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PELLIEHUE COBETA EBPA3UNCKOIN SKOHOMUYECKO KOMHUCCUU
10 HOos16pst 2017 1. Ne 106
r. MockBa

O TpeOoBaHusIX K BHEIPEHHIO, MOAIEPKAHUIO M OLIEHKE
CHCTEMBI MEHEIKMEHTA KA4eCTBA MeAULUHCKHUX M3/1eJTHil
B 3AaBUCHMOCTH OT NOTEHIHAJIBHOI0 PHCKA UX
NpUMeEHEHUSs

Bcemynuno 6 cuny 15 mapma 2018 2ooa

W3MeHeHus U AOMOJIHEHUS:

Pemenne CoBera EBpasmiickoii 3kOHOMHYECKOH komuccuu OT 12 HosOps
2021 r. Ne 131 (OdunmaneHpiii cadT EBpaswiickoro SKOHOMHUYECKOTO COH03a,
01.12.2021);

Pemienne Coeta EBpa3uiickoil SKOHOMHUYECKOW KomHuccHM OT 19 aBrycra

2022 1. Ne 133 (Oduumanbubiii caiit EBpa3uiickoro 3KOHOMHYECKOTO COI03a,
16.09.2022)

B cootBercTBUM ¢ myHkTOM 2 ctathu 31 JloroBopa o EBpa3niickoM S3KOHOMUYECKOM COI03€
ot 29 mas 2014 roga, nynkrom 1 crateu 6 CornameHusi 0 €IMHBIX NMPUHLKNAX U TpaBUiIax
oOpaiieHus: MEAMLIMHCKUX U3JeNud (M3AeNui MEIULIMHCKOrO Ha3HAYeHHUS W MEAUIHUHCKON
TEXHHUKH) B paMKax EBpa3uiickoro "SKOHOMHUYECKOTO coro3a oT 23 nexabps 2014 rona, myHKTOM
107 mpunoxenus Ne 1 k Permamenty pa6otel EBpasmiickoii SKOHOMHYECKON KOMHCCHH,
yTBepkIeHHOMY Pemennem Beicimiero EBpa3zuiickoro sKOHOMHYECKOro coBeTa oT 23 nexadps
2014 r. Ne 98, u B ensix ucnosiHeHus Pemenns Beiciero EBpa3uiickoro 5JKoHOMHUYECKOT0 COBETa
ot 23 nexabps 2014 r. Ne 109 «O peanuzanuu CornameHusi 0 eJUHBIX NPUHIMIAX U IpaBUIIaX
oOpaiieHuss MEAULIMHCKUX U3JeNud (M3AeNui MEIUUMHCKOrO Ha3HAYeHHUS W MEAMIHUHCKON
TEXHUKM) B pamkax EBpasuiickoro skxoHomuueckoro corws3a» Coser EBpasuiickoit
skoHOMHueckor komuccun PEIIINII:

1. YTBepauts npunaraemeie TpeOGoBaHus K BHEIPCHHIO, MTOICPKAHUIO U OI[CHKE CUCTEMBI
MEHEPKMEHTa KayecTBa MEAMIIMHCKUX M3JETUil B 3aBUCUMOCTH OT MOTEHIIMAILHOTO pHUCKa MX
npuMmeHenus (nanee — TpeboBanus).

2. YCcTaHOBUTH, YTO:

a) B TeueHue 12 mecsIeB ¢ AaThl BCTYIUICHUSI HAcTosIIero Pemenus B cumy:

OLICHKa CHCTEMbl MEHE)KMEHTa KauyecTBa MPOU3BOIUTENS MEIULUHCKOTO H3JeiHs Ha
cooTBeTcTBUE TpeOOBaHUSIM HE TPOBOIUTCS;

P T0Jja4e 3asBJICHUS] O PErucTpalii MEAUIMHCKOIO M3/ENusl Kjlacca MOTEHUUATbHOIO
pUCKa MPUMEHEHHUS 2a (TSI MEIUIIMHCKUX U3JICIUN, BBITYCKAEMbIX B CTEPHIILHOM BUJE), 20 Win
3 B cocTaBe PErUCTPALMOHHOIO JOChE MPEACTABIAIOTCS JOKYMEHTBI, OITBEPKIAIONINE HAaTune
y IPOU3BOJUTENSI MEUIIMHCKOTO U3/IEIHS YCIOBHM IPOU3BOICTBA 3asIBJICHHOTO JJIS PETUCTPAIUI
MEAUIIMHCKOTO W3JIENUsI, COOTBETCTBYIOIIUMX TPEeOOBAaHMSIM 3aKOHOAATEIhCTBA TOCYAAapCTBA —
yieHa EBpa3zuiickoro 3KOHOMHUYECKOTO CO103a, B YIOJHOMOUYEHHBIH OpPraH KOTOPOro MOJAETCS
yKa3aHHOE 3asBjcHUE (IPH HATMYUU TaKUX TPeOOBaHUI ), U KOTIMH CEPTU(PUKATOB COOTBETCTBHS
CHCTEMBbl MEHEDKMeHTa KadectBa TpeOoBanumsiM crangapra ['OCT ISO 13485 «M3penus
MeaunuHckue. CHucTeMbl MeHeMKMeHTa KadecTBa. CucremHble TpeOoBaHMsS Uil Lelei
pEeryJaupoBaHus» WM  COOTBETCTBYIOIIETO  HAMOHAIBHOTO  (TOCYAapCTBEHHOTO)  WJIHU
MEXIYHapOAHOIO CTaHJApTa, a TaKXKe KOMUU OTYETOB O paHee MPOBEIEHHBIX MHCIEKIMIX Ha
cootBercTBUE cTanaapty ISO 13485 (npu Hanuuun);

0) MPOM3BOIUTENIN METUIIMHCKUX U3AENUH, 3apeTUCTPUPOBAHHBIX B TeUeHUE 12 MecslIeB C
JaThl BCTYIUIEHUS HacTosilero Pemenus B cuily B cOOTBETCTBUM C [IpaBuiamu perucrpaiuu u
JKCTepTU3bl  Oe30MmacHOCTH, KadectBa ©  I(P(EKTUBHOCTH  MEIUIIMHCKUX  H3JEIHMH,

STAJIOH Hngpopmayuonno-noucrosas cucmema "9TAJIOH"
Hayuonanenvuii yenmp npasosoii ungpopmayuu Pecnyonruxu benapyce



yTBepxkaeHHbIME Pemennem CoBeta EBpasmiickoil 5KOHOMHYECKOW KoMmHCcCHH OT 12 deBpans
2016 T. Ne 46, nomxHBI NOATBEPAUTH BHEAPEHUE CHCTEMBl MEHEDKMEHTA KauecTBa IIyTEM
MIPOXO’KACHHSI BHETIJIAHOBOTO MHCIIEKTUPOBAHMSI IPOU3BO/ICTBA B COOTBETCTBUH ¢ TpeboBaHusIMU
B T€UEHUE 2 JIET C AAThl PETUCTPALUU MEIULIUHCKOTO U3EITHS;

B) a03a1bl TPETUH U YeTBEPTHIN MyHKTa 3 TpeboBaHUil BCTYIAIOT B CHITY C JAThI BCTYTUICHHS
B CUJIy TOJIO)KEHMM O BHECEHHHM COOTBETCTBYIOIIMX M3MeHeHHil B IlpaBuna perucrtpauuu u
AKCIIEPTHU3bI 0€30MaCHOCTH, KauecTBa U A((HEKTUBHOCTH MEIULIMHCKUX U3IENUHN, YTBEPKICHHbIE
Pemennem Coera EBpasutickoii saxonHomudeckoi komuccuu ot 12 gespans 2016 r. Ne 46.

3. Hagenenue WHCOEKTHPYIONIMX OpraHUM3alyid  MOJHOMOYHMSMH MO  MPOBEICHUIO
WHCHEKIMHA  TPOU3BOJUTEIEHM  MEAUUMHCKAX  M3JCIHM  OCYLIECTBISIETCS  OPraHOM
rOCYJIapCTBEHHOM BJIACTH ToOCyJapcTBa — uieHa EBpa3uiicKOro 5»KOHOMHUYECKOTO CO0I03a,
YIOJHOMOYCHHBIM Ha OCYIIECTBIICHUE U (HJIM) KOOPIUHAIMIO IEATEIHLHOCTH B chepe oOparneHus
MEAUIMHCKUX U3JIEIUIA Ha TEPPUTOPUHN ITOTO TOCYIapCTBa, B COOTBETCTBUU C TPEOOBAHUSMU K
TaKUM OpraHU3aLMAM, YTBEPKAAEMbIMU EBpa3niicKoi 5JKOHOMUUYECKOW KOMHUCCHUEH.

4. Hacrosiee Pemenue BcTynaer B cuity o ucreueHuu 10 kajneHaapHbIX JHEH ¢ ATl €ro
o(pumaNbHOTO OMyOIUKOBAHHUS.

UYnensl CoBeTa EBpa3uiickoii 3K0HOMHYECKO KOMHCCUM:

Ot Pecnnyostuxkn Ot PecnyOiiukn Ot Pecniyosimkn Ot Kbipreiekoii Ot Poceniickoi
ApMeHus Beaapych Kazaxcran Pecny0nuku Denepanun
B.I'adpuensin B.MaTtwmeBckni A.MamuH T.A0ABITYJIOB N.lIyBanoB
YTBEPXJEHBI

Pemenunem Coseta
EBpasuiickoil 5KOHOMHUYECKON KOMHCCUU
ot 10 mHos16ps1 2017 1. Ne 106

TPEBOBAHUSI
K BHEJIPEHHUIO, MOJIeP:KAHUIO U OLIEHKE CHCTeMbl MEHEXKMEHTAa Ka4ueCcTBa MeIMIIMHCKHX
u3/1eJMil B 3aBUCHMOCTH OT MOTEHIUAJIBLHOI0 PUCKA UX NMPUMEHEHHUs

I. O01ue moJ10KeHUA

1. Hacrosimue TpeGoBanus pa3paboTaHbl B COOTBETCTBUHU C TyHKTOM 2 ctathu 31 JloroBopa
o EBpasuiickom skoHOMHUYeCKOM coro3e oT 29 mas 2014 rona u mynkrom 1 crateu 6 Cornamenus
0 €JMHBIX IPUHLMIAX U IPaBUIAX OOpaIleHUs] MEANIMHCKUX U3AeNUH (M31eNui MEeAULIUHCKOTO
Ha3HAYEHUS U MEJULMHCKON TEXHUKH) B paMKax EBpa3uilcKOro 3KOHOMHUYECKOI'O COr03a OT 23
nexa0pst 2014 roga u ycraHaBiIMBaT B paMkax EBpazniickoro 3KOHOMHUYECKOTO COI03a (ajee —
Coro3) TpeOOBaHUS K BHEIPEHHUIO, MOAJCPKAHUIO M OLIEHKE CUCTEMbl MEHEKMEHTa KayecTBa
MEAULMHCKUX U3/I€UH B 3aBUCUMOCTHU OT NOTEHLIMATIBHOTO PUCKA UX TPUMEHEHUS.

2. Ins menmert HacTtosimmx TpeOOBaHWUN WCHOJIB3YIOTCS TOHATHSI, KOTOPHIE O3HAYAIOT
CIIEyIOIIIEE:

«HMHCIIEKTHPOBAHWE IPOM3BOACTBA» — OLCHKA YCIOBUU NIPOM3BOACTBA M CHCTEMBI
MEHEI)KMEHTA KayecTBa MPOU3BOIAUTENS MEAUIIMHCKOTO U3/EIUsl HA COOTBETCTBHE HACTOSIINUM
TpebGoBanusim;

«MHCIIEKTUPYIOIIAs OpraHu3alus» — YIOJHOMOYEHHBIH OpraH WIM OpraHu3anus,
Haxojduiascd B BeAGHUU (MOAYMHEHMM) YIOJIHOMOYEHHOIO OpraHa M HaJelieHHas
IIOJIHOMOYHSIMU 110 IIPOBEJCHUIO MHCIIEKTUPOBAHUS IIPOU3BOACTBA MEULIMHCKUX U3/1ETIHI;

«KOPPEKTUPYIOUIEE NEHCTBUE» — AEUCTBHE, IPEANPUHATOE IPOU3BOJUTEIIEM MEIULIUHCKAX
U3JIENUH C LETIbI0 YCTPaHEHHs IPUUMHBI 0OHAPY>)KEHHOT'O HECOOTBETCTBUS MIIM HEXKENATEIbHOTO
COOBITHS,



«KOppEKIUs» — JeiCcTBHE, TMPEANpPUHATOE B LEISIX YCTpaHEHUs OOHapyKEeHHOTO
HECOOTBETCTBUS;

CKPUTHUYECKUH MOCTABIIUK» — MOCTABIIMK, IPOIYKIHS WIH YCIYTH KOTOPOTO OKa3bIBAIOT
MpsiMOe BIUSTHUE Ha 0€30MacHOCTh U (MK ) 3 (HEKTUBHOCTh MEIUIIMHCKOTO U3/IEIHS,;

«HeO00pPOKaUYeCTBEHHOE MEIUIIMHCKOE M3JENUe» — MEIUILMHCKOE H3Jelne, KOTOpoe He
COOTBETCTBYET OOIIUM TpeOOBaHUAM O€30MaCHOCTH U 3PPEKTUBHOCTH MEIULUHCKUX H3ICTH,
TpeOOBaHUSAM K UX MAPKUPOBKE, TEXHUUECKON U IKCIUTYaTAI[MOHHOM TOKYMEHTAllUH HAa HUX U HE
MOKET OBITh 0€30IaCHO UCIOIB30BAHO 110 HA3HAYCHHUIO, YCTAaHOBJICHHOMY IPOU3BOUTEIEM;

«OLIEHKA CHCTEMbl MEHEPKMEHTa KadyecTBa MEIHUIIMHCKOIO W3JENH» — MOATBEPKIACHUE
BHEPEHUS, MOMJCPKAHUA M PE3yJbTaTUBHOCTH (YHKIMOHUPOBAHUS CHUCTEMBI MEHEIKMEHTa
KayecTBa MEIULIMHCKUX U3JIEIHUNA sl oOecTieueHus] COOTBETCTBHS BBIITYCKAaeMBIX B 0OpallleHue B
pamkax Coro3a METUITMHCKUX U3eTUi TPUMEHUMBIM K HUM OOImuM TpeOoBaHUsAM 0€3011acHOCTH
1 3(QPEeKTUBHOCTH MEIULMHCKUX H3AETHil, TpeOOBaHMUSIM K MX MapKHpPOBKE, TEXHHUYECKOH U
AKCILTYyaTallMOHHOM JOKyMEHTAllUM Ha HUX, yTBepkAeHHbIM Pemenunem CoBera EBpasuiickoii
SKOHOMUYECKON kKomuccun oT 12 despans 2016 r. Ne 27;

«TOCTIPOAAKHBI MOHUTOPHUHI» — CHUCTeMa cOOpa M aHaju3a JAaHHBIX IMPOU3BOIAMTEINS
MEIULUHCKUX HU3JEIHI O MPUMEHEHUH MEIUIMHCKUX M3JEJUH, OTCICKUBAHUM U BBISBICHUHU
MOOOYHBIX JEHCTBUN METUIIMHCKUX U3/IEIUNA B IPOLIECCE UX IKCIUTyaTallly;

«IPEIyNpeKIA0IIee IEUCTBUE) — IEUCTBHE, TPEANPUHATOE B LEAX YCTPAHEHUS IPUINHBI
[IOTEHLIMAJIbHOTO HECOOTBETCTBUS WM MTOTEHIIMAIBHO HEXKENIATENbHON CUTYalUy;

«TPOU3BOJICTBEHHAs  IUIOMIAJIKa» —  TEPPUTOPUAIBHO  OOOCOOJIEHHBIM  KOMILJIEKC,
IIpeIHa3HAYEHHBIN AJIs BBIIOJIHEHUSI BCEIO IIPOLECCA TPOU3BOJICTBA MEAULIMHCKOTO U3ENINS WIH
€ro OIpPEJEICHHbIX CTAIUN;

«cHucTeMa MEHEPKMEHTA KauecTBa MEAULIMHCKUX W31 — OpraHu3alioOHHas CTPYKTYpa,
GyHKIUM, TPOUEAYpbl, HPOLECChl U Pecypchl, HEOOXOAMMbIE Ui CKOOPAMHUPOBAHHOMN
JESTENIBHOCTH 10 PYKOBOJCTBY M YIIPABJICHUIO OpraHU3aluel — IPOU3BOAUTENEM MEAUIIMHCKUX
W3/1eJINi TPUMEHNUTEIBHO K Ka4YECTBY;

«yIOJIHOMOYEHHBI! OpraH» — OpraH rocyAapCTBEHHOM Bi1acTu rocyaapcTsa — wieHa Corosa,
YIIOJTHOMOYCHHBIM Ha OCYIIECTBIICHNE U (MJIN) KOOPIWHAIIUIO IEITEILHOCTH B chepe oOpalneHus
MEIUIMHCKUX WU3/I€JUI Ha TEPPUTOPUH 3TOTO IOCYapCTBa;

«yCJIOBHUS MPOU3BOJICTBA» — HH(PACTPYKTypa U MPOU3BOJCTBEHHAs Cpefia, HEOOXOAUMbIE
it 00ecTieyeHns: COOTBETCTBUSL MTPOU3BOIUMBIX MEIUIIMHCKUX H3Aeanid OOmumM TpeOoBaHUSIM
a¢pdextuBHOCTH U 0€30MACHOCTH, TPEOOBAHWSAM K HMX MApPKHUPOBKE, TEXHUYECKOW W
AKCILTYyaTallMOHHON JOKyMEHTAllUM Ha HUX, yTBepkAeHHbIM Pemenunem CoBera EBpasuiickoii
AKOHOMHUYECKON Komuccuu oT 12 deBpans 2016 r. Ne 27,

I1. TpeboBaHusA K cUCTeMe MEHEI:KMEHTA KauecTBa MeAHUIMHCKUX U3/1eJIUil B 3aBUCHMOCTH
OT MOTEHIHAJIbHOT0 PUCKA UX MPUMEHEHUA

3. [Ipou3BoauTeny MEAMIIMHCKUX U3JEAUN (32 HMCKIIOUYEHHUEM [POU3BOIUTENEH
MEIULMHCKUX W3JENMI Kjacca MNOTEHLIMAIBHOIO pHUCKAa NPUMEHEHUs | M HECTepUIIbHBIX
MEIULHUHCKUX M3ICIUM Kilacca MOTEHUUAIbHOTO PHCKAa MPUMEHEHHUs 2a) 10 MpPeCTaBICHUS
JOKYMEHTOB [UIsl PETUCTPAllUd MEIUWLMHCKUX H3AENuil  00s3aHbl BHEAPUTH CHCTEMY
MEHEI)KMEHTA KayeCTBA MEJAULMHCKUX M3JEJIMM B 3aBUCMMOCTH OT KJacCa MOTEHUUAIBHOIO
pHUCKa UX TPUMEHEHHS.

[IpouzBoauTeny MEIUIIMHCKUX U3JEIHUI Kiacca MOTEHIMATBHOTO PUCKA MpUMEHEHus 1 u
HECTEPWIBHBIX MEIWLHUHCKUX U3JEIHMI Kjacca NOTEHIMAIbHOIO PUCKA ITPUMEHEHHUs 2a BIIPaBe
BHEAPUTH U MOAAEPKUBATH CUCTEMY MEHEIKMEHTA KaUeCTBA MEAULMHCKUX U3AEIHIM.

B cnywae ecnu mpou3sBOAMTENN MEIMLIMHCKUAX M3JEIUN Kiacca MOTEHIHMAIBHOIO pUCKa
NpuUMEHEHUsI | W HeCTEepWIbHBIX MEIUIMHCKUX H3ACIMA Kilacca MOTEHLUHATBHOIO pHUCKA
MIPUMEHEHHUs 2a MPOLLIM OLEHKY CHUCTEMbl MEHEPKMEHTa KadyecTBa MEIWLMHCKOTO H3IEINHs,
BKJIIOUAIOIIYIO TPOIECCHl MPOSKTHPOBAHUS U Pa3padOTKH, B COOTBETCTBHH C HACTOSIIMMHU
TpeboBanusiMu, TO B TE€YEHHE CpOKa ACMCTBHS 3aKJIIOYEHHUS, COJEpPI)KAIIErocs B OTYETE IO



pe3yapTaTaM IpPOBEACHUS HWHCIEKTHUPOBAHHUS NPOU3BOJACTBA, BHECEHUE W3MEHEHUH B
PETUCTpAIIMOHHOE [0ChE TaKUX MEAWLMHCKUX H3AETIHA OCYyIIECTBIsSETCS 0e3 MpOBEACHUS
AKCTIEPTU3BI 0€30TaCHOCTH, KauecTBa U A (PEKTUBHOCTH B YBEIOMHUTEIHHOM MOPSIKE.

[IponsBoauTeNnb MEAULMHCKOIO U3/1€HS B TEUEHUE 2 MECSIIEB CO AHS BHECEHUS N3MEHEHUN
B JOKYMEHTBI PETUCTPAMOHHOIO JOChE, MPEACTABICHHOIO JUIsl PErMCTPAllMM MEIULIMHCKOIO
U3JeNUsl, YBEAOMIIIET O BHECEHUU COOTBETCTBYIOUIMX M3MEHEHUH MO (pOpME B COOTBETCTBUU C
npunokenneM Ne 7 k [lpaBunmam perucTpanmi ¥ SKCHEPTHU3bl OE€30MacHOCTH, KayecTBa H
3G GEKTUBHOCTH METULMHCKUX U3AeNuil, yTBepkaeHHbIM Pemenunem Coera EBpasuiickoii
SKOHOMHUYEeCKON kKomuccuu oT 12 depans 2016 . Ne 46, yrnmoasHOMOUYEHHBIN OpraH, BbIJIABIIAMA
PETUCTPALIMOHHOE YI0CTOBEPEHUE MEIULIMHCKOTO U3/EIN.

4. Ilpon3BoanuTeny MEIUUMHCKUX U3JEIUI KJIACCOB MOTEHIUAIBHOTO PUCKA MPUMEHEHHUS
2a (U1 MEIUIUHCKUX W3/EIHH, BBITYCKAeMbIX B CTEPHJIBHOM BHJE) U 20 10 MpeaCTaBICHHS
JOKYMEHTOB [UIsl PETUCTPAllUd MEIULMHCKUX H3AeNuil  00s3aHbl BHEAPUTH CHCTEMY
MEHE/KMEHTa KadecTBa MEAMLMHCKUX H3ACIHHA (32 MCKIIOYEHHEM BHEAPEHHS IPOLIECCOB
MIPOCKTUPOBAHUS U Pa3pabOTKH).

5. Ilpou3BoauTenn MEAULMHCKUX U3AEIUN Kilacca MOTEHIUAIBHOIO PUCKA IPUMEHEHUs 3
710 TIPEJICTaBICHUsI JTOKYMEHTOB JJIsi PEerHCcTpalii MEIUIUHCKUX W3/eNuil 00s13aHbl BHEIPUTH
CUCTEMY MEHEKMEHTA KayecTBa MEIUIMHCKUX U3JEIHMM, BKIIOYAIOUIYI0 IPOLECCHI
MIPOCKTUPOBAHUS U Pa3pabOTKH.

