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MNpegncnosne
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2 BHECEH TexHuyeckMM koMuTeTOM Mo cTaHgapTusaunm TK 436 «YnpaBneHue kayecTBOM MeauLMH-
CKUX n3genvin

3 YTBEPX/EH VI BBEJEH B IENCTBVE Mpukasom ®eaepanLHOro areHTCTBa No TeXHNYEeCKOMy pe-
ryivpoBaHuio u metposiormm ot 17 mapta 2016 . No 156-cT

4 HacTtoswmii cTaHAapT MAEHTUYEH MexAyHapoaHOMy AOKYMeHTY MexayHapogHoro dopyma pery-
NATOPOB MeanumHckux msgennii (International Medical Device Regulators Forum. IMDRF) IMDRF/MDSAP
WG/N3FINAL:2013 «TpeboBaHUs K opraHu3aumnsiM, OCyLLEeCTB/IAIOWMUM ayauT U3roTOBUTENEN MeULMHCKUX
nsgenuii, B LEnAX YNOSIHOMOYMBaHWA perynupylowmumy opraHamu» (IMDRF/MDSAP WG/N3FINAL2013
«Requirements for medical device auditing organizations for regulatory authority recognition»)

Mpy NpMMEeHeHUN HacToALLero cTaHJapTa PEKOMEHAYETCA UCNO/b30BaTbh BMECTO CCbIJIOYHBIX MeXAyHa-
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5 BBEJEH BIEPBbIE
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BBepeHve

HactoAwwmii ctaHAapT SBNSeTCA OAHUM W3 Cepun AOKYMEHTOB, paspaboTaHHbix MexgyHaponHbIM
chopyMOM perynsaTopoB mMeauuuHckux msgemuin (International Medical Device Regulators Forum. IMDRF) ¢
Luenbio BHeAPEHUS KOHLUEenuuu efuHoro ayauTa usrotosuTenein meguumHckux usgenuin (Medical Device
Single Audit Program. MDSAP). fisa fokymeHta — IMDRF/MDSAP/WG/N3 n IMDRF/MDSAP/WG/N4 — sB-
NATCA AononHaWmMMY apyr gpyra. OHU HanpaBneHbl Ha ycTaHoBNeHue TpeboBaHuii K ayaUTOPCKUM opra-
HM3aLMsAM N YaCTHbIM 3KCNepTaM, BbIMOMHAOWMUM ayAnTbl HA COOTBETCTBME PErynnpylowmnm TpebosaHnam un
WHble NpoLeaypbl B paMkax 3akoHOAAaTeNbCTBa B OTHOLLUEHUW MEeAULMHCKUX U3AENNIA, a Takke Npoynx perynu-
PYIOLLMX NOMOXEHNIA 1 NpeanMcaHnii B COOTBETCTBYIOLLLE 061aCTV HOPUCANKLNN.

[Ba gononHuteneHbix fokymeHta IMDRF/MDSAP/WG/N5 n IMDRF/MDSAP/WG/N6 Takke fONONHAIT
Apyr apyra. OHu ycTaHaBnmBaloT TpeboBaHWA K perynnpyoLwwym opraHam 1 nx aKkcneptam B OTHOLLEHUW TOro,
Kak OHW ByayT OLEeHMBATb COOTBETCTBME ayAUTOPCKMX OpraHn3aunii Tpe6oBaHUsIM, YyCTAHOB/IEHHLIM B [OKY-
meHTax IMDRF/MDSAP/WG/N3 n IMDRF/MDSAP/WG/N4.

B nononHexve gokymeHT IMDRF/MDSAP/WG/N11 onpefensieT MeToj, «rpajauvm» HeCOOTBETCTBUI B
pesynbTare MHCNEKUW ayANTOPCKMX OpraHn3aLnii co CTOPOHbI PEryINPYIOLWMX OPraHoB, a Takke onpeaenser,
KakK OKyMEHTUPOBAaTbL NPOLECC NPUHATAA PeLIeHWit B OTHOLIEHUN YNOTHOMOYMBaHNSA ayAUTOPCKMX OpraHm3a-
LW UM OTMEHbBI TAKOTO YMOSIHOMOYMBAHUS.

[aHHas nogbopka gokymeHToB IMDRF MDSAP o6ecneunT NOCTPOeHUEe OCHOBHbIX G/10kOB TpeboBa-
HWA. ycTaHaBNMBaOLWMX eAVHble NPUHLUMMBLI AN NPU3HAHWA U MOHWTOPWUHIA OpraHu3auunil, BbIMOMHAIOLNX
perynaTopHble ayauTbl U Apyrue BuAbl AeATE/IbHOCTW, CO CTOPOHbLI PEerynvpyroLwmx opraHos. B HEKOTOpbIX
IOPUCAMKLMAX NPOLLECC Takoro Npu3HaHWa Ha3blBaeTCs YNOHOMOYMBAHUEM, HOTU(MKaLeR, perucTpaumeid,
Wn akkpeguTaume.

IMDRF paspa6oTtan MDSAP gns cofeiicTBus 1 NOAAEPXKKMA €ANHBIX MEeXAYHapOAHbIX NOAXO0A0B K CU-
cTemam perynumpoBaHusi. B pamkax atoro IMDRF cTpemMnTcst HaliTu 6anaHc Mexzay OTBETCTBEHHOCTbIO pery-
NVPYIOLNX OpraHoB [/19 ob6ecrneyvyeHns 3aluTbl rpaxiaH W. B TO Xe BpPeMs, He co3fasas He0b60CHOBaHHbIE
nperpagbl 419 ayAUTOPCKUX OpraHnsaunii 1 MeanLuUHCKON NPOMBILLIEHHOCTU. PerynvpyoLie opraHbl MOryT
ycTaHaB/MBaTb AOMNOMHUTENbHbIE TPEOOBaHMSA, NOMMMO TpeboBaHWil HACTOSLLEro CTaHAapTa, B Cny4yae korga
Takme TpeboBaHUs HeOOXOAUMbI B paMKax HaLMOHa/IbHOrO 3aKOHOAATeNbCTBA.

Llenbto HacTosLero ctaHaapTa ABnseTcsa onpefeneHvie TpeboBaHnii kK ayAUTOPCKMM OpraHn3auunsam, Bbl-
MOMHAKOLLMM ayuTbl HA COOTBETCTBME Perympyowmnm TpeboBaHnaM, a Takke Apyrum acnekram, CBA3aHHbIM
C 3TMM npoueccom. lMpouecc NpoBefeHns ayauTta 1 3akiiouyeHns no ayauTty, BbINOSIHEHHbIE ayAUTOPCKUMMN
opraHusauusMu, nognexar AanbHelilei oueHke co CTOPOHbI PErY/IMPYIOLLIMX OPraHoB B CTpaHax W pernoHax,
rae MeguuMHCKNe n3genus npousBoaATcs U/Mnv BbinyckaloTcs B obpalleHue.
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HALUWOHANbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

Tpe6oBaHMA K OpraH13anusamM, OCyLecTBASAIW UM ayAuT N3roTOBUTENE MefULMHCKUX U3aenui,
B LLe/IAX YNOJIHOMOUYMBAHMS PeryiMpylowyMyn opraHamm

Requirements for medical device auditing organizations for regulatory authority recognition

[ata BBegeHns — 2017—03—01

1 O6nacTb NpUMeHeHus

PaHee perynupylowmmm opraHamu 6bi11M ykasaHbl HefocTaTku CTaHA4apToB, KOTOPbIE WUCMO/b30Ba/IUCH
ANA yNno/IHOMOYMBaHWA OpraHusaunii, NPoBOAALWNX ayAUTbl ANA Lenei perympoBaHns B OTHOLEHNN Meau-
LUMHCKUX n3genuii. 3T cTaHaapTbl GbIN CAMLLKOM OGLMMK U NpeAHa3Havanch 4155 KOMMepUeckmux Lenei.
TemM He MeHee MHOrve opraHusauuu, AeiCcTBYOLMe B pamMmkax CUCTEMbl PErYIMPOBaHUSA MeANLMUHCKNX U3ae-
NI, [OMKHBI COOTBETCTBOBATL 3TUM CTaHAapTam No MHOTMM MPUYMHAM.

Mepep pa3paboTkoli HacTosALWEero AokyMmeHTa paboyas rpynna IMDRF MDSAP npoBefia aHasim3 MHOMMX
CYLLLeCTBYIOLLMX CTAHAAPTOB, PYKOBOAALLMNX AOKYMEHTOB 1 pErynmpytoLmx TpeboBaHuii, BKIOYas JOKYMEHTbI
MexayHapogHoro dopyma no akkpegutauuu (International Accreditation Forum. IAF), 4To6bl BbISSBUTH OC-
HOBY A/151 YNO/IHOMOYMBAHNA ayAMTOPCKUX OpraHu3auuii. TeMm He MeHee perynvpylolme opraHbl B cOCTaBe
IMDRF He vmMeloT opuumnanbHoOro craryca B Takux pabouux rpynnax kak IAF n He nmeroT npasa rosnoca B
ynpasneHun |AF nnm npuHaTum nosuumm |AF B pamkax Kakux-nnbo cornalleHuii, YTo He NO3BONSET perysm-
pyloLMM opraHamMm MHULMMpPOoBaTb NepPecMoTp AOKYMeHTOB IAF Ansa o6ecneyeHns cOOTBETCTBUS CBOUM Tpebo-
BaHMAM. Takxke 6bl/10 OTMEeUYeHO, 4TO Hanbonee 4acTo NPUMEHSIEMbIM CTaHAAPTOM SBNAeTCS pa3paboTaHHbIl
MexayHapogHoii opraHusaumeii no ctaHgaptusaumm (International Organization for Standardization, 1SO) u
MexayHapoAHOI anekTpoTexHMYeckoi komuccumeii (International Electrotechnical Commissto. IEC) ctaHgapT
ISO/IEC 17021-1:2015 «OueHKa cooTBeTCTBMA. TpeboBaHUsA K opraHusaunsmM, npoBoAsALUM ayauT n ceptu-
dhukaumio cucteM MeHegxmeHTa. YacTte 1.TpeboBaHus».

PerynupytoLune opraHbl N0 MeAULMHCKUM U3AE/IUAM TakkKe UMEelT He3HaunTesibHoe BusAHWE Ha opra-
Hu3auuu, paspabarbiBalolive 3TOT CTaHAapT, U HEe MOryT HanpaMmyl UHULUMUPOBaTb U3MEHEHWe B HeM AN
BbIMO/THEHMSA perynupylowmx tpebosaHuii. Moatomy perynvpylowummu opraHamy B coctaBe IMDRF 6bina
npu3HaHa Heo6xoaMMOCTb pa3paboTkM OTAENBHOMO NakeTa TpeboBaHU AN ayAUTOPCKUX opraHu3auuii, ocy-
L eCTBNSAOWMX ayanTbl N3roTOBUTENEN MEeAULMHCKUX WU34eNuii, NCnonb3ys, rae BO3MOXHO, CyllecTBylowme
cTaHJapThbl.

BbiBogoM paboueid rpynnbl, NpoBoAMBLUEl/ aHanu3, SBASETCA BO3MOXHOCTb WCMO/b30BaHUA
ISO/IEC 17021-1:2015 B kauyecTBe OCHOBbI A/1A pa3paboTky TpeboBaHWiA HacTOsLLEero cTaHaapTa nocpen-
CTBOM BK/IIOYEHNSA KOHKPETHbIX Tpe60BaHWi K ayMTOPCKAM OpraHn3aunam v UCKTYEHUS NN CMATYEHNS He-
KOTOpbIX 06LLMX TpeboBaHuiA, KOTopble 6biNV NpeAHa3HauYeHbl cneuranbHo A1 KOMMEPUYECKMX OpraHu3aLuii,
B TOM C/lyyae, Korga ayamTopckas opraHusauus cama siBfIieTca peryvpyowmnM opraHom. AyAuTopckue opra-
HM3auun, ABASAKLWMECS PEryMpyoLWMMN opraHamu, nognagaroT Nof Hoe 3akoHoAaTeNbCTBO U TpeboBaHuUS.

ISO/IEC 17021-1:2015 ucnonb3yeTcs Kak HOpMaTMBHas CCblsika B paMKax HacTOsWero craHgapTa.
B cnyuyae nepecmoTtpa ctaHgapta ISO/IEC 17021-1:2015, IMDRF paccmoTpuT HOBYHO BEpCUIo cTaHaapTta v
onpeaenuT, HyxagaeTca 1 B NepecMoTpe HacTOoAWNIA CTaHaapT.

Takxe 0XuaaeTcs, YTO OLEHKa ayAUTOPCKMX OpraHusauuii co CTOPOHbI PerynunpyioLwnx opraHos 6y-
[JeT BKNoYaTb Kak oblime, Tak U cneumduyeckme TpeboBaHUs, ykasaHHble B HacTosleM cTaHgapre. [Mo-
3TOMY HyMepauus MyHKTOB HaCTOSLIero ctaHjapTa npvBefeHa B COOTBETCTBME C Hymepauuein MyHKTOB
ISO/IEC 17021-1:2015.

M3paHue oduymansHoe
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Hactoswwmii cTaHgapT NPYMEHUM K ayAUTOPCKAM OpraHu3auusiM, KoTopble NpoBOAAT ayAuTbl U3roTo-
BUTENel MegULMHCKNX U3Aenuii, a Takke BbINOHAKT Kakne-nm60 nHbie NpoLeaypbl, CBA3aHHbIE C ayAUTOM.
K ayanTopckum opraHusauusam npegbaBasoTca Tpe6oBaHna No NPOBEeAEHU0 OLEeHKWN pesynbTaTVBHOCTU CU-
cTeMbl MeHegKkMeHTa kayecTsa (CMK) nsrotoeuTens, a Takke UHbIX acnekToB, KOTOpble MOryT BK/IoYaTh:

- CBA3aHHble C NPOoAyKLUWei nnm npoLeccaMmm TEXHONOMMIU NPOM3BOACTBA (Hanpumep, NUTbe Nog fasne-
HUeM, cTepunusaums):

- CBUAeETeIbCTBA COOTBETCTBUS TEXHNYECKON AOKYMEHTaUuN Ha NpoAyKLMI0 NPUMEHUMbIM PErynmpyo-
LWmm TpeboBaHNsaML).

HacTosAwwmii ctaHaapT He ycTaHaB/IMBAET KakMX-IM60 AOMNOMHUTENbHbLIX TpeboBaHWi K cepTudukaummn
npoaykuum (ISO/IEC 17065:2012) unu TpeboBaHuii K ucnbiTaHnam npoaykuum (ISO/IEC 17025:2005).

