HOACHUTEJIBHASA 3AIIMCKA

K NIPOEKTY U3MEHEHUI B MepevYeHb MEeKITYHAPOAHBIX U PErHOHAIbHBIX
(MeKrocy1apcTBEeHHbIX) CTAHIAPTOB, a4 B CJIy4ae UX OTCYTCTBUS —
HAIMOHAJIBbHBIX (TOCYIaPCTBEHHBIX) CTAHIAPTOB, CO/IEPKAIIMX MPAaBUJIA
U METOAbI UCCJIeIOBAHNN (MCIILITAHUIT) U U3MEPEHUIl, B TOM YHCJIe PaBUJIa
oT0opa 00pa3uoB, HEOOXOAUMBIE VISl IPUMEHEHHUS U UCTIOJTHEHMSI
TPeOOBAHMI TEXHUYECKOI0 perjiaMenTa EBpa3uiickoro 3JkOHOMH4€eCKOro
c0103a «O 0e30MaCHOCTH MSICA ITULBI U MPOAYKIHMHU €ro nepepadoTkm»
(TP EAJC 051/2021) u ocyumiecTBJIeHHUS OLIEHKH COOTBETCTBUSA 00bEKTOB
TEeXHHUYECKOT0 PeryJupoBaHus

a) IIpaBoBoe ocHOBaHHe /[JIs1 TNPUHHATHA MPOEKTA M3MEHEHUM
B IlepeYeHb MEKIYHAPOJAHbIX H PErHOHAJIBHBIX (MEXKIroCyaIapCTBEHHBIX)
CTAHIAPTOB, a4 B CJIy4ae UX OTCYTCTBHSI — HAMOHAJIBHBIX (FOCY1aPCTBEHHBIX)
CTAHIAPTOB, COAEP/KAIUX MPAaBWJIA M METOAbI MCCJIeI0BAHUN (MCHBITAHUI)
U U3MepeHMii, B TOM 4YHCJe NMpaBWja 0oTéopa o0Opa3noB, HEOOXOAUMBbIE IJIsI
NPUMEHEHUs] W HCIOJHEHMS TpPe0OBAHMH TEXHMYECKOr0 perjamMeHTa
EBpa3uniickoro 3K0OHOMHYECKOro com3a «O 0e30macHOCTH MsCAa NTHIbI
u npoaykuuu ero mepepadorkm» (TP EAJC 051/2021) m ocyumecTBIeHUs
OLICHKH COOTBETCTBHUA 00bEKTOB  TEXHHYECKOI0  PperyJauMpoOBaHUs
(mamee COOTBETCTBEHHO — TPOEKT U3MEHEHWH, TNepeueHb CTaHAapTOB,
TP EADC 051/2021):

[Tynkr 25 Ilopsiaka pa3paOOTKH W NPUHATHUS MEPEYHEN MEXTYHAPOIHBIX U
PErHOHANIBHBIX (MEXTOCYIapCTBEHHBIX) CTAHJAPTOB, & B CIy4ae UX OTCYTCTBUS —
HallMOHANbHBIX (TOCYIapCTBEHHBIX) CTAHAAPTOB, B pE3yJbTaTe MNPUMEHEHUS
KOTOPBIX Ha JOOPOBOJBHOW OCHOBE OOECIEYMBAETCS COOJIOCHHE TpeOOBAaHUM
TEXHUYECKOT0 perjaMeHTta EBpasuiicKoro 3KOHOMHUYECKOTO COK03a, U MEPEUHEU
MEXIYHAPOAHBIX W  PETHOHAIBbHBIX  (MEXIOCYAapCTBEHHBIX)  CTaHIApTOB,
a B Clydyae HUX OTCYTCTBUS — HAIIMOHAJIBHBIX (TFOCYAapCTBEHHBIX) CTaHAAPTOB,
colepXaluxX IMpaBuUja U METOAbl HCCIEAOBAHMM (UCTIBITAHUN) U U3MEpPEHUH,
B TOM 4YHCJE TMpaBuia oTOopa oOpasloB, HEOOXOMWMBIC I TPUMEHEHUS
U WCIOJHEHHA TpeOOBaHMI  TEXHHMUYECKOro periiaMeHta  EBpasuiickoro
HSKOHOMUYECKOTO COI03a M OCYILECTBICHHS OLIEHKH COOTBETCTBUS OOBEKTOB
TEXHUYECKOT0 peryjaupoBaHus, yreepxaeHHoro Pemennem Coseta EBpasuiickoit
SKOHOMHYECKON KoMuccuu oT 18 okTa0ps 2016 . Ne 161.

