EBPA3UICKASI SJKOHOMHUYECKAS KOMUCCHS
KOJUIET'USA

PACIHTOPAXKXEHHUE

«26» centsi6ps 2017 r. Ne 134 r. Mocksa

O npoexTte pemrenust Coera EBpasuiickoii JKOHOMHUYECKOH KOMHCCHH
«0O TpeboBaHUsAX K BHEAPEHHIO, INOAAEPKAHUIO U OLIEHKE CHCTEMbI
MeHeI)KMEeHTA KayecTBa MeTHIIMHCKUX U3/1eJHid B 3aBHCHUMOCTH OT

MOTEeHUAJBHOI0 PHCKA UX NPHMEHCHHU D)

1. Onobputs mpoekt pemenus Coeta EBpazuiickoil 3x0OHOMHYECKOI
komuceun «O TpeGoBaHUAX K BHEAPEHHIO, MOAJNEPIKAHUIO W OLIEHKE
CUCTEMBI MEHEXKMEHTa KauyecTBa MEIUIIMHCKUX U3MEIIUA B 3aBUCUMOCTH OT
NOTEHIUAJILHOTO PUCKA UX MPUMEHEHUsD» (IIPHJIAraeTes) U NpeJCcTaBUTh ero
st paccmotpenusi Coperom EBpa3uiickoil SKOHOMUYECKOW KOMUCCHHU.

2. Hacrosiee pacnopsbkeHue BCTYIIAaeT B CHIY € JaThl  €ro
omyOiuKoBaHUsl Ha oduIMaJIbHOM caifte EBpa3suickoro 3KOHOMHYECKOTO
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EBPA3UNCKASI JKOHOMHWYECKASI KOMUCCHUS
COBET

PEIMNEHMUE

&« » 20 1. Ne s

O TpeOoBaHHSX K BHEAPEHHIO, MOJAEPKAHMIO H OlleHKE CHCTEMBI
MEeHeIKMEHTA Ka4yecTBa MeTMIHHCKHX U3/1eJHil B 3aBHCHMOCTH
OT MOTEeHIHAJIBHOI0 PUCKA UX NMPUMeHeHHUsI

B coorBercTBuM ¢ myHkTOM 2 crartbd 31 [loroBopa o ErpaswmiickoM
OKOHOMHYECKOM coro3e oT 29 wmasg 2014 roma, myHkrom 1 cratem 6
Cornanienuss 0 eMHBIX NPUHLUIAX U MPaBHIaX OOpaIleHUs] MEIUIMHCKUX
u3ienui (M31enui MeIMUIMHCKOTO Ha3HAYEeHUS W MEAUIMHCKOW TEXHHKH)
B pamKax EBpasuiickoro skoHoMu4eckoro corosa ot 23 gekabpst 2014 rona,
nynkrom 107 mnpunoxenus Ne 1 k Permamenty pabGoter EBpasuiickoii
ODKOHOMHYECKOU  KOMMUCCHUH, YyTBepJeHHOMY PemenuemM  Briciiero
EBpasuiickoro sxoHomuueckoro coeta oT 23 nekadbps 2014 r. Ne 98,
U B Lensax ucnojHeHus Pemenus Briciiero EBpa3zuiickoro s3KOHOMHYECKOTO
cogera oT 23 pekabps 2014 r. Ne 109 «O peammszamuu CorrameHus
O €IMHBIX IPUHLMIIAX M OpaBWiIax OOpallleHHus MeIUIHHCKUX H3eITHi
(M31eIMi MEAMLMHCKOTO Ha3HAUYeHUs M MEIMIIMHCKOM TeXHUKH) B pamKax
EBpasuiickoro HKOHOMHUYECKOTO COHO3a» Coger EBpasuiickoii
SKOHOMUYECKOW KOMMCCUU P € I M JI:

1. YTBepauts npunaraemsie TpeOOBaHUS K BHEAPEHUIO, TIOIEPKAHHUIO

A OIIEHKE CHCTEMBl MEHEIKMEHTAa KadecTBa MEAUIMHCKUX M3EeINHN
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B 33aBUCHUMOCTH OT IOTEHIMAJLHOIO pHCKA MX MpUMEHEHHus (najee —
TpeGoBanwusi).

2. YCTaHOBUTB, YTO:

a) B TeyeHHe 12 MecsiIeB ¢ JIaThl BCTYIUIEHMS] HACTOSILEro Pemienwus
B CHUITY:

OlICHKa  CHUCTEMBI ~ MEHE[DKMEHTa  KauecTBa  IIPOU3BOJIUTEINS
MEIMIMHCKOTO M3EJIHsA Ha COOTBETCTBUE TpeOoBaHUIM HEe TIPOBOIUTCS;

NpH MoJa4e 3asiBJICHUs] O perucTpalvi MeAUIMHCKOIO U3eaus Kiacca
NOTEHLMATBPHOTO pUCKAa MpUMeHeHus 2a (A MEeTUIUHCKHX H3IEIIui,
BBIITYCKAeMbIX B CTEPUILHOM BHJE), 20 WK 3 B COCTaBE PErUCTPAIIHOHHOIO
JOChE  IPEJCTABISIIOTCSA  JIOKYMEHTBI, TIOATBEPKAAIOLIME HAJUYHE Y
IPOM3BOAUTENST  MEIMIUHCKOrO  M3IENHsl  YCIOBHH  NPOW3BOJCTBA
3a51BJICHHOTO JIJISI PETUCTPALMK MEIULIMHCKOrO U3IETHSI, COOTBETCTBYIOLIMX
TpeOOBaHUSIM 3aKOHOJATENbCTBA TOCYJapcTBa — wieHa EBpasuiickoro
3KOHOMHYECKOIr0 CO0I03a, B YINOJHOMOYEHHBIH OpraH KOTOPOI'O IOAaeTCs
yKa3aHHOe 3asBiIeHHE (IpUM HAIWYUUA TakuX TpeOOBaHMI), W KOIMH
cepTU(HUKaTOB COOTBETCTBHSI CHUCTEMBI MEHEI)KMEHTa  KadecTBa
TpeboBanusaM cranjgapra ['OCT ISO 13485 «Uzmenuss MeOULMHCKHE.
Cucrembl MeHe/kMeHTa KadectBa. CucreMHble TpeGOBaHHS Uil 1efeit
peryaupoBaHus HJIH COOTBETCTBYIOIIETO HAIlMOHAJILHOTO
(rOCYJapCTBEHHOT0) HIM MEXKIYHApOJHOTO CTaHAapTa, a TaKkKe KONUH
OTYETOB O paHee INPOBEJICHHBIX HHCIEKLUMUSIX Ha COOTBETCTBHE CTaHIAPTY
ISO 13485 (npu Hamuuum);

0) npousBOAMTENN MEIMUMHCKMX M3JENHi, 3aperucTpupOBaHHBIX
B TeyeHue 12 mecsleB ¢ JaThl BCTYIUICHUS HacTosIlero PerneHus B CUITY
B cOOTBETCTBMM ¢ IlpaBunaMu perucrpanuu M 3KCIEPTH3LEI OE30MACHOCTH,
KayecTBa M S(QQEKTUBHOCTH MEJULIMHCKUX HU3ACIUM, YTBEPKIECHHLIMU

Perrennem Cosera Eppasuiickoil sxoHOMHYecKo# Komuccuu ot 12 despais
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2016 r. Ne 46, noXKHBI MOJATBEPJUTH BHEIPEHUE CHCTEMbI MEHEIHKMEHTA
KayecTBa  IyTeM  IPOXOXKJIEHUS  BHEIUIAHOBOTO  HHCIEKTUPOBAHHMSI
OPOU3BOJCTBA B COOTBETCTBUM ¢ TpeOoBaHUSIMU B TeUeHHE 2 JIET C JaThl
perucTpalu MEAUIUHCKOTO U3/IeITHS;

B) abzalbl TpeTMH M ueTBepThli nyHkTa 3 TpeGoBaHWil BCTymaroT
B CWJIy C Jarbl BCTYIUIGHHS] B CHJIy TOJIOXKEHUH O BHECEHUH
COOTBETCTBYIOLIMX H3MeHeHUN B llpaBmia perucrtpauuum u SKCIEpPTHU3BI
OesonacHocTH, KavyecTBa W 3PPEKTUBHOCTH MEIUIIMHCKUX  W3/ENINH,
yrBepaxaeHHelie Pemennem Cosera EBpa3uiickoil 5JKOHOMUYECKON KOMMCCHH
oT 12 ¢enpans 2016 r. Ne 46.

3. Hactosimee  Pemenwe BcTymaer B CHIYy 10  HMCTEYEHUH

10 xayeHapHBIX AHEH C AaThl €r0 O(PULIUATLHOTO OMYOJIMKOBAHUS.

Yiens: Coera Eppasniickoii 3K0HOMHYECKOH KOMHCCHM:

Ot Pecnry6inkn Ot Pecniy6iinkn Ot Pecniy6muxn Ot Keipreiekoii Ot Poceniickoii
Apmenust Benapycn Kazaxcran Pecy6inku Denepauuu
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YTBEPXJEHBI

Pemennem Cosera
EBpasuiickoil 5KOHOMUYECKOH KOMHCCHH
oT 20 . No

TPEBOBAHUA
K BHEJPEHHUIO, NO/IePKAHUIO H OLleHKe CHCTeMbI MeHeXKMeHTa
KayecTBa MeIMUIMHCKUX H3JeJINil B 3aBHCUMOCTH
OT IOTEHIHAJBLHOI0 PHCKA UX NPUMeHEeHUsI

I. O0mme nmomoxxeHus

1. Hactosmue TpeboBanus pazpaboTaHbl B COOTBETCTBUH € IYHKTOM 2
cratbu 31 JoroBopa o EBpa3suiickoM 5KOHOMHYECKOM COIO3e OT 29 mas
2014 roma u nyHkrom 1 crateu 6 CornameHus 0 €IUHBIX [IPUHIIAIIAX U
npaBuiax oOpallleHuss MEIMUIMHCKUX W3aeuil (U3enuii MeIMIIMHCKOTO
Ha3Ha4YeHUss MW MEJULMHCKOM TEeXHMKH) B pamkax EBpasuiickoro
SKOHOMHMYECKOro cors3a or 23 pekadps 2014 roma u yCcTaHABIMBAIOT B
pamkax EBpasuiickoro skonomuueckoro cotosa (nanee — Corw3s) TpeGoBaHust
K BHEAPCHHUIO, MOJJIEPKAHUI0 U OLIEHKE CUCTeMBI MEHEIKMEHTA KayecTBa
MEIUIUHCKUX W3JEIMH B 3aBUCHMOCTH OT MOTEHIMAILHOTO PHCKa HX
[IPUMEHEHHUS.

2. Ina ueneit Hacrosiux TpeOGoBaHHi HCMONB3YIOTCS IOHSTHS,
KOTOPBIE 03HAYAIOT ClIEyroIIee:

«HHCIIEKTHPOBAaHME TIPOU3BOJICTBA» — OLIGHKA YCJIOBUN TPOU3BOACTBA
M CHCTEMBI MEHEDKMEHTA KauecTBa IPOU3BOIUTENST METHIIUHCKOIO U3IEIIHS
Ha COOTBETCTBUE HACTOSIIUM TpeOoBaHUsIM;

«UHCTIEKTUPYIOIIas OpraHu3alus» — YNOJHOMOYEHHBIH OpraH ujiu

OpraHm3alys (OpraHu3aluu), KOTOPOW (KOTOPHIM)  YIOJIHOMOYEHHBIM
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opraHoMm rocyjaapctBa — wieHa Coroza JienerupoBaHbl TOJHOMOYHS T10
MPOBEICHUIO MHCIIEKTUPOBAHUS IPOU3BOICTRA;

«KOppeKTupyromee  JAeHCTBUE»  —  JEHCTBHE,  MPEANPHHITOE
IPOU3BOAUTENEM MEIUIUHCKUX H3IEIUN C LEeNbl0 yCTpaHEHHUs! IMPUYHMHBI
0OHApYIKEHHOTO HECOOTBETCTBHUS MJIH HEXKEJIATEIbBHOTO COOBITHS,

«KOppeKUHus» — AIeUCTBUE, TMPEANPUHATOE B IEISIX  YCTPaHEHHUS
O0OHApYKEHHOTO HECOOTBETCTBUSI,

«KPUTHYECKUU TMOCTABUIMK» — MOCTABUIMK, MPOIYKIIMS WM YCIYTH
KOTOPOrO OKa3blBAOT TMpsIMOE BIWsSIHUE Ha 0e30macHOCTh U (HiM)
3 HEKTUBHOCTE METUITMHCKOTO U3JICIINS;

«HeJO0OpOKAYECTBEHHOE MEJMIMHCKOE H3JeNHe» — MEIULUHCKOE
u3Jleaue, KOTOpoe He COOTBETCTBYET OOIMMM TpeOOoBaHUAM 0€30MaCHOCTH M
3(Q(QEKTUBHOCTH METULMHCKUX H3JeIUl, TpeOOBaHUAM K UX MapKHUPOBKE,
TEXHUYECKOW M DKCIUTYyaTallMOHHOM JOKYMEHTAIlUM Ha HUX U He MOXKET OBITh
6e30macHo UCIOJIb30BaHO 1o Ha3HAUYEHUIO, YCTAaHOBJIEHHOMY
POU3BOIUTEIIEM;

«OLIEHKA CUCTEMBbl MEHEI)KMEHTA KauecTBa MEAUIIMHCKOTO H3JIE/IUS» —
NOATBEPXKACHUE  BHEIAPCHUS,  TMOJJIEPKAHUS U Pe3yJIBTAaTHBHOCTH
(YHKUMOHUPOBAHMSI CUCTEMbl MEHEI)KMEHTa KadecTBa MEIULUHCKHX
U3LeNUi s obecredeHuss COOTBETCTBMSI BBIYCKAaeMBIX B oOpalleHue B
pamkax Coro3za MEOUUMHCKUX W3AeIUH NpPUMEHUMBIM K HuM OO0umm
TpeboBaHusIM 0Oe30macHOCTH M 3()(PEKTUBHOCTH MEAMIIMHCKUX H3JIEIIHi,
TpeOOBaHUIM K HX MapKHUPOBKE, TEXHHUYECKOHM | IKCILUTyaTallHMOHHOM
JOKyMEHTAllUM Ha HUX, yTBepkJaeHHbIM Perennem CoBera EBpazuiickoii
3KOHOMHUYECKON KoMUuccHuu oT 12 derpasis 2016 r. Ne 27;

«TMOCTIPOJIAXKHBIH MOHUTOPUHT» — cucTeMa cOopa M aHaiM3a JaHHBIX

[MPOU3BOAUTEISE MEIHITMHCKHX 1563105011717 800) NpUMEHCHHUN MCIAUITMHCKHX



M3JIEIMHA, OTCICKUBAHMM W BBISIBJIEHUM TTOOOUYHBIX JCHCTBHM MeIUIIMHCKUX
M3JIENINI B Ipoliecce X HKCIUTyaTalluu;

«IpEeAyIpeKIarollee NecTBUEY — JeHCTBUE, MPEATPUHITOE B LEAX
yCTpaHeHUsl IPUYMHBL [TOTEHIIUAIBHOTO HECOOTBETCTBUS WIIM MOTEHIHAILHO
He)KeJlaTeJIbHOW CUTYalNu;

«IIPOM3BOJCTBEHHAs IUIOIIALKA» — TEPPUTOPHAITEHO 000COOIEHHBI
KOMIUIEKC, — NpeJHa3HAYeHHbIH  JIsl  BBIMOJHEHHS  BCEero  rpolecca
IIPOM3BOJCTBA MEAULMHCKOTO U3/IEHSI UK €T0 ONPeIeCHHBIX CTaIHIA;

«cHucTeMa MEHEDKMEHTa KauyecTBa MEJUUMHCKHX —H3JEIUi» —
OpraHU3alMOHHas CTPYKTYpa, (pyHKLIUH, IPOLELYpPhl, POIECCH U PECypChI,
HEOOXOMMEBIE /Il CKOOPAUHHUPOBAHHOH JIESITENTBHOCTH MO0 PYKOBOJACTBY M
YIPABIEHUIO OpraHu3aluell — MPOU3BOJUTEIEM MEIULUHCKUX W3IeIni
MPUMEHUTENBHO K KaYeCTRY;

«YIIOJTHOMOYEHHBIH OpraH» — OpraH roCyJapcTBEHHOH BJIACTH
rocynapcersa — wieHa Coro3a, yIolHOMOYEHHBIH Ha OCYIIECTBACHHE U (1K)
KOOPIMHAIHIO JeATEJIBHOCTH B chepe oOpaIeHust MeIULMHCKUX U3eNIUi Ha
TEPPUTOPUHU ITOTO FOCYAAPCTBA;

«yCIJIOBHsl IIPOM3BOJCTBAY — UHPACTPYKTYpa U IPOM3BOACTBEHHAS
cpefla, HeoOXoOMMBIE [Ulsi O0OecreveHHsl COOTBETCTBHS IIPOU3BOUMBIX
MEIUUUHCKUX — m3jenuid  O0muM  TpeGoBaHusiM  5HHEKTUBHOCTH U
OezomacHocTH, TpeOOBaHUSAM K WX MApPKUPOBKE, TEXHHUYECKOH WU
SKCIUIyaTalMOHHOM JIOKYMEHTAllUd Ha HUX, YTBEPXKJEHHBIM Pelenuem

Cosera EBpasuiickoii sxoHOMHYecKOH komuccud ot 12 ¢espans 2016 r.

No 27.
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II. TpeGoBanusI K cucTEeME MEHEIKMEHTA KauecTBa
MEJMIUHCKUX U3JETUI B 3aBUCUMOCTH OT MOTEHIIHAILHOTO
pHCKa UX IPUMEHEHHSI

3. IlpousBonuTenn  MEAMUIMHCKUX  H3Aenuil (32  MCKIFOYEeHHEM
MPOU3BOAMTENEH MEIMUMHCKHX M3JeIMi Kiacca MOTEHIHAIbHOIO pHCKa
NpUMEHEeHUs: 1 W  HECTepWIbHBIX MEIMIMHCKHX HW3IeNuil  Kiacca
MOTEHIHAILHOTO pPUCKA TPUMEHEHHs 2a) 10 MPEJICTABIEHUS JOKYMEHTOB
HJISL  PeruCTpaniuy MeJULIUHCKUX W3Je/IMi  00s3aHBl BHEOPUTH CHCTEMY
MEHE/PKMEHTa KauecTBa MEAMLMHCKUX M3AETHH B 3aBUCHMOCTH OT Kjlacca
IIOTEHLMAJILHOTO PUCKA UX TIPUMEHEHHS],

[IpousBomuTen MEIUMIMHCKUX H3JCIUM Kiacca IMOTEHIHUAIBHOIO
prcKa IpUMeHeHUs | W HeCTepWIIbHBIX MEIMUMHCKUX H3IeNUi Kiacca
MOTEHIHAJbHOTO PUCKA IIPUMEHEHHs 2a BIpaBe BHEIPUTH U MOIEPKHUBATE
CHCTEMY MEHEJ)KMEHTAa KauyecTBa MEJIMIIMHCKUX U3IEITHIA.

B chydae ecnm NpOM3BOAMTENH MEIUIHHCKMX W3JeUMi  Kjacca
IOTEHIWAILHOTO PHUCKA TPUMEHEHUs | W HECTePUIBHBIX MEIMLIMHCKUX
M3JeJIME KJlacca MOTEHLIHUAILHOI0 pUCKa MPUMEHEHUs 2a MPOLUTH OLEHKY
CHCTEMBI MEHEDKMEHTA KayecTBa MEIUIIMHCKOTO H3JIeNIUsl, BKIIFOYAIOIYIO
IPOIECCHl IIPOEKTUPOBAHUS U Pa3padOTKH, B COOTBETCTBHM € HACTOSIUMH
TpeGoBanusmu, To B TeUEHHE CPOKA ACHCTBUS 3aKITIOUEHHS, COACPIKAIIETOCs
B OTYETE IO pe3yJbTaTaM IPOBEJIEHUs] MHCIEKTHPOBAHUS IIPOU3BOJICTBA,
BHECEHHWE HW3MEHEHUH B PpErHCTpPallMOHHOE J0Che TaKUX MEIULIMHCKUX
M3JETTHM  OCYIIECTBIsAeTCa Oe3 MpOoBENeHHs] HKCIEPTU3bl 0e30IacHOCTH,
KauecTBa M 3P (PEKTUBHOCTH B YBEIOMUTEILHOM MOPSIIKE.