Cnepyiowve Buabl AeATE/IbHOCTU UCKIOUYEHbl U3 061acT NPYMEeHeHNs HacTosLero ctaHgapra v3-3a
pasHOpPOAHOCTM B Pa3NIUUHbIX CTpaHax perynvpyroLmx TpebosaHunii no:

- aKCnepTM3e JOKYMeHTauuu 40 Bbifycka B obpatleHne (Hanpumep, akcrneptusa focbe no paspaboTke,
3asB/IEHWIA Ha pervcTpauuio, 3asBeHnii No perncTpauum/HoTudmKauum), Kotopas 06bI4YHO BbIMOHAETCA cre-
Lpanuctamv No KOHKPETHON NPOAYKLMH;

- OKOHYaTe/ IbHbIM peLleHnsM No 6e30MacHOCTU 1 PYHKLMOHANbHBIM XapakTepuctukam (3t heKkTUBHO-
CTN) MEANLMHCKUX U3AEeNUIA, KOTOPbIe NMPUHUMAIOTCA PerynvupyloLwyMm opraHamu.

dyHKUMN ay[MTOPCKOW opraHusaunmn, BKAOYEHHble B 06/1aCTb NPYMEHeHNA HaCcToALero ctaHjapTa, a
Tawkke pacnpefesnieHne oTBETCTBEHHOCTU, NpeAcTaBeHbl B Tabnuue 1.

Ta6nuua 1— ®OyHKUMW U pacnpeaesieHne oTBETCTBEHHOCTW B ayUTOPCKOI opraHusaLum

DyHKUMA Mpn ayaute Mpy NpUHATUM peLLeHns
AHanus 3anaBKWM WU3roToBUTENS AN8 onpefeneHus Tpebo- He npumeHumo Mpepncepartens
BaHUii K KBanndmkaLum rpynnel ayanuTopos, Bbibopa YieHoB Komuccum

rpynnbl 1 onpeseneHnst NPoLO/MKMTENbHOCTY ayauTa

OueHKa CMCTEMbI MEHEA)KMEHTA KauecTea Beaywwii aygutop/ He npumeHumo
Ayantop
OueHka TexHOMOrWiA, CBA3aHHbLIX C NpoAykuuei/npouec- TexHu4ecknii akcnepT He npumeHnmo
camu
OueHKa TeXHWYECKO AOKYMEHTaLum*) TexHu4ecknii akcnepT He npumeHnmo
OueHka perynmpyowmnx Tpe6osaHuii Beayuwwnii ayautop/AyanTop/ He npumeHumo

TexHuyecknit akcnepT

YTBepxfeHne pe3ynbTaToB He npumeHumo PykoBoauTenb opraHa
no ceptudmkaunm

2 HopmartuBHbIe CCbIIKU

ISO/IEC 17021-1:2015 OueHka COOTBETCTBUSA. TpeboBaHMSI K opraHam, MPOBOAAWMUM ayguT u cep-
Tudmkaumio cuctem MeHemkmeHTa. Yactb 1. TpebosaHus (ISO/IEC 17021-1:2015 Conformity Assessment.
Requirements for bodies providing audit and certification of management system. Part 1. Requirements)

GHTF/SG3/N19:2012 W3penus meguumHckue. CUcTeMbl MeHeIKMeHTa KavecTBa. Cuctema knaccudu-
Kauuy HecoOTBETCTBMIA ANA Uenei perynnpoBaHns n obmeHa vHdgopmauneli (GHTF/SG3/N 19:2012 Quality
management system. Medical devices. Nonconformity Grading System for Regulatory Purposes and Informa-
tion Exchange)

GHTF/SG1/N78:2012 MpuUHLMNbI OLEHKN COOTBETCTBUA MeanUMHCKNX usgennii (GHTF/SG1/N78:2012
Principles of Conformity Assessment for Medical Devices)

GHTF/SG1/N46:2007 MpuWHUMMNbI OLEHKU COOTBETCTBMSA MEAULUHCKUX W3Aenvin Ans AnarHoCTUKu
in v tro (GHTF/SG1/N46:2007 Principles of Conformity Assessment for In Vitro Diagnostic Medical Devices)

*) B TOil Mepe, HacKo/IbkO 3TO BO3MOXHO MpPW NPOBEAEHUN ay[uTa Ha MecTe, U B COOTBETCTBUM C NPUMEHUMbIMU
perynupylowmmm Tpe6oBaHusMu.
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GHTF/SG1/N29:2005 OnpepgeneHve TepMuHoB «MeguuuHckoe usgenve» n «MeauumHckoe usgenve
ANs guarHoctuku in vitro» (GHTF/SG1/N29:2005 Definition of the Term «Medical Device» and «In Vitro Diag-
nostic Medical Device»)

ISO/IEC 17000:2004 OueHka cooTBeTcTBMA. Cnosapb 1 o6wme npuHuunsl (ISO/IEC 17000:2004 Con-
formity Assessment. Vocabulary and general principles)

3 TepMuHbI 1 onpeaeneHvs

B HacToswWweM cTaHAapTe NpUMEHUMbI Criefytolmne TePMUHbLI C COOTBETCTBYIOLWMMU onpegenieHnsamu.
31

ayauT (audit): Cuctematmyecknii, He3aBUCUMBbIA 1 JOKYMEHTUPOBaHHbIV NpOLecc NoyYeHuns 3anucei,
dhrkcpoBaHusi (hakToB WM APYroii COOTBETCTBYIOLLEN MHOPMALMM U UX 06BEKTUBHOTO OLLEHWBAaHWUA C
LleNbl0 YCTaHOB/IEHUS CTEMEHW BbINOSIHEHNS 3afaHHbIX TpeboBaHWiA.

[ISO 17000:2004]

3.2 ayguTtopckas opraHusauusa (auditing organization): OpraHu3auus, nposoAsLLas ayauT U3rotosu-
Tena MeAUUMHCKOrO M3fenns Ha COOTBETCTBME TPebGOoBaHMSAM CUCTEMbl MeHeKMeHTa KayecTBa W Apyrum
NPVUMEHVMbIM Perynmpylowmum TpeboBaHnaM B OTHOLLIEHUN MeAULMHCKOro n3genus. Ayantopckas opraHusa-
Lmsa MOXeT 6bITb Kak He3aBUCUMOI OopraHu3almet, Tak 1 caMUM Perynpyowmm opraHom, KOTOpbI NpoBoauT
ayAuTbl HA COOTBETCTBME PerynvpyowmnmMm TpeboBaHnAM.

3.3 meguumHckoe msgenue (medical device)l): /lo6oi MHCTPYMEHT, annapart, nNpubop, YCTPOWCTBO,
obopyfoBaHue, UMMNAAHTAT, in Vitro peareHT uam Kanmépartop, nporpammHoe obecnevyeHune, mMarepuan uam
WHble MOAO0GHbIE MW CBSA3aHHbIE C HUMW W3fenus, npefgHasHauvyeHHble U3roToBuTeNeM ANs NPYMEHeHUs K
YyesioBeKy Mo OTAENBbHOCTU UMW B COYETaHUM APYT C APYTOM B LENsx:

- ANArHOCTUKMN, NPOIUNAKTUKA, MOHUTOPUHTA, TIeYeHnss Un obneryeHns 3a6oneBaHwuii;

- ANArHOCTUKN, MOHUTOPWHTA, le4eHunsi, 061er4eHns nav KoMnNeHcawum nocneAcTBnin TpaBMbl;

- uccnefoBaHvs, 3ameLLeHns UM U3MeHeHNss aHaTOMUYECKOro CTPoeHUs nan prusnonornyecknx npo-
Lieccos;

- NOAAEPXaHNSA WU COXPaAHEHUS XU3HW;

- ynpaB/fieHus 3avatmem;

- Ae3UHMEKLNN MeAULMHCKNX U3aeNuii;

- NoAy4YeHns nHdopmauuy gns MegULMHCKMX Lenein nocpeacTBoOM uccnefoBaHuns in vitro npob, B3ATbIX
13 Tena 4yenoseka, Npv YCA0BUMW, YTO UX PyHKUMOHANbHOE BO3AENCTBME Ha Ye/T0BEYECKUil opraHn3m He pe-
anunsyeTcs 3a cyeT hapMakosIorMyecknx, UMMYHOTOTMYECKUX MU MeTaboNnyeckux cpefcTs, HO MOXET noj-
JepxuBaTbCs TakMMu cpefcTBamu.

MpumeyaHne — Cregytoluve U3AENUS MOTYT PacCMaTPUBATLCA B HEKOTOPbIX CTPaHaX Kak MeAULMHCKIE, HO
B X OTHOLLIEHWUW €LLie He BblpaboTaH efyVHbI Noaxos;

BCMOMOraTe/lbHble CPeACTBa A/1s1 /L, C OrPaHNYEHHbIMA BO3MOXHOCTSMU WM C (OUBUHECKUMU U YMCTBEHHBIMU
HefocTaTkamu:

- U3Aenvst AN NEYEHNs/ AnarHoCTVKV 3a60NeBaHIA U TPABM Y XMBOTHbIX:

- NPYHALNEXHOCTU MEAULIMHCKUX U3AENNI;

- AE3VHMLMPYIOLLVE BeLlecTBa:

- U34S, BKIOHAOLLME TKaHW XMBOTHBIX Un yenoBeka (GHTF/SG1/N71:2012).

4 TMpuHUUNbI

B HacTosilem pasgene He COAepXUTcs TpeboBaHWi K ayAnTOPCKUM OpraHmnsaLlmsam.

B nyHkTe 4.1.1 ISO/IEC 17021-1:2015 onpefeneHo «puHUUNbI, NpUBeAEHHbIE B HACTOSLLEM pa3je-
ne, ABNSOTCA OCHOBON ANA U3NT0XEHHbIX B CTaHAapTe PyHKUNOHA/IbHBIX U onucaTesbHbIX TPeboBaHuii.
HacToswwuii cTaHgapT He COoAepXUT KOHKPeTHbIX TpeboBaHWii ANS BCEX BO3MOXHbIX cUTyauuin. 3Twu
NPUHLUMNbI cnefyeT NPUMEHATb Kak pyKoBOAsLLME YKa3aHWsa Npu NPUHAT UK peLLeHniA, KOTopble MOryT no-
TpeboBaTbCA B HeNpeABUAEHHbIX cnTyaunsax. MpuHLUMbI He ABNSITCA TPeboBaHNAMUY.

1>B KayecTBe [OMNOSIHATENLHOTO MOSCHEHUS, B ONpPeAeneHHbIX CTpaHax U3fenus ANa KocMeTuyeckux/actetnye-
CKMX Lieneli Takke MOryT paccMaTpmBaThCs Kak MELULMHCKUE U3Lenus.
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5 O6uwwme TpeboBaHUS

5.1 Oco6eHHOCTH, CBSA3aHHbIE C 3akoHo4aTesibCTBOM U Aorosopamu

HaumoHanbHble 3aKOHbl U HaLWOHaNbHOe perynMpoBaHue NoMMMo TpeGoBaHMUii, YCTaHOBEHHbIX pery-
NIVPYIOLWMM OpraHoM No MeANLMHCKUM U3AEeNUSIM, MOTYT 6bITb NPUMEHVUMbI K U3rOTOBUTESI0 B OTHOLLEHNMN Kak
ropuamnyeckoit, Tak 1 OMHAHCOBOI OTBETCTBEHHOCTY.

HOpuanueckoe NULO He MOXeT GbiTb ayaMTOPCKOV opraHusaumeii, ecim oHO NPW3HAHO BMHOBHLIM B
HapyLWeHUN HauMOoHasIbHbIX 3aKOHOB WM PerynnpoBaHns MeAWUMHCKUX U3LeNvid, uanm B npepocTaBieHnm
JNIOXHbIX CBEAEHWUIA 1 OCYLLECTBNEHNS HECOOTBETCTBYHOLLEN AeATENLHOCTH.

Mcknovenna ns ISO/IEC 17021-1:2015

Perynupytowunii opraH, ocyLecTBAAOWMIA AeATENBHOCTL B KauyecTBe ayAuTOPCKO opraHusauuu, He
HyX[aeTcs B lopuanyeckm ohopmIeHHOM AOroBOpe C U3roTOBUTENIEM MEAVLUHCKUX U3AeNnii B criyyae Bbl-
NOSIHEHUS AaHHbIX PaboT B pamMmKax COOTBETCTBYIOLLENO 3aKoHOAaTeNbCTBA.

CneuunanbHble TpeboBaHNS B OTHOLEHWW ayAUTOPCKUX OpraHusaumnii, ocyLiecTBAAIOWMNX ayanuT
N3roToBuUTENEN MEAUUNHCKUX N3aennii

5.1.1 AyauTopckas opraHusauyus [o/HKHa NpeocTaBuTb YrosIHOMOUYMBAIOLEMY peryimpyowemy opra-
HY MHChOpPMaLMio O CBOEI OpraHW3aLMOHHON CTPYKType, Bnajenblax, a Takke puaniecknx n gusnyeckmnx
nnuax, KOHTPONUPYLWUX ayAMTOPCKY0 OpraHu3aumio.

5.1.2 Ecnn aygutopckas opraHusauus fABASETCA I0PUANYECcKUM IMLOM, HaxoAAWMMCA YacTUYHO UK
NOMIHOCTLIO B CcOCTaBe Gosee KPYnHol opraHnsaumm, ayagntopckas opraHM3aumns Ao/KHa YeTKO JOKYMEHTUPO-
BaTb CBOW BUAbI feATENbHOCTW, CTPYKTYPY ¥ yNpasieHne B pamkax rosloBHON opraHu3aummn n ee B3anMogeii-
CTBUWE C ayANTOPCKON opraHusaumei.

5.1.3 Ecnu aygutopckas opraHusauus MOSIHOCTbIO WM YaCTUYHO BrageeT APYrMMU HOpUANYECKUMU
nuuamu, To ayantTopcKas opraHusaums fo/mKHa YeTKo onpeaesinTb U AOKYMeHTasIbHO ohopMuTb BUAbl Aes-
TEJ/IbHOCTU U OTBETCTBEHHOCTU 3TUX IOPUANYECKUX NIULL. a TaKkKe UX lpuanyeckne n onepalmoHHble CBA3N C
ayAUTOPCKOI opraHu3aumeil.

