EBPA3UINCKAS DKOHOMUYECKASI KOMUCCHUS
COBET

PEIMEHMUE

«10» Hos10ps 2017 T. Ne 106 r. MockBa

O TpeboBaHHMAX K BHEePEHHIO, MOAIEPKAHUIO M OLEHKE CHCTEMBI
MEHEeIKMEeHTa KauecTBa MeIHIIMHCKHX H3AeJIHIl B 3ABHCHMOCTH
OT MOTEHUHAJbHOI0 PUCKA UX MPHUMEHEeHHsI

B coorBercTBuM ¢ myHkrom 2 cratbu 31 JloroBopa o EBpasuiickom
DKOHOMHYECKOM coro3e oT 29 mas 2014 roma, myHktom 1 crateu 6
CornameHus o eMHBIX NPHHIMIAX U TMpaBWiIaX oOpalleHHus] MEIUIUHCKAX
M3ACIUA (M3eMui MEIUIMHCKOrO Ha3HauYeHUs M MEIMIHUHCKOW TEXHUKH)
B paMKax EBpasuiickoro skoHomMuueckoro corosa ot 23 nekabps 2014 rona,
nyHkroM 107 npunoxenuss Ne 1 k Persmamenty paGotel EBpasuiickoit
OKOHOMHYECKOW  KOMHCCHHM, yTBepkaeHHoMy Pemennem  Briciero
EBpasuiickoro skoHoMHuYeckoro cosera oT 23 pgexabps 2014 r. Ne 98,
1 B LeJsiX ucnoiaHenus Pemenns Boiciero EBpa3suiickoro sSKOHOMHYECKOroO
copera oT 23 pmekabps 2014 r. Ne 109 «O peamuzanum CornameHus
O EIUHBIX IPUHUUIAX M [paBWiIax oOpalleHus MEeOUIIMHCKUX W3e/Inil
(n31enuii MEAMLIMHCKOIO Ha3HaueHUs! U MEAMIIMHCKOW TeXHHUKH) B paMKax
EBpazuiickoro 3KOHOMHYECKOTO COHO3a» Coget EBpasuiickoii
9KOHOMHYECKOW KOMUCCHH P € I | JI:

1. YrBepauts npuiiaraemblie TpeOoBaHMs K BHEIPEHHUIO, TTOIICPIKAHUIO

A OIIEHKE CHCTEMBI MEHEIHKMEHTA KadyecTBa MEJIUIIMHCKUX H3IeIui
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B 3aBUCHMOCTH OT IIOTEHLUMAIBbHOIO pHCKAa WX MpUMeHeHHus (nanee —
TpeboBanus).

2. YCTaHOBUTE, YTO:

a) B TeyeHHe 12 MecsieB ¢ JaThl BCTYIJIEHWS HACTOSIIEro PerieHwus
B CHITY:

OLIEHKA  CUCTEMBl  MEHEDKMEHTAa  KauyecTBa  IIPOM3BOIMTEII
MEJIMLIMHCKOTO M3/IeJIMsl Ha cOOTBeTCTBHE TpeboBaHUAM HE TIPOBOAMTCS;

IPH T10/1a4€e 3asBJIEHUs O perucTpalii MEeIUIIHHCKOIO U3/e/us Kiacca
MOTEHIHAIBHOTO pPUCKAa NpPUMEHEHHS 2a (I MEIMIMHCKUX W3JCIIUid,
BBIIIYCKAEMBIX B CTEPHJIBHOM BHJE), 20 WK 3 B COCTaBe PeruCcTpalMOHHOIO
JIOCbe  TMPEICTAaB/IAIOTCS  JOKYMEHTBI, MOATBEPKIAIONINE HAJIHYUe Y
MPOU3BOAMTENS  MEAMLUMHCKOrO  M3/€IHUS  YCIOBHM  IIPOM3BOJCTBA
3a5BJICHHOTO JIJIsl PErMCTPALMY METUIIUHCKOTO U3JEIHs, COOTBETCTBYIOLIMX
TpeOOBaHMAM 3aKOHOJATENbCTBA TOCYNapcTBa — 4YieHa EBpasuiickoro
5KOHOMHYECKOrO C€O03a, B YIIOJHOMOYEHHBIH OpraH KOTOpPOrO IIOAAETCs
yKasaHHOe 3adBjeHHe (NPH HaJIMYMK Takux TpeOoBaHHUIl), W KONMHU
CepTU(UKATOB  COOTBETCTBHS ~ CHCTEMBI  MEHE[KMEHTa  KayecTBa
TpeboBanusM crtanpapta [OCT ISO 13485 «M3menmus MenulMHCKHE.
Cucrembl MeHemkMeHTa KadectBa. CHCTeMHBIE TpeOOBaHUS Ul Iielei
peryJupoBaHHs 2005} COOTBETCTBYIOIIETO HaI[MOHAJILHOT'O
(roCcyZapcTBEHHOI0) WJIM MEXIYHapOJHOIO CTaHJapTa, a TaKKe KOIHHU
OTYETOB O paHee IMPOBEJEHHBIX MHCIEKLUSAX Ha COOTBETCTBHE CTAHAAPTY
ISO 13485 (npu Hanmu4mm);

0) IPOM3BOJMTENN MEOUIMHCKUX M3/IENHH, 3aperdCTPUPOBAHHBIX
B Te4eHHe 12 MecsleB ¢ Jarbl BCTYIUIEHHMs HacTosmiero PeuieHus B cuiy
B COOTBETCTBUHU ¢ lIpaBunamu peructpauuud U SKCHEPTHU3bI OE30MACHOCTH,
KauectBa W O(QGEKTUBHOCTH MEIUIMHCKMX W3JE]HH, YTBEPKIECHHBIMH

Pemrenvem Cosera EBpasuiickoil 5koHOMHUeCKO# KoMuccuu ot 12 (eBpans
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2016 r. Ne 46, nMOo/OKHBI MOATBEPAUTH BHEAPEHHE CHCTEMBI MEHEIKMEHTA
KayecTBa  MyTeM  MPOXOX/JIEHUs  BHEIUIAHOBOTO  HHCIIEKTUPOBAHHMS
NPOM3BOJCTBA B COOTBETCTBUU ¢ TpeOOBaHMAMH B TeuyeHHE 2 JIET C AAThI
PETUCTPALUN MEIULIMHCKOTO U3/IEIHS;

B) ab3albl TpeTMd M 4eTBepThI myHKTa 3 TpeGoBaHuii BCTyMaroT
B CHJy C Jarbl BCTYIUIEHHSI B CHJIY TIOJIOXKEHHH O BHECEHUU
COOTBETCTBYIOLIMX H3MeHeHHM B [IpaBuna perucTpallMud U 3KCHEPTU3BI
OesomacHOCTH, KauecTBa M 9(Q(EKTUBHOCTH MENMLUMHCKUX —H3/eNuii,
yrBepxeHHble Pemennem Coera EBpasuiickoii 5KOHOMHYECKOH KOMHUCCHU
ot 12 ¢espamns 2016 r. Ne 46.

3. Hagenenne MHCHEKTUPYIOMIMX OpraHU3alMi IMOJHOMOYHUSIMH IO
NPOBEACHUIO  MHCIEKLUHMH  IPOU3BOAMTENICH  MEAMIMHCKHX  W3AEIUH
OCYILLECTBIIICTCA OPraHOM rOCYJapCTBEHHOH BJACTHM rOCyJapCTBa — 4iieHa
EBpazuiickoro ~ 3KOHOMHYECKOTO COI033, YIIOJIHOMOYEHHBIM Ha
OCYIIECTBJIEHHE U (WJIM) KOOPAMHALMIO AESITENILHOCTH B chepe oOpareHus
MEAUIMHCKUX HM3J€IUH Ha TEPPUTOPUU 3TOTO rOCYIAapPCTBA, B COOTBETCTBUU
¢ TpeOOBaHMAMHM K TAaKUM OpraHM3aLMsAM, YTBEPKIAEMBIMH EBpasuiickoii
SKOHOMHYECKOH KOMUCCHUEH.

4. Hacrosimee Pemenme BeTymaeT B CHIy 10 HCTEUCHHUH

10 KanenaapHpIX THEH ¢ AATHI €ro OQUIHATEHOTO Oy OINKOBAHUS.

Ynennr CoBera EBpa3uiickoii 3x0HOMHY€ECKON KOMUCCHH:
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YTBEPX/IEHbBI

Pemienuem Cogeta
EBpasuiickoil 5KOHOMHUYECKO KOMUCCHH
ot 10 Host6pst 2017 r. Ne 106

TPEBOBAHUA
K BHEPEHHI0, MO/IePKAHNIO H OLIeHKe CHCTeMbl MeHe)KMeHTa
KayecTBa MEeJHIHHCKUX U3/eJUil B 3aBHCHMOCTH
OT MOTEeHIHAJBLHOTO PHCKA UX MPUMeHEeHHUs

[. O0mume noyoxeHus

1. Hacrosmme Tpebosanust pazpaboTaHbl B COOTBETCTBHHU C MYHKTOM 2
cratbl 31 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM cOI03e OT 29 Mas
2014 roma m nyHkrom 1 crareu 6 CornameHust O €IUHBIX NPHUHIMIAX U
IpaBuUIax OOpaleHus MEIUIMHCKUX W3ICIUd (M3[eui MeIUIIMHCKOrO
Ha3HAYeHHUss MW MEIMIMHCKOM TexXHUMKH) B pamkax EBpazuiickoro
SKOHOMHYECKOIo coro3a or 23 nexabps 2014 roma M ycTraHaBIMBaioOT B
pamkax Eppasuiickoro skoHoMmuyeckoro corosa (aanee — Coro3s) TpeboBanus
K BHEIPEHMIO, MOJNEPKAHUIO U OLEHKE CHUCTEMbl MEHEKMEHTa KauyecTBa
MEIMIMHCKHX H3JEJIMH B 3aBUCUMOCTM OT IOTEHLHUATLHOTO pHCKA HX

IMMPUMCHCHUA.

2. JIna ueneir Hactosmux TpeOoBaHWU UCTONB3YIOTCS ITOHSATHS,
KOTOPBIE 03HAYAIOT ClIe/IyIOIIee:

«UHCTIEKTHPOBAHKE IIPOM3BOJACTBA» — OlIEHKA YCIOBUN MPOU3BOJICTBA
M CHCTEMBI MEHEDKMEHTA KayecTBa MPOU3BOIUTENS MEIUIIMHCKOTO U3eIIUs
Ha COOTBETCTBHE HACTOSIIUM TpedoBaHusIM;

«UHCTIEKTHPYIOIAs OpraHu3alus» — YINOJHOMOYEHHBIH OpraH WIIH

opranusanusi (OpraHuzalyu), KOTOpod (KOTOPHIM)  YIOJTHOMOYEHHBIM



.

OpraHom rocynapcrsa — uieHa Coro3a JeNerdpoBaHbl IOJHOMOYUS TIO
MPOBEJICHUIO HHCIIEKTUPOBAHUSI POU3BOACTBA,

«KOppeKTHpylollee  jeiictBue»  —  gmeifcTBue,  mpeanpuHsaTOE
NPOU3BOAUTENEM MEIAMUMHCKUX M3JIeIMH C LEeNbl0 yCTpAHEHWs HMPUYUHbI
0OHapy KEHHOI0 HECOOTBETCTBHSI MIJIH HEXKENATeLHOTO COOBITHSL,

«KOPPEKLHUsD» — ICHCTBHE, IPEANPHHATOE B  LEIAX  YCTpaHEHHUS
00HapYKEHHOTO HECOOTBETCTBUS,

«KPMTMYECKHMH IOCTaBUIMK» — MOCTABLIMK, MPOAYKLHMS WM YCIyTH
KOTOPOrO ~ OKasblBAIOT IPSIMOE BIIMsHME Ha Oe3omacHOCTb W (WiN)
3QPEKTUBHOCTE MEAUIIUHCKOTO U3/1EIHSL,

«HEeJOOPOKAYECTBEHHOEe MENUIMHCKOE U3AENNe» — MeIUIMHCKOe
U37e/INe, KOTOPOE HE COOTBETCTBYET OOIIMM TpeOOBaHMSIM OE30MACHOCTH U
3G (QEKTUBHOCTH MEIUIUHCKUX W3/ENUH, TpeOOBAHUAM K HX MapKHPOBKE,
TEXHUYECKON M KCIULYaTaAMOHHON NOKYMEHTAIMH HA HUX U HE MOXET ObITh
Oe30macHo HCII0JIL30BAHO 1o Ha3HAYEeHHUIO, YCTaHOBJIEHHOMY
MIPOU3BOJUTEIIEM;

«OILIEHKA CHCTEMbI MEHEIH)KMEHTA KaueCTBA MEIULMHCKOTO HU3ICIUS) —
IOATBEPXKACHUE  BHEAPEHHs,  NOJJAEPKaHUS U Pe3yJILTATUBHOCTH
(QYHKIIMOHMPOBAHHUSI CHCTEMBI MEHEIKMEHTA KauecTBAa MEIUIMHCKUX
M3IeUi Jyisi 00€CIeueHnsl COOTBETCTBHS BBINMYCKAEMBIX B OOpalleHHe B
pamkax Coroza MeJULUHCKUX W3JC/IUi NpUMEHUMBIM K HHM OO0Ommm
TpeboBanusiM  Oe3onacHOCTH U 3(PPEKTUBHOCTH MEIMIIMHCKHX U3JIeNnH,
TpeOOBAaHUAM K HX MApKHPOBKE, TEXHHUECKOW H SKCIITyaTalOHHOM
JOKYMEHTAalUMK Ha HUX, yTBepXk/JeHHbIM Pemennem Coera Espasuiickoit
SKOHOMMYECKOM KoMHUccuu oT 12 deBpans 2016 r. Ne 27:

«IOCTIPOJIAXKHBIH MOHHTOPUHI» — CUCTeMa cOopa W aHalli3a JaHHBIX

IIPOU3BOJUTEIIS MEAUIIMHCKUX M3ACIUN O IMPUMEHEHHH MEOHLMHCKHX



U3JEJIUH, OTCIC)KUBAHUNA W BBISIBICHUH MOOOYHBIX MEHCTBHM MEIMIIMHCKUX
U3JIEITUH B IIPOLIECCE UX DKCILTyaTaluu;

«Ipeaylnpexaroliee 1eicTBue» — JAelcTBUe, MPEINPUHATOE B LEIX
YCTPaHEeHUs] IPUUHUHBI TOTEHIMATLHOIO HECOOTBETCTBHUS WJIM MMOTEHIHAILHO
He)KeJIaTeJIbHOW CUTYalluH;

«MPOU3BOJCTBEHHAs IUIOLIA/IKA» — TEPPUTOPHAILHO 000COOIEHHbIH
KOMIIJIEKC, — INpelHa3sHauyeHHbI [l BBINOJHEHUs  BCEro  mporecca
[IPOU3BOJACTBA MEAULMHCKOTO U3CNHS WK €T0 ONpeIelIeHHBIX CTa/Hii;

«cHcTeMa MEHEDKMEHTa KadyecTBa MEIMLMHCKUX — U3AENui» —
OpraHu3allMOHHasl CTPYKTYpa, QyHKIMHU, IPOLEAYPLl, IPOLECCHl U PECYPCH,
HEOOXOMMBIE ISl CKOOPAMHUPOBAHHOM JEesTETbHOCTH MO PYKOBOLCTBY H
YIPABIEHUIO OpraHu3alueidl — MNPOU3BOJUTENIEM MEIUIUHCKUX H3es it
MPUMEHUTEIILHO K Ka4eCTBY;

«yIOJIHOMOYEHHBI OpraH» — Opraln ToCyJIapcTBEHHON BiacTh
rocynapcrsa — wieHa Coro3a, ynoJHOMOUSHHLIH Ha ocyllecTBlieHHe 1 (HJIH)
KOOPAMHALIMIO JEeSATEIbHOCTH B chepe 0OpalieHus MeIUIIMHCKUX U3/1e/Iiil Ha
TEPPUTOPHHU ITOTO TOCYIAPCTRA;

«yCJIOBUsI IIPOU3BOJCTBA» — HHPPACTPYKTYpa M IMPOU3BOACTBEHHAS
cpena, HeoOxoaumble il oOecCHedeHUs: COOTBETCTBHS IIPOH3BOIMMABIX
MEIUIUHCKUX — u3fgenuit  OOuum  TpeboBaHusIM  AP(EKTUBHOCTH |
Oe3omacHoOCTH, TpebOOBaHUSIM K WX MapKUPOBKE, TEXHUUYECKOH W
DKCILIyaTallMOHHOW JIOKYMEHTAIlMH Ha HHX, YTBEPXKICHHBIM PereHuem

Cosera EBpasuiickoii skoHOMHYeckol komuccuud or 12 deppans 2016 r.

Ne 27.
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[I. TpeGoBanus k cucTeMe MEHEKMEHTA KaUeCTBA
MEIUUMHCKUAX U3IEIIUI B 3aBUCUMOCTH OT IMOTEHIIHAILHOIO
pPHCKa UX MPUMEHEHHUS

3. IlpousBonuTenn MEAMIMHCKUX HM3ZENHM (328  MCKIIOUEHHEM
MPOM3BONUTENIEH MENMIMHCKUX M3AEIMH Kjacca MOTEHIMaIbHOrO pHCKa
npUMeHeHuss | W HecTepwibHBIX MEIWIMHCKHX  HM3AENHH  Kiacca
MOTEHUUAJILHOTO pUCKA TPUMEHEHHs 2a) [0 MpPeJCTaBJIIEHUS TOKYMEHTOB
JUIE  PErMCTpalud MEIUIMHCKUX W3JeJIMi 00s3aHbl BHENPUTH CHCTEMY
MeHeDKMEeHTa KauecTBa MEJMIMHCKUX H3MeMHH B 3aBUCHMOCTH OT Kjacca
MOTEHLUAIIBHOTO pUCKa UX MPUMEHEHHS.

IIpousBoauren MeIMLUMHCKUX H3ASTHH Kjacca IOTEHI[MAIbHOrO
pHCKa INpUMEHEHHss | M HecTepWIbHBIX MEIAMIIMHCKUX W3JelIdil Kjacca
MOTEHIMAIbHOTO PHUCKaA NPUMEHEHUs 2a BIPaBe BHEJIPUTH M MOMIJICPIKHUBATE
CUCTEMY MEHEDKMEHTA KauecTBa MEAUIIUHCKUX U3/IENTUH.

B ciyyae eciM NpPOM3BOJAMTENM MEIWIMHCKHUX M3JENUi  Kjacca
IOTEHIMAJIBHOIO pPUCKA IPUMEHEHHs | M HeCTepUJIBHBIX MEIULIMHCKUX
M3/IeNIMK KJacca MOTEHIHAAbHOIO PUCKA NMPUMEHEHHUS 2a MPOIUIH OIEHKY
CHCTEMBl MEHEKMEHTA KayecTBa MEIMLMHCKOTO W3JeJHs, BKIIFOUYAIOIIYIO
IIPOLIECCH] IIPOEKTUPOBAHUS U Pa3pabOTKH, B COOTBETCTBUU C HACTOSILUAMHU
TpeboBanusaMu, To B TedeHHE Cpoka AEHCTBHUS 3aKITFOUSHHUS, COIEPIKALLETOCH
B OTYeTe IO pe3yNbTaTaM IIPOBEACHUsS HMHCIEKTUPOBAHUS IPOU3BOJICTBA,
BHECEHUE M3MEHEHUH B PpEerucTpalMOHHOE JOChe TaKHX MEIULMHCKUX
M3IENUA  ocyllecTBiseTcss 0Oe3 MpOBENeHMS SKCHEPTU3bl 0e30macHOCTH,
KauecTBa U 3(P(MEKTUBHOCTH B YBEOMUTEILHOM TIOPSIIKE.

