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.2. TUI'UEHA, TOKCHUKOJIOI' A, CAHUTAPUA

HayuyHoe 060cHOBaHME A0NYCTHMBIX YPOBHEH
COACPKAHUA KOHTAMHHAHTOB XHMHYECKON NPUPOAbI H
NUIIEBbIX 100aBOK B NMUIIEBLIX NPOAYKTAX

MeToaudecKHe YKA3anuan
MY 1.2.2961—11

I. O6nacTe NpHMeHEHHS

1.1. Hacrosmuye MeToanueckne yKa3aHua YCTAHABIMBAKOT NPHHLUTNBL K
HaYYHOMY OOOCHOBAHKK BENHYMH AONYCTHUMBIX YPOBHEH copgpxanus (aa-
nee — J1Y) KOHTAMUHAHTOB XHMHYECKOH TIPUPOAKI (338 HCKIHOYCHUEM TIECTH-
IIHOOB), B T. 4. OCTAaTOYHBIX KOJAHUYECTB BETEPHHAPHBIX JIEKAPCTBEHHBIX IIpe-
NapaTtoB ¢ aHTUMHUKPOOHLIM ACHCTBUEM, H NUILEBLIX J00ABOK B [IPOIOBOJb-
CTBEHHOM CBIPbE M MULIEBBIX NMPOAYKTAX.

1.2. Metoanueckue ykazauyd NMpeaHa3HaYeHbl A4 CHEHHAJIMCTOB Opra-
HOB W OpraHusaumi PenepaibHON CNY3»Obl 1O HAA30py B cepe 3alMTHI
npas norpedburenelt u 6Jarononyyus 4eaoBeka, d TaKKe Hay4dHO-UCCAE 0Ba-
TEAbCKUX OpPraHu3auMid rUrieHd4ecKoro npoguns, akKkpeanTOBAHHBIX B yC-
TAHOBJICHHOM MOPAAKE Ha NpoeeseHne padbot no pa3paboTke rHrHEHHYECKUX
HOPMATHBOB COICPXAHUA KOHTAMHHAHTOB XMMHMHYECKOH NPUPOABI M TULLE-
BBIX JIOOABOK B IMMILEBbIX MPOAYKTAX.

[.3. MeToanyeckue ykKazaHus pa3paboTaHbl ¢ LENBK OCYLUECTBICHUA
MEPONPHUATHH, HanpaBleHHEIX Ha OXpaHy 3J0POBbS HACCIECHHMA OT BO3MOX-
HOr0 HEONAronpUATHOrO BO3ACHCTBHS KOHTAMUMHAHTOB XHMHYECKOU TPHUPO-
Abl U HOPMHUPYEMBIX NMHUUICBLIX 100ABOK B MPOXOBOJABCTBEHHOM ChIPEE H ITH-
[1IEBBIX NPOJAYKTaX.
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1.4. Hayunoe 000CHOBaHHME JOITYCTUMBIX YPOBHEH HOBBIX XHMHUYECKHX
BCLLECTB, B T. Y. MUUIEBLIX A00ABOK, BETEPUHAPHBIX JIEKAPCTBEHHbIX MpErna-
PaTOB ¢ AHTUMHUKPOOHBIM ASHCTBUEM, NPOAYKUHH HAHOTEXHOJOTHM, NIPOBO-

JINTCA Ha 3Tane UX perucTpauuu.

II. HopmaTtHBHbIe CCBLIKH

1. Penecpanbbil 3akoH OT 30.03.1999 Ne 52-O3 «(O canuTapHO-
IMUACMHOJOTMYECKOM 01aronoy4yHyd HacelaeHUAY .
2. enepanbhbif 3akoH OT 02.01.2000 Ne 29-P3 «O kauecrse u He3o0-

NacCHOCTH MHUIUEBBIX NIPOAYKTOB).
3. QenepanbHbld 3akoH o1 27.12.2002 Ne 184-P3 «O TeXHHUYECKOM pe-

[YJIMPOBAHUHY.
4. 3akoH Poccuiickoi ®egepaund ot 07.02.1992 Ne 2300-1 «O 3aumure

fipaB noTpeduTeIe».

