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Peructpammonnsiii N 8316

"O caHUTapHO-3MUIEMHOJOTMYECKON IKCIIEPTU3E TECTUIUI0B U arPOXUMHUKATOB"

B cootBercTBUM ¢ DenepanbHbiM 3akoHOM Poccuiickoit denepamuu ot 30
mapta 1999 roga N 52-®3 "O caHUTapHO-dNUIEMHUOJIOTHYECKOM OJIaronoiaydun
Hacenenus" (CoOpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 1999, N 14,
cT. 1650), ®enepansubiM 3akoHOM OT 19 ntons 1997 r. N 109-03 "O 6ezonacHOM
oOpareHuu ¢ nectuiaaMu u arpoxumukatamu” (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®@eneparuu, 1997 r., N 29, cr.3510), IlocrtaHoBienuem
[IpaButensctBa Poccuiickoit @enepanmu ot 30 mrons 2004 r. N 322 "O6
yTBepXkKACHUH MooxeHus o GenepanbHoii cryx0e 1Mo Ha30py B cdepe 3aiuThI paB
noTpeduteneit u Onaromomyuus: dyenoBeka" (CoOpaHue 3aKOHOJATEIBCTBA
Poccuiickoit ®enepanuu, 2004, N 28, ct. 2899) npukassiBarto:

1. YTBepauTh:

1.1. ITopsiiok opraHu3aluy CaHUTAPHO-3IMUAEMHOIOTHUECKON HKCIIEPTU3BI
MeCcTUIIUI0B Ha TeppuTopun Poccuiickoit @eneparuu (mprioxenue N 1);

1.2. Tlopsiiok opraHu3alui CaHUTAPHO-3IUAEMHOIOTHUECKON HKCIIEPTU3BI
arpoXMMUKaToB Ha Tepputopuu Poccuiickoit @eaepanun (npunoxenue N 2);

1.3. Ilopsiiok opraHu3alui CaHUTAPHO-3MUAEMHOIOTHUECKON HKCIIEPTU3BI
BETEPUHAPHBIX MIpenapaToB Ha Tepputopun Poccuiickoit denepanun (TIpUII0KEHUE
N3);

1.4. TTonoxenue o Komuccnu mo mpoGiemMaM TUTHEHBI W TOKCHUKOJOTHUH
MECTULIUIOB U arpOXUMHUKaToB (puiioxeHue N 4).

2. YCcTaHOBUTH, YTO:

2.1. Beimauy caHUTapHO-3MUACMHOIOTHUSCKHUX 3aKITFOUCHUI HA IECTUINAB 1
arpoOXMMHKAThI, 000pYAOBaHUE, TEXHOJIOTUHU IS UX UCIIOJIb30BAHUSI OCYIIECTBIISET
®denepanpHas cnyk0a o Ham30py B cdepe 3amuThl MpaB MOTpeOUTENCH 1
OJ1aromnoxy4ns 4eJoBeKa.

2.2. IlpoBeneHue CaHUTAPHO-3MUAEMHUOIOTHYECKON IKCIEPTU3BI TECTUIIUIOB U
arpoxumukatoB denepanbHol ciayx00il 1o Hax30py B cdepe 3aIIUTHI IpaB
notpedureneil U OIaromnoyyuus 4eJoBeKa OCYILECTBISETCS HA  OCHOBE UX
KOMILJIEKCHOM TOKCUKOJIOTO-THTHEHUYECKOU OLEHKH B HAYYHO-UCCIIEA0BATEIbCKUX
YUPEXKIIEHUSAX, AKKPETUTOBAHHBIX B YCTAHOBJICHHOM IOPSJIKE, B TOM YHCIIE:

2.2.1. UHCTUTYT TUTUEHBI, TOKCUKOJIOTUH TMECTULNIOB U XHUMHUYECKOU
6e3omacHocTH (LleHTp 10 TMTHMEHUYECKON perjaMeHTalud CPEACTB XUMH3ALUU
CEJIbCKOTO X03s11icTBa) PenepanbHOro rocy1apcTBEHHOro yupexaeHus Hayku "OHIT
M. ©.®. Opucmana" - MO XUMHUYECKHM CpPEICTBAM 3allUThl  PAcCTEHUU U
pErynsTopaMm pocta pacTeHUN;

2.2.2. HNHcTUTYT KOMIUIEKCHBIX TpoOiem rurueHsl @OI'YH "OHI
uM. ©.®. Dpucmana" - 10 MUHEPAILHBIM YAOOPEHHSIM, OCaJIKaM CTOYHBIX BOJI,
0TX0J1aM ITPOMBIIIJIEHHOT'O IPOM3BOJICTBA U MEIMOPAHTaM, MpeAHa3HAYEHHBIM IS
MOBBIIICHUS TUIOIOPOIHS OYB, IEOJIUTAM;



2.2.3. TocynapcTBeHHOE yupexjaeHue Hayku "HaydHo-uccienoBaTenbCcKuil
LleHTp TOKCUKOJIOTUY U TUTMEHUYECKOW perjameHTanuu OuomnpemnapatoB" OMBA
Poccun - mo OGuonornyeckuM mpemnaparamM, MpPOAyKTaM MHUKpPOOHOTO CHHTE3a,
dbepoMoHaM U peryiasaTopaM pocTa pacTeHUMl MPUPOAHOTO  MPOUCXOXKICHUS,
OpPraHUYeCKUM yJOOpEHUsIM, OaKTepUAIbHBIM arpoXMMUKaTaM U YAOOpeHHsM Ha
ocHOBe Topda, carpornens U Ipyrux NpUpPOAHbIX MaTEPUaIoB;

2.2.4. lleHTp 10 TUTHEHNYECKON perJaMeHTallul BETEPUHAPHBIX PENapaToB
npu PenepaabHOM rocynapcTBeHHOM yupexaeHuu Hayku "OHII um. ©.D. Opucmana"
- 10 MECTHIIMAM U TpenapaTam, UCIOJIb3YyEeMbIM B BETEPUHAPHON IMPAKTUKE JUIS
nedeHus U npodunakTuky 3abo1eBaHuid (0OPEOBI C DKTO- W IHAOMAPAZUTAMH)
KUBOTHBIX W TTHUIBI, JUII 00pabOTOK >XKMBOTHOBOIYECKHUX, 3BEPOBOIUYECKHUX,
NTHUIEBOTYECKUX MTOMEIIEHUN, THKYOATOPUEB U SIIIIECKIaI0B; KOPMOBBIM T0OaBKam U
KOHCEPBAHTaM KOPMOB Il ’)KUBOTHOBO/ICTBA U NTUIIEBOJICTBA.

3. Bo3noxute Ha Komuccuio mo mpoGiemMamM TUTHEHBI M TOKCHUKOJOTHUH
NECTULNIOB M arpOXMMHUKATOB PACCMOTPEHHME PpE3YyJIbTaTOB  KOMILJIEKCHOM
TOKCUKOJIOTO-TUTUEHUYECKONH OIEHKM TMECTUIUAOB M  arpOXMMHUKAaTOB B
AKKPEIUTOBAHHBIX HAYYHO-UCCIIEOBATEIbCKUX YUPEXKACHUAX IS MOCIEAYIOLEN
MOJTOTOBKU CAaHUTAPHO-3MUIEMHOJIOTHYECKHX 3aKitoueHuil B PocriotpebHanzope.

4. Mopyunts ®I'Y3 "UnHPopManmoHHO-METOAMUECKUI LeHTp "DkcmepTusza'
Pocnotpebnanzopa:

4.1. IlpoBeneHne opraHM3aMOHHO-TEXHUUYECKUX MEPOIIPUSITUI, CBA3aHHBIX C
CaHUTAPHO-3MUIEMHOJIOTHYECKON IKCIEPTU30M NECTULIMIOB U arpOXMMHUKATOB B
DenepanbHOil cayx0e 1Mo Haa3opy B cdepe 3aluThl MpaB MHOTpeOHUTenel u
0J1aromoJTy4nsi 4eJI0BEKa;

4.2. OdopmiieHre TPOEKTOB CAHUTAPHO-IMUACMUOIOTHUECKUX 3aKITIOYCHH Ha
NECTUIN/IbI U arpoXUMHUKAThI 17151 DenepanbHoil ciay)Obl IO HaA30py B cepe 3aluiuThl
npaB NOTpeOUTENEH 1 OIaromnoydus YenoBeKa;

4.3. Benenue peectpa CaHUTAPHO-3MUIAEMUOJIOTHUECKUX 3aKIIOUYCHUN Ha
HNECTULUIbl U arpoOXUMHUKATbl O COOTBETCTBUU (HECOOTBETCTBUHM) HPOAYKIIHMH
roCy/IapCTBEHHBIM CAaHUTAPHO-3MUIEMHOIOTHYECKUM MpaBUiIaM U HOpMaTHUBaM.

5. PykoBonuTensam ynpasnenuit Pociorpebnanzopa no cyosexram Poccuiickoit
denepani U O JKEIE3HOJOPOKHOMY TPAHCTIOPTY obecneunTh A(HPEKTHBHBIN
rOCYJapCTBEHHBIN CaHUTAPHO-3MUAECMUOIOTHYECKUN HAA30p 32  COOJIIOJCHHEM
TUTHEHUYEeCKUX TpeOOBaHUH Mpu 0OpallleHUH C MECTUIIUAAMU U arPOXUMHUKATAMU.

6. YnpaBieHHI0O HOPMAaTUBHO-IIPABOBOTO OOeCleueHUs! MOArOTOBHUTH MJIs
BHeceHMs B MuH3npasconpa3sutus Poccuu npoekt npukaza MuH3apaBconpa3BUTHS
Poccun o npu3HaHuM yTpaTUBIIUM CHITy Tpuka3za Munzapasa Poccuu ot 31.01.2002
N 24 "O TOKCHUKOJIOTO-TUTHEHHUYECKOM IKCIIEPTU3E NECTUIIUIOB U arpPOXUMHUKATOB"
(3apeructpupoBan Muntoctom Poccun 22.02.2002 N 3269).

7. KoHTposib 3a BBINOJIHEHMEM HACTOSLIETO INPUKa3a  BO3JIOKUTH Ha
3aMmecTuTens pykooautens denepaibHOI ciy>KObI 110 HAA30pY B cepe 3amuThl
npaB norpeduteneit u 6maromnonyuus yenoseka JLIL. ['ynpuenko.

