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ITpenvcaosue

1 PASPABOTAH BcepoccuiickuM HaydYHO-HCCAEI0BATENBCKUM U UCIIBITATEIbBHBIM UHCTUTYTOM Me-
mmuHckol TexHUkKd (BHUHUHUMT)

BHECEH TexnudyeckuMm KoMuTeToM Io cranaapru3auu TK 11 «MeguimmHckue npuOOphl U amra-
paThbl»

2 TIPUHAT U BBEJAEH B IEUCTBHE Ilocranosnennem loccranmapra Poccun ot 29 mexabps
1999 r. Ne 859-cT

3 Paspenp! HacTOSIUErO CTAHAAPTA, 32 UCKITIOYEHHEM ITYHKTA 4.5.2, NMPEACTABIAIOT COOON ayTeHTNY -

HbIli TeKcT MexayHaponHoro crtaHmapra MCO 13488—96 «Cucremnl Kayectsa. M3nenust MEXMIIMHCKHE.
CnenuanpHbie TpeboBaHus 1mo npuMeHeHuo UCO 9002—94»

4 BBEJIEH BIIEPBBIE

BreneHue

Hacrosiumit cra”HaapT sBIAeTCA NpAMBIM ITpUMEHEHHEM MexayHapoaHoro craHaapta MCO 13488—96
«Cucrems! kadectsa. Usnenust memuuimHckue. CrierdanbHble TpedboBaHus no rpuMmeHeHUuo MCO 9002—
94», monrorosieHHoro TexduyeckuM KomutreroM MCO/TK 210 «Y1ipaBieHHe KayecTBOM U COOTBETCTBYIO-
[IME ACIIeKTH! JUIST MENAULUMHCKUX U3ICTIHN».

Hacrosumuit rocymapcTBEHHbBIM CTAHAApT SBJISIETCS OMHUM M3 TpeX roCylapCTBEHHBIX CTAHIAPTOB,
collepXalluX crieUaJbHBIEe TPeOOBAHMS K CUCTEME KAaYeCTBA MEAULIMHCKUX U3AEIUMA, KOTOPhIE JOITOJIHAIOT
TpeOOBaHUs, ycTaHOBJICHHBIE cTaHAapTaMu cepud MCO 9000. Mopenm obecrieueHus1 Kayecrsa, YCTAHOB-
JIeHHBle B CTaHAApTaX, MEpedUCICHHBIX HUXKE, IPEACTABISIOT Co00il TpHM 4YETKO pasnuyuMbie GHOpMEI
TpeOOBAHUI K CUCTEME KayecTBa, TIPUTOAHbIE IS HEeMOHCTPALMU MOCTABINUKOM MEIULIMHCKUX HU3MEITUA
CBOMX BO3MOXHOCTEH M OLIEHKH 3THUX BO3MOXHOCTEH BHEIIHUMU CTOPOHAMM:

['OCT P 51536—99 (MCO 13485—96) Cucremn! kauectBa. U3nenus MeauuuHckye. CrieliMaabHbIC
TpeboBanus no npuMeHeHuno F'OCT P UCO 9001—96

I'OCT P 51537—99 (UCO 13488—96) Cucrems! xauectBa. U3genmus MeguimHekue. CrenuanbHbIC
TpeboBaHusa o npuMmeHeHuo 'OCT P UCO 9002—96

I'OCT P 51538—99 (M CO 14969—99) Cucremn! kayectsa. M3nennsa MeAUIIMHCKHE. PYKOBOACTBO 110
npuMmeHenuo 'OCT P 51536~—99 u T'OCT P 51537—99

B coueranuu ¢ TOCT P NCO 9002—96 Hacrosuit cTaHIapT yCTaHABIUBAET TpeOOBaHUSA K CUCTEME
Ka4yecTBa MPHU TIPOM3BOACTBE, MOHTAXE M OOCIYXMBAHMH MEIMLMHCKHMX u3nenui. CTaHIapTr ciemyer

NPUHIAIIAM XOPOUIEH ITPOU3BOACTBEHHOM MNMpakTUKU (GMP) u nmpuMeHMM K MEAUUMAHCKHM U3NEIUSM,
onpeneeHne KOTOPhIX JaHO B pasgeie 3.

© UIIK H3parennctBo ctaHaapros, 2000

Hacrossimuuit ctangapT He MOXeT ObITh IOJTHOCTBIO WM YaCTAYHO BOCIIPOU3BEAEH, TUPAXKUPOBAH H
pacIpoCTpaHEH B KadyecTBe oduiMaabHOro u3gaHust oe3 paspemeHusa I'occrannapra Poccun
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(UCO 13488—96)

FTOCYAAPCTBEHHB U CTAHAOAPT POCCHUCKON ®EJEPALHUHU

CucreMnbl Ka9ecTBa

N3AEINAA MEATUIIUHCKHUE

Cnempanbunie TpeOoBanusa no mpuMerenuio I'OCT P NCO 9002—96

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

Hara ssenennsa 2001—01—01

1 O0aacTe npEMeHeHAA

Hacrostiuuit ctanpapt B coyetanuu ¢ [OCT P UCO 9002 ycranariusaer TpeOOBaHUS K CUCTEME
Ka4yecTBa IIPU NPOM3BOJCTBE, MOHTAXE U 00CIAYXMBAHUU MECIUIIMHCKIX U3IETUIA.

