NHOPOPMALINOHHO-AHANIUTHYECKASA CIIPABKA
0 MOCJICACTBUAX BJIMAHUA NMPOEKTA perieHuss EBpa3sniickoi YJKOHOMHUYECKOH
KOMHCCHM HA YCJIOBUA BeJeHHUS NMPEANPUHMMATEIbCKOH 1eATeTIbHOCTH

HaummenoBaHue IIPOCKTa PCUICHUA: «O  npUMEHEHUM JOKYMEHTOB 00 OIICHKE

COOTBCTCTBUA  IIPOAYKIHWHN  OTACJIbBHBIM TDG6OBaHI/I$IM TCXHHUYCCKOI'O  pPCIiIaMCHTA

TamoxeHnoro coro3a «O o6e3omacHoctr Msca U MsacHor npoaykimuy (TP TC 034/2013)»

(mayree — MPOEKT PEIECHUS).

1. HDO6J'ICM3, Ha pEIICHUE KOTOPOM HAIPaBJICH IIPOSKT PEIICHUS:

[Tonoxxenusimu  Pemienust CoBera EBpasuiickoil  3KOHOMHYECKOW  KOMHUCCUU
or 9 okta0ps 2013 . Ne 68 «O TexHHUECKOM peraMeHTe TaMOXEHHOIo COoro3a
«O 0Oe3omacHOCTH Msica U MSACHOM TPOAYKIMU» (fanee cooTBeTcTBeHHO — Kommccus,
Pemmenne Ne 68, TP TC 034/2013) ycraHoBieHo, uyTo TpeboBaHus pasaena Xl
TP TC 034/2013 B yacTu WCIOJIL30BaHUS MPUAYMAHHBIX HAa3BAaHUM MSICHOM MPOAYKIIUU
BO H30eKaHUE JIEUCTBUM, BBOASIIMX B 3a0JyXJeHUE MOTpeOuTened (MOAMYHKT «B)»
nyukra 107 TP TC 034/2013) u pasgena V TP TC 034/2013 B uyactu KOHTPOJS
COJIEpaHUsI BETEPUHAPHBIX MPEMNaparoB, CTUMYISTOPOB POCTa )KMBOTHBIX (B TOM YHUCIIE
TOPMOHAJIBHBIX TPETNapaToB), JEKAPCTBEHHBIX CPEACTB (B TOM YHCJIE AHTHOMOTHKOR)
Ha OCHOBaHMHM WHPOpMANUU OO0 WX NPUMEHEHUHU, MPEAOCTABISIEMON HN3TOTOBUTEIIEM
(TOCTaBIIMKOM) MPOIYKTOB y0Os (32 MCKIIOYCHHEM JIEBOMHIIETHHA (XJIOpaM(pEeHUKOIa),
TEeTPALMKINHOBON rpynnbl ¥ OauutparnuHa) (mynkr 18 TP TC 034/2013), Bcrynaror
B CHIIy Moclie pa3pabOTKU COOTBETCTBYIOUIUMX MEXKIOCYJApPCTBEHHBIX (PErMOHAJIBHBIX )
CTaHJapTOB U BHECEHUS UX B MEPEYHU CTAHIAPTOB.

Pemiennem Komnernn Komuccum ot 19 HosOps 2019 1. Ne 198 ykazaHHbIe
MEXTOCYIapCTBEHHbIE (PErMOHANIbHBIE) CTAaHJAPThl BKJIIOYEHBI B MEPEYHU CTAHJAPTOB
k TP TC 034/2013 (nanee cOOTBETCTBEHHO — MepEYHU cTaHaapToB, Pemmenue Ne 198).