[TpousBoauTENs MEAULIMHCKOTO U3/IENHS B TEUEHHE 2 MECALEB CO JHS
BHECEHHs] ~ M3MEHEHWH B  JIOKYMEHTBl  PETrHCTPALMOHHOIO  J0CKE,
TPEICTABJIEHHOIO JIJ1sl PETUCTPAIMK MEJIUUMHCKOIO U3EIIHsl, YBEJIOMIISIET O

BHECCHUH COOTBCTCTBYHOIINUX M3MEHEHUH I10 Lpopme B COOTBETCTBHUH C



npunoxenreM Ne 7 k ITpaBunam peructpauuu U 9KCrnepTH3bl 0€30I1aCHOCTH,
KayecTBa M S(Q(MEKTUBHOCTH MENULUHCKUX W3AETHH, YTBEPIKICHHBIM
Pemiennem Cosera Eppasuiickoll 5koHOMHYeCKOW KOMHCCHH OT 12 deBpans
2016 r. Ne 46, ynmonHOMOUYEHHBIM OpraH, BbIJABIINH PErHCTPALIAOHHOE
yIOCTOBEPEHUE MEUIIUHCKOTO H3EIHS.

4. 1lpousBoauTeny MEIMLMHCKUX H3JEMMH KIIACCOB MOTEHLUATBLHOTO
pucka mnpuMeHeHus 2a (a8 MEIMUMHCKUX U3AeNHi, BBIMYCKAEMEBIX B
CTEPUJILHOM BHJIE) U 20 10 NpeACTaBICHUs JOKYMEHTOB /ISl PErUCTPALUH
MEJIMIMHCKUX U3IeMUH 00sI3aHbI BHEJIPUTh CUCTEMY MEHEPKMEHTA KauecTBa
MEIWLMHCKMX — M3JeNUd (32 HUCKJIIOYEHWEM  BHEIPEHHs  IIPOLECCOB
POEKTUPOBAHUS U pa3pabOTKH).

5. IIpousBoaurenn MeIUIIMHCKUX H3JCIUNA Kilacca MOTEHLUAIBHOTO
pUCKa TPUMEHEHMs 3 JI0 NPENCTABIEHUS AOKYMEHTOB MJISl PErHCTpaLMy
MEIMLIMHCKUX U3JE/IUI 00s3aHbl BHEJAPUTh CHCTEMY MEHEKMEHTA KauecTBa
MEIMLUUHCKUAX H3JJIMH, BK/IIOYAIOLIYIO [POLECCHl MPOSKTHPOBAHUS U
pazpaboTKH.

6. Cucrema MEHEDKMEHTa KadyecTBa MEJMIMHCKMX M3JCIHN JODKHA
obecrieynBaTh COOTBETCTBHE BBIMyCKaeMbIX B oOparienue B pamkax Corosa
MEIUIUHCKUX H3JICIMA NpUMEHMMBIM K HuM OOumM TpeboBaHusM
OesonacHocTy U YGHEKTUBHOCTA MEIUIHHCKUX W3/Ienil, TpeboBanusIM K UX
MapKHpPOBKe, TEXHHYECKOW M O3KCIUIyaTallMOHHOW JOKYMEHTalWMK Ha HHX,
yreepxKacHHbIM Pemienuem Cosera EBpasuiickoit 3JKOHOMHUYECKONH KOMUCCHUU
or 12 ¢espans 2016 r. Ne 27 (nanee — OO1ue TpeboBanus 6€30MaCHOCTH U
3P (heKTUBHOCTH).

7. JIns BHEIpPEHUs] CUCTEMBI MEHE/DKMEHTA KAuyecTBa MEIMLIMHCKHUX
U3JIeJUH TIPOU3BOAUTEIND MEAULIMHCKUX U3JIETHI 00sI3aH:

a) paspaboTaTe IOKYMEHTHPOBaHHbIE TpeOOBAHUS K YIPABICHHIO

pPUCKaMHK Ha BCEX 2TallaX >KH3HESHHOI'O IUKJIIa MEOAUIHHCKHX HSﬂeHHﬁ;
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0) onpenieNUTh MpoLecchl, HEOOXOAWMBIE JUIs  Pe3yJbTaTHBHOTO
(QYHKUMOHUPOBAHUS CHCTEMbl MEHEIKMEHTA KAauecTBA MEIULHHCKUX
W3JIeNIMH (Ianee — npoLecchl), U MPUMEHEHHEe MPOLECCOB B OPraHU3aluy —
MIPOU3BOUTEIIE MEAUIIMHCKHX HU3/IEJINM;

B) OIIPENENHUTE [10CIIE10BATENBHOCTh U B3aUMOCBS3h IIPOIECCOB;

I) ONPEJE/IUTh KPUTEPHH H METOMbI, HEOOXOJUMEIE sl 0OecreueHH st
pe3yJbTaTHBHOCTH, Kak IIPH OCYLIECTBIEHHH IIPOLECCOB, TaK W IIpH
YIIPaBJIEHUH MIPOLIeCCaMu;

J1) obecrieunBaTh HaAMYHe YCIOBMH MPOM3BOJACTBA, pPECYpCcOB W
MH(pOpMAlMK,  HEOOXOMUMBIX  JUIsl  MOAJEp)KaHWs  IPOLECCOB |
OCYILLECTBJICHUSI MOHUTOPHUHTA ITPOLECCOB;

€) OCYILECTBIIATh MOHUTOPUHT, U3MepeHHue (IIe IPUMEHNMO) U aHAIIN3
POLIECCOB;

K) IPUHUMATD MEDHI, HEOOXO0IUMbIe JULST JIOCTHIKEHUS
3allJJaHUPOBAaHHBIX — PE3yJbTaTOB M [OJJIEPXKAHUS  Pe3YJIbLTATHBHOCTH
MPOIIECCOB.

8. Bce oaeMeHTbl CHCTEMBI MEHEKMEHTA KauyecTBa MEIMITMHCKHX
M3eMui (OpraHu3alunoHHas CTPYKTYpa, METOJMKH U OIUCAHKE TPOLIECCOB)
HOJDKHBI JIOKYMEHTAIBHO O(QOPMIIATLCS U MOJIEPKUBATHECS B aKTyalbHOM
COCTOSIHUH.

JIOKyMeHTaluss CHUCTEMBbl MEHE/DKMEHTa KayecTBa MEJUIUHCKUX
usfienii  opopmisercs Ha OyMaKHOM HOCHTENE, a B Cjydae eciH
3aKOHOJATE/ILCTBOM rocyaapersa — uieHa Coro3a (ajiee — rocyaapcerso-
Y4JICH ) NpefycMOTpeHa  BO3MOMKHOCTE oopmiteHus YKa3zaHHOM
JIOKYMEHTAllUU B DJIEKTPOHHOM BHJIE, — Ha DJIEKTPOHHOM HocuTelne. Takas
JOKyMEHTAlMsl TPeJICTAB/IIETCS Ha PYCCKOM SI3BIKE WIIM C 3aBEPEHHEBIM
MPOU3BOIUTEIIEM B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM TOCYAapCTBa-UJIeHa

HOPSIZIKE Ay TEHTUYHBIM NIEPEBOJIOM HA PYCCKHUH SI3BIK.
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9. JlokyMeHTalUsl CHUCTEMBbl MEHE/DKMEHTA KayecTBa MeIULMHCKOrO
U3JIeJUs I0JDKHA B TOM YHCIIE COAEPIKATDh ONUCAHME:

a) TpeOOBaHUH K TEeXHHMYECKUM XapaKTEPUCTHKAM MEIULUHCKOTO
M3JIe/IHsl, CTAaHJapTOB MM OTHENbHLIX pa3fesioB (MyHKTOB, IMOANYHKTOB)
CTaHJapTOB, KOTOphle  OyAyT TMPUMEHSAThCA, a B  CIy4ae eciu
COOTBETCTBYIOLIME CTAHAAPTHI HE OYAYT NMPUMEHSITBCS, CIIOCOOORB, KOTOPEIE
OyIyT HCIONIB30BATECS Ul TOrO, YTOOBI rapaHTHpoBaTh, uTo OOmMe
TpeOoBanus  Oe3zomacHOCTH W 3(D(DEKTHBHOCTH, IPUMEHUMBIE K
H3TOTaBIHBAEMBIM MEIULIMHCKUM U3AENUSIM, OYAYT COOIIOIAThCS;

0) MeToIoB M TIIyOMHBI KOHTPOJISI TPETheH CTOPOHBI B Cllydae, e€Clu
pa3paboTKa, MPOM3BOACTBO W (MJIM) BBIXOAHOM KOHTPOJIb BHINOJIHSIOTCS
TPeTbEeN CTOPOHOM;

B) IPOLIECCOB MPOM3BOJCTBA, KOHTPOJISI KadecTBA M 0OECIICYEHUs
KayeCcTBa MEIMIIMHCKOIO M3/E/Ms, NPOLECCOB M CUCTEMaTHUECKUX Mep,
KOTOpbIe OyAyT HCIOIB30BAaTBHCS JUIsi KOHTPOJIS KauecTBa W obecrneyeHus
KayecTBa ~ MEJIUIIMHCKOrO  M3Jeilus, B TOM  YHCJIE  [POLIECCOB
KOPPEKTUPYIOIIKX U IPeLyTPEeKIA0INX AeHCTBUM;,

I) JOKyMEHTOB ydera IokKazareliell KauecTBa MEIULMHCKOTO W3ENHsI
(OTYETOB O IPOBEJIEHUH BHYTPEHHHUX MPOBEPOK, MHCIIEKIMH, O pe3ybTaTax
UCIIBITAHUHU U IPYTUX TOKYMEHTOB);

) CPEACTB  KOHTPOJISL 3a JOCTHIXKCHHEM TpeOyeMoro  KadecTBa
MEMIIMHCKOI0 U3 U Pe3ybTaTUBHBIM (DYHKIIHOHHPOBAHUEM CHCTEMBI
KauecTBa MEIULIMHCKOTO U3JIeNHs;

¢) IJIaHOB, NMPOLEAYP U TOKYMEHTOB 0OpaTHOM CBSA3U C MOTPEOUTEIISIMHU
(B TOM umMc/ie MOHUTOPUHTA 6e30MacHOCTH U 3 (HEKTHBHOCTH MEIUIIMHCKOTO
W3JIeJIHs Ha TIOCTIIPOAAKHOM ATare).

10. IlpousBoguTen MEIULUUHCKUX H3ICIHH, BHCAPHUBIIKE CHCTEMY

MeHeDKMEHTa KadyecTBa MEJIUIMHCKHUX M3ICJIMH B COOTBETCTBUH C



HacTosMMU  TpeOoBaHUAMHU, JODKHBI MOJJEPKUBATL €€ B aAKTyaJIbHOM

COCTOSIHUM U 00eCIIeunBaTh ee PE3YJIBTATHBHOCTE.

HI. TpeboBaHust K OIEeHKE CHCTEMBI MEHEIDKMEHTA
KayecTBa MEIUIIMHCKHUX U3IEJIUI

11. Ouenky cucTeMbl MEHEIKMEHTA KayecTBa MEIMLMHCKUX W3IEIHi
IIPOBOJSAT MHCHEKTUPYIOIIKWE OpraHu3anud B (opMe HHCIEKTHPOBAHUS
IPOU3BO/ICTBA.

12. Pacxompl,  CBf3aHHBIE C  [POBEJAECHHEM  HMHCHEKTHPOBAHHS
NPOU3BOACTBA B paMKax OLEHKH CUCTEMBl MEHEKMEHTA KayecTBa
MEIUIIUHCKUX M3IEJIMM, HECET NPOU3BOJUTENh MEAULIMHCKOTO W3ENIUs Ha
OCHOBAaHMU JIOTOBOPA, 3aKIIOYaEMOI0 C HMHCIEKTHUPYIOUIeH opraHusaluei.
Tapudsl Ha mpoBeneHNe MHCTIEKTHPOBAHUS IPOM3BO/ICTBA YCTAHABIHBAIOTCS
B COOTBETCTBUH C 3aKOHOJATEIbCTBOM [OCYAapCTB-UJIEHOB.

PacueT  HOPMAaTMBHOM  IPOJOKUTENBHOCTH  WHCIEKTHPOBAHUS
[POU3BO/ICTBA OCYIIECTBIISIETCS IO IIPAaBUJIAM COIJIACHO TPHI0KEHHIO No |,

13. MHcnekTupyromas opranusanus He JIoJKHa OBIThH 3aMHTepecoBaHa
B pe3yJibTarax IpoBeJIeHHs] HHCIIEKTUPOBAHUS IIPOU3BOICTBA.

WucniekTupyromas opraHusanusi, ee pPyKOBOACTBO M COTPYAHHKH,
Y4acTBYHOUIME B MPOBEACHUM WHCIIEKTUPOBAHUS MPOU3BOCTBA, HE JOJIKHBI
NPUHUMATL Y4YacTHE B JESITEIbHOCTH, KOTOpas MOMET IOBIUATL Ha
HE3aBUCHMOCTh HMX CYXXIAEHHH WM HUX OecrnpHcTpPacTHOCTL B OTHOIIEHHH
pe3ynbTaTOB MPOBEACHUSI HHCIIEKTUPOBAHUS MPOU3BOJICTBA, OHU TAKKE HE
IOJDKHBI  OBITH  pa3paboTYMKaMU, MPOHU3BOAUTEIIAMH, ITOCTABIIMKAMHU
MEJIMUMHCKUX — HU3JEJIMH, He  JOJDKHBI  OCYHIECTBIISITE  TEXHUUYECKOE
o0ciy)kuBaHue (PEMOHT) MEIULMHCKHX H3IENHH, OLEHKY KOTOPBIX OHH
IPOBOASIT, WM HE MOJKHBI OBITH YMONHOMOUYSHHBIMH MPEACTABATENSMH

pa3zpaboTyuKa, MMPOM3BOAUTENsI, MOCTABIIUMKA MEJIMLUMHCKUX W3JENUil, JIHIL,
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OCYIIECTBJISAIOIIMUX TEXHUUECKOE OOCHyKUBaHUE (PEMOHT) MEAHITMHCKUX
15631 (104078

14. Mucnektupytonias ~ opranuzanusi  o0si3aHa  JIOKYMEHTAJIBHO
0 OPMIIATB MPOLECCHI, OXBAThIBAIOIIHE:

a) 00paboTKy 3ampoca o NPOBEJeHUH HHCIICKTUPOBAHUS IPOM3BOJICTBA,
MIOCTYIIMBILErO OT IIPOU3BOAUTEIISI MEIULIMHCKOTO W3/Ie/IHUs;

0) IIaHKpOBaHKe, MPOBE/IEHHE M COCTABJICHHE OTYETA O MPOBEIEHUH
MHCIIEKTHUPOBAHHUS MPOU3BOJICTBA;

B) YCJIOBHS IOTOBOpA O MPOBEICHUM MHCIIEKTHPOBAHHUS IIPOU3BOJICTBA,
3aKJIFOYAEMOr0 ¢ IPOU3BOJAMUTENIEM MEIULUHCKOrO W3JeUs HIH  €ro
YIIOJITHOMOYEHHEIM IIPEICTABUTEIIEM;

r) orpejieieHHe  MPOM3BOJACTBEHHBIX IUIOMIANOK, KOTOpBlE OyayT
[I0JABEPraThecs HHCIIEKTUPOBAHHUIO MPOH3BOJICTBA;

1) opopMIIeHHE OTYETOB C 3aK/IIOUYEHHEM O COOTBETCTBHH WIIU
HECOOTBETCTBUU CUCTEMBI MEHEI)KMEHTA KayecTBa MEJUIIMHCKOIO H3eSus
HactosiuM TpeboBaHUSsIM;

€) KOHTPOJIb 3a KOPPEKTHUPYIOLIMMH JEHCTBUSMH TI0 YCTPAHEHUIO
HECOOTBETCTBUHM, BBIABICHHBIX B XOJ€ IPOBEACHUS WHCIEKTHPOBAHUS
IIPOU3BOJICTBA;

K) pacupejesieHue  o0si3aHHOCTe M [OJIHOMOYME — 4JIEHOB
MHCIEKLIMOHHON I'PYIIBI TIPU [IPOBEJIEHUN MHCIIEKTHPOBAHUS MPOU3BOACTBA
(c y4eToM MX KOMIETEHLUH) U MPU HEOOXOJUMOCTH MPHUBJICYEHHE BHEIIHNUX
3KCIIEPTOB.

15. Mncnextupyromas  opranmsanust  o0sizaHa  paspaboTtarh |
BBIIIOJIHATE  IIPOLEAYPBl  [IEPBOHAUYAILHOIO  OIPEJEICHUS KOMIETEHIIUN
MHCIIEKTOPOB IIPH HX HAa3HAYEHMM HA JIOJDKHOCTU U HEMPEepPBIBHOTO

NoJIJIepXKaHUsl €€ YPOBHSIL.
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WHCIIEKTOPEI  JOJDKHBI HMETh JHIUIOM O BBICIIEM OOPa30BaHUM CO
CHeNHanu3auel B MEJUIMHE, €CTECTBEHHBIX HayKaX WIH HHKEHEPHOM
jiesie, OMBIT paboThl He MeHee 3 JieT B OOJacTH OLEHKH Oe30IMacHOCTH,
KayecTBa M O(PQEKTUBHOCTH  MEAWIMHCKUX — M3jeiuit  u  (uwm)
rOCYIapCTBEHHOI'O KOHTPOJISL 3a OOpallleHHeM MEIMIUHCKUX —U3JeNni,
a TaKXKe JOJDKHBI 001a1aTh:

3HAHUAMH MPOU3BOJCTBEHHBIX IPOLECCOB M TEXHONIOI'HH, KOTOpBIE
NPUMEHSIFOTCS TIPOU3BOUTENISIMU MEAUIIUHCKUX U3LENINN;

3HAHUSAMH TpeOoBaHUN 3(PHEKTHBHOCTH ¥ GE30MACHOCTH MEIUIIMHCKIX
U3JIENUH, TEXHOIOTUI U PUCKOB UX MEUIIMHCKOTO IPUMEHEHHUS;

3HaHUSIMHU CTAHAAPTOB CUCTEMBI MEHEDKMEHTA KaueCTBa MEAULIMHCKUX
M3/ICJIMI ¥ CHCTEMBI YIIPABJIEHUS] PUCKAMU MEJIUIIMHCKUX U31ETHiA;

3HaHUSAMH OCHOB TEOPHUH BEPOSATHOCTU W CTATHCTHKH (B TOM 4ucIe
METOJIUK ONPEJIC/ICHHs YPOBHEH NOBEPUTENFHON BEPOSTHOCTH B OTHOLIEHUH
pernpe3eHTaTHBHON BEIOOPKH U PEerpecCHOHHOTO aHaIn3a).

KoMreTenius HMHCMEKTOPOB, yKa3aHHas B ab3anax TpeTbeM WU
YETBEPTOM HACTOSIIEr0o MyHKTA, AOJDKHA MOATBEPXKIAATHCS Al [OATPYIII
MEIUIMHCKAX H3JIEIMA 1[0 IEepeuHIO COIJIaCHO MpHiIokKeHuo Ne 2.
WMucnextupyroimas — opraHusanys —A0/DKHA  JIOKYMEHTHPOBaTh  00NacTy
KOMMETEHIIMH CBOMX MHCIEKTOPOB. 3amucu 00 00jacTsX KOMIIETCHIIUH
MHCTIEKTOPOB  [IOJDKHBI  MTOJJIEP)KUBATECSI B aKTYalbHOM COCTOSIHUM |
YUUTBIBATLCSl  NPH  HA3HAYEHWM  MHCIEKTOPOB  JUISI  IIPOBEAEHHUS
MHCTIICKTUPOBAHMSI IPOM3BOACTBA COOTBETCTBYIOIINX MEIUIIMHCKUX U3/EITHI.