Hacrosiumii ctangapt B coderaHuu ¢ 'OCT P MCO 9002 npuMeHsIIOT IIpHU OHEeHKE CHUCTEeMbI Ka4eCTBa
ITOCTAaBIIMKa MEAUIIMHCKUX USICITUH.

151 OLIEHKH TPEThe CTOPOHOM BBIIMTOMHEHHUS PETrYJIHUPYIOLIUX TPeOOBAHUM ITOCTABIIMK HOJIKEH obec-

[MEYUTH JOCTYIT K KOHPUICHIHANbHBIM JaHHBIM, HO HE 00s3aH 00eCIIeYUBATh M3TOTOBJICHUE KOMMWIA IJIA
COXPAHCHMSI.

TpeboBanust HaCTOAUIETO CTAHIAPTA ABJSIIOTCA PEKOMECHIYEMbIMU.

[IpuMeyaHue — B HacTof1eM CTaHAApTe YacTO UCIIONb3YIOT TEPMHH «€ClIH COOTBETCTBYeT». Korna tpebo-
BaHUE YCTAHOBICHO 3TOM (Ppa3ofl, CUUTAIOT €ro «COOTBETCTBYIOLIMM» AO TEX IIOP, IIOKa NMOCTABUIMK HE MOXET

NOKYMEHTHPOBaTh NNOATBEPXACHIE NHaYe. TpeOoBaHHe pacCMaTpUBAETC KaK «COOTBETCTBYIOHIEE», €CJIM PE3Y/IbTATOM
€TI0 HEBEITIONIHEHUS ABIAETCH:

- HECOOTBETCTBME U3eTHUS YCTaHOBIEHHBIM TpeboBaHUAM M (WIH)
~ HECITOCOOHOCTH ITOCTABILIMKA IIPOBECTH OO0 KOHIIA KOPPEKTHPYVIOLee JISHCTBHE.

2 HopMaTHBHBIE CCHUIKH

B HacTosIuIeM CTaHAApTE MCIOJIH30BAHLI CCHUIKM HA CAEOYIOLUME CTaHIAPTHI.

FOCT P UCO 9002—96 Cucremni kauectBa. Mojenb obecnnedeHUsI KadecTBa IIPH IIPOU3BOICTBE,
MOHTaXe U 00CIyXKHUBaHUN

HNCO 8402—1994* ¥YnpasneHue KadecTBOM U oOecrieyeHue kayectsa. CrnoBaph

NCO 11137—95* Crepunusauus MeAMUMHCKUX M3Ieauil. Paguanimonsas crepiwiM3anus. TpeboBa-
HUSI TIPU IIPOBEIEHUU PYTUHHOTO KOHTPOJISA

3 Onpenenenus

B HacrosiieM craHgapre ucnois3yiores onpeneacHus no MCO 8402, TOCT P MCO 9002, a takxke
CHENYIOLIAE TEPMHUHBI C COOTBETCTBYIOIMMHM OIpeNcIeHUSIMU.

3.1 memumuHcKMe w3ae s (m3nesma): [Ipubopsl, anmaparsl, HHCTPYMEHTBI, YCTPOMCTBA, KOMILUIEKTHI,
KOMIUIEKCHI, CHCTEMBI C IIPOrpaMMHBIMU CpeAcTBAMM, 000pPYIOBAHUE, NPUCIIOCOONEHUSA, 1EPEBA30OYHBIC U
IHOBHBIE CPEACTBA, CTOMATOJOIMYECCKME MaTepHayibl, HAa0Opbl pearcHTOB, KOHTPOJBHBLIC MAaTepHaJbl M
CTAaHHAPTHBIE OOpa3llbl, HU3AEIHSA W3 IMOJHMMEPHBIX, PE3MHOBBIX U HHBIX MATEPHAIIOB, ITPHMCEHSIEMEBIE B
MEOIULMHCKUX LENSX IO OTACNIBHOCTH MU B COYETAHUU MEXITYy COOOH M npeaHa3HAYECHHBIC:

* MexnyHaponHsie cravgaptel — B0 BHUMWKH TNoccrannapra Pocceuy.

HN3namue opnnmaisaoe
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- JUISL TIpoUIaKTUKY, THATHOCTUKM, JicedeHUs 3a00NeBaHNi, IpOoBeleHUS MEIUIIMHCKUX NpOoLeayp,
HUCCIICOBAaHUH MEIHIIMHCKOTO XapakKrepa, 3aMeHbl WM MOAM(UKAIIMY YacTeM TeNa Y€I10BeKa, BOCCTAHOB-
JeHUS WIX KOMIIEHCAIMMA HApYIISHHBIX WM YTPadYeHHBIX (bU3MONOrHYecKuX (PYHKIMMA, KOHTPOIS HAL
3a4YaTHEM;

- JUISL BO3JACHCTBUSI HA OPTaHU3M YEJI0BEKa TAKUM 00pa3oM, 4To UX PYHKIIMOHAIbHOE HA3HAUCHHE HE
pPEUTHU3YETCH XUMUYECKUM, (PapMaKOJIOTHYCCKHUM, HMMYHOJTOTHYECKUM WIH METabOMHYECCKIUM B3aUMOACH -
CTBHEM C OPraHU3MOM YEJ0BEKa, HO MOXET IOLIePXKMBATECA 3TUMU CPEACTBAMMU.