0) Llesn pa3padoTky MPoOeKTA U3MEHEHUI B lepeYyeHb CTAHIAPTOB:

JlononHeHne nepeyHs CTaHIapTOB METOAMKOM, ONPEAEIAIONIEN MOKA3aTENb
«HUTpodypansl (BKIHOYass Pypa3osivIoH)» B OTAEIbHBIX IPOAYKTaX YOOS MTHUIIHI.



2

B) Onmncanue npodJieM, Ha pelieHHe KOTOPBIX HANlpaBJieHa pa3padoTkKa
NpoeKTa M3MEHEHWH B IepevYeHb CTAHAAPTOB, a TaKMe HMHBIX CIOCO00B
peuieHus 3TUX MpodJiem:

OTtcyTcTBHE B TEepeyHE CTAaHAAPTOB METOAa OOHApY>KeHHUS HUTPO(DYpaHOB
(Bkiroyass  ¢Gypa3onwjOH) B MOPOAyKTaX y0Os NOTUIBI € MOMOIIBIO
UMMYHO(DEPMEHTHOTO  aHajuu3a C  XEMWIIOMHUHECIICHTHOH  JETeKIHen
C WCTIOJIh30BAaHUEM TEXHOJIOTUN OMOYHIIOB.

r) Kparkas xapakTepucTuka CTaHIapTa BKJIIYEHHOTO B MPOEKT
M3MEHEeHHUH B NepeYeHb CTAHAAPTOB:

MexrocynapctBennslii cranaapT ['OCT 34285-2017 «IIpoaykTsl mUIIEBbIE,
IIPOJIOBOJILCTBEHHOE  ChIpbe. MeToJ OOHapyX eHUs XHUMHOTEpPaneBTUYECKHUX
JICKapCTBEHHBIX CPEACTB JJII BETEPUHAPHOTO TPUMEHEHHS C TMOMOIIBIO
UMMYHO(GEPMEHTHOTO  aHalu3a C  XCMWJIIOMHHECIICHTHOW  JCTEeKIuen
C HCHOJIb30BaHHEeM TexHonorun OmouumnoBy (mamee — ['OCT 34285-2017)
yCTaHaBJIMBAET UMMYHO(MEPMEHTHBIN METOJI ¢ XEMUIIOMUHECIIEHTHON JeTeKInen
C MCIOJb30BaHUEM OMOYHUIIOB ISl OJTHOBPEMEHHOTO OOHApYKEHUsI HUTPODYpPaHOB
(BxJIFO4ast GypazoauI0H) B MACE MTHIIBI.

n) Undopmanusi 0 COOTBETCTBHH CTAHIAPTOB, BKJIIOYEHHBIX B MPOEKT
U3MEHEHUIl B NepeyeHb CTAHIAPTOB, MEKAYHAPOAHBIM M PErHOHAIbHBIM
CTaHIApTaM:

I'OCT  34285-2017 COOTBETCTBYET MOJIOKEHUSM  MEXKIYHAPOIHBIX
Y PErMOHAIBHBIX CTAHIaPTOB.

e) OOocHOBaHMe BKJWYEHUS] B MPOEKT MNepevyHed CTaHIAPTOB
HAIMOHAJIBHBIX  (FOCYJIAPCTBEHHBIX)  CTAHJAAPTOB  TIOCYAapPCTB-4JIEHOB
U METOAHUK MCCIIeI0BAHUN (MCIBITAHUIA) M U3MEPeHUIi:

Cratbeii 51 [JoroBopa o EBpa3uiickoM 3KOHOMHYECKOM COr03€ OT 29 Mmas
2014 ronma (mamee cootBeTcTBeHHO — JloroBop, Coro3) ompeaeneHo, 4To OJHUM
U3 TPUHIMIIOB TEXHUYECKOTO peryiaupoBaHusi B pamkax Coroza sBisercs
YCTaHOBJICHHE €JIMHBIX 0053aTeIbHBIX TPEOOBAHMI B TEXHUYECKUX perjaMeHTax
Coro3a wiIM HalMOHAJBHBIX O00S3aTEeNbHBIX TPEOOBAaHUI B 3aKOHOJATEIHCTBE
rocynapctB — ujgeHoB Coro3a K MPOAYKIMU, BKIOYEHHOW B €JAUHBIN MEpEUCHb
MPOYKIIMH, B OTHOIICHHH KOTOPOW YCTaHABIIMBAIOTCS 00Os3aTEIIbHBIC TPEOOBAHUS
B pamkax Corosa.
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Cratbeit 53 JloroBopa YCTaHOBIIEHO, YTO MPOAYKIIMS, BbIITyCKaeMas
B oOpamienue Ha Teppuropun Coro3a, AomkHa ObITh Oe3omacHoi. Ilpu 3TOM
MPOIYKIIMS, B OTHOIICHWH KOTOPOW BCTYNWJI B CHJIY TEXHUYECKUU PErIAMEHT
Coroza, BblmyckaeTcss B oOpamenue Ha  Ttepputopun  EBpasuiickoro
HKOHOMHUYECKOTO COI03a MPH YCIOBHUH, YTO OHA MPOILIA HEOOXOUMbIE TPOLEAYPHI
OLIEHKH COOTBETCTBHUS, YCTAHOBJIEHHBIE TEXHUYECKHM periiameHToM Coro3a
(TexHuveckumu perjaMmeHtamu Corosza).

[Tonoxenussimu nynkra 21 TP EADC 051/2021 npemycMoTpeHO, 4YTO
MaKCUMaJIbHO JIOMYCTUMbIE YPOBHHM OCTATOYHOI'O KOJIMYECTBA BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB (CTUMYJISITOPOB POCTA MTHUIIBI, AHTUMUKPOOHBIX U JPYTHUX
JIEKapCTBEHHBIX MPENapaToB), COAEPKaHUE KOTOPHIX B MPOIYKTaX yOOS TTHIIBI
KOHTPOJIUPYETCS B COOTBETCTBUU C wuHPoOpMarmein o0 uX NPUMEHCHHH,
MIPEIOCTABIIIEMON M3TOTOBUTENEM (IIOCTABITUKOM) MPOIYKTOB YOOSI MTHIIBI MPH
X BBO3€ Ha TaMOXeHHYI0 TeppuTopuio Coro3a WIM NpHU MOCTaBKE MPOAYKTOB
yOos mOTULBl  ANA nepepaboTKM B YCTAHOBJIEHHOM — 3aKOHOAATENIbCTBOM
rocyaapctBa — ujeHa Coro3a nopsiike, JOJKHBI COOTBETCTBOBATH TPEOOBAHUSM
cornacHo npuinoxkenuro Ne 8 k TP EADC 051/2021.

[Tynktom 29 tabmuubr 1 mpunoxenus Ne 8 xk TP EADC 051/2021
OpEeIyCMOTPEH  MOKa3aTreab  O€30MacHOCTH  «HUTpodypaHsl  (BKIIOYas
bypa3oquaoH)» B OTHOMICHUHM TaKUX MPOAYKTOB YOOS BCEX BHUJIOB IITHIIHI,
KaK MsCO, KOXa M KHUp, I€YeHb, IMOYKU C YKa3aHUEM COOTBETCTBYIOIIMX
MaKCHMAJIbHBIX YPOBHEHN OCTaTKOB (MI/KT, HEe OoJee).