[TpousBoauTENb MEIULIMHCKOIO U3/IC/IUS B TeUEHHE 2 MECSLEB CO JIHS
BHECEHUS  MU3MEHEHHH B  JIOKYMEHTBl  PETHCTPAllHOHHOIO  JIOChE,
IPEJCTABJICHHOIO JJIs PErUCTPALUN MEIUIIUHCKOIO U3MENUsl, YBEJIOMIISIET O

BHECCHHHU COOTBCTCTBYHOIIMX W3MEHEHHUH TII0 cbopMe B COOTBETCTBHHU C
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npunoxenueM Ne 7 k IIpaBuiiam perucTpaliui U 9KCIepTH3bl 0e30MacHOCTH,
KauectBa M O(P(EKTHBHOCTH MEAMIMHCKUX M3MEIUl, YTBEPkKIEHHBIM
Pemennem Cosera Eppasuiickoii sxoHOMUUecKO# komucenu ot 12 despans
2016 r. No 46, ymonHOMOYEHHBIH OpraH, BbLIAABIIAN pPETHCTPALMOHHOE
YAOCTOBEPEHHUE MEIMIIMHCKOTO U3/IEITHSI.

4. IlpousBomurenn MEIUIMHCKUX M3IEIMH KIACCOB MOTEHIMAIBHOTO
pucka mnpuMeHeHus 2a (I MEOMLUHCKMX W3JeIHH, BBINYCKAEMBIX B
CTEPHILHOM BHJE) U 20 10 Mpe/CTaBJIEHUs] JOKYMEHTOB s perucTpanum
MEJIMIMHCKUX U30eNIMi 00A3aHbl BHEAPUTL CUCTEMY MEHEKMEHTA Ka4eCcTRa
MEIULMHCKUX  W3[EIHM (32 HCKIIOUEHHEeM BHEJIPEHHS  IIPOLIECCOB
IIPOEKTUPOBAHUS U pa3paboOTKH).

5. IIpousBoauTenn MEIUIUHCKUX H3JENuH Kiacca MOTeHLUATbHOTO
puCcKa TMpUMEHEHHUs 3 10 IpeJCTaBlIEHUs] JOKYMEHTOB JUIisi perdcTpalyu
MEIULUHCKUX U3JIeNTUA 00s13aHbI BHEJIPUTh CUCTEMY MEHE/DKMEHTA KayecTBa
MEJULMUHCKUX HW3IENHMH, BKIIOYAIOLIYI0 TPOIECChl MPOEKTHPOBAHHA U
pa3paboTku.

6. Cucrema MEHEIKMEHTA KauecTBa MEIMULMHCKUX M3/ENUMl J0JIKHA
obecreunBaTh COOTBETCTBHE BBHIMYCKAEMBIX B oOpamenne B pamkax Corosa
MEUIMHCKAX H3JCJIMA  NPUMEHUMBIM K HuM OOmmM  TpeboBaHMIM
OezomacHocTy U 5QYEKTUBHOCTH MEAULIMHCKUX U3EIH, TpeOOBAHUIM K UX
MapKHpOBKE, TEXHMYECKOM M HSKCITyaTallMOHHOW [OKYMEHTAllMH Ha HUX,
yrBepxKaeHHbIM Pemiennem Cosera EBpasuiickoil 3KOHOMHUYECKO KOMUCCHH
ot 12 deppang 2016 r. Ne 27 (nanee — O61iue TpeGoBanus 6€30MaCHOCTH U
3P PEeKTUBHOCTH).

7. JIns BHEIpPEHUS CHUCTEMbl MEHEJKMEHTA KauecTBa MEIUIMHCKUX
W3/1eJIUH IPOU3BOUTENb MEAUIIUHCKMX U3IE/TNH 00s13aH:

a) pa3paboTaTh JTOKYMEHTHPOBaHHBIE TpeOOBaHMsS K YIIPABIECHUIO

PHCKaMHK Ha BCEX 3TallaX >KH3HEHHOI0 IUKIIa MEeJUIIHHCKHUX HS,HeHHfI;
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0) onpenennTb IMPOIECCH, HEOOXOAUMBIE Ui Pe3yJIbTaTHBHOTO
(yHKIMOHHpOBaHMS CHUCTEMBI MEHEKMEHTA KAauyecTBAa MEAMIIMHCKUX
M3MENUi (fajiee — NpOLEcCHl), U NPUMEHEHHEe MPOIECCOB B OpraHU3aluy —
[IPOU3BOAUTENE METUIIMHCKUX H3JIE/TH;

B) OIPE/IE/IMTh MOCIEI0BATeILHOCT U B3aUMOCBS3h [IPOLIECCOB;

I') ONpeaenuTb KPUTEPUH U METOIBI, HEOOXOAUMBIE Ul OOecrieueHUs
pe3yNbTaTUBHOCTH, KaK IPH OCYIIECTBIEHHM IPOLECCOB, TaK M IIpH
YIIPABIICHUH NPOLIECCAMU,

1) obecnieyMBaTh HaJlMuMe YCIOBHH TMPOU3BOJCTBA, PECYPCOB U
WHpOpMAaLUK,  HEOOXOMUMBIX Uil MOAMEP)KAaHHs  MPOLECCOB U
OCYILIECTBJIEHUsI MOHUTOPHHTA MTPOIIECCOB;

€) OCYILECTBIIATh MOHUTOPUHT, H3MepeHue (I/1e TPIMEHUMO) U aHAIN3
MPOIIECCOB;

K) IPUHUMATh MepHI, HEOOXOTUMBIE TUIST JOCTHKEHUSI
3aIUIAHUPOBAHHBIX ~ PE3yJLTAaTOB W MOAJEPKAHUS  Pe3yJIbTaTUBHOCTH
MPOIIECCOB.

8. Bce onemMeHTBI cHCTeMBI MeHE/DKMEHTa KauyecTBa MEJUIIMHCKHX
M3JIeIMi (OpraHu3auMoHHas CTPYKTYpa, METOJHKHM U ONKMCAHUE MPOIECCOR)
JOJDKHBI JOKYMEHTAIbHO O(QOPMIIATECS M IMOJJICP)KUBATHECS B AKTyalbHOM
COCTOSTHHUH.

JIOKyMEeHTalMsl CUCTEMBl MEHEDKMEHTA KadyecTBa MeIULMHCKUX
uzfienuii  opopmisiercss Ha OyMaXHOM HOCHMTENE, a B clydae eciu
3aKOHO/IATENILCTBOM rocymapersa — uneHa Coroza (nanee — rocymaperso-
YJIeH) IPeNyCMOTpPEHa  BO3MOXKHOCTE oopmIIeHHST ~ yKa3aHHOIA
JOKYMEHTALUH B DJIEKTPOHHOM BHJE, — HA 3JEKTPOHHOM Hocutesie, Takas
JAOKYMEHTAIMsl MPEACTABIIAETCs Ha PYCCKOM SI3BIKE WM € 3aBEPEHHBIM
IPOU3BOIUTEINIEM B YCTAHOBJIEHHOM 3aKOHOAATENLCTBOM IOCYIapCTBa-ujieHa

MOpsKE ayTEHTUYHBIM I1IEPEBOJIOM Ha PYCCKHIH SI3BIK.
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9. JlIokymeHTalMsl CUCTeMbl MEHEPKMEHTa KauecTBa MeIUIMHCKOrO
W3JIeis 0JKHA B TOM YMCIIE COJlepKaTh OMUCaHue:

a) TpeOOBaHUMH K TEXHUYECKMM XapaKTEepPHCTHKAM MEIMIIMHCKOrO
U3JIENs], CTAaHAapTOB WJIM OTAEbHBIX pa3ienoB (IMYHKTOB, IOAIYHKTOB)
CTaHJApTOB, KOTOpEle  OyIyT MpPUMEHSATBCS, & B  CIydae eclid
COOTBETCTBYIOIIME CTAHAAPTHI HE OyIyT MPUMEHSTHCS, CIOCOOOB, KOTOPEIE
OylyT HCHOJIB30BATBCS JUIi TOTO, 4YTOOBI TapaHTHpOBaTh, 4ro OOIHUe
TpeOoBaHMsl  Oe30macHOCTH U 3(PQEeKTUBHOCTH, MNPHUMEHUMBIE K
U3rOTaBIMBAEMbIM MEIMLMHCKUM U3JIETHsIM, OYIyT COOTIONAThLCS;

0) METOIOB U TIYOUHBI KOHTPOJISI TPEeThed CTOPOHBI B Cliydae, eciu
pa3paboTka, MPOU3BOACTBO W (MNM) BBIXOJHOM KOHTPOJIL BBINOJHSIOTCS
TPEThEH CTOPOHOM;

B) IPOLIECCOB IPOM3BOJCTBA, KOHTPOJSI KavyecTBa M obecredyeHus
Ka4yecTBa MEIMIMHCKOrO W3JENHs, MPOLECCOB M CHCTEMAaTHYeCKHX Mep,
KOTOpble OynyT HCIONIB30BATBCS I KOHTPOJSI KauecTBa M oOecredeHus
KayecTBa  MEJMIMHCKOIO  H3JelMs, B TOM  4YHCIE  IPOIECCOB
KOPPEKTUPYIOIIUX U IIPeAyIIPEKAAIOMIMX JEUCTBUM;

I) JOKyMEHTOB ydeTa IokazaTesiell KauecTBa MEIHMIUHCKOIO W3JENusl
(OT4YETOB O IPOBEJICHUH BHYTPEHHHUX MPOBEPOK, HHCIEKIHMA, O pPe3ysbTaTax
UCHBITAHUN U JIPYTHX TOKYMEHTOB);

1) CPENCTB  KOHTPOJIS 33 JIOCTHXKEHMeM TpeOyeMoro  KayecrTsa
MEJIMLMHCKOTO U3EIUs U Pe3yJbTaTUBHBIM ()YHKIIMOHUPOBAHHEM CHCTEMBI
Ka4yecTBa MEUIIUHCKOTO U3JICITHS;

€) IUIaHOB, MPOLEAYP U JOKYMEHTOB 00paTHOM! CBSI3U ¢ MOTPEOUTENSIMU
(B TOM 4MCie MOHUTOPHUHTA 06€30MacHOCTH U 3PPEKTUBHOCTH MEIUIIMHCKOTO
W3JIENNs Ha TIOCTIIPOJIAYKHOM dTare).

10. IIponsBoauTeM MEIULMHCKUX H3JEHH, BHEAPUBIIHE CHCTEMY

MEHEDKMEHTa KadecTBa MEIUIMHCKUX W3IEIUH B COOTBETCTBUU C
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HACTOJAIIHUMH Tp€6OBaHHHMH, HAOJUKHBI MMOANCPKHUBATL €€ B aKTyaJIbHOM

COCTOSTHMH M 00ecredmnBarhs ee PE3YIBTATHBHOCTE.

[II. TpeGoBaHus K OLIEHKE CHCTEMbI MEHEKMEHTA
Ka4yecTBa MEJULIUHCKUX U3

11. OueHky cuCTEMBI MEHEDKMEHTa KAaYecTBA MEIULIMHCKUX W3/eTHil
MPOBOJISIT HMHCHEKTHPYIOIME OpraHu3alud B (popMe HHCIEKTHPOBAHHUS
IPOU3BOJCTRA.

12. Pacxonpl,  CBsI3aHHBIE C  [POBEJEHHEM MHCIIEKTUPOBAHUS
IPOU3BOJCTBA B paMKaX OLEHKH CHCTeMBl MEHE/DKMEHTa KadecTBa
MEJIMIIUHCKUX H3MEJIUH, HECET MPOU3BOAUTENb MEIUIIHHCKOIO M3JE/IUs Ha
OCHOBaHMHM JOTOBOpPA, 3aKIHOYAEMOr0 ¢ HMHCHEKTHUPYIOIIeH opraHu3aluei.
Tapude! Ha npoBeeHIE UHCTIEKTHPOBAHHUSI TPOU3BOCTBA YCTAHABINBAIOTCS
B COOTBETCTBUU C 3aKOHOAATEIBCTBOM FOCYAapCTB-YICHOB.

Pacyer  HOpPMAaTHUBHOW  NPOJOJIKUTEIBHOCTH  HHCIIEKTHPOBAHHMS
IIPOU3BOACTBA OCYLIECTBIIAETCSA IO IIPaBUIaM COIJIACHO MpuiiokeHuio Ne 1.

13. MucnexTupyromas opranu3aius He J0JKHa ObITh 3auHTEpECOBaHA
B pe3ysbTarax NpoBeJeHUs] HHCIIEKTUPOBAHUSI POU3BOJICTBA.

MucnexTupyromas opraHusaunus, ee pyKOBOJCTBO H COTPYAHHUKH,
Yy4acTBYIOIIHE B IPOBEACHUN MHCIIEKTUPOBAHUS IPOU3BOACTBA, HE JOJDKHBI
INPUHUMATL y4YacTHEe B JEATEIBHOCTH, KOTOpas MOXKEeT IOBJIUITL Ha
HE3aBUCUMOCTh WX CYXJIECHUH WM UX OeCHpHUCTPacTHOCTh B OTHOIIEHHUH
pe3yIbTAaTOB MPOBENAECHUS MHCIEKTUPOBAHUS MPOU3BOJICTBA, OHU TAKIKE HE
JOJDKHBI  OBITH  pa3paboTUYMKaMM, TPOM3BOJUTENSAMH, IIOCTABIIMKAMU
MEIULIUHCKUX  HM3JACJIMH, HEe JOJUKHBI  OCYLUIECTBIATh  TEXHHUUECKOE
obciy)xuBaHue (PeMOHT) MEIUIMHCKUX HW3Jenil, OLEHKY KOTOPBIX OHH
IIPOBOMASAT, WM HE JOJKHBI OBITh YIOJHOMOUEHHBIMH TIPEACTABUTE/SMU

paspaboTuuka, MPOU3BOIUTENS, MOCTABIIMKA MEIMIMHCKUX W3AEIUN, JIMIL,
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OCYILLECTBJISIOIMX TEXHUUECKOE OOCIyXKHBaHUE (PEMOHT) MEIMIIMHCKUX
2631 (17158

14. MHcnektupyromass  opranuzanus  o0si3aHa  JOKYMEHTAIbHO
0(hopMITATE MPOLIECCHI, OXBATHIBAIOILIUE:

a) 00paboTKy 3ampoca o MPOBeJACHUHN HHCIIEKTHPOBAHHMSI TPOU3BOICTBA,
MOCTYIUBILETO OT MIPOU3BOAUTEISI MEIMIIMHCKOTO U3/IETTHS;

0) manupoBaHue, MPOBEJEHNE U COCTaBICHHE OTYETa O IPOBENEHUH
UHCIIEKTUPOBaHMUsI IPOM3BOJICTBA;

B) YCJIOBHs JIOTOBOPa O IIPOBEJICHUH WHCIICKTHPOBAHHUS TIPOU3BO/ICTBA,
3aKJIFOYaEMOr0  C  IPOM3BOAMTENIEM MEAMIMHCKOTO M3JeUs WIH €ero
YIIOJITHOMOYEHHBIM IPeCTaBUTEIIEM;

r) orpe/ieJieHHe MPOU3BOACTBEHHBIX IUIOMIAA0K, KOTOpBIE OyIyT
[IOJBEPraThCsl UHCIIEKTUPOBAHHUIO TTPOU3BOACTBA;

1) opopmIIeHHE OTYETOB C 3aK/IOYEHHEM O COOTBETCTBHH WU
HECOOTBETCTBUM CUCTEMBI MEHEI)KMEHTa KadyecTBa MEJMIIMHCKOIO H3ZEIIHs
HacTosiUM TpeboBaHusIM;

€) KOHTPOJIb 3a KOPPEKTHUPYIOIUMH JEHCTBHSMH T10 YCTPAHEHHUIO
HECOOTBETCTBUH, BBISIBIIEHHBIX B XOAE IMPOBEACHUS HHCIEKTHPOBAHMUS
MIPON3BO/ICTBA;

’K) pactipefiesieHde  00sI3aHHOCTeW W IOJHOMOYM  dYJIeHOB
MHCIIEKLUOHHOM TPYIIIEI MIPU MPOBEJCHUM UHCIIEKTUPOBAHUS TTPOU3BOJICTBA
(C y4eTOM UX KOMIETEHLMH) U MPU HEOOXOAMMOCTH TPUBJIEUEHHE BHELIHUX
9KCIIEPTOB.

15. Uncnexktupyromas — opraHuzanusi  o0sizaHa  pazpaborath U
BBLIMOIHATE  [POLEAYPEl NEPBOHAYAIBHOIO ONpeesieHUusT KOMIIETEHLIHN
UHCIIEKTOPOB MPH HX Ha3HAYEHUM HA JIODKHOCTH W HENpPEePBIBHOIO

NOJIJIEPXKAHUS €€ YPOBHSI.
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MHcnekTopsl NOMKHBL MMETh AWIUIOM O BBICHIEM OOpa3oBaHHH CO
crenyanuzanueii B MeIUIMHE, €CTeCTBEHHBIX HayKax WM HHXEHEPHOM
7iefie, OmNBIT paboThl He MeHee 3 JjieT B 00JIACTH OIEHKH Oe30MacHOCTH,
KadecTBa M O(P(EKTHUBHOCTH  MEAUUMHCKUX  u3fgequil  u  (WiM)
rOCyJJapCTBEHHOI'O KOHTPOJII 3a oOOpalleHueM MEeJULMHCKUX HW3/eNHiH,
a TaKkyKe JOJDKHBI 00J1a1aTh:

3HAHUAMM IIPOM3BOJCTBEHHBIX MPOLIECCOB M TEXHOJOTHH, KOTOpbIE
MPUMEHSIIOTCSI MPOU3BOAUTENAMU MEIUIIMHCKHX H3/ICITHIA;

3HaHUAMH TpeboBaHuil 3P PeKTUBHOCTH U 0€30MACHOCTH MEIULIUHCKUX
U3/E/Ui, TEXHOJIOTUH U PUCKOB UX MEAULIMHCKOTO MPUMEHEHHS;

3HAHUSIMHU CTAHJIAPTOB CUCTEMBI MEHEHKMEHTA KauecTBa MeIHIIMHCKIX
M3C/IMH U CUCTEMBI YIIPaBIeHUs] PUCKAMU METUITUHCKUX U3IETHI;

3HAHUSIMH OCHOB TEOPUH BEPOATHOCTH W CTATUCTHKHU (B TOM 4YHCIIE
METOJMK OIIpe/ieNIeHUs] YPOBHEH NOBEPUTEIIbHONH BEPOSTHOCTH B OTHOIIEHHUH
penpe3eHTaTUBHON BEIOOPKH U PErPEeCCUOHHOIO aHAIN3a).

KoMmmereHnuss MHCIEKTOpPOB, YyKa3zaHHas B al3alax TpeTheM H
YETBEPTOM HACTOSIILETO ITyHKTA, JOJDKHA IMOATBEPXKIATHCS JUIS TIOATPYIII
MEIUIUHCKUX H3JeNUHA 110 TMepeqHI0 COrJacHO TNpuiokeHnio No 2.
WMucnekTupyromas  opraHus3aiusi Jo/DKHa JOKYMEHTHPOBATh  00JacTu
KOMIIETEHIIMM CBOMX HWHCIEKTOPOB. 3amucH 00 o00JIacTAX KOMIIETEHIIMH
MHCIIEKTOPOB  JIOJIKHBI TIOJUIEPKUBATHCS B AKTYyaJlbHOM COCTOSIHHH U
YYUTBIBATbCSI ~ IIPM  HA3HAYEHWHM  MHCIEKTOPOB  JUIS  TPOBEIEHHUS
MHCIIEKTUPOBAHHUS TPOU3BOJICTBA COOTBETCTBYIOIIMX MEUITMHCKUX H3EIIHH.