AKTyanu3upoBaHHasi pENakiusi TEepeYHed CTaHAapTOB BKIOYaeT B  ceOs,
B ToM uucie 20 MEXrocygapCTBEHHBIX CTaHAApTOB C yKa3aHWEeM OO0JIacTu
pactpoctpanenusi oanyHkra «B» myHkta 107 TP TC 034/2013 nma 70 nmpugyMaHHBIX
Ha3BaHUM MSCHOW MNPOAYKLUHMH, MexrocynapctBeHHbli cranpapt ['OCT 34397-2018
«MsicHas  npoxykuus. OILleHKa TOXAECTBA M CXOACTBA 1O CTENEHH CMELIEHUs

MpUAYMAaHHbIX H&SB&HHﬁ)), a TaK¥XKC 35 MCKIOCYAapCTBCHHBIX CTaHOapTOB



2

U aTTECTOBAHHBIX METOJUK, OO0ECHeuMBAIONIMX WCIOJHEHUWE NyHKTa 18 paszmena V
TP TC 034/2013 B d4acTH KOHTPOJISI COJAEpKaHUS BETEPUHAPHBIX MPENaparos.,
CTUMYJISITOPOB pPOCTa JKMBOTHBIX (B TOM UHCI€ TOPMOHAJIBHBIX IMPENaparon),
JIEKapCTBEHHBIX CPEACTB (B TOM YMCIE AHTUOMOTHKOB) Ha OCHOBaHMU HH(OpMaIuu
00 MX MPUMEHEHHH, MPETOCTABIAEMON U3rOTOBUTENEM (ITOCTABIIMKOM) MPOAYKTOB yOOs
(32 HCKJIIOUEHHEM JIEBOMHUIIETHHA (XJiopaM(EHHUKONa), TETPAUKIMHOBON TpYMIbI
u GanuTpanuHa), 1 Bcrynaet B cuiy ¢ 1 utons 2020 roaa.

Takum ob6pazom, ¢ 1 urons 2020 roga mpu BIMYCKE B 0OpailieHne MPOAYKTOB yOos
U MSCHOM MPOIYKIUHU JOJKHBI coOmomareesi Tpeboanus pasaena XI TP TC 034/2013
B YaCTH HCMOJb30BAHUS MPUAYMAHHBIX Ha3BaHWN MSCHOM MPOMYKIMU BO H30EKaHUE
NEUCTBUN, BBONAIIMX B 3a0MyKaeHuWe moTpeduTenei (MOAMyHKT «B» myHKTa 107
TP TC 034/2013) u paznena V TP TC 034/2013 B yacTu MakCUMAaJIbHBIX JOITYCTUMBIX
YPOBHEM OCTAaTKOB BETEPUHAPHBIX MPENaparoB, CTUMYISTOPOB pOCTA KUBOTHBIX
(B TOM 4MCIie TOPMOHAJIBHBIX MpPEnapaTtoB) U JEKAPCTBEHHBIX CPEACTB (B TOM YHCIE
aHTUOMOTHUKOB) B MPOAYKTaX yO00s, KOHTPOJUPYEMBIX COIVIaCHO HH(pOpMalUU
00 MX HCIOJIb30BAHUM, MPENOCTABIAEMON HM3rOTOBUTENEM (IIOCTABIIMKOM) MPOAYKTOB
y0osi (3a MCKJIIOYEHHEM JIeBOMHUIICTHHA (XJIopaM(pEeHUKOJIa), TETPAIUMKIMHOBOU TPYIIITbI
1 OaruTpaImHa).

IIpu stom Hu Pemenuem Ne 68, Hu Pemenumem Ne 198 He mnpemycMoOTpeHbI
NEPEXO/IHbIE MOJIOKEHUS, MPEeIyCMaTPUBAIOIINE BO3MOXHOCTh MIPUMEHEHHUSI JTOKYMEHTOB
00 OIIGHKE COOTBETCTBUSA MPOAYKIHH OTAeabHbIM TpeboBanusim TP TC 034/2013,
BBIIAHHBIX WJIM MPUHATHIX 10 JHS BCTYIUICHHS B CUJy yKa3aHHBIX HOPM, M oOpalleHue

TaKOU MPOAYKITUH.

