CBOJHASA UH®OPMALNUA
0 NMpeACTABJEHHBIX NMPeIJI0KeHUsIX, MOCTYNUBIIUX M0 UTOraM MyOJIUYHOr0 00Cy:KIeHus MpoeKTa pemennss EBpasuiickoii
IKOHOMHUYECKOH KOMHCCHH B PAMKAX OLIEHKH PeryJMpylouiero Bo3aeiicTpus

HaumenoBanune npoekra pemenus Kosneruun EBpasuiickodl 35Kk0HOMUYECKOM KOMHCCUU: «O NMPUMEHEHUU JAOKYMEHTOB
00 OIIGHKE COOTBETCTBHS TPOAYKIIMK _OTACIBbHBIM _TPEOOBAHUSAM TEXHUYECKOTO perjaMeHTa TaMOXEHHOTO COr03a

«O 6e3onacHoct Msica u MacHo# npoaykiuuy (TP TC 034/2013)» (nanee — mpoeKT peIIeHus).

Howmep Bompoca u ero
(bopMyIHpOBKa COTITACHO
ONPOCHOMY JIUCTY

ConeprkaHue oTBeTa

Nudopmanus o nwure,
3aI0JIHUBILIEM OIIPOCHBIN
JIKCT, a TAK)KE CII0Co0e
HaTPaBIICHUS
3aII0JTHCHHOT'O
OMPOCHOTO JINCTA

KommeHTapuiil nenapraMeHnra,
OTBETCTBEHHOTO 32 pa3padOoTKy
npoekra pemenuss EOK

1

2

3

4

1. Hannume xakoi
po0IeMbI 00YCIOBHIIO
NPUHSTHE TPOEKTa
pemenust ESK? Hackonbko
TOYHO OIpeieIeHa
npobiaema, 17 pereHus
KOTOPOH HEOOXOAMMO
BBEJICHUE PETYIHPOBAHUS
Ha ypoBHe EBpasuiickoro
HKOHOMHUYECKOT0 COr03a?

Brenenue norpedurens B 3a01yKaeHNE
IIyTE€M IIPUCBOEHHUS TOKIECTBEHHBIX WJIN
JOBEJICHHBIX 10 CXOJHOH CTEIIEHU
CMELICHUSI HAUMEHOBAaHUM BBIITYCKAEMOU

MIPOTYKIIUH.

000 «TamboBCcKMIt
O0exoH» (MUCbMO

ot 27 nexabps 2019 1.
Neo 2483)

HamnuonanbHbIi COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

[IpuHATO BO BHUMaHUE.

KoHTpoab 0CTaToOuHOTO COepKaHuUs

BETEPUHAPHBIX [IPENAPATOB B IPOAYKIIUH.

C 01 urons 2020 npu BbIITYCKE B
oOpariieHue MPOAYKTOB yOOsI U MACHOM
MPOIYKIIMH JTOJKHBI COOTIOAAThCS
TpeboBanus paznena XI TeXHUIeCKOro
pernamenTa TaMOKEHHOTO COI03a
«O 6e30macHOCTH Msica U MSICHOM

00O «ArpapHas rpynrma —
VYnpasisromas KOMIIaHUsD)
(KOMMEHTapuH MOCTYIUIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 mexabps 2019 1.)

[IpuHSITO BO BHUMaHUE.

Penrenue npoGiieMbl akKpeIuTaIn
nabopaTopuii AJisi MPOBEACHUS
WCCIICIOBAaHHI HA HAJTMYUE OCTATKOB
JIEKapCTBEHHBIX CPE/ICTB B
HerepepadoTaHHOM MUIIIEBOM
IPOAYKIIH )KUBOTHOTO MTPOUCXOXKICHHUS




npoaykuuny (mamee — TP TC 034/2013) B
9aCTH UCIMOJIb30BAHUS MTPUIYMAHHBIX
Ha3BaHUN MSICHOM POAYKIIMU BO
n30exxaHue NeiCTBUM, BBOIIIINX B
3a0yxIeHne rnorpedureneit u pasaena V
TP TC 034/2013 B yacTi MaKCUMAaJIbHBIX
JIOMYCTUMBIX YPOBHEH OCTAaTKOB
BETEPUHAPHBIX MPENApaToB, CTUMYIISTOPOB
pocTa )KUBOTHBIX (B T.4. TOPMOHAJIbHBIX
MpPermapaToB) U JIGKAPCTBEHHBIX CPEICTB (B
T.4. aHTHOMOTHKOB) B MPOAYKTaX y0osI,
KOHTPOJIHPYEMBIX COTTIACHO WH(MOpMAIIUU
00 UX HCIOJIb30BAHUH, TIPEOCTABIISIEMOM
M3rOTOBUTENEM (TIOCTABIIUKOM) MMPOTYKTOB
yoos. [Ipu aTom B Permernu Ne68 u
Pemenun Nel98 He mpenycMOTpeHbI
MEPEXOIHBIN MEePUO.T AJIs BBITOTHEHUS
JTaHHBIX TPEOOBAHUH.

He nocraroyno TouHo onpeneneHa
npobiema, T.K. ¢ BBEICHUEM TpeOOoBaHUN
paznena V TP TC 034/2013 He o603HaueHa
BBITEKAIOIIas mpobiemMa 0 He TOTOBHOCTH Ha
CEroHAIIHUN IeHb PD Ha npoBenieHne
YKa3aHHBIX UCCIICIOBAaHUIN HA
rOpMOHaJIbHBIE TIPEnapaThl, HEKOTOPbIE
BeT.Ipenaparsl (MMOTHBIN TepeUYCHb,
paspenieHHbIN B PD) B 11€710M Yy KOTO
JaHHBIE UCCIIEOBAHUS MOKHO TIPOBOJIUTE?
KaKye OpraHu3aIuu (JJabopaTopum )
MPOBOJAT JAHHBIE HcciienoBaHusd? — B PD
UX MOXHO CKa3aTh HET Ha JaHHBIH MOMEHT.

HarnonanbHbIi COI03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

JOJIDKHO OCYHICCTBJIATHECA Ha
HallMOHAJIBHOM YPOBHC.

YuurteiBas HE0OOXOUMOCTh
CBOEBPEMEHHOI aKKpeauTaluu
UCTIBITATENBHBIX Ta00PATOpUii C yIETOM
CTaH/IapTOB U METOJUK, BKIIFOUEHHBIX B
nepeuens crangaptoB kK TP TC 034/2013
(Pemenune Komrernu Komuccnn

ot 19 Hos16pst 2019 1. Ne 198), Obuna
yCTaHOBJICHA JlaTa BCTYIUJICHUS B CUITY
Pemennst Ne 198 miist Bcex mosiokeHuit
nepeuneid — ¢ 1 urons 2020 rona

(He MeHee 6 MecsIIeB).

JlopaGoTaHHBII MPOEKT PELICHUs
obecrieunBaeT MpoJICHUE 00paIeHUs
MPOIYKIIMH IO OKOHYAHUS CPOKA
JIEHCTBHSI IOKYMEHTOB 00 OIIEHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BeITaHHBIX WA
npuHAThIX 10 1 utonst 2020 roga, a
TaK)XK€ — BO3MOXXHOCTh OOpaIIeHHs
MPOYKIIMH, BEIMYIIICHHOW B oOpalieHue
B MIEPUOJI IEHCTBHSI TOKYMEHTOB 00
OIICHKE COOTBETCTBHUS, BbIJJAHHBIX WJIN
npuHATHIX 10 1 urons 2020 roxa,

B TEUYCHHE CPOKA TOJHOCTHU ITON
MIPOIYKIIMH, YCTAaHOBJICHHOTO

€€ M3TOTOBUTEINEM (TIPU YCIOBUH
OTCYTCTBHUSI BO3PAKCHUH
YIIOJTHOMOYEHHBIX OpraHOB TOCY/IapCTB-
yineHoB Coro3a ¥ 3aMHTEPECOBAHHBIX JTHI]
B TIporiecce 1opaboTKH yKa3aHHOTO
MIPOEKTA PEIICHUS ).




EnuHblii peecTp uCHbITaTENbHBIX
naboparopuii (1eHTpoB) TamMokeHHOTO
Cor03a IpUBeJIeH Ha 0(UIIMaTbHOM caiiTe
Komuccun.

[Tpobnema akTyanabHa U TOYHO OIpesesieHa

Accoruanus KoMnaHun
PO3HUYHOI TOPTOBIU
(AKOPT) (kommeHTapuun
pa3MelIeHbI Ha caiTe
Coro3a 26 auBaps 2020 1.)

IIpuHATO BO BHUMAHUE.

2. HackonbKo 11eb
pa3pabOTKH MPOEKTa
pemenust EQK (uenb
peryaupoBaHusi)
COOTBETCTBYET
CJIO)KUBIIIEHCS TPOOJIEMHOMN
cutryauuu? ObocHyiiTe
CBOIO TMO3UIIHIO.

JU1si KOHEYHOT O MTOTPEOUTEINST OCTACTCS
HESICHBIM B COOTBETCTBUU C KaKUM
HOPMAaTUBHBIM JOKYMCHTOM IIPOU3BCACH
MIPOYKT; MOTPEOUTENIb MOKET OBITH BBEJICH
B 3&6Hy)KI[CHI/IC B CBA3U C BO3MOXHbBIM
CXOJICTBOM HaMMEHOBAHUM MPOAYKTa OJTHOU
TPYILIEL

00O «TamboBckuit
O0eKoH» (MMUCHMO

ot 27 nexabps 2019 1.
Ne 2483)

HanumonaneHblii cor03
CBHHOBOJIOB (ITMCHMO
oT 24 auBaps 2020 r.

Ne 26)

[IpuHATO BO BHUMAHUE.

[Tynkrom 9 TP TC 034/2013
OTpesieNIeHO0, YTO IPOAYKTHI YOOs 1
MSICHAsl IPOAYKIHUS (M3rOTaBIMBAaEMbIe
10 MEXIOCY/IapCTBEHHBIM CTaHIapTaM,
HAllMOHAJIBbHBIM CTaHAApTaM,
TEXHUYECKHUM YCIIOBUSIM, CTaHapTaM
OpraHM3alMil U T.J.) BBIIYCKAIOTCS B
oOpallleHne Ha phIHKE IOCYAapCTB —
ysieHoB Cor03a IPHU UX COOTBETCTBUH
TP TC 034/2013, a Tak)ke HHEIM
TEXHUUYECKUM pernamenTaM Corosa
(TamoxxeHHOrO CO103a), NEHCTBUE
KOTOPBIX Ha HUX PaclpOCTPAHSETCA.

B cooTBeTcTBHM € IOAITYHKTOM <«1»
IyHKTa 5 npaBui opopmiieHus
JEKJIapaluy 0 COOTBETCTBUN
TpeOOBaHUSAM TEXHUYECKOTO perjiaMeHTa
EBpa3uiickoro 5KOHOMHUYECKOI0 COK03a,
yTBep)KaeHHbIX Pemennem Kosuternu
Komuccun ot 25 nexabps 2012 r.

