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Perucrpaunonnsiii N 8316

"O caHUTapHO-3IUAEMHOIOIMUECKON 3KCIEPTU3E NECTUINIOB U arPOXUMHUKATOB"

B cootBercTBuu ¢ denepanpHpiM 3akoHOM Poccuiickoit denepanun ot 30
MapTa 1999 rona N 52-®3 "O caHUTapHO-IMUAEMHUOJIOTHYECKOM OJ1aronoyduu
nacenenus" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1999, N 14,
cT. 1650), ®enepanpubiM 3akoHOM OT 19 utonst 1997 r. N 109-03 "O Ge3zonacHoM
oOparienuu ¢ nectuiuaamu u arpoxumukaramu” (CoOpaHue 3aKOHOAATETHCTBA
Poccuiickoit @enepammu, 1997 r., N 29, ct.3510), IlocTraHoBieHrem
[TpaButenscTBa Poccuiickoit @eneparun ot 30 mionss 2004 r. N 322 "O6
YTBEP)KJICHUU NoJI0keHUs1 0 PenepaibHOl ciayx0e 1o Ha30py B chepe 3aluThl IpaB
norpebureneii u Omaromonyuns denoBeka' (CoOpaHHe 3aKOHOIATEILCTBA
Poccutickoit ®eneparuu, 2004, N 28, ct. 2899) nprkasbiBaro:

1. YTBepauTs:

1.1. Ilopsimok opraHu3alliy CaHUTAPHO-3MUIEMHUOIIOTHYECKOH AKCHEPTU3bI
NeCTUINIOB Ha Tepputopun Poccuiickoit @enepanmu (mpunoxerue N 1);

1.2. Ilopsimiok opraHu3alliyd CaHUTAPHO-3MUIEMHUOJIIOTHYECKON HKCIEePTHU3bI
arpoXMMHKaToB Ha Tepputopuu Poccuiickoii denepanun (npunoxenue N 2);

1.3. Ilopsinox opraHu3an CaHUTAPHO-IIUIEMHOIOITMYECKON JKCIIEPTU3BI
BETEPUHAPHBIX MpenapaTroB Ha Teppuropun Poccuiickoii denepaunu  (MpUIoKeHHe
N 3);

1.4. Tlonoxenune o Komuccun mo mpobiemaM TUTHMEHBI U TOKCHKOJOTHUHU
HECTHUIUIOB 1 arpoXMMHUKaToB (mpuinoxenue N 4).

2. YCcTaHOBUTH, YTO:

2.1. Beijauy caHMTapHO-3MUAEMHOIOTMYECKHUX 3aKJIFOUEHUI HA IECTULIUAB U
arpoXMMHUKAThI, 000pYJAOBaHHE, TEXHOJIOTUHU JUIS UX UCIIOJIb30BAHUSI OCYIIECTBIISET
®denepanbHas ciy)k6a Mo Haa30py B cdepe 3aluThl MpaB MOTpedHUTenel u
0J1aronoIy4rs 4eaoBeKa.

2.2. IlpoBeieHrEe CaHUTAPHO-3IUIEMHOIOTHYECKON IKCIEPTU3bI IECTULIUIOB U
arpoxumukatoB PenepanbHoi ciayk00i Mo Hag30py B cdepe 3amuThl MpaB
notpedureneil n OJaronosyuyusi 4ejaoBeKa OCYIIECTBIISIETCS HAa  OCHOBE UX
KOMIUIEKCHOW TOKCHKOJIOTO-TUTHEHUUYECKOHN OLIEHKN B HAYYHO-UCCIIE0BATEIbCKUX
YUPEXKJIEHUAX, AKKPETUTOBAHHBIX B YCTAHOBJICHHOM HOPSAJKE, B TOM YHCIIE!

2.2.1. IHCTUTYT TMTHEHBl, TOKCUKOJOTUU MECTULUIOB U XUMHUYECKOU
6e3omacHocTH (LleHTp 10 TUrHeHnYecKoi perjaMeHTalluu CPeACTB XHMM3AIUH
CEJIbCKOTO X03s1iicTBa) PenepanbHOro rocy1apcTBeHHOro yupexaeHus Hayku "OHLIT
M. @.®. Opucmana" - MO0 XMMHUYECKUM CPENCTBAM 3allUThl  PACTECHUU U
peryssiTopaM pocTa pacTeHU;

2.2.2. WHcTuUTyT KOMIUIEKCHBIX mpobseM ruruensl OI'YH "OHIT
uM. ©.d. Dpucmana" - 10 MUHEPAJIbHBIM YAOOPEHUSM, OCaJKaM CTOYHBIX BOJ,
0TX0/1aM ITPOMBIIIJIEHHOT'O IPOM3BOJICTBA U MEJIHMOpPAHTaM, MpEeAHA3HAUYEHHBIM s
MOBBILIEHUS IIOOPOAMS IT0YB, LIEOJINUTAM;



2.2.3. 'ocynapcTtBeHHOE yupexaeHue Hayku '"HaydHo-ucciaenoBaTenbCKuid
[{eHTp TOKCUKOJIOTUU U TUTMEHMUYECKON perinameHTtauuu ouonpenapatos” OMBA
Poccun - mo OuosnoruueckuMm mpemnaparaMm, IpOAyKTaM MHUKPOOHOTO CHHTE3a,
depoMoOHaM M peryasTopaM pocTa PAacCTEHU MPHUPOTHOTO  IPOHMCXOXKICHUS,
OpraHUYECKUM yOOpEHUsIM, OaKTepUAIbHBIM arpoXUMHUKaTaM W YAOOpEeHHUSM Ha
OCHOBe Topa, Canporess U JPYruxX MPUPOJHBIX MaTepPHAaJIOB;

2.2.4. lleHTp MO TUTUEHUYECKOM perilaMeHTallii BETEPUHAPHBIX MpenapaToB
npu PenepanbHOM rocynapcTBeHHOM yupexxaenuu Hayku "OHIUT um. @.®. Dpucmana’
- 110 IECTULIMJAM U IIpernaparaM, UCIIOJIb3YEMbIM B BETEPUHAPHOW IMPAKTUKE IS
JiedeHus U MPOPUITAKTHKY 3a00eBaHui (0OpBOBI C IKTO- W IHJOMAPAZUTAMH)
JKUBOTHBIX W MTHULBI, 11 00pabOTOK XHUBOTHOBOIYECKUX, 3BEPOBOAUECKHUX,
NTHIIEBOTYECKUX TTOMEIIEHUH, MHKYOaTOpHEB U SIMIIECKIIaI0B; KOPMOBBIM J00aBKaM 1
KOHCEpPBAaHTAaM KOPMOB JUIsl )KUBOTHOBO/ICTBA U MITULIEBOJICTBA.

3. Bo3noxutes Ha Komuccuio mo mpoOiemMaM TUTHEHBI U TOKCHUKOJIOTHH
MECTULHUJ0B M arpOXMMHUKATOB PACCMOTPEHUE PE3YJbTATOB  KOMIUIEKCHOM
TOKCUKOJIOTO-TUTUEHUYECKON OLICHKM IECTUIUA0B M  arpoOXHMMHUKATOB B
AKKPEJIUTOBAHHBIX HAYYHO-HCCIIEOBATEIbCKUX YUPEXKICHUSIX UIsl IOCIENyoLEen
MOATOTOBKU CAHUTAPHO-3IHIEMHUOJIOTHYECKUX 3aKII0YeHnil B PocriorpedHaazope.

4. lMopyuuts OI'Y3 "HudopmanmoHnHo-meToanueckud 1eHrp "OkcmnepTtusza'
Pocniorpebnanzopa:

4.1. [IpoBeneHre OPraHN3allMOHHO-TEXHUYECKUX MEPONPUATHM, CBSI3aHHBIX C
CaHUTAPHO-3MUEMHOJIOrMYECKON IKCIEPTU30M ECTULIUJIOB U arpOXMMHUKATOB B
®enepalibHOM ciyk0e 1Mo Haa30py B cdepe 3amUThl MpaB MOTpedOUTENeH u
0J1aronoJTy4ust 4eJ0BEKa;

4.2. OdopmieHre TpOeKTOB CAHUTAPHO-IMUAEMUOIOTMUECKUX 3aKITI0YCHH Ha
NECTULUIBI M arPOXUMHUKATHI 111 DenepanbHOi Ciry k0Bl IO HAA30pY B cepe 3amuThl
npaB NoTpeOuTeNe n OIaromnoyyus 4eloBeKa;

4.3. Benenue peectpa CaHUTAPHO-IIHIEMHUOJIOTHYECKUX 3aKIIIOUCHUM Ha
HNECTULU/ABl U arpOXUMHKATBl O COOTBETCTBUU (HECOOTBETCTBUU) MPOAYKIHH
roCy/1apCTBEHHBIM CAaHUTAPHO-3MUEMHOIOTHYECKUM MpaBUIaM U HOpMaTUBaM.

5. PykoBogurensam ynpasieHuit PociorpeOHanzopa no cyobekram Poccuiickoii
@enepallil U 1O KEJIE3HOAOPOKHOMY TpaHCIOPTY obecrieyuTh AP(HEKTUBHBIN
rOCyJapCTBEHHbIN CaHUTAPHO-3MUAEMUOIOTHYECKUN HAA30p 32  COOJIIOJICHHEM
TUTHEHNYECKUX TpeOOBaHUI MpU OOpaLIEHUH C ECTUIMIaMU U arpOXUMHUKATaMH.

6. YmpaBieHHIO HOPMAaTHBHO-TIPABOBOTO OOECHeYeHHs] MOArOTOBUTH IS
BHeceHUs B MuH3apasconpa3suTis Poccnn npoekt nprukaza MUH3ApaBCcoLpa3BUTH
Poccun o npusHanuu yrpaTUBIIMM cuily npuka3za Munsapasa Poccun ot 31.01.2002
N 24 "O TOKCHKOIOTO-TUTUEHUYECKON IKCIIEPTU3E MECTUIIUAOB U arpOXUMHUKATOB"
(3apeructpupoBan Munioctom Poccun 22.02.2002 N 3269).

7. KoHTposib 3a BBINOJIHEHWEM HACTOSIIETO IPUKa3a  BO3JIOXKHUTH Ha
3aMmecTtuTens pykopoautens denepanbHoi ciay)Obl IO HAA30py B cdepe 3aufuThl
npaB norpeduteneit u 6xaromnonyuus yenoseka JLII. ['ynpuenko.

