MEPC 57/21

HPUJIOXEHHUE 1
PE30JIIOIIUSA MEPC.169(57)
Ipunsra 4 anpeas 2008 roga

IMPOLHEAYPA OAOBPEHUA CUCTEM YIIPABJIEHUSA BAJIJTACTHBIMUA BOJJAMM,
B KOTOPBIX NCITOJIB3YIOTCA AKTUBHBIE BEHIECTBA (P9)

KOMMUTET I10 3AIIUTE MOPCKOM CPEJIbI,

CCBUIASCD Ha cratsio 38 a) KonBenuuu o MexayHapogHOW MOPCKOM OpTraHU3allNu,
kacaromrytocss (pyHknmii Kommrera mo 3amuTe MOPCKOH Cpelbl, BO3JIOXEHHBIX Ha HETO
MEXIyHApOIHBIMU KOHBEHIIUSIMH 110 TIPEAOTBPAIICHHUIO 3arps3HEHUsSI MOPsI U O00phOE ¢ HUM,

OTMEYAS4, uto npaBuino D-3.2 MexayHapoaHOW KOHBEHIMH O KOHTPOJE CYIOBBIX
0amIacTHBIX BOJ U OCaaKoOB M ympaBieHud umu 2004 roma mpeaycMaTpHBAET, YTO CHCTEMBI
yHpaBJICHUA GaHHaCTHBIMI/I BOJJaMHU, B KOTOPBIX UCIIOJIB3YIOTCS aKTUBHBIC BCIICCTBA WIN ITPCIIAPATEHI,
coJieprKalliie OAHO UK 00JIee aKTUBHBIX BEIIECTB, JIJIsl COOTBETCTBUS 3T0M KOHBEHIIMM 000pSIFOTCS
Opranuzanueid Ha OCHOBE MPOIEAYPhI, pa3padoTanHoi OpraHu3amuei,

OTMEYAS TAKXE pesomonmio MEPC.126(53), kotopoit Komurer npussin [Ipouenypy
0JI0OpEHUs] CHCTEM YTpaBJICHUS OAJUIACTHBIMU BOJAMH, B KOTOPBIX HCIIOJIB3YIOTCSI aKTHBHBIC
Bemectna (P9),

OTMEYAA JAJIEE, uro pesomonmeii MEPC.126(53) Komwuter pemmn aepxarb
[ponenypy (P9) B mosie 3peHust B CBETE MPHOOPETEHHOTO OTIBITA,

PACCMOTPEB Ha cBoeil msAThAECAT CEABMON CECCHUU PEKOMEHAAINIO, CHCIAHHYIO
['pynmoit mo 0630py GaIacTHBIX BOJ,

1. [MIPUHUMAET mnepecmotpennyto Ilpouemypy omoOpeHusi cuUCTeM  yIpaBICHHS
0amIacTHBIMM BOJAMH, B KOTOPBIX HCIIOJB3YIOTCS akTHUBHBbIE BemiecTBa (P9), m3noskeHHyIO B
MIPUJIOKEHUHU K HACTOAILIEH PE30IIOLUY;

2. [MPEJIAT AET mpaBuTensCcTBaM-4IeHaM JOJDKHBIM 00pa30M YUUTHIBATH IEPECMOTPEHHYO
[Ipouenypy (P9) mpu orieHke cucteM ynpapieHust OalaacTHBIMU BOJIaMH, B KOTOPBIX UCTIONIB3YIOTCS
aKTUBHBIC BEILIECTBA, /10 MPEACTABICHUS MPEUIOKEeHHI Ha yTBepxkaeHne Komurera;

3. ITOCTAHOBJIAET nepxxatb nepecmotpennyto [Ipouenypy (P9) B mone 3peHus B cBere
MIPUOOPETEHHOTO ONBITA;

4. HACTOATEJIBHO TIPU3BIBAET npaButenbcTBa-4ja€Hbl JTOBECTH BBIIICYTOMSHYTYIO
[Ipouenypy mo cBeleHHs] U3TOTOBUTENEH CUCTEM YIpaBieHHs OajslaCTHBIMU BOJAMH M JAPYTUX
3aMHTEPECOBAHHBIX CTOPOH C LIEBIO MOOUIPEHUS €€ UCTIOIb30BaHMUS;

5. OTMEHIJIET Ilponenypy, npunsaryto pezomtouneit MEPC.126(53).
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IMTPUJIOXXEHUE

MMPOLHEAYPA OAOBPEHUSA CUCTEM YIHPABJIEHUSA BAJIVTACTHBIMUA BOJJAMM,
B KOTOPBIX NCITOJIB3YIOTCA AKTUBHBIE BEIIECTBA (P9)

Conep:xanue
1 BBEJIEHME

2 OIIPEJAEJIEHUSA
3 INPUHIUIIbBI
4 OBIIME TPEBOBAHUA

O06o03Hauenue
KOMHJICKT JTAHHBIX 06 AKTHUBHBIX BCIICCTBAX N HpenapaTax
Jlokiam 00 omeHke

5 XAPAKTEPUCTHUKA PUCKA

ITpoBepka Ha yCTOHYMBOCTb, OMOAKKYMYJISLMIO U TOKCHYHOCTD
HcnbiTanus 00paboTaHHBIX OAJUIACTHBIX BOJ HA TOKCHYHOCTh
XapakTepucTrKa 1 aHAJIN3 PUCKa

6 KPUTEPUU OLHEHKH

bezonacHocTh cyaHa 1 iepcoHana
3ammra OKpyx aroen cpeabl

7 PEI'YJIMPOBAHHUE HCIHOJIb30OBAHUSA AKTHUBHBIX BEIIECTB H
ITPEITAPATOB

OOparieHue ¢ akTUBHBIMU BEILIECTBAMU U MpenapaTaMu
JlokyMeHTanus 1 MapKUpOBKa OMACHOCTEMN
[Tpouexypsl 1 HCHIOTB30BaHKE

8 OJ1OBPEHUE

OcHoBHOE 0/100peHHe
OxkoHuaTenpbHOE 0A00peHUE
YBenomuenue 06 ogo0peHun
N3menenus

Otmena ogo6penus

JobaBiaenue  CucremMa 0100peHHs] AKTHMBHBIX BeleCTB MJIM IMPeNaparoB U CHCTEM

YupaBJieHUsA 0a/J1aCTHBIMH BOAaMH, B KOTOPbBIX HCMOJB3YIOTCH AaKTUBHbIEC
BelieCcrea
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INPOLHEAYPA OAOBPEHUSA CUCTEM YIIPABJIEHUSA BAJIJTACTHBIMUA
BOJAMM, B KOTOPBIX UCIHTOJIB3YIOTCA AKTUBHBIE BEIIIECTBA (P9)

1 BBEJIEHUE

1.1 B mnacrosmieil mporeaype OMMCHIBAIOTCS OAOOpPEHHE M OTMEHa OJOOpEHHUs CHCTEM
yTpaBiieHus 0aJNIACTHBIME BOJAMU, B KOTOPBIX UCTIONB3YIOTCSI AKTUBHBIE BEIIECTBA JIJISI COOTBETCTBHUS
KonBeniuy, a Takke X cnocod MpUMEHEHUs, Kak M3JI0KEeHO B mpaBwie D-3 «MexmyHapoaHoi
KOHBEHIIMM O KOHTPOJE CYIOBBIX Oa/TacTHBIX BOJ M OCAJIKOB M yNpaBiieHUH UMH». KOHBEHIHS
TpedyeT, 4yTOOBl B ClIy4ae OTMEHBbI OJOOPEHUS HCIOJb30BAHHWE COOTBETCTBYIOIIETO AKTHUBHOTO
BEILIECTBA WJIM BELIECTB 3aMPELIATIOCh B TEYEHUE OJTHOTO T'0J1a MIOCIIE JaThl TAKOW OTMEHBI.

1.2 Jna coorBercTBUs KOHBEHIIMM CUCTEMBI yINpaBlIeHUs] OaJUIaCTHBIMU BOJaMH, B KOTOPBIX
UCIIOJIb3YIOTCSl aKTHBHBIC BEIECTBA WJIM NPENapathl, COAEpKallMe OAHO WM Oojee aKTHBHBIX
BEILECTB, 0100pstoTcst OpraHuzanyeil Ha OCHOBE MPOLEAYPbI, pa3paboTanHON OpraHuzanuen.

1.3 3asiaueii HaCTOSAIIEH MPOLIEIY P ABISETCS ONPEICIICHUE TPUEMIIEMOCTH aKTUBHBIX BEILIECTB U
MpernapaToB, COJEPKAIIMX OJHO WM 00Jiee aKTUBHBIX BEIIECTB, M WX MPUMEHEHHE B CHUCTEMax
yIIpaBIIeHUs OAJIJTACTHBIMU BOJIAMHU C TOUKH 3PEHUS 0€30MTaCHOCTH CY THA, 37I0POBbsI JIFOJICH 1 BOJTHOM
cpensl. Hacrosimas npouenypa npeaycMOTpeHa B KaUeCTBE TapaHTUH yCTOMYHUBOIO UCTIOIb30BaHUS
AKTUBHBIX BEIIECTB U NPENapaToB.

1.4 Hacrosmmas npoueaypa He mpeqHa3HaveHa JIst OEeHKH 3()()eKTHBHOCTH aKTUBHBIX BEIIIECTB.
D¢ eKTHBHOCTD CHUCTEM yNIPaBIEHHs OAITACTHBIMH BOJIaMH, B KOTOPBIX HUCIIOIB3YIOTCS] aKTUBHBIC
BEIIECTBA, JIOJDKHA OLICHUBATHCSI B COOTBETCTBHH C PYKOBOZCTBOM 110 0JJOOPEHHUIO CHCTEM YIIPABICHHS
OaymtactHbIME Bojamu (P8).

