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NMPABUTEIbCTBO POCCUICKOWN ®EOEPALIN
NMOCTAHOBNEHWE

0T 18 ceHTabpsa 2012 r. N 942

MOCKBA

YTpatuno cuny - NoctaHoBseHMe
MpasuTtenbcTBa Poccuinckon depepalimu
07 19.12.2014 r. N 1419

O nopsiake LeKIapupoBaHNs COOTBETCTBUS BNepBble
BbIMyCKaeMoii B obpalleHve NpoayKLuum

B cooTtBeTCTBUN C NYyHKTOM 10 cTaTbn 46 ®efepasibHOro 3aKOHa

"O TexHn4eckoM perynmposaHun” MNpasnTenbCTBO Poccuinckon denepaunm
noctaHoBNAET:

1. YCTaHOBUTb, YTO A0 OHSA BCTYMNJIEHUSA B CUY COOTBETCTBYIOLLNX
TeXHUYeCKMX pernaMeHToB LeKjapmpoBaHe COOTBETCTBUSA BriepBble
BbIMyCKaeMol B obpalleHne NpoayKLmmu, OTHOCALLENCA K BUgy, Tuny
NPOAYKLUUN, BKNIOYEHHOW B €ANHbIN NepeyeHb NPoayKLMKW, NoANexXallen
obsizaTenbHOM cepTUdUKaLUmM, UK K NPOAYKLNN, B OTHOLUIEHUN KOTOPOM
npefycMOTPEHO AeKlapupoBaHue COOTBETCTBUS HA OCHOBaHUN
[0Ka3aTesIbCTB, NOJIYYEHHbIX C Y4aCTUEM TPEeTbeN CTOPOHbI, €C/IN B
OTHOLUEHUW TakoW NPOAYKLMMN OTCYTCTBYIOT UK He MOTyT BbiTb MPYMEHEeHbI
HOpMaTVBHbIE NPaBOBbIe akTbl Poccuiickon ®enepaumm u HOPMaTUBHbIE
LOKYMEeHTbI (hefilepanbHblX OPraHOB UCMOJIHUTESIbHON BNACTH,
yCTaHaB/AMBatoLWMe B COOTBETCTBUN C MYHKTOM 1 cTaTbn 46 ®efepanbHOro
3aKoHa "O TexHu4yeckoMm peryamposaHmmn" obszatenbHole TpeboBaHMS,
OCYLLECTBIAETCA Ha OCHOBAHMMN COBCTBEHHbIX A0Ka3aTeNbCTB U3rOTOBUTENS
Takon NpoayKuuu (nnua, BbINOAHALWEro PyHKLUN MHOCTPAHHOro
M3roToBUTENSA) B COOTBETCTBUM C [TOPALKOM MPUHATUA LeKapaummn o
COOTBETCTBUMN N ee perncTpaumnmn, yTBepXXAeHHblM NocTaHoOBIeHNEM
MpaBuTenbcTBa Poccninckon ®egepaunn ot 7 nons 1999 r. N 766.

2. leknapalumm 0 COOTBETCTBUW B OTHOLUEHWUMW NPOAYKLMMN, YKa3aHHOW

B NYHKTe 1 HAaCTOALLEro noCcTaHoBJIEHUSA, 0YOPMIAIOTCA MO (hOPMe COracHo
MPUIIOXKEHMIO.

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunn [.Mensenes

MPUJTOXXEHWE
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K MOCTaHOB/eHMIO MpaBNTeNbCTBA
Poccunckon ®epepalmm

oT 18 ceHTabpsa 2012 r.

N 942

®opma

OEKITAPALKNA
0 COOTBETCTBUM BrepBble BbiMycKaeMol B obpalleHne npoayKumm

(HanMeHoBaHWe opraHM3aLun AN GamMmnIns, UMs, OTHECTBO
NnHOnBMAYanbHOro npeanpuHnMaTensa, NPUHABLLNX OeKapaunto
0 COOTBETCTBUN)

(cBeOEeHMS 0 perncTpauum opraHnsaumm Wan UHAMBUAYaAbHO O
npeanpuHuMaTens (gaTta perucTpaunn, perncTpaLmoHHbIA HOMep))

(appec, TenedoH, akc)

B Snue

(OMKHOCTb, (haMuuns, UMS, OTHECTBO PYKOBOAMTENS OpraHmM3aumm, ot
MMEHN KOTOPOI NMPUHMMAETCS AeKapaLns 0 COOTBETCTBIN)

3a8BASET, 4TO

(HavMeHoBaHWe, TWM, MapKa NPOAYKLIMU, HAa KOTOPYH pacrnpocTpaHseTcs
Aeknapauus

o cooTBeTcTBUK, KOO OK 005-93 n (unn) TH B3 TC, cBegeHns o
CEPUAHOM BbIMyCKe WAK NapTumn (HoMep NapTUKn, HOMepa U3aenun,
PEKBU3NTLI 4OroBOpa (KOHTpaKTa), HaknagHas, HauMeHoBaHNe
N3roTOBUTENS, CTPaHbI))
COOTBETCTBYET TpeboBaHMAM
(0603HaYeHUss CTaHOAPTOB OPraHM3auunin, TEXHNYECKUX YCI0BUIA

1 ApYrux OOKYMEHTOB, yCTaHaBAMBAOWMUX TPeOOBAHUS K TaKOW NPOaYKLIK)

Jeknapauus o COOTBETCTBUM NPUHATA Ha OCHOBAHMUK
(MHhopMaLMS 0 IOKYMEHTaX,

ABNAOLWNXCA OCHOBaHUEM OJ1A NPUHATNA OEKNapalnin O COOTBETCTBUN)

HaTta NPUHATNA OEKTapalin 0 COOTBETCTBUN
[eknapauunsa o COOTBETCTBUM AeiCTBUTENbHA 00

M. .
(moanucb) (MHMUManbI, hamnans)

CeefieHns 0 perncTpaunm geknapawumm o COOTBETCTBUN
(HauMmeHoBaHWe 1 agpec

opraHa no cepTuUduKaLmmn, 3aperncTpUpoBaBLLErO AeKapauunio o
COOTBETCTBUN)
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(oaTa perncTpaunm n perucTpaLnoHHbI HOMEpP AeKaapauumn o
COOTBETCTBUN)

M. M.
(moanuck) (MHMUManbl, GamMnansa pykoBoaUTENS OpraHa no
cepTugmKaummn)
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