Hucnextupyiomas OpraHu3aius JOJIKHA IPOBEPSITH
MpopeccHOHallbHBIA YPOBEHb HHCIIEKTOPOB B LEIAX MNOJATBEPKICHUS HX
KOMIICTCHUMH TOCPEACTBOM IPOBEJEHHUS] aTTECTAlMKH U  IOC/IeAyIoIeh

nepearrecranyuy He peske | pasza B 3 roja.
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16. Uncnektupyromias opraHu3arus JIOJDKHA BHEJPUTH
JOKYMEHTAJIBHO YCTaHOBJIEHHBIH OPSIA0K oOecrieyeHust
KOH(UIEHIMATBHOCTH HH(OPMALUHK, COCTABIISIIONIEH KOMMEPUYECKYIO TakiHy
M I0JIyYeHHOM B XOJ€e MNpOBENEHUs WHCICKUUH, ¢ YYEeTOM BO3MOMKHOCTH
MPUBJICYEHUST BHEITHUX SKCIIEPTOB M Y4YacTHs MHCIEKTOPOB (3KCIEPTOB) OT
YIIOJIHOMOYEHHBIX OPraHoB.

Cornamiense 0  KOH(QMAEHUMANBHOCTH,  3aK/IOYaeMOe  MEXKIy
UHCIIEKTUPYIOIEH  OpraHu3alMeid M  [POUZBOAUTENEM  MEIHMIMHCKUX
U3JENHUM,  JO/DKHO — COJEp)KaTh  MOJIOKEHMS,  MpeayCcMaTpHBAIOIIHE
BO3MO)KHOCTE TIPEJICTABICHUs MAaTepHUaoB MO pe3ylbTaTaM MPOBEAeHHS
HHCIIEKTHPOBAHMS YIIOJIHOMOYEHHOMY OpraHy, a TakkKe JIIOOBIM JIpyrHM
YIOJIHOMOYEHHBIM OpraHaM, MEXIy KOTOPbIMH HMMEHOTCS COIIAlIEHHs O
KOH(UIEHIIMATBLHOCTH.

17. MiucnekTupyrolas opraHu3anus J10JoKHa MOIEPIKHBATh B pabouem
COCTOSIHUM M XpaHHUTL He MeHee 10 jer 3anucu 00 WHCHEKIHUSAX W APYroi
JEATEIbHOCTH 110 BCEM IIPOU3BOIUTEIISIM MEJAUIUHCKUX U3ETHH, IT01aBIINM
3asBKH O TIPOBEIEHUH HHCIIEKTUPOBAHUSI TPOU3BOACTBA U (HJIH) IPOILEIIHIM
MHCIEKTUPOBAHUE IIPOU3BOJCTBA, KOTOPhIE TOJDKHEI BKIIIOYATEL B ceOsI:

a) MHQOpMaLMI O 3asiBKE M OTYETHl O pe3yJbTaTax IPOBEICHNs
UHCIIEKTUPOBAHUS TTPOU3BOICTRA;

0) moroBop Ha MPOBECHUE UHCIIEKTUPOBAHUS IIPOU3BOLCTBA;

B) oOOCHOBaHUE IPOOIDKUTENbHOCTH UHCIIEKTUPOBAHUS
IIPOU3BO/ICTBA;

') KOHTPOJIb 3@ BBIOJIHEHUEM KOPPEKTHPYIOIIMX JeHCTBUH 110
pesyabTaram NpoBeIeHUs] HHCIIEKIUI;

I)3allick O kajobax W aneJulsIlusaX, a TakKKe [OCIe yIOIINX

KOPPEKTUPYIOIMIKNX JeHCTBUSIX;
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€) IOKyMEHTHI, MOJTBEPKAAOIINE KOMIICTEHTHOCTh HHCIIEKTOPOB U
BHEILIHUX 3KCIIEPTOB.

18. YnonunomouuBanue MHCIIEKTUPYIOLIUX OpraHu3anui Ha
MPOBEACHUE  HMHCIEKIMH  TMPOU3BOJUTENEH  MEIMUMHCKHX  H3IEIHIL,
38 MCKJIIOUEHHEM ClIydaeB, KOIZa HMHCHEKTHPYIOLIUMU OpraHu3alusIMu
SBIIAIOTCS  YIIOJTHOMOYEHHBIE OPraHbl, OCYIIECTBISET YIOJIHOMOYEHHBIH
OpraH Mo KaXJ0d MOArpynme MEAUMIMHCKUX H3AEINH [0 MepeyHio
B COOTBETCTBUU ¢ mpujoxeHueM Ne 2 k Hactosumm TpebGoaHusam Ha
OCHOBAHHUH OLIEHKH UX COOTBETCTBUS HACTOSIMM TpeboBaHUsIM.

YIOTHOMOYEHHBIH ~ OpraH  BIpaBe  ONPEHCNSATh  KOJHYECTBO
UHCIEKTUPYIOIMX  OpPraHuM3aluid  JJIs  IPOBEJACHUS] HHCIIEKTHPOBAHMSI
MPOU3BOJICTBA MO 3asBKaM IIPOU3BOJAUTENEH MEIUIMHCKUX U3IeIUi 1 (FITH)
B COOTBETCTBUM C Ipa(UKaMu IIPOBEJICHNST HHCTIEKTHPOBAHKS [IPOU3BOICTBA
B CPOK, HE IpeBbIIAOIMI 3 Mecsma co JHS  [pefcTaBJIEHUS
MPOU3BOAMTENIEM  MEAMIMHCKOTO  H3JAeNUsl  MOJIHOTO  KOMILIEKTA
JOKYMEHTAllMM, B TOM 4YHCJIe JIOKYMEHTOB 00 oIulare MpoBeIeHus:
MHCIIEKTUPOBAHHUSI [IPOU3BO/ICTRA.

Ilepeyenr MHCHEKTHPYIOIMX OpraHU3alUil pa3zMmenaercs Ha caiTax
YIOJIHOMOYEHHBIX OpPraHoB B HH(OPMAIMOHHO-TEIEKOMMYHUKALMOHHON
cern «MHuTepueT» (nanee — cerb MHTEepHET), a TakKe ONyOJIMKOBBIBAETCS HA
nH(popmanmonHom nopraie Coroza.

YIIONHOMOYEHHBIC OpraHbl B TedyeHHe 3 pabouumx JHEH co JHs
BHECEHHSI ~ M3MCHCHHMH B CBEIEHMs, COJAEpXKallhecss B  ICpPeUHe
MHCITEKTHPYIOIIUX OpraHu3aLui, o0ecrneunBaroT pasMelleHne
COOTBETCTBYIOIEH HH(OPMALMK Ha CBOMX OQHIMAIBLHLEIX caliTax B CeTH
Wurepuer u ee npejacrapieHue B EBpazsuiickyio 5KOHOMHUYECKYIO KOMUCCHIO

C HCIIOJIb30BAHMEM CPE/ICTB MHTETPUPOBAHHOW MHMDOPMAITMOHHON CHCTEMBI

Coro3za.
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19. ¥YnonnomoueHHslit opran He pexe | pasa B 2 roma NpPOBOAMT
[IPOBEPKY MHCIEKTHPYIOUMX OpraHu3aluii, 3a UCKIIFOUEHUeM CITy4YaeB, Korja
HHCTIEKTUPYIOIUMHU OpraHu3alisaMU SBJISIFOTCS YIIOJHOMOYEHHbBIE OpraHbl,
Ha TIpeaMeT coONroieHus] HacTosmux TpeboBaHuii. YmoJHOMOYEHHBIE
OpraHbl He TO3[HEE YeM 3a 3 Mecsua 0 Hayaja MpPOBENEHUsl IPOBEPKH
JOJDKHBL pasMellaTh Ha CBOMX OQHMIMaNbHBIX caliTax B cetu MHTepHeT
rpaUKd [POBe/IeHUs [IPOBEPOK WHCTIEKTUPYIOLIMX OpPraHu3aiui, KOTophle
JOJUKHBL ~ OBITB  JOCTYNHBl ~ WHCIEKTUPYIOUIMM  OpraHM3alusM U
YIOJIHOMOYEHHBIM OpraHam.

B cmydae ecnmum  MHCHEKTHPYHOIEH — OpraHu3anueil  sBisercs
YIOJHOMOYEHHEIA OpraH, KOHTPOJIb 3a €€ AeSITeIbHOCTBIO OCYIIECTRISETCS B
MOPSJIKE, YCTAHOBJIEHHOM 3aKOHOATEIBCTBOM IoCyAapcTRa-ujieHa.

[ToJsiHOMOYMSI MHCIIEKTUPYIOLIEH OpraHu3alid MOTYT OBITH OTO3BAHBI
YIOJTHOMOYEHHBIM OPraHOM, €C/IM 10 pe3yjbTaTaM IPOBEAEHHUs MPOBEPKU
OyZneT yCTaHOBIEHO, YTO MHCIEKTUPYIOIIasi OpraHu3alus He COOIIoNaeT
Hacrosiue TpeboBaHwus.

VYnonHoMOYeHHBIE OpraHbl BIIpaBe 3a CBOH CYET HAlpaBHTh CBOMX
MPEJCTABUTENIEH Uil Yy4acTus B NPOBENECHUU IPOBEPKU HHCIEKTHPYIOIIEH
OpraHu3alMy B KaveCTBE MHCIEKTOPOB (DKCIEPTOB), 3a HCKIIOYEHHEM
cllydaeB,  KOrja  MHCIHEKTUPYIOLUMH  OPraHu3alusIMH  SBJISIIOTCH
YIOJHOMOYCHHBIE ~opranbl. Ilo pesynbraTaM mnpoBeJeHHs IPOBEPKH
WHCIEKTOpP (DKCIIEPT) BIIpaBe IPEJCTaBUTh B YIOJIHOMOYECHHBLIH Opras,
NPOBOAAIIMK ITPOBEPKY, IMCbMEHHBIE 3aMEUaHUs U IPEJIOKEHHSI,

20. YIIOIIHOMOYEHHbIE OpraHbl B paMKax KOOpPJHHAIUH paboT B
objlacT  aAMUHUCTPUPOBAHUS ~ WHCIEKIMH, pPa3BUTHS  MEXaHHU3MOB
B3aMMHOHM OSKCIIEPTHOH OLIGHKM BIIpaBe 3a CBOH CYeT HANpaBUTh CBOUX
MHCIIEKTOPOB (SKCIIEPTOB) MJIS y4acTHsl B MPOBEACHHH HHCIIEKTHPOBAHUS

[IPOU3BOACTBA B paMKax OLEHKH CHCTEMbBI MCHC/PKMEHTA KadecTBa
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MeIUIHHCKOro u3jenus. IIpousBoauTens MeIUIUHCKOTO H3Ieaus 00s3aH
o0ecreunTh JOCTYIl YI€HOB IPYIIIBI HHCIEKTOPOB (IKCIEPTOB) K 0OBEKTAM
HHCIIEKTHPOBAHMSL.

21.Ot14erel 0  pe3yiapTaTax  IPOBEACHHS  HHCIIEKTHPOBAHUS
MMPOU3BOJACTBA  HANpPABIISIOTCS  MHCIEKTUPYIOLIEH  OopraHu3aluei B
YIOJIHOMOYEHHEIM Opral JJisi BKJIKOYEHHS! B PETHCTPAITHOHHOE JIOChE IO
MOYTe 3aKa3HLIM IOYTOBBIM OTIPABIEHHEM C YBEJOMJICHHMEM O BpPYUYEHHH
mbo B (GopMe 3IeKTPOHHOTO JOKYMEHTa, MOJANUCAHHOIO 3JIEKTPOHHOM
MOJIMKChIO, B TeyeHHe 15 paboumx JHEH co [JHA 3aBeplIEHHS
MHCIIEKTHUPOBAHUS TPOU3BO/ICTBA.

22. MlHcneKTUpyIoIasi OpraHu3anus, MpOBOASIINAs WHCIEKTUPOBAHUE
IIPOU3BOJICTBA, HE JOJDKHA BBIHOCUTBH IOJIOKHUTEJIBLHOIO 3aKIHOYEHHs, €CIIU
CHCTeMa MEHEDKMEHTa KayeCTBa MEAMLMHCKUX W3JCJIMH He COOTBETCTBYET
HacTosAwMM TpeOoBaHMSIM MM He TOJJEPKUBAETCS B  aKTYaJbHOM
COCTOSIHUH.

WurerpanbHas OlleHKa 3HAUUMOCTH BBISBJICHHBIX B XOJ€ IIPOBEICHHS
MHCIIEKTHPOBAHMS IPOU3BOJACTBA HECOOTBETCTBUM CHCTEMBI MEHEIKMEHTA
KayecTBa MEIMIMHCKHUX H3Aeaui HacTtosiuMm TpeboBaHUsSM POBOAMTCS
COTJIaCHO MpujoKeHuo Ne 3,

HecooTBeTcTBHsl,  BBISBAGHHBIE [0  pe3yjibTataM  IIPOBEICHUS
WUHCIIEKTUPOBAHUS IIPOU3BO/ICTRBA, JIOJI>KHBI OBITH YCTPaHEHbI
NPOU3BOIUTENEM  MEIUIMHCKOrO  M3JeNIMs B XOlle  IIPOBEJICHUS
UHCTIEKTUPOBAHMS IPOM3BOACTBA MJAM B CPOK, HE NPEBBIIAIONUHA
30 pabouux aHeH co AHs 3aBepllieHHs HHCIIEKTUPOBAHKS IIPOU3BOICTBA.

23.B cnyudae ecnd IPOM3BOLMUTENL MEJMIIMHCKOTO H3EJHUS He
corjaceH ¢ OTPULATENIbHBIM  3aKJIIOUEHHEM  WJW  BbISBIIEHHBIMU
HECOOTBETCTBUSMH, OH HallpaBiigeT MPETeH3UI0 B HMHCHEKTHPYIOLIYIO

opranmsanuo B Teyenne 30 pabounmx gHed co  AHS  MOJydeHHs
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MHCIIEKTUPYIOLICH OpraHu3alMel KOnuu oT4eTa O pesyJibTaTax MpoBe/eHHs]
MHCIIEKTHPOBaHMs Mpou3BoAcTBa. MHcnekTupylomasi opranuzanus o6s3ana
pacCMOTpPETh YKa3aHHYIO IPETEH3UI0 W HAlpPaBUTh OTBET B TEUYCHHE
15 pabouux aue#t co nHs ee mosydeHusi. B ciaydae HeTOCTH)KEHUS COTIAcHs
IIPOU3BOJUTE/Ib METULIMHCKOTO M3JENIUsl BIIpaBe OOpaTUThCSA ¢ kanoOoil B
Cyd MO MECTYy HaXxOXKIEHUs] HHCIEKTUPYIOIIeH OpraHu3amuyd WiId B
YNOJHOMOYCHHBIH OpraH, yrnoJHOMOYMBIIMN OPraHH3aLKI0 HA IIPOBE/CHUE
OLEHKH CHCTEM MEHEKMEHTa KauecTBa MEeJIMUMHCKUX H3Aenuid. B ciyuae
€CJIM NIPOM3BOJUTEL MEJUIMHCKOIO HW3JE/IHs HE COIVIACeH C peIIeHUEM
YTIOJITHOMOYEHHOI'0 OpraHa, OH BIpaBe 00Ka/loBaTh JIAHHOE pelICHHE B Cy/e
10 MECTY HaXOXKIEHHUs YIIOJTHOMOYEHHOI'O OpraHa.

Ecnu mpousBOAMTEN, MEAMLMHCKOTO H3ENUsl HE YCTpaHseT WK
HapyIIaeT CPOKU YCTpaHEHHsS 3aMEYaHWH, MHCIEKTUPYOINAS OpraHU3aius
MHQOpMHUPYeT 00 3TOM YIOJHOMOYEHHBIH OpraH, yHIOJHOMOYHBIIHI
OpraHu3alvilo0 Ha IMPOBEJCHHE OLEHKH CHCTEM MEHEKMEHTA KadyecTBa
MEIHUIHHCKUX U3ETTHH.

Mo yeTpaHeHus IpoM3BOMTEIeM MEIHUUHCKOTO M3/Ie/Iks 3aMedaHHuii,
COACPIKAUIMXCS B OTYETe O pEe3yNbTaTax IPOBEAEHHS HHCIEKTHPOBAHMUS
NPOU3BOACTBA, YIOJHOMOYEHHBIH OpraH BIpaBe IPHOCTAHOBHTL BBINYCK
MEUIUHCKOrO M3/IeJiusl B OOpallleHHe Ha TEPPUTOPHH TOCYJapcTBa-ulIeHa
B COOTBETCTBHHU C 3aKOHOJATENILCTBOM 3TOIr0 rocyaapctsa. B srom ciyyae
YIOJIIHOMOUYCHHBIH OpraH MH(POPMHUPYET YIIOJHOMOYEHHBIE OPraHbl JPYrHX
roCcyAapCTB-WICHOB O IPHOCTAHOBKE BBIIIYCKA MEIULMHCKOIO H3IeUs B
obpailieHue Ha TEPPMTOPUHM TOCYAPCTBA-UIIEHA ¢ UCIOJB30BAHUEM CPEICTB
MHTErpUpoBaHHON HHpopMarmonHoii cucreMsl Coro3a.

24. 1lpn TPOBEJICHUH HHCIEKTHPOBAHHUS TMPOU3BOJACTBA MPOBOAUTCSI
OLICHKA CHCTEMBI MEHEDKMEHTa KauecTBa MEAUIUHCKAX WAl  JuIs

CJIEYFOLIUX TTPOLIECCOB:
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IPOLECCHl IIPOEKTUPOBAHUS W pPa3pabOTKH, €CId OHHU BKJIIOUEHHI B
CHUCTEMY MEHEDKMEHTA KaueCcTBa MPOM3BOIUTENSI METUIIUHCKOTO U3/IElINs;

IPOLECCHI yIPaBIEHUs JOKYMEHTAIUEeH U 3aIicsIMu;

IIPOLECCHI ITPOU3BOJICTBA U BBIXOIHOTO KOHTPOJIS,

IIPOLECCHI KOPPEKTUPYIOLIUX U TIPEIYTIPEKTAIOIIUX ACHCTBUIA;

IIPOLIECCHI, CBSI3aHHBIE C IOTPEOUTEIIEM.

Ecnn mpou3BoOIUTENb MEIMIMHCKOTO W3JIeNUsl BHEAPHUIT CHCTEMY
MEHE/UKMEHTAa KayecTBa MEJUUMHCKUX M3JeIUd B COOTBETCTBHH C
TpeOOBaHUAMM CTAHIAPTOB, 3KBHBAJICHTHBIX MEXIYHAPOJHOMY CTaHIAPTY
ISO 13485, TO JjokazarenbCTBA COOTBETCTBUS CHCTEMBl MEHEIKMEHTA
KayecTBa TpeOOBaHMSIM JaHHBIX CTaHAAPTOB (CepTHU(HUKAT COOTBETCTBHSL,
OTYETHI 00 ayJJUTe CUCTEMbl MEHEKMEHTA KauecTBa MEIUIIMHCKHUX M3/Ie/THi)
00eCreunBalOT €e COOTBETCTBHE HACTOSIMM TpeboBanusM B 4YacTu
IPOLECCOB M IPOLUEAYP, CBSI3aHHBIX C (QYHKIMOHUPOBAHWUEM CHCTEMEI
MEHEDKMEHTAa KayecTBa MEIMUMHCKUX u3fenuid. B atom  cioyuae
MHCIIEKTHPOBAHKUE OIPaHUYMBAETCS INPOBEPKOI BEHITIOIHEHUS! TPeOOBAHMIA,
OTHOCSLIMXCS K IIpoLeccaM MPOeKTUPOBaHusl, pa3paboTKU, MPOU3BOICTBA U
BBIXO/JJHOTO KOHTPOJISI MEIULIIMHCKOTO M3JE/IUs U K Tpolieccam, CBA3aHHLIM ¢
noTpeduTeseM (B 4aCTH MOCTIPOAAKHOIO MOHHTOPUHTA).

