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KOMOAHWA HHH 5408132355 KIIIT 540801001

P/cy 40702810609000000372
Bak "Jlepobepesxnnii” (ITAO), r. Hosocubupck

Hcx. Ne 687 ot «19» oktabpa 2022 r.
; BceM 3aWHTEpeCOBAHHBIM JTHLIAM

UHOOPMAILIMOHHOE ITMCHbMO

Cornacto Tlocranosnermio TIpasurensctea PO or 01.12.2009 r. Ne 982 (pen. ot 04.07.2020)
"O6 yTBEpICAEHHH EIWHOTO MEepPeYHs TPOAYKUMH, nognexawed obazaTeNsHON cepTUdukanuu, w
eAMHOTO MEPEUHA NPOAYKUMW, TOATBEPHIEHHE COOTBETCTBUS KOTOPOH OCYUIECTBIACTCH G (opme
APUHATHA AekJapaumy o cootsercTsu” {¢ 1 AHBaps 2021 rona flexnapaumu o Coorserctun TOCT P
VTDATHAM _CBOWO _cHay. JIoXyMeHT oTMeHun oO6jA3aHHOCTh NpoK3BoAuTENE!  (MMNIOPTEPOB)
MEIMLUMHCKMX H3feinif N0 OBA3aTENHHOMY NEKNapHPOBAHMIO/CEpPTHYKAUMHY MEIHUHHCKHX
uzmenutt. HOBOBBeJEHHE pAacNpOCTPAHSETCS HA MEAWULUMHCKHE HWHCTPYMEHTHI, I[EpPeBA30HHBIC
MatepHansl, npubopsl JIs NEUCHHs Y NMATHOCTHKH, CTICHUANBHYIO mebens, M3AeNusa TIPOTEIHO-
opToNegUYecKye, IMA3BL Ul a3 U np.

Tocranosnennenm Ipasutentctea P@ or 04.07.2020 N 982 ¢ 01.01.2021 ObUTH OTMEHEHBI H
MpH3HAHbI yTPATHBIIHMH CHJY OTAGNBHBIC aKTBl W UX TOJOKEHHA, cobmonenne Tpebopanu
KOTOpPBIX OLEHUBACTCS NPH IoCyapcTBEHHOM KOHTPOIIE 3a obpalleHHeM MEJINIMHCKHX H3Aenui, B
TOM YHCNE OTACABHBIE pasiensl EJHHOTO NepeyHs NPOAYKUUM, TMOATBEPHACHHE COOTBCTCTBHA
KOTOPOH OCYIeCTBAAETCS B (popme MPRHATAA [eKNapanky 0 COOTBETCTBHM. DLojbliast 4acts
PA3ZIENIOB, KACAOLUMXCS MEAHIMHCKHX H3JEIMH, B TOM UMCIIe PACXOAHBIX MATCPHANIOB, H3 AAHHOTO
ITepeuns uckmouessl. A ¢ 01.09.2022 yTpatun cuny Bech Enpnpi#t nepedeHs NpONyKIHH, YTB.
TTocTanopnenneM Ilpasutensersa PO ot 01.12.2009 N 982.

Cornacho . 1 cr. 38 ®epepanbhoro 3akoHa ot 21.11.2011 N 323-03 "O6 ocHoBax oXpaHsl
3M0poBRA rpaxaan B Poccuitckoit enepanun” MENHIMHCKAMY W3JSTHIMA NPUIKAIOTCA nmobsle
HHCTPYMEHTEI, annapatsl, NpuGopsl, 060pyAOBaHNe, MATEPHANE], MPHMEHAEMBIE B ME/IMIIMHCKHX
HENAX OTHENBHO MIH B COMETAHHH MeX Iy coboii, a Takice BMeCTE C APYrUMY NPHHAANEKHOCTIMH,
HEOGXOAVMBIME JUTA WX NPUMEHEHHS, BIUHOMAd ClEHHANbHOE NporpaMMHoe obecreuckue, M
npeaHa3HAuYEHHBIE IPOU3BOAUTENEM A TPOQHIAKTHKH, AHATHOCTHKY, NEUEHHT H MEIHIIHHCKOH
peabunuTauny 3abonesaHHit, MOHHTOPHHIA COCTOfHMA OpraHu3Ma HeloBeKa, TPOBEICHHA
MEIMUHHCKEX WCCAGLOBAHMN, BOCCTAHOBNIEHWS, 33MEMICHHS, H3MCHCHHA AHATOMHYECKOH
CTPYKTYpB! HIH (HU3HOMOTHIECKHX (YHKIWMA OpraHu3Ma, NPEOTBPAWIEHHA HIH NPCPhIBAHHI
GepeMeHHOCTH.

B OTnHuHE OT JNEKApCTBEHHBIX CPEACTB, (YHKIHOHANBHOE HA3HAUCHHE MEIHLUTHCKHX
M3Nenui He peanusyeTca NyTeM (apMaKoIoriyecKoro, UMMYHONOIHUECKOr0, FEHETHYECKOro 1M
MeTaBONMUECKOro BO3ASHCTBM HA OpraHH3M denopeka. OOA3aTe/NbHBIM yCHROBUEM OOpaleHHs
BCEX MENMLMHCKIX M3/lenuit na reppuTopuu Poccutickoli Menepaiyy sBIAETICH UX pPerucTpauns B
mopanke, ycranoeneHHom [lpasutensctBom Poccuiickoif (exepaumy, YHONHOMOUECHHBIM UM
{henepansHEIM OPraHoM MCNOMHKTENbHOM BIAcTH (4. 4 ¢T. 38 DenepasnsHOTo 3aKOHa OT 21.11.2011
N 323-d3).