[lepeyeHb cTaHIAPTOB BKIIOYAET B C€0Sl OT/ACNIbHBIE METObI ONpPEACICHHUS
HUTpOodypaHOB, cojaepkaliuecs B ciaenyromux gokymeHtax: ['OCT 32014-2012
«IIponykThl mNUILIEBBIE, MPOJOBOJIBCTBEHHOE ChIpbe. MeTon ompeaeneHus
OCTaTOYHOTO  COJACpX aHUs  METa0OJUTOB  HUTPOQYpPaHOB C  IMOMOIIBIO
BBICOKOA((DEKTUBHOMN JKUIKOCTHON XpOMaTOrpauu ¢ Macc-CIeKTPOMETPUYECKUM
nerekropom», MBU.MH 4275-2013 «Mertoauka BBINOJHEHUS U3MEPEHUS
onpeeseHus: CoAepKaHrusd METaOOIUTOB HUTPOPYPAHOB B MPOIYKIIUU KUBOTHOTO
MPOUCXOXKJIEHUS C HCIOJb30BAaHUEM TeCT-CUCTeM Tmpou3BojacTBa EuroProxima
B.V., Hunepnanasl. Metoauka BeinoiHeHUs: uzmepenuity, MBU.MH 4525-2012
«MeTtoauka BBITIOJHEHUS W3MEPEHUS COJEpkKaHUS METabOIMTOB HUTPO(PYpaHOB
B MNPOJYKIHMHU KUBOTHOTO MpPOUCXOxAeHUs meroaoM MDA ¢ ucnoiab3oBaHUEM
HabopoB pearenToB mnpousBojcTBa BIOO Scientific Corporation (CIILIA)»,
MM 4525-2018 (MBU.MH 4525-2012) «IIpoaykiiyst >)kUBOTHOTO TTPOUCXOKICHHUS.
Mertoauka u3mMepeHuil cojiepkaHus MeTa00JIUTOB HUTpodypaHoB MeTtogom MDA
C HCMOJIb30BaHHEM HabopoB peareHToB TmpousBojactBa BIOO Scientific
Corporation (CIIA)».
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[IpynumMas BO BHHMMaHHE OTCYTCTBME B  IE€peyHE CTaHJapTOB
UMMYHO(GEPMEHTHOM  METOJAMKHM  C  XEMHWJIIOMUHECHEHTHOM  JeTeKuuen
C UCIOJIb30BaHWEM OMOYHUTIOB AJIsi OAHOBPEMEHHOTO OOHAPYKEHUS HUTPO(PYypaHOB
(Bximrouass  QypazonuaoH) B MPOAYKTaX yOOS MNTHIBI, B MENIX HTPUMEHEHUS
u wucnonnenus TpedoBanuidi TP EADC 051/2021 u ngoctoBepHOU OICHKH
COOTBETCTBUSI OOBEKTOB TEXHUYECKOTO PETYIUPOBAHUS TPEOOBAHMSIM JTaHHOTO
TEXHUYECKOTO pEerjaMeHTa SBIAETCI HEOOXOJUMBIM BKIIIOUEHHE B II€PEUCHb
craugaptoB k TP EADC 051/2021 cooTBeTcTByOIEH METOAUKUA IS
oOHapyKeHHsI MeTaboJIMTOB ypa3oIua0Ha U HUTPO(PYypaHOB.

k) MHHpopmanmsa o0 MoN0KeHMAX U O0bEKTaxX TEeXHHYECKOro
pPeryJiMpoBaHMsl TEXHHYECKOr0 perjaMeHTa, s KOTOPbIX OTCYTCTBYIOT
CTAHAAPTHI, olOecneYynBaOIIUEe COOJIOeHMe TPeOOBAHUIT TEXHUYECKOI0
perjiaMeHTa M coJeprkaliue MpaBuiIa U METOAbI UCCIeI0BAHNN (MCIIBITAHN)
U M3MepPeHM i, B TOM YHCJ/Ie IPaBuUja 0Téopa o0pa3nos:

B npencrtByromen = pemakuMM = IEPEYHEHM  CTAHIAPTOB  HMMEETCH
MexrocynapctBeHHbli  ctangapt ['OCT 32014-2012 «IIpoaykThl TNHILEBEIE,
IIPOJIOBOJILCTBEHHOE ChIphe. MeToj OIpeeseHnsl OCTaTOYHOIO COJAEpKaHUs
METa0O0JMTOB HUTPO(YPAHOB C MOMOIIBIO BBICOKOI(DPEKTUBHON KUIAKOCTHOU
xpomarorpagud €  Macc-CHEKTPOMETPUYECKUM  JETEKTOPOM»,  KOTOPBIA
yCTaHaBIMBAaE€T METOJ BbICOKOA((EKTUBHON KHIKOCTHOM XpomaTorpaduu
C MacC-CIIEKTPOMETPUYECKUM JIE€TEKTUPOBAHUEM JIJIsl ONPENENIEHUS OCTaTOYHOIO
COJlep’KaHusl MeTa0OJIMTOB HUTpOo(dypaHOB B Auama3zoHe wusmepenuid ot 1,0
10 1000,0 MKT/KT B MsiC€ ¥ TPOJTYKTOB M3 MsICa TITUIIBI.