25. OueHka IIPOLECCOB MPOEKTHPOBAHUS U pa3padOTKM CUCTEMBI
MEHEJPKMEHTa KauyecTBa MeIUIIMHCKUX U3JIeJIUi BKIIIOYAeT B ceOsl:

a) NOATBePXKIEHUE  HAJM4YUSl  OPOLENyp  MPOEKTHPOBAHMA U
pa3paboTKH (BKIIOYAs yIpaBICHUE PUCKAMH);

0) aHanM3 JOKYMEHTOB, ONUCHIBAIOIINX POLEAYPY MPOEKTHPOBAHMS U
OXBATBIBAOLIUX MOJIEIbHBIN PSIT MEAUILIUHCKOTO M3JIEIHSI;

B) IOATBEPXKJIEHUE  HA  OCHOBE  BBIOpAaHHBIX  3amMced 110
MPOCKTUPOBAHMIO ~ MEJMLMHCKOTO  HM3JENUs TOro, YTO MPOIEaypEI

IPOCKTUPOBAHKS U Pa3pabOTKK OBUIA YCTAHOBJICHBI U IIPUMEHEHEI;
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) IOATBEPKJEHUE  TOr0, YTO  BXOJAHbLIE J@HHblE  Mpolecca
[IPOEKTUPOBaHKs ObUIM pa3paboTaHbl C YUETOM Ha3HAYEHHUS MeIULMHCKOIO
M3JIeMsl W COOTBETCTBYIOUIMX  HoJokeHud  OOmmx  TpebGoBaHuii
6e3onacHoCTH U 3P (HEeKTUBHOCTH;

1) aHau3 crneuu(pukauuii Ha MEIUIUHCKHE W3Je/ns B  LeJsaX
MOJATBEPKAECHUS TOTO, YTO BBIXOAHBIE JIAHHBIE MPOEKTd MEIULUHCKOTO
U3EITHS, obecnieunBatonqe  Oe3zomacHocTh U 3(P(HEKTHBHOCTD
MEIMLIMHCKOTO W3JeNusl NMpU €ro MNpUMEHEHUH IO Ha3HAYEHHIO, ObLLIN

OIIPCACIICHEIL,

€) IIOATBEPKAEHUE TOI0, YTO JIESTENBHOCTh 110 MEHEKMEHTY pHCKa
ObllIa oIpelielieHa U OCYLIECTBIIEHA, KPUTEPUH JOMYCTHUMOCTH PUCKA OBIIH
YCTaHOBJIEHEI U SBJIAIOTCS COOTBETCTBYIOLIMMM, 000N OCTATOYHBIA PUCK
OBUI OLIEHEH U NpH HEOOXOJUMOCTH [OBEJEH 10 CBEJIEHHS IOTpeOuTEeIs
B cooTBeTcTBUM ¢  OO0muMu  TpeGoBaHUAMU  0O€30IIACHOCTH H
3 PeKTUBHOCTH.

26. OueHKa MpOLECCOB VIpaBICHUs JOKYMEHTAIHEH M 3alHcsIMU
CUCTEMBI MEHEPKMEHTA KauecTBa MEIUIIMHCKUX U3/IeIHI BKIIIOYaeT B cels:

a) IIOATBEPHKAEHHUE TOTO, YTO MPOLEAY Pl HACHTH(DUKALMH, XPAHEHHS 1
yaaseHus (YHHYTOXEHMs) NOKYMEHTOB U 3amucedl (BKIIOYas ypaBieHHE
MU3MEHEHUSIMHU ) OBLIM pa3paboTaHbl;

0) moATBepKIeHWE HATWYUsS HOKYMEHTOB, HEOOXOJMMBIX IS TOTO,
4TOOBI OpraHu3alus Moria obecredyuBaTh TUIAHUPOBAHUE, OCYLIECTBIICHHUE
[IPOU3BOACTBEHHBIX IPOLECCOB U YIPaBICHNE UMH;

B) MOATBEPK/IEHUE TOr0, YTO JOKYMEHTALIUS Ha MEIUIIUHCKOE U3IEIIHE
BKJIFOUAET B ceOsl:

CBHJETEJILCTBA COOTBETCTBUSI MEAUIMHCKUX HU3JeIUi TpeOOBaHMIM

(B ToM umcIie TpeOOBAHUSM IPUMEHSIEMBIX CTAHIAPTOB);
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ONMMCAHHE MEIUMUMHCKUX M3JENUH, BKIIOYAs HMHCTPYKIUH IO
IIPUMEHEHHIO, MaTepHalIbl U clielMUKALIUIO;

CBOJIHYIO IOKYMEHTAlMI 1O BepU(pHUKAUMK U BaTUIALUU MPOEKTOB
(B TOM u4MCI€ JaHHBIC KIMHUYECKHX MCCIIeAOBAaHUN  (MCTIBITAHUIA)
B cooTBeTcTBUM ¢ IlpaBunamu npoBeneHHs] KIMHUYECKHX M KIHHHUKO-
1abOPaTOPHBIX ~ MCIBITAHUM  (MCCIICMOBAHWM) MEIUIMHCKHX — H3IEIH,
yTBepxaeHHbIMH  Pemenwem  CoBera EBpa3suiickodl  SKOHOMHYECKOMH
Komuccun ot 12 despaisi 2016 r. Ne 29),

MapKUPOBKY MEIULINHCKUX U3IEIIHI;

JOKYMEHTBI I10 MEHEPKMEHTY PHUCKa.

27.OueHka mpoIEccOB IPOM3BOJACTBA M  BBIXOJHOTO  KOHTPOJIS
MEJMLIIMHCKUX U3JEIUI BKIIFOYaeT B ceost:

a) aHaJIU3 IIPOU3BOJACTBEHHBIX IPOIECCOB M3TOTOBJIECHHS CEPUHHOMN
IPOLYKLUHU (BKIIFOYAsl YCJIOBUSI MPOU3BOJICTBA);

0) OLEHKY IpOLECCOB CTEPUIIM3AIMU (I MEIMLMHCKUX H3IENHi,
BBIIIYCKAa€MBIX B CTEPUJIBHOM BH/JIE), B TOM YHCIIE:

OMpeJieJIeHHEe  TOTO,  4YTO  IIPOLECCHl  CTePUSIM3ALMH  OBLIN
JOKYMCHTUPOBAHbI, 3allMCH I1apaMeTpOB Ipoliecca CTePUIH3AIMUH s
KaXJIOM CTEPUIIM3YEMOHN MapTHH MEJAULMHCKUX U3EIUI MOAEPKUBAIOTCS B
paboYeM COCTOSHHUH;

OIpeIe/IEHUE TOrO, YTO MPOLECC CTEPUIIM3ALMK ObLT BAJIMIUPOBAH;

ONPEIECICHUE  TOTO, YTO TIPOLECC CTEPUIIM3ALUKN  TMPOBOJHUTCS
B COOTBETCTBHH C YCTAHOBJIEHHBIMU ITapaMeTpamHu;

B) NOATBEPKIEHHE TOIO, YTO MPOIECCHl TPOM3BOACTBA SBJISIOTCS
YIPaBIAEMBIMA U KOHTPOIUPYEMBIMU U (YHKIIMOHUPYIOT B YCTAHOBJIEHHBIX
npejenax, a TakKe MOATBEPKAEHHe oOecleueHHsl HeOOXOIUMOTO YPOBHS

KOHTPOJISL NPOAYKUUN U (MJTH) YCIYT KPUTHYECKUX ITOCTABIIIMKOB;



19

I') NOATBEPKACHHE HJIEHTU(UKAIIUU u POC/IEKUBAEMOCTH
MCIAMIUHCKUX H3IEIUH W I[POLECCOB HMX TMPOU3BOJCTBA, a TaKKe HX
COOTBETCTBHUSI YCTAHOBJIEHHBIM TPeOOBaHHUSIM;

1) OJATBEPHKAECHHE TOI'O, YTO JAESTETBHOCTD MO BBHIXOJAHOMY KOHTPOJIIO
MEIUILMHCKUX U3IeNuil obecneunBaeT COOTBETCTBUE MEAMIIMHCKUX U3/CIHi
YCTaHOBJIEHHBIM TpeOOBaHUSIM U ObLIa JOKYMEHTHPOBAHA.

28. OueHka mpoLeccoB KOPPEKTHPYIOINX ¥ IPELypexkIalonuX
JCHCTBUH CHCTEMBI MEHE)KMEHTa KadecTBa MEJULUHCKUX W3HeNIUl
BKJIFOYAET B ceOsi:

a) MOATBEPIKAEHUE TOTO, YTO TPOLEAYPbl KOPPEKTHUPYIOIIUX U
IpeaynpexaaroIuX AeHCTBUI ObUTH pa3zpaboTaHbl;

0) moATBEpXKAEHHE TOTO, YTO CPE/ICTBA YIPABJIEHHUS MNPENSTCTBYIOT
pacnpoCTpaHEeHUIO  MEIULMHCKHMX  M3JeNui, KayecTBO KOTOPEIX  He
coorsercTByeT OOmmM TpeboBaHusM Oe3onacHocTH U 3(P(PEKTUBHOCTH
MEIUITMHCKHUX HU3JICITHH;

B) MIOATBEPKIEHHE TOrO, YTO KOPPEKTUPYIOIIHE U MPEAYNPEXkKIALOIIIe
JIENCTBUSA ABIIAIOTCS PE3yIbTATUBHBIMU;

I') OATBEPIKIEHUE TOTO, YTO MPOUM3BOAUTEND MEIUIMHCKOIO W3/IENus
paspaboran  >QGEeKTHBHYIO  [pOLEAypY  BBIIyCKA M NpUMEHEHHUS
YBEOMJIEHUH 10 0€30IaCHOCTH MEUIMHCKUX HM3JEJHH B COOTBETCTBUH C
IlpaBunaMu  mpoBeficHHS MOHHMTOpPWHTA  0E30MaCHOCTH, KayecTBA U
5(Q(EKTUBHOCTH MEAULMHCKUX HW3MENUi, yTBEpKAeHHBIMU PerieHuem
Konernn EBpasuiickoii sxoHOMHYecKol komuccuu ot 22 mekabps 2015 T.
No 174 (pmanee — IlpaBuiia mpoBesieHHsST MOHHTOpPHHIA OE30MacHOCTH,
KayecTBa U 3(PPEKTUBHOCTH METUIIMHCKUX U3EIINN).

29. Ouenka CBSI3aHHBIX C MOTPEOMTENEM IIPOLIECCOB  CHCTEMBI

MEHEeDKMEHTa KayecTBa MEJIMIIMHCKUX M3JIeJ MK BKITIOUaeT B ceds:
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a) IOATBEPXKICHUE TOTO, YTO MPOU3BOIUTENL MEIULMHCKOTO M3ENIUs
MPUHSAT MEphl, HEOOXOAUMBIE JUIsl YCTAaHOBJIEHHUS CBS3H C MOTPEOUTEISIMH,
B LeJIsIX BBITOJTHEHUS] HEOOXOJUMBIX KOPPEKTUPYIOIIHNX u
IpeaynpekaalouX AeHCTBUM, pacroJiaraeT cucTeMoil cOopa u aHanmsa
IAaHHBIX O Oe3omacHOCTH M 3()(OEKTHBHOCTH MEIULMHCKUX W3IEINi Ha
MOCTIPOJAXHOM dTane U IMOANEPKHUBAeT €€ B aKTyaJlbHOM COCTOSIHHM,
a TaK)Ke HaIpaB/sgeT B YNOJHOMOYEHHBIH OpraH OT4eTHl O pe3yjabTarax
MOCTIPOAAKHOIO ~ MOHMTOpPHMHra  OeszomacHocTM U 3(h(HEKTHBHOCTH
MEJIMIMHCKUX HU3Jenuid B coorBercTBUM ¢ [lpaBumamu niposejeHus
MOHUTOpPUHIa 0€30MacHOCTH, KadecTBa U ID(OEKTHBHOCTH MEIHLIMHCKUX
1531 (10707

0) moaTBEp KAEHHE TOro, uTO oOpaTHas CBs3b C MOTpeOHTENeM
aHATU3UPYETCS MPOU3BOAUTENIEM MEIULIMHCKOTO U3JENUs B X0JIe MPOLIECCOB
KH3HEHHOTO LUKJIA TMPOAYKIMH M HCIOJIb3yeTCsl /sl MOBTOPHOH OLIEHKH
prcKa M IpU HEOOXOAMMOCTH MJIs aKTyalMu3alllud JeSTeIbHOCTH 110
MEHEIDKMEHTY PUCKA.

30. OueHka cucTeMbl MEHEPKMEHTA KauecTBa MEAMIMHCKUX HM3/elHil
POBOAMTCA B (pOpMax IIEPBUYHOIO, MEPHOJUUECKOro (IIaHOBOrO) M
BHEIUIAHOBOTO MHCIIEKTUPOBAHUS IPOM3BOICTRA.

31. IlepBu4HOE MHCIEKTHPOBAHME MPOU3BOJCTBA IPOBOJAMTCS B XOJE
[IPOLEAYPBl PEFUCTPALUN METUIIMHCKOr0 u3ienus B pamkax Corosa.

32.1lpu mnpoBeeHUM NEPBHUHOTO HHCIEKTHPOBAHUS IPOU3BOICTBA
MHCIIEKTUPYIOIAsi OpraHu3alys [IPOBOJUT UHCIEKTHPOBAHHUE ITPOM3BOJICTRA
BCEX 3asBJIEHHBIX IIPOU3BOAUTENIEM MEIULMHCKUX U3 JEIHI
[IPOU3BOACTBEHHBIX IMJIOIIA/IOK.

B cnyuae ecnm Ha 0JHOH IPOU3BOJCTBEHHON MIIONIAJIKE TPOU3BOAATCS
MEJIMIMHCKHE U3AEITHS, OTHOCIIUECH K HECKOJIBKAM IpynnaM (oArpyrnam)

MEMIMHCKUX U3[ENUH 110 IepeyHI0 B COOTBETCTBHH C MpuiiokeHHeM No 2
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K HacTosmuMm TpeboBaHusM B 3aBUCHMMOCTH OT Kiacca IMOTEHLMAIBHOTO
pUCKa UX IPUMEHEHUs, MUHCIIEKTUPOBAHHE TPOMU3BOACTBA B paMKax OHOMN
IIPOBEPKH MOXKET OXBAaThIBaThb HECKOJIBKO TPYMH (MOATPYII) MEIMIIMHCKHX
M31eIIMil B COOTBETCTBUM C 3asIBJICHHBIMH MPOU3BOAHUTEIIEM MEIULIMHCKUX
U3JIEJIUH IPOM3BOACTBEHHBIMHU TUIONIA/IKAMH.

33.Ilo pesynpTatam IpOBEAEHHOIO MEPBUYHOIO HMHCIEKTHPOBAHMUS
MPOM3BOJICTBA MHCIIEKTUPYIOLIAsk OpraHu3anusi opopMIIsieT OTIeT 1o Gopme
cornacHo npuinoxkeHuto Ne 4. YkazaHHBIH OTUeT NEHCTBUTEIICH B TEYEHHE
3 JIeT CO JIHS ero BBIIAYH.

34. Pe3ysibTaThl MHCIEKTHPOBAHMS IPOM3BOJCTBA PACIIPOCTPAHSIOTCS
Ha rpynmny (MoArpynny) MeAUIUHCKUX M3CIHH 110 MePEYHIO B COOTBETCTBUU
¢ npunoxxenrueM Ne 2 k HactosiiiuM TpeOoBaHUSIM B 3aBUCHMOCTH OT KJjlacca
NOTEHIHUAIBLHOTO PUCKA IIPUMEHEHHMS BhIMYCKAEMBIX MEAUIIUHCKUX H3/ENIHH.
Ut MEIMUMHCKUX U3JE/IUI KJIACCOB MOTEHIHAILHOTO PUCKa MPUMeHEHUs 1
M 2a pe3ysIbTarTbl MHCIEKTHPOBAHUS TPOU3BOACTBA PACIPOCTPAHSIOTCS HA
TPYNIEl MEIULUHUHCKUX u3Aenuil. J{nsg MeIUIMHCKUX H3JCIUi KIaccoB
IHOTEHUHUAJILHOTO PUCKA NpUMeHeHHUs 20 U 3 pe3ylbTaThl HHCTIEKTUPOBAHUS
IIPOU3BOACTBA PACIIPOCTPAHSIOTCS HA IIOArPYIIIEI MEAUITUHCKUX H3IEIIHIMA.

Ilpu nomade 3asBieHMS O TPOBEJEHUH PETHCTPALMM  HOBBIX
HauMEHOBaHUI MEIULMHCKUX U3IENUH, IIPOU3BOAUMBIX Ha
MPOM3BOJACTBEHHON IIJIOMIAJKEe, HWHCIEKTHPOBAHME KOTOPOM TMPOBOIUIOCE
paHee I MEIMUMHCKMX M3JENUNA TOW jK€ TPYIIbl WIM MOATPYIIIEL 110
MEPEYHIO B COOTBETCTBUU C IIpuitokeHreM Ne 2 k Hacrosumm TpeboBanusm,
3asiBUTEJIb IIPEICTABIISIET B COCTABE JOKYMEHTOB PETHCTPAIlHOHHOTO JI0ChEe
KOITHIO OTYETA O Pe3ysbTarax MpOBEACHUsI HHCIIEKTUPOBAHUS ITPOU3BOICTBA,
IIPOBEJCHHOr0 He paHee 3 JIeT [0 JHs MPEJCTABJIEHHS 3asBJICHUS O

HPOBCACHHUH PErHCTpaAllMK MEOUITHHCKOI'O U3ACIIHA.
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35. [lepuoauueckoe  (MIAHOBOE) HWHCIEKTMPOBAHHE [POU3BOJCTBA
nposoautes 1 pas B 3 roaa.

IIpomsBoauTENIb MEMIMHCKOTO M3/IeNHsl BIpaBe OOPaTHTHCS B IOOYIO
MHCHEKTHPYIOLIYI0 ~ OpraHM3alMioO ¢  3asBIeHHeM O  [POBEJeHHU
MEPUOJIMUECKOTO (IJIAHOBOr0) MHCTIEKTHPOBAHUS MPOHM3BOJACTBA B TEUCHHE
6 MecsILEB 10 OKOHYaHHsI CPOKA JCHCTBHSI OTUYETA O PE3yIbTATaX IIPOBEICHHS
NPeAbIAYIIEro  MHCIEKTHPOBAaHUA  IPOM3BOACTBA C  IIPEACTABICHUEM
CIIEYIOIIMX JOKYMEHTOR!

