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Hacrostiumii craHzapt ABTACTCA MPSIMBIM IPUMeHEHHEM MeXIyHaporHoro craHmapra MCO 13488—96
«Cucremnl Kauectsa. M3nenust menuimHckue. CrieliMansHble Tpe6oBaHus Mo npumeHenuio UCO 9002—
94», moxrorosaeHHoro TexuuyeckuM komurerom MCO/TK 210 «YripapieHHe Ka4ecTBOM U COOTBETCTBYIO-
1Iye ACTIEKTHI JI METULMHCKUX U3RCIHIA».

Hacrosiiiuit rocyIapCTBEHHBIN CTAHAAPT ABNSAETCS OMHUM W3 TPEX TOCYNapCTBEHHEIX CTAHIAPTOB,
COIEpXANIMX CIIELHATbHEIE TpeGOBAaHMS K CHCTEME KAYeCTBA MEAMIIMHCKIX U3ENHil, KOTOPbIE JOIONMHAIOT
TpeGoBaHus1, ycTaHOBIeHHbIe craHzaptamu cepud HCO 9000. Monem obecrieueHus KayecTsa, yCTAHOB-
JICHHBlE B CTAHHAPTAaX, MEPEUYUCICHHBIX HIXE, MPEACTABIAIOT COOOM TpH YeTKO pasiuyumbie GHopMbl
TpeGoBaHUIl K CHCTEME KayecTBa, IIPUTONHEIE I JHEMOHCTPAILWMH MOCTABIIMKOM MEAULMHCKAX M3IEIUiA
CBOMX BO3MOXHOCTEH M OLIEHKM 3THX BO3MOXHOCTeil BHEIIHHMM CTOPOHAMHU:

TOCT P 51536—99 (MCO 13485—96) Cucremnl kayectpa. M3nemnsi MeguiHckue. CrieaaibHbie
TpeGoBanus o npumeHeHuio FTOCT P UCO 9001—96

TOCT P 51537—99 (MCO 13488—96) Cucrems! KauectBa. Magemus Menuuutckue. CreupanbHbIe
TpeGoBanus mo npuMeHeHuo TOCT P UCO 9002—96

T'OCT P 51538—99 (MCO 14969—99) Cucremn kauectsa. Manenns Meauiuackye. PykoBoxcTso o
npumerennio F'OCT P 51536—99 u I'OCT P 51537—99

B coyeranuu ¢ TOCT P MCO 9002—96 HacTosIIMi CTAHAAPT YCTAHABIMBACT TPeGOBAHUSA K CHCTEME
Ka4ecTBa NPH IIPOM3BOACTBE, MOHTaXe M OGCIYXHBaHMM MEIMUMHCKUX m3genwit. CTaHmapT ciemyer
MPUHLMIIAM XOpoLleil IMpou3BoACTBeHHOM npakTHku (GMP) u mpuMeHMM K MEIUILMHCKUM H3IENMSIM,
onpeneyieHHe KOTOPhIX JaHO B pasjene 3.
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TOCYAAPCTBEHHB N CTAHJOAPT POCCHHUCKON ®EJEPAUHUH

Crcremb KagecTsa
H3AEINA METUIITAHCKHUE
Croemmpamame Tpedosanns no npaMencamo I'OCT P KCO 9002—96

Quality systems. Medical devices. Particular requirements for the application of GOST R ISO 9002—96

Jara ssenenna 2001—01—01

1 O6nacTs npAMeHeHAs

Hacrosmuuit cranuapr B coveranun ¢ FOCT P UCO 9002 ycranapimuBaeT TpeGOBaHUA K CHCTEME
Ka4yecTBa NPpH MPOU3BOACTBE, MOHTAXE M 0OCHYXHBAHUH MEAMIIKHCKIX M3IEIHi.

Hacrosnuwuii crangapt B cogeranuu ¢ FOCT P UCO 9002 npuMEHSIOT IIpH OLIEHKE CHCTeMBI KaYeCTBa
MOCTABLIMKA MEAULIMHCKUX U3CIAL.

Jid oLeHKH TpeTheil CTOPOHOI BHIIOMHEHMS PETYIMPYIOLINX TPeGOBaHHI MOCTABLIMK JOJIXEH obec-
MEYUTH KOCTYNl K KOHOHAEHIHAIPHBIM JaHHBIM, HO He 00sI3aH 00eCIIeYHBATh H3TOTORICHME KOIMIA IS
COXpaHEHVS.

Tpe6oBaHKs HACTOSIIETO CTAHIAPTA ABJISIOTCA PEKOMEHAYEMBIMU.