'

PykoBoaurens I''T". Onuienko
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[Ipunoxenue N 1
K npukazy denepanbHoii ciryx0bl IO HaA30pY B chepe



3aIIUTHI IPAB TOTPEOUTENCH 1 0Iaronoyqrs 4eIoBeKa
ot 1 aBrycra 2006 r. N 225

ITopsnox
OpraHu3aly CAaHUTAPHO-3IUAEMUOJIOTMYECKON SKCIEPTU3bI IECTULIMIOB Ha
teppuropun Poccuiickon denepaunu

|. O01me mMoM0XKEHUA

1.1. Ilopsimox opraHu3ali CaHUTAPHO-3IUIAEMHOIOIMYECKON 3KCIEPTU3BI
necTUUI0B (nanee - [lopsaok) ycraHaBiauBaeT o01ye TpeOoBaHusl K MPOBEACHUIO
AKCIEPTU3BI NECTULIMJIOB, OCYLIECTBIIIEMOM C LIE€TbI0 OLIEHKH ONIACHOCTHU IPErapaToB
JUTSL )KU3HU U 3[JOPOBBS HACEJICHHSI, YCTAHOBJICHHUSI TUTHEHUYECKUX TpeOOBaHMUIA,
pErJIaMeHTOB U KpUTEpreB 0€30IacHOro 0OpameHus ¢ HUMH.

1.2. [IpoBenenue 3KkcHepTU3bl ocymecTBisiercss PepepanbHON cyK00i 1O
Ha/30py B chepe 3auuThl paB moTpeduTeneil n Onaromnoinydyusi YeIOBEKa Ha
OCHOBE KOMIUIEKCHON TOKCHUKOJOTO-TUTUEHUYECKOW OLIEHKH  TECTHUIHOB B
HAy4YHO-UCCIIEIOBATENbCKUX YyupexaeHusx (nainee - HUY), akkpenuToBaHHBIX
PocnorpeOHan30pomM B yCTaHOBIEHHOM IOPSIJIKE.

1.3. CanuTapHO-31IMAEMHUOJIOIMUECKas SKCIIEPTU3a ECTULIUOB COCTOUT H3:

- KOMIUIEKCHOH TOKCHUKOJIOTO-TUTUEHUYECKOH OIEHKM  MeCTULUIa
(e CTBYIOIIETO BEIIECTBA U IPEMapaTUBHOW (OPMBI B IIEJIOM) U OLIEHKHU €T0
BO3MO>KHOT'O HETaTUBHOTO BIMSHUS HA 3[JOPOBHE HACETICHHUS;

- TMTMEHUYECKOW OLIEHKH YCJIOBUM, TEXHOJOIMH IPOU3BOJCTBA (IS
MpernapaToB, MPOU3BOAAIIMUXCS Ha Tepputopuu Poccuiickoit  Denpepanuu) u
npuUMEHeHUus TnecTuiuaa (s Bcex MECTHUIIN/IOB, MOJIEKAIINX
CaHUTAPHO-3MHUIEMHUOJIOTHUECKON IKCIIEPTHU3E), BKIIOUasi TMTMEHUYECKYIO OLIEHKY
000py10BaHusl, UCIOIb3YEMOI0 IPU IPUMEHEHUN MTECTUIINIA;

- THTUEHUYECKON perJaMeHTalluy MeCTUIIHIa B 00BEKTaX OKPYXKAIoIIei cpepl,
a TaK)Xe TUTMEHWYECKOW perjaMeHTAllMd YCIOBHUU €ro MpOW3BOJACTBA (I
OTEUECTBEHHBIX IPENapaToB) U MPUMEHEHUS Ha Teppuropun Poccuiickoii
denepannu;

- OLIEHKU METOJIOB aHAJIMTHUYECKOTrO KOHTPOJS COAEP)KAHMUS OCTATOUYHBIX
KOJIMYECTB MECTULIN/IA B IPOIOBOJIbCTBEHHOM ChIPbE, MUIIEBOM NPOAYKIUU U B
00BEKTaxX OKpYXKaroleil cpeibl;

- IOATOTOBKH CaHUTAPHO-3MHUIEMUOIOTHYECKOTO 3aKJIIOUEHHUs O HTOTraM
CaHUTAPHO-3MUIEMHOIOTHUYECKON IKCIIEPTU3HI.

I1. [Topsimok ¥ CpoKM MPOBEACHUSI CAHUTAPHO-IIUIEMUOJIOTHYECKON IKCIIEPTUSBI
MECTULUIOB

2.1. B cootBercTBUM ¢ DenepanbHbiMu 3akoHamu oT 19.07.1997 N 109-03
"O 6e3omacHOM oOparieHuu ¢ nectTuruaamMu u arpoxumukatamu’ u ot 30.03.1999
N 52-®3 "O caHUTapHO-3MUAEMUOIOTHYECKOM OJaromnosyyud  HaceleHus"
OKCIEPTH3E TOJUICKAT TECTUIHM/IBI, MPEeIHA3HAYCHHBIC IS PETUCTPAIMOHHBIX
UCTIBITAHUH, TOCYJapCTBEHHON pETrHUCTpaliMd M OOpalleHuss Ha  TePPUTOPHH
Poccuiickoit denepanyiu, BKIIOYas:

- npousBoauMble B Poccuiickon denepauuu - mpu  IOCTAaHOBKE HA
MPOM3BOJICTBO, BHECEHHUH W3MEHEHWH B HOPMATHUBHYIO WM  TEXHUYECKYIO
JIOKYMEHTAIUIO, BKJIIOYasi U3MEHEHUE COCTaBa MECTUIIMIOB U/WIM TEXHOJIOTMH HX



MIPOU3BOICTBA;

- BBO3UMBIE Ha Teppurtopuro Poccuiickon Penepanny;

- IpU HCTEYCHUU CpPOKa JIEWCTBHS  pPaHEE  BBIJIAHHOIO
CaHUTAPHO-3IUEMHOIOTMUYECKOI0 3aKJIFOUEHUS.

2.2. J1ns npoBeAeHUs SKCIEPTU3bI IECTULIN/IA 3asIBUTENb MPEJICTABISAET B
PocnioTpebnan3op crneayromume 10KyMEHTHI:

- 3a51BKYy Ha 3KCIIEPTHU3Y;

- MaTrepuajgbl HAa PYCCKOM WJIM AHIJIMHCKOM f3bIKaX, XapaKTEpU3YIOLIHE
TOKCHKOJIOTO-TUTHEHUYECKUE CBOMCTBA AEMCTBYIOLIETO BEIECTBA MIECTULIM/IA U €TI0
npenapaTuBHON (GopMBI (10Cke);

- macnopt 6e30MacHOCTH (WM €ro MPOEKT) AJIsl OTEYECTBEHHBIX MECTUIINIOB
U JIOKYMEHT O KadecTBe M 0€30I1aCHOCTH MMIOPTHPYEMOro nectuuuia (JIMcT
0e30macHOCTH, crieluuKamys, cepTuPuKaT aHaM3a WIA APYrod JTOKYMEHT),
BbI/IaHHBIE B YCTAHOBJICHHOM IOPSJIKE;

- peKoMeHAaluu (MM UX MPOEKT) MO MPUMEHEHUIO NMECTUIUA C YKa3aHUEM B
HUX M€p MPEAOCTOPOKHOCTH MpPHU OOpaIlleHuu C HNeCTULMIOM (IpU XpaHEHHH,
MPUMEHEHUHU, 00E3BPEKUBAHKUH U T.J.), B TOM YUCIIE [IPH €T0 UCIIOJIIb30BAHUU B
YCIIOBHH JIMYHBIX MTOJCOOHBIX XO3SHCTB U B OBITY;

- TapHYIO STUKETKY (UJIU €€ MPOEKT);

- HOpMAaTHUBHBIC W/WIA TEXHUYECKHE JOKYMEHTHI (TEXHHYECKHE YCIIOBHS,
KpaTKOE U3JI0KEHHE TEXHOJIOTHUECKOT0 perylaMeHTa U 1p.), JUIsl Tpernaparos,
IIPOM3BOJICTBO WM pachacoBKa KOTOPHIX IUIAHUPYETCSI Ha TeppUTOpUH Poccuiickoit
®enepanuu;

- CAHUTAPHO-31HJIEMUOJIOTUYECKOE 3aKJIFOUEHUE O COOTBETCTBUU YCJIOBHM
MIPOU3BOJICTBA TPEOOBAHUSM TOCYJAPCTBEHHBIX CAHUTAPHO-IIHAEMUOIOIHYECKUX
IIPaBWJI U HOPMATUBOB (11 OTEUECTBEHHBIX MPENApaToOB), BbIIAHHOE YIIPaBICHUIMU
Pocnorpebnanzopa o cyowekram Poccuiickoii @eneparnuu;

- JUId TEeCTHIMJIOB, MpEAjaraéMblX K HCIOJIb30BAaHUIO HA IOCEBax
JIEKapCTBEHHBIX KYJIBTYpP, IPEACTABISAETCS COOTBETCTBYIOIIEE  3aKIHOYECHHE
Bcepoccuiickoro HHCTUTYTA JIEKAPCTBEHHBIX U apoMaTudeckux pacrenuii PACXH
(BJIAP PACXH).

2.3. [locne npeacTaBiaeHUs] JOKYMEHTOB, YKa3aHHBIX B I1. 2.2, 3asBHUTEJIb
NOJIy4aeT CONpoBOUTENbHOE MMcbMO PocioTpebHan3opa B akkpeauroBannoe HUY
JUISI IPOBEJIEHUSI KOMIUIEKCHON TOKCHKOJIOTO-TUTHEHUYECKOM OLEHKN NECTULINIA.