6. CucreMa MEHEKMEHTAa KauyecTBa METUIIMHCKUX W3JeNUi JOJDKHA oOecreynBarh
COOTBETCTBHE BBITyCKAaeMbIX B oOpameHue B pamkax Coro3a MEIWLUUMHCKUX H3IeNui
OpUMEHUMBIM K HUM OOummm TpeboBaHUSAM 0e30macHOCTH U 3()(HEKTUBHOCTH MEAMIIMHCKUX
U3JIeIHi, TpeOOBaHUAM K UX MApPKHUPOBKE, TEXHUYECKON U SKCIUTyaTallHOHHOM JOKYMEHTAllUU Ha
HUX, yTBepkeHHbIM Pemennem CoBeta EBpasuiickoil sxoHOMHUECKOM KOMUCCHH OT 12 deBpas
2016 r. Ne 27 (manee — O6utue TpedoBanus 6e30macHOCTH U 3(HPEKTUBHOCTH).

7.dnd  BHEOpPEHHUs] CHUCTEMBl MEHEDKMEHTAa KAayeCcTBA  MEIULMHCKUX  U3JEJIHI
MIPOU3BOIUTENb METUIIMHCKUX W31 00s13aH:

a) pa3paboTaTh JOKYMEHTHPOBAaHHBIEC TPEOOBAHMS K YIIPABICHUIO PUCKAMH Ha BCEX ATarax
KU3HEHHOTO IIUKJIA MEAULIMHCKUX U3/IETIUN;

0) onpenenuTh MPOIEecChl, HEOOXOAMMbIE M PE3yIbTaTUBHOTO (DYHKIIMOHUPOBAHUS
CUCTEMbl MEHEP)KMEHTa KauecTBa MEIUIMHCKUX U3JIeNHUN (Janee — MpoIecchl), 1 MPUMEHEHHE
IIPOLIECCOB B OPraHU3aLUU — IPOU3BOINUTENE MEAUIIMHCKUX U3/IEIH;

B) OIPEAETUTH MOCIEI0BATEIILHOCTh U B3aUMOCBSI3b IIPOLIECCOB;

T') ONPENENIUTh KPUTEPUU M METOJIbI, HEOOXOJUMBIE I 0OecreueH s pe3yaIbTaTuBHOCTH,
Kak IIPU OCYLIECTBJIEHUH IIPOLIECCOB, TAK U MPU YNPABICHUH IIPOLIECCAMU;

) obecrieynBaTh HaJUYME YCIOBHM NIPOM3BOJCTBA, PECypcoB H  HH(pOpMaIMUH,
HEOOXOIUMBIX JJIsl OJIZIEpAKAHUSI POLIECCOB M OCYIIECTBICHHUSI MOHUTOPUHTA MTPOLIECCOB;

€) OCYIIECTBIISITh MOHUTOPUHT, U3MEpeHUe (TJ1e IPUMEHUMO) U aHAJIU3 MPOIIECCOB;

) IPUHUMATh MEpbl, HEOOXOUMBIE ISl JOCTHUKEHHS 3aINTAaHUPOBAHHBIX PE3yJIbTaTOB U
MOJIEPKAHUS PE3YJITaTUBHOCTH MPOLIECCOB.

8. Bce nimeMeHTHI CHUCTEMBI MEHEMHKMEHTAa  KadyecTBa  MEOUIMHCKUX  U3IEIUN
(opranu3anMoHHas CTPYKTypa, METOAMKU M OIMCAHHUE IPOLIECCOB) OJIKHBI JOKYMEHTaIbHO
oopMIIATbCS U OIEPKUBATHCS B aKTyallbHOM COCTOSIHUU.

JIOKyMEHTaIs CUCTEeMbl MEHE/DKMEHTA KaueCTBAa METUIIMHCKUX U3AETHi opopmiIsieTcs Ha
OyMaXHOM HOCHUTEJIE, a B ClTydae eciii 3aKOHOJaTeNIbCTBOM rocyaapcTna — uieHa Coro3a (nanee —
rOCYJapCTBO-WICH) MPEAYCMOTPEHA BO3MOXKHOCTH O(OPMIICHHUS YKa3aHHOW JOKYMEHTAllud B
JJIEKTPOHHOM BHJIE, — Ha JJIEKTPOHHOM HocuTene. Takas JOKyMEHTauus IpPeAcTaBISIETCS HA
PYCCKOM SI3bIKE€ WMJIM C 3aBEPEHHBIM IPOM3BOAMTEIEM B YCTAHOBJIEHHOM 3aKOHOIATEIBLCTBOM
rocyzapcrBa-ujeHa NopsAIKe ayTeHTUYHBIM IIEPEBOJIOM Ha PYCCKHI S3bIK.

9. JlokyMeHTaI1s CUCTEMBI MEHEDKMEHTA KaUeCTBA MEULIMHCKOTO U3/1EIHs JOJDKHA B TOM
YHUCJIE COAEPIKATh ONUCAHUE:



a) TpeOOBaHUI K TEXHUYECKUM XapaKTEPUCTHUKAM METUIIMHCKOTO U3/IEHsl, CTAHIaPTOB WU
OTJIENBHBIX Pa3fesioB (ITyHKTOB, MOAMYHKTOB) CTaHAApPTOB, KOTOPbIe OYAYT MPUMEHSTHCS, a B
Clly4ae eclId COOTBETCTBYIOIIHNE CTaHAAPThl HE OYIyT MPUMEHSTHCS, CIOCOO0B, KOTOpbIE OYAyT
UCIOJb30BATECS I TOTO, YTOOBI rapaHTHpOBaTh, 4To OOIMEe TpeboBaHMS 0E30MaCHOCTH H
3¢ (HEeKTUBHOCTH, MNPUMEHUMbIE K HW3TOTABIMBAEMBIM MEAMIMHCKUM H3JAEIUSAM, OyayT
cOOJIIOIaThCS;

0) METOZOB W TIOyOMHBI KOHTPOJIS TPEThEH CTOPOHBI B Clydae, €ciii pa3padoTka,
MIPOU3BOJICTBO U (UJIM) BBIXOJAHOU KOHTPOJIb BBIOIHSIOTCS TPEThEN CTOPOHOIA;

B) IPOLIECCOB MPOU3BOICTBA, KOHTPOJIS KauecTBa U 00ecredeHHs KadecTBa MEIUIIMHCKOTO
U3JeNus, TIPOIECCOB M CUCTEMATUYECKUX Mep, KOTOpbIe OyAyT HCIOJIB30BAThCS ISl KOHTPOJIS
KayecTBa M oOOecreueHus KayecTBa MEAMIMHCKOIO W3JeIus, B TOM YHCIE TMPOIECCOB
KOPPEKTUPYIOLIUX U MPEAYNPEKIAOIUX JEHCTBUM;

r) JOKYMEHTOB YydeTa I[IOKa3aTeliell KauecTBa MEIUIMHCKOTO u3Jaenus (OTYETOB O
MPOBEACHUU BHYTPEHHHX MPOBEPOK, MHCIEKIUNA, O pe3yJbTaTax MWCOBITAHUA U JIPYTUX
JIOKYMEHTOB);

) CPEACTB KOHTPOJIS 33 JOCTHXKEHHEM TpeOyeMoro KayecTBa METUIIMHCKOTO M3JETHs U
PE3yJIbTaTUBHBIM (PYHKIIMOHUPOBAHNEM CHCTEMbI KaUeCTBA MEIUIIMHCKOTO U3AETHs;

€) IUIaHOB, TPOLEAYP M JOKYMEHTOB OOpaTHOW CBSA3HM C TMOTPEOUTENSIMH (B TOM 4YHCIE
MOHHUTOpHHra 0e30macHOCTU U 3(PGEKTUBHOCTH MEAMIIMHCKOTO HU3JENUsS Ha MOCTIPOIaXKHOM
JTane).

10. Ilpou3BoauTENM MEAMIMHCKUX W3JCJIHM, BHEIPHUBIINE CUCTEMY MEHEIHKMEHTA
KauecTBa MEAWIIMHCKUX H3ICIUNA B COOTBETCTBHHM C HACTOSAIIMMH TpeOOBaHUSIMH, TOJKHBI
MOJJIEP>KUBATH €€ B aKTyaJIbHOM COCTOSIHUU U 00€CIIeunBaTh €€ pe3yIbTaTUBHOCTb.

I11. TpeGoBaHus K OLlEHKE CHCTEMbI MEHE>KMEHTA Ka4eCTBA MeIMIMHCKHUX H3/1e/Iuil

I1. OleHKy cucTeMbl MEHEIKMEHTa KadyeCcTBa MEAUUMUHCKUX M3JEIUNA  MPOBOIST
WHCIEKTUPYIOIIUE OPTaHU3auK B (POpMe MHCIIEKTUPOBAHUS TPOU3BOJICTBA.

12. Pacxonpl, CBsI3aHHBIE C MPOBEACHHEM HWHCIEKTHUPOBAHUS MPOM3BOACTBA B paMKax
OLICHKU CHUCTEMbl MEHE)KMEHTAa KaueCcTBa MEAMIMHCKUX U3JIeIUN, HECET NPOU3BOAMUTEIND
MEAUIIMHCKOTO HW3JeiHsl Ha OCHOBAaHUHU JIOTOBOpA, 3aKII0YaeMOro C HHCIEKTHPYIOIIEH
opranm3anueit. Tapudsl Ha TPOBEACHHE MHCIEKTUPOBAHUS MMPOU3BOJICTBA YCTAHABINBAIOTCS B
COOTBETCTBHUH C 3aKOHOJATEIHLCTBOM FOCYAApCTB-UJICHOB.

Pacuer  HOpMaTUBHONW  MPOAOKUTEIBHOCTH  MHCHEKTUPOBAHUS  IPOU3BOJCTBA
OCYILECTBJISICTCS MO MpaBUJIaM COIJIaCHO MPUIIOKEeHUI0 Ne 1.

13. MacnekTupytomasi opraHu3aius He JO/DKHA OBITh 3aWHTEpPEecOBaHA B pe3yIbTaTax
MPOBEICHUS] MHCIIEKTUPOBAHUS IIPOU3BOCTBA.

WNHucnexkTupyromas opranuszanus, €€ pPYKOBOJACTBO U COTPYJIHUKH, YYAaCTBYIOUIUE B
MIPOBEICHUU UHCIIEKTUPOBAHUSI TPOU3BOJICTBA, HE JOJKHBI IPUHUMATh y4acTUE B JEATEIIbHOCTH,
KOTOpasi MOXKET TMOBJIHATh Ha HE3aBUCUMOCTh WX CYXKICHHA WM UX OECHpHCTPaCTHOCTH B
OTHOIICHUHU PEe3yJIbTaTOB MPOBEACHUS WHCIIEKTHPOBAHUS MPOU3BOICTBA, OHU TAKXKE HE JOJIKHBI
OBITh pa3paboTUYNKAMHU, IPOU3BOAUTEIISIMH, TOCTABIIMKAMU MEIUITUHCKUX U3JEIUN, HE TOJKHBI
OCYIIECTBIISITH TEXHUUECKOE 00CTyKUBaHUE (PEMOHT) MEIULIMHCKUX U3/IEIHM, OLEHKY KOTOPBIX
OHM TIPOBOJAT, WJIU HE JIOJDKHBI OBITh YIMOJHOMOYECHHBIMHU IPEACTABUTEISAMH pa3paboTdrKa,
MIPOU3BOJIUTENS, MOCTABIIMKA MEAMIMHCKUX HW3JEIHM, JIUI, OCYHIECTBISIONUX TEXHUYECKOE
oOcimyxuBaHUE (PEMOHT) METUITUHCKUX H3ACTUH.

14. NucniekTupyromas opraHu3anus o0s3aHa JOKYMEHTAIBHO O(OPMIIATH TIPOIIECCHI,
OXBAaTbIBAIOIIHE:

a) 00paboTKy 3ampoca O MPOBEICHUHA MHCIIEKTUPOBAHHUS TIPOU3BOJICTBA, TOCTYITUBIIIETO OT
MIPOU3BOIUTEINSI MEAUIIMHCKOTO U3JIETIHS;

0) ruIaHupoBaHKe, MPOBEJCHNE U COCTABIEHUE OTYETa O MPOBEICHUU MHCIEKTHUPOBAHUS
MIPOU3BOJICTBA;



B) YCJIOBHSI JIOTOBOpA O IMPOBEIECHUU HHCIIEKTHPOBAHUS MPOM3BOJACTBA, 3aKJIIOUAEMOTO C
MIPOU3BOUTEIEM MEIUIIMHCKOTO U3/IENUS WU €r0 YIIOJTHOMOUYEHHBIM ITPEICTaBUTEIIEM;

T) OmpeJieNieHne MPOM3BOACTBEHHBIX  IUIOLIAJ0K, KOTOphle OyIayT TMOJBEprarbecs
WHCIIEKTUPOBAHUIO TPOU3BOCTBA;

1) obopMIIEHHE OTYETOB C 3aKIIOYEHHEM O COOTBETCTBHM WJIM HECOOTBETCTBUU CHUCTEMBI
MEHEKMEHTA Ka4eCcTBa METUIIUMHCKOTO H3eNus HacTosuM TpeboBaHusIM;

€) KOHTPOJb 32 KOPPEKTHUPYIOUIMMH JEHCTBUSIMH 10 YCTPAaHEHHUIO HECOOTBETCTBUH,
BBHISIBJICHHBIX B XO/I€ TIPOBEACHHSI MHCTIEKTUPOBAHHMSI IPOU3BOJICTBA;

) pacripeiecfieHre 00s3aHHOCTEH W TMOJTHOMOYHH WICHOB WHCHEKIIMOHHOW TPYIIIBI MPH
MPOBEJICHUU WHCIICKTUPOBAHUS TMPOU3BOJCTBA (C y4eTOM UX KOMIETCHIIMHM) U TIpH
HEO0OXOIUMOCTHU MPUBJICYECHNE BHEIIHUX SKCIIEPTOB.

15. UacnekTupytomas opraHu3anus o0s3aHa pa3padoTaTh W BBINOJHATH MPOIEAYPHI
MEPBOHAYAIILHOTO OTpeeNIeHUs] KOMIIETEHIIMM UHCIIEKTOPOB MPU UX Ha3HAUYEHUU Ha JOJKHOCTH
Y HEMIPEPBIBHOTO MOJACPKAHUS €€ YPOBHSL.

WucnekTopbl OMKHBI UMETh JWIJIOM O BBICHIEM OOpa30BaHUU CO CHElHalu3alnueld B
MEIWIIMHE, €CTeCTBEHHBIX HAyKax WM WH)XCHEPHOM JIeJie, OMBIT paboThl HE MEHee 3 JIeT B
o0JyacTu OIeHKH 0€301acHOCTH, KauecTBa U d(PPEKTUBHOCTH MEAMIIMHCKUX U3ICTUN U (WIJIH)
rOCy/IapCTBEHHOT'O KOHTPOJISI 3a OOpalleHHeM MEIUIIMHCKUX W3ACTUi, a TaKXKe JOJDKHBI
o0Janars:

3HAaHUSIMU TPOU3BOJCTBEHHBIX IPOIECCOB M TEXHOJOTUW, KOTOPbIE MPUMEHSIOTCS
MIPOU3BOIUTENIAMUA MEAUIIMHCKUX U3]IEIHIA;

3HaHUSAMH TpeOOBaHUH HPPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKUAX W3JIENHH,
TEXHOJIOTUI U PUCKOB UX MEAUIIMHCKOTO TPUMEHEHNUS;

3HAHUSIMH CTaHJAPTOB CUCTEMbBI MEHEPKMEHTA KaueCTBA MEAUITMHCKUX H3ACITUN U CUCTEMBI
YOpaBlIeHUs! pUCKaMH METUIIUTHCKUX U3/1ETUi;

3HaHUSIMU OCHOB TE€OPUHU BEPOSITHOCTH U CTAaTUCTUKU (B TOM UKCIIE METOAUK OINpPEACIICHUS
YPOBHEH JIOBEpUTEIHLHOM BEPOSATHOCTH B OTHOIICHHH PENPE3CHTATUBHOM BBIOOPKH |
PErPECCUOHHOTO AHATIN3A).

KoMmmeTeH1ss MHCIIEKTOPOB, yKa3aHHas B a03alax TPeTheM U YETBEPTOM HACTOSIIETO
MyHKTA, JIOJDKHA MMOATBEPKAATHCS IS MOATPYIT MEAUIIMHCKUX H3CIUI M0 MEPEYHIO COTTIACHO
npuiokeHnto Ne 2. HMHcnektupyromas opraHu3amus O KHA JOKYMEHTHPOBAaTh O00JIacTH
KOMITETEHITMHM CBOMX HMHCIEKTOPOB. 3amucH 00 0OJACTSIX KOMIIETCHIIMM MHCIIEKTOPOB JIOJIKHBI
MOJJIEPKUBATHCSA B aKTyaJIbHOM COCTOSIHUM W YYUTBIBATHCA MPHU Ha3HAYEHUH MHCIIEKTOPOB JUIS
MPOBEACHUS HHCIIEKTUPOBAHUSI MPOU3BOJICTBA COOTBETCTBYIOIINUX MEAUIIUHCKUX U3JIETUH.

Wucnektupyromas opraHuzanus JO0JDKHA TPOBEPATh MNPOQEecCHOHANbHBIA  YPOBEHb
MHCIIEKTOPOB B LIEJISAX MOATBEPXKACHUS UX KOMIETEHIIUU MMOCPEACTBOM MPOBEACHUS aTTECTALUU
Y MOCIIEAYIONIEeH nepeaTTecTaunu He pexe | paza B 3 rona.

16. MHCcniekTupyomas opraHu3anus JOJKHA BHEIPHUTH JTOKYMEHTAIbHO YCTAHOBJICHHBIN
MOPSIIOK  oOecTieueHns] KOHPUACHITMATHPHOCTH WH(OPMAIIUU, COCTaBIISIONIEH KOMMEPYECKYIO
TallHy ¥ TMOJYYEHHOU B XOJI€ MPOBEICHUS] MHCIEKIUN, C YYETOM BO3MOXKHOCTU IPHUBJICUCHUS
BHEUTHUX HKCIIEPTOB U YYaCTHUsI HHCIIEKTOPOB (IKCIEPTOB) OT YIIOJIHOMOYEHHBIX OPTaHOB.

CornamieHne O KOH(DHMIEHIIMAIBHOCTH, 3aKII0YaeMOE€ MEXKIY HWHCHEKTUPYIOIeH
OpraHu3aiyel U MpPOU3BOJUTENIEM MEAUIMHCKUX HW3JAETHM, TOJKHO COJIEP)KaTh MOJIOKEHUS,
MpeAYCMaTPUBAIOIINE BO3ZMOXKHOCTh MPEACTABICHUS MAaTEpUAIOB MO pe3yJibTaTaM MPOBECHUS
MHCIEKTUPOBAHUS YIIOJIHOMOYEHHOMY OpraHy, a TakKe JIIOObIM JPYyrMM YIOJIHOMOYEHHBIM
OopraHam, MeXJ1y KOTOPBIMH UMEIOTCS COTJIAIICHHS O KOH(PUACHIIMATHLHOCTH.

17. NacniekTupyromiasi opraHu3aius A0/ KHA TOJJACPKUBaTh B pabodyeM COCTOSIHUU |
XpaHuTh He MeHee 10 5er 3amucu 00 WHCHOEKIUAX M JAPYrodl JEATENHHOCTH TIO0 BCEM
MPOU3BOJIUTENSAM MEIUIUHCKUX U3ENNH, MOJABIIMM 3asBKH O MPOBEIECHUU MHCIEKTUPOBAHUS
MPOU3BOJICTBA W (WMJM) TMPOILIEANIUM HWHCIICKTUPOBAHUE TPOM3BOACTBA, KOTOPHIC OJIKHBI
BKJIIOYATh B ceO:



a) uHQopMalMi0 O 3asBKE M OTYETHl O pe3yJibTaTax IPOBENEHUS HHCIEKTUPOBAHUS
MIPOU3BOJICTBA;

0) TOTOBOP HA MPOBEJCHNE UHCIIEKTHPOBAHUSI IIPOU3BO/JICTBA;

B) 000CHOBaHHWE MPOJAOKUTEIHFHOCTH MHCTICKTUPOBAHUS TIPOU3BOICTBA,

') KOHTPOJIb 32 BBIIOJHEHUEM KOPPEKTUPYIOIIUX EHCTBUHN MO pe3yibTaTaM MPOBEICHUs
WHCIIEKIIHIA;

1) 3alKCH O jKajo0ax v aneJISusiX, a TAKKe MOCIEAYIOIUX KOPPEKTUPYIOLIUX ACHCTBUSIX;

€) IOKYMEHTBbI, MOJITBEPKAAIOITNE KOMIIETEHTHOCTh HHCIIEKTOPOB U BHEUTHUX 3KCIIEPTOB.

18. YosHOMOYMBaHWE WHCHEKTUPYIOUIUX OpPraHu3alMii Ha TMPOBEICHUE WHCICKIIHI
MPOU3BOIUTENECH MEIUIIMHCKUX U3/IEIHH, 32 UCKIIOUEHUEM CIIy4aeB, KOTa WHCIEKTUPYIOIUMH
OpraHu3alMsAMU SBISIIOTCS YIIOJIHOMOYEHHBIE OpraHbl, OCYIIECTBIISIET YIIOJHOMOYEHHBIA OpraH
0 KaXX/10M MOArpyNIe MEIUIIMHCKUX U3/eNIUN TI0 IEPEYHIO B COOTBETCTBUHU C MpUiiokeHreM Ne 2
K HacTosiuM TpeGoBaHMSIM Ha OCHOBAHUU OLIEHKH UX COOTBETCTBHSI HACTOSIIIUM TpeGoBaHUSIM.

VYT0THOMOYEHHBIHM OpraH BIpaBe ONpPeAesiTh KOIMUYECTBO HMHCIEKTUPYIOLUX OpraHu3aiuil
JUIsl IPOBEJICHHS] MHCIIEKTUPOBAHMS IPOM3BOJACTBA O 3asBKaM IPOU3BOJUTENEH MEIULIIMHCKUX
u3enuii U (WIKM) B COOTBETCTBUH C rpapKkaMu MPOBEICHUSI HHCIIEKTUPOBAHUS TIPOU3BOJICTBA B
CPOK, HE MpEBBIIAIONMN 3 Mecsla cOo JHS MPEACTABICHUS MPOU3BOAMUTEIEM MEIUIIMHCKOIO
W3JIEJHS TTOJIHOTO KOMIUIEKTa JOKYMEHTAIMH, B TOM YHUCJIe TOKYMEHTOB 00 OIUIaTe MpOBEACHUS
MHCIIEKTUPOBAHUS IPOU3BOJICTBA.

IlepeyeHb MHCHEKTUPYIOIIUX OpPraHU3allMi pa3MEIlaeTCs Ha CaWTax YIOJIHOMOYEHHBIX
OpraHoB B UH(GOPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON cetn «MHTepHeT» (manmee — ceTh
WuTepHer), a Taxke onmyOIMKOBBIBaeTCs Ha nH(popManmoHHoM noprane Coro3a.