WHcnexTrpyrommas OpraHu3arus TOJKHA MPOBEPSTH
npo(ecCHoHaNbHBI YPOBEHb HMHCIEKTOPOB B IEJSX IOATBEPHKIECHHS HMX
KOMIIETEHIINHM IIOCPEACTBOM IIPOBEACHUS AaTTECTAIMU M TOCIeIyIomei

nepeaTTecTalny He pexke 1 paza B 3 roja.
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16. MHcnekTupyomas OpraHusarus OoJKHA BHEJIPUTH
JOKYMEHTaJIBHO YCTaHOBJIEHHbBIH MOPsIJIOK o0ecrnieueHust
KOH(DUIEHIMATEHOCTH HH(QOPMAIUK, COCTABISIONIEH KOMMEPYECKYIO TaiHy
U TIOJyYEHHOW B XOJI€ NPOBEAEHMS] MHCIEKIHH, ¢ y4eTOM BO3MOMKHOCTH
PUBJICYCHUS] BHEIITHUX SKCIIEPTOB U YYACTHSI MHCIEKTOPOB (IKCIEPTOB) OT
YIIOJIHOMOYEHHBIX OPraHOB.

Cornamienne 0 KOH(UAEHIMAIBHOCTH,  3aKIIOYaEMOE  MEXJy
MHCIICKTUPYIOLIEH  OpraHu3aluedl W  NpOU3BOAMUTENIEM  MEIHUIMHCKUX
W3JICTMH,  JOJDKHO — COJEp)KaTh  IOJIOKEHHUS,  NpeJlycMaTpHBAIOLIKe
BO3MOYHOCTh IPEICTABJIEHUs MaTEpUanoB IO pe3yJibTaraM IPOBENEHHUs
MHCTIGKTHPOBAHUS YIIOJIHOMOYEHHOMY OpraHy, a Takke JIIOOBIM IpyriuM
YIOJIHOMOYEHHBIM OpraHaM, MeXIy KOTOPbIMH HMEIOTCS COIVIALUEHUS O
KOH(UICHIIMATBEHOCTH.

17. ncnexTupyromas opraHisanus JIOJDKHA MOIIEPKUBATh B paboueM
COCTOSTHUM M XpaHUTh He MeHee 10 JsieT 3amucu 00 MHCHEKUUSIX W JPyrou
JeATEJILHOCTH 10 BCEM ITPOU3BOIUTENSIM MEIMIIMHCKUX U3MIETNMH, [10JaBILIUM
3asBKM O MPOBENEHUH MHCIIEKTHPOBAHMUS POU3BOACTBA U (MJIH) MPOIIEIIITHM
MHCIEKTHPOBAHKE IIPOU3BOJCTBA, KOTOPBIE JOKHEI BKIIIOUAThL B CEOS:

a) MHQOPMALIMIO O 3asiBKE M OTYETHI O pe3yJbTaraX IIPOBEeHMUs
MHCIIEKTUPOBAHHUS POU3BO/ICTBA;

0) moroBop Ha MpoOBeeHUE UHCIIEKTHPOBAHHS TPOU3BOJICTBA;

B) 000CHOBaHHE IIPOJOJIKUTEbHOCTH MHCIIEKTUPOBAHHS
IIPOM3BO/ICTBA;

) KOHTPOJIb 3a BBIMOJHEHHEM KOPPEKTHPYFOIIMX AeHCTBHIl 1O
pe3yJibTaTaM MpoBeeHUsT HHCIIeKIIH;

1) 3aIIACH O JKaJlobax M ane/uislusaX, a TakkKe T0CIeIyIOMUX

KOPPEKTUPYIOLIUX NeUCTBUSX;
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€) IOKYMEHTBI, TMOATBEPKNAIONINE KOMIETEHTHOCTh HMHCIEKTOPOB M
BHEIIHUX SKCIIEPTOB.

18. YonnomounBanue HHCIIEKTUPYIOLIUX OpraHu3auuii Ha
MPOBC/ICHHUE  WHCTEKIHMH  NPOM3BOAMTENCH  MEOUIMHCKHX  M3IeNHii,
32 HUCKJIIOYEHHEM CllydyaeB, KOr[a MHCHEKTUPYIOLIMMU OpraHH3alusIMy
ABJIAIOTCSL  YTIOJTHOMOYEHHBIE OpraHbl, OCYLIECTBIISIET YIOJHOMOYEHHBII
OpraH Mo KaKAOW MOArpynne MeJULUHCKUX HU3IeTHH 110 IIEePeYHIo
B COOTBETCTBUHM C mpuioxenuem Ne 2 k HacrosimiuM TpeGoBanusmM Ha
OCHOBAaHUHU OICHKU X COOTBETCTBUSI HACTOSIIIIUM TpeOoBaHUsM.

VYIOJHOMOUYEHHBI ~ OpraH  BOpaBe  ONPEAENATh  KOJHUYECTBO
MHCIICKTUPYIOLIMX ~ OpraHu3aluii  [Uid IpPOBEJEHUS HHCIEKTHPOBAHMS
[POM3BOJCTBA IO 3asBKaM MPOU3BOAUTENICH MEAMIMHCKUX U3/Ieauid H (MIIn)
B COOTBETCTBUM C IpapuKaMu MPOBEICHUS! HMHCTIEKTUPOBAHMUS [TPON3BOACTBA
B CpPOK, HE TMpPEBBIIAOMMNA 3 Mecdla Cco JHS  PeACTaBICHUS
NPOU3BOJUTENIEM  MEIHIUHCKOTO  HM3MENUS  [OJIHOrO  KOMILIEKTa
JOKYMEHTAallUd, B TOM 4YHCIE JOKYMEHTOB 00 oOIulaTe MpOBEICHMUS
HHCIIEKTHPOBAHMS TTPOU3BOJICTRA.

ITepeyeHr MHCHOEKTHPYIOUIMX OpraHM3alMil pasMelnaeTcss Ha cairtax
YIOJIHOMOYEHHBIX OpraHoB B HH(POPMALMOHHO-TEICKOMMYHHKALIMOHHOI
cetn «MuTepner» (nanee — cetb Mureprer), a Takike onyOJIMKOBBIBASTCS HA
nHpopmanroHHoM noptaiie Corosa.

YIOJHOMOYEHHbIE OpraHbl B Te4yeHHe 3 pabouumx mHeill co fHs
BHECCHMs  M3MCHEHHH B  CBEJIEHMs, COJepXalluecs B  [epedHe
WUHCIIEKTUPYIOIIHNX OpraHu3aiui, obecreunBaroT pasMmenieHue
COOTBETCTBYIOLIEH MH()OPMAIMM Ha CBOUX O(QHUIMAILHLIX caiiTaX B ceTH
WutepHeT u ee npencTaBieHne B EBpasuifckyio SKOHOMHYECKYIO KOMUCCHIO

C HCIOJIb30BAaHUEM CPEICTB MHTErPUPOBAHHON MH(POPMALIMOHHONW CHCTEMBI

Coro3sa.
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19. YnonHoMmoueHHslii opraH He peke | pa3a B 2 roja MpPOBOIUT
[POBEPKY MHCIIEKTUPYIOLUX OpraHu3alui, 3a UCKIIIOUeHHEeM CIIydaeB, KOraa
UHCIIEKTUPYIOLIMMU OpPraHU3alMsIMK SIBJISIOTCS YIIOJTHOMOYEHHBIE OPraHbl,
Ha TpeaMeT CcoOMIoAeHHs] HacTosmmXx [pedoBaHUi. YIOJHOMOYEHHBIE
OpraHbl He IO3/Hee 4YeM 3a 3 Mecsdla J0 Hayajla MPOBEAEHUs MPOBEPKU
JOJDKHBI pa3MellaTh Ha CBOMX O(HIMANLHBIX caiitax B cet MHTepHeT
rpa(p UKy MpoBeleHUsl MPOBEPOK MHCIEKTUPYIOLIMX OpraHu3aluii, KOTOphIe
JAO/DKHBI  OBITh  JIOCTYNHBI ~ MHCHOEKTHPYIOUIMM  OpraHU3alusM |
YIIOJTHOMOYEHHBIM OpraHaM.

B cayuae ecnu  MHCHEKTHUPYIOLIEH — OpraHu3anuei  sIBIsieTCs
YIIOJIJHOMOYEHHBIH OpraH, KOHTPOJIb 32 €€ JIeITelIbHOCTBIO OCYIIECTRISETCS B
HOpsIKE, YCTAHOBIIEHHOM 3aKOHOAATELCTBOM rOCyJapcTBa-ujeHa.

[ToslHOMOYHKS MHCHEKTUPYIOLLEH OpraHu3ali MOTYT OBITH OTO3BAHLI
YIOJIHOMOYEHHBIM OPraHOM, €C/M MO pe3ysbTaTaM IPOBEACHHUS MPOBEPKH
Oyner ycTaHOBJEHO, YTO MHCHEKTHpPYIOIas OpraHu3alius He colOromaer
Hacrosilque TpeboBaHusl.

YIOJHOMOYEHHBIE OpraHbl BIpaBe 3a CBOM CYET HApPaBUTh CBOMX
Npe/CTaBUTENeN NIl y4acThs B NPOBENEHUU MPOBEPKH HHCIEKTUPYIOIIEH
OpraHM3allil B KayecTBE MHCIEKTOPOB (DKCIEPTOB), 3a MCKIHOUYEHUEM
cllydaeB,  KOIrja  WHCHEKTHUPYIOIIMMH  OpraHu3alusMyd  SBJSIOTCS
yHOJHOMOYeHHble opraHbl. [lo pe3ynpTaTam TpoBeleHUs] POBEPKH
MHCIIEKTOp (PKCHepT) BIIpaBe MpeACTAaBUTh B YHNOJIHOMOUEHHBIH oOpra,
NIPOBOASININN IPOBEPKY, MMCbMEHHBIE 3aMeYaHMs U MPEAJI0KESHHSL.

20. YrioniHOMOYEHHbBIE OpraHbl B paMKax KoopjauHaiuu paboT B
obnacTu  aAMUHHUCTPUPOBAHMSI ~ WHCIEKIMN,  pa3BUTHS  MEXaHH3MOB
B3aMMHOH D3KCIEPTHOH OLIEHKHM BIIpaBe 3a CBOM CUYET HANPaBUTh CBOUX
MHCIIEKTOPOB (3KCNEPTOB) Ul yyacTHsl B IPOBENEHUH HHCIEKTUPOBAHMS

I[IPOU3BOACTBA B pPaMKaxX OLOCHKM CHUCTCMLI MCHCIPKMCHTA KadveCcTBa
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MEIMLMHCKOr0 u3feins. IIpousBoiuTeIF MEIMIIMHCKOIO M3IeNns 00s3aH
0becreunTh JOCTYI YICHOB IPYIINbl HHCIEKTOPOB (9KCnepToB) K 00beKTaM
HUHCIIEKTUPOBAHHUSI.

21.Ot4yerel 0 pesynpTaTax — [pOBEJEHMS]  WHCIEKTHPOBAHMSI
NPOU3BOJCTBA  HAIPABIAIOTCS  MHCIEKTUPYIOLEH — opraHusanueii B
YIOJIHOMOYCHHBIH OpraH Jis BKIIOYEHHS B PETHCTPALMOHHOE HOCHE IO
[OYTE 3aKa3HBIM IIOYTOBLIM OTIPABJIECHUEM C YBEAOMIIEHHEM O BPYyYeHHH
m60 B (opMe WIEKTPOHHOTO JOKYMEHTa, MOMIHCAHHOIO SJIEKTPOHHOU
NOAMACHIO, B TeyeHne 15 paboumx JHEH co JHA  3aBeplUCHHS
HHCIIEKTHUPOBAaHUSI POU3BOJICTBA.

22. MincnekTupyromas opraHu3alusi, MpOBOASIIAS HHCIEKTHPOBAHME
MPOM3BOJACTBA, HE NOJDKHA BBIHOCUTH IOJIOKUTETBHOTO 3aKIIOUEHHS, eCiIH
CHCTeMa MEHE/UKMEHTA KauecTBa MC/MIMHCKUX M3/EIUi HEe COOTBETCTBYET
HacToAMM  TpeOoBaHWSM WM He MOJJEPKUBAETCS B  AKTYaTbHOM
COCTOSIHUH,

VnrerpasbHas oueHKa 3HaYMMOCTH BBISBJIEHHBIX B XOJ€ MPOBECHHS
HHCTICKTUPOBAHUS MPOU3BOJCTBA HECOOTBETCTBHH CUCTEMBI MEHEKMEHTA
Ka4ecTBa MEIMLUMHCKUX H3Jenuii HactosmmMm TpeGoBaHWsM npoBOAMTCS
COrIacHo NpUIoKeHHuro Ne 3,

HecooTBeTcTBHs,  BBIABNEGHHBIE 10  pe3ynbTaTaM  [IPOBEIECHHUS
HHCIIEKTUPOBAHHMS IIPOU3BO/ICTBA, JLOJIYKHEI OBITB yCTpaHEeHEI
MPOU3BOIUTENEM — MEJHMLUHUHCKOTO  M3JENMs B XOJE€  NPOBEACHUS
MHCICKTUPOBAHMSA MPOU3BOACTBA MJIM B CPOK, HE IIPEBBIIIAIONIHI
30 pabounx JiHeH co s 3aBepIIEH s HHCIIEKTUPOBAHMS IIPOM3BOICTBA.

23.B cmyuae ecnM IPOM3BOJMUTENbL MEIAUIUHCKOrO WU3NEHUS He
COIJIaCeéH € OTPUIATEIbHBIM  3aKJIFOUEHHEM WM  BbISBIIEHHBIMU
HCCOOTBETCTBUAMH, OH HANpPABISIET MPETEH3UI0 B  WHCIEKTUPYIOLIYIO

opraHumsamuio B Teyenue 30 paboumx OHeH €O OHA MONyYeHHs
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MHCICKTUPYIOUIeH OpraHu3aliel KONMMK OTYeTa O pe3ylibTaTtax MPOBEAeHHUs
MHCIIEKTHPOBaHUs MPou3BozAcTBa. MHCcnekTupyromas opranusanus odsizaHa
paccMOTpeTh yKa3aHHYIO IPETEH3MI0 M HAlpaBUTh OTBET B TeueHHe
15 pabouux nneit co nus ee momydenus. B ciyuae HeJOCTHKEHUS COTIIACHS
IPOU3BOAUTENIb MEIMIMHCKOrO M3JeNMsl BIIpaBe oOpaTUThCs ¢ kalloboii B
CYA TO MECTy HaXOXICHW WHCIEKTHpYIOUIed OpraHuzalud WIH B
YINOJHOMOYCHHBIH OpraH, yrnoJHOMOYHMBLIMN OpPraHU3AIUIO HA MPOBEIEHHE
OLECHKH CHCTEM MCHE/DKMEHTa KadecTBa MENULMHCKHX H3/enuit. B ciyuae
€C/IM MPOU3BOJTUTENb MEAMLMHCKOIO H3JE/Usi He COINIaCeH ¢ pelleHHEM
YHOJHOMOYEHHOT0 OpraHa, OH BIIpaBe 00KaJloBaTh JJAHHOE pelIeHue B CYIe
10 MECTY HaXOKIAEHUsS YIIOJHOMOYEHHOTO OpraHa.

Ecnu mpousBojauTens MEIULIMHCKOTO H3IEHs HE yCTpaHseT WIu
HapyIlaeT CPOKH YCTPaHEHHUS 3aMEYaHWH, MHCIEKTUPYIOIias OpraHu3aiius
uHpOpMUpYeT 00 3TOM YIOJHOMOYEHHBIH OpraH, yHnOJTHOMOYHBIIHHA
OPraHM3alUI0 Ha IMPOBEINECHHE OIEHKH CHCTEM MEHEHDKMEHTa KadyecTBa
MEQULMHCKHUX M3ICJTHM.

Jo ycTpaHeHus IPOU3BOANUTENEM METUIIMHCKOTO M3/IENIUs 3aMeUaHuii,
CozlepKallUXCsl B OTYETE O pe3yjabTaTax IPOBE/IEHHs] HWHCIECKTHPOBAHUS
IPOU3BOJICTBA, YIOJIHOMOYEHHBIH OpraH BIpaBe IIPHOCTAHOBUTH BEINMYCK
MEUIIUHCKOTO W3JIensl B OOpalleHHe Ha TEPPUTOPUH TOCYAapCTBa-djieHa
B COOTBETCTBUH C 3aKOHOJIATEJBLCTBOM 3TOTO rocylapcrsa. B srom ciyvae
YHOJIHOMOYCHHbBIW OpraH MH(QOPMUPYET YIOIHOMOUYCHHbBIE OPraHbl JAPYrHX
roCyaapCTB-YJI€HOB O IPHOCTAHOBKE BBIMYCKA MEIMIIMHCKOIO W3JEIUs B
oOpallleHue Ha TEPPUTOPHHM TOCYIapCTBa-4IeHA C MCIOJL30BAHUEM CPElCTB
MHTErpUpOBaHHON MHpopMamonnoii cucremsl Coroza.

24.1lpn npoBeleHHU HHCIEKTHPOBAHU IIPOU3BOJICTBA [IPOBOJIUTCS
OLICHKA CHMCTEMBbl MEHEIDKMEHTa KauecTBa MEAMIMHCKUX W3IEIuil IS

CJICAYIOIIUX IIPOLECCOB:
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IPOIECChl TIPOEKTUPOBAHHUS M PazpabOTKU, €CIH OHH BKJIIOYEHBI B
CUCTeMY MeHEe/PKMEHTa KauyeCTBa MPOU3BOIUTEISI MEJUIITHCKOTO U3/1EIHS;

IIPOIIECCHI YIIPABIICHUS IOKYMEHTAIHEH 1 3aricsIMu;

MPOIIECCHI IPOU3BOACTBA U BBIXOJHOTO KOHTPOJIS;

NPOIECCHI KOPPEKTHPYIOLIUX U TPEaYNPEekKTAIONINX TeHCTBHIA;

IIPOLIECCH], CBSI3aHHBIE C MMOTPEOUTEIEM.

Eciu  npou3BOAMTEND MENMUMHCKOTO H3IENHs BHEJIPHI CHUCTEMY
MEHE/DKMEHTa Ka4yecTBa MCAMIMHCKUX M3ACIMM B  COOTBETCTBHUH C
TPeOOBAHUSMK CTaHJApPTOB, SKBHBAJCHTHBIX MEXIYHAPOIHOMY CTAHAAPTY
ISO 13485, To pmokazarenbcTBa COOTBETCTBHS CHCTEMBI MEHEIKMEHTA
KayecTBa TpeOOBaHMAM JAHHBIX CTAHAAPTOB (CepTH(HMKAT COOTBETCTBHS,
OTYETHI 00 ayjIuTe CUCTEMBI MEHEKMEHTa Ka4eCTBa MeJMIIMHCKIX U3 /e/Hii)
00ECIeYnBAOT €€ COOTBETCTBHE HACTOSAMUM TpeGOBaHHAM B 4YacTH
IIPOLIECCOB M TPOLEAYD, CBA3AHHBIX C (QYHKIUOHUPOBAHUEM CHCTEMBI
MCHE/DKMEHTA KadecTBa MEAMUMHCKHX wu3fenuil. B arom  cioyuae
MHCIEKTUPOBAHNE OrPAaHUYMBAETCS IPOBEPKON BBINONHEHUS TpeboBaHumiA,
OTHOCSIIMXCS K TPpoILeccaM MPOEKTUPOBAHUS, pa3pabOTKH, MPOU3BOJICTBA U
BBIXOJIHOTO KOHTPOJISI MEJIMIIMHCKOTO U3/EJIMs U K MPOLIECcaM, CBSI3aHHBIM C
MoTpeduTeseM (B 4aCTH MOCTIPOJAKHOTO MOHMTOPHUHTA).