MMIpuMmMeuanue — [loHdTHEe «MeaUIIMHCKIE U3AECIWS» BKIIOYACT CUCTEMBI IS 1N VILro JMarBOCTUKM.

3.2 axTHBHOe M3neqwme: Manenwe, i JeACTBUS KOTOPOro HeoOXOAMMO MCIIONbL30BAHHUE SHEPIryH,
OTJIMYHOH OT IIPOU3IBOAUMOM YEJIOBEKOM WIM CHIBI TSDKECTH.

3.3 axTuBHOE HMILIAHTHpPYEMOE H3nesme: JIrboe akTuBHOoe u3aenue (3.1 1 3.2), Koropoe MOJIHOCTHIO
WINX YAaCTMYHO BBOIST B TEJO MALMEHTa HAa CpoK He MeHee 30 mHeHn.

3.4 wvnnanTHpyemoe mianeame: JlioGoe m3menue, npeaHasHAYEHHOE UL BBEACHUSI B YEIOBEYECKOE
TEJIO UJIM €CTECTBEHHYIO IT0JIOCTD B TeJIe TIOMHOCTHIO WU YACTUYHO M 3aMEHEBI STIUTEIVAJIbHOM ITOBEPXHOCTHU
WIN MOBEPXHOCTH I/a3a ITyTeM XUPYPTrH4YE€CKOro BMEILATEeNbCTBA HAa CpoK He MeHee 30 gHeHl, ynajacHue
KOTOPOro MOXET IMPOU3BOAUTHCS TOJBKO MEANLIMBCKMM WM XUPYPIUYECKUM IIyTEM

[IpuMeuaH e — IroonpeaeicHUE NMPUMEHASTCA K UMIUTAHTUPYEMBIM M3JCIUAM, OTITHYHBIM OT AaKTUBHEIX
UMIUTAHTUPYEMBIX U3LCITUH.

3.5 crepuannoe n3neime: Jlio6oe u3neaue, MapKApoBaHHoOE Kak crepwisHoe (cM. 3.6.1 UCO 11137).

Mpumeuvanue — TpeboraHMs K MapKMpPOBKE MEIMIIMHCKOrO M3LEINA B Ka4eCTBE CTEPWIBHOIO YCTaHOB-
JIEHbl B HAUMOHAIBHBIX WA PErMOHANBHLIX MHCTPYKUMSIX UM CTaHHApTaXx.

3.6 mapxuposka: [IucbMeHHBIU, HaneyaTaHHBIA WIM rpadHyecKUit 3HAK, [IPOCTABJIEHHBI HA MEIU-
IHMHCKOM HM3JIEJIMH, €ro Tape, YIAaKOBKEe WM COTIPOBOXIAIOUINM MEAMIMHCKOE M3JeNHUe, OTHOCSLIUMUCS K
MACHTU(PUKALMH, TeXHUIECKOMY ONMUCAHHUIO M UCIIOJIb30BAHUIO MEIHIIMHCKOTO U3AEHUSA, HO HE BKIIOYEH-
HBIH B COIIPOBOAUTENBHBIC JOKYMEHTHI.

[IpuMeyanue — B Hacrosmiem cragaapre TepMHMH «eTKa», Hcnoabdyemein 8 TOCT P UCO 9002,
VIHTEPIIPETUPYETCSH B CMBIC/IE «MapKUPOBKa».

3.7 xkanob6a mojw3oBarensa: JIrobasa npereH3Msi, HAIIMCAHHAS Ha OyMare, B 3NC€KTPOHHOM BUIOE WIH
MPOU3HECEHHAsI B YCTHOU ¢opMe, KoTopasl yKasbiBaeT Ha dedeKThl, CBA3AHHbIE ¢ HASHTUUHOCTDHIO, Kade-
CTBOM, IOJIFOBEYHOCTHIO, 0€30TKA3HOCTHIO WU (DYHKUHMOHUPOBAHUEM MEAUIIMHCKOIO M3AEIUS, BHICTAB-
J€HHOIro Ha [Ipoaaxy.

3.8 pmoscHMTENbHOE YBEAOMJIEHME: YBEIOMIECHME, BBITYIICHHOE ITOCTaBIIMKOM BCJIEH 3a NOCTAaBKOH
MEAULIMHCKOTO U3IeaUs, Hecyllee NOMOIHUTENbHYI0O HHPOPMALIUIO U (MJIK) peKOMEeHIALUHU IO UCIIOJIb30-

BaAHUIO, MOIU(MUKALIMH, BO3BpATY IIOCTABINUKY WIH paspylIeHHI0 MEIHULMHCKOrO M3ACAHA C LEAbIO NPpH-
BeIeHUS B COOTBETCTBUE C JCHCTBYIOIIIMUMU CTAHIAPTAMMU.

4 TpeboBanus K CHCTEME KAYeCTBa

4.1 OTBeTCTBEHHOCTE PYKOBOICTBA

[Tpumensiorcs TpeboBaHus, ycraHosiaeHHbie B TOCT P UCO 9002, nynkr 4.1.
4.2 CuacteMa KagecTsa
4.2.1 O6urue nmonoxenusi — 1o F'OCT P UCO 9002, nynkr 4.2.1.