Y1onHOMOYEHHBIE OpraHbl B TeueHHe 3 pabodymx IHEW CO JHS BHECCHHMs] M3MCHCHHH B
CBEICHUS, COJEpKalliecs B TIEpPeYHE WHCIEKTUPYIOIIUX OpraHu3anui, o00ecrnednBaroT
pa3MelieHre COOTBETCTBYIONIEH HHpOpMaIui Ha CBOMX O(UIIMATBHBIX caiiTax B ceTu MHTepHeT
U ee mpejacTaBieHre B EBpa3uiickyl0 3KOHOMHUYECKYI0 KOMHCCHIO C MCIIOJIb30BAHUEM CPEJICTB
WHTETPUPOBaHHON WH(}OpMaImoHHoi cuctembl Coro3a.

19. YnonHoMoueHHbIi opran He pexe | pasa B 2 roga IpOBOAMT IPOBEPKY
MHCIIEKTUPYIOIIMX OpraHU3alMii, 3a MHCKIOYEHUEM CIIy4aeB, KOI/Id WHCIEKTUPYIOIIMMHU
OpraHM3aIMsIMH SIBJISIFOTCS YIOJTHOMOYECHHBIE OpraHbl, HA TPEIMET COOIIOJCHUS HACTOSIINX
TpebGoBanuii. YOJTHOMOUYEHHBIE OpraHbl HE MO3/HEE YeM 3a 3 Mecsla 0 Havajla MpOBEICHUS
MPOBEPKU JOJDKHBI pa3Meliarh Ha CBOUX O(QUIMANBHBIX caiiTax B ceTH WHTepHET Tpaduku
MPOBEJCHUSI MPOBEPOK HHCHEKTUPYIOLIMX OPraHU3alui, KOTOpBIE IOJKHBI OBITH JTOCTYITHBI
MHCIIEKTUPYIOIIUM OPTaHU3aLUSIM U YIIOJTHOMOYEHHBIM OpPTraHaM.

B cinyudae ecniu HMHCHEKTUPYIOLIEW OpraHu3alued SBISETCS YIMOJHOMOYEHHBIA OpraH,
KOHTPOJIb 32 €€ JIeATeNIbHOCTBIO  OCYILIECTBISAECTCS B  MOPSAJAKE, YCTAaHOBICHHOM
3aKOHO/IaTEIbCTBOM IOCyAapCTBa-4jeHa.

[TorHOMOYMST MHCTIEKTUPYIOIIECH OpPTaHU3alMd MOTYT OBITh OTO3BaHBI YHOJTHOMOYCHHBIM
OpraHoM, €clIM IO pe3ylbTaTaM [pOBEIEHUS IMpPOBEpKU OyAeT YCTaHOBJIEHO, 4YTO
WHCIEKTUPYIOIIAsi OpraHu3aius He coOmroaaeT Hactosmue TpeboBaHus.

YII0THOMOYEHHBIE OpraHbl BIPABE 3a CBOM CUET HAIPAaBUTh CBOMX IPEACTABUTENEH IS
y4yacTusi B MPOBEACHUU MPOBEPKU WHCIEKTUPYIOLIEH OpraHU3allMi B KauyeCTBE HHCIIEKTOPOB
(3KCTepTOB), 3a UCKIIOYEHHEM CIIy4aeB, KOTJa MHCIEKTUPYIOUUMHU OpraHU3alUsIMHU SBISIOTCS
YIOJHOMOYEHHBIE OpraHbl. [1o pe3yapTaTam mpoBeeHHs MPOBEPKHU HHCTIIEKTOP (IKCIIEPT) BIIPaBe
MPEACTaBUTh B YIOJIHOMOYEHHBIM OpraH, IPOBOJSALIUMN MPOBEPKY, MUCbMEHHBIE 3aMEUYaHUs U
MPEAJIOKEHUSL.

20. YriomHOMOYEHHBIE OpPraHbl B paMKax KOOpJAMHAIMK  paboT B oOnacTu
aAMUHUCTPUPOBAHUS MHCIIEKIINI, pa3BUTHUSI MEXAaHU3MOB B3aUMHOW 3KCIIEPTHON OLIEHKH BIIpaBe
3a CBOM CuUeT HAamnpaBUTh CBOMX HHCIEKTOPOB (SKCIEPTOB) MAJIs y4YyacTHs B TMPOBEACHUU
MHCIIEKTUPOBAHUSI TPOU3BOJACTBA B pPaMKax OIEHKM CHUCTEMbl MEHEIHKMEHTa KauecTBa
MEAUIMHCKOro u3aenus. [Ipon3BoauTens MEIUIIMHCKOTO u3aenus o0s3aH 00ecneyuTh AOCTYII
YJICHOB TPYIIIBI HHCTIEKTOPOB (IKCIEPTOB) K 00BHEKTAM HHCIIEKTHPOBAHUSI.



21. OtueTsl 0 pe3ysbTaTax MPOBEACHUS MHCIEKTHUPOBAHUS IPOU3BOJACTBA HAIPABISIOTCS
MHCIIEKTUPYIOIIECH OpraHn3ainei B yoJIJHOMOYEHHBIA OpPTaH Jis BKIIOUEHHUS B PETUCTPALIUOHHOE
JI0Ch€ MO MOYTE 3aKa3HbIM ITOYTOBBIM OTIPABICHUEM C YBEOMJICHUEM O BpyUeHUH 100 B (hopme
3JIEKTPOHHOTO JOKYMEHTA, TOIIMUCAHHOTO JIEKTPOHHON MOMHCHIO, B TeUeHHe 15 pabounx qHei
CO JTHA 3aBEPILICHMS MHCIEKTUPOBAHUS IIPOU3BO/ICTBA.

22. NHcniekTupytoiasi opraHu3anus, IpoBOJsIIAs MHCIEKTUPOBAHUE MPOU3BOJCTBA, HE
JOJDKHA BBIHOCHUTH IIOJOKUTEIBHOTO 3aKJIIOUYEHMs, €CIM CHCTEMa MEHEIKMEHTAa KaudecTBa
MEIULIUHCKUX U3JIEIUH HE COOTBETCTBYET HAcTOSIIUM TpeOoBaHMIM MM HE MOAJICPKUBACTCS B
AKTyaJIbHOM COCTOSIHUH.

NuterpasibHas oneHKa 3HAYMMOCTU BBISIBICHHBIX B XOJ€ MPOBEACHUS WHCIEKTHUPOBAHUS
MIPOU3BOJCTBA HECOOTBETCTBUI CHCTEMBl MEHEI)KMEHTA KayeCTBa MEAULUHCKUX W3IEIHI
HactosmuM TpeOoBaHUSIM IPOBOIUTCS COTIIACHO MPUIIOKEHUIO Ne 3.

HecoorBeTcTBUsA, BBISBICHHBIE 110 pPE3yJbTaTaM MPOBEICHHUS  WHCIEKTUPOBAHMS
MIPOU3BOJICTBA, JOJDKHBI OBITH YCTPAHEHbI MPOM3BOAMTENIEM MEIUIIMHCKOTO HM3AETHs B XOe
MPOBEACHUS MHCIIEKTUPOBAHMS TTPOU3BOJICTBA UM B CPOK, HE TpeBbimatomuii 30 pabounx aHEH
CO JHS 3aBEPILEHUSI HHCIIEKTUPOBAHUS IPOU3BOICTBA.

23. B ciydae eciau npou3BOIUTENb MEAULIMHCKOTO U3/EININS HE COTJIACEH C OTPULIATEIbHBIM
3aKJIIOYEHUEM WJIA BBISIBJICHHBIMHU HECOOTBETCTBUSMM, OH HAampaBisieT MPETEH3UI0 B
WHCIICKTUPYIONIYI0 opraHu3ainuio B TedeHne 30 paboumx mJHEH CO JHS  TOJydYEHUS
MHCIIEKTUPYIOIIEH OpraHu3anueld KOMUM OTYeTa O pe3yJibTaTax MPOBEICHUS MHCIIEKTUPOBAHUS
npou3BoJicTBa. MIHCHekTHpyIomas opranu3aius o0s3aHa pacCMOTPETh YKa3aHHYIO MPETEH3UI0 U
HaNpaBUTh OTBET B TeueHHEe 15 pabouux AHEW cO AHA ee MOMy4yeHHs. B ciyyae HEeZOCTHXKEHHS
coryacus NpOU3BOAUTENb METUIIMHCKOTO U3/IEHsI BIIpaBe 00paTUTHCS C kKanoOo B CyJl IO MECTY
HAaXO0/JICHUSI MHCIIEKTUPYIOLIEH OpraHu3alliy UK B YIIOJTHOMOYEHHBIN OpraH, yIOJIHOMOYHMBIIHI
OpraHU3alMIo Ha MPOBEJCHUE OLICHKH CUCTEM MEHEKMEHTA KauecTBa MEIUIIMHCKUX U3ennil. B
cllydae €ClIi NPOU3BOAMUTENb MEIULUHCKOIO M3AENUsS HE COINIACEH C  pEIIEHUEM
YIOJHOMOYEHHOTO OpraHa, OH BIIpaBe O00XKajJoBaThb JAaHHOE pEIIEHHE B CyA€ IO MECTy
HaXO0X/IEHHs YIIOJHOMOYEHHOI'O OpPIaHa.

Ecin nmpowmsBonuTens MEOUIMHCKOTO H3AENIHS HE YCTPAHSET WJIM HapyllaeT CPOKH
yCTpaHEHUsT 3aMEYaHWi, WHCIEKTUPYIOIIas OpraHu3anus HHPOPMHUPYET 00  ITOM
YIIOJITHOMOYEHHBIM OpraH, yHOJHOMOYMBIIMM OpPraHU3alMI0 HA IPOBEICHHUE OLICHKU CHCTEM
MEHEKMEHTa KaueCTBa MEIULIMHCKUX U3IETH.

Jlo ycTpaHeHHs] MPOU3BOAUTENEM MEIWLIMHCKOTO W3NS 3aMEYaHui, COAECpPKAIIUXCS B
OTYETE O Pe3yJibTaTaxX NMPOBEIEHUS MHCIEKTUPOBAHUS NPOU3BOJICTBA, YIIOJTHOMOUYEHHBIM Oprax
BIIpaB€ MPUOCTAHOBUTH BBITYCK MEIUIMHCKOTO H3JAeNus B OOpalleHHe Ha TEePpPUTOpUU
rocy/1apcTBa-uwieHa B COOTBETCTBUM C 3aKOHOJATEIBCTBOM 3TOr0 rocyiapcrsa. B atom ciydae
YIOJHOMOYEHHBIN OpraH HHPOPMHUPYET YIOTHOMOYEHHbIE OpraHbl APYTUX FOCYAaPCTB-UICHOB O
MIPUOCTAHOBKE BBIMTyCKa MEIUIIMHCKOTO H3JETHs B OOpalleHHe Ha TEPPUTOPUU TOCyIapCTBa-
YJICHA C UCTIOIh30BAHUEM CPEJICTB MHTEPUPOBAHHON MH(OpMaImoHHoM cructembl Coro3a.

24.1lpu npoBeIEHUU HWHCIEKTUPOBAHUS IPOU3BOJCTBA IPOBOAMUTCA OLEHKA CUCTEMBI
MEHEDKMEHTa KaueCTBA MEIULIMHCKUX U3JEIUMN IS CIEAYOIINX MPOLIECCOB:

MPOIIECCHl MPOSKTUPOBAHUS U Pa3pabOTKH, €CIIM OHU BKIIIOYCHBI B CUCTEMY MEHEDKMEHTa
KauecTBa MPOU3BONUTENS MEAULIMHCKOTO U3IEIHS;

MPOLIECCHl YIPABJICHUS TOKYMEHTALIMEH U 3aITUCSMU;

MIPOLIECCHI TPOU3BOJCTBA U BBIXOJHOTO KOHTPOJIS;

MPOLECCHl KOPPEKTUPYIOLIUX U MPEAYIPEKIAOIINX JEHCTBUM;

MIPOLIECCHI, CBA3AHHBIE C TOTPEOUTENIEM.

Ecnu nmpousBoauTeNb MEUIIMHCKOTO U3AEIUS BHEAPUI CUCTEMY MEHEKMEHTA KauecTBa
MEAUIMHCKUX U3IEeIUiA B COOTBETCTBHM C TpeOOBaHUSMH CTaHAAPTOB, SKBUBAJIEHTHBIX
MexayHapoaHoMmy cranaapty I[SO 13485, To jgoka3zaTtenbcTBa COOTBETCTBUS CHUCTEMBI
MEHEP)KMEHTa KauecTBa TPeOOBAaHUSAM JIaHHBIX CTaHJApTOB (CepTU(UKAT COOTBETCTBHS, OTUETHI
00 ayauTe CcHCTEMBl MEHEKMEHTa KauecTBa MEAMIMHCKUX HU3JeNui) 00ecreuuBaloT ee



COOTBETCTBHE HACTOSIIIUM TpeOoBaHMAM B YaCTU MPOIECCOB M MPOLEAYp, CBA3aHHBIX C
(YHKIIMOHMPOBAHHEM CHCTEMbI MEHEDKMEHTA Ka4eCTBa MEIUIIMHCKUX U3JeNuid. B aTom cirydae
MHCIEKTUPOBAHUE OrPAHWYMBACTCS MPOBEPKON BBIMIOJIHEHUSI TpPeOOBAHUN, OTHOCAIIUXCA K
mpoleccam MPOeKTHPOBAHUS, Pa3padOTKH, TPOU3BOCTBA U BBIXOJHOTO KOHTPOJISI MEAUIIMHCKOTO
W3JIEeHs U K MpolieccaM, CBSI3aHHBIM C MOTpeOHUTeNeM (B YaCTH MOCTIPOAAKHOTO MOHUTOPUHTA).

25. OreHKa IpOIECCOB MPOSKTUPOBAHMS U Pa3pabOTKU CHCTEMbI MEHE)KMEHTA KauecTBa
MEAUIMHCKUX U3JIETHH BKIIOYAEeT B ceOs:

a) MOATBEPXKACHUE HAIWYUs TMPOLEAYp NPOSKTUPOBAHHUS H pa3pabOTKu (BKItOUas
yIIpaBJICHUE PUCKAMH);

0) aHAIM3 JOKYMEHTOB, OIHMCHIBAIOIIMX IMPOILEAYPY MPOSKTUPOBAHUS M OXBATBHIBAIOIINUX
MOJIETILHBIN Psii MEIUIIMHCKOTO U3/IEIIHS;

B) TIOJTBEPKJCHIE HA OCHOBE BBIOPAHHBIX 3aMUCEH MO MPOEKTUPOBAHUIO MEIUIIMHCKOTO
U3JIeAUsl TOTO, YTO NPOLEAYpbl MPOEKTUPOBAHUS M pa3pabOTKW ObUIM YCTAHOBJIEHBI H
MIPUMEHECHBI;

) MOATBEPKJIEHUE TOT0, YTO BXOJHBIE JaHHbIE Tpollecca MPOEKTUPOBAHUSA ObLIN
pa3paboTaHbl ¢ y4eTOM Ha3HAYCHHS] MEIUIIMHCKOTO W3MIENHsI ¥ COOTBETCTBYIOIIUX TOJOKEHUI
O6mwmx TpeboBanuit 6e30macHOCTH U 3(PPEKTUBHOCTH;

1) aHanu3 crienuuKanuii Ha MEIUIUHCKUE U3JCNUs B IENSIX MOATBEPKACHUS TOTO, YTO
BBIXOJIHbIE JIaHHBIE MPOEKTa MEAULHUHCKOrO H3Jeus, obecrneyuBaronue Oe30MacHOCTh U
3(p(HEeKTHBHOCT, MEAMIMHCKOTO U3JENHsl MPU €ro MNPUMEHEHHH [0 Ha3HAuYeHUWIo, ObUIH
OTIpe/ieNICHBI;

€) MOATBEPKACHUE TOTO, YTO JEATEILHOCTh 10 MEHEKMEHTY pPHCKa ObLIa OMpe/eieHa 1
OCYIIECTBJIEHa, KPUTEPUU JAOMYCTUMOCTH pHUCKA OBbUIM yCTAaHOBJEHBI U  SBISIOTCA
COOTBETCTBYIOIIUMHU, JTFOOOW OCTATOYHBIA PUCK OBLT OIICHEH M IIPU HEOOXOAUMOCTH JOBEICH 10
CBENEHUs TOTpeOuTeNnss B CoOTBETCTBUM ¢ OOmumu TpeOOBaHUSIMHU OE€30MAaCHOCTH U
3¢ (HEeKTUBHOCTH.

26. OneHka IpoLeccoB YNPaBICHUs TOKYMEHTAUEH U 3aMUCSIMU CUCTEMbl MEHEIKMEHTA
KauecTBa MEIUIIMHCKUX U3EIUN BKIIFOUAET B CEOs:

a) MOATBEPXKACHUE TOro, 4YTO TMPOLEAypbl HIACHTHU(PHUKALUU, XpaHEHUS U YyJalleHUs
(YHUUYTOXXEHMSI) JIOKYMEHTOB M 3amuceld (BKIJIIOYas yIpaBlieHME W3MEHEHHSMH) Obun
pa3paboTaHbI;

0) moATBEpKIEHUE HATUYUS JOKYMEHTOB, HEOOXOIUMBIX NJISi TOTO, YTOOBI OpraHU3aIus
Morja oOecreynBaTh IUIAHUPOBAHUE, OCYIIECTBICHUE MPOU3BOJCTBEHHBIX MPOLIECCOB U
yIpaBleHUE UMH,

B) IOJATBEPKJIEHUE TOTO, YTO JOKYMEHTAlMs HAa MEIULIMHCKOE U3JelIue BKII0YaeT B ceOs:

CBUJCTEIHCTBA COOTBETCTBUS MEIUIMHCKUX W3JEIUd TpeOoBaHUSM (B TOM HHCIE
TpeOOBaHUSM TPUMEHSIEMBIX CTaHIAPTOB);

OMMHMCAaHWE MEJAUIIMHCKUX U3JEHUN, BKIIOUas HHCTPYKIIUHU 110 IPUMEHEHHUIO, MaTepraibl U
cnenudukanuo;

CBOJIHYIO JIOKYMEHTAIIUIO TI0 BEPU(PHUKAIIMU U BAIMJAIIUH TPOSKTOB (B TOM YKCIE JAHHBIE
KJIMHUYECKUX MCCIEAOBaHUN (MCIBITaHUI) B COOTBETCTBUU ¢ llpaBunmamu mnpoBeneHus
KIIMHUYECKUX M KIMHUKO-TA00PATOPHBIX MCHBITAHUN (MCCIIETOBAHMI) MEIUIIMHCKUX H3/ICTUH,
yTBepxkaeHHbIME Pemennem CoBeta EBpasmiickoil 3KOHOMHYECKOW KoMHCCHH OT 12 deBpans
2016 r. Ne 29);

MapKUPOBKY MEAUIIMHCKUX U3JIEIHI;

JOKYMEHTHI 110 MEHEJ[XKMEHTY PUCKA.

27. OueHka MpoIEecCOB MPOU3BOJCTBA M BBIXOJAHOTO KOHTPOJS MEAMIMHCKUX W3ACIHI
BKITIOUYAET B ceOs:

a) aHaJIM3 MPOU3BOJCTBEHHBIX MPOILIECCOB M3TOTOBJICHUS CEPUMHON MPOAYKUMHU (BKIIOYAs
YCIJIOBUSI IPOU3BO/ICTBA);

0) OLICHKY MpPOLIECCOB CTEpPUIM3ALMU (A7 MEIULIUHCKUX W3AENUi, BBIMTYCKAaeMbIX B
CTEpUJIHLHOM BHUJIE), B TOM YHCIIE:
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oTlpesiefieHue TOT0, YTO MPOIECCHl CTEPHIM3AlMU OBbUIM JOKYMEHTHUPOBAHBI, 3alllCU
MapaMeTpoB Mpollecca CTEPUIU3ANUU s KAKIOW CTEPUIN3yeMON MapTHH MEIUIIMHCKUX
W31 MOAIePKUBAIOTCS B pabodyeM COCTOSHUU;

OTpeeNICHUE TOTO, YTO MPOIIECC CTEPUITH3AIUMHU ObLT BaTHIUPOBAH,

onpejefieHue TOro, 4YTO MPOLECC CTEPHIM3ALMM TPOBOJUTCS B COOTBETCTBUU C
YCTaHOBJICHHBIMHU TTapaMEeTPaMH;

B) IOATBEP)KJACHUE TOTO, YTO MPOLECChl MPOU3BOJACTBA SABISAIOTCS YMNPABISEMBIMU U
KOHTPOJIHPYEMBIMU U (DYHKIIMOHUPYIOT B YCTAHOBJICHHBIX MPEIENaX, a TAKXKE MOATBEPKICHHE
oOecrieueHrsT HEOOXOIUMOTO YPOBHS KOHTPOJISI TMPOAYKIUH M (WJIM) YCIYr KPUTHUYECKHX
MTOCTABIIIUKOB;

') MOATBEPKJIEHNE MJIECHTU(GUKALUU M MPOCICKUBAEMOCTH MEIUIMHCKUX HW3JIEIUi U
MIPOLIECCOB UX MPOU3BOJICTBA, & TAKKE UX COOTBETCTBHSI YCTAHOBICHHBIM TPEOOBAHUSIM;

1) IOATBEPKIECHUE TOTO, YTO JAEATEIbHOCTh MO BBIXOJHOMY KOHTPOJIIO MEIUIIMHCKHX
W3JIeN 00EeCTIeYUBAET COOTBETCTBUE MEIUIIMHCKUX M3JCNIUN YCTAHOBJICHHBIM TPEOOBAHUSIM U
ObLIa TOKYMEHTHPOBaHA.

28. OneHKa MpoOLECCOB KOPPEKTHPYIOIIMX U MPEAYNPEKIAIOIIMNX JEHCTBUN CUCTEMBI
MEHEPKMEHTA KauecTBa METUIIMHCKUX U3/IEeTUIl BKIIIOYAeT B ceOsl:

a) MOATBEPXKACHUE TOrO, YTO MPOIEIYyPbl KOPPEKTHPYIOMMX U MPEAyHPE:KIAONIIX
NENCTBUM ObUTH pa3pabOTaHbl;

0) moATBEpXKIIEHUE TOTO, YTO CPEACTBA YMPABICHHS MPEMATCTBYIOT PAacIpPOCTPAHEHHIO
MEAUIMHCKUX U3JIeNUH, KadecTBO KOTOPBIX HE cooTBeTcTByeT OOmuM TpeOOoBaHUIM
6e3omacHoCTH U 3P(HEKTUBHOCTH MEIUIIMHCKUX U3JCINN;

B) IOJATBEPKACHUE TOTO, YTO KOPPEKTUPYIOIINE U MTPETyIPexAAt0IIne AeUCTBUS ABISIOTCS
PE3yJIbTaTUBHBIMU;

) MOATBEPKJIEHUE TOr0, YTO TMPOU3BOAMTENh MEIUIMHCKOTO HU3JAenus pa3paboTai
3G(}EeKTHBHYIO TMPOIENypy BBHITYCKA H TMPUMEHEHHS YBEIOMJIGHHH MO O€30MacHOCTH
MEAUIMHCKUX U3/ B cooTBeTCTBUU ¢ [IpaBuiamu npoBeaeHNs MOHUTOPUHTA O€30MacHOCTH,
KauecTBa U 3(PPEKTUBHOCTH METUIIMHCKUX W3JIENH, yTBepkIeHHbIME Permenuem Komnerun
EBpaswmiickoii skoHOMHUYECKOH Komuccuu OT 22 nekabps 2015 1. Ne 174 (manee — IlpaBmia
MIPOBEJICHUSI MOHUTOPUHTA 0€30MaCHOCTH, KauecTBa U AP(EKTUBHOCTH MEIUITUHCKUX H3IACITU).