25. OueHKa TMpoILeCCOB MPOEKTHPOBAHUS U  pa3pabOTKH CHCTEMBI
MCHEDKMEHTA KaYeCcTBa MEJULUMHCKAX H3JIeJIMH BKJIIOUAET B ceOs:

a) HOATBEPKJCHHE  HAIWYMs  [POUEAYP  NPOEKTUPOBAHUI W
pa3paboTKH (BKIIOYAsH YIIPABIEHHE PUCKAMHU);

0) aHanu3 JOKYMEHTOB, ONIMCHIBAIOIIMX IIPOLEYPY IPOEKTUPOBAHUS U
OXBATBIBAIOIIUX MOAENILHBINA Psifi MEAUITUHCKOTO U3 IEJIHs,

B) OATBEPKAEHHE  HAa  OCHOBE  BBIOpAHHBIX  3amHcedl Mo
NPOCKTUPOBAHUIO ~ MEAMIMHCKOrO  M3MEdHMs TOrO, 4YTO IPOLELYPHI

HPOCKTUPOBAHHS H p33pa6OTKI/I ObLIH YCTAHOBJICHBI U IPUMECHECHBI,
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I) IOATBEPXKIAEHHE  TOro, 4YTO  BXOJHBIE J@HHBIE  Mpollecca
IPOEKTUPOBaHUs OBbLIM pa3paboTaHbl ¢ yUYeTOM HazHAUEHHs MEAUIUHCKOTO
M3/eNidsi M COOTBETCTBYIOWIMX — mojoxeHui  OOwmx  Tpebopanuii
Oe3onacHOCTH 1 3P PEKTHBHOCTH;

1) aHanu3 crenuGUKanuil Ha MEIMUMHCKHE H3JelMsl B  LeJisX
MOATBEPIKIEHUS] TOrO, 4YTO BBIXOJHBIE JaHHBIC IPOEKTAa MEIULUHCKOTO
uzzienust,  obecrmeunparone  OezomacHOCTh U PQPEKTUBHOCTD
MEIULUHCKOTO M3IENUsl MpPH ero MPUMEHEHHM II0 Ha3HAYEHMIO, ObUIN

ONpe/iesIeHbl,

€) HOATBEPKACHUE TOrO, YTO HESTEILHOCTH [0 MEHEMKMEHTY pHUCKa
Obla ompeziesieHa M OCYIIECTBIICHA, KPHTEPUH JIOTyCTUMOCTH PUCKA OBITH
YCTQHOBJICHbI U SIBJISIFOTCS COOTBETCTBYIOIMMH, JIOOOH OCTATOYHBIM PUCK
ObUI OLIEHEH M MPH HEOOXOAUMOCTH JIOBENEH 10 CBEIEHUs MOTpeOHTes
B coorBercTBMM ¢ OOwmumu  TpeboBaHUsMH  0O€30MAaCHOCTH WU
5 PEeKTUBHOCTH.

26. OueHKka TpOILIeCCOB YINpaBlieHWs] JOKYMEHTAlMeH M 3alucsiMU
CHUCTEMBI MEHEDKMEHTA KaueCcTBA MEIUITUHCKUX U3E/IUI BKIIFOUAET B ceOs:

a) MOATBEPIKACHUE TOTO, YTO IPOLELYPBl UACHTH(HUKALIUK, XPAHEHHS] 1
ynaneHus (YHHYTOXKEHMs) NOKyMEHTOB M 3amucedl (BKIIOYas ynpapieHHeE
U3MEHEHMSIMU ) OBLTH pa3padoTaHkbl;

0) moaTBepKACHUE HATHYMS JAOKYMEHTOB, HEOOXOMUMBIX JUIsI TOTO,
4TO0OBI OpraHM3alms Morya obecrneuuBaTh IUIAHHUPOBAHKUE, OCYLIECTBIICHHE
MPOU3BOACTBEHHBIX MPOLIECCOB U YIIPABJICHUE HMMU;

B) [IOATBEPIK/IEHHE TOTO, YTO JOKYMEHTALMS Ha MEAULMHCKOE U3JIeITHe
BKJIFOUAET B cebs:

CBHIETEILCTBA COOTBETCTBUSI METUIMHCKUX W3JIEUH TpeOOoBaHUSIM

(B TOM 4HnCIIe TPEOOBAHUSIM TPUMEHSIEMBIX CTaHIAPTOB);
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ONMUCAaHUE MEAULMHCKUX M3/eNuil, BKIHOYAS HHCTPYKLHH IO
IIPUMEHEHNIO, MaTepHallbl U clielr(PUKAIIHIO;

CBOJHYIO JOKYMEHTALMI0 10 BepU(HKALMUA U BalIUJALUK [POEKTOB
(B TOM uuWcle JlaHHBle KIMHMYECKHX MCCIEIOBaHM  (MCHBITAHWMN)
B cooTBeTcTBUU ¢ IlpaBunamu mnpoBeneHUs] KIMHHYECKUX W KIMHUKO-
1a00OpaTOPHBIX ~ UCHBITAHWM  (MCCIEIOBAHMI) MEIULMHCKUX — WM3ENHil,
yreepxkaeHHbiMu - Pemennem  CoBeta  EBpasmiickoif  9KOHOMHYECKOI
koMmuccuu ot 12 despains 2016 r. Ne 29);

MapKUPOBKY MEIULIMHCKUX U3IEJIUH;

JOKYMEHTHI I10 MEHEI)KMEHTY pHCKa.

27.0ueHKka mpoLeccoB IPOU3BOACTBA M BBIXOJHOIO  KOHTPOJIS
MEJULUHCKUX U3/IeJIMH BKJIFOYAET B ceosi:

a) aHa/Iu3 TPOU3BOJCTBEHHBIX IPOLIECCOB M3TOTOBJICHUSI CEPUIMHON
MPOAYKUMH (BKJIIOUAsl yCIIOBUs IIPOU3BO/ICTRA);

0) OIIEHKY MPOLIECCOB CTEpPWIM3AMK (I MEIUIMHCKUX W3ENNH,
BBIIYCKAeMBbIX B CTEPUIILHOM BU/IE), B TOM YHCJIE:

OlpeleNieHHe  TOro,  4YTO  MPOIECCHl  CTEPHIIM3AUH  OBIIH
JOKYMEHTHPOBAHbLI, 3allMCH [1apaMeTpoB IMpolecca CTePUIM3AIUH IS
K&KIO0W CTEPUIIM3YEMOM NAapTHH MEIULUHCKUX WU3/ENIUN TO/IJIepKUBAIOTCS B
paboyeM COCTOSIHUY;

OIpeJiesieHre TOro, YTO MPOLECce CTePUITH3AMH OB BAJIMUPOBAH;

ONpeleIeHHe  TOrO, YTO NpOLecC CTePUIM3AIMU  [IPOBOIMTCS
B COOTBETCTBUU C YCTAHOBJICHHBIMU MapaMeTPaMH;

B) MOATBEPXK/IEHUE TOr0, YTO MPOLECCHl TMPOM3BOJICTBA  SBJISIIOTCS
YTPaBJIsiEMBIMA U KOHTPOJIIUPYEMBIMU U (DYHKIIMOHUPYIOT B YCTAHOBJIEHHBIX
npefenax, a TakKe IMOATBEPXKIeHUe obecreueHus HeoOXOAMMOIro YpPOBHS

KOHTPOJIA IPOLYKLUHH U (MIIH) YCIYT KPUTHUECKHUX MTOCTABIIUKOB;
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I') HOATBEPIKICHHE UAEeHTUDUKAIIH 5 IIPOCIEKUBAEMOCTH
MEIMUMHCKUX H3IEJIMA W TPOLECCOB MX TPOU3BOACTBA, a TaKkKe HX
COOTBETCTBHUS YCTAHOBJIEHHBIM TPEOOBAHUSIM;

M) TIO/ITBEPIKIEHHUE TOTO, YTO IESTETBHOCTD 110 BHIXOJAHOMY KOHTPOJO
MEJIMIMHCKUX U3/IeJINi obecreynBaeT COOTBETCTBHE MEIULMHCKUX U3/ICIINi
YCTaHOBJIEHHLIM TPeOOBaHUSAM U ObUIA IOKYMEHTHPOBAHA.

28. OueHka MpPOLECCOB KOPPEKTHPYIOLIMX M IIPeLypek Ao
JACUCTBMH CHCTEMbl MEHE/DKMECHTA KauecTBA MENULIMHCKUX  H3JeNnil
BKJIIOUAET B ceOsi:

a) MOATBEPIKACHUE TOTO, YTO IPOIEAYPHl KOPPEKTHUPYIOLMX U
Npeaynpexaaoux 1edcTBUN ObuTH pa3padoTaHbl;

0) noATBEpHKAEHHE TOTrO, YTO CPEACTBA YIPABIEHHs IIPENSTCTBYIOT
PacIpOCTPAHEHUIO  MEAMUIMHCKUX — M3JIeJMH, KAauecTBO KOTOPBIX  He
coorBeTcTByeT OOmum TpeGoBaHusiM Oe3zomacHOCTH W 3()(PEKTUBHOCTH
MEJIUIMHCKHAX U3ICITUM;

B) MOJITBEPIKIECHUE TOTO, YTO KOPPEKTUPYIOIIME U MPEyNperkaaloLme
JEHCTBUS SIBISIFOTCS Pe3yIbTaTUBHBIMU;

I) IOATBEPXKACHHE TOTO, YTO NPOM3BOJUTENL MEIUIMHCKOTO W3/IENHs
paspaboran  odpexTHBHYIO TpOLEAypy  BbIyCKA U [pPUMEHEHHs!
YBEIOMJIEHUI 110 0e30MacHOCTH MEIMLIUHCKUX W3AEIHH B COOTBETCTBHH C
IlpapunaMu  mpoBelieHHUST MOHHUTOPUHra OE30MacHOCTH, KadyecTBa W
5QPEKTUBHOCTH  MEAMIMHCKUX —H3JIE/Mi, YTBEeP)KICHHBIMM Perienuem
Kosnernn EBpasuiickoil skoHoMuueckoit komucenu ot 22 nexabpst 2015 r.
Ne 174 (manee — IlpaBuia mnpoBeleHHs MOHMTOPUHIA 6E30MACHOCTH,
Ka4yecTBa ¥ 5(Q(MEKTUBHOCTH MEAMITHHCKUX U3LENIL).

29. Ouenka CBSI3aHHBIX C  TOTPEOHMTENEM MPOILECCOB  CHCTEMBI

MEHE/DKMEHTA KaueCTBa METUIIMHCKUX U3/Ie/IUM BKIIIOYAET B ceOs:
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a) MOATBEPKACHHE TOTO, UYTO MPOU3BOJUTEIIb MEJAULMHCKOTO M3IEIIH
MPUHST Mephl, HEOOXOAUMBIE [IJIsl YCTAHOBJICHUSI CBSI3U C MOTPEOMTENSIMH,
B TEJISIX BBITIOJTHEHUSI HEOOXOAMMBIX  KOPPEKTHUPYIOLINX H
MpeAynpexaaoluX AeHcTBUM, pacroynaraeT CHCTeMO# cbopa M aHanusza
JaHHBIX O 0Oe3omacHOCTH U 3(PPEKTUBHOCTH MEAMIMHCKMX H3ASIHA Ha
MOCTIPOAAYKHOM dTane W MOAJCPKUBAeT €€ B aKTyalbHOM COCTOSIHHH,
a TaK)Ke HalpaBisieT B YHNOJHOMOUEHHBIH OpraH OTYETBHl O pe3yJibTaTax
MOCTIPOJAKHOTO ~ MOHHMTOpUHIa  Oe3omacHocTd W 3 PEeKTUBHOCTH
MEIULUHCKHX H3/eluil B cooTBeTcTBUM ¢ llpaBwiaMu mpoBejeHus
MOHMTOpHHra O€30MacHOCTH, KayecTBa W A(G(EKTUBHOCTH MeIMIIMHCKUX
HU3EIHUH;

0) moATBepXk/IeHUE TOro, 4YTO oOOpaTHas CBs3b C I[OTpeOUTENEM
AHAIM3UPYETCs] IPOU3BOAUTENEM MEIUITUHCKOTO U3JIeNIUs B XOJ€ MPOIECCOB
’KM3HEHHOTO LMKJIA MPOAYKIMU U HCIOJNb3YeTCs I MOBTOPHOM OLIEHKU
pucka M Ipu HEOOXOAUMOCTH MJisg aKTyaIM3allH JeATeNbHOCTH 110
MEHE/IPKMEHTY PHUCKa.

30. Onenka cucTeMBl MEHEMHKMEHTA KAYecTBA MEIMIIMHCKUX H3IeTHH
IPOBOAUTCA B (OpMax MEPBHYHOIO, MEPUOMYECKOro (ITUIAHOBOIO) M
BHETIJIAHOBOT'O MHCIIEKTUPOBAHUS TIPOM3BO/ICTRA.

31. IlepBruHOEe MHCHOEKTUPOBAHUE MPOU3BOJICTBA TPOBOJUTCS B XOJE
MpOIEAYPhl PETUCTPAIIMUA MEIUITUHCKOT0 u3aeius B pamkax Corosa.

32.1lpu mpoBeNeHMH IEPBUYHOIO HMHCIEKTHPOBAHUS MPOU3BOLCTBA
MHCIIEKTHPYIOLIasi OpraHu3alusi MPOBOJUT MHCIIEKTUPOBAHUE IIPOU3BOICTBA
BCEX 3asIBJICHHBIX MPOU3BOUTENIEM MEIUIHUHCKUX U3JIeNTIN
MPOU3BOJICTBEHHBIX TIOIAIOK.

B ciyyae eciv Ha OJTHOH IPOU3BOJICTBEHHOM MIOIIAKE TTPOU3BOISATCS
MEIULUHCKUE U3/EJIHs], OTHOCSIINECS K HECKOIBKUM rpyrnam (IIOArpyIiam)

MEAUIUHCKUX M3IENHUH 10 NEPEeYHI0 B COOTBETCTBUHU C IpHIIOKeHHeM Ne 2
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K HacrosmuM TpeGoBaHMSM B 3aBUCHMOCTH OT KJacca ITOTEHLUAIBHOIO
pUCcKa MX NPUMEHEHUs, UHCIIEKTHPOBAaHHWE MPOU3BOJICTBA B paMKaxX OJ(HOM
IIPOBEPKH MOJKET OXBATBIBATh HECKOJBKO TPYMI (TOATPYI) MEAUIMHCKUX
M3JCIIMH B COOTBETCTBUU C 3asIBJIEHHBIMH TMPOU3BOJUTEICM METUIIHHCKUX
U3JIEeJIUI ITPOU3BOICTBEHHBIMU TJIOIAIKAMH.

33.1Io pesynabrataM NpOBEIEHHOTO MEPBUYHOTO HWHCIEKTHPOBAHUS
MPOM3BOJICTBA MHCMEKTUPYIONIAss OpraHu3anust opopmMisieTr oTueT 1o Ghopme
corjiacHo npuinoxxeHutro Ne 4. VkazaHHblli 0TYeT ACHCTBHUTEJIEH B TEUEHHE
3 JIET CO JIHS €ro BhIIauHu.

34. PesynbraTbl MHCHEKTHPOBAHMS MPOU3BOJCTBA PACIIPOCTPAHSIOTCS
Ha rpyniy (MOArpyniy) MeIULUHCKIX U3l 110 NepeYHIO B COOTBETCTBUN
¢ npuioxeHreM Ne 2 k HactosmuM TpeGoBaHUsIM B 3aBUCHMOCTH OT Kjlacca
MOTEHUHMAIBHOTO PUCKA IIPUMEHEHUS BBIITYCKAEMbIX MEIUITUHCKUX H3JIEIUH.
JUTs METUITMHCKUX M3/1EIUH KJIaCCOB MOTEHIMATBLHOTO PUCKA TIPUMEHEHUS |
M 2a pe3ynbTarbl WHCIICKTUPOBAHMsI MPOM3BOJCTBA PACIIPOCTPAHSFOTCS Ha
PyNIbl MEOULIUHCKUX U3AeHUi. s MeJMIMHCKUX H3JeJIMH  KJIAcCOB
MOTEHIHAIBHOI0 pUCKA NIpUMEHEHUs 20 U 3 pe3yNbTaThl UHCIIEKTHPOBAHMUS
IIPOU3BOJCTBA PACTIPOCTPAHSAIOTCS HA MTOATPYIIITHI MEIULIMHCKUX H3/IETHH.

IIpy nojmaye 3asBIEHUS O TPOBEACHUU PETUCTPALMH  HOBBIX
HAauMEHOBaHHUH MENUIHHCKUAX U3JICIUH, MIPOU3BOIUMBIX Ha
MPOU3BOJICTBEHHONM IUIOLIAJKE, HHCIEKTUPOBAHUE KOTOPOH IIPOBOAMIIOCE
paHee i MEIMUMHCKHX H3JACIUN TOU K€ TPYNIbl WIM HOATPYIILI 10
IIEPEYHIO B COOTBETCTBUU ¢ npuiioxkeHreM Ne 2 k Hacrosiium TpeboBaHmsIM,
3asiBUTENb TPEJICTABIIIET B COCTABE AOKYMEHTOB PErMCTPAllMOHHOTO JOChE
KOITMIO OTYEeTa O pesysbTaTaxX IIPOBEJACHUS HHCIEKTHPOBAHUS IPOU3BO/ICTBA,
IIPOBEJECHHOI0 HE paHee 3 JEeT N0 [JHS TPeJCTaBJICHHS 3asBIEHUS O

IIPOBEACHUH PErucTpal MEAUIIMHCKOI'O U30CITH .
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35. Ileproanyeckoe (MIAHOBOE) HHCIEKTUPOBAHUE —MPOM3BOACTBA
npoBoauTtcs 1 pas B 3 roja.

IIpousBoauTess MeAUIMHCKOTO U3EIHsI BIIPaBe 0OPATHTLCS B TIOOYIO
MHCIEKTHPYIOIIYIO ~ OPraHu3aluio € 3aiBICHHEM O  IPOBEJEHHH
MEePUOJIMYECKOrO (IJIaHOBOT0) WHCHEKTHPOBAHMs NPOU3BOICTBA B TEUCHHUE
6 MeCsILIeB /IO OKOHYaHHsl CPOKa JIEHCTBHUsI OTUYETA O Pe3yILTATaX IPOBEIEHHST
MPEALIAYLIEro  MHCHCKTHPOBAHUS  IIPOM3BOJACTBA C  [pEACTABIEHHEM
CJIEYIOIIMX TOKYMEHTORB:

3asBKa O MPOBEJICHUU HMHCIIEKTUPOBAHUS MPOM3BOACTBA C YKa3aHHEM
MEIMUMHCKUX U3ACIHI B UX TPy (MOATPYII) 110 MEPEYHIO B COOTBETCTBHH
¢ mpuiaoxxenuem Ne 2 x macrosumM TpeGoBaHWSIM M NPOU3BOACTBEHHBIX
IUIOIIAJIOK, BXOAAIINX B 00JIACTh MHCIIEKTHPOBAHUS;

CIpaBKa O (haKTUYECKOH YHMCICHHOCTH COTPYAHMKOB, YYacTBYIOIIHX B
npoueccax OIEHHBAEMOH CHUCTEMbl MEHEHKMEHTA KAYECTBA MEIUIIMHCKUX
U3SITUH;

TEeXHUYECKUe (aiyibl Ha MEIUIMHCKHE M3JeJUs B COOTBETCTBHH C
npunoxxennem Ne 3 k llpaBunam npoBemeHHss KIMHUYECKUX W KIHHHUKO-
n1abopaTOPHBIX  MCTIBITAHMM  (MCCIENOBAaHUN) —MENUIMHCKHX — W3/IEJIuil,
yTBep:kieHHbIM Pemmennem Coeta EBpazuiickoil SKOHOMUYECKOH KOMHCCHH
oT 12 despang 2016 r. Ne 29 (i MeAMUMHCKAX M3AENUH IS IHATHOCTHKH
in vitro — TexHHYeckuit (aiiy, coOTBETCTBYIOMMI TPeGOBAHUSIM COTNIACHO
npunoxenuo Ne 5). Texuudeckue (aiIbl MPeACTaBNIAIOTCS HA PYCCKOM
SI3bIKE B DJIEKTPOHHOM BHJE B (hOopMaTe C BO3MOKHOCTBLIO TIOUCKA,;

KOsl OoT4eTa O  pe3ysbrarax  IPOBEAEHMS]  IOCIEIHEro
MHCIIEKTHPOBAHUS ITPOU3BOACTBA (IIPH HAIIMYUK);

KOIIMsA OTYeTa O pe3yJsibTarax MpOBEJNEHUs] OPraHOM IO cepTH(GUKALUK

(st cepTHQUUMPOBAHHBIX CHCTEM MEHEDKMEHTA KauecTBa) MOCIEeIHEro
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ayndTta CHCTEMbl MEHEKMEHTa KauecTBa MEAWIUHCKHX  M3JeNIHil
(py HAJTUYHHK).