1.5 [enpro mporeayphl SIBIISICTCST OOECIICUCHUE HAJUICKANETO NPUMCHEHUS TIOJ0KCHUH,
conmepkamuxcss B KonBeHiuu, u TpeOyembix ero rapantuil. Kak TakoBas mporieaypa I0JDKHA
OOHOBTISITHCA B COOTBETCTBHM C BO3MOXKHBIMH TPEOOBAaHHMSMHU COCTOSIHUS 3HAHUW U TEXHOJIOTHHU.
Opranusanus OyJeT paccbuiaTh HOBbIE BAPUAHTHI MIPOLIEAYPhI MOCIE UX 0100pEHHS.

2 OIIPEAEJEHUSA

2.1 J17ist 1iemieid HacTOsIIIEeH MPOoLe Ty phl TPUMEHSIIOTCS coAeprkalirecs B KoHBeHIMu onpeaeneHus
u:

1 «AKTI/IBHOG BCIIICCTBO» O3HAYACT BCIICCTBO HNJIU OPFaHI/I?,M, BKJIrO4ast BI/Ipyc NI
IpuOOK, KOTOPBHIE OKA3bIBAIOT OOIIee WM CHEelupUIecKoe JCHCTBUE Ha BpPEIHBIC
BOJTHBIC U ITATOT'CHHBIC OPTaHU3MBI.

2 «CTOK OaITaCTHBIX BO/I» 03HAUACT OANTACTHBIE BOJIBI, KOTOPBIE OYIyT COPOIICHBI 32
Oopr.
3 «IIpenapar» o3HavaeT 1000 KOMMEPUECKHIA COCTaB, COICP KAIINN OHO WK OoJiee

aKTHBHBIX BEIIECTB, BKJIIOUast JTr00bIe 100aBku. HacTosmmii TepMUH TakkKe BKIIFOYaeT
mro0ble aKTHBHBIE BELIECTBa, OOpasyemble Ha CyJaHE JUIS LeNed YIpaBiIeHUs
OaacTHRIMH BOJAaMH, W JIOOBIE COOTBETCTBYIOIIME XHMHYECKHE BEUIECTBA,
o0pazyeMble B CUCTEME YITPaBJIeHHUS OaJIaCTHBIMU BOAaMH, B KOTOPBIX UCTIONB3YIOTCS
aKTUBHBIE BELLIECTBA /7151 COOTBETCTBUSA KOHBEHIIMY.
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4 «COOTBETCTBYIOIINE XMMUYECKHIE BEIIECTBA» 03HAYAIOT MPOAYKTHI TpaHCHOpMAIUN
WIN pEeaKInyu, KOTOphIe 00pa3yloTcsi BO BpeMs M IOCIE NPUMEHEHHS CHCTEMBI
yTIpaBiIeHNs 0aJUTACTHBIMH BOJIAMH B OaJTaCTHBIX BOJAX WM B IPUHUMAIOIIEH Cperie
M KOTOpBIE MOTYT CO3/aBaTh NPOOJIEMBI Ui OE30MaCHOCTH CyJIHA, BOJHOMW CpEIIbl
W/ 3I0POBBS YeTIOBEKA.

3 INPUHIMIIbBI

3.1 AKTHUBHbBIE BellleCTBA W MpenapaTtbl MOTYT J00aBIATbCA K OalacTHBIM BOJAM WM
00pa30BbIBATHCS HA CyAax NpPU MPUMEHEHUHM TEXHOJOTMM B CUCTEME YIIPaBJICHMs OasIaCTHBIMU
BOJIaMH, B KOTOPBIX MCIIOJIb3YETCA aKTUBHOE BEILIECTBO JUIsl COOTBETCTBUS KOHBEHIMH.

3.2 AKTHBHBIE BELIECTBA U MPENapaThl BHINOIHAIOT CBOE MIPEIHA3HAYEHUE MyTEM JEHCTBHS HA
BpE/IHbIC BO/IHBIC U TATOTEHHBIEC OPraHU3MBbI B CYIOBBIX OaJUTACTHBIX BOJAX M ocaakax. OIHaKo eciu
BO BpeMsi cOpoca B OKPY’KaIOIIyI0 cpey OaiacTHBIE BOJIBI OCTAIOTCSI TOKCHYHBIMHU, OpraHU3MaM B
MIPUHHUMAIOIIEH BOJE MOXKET MPUUMHATHCS HEIPUEMJIEMBIN Bpel. AKTUBHOE BELIECTBO WIIX ITpeTapar,
a TaKKe CTOK 0aJTaCTHBIX BOJ IOJIKHBI TIOABEPIaThCs UCIIBITAHUSM Ha TOKCUYHOCTB B IEJSIX 3alIUTHI
IIPUHUMAIOIIEN CpeAbl WM 340POBbS YEIOBEKAa OT TOKCUYHOI'O BO3JEHCTBUS B PE3yJbTaTe TaKUX
copocoB. HcnblTaHuss Ha TOKCHMYHOCTb HEOOXOAMMBI Uil OIpPENENIEHUS] TOr0, MOXET JH
HCIOJIb30BAThCS aKTUBHOE BEILIECTBO WIIM ITPENApaT U IPH KaKUX YCIOBUSAX BEPOSITHOCTb TPUYUHEHNS
BpeAa OKPY KAIOLIECH cpesie WK 310pPOBbIO YEJIOBEKA IPUEMIIEMO HU3KA.

33 Jlrobast cucrema, B KOTOPOH HCHONB3YIOTCS WM OOpa3ylOTCs aKTHBHBIC BELIECTBA,
COOTBETCTBYIOIINE XUMHUYECKHE BEIIECTBA WIIM CBOOOJHBIE paJyKaibl B Ipolecce 00paboTKH Jyis
YHUYTOKEHHSI OPTAHU3MOB C [IEJIbI0 COOTBETCTBUS KOHBEHIINM, TOTDKHA TTO/IITAAATh O/ HACTOSIILY O
Hpouenypy.

34 CucreMsl YHpaBJICHUA GEUIJ'IaCTHBIMI/I BOJiaMH, B KOTOPBIX NUCIIOJIb3YKOTCA AKTUBHBIC BCIICCTBA
Y Mperaparkl, JOJDKHBI ObITH 0€30MACHBIMU C TOYKHU 3PEHUS CyJIHA, €0 000pYAOBaHS U epcoHalia
ISt COOTBETCTBUSI KOHBEHIINH.

3.5 B Hacrosieit nmpotienype He paccMaTpUBaeTCs 0JI00pEHNE aKTUBHBIX BEIIECTB U MPEMapaToB, B
KOTOPBIX HCIIOJIB3YIOTCS BHPYChl WM TPUOKM, JUIS TPUMEHEHHMS B CHCTEMax YIIPaBJICHUS
OamutacTHeIME BostaMu. O10OpeHNE TaKUX BEIIECTB JIJIS YIPABICHUS 0aJITACTHBIMU BOIAMH JIOJKHO
TpeOOBaTh JTOMOJHUTEILHOTO paccMoTpeHus OpraHu3arieii B COOTBETCTBUH C MpaBwioM D-3
KonBenuuu, ecnu npeziaraeTcsi UCHoIb30BaHUE TAKUX BEIIECTB.

3.6 o npenocrasnenus B K3MC agMuHHACTpanusaM ciaelyeT IpOBEPUTh KAYECTBO U MOJTHOTY
00010 JOKyMEHTa 00 OCHOBHOM HJIM OKOHYATEIbHOM OI00PEHNH Ha €r0 COOTBETCTBUE MOCIIETHEMY
BapuaHty Mertomonoruu coopa HHGpOpPMAIIH U TTOPSIKA BEICHUS 3aceiaHnil TeXHMUECKON TpyIIbl,
cornacoBaHHOMY OpraHuzanuen.

4 OBIIME TPEBOBAHUA
4.1 O0o3HaueHne

4.1.1 TIlpennoxenne 00 0JOOPEHHWH AaKTUBHOIO BEIIECTBA WM TperapaTa JIODKHO BKIIOYATH
XHUMHUYECKOe 0003HAYCHNE U OTMCAHNE XMMUYECKUX KOMITIOHEHTOB, JIaKe €CII OHU 00pa3yloTcs Ha
cyzaHe. XuMuYeckoe 0003HaYeHUE JJOJKHO MPUCBANBATHCS JIFOOBIM COOTBETCTBYIOIINM XUMHYECKIM
BEILIECTBAM.
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4.2 KomnuiekT 1aHHBIX 00 AKTHBHBIX BelIeCTBAX U Npenaparax

4.2.1 Tlpennoxenne 06 0100pEHUH TOIKHO BKITFOYATH CIICAYIONTY0 HH()OPMAITHIO O CBOWCTBAX WIIH
JCWCTBUY TpeTnapaTa, B TOM YUCIIE JTFOOBIX €ro KOMIIOHEHTOB:

1 JlaHHbIe O BO3/EHCTBUM Ha BOJHBIC PACTEHUs, OECMO3BOHOYHBIX, PHIO U JPYTYIO
OMOTY, BKIIIOYAst BOCIPUUMYHBBIC U XapaKTEPHbBIC OPTaHU3MBI:

OCTpasi BOJIHAst TOKCUYHOCTB;

XPOHUYECKAst BOJHAS TOKCUYHOCTE;

SHJIOKPUHHBIC HAPYIIICHHUS;

TOKCHYHOCTE OCaIKOB;

Ouosornveckas J0CTymHOCTh/OnoMarauukans/OMOKOHIIEHTPAIHS;, U
BO3/ICHCTBHUC HA MMUIICBYIO CETh/TTOYJISIINH.

2 Z[aHHBIC O TOKCUYHOCTH AJId MJIICKOIIMTAKOIINX

®  OCTpasi TOKCUYHOCTB;

e BO3JCHUCTBHE Ha KOXKY U IJI1a3a;

® XPOHHMYECKAs U JOITOBPEMEHHAS TOKCUYHOCTB;

® TOKCHYHOCTH Ul Pa3BUTHUSA U PENPOAYKTUBHASL TOKCUYHOCTD;
® KaHIEPOI€HHOCTB; U

® MYTareHHOCTb.