B fononHeHve, ayantopckas opraHusaums, Kotopast UMeeT HeCKOsIbKO (ou/iManos, y4acTBYOLWMUX B Npo-
Lecce ayauTa, fo/mKHa obecneynTb, YTOObI MOSTHOMOYMA 1 OTBETCTBEHHOCTb B ayAWTOPCKON opraHusauuv un
BCeX ee hunmnanax 6oinn onpefeneHbl U yCTaHOB/IEHbI.

5.1.4 AyguTopckas opraHusauus (ecniv He SABNSIETCA PeryavpylolyM opraHom) AOo/KHa UMeTb opu-
AVYeckn 3HauMMmble AO0roBOPbl C U3TOTOBUTENAMU MEULMHCKMX MU3feNnii, NO3BONSWMe NnepcoHany pery-
NVpYIOLLLEro opraHa, ynosiHOMOYVBLUEMY €ee. MPOBEPSATb W OLEeHMBaTb ayAauTbl, MPOBeAeHHble ayanTOPCKOM
opraHusauueii. [,oroBopbl A0/HKHbI NpegycMaTprBaTh BO3MOXHOCTbL MO 3anpocy nosyyaTtb A0CTYN K 3anucsiM
N JOKYMeHTaLuun U3roToBUTeNs NepcoHasny peryivmpyowero opraHa, oTHocsALWeica K ayauTy 1 npoueccy npu-
HATUS PeLUeHWiA.

5.1.5 AyguTopckas opraHusauus (eCnun He ABAAETCA Perynnpyowmum opraHom) Jo/mkKHa UMeTb iopuaun-
4Yeckn 3HauvMble AOrOBOPbI C U3rOTOBUTENAMU MEAULMHCKUX U3AEeNNA, KOTOpble NO3BOJIAIT PerynnpyoLmm
opraHaMm OCyLLecTBNsATb 0OOMeH Mexay cOo60i No6biMU AOKYMEHTAMW U 3anUCAMU C yY4EeTOM YCTaHOB/IEHHbIX
Tpe6oBaHUii N0 KOHPWAEHLMANBHOCTU, BKIHOYAA aBTOPCKOE NMPaBo Y KOMMEePYeCKYo TaliHy.

5.2 YnpaBneHune 6ecnpucTpacTHOCTbIO

Tpe6oBaHMsI HaCTOSILLEro pasfena He ABASOTCA NPensTcTBUEeM Aas o6MeHa MHgopMauuein mexay
ayauTOPCKOI opraHusauueii v M3roToBuUTeNIeM.

CneuuanbHble Tpe60BaHUS B OTHOWEHUU ayAUTOPCKUX OpraHu3aLunii, oCyuecTBAAIOWNX ayanT
M3roToBUTENEN MEAULNHCKUX U3aennii

5.2.1 AyauTopckasi opraHvnsauus 4O/MKHA GbiTb OPUANYECKUM JIULOM, HE3ABWCKHMBIM OT W3TOTOBUTENS
MeLNLMHCKUX U3Le/NiA, B OTHOLLEHUM KOTOPOTo NPOBOAMTCSA ayauT. AyAMTOpCKas opraHusaLus 4o/mKHA Takke
6bITb HE3ABMCUMOI OT KaKUX-TM60 APYrrX X038UCTBYIOLLUX CYGHEKTOB, KOTOPbIE MMEIT UHTEPECHI B OTHOLLE-
HUM 3TOI NPOAYKLMM, @ TaKKe OT KOHKYPEHTOB 3TOr0 U3roTOBUTENA. (XO3AMHCTBYIOLMMU CyObEKTamMn MoryT
6bITb Takve pUgUYEcKMe NnLa, Kak AUCTPUOLIOTOPLI, OhuLManbHble NpeAcTaBuTeIbCTBa UM UMMNOPTEpPbI.)

5.2.2 AyauTopckas opraHusauus Ao/hKHA [OKYMEHTaNlbHO OOpPMUTL U BHEAPUTL CTPYKTYpY U Mpo-
Leflypbl MO COXpPaHEHU0 U NoaAepXaHuio 6ecnprucTPacTHOCTU B OTHOLUEHWU NepcoHana, 06beKTMBHOCTY 1
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He3aBMCUMOCTY BO BCeli opraHusauuu, a Takke npu aygutax. Takve npouenypbl AO/MKHbI 3hhEKTUBHO MO-
3BO/IATh BLIABNATH, pacc/iefloBaTh U NPUHUMATL PeLleHUs Mo II06bIM CyyasM, B KOTOPbIX MOXET BO3HUKHYThb
KOHPIVKT MHTEPECOB. AyAUTOPCKAas OpraHn3aums fo/MKHA JOKYMEHTa/IbHO 0(hOpMAATL BCe pacc/iefloBaHus,
BbIBOAbI U PELLEHNS.

5.2.3 Ayautopckasi opraHusaumsi, ee BbiCLLEe PYKOBOACTBO U nMepcoHan (BKIuas CynpyroB u geTei),
KOTOpbIi HECET OTBETCTBEHHOCTb 3a NPOBEAEHNE ayANTOB HE JO/MKHbI:

- 6bITb Pa3pabOTUMKOM, M3rOTOBUTENIEM, MOCTABLLMKOM, OCYLLECTB/SITb MOHTaX, 6biTb AUCTPUOLIOTO-
poM. MoKynaTenemM, BNaAesibLeM, OCYLLECTBATL 06CNYXMBAHNE MELULMHCKMX U3AENWIA unu oByyeHne no
€ro NPUMEHeHUI0, B OTHOLUEHUW KOTOPbIX OHW NPOBOASAT OLEHKY. Takke OHU He JO/MKHbI 6biTh 0hMLMANbHBIM
npeAcTaBUTeNIeM OpraHM3aLnii, OCyLLeCTBALWMX Takne BuAbl feATeNbHOCTU. [laHHoe Tpe6GoBaHWe Ho 3a-
npeLiaeT NCMO/Ib30BaHNE OLEHNBAEMbIX MEANLMHCKUX N34ENUIA NPU HEOGXOAMMOCTN UX MPUMEHEHUS B ayau-
TOpCKOt opraHu3aumu (HanpuMep, CPeAcTB U3MEPEHWiA) UM UCTIOb30BaHNE TakMX MeAULUHCKUX U3fenuii B
JINYHbIX Liensix.

- yyacTBoBaTb B pa3paboTke, NPOU3BOACTBE WU CHOPKE, MapKeTUHIe, MOHTaxe, aKcnjyatauuu uam
06CNYXNBAHWUM AaHHbIX U3AeNnii UK NpeacTaBsTe CTOPOHLI, YYacTBYHOLWME B TakuX BUAAX AEATENBHOCTY.
MepcoHasn He JO/MKEH y4yacTBOBaTb B Kakoi-nn6o JedTenbHOCTW, KOTopasi MOXeT HaxXxoAWTbCS B KOHC/INKTE
VHTEPECOB C €ro 6ecnpUCTPacTHOCTLIO B CYX/AEHUSX UM yYacTUeM B ayauTe:

- npegnarate WM NPefoCTaBfATb Kakue-nnbo yCnyru, KOTopble MOTyT MPUBECTU K COMHEHUSIM B €ro
6ecnpucTpacTHOCTX, HE3ABUCUMOCTU UM O6BEKTUBHOCTW. B YacTHOCTW, NepcoHan He JO/KeH npejocTaBs-
NATb KOHCA/TVHIOBbIE YCNYTV U3rOTOBWUTENO, €0 YNOHOMOYEHHOMY WU OhnUManbHOMY NpeAcTaBuTenio,
MOCTaBLLMKY UM KOMMEPUYECKOMY KOHKYPEHTY B OTHOLUEHWUU pa3paboTKu, MPOM3BOACTBA, COOPKU, MapKeTUH-
ra, MOHTaXa, UCMO/b30BAHUS WU 06CNYXUBAHUS MEAWLMHCKOTO M3AeNns WKW B OTHOLUEHWM NPOLEcCoB B
pamkax ayauTa:

- UCMO/MIb30BaTb YC/YrM Kakoi-nn6o opraHusauum uam (U3nYeckoro nnua, Kotopble NpefocTaBasv
KOHCA/ITUHTOBbIE YC/YTY U3rOTOBUTENIO, €r0 oML ManbLHOMY NPeACTaBUTENIO UK NOCTaBLLMKY, KOTOpbIE NPO-
X0[AT ayIUT CO CTOPOHbI ayAUTOPCKOI opraHu3aumy, B oTHolweHun CMK nim acnekToB, ykasaHHbIX B Npejbl-
dyllem a63alle, B TeUEHME TPeX JIET C MOMEHTA, KOrfa Takue yCryru okasbiBasmch.

NMpumeuaHne — [laHHOB Tpe6oBaHWe He 3anpeliaeT o6LiMe ycnyru no o6yYeHNo B OTHOLIEHUN perynampyio-
WX Tpe6oBaHUii N0 MEAULMHCKAM U3genusM, obuiee o6ydeHme no CMK v npoynm ctaHgapTam, He cneyudnyHbIM Ans
KOHKPETHOTO M3roToBuUTeNs. Takke 3TO He 3anpellaeT peryavpyrLuM opraHam, sBAsoWwmuMcs ayaguTopckuMmy opraHnsa-
uMsmMK, AaBaTb PEKOMEHAALMM W3rOTOBUTENAM B OTHOLUEHWW 3asiBIEHUI Ha perncTpauyutio (Hanpumep, COBELLAHWS MO
[LOK/IMHUYECKUM UCCNEA0BAHUAM).

5.2.4 AyauTtopckas opraHusauus fo/bkHa npu npueme Ha paboTy [OKYMeHTanbHO 0OpMUTbL CBUAE-
TeNbCTBa y4yacTus nepcoHana B KOHCAaNTWMHIOBbIX yC/yrax B OTHOLUEHWM MeAULMHCKUX W3Aenuii, koTopble
6bINV BbINOSIHEHBI COTPYAHMKOM 10 NPYeMa B ayAWTOPCKYI0 OpraHu3auuio. Ayanutopckas opraHnsaums fonx-
Ha Habngatb U NPUHUMAaTb PeLUeHNs B OTHOLIEHUM /06070 BO3MOXHOI0 KOH(INMKTAa UHTEPECOB B COOTBET-
CTBUW C KPUTEPUSAMU, YCTAHOB/IEHHBIMW B HACTOSALLEM CTaHapTe.

5.2.5 Ecnu BbICLIEE PYKOBOACTBO ayAUTOPCKONM OpraHv3auuv uan nepcoHas, OTBETCTBEHHbIA 3a npo-
Be/leHne ayauToB, paHee 6binn COTPYAHWKAMWU U3TOTOBUTENS MeAMLMHCKUX WU3Aenuii wan npegoctasnanv
KOHCaNTUHTOBbIE YCMYrN B OTHOLLIEHUN MEANLMHCKMX U3aenuii 4Na KOHKPETHOro M3roTOBUTENSA A0 NpMemMa Ha
paboTy B ayAMTOPCKYI0 OpraHu3aLmio, To Takoii NnepcoHan He AO/MKeH OblTb Ha3HayeH Ha nposegeHue paboT
B OTHOLUEHWMN 3TUX KOHKPETHbIX U3roTOBUTENEl WA KOMNaHWi, NpUHaAnexallnx K Toi xe rpynne, B TeueHne
Tpex fet.

5.2.6 AyauTopckas opraHusaumsa He fo/hkKHa peksaMmpoBsarTh, lenaTb 3asB/eHns, rapaHtuposartb (Mm
co3fiaBaTb N0A06HOE BneyaT/ieHne) B OTHOLEHNN 3aBUCUMOCTY pe3ybTaTos ayanTa, NpoBOAMMOro ayanTop-
CKOW opraHu3auuei, oT (hMHAHCOBbIX WKW UHbIX YCNIOBUIA AOroBopa.

5.2.7 AyauTtopckas opraHusauus gosmkHa obecneuntb v JOKyMeHTaslbHO 3addMKCMpoBaTb, YTO AeaTeslb-
HOCTb BCEX ee hnunnanos, Uam cybnogpsgumMKoB, Wan acCOLMMPOBAaHHbLIX OpraHu3aunii He BNVSAET Ha He3a-
BMCUMOCTb. 6eCNpPUCTPaCTHOCTb N 06BEKTUBHOCTbL ayANTOB.

5.2.8 [na obecneveHnss 6ecnpnucTpacTHOCTU U AeMOHCTpaL MM 6ecnpucTpacTHOCTU ayaMToPbl HE MOTYT
OblTb PyKOBOAMTENAMMW FPYNNbl ayauta 6onee Tpex /eT B OTHOLIEHWN OAHOW W TOW e Npov3BOACTBEHHON
naowWaAkn, Ho MOryT ObITb YneHamu rpynnbl ayauTa.

NMpumeuaHne — C uenbio obecneyeHns 6ecnpucTpacTHOCTY ayauTopcKas opraHusauus JosbkHa npeanpu-
HATb BCE YCUNS 411 UBMEHEHUsI COCTaBa rpynmbl ay4UTOPOB Ha MPOW3BOACTBEHHOMN M/OWAAKE C TEYEHNEM BPEMEHMU.
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5.2.9 AyguTopckas opraHusauus go/hkHa TpebosaTb OT BCEro nepcoHana nuCbMEHHOro NoATBepXae-
HUSA NPUBEPXEHHOCTN NpaBunam ayguTOPCKOW opraHn3aunn B OTHOLIEHUW KOH(UAEHLMANbHOCTW N He3aBu-
CMMOCTWN OT KOMMEPYECKUX W/IN UHbIX UHTEPECOB, a Takke CYLeCTBYIOLWNX UK UMEBLLUMX MECTO B MPOLLIOM
CBSi3eil C KaKUMU-N160 N3roTOBUTENAMM, B OTHOLLEHUW KOTOPbIX ayANTOPCKas opraHn3aLnns npoBoAnT ayaunThbl.

5.2.10 Ecnu ayautopckas opraHusauus ABAsSeTcA puanYeckum nuLom, KoTopoe NosHOCTLIO UK Ya-
CTUYHO BXOAMT B COCTaB rO/I0BHOW opraHmsaumu, To TpeboBaHne K 6ecnpucTpacTHOCTM B paMkax HacTosALLEero
[OKyMeHTa NPUMEHUMO KakK K ayAVTOPCKOA OpraHm3aLumn, Tak u K opraHnsaumm, B CocTaB KOTOPOI OHa BXOAWT.