PykoBogurens I'.T". Onuienko
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[Tpunoxenue N 1
K npukazy denepanbHoii ciryk0bI 10 HAA30PY B chepe



3alIUTHI ITPaB MOTpeOuTENel 1 6JIaronoIy4ns 4eIoBeKa
ot 1 aBrycra 2006 r. N 225

[Topsnok
opraHusalnuunu CaHI/ITapHO-BHI/II[eMI/IO.HOI‘I/I‘-IeCKOﬁ SKCHCPTU3BI MIECTULTUIO0OB HA
tepputopuun Poccuiickoit deneparuu

I. O0wue moJyIoKeHNs

1.1. [Topsamok opraHu3anMyd CaHUTAPHO-3MHUAEMHUOJIOTHYECKON SKCIEPTU3bI
necTUIuIoB (nanee - [lopsaok) ycranaBauBaeT o0mme TpeOoBaHUS K IPOBEACHHUIO
3KCHEPTU3BI IECTULIMJIOB, OCYHIECTBISEMOH C IENbI0 OLIEHKH OIACHOCTH MPENapaToB
JUTSI )KU3HU U 3JIOPOBBSI HACETICHU S, YCTAHOBIICHUSI TUTHCHHYECKUX TpeOOBaHUA,
perJIaMEeHTOB M KPUTEpUEB 0€30MMacHOT0 OOpaIIeHus C HUMH.

1.2. TIpoBenenue 3kcnepTu3bl ocymecTBisieTcs DeaepanbHON CIy:K00# 1O
HaJ30py B chepe 3ammThl IpaB MOTPEOUTENCH M OJaromosydusi dYeJiOBEeKa Ha
OCHOBE KOMIUIEKCHON TOKCHKOJIOTO-TUTUEHUYECKON OLIEHKH  MECTUIUIOB B
Hay4HO-UCCIIEIOBATENbCKUX yupexacHusx (manee - HUY), akkpeaumToBaHHBIX
PocniorpebHan30poM B yCTAaHOBIIEHHOM TMOPSIZIKE.

1.3. CaHUTapHO-3MUIEMHUOJIOTUYECKAs DKCIIEPTU3a ECTULIMIOB COCTOUT H3:

- KOMIUICKCHOM TOKCHKOJIOTO-TUTHEHNYECKON OIIEHKU necTuIga
(e CTBYIONIETO BEIIECTBA U IPENapaTUBHON (OPMBI B II€JIOM) U OIICHKH €T0
BO3MO>KHOT'O HETaTUBHOT'O BIUSIHUS HA 3/I0POBHE HACEJICHHUS;

- TUTHEHUYECKOW OILIEHKH YCIOBUM, TEXHOJOTHMH IPOU3BOJCTBA (IS
IIpenapaToB, NPOU3BOJAIIMXCSA Ha TeppuTopuun Poccuiickoit  ®enepanun) u
NpUMEHEHUs nectunuaa (s  Bcex MECTULIN/IOB, TTOJIEKAIIMX
CAaHUTAPHO-3IUIEMUOJIOTUYECKON IKCIIEPTU3E), BKIIIOYAs] TUTUEHUYECKYIO OILICHKY
000pyI0BaHusl, UCIOIB3YEMOI0 MTPU NPUMEHEHUH MTECTUIIUA;

- TATHEHUYECKON perIaMeHTalny MEeCTUIINIa B 00BEKTaX OKPYKAIOICH cpepl,
a TaKKe TUTMEHUYECKOM periiaMeHTallMd YCJIOBUH €ro Mpou3BOACTBA (s
OTEUECTBEHHBIX IIPENapaToOB) M NPUMEHEHUs Ha Teppuropun Poccuiickoit
denepanuu;

- OLIEHKU METOJIOB aHAJIUTHUYECKOTO KOHTPOJS COJAEPKAHHUS OCTATOUHBIX
KOJIMYECTB NECTULMA B IPOJOBOJILCTBEHHOM ChIPhE, MUILEBOM MPOAYKLHMH U B
00BEKTaX OKPYKAIOIIECH CPEIbI;

- MOJITOTOBKH CAHUTAPHO-3MUAEMHUOJIIOTMUECKOT0 3aKIIOUEHUS [0 UTOram
CaHUTAPHO-3IHIEMHAOIOTHYECKON SKCIIEPTU3HI.

II. TTopsiok ¥ CPOKHU MPOBEICHUSI CAHUTAPHO-3MHUIEMUOJIOTUYECKON IKCIEPTU3BI
MECTHUIIUI0B

2.1. B coorBercTBUM ¢ PenepanbHbIMU 3akoHamMu oT 19.07.1997 N 109-03
"O 6e3omacHOM oOpareHuy ¢ mectTuiaamMu u arpoxumukaramu” u ot 30.03.1999
N 52-®3 "O caHUTApHO-3MUIEMHUOIIOTHYECKOM ONaronoixy4ud  HaceleHus"
JKCIIEPTU3€ MOMJIEKAT NECTULMIBI, IPEIHA3HAYCHHBIC I PETUCTPALMOHHBIX
UCTIBITAHUH, TOCYJapCTBEHHOM PErucTpalii M OOpalleHus Ha  TEPPUTOPUHU
Poccuiickoit denepainu, BKIOYAs:

- npousBoguMble B Poccuiickoit denepauuu - npu  IOCTAaHOBKE HA
IIPOU3BOJCTBO, BHECCHUM W3MECHEHHH B HOPMATHUBHYI0 HJIM  TEXHUYECKYIO
JOKYMEHTAITUIO, BKJIIOUasi HK3MEHEHUE COCTaBa TIECTUIIUI0B /UM TEXHOJIOTHH HX



MIPOU3BOICTBA;

- BBO3UMBIE Ha TeppuToputo Poccutickoit @eneparuu;

- TpU HCTEYEHUU CpOKa JICUCTBUSI  paHEEe  BBIJIAHHOIO
CaHUTAPHO-3IHIEMHUOIOTHYECKOTO 3AKITHOYEHUS.

2.2. Jlng npoBeJeHUs SKCIIEPTU3bI TECTULINAIA 3asIBUTENb MPECTABISET B
PocnorpeOHan3op cienyromume J0KyMEHTHI:

- 3a51BKY Ha SKCIEPTU3Y;

- MaTepuagbl Ha PYCCKOM WJIM AHIVIMACKOM A3BIKaX, XapaKTEepPU3YHOILIUe
TOKCHKOJIOTO-TUTMEHUYECKUE CBOMCTBA AEHCTBYIOIIETO BEIIeCTBA MECTUIIMAA U €TO
npenapaTuBHON GOpPMBI (I0CKE);

- macnopt 6e30MacHOCTH (MJIH €r0 MPOEKT) JJIsi OTEYECTBEHHBIX IMECTUIUIO0B
U JIOKYMEHT O KadecTBe M 0e30MacHOCTH MMIOPTHPYEMOro MHecThluaa (JIUCT
0e30macHOCTH, crienupuKanus, cepTuukaT aHanu3a WU JPYrod TOKYMEHT),
BBIJJAHHBIE B YCTAHOBJICHHOM IOPS/JIKE;

- peKOMEH1aluK (WM UX MPOEKT) MO MPUMEHEHHIO IECTUIUA C YKa3aHUEM B
HUX Mep MPEeJOCTOPOKHOCTH MpPH OOpaIleHUH C MECTHUIUAOM (IIpU XpaHEHUH,
MPUMEHEHUU, 00€3BPEKUBAHHUH U T.J.), B TOM YHCJIE IIPU €T0 UCIIONIH30BAHUHA B
YCIIOBUY JINYHBIX MOJCOOHBIX XO34HCTB U B OBITY;

- TapHYIO STUKETKY (UITU €€ MPOEKT);

- HOPMATHBHBIE W/WJIM TEXHUYECKHE TOKYMEHTHI (TEXHHYECKHE YCIOBHS,
KpPaTKOE€ M3JI0KEHUE TEXHOJOTUYECKOTr0 perjlaMeHTa U Jp.), Al TpernapaTos,
MIPOM3BOJICTBO WJIA pachacoBKa KOTOPBIX IJIAHUPYETCs Ha Tepputopuu Poccuiickoi
denepaunu;

- CAHUTAPHO-3MUAEMHUOJIOTHYECKOE 3aKII0OUEHNE O COOTBETCTBUU YCIOBUU
MPOU3BOJICTBA TPEOOBAHUSAM TOCYJAPCTBEHHBIX CAHUTAPHO-IHASMUOIOTHUECKUX
MPaBUJI U HOPMATUBOB (11 OTE€UECTBEHHBIX MPENapaToB), BEIAAHHOE YIIPABICHUSIMHU
Pocnorpebnanzopa mo cyorekram Poccuiickoit deneparumy;

- U1 MECTULUIOB, MPEIIaraéMbIX K HCIIOJIb30BAHMIO Ha I1OCEBAX
JIEKAPCTBEHHBIX KYJbTYpP, MPEACTABISIETCS COOTBETCTBYIOLIEE  3aKJIIOUEHUE
Bcepoccuiickoro MHCTUTYTA JIGKAPCTBEHHBIX U apoMaTtndeckux pactenniit PACXH
(BUJIAP PACXH).

2.3. Ilocne npencraBieHus JOKYMEHTOB, YKa3aHHBIX B I1. 2.2, 3agABUTEIb
NOJIy4aeT COMpoBOaUTENbHOE TcbMO PocioTpebHan3opa B akkpeauroBannoe HUY
JUISl IPOBEJICHUSI KOMIUIEKCHOM TOKCUKOJIOTO-TUTMEHUYECKON OLICHKN NECTULNA.

2.4. Hay4dHO-uCCEen0BaTEeIbCKOE YUPEKICHUE Ha OCHOBE  aHAIM3a
MOJTyYEHHBIX JIOKYMEHTOB OIpeaenseT o0beM pabdor, HEOOXOIUMBIX JJIsI
TOKCUKOJIOTO-THTHEHNYECKOM OLIEHKH MEeCTUIUAA, U OpOpMIIIET JOroBOp Ha UX
nposeaeHue. Cpok NpoBeEeHUS TOKCUKOJIOIO-TUTHEHUYECKOM OLIEHKH MperapaTa He
JIOJKEH ITPEBBIIIATH 6 MECSALIEB,

B cnydae oTcyrcTBHS B MaTepualiax 3asBUTENS MOJHBIX JIAHHBIX JUJIS
MIPOBEIECHUS TOKCUKOJIOTO-TUTHEHNYECKOM OLICHKM Tpernapara U TUTHEHUYECKON
perylaMeHTaluy YCIOBUM €ro IIPOU3BOACTBA U NpuMeHeHus, HUY ysenomuster
3asBHUTENS O HEOOXOIMMOCTH UX MPEACTABICHUS WK 3aKII0YaeTCsl JOTOBOpP Ha
npoBenenue B Poccuiickort denepannin COOTBETCTBYIOIIMX MCCIEAOBAaHUM, B TOM
yHclie 10 000CHOBAaHHUIO TMTHEHUYECKUX PErJIaMEHTOB.