IIpuMevyanue — B HacTos1EM CTaHApTe YacTO HCIIONB3YIOT TEPMHH «€CIH COOTBETCTBYeT». Korna tpe6o-
BaHME YCTAHOBNEHO 3TO (pasod, CUUTAIOT €r0 «COOTBETCTBYIOIIMM» AO TeX IOP, IOKA MOCTABIIMK HE MOXeT
JOKYMEHTHPOBATh MOATBEpXAeHHE HHaye. TpeGoBaHKe pacCMaTpPUBACTCA KaK «COOTBETCTBYIOLIEE», €CIM Pe3yIbTaTOM
€T0 HEBHITIOHEHHUS SBIACTCS:

- HECOOTBETCTBME U3/eNHsA YCTAHORICHHBIM TpeOoBaHMAM U (WIH)

- HeCTIOCOOHOCTD IOCTABIIMKA ITPOBECTH JO KOHLIA KOPPEKTHpYIOLee AeHCTBHE.

2 HopMaTuBHBIE CCBUIKH

B HacrosieM crannapre MCIIOIL30BaHEL CCHUTKY Ha CAEAYIOLIME CTAHIAPTHL.

T'OCT P MCO 9002—96 Cucremsl kadectBa. Mogenb ofecrieyeHus1 KauyecTBa IIpH IIPOM3BOJICTEE,
MOHTaXe U 00CITYyXUBAHUMN

HUCO 8402—1994* YmnpapneHue KagecTBoM 1 obecredeHne kavectsa. CoBapb

HCO 11137—~95* Crepwinsauus MeIMLIHCKUX U3neauil. PaguanonHas crepiimsauus. TpeGoBa-
HUsS1 TIPH [IPOBEAEHUY PYTHHHOTO KOHTPOMA

3 Onpenenenust

B HacrosieM cTaHAapTe MCMoab3ytorcs onpeaeneHus mo UCO 8402, TOCT P KCO 9002, a takxe
CIeAYIONe TEPMHUHBI C COOTBETCTBYIOIMMH OTIpeAeIeHHsIMHU.

3.1 memumunckue u3aemms (u3nemns): [IpuGopkt, anmapaThl, HHCTPYMEHTHI, YCTPOHCTBA, KOMIDIEKTHI,
KOMIUICKCHI, CUCTEMBI ¢ POrPaMMHBIMH CPeACTBaMU, 000pyIXOBAHKE, TIPUCIIOCOONEHUS, NIEPEBA3OUHbIE U
LIOBHBbIE CPEACTBA, CTOMATOJOIMYESCKHE MATepHaJbl, HaGOpbl peareHToB, KOHTPOJBbHEE MATEpHANBI U
CTaHZapTHbIE 0Opaslibl, M3AENUA U3 MOJMMEPHBIX, PE3HHOBBIX W HMHBIX MATEpHAIOB, MPHMEHsAEMbIE B
MEIULMHCKNX LENSX MO0 OTAECABHOCTH WIK B COYETAHHU MeXIy co00i M npeaHasHaYeHHbIE:

* MexnayHapoaHsie cranaaptel — Bo BHUHMKU Toccrannapra Poccuu.

H3anamue opnnmansnoe
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- s podIIAKTHKY, THArHOCTUKH, JiedeHUst 3aG0eBaHNiA, IPOBENEHNS MEIUIMHCKIX MPOLELYp,
HCCIIEZOBAaHUN METHIIHHCKOTO XapakTepa, 3aMeHsl Wiy MoguduKalyy yacTel TeNa YyeroBeKa, BOCCTAaHOB-
NIEHUS WIM KOMIIEHCALMM HAPYUIEHHbIX WIM YTPAYeHHbIX GU3MONOTMYEcKUX (YHKIMA, KOHTPOIS HAaj
3ayaTmeM;

- IS BO3ASUCTBMSI HA OPTaHM3M YeJIOBEKA TAKUM 00pa3oM, 4To uX GYHKUMOHANLHOE HA3HAYECHHE HE
peaNH3yeTCss XUMUIECKHM, PapMaKoNOTHYeCKUM, HMMYHONTOTHISCKHM UM MeTaGoIHYeCKUM B3aHMOJEH -
CTBHMEM ¢ OPTAHW3MOM YeJIOBeKa, HO MOXET MONIePKMUBATECA STUMU CPEACTBAMH,

MpuMeuanue ~— [IOHATVE «MEeIMIMHCKME W3NEIMI> BKIIOUAET CHCTEMBI Ui in Vitro IMArHOCTMKM.

3.2 axTuenOe M3nemme: Msmenwe, mig AeficTBMS KOTOPOro HeoGXOoOMMO HCIIOJNbL30OBAHKE SHEPTUH,
OTVIKYHOH OT IIPOUIBOLUMON YEIOBEKOM WM CIUIBI TSKECTH.

3.3 axTuBHOe HMEIAaHTHpYeMoe uaneme: JIGoe akTusHoe Magenue (3.1 u 3.2), KOTopoe HONHOCTHIO
WIH YaCTMYHO BBOIAT B TENO NAallMeHTa Ha CpoK He MeHee 30 qHE.