29. OueHka CBS3aHHBIX C TMOTPEOHWTENIEM IMPOIECCOB CHUCTEMbl MEHEHPKMEHTa KadecTBa
MEAUIIMHCKUX U3JIeHIA BKITFOYAET B CeOs:

a) MOATBEPKICHUE TOr0, YTO IMPOU3BOAUTENb MEIUIIMHCKOTO HW3JEIHs MPUHSI MEpBI,
HEO0OXOUMBIC JIJISl YCTAHOBJICHUS CBSI3U C MOTPEOUTENSIMHU, B IIEJISX BBIMOJTHEHUS HEOOXOIMMBIX
KOPPEKTUPYIONTNX U MPEAYNPEKTAONTNX TEHCTBHM, pacmoyiaraeT CUCTEMOW cOopa W aHaau3a
JTaHHBIX 0 0e30macHOCTH U A((HEKTUBHOCTH MEAMIIMHCKIX M3JICTHI Ha TOCTIPOAAKHOM JTAle U
MOJJIEPKUBAET €€ B aKTyaJbHOM COCTOSIHMH, a TaK)K€ HAlpaBisieT B YIOJIHOMOUYEHHBIH OpraH
OTYETHl O pe3yJibTaTax IMOCTIPOJAKHOTO MOHHTOPUHTA O€30MacHOCTH U APPEKTHBHOCTH
MEAUIMHCKUX HU3JIeHi B cooTBeTCTBUU ¢ [IpaBuiamu npoBeeHNs MOHUTOPUHTA O€30MacHOCTH,
KayecTBa M 3()(HEKTUBHOCTU METUIIMHCKUX U3/1ETHA;

0) MOATBEP)KJICHWE TOro, YTO oOOpaTHas CBsI3b C TOTPEOUTEIIEM AaHAIU3UPYETCS
MIPOU3BOIUTENIEM MEAUIIMHCKOTO M3JIENHs B XOJIe TIPOIECCOB KU3HEHHOTO IHUKJIA TPOAYKIINH U
UCIOJIb3YETCSl JUIsl TOBTOPHOW OLEHKM pUCKA M TpPH HEOOXOAMMOCTH [UIsl aKTyallh3aluu
JEeSTebHOCTH 110 MCHEIKMEHTY PUCKA.

30. OnieHKa CHUCTEMBbl MEHEI)KMEHTa KayecTBa MEIMIIMHCKUX W3ICIUN TMPOBOJIUTCS B
dbopMax TEPBUYHOTO, TMEPUOIUYECKOro (IJIAHOBOTO) ¥ BHEIUIAHOBOTO WHCIIEKTUPOBAHUS
MIPOU3BO/JICTBA.

31. IlepBuyHOE€ WHCHEKTUPOBAHHUE MPOU3BOJCTBA TPOBOJUTCA B XOJE TMPOIECAYPHI
perucTpanuy MeTUIUHCKOro u3aenus B pamkax Corosa.

32. Ilpu mpoBeACHUM TEPBUYHOTO WHCIEKTUPOBAHUS MPOM3BOACTBA WHCIEKTHUPYIOIIAS
OpraHu3anysi MpOBOAMT MHCIEKTHPOBaHHE MPOU3BOACTBA BCEX 3asBICHHBIX MPOU3BOJUTEIIEM
MEAUIIMHCKUX W31 MPOU3BOICTBEHHBIX TUIOMIA/IOK.
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B caydae ecnum Ha OJHOM MPOM3BOJACTBEHHOM IUIOIIAAKE MPOU3BOIATCS METULIMHCKHUE
W3/IeNns, OTHOCSIIHUECS K HECKOJbKMM rpynnaMm (MOATrpynnamM) MEAMIMHCKUX HU3JIeTUN TI0
MEPEYHIO B COOTBETCTBUHU C mpuiioxkeHreMm Ne 2 k HacrosimuM TpeOoBaHUSM B 3aBUCHMOCTH OT
KJIacca MOTEHIMAIbHOTO PUCKA WX MPUMEHEHHs, WHCIIEKTUPOBAHUE IMPOM3BOJCTBA B paMKax
OJTHOM MPOBEPKH MOKET OXBAThIBATH HECKOJIBKO TPymHN (MOArPYINN) MEAUIMHCKUX U3JENUNA B
COOTBETCTBUU C 3asBJICHHBIMU MPOU3BOAUTEIIEM MEIULMHCKUX HU3IEIHUI MPOU3BOJICTBEHHBIMU
IJIOIIAIKAMM.

33.Ilo pe3ynpTaTaM NPOBEACHHOTO MEPBUYHOIO HWHCIEKTUPOBAHUS TPOU3BOJICTBA
MHCIEKTUPYIOLIasi opraHu3anus oQopmisieT oTdeT Mo (opMe corjacHo MpuiiokeHuo Ne 4.
VYka3zaHHBIN OTUET ACHCTBUTENECH B TEUEHHE 3 JIET CO JAHS €r0 BbIIAUU.

34. Pe3ynpTarbl HMHCIEKTUPOBAHUS TMPOU3BOACTBA PACHPOCTPAHSIOTCS Ha TPYNINy
(moxrpyriy) MEAMIMHCKUX HW3JEIUN IO NEPEYHI0 B COOTBETCTBUU C MpuioxkeHueM No 2 k
HacToAmuM TpeOoBaHUSAM B 3aBUCHUMOCTH OT KJjlacca MOTEHIMAIBHOTO pPHUCKA MPUMEHEHUS
BBIITYCKAEMbIX MEIULMHCKUX H3Aenuil. sl MeIUIMHCKUX M3ACNIUM KJIaCCOB MOTEHIIMAIBHOTO
pucka mpuMeHeHus | u 2a pe3yapTaThl HHCIIEKTUPOBAHUS IMPOU3BOJCTBA PACIIPOCTPAHSIOTCSA Ha
TPYIIbl MEIULIUHCKUX U3Aenui. {1 MEeIMUUHCKUX U3ENUN KIacCOB MOTEHIMAIBHOTO PUCKA
npuMeHeHust 20 u 3 pe3ysbTaThl MHCIEKTHPOBAHMS MPOU3BOACTBA PACHPOCTPAHAIOTCS Ha
MOATPYNIbl METULIUHCKUX U3IEIHM.

[Ipu nonadve 3asABiIEeHNS O MPOBEACHUU PETMCTPALIMM HOBBIX HAMMEHOBAaHUN MEIUIIMHCKUX
W30ENUN, TPOU3BOAUMBIX HA IPOU3BOJCTBEHHOW IUIOLIAJKE, HWHCIEKTUPOBAHHUE KOTOPOM
MIPOBOJIMIIOCH PaHee sl MEAULIMHCKUX U3AEIIUNA TOM K€ TPYIIIBI WU NOATPYIIIHI 10 EPEYHIO B
COOTBETCTBUM C mpuioxkeHrneM Ne 2 k HacrosmuM TpeOoBaHUSM, 3asBUTENb MPEICTABISACT B
COCTAaBE JOKYMEHTOB PETHUCTPALMOHHOTO JOChE KOMMIO OTYETa O pe3yJbTaTax IMpPOBEACHUS
WHCIIEKTUPOBAHUSI TMPOU3BOJACTBA, IMPOBEACHHOTO HE paHee 3 JeT A0 JHS MpPe/ICTaBICHUS
3asBJICHUS O MPOBEJICHNUN PETUCTPALUN MEIULIUHCKOTO U3ENHS.

35. llepuonnyeckoe (TMJIaHOBOE) MHCIEKTUPOBAHUE MPOU3BOACTBA MpoBoauTcs 1 pasz B 3
roja.

[Tpou3BoUTENb METUITUHCKOTO U3/ICITHS BIPABE OOPATUTHCS B TIOO0YI0 HHCIIEKTHPYIOIIYIO
OpraHM3alMI0 C 3asBJICHUEM O IMPOBEIECHUHU IMEPHOJUYECKOro (IJIAHOBOI0) MHCIEKTHUPOBAHUS
MPOU3BOJICTBA B TEUYCHHE 6 MecCslEeB JO OKOHYaHUSI CpOKa JEHUCTBHS OTYETa O pe3yJbTarax
MPOBEACHUS MPEABIAYLIET0 MHCIEKTUPOBAHUS MPOU3BOJCTBA C IMPEACTABICHUEM CIIETYHOLIUX
JIOKYMEHTOB:

3asBKa O MPOBEJCHUM HWHCIEKTUPOBAHMS IPOU3BOJCTBA C YKa3aHHEM MEIUIIMHCKUX
W3/1eNIUi U UX TPy (MOATPYI) O MEPEUHIO B COOTBETCTBUU € pHIIoKeHHEM No 2 K HaCTOSIIIIUM
TpeboBanusiM ¥ MPOU3BOJACTBEHHBIX IIOMIAJOK, BXOAAIIUX B 00J1aCTh HHCTIEKTUPOBAHMUS;

cupaBka O (DaKTHUYECKON YHCICHHOCTH COTPYJHUKOB, YYacCTBYIOIIHUX B TIpoOIEccax
OLICHUBAEMOM CUCTEMbI MEHEIKMEHTA KaueCTBA MEAUIIMHCKHUX U3/1EIIUH;

TeXHUYECKHe (ailibl Ha METUIIMHCKUE U3JETUs B COOTBETCTBHH C MpuiiokeHneMm Ne 3 K
[IpaBuiaM mpoBeaeHUS KIMHUYECKUX M KIMHUKO-Ia0OpaTOPHBIX HCHBITAaHUH (KCCIeT0BaHMil)
MEIULMUHCKUX u3aenui, yTBepxkacHHbIM Pemenuem CoBera EBpa3uiickoil 3KOHOMHUYECKOM
komuccuu oT 12 ¢espans 2016 r. Ne 29 (1151 MEIUIIMHCKUX U3CIHNA 1711 TUATHOCTUKH 1n Vitro —
TEXHUYECKHH (haill, COOTBETCTBYIOUIMI TpeOOBAHUSAM COTJIACHO TMpWIOKeHuIo Ne 5).
Texnuyeckue (aiyipl TPEICTABISIIOTCS Ha PYCCKOM fI3bIKE B AJIEKTPOHHOM BHJE B (opmarte ¢
BO3MO>KHOCTBIO ITOUCKA;

KOIMSI OTYETa O pe3yJIbTaTax MPOBEACHUS IOCIEIHET0 WHCIEKTUPOBAHUS MPOU3BOJACTBA
(npu HaNMUYMN);

KOMUsl OT4YeTa O pe3ynbTarax TMpOBEIEHUsS OpraHoM Mo ceprtudukammu (As
CepTU(UIMPOBAHHBIX CHUCTEM MEHEPKMEHTAa KadecTBa) TMOCIETHEr0 ayJIuTa CHCTEMBbI
MEHEPKMEHTA KauecTBa MEUIIMHCKUX U3AeTUi (IIPH HAJTMYUH).

B cnydae ecnu nepuoanueckoe (MJIaHOBOE) MHCIIEKTUPOBAHUE TIPOU3BOICTBA MMPOBOJAUTCS
WHCIEKTUPYIONIEH OpraHu3aliel He TOro ToCyJIapCTBa-4jieHa, YHNOJHOMOYEHHBINM OpraH
KOTOPOTO0 OCYILIECTBIISZT PETUCTPALIMI0 MEAUIMHCKOTO W3/ENus, OTYeThl O pe3yJbTarax
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MPOBEJCHUSI TEPUOJUYECKOro (IJIAHOBOIO) HMHCIEKTHPOBAHMS TMPOU3BOJICTBA HAIPABISAIOTCA
YIOJIHOMOYEHHBIM ~ OpraHOM, HMHCHEKTHUpYIOIIash  OpraHu3aius KOTOpOro  IpoBOJuWiIa
nepuojnueckoe (IJIaHOBOE) WHCIEKTHPOBAHME IPOM3BOJCTBA, B YIOJIHOMOYEHHBIM Opra,
KOTOPBIA  OCYIIECTBIISI ~ PETMCTPALUIO  MEAUIIMHCKOrO  M3JENHs, [ BKJIIOYEHUS B
peructpanroHHoe gocke. OTYeThl O pe3yjbTaTax MPOBEACHUS MEPUOAMYECKOro (IIAaHOBOTO)
MHCIIEKTUPOBAHUS MPOU3BOJICTBA HAIMIPABJISAIOTCS MO MOYTE 3aKa3HBIM IMOYTOBBIM OTHPABICHUEM
C YBEIOMJIEHMEM O BpyueHuH JuOO0 Tmepenaorcs B (QopMe BIEKTPOHHOTO JIOKYMEHTa,
MOJIMMCAHHOTO 3JIEKTPOHHOW TOINKCHIO, B TeueHHe 15 pabouymx aHEH co JHS 3aBEpLICHHS
MEePUOINYECKOro (TJIaHOBOT0) MHCIIEKTUPOBAHHUS ITPOU3BO/ICTBA.

36. MucniekTupytomasi opraHu3aiusi IpOBOJUT aHANIU3 TMPEACTAaBICHHBIX JOKYMEHTOB B
tedenre 10 paboumx gHEH cO THS MOAAaYM MPOU3BOAUTENEM MEAMIIMHCKOIO MU3JETHUS 3aIBKU O
MPOBEJICHUU TEPUOANYECKOTO (TUIAHOBOTO) MHCIIEKTHPOBAHUS MPOM3BOJICTBA. B ciyuae ecnu
MHCIEKTUPYIOIAsi OpraHu3alysl MPUHSIIA PellieHUe O IPOBEACHUH MEPHUOINUECKOro (TJIaHOBOTO)
WHCIIEKTUPOBAHUSI  MPOM3BOJICTBA, OHA  3aKJIIOYaeT  COOTBETCTBYIOLIUMW  JIOTOBOpP  C
MIPOU3BOIUTENIEM MEAUIIMHCKOTO U3IEIHSL.

B cnydae ecnu mpuHSATO OTpULATENBHOE pEIICHHE, WHCHEKTHUPYIOUas OpraHu3alus
YBEAOMJISIET B MHUCHBMEHHOW ¢opMe MPOU3BOIUTENS METUIMHCKOTO u3Jenus o0 oOTKa3e B
MPOBEACHUU MEPUOJIUYECKOro (IJIAHOBOTO) MHCIEKTHUPOBAHUSI MPOU3BOJCTBA (C yKa3zaHUEM
MIPUYHH).

OcHOBaHHSIMHE ISl OTKa3a B MPOBEACHUH MEPUOINIECKOTO (TUTAHOBOTO) HHCTIEKTHPOBAHUS
MIPOU3BOJICTBA SBJISIFOTCS:

HECOOTBETCTBUE IMPEACTABICHHOTO KOMIUJIEKTa JOKYMEHTOB TMEPEYHIO JOKYMEHTOB,
yKa3aHHOMY B yHKTE 35 HacTosmux TpeboBaHmMii;

HECOOTBETCTBUE TEXHUYECKHX (haiiJIOB yCTAHOBICHHBIM TPEOOBAHUSIM;

OTCYTCTBHE Yy MHCIEKTHPYIOIIEW OpraHu3aldyd TOJHOMOYMH IO  IPOBEICHUIO
MHCIIEKTUPOBAHUS 3a8BJICHHBIX TPy (MOArPYI) MEAULIMHCKUX U3ETUH.

I'paduk mpoBeaeHUsT MEPUOIUUYECKOTO (TUTAHOBOTO) HWHCIIEKTUPOBAHUS TIPOM3BOJCTBA
pa3Merniaercs Ha OQUIIMANTBHBIX CaliTaX YIOJHOMOYEHHBIX OPraHOB B ceTh WHTEpHET, a Takxke
omyOIMKOBBIBaeTCs Ha nH(popMmarmonHoM noptaie Coro3a.

Y1omHOMOYEHHBIE OpraHbl 00ECTIEYNBAIOT MPEACTABICHUE COOTBETCTBYIOIIMX CBEJCHUH B
EBpa3uiickyt0 3KOHOMHYECKYIO KOMHCCHIO C HCIIOJIb30BAaHUEM CPEACTB HMHTEIPUPOBAHHOMN
uHpopMaMoHHOH cuctembl Coro3a.

37.Ilpu mpoBeACHUU MEPUOAUMYECKOTO (TIJIAHOBOTO) HHCIIEKTUPOBAHUS IPOU3BOJICTBA
OLICHUBAIOTCSI:

a) MojJiep>KaHue COOTBETCTBUSI CUCTEMBI MEHEKMEHTA KauecTBa MEIUIIMHCKOTO U3eNus
HacrosmuM TpeOoBaHUAM;

0) pe3yJbTaTUBHOCTh CHCTEMBl MEHEDKMEHTAa KauecTBa MEAMIMHCKUX HW3JIeIuil B
o0ecrieueHn COOTBETCTBUS BBIMTYCKAaEMBIX B oOpamieHue B pamkax Coro3a MEIUIUHCKHX
W31eNUi TPUMEHUMBIM K HUM OOuuM TpeboBanmsiM 6e30macHOCTH U 3()PEKTUBHOCTH.

38. llepuonnyeckoe (IJIaHOBOE) MHCIEKTUPOBAHME MPOM3BOJCTBA IPOBOJAUTCS HA
BBIOpAaHHBIX MHCTIEKTUPYIOIIEH OpraHu3alieil Mporu3BOICTBEHHBIX IUIOMIAAKaX B COOTBETCTBUH C
MOAMYHKTOM «I» TyHKTa 14 Hactosmux TpeOoBaHuii Ha mpuUMepe MPEICTABUTEIBHBIX
MEAUIMHCKUX HM3ICNUN JUIsl KaKAOW TPYIIbl WIM MOATPYIIBI MTPOU3BOIUMBIX MEAUIIMHCKUX
W3/eNid B 3aBUCHUMOCTHU OT KJIacca MOTEHLIMAIBHOIO PHCKAa MX MPUMEHEHUs MO MEPEUHIO B
COOTBETCTBUH C TmpuiokeHneM Ne?2 k HacTosamuM TpeOoBaHUSAM TMOCPEACTBOM aHaIHM3a
JIOKYMEHTOB M 3alllCEW, KOTOpbIE SIBIIIUCH PE3YJIbTATOM pEaTU3alid COOTBETCTBYIOLIUX
JOKYMEHTHUPOBAHHBIX MPOIECCOB M (MJIM) ONEPAIMOHHBIX MPOLEAYP CHUCTEMbl MEHEIKMEHTa
KauecTBa MEIUIMHCKUX HU3JIeTUM, MPUMEHUTEIHHO K JAaHHBIM MEIUIMHCKUM wu3aenusm. s
MEIHUIIMHCKUX U3JIeJIUIA KIAaCCOB MOTEHIIMAIBLHOTO PUCKA TPUMEHEHHUS | 1 2a peACTaBUTEIbHBIN
oOpaser] MeTUITMHCKUX U3/ BEIOMPASTCS U3 TPyl MEIUIIMHCKUX M3/ICTUH M0 MEePEUHIO B
COOTBETCTBUH C TpuiiokeHneM Ne 2 k HacTosmuM TpeOoBaHUSIM, JUIsl MEIUIIMHCKUX WU3ACIUNA
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KJIACCOB MOTEHIIMAILHOTO PUCKA MpUMEHEHuUs 20 U 3 — U3 MOArpyNIbl MEAUIIMHCKUX U3EIUN TIO
MIEPEYHIO B COOTBETCTBUU C MpuioxeHneM Ne 2 k HacTosmuM TpeGoBaHUsIM.

Kputepusimu BbIOOpa MpeACTaBUTENbHBIX MEIULIUHCKUX W3ACTUN SBIsIeTCS HOBU3HA
TEXHUYECKUX PEIIEHUNA, HA3HAYEHUM, TEXHOJOTHM IPOU3BOACTBA C YYETOM pE3yJIbTAaTOB
MPOBECHUS MPeablAyuX nHenekunii. O6ocHOBaHME BHIOOPA MPEICTABUTEIBHBIX MEAUIIMHCKUX
W3JIETNA JOJKHO OBITh MPUBEIEHO B OTYETE O PEe3ybTaTax MPOBEACHHUS WHCIEKTUPOBAHUS
MIPOU3BO/ICTBA.

[Ipu nepuomuyeckom (TUTAHOBOM) W BHEIUTAHOBOM HHCIIEKTHPOBAHHH IPOU3BOJICTBA
WHCIEKTUPYIOLIAsi OpraHu3alus MPOBOJUT OTOOpP 00pa3lioB MEAMIMHCKUX — U3JENHM
(MMIUTaHTUPYEMBIX, UHBA3UBHBIX, & TAK)KE MEAWIIMHCKUX W3S IJI1 JUATHOCTUKH in Vitro)
KJIacca MOTEHIHMAIBHOIO PHUCKA MPUMEHEHHs] 3 C LEIbI0 MOATBEPKIEHUS COOTBETCTBHUS HX
XapaKTepUCTUK IaHHBIM TEXHHYECKoro (aiina, obecreynBaromuM 0e30MacHoe MPUMEHEHHUE
TaKMX MEIMLIMHCKUX U3J1eNuil. MenuunHckue u3aenus oTOMparoTes o OJHOM MoJIeH (BapUaHTy
WCIIOTHEHUS) U3 KaXJA0W MOATPYIIBI MPOU3BOAUMBIX MEIULIMHCKUX U3ICIIUA B COOTBETCTBUU C
npuiokeHneM Ne 2 k HacToAumM TpeOoBaHUSM B KOJUYECTBE, HEOOXOAUMOM JJIsl IPOBEICHUS
COOTBETCTBYIOIIUX UCIBITaHUN. Kputeprem orOopa mpeacTaBUTEIbHBIX MEAUIIMHCKUX U3
SIBJSIETCSI OOITHOCTh TEXHHYECKUX PENICHWUW, Ha3HAuYeHWW W (WJIM) TEXHOJIOTHH I JaHHOMN
MOATPYIIIBI TPOU3BOIUMBIX MEIUIIMHCKHUX U3IENHid. B ciydae oTCyTCTBHS yKa3aHHBIX 00pa3iioB
MOArpyIIa MEIUIUHCKUX U3 UCKII0YaeTcsl U3 chepbl MHCIEKTUPOBAHUS.

