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O TpeboBaHMAX K BHCAPCHHUIO, IOMACPKAHHUIO H OLCHKE CHCTEMEI MEHEIDKMEHTa Ka4eCTBa
MEIUIMHCKHAX U3AEIHH B 3aBECAMOCTH OT IOTEHITHAILHOTO PHCKA MX IIPUMEHESHHUA

Pemennie CoBera EBpasuiickoit axoHoMuueckoit komuccun ot 10 HostOps 2017 roma Ne 106.

B cootBerctBun ¢ nyHkTom 2 ctatbu 31 JloroBopa o EBpasuiickoM 3KOHOMHYECKOM
coroze oT 29 mas 2014 roga, nynktoMm 1 ctatbu 6 CormaimieHus 0 €UHBIX NPUHIUMIIAX U
npaBuiax oOpalleHUus MEIUIMHCKUX W3ACHUN (M37eauid MEIUIMHCKOTO Ha3HAYCHUS U
MEJUIIMHCKON TEXHUKH) B paMKax EBpa3uiickoro sKOHOMHUYECKOro coro3a OT 23 aexalps
2014 ropa, myuktom 107 mnpunoxenuss Ne 1 k Permamenty pabotel EBpaszmiickoii
SKOHOMHYECKOM KOMHMCCHUH, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMHUYECKOTO coBeTa oT 23 aekadbpst 2014 r. Ne 98, u B nensx ucnojHeHus: Pemenus
Bricmiero EBpasuiickoro skoHommueckoro coeta ot 23 mexadbps 2014 r. Ne 109 "O
peanuzanuu CornameHuss 0 eANHBIX MPUHLUINAX U MPaBWIaX OOpAIeHUS METULIHUHCKUX
W3AeNuil (M30eIuid MEIUIIMHCKOrO Ha3HAY€HUs W MEIMIIMHCKOM TEXHHKH) B paMKax
EBpasuiickoro sxoHoMuueckoro corsa" CoBeT EBpa3zuiickoii SKOHOMUYECKON KOMHCCUHU
pemmi:

1. Y1Bepauts npunaraembie TpeOGoBaHUs K BHEIPEHUIO, TOAJICPKAHUIO U OIICHKE
CUCTEMbl MEHE/DKMEHTa KaueCcTBa MEIUIIMHCKUX U3JEJIUA B 3aBUCUMOCTH OT
MOTEHITMAIBHOTO PUCKA WX TIPUMEHEHHUS (fanee — ' peboBanms).

2. YCTaHOBUTH, YTO:

a) B TeueHue 12 MecsleB ¢ 1aThl BCTYIUICHUS HacTosero Pemenus B cuiy:

OIIEHKA CUCTEMbI MEHEKMEHTA KaueCcTBA MPOU3BOAUTENS MEIUIIMHCKOTO MU3AEIUS Ha
cootBeTcTBHE TpeOOBaHUSIM HE MPOBOAUTCS;

[P NOAayue 3asiBJICHUS O PErUCTPAllUd MEAUIIMHCKOTO U3IENUS Kilacca MOTEHIUAIBHOTO
pHUCKa MpUMEHEeHUs 2a (711 MEUIIMHCKUX U3JIEINH, BBITYCKAEMbIX B CTEPWILHOM BHJIE), 20
WU 3 B COCTaBE PETUCTPALIMOHHOIO JOChE MPEACTABIAIOTCSA TOKYMEHTHI, TOATBEPKAAOLINE
HaJIMyue y TPOU3BOIUTENSI MEAUIIMHCKOTO U3JIeNNs YCIOBUM MPOU3BOACTBA 3asBJICHHOTO IS
PETHCTPAINA MEIUIIMHCKOTO W3JIEIHs, COOTBETCTBYIOIIMX TPEOOBAHMIM 3aKOHOATEIHCTBA
rocy/iapcTBa — wieHa EBpa3uiicKoro 3KOHOMHYECKOIO COK03a, B YIOJHOMOUYEHHBIN OpraH
KOTOPOT'0 TMOJAETCsl yKa3aHHOE 3asBjeHUE (MPU HAIMYMM TaKWX TpeOOBaHUIi), U KOMUU
cepTudUKATOB COOTBETCTBUSI CHCTEMbl MEHEI)KMEHTAa KauecTBa TPeOOBaHUSIM CTaHAapTa
I'OCT ISO 13485 "U3nenna meauimackue. CucTeMbl MEHEKMeHTa KadecTBa. CHucTeMHEIE
TpeOOBaHUS I IIeJed peryJaupoBaHus" WJIM COOTBETCTBYIOIIETO HAIMOHATBLHOTO (
rOCyJIapCTBEHHOTO) WU MEXIyHApOJHOTO CTaHAapTa, a TaK)Ke KOMHWU OTUETOB O paHee
MPOBEJECHHBIX MHCIEKIUAX Ha cooTBeTcTBHE cTanAapty [SO 13485 (mpu Hanuuum);



0) MPOM3BOIUTENN MEAUIIMHCKUX U3JIETTUH, 3apETUCTPUPOBAHHBIX B TeueHue 12 mecsien
C JaTbl BCTYIUIEHUS HacTosmero PemieHuss B cuily B COOTBeTCTBUM ¢ [IpaBunamu
pPErUCTpaiii M JKCIEPTHU3bl 0€30IMacHOCTH, KadecTBa M 3(M(PEKTUBHOCTH MEIUIIMHCKUX
u3aenui, yreepxkaeHubiMu Pemienuem CoBeta EBpa3uiickoil 52KOHOMUYECKONH KOMUCCHU OT
12 ¢espans 2016 1. Ne 46, nMo/mKHBI MOATBEPAUTH BHEIPEHUE CHCTEMBl MEHEIKMEHTA
KauecTBa MYTEM IMPOXOKIACHUS BHEIUIAHOBOTO WHCIEKTUPOBAHUSA MPOU3BOJACTBA B
COOTBETCTBUU C TpeOoBaHUSIMHU B TEYEHHE 2 JIET C AAThl PETUCTPAlMU MEAUIIMHCKOTO
W31eus;

B) a03alpl TpeTuil U 4yeTBepThid MyHKTa 3 TpeOoBaHMI BCTYMAarOT B CUJY C JAThl
BCTYIUICHUS B CWJIY ITOJIOKECHUM O BHECEHMHM COOTBETCTBYIOIIMX M3MeHeHHH B llpaBuiia
pErucTpalu M SKCIEepTU3bl 0€30MacHOCTH, KadecTBa M 3(P(PEKTUBHOCTH MEIUIIMHCKUX
u3aenuil, yreepxkaeHusie Pemennem Coseta EBpasuiickoil 3koHOMUYECKON KOMHCCUU OT 12
dbeppaiisg 2016 1. Ne 46.

3. Hanmenenne WHCOEKTUPYIOMIMX OPraHU3alUid MOJHOMOYHSMHU O MPOBEIACHUIO
UHCIEKUUN TMPOU3BOAUTENEH MEIMUIUHCKUX H3JEIUNA OCYIIECTBISETCI OpPraHOM
rOCyJapCTBEHHOM BJIACTH IOCYIapCTBA — 4jieHAa EBPasHiiCKOrOo 3KOHOMHUYECKOIO COX03a,
YIIOJTHOMOYEHHBIM Ha OCYIIECTBICHHE M (WJIM) KOOPAMHAIMIO JEATEIBHOCTH B cdepe
oOpallleHUs] MEIUIIMHCKUX U3JICJIMM Ha TEPPUTOPUHU ITOTO roCyAapCcTBa, B COOTBETCTBUU C
TpeOOBaHUSAMH K TaKUM OpTaHU3AIUsAM, YTBEpKJIaeMbIMU EBpa3uiickoil SKOHOMUYECKOM
KOMMCCHEM.

4. Hacrosmee Pemenue Bctynaer B cuily no ucredeHuu 10 kameHaapHbIX THEN C JaThl
ero o(UIMaTBHOTO OMyOJIUKOBAHUS.

Wrensr CoBera EBpa3sniticKoil 3KOHOMAYECKOH KOMHUCCHM:

Ot PecrryGnmxa Ot PecyOmuaxm Ot Peciry O Ot Ksipreiscroit Ot Poccwmiickoit

Apvenns Bemapycn Kazaxcran Pecoy6maxn ®denepann
B. I'a6puemnsta B. MariomeBcknit  A. Mamun T. AGgpirynos H. IllyBanos
VTBEPXJIEHBI

Pemennem CoBeta
EBpaswuiickoii 5KOHOMUYECKOH
KOMHUCCUHU

ot 10 Hos0pst 2017 1. Ne 106

TPEBOBAHMA
K BHEPECHUIO, NOANCPKAHHUIO H OIICHKE CHCTEMEI MEHE/DKMEHTA Ka9€CTBA METUIMHCKAX M3/ICIIHA
B 3aBHCHMOCTH OT IIOTCHIIHAIILHOI'O PHCKA MX IIPUMECHCHHS

1. OOmue monoxeHus



1. Hacrossmue TpeGoBanusi pa3paboTaHbl B COOTBETCTBUHM C MyHKTOM 2 cTaThu 31
JoroBopa o EBpa3niickoM 3KOHOMUYECKOM cot03€ oT 29 mas 2014 rona u nyHkToM | ctaTbu
6 CornameHusi 0 €IMHBIX MPUHIHUIAX W MpaBUiIax 0OpalleHUs MEIUIMHCKUX H3Aeaui (
U3JICJINN MEIUIIMHCKOTO Ha3HA4YeHUs U MEIUIIMHCKON TeXHUKH) B pamkax EBpaszuiickoro
AKOHOMMYECKOTO coro3a oT 23 nekadpst 2014 roga u ycTaHaBiIMBalOT B paMkax EBpazuiickoro
HAKOHOMHUYECKOTO0 coto3a (nanee — Coro3) TpeOOBaHUS K BHEPEHHIO, MOJEP>KAHUIO U OLIEHKE
CUCTEMbl MEHE/KMEHTa KaueCcTBa MEJUIIMHCKUX U3JeJIUA B 3aBUCUMOCTH OT
MOTEHIHUAJIBHOTO PUCKA UX TPUMEHEHHUS.

2. lns ueneit Hactosmux TpeOoBaHUN MCTIONB3YIOTCS MOHSATHS, KOTOPhIE O3HAYAIOT
ClIelyIonIee:

"MHCIIEKTUPOBAHUE MPOU3BOJCTBA' — OLIEHKA YCIOBHUM NPOU3BOJACTBA U CHUCTEMBI
MEHEPKMEHTa KayeCcTBa MPOU3ZBOJUTENS MEIUIIMHCKOTO H3JIeJINsl Ha COOTBETCTBUE
HacTOSIIIUM TpeOOBaHUSIM;

"MHCIIEKTHPYIOLIass OpraHM3anus’ — YNOJHOMOYEHHBIM OpPraH WJIM OpraHW3amus,
HaxoAsmascs B BeJACHUM (MOJAYMHEHWH) YIOJHOMOYEHHOTO OpraHa W HaJelIeHHas
MOJTHOMOYHUSIMU TIO TIPOBEJACHUIO0 MHCTIEKTUPOBAHUS TPOU3BOJICTBA MEUIIMHCKUX U3JIETTUN;

"KoppekTupymliiee AeucTBUE"' — neicTBUE, MPEANPUHATOE MPOU3BOAUTEIEM
MEJIUIIMHCKUX U3JEIHH C IEIbI0 YCTPAHEHUS IPUUYUHBI OOHAPYKEHHOT'O HECOOTBETCTBUSI WIIH
HEKEJIATENILHOT0 COOBITHS,

"koppekuua" — neWcTBue, MPEANPUHATOE B LENAX YCTpPAaHEHUS OOHApY>KEHHOTO
HECOOTBETCTBUS;

"KPUTUYECKHUI OCTAaBIIMK" — IMOCTABIIUK, MPOAYKIHS WIH YCIYTH KOTOPOTO OKAa3bIBAIOT
MpsSIMOE BIIUSIHUE HA O€30MacHOCTh U (WK) 3(HPEKTUBHOCTH METUIIMHCKOTO U3JIETHS;

"HeT0OpOKaYEeCTBEHHOE METUIIMHCKOE M3/eNue’ — MEIUIIMHCKOE U3J/IeNine, KOTOpoe He
COOTBETCTBYET OOIIMM TpeOoBaHUAM 0€30NacHOCTU U S(PPEKTUBHOCTH MEIMIIMHCKHUX
u3genuid, TpeOOBaHUSIM K HUX MapPKUPOBKE, TEXHUYECKON U OSKCILUTyaTallMOHHOMN
JOKYMEHTAIlMM Ha HUX M HE MOXET ObITh 0€30IMMacHO HCIOJb30BaHO IO HA3HAYCHHIO,
YCTaHOBJIEHHOMY ITPOU3BOJIUTEIIEM;

"OlLIEHKA CUCTEMbl MEHEPKMEHTA Ka4yeCTBa MEAULIMHCKOTO U3AENUA" —TIOATBEPKICHUE
BHEJIPEHUS, TOAICPKaHUS U PE3YJbTaTUBHOCTU (PYHKIIMOHUPOBAHUSI CUCTEMbI MEHEKMEHTA
KauecTBa MEIMIIMHCKUX W3JeNuid Uil oOecredYeHUs COOTBETCTBHSI BBHITYCKAEMBIX B
oOpamienne B pamkax Coro3a MEAUIMHCKUX U3ACIUA NMPUMEHUMBIM K HUM OO0umm
TpeOoBaHMAM OE30IMaCHOCTH M 3(PHEKTUBHOCTH MEAUIIMHCKUX H3JICIUMA, TPEOOBAHHUAM K HUX
MapKUPOBKE, TEXHUUECKON M IKCIUTyaTallMOHHOW JOKYMEHTAIlUM Ha HUX, YTBEPXKICHHBIM
Pemenniem CoBeta EBpasmiickoii skoHOMHUECKO# kKoMuccuu ot 12 deBpains 2016 1. Ne 27;

"MOCTIPOJIaYKHBIT MOHUTOPUHT" — CUCTEMa cOOpa M aHajdu3a JAHHBIX MPOU3BOAUTENS
MEJIUIIMHCKUX U3JEIUN O MPUMEHEHUN MEAUIIUMHCKUX U3JIETTUNA, OTCICKUBAHUU U BBISIBICHUU
NOOOYHBIX IEUCTBUI MEIUIIMHCKUX U3JEJIHUIA B MPOIECCE UX IKCILTyaTalllu;



"mpenynpexaaroliee AelcTBUE" — NEHCTBUE, MPEANPUHATOE B LENSAX YCTPAHEHUS
MPUYUHBI TOTEHITMATBLHOTO HECOOTBETCTBUS UJTM MOTEHIIMAIBHO HEXKENATeIbHOW CUTYalINH;

"MpOM3BOJCTBEHHAs TUIOMIAAKA" — TEPPUTOPHAIHHO 000COOJIEHHBIA KOMIIIEKC,
peHA3HAUYCHHBIN JJIS1 BHIIOJIHEHUST BCETO Mpoliecca MPOU3BOJICTBA MEUIIMHCKOTO U3/IECTHUs
WJIU €r0 OMpEETICHHBIX CTa N,

"cucTeMa MEHEI)KMEHTa KauecTBa MEIUIMHCKUX HW3AeNUi" — opraHu3alMOHHAs
CTPYKTYpa, (YHKIUMU, MPOIEAYypbl, MPOIECCHl U Pecypchl, HEOOXOAUMBIC JIs
CKOOPJAMHUPOBAHHON JNIESITEIHLHOCTH IO PYKOBOJCTBY W YIIPABICHHIO OpraHu3aluen —
MIPOU3BOJIUTENIEM MEAUITUHCKUX U3ETUN TPUMEHUTEIBHO K Ka4eCTBY;

"YIIOJTHOMOYEHHBI Opran" — oprad rocyJapCTBEHHOM BJIAaCTU TrOCyJapcTBa — 4djieHa
Coro3a, yroJTHOMOUYCHHBIN Ha OCYIIECTBIICHHUE U (MJIM) KOOPIUHAIIMIO JIEATEIBHOCTH B cepe
oOparieHusi MEIUIIMHCKUX U3JEIHA Ha TEPPUTOPHUH 3TOTO TOCYAapCTBa;

"yCII0BUS MPOU3BOJICTBA" — HHPPACTPYKTYpa U MPOU3BOJICTBEHHASI Cpe/ia, HEOOXOIUMbIE
1. 00ecredYeHus] COOTBETCTBUSI MPOU3BOJUMBIX MEAUUMHCKUX wu3Aenui OOmum
TpeboBaHusAM 3P(PEKTUBHOCTH M O€30MaCHOCTH, TpeOOBaHUSAM K HX MapKHPOBKE,
TEXHUYECKOM M HIKCIUTyaTallUOHHOW JTOKYMEHTAllMM Ha HUX, YTBEPXKJIACHHBIM Pelenuem
Cosera EBpa3uiickoit s5koHOMUYeCKOH kKomuccuu oT 12 deBpanst 2016 1. Ne 27.

CHocka. [TynkT 2 ¢ usmMeHeHnueM, BHeceHHbIM penienneM CoBera EBpaszutickoit
skoHOMHUeckoil komuccuu ot 19.08.2022 Ne 133 (BcTynaet B cuity o ucteuenuu 30
KaJICHJIApHBIX THEH C 1aThl ero 0(QUIIMaTBLHOTO OMyOJIUKOBAHUS).

II. Tpe6oBaHMs Kk CHCTEME MEHEDKMEHTA Ka9eCTBA MEJUIIMHCKHIX W3/IEJINi B 3aBHCHMOCTH OT
MOTEHIMAIBHOT'O PUCKA X IIPUMEHEHHS

3. IlpousBoautenu MEIUIUHCKUX H3ACIUN (3a HUCKIIOYEHHUEM IPOU3BOJAUTENECH
MEIUIMHCKUX M3JICJINM Kjacca MOTEHIUMAIBHOIO PHUCKAa MPUMEHEHHS | M HECTEPUIIbHBIX
MEJIUIIMHCKUX W3/ Kilacca MOTEHIIMAILHOIO PUCKA MPUMEHEHHUS 2a) 10 MpeCTaBICHUs
JOKYMEHTOB IS PETUCTPAIlMA MEIHMIIMHCKUX HW3JSIUH 00sA3aHBl BHEAPHUTH CHCTEMY
MEHEPKMEHTA KadeCcTBa MEIMIIMHCKUX H3JICIUN B 3aBUCUMOCTH OT Kjacca IMOTSHIIMAIILHOIO
PHUCKa UX MPUMEHCHHUS.

[Tpou3BOAUTENN METUIIMHCKUX M3AEIUN Kilacca MOTEHIIMATIBHOTO PUCKa MPUMEHEHUs | 1
HECTEPWIBHBIX MEIUIHUHCKUX W3AEIWNA Kjacca MOTCHUHUAIBLHOTO PUCKAa MPUMEHEHHS 2a
BIIPABE BHEJPUTH U MOJAECPKUBATH CUCTEMY MEHEIKMEHTA Ka4€CTBAa MEAUIIMHCKHAX U3]ICIIUH.

B ciiyyae eciiv npou3BOAMTENN MEIUIIMHCKUX U3AEIUN KJIACCa MOTEHIIMAIBHOTO PUCKa
NpUMEHEHHUSI | W HECTEPUIbHBIX MEIUIMHCKUX M3AECIUM Kjacca MOTCHIHAJIbHOIO PHUCKa
MIPUMEHEHMS 2a TPOIUIN OLEHKY CUCTEMbI MEHEI)KMEHTA Ka4yeCTBa MEAUIIMHCKOTO U3/ETHs,
BKJTIOUYAIONIYIO MPOIECCHl MPOESKTUPOBAHUS U Pa3pabOTKU, B COOTBETCTBUU C HACTOSIIIUMU
TpeboBaHnusiMU, TO B T€UCHUE CpOKa JACHCTBUS 3aKJIFOUEHHUS, COJIEPIKAIIECTOCS B OTYETE I10



pe3ysibTaTaM MPOBEICHUS WHCIEKTUPOBAHUSA IPOM3BOJICTBA, BHECEHHE HW3MEHEHUN B
PErUCTPALIMOHHOE J0ChE€ TAKMX MEIULMHCKUX W3JENIUA OCYILIECTBISETCS 0€3 MpOBEACHUS
AKCIIEPTU3BI O€30MaCHOCTH, KauecTBa U 3 (HEKTUBHOCTH B YBEIOMUTEITHLHOM TOPSIIIKE.

[Ipou3BOaAUTENs MEIUIIMHCKOTO HU3JI€JIUs B TE€YEHHE 2 MECSILEB CO JHS BHECEHUS
W3MEHEHHN B JIOKYMEHTBl PETHCTPALMOHHOIO JOChE, MPEICTABICHHOIO ISl PETUCTPALUU
MEIUIMHCKOTO U3/IENH, YBEAOMIIIET O BHECEHUU COOTBETCTBYIOIIMX U3MEHEHUH 10 (popme
B COOTBETCTBUM ¢ mnpuinoxeHnueM Ne 7 k IlpaBwiaM perucrtpanum M HKCIEPTU3BI
0e30macHOCTH, KadyecTBa M A(PPEKTUBHOCTH MEIUIMHCKUX W3JEIUMA, YTBEPKICHHBIM
Pemennem Coeta EBpasuiickoil skoHOMuYeckot komuccuut ot 12 despans 2016 r. Ne 46,
YIIOJTHOMOYEHHBIA OpraH, BBIIABIIMNA PETHCTPALMOHHOE YJIOCTOBEPEHUE MEIUIIUHCKOIO
W3JIEIINSL.

4. ITpou3BOAUTENN METULIMHCKUX U3AEJIHI KJIACCOB MOTEHIIMAIBHOTO PUCKA MPUMEHEHUS
2a (1 METUIMHCKUX U3/IeNTUH, BBIITYCKAEMbIX B CTEPUIILHOM BUJIE) U 20 10 Mpe/ICTaBICHUS
JOKYMEHTOB [IJI1 PETUCTPAIlMA MEIUIMHCKUX HW3JETUi 0053aHbl BHEAPUTH CUCTEMY
MEHEKMEHTa Ka4yeCTBa MEAUIIMHCKUX M3JIETIUi (32 UCKIIOYECHUEM BHEIPEHHS MPOIECCOB
MPOEKTUPOBAHUS U Pa3pabOTKH).

5. [IpousBoauTENN MEAUIMHCKUX U3JIETUI KJIacca MOTEHIMAIBbHOIO PUCKa TPUMEHEHHUS 3
710 TIPEJICTABJICHUS IOKYMEHTOB ISl PETUCTPALIMN MEIUIIMHCKUX U3 00s13aHbl BHEAPUTD
CHCTEMY MEHE/DKMEHTAa KayeCcTBa MEIULMHCKUX M3AEINM, BKIIOYAIOIIYH MPOLECCHI
NPOEKTUPOBAHUS U Pa3pabOTKH.