3.4 ammnanTHpyemoe manemme: JlioGoe m3genue, MpemHasHAYeHHOE It BBEAEHUS B YENOBEYECKOE
TEJIO WIK €CTECTBEHHYIO NMOJOCTD B TeJie MOMHOCTHIO WIN YACTHIHO M 3aMEHBI STIUTEIHATBHOU ITOBEPXHOCTH
WIM TTOBEPXHOCTH I/1a3a IMyTeM XUPYpPTUYEeCKOro BMEILIATENbCTBA Ha Cpok He MeHee 30 aHel, ynareHue
KOTOPOTO MOXET IPOU3BOAUTHCH TOJMBKO MEOULWHCKYM WIU XUPYPTHYCCKUM ITyTeM

MpuMeuaHue — D10 onpelencHUe NPUMEHAETCS K UMILUTAHTUPYEMBIM M3IENUAM, OTIIMYHBIM OT AKTUBHEIX
HUMILTAHTHPYEMBIX U3HENTHIL.

3.5 crepuwannoe naneme: JlioGoe usnenye, MApKAPOBAHHOE Kax crepmwibHoe (cM. 3.6.1 UCO 11137).

MpuMmeuanue — TpeGoaHus K MapPKUPOBKE MEAMLINHCKOTO M3LEIMA B KaUeCTBE CTEPIJIBHOIO YCTAHOB-
JieHbl B HAUMOHAIBHBIX WIW PETHOHANBHBIX HHCTPYKLMSX MM CTAHAAPTAX.

3.6 mapkuposka: [TMCbMEHHEIN, HaeYaTAHHEIA WIK TpadUuecKuit 3HaK, IIPOCTABJICHHBIW HA MeIM-
UHHCKOM H3Je/IUH, ero Tape, YINaKOBKE HIHM COTIPOBOXAAIOIUMIE MEIMIIMHCKOE M3MIeNiNe, OTHOCSLIMIICA K
UACHTH(HUKAIMY, TEXHUIECKOMY OIMUCAHMUIO M UCIIOIb30BAHMIO MEIUIINHCKOTO HANENNSA, HO HE BKIIOYEH-
HBIH B COHPOBOIUTENBHBIC JOKYMEHTEI.

INIpuMmeuyaHue — B HacrosuleM craHjapre TepMHMH «MeTKa», Hcnoasdyemeiii B TOCT P UCO 9002,
MHTEPNPETUPYETCS B CMBIC/IE «MApPKMPOBKa»,

3.7 xkanob6a mom3osarend: JIioOas mpeTeH3MsI, HanKucaHHash Ha OyMare, B 3JICKTPOHHOM BHIE WIK
Mpou3HeceHHas B YCTHOU dopmMe, KOTopast yKasplBaeT Ha AedeKTh!, CBA3aHHbIE ¢ HICHTHIHOCTbIO, Kade-
CTBOM, LOJIrOBEYHOCTEIO, GE30TKA3HOCTHIO MM (PYHKUMOBUPOBAHMEM MEAMUWHCKOTO M3NENHs, BHICTaB-
JIEHHOIO Ha IpoJaxy.

3.8 nmoscHuTemmHOE Yseaomienme: YBGJIOMJICHHC, BBIITYHICHHOE IIOCTaBHIMKOM BCJICH 3a NOCTAaBKOi
MEIUIIMHCKOTO U3Ieusl, Hecyllee NOMOMHUTENLHYIO HHGpOPMAIIO 1 (WIKM) PeKOMEHIALMHU 110 HCIOJB30-
BaHM0, MonHKaUUH, BO3BPATY HOCTABIUMKY WIH Pa3pYIUCHHIO MEIUIMHCKOTO H3/C/AHS C LeJBI0 IpHU-
BeIEHUS B COOTBETCTBHUE C HCHCTBYIOIMMY CTAHZAPTAMM.

4 TpeGoBanua K cuCTEME KauecTsa

4.1 OTBeTCTBEHHOCThL PYKOBOACTBA

ITpumenstiores TpeGoBauus, ycranosnennbic B TOCT P UCO 9002, nynxr 4.1.

4.2 CnacteMa KavecTpa

4.2.1 Obuue monoxenusi — 1o 'OCT P UCO 9002, nyukr 4.2.1.

CreuuansHoe TpeOOBaHUE MIA BCEX MEAMUMHCKMX HIACHKA: MOCTABIIAK HOJKEH paspaborath u
IOKYMEHTUPOBATh TpeGoBaHMS K MEAUIIMHCKUM H3IEHSIM.

Npumeuanue — Perympyionme TpeboBaHus TAKXKe JOKHL GHTH BKIIOYEHH B YCTAHABRIMBAEMEIE Tpe-
6GoBaHUs1.

