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IIpeaucnoeue

1 MOATOTOBIIEH 3akpeiTelM axkuHoHepHEIM obwecteoM «ME]H-
TECT» Ha ocHOoBe COOCTBEHHOrD AYTEHTHUHOrO MEpPeRola HA PYCCKHI A3BIK
JOKYMEHTA, YKA3aHHOTO B NYHKTe 4

2 BHECEH TexnuueckuM KoMHTeToM no cragaapruzaunun TEK 436
«YIpaBlIeHHE KAYeCTBOM MEIHIHHCKHX H3AenHi»

3 VTBEPKJEH M BBEJEH B JEMCTBHE Ilpukazom enepalkHOro
ArEHTCTRA [0 TEXHHYECKOMY PEryIHPOBAHHID M MeTponorHd oT & wnoabpa 2013 r.
No 1493-¢cT

4 Hactosmmuii cranfapTt ABNAeTCA MOAHPHUHPOBAHHEIM MO OTHOWEHHK K
MEKIVHApOIHOMY O0KYMeHTY Llenesofl rpynnel no rnodanbkHOH rapMOHH3ALHH
(Global Harmonization Task Force — GHTF) GHTF/SG4/N84:2010 «PykoroacTeO
Mno ayaHTy CHCTEM MEHEIKMEHTA Ka4ecTBa HIrOTOBHTENEH MEIMIHHCKHX HIIeIHi
HA COOTBETCTEBHE PEryIupyomusM tpebopaHnaMm. Hacte 5. AyauT ynpasneHHA
nocrasmukaMu» (GHTE/SG4/NE4:2010 «Guidelines for regulatory auditing of
quality management systems of medical device manufacturers — Part 5: Audits of
Manufacturer Control of Suppliers») nyrem HimeHeHHA ero cTpykTyphl. [lpu atom
HCKIKUeH pazien 3 «O00CHOBAHHE» NPHMEHEHHOTO OPHTHHANBHOIO NOKYMEHTA,
KOTOpBIH HeuenecooDpa3Ho NpPHMEHATh B HAUHOHAILHOM CTAHAApTe B CBA3IH C
TpeDOBaHHAMH K CTPYKTYpe HauHoHanbHoro cravaapta Poccuiickoit eaepaun,
yeTaHoBNeHHBIMH B TOCT P 1.0, a Tawwe B CBAIH © TeM, MTO COJSPKAHHE JaHHOIO
paznena BrmoveHo B «Benenwen u pasgen 1 «O06nacts npHMeHeHHA» HACTORLIETO
craHaapra. CpaBHeHHe CTPYKTYPBl HAacTOAILEro CTaHJapTa co CTPYKTYpoOi
YKA3AHHOMD  OPHTHHANBHOIO  JOKYMEHTa  OPHBEIEHO B JONOJIHHTENLHOM
npuioxeHHd JA.

OpHruHankHB TEKCT ayTEHTHYHOIO IEPEB0a HIMEHEHHHEIX CTPYKTYPHBIX
anemMeHTOR npumMeHeHHoro goxkymeHTa GHTF u oObsficHeHHe npHYHH BHECEHHSA
TeXHHYECKHX HIMEHEHHH NPHBEIEHEI B JONOIHHTENRHOM NpHnoxeHnn Jb.

[Ipy nDpHMEHEHHH HACTOAILEID CTAHJAPTa PEKOMEHIYETCA HCMOIB3IOBATh

EMECTO CCEUTOMHBIX MEARIYHAPOIHBIX CTAHAAPTOE H JOKYMECHTOB COOTBETCTBYHIYLIIHE



[OCT P 55747-2013

HM HAIHOHAIBHEIE CTaHIAPTHI Poccuiickoi ibe;tepﬂuuu._, CBEOCHHA O EKOTOPBIX

[NPHBCICHEL B JOMNOIHHTCIEHOM [IPHIORCHHH ﬂﬂ

5 BBEJIEH BIIEPBLIE

[lpasura npumenenus nacmodwezo emandapma yemanoatenn ¢ FOCT P LO-200 2 (pasdea
&) Hudropaayus off wivenenliax g NICMORAENM) cMandapumy RVWGINEVEcR & eNcezodnom [ho
cacmeane wa 1 ausaps npednidyiiess soda) undapsayuoiion vRazamere «Hayuonaisuee
cimandapmuy,  a  ofuguaabnsil o mercm RIMeHenull 8 RONPAROK  — 8 eNCEMECAYHOM
unhopsayionros yeaiameie sHayuonassime cmandapmeiy. B cayuae nepecamompa (3auvenn)
LAN GRUTENN HacMoRuess cmandapna coomeemomayiolges Veedawtenne dvdem onyiiankorano &
BANNCATHEM  GMNVERE  edcesecAunoso  undlopuayuonnozo  yRaiamern  aHayuouwaieume
cimandapmy. Coomeememaeiowas tglopuayud, Veedatiene @ Mercmbl PUIMeiyaonca maxmyee
# WHhapMayioniol cucmeme oflgesd ROIbIOSANUA — Ha fUREIBNON cAalme HayLoREIEho0
apeata Pedepatbnoce aremmomen N0 MEXHUNECKOMY PESVINPOSANUK 1 MEMPOIOUN & Cemi

Humepnem (gost.ru).