3 JlaHHBIE O COCTOSIHMHM OKPY’KAIOIIEH Cpenbl W BO3JCHCTBUU B a’dpOOHBIX U
aHa’pOOHBIX yCIOBUSX:

e  BUJBI Aerpananuu (OnoTuyeckas; abuoTuIeckas);

®  OHOAKKYMYJSAIMA, KOAPPUIUEHT pactipeneseHus, KodPPHUIUEHT OKTaHOI/
BOJIA;

®  YCTOHYMBOCTH M 0003HAUCHUE OCHOBHBIX META0OJIHUTOB B COOTBETCTBYIOLICH
cpene (GaymiacTHbIC BOABL, MOPCKasi M IIPECHAs BO/IA);

® peakIys C OPraHNYEeCKUMH BEIECTBAMH;

® [OTEHIMabHOE (U3UUECKOE BO3JCHCTBUE HA AUKYIO (Guiopy u (ayHy H
OeHTHYeCKHEe MecTa OOUTAaHUS,

® TIOTCHIUMAJbHBIE OCTATKH B MOPEIPOIYKTaX; U

e Jr00bIe U3BeCTHBIC Y(PPEKTH B3aNMOACHCTBUS.

4 dusnyeckne W XMMHUYECKHE CBOICTBA AaKTHBHBIX BEHIECTB M IPENapaToB U
00paboTaHHBIX OAJUIACTHBIX BOJI, €CIIM IPUMEHUMO:

e TOYKA IUIABJICHH;
® TOYKA KHUIICHHS;

®  BOCIUIAMEHSIEMOCTE;

® TUIOTHOCTH (OTHOCHTEIbHAS TIJIOTHOCTB);

e J1aBJICHHE MMapOB, MJIOTHOCTH MAPOB;

® PacTBOPUMOCTH B BOZE/KOHCTaHTa aucconuanmu (nmKa);
®  OKHCIMTEIbHO-BOCCTAHOBHUTEILHBIN ITOTEHIHA,
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® KOPPO3HMOHHOCTh IO OTHOIICHUIO K MaTepuajliaM Wi 000pYyI0BaHUIO
O0OBIYHOM CYJTOBOW KOHCTPYKIIHH;
e TeMmIepaTypa CaMOBOCIUIAMEHEHUS; U
® JIpyrue U3BECTHbIE COOTBETCTBYIOIIME (U3HUECKUE WU XHMHYECKUE
OTIACHOCTH.
S Anpanurtnyeckne MCTOABI IMPH aICKBATHBIX NPHUPOAHBIM KOHICHTPAILUAX.

4.2.2 Tlpeanoxkenue 00 0AOOpEeHHMH JODKHO BKIIIOYATh BBINICYTIOMSHYTHIE —JaHHBIE,
yCTaHOBHeHHBIe .HI/I60 JJIs HpenapaTa, .HI/IGO JUIA KaKA0I0 OTACIIbHOI'O KOMIIOHEHTA, a TAKXKE JOJDKCH
HpI/IJ'IaFaTI)CH HGpG‘ICHB HaSBaHI/Iﬁ 1 OTHOCHUTCIIBHBIX KOJINYCCTB (B 06’beMHI)IX [[OJ'I?[X) KOMIIOHCHTOB.
Kax onucano B pasnmene 8.1, co BceMu TaHHBIMH, TPEACTABISIIONTAMA COOCTBEHHOCTbD, CIIEITYET
oOpataThecs Kak ¢ KOH(QUICHIIHATbHBIMH.

4.2.3 VcnbplTaHus aKTHBHBIX BEIIECTB U IPENapaToB JOHKHBI IPOBOAUTHCS B COOTBETCTBUM C
MESKIyHAPO/IHO MPH3HAHHEIMU PYKOBOICTBAMH .

424 B nmpouecce WCHObITAHUA JIOJDKHA BBITIOJHATBCS CTporas mporpaMma KOHTPOJIA
KauecTBa/TapaHTUH KauecTBa, BKIIOYAIONIAs:

1 IInan ynpasnenus kauectBoM (IIYK) u mnan-nipoekrt rapantun kadecrsa (I1I1I'K).
PekoMeHganmu O TOATOTOBKE ATHX IUIAHOB, a TAaKXKe JPYTUe PYKOBOJSIIUE
JIOKYMEHTBI ¥ IPYTY0 001y 0 HH(GOPMAITHIO O KOHTPOJIE KaueCTBA MOYKHO 3arpy3UTh
¢ caifta MexxayHapoHoi opranusanuu o ctanaaptuzanuu (MCO) (www.iso.org).

2 ITYK kacaercsi CTpyKTypbl U MOJUTHKH UCIBITATEILHON OpraHu3aluy B 00JacTu
YIpPaBJIEHUS KOHTPOJIEM KadecTBa (BKJIOYas CyONOJPSIUMKOB M CTOPOHHHUE
nabopaTopun).

3 [NII'K siBasieTcst HPOEKTHBIM TEXHUUECKUM JIOKYMEHTOM, OTPAXKarOLUM CelU(PUKY

HOIIHG)I(&H.[Gﬁ HUCIIBITAHUIO CUCTCMBI, HCIIBITATSILHOM YCTaHOBKHU U APYTHUC YCIIOBUA,
BIIUAIOIINE HA (baKTI/ILIeCKI/II\/JI IIJIaH U BBIIIOJTHCHUEC Tpe6yeMI)IX OKCIICPUMCHTOB.

4.2.5 3agBUTENb MOXET IMPEICTaBUTh OMNHUCAHMS, YK€ HCIOJIb3yEMbIE I PErucTpaluu
XUMHUYECKHX BEIIECTB, C IETbI0 MPeJ0CTaBICHHS TPeOyeMbIX JaHHBIX, HEOOXOAUMBIX IS OLIEHKH
AKTUBHBIX BEILIECTB U IIPENAPATOB B COOTBETCTBUU C HACTOSILEH IMPOLIETYPO.

4.2.6 B npennoxeHUM JOHKEH ObITh OMKMCAH CIOCO0 MPUMEHEHUS MpenapaTa /Ui yIpaBieHUs
0aJuIaCTHBIMM BOJIaMU, BKJItOUasi TpeOyeMble 103bl M BPEMs COXPAHEHUSI.

4.2.7 TlpennoxxeHne 00 OMOOPEHHMM IOJDKHO BKIIIOYATh JIMCTHI JAHHBIX O OE€30MacHOCTH
(marepuainos) (JIIb (M)).

[MpeamouyrnTensHo, PykoBoasiie IpHHIUITEI HCIIBITAHUS XUMHUYECKHX BemecTB OpraHn3aui 5KOHOMHYECKOTO
corpynandectsa U passutust (OOCP) (1993 rona) minu apyrue SKBUBAJICHTHBIE MTPaBUIIA.
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43  JOKJIAJ OB OLIEHKE

4.3.1 Ilpemnoxenue o0 0100peHUH JOJKHO BKJIIOYATH JOKIAM 00 omeHke. Jlokman o0 oreHke
JOJDKEH KacaThCsl KadecTBa IMPOTOKOJIOB HCIBITAHUM, XapaKTEPUCTUKH PUCKAa W YYUTHIBATH
HEOMPECIEHHOCTb, CBSA3aHHYIO C OIICHKOM.

5 XAPAKTEPUCTHUKA PUCKA
5.1 IIpoBepka HA yCTOMYMBOCTH, OMOAKKYMYJIALMIO U TOKCHYHOCTH

5.1.1 Cnenyert BHIIIOJHUTH OLIEHKY CBOMCTB, MPUCYIINX aKTHBHOMY BEILIECTBY W/WIIH IIpETiapary,
TaKuX, KaK yCTOMYMBOCTh, OMOAKKYMYJISIINS U TOKCUYHOCTH (CM. Tabnuily 1 B pasaene 6).

A HcnbiTanus Ha yCTOWYNUBOCT:
Y CTON4MBOCTS CIEAYET MPEATIOUYTUTEIBHO OLIEHUBATh B CUCTEMAaX UMUTALUOHHBIX
WCIIBITAaHUM, KOTOPBIE ONPEIEISAIOT BpPEMsl IMOJNYKU3HH B COOTBETCTBYIOIIHX
ycnoBusIX. McnblTanus uist IpoBEepKH OMOJErpafaliid MOTYT UCTIOIb30BaThCS JUIs
JE€MOHCTpallUd TOTO, YTO BEIECTBA IOJBEPKEHbI OBICTpON Ouojerpananu.
Onpenenenre BpeMEHHU MOITYKU3HU I0JIKHO BKIIIOYATh OLIEHKY COOTBETCTBYIOIIUX
XUMHUYECKUX BELIECTB.

2 HcnbiTanus Ha OMOAKKYMYJISIINIO:
[Tpu onenke (moTeHIMaNa) OMOAKKYMYJISIIUH CIIEAYyeT UCTIOIb30BaTh N3MEPECHHbIE
K03 PHIIMEHTH OMOKOHLIEHTPAIIMH B MOPCKUX (MJI TIPECHOBOJIHBIX ) OPraHU3Max.
Ecnu 3Tr ncnbiTaHus HEMPUMEHUMBI WK ecii 3HadeHne logPoB <3, To 3HaYeHus
koa(urmenta 6noxonnentpauu (KbK) MoryT onieHMBaTBLCS ¢ HCTIOIB30BAHHEM
MozeNel (KOJTUIECTBEHHOM ) 3aBUCUMOCTH aKTUBHOCTH OT CTPYKTYpHI ((K) 3AC).

3 HcneiTanusa Ha TOKCUYHOCTD:
I[JIH OLCHKU KPUTCPUA TOKCUIHOCTHU CJICAYCT B MIPUHIIUIIC UCITIOJIB30BATh JAHHBIC 00
OCTpOfI W/ W XpOHH‘ICCKOfI 9KOTOKCUYHOCTH, B UACATIbHOM CJTy4dac OXBATbIBAIOIINEC
YYBCTBUTCIIBHBIC )KU3HCHHBIC CTAIUN.