5. ®eaepanbublii 3akod  Poccuiickor deaepanuu ot 12.04.2010
Ne 61-03 «O06 oOpalleHHH eKapCTBEHHBIX CPEACTBY.

6. 3akoH Poccunickon Peaepaunu or 14.05.1993 Ne 4979-1 «O Berepu-
HaApHW.

7. Iloctanoenenne llpasurenscrsa Poccumckon degepauun  OT
28.09.2009 Ne 761 «Q06 obecriedeHM TapMOHH3ALMU POCCUMCKHUX CAHMTAp-
HO-3MMAEMHOJIOTHYECKHX TpeOOBaHHUH, BETCPUHAPHO-CAHUTAPHBIX H dHTOCA-
HUTAPHBIX MEP C MEXAYHAPOIAHBIMU CTaHAApPTAMUY.

8. «EauMHBlE CAHUTAPHO-3NHAEMHOJIOIMYECKHE U THTHEHHYECKHE TpeDO-
BAHMSA K TOBApaM, MOANCKALMM CABUTAPHO-MMACMHOJIOrHUYECKOMY HAA30pPY
(KOHTPOJIIO)», YTBEpkIACHHBIC Peniendem Komuccnu TaMOXEHHOro Cor3a oT
28.05.2010 No 299,

9. Ilpukasz MunucrepcTBa ceabCKoro xossincrasa Poccniickon ®enepa-
timn oT 01.04.2005 Ne 48 «O6 yrBepxaeHun HIpaBui rocy1apCcTBEHHOH Peru-
CTPaLlHM JIEKAPCTBEHHBIX CPEACTB AJIA ’KHUBOTHBIX U KOPMOBBIX J1003BOKY.

10. IIpuka3 MunucrepcTBa celibCKOro xXo3sicrea Poccuiickoin Penepa-
nyK oT 08.08.2006 Ne 222 «O BHECEHMH U3MEHEHMH W JOMNOJHEHUN B IIPHUKA3
Muncensxo3a Poccun ot | anpens 2005 r. Ne 48».

11. CanlluH 2.3.2.1078——01 «I'urnenudeckue tpedoBanus He3onacHo-
CTH W MHUICBOXA LEHHOCTH NMUIIEBBIX NPOAYKTOB. CaHUTApPHO-3HAEMHOJIOT 1~
YECKHE NIPABHJIA U HOPMBI».

12. P 2.1.10.1920—04 «PyKOBOACTBO IO OLEHKE PHCKa jJif 3JI0POBb
HAcEIICHHA MPHU BO3ACHCTBHM XUMMYECKHMX BELIECTB, 3arpA3HAIOLIMX OKPY-
KAIOLLYIO Cpeay».

13. MY 2.3.7.2519—09 «OnpeaeneHue 3KCIO3ULHH U OLIEHKA PHCKA BO3-
ACHCTBUA XUMHYECKHX KOHTAaMHHAHTOB NHIIEBLIX NPOAYKTOB Ha HacelleHHeD.
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14. MY  2.3.7.2125——06 «CoumnanbHo-rUrHeHUUECKH MOHHTOPUHT.
KoHTaMHUHauus OPOAOBOJBCTBEHHOIO CHIPbA U MHIIEBBIX NPOAYKTOB XWUMH-
yeCKUMH BelecTBaMu. COop, 06padoTka M aHaIu3 nokasaTeaeHy.

5. Meroanyeckue yka3aHus 10O NOPSAKY U NEPHOIHYHOCTH KOHTPOJIA
32 COJICPKAHUEM UYXXECPOIHBIX BEILUECCTB B IHINEBBIX NPOAYKTAX W NPOJO-
BOJIbCTBEHHOM ChHIPLE YUPECIKIACHUAMM CaHAINMACayxk0w1, Ne 5175-90.

16. «IIpyHUHIIB 4 METOABI OLIEHKH TOKCHYHOCTH XUMHUYECKHUX BELLECTB.
Hacte 1». I'urMeHuyeckre KpUTEpUM COCTOAHHA OKpYXawllue#h cpeasl, O.
BO3, )Xenena, 1981.