WNucnektupyromasi OpraHu3anys TMPOBOJUT HEOOXOAMMBIE UCIBITAHUS yKa3aHHBIX
00pa3oB MEAUIIMHCKUX U3AENuil 1100 B Cllydae OTCYTCTBUS Y UHCIIEKTUPYIOIIEH OpraHu3aluu
aKKpeIUTAIIMK HA MPOBEICHNE COOTBETCTBYIOIIETO BUIA UCIIBITAHUNA B TeUeHUE 3 pabouux IHEeH
co nmHsA otbopa 00pa3ioB o(OpMISET HAMpaBICHHE B COOTBETCTBYIOIIME OpTraHU3AIINH,
BHECCHHBIE B €IMHBIA PEECTp YMOJIHOMOUYEHHBIX OpraHU3alii, UMEIONIMX MpaBO MPOBOAUTH
UCCIe0BaHus (MCIIBITAHNS ) MEAUIIMHCKUX U3JIEIUN B LESIX UX PErUCTPaIUH.

PesynbpTaThl ucnbiTaHUN 0TOOPAHHBIX 00PA3I[0B MEIUIIMHCKUX U3JEIUNA MPEICTABISIOTCS
WHCIIEKTUPYIOIICH OpraHU3aliei B YITIOJTHOMOYCHHBIM OpraH B T€UCHHE 5 pabounX JTHEH CO JTHS
oopMIICHHST COOTBETCTBYIOIIETO TMPOTOKOJNA HCCIENOBAaHUN (WUclbITaHuil). B ciydae
HEMOJITBEPK/ICHUSI COOTBETCTBHUS XapaKTEPUCTUK OTOOPaHHBIX 00pa30B MEAUIIMHCKOTO U3IEIIUS
JaHHBIM  TEXHHYECKOTo (aima, oOecreynBaroOmMM ero  Oe3omacHoe MpPUMEHEHUE,
MHCIIEKTUPYIOIIAsl OpPraHu3alus IPUOCTaHABINBAET JEHCTBUE OTUETA O PE3yJIbTaTaX MIPOBEICHUS
MHCIIEKTUPOBAHUSI MPOU3BOACTBA. J[0 yCTpaHEHHUs MPOU3BOAUTEIEM MEAUIMHCKOIO H3ICIHS
BBISIBIICHHBIX HECOOTBETCTBUM YIIOJHOMOYEHHBI OpraH BIIpaBe IPUOCTAHOBUTH BBIITYCK
MEIUIIMHCKOTO H3eNus B OOpalleHHe Ha TEPPUTOPUU TOCYNAapPCTBA-WICHA B COOTBETCTBHH C
3aKOHOAATEIBCTBOM ATOrO TOCYJAapCTBa, a TakkKe HHPOPMUPYET YHOJTHOMOYEHHBIE OpTraHbl
JIPYTHUX TOCYAapCTB-UICHOB O MPUOCTAHOBKE BBITYCKA MEIUITMHCKOTO M3/ENus B oOpalieHrue Ha
TEPPUTOPUU  TOCYNAPCTBA-WIEHA  C  HCIOJb30BAaHUEM  CPEICTB  MHTEIPUPOBAHHOMN
nHpopMaMoHHOH cuctembl Coro3a.

39.1lo pe3ynbpraTaM TPOBEICHUS TEPHOIUYCCKOTO (IJIAHOBOTO) HWHCIEKTHPOBAHUS
MPOM3BOJICTBA HMHCIEKTHPYIOIIasi opraHu3anus odopmiser order Mmo Qopme CcoraacHo
npuiiokeHnto Ne 6. YKazaHHBINA OTYET ACUCTBUTENICH B TEYEHUE 3 JIET CO JIHS €r0 BBIIAYH.

40. ITpousBoauTens MEAWIIMHCKUX HW3MEIHA BIpaBe OOpPATHTHCS B HHCICKTHPYIOUIYIO
OpraHU3alMI0 C 3asBJICHUEM O MPOBEJCHUN BHEIJIAHOBOTO MHCIEKTUPOBAHUS MPOU3BOJICTBA B
CJIEIYIOIIUX IEeJISIX:

a) BHECEHHE M3MEHEHHH B IepeueHb MPOM3BOACTBEHHBIX IUIOIIAI0K, MEPEeYeHb TPy
(monrpyri) MEIUWUMHCKUX U3JIeJIUH, Ha KOTOpbIE paclpoCTpaHseTCs JACHCTBHE OTYETa O
pe3yapTaTax NpOBEICHUS NHCIIEKTUPOBAHUS;

0) moATBepXKIEHUE  yCTpAaHEHWS  HAPYIICHWH MO  pe3ylbraTaM  IPOBEICHUS
MHCIIEKTUPOBAHUS IPOU3BOJICTBA;

B) MOATBEPXKJECHUE  YCTpaHEHUsi  NPUYUH,  KOTOpbIE  MPUBEIM K  BBIIYCKY
HEZ0OPOKAYECTBEHHBIX METUIIMHCKUX U3JENINi, TOCPEICTBOM BKJIIOUEHHS OTYETA O MPOBEACHUN
BHEIIJIAHOBOT'O MHCIEKTHUPOBAHUS B 3AKIIOYUTENBHBIA OTUET O KOPPEKTUPYIOIIUX TEUCTBUSIX IO
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dbopme B cooTrBercTBUM ¢ TpwioxkeHneM Ne?2 x I[lpaBunmam mpoBeneHHs] MOHHUTOPHHTA
6e30macHOCTH, KauecTBa 1 3P (HEKTUBHOCTH MEAUIIMHCKUX U3EINH;

) MOATBEPK/ICHUE BHEJIPEHHUsS] MPOU3BOJUTENIEM CHUCTEMbl MEHEIKMEHTa KauyecTBa
MEAWIIMHCKUX H3JeTui (B Cllydae eClHM OIeHKAa STOW CHCTEMbl MEHEKMEHTAa KadecTBa Ha
COOTBETCTBHUE HACTOSIIIUM TpeOoBaHUSM HE ITPOBOIUIIACK).

41. Ilo pe3ynpTaTaM IpOBEICHHS BHEIUIAHOBOT'O MHCIIEKTUPOBAHUS IIPOU3BOJICTBA B LIETIAX,
yKa3aHHBIX B TOAMYHKTaX «a» — «B» myHKTa 40 Hacrosumx TpeGoBaHMiA, MHCTICKTUPYOIIAs
opranu3anus oGopMisieT oT4eT 1o (GopMe COrIaCHO MPUIOKeHHIO No 7, B IeNsiX, YKa3aHHbBIX B
MOAMYHKTE «r» myHKTa 40 HacTosimmx TpeboBanuii, — Mo (hopMe B COOTBETCTBHUH C MPUIIOKCHHEM
Ne 4 x Hacrostum TpeboBanusM. YKa3aHHBIA OTYET JESHCTBUTENICH B T€UYEHUE 3 JIET CO JIHA €T0
BblJaun. [IpoBeneHue IIaHOBOrO HMHCHEKTUPOBAHUS IIPOBOJIWUTCS HE IMO3JHEE 3 JIeT CO JHA
BBIJ]a4M YKA3aHHOT'O OTYETA.

42. JlomyckaeTcsi NPOBEIEHUE OLEHKH CHCTEMbl MEHEIKMEHTa KauyeCTBA MEIULIMHCKUX
W3JIEJIMA C WCIIOJIb30BAHMEM CPEJICTB  JUCTAHIIMOHHOTO B3aWMOJCUCTBUS  (Hampumep,
MOCPEJICTBOM BHJICOCBs3H). Takas OllEHKa MPOBOAMUTCS COTVIACHO MPHIIOKEeHUIO0 Ne 8 B cirydasx,
MPEAYCMOTPEHHBIX YKAa3aHHBIM MPUIIOKEHHUEM.

IIpunoxenne Ne 1

K TpeOGoBaHMIM K BHEIPECHHUIO,
MOJIJICPIKAHHIO U OTICHKE

CUCTEMBI MCHE/DKMEHTA KaueCcTBa
MEAUIMHCKUX U3/ B 3aBUCUMOCTHU

OT TIOTEHIIHATLHOTO PUCKA UX TPUMEHECHUS

IMPABUJIA
pacyeTra HOPMATHBHOM NMPOAOKUTETbHOCTH HHCTIEKTUPOBAHUSA MTPOM3BO/ICTBA

1. Pacyer HOpMaTMBHOW  MNPOJOJDKUTEIBHOCTH  MHCIEKTUPOBAaHUS  NPOMU3BOJCTBA
OCYLIECTBIISETCS TP ONPEIECICHUN CTOUMOCTH HHCIIEKTUPOBAHUS POU3BO/CTBA HE3ABUCUMO OT
(aKTHUECKOM MPOAOIKUTETLHOCTH HHCIIEKTHPOBAHUS TIPOU3BO/ICTBA.

2. HopmaTuBHasi mpOJOJIKUTEIbHOCTh MHCIEKTHUPOBAHUS MPOU3BOJCTBA HMCUUCISAETCSA B
YeJIOBEKO-IHAX Ha OCHOBE §-yacoBoro pabodero nHs. HopmaruBHas NpOAOIKUTEIHHOCTD
MHCIEKTUPOBAHHUS MTPOU3BOJICTBA BKIIOYAECT B ce0sl BpeMsi, MPOBEACHHOE BHE MHCIEKTUPYEMO
OpraHM3alMy U 3aTpauy€HHOE HA aHaIu3 JOKYMEHTAallMM U IUIAHWPOBAHWE WHCIEKTUPOBAaHUS
MIPOU3BOJICTBA, & TAKIKE BPEMSI, IPOBEACHHOE HEMOCPEICTBEHHO B UHCIIEKTUPYEMOU OpraHU3auu
U 3aTpauy€HHOE Ha COCTABJICHUE OTYETOB.

Ecin o0BeKThl MHCHEKTHUPOBAHUS MPOM3BOJACTBA PACIOJIOKEHBI B JAPYroM TOpoJie IO
OTHOLICHHUIO K MHCIEKTUPYIOIIEH OpraHu3aluy, TO HOpPMaTHBHas NPOAOKUTEIBHOCTh
MHCIEKTUPOBAHUS TPOM3BOJACTBA YBEIMYMBAECTCS HA 2 YENOBEKO-THS Ha KaxAbld OOBEKT
MHCIEKTUPOBAHUS.

3. B xauecTBe OCHOBBI JJIsI pacyeTa HOPMAaTUBHOM MTPOIOJKUTEIbHOCTH UHCIIEKTUPOBAHMS
MIPOU3BOJICTBA MCIIONB3YeTCsl (aKTHUECKass UUCIEHHOCTh COTPYIHUKOB HHCHEKTHPYEMOM
OpraHu3alyM, Y4YacTBYIOIIMX B IpOIECCaX B PaMKax OIEHUBAEMOW CHCTEMBI MEHEKMEHTa
KauecTBa. UMCIEHHOCTh COTPYJAHMKOB C YaCTHUYHOW 3aHATOCTBIO YUUTBHIBAETCA IIyTEM €€
KOHBEPTALIMH B 3KBUBAJICHTHYIO YHNCIEHHOCTh COTPYIHHUKOB C MOJHOM 3aHATOCTBIO.

4. HopMaTtuBHas pOJOJKUTEILHOCTh HHCIIEKTUPOBAHUS [IPOU3BOJICTBA B 3aBUCUMOCTH OT
(aKkTUYECKOM YUCIEHHOCTH COTPYAHUKOB 00bEKTa MHCIIEKTUPOBAHUS MTPUBEIcHa B TaOIHIIE.

Tabnuma

HopwmaTuBHast po0IKUTENEHOCTD
MEPHOINYECKOT0 (INIAHOBOT'O)
MHCIIEKTHPOBAHUS IPOM3BOCTBA
(4enoBeKo-aHEH)

HopmatuBHas po 0 KUTETLHOCTD
MIEPBUYHOTO UHCIIEKTUPOBAHUS
MIPOU3BOJICTBA (UETOBEKO-THE)

dakTHyeckas YUCICHHOCTD
COTPY/THUKOB (4€JIOBEK)
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5-49 6 4
50-99 7 5
100-199 8 6
200-499 9 7
500-999 10 8
1000-1999 11 9
2000-4999 12 10
6osee 5000 13 11
IIpunoxxenne Ne 2
Kk TpeboBaHUsAM K BHEAPEHHUIO,
MOJJIEPKAHUIO U OLIEHKE
CHUCTEMBI MEHE/PKMEHTA KaueCTBa
MEIULIMHCKHAX U3EINHA B 3aBUCUMOCTH
OT MOTEHLUAIBHOTO PUCKA UX IPUMEHEHUS
HNEPEYEHD

Tpynn U NOArPyNn MeAUIUHCKUX H3/1eJTni

I'pynna MeIuLIUHCKUX
5I(S 170

[Moxarpymnma MEIUIIMHCKUX U3JCTUi (IS KIIACCOB MOTEHIIMAIBHOTO prcka 20 u 3)

1. HeakTuBHBIE METUIIMHCKHE
m3aenus (KpoMe U3ACIHA s
ITHArHOCTHUKH in Vitro)

1.1. HeakTuBHbBIE CCPACUHO-COCY AUCTHIC UMIUTAHTATbL

1.2. HeakTHBHBIE OPTONIEAUYECKIE UMILJIAHTATHI

1.3. HeakTBHBIE UMILIAHTATHI MSTKUX TKAHEH

1.4. HeakTuBHBIC ()yHKINOHAIBHBIC UMITJIAHTATHI

1.5. HeakTrBHBIE 3yOHBIEC IMIUIAHTATHl U CTOMATOJIOTHIECKUE MATEPUAITBI

1.6. HeakTrBHBIE MEAWIIMHCKIE U3ICTHUS JIS1 MHBCKIINA, BIUBAHUS, TICPETHBAHMS
KPOBH H JHAIIN3A

1.7. HeakTuBHBIE OPTATHEMOIIOTHIECKUE METUIIMHCKHAE U3 IETIHS

1.8. HeakTvBHBIE OPTOINICANICCKHE MEIUIIMHCKHUE U3ACMS M MCIUIIMHCKAC M3ACIHS
TSt peadmITUTAITN

1.9. MenmumuHCKHe U3 A KOHTPAEIUN

1.10. MeauuuHCKIEe HHCTPYMEHTHI

1.11. HeakTuBHBIC MEUIIMHCKUC W3ICIHS IS Ie3UHPEKIIUH, THTUCHUIECKOT
00pabOTKU ¥ CTEPUITM3ALMY METUIIMHCKUX U3ICITUI

1.12. IlloBHBII MaTepua, HeEpeBA30UHbIE CPEACTBA U IPOUYHE HEAKTUBHBIE
MEAUIUHCKIE U3AEIUs JUIs JIeUeHUs paH

1.13. HeakTuBHBIC MEUIIMHCKUE U3/€NIHs, HE BKIIIOUEHHBIE B MoArpymmnsl 1.1-1.12

2. AKTUBHBIE
HCHMILTAHTUPY EMBbIC
MEIUIIUHCKHE U3eus (KpoMe
W3IeNIni U1 TUarHOCTUKH in
vitro)

2.1. MenuuHCKUe U3NUS I KOHTPOJIS PU3NOIOTHISCKUX ITOKa3aTemei

2.2. MGL[I/IIII/IHCKI/IG nu3aciand Ajist BUsyajausaluuu, UCIOJIb3YIOINE HOHU3UPYIOLICC
M3JTy4CHHUC

2.3. MGHI/IHI/IHCKI/IG nu3aeiand Ajist BUsyajJausaluuu, HE UCIOJIb3YIONE HOHU3UPYIOIICC
M3JTy4CHUC

2.4. MGL[I/IIII/IHCKI/IG n3aciusa st nyquoizi Tepalunu, UCIOJIb3YIOINC HOHU3UPYIOIICC|
M3JTy4YCHHUC

2.5. MeauuuHCKHE U3JIENHsS U1l Ty4eBOU Tepanuu, He UCTIOIb3YIOUIIe
MOHU3UPYIOLIEE U3TyUCHUE

2.6. MeaMuMHCKHUE U3JIENHS sl TUTOTPUIICUH

2.7. AKTUBHBIC MEAUIIMHCKUE M3ACIHUS IS DKCTPAKOPTIOPATHHOTO
KPOBOOOpAIIICHUs, BHYyTPUBCHHOT'O BIMBAaHUS U I1a3Madepesa

2.8. AKTUBHBIC HAPKO3HO-IBIXaTEIbHbIC, THIIEPOapUIeCKAe METUIIMHCKIE H3ICITH
M MEAULIMHCKUE U3JIEHS ISl pECTIUPAaTOPHOM Tepanuu

2.9. AKTUBHBIC MEAVIIMHCKUE M3ACIUS IS CTUMYJISITUN U HHTHOUPOBaHUS
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2.10. AKTHBHBIE XUPYPTUYECKHE METULIMHCKUE U3AEIHS

2.11. AKTHBHBIC OTATBMOIOTUICCKHE MEITUITUTHCKHIC U3ICIIHS

2.12. AKTUBHBIE CTOMATOJIOTHYECKHE MEIUIIMHCKHE HU3ACIIHS

2.13. AKTHBHBIE MEIUIIMHCKHUE W3SV TSI NE3MH(EKITUN ¥ CTEPHIIN3AINN
MEIUIUHCKUX U3AETUI

2.14. AKTHBHBIE METUIIMHCKHE U3MIEIHS [IJIsI peaO TN TAIIN W aKTHUBHBIE TIPOTE3BI

2.15. AKTHBHBIC MCIUIWHCKUC U3ACIINA I TTO3UITHOHUPOBAHNA U IEPEBO3KU
MaIuCHTOB

2.16. CamocTosSITETFHOE MEIUIIMHCKOE TIPOTPaMMHOE 00ecTIieueHre

2.17. AKTHBHBIC MEIUITMHCKHE U3IEIHS I SKCTPAKOPIOPATEHOTO
OTIJIOZOTBOPEHHS 1 HCKYCCTBEHHOTO OIIOAOTBOPCHHUS

2.18. AKTHBHBIE METUIIMHCKHE U3JIENHsI, HE BKIIOUSHHBIC B ToaArpynmsl 2.1-2.17

3. AKTHBHbBIE 3.1. AKTUBHBIC UMIUTAHTUPYEMbIE MEIULIUHCKUE U3JENIUS Ul CTUMYJISILIUU U
MMILIAHTUPYEMbIE MHrUOMPOBaHUS
MCIMUMHCKUC U3CIIN 3.2. AKTUBHBIC UMIUTAHTHPYEMbIE MEITUITUHCKUE U3EIUS JUI BBOIA

VICKApCTBCHHBIX U WHBIX BCIICCTB

3.3. AKTUBHBIC HIMIUTAHTHPYEMbIC MEAUIIMHCKIE N3ICIIHS, M0IePKUBAIOIINE,
BaMeIIaronie Wir 3aMeHsIonue (GyHKIH oprann3zmMa

3.4. PagroakTHBHbBIC HMIUIAHTATHI JUI BHYTPUTKAHEBOU JIy9€BOH Tepaniu

3.5. AKTUBHBIC HMIUTAHTUPYEMbIC MEIUIUHCKUE U3/ICIUs, HE BKIFOUCHHBIC B
moarpynmsl 3.1-3.4

4. Memumuackue u3aenus as (4. 1. PearenTsl, HaOOpHI peareHToOB, KATHOPOBOYHBIE M KOHTPOJILHBIC MAaTEPHAIIBI

[IMarHOCTHKH 1N VItro 4.2. IIpudops! 1 000pyrOBaHKE AL AMATHOCTHKH in Vitro

4.3. CaMOCTOSTEIbHOE MEUIIMHCKOE MPOTPAMMHOE 00SCIICUCHHE JIJIsl TUATHOCTUKU
in vitro

4.4. MlHble MeqUIMHCKNE U3IEIHS AUl JUarHOCTHKH in Vitro, He BKIIIOUYEHHBIE B
noarpynnst 4.1-4.3

[Ipunoxxenne Ne 3

K TpeboBaHusAM K BHEAPEHHUIO,
NOJICPKaHMIO U OLICHKE

CHCTEMBI MEHEDKMEHTA Ka4ecTBa
MEIUIUHCKUX U3JCTUI B 3aBUCUMOCTH

OT NOTEHLIUAILHOT'O PUCKA UX IPUMEHECHUS

HHTET'PAJIBHAS OLIEHKA
CTeleHN 3HAYUMOCTH BbISIBJIEHHBIX B X0/1¢ HHCIIEKTUPOBAHUSA MPOU3BOICTBA
HECOOTBETCTBUI CHCTeMbl MeHeKMEeHTa KauyecTBa TpedoBaHUAM K BHEJIPEHMIO,
NMOJ/IEPKAHUIO M OlleHKEe CHCTEeMbI MEHEKMEHTA KaueCcTBa MeIUIMHCKUX U3/1eJIuil B
3aBHCHMOCTH OT MOTEHIIHAJBLHOT0 PUCKA UX PUMEHEHH s

I. Kinaccuukanus HecooTBeTCTBHIA

Krnaccudukanus BBISBICHHBIX B XOJ€ WHCIEKTUPOBAHUS IMPOU3BOJCTBA HECOOTBETCTBUMN
CUCTEeMBI MEHEKMEHTa KaduecTBa TpeOoBaHUSIM K BHEJPEHUIO, TIOICPKAHUIO U OI[CHKE CUCTEMBI
MEHEP)KMEHTa KayecTBa MEAMIIMHCKUX M3JETUil B 3aBUCUMOCTH OT MOTEHIIMAILHOTO pHUCKa MX
MPUMEHEHHUS (Jjaree — HECOOTBETCTBUSI) IPOBOJUTCS B 2 3Tamna:

I aTan — npumenenue kinaccupUKaMOHHON MAaTPHUIIBI 1711 00ecneueHUs NpeaABapUTEIbHON
OLICHKU CTENEeHU 3HAYMMOCTH HECOOTBETCTBU;

II »Tam — npuMeHeHne MOBBILIAIOUINX OaIOB JUIsl ONpeAeTCHUS] OKOHYATEIbHON OIEHKU
CTENEHU 3HAYMMOCTH HECOOTBETCTBUH.

MHoOKeCTBEHHBIE CIIy4al HECOOTBETCTBHUS OAHOMY TPeOOBaHHUIO pacCcMaTPUBAIOTCS Kak
OJIHO HECOOTBETCTBHUE.

I1. KnaccupukanmoHHas MaTpuIa
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CormacHo  kjaccM(UKAIMOHHOW  MaTpulle  BCE  BBISIBJICHHBIE  HECOOTBETCTBUS
MOZIPA3AEINIAIOTCS Ha 4 TPyIIIBL.

Kaxnmass rpymnma xapakTepu3yeTcsi KOJTMYECTBEHHBIM 3HAYCHHEM CTENEHH 3HAYUMOCTH
HECOOTBETCTBUS JIJisi 6€30MacHOCTH, 3 (HEKTUBHOCTH M Ka4eCTBA MEIUIIMHCKOTO U3ICIIHS:

BinsiHre HECOOTBETCTBUS HA psIMOe 3 4
06e30macHOCTbh, 3(H(HEKTUBHOCTD U HEIpsAMOE 1 2
Ka4eCTBO MEJIUIIMHCKOTO M3/ICIIHsI

BITCPBEIE ITOBTOPHO
[ToBTOpPSIEMOCTH HECOOTBETCTBUS

Knaccuukanmonnass maTpuna OTpa)kaeT BIMSHUE HECOOTBETCTBHS Ha O€30MaCHOCTH,
3(p(GEKTUBHOCTh U KAa4eCTBO METUIIMHCKOIO H3JENUs, a TAKKE MOBTOPSIEMOCTb BBISBIEHHOTO
HECOOTBETCTBU.