2.5. KoMiiekcHass TOKCUKOJOIO-TUTHEHUYECKass OLIEHKAa IMECTHUIMAA
MpoBOAUTCA akkpeauToBaHHbIMU HUY 1 BItOUaeT:

- OLIEHKY TOKCUYHOCTH (OCTpPOH, MOAOCTPON U XPOHUYECKOM), YCTAHOBIIEHUE
BO3MOJKHOCTH Pa3BUTHS CTIEIM(PUIECKUX W OTHAICHHBIX 3(P(PEKTOB BO3IEHCTBUS
(aJUIepreHHOCTh, TEPaTOTEHHOCTh, 3MOPHOTOKCHYHOCTH, PENPOAYKTUBHAS



TOKCHUYHOCTh, MYTar€HHOCTb, KaHIEPOT€HHOCTh) TEXHUYECKOTO  MPOAYKTa
JEICTBYIOIIEro BElecTBa MEeCTUINIA; HATMYUS OMACHBIX MPUMecei U MeTaboIUTOB;
pr HEOOXOIMMOCTH - YCTAHOBJICHUE YKBUBAJICHTHOCTH TEXHUYECKHX IPOTYKTOB
JIEHCTBYIOIMX BEUIECTB MECTULIH/IOB;

- OIICHKY CIIOCOOHOCTH MECTHLUIA K OMOKYMYJISIIIUHU, a TAKXKE €ro CTOMKOCTH
B OKpYKaIoONIEH cpejie, MUTPAllMOHHBIX CBOMCTB U JIP.;

- TOKCUKOJIOTHYECKYIO OIICHKY MpemapaTUBHON (DOPMBI MECTULIMIA: OCTpas
nepopaibHas, JAepMajbHas W WHIASLAOHHAS TOKCUYHOCTh, IMOJOCTpas
nepopaibHas TOKCUYHOCTB JIi MPEenapaTroB, MPOU3BOISIIMXCA HAa TEPPUTOPUU
Poccutickoit denepariu, pa3apaxaromiee AeHCTBHE Ha KOXKY U CITU3UCThIe 000JI0UKH,
aJUIEpreHHbIE CBOMCTBA.

B ciyyae Hanuuus B cocTaBe npenapaTuBHON (QOpMBI MECTULMA OMACHBIX
BEIIIECTB JJaHHBIC TI0 OIICHKE IMpemapaTUBHON (HOPMBI MECTUIUAA MOTYT OBITh
pacUIMpPEHBI.

OnDHOBpPEMEHHO pacCMaTpPUBAIOTCS MaTepuaibl O HAIMYUM THUTHEHUYECKHX
HOPMAaTHBOB COJIEPKaHUs ACHCTBYIOIIUX BEIIECTB NECTULUIOB, BOSMOXKHBIX OIACHBIX
npruMecei 1 MeTaboIUTOB B 00BEKTaX OKpYKaroIIel Cpebl U MUIIEBOH MPOTYKIINH;
00€eCreYeHHOCTh UX METOJaMU aHAJIUTUYECKOTO0 KOHTPOJIS, a TaKkke O
COOTBETCTBUU (HECOOTBETCTBUM) YCIOBUU TMPOU3BOJACTBA  NECTULUIOB,
Mpou3BOAAIIMXCSl Ha TeppuTopuu Poccuiickoit denepannu, 1EMCTBYIOIMNM CAHUTAPHBIM
npaBujIaMm.

2.6. O11eHKa BO3MOXHOTO HETaTUBHOTO BIMSHUA MECTULIUIOB HA 370pPOBbE
HAceJCHUsI OCHOBBIBAETCSI HA OIIEHKE PEAJbHOTO PUCKA  MPOU3BOJICTBA U
IIPUMEHEHHUS MTPernapaToB Kak Ha pabOTaIOIIUX ¢ IECTULIMIaMU, TaK U Ha HaceJeHUE
B LIEJIOM - B p€3YJIbTaTe MPSIMOTO BO3JCHCTBHUS MECTUILIMIOB HA YEJIOBEKA Ha BCEX
ATarnax ux oopamieHus (IPou3BOCTBO, XpaHEHUE, TPAHCIIOPTUPOBKA, IPUMEHEHHE)
WM TIPY MX BJIMSIHAM Ha cpeqy obutanus mroaei. [lpu 3Tom, mpexae Bcero,
OLICHUBAIOTCS PEAJIbHBIE YPOBHU COJIEPKAHUS OCTATOYHBIX KOJIMYECTB MTECTULINIOB B
00BeKTax OKpyXKaromei cpenbl (Boaa, BO3AYX, MPOJOBOILCTBEHHOE CHIPHE U
MUIIEBbIE TPOAYKTHI) IPH PA3TUYHBIX TEXHOJIOTHIX U YCIOBUAX MPOU3BOJACTBA U
npuMeHeHus npenapaTtoB. Ha srtoii ocHoBe HUY MoryT OBITH MpeasioKeHbI
PEKOMEH/IallK 110 COBEPIICHCTBOBAHUIO JAHHBIX TEXHOJOTHA M MPEIOTBPAILECHUIO
HEraTUBHBIX MMOCJIEACTBUH AJIs 3I0POBBS JTIOJCH.

Pe3ynbTaThl JaHHBIX UCCIEAOBAHUM NIepeaaroTcss B akkpeautoBanHele HUY,
OTBETCTBEHHBIE 32 MOATOTOBKY HTOTOBOI'0 SKCIIEPTHOTO 3aKJIIOUEHUs (lanee -
rosiopasic HNY).

2.7. Tonosnoe HUY anamu3upyer u 0000111a€T BCIO COBOKYITHOCTH TAHHBIX 110
TOKCHKOJIOTO-TUTHEHUYECKOM OIEHKE MECTULIUJIAa M HAMNpaBIIIeT  3asBUTEIIO
SKCHEPTHOE 3aKIOYEHUE, B KOTOPOM H3JIararoTCsl BBIBOJBI O BO3MOXXHOCTH U
YCIOBHSIX PETUCTpallid, MPOU3BOJACTBA W MPHUMEHEHHUS  Ipernapara u
COOTBETCTBYIOIINE PEKOMEHAALNH.

Bropoii ax3emisip 3akimodeHus nepenaercs B Komuccuio mo mpobiemam
TUTHEHbI U TOKCUKOJIOTUY MECTUINIOB U arpoxuMukaToB Pocriorpebnanzopa (nanee
- Komuccus).

2.8. Ilocne paccMmoTpenusi B KOMUCCHU 3KCHEPTHOTO  3aKJIIOYCHHS U
JIOKYMEHTOB, YKa3aHHbIX B MyHKTE 2.2 nanHoro [lopsiaka, SKCepTHOE 3aKII0YeHUE
u pemienre Komuccun nHampasistorcss B PocrorpeOHan3op uisi HOATOTOBKHU U
0 OpMIICHUS CAHUTAPHO-ITUIEMUOJIOTHIECKOT0 3aKmoueHuss. CpoK paccMOTpeHUs
JTOKYMEHTOB B PocrioTpeGHaa30pe cocTaBiIsieT OAMH MECHLI.

2.9. B cnyuae orcyrcTBUS O(UIMATBHO YTBEPKACHHBIX TMTHEHUYECKUX



HOPMAaTHBOB COJIEPKaHUSI OCTATOYHBIX KOJUYECTB NECTUIIUA B TPOIOBOJILCTBEHHOM
ChIpbE, THUIIEBON MPOAYKIIMU W/WIM OOBEKTAaX OKpYXKAIIEH  cpemsl (mpu
HEOOXOJUMOCTH TaKOBOM pEriaMeHTAllMh) W METOJOB HUX KOHTPOJIA,
CaHUTAPHO-3MUIEMHOJIOTHYECKOe 3aKII0YeHHe OpOopMIIsIeTcs JIMIIb  OCIE UX
YTBEPKJICHHS B YCTAHOBJIEHHOM TOPSIJIKE.

2.10. CaHUTapHO-3MTUIEMHOJIOTHYECKOE 3aKIFOUEHUE MOAMKUCHIBAETCA [ TaBHBIM
rOCYJapCTBEHHBIM CAHUTapHbIM BpadoM Pocculickoi @Pexepauuu WIH €ro
3aMECTHUTENIEM U TepeaaeTcs 3asiBUTEIIO.

2.11. CaHUTapHO-3TUIEMUOJIOTHUECKOE 3aKIIIOYCHUE MOXKET OBbITh OTO3BaHO
['maBHBIM rOCy1apCTBEHHBIM CAaHUTApHBIM BpauoM Poccuiickoilt denepanun uiam  ero
3aMECTUTENIEM B CITy4ae MOTYYCHHsI HeU3BECTHBIX paHee JaHHBIX 00 OMAaCHOCTH IS
YyeJloBeKa paHee 3aperucTpUPOBAHHOTO MECTUIIUA.

2.12. TOKCHKONOrO-THTHEHHMYECKOE JOChE XPAHUTCSI B
HAyYHO-UCCIIEIOBATEIbCKOM YUYPEKICHUH, OTBETCTBEHHOM 3a  IMOATOTOBKY
UTOTOBOI'0 SKCIEPTHOIO 3aKIIOUYEHHS, B KAU€CTBE JIOKYMEHTA, IOATBEPKIAIOIIETO
000CHOBAHHOCTH U MMPABOMEPHOCTD 3aKJIIOUEHUN MO TOKCHUKOJIOTO-TMTMEHUYECKON
OLICHKE MECTULUA.