2. LleasiMy OpUHATHUS TPOCKTA PEIICHUS SIBISIFOTCS:

HckiroueHne BO3MOKHOCTH

—o0paleHusi ~ MSCHOM  MPOAYKIMM €  NPUAYMAHHbIMU  Ha3BaHMSIMH,
HE COOTBETCTBYIOLIEH TpeOOBaHUIO, YCTAHOBIEHHOMY IOAIYHKTOM «B» IyHKTa 107
TP TC 034/2013, o He mOnyIEHUN MApKUPOBKU MSCHOM MPOIYKIIMH C HUCIIOJIb30BAHUEM
MPUAYMAHHBIX HA3BaHWUW, KOTOPBIE TOXKJIECTBEHHBI WJIM CXOIHBI JO CTEIEHH CMEIICHHS

C MMpUAYMaHHBIMHU Ha3BaHUAMU MSICHOM MpOAYKIWH, YCTaHOBJICHHBIMHA



3
MEXTOCYyIapCTBEHHbIMUA (PErMOHAJILHBIMU) CTaHAApTaMU, 3a UCKIIOYEHUEM MSICHOMU
NPOAYKIIUH, BBIITYCKA€MOM 0 3TUM CTaHAapTaM;

—oOpanieHusi  OPOAYKTOB  y0osi, HE  COOTBETCTBYIOLIMX  TpeOOBaHUIO,
yctanoBiieHHOMY nyHKToM 18 TP TC 034/2013, 0 MakCMMaIbHBIX JTIOMYCTUMBIX YPOBHSX
OCTaTKOB BETEPHHAPHBIX MPENapaToB, CTUMYISITOPOB POCTa KMBOTHBIX (B TOM YHCIIE
TOPMOHAJIBHBIX MpEnaparoB) M JIEKAPCTBEHHBIX CPEACTB (B TOM YHUCJIE AHTHOUOTHKOB)
B MTPOYKTaX yOOs, KOHTPOIHPYEMBIX COTIIACHO MH(POpMAIUK 00 UX UCIIOIb30BAHHH.

— opopMiIeHUST TOKYMEHTOB OO OIIEHKE COOTBETCTBHS MPOAYKIIUKA TPEeOOBAHUSIM
TP TC 034/2013 6e3 yueta Permerust Ne 198.

YcTpaHeHue npaBoBOi HEONIPEAEIEHHOCTH B YACTH:

— BO3MOXKHOCTH BBIMTyCKa B oOpamieHue u oOpareHuss MICHOW MPOXyKITUN
C  ONpeNeNeHHBIMM  TPUAYMAHHBIMU  Ha3BaHUSIMHU,  MCHOJIb30BaHHE  KOTOPBIX
B COOTBETCTBUU C TpeOOBAaHMEM, YCTAHOBJICHHBIM MOAMYHKTOM «B» TIyHKTa 107
TP TC 034/2013, TOABRKO TMPHU YCIOBUM M3TOTOBJIEHUS MSICHOM MPOAYKIIUU
0 MEXIOoCydapCTBEHHBbIM CTaHAApTaM, BKJIIOYEHHBIM B aKTyaJU3HPOBAHHBIE IMEPEUHU
CTaHJapTOB.

OobecrieueHue:

— aJanTanyy ¥ IUIABHOTO TEPEX0/a M3TOTOBUTENIEH MPOAYKTOB YOOS W MSICHOU
MPOAYKIIMU K BBIMIOJIHEHUIO BeTynaromux B cwiry ¢ 1 wmrons 2020 roga TpebGoBaHwMiA
TP TC 034/2013 B yacTu MCHOIB30BaHUS MPUAYMAHHBIX HAa3BaHUW MSCHOW MPOTYKIUU
¥ KOHTPOJIS COIEPKaHUsI B MPOAYKTAX yOOs BETEPUHAPHBIX IMPENaparoB, CTUMYIISTOPOB
pocTa KUBOTHBIX (B TOM 4YHUCJE TOPMOHAJBHBIX MpPENaparoB), JIEKAPCTBEHHBIX CPEICTB
(B TOM uHnclie aHTUOMOTHKOB);