CrieuuransHoe tpeboBaHUE ISt BCeX MEAULIMHCKUX HM3AEAHA: MOCTABUIAK HOJDKEH paspaboTaTh U
JOKYMEHTHPOBATH TPeOOBAHMS K MEAULIMHCKUM U3JIECIIHSIM.

[IpuMevanune — Perymupyionue TpeboBaHuS TaxKe JODKHLI OBITH BKIIIOYEHK B YCTAHAB/IMBAacMbIE Tpe-
OOBaHuA.

4.2.2 IMpouenypr! cucremnl KadyecTBa — 1o [ OCT P UCO 9002, nyuxr 4.2.2.
4.2.3 TI'lnanuposanue kauectsa — no OCT P MCO 9002, rynkr 4.2.3.

CrneuuanpHoe TpeOOBaHUE JUIA BCEX MEIMIIMHCKMX M3IEJNH. MOCTABIMK IOJDKEH YCTAHOBUTb U
COXPaHUTh AOKYMEHTBI, OIpENCHAIONINe TeXHUIEeCKHEe TpeGOBaHNUSA K U3REIHIO U TpeOOBAHUA K CUCTEME
Ka4yecTBa 1O IPOU3BOACTBY B LIEJIOM, MOHTAXY U OOCHYXHWBAHHIO, €CIM HEOOXOIMMO, ST KAXIOIo TUIA

(Momenu) MEAUUMHCKOIO W3AEJIMsI, WIH OTOCHAaTh K MECTY pa3sMeEIlCHUA UCTOYHHKA 3TOH HHPOpMALIMU
(4.5.2 1 4.16).

4.3 Ananu3 KOHTpPaKTa
Tpebosanus ycranosneHsl B JOCT P MCO 9002, nyukr 4.3.

4.4 Ynpasjenue NpOEKTHPOBAHHEM
Cmorpu 'OCT P UCO 9002, myuxr 4.4.
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4.5 Yupasjaeuue nOKyMeHTAUMCH ¥ JAHNHLIMH

4.5.1 O6uwme nonoxenus — o 'OCT P UCO 9002, nyukr 4.5.1.

4.5.2 YTBepXIeHME U BbINYCK JOKyMeHTalUuHu M naHHbX — 1o [TOCT P UCO 9002, rmyHkT 4.5.2.

CrenuansHoe TpeOOBaHME IS BCeX MEAMUMHCKMX U3ASTNM: MOCTABIINK NOJDKEH ONpeNeIuTh NEPUOL,
B TEYECHHE KOTOPOro XoTs OBl OJHA KOIMSI YCTAPEBIIMX KOHTPOJUPYEMBIX AOKYMEHTOB HOJDKHA ObITb
cCOXpaHeHa. DTOT MEPHUON MOIKEH TapaHTHPOBATh INPUTOJHOCTh TEXHHYECKHMX YCJIIOBHH, IO KOTOPBHIM

MEIULUMBCKHAC U3Heaust ObUTH N3IOTOBJICHEI B TEYCHHE CPOKa CJIY)K6LI MEOAUIIUHCKOI'O U3ACIIHNA, OIPCACICH-
HOI'O HOCTABILHMKOM, HO HE MCHCC IINTH JICT.

I[IpuMeuvaHue — IlocraBIMK HOKEH COXPAHATL pPE3yIbTaThl CAHUTAPHO-TUTUECHHUYECKUX U TOKCHUKOJIOIM -
YECCKUX HUCCINCAOBAHNH, & TAKXKE 3aKII0YEHUSA O ITMTUEHUYECKON OLIEHKE ITPON3BOICTBA.

4.5.3 WU3smeHeHus nokyMmMeHToB U JaHHBIX — 1o [[OCT P UCO 9002, myukt 4.5.3.

4.6 3aKynkm

4.6.1 Oo6mume nosioxenust — o F'OCT P NCO 9002, nynkr 4.6.1.

4.6.2 Ouenka cyonoapssmuukos — 1o [OCT P UCO 9002, nyHkr 4.6.2.

4.6.3 JoxkymeHTauust Ha 3aKkynky — rno 'OCT P MUCO 9002, nyukt 4.6.3.

CrnenuaipHoe TpeOOoBaHUE IUISI BCEX MEAUIIMHCKMX M3OCANUNM. B COOTBETCTBUM CO CHEUHANbHHLIMU
TpeGOBAaHUAMM K ITpocieXuBaeMocTH (4.8) mocTaBIIMK A0JDKEH COXPAHATD KOmuH (4.16) coOTBETCTBYIOIIUX
IOKYMEHTOB O KYIUIE-IPOoaXe.

4.6.4 TIposepka 3akyiuteHHo# npoaykuuu — o 'OCT P UCO 9002, nyHkT 4.6.4.

4.7 YunpasieHpe DpoAYKIMeEHd, NOCTaBAsAeMOM HOTpeOHTEIEM

Tpebosanus ycraHoBiaeHb! B TOCT P KUCO 9002, nyHkT 4.7.

4.8 UnenTudukamua B MPpOCACKHBACMOCTh MOCTABIIUMKOM

Tpe6osanus ycranoBieHB B [OCT P MCO 9002, nyHKT 4.8.