BnusiHue HecooTBeTCTBUS Ha 0€30MacCHOCTh, 3(PPEKTUBHOCTh U KaUY€CTBO MEIUIIMHCKOIO
U3JENUsl  CUMTAETCSl HENpsSMBIM, €CIM OHO 3aTparuBaeT TpeOOBaHUS, CBSA3aHHBIE C
(YHKIIMOHMPOBAHUEM CHCTEMbI MEHEKMEHTA Ka4eCTBa MEAULIMHCKUX U3/1ETHUH, U IPSIMBIM, €CJIN
OHO KacaeTcs TpeOOBaHMI, OTHOCSIIMXCA K IMpoIeccaM IPOSKTUPOBAHMS, pa3pabOTKH,
IIPOU3BOJICTBA U BBIXOJHOTO KOHTPOJISI MEAULIIUHCKOTO U3IEIHS.

[ToHsATHE «BHIEPBBIE) 03HAYAET, YTO KOHKPETHOE HECOOTBETCTBHE HE OBLIIO BBISIBICHO B XOI€
2 NOCJIEHUX CIIy4aeB IPOBEAEHUS HHCIIEKTUPOBAHMSI IPOU3BOJICTBA, IPU KOTOPHIX IPOBEPSUINCH
T€ K€ IIPOLECChl B paMKax CUCTEMbl MEHEDKMEHTA KadeCcTBa Ha HHCIEKTUPYEMOM
IIPOU3BOJCTBEHHOM IUIOLIAJKE.

[ToHsATHE «TTOBTOPHO» 03HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE OBLIO BBISBICHO B XO/€
OJIHOTO U3 2 NOCJEAHUX CIIy4aeB MPOBEACHUS MHCIIEKTUPOBAHUS IIPOM3BOJCTBA, MPU KOTOPBIX
IIPOBEPSUIMCH TE XKE MPOLECCH B PAMKaX CUCTEMbl MEHEPKMEHTA KaueCTBAa HA UHCIIEKTUPYEMOU
IIPOU3BOJCTBEHHOH IUIOLIAKE.

II1. IMoBpImIaIOIIME OATIIBI

ITonyueHHoe Ha | 3Tane KONMYECTBEHHOE 3HAYEHHE CTENIEHN HECOOTBETCTBUS YTOUHSAETCS
Ha Il sTame myreM nprMeHeHus: MOBBIIAIOIMINX OAJIOB, HAYUCISAEMBIX 32 HAIUYUE CIEAYIOLIUX
HECOOTBETCTBUM:

OTCYTCTBHE JOKYMEHTUPOBAHHBIX MPOLIETYP, OTHOCAIIMXCS K ITPOLIeccaM MPOSKTUPOBAHUS,
pa3paboTKH, MPOU3BOJACTBA M BBIXOJHOTO KOHTPOJIS MEIUIIMHCKOTO M3JEIHs, a TaKkKe K
MOCTIPOJIAXKHOMY  MOHHMTOPHHTY, HEOOXOIMMBIX Il oOecreueHuss O€30MacHOCTH |
3G (HEeKTHBHOCTH MEIUIIMHCKOTO U3/IEIHS;

BBIIYCK B oOOpalieHne HeA00pOKaYeCTBEHHOIO MEAMIIMHCKOTO U3JEeNHUs B TEUYECHUE
OTUETHOIO IepuoAa. B ciydae eciu npoM3BOAUTENIEM MEIMULMHCKOIO M3ZENNsS IPOBEIAEHO
BHEIJIAHOBOE MHCIIEKTUPOBAHME MPOU3BOCTBA B IIENIAX MOATBEPKACHUS YCTPAHEHUS NPUYHH,
KOTOpBIE TPHUBEIM K BBIIYCKY HEIOOPOKAYECTBEHHOTO W3/EHs, MOBBIIAIOIINNA Oamn He
HAYHCISAETCS.

IIpu 3TOM K OLIEHKE, IOJTyYeHHOU Ha | aTane, 11 KaKaoro HECOOTBETCTBUS Hauucisercs 1
oanm.

IV. ®opma npeacraBiieHUs Pe3yJbTaTOB HHTEIPAJIbHOH OLIEHKHU CTENCHU 3HAYMMOCTH
HECOOTBETCTBHUH

Pe3ynbTaThl MHTErpaTbHOMN OIICHKU CTENEHH 3HAYMMOCTH HECOOTBETCTBUS MTPEICTABIISIOTCS
B BHUJIE TaOJIUIIBI:

| | HecooTsercTBHE | I'pananust HECOOTBETCTBHSA
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II sTan npu BeITyCKe
II atan npu oTcyTCTBUM

Ne HEI0OpOKAYECTBEHHOTO [CyMMAapHBIi 0aut 1o
I oram, 6aymut | TOKyMEHTHPOBAHHBIX
n/m MEIUINHCKOTO U3/EJHs, | HECOOTBETCTBHIO
MIPOIIECCOB, OaT
6amn
1
2

WroroBerit Oaymt:

WHucniektupytomasi opraHu3anisi He JOJDKHA BBIHOCHTH TOJOXKHTEIBHOE 3aKIIOYCHUE O
COGHIO,Z[QHI/II/I MPOU3BOAUTCIIEM MCIUITUHCKOT'O U3CTINA HACTOAIINX Tp660BaHHﬁ, €CJIN OAHO NI
OoJiee HapyIICHHH OIleHEeHBI Ha 5 1K 6 6aJII0B MK 0oJiee IBYX HApYIICHHUH OIleHEeHbI Ha 4 Oasia.

IIpunoxxenne Ne 4

K TpeboBaHUsAM K BHEAPEHHUIO,

MOIICP>KaHMIO M OIICHKE

CHUCTCMBI MCHCIDKMCHTA Ka4€CTBa
MCIUIIMHCKHUX I/IBZ[CJ'II/Iﬁ B 3aBUCHUMOCTH
OT MOTCHIHUAJIBHOI'O pHYCKa UX NIPUMCHCHUA

OTYET

(bopma)

0 pe3yjabTaTax NePBUYIYHOI0 HHCIICKTHPOBAHMSA MTPOU3BOACTBA

Homep oTuera

Opranu3anus, IPOBOAUBIIAS HHCIIEKTUPOBAHKUE IPOU3BOJICTBA (IIOJHOE U COKpAILEHHOE
(Ipy HaNIMYKMK) HAUMEHOBAHHUS IOPUIMUECKOT0 JIHLA (B TOM 4YHcIie pUpPMEHHOE
HavMEHOBaHUE), OpPraHU3alMOHHO-IIpaBoBast JopMa M ajipec (MecTo HaXOXKICHHs!))

I/IH(i)OpMaIII/Iﬂ O NPOU3BOAUTEIIC MECAUITUMHCKOTO U3JACIINUS:

3.1

[lonHOE M COKpAalICHHOC (HpI/I HaHI/I‘II/II/I) HaUMCHOBAaHUA IOpUANYCCKOTO JIrla (B TOM
YHCJIC (1)I/IpMeHHO€ HaI/IMeHOBaHI/Ie), OpraHrn3aliuOHHO-IIpaBOBast (1)opMa u aapec (MCCTO
Haxomuem/m), KOHTAaKTHas I/IH(I)OpMaIII/Iﬂ

32

OpFaHI/I?)aIII/IOHHaH CTPYKTypa U B3aPIMOL[eI710TBPI€ C IOpUIUYCCKUMU JIMIaMU B paMKax
CUCTCMBI MCHCIDKMCHTA KQa4CCTBA MCIOUIIMHCKNX W3ICTTHIA

3.3

[NepedeHb MPOU3BOICTBEHHBIX IUIOIMIAIOK (C YKa3aHUEM UX a[[PECOB U POU3BOUMBIX
MEIUIIMHCKHUX U3EHiA, IPUMEPHOI YMCIEHHOCTH COTPYAHUKOB, YUYaCTBYOIIHX B
polieccax B paMKax OLEHMBAEMOM CUCTEMbI MEHE/PKMEHTA KaueCTBa, a TAKKe
KOHTaKTHOHW WH(OpMAIINHN)

34

[TepeueHb TPOM3BOIUMBIX MEAUIMHCKIX M3ACIHN, PeTHA3HAYEHHBIX U OOpaIeHUS B
[pamMkax EBpa3uiicKoro 3k0HOMHYECKOTO COI03a

3.5

[lepeuens rpymil (TOATPYIIN) MEAUIUHCKUX U3IEIHH, B OTHOIICHUH KOTOPBIX
MIPOBOIUTCS MHCIIEKTUPOBAHHUE POM3BOCTBA, COTTIACHO 3asBKE MPON3BOIUTEIIS
MEIUIIUHCKOTO M3/1eius (C yKa3aHHeM WHPOPMALUHU O BKIFOUCHUH (HEBKITIOUCHUN )
[POIIECCOB MMPOSKTUPOBAHMUS U pPa3pabOTKU B 00JIACTh HHCIICKTUPOBAHHMSI IPOU3BOJICTBA)

3.6

[lepeueHb KPUTUYECKUX MOCTABUIUKOB (C yKa3aHUEM HX aJpPECOB, IOCTABISIEMBIX
M3/1€IMH MM OKa3bIBaEMBbIX YCIIYT, @ TAK)KE€ KOHTAaKTHOM MH(OpMAIHK)

Mudopmanys 06 MHCIEKTUPOBAHUY ITPOU3BOICTBA:

4.1

I[aTLI MPOBCACHUA NHCIICKTUPOBAHUS MTPOU3BOACTBA, B TOM YHUCJIC AAThl BBIC3AHBIX
I/IHCHCKHI/Iﬁ IMPOU3BOACTBA KaKAOI'0 MMPOBEPEHHOI'O 00BeKTa

4.2

CocraB MHCIICKIIMOHHOHN IpyMITbI (C yKa3aHueM (DyHKLUI YJICHOB I'PYIIIbI, a TAKXKE
CBEJICHUH 00 y4acTBOBABILIMX IEPEBOUUKAX M 00 HHCIIEKTOPax (IKCHepTax), eciiu
[TaKOBBIE IIPHCYTCTBOBAJIN)

43

[Lnan TMPOBCACHUS MHCIICKTUPOBAHUSA ITPOU3BOACTBA

IPe3yibTaThl HHCIICKTHPOBAHUS IPOU3BOICTBA (110 KAXKIOMY MPOBEPEHHOMY OOBEKTY):

5.1

O6H16€ OIIMCAHUC HpOBepHeMOﬁ JACATCIBbHOCTHU U (I/IJ'II/I) TCXHOJIOT'MYCCKUX MPOLECCCOB

5.2

CDaMI/IJ'II/II/I, HMCHA, 0TYCCTBA (HpI/I HaHI/I‘lI/II/I) 1 JOJDKHOCTH OIPOMICHHBIX JIMI]
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5.3 |HaumeHOBaHMS MEAMIMHCKUX U3ICIHUIA, BEIOPAHHBIX I IPOBEPKU B KAUCCTBE

[peICTaBUTEIBHBIX 00pas3IoB, a TaKXkKe 000CHOBAHKE IAHHOT'O BBIOOpA

5.4 [Tunsl U KOJIMYECTBO MPOBEPEHHBIX TOKYMEHTOB U 3alUceil

5.5 [[lepeueHb BBISIBICHHBIX HECOOTBETCTBUI CHCTEMbI MEHE)KMEHTA KaueCTBa

MeIUIUHCKIX n3ennid TpeOoBaHUAM K BHEIPECHUIO, MIOAICPKAHUIO U OIICHKE CUCTEMBI

MEHEPKMEHTa KaueCTBa MEAULIMHCKUX U3ICJIMI B 3aBUCUMOCTH OT IIOTEHI[UAIHEHOTO
WCKa UX MPUMEHEHHUS

5.6 [MudopManst 0 HECOOTBETCTBUSX, YCTPAHCHHBIX B MPOICCCE HHCIICKTUPOBAHHUS

[TPOM3BOJICTBA, & TAKXKE O CPOKAX MPOBEACHUS KOPPEKTUPYIOIINX ACHCTBUN B

OTHOIIICHUY HEYCTPAHCHHBIX HECOOTBETCTBUI U (pOpMax MOATBEPIKACHUS TPOBEICHHUS

TaKuX JAeWCTBUN (TIPECTaBICHNE TIOTBEPKIAIONICH TOKYMEHTAN I TIPOBEepKa Ha

MecTax)

6 BeIBOIBI:

6.1 [3axmrodeHne 0 COOTBETCTBUH (HECOOTBETCTBUH) CHCTEMbI MEHEDKMEHTA KauecTBa
MEIUIIMHCKUX U3JIeIHA TpeOOBAaHUAM K €€ BHEIPEHUIO (C yKazaHneM WH(HOPMAIIIU O
BKIIFOUECHUH (HEBKJIFOUCHNH) B 00JIACTh MHCIICKTUPOBAHUS IIPOU3BOICTBA MPOIIECCOB
[POEKTHUPOBAHKS M Pa3pabOTKH [yisl IPOBEPEHHBIX Py (OATPYIIN) MEIULIUHCKUAX
M3 1eTIHi)

7 |®amunuu, uMeHa, otdecTBa (MPY HAIMYNHN) U JOJDKHOCTH HHCIIEKTOPOB

8 [[Mommucy, mevyath (MIpH HAJTHYHUHN)

TIpunoxenne Ne 5

K TpeOGoBaHMIM K BHEIPCHHUIO,
MOJIJICPIKAHHIO U OTICHKE

CHUCTEMBI MCHE/DKMEHTA KaueCcTBa
MEIUIMHCKAX U3JICITUI B 3aBUCHMOCTH

OT TIOTEHIIHATLHOT'O PUCKA UX TPUMEHECHUS

TPEBOBAHUS
K COJEPKAHUI0 TEXHUYECKOro (paiijia Ha MeIMIIUHCKOe U3/e/He 1JI5 JMArHOCTUKM in vitro

I. O6mue TpedOBaHUSA K COAEPKAHUIO TEXHUYECKOT0 (aiiyia HA MeTUIIUHCKOE U3/1eue IS
MMATHOCTHKHM in vitro

1. Texuuueckuil ¢ailn NOMKEH coiepKaTh CIEAYIONUYI0 HH()OPMAIUMIO O MEIUIIMHCKOM
W30EJIUU I UarHOCTUKY 1n Vitro:

a) HAaMMEHOBAHUE U3]ICIIHS;

0) BUJ W3JIeHs B COOTBETCTBUM C HOMEHKIIATypOil MEAMIIMHCKUX U3AENUl, TPUMEHIEMOMN
B paMKax EBpa3uiickoro 5KOHOMHUYECKOIO COI03a;

B) KJJacC TMOTEHLMAJIBHOTO pPHCKAa NPUMEHEHUS U NPUMEHUMbIe KiacCU(pUKALMOHHbIE
mpaBmiia B COOTBETCTBUU ¢ [IpaBumamu knaccudukanuy MEANIIMHCKIX U3/ICTUI B 3aBUCUMOCTHU
OT MOTEHIMAIBHOTO pUCKA MPUMEHEHHUs, yTBepxkAeHHbIMU Pemennem Komternu EBpasuiickoit
AKOHOMHYECKOI Komuccuu ot 22 nexadps 2015 . Ne 173;

') Ha3HAYCHUE U3JICIHS, B TOM YHUCIIe (€CITU TPUMEHUMO):

OIHMCaHUE IIeJIEBOTO aHAJNTA, BKIII0Uasl yKa3aHUe Ha KAYeCTBEHHBIH, OTyKOJINIECTBEHHBIN
WJIM KOJTMYECTBEHHBIHN BUJI OTIPEIeNICHUS;

(yHKIHMOHATBLHOE HA3HAYCHUE;

cnenuduyeckas TATOJIOTHs, COCTOSHUE WM (akTop pucka, i1 OOHApY>KCHHS,
orpeneneHus Wiy 1uepeHIpoBaHNs KOTOPOTO MpeIHa3HAYEeHO U3/IEInE;

THUII aHAJIM3UPYEMOro o0pasia;

MOTEHIIUATbHBIC TTOJIL30BATEIH;

1) OIMCaHKe MPUHIIUITA aHATUTUYECKOTO METOa WU MPUHIUNA 1eHCTBUS Tpudopa;

€) OIMCAaHWE COCTaBHBIX dYacTeld, B TOM 4YHCIE TMEpPeueHb BO3MOXKHBIX BapHAHTOB
WCIIOJIHEHUS] pacCMaTPUBAEMOI0 U3/IENIHS;
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) ONMCaHNe NMPUHAIIEKHOCTEH, NIPYIUX U3/enuil (B TOM YHCIIe MEIULUHCKUX), KOTOPbIE
MPEIoIaraeTcsi UCIoIb30BaTh B COUCTAHNUH C U3JICIIHEM;

3) ONIMCaHME MAaTEpUAIOB MAJIS B3SITUA U TPAHCHOPTHPOBKM OOpPa3LlOB WJIM OMNHMCAaHUE
(XapaKTepUCTUKH) MaTEpUAJIOB, PEKOMEHYEMBIX Ul 3TOU LIENH;

1) Ul QHATUTHYECKOro 000pyI0BaHUS — TEXHUYECKNE XapAKTEPUCTUKH.

2. B cnyyae ucnonbp3oBaHus HHGOOPMAIMK O TOJOOHBIX MITH MPEABLIYIINX MOAU(DUKALIHAAX
MEIULUHCKOTO U3JeNUs Ul TUAarHOCTUKHU In Vitro B LENAX J0Ka3aTelbCTBA COOTBETCTBUS €TO
OOumM TpeboBaHUsAM O6e30MmacHOCTH U () (HEKTUBHOCTH MEIUITMHCKUX U3/, TpeOOBaHUAM K
UX MapKHPOBKE M HKCILTyaTallMOHHON JOKYMEHTALlMU Ha HUX, yTBepkAeHHbIM Pemennem CoBera
EBpasuiickoii sxoHOMHuYeckol komuccun OT 12 c¢eBpans 2016 . Ne27 (mamee — OOume
TpeboBaHus 6e30MmacHOCTH U A (PEKTUBHOCTH ), TEXHUICCKUN (haiiia JOIKEH COAepKATh KPaTKOe
OIHCaHHE:

a) MPeIbIIY X MOAU(GUKAIIUN paccMaTpUBAEMOT0 U3Ieus (TIpU HAJTUIHH),

6) mog00HBIX MOAU(DUKALIMI MEAUITUHCKUX U3JICNINI, HAXOIAIIMXCS B OOPAIIEHUH B paMKax
EBpa3uiickoro 5KOHOMHUYECKOT0 CO03a M Ha MEKAYHAPOIHBIX PhIHKAX.

I1. ConpoBoauTenbHast HHpOpMaLHs

3. Texauyeckuii (aityr JOKEH COMEePKaTh:

a) JaHHbIE O MAapKHPOBKE MEAMIIMHCKOTO HW3JENUs JJs JUArHOCTUKU in Vitro U ero
YIaKOBKH;

0) MHCTPYKIHIO 10 TPUMEHEHUI0 (IKCIUTYaTaIMOHHYIO IOKYMEHTAIMI0) MEIUIIUMHCKOTO
W3ENUs ISl IMArHOCTUKH in Vitro (Tpy HAJIMYKWK).

II1. CBenennsi o coorBercTBUM O0mIUM TpeGOBaHUAM 0e30MACHOCTH U IPPEKTHBHOCTH

4. Texunueckuit (aity JOHKEH BKIIOYATh B CeOS KOHTPOJIBHBIM MEpPEeYeHb COOTBETCTBHS
OOuM TpeboBaHUsAM 6e30macHOCTH U 3()(HEKTUBHOCTH corjacHo nmpuioxenuto Ne 2 k O0umm
TpeboBaHUSIM 0€30MaCHOCTH U 3P(HEKTUBHOCTH.

IV. Pe3yabTaTsl aHAIM3a U YIIPABJICHUA PUCKOM

5. Texauveckuid  ¢daiim  JTOJDKEH  COAEpXaTh  KpaTKWM  TEPEYeHb  PHCKOB,
I/I,Z[GHTI/I(I)I/II_[I/IpOBaHHBIX B MMPOLECCC aHAJIM3a PUCKOB, U OIMMCAHUC CHOCO6OB YOpaBJICHUA 3TUMU
PUCKaMU B EJIAX CHIXKEHHUS UX IO TOITYCTUMOTO YPOBHSI.

V. IIpoekTHpOBaHUE U Pa3padoTKa MeIMUMHCKOT0 U3/1eJHs ISl JTUATHOCTUKM in vitro

6. Texauyeckuid Qaitn NOMDKEH cojepkarh HWHGOpPMAIMI0O 00 OCHOBHBIX CTaIUsIX
MPOSKTUPOBAHMSI PACCMATPUBAEMOTO MEIUIIMHCKOTO U3IENHS ISl TUAarHOCTUKY in vitro. JlanHas
nH(popMaIus MOXKET OBITh MTPEACTABICHA B BUIE OJIOK-CXEMBI IPOIIECCOB.

VI. IIpou3BoaACTBEeHHBIE PO ECCHI

7. Texandeckuii (haiis1 J0HKEH coAepKaTh HH(HOPMAITHIO O IPOU3BOICTBEHHBIX MPOIEccax,
B TOM YHCJIE O MPOU3BOJICTBE, COOPKE, 3aKIIOYUTEIHHBIX UCIBITAHUSIX MEIUIIMHCKOTO U3/EIHS
JUTS. IMArHOCTHKH in Vitro ¥ OKOHYATEIbHOW YITAaKOBKE TOTOBOTO MEIUITMHCKOTO W3JICIHS IS
JIMArHOCTHKY in vitro. JlanHas mHGOpMaIs MOXKET OBITh MpEACTaBleHA B BUAC OJIOK-CXEMbI
MIPOIIECCOB.

VII. IIpou3BoacTBEeHHBbIE IJIOMIAIKHA

8. Texanueckuit (hais1 JOKEH COMEPkKATh CBEICHUS O TPOU3BOCTBEHHBIX IUIONIAIKaX, HA
KOTOpBIX OCYH_IGCTB.H}IGTCH HpOI/ISBO,Z[CTBO paCCManI/IBaeMOI‘O MCAUIIUMHCKOIo wHu34CIusg dJIsd
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JTMAarHOCTHKHY in vitro. Eciii B OTHOIIEHHH NaHHBIX IUIOMAI0OK UMEIOTCS CEPTHPHUKATHI CUCTEMBI
MCHC/DKMCHTA KauceCTBa WM PABHOLCHHBIC JOKYMCHTBI, TO HX KOIOHWH HpUIIAraroTCiad K
TeXHUYECKOMY (aiy.