2.4. Hay4Ho-McCnen0BaTENbCKOE YUPEKIECHUE HA OCHOBE  aHalIM3a
NOJYYEHHBIX JIOKYMEHTOB ONpezenser o0beM paboT,  HEeOoOXOAMMBIX IS
TOKCUKOJIOTO-TUTUEHNYECKOM OLIEHKH MEeCTUINa, U 0hOpMIIET JTIOrOBOp Ha UX
nposegeHue. Cpok NpoBeAEHHS TOKCUKOJIOTO-TUTHEHNYECKON OLICHKY Ipernapara He
JIOJI’KEH TMPEBBIIIATh 6 MECSIEB,

B cayyae oTCyTCTBMS B Marepuaiax 3asBUTENS INOJHBIX JaHHBIX JUIS
MPOBEJECHUS TOKCUKOJIOTO-TUTHEHNYECKON OIIEHKH IpernapaTta U TUTHEeHHYECKOM
peraamMeHTalny yCIOBHU €ero mpou3BoAcTBAa U npumeHeHus, HUY ysenomiser
3asgBUTENS O HEOOXOIMMOCTH UX MPEACTABICHUS UK 3aKJI04YaeTcs JOrOoBOp Ha
nposeneHue B Poccuiickon denepanuy COOTBETCTBYIOLIUX HCCIEIOBAaHUN, B TOM
yHclie 10 000CHOBaHHUIO THTHEHUYECKUX PErylaMeHTOB.

2.5. KommnekcHass TOKCHUKOJIOIO-TMTMEHUYECKasl OLIEHKa IecTUluaa
IpOBONTCA akkpeauToBaHHbIMU HUY 1 BKitrOUaer:

- OLICHKY TOKCUYHOCTHU (OCTPOM, MOJAOCTPON U XPOHHUUECKOI), yCTaHOBIIEHHUE
BO3MOXXHOCTH Pa3BUTHS crieU(UYECKUX U OTAAJCHHBIX 3((PEeKTOB BO3AEHCTBUS
(anyepreHHoCTb, TEPATOT€HHOCTb, SMOPUOTOKCHMYHOCTh,  PENPOIYKTUBHAS



TOKCUYHOCTh, MYTar€HHOCTb, KAaHIEPOT'€HHOCTb) TEXHHUYECKOTO0  IMPOIYKTa
JICMCTBYIOIETO BEIIECTBA MTECTULINA; HAWYHS OIIACHBIX MPUMECe 1 MEeTa0OIUTOB;
IpU HEOOXOIMMOCTH - YCTAHOBJIEHUE SKBUBAJICHTHOCTH TEXHUYECKUX MPOJIYKTOB
JICHCTBYIOIMX BELIECTB IIECTULIH]IOB;

- OLIEHKY CITIOCOOHOCTHU MECTHUIM/Ia K OMOKYMYJIISLINH, a TAK)XKE €ro CTOWKOCTH
B OKPY’KAIOIIEH Cpele, MUIPALlMOHHBIX CBOWCTB U Ip.;

- TOKCUKOJIOTHYECKYIO OLICHKY MpernapaTUBHOM (OpMbI MECTUIUAA: OCTpast
nepopaibHas, JAepMajbHas W MHIASLUOHHAA TOKCUYHOCTb, IOAOCTpas
nepopaibHas TOKCUYHOCTb U1l IIPENapaToB, MPOU3BOMAIIMXCS HA TEPPUTOPUU
Poccuiickoit denepanuu, pa3apaxaroiiee AHCTBUE HAa KOXKY U CIU3UCTbIE 000JI0UYKH,
aJIepreHHbIe CBOMCTBA.

B ciydae Hanuuus B cocTaBe npenapaTUBHONW (OpPMBI MECTULUAA OMACHBIX
BEIIECTB JJaHHBIE 10 OLIEHKE MpernapaTUBHON (OPMbI MECTUIUAA MOTYT ObITh
paCIIMPEHBI.

OOHOBpPEMEHHO paccMaTpPUBAIOTCS MAaTepuaibl O HAIWYMU TUTMEHUYECKUX
HOpPMAaTUBOB COJEpXaHUs IEUCTBYIOIIMX BEIIECTB MIECTUIMI0B, BO3MOKHBIX OIACHBIX
npuMecell U MeTabOoJIMTOB B 00bEKTaX OKPY)KAIOIIEH CPe/Ibl U MUIIEBON TMPOIYKIUH;
00€CreYeHHOCTh UX METOJaMU aHAJUTUYECKOTO KOHTPOJIS, a TaKkKe O
COOTBETCTBUHU (HECOOTBETCTBHH) YCJIOBUW TPOU3BOACTBA  MECTHUIIHJIOB,
IIPOU3BOAAIMXCS HAa TeppuTopun Pocculickont @enepannu, 1eHCTBYIOIUM CAHUTAPHBIM
IpaBujaMm.

2.6. OueHka BO3MOKHOTO HETAaTUBHOTO BIIMSTHUS IECTUIIMOB Ha 3/J0POBBE
HAaceJIeHUs OCHOBBIBAETCS HA OIICHKE PEAJbHOrO0 PUCKAa  MPOM3BOJCTBA U
IIPUMEHEHHUS [IPENnapaToB Kak Ha pabOTaIOUINX C NECTULUAMU, TaK U HA HACEJICHHE
B LIEJIOM - B p€3yJIbTaTe NPSIMOTO BO3JACHCTBUA IECTULIMIOB HA YEJIOBEKA Ha BCEX
sTanax ux odpameHus (POU3BOJCTBO, XpaHEHHE, TPAHCIIOPTUPOBKA, IPUMEHEHUE)
WIY TIpY MX BIMSHUM Ha cpefy ooutanus moaed. [Ipu stom, mpexne Bcero,
OLICHUBAIOTCS PEAJIbHBIEC YPOBHU COJNEPKAHUS OCTATOUYHBIX KOJIMYECTB ITECTULIAIOB B
00BEeKTax OKpyXkarmeil cpeasl (BoAa, BO3AYX, MPOJOBOJILCTBEHHOE ChIPhE U
MUIIEBbIE IPOAYKTHI) IPH PA3IUYHBIX TEXHOJOTHIX U YCIOBUAX MPOU3BOJACTBA U
npuMeHeHus npemnapatoB. Ha »toii ocHoBe HUY moryt ObITh MpenoKeHbI
PEKOMEHIalNY 110 COBEPIICHCTBOBAHUIO JAHHBIX TEXHOJOTHMH M MPEIOTBPAILCHUIO
HETaTUBHBIX MOCIEICTBUM IS 340POBbs JIIOJEH.

Pe3ynbpraThl 1aHHBIX UCCIIEIOBAaHNN NTepeaatoTcs B akkpenutoBanHsle HUY,
OTBETCTBEHHBIE 32 OJrOTOBKY UTOTOBOI'O SKCIIEPTHOTO 3aK/IIOueHHs (nanee -
ronosHsie HUY).

2.7. T'onosnoe HUY ananmuzupyer u 000011a€T BCIO COBOKYITHOCTbD JIAaHHBIX 110
TOKCHKOJIOTO-TUTHEHUYECKOW OIIEHKE MECTULMJA W HAIMpaBIseT  3asBUTEIIO
DKCIIEPTHOE 3aKJIFOYEHHNE, B KOTOPOM H3JIarar0TCsl BBIBOJBI O BO3MOKHOCTHU U
YCIIOBHSIX PETUCTpallid, TPOU3BOJCTBA W MPUMEHEHHs  Mpenapara u
COOTBETCTBYIOIINE PEKOMEHIALH.

Bropoii sx3emMiutsp 3akmoueHust nepepaercss B Komuccuto mo mpobiemam
TUTUEHbI U TOKCUKOJIOTUY MECTUIMIOB U arpoxuMukaToB Pocriorpebnanzopa (nanee
- Komuccus).

2.8. Tlocne paccMoTpeHusi B KOMUCCHH 3KCHEPTHOTO  3aKIIOUYCHUS U
JIOKYMEHTOB, YKa3aHHbIX B IyHKTE 2.2 nanHoro [lopsika, SKkcriepTHOE 3aKIII0YEHHE
u pemienre Komuccun nHampasisitorcss B PocnorpeObHan3op /uisi  MOATOTOBKHU U
oopMIIeHHs CAaHUTAPHO-3MUIEMUOJIOTHUECKOTO 3aKtoueHnss. CpoK paccMOTpEeHuUs
JIOKyMEHTOB B PocrioTpeGHaa30pe cocTaBisieT OAMH MeCHL.

2.9. B cnyuae oTcyTrcTBUS O(UIMATBHO YTBEPKAECHHBIX T'MTHEHHYECKHUX



HOPMAaTUBOB COJIEPKAHUS OCTATOYHBIX KOJIMYECTB MECTUIUIA B IPOIOBOJILCTBEHHOM
CBIpbE, MHUIIEBOW MPOAYKIHMH W/WiH OOBEKTaX OKpyXawield  cpersl (pu
HEOOXOJUMOCTH TAaKOBOM pErjaMeHTallud) U METOAOB HMX KOHTPOJIs,
CaHUTAPHO-IMUICMHUOJIOTHYECKOE 3aKII0YCHHE OPOPMIISICTCS JIMIIb  TOCTE UX
YTBEPKACHUS B YCTAHOBJICHHOM TMOPSAJIKE.

2.10. CaHUTapHO-31HUIEMUOJIOTHYECKOE 3aKIIIOUEHHE MOANMChIBaeTcs [ 1aBHbIM
roCy/IapCTBEHHBIM CaHUTApHBIM BpauoMm Poccuiickoit ®enepanuu WU €ro
3aMECTUTEJIEM U MEePEACTCs 3asIBUTEIIO.

2.11. CaHUTapHO-3MTHIEMHUOTIOTHIECKOE 3aKIIFOUCHHE MOXKET OBITh OTO3BaHO
I'mtaBHBIM roCcy1apCTBEHHBIM CaHUTapHBIM BpadyoM Poccuiickont denepanuu WM €ro
3aMECTHUTENIEM B CIIydae MOJIy4eHHs HEU3BECTHBIX paHee JaHHBIX 00 OMacHOCTH st
YeJIOBEKa paHee 3aperuCTPUPOBAHHOTO MECTUIUAA.

2.12.  TOKCHUKOJOTrO-TUTHEHUYECKOE JOChE XPAaHUTCS B
HAy4HO-UCCJIEIOBATEILCKOM YUPEXKICHUU, OTBETCTBEHHOM 3a  MOATOTOBKY
UTOTOBOTO SKCIIEPTHOIO 3aKJIFOUEHUS, B KAYECTBE JJOKYMEHTA, MOJITBEPKIAIOLIET0
000CHOBAaHHOCTH ¥ TIPABOMEPHOCTH 3aKIIOYEHUN MO TOKCHUKOJIOTO-TUTHEHUYECKON
OIICHKE MECTUIUIA.