@ Cranpaprawdops, 2013
Hacrommmil crangapr #me MoweT OLITH NOAHOCTRID HAIH SACTHYHO  BOCTIPOHIBEMEH,

THPRKHPOBAH H  PACOPOCTPAHEH B Ka4ecTBE  OpHIHANLHOTO  Higauas  0ed  paspellciind

dJ-E-‘,JE‘].'IBJIBE!Dl’ﬂ ANCHTCTEE 10 TEXHHYSCKOMY PErVIIHPOBATHED H METPONOIHH
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Conepmanne

HDIIBCTE TTPHMEHEEIR 1 5 i vax st s e w5000 6 bk e i o Ry Wl STS08 B
HopMABTHBEHEEG CUBLIIRH: V', v oo i i saa b 6 o o e dl v o e v F i i
TepMHHBI H ONPEACTIEHHA . .. c.ovieiniaenneaan e
[IpHHUMOEL AYAHTA «.ooveacennnnn.
A T 0T e IR EIETERL o o e o i i B i e SR R e
4.2 Pemenne 0 HEODXOAUMOCTH ayIHTA ¥ MOCTABIIHKA ... .ovvieniineeiieanenn.
4.3 AyQHUT DOCTABIIHKA «.\oivveianinnans
4.4 OT4ETHOCTE. .. ......
Mpunoxenne A (oDazareneHoe) CpaBHEHHE CTPYKTYPE HACTOALIErQ
cranaapra co cTpykTypoid gokymenta GHTE/SG4/N84:2010
«PyKOBOJCTBO MO AYIHTY CHCTEM MEHEIAHMEHTA Ka4yecTea
HIrOTOBHTENEH MEIHUHHCKHX HW3JeNHH HA COOTBETCTBHE
peryaupyrouusM tpeboeannamM. Hacte 5. AyaHT ynpasneHus
NOCTARMIHKAMHY. .. ...
[Tpuno#enne b (obazarensHoe) TekcT HIMEHEHHEBIX CTPYKTYPHBIX YIEMEHTOR
HacTofaumero crangapra 1 goxysednta GHTE/SGA/MNE4:2010
«PyKOBOJCTBO NO ayJHTY CHCTEM MEHEIMXMEHTa KauecTsa
HITOTOBHTENEH MEIHUHHCKMX H3Jenuii Ha CODTEETCTBHE
PEryIHPYIOMINM TpebopaHuaM. HacTe 5. AYIHT ynpasieHHA
MOCTABIHEAME Y ... ootnt it ittae caraae e aanassasmaaaannns
[Ipunowenne B (copasounoe) CeedeHHs O COOTBETCTBHH CCBUTOHHEIX
HAallHOHANEHEIX  CcTa”HgapToB  Poccuiickoi  @egepaunu

MEXIYHAPOIHBIM CTAHTAPTAM. .. ..o ihiciisiienaisrcincaiasciinns
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Beenenwne

Hactosuuii craniapr SeIfeTcs PYKOBOICTROM /I8 PErYIHPYIONINX OPraHoB H
OPraHd3anuil, NPOBOIAWIMY aVIHTE CHCTEM MEHEKMEHTA KA4ecTBA H3roTORUTENed
MEIHUHHCKHX HW3AENHH HA OCHOBE MPOLUECCHOrO MOAX0aa K TpeDoBaHHAM CHCTEME

MCHEITHMCHTA KAYCCTEA.

np!-'EME‘Iﬂ.H}'IE - B kourekcte HACTOAINEND CTAHOAPTA «aviHTe O3HaYacT «ayiWT Ha
COOTBETCTREHE PECYITHPYIOWHM TPEGOBAHMAM b,

Hactoawuii crangapt cneavet 3a T'OCT P 54421-2011 «Pykoeoacteo no
AYAHTY CHCTEM MEeHeIXMEHTA KA4ecTBA HM3TOTOBHTeNeH MeJAHMUMHCKHX HW3Jenuid Ha
COOTBETCTEHE peryiHpywoumuM tpeboeanuay,. Yacte 1. Obdmme tpebopaHufAs |
'OCT P 534882-2011 «PykoBoACTBO IO ayAHTY CHCTEM MEHEIMMEHTA HaMeCTEa
H3rOTOBHTENEH  MeIHUHHCKMX H3Jendii Ha COOTBETCTEHE PEeryIHpPYHOIIHM
TpebosanuamM. Hacte 2. CTparerua ayauTas.

B ero ocHoBe NEXKWT NPHHIHN, HUIOKEHHBIH B pazgene 3 JOKYMEHTA
GHTF/SG3I/MNIT7  «CuHereMa MeHEEMEHTA KadecTBa. MeaMuHHCKHE H3IeIHA.
PykoBOACTBO MO YHOPaBICHHI NPOAYKUHEH M yCIyraMm, NOAy4aeMbIMH OT
MOCTABLIHKOBY.

«B  pamkax cyilecTBYROMIEH  HOPMATHBHO-NPABROBOH  0aiel  TEPMHH
«HITOTOBHTENE» MOKET OBITE ONPEIENcH no-pazHoMy. OJHaKo  KamkIbli
PErYAHPYIOWHI  opras, B KOHEYHOM CHMETe, BOITaraeT Ha HIrOTOBHTENA
MEIHLHHCKHX H3Ie]Hil OTBETCTBEHHOCTE 3a coDNIeHHe HOPMATHBHEIX TpeDoBaHHH
cHCcTeMbl mMeHeq#meHTa kKadecTea (CMEK). HaroroeuTens, KOTOpbIH, B KOHEYHOM
cuere, HeceT oTeeTcTReHHOCTE 3a UMK, He momer oTkazaTeca (MO KOHTPAKTY HIIH
HHBIM 00pazoM) oT cBoMX 0DA3ATENLCTE H OT OTBETCTBEHHOCTH 3a M0YH HIH Bee
(YHKIIHH B paMKaXx CHCTEMBl MEHEIMMEHTA Ka4ecTBa. JTO 03HAYAET, HTO
OTBETCTBEHHOCTE 3a co0M0AeHHe TpeDoOBaHHH K CHCTEME MEHEAMMEHTA KAYECTEBA HE

MOEET ObITE BO3I0MKEHA HA MOCTABIIHEA NPpoOOVELIHH H ¥CII¥Tx.
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(GHTF/SG4/NB4:2010)

HAHUUOHAJBHBIH CTAHJIAPT POCCHHCKONH DEJIEPALIHH

PYKOBOJACTBO ITO AVJIUTY
CHCTEM MEHEJIAKMEHTA KAYHECTBA
H3TOTOBHTEJEH MEJHIIHHCKHX W3AEJTHIA
HA COOTBETCTBHE PEI'YJIHPYIOIIHM TPEBOBAHHAM
Yacrs 5

