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VYBaxkaemsiit Tumyp BexOyiaTosuu!

ITo pesyneraram paccMOTpeHHss npoekrta peueHus Cosera Espasuiickoii
JKOHOMHUYEeCKOH komuccuu «(O BHecenmn wu3MeHeHud B Pemenwe Coeera
EBpasuiickoi 3x0oHOMHYECKO# komucchu oT 8 aBrycra 2019 r. Nel14 «O TexHuueckom
pernamente EBpasuiickoro 3kOHOMHuYeckoro cowo3a «O TpeGoBaHMAX K
IHEPreTHYECKOi 3QGEKTUBHOCTH SHEProNOTPEOAIOIIMX YCTPOUCTBY (asee — MPOeKT
Peuwsenusi), noarotosneHHOro MHHHCTEPCTBOM HHIYCTPUM H MH(PACTPYKTYPHOrO
passutus PecrryGnuku Kasaxcran coo6maeM ciemyioniee.

OAO «bEJUIMC» moanmepxkuBaer mpemioxenue Pecnybnuxu Kasaxcran o
HeoOxoaumoctu nopaborku TP EADC 048/2019 u nepenoca cpoka BCTYIUICHHE €T0 B
cuily Ha Gosiee no3aHuUi CPOK, HO He paHee 2025 rox.

BaxHO OTMETHTB, YTO Ha MOMEHT NpuHATHA TpeboBannsa TP EADC 048/2019
HE COOTBETCTBOBAJIA M HE COOTBETCTBYIOT B IIOJIHOH MEPE COBPEMEHHBIM TPEOGOBaHHAM
EBpocoto3a B obnactu:

sHeprosdoextusHocTH no 9 rpynmam npoayKuMH  (IPHIOKEHHE 2
«XonomunbHeie NpuGOpPsI»; NpuiokeHue 4 « Tenesuzopsi»; npunoxeHue 5 «bsrToBOE
M OQHUCHOE D3NEKTpHYECKOE OOOpYNIOBaHHE B PEXHME OXMAAHMA H PEXHME
BBIKTTIOYCHUA»,; NMPUIOKEHHE 6 «BLITOBBIE CTHPAIBHBIE MAUIMHBIY, OPUIOKEHUE 7
«bbITOBBIE MOCYIOMOEYHBIE MAIIMHBIY; NMpPHUIOXKeHue 9 «JlamMmnbl 3MeKTPHYECKHE
npuyioxenue 10 «BHeHHe HCTOYHNKY MUTAHUA» ; IPUIIOKEHHE 13
«JIIOMUHECUEHTHbIE J1aMIIbI Ge3 BCTPOEHHOrO IyCKOPEryJIMPYIOLIETO amnnapara,
ra3opaspaHbpIC JIaMITbI BBICOKOTO J[ABJIEHMs, IMyCKOPETYJHDYIOUIME annaparsl M
CBETWIBHUKH [UIA TaKuWX JIaMImy, mpuioxeHue 14 «Jlammbl HanpaeneHHOro ceera,
CBETOAMO/IHBIE JIaMITbl K CBSA3aHHOE C HUM 000pYI0BAHHEN;

uHpopMHupOoBaHus noTpebureneit (3nkeTka 06 3Hepro3ddhexTHBHOCTH);

OpraH no cepTucburauny GbITOBOA/NPOMBILINGHHOMA NPORYKLUN N YCNYF W HCTILITETENbHAR nabopavopna

Hauvonanbhen, pervonanshan (EASC) u mexaymapogHan (cxema CB MOKCQ - IECEE) sxkpeantauun
gzzizgtxx‘:z::ean;gx:x:é::‘nngypz:;o;::m:)u: b:e:s(:)?neﬁ::xm AMP;;(:;:’ o60pyAoBanus, kaGanbHoN, MeAUUUHCKOR ¥ ra30BowH npoayxynun
Noaveepxaexue cooTseTcTBUA NPOAYKUMK TpaBosanuam EASC u PB (aHeproaddeKTHBHOCTb, paguo/Tenaxom)

Ucnbimanns 1 oLeHKa CoOTBETCTBUR NPOAYKUMN no RoHS

Ceprudukaumun cucrem ynpassnexns no ISO 9001, iSO 13485, 1ISO 18001 - HayuonansHbii u MexayHapogHbiii (IQNet) ceptudmkare
PaapatoTka Texuieckux pernamMenTon; HaUNOHaNbHBIX, MEXTCCYAAPCTEEHHBIX I MEXAYHBPOAHBX CTaHNapTos

Al &6 & « C¢€

' Espa3uiickas sxoHOMHUeCcKas

KOMHMCCHA
Ne 7323 or 18.04.2022 13:37
> .




pasmMerieHne npoAykuMH Ha peiHke (Pernament EBpocorosa 1369/2017).

