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Hcxoud H3 CONEPKALHS YKasaHHBIX HOPM HalHuHE PErHCTPALHOHHOTO YHAOCTOBEPEHUS
oBsaatensiio 'wis NpoNaKH MOBBLIX MEOMULMICKHX H3JENWH, W, €CNH OHO WMEETCHA, 3HAUMT,
IIPOBEPKY KAUECTBA AaHHOE H3ENUE YoKe POLINO.

Ileknapalis 0 COOTBETCTBHH - JOKYMEHT, YIOCTOBEPAIOUIHH COOTBETCTBHE BEIMYCKAEMOH B
ofpalleHne NPONYKIHHA TpeGOBaHKAM TEXHHYECKAX PErylaMeHTOB.

ITopanok M ycnosus o0s3aTenpHOM CepTHOHKAUAH HIM NEKNApHPOBAHHSA COOTBETCTBHA
ycTaHaBIHBaoTeA ¢T. ¢T. 20, 23 - 26, 28 - 30 PenepancHoro sakoHa ot 27.12.2002 N 184-03 "O
TEXHUUECKOM PeryIHposaHnu”.

Cornacho n. 3 cr. 46 denepansuoro 3akona ot 27.12.2002 N 184-03 "O TexnuueckoM
perynuposanun” [lpasutenscreom Poccuifcioit denepauust 10 IHA BCTYIUIEHMA B CHITY
COOTBETCTBYIOUIHX TEXHHUYECKHX PErNIAMEHTOB YTBEDMARIOTCA H ©KEFONHO YTOUHSAIOTCS SHWHBIA
nepeuenh TNPOAYKUHH, nomfexaileli 06A3aTenbHOA cepTHOHKALMM, M COHHMIH nepeueHb
MPOAYKUMH, TNOATeXAmell HeKnapHpoBaHuio coorsercrsud. Ilpoaykums, wHa KOTOpylo He
PacTpOCTPAHsETCS AeHCTBAE TEXHHYECKHX PEriaMelTOB B KOTOpas MpH ITOM HE BKITIOYEHA HH B
OZMH M3 YKA3aHHBIX NeEpevHed, He MomnenuT obssaTeNsHOMY NOATBEPKACHHIO COOTBETCTBHA (m.
3.1 ct. 46 GenepansHoro sawona ot 27.12.2002 N 184-3 "O rexHuueckoM peryaHpoBaHuu").

Moctanosnenne [Tpasurenscrsa PO or 23.12.2021 N 2425 "O6 yTBepACHUH €AHHOTO
TICPETHA NPOIYKINTH, NTOMTexXaneli ofsaaTensnoi cepruduxariny, ¥ eiHHOr0 EPeYHs NPOTYKIIHH,
nognexaulelt  JEKIAPHPOBAHHIO COOTBETCTRHA, BHECEHMM H3MCHCHHH B  IOCTAHOBJIEHHE
TMpasutensctea Poccuitcxoti Oemepaumn ot 31 nexabpa 2020 r. N 2467 u npusxanun
YTPRTHBIUMMY CHIly HeKOTOpbix akrop IIpaeutenscrsa PoccmAcko# Qenepatmu” TaKxKe He
COLEPIKHT B [IepeuHe MeAHLMHCKHE U3ennd (THIIb HYacTs M/l HIAENHH JUid BeTepHHAaphL).

Ing Toro uTo6u! OMPEAENUTH, HYXHO AH JUTA NPOAAKM MENUUAHCKOrO H3AEHHA TONYYHTh
AEKIApalHIO COOTBCTCTBHA, HEOGXOMMO O3HAKOMKUTLCA C NocienHedt peakuneH ¢AHHOTo nepetns
NPOAYKUKH, NOMIeXalWe! HeknapHpoOBaHulo cOOTBETCTBHA. ECIH MEAMLMHCKOE U3NEIHE B HEFO
BKIIOYEHO « HEKJIAPAIMA COOTBETCTBHA 00A3aTENbHA, €CAH HET - NPOAAKa MOXKET OCYILECTBAATECA
TONBKO NPH HAMHYUK PETICTPALMOHHOTO YAOCTOBEPEHMS.

B uacroswiee BpeMs MEMLMHCKME H3NENWs HY BKIIOYEHH B NEPEYHH INPONYKLHK
nojnexamue 0613aTeAbHON NeKIapaluK WU cepTH(UKALMH, H COOTBETCTBEHHO HE TOAExKaT
MapKMpOBKE CHMBOJNAMH CEpTHdHKAUKH.

Ynpasnstomui

Q00 «laxknuuy» A.B. PomaHoB
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UHO®OPMAILIMOHHOE ITHCHMO

Cornacho [Tocranosnenuto Tpasutenscraa PO or 01.12.2009 r, Ne 982 (pea. ot 04.07.2020)
"O6 yTBepKLEHMH EAMHOTO MEPEUHA TIPOAYKUWH, YOAnexaueH ofszarenbHoll cepTHdUKaUUH, H
eLWHOTO MEPEUHA NPOAYKUHH, NMOATBEPKACHHE COOTBETCTBHA KOTOPOH OCYLIECTBARETCA B thopme
FPUHATHA Aekaapalink o cootseicTeun” {c 1 ansapa 2021 roxa Mlexnapauny o Cootsetcteun FOCT P
yrpatunu _cmolo cuny. JOKYMEHT OTMERHN OBS3aHHOCTS MPOK3BOAMTEREH (AMNIOPTEPOB)
MEeOMIMHCKMX H3IERHA 1o oBA3aTeNsHOMY JeKIapHpOBAHHIO/CEpTHOHKAUNH MERHUMHCKHX
wanenuit. HoboBmeneHHe pPACIpPOCTPAHAETCA HAa MEAMIMHCKME WHCTPYMEHTBI, MEpeBA3OuHDIC
MaTepHaisi, TPpuGOPBL ANS NedeHHs W NUArHOCTHKY, CReUUabHylo MeGenb, H3NeNus IIPOTeHO-
OpTOTEAMYECKWE, RHN3BI AN [71a3 ¥ 1Ip.