ChoeuunanpHble TpeOOBAaHHUA UIST BCEX MEIULIMHCKHX U3ICIIHUMA:

a) MaeHTHdHUKALNUS — MMOCTABIIHK JOJ/DKEeH YCTAHOBUTH U MOIJACPXHBATH IMPOLECAYDPHI, FApAHTUPYIO-
Hjye, YT0 MEOULIMHCKUE W3JIeUs, BO3BpalleHHBbIe IT0CTaBIINKY, MIEHTUPULUHUPOBAHBI U OTIMYAIOTCS OT
KayecTBeHHOM npoaykuuu (4.15.1);

0) NMPOCNAEeXUBAEMOCTh — IMOCTABIIMK JOJDKEH VCTAHOBUTD, JOKYMEHTHPOBATD U ITOAACPXHUBATH IIPO-
HEeOypbl, OIPEOCISIOIIME CTEIIEHD IIPOCIEKUBAEMOCTH U ODIETYaIONIME KOPPEKTUPYIOILEE U MIPEAYIPEXK-
gawouiee neucteme (4.14).

JlorojHUTEAbHbIE TPpeOOBAHUS IS AKTUBHBIX UMIUTAHTUPYEMBIX MEIUIIMHCKUX U3ICIUIA U UMILIAH-
TUPYEMBIX MCIHLUMHCKHMX HU3Ie/M: IpU ONpelc/IeHUU CTEIICHH IPOCIECXKUBACMOCTH ITOCTABIIMK IOJKECH
VYUTBHIBATHE BCE HCTIONAL3yeMbie KOMIIOHEHTHI, Marepdalsl {cM. 4.9 0), nepeuucineHue 4|, xoTopnie B
COYETAHNHM C YCJIOBUSMH OKPYXAIOHIEH Cpelbl MOIYT IMPHUBECTH MEOUIIMHCKOE M3ACIHE B COCTOSTHUE, HE
COOTBETCTBYIOLIEE ONpeleJeHHbIM TPeOOBaAHUSIM.

ToproBbi€ areHTHl WIX OUCTPUOBIOTOPHI IIOCTABUIMKA JOJ/DKHBI COCTABIATh U IOAAECPXHUBATD OTYCTHI

O MOCTaBKaxX MEJIUIIMHCKHMX M3NEJIUN U1 oOecrieyeHUs IMMPOCHCXKHUBACMOCTHA, NOCTYIIHBIC JUIA UHCIICKTHUPO-
BAHHAL.

4.9 YnpapieHde npouneccamu

Tpebopanusi ycraHosneHsl B [[OCT P UCO 9002, myHkT 4.9.

CrnenmyasnpbHbie TPeOOBAHMA ISl BCEX MEIUIIMHCKNX U3LCIUAH:

a) IlepcoHayn — 1MocTaBIIMK AOJDKEH YCTAHOBHUTH, JOKYMEHTHUPOBATh U HNOAACPXKHUBATE TpeOOBAHMUA
IT0 OOECIICYEHMIO 3H0POBHS, YHCTOTHI MEPCOHANA M €ro OHeXIbl, €CJM KOHTAKT MEXAY NEepPCOoOHANIOM W
U3ICIUEM WM OKPYXAIolieH cpegoi MOXeT HEONAronpusiTHO NOBAUSITL HA KauecTBO naneaus. IlepcoHat,
paboTaIOUIHil B CTICLHAJILHBIX YCJIOBHSX OKPYXAIOILEH Ccpelibl, AOJDKEH OBITH COOTBETCTBEHHO 00y4YeH (4.18).

6) KOHTpoJIb OKpyXarouei cpebl

KoHTpoab oKpyXaiouled cpeibl IPOBOIST [IPU [IPOM3BOACTRE CICAVIOIIUX METUITMHCKUX W3S

1) mocTaBiisieMbIX CTePHIIBHBIMY;

2) TOCTaBJIIEMBIX HECTCPWILHBIMU U CTEPUJIM30BAHHBIX I1€pe]l UCIIOJIb30BAHUEM;

3) TIpU FKCIUTYATALMH U3ACIUN MUKPOOUONOTrHYECKOM U (MIN) MAKpPOOHMONOrMYECKON YUCTOThI WIU
JPYTHX YCIIOBUH OKPYXKAIOUIEH Cpelbl;

4) IpHA U3TOTOBICHUM MU3NCIMN UMEIOT 3HAYEHUE YCIOBHUSA OKPYXAIOLUEH Cpelbl, MPH 3TOM IOCTAB-
UMK JO/DKEH YCTAHOBUTHh U JOKYMEHTHPOBATh TPEOOBAHMS K OKPYXKAIOLIEN Cpele.

Eciu HeoOGxoauMo, yCIOBUSI OKPYXAIOUIeH cpelnbl JOJDKHBI KOHTPOJUPOBATLCS U (MIM) TIOMJIeXaTh
MOHHUTOPUHIY.