Ne 293, B mosnie 5 ykaspIBaroTcs




HauMEHOBaHUE U 0003HAUEHUE
JIOKyMEHTA (JIOKYMEHTOB), B
COOTBETCTBUU C KOTOPHIM M3rOTOBJIEHA
OPOAYKIHS (CTaHAAPT, CTAaHAAPT
OpraHHu3aIi, TEXHUUECKHUE YCIOBUS HIIN
MHOM JIOKyMEHT) (TIpY HaJIMYUN).
CrnenyeT y4uThIBaTh, 4TO UHPOPMAIIHS,
yKa3aHHas B JEKJIapaliiu, 10JDKHA ObITh
corjacoBaHa ¢ HHGoOpMaIueH,
YKa3aHHOM B MapKHUPOBKE 3TON
NPOAYKIHMH U HE J0JKHA BBOAUTD B
3a0IyXJIeHHEe TOTpeOuTENei
(mpuoOpeTaterneif) OTHOCUTEIIBHO
peanu3anuy ux Mpae Ha JTIOCTOBEPHYIO
nH(pOpPMaIIKIO O MUILEBOI MPOAYKIIUH,
oOecrieunBast coOII0IeHNE
3aKOHOJATEIhCTBA B 00JIACTH 3AIUTHI
paB NOTpeOUTENEH.

B HenomHo#t Mepe COOTBETCTBYET, T.K.:

1) He pemraet npodIEMy C UCCIICAOBAHUSIMH,
YKa3aHHBIMH B II. | OIIPOCHOTO JIUCTA;

2) kakuM 00pazoM 0OecreunBaTh
BBITIOJTHEHUE TpeOoBaHUN V

TP TC 034/2013 nns msica
YKUBOTHBIX/IITULIBI OT BBIHYKJIEHHOTO Y004,
JOMYLIEHHOE B MepepadoTKy mocie
onpeeIeHHON 00paboTku (HarpuMep, CpoK
BbIBEJICHHS] aHTUOMOTHUKOB HE MPOIIIET, HO
KUBOTHOE HEOOXOAMMO HAMPAaBIATH O
BET.IIOKA3aHUsAM Ha yOoi), T.e. 1Jis
CaHUTAPHBIX OOEH KaK MPUMEHSTH?

3) He pemaer npobiemy ¢ oOHapyXxeHUuEeM
JIHK xypuuibl B IpoayKTax B BUILY

OO0O «ArpapHas rpynrma —
VYnpasnsromas KOMIIaHUsD)
(KOMMEHTapuH MOCTYIUIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 mexabps 2019 1.)

HamnuonanbHbIi COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

[IpuHSATO BO BHUMaHUE.

Pemenne npo6iemMbl akKpeTuTaum
nabopaTopuii AJisi MPOBEACHUS
MICCIIEZIOBAaHUN Ha HAJIMYME OCTAaTKOB
JIEKapCTBEHHBIX CPE/ICTB B
HerepepadoTaHHOM MUIIIEBOM
IPOAYKIH )KUBOTHOTO MTPOUCXOKICHUS
JIOJKHO OCYIIECTBIISTHCS Ha
HAIlMOHAJILHOM YPOBHE.

B pamkax koMmneTeHIuu IenapTaMeHTa,
OTBETCTBEHHOTO 3a pa3padOoTKy MIPOEKTa
pewienus, ormeuyaeM. [lynkrom 3
TEXHUYECKOI'0 periaaMeHTa




MEePEKPECTHOTO OMBIJICHUS, T/Ie OHA
OTCYTCTBYET MapKUpOBKe cocTaBa. Kak
MIPOU3BOIUTENSIM TIOCTYIIATh B TAHHBIX
CUTYyalUsX?

TamoxenHoro coro3a «O Oe3onacHOCTH
MUINEBOH MPOAYKIIUNY (Jlanee —

TP TC 021/2011) ycraHoBiI€HO, 4TO
HenepepaboTaHHOE TIPOAOBOILCTBEHHOE
(TTMIIIEBOE) CHIPHE JKUBOTHOTO
MPOUCXOXKICHUS TOJKHO OBITh
MOJIy4€HO OT MPOAYKTUBHBIX KUBOTHBIX,
KOTOPBIE HE TIOJIBEPTaINCh BO3ICHCTBUIO
HATYpaJIbHbIX U CUHTETUYECKUX
ACTPOTEHHBIX, TOPMOHAIBHBIX BEIIECTB,
TUPEOCTATUUECKHUX IPEernapaToB
(cTUMYISTOPOB POCTA )KUBOTHBIX ),
AHTUOMOTHKOB U JIPYTHX JIEKApPCTBEHHBIX
CPEICTB JJIsl BETEPUHAPHOTO
IPUMEHEHHUS, BBEJIEHHBIX Tepe]] yooeM
JI0 UCTEUYCHUS CPOKOB UX BBHIBEJICHUS 3
OpPraHU3MOB TAKUX KUBOTHBIX.
JIOTIOTHUTENHHO OTMEYAEM, YTO
«BBIHYXXJICHHBIN YOOI CKOTa» — y0oit
0OOJBLHOTO CKOTA 0 YKA3aHUIO

U TI0J1 KOHTPOJIEM BeTepUHAPHOU
CITYKOBI.

B cooTBeTcTBHU C TIOJITYHKTOM «BY
nyakTa 4 TP TC 034/2013 msico nTuisi
U TIPOAYKTHI €T0 MepepadOTKH, a TaKKe
MUIICBas MPOIYKIIUS, B PELENIType
KOTOPOU MSICO MTHIIBI M IPOTYKTHI €r0
nepepaboTKH MO0 Macce B COBOKYITHOCTH
MIPEBBIIIAIOT MPOAYKTHI YOO APYTUX
MPOIYKTHBHBIX )KUBOTHBIX — HE
SIBJITFOTCS 00BbEKTaMU TEXHUUECKOTO
perymuposanust TP TC 034/2013.




Komuccust coBmecTHO ¢
YIOJIHOMOYEHHBIMUA OpraHaMu
rocynapctB — uneHoB Coro3a
KOMILJIEKCHO pacCMaTpHUBAET BOIIPOC
BHecenus namenenuii B TP TC 034/2013
B YaCTH YCTAHOBJICHUS MPEJEIHHO
nonyctumoro ypoBHs JITHK
KOMITOHEHTOB COCTaBa MSICHOM
MPOYKLIUH, TEPMUHA KTE€XHOJIOTUYECKH
HEYCTpaHUMasi IPUMECH» U IPUMEHEHUS
KOJIMYECTBEHHBIX METOUK ONPEIEICHUS
ypoBHs JTHK.

Bonpoc o kxoutpone IHK nHe siBisieTcst
MPEAMETOM PETYJIUPOBAHUS HACTOSILIETO
IIPOEKTA PELICHHUS.

I1enb pa3paboOTKu COOTBETCTBYET
CJIO’KUBIIEHCS IPOOIEMHOM CUTYaIHH

Accormanusa KoMIaHui
PO3HUYHOM TOPIrOBIIU
(AKOPT) (kommeHTapun
pa3MeILEeHbl Ha canTe
Cotro3a 26 saBaps 2020 1.)

[IpuHSITO BO BHUMaHUE.

3. Hackosbko TOYHO
JenapTaMeHTOM-
pa3paboTYMKOM ONIpeesieHa
rpyIa Jui,

Ha 3alIUTY HHTEPECOB
KOTOPBIX HAMPABIICH MPOEKT
pewenns EDQK, a Takxke
ajZipecathbl peryJIupoOBaHuUs,
MHTEPECHl KOTOPBIX OYIyT
3aTPOHYTHI MIPEIJIaraeMbIM
pery1upoBaHHeM, B TOM
YHCIIe CyOBEKTHI
MPEAIPUHUMATEITBCKOMN

[IpoekT pemenuss EDK nanpaBieH Ha

3alIUTY UHTEPECOB TOJIBKO MOTpEOUTEIIEH.

000 «TamboBCcKUIt
O0eKxoH» (MUCbMO

ot 27 nexabps 2019 1.
No 2483)

HamnuonanbHbIi COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

[IpuHATO BO BHUMaHUE.




NEeITEILHOCTH?

[Tpu HEOOXOAMMOCTH
YKKUTE HEJOCTAFOIINX
JIU1I, Ha 3alIUTy UHTEPECOB
KOTOPBIX HAMPABJICH MPOCKT
pelieHus1, U aApecaToB
peryaupoBaHusl.

Opranu3anuu/1adopaTopun MPOBOISIINE
HEO0XOAUMBIE UCCIIETOBAHMS I KOHTPOJIS
MaKCHUMaJIbHBIX JOMYCTUMBIX YPOBHEH
OCTaTKOB BETEPUHAPHBIX MPENapaToB,
CTUMYJISITOPOB POCTa )KMBOTHBIX

(B T.4. TOpPMOHAJIBHBIX IIPETIAPaTOB) U
JIEKapCTBEHHBIX CPE/ICTB

(B T.4. aHTUOMOTUKOB)

00O «ArpapHas rpynma —
VYpasnsromas KOMIIaHUsD
(KOMMEHTapuH MOCTYITHIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 mexabps 2019 1.)
HarnmonanbHbI COI03
CBHHOBOJIOB (ITMCHMO

oT 24 suBaps 2020 r.

No 26)

[IpuHSATO BO BHUMaHUE.

I'pynna i onpeznenena TO4HoO.

Accoruanus KoOMInaHuu
PO3HUYHOI TOPTrOBIU
(AKOPT) (kommeHTapuun
pa3MelIeHbI Ha caTe
Coro3a 26 auBaps 2020 1.)

IIpuHATO BO BHUMAHUE.

4. Ykaxure coaepkaHue
yCTaHaBIMBAaEMBbIX
OTpaHUYECHUN
(0Os3aTENBHBIX TIPABUIT
MOBEJECHUS) AJIs aIpecaToB
perynupoBaHus Tak, Kak Bbr
ero nonumaere. Kakue
OyIyT MOCTEACTBUS OT
BBEJICHUS TIPEIaracMoro
peryinupoBaHus Ha YpOBHE
EBpasuiickoro
SKOHOMMYECKOTO COI03a

(B TOM YHCIIE IO CPABHEHHIO
C peryJnupoBaHUEM,
JEUCTBYIOLLUM B
rocy/1apcTBe — WieHe
EBpaszuiickoro
SKOHOMHYECKOTO CO103a)?

IIpexpalieHue BBITYCKA U peanu3aun
MPOU3BOIUMON IPOAYKIIMH, B CBSI3U C
OrpaHUUYeHUsIMU. BynyT 3aTpoHyTHI
BONPOCHI (PUHAHCOBO-3KOHOMUYECKOH
JESITEIbHOCTH OpraHu3alui.

000 «TamboBckuii
O0eKoH» (MMUCHMO

ot 27 nexabps 2019 r.
Ne 2483)

HarnonanbHbIi COr03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

IIpuHATO BO BHUMAHUE.

1) YcranoBneHue JOMYCTUMBIX CPOKOB
oOparlieHust IPOAYKIIMHA C MOMEHTa BBOJIA
TpeboBanuii pazaenos V u XI
TP TC 034/2013 B neiicTBUe.

IIepexoaHbIi IEPUOJ OYEHb KOPOTKUH,
T.K. CCOPTUMEHT HauMEHOBaHMI
MPEANPHUATHS TOCTATOYHO IIHUPOKHUH (0KOJIO
1000 HanMeHOBaHUI) U KaXK0€

OOO «Arpapnas rpymnmna —
VYnpasisromas KOMIaHUs»
(KOMMEHTapuH NOCTYNUIN
Ha 3JIEKTPOHHYIO MTOUTY
dept techregulation

30 nexabps 2019 1.)