ﬁ}',.II{T YHNPpaBJA€HHA MOCTABHNIHKAMH

Guidelines for regulatory auditing of quality management systems of medical device

manufacturers. Part 5. Audits of Manufacturer Control of Suppliers

Jdara epegenna — 2015-01-01

1 OdaacTs npHMeHEHHRA

Hacrosamuii crasaapT ABIAETCA PYKOBOACTEOM /A [OPOBEICHHA ayaHuTa
MOCTABNIHKOB NPH OCYUIECTBICHHH Ipollecca 3akynok. IIpH npoeeneHuH ayaMrta
MOCTARIIHKOR HeoDxoauMo nonkioeaThed cTavfaapramMu [OCT P 54421 u TOCT P
54882,

Hactoamuii craHaapT cOAepHT JONOJHHTENBHYI HHPOPMALUHIO 0 CTPATETHH
NPOREJAEHHA ayIHTOR PEryJIHPYHLIHMH OpraHaMi, ayIHTOPCKHMH OpPraHH3allHAMH H
ayIMTOpaMH  NPH OCYIIECTBISHHH ayAHTa MNpPOLEcca 3aKyNoK, a4 Takke TNpH
NPOBEIeHHH aYIHTOB NOCTABIIHKOE H3TOTOBHTENEM.

mapHas nens HACTOAWIErD CTAHAAPTA 3aKN0OUaeTcd B obecneveHuH DonbLIeH
NocAeA0BATENEHOCTH NPH NPOBEIEHHH ayJHTOE — HeOOXOAHMOCTH TAPMOHHZALHH H

B3AHMHODIO IIPH3HAHHA PEIVIIETATOR ayIHTa.

Hzpanne opuunansnoe
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2 HopMaTHBHBIC CCBLJIKH

B nacmoswem cmandapme NCROALIOBAHB  HOPMAMUSHBIE CCBLIKN  HA
credyiouie cmandapntbi!

F'OCT P 5442-2011 Pykosodcmeo no ayvoumy cucmem MeHeoNcMeHma
KAuechmad u320mositmeietl MeduyuHckuy u30enutl Ha Coomaememate Pezyaupyioim
mpedosanuam. Yacmn 1. Obwue mpeboranun (GHTF/SGA/N2ER4:2008, MOD)

FOCT P 54882-2011 Pykoeodcmeo no ayvoumy cucmem MeHeodxcMenma
Kauechad U320omostmeict MeOuyuHCKUY u30eTull Had COOMBemomeane Pezvaupyotyim
mpeGoeanuanm. Yacme 2. Cmpamesun avouma (GHTF/SG4/N30OR20:2008, MOD)

TOCT P 54881-2011 Pykosodcmeo no ayvoumy cucmem MeMedxcMenma
KAuechad U320omostimeiet MeOuyuHcKuY N30Tl Had COOMBemCmene Ppezyvaupyiotiim
mpedosanuam. Yacmu 3. Omuem o nposedenuu avouma (GHTF/SG4/NIIRI6:2007,
MOD)

'OCT P 55748-2013 (GHTF/SG4/N83:2010) Pykosodcmeo ne ayoumy
CHCMEM MEHEONCMEHMA KAYecmed W32oMmosumenel MeduyuHckux  usdenuit  Ha
coomsememsue  peayaupviowgum  mpedosanuam. Yacms 4. Aydum  neckoawkux
HpouIsodCMECHHBLY RI0WadoK

FOCT 150 9000-2001T Cucmemsr menedwemenma rwavecmea. Ocnoshbie
HOJONCEHUA U CAOBAPEL

FOCT IS0 1345852011 Hzdenun wveduyuncrue. Cucmenmb: MeHedxemerma

kavecmed. Cucmenmtble mpefosanun 18 Weret pesViupoaan i

Hpuvevanue — fpn nots3osaiin HACMOSWRAN CIRANGIPION HEAECOOORPAING RPOTEPUTE
deficmate coMAOYNRY citandapmaes & unghoprayuonkol cuchiene ofljess NohIoaanus — Ha
ofuaTkiios catime Pedepaibioce aIenmomE 1o MEXHUNECKOMY PEcVINPOSaIIG W Menpotoat
6 cemu  Humephem Wil Ro edcecooNo  NIOQETEMOMY  BNPOPMAMUORKGMY  VKATERET0
wlfayuonaasnsie cmandapmery, Komopntll onyiiukesarn Mo cocmoiie ma | ANeaps MEKviyesn
2oda, W R asNVCRaM  edcemecaunoso  hnghopuayuonroso  veaxameis  sHaywonaieuee
cimaiidapmeiy 3 merkvut eod.. Eonw sawenen cowaosnbill cmandapm, wa xomaopwil dana

2
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.l:l'l’.’-l‘j'dﬂlﬂ})l’!l‘i‘ﬂ.l.l‘i!dﬂ CoMANG, WMo pi’k‘ﬂ.!ffi!ﬁ}'t‘”!f_ﬂ‘ WO hI0EdH b l'.'t’ﬁffﬂﬁ_].'k?]#}’m AEPCNRY IO
ﬂ'J?!ﬂﬂ':’}ﬂpH!ﬂ O VHEMOM S0EX GHCCENNhY & dﬂh’“_]-'k} GO wanvenenti.. Ecau sasenen cobliovsl
r_‘n"i'iﬂﬂ'lf}ﬂpﬁ'!. M Ii.'ﬂl‘ﬂﬂf}hl'l} danta fiﬂmﬂpﬂﬁ‘dﬂﬁﬂ.ﬂ COrBLTR, Fllﬂjl&'lfﬂ.l!ﬁ!fﬂ_}'fmt‘ﬂ LHERQTLIORANTH 8CPCHD
IO -L‘IJJ:'IHI:')HJHJIE O PRATOHNBMN  GhilHE 200 _WHH'E}J.RT]-I?HHH (npmm.rmmj. Ecan  nocae
_I’J?!l’i‘fj}.}t‘t’}ﬂ'ﬂﬂ.ﬂ' HACHORUESD r_‘mmfdapmﬂ i@ CChLAOYN B (‘.l'ﬂﬂ]'f:'}ﬂpﬂi'!, i Rﬂ!ﬂﬂ‘lﬂhfﬁ' chatric
!'lﬂ'ﬂ‘!l.l‘pﬂl'ﬂfﬂm'ﬂ'ﬂ' CORLING, GHECCHO HIMENEHUE, IdMPOZUE@moes ROTONCENne, Ha  Komoprae A
COBLIRG, MO 20 ROTeNehie EJ-E‘.FL‘H.HFHE}_].'EH‘?I‘R AP ERA TS e Yaema anunoso NIMeNeNEa. Ecan
COMIOY B fmmeﬁapm OMMEnenN D3 3aMensl, Mo naloXNcenue, § KON dang cobiAka na Hezo,

Pl’.’!-.‘ﬂ‘.“t‘“d_'l?flﬂfﬂ' APHMENAITE & YaCH, He _'m.r.upm*l:mﬂmmeﬁ Y OCBLTEY.