— mpojieHus ooOpamieHuss g0 1 sHBaps 2021 roga TPOAYKUMH, BBIMYIIEHHOU
B oOpallieHrue ¢ JOKyMeHTaMHu 00 orieHKe cooTBeTcTBHs TpeboBanusim TP TC 034/2013,
BBIJIAHHBIMU WJIK OpUHATHIMU 10 1 utons 2020 roaa;

— BO3MOXXHOCTH  OOpallleHusT  TNPOAYKIIMH,  BBINYIIEHHOM B  oOpalleHue
Cc JOKyMeHTaMH 00 oleHke cooTBeTcTBUsI TpeboBaHusm TP TC 034/2013, BbigaHHBIMU
i npuHATEIMU 10 | nroHs 2020 rozma, B T€YEHHWE CPOKA FOAHOCTH TAKOM MPOMYKIIHH,

YCTAHOBJICHHOI'O €€ N3TOTOBUTCIICM.
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3. ['pynna juil, Ha 3alIUTY HHTEPECOB KOTOPhIX HAIIPABJICH IIPOCKT PEIICHUS:

W3roroBuTenu, NpoAaBIbl M JIMIA, BBINOJHAIONIME (QYHKIMA HWHOCTPAHHBIX
U3TOTOBUTENEH MPOAYKTOB YOO M MSICHOM NPOAYKIMHU, TOCYIapCTB — UJICHOB
EBpasuiickoro 3KOHOMHYECKOTrO COl03a (Jajiee COOTBETCTBEHHO — TOCYIapCTBa-UJICHBI,
Coro3). Opransl (opraHu3alu) rocyl1apcTB-4ICHOB, YIOJHOMOYEHHbIE HAa ohopmIleHHE

JIOKYMEHTOB 00 OLIEHKE COOTBETCTBHS Npoaykiiuu TpedoBanusim TP TC 034/2013.

4, AI[DCC&TBI PCTYIMPOBAHMA, B TOM 4YHCJC CV6’beKTBI HD@HHDHHHM&T@HBCKOﬁ

ACATCIBbHOCTH, 1 BOSHeﬁCTBHe, OKa3bIBACMOC HAa HUX PCTYIMPOBAHHUCM.:

W3roroBuTenu, NpPOAABIGI H JIMIA, BBITIOJHSAIONME (YHKIIUH WHOCTPAHHBIX
W3TOTOBUTEJICH MPOMYKTOB YOOS W MSCHOW MPOAYKIMH, TOCYAapCTB-wieHOB. OpraHsl
(opraHm3aiyy) TOCYIapCTB-YICHOB, YIIOJHOMOYCHHBIE Ha OG(OPMIICHHE JOKYMEHTOB
00 olleHKe COOTBEeTCTBUS npoaykiuu TpedoBanusim TP TC 034/2013.

[TpoeKT perieHus OKaXeT MOJIOKUTEILHOES BO3/ICHCTBHE HA YKAa3aHHBIC TPYIIITHI JIUIT
IIOCKOJIbKY B HEM TMPEAyCMaTPUBACTCS YCTPAHCHUE MPOOEIIOB MPABOBOTO PETyIUPOBaHHUS,
NPEMATCTBYIOIMIMX PeaM3allid UX MpaB W MOJHOMOYHMHA B OOJIACTH TPOBEJICHUS OICHKU
COOTBETCTBHSI, BBIITYCKa B OOpaIlicHUe W 0OpaIeHusT IPOAYKITUH, SBISFOIICHCS 00BEKTOM

texauueckoro perynuposanus TP TC 034/2013.