IIpunsro.

JlopaGoTaHHBII MPOEKT PELIeHUs
obecrieunBaeT MpoAJICHUE 00paIeHUs
MPOIYKIIMH IO OKOHYAHUS CPOKA
NEHCTBUS JIOKYMEHTOB 00 OIICHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BeITaHHBIX HUIIH




ITo BO3MOXKHOCTH
HNPUBEINUTE IIPUMEPEI TAKUX
MIOCJICICTBUM.

HAaUMEHOBAHME HY>KHO OLIEHUTH COTJIACHO
I'OCT 34397-2018 «MsicHast poLyKLusl.
OreHka TOXKAEeCTBa U CXOACTBA IO CTEIEHU
CMEIIICHUS TPUTYMAHHBIX Ha3BaHUII»
U Jajiee rnepesaka3aTh y MOCTABIIMKOB
YIIaKOBOYHBIE MaTepHalbl (000JI04Ka,
STUKETKHU U T.II.) COOTBETCTBYIOUIUI THII
MapKUPOBKH, YIOBICTBOPSIONINI
tpedoBanusim TP TC 034/2013;

2) Bo3aMokHBI€ TOCIEACTBUS:
- OTCYTCTBHE JTabopaTopuii (OCHAIIICHHE
naGopaTopuii) 1sl IPOBEACHUS
MCCIIEIOBaHM Ha BET.IIperaparsl,
CTHUMYJISITOPOB POCTA, JIEKAPCTBEHHBIX
CpPEICTB, pa3pellleHHbIe Ha TPUMEHEHHE B
P® B nensix KOHTPOJISA UX OCTATOYHOTO
KOJIMYECTBa;
- (huHAHCOBO-’KOHOMHUYECKHE/
JIOTIOJTHUTENbHBIE U3JEPKKU MPEITPUITHS
nepepadoTYNKOB/U3TOTOBUTENCH Ha
MoJTydeHue cepTU(UKATOB/ IeKIapalnii Ha
MPOYKIIMIO BBIJTAHHBIX HE3/I0JITO JI0
MOMEHTA BCTYIIEHUSI TPEOOBaHUM B CUITY
(mommycTuM cepTH(HKAT/ JeKIapanus
nmorydeHsl B OKTsi0pe 2019 r. ' momKHBI
JICHCTBOBATh B TCUCHUE 3-X HMIIM 5-TH JICT, a
OyayT HelleWCTBUTENBHBI C MIEPUO/IA,
YKa3aHHOTO B IIpoekTe Pernenus);
- o0pa3oBaHue HA MIPEANPUATHIX OOJIBIIIOTO
o0BeMa paHee 3aKYIUICHHBIX YITAKOBOYHBIX
MaTepHaJIOB C MaPKUPOBKOH, U KaK
CIIEJICTBUE YOBITKH, B BUTy HEBO3MOKHOCTH
MCIOJIb30BaHUS B MOCIEAYIOLIEM.

HarnonanbHbIH COI03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

npuHATHIX 10 1 uronsg 2020 roxaa, a
TaK)Ke — BO3MOXHOCTh O0paIeHus
MIPOIYKIIUH, BBITTYIIIEHHONW B OOpalieHne
B TIEPUOJ ICHCTBUS JOKYMEHTOB 00
OLIEHKE COOTBETCTBUSA, BBITAHHBIX HIIH
npuHATHIX 10 1 utons 2020 roxa,

B TEUCHHUE CPOKA TOJTHOCTH ITOU
MPOIYKLIUH, YCTAHOBICHHOTO

€€ M3rOTOBHUTEJIEM.

JlomoHUTENBHO OTMEYAEM, YTO

TP TC 034/2013, BxIro4aromui B ceos,
B TOM 4HcClie TpeOOBaHUs pa3zienoB V

1 XI B 4acTH Kacaroumencs IpoeKTa
pewenus, npuHAT Pemenuem CoBera
Komuccuu ot 9 okts16pst 2013 1. Ne 68 u
BTy B cuity 1 mast 2014 ropa.

B cootBerctBum ¢ Pemennem Komneruun
Komuccun ot 10 nexabps 2013 r.

Ne 298 «O nopsiike BBeieHUS B
nericreue TP TC 034/2013»
NIEPEXOHBIN IEPUOJ] 3aBEPLICH

31 nexabps 2015 rona.

Pemenne npo6iemMbl akKpeTuTaum
nTabopaTopuii AJisi MPOBEACHUS
MICCIIEZIOBAaHUN Ha HAJIMYME OCTAaTKOB
JIEKapCTBEHHBIX CPE/ICTB B
HerepepadoTaHHOM MUIIIEBOM
HPOAYKIUH KUBOTHOTO MTPOUCXOKICHUS
JIOJKHO OCYIIECTBIISTHCS Ha
HAIlMOHAJILHOM YPOBHE.




[TocnencTBust MOJIOKUTENBHBIE.

Bwmecre ¢ Tem, npoekrom Pemenus He B
MIOJTHOM Mepe YperylIupoBaH BOIIPOC
JUIATEIBHOCTHU IIEPEXOHOIO EPHOA,
Korja (popMoil OLIEeHKH COOTBETCTBUS
SBIISICTCS BETEpUHAPHO-CAaHUTAPHAS
IKCTepTH3a (7151 TPOYKTOB yOOsI).

B Poccuiickon @enepanny yCTaHOBIICHO,
YTO BETEPUHAPHBIE CONPOBOAUTENbHBIE
JOKYMEHTBI ITpH 0(pOPMIICHUH
IIPOU3BEJCHHON MapTUU NMOAKOHTPOJIBHBIX
TOBapoOB JACUCTBYIOT C MOMEHTA
oopMIIeHHS U 10 UCTEUSHMSI CPOKa
TOJJHOCTH, pealn3aliu, IOAKOHTPOILHOTO
ToBapa (11.13 BerepuHapHBIX IpaBUIT
opraHu3anuu padoTsl 1o 0pOpPMIICHUIO
BETEPUHAPHBIX COIPOBOJUTEIbHBIX
nokymenToB (BCJI), yTB. mpukazom
Muncenbsxo3a Poccuu ot 27 nexabpst
2016 r. Ne 589). Takum 06pa3om, IPOITYKTHI
y00s U3TOTOBJICHHBIE U BBITYIICHHBIE B
obpamenue ¢ 1 urons 2020 roxa, cpazy
JOJKHBI OY1yT COOTBETCTBOBATh
tpeboBanusm pazaena V TP TC 034,
nockoiabky BCJl OyayT odhopmiteHs!

c 1 mronsa 2020 rona. [Ipennaraem
IPESYCMOTPETh BO3MOXKHOCTb
MIPOU3BOJICTBA U BBIITYCKa B 0OpalieHue
TaKOM MPOAYKIMHU 110 PaHEE EUCTBYIOIIUM
TpeOOBaHUSAM, BHE 3aBUCUMOCTH OT
JOKYMEHTOB 00 OLIEHKE COOTBETCTBUS, B
TE€YEHHE MIEPEXOAHOI0 IIEPUOJA.

Accormanusa KoMIIaHui
PO3HUYHOM TOPIrOBIIU
(AKOPT) (kommeHTapun
pa3MeLIEHbI Ha caTe
Cotro3a 26 saBaps 2020 1.)

[IpuHATO YacTUYHO.

JlopaGoTaHHBIN MPOEKT PEIICHUS
o0ecrieunBaeT NpoaJIeHue OOpaIeHus
MPOJIYKIIUH IO OKOHYAHHUS CPOKa
NEHCTBHUS TOKYMEHTOB 00 OIICHKE
COOTBETCTBUS TPEOOBAHHIM

TP TC 034/2013, BBIIaHHBIX WX
npuHATHIX 10 1 uronsg 2020 roxaa, a
TaK)Ke — BO3MOXKHOCTh O0paIeHus
MIPOJIYKIIUH, BBITTYIIIEHHON B OOpaIieHne
B TIEPUOJ ICHCTBUS JOKYMEHTOB 00
OLIEHKE COOTBETCTBUSA, BLIIAHHBIX HIIH
npuHAThIX 10 1 utons 2020 roxa,

B TEUCHHUE CPOKA TOJTHOCTH ITOU
MPOIYKIIMH, YCTAHOBICHHOTO

€€ U3roToBUTENIeM (TIPH YCIOBUHU
OTCYTCTBHSI BO3PAKCHUI
YIOJIHOMOYEHHBIX OPTaHOB TOCY/IapCTB-
yieHoB Coro3a U 3aMHTEPECOBAHHBIX JIUI
B TIpo1iecce T0pabOTKH YKa3aHHOTO
IIPOEKTA PELLEHUS).

Pemennem Komnernn Komuccun

oT 19 Hos16pst 2019 1. Ne 198
ycTaHoBJyeHO, uTo ¢ 1 utonsa 2020 roga
MIPH BBIMTYCKE B OOpaIieHue IpoIyKTOB
y00st 1 MSICHON TIPOYKIIHH JTOJIXKHBI
cobmonatbest TpedoBanus pazaena Xl
TP TC 034/2013 B yacTH UCIIOIB30BAHUS
MPUIYMaHHBIX Ha3BaHUI MSICHOU
MPOAYKUMHU U pazaena V

TP TC 034/2013 B yacT MaKCUMAaJIbHBIX
JOMYCTUMBIX YPOBHEH OCTaTKOB
BETEPUHAPHBIX MIPENapaToOB,
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CTHMYJIITOPOB POCTA KHUBOTHBIX
(B TOM YHCIIE TOPMOHATBHBIX
IpenapaToB) M JICKApPCTBEHHBIX CPEICTB
(B TOM uHcIie aHTHOMOTHKOB) B
NPOAYKTaxX y0Osi, KOHTPOIHPYEMBIX
COTJIACHO MH(OpPMALIUU

00 UX HCIOJIL30BaHUU,
MPEIOCTABIIIEMON U3TOTOBUTEIIEM
(TOCTaBIMIMKOM) MPOAYKTOB y0OsI

(3a UCKITIOYCHHEM JICBOMHIICTHHA
(x;mopamdenunkoa), TeTparuKINHOBON
TPYNIBI U OalUTpAIMHA).

5. SBnsiercst nu
MPEyCMOTPEHHBIN
npoektoM pemenust EOK
BapHaHT

pereH st mpooIeMbl
Haubosee ONTUMAIbHBIM
U3 YKCIIa PACCMOTPEHHBIX
JnenapTaMeHTOM-
pa3paboTIMKOM BapUaHTOB
C TOYKH 3PEHHUS €T
BIIMSTHUS HA

yCIIOBUS BEACHUS
MPEAIPUHUMATETBCKOMN
JESITEIbHOCTH (B TOM YHUCIIE
BBITOJ] U U3JIEPIKEK
CyOBEKTOB
MPEAITPUHUMATEIBCKOMN
JeSATeTLHOCTH)?

Onenure, CylECTBYIOT JIN
UHBIE BapHAHThI
JOCTHKEHUS LIeIen
perynupoBaHusl.