1 7. « IpHLAIBI OLIEHKH O€30MaCHOCTH MULIEBBIX N00ABOK M KOHTAMM-
HAaHTOB B UPOAYKTaX MUTaHUA». [ HrMEHHUYECKUE KPUTEPHUH COCTOSIHUA OKPY-
xkarowieit cpeanl, 70. BO3, Xenesa, 1991.

18. «OueHKa pUCKOB UIS OPraHM3Ma 4YesIoBeKa, CO3AaBacMbIX XHMHYE-
CKUMH BeulecrBamu: O0OOCHOBAHHE OPHEHTHPOBOYHBIX BEJHYMH IS YCTa-
HOBJICHUA NPEACABHO JONYCTUMBIX YPOBHEH 2KCHO3ZMUHH MO MOKA3aTe/IsfaM
BIMSAHHA Ha COCTOSIHUE 3AOPOBbsI». I HTHEHMYECKHE KPUTCPUM COCTOSHUA
okpysxarouiei cpeast, 170. BO3, Xenena, 1995.

19. CODEX STAN 192-1995 General Standard for Food Additives.

20. CODEX STAN 193-1995 General Standard for Contaminants and
Toxins in Food and Feed.

21. European Parliament and Council Directive 94/35/EC of 30 June
1994 on sweeteners for use in foodstuffs.

22. European Parliament and Council Directive 94/36/EEC of 30 June
1994 on colours for use in foodstuffs.

23. European Parhament and Council Directive No 95/2/EC of 20 Feb-
ruary 19935 on food additives other than colours and sweeteners.

24. Regulation (EC) Ne 1333/2008 of the European Parliament and of
the Council of 16 December 2008 on food additives.

25. Principles and methods for the risk assessment of chemicals 1n food.
(Environmental health criteria, 240). FAO/WHO, 2009.

26. Reguiation (EC) Ne 178/2002 of the European parliament and of the
council of 28 January 2002 lain down the general principles of food law, es-
tablishing the European Food Safety Authonty and laying down procedures 1n
matters of food safety.

27. Commission Regulation (EC) Ne 1304/2003 of 11 July 2003 on the
procedure applied by European Food Safety Authority to requests for scien-
tific opinions referred to it.

28. Commuission Regulation (EC) Ne 1881/2006 of 19 December 2006
setting maximum levels for certain contaminants in foodstuffs.
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29. Regulation (EC) Ne 470/2009 of the European Parliament and of the
Council of 6 May 2009 laying down Community procedures ftor the estab-
lishment of residue limits of pharmacologically active substances in food-
stuffs of animal origin.

30. Commisston Regulation (EC) Ne 124/2009 of 10 February 2009 set-
ting maximum levels for the presence of coccidiostats or histomonostats in
food resulting from the unavoidable carry-over of these substances in non-
target feed.

31. Note for guidance on the risk analysis approach for residues of vet-
erinary medicinal products in food of animal ongin, EMEA/CVMP/187/00-
FINAL. 2000, CVMP. 8. European Medicines Agency (EMEA).

32. Commission Regulation (EU) Ne 37/2010 of 22 December 2009 on
pharmacologically active substances and their classification regarding maxi-
mum residue limits 1in foodstuffs of animal.

33. Guidelines for the design and implementation of national regulatory
food safety assurance programme associated with the use of veterinary drugs
in food producing animals. CAC/GL 71-2009.

34. Codex Alimentarius Commission. Maximum Residue Limits for
Veterinary Drugs in Foods. Updated as at the 32nd Session of the Codex
Alimentarius Commission (July 2009).

35. Working principles for risk analysis for food safety for application
by governments. CAC/GL 62-2007.

36. Studies to evaluate the safety of residues of veterinary drugs in hu-
man food.: General approach to establish a microbiological ADI.
CVMP/VICH/467/03-FINAL-corr. 2007, EMEA.