B ciyyae ecim mepuopmueckoe (IIAHOBOE) HMHCIEKTHPOBAHHE
POU3BOACTBA TPOBOJMTCA MHCIEKTUPYIOIIEH opraHu3aupeil He TOro
rOCyAapcTBa-1WieHa, YMOJHOMOYEHHBIM OpraH KOTOPOTO  OCYINECTBIISI
PErUCTpaIM0 MEIUIIMHCKOIO M3JE/IUs, OTUETBl O Pe3yJsibTaTaxX IpPOBEIEHHUs
NEPUOIUYECKOTO (M71aHOBOTO) UHCIIEKTHPOBAHMUS IIPOU3BO/CTBA
HaIMpaBJIsiOTCs YIOJIHOMOYEHHBIM OPraHOM, HHCTIEKTHPYIOIasi OpraHu3ariis
KOTOPOro  MPOBOAMIA  IEPHOJAMYECKOE (IIJITAHOBOE) HMHCIEKTHPOBAHKE
MPOU3BOJCTBA, B  YIMOJHOMOYEHHBIA OpraH, KOTOPBIH  OCYINECTBIISII
PErUCTPaIMI0 MEIULHUHCKOrO U3JIeNNs, IS BKIIOUYEHUSI B PErHCTPAl[HOHHOE
nocke. OTYETB O pesynbTaTaX MPOBEIEHHUS MEPHOJMUYECKOro (IIJIaHOBOTO)
MHCICKTHPOBAHMs IPOU3BOJACTBA HAMPABISIKOTCS IO IIOYTE 3aKa3HBIM
MIOYTOBLIM OTIIPABJIEHHEM C YBEIOMIIEHUEM O BPYUEHUU JIMOO NEepesaroTcs B
(GopMe dJIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOI MOAIMHICHIO,
B TeueHue 15 pabounx pHeH co MAHS 3aBeplUIeHHs I[IEPHOIUUECKOTO
(IUTAHOBOI'0) MHCTIEKTUPOBAHHUSI ITPOU3BO/ICTBA.

36. MHcnexkTupyromas OpraHu3anus IIPOBOJIUT aHasu3
Npe/CTaBICHHBIX JOKYMEHTOB B TeyeHue 10 pabouux qHeH co JHS 10Ja4u
NPOU3BOAUTENIEM  MEJHUIMHCKOIO  M3ZeIHs 3asBKH O  NPOBEAEHHUU
MEPHOIMYECKOro (IIIAHOBOr0) MHCIEKTHPOBAHHS MPOM3BOJACTBA. B ciryuae
€CIIM MHCICKTUPYIOIash OpraHu3alys IPUHSNA pellleHHe O MpPOBEIeHHN
MEPUOJIMYECKOr0  (IJIAHOBOI'O)  MHCMEKTUPOBAHUS MPOM3BOJCTBA, OHA
3aKJII0YaeT COOTBETCTBYIOIIMKM JOTOBOP C IPOU3BOAMTENIEM MENUIUHCKOrO
U3EIHS.

B ciiy4ae ecau IMPUHATO OTPHULIATENBHOE pelleHHe, WHCIEKTHPYIONas

OpraHu3alusi  yBEJIOMJIAET B  IUCbMEHHOH (GopMe  NPOU3BOAUTEILS
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MEJMIHMHCKOTO H3[e/isi 00 OTKase B IPOBEJACHHHM MEPHOINYECKOTO
(I7TaHOBOT0) MHCIIEKTUPOBAHHS IPOU3BO/ICTBA (C YKa3aHHEM MPHUUH).

OcHoBanusMM ~ JUII  OTKa3a B  TPOBEJCHMH  TIEPHOAMYECKOTO
(MIaHOBOI0) HHCIEKTUPOBAHKSI IPONU3BOJICTBA SIBIISIIOTCS:

HECOOTBETCTBUE MPEJCTABICHHOI0 KOMIUIEKTa TOKYMEHTOB IEPEYHIO
JOKYMEHTOB, yKa3aHHOMY B IIyHKTe 35 HacTosmux TpeboBanuii;

HECOOTBETCTBUE TEXHHUUYECKHX (PAIJIOB yCTAHOBIICHHBIM TPeOOBAHUSIM;

OTCYTCTBHE 'y MHCHEKTHPYIOLIEW OpraHuM3aluyd [OJHOMOYMN 10
MPOBEJCHMIO  MHCHEKTHPOBAHMSI  3asBJICHHBIX  Ipynn  (moArpyin)
MEJIUIIMHCKUX UBJICITUH.

I'paduk nposeneHus nepuoanYeckoro (IJTAHOBOTO) MHCIIEKTHPOBAHHUSI
IIPOU3BO/ICTBA pa3sMeIlaeTcs Ha OQHLUAIBHBIX cafiTaX YIOJHOMOYEHHBIX
opraHoB B cetd MHrepHer, a Takke OmyOJMKOBBIBAaeTCS  Ha
HH(popManoHHoM rnoprajie Corosa.

YIIoNHOMOYEHHBIE Oprassl o0ecrneunBaroT [IpeICTaBIeHHE
COOTBETCTBYIOMINX CBE/IEHMH B EBpasniickylo 3KOHOMUYECKYH) KOMUCCHIO C
MCIIOJIB30BAHUEM CPEJICTB HMHTEIPUPOBAHHONH WHGOPMAIIMOHHON CHUCTEMBI
Coroza.

37. Tlpu npoBelieHnK NepPHOANIECKOro (IITAHOBOTO) HHCIIEKTUPOBAHHUSI
[IPOU3BOJICTBA OLIEHUBAIOTCS

a) moJylepKaHue COOTBETCTBHS CHUCTEMLI MEHEIKMEHTa KauecTBa
MEJIMIIHCKOTO U3/IeJInsl HACTOSIIUM TpeboBanusM;

0) pe3y/IbTaTMBHOCTh CHCTEMbI MEHEIKMEHTA KAUeCTBa MeHIIMHCKIX
M3Jle/nii B O0ECIeYeHHH COOTBETCTBUSI BBIMYCKAEMBIX B OOpalleHHe B
pamkax Coro3a MEIMLMHCKAX HW3ICIUI NPUMEHUMBIM K HUM O6mmm
TpeboBaHuAM 06e30MacHOCTH U 3P PEKTUBHOCTH.

38. Ilepuonueckoe (IJIAHOBOE) HHCIEKTHPOBAHHE IPOU3BOCTBA

IIPOBOAUTCS Ha BLIOpAHHBIX UHCIIEKTUPYIOIIEH OpraHuzaiuei
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[IPOM3BOJCTBEHHBIX IUIOLAJIKAX B COOTBETCTBHM C TOJIIYHKTOM  «I')
nyHkra 14 mnacrosmux TpeGoBaHuii Ha mnpuMepe MpeaCTABHUTENLHBIX
MEIUIUHCKUX — M3JCJIMHA s K&KJOW  TPYNIbl  WIM  TOACPYIIIIbI
IPOM3BOAUMBIX ~MEIULUHCKMX M3IeNuii B 3aBHCUMOCTH OT KJjacca
IIOTEHLUAJIBHOIO pPHUCKA MX [PUMEHEHHUs MO TEePeYHI0 B COOTBETCTBHH C
npuioxxkenuem Ne 2 k HacrosmuM TpeOoBaHUSM TOCPEACTBOM aHalM3a
JOKYMEHTOB W 3alMcell, KOTOpble SBUJIUCL pe3yJbTATOM pealiu3aiiu
COOTBETCTBYIOILUX JOKYMEHTUPOBAHHBIX MPOLECCOB U (MIJIK) ONEparHoHHbIX
NPOLEAYpP CUCTEMBbl MEHE)KMEHTa KayecTBa MEIUIMHCKUX HW3JICNHH,
IPUMEHHUTEIBHO K JaHHBIM MEJMIMHCKUM H3enusM. JIsd MeIuuMHCKHX
M3JCJIMKA  KJIacCOB  MOTEHLMANbHOrO pHCcKa Impumenenus 1 wu 2a
TNpeACTaBUTENBHBIN 00pa3el] MeAULIMHCKUX U3/eNInil BEIOUpaeTcst U3 TPYIIIbL
MEIMUUHCKUX HU3JEIUil 10 NepeyHIO0 B COOTBETCTBUU ¢ MpuiokeHueM Ne 2
K HactosmuMm TpeOoBaHusM, JUisi MEIUIMHCKUX M3AEIHN  KJIAccoB
[IOTEHIUAIILHOIO pUCKa NPUMEHeHHsT 20 U 3 — U3 MOATPYIIIE MeIHIIMHCKHX
U3ZIEJIUN 110 MEePEeYHIO B COOTBETCTBUHM ¢ MpuiiokeHuem Ne 2 K HACTOSILIHUM
TpebGoBanusim.

Kpurepusimu  BbIOOpa TMpeACTABUTENBHBIX METUIIUHCKUX —HU3JeJIHi
ABJIAETCS. HOBM3HA TEXHHUYECKUX pelIeHHH, Ha3HaYeHWi, TEeXHOJIOTui
MPOU3BOACTBA C YUETOM Pe3yJIbTaTOB IIPOBEACHUSI MPEJIbIIYIIIMX WHCIIEKIIHIA.
OOGocHoBaHUe BBIOOpA MPENCTABUTENBHBIX MEIUIUHCKUX H3JEMHH JOJHKHO
OBITH IPHUBENCHO B OTYETE O pe3ysibTaTaX MPOBENEHUs MHCIEKTHPOBAHUS
IIPOU3BOJICTBA.

IIpn nmepuoanuyeckoM (IUIAHOBOM) M BHEIUIAHOBOM HHCIEKTHPOBAHUH
POU3BOACTBA MHCIEKTUPYIOIIAsh OpraHu3auus MpoBOAUT OTOOp 00pasioB
MEIULMHCKUX  W3JIeIMH  (MMIUJIAHTUPYEMBIX, MHBA3UBHBIX, 4 TaKxKe
MEIULIMHCKUX M3JENUN /Ui AMAarHOCTUKM 1n Vitro) Kiiacca MOTEeHIUaIbHOIO

pyUcCKa TNPUMEHCHHS 3 € HOSJBIO  IIOATBEPIKACHHUA COOTBCTCTBUA HX



26

XapaKkTepUCTUK  JaHHBIM  TEeXHUYecKoro  (aiisia, oOecreunBaroHM
OesonmacHoe IpUMEHEHHE TaKMX MENMIMHCKUX M3Jeauil. MeauiumHCKue
M3/1eNHsl OTOUPAOTCS 110 OJHOM MOJIeH (BApUAHTY UCTIOMHEHHs) U3 KaXK[0H
NOATPYIIbl IPOU3BOJMMBIX MEIULMHCKUX H3AEIMA B COOTBETCTBHH C
npunoxenneM Ne 2k  nacrosmum TpeGoBanusiM B KoIHYecTBe,
HEOOXOZMMOM JUIsl POBEJIECHUsI COOTBETCTBYIOIMX HUCTIbITaHuit. Kpureprem
oTbOpa INpeJCTaBUTENbHBIX MEIUIMHCKUX H3IENHH SIBISIETCS OOLIHOCTE
TEXHUYCCKUX PpCLIECHUH, Ha3HA4YeHWW W (MJIM) TEXHOJOTUH JuIsl JaHHo
TOArPyIIIbl POU3BOJUMBIX MEIMLIUHCKUX MU3Jenuil. B ciydae orcyrcrBus
yKa3aHHBIX 00pa3lloB MOATPYIA MEAUIHMHCKUX M3/IeHH HUCKIIIOYAETCS U3
ceprl HHCIIEKTUPOBAHUSI.

MHcnekTHpyrolas opraHu3alis IpOBOJUT HEOOXOANMBIE HCIILITAHHS
yKa3aHHBIX 00pasioB MEMIMHCKUX M3/lenuil 1100 B ciiydae OTCYTCTBHS Y
WHCHEKTHPYIOIIeH  OpraHM3alMM  aKKpeAUTAUWH  Ha  NpPOBEJEHHE
COOTBETCTBYIOLIEIO BMUJIAa HCIIBITAHWM B TeUeHHE 3 paOOuYuX JHEH co aHs
orOopa  00pasnoB  oQopMISeT  HampaBIEHHE B  COOTBETCTBYIOLIHE
OpraHM3allly, BHECEHHBIE B €IMHBIN PEECTpP yIIOJHOMOYEHHBIX OpraHu3aLuii,
UMEIOIIUX [PaBO IMPOBOAUTH HCCAENOBAHMS (MCMBITAHUS) MEJUIIMHCKHX
U3JICNIAN B LEJISX UX PEruCTPaIlii.

PesynbTaThl  MCOBITAaHHH  OTOOpaHHBIX  0OPA3lOB  MEIUIMHCKUX
123 (S1%07 [PEACTaBISIOTCS UHCIIEKTUPYIOILEH opranuzanuei B
YIOJIHOMOYEHHBIH OpraH B TeueHue 5 paboumx aHeit co aus odopmiieHus
COOTBETCTBYIOLIEr0 MPOTOKOJIA HMCCIEeN0BaHUN (McrblTanuii). B ciyudae
HETIOATBEPAK/IEHUL COOTBETCTBUSl XapaKTEPUCTHK OTOOpaHHBIX 00pasiioB
MEJIMLMHCKOTO H3Jie/iis JaHHBIM TEeXHHYecKoro Gaiina, obecrednBaromm
ero  Oes3onacHoe  IPUMEHEHMUE, WHCIIEKTUPYIOLAS  OpraHu3alusi
NPUOCTaHABIIMBACT  JICWCTBHE OTYeTa O  pe3yjbTaTax  IIPOBENEHUS

HHCIICKTUPOBaHU I ITPOU3BO/JCTBA. I[O YCTpaHCHHA IIPOU3BOOHUTCIIEM
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MEJUIMHCKOIO W3MEJIUsl BBISBIEHHBIX HECOOTBETCTBHI YIOJHOMOYEHHBIN
OpraH BIIpaBe IMPHOCTAHOBHUTD BBIIYCK MEJUIIMHCKOTO U3JIeNUsl B 0OpalieHue
Ha TEPPUTOPHH T'OCYAApCTBA-ujeHa B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
3TOTO TOCYJapeTBa, a TakKe MHOOPMUPYET YIIOJHOMOUYEHHBIE OpraHbl
JPYTHX TOCYNapCTB-4JIEHOB O TNPUOCTAHOBKE BBIIYCKA MEIUIMHCKOTO
u3feads B oOpalleHMe Ha  TEPPUTOPHM  rOCyJapCTBa-uwjieHa ¢
MCITOJIb30BAHUEM CPEJCTB HMHTEIPUPOBAHHONH WHGOPMALMOHHON CHCTEMEI
Coro3a.

39.1lo pesynabraTam IpoOBENEHUs MMEPHOANYECKOTo  (TLIAHOBOIO)
MHCIIEKTUPOBAHUSl ~ TPOM3BOJACTBA  MHCIEKTHPYIOLIAas  OpraHu3aI(us
odopmiIsieT oT4eT O (POopMe COTIacHO MpUIoKeHU 0 Ne 6. YKazaHHBIN oTyeT
JCHCTBUTEJIEH B T€UEHHE 3 JIET CO JIHS €ro BbIJAUu.

40. IlpousBonurens MEIULMHCKUX W3/IeNIMA  BIIpaBe OOpaTUThCs B
WHCIIEKTUPYIOLIYIO  OPraHM3allMl0 € 3asBJICHHEM O  NPOBEIEHHUH
BHETIIAHOBOI'O MHCIIEKTUPOBAHUS POU3BOACTRA B CIEAYIOLIUX LESX:

a) BHECEHHME H3MEHEHHWH B MepeyeHb MPOU3BOACTBEHHLIX IUIOIIAIOK,
MepeYeHb TPyl  (IMOArpYyMNIN) MEAMLMHCKUX H3/eNdil, Ha KOTOpBIE
pacmpocTpaHseTcs  JielcTBMe  oTdeTa O  pe3ysibrartaX — [pOBEIeHHs
MHCIIEKTUPOBAHUS;

0) moaTBepKIEHUE  yCTpPAaHEGHWsl  HapylIeHHH 10  pe3ylbraTam
IIPOBENEHHS] UHCIIEKTUPOBAHUS ITPOU3BO/ICTRA;

B) IIOATBEPKAEHHE YCTPAHEHUs TPUYMH, KOTOPBIE MIPUBEH K BBITYCKY
HeZ0OPOKAUYECTBEHHbBIX MEIMIMHCKUX H3IETUH, MOCPEJCTBOM BKJIIOUEHUS
OT4YeTa O MPOBEJAEHUH BHEIJIAHOBOI'O MHCIIEKTUPOBAHUS B 3aKIIOYUTEILHBIN
OTYET O KOPPEKTUPYIOLIUX JIeHCTBUSX TO (OpMe B COOTBETCTBUHM C
npunoxkennem Ne 2 x [IpaBunam mpoBefeHMs MOHUTOPUHTA O€30IIaCHOCTH,

KauecTBa U AP (HEeKTUBHOCTU MEJIMIIMHCKUX H3EIHH;
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T') NOATBEPIKICHHE BHEJPEHMSI POU3BOAUTETIEM CHUCTEMBI
MEHE/DKMEHTA KauecTBa MEAULMHCKUX U3ENINK (B cIyuyae eclid OlLeHKa 3TOM
CUCTEMBl ~ MEHE/DKMEHTa  KayecTBa Ha  COOTBETCTBHE  HACTOSIIUM
TpeboBaHHsAM HE IPOBOINUIACE).

41.Ilo pesynpraraM NpPOBEJEHUS BHEMJIAHOBOTO MHCIIEKTUPOBAHUS
IPOM3BOJCTBA B LEJSAX, YKa3aHHBIX B IMOAMYHKTaX «a» — «B» myHKTa 40
Hacrosiuux TpeboBaHuit, HHCHIEKTUPYIOIIAs OpraHu3alus ohOpMIIIET OTYET
no Qopme cornmacHo mnpuiokeHuro Ne 7, B IeNsdx, YKa3aHHBIX B
nojAnyHkre «r» mnyHkra 40 Hacrosmux TpeboBanuii, — mno dopme

B COOTBETCTBUM ¢ npuioxkenueM Ne 4 k Hactosmum TpebGoBaHusiM.

YKazaHHBIM OTYeT JIeHCTBUTEIEH B TeueHHEe 3 JIET CO IHS €ro BbIJAuu.