3 TepMHHEI H ONpeIeIeHANA

B  wHacToAmem  cTaHAapTeé NpPHMEHEHBI  CIHEIYWIIHE  TEPMHHBEI  C
COOTBETCTBYIOWMMH ONPEACICHHAMM:

3.1 nocrasmmk (supplier: OpraHuzanng HIH JHIO, TPEIOCTABIAKIIHE

npoaykuui. (FOCT ISO 9000, 3.3.6)

fMpusep: npouzeodimens, MoK, RPeINPRAMEE POIRRYHOT MOP2OSTH HAN Npodasel

HPodVKNI, NGRS POV, ROCH UK NRdapy .

Mpumeuanns
| - MocTasmug MOKET GLITE BHYTPENHHM HIH BHELIHHM M0 OTHOLISHHID K OPralHIai.

2-B KOHTPAKTE NOCTABUIMKA HHOMDA HASBIBAROT @O0 THHKOM .

B pamkax JAaHHOrO CTaHaapra, NOCTABIIMK SBISETCA OpPraHM3aliHeil HWIIH
H3INYecKHM THIOM, He BXxogamuy B CME usroToepuTeNA.

Hactoswmuii ctanaapt pacnpocTpaHAETCd HA TeX NOCTABUIHKOB, KOTOpPLIE HE
EX0aaT B CME nirotosutena. Jna nocTapliHEOR, BXxogamux B CME wiroroerTens,
Henons3yiite FOCT P 35748,

B KoHTEKCTE ayaMTa H3rOTOBHTENCH MEIHLUMHCKHX M3EAHH 3TO ONpeacneHue
NPHMEHACTCA HEIABHCHMO OT HOPHAHMYMECKHX MIH (PHHAHCOBRIX B3AMMOOTHOWIEHHI

MEEIY HINOTOBHTCACM H MOCTABLIHKOM.
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3.2 marotoeuTeas (manufacturer): Mwdoe du3IMMEcKoe HIH HPHIHYECKOE
THIO, OTBETCTEEHHOE 34 NPOEKTHPOBAHHE H/HAM NPOH3BOJACTEO MEIHLHHCKOro
H3ENHA C HeNb HITOTORHTE MEJHLUMHCKOE H3JenHe 8 HCIONE30BAHHA M0 CBOHM
HMEHEM, HE3aBHCHMO OT TOrO, CHOPOEKTHPOBAHO H/HIH [POH3BEAEHO I3TO
MEIHUHHCKOE H3IJAETHE BHIUSYNOMAHYTEIM JMHIOM HIH TpPeThkel cTOpOHOH OT ero

HMeHH. (GHTE/SG1/NO55)

Mpusmevanne — TepMun «BHPTYANLUENT HIFOTOBMTENLY HIOTAE MCIOONLIVETCA JNA TeX
HIMOTOBHUTENEH, KOTOPBIE MEpeJanln Ha CcyOnoApAl NOYMTH BCE NPOUcCE NPOSKTHPOBAHHA,

NMPOHEBOICTEL H APVIHX, CRASAHNLIE C BLIBOOOM FOTOBOID MEQHLIHHCKOIO HITENAA HA PRIAOK.

3.3 pawdelii nocraBmuk  (critical supplier):  [loctapuwmk, KoTOpbIH
MNOCTABIAET MaATEPHANEI, KOMIUIEKTYIOUHE H3IAEIHA HAH YCOYTH, KOTOPBRIE MOTYT

OOBIHATE Ha 0S30NacHOCTE H FIKCINYATAUHOHHBIC KAYCCTEA HIACITHA.

Mpusmevanne — B xouTekcTe ayauTa MICOTOBHTENEH MeIHUMHCEMX NITeNHil, BamHI
NOCTABIIHE ABIAETCH MOCTABIMKOM TEX OPOAYELHH HAM YCAYT, HECOOTBETCTEMA KOTOPLIX
VCTAHOBISHHEIM TPEGOBANMAM MOGKET DPUBSCTH K HeoOOCHORANHOMY PHCKY JINA NAUHEHTA, Bpada
HIH TPETBHX JIHL, HIH MOEET DPHBECTH K 3HAYHTEALHOMY CHHEESHHID NPOHIBOIHTEILHOCTH. 3T
TAK#E MOTYT ObITE NOCTABUIMEH VOOV, KoTopeie HeoOxogumur ans coorBercrens CME pm
CODOTBETCTEHA  PErYIHPYIOWINM  TPeDOBAHHAM, HalpHMEp, BHYTPEHHHH ayIHT [OOAPAANLIX
OpPrafM3anni HAN  YOOIHOMOYSHHLIX  OpeJcTaBHTeNell, PacTonoeHHEIX  HA  TEPPHTOPHH

Espocoioza.

4 MpuHUMNEl AYIHTA

4.1 OdmwHe NPHHUHNL

[Ipouecc ynpapieHHA 3aKyNKaMH NpH ayJAHTE HITOTOBHTENA M0MKEH OBITh
MNPOBEPEH B NEPEYID OUEpet. AVAHTOPEI MOryT pykoeoacTeoeaTeea [OCT P 54882,
a taxske GHTF/SG3/N17/2008. B zapucumocTH oT Takux akTOPOB, KAk pe3yiabTaT

OLHEHEKH [MOCTABIIHEOE, YPOBEHL BXOJHOMD KOHTPOIA OPOAYKIIHH, 4 T4akwe oT



[OCT P 55747-2013

KPHTHYHOCTH TPOLECCOB, NEPEJAHHEIX HA AYTCOPCHHI, ¥ OpraHa Mo OLEeHKE
COOTBETCTBHA MOXET BOIHHKHYTE HEOOXOAMMOCTE B ayJHTe NocTaBIHKA (cM. 4.2).