VIII. /leiTeJIbHOCTH 10 BepU(PUKALMU U BATUAALNH

9. Texauveckuid Gala TOJDKEH COIep)KaTh CIEAYIOIIME CBEICHUS W JIOKYMEHTHI IO
BepUPUKALMKA U BAIHJIAIUU, KOTOPHIE HCIOIB30BAINCH JUIS JOKA3aTEIbCTBA COOTBETCTBUS
MEIUIIMHCKOTO M3ACIUs JUIsl JUArHOCTHKH in vitro OOmuM TpeOoBaHMsIM O€30MacHOCTH |
3¢ (HEeKTHBHOCTH:

a) MepeyeHb MPUMEHSIEMbBIX MPOU3BOIUTEIIEM MEIUITMHCKOTO U3/IEHS CTaHIapTOB;

0) pe3ysbTaThl UCTIBITAHUH B UCIIBITATENBHBIX Ja0opaTopusix (LeHTpax);

B) pe3yJIbTaThl Ja0OPATOPHBIX U (MJIH) 3aBOACKUX UCIIBITAHHM;

) JIeKJIapalid O COOTBETCTBUM CTAaHIApPTaM W3 TIEPeYHs CTaHAAPTOB, B pe3yibTare
MIPUMEHEHUsI KOTOPBhIX Ha JTOOPOBOJIBHON OCHOBE TOJHOCTBIO HJIM YACTUYHO OOECIeYnBaeTCA
COOJIIOJIEHNE COOTBETCTBHUS MEIUIMHCKOTO M3AEINS JUIS JHArHOCTUKHA 1n  vitro OO0mmm
TpeboBaHUsIM 0€3011acHOCTH U 3 (HEKTUBHOCTH;

1) IeKJIapalid O COOTBETCTBUU CTaHAApTaM, KOTOpbIE HE BKIIIOYCHHI B YKa3aHHBIH B
MTOAMYHKTE «T» HACTOAIIETO MyHKTAa MepedeHb (C 000CHOBAaHNEM MX MPUMEHEHHS ),

€) 0030p omyOIMKOBAaHHBIX JHUTEPATYpHBIX HCTOYHMKOB B YaCTH, Kacaromeics
paccMaTpuBaeMOro MEAMIIMHCKOTO W3ACIUs JJId JIWAarHOCTHKM 1In  Vitro WIM TOJO0OHBIX
MEIUIIUHCKHUX U3ICIIHIA;

K) KIMHUYIECKOE JOKA3aTebCTBO 3(PPEKTHBHOCTH U 0€30MMaCHOCTH METUIIMHCKOTO W3 ICITHS
JUISL JUATHOCTHKU 1n Vitro.

10. Texaudeckuit (aitm JOKEH COAEpPXKaTh CIACAYIOIINE CBEACHUS 00 aHAIMTHYECKOU
3¢ (HEeKTHBHOCTH MEIUIIMHCKOTO U3IEIUS TSl TUATHOCTHKY in Vitro (eciu mMpuMEHHUMO):

a) aHAJIMTUYECKAsl 9yBCTBUTEIBHOCTH (ITOPOT OOHAPYKEHHUS );

0) aHanuTUYeCKas CIeU(PUIHOCTB;

B) IPaBUJILHOCTH OTIPEJICIICHHU;

r) cirydaiiHas omuoKa;

1) TaHHBIE O METPOJIOTHYECKOW TMPOCICKUBAEMOCTH 3HAUYCHUH KaIUOpaTopoB |
KOHTPOJBHBIX MaTEPHAJIOB;

€) laHHbIe 00 aHaJUTHYCCKOM [Hala3oHe (AMarma3oHe JIUHEHHOCTH — ISl JIMHEWHBIX
AHATUTUYECKUX CUCTEM), a TAK)KE OMMCAHUE METOJIOB ONPEICTICHUS XapaKTEPUCTHK;

’K) TaHHBIE 00 OMpENEICHUU «TOYKH OTceukm» (cut-off), BKiIIOWas omucaHue aeTanei
METO/1a OTIPEICTICHUS XapaKTePUCTHUK;

3) MOMYJISIIIUOHHBIE (IeMOoTpadUUeCcKue) aCIIEKThI MPUMEHEHUSI MEAUITUHCKOTO U3ICITHS TS
JNUArHOCTHKH 1n Vitro.

11. Texaudeckuit aitn JOIKEH COACPIKATh CBEJICHUS O HAyYHOH 00OCHOBAaHHOCTH aHAJIUTa
(eciii MPUMEHUMO).

12. Texaudeckuii ¢aia TODKEH CONEpKaTh CBEACHHUS O KIMHUYECKON 3(PGhEeKTHBHOCTH
MEAUIIMHCKOTO M3AENUs JJIs JUATHOCTHKH in Vitro, B TOM 4Yucie (€CIU MPUMEHUMO) JaHHBIE O
JTUArHOCTUYECKOW YyBCTBUTEILHOCTH M TUATHOCTHYECKON CTICIIM(UIHOCTH.

13. Texunueckuid ¢aitl AODKEH conepKaThb JaHHBIE O CTAOMIBHOCTH MEIMIIMHCKOTO
W30eNus Ul QUAarHOCTUKY 1n Vitro.

14. B ciydyae ecnmu MEAWIIMHCKOE H3JAENHE ISl JUATHOCTHKHU in Vitro BBITYCKaeTCs B
CTEPWJIBHOM BHJIC, TPUBOJIUTCS OMMCAHUE METO/A CTEPUIIN3AINH, BKITFOYAs OTYET O BaJUAIIUU B
OTHOIICHUH TIPOIECCa CTEPHIIN3AIINH.

15. Texaudeckuit (a1 JOMKEH BKIIOYATh B Ce0S KPATKOE H3JIOKEHUE DPE3yIhbTaTOB
JEeSITeNbHOCTH 10 BEepUPUKAIMK U BaIHAALUK MPOrPaMMHOTO OOECTICUeHUs, BHITIOJTHEHHON B
OpraHu3aIU-TIPOU3BOIUTETIE.

IIpunoxxenne Ne 6
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K TpeboBaHMIM K BHEIPECHHUIO,
MOJIJICPIKAHHIO U OTICHKE

CHUCTEMBI MCHE/DKMEHTA KaueCcTBa
MEIUIIMHCKUX M3/ B 3aBUCUMOCTHU

OT TIOTEHIIUATLHOTO PUCKA UX TPUMEHECHUS

(bopma)

OTYET
0 pe3yJbTaTax MepuoAu4IecKoro (MJIaHOBOr0) MHCIEKTHPOBAHUS MPOU3BOACTBA

Homep oTuera

Opranusanusi, IPOBOANBILAS MHCIIEKTHPOBAHHUE TIPOU3BO/ICTBA (IIOJIHOE M COKPAIEHHOE
(TIpM HAJIMYHMK) HAMMEHOBAHUS FOPHIMYECKOTO JHLa (B TOM unciie GupMeHHOe
HaMMEHOBAaHHUE), OPraHU3aLMOHHO-TIPaBOBas (hopMa U ajipec (MECTO HaX0XKICHUs))

I/IH(l)OpMaIII/IH 0 NPOU3BOJAUTECIIC MCIUITUMHCKOT'O U3JACIINA:

3.1

[MoxHOE M cokpanieHHOe (IIPH HAIMYMH) HAMMEHOBaHHS I0PUANYECKOr0 JIUIA (B TOM
qucie pUupMEeHHOE HAaMMEHOBAaHHUE), OpPraHU3allMOHHO-IPaBOBast JopmMa M azpec (MecTo
HaX0XJICHHUS1), KOHTaKTHast HH(popMauus

32

OpFaHI/ISaHI/IOHHaﬂ CTPYKTypa u BSaHMOHGﬁCTBHC C OPpUINYCCKUMU JIMLIAMU B paMKax
CHCTEMBI MCHCDKMCHTA Ka4€CTBA MCIUITMHCKUX I/IS,Z[CHI/II‘/'I

33

[MepeueHb TPONU3BOICTBEHHBIX IJIOMIAIOK (C yKa3aHUEM HX aJPECcOB, IPOU3BOIUMBIX
MEIUIIMHCKUX U3/ISIHHA, TPUMEPHOIN YHCIEHHOCTH COTPYAHUKOB, YYaCTBYIOIIHX B
mporieccax B paMKax OLIEHHBAEMOM CUCTEMbI MEHE/PKMEHTA KaueCTBa, a TAKIKe
KOHTaKTHOUW MH(MOpMAIINN)

34

[MepedeHb MPOU3BOIUMBIX MEAUIIMHCKHUX M3ACIUH, HAXOIAIINXCS B 0OpalleHny B
aMmkax EBpa3uiickoro 3KOHOMHYECKOTO COI03a

3.5

[Mepeuens rpymm (MOATPYIIN) MEAUIIMHCKIX M3/ACTHNA COTJIACHO paHee BBIIAHHOMY
BaKIIIOYCHUIO O COOTBETCTBUHM (C YKa3aHHEM HH(POPMALIUH O BKIFOUCHHH (HEBKIIIOUCHUN )
IPOIIECCOB MPOCKTUPOBAHKS U pa3pabOTKU B 00JIACTh MHCIICKTUPOBAHMsI POU3BOJICTBA)

3.6

HepequL KPUTUYCCKUX MOCTABIIUKOB (C YKa3aHUCM UX aJpe€COB, MMOCTABISICMBIX
I/I3[leJ'II/II7[ HJIK OKa3bIBACMbIX YCIIYT, d TAKKC KOHTaKTHOI I/IH(I)OpMaIII/II/I)

Mudopmanns 06 MHCIEKTUPOBAHUH POU3BOJICTBA:

4.1

I[aTI)I MPOBEACHUS UHCIICKTUPOBAHUSA ITPOU3BOACTBA, B TOM YHMCJIC AaThl BHIC3AHBIX
I/IHCHGKIII/Iﬁ IMPOU3BOJACTBA KaKIAOI'0O MPOBEPECHHOI'O 00BeKTa

4.2

CocTaB MHCIIEKIIMOHHOW IpyMIIbl (¢ yKa3aHHeM (yHKUUIT YICHOB IPyIIbI, a TAKXKE
CBeleHMH 00 y4acTBOBABILMX IIEPEBOIUMKAX M 00 MHCIIEKTOPAX (IKCIIEPTax), €Cin
[TAaKOBBIE NPHCYTCTBOBAJIH)

43

[L1an MPOBCACHUA MHCIICKTUPOBAHUS MTPOU3BOACTBA

PeSyHLTaTI)I HWHCIICKTUPOBAHN MPOU3BOACTBA (HO KaXXJOMY IIPOBCPCHHOMY 06”I)CKTy)Z

5.1

0611166 OIIKMCaHUC HpOBepﬂeMOﬁ ACATCIbHOCTU U (I/IJ'II/I) TCXHOJOIMYCCKUX MPOLECCOB

52

CDaMI/IJ'II/II/I, HMCHA, OT4YCCTBa (HpI/I HaJ'II/I‘II/II/I) 1 JOJDKHOCTH OMPOUICHHBIX JIMI]

5.3

HauMeHoBaHMS MCIUIMHCKHUX I/I3ZleJ'H/II71, BLI6paHHLIX JJIA IDOBEPKU B KA4YC€CTBE
MPEACTABUTCIbHBIX o6pa3u013, a Tak:ke 000CHOBaHHE JaHHOI'O BI)I60pa

54

THIBI ¥ KOJTUYECTBO IPOBCPCHHBIX JOKYMCHTOB 1 3anucei

5.5

HepequL BBISBIICHHBIX HECOOTBETCTBUM CUCTEMBbI MCHC/PDKMCHTaA Kau€CTBa

MCIUITWMHCKHX I/IS,HG.HI/Iﬁ Tp€60BaHI/I$IM K BHCAPCHUIO, MOAACPIKAHUTIO U OLICHKE CUCTEMbL

MCHC/DKMCHTA Ka4€CTBA MCAUIIMHCKHX I/I3LleJ'II/II71 B 3aBUCHUMOCTHU OT INIOTCHIHAJIBHOI'O
MCKa UX NMNPUMCHCHUS

5.6

Mudopmarus 0 HECOOTBETCTBHAX, YCTPAHSHHBIX B MPOIIECCE HHCIICKTHPOBAHUS
ITPOU3BOJICTBA, & TAKIKE O CPOKAX MPOBEJCHUS KOPPEKTUPYIOIINX CHCTBUN B
OTHOIICHHH HEYCTPaHEHHBIX HECOOTBETCTBUI U (hopMax MoATBEPIKACHHS POBEIACHUS
TaKUX JeHCTBH (MIpecTaBieHHE MOATBEPIKAAONICH JOKYMEHTALMH HITH [TPOBEpKa Ha
MecTax)

5.7

Mudopmarius o paHee BbISBICHHBIX HECOOTBETCTBUSIX M PE3yJIbTaTaX MPOBEACHUS
KOPPEKTHPYIOMHX ¥ (WIJIH) IPEIYyNPEHKTAOIMNX NSHCTBUN

IBEIBOBI:

6.1

3aKIr0YeHHe 0 COOTBETCTBHH (HECOOTBETCTBHH) CUCTEMBI MEHEPKMEHTA KaueCcTBa
MEIMIIMHCKUX M3ACIHI TPeOOBAHIMSIM K €€ MOAACPKAHUIO B AKTYAIbHOM COCTOSIHUU

[Damumry, IMEHa, 0TYeCTBa (TIPU HAJTMYUH) ¥ TOJHDKHOCTH MHCIICKTOPOB
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| 8

|H0,HHI/ICI/I, nieyats (pH HAJIMYHHN) |

TIpunoxenue No 7

Kk TpeboBaHUSIM K BHEJAPEHHUIO,
MOJI/ICPIKAHMIO U OIICHKE

CHCTEMBI MCHE/PKMCHTA KaueCcTBa
MEIUIMHCKAX U3JICITUI B 3aBUCHMOCTH

OT TIOTEHIIHATLHOTO PUCKA UX TPUMEHECHUS

(bopma)

OTYET
0 pe3y/IbTaTaX BHEIJIAHOBOI'0 HHCIIEKTHPOBAHHUSA NPOU3BOACTBA

Homep oTuera

Opranu3anusi, MPOBOANBINAS MHCIIEKTHPOBAHKUE IPOU3BO/ICTBA (IIOJIHOE M COKPAIIEHHOE
(TIpY HATMYIWHN) HAWMEHOBAHUS FOPUIUIECKOTO JUIA (B TOM ducie GUpMEHHOE
HauMEHOBAHNE), OPraHU3AIMOHHO-TIPaBoBas popma u agpec (MECTO HAXOXKICHH))

MubopManms 0 MPOU3BOAUTEIEC METUITUTHCKOTO M3ICITHSI:

3.1

[TostHOE W cokpateHHoe (TPH HATUYMN) HANMEHOBAHUS IOPHINYECKOTO JTUTIA (B TOM
quciie GupMEHHOE HAMMEHOBaHHUE), OpTraHU3allMOHHO-TIpaBoBas (hopma 1 aapec (MecTo
HaXO0XICHHS), KOHTAKTHAsI HHQOPMAaITH

32

Oprann3annoHHas CTPYKTypa M B3aNMOJICHCTBHE C IOPUINIECKUMH JIUIIAMA B paMKax
CHCTEMBI MEHEDKMEHTA KaueCTBa MEANITHHCKIX M3ACTHN

33

[MepeyeHp TPOM3BOACTBEHHBIX IUIOMIAOK (C yKa3aHHEM UX aJpecoB, IPOU3BOAUMBIX
MEIUIITHCKHUX U3JeJIHH, IPUMEPHOIl YNCIEHHOCTH COTPYAHHKOB, YYaCTBYIOIIHX B
nporeccax B paMKax OLIEHMBaEMOM CUCTEMbI MEHEPKMEHTa KaueCTBa, a TAKKE
KOHTaKTHOW MH(OpMaLIK)

34

[MepeyeHb TPOU3BOIUMBIX MEAUIIMHCKUX H3JICIIAN, HAXOASIIUXCS B OOpaIlCHUH B
aMkax EBpasuilckoro S5KOHOMHUYECKOTO COI03a

3.5

HepequL rpymni (HOL[prHH) MCIUIIMHCKHX I/I3[[6J'II/II71 COTJIaCHO paHE€ BbIIAHHOMY
BAKJIIOYCHHUIO O COOTBCTCTBHUU (C YKa3aHuCM I/IH(i)OpMaIII/II/I O BKIIIOYCHHHU (HCBKJIIO‘{CHI/IPI)
IMPOLECCOB MPOCKTUPOBAHMS U pa3pa60TKH B 00J1aCTh HMHCIICKTUPOBAHHUA HpOPI?,BO,HCTBa)

3.6

[MepeyeHb KPUTUYECCKUX MMOCTABIIMKOB (C YKa3aHHEM KX aJ[PECOB, TOCTABIIEMBIX
M3eJTNH WM OKa3bIBAEMBIX YCIIYT, a TAK)Ke KOHTAKTHONW MH(OPMAIIHH)

Mudopmanms 06 MHCTIEKTHPOBAHUU TTPOU3BOJICTRA!

4.1

J{aTpl MpoBeICHUS] MHCTIEKTUPOBAHUS IPOU3BOICTBA, B TOM YHUCJIE AATHI BBIE3IHBIX
MHCTIEKIMH TPOU3BOACTBA KAXKIOTO MPOBEPEHHOTO 00BEKTa

4.2

CocraB MHCTIEKIIMOHHOW TpyMIibl (¢ yKa3aHHeM (yHKIHU YICHOB IPYIIIbI, 8 TAKXKE
cBeZieHUT 00 y4acTBOBABIIIMX MEPEBOMYNKAX M 00 MHCIIEKTOPAxX (IKCIEepTax), €Ciiu
[TAaKOBBIE MPHCYTCTBOBAJIH)

43

HQHB 1 3aJ1a41 HHCIICKTUPOBAHUA ITPOMU3BOJICTBA

44

Coneprxanue u 00beM HHCTICKTUPOBAHUS IIPOU3BOJICTBA

Pe3ynpTaThl HHCIEKTHPOBAHMUS IIPOU3BOACTBA JJISI K&KIOTO IPOBEPEHHOTO OOBEKTA:

5.1

0611166 OIIKMCaHUuC npOBeps{eMoi/i JACATCIBbHOCTU U (I/IJ'II/I) TCXHOJIOTMYCCKUX MPOLECCCOB

52

cDaMI/IJ'H/II/I, HMCHA, OTYCCTBa (HpI/I HaJ'II/I‘II/II/I) 1 JOJDKHOCTH OMMPOMICHHBIX JIMI]

5.3

HauMeHoBaHMS MCIUIMHCKHUX I/I3ZleJ'II/II7[, BLI6paHHLIX JJIA IDOBEPKU B KA4YCCTBE
MPEACTAaBUTCIIbHBIX 06pa3u013, a Tak:ke 000CHOBaHHE JAaHHOTI'O BLI60pa C YUCTOM LICJIN
IMHCIICKTUPOBAHUS MTPOU3BOACTBA

54

THIBI ¥ KOJTUYECTBO IPOBCPCHHBIX JOKYMCHTOB 1 3amucei

5.5

HepequL BBISABJICHHBIX Hapymeﬂnﬁ 1 HECOOTBETCTBHUM CUCTEMBI MCHCIP)KMCHTA
KauC€CTBa MCIULIMHCKUX I/I3[[6J'II/II71 Tpe60BaHI/IHM K BHCAPCHHUIO, IMOAJACPIKAHUTIO U OLICHKE
CHCTEMBI MCHCPKMCHTA Ka4€CTBa MCIUIIUHCKUX I/IS,IICJH/Iﬁ B 3aBUCUMOCTH OT
MOTCHIIMAJIBHOI'O PUCKA MX TPHUMCHCHUA

5.6

Mudopmanys 0 HApYIICHAAX, YCTPAHEHHBIX B MIPOIecce HHCIICKTHPOBAHUS
IIPOU3BOJICTBA, a TAK)KE O CPOKAX IPOBEICHUS KOPPEKTUPYIOMINX AeHCTBUI B
OTHOIICHUH HEYCTPAHCHHBIX HAPYIICHUH U (hopMax MOATBEP)KACHUS MPOBEICHIS TAaKUX

[eficTBUH ¢ yUeTOM IIeTTH HHCIEKTHPOBAHUS POU3BOICTBA
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6 [BbiBoub:
6.1 BakirodyeHne 0 COOTBETCTBUU (HECOOTBETCTBHH) CUCTEMBI MEHEDKMEHTA KadeCcTBa
MEIMIIUHCKUX U3CH TPeOOBAaHUIM K €€ BHEPCHUIO U MOICPKAHUIO B aKTyaJIbHOM
COCTOSTHMM C YYETOM 11€JIM MHCIEKTUPOBAHUSI IPOU3BOJICTBA
7 |®amunuu, uMeHa, oT4ecTBa (IIPU HAUYKHN) U JTOJDKHOCTH WHCIICKTOPOB
8 |[Moamucu, nevyats (IpU HATUYWH)

[Tpunoxxenue Ne 8

K TpeboBaHMsIM K BHEJPEHHUIO,
HOJICP>)KaHHIO M OLICHKE

CHCTEMBI MEHE/DKMEHTA KauecTBa
MEAUIUHCKHUX U3IENINi B 3aBUCIMOCTH

OT NMOTEHIMATILHOTO PUCKA X IPUMEHEHHS

O EHKA
CHCTeMbI MEHEIKMEHTA KauecTBA MeINIMHCKUX U3/1e/IHii, MPOBOAUMAS € UCIOJIH30BAHHEM
CPeACTB IUCTAHIIMOHHOTO B3aUMO/Ieii CTBUS

1. lomyckaeTcst MO PELICHUIO YIOJIHOMOYEHHOTO OpraHa MPOBEACHUE OLIEHKU CHUCTEMBI
MEHEPKMEHTa KauyecTBAa MEJUIMHCKOTO M3/ENHNs C NCHOIb30BaHUEM CPEJCTB JHCTAaHIIMOHHOTO
B3aUMOJICHCTBHS (HAapuMep, IOCPEICTBOM BHACOCBSI3M) B COOTBETCTBUH C AKTaMH, BXOASIIIMHU
B paBo EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a, B CICTYIONINX CIyJasx:

a) yrpo3a BO3HHMKHOBCHHS, BOSHHKHOBEHHE W JMKBUAAIMSA YPE3BBIYANHON CHUTyanuu u
(umM)  BO3HMKHOBEHHE  YIpo3bl  PACIpOCTPAHEHHs  JMUIAEMHUYECKHX  3a00JieBaHHIA,
MPEACTABISAIOMNX OMACHOCTh JUISI OKPYJKAIONINX, 3a00I€BaHUN M MOPaKCHUH, MOTYYEHHBIX B
pe3yabTate BO3JEHCTBHA HEOIAroNMpHATHBIX XUMHUYECKUX, OMOJOTHYECKUX, PaJAMAIIMOHHBIX
(hakTOpOB;

0) BOSHUKHOBEHHE  OOCTOSITEJILCTB  HEMPEOJOJIMMONW  CHJIBI  HJIM  OOCTOSITENBCTB,
HE3aBHUCAIINX OT BOJHM CTOPOH, KOTOPBIE HECYT YIpo3y NMPUYMHEHHS Bpeda *KU3HU M 3I0POBBIO
MHCIIEKTOPOB.