5. COI[eD)KaHI/Ie YCTAHABJIMBAEMbIX JUJISI  aJIp€CcaToB  PEryIMPOBAHMS  OrpaHUYCHUM

(00s3aTEILHBIX IPABUI TOBEJICHUA):

[IpoekToM perieHus npeaycMaTrpuBaeTCs:

— MIPOJIJIEHWE BO3MOXHOCTH oOpamienuss a0 1 saBaps 2021 roga mnpomayKIIUH,
BBHIMTYIIICHHON B OOpallleHHe C JIOKYMEHTaMHu 00 OIIEHKE COOTBETCTBUSI TpeOOBaHUSIM
TP TC 034/2013, BerganHbIMU WK TIpUHATEIMU 110 1 uroHs 2020 roza;

— obecrieueHrue BO3MOKHOCTHU OOpaIleHusl MPOIYKIINH, BBIMYIIEHHOW B oOpallieHne
C JOKyMeHTaMH 00 oleHke cooTBeTcTBUs TpeboBaHusm TP TC 034/2013, BbIgaHHBIMU
iy npuHATEIMHA 110 1 utoHst 2020 roga, B T€UEHUE CPOKA TOJHOCTH TAKOW MPOIYKIIUH,

YCTAHOBJICHHOI'O €€ N3IOTOBUTCJICM.
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6. MexaHu3m Pa3pCIICHUA HDO6JICMLI 41 JOCTHIXXCHHUA OeJim PEryINpPOBaHUA,

IPEAYCMOTPEHHBIA IIPOSCKTOM PEIICHUS (OHI/IcaHI/IC B3aMMOCBA3HW MEXKAY IpcajaraCMbIM

PETVIIMPOBAHMEM U PEIIAEMOM ITPOOJIIEMOI):

[TocpencTBOM MPUHATHUS MPOEKTA PEIICHUS OyAyT pelIeHbl U YCTPaHEHBI MPOOEbI
IPaBOBOTO PEryIMPOBAaHUS B OTHOLIEHWHM BO3MOXKHOCTH BBIIIycka B oOpalleHue
U oOpamieHuss Ha TaMOXXeHHOW Tepputopun Coro3a MPOAYKTOB YO0Os, Ha KOTOpbIE
pacpoCTpaHsSIOTCs TpeOOBaHWs, yCTAHOBICHHBIE TMYHKTOM 18 pasgema V, u MsCcHOM
OPOAYKLIMK, HA  KOTOPYIO  pacHpOCTpaHsIOTCS  TpeOOBaHMS,  YCTAaHOBJICHHbBIE
noanyHKToM «By» myHkTa 107 TP TC 034/2013.

7. CBeaeHUs 0 PACCMOTPEHHBIX aJbTePHATHBAX IIPEJIaracMOMY PErYIIMPOBAHHIO:

B03MOXHOCTh yCTpaHEHUSI MMEIOUIMXCA MpoOJeM MPaBOBOTO PEryIUpOBaHUS
aJbTEPHATUBHBIM IIyTEM OTCYTCTBYET.

Henpunsitue mnpoekTa pelieHHs MOBIEYET 3a €000 HEOOXOAUMOCTh PE3KOIOo
nepexona npeanpuauMarenbetsa Ha TpedoBanust TP TC 034/2013 B yacTu HauMEeHOBaHUMN
MSICHOM TPOAYKIIMM M COAEp>KaHUSA B MPOAYKTaX YOOs MaKCUMAalbHBIX JOMYCTUMBIX
YPOBHEW OCTaTKOB BETEPUHAPHBIX IMPENaparoB, CTUMYISTOPOB pOCTAa KUBOTHBIX
(B TOM 4HCIIE TOPMOHAJIBHBIX IpPENapaTroB) M JEKAPCTBEHHBIX CPEACTB (B TOM 4HCIIE
aHTUOMOTHKOB), U, KaK CIICJICTBUE, OTpaHnueHre cpoka oopamenus 10 1 utonst 2020 roma
NPOAYKILIUM, BBIMYIIEHHOM B OOpalleHHe ¢ JTOKyMEHTaMu OO0 OIICHKE COOTBETCTBUS

tpeboBanusim TP TC 034/2013, BernanabiMu uiu npuHaTeiMu 10 1 urons 2020 roaa.