5.2 HUcnbiTanus 00padboTaHHBIX 0A/UIACTHBIX BOJI HA TOKCHYHOCTh

5.2.1 HeobxoauMbl UCTIBITAHUS HA TOKCHUYHOCTh aKTUBHOTO BEIIECTBA WJIHM IMPENapaToB (CM.
paznensl 4.2.1 u 5.3) u croka 0OpabOTaHHBIX OAIJTACTHBIX BOJI, OXBAaTHIBAEMBIX B HACTOSIIEM
paznene. [IpeumyIiecTBO MPOBEICHHSI HCITBITAHUN HA TOKCHYHOCTh CTOKA OAJIJIACTHBIX BOJI COCTOHT
B TOM, 4YTO HpI/I HUX paCCManI/IBaeTCSI BepOﬂTHOCTL BSaHMOHCﬁCTBHH AKTUBHBIX BCUIICCTB U
HpenapaTOB C BOBMOXHbBIMHU 1'[060‘-IHI)IMI/I HpOHYKTaMI/I.

1 JInist OCHOBHOTO Tpoliecca OJOOpPEHHUsI CIIEAYyeT MPOBECTH HCIBITAHHS CTOKA B
1a00paTOPHH C UCIIOJIb30BAaHHEM METOJIOB M 000PYIOBaHHUS, UIMUTHPYIOIIUX COPOC
0aJTaCTHBIX BOJ MOCIIE UX 00pabOTKU MpemapaToM.

2 JIJIs1 OKOHYATEeITFHOTO 0TOOPEHUS CIICAYEeT MPOBECTH HCIBITAHUS CTOKA KaK YacTH
mporecca oA0OpeHHUs] THMa Ha CYIIe C HMCIOJIb30BAaHHEM CTOKa 00pabOTaHHBIX
0aJIaCTHBIX BOJI.

5.2.2 3agBuTenb IOJKEH MPEJOCTaBUTh AaHHBIE 00 MCIBITAHUSAX HA OCTPYIO U XPOHHYECKYIO
TOKCHUYHOCTbD, ITOJIyYEHHBIE C IOMOIIBIO CTaHAAPTHON METOAMKU MCIBITAHUN IS ONPEIEICHUS
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TOKCHUYHOCTHU IIpcriapaTta U COOTBCTCTBYIOINX XUMHWYCCKUX BCIICCTB, UCIIOJIb3YCMBIX B COUCTAHUHU C
CHUCTEMOU YhpaBJICHUA Oa/LIIaCTHRIMU BOJaMHU. DTH UCIBITaHUS CJICAYCT NPUMCHATHL K CTOKY
00paboTaHHBIX OAJITIACTHBIX BOJ, TOCKOJIBKY CUCTEMA yIIPABJICHHUS OAJNTACTHBIMU BOJAMHU MOYKET
100 CMSTYHUTh, IMOO YCHIIUTh OTPHUIIATEIIEHOE BO3ICHCTBHIE NpenapaTa Wik COOTBETCTBYIOLIHX
XUMHUYCCKHUX BCIICCTB.

5.2.3 HcmelTaHus CTOKa Ha TOKCHYHOCTH CJEIyeT MpPOBOIUTH Ha TMpo0ax, B3ATBIX C
UCTBITATENbHON YCTAaHOBKM Ha Cyllle, KOTOpble OyAyT THIHMYHBIMH JAJs CTOKAa U3 CHUCTEMBI
ynpaBieHus 0alsIaCTHBIMHU BOJIaMHU.

5.2.4 DTu ucHBITaHUS HA TOKCHYHOCTH JOJDKHBI BKIIFOYATh METO/IbI HCIIBITAHUH HA XPOHUYECKYIO
TOKCHYHOCTh C HCIIOJIb30BAaHHEM HECKOJBKUX MCIBITYEMbIX BUIOB (pblOa, 0€CIO3BOHOYHOE U
pacTeHue), KOTOpbIE KaCatoTCs UyBCTBUTEIIbHBIX JKU3HEHHBIX cTauil. [IpearnouTuTensHO BKIIOUUTE
Kak cyOJeTalbHyI0 KPUTHUECKYIO TOUKY (POCT), TaK M KpUTUYECKYIO TOUKY BbDKHBaHUA. CliexyeT
IPHUMEHSTH METO/BI HCTIBITAHMIT TH6O0 MPECHOBOIHBIX, JTHOO MOPCKHX OPTaHH3MOB’.

5.2.5 K pesynbraraM UCTBITAHUH, KOTOPBIE JTOJKHBI OBITh TIPEAOCTABICHBI, OTHOCATCS: OCTpast
JieTalibHasi KOHIIEHTpalYs Py BO3/ICUCTBUU B TeueHUe 24 yacoB, 48 yacoB, 72 yacoB 1 96 4acos,
npu KoTtopoil morubaer X % ucnbITyeMblx opraHu3MoB (JIKX), koHLEHTpaluu, He Beayllue K
BUAMMbIM oTpunatensHbiM d¢pdexkram (NOAEC), xpoHndyeckne KOHIEHTpAlKU, HE BEAyIIHE K
BuauMbM dppextam (NOEC) w/umu 3 pekTnBHBIE KOHIIEHTPAIMH, TIPH KOTOPBIX X % UCTIBITYEMBIX
OpraHU3MOB JICMOHCTPUPYET COOTBETCTBYIOMIEE Bo3aericTBre (DKX) Ha OCHOBaHUH SKCIIEPUMEHTA.

5.2.6 Jlna ompeneneHuss OTCYTCTBUS OTpuIaTensHOro dddexra ¢  HCMONb30BAHHEM
cratuctuueckux kputudeckux Touek (NOEC munu OKxX) npoBoautcs cepus UCTIBITAHUNA METOAOM
pa3baBnenus, Bximodas 100-nponeHTHBIN CTOK OamtacTHEIX BoA. [Ipu mepBoHavanbHOM aHaIN3e
MOJKET HCIOJIb30BaThCsl KOHCEPBATUBHBIN MOAXO/I, TPU KOTOPOM CTETeHb pa30aBieHUs HE OyeT
YUUTHIBaThCs (HEe OyAeT MPUMEHSTHCS MOACTUPOBAHUE WM aHamu3 ¢akena cToka). Jlornueckum
000CHOBaHHMEM KOHCEPBAaTHBHOTO TMOAXOJA SBJISETCA TOT (DakT, 4TO B OJHOM MECTE€ MOTYT
MIPOU3BOIUTHCSI MHOTOYUCIICHHBIE COPOCHI (XOTS 3TO U HE 00S3aTEIBHO).

5.2.7 Jlanaple 00 HUCHBITAHHSIX Ha OCTPYI0 M XPOHHUYECKYH) TOKCHYHOCTH B COYCTAaHUU C
conepskanieiicss B paszaene 4.2.1 undopmanuen ciemyeT UCIOJIb30BaTh C IENbIO OMpPEIeICHUS
BPEMEHH yJIepKaHUs, HEOOXOIUMOTO IS JOCTHIKEHHS KOHIICHTpAIluii, He BEAyIINX K
OTpHUIATeNHLHBIM 3 deKTam mociie copoca. 3Has BpeMsl TOTYKU3HU (JTHH), CTETICHb PA3JI0KCHHSI,
JI03UPOBKH, OOBEM CHCTEMBI M HCIBITAHHS Ha TOKCUYHOCTH C BPEMEHHBIM PSIOM, MOKHO
UCIONIb30BaTh BBIUYMCIUTEIBHYIO MOJENb Ui OMpEeAeNiCHUsT BPEMEHH, HEOOXOIUMOTO IS
yAepxkaHus 00padOTaHHBIX OAJIACTHBIX BOJ JI0 cOpoca.

5.2.8 B KkadecTBe 4acTH 3asBKH Ha OLIEHKY Kak Mmporiecca 00paboTKu 0aiacTHRIX BOJI, TAK U CTOKA
0aJIaCTHBIX BOJI IOJKHA OBITH MTPE0CTaBIeHa HHPOPMAIIUs 00 OOIMX OCTATOYHBIX OKUCIIUTEIIAX
(O0O0) u obmmem ocrarourom xiope (00X).

B nactosmee BpEM HET y6e,I[I/ITeJ'IBHOFO CI)I/I3PIOJ'IOFI/I‘-IGCKOFO WA DMITUPHUYICCKOTO JOKa3aTCJIbCTBA TOI0, 4TO
MOPCKHUEC OpTraHU3Mbl boiee YYBCTBUTCJIIbHBI, YEeM HPECHOBOAHBIC, WU HaO60pOT. O,Z[HaKO [S{0) 07w 0] 5 §
paccMaTpuBacMoOro BCUIeCTBa 3TO 6y,HGT IPOACMOHCTPUPOBAHO, TO 3TO CICAYCT IPUHUMATH BO BHUMAHUC.
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5.3 XapakTepuCTHKA U AHAJIHU3 PUCKA

5.3.1 Jlna mporiecca OCHOBHOTO OAOOPEHHS CIeayeT MPOBECTH B JIAOOPATOPUH HCTIBITAHUS
aKTUBHBIX BEILIECTB U MIPEMapaToB AJIsl IPOBEPKU COCTOSHUS U BO3/IecTBUA. B HacTosIem pasene
NEPEUYHCIISIOTCS JaHHbBIE, KOTOPBIE MOTYT OBITH TIOJIE3HBI JIS IPEIBAPUTEIBHOMN XapaKTePUCTUKU
pucka.

5.3.2 AKTHBHOE BEIIECTBO WM MMpEMapar, a TAKKe CTOK 00pad0TaHHBIX OAJIITACTHBIX BOJI IOJDKHBI
OBITh MOABEPTHYTHI MCIBITAHUSIM HAa TOKCHUYHOCTH B IIENIAX 3aIUTHI MPUHUMAIOIIEH Cpeabl OT
TOKCUYHOTO BO3JICHCTBHS B pe3ybTaTe COPOCOB.

