NHOPOPMALINOHHO-AHAIUTHUYECKASA CIIPABKA
0 MOCJIeACTBUAX BJIUSAHMA NPoeKTa pemienus EBpasuiickoi
IKOHOMHUYECKON KOMHMCCHHU HA YCI0BUA BeACHUA
NpeANPUHUMATENbCKON AeATEeJIbHOCTH

HanmeHnoBanue npoekta pemeHus: O BHECEHUH U3MEHEHUS B MOJMYHKT 29 MyHKT
15 TMopsaka 3amonHeHus JeKaapanny Ha ToBapbl (anee — [1poekT).

1. IIpoGnema, Ha perieHre KOTOPOW HarpaBieH npoekT pemenus EDK:
Vka3pIlBaeMas B HAcCTOSIIEE BpEMs TEKCTOBas HECTPYKTYPHPOBAaHHAs
nHbopmanus 1o HomepoMm 1 B rpade 31 meximapanuu Ha ToBaphl (majzee — JIT)
ceenenusa (CAS-RN. konmuecTBO TAKOro BENIECTBA, HOMED CEpHUM) B OTHOIIECHUU
dbapMalleBTHUSCKUX CYOCTAaHIIMK, a TakKe MHTEPMEIUATOB, PEAarcHTOB U
MaTEepHaJIOB JUIS NPOM3BOACTBA JIEKAPCTBEHHBIX CPEJICTB (J1aJice — HMCXOIHBIE
MaTepHajbl) HE ITO3BOJISIIOT OCYIIECTBIATH aBTOMATH3UMPOBAHHYIO 00pabOTKY H
repeaady MHGOpMaIK s €€ NOCIEAYIOIIEro HCHOIL30BaHMUs TOCOPraHaAMHM.

2. llenb perynupoBaHus:

O0ecrieuenre OpociaeKUBAEMOCTH MHGMOPMaIMU 00 MCXOIHBIX MaTepHaIax,
ABTOMATHYECKOW 0OpabOTKM M Iepejayd  TakKoW HMH(GOpPMAIlMU B MEIIX
JAJILHEHNIIIET0 €€ MCIOJL30BAHMS APYTHMHU TOCYIAPCTBEHHBIMHU OpraHaMH IpHU
IIPEAOCTABICHNH ONPEACIIEHHBIX IIPEUMYIIIECTB.

3. I'pymnma nuir, Ha 3a1TUTy HHTEPECOB KOTOPBIX HaIpaBiieH MpoekT pemienus EDK:
YyacTHUKH BOJ1 (TpOU3BOIUTEIHN, NEeKJIapaHThL, TaMOKEHHEIE
[IPEJICTABUTEIM ), TAMOKEHHBIE OPTraHbl ¥ 3AaMHTEPECOBAHHBIE MUHHUCTEPCTBA.

4. AnpecaThl peryJdpoOBaHHUS, B TOM 4YHCJIE CYOBEKTHI NPEIIPHHHUMATEIBCKOM
JCATEIIBHOCTH, U BO3CHCTBUE, OKa3bIBAEMOE HA HUX PETYJIMPOBAHHUEM

[Ipou3BoAUTENHN, AEKIAPAHTELI, TAMOKEHHBIE IPEACTABUTENN, TAMOKEHHEIE
OpraHbl ¥ MHBIE TOCOPraHbI.

[Ipennaraemeie  IIpoeKTOM H3MEHEHHUS IO3BOJISAT _aBTOMATHU3UPOBAHHO
nepeaaBsaTtb MHGOpPMAIMIO 00 HMCXOAHBIX MaTepuajaX, BepHU(MHULIHUPOBATH €€ U
MPEAOCTABIIATL ONpEACICHHBIE MPEUMYINECTBA JUISL TAKUX OpraHu3alui _ 0e3
IPEAOCTABJIEHHS JONOIHUTEILHON NHDOPMALIHH.