CyOBeKTHI, OCYIIECTBIISIIOIINE
MpeaNPUHUMATEIbCKYIO AEITEIbHOCTb,
MOHECYT 3HAYUTEIIHbHBIC 3aTPATHI HA
JIOTIOJTHUTENbHBIE UCCIIEA0BAHUS
MPOYKIINH; MPOBEPKY HOPMATUBHOM
JOKYMEHTAIlMU Ha HaJTM4Ke/OTCYTCTBUE
TOXJIECTBA M CXOJICTBA JI0 CTCTICHH
CMEILICHUS] HAUMEHOBAHMI BBIITYCKaeMOM
MPOIYKIINH; 3aMEHY JIEHCTBYIONTNX
JIOKYMEHTOB, MOATBEPKAAIOIINX
COOTBETCTBHE MPOAYKIIUU TPEOOBAHUSIM
texanueckux periaamenToB EADC (TC).

00O «TamboBckuit
O0eKoH» (IMMUCHMO

ot 27 nexabps 2019 r.

Ne 2483)

HarnuonanbHbIi COr03
CBHHOBOJIOB (ITMCHMO
oT 24 auBaps 2020 r.

Ne 26)

[IpuHATO BO BHUMAHUE.

JlopaGoTaHHBII MPOEKT PELICHUs
obecrieunBaeT MpoJICHUE 00paIeHUs
MPOIYKIIMH IO OKOHYAHUS CPOKA
JIEHCTBUSI TOKYMEHTOB 00 OIIEHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BeITaHHBIX WA
npuHATHIX 10 1 utonst 2020 rona, a
TaK)kKe — BO3MOXXHOCTh OOpaIIeHHs
MPOYKIIMH, BEIMYIIICHHOW B oOpalieHue
B MIEPUOJI IEHCTBHSI TOKYMEHTOB 00
OIICHKE COOTBETCTBHUS, BbIJAHHBIX HJIN
npuHATHIX 10 1 utons 2020 roxa,

B TEUYCHHE CPOKA TOJHOCTHU ITOU
MIPOIYKIIMH, YCTAaHOBJICHHOTO

€€ M3TOTOBUTEINEM (TIPU YCIOBUH
OTCYTCTBHUSI BO3PAKCHUHN
YIIOJTHOMOYEHHBIX OPraHOB TOCY/IapCTB-
yineHoB Coro3a ¥ 3aWHTEPECOBAHHBIX JTHI]
B TIpolriecce 1opaboTKH yKa3aHHOTO
MIPOCKTA PEIICHUS).
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Ecnu takue nmmeroTcs,

TO IPUBEAUTE TOT U3 HHUX,
KOTOPBIN OBLIT OBl

Han0oJIee ONTUMAIbHBIM

C TOYKH 3pEHUS BIUSHUS Ha
YCIJIOBHS BEACHUS
MpEANPUHUMATETBCKOMN
JIeATEIIbHOCTH.

JlomoTHUTENBHO OTMEYAEM, YTO

TP TC 034/2013, BxIro4aromuii B ceos,
B TOM 4HcClie TpeOOBaHUs pa3ienoB V

u XI, npunsar Pemenunem Cosera
Komuccun ot 9 oktsi6ps 2013 1. Ne 68 u
BcTynua B cuity 1 mas 2014 ropa.

B cootBercTBuu ¢ Pemiennem Komnernn
Komuccuu ot 10 gexadbpst 2013 r. Ne 298
«O mopsiKe BBEICHUS B ICMCTBUE

TP TC 034/2013» nepexoaHbIi mepuo
3aBepiieH 31 nexabps 2015 roxa.

1) He B monHOI Mepe mpeyCMOTPEHHBIN
BapHaHT SBIISCTCS HAaOOJIee ONMTUMATLHBIM,
T.K. HE ITOHATHA CUTYyalUs IO KOHTPOJIIO
BET.MpEnapaToB, CTUMYJISITOPOB POCTa,
JIEKapCTBEHHBIX CPECTB (COTIIACHO BCEMY
[IEPEYHIO, A0IyCKaeMbIX B PD k
UCIOJIb30BAaHHUIO), CM. 1.1 OIPOCHOTO JUCTA.

2) Ilpoayiuth nepexoAHbIN NEPUO A0
OKOHYaHHMS CPOKa JEHCTBUS
JeKJIapanuit/cepTUHUKATOB.

OO0O «ArpapHas rpynrma —
VYnpasnsromas KOMIIaHUsD
(KOMMEHTapu# MOCTYIUIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 mexabps 2019 1.)

HamnuonanbHbIi COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

[TpunsTo.

JlopaGoTaHHBII MPOEKT PEIICHUS
o0ecrieunBaeT NpoAJIeHue OOpaIeHUs
MIPOJIYKIIUM IO OKOHYAHHUS CPOKa
NEHCTBHUS TOKYMEHTOB 00 OIICHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BBIIaHHBIX WA
npuHATHIX 10 1 utonsa 2020 roxaa, a
TaK)Ke — BO3MOXHOCTh O0OpaIeHus
MIPOIYKIIUH, BBITTYIIICHHONW B OOpaIieHue
B TIEPUOJ ICHCTBUS JOKYMEHTOB 00
OLIEHKE COOTBETCTBUSA, BBIITAHHBIX HIIH
npuHATHIX 10 1 utonst 2020 roxa,

B TEUCHHUE CPOKA TOJTHOCTH ITOU
MPOIYKIIMH, YCTAHOBICHHOTO

€e U3roToBUTENIeM (TIPH YCIOBUHU
OTCYTCTBHSI BO3PAKCHUI
YIOJIHOMOYEHHBIX OPTaHOB TOCY/IapCTB-
yieHoB Coro3a U 3aMHTEPECOBAHHBIX JIUI
B TIpo1iecce T0pabOTKH YKa3aHHOTO
IIPOEKTA PELLEHUS).
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[IpensioxeHHass BETMYMHA IEPEXOTHOTO
nepuoaa (no 01 suBaps 2021 rona)
MPECTABISETCA HEAOCTATOYHOU. DTOT
MIEPHOJI, B YACTHOCTH, JIOJIKEH OBITH
CUHXPOHU3UPOBAH C JaTON OKOHYAHUS
nepexoaHoro nepuoaa (maii 2021 rona),
YCTaHOBJIEHHOTO JIJII N3MEHEHUH B
TEXHUYECKUM peryIaMeHT TaMOKXEHHOTO
coro3a «lIumeBas npoayKius B 4acTH ee
mapkuposku» (TP TC 022/2011),
BHECEHHBIX peuieHneMm CoBera
EBpasuiickoii 53KOHOMUYECKON KOMUCCUU
ot 14 centsi6ps 2018 r. Ne75.

Heo0xomMMo y4uTHIBATh TaKXKe
M3MEHEHUs TEXHUYECKOTO PEerjJaMeHTa
TamoxxenHoro coro3a «O 6ezomacHoCTH
numeBoi mpoxykuun» (TP TC 021/2011),
BHeceHHbIe pemenneM Cosera EQK
oT 8 aBrycra 2019 roga Ne 115, umeronue
CXOJHBIN npeaMer perynupoBanus. Kpome
TOTO0, MOTpeOyeTcs JOaKKpeIuTaus
UCIBITATENBHBIX TAOOPATOPHIA,
nepeoopMiIeHIE U3TOTOBUTETIEM
JIOKYMEHTOB 00 OIIEHKE COOTBETCTBUS U TIP.

Heo0Oxoaumo y4uThIBaTh, YTO B
Poccuiickoit denepanuu MEHAIOTCS
[IpaBUJjIa BKJIIFOYEHHS OPTaHOB I10 OIICHKE
COOTBETCTBUSA B EQUHBIN peecTp OpraHoB 10
OIIEHKE cOOTBETCTBUS EBpa3uiickoro
SKOHOMHUYECKOI'0 COI03a (MIOCTaHOBJIEHUE
[IpaBuTensctBa Poccuiickoit denepannu
ot 21 cents16ps 2019 r. Ne 1236). Oto
MOJKET 3aTSHYTh CPOK MepeoPOpMIICHHUS
3asBUTENISIMU JIOKYMEHTOB 00 OlLIeHKE
COOTBETCTBHUSL.

Accoruanusa KoMIaHui
PO3HUYHOM TOPIrOBIIU
(AKOPT) (kommeHTapun
pa3MeELIEHbI Ha caTe
Cotro3a 26 saBaps 2020 1.)

[IpuHATO YacTUYHO.

JlopaGoTaHHBIN MPOEKT PEIICHUS
o0ecrieunBaeT NpoAJIeHUEe OOpaIeHUs
MIPOJIYKIIUH IO OKOHYAHHUS CPOKa
NEHCTBUS TOKYMEHTOB 00 OIICHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BBIIaHHBIX WA
npuHATHIX 10 1 uronsa 2020 roxaa, a
TaK)Ke — BO3MOKHOCTh O0OpaIeHus
MPOIYKIIUH, BBITTYIIICHHOW B OOpaIieHne
B TIEPUOJ ICHCTBUS JOKYMEHTOB 00
OLIEHKE COOTBETCTBUS, BBIIAHHBIX HIIH
npuHATHIX 10 1 utons 2020 roxa,

B TEUCHHUE CPOKA TOJTHOCTH ITOU
MPOIYKIIMH, YCTAHOBICHHOTO

€€ U3roToBUTENIeM (TIPH YCIOBUHU
OTCYTCTBHSI BO3PAKCHUI
YIOJIHOMOYEHHBIX OPTaHOB TOCYIapCTB-
yieHoB Coro3a U 3aMHTEPECOBAHHBIX JIUIL
B TIpo1iecce T0pabOTKH YKa3aHHOTO
IIPOEKTA PELLEHUS).

YuurteiBas HE0OOXOUMOCTh
CBOEBPEMEHHOI aKKpeaAuTaluu
UCTIBITATENBHBIX Ta00PATOPUil C yIETOM
CTaH/apTOB U METOJUK, BKIIFOUEHHBIX B
nepeuens crangaptoB kK TP TC 034/2013
(Pemenue Komrernu Komuccnn

ot 19 Hos16pst 2019 1. Ne 198), Oba
yCTaHOBJICHA JlaTa BCTYIUJICHUS B CUITY
Pemennst Ne 198 miist Bcex mosioxkeHuit
nepeunei — ¢ 1 urons 2020 rona

(He MeHee 6 MecsIIeB).
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[Tpennaraem npeaycMOTpeTh MPOJICHNE
nepexoaHoro nepuoja ¢ 01 ssuBaps
2021 roma na 01 sauBaps 2022 rona.

6. Kakue nonoxxenus
npoekra peweHus EOK
OKa3bIBAIOT WJIM MOTYT
OKa3aTh HETATUBHOE
BJIIMSTHUE HA YCIIOBUS
BEJICHUS
MpEAPUHUMATETBCKOMN
JeSATEeITbHOCTH,

B TOM YHCJIE
HE0OOCHOBaHHO
3aTPYJHUTH BEICHUE
MPEAIPUHUMATETBCKOMN
NEeSTENIbHOCTH, a TaKXkKe
co31aTh Oapbepsl IS
CBOOOIHOTO IBMKEHUS
TOBApoOB, YCIYT, KaluTasa
1 paboyeit cribl Ha
Teppuropuun EBpasuiickoro
SKOHOMHUYECKOTO COr03a?