Ioctanoenernenm [Tpasutensctea PO ot 04.07.2020 N 982 ¢ 01.01.2021 Grinut OTMEHEHBI H
NpU3HAHB! YTPATHBWMMHK CHY OTHENBHBIC aKThl H HX MOJIONKEHHMA, cobmonenne TtpeGopanHit
KOTOpHIX OIIEHUBAETCA NPH [OCYAAPCTBEHHOM KOHTPONE 32 obpaleHHeM MEAHUBHCKHX H3penu, B
TOM YHCIe OTAENbHBE pasfentl EAMHOrO nepedHs NPOAYKUMH, [OATBEPHCACHHE COOTBETCTBHS
KOTOPOH OCYLIECTBIACTCA B dbopMe MPUHATHA JeKNapauW¥ O COOTBETCTBHH. Bombmasn uacTh
Pa3ZIeNoB, KAaCAKOIWMXCA MEAHLIMHCKAX H3AENHH, B TOM YMCIE PACXOJHBIX MATEPHAJIOB, H3 HAHHOTO
Tlepeuns uckmouenst. A ¢ 01.09.2022 yrparun cuny sech EmuHbIft nepeteHb NpOMYKLHH, YTB.
TTocranosnenneM Ipasutenscrsa PO ot 01.12.2009 N 982.

Cornacio 1. 1 ¢r. 38 ®egepansroro 3axosa ot 21.11.2011 N 323-03 "06 ocHoBax oxpaHsl
3mopoBka rpaxaas B Poccuifckolf @enepauuu” MEAMUMHCKHMY U3NCNKAMA NPUIHAIOTCA mobnte
HHCTPYMEHTHI, ANTNAPAaTH, NpUGOPE], 06OpYAOBAHUE, MATEPHATIB], MPUMEHSEMBIC B MEAHUHHCKUX
HENAX OTHENBHO MU B COYCTAHMH MeXIy cobofli, a Takie BMECTE ¢ APYTHMH NPHHAMIEKHOCTAMH,
HeOOXONMMBIMU JUTA WX TpPHMEHEHHA, BKIIOYas ClElHafbHOe nporpaMmHoe ofecneuene, u
NpenHa3HAYEHHBIE TPOU3BOANTENEM [N NPOGHNAKTHICH, AUArHOCTHKH, JCYEHHS ¥ MEUUUHCKOH
peabunuTauyy  3a00NEBaHWH, MOHMTOPHHTA COCTOSHMA OPraHHiMa HeNnoseka, MNPOBEACHHA
MEIMLHHCKHX MCCNeNOBAHMY, BOCCTAHOBJEHHS, 3aMEIUEHWA, WIMEHEHHA AHATOMWYECKOH
CTPYKTYph! MAH {uanonornyeckux (QyHKUMA OpraHusMa, MPENOTBPAlICHHA HIM NPEPBIBAHHA
BepeMEeHHOCTH. '

B omaMuMe OT JEKAPCTBEHHBIX CPCACTB, (DYHKUMOHANBHOE HA3HAYEHHE MERHMHHCKHMX
U3nennit He peanHsyercs NyTeM (GapMaxoNOrHYecKOro, UMMYHOIOTHYECKOTO, FeHETHYUECKOTO WK
meTaGoNMuecKoro Bo3aeHCTBHA HA OpraHM3M uenoBexa, OOf3aTeNbHBIM yClIOBUEM oOpallleHus
BCEX MEAMLMHCKHX H3Aenui Ha Tepputopun Poccuiickol enepauuy ABIACTCS HX PErHCTpauns B
mopsanke, ycraHosmenHoM IlpaButensctBoM Poccuiickoll denepalini, YHONHOMOYECHHBIM HM
(henepaneHEIM OpraHoM McnonHuTensEON Bracty (4. 4 cr. 38 ®enepansHoro 3akona or 21.11.2011
N 323-93). ,

B uenax rocysapcTBEHHON PETMCTPaldH MEAWUMHCKUX H3NENHH NPOBOAATCH OUCHKA HX
COOTBETCTBHA B (OpMe TEXHHYECKHX HCIBITAHHK, TOKCHKONOTMYECKHX MCCHENOBaHukH,
KITHHHYECKUX HCIBITARKI ¥ IKCIIEPTH3a KavecTBa, IPQeKTHBHOCTH K BE30IaCHOCTH.

IloxyMeHTOM, nonTBepxaaouuM (akT rocyaapCcTBEHHOH PErHCTPalHH MEAHUHHCKOro
H3Jenus, SBIAETCA PETHCTPALIHOHHOE Y IOCTOREPEHHE HA MEIHIMHCKOE H3REIHE.