[Tpouecc ynpaeneHus 3aKyNKAMH CIeIyeT paccMaTpHBAaTE KAK OCHORHOIM
Npolece A8 TeX MIrOTOBHTENeH, KOTOphle NepeJalT Ha aAyTCOPCHHT OJHOMY HIH
HECKONBKHM  MOCTABHIHKAM  OCHOBHEIE  BHJEl  [JSATENEHOCTH, TaKHE KAk
NPOEKTHPORAHHKE H paipaldoTKy H/HIH IPOHIBOACTERO.

Lens ayaura npolecca YNpPaBlIeHHA 3ZaKVIKAMH — [POBEPHThL, MOMKET IIH
H3IrOTOBHTE/b, YNPABASA 3THMH [OpoleccaMH, 00DecHedHTh, 4TO0El  NPOAVKIIHA,
KOMIUIEKTYIOIIHE, MATEPHANRl M YCIYTH, NOCTABNAEMEIE  eMY MNOCTABUIMKAMH
(BENHOYAR NOAPAAYHKOB), COOTBETCTBOBAIIM YCTAHOBIEHHEIM TpebopaHHAM. DTO
ocoDEHHO BaKHO TOraa, KOrda roTOBas MpOAYKUHA HIH YCAyra HE MOXKET ObITh
MpOBEpEHa MNOCPEJCTEOM TEXHHYECKOrD KOHTpOIS (HAlmpHMEpP, YCAVIH 1o
CTEPHIHALHH).

[Ipu npoeeleHHHM ayaIHTA NPOLECCA YOPARICHHA 3aKYNKAMH JOIKHE OBITE
NPEeANpPHHATE CHEAYIOUIHE OCHOBHEIE I1IATH B COOTBETCTEHH C pHCyHKOM |,
npueedeHHoM B FOCT P 535748,

a) cneayer YDeAHThCH, 4TO NPOLEAYPRl NPOBEISHHA OLEHKH MOCTABUIHKOR
el pazpabotans (TOCT IS0 13485, n.7.4.1):

) npouecc ynpasneHHA 3aKyYNKAMH 118 H3ITOTOBHTENA H NOCTABUIHKA;

2} npoueaypa ynpagleHHA NOCTABIIHKAMH;

b} cnenyer yDenuThCH, YTO MICOTOBHTENE OLEHHBAET H NOAJEpPKHELET
3dwpexTHEHEIE  MEphl  YIOPaBIEHHA B  COOTBETCTBHH € YCTAHOBIEHHBIMH
TpebosaHuamu (TOCT IS0 13485, n.7.4.1):

1) kpHTEepHH 0TDOpA NOCTABHIHKA H NPHHATHE PEIIEHHI;

2}  OpaBOMOYMHOCTE BHIDOPA MOCTABLIMKA;

3} AOTrOBOPHEIE OTHOWEHHA C NOCTABLIIHKOM;

4) u3IMeHeHHA MEeTOJ0M0THH YINPABIEeHHA H BEeHHA 3anHceii;

c) cneayer yOeAUThRCA, 4YTO HITOTOBWTENE TAPAHTHPYET COOTBETCTEBHE
TeXHHYECKHX TpeOoBAHHI K NPOIYKUHH M YCOYraMm, KOTOpPEIE JOMKHE ORITE
oDecrneyeHbl MOCTABIIHKAMH, & TAKKE YCTAHOBMII 00AZATENLCTEA 110 VIPABJICHHID

5
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pPHCKAMH M OCYIUECTBIAET HE0OXOIHMEIE MEPEl N0 yOpaeneHHw puckamu, (IOCT
[SO 13485, n.7.4.2).

TexuuueckHe XapakTepHCTHKH, Tpe0oRaHHA, nNpoueaypsl ©H  pabouue
HHCTPYKLHH:

1) NOKYMEHTHPOBAHHEIT NEpedeHE BRIABASHHEIX PHCKOB 18 3AKYIAEMBIX
NPOAYKLHH H YCIYT, 8 TAKKES B3AHMOCBAZE C IPOCKTHPOBAHHEM H NIAHHPOBAHHEM;

2) NOKYMEHTHPOBaHHBIE TPEDORAHHA K KA4ECTBY!

3) BO3IMOMKHOCTH OLUEHKH NOCTABIIHKOR;

4) KOHTPAKTHI, 3aKA3BI;

d) cneayer yOeAHUTRCA, YTO 3aMHCH 00 OLIEHKE NOCTABIIHKOR NOJASPKHEAKTCA
B pabouem coctoaHun (FOCT ISO 13485, n.7.4.1):

|y oTuersl no ayauTy;

2) naHHEIE © nocTaBmMKe (dain nocraBimIHKa) (HANpHMEp, HIMCHEHHA B
YIOPABICHHH, PE3IYILTATE AYIHTOE, KOPPEKTHPYIOLIHE H MPEAyIpPEeKIarIIIHE
neficTEHA, H T.0.);

3) OpOTOKONE! BCTPEY © NOCTABIIHEOM;

4) KOPPEKTHPYIOIIHE H NpPEeIyNpeKallHe JeHCTEHA IR 3aKyNaeMblix
NPOAYKIHH H YCIAVT,

5) pepuHKaLHA JAKYTIIEHHOH NPOIAYKIIHH;

e) clnenyeT YCTAHOBHTER, YTO BepH(HKALHA 3aKynaeMoil NPOAYKLIHH H YCIyT
oreeqaeT TpebosanuamM (IFOCT ISO 13485, n.7.4.1 )

1y oaobpeHHble NpoLeIyPLl A4 3AKYIAeMOH TpOAYVKIMH;

2) TexHHYeCcKHe TpeDOBAHHA H MeTOIHKH;

3) 3a00KYMEHTHPOBAHHEIH npouecc VIpaBIeHHs 3aKYIKAMH AnsA
H3rOTOBHTENA H NOCTABIIHKA.

