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4 BceM 3aMHTEPECOBAHHBIM THIIAM

HMHOOPMALIMOHHOE ITMCEMO

Cornacho TToctasiosnennio TIpasurenscrea PO ot 01.12.2009 r. Ne 982 (pen. ot 04.07.2020)
“O6 yTBEpIAEHHH EIMHOrO MEPEMHR TIPOAYKLUMH, TOAnexauleH obssarensHol cepTudukauun, H
EAMHOTG MePEYHA TMPOAYKUMY, MOATBEPHACHHE COOTBETCTBUA KOTOPOH OCYLIECTBNAETCA 8 thopme
MpUHATHA Aeknapauyn o cooTeetcTsnk” {c 1 ansaps 2021 rona Jlexknapannu o Cooteetcrauu ['OCT P
yTpaTuin  croio cuny. JIOKyMEHT OTMEHHMI 00S3aHHOCTb IIPOHIBORWTENEH (uMBOpTEPOB)
MEUIMHCKUX H3NeNMi 1o oBf3aTeNbHOMY HCKNAPHPOBAHUIO/CEpTAQHKAUHE MERMUKHCKHX
wanenut. HoBOBReJieHHE pacnpOCTpaHAeTcA HA MENMLMHCKHE HWHCTPYMEHTHI, MEPCBA3OUHBIC
MaTepHansl, TpUGOpPB! sl JIeUeHNs W AMArHOCTHKY, CNENNAibHYo mebenn, H3memus MPOTE3HO-
opToneauveckie, THH3B! JUIA T1a3 H Ip.

TocranopnenueM [Tpasutenscrsa PP ot 04.07.2020 N 982 ¢ 01.01 2021 6w OTMEHEHB! H
fpU3HAHbl YTPATHBLIMMM CHJTY OTHCNBLHEIC aKTBl M HUX MOMOMECHHA, cobmonense TpebGopanui
KOTOPEIX ONEHWBACTCH NPH IoCYAaPCTBEHHOM KOHTPOJIC 32 obpaienueM MENHIHHCKAX H3NENNH, B
TOM 4YHCIIE OTACNbHEIE pasfieNsl EAWHOrO MepevyHs MPOAYKIMH, NONTBEPKACHUE COOTBCTCTBHA
KOTOPOH OCYWECTBISETCH B hopMe NPUHATASA JEKNapauH O COOTBETCTBHH. BOMBINAS 4HacTh
pa3sHeNioB, KACAOLGUXCS MEAHIHHCKHX U3/ENHH, B TOM HHC/IE PACXOAHBIX MATEPUATIOB, U3 AAHHOTO
Tlepeuns uckmogensl, A ¢ 01.09.2022 yrpatun cuny Bech Ennneni nepedyeHs MpoAyKUMH, YTB.
TToctanosnenuem [pasutenscrsa PO ot 01.12.2009 N 982.

Cornacho 4. 1 cr. 38 ®egepansuoro sakona ot 21.11.2011 N 323-®3 "06 ocnosax oxpanst
3fopoBbs rpaxnad B Poccuiickol Menepauuu” MEAHLUUHCKHMH M3NENHAMA TPHIHAKOTCA mobsle
WHCTPYMEHTE], aNmnapaTs, Npubopsl, 060pyZoBaHKe, MaTepUansl, IPUMEHAEMBIC B MENHULIMHACKHX
LENAIX OTMENBHO WM B COUETAHHA MeX Ty coBoil, a Takike BMECTE C IPYTHMH NPHHALICKHOCTAMY,
HEOBXOZMMEIMH A1 MX NPUMEHEHHA, BKIIOYAi CISOUANBHOE NPOTPAMMHOE OGECHEueHHE, W
MPeNHAIHAYCHHBIE TIPOKIBOAUTENEM VI NPOQUIAKTAKY, AHATKOCTHKH, NEUYCHHA H MeRMIHHCKOM
peabunutaiuu  3afonesaHnif, MOHHTOPHHTA COCTOAHMS OPraHH3Ma 4e/oBeKa, NPOBECHHS
MEQUUHHCKHX MCCIHeAOBAHWY, BOCCTAHOBICHID, 3aMELUCHHS, HIMCHOHUA aHaTOMHHYCCKOM
CTPYKTYpHl HAH ¢uanonoruyeckux (QyHKUuH opraHu3Ma, NPEROTBPALEHHA WM IIPEPHIBAHUA
fepeMeHHOCTH,

B oTiMuMe OT NEKApPCTBEHHBIX CPEACTB, (YHKUMOHANBHOE HA3HAYCHWE MCENHUWHCKHX
M3genHit He peanusyercs nyTeM (hapMaKomorHuecKoro, UMMYHOJIOTHYECKOTO, TeHETHYECKOTO WK
MeTa6OJMYECKOrO BO3NEHCTRA HA OpraHAsM uenopeka. OBGA3aTeALHEIM YCNOBHEM OOpalieHHs
BCeX MeUMUMHCKHX M3JeNnuil Aa TeppuTopHu Poccuiickol Pefepaliiy ABIASTCH HX PETHCTPAUMA B
nopsAAKe, ycTaHOBNeHHoM IlpasuTenscteoM Poccuiickoli (efepalinH, YHNOJHOMOYCHHBIM HM
(benepatbHBEIM OPFaHOM HCTIONHHUTENbHON BacTa (4. 4 c1. 38 PenepansHoOTo 3akoHa 0T 21 11.2011
N 323-03). ,

B uenax rocynapcTBeHHOM pErHCTpAlME MEIHIMHCKKX M3JEIHH MPOBOIATCA OLEHKA HX
COOTBEICTRMA B (OPME TEXHMYECKAX HCHBITAHMHA, TOKCHKOJIOTHYECKHX HCCNIeIOBanME,
KITMHUYECKHX UCTTHITAHAN M 3KCTIEPTH3A KauecTBa, 3h(eKTHBHOCTH K Ge301acHoCTH.