2.13. Cpok A€HCTBUSI CAaHUTAPHO-3IUIEMHUOJIOTHYECKOT0 3aKIIOUYCHUS Ha
MIECTHIIHN]T COCTABIISIECT IECATH JIET, & B CIIy4ae HEOOXOTUMOCTH IPOBEACHUS
JTOTIOTHUTEJIBHBIX UCCIIE0BAHUMN IO OIIEHKE OMACHOCTH HETaTUBHOTO BO3JIEHCTBUS
NECTUILINIOB Ha 3J0pOBbE JIOACH 1Ba roja.

ITpunoxenne N 2
k npuka3y denepanbHOI ciy>kO0bI TI0 HaIBOPY B cepe
3alIUTHI ITPaB MOTpeOuTENel 1 6JIaronoIydns 4eIoBeKa
ot 1 aBrycra 2006 r. N 225

[Topsnok
opraHu3anuunu CaHI/ITapHO-BHHHGMHOHOFHHGCKOﬁ OKCIICPTU3BI ArPOXUMUKATOB HA
tepputopuun Poccuiickoit deneparuun

[. O0wue moJyIoKeHNs

1.1. [Topsamok opraHu3anMyd CaHUTAPHO-3MHUAECMHUOJIOTHYECKON SKCIEPTU3bI
arpoxumukaroB (mamee - Ilopsgok) ycraHaBmuBaeT oOmme  TpeOOBaHUS K
MPOBEICHUIO HKCIEPTU3bl arpOXMMHKATOB, OCYIIECTBIISIEMOM C LEIBIO OLIEHKU
OMACHOCTH MpenapaToB JUIsl *U3HU M 3/10pOBbsS HAaCENEHUs, YCTAHOBJICHUS
TUTUEHUYECKUX TPeOOBaHUH, pErIaMEHTOB U KPUTEPHEB OE30IMaCHOTO OOpAIEHUS C
HUMH.

1.2. TIpoBenenune 3kcnepTU3bl ocymecTBisieTcs DeaepanbHON CIIy:K00# 10
HaJ30py B cpepe 3ammThl IpaB MOTPEOUTENCH M OJaromoydusi dYeJioBEeKa Ha
OCHOBE KOMIUIEKCHON TOKCHKOJIOTO-TUTHEHUYECKON OLIEHKHM arpoXMMHUKATOB B
Hay4HO-UCCIIEIOBATEIbCKUX yupexacHusx (manee - HUY), akkpeaumToBaHHBIX
PocniorpebHan30poM B yCTaHOBIIEHHOM TMOPSIZIKE.

1.3. CaHUTapHO-3MUIEMHOJIOTUYECKAS! IKCIIEPTU3a arPOXUMHUKATOB COCTOUT
u3:

- TOKCUKOJIOTO-TUTUEHUYECKON OLIEHKH IMpenapara (MpoIyKTa) U OLIEHKH €ro
BO3MOKHOT'O HEraTHMBHOT'O BJIMSHUS Ha 3[0POBbE HACEJEHUS U  CpELy €ro
obuTaHus;

- TUTUEHUYECKOW OIICHKH YCIOBUH, TEXHOJOTHH IPOU3BOJCTBA (IS



arpoXMMHUKATOB, IPOM3BOASIIUXCST Ha Tepputropun Poccuiickoii ®enepanun) u
OPUMEHEHHUs MpoAyKTa (s Bcex arpOXMMUKATOB, MOJUICKAIINX
CaHUTApPHO-3MUEMHOIOTMUYECKON IKCIIEPTU3E), BKIIOUasi TMTMEHUYECKYIO OLIEHKY
000pyI0BaHUs, UCIIOJIB3YEMOTO NPH IPUMEHEHUH arpOXUMUKATA;

- THTUCHUYECKON PerflaMeHTaIlil arpOXUMHKaTa B OOBEKTaX OKpPY)KAIOLIEH
Cpefbl, a TaK)Ke THTMEHUYECKON perjiaMeHTaluy yCIOBUM €ro Npou3BOACTBA (JUIs
OTEUYECTBEHHBIX IIPENapaTOB) M NPUMEHEHUs Ha Teppuropun Poccuiickoit
denepanuu;

- OLICHKU METOJ0B aHAJIMTUYECKOIO KOHTPOJISI COACP’KaHHUsS ONACHBIX U
TOKCHUYHBIX BEIIECTB B arPOXMMMKATE B IPOJOBOJIBCTBEHHOM CBIPHE, IHUILEBON
HPOAYKIMH U B 00BEKTaX OKPY>KAIOLICH CPeIbl;

- IOATOTOBKM CaHUTAPHO-3MIHIEMHUOJIOTUYECKOTO 3aKIIOUYEHUA TI0 HMTOraM
CaHUTAPHO-JIUIEMUOIOTHYECKON SKCIIEPTU3HI.

II. TlopsAiOK ¥ CPOKM MPOBEICHUS CAHUTAPHO-IIHUIEMUOJIOTUYECKON IKCIIEPTU3HI
arpOXMMHUKATOB

2.1. B cootBercTBUM ¢ PenepanbHbiMu 3akoHamMu oT 19.07.1997 N 109-03
"O 6e3omacHOM OOpaIeH!! ¢ ecTuIaaMu u arpoxumukaramu” u ot 30.03.1999
N 52-®3 "O caHUTapHO-3MUAEMHUOJIOTHICCKOM OJaronoixydyuyd  HacejaeHus"
IKCIIEPTHU3E MOJICKAT arPOXUMHUKATHI, MPEAHA3HAUCHHBIC JJII PErHCTPAIlMOHHBIX
UCIBITAaHUM, TOCYAapCTBEHHOW PETUCTpallMu U oOpallleHuss Ha  TEPPUTOPUHU
Poccuiickoit denepanuu, BKIIOYA:

- npousBoauMbie B Poccuiickoit denepanuu - Ipu  MMOCTAHOBKE Ha
MIPOU3BOJICTBO, BHECEHUH W3MEHEHWU B HOPMATHUBHYIO WU  TEXHUYECKYIO
JOKYMEHTAIMIO, BKJI0Yasi K3MEHEHUE COCTaBa arpOXMMHUKATOB H/UIIM TEXHOJIOTUU UX
MIPOU3BOICTBA;

- BBO3UMBIE Ha TeppuTopuio Poccuiickoit @eneparuu;

- TpU HWCTEYCHHHM CpOKa JCWCTBUS  paHee BBIJIAHHOTO
CaHUTAPHO-3MUIEMHOJIOTHUYECKOT0 3aKJIIOUEHHUS Ha arpOXUMHKAT.

2.2. J1nst mpoBeACHUS SKCIIEPTU3bI arPOXUMUKATA OPTaHU3aIUs-U3TOTOBUTEIh
WM TOCTaBIIMK (Jajee - 3asBUTENb) NpeAcTaBisieT B PocmoTpeOHams3op
CJIEIYIOIINE JOKYMEHTHI:

- 3a5IBKY Ha SKCIIEPTHU3Y;

- MaTepuagbl Ha PYCCKOM WJIM AHTJIMHCKOM SI3bIKaX, XapaKTepU3YIOLIUe
MoKa3arenu 0€30MacHOCTH MPOAYKTa M €T0 OCHOBHBIX KOMITOHEHTOB, a TAKXKE MEPhI
M0 OXpaHe 370POBbs HACETICHUSI U OKPYXKAIOIIEeH cpellbl MPH MPOU3BOJACTBE (I
OTEUYECTBEHHBIX MPENapaToB) U MPUMEHEHHH arpOXUMHUKATA;

- macmopT 0e30MacHOCTH (WJIM €ro TMPOEKT) JUIsi  OTEUECTBEHHBIX
arpoOXMMHUKATOB M JOKYMEHT O KadecTBe W 0€30MacHOCTH HMMIIOPTHPYEMOTO
nectunuaa (JIMcT 6€30MacHOCTH, crieuuKaIus, cepTuGuKaT aHaaIu3a uim Apyrou
JIOKYMEHT), BBIZJAHHBIE B YCTAHOBJIICHHOM TOPSKE;

- peKoMeHAaluu (WM UX MPOEKT) MO MPUMEHEHUIO NMECTUIUA C YKa3aHUEM B
HUX Mep MPEAOCTOPOKHOCTH MPHU OOPAICHUH ¢ arpOXUMUKATOM (TIpU XpaHCHHH,
MPUMEHEHUHU, 00€3BPEKUBAHUH U T.J.), B TOM UHCJE IIPH €r0 UCIIONb30BAaHUMU B
YCIIOBUY JINYHBIX TOJCOOHBIX XO35HCTB;

- TAPHYIO ATUKETKY (MUJTK €€ TIPOCKT);

- HOPMATHBHBIC H/MIIM TEXHUYECKHE TOKYMEHTHI (TEXHUYECKHE YCIOBUS,
KpaTKO€ U3JI0KEHHE TEXHOJIOTMYECKOro perjiaMeHTa U Jip.), JUIsl IpernapaTos,
IIPOM3BOJICTBO MK pachacoBKa KOTOPBIX IUIAHUPYETCs Ha TeppuTopun Poccuiickoit



denepaunu;

- CAHUTAPHO-3MUAEMHUOJIOTHYECKOE 3aKII0OUEHNE O COOTBETCTBUHU YCIOBUUI
MPOU3BOJICTBA TPEOOBAHUSAM TOCYJAPCTBEHHBIX CAHUTAPHO-ITHASMUOIOTHUECKUX
MPaBUJI U HOPMATUBOB (11 OTE€UECTBEHHBIX MPENapaToB), BEIAAHHOE YIIPABICHUSIMHU
Pocnorpebnanzopa mo cyosekram Poccuiickoit deneparuu.

2.3. Ilocne npencraBieHus TOKYMEHTOB, YKa3aHHBIX B I1. 2.2, 3agABUTEIb
NOJIy4aeT COMpoBOIUTeNbHOE TcbMO PocioTpebHan3opa B akkpeauroBannoe HUY
JUTSl IPOBEJICHUSI KOMIUIEKCHON TOKCUKOJIOTO-TUTHEHNYECKON OLIEHKH arpOXUMUKATA.

2.4. Hay4dHO-MCCIIEIOBATENBCKOE YUPEXKJACHUE HAa OCHOBE aHalIM3a
MOJTYYCHHBIX JOKYMEHTOB Ompejaenser o0beM pador, HEOOXOIUMBIX IS
TOKCUKOJIOTO-TUTUEHUYECKOHN OLIEHKH arpOXUMHKATa, U 0hOpMIISET JOroBOp Ha UX
nposeaeHre. Cpok NpoOBEIECHUS TOKCUKOJIOIO-TUTHEHNYECKOW OLIEHKH MperapaTa He
JIOJI’KEH MPEBBIIIATH 3 MecsIa.