5.3.3 Peakuuto aKTUBHBIX BELLIECTB U PENApaTOB C OPraHUUECKUMH COETMHEHUSIMH, B PE3YJIbTaTe
KOTOpOH 00pa3yloTcsi CBOOOJHBIE paJMKalbl, CIEAYET paccMaTpuBaTh ¢ KauyeCTBEHHOW TOYKHU
3peHHUs, C TeM YTOOBI BBISIBUThH IPOLYKTHI, IPEICTABIISAIONINE PUCK IS OKPYKAIOLIEH Cpe/Ibl.

5.3.4 Cnenyer OLEHUTH CTENICHb U IMyTH a0MOTUYECKON M OMOTUYECKOM Aerpajaliii aKTUBHBIX
BEIIIECTB U MPEMAPaTOB B a3POOHBIX M aHAIPOOHBIX YCIOBHUSX, PE3YJIHTATOM YETO JIOJKHO SBUTHCS
BBISIBJICHUE COOTBETCTBYIOIIMX METAa0OJMTOB B COOTBETCTBYIOIIEH cpeze (OayutacTHBIE BOJBI,
MOpCKasi ¥ ITpecHast BOJIa).

5.3.5 Crnenyer oLIEHUTH CTETIEHb AOMOTHYECKOM U OMOTHYECKOM eTpaalliid aKTUBHBIX BEIIECTB U
MPEImapaToB B a9POOHBIX H aHAIPOOHBIX YCIIOBUSX, B PE3YJIbTATE YET0 IOJKHA OBITH TTOJITOTOBIICHA
XapaKTEePHUCTUKA YCTONYNBOCTH aKTHBHBIX BEIIECCTB, PEIIAPATOB M COOTBETCTBYIOIIMX XUMUYCCKHAX
BEIIECTB C TOUKU 3PCHUS CTCTICHH JIeTpa/Iallii B KOHKPETHBIX YCIIOBUSX (HAaIIpuUMep, mokaszarens pH,
OKHCIIUTEThHO-BOCCTAHOBUTEIILHBIN MMOTEHIINAJ, TEMIIEpaTypa).

5.3.6 Crnenyer onpenenutb kodhdunmentsr paznencaus (kodhdUireHT pa3aeneHus: TBepabIX
BemiectB ¥ Boabl (Kd) w/mmm ko3¢ uImeHT HOpMUPOBAaHHOTO pPaCHpeACIICHHS OPTaHUuIECKOTO
yraepona (Koc)) akTHBHBIX BEIIECTB, MPEMAPaTOB M COOTBETCTBYIOMINX XUMHUYECKUX BEIICCTB.

5.3.7 Jlnd aKTUBHBIX BEIIECTB U MPENapaToB MOTEHITHAT OMOaKKYMYJISIIUH CIeIyeT OIICHUBATh Ha
MOPCKHUX WM TPECHOBOTHBIX OPTaHu3Max (PbIObI UJIH IBYCTBOPYATHIE MOJLTIOCKH ), €CITH JIOTapr(m
KoapduurenTa pasaenenus okranon/soaa (logPos) >3.

5.3.8 Ha ocHoBanuu nHGOPMAIMK O COCTOSTHIH ¥ TOBEICHUH aKTHBHBIX BEIIECTB U MIPEMapaToB
CJIeIyeT CIIPOrHO3UPOBaTh KOHIIEHTPAIMK B cOpocax yepe3 BhIOpaHHbIE TPOMEKYTKH BPEMEHHU.

5.3.9 Ouenka BO3/IEHCTBUS AKTUBHBIX BEIIECTB, MMPENAPAaTOB U COOTBETCTBYIOIINX XUMUYECKUX
BCIHICCTB MNICPBOHAYAJIBHO OCHOBBIBACTCSA HAa KOMINJIICKTC HAaHHBIX 06 OCTpOﬁ I/I/I/IJ'II/I XpOHI/I‘ICCKOI\/'I
OKOTOKCUYHOCTH JJI1 BOAHBIX OPraHU3MOB, SABJIAIOIUXCA IICPBUYHBIMHA ITPOAYHCHTAMUA (BO[[OpOCJ'H/I
1 MOPCKHE TPABBI), TOTPEOUTEISIMH (pakooOpa3HbIC), XUIITHUKAMU (pbIObI), ¥ OHA JI0JDKHA BKITIOUATh
M0OOYHOE OTPABJICHUE XUIITHBIX MIICKOITUTAOIIUX U MITHII, & TAK)KE TAHHBIC O BUJIaX, OOUTAIOIIHNX B
OcaJIKax.

5.3.10 Ouenka MOOOYHOTO OTPABJICHUS SBISETCS M3JIHUIIHEH, €CITH PacCMAaTPHUBAEMOE BEIIECTBO
JIEMOHCTPHPYET OTCYTCTBHE MOTeHIIMaNa Onoakkymyssiiuu (Hanpumep, KBK<500 ni/kr ceiporo Beca
IUIS BCETo opraHu3Ma npu 6% coaepkaHuM Kupa).

5.3.11 OueHka OOUTAOIINX B OCAIKaX BHUJIOB SIBIISCTCS MU3IUIITHEH, €CITH TTOTEHITUAI Pa3/ICIICHHUS B
OCaJIKax paccMaTpUBaeMOTO BEIIECTBA sBIsETCS HU3KUM (Harmpumep, Koc<500 ii/kr).
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5.3.12 OueHka BO3/IEHCTBUS AaKTUBHBIX BELLECTB, IPENAPATOB U COOTBETCTBYIOIIUX XUMUYECKUX
BELIECTB J0JKHA BKJIFOYATh IPOBEPKY KAHIIEPOT€HHBIX, MyTar€HHBIX CBOMCTB U CBOMCTB BBI3bIBATh
SHJIOKPUHHBIE HapyIlIeHus. Eciau pe3yibTaTsl IPOBEPKH BBI3bIBAIOT 00€CIIOKOEHHOCTb, TO CIIEAYET
BBINOJIHUTH JTOTIOJIHUTENBHYIO OLICHKY BO3/1EHCTBHSL.

5.3.13 OueHka BO3/I€HCTBUS AaKTUBHBIX BELECTB, IPENAPATOB U COOTBETCTBYIOIIUX XUMUYECKUX
BEIIECTB, YYUTHIBAS yKa3aHHYI0 HH(OpMAIMIO, TOJKHA OCHOBBIBATHCS Ha MEXIYHAPOIHO
TPH3HAHHBIX PYKOBOJICTBAX .

5.3.14 Pe3ynpTaThl OLIEHKU BO3JEHCTBUS CPAaBHUBAIOTCS C PE3YJIbTaTaMU UCIIBITAHUN CTOKOB Ha
TOKCHUYHOCTH. JItoOble HempeaABHICHHBIE Pe3yIbTaThl (HalpuMep, OTCYTCTBHE TOKCUYHOCTH HIIU
HEOKUJaHHasl TOKCHUYHOCTb IPU OLIEHKE CTOKa) AOJDKHBI NIPUBOAUTH K JOMOJHUTEIBHOMY
BBITIOJTHCHHUIO OLIEHKH BO3JEHCTBUS.

5.3.15 JlomkeH UMEThCS B PACIOPSHKEHUU aHATUTUYECKUN METO1, TPUTOJHBIHN JIIsI MOHUTOPHHTA
aKTHBHBIX BEIIECTB U MPENApaToB B CTOKAaX OAIaCTHBIX BO/I.

6 KPUTEPUU OLHEHKH

OpraHmauI/m HAOJI’)KHA OLICHUBATL IPUMCHCHUC JJIA O,Z[O6peHI/I$[ Ha OCHOBC KpUTCPUCB, YKA3dHHBIX B
HACTOAIICM pa3aciic.

6.1 [IpenocraBnennass uHboOpMalys AOMKHA OBITH TOJHOW, JOCTaTOYHOTO KadyecTBa M
COOTBETCTBOBATH HacTosmiel [Ipoueaype.

6.2  DrtauHdopMalys He yKa3blBaeT Ha BO3MOKHOE HEIIpUeMIIEMOe OTPHULIATENIbHOE BO3JICUCTBHE
Ha OKPY’KAIOIIYIO CPENy, 340POBbsI YEIOBEKA, UMYILECTBO WJIU PECYPCHI.

6.3  besonmacHocTh CyiHA M epcoOHAJIa

6.3.1 Jlnsg obecnieueHust 6€30MaCHOCTH CyTHA U NepcoHasia TexHuuecKast rpyra J0JKHA OLCHUTh
¢duznuecKkne U XUMHUYECKHE OMmacHOCTH (cM. MyHKT 4.2.1.4), ¢ TemM 4TOOBI yOeauThCS, UYTO
MOTCHIIMATBHBIC OMACHBIC CBOWCTBA AKTHBHBIX BEIIECTB, MPEMAPATOB WJIH COOTBETCTBYIOIIUX
XUMUYECKUX BEIIECTB, OOpa30BaBIIMXCS B 0OpabOTaHHBIX Oa/IaCTHBIX BOJAX, HE CO3AIOT
YpEe3MEPHOTO PUCKA VIS CYAHA U TepcoHaia. HeoOX0uMo yUuTBIBATh MTPe/IaraeéMbie IPOLEAY Pbl
IO UCIIOJIb30BAHUIO U BHEJPEHHOMY TEXHHUECKOMY 000pYI0BaHUIO.