6. Cucrtema MEHEIKMEHTA KauecTBa MEIUIIMHCKUX HU3JENUA JOJKHA 00ecreYynuBaTh
COOTBETCTBUE BBIMYCKaeMBIX B oOpamieHne B pamkax Coro3a MEIUIIMHCKUX H3ICTUN
MPUMEHUMBIM K HUM OO1UM TpeOoBaHUSIM 0€30MacHOCTU U A3(DPEKTUBHOCTU METUIIUHCKUX
u3genui, TpeOOBaHUSIM K HUX MapPKUPOBKE, TEXHUYECKONW M OSKCILUTyaTallMOHHOMN
NOKYMEHTAllM Ha HUX, yTBEpKJIcHHBIM PemenneM CoBera EBpa3suiicKoil SKOHOMHYECKOU
komuccuu ot 12 depans 2016 r. Ne 27 (manee — OOmme TpeOoBaHUS OS30MACHOCTH H
3¢ HeKTUBHOCTH).

7. s BHEOpEeHUs] CUCTEMbl MEHEKMEHTA KadyeCTBa MEIUIMHCKUX W3JIEIUN
IPOU3BOAUTENH MEAUIIMHCKUX U3JEIUI 0053aH:

a) pa3paboTaTh JOKYMEHTUPOBAaHHbIE TPEOOBaHMS K yIPAaBJIECHUIO PUCKAMHU Ha BCEX
ATarnax >KU3HEHHOTO IIUKJIA MEAUIIUHCKUX U3IECITUM;

0) omnpenenauTh MPOLECChl, HEOOXOAUMBIE JJI PE3yJbTATUBHOIO (PYHKIHOHUPOBAHUS
CUCTEMBbl MEHEI)KMEHTa KauyecTBa MEIMIMHCKUX U3JENuil (Janee — MpOLEcChl), H
MIPUMEHEHHE TTPOLECCOB B OPTaHU3AllUM — MPOU3BOIUTENE METUIIMHCKUX U3ACITUN;

B) ONIPEACIIUTH MOCIIEI0BATEIBHOCTh U B3AUMOCBSA3b MIPOIIECCOB;

I') OIPEETUTh KPUTEPUHU U METObI, HEOOXOAUMBIE JJI 00ecTeUeHUs pe3yIbTaTUBHOCTH,
Kak MPH OCYIIECTBICHUU ITPOLECCOB, TAK U IIPU YIIPABICHUU MIPOLIECCAMU;

n) obecneynBaTh HAJIMYKME YCJIOBUW MPOU3BOJCTBA, PECYpPCOB W HH(POPMAIIUH,
HEOOXOJAMMBIX JJIs1 MOAJIEP>KAHMS IPOLECCOB U OCYIIECTBICHHUSI MOHUTOPHHIA ITPOLIECCOB;



€) OCYUIECTBIIATh MOHUTOPUHT, U3MEPEHUE (TI€ MPUMEHUMO) U aHAJIU3 MTPOIIECCOB;

) TPUHUMAThH MEPbI, HEOOXOUMBIE VISl TOCTUKEHHUS 3aIJTAHUPOBAHHBIX PE3YyJIbTATOB U
MOAICP>KaHUS Pe3yIbTaTUBHOCTH MPOLIECCOB.

8. Bce nyieMeHTBl CHUCTEMbl MEHEPKMEHTa KauyecTBa MEIUIIMHCKUX H3IeTui (
OpraHU3allMOHHAS CTPYKTYpa, METOJIUKU U OMUCAHUE MPOIECCOB) JOJKHBI JOKYMEHTAIBHO
0(QOPMIISITHCS U TTOJIEP)KUBATHCS B aKTYaJIbHOM COCTOSTHUU.

JlokyMeHTaIus CUCTEMbl MEHE/KMEHTA KauecTBa MEAUIIMHCKUX M3AeIHil odopmisieTcs
Ha OyMa)KHOM HOCHUTEJE, a B CIIy4ae eCJIM 3aKOHOATeIbCTBOM rocynapctsa — wiena Coroza (
Janee — TOCYIapCTBO-YJIEH) NPEAyCMOTpeHa BO3MOXKHOCTh O(OpMIIEHHS YKa3aHHOU
JOKYMEHTAIlMU B 3JIEKTPOHHOM BHJI€, — HA 3JIEKTPOHHOM HocuTene. Takas JOKyMEHTalus
MIPEJICTABIISIETCSI HA PYCCKOM SI3BbIKE WJIM C 3aBEPEHHBIM ITPOU3BOJIUTENIEM B YCTAaHOBJICHHOM
3aKOHOJIaTEJIbCTBOM TOCYJIapCTBa-wieHa MOPAJIKE ayTEHTUYHBIM NEPEBOJIOM Ha PYCCKUU
SA3BIK.

9. JlokyMeHTaIusi CUCTEMbl MEHEJ[PKMEHTa KauyeCcTBa MEIUIIMHCKOTO U3/IeTus JOJKHA B
TOM YHCIIE COJIepPKaTh ONMHUCAHUE:

a) TpeOOBaHUI K TEXHUYECKUM XapaKTEPUCTUKAM MEAUIIMHCKOTO U3JIeNUsl, CTaH/1apTOB
WJIM OTJEIBHBIX Pa3zesioB (ITyHKTOB, MOJAMYHKTOB) CTAaHAAPTOB, KOTOPHIE OYyT MPUMEHSATHCS
, @ B CITy4ae €CJIM COOTBETCTBYIOIIUE CTaHIapThl HE OyAyT MPUMEHSTHCS, CIOCOO0B, KOTOPHIE
OyIyT HCIOJB30BATHhCSA ISl TOTO, YTOOBI TapaHTUpoBaTh, uto OOmMe TpeOoBaHUS
0e3omacHOCTH U A(OPEKTUBHOCTH, MPUMEHUMBIE K HM3TrOTAaBIMBAEMbIM MEIUIIMHCKUM
U3JIeTUsIM, OYTyT COOFOAAThCS;

0) METO/JOB M TIyOMHBI KOHTPOJISI TPEThEW CTOPOHBI B Cilydae, €clii pa3paboTka,
MPOU3BOJICTBO U (UJIM) BBIXOJIHOM KOHTPOJIb BHITIOIHSIOTCS TPEThEH CTOPOHOM;

B) IPOIIECCOB MPOM3BOJICTBA, KOHTPOJS KadyecTBa M OOECIEUeHHs KadyecTBa
MEIULIMHCKOTO W3JeJINsA, TMPOIECCOB M CUCTEMAaTUUYECKUX MeEp, KOTOpblie OyAyT
MCITOJIB30BATHCS JUIsl KOHTPOJIS KauyeCcTBa U 00ECTICUCHUS Ka4eCTBA MEIUITMHCKOTO U3/IEINs, B
TOM YHCJIE TIPOILIECCOB KOPPEKTUPYIOLIUX U TIPEAYNPEKIAIOMMNX JeHCTBUMH;

r) JOKYMEHTOB yueTa MoKa3aTeleld KauecTBa MEJULMHCKOTO u3nenus (OTYETOB O
IPOBEJACHUN BHYTPEHHUX MPOBEPOK, MHCHEKIIHMH, O pe3ysbTaTax HCIBITAHUN U APYTUX
JIOKYMEHTOB);

1) CPEIICTB KOHTPOJIS 32 JOCTUXKEHHUEM TpeOyeMoro KauecTBa MEAUITMHCKOTO U3JIEIHS U
Pe3yJIbTaTUBHBIM (DYHKITMOHUPOBAHUEM CUCTEMBbI KAYECTBA MEAUIIUMHCKOTO U3IEIHS;

€) IUIaHOB, MPOIIEAYP U JOKYMEHTOB OOpaTHOM CBSA3U C MOTPEOUTENSIMU (B TOM YHUCIIE
MOHUTOPHUHTA 0€30MaCHOCTH ¥ A(HPEKTUBHOCTH MEIUIIMHCKOTO U3/IeNIUS Ha MTOCTIPOIAKHOM
JTarne).

10. [IpousBoauTen MEAUIMHCKUX H3JEIUN, BHEAPUBIINE CUCTEMY MEHEIKMEHTa
KaueCcTBa MEAUIIMHCKUX U3JIeNIUi B COOTBETCTBUU C HACTOAIMUMH TpeOoBaHUAMM, HOTAKHBI
MOJIJIEP’KUBATh €€ B AKTyaJIbHOM COCTOSIHUM U 00€CTIeUrBaTh €€ PE3yIbTaTUBHOCTb.



II. TpeGoBanuA K ONEHKE CHCTEMBEI MEHEIKMEHTA
Ka4eCTBa MEIUIMHCKHX U31CIHH

11. OueHky cucTemMbl MEHEI)KMEHTa KayecTBa MEIUIIMHCKUX HW3JEJIHI MPOBOIAT
MHCIEKTUPYIOIINE OpraHu3aluu B opMe HHCIIEKTUPOBAHUS IPOU3BOJICTBA.

12. Pacxonpl, CBI3aHHBIE C NPOBEACHUEM MHCIEKTUPOBAHUS IPOU3BOJCTBA B PAMKax
OLICHKM CUCTEMbl MEHEPKMEHTA KauyeCTBa MEAULIMHCKUX WM3JEIUN, HECET NMPOU3BOIUTEIIb
MEIULMHCKOIO0 M3JEIUs Ha OCHOBAaHUU [OrOBOPA, 3aKIIOYAEMOIO € HHCIEKTUPYIOILEH
opranuzanuei. Tapudsl Ha TpOBeeHNE UHCIIEKTUPOBAHMSI IPOU3BOICTBA YCTAHABIUBAIOTCS
B COOTBETCTBUU C 3aKOHOAATEIBCTBOM I'OCYAapCTB-UJICHOB.

Pacyer HOpMaTMBHOM NPOJOIKUTEIBHOCTH WHCIEKTHUPOBAHUSA NPOU3BOJCTBA
OCYULIECTBIISIETCS T10 NTPABUJIaM COIJIaCHO NMpUiIoKeHuto Ne 1.

13. MHcnekTupyromas opraHu3aius He J0JDKHA ObITh 3aMHTEPECOBAHA B Pe3yJibTaTax
IIPOBEJICHNS HHCIIEKTUPOBAHMS IIPOU3BOJICTBA.

NucnekTupyromas opraHusanus, €€ pyKOBOJACTBO M COTPYJIHHMKH, YYAaCTBYIOIIHME B
IIPOBEJICHUN HHCIIEKTUPOBAHUSA IIPOU3BOJACTBA, HE [TOJDKHBI INPUHHUMATh Yy4aCTHE B
NEATEIbHOCTH, KOTOpas MOJKET MOBJHATh HAa HE3aBUCHUMOCTb HMX CYXKACHUM HIM HUX
OecpUCTPacCTHOCTh B OTHOLIGHHHM PE3yJbTAaTOB MPOBEACHHUS HHCIEKTUPOBAHMUS
IPOU3BOJICTBA, OHU TaKkKe HE JOJDKHBI OBITh pa3pabOTUMKAMHU, MPOU3BOAUTEISMH,
IIOCTaBIIMKAMHA MEIULIHUHCKUX W3IEJIMH, HE JTOJDKHBI OCYIIECTBIATh TEXHUUYECKOE
oOciyuBaHue (PEMOHT) MEIUIIMHCKUX WU3/EJUH, OLEHKY KOTOPBIX OHU MPOBOJISAT, UJIU HE
JOJKHBI OBITh YHOJHOMOYEHHBIMU MPEICTABUTEISAMH pa3padOTUMKa, MPOU3BOJMTEINS,
MOCTaBIIMKA MEIULIMHCKUX U3/ETUH, JIMII, OCYIIECTBISIOUINX TEXHUUECKOE 00CIyKUBaHHE (
PEMOHT) METULIMHCKUX U3/IETUH.

14. UucnekTupyroas opraiu3aius o0s3aHa JTOKyMEHTAIbHO O(QOPMIISTh IPOLECCHI,
OXBaThIBAIOILIHE:

a) o0pabOTKy 3ampoca O MPOBEACHUH MHCIIEKTUPOBAHUS MPOU3BOICTBA, MOCTYIHBILIETO
OT IIPOU3BOIUTEISI MEIULIMHCKOTO U3EIIHNS;

0) IJIaHUPOBAHUE, TPOBEACHUE U COCTABIECHUE OTYETA O MPOBEACHUU WHCIIEKTUPOBAHUS
IPOU3BOJICTBA,

B) YCJIOBHSI JJOTOBOPA O MPOBEACHUU MHCIIEKTUPOBAHMS TPOU3BOACTBA, 3aAKIH0YAEMOTr0 C
IIPOU3BOIUTENIEM MEAULMHCKOTO U3EIUs WK €r0 YIIOJHOMOYEHHBIM IIPEICTABUTEIIEM;

r) ompelelieHre MPOU3BOJICTBEHHBIX IUJIONIAJ0K, KOTOphle OyIyT MOABEpPraTbCs

MHCIIEKTUPOBAHMIO ITPOU3BOJICTBA;

1) 0pOpMIIEHHE OTYETOB C 3aKJIFOUEHUEM O COOTBETCTBUU MJIM HECOOTBETCTBUU CHUCTEMBI
MEHEKMEHTa KaueCTBa MEAUIIMHCKOTO U3/IeHsl HacTosiiuM TpeboBaHusM;

€) KOHTPOJb 32 KOPPEKTUPYIOIIUMH ACHCTBUSMU IO YCTPAHEHUIO HECOOTBETCTBUIA,
BBISIBJICHHBIX B XOJI€ IIPOBEACHUS NHCIIEKTUPOBAHMS IIPOU3BOJICTBA;



) pacmupeneneHrne 00sS3aHHOCTEH U MOJTHOMOYHUHN YJIC€HOB WHCIIEKITMOHHOW TPYIIIBI IPH
MPOBEJCHUN WHCIEKTUPOBAHUS TMPOU3BOJACTBA (C YyYETOM HUX KOMIIETEHIIMU) U TIPHU
HEO0OXOMMOCTH MIPUBJICUCHUE BHEIIIHUX IKCIIEPTOB.

15. Uncnektupyromas opraHuzanus 00si3aHa pa3padoTaTh U BHIIOJHATH MPOIEAYPHI
MepBOHAYAIIBHOTO OINpPEACIICHUS KOMIETEHIIMM HMHCIEKTOPOB MPU WX HA3HAUYCHUU Ha
JOJKHOCTH U HETIPEPBIBHOTO MOEPKaHUS €€ YPOBHSI.

WNHcnekTopsl JOKHBI UMETh JUIJIOM O BhICIIEM 00pa30BaHUM CO CHELUAIU3alMell B
MEJUIIMHE, ECTECTBEHHBIX HayKaX WM WHKEHEPHOM JIeJe, OMBIT padoThl HE MeHee 3 JIeT B
00JIaCTH OLIEHKM 0€30IaCHOCTH, KauecTBa U 3P(HEKTUBHOCTH MEAUIIMHCKUX U3IETUN U (WIIH)
rOCYJapCTBEHHOTO KOHTPOJIS 32 OOpaleHueM MEIUIIMHCKUX HW3JCNIHMA, a TaKKe JOJKHBI
o0J1a1aTh:

3HAHUSIMH TTPOU3BOJCTBEHHBIX MPOLIECCOB U TEXHOJOTHI, KOTOpPbIE MPUMEHSIOTCS
IPOU3BOUTEISIMA MEAUIMHCKUX U3ETUN;

3HAHUSIMU TpeOoBaHUN 3P(PEKTUBHOCTU U OE30MACHOCTH MEAUIMHCKUX HU3ACITUH,
TEXHOJIOTUW U PUCKOB UX MEAUIIMHCKOTO TPUMEHEHHS;

3HAHUSIMUA CTaHAAPTOB CHUCTEMbI MEHEIP)KMEHTA KauyeCTBa MEIUIIMHCKUX U3JACIUN U
CUCTEMBI yIIPABJIEHUS PUCKAMU MEIUIIMHCKUX U3EIHII;

3HAaHUSAMU OCHOB TEOPHUU BEPOSITHOCTH U CTATUCTUKHU (B TOM 4YHCJIE METOIUK
OIPEACICHUS] YPOBHEH NOBEPUTEIHLHOM BEPOSTHOCTH B OTHOUICHUHM PEHPE3CHTATUBHOU
BBIOOPKHU U PETPECCUOHHOTO aHAIN3A).

KomMmnereHuss ”HCIIEKTOPOB, YKa3aHHas B ab3alax TPETbEM M YETBEPTOM HACTOSILErO
NyHKTa, JOJDKHA TOATBEPKIATHCA Ui MOATPYNIT MEAUUMHCKUX H3JEIUNA IO IMEPEUHIO
corylacHO npuiokeHuto Ne 2. MHCIEKTHMpYIOIas OpraHu3anus J0JKHA JOKYMEHTHPOBATH
00JIacCTH KOMIIETCHIIMM CBOMX WMHCIEKTOPOB. 3amucu 00 007acTsIX KOMIIETEHIIUH
HMHCTIIEKTOPOB JOJDKHBI MOJJEPKUBATHCS B aKTyaJbHOM COCTOSSHUU M YYUTBHIBATHCSA TPHU
HA3HAYECHUHU HHCIEKTOPOB [JIsI MPOBEJCHUS HHCIEKTUPOBAHUS IMPOU3BOJICTBA
COOTBETCTBYIOIIUX MEAUIIMHCKUX U3EITHIA.

WNHcnexkTtupytomasi opraHu3aius J0JDKHA MPOBEPITh MPOPEeCCHOHATBHBIA YPOBEHD
MHCIEKTOPOB B LEJNSAX MOATBEPKICHUS HX KOMIIETEHUHMH IOCPEACTBOM MPOBEINCHHUS
aTTeCTallMy U MOCJIEAYIOIIEH nepeaTTecTauuu He pexe 1 pa3a B 3 roja.

16. Uucnektupyromas opranu3aius JOJKHA BHEAPUTh JOKYMEHTAIBHO YCTAHOBJIEHHBIN
MOPSIOK oOecrieueHrs] KOH(UIEHIMATbHOCTH HH(POPMALIMH, COCTABISAIOIIEH KOMMEPUYECKYIO
TallHy U MOJy4Y€HHOU B X0J/i€ MPOBEACHUS NHCIEKIIHNM, C yY€TOM BO3MOKHOCTH ITPUBJICYEHUS
BHEIIIHUX SKCIIEPTOB U yUACTHUSI HHCIIEKTOPOB (SKCIEPTORB) OT YIIOJIHOMOUYEHHBIX OPTaHOB.

Cornamenue 0 KOHPUACHIIMAIBHOCTH, 3aKIIOYAEMOE MEXKIAY HWHCIEKTUPYIOMIEH
OpraHHU3alHeN U MPOU3BOJUTEIEM MEIULIUHCKAX U3JEIUN, TOKHO COAEPKATh MOJ0KEHUS,
peayCMaTPUBAOIINE BO3MOXKHOCTh IPEACTABICHHUS MAaTEpUajoB IO pe3yJibTaTaM



MPOBEJICHUS] MHCIEKTUPOBAHUS YIMOJHOMOUYCHHOMY OpraHy, a TakKe JIOObIM JpyruM
YOOJHOMOYEHHBIM  OpTraHaM, MeEXJAy KOTOPbIMH HMEIOTCS  COTJAIICHHUS O
KOH(HICHIIUATEHOCTH.

17. UHCcniekTHpyIolasi opraHu3aius J0JDKHA TMOAACPKUBAaTh B pab0dYeM COCTOSSHUHM U
xpaHuTh He MeHee 10 jeT 3amucu 00 WHCHEKIUSAX W JAPYroMl NESITEILHOCTH IO BCEM
OPOU3BOIUTENSIM MEIUUUHCKAX M3AENUi, TMOJABIIMM 3aiBKH O MPOBEICHUU
MHCTIEKTUPOBAHUS MPOU3BOJCTBA U (WJIM) MPOUIEAIIUM HWHCIEKTUPOBAHUE MPOU3BOJCTBA,
KOTOpBIE JTOJHKHBI BKJIFOYATH B CEOS:

a) uHdopMaIUI0 O 3agBKE M OTYETHI O pe3yjbTaTax MPOBEJACHUS WHCIEKTUPOBAHUS
MIPOU3BOJCTBA;

0) IOTOBOp HAa MPOBEICHUE UHCIIEKTUPOBAHMS IPOU3BOJICTBA;
B) 000CHOBaHUE MPOJOIIKUTEIBHOCTA WHCIIEKTUPOBAHUS ITPOU3BOICTBA;

') KOHTPOJIb 32 BBIMIOJHEHUEM KOPPEKTUPYIOMIMX JEHCTBUM 0 pe3yJibTaTaM MPOBEACHUS
WHCIICKIIU;

1) 3alUCU O *Kajobax W ameuIslusIX, a TaKKe MOCIEeAYIOIIUX KOPPEKTUPYIOIIUX
JNENCTBUSIX;
€) IOKYMEHTBI, MOJTBEPKIAIOIINE KOMIIETEHTHOCTh HHCIIEKTOPOB U BHEIITHUX SKCIIEPTOB.

18. YnosiHoOMOYMBaHWE MHCHIEKTUPYIOMINX OPraHU3alMid Ha MPOBEACHUE UHCIECKIIUN
MPOU3BOJNUTEIEN MEIULUUHCKAX W3ACIUNA, 3a HCKIKYEHHEM CJIy4YaeB, Korja
MHCIIEKTUPYIOIMMHU OPraHU3alUsIMU SIBIISIIOTCS YIIOJTHOMOYEHHBIE OpPraHbl, OCYLIECTBIISIET
YIIOJIJHOMOYEHHBI OpPraH MO KaXJ0W MOATPYNIE MEIUIMHCKUX U3ACIUNA MO MEPEYHIO B
COOTBETCTBUU ¢ MpmiioxeHueM Ne 2 k HactosmuM TpeGoBaHUSIM Ha OCHOBAHUM OIEHKH KX
COOTBETCTBHUSI HACTOSIIIUM TpeOoBaHUSAM.

YHOTHOMOYEHHBIM OpraH BIPAaBE ONPEAEIATh KOJIMYECTBO HHCIEKTUPYIOLIHUX
OpraHv3anuil JJsi TPOBEACHUS HWHCIEKTUPOBAHUS TPOU3BOACTBA IO 3asiBKaM
MPOU3BOAUTENICH METUIIMHCKUX U3IEINI U (WIH) B COOTBETCTBUH C TpauKaMu MPOBEICHUS
WHCIEKTUPOBAHUS MPOU3BOJCTBA B CPOK, HE MpPEBBIIAIONMK 3 Mecsia cOo JHS
MPEACTABICHUA MPOU3BOJUTEIIEM MEIUIUHCKOTO HW3JIEIUs TOJHOTO KOMIUIEKTa
JOKYMEHTAIlMM, B TOM YHCII€ JOKYMEHTOB 00 OIuiaTe MpOBEICHUS] HWHCIEKTHUPOBAHUS
ITPOU3BOJICTBA.

[IepeueHb MHCIEKTUPYIOIIMX OPTaHU3AMN pa3MEIIAETCS HA cailTaX YIIOJIHOMOYEHHBIX
OpraHoB B HMH(OPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOU ceTu "WHTepHeT" (manee — ceThb
WNuTepHeT), a Takke omyOIMKOBBIBAETCS HAa MHGOpMaloHHOM TopTtasie Coro3a.

