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e Hacroamuii cepTHHKAT YI0CTOBEPAET:
s ! Hzdenua meduyunckue. Cucmemvl MEHEONCMEHMA Ka4ecmed.
" : Cucmemnvle mpedosanua Ona yenen pezyiuposanis NPUMEHUMensHo K pabomam
coenacro npunosiceruio Nel k nacmosuyemy cepmugpuxamy
an}moxcerme ABJIACTCS HEOTHEMIIEMOH JacThio cepmcpmcal"a)
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-~ _CHCTEMA CEPTHq)nRAD;ﬂH =
@E)IEPAJ]LHOE ATEHTCTBO IO TEXHUYECKOMY PEI'YJ]HPOBAHBIO u
METPOJIOT'HH
MPRJIOKEHHE Nel
K CepTH(UKATY COOTBETCTBHS No ST.RU.0001. M0021337

-O6aacTh CBpTH(l)HKﬂ]IHH CHCTEeMbI MEHE/UKMEHTA KadecTBa:

1. IlpoekTHpoBaHKe M pPa3paboTKa TEXHWHYECKOH NOKyMEHTAlMH HA MENMLMHCKHE HHCTPYMEHTHIL

MeMIMHCKOe 000pYI0BaHHE, MENMIMHCKYIO TEXHHWKY, WITIbl XMPYPrHUecKHe aTpaBMaTHYecKie u
- HIOBHBIH MaTepHall: -

2. Paspaﬁoma TEXHOJIOTHYECKOH JOKYMEHTAIMH ISl H3TOTOBJIEHMS MEIHIMHCKHX HHCprMEHTOB

MeMIMHCKOro 00opyaoBaHHs, Menmlm;rctcon TEXHHUKH, HIVI XUPYPIHYECKHMX aTPaBMaTHUECKMX M.

IIOBHOTO MaTepHAITA. e

3. Paspaborka TexHomorui noxsmnem Ka4YeCTBEHHBIX XapaKTePHCTHK MeIHLMHCKHX HHCTPYMEHTOB,
- MEIHUIIMHCKOrO oGopy;[oaaHm MC,[[HLIHHGKOH TEXHUKH, WLV XHPYPrHYSCKHX aTpaBMaTHYeCKHX ¥

[IOBHOI'O MaTepHasa. '

4. Pa3paboTKa W M3TOTOBJIEHHE CMELMATBHOTO TEXHONOTHYECKOTO oGopynonamm H OCHAIllEHHA [

NPOU3BOJCTBA MEJHIIMHCKAX MHCTPYMEHTOB, MEIHIIHHCKOrO 060y 0BaHHs, MEIALIMHCKON TeXHUKH,

WIJ1 XUPYPrUYECKHX aTPaBMaTHIECKHX M IOBHOIO MaTrepHaa.

5. TIpowsBOACTBO MEIMIMHCKHX HWHCTPYMEHTOB, MEIHIMHCKOTO O00OpYAOBaHHSA, MEIHIHHCKOH

TEXHHKH, UIJI XHPYPrHYeCKHX aTpaBMaTHYECKHX H LIIOBHOTO MaTepHaa.

6. IIpoaka MEIMIMHCKHX MHCTPYMEHTOB, MEIMIIHHCKOIO oﬁopy,aoaarma MEIUIUHCKOH TEXHHKH,.

HIJI XHPYPrHYECKHX aTPaBMaTH4eCKHX H IIOBHOTO MaTepuaﬂa ‘




- CHCTEMA CEPTH(I)HI{AIIHH : e
(DEI[EPAJ[BHOE ATEHTCTBO IO TEXHUYECKOMY PEWJIHPOBAHHIO A === “ :
METPOJIOTHHA =l

CHCTEMA ,T_IOBPOBOJILHOI/I CEPTHOUKALINH
T «CMK CTAHJAPT» o e
Per. Ne POCCRU.31060.044CKH00 .

Opran no cepradpuKanuu:
PEI" Ne SMK STANDART.RU.0005
O6uiecTro C orpaHquHHoﬁ OTBETCTBEHHOCTBIO
«ME}KJIYHAPOI[HHI/I IEHTP CEPTUOHKALIMH»
Anpec: 195030 r. Canxr-TletepGypr, 'yJ1: DIEKTPOITY/ILTORLER, 1. 7 mutepa JI, nomememae 9-Hod. 2
Ten +7 (812) 409-42202 standart@iso-smk.ru http://www.iso-smk.ru

PA3PEIIEHUE

HA VICIIOJTb30BAHUE 3HAKA COOTBETCTBUS CHCTEMbI CEPTHOHKA AN
«CMK CTAHIAPT» |

Opras 1o cepTHhHKALMM CHCTEM MEHEDKMEHTa Ka4yecTBa

000 «MEXIYHAPOIHBIHN ITEHTP CEPTUOUKALIMM»

Ha OCHOBaHHH pememd_a 0O BbpIJa4e CCpTH(bHKaTa COOTBETCTBHSA CHCTEMBI MCHE/DKMCHTA -Ka4eCTBa

BBIOAH e

-O6uIecTBY ¢ OrPAHHYEHHOH OTBETCTBEHHOCTHIO
«dIpoussoacreenno-Texunueckoe O6wenanenne «MEITEXHAKA»
Anpec: 420053, Pecny6simka Tataperan, r. Kazaus, yi. dKypaaaucros, 34. 62, komaata 7