OueHka ynpaBneHHs NOPOLECCOM 3AKYNOK OCYLWIECTBIAETCA HA OCHOBAHHH

MONYHUCHHEIX PEIYIILTATOR.

4.2 Pemcnne ob ayaHTe NOCTABIIHKOR
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ITO pelieHHe J0MKHO NpHHHMaTeca B coorBeTcTBHM ¢ TOCT P 54421,
n.7.4.4.

AYIHTOPE! JOMHHB ODOCHOBATE HeODXOIHMOCTE MNPOBEJSHHA ayIMTa ¥
nocraBuipka. [IpHYHHEL A8 NPHHATHA pPelleHHA o [OpOBeIeHHH ayaHTa Yy
MOCTABUIHKA A0MKHE! OHTE 3A10KYMEHTHPORAHEL. PellleHHe TOM#HO YYHUTEIBATE!

4) HOPMAaTHEHBIE TPEOOBAHHA;

b) KPHTHYHOCTEL 3NEMEHTOR H NMPOLECCOR, 00YCIORIEHHEIE BIHAHHEM, KOTOPOE
3AKYNAeMblii  TOBAp MIH VYCIYra MOXET OKa3aTk HA MNOCHeIyHUIHEe CTajHH
HHIHCHHOTO [HKIa NPOAVKLHH HIH HA TOTORYIO NPOAYKLUHIO,

KPHTHYECKHE NIEMEHTRI HIH NTPOLECChl MOTYT BRIKOYATE!

1) roToBRYH NPOIYKUHIO,

2) nepEHUHYH YIIAKOBKY,

3) CTepHIH3ALIHIO,

4) npyrie  AHANOTHYHBIE  CNy4aH, KOrja COOTBETCTEBHE  TOTOBROIO
MEIHIHHCKOr0 H3JeNHd B 3IHAMMTENLHOH Mepe Onpeaenferca JAeATElIbHOCTHID
MOCTABIIHKA H H3IFOTOBHTENbL HE MOKET MNpPOJAEMOHCTPHPOBATh A0CTATOMHBLIH
KOHTPOJbL 33 MOCTABLIMKOM MOCPEACTBOM YNPABISHHA 3AKYINKAMH H BepH(HKALHH
3AKYIUIEHHOH NPOAYKLIHH;

5) JOTOBOpPHBIE OTHOIUEHHA C HCHOBITATENBHEIMH nabopaTopHaMH (HanpHMep,
HCNBITAHHA HA DHOCOBMECTHMOCTE);

6) ycayrn (Hanpumep, NPOEKTHPOBAHHE, [OCTABKA, OLEHKA COOTBETCTBHA
peryAHPYIOMIHM TpeDoBaHHAM);

T) MApPKHPOBKA.

"th‘EE‘-Iﬂi[HE‘ ~ (JTBETCTBEHMHOCTL 34 QIOPEISIenHe TOrO, KaKHE JEMENTE! HUTH IPOHSCCh
ABNAKTCE KPATHYSCKHMH M KAK OHH  VIPEARITAOTCAE B PAMEAX NPpOHECCa YIIPABISHHA TARVITKAME,
MEWHT HA MATOTOBHTENE. IT0 TAKKE EF}'.EET JABHCETL OT OEATENLHOCTH N0 MEHESDKMEHTY PHCED.
Tem ne MEHEE, AVIHTOPCKAA OPTaHHIANHA MOEET NMPHHATL PEIEHHE O MOCEMIEHHH MOCTABIIHEOE,

KOTOPLIE, M0 MOSHHIO HITOTOBATENA, HE ABIAKTCE KPHTHYECKHMH.
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C) pe3vIbTATHl AYIHTA [POLEcca 3aKynox 1 apyrux npoueccoe. Hudopmarua,
MONYMEHHAS B PEIYALTATE AYIHTA MOMET BEKIKMATE!

1)  uupopMALHK © OPOLECCAX WHIHEHHOrD LMKIA NPOIYVELHH, BKIIOHAR
JNAHHBIE BXOJHOTO KOHTPOIA H YIPARICHHA NPOHIBOACTBOM?

2) oOCYLUECTEAASTCH 1M HITOTOBHTENEM NPOBEPKa NPOAYKIIHH HIH YCOYTH;

3) BEIABJICHHE HECOOTEBETCTBYIOLIECH 3AKVIUVICHHOH MNpoaykuuM Ha  Donee

MO3THEM 3ITane NPoHIR0ICTEA;
4) pmocratroMHa nM  WHGoOpMAuMs B Apyrae  JaHHbBle, OTHOCHUIHECH K
MOCTABLIHKAM:
5) ceprudmuuuporana 11 CMEK nocraemuka tperseil cTopoHoi W ABNAETCA

T 3Ta CEPTHHHKALIHA NPHEMIEMOI;

d) oTBeTHbIE IHCTBHA HA NOCTIPOIAKHYI0 HHPOPMALIHIO,

1) OCYUIECTBAAESMEIE  KOPPEKTHPYIOUIME  ACHCTBHA, BAHAIOIIHE Ha
MOCTABIIHKOR NIPOLECCOR HIIH NPOIYKIHE;

2 WAT00B!, KACAKIIHECA NOCTABIIHKOE NPOLECCOE HIH NPOIYKLHH]

3) noayueHue HHGOPMAUMH ¢ pPbBIHKA, HanpdMep, Pe3yabTaToB
KIMHHYECKHX  HCCNEIOBAHMIA, HCCIEI0BAHMI, TPOBOAHMMBIX  H3TOTOBHTEIEM,
ODIIEeCTBEHHEIX MCCEI0BAaHHI W aHalorH4Hoi HHQOpMaUHH, OTHOCALUEHCH K

NOCTABIIHEAM MPpOUSCCOB HIH NPOIYKIIHH.

4.3 AYIHT NOCTABMIMEA

Lens ayaura nOCTABLIHKA COCTOHT B!

