BBIOpaHHBIE W3 IPYIIIBI, COCTOSIIEH M3. JAHHBIX O MOCTABIIUKE, JAHHBIX O PACHPOCTPAHEHUH,
JaHHBIX 00 SKCTPAKLMHU, TaHHBIX 00 OYUCTKH U UX KOMOMHALIUHN.

8. Cniocob 1o 1.1, JOTOSTHUTEIBHO COAEPIKAIIMI 3TAIbI, HA KOTOPBIX

CPAaBHUBAIOT TIOKA3aTeJM Ka4yecTBa M KOJHYECTBa TPeOyeMbIX KOMIIOHEHTOB U
HE’)KeJIaTeJIbHBIX KOMIIOHEHTOB B OHOM WJIM 00Jiee KOHOIUISIHBIX MPOAYKTaX U KOHLEHTPALUU
OHOro WM Oojiee KaHHAOWHOMIOB C COOTBETCTBYIOIIUMH HOPMATHBHBIMHU TPEOOBAHUSMU IS
noTpeOJIeHNs] KOHOIJISTHOTO TIPOAYKTA; U

NOJATBEPKIAAIOT, YTO KOHOIUISHBbIE MPOAYKTHI YIOBJIETBOPSIOT WIH HE YIOBIETBOPSIOT
STUM COOTBETCTBYIOLUM IPAaBHIIAM.

9. Cnocod 1o 1.1, JOTIOTHUTENBHO COAEPIKALITIIA HTAIbI, HA KOTOPBIX

00ecrneuynBaroT MATOMY aBTOPU30BAHHOMY TOJIB30BATENO BO3MOKHOCTD CO3/1aBaTh ISITOE
MHO>KECTBO JIaHHBIX, CONEprKalllee 103y U JO3UPOBKY KOHOIUISHOTO NMPOAYKTA, MPenIaraeMoro
noTpeOuTento;

CBSI3bIBAIOT IATOE MHOXKECTBO JAHHBIX C ISTOH 3aIMChIO, KOTOpas MAEHTU(QULUPYETCS
ISITHIM YHUKAJIBHBIM HIEHTU(PHUKATOPOM; U

COXPAHAIOT IBITYIO 3allUCh B MaMATU OJIA JOCTyIMa CO CTOPOHBI YIIOMSAHYTBIX OOHOTO UJIN
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Oosee N3 MHOXKECTBA aBTOPH30BAHHBIX TOJIB30BATENEH C UCTIONB30BAHUEM IISITOTO YHUKAIBHOTO
UIeHTU(PHKATOPA.

10. Cnocob o 1m.9, B KOTOPOM TISITHIN UAEHTHU(PHUKATOP OOECTIEYNBAET JOCTYII K OTHOMY
iy 0oJiee U3: MepBOro MHOKECTBA JJAHHBIX, BTOPOTO MHOKECTBA JJAHHBIX, TPETHErO MHOXKECTBA
JAHHBIX, YeTBEPTOr0 MHOXKECTBA TAHHBIX U ISITOrO MHOKECTBA JaHHBIX.

11. Crocob 1o 1.9, B KOTOPOM TIsITast 3aIUCh BKIIFOUAET B Ce0s1 BDEMEHHYIO OTMETKY.

12. Cnocob nmo m.9, B KOTOPOM IAATO€ MHOKECTBO JAHHBIX BKJIIOYAET B ceOsl JaHHBIE,
BbIOpAaHHBIE M3 TPYMIbI, COCTOSIIEH M3 JAHHBIX O Bpaye, JaHHBIX O (hapMaleBTe, JAHHBIX O
NAlMeHTe, NaHHBIX O TOTpedWTeNe, MaHHBIX BH3YAIM3HPYIOUIMX OOCIeNOBaHMUN, NaHHBIX O
JICYSHHH, TAHHBIX O PE3yJIbTaTax JICUCHHs] U UX KOMOMHALIUH.

13. Cnoco0 y4era U KOHTPOJISI HHPOPMALIMH, OTHOCSLIEHCS K KOHOIUITHOMY MPOAYKTY,
IO pacTpeeNIeHHON YAOCTOBEPEHHON CHCTEME, COAeP AL STalbl, HA KOTOPBIX:

MIOATOTABJIUBAIOT 00pa3el] KOHOIUITHOTO MPOAYKTA,

TECTUPYIOT HaHHBIA oOpasen, 9roObl ONpeneNuTb OAMH WIH Oojiee MapaMeTPOB:
COIep)KaHWsl  BJIATH, MHUKPOOHOTr0/TIaTOT€HHOTO/MHUKOTOKCHHOBOTO — mpodmis,  mpoduis
NECTULMIOB M TOKCHYHBIX BELIECTB, OCTATOUHBIX DPACTBOPHUTENEH, CONEPIKAHUS TSKEJbIX
METAJUIOB, TEPIIEHOBOTO NMPOQHIISt U KAHHAOMHOUIAHOTO MpoduIs;

o0ecreunBa0T aBTOPU30BAHHOMY IOJIb30BATENII0 BO3MOXKHOCTH CO3/1aBaTb MHOXKECTBO
TAaHHBIX, COZlepIKallee MapaMeTphl, IOJyUeHHbIE Ha 3Tare TEeCTHPOBAHUS,

CBSI3bIBAIOT 3TO MHOXECTBO JaHHBIX C 3alUCBIO, KOTOpas WIAEHTUQULUPYETCS
YHHUKAJIbHBIM HJIEHTH(PHKATOPOM; U

COXPAHSAIOT 3Ty 3alMMCh B MaMATH AJI JOCTyNA CO CTOPOHBI OAHOTO Wiu Oonee u3
MHOXKECTBA  aBTOPU30BAaHHBIX  IMOJb30BaTeJled  C  HUCIOJNb30BAHHEM  YHUKAJIbHOTO
UJIEHTU(HUKATOPA.

14. Cnocob6 mo m.13, AONONHUTENBHO COAEPXKAINMII 3Tal, Ha KOTOPOM XpPAaHST
KOHOIUISIHBIM POAYKT B TEYEHUE MPEIBAPUTEIBHO ONPEACICHHOTO MEPHOAa BPEMEHH.

Ilo noBepeHHocTH
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