3asBKa O MPOBEACHUM HHCIEKTHMPOBAHUS MPOU3BOJICTBA C YKA3aHUEM
MEJIMIIUHCKUX H3LEUH ¥ UX Ipynn (OATrPYIIN) 110 IEPEYHIO B COOTBETCTBUH
¢ npuioxkendem Ne 2 k Hacroswmum TpeOoBaHHSM W NPOM3BOLCTBEHHBIX
TJIOIIA/I0K, BXOASIIUX B 00J1aCTh HHCIIEKTHPOBAHMSI;

CripaBka O (paKTHYECKON YHCTEHHOCTH COTPYIHMUKOB, YYACTBYIOIIUX B
npoleccax OICHHUBAEMOM CHUCTEMBI MEHEDKMEHTA KauyecTBa MeTUITMHCKHUX
U3IeITUH;

TeXHUYeCKHe (ailyibl Ha MEeIUIMHCKUE W3JENHs B COOTBETCTBHUU C
npunoxerreM Ne 3 k IlpaBunam npoBefeHHs KIUHHUYECKUX W KITHHHUKO-
nabopaTOPHLIX ~ MCMBITAHUM  (MCCie/OBaHMM) MENMUMHCKUX — HM3MIeIIHi,
yrBepakieHHbIM Pemennem Copera EBpasuiickoil 5KOHOMUUECKOH KOMHCCHH
oT 12 despans 2016 r. Ne 29 (st MEAMLIMHCKNAX U3AENUAN ISl TUArHOCTHKMI
in vitro — TexHuyeckui (aity, COOTBETCTBYIOMMH TPeGOBAHUAM COIJIACHO
npunoxenuto No 5). Texuuueckue ¢alinbl MpencTaBiAIOTCS HA PYCCKOM
SI3BIKE B 2JICKTPOHHOM BHJIE B (hopMare ¢ BOZMOKHOCTBIO ITOUCKA;

KollMsl ~ OoT4eTa O  pe3yjbTarax  MpPOBENEHHS  I1OCJIEIHEro
MHCIIEKTHUPOBAHMUS IIPOU3BOACTBRA (TIPU HAJIMYMH );

KOIIUS OTYETa O pe3ybTaTax MPOBEeJeHHs OPraHoM M0 cepTUhHUKALNH

(s cepTU(QUUMPOBAHHBIX CHCTEM MEHE/DKMEHTA KAauyecTBA) IIOCIICIHEr0
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ayJuTa CHCTEMBl MEHEIKMEHTAa KayecTBa MEJIUUMHCKUX  H3JIeIui
(npu HANMYKK).

B cmydae ecnum nepuoauueckoe (IUTAHOBOE) HMHCIEKTHPOBAHHE
[IPOU3BOJICTBA TPOBOJMTCS HHCHEKTUPYIOLIEH opraHu3anueidl He TOro
rocyJlapcTBa-ujieHa, YIOJIHOMOYCHHBI OpraH KOTOPOrO  OCYIECTBIISI
PETUCTPALMIO MEIAULUHCKOTO W3/1eNNs, OTUEThl O pe3ybTaTrax MPOBEJICHHUs
HEePUOJUYECKOTO (MIaHOBOrO) MHCTIEKTHPOBAHMUSI MIPOM3BO/ICTRA
HaIpPaBJBIFOTCS YIIOJTHOMOYEHHBIM OPraHoM, WHCTIEKTHPYIOIIAs OpraHu3aLiyst
KOTOPOIo  MPOBOAMJIA IEepUOJMYecKoe (IUIAaHOBOE) HHCIEKTHPOBAHHE
IIPOU3BOJCTBA, B YIOJHOMOYEHHBIH OpraH, KOTOPBIH  OCYIIECTBIISI
PEruCTpalMIo MEIULUHCKOrO U3/1eMsl, AJIsl BKIIOYEHUS B PErUCTPALIMOHHOE
nocee. OTueTsl 0 pesynbTaTax MPOBEAEHHUS MEPUOJUYECKOro (ITaHOBOIO)
UHCIIEKTUPOBAHUSl TPOU3BOJACTBA HAMPABIAIOTCS IO TOYTE 3aKa3HBIM
MOYTOBBIM OTIIPABJIEHUEM C yBEJIOMIIEHHEM O BPYUYEHUHU JIHOO MepenaroTcs B
(popMe 3TEKTPOHHOIO JOKYMEHTA, MOJITUCAHHOTO 3JEKTPOHHOM IIOIUCHIO,
B TeuyeHue 15 paboumx 1Hedl co JHS 3aBeplICHUS MEPHOIHUYECKOrO
(MI1aHOBOTO) MUHCIIEKTHPOBAHUS TIPOU3BO/ICTRA.

36. Uucnexkrupyromas OpraHu3aus TIPOBOJUT aHasu3
NPEeJCTaBICHHbIX JOKYMEHTOB B TeueHue 10 pabGouux mHe# co JHS momayu
MPOU3BOJUTENIEM  MEIUIUHCKOIO  M3ACNUsl 3asiBKM O  IPOBEAEHUH
TIEPUOJIMYECKOrO (IIJIAHOBOI'0) MHCIEKTUPOBAHUS MPOU3BOJCTBA. B ciiyuae
€C/IM MHCIIEKTHUPYIOLIash OpraHu3alivsi TpPUHSIIA pelieHHe O IMPOBEICHUU
MEPUOAUYECKOrO  (IUIAHOBOTO) HWHCIEKTHPOBAHMS  IPOU3BOJACTBA, OHA
3aKJIIOYAeT COOTBETCTBYIOLIMN JOTOBOP C IMPOU3BOAMTENEM MEJUIMHCKOIO
U3EIIHSI.

B ciyuae ecnm npuHsATO OTpHllIaTeNnbHOE pellieHHe, HHCIEKTUPYOLast

OpraHu3alys  yBEJOMJISIET B  TUCBMEHHOH  (opMe  IMPOU3BOJAMTEIS
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MEIUIUHCKOTO M3feiiuss 00 oTkKaze B MPOBEACHHHM MNEPHOIUYECKOTO
(MIaHOBOI0) MHCIIEKTUPOBAHUS IIPOU3BOJICTBA (C yKa3aHHEM MIPUYKH).

OcHoBaHusAMM U1 OTKaza B  TPOBEACHHH  IEPUOJHUUYCCKOTO
(TTAaHOBOI0) UHCIIEKTUPOBAHUS TIPOU3BOICTRA SBIISIOTCS:

HECOOTBETCTBUE IIPEJCTABIEHHOTO KOMILJIEKTa JHOKYMEHTOB IEPEYHIO
JOKYMEHTOB, YKa3aHHOMY B IyHKTe 35 HacTosuux TpeboBaHumii;

HECOOTBETCTBHE TEXHUUECKUX (PaiJIOB YCTAHOBICHHBIM TPeOOBAHUSM;

OTCYTCTBME Yy MHCIEKTHPYIOUIEH oOpraHu3aldd IMOJHOMOYMH  T10
NPOBEJICHUIO  WHCIEKTHPOBAHMWS  3asiBIEHHBIX  rpynmn  (MOATPYII)
MEIULIMHCKUX U3JIETHH.

['pachuk mpoBeneHus nepuoaAnYecKoro (IJIaHOBOI0) HHCIIEKTHPOBAHMUS
IIPOU3BOJCTBA pa3MellaeTcss Ha O(UUUAIBHBIX calTax YNOTHOMOYEHHBIX
opranoB B cern MHrepHer, a Takxe ONMYyOJIMKOBHIBACTCS  Ha
nHpopmarroHHoM noptaiie Coroza.

Y1o/HOMOYEHHbIe OpraHsbl o0ecreunBaioT peJCTaBICHHE
COOTBETCTBYIOIIMX CBEICHUNH B EBpa3uicKyt0 SKOHOMHYECKYI0 KOMUCCHIO C
MCIOJIb30BAHUEM CPEJICTB MHTETPUPOBAHHOM HH(POPMALUOHHOW CHCTEMEI
Coro3a.

37. Ilpu npoBeeHUH MEePUOINUYECKOrO (IJIAHOBOTO) WHCIIEKTHPOBAHKS
IIPOU3BO/ICTBA OLIEHUBAIOTCSI:

a) MOAJEPIKAaHUE COOTBETCTBUSI CHUCTEMBI MEHE/DKMEHTa KadecTBa
MEIMLIMHCKOTrO U3Jieust HacTosumM TpeboBaHusM;

0) pe3ynbTaTUBHOCTh CUCTEMBI MEHEPKMEHTA KayecTBa MeJIMIMHCKUX
M30enuil B oOecledyeHHH COOTBETCTBUSI BBIMYCKAEMBIX B OOpalleHue B
pamkax Coro3a MEOUIMHCKUX HW3eTUH NpUMEeHUMBIM K HuUM OOmmm
TpeboBaHUsIM 0€30MaCHOCTH B 3(PGHEKTHBHOCTH.

38. [lepnonnueckoe (ImIaHOBOE) WHCIEKTHPOBAHHE IPOU3BOJICTBA

MPOBOAMUTCS ~ Ha  BBIOpaHHBIX  WHCHEKTUPYIOIIEH OpraHusanuei
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MPOU3BOJCTBEHHBIX IUIOMIAAKaX B COOTBETCTBHH C MOIIMYHKTOM «I'»
nyHkra 14 nHacrosmmx TpeOGoBanuii Ha mnpuMepe IPEeACTABUTENBHBIX
MEJIMIMHCKUX — U3JEJIMH  JUuld  KaXJOH  TpPYNIBl  WIA  MOArPYIIILI
MPOM3BOJUMBIX ~MEJMLMHCKUX H3JeMUH B 3aBHCHMOCTH OT KJjacca
NOTEHIMATBLHOTO PHCKAa WX IPUMEHEHHUs M0 MEepPeuHio B COOTBETCTBUHU C
npunoxenreM Ne 2k HacrosmuM TpeGoBaHusSM TMOCPEICTBOM aHAIM3a
DOKYMEHTOB M 3aliCced, KOTOpbIE SBWIIUCH pe3yJbTaTOM pealn3alliu
COOTBETCTBYIOUIMX JOKYMEHTHPOBAHHBIX MPOLIECCOB U (WJIK) ONepaiHOHHbIX
MPOLEAYP CHUCTEMbl MEHEPKMEHTA KauecTBa MEJMIMHCKUAX U3JEIui,
NPUMEHHUTENBHO K JaHHBIM MEJUIMHCKUM H3AeNUsM. JlIsi MeIuIUHCKUX
M3[CIMH  KJIAaCCOB  MOTEHLMAJBHOTO pHUCKAa TpuMeHeHMss 1 u  2a
MPEJCTABUTENbHbBIA 00pa3ell MeAULMHCKUX H3/IeNTi BEIOUPAETCS M3 TPYIIILI
MEIMIMHCKUX U3JEJIUN 110 [IePEeYHIO0 B COOTBETCTBUH C MpuUiiokeHuem No 2
K HacrosmuMm TpeOoBauusiM, I MEIUIMHCKMX —U3JENU  KJ1accoB
MOTEHIMAIBLHOIO PUCKA IIPUMEHEHUS 20 U 3 — U3 NOArPYIIIbl MeIUIHHCKUX
U3JIENTUI 10 TIEPEYHIO B COOTBETCTBUM C MpUIIOKeHHeM No 2 K HacTOALIUM
TpeGoBanusim.

Kputepusimu  BbIOOpa MNpenCTABUTENbHBIX MEIUIIMHCKUX H3JeNuit
SIBJIAETCS HOBH3HA TEXHWUYECKHUX pELIeHUU, Ha3HAYeHHH, TEeXHOJIOTHil
MPOM3BOJICTBA C YYETOM PE3YJIbTATOB MPOBEACHHS TIPEABIAYILINX HWHCIIEKIHI.
ObGocHoBaHMe BBIOOpPA MPENCTABUTETBHBIX MEJIMUMHCKAX U3AITHH TOJDKHO
OBITH NPUBEEHO B OTYETE O Pe3yNbTaTaX MPOBEICHHs HMHCIEKTHPOBAHUS
IPOU3BOJCTBA.

[Ipy mepuouyeckoM (IJIAHOBOM) M BHEIUIAHOBOM HHCIIEKTHPOBAHHH
MPOU3BOJICTBA HHCIEKTHPYIOWIAs OpraHu3allus MPOBOAUT OTOOP 00pasLoB
MEIUIUHCKUX  U3JeIui  (MMIJTAaHTUPYEMBIX, MHBa3MBHBIX, a4 TaKXe
MEIHUIIMHCKUX U3JeJIMI JUId JUAaTHOCTHUKY in Vitro) Kiacca MmoTeHIHalbHOrO

pHUCKa [NPUMCHCHHUS 3 e HEJIbIO  NOATBCPNKACHHSA COOTBETCTBHUSI HX
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XapaKTepUCTUK  JAaHHBIM  TeXHUYeckKoro  (aina, obecrneynBarONIUM
Oe3omacHoe NpUMEHEHME TaKUX MEIULMHCKUX HW3JAeIuil. MeaumuHcKue
M3JeN1s OTOMPAIOTCS [0 OAHOW MOJIesIN (BapUAHTY MCIIOJIHEHHUS) M3 KayK 10
NOATPYIIBl IIPOU3BOAMMBIX MEIULUHCKUX M3JEJIMA B COOTBETCTBHH C
npunoxkenueM Ne 2k  Hacrosmum  TpeOoBaHusSIM B KOJHUYECTBE,
He0OXOAUMOM [UIsl TIPOBEJCHUST COOTBETCTBYIONIUX HCIBITaHui. Kpurepuem
orOopa NpeACTaBUTENbHBIX MEIUIUHCKUX W3ISIUNA SIBIISCTCS OOIIHOCTD
TEXHUUYECKUX pELICHUH, Ha3HAYeHUW W (WIM) TEXHOJOTHH IS HaHHOI
MOArPYIIIIBL [TPOM3BOJUMBIX MEAULMHCKUX H3nenuid. B ciiyyae oTcyTcTBuUs
yKa3aHHBIX 00pa3loB MOATPYIIa MEAUIIMHCKUX W3JIEUNA HCKIIOYAETCs W3
cdepbl HHCIIEKTUPOBAHMSL.

WMucnextupyromas opranu3anusi MpoBOAUT HEOOXOIUMBbIE HCIIBITAHHSI
yKa3aHHBIX 00pa3lloB MEIMLUHCKUX M3JeNUd JHO0 B cilydyae OTCYTCTBHS Y
MHCIEKTUPYIOLEH  OpraHM3alud  aKKpeIuTalud  Ha  [POBEACHHUE
COOTBETCTBYIOIIEr0 BUAA WCIBITAHUH B TeueHue 3 pabouux IHeW co JHs
oTOopa  00pasloB  oQoOpMIISIET  HANpaBlICHHE B  COOTBETCTBYIOLIHUE
OpraHHu3alyy, BHECEHHBIE B €IMHBIA peecTp YIMOJTHOMOYEHHBIX OpraHH3aLHii,
MMEIOLUX [1PpaBO IPOBOJUTH HCCIENOBaHUS (MCIBITAHUS) MEIUIIMHCKUX
U3JIEIUN B LIEJSAX UX PETUCTPALIHH.

Pesynbrarel HCHOBITAHUH  OTOOPAaHHBIX  OOpPA3IOB  MeIMIIMHCKHX
12631 (S3) 0507 IIPEACTABISIOTCS UHCIIEKTUPYIOLIEH OpraHu3alueu B
YIIOJIHOMOYEHHEIM opran B TeyeHue 5 pabouux JHed co AHs o]opmiieHuUs
COOTBETCTBYIOLIEO IPOTOKOJA HCCIeNOBaHUN (McmblTanuil). B cioyuae
HETIOJITBEPIKAEHUS COOTBETCTBUS XapaKTEPUCTHK OTOOpaHHBIX 00pa3IoB
MEIULIMHCKOIO H3JENIHS JaHHBIM TeXHU4deckoro daiina, odecrmeunBarommum
ero OesomacHoe  MpHUMEHEeHHe, UHCIIEKTUPYIOLIAs  OpraHuzalus
MPUOCTAHABJIMBAET  JCHCTBME OTYeTa O  pe3ylbTarax I[POBeCHUS

UHCIIEKTUPOBAaHUs  Npous3BoAcTBa. Jlo  ycTpaHeHHS  MPOU3BOUTENIEM
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MEJIMLIMHCKOrO H3/IeJIUsl BBISBJIEHHBIX HECOOTBETCTBUN YIIOJHOMOYECHHBIH
Oprat BIPaBe MPHOCTAHOBHUTH BBIIYCK MEIHULIUHCKOTO H3/E/IUs B 0OpalleHe
Ha TEPPUTOPUHU TOCYapCTBA-WIEHA B COOTBETCTBUU C 3aKOHOIATEIHCTBOM
9TOr0 rocynapcrea, a TaKkKe HH(POPMUPYET YIIOIHOMOYECHHBIE OpTaHbI
APYTUX TOCYNApCTB-YICHOB O IPUOCTAHOBKE BBIMIYCKA MEIUIUHCKOIO
uienust B oOpallleHHe  Ha  TepPUTOPUM  [OCYJApCTBA-WwieHa ¢
UCTOJIE30BaHUEM CPEICTB HMHTErPUPOBAHHON HHGMOPMALIMOHHONH CHCTEMBbI
Coro3a.

39.1lo pesynbTaTaM mNpOBENEHUs MEPUOAUYECKOTO (rmnaHoBoro)
MHCIIEKTUPOBAHUSL  TPOU3BOJACTBA  WHCIEKTUPYIOLIAs OpraHu3aIus
odopmiseT oTyeT 1o Gopme CornacHo npuIoxeHuto Ne 6. YKkasaHHbIH oTUeT
JEVCTBHUTEIICH B T€UEHHUE 3 JIET CO JIHsl €ro BBIIAYH.

40. ITpousBosuteNb MEIMIMHCKHX W3IE/Ui BIpaBe OOpaTHTLCS B
WHCIICKTUPYIOMIYIO ~ OPraHM3alMi  C  3asBIEHHEM O  IPOBE/IeHHH
BHEIUIAHOBOI'O HHCIICKTUPOBAHKS IIPOU3BOJICTBA B CIEAYIOLIMX LIEIISIX:

a) BHCCCHUWE M3MEHEHUH B IepedeHb MPOM3BOACTBEHHBIX ILIOMIA/IOK,
MEPEeYeHb  rpymn  (IOATPYII) MEIUUMHCKUX —H3IEAMH, Ha KOTOpHIE
pacmpoCTpaHaeTcs — AEHCTBHE  OTYeTa O  pesyjbrartax — [POBEASHHs
UHCIIEKTHPOBAHMS;

0) moATBEpXKIEHUE  YCTpaHEHMs] — HAPYIIEHHH IO pesyibraram
MPOBEIECHUS] MHCIIEKTUPOBAHUSI [IPOU3BOCTBA;

B) HOJITBEPIKACHHME YCTPAHEHHs! IPHUNH, KOTOPBIE PUBEIH K BBITYCKY
HEJ00POKAYECTBEHHBIX MEIMLMHCKUX H3/eNUi, MOCPEACTBOM BKIHOYEHHUS
OTYE€Ta O NMPOBEACHUH BHEIUIAHOBOIO MHCIIEKTHPOBAHUS B 3aKJIIOUHTEIHHBIN
OTYET O KOPPEKTUPYIOLIMX JEHCTBUSX IO (GOpME B COOTBETCTBHM C
npuoxenreM Ne 2 x [Ipasuiam TpoBeeHHs] MOHMTOPHHTA GE30MaCHOCTH,

KayecTBa U 3(Q(MEKTUBHOCTH MEMIIMHCKUX W3/IEITHIA;
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I') MOATBEPIKICHHUE BHE/IPEHHs NIPOU3BOIUTENIEM CUCTEMBI
MCHEIDKMEHTA KauyeCTBa MEAHLIMHCKUX M3ACH (B Cllyyae eclid OLeHKa TOM
CHCTEMbl ~ MEHE/DKMEHTA  KauyecTBa Ha  COOTBETCTBHE  HACTOSIIUM
TpeboBanusim He mpoBoHMIACE).

41.Tlo pe3synpraTaM MpOBENEHHsS BHEIUIAHOBOIO MHCIIEKTUPOBAHUSI
NPOU3BONCTBA B IEJAX, YKa3aHHBIX B MOANYHKTaX «a» — «B» IyHKTa 40
HacToAmmx TpeOoBanuid, MHCIIEKTUPYIOILAs OpraHu3anus 0QOPMILIET OTET
mo Gopme cormacHo npwiokeHHIO Ne 7, B LeisX, YKa3aHHBIX B
noAmyHKTe «r» myHkra 40 Hacrosmux TpebGopanuil, — mo ¢opme
B COOTBeTCTBUM ¢ mpuiaoxeHuem Ne 4 k Hacrosimum TpeGoBaHMsM.
YKazaHHBIH OTUET JeiCTBUTENIEH B TeyeHHE 3 JI€T CO JHS €ro BhLIAYIL
IIpoBeieHne MIaHOBOrO MHCMEKTUPOBAHMS TIPOBOJUTCS HE TO3AHEE 3 JieT

CO JHA BbLJIaYHM YKa3aHHOI'0O OTYeETa.