- PA3ZPEHIAET
Hcrons308ath 3HAK COOTBETCTBHSA CHCTEMBI MeHe KMEHTA KAY6CTEa Ha TIePHOJT IeHCTBHS

= R s ,Sl’;"s;:-fQ001.M0021337
v ; ‘jﬁ"__:\\b\\ :

s e 9.; e : 3
Q]{gka COOTBETCTBHA KaYeCTBA- TIPOTYKLIAH.
A2

GBI OyxmeTax, mpocneKTax, Gpormopax,
EHTAIIAH OPraHH3aLMK — [ePIKaTeNId

B 060 QJopme HCKIogatomeH ToH
Homyckaeres HCTIO/B30BATE 3HAK C
“Gr1amKax OpraHM3aLHOHHO-PACTIOBAAWECHEHOM |
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: " «CMK CTAHIAPT»
e Per. Ne POCCRU.31060.0440KTO0

Opran no cepTA(PEKANAA: :
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CEPTI/I(DI/IKAT COOTBETCTBI/IH AYJII/ITOPA
Ne ST.RU.EXP.00021337-1 |

HacTosmmuii cepTH(UKAT yIOCTOBEPSET, ITO

Illep6akoB Buktop JAMutpueBuy

' COOTBETCTBYET TpeOOBaHHSIM CHCTEMBI MEHE)KMEHTA CePTU(hUKAIIHN
«CMK CTAHIAPT», IpeIbABIsSeMBIM K Ay IHTOPaM BHYTPEHHHX IIPOBEPOK H3ENHSL
Meaunuackre., CHCTEMBI MEHEKMEHTa KadecTBa. CHCTEMHEIE TpeOOBaHHA AT IENEH

peryIHMpOBaHHs Ha coorBeTcmze—CTaimapTy
-TOCT ISO 13485-2017 (ISO 13485:2016)

IS dpfa-ﬂa_- =

COTHI]KOB A M




= CHC’I‘EMA CEPTHOUKATIAM -
@EIIEPAJ[BHOE ATEHTCTBO IO TEXHUYECKOMY PEI’YJIIIPOBAHI]IO 51
METPOJOI'HMHA

CHCTEMA JIOBPOBOJIBHOH CEPTH(DHRA]IIIH
= «CMK CTAHJIAPT»
Per. Ne POCCRU.31060.04 KO0

Opran no cepradpukanau:
PEI" Ne SMK STANDART.RU.0005
| O611ecTBO C OrpaHHYEHHOH OTBETCTBEHHOCTHIO
- <<N[E}I{,I[VHAPO,[EHLII/I LHEHTP CEPTHOHKAILIHM»
Anpec: 195030, T. Canxr-IlerepGypr, Y Bnelcrponynb'rosues n. 7 murepa JI, nomemenne 9-H od. 2
en +7 (812) 409-42:02 standart@iso-smk.ru http://www.iso-smk.ru

CEPTI/I(I)I/IKAT COOTBETCTBHH AY)II/ITOPA

Ne ST.RU. EXP 00021337-2

Hacrosimuii cepTudHKar yI0CcTOBEpserT, 910

batmanoBa Upuna HukosaeBHa

~ COOTBETCTBYET TpeOOBaHUAM CHCTEMBI MEHEKMEHTa CepTHHHKAIIHH
«CMK CTAH,I[APT» IPEABSBISIEMBIM K ayJHTOpaM BHYTPEHHHX IIPOBEPOK
u3genus MeaunuHcKkre. CHCTEMBI MEHEDKMEHTa KadecTBa, CHCTeMHBIEe TpeOoBaHHs
Juis Tieneld peryaMpoBaHus Ha COOTBETCTBHE CTaHAApTy
“TOCT ISO 13485-2017 (ISO 13485:2016)




~_ CHCTEMA CEPTHUOUKALIAA
tI)E,I[EPAJIBHOE ATEHTCTBO IO TEXHHYECKOMY PEI'Y IMPOBAHIIO
METPOJIOr Y :

CHCTEMA I[OBPOBOJIBHOE CEPTH(I)HKAIHEIH
 «CMK CTAHJIAPT»
Per. Ne POCC RU.31060.04KTO0

Opras no cepTHQHKANMEH: - i
PET Ne SMK STANDART.RU.0005
O6mecTBo € orpaHquHHoﬁ OTBETCTBEHHOCTBIO

: «ME)K,ZIYHAPOJ.IHJ)H‘I IIEHTP CEPTUOHUKAITH» -l;_ '
Anpec: 195030 1. Cankr-Tletep6ypr, - Gnemponynmoaues . 7 murepa JI, nometenwe 9-H od. 2
“ten +7 (812) 409- ‘,42 <02 standart@jiso-smk.ru http://www.iso-smk.ry -

CEPTI/I(I)I?IKAT COOTBETCTBI/DI AYI[HTOPA
Ne ST.RU.EXP.00021337-3

Hacrosmuit cepTudHKAT yAOCTOBEPSET, 9TO
Epmos UBan I[IaBioBu4

 © COOTBETCTBYET TPeOOBAHMAM CHCTEMbI MEHEDKMEHTA ccp_m.@mcanma
«CMK CTAHJIAPT», npenbssaBIsIeMbIM K ayAUTOPaM BHYTPEHHHX IIPOBEPOK
A3eTHs MenanrHEcKie, CHCTEMBI MeHeKMeHTa KadecTna, CHcTeMHbIe TpeGOBaHMA
JUTSL TTeTiel Pery THpOBAHMS Ha COOTBETCTBHE CTAHAAPTY
TOCT ISO 13485-2017 (ISO 13485:2016)
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