5. ConeprkaHue yCTaHABIMBAEMBbIX JJIs aJpecaToB PEryJIUPOBaHMS OrpaHUYCHUIN
(00s3aTEeNbHBIX MTPABUI TIOBEACHMS):

IIpoekToM mpeamonaraeTcs VkKas3bIBaTh Juid Poccuiickorn dDeaepanmy 1o
JKenaHuio aexiapanTta mox HoMmepoM 17 rpadsl 31 AT cBemenumii 00 MCXOMIHBIX
marepuanax (CAS-RN, koinnuecTBO TAKOro BEIIECTBA, HOMED CEPUH).

6. MexaHu3M paspenicHus MpoOJieMbl W JOCTIDKCHHS MM PETyJIHPOBaHHUS,
MpeyCMOTPeHHBIM TIpoekToM pemieHnss EDK (ommcanwe B3auMMOCBS3U MEXKIY
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MpeyiaraéMbIM PETYJINPOBAHUEM U peliaeMoi mpoOieMoii):

VYka3zaHue KOJIMPOBAHHBLIX M CTPYKTYPHPOBAHHBIX CBEJICHHH B OTHOIICHUH
HCXOJHBIX MaTEpHaJIoB 00ECICYNT BO3MOYKHOCTHE aBTOMATHYCCKOM 00pabOTKU M
IepeIayu CTPYKTYPUPOBAHHON MH(MOPMAIIHH.

7. CBelleHHsI O paCCMOTPEHHBIX aJIbTEPHATUBAX MPEIJIaraéMOMYy PEryJIUpPOBaHUIO:

AJbTepHATUBHBIE BapUAHTHI PACCMATPUBAJIUCH Pa3pa0OTYMKOM, HO OTO OBl
MPHUBEJIO K JOMOJIHUTENBHBIM 3ampocaM HHbOpMalMy y OU3Heca.

Tak, B coorBercTBUH ¢ llopsakoM 3amoJIHEHUs AEKJIapaliy Ha TOBAapLL,
yrBepkaeHHbIM Pemennem Komuccnu TamokeHHOro corosza ot 20 mast 2010 r.
Ne 257, B rpade 31 mox HoMepoM 1 momiekaT yKa3aHMIO CBEJICHHS, HO HE B
CTPYKTYPUPOBAHHOM _ BHJE, YTO _HE  IIO3BOJHUT __ aBTOMATHUTHU3UPOBAHHO
dhopMHUpOBaTh, 00padaTLIBATEL U IIEPEAABATE TAKYIO HHOOPMAIIHIO.

8. HopMaTtuBHO-TIpaBOBOE OCHOBAHUE JIJIsl MPUHATHS TIpoekTa perieHuss EDK:
IIyukt 5 craren 105 TamoskenHoro koaekca EBpa3suiickoi YJKOHOMHUYECKOT'O
Coro3a.
IIpoeKT pelieHnst IPUHUMAETCS KBATU(OUIIUPOBAHHBIM OOJIBLIIHHCTBOM.

9. Cdhepa nomnomounii EDK, k koTopoii oTHOCUTCS npoekT pemenust EDK:
[IpoekT pelieHusi NOATOTOBIEH B pamkax cdepsl komnereHimun EJK —
TaMOXKEHHOE PETYIUPOBAHUE.

10. ®uHaHCOBO-?KOHOMHUYECKHE TOCIECTBUSA MPUHATHS TIpoekTa pemienus EDK
TSI CYOBEKTOB MPEAITPUHUMATEIBCKOMN IS TEIBHOCTH:

[IpuHATHE NPOEKTAa PEHIEHUs HE NPHUBEAET K JONOJHHUTENIBbHBIM pacxojlaMm
CYOBEKTOB MPEANPUHUMATEIBCKON JEATEIbHOCTH, TaK KaK Takas WHpOpMalus u
cedyac yKa3bIBA€TCSA, HO B HECTPYKTYPUPOBAHHOM BHje. bosee Toro, Takas
uHGOpMAIIH MOXKET YKA3bIBATHCS MO KEITAHUIO JIUIIA.