[TPHUJIOXEHHME Ne 1

K TpeboBaHUAM K BHEJPEHHUIO, TIOJIIEPIKAHUIO
M OLEHKE CUCTeMBbI MEHEPKMEHTA KauecTBa
MEIMLMHCKUX U3JEHUI B 3aBUCUMOCTH

OT NOTEHIHAJIBHOTO PUCKA UX MPUMEHEHHSI

IIPABUJIA
pacuera HOPMATHBHOH POJOJ/IKUTEIbHOCTH
HHCIIEKTHPOBAHUS NIPOU3BO/ICTRA

l. Pacuer HOpPMATUBHOH TNPOJIOJDKUTENBLHOCTH  WHCIIEKTHPOBAHHS
IIPOU3BOJICTBA OCYILECTBJISIETCS pu ONpeleIeHUN CTOMMOCTH
HHCIIEKTUPOBAHMS IPOU3BOJICTBA HE3aBUCHUMO oT (axTHueckoi
NPOJOKUTEBHOCTA HHCIIEKTUPOBAHUSI TIPOU3BO/ICTRA.

2. HopmartupHas NPOIOIKUTEILHOCTD HHCIIEKTHUPOBAHMS
IIPOMU3BOJACTBA MCYHUCIISIETCS B 4YeJIOBEKO-AHSIX Ha OCHOBE 8-4acOBOTO
padouero nHsA. HopmaTwBHasE NPOAOIIKUTENBHOCTE UHCHEKTHPOBAHHUS
IPOU3BOACTBA BKJOYAET B ceOsl BpeMsl, IPOBEeHHOE BHE MHCIIEKTHPYEMO
OpraHu3alliid M 3aTpadyeHHOEe Ha aHalIU3 JOKYMEHTAalUMW U IUIAaHWPOBaHHE
HHCIIEKTUPOBAHUS  NPOM3BOJCTBA, @ TaKXke BpeMs, IPOBEJAeHHOE
HEIOCPEJICTBEHHO B MHCIEKTUPYEMOH OpraHM3allid M 3aTpayeHHOE Ha
COCTaBJIEHUE OTUETOB.

Ecmu  0OBEKTBl HHCIEKTUPOBAHUS TMPOM3BOJICTBA  PACTIONOKEHDI
B JIpyIOM TOpOJE II0 OTHOLIEHHWIO K WHCIEKTUPYIOLIEH opraHuzaiuu, TO
HOPMaTHUBHAs  I[POAOJDKUTEIBHOCTh  WHCIEKTUPOBAHHUS  MPOU3BOACTBA
YBEJIMUUBAETCS HA 2 YENOBEKO-HS Ha Kbl O0OBEKT MHCIIEKTUPOBAHKSI,

3.B KauecTBe OCHOBEL J1st pacuera HOPMAaTUBHOM
POAOJDKUTEIIbHOCTH ~ WHCIEKTUPOBAHHMS  TIPOMU3BOJACTBA  HCIIOJIB3YETCS
(paxkTUYEeCKas YHUCIEHHOCTb COTPYJHUKOB WHCIEKTHPYEMOWH OpraHu3alllu,

Y4aCTBYHOUIKUX B IPOLECCaX B paMKax OlLIEHUBAaeMOM CHCTEMBI MCHCIXKMCHTA



KayecTBa.  YMCIEHHOCTb  COTPYJHHKOB ¢  YaCTHYHOW  3aHSTOCTBIO
YUUTBIBAETCA MYTEM €€ KOHBEPTALMM B OKBUBAIEHTHYIO YHCIEHHOCTh
COTPYIHHKOB C MOJIHON 3aHSTOCTDIO.

4. HopmarupHast MPOJOJKUTEIbHOCTE HMHCIIEKTUPOBAHUSI
MPOU3BOJICTBA B 3aBUCUMOCTH OT (PAaKTHYECKOH YHCIEHHOCTH COTPYIHHKOB

o0BeKTa HHCIIEKTHPOBAaHUA IIPpUBEICHA B T&6HHH€.

Tabnuna
PakTHyuecKas Hopmatushas Hopmartuphast
YHUCIICHHOCTH | IPOJOJDKHUTENBHOCTE TIEPBHYHOIO IIPOJIOIKUTEIIEHOCTE
COTPYAHHUKOB | WHCIIEKTHPOBAHUS MPOU3BO/CTBA [IEPHUOINYECKOTO
(uenoBek) (4esoBeKo-IHeH) (nnanoBOIO)
UHCIIEKTUPOBAHMUS
IIPOU3BOJICTBA
(4esioBeKO-NIHEH)
5-49 6 4
50-99 7 5
10G—199 8 6
200 - 499 9 7
500 — 999 10 8
1000 — 1999 11 9
2000 — 4999 12 10

oosee 5000 13 11




rpynmn u

[TPHUJTOXXKEHHUE No 2

K TpeOoBaHHAM K BHEAPEHUIO, TTO1JIEPKAHUIO
1 OLIEHKE CUCTEMbI MEHEDKMEHTA KaueCTRa
MEIMLMHCKUX U3JIeJTMH B 3aBUCUMOCTH
OT IIOTEHLUATBHOTO PUCKA UX MPUMEHEHUS

HEPEYEHD
NOArPYII MeAUIMHCKHX H31eTH I

I'pynna meguInHCKHUX
U3JeITU I

[Toarpynmna MeIUIMHCKUX M3ACJIUN (IJIs1 KIIaCCOB
NOTEHIUABHOTO pUcKa 20 u 3)

1. HeakTuBHEIE
MEIUIUHCKHE U3IEJIUs
(Kpome u3IeNui s
JHATHOCTHKH in Vitro)

1.1. HeakTuBHBIE cCepaeUHO-COCYUCTHIC
MUMILIAHTAThI

1.2. HeaktuBHbBIC OpTONEAMYECKIE UMITTIAHTATHI

1.3. HeakTHBHBIE UIMIUTAHTATEI MITKUX TKaHEH

1.4. HeakTuBHbIe (hyHKIIMOHATBHBIE HMILIAHTATHI

1.5. HeakTuBHBIC 3yOHBIE MMILJIAHTATHI U
CTOMATOJIOTMYECKUE MaTepHaIIbl

1.6. HeakTHBHBIE MEIUIIUHCKUE U3IEIUS 15
VWHBEKI U, BIUBaHUS, TIePETUBaHUS KPOBH H
JTHan3a

1.7. HeakTrBHBIE ODTAIBEMOIOTHYECKHE
MEJIMIIMHCKUE U3JeTus

1.8. HeakTuBHbIe opTOoneauuecKkue MeTUIIMHCKHE
U3JIEIUA U MEJULIUHCKHE U3/IeNUs JUIS
peabunuranuu

1.9. MeauuuHcKye U3nenus sl KOHTpaleniii

1.10. MeauiiMmHCKKE HHCTPYMEHTHI

1.11. HeakTuBHBIE MEMUIIMHCKAE U3IEITHS IS
ne3uH(eKIINH, THTHeHHYeCcKol 00paboTky u
CTEPUJIM3ALIMU MEIUIHUHCKUX U3ISTTHH

1.12. IlloBHbIi MaTepuall, nepeRsI30UHbIe CPEICTBA
U [IpOYMe HeaKTUBHbBIE MEIUIIUHCKHE U3/ 15
JIeYeHUsl paH

1.13. HeakTuBHBIC MEOIUITUHCKHE U3IETNS, He
BKJIIOYEHHbIE B noArpynnst 1.1 —1.12




[ pynna MeIMUHMHCKUX
W3IeIni

[Toarpyrna MeIUITUHCKUX U3AEIIHE (J1JI KIIacCoB
NOTEHIMAJILHOIO pucka 20 u 3)

2. AKTUBHBIE
HEeUMILTAaHTHPYEMEBIE
MeIULMHCKUE U3 IeITHsI
(Kpome M3IeNnui IS
TUATHOCTHKH in Vitro)

2.1. MeguuuHCcKue U3AeNus sl KOHTPOJIS
(U3UOJIOTHYECKHX TIOKa3aTelIeH

2.2. MeMIIMHCKHUE U3IeNHs U1 BU3YallH3allHH,
WCIIOJIB3YIOIIME NOHU3UPYIOLIEE U3JIyHeHHE

2.3. MGHHHHHCKI/IE U3 OCITHUA 0151 BU3Yyallu3alliK, HE
HCTIOJIB3YHOIHME HOHM3HUPYIOLICE U3JIYUCHHEC

2.4. MenunyHCKHE U3JIEUs JIsl Ty4eBOM Tepalluu,
MCIIOJIB3YIOIIME HOHU3UPYIOIllee U3TyUeHHe

2.5. MeguuuHCcKre U3enus 1S Ty4YeBOU Teparuu,
HE MCII0JIb3YIOIIME HOHU3UPYIOLIEe U3IIydYeHNe

2.6. MequuuHCKUe U3eusl 17151 TUTOTPUTICHH

2.7. AKTUBHBIE MEIULIMHCKUE U3IEIIUS TS
3KCTPAKOPIIOPaATBEHOTO KPOBOOOPAIICHHS,
BHYTPUBEHHOTO BIIMBaHHUs U Mazmadepesa

2.8. AKTHBHbBIE HAPKO3HO-/IbIXaTeJIbHBIE,
runepObapuIecKue MeTUIMHCKUE U3/EIHs U
MEJMLMHCKHE U3ENUs IJIS PeCTIMPaTOPHOH
Teparuu

2.9. AKTUBHBIE MEIUIIMHCKHAE HU3JIEITHS JUTS
CTUMYJISIHUHM U UHTHOWPOBaHUS

2.10. AKTUBHBIE XUPYpPrHYeCKHUe METUITTHCKHE
H3TETTHST

2.11. AktuBHBIe 0()TaTBEMOIOTHYECKHE
MEULUHCKHE U3JIeITHS

2.12. AKTUBHBIE CTOMATOJIOIHYECKHUE MCIHITHMHCKHE
H30CTHA

2.13. AKTUBHbBIE MEIULIMHCKUE U3AEITUS IS
NEe3MH(PEKIINHT U CTEPHIIM3AI[HH METUIIUHCKIX
15E31(1) 0505

2.14. AXTUBHBIE MeUITMHCKHE U3IEIIUS IS
peabuIMTallMi U aKTUBHBIE TIPOTE36I

2.15. AKTUBHBIE MEIULIMHCKUE U3EIIUS I
NIO3ULIMOHUPOBAHUS U TIEPEBO3KH MAIMEHTOB

2.16. CaMoCTOATEIEHOE METULIMHCKOE
IIporpaMmMHoe o0ecrneueHue

2.17. AKTHUBHBIE MEUIMHCKHE U3IEITUA IS
3KCTPaKOPIOpalbHOTO OTIOAOTBOPEHUS U
HUCKYCCTBEHHOT'O OTIJIOZOTBOPEHHUSI

2.18. AKTHBHBIE METULIMHCKHE U3EIIUS, He
BKJIIOYEHHBIE B noarpynnsl 2.1 —2.17




['pynna MeauIuHCKux
W31

[oarpymna MeTMIHHCKHX U3menuit (U1 KIaccoB
NOTEHIIHAIILHOTO pucka 26 u 3)

3. AKTHUBHBIE
UMIUIaHTUPYEMbIe
MEIUIIMHCKHE U3Ie]IUs

3.1. AxTuBHBIE UMILTaHTUPYEMbIE€ MEIMIIHHCKHE
U3AENHs JJIsl CTAMYJISIIMY M HHTUOMPOBaHUS

3.2. AKTUBHBIE HMIUTAHTHPYEMbIEC METHIIUHCKHE
U3/1eNIdsT JTs1 BBOJA JIEKAPCTBEHHBIX M MHBIX
BEIIECTR

3.3. AKTHBHBIE HMIUTAHTHPYEMbIC MEIHIIHHCKUE
U3JIEITHUs, TIOAEPIKUBAIOLIME, 3aMEIAIOIINe UITH
3aMeHsonye GYHKIHH OpraHu3Ma

3.4. PainoaKkTUBHbBIE UMILIAHTATHI JIJIsT
BHYTPUTKAHEBOMH JIy4eBOM Teparuu

3.5. AKTUBHBIE HMIITAHTUPYEMbIE MEUIIUHCKHE
U3/1eNusl, He BKJIKOYEHHbIe B noarpymmsl 3.1 — 3.4

4. MemuuuHCcKue U3Aeaus
JUISL JIMArHOCTHKHM in Vitro

4.1. PearenTsl, HaOOPBI PeareHTOB, KANMOPOBOYHbIE
U KOHTPOJIbHBIE MaTePHAITBI

4.2. IIpubops! 1 000pynOBaHKE JUIS AUATHOCTUKA
in vitro

4.3. CamoCTOsITEIEHO® MEIMUMHCKOE NPOrPAMMHOE
obecreuenue st AUarHOCTHKH
1n vitro

4.4. Muble MEMUITMHCKHE U3IETUS TS IUATHOCTUKH
in vitro, He BKIIIOYEHHBIE B TOArPYIIE! 4.1 — 4.3




ITPHUJTOXKEHHME Ne 3

K TpeboBaHUAM K BHEPEHUIO, TIOJIIEPIKAHUIO
Y OIIEHKE CUCTEMbl MEHE/PKMEHTa KauecTBa
MEAULUHCKUX U3/ B 3aBUCUMOCTH
OT IOTEHLUATBHOTO PUCKA UX IPUMEHEHHUS

UHTEI'PAJBHASN OHUEHKA
CTeNeH! 3HAYHMOCTH BbISIBJIEHHBIX B X0/1¢ HHCIIEKTHPOBAHHS
NPOU3BOACTBA HECOOTBETCTBHUI CHCTEMBI MeHEKMEHTa KayecTBa
TpeOoBanusiM K BHeIPEHHIO, OJAEP/KAHUIO H OLIEHKE CHCTEMBbI
MEHeKMEeHTAa KadyecTBa MeJHIUHCKUX H3/eJHil B 3aBUCHMOCTH OT
MOTCHIHAJBHOTO PUCKA HX IPUMeHeHHs]

[. Kitaccudukaiiysi HeCOOTBeTCTBUH

Knaccupukanus  BBISBIEHHBIX B XOJle¢  HHCIICKTHPOBAHHUSI
MPOU3BOJICTBA  HECOOTBETCTBUH  CHUCTEMBl  MEHEJXKMEHTA  KayecTra
TpeOoBaHusiM K BHEJPEHUIO, TMOJJEPKAHUIO W  OIECHKE CHCTEMBI
MEHE/DKMEHTA KauecTBa MEIMIMHCKUX U3JCJIIMH B 3aBUCUMOCTH OT
NOTEHUHUAIBHOTO pHUCKA WX [PUMEHEHUs (Jajee — HEeCOOTBETCTBHSI)
IIPOBOJIUTCS B 2 ATara:

I »ram - npuMeHeHue KiIacCU(PUKANMOHHOW MaTPULBl  JIs
obecrieueHMs]  TPeABAPUTENIBHOM  OIEHKH  CTENEHH  3HAYUMOCTH
HECOOTBETCTBHH,

II sram — HpUMEHEHHE MOBBILAINKUX OanlIoB JJsS OIpeHaelIeHHS
OKOHYATENIbHON OLEHKU CTEIEeHU 3HAUMMOCTH HECOOTBETCTBUM.

MHOXKECTBEHHBIE ClIydal HECOOTBETCTBUS OJIHOMY TpeOOBaHHIO

paccMaTpuBartOTCA KaK OJHO HECOOTBETCTBHUE.
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[1. Knaccudukaunonnas Mmatpuiia

CornacHo  KJacCU(PUKALIMOHHOW  MaTpulle BCE  BELISBICHHbBIE
HECOOTBETCTBUS MTOAPA3IALIISIOTCS HA 4 TPYIIIIEL

Kaxnas rpynma XapakTepusyercs KOJUYEeCTBEHHBIM 3HAYEHUEM
CTENMeHU 3HAYMMOCTH HECOOTBETCTBUs Il Oe30MacHoCTH, 3G(EKTHBHOCTH

M KadecTBa MCAULIMHCKOTIO U3a€THUA:

Brnusinue
HECOOTBETCTBHUS HPAMOE 3 4
Ha 0€30IacHOCTh,
3P (HEeKTUBHOCTE U
Ka4eCcTBO
MeIULUHCKOTO HeTpsiMoe 1 g,
U3eITus
BIIEPBbIE MOBTOPHO
[ToBTOpsIEMOCTH HECOOTBETCTBHS

Knaccudukalnonsas Marpuiia OTPaXkaeT BIIMSHHME HECOOTBETCTBMSI
Ha 0e30macHOCTh, 3(PPEKTUBHOCTE M KAYeCTBO MEAMLIUHCKOIrO W3/eNus,
a TaKXKe MOBTOPAEMOCTb BBISIBIEHHOTO HECOOTBETCTBHSI.

Brugnue nHecooTBeTcTBHA Ha 0Oe30macHOCTh, JDOEKTHBHOCTL H
KayeCcTBO MEIMULMHCKOIO HW3JEIUsl CUYUTACTCsS HEIPSIMBIM, €CJIM  OHO
3aTparuBaeT TpeOOBaHMsl, CBsI3aHHBIE C (YHKIMOHMPOBAHMEM CHCTEMBL
MEHEPKMEHTa KayeCcTBa MEIULUHCKUX W3HCNUH, W TMPSIMBIM, €CJIM OHO
KacaeTcs TpeOOBaHMH, OTHOCSLIMXCS K MpoleccaM IMPOEKTUPOBAHMS,
pa3pabOTKH, MPOM3BOACTBA M BBIXOJHOTO KOHTPOJS MEIAMIMHCKOTO

WU3/1CITHSI.



[lonstre «BIIEPBBHIE» 03HAYAET, YTO KOHKPETHOE HECOOTBETCTBHE HE
OBUIO  BBISIBIGHO B XOJe 2 [OCIGAHUX CJIy4yaeB TIPOBEIEHHUs
MHCIIEKTUPOBAHUS [POM3BOJCTBA, MPH KOTOPBIX TMPOBEPSUTHCH TE IKe
IIPOLIECCH] B paMKaX CUCTEMbl MEHEPKMEHTA KauyecTBa Ha MHCTIEKTHPYeMOit
[IPOU3BOACTBEHHOM IJIOLIAKE.