B cnydae oTcyrcTBHS B MaTepHasiax 3asBUTENS IMOJHBIX JTAHHBIX JUIS
MIPOBEICHUS TOKCUKOJIOTO-TUTUEHUYECKOM OLICHKM Tpernapara U TUTHEeHUYECKOM
periaMeHTaluy yCIOBUM €ro mpou3BojicTBa U npumenenus, HUY yBenomisger
3asIBUTEIISE O HEOOXOUMOCTH UX TPECTABICHUS WIIH 3aKII0YaeTCsl JOTOBOP Ha
npoBenenne B Poccuiickoit denepanvim COOTBETCTBYIOIIUMX HCCIEAOBAHHUN, B TOM
YHClie T0 000CHOBAHHIO TUTHECHHYECKUX PETrJIaAMEHTOB.

2.5. KoMIiekcHasi TOKCHKOJIOTO-TUTHEHUYECKasi OLICHKAa arpoXMMHKaTa
MpOBOAUTCA akkpeauToBaHHbIMU HUY u Bitouaer:

- OIIEHKY TOKCUYHOCTH TIperapara (0CTpOoi, MOJ0CTPO M XPOHUYECKOW) |
HAJIMYUS OMACHBIX TPUMeEcel U MeTa0O0IUTOB;

- YCTaHOBJICHHE BO3MOXXHOCTH BO3HUKHOBEHUS CIEIM(PUUECKUX U OTAaCHHBIX
¢ (heKToB BO3ACUCTBHS Ha 30pPOBHE HACEICHUS (aTIepreHHoCTb,
TE€PaTOr€HHOCTh, AMOPUOTOKCUYHOCTh, PEMPOAYKTUBHAS  TOKCUYHOCTb,
MYTareHHOCTb, KaHI[EPOT€HHOCTh);

- OLICHKY CITIOCOOHOCTH arpoXMMHUKara K OMOKYyMYJSIMH, a TaKXKe ero
CTOMKOCTH B OKPYXKAIOILEH Cpeie, MUTPALlUOHHBIX CBOMCTB U Ip.;

- OLEHKY BO3MOYKHOCTH BIIMSIHMSI arpOXMMHKATOB Ha  IOKa3aTenu
paaraMoOHHON| 0€30MaCHOCTH MPOTYKITUH.

OOHOBpPEMEHHO PAacCMaTPUBAIOTCS MaTepuaibl O HAIMYMKA TMTHEHUYECKHX
HOPMAaTUBOB COJICPYKAHUSI TOKCHYHBIX WM OTMIACHBIX TpUMeceid W  MeTaboJUTOB B
00BEKTaX OKPYXKAIOIIEH Cpenbl M CEeIbCKOXO035HCTBEHHOU MPOAYKIINH;
00€eCreYeHHOCTh UX METOJaMU aHAJIUTUYECKOTO0 KOHTPOJIS, a TaKkke O
COOTBETCTBUU (HECOOTBETCTBUH) YCIOBHA MPOU3BOJCTBA OTEYECTBEHHBIX
arpOXMMHUKATOB JIEHCTBYIOIIUM CAHUTAPHBIM IIpaBUIaM.

2.6. OuieHKa BO3MOYKHOTO HEFaTUBHOIO BIUSHUS arpOXMMHUKaTa Ha 310pOBbE
HAcCeJIEHUs OCHOBBIBAECTCS HA OLIEHKE PEAJbHOIO PUCKA  MPOU3BOJICTBA U
MPUMEHEHHUS MIPEmapaToB Kak Ha pabOTaroMMX C arpOXMMUKAaTaMd, TaK W Ha
HAacCeJIEHUE B LIEJIOM - B PE3YJIbTATe MPSAMOr0 BO3JCHCTBUS arpOXMMHUKATOB Ha
YelloBeKa Ha BCEX JTamax ux oOpalmieHus (MPOU3BOJICTBO, XPaHEHHE,
TPAHCIIOPTUPOBKA, MPUMEHEHHE) WM MPU UX BIMSHUHU HA Cpelly OOUTAaHUS JIOCH.

Ha stoii ocHoBe HUY Moryr ObITh NpeUIOKEHBI  PEKOMEHAALUU 110
COBEPILICHCTBOBAHUIO JAHHBIX TEXHOJOTHH U MPEJOTBPAILECHUIO  HEraTUBHBIX
MOCJIEACTBUM JJISI 30POBbS JIFOJIEH.

Pe3ynbTaThl JaHHBIX UCCIEAOBAHUM NIepeaaroTcss B akkpeautoBanHele HUY,
OTBETCTBEHHBIE 32 MOATOTOBKY UTOTOBOI'O AKCIIEPTHOIO 3aKIIOYEHUS (lajee -
rosioBHbie HIY).

2.7. TonoBHoe HNY ananusupyet u 000011aeT BCIO COBOKYITHOCTh JAHHBIX 110



TOKCHKOJIOTO-TUTMEHUYECKOM OLEHKE arpoXMMUKaTa U HaIlpaBIsieT 3asBUTEINIO
SKCHEPTHOE 3aKIIOYEHUE, B KOTOPOM H3JIararoTCsl BBIBOJBI O BO3MOXXHOCTH U
YCIIOBHSIX PETHCTpallid, MPOU3BOJACTBA W MNPUMEHEHHUS  Ipernapara u
COOTBETCTBYIOIINE PEKOMEHAALNH.

Bropoii ax3emisip 3akimoueHus nepenaercs B Komuccuio mo mpobiemam
TUTUEHbI U TOKCUKOJIOTUY MECTUINIOB U arpoxuMukaToB Pocriorpebnanzopa (nanee
- Komuccus).

2.8. Tlocne paccMoTpenusi B KOMUCCHU 3KCHEPTHOTO  3aKJIIOYCHUS U
JIOKYMEHTOB, YKa3aHHbBIX B yHKTE 2.2 nanHoro [lopsiaka, SKCnepTHOE 3aKII0YeHUE
u pemienrie Komuccun nHampasistorcss B PocrorpeOHan3op 1uisi  MOATOTOBKHU U
0oQOpMIICHUS CAaHUTAPHO-IMUACMHOIOTHYECKOTO 3aKIIOYCHHS]  YCTaHOBIECHHOTO
oOpasua. Cpok paccMOTpeHHs JOKyMEHTOB B PocrioTpeOHaa30pe cocTaBiIsieT OAUH
MeCSIL.

2.9. B cayuae orcyrcTBHS O(DHIIMAIBHO YTBEPKICHHBIX THTHECHUYECKUX
HOPMATHBOB COJIEPKaHUSI TOKCUYHBIX M OIACHBIX BEIIECTB, MPHUCYTCTBYIOIIUX B
arpoXMMHKAaTe WK 00pa3yIoIIMXCs IPU €ro MPUMEHEHNUN B CEITbCKOXO03SICTBEHHOM
MPOIYKIMIA U/UITU 00BEKTaX OKpYKAroIIeld cpensl (Mpu HEOOXOAMMOCTH TaKOBOM
pernaMeHTaluu) U METOJOB MX KOHTPOJIS, CAaHUTapHO-3IMUIEMHOJIOTHYECKOe
3aKJTFOYCHHE 0POPMIISIETCS JIHIIb TTOCIIE X YTBEPKICHUS B YCTAHOBICHHOM TOPSIIKE.

2.10. CaHUTapHO-3MTUIEMHOJIOTHYECKOE 3aKIFOUEHUE MOMUCHIBAETCA [ TaBHBIM
rOCYJapCTBEHHBIM CAHUTApHbBIM BpadoM Poccuiickoi @Pexepauuu WIH €ro
3aMECTUTENIEM U NEPENACTCS 3asIBUTEINIO.

2.11. CaHUTapHO-3MTUIEMUOJIOTHUECKOE 3aKIIIOUYCHUE MOXKET OBbITh OTO3BaHO
I'maBHBIM roCy1apCTBEHHBIM CAaHUTApHBIM BpauoM Poccuiickoilt denepanum uiam  ero
3aMECTUTENIEM B CiTydae MOTYYCHHsI HeU3BECTHBIX paHee JAaHHBIX 00 OMAaCHOCTH IS
YeJI0BEKa paHee 3apEruCTPUPOBAHHOTO arpOXMMHUKATA.

2.12. TOKCHKONOrO-THTHEHHUYECKOE JOChE XPAHUTCSI B
Hay4HO-UCCIIEIOBATEIbCKOM YUPEKICHUU, OTBETCTBEHHOM 3a  IOJATOTOBKY
UTOTOBOI'0 SKCIEPTHOIO 3aKIIOYEHHs, B KAUECTBE JIOKYMEHTA, IOJTBEPKIAIOIIETO
000CHOBAHHOCTH U MMPABOMEPHOCTD 3aKJIIOUEHUN MO TOKCHUKOJIOTO-TMTMEHUYECKON
OIICHKE arpoXMMHUKaTa.

2.13. Cpok A€HCTBHUSI CAaHUTAPHO-3IUIEMHUOJIOTHYECKOT0 3aKIIOUYECHHUS Ha
arpoOXMMHUKAT COCTABIISIET ACCATH JIET, a B Cllydae HEOOXOIMMOCTH IPOBEICHUS
JIOTIOJIHUTEIBHBIX UCCIEA0BAHUI MO OLEHKE OMTACHOCTH HETAaTUBHOTO BO3JEUCTBUSA
arpOXMMHUKATOB HA 310POBBE JIFOACH /1Ba roja.

[Tpunoxenne N 3
K npukazy denepanbHoii ciryk0bI 0 HAA30pY B chepe
3aIIUTHI TIPAB TIOTPEOUTENCH 1 0IaromoIyqrs YeJIoBeKa
ot 1 aBrycra 2006 r. N 225

ITopsnox
OpraHM3alMy CAHUTAPHO-3IIHUIEMUOIOTHYECKON IKCIIEPTU3bI BETEPUHAPHBIX
npenaparos Ha Teppuropuu Pocculickoin @enepanuun

1. O0wme mosoxeHus
1.1. [Topsiiok OpraHU3alMyd CAHUTAPHO-ITHIEMHOJIOTUICCKONH IKCIEPTH3BI

BETEpUHAPHBIX IpenaparoB (Haiee - [lopsnok) yctaHaBauBaeT odmue TpeOOBaHMS
K IIPOBEJICHUIO SKCIIEPTU3BI BETEPUHAPHBIX MPEMapaToB, OCYIIECTBISEMON C  [EIBI0



OIICHKH OMACHOCTH MPENapaToB JJIsl dKU3HU U 3J0POBbs HACEIEHUS, YCTAHOBIICHUS
TUTUECHUYECKUX TPeOOBAaHUH, PETIIAMEHTOB U KPUTEPHEB O€30MaCHOTO OOpAIICHHS C
HUMH.