2.13. Cpox AEUCTBUSI CAaHUTAPHO-3MUIEMHUOJIOTHYECKOTO 3aKJIIOUCHUS Ha
MECTHUIIN]I COCTABIISIET JIECATh JIET, a B Cllydae HEOOXOIMMOCTH IPOBEICHUS
JIOTIOJIHATEILHBIX UCCIIEAOBAHUH 110 OIIEHKE OMACHOCTH HETaTUBHOTO BO3JICUCTBUS
MECTHUIINIOB Ha 3JI0POBbE JIOACH 1Ba TOAA.

[Tpunoxenue N 2
K npukazy degepanbHoii Ciry>k0bI IO HAA30DPY B chepe
3alUTHI TPaB MOTPEOUTEINICH 1 OJIATOTOTYYHs YeTIOBEKa
ot 1 aBrycra 2006 r. N 225

[Topsimox
OpraHu3aly CAaHUTAPHO-IIHUIEMUOIIOTUYECKON SKCIIEPTU3bl arPOXUMHUKATOB HA
tepputopun Poccuiickoit denepanmu

. O0me MoNoXKEeHUA

1.1. ITopsanox opraHu3aluy CAHUTAPHO-IIUAEMHOJIOTHYECKOW HKCIIEPTU3BI
arpoxuMukaroB (nanee - Ilopsmok) ycraHaBiuBaeT oOmme  TpeOOBaHUS K
IIPOBEJEHUIO 3KCIEPTU3bl arpOXMMMKATOB, OCYILECTBISIEMON C LENbI OLEHKH
OMACHOCTH MpenapaToB JUIsl KU3HU U 3JI0pPOBbS HACEJEHHS, YCTAHOBJICHUS
TUTUEHUYECKUX TPeOOBaHMA, PErIaMeHTOB M KPUTEPHEB O€30M1acHOr0 OOpaIeHus C
HUMH.

1.2. IIpoBenenue skcnepTusbl ocymectrisercs dexepanbHoi cinyx00it 1o
HaJ30py B chepe 3amuThl IpaB MOTPEOUTENeH W OJIaromoaydns deloBeKa Ha
OCHOBE KOMIUIEKCHOM TOKCHUKOJIOTO-TUTHEHNYECKOW OLIEHKM arpoXMMHUKAaTOB B
HAy4YHO-UCCIIEIOBATEeNbCKUX YyupexaeHusx (nanee - HUY), akkpeauToBaHHBIX
PocnioTpebHan30poM B yCTAaHOBIEHHOM MOPSKE.

1.3. CaHMTapHO-3NUAEMHOJIOTUYECKAS SKCIIEPTU3a arPOXUMHUKATOB COCTOUT
u3:

- TOKCUKOJIOTO-TUTUEHNYECKOHN OLIEHKH Ipenapata (MpoIyKTa) U OLIEHKH ero
BO3MO>KHOI'O HETATUBHOI'O BIIMSHUS Ha 3/I0POBbE HACEIEHUS U CpENY €ro
0oOUTaHHUS;

- TUTMEHUYECKOH OIICHKHM YCJIOBUH, TEXHOJOIMHM MPOM3BOJCTBA (JUIS



arpOXMMHUKATOB, TPOM3BOAAIIMXCS Ha Tepputopun Poccuiickoit ®Depepanun) u
NpUMEHEHUs TNpoaykTa (I Bcex arpoOXMMHKATOB, ITOJIEKAIIUX
CaHUTAPHO-3MUIEMHOJIOTHUYECKON IKCIIEPTU3E), BKIIOYasi TMTHEHUYECKYI0 OIICHKY
000py1I0BaHUs, UCIIOIB3YEMOTO IIPU MPUMEHEHUH arpOXUMHUKATA;

- THTUEHUYECKON perjaMeHTalluy arpOXMMUKaTa B 00bEKTaX OKpysKarolei
Cpelbl, a TAKKE TMTMEHUYECKON perjiaMeHTalluK YCIOBHM ero Mporu3BOACTBa (15
OTEUYECTBEHHBIX IPENapaToB) U NMPUMEHEHUs Ha Teppuropun Poccuiickoii
®denepaunu;

- OLICHKHA METOJIOB aHAIMTUYECKOTO KOHTPOJS COAEP)KAHMUS OMACHBIX U
TOKCHYHBIX BCHICCTB B arpOXUMHKATC B IMPOAOBOJILCTBECHHOM CBIPLC, HPIIJ.[CBOI71
MPOAYKIMH U B 00BEKTaX OKPYXKAIOLIeH Cpeibl;

- IOATOTOBKHU CAHUTAPHO-IUACMUOJIOTMYCCKOro 3aKIIIOYCHHA 110 HTOram
CaHUTAPHO-3MHUIEMHOJIOTHUYECKON SKCIIEPTUHI.

. HOpHZ{OK H CPOKH IIPOBCACHUA CaHI/ITapHO-BHHHGMHOHOFHHSCKOﬁ OKCIICPTHU3BI
ArpOXUMHKATOB

2.1. B cootBercTBUm ¢ Penepanpapivu 3akoHamu ot 19.07.1997 N 109-03
"O 6e3omacHOM oOpaIieHuu ¢ necTuiuaamMu 1 arpoxumukatamu’ u ot 30.03.1999
N 52-®3 "O caHUTapHO-3MUAECMUOIOTHIECKOM OJaromosydud  HaceleHus"
9KCHEPTU3E MOAJIEKAT arpOXUMHUKATHI, MpeHa3HAUCHHbIE U1 PEruCTPallMOHHBIX
UCTIBITAHUH, TOCYJAapCTBEHHON PETUCTpAllMd M OOpAaIIeHUs Ha  TEPPUTOPHH
Poccuiickoii denepaiiviu, BKIIOYas:

- npousBoauMble B Poccuiickon ®enepanuu - mpu  IOCTaHOBKE HA
IPOU3BOJICTBO, BHECEHUM W3MEHEHWH B HOPMATUBHYIO WM  TEXHUYECKYIO
JOKYMEHTAIUIO, BKJIIOYasi HK3MEHEHUE COCTaBa arpOXMMHUKATOB W/WIJIA TEXHOJIOTHH UX
IIPOU3BO/ICTBA;

- BBO3UMBIE Ha Tepputopuro Poccuiickont @enepannu;

- TpU HCTEYEHMHM CpOKa JAEUCTBHS  PAaHEE  BBIIAHHOTO
CaHUTAPHO-3MUIEMHOJIOTHUYECKOI0 3aKJIFOUEHUS Ha arpOXUMHUKAT.

2.2. ]Ins npoBeeHNs SKCIIEPTU3bl arpOXUMHUKATa OpraHu3alusa-u3roTOBUTEIb
WM TIOCTaBIIMK (7ajee - 3asBUTENb) NpeacTaBisieT B PocrmorpeOHamzop
CIIEYIOIINE JOKYMEHTBI:

- 3a5IBKY Ha SKCIIEPTHU3Y;

- MaTepuajgbl Ha PYCCKOM WJIM AHIJIMHCKOM f3BIKAaX, XapaKTEpU3YIOIIHE
nokasareau 6e30MacHOCTH MPOJYKTa U €0 OCHOBHBIX KOMIIOHEHTOB, a TAK)KE MEphI
10 OXpaHEe 370POBbs HACEIEHUS U OKPYXKAIOIIEeH cpeibl MpU MPOU3BOACTBE (IS
OTEYECTBEHHBIX MPENapaToB) U MPUMEHEHUH arpOXUMHKATA;

- macnopT 0e30macHOCTH (MM €ro MPOEKT) i  OTEUECTBEHHBIX
arpoXMMMKATOB U JIOKYMEHT O KadecTBE W 0€30MacHOCTH HMIIOPTHPYEMOTO
necTuiuaa (JIuct 6e30MacHOCTH, crienu(uKays, cepTuGUKaT aHaIu3a WK Jpyroi
JIOKYMEHT), BbIJJAHHBIE B YCTAHOBJIEHHOM IIOPSIZIKE;

- peKkoMeHAauuu (MM UX MPOEKT) MO MPUMEHEHUIO NMECTUIUA C YKa3aHUEM B
HUX Mep MPeA0CTOPOKHOCTH NPU OOPAIIEHNH C arpOXMMHUKAaTOM (TIpH  XpaHEHUH,
MPUMEHEHUHU, 00€3BPEKUBAHUH U T.J.), B TOM UUCIIE [IPH €TO UCIIOJIb30BAHUU B
YCIIOBUHU JIMYHBIX OJICOOHBIX XO3SUCTB;

- TapHYIO ITUKETKY (HUJIU €€ MPOEKT);

- HOpMaTHUBHbIEC W/WIM TEXHUYECKHE JOKYMEHTHl (TEXHHYECKHUE YCIIOBHS,
KpaTKO€ U3JI0KEHHE TEXHOJIOTMYECKOro perjiaMeHTa U Jip.), JUIsl IpernapaTos,
IPOM3BOJICTBO WK pachacoBKa KOTOPHIX IUIAHUPYETCS Ha TeppuTopuu Poccuiickoit



denepannu;

- CAHUTAPHO-3MUACMHUOJIOTHYECKOE 3aKII0OYEHUE O COOTBETCTBUHU YCIOBUHI
MIPOU3BOJICTBA TPEOOBAHUSAM TOCYJAPCTBEHHBIX CAHUTAPHO-IIHAEMUOIOIHYECKUX
IIPaBWJI U HOPMATUBOB (11 OTEUECTBEHHBIX MPENApaTOB), BHIAAHHOE YIIPaBICHUIMHU
Pocnotpebnanzopa o cyobektam Poccutickoii deaepammm.

2.3. [locne npeacTaBiaeHus: JOKYMEHTOB, YKa3aHHBIX B I1. 2.2, 3asgBUTEIIb
MOJIy4aeT COMPOBOAUTENBHOE MUCbMO PocrioTpebHan3opa B akkpeauroBanHoe HUY
JUIS TIPOBEJICHUSI KOMIUIEKCHOM TOKCUKOJIOTO-TUTHEHUYECKOM OLICHKU arpOXUMHKATA.

2.4. Hay4HO-UCCIIEIOBATEIbCKOE YUPEXKICHUE Ha OCHOBE aHaJIn3a
MOJTyYEHHBIX JIOKYMEHTOB OIpeAeisieT 00beM paldor, HEOOXOUMBIX JIJIs
TOKCUKOJIOTO-TUTUEHNYECKOH OLIEHKH arpOXHUMHUKaTa, 1 0(hOpMIISET I0TOBOP Ha MX
nposegeHue. Cpok IpOBEAEHHS TOKCUKOJIOIO-TUTHEHNYECKON OIIEHKH Mpernapara He
JIOJIPKEH ITPEBBIIIATH 3 MECALA.