[TPUJIOKEHHME Ne 1

K TpeGoBaHusIM K BHEAPEHUIO, TIOIIEPIKAHIIO
U OLICHKE CUCTEMbI MEHE/DKMEHTA KaueCcTBa
MEJMIUHCKUX U3/1eJIMI B 3aBUCHUMOCTH

OT MOTEHIHATBbHOIO PUCKA UX TTPUMEHCHHS

IMPABUJA
pacyeTra HOPpMATHBHOI NPOAOKUTEIbHOCTH
HHCIIEKTHPOBAaHHS MPOU3BOACTBA

1. Pacyer HOpMaTMBHOH IPOJOJKUTENBHOCTH — MHCIIEKTHPOBAHMUS
MPOU3BOJCTBA  OCYIIECTBIISIETCS npu OIpe/IeIICHU U CTOUMOCTH
MHCIIEKTUPOBAaHKS  TIPOM3BOACTBA  HE3aBUCUMO  OT  (paKTHUECKOMH
MPOJIOJKUTENBHOCTH MHCIIEKTUPOBAHUS IPOM3BOJICTBRA.

2. HopmaTuBHast POJIOJHKUTEIILHOCTh MHCIIEKTHUPOBAHMS
IIPOU3BOJCTBA HCYMCISETCS B UEIOBEKO-IHSAX Ha OCHOBE 8-4acOBOIO
pabouero aHs. HopmartuBHas NpPOAOIKHTENFHOCTh HHCIICKTHPOBAHMS
[IPOU3BOACTBA BKIIIOUAET B ce0s BpeMmsi, MPOBEJIEHHOE BHE MHCIIEKTUPYEMOM
OpraHM3alMd W 3aTPaYE€HHOE Ha aHajiu3 JIOKYMEHTAllMM U IUIAaHHUPOBAaHHE
UHCIIEKTUPOBAHKWA  NPOM3BOACTBA, a TakkKe Bpems, [POBEJCHHOE
HEIOCPEJCTBEHHO B WHCIEKTUPYEMOH OpraHuzald M 3aTpauyeHHoe Ha
COCTaBJIEHHE OTUETOB.

Ecin  oOBeKTBl MHCMEKTUPOBAHHMS TPOM3BOACTBA  PACIIOJIONKEHBI
B IpyroM TopoJe I10 OTHOLICHHWIO K HMHCHEKTUPYIOIIEH OpraHu3aidH, TO
HOpPMAaTHBHAsl  MPOJO/DKMTENBHOCTh  MHCIEKTHUPOBAHMS  [POM3BOJICTBRA
YBEJIMYMBAETCS HA 2 YETOBEKO-IHS Ha KayK/blii 00BEKT MHCTIEKTUPOBAHUSI.

3.B KauecTBe OCHOBBI TSI pacuerta HOPMATUBHOU
IPOJAOJDKUTEBHOCTH ~ MHCIIEKTUPOBAHUS  IIPOU3BOJACTBA  UCIIOJb3YETCS
(pakTHUEeCKass YMCIEHHOCTH COTPYAHHKOB HHCIIEKTHPYEMOH OpraHu3aiui,

YHACTBYIOHIUX B IIPOLECCAX B paMKax OLIECHUBAEMON CHUCTEMBI MCHEJXKMCHTA



KayecTBa,  YHMCIEHHOCTH  COTPYJHHMKOB €  YAaCTHYHOM  3aHSATOCTBIO
YUYUTBIBAETCS IIYTEM €€ KOHBEpPTAaUMH B 5SKBUBAJEHTHYIO YMCIIEHHOCTH
COTPYAHHUKOB C IIOJIHON 3aHATOCTBIO.

4. HopmarusHas [IPOAOJIKUTEBHOCTD UHCIEKTHPOBAHUSI
MPOU3BOJCTBA B 3aBUCUMOCTH OT (PAKTHUECKOH UMCIEHHOCTH COTPYIHUKOB

00BeKTa MHCIEKTHPOBAHUS MPUBEIeHA B TAONHUIIE.

Tabnuna
PaxTHyeckKas Hopmarushnas HopmaTusHas
YHUCJIEHHOCTh | IPOAOIDKUTENBHOCTD EPBUIHOIO IPOJOIIKUTEITBHOCTD
COTPYIHHMKOB | WHCIEKTUPOBAHUS ITPOU3BOACTBA MEePUOINYECKOrO
(denoBex) (4enmoBeKo-1IHEH) (mnaHOBOTO)
HMHCIIEKTUPOBAHUS
IIPOU3BOJICTRA
(duenoBeKo-JHeit)
5-49 6 g
50-99 7 5
100 —-199 8 6
200 — 499 9 7
500 —-999 10 8
1000 — 1999 L 9
2000 — 4999 12 10

oosee 5000 13 11




[TPUITIOKEHHUE Ne 2

K TpeOoBaHUAM K BHE/IPEHHIO, MO 1€ PIKAHHIO
1 OIIEHKE CHCTEMbI MEHEKMEHTA KauecTBa
MEIULUHCKUX U3/IeJINH B 3aBUCUMOCTH
OT TIOTEHIIMABHOrO PUCKA UX IIPUMEHEH U

IIEPEYEHD
rpynn 4 NoArpynn MeJHUHHCKHX H3e/uil

I'pymnma MeaUIMHCKHUX IMoarpynna MeIUIMHCKUX M3IeNHi (111 KITaccoB
u3enui NOTEHIMAILHOTO pUcKa 20 u 3)
1. HeakTuBHBIE 1.1. HeakTHBHBIe CepeuHO-COCYAUCTHIE
MEIULMHCKHE U3ENTHS UMILIAHTATHI
(xpome m3menuii s 1.2. HeakTuBHBIe OpTONEAMYECKHE UMILIAHTATEI
JAUATHOCTUKH In Vitro) 1.3. HeakTHBHBIE IMILIAHTATH] MSATKHX TKAHEH

1.4. HeakTuBHbIC QYHKIIMOHAILHEIE UMILIAHTATHI

1.5. HeakTuBHbBIe 3y0HbIE UMITIAHTATH] U
CTOMATOJIOTHYECKHE MaTepHAIIBI

1.6. HeakTUBHBIE MEUITMHCKUE U3NEITUS IS
WHBEKIINH, BIMBAaHUs, TIEPEIIHBAHUS KPOBH U
JTHaJIN3a

1.7. HeakTuBHbIE OPTATBEMOJIOIHYECKUE
MEIULUHCKUE M3/IC/IHs

1.8. HeakTuBHEIE OpTONIEAUYECKIE MEIULIMHCKHE
U3JIENUS] U MEJIMLIMHCKUE U3JIEIUS IS
peabunuranun

1.9. MequuuHCcK1e U3neus AJist KOHTPaLEenu

1.10. MemnuuuHcKre HHCTPYMEHTEI

1.11. HeakTHBHEIE MeIUIIMHCKAE W3/IETHS TSI
Ae3MH(EKIMH, THTHEHHYeCKOi 00paboTKU 1
CTEPUIIN3ALHH MEIUIIMHCKIX U30ETHI

1.12. IlloBHBI# MaTepual, nepeBs304YHbIEe CPeICTBA
U TIPOYHE HEAKTUBHBIE MEAUIIMHCKUE U3IENUsl U1
JICUEHHS paH

1.13. HeakTHBHBIE MEAMLIUHCKUE U3/IEIHS, HE
BKJIIOYEHHBIE B nogrpynnsl 1.1 — 1,12




['pynna MeIUITMHCKIX
A3 NeITH

[Toarpyra MeJUIMHCKUX U3JSITHH (7151 KJIacCoB
IIOTEHIIMAIbHOTrO pucKa 20 u 3)

2. AKTHUBHBIE
HEUMIJTAaHTUPYEMbIe
MEIUIIUHCKHAE U3IEITHs
(Kpome M3IeNHi NSt
IUArHOCTUKH N Vitro)

2.1. MenuuuHCKMe U3HENHs sl KOHTPOJISA
(PU3HONIOIMYECKHX MOKa3aTese

2.2. MenuuuHCcKAe U3AENUs A BU3yaTu3alluu,
MCIIOJIB3YIOIIME HOHU3UPYIOLIee U3JyYeHHe

2.3. MenuuuHCKHe W3AEeNUs TSl BU3YyaIH3alliy, He
MCIIOJB3YIOIIHE HOHU3UPYIOLIEe U3ITyUeHHe

2.4. MenuuMHCKHe U3JIeNusl JUis JIyH4eBOM TeparuH,
UCIIO/IB3YIOLIME HOHU3UPYIOLIEe U3TyUYeHHE

2.5. MenuuvHCKHE U3IENHs IS JIYYeBOH TeparuH,
HE UCIOJIL3YIOUIME HOHU3UPYIOLIee U3TyUeHHE

2.6. MenuIMHCKHe U3eus IS TUTOTPUIICHH

2.7. AKTHUBHBIE MeIULIMHCKHE U3AETUS IS
9KCTPAKOPIOPaTBLHOT0 KPOBOOOpaIeHHS,
BHYTPUBEHHOTO BIIMBaHUs U 1azMadepesa

2.8. AKTHUBHbBIE HAPKO3HO-/IBIXaTEIbHEIE,
runepOapudecKkre MeUIMHCKHE W3S |
MEJUUMHCKHE U3LENUS IS PeCITUPATOPHOM
Teparuu

2.9. AKTHBHBIE MEIUIIMHCKUE U3IEITUS IS
CTUMYJISIIMM M MHTHOHUPOBaHUS

2.10. AKTUBHBIE XUPypTHYECKHE METHITHHCKHE
H3IETTHs

2.11. AxTuBHBIE OPTATEMOJIOTHYECKHE
MEeIUILUHCKUE U3/IeIIUS

2.12. AKTUBHBIE CTOMATOJOTHYECKHUE MENULIMHCKHE
U3 EIIUs

2.13. AKTUBHBIE MEULIMHCKHAE U3 JUIS
Te3UHPEKIIUH U CTEPHITA3AIUH MeIHITHHCKUX
15691 (Sh 15051

2.14. AKXTHBHBIE MeUIIHHCKHE U3EIIUS IS
peadMIMTalMK U aKTUBHBIE TPOTE3bI

2.15. AKTUBHBIE MEIUIIMHCKUAE U3LEITUS IS
IIO3ULIMOHUPOBAHUS U TIEPEBO3KH MAI[HCHTOB

2.16. CamocTOSTENIFHOE MEIUIIMHCKOE
IIporpaMMHoe oOecIeueHue

2.17. AKTHUBHBIE MEIUIIMHCKHE U3AEIIUS IS
AKCTPaKOPHOPaIbHOTO OTIIOAOTBOPEHUS U
HUCKYCCTBEHHOI'O OIJIOJIOTBOPEHHUS

2.18. AKTHBHBIE MEIUIIMHCKUE U3MIEITHs, HE
BKJIFOUEHHBIE B ojrpynnsl 2.1 — 2.17




I'pynna Me1uUUHCKNAX
U3 JeITUi

[Toarpyrmma MeIMUMHCKIX U3ETUH (JIJIs1 KIIacCOB
MIOTEHUHUAIIBHOIO pucka 20 u 3)

3. AKTHBHBIE
UMILIAHTUPYEMBIEe
MEIULIMHCKHE W3IETH

3.1. AKTHBHbBIE UMIUIAHTHPYEMbIE MEIUIIMHCKUE
U3J1eNus Ul CTUMYJIIIUA U HHTMOWPOBaHMUS

3.2. AKTUBHbBIE UMIUIAHTHPYEMBIC MEIUIIHHCKHE
U3JIeNHs JUIs BBOJA JIEKAPCTBEHHBIX M MHBIX
BELIECTB

3.3. AKTUBHBIE UMIUIAHTHPYEMbIE MEAULIMHCKUE
W3JEIHsL, [10JIJIEP)KUBAIOIIHIE, 3aMeIar0IIie Ui
3aMeHstoImye GYHKIMU OpraHu3Ma

3.4. PaguoaKkTUBHBIE UMILIAHTATHI UL
BHYTPUTKAHEBOM JIy4eBOH Tepamuu

3.5. AKTUBHBIE UMIUTAHTHPYEMbIE METUIIMHCKUE
U3JIEIINs, HEe BKIIOUCHHbIE B noarpymmsl 3.1 — 3.4

4. MeuIIMHCKHE W3S
JUIS IMArHOCTHUKH 1n Vitro

4.1. PearenTsl, HaOOpbl peareHTOB, KATMOPOBOYHLIE
Y KOHTPOJIbHBIE MaTepHAIbI

4.2. Ilpubops! u 0bopyIoBaHHE ISl THATHOCTUKH
in vitro

4.3. CamMoCTOSTEIBHOE MEIUIIMHCKOE TIPOTPaMMHOE
obecriedeHue A THATHOCTHKU
in vitro

4.4, VlHple MeUIITMHCKHE WU3IEIIUS JUIS THATHOCTUKU
in vitro, He BKIIFOUEHHEIE B moArpymmnel 4.1 — 4.3




[TPUITOXXEHHWE Ne 3

K TpeboBaHMSIM K BHEAPEHUIO, MTO/IIEPIKAHUIO
1 OLIEHKE CHCTEMBI MEHEPKMEHTA KauecTBa
MEIUITMHCKUX U3/CJIUI B 3aBUCUMOCTHU
OT NOTEHLHAJIBHOI'O PUCKA UX TPUMEHEHUS

UHTEI'PAJIBHAS OHHEHKA
CTeNMmeHH 3HAYHMOCTH BbISIBJIEHHBIX B X0/1¢ HHCIIEKTHPOBAHHUS
NPOU3BOACTBA HECOOTBETCTBHI CHCTEMbI MEHEIKMEHTA KauyecTBa
TpeGoBanusiM K BHeAPEHHIO, MOAACPIKAHUIO H OLEHKE CHCTEMbI
MeHEe/PKMEHTa KayecTBAa MeJHIHHCKUX H3/1eJIHil B 3aBUCHMOCTH OT
NOTEHIHAJIBLHOI0 PUCKA HX IPHMeHEeH ST

I. Knnaccudukanus HecoOTBETCTBUA

Knaccuukanys — BBIABIEHHBIX B XOJA€  WHCIEKTHPOBAHUS
NPOU3BOJCTBA  HECOOTBETCTBUH  CHUCTEMBbl  MEHEJKMEHTAa  KauyecTBa
TpeboBanusM K BHEJIPEHHIO, MONAEPKAHUIO M  OLEHKE CUCTEMBI
MEHCIDKMEHTA KauyeCTBa MEAMLUMHCKUX HU3JIeTHH B 3aBUCUMOCTH OT
NOTCHIMAILHOIO PHCKA WX [pUMEHEHHMs (Jajlee — HECOOTBETCTBUS)
IIPOBOAMTCS B 2 dTana:

[ oran -~ mnpuMmeHeHHe KiIacCU(UKANMOHHOW MaTpuubl OIS
obecrieueHnss  TpeIBApUTENILHON  OLEHKM  CTEeNeHW  3HAYUMOCTH
HECOOTBETCTBUH;

IT sTam — npuMeHeHHe MOBHILAMOIIMX OAMIOB JUIs OIpEIeleHUs
OKOHYATEeJIbHON OLEHKHU CTENEHH 3HAYMMOCTU HECOOTBETCTBHUIA.

MHOeCTBEHHEIE CJlyuyal HECOOTBETCTBHSI OIHOMY TpeGOBaHUIO

paccMaTpHuBarOTCs KaK OJJHO HECOOTBETCTBUE.
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I1. Knaccugukannonnas Marpuna

CornmacHo  wiaccH(UKALMOHHOW  MaTpuile  BCe  BBLISBJIICHHBIE
HECOOTBETCTBHUS MOJPa3ACISIOTCS Ha 4 TPYIIIIEL.

Kaxnass rpynma xapakTepusyeTcss KOJMYECTBEHHBIM 3HAYEHUEM
CTENEHHM 3HAYMMOCTU HECOOTBETCTBUSI /Uil ©€30MacHOCTH, d3PPEKTHBHOCTH

M KauecTBa MEJUIMHCKOIO M3IEIUS:

Bmusuue
HECOOTBETCTBUS HPAMOE : 4
Ha 0€30MacHOCTb,
2 (eKTUBHOCTD U
Ka4yecTBO
MEJAMLIMHCKOTO HeTpsiMoe 1 5
U3JICIHS
BIIEPBbIE MIOBTOPHO
[ToBTOPSIEMOCTH HECOOTBETCTBHSI

KnaccudukanvonHas MaTpula OTpaykaeT BJIMSHHE HECOOTBETCTBUS
Ha 0e30IacHOCTh, (PPEKTUBHOCTE U KAYECTBO MEIUILIMHCKOIO W3JeIus,
a TaK¥e [MOBTOPSIEMOCTh BBISIBJIEHHOIO HECOOTBETCTBHSI.

Binusnue wHecooTBercTBHsT Ha 0e30macHOCTh, A(G(PEKTHUBHOCTL W
KaueCTBO MEIULMHCKOIO M3JCNIMsl CUMTAETCS HENPSMBIM, €CJIM OHO
3aTparuBaeT TpeOOBaHMS, CBsI3aHHBIE C (YHKIHMOHHPOBAHHEM CHCTEMBI
MEHE/DKMEHTA KayecTBa MEIUIMHCKHAX W3JCJUi, W TNpsSMBIM, €ClIH OHO
Kacaercs TpeOOBaHMMH, OTHOCSLIMXCA K IpolieccaMm MPOEKTHPOBAHMS,

p33pa6OTKH, HNPOMU3BOACTBA W  BBIXOJHOI'O KOHTPOJIA MEAULHUHCKOIO

U3 OCIIHA.



[TonsiTue «BHEepBbIE» O3HAYaeT, YTO KOHKPETHOE HECOOTBETCTBUE HE
ObLIO  BBISIBJIEHO B XOA€ 2 TMOCJIENHHUX CJy4yaeB IIPOBEICHHUS
WHCIIEKTUPOBAHUS TPOU3BOJICTBA, TPH KOTOPBIX IMPOBEPSIIUCH T IKE
MPOLECChl B paMKaX CHCTEMBl MEHE/DKMEHTa KauecTBa Ha MHCIIEKTHPYEMOM
MIPOU3BOJICTBEHHOH IIJIOIIA/IKE.