5.3 MatepuanbHaa 0TBETCTBEHHOCTb U (PUHAHCMPOBaHUE

CneuyunanbHble Tpe60OBaHNS B OTHOLEHUN ayaUTOPCKUX OpraHu3alnii, ocyLlecTBASIOWNX ayanT
N3roToBUTENEN MEAUUUHCKUX n3aenunii

5.3.1 Aygutopckasi opraHusaumsa Ao/HKHa 3acTpaxoBaTb CBOK MaTepuasibHyt0 OTBETCTBEHHOCTb, €Cnu
TO/IbKO HaLUMOHa/IbHOE 3aKOHOAATeNbCTBO He MOKPbIBAET Takyl OTBETCTBEHHOCTb U/IM €CNN PETYTUPYIOLLUiA
opraH He HeceT I'IpﬂMOVI OTBETCTBEHHOCTW 3a ayauUThbl.

O60cHOBaHMe 06/1acT pacnpocTpaHeHns 1 06Leil (hHAHCOBOW OTBETCTBEHHOCTU B CTPax0OBOM A0-
roBOpe A0/IKHO GbITh JOKYMEHTA/IbHO OPOPM/IEHO U YUMTbIBATb BUAbLI U TEPPUTOPUIO NPEAOCTaBAEHNUS YCNyr
ayAMTOPCKOV opraHu3almeli 1 ypoBeHb pucka usaenuii, KoTopble OLeHUBAET ayAnTopCKasi opraHusaums.

5.3.2 Ayautopckas opraHusauns Ao/xHa UMeTb B CBOEM PacnopshkeHun (hMHaHCOBbIE pecypchl, Tpe-
byemble A/ NPOBeAEHUS ayAMTOB 1 COOTBETCTBYHOLLMX KOMMEPYECKMX onepaLuii.

6 TpeGoBaHUs K CTPYKType

6.1 OpraHu3aLuOHHas CTPYKTypa U Bbicllee PyKOBOACTBO

CneuunanbHble TpeboBaHNS B OTHOLWEHWN ayAUTOPCKUX OpraHu3almnii, ocyLecTBAAIOWMNX ayanT
N3roToBMUTENEN MEAUUUHCKUX N3aennii

6.1.1 [ns npoBefeHVs ayAuTOB W3roTOBUTENEN MeULMHCKMX U3Aenuii ayamTopckas opraHusauums
fomkHa obecneunTb, YTOObI ee COTPYAHVKM 061afjany onbITOM U 3HaHWAMMW B 06/1aCTU TEXHONOMUIA MegULNH-
CKUX U3AeNNii N perynnpyoLmx TpeboBaHnin K MeanLMHCKUM n3genvsam.

6.1.2 AyguTtopckas opraHusaumsa Ao/hkKHa UMEeTb opraHu3aunoHHble BO3MOXHOCTU AN1A OCYLLeCTB/IeHUSA
ynpaB/fieHYecKo U afMUHUCTPATUBHOW NOAAEPXKKMU, & TakkKe COOTBETCTBYIOLLYIO MHMPACTPYKTYpPY ANSA Bbl-
NOJSIHEHUSI BCeX PaboT, B OTHOLIEHWNW KOTOPbIX 3aK/TH04eHbl [OroBOpblI.

6.1.3 Aygutopckas opraHusauus AOo/HKHa NpUHUMaTh yyacTue B Kakux-nnmbo paboumx wnm koopauHa-
LIMOHHbIX rpynnax no Bonpocam perynnpoBaHus C Lefbio fOBEeAEeHNs 40 CBEAEeHUs nepcoHana cBoei opra-
HMU3aLun perynupytoLmx TpeboBaHnii N0 MeAVLUHCKAM U34eNnsIM, PYKOBOAALLMX AOKYMEHTOB, CTaHAapTOB U
HauyyWwnx NpakTuK B cUCTemMax perynpoBaHus.

6.1.4 AyauTopckas opraHv3sauus fosmkHa paspaboTtatb U BHeApUTb HEO6X0aMMble PyKOBOACTBA U Hau-
Nydline NpakTukK, BKIOYas Mobble orpaHnyeHus.

6.1.5 AyaunTopckas opraHu3auus o/mkHa paspabotaTb M BHeApWUTb Kofdeke AesaTenbHocTu. Kopgekc
[eAaTeNbHOCTU AO/KEH yCTaHaBAMBaTb MEXAHU3M MO MOHUTOPWHIY U MPOBEPKE ero BbINONHeHUs. HapylweHuns
koJeKkca Heob6xoAMMO paccmaTpuBaTtb A9 NPUHATUS COOTBETCTBYIOLLMX AecTBUiA (cm. 7.1.5).

6.1.6 AyguTopckas opraHvsauuns Ao/mKHa [OKYMeHTaslbHO 0hOPMUTL NOSTHOMOYUKSA, OTBETCTBEHHOCTb 1
OTYETHOCTb /151 BCEro nepcoHana, BkIyasa cyonogpagumkos, KOTopble yHacTBYOT WU NMOTEHLMANbHO MOryT
yyacTBoBaTb B ayauTax U3rotoBuTeneid MeguuMHCKUX U3genuii unm B npoLecce NPUHATUS peLleHuni.

6.1.7 AyguTopckas opraHusaums fo/mkHa MMeTb AOKYMEHTasIbHO OPOPMIIEHHbIE NPOLLECCHI M NpoLueay-
pbl A5 06ecrneyeHnss Toro, YTo NepcoHasn ayanTOPCKON opraHn3auumn He NPOBOAUT OLLEHKY CBOell COOCTBEH-
HOW paboTbl 1 He yuyacTByeT B ee yTBepxaeHuu. MNepes NpUHATUEM OKOHYATE/IbHOTO pelleHns paboTa ayanTo-
pa A0/MKHa NPOWTN NPOBEPKY U YTBEPXKAEHNE CO CTOPOHbI COTPYAHUKA, HE3aBUCKHMOrO OT KOHKPETHOro ayanTa.

6.2 KomuTeT no o6ecneyeHnto 6eCnpucTpacTHOCTH

AyauTopckue opraHusalmmn, ABNALWMECH perynmpylowmnmMmm opraHaMm, He HYXAatoTCS B BbINMOSIHEHUN
nyHkTa 6.2 ISO/IEC 17021-1:2015 B OTHOLUEHUN OTAENbHOTO KOMUTETA NO 6eCNpPUCTPACTHOCTU, HO AO/IKHbI
yf0BNeTBOPATL TPE6OBAHMAM MyHKTa 6.2. B 4acTW MeXaHu3ma Hag3opa 3a peryivpyoLwmmmy opraHamu.

6
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CneunanbHbl© Tpe60BaHUA B OTHOLIEHWUW ayfUTOPCKUX OpraHM3auunii, ocywecTBAAOWNX ayauT
N3roToBUTENE MeULUHCKNX n3aenuii

6.2.1 KomuTeT no obecneyeHnio 6ecnpucTpacTHOCTH JO/IKEH B3aUMOAENCTBOBATb C MEPCOHAIOM Op-
raHM3aunu. UMELWUM ONbIT U 3HAHUSI B 06/1aCTU MEAULMHCKUX U3LENUIA, C LENbI0 MOSTyYEHNsT HE3ABUCUMBIX
3KCMEPTHbIX OLLEHOK.

7 TpeboBaHuA K pecypcam

7.1 KOMNeTeHTHOCTb PYKOBOACTBA U NepcoHana

CneuunanbHble Tpe60BaHNA B OTHOWEHUN ayAUTOPCKUX OpraHn3auunii, ocywecTBAA0WMNX ayauT
n3rotToBuTENEN MEANULMNHCKUX U3[enni

7.1.1 AyauTopckas opraHv3aumsa fo/KHa COOTBETCTBOBATH CreunasibHbIM Tpe6oBaHNAM K KOMNETEHT-
HOCTW 1 NoAAepXaHUi0 KOMNETEHTHOCTHU, Kak aTo onpegeneHo B IMDRF/MDSAP/WG/N4.

7.1.2 Aypgutopckas opraHusaumsa fo/hkHa UMeTb Heo6XOAUMbIA afMUHUCTPaTUBHbIN, a Takke TeXHu-
Yyeckuii mepcoHas, obnagarowmnii COOTBETCTBYIOLWMMN TEXHUYECKMMU 3HAHUSAMU U [OCTATOYHbIM OMbITOM B
OTHOLUEHUN MELANLMHCKUX U3AENNIA N COOTBETCTBYHOLLUX TEXHOOTIA.

7.1.3 PykoBOACTBO ayAWTOPCKON opraHv3auuv JO/MKHO pa3paboTaTb M BHeApUTb Npouecchl Bbibopa
COTPYAHVKOB A1 NPOBeAEeHNsA ayAnTOoB, NPOBEPKN MX KOMNETEHTHOCTU, pacnpegeneHns paboTt, NepBUYHOro
1 nocneayroLlero obyyeHns, NHCTPyKTaxa 1 HabnloAeHns 3a COTPyAHUKaMKU A1 o6ecrneyeHns Toro, 4Tobbl
nepcoHas, oCcyLecTBAAIOWNIA yNpaBneHYeckyo AeTeNbHOCTb U BbINOMHAOWMNIA ayuTbl, 6bl1 KOMNETEHTHbIM
B OTHOLLEHWMW paboT, B KOTOPbIX OH Y4acTBYeT.

7.1.4 Ayputopckas opraHusauus Ao/HKHa onpefenunTb Kak MUHMMYM OAHOrO npeActaBuTens U3 Bbic-
LIero pykoBOACTBA, KOTOpPbI HeceT 06LLy0 OTBETCTBEHHOCTbL 3a BCE ayAuTbl U3roTOBUTENEN MeAULMHCKNAX
nsgenuii, paccmaTprMBaembiX B pamkax HacTosLero craHaapTa.

7.1.5 Aygutopckas opraHusauus AO/DKHa VMEeTb BO3MOXHOCTb OCYLLECTB/IATb CBOK [eSATesIbHOCTb,
cnefys BbICOKUM MPodeccroHasibHbIM CTaHAapTaM U TEXHUYECKO KOMNETEHTHOCTU B CBOel 061actu B Ciy-
yae. ec/iM aTa AeATeNlbHOCTb BbINOSIHAETCA camoii ayMTOPCKOW opraHu3auuei, Tak u B ciydae, €cin oHa
BbIMO/IHAETCA TPETbEN CTOPOHOI NoA OTBETCTBEHHOCTb ayANTOPCKON OpraHm3aLum.

7.1.6 AyguTtopckas opraHusaums fosmkHa obecneunTb, YTOObl ayAuTopbl U MHOW MepcoHas, BOBMEYEH-
HbIli B ay[iMTbl Ha COOTBETCTBME PerynvpyowmnM TpeboBaHUsaM, NOHUMaT BaXHOCTb CNefoBaHusA NpuHUmMnam
Kogekca feATeNbHOCTU ANA NoAAePXaHUs LLeNOCTHOCTU CUCTEMbI MPOBEAEHUSA ayauToB. [l0KyMEHTUPOBaHHbIe
CBMAETENbCTBA AO/MKHbI AEMOHCTPUPOBATD, YTO CNefyHoLLMe acnekTbl BKIUYEHb! B KOLEKC AeATENbHOCTU.

1 [leiictBoBaTb NPOheCcCMOHa/IbHO 1 3TUYHO B NIOOLIX OBCTOSATENLCTBAX.

2 [lo6pocoBECTHO NPefCcTaBnAaTb MHTEPEChl PerynnpyoLwmnx OpraHos, YNOHOMOUYMBLLMX ayANTOPCKYHO
opraHusaumio.

3 He coBepliaTb kakux-1mbo feicTBuil, KOTopble nMenu 6bl NPeAB3ATOCTb B OTHOLIEHUU UHTEPECOB
UAn penyTauuy perysimpyowmx opraHos, ynosIHOMOYMBLUMX ayAUTOPCKYI0 OpraHn3aLumio.

4 He coBepluaTb KakMx-nnbo AeicTBuii, KOTOpble MMenn 6bl NPeAB3ATOCTb B OTHOLLEHWUN LLe/IOCTHOCTU
paboTbl MK Lenei penyTauuy perynvpyoLimMx opraHos, YNOHOMOUYMBLLMX ayAMTOPCKYH0 OpraHu3aumio.

5 PackpbiBaTb Nt06ble OTHOLWEHWSA, BKOYas (DUHAHCOBbIE, B NPOLUMIOWA UM TekyLllell fesTeNnbHOCTH,
KOTOpblE MOTYyT NPUBECTU K KOH(INKTY UHTEPECOB, UN 06CTOATENbCTBA, CXOXMNE C KOH(/IMKTOM NHTEepPecos,
1 yBeOM/ISATb PYKOBOLCTBO O KakUX-M60 HOBbIX KOH(DIMKTAX MHTEPECOB UM NOTEHUMaNbHbIX KOH(IMKTaXxX
MHTEPEeCOB, KOTOPblE MOryT NOABUTLCA B Gnnxaiwem byayLiem.

6 He npuHumarth yyacTve B Kakoii-mbo AeATeNbHOCTU UM B3aUMOOTHOLIEHNAX C TPETbUMW NnLamu,
KOTOpble MOTYT HeraTWBHO OTPa3nTbCA WM CO34aTb BrevyaT/IeHne HeraTVBHOMO BIMSAHUA Ha 06bEKTUBHOCTD,
6ecnpucTpacTHOCTb MM NPOdECCUOHANN3M COTPYAHMUKA.

7 He npuHumaTth kakvme-nnb0o nogapku, He nony4yatb CKUAKM Ha Toeapbl/ycnyrn. nHble Buabl 6narogap-
HOCTW. WM MHOe CTUMYNMPOBAaHUE OT U3roTOBUTENEN MeULMHCKUX U3Lennii, nx npeactaButenein nnm Kom-
MepyecKnx napTHepoB.

8 OcylecTBnATb 3anucn 1 AOCTOBEPHO coobuiatb cBuAaeTenbCcTBa ayauta 6ecnpucTpactHbiM U He-
npeaB3aTbIM 06pa3oMm.

9 OcyuwecTBNATb 3aNUCK 1 [OCTOBEPHO M TOYHO COOOLLATb O /IH0ObLIX BaXKHbIX hakTax, KoTopble MoryT
B/IMATb Ha HAAEXHOCTb pe3y/ibTaTtoB ayauTa.
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10 He npefocTaBsaTb KaKUX-IM60 KOHCANTUHIOBBIX YC/YT M3rOTOBUTE/ISIM, B OTHOLLEHWI KOTOPbIX NPO-
BOAWTCS ayauT.