[TynkT 1 mpoekTa pemeHnusi, 4To BJICUYET 3a
co00if MpeKpalieHue BhITyCKa U
pean3anuy Mpou3BOIUMON MPOTYKIUH.

000 «TamboBCcKMIt
O0eKxoH» (MUCbMO

ot 27 nexabps 2019 1.
Neo 2483)

HamnuonanbHbIi CO103
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

[IpuHATO BO BHUMaHUE.

[Tonoxxenus npoekra mog Nel, 2, mpuIrHbI
YKa3aHbl B 11.4 ONPOCHOTO JIUCTA.

00O «ArpapHas rpynrma —
VYpasnsromas KOMIIaHUsD
(KOMMEHTapuH MOCTYIUIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 mexabps 2019 1.)

HanuonanbHbI COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

Ne 26)

[IpuHSATO BO BHUMAaHHUE.

7. O0GecrnieunBaeT Jau
MEXAHU3M PEUICHUS
po0JIeMBbl, PEI0KEHHBIN
B nipoekte pemeHus EOK,
JOCTH)KEHUE LIEIH
perynupoBaHus?

Jla, obecricumBaer.

000 «TamboBCcKUIt
O0exoH» (MMCbMO

ot 27 nexabps 2019 1.
Ne 2483)

[IpuHATO BO BHUMaHUE.

MexaHu3M pereHus mpoOiieMbl He B
MOJTHOM Mepe obecneunBaeT JOCTHKEHUE
eI PEryIUPOBAHUS, TI0 U3JI0KCHHBIM
BBIIIC MTPUYHHAM.

OO0O «ArpapHas rpynrma —
VYnpasnsromas KOMIIaHUsD)
(KOMMEHTapu# MOCTYIUIU
Ha AJICKTPOHHYIO MOYTY

[IpuHSATO BO BHUMaHUE.




14

dept_techregulation
30 mexabps 2019 1.)
HarnonanbHbIi COI03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.
Ne 26)

Tpebyercs ycraHoBneHue 6oiee
JUTUTEIBHOTO TIEPEXOHOTO epHoaa
(mo 1 suBaps 2022 rona).

Accoruanus KOMInaHun
PO3HUYHOM TOPTOBIU
(AKOPT) (kommeHTapuun
pa3MelIeHbI Ha caTe
Coro3a 26 auBaps 2020 1.)

IIpunsro.

[IpuHATO B YacTH NpOUICHUS
MEPEXOTHOTO TIEPHO/Ia B HACTOSIIIEM
npoekTte peueHus ¢ 01 saBapst

2021 rona na 01 siuBaps 2022 rona, npu
YCJIOBUM OTCYTCTBUS BO3PAKEHUN
YIOJIHOMOYEHHBIX OPTraHOB
(opranuzanmii) ¥ 3aMHTEPECOBAHHBIX
JIUII B TIpoIiecce TOpabOTKH YKa3aHHOTO
MPOEKTA PEIICHUS.

8. HeoOxomum nu
MEePEXOAHBIN EPUOA I
BCTYIUICHUS B CHJTY MTPOEKTa
pewennst EOK unu ero
OTACIIbHBIX TTOJOKEHUH
JUTSL QIaNTalii CyOBEKTOB
IIPEANPUHUMATEIIBCKON
JeATeTLHOCTH K ero (1X)
BBEJICHMIO B JiclicTBHE?
Ecnmu ma, To xakoi
NIEPEXOIHBIN MIEPUOL
HE0OXOaUM U TouemMy?

[lepexoanblil meproa HEOOX0AUM

He MeHee | roja Juist nepe3axyitoueHust/
IIEPECMOTPA 3aKJIFOUEHHBIX KOHTAKTOB C
KJIMEHTaMH, OOHOBJICHUS] HOPMaTUBHOMN
0a3bl, U3MEHEHUS TEXHOJIOTUU
IIPOU3BOJICTBA, PEAIM3ALMH HMEIOIINXCS
ATHKETOK, pa3paboTKH/3aKa3a HOBBIX
MaKeTOB 3THKETOK Ha IPOAYKLIHIO,
000CHOBaHUE CHIPbEBOM 0a3bl, a TAKKe
MOJy4YEHHUE Pa3pelInTEIbHON
JOKYMEHTAIUH [T OeCTIpenITCTBEHHOTO
BEJICHUS NPEAIIPUHUMATENBCKON
NESTENBHOCTH.

000 «TamboBckuii
O0eKoH» (IMMUCHMO

ot 27 nexabps 2019 r.
Ne 2483)

HarnuonanbHbIH COr03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

IIpunsro.

JlopaGoTaHHBII MPOEKT PELICHUs
obecrieunBaeT MpoJICHUE 00paIeHus
MPOIYKIIMH IO OKOHYAHUS CPOKA
JIEHCTBHSI TOKYMEHTOB 00 OIIEHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BeITaHHBIX WA
npuHATHIX 10 1 utonst 2020 roga, a
TaK)XKe€ — BO3MOXXHOCTh OOpaIIeHHs
MPOYKIIMH, BEIMYIIICHHOW B oOpalieHue
B MIEPUOJI IEHCTBHSI TOKYMEHTOB 00
OILIEHKE COOTBETCTBHS, BBIIAHHBIX HIIN
npuHATHIX 10 1 utons 2020 roxa,

B TEUYCHHE CPOKA TOJHOCTHU ITOU
MIPOTYKIIUH, YCTAaHOBJICHHOTO
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€€ U3roToBUTENIEM (IIPU YCIOBUHU
OTCYTCTBHSI BO3PAKCHUI
YIIOJTHOMOYEHHBIX OpPraHOB rOCYapCTB-
wieHoB Cor03a U 3aMHTEPECOBAHHBIX JINLL
B Tpoliecce 10pabOoTKH yKa3aHHOTO
IIPOEKTA PELLEHUS).

IIponnuTh nepexoHbIi EpUo 10
OKOHYAHMS CpOKa JICUCTBHS JICKIapaiuii/
cepTu(UKATOB, U MOSBICHUS Ha
tepputopun P® nabopaTopuii, uMeroIme
HE00XO0/IMMOE OCHAIIIEHUE JUTSI TPOBEACHUS
HCCIIEIOBAHUH Ha MpenapaThbl
BET.Ipenaparsl, CTUMYJISTOPBI pOCTa,
JIEKapCTBEHHBIX CPEACTB (COTIIACHO BCEMY
[IEPEYHIO, A0IyCKaeMbIX B PD k
HCIIOJIb30BaHHMIO).

OOO «Arpapnas rpymnmna —
VYnpasisromas KOMIaHUs»
(KOMMEHTapuH NOCTYNUIN
Ha 3JIEKTPOHHYIO MTOUTY
dept techregulation

30 nexabps 2019 .)

HarnmonanbHbIi COI03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

[IpuHATO YacTU4HO.

JlopaGoTaHHBII MPOEKT PELICHUs
obecrieunBaeT MpoJICHUE 00paIeHUs
MPOIYKIIMH IO OKOHYAHUS CPOKA
JEHCTBHSI TOKYMEHTOB 00 OIIEHKE
COOTBETCTBUS TPEOOBaAHUIM

TP TC 034/2013, BeITaHHBIX WA
npuHATHIX 10 1 utons 2020 rona, a
TaK)XKe — BO3MOXXHOCTh OOpaIIeHHs
MPOIYKIIMH, BEIMYIIICHHOW B oOpalieHue
B MIEPUOJI IEHCTBHSI TOKYMEHTOB 00
OIICHKE COOTBETCTBHUS, BbIJAHHBIX WJIN
npuHATHIX 10 1 urons 2020 roxa,

B TEUCHHUE CPOKA TOJHOCTHU ITOU
MIPOIYKIIMH, YCTAaHOBJICHHOTO

€€ M3TOTOBUTEINEM (TIPU YCIOBUH
OTCYTCTBHUSI BO3PAKCHUHN
YIIOJTHOMOYEHHBIX OpPraHOB TOCYIapCTB-
yineHoB Coro3a ¥ 3aWHTEPECOBAHHBIX JTHI]
B TIporiecce 10paboTKH yKa3aHHOTO
MIPOEKTA PEIICHUS ).

Pemenne npo6iemMbl akKpeTuTaum
nabopaTopuii Al MPOBEICHUS
MCCIIEZIOBAaHUN Ha HAJIMYME OCTAaTKOB
JIEKapCTBEHHBIX CPE/ICTB B
HerepepadoTaHHOM MUIIEBOM
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IMPOAYKIUHU Y KUBOTHOT'O ITPOUCXOKACHU A
JOJIKHO OCYHICCTBJIATHCA HA
HallMOHAJIbHOM YpPOBHE.

Tpebyetcst ycraHoBiieHHne Ooee
AJIUTCIIBHOTO IMEPEXOJHOIO nepruoaa
(mo 1 saBaps 2022 rona).

Accoruanusa KoMIaHui
PO3HUYHOM TOPIrOBIIU
(AKOPT) (kommeHTapun
pa3MELIEHbI Ha caiTe
Cotro3a 26 saBaps 2020 1.)

[IpuHATO YacTUYHO.

JlopaGoTaHHBIN MPOEKT PEIICHUS
o0ecrieunBaeT IpoAJIeHne 00paIeHus
MPOJIYKIIUH IO OKOHYAHHUS CPOKa
NEHCTBUS TOKYMEHTOB 00 OIICHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BBIIaHHBIX WA
npuHATHIX 10 1 uronsg 2020 roxaa, a
TaK)Ke — BO3MOXHOCTh O0paIeHus
MIPOTYKIIUH, BBITTYIIICHHONW B OOpaIieHne
B TIEPUOJ ICHCTBUS JOKYMEHTOB 00
OLIEHKE COOTBETCTBUSA, BBIAHHBIX HJIH
npuHATHIX 10 1 utons 2020 roxa,

B TEUCHHUE CPOKA TOJTHOCTH ITOU
MPOIYKIIMH, YCTAHOBICHHOTO

€e U3roToBUTENIeM (TIPH YCIOBUHU
OTCYTCTBHSI BO3PAKECHUI
YIOJIHOMOYEHHBIX OPTaHOB TOCYIapCTB-
yieHoB Coro3a U 3aMHTEPECOBAHHBIX JIUI
B TIpoI1iecce T0pabOTKH YKa3aHHOTO
IIPOEKTA PELLEHUS).

9. Nmerorcs mu y Bac unble
MpeIOKEHUS (3aMeUaHus)
K IIpoeKTy pemieHuss EOK?
Ecnm nmerorcs, n3noxxure
UX, IOXKaIyHCTa, ¢
COOTBETCTBYIOIIUM
000CHOBaHUEM.

1. B mpoekre pemenuss EOK He noctaTouHO

€MKO OIHUCaH mpoliecc TpeOoBaHMil K
MIPOU3BOIUTENIO.

2. He o603Ha4YeH CpOK BO3MOXKHOU
peanu3anuu ToBapa, BEBIpaOOTaHHOTO 10
pa3pemunTenbHON JOKYMEHTAINH JI0
01.06.2019 .

3. Jlyist 9eTkoro moHUMaHus TpeOOBaHUN 1

000 «TamboBckuii
O0eKoH» (MTUCHMO

ot 27 nexabps 2019 r.
Ne 2483)

HarnonanbHbIi COr03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

[IpuHATO YacTUYHO.