4.2.2 Tpouenyps! cucteMbl KayecTsa — o FOCT P UCO 9002, nysukT 4.2.2.

4.2.3 Tinaumposauue Kayectsa — o TOCT P MCO 9002, mynxr 4.2.3.

CrieunanpHoe TpeGoBaHME JUI BCceX MEIMIMHCKUX M3ACHWI: MOCTaBIMMK IODKEH YCTAHOBUTH U
COXPaHUTL HOKYMCHTHI, OMpeeNAioLiie TeXHIeckue Tpe6oBaHmud K M3AEIHIO U TpeGOBaHNA K CHCTEME
KayecTpa IO IIPOU3BOACTBY B LIEJIOM, MOHTAXY ¥ OOCIYXUBAHUIO, eCTM HEOOXOMMMO, T KAXIOro TUMa
gzxcgnfml Mg)l(HlIHHCKOI'O U3JIeNIUSA, WIH OTOC/IAaTh K MECTY pasMeleHHS UCTOTHHKA 3To# HHbopMalmu

3.2 1 4.16).

4.3 Apand3 KOHTPaKTa

Tpebopanust ycranopnersl B F'OCT P UCO 9002, nyukr 4.3.

4.4 Yupapnenue NPOEKTHPOBAHAEM

Csmotpu 'OCT P UCO 9002, rynxr 4.4.
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4.5 Vupanienne JOKyMeHTAIMEH ¥ AAHHBIMH

4.5.1 OGuue nonoxexus — o F'OCT P CO 9002, nynxr 4.5.1.

4.5.2 YTBepXKaeHWe U BHINTYCK HOKYMEHTAUMH U JaHHBX — 1o TOCT P UCO 9002, myHkr 4.5.2.

CroeuuansHoe TpeGoBaHUE UL BCeX MEIMIMHCKIX M3EIUiA; MOCTABIUKMK HO/DKEH OTIPEIEUTh IEPUOL,
B TEUEHHE KOTOPOrO XOTS OBl OfHA KOS YCTAPEBIIMX KOHTPOIUPYEMBIX HOKYMEHTOB HOKHA GbITh
COXpaHeHa. DTOT MepHoN NOKEH rapaHTHPOBATH IPHTOMHOCTH TEXHHYECKMX YCJIOBHM, IO KOTOPBHIM
METUUMUHCKHE U3eMs GBUTH M3TOTOBIEHEI B TEYEHHE CPOKA CIIYXOBI MEAVLIMHCKOTO U3HEH, Olpee/eH-
HOTO IIOCTaBILIKMKOM, HO HE MEHEE IISTH JIET.

II puMevyaHue — [locTaBIMK JOKEH COXPAHATE pe3ynbTaThl CAHUTAPHO-THTHCHUYECKHUX U TOKCHUKOJIOIA~
YECKUX UCCIIEJOBaHMH], a TAKXE 3aK/IIOYEHUA O TUTHEHUYECKOI OLIEHKE TIPON3BOICTBA.

4.5.3 H3meHeHuss JOKYMeHTOB H JaHHbIX — 1o ['OCT P MUCO 9002, myukr 4.5.3.

4.6 3axkynku

4.6.1 O6mue nonoxerust — o F'OCT P UCO 9002, mynkT 4.6.1.

4.6.2 Ouenka cybnompsmyukos — o FOCT P UCO 9002, nyuxr 4.6.2.

4.6.3 Jokymentauus Ha 3aKynky — 1o FOCT P UCO 9002, mynkr 4.6.3.

CrenuanbHoe TpeOOBaHME JUI BCEX MEIUITMHCKUX U3NENMI: B COOTBETCTBHU CO CHEIMANHLHBIMU
TpeGOBaHUAMM K IPOCHEXUBaeMOCTH (4.8) MOCTABLINK JOJDKEH COXPAaHATD KomuH (4.16) COOTBETCTBYIOIIMX
JIOKYMEHTOB O KYIUTe-IpoaaXe.

4.6.4 Tlposepka 3akyiuieHHoi npoaykuuu — o FOCT P UCO 9002, nyukT 4.6.4.

4.7 Ynpasiende npoaykmueii, nocTasjasemMoii morpedureneM

Tpe6osanus ycraHosneHsl B TOCT P UCO 9002, nyHkT 4.7.

4.8 UnenTadMKANEA ¥ MPOCHEKHBAEMOCTh MOCTABIIHMKOM

Tpe6Gosanus ycranorieHsl B TOCT P UCO 9002, nyHKT 4.8.

CrenvaipHble TpeGOBaHMA [UIST BCEX MEAMIIMHCKYX M3ICIMIA:

a) uneHTH(HUKAINST — MOCTABLIMK JO/DKEH YCTAHOBUTD M MOMAECPXHUBATH NPOLELYPhl, FAPAHTUPYIO-
1Me, YTO MEOWLMHCKUE M3IesisI, BO3BpalleHHbIE NMOCTAaBLIMKY, UICHTH(HUIMPOBAHEI U OTIHYAIOTCH OT
KavyecTBeHHOM mponykunu (4.15.1);

6) IpOC/IeXNBAEMOCTh — ITOCTABIIMK JAOJDKEH YCTAHOBUTD, NOKYMEHTHPOBATb U ITOAACPXHUBATD MPO-
LIeAYPhl, ONpENeIAIOIINE CTETIEHD IIPOCIEXUBAEMOCTH M 0GJieryaloliue KOPPEKTUPYIOUIee U TPeayIpex-
Jawoniee aeiictaye (4.14).