[ToHsiTHE «IIOBTOPHO» O3HAYaeT, YTO KOHKPETHOE HECOOTBETCTBHUE
OBIJIO BBISIBJIEHO B XOJ€ OJIHOTO W3 2 TOCJIEIHUX CIy4daeB IPOBEACHUS
MHCIIEKTUPOBAHUSA IIPOU3BOJCTBA, [PU KOTOPBIX MPOBEPSUIMCH Te XKe
IIPOLIECCH] B paMKaxX CHUCTEMbl MEHEIP)KMEeHTa KauyecTBa Ha MHCTIEKTHPYEMOii

MIPOU3BOJICTBEHHOH TIJIOIIAIKE.
[11. IToBrIIatOIIIME OATITRI

Ilonyuyennoe Ha [ orame KOJUYECTBEHHOE 3HAYEHWE CTENEeHHU
HECOOTBETCTBUsl  yroyHsiercss Ha Il orame myrem  npuMeHeHHs
MOBBILIAKOIIMX  OaioB, HAYMCISEMBbIX 33 HalWuhe  CIeAYIOIINX
HECOOTBETCTBUIA:

OTCYTCTBHUE  JOKYMEHTHUPOBAHHBIX IIPOLENYP, OTHOCSIIUXCS K
mpoueccaM MPOEeKTUPOBAHMS, pa3pabOTKH, MPOM3BOJCTBA W BBIXOJIHOIO
KOHTPOJIZ ~MEIULUHCKOTO HU3JeNus, a Takke K [OCTIPOJaKHOMY
MOHUTOPUHTY, HEOOXOAUMBIX JiJIs  obecriedyeHusi 0O€30MACHOCTH U
3¢ (PpeKTUBHOCTH MEULIMHCKOTO U3/ICITHS;

BBIMYCK B oOpalleHne HeJoOPOKaueCTBEHHOTO MEIULIMHCKOIO W3 IeIHsI
B TEYEHWE OTYETHOro mnepuoja. B ciyyae eciii NPOU3BOIUTENIEM
MEIULMHCKOIO  M3JeNIMsl [POBEJEHO BHEIUIAHOBOE  HHCIIEKTHUPOBaHUE
MPOMU3BOACTBA B LEMAX IMOATBEPIKIECHUS YCTPAHEHUsI [PUYUH, KOTOpBIE

IPUBEJIM K BBITYCKY HeA0OpPOKa4YeCTBEHHOIO M3MAeJHs, MOBBIIAIOIMUN Oast

HE HAYHUCIISIETCA.
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IIpp osTOM K OUEHKe, TOMy4YeHHOH Ha [ orame, I Kaxiaoro

HECOOTBETCTBUS Hauucisiercst 1 dam.
IV. ®opma npeacTaBiaeHUs pe3yIbTaToB HHTETPAILHON OIIEHKH
CTENEHH 3HAYUMOCTH HECOOTBETCTBUI

PesynbTarsl UHTErpajgbHON OLIEHKH CTEINeHU 3HAYUMOCTH

HECOOTBETCTBHUS IPEACTABIIAIOTCA B BHAC Ta6ﬂl/lllbll

Ne
o HecootBetcTrie ['pajianiust HECOOTBETCTRHS
I oram, Il sTan npu II 3tan npu CyMMapHbIH
Oan OTCYTCTBHH BLITyCKE Oam no
NOKYMEHTHPO- | HeJI00poKa- | HECOOTBETCTBHIO
BaHHBIX YECTBEHHOI'O
IIPOIECCOB, | MEAUIIMHCKOTO
Oann H3JeITHs,
bann
1
2

Wroroseiii oamt;

Muncnexktupyromass ~ opraHusaiusi ~ He  JIOJDKHA  BBIHOCHUTH
MOJIOJKUTEJIBHOE  3aKIIYeHHEe O  COONIOJEHUM  TPOM3BOLMUTEEM
MEJIMIMHCKOrO M3Jeus Hactosaux TpedoBanuil, ecnu omHo uiu Oosiee
HapylIeHUH OLEHEeHBl Ha 5 uian 6 OayuloB unu Oosee ABYX HapylleHUH

oIleHeHb! Ha 4 Oaa.
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K TpeGoBaHusM K BHEAPEHHIO, MOIEPIKAHHIO
M OLIEHKE CUCTEMBI MEHE/IPKMEHTA KauecTBa
MEIULIUHCKUX U3Je/IUi B 3aBUCUMOCTH

OT MOTEHLHAJIbHOI'O PUCKA UX TPUMEHEHHUS

(hopma)
OTYET

0 pe3y/ibTatax NepPpBHYHOIO HHCIIEKTHPOBaAHMA IMPOHU3BOACTBA

Howmep otuera

Opranusanus, MpoOBOIMBILAS HHCIIEKTHPOBAHUE
IIPOM3BOICTBA (ITOJIHOE U COKpaIlleHHOE (TPU
HaJIM4YKMK) HAHMEHOBAHHUS IOPUAMYECKOTO JINLA

(B TOM uucie QUPMEHHOE HAMMEHOBAHHE),
OpraHM3alMoOHHO-IIpaBoOBast popma U aapec (MecTo

HaXO0KICHHS))

Hudopmanus o Mpou3BOAKUTENE MEJUIIMHCKOIO U3IEIH:

IlonHoe 1 cokpaltlieHHoe (TIpU HATUYKH )
HAaNMEHOBAHUS FOPUANYECKOTO JTHIA (B TOM YHCJIE
¢upMeHHOe HAUMEHOBAHHUE ), OPraHU3AIMOHHO-
npaBoBas popma U ajapec (MeCTO HAXOXKIEHHS),
KOHTaKTHasi “HGopmarius

3.2

OpranusalnoHHas CTPYKTypa ¥ B3aUMOJEHCTBHE C
IOPUIMYECKUMU JIMLIAMH B PAMKaX CHCTEMBI
MEHE/KMEHTa KauecTBa METUITMHCKUX U3 IeTHiA

3.3

IlepeueHb NPOU3BOACTBEHHBIX IIJIOIAMOK

(¢ yKazaHUeM UX aJIpeCcOB U MPOU3BOJIUMBIX
MEIUIUHCKUAX U3IENUH, MPUMEPHOH YHUCIIEHHOCTH
COTPYHUKOB, Y4aCTBYIOIIMX B IIpoLIeccax

B paMKax OLIEHUBAeMOM cHCTeMBbl MEHEIKMEHTA
Ka4yecTBa, 4 TAK)Ke KOHTaKTHOM MH(OpMAITHH )

34

[lepedyens NPOU3BOJUMBIX METUIMHCKUX U3IEINH,
IpeIHa3HAYEHHBIX 11 00pallleHts B paMKax
EBpa3zuiickoro s5KOHOMHUYECKOr0 COr3a
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3.5

Ilepedens rpymnin (MoArpymmn) Me IUIHMHCKUX
U3JIENIUI, B OTHOIIEHHH KOTOPBIX TIPOBOJUTCS
HUHCIIEKTHPOBAaHUE ITPOU3BOJICTBA, COTTIACHO 3asBKe
IPOU3BOJAUTENSA MEIUITTHCKOTO M3/IETHA

(c ykazaHueM HH(GOPMAIMHU O BKIIIOYSHUH
(HEBKIIIOUEHUH ) POIECCOB IPOEKTUPOBAHUS 1
pa3paboTKU B 00TACTh HHCIIEKTUPOBAHMUSI
IIPOU3BOJICTBA)

3.6

IlepedeHp KpUTHUECKUX MTOCTABIIMKOB

(c yKazaHueM UX aJlpecoB, MOCTABJISIEMBIX U3/IEHi
UITH OKA3bIBAEMBIX YCIIYT, a TAK)KE KOHTAKTHOM
HH(pOPMAIIHH)

Mudopmarys 06 HHCIIEKTHPOBAHKUHU ITPOU3BOICTBA:

JlaThl IpoBeIeHUsT HHCIIEKTHPOBAHMSI
IIPOU3BOJICTBA, B TOM YMCIIE JaThl BHIE3IHBIX

MHCIIEKIMH TIPOU3BOJICTBA KaXK/IOIO IPOBEPEHHOTO
o0BexTa

4.2

CocraB HHCIIEKLIMOHHOM rpymiibl (¢ YKa3aHUEM
(QYHKIUI 4ICHOB IPYIIIEI, & TAKKe CBEIeHHH 00
YJacTBOBABIIMX IIEPEBOAYUKAX U 00 HHCIIEKTOpAX
(oKcmepTax), eciM TAKOBbIE TPHCYTCTBOBATHN)

4.3

[Tnan IPOBE/ICHUA UHCIIEKTHPOBAHKA
I[MPpOHU3BOACTBA

PesyiibTaThl HHCIIEKTUPOBAHKS TTPOU3BO/ICTBA (10 KAXKIOMY IPOBEPEHHOMY
00BEKTY):

5.1

Ob611ee omrcanue MPOBEPSIEMOMN 1S TENBHOCTH
Y (MJIN) TEXHOJIOTHYECKHUX MPOLIECCOB

Sl

@®amunuy, UIMeHa, oT4ecTBa (TIPU HAJIMYKH )
U JIOJDKHOCTH ONPOIIEHHBIX JIMI]

3.3

HauMeHOBaHMS METULIMHCKUX U31EIIUH,
BBIOPAHHBIX JUIsl [IPOBEPKH B KAUECTBE
[IPEJICTABUTENILHBIX 00PA3IIOB, a TAKKe
00OCHOBaHHKE JIAHHOTO BLIOOpPA

5.4

Tursl 1 KOTUYECTBO IIPOBEPEHHBIX JIOKYMEHTOB H
3arnucei




5.5

[lepeyeHb BbISBICHHBIX HECOOTBETCTBUI CUCTEMBI
MEHE)KMEHTA KauecTBa MEeIUIIMHCKUX W3IEJTHI
TpeGoBaHusAM K BHEAPEHHIO, MTOIIEPKAHUIO U
OLICHKE CUCTEMBI MeHe/P)KMEHTA KauecTBa
MEJIULIMHCKUX U30eMH B 3aBUCUMOCTH OT
IIOTEHUHAIBHOTO PUCKA UX NIPUMEHEHUS

5.6

Mudopmalyst 0 HECOOTBETCTBUSAX, YCTPAHEHHEIX B
[IPOLIECCe UHCIIEKTHPOBAHMS TPOU3BOICTEA,

a TaK)ke O CpOKax MPOBEICHUSI KOPPEKTUPYIOIIUX
JEHACTBUI B OTHOIIIEHUH HEYCTPaHEHHBIX
HECOOTBETCTBHUH U (popMax MOATBEPIKIEHUS
[IPOBEICHUS TAKUX NEUCTBUM (IIpeIcTaBIeHre
NOATBEPIKAAOIIEN JOKYMEHTALIUK UITH TIPOBEPKa
Ha MecTax)

BrIBOEBI:

3aKJIr0YeHHe O COOTBETCTBUH (HECOOTBETCTBHH )
CUCTEMbI MEHE/PKMEHTA KaueCcTBa MeUIIMHCKUX
M3Jelnui TpeOOBaHUAM K ee BHEIPEHHIO

(c ykazaHueM MH(OPMAIIUU O BKIFOYEHUH
(HeBKIIFOUEHHH ) B 00J1aCTh MHCIIEKTHPOBAHUS
IIPOM3BO/ICTBA MPOLECCOB IPOSKTUPOBAHUS U
pa3paboTKH ISt IPOBEPEHHBIX TPYIII (TIOArPYILI)
MEIUIIMHCKUX HU3]ICIIHI)

(damMunuu, MIMeHa, 0T4ecTBa (IpY HATHUNH)
U I0JDKHOCTH MHCIIEKTOPOB

ITopmucu, nevarts (Mpu HATHYWH )
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K TpeboBaHUAM K BHEJIPEHHIO, TTO1JIEPKAHHIO
H OLIEHKE CUCTEMbI MEHE/DKMEHTA KauecTBa
MEIMLUUHCKUX U3/1eJIUH B 3aBUCUMOCTH
OT MOTEHIMAIBHOTO PUCKA UX TPUMEHEHMSI

TPEBOBAHMUSI
K COepP:KAHHI0 TeXHUYecKoro ¢aiia Ha MeIHIHHCKOE H3Ae/e
JJIS1 JHATHOCTHKH in vitro

[. Obue TpeboBaHMs K COAEPIKAHUIO TEXHUUYECKOTO (aiina
Ha MEIUITMHCKOE H3MEIUe sl JMarHOCTHKY in Vitro

1. Texunueckuii daiin nomKeH comepKarh CIEAYIONIYIO HHPOPMAIHIO
O MEIULHUHCKOM U3JEIUH I JHATHOCTHKH 1n Vitro:

a) HAaUMEHOBAHUE U3IEIINs,

0) BUn wM37e7MsA B COOTBETCTBHH C HOMEHKIATYPOM MeIULMHCKHX
U3ICIIUH, MPUMEHsIeMOH B pamkax EBpa3uiickoro sKOHOMHYECKOIo CO03a;

B) KJ1acC TMOTEHIHAIBHOIO pHCKA MPUMEHEHWS M MPHIMEHHUMBbIe
KIIaCCH()MKAIlMOHHBIE — NpaBUja B COOTBETCTBUM ¢  IlpaBunamu
KJ1acCU(DUKAIIMK MEIULMHCKUX U3/ B 3aBUCUMOCTH OT TIOTEHLUHATBHOTO
pucka mpuMeHeHus, yTBepxaeHHLIMU Pemennem Kommernu Erpasuiickoit
SKOHOMUYECKON Komuceuu oT 22 jiekadps 2015 r. Ne 173;

I') Ha3HAUEHME U3/IeIIUS, B TOM YHCIIE (€CIIU IIPUMEHUMO):

ONMUCAHWE MEJECBOr0 aHajMuTa, BKIKOYAs yKa3aHWe Ha KAa4eCTBEHHBIN,
MOJYKOJIMYECTBEHHEIN WM KOJTMYECTBEHHBIH BUJI ONPEIeeHHS;

(pyHKIMOHAJILHOE HA3HAYEHUE,;

crieur(uyeckas IaTONOrHs, COCTOSHUE WM (AaKTOp pHcKa, U

oOHapyKeHus, — ompeleieHus W AU(QepeHIMpoBaHis  KOTOPOTo

MMpeaHa3sHavYeHO U3OCIIHC,

THUII aHAJIU3UPYEMOTo 0Opasiia;



IOTEHIAbHBIE MT0JIb30BATEH;

Jl) OlMCaHWe TIPUHLMIA AHAIUTHYECKOTO METOja WM IIPUHLHMMA
AeicTBus npudopa;

€) ONMCaHKHe COCTABHBIX YacTei, B TOM YHWC/IE NEPEUeHb BO3MOIKHBIX
BapMAHTOB HCIIOJIHEHUS] PACCMATPHUBAEMOTO W3ENHUS;

)K) ONMCAaHHE IMPUHANIEKHOCTEH, APYrHX H3genuil (B TOM umclie
MEIHUIMHCKMX), KOTOpBIE MPEAIOaraeTcsl MCIOJb30BATh B COYETAHHH C
U3JeueM;

3) OMMCAHUE MATEPUANOB JUISl B3SITUSI M TPAHCIIOPTUPOBKU 0GPasIoB
WA ONHUCAHKE (XapaKTepUCTHKH) MaTepuaoB, PEKOMEHIYEMBIX Ul DTOM
LEH;

W) ISt AQHAJTUTUYECKOTO o0opy0BaHuUsI — TeXHUYECKHe
XapaKTEePUCTHKH.

2.B  cnyvae wucronb3oBaHust MHOGOPMAIMU O TOJAOOHBIX WU
HPEIBIAYIIUX MOAUDUKALMIX MEIUIIMHCKOrO W3IENUsl Ul JTHATHOCTHKH
in vitro B HeNsIX TOKa3aTelbCTBa COOTBETCTBUSI ero OOIMM TpeOoBaHUAM
OesonacHoCTH B 3 YEKTHBHOCTH MEUIMHCKUX H3NETUH, TpeOGOBAHUSIM K MX
MapKHpOBKE U 3KCIUIyaTallMOHHON JOKYMEHTALUH Ha HHX, YTBEPIKIEHHBIM
Pemennem Cosera Eppasuiickoit sxoHoMHudeckoll komuccun ot 12 hespais
2016 1. Ne 27 (mamee — O6Gume tpeboBaHus 6e30MACHOCTH U
s}pdextnBHocTH), TexHumueckuit aiin  JOmKEH cojepxkaTh  KpaTkoe
OIHCaHUeE:

a) MpebIAYIIMX MOAU(UKALMN paccMaTpuBaeMoro wusfenus (mpu
HAJIMYHH);

0) nonoOHBIX MOIUUKAIMHE MEIULMHCKAX W3IETH, HAXOISIIUXCS B
oOpaiienud B pamkax EBpasuiickoro 35KOHOMMYECKOrO COI03a W Ha

MCIKAYHApPOIHBIX PBIHKAX.
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I1. ConpoBoautenbHas uHpoOpMaLys

3. Texunueckuit pailn 1o/KeH coepKarh:

a) IaHHbIE O MAapKUPOBKE MEAMIIHHCKOIO M3eNHs JUlsl JIUArHOCTUKH
in vitro u ero ynakoBKH;

0) MHCTPYKITHIO 1o [IPUMEHECHUIO (3KCTUTYyaTalMOHHYIO

JIOKYMEHTAIIUI0) MEIULMHCKOIO0 W3Eus JUIs JMArHOCTHKH In Vitro (mpu

HaJIAYHH ).

HI. Ceenenust o coorBercTBrK OOUMM TpeOOBAHKIM
OeszonacHocTH U 3P heKTUBHOCTH
4. Texunueckuit daiin nomkeH BkIOYaTH B ceOs  KOHTPOJIBHBIN
nepeyeHb  coorBercTBUsA  OOwum  TpebGoBaHusAM  0€301aCHOCTH U

>GdeKTUBHOCTH CcOTJIACHO mpuiokeHHo Ne 2 k O6muM TpeGoBaHHUSIM

Oe3onacHOCTH U 3 (HEKTUBHOCTH.
IV. Pe3ynpTare! aHanusa u yrpasieHHs] PUCKOM

5. Texunueckuit daiin 1omKkeH conepkaTh KpaTKUil MepeYeHb PHCKOB,
MIAEHTH(DULUPOBAHHBIX B MpOIEcCe aHaAIM3a PHCKOB, M OIUCAHHE CIOCOOOB

YIIPpaBJICHUS OTUMH PUCKAMH B LIC/IAX CHHXKCHHS UX J10 HOIIYCTUMOTO YPOBHHI.

V. IlpoexkTrpoBanune u pazpaboTka MEIULMHCKOIO U3/EIHS
JUISL TMArHOCTHUKH in Vitro
6. Texunueckuit pain qomkeH copepxkars HHGOPMALUIO 00 OCHOBHBIX
CTaIMAgX IPOEKTUPOBAHUS PACCMATPUBAEMOTO MEJAMIMHCKOTO HW3JeIus

JUIs IMarHOCTUKH in vitro. JlaHHas wH(OpMAaLyst MOKeT OBITH IIpe/IcTaBlIeHa

B BU/JIE OJIOK-CXEMBI IPOIECCOB.
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VI. I1pou3BoACTBEHHBIE MTPOIECCHI

7. Texnuueckut  (Qaiin  J0oMKeH  colepikarth  HMHPOPMALUMID O
[IPOM3BOJICTBEHHBIX IIPOIECCax, B TOM YHCIE O IPOM3BOJCTBE, cOOpKe,
3aKJIFOYMTEIIBHBIX HCIBITAHUSAX MEIUIMHCKOTO W3JEHsS IS JHArHOCTHKH
In Vitro ¥ OKOHYaTeJIbHOH YMaKOBKE TOTOBOIO MEIUIMHCKOTO W3IENHs I

JIMAarHOCTUKHU In vitro. JlanHas uHopMaius MoxeT OBIThH NpeCTaBIeHa B

BUJIe OJIOK-CXEMBI [TPOLIECCOB.
VII. IIpou3BoACTBEHHBIE TJIOIAJIKH

8. Texuuueckuii  ¢daiim  gomKeH  coJiepikaTh  CBEJEHHS O
MPOM3BOACTBEHHBIX  IUIOLIAAKAX, HA  KOTOPBIX  OCYILIECTBIIAETCS
IIPOM3BOJACTBO PACCMATPUBAEMOI0 MEMIIMHCKOTO H3MEITHS JIJIsl JMArHOCTUKA
in vitro. Eciu B OTHOIIEHMH MaHHBIX IUIOINAJOK HMEIOTCS CepTH(UKATLI
CHCTEMBl MEHE/)KMEHTa KauecTBa WJIM PABHOICHHBIC JIOKYMEHTHI, TO HX

KOIIMH [PUJIararoTcs K TeXHUYECKOMY (aiiy.
VIII. JlearensHOCTh 10 BepudUKauu ¥ BaJIAIAIHH

9. Texuuueckuil Qain AOKEH cofepkaTh CIAEAYIOIIHE CBEJEHUS U
JOKYMEHTBI 10 BepU(DUKALMK U BATUIAIMH, KOTOPHIC UCIIOIB30BAIUCH IJIs
JOKa3aTesIbCTBA COOTBETCTBHUSI MEAMIIMHCKOTO H3JETHS ISl JHATHOCTUKH
in vitro O0wmM TpedosaHusM 6e3omacHocTd U 3HHEKTHBHOCTH:

a) mepeveHb MPUMEHSIEMBIX MPOU3BOAUTENEM MEIUIMHCKOIO H3JCIIHs
CTaH/IapTOB,;

O) pe3yabTaTel ~ MCIBITAHUH B HMCHBITATENBHBIX  J1TaOOpaTOPUsIX
(neHTpax);

B) pe3yJbTaThl JAOOPATOPHBIX U (MJIK) 3aBOJICKUX UCILITAHUIA,
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I) JeKjapalid O COOTBETCTBHM CTaHIAapTaM M3 IEpeyHsl CTaHIapTOB,
B pe3yJibTaTe MPUMEHEHUs] KOTOPBIX Ha JOOPOBOJILHOM OCHOBE MOJIHOCTBIO
WJIM YaCTHYHO ODOecreuuBaeTcsi COOMIOEHNE COOTBETCTBUS MEIULIMHCKOIO
U3JIeNUs JUIsl JUArHOCTUKM In vitro OOmuM TpeOoBaHUSAM 0€30TaCHOCTH U
3 eKTUBHOCTH;

1) ACKJIapallii O COOTBETCTBUHU CTaHJAPTaM, KOTOPBIE HE BKIIIOYEHBI
B yKa3aHHbIH B TOAMYHKTE «I» HACTOSINEro IIyHKTa IepedyeHb
(c oOocHOBaHUEM UX PUMEHEHHS);

e) 0030p OMyOJIMKOBAaHHBIX JIMTEPATYPHBIX MCTOYHHKOB B YacCTH,
Kacarolleics: paccMaTpUBaeMOro MEIUIIMHCKOTO M3ENUs JUIsS JUArHOCTUKU
In vitro uiin noJo0OHBIX MEIUIIMHCKUX U3EIIHIA;

’K) KITMHUYECKOe J10Ka3aTeNIbcTBO A(PPEKTHBHOCTH W 0e30MacHOCTH
MEJUIMHCKOTO U3JENUS Ui JUArHOCTHKH in vitro.