[TousTHe «IIOBTOPHO» O3HAYAET, YTO KOHKPETHOE HECOOTBETCTBHE
ObUIO BBISIBJICHO B XOJE OJHOTO M3 2 TOCIEJHUX CIIy4aeB IMPOBEICHUS
MHCIEKTUPOBAHUS TIPOU3BOJCTBA, IIPH KOTOPBIX [POBEPSUIUCH TE IKE
IIPOLIECCHl B paMKax CHUCTEMbl MEHEDKMEHTA KaueCTBA Ha MHCTIEKTUPYEMOM

MPOU3BOJICTBEHHOM IIOIAIKE.
I11. TToBeiIIarOIIIME OATITBI

IlonyuenHoe Ha | 93Tame KOJMYECTBEHHOE 3HAYCHHE CTENEHH
HECOOTBETCTBUSl ~ yTouHsiercss Ha Il osrame nyrem  npuMeHeHHs
MOBBINAIOIMX  OalioB, HAYUCISIEMBIX 33  HaJH4ue  CJICAYHUIMX
HECOOTBETCTBUM:

OTCYTCTBHE  JJOKYMEHTHUPOBaHHBIX  TPOUEAYpP, OTHOCSIIUXCH K
npoleccaM MNpOeKTHPOBAHUS, pPa3padOTKH, MPOU3BOJCTBA W BBIXOJHOIO
KOHTPOJIA ~MEIUIIMHCKOTO H3JeNusl, a TakkKe K TOCTIPOJaKHOMY
MOHUTOPUHIY, HEOOXOAMMBIX i obecreyeHus  0O€30macHOCTH W
3pPEKTUBHOCTH MEIUIIUHCKOTO U3JICITHS;

BBIITYCK B OOpalieHne HeJ00pOKayeCTBEHHOI0 MEAUIIMHCKOTO H3IeIT s
B TeUeHHe OTYETHOro rmnepuoaa. B cioyyae eciid  NPOM3BOIUTENIEM
MEAMLUHCKOIO  M3JIe/Iusl  NPOBEJEHO  BHEIUIAHOBOE  HHCIIEKTHPOBAHME
MPOMU3BOACTBA B LENSIX IOATBEPKACHUS YCTPAHEHHUS MNPUYUH, KOTOPHIE
NPUBEIH K BBITYCKY HEJ0OpPOKAueCTBEHHOI'O WM3/EJIHS, MOBBIIAOMINN Ga

HE€ HAYHCIISICTCA.
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[Ipu osToM K oOUeHKe, MOAy4eHHOW Ha | 3Tame, Ui KaXXIOro

HECOOTBETCTBUS HauucsieTcs 1 0an.
IV. ®opma mipejicTaBieHNs pe3yJibTaTOB MHTErPabHON OLCHKH
CTEIIEHH 3HAYUMOCTH HECOOTBETCTBUM

PGS}’HBT&TBI HHTBT‘pEU[BHOﬁ OLICHKH CTCIICHH 3HAYHUMOCTH

HECOOTBETCTBUA ITPEACTABIIAIOTCS B BUJIE Ta6HHHBII

No
o HecooTtBeTcTBHE I"pajianiist HECOOTBETCTBHSA
[ atam, Il sTan npu II sTan npu CyMMapHBIH
Oamn OTCYTCTBHH BBIITYCKE Oasn o
JIOKYMEHTHPO- | Helno0poKa- | HECOOTBETCTBHIO
BAHHBIX YECTBCHHOT'O
IPOLIECCOB, | MEIHUITMHCKOIO
Gann H3JIENIHS,
Bamn
1
2

HTorosslii 6asut:

HMucnektupyromas Opra”uzarusi He JIOJDKHA BBEIHOCHUThH
MOJIOKUTENIEHOE  3aK/IFOYEHHE O COOIONICHUN  TPOM3BOJUTETIEM
MEIUIHMHCKOIr0 HW3Je/aus Hactosmux [pedoBaHuii, eciid ONHO WM OoJee

HapyIIeHUH OLEHEHbl Ha 5 mnu 6 GannoB unu Oosiee JBYX HapylIeHUH

orenedn! HA 4 OanJa.
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K TpeboBaHusAM K BHEAPEHHUIO, OAACPHKAHUIO
1 OLIEHKE CHCTEMBI MEHE/DKMEHTa KayecTBa
MEIHMLIMHCKUX U3/Ie/IMH B 3aBUCHMOCTH

OT MOTEHIMAJILHOTO PUCKA UX IIPUMEHEHHUS

(Gopma)
OTUYET

0 pe3yJ/ibTaTax nepBUYHOTO HHCIICKTHPOBaAHUSA NMPOU3BOACTBA

Homep oTueta

Opranuzanusi, IpoBOAKBINAS MHCIIEKTHPOBAHHE
MPOU3BOJICTBA (II0JIHOE W COKPAIEHHOE (TIPH
HaJIMY1H) HAMMEHOBAHUS FOPHIUYECKOTO JIULA

(B ToM uncie GpupmMeHHOE

OpraHU3alHOHHO-IIpaBoBast (opma U ampec (MecTo

HaXO0XKIEHNUS))

HaVMEHOBaHHE),

Hudopmarus o mpou3BoaMTENe MEIHIIMHCKOIO H3IEIUS:

[TonHoe 1 cokpaleHHOe (IpU HATUYHH)
HaMMEHOBaHHS IOPUIAYECKOTO JTUIA (B TOM YUCTIe
(GupMeHHOEe HAMMEHOBAHKE), OPraHM3a[MOHHO-
npasoBas popma U azpec (MeCTo HaXOKIAEHHUS ),

KOHTaKTHasd HH(bOpMaL[HH

L3,

Opranu3alioHHas CTPYKTYPa M B3aUMO/IEHCTBHE C
FOPUJIMYECKUMH JIULAMU B PaMKaxX CHCTEMBbI
MEHEeDKMEHTA Ka4ecTBa MeIUITMHCKUX W30

3.3

HepequB IIPOU3BOACTBEHHBIX TUIOIIAA0K

(¢ yKazaHHeM HX aJ[pecoB

MEAMLMHCKHUX H3JICJIUH, TPUMEPHON YHCIEHHOCTH
COTPYIHHUKOB, Y4aCTBYIOIINX B IIPOLECCAX

B paMKax OLIEHUBAEMOH CUCTEMBbI MEHEKMEHTA
Ka4ecTBa, a TAKKe KOHTAaKTHOW HH(OpMAIIHH)

H IIPOU3BOJHUMBIX

3.4

[Tepeuens NpoU3BOAMMBIX MEAUIUHCKUX U3ISTHH,
npeJHa3HauYeHHEIX JJIs 0OpallleH!s] B paMKax
EBpa3suiicKoro 3KOHOMHYECKOI0 CO103a
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3.5

Ilepeuens rpynm (TOATPYIIN) MEIULIMHCKHX
M3/Ie/IMI, B OTHOIIIEHUH KOTOPBIX TIPOBOJTUTCS
MHCIIEKTUPOBaHUE TIPOH3BOCTBA, COTIIACHO 3asBKe
[IPOU3BOJIUTENS MEIULMHCKOTO U3IEITHS

(c ykazaHueM HH(DOPMALIMK O BKITIOYEHUN
(HEeBKJIIOUEHHUH ) IPOIIECCOB MTPOSKTUPOBAHHUS 1
pa3paboTKu B 001aCTh HHCIIEKTHPOBAHUS
IPOU3BOJICTBA)

3.6

[lepeueHb KPUTHUECKHUX MTOCTABLUIMKOB

(c yKkazaHueM UX aJlpecoB, OCTABISEMBIX H3IETHI
WJIM OKa3bIBAEMBIX YCIIYT, & TAK)Ke KOHTaKTHOM
uH(OpMaInm)

I/IHq)OpM&]_II/Iﬁ 00 HHCIICKTUPOBaHWH IIPOM3BOACTBA:

JlaTbl poBeICHUSI HHCIIEKTUPOBAHHS
MTPOU3BOJICTBA, B TOM YHCJIE JaThl BhIE3IHBIX
MHCIIEKIIUH MIPOM3BO/ICTBA KAXKIOTO IPOBEPEHHOTO
o0BeKTa

4.2

CocTaB MHCIIEKIIMOHHOW TPYMIIEI (C yKa3aHHEM
(YHKIMI 4IeHOB Py, a TaK)Ke CBEIEHHH 00
Yy4acTBOBABLIMX [IEPEBOJUMKAX M 00 HHCIIEKTOPax
(oKcmepTax), eciiu TaKOBBIE MPHUCYTCTBOBAJIH )

4.3

[Tian npoBeieH!s HHCIIEKTHPOBAHNS
MPOU3BOJICTBA

Pe3ynpraTsl HHCIIEKTHPOBAHUS MPOU3BOACTBA (110 KAXKIOMY IIPOBEPEHHOMY
00BeKTy):

5.1

OO11ee onucaHue NpoBepseMoi TesTeTbHOCTH
U (MJTH) TEXHOJIOTHMYECKHX MPOIECCOB

Dol

DaMUIIMK, UMEHA, OTYECTBA (IIPU HATMYKH )
U JOJKHOCTH OTMPOIIEHHBIX JTHI]

5.3

HaumenoBaHust MeIULIMHCKUX U3JIEITHH,
BbIOpPAaHHBIX JUIsl IPOBEPKHU B KAUECTBE
IpeACTaBUTEIbHBIX 00pa3IloB, a TaKKe
000CcHOBaHKE JaHHOTO BhIOOpA

5.4

THUIBI ¥ KOTMYECTBO NPOBEPEHHBIX JOKYMEHTOB 1
3armucen




5.5

Ilepeuenb BBISBIEHHBIX HECOOTBETCTBHH CHCTEMBI
MEHE/DKMEHTA KayeCTBA MEIUIUHCKUX U3ASITUN
TpeGoBaHUsIM K BHEJIPEHMIO, MOIICPIKAHUIO U
OLIEHKe CHCTEMBl MeHEePKMEHTA KauecTBa
MEUIIUHCKHUX U3JICIUH B 3aBUCUMOCTH OT
ITOTEHIIUAIIBHOINO PUCKa UX IPUMEHEHHUS

5.6

Hudopmanus o HECOOTBETCTBHSX, YCTPAHEHHBIX B
IIPOLECCe HHCIIEKTUPOBAHUS TIPOM3BOJICTBA,

a TaKXKe O CPOKax MPOBEAECHHS KOPPEKTUPYOIITHX
JOEeNCTBUHI B OTHOILEHUHM HEYCTPAHESHHBIX
HECOOTBETCTBHH M (pOpMax MOATBEPIKICHHUS
IIPOBENEHNs] TAKUX JEUCTBUM (TIpe/icTaBlICHUE
MOATBEPIKAAIOIIEH TOKYMEHTALUK WU IIPOBEPKa
Ha MecTax)

12334:10)1158

3aK/I0YeHHUEe O COOTBETCTBUH (HECOOTBETCTBHH )
CUCTEMbI MEHEDKMEHTA KaueCTBa MeUIIMHCKUX
u3/1eNuil TpeOOBAHUSAM K €€ BHEIPEHHIO

(c ykazanueM MHGOpPMALIMY O BKITOYEHUN
(HeBKIIIOYEHHH) B 00J1aCTh HHCIIEKTUPOBAHUS
[IPOU3BOICTBA [IPOLIECCOB MMPOESKTUPOBAHUS U
pa3pabOTKH J1J1 NPOBEPEHHEIX TPYTI (ITOArPYIII)
MEAULMHCKUX U3/eNni)

DaMuIMH, UMEHa, 0TYeCTBa (MPH HAJTUYHHK)
U TOIKHOCTH UHCIIEKTOPOB

Iloanuicu, neyaTts (Ipy HATHYHH )
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K TpebGoBaHusIM K BHEAPEHHUIO, MOIePKAHUIO
1 OLIEHKE CUCTEMBI MEHEHKMEHTA KauecTBa
MEQUIMHCKUX U3/EHI B 3aBUCHUMOCTHU
OT MOTEHI[HAJILHOIO PUCKA WX MPUMEHEHHUS

TPEBOBAHUA
K COAePKAHHIO TEXHHYECKOro (aiijia Ha MeIHIHHCKOe H3de e
JJIS1 AHATHOCTHKH In vitro

[. O0Ome TpeboBaHMS K COMEPIKAHMIO TEXHHUECKOTO daiina
Ha MEIHLIMHCKOE U3/Ie/IMeE Il JHATHOCTUKH in Vitro

1. Texunyeckuii daiin 1omKen conepskath CIIEYIOIIYIO WH(OPMALHIO
0 MEOULMHCKOM HM3JEIIUU ISl IHATHOCTUKH 1N VItro:

a) HaUMEHOBaHUE M3JIEIIHS;

0) BUI W31eMUs B COOTBETCTBHHU C HOMEHKJIATYPOH MEJUIIMHCKUX
U3JIeNTNH, IPUMCHSIEMOH B paMKax EBpasuiickoro 5K0HOMHUYECKOro cor3a;

B) KJIacC IOTEHIMATBHOIO pPHUCKA MPUMEHEHHS | IIPUMEHHUMBIE
KIlaCCU(UKAMOHHBIE  TpaBMAa B COOTBETCTBUM  C [IpaBunamu
KIIACCH(UKALMKY METUIMHCKUX M3IEIUi B 3aBECUMOCTH OT MOTEHIMAILHOIO
pucka npuMeHenMs, yrBepxaeHHbiMH Pemenuem Komnernu Epasuiickoii
3KOHOMMYECKOH KOMuccuu ot 22 nekabpst 2015 r. Ne 173;

r) Ha3HAYCHUE M3/IITHsl, B TOM Yuciie (eCIu IPUMEHHMO):

OMHMCAaHKME LEJICBOrO aHalMTa, BK/IIOYasl yKa3zaHWe Ha KauyeCTBEHHBINH,
MOJTYKOJIMYECTBEHHBIH UITH KOJMYECTBEHHBIH BUJI ONPE/Ie/ICHHUS;

(QYHKIMOHAIEHOE HA3HAUYECHHUE,

crienM(uyueckasl MaTojOrusl, COCTOSHHE HIIH (GakTop pucka, s
OOHapy»KeHUs,  ONpeNe/ICHUS]  WIN nuddepeHnpoBanusi  KOTOPOro
NpeJIHa3HAuYeHO H3/IeJIHE;

THII aHAJIM3UPYEMOro oOpasiia;



MOTEHIHAJIbHbBIE MTOJIb30BATEIH;

/1) OTIMCaHKME INPUHIMNA AHAIUTHYECKOTO MEeTOJa MIIM [pHHIHUIA
NeucTBus mpudopa;

€) OIMCaHKe COCTABHEBIX YacTeil, B TOM YHCJIE TepeyeHb BO3MOIKHBIX
BapHaHTOB UCIIOJIHEHUs] paCCMAaTPUBAEMOI'0 U3JIENHS;

JK) OIMCaHWe NpPUHAMIEKHOCTeH, APYruX u3jenuil (B TOM 4ducie
MEIULUHCKHX), KOTOPBIE IPEJIoIaraeTcsl KCIO0Nb30BaTh B COYETAHHU C
U3JIeTTUEM;

3) OIMCAHUE MAaTEPHANlOB Ul B3ATHS M TPAHCIOPTHPOBKH 00pa3IloB
WM ONMCaHKe (XapaKTepUCTUKH) MaTepHalioB, PEKOMEHAYEMBIX IJISI ATOM
LeJIH;

n) s AQHAJIUTUYECKOTO o0opy1oBaHus — TEXHUYECKHE
XapaKTePUCTHKH.

2.B cinyyae wucnonb3oBaHus WH(GOPMALMK O IMOAOOHBIX HIIH
OPEABIIYIIUMX MOAU(DUKALUIX MEIUUUHCKOTO M3AENHs Ul JTUArHOCTUKH
In Vitro B LeJIAX J0Ka3aTenbcTBa COOTBeTCTBUsI ero OBIUM TpeOOBaHHIM
OesomacHoCTH U 3QOEKTUBHOCTH MEAUIMHCKUX U3JEIHH, TPeOOBAHUSIM K HX
MapKUpPOBKE M HKCIUIYyaTAalMOHHOM JOKyMEHTAllUd Ha HHX, YTBEPIKICHHBIM
Pewiennem Cosera EBpasuiickoii axoHOMHYecKoi Komuccnu ot 12 derpans
2016 r. No 27 (paee — OOmme TpeboBaHusi 0E30MACHOCTH W
5(QEeKTUBHOCTH), TeXHHYeCKHi Qaiin  JODKeH — CcojuepKaTh — KpaTKoe
ONHCaHUe:

a) IpebIy X MOoAupUKALMiA  paccMaTpUBaeMOro u3fenus (npu
HAJIUYUHN);

0) mooOHBIX MOJUGHUKAIMA MEIULUMHCKUX U3JENUl, HAXOMSIIMXCS B
oOpalieHun B paMKax EBpasuiickoro 5KOHOMHYECKOro cOK3a W Ha

MEXYHaPOJIHBIX PHIHKAX.



[I. ConpoBoauTtensHas nH(GOpMAaIIHS

3. Texuuueckuil ¢daiin 10MmKeH comepKaTh:

a) JaHHBIE O MAapPKMPOBKE MEAMIIMHCKOIO H3JeNMs JUIsl JUATHOCTHKH
In Vitro u ero ynakoBKH;

0) HHCTPYKIIHIO 1o IPUMEHEHUIO (oKCIITyaTallHOHHYTO

JOKYMEHTAIMIO) MEAMIIMHCKOrO W3JeNusl AN AMArHOCTUKU In Vitro (rpu

HaJIMYUN ).

III. CBenenus o coorBercTBUM OOLIUM TpeOOBaHUSIM
Oe3onacHoCTH U () PEeKTUBHOCTH
4. Texuuueckuid daiin JooKeH BKIOYaTh B ce0s  KOHTPOJILHBIN
nepeyeHb  coorBercTBUs  O0mmM  TpeOoBaHUsAM  0€30MACHOCTH U
3@ pexTuBHOCTH corjacHo npuioxeHuro Ne 2 k OOwuM TpeOOBaHUIM

Oe3onacHOCTH M 3(h(PEeKTUBHOCTH.
IV. PesynpraTel aHanu3a 1 yrpaBieHUs] pPUCKOM

5. Texuunueckuil Qaitn gomKeH cojiepaTh KpaTKUl MepeueHb PUCKOB,
UIeHTU(DUIUPOBAHHBIX B MIPOIEcCce aHAIM3a PUCKOB, H OMHCAaHUE CHOcoO0B

yHupabJICHHUA 5STUHMH PHCKaMH B IEJIAX CHUXKCHHA UX O JOITYCTUMOTO YPOBHII.

V. IlpoexkTupoBanue U paspadoTka MEIULIHHCKOTO H3IEIIHS
IJIs1 MUArHOCTHUKHU 1n Vitro
6. Texuuueckuil aiin gomKeH coaep:kath HHOOPMALUIO 00 OCHOBHLIX
CTaJMAX MPOEKTUPOBAHHMS pPaCCMATPHUBAEMOI0 MEIMIIMHCKOIO M3JeIHus
JUIsL AMarHOCTUKY in vitro. JlanHas undopmaiius MoxeT ObITh MpeacTaBicHa

B BHIC OJIOK-CXEMBI [MPpOLECCOB.
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VI. IIpousBoicTBEHHBIE MPOIECCHI

7. Texuuueckuit  ¢aiin  gomkeH  cozepxarb HUHGOpPMAIMIO O
IPOM3BOJICTBEHHBIX IPOIECCAaX, B TOM 4YHMCIE O IPOU3BOJCTBE, COOpKE,
3aK/IFOYUTEBHBIX WCHBITAHUAX MEAMIMHCKOTO W3JEIHs IS JHATHOCTHKH
in vitro U OKOHYATEeJILHOW yHaKOBKe FOTOBOrO MEAMIIMHCKOTO W3IEIHs I

IMarHOCTUKH in vitro. JlaHHas MH(pOpMALUs MOXKET OBITH NpeiCTaBiieHa B

BUJIe OJIOK-CXEMBI MTPOIECCOB,
VII. IIpou3roaACTBEHHBIE TIOMAIKH

8. Texnuyeckuit  Qailn  JgokeH — colepaTh  CBEICHUS O
TIPOU3BOACTBEHHBIX MJIONIAIKaxX, Ha KOTOPBIX OCYILECTBIISETCS
IIPOU3BO/ICTBO paccMaTPUBAEMOIr0 MEIUIIUHCKOrO U3eJIUs I JMAarHOCTUKA
in vitro. Ecau B OTHOLIEHHWH AaHHBIX TUIOINAJOK HUMEIOTCS CEPTH(DHUKATHI
CUCTEMBl MEHE/KMEHTa KadecTBa WM PABHOLIEHHBIE MOKYMEHTHI, TO MX

KOIMH MPUJIAratoTCs K TEXHUUeCKoMY (aiiy.
VIIIL. destensHoCTh 0 BepuduKaluy 1 BaTugalluu

9. Texnuueckuilt ¢ailn MOMKEH coaepikarb CICAYIOIINE CBEISHHUS U
JOKYMEHTBI 110 BEpH(PHUKALUUK U BaJTUJIAlMU, KOTOPBIE MCIIONL30BAIUCH JUIs
JIOKa3aTenbCTBA COOTBETCTBHSI MEIHULMHCKOIO H3JEIHs JUIST JIUArHOCTUKH
in vitro O0muM TpeboBaHusM OGe30macHoCTH U 3()PEKTUBHOCTH:

a) nepedeHb NPUMEHSIEMbIX MPOU3BOIUTENIEM MEAULIMHCKOTO W3JIeNIUsI
CTaHJapTOB;

0) pesynbTaTbl ~ HCHBITAHMH B HCIBITATEIBHBIX  JabopaTopusax
(eHTpax);

B) pe3yJbTaThl JJADOPATOPHBIX U (FUTH) 3aBOACKHUX HCIBITAHWII;
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T) IeK/IapauMi O COOTBETCTBUM CTaHAapTaM W3 IEPEYHsl CTAHAApPTOB,
B pe3yJibTare IPUMEHEHHs] KOTOPBIX Ha JIOOPOBOJLHON OCHOBE MOJHOCTBIO
HJIH 4aCTHYHO OOecredynBaeTcsi COOOAeHHE COOTBETCTBUS MEAULIUHCKOTO
M3JeIMsl JJIsl JUarHOCTUKHU in vitro OOmmM TpeGoBanusaM 0e30MacHOCTH |
3¢ peKTUBHOCTH;

) IeKJapallid O COOTBETCTBUM CTaHIAPTaM, KOTOPHIE HE BKIIFOUESHBI
B YKa3aHHBIA B MOJAMYHKTE «I'» HACTOSIIEro IIYHKTa IepeueHb
(c obocHOBaHMEM HX MPHUMEHEHHUSA);

€) 0030p OmyOJIMKOBAHHBIX JIUTEPATYPHBIX HMCTOYHMKOB B YACTH,
KacaloLIeicsl paccMaTpUBAEMOI0 MEJMIIMHCKOTO H3JEJIHs Ul TUAarHOCTHKH
In Vitro WiIx MoA00OHEIX MEUIIMHCKUX U3IEHUi;

’K) KIIMHUYECKOe JI0Ka3aTelbeTBO A(P(MEKTUBHOCTH U 0e30macHOCTH
MEIUIIMHCKOrO U3AEUs JUISI IUArHOCTUKHM In Vitro.