6.3.2 Jlng 3amuThl IEpCOHaNa, CBA3aHHOTO ¢ 00pabOTKON M XpaHEHHEM AaKTHBHBIX BEILIECTB U
MpenapaToB, MPeJI0KEHNUE TOKHO BKITI0UaTh cooTBeTcTBYIOomue JIJIB(M). Opranusarius 10mKHa
ouenuTs JI/IB(M), JaHHbIE 0 TOKCHYHOCTH JUI MJICKOTIUTAIOUINX 1 OTIACHBIE XUMUYECKHE CBOMCTBA
(cm. myHkTHI 4.2.1.2 1 4.2.1.4) u yOeauThCsl, 4YTO MOTSHIIMAIBLHBIC OMACHBIE CBOMCTBA AKTUBHBIX
BELIECTB, MPENapaToB WM COOTBETCTBYIOIIMX XMMUYECKUX BEIIECTB HE CO3JAIOT YPE3MEPHOTO
pucka i cyaHa wuiau nepcoHana. [Ipm SToil oleHKe cieayeT YYHUTHIBaTh pazIUYHbIE
00CTOSITENTLCTBA, C KOTOPBIMU CYAHO WJIM TEPCOHA MOTYT CTOJKHYTHCS BO BpeMs IUIaBAHUS
(Hampumep, Jbbl, TPOIIUKH, BIAXKHOCTb U T. 11.).

6.3.3 B kauecTBe yacTu MpoOIENypbl OLEHKH PUCKOB I CUCTEM YIpPaBJIEHUS OauIaCTHBIMU
BOJIaMU 3asIBUTENH JIOJDKCH MPEIOCTaBUTh CIIeHApui Bo3ercTBrs Ha yenoBeka (CBY).

Hanpumep, coorBeTcTByromue pykopojsamue ykazanus OOCP umy ux 5KBUBalIeHTHI.
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6.4 3ammuTa oOKpyxKawuei cpeabl

6.4.1 Jlna omoOpenust 3asBku OpraHuzanusi JOJDKHA YCTaHOBHUTH, YTO AKTHUBHBIC BEIIECCTBA,
IpernapaTsl WIM COOTBETCTBYIOIIME XMMHUYECKHE BELIECTBA HE SBISIOTCA YCTONYMBBIMU,
ounoakkymyiaupyembiMu U TokcudHbIMH (YBT). IlpenapaTsl, KOTOpbIE MpPEBBIMIAIOT BCE ITH
Kputepun (yCTONYMBOCTh, OMOAKKyMYJISIIMSL U TOKCUYHOCTH), yKa3aHHbIE B TaOJuIE, HUXKE,
paccmaTtpuBaroTcs B kauectBe YBT.

Tabauua 1 Kpurepuu nnsa onpenenenusa YbT Bemect

Kpurepnii Kpurepuu YBT

YcroiunBOCTh Bpewms oy xu3Hu:

> 60 gHel B MOPCKOM BOJIE, WU

> 40 mHel B IpecHO BoAe,™ wH

> 180 nHeW B MOPCKUX OcaaKax, WU

> 120 gHEH B MPECHOBOIHBIX OCaJKax ™

buoakkymynsnus KBK > 2000 unu
LOgPOKTaHon/BOJ:@ 23
ToxcuaHOCTH Xponmaeckas mpu NOEC < 0,01 mr/n

*  Jna yeneii oyeHKu pucka 01 MOPCKOU cpedbl OAHHbIE O BPEMEHU NOTYIHCUZHU
8 NPeCHOU 800€ U NPECHOBOOHBIX 0CAOKAX MO2Ym ObiMb 3aMeHelbl OAHHbIMU,
HONYYEHHIMU 8 MOPCKUX YCTIOBUSIX.

6.4.2 OpraHuzanus J0JDKHA ONPEAENuTh OOILIyI0 NPUEMIIEMOCTh PHUCKA, KOTOPBIA MOXET
NPE/ICTABIIATH IPETapaT v €ro UCIIOIb30BaHue IS yIIpaBieHus OayutacTHRIMU Bogamu. OHa T0JDKHA
BBINOJIHUTB 3TO ITyTEM CPaBHEHMS ITPEJOCTABICHHOM HH(OopMaliy U BeINOIHEHHOH olleHKH YBT, a
TaKXe CTOKOB C YYE€TOM HAayYHOT'O 3HAHUS aKTHBHBIX BEIIECTB, PEMAPaTOB U COOTBETCTBYIOLINX
XUMHAYecknx BemiecTB. OIEHKa pHCKAa JOJDKHA YYHTHIBATH C KAYECTBEHHOW TOYKH 3PEHUS
KyMYJIATUBHOE BO3JICHCTBHE, KOTOPOE MOKET IPONUCXOIUTh BCIIEJCTBUE XapaKTepa Cy10X0ACTBA U
MOPTOBBIX OTEPAIHH.

6.4.3 OueHka pUCKa J0JKHA YUUTBIBATh HEONPEECIEHHOCTH, CBA3AHHBIE C IPUMEHEHUEM IS
0J100peHMs, U, COOTBETCTBEHHO, IPEIOCTABIATh PEKOMEHJAIMM O TOM, KaKUM 00pa3oM 3TH
HEOIPEICIEHHOCTH MOTYT OBITh YCTPaHEHBI.

6.4.4 B kauecTBe YacTU MPOIEIYpPHl OLEHKA PUCKOB I CUCTEM YIpaBlIeHUs OaiacTHBIMU
BOJIAMH 3asBUTEJh JJOJDKCH NPeocTaBUTh JJokymeHT o crienapuu Beiopocos ([ICB). JICB nomxen
OCHOBBIBAThCSI Ha HamOoJiee HEOJIAroNmpUsTHOM BapHWaHTE CICHApUs cOpoca U JOJDKCH
paccMaTpuBaTbCs Kak IMepBasi CTaus MOATAITHOTO Moaxoa K paspaborke nonnoro JICB, korma
MOSIBSITCS B PACTIOPSKEHUU TOTIOTHUTEIbHBIC TaHHBIE O TOTEHIIMATBHBIX COPOCAX U TEXHOIOTUSAX.

7 PEI'YJIMPOBAHUE HMCIIOJIB30BAHUSA AKTHUBHBIX BEIIECTB H
ITPEITAPATOB

71 OOpamenne ¢ aKTHBHBIMH BelleCTBAMH U NpenapaTaMmu

7.1.1 TlpennoxxeHnune 00 OAOOpPEHHM AKTHUBHBIX BEIIECTB M IPEMapaToB JOHKHO BKIIIOYATH
uH(popMaIrio 00 UX MpEArnoIaraeéMoM HCIOIb30BaHUHM U MpUMeHeHUU. KolnyecTBO aKTHBHBIX
BCIICCTB U HpGHapaTOB, I[06aBJI$ICMBIX K GaHHaCTHLIM BOJaM, U MaKCHMaJIbHas ,Z[OHyCTI/IMaSI
KOHHGHTpaIII/ISI AKTHUBHBIX BECUIICCTB B HUX JOJIKHA OIINCHIBATHCS B I/IHCTPYKHI/IHX, HpCI[OCT&BH?ICMBIX
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m3rorouTeaeM. Cucrema JOJI2KHa O6€CH€‘-II/IB3.TI>, 9TOOBI MaKCHMAaJIbHas J03a 1 MaKCUMaJIbHO
A0IYCTHMAsA KOHICHTPAUA B CTOKE HUKOIJa HE MPCBLIIIAINUCE.

7.1.2 JlomkHa OBITH TMpOBEACHA OICHKA, YTOOBI YOeauThCs B O€30MacHOM OOpalIeHHH C
XHUMHUYECKHMH BEIIECTBAMH, UCIIOJIb3YEMBIMU I 00paO0TKH 0aNTACTHBIX BOJ, U UX XPAHCHUH Ha
CyJIHE, B35B 32 OCHOBY CYIIIECTBYIOIIIE KOHBEHIINU, KOJACKCHI U pykoBoacTBa UMO.

7.2 JoxkyMeHTalnusi ¥ MAPKUPOBKA ONACHOCTEH

7.2.1 IlpennoxkeHue MOMKHO BKIOuYaTh, ecnu Tpedyercs, JIAB(M). B JIJIB(M) momxkHsl
OMKCHIBATHCS HAJUJICKAIEe XPaHCHHWE W OOpalleHHe, a TaKXKe IOCICACTBUS JACTpajaluu |
XUMHYECKOH aKTUBHOCTH BO BpEeMs XpaHEHHUS, W OH JOJDKCH BKIIFOYATHCS B HWHCTPYKIIUH,
MPEIOCTABIISIEMbIC U3TOTOBUTEIIEM.

7.2.2  NoxymeHnranus 06 onacHocTax uiu JIJIB(M) nomkHbl cooTBeTcTBOBaTH COTrNIaCOBAaHHOM HA
rJ100aTFHOM YPOBHE cCUCTEME Kitaccupukanuu u MapkupoBku xumudeckux BemiecTs (CI'C) OOH, a
TaKke coorBeTcTBYIomMM npaBmwiam UMO (manpumep, MKMIIOI') u pykoBoacTBaM (Hampumep,
nponenype ouneHku omnacHoctei 'ECAMII). Ecau 3Tu pekuMbl HEMPUMEHWUMBI, TOJDKHBI
MIPUMEHATHCSI COOTBETCTBYIOIINE HALIMOHATIBHBIE HJIM PETHOHATIBHBIE PEKUMBI.

7.3 IIpoueaypsl U HCNOIb30BaHUE

7.3.1 JlomxHBI pa3pabaThIBaThCS U MPEIOCTABISITHCS MOAPOOHBIC MPOIIEAYPHI M HHPOPMAIIHS O
0e30MacHOM NMPUMEHEHUH aKTUBHBIX BEIIECTB M MPEmapaToB Ha CyAHE, MPUHUMAs BO BHUMaHHE
CYILIECTBYIOIINE KOHBEHIIUHU, KOACKCHI U pykoBoacTBa IMO. Tlportierypbl JOIKHBI COOTBETCTBOBATh
TaKUM YCJIOBHUAM OI[O6pCHI/I$I, KaK MaKCHUMaJIbHasg OOIYyCTHUMasi KOHLUCHTPAUUsd U MaKCHUMaJIbHasA
KOHIIEHTPALUs B CTOKE.