10. Texuuveckuit ¢aiin T0mKeH comepkKaTh CAEAYIOIIMe CBeIeHHs 00
AQHATUTUYECKON (P PEKTUBHOCTH MEIULIMHCKOrO M3JENHs JJIs JUArHOCTUKH
in vitro (eciu IpUMEHHUMO ):

a) aHAJIMTHYECKasl UyBCTBUTEIBHOCTH (IIOPOT OOHAPYIKEHHS);

0) ananmuTHueckas cnenuGUUHOCTE;

B) MPaBUIBHOCTE OTIPECIICHHI;

r) ciryJaiiHas ommoKa;

1) JaHHBIE O METPOJIOTHUECKOW  MPOCIEKUBAEMOCTH  3HAYCHUH
KaIrOpaTopoB ¥ KOHTPOJIBHBIX MaTePHAIIOB;

€) JaHHble 00 aHAJMTHYECKOM aMana3zoHe (AuamnazoHe JTUHEHHOCTH —
JUIsl JIMHEHHBIX aHAJIUTHYECKUX CHUCTEeM), a TakiKe OIHCAaHWE METOI0B
OTpeeNIeHuUs] XapaKTePUCTHK;

’K) JaHHBle 00 OIpeleNeHud «TOYKkM orcedku» (cut-off), BIrOUas

OITHCaHKE JeTaned MeTo/1a ONpeleIeHUs] XapaKTepUCTHK;
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3) HOMyJISIMOHHEIE  (AeMorpaguyeckue)  achnekThl — HMpPUMEHEHHUS
MEIULMHCKOrO U3ENUs ISl AUAarHOCTHKH 1N Vitro.

1. Texnuueckuit daiin nomKeH comepiarh CBENEHHS O HAYYHOIT
00OCHOBaHHOCTH aHAIMTA (€CITH MPUMEHHUMO).

12. Texuuueckuil Qain JomKeH ComepKaTh CBECHUS O KIMHUYECKOM
5(Q(EeXTUBHOCTH MEAMLMHCKOTO H3MENUs JJIsl JAMATHOCTUKH in Vitro, B TOM
YKCIIe (€CM NPUMEHMMO) JAHHBIE O JHArHOCTHYECKONW 4yBCTBUTENBHOCTH U
JUArHOCTHYECKON Celu(PUIHOCTH.

13. Texnuueckuit ¢aitn nomkeH cojepkaTh JaHHBIE O cTAOMJIBHOCTH
MEJUIMHCKOTO U3IENIUs 1JIsl JUArHOCTHUKH in Vitro.

14. B cnyyae ecnu MemUIMHCKOE W3JeMe s IUArHOCTUKH in Vitro
BBIMIYCKACTCs B  CTEPUJILHOM BHJIe, TPHBOAHTCS ONKMCAHUE METOAA
CTepUIM3AIINK, BKIIOYAss OTYET O BaJUAALUM B OTHOIIEHHH IIpolecca
CTEPHIIM3ALIHH.

15. Texauueckuit daitn JomkeH BKIIOYaTh B cebsl KpaTKoOe U3I0KEHHe
Pe3yJIbTaTOB JIEATENBHOCTH 110 BepU(UKALMKU U BaJMJIAIUKM ITPOrPAMMHOTO

06€CHequHH, BBITIOJIHEHHOM B OpraHus3alliu-1poru3BOJIHTEIIC.




[TPUJIOXKEHUE Ne 6

K TpeboBaHUsAM K BHEIPEHHIO, TOIJCPIKAHHIO
M OIIEHKE CHCTEMbl MEHE/PKMEHTA KauecTBa
MEIMLIMHCKUX U3/JIENNN B 3aBUCUMOCTH

OT IIOTEHLMAIBHOTO pUCKa X IIPUMEHEHHS

(hopma)

OTYHET
0 pe3yabTaTaX MePHOANYECKOro (IJIAHOBOI0)
HHCIEKTHPOBAHHS NPOU3BOACTBA

Homep oTueta

Opranusanys, MpoBOJUBINAS HHCIIEKTUPOBAHUE
TIPOM3BOJICTBA (IIOJHOE U COKpalieHHoe (IpH
HaJIMYMM ) HAUMEHOBAHYSI FOPHIHYECKOIO JIMIA

(B TOM umcIe pUPMEHHOE HAUMEHOBAHKE),
OpraHu3auoOHHO-TIIpaBoBas popma u ajapec (MecTo
HaXOXKIEHHS))

HH(pOpMaHHH O MIPOU3BOOHUTE]IC MECIHULIMHCKOTO U3 .

ITosiHoe U cokpallleHHOE (TIpY HATHYKH)
HAaMMEHOBAHUSA IOPHUAMYECKOTO JIMLA (B TOM YHCTIE
(prpMeHHOE HAUMEHOBAHNUE), OPraHU3aHOHHO-
npaBoBas (popma U aapec (MECTO HAXOKIEHHUS),
KOHTaKTHasi HH(pOpMaIIHsI

OpraHu3zallMOHHAs CTPYKTYpa ¥ B3aUMOJIEHCTBHE C
FOPUAUYECKAMH JIMLIAMH B PaMKaX CHCTEMBI
MEHEDKMEHTA KaueCTBa MEUIMHCKUX U3/IEIIHH

[lepedeHb NIPOU3BOACTBEHHBIX IIIOMIA0K

(c yKazaHHeM UX aJ[pecoB, IPOU3BOIUMBIX
MEeIHUIUHCKUX U3AEIHHI, TPUMEPHOM YHUCIEHHOCTH
COTPYIHUKOB, YYaCTBYIOIINX B MpOIieccax B
paMKax OLIEHUBAEMOM CUCTEMBI MEHEDKMEHTA
Ka4eCTBa, a TaK)Ke KOHTAKTHOM nHbopmariyn)

IIepedeHb NPOU3BOAUMBIX METUIIUHCKHUX H3JIEIHIA,
HaXOJSLIMXCS B 00pallleHHH B paMKax
EBpazuiickoro sKOHOMHYECKOT0 COr03a
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3.5

[lepeuens rpynn (MOATPYIIT) METHIIMHCKHX
U3JIeJIUI COITIAaCHO paHee BBIIAHHOMY 3aKITHOYEHUIO
0 COOTBETCTBUH (C yKazaHHeM HHPOPMAIHH O
BKJIFOUEHUU (HEBKIIIOUEHUH ) TIPOIIECCOB
[IPOEKTUPOBAHUS U pa3paboTKu B 00J1aCTh
MHCIIEKTUPOBAHUS ITPOU3BO/ICTBA)

3.5

[lepeueHb KpUTUYECKUX MTOCTABIIUKOB

(c yKa3aHHeM HMX aJIpecOB, MOCTABIAEMBIX H3IENTH
WJTH OKa3bIBAEMBIX YCIIYT, & TAK)Ke KOHTAKTHOMU
HHGHOPMAITHH )

Mudopmanus 06 UHCIIEKTUPOBAHUH MPOU3BOICTBA!

JlaThl IpoBeIeHUS] HHCIIEKTHPOBAHHUS
MIPOU3BOJICTBA, B TOM YHCIIE IAThl BbIE3IHBIX
WHCIIEKIHUH MPOU3BOJICTBA KAXKAOr0 MPOBEPEHHOTO
00BeKTa

4.2

CocTaB MHCIIEKIIMOHHOM TPYIIIIEI (C yKazaHHEM
(GYHKUMH 4JIEHOB IPYTIIEL, & TAKKE CBEJIEHUH 00
y4acTBOBABIIUX [IEPEBOAUUKAX U 00 HHCIIEKTOpax
(aKcnepTax), eciid TAKOBbIE MPUCYTCTBOBAIH )

4.3

[Inan IIPOBENCHHA HHCIIEKTUPOBaH M

MMpOHU3BOACTBA

Pe3ynpTaThl HHCIIEKTHPOBAHHMS ITPOM3BOJICTRA (IT0 KAXKIOMY IIPOBEPEHHOMY
00BeKTY):

5.1

Ob11ee onrcaHue MPoBepseMOl IesTeTFHOCTH
U (WJIK) TEXHOJOTHYECKUX TPOIIECCOB

5.2

DaMUITIK, UMEHa, OT4eCcTBa (IIPU HAJTMYUH )
1 JIOJIPKHOCTH OIPOLLIEHHBIX JIMI

5 &

HanmeHoBaHMS MEAUIIMHCKUX U3JIENNH,
BBIOPAHHBIX JIsl IPOBEPKU B KAYECTBE
NPEACTaBUTENILHBIX 00pa3IoB, a TaAKKe
o0ocHOBaHME JIaHHOTO BhIOOpa

5.4

THIBI ¥ KOJTMYECTBO MPOBEPEHHBIX JOKYMEHTOB 1
3arucen




3.3

IlepedyeHb BBISIBIICHHBIX HECOOTBETCTBHI CUCTEMBI
MEHEKMEHTA KaueCcTBa MeUIIMHCKUX U3IETUN
TpeboBanusIM K BHEAPEHHIO, MO AEPIKAHUIO U
OLICHKE CHUCTEMBI MEHeDKMEHTA KauecTBa
MEJIMLIMHCKUX U3JIETUH B 3aBUCUMOCTH OT
IIOTEHLHUAJIBHOTO PUCKA UX MIPUMEHEHUS

5.6

Mudopmanus o HECOOTBETCTRUSIX, YCTPAHEHHEIX B
IIPOIIECCe HHCIIEKTUPOBAHUS TPOU3BOJICTRA,

a TaK)Ke O CpoKax IPOBENEHUS KOPPEKTHPYIOLIUX
JICHCTBUI B OTHOLLIEHWUH HEYCTPaHEHHBIX
HECOOTBETCTBUH M (popMax Mo ITBEpIKACHUSA
IPOBEJICHUSA TaKUX ACUCTBUH (Tpe/cTaBICHUE
MOATBEPIKAAIOIIEH JOKYMEHTAlUK UITH POBepKa
Ha MeCTax)

3.7

Mudopmanus o paHee BEISBIEHHBIX
HECOOTBETCTBUAX M pe3yNbTaTax MpOBeIeHHUS
KOPPEKTHPYIOLUX U (WUITH) TPeay TPek TaroIIiX
NeuCcTBUH

BrIBOIEL:

3aKJIIOYEHHE O COOTBETCTBHH (HECOOTBETCTBHH )
CHUCTEMBI MEHE/KMEHTa KaueCcTBa MEUILIMHCKHX
U3JENUH TpeOOBaHMSM K ee TOIACPIKaHHIO B
aKTyaJIbHOM COCTOSIHUM

Damuinu, UMeHa, oT4ecTBa (TIPH HATUYHH)
U JIOJOKHOCTH MHCIIEKTOPOB

[Tognucw, revaTs (Mpy HATMUKH)




[TPUJIOXKEHHWE Ne 7

K TpeOoBanusimM K BHEIPEHUIO, MO IEPIKAHUIO
U OLEHKE CUCTEMbl MEHE/DKMEHTA KauecTBa
MEIHUIMHCKHX U3/IE€UN B 3aBUCUMOCTH

OT IIOTEHLIMAIBHOT0 PUCKA UX NTPUMEHEHHSI

(Gopma)
OTYET

0 pPe3y/ibTaTaX BHCIVIAHOBOI'O HHCIIEKTHPOBAHHUS IIPOHU3BO/ACTBA

Howmep otuera

Opranuzanus, IpOBOAMBILAS HHCIIEKTHPOBAHKE
IIPOM3BOJICTBA (IIOJTHOE M COKpalleHHOe (TIpH
HaJIMYMK ) HAMMEHOBaHUS IOPUIUIECKOTO JTHIIa

(B ToMm umncie GpupmeHHOE

OpraHu3alMOHHO-IIpaBoBasg Gopma u ampec (MecTo

HaXOXKIeHHs))

HalMEHOBaHUE),

I/IH(bOpMaL[I/IH O IMPOU3BOAUTEIIC MCAHILIMHCKOT'O U3OCIHA .

IIosHOE M COKpalleHHOE (MPH HATTUYIHH)
HAaUMEHOBAHUS IOPHUINIECKOTO JIUIIA (B TOM YHCIIEe
GupMeHHOE HAUMEHOBaHHUE ), OPTaHU3aAIMOHHO-
npaBoBas (hopma U agpec (MeCTO HAXOKIAEHMs ),

KOHTAKTHasA I/IH(I)OpMaI_I‘HH

3.2

Opranu3zaluMoHHas CTPYKTypa U B3aUMOIEHCTBHE C
FOPUAUUECKUMU JIMIIAMH B paMKaX CHCTEMBI
MEHEJKMEHTa KauecTBa MeJUUHMHCKHUX U3IeTUH

33

IlepedeHb MPOU3BOACTBEHHBIX IIOMAIOK
(c yKazaHueM ux aJapecos,
MEJIMLMHCKUX U3JICIUI, MPUMEPHOH YUCTIEHHOCTH
COTPYJIHUKOB, YUaCTBYIOIIUX B IMpoIieccax

B PaMKax OLIEHUBAEMOW CUCTEMBI MEHEKMeHTa
Ka4yecTBa, a TAK)Ke KOHTAKTHOU MHbOpMaIyH )

I[MPONU3BOAVMBIX

3.4

ITepeyeHs MPOU3BOJIUMBIX MEIMLIMHCKUX U3ICITHIHA,
HaxoJsIIUXCsl B 0OpallleHuy B paMKax
EBpa3zuiickoro 5KOoHOMH4ECKOT0 COH3a
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3.5

Ilepeuens rpymm (TOATPYIIT) MEAHITMHCKHX
W3JIeJIMH COrJIacHO paHee BBIIAaHHOMY 3aKIIIOUYCHHUIO
O COOTBETCTBUH (C yKazaHHeM HHPOPMAIHH O
BKJIFOUEHHUH (HEBKJIIOUEHHUH ) TTPOIIECCOB
MPOEKTHPOBAHMS U pa3pabOTKH B 001aCTh
MHCIIEKTUPOBAHUS TIPOU3BOJICTBA)

3.6

ITepeyeHp KPUTHUECKUX [TOCTABIINKOB

(c ykazaHHeM MX aIpecoB, IOCTABIAEMBIX H3eNUH
WIIA OKa3bIBAEMBIX YCIIYT, a TaK¥kKe KOHTaKTHOM
UH(pOpMaLIMK)

Hudopmaryst 00 HHCIIEKTHPOBAHUH TTPOU3BOCTBA:

JlaThl IpOBEeHNST HHCTIEKTUPOBAHHUSI
IIPOM3BOJICTBA, B TOM YHCJIE JAThl BBIE3AHBIX
MHCIIEKIIUH TTPOM3BO/ICTBA KAKIOIO IPOBEPEHHOTO
obnpexTa

4.2

CocTtaB HHCNIEKLIMOHHOH IpyTIIbI (C yKa3aHHEM
(yHKLMI 4JIeHOB TPYIIBL, a TAKXKe CBEJEHHH 00
y4aCTBOBABIIMX [IEPEBOJUHMKAX U 00 MHCIIEKTOpax
(aKcneprax), eclid TaKOBbIE TIPUCYTCTBOBAIH )

4.3

Heﬂb M 3a1a491 UHCTIEKTHPOBAHHKS ITPOHU3BOACTBA

4.4

Conepxanue 1 00beM HHCIIEKTHPOBAHUSI
IPOU3BOLCTBA

Pe3ynbpTaThl HHCIIEKTUPOBAHMS IPOU3BOACTBA IS KAXKJIOTO IPOBEPEHHOTO
o0BekTa:

5.1

Obuiee onucaHue MpoBepsIeMoi IesITeTbHOCTH
U (MJIM) TeXHOJIOTUYECKHX TIPOLIECCOB

&2

Qamunun, UMeHa, 0T4ecTBa (MPU HATUYHHN )
U JTIOJKHOCTH ONPOIIEHHBIX JTHI]

53

HanmenoBanus MeIMIIMHCKUX U3IETTHH,
BbIOpAHHBIX ISl IPOBEPKH B KAUECTBE
IIPEACTABUTENILHBIX 00pa3IoB, a TaKiKe
000CHOBaHME JAHHOTO BBIOOpPA C YUETOM LENIH
UHCIIEKTUPOBAHUS ITPOU3BOCTRA

5.4

THIBI 1 KOTMYECTBO MPOBEPEHHBIX JOKYMEHTOB U
3arncei




5.5

[lepeueHb BBISBICHHBIX HAPYILIEHUH W
HECOOTBETCTBMH CUCTEMBbl MEHE[’KMEHTa KayecTBa
MEIMLIMHCKUX Mu3aenuil TpeboBaHusM K
BHEJIPEHHUIO, NIOJJEPKAHHUIO U OIIEHKE CHCTEMEI
MEHEDKMEHTa KauecTBa MEUITHHCKUX U3/IETHHI B
3aBMCHMMOCTH OT [IOTEHIIHAIBHOT'O PUCKA UX
[IPUMEHEHUS

5.6

Mudopmarus o HapyLIEHUSIX, YCTPaHEHHEIX B
IIpOIIeCcCe UHCIIEKTUPOBAHUSA IPOU3BOICTRA,

a TaKXKe 0 CPOKax IPOBEAEHUs KOPPEKTHPYIOLIHUX
JEUCTBUI B OTHOLICHUH HEYCTPaHEHHBIX
HapyLIeHUH U (popmax MoATBEPIKACHUS
IIPOBEJIEHUs TaKUX JEHCTBUH C yUETOM IIEH
WUHCIIEKTUPOBAHUS MPOU3BOJICTBA

BriBosI:

3aKiroueHre 0 COOTBETCTBUH (HECOOTBETCTBHUM )
CUCTEMBI MEHEKMEHTA KauecTBa MEJMLIMHCKUX
U3JIeNIui TpeOOBaHUSM K €€ BHEJPEHHIO
IOJIICP)KAHUIO B aKTYyaJbHOM COCTOSIHHH C YUETOM
LIeJIM MHCIIEKTUPOBAHUS IPOU3BOJICTBA

(daMunn, UMeHa, oTyecTBa (MpU HATUYNH)
Y JI0JKHOCTH UHCIIEKTOPOB

[Tonmucu, nevaTs (P HAJTHYKH)