JlopaGoTaHHBII MPOEKT PELICHUs
obecrieunBaeT MpoAJICHUE 00paIeHUs
MPOIYKIIMH IO OKOHYAHUS CPOKA
JEHCTBHUS JIOKYMEHTOB 00 OIICHKE
COOTBETCTBUS TPEOOBAHUIM

TP TC 034/2013, BeITaHHBIX WA
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CPOKOB BBITIOJTHEHHU S, HEOOXOMMO No 26) npuHATHIX 10 1 uronsa 2020 roaa, a
paznenuth NyHKT 1 npoekra pemenus EJK, TaK)Ke — BO3MOKHOCTh O0OpaIeHus

TaK KaK B HETO BKJIIOYEHBI JIBA MMOJIOKECHHUS MPOAYKIIMH, BEINYIIEHHOW B oOpallieHue
TP TC 034/2013. B TIEPUOJ ICHCTBUS JOKYMEHTOB 00

OIICHKE COOTBETCTBHS, BEIJJAHHBIX MU
npuHATHIX 10 1 utons 2020 roxa,

B TEUCHHUE CPOKA TOJTHOCTH ITOU
MPOIYKLIUH, YCTAHOBICHHOTO

€€ U3roToBUTENIeM (TIPH YCIOBUHU
OTCYTCTBHSI BO3PAKCHUI
YIOJTHOMOYEHHBIX OPraHOB I'OCY/1apCTB-
yieHoB Coro3a ¥ 3aMHTEPECOBAHHBIX JIUI]
B IIpoI1iecce T0pabOTKH YKa3aHHOTO
IIPOEKTA PELLEHUS).

[Tynkr 1 mpoekTa pemieHus paszeneH Ha
HOAITYHKTHI, B OZTHOM yKa3aHa
IPOAYKIHS, HA KOTOPYIO
pacIpocTpaHsoTcs TpeOOBaHUS

paznena V TP TC 034/2013, B npyrom —
HPOYKIHUS, HA KOTOPYIO
pacnpocTpaHsIoTcs TpeOoBaHUs

paznmemna XI TP TC 034/2013.

VYkazaHo B 1. 8 ONIPOCHOTO JIUCTA. OO0OO «Arpapnas rpynmna — | [IpuHSITO BO BHUMaHUE.
VYnpasnsrouas KOMIIaHUsD
(KOMMEHTapuH MOCTYIUIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 mexabps 2019 1.)

HamnuonanbHbI COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)
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10. Nubie BOmpocChl,
BKJIOYECHHBIE B OITPOCHBIN
JUCT JenapTaMeHTOM-
pa3paboTIUKOM:

1. IIpu nexnapupoBaHuu OyAyT JIA
TpeOOBaTHCS MPOTOKOJIBI HA
HaJIMYMEe/OTCYTCTBUE CTUMYJIATOPOB POCTA
YKUBOTHBIX, a TAK)KE IIPOBEJICHUE
JOTIOJTHUTEIBHBIX NCCIEA0BAHUI Ha
OCTaTOYHOE KOJIMYECTBO MAaKCUMAJIbHO
JOMYCTUMBIX YPOBHEN OCTATKOB
BETEPUHAPHBIX MIPENapaToB U
JIEKaPCTBEHHBIX CPEJICTB?

2. Ecnu ucnonb3yemMoe JeKapCTBEHHOE
CPEZICTBO HE BKIIFOYEHO B CIIMCOK
npusoxenus Ne 5 k TP TC 034/2013, uro
OyZeT ABIATHCS HOPMOI JIJIsl MPOBEACHUS
ucciaeaoBaHum?

3. Eciy Ha akTUBHOE BEIIECTBO
MIPUMEHSAEMOr0 JIEKAPCTBEHHOTO CPECTBA
HET METOAMKHU UCCIEA0BAHUM, KAKUM
00pa3oM MPOBOJUTH MOHUTOPUHT U
KOHTPOJIb?

4. Ilpu noixy4eHUH SKCIIEPTHOTO
3akmoueHus ot ®I'BHY «BHUNMII

uM. B.M. I'op6aroBa» 0 cooTBeTCTBUH
BBIITYCKa€MOI'0 aCCOPTUMEHTA, COTJIACHO
TpeboBanuii paznena IX TP TC 034/2013 B
YaCTH MCIOJIb30BAaHUS TPUAYMAHHBIX
HAa3BaHWI MSCHOU MPOAYKIUH, OyIeT i
3TOT TOKYMEHT UMETh JETUTUMHOCTb JUIS
MIPOBEPSIIOLIUX OPTaHOB, a TAKXKE KIMEHTOB
Ha Tepputopuu ctpadn EADC?

000 «TamboBCcKMIt
O0exoH» (MUCbMO

ot 27 nexabps 2019 1.

Ne 2483)

HamnuonanbHbIi COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

Yka3zaHHBIC BOTPOCHI HE BKITFOUEHBI
B OIIPOCHBIH JIUCT J€NapTaMEHTOM-
pa3pabOTIUKOM.
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[TpouzBoaum otpyda mo 'OCT 31778-2012
«Msico. Pa3nenka CBUHUHBI Ha OTPYOBI.
TexHuueckue yciaoBHs», HAIPUMED,
naumeHoBanwus o 'OCT: otpy06 I'pynuHo-
pebepHbIi 6eCKOCTHBIN, 0TpyO CriHHO-
MOSICHUYHBIN OecKoCTHBIHN, oTpyO L1leiinbrii
0ecKOCTHBIN. [lomycTUMO T B MapKHUPOBKE
MPOAYKIIMH HAa 3TUKETKE JOTOTHUTEIBHO K
yYKa3aHHWIO HAUMEHOBAHUS yKa3bIBaTh
Ha3BaHUA (B HEMOCPEIACTBEHHON OJIM30CTH
HAaUMEHOBAHMSI U HAa3BaHUsI IPYT OT JIpyra,
npumep 1-3 HUKE) UK KaKUE ECTh
BapHaHTHI?

[Tpumep 1. Haumenosanue: Otpy0
Hlefinpiii 6eckoctHbiii. Ha3Banue: leiika
cBUHAs OeckocTHAs 0€3 MIKYPHI.

[Tpumep 2. HaumenoBanue: orpyd CiuHHO-
MOSICHUYHBIN OecKkocTHBIN. Ha3Banue:
KapOGonaz cBuHOiA.

[Tpumep 3. Haumenosanue: OTpy0
I'pyauHO-pebepHbIii OECKOCTHBII.
HasBanue: ['pynuHka cBuHas 6eckoCTHas
0€e3 MIKYpBHI.

00O «ArpapHas rpynma —
VYpasnsromas KOMIIaHUsD)
(KOMMEHTapu# MOCTYIUIU
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 nexabps 2019 1.)

HamnuonanbHbI COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

Yka3zaHHBIC BOTPOCHI HE BKITFOUEHBI
B OIIPOCHBIN JIUCT JI€NapTaMEHTOM-
pa3pabOTIUKOM.

11. Cuuraere 11 Bel HOpMBI
npoekra peweHus EOK
SCHBIMH U OJIHO3HaYHBIMU
JUTSL TOJIKOBAHHUS U
npumenenus? (Ecnu wver,
TO YKQXXUTE KOHKPETHBIC
MOJIO’KEHUS TPOEKTa
pemenust EDK,
SBIISAIOIINECS
HEOTpeACICHHBIMU,

a Tak)ke OOBICHUTE,

Her, B nynkr 1 poekra pemennss EOK
BHeceHbI aBa pazaena TP TC 034/2013, uro
BHOCHUT HESICHOCTB B BBITTOJTHCHHE
TpeOOBaHUH.

000 «TamboBCcKUit
O0eKxoH» (MUCbMO

ot 27 nexabps 2019 1.
Neo 2483)

HamnuonanbHbIi COI03
CBUHOBOJIOB (ITMCHMO
ot 24 suBaps 2020 r.

No 26)

[TpunsTo.

ITynkT 1 mpoekTa pemieHus pa3aesieH Ha
MOJMTYHKTHI, B OTHOM YKa3aHa
MPOIYKIIHS, Ha KOTOPYIO
pacnpocTpaHstoTcs TpeOoBaHUS
pazmena V TP TC 034/2013, B apyrom —
MPOJIYKLIUSI, HA KOTOPYIO
pacnpocTpaHstoTcs TpeOoBaHUS
paznena XI TP TC 034/2013.
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B YE€M COCTOUT UX
HEOIIPEAEIEHHOCTD).

CpokHu, yKa3aHHbIE B IPOEKTE PEIICHUS
KOHKPETHBIE, HOPMBbI IIPOEKTA PELIECHUS
MIOHSITHBI.

OO0 «ArpapHas rpynma —
VYnpasnsromas KOMIIaHUsD)
(KOMMEHTapuH MOCTYIUIN
Ha AJIEKTPOHHYIO MOYTY
dept_techregulation

30 nexabps 2019 1.)

[IpuHATO BO BHUMaHHUE.

12. HazoBute 061acTh
SKOHOMHUYECKON
JESATENILHOCTH, Ha KOTOPYIO
pacnpocTpaHsAeTcs MPOEKT
pemenusa EOK, u ee
OCHOBHBIX Y4aCTHUKOB
(Kpyr UL, HHTEPECHI
KOTOPBIX 3aTParuBacT),

a TaKKe M0 BO3MOXKHOCTHU
IPUBEINUTE UX
KOJIMYECTBEHHYIO OICHKY.

CenbCKOX03MICTBEHHAS! TPOMBILIUIEHHOCTD
Y KOHEYHBII OTpeOUTENb.

00O «TamboBckuit
O0eKoH» (IMTUCHMO

ot 27 nexabps 2019 r.
Ne 2483)

HarnuonanbHbIi COr03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

IIpuHATO BO BHUMAHUE.

[IpeanpusTust U3rOTOBUTEINHU, TPOIABIIBI,
OpraHu3alyy, YIOJHOMOYEHHbBIE Ha
odopmileHHe TOKYMEHTOB 00 OIlCHKE
COOTBETCTBHS MPOAYKLUU TPeOOBaAHUIM
TP TC 034/2013

OOO «Arpapnas rpymnmna —
VYnpasisromas KOMIaHUs»
(KOMMEHTapuH NOCTYNUIN
Ha 3JIEKTPOHHYIO MTOUTY
dept techregulation

30 nexabps 2019 1.)

HarnmonanbHbIi COr03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

IIpuHATO BO BHUMAHUE.