YHoaHOMOYEHHBIE OpraHbl B TeUeHHue 3 pabouyux JHEH CO JHS BHECEHUS U3MEHEHUU B
CBEJICHMS, COJCpKAIIUECs B TEpPeYHE WHCIEKTUPYIOMUX OpTraHu3aiui, 00eCreynBarOT
pa3MenieHue COOTBETCTBYIOIIEH WH(OpManuu Ha CBOMX O(HUIMATIBHBIX caliTax B CETH
NuaTepHer u ee mnpexncraBieHue B EBpPasHMCKYI0 SKOHOMHYECKYI0 KOMHCCHUIO C
MCIIOJIb30BAaHUEM CPEJICTB MHTETPUPOBAHHON MHGOpMAIIMOHHOM cucTeMbl Coro3a.



19. YnonHoMoueHHBIM opraH He pexe 1 pasa B 2 roja NpPOBOAUT MPOBEPKY
MHCHEKTUPYIOIMX OPraHU3alui, 32 HCKIIOYEHUEM CIIy4aeB, KOT/A HWHCIEKTUPYIOIHMU
OpraHu3alMsIMH SBJISIOTCS YIOJTHOMOYEHHbBIE OpraHbl, Ha MPEeIMET COOMI0ICHUS HACTOSIINX
TpebGoBanuii. YIOJHOMOUEHHBIE OPraHbl HE O3HEE YeM 3a 3 MecAlla 10 Hayaja NpoBeeHUs
MPOBEPKU JOHKHBI pa3MellaTh Ha CBOMX O(QUIMANIbHBIX caliTax B ceTu MHTepHeT rpaduku
IPOBEICHUSI TPOBEPOK MHCIIEKTUPYIOIIMX OpPraHU3alllid, KOTOPbIE TOJKHBI ObITh TOCTYITHBI
MHCIIEKTUPYIOIIUM OPTaHU3ALUAM U YIIOJIHOMOYEHHBIM OpPTaHaM.

B cnyyae ecnu MHCHIEKTUPYIOLIEN OpraHU3alMen SIBJISICTCS YIIOJIHOMOYEHHBIM OpPraH,
KOHTPOJIb 3a €€ JEITEIbHOCTBIO OCYIIECTBIAETCS B IOPSAKE, YCTAHOBICHHOM
3aKOHOAATEILCTBOM I'OCY1apCTBA-YJICHA.

[TonHOMOYMS MHCHIEKTUPYIOLIEH OpraHU3alMKi MOTYT OBITh OTO3BaHbI YIIOJTHOMOYEHHBIM
OpraHoM, €ciii MO pe3yjbTaTaM IPOBEIAEHHUS MPOBEPKH OyJIeT YCTaHOBJIEHO, YTO
MHCIIEKTUPYIOIIasi OpraHu3alus He cooionaet Hacrosmue TpeboBaHus.

YIIOTHOMO4YEHHBIE OPraHbl BIIPAaBE 32 CBOM CUET HAIIPABUTh CBOMX MPEICTABUTEIICH IS
y4acTus B MPOBEJCHUU TPOBEPKH MHCTIIEKTUPYIOIIEH OpraHu3aIiu B KaueCTBE NHCIIEKTOPOB (
AKCIIEPTOB), 38 UCKIIOYEHUEM CIIyHaeB, KOT'1a MHCIIEKTUPYIOIIMMHU OPTaHU3aALMSIMU SBISIOTCS
YIOJIHOMOYEHHBIE opraHbl. I1o pe3ynpraTaM NpOBENEHHs MPOBEPKH MHCIEKTOP (3KCHEPT)
BIIPAaBE MPEJICTABUTh B YIOJTHOMOYEHHBIA OpraH, MPOBOJSAIIMNA MPOBEPKY, MHUCbMEHHbIE
3aMEYaHus U MPEAJIOKEHUS.

20. YmonHOMOYEHHBIE OpraHbl B paMKax KOOpJAWHAIuU padboT B oOjacTu
aAMUHUCTPUPOBAHUSI MHCIEKLHM, pPa3BUTHS MEXaHU3MOB B3aMMHOM 3KCHEPTHOW OLIEHKU
BIIPaBE 3a CBOM CUET HANIPABUTh CBOMX MHCIIEKTOPOB (IKCIEPTOB) AJIsl YUACTHsI B IPOBEICHUN
MHCIIEKTUPOBAHUS NPOM3BOJACTBA B PAMKax OLIEHKM CHCTEMbl MEHEI)KMEHTA KadecTBa
MEIUIUHCKOro u3fenus. Ilpous3BoauTens MEIULIMHCKOTO HU3Jeaus 00s13aH 00ecneduTh
JOCTYI WIEHOB I'PYIIIbl HHCTIEKTOPOB (IKCIEPTOB) K 00BEKTAM MHCIEKTUPOBAHUS.

21. OTyeTsl 0 pe3yJsibTaTax NIPOBEIECHNS HHCIIEKTUPOBAHUS IIPOU3BOICTBA HAPABIIIOTCS
MHCIIEKTUPYIOIIENH OpraHu3alMeil B YIOJHOMOYEHHBIM OpraH [Jis BKIIOYEHUSA B
PErUCTPALIMOHHOE JOCHE MO MOYTE 3aKa3HBIM IIOYTOBBIM OTIPABJIECHUEM C YBEIOMIIEHUEM O
BpYUY€HHUU J1O0 B (POpME AIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOITUCKIO,
B TeueHue 15 pabounx AHEH co JHS 3aBepLIEHUSI MHCIIEKTUPOBAaHUS IPOU3BOCTBA.

22. HcnekTrupyomias opranu3anisi, NpoBOAsAIIas HHCIIEKTUPOBAHUE TPOU3BOJICTBA, HE
JOJKHA BBIHOCUTH TOJIOKUTEJIBHOTO 3aKJIIOYEHHS, €CIIM CHCTEMA MEHE)KMEHTA KadyecTBa
MEIUIMHCKUX HW3JeJIUid HE COOTBETCTBYET HacTOSIMUM TpeOoBaHUSAM UM HE
MOAICP/KUBAETCSA B AKTYaJIbHOM COCTOSIHUU.

WNHTerpanbHas OLIEHKa 3HAYUMOCTH BBISIBIICHHBIX B X0J1€ MIPOBEAECHUS NHCIIEKTUPOBAHUS
IPOU3BOJICTBA HECOOTBETCTBUM CUCTEMBI MEHEI)KMEHTA KAa4€CTBA MEJAULMHCKUX HW3JIEIIHM
HacToAmMM TpeboBaHUSAM IPOBOAUTCS COTIACHO MPUIOKEHHIO No 3.

HecooTBeTcTBUSA, BBISBIEHHBIE MO pe3yJbTaTaM MNPOBEIECHUS HHCIEKTUPOBAHUSA
MIPOU3BOJCTBA, IOJKHBI ObITh YCTPaHEHBI TPOU3BOAUTENIEM MEIULIMHCKOTO U3/ B XOJ€



MPOBEACHUST MHCIIEKTHUPOBAHUSI MPOU3BOJICTBA WK B CPOK, HE mpeBbimatomuii 30 pabounx
JTHEW CO JHS 3aBEPIICHUS] HHCIIEKTUPOBAHUSI MPOU3BOICTBA.

23. B cayyae eciu OPOU3BOAUTENh MEIAUIMHCKOTO H3JAEIUS HE COTJIACeH C
OTPUIATEIIbHBIM 3aKJIIOYCHUEM WM BBISIBJCHHBIMHU HECOOTBETCTBHUSMH, OH HaIpaBiseT
MPETeH3UI0 B MHCIEKTUPYIONIYI0 opraHu3anuio B TedeHue 30 pabouux gHEH cO THS
NOJIy4YEHHUS] MHCIIEKTUPYIOLIEH OpraHu3alueil KOMMU OTYeTa O pe3yjbTarax MPOBEICHUS
MHCTIEKTUPOBAHUS Mpou3BOJIcTBA. MHCHEKTUpYIOIas opraHu3aius oOsi3aHa pacCMOTPETh
YKa3aHHYIO0 TMPETEH3WI0 U HANpaBUTh OTBET B TeueHHe 15 pabouyux gHEH co JHA ee
noiaydeHus. B cioydae HEIOCTUXKEHUSI COTJIAchsi MPOU3BOAUTENh MEIUIIUHCKOTO H3JETUs
BIIPaBE 0OPATUTHCS C 3Kamo00# B Cy/ MO MECTY HAXOXKACHUSI MHCIIEKTUPYIONIEH OpraHu3aIiu
WU B YIOJHOMOYCHHBIM OpraH, YIMOJHOMOYHUBIIMI OPraHU3aIMI0 Ha MPOBEICHUE OIECHKU
CHUCTEM MEHE)KMEHTa KayecTBa MEIUIMHCKUX Hu3Jenuil. B cimydae ecnum mpous3BOguTENb
MEJULMHCKOTO U3JIENINs HE COTJIACEH C PEUICHHWEM YIIOJIHOMOYEHHOIO OpraHa, OH BIIPAaBE
00’KaNioBaTh IAHHOE PELIECHUE B CY/JIE 110 MECTY HAXOXKJICHHS YIIOJIHOMOYEHHOTO OpraHa.

Ecnu mpousBoauTeslb MEAULIMHCKOTO M3JIENIHS HE YCTPAHAET WJIM HApYIIA€T CPOKHU
yCTpaHEHUs 3aMEUaHuM, MHCIEKTUpYIollas opraHuzamus HWHPOPMHUPYET 00 3TOM
YIIOJTHOMOYEHHBIN OpraH, YIOJIHOMOYMBIINN OpraHU3alli0 Ha TIPOBEACHUE OIIEHKU CUCTEM
MEHEPKMEHTa KauecTBa MEIUIIMHCKUX U3JICTTUH.

o ycTpaHeHus npou3BOIUTEIEM MEAUIIMHCKOTO U3AEIHS 3aMEUaHUl, COJIEPKAITUXCS B
OTYETE O pe3yJIbTaTax MPOBEAECHUS WHCHEKTUPOBAHUS MPOU3BOACTBA, YIOJIHOMOYEHHBIN
OpraH BOpaBe MPUOCTAHOBUTH BBHIMYCK MEIUIIMHCKOTO U3/IEIHs B 00pallieHue Ha TEPPUTOPUU
rocyJ1apcTBa-ujeHa
B COOTBETCTBUHU C 3aKOHOJIATEIILCTBOM 3TOI0 rocyaapcTBa. B 3ToM ciiyuae yrnoaHOMOUYEHHBIM
oprad uHGOPMHUPYET YIOIHOMOUYEHHBIE OPTaHbl APYTUX TOCYJAPCTB-UJICHOB O MIPUOCTAHOBKE
BBIITYCKAa MEIUIIMHCKOTO H3JIeJiusl B OOpallleHue Ha TEPPUTOPUU TOCyJapcTBa-wjieHa ¢
WCITOJIb30BAaHUEM CPEJICTB MHTETPUPOBAHHON MH(GOPMAIIMOHHOMN cucTeMbl Coro3a.

24. Tlpu mpoBeeHUN MHCIIEKTUPOBAHUS MPOU3BOJCTBA MIPOBOJAUTCS OIEHKA CHUCTEMBI
MEHEI)KMEHTa KaueCcTBa MEAUIIMHCKUX U3JIETTUN JIsl CIEAYIOIINX MPOIECCOB:

IpoIecChl MPOEKTUPOBAHUS W pa3pabOTKH, €CIM OHM BKIIOYEHBI B CHUCTEMY
MEHEIP)KMEHTA KaueCcTBa MPOU3BOUTENSI METUIIMHCKOTO U3JIETHS;

MPOLIECCHI YIIPABIICHUS JOKYMEHTALUEN U 3alUCIMU;

MPOIIECCHI MPOU3BOACTBA U BHIXOJHOTO KOHTPOJIS;

MPOLIECCHI KOPPEKTUPYIONIUX U MPEAYIIPEKAAOIIUX ICUCTBUN;

MIPOIIECCHI, CBSI3aHHBIE C MOTPEOUTETIEM.

Ecnu nmpou3BoauTENh MEIUIIMHCKOTO U3/IETUs BHEAPUII CUCTEMY MEHEKMEHTA KaueCcTBa
MEJUIMHCKUX M3JIeTUd B COOTBETCTBUHU C TPEeOOBAHMSIMHU CTaHIAPTOB, DKBHBAJIECHTHBIX
MexayHapoaHomy crangapty ISO 13485, To gokaszarenbcTBa COOTBETCTBUS CHCTEMBbI
MEHE/KMEHTa KauecTBa TpeOOBaHUSIM JIAHHBIX CTAHAAPTOB (cepTH(HUKAT COOTBETCTBUS,
OTUYETHI 00 ay/IUTE€ CUCTEMbI MEHEIP)KMEHTA KaueCcTBa MEUIIMHCKUX W3/eNINi) 00ecreunBaroT



€€ COOTBETCTBHE HACTOSIIMM TpeOOoBaHUSAM B YacCTH MPOLIECCOB U MPOLEAYP, CBSI3aHHBIX C
GYHKIIMOHUPOBAHUEM CHUCTEMBI MEHEIXKMEHTa KadecTBa MEIUIMHCKUX u3nenuii. B stom
Cllyyae HHCIEKTUPOBAaHUE OrPaHUYMBAETCS MPOBEPKON BBHIMOJHEHHUS TpeOOBaHUIA,
OTHOCSIIIMXCS K TpolieccaM MPOEKTUPOBaHUS, pa3pabOTKH, MPOU3BOJACTBA U BBIXOJHOTO
KOHTPOJISI METUIIMHCKOTO M3JENHUs U K IMPoleccaM, CBSI3aHHBIM C MOTpeOuTeneM (B 4acTH
MOCTIPOAAKHOTO MOHUTOPHUHTA).

25. O1ieHKa MpoIEeccoB MPOSKTUPOBAHUS U Pa3pabOTKU CUCTEMbI MEHEPKMEHTA KaueCTBa
MEAMIMHCKUX U3JEIUN BKIIIOYAET B ceOsl:

a) MOATBEPKACHUE HaJW4us MPOLEAYyp HNPOCKTUPOBAHMUS U Pa3pabOTKH (BKIIOYAs
yIpaBJIEHUE PUCKAMU);

0) aHaIM3 JOKYMEHTOB, OMUCHIBAIOIIUX MPOLIEYPY MPOEKTUPOBAHUS U OXBATHIBAIOIINX
MOJICTBHBIN PSJT MEAUIIMHCKOTO U3/IENINS;

B) MOATBEP>KJICHUE HA OCHOBE BHIOPAHHBIX 3aMUCE MO MPOCKTUPOBAHUIO MEIUIIUHCKOTO
U3JeNIUsl TOTO, YTO IPOLEAYpPhl MPOEKTUPOBAHUS M Pa3pabOTKU ObLIM YCTAaHOBJIEHBI U
IPUMEHEHBL;

r') MOATBEPKICHHE TOTO, YTO BXOAHBIC JAHHBIE MPOIECCa MPOCKTUPOBAHUS OBLIU
pa3paboTaHbl C y4YeTOM Ha3HAYeHUs MEIULMHCKOTO W3JENUs U COOTBETCTBYIOIIMX
nosioxkeHuit O01mux TpedoBanuit 6e3onacHOCTU U 3P (HEKTUBHOCTH;

1) aHaJu3 crenuuKanuii Ha MEIUIUHCKUE U3JIETHs B LEISIX MOATBEPKACHUS TOTO, YTO
BBIXOJIHbIE JIaHHBIE MPOEKTa MEIUIMHCKOTO M3JeNus, obecredynBaromme 0e30MacHOCTh U
3G (HEKTUBHOCT MEAMIIMHCKOTO H3JENHs MPU €ro NMPUMEHEHHHM MO Ha3HA4YCHHIO, ObLIN
OTIPEJICIICHBI;

€) NOATBEPKACHHUE TOr0, YTO JIEATEILHOCTh IO MEHEPKMEHTY PUCKa OblIa Onpe/ieieHa U
OCYILECTBJICHA, KPUTEPUMU JAOMYCTUMOCTH pPHCKAa OBLJIM YCTAHOBJIEHBl W SIBISAIOTCS
COOTBETCTBYIOIIUMH, JIFO00I OCTaTOYHBIA PUCK OBbLIT OLIEHEH U IIPU HEOOXOUMOCTH JI0BEJIEH
70 cBeleHUusI moTpedurtens B cooTBeTcTBUU ¢ OOmuMu TpeOboBaHUSIMH OE30MACHOCTU H
3 PEeKTUBHOCTH.

26. OueHka NpoueccoB yNPaBJICHU JOKYMEHTAMEN U 3aUCSIMU CUCTEMbI MEHEI)KMEHTA
KayecTBa MEIUIIMHCKUX M3JIeTTUH BKIIIOYAET B ceOsl:

a) MOATBEPXKIACHUE TOTO, YTO MPOLEIYPHl HICHTU(DHUKAIIMN, XpaHEHUS U ynajaeHus (
YHUYTOXXKCHHUSA) JTIOKYMEHTOB M 3amucedl (BKJIOYas YMpaBieHUE H3MEHEHUSIMHU) ObLIN
pa3palboTaHbI;

0) MOATBEPKICHNUE HATUYUS JOKYMEHTOB, HEOOXOJUMBIX JJI TOTO, YTOOBI OpraHU3aIUs
Morjia obecreynBaTh IJIAHUPOBAHUE, OCYIIECTBICHHE MPOM3BOJACTBEHHBIX IMPOLECCOB U
YIPaBJICHUE UMH;

B) IOJITBEPXKACHUE TOTO, YTO JOKYMEHTAIIUS HAa MEIUIIMHCKOE U3/eJINe BKIIOYAeT B ceOs:

CBUJIETEIHCTBA COOTBETCTBUS MEIUIIMHCKUX H3ACNIUNA TpeOOBaHUSAM (B TOM UHCIIE
TpeOOBAHUIM MPUMEHSIEMBIX CTAaHAAPTOB);



OMMUCAaHNUE MEAUIIMHCKUX U3JIETUM, BKIIOYas] UHCTPYKIUHU 110 TPUMEHEHUIO, MAaTEpUAIIbI U
crienuQpuKaIuio;

CBOJHYIO JIOKYMEHTAIIUIO TI0 BepU(PHUKAIIMY U BaTUAIIUU TIPOSKTOB (B TOM YHCJIE TAHHBIC
KJIMHUYECKUX UCCIIeIOBaHUN (MCIBITaHUM) B COOTBETCTBUU C [IpaBunamu mpoBeneHUs
KIMHUYECKUX M KIWHUKO-TAa0OPATOPHBIX HUCHBITAHUNU (MCCIETOBAHUNA) MEIULIMHCKUX
u3aenui, yreepxkjacHubiMu Pemienuem CoBeta EBpa3uiickoil 92KOHOMUYECKONH KOMUCCHHU OT
12 ¢peBpans 2016 r. Ne 29);

MapKUPOBKY MEAULIMHCKUX U3JIETUN;

JIOKYMEHTBI TT0 MEHE/IKMEHTY PHUCKA.

27. OueHka npoueccoB MPOU3BOJICTBA U BBIXOJHOT'O KOHTPOJISI MEIUIIMHCKUX U3JETUN
BKJIIOYAET B ce0s:

a) aHAJIU3 MPOU3BOACTBEHHBIX MPOIIECCOB M3TOTOBJICHUS CEPUINHON MPOAYKIUU (BKIIOYas
yCIJIOBUS MPOU3BOJICTBA);

0) OLIEHKY MPOLECCOB CTEPHIM3AUNM ()11 MEIULUHUHCKUX HU3ENHI, BBITYCKAEMBIX B
CTEPUJIBHOM BHUJIE), B TOM YHUCIIE:

ONpe/IeJIEHHE TOT0, YTO MPOIECCHl CTEPUIN3ALMU ObUIM JOKYMEHTHUPOBAHBI, 3alIUCU
MapaMeTpoB Ipollecca CTEPUIIN3ALNM U1l KKIOW CTEPUIIU3YEMOM MapTHU MEAULUHCKUX
U3JIeTTUH TIOJIIEPKUBAIOTCS B paO0YEM COCTOSHUU;

OTIpeJIeICHHE TOTO, YTO MPOIIECC CTEPIIIU3AIUYU OB BAIMIUPOBAH;

ONpPENEICHUE TOTO, YTO MPOLECC CTEPUIM3ALMNU NPOBOJIUTCS B COOTBETCTBUM C
YCTaHOBJICHHBIMH MapaMeTpaMu;

B) MOJTBEPKJEHUE TOTO, YTO MPOIIECCHl MPOU3BOJICTBA SBIISIIOTCS YHPABISIEMBIMU U
KOHTPOJUPYEMBIMU ¥ (QYHKIIMOHUPYIOT B YCTAaHOBJIEHHBIX IpeAesax, a TaKke
MOATBEPKIeHNE 00ecTIieueHusI HEOOXOUMOTO YPOBHS KOHTPOJIS MPOAYKIMH U (WIH) yCIyT
KPUTHYECKUX TTOCTaBIIUKOB;

') MOJATBEPKACHNE UACHTU(PUKAIIUN U MPOCIS)KUBAEMOCTH MEAUIIMHCKUX H3CTUN U
MPOLIECCOB WX MPOU3BOJICTBA, & TAKXKE UX COOTBETCTBUS YCTAHOBICHHBIM TPEOOBAHUSM;

1) TOATBEPKJIECHHUE TOTO, YTO JECSITEABHOCTh MO BBIXOJHOMY KOHTPOJIO MEIUIIMHCKHUX
U3JIenil 00ecreynBaeT COOTBETCTBHE MEIUIIMHCKUX U3/CIIUNA YCTaHOBJICHHBIM TPEOOBaHUIM
1 ObLIa TOKYMEHTHPOBAHa.

28. OueHka MpoueccoB KOPPEKTUPYIOLIUX U MPEAYNPEKIAOMUX JEUCTBUA CUCTEMBI
MEHE/PKMEHTA Ka4eCTBa MEAUIIMHCKUX U3JEINI BKIIOYAET B CeOs:

a) MOATBEPKIACHHUE TOTO, YTO MPOLEAYPbl KOPPEKTUPYIOMIMNX U MPEAYyTPEHKIAIOITUX
JeCTBUMN OBLIN pa3pabOTaHbl;

0) OATBEPKIEHNUE TOTO, YTO CPEJCTBA YIMPABICHUSI MPEMATCTBYIOT PACIIPOCTPAHCHHIO
MEIULIMHCKUX HU3JeJIMi, Ka4yeCTBO KOTOPBIX HE COOTBeTcTBYyeT OOmMM TpeOoBaHUAM
6e3omacHocTH 1 3(H(HEKTUBHOCTH MEAUITMHCKUX U3/IEIHI;

B) MOATBEPKIECHUE TOTO, YTO KOPPEKTUPYIOLIUE U MPEeAYNPEXRTAONINE TENUCTBUSA
SIBJISIIOTCS PE3yJIbTaTUBHBIMU;



') MOJATBEPKJIECHUE TOTO, YTO MPOU3BOAUTENH MEIUIIMHCKOTO W3JACNHs pa3zpadoral
3 deKTUBHYIO TPOLEAYpPY BBINYCKa W MNPUMEHEHUS YBEJAOMIJICHUM MO 0€30MacHOCTHU
MEIUIUHCKUX H3JeNUid B coOTBeTCTBUU C IIpaBunaMu mNpOBEAECHUS MOHHUTOPHUHTA
Oe3omacHOCTH, KauecTBa W A(MPEKTUBHOCTH MEAUIIMHCKUX HU3JCTUNA, YTBEPKJACHHBIMU
Pemenunem Komnernn EBpazuiickoil 5KoHOMHUYECKON Komuccuu ot 22 nekadbps 2015 r. Ne 174
(manee — IlpaBuia mpoBeAeHUS MOHUTOPUHTA O€30MACHOCTH, KauecTBa U 3P(HEKTUBHOCTH
MEIHUITMHCKUX U3STUN).