8. HopmaTrBHO-IpaBOBOE€ OCHOBAHUE JIJISI HPUHSITHUS IPOCKTA PEIICHUS:

Crarbst 52 JloroBopa o EBpa3uiickoM skoHOMHUYECKOM coto3e oT 29 mas 2014 rona,
nyHkT 11 npunoxenus Ne 2 k Permamentry pabotel KomMuccuu, yTBEpKICHHOMY
Pemenniem Briciiero EBpasuiickoro skoHoMuueckoro coBeta oT 23 nexadpst 2014 1. Ne 98,
MOJITYHKT «a» W a03al] TpeTuil MoANyHKTa «B» MyHKTa 2 Pemenus Ne 68, nyHkrol 1, 2 u 4
Pemrenns Ne 198.

9. Chepa noamaomounii EBpazuiiCckoi YKOHOMHUYECKON KOMHCCHH, K KOTOPOW OTHOCHUTCS

IIPOCKT PCLICHUA:

TexHnueckoe perynmpoBaHUeE.
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10. ®uHAHCOBO-2KOHOMHYECKHE MO CICACTBUA IIPUHATHUA IMPOCKTAa PCIICHUA

JJIA CV6’I)CKTOB NPEANPUHUMATEIILCKON ACSITEIbHOCTH

OTCYTCTBYIOT.

11. IIpeanonaraeMble CPOKHM BCTYIICHHS IPOSKTA PEIICHMS B CUY:

Uepes 30 nueit nocie npuHatus, uroHb 2020 roaa.

12. OxunaeMblii pe3yiabTaT PETYIMPOBAHUS:

[Tpoanenue BO3MOXXKHOCTH OOpaIieHus MPOAYKTOB yOOs M MSICHOW MPOIYKIIHUH,
BBITTYIIICHHOW B OOpamieHue ¢ JOKyMEHTaMH 00 OIIEHKE COOTBETCTBHUS TPEOOBaHUSIM
TP TC 034/2013, BbLAaHHBIMH WM NIPUHATHIMU 10 BCTyIuieHus B cuity 1 utons 2020 roga

aKTyaJIn3MPOBAHHBIX MIEPEYHEN CTAaHJAPTOB, YTBEPKACHHBIX Pemennem Ne 198.

13. Onucanue onnITa roCyaapcTB — 4jeHOB EBpa3uiickOoro 3KOHOMHYECKOIO COH3a

U MEXJIYHAPOAHOTO OIbITa PEryIUpOBaHUS OTHOLICHUM, SBJSIIOLIMXCS MOPEIMETOM

IIPOCKTa PCHICHUA (C 000CHOBAaHUEM €r0 OPpOTrpeCCUBHOCTH U HDI/IMCHI/IMOCTI/I)I

[IpoekT pemieHUss YYUTHIBAET OMNBIT pPa3pabOTKH JOKYMEHTOB B 00JacTu

TCXHHUYCCKOTO PCTYJIMPOBAHUA B IrOCyAapCTBAX-4JICHAX.

14. CBenenust 0 MpOBEICHUU MYOIUYHOTO OOCYKICHUS MTPOEKTA PEIICHUS:

15. CBegenust 0 3akiIO4EHUH OO OIICHKE PEryJupyIOLIero BO3ACHCTBUS Ha TMPOEKT

pELIeHHUS:

16. Unas wuHdopManus, OTHOCSIIAsACSI, 1O MHEHHMIO JenaprameHTa EBpasuiickoi
DKOHOMMYECKOM KOMHMCCHUH, OTBETCTBEHHOIO 3a IIOATOTOBKY MNPOEKTa pELICHUs,

K OCHOBHBIM CBCICHUAM O ITPOCKTC PCIICHUSA U (I/IJ'II/I) O €ro MoATrOTOBKE:



