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Hcx. Ne 687 ot «19» okTabpa 2022 r.
¢ Bcem 3aMHTEpECOBAHHBIM JIHUAM

WMHOPOPMAIIMOHHOE IMUCHMO

Cornacko TToctaHoenennio [Ipapurenscersa PO ot 01.12.2009 r. Ne 982 (pen. ot 04.07.2020)
"O6 yTBepIIEHHH EIMHOTO (IEPEUHA TIPOAYKUMM, Tofnexawed obasarensHol cepTudurkaumu, W
EAMHOTO MEPEYHA NPOAYKUHH, MOATBEPXAEHHE COOTBETCTBUA KOTOPOH OCYyUIECTBNRETCA B dopme
TpHHATHSA Aekapalum o cooteeTcTeuk” {c 1 sHsaps 2021 roga Hexnapauuu o Cootsercranu F'OCT P
yTpaTHaM _ceoks _cuny., JOKYMEHT OTMEHHN 00f3aHHOCTE IIPOM3BORMTENEH (uMnoOpTEpPOB)
MEIMUMHCKHMX M3Oeinil no obA3aTeNsHOMY HAEKNapHpOBAaHHIO/CEPTU(HKALNH MEIHUIMHCKHUX
vanenudi, HOBOBBelieHHE paclpOCTpaHASTCA HA MENULMHCKHE HHCTPYMEHTHI, NEpPEBA30HHLIC
MaTepHallbl, TpUGOPHI AAs JICUEHUS W JHATHOCTHKH, CNEUMANbHYIO me6ens, u3eNns TMPOTEe3HO-
OpTOMeAHYeCKHe, JIHH3BI U [J1a3 ¥ Ap.

IMocranoenenuen IIpasurensctsa PO ot 04.07.2020 N 982 ¢ 01.01.2021 Gbuik OTMEHEHS ¥
NpH3HAHB! YTPATUBLIHMM CHJIY OTACMBHBIE AKTEl H UX TOAOKEHWUT, cobmoaenne Tpedopanui
KOTODPBIX OLEHHBAETCA NPH rocylapCTBEHHOM KOHTPONE 34 ofpaieHneM MEAWIMHCKAX U3ACNUH, B
TOM YHCNE OTACNBbHBIE pasfensl EAHBOrO IMepeuHs NpOJYKLHMH, TOATBEPXCICHUE COOTBETCTBHA
KOTOpOH OCYIUECTBAAETCA B dbopMe NPHHATHA AEKNApAliKk O COOTBETCTBHHM. BoNbINAs 4acTh
Pa3feNoB, KACAIOLMXCA MENULIMHCKHX H3AENHH, B TOM UMCIIE PACXOAHBIX MAaTEPHANOB, H3 NAHHOTO
Hepeuns uckmouexsl. A ¢ 01.09.2022 yrpatun cuny sech EXMHEIR nepeyeHb NpOAyKUMH, YTB.
[Tocrasosnenuem Ilpasutenscrsa PO ot 01.12.2009 N 982.

Cornacno u. | cT. 38 denepansnoro 3akona ot 21.11.2011 N 323-®3 "O6 ocHOBax 0XpaHHI
3M0poBbA rpaxaan B Poccmiickoit demepauuu” MEIUIHMHCKHMY U3NETHAMH NPH3HAIOTCA nobsie
WHCTPYMEHTBI, anmaparsl, NpHOOpE], 060pyAOBAHHE, MATEPHANE], TPUMEHSEMbIE B MEAHLIMHCKHX
Hensx OTAENBHO HIIH B COYETAHHH MEXIY coDO#, a Takie BMECTe C APYryMH IIPHHALIENKHOCTIMY,
HeoGXONMMBIMH TS MX TPUMCHEHHs, BKAKOYas ClelHanbHoe MporpaMmHoe obecnedeHHe, H
NMpeaHasHaYeHHbe IPOU3BOANTENEM ANA NPOGHIAKTHKY, AHArHOCTHKHY, IEUCHHS 1 MEITUIHHCKOH
peabunutanuyk 3abonesaHui, MOHMTODMHTZ COCTOSHHS OpraHH3Ma Y4eJlOBEKa, NPOBCACHHUA
MEIMIMHCKAX UCCTELOBAHMH, BOCCTAHOBNEHHs, 3aMeEIlEHHs, W3MCHEHHA aHATOMHYECKOH
CTPYKTYpB! MM (H3HONOrHMIeCKHX GYHKIME OpraHHsma, NMpefOTBPAlICHHS WIH TNpEpLIBAHHA
GepeMEHHOCTH,

B oTnuuse OT JIEKAPCTBEHHBIX CpPEeACTB, (PYHKUMOHaJILHOE HA3HAueHHE MEIUIHHCKHX
u3nenuit He peanuayercsa nmyTeM (papMaKOTOTHUECKOTO, HMMYHOIOTHIECKOTO, FeHETHUECKOTO WK
MeTaBOoIMYecKoro BO3NEHCTBUA Ha OpraHn3m uenobeka. OGA3aTEeNbLHEIM YCNOBHEM OOpatleRAs
BCEX MEIMUUHCKHX M3enui Ha Teppuropay Poccuiickoll Defepauuy ABIASTCA HX PETHCTpPaUMs B
mopsinke, ycramoenennoM [lpasurenscTsoM Poccuitckoif ®denepaun, yMOTHOMOYECHHBIM KM
(eliepanbHBIM OPraHoM HCROMHHTENLHOM BiacTy (4. 4 ct. 38 PenepanpHoro 3akona ot 21.11.2011
N 323-@3).