11 He pasrnawarb YCTHO WU NUCbMEHHO o6y MHAhopMaLMio, MOJTyYeHHY0 B Xo4e ayauTa, Kakum-
MBO TPeTbUM CTOPOHaM, 3a UCK/THOUYEHUEM YMNOHOMOUMBLUMX PETYIMPYIOLLMX OPraHoB, €C/M TOSbKO B OT-
HOLUEHMM JAHHOTO pasrnalleHns CyllectsyeT NUCbMEHHOEe pas3peLleHne WM OHO nonajaeT nog Aeicteue
3aKOHOAATeNbCTBA.

12 He ucnonb3oBaTb MHGOPMALMIO, NOMYYEHHYIO B XO4€E ayauTa, B IMUYHbIX LESX.

13 He npoBoAuTb Kakne-inm6o ayauTbl CUIAMU COTPYAHUKOB, KOTOPbLIE HE NMEeoT TPeGyeMbiX HaBbIKOB,
3HAHWIA UK ONbITa, OPULMAIBHO HEe BK/IHOUYEHHbIX B COCTAB KOMUCCUM MO ayanuTy UK AN1S KOTOPbIX He onpe-
[leneHa 0TBeTCTBEHHOCTb B 3TOI KOMUCCUN.

14 He ocyLwlecTBAsTb Kakue-nmbo ayanTbl C UCMNO/b30BaHWEM 53blKa, KOTOPbIM He BNafeeT COTPYAHUK,
6€e3 yyacTusi nepeBogumka UM CUHXPOHUCTA.

15 TOCTOSIHHO yyullaTb NPOeccuoHanu3m, pesynbTaTMBHOCTb U KAuecTBO CBOeH paboThl.

16 HesamepanuTesnbHO co06LLAaTb PYKOBOACTBY 060 BCEX HAPYLUEHUSX AaHHbLIX MPaBuUa CaMUM COTPYA-
HUKOM W/IN €ro KOoJI/IeraMu 1 NpefoCcTaB/IsTh NMOMOLLb B NPOBEAEHUN PACC/IEf0BaHUIi TakuxX HapyLLEHWIA.

7.2 TepcoHan, yyacTBYKLWWMIA B 4eATEeNbHOCTM NO cepTudunkaumnum

CneuunanbHble Tpeb60BaHNA B OTHOWEHWUW ayAUTOPCKNX OpraHu3aumnii, ocyLecTBAAIOWMNX ayanuT
n3rotoBuTenein MeguLUNHCKUX n3genuii

7.2.1 TlepcoHan, OTBETCTBEHHbIN 3a onpeenieHe TpeboBaHui, NpeAbsaBAseMbIX K ayautopaM B OTHO-
LUEHUN MPOBELEHUSI KOHKPETHbIX ayANTOB, & Takke NepcoHasl, OTBETCTBEHHBIN 3a NPUHATNE OKOHYATEIbHOTO
pelleHnsa 0 COOTBETCTBUM CUCTEMbI MEHEAXKMEHTa KayecTBa No pe3ynbTataMm ayauTta, AO/KHbI SBAATLCA CO-
TPYAHMKaMK ayAUTOPCKON OpraHnsaummn 1 foMKHbI UMeTb NOATBEPXAEHME 3HaHWI 1 ONbITa B CNefyowem:

- 3aKoHoJaTe/IbHble aKTbl B OTHOLUEHWN MeAULUMHCKUX U3feNnii, COOTBETCTBYIOLLME PyKOBOASALLME [0-
KYMEHTbI 1 cTaHAapTbl, MPUMEHUMbIE B COOTBETCTBYHIOLLMX CUCTEMAX PErynpoBaHus:

- KBaNUUKaLMsa, onbIT U 3HaHWS, OTHOCALLMECS K ayauTaMm U3roToBuTeneii MeanLMHCKUX U3aenuii;

- LUMPOKWNIA CMEKTP 3HaHUIA B OTHOLIEHWNWN TEXHOOTWI U N3rOTOBNEHNA MEANLMHCKUX U3AeNWiA, NPpOoeKTu-
poBaHus 1 pa3paboTkn MeaULUHCKNX U3aennii;

- TpeboBaHMA CUCTEMbl MEHEMXXMEHTa kayecTBa ayAMTOPCKOM opraHusauuu, COOTBETCTBYOLLME NPO-
Leaypbl 1 KpMTepUn COOTBETCTBUA KBanmMdukaLmm,

- TpeboBaHMA K 06yUeHVI0 NepcoHana, y4acTBYIOLWEro B ayantax no MeANLMHCKUM U34eNUAM.

7.3 MpuBneyeHne BHELWHUX ayAUTOPOB U TEXHNYECKUX SKCNEPTOB

CneuunanbHble Tpeb60BaHUSA B OTHOWEHWUN ayAUTOPCKNX OpraHu3aumnii, ocyLecTBAAIOWMNX ayanuT
N3roToBuUTENEN MEAUUUHCKUX N3aennii

7.3.1 BHeLHWA ayanTop MAn TEXHUYECKNIA IKCNEPT He MOXEeT HECTV OTBETCTBEHHOCTL 3a onpejenexHune
TpeboBaHuin Kk KBanudmrkaumm ayautopa unvM TEXHUYECKOro akcnepTa AN BbINOSIHEHNS KOHKPETHbIX paboT, a
TakKe He MOXeT HECTU OTBETCTBEHHOCTb 3@ OKOHYATe IbHYI0 OLLeHKY WUV NPUHATUE PeLLIeHWi No pesynbTatam
ayauTa Ha COOTBETCTBME perynnpyowmm TpebosBaHnsam.

7.3.2 B cnydyae ecnu ayautopckas opraHvsaumsa UCNosib3yeT BHELHUX TEXHUYECKUX 3KCMePTOB B paM-
Kax ayauTa, oHa fO/HKHA MMeTb COOTBETCTBYIOLLYI0 KOMMETEHTHOCTb B OTHOLLEHUW AAaHHON NPOAYKLMK, YTOObI
NpoOBEPUTHL COOTBETCTBUE N 3HAUYMMOCTb OOBEKTUBHBLIX CBUAETENLCTB, NPEAOCTAaBEHHbIX BHELLHUM 3Kcnep-
TOM ANS NPOBEAEHNS OKOHYATE IbHOW OLeHKV U NPUHATUS PeLleHnss O COOTBETCTBUM perynvpyowmum Tpebo-
BaHUAM.

7.3.3 AyguTopckas opraHvsauns fo/HKHa AOKYMEHTanbHO 0hOpMUTb BCE OTHOLIEHMWS C BHELLHUMU ay-
AuTopamMmn 1 TEXHUYECKUMW IKCnepTamu 1 nNpefocTaBnsATb AaHHY MHOPMaLMIO YNOTHOMOUYMBLUMM ee pe-
ryNVpYLWMM opradam no ux TpebosaHuio. AyauTopckas opraHusaums fo/mkHa UMeTb JOKYMEHTUPOBaHHOe
cornacue BHEeLHUX ayAuTOPOB U TEXHUYECKUX 3KCMEPTOB Ha NPOoBeEeHNe ayAuToOB Ha COOTBETCTBUE perysiun-
pyloLMM TpeboBaHNAM, a TaKKe OCyLLeCTB/IEHNE OLeHKN 1 HabNIo4eHns peryiupylowmyM opraHom 3a paboTa-
MW. NPOBOAVMbIMW ayAUTOPCKON opraHu3auueil.

7.3.4 AyguTopckasi opraHusauma HeceT OTBETCTBEHHOCTb 3a O6ecrneyeHne OLEHKM BCeX BHeELl-
HUX ayAWTOPOB N TEXHWYECKMNX IKCMEePTOB CO CBOEW CTOPOHbI /11 COOTBETCTBUSA BbINOSIHEHUA Tpe6oBaHwWi
IMDRF/MDSAPWG/N3 n IMDRF/MDSAP/WG/N4.
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7.4 3anucu o nepcoHane

CneunanbHble Tpe6oBaHUA B OTHOLEHUN ayaUTOPCKUX OpraHn3auunii, ocyLlecTBASIOWMNX ayanT
M3roToBUTENEN MEAUNLUNHCKUX N3[ennit

7.4.1 BpononHeHue k 3anucsam, TpebyembiM IMDRF/MDSAP/WG/N4. ayautopckas opraHusaLms 401K-
Ha cchopmmupoBaThb U noaaepxmsaTb B paboyemM COCTOSHUM 3anucy Mo KaXaoMy ayauTopy B OTHOLLEHUN:

- YCTAHOB/IEHHbIX 418 ayAnTOpa AO/MKHOCTHbLIX 0653aHHOCTEN;

- CBUAETENbCTB TOr0, YTO KBa/IMdhmkaLuus, obyyeHne, 3HaH1s 1 ONbIT ayamMTopa COOTBETCTBYIOT TpeboBa-
HMSIM K KOMNETEHTHOCTU AJ/151 YCTAaHOBJ/IEHHbIX 06513aHHOCTE.

[aHHble 3anucu o nepcoHasne AO/HKHbI aKTyannm3npoBaTbCsa NPy BO3/I0XKEHUN HA ayAuTopa HOBbIX [,0/1K-
HOCTHbIX 06513aHHOCTe. [lokyMeHTaLmMs B OTHOLIEHMNW (DAKTUYECKN BbIMOSIHEHHbIX paboT (KypHan ayavToB) B
cootBeTcTBUM ¢ IMDRF/MDAP/WG/N4 fO/MXEH akTyann3nupoBaTbCsi N0 MeHbLUE Mepe eXerogHo.

7.5 MNMpusneyeHue concnonHuteneli (ayTCOPCUHT)

CTopoHHell opraHusaLmeil SBASeTCA opraHn3auns, He BK/IOUYEHHas B CUCTEMY MeHeKMeHTa kayecTBa
ayaAnTOPCKOl opraHv3auun.

CneumnanbHble Tpeb6OBaHMA B OTHOLWEHUW ayAUTOPCKUX OpraHn3auunii, ocyLecTBASOWMUX ayauT
n3roToBuTENEN MEANLUHCKAX N3Jenuii

7.5.1 Ecnn aygutopckas opraHusauusa npussieKkaeT CTOPOHHIO OpraHusauunto A8 npoBefeHus ayam-
TOB WAV TEXHWYECKON 3KCMepTM3bl, ayaMTopckas opraHusauuns fo/hkHa HecTu OTBETCTBEHHOCTb 3a onpege-
neHvie TpeboBaHMi K KOMNETEHTHOCTM KaXA0ro ayautopa UM TEXHUYECKOro 3KCnepTa, y4acTBYIOLLEro B KOH-
KpeTHbIX paboTax, a Takke 3a OKoHYaTesIbHY0 OLeHKY 1 NPUHATUE peLLeHns 0 COOTBETCTBUMN 06bekTa ayanTta
perynupyrowmum TpeboBaHnsam.

7.5.2 Ecnu ayautopckas opraHusauuns npuefiekaeT CTOPOHHIOW opraHusauunio A1 npoBefeHus ayau-
TOB WU TEXHUYECKOW 3KCMepTusbl, ayaAMTopCcKas opraHnsaumsa Ao/mxkHa 06nafate COOTBETCTBYIOLEN KomMe-
TEHTHOCTbIO B OTHOLLEHWW KOHKPETHOM NPOoAYKLMKW, YTOObI NPOBOPUTHL COOTBETCTBME U 3HAYMMOCTb 06 BEKTMB-
HbIX CBUAETE NbCTB, NPeAoCTaBeHHbIX CTOPOHHEN opraHun3aumeli AN NpoBefeHUss OKOHYaTe IbHOM OLEHKN 1
NPVHATUA peLlleHns 0 COOTBETCTBUM 06BbeKTa ayanTa perynvpyrowmm TpebosaHnsam.

7.5.3 AyguTopckas opraHusauus Ao/KHa [O0KYyMeHTaslbHO 0(hOpMUTbL BCE OTHOLIEHUSA CO CTOPOHHUMMU
opraHv3auusaMun 1 NpefocTaBATb AaHHYI0 MH(OPMALIMIO peryimpytoLemy opraHy, KOTopblli ee yNnosIHOMouW,
no ero Tpe6oBaHWio. AyguTtopckas opraHusauyms foshkHa obecneuuntb, 4TO6bl BCE CTOPOHHUE OpraHu3auum
UMenu JOKYMEHTUPOBAaHHOE corfacue Ha NpoBefeHne PerynvpyrowmmMm opraHaMmy oLeHkn 1 Habngerus sa
paboTamu, NPOBOAVMbIMY ayAUTOPCKOW OpraHu3auueil.

7.5.4 Aygutopckas opraHv3almsi HeceT OTBETCTBEHHOCTb 3a o6ecneyeHne HenocpeACcTBEHHON OLeHKN
BCEX 3a/eliCTBOBaHHbIX COTPYAHMKOB CTOPOHHMX OpraHm3aluii co CTOPOHbI ayAWTOPCKOWN opraHusaunv ans
nogaepxaHus coorsetcTeus TpebosaHusm IMDRF/MDSAP/WG/N3 n IMDRF/MDSAP/WGW4.

8 TpeboBaHUsA K MHpopMaLmn

8.1 WHdopmauus, Haxogsawascsa B OTKPbITOM AOCTyne

CneumnanbHble Tpe60BaHUA B OTHOWEHUN ayAUTOPCKMX OpraHun3auunii, ocylecTBAAOWMNX ayauT
N3roToBuTENEN MEOULUUHCKUX N3[enni
CneumanbHble TpeboBaHNS OTCYTCTBYIOT.

8.2 CepTudnKaLNOHHbIE OKYMEHTbI

CneumnanbHble Tpeb6OBaHNA B OTHOWEHUN ayAUTOPCKUX OpraHn3aunii, ocyLecTBAAOWMNX ayauT
N3roToBuTENE MEeANLUHCKUX N3aenuii

8.2.1 Ecnu ayautopckas opraHusauns BblgaeT ceptudumkatbl UM opMupyeT oTyeThl, 3Th cepTudunka-
Tbl 1 OTYETbI AO/KHbI COOTBETCTBOBaTL TPEOOBaAHWNAM PerynvpyoLnx OpraHoB K cepTudmkatam 1 otyeTam.

8.2.2 Ecnn ayguTtopckas opraHu3auums BblgaeT cepTudmkaTtbl unav @opMmupyeT OT4yeTbl, npefgHasHa-
YeHHble A9 KOHKPETHOro perynvpyoLwero opraHa, ceptTnudmkaTbl ¥ OTYETbI AO/KHbI TOYHO onpefensitb 06-
nactb ayauTa, Kputepuu ayauta u 0651acTb cepTudukauny, Bkayas TpeboBaHUsa perynvpyowero opraHa.
AyfuTopckas opraHnsaumsa He Ao/HKHA UCKNIoYaTb Kakme-nnbo npoueccsl, MPOoAYKLMI0 uav ycnyrn n3 onactu
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ayauta unu o6nactun ceptudpnkaunm, ecim TosbKO pPeryinposaHne, YCTaHOB/IEHHOE YNO/THOMOUYMBAIOLWUMU
perynvpyloLyMm opraHaMmm, He AonyckaeT Takoro NCKIYeHNs.