B) Yucrora u3neaus

[TocTaBIIMK H0JDKEH YCTAHOBUTD, IOKYMEHTHPOBATE H IOAIEPXHUBAThL TPeOOBAHMSI K YUCTOTE U3EJIUS
B CACAYIOIMX Claydasx:

1) uznenue npeaBapUTEIBHO OYHUILEHO ITOCTABIIMKOM A0 CTEPHIM3ALMK U (WJIH) UCIIOJb30BaHHMS;



I'OCT P 5153799

2) H3Ieaue NMOCTABIAIOT HECTEPUIbHBIM M MOABEPraloT IPEACTEPMWIN3ALMOHHONA OYHUCTKE JO CTEPH-
AU3auyu U (MIM) UCII0Jb30BaHUS;

3) u3znenMe npeaHasHAYeHo MU MCIIONb30BAHUS HECTEPWIBHBIM, M €I'0 YMCTOTA HE UMEET 3HAYECHUS
IIpU UCIIOJIb30BAHUU;

4) BpenHBIC ar€HTHI JOJDKHEI OBITh YHAICHDI U3 U3AC/IHUSA BO BpeMS U3TOTOBJICHUS.

[Tpn HeOOXOZMMOCTH U3ENNUE OYUIIAIOT B COOTBETCTBUH € IMEPEYUCHACHUSIMHA 1 Wiu 2 U HeT HeobXo-
OIUMOCTH B BHIIIOJIHEHMH ClellHaNbHBIX TpeOoBaHu (4.9 a 1 4.9 6) mo mpoleaypsl OYUCTKH.

r) ObcayxuBaHHE

ITocTaBIMK TOJDKEH YCTAHOBUTD M JOKYMEHTHPOBATH TPeOOBAHUS K OOCIYXUBAHMIO, €C/IK OHHA MOTYT
BJIUSITH HA KAaUYEeCTBO U3JEIUAL.

OTueTh! 0 TAKOM OOCIYXUBAHHU CJIEAYET COXpaHSTh (4.16).
o) MoHTtax

[Tpu HeoOXOANMOCTH ITOCTaBILMK HOJIKEH pa3paboTaTh HHCTPYKIIMIO U KPUTEPUU IIPUEMKH MOHTAXA
¥ [IpOBEPKHU MEIMIIMHCKOTO H3/e/IUA.

OrdeTsl HOCTABILUMKA WIHM €r0 YIIOJHOMOYEHHOTO IIPEICTABUTENSI O MOHTaXe M IPOBEPKE CICIYET
xpaHMTh (4.16).

Ecian xoHTpakT (4.3) I103BOJSIET OCYLUECTRISITD MOHTAX CAMOCTOSTENIBHO, HE Ipuberas K ycjayram
MOCTABIIHKA WU €ro YIIOJIHOMOYEHHOI'0 NpPeICTaBUTENSI, U3TOTOBUTE/b JOJDKEH 00eCeYUTh MOKYIIaTeNs
NMHChbMEHHBIMIA HHCTPYKIUMSMU AJISI MOHTAXa U IPOBEPKHU.

e) IlporpamMmmHOe oGecredeHUe, HCOJNbB3YEMOE B YIIPABICHUM MPOU3BOACTBEHHBIM IPOIIECCOM

[locTaBUMK OOJXKE€H YCTAHOBUTb U IIONAEPXKHUBATH HOKYMEHTHPOBAHHBIE IpOolEdyphl aTTeCTal[uH
IIPUMEHSAEMOrO IIPOrpaMMHOTI0 0DECIIEYEHUS, KOTOPhIE MCIIONB3YIOT VIS YIIPABJICHUSA MPOU3BOLCTBEHHBIM
mporeccoM. Pe3yiasTaThl aTTecTauuy JOJDKHEL OBITH 3aperucTpupoBaHbl (4.16).

J1oToIHUTENIbHOE TpeOOBaHME ISt CTEPWIbHBIX MEIUIIMHCKUX W3OECIUH: ITOCTABIIMK JOJDKEH IO -

BEPrHYTh MEIUIIMHCKOE H3AeJIHe YTBEPXISHHOMY Mpolieccy cTepuian3aluu U 3apuxkcuponats (4.16) Bce
[apaMeTphl KOHTPOJISI ITpoliecca CTEPUIIM3ALINH.

4.10 KoHTpossh ¥ uCULITAHNS

4.10.1 O6mme nmonoxenust — no 'OCT P UCO 9002, nyHkT 4.10.1.

4.10.2 Bxomnoit xkoHTpoub U UcibiTaHusA — 110 TOCT P UCO 9002, nmyskr 4.10.2.

4.10.3 KouTtpois ¥ ucneiTaHus B npouecce npoussonactsa — 1mo [OCT P UCO 9002, myukr 4.10.3.

4.10.4 OxonuatenbHbI XOHTPOJb U McnbiTaHust — 110 TOCT P UCO 9002, mynkr 4.10.4.

4.10.5 Permcrpaumsi 1aHHBIX KOHTpos1s1 1 ucnpitaHuid — o N'OCT P MCO 9002, nyHkT 4.10.5.

CrnergasbHoe TpeboBaHue IJIS1 aKTUBHBIX HMIUIAHTUPYEMbIX MEQUIIUHCKHUX U3JEAUNA U UMILIAHTUPY-
eMbIX MEOUIMHCKUX U3AENUI: NMOCTAaBUIUK J0/DKEH peructpupoBath (4.16) nUYHOCTH mepcoHana, IpoBo-
ISIETO KOHTPOJb YMJIK MCIIBbITAHMSI.