14. B oTHOLIEHUH
MOJI0KEHUH, YKa3aHHbBIX
Bamu B nynkre 13
OTIPOCHOTO JIMCTA,
noxanyicra, Beloepure
cleqyIolee:

- IPUBOJUT K U3OBITOYHBIM JICUCTBUSM WJIH,
Ha000pOT, HEOOOCHOBAHHO OTPAHUYUBACT
JeUCTBUS CyOBEKTOB
PEIIPUHIMATEIBCKON 1A TEILHOCTH;

00O «TamboBckuit
O0eKoH» (MMUCHMO

ot 27 nexabps 2019 r.
Ne 2483)

[IpuHATO BO BHUMAHUE.
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- CO3/1a€T CYIIECTBEHHBIE PUCKU 1JIs
BEJICHHUs NIPEAIIPUHUMATEBCKON
NEeATEIbHOCTH;

- CIIOCOOCTBYET HEOOOCHOBAaHHOMY
W3MEHEHUIO SKOHOMHYECKON CUTYaI[u!
B KaKOH-TMOO0 OTPaciIv MM HECKOJIBKHIX
CBA3aHHLIX OTPACIIAX;

HarnuonanbHbIi COr03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

- IPUBOJUT K U3OBITOYHBIM JICUCTBUSM WJIH,
Ha000pOT, HEOOOCHOBAHHO OTPAHUYUBACT
JeWCTBUS CyOBEKTOB
MPEIIPUHIMATEIBCKON 1A TEILHOCTH;

- IPUBOJIUT K HEBO3MOXKHOCTH COBEPILICHUS
CcyObeKTaMH MpearpUHUMATEIbCKON
NEITEIbHOCTH AEHCTBUHN 110 BEHITTOJIHEHUIO
00s13aTeNbHBIX TPeOOBaHUH MPOEKTa
pemenust EDK (manmpumep, B cBs3U C
OTCYTCTBHEM MH(PPACTPYKTYPHI,
OpPraHU3aIMOHHBIX WX TEXHUYECKUX
YCIOBHA, THPOPMALIMOHHBIX TEXHOJIOTUI)
00 IpeycMaTpUBAET UCTIOHEHNE
PEryIsSTOPHBIX TPeOOBAaHUI HE CaMbIM
ONTUMABHBIM CITIOCOO0M (Hampumep, Ha
OyMa)KHOM HOCHUTEIIE, a HE B AJIEKTPOHHOM
BHJIC).

OOO «Arpapnas rpymnmna —
VYnpasisromas KOMIaHUs»
(KOMMEHTapuH NOCTYNUIN
Ha 3JIEKTPOHHYIO MTOUTY
dept techregulation

30 nexabps 2019 1.)

HarnuonanbHbIi COI03
CBHHOBOJIOB (ITMCHMO
oT 24 suBaps 2020 r.

Ne 26)

IIpuHATO BO BHUMAHUE.
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Wubie npennoxeHust
K npoekTy pemenus EOK
U (wm) nHGOpMaITMOHHO-
AHAJIMTUYECKOM CIIPAaBKE

CopepxaHue HallPaBICHHOTO PEIOKECHUS

Nudopmanus o nwure,
HaHpaBI/IBH_IeM
MPEJIOKEHHUE, a TAaKKE
crioco0e HanpaBJIeHUs

Nudopmanus nenaprameHTa,
OTBETCTBEHHOTO 32 MIOJTOTOBKY MPOEKTa
pemenust EJK, 06 yuere (vactuunom
ydere) MpeACTaBICHHOTO MPEIOKCHHUS

(yka3pIBaeTCs CTPYKTYPHBIN MIPEIIOKCHUS 1160 00 OTKIIOHEHUH (C 000CHOBaHUEM
DIIEMEHT — pa3zedl, MyHKT, YaCTUYHOTO Y4€Ta WM OTKJIOHEHHS)
MOAMYHKT, a03a1l v JIp.)
5 6 7 8

[Tynkt 1 npoekra penieHus ITynkTom 1 mpoekTa permeHus JenmapraMeHT pa3BUTHA [TpunsTo.
MIPEIYCMOTPEHO, YTO TOKYMEHTHI 00 OIIEHKE | MpeanpUHUMATEIbCKON
COOTBETCTBHS MPOAYKLNN TPEOOBAHUSIM, NesITeIbHOCTH [TynkT 1 mpoekra pemieHust fopadoTaH.
YCTaHOBJICHHBIM pa3jiesioM V EBpasuiickon

TP TC 034/2013 B yacTu KOHTPOJIA
COJIEpKaHUsI BETEPUHAPHBIX
(300TEXHUYECKHX ) TIPETIAPaTOB,
CTUMYJISITOPOB POCTa )KHUBOTHBIX (B TOM
quclie TOPMOHANIBHBIX MIPENapaToB),
JIEKapCTBEHHBIX CPEJICTB (B TOM YHCIIE
AHTUOMOTHKOB) HA OCHOBAaHUM WH(OPMAITUU
00 UX MPUMEHEHHUH, TIPEIOCTABIIAEMOMA
M3TOTOBUTENEM (ITOCTABIIUKOM) MTPOTYKTOB
y0o0s1 (32 HCKITFOYEHHUEM JICBOMULIETHHA
(x;mopam@eHunKkoa), TeTparuKINHOBON
Tpynrnbl ¥ OalUTpaInHa), a TAKKE pa3IeoM
XITP TC 034/2013 B yacTu UCIIOJI30BAHUS
MPUAYMAHHOTO HAa3BaHUS MSICHOMN
MPOJYKIINH, BbIIAHHBIE WU TIPUHATHIE
1o 1 mrons 2020 r., AeHCTBUTENLHEI 1O
OKOHYAHUS CPOKA UX JICHCTBHS, HO HE
no3anee 1 ssaBaps 2021 rona. C 1 utons
2020 r. BbIIAYA WM NPUHITHE YKa3aHHBIX
JOKYMEHTOB 00 OIIEHKE COOTBETCTBUS
MPOIYKIIMH 0053aTeIbHBIM TPeOOBaHUSIM
TP TC 034/2013 ne nomyckaercs.

Bwmecte ¢ TeM B COOTBETCTBUH C

SKOHOMHUYECKOW KOMUCCHH
(cmyxeOHast 3amuCKa

ot 20 nexabps 2019 1.

Ne 10-21949/3)
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MOJMYHKTOM «a» U ab3aleM TpeTbuM
MOAIYHKTA «B» MyHKTa 2 Pemenus Cosera
EDK ot 9 okxTsa6ps 2013 1. Ne 68 ykazaHHBIC
TpeOOBaHUS BCTYMAIOT B CHIIY TOJIBKO TTOCIIE
pa3pabOTKH COOTBETCTBYOITUX
MEXTOCYTapCTBEHHBIX PETHOHAIBHBIX )
CTaH/IapTOB, COJIEPKAIINX MTpaBUIa U
METO/bl UCCIIEAOBAaHUMN (UCTIBITAHUN) U
M3MEpEeHuil, B TOM UKncIIe MpaBuiia oToopa
00pa3uoB, HeOOXOAMMBIE Il IPUMEHEHHUS
Y UCTIOJTHEHUS YKa3aHHOTO TpeOOBaHUs, U
BHECEHHUS UX B NIEPEYHU CTaHAAPTOB

k TP TC 034/2013, To ecTh ¢ 1 uronsa

2020 r. (c yuerom ab3a1ia BTOpOro myHkra 4
Pemenus Komnerunn EQK ot 19 HOsI06ps
2019 r. Ne 198).

CnepnoBarenbHO, BblJ1aya WU NPUHSATHE
JOKYMEHTOB 00 OIICHKE COOTBETCTBUS
MPOIYKIINH YKa3aHHBIM TPeOOBaHUIM
TP TC 034/2013 He OyneT oCcymecTBIATHCS
1o 1 urons 2020 roxa.

B 31011 cBsI3M MyHKT | mpoekTa perieHus
HY)KJaeTcsl B mepepaboTKe B YaCTH
yKa3aHUs Ha TO, YTO JOKYMEHTHI 00 OLIEHKE
COOTBETCTBHS MPOAYKLIUHU, HA KOTOPYIO
pacrpocTpaHsoTcs TpeOoBaHUS,
YCTAHOBJICHHBIE TYHKTOM 18
TP TC 034/2013 u mOAIYHKTOM «B» ITYHKTa
107 TP TC 034/2013, TpeboBaHusIM
TP TC 034/2013, BeIgaHHbBIC UM IPUHATHIC
1o 1 urons 2020 r. ecTBUTENLHEI 10
OKOHYaHUs CpOKa UX JIEHCTBUSA, HO HE
nosanee 1 saBaps 2021 ropa.
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IIpu 5TOM B myHKTEe | TpOEKTa perieHus
MIPEJICTABISAETCS IETIECO00PA3HBIM TaKXKe
yKa3arthb, 4to ¢ 1 urons 2020 r. npu Beigaue
WJIM IPUHSATUH TOKYMEHTOB 00 OIICHKE
COOTBETCTBHS MPOAYKLIUU TPeOOBaAHUIM
TP TC 034/2013 tpebGoBanus,
YCTAHOBJICHHBIE TYHKTOM 18
TP TC 034/2013 1 MOAITYHKTOM «B»
nyakta 107 TP TC 034/2013, gomxHBI
COOTIOATHCS B MTOJIHOM 00BEME.

[IpuHATO YaCTUYHO.

B nynkre 1 mpoekra pelieHus B
PEMAKIIUU U3T0KEH MOAIYHKT «BY

o ToM, uTo ¢ 1 mrons 2020 r. BeImaya uim
MPUHITHE YKa3aHHBIX B MOJAMYHKTAX «a»
U «0» HACTOSIIIEro MyHKTa TOKYMEHTOB
00 OLIEHKE COOTBETCTBHS MPOAYKIIUU
TpeOOBaHUSM TEXHUYECKOTO periaMeHTa
0e3 ydera BCTYMAIOMUX B CHITY ¢ 1 MIOHS
2020 r. yka3aHHBIX B TOAMYHKTAX «a»

U «0» HACTOSIIET0 MyHKTa TpeOOBaHUI
TP TC 034/2013 ue gomyckaercs
(cootBercTBeHHO ¢ 1 mions 2020 r.
JIOTTYCKaeTCsl BblJlauya WU MPUHSATHE
JIOKYMEHTOB 00 OIICHKE COOTBETCTBHUS
MPOIYKIIUHA TPEOOBAHUSIM

TP TC 034/2013, Bxirovasi BCTYMHAIOIIHE
B crity ¢ 1 utons 2020 r.

ITo mpoekTy pemeHus
(B memom)

ITynkT 1 mpoekTa pemeHus npocum
U3JI0KUTH B CIIEAYIOIEH PEIaKIIUN:
«/lo 1 suBaps 2021 roga nonyckaercs
MIPOU3BOJICTBO U BBIMTYCK B OOpaleHue
MPOJIYKIIMH B COOTBETCTBHUH C
00s13aTeNIbHBIMU TPEOOBAHUSIMH,
YCTaHOBJIEHHBIMU HOPMaTHUBHBIMU
IIPaBOBBIMU aKTaMu TaMOXEHHOIO COr03a
WM 3aKOHOJaTeNIbCTBOM IrOCy1apCcTBa —
yieHa EBpa3suiickoro 3KOHOMUYECKOIO
CO103a, J10 BCTYIUICHUS B IEHCTBUE
nyHkToB 1 u 2 Pemennsa Kosmterun
EBpasuiickoii 5JKOHOMUYECKOW KOMUCCHH
ot 19 Hos6ps 2019 1. Ne 198, npu Hanmuuuun
JOKYMEHTOB 00 OIIeHKE (TTOATBEPIKICHUH )

OAO «bpecrckuii
MSICOKOMOHMHATY» (TUCHEMO
oT 22 suBaps 2020 r.

Ne 01-22/55)

OTKJI0HEHO.