10. Texuuueckuii dailn no/mkeH comepikaTh CleayIOLIMe CBEICHUS 06
AHATUTHYECKON 3(PPEKTUBHOCTH MEJMIIMHCKOTO M3JeNIUs JUIS TUATHOCTHKH
in Vvitro (ecyiu NpuMEHUMO):

a) aHaJIMTHYECKas YyBCTBUTEIILHOCTD (TIOPOT OOHAPYKEHUS);

0) aHanMTHYeCKas CIEeHU(DPUUHOCTE;

B) MPaBUIILHOCTD OTIPE/IENEHMIA;

r) ciydaiiHas onimoka;

1) JaHHBIE O METPOJIOTMYECKOW  IPOCIICKUBAEMOCTH  3HAUYECHUI
KaJInOpaTopoB U KOHTPOJIbHLIX MATEPHAIIOB;

€) JaHHbIe 00 aHaIUTHYECKOM [IHala3oHe (1uanazoHe JTMHEHHOCTH —
JUIsT JIMHEHHBIX aHaJUMTUYECKHX CHCTEM), a TakKXKe OIIMCAHME METOJNOB
OIIpeJIe/ICHUS XapaKTEePHCTHK;

K) MaHHBlE 00 OIpEleNeHuH «TOYKH oTcedkn» (cut-off), BrirOuas

OIIKUCAHUE JIeTaIel MeTo1a OIPEICIICHUA XapaKTCPUCTHK,
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3) IOMYJISIMOHHbIE  (AeMorpadudecKie) — acleKThl  MPHMEHEHHs
MEJIMLIMHCKOTO U3eIUsl It JUarHOCTHUKH 1n Vitro.

1. Texuudeckuit Qaiin no/DKeH COAEpPIKATh CBEJEHUS O HAYUYHOM
00OCHOBAaHHOCTH aHAJIUTA (ECITH IPUMEHHMO).

12, Texnuueckuii daitn nomkeH cojepkars CBEIEHHS O KIHHUYECKOM
5} (QEKTUBHOCTH MEMIMHCKOTO H3/Ieusl Ul AUarHOCTHKH in Vitro, B ToM
YKCIIe (€C/IM MPUMEHHMO) JaHHbIE O AHATHOCTHYECKOH UyBCTBUTEIBHOCTH 1
JMarHOCTUYECKOH crielM(pUYHOCTH.

13. Texuuueckuil Qaitn nomkeH comepiaTh JaHHBIE O CTAOHIBHOCTH
MCIUIHUHCKOTO U3LEJINs 1/ TUATHOCTHKH in Vitro.

14. B ciyyae ecniy MEOULHMHCKOE H3JeIMe Uil JUATHOCTHKH in Vitro
BBIIIYCKAETCST B CTCPHJILHOM  BHJE, [PUBOJIUTCS OIMCAHUE METOJA
CTEpPU/IM3ALMM, BKJIIOYAsh OTYET O BaJMJAllMd B OTHOLICHWH IIpoliecca
CTEPUJIU3AIHH.

15. Texunueckuii daiin qowkeH BKITIOYATE B ceOsl KPATKOE H3JI0IKEHHE
pe3y/IbTaTOB JESATEILHOCTH MO BEPUPHUKALUMU U BATUIALUU TIPOrPAMMHOIO

066CHCLI€HI/IH, BBIIIOJIHEHHOM B OpraHu3allMu-IIPOU3BOUTEIIC,
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K TpeOoBaHUsAM K BHEIPEHUIO, TOIAEPKAHUIO
1 OLIEHKE CHUCTEeMbl MEHE/DKMEHTA KauecTRa
MEJMUMHCKUX HU3JIEHI B 3aBUCUMOCTHU

OT MOTEHIUAJILHOTO PUCKA UX IIPUMEHEHHUS

(bopma)

OTYET
0 pe3yJibTaTax HepuoJuieckoro (MIiaHoBOI0)
HHCIEKTHPOBAHMSI MPON3BOICTBA

Howmep otueTa

Opranusanys, MPOBOJIUBLIAS HHCTIEKTHPOBAHKE
POM3BO/CTBA (TIOJHOE M COKpaIlleHHOe (Mpu
HaJIMYMHU ) HAUMEHOBAHUS FOPUAAYECKOTO JINLA

(B TOM 4ncle GUPMEHHOE HAUMEHOBAHHUE ),
OpraHu3alMOHHO-TIpaBoBast (hopma u agpec (MecTo
HaXOK/ICHHS ))

I/IH(pOpMaI_[HH O INPOU3BOJUTEIC MEAHULIMHCKOIO U30CITHA:

Ilonnoe u cokpatieHHoe (pH HATHYKH )
HaUMEHOBAHUS FOPHIMYECKOTO JTHIA (B TOM YUCIIEe
(GupMeHHOEe HANMEHOBAHKE), OPrAHU3AIIMOHHO-
npaBoBas (hpopMma U ajipec (MECTO HAXOXKIEHHMS),
KOHTaKTHast ”HQOpMaIiys

OpranuszanroHHast CTPYKTypa u B3auMOelCcTBIE ¢
IOPUIHYECKUMH JIMI[AMHU B PAMKAX CHCTEMEI
MEeHeJKMEHTa KauyecTBa MeTUIIMHCKUX U3Ie]IHi

[lepeyeHb NPOU3BOICTBEHHBIX ILIOIIALOK

(c yKazaHHEM UX aJpecoB, MPOU3BOANMBIX
MEJIMUUHCKUX U3AEIHH, TPUMEPHON YHCIIEHHOCTH
COTPYIHUKOB, YUYaCTBYIOIIMX B IIPOIECCAX B
paMKax OLICHUBAeMOM cHCTEMbl MEHEHKMEHTA
Ka4yeCTBa, a TaKoKe KOHTAKTHOM MH(MOpMAaITiy )

[lepeueHb NPOU3BOIUMBIX MEAUIIMHCKUX U3IEITHH,
HaXOJAIUXCsl B O0paIlleHnH B paMKax
EBpa3uiickoro 3KOHOMHUYECKOI0 COr03a
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3.5

Ilepeuens rpynmn (TOATPYTIT) MEAUITMHCKHX
M3JICJIHH COIIACHO paHee BBIIAHHOMY 3aKITHOYEHUIO
0 COOTBETCTBHUH (C yKazaHueM HHPOPMAIHH O
BKJIFOUEHHMH (HEBKIIFOUCHHH ) TIPOIIECCOB
MPOEKTUPOBAHUS U pa3pabOTKH B 00JIACTE
UHCIIEKTHPOBAHHUS ITPOM3BOICTBA)

246

[lepedueHb KPUTHUECKUX [TOCTABIIUKOB

(c yKasaHUEM UX aJIpecOB, IOCTABIAEMBIX H3IETH
WITH OKa3bIBAEMBIX YCIYT, @ TAaK)Ke KOHTAKTHOMH
HH(pOpMaIiK)

Hudopmanus 00 MHCIIEKTHPOBAHKUH TIPOU3BOJICTEA:

JlaTbl IpoBeIeHUS MHCTIEKTUPOBAHUS
TIPOU3BOJICTBA, B TOM YKCJIE JAThl BBIE3IHBIX
MHCIIEKLINH POM3BO/ICTBA KAXKIOT0 MPOBEPEHHOTO
o0BekTa

4.2

CocTaB MHCIIEKIIMOHHON TPYTITIEI (C yKa3aHueM
(YHKIIMH 4ICHOB IPYTIEI, a TAKXKe CBeJAEHUH 00
Yy4acTBOBABIIMX [IEPEBOAUUKAX U 00 MHCITEKTOpaX
(aKcneprax), €CiiM TAKOBBIE IPUCYTCTBOBAIIH)

4.3

ITnan npoBeneHUs] MHCIIEKTHPOBAHHS
MPOU3BOJICTBA

PeByHBTaTBI HMHCIICKTUPOBAHUS [TPOU3BOACTBA (HO KaXXAOMY IPOBEPCHHOMY

00BEKTY):

5.1

OO1iee onrcanue NpoBepsieMoOn AesITeTbHOCTH
1 (MJIM) TEXHOJIOTHYECKUX TPOIIECCOB

5.2

DamMmuuK, UMeHa, oT4ecTBa (IIPHU HATHYNH )
M TOJDKHOCTH OIIPOIISHHBIX JIUI

3.3

HaumMeHnoBaHus METUITMHCKUX H3JIEIIHH,
BBIOPAHHBIX [UTSl IPOBEPKH B KAYECTBE
MpeJICTaBUTENLHBIX 00pa3IoB, a TAKKE
000CHOBaHHWE IAHHOT'O BEIOOpaA

5.4

Tuner 1 KOIUYECTBO MPOBEPEHHBIX JOKYMEHTOB U
3arncen
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IlepedeHb BBISIBIEHHBIX HECOOTBETCTBUI CHCTEMBI
MEHEDKMEHTA KauecTBa MEIULIMHCKUX U3ECIIHI
TpeboBaHUAM K BHEIPEHUIO, MOJIEPIKAHMIO U
OLIEHKE CUCTEMBbl MEHEIKMEHTA Ka4yeCcTBa
MEeTULIMHCKUX H3/EIHH B 3aBUCUMOCTH OT
NOTEHIMAIBHOIO PHUCKA HX TIPUMEHEHUS

5.6

Hudopmaliyis 0 HeCOOTBETCTBHSIX, YCTPAHEHHBIX B
[IPOLIECCE UHCIIEKTUPOBAHUS TTPOU3BOJICTRA,

a TaK)Ke O CPOKax IPOBENEHUS KOPPEKTHPYIOLIUX
JEUCTBUM B OTHOLLIEHUH HEYCTPAHEHHBIX
HECOOTBETCTBUHI U hopMax MONTBEPKIEHHU
IIPOBEJICHUS TAKUX JIeHicTBUM (TIpeicTaBlIeHHe
IIOATBEPXKAAIOIIEH TOKYMEHTAIlUU UK IIPOBEPKa
Ha MeCTax)

D

MNudopmanus o panee BEISIBICHHBIX
HECOOTBETCTBUSX U pe3ylbTaTax MpoBejIeHus
KOPPEKTUPYIOLUX U (WITH) IPeAyTIPEKTArOIINX
NeHCTBUH

BriBomsr:

3aKII0YEeHHE O COOTBETCTBUHU (HGCOOTBGTCTBI’II/I)
CHUCTEMBI MEHEIKMEHTA KayeCcTBA MCAHULIMHCKHUX
531 (05071 Tp€60BaHI/IHM K €€ IoJACpKaHuo B
dKTYaJIbHOM COCTOAHHH

Damunuu, UMeHa, 0T4ecTBa (MPH HATHYKH)
U JIOJZKHOCTH MHCIIEKTOPOB

lloanucu, neyats (MPH HAJTUIHH )
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K TpeOoBaHusIM K BHEIPEHHIO, OIICPIKAHUIO
M OIIEHKE CUCTEMBI MEHE)KMEHTA KauecTBa
MEIMIIUHCKUX U3JIEeJIMH B 3aBUCUMOCTH

OT MOTEHIHAJILHOIO PUCKA UX IPUMEHEHUSI

(bopma)
OTYET

0 pe3yJ/ibTaTaX BHENJIAHOBOI0 HHCIEKTHPOBAHMS MPOU3BOACTBA

Homep otuera

Opranu3zanus, IpoOBOJIMBIIAS MHCIIEKTUPOBAHHE
IIPOU3BOACTBA (ITOJIHOE U COKpallleHHOe (Tpr
HaJIMYMK) HAUMEHOBaHHUS FOPUIMUIECKOr0 JINLA

(B TOM 4ncie hupMeHHOe

OpraHu3alOHHO-IIpaBOBast (pOpMEl H aJipec (MGCTO

HAXO0XKJICHUS))

HAaUMEHOBAHUE),

HHCI)OpMaI_IHH O NPOMU3BOJUTEIC MCOUIITMHCKOTO U3/ICIIHSL:

ITonHoe U coxpaleHHoe (TIPU HATMYHH )
HAVMEHOBAHHUs FOPUAMYECKOro JIKLA (B TOM YHCIIe
(upMeHHOe HAMMEHOBAHHUE ), OPraHU3aI[HOHHO-
npaBoBas popma u ajpec (MECTO HAXOXKIEHNS),

KOHTaKTHast “HGOpMaIus

£

OpranuzalMoHHas CTPYKTypa U B3aUMOJIEHCTBHE C
IOPUIMYECKUMH JIMIaMH B paMKaX CUCTEMbI
MEHEJPKMEHTA KaueCcTBa METUIIMHCKUX H3/Ie/IUH

3.3

IlepedyeHb NPOU3BOJCTBEHHBIX TIOIIAI0K
(c ykazaHHeM UX aJpecos,
MEJULMHCKUX U3AENNH, TPUMEPHOH YHCICHHOCTH
COTPY/HUKOB, YYaCTBYIOILIUX B ITpoLIeccax

B paMKax OLIEHUBAeMOM crcTeMbl MEHEHKMEHTA
Ka4yecTBa, a TaKXKe KOHTAKTHON WH(OpMAaI|H )

IPOU3BOJUMBIX

3.4

Ilepeuennb MPOU3BOAMMBIX METUIIMHCKUX U3/CITHHA,
HaXOJALMXCS B 00pallleHNH B paMKax
EBpa3uiickoro 3KOHOMHYECKOI'0 COI03a
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3.5

Ilepedensb rpymni (TTOATPYII) MEAUITHHCKAX
M3JIeJIMI COIVIacHO paHee BBIIAHHOMY 3aKJIFOUEHHUIO
O COOTBETCTBUHU (C yKa3aHHEM HH()OPMAIUH O
BKJIFOUEHUH (HEBKIIIOUEHHH ) TTPOIIECCOB
IIPOEKTHUPOBAHUS U pa3paboTKH B 001aCTh
MHCIIEKTUPOBAHUS TIPOU3BOICTBA)

3.6

IlepeyeHb KPUTUUECKUX ITOCTABIIHKOB

(¢ yKasaHUeM UX aJlpecoB, OCTABISEMbIX H3/IEJHil
VI OKa3bIBAEMbIX YCIIYT, a TAK)Ke KOHTAKTHOM
UH(pOpMALIKK)

HNudopmaryst 00 MHCIIEKTHPOBAHUHU TIPOU3BOJICTBA:

JlaThl IpOBeICHUS] HHCIIEKTUPOBAHUS
MPOM3BO/ICTBA, B TOM YHCJIE JIAThI BBIE3AHBIX
MHCIIEKIUH [TPOU3BOJICTBA KaXkKI0TO ITPOBEPEHHOIO
obBeKTa

4.2

CocTaB HHCIIEKLIIHOHHOM IpyTinbl (C yKa3aHueM
(YHKIMH 4IeHOB TPYIIIEI, a TAKKE CBEJICHUN 00
Yy4acTBOBABILIMX I1€PEBOIINKAX M 00 MHCIIEKTOPAX
(9KCcnepTax), €ciau TaKOBEIE TIPUCYTCTBOBAJIH)

4.3

HCJ'[B H 3a1a91 HHCIIEKTUPOBaHHKA IIPOU3BOACTBRA

4.4

Conepn{aHHe 1 00BeM HHCIIEKTUPOBaHKA
IIPOU3BOACTBA

PGBY.HBTHTBI HHCIICKTHUPOBAHUA ITPOU3BOACTBA JIJIS KAXKJI0I0 IIPOBEPEHHOI0

00BeKTAa:

5.1

OO1wee onucaHme MpoBEPsIeEMOit 1A TENLHOCTH
1 (MJI1) TEXHOIOTHIECKHX IPOIIECCOB

5.2

Damunun, UMeHa, oT4ecTBa (MPH HATTHIMH)
U JOJDKHOCTH ONPOLLICHHBIX JTHIT

2.

HanmenoBanus MEOULUHCKHUX HS,HGHHﬁ,
Bbl6paHHBIX AJL TIPOBEPKH B KaA4ECTBE
I[IpeaCTaBUTCIIbHBIX o6pa3u013, a TakKXxe
obocHOBaHHE JaHHOTO Bmﬁopa C Y4eTOM LICIH
HHCIICKTUPOBAaHHA IPOU3BOICTBA

5.4

THIIBI 1 KOTMYECTBO MPOBEPEHHBIX JTOKYMEHTOB U
3arnceit




5.2

[lepeueHb BBIABICHHBIX HAPYIIIEHUH U
HECOOTBETCTBUN CUCTEMbBI MEHEDKMEHTA Ka4eCcTBa
MeJMIMHCKUX u3aenuit TpeboBaHuIM K
BHEJIPEHUIO, NOJIEPYKAHUIO U OLIEHKE CUCTEMBI
MeHePKMEeHTa Ka4yecTBa MeIMLIMHCKUX U3/ICITHH B
3aBUCHMOCTH OT NOTEHI[HAJIBHOTO PHCKA HX
IPUMEHEHUS

5.6

HNudopmanus o HapyIIeHHAX, YCTPAHEHHBIX B
[IpoIecce HHCIIEKTUPOBAHUS IPOU3BOICTBA,

a TaKXe 0 CPOKax IPOBEACHUS KOPPEKTHPYIOLINX
JEWCTBUH B OTHOLIEHHWH HEYCTPaHEHHBIX
HapyLIeHuH U popMax MoATBEPIKIACHUS
[IPOBEECHUS TAKUX NEUCTBUM C YUETOM IIEIU
UHCIIEKTUPOBAHUS IPOU3BOJICTBA

BrIiBobL:

3aKIIIOYeHHEe O COOTBETCTBUU (HECOOTBETCTBUH)
CUCTEMbI MEHEDKMEHTA KaueCcTBa MEAMIIMHCKIX
u3enui TpeboBaHHUAM K e BHEIPEHHIO |
NOJIePIKaHHUIO B aKTYaIbHOM COCTOSIHHM C YYETOM
(eI MHCIICKTUPOBAHUS TIPOU3BOICTRBA

DaMuiiny, UMeHa, oT4ecTBa (TIPH HaTHYHH )
U JIOJDKHOCTU MHCIIEKTOPOB

[ToamucH, nevats (Ipu HAJTMYUH )