29. OrneHKa CBSI3aHHBIX C MOTPEOUTENEM MPOIECCOB CUCTEMbI MEHEIP)KMEHTA KaueCcTBa
MEJIUIIMHCKUX U3JCJINM BKIIIOYAET B CEOs:

a) NOATBEPKIAECHHUE TOTO, YTO MPOU3BOJAUTENH MEIUIIMHCKOTO W3Sl MPUHSIT MEPHI,
HEOOXOIMMBbIE JJIi YCTAaHOBJICHUS CBSI3U C IMOTPEOUTENSIMU, B IEJSIX BBHITTOJHEHUS
HEOOXOJIUMBIX KOPPEKTUPYIOIIUX U MPEAYNPEKIAIONIUX JACHUCTBUI, pacnojlaraeT CUCTEMOI
coopa M aHaiM3a JAHHBIX O 0€30MacCHOCTU U dP(HEKTUBHOCTU MEIULMHCKUX HM3JEIUN Ha
MOCTHPOAAKHOM FTAaNe U MOAAEPKUBAET €€ B aKTyaJIbHOM COCTOSIHUH, a TAKXKE HAMPABIIAET B
YIOJTHOMOYEHHBIH OpraH OT4YeThl O pe3yJibTaTax MOCTIPOJAAKHOTO MOHUTOPUHIA
6e3omacHOCTH U 3G (PEKTUBHOCTH MEIUIIMHCKUX W3ACIUN B COOTBeTCTBUU C [IpaBunamu
MPOBEJICHUS] MOHHTOPUHTa OE€30MacHOCTH, KauecTBa M J(P(HEKTUBHOCTH MEIUITUHCKUX
WU3CINM;

0) MOATBEpPKJICHUE TOTO, YTO OOpaTHas CBI3b C MOTPEOUTENIeM aHAIM3UPYETCS
IPOU3BOIUTENIEM MEIUIIMHCKOTO U3/IeNIUs B XO/I€ MPOIECCOB >KM3HEHHOTO IIUKJIA TPOTYyKIUU
Y UCTOJIB3YETCS JJISi TOBTOPHOM OIEHKH PUCKA W MPU HEOOXOJUMOCTH MJI aKTyalu3aluu
JEeSTENBHOCTH 10 MEHEPKMEHTY PUCKa.

30. OneHka CUCTEMBI MEHEPKMEHTA KAa4eCTBA MEIULIMHCKUX U3JEJIMU ITPOBOAUTCS B
dbopmax NEPBUYHOTO, MEPUOAUYECKOTO (IJIAHOBOTO) M BHEIUIAHOBOT'O MHCIEKTHUPOBAHUS
MPOU3BO/ICTBA.

31. IlepBUY4HOE MHCIEKTUPOBAHUE IMPOU3BOJICTBA MPOBOJAUTCA B XOJ€ MPOUEIYPHI
perucTpanuu MEIUIMHCKOro u3ienus B pamkax Corosa.

32. IIpu npoBeAeHUU NTEPBUYHOTO UHCIIEKTUPOBAHUS MPOU3BOJICTBA UHCIEKTUPYIOIIAs
opraHu3alys MPOBOJAUT UHCIIEKTUPOBAHKUE MPOU3BOJICTBA BCEX 3asBJICHHBIX MTPOU3BOAUTEIIEM
MEJIUIIMHCKUX WU3ACINI NPOU3BOJACTBEHHBIX IJIOIIA/IOK.

B cnydae ecnu Ha 0HOW MPOU3BOJICTBEHHOM IJIONIAKE TTPOU3BOASATCS METUIIMHCKUE
W3JENNs, OTHOCAIIUECS K HECKOJBKUM rpynnaM (MoArpynmnaM) MEAUIMHCKUX HU3JETUN 1Mo
MEPEYHIO B COOTBETCTBUHU C TIpriiokeHreM Ne 2 k HacTtosuuM TpeOoBaHUSAM B 3aBUCHMOCTH
OT KJIacCa MOTEHIHAIBHOIO PUCKA MX MPUMEHEHHUs, MHCIIEKTUPOBAHHUE IMPOU3BOJICTBA B
paMKax OJHON MPOBEPKH MOKET OXBATHIBATH HECKOJIBKO Ipynn (MOATPYIIT) MEAUIIUHCKUX
U3JIeNIM B COOTBETCTBUU C 3asBJICHHBIMU MPOU3BOJUTENIEM MEIMIIMHCKUX HU3JETUN
MIPOU3BOJICTBEHHBIMU TIJIOIIA/IKAMHU.



33. Ilo pe3ynbTaram OPOBEIECHHOTO MEPBUYHOTO MHCIEKTUPOBAHUS IMPOU3BOJCTBA
MHCIIEKTUPYIOILasi Opranu3anus opopMisieT oTyeT 1o (Gopme corinacHo npuinoxeHuto Ne 4.
VYka3zaHHbI OTYET ACHCTBUTEIICH B TEUEHHUE 3 JIET CO AHS €ro BbIIAYU.

34. Pe3ynbTaThl MHCIIEKTUPOBAHUS MPOU3BOJCTBA PACIPOCTPAHSAIOTCS Ha rpynmy (
MOATPYIIY) MEAUIMHCKUX HU3JEIUN MO MEPEUYHI0 B COOTBETCTBUM C MpUiIoXeHueM Ne 2 k
HacTosMM TpeOoBaHUSIM B 3aBUCMMOCTH OT Kjlacca MOTEHIIMAIBHOTO PUCKA MPUMEHEHUS
BBITYCKAEMbIX MEIUIIMHCKUX U3ACIUU. [ MeIuuMHCKUX H3AeIUil  KJIacCOB
MOTEHLMAIBHOTO pUCKA MpUMEHEHUs | U 2a pe3ynbTaTbl HMHCIIEKTUPOBAHUS MPOU3BOJCTBA
pacpoOCTPAHSIOTCA Ha TPYIIbI MEAUIIMHCKUX M3ACTUHN. [[1 MEAMIMHCKUX U3]IEITUN KJIAaCCOB
MOTEHIIMATBLHOTO PHCKA MpUMEHEHUs 20 U 3 pe3yibTaThl HHCIEKTUPOBAHUS TPOU3BOJICTBA
pacnpoCTPaHSAIOTCA Ha TOATPYIIBI MEAUIMHCKUX U3ICIIHIA.

[Ipu nopaue 3asdABIE€HUS O NPOBEJCHUU PETUCTPALMU HOBBIX HAUMEHOBAHUM
MEIULUHCKUX  H3AEIWM, MPOU3BOAUMBIX Ha MPOU3BOIACTBEHHOM  ILIOIIAJKE,
WHCIIEKTUPOBAHUE KOTOPOU MPOBOAUIIOCH PAHEE ISl MEAULIMHCKUX U3JIEIINI TOU K€ TPYIIIIbI
UM TOATPYNIBI MO IMEPEYHI0 B COOTBETCTBUU C MOpUIOkKEHHEM Ne 2 K HaCTOSALIMM
TpeboBaHusIM, 3asBUTENb MPEICTABISAET B COCTaBE JOKYMEHTOB PETHCTPAIMOHHOIO JOChE
KOIIMIO OTYETa O pe3yJibTaTax MPOBEICHHS NHCIEKTUPOBAHUS MPOU3BOICTBA, TPOBEAECHHOTO
HE paHee 3 JIET 10 [JHSA MOPEACTABICHUS 3asBJICHUS O NPOBEICHUU PETUCTpaAIUU
MEIUIUHCKOTO U3/IEIIHS.

35. Ilepuoanueckoe (IJIaHOBOE) MHCIIEKTUPOBAHUE MTPOU3BOACTBA MpoBoauTcs 1 pa3 B 3
roja.

[IpousBoguTenb MEIUIIMHCKOTO U3JENUs BIpaBe OOpaTUTHCA B JHOOYIO
MHCTIEKTUPYIOIIYI0 OpPTaHU3alUI0 C 3aBICHUEM O TIPOBEACHUU MEPUOIUUECKOTO (ILJIAHOBOTO
) MHCIIEKTUPOBAHUS MPOU3BOACTBA B T€UEHHE 6 MECSUEB /10 OKOHYAHUS CPOKa JIEMCTBHS
OTYETA O pe3yJibTarax MPOBEACHUS MNPEABIAYIIETO WHCIEKTHUPOBAHUSA MPOU3BOACTBA C
MPEJICTABJICHUEM CIIEAYIOMMUX JOKYMEHTOB:

3as8BKa O MPOBEJCHUU MHCIEKTUPOBAHUS MPOU3BOJICTBA C YKA3aHUEM MEIUIIMHCKHUX
M3AeIuid U UX rpynn (DOATPYIN) MO MEPEYHI0 B COOTBETCTBUM C MpUiIoXeHHEeM Ne 2 K
HacToAmMM TpeOoBaHUSIM U MPOU3BOJCTBEHHBIX IUIOMIAJOK, BXOASIIMX B 0O0JACTb
WHCTIEKTUPOBAHUS;

crpaBka O (paKTHUECKOW YMCICHHOCTH COTPYAHUKOB, YUaCTBYIOUIMX B IMpoIleccax
OLIEHUBAEMOU CUCTEMbI MEHEIKMEHTA KaueCTBA MEAUIIMHCKUX U3/IEIIN;

TeXHUYEeCKre (Gailyibl Ha MEAUIIMHCKUE U3JIEIHS B COOTBETCTBUM C MpuiokeHueMm Ne 3 k
[IpaBwiam npoBeieHNs KIMHUYECKUX U KIMHUKO-1a00paTOPHBIX UCIIBITAHUH (HMCCIeIOBAHUM
) MEIUIIMHCKUX U3JIeNNi, yTBepKIeHHbIM Pemennem CoBera EBpa3uiickoil SJKOHOMUYECKON
komuccuu oT 12 ¢eBpansg 2016 r. Ne 29 (11 MEIUIIMHCKUX U3CIUN I TUATHOCTHKU 1n
Vitro — TeXHUYECKHi (aityl, COOTBETCTBYIOIINN TPEOOBAHUSAM COTJIACHO MPHUIIOKEHUI0 No 5).
Texuuueckue Gaiiabl MPEACTABISAIOTCA HA PYCCKOM SI3bIKE B AJIEKTPOHHOM BHJIE B hopMate ¢
BO3MOKHOCTBIO MTOUCKA,;



KOIIMS OTYETA O Pe3yJIbTaTaxX MPOBEJICHHS MOCIEIHET0 NHCIIEKTUPOBAHUS TPOU3BOJICTBA (
MpY HATUYUN);

KOMMHUSI OTYEeTa O pe3yibTaTax MPOBEACHHUS OpPraHoM Mo cepTudukanuu (s
cepTU(DUIIMPOBAHHBIX CUCTEM MEHEIH)KMEHTa KayecTBa) IMOCIEIHEr0 ayAuTa CUCTEMbI
MEHEIP)KMEHTa KauecTBa MEIUIIMHCKUX U3JIeNUi (TIpU HAJTUYUN).

B cnydae ecnu nepuoaudeckoe (MI1aHOBOE) MHCTIEKTUPOBAHKE MPOU3BO/ICTBA ITPOBOIUTCS
MHCIICKTUPYIOLIEH OpPraHu3alyel HE TOro ToCyAapCTBa-4i€HA, YIIOJHOMOYEHHBIA OpraH
KOTOPOT'0 OCYIIECTBIISI PETUCTPALMIO MEIULMHCKOTO HW3IEIUs, OTYETBl O PE3yJbTaTax
MIPOBEICHUS IEPUOINYECKOTO (IIJITAHOBOT0) MHCIIEKTUPOBAHUS MPOU3BOJICTBA HAIPABIISIIOTCS
YIOJHOMOYEHHBIM OpPraHOM, HWHCIOEKTUPYIOIIAash OpraHu3alus KOTOPOTro MpOBOAMIA
nepuonyeckoe (IMIaHOBOE) MHCIIEKTUPOBAHUE MPOU3BOACTBA, B YIIOJHOMOUYEHHBIH OpraH,
KOTOPBIM OCYIIECTBIISII PETUCTPALMI0O MEAUIMUHCKOTO W3JENusl, IJIsg BKIIOYEHHUS B
perucTpannonHoe aocke. OTYETHI 0 pe3ysbTaTax MPOBEACHUS MEPUOIUYECKOrO (IIJIAHOBOTO)
MHCIEKTUPOBAHUSA TMPOU3BOJACTBA HAMPABJISIOTCS MO TMOYTE 3aKa3HBIM MOYTOBBIM
OTMPABJIICHUEM C YBEJIOMIICHHEM O BPYYEHUHU JHOO mepenarorcs B GopMe 3JIEKTPOHHOTO
JOKYMEHTA, MOANUCAHHOTO 3JEKTPOHHON MOJANKCHIO, B TeueHHe 15 pabounx gHel co aHSA
3aBEpIICHUS IEPUOJUYECKOrO (IIAHOBOT0) MHCIIEKTUPOBAHUS TPOU3BO/ICTBA.

36. UHcnekTupyomas opranu3anus NpoOBOAUT aHAIU3 MPEICTABICHHBIX JOKYMEHTOB B
teueHue 10 pabounx mHEN cO THA MOJaYd TPOU3BOAUTEIIEM MEIUIIMHCKOTO U3CIUS 3aIBKU
O MPOBEACHUM MEPUOANYECKOTO (IJIAHOBOI0) MHCIEKTUPOBAHMS MPOU3BOJCTBA. B ciyuae
€CJIM MHCIIEKTUPYIOIIasi OpraHu3alus MpUHsJIa pEelIeHue O MPOBEAECHUN MEPUOTUYECKOTO (
IUTAHOBOI'0) MHCTIEKTUPOBAHMS ITPOU3BOJICTBA, OHA 3aKIIF0UYAET COOTBETCTBYIOIINI JOTOBOP C
MPOU3BOAMUTENIEM METUIMHCKOTO U3/1EIH.

B cnyyae ecnu mpuHATO OTPHUIIATENbHOE PEUICHHE, MHCIEKTUPYIOIIAsl OpraHu3alus
YBEIOMJISIET B MUCbMEHHOW (popMe MpOU3BOAUTENS MEIULMHCKOTO U3Jenus 00 OTKa3e B
MPOBEJICHUH MEPUOINYECKOTO (IJIAHOBOI0) MHCIIEKTUPOBAHUS MPOU3BOACTBA (C yKa3aHUEM
MPUYHH).

OcHOBaHMSAMHU IS OTKa3a B MPOBEJCHUHU NEPUOJUYECKOro (IJIAaHOBOTO)
MHCIIEKTUPOBAHUS IPOU3BOACTBA SABJISIIOTCS:

HECOOTBETCTBUE MPEACTABICHHOIO KOMIUIEKTa JOKYMEHTOB MEPEUYHIO JTOKYMEHTOB,
yKa3aHHOMY B ITyHKTe 35 Hactosmux TpeOboBaHuU;

HECOOTBETCTBUE TEXHUYECKUX (PANIIOB YCTAHOBIEHHBIM TPEOOBAHUSIM;

OTCYTCTBHE Y HWHCHEKTHUPYIOLIEH OpraHu3allu MOJHOMOYHMI MO MPOBEICHUIO
WHCIIEKTUPOBAHMS 3asIBJICHHBIX TPYMM (MOATPYIIN) MEAUITUHCKUX U3ETUH.

I'paduk mpoBeneHus nmepuoaUYECKOro (IMJIAaHOBOTO) WHCIIEKTUPOBAHUS MPOU3BOJICTBA
pa3MeniaeTcss Ha O(QUIMAIBHBIX CalTax yMOJHOMOYEHHBIX OpraHoB B cetu MHTepHeT, a
TaKKe OIyOJIUKOBBIBaeTCS Ha HHGopMarmoHHoM noptaie Corosa.



YnonHoMO4YeHHbIE OpraHbl 00eCIeYUBAIOT IPEICTABICHUE COOTBETCTBYIOLINX CBEICHUIN
B EBpa3uiicKyr0 5KOHOMHUYECKYI0 KOMUCCHUIO C UCIIOJIb30BAHUEM CPEICTB UHTETPUPOBAHHOM
uHdopmarmonHon cucreMbl Coro3a.

37. llpu npoBeleHUH MEPUOANYECKOTO (TUIAHOBOT0) MHCIEKTUPOBAHUS MPOU3BOJICTBA
OLICHUBAIOTCA:

a) MoJIepKaHNuEe COOTBETCTBUS CUCTEMbI MEHEKMEHTA KaueCTBa MEUIIMHCKOTO U3/1eIns
HacTosimuM TpeboBaHuUsIM;

0) pe3yJIbTaTUBHOCTh CUCTEMbl MEHEI)KMEHTA KaueCTBa MEJMIIMHCKUX H3JIeNUN B
o0ecreueHn COOTBETCTBHUS BBIITYCKAEMbIX B oOpaileHue B pamkax Coro3a MEIULHUHCKUX
u3JIenui TpUMEeHUMBIM K HUM O01muM TpeboBanmsiM 6e30macHOCTH U 3G (HEKTUBHOCTH.

38. Ilepuoauueckoe (MJIaHOBOE) MHCIEKTUPOBAHUE MPOU3BOACTBA MPOBOJUTCA Ha
BHIODAHHBIX HMHCIEKTHPYIOIIEH OpraHu3anueid MNPOU3BOACTBEHHBIX IUIOHIAJKaX B
COOTBETCTBUM C TOANMyHKTOM '"Tr" myHkTa 14 Hactosmmx TpeOGoBaHul Ha mNpumepe
NPEICTABUTENIBHBIX MEIUUMHCKUX M3ACIHN Uil KaxIOoW TIpynnbl WIX MOATPYMIBI
IPOU3BOJIUMBIX MEIUIIMHCKUX M3JEIUN B 3aBUCUMOCTH OT KJIacca MOTEHIUATIBHOTO PUCKA UX
MPUMEHEHUS IO MEPEYHIO B COOTBETCTBUU ¢ MpriioxkeHueM Ne 2 k HactosamuM TpeOoBaHUAM
IIOCPEJICTBOM aHAJIN3a JJOKYMEHTOB M 3alMCEMl, KOTOPHIE SIBUIUCH PE3YJIbTaTOM pEeaNn3alun
COOTBETCTBYIOIIUX JOKYMEHTUPOBAHHBIX MPOLECCOB U (WJIM) OMEPAIMOHHBIX MPOLEAYP
CUCTEMBbl MEHEKMEHTAa KauecTBa MEIUUMHCKUX HW3AEIUN, NPUMEHUTEIbHO K JTaHHBIM
MEIULMHCKUM W3AEeNUsAM. {1 MEOUUMHCKUX HU3IAEIUN KJIACCOB MOTEHUHAIBHOTIO PHUCKA
npuMeHeHus: | U 2a mpencTaBUTEIbHBIM 00pa3el MEAUIIMHCKUX W3JETIUil BHIOMpaeTcsa u3
rpynnbl MEAULIMHCKUX M3JEIHUI MO0 NEPEYHI0 B COOTBETCTBUM C MpuiioxkeHueM Ne 2 k
HacTtosuM TpeOoBaHUAM, Il MEIULMHCKUAX H3JEJIUNA KJIacCOB MOTEHUMAJIBLHOIO pUCKa
NpUMEHEHUs 20 U 3 — U3 NOATPYIIbl MEAULMHCKUX U3JIEIHUH 110 MEPEUHIO B COOTBETCTBUU C
npuioxeHueM Ne 2 k HactosuM TpeGoBaHUsM.

Kpurepusmu BbIOOpa MpenCcTaBUTEIBHBIX MEAUIIMHCKUX U3JIETUN SIBJSETCS HOBU3HA
TEXHUYECKUX DPELICHUM, HA3HAYEHUHN, TEXHOJIOTUM NPOU3BOACTBA C YUYETOM PE3YJbTATOB
OpOBEACHUSI MpenbAyIuXx uHcnekuuil. OOocHOBaHME BBIOOpA MPEACTABUTEIbHBIX
MEJUIIMHCKUX HW3JACNIMM JOJKHO OBITh NMPUBEICHO B OTUETE O pe3yJibTaTax MpPOBEACHUS
MHCIIEKTUPOBAHUS TPOU3BOCTBA.

[Ipu nepuoanvyeckom (IJIAHOBOM) M BHEIUIAHOBOM HHCIIEKTUPOBAHUU MPOU3BOJICTBA
MHCHEKTUPYIOIIasi OpraHu3ainus MPOBOAUT OTOOp 0Opa3loB MEAUIIMHCKUX U3ACIUN (
UMITIAHTUPYEMBIX, HHBA3UBHBIX, & TAK)KE MEIUIIMHCKUX U3JIEIUHN ISl AMATHOCTUKH in VItro)
KJIacca MOTEHUUAIBbHOIO PUCKA MPUMEHEHUS 3 C 1eJIbI0 MOATBEPKIECHUS COOTBETCTBUS UX
XapaKTEPUCTHK JIAaHHBIM TEXHUYECKOTO (haiiyia, oOecrieunBaromuM 06e30macHOe TPUMEHEHNE
TaKUX MEIUIMHCKUX W3AeNuidl. MeAuIMHCKUE W3/eNusi OTOMpAIOTCs MO OJHOM Moaenu (
BAPUAHTY MCHOJHEHHUS) U3 KaKI0M MOATPyNIbl MPOU3BOJUMBIX MEJULIMHCKUX W3IEIUN B
COOTBETCTBUHU C TpuioxeHuemM Ne 2 k HactosmuMm TpeOoBaHUAM B KOJHUYECTBE,
HEOOXOIMMOM [JIsi TPOBEIEHUS COOTBETCTBYIOIIMX uchbITaHuil. Kpurepuem ortbopa



MPEICTaBUTEIbHBIX MEIUIUHCKUX H3JEIUI SBISETCS OOLIHOCTh TEXHUYECKUX DPELIEHUH,
Ha3Ha4YeHU U (WJIM) TEXHOJIOTMH JJIsl JaHHOW MOATPYMNIBI MPOU3BOJUMBIX MEIULIMHCKUX
uzzenuil. B ciiydae oTcyTCTBUSL yKa3aHHBIX OOpa3IOB MOATPYINAa MEIULHUHCKUX H3EIUN
UCKJIIOYaeTcs U3 cpepbl HHCIEKTUPOBAHUS.

HNHcnekTupyromas opraHu3alys TpOBOJUT HEOOXOJUMBIE HCIBITAHHS YKa3aHHBIX
00pa3loB MEIUIIMHCKUX H3JEAuid OO0 B Ciydyae OTCYTCTBUSL Y HWHCIEKTHPYIOIIEH
OpraHM3alMH AKKPEIUTAIIMU HA MPOBEICHUE COOTBETCTBYIOIIETO BUAA UCIIBITAHUNA B TEYEHNE
3 pabGouux aHE# co AHS 0TOOpa 00pa3loB OQOpPMIISET HAMPABICHHE B COOTBETCTBYIOIINE
OpraHU3alluy, BHECEHHBIE B €IHUHBIM PEECTP YNOJIHOMOYEHHBIX OpPraHU3alMil, UMEIOIINX
MpaBO MPOBOAUTH HCCIEAOBAHUS (HMCHBITAHUS) MEIUIMHCKUX HU3JEIUA B LEISIX HX
pErucTpanuu.