JoronHuTenbHble TpeOOBAHUA ST AKTUBHBIX UMIUTRHTUPYEMbIX MEJMIUHCKMX M30eIUil U MMIUIaH-
THUPYEMbIX MEIULUMHCKUX U3LeNUN: [IpA ONpeNeNeHHU CTeIIEHHM IPOCIEXUBACMOCTH IOCTABIIMK JOIKEH
VIUTHIBATE BCE UCTIONb3yeMble KOMIOHEHTHI, Marepdausl {cM. 4.9 6), mepeuucnenue 4], kortophie B
COYETaHUM C YCJIIOBUAMH OKDPYXalOHIeH CPEeAbI MOIYT NMPHUBECTH MEANIIMHCKOE U3ACIME B COCTOSIHME, HE
COOTBETCTBYIOUIEE ONpPERENIeHHBIM TPpeGOBaHUAM.

Toprossie areHTH WIH IUCTPHUOBIOTOPHI ITOCTABLIMKA HAOJDKHLI COCTABJIATh U IMOAAEPXUBATH OTYETH
0 MOCTaBKaX MEAMIIMHCKMX U3IeIuii st 00eceYyeHus IIpocieXXBaeMOCTH, JOCTYITHEBIE U1 UHCTIEKTHPO-
BaHMSL

4.9 Vaopasiennme npoueccaMH

Tpe6osauus ycraHosiaeHsl B [OCT P UCO 9002, mynkT 4.9.

CreunanbHbie TpeOOBAHMSA IS BCEX METVLIMHCKUX H3JENMIML;

a) TlepcoHan — IMOCTABINKK AOJUKEH YCTAHOBHTH, TOKYMEHTHUPOBATh M IOAAEPXHUBATh TpeOOBAaHMA
Mo 00EeCleYeHUIO 3I0POBbS, YHCTOTH IIEPCOHANA U €T0 ONeXIBI, €C/M KOHTAKT MeXIy MEePCOHANIOM U
A3ACIMEM WM OKpyXarolel cpemoit MoxeT HeOMaronpuaTHO NOBAMATh HA KauecTBO maneaud. [lepcoHan,
paborTaolmii B CrieUaabHBIX YCJIOBUSX OKPYXalolle# cpepl, 0/DKeH GBITh COOTBETCTBEHHO 06y4eH (4.18).

6) KoHTpoib okpyXaoweit cpeapt

KonTpoas okpyxaome# cpensl MpoBOIAT HPK MPOM3BOACTRE CACAYIOUIMX MEAULIMHCKUX U3ACIMi:

1) mocTaBJIsIeMBIX CTEPHIIBHBIMIE;

2) HOCTaBISIEMbIX HECTEPWIBHBIMU M CTEPHIM30BAHHEIX IT€pel] HCIIOJb30BAaHUEM;

3) Tpu 3KCIUTYaTalUK M3IEIU MUKPOGHONOIUYECKO! M (WIN) MaKPOOUONOTMIECKON YHCTOTh] WK
JPYTHX YCIOBUI OKPYXKAIOLIEH Cpejpl;

4) Npu U3TOTOBICHUH U3AEIUNA MMEIOT 3HAYEHKE YCIOBHA OKPYXaolleH cpelsl, IIpYU 3TOM I1OCTaB-
LMK ZOJDKEH YCTAaHOBUTH M JOKYMEHTHPOBATh TpeOOBaHMs K OKpYXalomiei cpexe.

Eciu HeoOxonuMo, YCIOBUSL OKPYXAIOWIEH cpemsl HOJDKHbI KOHTPONUPOBAThCS U (WIM) MOLIeXATh
MOHMTOPUHTY.

B) Ymucrora mamemist

TTocTaBILKK JO/DKEH YCTAHOBUTD, JOKYMEHTHPOBATh M IIOANEPXKHBATE TPEOOBAHUS K YUCTOTE U3AETNS
B CHACLYIOWMX CIyJasix:

1) msgenue mpexBapuUTENHHO OYMILEHO ITOCTABIMKOM A0 CTEPWIM3ALMKU U (WIK) MCIIOJIB30BAHMUS;
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2) u3nejaMe NoCTaB/IAIOT HECTEPWIHBHBIM U MOABEPIraloT NMPeACTEPMIH3AMOHHON OYHCTKE KO CTepH-
JM3aLMHA U (WIH) MCIONb30BaHMUS;

3) uanenve npegHa3’HaYeHo IS MCIOIb30BAHMS HECTEPHILHBIM, M €70 YHCTOTA He MMeeT 3HAYeHUS
MPH HCIIONb30BaHMM;

4) BpeoHBIC AreHTHI JOJLKHEI ObITh YHANCHBI U3 U3ACIHS BO BPEMsi H3TOTORJICHMUA.

Ipu HeoGXoqUMOCTH M3MleNMe OININAIOT B COOTBETCTBHM C NMepeurcieHusIMu 1 Wiu 2 U Het HeobXo-
JUMOCTH B BBIIIOJIHEHMM CHICIUANBHBIX TpeOoBaHMi (4.9 a 1 4.9 6) no nporenypbl OYHUCTKU.

r) Ob6cayxuBaHue

ITocTaBIMK AOJDKEH YCTAHOBUTD M JOKYMEHTHPOBATH TPpeOOBaHMS K 00CIY:XMBAaHUIO, €CJIH OHH MOTYT
BIIMSITh HAa KAYECTBO MU3AEIHs.

OT9eTHl 0 TAKOM OOCHYXUBAHUM CJIEAYET COXpaHATh (4.16).

nI) MouTax

IIpu HeoGXOAUMOCTH ITOCTABLUMK HKOJKEH pa3paboTaTs MHCTPYKIMIO U KPUTEPHH MIPHEMKH MOHTaXa
M TIPOBEPKHA MEAULMHCKOTO M3IENV.

OT4eTsl [OCTABLIMKA WIHM €r0 YIOJHOMOYEHHOTO IPEACTABUTENA O MOHTAaXe M NPOBEPKE CIELyeT
xpanuts (4.16).

Ecnu koHTpakT (4.3) MO3BOJIAET OCYLLECTBISIT MOHTAX CAMOCTOSATENIbHO, HEe mnpuberas K ycayram
MOCTABLUMKA WM €ro YIIOMHOMOYEHHOIO MPEACTABUTENS, H3TOTOBUTE/Nb HOJIKEH OGECIIeYnTh NMOKYnaTeNs
MKCbMEHHbIMA HHCTPYKLUMAMU I MOHTAXa U IPOBEPKHU.

¢) IlporpaMmtoe oGecnedeHHe, HCTIONB3yeMOE B YIIPABICHHH NPOM3BOACTBEHHBIM IIPOIIECCOM

TlocTaBIIMK NOJDKEH YCTAHOBUTh W MOMICPXHMBATH JXOKYMEHTHPOBAaHHBIE NpOEAYPHl aTTeCTAlMH
TIPUMEHAEMOTO TPOrpaMMHOTO obecreueHus, KOTophle MCIIONB3YIOT I YIpPaBJIeHUs MPOHU3BOICTBEHHBIM
npoueccoM. Pe3yarTaThl aTTecTalMu SOJIKHEL ObITh 3aperHCTpUPOBaHE! (4.16).

JoronHuTensHoe TpeGoBaHUE IUIsI CTEPWIIBHBIX METWITHHCKUX M3NEMUN: MOCTABUIMK AOJDKEH IOJ-
BEPrHYTh MEIULIMHCKOE H3MENIMe YTBEPXICHHOMY IIPOLIeCCY CTepim3auyu M 3adukcuposarts (4.16) Bce
[apaMeTphl KOHTPOJIS IIPOIecca CTePHIIN3ALIHH.

4.10 KoHTpoib ¥ UCHLITAHHS

4.10.1 O6mme monoxeuuss — no F'OCT P UCO 9002, nyuxT 4.10.1.

4.10.2 Bxonuoit KoHTpoib ¥ HenbiTaHus — 1o FOCT P UCO 9002, nmynkr 4.10.2.

4.10.3 KouTposnps ¥ ucHbITaHus B npouecce mpoussoxcTsa — o N'OCT P UCO 9002, mynxT 4.10.3.

4.10.4 OxoHuaTeJibHBIA XOHTPOMb U McnbiTaHus — o F'OCT P UCO 9002, mynxr 4.10.4.

4.10.5 PerucTpauysi XaHHBIX KOHTpoJIs1 K ucneitanuit — o FOCT P UCO 9002, myHkT 4.10.5.

CrrenmanbHoe TpeGoBaHMe IS AKTUBHBIX MMIUIAHTHPYEMbIX MEAUIMHCKUX M3NCAMI U UMILUIAHTHDY-
eMbIX MEXULIMHCKUX HU3NENUil: MOCTaBIUUK JOKEH PerucTpupoBaTth (4.16) MMYHOCTL MEpCOHANA, IPOBO-
IAIIET0 KOHTPOJb WIM MCIIBITAHMS.

4.11 Ynpasiaenue KOHTPOJLHBIM, H3MEPHTEAbHBIM H HCOBLITATEALHBIM 000pYIOBAHHEM

Tpe6oBanust ycranosieHsl B TOCT P UCO 9002, rryukr 4.11.

4.12 Craryc KOHTPOJSA W HCHBITAHHIA

Tpebosanus ycranosieHsl B TOCT P UCO 9002, myHkT 4.12.