2.Ilepen HayanmoM OLEHKM CHUCTEMBI MEHEKMEHTAa KadeCTBa MEIUIIMHCKOTO H3JIEeIus,
MPOBOJIUMON C HCIOJB30BAHUEM CPEACTB TUCTAHLIMOHHOTO B3aUMOICWUCTBUS, MPOU3BOIUTEID
JOJDKEH TIOATBEPAMTh JaHHBIE TeoyioKanuu (IIMpoTa, MJOJNTOTa) MeCTa HaXOXKICHUS
IIPOU3BOICTBEHHOH IIJIOIA IKH.

3. Jlna mpoBeneHHs OLEHKM CHCTEMbl MEHEDKMEHTa KadeCTBa MEAMIIMHCKOTO H3JIeNus,
MPOBOJIUMON C HCIOJIB30BAHUEM CPEACTB MUCTAHLIMOHHOTO B3aUMOICWCTBUS, MPOU3BOIUTEID
IPEIOCTABIACT JOKYMEHTHI M CBE/ICHHS, YKa3aHHbIC B TAOIHIIE.

Tabnuma

IIpu nepuoanueckom
(TUTaHOBOM) MHCIIEKTUPOBAHUH
1. Onmcanune cuCTeMBbI MEHEIDKMEHTA [[TOJIHOE OITMCAHNE CHCTEMBI MCHEDKMEHTa [KpaTKas HHPOpManus o
KauecTBA MCIUIIMHCKUX U3JICIIUNA B [KAYECTBAa MEIUIIMHCKHUX H3JICITHN BHECCHHBIX M3MECHCHUSX CO JHS
3aBHCHMOCTH OT IMOTCHI[UAIHLHOTO MOCJICIHCH WHCTICKIINU
[PUCKa MX IPUMCHCHHUSI B
cooTBeTcTBUM ¢ TpeOoBaHUAMU K
BHE/IPCHHUIO, TIOJICPIKAHHIO U OLICHKE
CHUCTEMBI MCHE/KMEHTA KaueCcTBa
MEIUITMTHCKIX H3IEIAN B
3aBHCHMOCTH OT IMOTEHIIHAIHFHOTO
pYICKa UX IPUMEHEHNS,
yTBepkaeHHbIME Pemenunem CoBeta
[EBpa3uiickoil 5JKOHOMHUYECKOU
komriccuu oT 10 HOstOpst 2017 .

Ne 106

TpeboBanus (000CHOBaHUE) IIpu nepBUYHOM WHCTIEKTUPOBAHUU
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2. Hannuue pa3pemeHus Ha
[POM3BOJICTBO (JINLICH3UH),
BBIJAHHOT'O KOMIIETEHTHBIM OPraHOM
(B ciyyae HaIU4US
COOTBETCTBYIOIINX TPeOOBaHMIA B
3aKOHOJATEIbCTBE)

KOITUU pa3pelieHnii Ha TPOU3BOACTBO
(JIMICH3WIT) ¥ BHECCHHBIX B HUX
M3MCHEHUHN

KOIMHU pa3pelleHui Ha
MPOU3BOJICTBO (JIUIICH3UN) U
BHECEHHBIX B HUX U3MEHEHUI
(3a mocneanue 3 roxa)

3. CBeZieHUs O COTPYAHUKAX,
Y4acTBYIOLIMX B IpoLieccax
OLICHNBAEMOM CHCTEMbI MEHEDKMEHTA
KauecTBa MEAMLIMHCKUX M3ETIHi

cripaBka 0 (haKTUYECKOM YHCICHHOCTU
COTPYIHUKOB, YIaCTBYIOIIHNX B IIPOLIECCAX
OIICHUBAeMOM CHCTEMBI MEHEIKMEHTA
KadecTBAa METUIIMHCKAX W3CITNI

cripaBka O (haKTUUCCKOM
IUCIICHHOCTH COTPYIHHUKOB,
[yIaCTBYIONIUX B MTPOIIECCax
OLIECHHBAEMOI CUCTEMBI
MEHEHKMEHTA KaueCcTBa
MEIUIMHCKUX U3ETUI

4. CBeleHHs 0 MEIUIIMHCKNX
M3ICTUSIX, POU3BOANMBIX
(TUTaHUPYEMBIX K MPOU3BOJICTBY) Ha
[IPOM3BOJICTBEHHOM ILIOIIAIKE

MepedeHh HAMMEHOBaHU N METHIIMHCKAX
31U

repedeHh HauMEHOBAaHUM
MEIUITUTHCKIX M3/ICTHHA

5. Hannuune texaudeckux ¢aiiaos Ha
MeAUIUHCKIE U3IETUs

TCXHUYCCKHEC q)aﬁHI)I B JJICKTPOHHOM BHUJIC
C BOBMO>XHOCTBIO ITIOHCKa

TexXHU4YecKue (aiisl B
PIEKTPOHHOM BUJE C
BO3MOKHOCTBIO TOMCKA

6. Hanuuue otuera o pesynbTarax
[POBEACHUS OPraHOM IO
CepTU(HUKAINA ayJUTa CHCTEMBI
MEHEHKMEHTa KadecTBa
MEIUITUHCKIX M3/ICTHIA U OTYEeTa O
pe3ybTaTax MpOBEICHU
WHCTICKTHPOBAHUS ITPOU3BOJICTBA,
cepTu(dHKaTa COOTBETCTBHSA
ctanaapty [SO 13485 (nmpu Hamuuumn)

KOIMK OTYETa O Pe3yJbTaTax MPOBEJCHUS
OpPTaHOM 110 CepTU(HUKALUH OCIIEAHETO
ayZMTa CHCTEMbI MCHEIKMEHTA Ka4ecTBa
MEIUIMHCKUX U3IEIHN U OTYETa O
pe3ynbTaTax MPOBEACHHS MOCIEIHETO
MHCIICKTHPOBAHUS IIPOU3BOACTBA (C
HOTapHaJIbHO 3aBEPEHHBIM IIEPEBOIOM TIPH
HEO0OXOIMMOCTH), cepTU(HUKATA
cooTBeTcTBUs cTannapty 1SO 13485 (mpu
HATTUYKIH )

KOITUY OTYETa O Pe3yJbTaTax
MPOBEACHUS OPraHOM IO
cepTU(dUKAIIY ITOCIICTHETO
ayIUTa CHCTEMBI MEHEIPKMEHTA
Ka4ecTBa MEIUIIMHCKNX U3ACIHI
M OTYETa O pe3yibTaTax
MPOBEACHUS MOCIEIHETO
MHCIICKTHPOBAHUS
MPOM3BOJICTBA (C HOTAPHUAIBEHO
3aBEpEHHBIM IIEPEBOIOM U
HE0OX0ANMOCTH), cepTUHKaTa
cooTBeTCTBUS cTanaapty ISO
13485 (npu Hasmumum)

7. TpeboBaHus K mporeccam
[POEKTUPOBAHMS U Pa3pabOTKH
CHCTEMbBI MCHEIDKMEHTA KauecTBa
MEIUIIMHCKHX U3JeNHH (Kacce
[OTEHIMAIBHOTO PUCKA TIPUMEHEHUS
3)

CJIe/TyIOLIHE TOKYMEHTHI M CBEJICHUS,
KacaroIuecss MEIUIIMHCKUX U3/ICIUil, B
OTHOIIICHUH KOTOPBIX IPOBOAMUTCS
WHCTIEKTHPOBAHIE MIPOM3BOJICTBA:

a) CBEICHUS O MPOIIeypax
[MPOSKTUPOBAHUS U Pa3pabOTKH (BKIIIOUAs
YIIpaBIIEHUE PUCKAMH);

0) TOKYMEHTBI, OITUCHIBAIOIINE TIPOIIEAYPY
[POCKTHPOBAHUS M OXBATHIBAIOIIIHC
MOJICITEHBIN PSIJT MEUIIMHCKOTO U3JICITHUS;
B) 3aITMCH 110 IPOESKTUPOBAHHIO
MeIMIIMHCKOTO U3AEIHs,
MOATBEPXKIAIOLIIE, YTO MTPOLIETY PhI
[MPOEKTUPOBAHUS U Pa3pabOTKH
YCTaHOBJICHBI M PUMEHEHEI,

T') BXOJHBIE JaHHEIE IpoIiecca
MIPOEKTUPOBAHUS, pa3padOTaHHEIE C
[YIeTOM Ha3HAYCHHUS MEIUIITHCKOTO
M37ICTTNS] 1 COOTBETCTBYIONTNX TOJOXKEHUI
OOuMx TpedoBaHmi 0€30MACHOCTH U
P(h(HEeKTUBHOCTH MEAUIIMHCKIX U3CIIHIA,
TpeOOBaHUIT K MX MAPKHUPOBKE U
PKCIUTyaTallMOHHOW JTIOKYMEHTAIIMK Ha HUX,
yTBepkaeHHbIX Pemenuem Cosera
[EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUU
oT 12 despansa 2016 r. Ne 27 (nanee —
OO6mue TpedoBaHwsl);

) crienuduKay Ha MEIUIIMHCKUE
M3ICTUS B LEJAX MOATBEPKACHUS TOTO, UTO
BBIXOTHBIE TaHHBIE MPOEKTa MEIUIIMHCKOTO

M3 ICIINA, obecreynBaroniie 6€30MacHOCTh

ITOKYMEHTBI U 3aIIHCH,
Kacaroluecss MEAULIMHCKUX
M3CTNi, BBIOPAHHBIX B
Ka4eCTBE IPEACTABUTEIbHBIX
00pasoB
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1 3)QEeKTUBHOCTH METUIIMHCKOTO H3IEIIUS
[pY ero MPUMEHCHHH 10 HA3HAYCHHUIO,
OIIPEICIICHBI,

€) TOKYMEHTHI, IOTBEPIKIAIOIINE, YTO
MESITEIBHOCTD [0 MEHEI[PKMEHTY PHCKa
OIpEICIICHA U OCYIICCTBIICHA, KPUTCPHUU
ITOMTyCTUMOCTH PHCKA YCTAHOBJICHBI
SIBJISTEOTCSI COOTBETCTBYFOIIUMH, JTFO00H
OCTATOYHBIA PUCK OLICHEH M IIPU
HEOOXO0AUMOCTH JIOBEJIEH JI0 CBENECHUS
MoTpeOuTENs B COOTBETCTBUH ¢ OOIIMMH
TpeOoBaHUIMHU

8. TpeboBaHMsI K TpoIieccam
YIOpaBJICHUS TOKYMCHTALIUCH U
BanucsMHU CUCTEMbI MCHEKMEHTA
KayecTBA MCTUIIMHCKUX U3ICITUI
(eciu OTCYTCTBYIOT JIOKa3aTeIbCTBA
COOTBETCTBUS CUCTEMBI MCHEDKMCHTA
KayecTBa TPCOOBAHUSM CTAHIAPTOB,
PKBUBAJICHTHBIX cTanmapty [SO
13485)

CIIeyIOIHe JOKyMEHTHI M CBEICHNS,
KacaroIuecss MEUIIMHCKUX U3JICIUil, B
OTHOIIICHUU KOTOPBIX IPOBOIAMUTCS
WHCIICKTUPOBAHKE MIPOU3BOJICTBA:

) CBEIICHUS O TPOIIeypax
MICHTU(HUKAIINN, XPAHCHUS U Y IAJICHUS
(YHUUTOXKEHHS) JOKYMEHTOB U 3amucei
(BKITIOUAs YIIpaBJICHHE U3MEHEHUSIMU);
0) TOKYMEHTBI, HEOOXOIUMBIE IS TOTO,
YTOOBI OpraHU3anys MOTJIa 00ecIeunBaTh
[UTAHUPOBAHKE, OCYIICCTBICHNE
MIPOM3BOJICTBEHHBIX IPOIIECCOB M
YIpaBJICHUC UMU;

B) TOKYMCHTALIUS Ha MCIUIIMHCKHC
M3/IeTTUs, BKITIOYAKOIIas B ce0st:
CBUJICTCIILCTBA COOTBETCTBUS
MEIUITUHCKIX H3ICIUN TpeOOBaHUAM (B
TOM YHCJIe TPEOOBAHUSIM MPUMEHSIEMBIX
CTaHIapTOB);

OTIHMCaHNE MEIUITMHCKAX H3ICINH,
BKITI09ast HHCTPYKIWH 110 IPIMEHEHUIO
(PYKOBOJICTBA TIO DKCILITyaTaIiH ),
MaTepHaJbl M CIEH(PUKALINIO;

CBOJTHYIO JOKYMEHTAIIHIO TT0 BEpUPHKAIINN
1 BaJTUIAIUH TPOCKTOB (B TOM YHUCIIC
ITaHHBIC KITMHIYCCKUX HCCIICIOBAHUI
(McrbITaHUIT) B COOTBETCTBUU C
[MpaBraamMu IPOBENCHUS KIMHHYECKUX U
KITMHUKO-J1A00paTOPHBIX UCTIBITAHU
(ccre0BaHmii) METUIIMHCKUX U3JCITNH,
yTBepkaeHHbIME Pemrenunem CoBeta
[EBpa3uiickoil 5JKOHOMHUYECKOU KOMUCCUU
oT 12 despansa 2016 r. Ne 29);
MapKHPOBKY MEIUITMHCKHUX H3EIHH;
ITOKYMEHTBHI [T0 MEHEJDKMEHTY PHCKa

IMOKYMEHTBI ¥ 3aIIUCH,
KACAOIIIMECS] METUIIMHCKUX
M3/1eMi, BEIOPAHHBIX B
Ka4ueCTBE MPEICTABUTEIBHBIX
00pa3ioB

9. TpeboBaHUs K TpoIleccaM
[IPOM3BOJICTBA U BBIXOIHOTO
KOHTPOJISI MCAMIIMHCKUX U3ICIIHMA

CIIe/TyFOLIIEe IOKYMEHTbI, KaCArOIHecs
MEIUIUHCKIX H3JICIUN, B OTHOIIICHUH
KOTOPBIX POBOJUTCS MHCIICKTUPOBAHKE
[IPOU3BOJICTBA;

a) TOKYMEHTBI, KaCarOIUCCs
[IPOM3BOJICTBCHHBIX ITPOLIECCOB
M3rOTOBJICHHS CEPUIHOM MPOIYKIIUU
(BKJTIOYAs YCIIOBHSI POU3BOJICTBA);

0) TOKYMEHTBI, KacaroIuecs mpolecca
cTeprwin3aiy (Ui MEAUIIHCKUX
M3/1€J11 i, BBIITYCKAEMBbIX B CTEPHIBHOM
BHJIC), B TOM YHCJIC:

[OATBEPKICHNE TOTO, YTO MPOLECCHI
CTEPUIIN3AIUHN JOKYMCHTUPOBAHBI 1
3anMcu napaMeTpoB mporecca

CTCpUJIN3alnu IJid Ka)K,ZLOﬁ CTepI/IJ'II/I?)yeMOﬁ

IMOKYMEHTBI M 3aIIUCH,
KACAOIIIMECS] METUIIMHCKUX
M3/1e1i, BEIOPAHHBIX B
Ka4ueCTBE MPEICTABUTEIBHBIX
00pa3IoB
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MapTHH MEAUIUHCKIX H3ICTHIA
[0JICP>KUBAIOTCS B PA00YEM COCTOSIHUY;
[MOITBEPKJIEHUE TOTO, UTO MPOLIECC
CTCPUIIN3AIH BaTHIUPOBAH;
[MOITBEPKJIEHUE TOTO, UTO MPOLIECC
CTEPUIIN3ALUU IPOBOJIUTCS B COOTBETCTBUH
C YCTaHOBJICHHBIMH ITapaMeTPaMHu;

B) TOKYMEHTBHI, TOJTBEPKIAIOIINE, 9TO
MIPOIIECCHI IPOM3BOACTBA ABISIOTCS
YIPaBIIEMBIMA M KOHTPOJIUPYEMBIMH U
(hyHKIIMOHHUPYIOT B YCTAHOBICHHBIX
npezenax, a TakKe MOATBEPIKICHIE
0OecreYeHHs HEOOXOIUMOTO YPOBHS
KOHTPOJISI MPOAYKUMH | (WITH) yCIyT
KPUTHYECKHUX MOCTABLUIUKOB;

') TOKYMEHTBI, IOATBEPKAAIOIINE
MICHTU(HUKALIHIO U TIPOCIICKUBACMOCTb
MEIULIMHCKUX U3JIEIUHM U TPOLECCOB UX
MIPOM3BOJICTBA, a TAKXKE UX COOTBETCTBUE
[YCTaHOBJICHHBIM TPEOOBaHUSM;

1) TOKYMEHTBI, HOATBEP)KJAIOIINE, YTO
MEesITeIPHOCTD 0 BEIXOTHOMY KOHTPOJIIO
MEIUITUHCKIX H3/ICTIHIA 00eCcTIeYnBaeT
COOTBETCTBUE MEIULIMHCKUX U3AEIUN
YCTaHOBJICHHBIM TPEOOBAaHUSIM H
TOKYMEHTHPOBaHa

10. TpeboBanus K nporeccam
KOPPEKTUPYIOIIUX U
MpeIynpexaaouX 1eHCTBUI
CUCTEMBbl MEHEIP)KMEHTA KauecTBa
MEIUITMHCKIX H3/IeIHH (ecin
OTCYTCTBYIOT JOKa3aTEIIbCTBA
COOTBETCTBUS CHCTEMBI MEHEKMEHTA
KadecTBa TPEOOBAHMAM CTaHIAPTOB,
PKBUBAJICHTHBIX cTanmapty [SO
13485)

CJICYIOIINE JOKYMCHTBI, KaCarOIUeCs
MEIUIUHCKIX H3JICIHUN, B OTHOIIICHUH
KOTOPBIX POBOJUTCS MHCIICKTUPOBAHKE
[IPOU3BOJICTBA:

a) TOKYMEHTBHI, TOATBEP K AI0IINE, 9TO
MPOIICIyPHI KOPPEKTUPYIOMINX H
[peaynpexaalouX AeHCTBUN
pazpaboTaHbl;

0) TOKYMEHTBI, TTOATBEPKAAIOIINE, YTO
CpeICTBa yIPaBICHHUSA NPEMATCTBYIOT
[PACTIPOCTPAHCHHUIO MEIMIIMHCKUX U3ICITIHIA,
KayecTBO KOTOPBIX HE COOTBETCTBYET
TpeOOBAHUAM, MIPEIBSIBIICMBIM IPU
PKCIICPTU3E METUIIMHCKUX U3JICIUI B
MOpsiIKe, yCTaHOBICHHOM OOmmMu
TpeOOBaHUAMU;

B) TOKYMEHTEHI, TOJTBEPIKIAIOIINE, 9TO
KOPPEKTHPYIOIIHE U MPEIyTIPEKIAIOIIE
IMeHCTBUS SBISTIOTCS pe3yTbTATHBHBIMU;
T') JOKYMEHTBHI, TOATBEP)KJAIOIINE, YTO
MIPOM3BOTUTEIs MEIUIIMHCKOTO W3ICIAS
[pa3zpabotai 3pPEKTHBHYIO IPOLEAYPY
BBIITyCKAa M IPUMCHCHUS YBEAOMIICHUH 1O
0C30MaCHOCTH METUIIUHCKHUX H3JICIAN B
cooTBeTCTBUM C [IpaBriTaMu MpoBeICHUS
MOHUTOPHHIA OE30MACHOCTH, Ka4eCTBA
P(h(HEeKTHUBHOCTH MEAMIIMHCKIX U3ICIIHIA,
yTBepx)aeHHBIMU Pemenuem Kosmnerun
[EBpa3uiickoil 5JKOHOMHUYECKOU KOMUCCUU
oT 22 nexabps 2015 r. Ne 174

ITOKYMEHTBI U 3aIIHCH,
Kacaroluecss MEAULIUHCKUX
M3/IeNUil, BBIOPAHHBIX B
KayeCTBE MPEACTABUTEIbHBIX
00pasoB

11. OreHka CBSI3aHHBIX C
OTPEOUTEIEM MPOIIECCOB CHCTEMBI
MEHEDKMEHTA KaueCcTBa
MEIUIUHCKIX M3ACTHN (eciu
OTCYTCTBYIOT JOKa3aTCIILCTBA
COOTBETCTBHS CUCTEMBI MEHEIKMEHTA
KauecTBa TPCOOBAHMSIM CTAHIAPTOB,

CJIeIyIOIINe TOKYMEHTBI, KacaroIInuecs
MEIUIINHCKUX M3ACIUIA, B OTHOIIEHUN
KOTOPBIX TIPOBOJNUTCS HHCTICKTUPOBaHNE
MPOM3BOJICTBA!

a) TOKYMEHTBI, IOJTBEPIKIAIOIINE, YTO
[IPOX3BOIUTEN MEAULIMHCKOTO U3JIEIHS

[MPpUHAJ MCPhI, H€06X0[lI/IMI)I€ JJIA

IMOKYMEHTBI M 3aIIUCH,
KACAIOIIHECS MEIUITHHCKHUX
W3/ICITHI, BEIOPAHHBIX B
KAueCTBE TPEICTABUTEIBHBIX
00pa3ioB
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SKBHUBAJEHTHBIX cTanaaprty ISO
13485, B ©HOM CiTy4ae OLEHKa
OCYILIECTBIISICTCS B 4YaCTH
[OCTITPOIA)KHOTO MOHUTOPUHTA)

YCTaHOBJICHHS CBSI3U C MOTPCOUTEIAMHU, B
[ICJIIX BBITIOJTHCHUSI HECOOXOIUMBIX
KOPPCKTHPYIOUINX H MPEIYIPEIKTAIONIIX
NeliCTBUH, pacnonaraeT cucteMoii coopa n
aHaITM3a TaHHBIX O OC30MACHOCTH U

P (HEeKTUBHOCTH MEAMIIMHCKUX U3ICTHIA HA
MOCTIPOTAKHOM dTare M MOIICPKUBaET ee
B aKTyaJIbHOM COCTOSIHUH, a TaKKe
HAIpaBIAET B YIOJTHOMOYCHHBIH OpTraH
OTYETHI O pe3yNIbTaTaxX MOCTIPOIAKHOTO
MOHHUTOPHHTA 0€30MTaCHOCTH U

P GeKTUBHOCTH MEAUITMHCKIX U3EITUN B
cooTBeTCTBUM C [IpaBuiTaMu mpoBeICHUS
MOHUTOPHHIA OC30MACHOCTH, KAa4eCTBa U

P (HEKTUBHOCTH MEAUIIMHCKIX U3CIIHIA;
0) JOKYMEHTBI, IOATBEPIKIAAIOIIHUEC, YTO
0OpaTHas CBSI3b C MOTPEOUTEICM
AHAITU3UPYCTCS POU3BOIUTEICM
MEIUITTHCKOTO M3/AETHS B X0€ MPOIIECCOB
PKI3HEHHOTO LIUKJIA IPOIYKITIH 1
MCTIONIB3YETCS ISl IOBTOPHOH OICHKH
pHICKa IIPpHU HEOOXOIUMOCTH IS
AKTYyaIH3alnN IEATSIEHOCTH I10

MCHC/DKMCHTY pHCKa