Pe3ynbTathl HcnibITaHUN OTOOPAaHHBIX 00PA3[0B MEIUIIMHCKUX U3/IETHI MPEACTaBIAIOTCS
MHCIIEKTUPYIOIIEH OpraHu3alyeld B yIOJIHOMOYEHHBIM opraH B TeUeHHe S5 pabouux JHEH co
IHS O(OPMIIEHHSI COOTBETCTBYIOIIErO MPOTOKOJIA HCCIEeN0BaHUN (ucnbiTaHui). B ciyuae
HEMOATBEPXKJICHHUSI COOTBETCTBHUSI XAPAKTEPUCTUK OTOOPAHHBIX 00pa3IOB MEAUIIUHCKOTO
U3JIeNnsa JaHHBIM TEXHUYECKOro (haiiyia, 00ecrneynBaonMM ero 0e30MmacHoe TpUMEHEHUE,
WHCIIEKTUPYIOIIAsl OPraHu3alus MPHOCTAHABIMBAET JEWCTBHE OTYETa O PE3yJbTaTax
MIPOBENCHUSI HMHCIEKTUPOBAHUS NPOU3BOJACTBA. [0 ycTpaHeHUs TPOU3BOAUTEIEM
MEIULIHUHCKOTO H3JEIUS BBISIBJIEHHBIX HECOOTBETCTBHM YINOJHOMOYEHHBIM OpraH BIIpaBe
NPUOCTAHOBUTH BBIMYCK MEAMIMHCKOTO H3JeNIHsi B OOpallleHue Ha TEeppUTOPUU
roCyJ1apCcTBa-4jeHa B COOTBETCTBUU C 3aKOHOJATEICTBOM 3TOTO IOCYyAapCTBa, a TAKKE
UHOOPMUPYET YMOJIHOMOYEHHBIE OpPraHbl JPYTUX TOCYAAapCTB-UJIEHOB O MPUOCTAHOBKE
BBIITyCKa MEIUUMHCKOIO M3Jeiusi B OOpalleHHe Ha TEPPUTOPUU TOCYNAPCTBA-UJIEHA C
HCIIOJIb30BaHUEM CPEJCTB MHTEIPUPOBAHHON HHPOPMAIIMOHHOM cucTeMbl Coro3a.

39. Ilo pe3ynbraTaM MPOBEACHUS MEPUOJAUYECKOTO (TJIAaHOBOT0) MHCIIEKTUPOBAHUS
MPOU3BOACTBA MHCHEKTHUPYIOUIas opraHu3anus o(GopmisieT oT4yeT Mo (opMe COIJIaCHO
npuinokeHuto Ne 6. YKa3aHHBIN OTUET JEWCTBUTENEH B TE€YEHHUE 3 JIET CO JHS €r0 BBIIAYH.

40. [TpousBoauTeTh METUIIMHCKUX H3JEITNI BIIPpaBe OOPATUTHCS B WHCIICKTUPYIOIIYIO
OpraHU3alHUIO C 3aBJICHUEM O MPOBEACHUN BHEIJIAHOBOI'O MHCIIEKTUPOBAHUS ITPOU3BOICTBA
B CIIEAYIOIINX LENAX:

a) BHECEHUE U3MEHEHHI B MepeyeHb MPOU3BOACTBEHHBIX IJIOMIAIOK, IEPEUYCHb TPy (
MOATPYNI) MEAMIMHCKUX W3JEIUi, Ha KOTOpbIE PACIpOCTpaHsAeTcs AEHCTBHE OTYETa O
pe3yiibTarax MpoBEICHUSI HHCIIEKTUPOBAHUS;

0) MOATBEpPX ICHUE YCTpaHEHWs HApyUIEHWH IO pe3yJbTaTaM MpPOBEICHUS
MHCIIEKTUPOBaHHUS IPOU3BOJICTBA;

B) MOJATBEPXJAEHHE YCTPAHEHHUs MPUYUH, KOTOpbIE MPUBEIH K BBIMYCKY
HEIOOPOKAYECTBEHHBIX MEAULMHCKUAX W3JEJIHI, MOCPEICTBOM BKIKOYEHHUS OTYETa O
NPOBEJICHUM BHEIUIAHOBOI'O HMHCHEKTUPOBAHUS B 3aKJIIOYUTEIbHBIA OTYET O
KOPPEKTUPYIOIIMX JEUCTBUAX 1O (OpME B COOTBETCTBUHU C npriioxeHueM Ne 2 k [IpaBunam



MPOBEJICHNUS MOHHUTOPHMHTa 0€30MacHOCTH, KadecTBa W A(PGHEKTHUBHOCTH METUIMHCKUX
U3ACIINN;

I') TOATBEPKICHUEC BHEAPCHUS IMPOU3BOJHUTEIEM CHCTEMBI MEHEKMCHTA KadecTBa
MEIUITMHCKUX M3JEIUi (B CIydae eClid OIlEHKA 3TOW CHCTEMBbl MCHEDKMCHTA KayecTBa Ha
COOTBETCTBHE HACTOSAIUM TpeOoBaHUSAM HE MTPOBOINIIACH).

41. Ilo pe3ynbpTaTaM MPOBEJICHHUS BHEIUIAHOBOTO WHCIICKTUPOBAHUS IPOU3BOJICTBA B

nn nn

LeNdaX, yKa3aHHbIX B mnoamyHkrax "a" — "B" mynkta 40 nHacrosmux TpeOGoBaHui,

MHCIIEKTHPYIOIIAsl OpraHu3amus oQopMisieT oT4eT o popMe COorsiacHO MpuitokeHuio Ne 7, B
LEeNsX, YKa3aHHbIX B moAanyHkre "r" myHkra 40 nHacrosmux TpebGoBanuii, — nmo ¢opme B
cooTBeTcTBUU ¢ mpmioxkenneM Ne 4 k HacrosuuMm TpeOoBaHusM. YKa3zaHHBIM OTYET
NEUCTBUTEIECH B TeueHHe 3 JeT co AHS ero Bbigauu. I[IpoBeneHue MiIaHOBOTO

MHCIIEKTUPOBAHMS IPOBOJIUTCS HE TIO3IHEE 3 JIET CO JHS BbIJJaYM YKAa3aHHOI'O OTYETA.

42. lonyckaeTcsi NpOBEJACHUE OLICHKH CUCTEMbI MEHEI)KMEHTA KaueCTBA MEAULIMHCKUAX
U3/ICJIM C HCHOJIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aMMOJACHCTBHS (Hampumep,
MOCPEICTBOM BHUIEOCBs3M). Takas OIleHKa MPOBOJIUTCS COTVIACHO MpuiiokeHuto Ne 8 B
CIIy4asix, IPeAyCMOTPEHHBIX YKA3aHHBIM MTPUIIOKECHHUEM.

Caocka. TpeboBanus JOMOTHEHBI TyHKTOM 42 B cooTBeTCcTBHH ¢ Pemennem CoBera
EBpasuiickoi 3xoHoMuueckor komuccuu oT 12.11.2021 Ne 131 (Bctynmaet B cuity 1o

ucreueHuu 30 KaJeHAapHBIX THEH C JaThl €ro OPUIMATBLHOIO OIMYOJUKOBAHUSA).

IMPUJIOKEHMUE Ne 1

K TpeboBaHWSIM K BHEAPCHHUIO,
HOAZEPKAHUIO U OLICHKE
CHCTEMbI MCHCIP)KMCHTA
Ka4yecTBa MEJULIUHCKUX
W3JIETNI B 3aBUCIMOCTH

OT MOTEHIMAIBEHOTO PHCKA X

NpPUMEHCHHUS

ITPABAJIA
pacdera HOpMaTHBHOM IPOAOIDKHTEILHOCTH HHCIIEKTUPOBAHMS IIPOU3BOJICTBA

1. Pacuer HOpMAaTHUBHOW MPOJOIKUTEIBHOCTH WHCIEKTUPOBAHUSA IMPOU3BOJACTBA
OCYILIECTBJISCTCS MPU ONPEAECICHUH CTOMMOCTH WHCIEKTUPOBAHUS MPOU3BOACTBA
HE3aBUCUMO OT (haKTHUECKOU MPOIOJKUTETLHOCTH HHCTICKTUPOBAHUS TIPOU3BOICTBA.

2. HopmaTuBHas pO0IKUTEIIBHOCTh MHCIIEKTUPOBAHUS MTPOU3BOJICTBA UCUUCIISIETCA B
YEJIOBEKO-/THSIX Ha OCHOBE §-dyacoBoro pabouero mns. HopmaTuBHas mpog0KATEIEHOCTH
MHCIEKTUPOBAHUS TMPOU3BOJCTBA BKIIOYAaeT B ce0s Bpems, NPOBEIACHHOE BHE
WHCIEKTUPYEMOUW OpraHU3allMid U 3aTPAYCHHOE HA aHAIU3 JOKYMEHTAlHMHU U IJIAHUPOBAHUE
UHCIIEKTUPOBAHUS IIPOMU3BOJACTBA, a TAaKXe BPEMs, IPOBEICHHOE HEINOCPEACTBEHHO B
MHCIEKTUPYEMOM OpPraHU3alllM U 3aTPAYEHHOE HAa COCTABICHUE OTYETOB.

Ecnm o0beKkThl HHCIEKTHPOBAHUS MTPOU3BOJICTBA PACIIONOXKEHBI B APYTOM TOPOJIE T10
OTHOILICHUIO K HMHCIEKTUPYIOIIEH OpraHu3alui, TO HOPMATHUBHAS MPOJIOJKUTEILHOCTH



MHCTICKTUPOBAHUS IMPOU3BOJICTBA YBEINYMBACTCSA Ha 2 YEIIOBEKO-IHS Ha KaXKIbI OOBEKT
WHCIIEKTUPOBAHUSI.

3. B KkadecTBE€ OCHOBBI [JIi pacyeTa HOPMATHUBHON MPOJOKUTEIbHOCTH
WHCIIEKTUPOBAHUS MPOU3BOJCTBA HCIOJIB3YyeTCs (haKTUUYeCKass YMCICHHOCTh COTPYIHHUKOB
MHCIEKTUPYEMOW OpraHM3alliy, y4acTBYIOIIMX B IMpOLECCaX B paMKax OIEHHMBAeMOU
CHUCTEMbl MEHEPKMEHTa KadecTBa. UMCIEHHOCTh COTPYAHUKOB C YACTUYHOM 3aHSITOCTHIO
YUYUTBIBAETCS MyTEM €€ KOHBEPTAIlMM B DKBUBAJICHTHYH) YHUCICHHOCTh COTPYJIHHUKOB C
MMOJIHOM 3aHSITOCTBIO.

4. HopmaTuBHas NpOJ0JKUTEILHOCTh MHCIIEKTUPOBAHUS TIPOU3BO/ICTBA B 3aBUCUMOCTH
OT (HaKTHYECKOW YHMCICHHOCTH COTPYJAHHUKOB OOBEKTa HWHCIICKTHPOBAHUS IPUBEICHA B
TabnuIe.

Tabmnuia

HopmaruBHas po10/KUTENBHOCTD
HopmaTrBHAas IPOJOIKUATEIEHOCTh
dakTudyeckas  YHUCICHHOCTH Mepuoandeckoro  (IIaHOBOTO)

MEPBUYHOTO  HWHCHEKTUPOBAHUS
COTPYAHUKOB (YEJIOBEK) WHCTIEKTUPOBAHUS TPOU3BOACTBA (

MIPOU3BOJICTBA (YETTOBEKO-THEH) =
YeJIOBEKO-THEH )

5-49 6 4
50-99 7 5
100 — 199 8 6
200 —499 9 7
500 —999 10 8
1000 — 1999 11 9
2000 — 4999 12 10
6omnee 5000 13 11
I[TPMJIOXKEHUE Ne 2
K TpeboBaHISIM K BHEAPCHHUIO,
MOJIIEPKAHHUEO
Y OIICHKE CUCTEMBI
MEHEPKMEHTa KauecTBa
MEIUIMHCKHUX U3JICTNH B
3aBHCUMOCTH
OT MOTEHIHAIILHOTO PUCKA UX
NPUMEHEHUSA
IIEPEYEHbDb

TPy ¥ DOATPYTI MEAUIWHCKHUX U3AEIAi

Hoz[rpynna MCIUIIMHCKUX I/I3,H€JII/Iﬁ (Z[J'IS[ KJ1aCcCOB

['pynna MeTMUMHCKUX 3T
MTOTEHIINAIFHOTO pucKa 20 u 3)

1.1. HeakTuBHBIE CEPIETHO-COCYAUCTHIE UMITIIAHTATHI

1. HeakTrBHBIE MEAWIIMHCKUE U3ACTUs (KPOME U3IEITHI
L 1.2. HeakTuBHBIE OPTONEINYECKUE UMILTAHTATBI
JUTSI TUaTHOCTHUKH in Vitro)

1.3. HeakTuBHBIE HMIUIAHTATHI MATKUX TKaHEH

1.4. HeakTuBHBIC (PyHKINOHAIBHBIE UMITIAHTATHI



2. AKTHBHBIE HEUMILIAHTHPYEMbIE MEIUIIMHCKUE
m3enus (KpoMe U3IeNHi Ui AMarHOCTHKH in Vitro)

1.5. HeaktuBaBle 3yOHBIE WMIIIAHTATH U

CTOMATOJIOTHYECKHUE MaTCPHAJIbL

1.6. HeakTHBHBIE MEAUIIMHCKHUE U3IEINS TSI MHBEKITUH
, BIIMBaHUs, IEPEIUBAHUS KPOBU U AUATU3A

1.7. HeakTrBHBIC 0DTaIBMOIOTHUCCKUE MEAMIIMHCKUE
n3aciuia

1.8. HeakTuBHBIE OpPTONENUYECKHE MEIUIMHCKUE
W3MIeNUs M MEAUIIMHCKUE U3MISIUS IS peaOiInTauu

1.9. MeaumuHCKe U3eTus [UTsI KOHTpAIeIuu
1.10. MeaMuMHCKHE HHCTPYMEHTHI

1.11.
ne3uHpexuy,
CTEPWIM3ALNH MEIULIINHCKUX U3AETHN

HeakTuBHbIC MCIUIMHCKUEC H3ACIUA ITJId

TUTHEHUYECKOH 00paboTku U

1.12. IlloBHBIA MaTepHal, IEepeBI30YHBIE CPEACTBA U
pOYNEe HEAKTHBHBIC MEIWIHMHCKHE H3ACIUS JUIS
JIeYeHHs paH

1.13. HeakTuBHBEIE MCIOHIIMHCKHE H3ICIUI, HE
BKJIIOYEHHBIE B moArpynmnsl 1.1 —1.12

2.1.
(U3MOIOTHUECKHX MTOKa3aTeen

MC}]I/IHI/IHCKI/IC nu3acig  aJid  KOHTPOJIA

2.2. MeouuuHCKUE WU3JENUd 1 BU3yalU3alUH,
HCHOJB3YIONIIE HOHU3HUPYIOIIEee U3ITyIeHUE

2.3. MeaunuHckue u3aenus AJis BU3yalu3alluu, HE
HCIIOJIb3YIOIIME HOHU3UPYIOIIEE U3ITyuYeHue

2.4. MeguuuHCKHE W3HETUSA UL JIy9eBOW TEparuw,
UCIIONB3YIOINE HOHU3UPYIOIee H3TyUeHUE

2.5. MenuuuHcKue U3eNusl Ui JIy4eBOM Tepanuu, He
HCTIOJB3YIOIIIEe HOHU3UPYIOIIee U3ITyICHUE

2.6. MeaunuHCKHe U3AETUS Ul TUTOTPUIICUN

2.7. MEIUIUHCKAE W3IeIus JJIs
IKCTPAKOPIOPATHHOTO KpOBOOOpaIeHus,
BHYTPUBEHHOTO BIIMBaHuUs U azmadepesa

2.8.
runepbapudeckue

AKTHBHBIE

AKTUBHEIE HAapKO3HO-AbIXAaTCJIbHBIC,
MCOUITUHCKHC n3aciiusa nu

MCIUIMHCKHUE U3CTINA TJIA pecrmpaTopHoﬁ Teparnun

2.9. MEIUILINHCKNE
CTUMYJISIIUN 1 UHTUOUPOBAHUS

AKTHUBHBIE U3JENus A

2.10. AKTUBHBIE XHUPYpPIHUYECKHE MEIULMHCKHE
W3IETHS

2.11. AxTtuBHBIE O(QTaILMOJIOTHUECKHE MEIULIMHCKHE
H31eNnus

2.12. AKTHBHBIE CTOMATOJIOTMYECKHE MEIUIIMHCKUE
W3 IeIIns

2.13.
HGBI/IH(l)GKHI/II/I " CTCPpUIIN3alluui MEIUIITMHCKUX I/I3H6J’II/II>1

AKTUBHBIE MEIUIMHCKUE W3AEIUA IS

2.14. AKTHBHBIE MEOUIMHCKHE W3ACIUS IS
peabWINTAINY ¥ aKTUBHBIC TIPOTE3bI



2.15. AXTHBHBIE MEIWIIMHCKHE U3NCIUS IS
MTO3UIIMOHUPOBAHUS ¥ MTEPEBO3KH MAIICHTOB

2.16. CaMoCTOATEIBHOE METUIIMHCKOE MPOTrpaMMHOE
obecmeueHue

2.17. AXTUBHBIE MEIULUHCKUE W3OEIUAA IJIA
SKCTPaKOPIIOPATBLHOTO OTIJIOTIOTBOPECHUS H
HCKYCCTBEHHOTO OILIOIOTBOPEHUS

2.18. AKTHBHBIE MEIHMIMHCKHE HW3ACIMs, HE
BKJIIOUEHHBIE B moArpynns 2.1 —2.17

3.1. AKTHBHBIE WMIUIAHTHPYEMBIE MEIUIIUHCKHE
U3JCTTUS TSI CTUMYJISILIAA ¥ HHTHOMPOBAHUS

3.2. AKXTUBHBIE HUMIUIAHTHUPYEMbIE MEIUIIMHCKHE
W3IIENUs A7 BBOJA JICKAPCTBCHHBIX M WHBIX BEUICCTB

3. AKTUBHBIE HUMITTAHTUPYEMBIC MCIUITMHCKUE U3ACIIUA

3.3. AKTHUBHBIE UMIUIAHTUPYEMbIE MEIUIIMHCKHE
u3enusi, MOJAEePKUBAIOIINE, 3aMellalonue HIH
3aMeHsIoIHe (YHKIIUU OpraHu3Ma

3.4. PannoakTUBHBIC MMIUIAHTATHI Ul BHYTPUTKaHEBON
JIy4€BOH Tepanuu

3.5. AKTUBHBIE UMIUIAHTHUPYEMbIE MEIULIMHCKHE
W3J€Nus, He BKIIIOUEHHBIE B moarpynmsl 3.1 — 3.4

4.1. PeareHtsl, HAOOPbI PEareHTOB, KaJIHMOPOBOYHBIC

o KOHTPOJIbHbIE MaTepHaIbl
4. MenuuuHcKye U3Aenus Uil AMarHOCTHKH 1n Vitro i
4.2. Tlpubopsr n 060OpyHOBaHWE IS AUATHOCTUKHU in

Vitro

4.3. CaMoCTOSTENIBHOE MEIUIIMHCKOE IMIPOrpaMMHOE
obecrieueHne Jyisl TMarHoCTHKY in Vitro

4.4. Vlaple MEIULUIMHCKNE U3AEINS IS TUATHOCTHUKH in
vitro, He BKJIFOUCHHBIC B moArpymmst 4.1 — 4.3

I[TPMJIOXKEHUE Ne 3
K TpeOoBaHISIM K BHEAPCHHUIO,
HOAJEPKAHHIO
Y OIIEHKE CUCTEMBI
MEHEPKMEHTa KauecTBa
MEIUIMHCKHUX U3JICTNN B
3aBHCUMOCTH
OT MMOTEHIHAILHOTO PHCKA UX
NPUMEHEHHUS

HUHTEI'PAJIBHASI OLIEHKA

CTENEeHH 3HaYUMOCTH BHIABJIIEHHBIX B XOJl¢ HHCIIEKTHPOBAHMA IPOU3BOACTBAa HECOOTBETCTBHIA
CHCTEMEI MEHEDKMeHTa KadecTBa TpeOoBaHUAM K BHEAPSHHUIO, TIOJNCPIKAHUIO H OLEHKE CHCTEMBI
MEHEDKMEHTa Ka9eCTBA MEAUIMHCKAX H3AE/THI B 3aBHCAMOCTH OT NOTEHIMATEHOTO PUCKA HX
OpUMEHEHAA

I. Knaccrdukamnys HeCOOTBETCTBHI



Knaccudukanus BbISIBICHHBIX B X0/1€¢ HHCIEKTUPOBAHUS [TPOU3BOJICTBA HECOOTBETCTBUI
CUCTEMbl MEHEKMEHTa KadecTBa TpeOOoBaHMSAM K BHEAPEHMIO, MOJJEPKAHUIO U OLEHKE
CHCTEMBl MEHEJKMEHTAa KadyeCTBa MEIUIMHCKUX U3ACJIUMHA B 3aBUCUMOCTH OT
NOTEHIMAJILHOT'O PUCKA UX MPUMEHEHHUs (Jlajiee — HECOOTBETCTBHS) MPOBOAMUTCS B 2 ATana:

[ sran — npumeHeHue KiIacCU(PUKAMOHHOM MATPHUIBl [Js oOecreueHus
[IPEABAPUTEIBLHON OLIEHKH CTEIIEHU 3HAYMMOCTH HECOOTBETCTBU;

II aTan — npuMeHeHre MOBBIIANIMX 0aIOB AJIs ONpPEAeSIeHU OKOHYATEIbHON OLIEHKU
CTEIIEHU 3HAYUMOCTU HECOOTBETCTBUM.

MHOKeCTBEHHBIE CITy4al HECOOTBETCTBUSL OJJHOMY TPEOOBAHUIO pacCMATPUBAIOTCS KaK
OJIHO HECOOTBETCTBHE.

II. KnaccuukamuoHHas MaTpHLa

CoryacHo KinacCU(PUKAIIMOHHON MaTpHUIIE BCE BBISIBJICHHBIE HECOOTBETCTBUS
NOJIpa3JeNs0OTCs Ha 4 TPYIIIbI.
Kaxpnas rpynmna xapakTepusyeTcsi KOJIMY€CTBEHHBIM 3HAUYCHUEM CTETEHU 3HAUMMOCTHU
HECOOTBETCTBHUS J1Jis1 6€30MaCHOCTH, Y(H(PEKTUBHOCTH U KaYECTBA MEIUITMHCKOTO U3/IECITHU:

BiusiHre HECOOTBETCTBUS MPSAMOE 3 4
Ha 0€30MacHOCTD,

3pheKTUBHOCTL U
HEIpsIMOoe 1 2

Ka4€CTBO MCAUIIMHCKOI'O
n3aCInA
BIICPBbLIC IIOBTOPHO

HOBTOpHeMOCTI) HCCOOTBCTCTBHUA

Knaccugukanronnas mMaTpuia oTpa)kaeT BIMSHHE HECOOTBETCTBHS HAa 0€30MacHOCTb,
3¢ ()EKTUBHOCTh U KAYECTBO MEAMIIMHCKOTO U3/EINs, a TAKKE MOBTOPSIEMOCTb BBISIBICHHOIO
HECOOTBETCTBHUS.