B ciiydqae oTCyTCcTBHS B MaTepHasiax 3asBUTEIN IOJHBIX JAHHBIX UL
MIPOBEICHUS TOKCUKOJIOTO-TUTUEHNYECKOM OLIEHKU Ipernapara U TUTHEeHUYECKON
perylaMeHTaly YCIOBUM €ro Ipou3BoACTBAa U npuMeHeHus, HWY yBepomuser
3asgBUTENS O HEOOXOIMMOCTH UX MPEACTABICHUS WIIM 3aKII0YaeTcss JOrOBOp Ha
nposenenne B Poccuiickori denepanvii COOTBETCTBYIOIIMX HCCIEAOBAaHUNM, B TOM
qrciie 1o 000CHOBAHUIO TUTHEHUYECKUX PETrJIaMEHTOB.

2.5. KommiekcHasi TOKCHKOJIOrO-TUTHEHUYECKasi OL€HKAa arpoXWMHUKaTra
pOBOAUTCA akkpeautoBaHHbiMU HUY u Bkitouaer:

- OLIEHKY TOKCUYHOCTH Mpernapara (0cTpoi, HOJOCTPON U XPOHUUYECKON) U
HAJIMYUS OMACHBIX TpUMecel U MeTa0OIUTOB;

- YCTaHOBJICHHE BO3MOYKHOCTH BOZHUKHOBEHHUS CIIENU(DPUIECKUX U OTJATICHHBIX
3¢ dexToB BO3ACHCTBHS Ha 310pPOBbE HACEICHUS (anmnepreHHocCTb,
TEPaTOTeHHOCTh, SMOPHOTOKCHYHOCTh, PENPOIYKTUBHAS  TOKCHYHOCTD,
MyTareHHOCTb, KaHIIEPOT'€HHOCTb );

- OLIEHKY CIIOCOOHOCTH arpoXMMHUKaTra K OMOKYMYJISIIIMHM, @ TaKXe ero
CTOMKOCTH B OKPYXKAIOILEH Cpeie, MUTPALlMOHHBIX CBOMCTB U Ip.;

- OLEHKY BO3MOXXHOCTM BJIMSIHMSI arpOXMMHKAaTOB Ha  II0Ka3aTelu
panuanoHHON 0€30MacHOCTH MPOTYKIIHH.

OAHOBpPEMEHHO paccMaTPUBAIOTCS MaTepUabl O HAJIMYUU TUTHMEHUYECKUX
HOPMATHUBOB COJIEpKaHMS TOKCUYHBIX HIIM OMACHBIX MpUMeceil U MeTabOIUTOB B
00BEKTaX OKPYXKAIOIIEH Cpeabl M CeIbCKOXO035UCTBEHHOU MPOTYKIVH;
00€CIeYeHHOCTh MX METOJIaMH AHAJTUTHUYECKOTO KOHTPOJs, a TaKXke O
COOTBETCTBUM (HECOOTBETCTBHUHM) YCIOBUH MPOM3BOJICTBA  OTEYECTBEHHBIX
arpOXMMHUKATOB JICHCTBYIOIIUM CAHUTAPHBIM IIpaBUIaM.

2.6. OueHka BO3MOKHOTO HETAaTUBHOTO BIIMSIHUSL arPOXMMHUKATA HA 310POBbE
HAacCeJICHUsI OCHOBBIBAECTCS HA OLICHKE PEAJBHOIO0 PUCKAa  NPOM3BOJCTBA U
MPUMEHEHHUS MIPEemapaToB Kak Ha paboTaroMMX C arpOXMMUKAaTaMu, TaK W Ha
HAaceJIeHHUE B LIEJIOM - B PE3YJIbTATE NMPSAMOrO BO3JEUCTBUS arpOXMMHMKAaTOB Ha
YyeJoBEeKa Ha BCEX JTamax MX oOpaiieHus (IPOM3BOJCTBO, XpaHEHHE,
TPAHCTIOPTUPOBKA, MPUMEHEHHE) WM [IPH UX BIMSHUU Ha Cpely OOUTaHUs JTIOEH.

Ha »toii ocHoBe HUY Moryt ObITh IpeiosKeHbl pEKOMEHJALNH 110
COBEPILICHCTBOBAHUIO JAHHBIX TEXHOJOTMHA M MPEAOTBPALICHUIO  HETaTHBHBIX
MOCJIEACTBUM IS 30POBbS JIIOJIEH.

Pe3ynprarhel 1aHHBIX UCCIIEIOBAaHNMN NTepeaatoTcss B akkpenutoBaHHsle HUY,
OTBETCTBEHHBIE 3a IOATOTOBKY HTOTOBOI'O SKCIIEPTHOTO 3aKJIIOUEHUs (nanee -
rosioBHbie HUY).

2.7. TonoBHoe HNY ananusupyet u 000011aeT BCIO COBOKYITHOCTh IaHHBIX IO



TOKCUKOJIOTO-TUTHEHNYECKOHN OLIEHKE arpoOXMMHUKaTa M HAIpPaBIseT 3asBUTEIIO
HKCHEPTHOE 3aKII0UEHHE, B KOTOPOM H3JIaraloTcs BBIBOJBI O BO3MOXKHOCTH H
YCIIOBUSIX PETUCTPallid, IPOU3BOJCTBA U MPUMEHEHHs  Ipernapara u
COOTBETCTBYIOIIME PEKOMEHIALINH.

Bropoii sx3emiusap 3akmouenus nepefaerca B Komuccuio nmo mpobiemam
TUTMEHBI ¥ TOKCHKOJIOTMU TIECTUIMIOB M arpOXMMHKaToOB PocniorpebHanzopa (nanee
- Komuccus).

2.8. Ilocne paccmorpenus B Komuccuu 3KCHEpPTHOrO — 3aKIIFOUEHHUS U
JIOKYMEHTOB, YKa3aHHbBIX B MyHKTE 2.2 nanHoro [lopsiika, sKcriepTHOE 3aKITI0YeHHEe
u pemenue Komuccun nampasistorcss B PocriorpeOHaa3op i MOATOTOBKU U
0o(OpMIICHHS CaHUTAPHO-3MUIEMHOJIOTHYECKOr0 3aKIYeHHUs]  YCTaHOBJICHHOIO
obpasma. Cpok paccMOTpeHus TOKyMeHTOB B PocrioTpeOHaa30pe cocTaBisieT O1H
MecsIII.

2.9. B cnyuae orcyrcTBUS O(DUIIMATBHO YTBEPKACHHBIX T'MTHEHUYECKUX
HOPMATHUBOB COJIEPKaHUS TOKCUYHBIX M OMACHBIX BEIIECTB, MPUCYTCTBYIOIINX B
arpoXMMHKATe WM 00pa3yIOIUXCs IPU €ro MPUMEHEHUH B CETbCKOXO03IHCTBEHHOM
MPOIYKIMM U/UIN 00BbEKTaX OKpYKaroleld cpebl (Mpu HEOOXOAMMOCTH TaKOBOM
periaMeHTanuy) U METOJIOB WX KOHTPOJS, CaHUTAPHO-IIHIEMHOJIOTHIECKOE
3aKiIIoueHue o(popMIIIETCS JIUIIb TOCIEe UX YTBEPKICHHUS B YCTAHOBIEHHOM IOPSIJIKE.

2.10. CaHUTapHO-31HUIEMUOJIOTHYECKOE 3aKIIIOUCHHE MOANMChIBaeTcs [ 1aBHBIM
rOCy/IapCTBEHHBIM CaHUTApHBIM BpauoMm Poccuiickoii ®Penepanuu WU €ro
3aMECTUTENIEM U NIEPEJACTCS 3asIBUTEIIO.

2.11. CaHUTapHO-3HUIEMHUOIOTUYECKOE 3aKIIOUEHNE MOKET OBITh OTO3BAHO
I';taBHBIM roCcy1apCTBEHHBIM CaHUTapHBIM BpadyoM Poccuiickoit denepanuu WM €ro
3aMECTHUTENIEM B CIIy4ae MOJy4YeHHs HEU3BECTHBIX paHee JaHHBIX 00 OMaCHOCTH st
YeJIOBEKa PaHee 3aperuCTPUPOBAHHOIO arpOXUMHKATA.

2.12.  TOKCHUKOJOTO-TUTUEHUYECKOE JOChE XPAHUTCS B
HAYYHO-HMCCIIEJIOBATEIILCKOM YUPEKIACHUH, OTBETCTBEHHOM 3a  IOJTOTOBKY
UTOTOBOT'0 SKCIEPTHOTO 3aKIIIOYEHHUS, B KAUECTBE JJOKYMEHTA, MOJTBEPIKIAIOIIEro
000CHOBAaHHOCTD U MPAaBOMEPHOCTD 3aKIFOYCHUH M0 TOKCHUKOJIOTO-TUTUEHHYECKON
OIICHKE arpoX1UMHKaTa.

2.13. Cpox AEUCTBUS CAaHUTAPHO-AMUIEMHUOJIIOTHYECKOTO 3aKJIIOUCHUS Ha
arpoXMMMKAT COCTABIISAET IECATh JIET, a B CIy4ae HEOOXOIUMOCTH TMPOBEACHUS
JIOTIOJTHUTEIHHBIX UCCIIEIOBAHHI TIO OIIEHKE OMTACHOCTH HETaTUBHOTO BO3JCHCTBUS
arpoXMMHUKATOB Ha 370POBbE JIIOJICH /1Ba rofa.

[Mpunoxenne N 3
K npukasy denepanbHoii c1y)0bI IO HAA30pY B chepe
3aIUTHI IPAB MOTPEOUTENEH U 0IaronmoIyqns 4eJIoBeKa
ot 1 aBrycra 2006 r. N 225

ITopsnox
OpraHu3aly CAaHUTAPHO-IIUIEMUOIOTMYECKON dKCIIEPTU3bI BETEPUHAPHBIX
npenaparos Ha Teppuropuu Poccuiickon @enepauuun

|. O0wIMe MoI0KEHUSA
1.1. [Topsimok OpraHu3alMyd CaHUTAPHO-IHIEMHOIOTUYCCKONH DKCIEPTH3BI

BETEpUHAPHBIX IIpenaparoB (Hanee - [lopsinok) yctaHaBauBaeT oodye TpeOoBaHMs
K MPOBEJICHUIO SKCIEPTU3bl BETEPUHAPHBIX MPENAapaToB, OCYIIECTBISIEMON C  LENbIO



OILICHKH OTTACHOCTH MPETapaToB YIS KU3HHU U 3JJ0POBbsI HACEJICHUSI, YCTAHOBJICHUS
TUTHUEHUYECKUX TPeOOBaHUH, PETTIAMEHTOB U KPUTEPUEB OE30MIaCHOTO OOPAICHHSI C
HUMH.