- MOJATBEPHIACHHH HITOTOBHTENEM, YTO YVNPABIEHHE 3aKVIKAMH ABIAETCA
3wpexTHEHEIM a8 o0ecnmedeHHs  COOTBETCTBHA  3AKYIIEHHOH  NPOIYKLHH
YCTAHOBAEHHBIM TPeDOBAHHAM;

- OlLEHKE CNOocCODHOCTH TNOCTABIIHKA MOCTABIATE MNPOIYKUHID HIH VCIYTY,
KOTOPLIE COOTBETCTBYET YCTAHOBICHHEIM TPeOOBAHHAM HITOTOBHTENS, BKIKMAA

TpeDOBAHHA K KAYECTRY.
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npilME'-lai[]lE: = TOYHEE LO2OH MOTYT BAPLHPOBATRCA B SABHCHMOCTH OT CTENEHH

PErvVIHNpORAIHAE,

AYIHT NMOCTABUIHKOR JOMACH OCYUIECTBIATECA KAK 4ACTE AyAMTAa Mpolecca
JAKYNOK. DTO HE AOIKHO 3aMEHATE ayIHTEl BTOPOI CTOPOHOH, OCYIIECTRAAEMEIE OT
HMEHH H3IrOTOBHMTENA.

AYIHT NOCTABIMIHKOB MO3BONAET OUEHHTL BRINOIHEHHE 3a)HKCHPOBAHHEIX B
corjameHH  TpeDOBaHMH  MewJy  JBYMA  CTOPOHAMH,  NPEIbABIAEMEIX
HIrOTOBHTENEM K NMOCTAaBIIHKY. JOCTaTouHOCTE cOrNameHua qoakHa ObITh OLEHEHA
H3rOTOBHTENEM KAK YacThk ayaHTAa.

Xorsa crapgapt TOCT ISO 13485 unu apyrie HOpMATHBHBIE JOKYMEHTEI
MOTYT OBITE HMCNONB3IOBAHEI JNA OKA3aHHA NMOMOLIH B NPOBEPKE NPHIOJIHOCTH H
HCTIOJHEHHS COrJAlleHHil, ayaHT NOCTaBIIMKA He o0#3aTensHO OLEHHBAThH Kak
cooTBeTcTEHe Boemy [OCT IS0 13485 unun apyroMy HOPpMATHEHOMY TOKYMEHTY.

Jlioboe HecOOTBETCTBHE, 3apErHCTPHPOBAHHOE B XOJE ayaHTa, Kak MpaBHiIo,
OOMAKHO OBITE 3J0KYMEHTHPOBAHO, AMA TOro, 4Todbl NOCTABHTE B H3IBECTHOCTh

HAMOTOBHTCIA.

Mpameuanne - Hexkoropele perynupylomue OpPraikl MOTYT NOTPefOBATL, HTOOL

HECOOTRETCTEHA DTN AAPECcOBAH LI HEMOCPEACTREHHO NOCTABRIIHEY.

4.4 OT4eTHOCTh

JaHHBIE IO ayaMTy NOCTABIIHKA MOTYT OBIThH OTPAKEHEL B AyJHTOPCKOM
IAKTHYEHHH HITOTORHTENA HIH MOTYT DBITh IIPeCTABIEHEl B OTAEIBHOM OTHETE.

Ecnu 370T 0THeT ABIAeTcAd HHpopManueil ob ayIMTe 0HOTO H3 NOCTABIIHKOBE,

CHEdyeT HeTKO YEATATE MPHYHHY NPOBCPKH.

anMET-IB!EHE: - HECEI.IGT"HI H3a TO, Y9Te OTUET IO AYAHTY MOWET OLITE AapecoBan
HAMOTOBHTENN, 4 HE K IOCTABHIHEY. B HEKOTOPLIX MPHIHYECKHX CHTVALHAX OTHET MO aYIHTY

MOGKET OTHOCHTECH TOULED K NOCTABIIHKY.
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Ha w3roToBHTENA BOZIATASTCH OTBETCTREHHOCTE TT0 QEC}’?KHEHHI-G PE3VILTATOB
d¥IHTa C NOCTABMHKEOM H IIPHHATHRY MHOBIY HEDﬁInﬂHMHJ{ MEP.

ﬂ}’,ﬂHTﬂpCHﬂH OpradH3Iania J0JHHa 3aJ0KYMCHTHROBATE ODOCHOBAHKUE 14
pEIICHHA ob AVIHTE MOCTABIIHKORB., OHo Mo#eT ObITH BEAKYMEHO B OTHET MO AYIAHTY,
MOKET DHITh NpEICcTaplICHO B BHAC OTACABHOID JOKYMCHTA, COZNAHHOMD B pPaME4X

NoAroToEEH K ayIHTY. ObocHOBAHHE OOMKHO OBITE FABCPLICHO ITOCNC ayauTa.

Mpusmevanne — HexoTopee peryiMpyioniHe Oprafgkl MoryT notpeborars ofocHoBalng B

Ciyuas HENPORSICHHA aYAHTA KPHTHYECKHY NOCTARNIHKDR.
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Mpuanoxenne JA

(obnzaTenwHoE)

CpapHeHHE CTPYKTYPhI HACTOSIIEND CTAHIAPTA CO CTPYKTYPOi 10KYMeHTa
GHTF/SG4/NB4:2010 «PykoBoACTEO 10 AYAHTY CHCTEM MEHETAKMEHTA
KAYeCTBA HIrOTOBHTEIeH MEAHIHHCKHX HICAHI HA COOTBETCTBHE

PeryiHpYyWIINM TpeboBanuaM. HacTs 5. AVART YNPABACHHA MOCTABIIHKAMH»

Tatnuoa JA.l
Homep pa3zfena HACTOALIETO CTAHAAPTA Homep paznena nokymenta GHTF
Beeaenne 1.0 Beeaenue
1 ObnacTe NpUMEHEHHA 2.0 Obnacte NpHMEHEHHA
- 3.0 OdocHORaHHE
2 HopmaTHBHEIE CCBITKH 4.0 HopMaTHEHEIE CCBUTKH
3 TepMmHHEL ¥ ONpeeleHHA 3.0 TepMHHEL H OOpedeIcHHA
4 IlpuHuune ayauTa 6.0 [IpuHUHDE ayaHUTA
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[Mpuaowenune 1k

(obnzaTenwHoE)

TekeT HIMEHEHHBIX CTPYKTYPHBIX 3JIEMEHTOR HACTORMICTO CTAHAAPTA H
pnokymenta GHTEF/SG4/NE4:2010 «PyKoB0oACTEO 0 AYAHTY CHCTEM
MEHEIHMEHTA KAYMECTEA HITOTOBHTEACH MeIHIHHCKHX HIIeIHil HA

COOTBECTCTRBHE PErYIHPYWIMIHM Tpedoeanuam. Hacre 5.