BnusiHue HecooTBETCTBUS Ha 06€3011aCHOCTb, 3()(PEKTUBHOCTD U KAUECTBO MEIULIUHCKOTO
U3ENUsl CUUTAETCA HENpPSIMBIM, €CJIM OHO 3aTparuBaeT TpPEeOOBaHHWs, CBSI3aHHBIE C
(YHKIMOHUPOBAHUEM CHCTEMbl MEHEKMEHTA KaueCTBAa MEUIIMHCKUX U3/ETUl, U NPSMBIM,
€CJIM OHO KacaeTcsl TpeOOBaHUM, OTHOCAIUXCA K MPOLiEccaM IPOEKTUPOBAHUS, pa3padO0TKH,
IIPOU3BOJICTBA U BBIXOJHOI'O KOHTPOJISA MEIULIMHCKOTO U3EIIHS.

[Tonsitue "BrepBhie" 03HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE HE ObUIO BBISIBJIEHO B
X0Jle 2 MOCJIENIHUX CIIy4YaeB IPOBEIACHUS MHCIEKTUPOBAHUS MPOU3BOJACTBA, MPU KOTOPBIX
OPOBEPSJIMCh TE K€ IPOLECChl B paMKaxX CHUCTEMbl MEHEI)KMEHTA KadecTBa Ha
MHCIIEKTUPYEMOM IPOU3BOACTBEHHOM TUIOIIAJIKE.

[TonsiTve "MOBTOPHO" 0O3HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE OBLIIO BHISIBJIEHO B XO/IE
OJHOTO M3 2 MOCIEIHUX CIy4aeB IPOBEACHUS HWHCIEKTUPOBAHUs IPOU3BOJCTBA, IPHU
KOTOPBIX IPOBEPSUIMCH TE€ K€ INPOLECCH B PAMKax CHUCTEMBbl MEHEI)KMEHTA KadyeCTBa HA
MHCIIEKTUPYEMOM TPOU3BOACTBEHHOM TUIOIIAIKE.



II1. TIToBEImaromue 0ayLIbl

[ToryuenHoe Ha [ aTane KOMMYECTBEHHOE 3HAYCHHUE CTETICHH HECOOTBETCTBUS YTOUHSICTCSI
Ha Il »sTame myrem mnpuMEHEHHWS MOBBIMIAIOMNUX OalI0B, HAYUCISIEMBIX 32 HAJIMYHE
CJICYIOIINX HECOOTBETCTBUM:

OTCYTCTBHE JOKYMEHTUPOBAHHBIX MPOIEAYpP, OTHOCAIIHUXCS K TpoIeccaM
NPOSKTHUPOBAaHUS, Pa3pabOTKH, MPOHW3BOACTBA M BBIXOJHOTO KOHTPOJS MEIHIIMHCKOTO
U3JIeNHsI, a TakKe K TMOCTIPOJaXKHOMY MOHHTOPUHTY, HEOOXOIUMBIX IJIsi OOCCIICUCHUS
6e3omnacHocTU U A (HEKTUBHOCTH MEAUIIMHCKOTO U3/IEIHS;

BBIITYCK B OOpalieHne HeTO0OpPOKAYeCTBEHHOTO MEIHMIIMHCKOTO H3MENHS B TCUCHUE
OTUETHOTO Tepuoja. B cimydae eciiu mpou3BOAUTENIEM MEIUIIMHCKOTO U3ACNHS TPOBEICHO
BHEIJIAHOBOE MHCTICKTHPOBAHHUE TIPOU3BOJICTBA B IEJISAX TOATBEPKACHUS YCTPAHEHUS TPUIHH
, KOTOpbhIE MPUBEIH K BBIMYCKY HEIOOPOKAUYECTBEHHOTO W3CNHs, MOBBINIAIONINN 0amt He
HAYNCIISICTCA.

[Ipu 3TOM K OIIeHKE, MOTyYeHHOU Ha | aTamne, s KaK10ro HECOOTBETCTBHSI HAUUCIISCTCS
1 Gam.

IV. ®opma npencraBiieHns pe3yIbTaATOB HHTETPAIbHOM ONEHKH CTETICHA 3HAYUMOCTH
HECOOTBETCTBHI

PGSYJ'IBTaTBI HHTerpaHBHOﬁ OOCHKHU CTCIICHU 3HAYUMOCTH HECOOTBCTCTBUA

HpeI[CTaBHHIOTCH B BHUAC Ta6J'II/IHBI:
Ne

/ HecootBercTBue Fpanaunﬂ HCCOOTBCTCTBHUA
/n

II »tan npwu

II »tan npwu
BBINIyCKE

OTCYTCTBHU CyMMapHBIH Oat
HeToOpOKa-4eCcTB
I sTan, Oamn JIOKYMEHTHPO-Ba Il
€HHOTO
HHBIX IPOIIECCOB, HECOOTBETCTBUIO
MEIUIUHCKOT O
Oann

H3Ieusl, Oaa

HTorossiii Oam:

WNHcniekTupyromiasi opranu3aiis He TOJDKHA BBIHOCUTH MOJOKUTEIBHOE 3aKIIFOUCHHE O
COOJIFOICHUY TTPOU3BOJIUTEIIEM MEIUIIMHCKOTO U3/Ieus HacTosmuX TpeOoBaHMi, €CIu OTHO
niu 0oJiee HaApyIIEHUH OLICHEHBI Ha 5 Wiu 6 0ayuioB Wi OoJiee ABYX HApYIICHUHN OICHCHBI
Ha 4 6aiuia.

IMPUJIOKEHUE Ne 4
Kk TpeboBaHMAM K BHEAPEHUIO,
MOJJIEPKAHHIO U OLICHKE
CHCTEMbI MEHEIKMEHTA



Kaue€CTBa MCAUIIMHCKUX
I/IB,I[GJ'H/Iﬁ B 3aBUCUMOCTH
OT IMOTEHIINAJIBHOTO pUCKa UX
TIIPUMEHCHUA

(bopma)

OTYET
0 pe3y/IbTaTax NePBAYHOIO HHCIIEKTUPOBAHUS IPOU3BOACTBA

1 Howmep otuera

Opranuzamnus, TPOBOAWBIIAS
WHCIEKTUPOBAHUE TIPOM3BOACTBA (
MOJIHO€ M COKpamieHHoe (mpu
HaJTUYUH ) HauMCHOBaHHMS

2 FOPUIUYECKOTO JINLA
(B ToM uyucie QuUpMEHHOE
HauMeHOBaHHUE),
OpraHM3alMOHHO-TIPaBoOBas (hopMa U
azapec (MecTo HaXOXKICHHA))

3 Wudopmanus o mpou3BOAUTENE MEAUIIMHCKOTO U3ISITHS:

IMonHoe wm cokpameHHoe (Tpu

HAJTHIHH) HaWMEHOBaHUS
FOPUANIECKOTO JIHIA (B TOM YHCIIe
3.1 dbupMeHHOe  HAaMMEHOBaHHE),

OpraHU3alMOHHO-TIPaBoBas Gopma u
aapec (MECTO HAaXOXICHUSA),
KOHTaKTHasi HH(POPMAaIHs

OpraHu3alMoHHas CTPYKTypa u
B3aMMOJCHUCTBUE C FOPUIMYCCKUMHU
32 JUIaMd B paMKax CHCTEMBI
MeEHEe)KMEHTA KadyecTBa
MEIUIMHCKAX U3IeIui

IlepeueHr IpPOU3BOICTBEHHBIX
IUTOIIAIOK
(c ykazaHueM HWX aJIpecoB U
MPOU3BOJUMBIX  MEIUIIMHCKUX
33 U3JeNUi, TPUMEPHON YHUCIEHHOCTU
' COTPYIHUKOB, YYacTBYIOIIUX B
mporueccax
B paMKax OILEHHMBAEMOH CHCTEMBI
MEHEKMEHTa Ka4decTBa, a TaKKe
KOHTAKTHOM HH(pOPMALINH)

Ilepeuenn MPOU3BOAUMBIX
MEIUIIMHCKHX H3ISINH,

34 MpeIHa3HAYCHHBIX IS OOpaIIeHus B
paMmkax EBpasuiickoro
SKOHOMHYECKOT'O COK3a

[lepedens rTpynm (mOArpyII)
MEOULIUHCKUX  H3ICNHH, B
OTHOIICHHU KOTOPBIX MPOBOAUTCS
HHCIIEKTHPOBAHUE IPOM3BOACTBA,



3.5

3.6

4.1

4.2

43

5.1

5.2

53

54

5.5

COTJIACHO 3asiBKE MPOHM3BOAUTEIIS
MEIUIUHCKOr0  u3genus (c
yKazaHueM wuHhoOpManmum O
BKJIFOYEHUH  (HEBKIIOYCHWH)

MPOLECCOB MPOEKTHPOBAHHUS U
paspaboTku B obacTh

HWHCIEKTHPOBAHUS IIPOU3BOICTBA)

Ilepeuenn KPUTHYECKHUX
MIOCTABIINKOB (C yKa3aHHEM HX
aJIpecoB, MOCTABIAEMBbIX H3AEIIHI
WM OKa3blBa€MBIX YCIYT, a Takxke
KOHTaKTHOH nH(popmannm)

Wudopmarnms 060 HHCIEKTUPOBAHUH
IPOU3BOACTBA!

Hdatsr npoBegCHUS
WHCIECKTUPOBAHUS MPOU3BOJICTBA, B
TOM YHCJIE JaThl BBIE3JHBIX
WHCHEKLHH POM3BOACTBA KAXKIOTO
MIPOBEPEHHOI0 OOBEKTA

CocraB MHCTIEKIIMOHHOM TPyNIIHI (C
yKa3zaHWeM (QYHKIUH YICHOB

TPYHIBI, a TaKXe CBEOCHUH 00
Y4acTBOBABIIMX NEPEBOJUUKAX U 00
HHCIIEKTOpax (PKCHeprax), eciu
TaKOBbIE TIPUCYTCTBOBAIIH)

IInan NpOBEAECHUSA
HWHCTIEKTHPOBAHUS IPOMN3BO/ICTBA

Pe3ynbTaThl HMHCIEKTHPOBAHUS OpOU3BOJACTBA (IO
MIPOBEPEHHOMY OOBEKTY):

Obmee omumcaHue NpPOBEPSEMOit
JeATEIbHOCTH

u  (Mau) TEeXHOJOTUYECKUX
MIPOLIECCOB

damunuu, uMeHa, oTdecTBa (TIpU
HaJIMYI1H)
U TOJDKHOCTH OMPOIICHHBIX JIUL]

HauMmeHOBaHHS  MEIMIIMHCKUX
U3JIeNNH, BEIOPAHHBIX JJIs IPOBEPKU
B KayecTBE MPEACTABUTEIHHBIX
00pasnoB, a Takxke OOOCHOBaHHE
JAHHOTO BEIOOpa

Tumel ¥ KOIUYECTBO MPOBEPEHHBIX
JIOKYMEHTOB U 3aIucei

[lepeuenn BBISIBIICHHBIX
HECOOTBETCTBUU CHUCTEMBI
MEHEeI)KMEHTa KadyecTBa
MEIUIMHCKUX H3eaui

Tp€6OBaHI/IHM K BHCJPCHHUIO,
NoAACPIKAHNUIO U OLCHKE CUCTCMbI
MCHCIXMCHTA KadyecTBa
MCIOUITHHCKHUX 38631 (H10707 B

Kaxxaomy



3aBUCHUMOCTH OT IIOTCHIHAJIBHOTO
PUCKa X TPUMCHCHUSA

WNudopmaiust 0 HECOOTBETCTBHSX,
YCTpaHEHHBIX B  MpoIlecce
HMHCIEKTUPOBAHUS IPOU3BOJICTBA, a
TakkKe O CpOKaX HPOBEACHHUS
KOPPEKTUPYIOIIUX JEUCTBUM B

5.6 OTHOWICHWH  HEYCTPAaHEHHBIX
HECOOTBETCTBUM W  dopMax
TOATBECPKACHUSA TPOBECACHUA TaKHUX
nencTBuit (mpencraBieHue
MOJTBEPXKAAIONMIEH JTOKYMEHTALMN
WM TIPOBEPKA HA MECTaX)

6 BriBogibI:

3aKII0YeHHEe O COOTBETCTBUHU (
HECOOTBETCTBHH) CHCTEMEI
MEHEIKMEHTA KadecTBa
MEIUIINHCKUX u3genui
TpeOOBaHUSAM K €¢ BHEAPCHHUIO (C
yKazaHueM HUHGPOpPMAIUU O

61 BKJIIOYEHUN (HEBKIIOYCHHH) B
o0lacTb ~ MHCHEKTHPOBAHUS
MIPOU3BOICTBA MPOIECCOB
MIPOEKTUPOBAHUS U Pa3pabOTKU [UIs
MIPOBEPEHHBIX TpyMNIl (TOATPYIII)
METUITUTHCKUX U3/IETTHHN)
damunnn, nMeHa, oTdecTBa (TIpU
7 HAIAIHN)
1 IOJDKHOCTH MHCIIEKTOPOB
8 [oxmucu, neyats (IpH HATUYUH)
IMPUJIOXKEHMUE Ne 5
K TpeOoBaHUSAM K BHEAPEHUIO,
MOJIAePIKaHUIO
U OLICHKE CUCTEMBI
MEHEPKMEHTa KauecTBa
MEIUIMHCKUX U3JICTNH B
3aBUCHMOCTH
OT MOTEHIMAIBHOTO PHCKA X
MPUMEHEHHS
TPEBOBAHUA

K COACPIXKAaHUIO TEXHUICCKOI'O q»aﬁna Ha MEIUIAHCKOE H3AeJIHe 1A JUArHOCTHKH in Vitro

I. O6mme Tpe6oBaHMA K CONSPIKAHHIO TEXHIIESCKOro (haiiyia Ha MeUIIMHCKOE H3EIHe I
JHMArHOCTHKH in vitro

1. Texauueckuit Gaia T0HKEH COEPkKaTh CICAYIONYI0 HHOOPMALIMIO O METUIIMHCKOM
W30EJIUU UIA JUAarHOCTUKH 1n VItro:
a) HAMMEHOBaHWE U3JICIIHUS;



0) BUI H3JeIUs B COOTBETCTBUM C HOMEHKJIATypOM MEIULUMHCKUX H3IEIUH,
IIPUMEHSAEMON B paMKaxX EBpa3uiicKoro 3KOHOMHUYECKOIO COH03a;

B) KJIaCcC MOTEHIIMAJIBHOTO PUCKA NMPUMEHEHHUS U MPUMEHUMBbIE KJIacCU(pUKAIIMOHHBIE
npaBwia B COOTBeTCTBUM ¢ IlpaBuiiamm kinaccu@ukanuu MEIUIMHCKUX HU3JETUN B
3aBUCHUMOCTH OT IOTEHIMAJIbHOIO pPHUCKAa NPHUMEHEHMS, YTBEPKAECHHbIMU PemeHnem
Komnneruu EBpasuiickoii s5koHOMHYECKON KoMuccuu ot 22 aexadpst 2015 . No 173;

T') HA3HAYCHUE U3JIETUs, B TOM YUCJIE (€CJIM MPUMEHUMO):
ONMCAaHME LEJEBOr0 AaHaJIUTA, BKJIOYas YyKa3aHUME Ha Ka4eCTBEHHBINH,
MOJIYKOJIMYECTBEHHBIN MJIN KOJIMYECTBEHHBIN BUJ| ONIPECIICHHUS;
(GYyHKIIMOHATbHOE HA3HAUCHHUE;
crienrduyecKasl MaToJIorus, COCTOSHHE WM (PaKTOop pHUCKa, I OOHapy>KeHus,
ornpeaeneHus uiu aAudepeHupoBaHus KOTOPOro MpeIHa3HauYeHO U3/IEIHE;
THUII aHATM3UPYEMOT0 00pasiia;
NOTEHIMAJIbHBIE TI0JIb30BATEIIH;
1) ONMCaHKe MPUHIMIIA aHAIUTUYECKOT0 METO[a WK MIPUHIUIIA AeUCTBUS TpUOOPa;
€) ONUCaHHE COCTAaBHBIX YacTeil, B TOM YHCII€ MEPEYeHb BO3MOXKHBIX BAPUAHTOB
VCITOJIHEHHSI paCCMaTPUBAEMOT0 U3JIEIHS;
) ONMCaHUEe MPUHAJICKHOCTEH, IPYTUX U3AENHM (B TOM YUCIIE MEIULIMHCKUX ), KOTOPbIE
IIPEANOIAraeTcs UCIoIb30BaTh B COYETAHUM C U3/EIINEM;

3) OMHCAHUE MATEpPUAIOB ISl B3ATUSI U TPAHCIOPTHUPOBKU 00OpPa3LoB WM onucaHue (
XapaKTEPUCTUKHN) MaTEpUaIoB, PEKOMEHIyEMBIX I 3TOH LEIH;

W) 17151 aHATUTHYECKOTO0 000pYyI0BaHUS — TEXHUUECKHE XapaKTePUCTUKU.

2. B caydae ucnosib30BaHUs MHPOpPMAUMU O MNOAOOHBIX WM MPEABbIAYIIHX
MOU(UKAIMAX MEIULIMHCKOTO U3AENUs Il JUArHOCTHKY 1n Vitro B LEAX JOKa3aTesIbCTBA
cooTBeTcTBUA ero OO0muM TpeboBaHUSIM 0€30MacHOCTU U 3P(HEKTUBHOCTU METULIUHCKUX
u3Jenauii, TpeOOBaHUSIM K UX MapKUpPOBKE U HKCIUIYyaTallMOHHOM TOKyMEHTAlluu Ha HHX,
yTBepxkaeHHbM Pemiennem CoBera EBpasuiickoil skoHOMUYeCKOi komuccuu oT 12 dgeBpans
2016 r. Ne 27 (manee — O6mue TpeboBanms 6e30macHOCTH U YPHEKTUBHOCTH ), TEXHUICCKUN
(baiin 1oKeH cofepKaTh KpaTKOe OMHCaHUe:

a) NpeIbIAyInX MoaudUKaAUM paccMaTpUBaEMOro u3aenus (Ipy HaJIU4KHm ),

0) mog00HBIX MOAMGMUKAIIMN METUITMHCKUX H3JICIIUM, HaXOIAIUXCS B OOpalleHUU B

pamkax EBpa3uiickoro 3KOHOMUYECKOI'0 COI03a U Ha MEKIYHAPOJAHBIX PhIHKAX.

II. ConpoBoawTenpHas HHEGOpManms

3. Texuuueckuit (haits1 JOJKEH COJEPKaTh:
a) JJaHHBIC O MApPKUPOBKE MEIUIIMHCKOTO HM3JEIHs IS JUATHOCTHKH in Vitro U ero
YIIaKOBKH,
0) MHCTPYKITUIO TI0 IPUMEHEHUIO (IKCIUTYaTallHOHHYIO TOKYMEHTAIIHIO) METUIIMHCKOTO
U3JICTINS JIJIs1 TUATHOCTUKH 1n Vitro (pH HAIMYUHN).



IT. Ceenerns o coorBercTBHM O6muM TpeboBanmaM 6ezomacHocTH 1 3 PexTuBHOCTH

4. Texaudeckuil ¢aitn T0JDKEH BKIIIOYATh B ce0si KOHTPOJIBHBIN MIEpEYCHh COOTBETCTBUS
OO6uuM TpeboBaHUSIM 0€30MacHOCTH M A(DPEKTUBHOCTU COTJACHO MpUiIokeHHuo No 2 k
OO6mumM TpeboBaHusIM 6e30macHOCTH U 3D (PEKTUBHOCTH.

IV. PesynbpTaThl aHAIM3a U YIIPABJICHAA PHCKOM

5. Texuuueckuit ¢ailn AOHKEH COAEPXKaTh KPaTKUM TEepedYeHb PHUCKOB,
UJCHTU(UIIMPOBAHHBIX B TMPOIECCE aHAIM3a PUCKOB, U ONHUCAHUE CIIOCOOOB YIIpaBJICHUS
ATUMU PUCKAMHU B LEJSAX CHUKEHHUS UX J0 JIOIMYCTUMOTO YPOBHSI.

V. IIpoekTrpoBanme u pa3paboTka MEAUIIMHCKOTO U3AEIHA AJIA JUarHOCTHKH in Vitro

6. Texnuueckuil (aiin JOJDKEH COAEpPKATh MHPOPMALUIO 00 OCHOBHBIX CTaJIHSIX
IPOEKTUPOBAHUS PACCMATPUBAEMOI0 MEIUIIMHCKOTO M3JEIMsS A JUArHOCTUKU In Vitro.
Hannas nHbopMaIysi MOKET ObITh MTPEACTABICHA B BUI€ OJ0K-CXEMBI IIPOLIECCOB.

VL. IIpou3BoACTBEHHEIE TPOLIECCH

7. Texuuueckuil (ailn JOJKEH colepx aTh MHPOPMALUIO O MPOU3BOJICTBEHHBIX
mpoleccax, B TOM YHCIE€ O MPOU3BOACTBE, COOpKEe, 3aKIIOYUTEIbHBIX MCIHBITAHUIX
MEJUIMHCKOr0 M3AENHs ISl IMarHOCTUKH In VItro U OKOHYATEJNIbHOW yHMaKOBKE rOTOBOTO
MEJUIIMHCKOTO HM3JENHs JUIsl AUArHOCTUKH in vitro. JlanHas mHbOpMaIus MOXeT OBITh
IpeCTaBJI€HA B BUE OJIOK-CXEMbI IIPOLIECCOB.

VII. IIpon3BOACTBEHHLIE IIOMIAAKA

8. Texauueckuii Qaiir T0HKEH cojiepKaTh CBEJICHHUS O TIPOU3BOJICTBCHHBIX ILIOIIAIKAX,
Ha KOTOPBIX OCYIIECTBIISETCS MIPOU3BOACTBO PACCMATPUBAEMOT'0 METUIIMHCKOTO U3IETHS IS
JUAarHOCTHKH in Vitro. EciiM B OTHOIICHWH JaHHBIX IUIOMIAJIOK MUMEIOTCS CepTU(PHUKATHI
CHUCTEMBI MCHEDKMEHTA KaueCTBa WU PaBHOIICHHBIE JOKYMEHTHI, TO UX KOTIUHU TPHJIAraroTCs
K TEXHHYECKOMY (aiiy.