1.2. Dxcneprusa npoBogutcs denepanbHOi cy)001 10 HaA30py B cdepe
3alIMTHI ITPaB MOTPEOUTENCH 1 OJIArOMOTyYHrs YeIOBEeKa HA OCHOBE KOMILJICKCHOM
TOKCHKOJIOTO-TUTHEHUYECKON  OICHKH BETEPHHAPHBIX [pernaparoB B
HAYYHO-HCCIICJIOBATEICKUX yupexaeHusx (namee - HUY), akkpenuTOBaHHBIX
PocniorpebHan30poM B yCTAaHOBIEHHOM MOPSIZIKE.

1.3. IIpoBeeHne caHUTaPHO-IHIEMHOIOTUYECKON SKCIIEPTU3HI BETEPHUHAPHBIX
MpermapaToB  OCYIIECTBISETCS HAa JIOTOBOPHOM OCHOBE  MEXIY
OpraHu3aIUei-u3roTOBUTENIEM HITU MIOCTABIUKOM TIpernaparta - 3assuteneM u HUY u
COCTOUT H3:

- KOMIUIEKCHOW TOKCHKOJIOTO-THTUCHUYECKOH OIIGHKH  BETCPUHAPHOTO
npemnapata (IeHCTBYIOIIETO BEIIECTBA U MPENapaTUBHON (GOPMBI), BKITFOYAsT OLICHKY
€r0 BO3MOXKHOT'O HETaTUBHOT'O BIIMSIHUS HA 3]I0POBbE HACEIICHUS;

- TMTHCHUYECKON OIICHKHM YCJIOBHM, TEXHOJOTHHM MPOU3BOJACTBA (15
npernapaToB, IPOU3BOIUMBIX Ha TeppuTopun Poccuiickoii denepanui) U NpUMEHEHUS
BETCPUHAPHOTO IperapaTa, B TOM YHCIIe TUTHCHUIECKYIO OIIEHKY HCIIOJIb3YeMOTO
000pyIOBaHus;

- TUTUEHUYECKON PEryIaMeHTAI[MH OCTATOYHBIX KOJHYECTB BETEPHUHAPHOTO
npernapara B MpOAYKIIMHU )KHBOTHOBOJICTBA, ITHIIEBOJICTBA, ITYEJIOBOJICTBA U CPEJIe
00UTaHMUs, a TAK)KE TUTUCHUYCCKON perjlaMeHTAI[MK YCJIOBHH €ro MPOU3BOCTBA
JUISL OTEYECTBEHHBIX TpEnapaToB M NPUMEHEHUs Ha TeppuTopuu Poccuiickoi

®denepaunu;
- OLICHKHM METOJIOB aHAJIMTUYECKOTO KOHTPOJSI COJAEP)KAHUS OCTATOYHBIX
KOJIMYECTB BETEPUHAPHOTO Tperapara (IeHCTBYIOIIETO BEII[ECTBA) B

YKUBOTHOBOJUECKOH, MITUIIEBOTYECKOM, MUETIOBOTYECKON MPOAYKIIMH U OO0BEKTax
OKpYKarolleu Cpeibl;

- IOJTOTOBKH CAHUTAPHO-3MUAEMHUOJIIOTMUECKOTO 3aKIIOUEHUs [0 UTOram
CaHI/ITapHO-BHHIleMHOHOFHHGCKOﬁ OKCIICPTHU3EBI.

I1. ITopsimok 1 CPOKH MPOBENEHUST CAHUTAPHO-3IUIEMHOIOTHYECKON IKCIEPTU3BI
BETEPUHAPHBIX IIPENIapaToB

2.1. B cootBercTBUM ¢ DenepanbHbiMU 3akoHamu oT 19.07.1997 N 109-03
"O Ge3zomacHOM OOpalleHUH ¢ ecTUIHMIaMu U arpoxumukaramu” u ot 30.03.1999
N 52-®3 "O caHATapHO-IMHIEMHUOIIOTHYECKOM OJIaronoJiydnd  HaceJieHus"
HKCHEpPTH3E MOAJEeKAT BETEpUHAPHBIE Npernaparbl, NECTULUABl U CyOCTaHLUH,
NpeJHa3HAYeHHbIE ISl PETHCTPALMOHHBIX WCHBITAHUH,  TOCYJapCTBEHHOMN
peructpanuu u oopaiieHus Ha Teppuropun Poccuiickoit denepannu, BKIIOYas:

- npousBoanMeble B Poccuiickoit denepannu (B TOM 4Kcie ONBITHBIE TAPTHH) -
IpY IOCTAaHOBKE Ha MPOU3BO/ICTBO, BHECEHUN HM3MEHEHHH B HOPMATHUBHYIO HIIU
TEXHUYECKYI0 TOKYMEHTAIIMIO, BKJIFOUAsi M3MEHEHHWE COCTaBa BETEPHUHAPHBIX
IpenapaToB U/WIM TEXHOJIOTMUYECKOTO PEryIaMeHTa UX MPOU3BOJICTBA;

- BBO3UMBIE Ha TeppuTopuro Poccuiickoit @enepanny;

- P MCTEUYEHUH CpPOKa JeMCTBUS  paHee  BBIJAHHOTO
CaHUTAPHO-3IMUIEMHOJIOTHUYECKOT0 3aK/IIOUEHHUsI HAa BETEpUHAPHBIN Mpemnapar.

2.2. 1ns npoBeieH sl SKCIIEPTU3bI BETEPUHAPHOTO Mperapara OpraHu3aims-
M3TOTOBUTEIb UJIH MOCTABIIMK BETEPUHAPHOTO Mpernapara (1ajgee - 3asBUTEINb)
npezcrasisier B PocriorpeOHaa3op ciaenyromue JOKyMeHThI:



- 3a5IBKY Ha SKCIIEPTH3Y;

- MaTepuajgbl Ha PYCCKOM HWJIM QHTJIMMCKOM SI3BIKAX, XapaKTEpHU3YIOIINE
TOKCUKOJIOTO-TUTHEHUYECKHE CBOICTBA IEHCTBYIOIIETO BEIIeCTBa BETEPUHAPHOTO
mperapara u ero npernapaTuBHON (OPMEI B 1IeTIOM (I0Che);

- macnopt 6e30MacHOCTH (WM MPOEKT) AJIsi OTE€YECTBEHHBIX BETEPUHAPHBIX
MpernapaToB, JOKYMEHT O KauecTBE M 0€30MacHOCTH  HMIIOPTHPYEMOTO
JEICTBYIOIIErO BellecTBa (TEXHUYECKUN IPOAYKT) W/WIK MpenapatuBHON (HOpMbI
(cmenudukanmsi, ceprudukar aHanW3a WM WHOM JOKYMEHT), BBIJAHHBIN B
YCTaHOBJIEHHOM MOPSIKE;

- MaTepUajbl MO0 OCTATOYHBIM KOJIMUECTBAM JICHCTBYIOIIETO BEIIECTBA WIIH €TO
MeTabOoIUTOB, COACPKAIIUXCSA B MPOIYKIUU (KUBOTHOBOJCTBA, ITUIIEBOJICTBA,
MYEJIOBOJICTBA) WJIM B OKPYXKAIOIIEH cpeie MpU MPUMEHEHUU BETEPUHAPHOIO
npernapara;

- peKOMEeH1aluK (WU UX MPOEKT) MO MPUMEHEHUIO BETEPUHAPHOTO Mpenapara
C YKa3aHHeM B HUX Mep MPeI0CTOPOKHOCTU pu oOpalleHnu ¢ HUM (IIpU XpaHeHUH,
pUMEHEHUH, 00€3BPEKUBAHUU U T.J.), B TOM YUCJIE TIPU €0 UCIOJIb30BaHUU B
YCIIOBUU JINYHBIX MOACOOHBIX XO34UCTB U B OBITY;

- TapHYIO ITUKETKY (UJIU €€ IIPOEKT);

- HOPMATHBHBIE U/UIIM TEXHUYECKHE IOKYMEHThI (TE€XHHUYECKHE YCJIOBHSI,
KpPaTKOE M3JIOKEHUE TEXHOJIOTUYECKOT0 PErjlaMeHTa U Jp.), Il TMPEernapaTos,
MIPOU3BOJICTBO MJIM pachacoBKa KOTOPBIX IMIIAHUPYETCs Ha TeppuTopuu Poccuiickoi
®denepaunu;

- CAaHUTAPHO-AIHIEMUOJIOTUYECKOE 3aKIIOUEHNE O COOTBETCTBHM YCJIOBHMA
MIPOU3BOJICTBA TPEOOBAHUAM TOCYAAPCTBEHHBIX CAHUTAPHO-3MUIEMUOIOTHYECKUX
MPaBUJI U HOPMATHUBOB (11 OTEUECTBEHHBIX MPENapaToB), BHIAAHHOE YIIPABICHUSIMH
Pocrniorpebnanzopa no cyonrexram Poccutickoit denepanm.

2.3. [locne npeacraBieHus: JOKYMEHTOB, YKa3aHHBIX B I1. 2.2, 3asABUTEIb
MOJIy4aeT COIMPOBOJUTENbHOE MHUChMO (HampaBieHue) PocmorpebHana3opa B
akkpenuroBanHoe HUY it npoBeneHus KOMIIIEKCHOM TOKCUKOJIOTO-TUTHEHUYECKOU
OIICHKH BETEPUHAPHOTO Mperapara.

2.4. Hay4dHO-MCCIIEIOBATEIbCKOE YUPEXKICHUE HA OCHOBE IOJYYEHHBIX

JIOKYMEHTOB ~OmpenaensieT o0beM  pador, HEOOXOIUMBIX TSt
TOKCHKOJIOTO-TUTUEHUYECKOH OLIEHKH BETEPUHAPHOTO Mpemnapara (CyoCTaHIuu), 1
opopMmIIsIEeT JIOTOBOp Ha HUX IPOBEICHHE. Cpox  mpoBeneHus

TOKCHKOJIOTO-TUTHEHUYECKOM OLIEHKH IpenapaTa He JI0JKEeH MPEBbIATh 6 MECAIEB.