8 OJOBPEHUE
8.1 OcHoBHOe 0100peHune

8.1.1 Opranunzamus u ee TexHuyeckas rpyImnmna, COOTBETCTBYIOIIME KOMIIETEHTHbIE OPraHbl U
YYEHBIE, BBITIOTHSIONINE HOPMATHBHYIO OIICHKY, €CITH TAKOBBIE MMEIOTCS, JOJKHBI 00paIaThes co
BCEMH JIaHHBIMH, MIPECTABIISIOIIMMHU COOCTBEHHOCTD, KaK C KOH(pHUACHIIUATLHBIMU. OHAKO CO BCEH
nH(popMalen, OTHOCSIICHCS K O€30MacHOCTH W 3alllUTe OKPYXKAIoMmeH Cpeapl, BKIIOYas
bu3nyecKrne/XMMIUYECKHE CBOMCTBA, TpaHC(hOpPMAIIMI0O B OKPY’KaIOILIEH cpele M TOKCHYHOCTD,
cienyet oopamarbes Kak ¢ HeKOH(DUISHITMATLHOM.

8.1.2 BreimonHseMas nmpoueaypa:

1 W3rotoBuTtenb [OMKEH OLEHUTh aKTUBHbIE BEIIECTBA WM IMpernapaThl U
MOTEHIUATBHBIA CTOK B COOTBETCTBHH C KPUTEPHUSIMHU OJ0OpEHUs, YKa3aHHBIMU B
HACTOSIIEH IPOLEAypE.

2 HO 3aBepHICHI/II/I 9TOI'0 U3IrOTOBUTCJIb JOJIZKEH MMOATOTOBUTH SaﬂBKy Ha aKTHUBHBIC
BEIIECTBA U ITPEIapaThl ¥ IPEJCTABUTh €€ COOTBETCTRYIOMIEMY WieHy OpraHu3alivH.
3asiBKa [JOJDKHA TOJaBaThCS TOJBKO TOT/AA, KOT/Aa CHCTEMa yMpaBlICHUS
GaﬂﬂaCTHbIMI/I BOJaMHU, AKTHUBHOC BCIICCTBO NnIn HpenapaT JOCTATOYHO
pa3paboTaHbl, yCOBEPILIEHCTBOBAHBI M MCITBITAHBI /17151 00€CTICUEeHNST HATMYHS TIOTTHBIX
JAHHBIX, HEOOXOAMMBIX JJIsI OCHOBHOTO OJIO0PEHHS.
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3 [Tomy4nB yIOBIETBOPSIONIYIO TPEOOBAHUSAM 3asBKY, A TMUHUCTPAIUS KaK MOKHO
CKOpee JAO0JDKHA Mpe1okuTh Opranusaiuu o100peHue.
4 Unensl Opranu3aiuy MOTYT IIpejiaraTh 0JI00peHHE.
5 Opranuzaius J0HKHA OOBSBUTH U YCTAaHOBUTH BPEMEHHBIE PaMKU JI OICHKU
AKTUBHBIX BEIIECTB U MPETapaTOB.
.6 Croponbl, wiensl Opranuzanuu, Opranuzanus OO0beauHeHHBIX Hammit u ee

CHCLMAIM3APOBAHHBIE  YUPEXKICHUSA, MEXIPABUTEIbCTBCHHBIE OpraHU3aluy,
3aKmounBIIMEe  coryameHus ¢ OpraHuzanued, W HENPAaBUTEIbCTBEHHBIE
OpraHM3aly, HMMEIOIIUE KOHCYJIbTAaTUBHBIM cTaryc B OpraHuzanuu, MOTYT
MIPEICTaBIATh MHPOPMAIINIO, UMEIOIYI0 OTHOIIEHHUE K OIICHKE.

7 Opranusanus J0JDKHA yIpeaUTh TeXHUYECKYIO TPYIILY B COOTBETCTBUHU CO CBOUMHU
NpaBUWJIaMH TPOLEAYPbl U 00ECHEeYUTh, YTOOBI C JaHHBIMH, NPEICTABISIONIMMU
COOCTBEHHOCTH, 0OpaIlaIich Kak ¢ KOH(PpUICHIINATbHBIMH.

8 TexHuyeckas rpymnmna JoJKHA IPOBECTU 0030p BCEOOBEMIIIOLIETO MPEIIOKEHUS
BMECTE C JIOOBIMM IPEACTaBICHHBIMU JIONOJIHUTEIbHBIMU JAHHBIMU M COOOLIUTH
Opranusanyy, IpoAEMOHCTPUPOBAHA JIU B PEAIOKEHUN BEPOSTHOCTD UPE3MEPHOTO
pHUCKa Ul OKPY’KaloLEN Cpeibl, 310pOBbs UEIOBEKA, NUMYIIECTBA UIIU PECYPCOB B
COOTBETCTBUH C KPUTEPUSIMH, YKA3aHHBIMH B HACTOSIIEN ITPOLIEAYpE.

9 Joxnan TexHU4YeCKO# rpynimbl JOJKEH OBITh COCTABJICH B MUCbMEHHOU (popme u
pazocnan CtopoHam, uneHam Opranuzarmu, Opranuzanuu OoweanHeHHbIX Harmii u
€C CIICHHUAIIN3UPOBAHHBIM YUPCKACHUAM, MCKIIPABUTCIILCTBCHHBIM OpPraHru3anuiaM,
3aKJIIOYUBIIIUM  COINIallICHUA C OpraHmauHeﬁ, U HCIPABUTCIILCTBCHHBIM
OpraHu3alysIM, UMEIOIUM KOHCYJIbTaTUBHBIN cTaTyc B OpraHusaliu, nepes ero
pPaccMOTpPEHHEM KOMIIETEHTHBIM KOMUTETOM.

.10 Komwurer Opranuzauuu AOJDKEH PEIINTh, CIEAYET JIM OJ00pATh MpeIIoKEeHHe,
BHOCHTD B HETO KaKUe-TM00 N3MEHEHMSI, €CITM 3TO YMECTHO, IPUHUMAs BO BHUMAHUE
JokJa] TeXHUYECKOM TPyIIIbI.

A1 Unen OpraHu3anuy, IpeICTaBUBIINI €l 3asBJICHUE, JOJKEH B MMCbMEHHOM BHJIE
uHQOPMUPOBATh  3asABUTENST O  PEHICHWH, TPUHATOM B  OTHOIICHUU
COOTBETCTBYIOIIETO AaKTUBHOTO BEIIECTBA WJIM TMpernapata W cmocoda ux
MPUMEHEHUS.

.12 AxTuBHBIE BelIeCTBAa WU TMpenaparhl, MOIydYalolue OCHOBHOE OJ00peHHe
Opranuzanuu, MOTYT UCTIOIB30BATHCS ISl UCTIBITAHHUA MPOTOTUIIA WM UCTIBITAHUNA
JUTS1 010OPEHHS THITA HA OCHOBE PYKOBOJICTB, paspaboTanubsix Opranusareii . [Tpn
YCJIOBUH OLIEHKH 110 CPaBHEHHUIO C KPUTEPUSAMHU, pa3padoTaHHbIMU OpraHusanmei,
aKTUBHOE BEIIECTBO WM Tpenapar MOTYT HCHOJIb30BaThCS ISl UCHBITAHUN

MMpOTOTHUIIA U HUCITLITAaHHUH JIIsL OI[OGpGHI/IH THUIIA C OCJIBIO OIIOGpeHI/IH Pa3INIHBIX
CVYEB.

PykoBoaCTBO 110 IporpaMMam 0Z00pEHHs K KOHTPOJIIS TPOTOTHUITA TEXHOJIOTHUH 00paboTKH OamtacTHEIX Bog (P10)
n PykoBoncTBO 110 07100peHuIo cucTeM yIpaBieHus OamnacTHbIMU Bogamu (P8).
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13 3asBUTENb, KENAIOMIUNA BOCIOJIB30BAaThCSI OCHOBHBIM OJ00pEHHEM aKTUBHOTO
BELIECTBA WX NIpenapara, J0KEeH BKIIOUUTD B CBOIO 3a51BKY ITIMCbMEHHOE COTJIacUe
3asBUTEIISA, AaKTUBHOMY BEILECTBY WMJIM MpernapaTy KOTOPOro ObUIO IPEA0CTaBICHO
NepBOHAYAIIbHOE OCHOBHOE OJJOOpEHHE.

8.2 OxoHuaTesibHOE 0100peHue

8.2.1 B cootBercTBUU ¢ mpaBmwiioM D-3.2 cuctema ynpapiieHus1 0allTaCTHRIMH BOJIaMH, B KOTOPOH
UCIIONIB3YETCSl aKTHUBHOE BEIIECTBO WJIM Tpenapar s coOTBeTCTBUS KoHBeHIMU (KOTOpas
MOJIyYHJia OCHOBHOE 0JI00peHue), ToJbKHA ObITh 0100pena Opranuzanueit. Jinst 3Toil nenu wieH
Opranuzanuy, TpeCTaBISIONINN 3asBKY, JODKEH MPOBECTH UCTIBITAHUS ISl 0OOPEHNUs THIIA B
COOTBETCTBUH ¢ PyKOBOJCTBOM 10 0JIOOPEHHIO CHCTEM YTpaBlieHUs OamacTHIMHU Bogamu (P8).
PesynbpTarel JOMKHBI OBITH cOOOIIEHB Opranu3ainuu st TOATBEPKIACHHS TOTO, YTO OCTaTOYHAS
TOKCUYHOCTb CTOKA COOTBETCTBYET OLIEHKE, BHITIOJIHEHHOM JJ1s1 OCHOBHOT'O 0100peHus. Pesynpratom
3TOTO SIBUTCS OKOHYATENFHOE OJO00OpEHHE CHUCTEMBbI YIpaBJICHUS OaIaCTHBIMH BOJAMH B
COOTBETCTBUU C TpaBWwioM D-3.2. AKTHBHBIE BENIECTBA WJIM Mpenaparbl, KOTOPbIC MOJIYYUIIN
OCHOBHOE 0f00peHrne OpraHu3aluu, MOTYT HCIOJB30BATHCS JJISl OLIGHKH CHUCTEM YIpaBICHUS
0aJTaCTHBIMH BOJIaMH, B KOTOPBIX UCIONB3YIOTCS aKTUBHBIE BEIIECTBA HIIU MIPEMapaThl, C IENbI0
OKOHYATEJIbHOTO OJJ00PEHHUS.