VIII. esTensHOCTH O BepHUHKAMH 1 BaTHIAIAN

9. Texunueckuii ¢aiin AOKEH COAEPKATh CIACAYIOIINE CBEACHUS U JTOKYMEHTHI IO
BEepU(PHUKALMU U BaJUAALNU, KOTOPbIE MCIONB30BAINCH JUIS JOKA3aTEIbCTBA COOTBETCTBUS
MEIULMUHCKOTO M3JeNus IJs IUarHOCTUKHU in vitro OO0mmM TpeOboBaHUsIM O€30MaCHOCTH U
3¢hHEKTUBHOCTH:

a) nepevyeHb NPUMEHIEMbIX TPOU3BOAUTEIEM MEAUIIMHCKOIO U3/I€TUsl CTAaHAAPTOB;
0) pe3ybTaThl UCIIBITAHUIA B UCTIBITATEIBHBIX JJA00PATOpUsX (LIEHTpax);
B) pe3yJIbTaThI JIAOOPATOPHBIX U (MJIH) 3aBOJCKUX UCTIBITAHUM;



r) JAeKJapaliid O COOTBETCTBUM CTAaHIApTaM U3 MEPEYHs CTaHAApTOB, B PE3yJIbTaTe
MPUMEHEHHUS KOTOPHIX Ha TOOPOBOJIHLHOM OCHOBE MOJHOCTBIO MIIM YaCTHYHO 00ECTIEUNBACTCS
COOJIIOICHNE COOTBETCTBUSA MEIUIIMHCKOTO W3MENUs JUIsl TUAarHOCTUKH in vitro OO6mmm
TpeboBaHMsIM O6e30macHOCTU U 3 (HEKTUBHOCTH;

1) IeKJIapai O COOTBETCTBUU CTaHIApTaM, KOTOPBIC HE BKIIOUYCHBI B YKa3aHHBIA B
MOAMYHKTE "T" HACTOSIIEro MyHKTa MepedeHb (C 000CHOBaHUEM UX IPUMEHEHHUS);

€) 0030p OnmyOJMKOBAaHHBIX JUTEPATYPHBIX MCTOYHUKOB B YacCTH, Kacarolleuncs
paccMaTpuBaEMOr0 MEIMIIMHCKOTO H3JENus Ui JUArHOCTHKU In Vitro Wid MOJ0OHBIX
METUITUHCKHUX U3ICTUH;

) KIMHUYECKOE J0Ka3aTeIbCTBO 3(MPEKTUBHOCTH U OE30MACHOCTU MEIUIIMHCKOTO
W3NS 111 JUAarHOCTUKH 1n Vitro.

10. Texauueckuil (ails1 TOIKEH COEPKATh CIEIYIONINE CBEIEHUs 00 aHAIUTUYECKOM
3 PEKTUBHOCTH MEIUIIMHCKOTO U3JIEIHS sl AMArHOCTUKY 1n Vitro (eciyu MPUMEHHUMO):

a) aHAJIMTUYECKasl YyBCTBUTEIBHOCTD (ITOPOT OOHAPYKEHU);
0) aHamUTHYECKas CIIeU(PUIHOCTB;
B) IPABUWJIBHOCTbh ONPE/IETICHUM;
T') ciydaiiHas OIInoOKa;
1) JaHHBIE O METPOJIOTHYECKON MPOCIC)KHMBAEMOCTH 3HAYEHUN KaauOpaTopoB U
KOHTPOJIHBIX MaT€pHaJIOB;

€) JaHHble 00 aHAJTUTUYECKOM AWana3oHe (JAuamna3oHe JIMHEHHOCTH —IJisl TUHEHHBIX
AHATUTHYECKUX CUCTEM), a TAK)KE OMMCAHNE METO/IOB ONPEICTICHUS XapaKTePUCTHK;

) AaHHBIe 00 ompexaeneHuU "Touku otrcedku" (cut-off), BKIOUas onucaHue aerayeu
METO/Ia OTIPEICTICHHS XapaKTePUCTHUK;

3) MOMYJISIMOHHBIE (IeMOorpaduYecKre) acCeKThl TPUMEHEHUS MEAUITTHCKOTO U3IEIHs
JUTS UATHOCTHUKY 1n VItro.

11. Texanueckuii (ailyl TOMKEH COMEPKATh CBEJCHUS O Hay4YHOH OOOCHOBAHHOCTHU
aHanuTa (e€ciau NPUMEHHUMO).

12. Texuuueckuii (paityr JOKEH COAEPKATh CBEICHUS O KIIMHUYECKOU A (PEeKTUBHOCTH
MEIUIMHCKOTO U3ENHs Il AMATHOCTUKH 1n Vitro, B TOM 4yucie (€Ciu NPUMEHUMO) JIaHHbIE
0 TUAarHOCTUYECKON YYBCTBUTEIBHOCTH U JUATHOCTUICCKOHN CICTIM(UIHOCTH.

13. Texuuueckuil daia JOKEH COAEPKATh JaHHBIE O CTAOUIBHOCTH MEIUIIMHCKOTO
W3NS 111 JUAarHOCTUKH 1n Vitro.

14. B ciyuae ecnu MEIUIIMHCKOE W3JEIUE NI TUATHOCTUKH 1N Vitro BBIITYCKAeTCs B
CTEPUILHOM BWJE, MPHUBOAUTCA ONMHUCAHUE METOJa CTEPUIM3AIlM{, BKJIIOYas OTYET O
BaJIUIAIIMU B OTHOIIICHUH TPOIECCa CTEPUITU3AIIHH.

15. Texuuueckuit (aitn momkeH BKIKOYATh B Ce0Sl KPATKOE M3JIOKEHUE Pe3yJIbTaTOB
TESTENHHOCTHU 110 BepUBUKAIIINHI ¥ BATHIAINHA MPOTPAMMHOTO 00€CTICUCHNS, BHITTOJITHCHHON B

OpraHu3alun-IIpoOu3BOIUTCIIC.
IMPUJIOKEHMUE Ne 6



OTYET

K TpeGoBaHMM K BHEAPEHUIO,
TOJI/IePKAHHIO
7 OLICHKE CHCTEMBI
MEHEPKMEHTa KauecTBa
MEINIUHCKIX U3ACTIHH B
3aBHCUMOCTH
0T NOTEHIMATIBHOTO PUCKA UX
MPUMCHEHHS

(bopma)

0 pe3yJbTaTax NepHOAMIECKOro (IUIaHOBOT0) HHCIIEKTHPOBAHMS IIPOX3BOACTBA

3.1

32

33

34

Howmep otuera

Opranuzauusi, NOPOBOJUBIIAS
WHCIIEKTUPOBaHHE NPOM3BOJACTBA (
MOJTHOE M COKpameHHoe (IpH
HaJU9IHH) HaWMEHOBaHUs
IOPUANYECKOTO JIMLA

(B ToM wumcie ¢QupMeHHOE
HauMeHOBaHHE),
OpraHu3alMOHHO-TIPaBoOBas Gopma u
azpec (MecTo HaXOXKICHUS))

Wudopmanus o mpon3BOIUTENIC MEAUIIMHCKOTO U3IEIIH:

ITomHoe u coxpamieHHOe (TIpu
HaJINYHH) HaMMEHOBaHUSA
IOPUIMYECKOTO JIMIA (B TOM YHCIEe
¢bupMeHHOE  HaWMEHOBaHMNE),
OpraHN3alMOHHO-TIPaBoBas popMma
ampec (MECTO HaXOXICHUSA),
KOHTaKTHasi HH(OpMaIHs

OpraHuzaliuoHHas CTPYKTypa H
B3aUMOJIEWCTBHUE C IOPUIUUECKUMU
JUIAaMUd B paMKax CHCTEMBI
MEHEeIKMEeHTa KadyecTBa
MEJUIMHCKUX U3CTINI

[lepeyeHr TPOM3BOICTBEHHBIX
TUTOIIAIOK

(c yka3zaHMeM HX aJpecos,
IPOU3BOAUMBIX ~ MEIHIMHCKUX
WU3IENH, TIPUMEPHOU YHUCIEHHOCTH
COTPY/IHUKOB, YYacTBYIOIIUX B
Ipolieccax B paMKax OLEHHBAeMOi
CHCTEMBI MEHE/KMEHTA Ka4ecTBa, a
Tak)Ke KOHTAKTHOHM WH(pOpMAIIHN)

IIepeuens IIPOU3BOAUMBIX
MEJUIIUHCKUX u3nenui,
HaxXoJsIIMUXCA B OOpameHuu B
pamkax EBpa3smuiickoro
9KOHOMHYECKOTO COI03a



3.5

3.6

4.1

4.2

43

5.1

5.2

53

54

5.5

[lepedyenp rTpynm (mOArpyIII)
MEIULIMHCKUX H3JIEJINH COTJIacHO
paHee BBIIAHHOMY 3aKIJIIOYECHHIO O
COOTBETCTBUU (C yKa3aHHEM
nHQOpMAIIUA O BKIOYCHUH (
HEBKJIIOUECHUH ) MPOIECCOB
MPOEKTHPOBAHUSI M Pa3pabOTKH B
o0JlacTh ~ MHCHEKTHPOBAHUS
IIPOM3BOJICTBA)

Ilepeuensb KPUTHYECKHUX
IIOCTAaBIIUKOB

(c ykazaHWeM WUX aapecoB,
IIOCTaBJIACMbIX I/ISI[eJ'[I/Iﬁ HIn
OKa3bIBaEMBIX YCIYyT, a TaKxke
KOHTaKTHOH MH(popmannm)

Wudopmarnms 060 HHCIEKTHUPOBAHUH
MPOU3BOACTBA!

Hatsl NpoBeICHUS
HHCIIEKTUPOBAHHUS IPOU3BOJICTBA, B
TOM 4YHCJIE [aThl BBIC3THBIX
MHCIICKIUH TPOU3BOACTBA KAXKIOTO
MIPOBEPEHHOT0 00BEKTA

CocraB MHCTIEKIIMOHHOM TpyNIIHI (C
yKa3zaHWeM (YHKIUH YICHOB
TPyHIBl, a TaKXe CBEICHUH 00
Y4acTBOBABIIMX NEPEBOJUUKAX U 00
HHCIIEKTOpax (PKCHeprax), eciu
TaKOBbIE IIPUCYTCTBOBAIIH)

IInan NpOBEAEHUSA
HMHCTIEKTHPOBAHUS IIPOMN3BO/ICTBA

Pe3ynbTaThl HMHCIEKTHPOBAHUS OpOU3BOACTBA (IO
MIPOBEPEHHOMY OOBEKTY):

OO6miee omucaHue NPOBEPSIEMOK
NEATEIbHOCTH u (nnm)
TEXHOJIOTMYECKHUX MPOIECCOB

damunuu, uMeHa, otdecTBa (Tpu
HaJIMY1H)
U TOJDKHOCTH OTMPOIICHHBIX JIAI]

HaumeHoBaHUS ~ MEIUIMHCKHUX
U3JIENNH, BEIOPAHHBIX IS IPOBEPKU
B KadyecTBE MPEACTAaBUTEIHHBIX
00pasnoB, a Takxke OOOCHOBaHHE
JAHHOTO BEIOOpa

Tunel ¥ KOIUYECTBO MMPOBCPCHHBIX
JAOKYMCHTOB U 3ammcei

IIepeuens BBISBICHHBIX
HECOOTBETCTBUH CHUCTEMBI
MEHEIKMEHTAa KauecTBa
MEAUIUHCKHUX H3IeauN

Tp€6OBaHI/IHM K BHCJPCHHUIO,
NOAACPIKAHNUIO U OLCHKE CUCTCMbI

Kaxaomy



5.6

5.7

6.1

OTYET

MEHE)KMEHTa KadyecTBa
MEIUIMHCKUX  HU3JENUil B
3aBHCUMOCTH OT ITOTEHIIHAJIBLHOIO
PHUCKa WX IPAMEHEHHS

WHdopmanust 0 HECOOTBETCTBHSX,
YCTpaHEHHBIX B  IIpolecce
WHCIICKTHPOBAHMS IIPOU3BO/ICTBA,

a TaKkXXe O CpOKax IPOBEACHUSA
KOPPEKTUPYIOIIUX JEUCTBUM B
OTHOLIEHUH  HEYCTPAaHEHHBIX
HECOOTBETCTBUH U  (opmax
MTOJITBEPKACHUS MPOBEICHUS TaKUX
nelcTBuil (mpexacraBneHue
MOATBEPXKIAIOIIENH TOKYMEHTAINH
WM TIPOBEPKA HA MECTaX)

Hudopmariust 0 paHee BbISIBICHHBIX
HECOOTBETCTBUSIX U pe3yJibTaTax
MPOBEJICHUS KOppeKTUpyommx u (
WIN) TIPEAYIPEKIAIOIINX JCHCTBUH

BriBoabr:

3aKII0YeHHEe O COOTBETCTBUHU (
HECOOTBETCTBHH) CHCTEMEI
MEHEIKMEHTA KadyecTBa
MEIUIINHCKUX u3genui
TpeOOBAHMSM K €€ MOICPIKAHUIO B
AKTyaJIbHOM COCTOSIHUU

damunuu, uMeHa, otdecTBa (TIpU
HaJIMY1H)

1 JOJDKHOCTHU UHCIIEKTOPOB

[Hoxmucu, neyats (IpU HATUYUH)

ITPUJIOXXEHUE Ne 7
K TpeOoBaHWSIM K BHEAPCHHUIO,
MOAJEPKAHUIO U OLIEHKE
CHCTEMBI MEHEKMEHTA
KadecTBa MEIUITMHCKUX
U3JICTUH B 3aBUCUMOCTH
OT NOTEHLIMAIBHOTO PUCKA UX
TPUMEHEHUS

(bopma)

0 pe3yJIbTaTax BHEIUIAHOBOTO HHCIIEKTHPOBAHKSA PON3BOJCTBA

Howmep otuera

OpFaHI/BaHI/Iﬂ, OpoBOAUBIIIAL
HWHCHCKTUPOBAHUEC MPOU3BOACTBA (
IMOJIHOC M COKpAaIICHHOC (HpI/I
HaHI/I‘II/II/I) HaAaMMCHOBaHUA
IOPUANYCCKOTO JIUIa



3.1

32

33

34

3.5

3.6

4.1

(B ToM d4yucie QupMEHHOE
HauMeHOBaHUEC),
OpTraHMU3alMOHHO-TIPaBOBas popMa 1
agpec (MECTO HaX0XKICHHS))

Wudopmanus o mpou3BOAUTENE METUIIMHCKOTO U3ISIIHS:

[TonmHOoe ™ cokpameHHOe (IpH
HaJU9IHH) HaWMEHOBaHUS
IOPUANYECKOTO JMNA (B TOM 4YHCIe
¢bupMeHHOE  HaMMEHOBaHUE),
OpraHU3allMOHHO-TIPaBOBast GopMa 1
ampec (MeCTO HaXOXICHHS),
KOHTaKTHasi HHpopMaIys

OpraHu3anMoHHast CTPYKTypa H
B3aUMOJICHCTBHE C IOPUANYECKUMHU
JULIAaMH B paMKax CHCTEMBI
MEHEJKMEeHTa KayecTBa
MEIULITHCKHX U3ICITHHA

[lepeyeHr MPOU3BOACTBEHHBIX
IUIOIIAI0K

(c ykazaHWeM UX aJpecoB,
MPOU3BOJUMBIX  MEIUIIMHCKUX
U3JeNUd, TPUMEPHOH YHCIEHHOCTH
COTPYIHUKOB, YyYacTBYIOIIHX B
mpoueccax

B paMKax OLIEHUBAEMOIl CHCTEMBI
MEHEJKMEHTa KadecTBa, a TaKXKe
KOHTaKTHOH nH(popmannm)

IlepeueHns NIPOU3BOAUMBIX
MEJUIUHCKHUX U3Ienni,
HaxoJsimuxcsi B OOpalleHWu B
pamkax EBpasuiickoro
HKOHOMHYECKOTO COI03a

[lepeuenp rpynm (TOATPYIII)
MEANIUHCKUX M3JENUH COTIACHO
paHee BBIJAHHOMY 3aK/IIOUCHHIO O
COOTBETCTBUM (C yKa3aHHEM
nHdpopmManuu o0 BKIOYEHUU (
HEBKJIIOUECHUN) IIpOLECCOB
MIPOCKTHPOBAHUS M Pa3pabOTKH B
obnacTp MHCIIEKTHPOBAHHUS
MIPOU3BOJICTBA)

[Tepeuens KPUTHYECKUX
MIOCTAaBIINKOB

(c ykazaHMeM HUX aApECcoB,
MOCTABISIEMBIX  HM3JACIHA  WIH
OKa3bIBACMBIX YCIYT, a TaKXke
KOHTAKTHOHM WH(POPMALINH)

Wudopmanns 06 MHCIEKTUPOBAHUH ITPOU3BO/ICTBA:

JlaTsr NpoOBeACHUS
HWHCIIEKTUPOBAHUS TIPOU3BOJICTBA, B
TOM qucie JaThbl BBIC3IHBIX



4.2

43

4.4

5.1

5.2

53

54

5.5

5.6

MHCHEKIUHA MPOU3BOACTBA KaXIOr0
MIPOBEPEHHOT0 00BEKTA

CocTaB MHCHEKIIMOHHOW TpyMIbl (C
yKa3zaHueM (QYHKIUH YJICHOB

IpyHIbl, a TakXe CBeJeHHH 00
YYacTBOBABIIHX IEPEBOTINKAX U 00
HWHCIIEKTOpax (dKCIepTax), ecCiH
TaKOBBIE IPHCYTCTBOBAJIH)

HCHL " 3aJa4u UHCICKTHUPOBAHUA
IMPpOU3BOACTBA

Conepxanue " o0BemM
MHCIIEKTHPOBAHMUS IIPOU3BO/ICTBA

Pe3ynbraThl HHCTIEKTHPOBAHUS TPOU3BOJCTBA ISl KAXKIOTO MPOBEPCHHOTO
o0OBeKTa:

OO0mee omucaHue MpoBepseMon
JIeSITEIIEHOCTH

1 (MIM) TEXHOJOTHYECKUX
IIPOLIECCOB

®damunny, UMEHa, oTdecTBa (IIpH
HAJINIHN)

1 JOJDKHOCTH OITPOIICHHBIX JIMIY

HauMmeHOBaHHS  MEAULIMHCKHX
U3JIeTi, BEIOPAHHBIX JUTS IPOBEPKH
B Ka4deCcTBE MPEJICTAaBUTEIbHBIX
o0pasnoB, a Takke 000CHOBaHHE
JIaHHOTO BBIOOpA C yYETOM IIENH
MHCIIEKTUPOBAHU TPOU3BOJICTBA

THNBI ¥ KONMWYECTBO MPOBEPEHHBIX
JIOKyMEHTOB U 3anuceil

[lepeycHb BBISBICHHBIX HAPYIICHUN
U HECOOTBETCTBUH CHCTEMEI
MEHEKMEHTA KayecTBa
MEIUIMHCKUX U3IeNuil
TpebGoBaHHSIM K BHEAPCHUIO,
MOICPIKAHHIO M OICHKE CHCTEMBI
MEHEIXMCHTA KayecTBa
MCIUIIUHCKUX  H3JICIUA B
3aBUCUMOCTH OT MOTEHIUAILHOIO
pHCKa MX IPUMEHEHHUSI

Wndopmanus o HapyumieHUsX,
YCTpaHEHHBIX B  IIpolecce
WHCTIEKTHPOBAHMSI ITPOM3BOJICTBA, A
TaKXke O CpOKax IPOBEACHUS
KOPPEKTUPYIOIHUX JEUCTBUM B
OTHOLIEHUU  HEYCTPaHEHHBIX
HapymeHHun U bopmax
TIOJTBEP>KACHUSI TPOBEJICHUS TAKUX
JEeUCTBUH € ydyeToM Lenu
MHCIICKTHPOBAHMS IIPOU3BOJICTBA

BriBoabr:



3aKIOuUeHHE O COOTBETCTBHUH (
HECOOTBETCTBUH) CHCTEMBI
MEHEJKMEHTa KadyecTBa

6.1 MEIHUINHCKHX 17631 (8197071
TpeOOBaHHUAM K €€ BHEOPEHHIO H
HOJAEPKAHUIO B  aKTyaJbHOM
COCTOSIHUM C YYEeTOM IeJH
WHCIIEKTHPOBAHMUS IPOU3BO/ICTBA

damunnn, WMeHa, otdectBa (Ipu
7 HAJIAYHN)
U TOJDKHOCTH MHCIIEKTOPOB

8 [Moamnucu, neyars (pU HATNYWH)
IMMPUJIOXKEHHUE Ne 8

K TpeboBaHISIM K BHEAPCHHUIO,
HOAJIEPIKaHHIO U OLICHKE CUCTEMBI
MEHE/PKMEHTa KauecTBa MEANIIMHCKUX
W3/IeIUH B 3aBUCHMOCTH OT
MOTEHIINATIBHOTO PUCKA UX TIPUMEHEHUS

OIIEHKA
CHCTEMEBI MEHEIDKMEHTA Ka9€CTBA MEUIIMHCKHX H3IEIHH, IPOBOAMUMAs C HCIIOIE30BaHHEM
CPEJCTB UCTAHIMOHHOTO B3aUMOICHCTBHS

Caocka. TpeboBanus nornojgHeHbl npuioxkenuem Ne 8 B cooTBeTcTBUU ¢ Pemenuem
Coseta EBpazuiickoii s3xoHomMuueckoit komuccuu ot 12.11.2021 Ne 131 (BcTynaer B Cuily Mo
ucredeHnu 30 KaJeHIAPHBIX THEH ¢ JaThl €ro O(QUIIHMAIBHOTO OMYyOJIUKOBAHHSA).

1. JomyckaeTcst Mo PEMICHUIO0 YITOJTHOMOYEHHOTO OpraHa MpOBEJCHUE OLICHKU CUCTEMBI
MEHEPKMEHTA KadyecTBa MEIUIMHCKOTO H3JAEIUS C HCIIOJb30BAHUEM CPEICTB
JMCTAHIIMOHHOTO B3aUMOJICHCTBUS (HAIIpUMEp, MOCPEACTBOM BUACOCBS3H) B COOTBETCTBUU C
aKTaMH, BXOJSIIMMHU B PaBO EBpa3zniicCKOro 3KOHOMHUYECKOTO COK03a, B CIEAYIOIINX CIIyYyasx

a) yrpo3a BO3HUKHOBEHHUS, BOSHUKHOBEHUE U JIMKBUAALNS YPE3BBIYAITHON CUTyaIluu U (
WIM) BO3HUKHOBEHHE YrpO3bl pACHPOCTPAHEHUS DIUJEMHYECKUX 3a00JIeBaHUM,
MPEJICTaBISIIONINX OMACHOCTH JJISl OKPYKAIOIINX, 3a00JIEBaHNN U MOPAXKECHHM, MMOJTYICHHBIX B
pe3yibTaTe BO3JEHCTBUS HEOIArONMPHUATHBIX XUMUYECKHUX, OMOJIOTUUECKUX, PaAHaIllMOHHBIX
(bakTopoB;

0) BO3HUKHOBEHHE OOCTOSITEIHCTB HEMPEOJOTUMON CHIIBI WU OOCTOATENHCTB,
HE3aBUCAINIUX OT BOJU CTOPOH, KOTOPBIE HECYT YIrpo3y MNPUYUHEHHUS Bpena >XKU3HU U
3JI0POBBIO HHCIIEKTOPOB.