IlokyMeHTOM, MOLTBEPKHAIOLIMM (HAKT IoCYJApCTBEHHON PperHcTpauiH MENHLHHCKOro
H3MENHSA, ABIAETCA PErUCTPALHOHHOE YAOCTOBEPEHHE HA MENYIHHCKOE U3NENHE.



Hcxols M3 CONEPHKAHHA YKa3aHHRX HOPM HalMYHe PEernCTPalHOHHOTO YAOCTOBCPEHHA
06s3aTeNLHO 1S MpOKaXKH JHOBBIX MEIMUMHCKHX HILEMMH, M, €CIM OHO HMeeTcs, 3HAUMT,
NpOBEPKY KAYECTBa JAHHOE H3JIeNKe YoKe NpoLLo.

Tleknapaiis O COOTBETCTBUN - JOKYMEHT, YIOCTOBEPAIOMAR COOTBETCTBIE BRITYCKaeMOH B
oBpaneHHe NpoAYKUUY TpeOOBaHHAM TEXHHHECKUX PErNIaMERTOB.

TTopsmoK M ycoBHs 00A3aTeNsHOH CepTUQUKANWA HIH NEKNapHpOBAHKA COOTBETCTBHA
YCTanABNMBAIOTCA CT. CT. 20, 23 - 26, 28 - 30 DenepalbHOro 3aKoHa OT 27.12.2002 N 184-93 "O
TEXHUYECKOM PEeryIHPOBAHHH".

Cornacro m. 3 cr. 46 ®enepansHoro 3akona ot 27.12.2002 N 184-03 "O TexnuyeckoMm
perynupopanuu” [lpautenscreom Poccuiickoll @enepauud [0 AHA BCTYIVIGHMA B CHILY
COOTBETCTRBYIOUIEX TEXHUYESCKMX PETJIAMEHTOB YTBEPHAAIOTCS M EXETONHO YTOHUHAIOTCI €ANHBIH
TepeueHs OpORyKUMH, nojiexamiedl ofs3aTensHOl cepTHOHKALMM, H eMUHBI{ NepeyeHs
HpOAYKUHY, TNojnexamell AEKNapypOBAHMI0O EOOTBETCTBHAL. Ipoxykous, Wa KOTOPYXO HE
PACTpOCTPaHAETCH AeHCTBHE TEXHMYECKHX DEMJIAMEHTOB H KOTOpas IpY TOM HE BIITIOYCHA HH B
OIIMH M3 YKasaHHBIX HepedHel, HE NOIEKHT 06A3aTebHOMY MORTBEPIKACHHIO COOTBETCTRBHA {m.
3.1 ct. 46 depepansHoro 3akona oT 27.12.2002 N 184-03 "O TexRHYECKOM perynanpoBaRAn").

Tocranosnenue [Ipaputenscta P@ or 23.12.2021 N 2425 "O6 yTBepKAEHUH ERHHOIO
TepeyHs NPOAYKLHH, NoANexKallel oba3areNnbHON CepTH(HUKAINN, ¥ €HHOTO NePEHA NPOLYKUHH,
noATeKalleHd NEKNAPAPOBAHWIO COOTBETCTBMA, BHECCHMH MIMEHEHHH B TIIOCTAHOB/IEHHE
Tlpasutensersa Poccmitckodl ®enepaumn ot 31 pexabps 2020 r. N 2467 u nNpU3HAHUK
YTPATHBIIMMY CHIy HEKOTOPHIX akToB IlpaBHTENsCTBA Poccmsickolt Qenepanun" TaKwe He
CONEPIKHT B Tiepedle MeIHUHACKHE H3NIENHA (JIHIUG YacTh M/ H3NCuH 1is BETEPUHAPHH).

Tns Toro wro6k! OMpPEeAENTh, HYXHO JH A NPOJOKH MEAULMHACKOrO M3ACNHA NOIyHHTH
[eXTapaLHIO COOTBETCTBUA, HEOGXOMMO 03RAKOMHTEEA C MOCHe/iHeH peNaKIHel eqMHOr0 NEPCtHL
MPORYKLMH, MOMIeKAIISH ASKIapHPOBAHAIO COOTBETCTBMA. ECIH MEAWLIMHCKOE U3ENUE B HETO
BKJIIOYEHO - JEKIApalAs COOTBETCTBHA 00:13aTeNIbHA, EC/TH HET - MPOJaxKa MOXKET OCYIICCTRIATACA
TONBKO MPH HATHYHY PErHCTPALMORHOIO YAOCTOBEPEHMS.

B HacToAlNee BpeMs MEOUUHMHCKHE M3IENMSA HY BKIQYEHB B MEPEYHH HPOAYKIHH
HojTeKamMe O6S3aTeNbHOH AeKNapalHy WHAK CEPTAOHUKALMHE, U COOTBETCTBEHHO HE IOANEKAT
MapKUPOBKE CHMBOIAMH CEPTHOHKALIUM,

Vupapaawomuii

Q00 «laknue» A.B. PoMaHOB