4.13 Ynpasienue HeCOOTBETCTBYIOmEH IPOAYKUMEiH

4.13.1 O6mume nomoxennss — nmo 'OCT P UCO 9002, mynkr 4.13.1.

4.13.2 AHaTM3 ¥ YTWIH3AlUMA HECOOTBETCTBYIOWIEH mponykuun — o F'OCT P MUCO 9002, myHKT
4.13.2.

CrienuaibHble TpeOOBaHMS UL BCeX MEOUILMHCKUX U3NENUM: IOCTABLUUMK JOJDKEH rapaHTHpPOBaTh,
YTO HECOOTBETCTBYIOILIEE U3IeJie MOXET ObITh IIPUHSITO, €CIIM BBINONHEHBI PErYIMPYIOLIME TPeOOBAHMUS.
JIvaHOCTB YesoBeKa (JIIoneit), MpoBOAAINMX IIPUEMKY, JOJLKHA GBITH 3aperucTpupoBaHa (4.16).

Ecnu u3genue 10ookHO GbITh ZopaboTaHo (OXMH WIKM HECKOJBKO pa3), TOCTABHIHK JOJIKeH JOKYMEH-
THPOBATh NOPAGOTKY B pabGoueii HHCTPYKIMH, KOTOpask IIPOXOAUT MpPOIIEAYPY paspaGoTKH U yTBEpXICHIS,
aHAIOTHYHYIO NepBOHAYaIbHOX paboueit MHcTpykuuu. o pa3paGoTKH ¥ YTBepXIEHMsI IOJDKHO ObITh
CHENIaHO U JOKYMEHTHPOBAHO OmpeneieHue aoboro nobouHoro 3ddexra 1opaGoTaHHOTO M3ALIHSL.

4.14 Koppextupyomue B npodruiakTHIecKue JeicTBHS

4.14.1 O6uue nonoxenus — o FOCT P UCO 9002, nyukr 4.14.1.

CrenpanbHble TpeOOBAaHMA VI BCEX MEOMIMHCKMX M3ICIMIt: MOCTABIUUK HOKEH YCTAHOBUTH M
TIONJEPXUBATH JOKYMEHTUPOBAHHYIO CHCTEMY OOpaTHOM CBSI3M Ul 00SCIICUYSHUS PAHHEro Npenynpexue-
HHSl BO3HHKIIMX TNpoG/ieM KayecTBa M IMPOBEJCHMS KOPPEKTUpPYIOUEro W (WiM) npodHIaKTHIECKOTO
JeACTBUMA.

Eciyu HacTOSILMi CTaHIAPT UCIIOAB3YIOT IS COMIACOBAHUS C PErYIUPYIOIMMH IIPaBIIaMK, KOTOPEIE
TpeOyIOT, YTOOH! ITOCTABIIMK MOMYYMI OIBIT HA CTaJAMK ITOCJe BHITYCKA M3 NPOM3BOACTBA, AHANM3 3TOrO
OIIBITA JOJDKEH SBISATHCS YACThIO CUCTEMBI OOPATHOM CBA3H.

TocTaBmuK JomXeH XpaHuTh OTIeTH (4.16) 060 Beex 06CIexOBaHUSIX IIpeTeH3MiA oTpebuTeneit. Ecu
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npn ofcAeoBaHMM YCTAHOBJIEHO, YTO He3HAYMTEIbHbIC NEHCTBUS YCTPAHIWIIM IPETEHIUIO MOTPEOUTEs,
COOTBETCTBYIOIINH 06MeH HHGopMaleit To/KeH GBITh YCTAHOBJICH MEXY TIOCTABIIMKOM U MOTPeOUTENEM.

Tlpu moGoit NMpeTeH3UH MOTpeGUTeNs HOJXHA GBITh YCTAHOBIEHA €€ MPUYMHA.

Ecnu Hacrosiimii cTaHAapT MCHONB3YIOT WIS COMIACOBAHUS ¢ PEryIMPYIOUIMMM NPaBUIaAMM, TIOCTaB-
UMK JODKEH YCTaHOBHTB, HOKYMEHTHPOBATH ¥ ITOLNEPXKMBATH IPOLECAYPHl YCTPAHEHUS HHIMACHTOB,
06eCIIeuuBAIOIIIE COOTBETCTBUE YCTAHOBIEHHBIM KPHTEPHAM.

ITocTaBIIMK JOKEH YCTAHOBUTH, HOKYMEHTHPOBATh U MONIEPXMBATH MIPOLIEAYPH! IO YCTPAHEHUIO
Pa3sHONIACHH IO NTPEXBSIBICHHBIM IIPETEH3USIM K METUIIMHCKUM H30ETHAM.