8.2.3 EC/u npvMEeHUMo, ayauTopckas opraHu3auus fO/HKHA COOTBETCTBOBATb YCTAHOB/IEHHBIM pery-
NVpYOLWNYM OpraHoM TpeboBaHWAM B OTHOLLEHUW ony6nivkoBaHus UHoOpMaLmMm 0 cepTUULNPOBAHHbIX U3-
roToBUTENAX.

8.3 Ccblnika Ha cemechKaT N ncnonb3oBaHne 3HaKOB COOTBETCTBUA

CneumnanbHble Tpe6oBaHNA OTCYTCTBYHOT.

8.4 KoHhumaeHUNanbLHoOCTb

CneunanbHble TpeboBaHNS B OTHOWEHNM ayAUTOPCKNX OpraHnu3aumnii, ocywecTBAAOWMNX ayanT
N3roToBMUTENEN MELUUUHCKUX N3aenuii

8.4.1 AyauTtopckas opraHusauus Ao/KHa MMeTb JOKYMEeHTUPOBaHHbIe mnpoueaypbl 415 obecnevyeHns
KOH(MAEeHUMaNbHOCTN MHPOpMAaLIMK, KOTOPYIO OHa NoslyvyaeT B X04e npoBefeHus ayauTtos. [laHHas npoue-
Aypa Ao/kHa NpYMEHSATbLCA BCEM NepcoHasioMm, KoMmuTeTamu, cybnogpsgumkaMu, BHELWHUMU ayauTopamu,
TeXHUYECKUMW 3KCNepTaMmn 1 CTOPOHHUMUN OpraHn3aLusiMn 3a UCK/TI0YEHNEM ClyHYaeB Mo PackpbITUO MHMop-
Mauun. ecnv TakoBble TPebyloTCa 3aKoHoaTeIbHbIMK akTaMu.

8.4.2 TepcoHan ayAuTOPCKON opraHusauuun, BHELHWEe ayauTopbl, TEXHUYECKNEe 3KCMepThbl WU CTOPOH-
HVe opraHmsaunm fo/MKHbI cobnogaTb KOHMUAEHUNANbHOCTb B OTHOWEHUW MHhopMaLnn, NOYyYEHHOR MK

B pamMkax BbIMOSIHEHUs1 pa6oT Mo ayAuTam 3a WCK/KYeHUeM UMHopMaLum, 3aTpe6oBaHHON perynmpyroLwmm
opraHom.

8.5 O6MeH uHhopmaLnein mexay ayAnTOPCKO/ opraHusaymeid 1 3akasuymnkamm

8.5.1 O6MeH nHopMaumeii MoOXAy ayAUTOPCKON opraHusaunein (ecnm oHa Ho ABsSieTCA perynu-
pylOLWMM OpPraHoM) 1 ynosIHOMOUYUBLLUUM €e PerympyoLwuMm opraHom

8.5.1.1 Ayautopckas opraHv3auus 4o/HKHa onpeaenuTb B CBOOW CTPYKTYpe (DYHKLMOHANBHYIO eAnHuLYy,
OTBETCTBEHHYIO 38 CBOEBPEMEHHbIVi 06MeH NHhopMaLmei ¢ perynnpyowmumy opraHamu, YnosiHoMOUVBLUMMU
ayAUTOPCKYH0 OpraHM3aLuio, BKIYas OTBEThI Ha 3anpockl. AyanTopckas opraHmsauns fomkHa obecneumsaTtb
HenpepbIBHYO paboTy faHHOW hYHKLVOHAIbHOW eANHULbI.

8.5.1.2 AyguTopckas opraHusaums Ao/KHa MUCbMEHHO coobLlaTh YNOSTHOMOUMBLLMM €€ perynnpyto-
MM opraHam 060 BCex cryyasx noasiora u 06HapyXeHns KoHTpadhakTHOM NPoAYyKLMU CO CTOPOHbI U3rOTOBK-
Tens He nosgHee 5 pabounx gHeli ¢ gaTbl UX BbIBNEHUS.

8.5.1.3 Ayautopckas opraHusauus Ao/mkHa npefocTaBnaTb MHDOPMALMIO YNO/THOMOYMBLLUM €€ pery-
NIVPYIOLMM OpraHam B OTHOLLEHWUU NPOBEAEHHbIX ayJUTOB U PeLIeHnii 0 COOTBETCTBUN CUCTEM MEHEIXMEHTa
KayecTBa.

8.5.1.4 AyamTopckas opraHusauvsa Ao/HKHa yBeAOMUTb NMMCbMEHHO YNOTHOMOUYMBLLUME €e perynaunpyto-
Lme opraHbl 06 OTkase B Bblgaye cepTudmkaTa, ero NpuoCcTaHoBKe, BO30GHOBIEHUW, OTpaHNYeHUN feiicTBUA
WIn 0T3bIBE, HE no3fHee 5 pabounx AHeli OT faTbl NPUHATUS pelleHus. YBeLOMIeHNe J0/DKHO CoOAepXaTb
060CHOBaHNe Taknx AencTBuid.

8.5.1.5 Ayautopckas opraHvsauuns [0/HKHA yBEAOMUTb MUCbMEHHO YNO/IHOMOYMBLLME ee perynupyto-
Lme opraHbl He no3gHee 5 pabounx fHel 0 CYLLeCTBEHHbIX U3MEHEHUAX, BUNAIOWMUX HA ee YNoHOMOoYMBa-
HWe. B YaCTHOCTU O NIOOBLIX N3MEHEHUAX faHHbIX U AeATeNIbHOCTU, OTHOCALLEeC K:

- IOpUANYECKOMY, KOMMEPYECKOMY, OpraHu3aLMOHHOMY MOJIOXEHUIO, a TakkKe K CO6CTBEHHUKaM;

- OpraHu3auVoHHOl CTPYKTYpe, BbiCLUEMY PYKOBOACTBY U/ OCHOBHOMY MepcoHany;

- OCHOBOMNO/aralLWwum NoAnTNKam;

- pecypcaM, 0OUCHbIM MOMELLLEHNAM 1 (haKTUHECKOMY MECTOHAXOXeHWIO;

- 061acTV YNOIHOMOYMBAHMSA B Ka4eCTBE ayAUTOPCKO opraHusaumu;

- MPOYMM MoA0GHBLIM BOMPOCaM, KOTOpble MOTYT OKa3aTb BAMSHME HAa BO3MOXHOCTY ayAMTOPCKOW opra-
HM3aLuK BbINONHATL TPEGOBAHMSA, OTHOCALLMECS K YNOSTHOMOYMBAHWIO.

8.5.2 O6MeH nHdopMaunein Moxay ayauTopcKUMK opraHmsanmamu

85.2.1 Ecnun aygutopckas opraHusalus 3aBepliaeT CBOM B3aVMOOTHOLIEHUS C KaKUM-1M60 M3roToBu-
TenemM Uan ero Npov3BOACTBEHHOW NAOLWAaAKONR, TO N0 TPeGOBaHMIO M C COrNacua N3roToBUTENA OHA AO/MKHA
npefocTaBnTb NocneaytoLlein ayAnTOPCKOA opraHn3aLmn KonmMn BCeX OTYETOB N0 ayAnTy B pamkax TekyLiero
cepTnMKaLMOHHOrO LUMKa, a Takke AeCcTBYOWMiA cepTudmkaT JaHHOTO N3rOTOBUTENS WM OTHOCALLMIACS K
COOTBETCTBYHOLLEl NPON3BOACTBEHHON NaoLake.
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9 Tpe6oBaHWA K NpoLEccy

9.1 O6uwue TpeboBaHuA

WcknoyeHns 3 ISO/LEC 17021-1:2015

M3rotoButENaM MeaULMHCKMX U3Aenunidi He npefocTaBnseTcss BO3MOXHOCTb BO3PaXEeHWn no coctasy
rpynnbl ayauTa, kak ykasaHo B n. 9.1.7 ISO/1IEC 17021-1:2015. W3roToBWTENN MOTYT MCMO/b30BaTh MPoLece
anennsauun ANs yBeAOMIEHUS ayAWTOPCKON opraHmsaumn o Kakux-nnbo xanobax B OTHOLIEHWM cocTaBa
rpynnbl ayauTa.

CneuunanbHble TpebOBaHNA B OTHOWEHUN ayANTOPCKNX OpraHn3auunii, ocylecTBAA0WMNX ayauT
M3roToBUTENEN MEAUNLMNHCKUX N3Lennii

9.1.1 Ayautopckas opraHusauus Ao/mkHa paspaboTaTb AOKYMEHTWPOBaHHbIe Mpoueaypbl B OTHOLUe-
HWW. NO MEHbLUEV Mepe, CneayrLero:

- 0hOpM/IEHUS 3aABKMN OT U3FOTOBUTENA Ha NPOBeAeHNe ayanTa,;

- 06paboTka TakMx 3asiBOK, BKItOYasA NMPOBEPKY NOMHOThI OKYMEHTaL MmN, OTHECEHNUA NPOAYKLMN K Meau-
LMHCKUM 13AenuamM v ee knaccudukaumu;

- A3bIK OCDOPM/IEHNSA 3a51BOK, OTYETOB Y [JOKyMeHTaLuu;

- ohopmieHNE [OrOBOPOB C U3FOTOBUTENEM WUN €ro ohuLManbHbIM NpeacTasuTenemM, ecim NPUMEHNMO,

- onnaTtbl N0 ayanTy;

- NN1aHNPOBaHUSA, NPOBEeAEHUS N OPOPMIIEHNA OTYETOB MO NEPBUYHOMY, WHCMEKLMOHHOMY U pecepTu-
dvKayMoHHOMY ayauTam;

- npotiecca, Nno KOTOPoOMy ayfuTopckas opraHu3auusa onpefensieT, kakme Npon3BoACTBEHHbIE NoWAaAKN
M3roTOBWTENSA WK €ro NOCTaBLLNKOB ByAyT NOABEPrHYTLI ayauTy;

- Ha3Ha4YeHNs ayauToOpOB Ha KOHKPETHbIe PaboTbl HA OCHOBE UX KOMNETEHTHOCTH;

- npouecca NpPUHATUA peLUueHnii 0 COOTBETCTBUM CUCTEMbI MEHE)XKMEHTa KayecTBa, BK4vas, ecniv npu-
MEHVMMO. peLleHns O Bbifaye, OTkase, NPMOCTaHOBKe, NocnenyloLeli Bblaaye, orpaHnyeHnn, BHECEHUN U3Me-
HeHWli 1 0T3blBE CepTUUKATOB, a Takke BO3MOXHbIX YC/TOBUIA 1 OrpaHUYeHNiA;

- OLLEHKN KOHKPETHbIX M3MEHEeHWi, KoTopas A0/HKHA NPOBOANTLCA Nepes Ux yTBepxaeHnem;

- OTCNEXUBAHUSA KOPPEKLUIA N KOPPEKTUPYHOLLNX AEACTBUIA B OTHOLLIEHUN HECOOTBETCTBUIA, BbISIBIEHHBIX
npu aygurax:

- BO30OHOB/IEHNSA KaknX-1Mb0o cepTudmKaToB, eCcnu NprUMeHUMO.

9.1.2 AyauTopckue opraHusaLlmmn AOSDKHbI Mcnosib3oBaTb AoKyMeHT GHTF/SG3/N19:2012 ansa npuceo-
eHNs rpajaunii BCeM HECOOTBETCTBUSIM, KOTOPble MOFyT 6biTb 0GHapYXeHbl B paMkax ayAuTa Ha COOTBeET-
CTBVE perynupyrowmum TpeboBaHnsam.

9.1.3 OTueTbl N0 ayauTam, NOArOTOBMEHHblE ayAMTOPCKUMK OpraHu3aumsaMu, He LO/DKHbI CoAepXaTb
pasfena «Bo3MOXHOCTV NO yAyULIEHWNIO AeATeNbHOCTU», TaK Kak 3TO CO3faeT Bneyat/ieHne NpoBefeHNs KOH-
canTUHra n MOXeT ABUTbCS KOH(/IMKTOM MHTepecoB. PesynbTaTbl ayauTa AO/MKHbI TONBKO fOKYMEHTUPOBATb
BbIMO/IHEHWE WU HEBbINONIHEHNE TPeboBaHWiA, kak cnefyeT n3 06bEKTUBHbLIX CBUAETENLCTB, a Takke Hab/to-
AeHua. OTYeT Mo ayauTy MOXET BkoyaTb HabnoaeHns, KoTopble SBAAITCA NOTEHLUMaNbHbIMU HECOOTBET-
CTBMSIMUW. HO B UX OTHOLLUEHNN He COB6paHo [OCTATOYHO AaHHbIX B paMkax ayaura.

9.2 TlepBuWYHbIA ayauT

CneuunanbHble Tpe60BaHNA B OTHOWEHUN ayANTOPCKMX OpraHun3auunii, ocylecTBAAOWMNX ayauT
N3roToBuTENEN MEOULUUHCKUX N3[enni

9.2.1 AyauTopckas opraHvsauus AosmkHa cobpaTb MHopMaLnio O KpUTUYECKMX NOCTaBLLMKax U3roTo-
BUTENA. BK/IOYAA UX HauMeHOoBaHue 1 MecTopacrnosioxXeHune, no yciyram u npoaykuum, Kak ato onpefesieHo B
nporpamMmme MeHepKMeHTa pUcKa U3rotoBuTesNs.

9.2.2 AyauTtopckas opraHusauma Ao/hkHa MPOBOAWUTL ayAuT BCEX MPOU3BOLCTBEHHbLIX M/OWAAoK, KO-
TOpble BKOYEHbI B cepTudmkar. Kakne-nnbo nnowaiku, OTHOCALWMECA K CUCTEME MeHefXKMeHTa KayecTsa
M3roTOBUTENA, HO NPOBEPSEeMble AUCTAHLMOHHO, He AO/XKHbI ObITb yKa3aHbl B cepTudumkare.