4.11 Ynpasaenue KOHTPOJbHBIM, H3MEPHTEABHBIM M HCHBLITATEAbHBIM 000pPYNOBAHHEM

TpeboBanus ycranosieHsl B TOCT P UCO 9002, nyukr 4.11.

4.12 CraTyc KOHTPOJIS U MCIILITAHMIH

Tpedosanust ycraHosieHsl B [OCT P UCO 9002, nmyHkT 4.12.

4.13 YnpasieHne HeCOOTBeTCTBYIOLIECH IPOAYKIMEH

4.13.1 OO6wmue nonoxenunsa — no 'OCT P UCO 9002, nmynkr 4.13.1.

4.13.2 AHanu3 ¥ yrwidzauus HecooTBeTcTBywolIeh npoaykuuu — no 'OCT P UCO 9002, nyHkT
4.13.2.

CneuuranbHble TpeOOBAHUSA IUISI BceX MEIMLUMHCKUX M3ACAUI IMOCTABIUUK HOJDKEH rapaHTHUpPOBATh,
YTO HECOOTBETCTBYIOIEE U3NEIUEC MOXKET ObITh IIPUHSITO, €CJM BBINOJHEHB! PEryJMpyIoOLIMe TpeOoBaHU.
JImgHOCTh YenoBeKa (J1oaei), MpoBOAAILMX IIPUEMKY, JOJDKHA OBITh 3aperucTtpupoBaHa (4.16).

Ecinu uznenue goikHo ObITh ZopaboTaHo (OAUWH WIM HECKOJIBKO pa3), MOCTaBIIUK A0JIKEH NOKYMEH-
TUPOBATH NOPAOOTKY B paboyeili HHCTPYKUMH, KOTOpas IIPOXOAUT MpOleAypy pa3paboTKM U YTBEPXACHUS,
AHATOTHYHYIO IIepBOHAYAIBHON paboyeir UHCTPpYKIUMM. 1o pa3paboTKM U yTBEPXICHUS ILOJKHO ObITH
CIEJIaHO U JOKYMEHTUPOBAHO OIpelacaeHue Ji00oro nodoyHoro adgdexra nopaboTaHHOro MU3ACIIUS.

4.14 Koppexrapyoimue B npopHIaKTHIECKHE NEHCTBHA

4.14.1 O6uiue nmonoxeHus — 1o F'OCT P UCO 9002, nyHkT 4.14.1.

CrenpanbHble TpeOOBaHMS IS BCEX MEIMLIMHCKUX M3JEJMA: MOCTABINUK JOJDKEH YVCTAHOBUTH M
NMONAEPXUBATH JOKYMEHTUPOBAHHYIO CUCTEMY OOPAaTHOM CBA3M A O0CSCHCUYSHUS paHHEro peaynpexne-
HUSI BO3HMKIIMX IIpoOJieM KayecTBa M IMPOBEACHMA KOppeKTHpyiomero v (WwiM) npodHIaKTHIECKOro
IEUCTBUH.

Ecny HacTosA1Mit CTAHAAPT UCIIONB3YIOT IJUISI COIVIACOBAHMS C PEryJIHPYIOIIMMH IIpaBIIaMU, KOTOPbIE
TPeOYyIOT, YTOOBI MMOCTABIHUK TOJXYYMJI OIBIT Ha CTafUM IOCJE BBIIIYCKA U3 NPOU3IBOACTBA, aHAIMU3 3TOrO
OITbITa HOJDKEH SIBJSITHCS YACTHIO CUCTEMBI OOPATHOM CBSI3H.

[TocTaBuiuk noaXeH xpaHuTh oTYETHI (4.16) 000 Bcex oOcIeIOBaHUAX NpeTeH3Mid moTpedbureneii. Ecnu
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npu oOCAe/IOBAHMM YCTAHOBJICHO, YTO HE3HAYUTENbHbIE NCHCTBMSI YCTPAHWIN IIPETEH3UIO MOTPEeOUTENIA,
COOTBETCTBYIOIIUI 0OOMEH HHpopMaLeH JOXKEH ObITh YCTAHOBJICH MEXAY INOCTABIIMKOM M IIOTPEOUTEIEM.

IIpu m1000if NMpeTeH3nu MoTpedUuTeENsI HO/IXKHA OBbITh YCTAHOBJIEHA €€ MPUYHHA.

Ecnan HacTosIMil cTaHIapT MCIIOAB3YIOT JJISL COIVIACOBAHUS € PErVIUPYIOILMMM IIpaBUJIaMM, TIOCTaB-
MK JOJDKEH YCTAHOBHUTH, HOKYMCHTHPOBATH U TIIONNEPXWBATh IIPOLIEAYPHl YCTpPAaHEHUS] HHIUACHTOB,
00ecIIEYBAIOILIME COOTBETCTBUE YCTAHOBICHHBIM KPHUTCPUSIM.

IlocTaBIIMK JOJDKEH YCTAHOBUTH, HOKYMEHTHUPOBATH U MOANEPXMBATHh IIPOLIEAYPHI MO YCTPAHECHHIO
PA3HOIIACHH 10 NIPETBSBICHHBIM IIPETCH3USIM K MEIUIIMHCKHUM U3INETUSIM.