Jlo HacToALIEro BpEMEHH:

OTCYTCTBYET YTBEP)KACHHBIH NEPEYCHb CTAHAAPTOB B3aMMOCBA3aHHBIX ¢ TP
EADC 048/2019, uto He no3BOJAET NPUCTYNMUTh K TEXHHYECKOMY OCHAILCHHIO W
aKKpeAMTalM{ HE3aBUCHUMBIX M IPOU3BOJCTBEHHBIX UCIBITATEIbHBIX JJa60pPaTOpPHif;

HE TMpOBEAEHA METPOJIOTHYECKas 3KCMEPTH3a CTAHAAPTOB, BK/IIOYECHHBIX B
NMPOEKT MEPEYHs, YTO HE MO3BOJISET OLUEHHUTh NPABHWILHOCTH BHIOOpA HU3MEPAEMBIX
napaMeTpoB, TpeOoBaHMN K TOYHOCTH HM3MEpEHMid, BHIOOpAa METOAOB H CpEICTB
M3MEPEHUH H UX METPOJIOTHYECKOMY OOCITy )KUBAHHIO.

OtcyTcTBHE COBpEMEHHBIX TpeOOBaHMIA, a TAKKe aKTYaNbHBIX CTAHJAPTOB MO
METOAAM UCMBITAHHH, IPENATCTBYIOT:

HPOBEAECHHUIO HAYYHO-UCC/IEAOBATE/IbCKHX, ONbITHO-KOHCTPYKTOPCKHX
M TEXHOJOrMYeCKWX paboT Mo MOATrOTOBKE MPOM3BOACTB K BBIMYCKY MPOAYKLHH B
COOTBETCTBHH C COBPEMECHHBIMH TPEOOBaAHHAMH,;

(GbOpMHpPOBaHHIO 3aBOACKHX M HE3aBHCHMBIX HCIBITATENbHBIX J1abopaTopwi,
NPOBEACHUIO MX aKKPeAUTALNH;

OpraHM3aluH U MPOBEJSHHIO LEJICBOH ITOATOTOBKH CIIELIHAIMCTOB;

o0ecneyeHIo OLICHKH COOTBETCTBHS NMPOXYKIMHM Ha BCEX 3Tamax mpouecca
MPOU3BOACTBA OT €€ MNPOCKTHPOBAHMA A0 peanu3auuu (KBaTM(PUKALMOHHBIE H
NPUEMO-CIATOYHBIE UCOBITAHUSA);

ofecrnieyeHuI0 rocy 1IapCTBEHHOI'0 Ha30P Ha PHIHKE.

Hmerolpecs KPUTHYECKUE OTIMYUA B TPEOOBAHHMAX M METONAX HMCHbITaHH
ABJIAIOTC TEXHMUECKUMHM OappepamM, YTO HCKIIIOYAaeT BO3MOXHOCTh JONYCKa
COBPEMEHHOW MMIOPTHOM NPOAYKIMM Ha peIHOK ctpaH EAJC, kak M 3KCHOpT
npoayKuuu cTpad-ydacTHUIl EADC Ha pbiHKHM Pa3sBUTHIX CTPaH MHpa.

C yuerom nmeficTByrommx npouexyp AopaGoTKM TEXHHYECKOIO perjaMeHTa,
pa3paboTKH, COrNACOBAHMA M TIIPUHATHA CTAHAAPTOB, a TAKXKE IMTEIbHOCTH
(GopMHpOBaHMA M aKKPEAUTALMH HCHBITATENBHBIX Jaboparopuit, OAO «BEJIJIUCH
npeanaraeT nepeHecTH Cpok BeryruieHus B cumy TP EADC 048/2019 Ha cpok He
panee 2025 roga npy yCIOBMH HAIHYHSA YTBEPKIEHHOTO HCUYEPIBIBAIOLIENO NEPEYHS
HEOOXOAMMBIX CTaHJAPTOB, CONEPXKAINMX MpaBWIAa M METOABI MCCIIENOBAaHHUH
(ucTIBITaHMH) U U3MEPEHHMIA, B TOM YKCHEe NpaBMiIa oToopa 06pasios.

C yBaxxeHHeM,

B.®. Bonuok
HAupexrop
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