B ciiydae oTcyTcTBHsS B MaTepualiaX 3asBUTEINS MOJHBIX JAHHBIX JJIS
IPOBEJCHUSI TOKCHUKOJIOIO-TMTMEHUYECKOH OLIEHKHU Ipernapara, TMTHeHHYecKOi
periiaMeHTaluy YCIOBH ero mpousBojcTBa M npuMmeHenus, HUY ysenommser
3asiBUTEIIE O HEOOXOIMMOCTH UX TPEACTABICHUS WM 3aKI04aeT JOroBOp Ha
IPOBE/IEHUE COOTBETCTBYIOIINX MCCIEJOBAHUIM, B TOM 4YHCJIE€ N0 OOOCHOBAaHUIO
TUTHUEHUYECKUX PErIaMEeHTOB, OLEHKH pUCKa JJis 37J0pOBbSl  PaOOTAIOIIUX U
HaCEJICHUS.

2.5. KoMIekcHasi TOKCHKOJIOTO-TUTHEHNYECKasi OLIEHKAa BETEPHUHAPHBIX
npenapaToB MPOBOIUTCS akkpeauToBaHHbIMU HUY 1 BKITtOUaeT:

- OLIEHKY TOKCUYHOCTH (OCTPOil, MOAOCTPOI 1 XPOHUYECKOMN) 1eHCTBYIOIIETO
BelecTBa (/1.B.) mpemapara, TEXHHYECKOro MpoAykTa  (cyOcTaHIUM) U
npenapaTuBHON (OPMBI B 1IETIOM;

- YCTaHOBJIEHHE BO3MOYKHOCTH BOSHUKHOBEHHUS CHIEU(DUIECKUX U OTJAIEHHBIX
3¢ (PexTOB BO3JEHCTBUS HaA 370pPOBbE HACEIICHHS (aNImepreHHoCTh,
TEpaTOreHHOCTb, SMOPHUOTOKCHUYHOCTb, PEMPOJYKTUBHAS  TOKCHUYHOCTD,



MYyTareHHOCTb, KaHIIEPOT'€HHOCTb );

- OIIPEJICJICHNE OMACHBIX IIPUMECEN U META00JIUTOB 1.B. M IIpernapara B
LEJIOM;

- OIICHKY CIIOCOOHOCTH Tpernapara K OMOKYMYJISIIUH, a TAK)KE €r0 CTOMKOCTH
B OKPY’KAIOLIEH cpelie, MUTPALIMOHHBIX CBOWCTB U JIp.

OAHOBPEMEHHO paccMaTPUBAIOTCSI MaTepHUabl O HAJIMYUUM TUTMEHUYECKUX
HOPMAaTHBOB COJEP>KAHMS JIEUCTBYIOIIMX BEUIECTB BETEPUHAPHBIX IIPENapaToB,
BO3MOYKHBIX OITACHBIX MPUMECEH 1 METa0OIUTOB B 00BEKTaX OKPYXAroIIeH Cpensl,
JKUBOTHOBOJYECKOM, NTULEBOJUYECKONM M MYEIOBOAYECKOM  IMPOAYKIUHU U
00€CIIeYeHHOCTh UX METO/JAMU AHAJIUTUYECKOTO KOHTPOJIS, a TaKkKe O
COOTBETCTBUU (HECOOTBETCTBUHM) YCJIOBUI MPOM3BOACTBA  OTEUYECTBEHHBIX
BETEPUHAPHBIX MPENAPATOB ACUCTBYIOLUIMM CAHUTAPHBIM IIPABUJIAM.

2.6. OueHka BO3MOHOTO HETAaTUBHOTO BIIMSIHUSL BETEPUHAPHBIX IPENapaToB
Ha 3/J0pPOBbE HACEIEHMSI OCHOBBIBAETCS HA OLIEHKE PEAJIbHOTO PUCKA IIPOU3BOJICTBA
U TIPUMEHEHUS IIPerapaToB Kak Ha paboTaroMIMX C BEeTEPUHAPHBIMH IIperapaTaMu,
TaK 1 Ha HacEJICHUE B LIEJIOM, B PE3YyJIbTaTE MPSIMOr0 BO3/IEUCTBUS BETEPUHAPHBIX
IpernapaToB Ha 4YeJoBeKa Ha BCEX ATamax HMX oOpaiieHus (IpOU3BOICTBO,
XpaHEHUe, TPAHCIOPTUPOBKA, IPUMEHEHHUE) U IIPU UX BIMSIHUU Ha Cpelly OOUTaHus
monei. IIpy 3ToM OLIEHMBAIOTCA pealibHble YPOBHU COJAEPKAHUS OCTATOYHBIX
KOJIMYECTB BETEPUHAPHBIX IpENapaToB (IEHCTBYIOIIMX BEIIECTB) B OOBEKTaX
OKpYKarolien cpeibl (IPOJOBOJIBCTBEHHOE ChIPHE U MUILEBBIE MTPOIYKTHI; MIEPCTh U
MeX 00pabaThIBa€MBIX JKUBOTHBIX; BOJA, IOYBA M BO3AYX) IMPH Pa3THYHBIX
TEXHOJIOTHSIX U YCIIOBUSIX POM3BOJCTBA U IIPUMEHEHUs1 npenaparoB. Ha sroit
ocHoBe HIY 000CHOBBIBalOTCA CPOKH OKUIaHHS (BO3MOKHOTO HCIIOJIb30BAHUS
MOJIOKa, Msica, CyOIPOyKTOB, UL, IPOAYKIIUU MYEIOBOJICTBA - B MUY, IIEPCTH
U MeXa - JUIsl 1epepabOTKH ); TOTOBATCS PEKOMEHJAIMN 10 COBEPUIEHCTBOBAHUIO
IpeJUlaraéMblX TEXHOJIOTUIN U MTPEeIOTBPAILIEHUIO HEraTUBHBIX MOCIEACTBUI  00opoTa
IIPENapaToB JUIsl 310pOBbs JTIOCH.

Pe3ynbTaThl JaHHBIX UCCIENOBAHUM NIEPEAAIOTCS B akKpeauToBaHHele HUY,
OTBETCTBEHHBIE 32 MMOATOTOBKY HTOTOBOT'O SKCIIEPTHOIO 3aKJIIOUEHUs (nanee -
ronosHsie HUY).

2.7. T'onosnoe HUY ananmuzupyer u 0000111a€T BCIO COBOKYITHOCTD JTAHHBIX 110
TOKCHKOJIOTO-TUTMEHUYECKOM OllIeHKE BETEPHHAPHOIO Ipernapara, odopMiIser
HKCIIEPTHOE 3aKIIOYEHHE U HAIIPABJISAET 3asBUTENIO0, B KOTOPOM H3J1araroTcsi BHIBOIbI
0 BO3MOXXHOCTH U YCJIIOBUSX PETMCTpPALly, IPOU3BOJICTBA U IPUMEHEHUS Mpernapara
Y COOTBETCTBYIOIIME PEKOMEHAIINH.

Bropoii sx3emisap 3akntouenus nepenaercs B Komuccuio no mnpoOiemam
TUTMEHBl M TOKCUKOJIOIMH TIECTUIMIOB M arpoXMMHKaToB PociorpebHai3opa (nanee
- Komuccus). Cpok paccMoTpeHus JOKyMeHTOB B PocrioTpeOHan3ope cocraBisier
OJIMH MECHIL.

2.8. Tlocnme paccMmoTpenusi B KOMUCCHH 3KCHOEPTHOTO  3aKJIIOUYECHUS U
JIOKYMEHTOB, YKa3aHHBIX B ITyHKTE 2.2 JAHHOTO MOpsAIKa (KpoMe MyHKTOB a, 0,

), SKCIEPTHOE 3aKiioueHue U peuieHne Komuccun — HampaBisioTcs B
PocnioTpebnan3op A MOArOTOBKU U 0POPMIICHHS CAHUTAPHO-3IUAEMUOIOTHIECKOTO
3aKJIFOUEHUs] YCTaHOBJIEHHOTO 00pasia.

2.9. B cnyuae oTcyTcTBUS O(UIMAIBHO YTBEPXKAECHHBIX T'MTHEHUYECKUX
HOPMAaTHBOB COJIEPKAHMSI OCTATOYHBIX KOJIMYECTB BETEPUHAPHOTO IIpernapara
(meicTByIOIIEro BelIeCTBa) B JKUBOTHOBOJYECKOM, NTULEBOTYECKOM,
MYETOBOTYECKON MPOAYKIMH W/WiAM OOBEKTaX OKpyXawoiel  cpersl (mpu
HEOOXO/IMMOCTH TaKOBOH perjllaMeHTalMi) M METOJOB MX KOHTPOJI,



CaHUTAPHO-3MUIEMHOJIOTHYECKOE 3aKIoueHue 0GOpMIISIETCSl JHIIb MOCiAe U UX
YTBEPKJICHHS B YCTAHOBJIEHHOM TMOPSIJIKE.

2.10. CaHuTapHO-3MIUIEMHOJIOTHYECKOE 3aKIIF0YEHUE MOANUChIBaeTCA [ 1aBHBIM
rOCYyIapCTBEHHBIM CAaHUTAapHbIM BpadoMm Poccuiickoii Penepauuu WM €ro
3aMECTHUTEIIEM U NTEPEAACTCS 3aBUTEINIO.

2.11. CaHUTapHO-3IINIEMUOJIOTUYECKOE 3aKIOYEHUE MOXKET OBITH OTO3BaHO
['maBHBIM roCcy1apCTBEHHBIM CAaHUTApHBIM BpauoM Poccuiickoit denepanu uim  ero
3aMECTHUTEJIEM B Clly4ae MOJyuYeHUs] HEM3BECTHBIX paHee JaHHBIX 00 OMAaCHOCTH JJIs
YeJI0BEeKa BETEPUHAPHOI0 Mperapara.

2.12. TOKCUKOIOrO-TUTHEHUYECKOE JOChE XPAHUTCS B
Hay4HO-UCCIIEIOBATEIbCKOM YUPEKICHUU, OTBETCTBEHHOM 3a  IOJATOTOBKY
WUTOTOBOI'0 SKCIEPTHOIO 3aKIIOYEHUS, B KAUECTBE IOKYMEHTA, IOJATBEPKIAI0IIETO
000CHOBAHHOCTH U MTPABOMEPHOCTH 3aKJIIOUEHUN MO TOKCHUKOJIOrO-THTHEHUYECKON
OIICHKE BETEpUHAPHOTO IIpenapara.