Pemennem Ne 198 «nepexoansbiit
MEepHO/I» OrPAaHUYEH CPOKOM A0 | HIOHS
2020 r. ITpoekT penieHus He
MpeayCMaTpUBAET BHECEHUE U3MEHEHUI
B Pemenne Ne 198 B wacTtn n3MeHEeHUS
JIaThl BCTYIUJICHUS B CUITY
aKTyaJIM3UPOBAHHBIX ITEpEUHEH
crangapto k TP TC 034/2013.
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COOTBETCTBHS MPOAYKIINN YKa3aHHBIM
00s13aTeTbHBIM TPEOOBAHUSAM, BBITAHHBIX
10 01.06.2020.

JlokyMeHTBI 00 OIIeHKE COOTBETCTBHSI,
BeImaHuble 10 1 uroHs 2020 r., Ha
MPOJYKIIHNIO, MPUIYMAaHHOE Ha3BaHUE
KOTOPOH He ITPOTUBOPEUUT paszzaeiry XI
TP TC 034/2013 B yacTu UCTOIL30BAHUS
MPUAYMAHHOTO HA3BAHUS», IEHCTBUTEIILHBI
710 OKOHYaHUSA (MX) CPOKa JACHCTBUS. .

Cornacno yactu 11 crateu 23
TP TC 021/2011 ipu u3MeHeHUH
00s13aTeTBbHBIX TPEOOBAHUN K MUIICBOM
MPOIYKIIMH JT0KA3aTEIbCTBEHHBIE
MaTepUabl JOHKHBI OBITH H3MEHEHBI B
YaCTH MOJITBEPKIACHUS COOTBETCTBUS TAKUM
TpeboBanusM. [Ipu 3TOM pUHATHE HOBOM
JeKJIapaluy O COOTBETCTBUU HE TpeOyeTcs.

Ha npennpusitiu pazpaboTtana cxema
IIPOU3BOJCTBEHHOI'O KOHTPOJISA, B KOTOPOU
YCTaHOBJIEHA IEPUOINIHOCTH KOHTPOJIS
MaKCUMaJIbHO JTIONyCTUMBIX YPOBHEH
BETIIPENapaToB B MpoaykTax yoos. [Ipu
pa3paboTKe WIH aKTyallu3aluy CXeMbl
IIPOU3BOJICTBEHHOTO KOHTPOJISI YUUTHIBAETCS
nH(popManus 00 UCTI0IL30BaHIHT
BETIIPENApaTOB OT MOCTaBIIMKOB. [loaTOMy
CUMTaEM Hellesecoo0pa3HbIM OTPaHUYNBATH
CPOK JIEHUCTBUS ACKIApALMM O COOTBETCTBUU
B CBSI3M C aKTyaJIM3alMel epeyHen
crangaptoB kK TP TC 034/2013.

[IpuHATO BO BHUMaHUE.

IIpuHATO YacTU4HO.

JlopaGoTaHHBINA MPOEKT PEIICHHs] 00ECIIEYNBACT MPOIJICHUE
oOpariieHust TPOAYKIIMH O OKOHYAHUS CPOKA JCHCTBUS TOKYMEHTOB
00 onenke cootBeTcTBUs TpeOboBanusiM TP TC 034/2013, BeImaHHBIX
iy npuHATHIX 10 1 urons 2020 roga, a Takke — BO3MOKHOCTb
oOparieHust TPOIYKIIUH, BEITTYIIIEHHON B 00paIlieHre B MEPUOJT
JEUCTBHS TOKYMEHTOB 00 OIICHKE COOTBETCTBHSI, BEIIAHHBIX WUITH
npuHATHIX 10 1 utonst 2020 roga, B Te4€HHUE CpOKa TOJTHOCTH 3TOU
MPOIYKIINH, YCTAHOBICHHOTO €€ H3TOTOBUTENEM (TIPU YCIOBUH
OTCYTCTBHSI BO3PaXEHHUH YIOJTHOMOYEHHBIX OPTaHOB rOCYJapCTB-
qyieHoB Cor03a ¥ 3aMHTEPECOBAHHBIX JIUIL B TIPOIECCEe TOPAOOTKH
YKa3aHHOTO MIPOEKTA PEIICHNUS).

OtmeuaeM, uro TpeboBanus TP TC 034/2013 He usMeHstOTCS, a
BCTynaroT B cuity ¢ yueroM Pemenus Ne 198. [Ipu Bo3MoxkHOM
W3MEHEHUHU MIPUIYMAHHOTO Ha3BaHUS MSACHOU MPOITYKIIUHU CIEAyeT
YUUTBIBaTh, YTO MH(OPMALIK, yKazaHHAs B JA€KJIapaliu (B TOM YUCIIE
Ha3BaHME MPOIYKITNH (B CIyJasiX, IPEIyCMOTPEHHBIX TEXHHUECKUMU
periiaMeHTaMu) (IIpu HATMYWHN)), TOHKHA OBITH COTIacoBaHa C
uHpopManueH, yka3aHHOH B MAapKUPOBKE 3TOH MPOAYKIIUHN U HE
JOJDKHA BBOJUTH B 3a0JTy)KICHHE MMOTpeOuTENnel (mpruoOpeTaTeneil)
OTHOCHUTEIILHO peaIM3alliH UX MPaB Ha JTOCTOBEPHYIO HH(OPMAIIHIO O
MUIIEBON MPOIYKINH, oOecrieunBasi co0JII0/IeHNEe 3aKOHO/1aTebCTBA B
00JIACTH 3alUTHI IPaB MOTPEOUTENEH.
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Kpowme Toro, B HacTosiiee BpeMst He
pelieH psix mpodsieM, KOTOPBIN
MIPEMSITCTBYET BBHIIIOJIHEHHUIO pa3aena V
TP TC 034/2013 B 9acTu KOHTPOJIS
coJiep>KaHusl BETEPUHAPHBIX
(300TEXHUUYECKHUX ) NTPENApaTOB,
CTUMYJISITOPOB POCTa )KMBOTHBIX (B TOM
YK CIIe TOPMOHAIBHBIX MPETapaToOB),
JIEKapCTBEHHBIX CPEJICTB (B TOM YHCIIE
aHTHOMOTHKOB) HA OCHOBAaHUH WH(pOpMALIUU
00 UX MPUMEHEHUHU, TIPEIOCTABIIAEMOM
M3TOTOBUTENEM (TIOCTABIIMKOM) MPOTYKTOB
y00s (32 HCKJITIOYECHUEM JICBOMUIIETHHA,
TETPALMKIMHOBOW IPYNIBI U OAIUTpAIHA):

- HE OMpeiesieH ePUo/, 3a KOTOPbIi
HE00XO0IMMO MPEACTABUTH HH(HOPMAIIUIO O
MIPUMEHEHUH BeTnpernapaToB. Ha y6oit
MOTYT CJIaBaThCs KaK MOJIOJbIC )KUBOTHBIE,
TaK ¥ B3pOCJIbIA CKOT, HarpuMmep KopoBsl
5-7 ner. Ilpu 3TOM, B Cily4yae NIPUMEHEHHUS
BETIIPENapaToB, CKOT JI0MyCKaeTcs Ha yOoii
TOJIBKO NPH YCIOBUU UCTEUCHUS CPOKOB UX
BBIBEICHUSI U3 OPTaHNU3Ma KUBOTHBIX
(rpeboBanue ctateu 13 TP TC 021/2011);

- HE OmpeiesieHbl MaKCUMallbHbIE
JOMyCTUMBIE YPOBHHU OCTaTKOB
BETIIPENapaToB B KOJOACHBIX U3JIEIHSIX,
MPOAYKTOB U3 Msica.

[IpuHATO BO BHUMaHUE.

IIpoexkT pelienus He
pacnpocTpaHseTcsi Ha BOIPOCHI
«OTpeIeICHUS] MAaKCHMAaIIbHBIX
JOTTYCTUMBIX YPOBHEW OCTATKOB
BETIPENapaToB B KOJIOACHBIX U3ICITHSIX,
MPOAYKTAX U3 MSICa» U «OIpeeTIeHHs
nepuosia, 3a KOTOPBI HEOOXO MO
MPEIOCTABIATh HH(OPMALIHIO O
NPUMEHEHHUHU BETIIPENapaToB.

ITynkramu 13 — 18 paznena V
TP TC 034/2013 onpeneneHsl
TpeOOBaHMs OE30MACHOCTH K IIPOTyKTaM
y0o0st 1 MsicHOH npoaykuuu. [lpu s3Tom
YCTaHOBJICHHbBIE MPUTIOKEHUEM 5
k TP TC 034/2013 TpebGoBanus 1o
COJIEP’KaHUIO0 OCTATKOB BETEPUHAPHBIX
IpenapaToB, CTUMYJISTOPOB POCTa
KUBOTHBIX U JIEKAPCTBEHHBIX CPEJCTB,
KOHTPOJIb 32 KOTOPBIMU (32
UCKJIIOYEHHEM JICBOMUIIETHHA
(x10paMpeHnKona), TeTPaluKINHOBOM
TPYIIIBI U OAIUTpAIIMHA) TTPOBOIUTCS
Ha OCHOBaHUH WH(pOpMauu 00 UX
MPUMEHEHUH, TIPEOCTaBISIEMOM
U3TOTOBUTENEM (ITOCTABIIUKOM)
POJYKTOB yOOs MpHU UX BBO3€E Ha
TaMOXEeHHYI0 TeppuTopuio Corosa,
pacnpoCTpaHsoTCA Ha IPOAYKTHI YOOS.

B cooTBeTcTBUY C MTOTOKEHUSIMHU
yactu 3 crateu 19 TP TC 021/2011
HE JIONYCKAaeTCsl HalpaBJIATh Ha yOOii
JUISI KCTIOJIb30BAHUS Ha THILEBbIE 1IETTU
MPOIYKTUBHBIX )KUBOTHBIX,
00paboTaHHBIX TIpenapaTaMu s
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3aIUTHI OT HACEKOMBIX,
Y (UH) B OTHOIIEHUH KOTOPBIX
IPUMEHSUTUCH JIEKAPCTBEHHBIE CPEJICTBA
JUIS. BETEpUHAPHOTO IPUMEHEHHUS,
[IpeIHa3HAYEHHBIE U1 OTKOpMa,
JIeYeHu s, TPOPUIAKTHKY 3a00JIeBaHHH,
JIO ACTEYEHHUS CPOKOB OXKHJAHUS UX
BBIBE/ICHUS U3 OpraHuzMa
IPOAYKTUBHBIX )XKUBOTHBIX. [Ipu 3TOM
cornacHo Jactu 3 cratbu 30

TP TC 021/2011 npoBenenue
BETEPUHAPHO-CAHUTAPHOM SKCIIEPTH3BI
(B TOM uucCIe POIYKTOB YOOS5I) U
odopMIIEHHE €€ PE3YJIbTATOB
OCYIIECTBIISIETCS] B COOTBETCTBUU

C 3aKOHO/IATEIECTBOM T'OCYIapCTBa —
ynena Coro3a (a Taxxe pazgenom XI
Horosopa o EBpazuiickom
9KOHOMMYECKOM COI03€ OT 29 Mas
2014 roma B 4acTH BETepUHAPHO-
CaHUTAPHBIX MEP).

3aMecTUTENh OUPEKTOpa I[enapTaMeHTa
TEXHHUYECKOI'O PEryJINpPOBaHUA U aKKpeaAUuTalluu

e
O.U. ITnamkosa

N I 2020 .