37. Komuccus Codex Alimentarius «PykoBOACTBO MO npoueaype», ABa-
aunaroe uszganue, CAO/BO3, 2011.

I11. IlpuBuMnbI H HANPABJIEHUS COBEPLUEHCTBOBAHHA
FMTHEHH4YECKOH perjjaMeHTaluu

3.1. OCHOBHBIMH MPHHLKIIAMH HAY4YHOr0 OGOCHOBAHUA periaMeHTALH
LOTTYCTUMBIX YPOBHEH COIEpKaHHSI KOHTAMUHAHTOB XHMHUYECKOH NpHPOAH U
HOPMHUPYEMBIX NULIEBEIX 400aBOK B IMPOAOBOJILCTBEHHOM CHIPHE H ITHHIEBHIX
NPOAYKTaX ABJISIOTCA:

¢ ICTAJIbHAA TOKCHKOJIONO-rMIHEHUYECKasi OLUCHKA KOHTAMHHAHTOB XH-
MHYECKOH NPHPOABI H THIIEBBIX A00ABOK C YYE€TOM MOTEHUHAUILHOIO H pe-
aJbHOTO PHCKAa WX BO3JNEHCTBHA HA OPraHM3M 4YeJIOBEKa, BKIIOYAS AHAJIH3
BO3MOMHOCTH Pa3BHTHUA Pa3JINYHBIX OTA&IEHHBIX IMOCJICACTBHUH IS 300POBbS
HaceneHud. [Ipn 000CHOBaHMH HOPMATHUBOB YYMTHIBAETCS CIICHM(PHKA TEXHO-
norndeckor 0O6pabotku (nepepabOTKK) NMPOAOBOIBCTBEHHOIO CHIPhS, (PHU3H-
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KO-XUMHUYECCKUE XAPAKTECPHUCTHKH KOHTAMHHAHTOB XHUMHMHYECKOH IIPHUPOJABL H
HOPMUPYEMBIX ITHIUEBBIX H00aBOK M BEPOATHOCTH HX XHUMHYECKHUX IIpeBpa-
LHICHHH B nepepabOTaHHON MUINECBOH NPOLAYKLMM; U1 BETCPUHAPHBIX JEKap-
CTBEHHBIX TIPENApaToB ¢ aHTHUMUKPOOHBIM AEUCTBHEM YUMTHIBACTCS TAKKE
Nepuo HX BbIBEACHHUs U3 Opranu3Ma MpoOAYKTHUBHbLIX XKUBOTHBIX,

® IOCTOSSHHOE COBEPIICHCTBOBAHUE METOLOJIOTHH I'MI'MEHUYECKOU PEr-
JTaMEHTaUH Ha OCHOBE OUEHKH BEPOATHOCTH BO3HHUKHOBCHHSA PHCKA BO3JACH-
CTBHA KOHTAMHMHAHTOB XMMHUYECKOH TPHPOAbI M MHUIIEBBIX /IO0ABOK Ha 3110-
POBLE HACEJICHHA C YUYETOM COBPEMEHHBIX NOCTHXEHUH B 001aCTH TOKCHKO-
JIOTUH, OMOXKUMUH U F'MIMeHbl TUTAHHS

o yuer J1¥Y, ycraHOBAEHHBIX Ha MEXAYHapoaHOM ypoBHe Komuccueh
Konexc Anumenrapuyc, Esponeiickum COBETOM, ¥ NPHHLMIOOB HAJICKAUICH
CECABCKOX035MCTBEHHOHU MMPAKTUKUY;

® HCIMONL30BAHUE METOAOJIONMHM OUECHKHU PUCKa JJIS 310POBbS HACEJIEHNS
NpH BO3AEHMCTBHH KOHTAMWHAHTOB XMMHUYECKOW MPHPOABI U IHIUEBLIX HO-
Hasok.