2. [lepen HauanmoM OLIEHKH CHUCTEMbl MEHEIP)KMEHTA KaueCcTBa MEIAMIIMHCKOTO U3JeNus,
MIPOBOJAMMOM C HCIIOIb30BAHUEM CPEACTB TUCTAHIIMOHHOTO B3aUMOJICHCTBUS, MPOU3BOAUTEH
JOJDKEH TOJTBEPAUTH JaHHBIE TeoJoKaluu (IIMpOoTa, OOJT0Ta) MecTa HaXOXKJICHHS
ITPOU3BOICTBEHHOM IIOIIAIKH.



3. HJ’IH IMPOBCACHUA OLUCHKHU CUCTCMbBI MCHCIPKMCHTA Ka4CCTBA MCIUIIMHCKOI'O U3ACINUA,
HpOBOI[PIMOfI C UCIIOJIBb30BAHUEM CPEACTB AUCTAHIUOHHOTO B3aI/IMOI[CI\/'ICTBI/I$I, IMPOU3BOAUTCIIb

HpeI[OCTaBJ'IHeT I[OKYMGHTBI U CBCACHMNA, YKElSaHHBIe B T36HI/IHC.
Tabmuma

TpeboBauus (obocHOBaHKE

)

1. OnucaHue CHCTEMBI
MEHEIKMEHTA KadecTBa
MEIULUHCKUX HU3JEIUNA B

3aBUCUMOCTH oT
MOTEHIMAILHOTO PHCKA UX
MpUMEHCHUS B
COOTBETCTBHUU c
TpeboBanusaMu K
BHEIPCHHUIO,

MONJEPKAHUIO U OLIEHKE
CUCTEMBl MEHEIKMEHTA
KadecTBa MEIUIIMHCKHUX
HU3JEJINHA B 3aBUCUMOCTH OT
MOTEHIUAIBHOTO PUCKA UX
INPpUMEHCHUA,
YTBEp)KAECHHBIMU Pemenue
M Cosera EBpasuiickoil
9KOHOMHUYECKOW KOMHCCHHU
ot 10 HOsOpsa 2017 r. Ne
106

2. Hanuume paspemeHus
Mpou3BoACTBO  (
JUICH3UH), BBIJAHHOTO
KOMIIETCHTHBIM OPraHoM (
B clyuae
COOTBETCTBYIOIINX
TpeOOBaHUU
3aKOHO/IaTEIIbCTBE)

3. CBegeHus
COTpYIHHUKAX,

Ha

HaJITU4usg

B

0

Y4acCcTBYIOIIHUX B
Ipoleccax OLIEHUBaeMOU
CUCTEMBl MEHEIKMEHTa
KadecTBa MEIUIIMHCKHAX
H3JEINI

4. CBeneHus o
MEIULHUHCKUX HU3JIETUsX,
MIPOU3BOIUMBIX (
IMIaHUPYEMBIX K
MPOW3BOJACTBY)  Ha
MPOU3BOJICTBEHHOM
TUIOIIAIKe

IIpu NEPBUYHOM
HWHCIICKTUPOBAHNUHU

MOJTHOE OITMCAHUE CUCTEMBI
MEHEKMEHTAa KadecTBa
MEIUIMHCKHUX U3JIETNI

KOIIMM pa3penicHuii Ha
MIPOU3BOJICTBO (JTUIICH3HIA)
U BHECEHHBIX B HHUX
HW3MEHEHU!

cIpaBka O (aKTHIECKOH
YHUCIEHHOCTU COTPYIHUKOB
, YYacCTBYIOLIUX
mpoleccax OlEHUBAaeMOi
CHUCTEMBI

B
MCHC/PKMCHTAa

KauyecTBa MEIUIIMHCKUX
U3OEIIUI

NEepeUCHb HalMEHOBaHMH
MCIUIMHCKHUX I/I3Z[6J'II/II>1

TeXHUYECKHE (ailibl

[Ipu
MIaHOBOM)
WHCTICKTHPOBAaHUH

nepuoandeckom  (

KpaTkas HHQOopMaIus

0 BHECCHHBIX M3MEHCHHUIX
CO JOHS IOCIemHEeH
HMHCIEKIINH

KOIIMY pa3pelleHuil Ha
MIPOM3BOACTBO (JINIICH3NH)
U BHECEHHBIX B HHUX
M3MEHEHUH

(3a mocnenHue 3 TONA)

cmpaBka O (paKTHIECKOU
YHUCJICHHOCTU COTPYAHUKOB
, YYacCTBYIOIIUX
npoueccax OLIEHHBAaeMOil
CUCTEMBl MEHEIKMEHTa
KadecTBa MEIUIIMHCKHAX
M31EenI

B

MEpeyYCHb HauMEHOBaHUH
MCIUIIUMHCKHX I/I3I[€J'II/II71

TEeXHUYECKHe (ailTbl



5. Hanuuue TeXHUYECKHX
(haiiioB HAa METUIIMHCKHE
H3JICIUS

6. Hammume otyera o
pe3yJbTaTax MpOBeICHHS
OpraHom mno

cepTUHUKAMK  ayIuTa

CUCTEMBl MEHEIKMEHTa
KadecTBa MEIUIIMHCKHAX
H3eNUid M oTYeTa o
pe3yJibTaTax HpPOBEACHHS
HUHCIIEKTUPOBAHHUS
MPOM3BOJICTBA,
ceprudukara

COOTBETCTBHSI CTaHAAPTY
ISO 13485 (npu Hamuum)

B DJICKTPOHHOM BHUC
C BO3SMOXXHOCTBIO ITIOUCKa

KONMHMH  OTYeTa O
pe3ysibTaTax MPOBEICHUS
OpraHom mo
cepTUPUKATUU
MOCIeTHETO0  ayIuTa
CHCTEMBI MEHEIKMEHTA
KayecTBa MEIUIIMHCKUX
U3JETTUNA U OTUeTa

0 pe3yJibTaTax MPOBEIACHH
MOCHAEAHETO
WHCIICKTUPOBAHUS
NPOM3BOJICTBA (c
HOTapHaIbHO 3aBEPECHHBIM
MepeBoOaIOM npu
HEOOXOAUMOCTH),
ceprudukara
COOTBETCTBUS CTAaHAAPTY

ISO 13485 (npu Hamuuum)

CIIeYIOIINE TOKYMEHTHI U
CBeJICHH, Kacaroluecs
MEIULHCKHUX U3JIeIHH,

B OTHOLICHHH KOTOPBIX
OPOBOIUTCS
WHCIEKTHPOBaHUE
MIPOM3BO/ICTBA:

a) CBEJICHHsI O TpoLieTypax
NPOCKTUPOBAHUSI H
pa3paboTku (BKItOUAs
YIpaBJICHNE PUCKAMH);

6)
OIUCHIBAIOIHE TPOLEYPY
IPOCKTUPOBAHUA H
OXBAaTHIBAIOIIHE
MOJEIbHBIN

JAOKYMCHTHI,

pan
MEIHULITHCKOTO U3EITHS;
B) 3alUCH
NPOEKTUPOBAHHIO
MEIUIUHCKOTO H3/IeiHs,
MOJITBEPKIAOIINE,
npomeaypsl
NPOCKTUPOBAHUS |
pa3pabOTKH yCTaHOBIICHBI

mo

4qTo

U TIPUMCHEHBI,
I') BXOJHBIC JaHHEIC
MpoIecca MPOCKTUPOBAHUSI
, pa3paboTaHHBIE C YIETOM
Ha3HAYCHUS
MEIUIUHCKOTO HU3IETUSI U
COOTBETCTBYIONIHUX
noyokeHud  OOmuUx

B DJICKTPOHHOM BUC
C BO3BMOXHOCTBIO ITOMCKa

KONHMHM  OTYeTa O
pe3yJbTaTax MpoBeIeHHS
OpraHoMm no
cepruduKanuu
MOCJEHEr0  ayaAuTa
CHCTEMBl MEHEJKMEHTa
MEIUIMHCKUX

n oT4yerta O

KauecTBa
U3 eI
pe3yJbTaTax MpoBeICHHS
nociaegHero
WHCHEKTHPOBaHUSA
MPOM3BOJICTBA (c
HOTapHaIbHO 3aBEPEHHBIM
HEPEBOJAOM npu
HE0OXOAUMOCTH),
ceprudukara
COOTBETCTBHSI CTAH/IAPTY
ISO 13485 (pu Haymumm)



7. TpeGopauuss k  TPeOOBaHMii Ge30MacHOCTH

npouneccam ¥ dbdekTuBHOCTH JOKYMEHTBl M 3aIlHCH,
NPOEKTUPOBAHUSL U MEIMIMHCKAX M3ICIMHH, gacarommecs
pa3pabOTKH  CHUCTEMBI TpeboBaHMi K  HX MEOULUHCKUX W3IEIUH,
MEHEDKMEHTa KadecrBa MAPKHPOBKE u BEIOpDAaHHBIX B KauecTBE
MEIUIIUHCKUX U3AeTui  ( IKCITyaTallHOHHON MPEACTaBUTEIBHBIX
KJacc moTeHnuanpHoro AOKYMCHTAllMM Ha HHUX,  oGpa3ioB

pHCKa PUMEHeHHs 3) YTBEPIKACHHBIX PereHreM

Cosera EBpasuiickoit
9KOHOMHYECKOM KOMHCCHH
ot 12 derpansa 2016 1. Ne
27

(mamee — OOmue
TpeOoBaHus);

n) coeuuduKaluu Ha
MEIUIMHCKHE H3JCIUsI B
LEeNsIX  TMOATBEPKACHUS
TOTO, YTO BBIXOJHEIE
JaHHEIE npoeKTa
MEIUIMHCKOTO W3IEIH,
obecrmeunBaroIIne
6e30MacHOCTh "

3¢ PeKTUBHOCTH
MEIUIMHCKOTO H3IEIN
MpU €ro MPUMEHEHUHU IO
Ha3HAYCHUIO, OIIPECIICHBI;
e) JOKYMEHTHI,
MOATBEPIKAAIOIINE, YTO
JACATCIBbHOCTH Imo
MEHEKMEHTY  pHCKa
ompeacieHa u
OCYILECTBICHA, KPUTEPUU
JIOTIYCTUMOCTH ~ PHCKa
YCTaHOBJICHBI U SIBISIFOTCS
COOTBCTCTBy}OHII/IMI/I,
M000# O0CTaTOUHBIH PHCK
OIlEHEH u npu
HEOOXOJAMMOCTH JOBEJICH
JI0 CBEICHUSI TIOTPEOUTEIISI
B cooTBeTcTBHH ¢ O0mmmMn
TpeOOBaHUAMHU

CIEIYyOIUe JOKYMCHTEI U
CBEJEHUsA, Kacaroumecs
MEIUIIMHCKUX W3JEnii, B
OTHOILIEHUU  KOTOPBIX
MPOBOJAHUTCS
WHCIICKTUPOBAHUE
MIPOU3BOJICTBA!

a) CBEJICHHUS O MPOIIeIypax
HICHTUPUKALNH,
XpaHeHuss U ynaneHus (
YHHUUYTOXCHUS)



8. TpeboBanmsa K
IpoLeccaM YIpaBICHU
JIOKyMEHTanuen U
3aMUCSIMU  CUCTEMBI
MEHE/DKMEHTa KavecTBa
MEIUIUHCKUX U3AENUH
(ecmm  OTCYTCTBYIOT
J0Ka3aTelbCcTBa
COOTBETCTBHSI CHCTEMBI
MEHEIKMEHTa KauecTBa
TpeOOBaHMSIM CTaHIAPTOB,

OKBUBAJICHTHBIX CTAaHAAPTY

ISO 13485)

JMIOKyMEHTOB W 3amuceil (
BKJIIOYasi yIpaBlieHUE
M3MCHCHHSIMH );

0)
HEOOXOAUMBIE IS TOTO,
YTOOBI OpraHU3aIKs MOTJIa
obecreynBaTh

JAOKYMCHTHI,

IMIaHUPOBAHUE,
OCYyIIECTBICHHE
MPOU3BOJICTBEHHBIX
MPOIIECCOB M YIpaBJICHHE
MU,

B) JOKyMEHTalus Ha
MEINIMHCKHE W3IEITH,
BKJIIOYAIOIAsl B CeOs:
CBUJETENHhCTBA
COOTBETCTBHS
MEAULMHCKUX U3IETHI
TpeOOBaHUSM (B TOM UHciIe Kacaluecs

JAOKYMEHTBI W 3aIMcCH,

TpeOOBaHHUIAM MEIUINHCKUX W3AENni,
NPUMEHSEMBIX CTAHIAPTOB BBIOPAHHBIX B KadyecTBe
); MPEeCTaBUTEIbHBIX

ONHUCAaHUE MEIUIMHCKUX 00pasuoB

U3JIETIUM, BKJIFOUas
HHCTPYKI[UU mno
NPUMEHCHU IO (
PYKOBOICTBA mo
AKCILTyaTaluu),
MaTepHabl u
crenuUKaIuio;

CBOJHYIO JTOKYMEHTAITUIO

no BepupuUKaUUH U
BallUJAIMHA TPOCKTOB (B
TOM 4YHCJIE JaHHBIC
KIUHHYECKUX
HCCIEeIOBaHUN (
HCTIBITAHUMN ) B
COOTBETCTBUU c
[IpaBwiaMu TpoOBeACHUS
KIMHUYCCKUX u
KIMHUKO-J1A00PaTOPHBIX
HCTBITAaHUHI (
HCCIIETOBAHUN)

MEIUIIMHCKUX H3JCNNH,
yTBEpXkK/IEeHHbIMU Perienue
M Cosera Eppa3suiickoif
9KOHOMHUYECKON KOMHUCCHU
ot 12 ¢erpans 2016 . Ne

29);

MapKHPOBKY MEIUIIMHCKUX
H3JICITHH;

JTOKYMEHTHI o

MEHEDKMEHTY pHUCKa



9. TpebOoBaHus K
nporeccaM MpoU3BOJICTBA
U BBIXOJHOTO KOHTPOJIS
METUIUHCKHX U3IENHi

CleyIolmne JTOKYMEHTHI,
Kacaruuecs
MEIUIMHCKUX H3/eNuil, B
OTHOILIEHUU  KOTOPBIX
IIPOBOLUTCS
UHCIICKTUPOBAHUC
TIPOM3BOJICTBA;

a)
Kacalomuecs
MPOU3BOJICTBEHHBIX
MPOIIECCOB M3TOTOBJICHUS
cepuitHo mpoaykumu (
BKJIIOYast
MIPOU3BOJICTBA);
6)
Kacarolgecs Ipoiiecca
crepmwiuzanuu (s
MEAMIMHCKUX HU3/IENUH,
BBINYCKaeMBIX B
CTEePWIBHOM BHJIE), B TOM
qucIe:

JOKYMCHTHI,

YCJIOBUS

NOKYMEHTHI,

MOATBEPKACHUEC TOTO, YTO
MPOIECCHl CTEPUITU3AIUH
JMIOKYMEHTUPOBAHbl U

3alUCH  MapaMeTpoB
mpoIecca CTePUITH3AIIH
ons KaXaoun

CTEPWIN3YEMON MapTUHU
MEAULMHCKUX U3AeIUI
MOAAEPKUBAIOTCS B
pabodeM COCTOSHHU;
MOJTBEPKAEHUE TOTO, YTO
IpoIecc CTepUIIH3alHuN
BaJIUINPOBAH;
MOJTBEPIKACHUE TOTO, YTO
MpoIecC CTePUITH3AINN
MPOBOIUTCS B
COOTBETCTBUHU c
YCTaHOBIICHHBIMHU
rapameTpamu;

B) JOKYMEHTHI,
MOJTBEPKAAIONINE, YTO
MIPOIIECCHl NTPOU3BOJICTBA
SIBIISIFOTCSL yTPaBISICMbIMU
U KOHTPOJHPYEMBIMH U
(GYHKIUOHHPYIOT B
YCTaHOBJICHHBIX Ipejernax,
a TaKXke IMOJATBEPKICHUE
obecneveHus
HE0OXOJMMOT0 YPOBHSA
KOHTPOJISl IPOAYKIMU

u (mnm)  ycuyr
KPUTHUYECKHUX
MOCTABIIUKOB,;

JNIOKYMEHTBl W 3alucCH,
Kacawiuecs
MEIUIMHCKUX W3IEIINH,

BbI6paHHBIX B Kady€CTBC



10. TpebOoBanus K
npomeccam
KOPPEKTUPYIOUIUX |
NpeayIpeKJA0INUX
JeUCTBUH  CHUCTEMBI
MEHE/DKMEHTa KavecTBa
MEIUIMHCKUX U3IeITUH
(ecmm  OTCYTCTBYIOT
J0Ka3aTeIbCTBA
COOTBETCTBHUS CHUCTEMBI
MEHEJ)KMEHTa KauecTBa

r) JOKYMEHTHI,
HOATBEPKAAIOLINE
HICHTHQHUKAIHIO |
POCIEKUBAEMOCTD
MEIUIMUHCKUAX W3JICTUA U
NpoIEecCcoB ux
MIPOM3BO/ICTBA, A TAKKE UX
COOTBETCTBHUE
YCTaHOBJICHHBIM
TpeOOBAHUSM;

1) TOKYMEHTHI,
HOJTBEPKAAIOLINE,
JeSITeIbHOCTD
BBIXOJIHOMY KOHTPOJIIO
MEAMIUHCKUAX H3JeTHH
obOecrneunBaer
COOTBETCTBUE

4qTo
mo

MEIUIMHCKAX H3ICIHit
YCTaHOBJIEHHBIM
TpeOOBaHUAM u
JIOKYMEHTHPOBaHA

CIIEAYIOMHNE AOKYMEHTHI,
Kacalomuecs
MEIUIMHCKUX U3JeNui, B
OTHOIIEHUU KOTOPBIX
NPOBOAUTCA
WHCIEKTHpPOBaHUE
MIPOM3BOACTBA:

a) JOKYMEHTHI,
MOJITBEPKAAIOIINE,
Npoueaypsl
KOPPEKTHPYIOIUX U
Mpenynpexaaronux
JIeMCTBUH pa3paboTaHbl;

4qTo

0) JOKYMEHTHI,
MOJTBEPKAAIONINE, HUTO
CpeAcTBa  YIpaBIICHUS
MPEemsATCTBYIOT
pacupocTpaHEHUIO
MEIUIIMHCKUX H3JICIUM,
KauyecTBO KOTOPBIX HeE
COOTBETCTBYET
TpeOOBaHHUAM,
MPEaBABISIEMBIM  IIPH
IKCIEPTU3E MEIUITTHCKIX
u3fenuil B MOOpAAKE,
ycTaHoBlIeHHOM OOmuMu
TpeOOBaHUAMY;

B) JOKYMEHTHI,
MOJTBEPKAAIONINE, HYTO
KOppPEKTHPYIOIIHE |
Mpenynpeskaaronue
JNeCTBUS
pe3yJIbTaTUBHBIMH;

ABJIAIOTCSA

MPEICTABUTEIBHBIX
00pa3moB

JNIOKYMEHTBl |
KacamIluecs
MEIUIIMHCKUAX W3JeIIHH,
BBHIOpDAaHHBIX B KadecTBe

3aIUCH,



TpeOOBaHUAM CTAHAAPTOB, T) JIOKYMEHTHI, MpEeICTaBUTEIbHBIX
SKBUBAJICHTHBIX CTAHIAPTY MOJATBEPIKAAIONINE, 4YTO  00pa3ioB
ISO 13485) MPOU3BOAUTEINH
MEAHMIUHCKOTO U3JIeNUs
paspaborain 3¢ HeKTHBHYIO
NpoLEeAypPY BBINYCKA H
MPUMEHEHHS YBEIOMIICHUH
mo 0e30macHOCTH
MEIUIUHCKUX H3JEIUi B
COOTBETCTBUHU c
[IpaBunamu mnpoBeaeHUst
MOHUTOPpHHTIA
0€e30IMaCHOCTH, KauecTBa U
3G PEeKTHBHOCTH
MEAMIUHCKUX HU3/ENUH,
yTBEepKACHHBIME Perienne
M Konnernun EBpasuiickoit
SKOHOMMUYECKON KOMUCCHUU
ot 22 nexabps 2015 r. Ne
174

CIEeIyIOINe JOKYMEHTHI,
KacawIimuecs
MEIULMHCKUX HU3JIENNii, B
OTHOLIEHUU KOTOPBIX
NpPOBOIUTCS
HHCIICKTHPOBAHUE
MIPOU3BOJICTBA!
a) JOKYMEHTHI,
MOATBEPKIAIOIMIHAE, YTO
MPOU3BOIUTENH
MEIULIMHCKOIO H3Ienus JOKYMEHTBHl W 3alucCH,
TMPHUHSIIT MeEpHI, KacarwIiuecs
HEOOXOAUMBIE IS MEIUIIMHCKUAX HW3CIIHH,
YCTaHOBIICHUS CBSI3H C
MOTPEOUTENAMH, B LEIAX
BBINTOJHECHHU A
HEOOXOIUMBIX
KOPPEKTUPYIOIHUX U
Npeaynpexaalouux
JIeWCTBUHM, pacmoJiaraer
cucTeMoii coopa u aHamM3a
11. OneHka cBA3aHHBIX ¢ JaHHBIX O 0€30IaCHOCTH U
norpedurenem npouecco dPPeKTHBHOCTH
CUCTEMBl MEHEKMEHTa MEIULMHCKUX U3IEIUi Ha
KadyecTBa MEIUIMHCKHUX IIOCTIPOJAXHOM 3TaIlle U

171631 (h11705 MOJJIEP)KUBAET €€ B
(ecmMm  OTCYTCTBYIOT aKTyaJbHOM COCTOSIHMH, a
Jo0Kas3aTreiabCcTBA TAaKX€ HaIpabJIsI€T B

COOTBETCTBHSl CHCTeMbI ~ YHOJHOMOYCHHBIH OpraH
MEHEeIKMEHTa KauectBa OTHYCTBI O peE3ylibTaTax
TpeboBaHMAM cTaHAapToB, TOCTIPOAANKHOTO
SKBUBAJIEHTHBIX cTaHgapry MOHUTOpHHTIA

ISO 13485, B uHOM ciryuae 0€30I1aCHOCTH n

oreHka ocymectBusiercs  2dPekTuBHOCTH



B 4aCTU NOCTHPOAAKHOTO MCIAUIUHCKUX I/I3ZI€J'II/Iﬁ B BI)I6paHHI)IX B KaydcCCTBC

MOHHUTOPHHTA) COOTBETCTBUH c MPEICTaBUTEIbHBIX
[TpaBunamMn mpoBeneHHs 00pa3IoB
MOHHUTOPHUHTA

06e30MacHOCTH, KaueCcTBa U
3G PeKTUBHOCTH
MEIUIMHCKUX M3/IeITHIH;
0) JOKYMEHTHI,
MOJTBEPKAAIONINE, YTO
oOpaTHass CBs3b C
noTpeduTeIeM
AHAJIHU3UPYETCH
MPOU3BOJUTEIEM
MEJIUIMHCKOTO W3JEHs B
xoJe IpOLECCOB
JKU3HEHHOTO  ITMKJIA
OPOAYKLIHUH u
UCIIONB3YeTCA  IJIA
IIOBTOPHOM OLICHKU pHCKa
pU HEOOXOJUMOCTH ISt
aKTyaJlu3anuu
JEeSITENbHOCTH mno
MEHEIDKMEHTY pPUCKa
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