1.2. Dkcnepru3a nmpoBoautTces DeaepanbHON CIy)00i 1Mo Haa30py B cdepe
3aIIUTHI IIPaB MOTPeOUTENeH U OIAronoydrs 4YeI0OBEeKa HA OCHOBE KOMIUICKCHOMN
TOKCHKOJIOTO-TUTHEHUYECKOW OLICHKHM BETEPHHAPHBIX IIpenaparos B
Hay4HO-UCCIIEIOBATENbCKUX yupexaeHusx (naisee - HUY), akkpeauToBaHHBIX
PocnorpeOHan30poM B yCTaHOBIIEHHOM TOPSIZIKE.

1.3. IIpoBeneHne caHUTaApHO-3IUAEMHOIOTMUECKON KCIIEPTU3bI BETEPUHAPHBIX
IIpenapaToB OCYLIECTBISETCS HAa JOTOBOPHOM OCHOBE  MEXAy
OpraHu3anuei-u3roTOBUTENIEM WM IIOCTABIIMKOM IIpernapara - 3assuresieM 1 HUY u
COCTOHT H3:

- KOMIUIEKCHOM TOKCHKOJIOTO-TUTHEHMUYECKON OLIEHKHM  BETEPHUHAPHOIO
npenapara (JeHCTBYIONIEro BEIIeCTBa U MperapaTUBHON (DOPMBI), BKIIFOYAsT OIEHKY
€ro BO3MOKHOT'O HETaTUBHOI'O BIIMSHUS HA 3JOPOBbE HACEICHUS;

- TUTHEHUYECKOW OILIEHKH YCIOBUM, TEXHOJOTHMH IPOU3BOJCTBA (IS
IIpenapaToB, IPOU3BOJUMBIX Ha TeppuTopun Poccuiickoii @enepanyiv) 1 NpUMEHEHUs
BETEPUHAPHOI0 Mpenapara, B TOM YHACIE THTHEHUYECKYIO OLIEHKY HCIOJIb3yEMOTO
00opyIoBaHus;

- THTUEHUYECKOM pPerjJaMeHTalud OCTATOYHBIX KOJIMYECTB BETEPUHAPHOTO
npenapara B MpOAYKIIUU 5KUBOTHOBO/JICTBA, IITULIEBOJICTBA, TYEIIOBOJICTBA U CPEJIC
oOuTaHus, a TaK)K€ THTUEHUYECKON perjiaMeHTalluy YCIOBUM €ro IMpOU3BOJICTBA
JUIsl OTEYECTBEHHBIX IIPENapaToB U INPUMEHEHHs Ha Teppuropuun Poccuiickont
denepanuu;

- OLIEHKU METOJIOB aHAIUTHUYECKOTO KOHTPOJS COJAEPKAHHUS OCTATOUHBIX
KOJMYECTB BETEPUHAPHOTO Tperapara (IeHCTBYIOIIETO BEIIIECTBA) B
YKUBOTHOBOUECKOH, MITUIIEBOTYECKOM, MUEIIOBOTYECKON MPOAYKIIMH U OOBEKTaxX
OKpYKalolllei cpebl;

- MOJITOTOBKU CAHUTAPHO-3MUAEMHUOJIOTMUYECKOT0 3aKIIOUEHUS [0 UTOram
CaHUTAPHO-3IHIEMHUOIOTHYECKON IKCIIEPTU3HI.

II. TTopsiok 1 CPOKHU MPOBEICHUSI CAHUTAPHO-3MHUIEMUOJIOTUYECKON IKCIIEPTU3bI
BETEPUHAPHBIX IIpENapaToB

2.1. B cootBercTBUM ¢ PenepanbHbiMu 3akoHamMu OT 19.07.1997 N 109-03
"O 6e3omacHOM O0paIeH!! ¢ ecTuIaaMu 1 arpoxumukaramu” u ot 30.03.1999
N 52-®3 "O caHUTapHO-3MUAEMHUOJIOTHICCKOM OJaronoxydyuyd  HacejaeHus"
DKCIIEPTHU3E MOAJICKAT BETEPUHAPHBIC TpENaparhl, MEeCTUIUABl U CYOCTAHIIHH,
IIpEeHA3HAYEHHbIE JUIsl PErMCTPAllMOHHBIX HCHBITAHWM,  TOCYJapCTBEHHOU
perucTpanuu u odparienus Ha Teppuropun Poccuiickoit denepariiu, BKIOYas:

- mpousBoauMbIe B Poccuiickoit deneparuu (B TOM YUCIIE ONBITHBIC TAPTUN) -
IIPU IOCTAHOBKE Ha MPOU3BOJICTBO, BHECEHUH HM3MEHEHUW B HOPMATHBHYIO WU
TEXHUYECKYI0 JOKYMEHTAIUIO, BKJIIOYAash M3MEHEHHE COCTaBa BETEPUHAPHBIX
MpernapaToB W/UIM TEXHOJIOTUIECKOTO PETIaMEeHTa UX MPOU3BOJICTBA;

- BBO3UMBbIE Ha TeppuToputo Poccutickoit @eneparuu;

- TpU HCTEYEHUU CpOKa JIEUCTBUS  paHEE  BBIJIAHHOIO
CaHUTAPHO-3IHIEMHUOJIOTHYECKOTO 3aKI0YEHUSI HA BETEPUHAPHBIN ITpenapar.

2.2. Jlnsg npoBeAeHUs SKCIIEPTU3bl BETEPUHAPHOTO Mpernapara opraHu3alusi-
M3TOTOBUTEINb UJIHM MOCTABIIMK BETEPUHAPHOIO Ipernapara (1anee - 3asBUTEINb)
npencTanisier B PocnorpebHan3op ciaenyromnme JOKyMEeHTHI:



- 3asIBKY Ha KCIIEPTHU3Y;

- MaTepuajbl Ha PYCCKOM WJIM aHIJIMICKOM SI3BIKAX, XapaKTEepHU3YIOLIHe
TOKCUKOJIOI'O-THTUEHNYECKHUE CBOIMCTBA IEHCTBYIOIIETO BELIECTBA BETEPUHAPHOIO
npenapara U ero npenapaTuBHON (HOPMBI B IIEJIOM (JI0ChE);

- macmopt 6e30MaCHOCTH (WJIM MPOEKT) JJIsl OTEUYECTBEHHBIX BETEPUHAPHBIX
IpenapaToB, JOKYMEHT O KadecTBE U 0O€30MaCHOCTH  HMIOPTHPYEMOIO
JICMCTBYIOIETO BEIIECTBA (TEXHUYECKUI MPOIYKT) W/UIM TpenapaTUBHON (HOpPMBI
(cmetmdukamus, cepTuduKar aHanW3a WIM WHOW JOKYMEHT), BBIJaHHBIN B
YCTaHOBJIEHHOM IOPSJIKE;

- MaTepHaJibl 10 OCTATOYHBIM KOJUYECTBAM JICHCTBYIOIIErO BEIECTBA UM €r0
METa0O0JIUTOB, COAEPKAIIUXCS B MPOIYKIMUA (KUBOTHOBOJACTBA, HTHIIEBOJICTBA,
[TYEJIOBOJICTBA) WJIM B OKpY)KAalOLIeW cpeie NMpu NPUMEHEHUH BETEPHUHAPHOIO
npenapara;

- peKOMeHAaluu (WIM UX IIPOEKT) MO0 MPUMEHEHHUIO BETEPUHAPHOTO Ipenapara
C YKa3aHUEM B HUX MEp MPEIOCTOPOKHOCTH MPH 0OpaLieHUH ¢ HUM (TIpH XpaHEHHH,
IIPUMEHEHHUH, 00€3BPEXKUBAHNU U T.J.), B TOM YHCIIE IPU €r0 UCIOJIb30BAHUN B
YCIIOBUHU JIMYHBIX MOJICOOHBIX XO3SIMCTB U B OBITY;

- TAPHYIO ATUKETKY (MUJTK €€ TIPOCKT);

- HOpMaTHUBHbIC U/WIA TEXHUYECKHE JAOKYMEHTHI (TEXHHYECKHE YCIIOBHS,
KpaTKoe M3J10)KEHUE TEXHOJIOTHYECKOT 0 perjJaMeHTa U JAp.), Ulsl Ipenaparos,
IPOM3BOJICTBO MK pachacoBKa KOTOPBIX IUTAHUPYETCs Ha TeppuTopun Poccuiickoi
denepanuu;

- CAHUTAPHO-31IHIEMUOJIOTUYECKOE 3aKJIIOUEHUE O COOTBETCTBHM YCJIOBMM
IPOM3BOJICTBA TPEOOBAHUAM TOCYJAPCTBEHHBIX CAHUTAPHO-3MUIEMHOIOTHYECKUX
IPaBUJI U HOPMATUBOB (U1 OTEYECTBEHHBIX MIPENApaToB), BBIAAHHOE YIIPABICHUSMHI
Pocnotpebnanzopa o cyobrextam Poccutickoit deneparum.

2.3. Ilocne nmpencraBiaeHUs JOKYMEHTOB, YKa3aHHBIX B II. 2.2, 3asBUTEINb
MOJIy4aeT COMPOBOJIUTEILHOE MHUChMO (HampaBieHue) PocmorpeOHan3opa B
akkpeauroBanHoe HMY 11s npoBeneHust KOMIUIEKCHON TOKCUKOJIOTO-TUTHEHUYECKON
OLIEHKH BETEpUHAPHOIO Ipenapara.

2.4. HayuHo-McCnen0BaTENbCKOE YUPEKIEHUE HA OCHOBE IOJyYEHHBIX

JIOKYMEHTOB ~ Ompenensier o0beM  pador, HEOOXOOUMBIX UL
TOKCUKOJIOTO-TUTUEHUYECKOH OLIEHKH BETEPUHAPHOTO Mpenapara (CyocTaHIuu), 1
opopMIIsIET JIOTOBOPp HA WX IPOBEICHHE. Cpok  TIpOBEICHHS

TOKCHUKOJIOTO-THTHEHUYECKON OLICHKH IIpernapaTa He JOJDKECH IIPEBBIIATh 6 MECSLEB.

B ciayyae oTCyTCTBUS B MarepHaliaX 3asBUTENS IOJHBIX JaHHBIX JUIS
IIPOBEJCHUS TOKCHUKOJIOIO-THTMEHUYECKON OLICHKH IIpernapaTra, THTHECHUYECKON
perylaMeHTaly yCIOBUM €ro IIPOU3BOACTBA U NpuMeHeHus, HUY ysenomuster
3asBUTEIIA O HEOOXOAUMOCTH MX MPEACTaBJICHUS WIM 3aKIK04YaeT JIOroBOp Ha
IPOBE/IEHUE COOTBETCTBYIOIIMX MCCIEOBAHNN, B TOM YHCIE MO OOOCHOBAHUIO
TUTMEHUYECKUX PErjaMeHTOB, OLEHKM pHCKa JJIA 370pOBbs pabOTaroIIuX U
HaCEJICHUS.

2.5. KoMmiekcHass TOKCHKOJIOTO-TUTHEHUYECKasi OLEHKAa BETEPUHAPHBIX
[IpenapaToB MPOBOAUTCS akkpeauToBaHHbIMU HUY u BKiltouaer:

- OILIEHKY TOKCUYHOCTH (OCTPOM, MMOJOCTPON M XPOHUUECKOW) JECHCTBYIOIETO
BellecTBa (/1.B.) mpemapara, TEXHUYECKOTO MpOoAyKTa  (cyOcTaHIMM) U
npenapaTuBHON (GOPMBI B LIETOM;

- YCTaHOBJICHHE BO3MOKHOCTH BOSHUKHOBEHHS CHIEIM(PUUECKUX U OTIATEHHBIX
3 eKTOB BO3MEHCTBHS Ha 30pPOBbE HACEICHUS (anmIepreHHoCTb,
TEpaTOTeHHOCTh, SMOPHOTOKCHYHOCTb, PEHPOAYKTHBHAas  TOKCHYHOCTH,



MYTareHHOCTb, KaHI[EPOT€HHOCTh);

- OIIpeJIeJICHNE OMACHBIX MTPUMecel 1 MeTaboIUTOB N.B. U Ipernapara B
LIEJIOM;

- OLICHKY CIIOCOOHOCTH MpernapaTa K OMOKYMYJISIIUH, a TAKXKe €ro CTOMKOCTH
B OKPY’KAIOLIEH Cpelle, MUTPALIMOHHBIX CBOUCTB U JIp.

OAHOBPEMEHHO paccMaTPUBAIOTCS MaTepHalibl O HaJMYUU TUTHEHUYECKUX
HOPMAaTHBOB COJIEP>KAHMS JIEUCTBYIOIIMX BEIIECTB BETEPUHAPHBIX MPENAPaATOB,
BO3MOJXKHBIX OMACHBIX IMPUMecel U MeTabOIUTOB B 00BEKTaX OKpYXKaoIlel cpeabl,
JKUBOTHOBOJTYECKOM, NTHIIEBOAUYECCKOM M ITUEITOBOIUYCCKOM NPOIYKIIUU U
00eCreYeHHOCTh UX METOJaMU aHAJIUTUYECKOTO0 KOHTPOJIS, a TaKke O
COOTBETCTBUHM (HECOOTBETCTBMM) YCJIOBUN MPOU3BOACTBA  OTCUECTBEHHBIX
BETEPUHAPHBIX MPENapaToB ACUCTBYIOUIMM CAHUTAPHBIM IIPAaBUIIAM.

2.6. OuieHKa BO3MOYKHOTO HEFaTUBHOTO BIIMSIHUS BETEPUHAPHBIX IIPENapaToB
Ha 37I0pPOBbE HACEIEHHSI OCHOBBIBAETCS HAa OLIEHKE PEaJbHOTO PUCKa MIPOU3BOJICTBA
Y TIPUMEHEHUS TIPETapaToB Kak Ha pabOTArOMIMX C BETEPUHAPHBIMH TIperapaTaMu,
TaK 1 Ha HaceJICHUE B LIEJIOM, B Pe3yJIbTaTe MPSIMOT0 BO3ACUCTBUS BETEPUHAPHBIX
IpernapaToB Ha 4YeJIOBEKa Ha BCEX dTamax MX oOpaiieHusi (IpOu3BOJICTBO,
XpaHEHue, TPAaHCIOPTHUPOBKA, IPUMEHEHNE) U NP UX BIUSHUM Ha Cpey OOUTAaHUS
monen. Ilpu 3ToOM OlLIEHMBAIOTCS pealbHbIE YPOBHHU COACPKAHUS OCTATOUYHBIX
KOJIMYECTB BETEPHHAPHBIX MPENapaToB (ICHCTBYIOMUX BEIIECTB) B OOBEKTAX
OKpY’Karomien cpeasl (MMPOJ0BOJILCTBEHHOE ChIPhE M MUIIEBbIC MPOAYKTHI; IIEPCTh U
MexX o0pabaThiBaeMbIX >KUBOTHBIX; BOJIAa, TOYBA W BO3MyX) IPH Pa3TUIHBIX
TEXHOJIOTHSIX U YCIIOBUSIX MPOM3BOJICTBA U MpUMEHEHUs1 mpenaparoB. Ha stoit
ocHoBe HMY 000OCHOBBIBAIOTCS CPOKH OXHIAHHUS (BO3MOKHOTO HCIIOJIb30BAHMS
MOJIOKa, Msica, CyOIPOIyKTOB, SIUII, TPOAYKIIUU MTIETOBOJCTBA - B MUIILY, IIEPCTH
U MeXa - JUIs IepepaboTKM); TOTOBATCS PEKOMEHJAIMU 10 COBEPIICHCTBOBAHUIO
npeyIaraeMbIX TEXHOJIOTHIA U TIPEIOTBPAIICHUIO HETATUBHBIX TIOCIEACTBUNA  000poTa
IIPEnapaToB JUIsl 310POBbS JIOCH.

Pe3ynbraThl JaHHBIX UCCIIEIOBAHUM IIEpealoTcsd B akkpeauToBanuele HUY,
OTBETCTBEHHBIE 32 MOJATOTOBKY HTOTOBOT'O SKCIIEPTHOTO 3aKJIIOUEHus (lanee -
rosiopasic HNY).

2.7. Tonosnoe HUY anamu3upyer u 0000111a€T BCIO COBOKYITHOCTH TAHHBIX 110
TOKCUKOJIOTO-TUTUEHUYECKON OIEHKEe BETEPUHAPHOTO Tperapara, OoQOopMIIseT
9KCIIEPTHOE 3aKJIIOUEHUE U HAIIPaBIISIET 3asIBUTEII0, B KOTOPOM H3JIaratoTcsl BBIBObI
0 BO3MOXHOCTH M YCJIOBUSAX PETHCTpAIUU, IPOU3BOJICTBA U MPUMEHEHUS Mpernapara
Y COOTBETCTBYIOIIME PEKOMEHAIINH.

Bropoii sx3emmuisp 3akmroueHust nepenaercs B Kommccuio mo mpobiaemam
TUTUEHBI U TOKCUKOJIOTHH TIECTUIINIOB U arpoXxuMukaToB PocriorpebHamzopa (nanee
- Komuccus). Cpok paccmoTpeHus ToKyMeHTOB B PocrioTpeOHan3ope cocTaBisieT
OJIMH MECSHL.

2.8. Tlocne paccMoTpenusi B KOMUCCHU 3KCHEPTHOTO  3aKJIIOYCHHS U
JIOKYMEHTOB, YKa3aHHBIX B MyHKTE 2.2 TaHHOTO MOpsiaka (KpoMe IMyHKTOB a, O,

), SKCIOEpTHOE 3aKioueHne u peuieHue Komuccum — HampaBisioTCs B
PocnioTpebnan3op A MOArOTOBKU U OPOPMIICHHS CAHUTAPHO-3IUAEMUOIOTHIECKOTO
3aKJIIOUEHUs] YCTAaHOBJIEHHOTO 00pasiia.

2.9. B cnyuae oTcyTrcTBUS OQUIMATBHO YTBEPKACHHBIX TMTHEHUYECKUX
HOPMAaTUBOB COJEPKAHMSI OCTATOYHBIX KOJIMYECTB BETEPUHAPHOIO Ipernapara
(mefcTByIOIIET0 BEIIeCTBA) B JKUBOTHOBOTYECKOM, NTUIIEBOYECKOM,
MTYEIOBOYECKON MPOAYKIIMU W/WIM OOBEKTaX OKPYKAIOIICH cpensl (pu
HEOOXOJUMOCTH TaKOBOM pEriaMeHTAllMh) W METOJOB HUX KOHTPOJIA,



CaHUTAPHO-3MUIEMHUOJIOTHUECKOE 3aKITI0YCHNE O(GOPMIIIETCS JIMIIbL MOCIe U UX
YTBEPKJICHHS B YCTAHOBIIEHHOM HOPSIJIKE.

2.10. CaHUTapHO-3IIMIEMUOJIOTUYECKOE 3aKI0UEHHE MTOANNUCHIBAETCS [ TaBHBIM
rOCyIapCTBEHHBIM CAaHUTApHBIM BpauoMm Poccuiickoir ®Penepaurii WIW  €ro
3aMECTUTENIEM U NIEPEJAETCS 3asBUTEINIO.

2.11. CaHUTapHO-3TTHIEMHUOTIOTHIECKOE 3aKITFOYCHUE MOXKET OBITh OTO3BaHO
I'maBHBIM rocy1apCTBEHHBIM CaHUTAapHBIM BpadoM Poccuiickoi denepauvu Wil €ro
3aMECTHUTENIEM B CiIydae MOJTYYeHUs HEU3BECTHBIX paHee JaHHBIX 00 OMacHOCTHU IS
YeJI0BEeKa BETEPUHAPHOT0 Mperapara.

2.12.  TOKCHUKOJOTrO-THTHEHUYECKOE JOChE XPAaHUTCS B
HAyYHO-UCCIIEIOBATENbCKOM YUYPEKICHUHM, OTBETCTBEHHOM 3a  IIOATOTOBKY
UTOTOBOI'0 SKCIEPTHOIO 3aKIOYEHUS, B KAUECTBE IOKYMEHTA, IOATBEPKAAOIIETO
000CHOBAHHOCTb U MPAaBOMEPHOCTD 3aKIIOYCHUN MO0 TOKCHUKOJIOTO-TUTUEHHYECKON
OILICHKE BETEPUHAPHOTO IIpenapara.