9.2.3 Aygutopckas opraHv3auus AOo/DKHa OnpefenunTb, Kak Hawayywym obpas3om BbINOMHWUTL 3agaqun
sTana 1wu atana 2 (cMm. ISO/IEC 17021-1:2015) Ha OCHOBE AMUCTaHLMOHHOIO aHanM3a oKyMeHTauu v npose-
poK Ha mecTax. AyguTopckas opraHmsaLuunsa MOXeT cCoBMeLLaTb 3/1eMeHThbl 3Tana 1 nartana 2 Ans opraHnsaumu
O}HOTO MOCELLEHNA U3roToBUTENSA.
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9.2.4 B uenu atana 2 go/mkHa 6bITb cneunanbHO BKIOYEHA OLEeHKa B OTHOLLIEHUN:

- pesynbtatusHoctn CMK n3rotoButens B COOTBETCTBUM C MPUMEHUMbIMU perynupyowmmm Tpebosa-
HUAMY,

- npoAyKuun/npoLeccoe U COOTBETCTBYHOLLMX TEXHONOIMNIA (Hanpumep, MTbe Nog faB/IeHNeM, CTepUnn-
3auus);

- COOTBETCTBYIOLLIE TEXHNYECKOW JOKYMeHTauuu Ha NPoAyKLMio B CBA3W C MPYMEHUMbIMU Perynvpyo-
LWMMU TPeboBaHNAMN:

- BO3MOXHOCTSAAMU U3rOTOBUTENA BbINOJHATL faHHble TpeboBaHus.

9.2.5 PesynbTaTbl BCeX ayAuToB («NPOBEPOYHbIX ayAWTOB», «OLEHKN HefocTaTkoB» WNW «npegsapu-
TesnbHbIX ayAMTOB» BHe obnacTu atana 1/atana 2), A0/KHbI 6bITb AOKYMEHTaNbHO 0DOPMIIEHbI Y NPUHATBI BO
BHMMaHue nNpu rpajaunm HecooTBETCTBMUIA B pamMkax NocneayoLero ayanta Ha COoTBETCTBME PeryvpyoLmm
TpeboBaHVAM. AyauTbl N3rOTOBUTENEN, KOTOPbIE ObIIM UCMOIb30BaHbI B KaYeCTBe 06yYeHns 418 perynnpyto-
LMX OPraHoB 1 He OblIn 3aBepLueHbl KakuMU-11nbo oTyeTaMu UM NepeyHem pesynbTaToB, He paccmaTpuBa-
HOTCS KaK «MPOBEPOYHbIE ayAUTbl» B KOHTEKCTE AAaHHOr0 MyHKTa.

9.2.6 AyanTopcKkas opraHusauus, MpoBOAALLAs NEepBUYHbIN ayauT, He [o/mkHa dopmuposaTtb Mo-
NIOXUTENbHOE 3ak/NioYyeHre O TOM. YTO W3roTOBWUTESIb BbINOMHAET perynupyolmne TpebosaHusa, ecnn (Cm.
GHTF/SG3/N19:2012):

- ofHOMY nnn 6oslee HeCcoOTBETCTBMAM MPUCBOEHa rpagaumns «5» nm,

- 6bonee ABYM HECOOTBETCTBMAM NPUCBOEHA rpajaums «4».

9.2.7 AypuTopcKkas opraHusauus, NpoBoAALas NepBUYHBIA ayauT, f0/HKHA UMeTb [0CTaTouHble N 00b-
eKTUBHbIE CBUAETENbCTBA AJ/15 MOATBEPXAEHUSA CBOETO PeLleHrs 0 COOTBETCTBUM UM HECOOTBETCTBUN pery-
nupyoLmnm TpeboBaHnAM.

9.2.8 AyauTopckas opraHusauus, NpoBOAALLAs NEPBUYHbLIN ayauT, He fo/HkHA DOPMUPOBATL NOMTOXM-
TeNbHOe 3ak/loYeHne 0 TOM. YTO U3roTOBUTESb BbIMOMHAET perynupylolme TpeboBaHus, ecam ayamTopckas
opraHusauna umeeT MHMOPMaLMIO, YKa3blBaloWyld Ha CyLleCTBOBaHME Cepbe3HOil onacHocTn s obuie-
CTBEHHOrO0 3/10poBbs. Takas nHopmauumsa fomkHa 6biTb coobLleHa perynupylowmm opraHam B TeyeHue 5 pa-
6ouunx gHeli (cm. 8.5.1).

9.3 [eATenbHOCTb NO MWHCNEeKUMOHHOMY KOHTPOJIO

CneuunanbHble TpeboBaHNS B OTHOWEHWUW ayAUTOPCKNX OpraHu3aumnii, ocyLecTBAAIOWMNX ayanuT
N3roToBuUTENEN MEAUUUHCKUX N3aennii

9.3.1 WVHCNeKumMoHHble ayauTbl AO/DKHbI BKIOYATb aHaIN3 UHLUMAEHTOB, UMEILNX OTHOWeHne K 6e3-
0OMacHoOCTM U (hYHKLMOHANbHbIM XapakTepucTmkaM MegULMHCKUX U3LEeNUiA, B YacTHOCTM Xanob, OTYETOB O
npo6nemMax, 0THETOB O MOHUTOPWHIe 6e30NacHOCTW, OT3bIBOB NMPOAYKLMN, KOPPEKTUPYHOLWMUX AENCTBUSAX, NO-
ACHUTE/IbHbIX YBEOM/IEHWA.

9.3.2 Uenn MHCNEeKUMOHHbIX ayAuTOB B TeueHue uukna A0/MKHbl 0b6a3aTeslbHO BKIoYaTb OLEHKY pe-
3ynbTaTvBHOCTY CMK M3roToBMTENS B OTHOLLUEHWUU MPUMEHNMBIX PETY/IMPYIOLLNX TPe6OBaHNiA N BO3MOXHOCTH
M3roTOBUTENS MO BbINOJIHEHNIO 3TVX TpeboBaHuii. Takke A0/MKHbI paccMaTpmBaTbCes:

- HOBbl€ W/IM U3MEHEHHbIE TEXHO/IOTY B OTHOLLEHUN NpoAyKuun/npoueccos (Hanpumep, NMTbe NoA Aas-
NeHnem. ctepunmsaums);

- HOBas UM U3MEHeHHas TexHUYeckas JOoKyMeHTalus, nMmerLwas oOTHOLEHNe K COOTBETCTBYIOLUM pe-
rynvpyoLwmm TpeboBaHNAM.

9.3.3 Ayautopckas opraHusauuMs MoxeT NOATBEPXAaTb cTaTyc cepTudmkaTa WU3roToBUTeNs Ha oc-
HOBE MOJIOXMTENbHbIX 3aKTlYeHNii pykoBoauTeNa rpynnbl ayauta B cooTtBeTcTBuM C¢ n. 9.3.3 (a u b)
ISO/IEC 17021-1:2015. ecnv TO/IbKO pyKOBOAWTEb FPYNMbl ayauTa He SBASETCA BHELHUM ayAuTOpOM, BHELU-
HUM TEXHWYECKMM 3KCNepPTOM WM ayaUTOPOM WM TEXHWYECKUM 3KCMEepTOM CTOPOHHel opraHusauun. Ecnm
pyKoBOAMTE b IPYNMbl ayanTa ABAAETCA BHELHUM ayAUTOPOM, BHELLHUM TEXHUYECKMM 3KCNepTOM WKn ayam-
TOPOM VN TEXHUYECKMM 3KCMEePTOM CTOPOHHEeN opraHusaummn, To TpebyeTca He3aBMCUMMas OLeHka Cco CTOpo-
Hbl ayANTOPCKOI opraHm3aumm.

9.4 Peceptudukayms

CneunanbHble TpeboBaHNA B OTHOWEHNW ayAUTOPCKNX OpraHnu3aumnii, ocylecTBAAOWMNX ayanuT
N3roToBUTENEN MEeANLNHCKUX N3aennii

9.4.1 Llenu pecepTuchrKaLMOHHOIO ayanTa f0/MKHbI 06583aTeIbHO BKIOYaTb OLEHKY B OTHOLLEHWUN:

- pesynbTatnBHoCT CMK M3roTOBUTENSA W BbINOIHEHNA UM NPUMEHVUMbIX PEryMpyoLmx TpeboBaHuii;
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- TEXHO/I0TWIA B OTHOLIEHUW NpoAyKLMn/NpoLeccoB (Hanpumep, MTbe NoA AaBneHneM, cTepunusaus),

- COOTBETCTBUSA TEXHNYECKON AOKYMEHTALMN Ha NPOAYKLMIO COOTBETCTBYIOLLMM PeryavpytoLmm Tpe6o-
BaHUAM:

- BO3MOXHOCTW U3roTOBUTENSA NPOAOIKATb BbINOMHATL 3TU TPe6oBaHMS.

9.4.2 AyauTopckas opraHusauus fo/hkHa nnaHupoBaTb NPOBefEeHne pecepTUdUKALNOHHbIX ayAnuToB
Tak. YTobbl OCTaBasIOCh AOCTATOYHOE BpeMs A1 3aBeplleHuns npolecca peceptudukaumn A0 OKOHYaHWA
cpoka feicTBus ceptudukara.

9.4.3 Ayagutopckas opraHusauuvs, NpoBoAdALLas pecepTUdMKaLMOoHHbIA ayauT UM paccMarpusatoLas
pesynbTarbl pecepTudukaumm, He Ao/mkHa QOPMMPOBaTL NOMIOXKUTENbHOE 3aK/I0YEHHO O TOM, YTO U3rOTOBY-
Tenb BbINOMHAET peryavpylowme TpeboBaHus, ecnm (cM. GHTF/SG3/N 19:2012):

- 0fjHOMY U1 6os1Iee HECOOTBETCTBUAM NPUCBOEHA rpagaumsa «5» nnu

- 6onee AByM HeCOOTBETCTBUAM NPUCBOEHA rpagaumns «4».

9.4.4 Ayputopckas opraHusauus, npoBoAsLas pecepTUtUKaLMOHHbIA ayanT Wau naaHupyowas pe-
cepTudMKaLmMIo. fO/MKHA UMETb [lOCTATOUYHbIE U HafeXHble CBUAETeNbCTBA ANA NOATBEPX3AEHNA CBOErO pe-
LIEHNS1 O COOTBETCTBUN WUV HECOOTBETCTBUW PEryNnpyloLWwmnM TpeboBaHnam.

9.4.5 Ayautopckas opraHusauuvs, NpoBosLLas pecepTUMKaLMOHHbIA ayauT unm paccMatpusatoLas
pesynbTatbl pecepTudukaLuu, He fomkHa opMUPOBAaTL MOMOXKUTENIbHOE 3aK/T0YEHNE O TOM. YTO U3rOTOBU-
Tefb BbIMOJIHAET perynvpyowne TpeboBaHns, ecin aygutopckas opraHmsaumns uveeT uHdopmauuio, yka-
3bIBAKOLLYI0 HA CYLL,ECTBOBAHWE CEPbEe3HOW OMacHOCTM A8 06LEeCTBEHHOro 340poBbs. Takas MHopmMaums
[o/mKHa 6bITb COO6LLEHa MPU3HAIOLWUM perynmpylowmm opraHam B TedyeHue 5 pabounx gHeli (Cm.8.5.1).

9.4.6 AyauTopckas opraHusauus [oshkKHa NpoBOAUTL ayAnT BCEX NMPOU3BOACTBEHHbIX M/I0LWaj0K, KOTOo-
pble yka3aHbl B cepTucmkate. Mnowankm, OTHOCALWMECS K CUCTEME MEHEeKMEHTa KayecTBa U3roToBuUTeNs,
HO npoBepsieMble AUCTAHLMOHHO, He [O/KHbI OblTb YKa3aHbl B cepTudukare.

9.5 CneynanbHble ayanTbl

YNnonHOMoUMBaKLLME PerympytoLwne opraHbl MOTyT CamMOCTOSITENIbHO MPOBOAWTL CrELMasibHble ayau-
Thl. BK/IOYAA BHEMNMAHOBbIE ayauThl B M0G0V MOMEHT, KOraa 3TO HEO6XO0AMMO U COOTBETCTBYET MX HOPUCLMK-
umn. Lenblo ayAMToB CO CTOPOHbI YMOSTHOMOUMBAIOLMX PEry/IMPYIOLLMX OPraHoB ABAAITCA O4HOBPEMEHHO
KaK ayauT U3roToBUTENSI MEAULMHCKNX U3AENNiA, TaK 1 OLeHUBaHWE ayaUTOPCKOl opraHusauum.

CneumnanbHble Tpe60OBaHNSA B OTHOWEHUN ayAUTOPCKMX OpraHn3auunii, ocyLecTBAAIOWMNX ayauT
N3roToBuTeNel MegNLUHCKNX N3aenuii

9.5.1 Mo TpeboBaHMIO YNOSTHOMOUYMBLLErNO PEry/iMpyroLLEero opraHa ayauTopckas opraHm3sauns gosmkHa
NPOBOAWTL CMeuvanbHblil ayfuT U3roToBMTENS NOA, PYKOBOACTBOM PerynpyloLero opraHa, 3aTpebosasLuero
Takoli ayauT.

9.5.2 Kputepuu Ana BHeNNaHOBLIX CneunanbHbIX ayanToB.

1) AyauTtopckas opraHusaums Ao/hkKHa NpPoBOAMTL BHEM/IAHOBblE ayAuTbl, €Cnu npeflecTsylolne
ayAunTbl yKa3blBalOT Ha Cepbe3Hble /WK YacTble HECOOTBETCTBUA. AyAuTopcKas opraHusauuns AosHxHa npu-
MeHATb GHTF/SG3/N19:2012 ana onpeAeneHns Toro, SABASKTCSA /I HECOOTBETCTBUSA CYLLECTBEHHbIMM, Ya-
CTbIMU UM NOCNYXWBLUMMUW NPUYUHOW BbiNyCcKka HECOOTBETCTBYIOLMX MEAULMHCKUX U3Lenuii B obpalleHue.
BHennaHoBbIli ayauT fO/HKeH ObiTh NPOBEAEH B Cyyae crefytolimx pesyibTaToB npeaLecTByoLero ayaura:

- 0f4HOMY 1NN 6osiee HECOOTBETCTBMAM NPUCBOEHA rpagaums «5» nnu

- 6onee AByM HECOOTBETCTBUAM MPUCBOEHA rpajaumns «4».