B uensx rocymapcTBeHHON PerncTpallii MEINLIMHCKHX H3leNdil NPOBOIATCS OLeHKA HX
COOTBETCTBMA B (JOPME TEXHMYECKHX WMCHBITAHMH, TOKCHKONOTHHMECKHX HCCIIeNOBaHWH,
KTHHHYECKUX HCITBITAHRI i 3KCTIEpTH3a KavuecTra, 3¢idhexTHBHOCTH 1 6€300aCHOCTH.

LOKyMEHTOM, NOATBEPXKIOAIOIWHM GAaKT roCyJapCTREHHOHM PpErHCTpaluH MEIUIIHHCKOTO
H3JIeNusl, SBNISEeTCH PEruCTPaliHORHOE YNOCTOBEPEHHE HAa MEHIHHCKOE H3/ICITHE.




HMexousd M3 cONEPXAHHS YKa3aHHLIX HOPM HATM4ME PErHCTDALHOHHOTO YAOCTOBEPEHH:
06s3aTensHO "IN TPOMANH JIOBBIX MENMLMHCKUX H3JEHUH, H, €CIM OHO HMMESTCHA, 3HAYHT,
NPOBEPKY KAYECTBA JAHHOE K3LENHE YKe NMPOLIIO.

Jlexnapaups 0 COOTBETCTBHH - NOKYMEHT, YAOCTOBEPSAIOUIMH COOTBETCTBUE BBINTyCKaeMoH B
oG palueHHe IPOSYKIHH TpeGOBaHIAM TEXHH1ECKHX PETIaMEHTOB.

Hopsmox K ycnoBus obssarensHoll cepTHQUKAUMH HIH NEKIAPHPOBAHHS COOTBCTCTBHA
ycTaHaBnuBatoTed CT. cT, 20, 23 - 26, 28 - 30 denepansHoro 3akoHa ot 27.12.2002 N 184-®3 "O
TEXHHYECKOM perynupoBaHuu”.

Cornacso 1. 3 cr. 46 ®exepansroro 3akona or 27.12.2002 N 184-03 "0 TexnuueckoM
perynupopanun" [IpasrTe)IECTBOM Poccuiickoit DexepauMH [0 JHA BCTYIUIEHHA B CHITY
COOTBETCTBYIOMINX TEXHHYECKHX DPErNAMEHTOB YTBEPHCIAIOTCE H €KETOAHO YTOHHAOTCA e IUHBIH
mepeueHh UPOAYKUMH, Nojiexamed ofasarenbHok cepraduKamud, | equHBI  MepeYeHsb
NPOAYKUMH, FOJUTexamell JeKAapupOBAHAI0 COOTBETCTBAS. Tpomykuns, Ha KOTOpYKO He
PACcIpOCTpaHAETCA QeHCTBHE TeXHAYECKHX PEriiaMEHTOB W KOTOpas MpPH ITOM HE BIUTIOUEHA HH B
OIMH U3 YKA3aHHBIX NepeyHel, He MOLIEKUT 00A3aTeNsHOMY NOATBEPKASHAIO COOTBETCTBHA (.
3.1 ct. 46 depepanpHoro 3akona ot 27.12.2002 N 184-03 "0 TexHn3eckoM perynHpoBaHHE").

TNocranosnenue IIpapurensctsa P@ ot 23.12.2021 N 2425 "O6 yTBEep)KUEHHK €[HROTO
TiepeyHs NPOMIYKIMH, ofuiexamei 06a3aTe O CepTHORKALKH, ¥ eUHOTO NEPEHA NPOAYKUHH,
nognexauiedl NEKNAapUPOBAHUIO COOTBETCTBHMSA, BHECEHHMM H3MCHCHHH B IIOCTAHOB/ICHHC
Tlpaurenscra Poccuiickoll ®emepanum ot 31 nexabps 2020 r. N 2467 ¥ npH3HaHWH
YTPaTHBIUWMK CHJIy HekoTopslx akToB [IpaBuTenscTsa Poccuiickoit Penepauuu” Takxe He
COEPXKHT B NIepedHe MEMHUMHCKAE H3TEeNUs (JIHIUB YacTb Mel H3NENMnH A BETEPHHAPHH).

JUts Toro wTo6bl OTpeNenyTs, HyXHO JTH A NPOAaKU MEIMUMHCKOrO H3CHHs MOy HTh
ZEXITApaLMIO COOTBETCTBAS, He0OXOAMMO 03RAKOMHTECS € NOCHENHEA PellaKIlHed €QMHOTO NEPeHHa
TIPOAYKIUH, [OJIEXAMeH AeKIapypORAHHIO COOTBETCTBHA. ECIH MENUUMHCKOS H3NCIHE B HErO
BKJTIOUEHO - ZIEKNapallys COOTBETCTBHA 00A3ATENbHA, CCIIH HET - TIPOARYKA MOXKET OCYIIECTBIIATHCA
TONLKO MPH HATHYMY PErHCTPAUMOHHOTO YIOCTOBEPEHHT.

B HacTofimee BpeMs MENMIMHCKME H3MENWst HH BKIIOYCHEI B TEPEVHH YIPOAYKIHH
NoANexate 0B3aTeNbHOM eKNapalii WM CepTU(IUKALMK, W COOTBETCTBEHHO He MOANENar
MapKHpPOBKE CUMBOJIAMH CEPTH(HUKALUH.

VYnpasnaowmi

Q00 «lllaknuu» A.B. Pomanos