8.2.2 Heo0x0aMMO OTMETHTB, UTO U3 PE3YJIHTATOB HA3EMHBIX UCITBITAHUIA COTJIACHO PyKOBOICTBY
(P8) B mpemyoxkeHnne 06 OkOHUATENLHOM 0JJ00peHnH B cOOTBeTcTBUHU ¢ PykoBoncTBoM (P9) cnenyer
BKJIIOUYATh TOJIBKO PE3yJIbTAThI UCIIBITAHUI HAa OCTaTOYHYIO0 TOKCHYHOCTh. Bee Ipyrue uenbITanus
cornacHo PykoBoxactBy (P8) momnexar onieHke M BHUMaHUIO AJIMUHUCTpAMK. XOTs OCHOBHOE
onoopenune coraacHo [Iponenype (P9) He 10KHO OBITH TPEABAPUTEIILHBIM YCIIOBUEM UCTIBITAHUA
1T 00OpEHUS TUTIA, A IMUHUCTPAIUS MOXKET PETYJIMPOBATh COPOCHI CO CBOUX CYOB B Mpeenax
cBoell ropucaukiu. OcHOBHOE 0of00peHHe OyneT Mo-TpeXHeMy TpeOoBaThCs, U KOHKpETHas
TEXHOJIOTHS HE MOJYKET HCITOJIb30BAThCA Ha CyAaX, HAXOJSAIIMXCS TOJ FOPUCIUKIIUEH JPyroro
rocyapcTBa, 6€3 OCHOBHOTO OJ00pEHHUSI.

8.2.3 CrnenmyeT OTMETHTD, YTO KaK TOJILKO CUCTEMA MOIYYUT OKOHYATENIbHOE O00pEHHUE COTTIACHO
Hacrosuei [Ipouenype, COOTBETCTBYIOLINN 3asIBUTEIIb HE TOJKEH PETPOCIIEKTUBHO MPEACTABIISATH
HOBBIC JIaHHBIC, €CTM B METOMOJIOTHIO BHOCHUTCS KaKoe-THOO W3MEHEHHWE, COTIACOBAHHOE
Opranuzanuen.

8.3 YBenomiienne 00 0100peHUn

8.3.1 Opranu3zanus 10JKHA 3apETUCTPUPOBATH OCHOBHOE M OKOHYATEIHLHOE 000pEHNE aKTUBHBIX
BEIIIECTB M MPENapaToB H CHCTEMBI YIIPABIICHHS OaJUIACTHBIMH BOJIaMH, B KOTOPBIX UCIIOJIB3YIOTCS
aKTHBHBIC BEIIECTBA, M OJMH pa3 B TOJ PacChulaTh MEPEYCHb, BKIIIOYAIOIIUN CIICIYIOIIYIO
MHPOPMALIHIO:

® Ha3BaHWE CHCTEMBl YIPaBICHHWS OaUIACTHBIMH BOJAMH, B KOTOPOM
UCTIOJIB3YIOTCSl aKTHBHBIC BEIICCTBA U MPEMaparhl,

e jara ogoOpeHus;

® HA3BaHUE M3TOTOBUTEIS; U
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e 100BIC apyTrHUe crienuduKanum, eciam Heo0X0IUMO.
8.4 N3menenus

8.4.1 MH3roroBuTENH NOHKHBI COOOIIATH O JIOOBIX N3MEHEHHUAX HAa3BaHUMN, BKIIIOUAsi TOPTOBOE U
TEXHUYECKOE HaMEHOBAaHHE, COCTaBa WJIM MCIOJIb30BAaHUS aKTHBHBIX BELIECTB M MPENapaToB B
cucTeMax ynpasJieHHs OalslaCTHBIMU BoJaMH, o100peHHbIX Opranuzanueii, uieny Opranuszanuu.
Unen Opranuszanuu A0KeH HHGopMupoBaTh OpraHu3aluo COOTBETCTBEHHO.

8.4.2 H3roroBuUTENH, HAMEPEBAIOIIMECS CYIIECTBEHHO M3MEHUTh KaKyIO-IMOO 4acTh CHCTEMBI
yIpaBlieHUs OaJIaCTHBIMU BOIaMU, KOTOpast Obl1a 0jjo00peHa Opranuzaiueil, Uiy UCoIb3yeMbIe B
HEHl aKTUBHBIE BEIIECTBA U IIPENapaThl, JOJIKHBI IPEICTaBUTh HOBYIO 3asBKY.

8.5 OT1meHna o100peHust
8.5.1 Opranuzaiust MOKET OTMEHHUTBH JI000€ 0J00peHre B CASAYIOMINX 00CTOATENbCTBAX:

N €CJIM aKTUBHBIC BCUICCTBA U IPCHapaThbl UJIK CUCTEMA YIIPABJICHUA 0anIacTHREIMHA
BOJaMH, B KOTOpOﬁ HCIOJIB3YHOTCA aKTUBHBIC BCIICCTBA, Ooiee He COOTBCTCTBYCT
TpGGOBaHI/IHM BCJICACTBHUC IOIMPABOK K KOHBCHL[I/II/I;

2 €cJId JH00ble JaHHbIE WM MPOTOKOJIbI UCTIBITAHUN CYIIECTBEHHO OTIMYAIOTCA OT
JAHHBIX, UMEBILUX CUIIy BO BpeMs OJJOOPEHNS, U CUUTAIOTCS HE yIOBIETBOPSIOILUMHU
YCIOBHUSAM 0J100pEHNS;

3 ecnu wieH OpraHu3anuy OT UMEHH N3TOTOBHUTEIS HAPaBIISIET MPOCh0y 00 OTMEHE
0J100peHus;
4 ecnu 000 uneH OpraHu3anuu WM HaOJIOAaTeNlb MPOJEMOHCTPUPYET, UYTO

0JI00peHHas cucTeMa yIpaBJeHus 0auIaCTHBIMU BOJIaMH, B KOTOPOH HCIIONb3YIOTCS
AKTHBHBIC BEILECTBA UJIU MPEINAPAThI, IPUYUHAET YPE3MEPHBIN BPE OKPYKAOLIEH
cpene, 310pOBbIO YEJIOBEKA, UMYILECTBY MIIM PECYPCAM.
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JlodaBieHnue

Cucrema o100peHHs1 AKTHBHOI0 BellleCTBA MJIH Npenapara H CHCTeM YIpaBJIeHHUs

0a/JIaCTHBIMH BOJaMHU, B KOT

1. OCHOBHOE OQOGEPEHME

OPBIX UCHTOJIB3YHOTCHA aKTUBHBIC BeIlIECTBA

Komruiekt 1aHHBIX
JlanHbIe 00
HCIIBITAHUH CTOKA
Bpewmst cOpoca
Ut n.

Request for
additional
data set

»
>

N3roroBurenn

HeoOxomumbel  TOMBKO — JabopaTopHBIE  JTaHHBIC,
MOJIyYCHHbIC HAa MAacIITaOHOW MOJENH, U BpeMs
cOpoca MPOTHO3UPYETCS MO YMPOIIEHHOW MOJETH C
paz0aBiieHHEM

+ IIpencraButh

I Unen Opranuzanuu I

y llpencraButh 3asBKy

MoryT ObITh NpEeACTaBICHbI JTaHHBIE
13 CYILIECTBYIOIIEH PErUCTPALN

I Opranuzanus I
v

OueHUTh JaHHBIE KaK
KOH(UIEHINATLHBIC

TexHuueckas rpynmna

MO

3

XapakTepucTuKa U aHaJlu3 pUCcKa
OcHoBHOe 07100peHne OpraHu3anuen u
MpeJICTaBICHUE €1 T0KJIa1a

I Opranmsanus (K3MC) I

Opranmzanus  pacceiiaer CTOpoHaM — IEpedeHb
0JI0OPEHHBIX AKTUBHBIX BEILECTB

I Unen Opranuzanuu I

2. OKOHYATENBbHOE OAOBPEHME

C ucnob30BaHUEM aKTUBHEIX BCHICCTB, KOTOPHIC MOJTYIUIN
OCHOBHOC OI[O6pCHI/Ie

I N3roroBureinn I

KoMIuteKkT naHHbIX
Jlanubie 00
UCIBITAHHU CTOKA
Bpewmst copoca

v

HcnpiTanue cToka ¢ yueToM Bcel
CHCTEMBI Ha UCTIBITATEIIHHON

OnobOpenue Tuna B COOTBETCTBHHM C HAJISKALUM
pyxoBoactsom MO

y

[Ipockba o
npeocTaBIe-
HUH JOTIOJHU-
TEIBHOTO
KOMILIEKTa
TaHHBIX

L_

+I Unen Opranuzanuu I

X

Opraunuzanus I

HOI[TBep)KI[eHI/Ie OCTaTOYHOUN TOKCUYHOCTHU
C6pOI_HeHHLIX 0aJIJIaCTHBIX BOJI C OLICHKOM B paMKax
OCHOBHOI'O 0HO6p€HI/I${

TexHUYecKasi rpynmna

MO

3

OnoOpeHne cucTeMbl YIpaBlieHUs 0aTaCTHBIMU
BOJIaMH, B KOTOPBIX UCTIOJIB3YIOTCSI aKTHBHBIC
BEIIEeCTBA

I Opranuzanus (K3MC) I

Ony6snkoBaHKue nepevHs 0100peHui

Unen Opranuzaiuu I
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