A YIAHT YINPABICHHA NOCTABINHKAMH >

Tekcr paznena 3 poxkymedta GHTF/SG4/NB4:2010 «PykoroacTteo no ayaury
CHCTEM MCHEMKMEHTA KAMECTBA H3TOTOBMTENEH MEIMUHHCKHX H3IJEIMi Ha
COOTBETCTBHE PETYIHPYHOIHM TpeDoBaHuAaM. YacTe 5. Ayaur ynpaeneHus
MOCTABLIHKAMM» HElenecooipaiHo NPHMEHATE B HALTMOHAIEHOM CTAHAAPTE B CBA3H
¢ TpeDORAHHAMH K CTPYKTYPE HAlHOHANRHOTO craHgapra Poccuiickoii denepaunn,
yeraHoBaeHHBIMH B TOCT P 1.0, Teker pazgena 3.0 «O0ocHOBaHHE» MPHMEHEHHOTO
OPHTHHAIBHOTO JOKYMEHTa uenecoodpazHeid BKkIwouHTE B «Benenuer u B paznen |

«(OnacTh MPHMEHEHHA» HACTOAIIETD CTAHAAPTA.

3.0 ObocHOBARAE

Hacroamuii IOKYMEHT NpeJocTABIAET [JONOIHHTENEHYH HHQOPMALHK ©
CTPATErHH AYJHTOB PEryIHPYIOUIMMH OpPraHaMH, ayaHTOPCKHMH OPraHM3alHAMH H
ayJIMTOpaMH [PH OCYIIECTBAEHHHM ayAHuTOB Npolecca 3aKkynok, a Takmke I[pH
MNPOEEAEHHH ayIHTOB NOCTABLIMKOB H3ATOTOBHTEIEM.

I'mapHas uens PYKOBOACTEA 3aKImdaeTcd B obDecnedeHHH  Donslueii
OOCIEI0BATENEHOCTH B NPOBEISHHH AYAHTOB — HeoDNOIHMOCTE FapMOHHZAlHH K

BE3AHMHOIO MNPH3HAHHA PEIVILETATOE ayIHTa.
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Mpunowenue 1B

(obnzaTenwHoE)

CeelcHHSA O CODTEETCTEHH HANHOHANBHEIX cTanaapToe PoccHiickoi

Denepannn CCBLIOMHEIM MEKIYHAPOIHEIX CTAHAAPTOR (MEKIVHAPOAHEIM

Taonuuma JIB.l

JOKYMEHTAaM)

ODozHAYeHHE CCRUTOYHOTD

CTeneHk

ODo3HAYEHHE H HAHMEHOBAHHE CChITOYHOTD

HALIHOHAIILHOTO CTAHIapTa | COOTBET- MERIYHAPOIHOTO CTaHAapTa
Poccuiickoii dDenepauun CTEBHA

rocT ISO 9000-2011 IDT HCO 9000:2008 «CucTeMbl MEHEIKMEHTA
kadecTea. (JCHOBHLIE MONOMEHHA H CIOBAPLY

FOCT ISO 13485-2011 IDT HCO 13485:2003 «Hzgenna menHuMHCKHE.
CHcTeMEl MEHEIAMECHTA KAYECTRA.
Tpeboranua 114 Heneil peryiHpoBaIHHAR

FOCTP 54421-2011 MOD | GHTF/SG4/N28R4:2008 «PykoroacTeo no
ayAHTY CHCTEM MEHEIXKMEHTA Ka4ecTBa
H3TOTOBHTENEH MEIHIHHCKHX H3JenHi Ha
COOTBETCTEBHE PETYIHPYHILHM TpeOOBaHHAM.
Hacte 1. Odmue TpebopaHuay

MOCT P 54882-2011 MOD | GHTF/SG4/N30R20:2006 «PykoeroacTeo no

ayaHTy CHCTEM MEHEIMMEHTAa KadecTEa
HATOTOBHTENeH MeIHIHHCKHXY H3IenHid Ha
COOTBETCTBHE PEryIHPYIOHIHM TPpeDOBaHHAM.

Hacte 2. CTpaTerus ayauras
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Oconuanie maitus d8. 1

OfosHavenne ceelnovaoro | CreneHe OG03HaYeHHE H HAHMEHOBAHHE
HalHOHAIBHOTO CTAHJAPTA | COOTBET- | CCHIIOYHOIO MEXAVHAPOAHOTID CTAHapTa

Poccuiickoii Mrenepaumn CTEHA

FOCT P 54881-2011 MOD | GHTE/SG4/N30R20:2006 «PykoroacTeo
Mo ayJIHTY CHCTEM MEHEI#MEHTA KauecTsa
H3ICOTOBHTENSH MEQHIIHHCKHX H3ACIHH Ha
COOTEBETCTBHE PETYIHPYIOIIHM
TpeboanuaM. Hacte 3. OTueT 0

NPOBEIEHHH ay1HTaY

MOCT P 55748-2013 MOD | GHTE/SG4/N83:2010 «PykoroacTso 0o
AVIHTY CHCTEM MEHEIMEHTA Ka4ecTra
HArOTOBHTENeH MeIHIIHHCKHX H31enuil Ha
COOTBETCTBHE PEerynHPYIOLIHM
TpedoraHHAM. HacTe 4. AyIHT HECKONBKHX

MPOHIBOACTBCHHEIX TITOLTS TR

Mpumevanue B  wmacrosmeil Talauuoe HoNONRIOBAHE  CHEIVIOUHE  YCIOBHLIE
0003HAMEHNA CTENEHH CODTRETCTENA CTAHIAPTOR:
- IDT — naeHTHUHEL CTAHAAPT;

- MOD - sioamHunposan sl cranaapr.
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