3) Ilpemio:xkenuss mo pa3padoTKe MeKrocyIapCTBeHHBIX CTAHAAPTOB,
B TOM YHCJIe 3aMEHAKIIUX HAIUOHAJIBbHBIC (IOCYJIapPCTBEHHbIE) CTAHIAPTHI
rocyapCcTB-4JIeHOB U METOAUKH UCCAeI0BAHUN (MCIBITAHUI) U M3MEPEeHUH,
BKJIIOYEHHbIE B IPOCKT U3MEHEHUI B NlepeYeHb CTAHAAPTOB:

OTCYyTCTBYIOT.

u) Kpyr jaui, Ha 3alIUTY HHTepecOB KOTOPbIX HANlpaBJieHAa pa3padoTka
NPOEKTA U3MEHEHUH B NepeYeHb CTAHAPTOB:

Pa3paboTka mpoekTa M3MEHEHHl B TNE€pEeueHb CTAHJIAPTOB 3aTparuBacT
WHTEpPEChl NPOU3BOAMUTENEH MPOAYKTOB yOOS NTULBI, a Takxke JIHII,
OCYLIECTBJISIIOIIUX MPOUEAYPY OLEHKHM COOTBETCTBUS B BHJE BETEPUHAPHO-
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CAHUTAPHOU JKCIEPTU3bl B COOTBETCTBUH C 3aKOHOJATEIHCTBOM TOCyAapcTBa —
yieHa Coro3a.

JlonoJIHUTENbHOE BO3/ICUCTBUE HA a/IPECATOB PETYJIMPOBAHUS MIPU BBEICHUU
B JICUCTBUE MTPOEKTA U3MEHEHUS B IEPEUCHb CTAHAAPTOB HE MPEAYCMOTPEHO.

K) Orpannyenus, yCTaHaBJIUBaeMble NIt cy0ObeKTOB
NpeANPUHUMATE]bCKOHM M WHOW JeATEeJbHOCTH, HHBIX JIML, HHTEpechl
KOTOPBIX OYAYT 3aTPOHYTHI:

HpO@KT U3MEHEHUH B NNepeYCHb  CTAHAAPTOB  HC  YCTAHABJIMBACT
OFpaHI/I‘ICHI/Iﬁ JJIA CY6T>CKTOB HpCI[HpHHPIM&TCJILCKOﬁ JCATCIBPHOCTH MW HHBIX
3aMHTCPCCOBAHHBIX JIUII.

J) MexaHu3M penieHusi npodJeM, Ha pelieHrne KOTOPbIX HANPABJIECHO
NPUHSATHE NPOEKTA W3MEHEHHMH B IepeYyeHb CTAHIAPTOB, W [OCTHKEHUS
neau pa3padoTku  (omMcaHMe B3aMMOCBSI3M  MeEKIY IMpeaiaraeMbiM
peryJMpoBaHueM U periaeMou npoodaemMoi):

[IpuMeHeHre eAWHBIX METOJOB M3MEPEHHMH NpU OLEHKE COOTBETCTBHS
npoAyKToB y0os ntuibl TpedoBanusm TP EADC 051/2021.

M) DHHAHCOBO-IKOHOMHYECKOe O000CHOBaHHMEe IPOECKTAa W3MEHEHMM
B IlepeYeHb CTAHAAPTOB, COJAep:Kallee OMUCAHHE IKOHOMHYECKOro d(pdexra
OT peaju3ald H3MEHEHHMH, OLEHKY BJIMSHHUA peaju3allud W3MEHEHUH
Ha pacxoabl Oromxkera Coro3a:

Peanmaunﬂ IIPOCKTA U3MEHEHUI B NNEpCUYCHb CTAHAAPTOB HC IIOBJICUCT
AOIOJHHUTCIIbHBIX paCXoa0B U3 6IO,Z[)KCT8, Coro3a.

H) Unast nuHopmanus 0 NpoeKTax nepevyHeil CTaHAAPTOB:

Huas I/IHCbOpMaI_II/IH, OTHOCAIIIasACA K OCHOBHBIM CBCACHUAMH B OTHOIICHHNHN
IMPOCKTa UIBMCHCHUA B IICPCUYCHb CTaAHAAPTOB, OTCYTCTBYCT.

0) CBegeHHsI 0 MEKIOCYJApPpCTBEHHBIX CTaHAApPTaX, Pa3padoOTaAHHBIX
U BKJIOYEHHBIX B AKTYAJIU3HMPOBAHHYI0 pPeIaKUMI0 NepedyHeil CTaHIapTOB
B COOTBETCTBHM C MNPOrpaMMoil Mo pa3padoTKe MeKIrocyIapCTBEHHBIX
CTAHIAPTOB:

Nudopmanus oTCyTCTBYET.