4.14.2 Koppexrupyiowue aefcreus — no I'OCT P UCO 9002, nmynkr 4.14.2.

4.14.3 Tlpenynpexnatourue aeiicteua — no F'OCT P KCO 9002, nmyskr 4.14.3.

4.15 Horpysouno-pa3rpy3ousbie paloTbi, XpaHeAHe, YIIAKOBKA, KOHCEPBAIMs H HOCTABKA

4.15.1 Ob6umwme nonoxeHus — o 'OCT P UCO 9002, myukr 4.15.1.

CrieugaibHoe TpeGOBaHME IS BCEX MENWIMHCKMX M3IEJHiA: TOCTABIMK NODKEH YCTAHOBHTb U
[TOACPXKUBATE JOKYMEHTHPOBAHHBIE IIPOLIEAYPHl KOHTPOJIS M3ENNUi C OrpaHUYEHHBIM CPOKOM T'OTHOCTH
WU CO CIIENUATHHBIMHA TPEOOBaHUSAMM K YCIOBHAM xpaHeHus. CriellHaIbHbIe YCIOBHS XPAaHEHUS CIeAyeT
KOHTpOJIMpPOBaTh U perucrpuposats (4.16).

Ilpy HeoOXOOMMOCTU YCTAHABJIMBAIOT CIlEIMANbHBIE MEPHI U OOECIICYeHUs] KOHTPOJA W3NENHA,
[IpeOTBPALlEHHS 3arPA3HEHUS JPYTOTO U3IEMIs, TPOU3BOACTBEHHOM OKpYXKaloiei CpeIbl WK IIEPCOHAA.

4.15.2 TlorpysouHo-pasrpy3ounsie paGorsl — o TOCT P UCO 9002, nyukr 4.15.2.

4.15.3 Xpanenue — o T'OCT P MCO 9002, mynxkr 4.15.3.

4.15.4 VnakoBka — mo I'OCT P UCO 9002, nynkr 4.15.4.

CrenuanbHoe TpeGoBaHUe IS aKTUBHBIX UMILIAHTHPYEMbIX MEAWLIMHCKHX U3ENIMiA ¥ MMIUIAHTHPY-
€MBIX MEIULUHCKUX U3MEIUH: TTOCTABIIMK JIO/DKEH PETHCTPHPOBATE IMYHOCT JIIOJAEH, KOTOPbIE BBITTONHSIIOT
3AKITIOYUTENEHYIO OTIEPAII0 MAPKUPOBKY (4.16).

4.15.5 Koncepsanus — o 'OCT P UCO 9002, myskr 4.15.5.

4.15.6 Tocraska — no F'OCT P UCO 9002, mmyHkT 4.15.6.

CrienuansHoe TpeOoBaHUE I aKTUBHbIX MMIUTAHTUPYEMbIX MEIHIMHCKUX M3EAWIA M MMIUIAHTHPY-
€MBIX MEIMIIMHCKIX W3XEIHI: MOCTaBIUMK JOJIKEH rapaHTHpOBaTh, YTO HAMMEHOBAHME M A[[pEC IPy30I10-
JIyqaTeNs IMOCTaBJIAeMOi IIPOLYKLIMM BKIIOYEHBI B OTYETHI 1O KayecTsy (4.16).

4.16 Yupasnenue perucrpanueli JAaHHBIX O KauecTBe

TpeGoBanust ycraHosiers B TOCT P UCO 9002, nyukr 4.16.

CrienyanbpHoe TpeGoBaHMe IUI BCeX MeIVIMHCKUX U3/eNIWii: MOCTABIIMK JOJDKEH COXPAHUTD OTYETHI
IO KAYecTBY B TeYEHUE CPOKa CIIyXObl METUIMHCKOIO M3/EJIM, YCTAHOBIEHHOIO IIOCTABIIMKOM, HO HE
MeHee ILITH JIET CO JHSI OTMPABKM IIOCTABIIMKOM.

IMocTaBimuK KOMKEH YCTAaHABIMBATH M MOANEPXKUBAThH OTYETHl HA KaXIYIO IAPTUIO MEIUIIMHCKHUX
u3zenHit, KoTopsle obeceyrBaioT IPOCAEXUBAEMOCTb M0 4.8 ¥ HIEHTH)UKAIIMIO H3rOTOBICHHBIX U 000~
PEHHBIX A NOCTAaBKU u3feauit. OT4eT Ha MapTuio U3NeNuil JOIKeH GbITh MPOBEPEH M YTBEPXKICH.

MpuMeyaHue — [IapTuss MOXET COCTOATh M3 OMHOTO MEIHULIMHCKOTO U3IEMusl.

4.17 BuyTpennss npoBEpKa KavecTsa

Tpe6osanus ycraHobreH: B [OCT P UCO 9002, myHxT 4.17.
4.18 IloaroToBxa Kanpos

Tpe6oBanusi ycranosnens! B TOCT P MCO 9002, nynxr 4.18.
4.19 O6ciayxuBanue

TpeboBanus ycranosieHsl B TOCT P CO 9002, myHkT 4.19.
4.20 CrarucTHiecKHe MeTOoabl

Tpe6osanuus ycranoniedsl B TOCT P UCO 9002, nyukr 4.20.
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