B HenIx rocyZapcTBEMHOM PErMCTPALM¥ MENUIMHCKHX M3ZENUH TPOBOAATCS OUEHKA MX
COOTBETCTBMA B (OpME TEXHHYECKMX HCIBITAHHI, TOKCHKOJOTHYECKHX HCCHICZOBAHHH,
KTHHHYECKHX MCTIBITAHKI M SKCTIEPTH3Aa KauecTsa, d(heKTHBHOCTH 1 6e30MacHOCTH.

JlokyMenTOM, MHOATBEPKAAONMM (aKT ToCyJapCTBEHHON pPEerHCTPaliH MEIHLMHCKOTO
W3JIENINS, ABJISETCA PETHCTPALUHOKHOE Y AOCTOBEPEHHE HA METUIIAHCKOE H3LETHE.



Wexous H3 colepanHs yKa3aHHBIX HOPM HAMUME PEruCTPAUMOHHOrO yHOCTOBEPCIH:
06S3aTENBI0 "ANS MPOAAXH JHOBLIX MEAHIMHCKHX HIASAWH, M, €C/M OHO MMECTCH, 3HaUHT,
[IPOBEPKY KAUECTBA JAHHOE U3AETIHE YHKE MPOLLIO.

Jlexnapalus 0 COOTBETCTBHH - AOKYMEHT, YAOCTOBEPAIOUHH COOTBETCTBHE BRITyCKaeMoil B
obpatieHye TpoAYKIMH TpeGOBAHUAM TEXHHYECKHX PerIaMeATOB.

Iopsimox ¥ ycnoBas o6sa3aTenbHOH cepTHOUKAUNN HIH NEKNAPHPOBARHSI COOTBETCTBHA
yCcTaHaBiUBaloTes CT. T, 20, 23 - 26, 28 - 30 denepansuoro 3axkona or 27.12.2002 N 184-03 "0
TEXHUYECKOM PErynHpoOBaHuH",

Cornacio 1. 3 cT. 46 ®epepansHoro 3akona ot 27.12.2002 N 184-®3 "O TexHu3ECKOM
perymupoBaunn" [1paBHTENLCTBOM Poccuitckoit Qenepauud OO0 JHA BCTYIUIGHHA B CHIY
COOTBETCTBYIOUIHX TEXHUYECKHX PEryaMeHTOB YTBEPHCIAIOTCA H €XErOfHO yTOUHAXTCA eaVHBIH
fepeuens UPOLYKUMH, Tomtexamei 06#3aTeNbHOR cepTH(UKANHY, H €IUHBIA NepeyeHsb
NPOAYKINY, MHOANexKamed NEeKNApHPOBAHHIO COOTBETCTBHA. [Ipogykiuus, Ha KOTOPYI He
paCIPOCTPAHSETCH [eHCTBAE TEXHHUECKHX PEIIAMEHTOR M KOTOpas MpH 3TOM HE BIJLIOHCHA HH B
ONHH M3 YKa3aHHBIX TepedHeli, He MOANeKUT 0653aTeTbHOMY NOATBEPXACHHIO COOTRETCTBHA (.
3.1 ¢T. 46 PenepansHOro 3aKoKa o 27.12.2002 N 184-D3 "0 rexauueckoM perylHpoBaHuK" ).

IMoctanosnenne [Ipasurenscrsa P@ or 23.12.2021 N 2425 "O6 yTBEpXIEHWH E€HHHOTO
NepeyHs NpoAYKINH, ofeNxaleH 06a3aTenbHoN CepTHhUKALUH, ¥ EARHOTO NEPEHs NPOAYKUHY,
NOMeKAWel AeKNapHPOBAHUIO COOTBETCTBHS, BHECEHHHM MIMEHEHHH B TIOCTAHOBJICHHE
TIpasutenscrsa Poccniickol ®emepauny o1 3l pexabps 2020 r. N 2467 u rnpu3HaHHH
YTpATHBILKMME CHIY HeKOTOpbIX akToB IlpaBHTesnscTBa Poccniickoit @enepauuu” Takme He
CONEPYKHUT B MEpeuHe MEAHIMHCKHE H3JENHs (LB YaCTh Mell HaNeNUH ans BeTEPUHAPHH).

JInst Toro 4To6b! OTpeNeNUTs, HYXKHO JIM it NIPOAAKH MEIUUKHCKOr0 M3JeIHe NOTYHHTE
JEKIApALHI0 COOTBETCTBAA, HEOOXOAMMO O3HAKOMHTECH © nocneaHeli pegakuueH eAMHOro NepeyHa
TIPOAYKUHMH, IOJUICKAIIeHd NeKIapupOBAaHHIO COOTBETCTBHA. Ecnu MeIHIUMHCKOE M3NENHE B HEro
BKJTIOYEHO - [EKTapailisi COOTBETCTBHA 00A3aTeNbHa, €CIH HET - TPOAAXA MOXET OCYINECTBIATLCA
TONBKO MPH HAFIHYKH PETHCTPALKOHHOID Yy AOCTOBEPEHHIL.

B Hacrofuiee BpeMS MENMUMHCKHE HM3LENAs HY BKIIOYEHH B INEPEUHH IPOAYKLHH
noanekamye 0613aTenbHON NEKNapalui MMM CepTU(MKALK, # COOTBETCTBEHHO HE TIOAUTENAT
MapKMpOBKE CHMBONAMH CEPTHPUKALUH.

Yupasasiomu#

Q00 «llaxnuu» A.B. PoMmanos