11. IIpennonaraeMble CPOKU BCTyIUIEHUs poekTa pemenuss EDK B cuy:
[Tpeamonaraemeiii CpoK BCTvIUieHWS B cuay ¢ 1 ampens 2026 roma, 4rto
00VYCIIOBIIEHO HEOOXOAUMOCTBIO JOPA0OTKH OPOrPAMMHBIX CPEJICTB.

12. OxxunmaeMplit pe3yabTaT PETyIUPOBAHUS

OOecrieueHne MOCHEAVIONIETO KCIOAb30BaHHUS MH(OpPMAIIMKA TIPH €€
OJHOKPATHOM MNPEACTABICHUM IPH JIEKJIAPUPOBAHUM TOBAPOB M YIPOIICHHE
IOJYYECHUS IPEUMYVIIICCTB IIPH OCYIIIESCTBICHNUH I'OCYIaPCTBEHHBIX 3aKYIIOK.

13. Onmcanne ombiTa TOCynapcTB — uwieHOB (Cor03a M MEXIYHapOIHOTO OIbITa
pEeryaupoBaHusl OTHOLLICHUH, SIBIAIONIMXCS MpeaMeToM npoekta pemenuss EDOK (c
000CHOBAaHHEM €r0 MPOrPECCUBHOCTU U TPUMEHUMOCTH ):

AHQJIOTHYHBIM ONBIT B rocyaapcTBa-uieHax Coros3a no paccMaTrpuBaeMOMY
BOIIPOCY OTCYTCTBYET, YUUThIBAs, 4TO hopMa U MOPSAOK 3aM0JIHEHUS JIeKIapaluu




Ha ToBapkl onpeaeasgercs Komuccuei.

14. CBeneHus o npoBeaeHUU TyOIMYHOro 00CyxkAeHHs npoekTa pemeHuss EQK.

B mepwon ¢ 29 ampens mo 29 masg 2025 r. mpoBencHO myOJHYHOE
obcyxeHue IIpoekTa B paMKax OLIEHKH PETYIUPYIONIET0 BO3ACHCTBHS.

IIpoekT, wmHMOPMAIIMOHHO-aHATUTHYECKAs] CIpaBKa M ONPOCHBIA JIMCT
onyoaukoBansl 29.04.2025 ma mpaBoBoM noptaine odumumanbHoro caiita EDK B
HHOOPMAITMOHHO-TSICKOMMYHUKAIMOHHON ceTH «MHTEpHET» 10 3JIECKTPOHHOMY
aapecy https://regulation.eaeunion.org/orv/3041/.

Hudopmarnsa o Havauae NpoBEeACHUS IYOJINYHOr0 00CYKICHUS HAIIpaBJIcHA:

- yjgeHaM paboueir rpynnbl (caykeOnast 3ammcka oT 29.04.2025 Ne 18-

76717/9);

- HAlMOHAJBLHBIM _KOOpAMHATOpaM _ Om3Hec-cooOmecTBa  (MUCBMO  OT
30.04.2025 Ne 18-262).

B pamkax nposeaenns ny0aunanoro oocyxaenns IIpoekra moCcTynuIn:

3ameyanus JlemapTaMeHTa Pa3sBUTUSL OPEANPHUHUMATEILCKON JIEITEILHOCTH
(cnyxebuas  3ammcka ot 12.05.2025 Ne 10-7982/9) wu  Accoumanuu
dbapMalleBTHYESCKUX MPOU3BOAUTENCH EBpasMicKoro HSKOHOMHMYECKOIO COH3a
(muceMo ot 28.05.2025 Ne 678-AK), oTpa’keHbl B CBOJHON MHGOpMAIIMU, a TaKXKe
JlemapraMeHTa KOHKYPEHTHOM MMOJUTHKU U MOJUTHKUA B 00JACTH TOCYIaPCTBEHHBIX
3aKyIoK (ciyxebnas 3anucka oT 10.06.2025 Ne 23-10170/9);