3.2. OueHka pucKa A/ 3A0pOBbA HACEJEHHsS INPU BO3NEHUCTBHH KOHTa-
MHHAHTOB XHMHWYECKOH MNpPUPOAbl ¥ TNMHUIEBBIX MA00ABOK OCHOBbLIBAETCS Ha
NPUHUKNAX OUEHKH NMOTEHUHUANLHON ¥ PEAIBHON OIMACHOCTH MPH HX CYMMap-
HOM NOCTYMJICHHH B OPraHW3M YENOBEKA C NMPONYKTAMM NHUTAHHA, BOAOH M
aTMOC(QEPHBIM BO3AYXOM, a I/Isi BETEPHHAPHbIX JIEKAPCTBEHHBIX IPENaparTos
C AHTUMHUKPOOHBLIM JAEUCTBHEM — fIPH UX MOCTYIAECHUH C PA3THYHBIMHA NULIE-
BbIMU MPOAYKTAMHU XKHBOTHOT'O NPOUCXOXKICHUA.

[Ipu ouieHKe pHCKa AeTaibHO aHANU3UPYHOTCH:

® PACAPOCTPAHEHHOCTh M COACPXKAHME KOHTAMHMHAHTOB XHUMHUYECKOM
FPUPOJBLL, MHLEEBLIX J00ABOK U MX META0OAUTOB B MPOAOBOJBCTBEHHOM Chi-
pbe, NUUIEBLIX NPOAYKTAX M 00BEKTAX OKPYHAKIIEH Cpearl, A4 BeTEpHHAP-
HBIX JIEKAPCTBEHHBIX NPENapaToB ¢ aHTUMHUKPOOHBIM NEHCTBUEM U MUX METa-
OOJIUTOB — pe3yibTaThl (PAKTHYECKOrO COACPIKAHMA B MHILCBOW TIPOAYKLUH
YKHUBOTHOI'O NPOUCXOKAEHHS C YYECTOM LEJIECBOIO NpeaAHa3HaAYSHUs Tipernapara,

® XYMHUECKAA CTPYKTYPA H PU3UKO-XUMHYECKHE XAPAKTEPHCTHKHU KOH-
TAMHHAHTOB XMMHYECKOH NPUPOABI U NULIEBBIX 100aBOK;

® MOICKYJIAPHO-OMOIOrHYECKHE XapaKTEPHCTHKH W B3aUMOJIEMCTBHE C
HHK, PHK, knetouHpiMu MeMOpaHaMH, DeNKaMu U T. 1.;

® MaTepHalibl TOKCHKOJOTHYECKHMX HUCCACAOBAHMM, BKIKOYASA OCTPYIO,
MOJOCTPYIO H XPOHMYECKYH) TOKCHUYHOCTh; OTAANICHHBIE 3Q(EeKThl BO3ACHCT-
BUA (TEpaTOr€HHOCTb, 3IMOPHOTOKCHYHOCTD, PENPOAYKTHBHAA TOKCUYHOCTS,
MYTareHHOCTh, KAHLEPOTECHHOCTE ); AJlLIEPréHHOCTh, HAKOIUICHHE B OpraHax u
TKaHAX; [IPOHMLIAEMOCTH OapbepOB OpraHu3Ma; HapylieHHe MHKpPOOHOUEHO3A
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KHIIEYHHKA, PU3HOJOTHYCCKUX U META00INYECKHX QYHKUHUN MHKPOQIIOPH! H
pa3BUTHE AHTHOHMOTHKOPE3UCTEHTHOCTH Y MHKPOOPraHHU3IMOB XKEIYyIOYHO-
KMIIIEYHOro Tpakta (4Jis BETEPUHAPHBIX JIEKAPCTBECHHBIX IPENapaToB ¢ aHTH-
MHKPOOHBIM JEUCTBHUEM); TOKCHKO- ¥ (hapMaKHHETHKAa; TOKCHKO- U ¢apMa-
AHHAMMKa (IpH HEOOXOAMMOCTH);

® JaHHLIC O BO3HMKHOBEHUH KYMYJIATHBHBIX W CHUHEPrHUEeCKHUX IPPEK-
TOB BO3JCHUCTBHA,

e ycTaHoBJIeHHbIE BeIMdHHbl NOAEL (MakcumanbHas HEOEeHCTBYIOILAS
no3a) u LOAEL (MuHuManbHag 21033, OpU KOTOpON Hal/Ir0JarTcs Hayalb-
HBIE€ TIOPOroOBbIE BpeiaHble 3MDEKTH) NIPH NEPOPANBHOM TIOCTYIUIEHHH B OD-
raHu3M MICKOHHTAMKX (KaK MUHMMYM 2 BHAOB KMBOTHEIX); IJIS BETEPH-
HApHBIX JIEKAPCTBCHHBIX NPENapaToB ¢ aHTUMHKPOOHBIM JCHCTBHEM — pe-
3ynbTathl 000cHOBaHusA JICJl, yCTaHOBJIEHHOrO Mo OAHOMY H3 TPEX THUIOB
BO3JCHCTBUA (TOKCUKOJIOTHYECKOMY, (PapMaKoJIOrMYECKOMY, aHTHMHKpPOO-
HOMY);

® pe3yJibTaThl UCCIEAOBAHUH METabONM3MA B OPraHM3ME MICKONMUTAIO-
LLIMX, OCHOBHbLIE MeTAaDOJIUTEI U X TOKCHYHOCTD.

® MCTO/Ibi OOHAPYXKEHUA, UACHTHPHKALIMA ¥ KOJMYECTBEHHOTO OIpEAC-
AICHUA KOHTaMHMHAHTOB XHUMHYECKOW NPHUPOABI, MHHIEBHIX A003BOK U HX ME-
TaDOJIKTOB, B T. 4. JUIA BETEPHHAPHBIX JICKAPCTBCHHBIX NPENAPATOB C AHTH-
MUKPOOHbIM JEHCTBHEM ~ MApKEPOB HX NPUCYTCTBUS;

® BIUSHUE COBPEMEHHBIX TEXHONOrUuM 00paboTky (nepepaboTku), xpa-
HEHHA Ha COJEpXXaHue, CTAaOMIBHOCTL U TPaHCHOPMAUHK KOHTAMHHAHTOB
XUMHYECKOH NPHPOAbl 1 NHILEBLIX 10OABOK B NMHLIEBLIX MTPOAYKTAX;

® JaHHBIE O MOTPEONCHHUN HACENCHHEM TUMUICBHIX NPOAYKTOB {CTPYKTY-
pa MUTaHUs HACENICHUA );

e fonycTumas cyrounas aoza ([UC/), naa ycnoBHO nepeHocMMoe Cy-
TouHoe moctyruieHue (YIICII), niu ycnoBHO nepeHOCHMOE HEAeNbHOE I0-
cryruieHue (YIIHID), nnu ycnosHO nepenocHMoe MECAYHOE MOCTYIIEHUE
(YIIMID);

® JAHHBIE ANMHAEMHOJOrHYECKHUX HAOMOACHHH COCTOAHMA 3I0POBbLI Ha-
ceNlIeHUs (MIpyU X HATTMYHH).

3.3. Oneska Harpy3kd KOHTaMHHaAHTAMH XHMHYECKOU NPHUPOABI ¥ MH-
HIeBBIMH N0OaBKaMM OCYLIECTBALETCA TYTEM OIPEACICHUS UX PAKTHYECKOTO
NOCTYIUVIEeHHs B oOpranu3Mm uesoseka B conocranenun ¢ JCH, YIICII,
YIIHIT unu YIIMII, a Taroke pacyetoM HEKARUEPOT€HHBIX U KaHLECPOTr€HHBIX

PUCKOB.
Hicxons M3 NpHMHUMNE THIHEHHYECKOFO HOPMHPOBAHUS, CYMMapHOE KO-
JTHYECTBO KOHTAMUHAHTOB XHMHYECKOW MPUPOABI M ITHIUEBLIX A00aBOK, KO-

TOPOE MOXKET NOCTYIMTL B OPTaHM3M H3 Pa3IHUHBIX CPel (NHUIICBLIE NPOAYK-

9
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Thl, IUTHEBAA BOAQ, aTMOC(epHBIl BO3AYX), HE JNO/KHO IPEBBINIAThH YCTa-
HoBienubix HACH, YTICII, YIIHIT non YCMITL

Jna BeTepUHAPHBLIX JIEKAPCTBEHHBIX MpPENaparoB ¢ aAHTUMHKPOOHBIM
JNCUCTBHEM CYMMAPHOE KONMMUECTBO NSHCTBYIOUIETC BEilieCTBa, KOTOPOE MO-
KET MOCTYIUTEL B OPraHu3M U3 pasNUyYHbIX MHUIIEBHIX NPOAYKTOB XHBOTHOTO
MPOUCXOXKACHUA, He N0JKHO npesbiiatsh JC/I.

3.4. COBEpIUCHCTBOBAHME [I'MTHEHUUYECKOHW pernaMeHTaliMH KOHTaMMU-
HaHTOBR XUMHYECCKOH NMPHUPOBI M MULIEBLIX 100ABOK OCHOBBIBAETCS:

® Ha MOCTOAHHOM aHAHU3E H, IPH HEOOXOAUMOCTH, KOpPEKTUpPOBKE J1Y,
UCXOLsl H3 COBPEMCHHEIX CBCACHHH O BO3MOMXKHBIX PHCKaxX KOHTAMHHATOB
XUMHAYECKOH MPHPOALI U NHIUEBLIX HO0ABOK AJif 3M0POBbS HACEICHHS; JaH-
HBIX MOHMTOPHMHIA 33 UX COAECPIKAHHEM B MPOAOBOJILCTBEHHOM CHIPHE U ITH-
LIEBBLIX MTPOAYKTAX, a TAKXKe, MPH HEOOXOAUMOCTH, B O0BEKTAX OKPYXAIOLICH
cpels] (MUThEBas BOJa, aTMOC(HEPHBIA BO3AYX );

® Ha COBEPLUCHCTBOBAHUM MPOLECAYPHl UCHBITAHUNA HOBBIX XUMRYECKHX
BELLIECTB, B T. 4. {MUILEBBIX A00ABOK, BETEPHHAPHBIX JIEKAPCTBEHHBIX TIperna-
paToB C AHTHMHUKPOOHEIM ACHCTBUEM, NPOAYKLUKUH HAHOTEXHONOIHH, IpeaHa-
3HAYEHHBIX WA UCTIONH30RAHHA B NMHIUEBOH NMPOMEIIIECHHOCTH, MPOH3BOACT-
B€ YNAKOBOYHEIX MATEPHAJIOB, KOHTAKTUPYIOINHUX C NUILEBHIMH NPOJAYKTAMH,
C ueabro paspaboTku u 0OOCHOBaHUA MX OE€30[ACHOIO MCHOIBL3OBaHHA, I'd-
FHEHUYECKON pernaMeHTaliMM ¥ COBEPLIEHCTBOBAHHMS TEXHOJIOTUU U perja-
MEHTOB NPUMEHEHHS.

3.5. O0s3arenbHblM YCIOBHEM FMIUCHUUYECKON pPerjlaMeHTalMd KOHTa-
MAHAHTOB XUMUYECKOH MPHPOLAbI H NMHINEBBIX HOOABOK ABHACTCH AHAIH3 U
[POrHO3 MX BO3IMOXHOIO NMOCTYIJICHHS B OPraHU3M 4Y€AoBeKa C PalUOHOM
[ATaHH% W OLEHKA BO3MOXHOIMO HEraTUBHOIO WX BO3AEHCTBHA HA 3J0POBbLE
HACENEHMS, BKITIOYAsA OTAAJICHHBIC IOCIIEACTBUA A/ Oy AyUIUX MTOKOJIEHUH.