MpoBegeHne BHEMIAHOBbIX ayAUTOB He AO/HKHO ObiTb 3anfaHNpPOBaHHbIM U [O/DKHO ABAATLCA AONON-
HEHMEM K 0OblYHbIM 3anaaHMpoBaHHbIM ayauTam. B cnyyae BHennaHOBOro ayavTa Mo NPUYMHE 4acTbIX He-
COOTBETCTBUI UM BbiNyCKka HECOOTBETCTBYIOLLMX MEANLMHCKNX U3AeNnii ayauTopckas opraHu3aums Ao/mkHa
npefocTaBuUTb M3rOTOBUTENIO MPUMEPHO 6—9 MecAueB AN OCYLLEeCTBNEHUS KOPPEKTUPYIOLWUX AelCTBUNA,
€C/IM TONbKO M3roTOBUTESb HE NpefocTaBua CBUAeTeNbCTBA TOr0, YTO KOPPEKTUpYoLWMe AecTBUSA 6blan Bbl-
NnosiHeHbl paHee. BHennaHoBble ayauTbl [OMKHbI 6bITb ChOKyCUpOBaHbI Ha HECOOTBETCTBUAX, WX KOPPEKLUH,
KOPPEKTUPYIOLWNX AeCTBMAX, NPeANPUHATBLIX Kak B OTHOLIEHUN CUCTEMbl MeHeMKMeHTa KayecTBa U3roToBu-
Tens, Tak U B OTHOLIEHUW MEeAULMHCKUX N34eNniA, N3roTOB/IEHHbIX B MEPUOA, BbISIB/IEHUSI HECOOTBETCTBUS, Kak
yXXe BbINyLEeHHbIX B 06paLleHne, Tak 1 ele HaxofaWwmxesa nog ynpasneHmem U3rotosuTens.

B kauecTBe 06LLero npasuna, BHEMNAHOBLIV ayauT AO/HKEH OblTb NPOBEAEH N0 MeHblueli Mmepe 4BYMS
ayauTopamMu U He [O/DKEH A/INTLCA MEHee OAHOT0 AHA.

2) AyauTopcKue opraHusaummn Ao/HKHbI NPOBOAMTL BHENNAHOBbLIE ayAWUTbl, €C/IN KOHKPEeTHas nHdopma-
LuMs JaeT OCHOBaHMA Mpegnonaratb Hanuyve cepbe3HbiX HECOOTBETCTBWIA B OTHOLIEHUW W3AenniA unn B OT-
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HOLUEHWN U3TOTOBUTESS, UK YNOJTHOMOUMBLLME PETYMPYIOLLNE OpraHbl TPEOYT NPOBEAEHNS BHEMTAHOBbIX
ayanToB. Takue BHEMNAHOBbIE ayUTbl JO/MKHbI GbiTh OCHOBAaHbI HA MHOPMALMU N0 Cepbe3HbIM HECOOTBET-
CTBUSIM UNY HA TPEGOBAHNUM YNOSTHOMOUMBLLMX PETYJIMPYIOLLMX OPraHoB.

3) MpoBefeHNE BHEMMAHOBLIX ayAUMTOB «HA MECTE» Y U3rOTOBUTENS UM Y €0 KPUTUUYECKUX NOCTaB-
LLIMKOB [JO/MKHO 6bITb NPEAYCMOTPEHO YC/IOBUSIMU JOTOBOPOB KaK MEX/y U3roTOBUTENIEM U KPUTUYECKUMI NO-
CTaBLUMKAMU. TaK ¥ MeXay ayLMTOPCKoi opraHusauveil u narotoButenem. Ecnv gns noceleHnst CTpaHbl-n3-
roToBMTENS TPEGyeTCs BK3a, TO YC/I0BUS OTOBOPA MOTYT COAEPXaTh B KAUECTBE MPUIOXEHUA NpUrialleHne
0 MOCELLEeHNN U3FOTOBUTENSA U €ro KPUTUYECKMX MOCTABLLMKOB B M060e Bpems C OTKPbLITOl AaToil Bu3nTa.
YCcnoBusi 4OTOBOPOB MOTYT COAEpXaThb B KAYECTBE MPUSIOXEHWI aHANOTMYHbIE NPUTMIALIEHNS OT KPUTUHECKNX
MoCTaBLUMKOB. YCNOBUSI OrOBOPOB A0/IXHbI AaBaTh NMPaBO ayAUTOPCKOM opraHv3alnm pacToprHyTh fOroBop,
€C/ BO3MOXHOCTb NPOBeAeHNs BHENMIAHOBbIX ayAMTOB U3rOTOBUTENS UMW €10 KPUTUYECKUX NOCTABLLMKOB He
o6ecneunBaeTcsi. Takke yCc/oBUsi [OTOBOPa MOFYT BK/IHOYaTb MEPbl CO CTOPOHbLI ayAMTOPCKO opraHusaLlum
no o6ecneyeHno 6€30MacHOCTU ayAMTOPOB. ITO MOXET BK/OYATh AeHEXHbIe KOMMEHCALUN ayanuTopam, Bbl-
MOJHSAOLWMM BHEMNAHOBbIE ayAuTbl, a TakkKe rapaHTui 6e3onacHoCTu.

9.5.3 AyauTopckas opraHu3auusi, BbINOJIHA0WANA cneyyanbHblii ayauT no Tpe6oBaHMio YNoHOMOYMB-
LIEero ee peryvpytoLLero opraHa uan BHEMNAHOBLIN ayauT Mo KPUTEPUSIM, YKa3aHHbIM B HACTOSILLEM [OKY-
MeHTe, Ao/KHa NPEefoCTaBUTb pPerynupyroLLeMy opraHy oTyeT no ayauTy He nosaHee 15 aHeli ¢ nocnefHero
[Hs aypuTa.

9.6 MpuocTaHoB/eHNe, OTMEHA AelicTBUS cepTudmkaTa Unn cyxeHne 06a1acTv cepTudukaymm

CneuunanbHble TpeboBaHNS B OTHOWEHWW ayAUTOPCKNX OpraHu3aumnii, ocywecTBAAIOWMNX ayanT
N3roToBuUTENEN MEAUUNHCKUX N3aennii

9.6.1 Ecnu ayauTopckas opraHusaums npuocTaHaB/MBaeT, OTMEHSIeT AelicTBMe UIKn cyxaeT 06nacTb
cepTuduKauum, To oHa Ao/HKHA NPOUHMOPMUPOBAaTL YNOSIHOMOUYMBLUNE ee perynvupyloLe opraHsl.

9.7 Anennauun

CneyunanbHble Tpe6oBaHUS B OTHOLIEHUW ayAUTOPCKUX OpraHu3aLunii, ocywecTBAAOWMUX ayanT
U3roToBUTENEN MEAULNHCKUX U3aenuit
CneuuasbHble TpebGoBaHUsi OTCYTCTBYHOT.

9.8 XXanoo6sl

CneuuanbHble Tpe60BaHUSA B OTHOWEHWUU ayAUTOPCKUX OpraHu3aLunii, ocyuecTBASIOWNUX ayanT
M3roToBUTENEN MEAULMHCKUX U3aennii

9.8.1 AyauTopckas opraHusauust Ao/XHa nepeHanpasnATh YNOJHOMOUMBLIMM €€ PeryvmpyoLwmumM op-
raHam xaso6bl (HanpumMep, coepxallue KpUTUYeckylo MHOpMaLMio), KOTopble OHa NoJlyYyaeT B OTHOLLEHUN
M3roToBUTENEl MEAULMHCKAX W3LENWIA 1 KOTOpble MOTYT yKasbiBaTb Ha Npo6/ieMbl, CBsi3aHHble ¢ Gesonac-
HOCTbIO. (PYHKLMOHANLHLIMU XapakTepUCTUKAMU MEAULMHCKAX U3LEUA WAN PUCKOM A5 O6LLeCTBEHHOro
3/10pOBbSI.

9.9 3anucu o 3aaBUTENAX U 3aKa3umkax

CneuuanbHble Tpe60BaHUSA B OTHOLWEHNUM ayAUTOPCKUX OpraHn3auuii, ocylwecTBAAIOWUX ayanT
M3roToBUTENEN MEAULMHCKUX U3aennii
CneuuasbHble Tpe6GoBaHUsi OTCYTCTBYHOT.

10 TpeboBaHUA K CUCTEME MEHEe[)KMEeHTa KayecTBa AN ayauTOPCKUX
opraHmsauuii

10.1 BapwuaHThbl

CneuuanbHble Tpe60BaHUS B OTHOWEHWUMU ayAUTOPCKUX OpraHu3aLunii, oCywecTBASIOWNUX ayanT
M3roToBUTENEN MEAULMHCKUX U3Aennii

10.1.1 AyauTopckas opraHvsauus fo/mkHa paspaboTtaTb, LOKYMEeHTUPOBaTb, BHeAPWUTb, NOALEPKMBATL
¥ MUCNOMb30BaTh CUCTEMY MeHEeKMEHTA KauecTBa, KOoTopas COOTBETCTBYeT BuaaMm, 06/1actu U o6bemy ee
ayauToB, a Takke A0/HKHA NoAAepXMBATb U IEeMOHCTPUPOBATL BbINO/HEHWE TPE6OBaHUI NPUMEHMOTO pery-
JIMPOBAHUS MO MEAULMHCKUM U3AENUSAM W PeryupyoLwmux noanTuk/nporpaMm.
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10.1.2 AyauTopckas opraHu3aums A0/HKHA COXPaHATb 3anvucy O COOTBETCTBUM TpeboBaHWAM HacTos-
ero ctaHaapta He meHee 15 nert.

10.1.3 Ayautopckas opraHusauus Ao/HkHa NPOBOAWTL OLIEHKY, MOHUTOPWHT U aHanv3 CBOel nporpam-
Mbl ayauToB A5 cbopa MHopMauuy B OTHOLLEHUN XapaKTepPUCTUK 1 TPEHA0B B CBOMX Npoueccax, B YacT-
HOCTK: LeNIOCTHOCTM OTYETOB NO ayauTaMm, NpeAB3ATOCTM B BbISIB/IEHHbIX HECOOTBETCTBUSAX, 06paTHON CBA3N
OT U3roToBUTENEN MEeANLMHCKUX U3gennii u T.n.

10.1.4 AyauTopckas opraHusauus, ucnosb3ylolwas kKak BapuaHT A. Tak v BapuaHt B n. 10
ISO/IEC 17021-1:2015. go/mkHa NpoBOAWUTbL BHYTPEHHUE ayAuTbl, KOTOpble BK/IKOYAKT BCe ee OgiUChl, y4a-
CTBYIOLME B NpoLiecce ayAnTOB Ha COOTBETCTBME PEry/IMPYIOLWMM TpeboBaHUAM.

10.2 BapwuaHT A: TpeboBaHuMA K CUCTEMO MeHeXXMeHTa B cooTBeTcTBMYK ¢ ISO 9001

CneuunanbHble Tpeb6oBaHMA B OTHOWEHUN ayAUTOPCKUX OpraHun3auunii, ocyLecTBAAOWMNX ayauT
n3roToBuTened MeanLUHCKNX N3gennii
CneumanbHble TpeboBaHNS OTCYTCTBYOT.

10.3 BapuaHT B: Obwme Tpeb6oBaHNA K CUCTEME MEHeXMeHTa

CneumnanbHble Tpe6OBAHUSA B OTHOLIEHWUW ayAUTOPCKNX OpPraHn3aLunii, ocywecTBAAOWNX ayanT
N3roToBuUTENEH MEANLUHCKNX N3aennii
CneuunanbHble TPe6GOBaHUA OTCYTCTBYHOT.

11 OTmMeHa ynosIHOMO4YMBaHMSA ayauUTOPCKOM opraHu3auumn

YnonHomoumBaHue ayAuTOPCKON OpraHnsaummn fO/MKHO OblTb OTO3BaHO, €C/IM ayAuTopckas opraHv3a-
uMa He ypoBneTBopsieT TpeboBaHMsAM HaCTOSILLEro CTaHAapTa B peanusauuy COOTBETCTBYIOLLMX MPOLIECCOB.
B oTHOLWEHNN fanbHelilwel nHhopMauuy No 0T3bIBY ynosiHoMmounsaHus cm. IMDRF/MDSAP/WG/N11.
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Mpunoxexnune A
(cnpaBouHOE)

CBefeHUsi 0 COOTBETCTBUM CChISTOUYHbIX MEXAYHAPOAHbLIX CTaHAAPTOB HAUMOHA/bHBIM CTaHhapTam
Poccuiickoii ®enepauuun (M 4eiicTBYOW MM B 3TOM KauecTBE MeXIocyAapCTBEHHbIM CTaHAapTam)

Ta6nunuya OA1

O603HaYeHne CChbIJIOYHOTO CTeneHb
O603Ha4YeHne M HaMMeHOBaHWe CCbIIOYHOTO HaLMOHaNbHOTO cTaHgapTa

MeX/yHapoaHoro ctaHgapta  COOTBETCTBUSA
*

ISO/IEC 17021-1:2015 —
oT FOCT ISO/IEC 17000—2012 «OueHka cooTBeTcTBUSA. CrioBapb U 06-
Lye NPUHLMNbI»

ISOVIEC 17000:2004

* COOTBETCTBYIOLMIA HALMOHA/bHBIV CTAHAAPT OTCYTCTBYET. [10 €ro yTBepX4EHNsI PEKOMEHAYETCS UCMO/b30BaTh
nepeBo/ Ha PYCCKMii A3bIK JaHHOTO0 MEeXAYHapoAHOro cTaHaapTa.

MpumeuaHune — B HacTosiwel TabnuLe UCNoNb30BAHO Clefylolee YC0BHOe 0603HaYeHe CTeneHn co-

OTBETCTBUA CTaHAapPTOB:
- IOT — naeHTuYHbIe cTaHaapThl.

YOK 006.83:006.354 OKC 03.120.10 OKM 94 000
11.040.01

KnioyeBble croBa: cucTema MeHe[XMEeHTa KauyecTBa, WU3fenus MefuuMHCKUe, TpeGOoBaHus K ayauTOPCKUM

opraHusauusam, ayauT Ha COOTBETCTBME PeryvpyoLM Tpe6oBaHNAaM, N3rOTOBUTENN MEANLMHCKUX U3aenuii

Pepaktop HA. ApryHosa
TexHuuecknit pegaktop B.HO. ®oTvnesa
Koppektop M.W. MepwinHa
KomnbloTepHasa Bepctka E.E. Kpyrosa

CpaHo s Ha6op 04.04.2016. MoanncaHo o noyaTb 12.04.2016 dopmat 60*84/4. FapHutypa Apnan
Yen.neu.n.2.32. Yu.-uzg.n 1.90. Tupax 31 3Kk3 3ak. 1019

M3paHo v oTneyataHo Bo ®IYM oCTAHAAPTUH®OPM». 123995 MockBa. FpaHaTHblil nep.. 4
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