4.14.2 Koppexrupyroiue aeiictsua — no 'OCT P UCO 9002, nmyukr 4.14.2.

4.14.3 Ilpenynpexparomme aeicreusa — no F'OCT P MCO 9002, nyukT 4.14.3.

4.15 Tlorpy3ouno-pa3srpy3ounbie padboTbl, XpanenHe, YIAKOBK2, KOHCEPBANMA H HOCTABKA

4.15.1 Obiue nomoxenusa — o 'OCT P UCO 9002, myukr 4.15.1.

CrneuuaibHoe TpeOOBaHME UIS BCEX MEIWLIMHCKMUX M3IEJUN. MOCTABIUHUK JOLKeH YCTAaHOBHUTH U
[TOIEPXKMUBATh JOKYMEHTHPOBAHHBIE ITPOLCAYPHI KOHTPOJIS M3ICINN C OrpaHUYEHHBIM CPOKOM T'OZHOCTH
WIHU CO CIIeHHATbHbIMU TPEOOBAHUAMMU K YCJIOBMAM XpaHeHUs . CnellMalbHbIe YCIOBUS XpaHEHUS CJIEAYET
KOHTPOJUPOBATL U peructpuposats (4.16).

IIpr HeoOXOOMMMOCTU YCTAHABJIUBAIOT CIellMaabHble MeEpbl VISl 00ecredyeHUs] KOHTPOJISL U3IENIHs,
[IPeIOTBPAILLCHHS 3aIPSI3HECHMSI APYTOTo U3eausl, TPOU3BOACTBEHHONM OKPYXAaIOIen cpeabl WIN IEPCOHAIA.

4.15.2 Ilorpy3oyHo-pasrpy3o4dHbie padotel — no 'OCT P UCO 9002, nyuxt 4.15.2.

4.15.3 Xpanenue — no 'OCT P UCO 9002, mynkr 4.15.3.

4.15.4 Ynakoska — 1mo I'OCT P MCO 9002, nyHKT 4.15.4.

CrnienuanbHo€ TpeOOBaHUe M1 aKTUBHBIX UMIUTAHTHPYEMBIX METUIIMHCKUX U3NEJINA 1 HMILTAHTUPY-

EMBIX MEIMHHMHCKHUX U3IEIHH: ITOCTABIIMK JOLKEH PETHCTPUPOBATH TUMIHOCTD TIOACH, KOTOPbBIE BRITTIOJIHSAIOT
3AKJTIOUUTENIBHYIO Oepanuio MapKUpoBKHY (4.16).

4.15.5 Koncepsanusa — o I'OCT P UCO 9002, rmyukr 4.15.5.

4.15.6 IlocraBka — mo 'OCT P UCO 9002, myHkT 4.15.6.

CrreniuanpHoe TpeOoBaKUe IS aKTUBHBIX UMIUIAHTUPYEMBIX MEIUUMHCKAX U3NCAUN U UMILIAHTUPY-
eMbIX MEOUUMHCKNAX U3IEJMI. MOCTABLUMK JOJIKEH rapaHTHpOBAaTh, YTO HAMMEHOBAHUE U aapec Irpy30I110-
JydaTensl ITOCTaBIsAeMoil NPOMYKIIMMA BKJIIOYEHbI B OTYETHI ITO KadecTBy (4.16).

4.16 Ynpasjenue permcrpanyeil JAHHBLIX O KaYecTne

TpeooBanust ycrtaHonyneHbl B TOCT P UCO 9002, nyHkT 4.16.

CrneundanbHOE TpeOOBaHMeE JUISI BCeX MEAULIMHCKUX HU3IEIUI: MOCTABUIMK JOJKEH COXPAHUTh OTYETHI
[0 KAYECTBY B TEYEHHE CPOKaA CIYKObI MEOUIIMHCKOIrO M3/E/IMS, YCTAHOBJIEHHOI0 TOCTABIIMKOM, HO HE
MEHEE IDITH JIET CO JHS OTIIPaBKU ITOCTABHIMKOM.

[locTtaBiuK NOJDKEH YCTAHABIMBATL M IMONNEPXMBATH OTYETHl HA KaXIYIO MAPTUIO MEOUIIMHCKUX
M3IeJIUA, KOTOphIe ODECITIEYHBAIOT ITPOCIEXKUBAEMOCTD MO 4.8 ¥ HACHTU(MUKAIIUIO U3IOTOBIEHHBIX H 0100~
PCHHBIX U NOCTABKY M3aeaui. OTYeT Ha MapTUIO U3NEJIHN JNOIXKEH OBbITh MPOBEPEH U YTBEPXKICH.

IIpuMeyaHue — [laptust MOXeET COCTOAATh U3 OMHOro MEIULIKMHCKOTO U3ZENWS.

4.17 Bayrpennsa npoBepka KavecTsa

Tpeboanust ycraHobieHsl B [OCT P ACO 9002, rmyukr 4.17.
4.18 IloaroroBka Kaaposn

Tpebosanust ycraHoBineHsl B [OCT P UCO 9002, nyHkT 4.18.
4.19 ObcayxuBanue

TpeboBanua ycradonieHbsl B IOCT P UCO 9002, myHKT 4.19.
4.20 CraracTHaeckue MeTo/bl

TpeboBaHus ycraHoBieHbl B TOCT P UCO 9002, nyukr 4.20.
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