3.6. YTBepKIcHHUE FUTUEHHYECKOI0 HOpMAaTHBA BO3MOXHO JHUIE NPH
HaAJIMYHH YTBEPKIACHHOIO METORA AHATHTUYECKOIO KOHTPOJS, MO3BOJISIHOIE-
ro odecrneyuTs HEOOXOAUMBIN KOHTPOJIb M HAA30p 3a COAEpXXaHHEM KOHTa-
MHHAHTOB XUMHYECKOH NPHPOLAb U MNUUIEBBIX JO04BOK B MPOJOBOJILCTBEH-

HOM ChIpbE ¥ MHIUEBBIX MPOAYKTaX.
3.7. Ilo pe3ynpTaraM TOKCHKONOTO-TUTHEHHUYECKOH OLEHKH OTIAEJIbHBIX

NHLIEBBIX MOOABOK MOMXKET ObITh NPHHATO pEelIeHHE 00 OTCYTCTBHH HeOOXO-
AWMOCTH HX HOPMHUPOBaHMA B NHIIECBOM MPOAYKLHH. DTO MOXKET ObITH 00Y-
CJIOBJICHO, ¢ OJIHOW CTOPOHBI, HU3KOH TOKCMYHOCTBK MHIUEBBIX X00aBOK, C
OPYIOH CTOPOHBI, 3HAYUTECALHOEC BBEACHHE TAKUX ITHINEBBIX JOOABOK B ITH-
HICBOI MPOAYKT MOXKET NPUBECTH K €r0 TEXHOJIOTHMYECKOH nopye. B 3Tux
cmy4dasx B rpage «J1Y» ykaseipaercs «(CoOrinacHO TEXHMYECKOH HOKYMEHTa-

nuu» (cornacHo T/1).
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3.8. Pa3pabarbiBacMbl€ 'HIT'MEHHYECKHE HOPMATHBBI IPH HEOOXOAUMO-
CTH MOT'YT OBITh YCTAHOBJIEHE] B KaYECTBE BPEMEHHBIX HalUMOHAJIBHBIX TOKa-
3aTE/IEH B CJIyuyasX, KOrja KOHKPETHBIM KOHTAMUHAHT XMMHYECKOrO IMPOHUC-
XOXMIEHUA HE periaMeHTHPOBAH MEXIYHAPOAHBIMM M HALHMOHAJIBHBIMH JO-
KYMEHTaMH.

B 3THX ciy4dasix yCTaHaBIMBAKOTCA UX PErIaMeHThl Ha YPOBHE Ipeaena
OOHapyXEeHHA aHATUTHUYECKOro METOAa onpeAcneHus (npeaen 4yBCTBHUTEL-
HOCTH METOJIa ONpEACNICHUsI) Ha CPOK He 00Jiee ABYX JIET. 3a 3TOT NMEPHOI
JOJKHBI OBITh MOJYYEHL! M MPOAHAIM3HPOBAHBI HEOOXOAMMEBIE AAHHBIE M
PE3YALTATHl AHAIMTHHECKOIO KOHTPONA AJAs NOATBECPKACHHUS HUIH KOPPEKTH-
POBKH NIPEII0KEHHOIO HOpMAaTHUBA.

3.9. PemieHue o nepecMoTpe (npd HEOOXOJHMMOCTH) paHEE YCTAHOBJICH-
HOH BeauuyMHbl JIY NMpHHHMAETCA TPHU MMOJYYEHHMH HOBBIX TOKCHKOJIOIHYeE-
CKHX JaHHBIX U BO3MOKHOM PHCKE KOHKPCTHBIX KOHTAMMHAHTOB XMMHUECKO-
o MPOUCXOXACHNA ¥ IMTHLIEBBLIX 100aBOK /LIS 3I0POBhs HACEIEHHA, BKIIOYas
JAHHbIE aHATUTHYCCKOTO KOHTPOJIS B NPOAOBOILCTBEHHOM CBIPHE, MHILEBBIX
NPOXYKTaX, NUTHEBOM BOAC M aTMOCHEpHOM BO3ayXe. Takoe pelieHHE J0JIAK-
HO OBiTH MPHUHATO YNONHOMOYEHHBIM HALMOHANBLHBIM OpPraHOM B CPOK HE
[MO3JHEE TPEX MECILEB MOCIE MMOJYUEHHUS HOBBIX CBEACHHM.



Hayunoe 000cHOBaHHE JONTYCTUMBIX YPOBHEH COAepPKaHUA
KOHTAMHHAHTOB XMMHUYECKOH NPHPOAbl ¥ NHILEBLIX 100aBOK
B NUIIEBHIX NPOAYKTAX
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