2.13. Cpok AeHCTBHUSI CAaHUTAPHO-IIUJIEMHOJIOTHYECKOTO 3aKIIOUCHHS Ha
BETEPUHAPHBIN MperapaT COCTABISAET JECATh JIET, 2 B Clydyae HEOOXOJAMMOCTHU
MIPOBEICHUS ONIOJHUTENbHBIX UCCIIEJOBAHUMI IO OLIEHKE OMNAaCHOCTU HETraTUBHOIO
BO3JICUCTBUS BETEPUHAPHBIX MPEMApaTOB Ha 3J0POBbE JIIOJIEH J1Ba TO/1a.

[Ipunoxenne N 4
K npukasy denepanbHoii ci1yk0bI 0 HAA30pY B chepe
3aIUTHI IPAB MOTPEOUTENCH 1 0IaronoIyqus 4eIoBeKa
ot 1 aBrycra 2006 r. N 225

ITonoxxenune
o Komuccuu o npo6iieMam ruru€Hbl 1 TOKCUKOJIOTHH MIECTHIIMAOB U arpOXUMHUKATOB

Komuccus nmo mpobiremaMm TMTHEHbl U TOKCUKOJOTHMM  IMECTHIMI0B U
arpoxuMukaroB (ganee - Komuccust) @enepanbHoil ciaykO0bl o HaA30py B cdepe
3allMThl IpaB MOTpedHTeNe M OJaromosyyusi 4ejaoBeKa co3jaHa B IENAX
peanuzanuu DenepanpHbix 3akoHOB oT 30.03.1999 N 52-©3 "O
CaHUTApPHO-3MUIEMHOJIOrHUYeCKOM Oyarononyunn HaceneHuss" U ot 19.07.1997
N 109-®3 "O 6e3onacHOM OOpalleHUH C NECTULUAAMU U arpoXUMUKaTaMu'" u
ABJIIETCS SKCIEPTHO-KOHCYJIbTATUBHBIM OPraHOM B JAaHHOM 00JIaCTH.

PykoBoncTBO nesTenbHOCTBI0O Komuccnn OCylIecTBIsSETCsl Npeaceaareaem
Komuccun - pykoBoaurenem denepaiabHOl ciyxObl 10 HaI30py B chepe 3alluThl
mpaB ToTpeduTenel u 0Jaromosydusi 4eioBeKa, [ JTaBHBIM TOCYy/IapCTBEHHBIM
caHuTapHbIM BpadyoM Poccuiickont Penepanuu.

JlJ1g onepaTUBHOTO pelIeHNs OpraHU3allMOHHbBIX BonpocoB Komuccus u3 ceoero
cocrtaBa obpa3zyer Or0po, paboTaroliee Ha MOCTOSIHHOI OCHOBE.

- Komuccus hopmupyercs u3 yncia BeAyUMX Y4YEHBIX U CIIELUAINCTOB B
00J1aCTH TUTHEHBI, TOKCUKOJIOTUH U PErJIAaMeHTAllUN MPUMEHEHHUs MEeCTUIHIOB U
arpoxumukaroB. CoctaB Komuccun yrtBepkaaercs pykooautenem denepanbHOU
CIIy>KOBI IO HaJ[30py B cdepe 3aluThl MpaB NOTpeOuTene u Orarononrydus
YyeJioBeKa.

B cBoeit pabore Komuccust pykoBoJACTBYeTCS 3aKOHOAATENHCTBOM Poccuiickoit
®denepaliiiv, HOpMaTUBHBIMU NPABOBBIMU aKTaMU B 00JacTu 6€30MacHOro oOparieHus
¢ mecTuuuamMu 1 HactosiiuM IlonoxxenneM.

OcHoBHbIMU 3amauamMu Komuccuu sBistOTCS pazpaboTka  MpeIokKEHHH,
HalpaBJIEHHBIX Ha!



- OXpaHy 3/10pOBbs HACEJICHUS OT HEOJIAarONPUATHOTO BIMUAHUS MECTULUIOB U
arpoXMMHUKATOB (Jlajiee - IpernaparoB);

- oBbIIIEeHUE 3()(HEKTUBHOCTH HAYUHBIX UCCIEOBAHUN U TOCYIapCTBEHHOIO
CaHUTApPHO-3IUJEMHOJIOTMUYECKOI0 Ha/l30pa 3a MPOU3BOJICTBOM, XPAHEHUEM,
TPAHCIIOPTUPOBKOM, pean3annell U IpUMEHEHUEM IIPENapaTos;

- KOOpAMHAIUIO IEATENFHOCTH B JAHHOM 00J1aCTH HAYYHO-HUCCIIEJ0BATEIbCKUX
YUPEKACHUN U TEpPUTOPUANIBHBIX yIpaBieHuid PocnorpebHanzopa mo cyOobekram
Poccuiickoit @enepanuu.

B coorBercTBUM € BO370XKEHHBIMU 3anadamu Kommuccus oCylecTBisieT
cnenyromue GyHKIUU:

- pa3paboOTKy CTpaTeruy U TaKTHUKU JEATEIbHOCTH TEPPUTOPHAIBHBIX
yIpaBJIEHUI U HAYYHO-HCCIIEJOBATENbCKUX YUPESKICHUN B 00acTi  0€301acHOro
oOpalleHus ¢ NeCTULMIAMH U arpOXUMUKaTaMH;

- aHAJIM3 U 0000IEHNEeM HaYyYHBIX JaHHBIX, MOATOTOBKY HPEIJIOKEHHUH MO
IPOBE/ICHUIO0 HAay4YHBIX HCCIEIOBaHUA B 00JACTH TOKCHKOJOIMH, TUTHEHBI
IIPOM3BOJICTBA U IPUMEHEHUSI IECTULIU0B U arPOXUMHUKATOB;

- y4acTH€ B IIOArOTOBKE IIPOEKTOB 3aKOHOJATEIIBHBIX, HOPMAaTHUBHBIX
IIPABOBBIX aKTOB U OPraHU3aLMOHHO-PACIIOPSIUTENbHBIX JOKYMEHTOB B JIaHHOM
obnacry;

- METOJIMYECKOE PYKOBOJACTBO JEATEIbHOCTHIO IO COBEPIICHCTBOBAHUIO
METO/I0B aHAJUTUYECKOI0 KOHTPOJISI IIPENapaToB B MUIIEBBIX IPOIYKTaX, 00BbEKTaxX
OKpY Karolllel cpelibl U Ouocpenax;

- y4acTHE€ B aKKpEIUTAlMM Ha INPaBO IPOBEIEHUS PErHCTPALMOHHBIX
UCIBITAHUHN NIECTULIUJOB U arpOXUMHUKATOB;

- y4acTue B OPraHHU3alii U NPOBEACHUHM CEMHHAPOB M  COBELIAHMM 110
npoOsieMaM 6€30IMacHOTO OOPAIEHHS C MMECTUITUAAMH U arPOXUMHUKATAMHU.

Opranuzanus padotsl Komuccuu:

Pabora Komuccun ocymiecTBisieTcsi B COOTBETCTBUHM C TUIaHAMH,
yTBepkAaeMbIMu npeacenareiaem Komuccenn.

Bonpocel, oTHeceHHbIe K kKomneTeHIMH Kowmuccuu, paccmaTrpuBaroTcs Ha
3acenanusax Komuccun mnum Bropo, KoTopslie IpoBOAATCS IO Mepe  HE0O0XOAUMOCTH,
HO He pexe | pasza B KBapTal.

OTBEeTCTBEHHOCTH 3a BeJleHHE Jesonpon3BojacTBa KoMmuccuun, xpaHeHue u
COXPaHHOCTh JIOKYMEHTOB BO3JIaraeTcsi Ha 3aMecTuTens npeacenarens Komuccuu
10 OPraHU3allMOHHBIM BOIIPOCAM.

OpraHu3alnOHHO-TEXHUYEeCKoe obecredeHne JesrenbHocTH  Komuccuu
ocymectisiercss ®I'VH "®enepanbubiii Hayunblit Llentp ruruenst um. ©.®. Opucmana"
Pocniorpebnanzopa.

Komuccus Brpase:

1. IlpyHMMaTh pemeHnss 0 BO3MOKHOCTH TI'OCYJAapCTBEHHOM pErucTpanui,
perjJamMeHTax M yCIOBHUSX IMPOU3BOJCTBA U TNPUMEHEHHUS  IpEnaparoB U
IIPEJICTABIIITh UX AJIS PACCMOTPEHUS U YTBEP/KIAEHUS B YCTAHOBIIEHHOM IOPSIZIKE B
Pocniotpebuamzop.

2. 3ampammBaTh HE00X0AUMBIE MaTepPHUaJbl OT TEPPUTOPHATIBHBIX  YIPABICHUN
PocnioTpeOHan30pa 1 HAyIHBIX YUpPEKACHUHN B TIpeiesiaX CBOCH KOMIIETEHITUH.

3. Co3xaBath npu HEOOXOJMMOCTH BpEMEHHBIE SKCIIEPTHBIE paboyue TPYIIIbI
M0 MPUOPUTETHBIM HAINpPAaBIICHUSM JEATEIbHOCTH M IpHUBIEKaThb K pabote
cneunanuctoB PAMH, denepanbHbIX OpraHoB UCTIOJIHUTENBLHON BIIACTH.

4. ®opmupoBaTh NPEIOKEHUS 110 MEXIYHAPOJHOMY COTPYIHUYECTBY B JAHHON
oOmnactu, B ToM uncie co ctpanamu CHI'.



5. COBMECTHO C 3aMHTEPECOBAHHBIMH YUPESKACHUSIMH TOTOBUTH PEI0KEHUS
[0 OpraHu3alli ¥ MOBBIIEHUIO 3()()EKTUBHOCTH Haa30pa 3a OOpalIeHHEM C
HECTUIUIAMHU U arpOXUMHKATAMH.

6. 3acnymuBare wieHoB  Kommccuu,  pykoBoauTeneu
HAYYHO-HMCCIIEOBATENbCKUX YUPEKICHUN, TEPPUTOPUAIBHBIX  yIpPaBICHUH
Pocnorpebnanzopa mo naHHoii mpodieme.



