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Today, the role of suppliers in procurement activities is growing, and, accordingly,

" . a qualitative assessment of their activities is of particular importance. The production
market participants, suppliers, . . . . . . . .
audit, evaluation system, quality, of medical devices (MD) is subjected to especially strict control. Their quality,
safety efficiency and safety directly depend on the quality of purchased raw materials, semi-
finished products, services and, as a result, on the work of suppliers. The combination
of these factors ensures the competitiveness of the medical device manufacturer in the
medical device market. However, most of the standards that describe the procedure
for conducting audits do not contain requirements for a second party audit. Therefore,
manufacturers are forced to develop their own methods and standards governing
this process. In this regard, we have developed a method for selecting and evaluating
suppliers at the design stage of medical devices. The essence of the method: each
customer enterprise establishes a set of requirements that provides the most acceptable
audit solutions for it and the selection of an ideal supplier of raw materials. The ideal
supplier will be a company that meets all the requirements of the customer enterprise.
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CTtaHgapT ANns NoBbILLEHUS YPOBHS LMdPOBU3aLmm
B CTPOUTENLCTBE

Mpukazom denepanbHOro areHTCTBa N0 TEXHUYECKOMY n obecne4nBaeT Npaso BbIOOPa OOQHOIO U3 ABYX YKadaHHbIX

PErynupoBaHui0 U METPOJIOTUN YTBEPKAEH HOBbI HaLMOHANbHbIi CrMocoBosB.

craHpapt FOCT P 70108-2022 «[lokymeHTaLus UCNONHUTENbHASA. HoBbIlt LOKYMEHT NpefHasHaseH Ans BHeApeHus NpoLeccos

DOPMUPOBaHHE M BELEHHE B 3NEKTPOHHOM BULE» umdpbpoBm3aLmmn B CTPONTENLCTEO B nepexofHbIVi nepuog,
[0 BBEAEHVSA B AENCTBME COOTBETCTBYIOLLIMX HOPMATUBHBIX

CTaHpapT ycTaHasnveaeT TpeGosanms K npoueccam MPaBOBbIX akTOB, PErNaMeHTUPYIOLLMX MNOMHbIA Nepesop

POPMUPOBAHNS 1 BEAEHWUA UCMONHUTENBHOM AOKYMEHTALMN MCTOAHIMTENBHOM AOKYMEHTALMM 1 KypHATOB ydeTa

ONns 06bEKTOB KanuTanbHOro CTPOUTENLCTBA B 31EKTPOHHOM BLINONHEHUA PaBoT B 3MEKTPOHHbIN BUA C BOSMOXKHOCTbIO

BUMAE, YTO MO3BOMUT COKPATUTL AOKYMEHTOOO0POT UX PErUCTPaLMM 1 XPaHEHNS B COOTBETCTBYIOLLMX

Ha 6yMaXkKHbIX HOCUTENAX 1 YMEHbLUWTL TPYA03aTpaThl FOCYAAPCTBEHHbIX MHADOPMALIMOHHbIX CHCTEMAX.

crneuvan1cToB Ha NOAroTOBKY, 0dPOPMIIeHVE 1 noanucaHmne

)KYPHasoB yyeTa BbINoHeHUs paboT, HEOOXOAMMbIX INo matepnanam www.gost.ru

npvi POPMUPOBAHNUM 1 BEAEHWUN NCTIONHUTESTIbHOM
LOKyMEHTaUMM NMpu Co3AaHnM 0O6bEKTOB KanmuTanbHOro
CTpOUTENbCTBA.

[Mpn 3TOM NPUHATUE HOBOrO CTaHAapTa He OTMEHSIET
CyLLIECTBYIOLLIME MPOLIECCHI (POPMUPOBAHWS 1 BEEHWS
NCMOMHUTENbHO JOKYMEHTaUMN Ha ByMaXKHbIX HOCUTENSIX,
a pernaMeHTVpyeT 3NEeKTPOHHYKO aHanormio 311X NPOLECCoB