3all0JIHEHHBIE ONPOCHBIE JIMCTHI JUIS IIPOBEACHHUS IMyOJIMYHOIO 00CYKICHUS
npoekTa penieHus Komgernun EBpa3suicKod SKOHOMMYECKONW KOMHCCHMM B paMKax
OILIEHKU _ peryiaupyiomnero Bo3nedcTBud  oT AQO  «AKTHBHBIA KOMIIOHEHTY
(Komaposa Mapus HOpeeBHa) 1 OO0 «Oneparop-IIPIIT» (Mymmmua Kpuctuaa
AJlekcaHapoBHA), OTPa’KE€HBI B CBOJIHONM HHGMOPMAIIUH;

nHdopManus 00 OTCYTCTBHH 3aMEYaHHW M IpeanokeHu K IIpoekTty oT
JlemapraMeHTa pa3BUTHS MHTErpannu (ciaykebHas 3amucka ot 14.05.2025 Ne 06-
8170/9), JlemapramMeHTa TpaHCIOPTa U MHGPACTPYKTYPHI (CaykeOHas 3alucKa OT
14.05.2025 Ne  20-8162/9), JlemapraMeHTa TaMOKEHHOH HMHOPACTPYKTYPHI
(conyxkebHas 3ammcka or  21.05.2025 Ne 19-8692/3), orpaXeHbl B _CBOJHOMU
HHOOPMAIIHH.

15. CBenenust 0 3aKITIOYEHUU 00 OIICHKE PETYIUPYIOMIETO BO3ACHCTBUS HA MPOEKT
pemenus EQK.

[Io wroraM mpoueAayphbl OLEHKH PETYIUPYIOMIEIrO BO3JCHCTBHUS IOJYYCHO
3aKII0YCHNE 00 OIICHKE peryaupyiomero Bo3aeucteus ot 07.07.2025 Ne 589, B
COOTBETCTBHM C KOTOPBIM ITPOCKT PEIICHUS B NPEACTABICHHON PEAAKIIUM MOXKET
0Ka3aTh ITO3WTHBHOC BIMSIHHC HA YCIOBHUSA BEACHHUS NPSANPUHUMATCIHLCKOM
JIESTEILHOCTH, MOCKOIBKY €ro MPUHITHE IMO3BOJIMT aBTOMATHU3MPOBATH IEpeIady
nHGopManuu 00 HMCXOJHBIX MaTepHalaX M YOPOCTHT IPOILEAYPY BepH(HKAIINHU
COOTBETCTBYIOIIMX CBEACHUM I'OCYAAPCTBEHHBEIMH OpraHaMH 0e3 He0OXOJIMMOCTH
IPEACTABIICHHS CYOBEKTAMHU Ipe ANPUHUMATEIILCKON JeSITEIEHOCTH
JOIIOJTHUTEIBHBIX JIOKYMEHTOB.



https://regulation.eaeunion.org/orv/3041/

16. nas wuH(popMauusa, OTHOcAIIAsACsS, MO MHEHUIO0 jAenapramenta EDK,
OTBETCTBEHHOTO 3a MOATOTOBKY MpoekTa pemieHuss E9K, kK OCHOBHBIM CBEJICHUSIM O
npoekrte pemieHuss EQK u () o ero noarotoBke:

IIpoekT paccmarpuBajicss Ha 32-M M 33-M 3acenanusx Pabouell rpynmsl 1o
TaAMOKECHHOMY  JACKJIapupoBaHMIO  npu  KOHCYJbTATUBHOM  KOMHMTETE 11O
TaMOKEHHOMY PeryJupoBaHuI0 (mpoTokobl Ne 18-21/mp ot 11.03.2025 (BOompoc
Ne 1) u ot 21.04.2025 Ne 18-41/mp (Bompoc Ne 1)).
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