2.13. Cpok neicTBUS CaHMTAPHO-IIUAEMHOIOIMUECKOTO 3aKJIIOYEHMsI Ha
BETEPUHAPHBIN MTpernapaT COCTABIISAET AECITh JIET, a B cllydae HEOOXOAUMOCTH
IIPOBEJEHUS IOIIOJHUTENBHBIX NCCIEJOBAHUM 110 OLIEHKE OIACHOCTH HETaTUBHOIO
BO3JICHCTBUS BETEPUHAPHBIX MPENAPATOB HA 3/I0POBbE JIFOIEH 1BA IOJ1a.

[Tpunoxenue N 4
K pukazy denepanbHoii ciryk0bl 10 HAA30pPY B chepe
3aIUTHI IPAB TOTPEOUTENCH 1 0IaromoIyqrs YeJIoBeKa
ot 1 aBrycra 2006 r. N 225

ITomoxenue
o Komuccun o npo6iieMam rurueHbl 1 TOKCHKOJIOTHH TIECTUITUAOB U arpOXUMHUKATOB

Komuccus mo mpobiemam TUTHEHBI U TOKCHKOJOTUM  TECTULUIOB U
arpoxuMukaroB (nanee - Komuccus) @enepanbHoil Ciryk0bI 110 HaI30py B chepe
3alIUTHl TpaB moTpeduteneil m OIaromoiyyusi yeloBeKa co3JaHa B IEAX
peanmsanuun  PenepanbHbix 3akoHOB oT  30.03.1999 N 52-03 "O
CaHUTAPHO-IITHUIEMHUOJIOTHYECKOM Oyiaronoflyunn HaceneHus" u ot 19.07.1997
N 109-@3 "O 6e3onacHOM 0OpaleHMH C MECTULUAAMU U arpOXUMHKaTaMu' U
ABJISIETCS] SKCIIEPTHO-KOHCYJIbTaTUBHBIM OPTaHOM B JIaHHOM 00J1acTH.

PykoBoncTBO nesitenbHOCTRI0O KomuccHM oOcCyliecTBIsieTCsl IpeacenaTesieM
Komuccun - pykoBogurenem denepanbHol CiIy>KObI IO HAI30py B cdepe 3aluThI
npaB MoTpeduTeneil u Oiaronoyiydus 4eaoBeKka, [JaBHBIM TOCyAapCTBEHHBIM
caHuTapHbIM BpadoM Poccutickont @enepanuu.

J1j1s onepaTUBHOTO pEelIeHHsI OpraHU3alMOHHBIX BOIIpocoB Komuccus us cBoero
cocraBa oOpa3yer 0ropo, paboTaroliee Ha IOCTOSTHHONW OCHOBE.

- Komuccus hopmupyercs u3 uncia BeAyluux y4eHBIX M  CIICLMATIUCTOB B
00J1aCTH TUTUEHBI, TOKCUKOJIOTHH U PETJIAMEHTAIIUU TPUMEHEHHS MECTUIUI0B U
arpoxumukaroB. CocrtaB Komuccun yrBepxaaercs pykooautenem DenepaibHOM
CIykOBI 110 Ha30py B cdepe 3aumThl MpaB moTpedbuteneii u Oraronomydus
YeJloBeKa.

B cBoeii pabore Komuccust pykoBoJICTBYeTCs 3aKOHOAAaTENIbCTBOM Poccuiickoit
®denepannn, HOPMATUBHBIMHU ITPABOBBIMH aKTaMHU B 00J1aCTH 0€301MaCHOT0 00paIleHus
C mecTULIUIaMU U HacTosuM IlonoxeHneM.

OcHoBHbIMU 3amadamMu Komuccuu SIBISIOTCS pa3pabOTKa — MPEIJIOKECHUH,
HaIPaBJICHHBIX Ha:



- OXpaHy 3/10pOBbs HACEJIEHUS OT HEOIArONPUATHOTO BIMSHUS IECTUIIUIOB U
arpOXMMHUKATOB (Jajiee - mpernapaToB);

- oBbIIeHUE () (HEKTUBHOCTH HAYUHBIX HCCIEIOBAHUNA M TOCYIAapCTBEHHOTO
CaHUTAPHO-3MUIEMHOJIOTMYECKOr0 Ha/l30pa 3a MPOU3BOJCTBOM, XPAHEHUEM,
TPaHCIIOPTUPOBKOM, pean3anreil 1 NpUMEHEHUEM IIPENapaToB;

- KOOPJIMHAIUIO ACSITEIbHOCTH B JAHHON 00J1acTH HAyYHO-UCCIIE0BATENbCKUX
YUPEKACHUHN U TEPPUTOPUANBHBIX ynpaBieHuid PocnorpeOHam3opa mo cyObekTam
Poccuiickoit deneparumu.

B cooTrBeTcTBUM € BO370KEHHBIMU 3afadaMu Komuccusi OCyIECTBISET
cienyromue GyHKITUH:

- pa3pabOTKy CTpaTeruvl W TAKTHKH NEATEIHHOCTH TEPPUTOPUAIBHBIX
yIpaBiIeHUI U Hay4YHO-UCCIIEI0BATENbCKUX YUPEXKIEHUN B 00sacTi  0€30MacHOro
oOpailieHus ¢ MeCTULUAMH U arpOXUMHUKATaAMU;

- aHaiKu3 ¥ 0000IIeHNEM HAyYHBIX JIaHHBIX, MOATOTOBKY MPEUIOKEHHUH IO
NPOBEICHUIO HAYYHBIX HCCIEAOBAaHMM B OONACTH TOKCHKOJOTHHM, THUTHEHBI
MIPOM3BOJICTBA U MPUMEHEHHUSI IECTUIIUIIOB U arPOXUMHUKATOB;

- ydacTHE€ B IIOATOTOBKE IPOEKTOB 3aKOHOJATEJIbHBIX, HOPMATHBHBIX
MIPABOBBIX aKTOB U OPTaHU3ALMOHHO-PACIIOPSIUTENbHBIX JOKYMEHTOB B JaHHOMN
o0JacTu;

- METOJIMYECKOE PYKOBOJACTBO JEATEIbHOCTHIO MO COBEPIICHCTBOBAHUIO
METO0B aHAJTUTUYECKOT0 KOHTPOJIS MIPETapaToB B MUIIEBBIX MPOAYKTaX, 00bEKTaxX
OKpYy Karollen cpelbl U Onocpenax;

- ydacTHe B aKKpEIUTAllMd Ha MPaBO MPOBEICHHS PErHUCTPALIMOHHBIX
UCIBITAaHUHN TIECTULIUIOB U arpOXUMHUKATOB;

- y4acTue B OpPraHM3alMil U NIPOBEACHUM CEMHHApOB M  COBELIaHMI 110
npobiemMaM 6e30macHOTO 0OpaIeHus ¢ IECTUITUIAMHU U arPOXUMHUKATaMH.

Opranuzanus pabotsl Komuccun:

Pa6ora Komuccuu ocymiecTBisieTcsi B COOTBETCTBHUHM C IJIaHAMH,
yTBepkAaeMbIMuU npeacenarenemM Komuccunn.

Bonpocel, oTHeceHHble Kk KommeTeHIMM Komuccum, paccMaTpuBaroTCs Ha
3acenanusax Komuccun mim Bropo, KoTopblie IpOBOJATCS IO Mepe  HEO0OXOAMMOCTH,
HO He pexe | pas3a B KBapTal.

OTBETCTBEHHOCTH 3a BEJICHHUE JIenonpon3BocTBa Komuccnn, xpaneHue u
COXPaHHOCTh IOKYMEHTOB BO3JIaraeTcs Ha 3amecTurens npeaceaarens Komuccun
[0 OpPraHU3alMOHHBIM BOIPOCAM.

OpraHu3alnOHHO-TEXHUYEeCKoe olecrieyeHne aesTenbHocTH  Komuccun
ocymectBisiercss PI'YH "®denepanbublii HayuHsblil LlenTp ruruensl um. @.@. Spucmana"
Pocnorpebnanzopa.

Komuccus Bnpase:

1. IIpyHUMaTh pelmeHnss 0 BO3MOXKHOCTH TI'OCYJapCTBEHHOW perucTpaiu,
periamMeHTax M YCIOBUSX IMPOU3BOJACTBA M NPUMEHEHHUS  IMpenapaTroB U
MPEACTABISTH UX JJIS1 PACCMOTPEHUS U YTBEP>KJIEHHUS B YCTAHOBICHHOM IMOPSIKE B
Pocniotpebnamzop.

2. 3ampaimBaTh HEOOXOAUMBIE MATEPHAIBI OT TEPPUTOPHAIBHBIX — YIPaBICHUH
PocnioTpeOHan30pa 1 HAydHBIX YUPEKACHUH B IIpeIesiaX CBOCH KOMIIETEHITUH.

3. Co3pmaBath npu HEOOXOMMOCTH BPEMEHHbBIE SKCIIEPTHBIE paboyue TPYIIIbI
MO0 MPHUOPUTETHBIM HAIpPABICHUSAM JAEATEIbHOCTH M IMpHUBIEKaTh K padoTte
cneunanuctoB PAMH, ¢enepaibHbIX OpraHOB UCIIOTHUTEIBHON BIACTH.

4. ®opMHUpOBaTh MPEJI0KEHUS 10 MEKITYHAPOJHOMY COTPYIHUYECTBY B JaHHOU
oOmactu, B ToM uncie co ctpanamu CHI.



5. COBMECTHO € 3aMHTEPECOBAHHBIMU YUPEXKIECHUSIMU FOTOBUTh IIPEIJIOKEHUS
M0 OpTaHM3allid W TOBBINIEHUIO ()DPEKTUBHOCTH HAa30pa 3a OOpalleHUEM C
NneCTuuuaM 1 arpoxXuMuKaTamu.

6. 3acnymmBath wieHoB  Komuccuu,  pykoBOJUTENEH
Hay4HO-UCCIICOBATEIbCKUX YUPEKACHUN, TEPPUTOPUAIBHBIX YIIPABJICHUI
PocnoTpeOHan3opa o manHo# mpoodieme.



